®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

Penepanbuplii 3axkoH o1 12 anpeds 2010 . N 61-P3 ""O06 oOpamieHNH JeKAPCTBEHHBIX cpeacTB'

C usmeneHusiMu u OONOIHEHUSIMU OM.:

27 wona, 11 okmsaobps, 29 noabps 2010 ., 6 oexabpsa 2011 a., 25 uions, 25 oexaops 2012 2., 2 uwona, 25 nosopa 2013 a., 12
mapma, 22 oxkmsops, 22 oexkaops 2014 2., 8 mapma, 29 wons, 13 uions, 14, 29 dexabps 2015 2., 2 wions, 3 wons 2016 2., 29
urons, 28 oexabpa 2017 e., 4 utona, 28 nosopsa, 27 dexabps 2018 2., 6 urona, 26 utona, 2 aseycma, 27 Oexabpsa 2019 2., 26
mapma, 1, 3 anpens, 13 utons, 8, 22 oexabps 2020 2., 11 uions, 2 uions, 30 dexaobps 2021 2., 8, 26 mapma, 14 uions, 20 okmsaops,
5, 19, 29 dexabps 2022 2., 28 anpens, 24 urons, 4 aseycma, 19 okmsabps 2023 2., 30 ausaps, 8 aseycma, 26 oexkabps 2024 ., 23,
31 urona, 15, 28, 29 oexabpsa 2025 2., 2 mas 2026 .

IIpunsar I'ocynapcrBennoii /lymoii 24 mapra 2010 rona
Onoopen CoBerom ®enepanun 31 mapra 2010 roga
TAPAHT:

Cm. kommenmapuu k Hacmosiujemy PedepanbHomy 3aKOHY

Tnasa 1. O0uIme mos1oxKeHust

Crarbs 1. [Ipenmer perynupoBanus Hactosiiiero OenepanbHOro 3aKoHa

Hnghopmayus 06 usmenenusix:

Yacmo 1 usmenena c 30 saneapsa 2024 2. - @edepanvhviii 3akon om 30 aneapsa 2024 2. Ne [-D3

Cm. npedvloyuyio peoaxyuro

1. Hacrosimuii ®enepanbHblii 3aKOH pEryJupyeT OTHOILEHUS, BO3HUKAIOIIME B CBSA3M C
oOpaiieHneM - pa3pabOTKOM, JOKIMHUYECKUMHU HCCICIOBAHUSIMH, KIMHUYECKUMHU HCCIEIOBAHUIMH,
AKCNEPTHU30M, TOCYIapCTBEHHON PETHCTpAIlMEld B COOTBETCTBUMU € HactosmuM DenepanbHbIM 3aKOHOM
(manmee - roCymapCTBEHHas pErHCTpalusi) WIH perucTpanueili B COOTBETCTBUU C MEXKAYHAPOAHBIMU
JIOTOBOpaMM ¥ aKTaMH, COCTAaBISIIOIIMMU TpaBo EBpa3uiickoro 3KOHOMHYECKOTO coro3a (nanee -
peructpanus), €O CTaHIApTU3AlMe M C KOHTPOJIEM KayecTBa, INPOU3BOJCTBOM, H3TOTOBICHHUEM,
XpaHEHHUEM, MEepeBO3KOM, BBO30M B Poccuiickyro ®enepauunio, BeiBo30M H3 Poccuiickonn denepanum,
pEKIIaMOH, OTITYCKOM, peanu3aluueil, nepenadyeil, IpuMeHeHHEeM, YHUUTOXKEHUEM JICKapCTBEHHBIX CPEJICTB.

Hnghopmayus 06 usmenenusix:

DedepanvHvim 3axorom om 25 uons 2012 2. N 93-D3 6 yacmo 2 cmamvu 1 Hacmoswezo DedepanbHo2o
3aKOHA 6Hecenbl USMEHeHUs

Cm. mexcm yacmu 6 npedvioyuieli peoaxyuu

2. Hacrosimmit denepaibHbIi 3aKOH YCTAaHABIMBACT MMPUOPUTET TOCYAAPCTBEHHOTO PErYIHPOBAHHS
0e301acHOCTH, KauyecTBa U 2PPEKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB MPH UX OOpaIICHUH.
TAPAHT:

Cm. KOMMeHnmapuu K cmamse 1 HacmosAueco @e@epaﬂbnoeo 3dKOHA

Crarba 2. Chepa npumeHenus Hactosmiero GenepaibHOTO 3aKOHA
Hacrosimit denepanbHplil 3aKOH NPUMEHSIETCS K OTHOLIEHUSAM, BO3HUKAIOIUM IIPU OOpallieHuH
JIEKapCTBEHHBIX CPEACTB Ha Tepputopun Poccuiickon @enepanun.
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C

U3MCHCHUSM...
I'APAHT:

Cm. KOovMmeHnmapuu K cmanibe 2 HacmosAuwezco CDedepaﬂbHoeo 3AKOHA

Cratba 3. 3aK0HOIATENHCTBO 00 OOpAIIeHUH JIEKAPCTBEHHBIX CPEICTB

1. 3akoHOmaTensCTBO 00 OOpalIEHUH JIEKAPCTBEHHBIX CPEACTB COCTOMT W3 HACTOSIIEro
denepanbHOTO 3aKOHA, APYTUX (eaepanbHBIX 3aKOHOB M HMHBIX HOPMATHUBHBIX IPABOBBIX aKTOB
Poccuiickon @enepanuu.

Ungopmayus 06 usmenenusix:

Yacmw 1.1 usmenena c 1 cenmaopa 2023 e. - @edepanvhuiii 3axkon om 4 aszycma 2023 2. Ne 428-D3

Cm. npedbioywyio pedaxyuio

1.1. 3akoHonmaTenbCTBO 00 OOpaIIeHUH JIEKAPCTBEHHBIX CPEACTB B OTHOIICHUU IOPUAMYECKUX JIUIL
U UHIUBUIYAIBHBIX  TpPEAIpUHUMATENICH, OCYIIECTBISAIOMINX  JEATEIHLHOCTh HA  TEPPUTOPUU
MEXIYHAPOIHOTO METUIIMHCKOTO KjacTepa, MPUMEHSETCS C Y4eTOM OCOOEHHOCTEH, YCTaHOBIIEHHBIX
DdenepanbHbiM 3ak0HOM OT 29 utons 2015 rona N 160-D3 "O mexayHapoJHOM MEAUIIMHCKOM KIIacTepe U
BHECEHUU U3MEHEHUM B OTJIeNIbHBIC 3aKOHOIaTebHbIE akThl Poccuiickoit denepanun".

2. lleiictBue Hacroduero denepaabHOro 3aKk0Ha pacpoCTpaHsieTcs Ha oOpallleHue HapKOTUYECKUX
JIEKapCTBEHHBIX CPEACTB W TICHUXOTPOMHBIX JIEKAPCTBEHHBIX CPEACTB C YYETOM OCOOEHHOCTEH,
YCTAHOBJICHHBIX  3aKoHoOnMarenbCcTBOM  Poccuiickoit  ®denepanii O  HAPKOTUYECKUX  CPEACTBAX,
TICUXOTPOIIHBIX BELIECTBAX U 00 UX MPEeKypcopax.

3. J[eiictBue Hactosimero DenepasibHOTO 3aKOHAa  pacCIpOCTpaHseTCs Ha  oOpalleHue
paanodapMaleBTUYECKUX  JICKAPCTBEHHBIX CPEACTB C y4e€TOM OCOOCHHOCTEH, YCTaHOBJIEHHBIX
3akoHONarenbcTBOM Poccuiickoit denepanmu B 06IacT o0ecTiedeHns paaralliOHHON O€30MacHOCTH.

Ungopmayus 06 usmenenusix:

Yacmo 4 usmenena c 30 aneapsa 2024 2. - @edepanvnviii 3akon om 30 aneapsa 2024 2. Ne [-D3

Cm. npeduldyuiyro pedaxyuro

4. Eciin MexayHapoaHbsIM j1oroBopoM Poccuiickoit denepaiviv, MeXAyHApOIHBIMU JOTOBOpaMHU U
aKTaMM, COCTaBIISIOIIMMH MpaBo EBpa3uiickOro 3KOHOMHUYECKOTO COI03a (Jlajie€ - aKThl, COCTABIISIONINE
mpaBo Coro3a), YCTAaHOBJCHbI WHBIC TIpaBWIa, YeM Te€, KOTOpPhIE MPEAYCMOTPEHBI HACTOSIIAM
denepanbHBIM 3aKOHOM, TPUMEHSIOTCS MPABHIIa MEXIYHAPOIHOIO J0rOBOpa, MPaBUiia, COJAEPKAIIUECs B
aKTax, cocTaBisitonux npaso Corosa.

Ungpopmayus 06 usmenenusx:

Cmamos 3 0ononnena wacmoto 4.1 ¢ 8 dexabpsa 2020 e. - @edepanvusiii 3axon om 8 dexabpsa 2020 2. Ne
429-d3

4.1. PemieHusi MEXIOCYIapCTBEHHBIX OpPraHOB, TMPUHATHIE Ha OCHOBAaHWU IOJOKEHUU
MEXIYHAPOIHBIX J0roBopoB Poccuiickonn @enepaumu B MX HCTOJIKOBAHWH, IPOTHBOPEYAILEM
Konctutynuu Poccuiickoit denepanuu, He mojuiekar vcnoidHeHuto B Poccuiickoit @epepaunn. Takoe
MIPOTUBOPEYHNE MOXET OBITh YCTAHOBJICHO B IOPSJIKE, OMPENCICHHOM (eepalbHBIM KOHCTHTYIIHOHHBIM
3aKOHOM.

5. B Poccuiickon @enepanun B COOTBETCTBUM C MEXAYHApOIHBIMU JOroBopaMu Poccuiickoin
@enepanu U (WIKM) HAa OCHOBE MPHHIMIIA B3aMMHOCTH MPHU3HAIOTCS PE3YJIbTaThbl KIMHUYECKHUX
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
MU3MEHEHUSM. ..

MCCJIEI0BAHUN JIEKAPCTBEHHBIX MPEMAPATOB I MEIUIIMHCKOTO TPUMEHEHUS, TPOBEICHHBIX 3a IIpeeaaMu
teppuropun Poccuiickont denepanum.

TAPAHT:

Cm. KOMMeHnmapuu K cmamse 3 HacmosAueco @e@epaﬂbnoeo 3dKOHA

Crarbs 4. OCHOBHBIE MOHATUS, UCIIOJIb3YEMbIE B HacTosiieM DeepanbHOM 3aKOHE

Jisa neneit Hactosiero deepanbHOro 3aKOHa UCIOIb3YIOTCS CIEYIOIUE OCHOBHbIE TOHATHU:

1) JnexkapcTBeHHbIE CPEICTBA - BEIISCTBA WJIM HMX KOMOHMHALMHM, BCTYNAIOIIME B KOHTAKT C
OpPraHM3MOM UYeJIOBEKa WJIM JKUBOTHOTO, IPOHMKAIOIIME B OpraHbl, TKAHM OpraHu3Ma 4YeJOBEKa WU
JKUBOTHOI'O, HNPHUMCHACMBIC [JId HpO(i)I/IJIaKTI/IKI/I, JAUAarHOCTUKHU (33, HUCKIIIOUCHUEM BCIICCTB HIIM HX
KOMOMHAIMM, HE KOHTAKTUPYIOIIMX C OPraHU3MOM YEeJIOBEKa WIM >KUBOTHOIO), JIeYeHUs 3a0oJeBaHus,
pea6I/IJII/ITaI_II/II/I, AJId COXpPAaHCHUA, NPCAOTBPAIICHUA WKW IMPCPbIBAHUA 6€peMeHHOCTI/I N IOJYYCHHBIC U3
KPOBH, IJIa3Mbl KPOBHU, U3 OPraHOB, TKAHEH OpraHu3Ma uyesloBeKa MJIM KHBOTHOI'O, PACTEHHH, MUHEPAJIOB
MCTOAaMU CHUHTC3a HJIIM C NPHUMCHCHUCM onosiornyeckux TtexHomoru. K JICKAPCTBCHHBIM CpPCACTBAM
OTHOCATCA (hapMalleBTHYECKHE CyOCTaHIIMM 1 JIEKAPCTBEHHbIE MPENaparsl;

Hnghopmayus 06 usmenenusix:

Cmamus 4 oononnena nyukmom 1.1 ¢ 1 cenmsaopsa 2025 2. - Dedepanvusiii 3akon om 23 uwns 2025 2. Ne
268-D3

1.1) cTparermyecku 3HAYMMble JieKAPCTBEHHbIE CPEACTBA - JIEKAPCTBEHHBIE CPEACTBA IS
MEIMIMHCKOTO MPUMEHEHHUs, KOTOphle 00€CIeUNBAIOT NMPUOPUTETHBIE MOTPEOHOCTH 3IPABOOXPAHEHUS B
Hensix Npo(UIaKTUKA U JiedeHHus 3a0olieBaHUN, B TOM 4HCIE TMpeolnanalolmxXx B CTPYKType
3aboneBaemoctn B Poccuiickoit denepanuu, W MPOU3BOACTBO KOTOPHIX JOKHO OBITH OOECIeueHO Ha
tepputopun Poccuiickoit ®enepanuu. [lepeyeHb CTpATErMYeCKH 3HAUYMMBIX JICKAPCTBEHHBIX CPENCTB, a
TaKK€ IMOPSANOK W KpUTepuu ero ¢opmupoBaHusi yrBepkaatorcs IlpaBurensctBoM Poccuiickoii
denepanuu;

Hnghopmayus 06 usmenenusix:

DedepanvHuim _3akowom om 22 Oexkabpsa 2014 o Ne 429-d3 nynkm 2 cmamovu 4 Hacmoaue2o
DedepanvbHo2o 3aKOHA U3N0JCEH 8 HOBOU pedakyuu, ecmynatouel 6 cuny ¢ 1 uona 2015 2.

Cm. mekcm nynkma 6 npeduvloyuieli peoaKyuu

2) papmaneBTHUYecKasi CyOCTAHIUSI - JICKAPCTBEHHOE CPENICTBO B BUJE OJJHOTO HMJIM HECKOJIBKUX
obmanaronmx (papMakoIOrHuecKO aKTUBHOCTBIO JIEHCTBYIONINX BEIIECTB BHE 3aBHCHMOCTH OT TIPHUPOIBI
MPOMCXOKICHHUS, KOTOPOE MPEAHA3HAYCHO ISl TIPOU3BOJICTBA, U3TOTOBJICHUS JICKAPCTBEHHBIX MPENapaToB
U onpenensieT ux 3PPEKTUBHOCTB;

3) BcmoMmorareslbHbIe BelIeCTBA - BENIECTBA HEOPTaHWYECKOTO WM  OPraHHYECKOTO
MIPOMCXOXKICHHS, UCTIOIh3yEeMbIE B IMPOIECCE MPOU3BOICTBA, W3TOTOBICHUS JIEKAPCTBEHHBIX IMPETapaToB
JUTSL IPUJIAHAST UM HEOOXOMMBIX (PH3UKO-XUMHUECKUX CBOMCTB;

4) JexkapcTBeHHbIEe Tpemnaparbl - JIEKAPCTBEHHBIE CPEICTBA B BUJE JICKAPCTBEHHBIX (HOpM,
NpUMEHSIeMbIe  JIUIS  TPO(QWIAKTHKH, TUArHOCTUKH, JICUCHUs 3a00JeBaHUs, peaOMIUTAlNHU, IS
COXpaHEHUsI, MPETOTBPAIIECHUS WIN IPEPhIBAHUS OEPEMEHHOCTH,

5) aekapcrBeHHasi GopMa - COCTOSIHUE JIGKAPCTBEHHOTO Tpernapara, COOTBETCTBYIOIIEE CIIOCO0aM
€ro BBEJICHUS U MIPUMEHEHUS M 00€CIIeUYNBAIOIIee JOCTIKEHUE HEOOX0IUMOTO JieueOHOTo Y deKTa;
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U3MEHEHUSIM. ..

Hngopmayusi 06 uzsmenenusix:

DedepanvHuim 3akonom om 22 dexabps 2014 2. No 429-D3 cmamobs 4 nacmosuweco DedepanbHo2o 3aKOHA
Odononnena nynkmom 5.1, ecmynarowum 6 cuny ¢ 1 urona 2015 e.

5.1) no3upoBka - coJepKaHME€ OJHOIO WJIM HECKOJIbKHX JICUCTBYIOLIMX BEIIECTB B
KOJIMYECTBEHHOM BBIPDQKCHHH HAa €IWHUIY JO03bl, WU EAWHHUILy O00beMa, WM CIAWHHUILy MacChl B
COOTBETCTBUU C JICKAPCTBEHHOI (QopMOi MO0 11 HEKOTOPHIX BHUOB JIEKAPCTBEHHBIX (POPM KOTUYECTBO
BBICBOOOXKIAEMOTO M3 JICKAPCTBEHHOM (POPMBI IEHCTBYIOIIETO BEIIECTBA 3a €IUHUILY BPEMEHHU;

Unpopmayus 06 usmenenusix:

Ilynkm 6 uzmenen c 13 uronsa 2020 2. - @edepanvusiii 3axkon om 13 urons 2020 2. Ne 206-D3

Cum. npedvloyuyio pedaxyuro

6) mnepevyeHb KU3HEHHO HEOOXOAMMBIX H BaKHEHIIUMX JIEKAPCTBEHHBIX IPeNapaTroB -
yrBepxkaaemblid [IpaBurensctBoM Poccuiickoit denepanuu OepedyeHb JIEKAPCTBEHHBIX IPENapaToB IS
MEIUIUHCKOTO MPUMEHEHHsI, 00ECIIeUNBAIOIINX TPUOPUTETHBIE TOTPEOHOCTH 3APAaBOOXPAHEHUS B IIEIAX
npoUIaKTUKU U JIeueHus1 3a00JIeBaHUi, B TOM 4YHCIIE NMPeoOIaaoliuX B CTPYKType 3a00JIeBa€MOCTH B
Poccutickon @enepanuu;

Ungpopmayus 06 usmenenusix:

Ilynkm 6.1 usmenen c 30 ansapa 2024 2. - @edepanvnvui 3axon om 30 aueaps 2024 2. Ne 1-D3

Cum. npedbloyuyio pedaxyuro

6.1) oppanHbIe JeKkapcTBeHHBbIE MpenapaTbl - JICKApCTBEHHbBIE IMpenaparsl, MpeJHa3HauCHHbIC
UCKJTFOYUTEIBHO ISl TUATHOCTHKH, STHOMATOTEHETHYECKOTO WM TaTOTCHETHUECKOTO JICUCHHUs (JIeueHUs,
HAMNpPaBICHHOTO HA MEXaHHU3M pa3BUTHsI 3a00sieBaHus) peakuX (opdhaHHbIX) 3a00ICBaHMIA;

Hnghopmayusi 06 uzsmenenusix:

Ilynkm 6.2 usmenen c 1 anpens 2024 2. - @edepanvhsiil 3akon om 4 aszycma 2023 2. Ne 466-D3

Cm. npedvldyuivio pedakyuio

6.2) OuoJiornyYecKHe JeKapCcTBeHHbIE NMpenaparbl - JCKapCTBCHHBIC Mpenaparsl, JIeHCTBYOIIEE
BEIIIECTBO KOTOPBIX MPOHM3BEICHO HWIIM BBIICICHO W3 OHOJOTHYECKOr0 MCTOYHHKA W IS OMPEACTICHHUS
CBOﬁCTB 1 Ka4ycCTBa KOTOpBIX HeO6XOI[I/IMa KOM6I/IHaHI/I$I 6I/IOJ'IOFI/I‘-ICCKI/IX n q)HSI/IKO-XI/IMI/ILIeCKI/IX METOIOB.
K OHOMOrHYecKuM JIEKapCTBEHHBIM TIpernapartaM OTHOCSTCS HWMMYHOOHMOJOTHYECKHE JICKAPCTBEHHBIC
IIpernaparsl, JIEKApCTBEHHbIE IIPENaparkl, MOJy4€HHbIE U3 KPOBHU, IJIa3Mbl KPOBH YEJIOBEKA U KUBOTHBIX (32
UCKITIOUCHHEM IEITbHON KPOBH), OMOTEXHOJIOTNYECKHE JIEKAPCTBCHHBIE Mperaparhbl, FTeHOTEPANIeBTHUCCKHE
J'ICKapCTBeHHI)Ie HpenapaTLI, J'IeKapCTBeHHI)IC npenapaTLI Ha OCHOBE€ COMAaTHYCCKUX KIICTOK,

Hnghopmayus 06 usmenenusix:

Cmamus 4 oononnena nynkmom 6.3 ¢ 30 aunsapsa 2024 2. - @edepanvusiii 3axkon om 30 sneaps 2024 2. Ne
1-D3

6.3) BBICOKOTEXHOJIOTMYHBIN  JIeKAPCTBEHHBbIIl  mpemapar -  IeHOTEpaneBTUYECKUi
JIEKapCTBEHHBIN IIpenapar I MEIULMHCKOrO IPUMEHEHHMs, WIHM JICKApCTBEHHBIM IIperapar Ha OCHOBE
COMAaTHYECKUX KJIETOK JUIsI MEAMIMHCKOTO TNPHUMEHEHMS, WIM TKAHEWHKCHEPHBIA JIEKAPCTBEHHBIN
npemnapart (mpenapar TKaHeBOW MH)KEHEPUH);

Ungpopmayus 06 usmenenusix:
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DedepanvHuim _3akonom om 22 Oekabpsa 2014 . Ne 429-d3 nynkm 7 cmamovu 4 Hacmoawe2o
DedepanvbHozo 3aKOHA U3N0JHCEH 8 HOBOU pedakyuu, ecmynatouel 6 cuny ¢ 1 uona 2015 2.

Cm. mekcm nynkma 6 npedvloyuieti peoaKyuu

7) MMMYHOOHOJIOTHYECKHE JeKAPCTBEeHHbIe Tpenaparbl - JIEKAPCTBCHHBIC MpEnapaThl,
MpeIHa3HAYCHHBIC I (OPMHUPOBAHHUS AKTHBHOTO WJIM TMACCUBHOTO MMMYHHUTETa JUOO TUArHOCTUKH
HaJIn4uyusi I/IMMyHI/ITeTa NIIn JOUArHOCTHUKHU CHGHI/I(I)I/I‘-ICCKOFO HpHOGpCTGHHOFO N3MCHCHUS
MMMYHOJIOTHUECKOTO OTBETA Ha aJUICPTrU3UpyIoNIye BemecTBa. K NMMYHOOHOIOTMYECKUM JIEKAPCTBCHHBIM
HpenapaTaM OTHOCATCA BaKIITMHbI, aHATOKCHUHbI, TOKCHUHBEI, CBIBOpOTKI/I, I/IMMYHOFHO6YJII/IHBI nu aJIJIepFCHBI;

I/Ill¢0pﬂnﬂﬂl}l 00 UBMEHEHUSX:

DedepanbHuim 3akonom om 22 oexaops 2014 2. No 429-D3 cmamovs 4 nacmosueco DedepanbHozo 3aKOHA
Ooononnena nynkmom 7.1, ecmynarouum 6 cuny ¢ 1 urona 2015 a.

7.1) OHOTEeXHOJIOTHYeCKHe JIeKAPCTBEHHBbIE Mpenaparbl - JICKAPCTBEHHBIC MpENaparhl,
MIPOU3BOACTBO KOTOPHIX OCYIIECTBISETCS C UCIOJIb30BaHUEM OMOTEXHOJIOTHMUECKHUX MPOILIECCOB U METO/IOB
(8 Tom umcne JIHK-pekoMOMHAHTHON TEXHOJOTHHU, TEXHOJOTHH KOHTPOJIHPYEMOM 3KCIPECCHU TEHOB,
KOJUPYIOMINX OHOJOTHYECKH aKTUBHbIE O€JIKM B MPOKAPUOTAX U dyKapuoTaX, BKIIOYAas HU3MEHEHHbIE
KJIETKH MJICKOTIMTAFOIINX ), THOPUIOMHOTO METO/Ia U METO/Ia MOHOKIIOHAJIbHBIX aHTHUTET;

Unghopmayus 06 usmenenusx:

Dedepanvrvim 3axkonom om 22 dexabps 2014 2. Ne 429-D3 cmamos 4 nacmosweco PedepanvbHo2o 3aKOHA
oononuena nynkmom 7.2, scmynarouum 6 cuny ¢ 1 urona 2015 .

7.2) reHoTepameBTHYeCKHe JIEeKAPCTBEHHbIE TMpenaparbl - JIEKAPCTBEHHBIC Mpenaparsl,
dapmarieBTHUECKasT CYOCTAHIIMS KOTOPBIX SBISETCS PEKOMOMHAHTHON HYKJIEMHOBOW KHCIOTOM WK
BKJIIOYaeT B ce0sf pPEKOMOWHAHTHYI HYKIEHHOBYIO KHCIIOTY, ITO3BOJISIOINYIO  OCYIICCTBIISATH
peryaupoBaHue, penapaiuio, 3aMeHy, 100aBlIeHNe WIH yAaJIeHHe TeHETUYECKOH MOCIe10BaTeIbHOCTH;

8) HapkoTH4YecKHe JIEKAPCTBEHHbIE CpeACTBAa -  JICKAPCTBEHHBIE  TNpemaparbl U
dapmalieBTHUECKHE CYOCTaHIIMM, COJEpIKalliie HApKOTUYECKHE CpEelICTBA W BKIIOYEHHbIE B [lepedyeHb
HApKOTUYECKUX CPEACTB, TCUXOTPOIMHBIX BEIIECTB U HUX MPEKYpPCOpPOB, MOJICKAINUX KOHTPOIIO B
Poccuiickoit  ®enepanur, B  COOTBETCTBMU C  3aKOoHOoAaTenbcTBOM  Poccuiickoit ~ denepaiuu,
MEXIyHApOAHbBIMU JoroBopamu Poccuiickoit ®Penepannu, B TOM uHciae EAMHOW KOHBEHIIMEH O
HapkoTu4eckux cpeactrax 1961 roaa;

9) MCUXOTPOMHBIE JIEKAPCTBEHHBIE CPEICTBA - JIGKAPCTBEHHBIE TIPEraparsl U (hapMareBTHICCKUe
cyOCTaHIINH, co/leprKalle IMCUXOTPOIHbIEC BENIECTBA U BKIIOUEHHBIE B [lepeyeHb HAPKOTUYECKUX CPEICTB,
MICUXOTPOIHBIX BEIIECTB M HMX MPEKYpCOPOB, MOIjIekamux KOHTpoito B Poccuiickoit denepauuu, B
COOTBETCTBUU C 3aKoHomarenbCcTBOM Poccuiickoit denepanuu, MeXIyHApOJHBIMU JOTOBOPaMU
Poccuiickoit denepanuu, B ToMm uncie KoHBeHIMENH 0 MICUXOTPONHBIX BemecTBax 1971 rona;

10) paguogapmaneBTHYECKHE JIEKAPCTBEHHbIE CPEJACTBA - JIEGKAPCTBEHHBIE CPENICTBA, KOTOPHIE
COJiep’KaT B TOTOBOW JIJISi MCIIONL30BaHUSI (pOpME OIUH PAJTUOHYKIUJ WM HECKOJIBKO PaTUOHYKIHIOB
(pamnoaKTUBHBIX U30TOIOB);

Hnghopmayus 06 usmenenusix:

Cmamos 4 0oononnena nynkmom 10.1 ¢ 1 mapma 2020 2. - Dedepanvnuviii 3akon om 27 dexabps 2019 2. Ne
475-D3
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
MU3MEHEHUSM. ..

10.1) opuruHaJbHBIH JIeKAPCTBEHHBI Npenapar - JCKapCTBEHHBIM TMpenapar ¢ HOBBIM
JICHCTBYIOIIIMM BELIECTBOM, KOTOPBIM IIEpBbIM 3aperucrpupoBaH B Poccuiickonn ®enepanuu win B
MHOCTPAHHBIX TOCY/IapCTBAaX HA OCHOBAHUU PE3YJbTATOB JTOKJIMHUYECKUX HCCIEIOBAHUI JIEKapCTBEHHBIX
CPEICTB M KIMHUYECKHMX HCCIIEJOBAHUN JIEKApCTBEHHBIX IPENaparoB, MOATBEPXKAAIOIIUX €ro KadecTBO,
3¢ (HEKTUBHOCTH U OE30TIaCHOCTH;

Unghopmayus 06 usmenenusx:

Ilynkm 11 usmenen ¢ 1 mapma 2020 2. - @edepanvusiii 3axkon om 27 dexabps 2019 2. Ne 475-D3

Cum. npeduvloyuyio pedaxyuro

11) pedepeHTHBIN JieKAPCTBEHHBbIH Tpenapar - JICKQPCTBEHHBIM IIpemapar, KOTOPBIHA
UCTIOJIb3YETCS JUIsl OLIEHKM OMOPKBHMBAJICHTHOCTH WJIM TEPAleBTHUECKOW SKBHBAJECHTHOCTH, KauecTBa,
3¢ deKTUBHOCTH U 0€30MacHOCTH BOCHPOM3BEACHHOIO JIEKaPCTBEHHOTO Mpernapara Wik 0MoaHalloroBOTO
(bnomomoOHOr0) NIEKapCTBEHHOTO mpenaparta (OmoaHanora). B kauectBe pedepeHTHOro JIeKapCTBEHHOTO
mnpemnapara JJis MEIUIUHCKOTO NPUMEHEHHS HCIONb3YyeTCs OpPUTHMHANIBHBIM JIEKapCTBEHHBIM Mpernapar
1100, €CIIM OPUTHHAIBHBIN JIEKAPCTBEHHBIN NpenapaT He 3aperuCTPUPOBAH WM HE HAXOAUTCS B 000POTE B
Poccuiickoit @enepanyu U He HAXOAUTCS B 000POTE€ B MHOCTPAHHBIX T'OCYIAapCTBaX, BOCIHPOU3BEICHHBIN
JICKApCTBEHHBIN Iperapar Wik 0MoaHaIOroBbIi (O0MONMOAOOHbIHN) JeKapCTBEHHBIN Mpenapar (Onoanaior),
KOTOPBIM MEpBBIM 3aperMCTPUPOBAH W3 4YHCIa Haxoasmuxcs B obOopore B Poccuiickoii ®Denepauuu,
OMODKBUBAJICHTHOCTh ~WJIM  TEpaleBTHYECKash OSKBHMBAJCHTHOCTb, KayecTBO, J(PPEeKTUBHOCTD W
0€30MacHOCTh KOTOPOTO OLEHUBAIKCH 10 OTHOIICHUIO K OPUTMHAIBHOMY JIEKAPCTBEHHOMY Ipemnapary, a
TaKkKe KauecTBO, 3((EeKTUBHOCTH ¥ 0OE30MaCHOCTh KOTOPOTO TOIATBEPXKAAIOTCS  pe3ylbTaTaMu
dbapmakoHa/30pa U MPOBEPOK COOTBETCTBHUS JIEKAPCTBEHHBIX CPEICTB, HAXOISAIIMXCS B TPakIaHCKOM
00opoTe, YCTaHOBJICHHBIM TpeOOBaHMSAM K HMX KauecTBY. B KkauecTBe pedepeHTHOro JIEKapCTBEHHOTO
npernapara JAjsi BEeTepUHAPHOTO MPUMEHEHUS UCIIOIb3YeTCs JIEKAPCTBEHHBIN Mpernapar Ajsi BETepUHAPHOTO
IIPUMEHEHUsA, 3aperucTpupoBaHHbli B Poccuiickoil @exepanuu Ha OCHOBAaHUU  PE3YJbTaTOB
JOKIMHUYECKUX HCCIIEOBAHUN JIEKAPCTBEHHBIX CPEACTB M KIMHUYECKHX HCCIEOBAHHM JIEKApCTBEHHBIX
IpernapaToB, MOATBEPKAAIOUINX €ro KayecTBO, 3(p(HheKTUBHOCTH M 0€30MMacCHOCTS;

Unghopmayus 06 usmenenusx:

Ilynxkm 12 uszmenen ¢ 1 mapma 2020 2. - @edepanvubiii 3axkon om 27 dekaops 2019 2. Ne 475-D3

Cm. npedvidyuyro pedaxkyuro

12) Bocnpou3BeleHHbIN JeKAPCTBEHHBIH mNpemapar - JICKapCTBEHHBIM Tpernapar s
MEIHMIIMHCKOTO MMPUMEHEHHSI, KOTOPBII HMEET YKBUBAJICHTHBINA PeepeHTHOMY JIKAPCTBEHHOMY IpenapaTy
KaueCTBEHHBI COCTaB M KOJUYECTBEHHBIH COCTAaB JIEHCTBYIOIIUX BEIIECTB B OSKBHBAJICHTHOM
JIEKapCTBEHHOU (opme, MO0 JIEKapCTBEHHBIN MIpemapar Jjisi BETEPUHAPHOTO MPUMEHEHUS, KOTOPBIH UMeeT
Takhe e, 4To U pedepeHTHBI JeKapCTBEHHBIM Mpenapar, KaueCTBEHHBIH COCTaB U KOJIWYECTBEHHBIN
COCTaB JICWCTBYIOIIMX BEIICCTB B TaKOW JK€ JICKApPCTBEHHOW ¢opme, OHMOIKBHBAICHTHOCTh WIIU
TEpaneBTUYEeCKasi SKBUBAJICHTHOCTh KOTOPBIX COOTBETCTBYIOIIEMY pe(hepeHTHOMY JIeKapCTBEHHOMY
npenapary noATBEPK/IeHa COOTBETCTBYIOIIUMH UCCIIECIOBAHUSIMU;

HUnpopmayus 06 usmenenusix:

Ilynxkm 12.1 usmenen ¢ 1 mapma 2020 2. - @edepanvhuiii 3akon om 27 dexaops 2019 2. Ne 475-D3

Cm. npedvioviyyro pedaxkuuio

0  Cucrema 6/
7 TAPAHT 21
. 5
0
5

A O N


http://ivo.garant.ru/document/redirect/77691574/40121
http://ivo.garant.ru/document/redirect/73355325/10103
http://ivo.garant.ru/document/redirect/77691574/4012
http://ivo.garant.ru/document/redirect/73355325/10103
http://ivo.garant.ru/document/redirect/77691574/4011
http://ivo.garant.ru/document/redirect/73355325/10102

®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
MU3MEHEHUSM. ..

12.1) TepanmeBTHMYecKass JKBHBAJIEHTHOCTb JIEKAPCTBEHHBIX MpPeNaparoB - JOCTHXECHUE
KJIMHUYECKU COMOCTABUMBIX TepaneBTU4YeCcKoro 3¢pdekra n mokaszareneid 3p(HeKTHUBHOCTH U O€30MaCHOCTH
OpyU NPUMEHEHUM JIEKapCTBEHHBIX IPENaparoB JUIsi MEJUIMHCKOIO NPUMEHEHHs, HMEIOIUX OJIHO
MEX/IYHapO/JHOE HEMAaTeHTOBAaHHOE (MM XHMMHUYECKOE, WIM TpYHNIUPOBOYHOE) HAMMEHOBAHME, B
HKBUBAJIEHTHBIX JO3UPOBKAX IO OJHUM U TEM XKe MOKa3aHUAM K IPUMEHEHUIO U IIPU OJJMHAKOBOM CIIOCO0e
BBEJICHUS Y OJHOM M TOH K€ TPYNITBI OOJIBHBIX;

Hnghopmayus 06 usmenenusix:

Dedepanvrvim 3axkonom om 22 dexaops 2014 2. Ne 429-D3 cmamws 4 nacmosaweco PedepanvbHo2o 3aKOHA
oononnera nynkmom 12.2, gcmynaowum 8 cuiy ¢ 1 urons 2015 .

12.2) OuoaHajioroBblii (0MONMOMOOHBIN) JieKAPCTBEHHBI mnpenapar (0uoaHajor) -
OMONOrMYeCKHil JIGKApCTBEHHBIA TMpemnapaT, CXOXKHH Mo TmapamMeTpaMm KauecTBa, 3((EKTUBHOCTH U
0€301acHOCTH ¢ pe()ePCHTHBIM OMOJIOTHYECKUM JICKAPCTBEHHBIM IMIPEIapaToM B TaKOH JKe JICKapCTBEHHOM
dbopMe 1 UMEIOIINI UACHTUYHBIN CIIOCOO BBEICHUS;

Ungopmayus 06 usmenenusix:

DedepanvHuim 3akonom om 22 dexabps 2014 2. No 429-D3 cmamws 4 nacmosueco DedepanbHo2o 3aKOHA
oononnena nynkmom 12.3, scmynarowum 6 cuny c 1 urona 2015 e.

12.3) B3aumo3aMeHsieMbIil JIeKAPCTBEHHbIN Mpemapar - JIGKQpCTBEHHBIA Mpernapar cC
JIOKA3aHHOM  TEPANeBTUYCCKOM OSKBUBAJICHTHOCTHIO WM OWOIKBUBAJICHTHOCTHIO B  OTHOIICHUH
pedepeHTHOTO JIEKapCTBEHHOTO Tpernapara, MMEIOIU SKBHBAJICHTHBIE €MY KAa4eCTBEHHBIH COCTaB H
KOJIMYECTBEHHBIA COCTAB JCHCTBYIOIIMX BEIIECTB, COCTAB BCIIOMOTATEIbHBIX BEIIECTB, JIEKAPCTBEHHYIO
¢dbopMy U criocoO BBEACHHUS,

Ungpopmayus 06 usmenenusx:

Cmamus 4 oononnena nynkmom 12.4 ¢ 1 mapma 2020 2. - @edepanvhuiii 3akon om 27 dexadps 2019 2. Ne
475-D3

12.4) 0OMO3KBHBAJIECHTHOCTH JICKAPCTBEHHBIX IMPENapaTroB - JOCTH)KEHUE COINOCTaBUMBIX
roka3aTesiell CKOPOCTH BCaChIBaHMs, CTENEHU MOCTYIUIEHUS K MECTy JIEHCTBUS M CKOPOCTH BBIBEIECHUS
OJTHOTO MJIM HECKOJIBKHMX 00Jalaromux (papMakoIOrHuecKod aKTHBHOCTBIO JEWCTBYIOUIMX BELIECTB IMPH
NPUMEHEHNH JIEKapCTBEHHBIX MpernaparoB Ui MEIUIIMHCKOTO TMPUMEHEHHs, HMEIOIIUX OIHO
MEXIyHAapOJHOE HEMaTeHTOBaHHOE (WJIM XMMHUYECKOe, WIM TPYINIUPOBOYHOE) HAMMEHOBAHUE, B
HKBHUBAJIEHTHBIX JI03UPOBKAX U MPU OJMHAKOBOM CIIOCOOE BBEACHUS;

13) nekapcTBeHHOE PACTUTEIBHOE ChIPbE - CBEXKHE MM BBICYIICHHbIE PACTeHUs MO0 MX YacTH,
UCIIOJIb3yeMbIE Ul TPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB OpPraHU3alUsIMU - [POU3BOIUTEISAMU
JIEKapCTBEHHBIX CPEJCTB WJIM M3TOTOBJICHHUS JIEKAPCTBEHHBIX IMPENaparoB anTEYHbIMU OpraHU3aLUsIMMU,
BETEPUHAPHBIMU AINTEYHBIMH OPraHU3ALMSIMH, WHIWBUIYaJIbHBIMU TPEANPUHUMATEISIMU, HMEIOIIUMU
JIMIIEH3UIO Ha )apMalleBTUUECKYIO JIeSTeIbHOCTE;

14) nexkapcTBeHHBIH pacTUTEJbHBIN Npenapar - JEKapCTBEHHBIM Mpenapar, Ipou3BeIeHHBIN
WIM W3TOTOBJIEHHBIM M3 OAHOIO BHJA JIEKAPCTBEHHOTO PACTUTENIBHOIO CHIPbS WM HECKOJIBKHUX BHJIOB
TaKOTO ChIpbs U peanu3yeMblil B pachacoBaHHOM BHUIE BO BTOPHUYHOM (TOTPEOUTENHCKON) YIIaKOBKE;

Hnghopmayusi 06 uzsmenenusix:

Dedepanvruvim _3axkonom om 22 oexabpa 2014 o. Noe 429-dD3 nynxkm 15 cmamvu 4 Hacmosweco
DedepanvbHo2o 3aKOHA U3N0AHCEH 8 HOBOU pedakyuu, scmynaouiei 8 cury ¢ 1 urons 2015 2.
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
WU3MEHEHUSIM. ..
Cu. mekcm nynkma 6 npeduvloyuieli pedaKuuu

15) romeonarnyeckuii JeKapCTBEeHHbIN NMpenapar - JeKapCTBEHHBIN Ipenapar, Iporu3BeeHHbIN
WIM W3TOTOBIEHHBIM W3 (apmaneBTUYeckoi CyOCTaHIMM WM (papMalleBTHUECKUX CYOCTaHIIMNA B
COOTBETCTBUHM C TpeOOBaHMAMHU OOIMX (apMaKONEHHBIX CTaTe K TOMEONaTHYECKUM JIEKapCTBEHHBIM
mpemaparaM WIM B COOTBETCTBUU C TpeOoBaHMAMU (apMakomen CTpaHbl MPOU3BOAMUTENS TaKOTO
JIEKapCTBEHHOTO INpenapara;

Hnghopmayus 06 usmenenusix:

Dedepanvrbuim _3axoHom om 22 odexabpa 2014 o. Ne 429-®@3 6 nynkm 16 cmamvu 4 Hacmosweco
DedepanvbHoeo 3aKOHA 6HECEHbL U3MeHeHUs, sgcmynarouwue 8 cuay ¢ 1 urons 2015 .

Cm. mekcm nyHKma 6 npedwvloyuiel pedayuu

16) MexIyHapoaHOe HENATEHTOBAHHOe HAMMEHOBAHHE JIEKAPCTBEHHOIO CpeacTBa -
HaMMEHOBAHHUE JICHCTBYIOIIETO BEeIIECTBa (papMarieBTHYeCKol cyOCTaHIIMU, peKOMEeHJ0BaHHOE BeeMupHoii
OpraHu3alUeil 31paBOOXPaHEHMS;

Hnghopmayus 06 usmenenusix:

DedepanvHuim _3akoHom om 22 Oexabps 2014 2. Ne 429-d3 ¢ nynkm 17 cmamou 4 Hacmoswe2o
DedepanvbHozo 3aKoHA 6HeCeHbl UsMeHeHus], gcmynarowue 8 cuny ¢ 1 urons 2015 e.

Cm. mexcm nyHkma 6 npeovblovugell pedaxKyuu

17) ToproBoe HaHMeHOBAHHE JIEKAPCTBEHHOI0 CPEACTBA - HAHMCHOBaHHE JIEKAPCTBEHHOTO
CpeACTBa, TPUCBOCHHOE €ro pa3pabOTUYMKOM, JEp)KarejleM WM BIAJACIbIIEM PETUCTPAIIHOHHOIO
YAOCTOBEPEHHUS JIEKAPCTBEHHOIO Mperapara;

I/Ill¢0pﬂial4u}l 00 UBMEHEHUSIX:

DedepanvHuim 3akonom om 22 dexabps 2014 2. No 429-D3 cmamws 4 nacmosuwezo DedepanbHo2o 3aKOHA
oononnena nynkmom 17.1, scmynarowgum 6 cuny ¢ 1 urona 2015 e.

17.1) rpynnupoBoYHOe HAMMEHOBAHHE JIEKAPCTBEHHOI0 TMpenapara - HaNMCHOBAaHHE
JIEKapCTBEHHOTO Tpernapara, He HMMEIOLIEr0 MEXIYHApOJHOTO HEMaTEHTOBAHHOTO HAMMEHOBAHUS, WU
KOMOUMHAIINH JIEKAPCTBEHHBIX MPENapaToB, UCIOIb3yEMOE B IIENIAX OObEIMHEHHS UX B TPYIIITY MO €IUHBIM
HAaMMEHOBAaHHUEM HMCXOs U3 OJIMHAKOBOTO COCTaBa JICUCTBYIONINX BEIIECTB;

Hnghopmayus 06 usmenenusix:

Ilynkm 18 usmenen c 30 aneaps 2024 2. - @edepanvusiii 3akon om 30 sausaps 2024 2. Ne 1-D3

Cum. npedvloywyio pedaxyuro

18) o0masi ¢apmakoneiiHass cTaTbsl - JIOKYMEHT, YTBEP)KICHHBIM YIOJIHOMOYEHHBIM
(benepaabHbIM OPraHOM HCIIOJIHUTEIBHOM BIACTH U COAEP KALIMM IepedeHb MoKa3aTesiel KayecTBa U (UJIu)
METOJIOB KOHTPOJISI Ka4eCTBa KOHKPETHOH JIEKapCTBEHHOM (hOPMBI, JIEKAPCTBEHHOTO PACTUTEIBHOTO CHIPHS,
BCIIOMOTATEe/IbHBIX BEIIECTB, ONUCAHUS OMOIOTMYECKUX, OMOXUMUYECKHX, MUKPOOHOIOIMYECKUX, (PU3UKO-
XUMUYECKUX, PU3NUECKUX, XMMUUECKUX U JIPYTUX METO/IOB aHajH3a JICKApCTBEHHOTO CPEICTBA, a TAKXKe
TpeOOBaHUS K HCHOJNb3YeMbIM B IENAX [POBEACHUS [JAHHOTO aHaJlM3a peakTHBaM, TUTPOBAHHBIM
pacTBopam, UHIUKAaTOPaM;

Unghopmayus 06 usmenenusx:

Ilynkm 19 usmenen c 30 saneaps 2024 2. - @edepanvusiii 3akon om 30 sausaps 2024 2. Ne 1-D3

Cm. npedvioyuyio pedakyuio
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

19) ¢papmakoneiiHnasi cTaTbsl - JIOKyMEHT, YTBEpPXJCHHBIN YIIOJIHOMOYEHHBIM (enepanibHbIM
OpraHOM HCTIOJHUTEIHHOU BJIACTU U COJEPIKAIMN MEepeueHb MoKa3areyeid KauyecTBa U METOJ0B KOHTPOJIsS
KauyecTBa JIEKApPCTBEHHOTO CPEJICTBA, JIEKAPCTBEHHOTO PACTUTENILHOTO ChIPbsI, BCIIOMOTaTeIbHbBIX BEIECTB;

Unghopmayus 06 usmenenusx:

DedepanvHuim 3akonom om 22 dexaops 2014 2. No 429-D3 cmamws 4 nacmosauwezo PedepanbHo2o 3aKOHA
oononnena nynkmom 19.1, scmynarowum 6 cuny ¢ 1 urona 2015 e.

19.1) crangapTHbie 00pa3ibl - BEIIECTBA, MOCPEICTBOM CPAaBHEHUS C KOTOPHIMH OCYILIECTBISETCS
KOHTPOJb Ka4eCTBa WCCIEAYSMBIX JICKAPCTBEHHBIX CPEICTB C IOMOMIBI0 (PH3UKO-XMMHUYECKUX U
OMOJIOrMYeCKNX METOJOB B LENSIX MOATBEPXKICHUS COOTBETCTBUS JICKAPCTBEHHBIX CPENCTB TPEOOBAHUSAM
HOPMAaTUBHOW JTOKYMEHTAIIMH, YCTAHOBJIECHHBIM TPU OCYIIECTBICHUH TOCYIAPCTBEHHOW PETHCTPALUH, U
KOTOphIE TPHUMEHSIOTCS Ui KaduOpOBKM CTAHOAPTHBIX OOpa3loB MPOU3BOAUTENS JIEKAPCTBEHHBIX
CPENICTB, UCTIONB3YEMBIX JJISI KOHTPOJIS KaueCTBA M MHBIX IIEJIeH Mpu 00palieHuu JIeKapCTBEHHBIX CPE/ICTB;

Hnghopmayus 06 usmenenusix:

Dedepanvruim 3axkoHom om 22 dexaodps 2014 2. Ne 429-D3 cmamwvs 4 nacmosaweco PedepanvHo2o 3aKOHA
Odononnena nynkmom 19.2, ecmynarowum 6 cuny c 1 uona 2015 2.

19.2) dapmakomneiinblii cTaHAAPTHBIA o0pa3el - CTaHJAPTHBIM 0Opasel, MPOU3BEACHHBIN B
COOTBETCTBUU € (hapMaKONEHHON cTaTbel;

20) HopMaTMBHAsl JAOKYMEHTALUMS - JIOKyMEHT, COJEp)KallUil NepeyeHb ONpEeAENseMbIX I10
pe3yiabTaraM COOTBETCTBYIOIIMX OKCIIEPTH3 IIOKa3aTelled KayecTBa JIEKAPCTBEHHOIO CpeAcTBa I
MEUIMHCKOTO PUMEHEHMS], METOA0B KOHTPOJIS €r0 Ka4eCTBA M YCTaHOBJIEHHBIN €T0 IPOU3BOAUTEIIEM;

21) HOpMATHUBHBINH JOKYMEHT - JOKYMEHT, COJEpXalluil IepedeHb ONpeNesieMbIX II0
pe3yibraTaM COOTBETCTBYIOIMX SKCIEPTU3 IOKa3aTejed KadecTBa M (WJIM) METOIO0B KOHTPOJISI KauecTBa
JIeKapCTBEHHOM (POpMBI, omucaHust OUMOJOTHMYECKUX, OMOXMMHUYECKHX, MUKPOOMOIOTMYECKUX, (U3UKO-
XUMHUUYECKUX, (PU3MUECKUX, XUMHUYECKUX M JIPYrMX METOJOB aHaJlIMU3a JIEKAPCTBEHHBIX CPEIACTB IJIf
BETEPUHAPHOTO IPHMEHEHHs, TpeOOBaHUS K MCIOJIb3yeMbIM B IENIAX MPOBEIEHHUS JAHHOTO aHaIu3a
peaKkThBaM, THTPOBAHHBIM PACTBOpPaM, HHAMKATOPaM U YCTAHOBIICHHBIN €TI0 MPOU3BOJUTENIEM;

Hnghopmayusi 06 uzsmenenusix:

Dedepanvruim 3axkoHom om 22 dexabps 2014 2. Ne 429-D3 cmamuvs 4 nacmosaweco PedepanvbHo2o 3aKOHA
Odononnena nynkmom 21.1, ecmynarowum 6 cuny c 1 uona 2015 2.

21.1) oOmmii TeXHMYeCKHI JOKYMEHT - KOMIUIEKT JIOKyMEHTOB M MaTepHajioB, COCTOSALIMI M3
HECKOJBKUX PAa3/IeoB - JOKYMEHTAIMH aJIMUHHACTPATUBHOTO XapaKkTepa, XUMUYECKOH, (hapMalieBTUIeCKOn
U OHOJNIOTHMYECKOW  JOKyMEHTAaIluu, (HapMaKOJIOTHMUECKOH, TOKCHKOJIOTHYECKOM  JOKYMEHTAIIHH,
KJIIMHUYECKOM JOKYMEHTALIMM M TMPEJCTaBISEMbI OJHOBPEMEHHO C 3asBJICHUEM O TOCYIapCTBEHHOMU
perucTpaluy JeKapcTBEHHOTO IMpernaparta s MEeIUIUHCKOro MpHUMeHeHus B ¢opmare, YCTaHOBIEHHOM
YIOJTHOMOYEHHBIM (heiepaibHBIM OPraHOM HCIIONIHUTEIHHOMN BIIACTH;

22) Ka4yecTBO JIEKAPCTBEHHOIO CpeICTBAa - COOTBETCTBHE JIEKAPCTBEHHOIO CpE/ICTBa
TpeboBaHusIM (papMaKkoneHOM CTaTbu MO0 B CIy4yae €€ OTCYTCTBUS HOPMATUBHOW JOKYMEHTAIMH WU
HOpPMaTUBHOT'O JIOKYMEHTA;

23) 06e30MacCHOCTH JIEKAPCTBEHHOIO CPEICTBA - XapaKTEPUCTHKA JIEKAPCTBEHHOTO CPEACTBA,
OCHOBaHHAs Ha CPaBHUTEIBHOM aHaJIM3€ €ro 3PPEeKTUBHOCTH U PUCKa MPUUMHEHHUS Bpelia 3/I0POBbIO;
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U3MEHEHUSIM. ..

24) 3¢¢eKTUBHOCTH JIEKAPCTBEHHOI'0 Mpenapara - XapakTepUCTHKA CTETEHH TMOJIOKUTEITHHOTO
BIUSIHUA JICKAPCTBEHHOTO TMperapara Ha TEYEHHE, MPOJOIKUTEIBHOCTh 3a00J€BaHUs WM  €ro
MpeIoTBpalleHne, peaduINTallNIo, HA COXpaHEHHE, IPEIOTBPAIlleHHE WK MpepbIBaHNEe OEPEMEHHOCTH;

25) cepusi JIeKapCTBEHHOI0 CPEICTBA - KOJIMUECTBO JICKAPCTBEHHOTO CPECTBA, MPOU3BEICHHOE B
pe3yibTaTe OHOTO TEXHOJIOTHYECKOTO IUKIIA €r0 MPOU3BOIUTENIEM;

Unghopmayus 06 usmenenusx:

Ilynkm 26 usmenen c 1 aneapsa 2025 2. - @edepanvuuiii 3axon om 30 aunsapsa 2024 2. Ne 1-D3

Cum. npeduvloyuyio pedaxyuro

26) perucTpalMoOHHOEe YIOCTOBepeHHMe JIeKapCTBEHHOI0 Ipemapara - 3aluch B
TOCYJapCTBEHHOM pEEeCTpe JICKAPCTBEHHBIX CpPEACTB, MNOATBEp)KAaromas (akT ToCyIapCTBEHHOMN
perucTpanuy JeKapcTBEHHOrO Ipemnapara, U (WiIM) JOKYMEHT, IOATBEPKAAOLUIMI (aKT rocy1apcTBEHHON
perucrpanuu (perucTpannn) JIEKapcTBEHHOIO Ipernapara;

Unghopmayus 06 usmenenusx:

Dedepanvruim 3axkonom om 22 dexabps 2014 2. Ne 429-D3 cmamos 4 nacmosaweco PedepanvbHo2o 3aKOHA
oononnera nynkmom 26.1, gcmynarowum 8 cuiy ¢ 1 urons 2015 e.

26.1) nepikareqb WJIM Bjajeell PErucTPAIHOHHOTO YI0CTOBEPEHHS JIEKAPCTBEHHOIO
npenapara - pa3paboTuuK JIEKapCTBEHHOTO CPEICTBA, MPOU3BOAUTEND JIEKAPCTBEHHBIX CPEACTB WM MHOE
IOPUIMYECKOE JIUI0, 00JIaIaroIee MPaBOM BIIa/ICHUS PETUCTPAIIMOHHBIM YJI0CTOBEPEHHEM, KOTOPHIE HECYT
OTBETCTBEHHOCTH 32 KauecTBO, 3(h(heKTUBHOCTH U 0€30MacCHOCTh JIEKapPCTBEHHOTO MpenapaTta;

Hnghopmayus 06 usmenenusix:

Ilynkm 27 usmenen ¢ 30 ausaps 2024 2. - @edepanvuviy 3akon om 30 aneaps 2024 2. Ne 1-D3

Cm. npedvioviyyio pedaxkuuio
27) perucTpanMoHHBIii HOMEpP - KOJOBO€ OO0O3HAYCHHE, IPUCBOCHHOE JICKAPCTBCHHOMY
npernapary mpu ero roCyAapCTBEHHOM PErUCTPaIMK WIIH PETHCTPAIINH;

Unghopmayus 06 usmenenusx:

Ilynkm 28 usmenen ¢ 30 ausaps 2024 2. - @edepanvuvii 3akon om 30 aneaps 2024 2. Ne 1-D3

Cum. npeduvloyuyio pedaxyuro

28) oOpamieHue JieKaAPCTBEHHBIX CpPeICTB - pa3paboTKa, JOKIMHUYECKHUE HCCIENOBAHUS,
KIMHUYECKUE  HCCIIEIOBaHMs, JKCIEPTU3a, TOCYJapCTBEHHAs perucrpanuss WM perucrpanus,
CTaHAApPTH3alUsl U KOHTPOJIb KauyecTBa, MPOU3BOJCTBO, HM3TOTOBJICHHME, XpaHEHHE, NEPEBO3Ka, BBO3 B
Poccuiickyro ®@enepannto, BeiB03 u3 Pocculickorn denepanuu, pekinama, OTIYCK, peanu3alus, nepeuayqa,
MIPUMEHEHNE, YHUYTO)XKEHHUE JIEKAPCTBEHHBIX CPE/ICTB;

29) cy0bekTbl OOpalleHUs] JIeKAPCTBEHHBIX CPeICTB - (U3MUYecKue JHIa, B TOM YHUCIE
WHAVBUAYAJIbHbIC MPEANPUHUMATENIH, U IOPUAMYECKHE JIHIA, OCYIIECTBISIOIIME JEATEIbHOCTh MpU
00palIeHnH JIEKApCTBEHHBIX CPE/ICTB;

Ungpopmayus 06 usmenenusx:

DedepanvHuim _3axoHom om 22 odexabpa 2014 2. Ne 429-®@3 6 nynkm 30 cmamvu 4 Hacmosweco
DedepanvbHo2o 3aKOHA 6HECeHbl U3MeHeHUs, gcmynarouwue 8 cury ¢ 1 urons 2015 .

Cm. mexcm nyHKma 6 npeodvloviiell peoaKuui
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30) pa3paboTumk JIeKAPCTBEHHOIO CpeacTBa - oOpraHu3anus, oONajarollas MpaBaMH Ha
pe3yabTaThl JOKIMHUYECKUX HCCIEIOBAHUM JIEKAPCTBEHHOTO CPEACTBA, KIMHUYECKUX HCCIIEI0BaHUM
JIEKapCTBEHHOTO TMpenapara v (W) Ha TEXHOJIOTHIO IPOM3BOJICTBA JIEKAPCTBEHHOTO CPEJICTBA,

31) Npou3BOACTBO JIeKAPCTBEHHBIX CPEICTB - JCSITEIBHOCTh MO MPOU3BOJICTBY JIEKAPCTBEHHBIX
CPEJICTB OPTaHU3aAIUSIMU - POU3BOIUTENIIMHU JIEKAPCTBEHHBIX CPE/ICTB HA OJTHOM CTa/INU, HECKOJIBKUX WU
BCEX CTQJMSIX TEXHOJOTHYECKOTO TMpOIEcca, a TaKXkKe IO XPAHEHUI0O U peaM3alliid TPOU3BEACHHBIX
JIEKapCTBEHHBIX CPECTB;

Ungpopmayus 06 usmenenusx:

DedepanvHuim 3akonom om 22 dexabps 2014 2. No 429-D3 cmamws 4 nacmosauwezo DedepanbHo2o 3aKOHA
oononnena nynkmom 31.1, scmynarowum 6 cuny ¢ 1 urona 2015 e.

31.1) npousBoacTBeHHAs IMJIOIIAAKA - TEPPUTOPHAIBLHO  00OCOOJIEHHBI  KOMILIEKC
MPOU3BOIUTENSL JICKAPCTBEHHBIX CPEICTB, TNPEIHA3HAYEHHBINM [T BBIMOJIHEHUS BCEro Mpolecca
MIPOM3BOACTBA JICKAPCTBEHHBIX CPEJCTB HIIM €r0 OMPEICICHHON CTaIuu;

32) npou3BOaANTE b JIEKAPCTBEHHBIX CPEACTB - OPTaHHU3allMs, OCYIIECTBIISIIONIAs TPOU3BOICTBO
JIEKapPCTBEHHBIX CPEJICTB B COOTBETCTBHH C TpeOOBaHHUsIMH HacTosAlero deaepaibHOro 3aKOHA;

Ungopmayus 06 usmenenusix:

Ilynkm 33 usmenen ¢ 3 anpensa 2020 2. - @edepanvuwiii 3akou om 3 anpens 2020 2. Ne 105-D3

Cm. npedvldyuivio pedakyuio

33) apmaneBTHYECKAN 1eATEIBHOCTD - I€ATCILHOCTD, BKIIOYAKOIIASA B CE0S ONITOBYIO TOPTOBIIIO
JIEKapCTBEHHBIMH CPEJICTBAMH, UX XpAaHEHHE, IEPEBO3KY U (MJIM) POSHUYHYIO TOPTOBIIIO JEKAPCTBEHHBIMU
npenaparamMi, B TOM YHCIIE€ TUCTAHIIMOHHBIM CIIOCOOOM, MX OTITYCK, XpaHEHHE, IEPEBO3KY, U3TOTOBICHHUE
JICKApCTBCHHBIX TPENapaToB;

34) opraHu3amusi ONTOBOl TOProBJHM JIEKAPCTBEHHBIMH CPEICTBAMH - OpraHH3alus,
OCYIIIECTBIISFOIIAS  ONTOBYIO TOPIOBIO JICKAPCTBEHHBIMU CpPEACTBAMH, WX XpaHEHHE, MEPEBO3KY B
COOTBETCTBHUH ¢ TpeOOBaHUAMHM HacTosMero deepaabHOro 3aKOHa;

Hnghopmayus 06 usmenenusix:

Ilynkm 35 usmenen c 3 anpens 2020 e. - @edepanvubiii 3axon om 3 anpens 2020 2. Ne 105-D3

Cm. npedvldyuivio pedakyuio

35) anTeuHasmi oOpraHu3alusi - OpraHU3alMs, CTPYKTYPHOE MOIPA3ACIICHUEC MEIUIIUMHCKON
OpraHu3alliK, OCYIICCTBIAIONIME PO3HHYHYIO TOPTOBIIO JIEKAPCTBEHHBIMHU IIpErapaTaMH, B TOM YHCJIE
JAUCTAaHIINOHHBIM CHOCO6OM, xpaHeHHe, HepeBO?,Ky, HN3IrOTOBJICHUC U OTHYCK HCKapCTBCHHBIX HpenapaTOB
JUTSE METUITHHCKOTO IPUMEHEHHS B COOTBETCTBHH € TpeOOBaHUAMHU HacTosiero deaepansbHOro 3aKOHa;

Ungpopmayus 06 usmenenusx:

Ilynkm 36 usmenen c 3 anpens 2020 e. - @edepanvubiii 3axon om 3 anpens 2020 2. Ne 105-D3

CM. npeduloyuiyro pedaxyuio

36) BeTepHHApHAsi anTeYyHasi OPraHM3alMsl - OPraHU3alUsA, CTPYKTYPHOE IOApa3/eIeHnue
BETEPUHAPHOW OpraHU3allMK, OCYLIECTBISAIOIINAE POZHUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMU IIpenaparamu, B
TOM YHCJIE JUCTAHIIMOHHBIM CIIOCOOOM, XpaHEHHE, M3TOTOBJICHHE M OTITYCK JIEKAPCTBEHHBIX MPEIapaTroB
JUIsl BETEPUHAPHOTO IPUMEHEHMSI B COOTBETCTBUH C TPeOOBAHUAMHU HacTosero denepanbHOro 3aK0Ha;

37) daabcupUUIMPOBAHHOE JIEKAPDCTBEHHOE CPEACTBO -  JIEKAPCTBEHHOE  CPEICTBO,
COIPOBOYKIaEMOE JIOKHOM HH(OPMAITHEii 0 €ro COCTaBe U (HIIH) POU3BOIUTEIE;
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38) HenoOpokauecTBeHHOE JIEKAPCTBEHHOE CPEACTBO - JIEKAPCTBEHHOE CpEACTBO, HE
COOTBETCTBYyIOIIEe TpeOoBaHUAM (papMakonedHOW cTarby OO B CiIydae €€ OTCYTCTBHUS TpeOOBaHUIM
HOPMAaTHBHOM IOKYMEHTALUU WJIM HOPMAaTHBHOTO JTOKYMEHTA;

39) xonTpadakTHOEe JIeKAPCTBEHHOE CPEeICTBO - JIEKAPCTBEHHOE CPEACTBO, HaxomslIeecs B
000poTe ¢ HapyIIeHHEM PaXIaHCKOTO 3aKOHOIATeIbCTRA,;

40) [OOKJIMHMYECKOEe HCCJe0BAaHHEe JIEKAPCTBEHHOI0 CpeacTBa -  OHOIOTHYECKHE,
MHUKPOOHMOJIOTUYECKHE, HMMMYHOJIOTMYECKHE, TOKCHKOJIOrMYecKue, (apMakoJornyeckue, QU3HUecKue,
XMUMUYECKHE U APYrhe UCCIENOBAHUS JICKAPCTBEHHOTO CPEICTBA MyTEM MPHUMEHEHHs HayYHBIX METOIOB
OLIEHOK B LIEJISAX MOJIyYEHHs J10Ka3aTelbCTB O€30MacHOCTH, KayecTBa U 3(PPEKTUBHOCTH JIEKAPCTBEHHOI'O
CpEJICTBA;

41) kIMHMYeCKoOe HCC/IeI0BAHHE JIEKAPCTBEHHOI0 Npenapara - U3y4eHUE TUarHOCTUYECKHX,
ne4eOHBIX, MPOPUITAKTUIECKHX, (PApPMaKOIOTHUECKUX CBOMCTB JIEKAPCTBEHHOTO Tpernapara B IpoIecce ero
IPUMEHEHHUS y YeJIOBeKa, )KUBOTHOTO, B TOM YMCJI€ NPOLECCOB BCAChIBAHUS, paclpe/ieeHus, U3MEHEHUs U
BBIBEJICHHS, ITyTeM NPUMEHEHHs HayYHBIX METOJIOB OIICHOK B LENAX TMONyYeHHs JOKa3aTeIbCTB
0e30macHOCTH, KadecTBa M 3()(HEKTUBHOCTH JIEKApPCTBEHHOIO IIpernapara, JaHHBIX O HeKellaTeIbHbIX
peaxIusIX OpraHiu3Ma 4eJoBeKa, >KUBOTHOTO Ha NMPUMEHEHHE JIEKapCTBEHHOTO Tpenapara u 06 3¢ dekre ero
B3aUMOJICHCTBUS C IPYTUMHU JICKapCTBEHHBIMU IIpenapaTaMy U (WIM) MUIEBBIMU POAYKTaMH, KOPMaMHu;

42) MHOTOLEHTPOBOE KJIMHUYECKOe MCCIe0BaHNe JEeKaAapCTBEHHOro TMpenapara s
MEIMIMHCKOI0 TPHMEHEeHHsl - KIMHUYECKOE HCCIIEIOBaHUE JIEKapCTBEHHOIO Ipenapara s
MEIUIIMTHCKOTO MPUMEHEHHUsI, TIPOBOIMMOE Pa3pabdOTUYMKOM JIEKapCTBEHHOTO Iperapara B JBYyX U Ooiee
MEIUIUHCKUX OpraHu3alyax [0 €AMHOMY IPOTOKONY KJIMHUYECKOTO HCCIEOBaHUS JIEKApCTBEHHOIO
npernapara;

43) MeKAyHApPOJAHOe MHOIOLICHTPOBOE KJIMHUYECKOe MCCJIeI0BAHHe JIEKAPCTBEHHOIO
npenapara Jjs MeMIHHCKOro MPpUMeHeHHUsl - KIMHNYECKOe MCCIE0BAaHUE JIEKAPCTBEHHOTO Ipernapara
JUI MEIMIUHCKOTO MPUMEHEHUs, IPOBOANMOE pa3pabOTYNKOM JIEKAPCTBEHHOIO Mpernapara B pa3lIndHbIX
CTpaHax Mo €INHOMY MPOTOKOIY KIIMHUYECKOTO MCCIIeIOBaHUS JIEKAPCTBEHHOTO MpeTapara;

Hnghopmayus 06 usmenenusix:

Ilynkm 44 usmenen c 30 sneaps 2024 2. - @edepanvusiii 3akon om 30 sausaps 2024 2. Ne 1-D3

Cm. npedviOyuyto pedaKyuro

44) mocTperucTpalMOHHOE KJIMHHYECKOe MCCJIeIOBAHHME JIEKAPCTBEHHOI0 mpenapara JJjs
MEIMIMHCKOI0 TPHMEHEeHHsl - KIMHUYECKOE HCCIIEAOBaHUE JIEKapCTBEHHOIO Ipenapara  Jjs
MEIUIIMTHCKOTO MPUMEHEHHs, TMPOBOANMOE MPOU3BOAUTENIEM JICKAPCTBEHHOTO Iperapara, IpakIaHCKHMA
000pOT KOTOPOIO OCYLIECTBIIAETCS IOC]E TOCYIapCTBEHHOW PErucTpaluy WM PErucTpaluu, B LENsax
JIOTIOJTHUTEIBHOTO cOOpa JaHHBIX O ero 0e30macHOCTH U 3((EKTUBHOCTH, PACHIMPEHHS TOKa3aHUN K
IPUMEHEHHIO JAaHHOTO JICKapCTBEHHOIO IIpenapara, a TaKKe BBIABICHUS HEXeJIaTelbHbIX peaKIHi
MaIeHTOB Ha €T0 JACHCTBHE;

Unghopmayus 06 usmenenusx:

Dedepanvruim _3axkonom om 22 oexabpa 2014 2. Ne 429-d3 nynkm 45 cmamvu 4 Hacmosweco
DedepanvbHo2o 3aKOHA U3N0JICEH 8 HOBOU pedakyuu, ecmynarouet 8 cuny ¢ 1 uwons 2015 2.

Cm. mexcm nyHKma 6 npeodvloviiell peoaKyui
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45) uccjenoBanue OMOIKBUBAJEHTHOCTH JIEKAPCTBEHHOI0 Mpenapara - BUJ KIMHUYECKOTO
UCCIJIEJIOBAHNS JIEKAPCTBEHHOI'O IIperapara, IMPOBEACHHE KOTOPOIO OCYIIECTBISETCS Ul ONpPENCIICHUs
CKOPOCTH BCAChIBaHHMS U BBIBEICHUS OIHOTO WM HECKOJIbKHUX oOnanaromux (GapMaKkoIorHdecKon
AKTUBHOCTBIO JIEMCTBYIOIIMX BEIIECTB, KOJMWYECTBA JIEKAPCTBEHHOIO IMpernapara, JIOCTUTAIOIIEro
CHUCTEMHOTO KpPOBOTOKa, M PE3YJIbTaTbl KOTOPOTO TMO3BOJSIOT CAENaTh BBIBOJ O OMOIKBHUBAJICHTHOCTHU
BOCITIPOM3BE/ICHHOTO JIEKAPCTBEHHOTO Tperapara B ONpPENeIeHHBIX JEKapCTBEHHOW (opMe M JT03HMPOBKE,
COOTBETCTBYIOIIUX (hopMe U 103UPOBKE pedepeHTHOTO JIEKApCTBEHHOTO Ipernapara;

46) uccjienoBaHue TepaneBTHYECKOH IKBHUBAJIEHTHOCTH JIEKAPCTBEHHBIX MPeNapaToB - BUJ
KIIMHUYECKOTO HCCIIEIOBAaHUS JIEKAPCTBEHHBIX MPENaparoB, MPOBEACHHE KOTOPOTrO OCYIIECTBISETCS IS
BBISIBJICHUSI OJJMHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX MPEMapaToB OMpPEEICHHON JeKapCTBEHHON (opmbl, a
TaK)Ke HaJM4Ms OJIMHAKOBBIX MoKa3areneil 0ezonacHOCTH U 3(GGEKTUBHOCTH JIEKapCTBEHHBIX MpEnaparos,
OJTMHAKOBBIX KIIMHUYECKUX d(P(HEKTOB IpH UX MPUMECHECHHH;

47) npoToKoJ KJIMHHUYECKOI0 HCCJIeJ0BAHHMS JIeKAPCTBEHHOIO Mpenapara - TOKyMEHT, B
KOTOPOM ONPEICNSIOTCS Iedr, (OpPMBI OpraHM3alMd W METOMOJIOTHS TPOBEICHUS KIMHHYECKOTO
UCCJIEJIOBAHUSA, CTaTUCTUYECKHUE METOAbl O0pabOTKH pe3ylIbTaTOB TAaKOTO HCCIENOBAHUA W MEpPHI IO
obecrieueHnI0 0€30MacCHOCTH  (PU3WYECKUX JIMIl, YYACTBYIOIIUX B KIWHUYECKOM HCCIICOBAHUN
JIEKapCTBEHHOTO Mpenapara;

48) Opolopa uccjae10BaTes - CBOJHOE U3JIOKEHHUE Pe3yJIbTaTOB JOKIMHUYECKOTO UCCIIeI0BAHUS
JIEKapCTBEHHOTO CPEACTBA M KIMHUYECKOTO UCCIEeIOBAHMs JIEKAPCTBEHHOTO Mpernapara s MEAUIIMHCKOTO
MIPUMCHEHUS;

Hnghopmayus 06 usmenenusix:
Ilynkm 49 uszmenen c 28 doexabps 2025 2. - @edepanvhuiil 3axkon om 28 dexabpsa 2025 2. Ne 504-D3

Cm. npedviOyuyto pedaxkyuro

49) nHpopMaLMOHHBI JTUCTOK NAIMEHTA - TOKYMEHT, KOTOPbIi 0opMIIsieTcs B BUIE JOKYMEHTA
Ha OyMa)XHOM HOCHUTENEe, MOANKUCAHHOTO TMAIMEeHTOM WM €ro 3aKOHHBIM MpeICTaBUTENIeM, OO
dopmupyeTcst B ¢GopMe DICKTPOHHOTO JOKYMEHTa, MOANMCAHHOTO MAIMEHTOM WM €ro 3aKOHHBIM
MPEICTAaBUTEIEM C MCIOJb30BAHUEM YCHUIICHHOW KBaNU(UIUPOBAHHON DICKTPOHHOW MOIMNUCH, WU
YCUJICHHON HEKBaJIM(PHUIMPOBAHHON 3IEKTPOHHOW MOANMKCH, WIM TPOCTOH 3JIEKTPOHHOW MOANHUCH
MOCPEJCTBOM TMPUMEHEHHUS] €AMHONW CHUCTEeMBbl HUACHTU(DUKALIMU M ayTeHTH(PHUKAIMH, U B KOTOPOM
coziep)kaTcst B JIOCTYNMHOH (hopMe CBEIEHUs, KacaroIluecs MPOBOIUMOIO KIMHHYECKOTO HCCIICAOBAHUS
JIEKapCTBEHHOTO Ipernapara, U BhIpaKeHHOE B MUCbMEHHON (hopMe 10OpOBOIBHOE COIIache MalueHTa Ha
ydyacTue B KIMHUYECKOM MCCIEAOBAaHUHU JIEKAPCTBEHHOIO IIpernapara s MEIULUHCKOTO MPUMEHEHUS
MocJie O3HAKOMJICHHS MAalMEHTa WU €ro 3aKOHHOIO NPEACTaBUTENs C OCOOCHHOCTSIMH KIMHUYECKOTO
UCCIJIEJOBAHNS, UMEIOLIMMH 3HAYEHUE JUIsl BBIPA)KEHUSI TAKOTO COIVIACHS;

50) moGouyHoe eiicTBHe - peaKIus OpraHW3Ma, BO3HUKINAS B CBSI3M C TPUMCHECHUEM
JIEKapCTBEHHOIO IIperapara B J103aX, PEKOMEHIYEMbIX B MHCTPYKIMM MO €ro MPUMEHEHUIO, Ul
npodUIAKTUKHY, TUaTHOCTUKH, JIeUEHHs 3a00IeBaHUs WIH JIsl peaOuInTaluy;

Hnghopmayus 06 usmenenusix:

DedepanvHuim 3akonom om 22 dexabps 2014 2. No 429-D3 cmamws 4 nacmosauezo DedepanbHo2o 3aKOHA
oononnena nynkmom 50.1, scmynarowgum 6 cuny ¢ 1 urona 2015 e.
50.1) He:kesaTe/ibHASl peaKUMsi - HENpeIHAMEpPEHHas HEeONarompusTHAs peaklus OpraHu3Ma,
KOTOpasi MOXKET OBITh CBsA3aHA C MPUMEHEHHEM JICKAPCTBEHHOTO IMperapara;
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51) cepbe3Hasi HexkelaTelbHAasi peaKUMsi - HEXelaTellbHAs peakllds OpraHu3Ma, CBS3aHHas C
MIPUMEHEHNEM JIEKAPCTBEHHOTO TMpenapara, MpyuBe/Iias K CMEPTU, BPOXKIEHHBIM aHOMAJIUSIM WJIH TIOPOKaM
pa3BuTHs JM00 MpeACTaBIsoNas co00i yrpo3y Ku3HHU, TpeOyroas TOCIUTAIN3AMNA WM MPUBEALIas K
CTOUKOU yTpare TPyI0CrnocOOHOCTH | (WIJIH) MHBAIUTHOCTH,

Hnghopmayus 06 usmenenusix:

Dedepanvrvim _3axkonom om 22 oexabpa 2014 2. Ne 429-d3 nynxkm 52 cmamvu 4 Hacmosuweco
DedepanvbHo2o 3aKOHA U3N0NCEH 8 HOBOU pedakyuu, ecmynaouet 6 cuny ¢ 1 uons 2015 2.

Cm. mexcm nyHkma 6 npeovlovugell pedaxKyuu

52) HempeABHIEHHAsS] HeKeJIaTeJbHAs peaKuus - HeKelaTeabHas peakius OpraHu3Ma, KoTopas
CBsi3aHA C MPUMEHEHHEM JICKAPCTBEHHOIO IIperapara B Ji03aX, PEKOMEHIYEMBIX B IPOTOKOJE €ro
KJIMHHYECKOTO MCCIIEI0BAHMS, OPOIIIOpPE HCCIIEA0BATENIS, WK ¢ IPUMEHEHHUEM JIEKAPCTBEHHOIO Iperapara
B 103ax, peKOMeHI[yeMLIX B I/IHCTPYKL[I/II/I 10 €10 HpI/IMeHeHI/IIO JUUIA HpO(i)I/IJIaKTI/IKI/I, JUArdHOCTUKH, JICUCHUA
3a00JIeBaHUs WM MEAMIIMHCKON peaOMIMTalliy MalUeHTa, U CYI[HOCTh, TSKECTh MIIM MCXOJ KOTOPO# He
COOTBETCTBYET MH(GOPMALIUH O JICKAPCTBEHHOM Iperapare, CoAepKalieicst B MPOTOKOJIE €ro KIMHUYESCKOTO
UCCIICIOBAHKs, OpOIIIOpPE MCCIEAOBaTeNsl WJIM B HMHCTPYKIUH 110 MPUMEHCHHIO JIEKAPCTBEHHOIO
npermnapara;

Unghopmayus 06 usmenenusx:

Dedepanvrvim 3axkonom om 22 dexabps 2014 2. Ne 429-D3 cmamos 4 nacmosweco PedepanvbHo2o 3aKOHA
oononnena nynkmom 52.1, gcmynarowum 8 cuiy ¢ 1 urons 2015 e.

52.1) ¢papmakoHaa3op - BUI AEATEIHHOCTH MO MOHUTOPUHTY 3()(HEKTUBHOCTH M OE30MaCHOCTH
JIEKapCTBEHHBIX MpENaparoB, HANPABIECHHBIA Ha BBISBICHHE, OLIEHKY U MPEIOTBpAIICHNE HeKeIaTeabHbIX
MOCJICJICTBUI MPUMEHEHHSI JIEKAPCTBEHHBIX MTPETIapaToB;

Ungopmayus 06 usmenenusix:

Dedepanvruim 3axkonom om 22 dexaops 2014 2. Ne 429-D3 cmamus 4 nacmosaweco PedepanvbHo2o 3aKOHA
oononnera nynkmom 52.2, gcmynaowum 8 cuiy ¢ 1 urons 2015 .

52.2) njaH ynpaBjieHHs] PUCKAMH - TIOAPOOHOE OINMMCAaHUE MEPONPHUSATHH 1O (PapMaKOHAI30DY,
HaNpaBICHHBIX HAa BBIABICHHUE, OLICHKY M MPEJOTBpAIlCHHWE WM MHUHUMU3AIMIO PUCKOB, CBSI3aHHBIX C
JICKapCTBEHHBIMHU IpeNapaTaMu, BKITFOUasi OIIEHKY 3PPEKTUBHOCTH JaHHBIX MEPOTIPUSATHH;

Ungpopmayus 06 usmenenusix:

Ilynxkm 53 usmenen ¢ 1 mapma 2025 2. - @edepanvuwiii 3axkon om 30 oexaops 2021 2. Ne 463-D3

Cm. npedviovyyro pedaxkuuio
TAPAHT:

Lonoocenusa nynkma 53 cmamou 4 (8 peoaxyuu Pedepanvrozo 3akona om 29 uwna 2017 2. Ne 242-P3) 6
yacmu, Kacaroujeucs GopmMuposanus U 8bl0ayl peyenmos Ha 1eKapCcmeerHble npenapamol, cooepiicaujue
HA3HAYeHue HapKOMU4eCcKux cpeocme Uiy NCUXOMpPONHuIX euecms, 8 popme 31eKmMpOHHbIX OOKYMEHMO8,
npumensiomes ¢ 1 aueaps 2019 e.

53) peuenTt Ha JieKapCTBEHHbIH Npenapar - MEIUIMHCKUI JOKYMEHT YCTaHOBJICHHOU (OpPMBI,
coZiep KallMii Ha3HAYeHUE JIEKAPCTBEHHOIO Iperapara Uil MEIUIMHCKOTO INPHUMEHEHHs, BbIJaHHBIH
MEIUIIMHCKIM DPAa0OTHUKOM B IEJISAX OTITyCKa JICKAPCTBEHHOTO TIperapara WM €ro HM3TOTOBJICHUS H
OTITyCKa Ha OyMa)KHOM HOCHTEJE WIM C COIIacHs MalMeHTa WM €ro 3aKOHHOTO MpPEeACTaBUTENS B Gopme
DIIEKTPOHHOTO JIOKYMEHTa, TOANMCAHHOTO C HCIOJIh30BAHUEM YCHIICHHOH KBaJU(UIIMPOBAHHOU
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U3MEHEHUSIM. ..

AIIEKTPOHHOM MOJMUCU MEIUIIMHCKOTO pabOTHHKA, JINOO JOKYMEHT YCTaHOBIEHHOU (HOPMBI, copepKaiinii
Ha3HAYeHUE JICKapCTBEHHOTO MperapaTa i BETE€PUHAPHOTO NMPUMEHEHHUs], BBIJIAHHBIN CIEIUATNCTOM B
o0acTu BeTepUHAPHUH B LENSAX OTIYCKa JIEKAPCTBEHHOTO IMperapaTa WM €ro U3rOTOBJIEHUS U OTITyCcKa Ha
OyMa)KHOM HOCHTEJE WJIM C COINIacusl BIJIAJEJbla )KUBOTHOTO MJIM 3aKOHHOIO INPEICTAaBUTENs Biajeiblia
KUBOTHOTO, O(OPMIICHHBII B AJIEKTPOHHOHN (hopMe ¢ MCHoiab30BaHHEM (enepanbHON ToCylnapCTBEHHON
WH(POPMAITMOHHON CHCTEMBI B 00JIAaCTH BETEPUHAPHUH;

Hnghopmayus 06 usmenenusix:

Ilynkm 54 usmenen ¢ 1 mapma 2025 2. - @edepanvuviii 3axkon om 30 oexaops 2021 2. Ne 463-D3

Cm. npedvlOyuyio peoaxKyuro

54) Tpe6oBaHHMe MEeIUIIMHCKOH OPraHU3alui, BeTEPUHAPHOMH OPraHU3aluy UJIH OPraHUu3aluu
(MHAUBUAYAJIBHOTO TPeINPUHUMATENS), OCyLIecTBJAsIIOmel (0CYylIeCTBIAIIEI0) Ppa3BeleHue,
BbIpAIINBAHUE W COJdePKAHUE KUBOTHBIX, - JOKYMEHT YCTAaHOBIICHHOW (DOPMBI, KOTOPBIH BBINKCAH
MEIMIIMHCKUM PAaOOTHUKOM WM CHEIHAIMCTOM B 00JacTH BETEpPUHAPUH, MMEIOIIMMHU Ha 3TO MPaBoO, U
COACPXHUT B MUChMEHHOW (opMe YyKa3aHWE alTeUYHOW OpraHu3allid WM BETCPUHAPHON anTeYHON
opraHuzanuy 00 OTIyCKe JIEKapCTBEHHOTO IMperapara WM O €ro HM3rOTOBICHHH M 00 OTImycke s
obecrieueHus JIedeOHOTO TpoIecca B MEIUIIMHCKON OpraHW3allid, BETEPUHAPHOW OpraHM3aIlii WIH B
opraHuzanuy  (MHIUBUAYAJIbHBIM  MpPEIINpUHUMATENIEM), OCYIIECTBISIOMEH  (OCYLIECTBISIONINM)
pa3BelieHHe, BhIpAllIMBAaHUE U COACP>KaHUE KUBOTHBIX;

Unghopmayus 06 usmenenusx:

Dedepanvrvim 3axkonom om 22 dexabps 2014 2. Ne 429-D3 cmamos 4 nacmosaweco PedepanvbHo2o 3aKOHA
oononuena nynkmom 55, ecmynarowum 6 cuny ¢ 1 urons 2015 a.

55) koMIIIeKCHas OIICHKa JICKQpCTBEHHOTO TIperapara - OICHKAa 3aperuCTPUPOBAHHOTO
JIEKapCTBEHHOTO Tperapara, BKIovaronas B ce0s aHaiau3 WHGOpPMalMu O CPaBHUTEIHHOW KIMHUYECKOM
3¢ (HEeKTUBHOCTH M 0€30MaCHOCTH JIEKAPCTBEHHOTO Tperapara, OIeHKY SYKOHOMHUYECKHX MOCIEIACTBHI €ro
MPUMEHEHHUS, U3y4YEeHUEe OTOJHUTENbHBIX TOCIEACTBUNA MPUMEHEHHSI JIEKAPCTBEHHOTO MpernapaTa B HeNsIX
MPUHITHS PEHICHUH O BO3MOXXHOCTH BKJIFOUEHUS JICKAPCTBEHHOTO Tperapara B IIepeYeHb >KU3HEHHO
HEOOXOJMMBIX W BaXHEHIIMX JIEKApPCTBEHHBIX IpENapaToB, HOPMATUBHBIE MPABOBbIE aKThl M HWHbBIE
JIOKYMEHTBI, OIPEIEISIFONINE TOPSIOK OKa3aHWUs MEIUIIUHCKOW ITOMOIM, WM HWCKIIOYEHUS €ro u3
YKa3aHHBIX NIEPEYHs, aKTOB U IOKYyMEHTOB;

Hnghopmayus 06 usmenenusix:

Cmamuvs 4 oononnena nywkmom 56 ¢ 1 sneaps 2018 o. - Dedepanvubiil 3akon om 28 dexaops 2017 e.
No 425-D3

56) cucreMa MOHHUTOPMHIA JABHKEHHS JIEKAPCTBEHHBIX NpPeNnapaTroB AJs MeIHIIHHCKOIO
npuMeHeHus1i - QenepanabHas TroCyJapcTBEHHas HMHQPOpPMAIMOHHAS CHUCTEMa MOHUTOPUHTA JBUKCHUS
JICKapCTBEHHBIX MpEnapaToB A MEOUIIMHCKOTO MPHUMEHEHHUS OT NPOU3BOAMUTENS OO0 KOHEYHOTO
MOTpeOUTENsT C WHCMOIB30BAHUEM B OTHOIICHUW JICKAPCTBEHHBIX TPEMApPaTOB I MEAUIIMHCKOTO
MPUMEHEHHUS CPECTB UACHTU(DUKALINN;

Hngopmayusi 06 uzsmenenusix:

Cmamos 4 dononnena nynkmom 57 ¢ 28 Oexabpsa 2025 2. - @edepanvHulii 3akon om 28 Oexabps 2025 .
Ne 514-D3
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
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57) kon MApPKHPOBKU - YHHUKaJIbHAs MOCJIEJOBATEIbHOCTh CHMBOJIOB, COCTOsIIasg U3 Kofa
uAcHTH(HUKAIIMA W KOAa IMPOBEPKH, OINPENeseMBbIX B COOTBETCTBUU C DeepalibHBIM 3aKOHOM OT 28
nexadpst 2009 roma N 381-D3 "OO6 ocHOBax rocyIapCTBEHHOTO PETYIUPOBAHUS TOPTOBOM JACATEIHHOCTH B
Poccutiickoit ®enepanuu’.

TAPAHT:

Cm. KOMMeHnmapuu K cmamse 4 HacmosAueco @e@epaﬂbnoeo 3dKOHA

Hnghopmayus 06 usmenenusix:

Haumenosanue usmeneno c 19 aszycma 2024 2. - @edepanvhuiil 3axon om 8 aseycma 2024 2. Ne 232-D3

Cm. npedvioviyyro pedaxuuio

I'naBa 2. [lostHOMO4Yus ¢efepaibHBIX OPraHOB HUCIOJHUTEIbHON BJIACTH, HCIIOJHUTEIbHBIX OPraHOB
cyobekToB Poccuiickoii @enepanuu npu o0paleHuu JJeKAPCTBEHHbIX CPEICTB

Crarbsa 5. ITlonHomounst QenepanbHBIX OPraHOB HCIOJIHUTEIBHONW BIACTH MpU OOpallleHUU
JIEKapCTBEHHBIX CPEICTB
K nonnomouunsam enepaabHbIX OPraHOB UCHIOIHUTEIHLHON BIACTH MIPHU 00pAIICHUH JIEKAPCTBEHHbIX
CPEICTB OTHOCSTCS:

HUnpopmayus 06 usmenenusix:

DedepanvHuim _3akonom om 22 Oexkabpa 2014 2. Ne 429-®D3 ¢ nynkm [ cmamvu 5 Hacmosuweco
DedepanvbHoeo 3aKOHA 8HECeHbl U3MeHeHUs, sgcmynarouwue 8 cury ¢ 1 urons 2015 .

Cm. mekem nynkma 6 npedvloyuiell peoaxyuu
1) mpoBenenne B Poccuiickoit deneparuu €IWHON TOCYTapCTBEHHOW NOJUTHKH B O00JacTH
oOecrieyeHns JIeKapCTBEeHHBIMU TpenaparaMu rpaxkaal B Poccuiickoit @enepanumy;

I/Ill¢0pﬂial4u}l 00 UBMEHEHUSIX:

DedepanvHuim_3akonom om 22 Odexabps 2014 . Ne 429-d3 6 nywkm 2 cmamvu 5 Hacmoswe2o
DedepanvbHo2o 3aKOHA 6HECeHbl U3MeHeHUs, gcmynarowue 8 cuty ¢ 1 urons 2015 .

Cm. mexcm nyHKma 6 npeovlovileil peoaKyuu

2) ytBepxkieHue oO0muX dapMakoneWHbIX craredd, (apMakomeHHbIX cTaTel, W3JaHHue

rOCYIapCTBEHHOH (papMaKorier, CO31aHNe B BEICHUE peecTpa papMaKOTIeHHBIX CTaHAAPTHBIX 00Pa3IoB;

Ungpopmayus 06 usmenenusx:

Ilynkm 3 usmenen c 1 utons 2021 2. - @edepansvhovui 3akon om 11 urona 2021 2. Ne 170-D3

CMm. npedbloyuyio pedaxyuro
3) ocymiecTBiaeHue (QenepaabHOTO TOCYIAPCTBEHHOTO KOHTpOis (Hama3opa) B cdepe oOpaiieHus
JIEKapPCTBEHHBIX CPEJCTB;

Ungpopmayus 06 usmenenusx:

Ilynkm 4 usmenen ¢ 1 urona 2021 e. - @edepanonvuii 3axkon om 11 utons 2021 2. Ne 170-D3

Cm. npedvioviyyio pedaxkuuio
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

4) nUUEeH3WpOBaHWE MPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB, B TOM uwucie ¢eaepanbHbIi
rOCYIapCTBEHHBIN JIMIICH3UMOHHBIM KOHTPOJIb JIEATEIHOCTU IO MPOU3BOJACTBY JIEKAPCTBEHHBIX CPEJCTB,
MEPUOANYECKOE TOATBEPKACHUE COOTBETCTBHSI JIMIIEH3MAaTa, MMEIOIIEro JHUIEH3UI0 Ha IMPOU3BOACTBO
JIEKapPCTBEHHBIX CPENCTB, W (hapMaleBTUYCCKON CSITEITLHOCTH B COOTBETCTBHH C 33aKOHOIATEIHCTBOM
Poccuiickoit @enepanuu;

TAPAHT:

Cm. Ionooxcenue o auyeH3UpOBAHUU NPOUIBOOCEA JIeKAPCMBEHHLIX CPEOCMS, VMBep#COeHHOe
nocmanognenuem llpasumenscmea P® om 6 uronsa 2012 2. N 686

Hnghopmayus 06 usmenenusix:

Ilynkm 5 usmenen c 30 auneaps 2024 2. - @edepanvhwiil 3axon om 30 aunsaps 2024 2. Ne 1-D3

Cm. npedvldyuivio pedakyuio

5) opraHmzaiusi SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB, ATHUYECKOM HSKCHEPTU3BI BO3MOXKHOCTH
MPOBEICHUS KIMHUYECKOTO MCCIIEAOBAaHUS JIEKAPCTBEHHOIO IMperapara I MEIUIMHCKOTO MPUMEHEHUS,
3KCHCpTPI3BI IIOKYMCHTOB, HpeI[CTaBJICHHBIX JJIs OHpC,Z[eJIeHI/ISI BO3MOXKHOCTHU paCCManI/IBaTB
JICKApCTBEHHBIM Mpenapar Uis MEIUIMHCKOrO NPHUMEHEHHS B KadyecTBE Op(aHHOrO JIEKapCTBEHHOIO
npermnapara;

Ungopmayus 06 usmenenusix:

Dedepanvruim 3axkonom om 22 dexabps 2014 2. Ne 429-D3 cmamuvs 5 nacmosaweco PedepanvbHo2o 3aKOHA
oononnena nynkmom 5.1, scmynarouum 6 cuny ¢ 1 uronsn 2015 .

5.1) opraHuzanus TPOBEICHUS KOMIICKCHOW OICHKM JICKApPCTBEHHOTO TIperapara B IIEJSX
NPUHITHS PEUICHUH O BO3MOXXHOCTH BKJIIOUEHHUS JIEKApPCTBEHHOTO TMperapara B IepeYeHb >KU3HEHHO
HEOOXOJMMBIX W BaKHEHIIMX JICKAPCTBEHHBIX IPENapaToB, HOPMATUBHBIC TPABOBHIC aKThl W WHBIC
JIOKYMEHTBI, OTpPEACTSIONINe TMOPSIOK OKa3aHUs MEIUIMHCKOW TOMOIIM WM HCKIIOYEHHS] €ro U3
YKa3aHHBIX TIEPEYHS, aKTOB U IOKYyMEHTOB;

6) BbIJa4ya pa3pelIeHUil Ha MPOBEACHNE KIMHUYECKUX UCCIIEOBAHUIN JIEKAPCTBEHHBIX MPENaparos,
BEJICHHE PeecTpa BBIJAHHBIX pa3pelleHU HAa MPOBEACHHE KIMHHUYECKUX HMCCIICIOBAHUHN JIEKAPCTBEHHBIX
Mpemnaparos;

7) TOCYNapCTBEHHAs PETUCTpPANMs JICKAPCTBEHHBIX TIPENapaToB, BEACHHE TOCYIaPCTBCHHOTO
peecTpa JeKapCTBEHHBIX CPECTB;

Hnghopmayusi 06 uzsmenenusix:

Cmamos 5 oononnena nynkmom 7.1 ¢ 30 saneapsa 2024 2. - @edepanvusiii 3akon om 30 ausaps 2024 2. Ne
1-D3

7.1) peructpanysi, MOATBEPXKACHUE pPErucTpauuu (mepeperucrpanus), BHECEHHE HM3MEHEHHH B
PErUCTPaIMOHHOE JIOChE, a TAaKXKE MMPOBEIEHUE MPOLEAYD, CBI3AHHBIX C PETUCTPALUEN, B COOTBETCTBUH C
yTBEp)KICHHbBIMU EBpa3uiickoli SKOHOMHYECKOW KOMHUCCHEH IpaBUIAMM PETUCTPALMM U HKCIEPTU3bI
JIEKapCTBEHHBIX CPEACTB VIS MEIWLUHCKOrO NPUMEHEHHS W IOpaBWJIAMU PEryjJupoBaHUs OOpalieHHs
BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB HAa TaMOXXCHHOW TEppUTOpUM EBpa3miickoro 3KOHOMHMYECKOTO
COM03a;

Ungpopmayus 06 usmenenusix:

Cmamus 5 oononnena nynkmom 7.2 ¢ 30 aunsapsa 2024 2. - @edepanvuwiii 3axkon om 30 sneaps 2024 2. Ne
1-D3
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
MU3MEHEHUSM. ..

7.2) npexacraBieHue  WHGOPMAIMM O  PETUCTpPAllMM, MOATBEPKICHUM  PErHCTpAlluU
(mepeperucTpalnmn), BHECEHUN U3MEHEHHUI B PETUCTPALIMOHHOE JIOChE, a TAK)KE O MPOLIETypax, CBI3aHHBIX
c peructpanueit, B EBpa3uiickyl0 3KOHOMHUYECKYI0 KOMHCCHIO C HCIOJb30BAHMEM HWHTETPHUPOBAHHON
MH(POPMALIMOHHOW CHCTeMBbI EBpa3HiiCKOr0 SKOHOMHYECKOTO COI033a B COOTBETCTBHU C YTBEP)KICHHBIMH
EBpasuiickoli SKOHOMHUYECKOM KOMHCCHEW HopsaakoM (OpMUPOBAaHUS W BEICHHS €IWHOTO peecTpa
3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpPEACTB EBpazuiickoro SKOHOMHYECKOTO CO03a M IpaBUIaMU
pEryaupoBaHusi OOpalleHHss BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJCTB HAa TAaMOXXEHHON TEpPUTOPHUH
EBpasuiickoro 5kKOHOMHYECKOTO COI03a;

Hnghopmayus 06 usmenenusix:

Cmamus 5 oononnena nynkmom 7.3 ¢ 1 cenmabpsa 2024 e. - @edepanvhuiil 3akon om 30 aneapsa 2024 2. Ne
1-®3

7.3) yTBEpXKIEHHE TMOpsJIKa MPUOCTAHOBICHUS JEHCTBUS PETHCTPALMOHHOIO YIOCTOBEPEHUS
JIEKapCTBEHHOIO IIpenapara WM OrPpaHWYEHUs I[PUMEHEHHUS JIEKApCTBEHHOIO IIpenapara Ui
MEIUIMHCKOTO IPUMEHEHHMs B  CIy4dasX, IPEIyCMOTPEHHBIX YTBEPXKACHHBIMH  EBpasuiickoin
DKOHOMUYECKONM KOMHMCCHEW NPABUIAMHU DPETUCTPALMU U DKCIIEPTU3bl JICKAPCTBEHHBIX CPEACTB I
MEIMIMHCKOTO TMPUMEHEHUsS, W BO30OHOBIIEHUS JCHCTBHUS  PErUCTPAIIMOHHOIO  YAOCTOBEPEHHUS
JIEKapCTBEHHOI'O IIpernapara WIM CHATHS OIPAaHUYEHHs IPUMEHEHHMs JIEKApCTBEHHOIO IIperapara i
MEIULUHCKOTO PUMEHEHMS;

Hnghopmayus 06 usmenenusix:

Ilynkm 8 usmenen c 30 auneaps 2024 2. - @edepanvhwiil 3axon om 30 aunsaps 2024 2. Ne 1-D3

Cm. npedvloyuyio peoaxyuro

8) opranmzanusi u (WIH) TMPOBEACHUE WHCIEKTUPOBAHUS CYOBEKTOB OOpPAIEHUS JICKAPCTBEHHBIX
CPEICTB Ha COOTBETCTBHE YTBEpPXJACHHbIM EBpasuiickoil SKOHOMHYECKONl KOMHCCHEH mpaBHiiaM
HaJyIeKaled J1abopaTOpHOM MpaKTUKH, MpaBWIAM HaJUIeKalled KIMHUYECKOW MPAaKTHKH, IpaBUiiaM
HaJexallel JUCTpUObIOTOPCKOM MPaKTUKH, TTPaBHIIaM Ha/AJexkallel IpakTUKU GpapMakoHaI30pa, a TaKxKe
YTBEPKJACHHBIM YIIOTHOMOYEHHBIMU (peiepanbHbIMU  OpTaHAMU  HCIIONHUTEIILHON BJIACTH TpaBUIaM
HaJJIeXxallel anTeyHoN MPaKTUKH, TPaBUJIaM XPaHEHUs JIEKApCTBEHHBIX CPE/ICTB;

Hnghopmayus 06 usmenenusix:

Ilynkm 8.1 usmenen ¢ 1 mapma 2026 2. - @edepanvuviii 3axon om 31 urona 2025 2. Ne 304-D3

Cm. npedvioyuyio pedaxkyuro

8.1) opranmszauua u (win) T1poBeaeHUE (ApMALEBTUYECKUX HHCHEKUUN IPOU3BOJACTBA
JIEKapCTBEHHBIX CPEJCTB Ul BETEPHUHAPHOIO MPHUMEHEHHsS Ha COOTBETCTBHE TPEOOBAHUAM IPaBUII
HaJUIe)KAIled  MPOM3BOACTBEHHOM IPAaKTHKM  EBpa3MiCKOro  SKOHOMHYECKOIO  COK03a, BbIAAYa,
NPUOCTAHOBJIEHUE, BO300HOBJIEHHWE WM IpEKpalleHue JelcTBUs cepTH(UKATOB  (3aKIIOYEHUN)
COOTBETCTBHSI IPOM3BOJICTBA JIEKAPCTBEHHBIX CPEICTB JAJII BETEPUHAPHOTO MPUMEHEHMsI TPEOOBaHUSAM
IIPaBWJI HaJJIeXkalleldl IPOU3BOACTBEHHON NpaKkTUKU EBpa3smiicKOro SKOHOMMYECKOIO COH3a, BHECEHHE
M3MEHEHUH B TaKHe CEPTUPHUKATHI (3aKITIOYCHHUS);

Hnghopmayus 06 usmenenusix:

Cmamuvs 5 dononnena nynkmom 8.1-1 ¢ 1 mapma 2026 2. - @edepanvhuiii 3akon om 31 urona 2025 2. Ne
304-D3
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

8.1-1) opranmzauusa u (unM) TmpoBeaeHHE ¢GapMaleBTUUECKUX HHCIEKIUNA MPOU3BOJICTBA
JIEKapCTBEHHBIX CPEJCTB JJIsi MEIUIIMHCKOTO TPUMEHEHUs Ha COOTBETCTBHE TpPEeOOBAHUSAM IPABUI
HaJUIeKalled  MPOM3BOACTBEHHOM MNpakTUKUM  EBpa3WiiCKOro »KOHOMHYECKOTO  COK3a, BbljAadya,
MPUOCTAHOBIICHWE, BO30OHOBJIICHHE WM TPEKpalieHUue JEUCTBUS CEpTUPUKATOB COOTBETCTBHS
MPOU3BOJACTBA JIGKAPCTBEHHBIX CPEJICTB JJS MEIUIIMHCKOTO TMPHUMEHEHHS TpeOOBaHHUAM MPaBUI
HaJUJIeXKaIlel MTPOU3BOJCTBEHHON MPAKTUKU EBPa3HilCKOTO 3KOHOMHUYECKOTO COK03a, BHECEHHE M3MEHECHUI
B TaKue CEepTU(UKATHI,

Ungpopmayus 06 usmenenusx:

Ilynkm 8.2 usmenen ¢ 1 mapma 2026 2. - @edepanvuviii 3axon om 31 urona 2025 2. Ne 304-D3

Cm. npedvloyuiyro pedaxyuio

8.2) yCTaHOBIEHHE IIOPAOKA BENEHUS W BEICHHE T'OCYAAPCTBEHHOTO peecTpa CepTH(HKATOB
(3aKIIIOYEHUI) COOTBETCTBHS MPOU3BOJICTBA JICKAPCTBEHHBIX CPEACTB TPeOOBAHMSAM MPABUI HAJUICKAIICH
[POM3BOJICTBEHHON MPAaKTUKK EBPa3suiicKoro 5KOHOMHUECKOTO CO03a;

Hnghopmayus 06 usmenenusix:

Ilynkm 9 usmenen ¢ 7 urons 2019 2. - @edepanvhuvlii 3akon om 6 utons 2019 2. Ne 134-D3

Cm. npedvldyuivio pedakyuio

9) rocymapcTBeHHass perucTpauus MPEACNIbHBIX OTIHYCKHBIX 1I€H TPOU3BOAMUTENICH Ha
JICKApCTBCHHBIE IIpenapaThl, BKIIOUCHHBIC B IEPEYEHb JKU3HCHHO HEOOXOAMMBIX W BaKHEHIIHX
HeKapCTBeHHBIX HpCHapaTOB, U BCACHHUC TIOCVAAPCTBCHHOI'O peccTpa HpeneanHx OTHYCKHBIX ICH
IPOM3BOIUTENICH Ha JIEKAPCTBEHHBIC IPEapaThl, BKIIOYEHHBIE B IEPEUCHb JKU3HCHHO HEOOXOTUMBIX U
BAKHEUIINX JICKAPCTBEHHBIX IIPENAPATOB;

HUnpopmayus 06 usmenenusix:

Ilynkm 9.1 usmenen ¢ 19 aszycma 2024 2. - Pedepanvhwvii 3axon om 8 aseycma 2024 2. Ne 232-D3

Cm. npedblOyuyio peoaxyuio

9.1) cornacoBaHure TMPOEKTOB PEIICHUH HCIOIHUTENBHBIX OpraHoB CyObekToB Poccuiickoit
denepaniu 00 yYCTaHOBIEHWHW W (WIM) W3MEHEHWW TMIPEACIBbHBIX pPa3MEPOB OITOBBIX HAI0aBOK U
MpEIETbHBIX Pa3MEpPOB PO3HUYHBIX HAN0AaBOK K (DAKTUYECKUM OTIYCKHBIM IICHAM, YCTaHOBICHHBIM
MIPOU3BOAMUTENSIMU JIEKAPCTBEHHBIX MPENaparoB, Ha JEKapCTBEHHbIE MPEnaparhbl, BKIIOYEHHbBIE B IEpeYCHb
YKU3HEHHO HEOOXOIMMBIX M BaKHEHIIIHNX JICKAPCTBEHHBIX MPENapaTos;

H/l(ﬁopﬂilﬂﬂl}l 00 UBMEHEHUSIX:

Ilynkm 10 usmenen c 13 aseycma 2019 2. - @edepanvusiii 3akon om 2 ageycma 2019 2. Ne 297-D3

Cm. npedbloywyio pedaxuyuio
10) Bblmada, YCTaHOBJIEHUE TOPSJKAa BBbIJAYM pa3pelliCcHUs Ha BBO3 KOHKPETHOW MNapTHH
JIEKapCTBEHHOTIO cpencTsa B Poccuiickyro denepanuio;

HUnpopmayus 06 usmenenusix:

Ilynxkm 10.1 usmenen c 13 aszycma 2019 2. - @edepanvusiii 3akon om 2 aseycma 2019 2. Ne 297-D3

Cm. npedvldyuivio pedakyuio

10.1) BbIaua, yCTAaHOBJICHUE MOPS/IKA BbIaud U (OPMBI JJOKYMEHTA, KOTOPBI OATBEPIKIACT, YTO
MPOM3BOJCTBO  JIEKAPCTBEHHOTO Mpermapara JUis MEIUIIMHCKOTO MPUMEHCHHS OCYIICCTBICHO B
COOTBETCTBHUM C TpeOOBaHMSIMU HIPABWI HAISKANICH MPOM3BOACTBEHHOW TPAKTHKU WM  YTO
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

JIEKapCTBEHHBIN TMpemapar AJisi BETEepUHAPHOTO MPHUMEHEHMs MAOMylleH K oOpamienuto B Poccuiickoii
®denepannu, U MOUICKUT MPECTABICHUIO IO TPEOOBAHUIO YIIOJHOMOYEHHOTO OpraHa CTpaHbl, B KOTOPYIO
BBO3UTCSA JICKApPCTBEHHBIN Mpenapar;

TAPAHT:

Cm. Aomunucmpamuenwiii peciamenm PedepanvHoll CyHcObl N0 8eMEPUHAPHOMY U PUMOCAHUMAPHOMY
HAO030py NO  NpedoCMABNIeHUur0  20CYOApCMEEeHHOU  YCayeu no  evloaue OOKYMEHmd, KOmopbli
noomeepoicoaem, umo J1eKapCmeeHuvlll npenapam OJis 6eMEPUHAPHOSO NPUMEHEHUsT OONYUjeH K
obpawenuto 8 Poccuiickou Dedepayuu, u nooaexcum npeocmagienuro no mpedo8aHuI0 YnoiHOMOYEHHO20
opeana Cmpamvl, 6 KOMOPYIO 6603UMCS JEKAPCMEEHHbIL Npenapam, YmeepiCOeHHbIll NPUKAZ0M
Poccenvxosnaozopa om 28 oexabps 2020 2. Ne 1402

Cm. AOmunucmpamueHslli peenamenm no npeocmasnenuto Munnpommopeom Poccuu 2ocyoapcmeentoli
ycayeu no evloaye OOKYMeHmd, KOMOpbll Noomeepicoden, umo Npou3eo0Cmeo JIeKApCmeeHHO20
npenapama Oasi MeOUYUHCKO2O0 NPUMEHEHUsL OCYUJeCMBIIEHO 8 COOMBEMCMEUU ¢ MpeboBAHUAMU NPABUL
Haonexcawjell NPoOU3BOOCMEEHHOU NPAKMUKU, U NOONEHCUM  NpeoCmABIeHur0 no mpebo8aHuio
VHONIHOMOYEHHO20 Op2aHd CMPAHbl, 8 KOMOPYIO 8803UMCS JIEKAPCMBEHHbLIL NPenapam, YmeEepicOeHHblll
npukazom Munnpommopea Poccuu om 31 dexabpsa 2015 2. Ne 4369

Ungpopmayus 06 usmenenusx:

Dedepanvrvim _3axkonom om 13 uwona 2015 2. Ne 241-D3 6 nynkm 10.2 cmamvu 5 Hacmosuweco
DedepanbHo20 3aKOHA BHECEHbL USMEHEHUS

Cm. mekcm nynkma 6 npeduvloyuieti pedaKyuy

10.2) BbIaua, yCTAaHOBJICHUE MOPSIKA BBIAYM U (POPMBI JOKYMEHTA, COJCPIKAIIETO CBEACHUS O
CTaAMSIX TEXHOJOTHYECKOIO Ipoliecca MPOM3BOACTBA JIEKAPCTBEHHOTO CPEACTBA Ui MEAUIUHCKOTO
IIPUMEHEHUs, OCYILECTBIIIEMBIX HA TEPPUTOPUN EBPa3sHiiCKOro 3KOHOMHUYECKOIO COK03a;
TAPAHT:

Cm. Aomunucmpamusnusiii peenamenm Munnpommopea Poccuu no npedocmasnenuio 20cyoapcmeenHou
yenyeu no evidaue OOKYMEHMA, CO0epicauye2o C8e0eHusi 0 Cmaousx MmexHONo2U4ecko2o npoyecca
npoU3800CMea 1eKapCmeeHH020 Ccpeocmea Oisl MEeOUYUHCKO20 NPUMEHEHUs, OCYWeCmEIaeMblX Ha
meppumopuu Eepazuiickoeo sxoHomuueckozo corosa, ymeepoicoennviti npukazom Munnpommopea Poccuu
om 31 oexabps 2015 2. Ne 4368

11) co3nanue COBETOB MO BOIPOCaM, CBSI3aHHBIM € 00pallleHneM JIEKapCTBEHHBIX CPE/ICTB;

12) arrecranus u cepTH(UKAIIS CIICIIUATUCTOB;

13) yrparun cuiy;

Ungpopmayus 06 usmenenusx:

Cm. mexkem nyukma 13 cmamou 5

Ungpopmayus 06 usmenenusix:

DedepanvHvlm _3akoHom om 22 oexaops 2014 2. Ne 429-D3 nynkm 14 cmamovu 5 Hacmoawe2o
DedepanbHo2o 3aKOHA U3NI0ACEH 8 HOBOU pedakyuu, ecmynaowel 8 cuiy ¢ 1 urons 2015 e.

Cm. mexkcm nyHkma 8 npedvlovuyell peoaKyuu
14) ocymectBnenue GpapmakoHaI30pa;
15) yyactue B MeXa1yHapOIHOM COTPYAHUUYECTBE;
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C

U3MCHCHUSM...
Hngopmayusi 06 uzsmenenusix:

Ilynkm 16 usmenen c 19 ascycma 2024 2. - @edepanvhuiii 3axon om 8 ageycma 2024 2. Ne 232-D3

Cm. npedvloyuyio pedaxyuro

16) monmydeHue 1o 3anpocam yrnoJHOMOYEHHOTO (peiepaaIbHOTO OpraHa UCTIOTHUTEIIBHON BIACTH OT
UCTIOTHUTENBHBIX OpraHoB cyObekToB Poccuiickoit denepanuu, a Takke OT CyOBEKTOB OOpalieHUs
JICKAPCTBCHHLBIX CPCACTB AJII MCAUIMWHCKOTO IMPUMCHCHUA I/IH(i)OpMaIII/II/I Mo BOIpOCaM YCTAHOBJICHUS H
MPUMEHEHHS 1IeH Ha JIEKapCTBEHHBIE MpenapaThl U HaI0aBOK K HUM;

17) npumeHeHue Mep OTBETCTBEHHOCTH 3a HapylleHUe 3akoHoaaTeNbeTBa Poccuiickoit denepanuu;

Hnghopmayus 06 usmenenusix:

Ilynkm 18 usmenen c 1 cenmaops 2024 2. - @edepanvhwiii 3axon om 30 aunsaps 2024 2. Ne 1-D3

Cm. npedvioviyyio pedaxkuuio
18) yTBepkaeHUe NpaBuil HaJUIeXkKalled anTeYyHOW NMPAKTHKH, NMPaBUIJI XPAHEHUS JIEKapCTBEHHBIX
CPE/CTB;

Hnghopmayus 06 usmenenusix:

Ilynkm 19 uzmenen ¢ 30 ausapsa 2024 2. - @edepanvubviy 3akon om 30 aneaps 2024 2. Ne 1-D3

Cm. npedvioyuyio pedaxkyuro

19) ycraHoBieHue Mopsaka (HOPMUPOBAHUS PETUCTPAIMOHHOTO JOChe Ha JIEKAPCTBEHHBIN
npernapar JUisi BETepUHAPHOTO TIPUMEHEHUS ¥ TPEOOBaHUH K IOKYMEHTaM B €r0 COCTaBE;

20) yrparun cuiy ¢ 30 suBapst 2024 r. - @enepanbHblii 3akoH oT 30 ssHBapsa 2024 . Ne 1-O3

Hnghopmayus 06 usmenenusix:

Cum. npedbloyuyio pedaxyuro
21) yrparun cuiy ¢ 30 sHBapst 2024 r. - ®enepanbhblii 3akoH oT 30 suBaps 2024 1. Ne 1-3

Ungpopmayus 06 usmenenusix:

Cm. npedvioyuyio pedaxkyuro
22) yrparun cuiy ¢ 1 mapra 2020 r. - @enepanbHblii 3akoH oT 27 nekadpst 2019 . Ne 475-03

Hngopmayusi 06 uzsmenenusix:

Cm. npedviovyyro pedaxkuuio

Hngpopmayus 06 uzmenenusix:

IIynkm 23 uzmenen ¢ 30 ansaps 2024 2. - @edepanvusiii 3axkon om 30 ausaps 2024 2. Ne 1-D3

Cm. npedvioviyyio pedaxkuuio
23) yTBepkJaeHHE TPEOOBaHUN K MHCTPYKLUH 10 BETEPUHAPHOMY IPUMEHEHUIO JIEKapCTBEHHBIX
pernaparos;

Hngpopmayus 06 uzmenenusix:

Ilynkm 24 usmenen c 3 anpens 2020 e. - @edepanvubiii 3axon om 3 anpens 2020 2. Ne 105-D3

Cm. npedvioyuyio pedaxkyuro
24) npuHATHE PEUICHUH, SBISIOLIMXCS OCHOBAHUSAMHU JUIS BKIIIOYEHHS JIOMEHHBIX MMEH U (WMJIN)
yKaszarenei CTpaHHI] CalTOB B HMH(OPMALMOHHO-TENIEKOMMYHHUKAIIMOHHON cetu "MHTepHeT", a Takxke
CETEeBBIX aJpPECOB B E€IMHYIO AaBTOMAaTH3WPOBaHHYI HH(OpManmoHHYI cucrteMy "EauHblli peectp
JIOMEHHBIX HMMEH, YyKa3arejed CTpaHHll CalToB B HMH()OPMAIMOHHO-TEICKOMMYHHKAIIMOHHON ceTH
"UHTepHer" M CceTeBbIX aJpecoB, NO3BOJSIOUIMX WIACHTU(PUIMPOBATH CaWThl B HH(OPMALMOHHO-
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
MU3MEHEHUSM. ..

TeJIEKOMMYHHUKAITMOHHONW ceTtn "MHTepHeT", comepikamue WHOOPMAIMIO, paclpOCTpaHEHHWE KOTOpOW B
Poccwuiickoit @enepanuu 3ampernieHo", B OTHONICHWHM WH(OpMAIUU, COJEpIKAIICH MPETIOKEHHE O
PO3HUYHOI TOpProBj€ JIEKAPCTBEHHBIMU TpernaparaMd, B TOM YHCJIE JUCTAaHIIMOHHBIM CIIOCOOOM,
PO3HUYHAsI TOPTOBJISE KOTOPHIMU OIPaHMYEHA WJTU 3allpelieHa B COOTBETCTBUH C HAcTOSIINM DenepaabHbIM
3aKOHOM, W (wnM) WH(GOPMAlLMU, COAEpIKAIIeH MPEeAIOKEHHE O PO3HUYHON TOPTOBIE JIEKAPCTBEHHBIMU
npernapaTamMu, B TOM YHUCIIE TUCTAHIIMOHHBIM CIIOCOOOM, JIMIIaMH, HE UMEIOIIUMHE JIUIICH3UN U pa3pelIeHHs
Ha OCYIIECTBJICHUE TaKOH [eATENbHOCTH, €CIIM TMOMyYeHUE JUIEH3UU U pa3pelieHus IMperlyCMOTPEHO
3aKOHOZAATENbCTBOM 00 0OpAIEHUH JIEKAPCTBEHHBIX CPEJICTB;

Hnghopmayus 06 usmenenusix:

Cmamus 5 oononnena nynkmom 25 ¢ 29 noaops 2019 e. - @edepanvhuiil 3axkon om 28 Hosaops 2018 2. Ne
449-D3

25) BBIIaua pa3pelIeHrd Ha BBOJ B IPAKIAHCKUN 000POT IMMYHOOMOIOTHUECKUX JIEKAPCTBEHHBIX
Mpemnaparos;

Ungopmayus 06 usmenenusix:

Cmamos 5 oononnena nynkmom 26 c¢ 1 aneapsa 2024 2. - Dedepanvusiii 3axon om 19 okmsabopa 2023 2. Ne
503-D3

26) perynupoBaHHE BOMPOCOB, CBA3AHHBIX C B3aUMO3aMEHSEMOCTHIO JICKAPCTBEHHBIX MPEMapaToB
JUIST MEAUIIMHCKOTO MPUMEHEHHS;

Hngopmayusi 06 uzsmenenusix:

Cmamos 5 oononnena nynkmom 27 ¢ 1 mapma 2026 2. - Dedepanvusiii 3akon om 31 utons 2025 2. Ne 304-
D3

27) yTBep:KeHHUE MOpsiiKa aTTecTaluu (papMarieBTUYECKUX HHCIIEKTOPOB.
TAPAHT:

Cn. KOMMmenmapuu K cmamve 5 HacmoAaueco (Dedepaﬂbﬂoeo 3dKOHA

Hngopmayusi 06 uzsmenenusix:

Cmamuwsa 5.1 usmenena c 19 aszycma 2024 2. - @edepanvnvui 3axkon om 8 ageycma 2024 2. Ne 232-D3

Cm. npedvioviyyio pedaxkuuio
TAPAHT:

Ilonoocenus cmamou 5.1 pacnpocmpauaomes Ha NOIHOMOYUA (HedepanbHbIX OpeaHO8 UCHOTHUMENbHOU
81acmu, Komopwie He nepedamsl OJis OCYUWeCmEIeHUsl OP2AHAM 20CY0apCmeeHHoU enacmu cyovekmos PO
U OP2aHaMm MeCmHO20 CaMOyNpasieHUs COOMEEMCmaeyUWUMU (hedepanbHbIMU 3aKOHAMU
Crarbsa 5.1. Ilepenaua ocyuiecTBiaeHHs] MOJHOMOYMN (efepaibHbBIX OPraHOB HCIOJHUTENbHOM
BJIACTH MPHU OOpAIIEHUH JIEKAPCTBEHHBIX CPEJCTB MCIOIHUTEIBHBIM OpraHaM CyOBbEKTOB
Poccuiickoit @eaepanuun
[TonHoMOuus (enepanbHBIX OPraHOB HCIOJHUTEIHHON BJIACTH MPH OOpalleHHH JIeKapCTBEHHBIX
CpPEeNCTB, MPENyCMOTpEHHble HacToAmuM DefaepaibHBIM  3aKOHOM, MOTYT II€pelaBarbCs s
OCYILECTBJICHUSI HCIIONHUTEIbHBIM oOpraHaMm cyobekToB Poccuiickoii ®Denepany MOCTaHOBICHUSIMU
IIpaButensctBa Poccuiickoit @enepanuu B NOpSAKE, YCTaHOBIEHHOM DenepanbHbIM 3aKOHOM OT 21

0  Cucrema 22/
7 TAPAHT 21
. 5
0
5

A O N


http://ivo.garant.ru/document/redirect/403266160/0
http://ivo.garant.ru/document/redirect/71127964/36
http://ivo.garant.ru/document/redirect/76839233/50100
http://ivo.garant.ru/document/redirect/409493579/4903
http://ivo.garant.ru/document/redirect/412424148/5221
http://ivo.garant.ru/document/redirect/407845991/2101
http://ivo.garant.ru/document/redirect/72114308/31

®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

nekabpst 2021 roga N 414-03 "OO6 o0muUX MPUHIUIMAX OPraHU3alUA MYOIHMYHOW BIACTH B CyOBEKTax
Poccutiickoit ®enepanuu’.

TAPAHT:

Cm. KoMMmeHnmapuu K cmanisve 5.1 HacmosAueco (Dedepaﬂbﬂoeo 3dKOHA

Hnghopmayus 06 usmenenusix:

Cmamus 6 usmenena c 19 aszycma 2024 2. - @edepanvhulii 3axon om 8 agzycma 2024 2. Ne 232-D3

Cum. npedvloyuyio pedaxyuro

Crarbst 6. IlomHOMOUYMS HCIONHUTENBHBIX OpraHoB cyObekra Poccuiickoit ®denepanuu mpu

0OpalleHNUH JIEKAPCTBEHHBIX CPEJCTB

K momHOMOuusiIM HCHONHUTENBHBIX OpraHoB cyObekra Poccuiickoit @enepanuu npu oOparieHuu
JEKApPCTBEHHBIX CPEJICTB OTHOCATCS:

1) pa3paboTka 1 peann3anusi perHOHAIBHBIX IPOrpaMM 00ECIICYeHHs HACEJICHUS JIEKaPCTBEHHBIMHU
IIpenapaTramy;

2) ycTaHOBIIEHHE TPEIEIbHBIX pa3MEPOB ONTOBBIX HAJ0ABOK U MPEEIbHBIX Pa3MEPOB PO3HUUHBIX
Ha/0aBOK K (DaKTUUYECKMM OTIYCKHBIM II€HAM, YCTaHOBJIEHHBIM IPOM3BOAMTENSMHU JIEKAPCTBEHHBIX
npernapaToB, Ha JIEKapCTBEHHBIC Ipenaparbl, BKIIOYCHHBIE B IEpEYeHb YKM3HEHHO HEOOXOAMMBIX U
BaXHEHILNX JIEKAPCTBEHHBIX MTPENAPATOB;

I/Ill(ﬁopﬂilﬂﬂl}l 00 UBMEHEHUSX:

Ilynkm 3 usmenen ¢ 1 cenmsaops 2024 2. - @edepanvusii 3akon om 8 aszycma 2024 2. Ne 323-D3

CMm. npedvldyuivio pedakyuio

3) OCyIIECTBIEHHE PETHOHAIBHOTO TOCYJAPCTBEHHOTO KOHTPOJS 3a NPUMEHEHHEM LEH Ha
HeKapCTBCHHbIe HpeHapaTBI, BKJIFOUCHHBIC B He[}e‘{eHB KHU3HCHHO HeO6XOZ[I/IMBIX 158 Ba)KHefHHHX
JIEKAPCTBEHHBIX IIPEIaparoB, OPraHM3allMsMH OITOBOM TOPrOBJIM JIEKAPCTBEHHBIMH CPEICTBAMH,
AlITCYUHBIMHU OpFaHI/I3aHI/IﬂMI/I, I/IH,[[I/IBI/II[yaJ'H)HBIMI/I HpeIIHpI/IHI/IMaTeJUIMI/I, UMCHOIIIMMHU JIMIOCH3HUIKO Ha
(bapMaleBTUUECKYI0 JEATEABHOCTh, MEIUIMHCKAMH OpPraHU3alMsIMH, WMMEIOIIUMH JIMIEH3UI0 Ha
(bapMaL[eBTI/I‘ICCKy}O ACATCIBHOCTh, M HX 060006JICHHLIMI/I HOI[pa3I[eHeHI/ISIMI/I, paCHOHO)KeHHBIMI/I B
CENIbCKUX HACENICHHBIX ITYHKTAX, B KOTOPHIX OTCYTCTBYIOT allT€YHbIE OpraHU3allnu;

HUnpopmayus 06 usmenenusix:

Cmamos 6 oononnena nynkmom 4 ¢ 1 ansaps 2018 2. - @edepanvuuiii 3axkon om 29 urons 2017 2. Ne 242-
D3
TAPAHT:

Llonoocenus nynkma 4 cmamou 6 (6 peoakyuu Pedepanrvnozo 3akona om 29 uwona 2017 2. Ne 242-D3) ¢
yacmu, Kacaroujelucs GopmMuposanus U 8bl0ayl peyenmos Ha J1eKapCcmeeHHble npenapamol, cooepicaujue
HA3HAYeHUe HAPKOMUYEeCKUXx cpeocme Uiy NCUXOMpOnHuIX ewecms, 8 popme 31eKmpOHHbIX OOKYMEHMO8,
npumensromes ¢ 1 aneaps 2019 e.

4) mpuHsATHE pemeHus 00 WCIONb30BaHMHM Ha Tepputopuu cyobekta Poccuiickoit ®enepanuu
Hapsly C perenTamMy Ha JIEKapCTBEHHBIE MpernapaTsl, 0OPMICHHBIMU Ha OyMa)XHOM HOCHUTEIE, PElENTOB
Ha JIEKapCTBEHHBIE MTpenaparsl, CPOPMUPOBAHHBIX B (POPME AIIEKTPOHHBIX JOKYMEHTOB.

TAPAHT:
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..
Cm. kommenmapuu k cmamoe 6 Hacmosawe2o PedepanrbHo20 3aKOHA

I'masa 3. I'ocynapcrBennasi gpapmakonest

Cratba 7. Pa3paboTka 1 u31aHue TOCYTapCTBEHHON (papMakorieH, pa3MeIIeHHe TaHHBIX O Hel

1. Tlox rocymapcTBeHHOU (hapmakomneeil MOHMMAaeTcs CBOA OOmMX (papMakomeHHBIX cTaTe u
(hapMaKOIIEHBIX CTaTEH.
HUnpopmayus 06 usmenenusix:
Dedepanvrvim _sakowom om 22 oexabpa 2014 2. Ne 429-D3 6 uacmv 2 cmamvu 7 Hacmosujeco
Dedepanvrozo 3aKkoHaA 6HeceHbl usmMeHeHus, scmynaiowue 6 cuny ¢ 1 urona 2015 e.

Cm. mexcm yacmu 6 npedvioyuje pedaxkyuu

2. Pa3zpaboTtka oOmmx ¢apmakoneHbIx crareid W (apMaKONEHHBIX CTaTed, B TOM YHCIIEC
(dhapMaKoTeHBIX cTaTel Ha (hapMaKOTEeHbIE CTaHJaPTHBIE 00pa3Ilbl, U BKIIFOYCHHE UX B TOCYIapPCTBEHHYIO
(bapMaKoner0 OCYIIECTBISIIOTCS B MOPSIKE, YCTAHOBICHHOM YITOJTHOMOYEHHBIM (hefepalbHbIM OpraHOM
HCTIOTHUTEILHOU BIIACTH.

Unpopmayus 06 usmenenusix:

DedepanvHvim _3axkonom om 22 oexabps 2014 2. Ne 429-d3 6 uacms 3 cmamovu 7 Hacmoswe2o
DedepanvbHo2o 3aKOHA 6HECeHbl U3MeHeHUs, gcmynarowue 8 cuty ¢ 1 urons 2015 .

Cu. mexem yacmu 6 npedvioyuien pedaKyuu

3. Pa3pabotka (hapmakoneitHoi cTaThi Ha pedEpPEHTHBIN JICKAPCTBEHHBIA MpEenapar U BKIIOUYCHHE
€e B TOCYIapCTBEHHYIO (DapMakomer0 B TEYEHHE CpOKa IEHCTBHUS 3alUThl HCKIOYUTEIHHOTO TMpaBa,
YIOCTOBEPEHHOTO MaTEHTOM Ha ped)epEHTHBIN JIEKAPCTBEHHBIN MTpenapar, OCYIIECTBISIFOTCS C COTJIACHSI €TO
pa3paboTyukKa.

4. TocymapctBeHHass (apmakomesi H3AAeTCs  YIOTHOMOYECHHBIM _ (hemepasbHbIM __OPraHOM
WCTIOTHUTENFHOM BIIACTH 3a CYET CPEeACTB (peepalbHOrO OFOKETa U MOUICKUT Tepenu3IaHusIM He peke
9YeM OJIMH pa3 B MATh JIET, B MEPHOJ MEXIY KOTOPHIMH H3IAOTCS TMPHJIOKEHHUS K TOCYIapCTBEHHOMN
dapmakoniee, coaepxkamue oOmme Qapmakomneiinpie cTartbu W (Wiu) (papmakorneiHble CTaThH,
YTBEPKJICHHBIC TTOCIIC M3TaHUS WIH MePEn3IaHns TOCYIapCTBEHHOH (hapMaKoIen.

5. YnomHOMoueHHBINH (enepanbHbli OpraH HCIONHUTEIBHOW BIACTH pa3MeliaeT JaHHBIE O
TrOCyIapCTBEHHOM (hapMaKoriee U MPIWIOKEHHUSIX K HEH Ha CBOeM oUIlMaIbHOM caiite B ceTu "MHTEepHeT" B
YCTAHOBJIEHHOM UM MOPSJIKE.

TAPAHT:

Cm. KOMMeHmapuu K cmamse 7 Hacmosueco @edepaﬂbnoeo 3dKOHA

Unpopmayus 06 usmenenusix:

Haumenosanue usmeneno c 1 urona 2021 2. - @edepanvuwiti 3axkon om 11 uons 2021 2. Ne 170-D3

Cm. npedviovuyyro pedaxkuuio
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..
I'masa 4. J/Iunen3upoBaHue NPOU3BOACTBA JIEKAPCTBEHHBIX CPeACTB U papManeBTHUYECKOM
NAeSiTeJILHOCTH, TOCYIaPCTBEHHBIN KOHTPOJIb (HAA30p) B cepe oOpaleHus1 JeKAPCTBEHHbIX
cpelncTB

Crarbsa 8. JluneHsupoBaHue TMPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB M (hapMalleBTUUECKON
JeSITEIbBHOCTH
1. JIuneHsupoBaHue MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEICTB U (papMarieBTUUECKOU NeATeIbHOCTH
OCYUIECTBIISIETCS B COOTBETCTBUU C 3aKOoHOJaTenbcTBOM Poccuiickoilt deneparuu.

Hnghopmayus 06 usmenenusix:

Yacmo 2 usmenena c 1 mapma 2026 2. - @edepanvusiii sakon om 31 urons 2025 2. Ne 304-D3

Cm. npedviOyuyto pedaxkyuro

2. OO0s3areNbHBIM YCIOBHEM IMPEJOCTABICHUS JIMLEH3UU Ha TPOU3BOJICTBO JIEKAPCTBEHHBIX
CPEICTB SIBISIETCS yKa3aHUE CBEIEHUUN O JIeKapCTBEHHBIX (popmax u (Win) BUAAX (papMaleBTHUECKHX
CyOCTaHIMiA, KOTOpbIE NPOWU3BOAUTENH JIEKAPCTBEHHBIX CPEJICTB HAMEPEH NpPOHM3BOAMTH, B 3asBICHUM,
HaIpaBJICHHOM IOCPENCTBOM (efepallbHON TOCYTapCTBEHHOW HWH(OOpPMAIMOHHONW cucteMbl "EnuHbrit
[OPTaJl TOCYAAPCTBEHHBIX M MYHUIIUIANBHBIX YCIyT (pyHKIMA)" (1anee - eAMHBIN OPTA).

Unghopmayus 06 usmenenusx:

Yacmo 3 usmenena ¢ 1 mapma 2022 2. - @edepanvuvii 3axkon om 11 urons 2021 2. Ne 170-D3

Cm. npeduloyuiyro pedaxyuio

3. B ciryuae HEOOXOAMMOCTH pacIIMPEHHUs POU3BOACTBA JEKAPCTBEHHBIX CPEACTB 3@ CUYET HOBBIX
JIEKapCTBEHHBIX ()OPM U BUAOB (apMalleBTUICCKUX CYOCTAHIIMN MPOU3BOIUTEND JIEKAPCTBEHHBIX CPE/ICTB
JOJDKEH IOAaTh B JIMICH3MPYIOIIUI OpraH 3asBJIIEHHE O BHECEHMH W3MEHEHHMH B PEECTp JIMLEH3MH Ha
[POM3BOJICTBO JICKAPCTBEHHBIX CPECTB.

HUnpopmayus 06 usmenenusix:

Cmamus 8 oononnena yacmoto 4 ¢ 29 dexabps 2020 2. - Pedepanvrviii 3axkon om 27 dexabps 2019 2. Ne
481-D3

4. JIuuieH3usl Ha TPOM3BOACTBO JIEKAPCTBEHHBIX CPENCTB ((hapMareBTUYECKON CyOCTaHIIUM CITUpTa
ATUIIOBOTO (3TaHONIA) BBIJAECTCA IPHU YCIOBHUM HAJM4YUs y OpraHu3allMd Ha IpaBe COOCTBEHHOCTH,
XO3STICTBEHHOTO BEJCHHUS WJIM ONEPATHBHOTO YIPABICHHS OCHOBHOTO TEXHOJOTHUECKOTO OOOpYIOBaHHS
JUIs TIPOM3BOJCTBA STHJIOBOIO CIHUPTA, 3apErMCTPHUPOBAHHOTO B COOTBETCTBUM CO cratbhed 14.1
®enepanpHoro 3akoHa or 22 HosOpsa 1995 roma N 171-®@3 "O roCyZapCTBEHHOM pPETYIHPOBAHUH
IPOM3BOJCTBA U 00OpPOTa 3TUJIOBOIO CIHUPTA, AJIKOTOJIBHOM M CHHpTOCOAEepXkalledl MpoayKuuu U 00
OrpaHUuYEHUU NOTpeOeHNs (pacuTUs) aIKOTOIBHON IPOAYKIUN".
TAPAHT:

Cm. KOMMeHnmapuu K cmamse 8 HacmosAueco @e@epaﬂbnoeo 3dKOHA

Hnghopmayus 06 usmenenusix:

Dedepanvrvlil 3akoH donoanen cmamvell 8.1 ¢ 29 dexabps 2020 e. - Dedepanvhblii 3axkon om 27 deKkaops

2019 2. Ne 481-D3
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..
Crarbss  8.1. OcoOeHHOCTH JMIIEH3UPOBAHHS MPOU3BOJACTBA  JIEKAPCTBEHHBIX  CPEICTB
(papmarneBTHUECKOM CYOCTAaHIIUU CITUPTA ITUIOBOTO (dTAaHOMA)

1. JleiicTBue IHWIEH3UMH Ha TPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB ((hapmalieBTUYeCKOn
CyOCTaHIIMM CNHMpPTa STUIOBOrO (dTaHOJIA) MPUOCTAHABIMBAETCA B YAacTH MpaBa Ha MPOU3BOJCTBO
(dbapMaleBTHYECKON CYOCTaHIIMM CIHPTAa 3TUJIOBOTO (9TAaHOMNA) JIMIEH3UPYIOIIUM OpPraHOM B ClydYasx,
onpeneneHHbIX crarbet 20 denepanbHoro 3akoHa oT 4 Mas 2011 roga N 99-®3 "O nuueH3MpOBaHUU
OTJCNBbHBIX BHUJAOB JIEATENbHOCTH", a TakKe Ha CpPOK MPHOCTAHOBICHHUS JEHUCTBUS JUIEH3UM Ha
MIPOM3BOJCTBO ATHIIOBOTO CIUPTA JIJIsi IPOU3BOJICTBA (papMarieBTUYECKol CyOCTaHIIMU CITUPTA STHIOBOTO
(7TaHONA), BRIJAHHOW B COOTBETCTBHH ¢ DenepalbHbIM 3akOHOM OT 22 Hosa0ps 1995 roma N 171-®d3 "O
TOCYIapCTBEHHOM PETYJUPOBAaHUM TMPOU3BOACTBA U 000pOTa HTWIOBOTO CIHPTA, AJKOTOJBHON W
CIUPTOCOAEpKAILEH TPOTYKIIUU U 00 OrpaHUYEeHUN OTpeOIeHUs (PaCcTIUTHS) AIKOTOJILHOM MPOAYKIIUU".

2. JleiicTBMe JIMLEH3MM Ha IPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB ((hapManeBTUUYECKON
CyOCTaHIIMM CHOUpPTAa HTUIOBOTO (dTaHONA) B YACTH MpaBa Ha MPOU3BOJACTBO (hapMalleBTUYECKON
CyOCTaHIIMM CIHUpPTa HTHWIOBOrO (3TaHOJA) MPEKpallaeTcs JUIEH3UPYIOIMM OpPraHoM B CIydasx,
onpeneneHHbIx crarbeit 20 denepanbHoro 3akoHa oT 4 mas 2011 roma N 99-®3 "O nuueH3upoBaHUU
OTJICJIbHBIX BHUIOB JIEATENBHOCTU", a TakKe C Jarbl MPEKpAlleHUs WM aHHYJIUPOBAHUS JCUCTBUS
JUIEH3UU Ha TPOU3BOJACTBO ATHIOBOTO CIHUPTa I MPOU3BOACTBA (hapMalleBTUYECKOW CyOCTaHIIUU
CIUpTa 3TUJIOBOrO (dTAHOJIAa), BBIJIAHHOW B COOTBETCTBUU ¢ DenepalibHbIM 3aKOHOM OT 22 HOS0ps
1995 roma N 171-®3 "O rocynapcTBEHHOM PETYIMPOBAHUHU MPOU3BOJICTBA U 000OPOTA ITUIIOBOTO CITHPTA,
QJKOTOJIBHOM W CHUPTOCONEpKAlled TPOAYKIIMH # 00 OrpaHU4YeHUH MOTpeOneHust (pacruTus)
AJIKOTOJIBHOM TIPOIYKIIHMH".

Hnghopmayus 06 usmenenusix:

Dedepanvrviii 3akoH donoaner cmamowetl 8.2 ¢ 1 cenmsabps 2023 . - DedepanvHulil 3akoH om 4 ageycma
2023 2. No 428-D3
TAPAHT:

Tonoocenus cmamou 8.2 na meppumopusix /JHP, JIHP, 3anopooicckoi oonacmu, XepcoHnckoii obnacmu
npumensitomes ¢ 1 cenmsabdps 2024 2.

Crarbst 8.2. OcCOOCHHOCTH IHUIEH3UPOBAaHUA (DAapMAIIEBTUYECKONW JEATENBHOCTH B YacTH

OCYIIIECTBIICHHSI ONITOBOM TOPTOBJIM JIEKAPCTBEHHBIMU CPEICTBAMHU

1. JleiicTBue nuiieH3uM Ha (hapMalleBTUYECKYIO JESATENbHOCTh B YaCTHU OCYIIECTBICHHS OMTOBOM
TOPTOBJIM  JICKAPCTBEHHBIMH  CpPEACTBAMHU  JJII  MEAWIMHCKOTO  TPUMEHEHHUS  IPEKpaliaeTcs
JUUEH3UPYIOLIMM OpraHoOM B cCllydasiX, omnpeaesieHHbIX crarbeil 20 denepanbHOro 3akoHa OT 4 mast
2011 roga N 99-®3 "O nuIeH3UpPOBAHUU OTICIBHBIX BHUIOB JIEATEIBHOCTH", a TaKkKe IO PEHICHHUIO
JULEH3UPYIOLIEro OpraHa, MpUHATOMY B COOTBETCTBUM C HACTOSAIIEH 4acThio. B ciyuyae BbIsIBIEHUS NpU
OCYIIECTBIICHHH (eAepalbHOTO TOCYIapCTBEHHOTO KOHTpoyis (Ham3opa) B cdepe oOparieHus
JIEKApCTBEHHBIX CPEJCTB HAPYILIEHUS OpraHu3alueldl ONTOBOW TOPTOBIM JIEKAPCTBEHHBIMU CPEICTBAMH
TpeboBanuii yacter 1 - 3 cratebu 53 Hacrosimero denepaibHOTO 3aKOHA [EWCTBHE JIMIICH3WW Ha
(bapMaleBTUYECKYI0 JIeATEIBHOCTh B YaCTH OCYIIECTBICHHUS OINTOBOM TOPTOBIU JIEKAPCTBEHHBIMU
CpeICTBaMH JJIsI MEAUIIMHCKOTO MPUMEHEHHUS MPHUOCTAHABIMBACTCS B TEUCHHE JECATU padOuMX THEH CO
JTHSl BBISIBIICHUS yKa3aHHOTO HapylieHwus. [leficTBue nuieH3uu Ha (apMaleBTUUYECKYIO JIeATeIbHOCTh B
YaCTH OCYIIECTBIICHHS] ONTOBOM TOPTOBJIM JICKAPCTBEHHBIMH CPEICTBAMH ISl MEAUITMHCKOTO TTPUMEHEHUS
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

MIPUOCTAHABIMBACTCS Ha CPOK, KOTOPBIN OMpeAeNsieTcs IUIECH3UPYIOIUM OpraHoM (HO HEe MEHee YeM Ha
OJIMH MECHIl), N0 HCTEYCHHH KOTOPOro JEHCTBHUE MAHHOM JHUIEH3UM TMOMJEKHUT MPEKPAlICHUI0 Ha
OCHOBAaHHHU pEIIeHHs JHIEH3UPYIOIIEro OpraHa, 3a HCKIIOYEHUEM CiIydasl, YKa3aHHOrO B YacTu 2
HACTOSILEH CTaThH.

2. JleiicTBue nuileH3UH Ha (hapMalleBTUYECKYIO JIEATEIBHOCTh B YaCTH OCYIIECTBIIEHUS OMTOBOM
TOPTOBJIM  JICKAPCTBEHHBIMU CPEIACTBAMU JUISI MEIUIIMHCKOTO TMPUMEHEHHS, JIEUCTBHE KOTOPOM
MPUOCTAHOBIIEHO B COOTBETCTBUU C YACThIO | HACTOSIIEH CTAaTh, MOJIEKUT BO3OOHOBICHUIO B CilydYae,
€CJM B TEpUOJ MPUOCTAHOBIICHUS JEHCTBUS JAHHOM JIMIIEH3UH B paMKax JOCYAeOHOTo 00KajoBaHUS
pelieHrne KOHTPOJIBHOTO (HaI30pHOT0) OpraHa B YacTH BBISIBJICHHOTO HapylleHus: TpeOoBaHMi yacteid 1 - 3
ctatbl 53 Hactosimero denepanbHOro 3aKOHa OTMEHEHO. B yka3aHHOM ciyyae AeiCTBUE JIMIIEH3UWU Ha
(dbapMalleBTUYECKYIO JIeATEIBHOCTh B YaCTH OCYIIECTBIEHHUS OINTOBOM TOPTOBIU JIEKAPCTBEHHBIMU
CpeIICTBaMHM JIJIi MEIUIIMHCKOTO MPUMEHEHUs BO30OHOBISETCS HE MO3JIHEE OAHOTO padoyero JAHS CO JHS
OTMEHBI pelIeHNs KOHTPOIBHOTO (HaI30pHOTO) OpraHa.

Hnghopmayus 06 usmenenusix:

Cmamosa 9 usmenena c 1 uronsa 2021 2. - @edepanvuwiii 3axor om 11 urons 2021 2. Ne 170-D3

Cm. npedviOyuyto pedaKyuro

Crarbs 9. [ocynapcTBeHHBIN KOHTPOJIb (HAA30p) B chepe oOpalieHus JeKapCTBEHHBIX CPEICTB

1. TocymapcTBeHHBI KOHTpONb (Ham30p) B cdepe oOpalieHus JIEKapCTBEHHBIX CPEICTB
OCYILECTBIIIETCS TOCPENCTBOM  (pefepanbHOrO0 TOCYIapCTBEHHOTO KOHTpois (Hajg3opa) B cdepe
oOpallleHus1 JIEKapCTBEHHBIX CPENCTB U (PelepaibHOTO0 TOCYJAPCTBEHHOTO JIMLIEH3MOHHOTO KOHTPOJIS
JeSITETLHOCTH 110 TPOU3BOJICTBY JIGKAPCTBEHHBIX CPEICTB, OCYIIECTBISIEMBIX (enepaabHBIMH OpraHaMu
WCIIOJIHUTENIbHOM BIAacTH, ynojiHoMoueHHbIMU [IpaButensctBoM Poccuiickoit @enepanun.

2. IlpenmeroM (henepanbHOrO TOCYNAPCTBEHHOTO KOHTPOJs (Ham3opa) B cdepe obOparieHus
JIEKapPCTBEHHBIX CPEJCTB SBIISIFOTCS:

1) cobmronenue 0bs3aTeNbHBIX TpeOOBaHUI B cepe oOpaileHus JCKapCTBEHHBIX CPENICTB, B TOM
qHcle:

a) TpeOOBaHMH K JOKIMHMYECKAM HCCIEIOBAHUSAM JIEKAPCTBEHHBIX CPEICTB, KIMHUYECKHM
MCCJIEIOBAHUSAM JIEKAPCTBEHHBIX IIPErapaToB, U3rOTOBICHHIO, XPAHEHHUIO, IIEPEeBO3Ke, BBO3Y B Poccuiickyto
denepanuio, OTIYCKY, pealu3ally, Iepenade, MpoAaxe JEKAPCTBEHHBIX CPEICTB, MPUMEHEHHIO
JIEKapPCTBEHHBIX MPENapaToB, YHUUTOXKEHHUIO JEKAPCTBEHHBIX CPEJCTB, YCTAHOBJICHUIO MPOU3BOIUTEISIMU
JICKApCTBEHHBIX IPENaparoB IIEH Ha JIGKAPCTBEHHBIC IMPENapaThl, BKIIOYEHHBIC B IEpEUeHb KU3HEHHO
HEOOXOJMMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX MIPENapaToB;

0) TpeOOBaHMH K COOTBETCTBUIO JICKQPCTBEHHBIX CPEJICTB, HAXOMAIIUXCS B OOpaIleHUH,
MoKa3aTesisiM KauecTBa, 3(h(HEeKTUBHOCTU U OE30MaCHOCTH, YCTAHOBICHHBIM B COOTBETCTBUH C HACTOSILIUM
denepaibHbIM 3aKOHOM;

B) TpeOOBaHMII K COOIONEHUIO CyObeKTaMH OOpalleHHs JIEKAPCTBEHHBIX CPENICTB, YKa3aHHBIX B
yacty 1 crareu 67.1 HacTosuiero deaepaibHOro 3aKOHA, OTPAaHUYEHUM, HallaraeéMbIX crarbamu 67.1 u 67.2
HacTosiiero deepanbHOro 3aKOHA;

2) coOmomeHue  JIMIEH3UOHHBIX  TpeOOBaHMH K  OCYLIECTBICHHIO  (papMaleBTHUECKOU
JIESITEIIbHOCTH;

Hnghopmayus 06 usmenenusix:
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Cum. npedvidyuyro pedaxkyuro

3) coOmronenre TpeOoBaHUM K MPEAOCTABICHUIO CYOBEKTaMH OOpaIlieHus JICKAPCTBEHHBIX CPEICTB
uH(POpMAIIMN O JIGKAPCTBEHHBIX CpeACTBaX M (WIM) JIEKAPCTBEHHBIX IMpemaparax, MpPeayCMOTPEHHOM
cratbsimu 9.1, 52.1, 52.2 u 64 nacrosiiero deaepaibHOroO 3aKOHa;

4) ne npumensiercs ¢ 1 mapra 2026 1. - @enepanbhblii 3akoH 0T 20 okTsa0ps 2022 . Ne 405-D3

H/l(ﬁopﬂilﬂﬂl}l 00 UBMEHEHUSIX:

Cm. npedvioyuyio pedakyuio

Yacmo 2 dononnena nynkmom 5 ¢ 1 cenmsops 2026 2. - @edepanvhwviii 3akon om 2 mas 2026 2. Ne 125-D3

Cm. 6yovuiyro pedakuuro

Ungpopmayus 06 usmenenusix:

Cmamus 9 oononnena yacmoio 2.1 ¢ 30 sneaps 2024 2. - Dedepanvusiii 3axkon om 30 saneaps 2024 2. No -
D3

2.1. B wnensx oOecredeHHss TOCYIapCTBEHHOTO KOHTpois (Haa3zopa) B cdepe oOpaieHus
JICKApCTBEHHBIX  CPEACTB  (efepalbHBIE  OpraH  HMCIOJHUTEIbHOM  BJIACTH,  OCYIIECTBISIOIIUI
rOCyIapCTBEHHYIO PETUCTPAlMIO JIEKAPCTBEHHBIX IPENaparoB, MPEeNoCTaBiIseT (eaepaabHOMy OpraHy
UCTIOJIHUTENIFHONW  BJIACTH, OCYHIECTBIAIOMIEMY (YHKIMM IO KOHTPOJIIO M Haja3opy B cdepe
3PaBOOXPAHEHHS, 110 €r0 3alpoCy B paMKax MEXBEIOMCTBEHHOIO MH()OPMAIMOHHOTO B3aUMOECHCTBUS B
HOpsJIKE, YCTAaHOBJICHHOM YKa3aHHBIMU (heiepalibHbIMU OpraHaMM MCIOJHUTENILHOW BJIACTH, CIETYIOIIHe
CBEICHMSI O JIEKAPCTBEHHBIX CPEJACTBaX, B TOM YHCJIE B Cily4yae, €CJIM TaKuUe CBEICHHSI COCTaBIISIOT
KOMMEPUECKYIO TaliHY:

1) cBeaenus o papmaneBTHUECKOH cyOcTaHIUu:

a) HaMEHOBaHUeE (papMalleBTUUECKON CyOCTaHIINH, €€ CTPYKTypa, O0IIue CBOMCTBA;

0) HauMEHOBaHUE U aJIpec MPOU3BOIUTES;

B) CBOMCTBA U CTPYKTYpa JeHCTBYIOLINX BEIIECTB;

I') XapaKTepHUCTHKA MTPUMECEil;

n) cnerMdukanus Ha papMaleBTHYECKyI0 CyOCTaHIMIO U ee 000CHOBaHUE;

€) aHaJUTHYECKHEe METOJIMKH, HCIONIb3yeMble TIPU OCYLIECTBICHHM KOHTpOJIA KadecTBa
(bapmareBTHUECKOM CyOCTaHIIUMY;

) pe3yibTaThl aHAIM30B CepUil papMaleBTHUECKOM cyOCcTaHIUY;

3) MepevYeHb CTaHAAPTHBIX 00PA3I0B UM BEIECTB, UCIIOJIB3YEMBIX MPH OCYLIECTBICHUH KOHTPOJISA
KadecTBa (papmalieBTUYECKON CyOCTaHIINH;

1) OMHMCAaHUE XapaKTEePUCTHK U CBOWCTB YIAKOBOYHBIX MaTe€pHUajoB U YKYIIOPOUHBIX CPE/CTB;

K) JaHHbIE O CTaOUIBLHOCTH (DapMalleBTUYECKON CyOCTaHIINM;

J) CPOK TOJTHOCTH;

2) cBeZieHMsI O JIEKApCTBEHHOM Mpernapare AJis MEAUIUHCKOTO TPUMEHEHHUS:

a) ONKCAHKUE U COCTaB JIEKAPCTBEHHOT'O Mpernapara Jjsi MEAUIMHCKOTO IPUMEHEHHS;

0) omucanne QapMameBTHUYECKOW pa3paboTku (0O0OCHOBaHWE BBHIOOpAa COCTaBa, TMEPBUYHON
YIIaKOBKH);
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U3MEHEHUSIM. ..

B) HAUMEHOBAaHUE U aJ[pec MeCcTa OCYIIECTBICHHs MPOU3BOJICTBA JIEKAPCTBEHHOTO IMpernapaTa Ams
MEIUIIMHCKOTO TMPUMEHEHHsS (B Cllydae Hadu4usl HECKOJbKHUX YYAaCTHUKOB IpOIEcca MPOU3BOJICTBA
HE0OXOJMMO yKa3aTh HAMMEHOBAHHE U aJpec KaXJI0ro U3 HUX);

') MUKpOOHOJIOTUYECKHE XapaKTEPUCTUKH,

1) ONUCaHUE XapaKTEPUCTHK M CBOMCTB YIIaKOBOYHBIX MAaTEPHUATIOB M YKYTIOPOUYHBIX CPENICTB;

€) TpeOoBaHUs K KaueCTBY BCIIOMOTATEJIbHBIX BEIIECTB;

) aQHAIUTUYECKHE METOAUKH, UCIOIb3yeMble TMPH OCYIIECTBICHUH KOHTPOJIS KadecTBa
BCIIOMOTaTEIbHBIX BEIIECTB;

3) cBeleHUS 00 WCMONb30BAHUM BCIOMOTATENbHBIX BEIIECTB YEJIOBEYECKOTO U KUBOTHOTO
MIPOUCXOXKICHHUS;

1) cBeJIeHUs! 00 MCMOIb30BAHUH HOBBIX BCIIOMOTaTENIbHBIX BEIIECTB;

K) TpeOOBaHWS K KadyeCcTBY JICKQPCTBEHHOTO TIperapara JUisli MEIWIMHCKOTO TPUMEHEHUS
(cepruduxkar, cnerudukamnysa Ha JICKApCTBEHHBIN MTpenapar U uX 000CHOBaHUE);

J) aHAJIUTHUYECKUE METOAMKH, HCIIONb3yeMble TMPU OCYIIECTBICHUMH KOHTPOJISA KauyecTBa
JIEKapCTBEHHOTO Mpenapara s MeIUIIUHCKOTO IPUMEHEHUS;

M) pe3ylbTaThl aHAIM30B CEPHI JIEKAPCTBEHHOTO TMpenapara Jijisi MEAUIIMHCKOTO MPUMEHEHNUS,

H) XapaKTepUCTHKA MpUMeECeH;

0) MEepeuYeHb CTAHJIAPTHBIX OOpPa3lOB, UCIOJIb3YEMbIX IPHU OCYIIECTBICHWU KOHTPOJIS KayecTBa
JIEKapCTBEHHOTO Mpenapara Jjsi MeIUIIUHCKOTO IPUMEHEHUS;

1) JaHHbIE O CTAOMJIBHOCTHU JIEKAPCTBEHHOTO Mpenapara sk MEIUIIMHCKOTO TPUMEHEHUS;

3) OTYETHI O JOKIMHUYECKUX UCCIICTOBAHMSIX;

4) OT4ETHI O KIMHUYECKUX UCCIICIOBAHUSAX;

5) mactep-daiin cuctemsl papMakoHaA30DPa;

6) 11aH yrpaBieHUs PUCKAMU.

3. Ilpu ocymectBiaeHnn ¢enepanbHOr0 TOCYIapCTBEHHOTO KOHTpons (Ham3opa) B cdepe
oOpalleHusi JICKapCTBEHHBIX CPEJCTB MPOBOISATCSA CIEAYIOIIME BUIBI KOHTPOJBHBIX (HAJ30PHBIX)
MEPOTPHUITHH:

1) nokymeHTapHasi IpOBEpKa;

2) BbIE3HAsI IPOBEPKA;

3) BbIOOPOUHBII KOHTPOJIb KaueCTBA;

4) KOHTpOJbHAS 3aKYTIKa;

5) UHCTIEKITMOHHBIN BU3UT;

6) HaOmoneHWE 3a COOMIONCHHEM OO0S3aTeNIbHBIX TpeOOBaHU (MOHUTOPHUHT OE€30MAaCHOCTH)
(papmakoHazop).

4. Opranuzaius ¥ ocyliecTBiIeHue (heaepaabHOro rocyaapCTBEHHOTO KOHTpoIs (Haa3opa) B cepe
oOpalleHusi JICKapCTBEHHBIX CpeACTB perynupyiorcs DenepanbHbiM 3akoHoM OT 31 wurons 2020 roga
N 248-®3 "O rocymapCTBEHHOM KOHTpoJie (Haa30pe) M MYHHIMIIAJILHOM KOHTpoje B Poccuiickoi
Oenepanun.

5. BHemuiaHOBBIN BBIOOPOYHBIA KOHTPOJIb KauecTBa MPOBOAMTCS B TOM YHCIE HAa OCHOBAHHUHU
MpOrpaMMBbI IPOBEPOK.

6. [TnaHoBBI BEIOOPOYHBINA KOHTPOJIh KaueCTBA HE MPOBOIUTCS.

Ungpopmayus 06 usmenenusx:
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7. Tlo pesynbratam (emepansbHOrO TroCyIapCTBEHHOTO KOHTPOJS (Haa3opa) B cdepe obparieHus
JIEKapCTBEHHBIX CPEACTB HApSy C PEIICHUSIMHU, MpenycMoTpeHHbIMU DeepanbHbIM 3aKOHOM OT 31 utoms
2020 roma N 248-®3 "O rocymapCTBEHHOM KOHTpoJie (Haa30pe) M MYHHUIUIIAJIBHOM KOHTpOJC B
Poccuiickoit @eneparun”, ¢denepaabHbIMU OpraHaMH HCIIOJHUTEIBHON BIIACTH, YHOJIHOMOYEHHBIMH Ha
oCyIecTBIeHHe (eepalbHOTO TOCYIapCTBEHHOTO KOHTpoJds (Ham3opa) B cdepe oOparieHus
JIEKapPCTBEHHBIX CPEJICTB, MPUHUMAIOTCS CIICAYIONIUE PEIICHHS:

1) o nmanpHeileM TpaxJAaHCKOM 00OpOTE CEepur, MApTUU COOTBETCTBYIOIIETO JIEKapPCTBEHHOTO
CpEICTBa B Ciydae IMOATBEPKICHUS MO pe3ylbTaraM IMPOBEICHHBIX HCIBITAHUA COOTBETCTBHUS KauyecCTBa
JIEKapCTBEHHOTO CPE/ICTBA YCTAHOBICHHBIM TPEOOBAHUSM;

2) 00 U3BATUU U3 TPAKAAHCKOTO 000pOTa CEpHH, MAPTUU COOTBETCTBYIOLIETO JIEKAPCTBEHHOTO
CpEICTBa B Cllyuyae BBISBICHUS IO pe3yJbTaraM IPOBEACHHBIX HCIBITAHUI HECOOTBETCTBHS KayecTBa
JIEKapCTBEHHOTO CPENICTBA YCTAHOBICHHBIM TPEOOBAHUSIM;

3) o mepeBojie JIEKAPCTBEHHOTO CPEACTBA HA TMOCEPUUHBIA BBHIOOPOYHBIM KOHTPOJb KadecCTBa
JIEKapCTBEHHBIX CPEACTB B CIydae MOBTOPHOTO BBISBICHHS HECOOTBETCTBHUS Ka4eCTBA JIEKAPCTBEHHOTO
CpeICTBa YCTAHOBJIEHHBIM TpeOOBaHUSM M (IIPH HEOOXOAMMOCTH) O TPOBEPKE CyOBeKTa oOpareHus
JIEKapCTBEHHBIX CPEACTB. Pacxompl, CBS3aHHBIE C MPOBEICHUEM MOCEPUUHOTO BHIOOPOUYHOTO KOHTPOJIS,
OIJIAUMBAIOTCA TPOU3BOJUTENIEM JIEKAPCTBEHHOTO CpencTBa JHOO0 Jep)kareleM WU BIaJelblieM
PETUCTPAIIMOHHOTO YIO0CTOBEPEHUS JICKAPCTBEHHOTO MIPerapara;

Hngopmayus 06 usmenenusx:

Yacmo 7 dononnena nynkmom 4 ¢ 1 cenmsaops 2024 2. - @edepanvhoiil 3akon om 30 ausaps 2024 2. Ne -
D3

4) 0 CHATMM JIEKAPCTBEHHOI'O CpEJCTBA C IOCEPUITHOIO BHIOOPOYHOIO KOHTPOJISI KayecTBa
JIEKApCTBEHHBIX CpPEACTB Ha OCHOBAaHUM IIOJIOXKHUTEIbHBIX OSKCIEPTHBIX 3aKJIIOYEHUH, BBIIAHHBIX
(benepaabHBIM rOCYIapCTBEHHBIM OIOPKETHBIM YUPEIKICHUEM, MTOJIBEIOMCTBEHHBIM (eIepalbHOMY OpPraHy
UCTIOJIHUTENIbHONW  BJIACTH, OCYHIECTBIAIOIIEMY (YHKIMM 10 KOHTPOII M Haja3opy B cdepe
37IpaBOOXpaHEHUs, WK (peaepaibHOMY OpraHy HCIIOJHUTEIBHOH BIACTH, OCYIIECTBISAIONIEMY (QYHKIUH I10
KOHTPOJIIO M Ha/30py B cepe oOpalleHus JeKapCTBEHHbIX CPEJICTB Ul BETEPUHAPHOIO IIPUMEHEHHUS, Ha
OCHOBAaHMHU IPOTOKOJIA HCHBITAHUN JIEKAPCTBEHHOIO CPEACTBA, IIPOBEJCHHBIX IO BCEM I10KA3aTENISIM
YTBEP)KJIEHHON HOPMAaTHBHON JOKyMEHTAlMM (HOPMATHUBHOIO JOKYMEHTa) B OTHOLIEHHU TpeX Cepuit
JIEKapCTBEHHOI'O CPEACTBA.

8. ®enepanbHbIl TOCYIApPCTBEHHBIN JMIEH3UOHHBIH KOHTPOJIb JESATEIbHOCTH IO IPOU3BOACTBY
JIEKapCTBEHHBIX CPEICTB OCYILIECTBIIAETCS B COOTBETCTBUM C 3aKOHONATeabCcTBOM Pocculickont denepanun.
TAPAHT:

Cm. KOMMeHnmapuu K cmamse 9 HacmosAueco @edepaﬂbnoeo 3dKOHA

HUnpopmayus 06 usmenenusix:

Thasa 4 oononnerna cmamoen 9.1 ¢ 1 urona 2021 2. - @edepanvuviu 3axkon om 11 urons 2021 2. Ne 170-D3
Crarbs 9.1. [Iporpamma npoBepok
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1. B nenax opraHusaiiy BEIOOPOUYHOTO KOHTPOJIS KayecTBa JIEKApCTBEHHBIX CPEICTB (HOpMUpYETCS
IIporpaMMa IpoBEPOK.

2. Jlna uened peanusali MpOrpaMMbl IMPOBEPOK MPOM3BOJUTENM JIEKAPCTBEHHBIX CPEACTB U
OpraHu3aliy, OCYUIECTBIISIONIME BBO3 JIEKAPCTBEHHBIX cpeAcTB B Poccuiickyto ®Denepauuro,
MPENOCTABIAIOT B OTHOWICHHM JIEKAPCTBEHHBIX CPEACTB JUISI MEAMIMHCKOTO IPUMEHEHHS B
YIOJTHOMOYEHHBIH (peepanbHblii OpraH HCHOTHUTEIBLHOW BIIACTH, OCYIICCTBISIOMUNA (DYHKIUU 110
KOHTPONIO W HaA30py B cdepe 3ApaBOOXpAaHEHHUS, B OTHOIIEHWH JIEKAPCTBEHHBIX CPEICTB IS
BETEPUHAPHOTO TPHUMECHEHHUS B YIOJHOMOUYCHHBIM (enepanpHblii OpraH WCIIOJMHUTEIHHOW BJIACTH,
OCYHIIECTBISIOMUN (YHKIIMH 110 KOHTPOIIO M HAJI30py B cdepe oOpalieHus JeKapCTBEHHBIX CPECTB s
BETEPUHAPHOTO NMPUMEHEHUS, CBEJICHUS O CEpUsX, MAPTUSX JEKAPCTBEHHBIX CPEICTB, MOCTYMAIOUIUX B
rpaxaanckuii obopor B Poccuiickoit denepanuu, B MOpsIKe, COCTaBE U 00BEME, YCTAHOBIEHHBIX
yKa3aHHBIMH (efepaibHBIMA OpraHaMU MCTIOTHUTEIBHON BJIACTH B OTHOIIEHHWH JIEKAPCTBEHHBIX CPENICTB
U1 MEOUUMHCKOTO TPHUMEHEHUS W B OTHOUIEHUM JIEKAPCTBEHHBIX CPEIACTB [UJIsi BETEPUHAPHOIO
MIPUMEHEHHUS COOTBETCTBEHHO.

3. Ilporpamma mpoBepok (opMupyeTcs Ha KajleHAapHbId Tox B cpok a0 30 nekabps rona,
MPEIIECTBYIOLIETO TOAY IPOBEACHNUS BHIOOPOYHOTIO KOHTPOJISL.

4. B ciy4yae HACTyIUIEHHMsSI COOBITHI, yKa3aHHBIX B HoamyHkTax "6" u "B" myHkTa 2 4dactu 6
HACTOSAIIECH cTaThH, (efepabHBIM OPraHOM HCIOJHUTENFHOW BJIACTH, OCYIIECTBISIOUIMM (DYHKIMH IO
KOHTPONIO M Haa3opy B cdepe 3apaBoOXpaHEHUs, (enepalbHbIM OpPraHOM HCIOJHUTENbHOM BJIAaCTH,
OCYIIECTBIISIIOIUM (PYHKIIMH TIO KOHTPOIIO M HAA30pY B cepe oOpalieHust JTeKapCTBEHHBIX CPEICTB IS
BETEPUHAPHOTO MPUMEHEHHSI, TP HEOOXOJUMOCTH BHOCSITCSI COOTBETCTBYIOIINE U3MEHEHHSI B IPOTPAMMY
IIPOBEPOK.

5. B mporpamMmy npoBEpOK MOTYT BKIIFOUaThCSI MEPONIPUATHSI C YUETOM HAPYIICHUH, BBISBICHHBIX B
paMKax KOHTPOJIbHBIX (HaJ30PHBIX) MEPOIPUSITHI 32 IPEIbIAYIIUN KaJleHJapHBINA TO/.

6. IIporpaMmma npoBEpOK COAEPIKUT:

1) mepedyeHp JIeKapCTBEHHBIX CPENICTB, OTOOP 00Pa3llOB KOTOPBIX OYAET OCYIIECTBIATHCS B PAMKax
BBIOOPOYHOTO KOHTPOJISA, (POPMUPYEMBIN C YUETOM PE3yJabTaTOB rOCyAapCTBEHHOTO KOHTPONS (Haa30pa) B
cdepe oOpalieHus JEKapCTBEHHBIX CPECTB 33 KaJCHAAPHBIN TOJ, MPEIIICCTBYIONINI TOMy NpPOBEICHHS
BBIOOPOYHOTO KOHTPOJIS;

2) yka3aHuMe Ha COOBITHE, HACTYIUICHHE KOTOPOTO SIBISIETCS OCHOBAaHHEM Il OCYIECTBICHUS
BBIOOPOYHOTO KOHTPOJIA:

Ungpopmayus 06 usmenenusx:

Iloonynkm "a" usmenen c 30 ansaps 2024 2. - @edepansvhulil 3axon om 30 aunsaps 2024 2. Ne 1-D3

CM. npeduloyuiyro pedaxyuio

a) MOIy4YEeHUE CBEICHMI, NPEACTABISEMBIX B COCTaBE M 00bEME, YCTAHOBJIEHHBIX (elepalbHbIM
OpPraHOM HCITOJTHUTEIILHON BIACTH, OCYIICCTBIISIOMMM (YHKIMA TIO KOHTPOJIO W HAA30py B cdepe
37paBOOXpaHeHus, (GeaepalbHbIM OPraHOM HCIOJHHUTEILHOW BIIACTH, OCYILECTBISIOIUM (YHKIMH II0
KOHTPOJIIO M Haa30py B cdepe oOpaiieHus JIEKapCTBEHHBIX CPEACTB ISl BETEPHHAPHOTO IMPUMEHCHHUS, O
CepHsX, IApPTUAX JIEKAPCTBEHHBIX CPENCTB, IMOCTYNAOIIUX B TIPaKIaHCKH 000por B Poccuiickoit
@euepaunn, YKa3aHHBIX B HYHKTG 1 HaCTOSIH_[eﬁ qacTH, OpFaHI/I3aI_[I/ISIMI/I, OC}’H.[GCTBJ'ISHOH_[I/IMI/I
IPOM3BOJCTBO JIEKAPCTBEHHBIX CpeacTB B Poccuiickoii ®enepanvd M BBO3 JEKAPCTBEHHBIX CPEICTB B
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
MU3MEHEHUSM. ..

Poccuiickyro denepanuio, 3a HCKIIOUEHUEM CEPHI WU MapTHil JIeKapCTBEHHBIX MPENapaToB, YKa3aHHBIX B
yacT 4 crateu 52.1 u yactu 6 crarbu 52.2 Hacrosero deaepabHOTO 3aKOHA;

0) monmyyeHUe MOCTyMarollel B MOPSAKe, YCTAHOBICHHOM cTaThelt 64 Hactosuiero denepanbHOrO
3aKoHa, WH(OpPMAIIMKU O TMOOOYHBIX JIEHCTBUSX, HEXKENATSIbHBIX PEAKIUSIX, CEPhE3HBIX HEXKeNaTelbHBIX
peaKkuusx, HEMPeIBUICHHBIX HEXEJIaTeNbHbIX PEeaKIUsIX MPH MPUMEHEHUH JeKapCTBEHHBIX MpEnaparos,
00 WHAMBHIYaTbHON HENEPEHOCHUMOCTH, OTCYTCTBHM 3((EKTUBHOCTH JIEKAPCTBEHHBIX IPENapaTroB, a
Takke 00 MHBIX (PakTax M 00CTOATEIHCTBAX, MPEACTABISIONINX YIPO3y KH3HU WU 30POBBIO0 YEJIOBEKa
nu00 >KMBOTHOTO TPHU TNPUMEHEHHH JIEKAPCTBEHHBIX MPENapaToB W BBISBICHHBIX Ha BCEX JTamax
oOpallieHus JTeKapCTBEHHBIX MpemnaparoB B Poccuiickoii @enepanyi U Apyrux rocyaapcrpax;

B) nonyuyeHue B cooTBeTcTBUM ¢ DenepanbHbiM 3akoHoM oT 31 mrons 2020 roma N 248-®d3 "O
TOCYIapCTBEHHOM KOHTpoOJe (Haa30pe) M MYHHUIMIIAILHOM KOHTpoje B Poccmiickori ®Denepanun”
CBEJICHUN O TMPUYMHEHUH Bpela WM 00 yrpo3e NMPUYMHEHUs BpeAa >KU3HHU, 370POBBI0 TPAXKIAH WIH
KUBOTHBIX.

Unghopmayus 06 usmenenusx:

Haumenosanue usmeneno c 19 aszycma 2024 2. - @edepanvhuiil 3axon om 8 aseycma 2024 2. Ne 232-D3

Cum. npeduvioyuyio pedaxyuro
Cratbs 9.2. [ocynapcTBeHHBIM KOHTPOJIb (HAA30p) 3a pealn3alueil HCTIOTHUTEIbHBIMA OpraHaMu
cyonsekToB Poccuiickoit dexepannn moaHOMOUM B cdepe OOpalieHus JIeKapCTBEHHBIX
CPEICTB AJIsi MEIULUHCKOTO TPUMEHEHUS

Hnghopmayus 06 usmenenusix:

Yacmo 1 usmenena c 19 aszycma 2024 2. - @edepanvuuiii 3axon om 8 aseycma 2024 2. Ne 232-P3

Cm. npedviOyuyro pedakyuro

1. TocymapcTBEeHHBIN KOHTPOJIb (HAI30p) 3a peanu3anueil HCTIOTHUTEIFHBIMA OpraHaMu CyObEKTOB
Poccuiickoit ®@enepanuu nosrHoMounii B cepe oOpalieHus JeKapCTBEHHBIX CPEACTB JUIsl MEAULIMHCKOIO
IIPUMEHEHUs1 OCYIIECTBIIsIeTCS ynoiaHoMo4deHHbIM IIpaBurensctBom Poccuiickoii @enepanuu opraHoM
VCIIOJTHUTEIIbHOM BIJIACTH.

Hngopmayus 06 usmenenusix:

Yacmo 2 usmenena c 19 aszycma 2024 2. - @edepanvuuiii 3axon om 8 ageycma 2024 2. Ne 232-D3

Cm. npedvioyuyio pedaxkyuro

2. IlpenmeTroM TrOCYIapCTBEHHOTO KOHTpPOJS (HAa30pa) 3a peanu3aliedl HCIOTHUTESIbHBIMU
opranamu cyobekToB Poccuiickoit deneparu nomHoMounii B cepe oOpalieHus JeKapCTBEHHBIX CPEICTB
JUIS. MEIMIIUHCKOTO TPUMEHEHHUS ABJISIETCS COOJIOIEHUE YIIOTTHOMOUYEHHBIMHU UCIIOJHUTENbHBIMA OpraHaMu
cyonbekToB Poccuiickoit @enepanui METOIMKH YCTaHOBICHHS MTPEEIbHBIX pa3MepOB ONTOBBIX HAZ0AaBOK U
NpEAEIbHBIX Pa3MEPOB PO3HUYHBIX HAJ0ABOK K (PAKTUYECKHM OTIIYCKHBIM LI€HAM, YCTAHOBJIEHHBIM
IIPOU3BOAMTENSAMH JIEKAPCTBEHHBIX MPENaparToB, Ha JEKapCTBEHHBIE IPENaparhl, BKIIOUEHHbIE B IIEPEUYEHb
’KM3HEHHO HEOOXOIMMBIX U Ba)KHEHIIINX JIEKAPCTBEHHBIX MPENapaToB.

HUnpopmayus 06 usmenenusix:

Yacmo 3 usmenena c 19 aszycma 2024 2. - @edepanvuuiii 3axon om 8 aseycma 2024 2. Ne 232-P3
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
WU3MEHEHUSIM. ..
Cm. npedblOyuyio pedaxyuro

3. Ilpu ocymecTBIeHMM TOCYAapCTBEHHOIO  KOHTpois  (Hazx3opa) 3a  peanusaluei
UCTIOTHUTENBHBIMU OpraHamMu cy0bekToB Poccuiickoit @enepanuu noiaHoMounii B chepe oOpaiieHus
JIEKapCTBEHHBIX CPEJCTB JJISI MEAULIMHCKOTO IPUMEHEHUS IPOBOJIATCS CIEIYIOIINE BUbI MEPOIIPUSITHMN:

1) noKymMeHTapHbIE€ IPOBEPKU;

2) BBIE€3/IHBIE TTPOBEPKHU.

Hnghopmayus 06 usmenenusix:

Yacmo 4 usmenena c 19 aseycma 2024 2. - @edepanvusiii 3akon om 8 aseycma 2024 2. Ne 232-D3

Cm. npedviOyuyro pedaxkyuro

4. Opranuzainuss ¥ OCYIIECTBICHHE TOCYIAPCTBEHHOIO KOHTPOJIA (HaA30pa) 3a peanu3anuein
UCTIOJIHUTENILHBIMU OpraHamMu cyObekToB Poccuiickoit Denepanuu noiaHOMOUWid B cdepe oOpameHus
JICKApPCTBEHHBIX CPEACTB I MEIUIIMHCKOTO MPUMEHEHHs peryaupyroTcs DenepanbHbIM 3akoHOM OT 21
nekabpst 2021 roga N 414-03 "OO6 o0muUX MPUHIUINAX OPraHU3alUU MYOIHMYHON BIACTH B CYyOBEKTax
Poccuiickoit ®enepanuun’.

Unghopmayus 06 usmenenusx:

Yacmoe 5 usmenena c 19 aseycma 2024 2. - @edepanvusiii 3akon om 8 aseycma 2024 2. Ne 232-D3

Cum. npeduioyuyio pedaxyuro

5. HonoxeHne O TOCYIapCTBEHHOM KOHTposie (Haa30pe) 3a peanus3alieil HMCIONHUTEIbHBIMU
opranamu cyonrekToB Poccuiickoit @eneparyy moJHOMOUYHH B cepe oOpaieHus JIeKapCTBEHHBIX CPEICTB
JUUIE MEIUIIMHCKOTO TTpUuMeHeHus yTBepkaaercs [IpaButensctBoM Poccuiickoit @enepanuu.

HUnpopmayus 06 usmenenusix:

Iasa 4 oononnena cmamoeti 9.3 ¢ 1 urons 2021 e. - @edepanvusiii 3akon om 11 uronsn 2021 2. Ne 170-D3
Crarbsi 9.3. PermoHalbHBIA TOCYIapCTBEHHBIM KOHTPOJIH (HAI30p) 3a NMPUMEHEHHEM IIEH Ha
JICKapCTBEHHBIC TIperaparbl, BKIIOUEHHBIE B TIEPEUYCHb JKU3HCHHO HEOOXOIMMBIX U
BaXHEHIIINX JIEKAPCTBEHHBIX MPETapaTroB

Unghopmayus 06 usmenenusx:

Yacmw 1 usmenena c 19 aseycma 2024 2. - @edepanvnvuii 3akon om 8 ageycma 2024 2. Ne 232-D3

Cm. npeduloyuiyro pedaxyuio

1. PervoHabHBIA rOCYIApPCTBEHHBIN KOHTPOJIb (HAA30p) 3a NPUMEHEHHEM LIEH Ha JIEKAPCTBEHHBIE
HpenapaTLI, BKJIFOUCHHBIC B Hepe‘IeHb KHNU3HCHHO HCOGXOI[I/IMBIX nu Ba)KHCﬁH.IPIX HeKapCTBeHHbIX
[peraparoB, OCYLIECTBISIETCS MCIOJIHUTENBHBIM OpraHoM cyObekra Poccuiickoii  Denepanum,
YIIOJIHOMOUYEHHBIM BBICIIUM HCIIOJHUTEIBHBIM OpraHoM cyobekTa Poccuiickoii @eneparui.

Unghopmayus 06 usmenenusx:

Yacmo 2 usmenena ¢ 1 cenmsabps 2024 2. - @edepanvrviil 3axkon om 8 ageycma 2024 2. Ne 323-D3

Cm. npedvloyuiyro pedaxyuio

2. TIpeaMeToM perMoHajabHOIO rOCYIApPCTBEHHOIO KOHTPOJsS (Haa30pa) 3a NMPUMEHEHHWEM IIEH Ha
JICKapCTBeHHBIe HpenapaTLI, BKJIFOUCHHBIC B HepequL KU3HCHHO H€06XOI[I/IMBIX nu Ba)KHefIIHHX
JIEKAPCTBEHHBIX IIPENApaToB, ABISETCSA COOMIONEHUE OPraHu3alUsIMU ONITOBON TOPrOBIIU JIEKAPCTBEHHBIMH
CpeI[CTBaMI/I, AIlITCYUHBIMHU OpFaHI/ISaHI/IHMI/I, I/IH,Z[I/IBI/II[yaJ'IBHBIMI/I HpeI[HpI/IHI/IMaTeJ'ISIMI/I, NMCHOIIINUMHAU
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

JUIEH3UI0 Ha (apMaleBTHUECKYIO JeSTeNbHOCTh, MEAMIIMHCKUMH OpraHU3alusM{, HMEIOIIUMU
JTUICH3UI0 Ha (apMareBTHUECKYIO JeSTEIIbHOCTh, M WX 000COOJCHHBIMU  MOPA3/ICICHUSIMH,
PacToNIOKEHHBIMH B CEJIbCKMX HACENIEHHBIX MYyHKTaX, B KOTOPBIX OTCYTCTBYIOT allT€UHbIE OpraHHU3allH,
MpU peau3aliy JEKapCTBEHHBIX MpenapaTroB TpeOOBaHUN K NMPUMEHEHMIO 1I€H, YPOBEHb KOTOPHIX HE
JOJPKEH TMpeBBIIaTh CyMMY (DaKTUYeCKOW OTIYCKHOM II€HbI, YCTaHOBJIEHHOW MPOU3BOAUTEIEM
JIEKapCTBEHHBIX MPENaparoB, U KOTOPhIE HE MPEBBIIIAIOT 3aPETUCTPUPOBAHHBIX MPEAETBHBIX OTITYCKHBIX
IIEH, U pa3MepoB OMNTOBBIX HaI0aBOK M (WJIM) pa3MEpOB PO3HUYHBIX HAJA0aBOK, HE MPEBBIIIAIOIINX
COOTBETCTBEHHO Pa3MEpOB MPEICIIbHBIX ONTOBBIX HAJ0AaBOK M (HMJIU) Pa3MEpPOB MPENETbHBIX PO3SHHUYHBIX
HaJ0aBOK, YCTAHOBIICHHBIX B cyObekTe Poccuiickoit Denepannm.

3. Opranuzanusi ¥ OCYHIECTBJIEHHE PErMOHAIBHOTO TOCYAapCTBEHHOTO KOHTPOJs (Haa3opa) 3a
MPUMEHEHHEM 1IeH Ha JICKApCTBEHHBIE IMperaparhl, BKIIOUEHHbIE B TIEPEUYCHb KU3HEHHO HEOOXOIUMBIX U
BaXHEHMIINX JIEKAPCTBEHHBIX NpPENapaToB, peryiaupyrorcs PenepanbHbiM 3akoHoM oT 31 utong 2020 roga
N 248-®3 "O rocymapCTBEHHOM KOHTpoJie (Haa30pe) M MYHHIHMIIAJILHOM KOHTpoje B Poccuiickoi
Odenepanun.

Hnghopmayus 06 usmenenusix:

Yacmo 4 usmenena c 19 aseycma 2024 2. - @edepanvusiii 3akon om 8 aseycma 2024 2. Ne 232-D3

Cm. npedviOyuyto pedaKyuro

4. TlonoxxeHne 0 PETMOHAIBLHOM IOCYJapCTBEHHOM KOHTpOJIE (HAA30pe) 3a MPUMEHEHHEM IIEH Ha
JIEKapCTBEHHBIE IIperaparbl, BKIIOUYCHHBIE B IIE€PEUYCHb JHKU3HEHHO HEOOXOAMMBIX M BAXKHEHIINX
JICKApCTBEHHBIX IPETaparoB, YTBEPXKAAETCsl BHICIIUM HCIOJHUTEIBFHBIM OpraHoM cyownekra Poccuiickoit
denepanuu.

Ungpopmayus 06 usmenenusx:

Iasa 4 oononnena cmamoeti 9.4 ¢ 1 urons 2021 e. - @edepanvusiii 3akon om 11 uronsn 2021 2. Ne 170-D3

Crarbs 9.4. @DenepanbHbIl TOCYIAPCTBEHHBIM JIMIIEH3UOHHBIA KOHTPOJIb JEATEIBHOCTH TIO

MIPOU3BOJICTBY JICKAPCTBEHHBIX CPEJICTB

1. denepanbHblii TOCYIapCTBEHHBINA JIUIEH3UOHHBIA KOHTPOJIb JESATENBHOCTH IO IMPOU3BOACTBY
JIEKapCTBEHHBIX CPEACTB OCYHIECTBIsIeTCsT  (efepalbHBIMA  OpraHaMd  HCIIOJIHUTEIBHONW — BIIACTH,
ynoimHoMoueHHbIMU [IpaButenbctBoM Poccuiickoit deneparum.

2. @enepalibHbI TOCYIAPCTBEHHBIH JIMLEH3UOHHBIA KOHTPOJIb JESATEIBHOCTH IO IMPOU3BOACTBY
JIEKapPCTBEHHBIX CPEJCTB OCYIIECTBISETCS B COOTBETCTBUU ¢ PenepalbHbIM 3akoHOM OT 4 mas 2011 roma
N 99-®3 "O nuieH3upoBaHUM OTACIBHBIX BUJIOB JesTeabHOCTH" U DenepanbHbIM 3akOHOM OT 31 urons
2020 roma N 248-®3 "O rocymapCTBEHHOM KOHTpoJie (Haa30pe) M MYHHUIUITAJIBHOM KOHTpOJie B
Poccwmiickoit ®eneparuun". B pamkax (denepanbHOro TOCYIapCTBEHHOTO JIUIICH3MOHHOTO KOHTPOJIS
JESTENIbHOCTH 10 TPOU3BOJCTBY JIGKAPCTBEHHBIX CPEJCTB IUIAHOBBIE KOHTPOJIbHBIE (HAI30pHBIC)
MEpOTPUSITHST HE TPOBOMASTCS, MPU ITOM MPOBOJUTCA MEPUOAMUYECKOE MOATBEPKIACHHUE COOTBETCTBUS
JIUTIEH3WATOB JIUIIEH3MOHHBIM TPEOOBaHUAM B cOOTBeTCTBUM ¢ DenepanbHbiM 3akoHOM OT 4 Mas 2011 roga
N 99-®3 "O nuieH3upOBaHUH OTACIBHBIX BUIOB JIESITEILHOCTH" .
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..
I'masa 5. Pazpadorka, 10KJIMHUYECKHE UCCJIE0BAHMS JIEKAPCTBEHHBIX CPEICTB, a TAKKe
KJIMHUYECKHe UCC/IeJOBAHUS JIEKAPCTBEHHBIX NMPENapaToB /i1 BETEPMHAPHOI0 NPUMEHEHU

Cratba 10. PazpaboTka nekapCcTBEHHBIX CPEICTB

1. Pa3paboTka neKapCTBEHHBIX CPEACTB BKIIOUAaET B ce0S TOWCK HOBBIX (DapMakoJIOTHUYECKH
AaKTUBHBIX BEIIECTB, IMOCJEAYIONIee W3YYECHUE UX JIGKAPCTBEHHBIX CBOMCTB, JOKIMHHYECKHUE
HCCTIEIOBaHMsI, Pa3pabOTKy TEXHOJOTHUH TMPOU3BOACTBA (papManeBTUUECKUX CyOCTaHIUM, pa3paboTKy
COCTaBOB M TE€XHOJIOTUH IPOU3BOJICTBA JIEKAPCTBEHHBIX MPENapaToB.

2. duHaHCOBOE OOECTICUeHNE Pa3padOTKH JICKAPCTBEHHBIX CPEJICTB OCYIIECCTBIISICTCS 3a CUET:

1) cpencTB denepanibHOTO OOIKETA;

2) cpencTB pa3pabOTYMKOB JIEKAPCTBEHHBIX CPEIICTB;

3) cpeACTB MNPOU3BOAMTENEH  JIEKAPCTBEHHBIX  CPEJICTB MPU  BBIMOJIHEHUH  HAY4YHO-
HCCTIENOBAaTENbCKUX PAbOT TO JIOTOBOPY MEXAY pa3padOTUYMKOM JIEKAPCTBEHHBIX CPEACTB U
MIPOU3BOIUTEIIEM JICKAPCTBEHHBIX CPE/ICTB;

4) UHBIX HE 3aIPEIICHHBIX 3aKOHOAaTeIbcTBOM Poccutickoit deneparimyn MCTOYHUKOB.

3. ITpaBa pa3zpa®oTunka JEKapCTBEHHOTO CPEJICTBA OXPAHSAIOTCS [PAXIaHCKUM 3aKOHOIATEIbCTBOM.
TAPAHT:

Cm. KOMMeHnmapuu K cmamse 10 HacmosAueco @e@epaﬂbﬂoeo 3dKOHA

Crarbsn 11. JlOKIMHMYECKOE UCCJIEIOBAHUE JICKAPCTBEHHOTO CPEIACTBA JUISI MEIUILIMHCKOTO
MPUMEHEHUs

1. EOKHI/IHI/I‘-IGCKOG HCCICAOBAHUC JICKAPCTBCHHOI'O CPEACTBA IJId MCIAUMIMHCKOIO MNPUMCHCHHA

HPOBOAMTCS IyTeM IPUMEHEHUS HayYHBIX METOJOB OIICHOK B LENSX MONYYCHUs JI0KA3aTeNIbCTB
0e30macHOCTH, KauecTBa U 3(PPEKTUBHOCTH JIEKAPCTBEHHOTO CPE/ICTBA.

Ungpopmayus 06 usmenenusx:

Yacmo 2 usmenena c 30 saneaps 2024 2. - @edepanviviii 3akon om 30 aneapsa 2024 2. Ne [-D3

Cum. npeduvloyuyio pedaxyuro

2. JIOKIMHHYECKOE HCCIIEOBAHMUE JIEKAPCTBEHHOTO CPENICTBA ISl MEIULMHCKOTO MPUMEHEHUS
MPOBOJIUTCSA B COOTBETCTBUU C TPABWJIAMHU HAJUICKAIICH JTA0OpATOPHON MPAKTUKH, YTBEPKICHHBIMU
EBpa3uiickoil 5KOHOMUYECKON KOMUCCHUEH.

Hngopmayus 06 usmenenusx:

Yacmo 3 usmenena c 30 ansapsa 2024 2. - @edepanvhsii 3akon om 30 aneaps 2024 2. Ne 1-D3

CMm. npedvldyuivio pedakyuio

3. Jlyis opraHu3aniy ¥ NpOBEAEHUS JOKIHHUIECKOTO HCCIIEN0BAHMUS JIEKAPCTBEHHOTO CPEACTBA ISt
MEIUIIMHCKOTO TPHUMEHEHHsI pa3pabOTYMKHU JIEKAPCTBEHHBIX CPEACTB BIIPaBE MPHUBIEKATh HAy4HbIE
OpraHu3anum, o0pa3oBarelibHbIE OPraHU3alMU BHICIIEr0 00Opa30BaHUS W MHBIE OPraHU3aldd, UMEIOIIHNE
HEOOXOIMMYIO  MaTepUaIbHO-TEXHUYECKYyl0  0a3y W KBaJU(HUIMPOBAHHBIX  CIICLUAINCTOB B
COOTBETCTBYIOILEH 00JIACTH HCCIIEI0BAHUS.

4. I[OKHI/IHI/ILIGCKOG HCCIICOIOBAHUEC HeKapCTBeHHOFO CpeI[CTBa I MEAUITUHCKOI'O HpI/IMeHeHI/IH
IPOBOIUTCS 10 YTBEPKACHHOMY Pa3pabOTUHUKOM JIEKAPCTBEHHOTO CPEICTBA IIaHy C BEIECHHEM IIPOTOKOJA
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

ATOTO MCCIIEIOBAHUS U COCTABICHUEM OTYETa, B KOTOPOM COJIEPKATCsl pe3ybTaThl ATOTO UCCIEIOBAHUS U
3aKJIFOYEHHE O BO3MOKHOCTH IPOBEACHUS KIMHMYECKOTO MCCIIEI0BAaHUS JIEKApCTBEHHOIO IMpenapara yis
MEIMIIMHCKOTO TPUMEHEHHUS.

Unghopmayus 06 usmenenusx:

DedepanvHvlm _3akonom om 22 Oekabpa 2014 . Ne 429-D3 6 uacmv 5 cmamovu 11 Hacmoswezo
DedepanvbHozo 3aKOHA 6HeCeHbl UsMeHeHUs], gcmynarowue 8 cuty ¢ 1 urons 2015 e.

Cm. mekem wacmu 8 npedviovuyeli pedaxKuuu

5. [IpoBenenHue mpoBepoK COOMIONEHUS MPAaBUI HAITICKAIIEH JTa0OpATOPHOUN NPAKTUKH M MPABOBBIX
HOPM HCIIOJIb30BAHUS JKUBOTHBIX IPHU MPOBEACHHH JOKIMHUYCCKHUX HMCCIACIOBAHUM JICKapCTBEHHBIX
CpeI[CTB I MCAULIUHCKOI'O HpI/IMeHCHI/ISI OCYH_ICCTBJI}IGTCSI YHOHHOMO‘-IGHHBIM (bellepaJIBHBIM OpFaHOM
HCIIOJHUTEIBHON BIIACTH.

Hnghopmayus 06 usmenenusix:

Yacmo 6 usmenena c 30 ansapsa 2024 2. - @edepanvhsii 3akon om 30 aneaps 2024 2. Ne 1-D3

Cm. npedvldyuivio pedakyuio

6. PesynbraThl JOKIMHUYECKOTO MCCIICAOBAHUS JICKAPCTBEHHOTO CPEICTBA I MEAMIIMHCKOTO
INPUMEHEHHUS MOTYT OBITh IPEACTABICHBI B YIIOJHOMOYEHHBINH (hefmepanbHblii OpraH HCIOIHHTEIBHOM
BJIACTH B YCTAHOBIICHHOM IOPSIJIKE B LIEJSIX PETUCTPAIIMH JICKAPCTBCHHOTO Tperapara.
TAPAHT:

Cm. kommenmapuu k cmamoe 11 nacmosiujeco PedepanbHoco 3aKoHa

Crarbst  12. JIOKIMHUYECKOE MCCIEIOBAaHUE JIEKAPCTBEHHOIO CpEACTBA U  KIMHHUYECKOE
HCCJIEIOBaHNE JIEKAPCTBEHHOTO Tpenapara JJisi BETEpUHAPHOTO MPUMEHEHUS
1. JIOKIMHUYECKOE HCCIICIOBAHKE JIEKAPCTBEHHOTO CPEACTBA Uil BETEPUHAPHOTO NPUMEHEHUS
MPOBOJUTCS TyTEeM TMPUMEHEHHUS HAyYHBIX METOJOB OIIGHOK B IENAX TIOJYyYEHUS J0Ka3aTeIbCTB
6e30macHOCTH, KauecTBa U I(GEKTUBHOCTH JICKAPCTBEHHOTO CPEJICTBA, B TOM YHUCIIE ONpPEECIICHUS CPOKa
€ro BBIBEJICHUS U3 OpraHU3Ma JKMBOTHOTO, B IEJIsIX oOecriedeHus: 0€30MacHOCTH NMPOAYKIIUU KUBOTHOTO
MIPOUCXOXKACHUS MTOCIIC TPUMEHEHHS COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO Tperapara.

I/Ill(ﬁopﬂilﬂﬂl}l 00 UBMEHEHUSIX:

Yacmo 2 usmenena c 1 mapma 2026 2. - @edepanvubiii sakon om 31 urons 2025 2. Ne 304-P3

CMm. npedvldyuivio pedakyuio

2. JIOKIMHHYECKOE MCCIIEI0BaHUE JIEKAPCTBEHHOIO CPEACTBA M KIMHUYECKOE HCCIIEI0BAHHIE
JICKapCTBCHHOFO HpenapaTa JUIA BeTepI/IHapHOFO HpI/IMeHeHI/IH, HCCIICIOBAHUC 6H03KBI/IBaHeHTHOCTI/I
YKa3aHHOIO JIEKAPCTBEHHOIO IIperapara IPOBOAATCS B COOTBETCTBHM C IPaBOM EBpasuiickoro
SKOHOMMUYECKOTO COH3a.
TAPAHT:

Cm. Memoouueckue ykazanus "llpogedenue KauecmBeHHbIX UCCAE008AHUN OUOIKBUBALEHMHOCTIU
Jekapcmeennvix cpeocms”, ymeepoicoenuvie Munzopascoypaszsumus Poccuu om 30 aseycma 2004 e.

3. JIOKIMHUYECKOE HCCIIEJOBAaHUE JICKAPCTBEHHOTO CPEJACTBA M KIMHUYECKOE HCCIIeI0BaHUE
JIEKAapCTBEHHOTO TIpernapara Juisi BETEPUHAPHOTO MPUMEHEHHUS TMPOBOIATCS IO YTBEPKICHHOMY
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

pa3paboTUMKOM JIEKQpPCTBEHHOTO CpENCTBA IUIaHy C BEACHHEM IIPOTOKOJIOB JTHUX HCCIEAOBAaHUN H
COCTaBJICHUEM OTUETOB, B KOTOPBIX COEPKATCS PE3yIbTAThl 3TUX UCCIICIOBAHUN.

4. JIns opraHu3alvi U MPOBENEHUS TOKIMHUYECKOTO HUCCIIEeIOBAHMS JIEKAPCTBEHHOTO CPENCTBA U
KJIIMHUYECKOTO MCCIIeI0BaHUS JIEKAPCTBEHHOTO Mpenapara JUisi BETEpUHAPHOTO MPUMEHEHUsT pa3paboTInK
JIEKapCTBEHHOTO CPEJCTBA MOXKET MpPHBIEKATh OpraHU3allMd, WMEIOLIHe HEOoOXOJUMYI0 MaTephalbHO-
TEXHUUYECKYIO 0a3y U KBaTU(PUITMPOBAHHBIX CIICIIUATICTOB B COOTBETCTBYIOIICH OOIACTH UCCIICIOBAHISL.

5. Kinunuyeckue ucclieqoBaHus JEKapCTBEHHBIX MPENaparoB JUisi BETEPUHAPHOTO MPUMEHEHUS
MPOBOJSITCS. B BETEPUHAPHBIX OpraHU3alUsIX MU B OPraHU3alMsIX, OCYIIECTBISIIONINX pa3BeACHUE,
BBIpAIIUBaHUE U COJIEP’KAHUE )KUBOTHBIX, B LIEJSAX:

1) ycTaHOBJIEHHS IEPEHOCUMOCTH JIEKAPCTBEHHBIX MPENapaToB 3710POBBIMU KUBOTHBIMH;

2) mombopa ONTHUMAJbHBIX JO3MPOBOK JIEKAPCTBEHHBIX IMIpermaparoB W Kypca JI€UeHHs Ha
KOHKPETHOM TpyIIe )KUBOTHBIX C OMPECIICHHBIM 3a00JI€BaHUEM;;

3) ycraHoBineHHs ~ Oe3omacHOCTH U AI(PQPEKTUBHOCTH  JIEKAPCTBEHHOTO  Tpernapara,
MpeIHA3HAYCHHOTO IS JICYCHHS OIPEIEICHHBIX 3a00JIeBaHUN KUBOTHBIX, WiH 3(deKTuBHOCTH
JIEKapCTBEHHOTO Mpenapara s NpopUIaKTUKH 3a00I€BaHN 3JOPOBBIX JKUBOTHBIX;

4) u3ydeHUsT BO3MOXXKHOCTEW pACIIMPEHUs TMOKa3aHUM K TNPUMEHEHHIO 3aperMCTPUPOBAHHOTO
JIEKapCTBEHHOTO MpernapaTa 1 BbISIBICHHS paHee HEM3BECTHBIX NOOOYHBIX ICHCTBUH.

6. KnuHuueckoe wuccienoBaHHE JIEKApCTBEHHOIO Mpernapara JJil BETEpPUHAPHOIO NPUMEHEHUS
OCYIIECTBIISIETCS 3a CUET CPEJICTB pa3padOTUHKa JIEKAPCTBEHHOTO CPE/ICTBA.

7. Otuerbl O pe3ynbTaTax JdOKJIMHUYECKOIO MCCIEAOBAaHUS JIEKApCTBEHHOIO CpEJICTBA U
KITMHUYECKOTO MCCIEI0BAaHUS JIEKAPCTBEHHOTO Tperapara Jijisl BETepUHAPHOTO MPUMEHEHHS COCTABISIOTCS
pa3paboTUNKOM JIEKAPCTBEHHOTO CPEJCTBA C YISTOM 3aKIIIOYCHHI OpraHu3alnuii, MPUHUMABIIUX YIaCTHE B
OpraHHu3aIiy U MMPOBEICHUH ITUX UCCIIETOBAHMIA.

8. KonTponb 3a mnpoBeaeHHEM JTOKIMHUYECKUX HCCIICIOBAHUN JIEKAPCTBEHHBIX CPEACTB U
KIMHUYECKUX  MCCIENOBaHUM  JIGKAPCTBEHHBIX  TMpEnaparoB JAJs  BETEPUHAPHOTO  MPUMEHEHHUS
OCYIIECTBIISIETCS YIIOTHOMOYEHHBIM (heIepaTbHBIM OPTAaHOM HCIIOIHUTEIBHOMN BIIACTH.

TAPAHT:

Cm. KOMMeHnmapuu K cmamse 12 HacmosAueco @e@epaﬂbﬂoeo 3dKOHA

Hnghopmayus 06 usmenenusix:

Haumenosanue uzmeneno c 30 aunsaps 2024 2. - @edepanvhuiii 3axon om 30 aunsaps 2024 2. Ne 1-D3

Cm. npedvioviyyro pedaxuuio

I'naBa 6. OcymecTB/IeHHe TOCYIapPCTBEHHOM perncTpauiy, perucTpauuu JeKapCcTBeHHbIX
npenaparos

HUnpopmayus 06 usmenenusix:

Haumenosanue uzmeneno c 30 ansaps 2024 2. - @edepanvusiii 3akon om 30 aneaps 2024 2. Ne [-D3

Cum. npedbloywyio pedaxyuro
Crarbs 13. [ocynapcTBeHHasl peruCTpaliys, PETUCTpaLis JIEKapCTBEHHBIX IPENapaToB

Hnugpopmayus 06 usmenenusx:
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..
Yacmo 1 usmenena c 30 ausapsa 2024 2. - @edepanvhsii 3akon om 30 aneaps 2024 2. Ne 1-D3

Cum. npeduloyuyio pedaxyuro

1. B Poccuiickoii ®Pexnepaiuy I0MYyCKAlOTCS MPOU3BOJCTBO, XpPaHEHUE, IEpEeBO3Ka, BBO3 B
Poccuiickyro @enepannro, BeiBo3 U3 Poccuiickon ®denepanyu, pexkinama, OTIYCK, pealu3anus, nepenaya,
MIPUMEHEHHE JIEKapCTBEHHBIX MPEMapaToB, €CIM OHU 3apETUCTPUPOBAHbI YIIOTHOMOYEHHBIM (hefepaibHbIM
OpPraHOM HCIIOJHUTENBHOW BJIACTH B COOTBETCTBHHM C HacTosmmMm @DenepanbHbIM 3aKOHOM JHOO B
COOTBETCTBHUH C AKTaMH, COCTaBJISOIMMU ITpaBo Coro3a.

2. l'ocynapcTBeHHOM perucTpanuy MnoJiesKar:

1) Bce JekapCcTBEHHBIC Tpemapathl, BIIEPBHIE IMOJICKAIIUNE BBOAY B oOparieHue B Poccuiickoit
Oenepanuu;

2) nekapcTBEHHbIE Tpenaparbl, 3aperucCTpUPOBAaHHBIE paHee, HO MPOU3BEIACHHBIE B JIPYTUX
JIEKapCTBEHHBIX (JOpMAaX B COOTBETCTBUHM C IEPEUYHEM HAWMEHOBAHHI JIGKAPCTBEHHBIX (HOpM, B HOBOI
JIO3UPOBKE MIPU 0KA3aTEIbCTBE €€ KIMHNYECKONH 3HaUUMOCTH U 3(h(HEKTUBHOCTH;

3) HOBBIE KOMOWHAIIMY 3aPETUCTPUPOBAHHBIX paHEe JIEKAPCTBECHHBIX MPENapaToB.

Hngopmayus 06 usmenenusix:

Yacmo 3 usmenena c 30 saneaps 2024 2. - @edepanvuviii 3akon om 30 aneapsa 2024 2. Ne [-D3

CMm. npedvloyuyio pedakyuio
3. TocymapcTBeHHasi perucTpanus JIEKapCTBEHHBIX IPENapaToB OCYILECTBISETCS [0 pe3ylbraTraM
OKCIIEPTH3BI JICKAPCTBEHHBIX CPECTB.

Unpopmayus 06 usmenenusix:

Yacmo 4 usmenena c 1 mapma 2026 2. - @edepanvubiii sakon om 31 urons 2025 2. Ne 304-D3

Cm. npedvldyuivio pedakyuio

4. TocynapcrBeHHast perucTpaus JICKApCTBECHHOTO npernapara OCYIIIECTBIISCTCS
COOTBeTCTBYIOI]_[I/IM YHOJIHOMO‘IGHHBIM (bellepaHBHBIM OpFaHOM I/ICHOHHI/ITCHBHOﬁ BJIaCTHU B CpOK, HC
NPEBBIMIAIOIIMNA CTa MIECTHISCATH PaOOYMX JTHEW CO JHS TPHHATUS 3asBICHHS O TOCYIapCTBEHHOM
peFI/ICTpaHI/II/I J'IeKapCTBeHHOFO npenapaTa JJIsT MEOUITUHCKOT'O HpI/IMeHeHI/IH, U B CpOK, HC HpeBBIH_IaIOHH/Iﬁ
CTa BOCbMH pabOuYMX JHEH CO JHS MPUHATHS 3asBICHHUS O TOCYAaPCTBECHHOM PETUCTPAIMH JICKAPCTBEHHOTO
mpenapara Jjis BETEPHHAPHOTO MPUMEHEHMs. B yKka3zaHHBIN CPOK BKIIOYAETCS BpeMsl, HE0OX0IuMoe st
MOBTOPHOTO TPOBENEHHSI DKCIEPTU3bI JICKAPCTBEHHOTO CPEJACTBA B COOTBETCTBHHM CO CTarbeil 25
Hacrosero denepanbHoro 3akoHa. CpoK roCymapCTBEHHOW pPErMCTpaldy JIEKApCTBEHHOIO Iperapara
UCUUCIIAETCS CO JHS TPHHATHS COOTBETCTBYIOIIMM  YIOJHOMOUYCHHBIM  (pe/iepaibHbBIM  OPraHOM
UCTIOJIHUTEILHOW ~ BJIACTH  COOTBETCTBYIONIETO  3asBJICHHSA O  TOCYIAPCTBEHHON  PETHUCTpAIlUH
JICKApCTBCHHOTO  Tpernapara ¢ TMPWIOKEHHEM HEOOXOAMMBIX JOKYMEHTOB IO JIEHb  BbIJIauu
PETUCTPAIIMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO Mpernapara. BpeMs, HeoOXoaumMoe JUIs HampaBIeHUsS
YIIOJIHOMOUYEHHBIM ~ (Je/IepaibHBIM  OpPraHOM HCIIOJHHUTENBHOW BIAcTH 3ampoca O TPEACTaBICHUU
HeO6XO)II/IMI)IX MaTepI/IaJ'IOB nu HpeI[CTaBHeHI/ISI 3aj4BUTCIICM OTBCTA Ha HaHHLIﬁ 3anpoc B COOTBECTCTBUU CO
cratbaMu 16, 19 u 23 Hactosiiero denepajabHOr0 3aKOHA, HE YYMTHIBACTCS TPU HMCUYHUCICHUU CPOKa
rOCYIapCTBEHHOMN PErUCTPAIliH JICKAPCTBECHHOTO Iperapara.

5. TocynapCTBEHHOM perucTpaIiy He MOJIekar:

Hngpopmayus 06 uzsmenenusix:

Ilynkm 1 uzmenen ¢ 1 mapma 2025 2. - @edepanvuviii 3akon om 30 oexadpsa 2021 2. Ne 463-D3
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..
Cm. npedblOyuyio pedaxyuro

1) nexkapCTBEHHbBIE Mpemnaparbl, U3TOTOBJIECHHBIE ANTEUYHBIMU OpPraHU3ALMIMHU, BETEPUHAPHBIMU
anTeYHbIMU OPTraHU3aLUsIMH, UHAUBUAYAJIbHBIMU TNPEANPUHUMATEISAMU, KOTOPbIE MMEIOT JIMIEH3UIO Ha
(dapManeBTUIECKYI0 JeSTeNLHOCTh, IO pEeIleNnTaM Ha JIGKAPCTBEHHBIC Mpenapatsl W TpeOOBaHUSIM
MEIMIIMHCKUX OpraHMU3alvii, BETEpPUHAPHBIX OpraHu3aluid WIM OpraHu3aluil (MHAUBUAYAIbHBIX
MIpEeANPUHUMATENICH ), OCYIIECTBISIIONINX pa3BeICHIE, BBIPAIIIMBAHUE U COJIEPIKAHKE KUBOTHBIX;

2) nexkapCTBEHHbIE Mpenaparsl, IpruodpeTeHHbIe (PU3NUECKUMH JILIaMu 3a Tpeaenamu Poccuiickoi
denepanvu 1 MpeaHa3HAYCHHbBIE JJI1 TUYHOTO UCTIONh30BAHUS;

3) nexapcTBEHHBIE Mpenapatsl, BBo3uMbIe B Poccuiickyro denepanuio s okazaHUs MEIUIIUHCKOM
MOMOIIM IO XU3HEHHBIM IMOKA3aHUSM KOHKPETHOTO MallMeHTa Ha OCHOBAHUHM DPAa3pEIICHHs, BBIJIAHHOTO
YIOJTHOMOYEHHBIM (heiepaibHbIM OPraHOM HCTIONIHUTEIBHOMN BIACTH;

4) nexkapcTBEHHBIE CpeNCTBa, BBO3UMbIE B Poccuiickyro denepaiiio Ha OCHOBAaHUHM BBIJAHHOTO
YIOJTHOMOYEHHBIM (pe/iepaIbHbIM OpraHOM HCIIOJIHUTENBHON BIACTH pa3pelieHus U MpeaHa3HaueHHbIE
JUIS. TIPOBEJICHUS KJIMHUYECKUX UCCIIEIOBAaHUN JIEKAPCTBEHHBIX TMpernapartoB u (WJIM) TMPOBEICHUS
SKCIEPTU3bl  JIEKAPCTBEHHBIX  CPEACTB Il  OCYIIECTBICHHMS  TOCYAApCTBEHHOM  perucrpauuu
JIEKapCTBEHHBIX MPEIapaTos;

5) bapmanieBTHUECKHE CYOCTAHITNN;

6) pamuodapmarieBTHUECKHE JICKApPCTBEHHBIC Mperaparhl, M3TOTOBICHHBIC HEMOCPEJACTBCHHO B
MEIMIIMHCKUX OpTaHM3alMsIX B MOPSAAKE, YCTAHOBICHHOM YIOJIHOMOYEHHBIM (enepanbHbIM OpPraHoM
WCIIOJIHUTENLHOMN BIACTH;

7) nekapcTBEHHBIE MIpenaparhl, MPOU3BOJUMBIE AJIs HKCIIOPTA,

Unghopmayus 06 usmenenusx:

Yacmo 5 dononnena nynkmom 8 ¢ 1 cenmsaops 2024 2. - @edepanvhuiil 3akon om 30 ausaps 2024 2. Ne -
D3

8) OMOTEeXHOJIOTHYECKHE JIEKapCTBEHHBIE Ipernaparbl, NpelHa3HAuYCHHbIE Ui NPUMEHEHUS B
COOTBETCTBUM C HWHIMBHIYAJIBHBIM MEIWLIHMHCKUM HAa3HAYCHHEM M CIELUAJIbHO HM3TOTOBIICHHBIC [UIS
KOHKPETHOTO NalluE€HTa HETMOCPEACTBEHHO B MEIUIMHCKON OpraHM3allM, B KOTOPON MPUMEHSETCS TaKOu
OMOTEXHOJIOTUYECKUN  JIEKapCTBEHHBIM  Ipenapar, UMEIONIME B CBOEM COCTaBE COCAUHEHHS,
CUHTE3UPOBAaHHBIE 10 pE3ylbTaTaM I'€HETUYECKUX MCCIIECIOBAHNUN MaTepualla, IOJIy4YeHHOIO OT MalMeHTa,
JUISL KOTOPOTO W3TOTOBJICH TaKOW OWOTEXHOJOTMUYSCKHHA JICKapCTBEHHBIM mpemnapar. [lepeueHb
MEIUIMHCKUX OpraHu3aliii, UMEIOMUX MPaBO W3TOTABIMBATh U MPUMEHATh TaKHe OMOTEXHOIOTUYECKUE
JIEKapCTBEHHBIE Ipenaparsl, yreepxkaaerca lIpasurensctBom Poccuiickonn denepanuu. Paspemenne Ha
NPUMEHEHHE TaKUX OMOTEXHOJOIMYECKUX JIEKAPCTBEHHBIX IPENaparoB BbIIAETCS YIOJIHOMOYEHHBIM
denepanbHBIM OpPraHOM HCIIONHUTEIBHOM BJIAcTH B IOPSAIKE, YCTaHABIMBaeMOM lIpaBUTENHCTBOM
Poccuiickoit @eneparun. [lopsaaok oOpaiieHns TakuX OMOTEXHOJIOTHYECKHUX JEKAPCTBEHHBIX MPENapaTos,
BKJIOYAsl TIOPSIOK UX U3TOTOBJIEHUS, IPOBEACHUS IKCIIEPTU3bI, OCYIIECTBICHUS KOHTPOJIS KaueCTBA TaKUX
OMOTEXHOJIOTUYECKHUX JICKAPCTBEHHBIX IpEenaparoB, NPUMEHEHHUs, XpPaHEHHs, TPAHCIOPTUPOBKU MU
YTHIM3AIMA TaKUX OWOTEXHOJOTHMYECKUX JIEKAPCTBEHHBIX IPENaparoB, a Takke TPeOOBaHHA K TaKUM
OMOTEXHOJIOTUYECKUM  JIEKAPCTBEHHBIM  IpernaparaM W MEIMIMHCKUM  OpraHM3alusaM,  HUX
M3TOTABJIMBAIOLIMM U IPUMEHSIOINM, ycTaHaBiauBarorces [IpaButensctBoM Pocceniickon ®enepanun.

Hnghopmayus 06 usmenenusix:
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U3MEHEHUSIM. ..

Cmamus 13 dononnena uacmoio 5.1 ¢ 1 cenmsaops 2024 e. - @edepanvusiii 3axon om 30 sneaps 2024 2. Ne
1-D3

5.1. 3asBieHHe O PEruCTpallU¥ BOCIPOM3BEIECHHOIO JIEKAPCTBEHHOIO Ipemnapara AJis
MEIUIIMTHCKOTO TPUMEHEHHs] MOXET OBITh TOJaHO B YIOJHOMOYEHHBIH (erepanbHblii  opraH
WCIIOJIHUTENIbHOM ~ BJIACTH, OCYIIECTBISIIOIIUMN  TOCYIAPCTBEHHYIO  PETUCTPAIUI0  JIEKaPCTBEHHBIX
[IpEenaparoB, [0 WCTEUYEHUU YETHIPEX JIET C JaThl T'OCYIapCTBEHHOM pErucTpalud WIM PEeTrUCTpalyuu
pedepeHTHOTOo IEKapCTBEHHOTO Mpemnapara s MeIUIMHCKoro mpuMeHeHus B Poccuiickoit deneparuu.

Ungpopmayus 06 usmenenusx:

Cmamus 13 dononnena uacmoio 5.2 ¢ 1 cenmsaops 2024 2. - @edepanvusiii 3axon om 30 sneaps 2024 2. Ne
1-D3

5.2. 3asBieHue O perucTpauuu OMOaHAJIOroBoro (OMOMOJOOHOrO) JIEKAPCTBEHHOIO Ipernapara
(Omoananora) /Ui MEAMIIMHCKOTO TMPUMEHEHUSI MOXKET OBITh TOJaHO B YIIOJHOMOUYEHHBIN (enepanbHbIit
OpraH HCIIONHUTENBFHON BIACTH, OCYLIECTBISIONIMN TOCYIApPCTBEHHYIO DPErHCTPAIMIO JIEKAPCTBEHHBIX
npenapaToB sl MEAWIWHCKOTO TPHMEHEHHs, 1O HMCTEYCHHWH TpeX JIeT C JaThl TOCYAapCTBEHHOM
PETHCTPALK WIIN PETUCTPAaLUK peepeHTHOTO JIeKapCTBEHHOTO npemnapara B Poccuiickoit @enepanui.

Ungopmayus 06 usmenenusix:

Cmamuws 13 odononnena uacmoio 5.3 ¢ 1 cenmsaops 2024 2. - @edepanvhsiii 3axon om 30 sneaps 2024 2. Ne
1-D3

5.3. He nomyckaeTcs HCIOJNb30BaHHE B KOMMEpUECKHX IeNax HMH(OpManuMu O pes3yabrarax
JOKIIMHUYCCKUX I/ICCJ'IGJIOBaHI/II\/'I J'IeKapCTBeHHBIX Cpe)ICTB U KIIMHUYCCKUX I/ICCJ'IGI[OBaHI/Iﬁ HeKapCTBeHHBIX
[penaparoB sl MEIULMHCKOIO TMPUMEHEHMs, MPEACTABICHHON 3asBUTENIEM /i1 TOCYAapCTBEHHOU
PErUCTpAllM WM PETUCTPAIMU JICKAPCTBEHHOTO Mpemnapara, 0e3 ero comiacus B TEYCHHE IIECTH JIET C
JaThl TOCYNAapCTBEHHOW PETUCTPAlMM WU PETUCTpaluu pedepeHTHOro JIEKapCTBEHHOTO Mpernapara B
Poccuiickoit @enepanuu.

6. He nonyckaeTcst rocygapcTBeHHasi perucTpalus:

1) nexkapCTBEHHBIX IpPENaparoB, OTIMYAIOIIMXCA JPyr OT Jpyra KaueCTBEHHBIM COCTaBOM
JIEUCTBYIOLIUX BEIIECTB, NI0J] OJUHAKOBBIM TOPTOBBIM HAMMEHOBAHUEM;

Ungpopmayus 06 usmenenusx:

Ilynkm 2 usmenen ¢ 15 urons 2018 e. - @edepanvusiii 3akon om 4 uions 2018 2. Ne 140-D3

Cm. npedwldyuivio pedakyuio

2) OfHOTO JIEKAPCTBEHHOI'O Mpernapara, MpeACTaBICHHOTO Ha TOCYIapCTBEHHYIO PETHCTPAIUI0 B
OTHOIIICHWHA OJHOTO M TOTO K€ JepKareis WM BJaaeiblla PETUCTPAIMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOTO TMperapara B BHAE JBYX M Oojiee JICKapCTBEHHBIX IMPENaparoB IO Pa3TUYHBIMH
TOpFOBI)IMI/I HAaNMMCHOBAHUIMU.

Ungpopmayus 06 usmenenusx:

Yacmoe 7 usmenena c 30 saneapsa 2024 2. - @edepanvhviii 3akon om 30 aneapsa 2024 2. Ne [-D3

Cm. npedwldyuivio pedakyuio

7. Tlo 3ampocy B 53JeKTpOHHOH (opMe cCyObekTa OOpalleHHs JIEKApCTBEHHBIX CPEICTB
COOTBGTCTByIOHII/IM YHOJIHOMO'-IGHHLIM (1)6[[CpaJ'II>HI)IM OpFaHOM I/ICHOJ’IHHTGJ’IBHOﬁ BJIaCTH,
OCYIIECTBISIFONIMM TOCYIAPCTBCHHYIO PETHCTPAIINIO JICKAPCTBEHHBIX MPENaparoB, B YCTAHOBICHHOM HM
LOPSJIKE OCYIIECTBISIETCS HAydyHOE KOHCYJIBTHPOBAHHE II0 BOMPOCAM, CBSI3aHHBIM C IPOBEICHUCM
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JOKIMHUYECKUX HCCIIEAOBAHUHN, KIMHUYECKUX HCCIEJOBAHUN JIEKAPCTBEHHBIX MPENapaToB, IKCIEPTH3BI
KauecTBa JICKAPCTBEHHBIX CpeAcTB, d3((deKkTHBHOCTH ¥ 0GE30MacHOCTH, C  OCYIIECTBICHUEM
rOCyIapCTBEHHOW pErucTpaluu JEKapCTBEHHBIX INpernaparoB. KoHCyabTHpOBaHHE OCYIIECTBISETCS C
MpHUBIICYCHUEM (eIepaTbHBIX TOCYNAPCTBCHHBIX OOKETHBIX YUPEKICHHH, TTOBEIOMCTBCHHBIX JAHHOMY
denepanbHOMY OpraHy HCIOJIHUTEIBHON BIACTH M HE YYAaCTBYIOIIMX B OpraHU3allMu TMPOBEICHUS
AKCIIEPTU3bl KAYeCTBAa JIGKAPCTBEHHBIX CPEACTB B IEJIIX OCYIIECTBICHUS HMX TOCYIapCTBEHHON
perucTpai B COOTBETCTBUM cO crarhedl 16 Hacrosimero dexepanbHOro 3aKkoHa, B BHUAE OTBETa B
MUCHbMEHHOW (hopMe YIOITHOMOUEHHOTO (eaepaibHOr0 OpraHa HWCIOJHUTENFHONW BIIACTH Ha 3ampoc.
Pa3mep B3umaemoli ¢ 3asiBUTENS IJIAThI OMpPEeNsieTcsl B COOTBETCTBHM C 3aKOHONATeNbeTBOM Poccuiickoit
denepanuu 00 OpraHU3aIUH MTPEIOCTABICHUS TOCYJaPCTBEHHBIX U MYHHUIIUTIATBHBIX yeryr. MHbopMmarus
00 OCYIIECTBIIEHUU HAYYHOTO KOHCYIBTHPOBAHHUSA, B TOM YHCIIE CTaThU, 0030phl, CIIPABOUYHbIE MaTepuabl
¥ wHasg MHpopMaIys 00 OCYIIECTBICHUN HAYYHOTO KOHCYJIBTHPOBAHWS, Pa3MemlaeTcss Ha o(HIMaILHOM
caiiTe YMOJTHOMOYEHHOTO (heaepalbHOTO OpraHa WCIOJHUTEIbHON Bimacth B cetn "MHTepHeT" C
COONIFOZICHMEM  OTPAaHWUYCHUN, YCTAHOBJICHHBIX 3aKOHOIATEIBCTBOM O TICPCOHAIBHBIX JaHHBIX,
KOMMEPYECKOH U (MJTH) TOCYTapCTBEHHOM TaiHE.

Unghopmayus 06 usmenenusx:

Yacmo 8 usmenena ¢ 8§ mapma 2022 2. - @edepanvuvii 3akon om 8 mapma 2022 2. Ne 46-D3

Cum. npeduvioyuyio pedaxyuro

8. TocymapcTBeHHass perucTpanus JIEKApPCTBEHHBIX IIPENApaToB, KOTOPHIE IPEIHA3HAYEHBI JUIS
IIPUMEHEHUsT B  YCIOBUAX BOCHHBIX JCUCTBUH, 4YPE3BBIYAMHBIX CUTyallMi, MPELyNpPEKACHUS
Ype3BbIYANHBIX CUTyallud, NPOQUIAKTUKY U Je4eHHs 3a00JIeBaHMM, MPEICTABISAIOIIMX OMACHOCTh JUIS
OKpYXKAIOIINX, 3a00J€BaHUN M MOPAKEHUH, MOJYYCHHBIX B pe3y/bTare BO3ACHCTBHS HEOIArompuUsTHBIX
XUMUYECKUX, OMOJIIOTMYECKHUX, PaIUAaLMOHHBIX ()AaKTOPOB, U KOTOpbIE pa3pabOTaHbl B TOM YHUCIE IO
3a7jaHnIo (peFepabHBIX OPTaHOB UCIIOJIHUTEIBHON BIACTH, YIOJTHOMOYEHHBIX B 00JaCTH OOOPOHBI CTPAHBI
u 0e30MacHOCTH TIOCYNapcTBa, a TAKXKe JIEKAPCTBEHHBIX CPEACTB B CiIydae MX JeQEKTypbl WM pHUCKa
BO3HUKHOBEHHUS Je(PEeKTyppl B CBS3M C BBeJACHHMEM B oTHomeHuu Poccuiickoiri denepanuun
OTPaHUYMUTENIBHBIX MEpP SKOHOMHUYECKOIO XapakTepa OCYLIECTBIIACTCS B IOPSAJKE, YCTAHOBICHHOM
IIpaBurensctBoM Poccuiickoit denepanumu.
TAPAHT:

Cm. kommenmapuu k cmamue 13 nacmosaweco PedepaivbHo2o 3aKOHA

HUnpopmayus 06 usmenenusix:

Dedepanvrvim_3akonom om 22 oekaops 2014 2. Ne 429-D3 cmamwvs 14 nacmosweco Dedepanivroco
3AKOHA U3NOJHCEHA 8 HOBOU pedakyuu, gcmynaroueli 6 cury ¢ 1 urons 2015 .

Cm. mexkcm cmambuu 8 npedbloyuiel pedaKyuu

Crarbs 14. [IpyHUIUIBI SKCHIEPTU3BI JIEKAPCTBEHHBIX CPENICTB

1. DxcniepTr3a JIGKAPCTBEHHBIX CPEJCTB OCHOBBIBACTCS HA MPUHIIUIAX 3aKOHHOCTH, COONIOMEHUS
npaB U CBOOOJI 4YeNOBEeKa M TpakJaHWHA, TMpPaB IOPUIUUYECKOTO JIMIA, HE3aBUCUMOCTU JKCIIEpTa,
OOBEKTHBHOCTH, BCECTOPOHHOCTH U TIOMHOTHI HCCIICOBAHUN, TMPOBOAMMBIX C HCIIOJIB30BaHUEM
COBPEMEHHBIX JOCTHKECHMM HayKM M TEXHHMKH, OTBETCTBEHHOCTH (heepajabHOr0 ToCyIapCTBEHHOTO
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OIOKETHOTO YYpEXKJICHUS IO TPOBEICHUIO HSKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB U HIKCIEPTOB 3a
MIPOBE/ICHUE U KAYECTBO IKCIIEPTU3HI.

2. DKcrepTH3a JIEKApCTBEHHBIX MPENapaToB sl MEIUIIMHCKOTO MPUMEHEHHS BKJIIOUaeT B ceOsl:

Unghopmayus 06 usmenenusx:

Ilynkm I usmenen ¢ 30 aneapsa 2024 2. - Dedepanvuuiii 3axon om 30 aunsaps 2024 2. Ne 1-D3

Cm. npedvloyuiyro pedaxyuio

1) oKcHepTu3y MAOKYMEHTOB, MPENCTABIECHHBIX IS ONpPENEIEHUS BO3MOKHOCTH PacCMarpuUBarh
JICKapCTBCHHbIﬁ HpenapaT A MCOUITMHCKOTI'O HpI/IMeHeHI/ISI B Ka4C€CTBC Op(baHHOFO J'IeKapCTBeHHOFO
npenapara;

Hnghopmayus 06 usmenenusix:

Ilynkm 2 usmenen ¢ 30 aneaps 2024 2. - Dedepanvuuiii 3axon om 30 aunsapsa 2024 2. Ne 1-D3

Cm. npedvldyuivio pedakyuio

2) SKCHEePTH3y NPEIOKESHHBIX METOIOB KOHTPOJISI KayecTBa JICKAPCTBEHHOTO CPEACTBA U (WJIN)
KauecTBa MPEACTaBICHHBIX 00Pa3IIoB JIEKAPCTBEHHOIO CPEICTBA C UCIIONIb30BaHHEM dTHX METOIOB (Jaee -
IKCIIEPTH3a KaueCTBa JICKAPCTBEHHOTO CPE/ICTBA);

3) OKCIEpTH3y OTHOIICHHS OXHIACMOH TIOJNB3bI K BO3MOXHOMY DHCKY IPHMEHCHHS
JICKApCTBEHHOTO Tpernapara;

HUnpopmayus 06 usmenenusix:

Yacmw 2 oononnena nynkmom 4 ¢ 1 mapma 2020 2. - Dedepanvusiii 3axkon om 27 oekaops 2019 2. Ne 475-
D3

4) sKkcnepTHU3y pPETUCTPALMOHHOIO J0ChE€ Ha JIEKapCTBEHHBIM Ipenapar B LENSIX ONpeAciIeHUs
B3aMMO3aMEHAEMOCTH JIEKAPCTBEHHBIX MPENApaToB Il MEAULIMHCKOTO IPUMEHEHUS.

3. DKcnepTHu3a JIEKapCTBEHHBIX NpPENaparoB AJisi BETEPUHAPHOIO NMPUMEHEHMs BKIIIOUAET B ceOs
SKCIIEPTU3y KauyecTBa JIEKAPCTBEHHOIO CPEICTBA M SKCIEPTU3Y OTHOIICHUS OXUIAAEMOUM MOIb3bl K
BO3MOKHOMY PHUCKY IIPUMEHEHMsI JICKAPCTBEHHOTO IIpernapara.

TAPAHT:

Cwm. Ilonooicenue o nopsoke SKCnepmu3ol, UCNLIMAHUA U PEUCMPAYUU 6eMEPUHAPHBIX npenapamos 6 Pd,
ymeepacoenHoe 1 1a8HbiM 20Cy0apcmeeHHbIM 6emepuUHapHbvimM uncnekmopom P® 3 okmsabpa 1995 e.

Cm. KOMMeHnmapuu K cmamse 14 HacmosAuweco @edepaﬂbnoeo 3dKOHA

Unpopmayus 06 usmenenusix:

Cmamos 15 usmenena c 30 aunsaps 2024 2. - @edepanvhwii 3axon om 30 aneaps 2024 2. Ne 1-D3

Cm. npedvldyuivio pedakyuio
Crarest 15. denepanbHOe TOCYIApCTBEHHOE OIOMKETHOE YUYPEXKJICHUE I10 TPOBEICHHIO
BKCHepTI/ISI)I J'IeKapCTBeHHI)IX Cpe}ICTB
DKcnepTr3a JIGKapCTBEHHBIX CPEICTB MPOBOIUTCS (eiepaibHbIM TOCYIapCTBCHHBIM OFOKETHBIM
YUPEKIACHUEM COOTBETCTBYIOMIETO YITOJHOMOYEHHOTO (elepaabHOro OpraHa HMCIOJHHTEIBHON BIacTH,
CO3MIaHHBIM U OOCCIICYCHHS HUCIIOJNIHEHHS TMOJHOMOYMU 3TOro (elepaabHOro opraHa IO BbIIaye
paspellleHuii Ha NpPOBEICHHE KIMHUYECKUX HCCIeOBAaHUM JIEKapCTBEHHBIX IpernapaToB U (WIK) IO
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rOCyIapCTBEHHOW perucTpanuu (perucTpalvy) JIEKapCTBEHHBIX MpenaparoB (ganee - OJKCIepTHOe
YUpEXKIECHUE).

TAPAHT:

Cm. KOMMeHnmapuu K cmamse 15 HacmosAueco @edepaﬂbﬂoeo 3dKOHA

Hnghopmayus 06 usmenenusix:

DedepanvHuim_3axoHom om 22 Oexabpsa 2014 2. Ne 429-D3 naumenosanue cmamovu 16 Hacmoswe2o
DedepanvbHozo 3aKOHA U3N0NHCEHO 68 HOBOU pedaKkyuu, scmynarouiei 6 cuny ¢ I urona 2015 e.

Cm. mekcm HauMeHo8aHUs 8 npedvloyuiell pe0aKyuy

Crarbs 16. Opranu3zaius poBEACHUS SKCIIEPTU3BI JIEKAPCTBEHHBIX CPEACTB

1. Dxkcmepruza JIEKapCTBEHHBIX CPEICTB MPOBOJUTCA KOMHCCHEH HSKCHEPTOB HKCIEPTHOIO
YUpEXKJIeHUs, HA3HAUEHHOM €ro pyKOBOAWUTEIEM, HAa OCHOBAaHUHU 3aJaHHUs Ha IMPOBEICHUE DKCIEPTHU3BI
JICKapCTBEHHOTO CPEJICTBA, BBIJAHHOTO YIIOJIHOMOYCHHBIM (eepallbHbIM OPraHOM HWCHOTHHTEIHHOM
BjacTu. PykoBonuTeNb SKCIIEPTHOTO YUPEKICHHUS OOECHeurBaeT HajJiexallee MPOBEACHHE SKCIEPTU3bI
JICKapCTBEHHBIX CPEJICTB B COOTBETCTBHM C 3aJaHMEM, BBIIAHHBIM YIOJHOMOYEHHBIM (eaepaabHbIM
OpraHOM HCIOJHUTENbHOM BIACTH, U OpraHU3yeT MOJIrOTOBKY CBOJHOTO 3aKIIOYEHHS 3TOM Komuccuu. B
COCTaB ITOM KOMHUCCHH IO PEIICHUIO PYKOBOAMTENS IKCIEPTHOTO YUPEKICHUS MOTYT OBITh BKJIFOYCHBI B
KaueCcTBE JKCIIEPTOB JIMIla, HE padoTarouiie B JaHHOM SKCIEPTHOM YUPEXKICHUH, €CIH UX CIleHuaTbHbIE
3HAHUS HEOOXOAMMBI JIJISl TPOBEICHUSI IKCIIEPTU3BI U TAKUE IKCHEPThI OTCYTCTBYIOT B IAHHOM SKCIIEPTHOM
YUpEXKICHUU.

2. DKCnepToM MO NPOBEICHUIO SKCIEPTU3bl JICKAPCTBEHHBIX CPEJCTB SIBISETCA ATTECTOBAHHBIN
pabOTHUK SKCIIEPTHOTO YUPEXKJEHUS, KOTOPbIII HMeEEeT BbICIIEe MEIUIMHCKOe, (apMaleBTHUECKOE,
OHoNIorMYecKoe, BETEPUHAPHOE WIM XUMHUYECKOe 00pa30oBaHHME U MPOBOAMT IKCIEPTU3Y JIEKAPCTBEHHBIX
CPEICTB B MOPSAKE UCIIOIHEHUS! CBOUX JIOJDKHOCTHBIX 00S3aHHOCTEH (J1ajiee - SKCIepT).

3. Ilpu npoBeeHNH SKCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB IKCIEPT HE MOXKET HAXOJUTHCS B KaKOM-
1100 3aBUCUMOCTH OT JIMIIa, HA3HAYMBIIIETO 3Ty SKCIEPTU3Y, Pa3paboTYnKa JeKapCTBEHHOTO CPEICTBA UITU
JIPYTUX 3aUHTEPECOBAHHBIX B PE3yJbTaTaxX dKCIEPTU3HI JIMII.

HUnpopmayus 06 usmenenusix:

Yacmo 4 usmenena c 30 saneaps 2024 2. - @edepanviviii 3akon om 30 aneapsa 2024 2. Ne [-D3

Cm. npedvioviyyro pedaxkuuio
TAPAHT:

Tonoocenusa vacmu 4 (8 peoaxyuu Pedepanrvroeo 3axona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npecocmasienus 20CyO0apCmeeHHbIX YCaye npu 00paujenu i1eKapCmeeHHbIX cpedcma Osi MEOUYUHCKO2O0
npumenenus nocpeocmeom EIVC3 u (unu) EILY, npumensiomes c 1 aneapa 2026 e. Pecucmpayuonnvie
YOOCmosepeHus 1eKapCmeeHHblX NPenapamos 0iisk MeEOUYUHCKO20 NPUMEHEHUs, noomeepicoarowue Gaxm
20CYy0apCcmeenHHol  pecucmpayuu, Ha OYMAd€CHOM Hocumene U  OYOIUKaAmvl  pe2ucmpayuoHHbIX
Y00OCmoGepeHUll J1eKApCMEEeHHbIX Npenapamos Ons MeOuyuHcko2o npumernenus ¢ 1 saneapsa 2026 2. ne
8610a10Mcsl

llonoowcenusn wacmu 4 (8 pedaxyuu Pedepanvrozo zaxona om 30 ausaps 2024 2. Ne 1-D3), kacarowuecs
npeoocmasienus 20Cy0apCmeeHHbIX YCye npu 00paweHul 1eKapCmeeHHbIX CpeoCcmea 01 6emMepUHaAPHO2O
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npumeHnenus nocpedcmeom EII'Y, npumensiomca c 1 sneapsa 2026 2. /[yonuxamsl pe2ucmpayuoHHbIX
y0OoCmogepeHUll 1eKapCmeeHHblX Npenapamos 0ns eemepunapno2o npumenenus ¢ 1 aumeaps 2026 2. ne
8b10AOMCSL

4. Tlpu TpPOBENEHUU OKCIEPTHU3Bl JIEKAPCTBCHHBIX CPEICTB HE JOIYCKAeTCs HCTpeboBaHUE
HKCIEPTOM Y 3asBUTENsl JTUOO WHBIX JIUI[ MaTepHalioB, HEOOXOAMMBIX JIsi MPOBEACHUS SKCHEepTU3bl. B
CiTydae HeJJOCTaTOYHOCTHU MPECTABICHHBIX SKCIIEPTY MAaTEPHUAIIOB B INYHBIA KAOMHET 3asIBUTEIIS B SUHON
rocylapCcTBEHHOW HH(OPMAIIMOHHOW cucTeMe B cdepe 3apaBooxpaHeHHs (Janee - equHas CUCTeMa)
OKCIEPTHBIM YUPEKICHHUEM HAMPAaBISETCS 3alMpoc O TMPEACTAaBICHHM HEOOXOAMMBIX MAaTepUANIOB,
MOJNMUCAaHHBIA PyKOBOAUTENEM (YIIOJTHOMOYEHHBIM JIULIOM) SKCIEPTHOTO YUPEXKIEHUS C MCIIOJIb30BaHUEM
YCUJICHHOW KBATM(DUIIMPOBAHHOMN DIEKTPOHHOW IOJITUCH.

Hnghopmayus 06 usmenenusix:

Yacmo 4.1 usmenena c 30 aneaps 2024 2. - Pedepanvhwvui 3axon om 30 aunseaps 2024 2. Ne 1-D3

Cm. npedvioviyyro pedaxkuuio
TAPAHT:

Tonoocenus yvacmu 4.1 (8 pedaxyuu Pedepanvroeo 3axona om 30 aunsaps 2024 2. Ne [-D3), kacarowuecs
npedocmasieHus 20Cy0apCmeeHHblX Yciye npu 00paujeHul 1eKkapCmeeHHblx cpeocms Oisi MeOUYUHCKO20
npumenenus nocpeocmeom EITUC3 u (unu) EILY, npumensiomes c 1 aneapa 2026 e. Pecucmpayuonnvie
Y00OCmo8epeHUsl 1eKapCmMBEeHHbIX NPenapamos 0l MEOUYUHCKO20 NPUMEHEHUs, NoOomeepicoarowue gakm
20CY0apCmeenHol  pecucmpayuu, Ha OYMAdX€CHOM Hocumene U  OVOIUKaAmvl  pe2ucmpayuoHHbIX
Y0OCmoGepeHUll J1eKApPCMEEeHHbIX NPenapamos Ons Meouyuncko2o npumernenus c¢ 1 saneapsa 2026 e. ne
8b10AOMCSL

Tonoocenus yvacmu 4.1 (8 pedaxyuu Pedepanrvroeo 3axona om 30 aunsaps 2024 2. Ne [-D3), kacarowuecs
npeoocmasienus 20Cy0apCmeeHHbIX YCye npu 00paweHul 1eKapCmeeHHbIX cCpeoCcma 0 6emMepUHaAPHO2O
npumenenus nocpedocmeom EII'Y, npumensiomca c¢ 1 sneapsa 2026 2. /[yonuxamsl pe2ucmpayuoHHbIX
Y0OCmoGepeHUll 1eKapCmeeHHbIX Npenapamos 0ns 6emepunapno2o npumenenus ¢ 1 aueaps 2026 2. ne
8610ar0Mmcsl

4.1. 3asBUTENH 00SI3aH HANIPABUTH B JINYHBIA KAOMHET SKCIIEPTHOTO YUPEKICHUS B SIIUHON CHCTEME
MOJITUCAaHHBIA YCUJICHHON KBaMM(UIUPOBAHHON AIEKTPOHHON IMONMHUCBHI0 OTBET Ha 3alpOC SKCIEPTHOTO
VUpEXKICHUS B CPOK, HE TPEBBHINIAIOIINN JCBIHOCTA padOYMX MHEW CO JHS TONYYCHHS JKCIIEPTHBIM
YUpEXKJIEHUEM JJIEKTPOHHOTO YBEIOMIICHHS O TIOJyYEHUHU 3asBUTeNleM 3ampoca. Bpems co aHd
HATPAaBJICHUS SKCIIEPTHBIM YUYPEKICHUEM B JIMYHBIA KAOWHET 3asBUTENsl B €IMHON CHCTEME 3ampoca O
MPECTaBICHUN JOTOJIHUTENbHBIX MAaTEpUajoB /10 JHS HaIlpaBlICHUS 3asgBUTENEM B JIMYHBIM KaOWHET
AKCIEPTHOTO YUPEIKICHUS B €IUHONW CUCTEME OTBETA Ha 3alpOC HE YUYUTHIBACTCS MMPU MCUUCICHUU CPOKA
MIPOBEICHUSI SKCIIEPTU3BI JIEKAPCTBEHHOTO CPEJICTBA.

I/Ill¢0p]ﬂal/ﬂl}l 00 UBMEHEHUSIX:

Yacms 4.2 usmenena c 30 sneapsa 2024 2. - @edepanvuuiii 3akonu om 30 aneaps 2024 2. Ne [-D3

Cm. npedvioviyyio pedaxkuuio
TAPAHT:

Tonoxcenus yacmu 4.2 (8 pedaxyuu @edepanvrozco 3axona om 30 ausaps 2024 2. Ne [-D3), kacaowuecs
npedoCcmasienus 20CyO0apCmMEeHHbIX YCaye npu 00paujenuu 1eKapCmeeHHbIX cpeocme Osi MEOUYUHCKO2O
npumenenus nocpeocmeom ETUC3 u (unu) EITY, npumensromes ¢ 1 aneapsa 2026 e. Pecucmpayuonmsie
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YOOCmMoBepeHUst 1eKaApCMBEHHbIX NPenapamos 0l MeOUYUHCKO20 NPUMEHEeHUs, NoOmeepicoarowue haxkm
20Cy0apcmeenHou  pecucmpayuu, Ha OYMAdXCHOM Hocumene U  OYOIUKamvl  pecucmpayuoHHbIX
YOOCmoBepeHUll J1eKAPCMBEHHbIX NPenapamos Oas MeOuyuHckoeo npumernenus c¢ 1 saneapsa 2026 . He
8610a10MCsl

llonoowcenusn uacmu 4.2 (6 peoaxyuu Pedepanvrozo 3axkoua om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npecocmasienus 20Cy0apCmeeHHbIX YCye npu 00paweHul 1eKapCmeeHHbIX cCpeoCcmea 01 6emMepUHaApPHO2O
npumenenus nocpeocmeom EIILY, npumenstomes c 1 aneapsa 2026 e. /[ybaukamel pecucmpayuoHHbIX
YOOCmOoBepeHUll 1eKapCmeeHHbIX Npenapamos 0jisi 8emepunaprHo2o npumenenus ¢ 1 aueaps 2026 e. ne
8b10aromcsl

4.2. Ecnu 3asBUTENEM B COOTBETCTBUMU C 4HacTbio 1.1 crarbu 30 wmnm yacthio 2 crarbu 34
HacTosimero denepanbHOTO 3aKOHA MPEICTaBICHA KOMUS PEHICHHs] YMOJIHOMOYEHHOIo (eaepaabHOro
opraHa HWCHOTHUTENBLHOW BIACTH O TMpOBeACHUH (HapMaleBTUYECKOW WHCIEKIIMH IPOU3BOACTBA
JIEKapCTBEHHBIX CPEJICTB [UIsl MEIUIIMHCKOIO MPHUMEHEHHUS Ha COOTBETCTBHE TpPEOOBAHUSAM MpPaBUI
HaJUIe)KALEd IIPOU3BOJACTBEHHOM IPAaKTUKUA EBpPasMiCKOrO 3KOHOMHUYECKOIO CO03a, JKCIEpPTy M0
o(OopMIIEHHUsI PE3yJabTaTOB IKCHEPTU3HI JIEKAPCTBEHHOTO CPEJCTBA MPEICTABISIETCS KOMHUS 3aKIIOYEHHUS O
COOTBETCTBUU  TPOU3BOAMUTENS  JICKAPCTBEHHBIX CPEIACTB  TpPeOOBAaHUSAM  MPaBHI  HAJUICKAIICH
MIPOU3BOACTBEHHON NPAaKTHUKH, BBIJAHHOTO YIOJHOMOYEHHBIM (eiepalbHbIM OPraHOM HCIOJIHUTEIHHON
BJIACTH, WM KOMUS CEepTU(PHUKATA COOTBETCTBUS TMPOM3BOIUTENS JICKAPCTBEHHBIX CPEACTB IS
MEIMIIMHCKOTO TPUMEHEHHUS TpeOOBaHWSAM TMpaBWI HaJUIekKalled MPOU3BOACTBEHHON MPAKTUKU
EBpa3uiickoro 5KOHOMUYECKOTO COI03a.

I/Ill(ﬁopﬂilﬂﬂl}l 00 UBMEHEHUSX:

Yacmo 4.3 usmenena c 30 sneaps 2024 2. - @edepanvusiii 3akon om 30 ansapsa 2024 2. Ne [-D3

CM. npedbloyuyio pedaxyuro

4.3. 3asBUTEIH 00S3aH HAMPABHUTH B JIMYHBIN KAOMHET KCIIEPTHOTO YUPESKICHHSI B €IMHON CUCTEME
KOIMIO 3aKJIIOYCHHS WIIM KONHUIO cepTU(UKaTa, YKa3aHHBIX B YacTH 4.2 HACTOSIIEH CTaThbH, B CPOK, HE
MPEBBIIIAIONINM CTa BOCBMHUJECCATH pabouuMx JHEH cO JHS MOJyYEHHUs SKCIEPTHBIM YUpekKICHHEM
SJICKTPOHHOTO YBCAOMIICHUS O IOJYUCHUHA 3aABUTCIICM MOAINMMCAHHOTO PYKOBOAUTCIICM (YHOJIHOMO‘ICHHBIM
JUIIOM) SKCIIEPTHOTO YUYPEKICHHSI C MCIIOJIIb30BAaHUEM YCHUJICHHOW KBaJU(ULIMPOBAHHON JIIEKTPOHHOMN
IIOJIKCH 3aIIpoca O NMPEAOCTaBICHUH JOKYMEHTA. Bpems co [Hs HalpaBIICEHUs SKCIIEPTHBIM yUPEKICHUEM
3ampoca B JIMYHBIA KaOWHET 3asBUTENS B €IMHON CHUCTEMeE IO JIHS HAllpaBJICHUS 3asBUTEIEM B JTIMYHBIN
KaOMHET SKCIEPTHOTO YUPEXKIEHHUS B CIMHOW CHUCTEME KONMUH 3aKIIOUEHHUs WIM KONWU cepTu(uUKara,
yKa3aHHbIX B 4YacTu 4.2 HAcTOsIIEH CTAaThbd, HE YUWUTHIBACTCS MPH HMCUYUCIECHUH CpOKa IMPOBEICHUS
AKCIIEPTHU3bI JIEKAPCTBEHHOTO CPE/ACTBA.

5. DOkcnepT mnpH MNPOBEACHUHM MOPYYCHHOM €My PYKOBOAUTEIEM OJKCIEPTHOTO YUPEKICHUS
HKCIIEPTHU3HI JIEKAPCTBEHHOTO CPEACTBA 00s3aH:

1) mpoBecTH MONHOE WCCIEAOBAaHUE TMPEACTABICHHBIX €My OOBEKTOB, MaTepuasoB, JAaTh
060CHOBaHHOe u 06’beKTI/IBHOC 3aK/IIIOUCHUC TII0 TOCTABJICHHBIM TIEpPCH HHUM BOIIPOCaAM WA
MOTHBHPOBAHHOE 3aKJIIOUYEHUE O HEBO3MOXXHOCTH MPOBEACHUS UM IKCIEPTH3bI JIEKAPCTBEHHOTO CPEICTBA,
CCJIM TIOCTABJICHHLIC BOIIPOCHI BBIXOAAT 3a MNPCACIbl CIICHUAIBHBIX 3HAHUUI OKCIICpTa, O6’b€KTI:I
UCCJIEIOBAaHUNA U MaTepuajbl HETPUTOJHBI WM HEJAOCTATOYHBI JI MPOBEIEHUS HCCIEIOBAHUNA M J1auu
3aKIIFOYCHU A JII/I60 COBpCMeHHLIfI YPOBCHBb PA3BUTHUA HAYKHU HC NO3BOJIACT OTBCTHUTL HA IMOCTABJIICHHBIC
BOIPOCHI;
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2) He pasrialiaTh CBEICHUS, KOTOPbIE CTalld €My M3BECTHBI B CBS3H C MPOBEIECHUEM DKCIEPTU3BI
JIEKapCTBEHHOTO CPEICTBA, a TAKXKE CBEACHMSI, COCTABISIOLINE TOCYIapCTBEHHYIO, KOMMEPYECKYIO WM
MHYIO OXpaHsAEMYIO 3aKOHOM TalHy;

3) obecreunTh COXPaHHOCTh MPEACTABICHHBIX OOBEKTOB UCCIIEIOBAHUN 1 MAaTEPHAJIOB.

6. DKcHepT He BIIpaBe:

1) mpoBOIUTE 3KCHEPTU3Y JIEKAPCTBEHHOTO CPEICTBA MO OOpAIICHHIO HENOCPEICTBEHHO K HEMY
OpraHu3anuil i GU3NYECKUX JIUIL;

2) caMOCTOSITENIBHO COOMPAaTh MaTepHaibl sl IPOBEIECHUS IKCIIEPTU3BI JIEKAPCTBEHHOTO CPE/ICTBA;

3) IpOBOIUTH IKCTIEPTHU3Y JIEKAPCTBEHHOTO CPEJICTBA B KAUYECTBE HETOCYJaPCTBEHHOTO IKCIIEPTa.

7. B ciryuae He0OXOAMMOCTH HKCIIEPT BIIPABE XOJATallCTBOBATh MEPE] PYKOBOIUTENEM SKCIIEPTHOTO
YUPEKIEHUS O MPUBJICYEHUH K TPOBEICHUIO SKCIIEPTU3BI JEKAPCTBEHHOIO CPEJICTBA IPYTUX IKCIIEPTOB.

8. Kaxaplii sKCIepT, BXOJSAIIMN B COCTAaB KOMHUCCHUU IKCIEPTOB, KOTOPOH MOPYUYEHO MPOBEIACHUE
SKCIIEPTU3bl JIEKAPCTBEHHOTO CPEICTBA, HE3aBUCHMO M CAMOCTOSATEIBHO MPOBOJUT HCCIEIOBAHUSA,
OLICHMBAET PE3YNIbTaThl, MOJYYEHHbIE MM JIMYHO M JPYTMMH SKCIIEpTaMH, U (OPMYIHPYET BBIBOABI
OTHOCHTEJIPHO ITOCTABJIEHHBIX BOIIPOCOB B Mpe/eIaxX CBOMX CHEIUATbHbIX 3HAHUM.

9. PesynbTaThl 3KCIEPTU3BI JICKAPCTBEHHOTO CPENCTBA O(GOPMIISIOTCS 3aKIIOUEHHEM KOMHUCCHH
HKCHEPTOB. B 3aKi0O4eHHH KOMHCCHM SKCIIEPTOB YKa3bIBAIOTCS TMEPEUYeHb HCCIEA0BaHUM, 00beM
MIPOBENEHHBIX KaXIbIM SKCIIEPTOM HCCIIEJOBAaHUH, YCTAaHOBICHHbBIE KaXKABIM M3 HUX (DaKThI U CACTaHHbIE B
pe3yJbTaTe UCCIEI0BAHUN BBIBOJBI. JKCIEPT, MHEHHE KOTOPOTO HE COBIAJAET C PELICHUEM KOMHUCCUU
HKCIIEPTOB, BIIPAaBE BBIPA3UTh CBOE MHEHHE B MUCHMEHHOH (hopMe, KOTOpoe MpHOOIIaeTCs K 3aKII0YSHUI0
KOMMCCHH 3KCIIEPTOB.

10. DOkcneprthbl, BXOASIIME B COCTaB KOMHUCCHUH, IPEAYNpPEkKAAIOTCS 00 OTBETCTBEHHOCTH B
COOTBETCTBUM C 3aKoHonaTenbcTBOM Poccuiickoit @enepauuu 3a Aady 3akKIOYEHHUS, COJAEPKAILETO
HEOOOCHOBaHHBIE WIH (aTbCU(PUIIMPOBAHHBIC BBIBOJIBI, O YEM OHU JAIOT TOJAIHUCKY.

11. Onpenenenuie ypoBHs MpodeccuoHanbHON MOATOTOBKU HKCIEPTOB M aTTECTAIlMs X Ha MpPaBo
NIPOBENEHUS] AKCIIEPTU3bI JIEKAPCTBEHHBIX CPEACTB OCYLIECTBISIOTCS HKCIEPTHO-KBATU(PHUKAITMOHHBIMH
KOMHUCCHUSIMU B TIOPSJKE, YCTAHOBICHHOM COOTBETCTBYIOIIMM YIOJTHOMOUYEHHBIM (eiepanbHbBIM OpraHOM
UCTIOJIHUTENILHON BJACTH. YPOBEHBb MPO(ECCHOHATBHOM TOATOTOBKM IKCIIEPTOB MOAJIEKUT HEPECMOTPY
YKa3aHHBIMH KOMUCCUSMH HE PEXKE YEM OJIMH pa3 B IISITh JIET.

Ungpopmayus 06 usmenenusx:

DedepanvHuim _3axkonom om 22 Oexabpsa 2014 2. Noe 429-D3 yacme 12 cmamwvu 16 Hacmoswe2o
DedepanvbHozo 3aKOHA U3N0NHCEHA 8 HOBOU pedaKkyuu, scmynarouiei 6 cuny ¢ I urona 2015 e.

Cm. mexem yacmu 6 npedvioyuien pedaxyuu

12. TlpaBuna TpPOBENCHUS SKCHEPTU3BI JIEKAPCTBEHHBIX CPEACTB U OCOOCHHOCTH AKCHEPTHU3HI
OTACTBHBIX BHUJOB JICKAPCTBCHHBIX MpemaparoB  (peepeHTHBIX JIGKAPCTBEHHBIX  Ipenaparos,
BOCIIPOM3BE/ICHHBIX  JIGKAPCTBEHHBIX  IPENapaToB, OWOJOTHYECKUX JICKAPCTBEHHBIX IIPENaparos,
OMOaHaIOTOBbIX  (OMOTOMOOHBIX) JIEKAPCTBEHHBIX TNpermapaTtoB (OMOaHAJIOTOB), TOMEOIATHYCCKHUX
JICKapPCTBEHHBIX IPENapaToB, JIEKAPCTBEHHBIX PACTUTENBHBIX MPENapaToB, KOMOWHAIMK JIEKAPCTBEHHBIX
npenapartoB), (GOpPMBI  3aKIIOYCHUH KOMHUCCHHM DKCIIEPTOB  YCTAHABIMBAIOTCS  COOTBETCTBYIOIIUM
YIOJTHOMOYEHHBIM (hefiepaIbHbIM OPTaHOM HCIIOIHUTEIHHON BIACTH.
TAPAHT:

Cm. kommenmapuu k cmamue 16 nacmosaweco PedepaibHo2o 3aKOHA
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Unghopmayus 06 usmenenusx:

DedepanvHvim_3axonom om 22 Oexadpsa 2014 2. Ne 429-D3 cmamwvs 17 nacmoswezo PedepanbHo2o
3AKOHA U3N0JHCEHA 8 HOBOU pedarkyuu, gcmynaroweli 8 cuny ¢ 1 urons 2015 e.

Cm. mexcm cmambvil 6 nPeoblOVULel PeoaKuuu
TAPAHT:

o 31 oOexkabps 20272 011 J1eKapCmMBeHHbIX Npenapamos Ol GemMepPUHApHO20 NPUMEHeHUs,
npouszeedennvlx Ha meppumopuu PD 6 yenax umnopmosamewienus, 6 mMOM Hucie OPUSLUHATLHBIX
JIeKAPCMBEHHbIX NPenapamos, YCMAHAGIUBAEMCS PeXdCUM YCKOPEHHOU Npoyedypbl 20Cy0apCmeeHHOU
pecucmpayuu, He npesviuiarouuti 60 pabouux oueti
Crarbs 17. [lonaua u paccMoTpeHue 3asBJICHHS O TOCYITaPCTBEHHON pPEerucTpaluy JIEKapCTBEHHOTO
npenapara Jijisi BETepUHApHOTO TPUMEHEHUS

Ungpopmayus 06 usmenenusix:

Yacmo 1 usmenena c 1 mapma 2026 2. - @edepanvusiii sakon om 31 urons 2025 2. Ne 304-D3

Cm. npedviovuyyro pedaxkuuio
TAPAHT:

Tonoowcenua yvacmu 1 (6 pedaxyuu Dedepanvroco 3axona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX Yeye npu 00paujeHuU 1eKapCcmeeHHblx cpeocma Ol 8emepUHapHo20
npumenenus nocpeocmeom EIIL'Y, npumenstomes c 1 aneapsa 2026 2. /[ybauxkamel pecucmpayuoHHbIX
yoocmoeepeHull 1eKapCmeeHHblX Npenapamos 0as eemepunapno2o npumenenus ¢ 1 sueaps 2026 e. He
8610a10Mcsl

1. Jlns rocygapCTBEHHOM pETHUCTpallid JIEKapCTBEHHOTO IIpemapaTa Ui BETEPUHAPHOTO
NPUMEHEHHs pa3pa0OTYUK TaKOro JIEKAPCTBEHHOTO IIpernapara WM YHOJIHOMOYEHHOE UM JpYyroe
IOpUAMYECKOE JIUIIO (J1aliee B HACTOAIIEH CTaThe - 3asSBUTEINb) HAMIPABIAET MOCPEICTBOM E€IMHOIO MopTaia
B YIOJHOMOYEHHBIH (emepanbHblii OpraH HWCIONHUTENFHOW BIACTH 3asBICHHE O TOCYIapCTBEHHOM
perucTpaiuy JeKapcTBEHHOTO Mpemnapara A BETePUHAPHOTO MPUMEHEHUS, MOANKUCAHHOE YCUJICHHOM
KBaJTM(UIMPOBAHHON DJICKTPOHHOW MOANKCHIO, a TaKKe JJOKYMEHTHI, M3 KOTOPHIX (OPMUPYETCS
PETUCTPAIIMOHHOE JOChE Ha JIEKApCTBEHHBIN Mpemnapar Jjis BeTepUHApHOTO MpUMeHeHus. B ciydae, ecnu
OT UMEHH 3asBUTEINS JCHCTBYET €T0 MpeACTaBUTENb ((pHU3mueckoe JIUI0), YIOTHOMOYEHHBINA JAeHCTBOBATh
OT MMEHHU 3asBUTENII Ha OCHOBAaHHH JOBEPEHHOCTH B JJIEKTPOHHOW (popMe B MAIIMHOYUTAEMOM BHJIE,
3asIBJIEHUE O FOCYIAPCTBEHHOW PErUCTpalMU JIEKApCTBEHHOTO Mpenapara J1jsi BeTepUHAPHOI0 IPUMEHEHUS
MOXKET OBbITh MOAMHMCAHO YCUJICHHOW KBaNU(UUIMPOBAHHOW DIEKTPOHHON MOAMMCHIO JHUOO YCUICHHOM
HEKBATH()UITUPOBAHHON 3JEKTPOHHOW IOANKCHI0, CEepPTU(UKAT KIF0Ya TMPOBEPKH KOTOPOH CO3JMaH H
UCTIONBb3yeTCs B MHPpACTPYKType, odecrednBaronieil HHPpOpMalnoHHO-TEXHOIOTHYECKOe B3aNMO/ICiCTBHE
MH(POPMAIIMOHHBIX CHCTEM, HCIOIB3YEMBIX UIS MPEJOCTABICHUS TOCYJAPCTBEHHBIX W MYHHUIHITAJIHHBIX
YCIIYT B AJIEKTPOHHOU opme, B ycTaHOBIeHHOM [IpaButensctBoM Poccuiickoit deneparinu nopsake u mpu
YCIIOBHH OPTaHHM3alM{ B3aMMOJCHCTBHS (PH3MUYECKOTO JIMIA C TAaKOW WHPPACTPYKTYpOil ¢ MpUMEHEHHEM
MPOMIEIINX B YCTAHOBICHHOM TOPSAKE MPOLEAYPY OLEHKH COOTBETCTBUS CPEICTB 3aIIUThl HHPOPMAIIH
(manee - ycuseHHas HeKBATM(UIIMPOBAHHAS SIEKTPOHHAS ITOJIIHCH).

2. B 3asBieHUH O TOCYJapPCTBEHHOMN PErMCTpaluy JIEKApCTBEHHOTO MpemnapaTa i BETepUHAPHOTO
IIPUMEHEHHUS YKa3bIBaIOTCSI:
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1) HauMeHOBaHME U aJpec 3asBUTEINS, pa3paboTUrKa U MPOU3BOIAUTENS JEKApPCTBEHHOTO Mpenapara
JUIST BETEPUHAPHOTO TPUMEHEHUS U aJ[pEC MECTa OCYIIECTBICHUS MPOU3BOJCTBA JIEKAPCTBEHHOTO
mpemnapara JJii BEeTEpUHAPHOTO MPHUMEHEHHs (B CiIydae HaJIU4YUsl HECKONIbKHX YYAacTHHUKOB IIpoliecca
MIPOM3BOACTBA HEOOXOTUMO yKa3aTh KaXKJIOTO U3 HUX),

2) HauMEHOBaHHUE JIEKAPCTBEHHOTO Mpernapara AJis BEeTEpUHAPHOTO MPUMEHEHUs (MEXKIYyHapOAHOE
HEIMaTEeHTOBAHHOE, UM TPYNITUPOBOYHOE, WIH XUMUUYECKOE U TOPrOBOE HAUMEHOBAHUSA);

3) mepedeHb ACUCTBYIOIIMX M BCIIOMOTATEIbHBIX BELIECTB, BXOISIIUX B COCTaB JIEKAPCTBEHHOTO
npenapara Jijisi BETEpUHApHOTO MPUMEHEHUS, C YKa3aHUEM KOJIMUECTBA KaXK/10T0 U3 HUX;

4) nexapctBeHHas ¢opma, TO3UPOBKA, CHOCOOBI BBEACHHUS M MPUMEHEHHS, CPOK TOJHOCTHU
JIEKapCTBEHHOTO TIpenapara Jyisi BETEpUHAPHOTO TPUMEHEHUS;

5) dbapmakoTepaneBTUYECKas TPYIINa;

6) HEOOXOIUMOCTh MPUMEHEHHSI YCKOPEHHOM MPOIeNypbl KCIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB B
LEJSIX TOCYNapCTBEHHON PETUCTPAallMy JIEKApCTBEHHOTO Mpernapara;

7) KO TOKYMEHTOB, MOATBEPKIAIOIINX YIUIATy TOCYIapCTBEHHOMN MOILITUHBI:

a) 3a MPOBEIEHHE SKCIEPTU3bl KauecTBa JICKAPCTBEHHOTO CPEACTBA M HKCHEPTU3BI OTHOILICHUS
OKUJIAEMOM TOJIb3bI K BOBMOXXHOMY PHUCKY MPUMEHEHHS JIEKapCTBEHHOTO Tpenapara Jyisi BETepUHAPHOTO
MPUMEHEHHUS TIPH €T0 TOCYIapCTBEHHON PETUCTPALIUU;

0) 3a BbIIa4y PETUCTPALIMOHHOIO Y/IOCTOBEPEHUS JIEKAPCTBEHHOTO IIpernapara;

Hnghopmayus 06 usmenenusix:

Dedepanvrvim 3axkonom om 13 urona 2015 o. Ne 241-D3 6 nyukm 8 wacmu 2 cmamou 17 nacmosuezo
DedepanvbHo2o 3aKOHA 8HeCeHbl U3MEHeHUs

Cm. mexcm nyHkma 6 npeovlovugetl pedaxKyuu

8) HalMyMe COmTacus, IPEIyCMOTPEHHOIO YacThi0 7 HACTOAIIEH CTaThbH, €CJOH C MOMEHTa
peructpaiyu peepeHTHOTO JIEKAPCTBEHHOTO Mpernapara s BEeTepUHAPHOTO MPUMEHEHHSI TPOIILIO MEHEe
YeM IIECTh JIET.

Hnghopmayus 06 usmenenusix:

Yacms 3 usmenena c 1 saneaps 2021 2. - @edepansvuuiii 3akon om 27 dexabpsa 2019 2. No 478-D3

Cm. npedvioviyyro pedaxkuuio
3. PeructpaionHoe A0Che B HEJSX AKCIEPTU3bI JIEKAPCTBEHHOIO IMperapara Jjisi BETCPUHAPHOTO
npuMeHeHHs (GOPMHUPYETCS U3 CIEAYIONINX JOKYMEHTOB M CBEICHUIA:

H/l(ﬁopﬂilﬂﬂl}l 00 UBMEHEHUSX:

Ilynkm 1 usmenen c 1 aneapsa 2021 2. - @edepanvubiii 3akon om 27 dexadpsa 2019 2. Ne 478-D3

CMm. npedvldyuivio pedakyuio

1) cBemeHust 0 Jgare MPENOCTABICHUS M PETMCTPAIMOHHOM HOMEPE JIMIEH3MH Ha HPOM3BOICTBO
JIEKapCTBEHHBIX ~ CPEICTB, IMPEIOCTABICHHON IPOU3BOIUTENIO PETUCTPUPYEMOIO  JIEKAPCTBEHHOTO
nperapara Ui BETEPUHAPHOTO IPUMEHEHHMS, IJIsl POCCHUHUCKUX IIPOU3BOJUTEINEH;

HUnpopmayus 06 usmenenusix:

Ilynkm 2 usmenen c 1 aneaps 2021 2. - @edepanvubiii 3akon om 27 oexkadpsa 2019 2. Ne 478-D3

Cm. npedvioviyyro pedaxkuuio
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2) cBelieHHs O Jare MPEJOCTaBIICHUS U PETUCTPALMOHHOM HOMEpe JHUIEH3WU Ha MPOU3BOJICTBO
JIEKapCTBEHHBIX CPEICTB, PEIOCTABICHHON MPOU3BOIUTEINIO (DapMalleBTUYECKONH CYOCTaHIIMU, BXOJALIEH
B COCTaB pETUCTPUPYEMOIO JIEKAPCTBEHHOTO Ipenapara s BETEPUHAPHOIO MPUMEHEHMs, s
POCCUNCKUX ITPOU3BOIUTEIIEH;

Hnghopmayus 06 usmenenusix:

Yacmw 3 oononnena nynkmom 2.1 ¢ 15 uronsa 2018 . - @edepanvuviii 3axkon om 4 utons 2018 2. Ne 140-D3

2.1) xomMsi JOKYMEHTa, BBIJAHHOTO YIOJIHOMOYEHHBIM OpPraHOM CTpPaHbl NPOWU3BOAUTENS MAJIA
KQKI0M TIPOM3BOJICTBEHHOM IJIOMIAIKH PETUCTPUPYEMOTO JICKAPCTBEHHOTO Tperapara Jyisi BETepUHAPHOTO
MPUMEHEHUS W TOATBEPXKJAIOIIET0 COOTBETCTBUE MPOU3BOAUTENS  JICKAPCTBEHHOIO Ipemnapara
TpeOOBaHUSAM IpaBUJ HaJUICKAIEH MPOU3BOACTBEHHOW MPAKTUKH, U €r0 TMEPEeBOJ HA PYCCKHUM S3BIK,
3aBEpPEHHbIC B YCTAHOBJICHHOM MOPAJKE, a TAKKE KOMHUS 3aKIIOYEHHUS O COOTBETCTBUHU IMPOU3BOAUTEIS
JIEKapCTBEHHBIX CPEJCTB TPEOOBAHMSIM TPABWIJI HAJJEKAIICH MPOU3BOIACTBEHHON MPAKTHUKU, BBIJAHHOTO
YIOJTHOMOYEHHBIM (pelepalbHbIM OpPTaHOM HCIIONHUTENBHON BIAcTU MJS KaXKIOW MPOU3BOJICTBEHHOU
TJIOMIAJIKA PETUCTPUPYEMOTO JICKAPCTBEHHOTO Tperapara Jjisi BETEPUHAPHOTO MPUMEHEHUS, JTU00 KOMus
pemeHuss O NPOBEICHUM WHCIEKTUPOBAHUS MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB, MPHUHATOTO
YIOJIHOMOYEHHBIM (pefiepaibHbIM OPTaHOM HCIIOJIHUTEIBHON BIIACTU I KaXJAOW MPOU3BOJICTBEHHOU
IUIOIIAJKA PETMCTPUPYEMOIO JIEKAPCTBEHHOIO Ipemnapara JJjisi BETEPHUHAPHOIO NPUMEHEHUsS. YKa3aHHbIC
JIOKYMEHTBI TIPEICTABIIAIOTCS B ClIy4ae, €ClId IPOU3BOJCTBO JIGKAPCTBEHHOTO Mpernapara OCyIIeCTBISAETCS
3a npenenamu Poccuniickoit denepanuu;

Ungpopmayus 06 usmenenusix:

Yacmw 3 dononnena nynkmom 2.2 ¢ 15 urons 2018 e. - Dedepanvuviii 3axon om 4 uions 2018 2. Ne 140-D3

2.2) xomus JOKYMEHTa, BBIJAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpaHbl IPOU3BOAMUTENS
(bapmalneBTHUYECKONW CYyOCTAaHIIMM U MOATBEPIKIAIOIIET0 COOTBETCTBHE MPOU3BOAUTENS (hapMalleBTHYECKOM
CyOCTaHIIMM, BXOJSIIEH B COCTaB PErHCTPUPYEMOTO JIEKAPCTBEHHOIO Ipemnapara JyUisi BETEpHUHAPHOTO
INPUMEHEHUs, TpeOOBaHMSIM IPABMI HaJUIeXKalleil NMPOU3BOJICTBEHHOM IPAaKTUKM, M €ro MepeBoa Ha
PYCCKHIA SI3bIK, 3aBEPEHHBIE B YCTAHOBJIEHHOM MODSJIKE, B CIy4ae, €Cliu IPOU3BOICTBO (hapMalleBTUUECKOI
cyOcTaHIMM OCyIecTBIsIeTcs 3a npeaenamu Poccuiickoit @enepanuy;

3) NOpoOeKT HOPMAaTHUBHOIO JOKyMEHTa Ha JIEKApCTBEHHBIH Ipenapar s BETEPUHAPHOIO
IIPUMEHEHUS;

4) MOKyMEHT, CoIep Kalluii cieayromyo uHopmaiuio o (papManeBTUYeCKON CyOCTaHIIMU WIIN
(bapmaleBTHYECKUX CYOCTaHLMAX, BXOAIIMX B COCTaB JIEKAPCTBEHHOIO Ipemnapara i BETEPHUHAPHOIO
IIPUMEHEHUS:

Hnghopmayusi 06 uzsmenenusix:

TIoonynkm "a" usmenen c 13 aseycma 2019 e. - @edepanvusiii 3akon om 2 aseycma 2019 2. Ne 297-D3

Cm. npedvioyuyio pedaxkyuro

a) HanMMEHOBaHWE (apMaLEBTHUECKONH CYOCTaHIMM, €€ CTPYKTypa, oOmme CBOWCTBa (TIpU
rOCYJIapCTBEHHOH PEerucTpalii UMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MPENapaTroB Uil BETEPHHAPHOIO
MNPUMCHCHUA MNPEACTABIAIOTCA CBCACHUA O IITaMMEC, BKJIIO4asd €ro HaWMMCHOBAHHUC, I/IH(bOpMaIII/IIO (0}
MPOMCXOXKICHNUH, €T0 CBOMCTBAX, XapaKTEPUCTUKAX U MECTE JCTIOHUPOBAHUS);

0) HauMEHOBaHUE U aJIpeC MPOU3BOIUTEIS;
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B) TEXHOJIOTHsSI IPOU3BOJICTBA C OMKCAHWEM CTaauil MPOW3BOACTBA U METOAOB KOHTPOJS Ha BCEX
CTaJUSX MPOU3BOJICTBA;

Hnghopmayus 06 usmenenusix:

Iloonynxkm "2" usmenen c 13 aseycma 2019 e. - @edepanvusiii 3axkon om 2 aseycma 2019 2. Ne 297-D3

Cm. npedvioviyyro pedaxkuuio
r) uHbopmanus O TpuUMecAX (HE TMPEACTABISeTCS TPU TOCYJAPCTBEHHOM perucTpanuu
HMMYHOOHOJIOIHYCCKUX JIEKAPCTBEHHBIX MPEIAapaToB Il BETEPUHAPHOTO IPUMEHEHHS ),

Hnghopmayus 06 usmenenusix:

Iloonynxm "0" usmenen c 13 ageycma 2019 2. - @edepanvviii 3akon om 2 agzycma 2019 2. Ne 297-D3

Cm. npedvldyuivio pedakyuio

1) cenuduranys Ha papMareBTHUIESCKYI0 CyOCTaHINIO (HE IPEICTABISICTCS MPU TOCYNapCTBEHHON
pErUCTpaIii KMMYHOOHOJIOTHYSCKUX JIEKAPCTBEHHBIX MPEIAapaToB Ik BETEPUHAPHOTO IIPUMEHEHHS ),

¢) OMKCaHNE METOMNK KOHTPOJIS KaueCTRa,

Unpopmayus 06 usmenenusix:

Hloonynxkm "sc" usmenen c 13 aseycma 2019 e. - @edepanvusiii 3axkon om 2 aseycma 2019 2. Ne 297-D3

Cm. npedviOyuyro pedakyuro

) pe3ynbTaThl aHajdu3a cepuil (apMaleBTUYecKo cyOcTaHuMu (HE MPENCTaBIAIOTCS MpU
rOCYJJapCTBEHHON PErUCTpaliii UMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB Uil BETEPHHAPHOIO
IIPUMEHEHHUS);

3) epevYeHb CTaHAAPTHBIX 00PA3L0B UM BEILECTB, UCIOJIB3YEMBIX TP OCYLIECTBICHUH KOHTPOIISA
KauecTBa,

1) ONMCAaHUE XapaKTEPUCTUK U CBOWCTB YIIAKOBOYHBIX MaTepHajoB U YKYIIOPOUHBIX CPEJCTB;

HUnpopmayus 06 usmenenusix:

Iloonynkm "k" usmenen c 13 aseycma 2019 2. - @edepanvusiii 3axkon om 2 ageycma 2019 2. No 297-D3

Cm. npedvldyuivio pedakyuio

K) JaHHble O CTAOMJIBHOCTH (HE TPEICTABISAIOTCS NPU TOCYIaPCTBEHHOW PETUCTpaIiH
UMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MPEIAapaToB I BETCPUHAPHOTO IIPUMEHEHUS ),

JI) CPOK FOJJHOCTH, YCJIOBHSI XPaHEHUS;

HUnpopmayus 06 usmenenusix:

Ilynkm 5 usmenen c 13 ageycma 2019 2. - @edepanvviii 3akon om 2 aszycma 2019 2. Ne 297-D3

Cm. npedvldyuivio pedakyuio

5) oTueT O pe3yabTaTax JOKIMHUYECKOTO WCCICIOBAHUS JICKAPCTBEHHOTO CpEACTBA IS
BeTepI/IHapHOFO HpI/IMeHeHI/Iﬂ, BKJ'[IO‘IaIOIIII/Iﬁ OIMMcaHuec METOOd0B OHpeJIeJIeHHH OCTAaTOYHBIX KOJIHNYCCTB
JICHCTBYIONIETO BEIIECTBA (JEHCTBYIOIIUX BEIIECTB), TOCTUTAIOMIETO (IOCTUTAIONINX) CUCTEMHOTO
KpOBOTOKa, B HpO)IYKHI/II/I JKUBOTHOTI'O HpOI/ICXO)K)ICHI/ISI I10CJIC HpI/IMeHeHI/ISI TAaKOI o J'IeKapCTBeHHOFO
CPE/ICTBa, a TAKXKe JOKYMEHTAJIBHOE MOATBEPIKICHHE (BAIMAAIINS) YKa3aHHBIX METOJIOB;

6) oT4eT O pe3yiTbTarax KIMHUYECKOTO HCCIIEAOBAHHU JIEKAPCTBEHHOTO Tpemapara Jyis
BETCPUHAPHOTO TIPUMEHEHHUS Y Ka)JIOTO BUJA KUBOTHBIX, YKa3aHHBIX B UHCTPYKIUHU 10 BETCPUHAPHOMY
[IPUMEHEHUIO;
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7) TPOEKT WHCTPYKIMU T[0 BETEPUHAPHOMY MPUMEHEHUIO JIEKApCTBEHHOTO TMpernapara,
cofiepalllell CIeayolIe CBEACHHUS:

a) HaMMEHOBAaHME JIEKAPCTBEHHOTO Tpernapara Jisi BETepPUHAPHOTO MPUMEHEHUS (MEXIyHapOIHOE
HENaTeHTOBAaHHOE, WU TPYIIIUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE€ HAMMEHOBAHN );

0) nexapcTBeHHas Gopma C yKazaHHEeM HaMMEHOBAaHUM U KOJUYECTBEHHOI'O COCTaBa JEHCTBYIOIINUX
BELIECTB M KaYECTBEHHOI'O COCTAaBA BCIIOMOTaTeIbHBIX BEILIECTB;

B) OIKCaHWE BHEIIHETO BUJa JIEKAPCTBEHHOTO Mpernapara JJisi BETepUHAPHOTO IPUMEHEHUS;

) papMakoTepaneBTUUECKas rpyIIa JIEKapCTBEHHOIO Mpenapara AJi BETEpUHAPHOTO IPUMEHEHUs
WJIM yKa3aHUe '"TOMEONaTuueCKUi JIeKapCTBEHHBIN npenapar”;

n)  dapmakommHamMuka W (QapMakOKMHETHKAa (32  HCKJIIOUYEHUEM  (papMaKOKHMHETUKH
rOMEOINaTHYECKUX JIeKAPCTBEHHBIX IMPENaparoB W PACTUTENBHBIX JIEKAPCTBEHHBIX IpenapaToB) WIH
ONMCAaHNE UMMYHOOMOJIOTMUYECKUX CBOIMCTB JIEKAPCTBEHHOI'O Tpernapara;

€) MOoKa3aHus Ui IPUMEHEHNUS,

K) POTUBOTIOKA3AHUS JIJISl IPUMEHEHHUS;

3) MepbI MPEAOCTOPOKHOCTH NMPU MPUMEHEHUH;

M) yKa3aHHWe BO3MOXXHOCTH U OCOOCHHOCTEH NMPUMEHEHHs y OepeMEHHBIX )KUBOTHBIX, Y )KMBOTHBIX
B MIEPUO/I JAKTAINH, Y TIOTOMCTBA KUBOTHBIX;

K) peXHM JO03MPOBaHHS, CIOCOO BBEACHUS M MPHUMEHEHHS, NP HEOOXOAMMOCTH BpeMs MpHeMa
JIEKapCTBEHHOTO TMpenapara Jjisi BETepUHAPHOTO MPUMEHEHUS, TPOJOKUTEIHLHOCTD JICUSHUS;

J1) BOBMOKHBIE [TOOOYHBIE IEHCTBUS, HEXKEJIATENIbHbIE PEAaKLUK IPU MPUMEHEHNUHN JIEKAPCTBEHHOTO
npernapara Jyisi BETepUHApHOTO IPUMEHEHHUS,

M) CUMIITOMBI IEPEA03UPOBKHU, MEPHI 110 OKA3aHHUIO IIOMOIIHU IPY NEPETO3UPOBKE;

H) B3aUMOJICHCTBHUE C IPYTUMHU JI€KapCTBEHHBIMHU MpemnapaTamMu U (WIn) KOpMaMu;

0) (OopMBI BBITTyCKa JIEKAPCTBEHHOTO Tpernapara JJisi BETEPHHAPHOTO MTPHUMEHEHHS;

nm) yka3zaHue (mIpu HEOOXOAMMOCTH) OCOOCHHOCTEH MEeHCTBHUS JIEKapCTBEHHOTO Nperapara s
BETEPUHAPHOTO MPUMEHEHHUS IIPU NIEPBOM IIPUEME UJIHU NIPU €70 OTMEHE;

Hnghopmayus 06 usmenenusix:

Iloonynxkm "p" usmenen c 13 aseycma 2019 2. - @edepanvuvuii 3axkon om 2 ageycma 2019 2. Ne 297-D3

Cm. npedviOyuyto pedaKyuro

p) onucanue (pu HEOOXOAMMOCTH) JCUCTBUN CIIEMAINCTa B 00JacTH BETEPUHAPHUH, BIAACIbIA
KMBOTHOTO IIPU IPOIYCKE INpUeMa OJHOM WM HECKOJbKUX [03 JICKapCTBEHHOIO IIpernapara Juls
BETEPUHAPHOTO PUMEHEHUS;

C) CpOK TIOAHOCTM M YKa3aHHE Ha 3alpeT IPUMEHEHMs JIEKapCTBEHHOIO Ipernapara i
BETEPUHAPHOTO IPUMEHEHHUS 110 UCTEYEHNUHU CPOKA TOJTHOCTH;

T) YCJIOBHSI XpaHEHMUS,;

y) YKa3aHue Ha HEOOXOAMMOCTb XpaHEHHUs JICKApCTBEHHOTO Mperapara IJisi BETEPUHAPHOTO
IPUMEHEHUs B MECTaX, HEAOCTYIIHBIX JUIs AETeH;

¢) ykazanue (Ipu HEOOXOJMMOCTH) CIIEHUAIBHBIX MEp NPEAOCTOPOKHOCTH TMPU YHHUYTOKECHUH
HEHCII0JIb30BAHHBIX JIEKAPCTBEHHBIX MIPENAapaToOB AJIsl BETEPUHAPHOIO IPUMEHEHMS;

X) CPOKHM BO3MOXKHOI'O MCIIOJIb30BAHUS IPOMYKLUHU JKUBOTHOIO IPOMCXOXKIEHUS I10CJIE BBEACHUS
’KMBOTHOMY JIEKapCTBEHHOTI'O IIpernapara Jijisi BETepUHAPHOIO NPUMEHEHNUS;

11) YCJIOBHUS OTITyCKa;
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4) HAMMEHOBAaHUS M aJpeca MPOU3BOJACTBEHHBIX IUIOMIAIOK TMPOU3BOIUTENS JIEKAPCTBEHHOTO
npenapara Jijisi BeTepUHapHOTO TPUMEHEHNS;

II) HaWMMEHOBaHHWE, aJpec OpraHu3alvd, YIOJTHOMOYEHHOW JIepiKaTelieM WU BIaJeNbleM
PETHCTPAIIMOHHOTO YI0CTOBEPEHHUS JICKApPCTBEHHOTO IMperapara Ha MIPUHITHE TPETSH3UH OT MOTPEOUTES;

8) MpOEKThl MAaKEeTOB MEPBUYHON YIMAKOBKM U BTOPUYHOMN YIMAKOBKU JIEKAPCTBEHHOTO Iperapara
JUISl BETEPUHAPHOTO MTPUMEHEHNS;

9) cnenyromnire cBeIEHUS O IEKAPCTBEHHOM TMpernapare Al BETepUHAPHOTO MPUMEHEHUS:

a) OMKCAHME U COCTAaB JICKAPCTBEHHOTO IMpemnapara Jijisi BETEpUHAPHOTO TPUMEHEHNS;

0) onucanue (hapmMarieBTHYECKOM pa3paboTKu;

Unghopmayus 06 usmenenusx:

Iloonynxm "8" usmenen c 13 agzycma 2019 2. - @edepansvruvuii 3akon om 2 aszycma 2019 2. Ne 297-D3

Cm. npedvioyuyio pedakyuio
B) OIMCaHKE IIPOLIECCa IIPOU3BOACTBA U €0 KOHTPOJIS, IOAMMCAHHOE B IOPSIKE, YCTAHOBICHHOM B
COOTBETCTBHUH C YACThIO | HACTOSIICH CTaThU,

Unghopmayus 06 usmenenusx:

Iloonynxkm "2" usmenen c 13 aseycma 2019 2. - @edepanvusiii 3axkon om 2 aseycma 2019 2. Ne 297-D3

Cm. npedvioyuyio pedakyuio
I) ONMCAHWE KOHTPOJS KPUTHUECKUX CTagWii IPOM3BOACTBA W IPOMEKYTOUYHOU HPOMYKIIUH,
IIOAIMMCAHHOC B HOpSII[Ke, YCTaHOBJIeHHOM B COOTBECTCTBHUHU C HACTHHO 1 HaCTOHIJ.IefI CTaTbH,

HUnpopmayus 06 usmenenusix:

Dedepanvroim 3axkorom om 13 utons 2015 e. Ne 241-D3 6 noonynkm "0" nynkma 9 uacmu 3 cmamou 17
Hacmosiue2o PedepanbHo20 3aKOHA BHECEeHbl USMEHEHUs

Cm. mekcm noOnvHkma 6 npedvlovuiel peoaKuuu

) HaNMMEHOBaHUS U ajapeca pa3paboTuuKa, JeprKareis WIM BIaJeliblia PEerucTparMoHHOTO
VIOCTOBEPEHUS ~ JICKAPCTBEHHOTO  Tpernapara, MpPOW3BOICTBEHHBIX  IUIOMIAIOK  MPOWU3BOAMUTENS
JIEKapCTBEHHOTO Mpernapara AJii BETEPUHAPHOTO NMPUMEHEHMsI C YKa3aHHEM CTaJui TEXHOJIOTHYECKOTO
mporecca, OCYIIECTBISEMBIX Ha TMPOW3BOJICTBEHHBIX IUJIOMAAKAX TMPOU3BOIUTENS JIEKAPCTBEHHOTO
npernapara Jyisi BETepUHApHOTO IPUMEHEHHUS,

e) apmarieBTUYECKas COBMECTHMOCTB;

) MUKPOOHOJIIOTHYECKHUE XapaKTEPUCTHKH;

3) MaTepHualbHbIN OajTaHC sl MPOU3BOJCTBA CEPUU TOTOBOTO MIPOIYKTA;

1) OIMCAHUE XapaKTEPUCTHK U CBOMCTB yIIaKOBOYHBIX MATEPHUATIOB M YKYIIOPOUYHBIX CPENICTB;

K) JOKYMEHTAJILHOE TIOATBEPKICHUE (BaIMIAIINS ) TPOLIECCOB U (M) UX OIEHKA;

) TpeOOBaHWS K KaueCTBY BCIIOMOTATENIbHBIX BemecTB (cepTudukar, crenudukamus Ha
BCIIOMOTaTeIbHBIE BEIIECTBA U UX 0OOCHOBAHHE);

M) aHaJUTHYECKHE METOJUKH, HCIONb3yeMble NPHU OCYUIECTBICHWU KOHTPOJIS KadecTBa
BCIIOMOTaTeIbHBIX BEIECTB;

H) JOKYMEHTaJIbHOE MOATBEp)KJIEHUE (Baluaalus) aHAJIUTHUYECKUX METOIUK, MCIIOJIb3YEMbIX MPHU
OCYIIECTBICHUN KOHTPOJIS KA4ECTBA BCIIOMOTATENIbHBIX BEIICCTB;

0) uHdopmanus 00 HMCMHONB30BAHUU BCIIOMOTATEIbHBIX BEUIECTB YEJIOBEUECKOTO M KUBOTHOTO
MIPOUCXOXKICHHUS,
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Unghopmayus 06 usmenenusx:

Cum. npedvioyuyio pedaxkyuro

p) TpeOOBaHUS K Ka4deCTBY JICKAPCTBEHHOTO IIperapara JUisi BETEPUHAPHOTO NPUMEHEHUS
(ceprudukar, cnenudukanus Ha JeKapCTBEHHBIN Ipenapar u uX 000CHOBAaHUE);

C) aHAJIWTUYECKHE METOIWKH, WCIONb3yeMble TIPU OCYIIECTBICHHM KOHTPOJIS KayecTBa
JIEKapCTBEHHOTO Mpernapara Jyis BeTepUHApHOTO IPUMEHEHUS;

T) JOKYMEHTAJIBHOE MOATBEPXKICHHUE (BaJMIAIMs) aHATUTHYSCKUX METOJHK, UCTIONB3YEMbIX TPH
OCYILIECTBICHUU KOHTPOJIs Ka4eCTBa JIEKAPCTBEHHOTI'O Mpernapara Jjisl BETepUHAPHOTO IPUMEHEHHUS;

y) JOKYMEHT, TOATBEPKIAIOIINI KaueCTBO JIGKAPCTBEHHOTO Iperapara TPeX MPOMBIIIICHHBIX
cepuil (IIPOTOKOJI aHAJIM3a WIM CEPTU(PHKAT aHAIM3a), OJlHA CEPUsl KOTOPOTo JOJIKHA COBIMAJATh C CepUei
00pasia JeKapCTBEHHOTO Tpenapara, IoAaHHOTO Ha PETUCTPAIIHIO;

&) xapaKTepucTHKa MPUMECei;

X) TIepeYeHb CTAHIAPTHBIX OOpPAa3lOB, MCIONB3YEMBIX MPH OCYIIECTBICHHHM KOHTPOJS KauecTBa
JIEKapCTBEHHOTO Ipernapara Jyis BeTepUHApHOTO IPUMEHEHUS;

I1) JAaHHBIE O CTAOMIILHOCTH JIEKAPCTBEHHOTO Iperapara Jiisi BETEpUHAPHOTO TPUMEHECHHS;

10) xomust JOKyMEHTa, CoAepKallero MHGOpMalMIi0O O HATUYMU WIM 00 OTCYTCTBUH (DaKkTOB
pEeTUCTpaIK JICKAPCTBEHHOTO Iperapara JJisi BETEPUHAPHOTO MPUMEHEHUs 3a mpeaenamu Poccuiickoit
denepanuy;

Ungpopmayus 06 usmenenusix:

Dedepanvrvim 3akonom om 13 urons 2015 o. Ne 241-D3 6 nynkm 11 yacmu 3 cmamou 17 nacmoawezo
DedepanbHo20 3aKOHA GHECEHbL USMEHEHUS]

Cu. mexcm nyHkma 6 npeouvloyujel peoaKyuu

11) cormacue B mHCbMEHHOH (opme, MPeayCMOTPEHHOE YacThl0 7 HACTOSIIEH CTaThbu, B Cllydae
perucTpaiyy BOCIPOU3BEIEHHOTO JIEKApCTBEHHOTO Mpernapara;

12) xomust JOKyMEHTa Ha pYCCKOM f3bIKE, 3aBEPEHHOIO B YCTAHOBJIEHHOM HOPAAKE U
MNOATBEP)KJAIOIIEr0 MPaBOMOYHOCTh 3asBIEHUS] O TOCYJapCTBEHHOH pEerucTpanuu JEeKapCTBEHHOIO
Ipernapara Jyisi BETEpUHApHOTO IPUMEHEHUS (JOBEPEHHOCTb);

Ungopmayus 06 usmenenusix:

Yacmv 3 dononnena nynkmom 13 ¢ 13 aseycma 2019 e. - @edepanvhuiii 3axkon om 2 aseycma 2019 2. Ne
297-D3

I'APAHT:

Poccuiickum npoussooumensim ummyHoOUOIOSUYECKUX IEKAPCMBEHHBIX Npenapamos paspeuiaemcs 00 31
Ooekaops 2030 2. ne npedcmasiamv 8 coOmeemcmeuu ¢ nyHkmom 13 ceedenuss o 20cyoapcmeeHHou
pecucmpayuu  2eHHO-UHNCEHEPHO-MOOUDUYUPOBAHHBIX OPSAHUIMOS, NPEOHA3HAYEHHbIX Ol 6bINYCKA 6
OKpYJHcarowylo cpedy, npu 20CyOapCmeeHHOU pecUCmpayuy UMMYHOOUOIOSUYECKUX JIeKaAPCMBEHHbIX
npenapamos Ol  GEMePUHAPHO2O NPUMEHEHUsl, NOJYYEHHbIX C NPUMEHEHUEM 2eHHO-UHICEHEPHO-
MOOUPUYUPOBAHHBIX OP2AHUZMOB UTIU COOEPHCAUUX MAKUE OPSAHUIMbI

13) cBegeHWss O TOCYIApPCTBEHHON pPETUCTPAllMd TE€HHO-WHXEHEPHO-MOIUPHUIIUPOBAHHBIX
OpPTraHW3MOB, ITPEIHA3HAYCHHBIX JJIS BBITYCKa B OKPYKAIOIIYIO Cpey (TIpU TOCYTapCTBEHHON PETUCTPALIAN
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

JIEKapCTBEHHBIX MpEnaparoB AJisi BETEPUHAPHOTO NPHUMEHEHHs, IMOJNYUYEHHBIX C NMPUMEHEHHEM T€HHO-
WHXEHEPHO-MOTU(UITUPOBAHHBIX OPTAHU3MOB WIIH COJIEPIKAINX TAKUE OPTaHU3MBI).

Hnghopmayus 06 usmenenusix:

Yacmoe 4 usmenena c 1 cenmaops 2023 2. - @edepanvusiii sakon om 28 anpens 2023 2. Ne 171-D3

CMm. npedvldyuivio pedakyuio

4, Tlpu npoBeIECHHH YCKOPEHHON MPOLEAYPhl SKCHEPTH3bI JIGKAPCTBEHHOIO Tpernapara s
BETCPUHAPHOTO MPHMEHEHHUS (3a HCKIOUCHHEM JIEKAPCTBEHHOIO IIperapara Ui BETEPHHAPHOIO
IIPUMEHEHHUS, YKa3aHHOTO B 4acT 4.1 HacTosAlEed cTaThbM) B LIENAX €ro rocyJapCTBEHHOM perucTpanuu
BMECTO OTYeTa pa3paboTyhKa O pe3yiabraTax JOKIMHHYECKOTO MCCIIEIOBAaHHUS JEKAPCTBEHHOTO CPEICTBA
JUIS BETCPUHAPHOTO IPUMCHEHHS MOXKET OBbITh HpEACTaBICH 0030p HaydHBIX pabOT O pe3yibTarax
JOKIIMHHYECKOTO HMCCIIEAOBaHUS pedEPEeHTHOr0 JICKAPCTBECHHOTO IIperapara Ui BETEPUHAPHOIO
NPUMEHCHHUS, & BMECTO OTYETa O pe3y/ibTaraX KIMHUYECKOTO MCCIICAOBAHMs JIGKAPCTBEHHOIO Mperapara
JUIS BETEPUHAPHOTO MPHMEHCHHMS OTYET O pe3ydabraTax HCCICIOBAHHN  OMO3KBUBAIICHTHOCTH
BOCIIPOM3BEICHHOTO JICKAPCTBCHHOTO IperapaTa /it BETCpUHAPHOTO IIPUMCHEHUS.

Unghopmayus 06 usmenenusx:

Cmamus 17 dononnena uacmoio 4.1 ¢ 1 cenmsaops 2023 2. - @edepanvubiii 3axkon om 28 anpens 2023 2. Ne
171-D3

4.1. Tlpu mpoBelEeHUH YCKOPEHHOW MPOILENyphl SKCIEPTU3bl JICKAPCTBEHHOTO TMperapara s
BETEPUHAPHOTO MPUMEHEHHS, MPETHA3HAYCHHOTO I JICUCHHS JIOMAITHUX >KUBOTHBIX, OMPEIEICHHBIX
®enepanbHbiM _3akoHOM 0T 27 nexabpss 2018 roma N 498-D3 "OO OTBETCTBEHHOM OOpALICHUU C
YKUBOTHBIMM U O BHECEHUHW M3MEHEHUI B OT/IENIbHBIC 3aKOHOJIAaTeIbHbIEe akThl Poccuiickoin denepanuu’, u
3apErUCTPUPOBAHHOTO B Kau€CTBE JICKAPCTBEHHOTO Tpernapara i MEIUIUHCKOTO MTPUMEHEHUs, B IEIIAX
€ro TOCYTapCTBEHHOM PETHCTPAIlMM BMECTO OTYeTa pa3padoTuyMka O pe3ylnbTrarax JOKIMHHYECKOTO
HCCJIEIOBAHUSI JIEKAPCTBEHHOTO CPEACTBA JUIsl BETEPUHAPHOTO MPUMEHEHUS] MOTYT OBbITh IMPEACTaBICHBI
pe3yabTaThl  JIOKIMHUYECKOTO HCCICAOBAHUS COOTBETCTBYIOIIETO JICKAPCTBEHHOTO CPEACTBA  JUIS
MEIUIIMHCKOTO TPUMEHEHHsS, a BMECTO OT4eTa O pe3ylbTarax KIMHUYECKOTO HCCIIEOBAHUS
JIEKapCTBEHHOTO TIperapara JJisd BETEPUHAPHOTO NMPUMEHEHHS - 0030p HAydHBIX padOT O pe3yabTarax
KIIMHUYECKUX HCCIEAOBAHUM JIEKAPCTBEHHOIO TMperapaTta sl MEIMIIMHCKOrO MPUMEHEHUsT Ha BHUAAX
YKUBOTHBIX, KOTOPBIM TIPETHA3HAYAETCS UCCIIETYEMBbIH JICKApCTBEHHBIN Mpemnapar.

Hnghopmayus 06 usmenenusix:

Yacmw 5 usmenena c 13 aseycma 2019 2. - @edepanvnvui 3akon om 2 ageycma 2019 2. Ne 297-D3

Cm. npedvloyuyio peoaxyuro

5. Ha skcnepTH3y pa3iudHbIX JIEKAPCTBEHHBIX (POPM OHOTO M TOTO K€ JIEKApCTBEHHOTO Tpernapara
JUIs BETEPUHAPHOIO NPUMEHEHUS 3asBUTENb IMPEACTABISIET OTIACIbHBIC 3asBJICHUS M PETUCTPALMOHHBIC
JIOChEe Ha KOKIYIO JIekapcTBeHHYI0 (Gopmy. [Ipu ycrmoBum OgHOBpEMEHHON MOJAYM Ha IKCIEPTH3Y OJIHOM
JIEKapCTBEHHOM (OPMBI C Pa3NMYHBIMU JO3UPOBKOM, KOHIIEHTpAIe, 00beMOM 3asiBUTEINb MPEICTaBISIET
OJIHO 3asIBJIEHUE U PETHCTPALMOHHOE J0ChE C MPUIIOKECHUEM MAKETOB IMEPBUYHOM YITAKOBKH W BTOPHUYHOU
ynakoBkH. Ha MakeTax mepBUYHON YNMAKOBKM U BTOPUYHOW YIAKOBKHM YKa3bIBAKOTCS BCE MPOU3BOAMMBIC
JIO3UPOBKH, KOHIICHTPAIIUU, OObEMBI M KOJMYECTBO 03 B YIIAKOBKE JICKAPCTBEHHOTO Tperapara Jyis
BETEPUHAPHOTO MPUMEHEHHMUS.

Ungpopmayus 06 usmenenusx:
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..
Yacms 6 usmenena c 1 aneaps 2021 2. - @edepansvuuiii 3akon om 27 dexabpsa 2019 2. No 478-D3

Cum. npedvidyuyro pedaxkyuro

6. B ciiyyae HemnpeacTaBleHUs! C 3aABJICHUEM O FOCYAapCTBEHHOW PErHMCTpaliM JIEKapCTBEHHOTO
npenapara Jijisi BETEpUHAPHOIO MPUMEHEHHUs JTOKYMEHTOB, MOATBEPKIAIOIIUX YIUIATy TOCYIapCTBEHHOU
MOIUIMHBI U YKa3aHHBIX B IIYHKT€ 7 4acTW 2 HACTOSIIECH CTaTbW, CBEICHUM O JULEH3USX, YKA3aHHBIX B
nyHkTax | ¥ 2 yactu 3 HACTOSIIEH CTaTbM, a TAKKE BbIAABAEMBIX (ITPEIOCTABIAEMbIX) YIIOJIHOMOUYEHHBIMU
dbenepallbHBIMA OpPTaHaMHM HMCTIOTHUTEIBHOW BJIACTH JOKYMEHTOB (CBEIEHWM), YKa3aHHBIX B IIYHKTE 2.1
4acTH 3 HACTOSINEH CTaThbd, YIOJIHOMOUYEHHBIH (enepaabHblii OpraH HCIOIHUTEIBHON BIACTH
3ampallrBaeT yKa3aHHbIE JOKYMEHTHI (CBEICHHS) B MOPAIKE MEXKBEIOMCTBEHHOTO HH(OPMAILIMOHHOTO
B3aUMOJICHCTBUA.

7. He pomyckaeTcsi HCHOIb30BAaHME B KOMMEPYECKHMX LEISIX HHPOpMAMM O pe3ylbTarax
JIOKJIMHUYECKUX HMCCIIEJOBAaHUM JIEKAPCTBEHHBIX CPEJCTB M KIMHUYECKUX HCCIIEIOBAHUMN JIEKAPCTBEHHBIX
[penaparoB JUisl BETEPUHAPHOIO IPUMEHEHUs, MPEACTABICHHON 3asBUTEIEM Uil TOCYIapCTBEHHOU
perucTpalnuy JEKapCTBEHHBIX TIperaparoB, 0e3 ero comiacus B TEYSHHE MIECTH JIeT C JaThl
TrOCYIapCTBEHHOM perucTpaiui peepeHTHOTO JeKapCTBEHHOTO npemnapara B Poccuiickoit deneparum.

Unpopmayus 06 usmenenusix:

Cmamus 17 dononnena wacmoio 8 ¢ 13 aseycma 2019 2. - @edepanvuuiii 3axkon om 2 ascycma 2019 . Ne
297-D3

8. Jlepxarenb WM BIafelNiel] PETUCTPALMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO Mpernapara s
BETEPUHAPHOTO MPUMEHECHHUS IMPEICTABISICT B YIOJHOMOUCHHBINH (henepanbHblii OpraH HCIIOJHUTEIHHON
BJIACTHU OTYET IO pe3yibraTaMm (hapMakoHaa30pa OJUH pa3 B IIECTh MECSIEB B TEYCHHE JBYX JIET MOCIIE
rOCYIapCTBEHHOW PETUCTPALIMU JIEKAPCTBEHHOIO nipenapara B Poccuiickoit Penepanuu, 3aTeM €KEr0IHO B
TEUYeHHE MOCIEAYIOIUX TPEX JIET U B JajbHEIIIeM OJJUH pa3 B TPH roja.
TAPAHT:

Cn. KOMMeHmapuu Kk cmanse 17 HacmosAueco @e@epaﬂbﬂoeo 3AKOHA

Crarba 18. Yrparuna cuny ¢ 1 centadps 2024 . - @enepanbublii 3akoH oT 30 suBaps 2024 1. Ne 1-
o3

H/l(ﬁopﬂilﬂﬂl}l 00 UBMEHEHUSIX:

Cm. npedvioviyyro pedaxkuuio

H/l(ﬁopﬂilﬂﬂl}l 00 UBMEHEHUSIX:

DedepanvHvim_3axoHom om 22 Oekabps 2014 2. Ne 429-D3 cmamwvs 19 nacmosweco @edepanibHoco
3AKOHA U3N0JICEHA 8 HOBOU pedakyuu, gcmynaroweli 8 cury ¢ 1 urons 2015 .

Cu. mexecm cmambu 6 npedbloyuiell pedaKyuu
Crarbs 19. IIpusstue pemeHus O BblJAYe SKCIEPTHOMY YUPEKICHHIO 3a/aHUs Ha NPOBEJICHUE
HKCIIEPTU3bI JIEKAPCTBEHHOTO CPECTBA

Hngpopmayus 06 uzsmenenusix:

Yacmo 1 usmenena c 1 mapma 2026 2. - @edepanvnvui 3axkon om 31 utona 2025 2. Ne 304-D3

Cm. npedvioviyyio pedaxkuuio
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
WU3MEHEHUSIM. ..

TAPAHT:

Tlonooxcenus wacmu 1 (8 peoaxyuu Pedepanrvroeo 3axona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npedocmasieHus 20CyO0apCmeeHHblX YCiye npu 00paujeHulu 1eKkapCmeeHHblx cpeocms Oisi MeOUYUHCKO20
npumenenus nocpeocmeom EITUC3 u (unu) ELLY, npumensiomes c 1 aunsapa 2026 o. Pecucmpayuonmvie
Y0OCmo8epeHUsl 1eKapCmMBEeHHbIX NPenapamos 0l MeEOUYUHCKO20 NPUMEHEeHUs, Noomeepicoarowue Gakm
20CY0apCmeenHol  pecucmpayuu, Ha OYMAdiCHOM Hocumene U OVOIUKAmvl — pecucmpayuoHHbIX
yoocmogepeHull 1eKapCmeeHHbIX npenapamos Oisi MeOuyunckoeo npumenenusi ¢ 1 awmeapsa 2026 2. ne
6b10AI0MCSL

Tonoocenus wacmu 1 (8 peoaxyuu Pedepanrvroeo 3axona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npeoocmasgienus 20Cy0apCmeeHHbIX YCye npu 00paujeHuu 1eKapCcmeenHblx cpeocma OJis 6emepuUHapHo20
npumeHenus nocpedcmeom EII'Y, npumensiomca c¢ 1 sneapsa 2026 2. [[yonuxamsl pe2ucmpayuoHHbIX
y0oCmogepeHUll 1eKapCmeeHHblX Npenapamos 0ns eemepunapio2o npumenenus ¢ 1 aumeaps 2026 2. ne
8b10aomcs

1. B TeueHue uerhlpex paboOuMx MAHEW cO AHS NPUHATUS 3asIBICHUS O TOCYIAapCTBEHHOMN
perucTpaluy JEeKapCTBEHHOTO Mperapara WM 3asBICHHS O MPHU3HAHUHM JIEKAPCTBEHHOTO IIperapara
op(haHHBIM JICKAPCTBEHHBIM TIPEMapaToM COOTBETCTBYIOIIMI YIIOJHOMOYCHHBIN (efepanbHblii OpraH
WCTIOTHUTENFHOW BIACTH MPOBOAMUT MPOBEPKY IMOIHOTHI, JOCTOBEPHOCTH U MPABUIBLHOCTU OPOPMIICHUS
MIPEICTABIICHHBIX JTOKYMEHTOB PETUCTPAIMOHHOTO JOCh€ Ha JICKAPCTBEHHBIM Mpemapar M MNPUHUMAET
pellIeHre O BbIAa4e 3a/1aHus Ha MPOBEICHUE:!

Ungpopmayus 06 usmenenusix:

Ilynkm I usmenen ¢ 30 aneapsa 2024 2. - Dedepanvuuiii 3axon om 30 aunsapsa 2024 2. Ne 1-D3

Cm. npedviovyyro pedaxkuuio
TAPAHT:

Tonoowcenua nynkma 1 (6 peoaxyuu Dedepanvrnozo 3axona om 30 ausaps 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienuss 20Cy0apCmeeHHbIX YCiye npu 00paujeHul 1eKapcmeeHHvlx cpeocma 0 MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EITY, npumensromes ¢ 1 ausapsa 2026 e. Pecucmpayuontsie
YOOCmMoBepeHUst 1eKaApCMBEHHbIX NPenapamos 0l MeOUYUHCKO20 NPUMEHEeHUs, NoOmeepicoarowue haxkm
20CY0apcmeenHou  pecucmpayuu, Ha OYMAdXdCHOM Hocumene U  OYOIUKamvl  pecucmpayuoHHbIX
yO0ocmogepeHull 1eKapCmeeHHbIX npenapamos Ojisi MeOUuyunckoeo npumenenusi ¢ 1 awmeapsa 2026 2. ne
8610a10Mcsl

1) skcepTH3bl JOKYMEHTOB, MPEACTABICHHBIX NJS OMpPENETICHHUS BO3MOXXHOCTH pPaccMaTpHUBATh
JICKApCTBEHHBIM TpenapaTr Uil METUIIMHCKOTO TPHUMEHEHHUS B KadecTBE Op(aHHOTO JIEKapCTBEHHOTO
npernapara;

2) yrpatui cuiy ¢ 1 saBaps 2026 r. - @enepanbhblii 3akoH oT 30 ssHBapsa 2024 . Ne 1-@3

Ungpopmayus 06 usmenenusx:

Cum. npedbloyuyio pedaxyuro
3) yrparun cuiy ¢ 1 sHBapst 2026 r. - @enepanbhblit 3akoH oT 30 siHBaps 2024 . Ne 1-03

Hngpopmayus 06 uzmenenusix:

Cm. npedvioviyyio pedaxkuuio
4) OSKCHEepPTH3bl JIEKAPCTBEHHOIO CPEACTBA B OTHOIIEHWH JIEKAPCTBEHHOIO Mperapara Jyis
BETEPUHAPHOTO MPUMEHEHHSI.

0 Cucrema 56/
7 TAPAHT 21
5

W

A O N


http://ivo.garant.ru/document/redirect/77691576/1913
http://ivo.garant.ru/document/redirect/408457419/11514
http://ivo.garant.ru/document/redirect/77691576/1912
http://ivo.garant.ru/document/redirect/408457419/11514
http://ivo.garant.ru/document/redirect/408457419/45
https://www.gosuslugi.ru/
http://ivo.garant.ru/document/redirect/408457419/11513
http://ivo.garant.ru/document/redirect/76829762/1911
http://ivo.garant.ru/document/redirect/408457419/11513
http://ivo.garant.ru/document/redirect/408457419/46
https://www.gosuslugi.ru/
http://ivo.garant.ru/document/redirect/408457419/1151
http://ivo.garant.ru/document/redirect/408457419/45
https://www.gosuslugi.ru/
http://ivo.garant.ru/document/redirect/408457419/1151

®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C

U3MCHCHUSM...
Hnghopmayus 06 usmenenusix:

Yacmo 2 usmenena c 30 ansaps 2024 2. - @edepanvusiil 3akon om 30 aneaps 2024 2. Ne 1-D3

Cm. npedvloviyyio pedaxuuio
TAPAHT:

Tonooxcenus vacmu 2 (8 pedaxyuu Pedepanrvroeo 3axona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npedocmasieHus 20CyO0apCmeeHHblX Yciye npu 00paujeHul 1eKapCmeeHHblx cpeocms Oisi MeOUYUHCKO20
npumenenus nocpeocmeom EITUC3 u (unu) ELLY, npumensiomes c 1 aunsapa 2026 o. Pecucmpayuonmvie
Y0OCmMOoBepeHUsl 1eKapCMBEHHbIX NPenapamos 0l MeOUYUHCKO20 NPUMEHEeHUs, Noomeepicoarowue gakm
20CY0apCmeenHHol  pecucmpayuu, Ha OYMAdCHOM Hocumene U OVOIUKAmMyvl  PecUucmpayuoHHbIX
yoocmogepeHull 1eKapCmeeHHbIX npenapamos Oisi MeOuyunckoeo npumenenusi ¢ 1 awmeapsa 2026 2. ne
6b10AI0MCSL

Tonoowcenua yacmu 2 (6 peoaxyuu Dedepanvroco 3axona om 30 auneapa 2024 2. Ne [-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX Ycye npu 00paujeHuU 1eKapCcmeeHHblx cpeocma OJis 8emepUHapHo20
npumenenuss nocpeocmeom EIY, npumensiomes ¢ 1 smneaps 2026 2. [[yonuxamsl pecucmpayuoHHbix
yOoCcmogepeHull 1eKapCmeeHHbIX Npenapamos 0as eemepunapno2o npumenenus ¢ 1 sueaps 2026 2. He
8610a10MCsl

2. YIoIHOMOYEHHBIN (QenepanbHblii OpraH HWCIOJHUTEIBLHON BIIACTH HANPABISICT B JIMYHBIN
KaOWHET JKCIIEPTHOTO YUPEKICHUS B €IUHOW CHUCTEME TOINMCAHHOE YCHIIEHHOW KBaTHU(PHUIIMPOBAHHON
AIIEKTPOHHON TNOAMNKCHIO 3aJjaHhe Ha MPOBEIEHUE DKCIEPTH3, MPEAYCMOTPEHHBIX YacTbio | HacTrosmieit
CTaThH, B JIMYHBIA KAOWHET 3asBUTEIIS B €MHON CUCTEME - TIOANMMCAHHOE YCUIICHHON KBaTU(PHUITMPOBAHHON
AIIEKTPOHHOM TMOAINKCHI0 YBEIOMJICHHE O MPHUHATOM pEHIeHHH O BblJaue 3aJaHusl Ha TMPOBEACHUE
IKCIEPTU3, MPEIyCMOTPEHHBIX YacThio | HAcTOSIIEH CTaTbH, W B ClIydae HEOOXOJAMMOCTH O BBITaue
paspemienusi Ha BBo3 B Poccuiickyto denepaiivio KOHKPETHOW MapTUH, CEPUH 3aPETUCTPUPOBAHHBIX H
(Wn) He3aperucTPUPOBAHHBIX JIGKAPCTBEHHBIX CPEJICTB MIIM 00 OTKa3e B MPOBEIACHUN TaKUX DKCIEPTU3 C
yKa3aHUeM MPUYUH OTKa3a.

Hnghopmayus 06 usmenenusix:

Yacmo 3 usmenena c 30 ansaps 2024 2. - Pedepanvusiil 3akon om 30 aneaps 2024 2. Ne 1-D3

Cm. npedvioviyyio pedaxkuuio
TAPAHT:

Tonoocenus vacmu 3 (8 peoaxyuu Pedepanrvroeo 3axona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npedocmasieHus 20Cy0apCmeeHHblX YCiye npu 00paujeHuly 1eKapCmeeHHbiX cpeocms 0isi MeOUYUHCKO20
npumenenus nocpeocmeom EITUC3 u (unu) EILY, npumensiomes c 1 auneapa 2026 o. Pecucmpayuonnvie
Y0OCmMOoBepeHUsl 1eKapCMBEHHbIX NPenapamos 0l MEOUYUHCKO20 NPUMEHEHUs, Noomeepicoarowue gakm
20CY0apCmeenHol  pecucmpayuu, Ha OYMAd€CHOM Hocumene U OVOIUKAMbl  PecUucmpayuoHHbIX
Y0OCmoBepeHUll J1eKApPCMEEHHbIX NPenapamos Oas MeouyuHckoeo npumernenus c¢ 1 saneapsa 2026 . ne
6b10A0OMCSL

Tonoxcenus wacmu 3 (8 pedaxyuu @Pedepanrvhoco 3axona om 30 aneaps 2024 2. Ne 1-D3), kacaowuecs
npedoCcmasieHus 20Cy0apCmeeHHbIX YCiye npu 0opaweHuu 1eKapCmeeHHblX cpeocmas 0iisi 6emMepUHapHO20
npumenenus nocpeocmeom EIY, npumensiomcs ¢ 1 sneaps 2026 2. [[yonuxamsl pe2ucmpayuoHHbIx
y0ocmoeepeHull 1eKapCmeeHHbIX Npenapamos 0as eemepunapno2o npumenenus ¢ 1 sueaps 2026 2. He
8610a10MCcsl
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3. B cnydae BBbISBICHHMS OTCYTCTBUSI HJIM HEIOCTOBEPHOCTH HWHGOpPMAIUH, CONEpKalleiicss B
NPEACTABICHHBIX 3asBUTEJIEM JOKYMEHTaX, YIOJIHOMOUYEHHBIH (emaepasbHblii OpraH HCIOTHUTEIBHOM
BJIACTHU HANPABISET 3asBUTEIIO MOCPEACTBOM EIMHOIO IMOpTaja WM B €ro JIMYHBIH KaOMHET B €IUHOU
cUcTeMe 3ampoc 00 YTOYHEHHH 3TOW HH(OpMAIMH, TONMUCAHHBIA YCHWJICHHOW KBaIM(DPUIMPOBAHHOM
DIIEKTPOHHON TOAMNKCHIO (Jlajiee - 3ampoc YMOTHOMOUEHHOTO (penepanbHOro opraHa HCIONMHUTEIbHOU
BJIACTH).

Hnghopmayus 06 usmenenusix:

Yacmoe 4 usmenena c 1 mapma 2026 2. - @edepanvusiii sakon om 31 urons 2025 2. Ne 304-D3

Cm. npedvioviyyro pedaxkuuio
TAPAHT:

Tonoocenus vacmu 4 (8 peoaxyuu Pedepanrvroeo 3axona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npedocmasieHus 20Cy0apCmeeHHblX Yciye npu 00paujeHul 1eKkapCmeeHHblx cpeocms Oisi MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EILY, npumensiomes c 1 aneapa 2026 e. Pecucmpayuonnvie
Y0OCmMOoBepeHUsl 1eKapCMBEeHHbIX NPenapamos 0l MEOUYUHCKO20 NPUMEHEHUs, NoOmeepicoarowue gakm
20CY0apCcmeenHol  pecucmpayuu, Ha OYMAd€CHOM Hocumene U OVOIUKaAmvl  pecucmpayuoHHbIX
Y00OCmoGepeHUll J1eKApCMEEeHHbIX Npenapamos Oas MeouyuHcko2o npumernenus ¢ 1 sameapsa 2026 . ne
8b10AOMCSL

Tonoocenus vacmu 4 (8 peoaxyuu Pedepanrvroeo 3axona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npeoocmasienus 20Cy0apCmeeHHbIX YCye npu 00paweHul 1eKapCmeeHHbIX CpeoCcma 0 6emMepUHaAPHO2O
npumenenus nocpedocmeom EII'Y, npumensiomca c¢ 1 sneapsa 2026 2. /[yonuxamsl pe2ucmpayuoHHbIX
y00oCmoGepeHUll 1eKapCmeeHHbIX Npenapamos 0ns eemepunapno2o npumenenus ¢ 1 aueaps 2026 2. ne
8610a10Mcsl

4. 3asgBuTenb 00s3aH HAMPaBUTh IOCPEICTBOM EIMHOTO TMOpTaja B  YIOJHOMOUYCHHBIN
denepanbHbI OpraH UCTIOIHUTEIBHONW BIACTU WIIM B JIMYHBIM KaOMHET YHOJIHOMOYEHHOTO (eiepantbHOro
OpraHa HCIOJIHUTENFHONH BJIACTH B €AMHOW CHUCTEME IOJINMCAHHBIA YCUJICHHON KBAIM(UIIMPOBAHHOM
QJIEKTPOHHOMW TONAMNKCBI0 OTBET HA 3alpoC YHMOJHOMOUEHHOTro (eAepaibHOr0 OpraHa HCIOJIHUTEIbHOU
BIACTH B CPOK, HE TNPEBBIIIAIOIINN JAEBAHOCTa PabOYMX JHEH CO JHSA TMOJYYECHHUS YIOTHOMOYECHHBIM
denepanbHbBIM OPraHOM HCIOJIHUTEIHHON BIACTH AJIEKTPOHHOTO YBEJOMJICHUS O IMOJIYYEHUU 3asBUTEIIEM
naHHoro 3ampoca. Cpok, yKa3aHHBIH B 4YacTH | HACTOSIIEH CTaThbH, NPHOCTAHABIUBACTCA CO JIHSA
HaMpaBJICHUs MOCPEICTBOM E€AMHOTrO MOopTaja WIM B JIMYHBIA KaOMHET 3asBUTENs B €IUHON cucreme
3ampoca YHMOJHOMOYEHHOTrO (¢enepajbHOro OpraHa HCHOJIHUTENIBHOW BJIACTH JO JHS HalpaBlICHHS
3asiBUTENIEM TOCPEACTBOM €IMHOrO IMopTaja WU B JIMYHBIA KaOWMHET YHOJHOMOUYEHHOTO (efepaabHOro
OpraHa HCIHOJHUTEIBHOW BJIACTH B €AMHOM cHCTEMe OTBeTa. B ciydae, eciM OT MMEHHM 3asBUTEIS
JENCTBYET ero mnpencraButTeNb ((pusnueckoe JIMIO), YIIOTHOMOYCHHBIN JAeWCTBOBAaTh OT UMEHU 3asiBUTENS
Ha OCHOBAaHUM JOBEPEHHOCTH B IIEKTPOHHOH (popMe B MAIIMHOYMTAEMOM BHUJE, OTBET HA 3aPOC MOXKET
ObITh TOANMCAH YCHJIEHHOM KBaIU(PUIMPOBAHHON DIEKTPOHHON MOANMCHIO JMOO  yCHIIEHHOM
HEKBATU(DUITUPOBAHHOM IEKTPOHHOHN MOAMHUCHIO.

5. OcHOBaHUWEM MJi OTKa3a B OpraHM3allMK AKCIEPTH3, MPEeIyCMOTPEHHBIX YacTbio 1 HacTosien
CTaThbu, SIBJSIETCS TIPEACTABICHUE HEOOXONMMBIX JUIl TIPOBEACHHUS NPEAYCMOTPEHHBIX OKCIIEPTU3
JIOKyMEHTOB B HEIMOJHOM OO0beMe WJIM HENpEeCTaBIICHUE 3asBUTENIEM B YCTAHOBIIEHHBIM CPOK OTBETa Ha
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3alpoc YMOJIHOMOYEHHOTO (penepanbHOro OpraHa HMCIOJMHHUTEIbHOW BIIACTH, a TaKXe MpeCcTaBICHUE
JIOKYMEHTOB, HE COACPKAIINX HCUCPITBIBAIOIIECTO NIEPEUHS HEOOXOUMBIX CBEICHU.

Hnghopmayus 06 usmenenusix:

Yacmo 6 usmenena c 1 mapma 2026 2. - @edepanvusiii sakon om 31 urons 2025 2. Ne 304-D3

Cm. npedvioviyyro pedaxuuio
TAPAHT:

Tonoocenus vacmu 6 (8 peoaxyuu Pedepanrvroeo 3axona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npedocmasieHus 20Cy0apCmeeHHblX Yciye npu 00paujeHulu 1eKkapCmeeHHbix cpeocms Oisi MeOUYUHCKO20
npumenenus nocpeocmeom EITUC3 u (unu) EILY, npumensiomes c 1 aneapa 2026 e. Pecucmpayuonnvie
Y0OCmo8epeHUsl 1eKapCmMEeHHbIX NPenapamos 0l MeEOUYUHCKO20 NPUMEHEHUs, Noomeepicoarowue gakm
20CY0apCcmeenHol  pecucmpayuu, Ha OYMAdX€CHOM Hocumene U  OYOIUKAmvl  pecucmpayuoHHbIX
Y0OCmoGepeHUll J1eKApPCMEEHHbIX Npenapamos Ons MeouyuHcko2o npumernenus ¢ 1 sameapsa 2026 e. ne
8b10AOMCSL

Tonooxcenus vacmu 6 (8 peoaxyuu Pedepanrvroeo 3axona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npeoocmasienus 20Cy0apCmeeHHbIX YCye npu 00paweHul 1eKapCmeeHHbIX CpeoCcma 0 6emMepUHaAPHO2O
npumenenus nocpedocmeom EII'Y, npumensiomca c¢ 1 sneapsa 2026 2. /[yonuxamsl pe2ucmpayuoHHbIX
Y0OCmoGepeHUll 1eKapCmeeHHbIX Npenapamos 0ns 6emepunapno2o npumenenus ¢ 1 auweaps 2026 2. ne
8610a10Mmcsl

6. Ilpu oTkaze B opraHu3alMy KCIEPTHU3bI, MPETYCMOTPEHHON HYHKTOM 4 yactu | Hactosiuen
CTaTbH, JOKYMEHTBI, BXOJSIINE B COCTAaB PETUCTPALMOHHOIO JIOChE Ha JIEKAPCTBEHHBIN MpemnapaT Ui
BETEPUHAPHOTO MPUMEHEHHs, MOTYT OBITh BO3BpAIllCHbl 3asABUTENI0O HAa OCHOBAHWMHU €ro 3ampoca,
MOJITMCAaHHOTO YCUJICHHOM KBATH()UIIMPOBAHHON IEKTPOHHON MOMMUCHI0 U HAMIPABIEHHOTO MOCPEICTBOM
€IMHOr0 TOopTaja B YIOJIHOMOYEHHBIN (eaepanbHblii OpraH HCHOJTHUTEIBHOW BIACTH WM JIMYHBIA
KaOMHET YIOJHOMOUYEHHOTO (hefiepaabHOro opraHa UCIOJHUTEIbHON BIACTU B €AMHON CUCTEME, B TEUCHUE
TpUALATH PabOYMX AHEW CO JHS MPHUHATHS YIMOJTHOMOYEHHBIM (pefepanbHbIM OpPraHOM HCIIOIHUTEIbHON
BJIacTU peuieHust 00 OTKa3e B OpraHU3alMu TAKOW SKCHEpPTH3bl. YIIOIHOMOYEHHBIN (erepanabHbld Oopran
VCIIOJTHUTEJIBHOM BJIACTH BO3BPALLAET 3asBUTENIO YKa3aHHbIE JOKYMEHTHI B TEUEHHUE JIECITU pabounx JHEn
CO JHA TOJIy4€HHS COOTBETCTBYIOILETO 3alpoca 3asBUTENs. B ciydae, ecnmu OT HMMEHHU 3asBUTENs
JEMCTBYET ero MpeAcTaBUTelNb ((PU3MUECKOe JIUI0), YIOJTHOMOYECHHBIA AEHCTBOBATh OT UMEHH 3asiBUTEIIS
HAa OCHOBAHMU JIOBEPEHHOCTH B JJIEKTPOHHOUW (hopMe B MAIIMHOYUTAEMOM BHJIE, 3alPOC MOXKET ObITh
NOANMMCAH  YCUJICHHOM  KBaJM(PHUUIMPOBAHHON  DJIEKTPOHHOW  MOANWCHIO  JMOO  YCHJIGHHOH
HEKBaTU(UIUPOBAHHOM ANEKTPOHHON MOAMKCHIO.
TAPAHT:

Cn. KOMMeHmapuu K cmanbse 19 HacmosAueco @edepaﬂbﬂoeo 3AKOHA

Hll¢0pﬂi(1bﬂl}l 00 UBMEHEHUSIX:

Cmamus 20 usmenena c 1 cenmaopsa 2024 2. - @edepanvrvii 3axon om 30 aneapsa 2024 2. Ne 1-D3

Cm. npedvioviyyio pedaxkuuio

TAPAHT:
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Tonoocenus cmamou 20 (8 pedaxyuu Pedepanvruozo 3akoua om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npedocmasieHus 20Cy0apCmeeHHblX Yciye npu 00paujeHuy 1eKkapCmeeHHblx cpeocms Oisi MeOUYUHCKO20
npumenenus nocpeocmeom EITUC3 u (unu) EILY, npumensiomes c 1 aneapa 2026 e. Pecucmpayuonnvie
Y00OCmo8epeHUsl 1eKapCmMBEeHHbIX NPenapamos 0l MEOUYUHCKO20 NPUMEHEHUs, NoOmeepicoarowue gakm
20CY0apCmeenHol  pecucmpayuu, Ha OYMAdx@CHOM Hocumene U  OYOIUKaAmvl  pecucmpayuoHHbIX
Y0OCmoGepeHUll J1eKAPCMEEHHbIX NPenapamos Ons Meouyuncko2o npumernenus c¢ 1 sameapsa 2026 . ne
8b10AOMCSL

Crarba 20. Dkcrepru3a JOKYMEHTOB, IPEACTABICHHBIX [UIsl ONPEAENEHUS BO3MOXKHOCTHU

paccMmarpuBaTh JIEKAPCTBEHHBIN Tpernapar Ui METUIIMHCKOTO MPUMEHEHHUS B KadyeCTBE
ophaHHOTO JIEKApCTBEHHOTO TpernapaTa

1. Tlpouenypa ompeneneHuss BO3MOXKHOCTH paccMaTpuBaTh JIEKAPCTBEHHBIM TMpemapaTr ais
MEIMIIMHCKOTO TIPHUMEHEHHUS B KaueCcTBE OpGaHHOTO JICKAPCTBEHHOTO Tperapara MOXKeT POBOIUTHCS KaK
B OTHOIIECHUHU JIEKAPCTBEHHOTO TIperapara, 3aperucTPUPOBAHHOTO B COOTBETCTBMM C HACTOSIIHUM
denepanbHBIM 3aKOHOM JTMOO B COOTBETCTBHM C aKTaMH, COCTaBISMIOMIMMHU mpaBo Coroza, Tak W B
OTHOIIEHWH  HE3apEeTUCTPUPOBAHHOTO  JIEKAPCTBEHHOTrO  Ipemapara.  OKClepTH3a  JIOKyMEHTOB,
NPEACTABICHHBIX ISl ONpPEACNCHUS BO3MOXXHOCTH paccMaTpuBaTh JICKAPCTBEHHBIM Mpemapar Juls
MEIMIIMHCKOTO TIPUMEHEHHS B KauecTBe OpPaHHOro JEKapCTBEHHOTO Mpernapara, COCTaBIeHUe KOMHCCHEN
HKCIIEPTOB 3aKIFOUEHHS] O BOZMOXXHOCTH WJIM HEBO3MOXKHOCTH paccMaTpuBaTh JICKAPCTBEHHBIM Mpemnapar
JUTST METUIIUHCKOTO NPUMEHEHHUs B KauecTBe Op¢aHHOIrO JEKapCTBEHHOTO IMpernapaTa M HalpaBlIeHHE B
JMYHBIA KaOMHET YIOJHOMOYEHHOTO (pefepasibHOTO OpraHa MCIOTHUTENBHOW BJIACTH B €AMHON CHCTEME
JAHHOTO  3aKo4eHHs B (GopMe  DJIEKTPOHHOTO  JIOKYMEHTa,  IOANKCAHHOTO  yCHJIEHHOU
KBTM(DUIIMPOBAHHON DIEKTPOHHOW MOIMKCHIO, OCYIIECTBISIIOTCS B CPOK, HE MPEBBIMIAOIINNA TPHIIATH
pabounx JHEW CO JIHSA HampaBleHUS B JHUYHBIM KaOWHET 3KCIEPTHOTO YUPEKIEHHUS B €IMHON CHCTEMeE
3aJJaHNs YIIOJTHOMOUYEHHOTO (heIepajibHOTO OpraHa MCTIONHUTENLHON BIACTH U CIEAYIOUINX JOKYMEHTOB H
CBEIICHUN:

1) 3asiBjIeHHE O MPU3HAHUU JIEKAPCTBEHHOTO Tpenapara ophaHHBIM JIEKAPCTBEHHBIM IPETapaToM,
COCTaBJIEHHOE MO0 (opMe, YTBEp>KIECHHOU YIMOTHOMOYEHHBIM (efepaabHbIM OPraHOM HCIOIHUTEIHHOM
BJIACTH, TOANMCAHHOE YCHUJICHHOW KBANMU(UIIMPOBAHHON JIIEKTPOHHOW MOAMHCHI0 YHOTHOMOYEHHOTO
MPECTAaBUTENS FOPUIUIECKOTO JIMIIA, JEHCTBYIOIIET0 B COOCTBEHHBIX MHTEpPECAX WM YIOIHOMOYEHHOTO
MPEACTaBISITh MHTEPECHI IPYTOTO IOPHINIECKOTO JINIIA;

2) xomus JOKyMEHTa Ha pPYCCKOM S3bIKE, 3aBEPEHHOT0 B YCTAHOBJICHHOM TMOPSIKE U
MOATBEPKJAIOIIET0 TMPABOMOYHOCTh 3asBHUTENS IOJAaBaTh 3asBICHHE O TPH3HAHUU JIEKAPCTBEHHOTO
npenapara op(aHHbBIM JIEKAPCTBEHHBIM MIpenaparoM (IIpu He0OXOTUMOCTH);

3) obocHoBanue opdaHHOCTH 3a00JIeBaHMUs, HE OTHECEHHOTO B COOTBETCTBUU ¢ DeneparbHBIM
3akoHOM OT 21 Hos6ps 2011 roma N 323-®3 "OO ocHOBax OXpaHBI 3l0pPOBBS TpakaaH B Poccuiickoit
deneparun” x penkuM (opgaHHBIM) 3a00JIEBAaHHM, B TOM YHUCIIE TTOAPOOHAs HHPOPMAIUS O JUATHOCTHKE,
poUIaKTUKE WK JICYEHUH TaKOTO 3a00JIeBaHUS;

4) yTBepXKIACHHAS HMHCTPYKIHS TIO0 MEIWIIMHCKOMY MPHMEHECHUIO JIEKAPCTBEHHOTO TIperapara,
3apEruCTPUPOBAHHOTO B  COOTBETCTBMHM C HacTosmmMm DenepanbHbIM  3aKOHOM, WKW  00mias
XapaKTepUCTUKA JIEKAPCTBEHHOTO Tperapara, 3aperucTPUpPOBAHHOTO B COOTBETCTBHM C  aKTaMH,
cocTaBigmKMU TpaBo Coro3a (pu HATHYWN);

0  Cucrema 60/
7 TAPAHT 21
. 5
0
5

A O N


http://ivo.garant.ru/document/redirect/12191967/0
http://ivo.garant.ru/document/redirect/12191967/0
http://ivo.garant.ru/document/redirect/12184522/21
http://ivo.garant.ru/document/redirect/409383094/1000
http://ivo.garant.ru/document/redirect/12184522/21
http://ivo.garant.ru/document/redirect/408457419/45
https://www.gosuslugi.ru/
http://ivo.garant.ru/document/redirect/408457419/116

®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
MU3MEHEHUSM. ..

5) MHCTPYKLUS MO MEIUIMHCKOMY IMPHUMEHEHMIO WM KpaTKas XapaKTepHCTHKa JIEKapCTBEHHOIO
Ipernapara, yTBepakK/I€HHbIE B CTpaHe MPOU3BOAUTENS (TIPU HAITUYUH);

6) KONMU JOKYMEHTOB, 3aBEPEHHBIX B YCTAaHOBJICHHOM IOpPAJKE U MOATBEPXKIAIOIUX (aKT
perucTpanyy JIEKapCTBEHHOTO TMperapaTa B MHOCTPAHHBIX TOCYJapcTBaX B KadecTBe opdaHHOTO
JIEKapCTBEHHOTO Ipenapara (Ipu HaJIM4un);

7) TIPOEKT XapaKTEpUCTUKU HE3apEerMCTPUPOBAHHOTO JIEKAPCTBEHHOTO Ipenapara, COAEpIKallero
ClIelyIOIe€ MUHUMAJIbHbBIE CBEICHHS O HE3aperUCTPUPOBAHHOM JIEKApCTBEHHOM Ipernapare (JlolmycKaeTcs
IIPEJCTaBICHUE MPOEKTAa XapaKTEPUCTUKH HE3aperHCTPUPOBAHHOIO JIEKAPCTBEHHOIO IIpenapara,
COCTABJIEHHOTO B COOTBETCTBUM C JOCTYNHBIMH JAaHHBIMM 10 IPOBEIACHHBIM KIMHUYECKUM
UCCIJIEJOBAHUSAM JIEKAPCTBEHHOTO Mpenapara 1 JOKJIMHUYECKUM UCCIIeI0BaHUIM JIEKAPCTBEHHOI'O CPEACTBA
Ha MOMEHT IOJlauu 3asBJICHUs O NPHU3HAHWU JIEKAPCTBEHHOIO Ipernapara opgaHHbIM JIEKapCTBEHHBIM
Mpenaparom):

a) HaMMEHOBaHHE JIEKAPCTBEHHOro Impemnapara (MeXIyHApOAHOE HEMaTeHTOBAHHOE, WM
IpyNIHUPOBOYHOE, MIIM XUMUYECKOE U TOPTOBOE HAUMEHOBAHMS);

0) nexapcTBeHHas (GopMa ¢ yKa3aHHEM HaUMEHOBAaHWH U KOJMUYECTBEHHOTO COCTaBa JIEHCTBYIOIIUX
BELIECTB U KaUYECTBEHHOTO COCTaBa BCIIOMOTAaTENIbHBIX BEIIECTB (MPU HEOOXOJUMOCTH KOJIMYECTBEHHOTO
COCTaBa BCIIOMOI'aTeNIbHBIX BELIECTB);

B) (papMakoguHAMUKa U (papMaKOKMHETHKA;

I') IOKa3aHUs 7151 IPUMEHEHMS,;

1) TPOTUBOIIOKA3aHUSI JIJIsl IPUMEHEHMUS;

€) BO3MOXKHbIE TOOOYHBIE AEHCTBUS M HEXeJaTelIbHble PeakMy PpU NPUMEHEHHH JIEKapCTBEHHOTO
npernapara Jyisi MEJUIIMHCKOTO PUMEHEHUS;

’K) HAaUMEHOBAaHMSA W ajpeca IMPOU3BOACTBEHHBIX IUIOMIAJOK IPOU3BOIUTENS JIEKAPCTBEHHOTO
Ipernapara;

3) cBeleHUS O pa3pa0OT4YMKE JIEKApPCTBEHHOIO CpEACTBAa (Jeprkarene perucTpalioHHOTO
YIAOCTOBEPEHHUS);

8) cBeleHMs O TEKYILeM cTaTyce pa3pabOoTKHU He3aperucTpUPOBAaHHOTO JIEKAPCTBEHHOTO IMpernapara,
a TaKKe IUIaH ero pa3paboTKH;

9) 0630pB! JOKIMHUYECKUX UCCIIE0BAaHUN JIEKAPCTBEHHBIX CPEJICTB M KIIMHUUYECKUX UCCIIEI0BAaHHUM
HE3aperucTpUPOBAHHOTO JIEKAPCTBEHHOTO IIpenapara, JOCTyIIHbIE Ha JIEHb NOAAa4YH 3asiBICHHUS;

10) oTueTsl O MPOBEACHHBIX AOKIMHUYECKUX HCCIIEAOBAaHMUAX JIEKAPCTBEHHOIO CpPEACTBA U
KIIMHUYECKUX HUCCIIETOBAHUSIX HE3apErUCTPUPOBAHHOIO JIEKAPCTBEHHOTO Ipernapara (Tpy HaIUu4Yum);

11) peKBU3UTHI JOKYMEHTA, MOATBEPKAAIOLIET0 YIIaTy TOCY1apCTBEHHOM MOIIIHHBI.

2. B cnyyae HEIOCTAaTOUHOCTH MPEACTABICHHBIX MaTEPUAIOB B 1IENIAX MPOBEACHUS SKCIIEPTU3BI AJIs
OIpezeNIeHUs] BO3MOKHOCTH PacCMaTpUBAaTh JIEKAPCTBEHHBIN Mpenapar s MEJULIMHCKOTO IPUMEHEHHS B
KauecTBe Op(aHHOTO JIEKAPCTBEHHOTO IIperapara SKCHEPTHOE YUPEKICHHE HAIpaBseT B JIMYHBIHA
KaOMHeT 3asBUTENsl B €AMHOM CHUCTeMe 3ampoc O TMpPeJCTaBICHUM HEOOXOIUMBIX MaTepHajIoB,
MOJNMCAHHBIA PYKOBOAUTENEM (YIIOJIHOMOYEHHBIM JIULIOM) SKCIEPTHOTO YUPEXKJIEHUS C MCIIOJIb30BaHUEM
YCUJICHHOM KBadM(UUUPOBAaHHON 3NIEKTPOHHOW MOANKMCH. 3asBUTENb OOS3aH HaNpaBUTh B JIMYHBINA
KaOMHET SKCIEPTHOTO YYPEKICHHUS B €IWHON CHCTEME IMOJNMHMCAHHBIA YCHJIEHHOW KBaTH(DUIIMPOBAHHOM
ANIEKTPOHHOH MOANHUCHIO OTBET HA 3alPOC B CPOK, HE MPEBBIMAIOIINN ECTUECITH pabouux JITHEH co qHs
MOJTyYEHUS! SKCIEPTHBIM YUPEKICHUEM 3JIEKTPOHHOIO YBEJOMJIEHMS O MOIYYEHHMH 3asBUTEJIEM 3alpoca.
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

Cpok, yKa3aHHbBIM B 4acTH | HacTOsIIEN CTaThbU, MPUOCTAHABIMBAECTCS CO JHS HAIpPABICHUS 3asIBUTEIIO B
€ro JUYHBIH KaOWHET B €IWHOW CHUCTEME 3ampoca SKCIIEPTHOTO YYPEXKJACHUS 10 JHsS HaIlpaBlICHUS
3asiBUTENIEM B JIMUHBIM KaOWHET HKCHEPTHOTO YUPEXKIEHHUS B €IMHONW CHUCTEME OTBETa Ha 3ampoc U He
YUYUTHIBACTCS TPU MCUUCICHUU CpPOKa TMPOBEIACHUS DKCHEPTU3bl JOKYMEHTOB, MPEIACTABICHHBIX s
OnpeereHus] BO3MOKHOCTH PACCMATPUBATh JIEKAPCTBEHHBINA Mpenapar s MEAUIIMHCKOTO TPUMEHEHHUS B
KauecTBe op(haHHOTO JIEKAPCTBEHHOTO Mperapara.

3. B cpok, He mpeBpIMIArOMUi NATH paboduMx JHEW CO JHsS HaNpaBiCHUS B JIMYHBIA KaOWHET
YIIOJIHOMOYEHHOTO (heiepalbHOTO OpraHa HCIONHUTEIBHONM BIACTH B EIMHOM CHCTEME 3aKJIIOYEHUS,
YKa3aHHOTO B 4acTW 1 HacToAlIeil CTaTbd, YIMOJTHOMOYEHHBIN (eaepaibHbId OpraH HCHOIHUTEIHHOM
BJIACTH OCYILIECTBIISIET OLIEHKY 3aKJIIOUEHHUS JJIs1 ONIPEIEIICHNs €T0 COOTBETCTBUSI 3aJaHUI0 HA MPOBEICHNE
AKCHEPTU3bl U HAMpaBiseT B JUYHBIM KaOWHET 3asBUTENS B €IMHON cHCTeMe MOAMHMCAHHOE YCUJICHHOMN
KBTM(DUIIMPOBAHHON DJIEKTPOHHOW MOANKCHIO YBEIOMIICHUE O pe3yiabTaTax MPOBEICHHON IKCIIEPTHU3BI C
MPUIIOKEHHUEM KOIHMU JKCIIEPTHOTO 3aKJIIOUeHUsl (C coXpaHEHHEeM KOH(HIEHIIMANbHOCTH MH(OpPMALIUU O
COCTaB€ KOMHUCCHHU JKCIIEPTOB) M BO3MOXKHOCTH WM HEBO3MOXXHOCTH pPAacCMaTpUBATh JIEKAPCTBEHHBIN
mpemnapar Juisi MEJUIIMHCKOTO MPUMEHEHHS B KauecTBe OphaHHOTO JIEKapCTBEHHOTO Mpernapara.

TAPAHT:

Cwm. KOMmMeHnmapuu K cmanibe 20 HacmosAuezco (Dedepaﬂbnoeo 3AKOHA

Cratba 21. Yrparuna cuy ¢ 1 centsops 2024 1. - Denepanbhbiil 3akoH oT 30 staBapst 2024 1. Ne 1-
@3

Ungpopmayus 06 usmenenusx:

Cm. npedviovyyro pedaxkuuio

Crarbst 22. Y1paruna cuiay ¢ 1 urong 2015

I/Ill(ﬁopﬂilﬂﬂl}l 00 UBMEHEHUSIX:

Cm. mexem cmamou 22

I/Ill(ﬁopﬂilﬂﬂl}l 00 UBMEHEHUSIX:

DedepanvHuim_3axonom om 22 Oexkabps 2014 2. Ne 429-D3 cmamvs 23 nacmosweco DedepanibHo2o
3AKOHA U3N0JICEHA 8 HOBOU pedakyuu, gcmynarueli 8 cury ¢ 1 urons 2015 .

Cu. mexecm cmambu 6 npedbloyuiell pedaKyuu
Crarba 23. Okxcrepru3a KadecTBa JIEKapCTBEHHOIO CpPEACTBA M JKCIEPTH3a OTHOLICHUS
0XHJIa€MOH TOJIB3bI K BO3MOXKHOMY PHUCKY NPHUMEHEHUs JICKapCTBEHHOIO IIpernapara Jyis
MEAMIMHCKOTO MPUMEHEHHUS

HUnpopmayus 06 usmenenusix:

Yacmo 1 usmenena c 30 aneaps 2024 2. - @edepanvuviii 3akon om 30 aneapsa 2024 2. Ne [-D3

Cm. npedvioviyyro pedaxkuuio
TAPAHT:

llonoowcenusn wacmu 1 (8 pedaxyuu Pedepanvrozo zaxona om 30 ausaps 2024 2. Ne 1-D3), kacarowuecs
npeoocmasgienus 20Cy0apCmeeHHbIX YCaye npu 0opaujenu 1eKapCmeeHHbIX cpeocma Ol MEOUYUHCKO2O0
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
WU3MEHEHUSIM. ..
npumenenus nocpeocmeom EITUC3 u (unu) EILY, npumensiomes c 1 aneapa 2026 e. Pecucmpayuonnvie
Y0OCmo8epeHUsl 1eKapCmMBEeHHbIX NPenapamos 0l MeEOUYUHCKO20 NPUMEHEHUs, Noomeepicoarowue gakm
20CY0apCcmeenHol  pecucmpayuu, Ha OYMAdX€CHOM Hocumene U  OVOIUKamvl  pecucmpayuoHHbIX
Y00OCmoGepeHUll J1eKApPCMEEHHbIX Npenapamos Ons MeouyuHcko2o npumernenus ¢ 1 sameapsa 2026 . ne
8b10AOMCSL

1. DkcriepTr3a KadecTBa JIGKAPCTBEHHOTO CPEICTBA M AKCIIEPTU3a OTHOMIECHUS 0KUAEMOU TIOJTh3bI
K BO3MOXXHOMY pHUCKY NpPHUMEHEHHUs JIEKapCTBEHHOTO Tpernapara [Jisi MEIULUHCKOTO TMPUMEHEHHS,
COCTABJICHHE KOMHUCCHSIMH OJKCIEPTOB 3aKIIOUEHUH 110 pe3yibraTaM MPOBEISCHHBIX OSKCIEPTH3 U
HaNpaBJIeHUE STUX 3aKIIOYEHHH, MOAMUCAHHBIX YCHJICHHBIMH KBaTU(DHUIIMPOBAHHBIMU JIIEKTPOHHBIMU
[OJITUCSAMU, B JIMYHBIA KAaOWHET YIMOJHOMOUYEHHOTO ()elepalbHOr0 OpraHa HCIIONHUTEILHON BIACTH B
€IMHOM cHuCTeMe OCYIIECTBISIOTCS B CPOK, HE TPEBBINIAIONIMN CTa JOecATH pabouux AHEeH co IHsA
HamnpaBlICHUS B JUYHBIH KaOWHET OSKCIIEPTHOTO YYPEXKJACHUS B E€IMHON CHCTEME COOTBETCTBYIOIIETO
3aJlaHuUs YIIOJIHOMOYEHHOTO (peepaabHOro opraHa UCIOIHUTENBHOMN BIACTH M HEOOXOIMMBIX JOKYMEHTOB.

Unghopmayus 06 usmenenusx:

Yacmo 2 usmenena c 30 ansaps 2024 2. - Pedepanvusiil 3akon om 30 aneaps 2024 2. Ne 1-D3

Cm. npedvioyuyio pedakyuio
TAPAHT:

Tonoowcenua yvacmu 2 (6 peoaxyuu Dedepanrvroco 3axona om 30 auneapa 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienuss 20Cy0apCmeeHHbIX YCiye Npu 00paujeHul 1eKapcmeeHHvlx cpeocma 0 MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EITY, npumensromes ¢ 1 ausapsa 2026 e. Pecucmpayuonmsie
YOOCmoBepeHUst 1eKapCMBEHHbIX NPenapamos 0l MeEOUYUHCKO20 NPUMEHEeHUs, NoOmeepicoarowue haxkm
20CYy0apcmeenHou  pecucmpayuu, Ha OYMAdXdCHOM Hocumene U  OYOIuUKamvl  pecucmpayuoHHbIX
VOoCmogepeHUll J1eKAPCMEEHHbIX NPenapamos Oasi MeOuyuHckoeo npumernenus c¢ 1 saneapsa 2026 . He
8610a10MCsl

2. B Teuenue neBsiHOCTa JHEH CO AHS TOJY4YEHUS YIOTHOMOYEHHBIM (hefepaibHbIM OpPraHOM
WCTIOTHUTEILHOW BIIACTH YBEIOMIICHUS B JJICKTPOHHOW (hopMe O TOTYYCHHUH 3asBUTEIIEM PEHICHUS O
MPOBEJCHUH SKCIEPTU3, MPETYyCMOTPEHHBIX YacTbio | HAcToOsIIEH CTaThbu, 3asABUTENb IMPEICTaBISIET B
OKCIIEPTHOE YUPEIKIACHHUE IS MPOBEIACHHS JIKCIEPTU3hI KAauecTBa JICKAPCTBEHHOTO CPEACTBA OO0pa3Ilbl
JIEKapCTBEHHOTO Tperapara [Uisi MEAULUHCKOTO TPUMEHEHHs, MPOU3BEACHHOIO B COOTBETCTBUU C
TpeOOBAaHUSIMU  OTIBITHO-TIPOMBINIUICHHOTO W (WJIM) MPOMBINUICHHOTO PETIaMEHTOB, YTBEPKICHHBIX
PYKOBOZMTENEM MTPOU3BOAUTENS JEKAPCTBEHHBIX CPENICTB, 4 TAKXKE B COOTBETCTBYIOIIUX CIIYYasiX 0Opasiibl
(dapManeBTHIECKON CyOCTaHIUH, TECT-IITaMMa MHUKPOOPTaHI3MOB, KYJIBTYpPhI KIIETOK, 00pa3Iibl BEHIECTB,
MPUMEHSEMBIX JJI KOHTPOJNS KauyecTBa JIGKAPCTBEHHOTO CpEICTBA IyTeM CpPaBHEHUS C HUMU
HCCJIETyeMOTO JIEKAPCTBEHHOTO CPENICTBA, CHEIM(PUUESCKUE PEeareHThl, HEOOXOAWMBIE IS TPOBEICHUS
UCIIBITAHUN O0OPAa3IOB JEKApPCTBEHHBIX MpENnaparoB, B KOJMUYECTBAX, HEOOXOMUMBIX ISl BOCIIPOU3BEICHUS
METOJIOB KOHTPOJISI KaueCcTBa.

Ungopmayus 06 usmenenusix:

Yacmoe 3 usmenena c 30 aneapsa 2024 2. - @edepanvnviii 3akon om 30 aneapsa 2024 2. Ne [-D3

Cm. npedviovuyyro pedaxkuuio

TAPAHT:
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
WU3MEHEHUSIM. ..
Tonoocenus vacmu 3 (8 peoaxyuu Pedepanrvroeo 3axona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npedocmasieHus 20Cy0apCmeeHHblX Yciye npu 00paujeHuy 1eKkapCmeeHHblx cpeocms Oisi MeOUYUHCKO20
npumenenus nocpeocmeom EITUC3 u (unu) EILY, npumensiomes c 1 aneapa 2026 e. Pecucmpayuonnvie
YO0ocmosepeHus 1eKapCmeeHHblX NPenapamos 0iisi MeOUYUHCKO20 NPUMEHeHUs, noomeepxicoarowue gakm
20CY0apCmeenHol  pecucmpayuu, Ha OYMAdx@CHOM Hocumene U  OYOIUKaAmvl  pecucmpayuoHHbIX
Y0OCmoGepeHUll J1eKAPCMEEHHbIX NPenapamos Ons Meouyuncko2o npumernenus c¢ 1 sameapsa 2026 . ne
8b10AOMCSL

3. Ilpu monmyueHWUW OOpa3IOB JICKAPCTBEHHOTO Tperapara W QapMalreBTHUIECKON cyOcTaHIIUU
AKCHEPTHOE YUpEeXJACHHUE HANpaBsieT B JUYHBIM KaOWHET 3asBUTENS B €AMHON CHUCTEME YBEIOMIICHHE,
MOATBEPIKIAOIIEee TTOTydeHHE YKa3aHHBIX 00pa3IoB.

Ungpopmayus 06 usmenenusx:

Yacmo 4 usmenena c 30 aneapsa 2024 2. - @edepanvnviii 3akon om 30 aneapsa 2024 2. Ne [-D3

Cm. npedvioviyyro pedaxkuuio
TAPAHT:

Tonoocenus vacmu 4 (8 peoaxyuu Pedepanrvroeo 3axona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npedocmasieHus 20Cy0apCmeeHHblX Yciye npu 00paujeHul 1eKkapCmeeHHblx cpeocms Oisi MeOUYUHCKO20
npumenenus nocpeocmeom EITUC3 u (unu) EILY, npumensiomes c 1 aneapa 2026 e. Pecucmpayuonnvie
YO0ocmosepeHus 1eKapCmeeHHblX NPenapamos 0iisi MeOUYUHCKO20 NPUMEHeHUs, noomeepicoarowue gakm
20CY0apCmeenHol  pecucmpayuu, Ha OYMAdX€CHOM Hocumene U  OVOIUKaAmvl  pe2ucmpayuoHHbIX
Y0OCmoGepeHUll J1eKApPCMEEeHHbIX NPenapamos Ons Meouyuncko2o npumernenus c¢ 1 saneapsa 2026 e. ne
8b10AOMCSL

4. VYka3aHHbIM B 4acTU 2 HACTOSMICH CTAaThbH CPOK JJIS TPEACTABICHHS 3asBUTEIEM OO0pa3loB
JIEKapCTBEHHOTO Tpemnapara W (apMmareBTUYECKo CyOCTaHIIMM HE BKIIIOYA€TCS B CPOK IMPOBENCHUS
AKCIEPTHU3, IPETYCMOTPEHHBIX YaCcThIO | HACTOSIIIEH CTAaThU.

5. Yrparuna cuny ¢ 30 ssuBaps 2024 r. - @enepanbublii 3akoH 0T 30 siuBapst 2024 1. Ne 1-®3

Hnghopmayus 06 usmenenusix:

Cm. npedvloviyyio pedaxuuio
TAPAHT:

Cm. KOMMeHmapuu K cmamose 23 HacmoAueco CDedepaﬂbHoeo 3AKOHA

Crarbsa 24. DOkcrepru3a KadecTBa JIEKQpPCTBEHHOIO CpPEACTBA U JKCIEPTH3a OTHOLICHUS
0XHJIa€MOH MOJIb3bI K BO3MOXKHOMY PHUCKY NPHUMEHEHUs JICKapCTBEHHOTO Ipernapara Jyis
BETEPUHAPHOTO IPUMEHEHUS

Hnghopmayus 06 usmenenusix:

Yacmo 1 usmenena c 1 mapma 2026 2. - @edepanvusiii sakon om 31 urons 2025 2. Ne 304-D3

Cm. npedvioviyyio pedaxkuuio
TAPAHT:

Tonoocenus vacmu 1 (8 peoaxyuu Pedepanrvroeo 3axona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npeodocmasgienus 20Cy0apCmeeHHbIX YCye npu 00paujeHuu 1eKapCcmeenHblx cpeocma OJis 6emepuUHapHo20
npumeHnenus nocpedcmeom EII'Y, npumensiomca c¢ 1 saneapsa 2026 2. J[yonuxamsl pe2ucmpayuoHHbIX
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
WU3MEHEHUSIM. ..
yoocmoeepeHull 1eKapCmeeHHbIX Npenapamos 0as eemepunapro2o npumenenus ¢ 1 sueaps 2026 2. He
8610a10MCsl

1. DkcrepTr3a KauecTBa JIEKAPCTBEHHOTO CPEICTBA M HKCIEPTU3a OTHOLIEHUS OKUAEMOU TOJIb3bI
K BO3MOXKHOMY PpHUCKY INPHUMEHEHHUS JIEKApCTBEHHOIO Ipernapara Uid BETEPUHAPHOTO HPUMEHEHUS,
COCTaBJICHHE KOMHUCCHUSMHU KCIIEPTOB 3aKIIOUEHUH MO pe3ylbTaraM YKa3aHHbBIX IKCIEePTH3 U HallpaBlICHUE
TaKWX 3aKJIIOYCHUH B DJIEKTPOHHOW (hopMe B YNOIHOMOUEHHBIN (enepaibHBIi OpraH HCIOTHUTEIBHOM
BJIACTHU OCYLIECTBIISIFOTCS B CPOK, HE MPEBBIMIAIONINI cTa pabounx JHEH CO THS MOITYYeHHs SKCIIEPTHBIM
YUPEKACHUEM B DJICKTPOHHOU (popMe 3a1aHus YITOTHOMOYEHHOTO (heiepalibHOTO OpraHa MCIOTHUTEIBHOM
BJIACTH C JOKYMEHTAaMHM, yKa3aHHBIMU B YacTH 3 ctarbu 17 HacTosmero denepanbHOro 3aKOHa.

Unghopmayus 06 usmenenusx:

Yacmo 2 usmenena c 30 ansaps 2024 2. - Pedepanvusiil 3akon om 30 aneaps 2024 2. Ne 1-D3

Cm. npedvioyuyio pedakyuio
TAPAHT:

Tonoowcenua yvacmu 2 (8 peoaxyuu Dedepanvroco 3axona om 30 auneapsa 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX Yeye npu 00paujeHuU 1eKapCcmeeHHblX cpeocma OJisl 8emepUHapHo20
npumenenus nocpeocmeom EIILY, npumenstomes c 1 aneapsa 2026 2. /[ybaukamel pecucmpayuoHHbIX
yoocmoeepeHull 1eKapCmeeHHbIX Npenapamos 0as eemepunapro2o npumenenus ¢ 1 sueaps 2026 2. He
8610a10MCcsl

2. B TeueHue Tpuauatd pabouumx AHEW cO JTHS TOJNYYEHHUS YHOJTHOMOUYEHHBIM (QerepalbHbIM
OpraHOM HCIOJHUTEIFHOW BJIACTH YBEIOMIICHHS B O3JICKTPOHHOW (OpME O TMONYYCHUU 3asiBUTEIIEM
pellIeHrs. O MPOBEICHUN YKa3aHHBIX B YAaCTH | HACTOAIICH CTAThU AKCHEPTU3 3asIBUTEINb MPEJCTABISIET B
IKCIIEPTHOE YUPEKIACHHUE IJIS MPOBEIACHHS JIKCIEPTU3bI KAauecTBA JICKAPCTBEHHOTO CPEACTBA OO0pa3Ilbl
JIEKapCTBEHHOTO TMpemnapara A BETEPUHAPHOTO MPHUMEHEHHUS, MPOU3BEJCHHOTO B COOTBETCTBUHM C
TpeOOBAaHUSIMU  TEXHOJOTUYECKUX PEIIAMEHTOB, YTBEPXKICHHBIX PYKOBOIUTEIIEM TPOU3BOIUTENS
JIEKapCTBEHHBIX CPEACTB, a TaKKe€ B COOTBETCTBYIOLIUX CIydasx TECT-IITAMMbl MHKPOOPTaHU3MOB,
KYJIBTYPBl KJIETOK, 00pasibl (hapMareBTUYeCKOd CyOCTAaHIMM, OOpasibl BEIIECTB, MPUMEHSEMBIC IS
KOHTPOJIS KayecTBa JIEKAPCTBEHHOTO CPEACTBA, B KOJIMUYECTBAX, HEOOXOAMMBIX HJIsi BOCIPOU3BEICHUS
METOJIOB KOHTPOJISI KaueCTBa.

Ungopmayus 06 usmenenusix:

Yacmoe 3 usmenena c 30 aneapsa 2024 2. - @edepanvuviii 3akon om 30 aneapsa 2024 2. Ne [-D3

Cm. npedviovuyyro pedaxkuuio
TAPAHT:

Tonoowcenua yvacmu 3 (6 pedaxyuu Dedepanvroco 3axona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX YCye npu 00paujeHuU 1eKapCcmeeHHblx cpeocma Ol 8emepUHapHo20
npumenenus nocpeocmeom EIILY, npumenstomea c 1 aneapsa 2026 2. /[ybauxkamsl pecucmpayuoHHbIX
yoocmogepeHull 1eKapCmeeHHblX Npenapamos 0as eemepunapno2o npumenenus ¢ 1 sueaps 2026 2. He
8610a10Mcsl

3. Ilpu monmyuyeHUM OOpa3lOB JIEKAPCTBEHHOTO Mpemapara U ¢apMaleBTHUECKOl cyOcTaHIIuU
AKCIIEPTHOE YUPEKICHHE B JICHb IMOJYYCHHS OOpPA3IOB HAIPABIISCT B 3JCKTPOHHOU (GoOpMe 3asBHTEIIO
yBEIOMJICHHE, TIOATBEPIKAatoIIee TOTyYeHHe YKa3aHHbIX 00pa3IoB.

Ungopmayus 06 usmenenusx:
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..
Yacmo 4 usmenena c 30 ansapsa 2024 2. - @edepanvhsii 3akon om 30 aneaps 2024 2. Ne 1-D3

CMm. npedvioyuyio pedakyuio
TAPAHT:

Tonoowcenua yvacmu 4 (6 peoaxyuu Dedepanvrozo 3axona om 30 aneapa 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX Ycye npu 00paujeHuU 1eKapcmeeHHblx cpeocma OJis 8emepUHapHo20
npumenenus nocpeocmeom EIIY, npumensiomcs ¢ 1 sneaps 2026 2. [[yonuxamsl pe2ucmpayuoHHbIX
y0ocmogepeHull 1eKapCmeeHHbIX Npenapamos 0as eemepunapno2o npumenenus ¢ 1 sueaps 2026 2. He
6b10aOMCSL

4. YKka3aHHBIH B YacTU 2 HACTOSIICH CTaTbU CPOK JUIsl MPEACTABICHHUS 3asBUTEIEM OOpa3lioB
JIEKapCTBEHHOTO TMpemnapara u (apMarieBTHUECKOM CyOCTaHIIMM HE BKIIIOYACTCS B CPOK TMPOBEICHUS
AKCHEPTHU3, IPETYCMOTPEHHBIX YacThi0 1 HACTOSIIIEH CTAThU.

5. ¥Yrparuna cuny ¢ 30 ssaBapst 2024 1. - @enepanbbiii 3akoH oT 30 siuBapst 2024 . Ne 1-O3

Unghopmayus 06 usmenenusx:

Cm. npedviovyyro pedaxkuuio
TAPAHT:

Cm. KOMMeHnmapuu K cmamse 24 HacmosAueco @edepaﬂbﬂoeo 3dKOHA

Hnghopmayus 06 usmenenusix:

Dedepanvruim 3axkonom om 22 odexabpsa 2014 2. Ne 429-D3 naumenosanue cmamou 25 Hacmosueco
DedepanvbHo2o 3aKOHA UZNONCEHO 8 HOBOU pedaKkyuu, scmynarouiei 8 cuny ¢ 1 urons 2015 a.

Cm. mexcm HauMeHo8aHus 8 NPeobloVULel PeOaKyuu
Crarbs 25. [ToBTOpHOE IPOBEICHHE YKCIIEPTHU3HI JIEKAPCTBEHHBIX CPEICTB

Hnghopmayus 06 usmenenusix:

DedepanvHuim _3akoHom om 22 Odexabps 2014 2. Ne 429-D3 ¢ uacme 1 cmamvu 25 Hacmoaue2o
DedepanvbHozo 3aKoHA 6HeCeHbl UsMeHeHUs], gcmynarowue 8 cuny ¢ 1 urons 2015 e.

Cm. mexcm wacmu 6 npedvloyuieil peoaKyuu

1. B cirydasix HEOCTaTOYHON 000CHOBAHHOCTH HIIH HEITOJHOTHI 3aKIFOUCHHS KOMUCCHH DKCIIEPTOB,
HAJIMYMS B HEM MPOTHBOPEYMBBHIX AHHBIX, (QalbCH(PHUKAIMKA BbIBOJOB AKCIECPTU3bI JIEKAPCTBEHHOIO
CPEACTBA, COKPBITHS OT YIIOJIHOMOUYCHHOIO (peaepasbHOr0 OpraHa HCIIOJHUTEILHON BIIACTH OCHOBaHHIA
JUTSL OTBOJIA SKCIIEPTa BCICACTBUE €T0 3aUHTEPECOBAHHOCTH B PE3yJIbTaTaX COOTBETCTBYIOIIEH SKCIICPTH3BI,
HAJIMYMS JaHHBIX O MPSAMOM JIHOO KOCBEHHOM BMEIIIATEILCTBE B IPOIECC COOTBETCTBYIOIIECH 3KCIIEPTU3BI
JIMIl, HE YYaCTBYIOUIMX B €¢ MPOBEJACHHWH, HO OKAa3aBIIMX BJIMSHHE HAa MPOILECC M PE3yJIbTaThl e
IPOBEICHUS, YIIOJIHOMOYCHHBIM (eepaibHbBIM OPraHOM MCITOJHUTEIBHOM BIACTH HAa3HAYAETCS [TOBTOPHAS
HKCIIEePTH3A JICKAPCTBEHHOTO CPEICTBA U (MJTH) STHYECKAs IKCIIEPTHU3a.

HUnpopmayus 06 usmenenusix:

Yacmo 2 usmenena c 30 saneaps 2024 2. - @edepanviviii 3akon om 30 aneapsa 2024 2. Ne [-D3

Cm. npedvioviyyro pedaxkuuio

TAPAHT:
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
WU3MEHEHUSIM. ..

Tonoocenusa vacmu 2 (8 peoaxyuu Pedepanrvroeo 3axona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npedocmasieHus 20Cy0apCmeeHHblX Yciye npu 00paujeHuy 1eKkapCmeeHHblx cpeocms Oisi MeOUYUHCKO20
npumenenus nocpeocmeom EITUC3 u (unu) EILY, npumensiomes c 1 aneapa 2026 e. Pecucmpayuonnvie
Y00OCmo8epeHUsl 1eKapCmMBEeHHbIX NPenapamos 0l MEOUYUHCKO20 NPUMEHEHUs, NoOmeepicoarowue gakm
20CY0apCmeenHol  pecucmpayuu, Ha OYMAdx@CHOM Hocumene U  OYOIUKaAmvl  pecucmpayuoHHbIX
Y0OCmoGepeHUll J1eKAPCMEEHHbIX NPenapamos Ons Meouyuncko2o npumernenus c¢ 1 sameapsa 2026 . ne
8b10AOMCSL

Tonooxcenus wacmu 2 (8 pedaxyuu @Pedepanrvroeo 3axona om 30 aneaps 2024 2. Ne 1-D3), kacaowuecs
npeodocmasienus 20Cy0apCmeeHHbIX Yeye npu 00paujeHuU 1eKapCcmeeHHblx cpeocma OJis 8emepuUHapHo20
npumeHenus nocpedocmeom EIY, npumensiomcsa ¢ 1 suneaps 2026 2. [[yonuxamsl pe2ucmpayuoHHbIX
yoocmoeepeHull 1eKapCmeeHHblX Npenapamos 0ns eemepunapno2o npumenenus ¢ 1 aueaps 2026 2. ne
8610a10Mcsl

2. IloBrOpHas SKCIEpTU3a JEKAPCTBEHHOIO CPEJACTBA IPOBOIUTCS C YYETOM DPE3YJILTATOB paHee
MPOBEJCHHONW DJKCIEPTH3bl B CPOK, YCTAHOBJICHHBIM YIIOTHOMOYCHHBIM (elepalibHBIM  OpPraHoM
WCIIOJTHUTENFHOM BJIACTH M HE MPEBBIIAIONIMNA TPUALATH pabO4YMX AHEH CO THS MOJYyYEHUS SKCIEPTHBIM
YVUpEeXKICHUEM B JIMYHOM KaOWHETe B €IMHON CHCTEME 3a/laHus Ha MPOBEJACHHUE MOBTOPHOM IKCIIEPTHU3BI
JIEKapCTBEHHOTO CPE/ICTBA, MOAMMCAHHOTO YCHUICHHOM KBATU(PUIIMPOBAHHON AIIEKTPOHHOH MOAMKUCHIO.

HUnpopmayus 06 usmenenusix:

DedepanvHulm _3akoHom om 22 Oexkabpsa 2014 2. Ne 429-D3 ¢ uacme 3 cmamvu 25 Hacmoauje2o
DedepanvbHozo 3aKOHA 6HeCeHbl UsMeHeHUs], gcmynarowue 8 cuny ¢ 1 urons 2015 e.

Cm. mexcm yacmu 6 npedvioyujeli pedaxyuu

3. dunHaHCOBOE O00CCIEUYCHHE BBHITIOJTHEHUS 3aJaHUS Ha IPOBEICHHE TOBTOPHOW SKCIIEPTU3HI
JIEKapCTBEHHOT'O CPEJICTBA HE OCYILECTBIIACTCS.
TAPAHT:

Cm. KOMMeHnmapuu K cmamse 25 HacmosAuweco @edepaﬂbnoeo 3dKOHA

Crarbs 26. YckopeHHast IpoLieypa 3KCIIEPTU3bI JIEKapCTBEHHBIX CPEICTB

Ungpopmayus 06 usmenenusx:

Yacmo 1 usmenena c 1 cenmabpa 2023 2. - @edepanvhuiii 3axkon om 28 anpens 2023 2. Ne 171-D3

Cm. npedvioyuyio pedaxkyuro
1. VYckopeHHas mpoueaypa SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB B ILEIAX TOCYAapCTBEHHOU
pEerucTpany JEeKapCTBEHHBIX NpenapaToB NPUMEHSETCs B OTHOLIEHHM Op(aHHBIX JIEKApCTBEHHBIX
IIpenaparoB, NEPBBIX TPEX JEKAPCTBEHHBIX IpENapaToB, perucrpupyeMmsix B Poccuiickoit denepanuu B
Ka4eCTBE BOCIPOU3BEICHHBIX JICKAPCTBEHHBIX IIPENaparoB, OYEPENHOCTb KOTOPBIX OIPEACNAeTCs B
COOTBETCTBMM C HOMEPOM U JaTOW BXOJAIIMX 3aABICHHA O TOCYIApCTBEHHOM pErHcTpanuu
JIEKapCTBEHHBIX IPENaparoB B paMKaXx OJHOTO MEKIYHAapOAHOIO HENaTEeHTOBAHHOIO HAWMEHOBAHMS
JIEKapCTBEHHOIO IIpenapara WIM TIPyNIUPOBOYHOTO HAMMEHOBAHWsS JIEKAPCTBEHHOIO Mperapara,
JIEKapCTBEHHBIX IpENapaToB sl BETEPUHAPHOTO IPUMEHEHMsI, MPEIHA3HAYECHHBIX IS JICYEHMS
JIOMAIITHUX XKUBOTHBIX, ONpeeieHHbpIX DenepanbHbIM 3akoHOM OT 27 nmekadpst 2018 roma N 498-d3 "O6
OTBETCTBEHHOM OOPAIIEHNUHU C )KUBOTHBIMHU U O BHECEHUH M3MEHEHHH B OT/IEIbHbIE 3aKOHOIATEIbHbBIC AKThI
Poccuiickoit ®enepanmu'", W 3aperuCTPUPOBAHHBIX B KauyeCTBE JIEKAPCTBEHHBIX IPENaparoB s
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

MEIMIIMHCKOTO TPUMEHEHHUs, W JIEKApCTBEHHBIX IPENapaToB, MpeAHA3HAYEHHBIX HCKIIOYUTEIBHO ISt
MIPUMEHEHHUS HECOBEPIICHHONIETHUMHU TPaKIaHAMH.

Hnghopmayus 06 usmenenusix:

Dedepanvruim _3axkonom om 22 oexabpa 2014 2. Ne 429-dD3 uacmv 2 cmamvu 26 Hacmosuwe2o
DedepanvbHo2o 3aKOHA UZN0NCEHA 8 HOBOU pedaKkyuu, scmynarouiei 6 cuny ¢ 1 urons 2015 a.

Cm. mexcm yacmu 6 npedvioyujeli peoaxyuu

2. VYckopeHHas Tpolenypa S3KCIEePTH3bl JIEKAPCTBEHHBIX CPEICTB B LEISAX TOCYIapCTBEHHON
perucTpaIyy JeKapCTBEHHBIX MPENapaToB HE MPUMEHSETCS B OTHOLICHUU:

1) GuoaHanoroBeIx (OMOMOOOHBIX) JIEKAPCTBEHHBIX MperapaToB (0M0aHaIOroB);

2) pedepeHTHBIX JEKapCTBEHHBIX IPENaparoB (3a HMCKIOUYEHHEM Op(AHHBIX JIEKAPCTBEHHBIX
MpenaparoB);

Hnghopmayus 06 usmenenusix:

Ilynkm 3 usmenen ¢ 1 cenmsaopsa 2023 2. - @edepanvubii 3akon om 28 anpens 2023 2. Ne 171-D3

Cm. npedvioviyyro pedaxkuuio
TAPAHT:

o 31 oexabpsa 2027 2. poccutickum npouzsooumensim 1eKapCmeeHHblX npenapamos 0isi 6emepUHaApHO20O
NpUMEHEHUs pa3peuaemcs nooasams pecUcCmpayuoHHoe 00cbe No YCKOPEHHOU npoyedype 6e3 yuema
mpebosanuil nynkma 3 uyacmu 2 cmamovu 26 Pedepanvrozo 3akona "O6 obpawjenuu nekapcmeeHHblX
cpeocme

3) BOCHpPOM3BEICHHBIX JIEKAPCTBEHHBIX IMpemaparoB (3a HCKIIOYEHHEM TEpPBBIX Tpex
peructpupyembix B Poccuiickoit denepanuy B Ka4ECTBE BOCIIPOU3BEAECHHBIX JIEKAPCTBEHHBIX MpPEenapaToB
M JICKQpCTBEHHBIX  MpemapaToB,  MPEeIHA3HAYEHHbIX  MCKIIOYUTENBHO AN MPUMEHEHHUA
HECOBEPIICHHOJETHUMHU TpaxJAaHaMHU, a TaKXKe JIEKapCTBEHHBIX IpernapaToB, MNpPeIHA3ZHAYCHHBIX IS
JICYCHHsI IOMAIITHUX JKUBOTHBIX, OIpeaesieHHbIX DenepanbHpiM 3akoHOM OT 27 nekadbps 2018 roga N 498-
®3 "OO OTBEeTCTBEHHOM OOpaIlleHWH C JKUBOTHBIMH W O BHECEHHUW U3MEHEHUH B OT/CIbHBIE
3aKoHOZaTenbHble akThl Poccuiickoit @enepanuu', U 3aperuCTPUPOBAHHBIX B KAaUECTBE JIEKAPCTBEHHBIX
MpenaparoB JJisi MEIUIIMHCKOTO IPUMEHEHUS );

4) HOBBIX KOMOMHAIIUN 3apETUCTPUPOBAHHBIX paHee JIEKAPCTBEHHBIX MPEMapaToB;

5) JeKapCTBEHHBIX MPENapaToB, 3apErUCTPUPOBAHHBIX paHEE, HO MPOMU3BEICHHBIX B JPYTHUX
JIEKapCTBEHHBIX (hopMax B COOTBETCTBUU C IEPEYHEM HAMMEHOBAHHI JIEKapCTBEHHBIX ()OPM U B HOBOM
JIO3UPOBKE;

Hnghopmayus 06 usmenenusix:

Yacmv 2 oononnena nynkmom 6 ¢ 1 cenmabopa 2023 o. - @edepanvbusiii 3akon om 28 anpens 2023 2. Ne
171-D3

6) JeKapCTBEHHBIX MPENaparoB AJisi MEAUIIMHCKOTO MPUMEHEHHUS, TOCYIapCTBEHHAsI PETUCTpaIvs
KOTOPBIX OTMEHEHA, MPU MX PETUCTPALMHU B Ka4eCTBE JICKAPCTBEHHBIX MPEMapaToB Ji BETEPHUHAPHOTO
MIPUMEHEHUS.

Hnghopmayus 06 usmenenusix:

DedepanvHuim _3axkonom om 22 oexabpsa 2014 2. Ne 429-®D3 uacmv 3 cmamvu 26 Hacmosweco
DedepanvbHozo 3aKOHA U3N0NCEHA 8 HOBOU pedaKkyuu, scmynarouiei 6 cuny ¢ 1 uons 2015 a.
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..
Cm. mexem yacmu 8 npedvloyuieti pedaKyuy

3. VYckopeHHas Tmpolenypa 3KCHEPTU3bl JEKAPCTBEHHBIX CPEACTB MPOBOAMUTCS IO PEHICHUIO
COOTBETCTBYIOIIETO YIOJIHOMOYEHHOTO (eepalbHOr0 OpraHa MCIOIHUTENBHON BIIACTH HAa OCHOBaHUU
3asiBIICHUS] 3asSBUTENSI B CPOK, HE MPEBBIMAIONINN BOCEMUIECATH paboumx nHeid. [Ipu 3ToM 3KcmepTHsa
JIOKYMEHTOB, COZEpXAallUXCs B PETUCTPALMOHHOM JIOChE Ha JIEKAPCTBEHHBIA Mpernapar, MPOBOAUTCS B
CpPOK, HE TPEBBIMIAIOIMNA AECATH padouux JHEW, SKCIEepTHU3a KayecTBa JICKAPCTBEHHOTO CPEICTBA W
HKCIEPTU3a OTHOLICHHS] OXHJaeMOl TOJb3bl K BO3MOXKHOMY PHCKY TNPUMEHEHHUS JEeKapCTBEHHOTO
npenapara MnpoBOJSATCA B CPOK, HE MIPEBBIMIAIOIINM IECTUIECITH pabounX JTHEH.

3.1. ¥Yrparuna cuny c 30 auBaps 2024 1. - @enepanbHbiii 3akoH oT 30 ssuBaps 2024 r. Ne 1-®3

Unghopmayus 06 usmenenusx:

Cm. npedvloviyyio pedaxuuio

Ungpopmayus 06 usmenenusix:

Yacmo 4 usmenena c 30 aneapsa 2024 2. - @edepanvuviii 3akon om 30 aneaps 2024 2. No [-D3

Cm. npedvidyuyio pedakyuio

4. VYcKkopeHHas TIpoIeypa DSKCIEPTHU3bl JIEKAPCTBEHHBIX CPEJCTB TMPOBOAUTCS B TOPSIIKE,
ycTaHOBIEHHOM cTarthsimMu 17, 19, 20, 23 u 24 nacrosmero denepaibHOro 3akoHa, U HE O3HAYAET
CHIDKEHUS TpeOOBaHMM K 0€30MaCHOCTH, KaueCTBY M 3(PPEKTUBHOCTH JIEKAPCTBEHHBIX MPEIapaToB.
TAPAHT:

Cwm. KOMMmeHnmapuu K cmanibe 26 HacmosAuezco (Dedepaﬂbnoeo 3AKOHA

Crarba 27. PenieHne o Tocy1apCTBEHHON PErHCTpalliy JIEKApCTBEHHOTO IIpenapara

Hnghopmayus 06 usmenenusix:

Yacmo 1 usmenena c 1 mapma 2026 2. - @edepanvusiii sakon om 31 urons 2025 2. Ne 304-D3

Cm. npedviOyuyto pedaKyuro

1. B cpok, He MPEBBIMIAIONINA YETHIPEX padOvMX JHEH CO JHS MOTyYeHUS 3aKITIOUYCHUNH KOMHUCCHH
SKCIIEPTOB I10 PE3ylbTaTaM 3KCIEPTU3bl KaueCTBa JICKAPCTBEHHOIO CPEACTBA M 3KCHEPTU3bl OTHOLIEHUS
0’KMJIAEMOM MOJIb3bl K BOBMOXHOMY PUCKY IIPUMEHEHUS JIEKAPCTBEHHOI'O MPEIapara, COOTBETCTBYIOLIMM
YIOJIHOMOYEHHBIN (hefiepaibHbIi OpraH UCIIOTHUTENBbHOM BIACTH:

Hnghopmayus 06 usmenenusix:

Ilynkm I usmenen ¢ 30 aneaps 2024 2. - Dedepanvuuiii 3akon om 30 ausaps 2024 2. Ne 1-D3

Cm. npedvioviyyro pedaxkuuio
TAPAHT:

Tonoocenus nynkma 1 (6 pedaxyuu Pedeparvruoco 3axona om 30 aunsaps 2024 2. Ne 1-dD3), kacarowuecs
npedocmasieHus 20Cy0apCmeeHHblX Yciye npu 00paujeHuly 1eKkapCmeeHHblx cpeocms Oisi MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EILY, npumensiomes c 1 aneapa 2026 e. Pecucmpayuonnvie
Y0OCmMOoBepeHUsl 1eKapCmMBEeHHbIX NPenapamos 0l MEOUYUHCKO20 NPUMEHEHUs, NoOmeepicoarowue gakm
20CY0apCcmeenHol  pecucmpayuu, Ha OYMAdx@CHOM Hocumene U  OYOIUKaAmvl  pe2ucmpayuoHHbIX
Y0OCmoGepeHUll J1eKApPCMEEHHbIX NPenapamos Ons MeouyuHcko2o npumernenus ¢ 1 sameapsa 2026 . ne
8b10AOMCSL
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..
Tonoocenusa nynkma 1 (6 pedaxyuu Pedepanvruozo 3axona om 30 aunsaps 2024 2. Ne 1-dD3), kacarowuecs
npeodocmasgienus 20Cy0apCmeeHHbIX YCye npu 00paujeHuu 1eKapCcmeeHHblx cpeocma 0Jis 6emepuUHapHo20
npumenenus nocpedocmeom EII'Y, npumensiomca c 1 sneapsa 2026 2. /[yonuxamsl pe2ucmpayuoHHbIX
Y00oCmogepeHUll 1eKapCmeeHHblX Npenapamos 0ns eemepunapno2o npumenenus ¢ 1 aueaps 2026 2. ne
8v10aomcsl

1) ocymiecTBisieT OLEHKY 3aKJIIFOUEHUH KOMUCCHUM JKCIEPTOB IS OINPEACIICHUs] COOTBETCTBUS
3aJJaHUIO Ha MPOBEIEHUE ITUX IKCIIEPTU3;

2) NPUHUMAET PEIIEHHWE O TOCYJAPCTBEHHOM PErucTpalvyl JEKapCTBEHHOIO Mperapara win o0
OTKa3e B rOCYJapCTBEHHOM perucTpaiuy JeKapcTBEHHOTO Mpernapara;

Unghopmayus 06 usmenenusx:

Ilynkm 3 usmenen ¢ 1 mapma 2026 e. - @edepanvubiii 3axon om 31 urona 2025 2. Ne 304-D3

Cm. npedvioyuyio pedakyuio
TAPAHT:

Tonoowcenua nynkma 3 (6 peoaxyuu Dedepanvrozo 3axona om 30 ausaps 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienuss 20Cy0apCmeeHHbIX YCiye Npu 00paujeHul 1eKapcmeeHHvlx cpeocma 0 MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EITY, npumensiomesn ¢ 1 ausapsa 2026 e. Pecucmpayuonmsie
YOOCmMoBepeHUst 1eKaApCMBEHHbIX NPenapamos 0l MeEOUYUHCKO20 NPUMEHeHUs, noomeepicoarowue haxkm
20CY0apcmeenHou  pecucmpayuu, Ha OYMAdXdCHOM Hocumene U  OYOIuKamvl pecucmpayuoHHbIX
Y0OoCmogepeHUll J1eKAPCMEEHHbIX NPenapamos Oas MeOuyuHckoeo npumernenus c¢ 1 saneaps 2026 . He
8610a10MCsl

Tonoxcenus nynkma 3 (8 pedaxyuu @edepanvrozo 3axona om 30 aunsaps 2024 2. No 1-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX YCye npu 00paujeHuU 1eKapcmeeHHblx cpeocma OJisl 8emepUHapHo20
npumenenus nocpeocmeom EIIY, npumensiomcs ¢ 1 sneaps 2026 2. [[yonuxamsl pe2ucmpayuoHHbIX
y0oCcmogepeHull 1eKapCmeeHHbIX Npenapamos 0as eemepunapno2o npumenenus ¢ 1 sueaps 2026 2. He
8610a10MCcsl

3) BHOCHT IpH NMPUHATHH PELICHUS O FOCYIapCTBEHHOM perucTpaiuy JeKapCcTBEHHOTO IMpernapaTa
JaHHbIE O 3aperHCTPUPOBAHHOM JICKAPCTBEHHOM IIpenapare, B TOM 4HCie O (apManeBTHUECKON
cyOCTaHIIMH, BXOASIIEH B COCTAB JIEKAPCTBEHHOTO Mpenapara, B roCyIapCTBEHHBINA PeecTp JeKapCTBEHHBIX
CPEACTB M BBLIACT 3asBUTEIIO PETUCTPAIIOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOTO TIpernapara IyTeMm
HaIpaBJICHUS 3asBUTENIO MMOCPEICTBOM EIMHOTO MOpTaja WM B JIMYHBIA KaOMHET 3asBUTENS B €IUHOU
CHCTEME BBIIMCKU M3 TOCYIAPCTBEHHOTO PEECTpa JEKAPCTBEHHBIX CPENICTB, MOANHCAHHOW YCHUIICHHOM
KBaJIM(ULIMPOBAHHON JJIGKTPOHHOW MONMUCBIO, (opMa KOTOPOM YTBEPKAAETCA YHOJTHOMOUEHHBIM
denepaabHBIM OPraHOM HCIIOJHHUTENBHOM BIIACTH, COIIACOBAaHHBIE HOPMATHUBH OKYMEHTAIHIO,
HOPMATHUBHBIN TOKYMEHT, HHCTPYKIHUIO [0 MPUMEHEHHIO JIEKAPCTBEHHOT'O Mpernapara U MakeThl IEpBUYHON
YIAKOBKM W BTOPUYHOM (TIOTPEOUTENbCKOM) YMAKOBKM C YKa3aHMEM Ha HUX HOMeEpa 3alucH B
rOCylIapCTBEHHOM pPEeCTpe JEKapCTBEHHBIX CPEICTB U JAThl €r0 IOCYAapCTBEHHOW pEerucTpanu Wid B
cllydae TpPUHSATHS pelieHus 00 OTKa3ze B TOCYJApCTBEHHON PErucTpaluy JIEKAPCTBEHHOTO IMpernapara
HaMpaBJseT 3asABUTENI0 MOCPEACTBOM €IMHOTO MOpTana WM B JIMYHBIA KaOMHET 3asBUTENSI B €IUHOU
cUCTEME YBEJOMJICHHE 00 3TOM C yKa3aHHEM MNpPUYMH TaKOro OTKa3a. 3a BbIJAYy PErHCTPAlMOHHOTO
YIOCTOBEPEHHUS JIEKaPCTBEHHOTO Ipenapara B3MMAaeTCs TOCyIapCTBEHHasl MONUIMHA B COOTBETCTBUH C
3akoHonarenbcTBOM Poccuiickoit denepannu o Hasorax u coopax.
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U3MCHCHUSM...
Hngopmayusi 06 uzsmenenusix:

Yacmo 2 usmenena c 15 urons 2018 2. - @edepanvubiil 3axkon om 4 urons 2018 2. Ne 140-D3

Cm. npedvldyuivio pedakyuio

2. OcHOBaHHMEM JUIsl OTKa3a B TOCYIapCTBEHHOW pPErMCTpalldd JICKApCTBEHHOTO Mperapara s
MEIHUIIMHCKOTO MTPUMEHEHHS ABIIACTCS 3aKIIIOUCHHE COOTBETCTBYIOIIETO YITOJTHOMOUYCHHOTO (heepaibHOro
OpraHa WCIIOJIHUTENIFHOW BJIACTH O TOM, 4YTO KadecTBO M (Win) 3PQPEKTUBHOCTH PETUCTPUPYEMOTO
JIEKapCTBEHHOTO IMpernapara Uiss MEAUIHHCKOTO MPUMEHEHHS HE TOATBEPKIACHBI MONYYCHHBIMHU JaHHBIMH
WIA YTO PUCK MPHUYMHCHHS Bpea 370POBBIO YEIOBEKa BCJICACTBHE MPUEMa JIEKAPCTBEHHOTO IMpernapara
JUTSL MEAMITUHCKOTO MTPUMEHEHUSI MPEBhIIaeT 3QHEKTUBHOCT €r0 MPUMEHEHHUSL.

Ungpopmayus 06 usmenenusix:

DedepanvHulm _3akoHom om 22 oexabdps 2014 2. Ne 429-@3 wacme 3 cmamvu 27 Hacmoswe2o
DedepanvbHozo 3aKOHA U3N0NHCEHA 8 HOBOU pedaKkyuu, scmynarouiei 6 cuny ¢ 1 urona 2015 .

Cu. mexem yacmu 6 npedvioyuien pedaxkyuu

3. TloBTOpHOE TpEACTaBICHWE B COOTBETCTBYIOLIMH YIOJTHOMOYECHHBIH (enepanbHblii OopraH
WCIIOJTHUTENIBHOM BJIACTH JIEKAPCTBEHHOTO IIpenapara, B OTHOIIEHWM KOTOPOrO IIOJIy4eH OTKa3 B
rOCYJapCTBEHHOM PErMCTPAallMd U KOTOPBIM BIIOCIEACTBUU IOABEPICS U3MEHEHMIO B YacCTH €ro COCTaBa,
paccMaTpuBacTCsl Kak MPEICTABICHUE HOBOIO JIEKAPCTBEHHOIO IIperapara Ha €ro roCylapCTBEHHYIO
PErUCTPALMIO HE3ABUCUMO OT COXPAHEHHS €r0 IEPBUYHOIO HAUMEHOBAHHSI.

Ungopmayus 06 usmenenusix:

Cmamws 27 dononnena uacmoto 4 ¢ 15 urons 2018 2. - Dedepanvuviii 3axon om 4 urons 2018 2. Ne 140-D3

4. Tlpu mpenocTaBlICHUM 3asBUTEIIEM B COCTaBE PETHCTPAIMOHHOTO JOChE Ha JIEKAPCTBEHHBIN
mpermapar Jiisi BETePUHAPHOTO TPUMEHEHHUS KOTHMH PEIICHHUS YIIOTHOMOYCHHOTO (enepansHOro opraHa
UCTIOJIHUTEIILHOW BJIACTU O MPOBEJICHUU WHCIICKTUPOBAHMS TIPOU3BOIAMUTEIS JIEKAPCTBEHHBIX CPENICTB CPOK
MPHUHSITHS PEHICHHUS] O TOCYIApPCTBEHHON PETUCTpAlMU JICKAPCTBEHHOTO Tperapara i BETEPHHAPHOTO
NPUMEHECHHS TTPHOCTAHABIMBACTCSA CO JHS TOJYYCHUS 3aKJIIOUCHMI, YKAa3aHHBIX B 4YacTH | HacTosIien
CTaTb, JI0 JTHS MIPUHSITHS YIIOJTHOMOUYCHHBIM (peiepaibHbIM OPTaHOM HCIIOJIHUTEIFHON BIACTH PEIICHUS O
BbIJIaue WM 00 OTKa3e B BbIJAYC 3aKJIFOUCHHS O COOTBETCTBUH TPOHM3BOAMTEINS JICKAPCTBEHHBIX CPEICTB
TpeOOBaHUSM MPABUI HAJUICKAIICH MTPOU3BOACTBCHHON MPAKTUKH, HO HE 0OJiee YeM Ha CTO BOCEMBJICCST
pabouux nHeH.

Hnghopmayusi 06 uzsmenenusix:

Cmambs 27 0oononnena ywacmoio 5 ¢ 15 urons 2018 2. - @edepanvusiii 3axon om 4 uions 2018 2. Ne 140-D3

5. OcHOBaHMEM ISl OTKa3a B TOCYIApCTBEHHOW PETHCTPAlMM JIEKAPCTBEHHOTO Tperapara s
BETEPUHAPHOTO TPUMEHEHUS SBISETCS 3aKIIOUEHHE YIOJHOMOYEHHOTO (peiepallbHOrO  OpraHa
WCIIOJIHUTEIILHON BJIACTH O TOM, YTO Ka4eCTBO M (Win) 3 (HEKTUBHOCTh PETHCTPUPYEMOTO JIEKAPCTBEHHOTO
npenapara JJjis BETEpUHAPHOIO NPUMEHEHUSI HE MOATBEPKIACHBI MOJYYEHHBIMU JAHHBIMU WM YTO PHUCK
MPUYHHEHUS Bpela 37J0POBBIO JKUBOTHOTO BCIIEACTBHE TIpHeMa JIEKAPCTBEHHOTO Tperapara s
BETEPUHAPHOTO TMPUMEHEHHs TpeBbIaeT 3()()EeKTUBHOCT, €ro MPUMEHEHHS, OTKa3 YHOJTHOMOUYEHHOTO
(benepabHOTO OpraHa WCIIOJIHUTEIBHON BJIACTH B BBIJAYE 3aKIIOYCHHS O COOTBETCTBUU MPOU3BOIUTEINS
JIEKapPCTBEHHBIX CPEACTB TPeOOBaHUSAM MPABUI HaJJIekKAIlleld MPOU3BOJICTBEHHONW MPAKTUKH I KaXIOM
MIPOU3BOJICTBEHHOW TUIOMIAJIKA PETUCTPUPYEMOTO JIGKAPCTBEHHOTO TIpemapara JJis BETEPUHAPHOTO

0  Cucrema 71/
7 TAPAHT 21
. 5
0
5

A O N


http://ivo.garant.ru/document/redirect/70451198/1000
http://ivo.garant.ru/document/redirect/71958560/52
http://ivo.garant.ru/document/redirect/70451198/1000
http://ivo.garant.ru/document/redirect/71958560/52
http://ivo.garant.ru/document/redirect/57503072/273
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/70826338/1182
http://ivo.garant.ru/document/redirect/57429135/272
http://ivo.garant.ru/document/redirect/71958560/51

®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

MPUMEHEHHUS B cllydae, eclid MPOU3BOJCTBO JIEKAPCTBEHHOTO Mpernapara Jijisi BEeTepUHAPHOTO MPUMEHEHUs
OCYyHIECTBIISIETCA 3a npeaenamu Poccuiickoit denepanuu, i OTCYTCTBHUE TAKOTO 3aKIFOUCHUSL.

TAPAHT:

Cm. KOMMeHnmapuu K cmamse 27 HacmosAueco @edepaﬂbﬂoeo 3dKOHA

Hnghopmayus 06 usmenenusix:

Cmamusa 27.1 usmenena ¢ 1 mapma 2020 e. - Dedepanvubiii 3axkon om 27 dexabps 2019 e. Ne 475-D3

Cm. npedvioviyyro pedaxkuuio
TAPAHT:

Ynonnomouennwiii gpedepanvuwiii opean ucnoanumenvuou eracmu 0o 1 sueaps 2021 co0a onpedensiem
83AUMO3AMEHAEMOCNb  JIeKAPCMBEHHBIX — NPenapamos 011 MeOUYUHCKO20 NPUMEHEHUs, KOmopble
3apeaucmpuposansl 00 OHs scmynienus 6 cuny PedepanbHozo 3akona om 27 oexabpsa 2019 2. No 475-D3 u
83AUMO3AMEHAEMOCNb KOMOPLIX paHee He Ovlia onpedenend, 8 nopsoke, YCMAHOBIEHHOM HACMOoAujel
cmamwell, 34 UCKTIOYeHUeM JIeKapCMBEeHHbIX Npenapamos, YKa3anHulx 6 yacmu 4 cmamou 3 PedepaibHo2o
3axona om 27 0ekabps 2019 e. Ne 475-D3

Crarbs 27.1. B3auMo3aMeHseMOCTh JIEKAPCTBEHHBIX MPENApaToB ISl MEAUIIMHCKOTO MPUMEHEHHS

Unghopmayus 06 usmenenusx:

Yacmo 1 usmenena c 1 ansaps 2024 2. - @edepanvhoiil 3axon om 19 okmsabdpsa 2023 2. Ne 503-D3

Cum. npeduioyuyio pedaxyuro

1. Bsaumo3ameHsieMOCTb JICKAPCTBEHHBIX IMpemapaToB [UIsi METUIIMHCKOTO MpPUMEHEHUs
OTIpECIISETCS. YIOTHOMOYEHHBIM (PeiepalbHBIM OPTaHOM HUCTIOJTHHUTEIHHOU BIIACTH, OCYIIECCTBIISIOIIAM
rOCYIapCTBEHHYIO PETUCTPALMIO JIEKAPCTBEHHBIX MPENapaTroB JJsl METUIIMHCKOTO MPUMEHEHHs, B paMKax
OJIHOTO MEXJTYHApPOJHOTO HEMATEeHTOBAHHOTO (MJIM XMMHUYECKOTO, WM TPYNIHUPOBOYHOI0) HAMMEHOBAHUS
HAa OCHOBE 3aKJIIOUEHUS KOMHCCHM OJKCIEPTOB HKCIEPTHOTO YUYPEKICHHS O B3aUMO3aMEHIEMOCTU
JIEKapCTBEHHOTO TMpernapara i MEAUIMHCKOTO MPUMEHEHHS JTUOO O TOM, YTO JICKAPCTBEHHBIN Mperapar
JUIsT  MEOUIMHCKOrO TIPUMEHEHUsT He sBiIseTcd B3auMmo3aMmeHseMmbiM. [lopanok —ompeaencHUs
B3aUMO3aMEHIEMOCTH JICKAPCTBEHHBIX MPENaparoB sl MEIUIIMHCKOTO TPUMEHEHUs U popMa 3aKITHOUCHHS
KOMHUCCHU SKCIIEPTOB SKCIEPTHOTO YUPEKICHHS O B3aMMO3aMEHAEMOCTH JICKaPCTBEHHBIX MpEnaparToB AJis
MEIUIIUHCKOTO MPUMEHEHHSI MO0 O TOM, YTO JIEKAPCTBEHHBIN Mpernapar Jisi MEIUIIMHCKOTO TPUMEHEHUS
HE SIBJISIETCSl B3aMMO3aMEHSIEMbIM, YCTaHABIIMBAIOTCA (elepalibHbIM OPTaHOM HCIIOJHUTEIbHON BJIACTH,
OCYIIECTBIISFOIIUM (YHKIIMHA TIO0 BBIPAOOTKE M peanu3alliil TOCYyIapCTBEHHOW TMOJIUTUKH U HOPMATHBHO-
MIPaBOBOMY PETYIMPOBaHUIO B cdepe 3ApaBOOXpaHEHUS, MO COMIACOBAHUIO C (henepalbHBIM OpraHOM
UCTIOTHUTENFHOW  BIIACTH, OCYIICCTBISIONUM  (YHKIMH [0 JIMIICH3UPOBAHUIO  IPOW3BOJICTBA
JICKapCTBEHHBIX CPEJICTB.

2. KoMuccusi 3KCHEpTOB 3KCHEPTHOTO YUPEKACHHUS JAeT 3aKIIOUYEHHE O B3aMMO3aMEHSEMOCTU
JIEKapCTBEHHOTO IMpernapara A MEAUIUHCKOTO MPUMEHEHHs JTUO0 O TOM, YTO JICKAPCTBEHHBIN Mpernapar
JUIST MEAUIIMHCKOTO TIPUMEHEHUS HE SIBJIETCS B3aMMO3aMEHSEMbIM, Ha OCHOBAaHUHU CIIEAYIOIINX KPUTEPUEB
(XapakTepHuCTHK):

1) okBUBaJIEHTHOCTh (i OMOAaHANOTOBBIX (OMOMOMOOHBIX) JIEKAPCTBEHHBIX IPEMapaToB
(OnoaHaoroB) - CONOCTABUMOCTb) KAU€CTBEHHBIX M KOJIMYECTBEHHBIX XapaKTEPUCTUK (PapMalieBTHUECKUX
CyOCTaHIIMKA WM COMOCTaBUMOCTh AHTUTEHHOTO COCTaBa BaKIMH. VICMOIb30BaHUE Pa3UYHBIX COJICH,
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3¢bUpPOB, KOMILUIEKCOB, U30MEPOB, KPUCTAIUITMUECKHX (OPM U IPYTUX MPOU3BOAHBIX OJHOTO U TOTO K€
JEHCTBYIONIETO BEHIECTBA HE SIBIIACTCS TIPEMSATCTBUEM JIJIST  ONPEICIICHUS B3aWMO3aMEHSEMOCTH
JIEKapCTBEHHBIX MPenapaToB, €CIIH MPU MPOBEACHUN UCCIIeIOBaHHS OMOIKBHUBAJICHTHOCTH JIEKAPCTBEHHOTO
npernapaTa Wik UCCIEIOBaHUS TePAleBTUUECKONW IKBUBAIIEHTHOCTH JICKAPCTBEHHOTO MpernapaTa JOKa3aHo
OTCYTCTBHE KJIMHUYECKH 3HAYUMBIX pa3nuuuil QpapMakoKMHETHKH u (win) d>PPEeKTUBHOCTH U
0€301acHOCTH JIEKapCTBEHHOTO Tpenapara JJisi MEIUIIMHCKOTO IPUMEHEHUS;

2) 5KBUBAJEHTHOCTH JIeKapcTBeHHON (popmbl. [1o/ SKBUBaNIEHTHBIMH JIEKAPCTBEHHBIMU (opMamMu
MOHMMAIOTCS pa3HbIe JIEKAPCTBEHHBIE (HDOPMBI, MMEIONIME OJWHAKOBBIE CIIOCOO BBEIEHHUSI M CIIOCO0
NPUMEHEHHs, O0NaJalllie  CONOCTaBUMBIMU  (PApMAaKOKMHETHUYECKUMU  XapaKTepUCTHKAMU U
(apMaKoIIOTHYECKIM JIEHCTBHEM M 00ECIIEUMBAIONINE TAKXKE JOCTIKEHHE HEOOXOIMMOTO KIMHUYECKOTO
sbdekra. Paznuuus nekapcTBEHHBIX (GOpPM HE SIBIAIOTCS NPENATCTBUEM JJIs  ONpeeNieHus
B3aMIMO3aMEHSIEMOCTH  JICKAPCTBEHHBIX  TperaparoB, €CIM NpH  TPOBEACHHH  HWCCIIEAOBaHUS
OMOPKBHUBAJIEHTHOCTH JIEKAPCTBEHHOTO Tpernapara Wil UCCIeA0BaHUS TEPANeBTUUECKON SKBUBAIEHTHOCTH
JICKapCTBEHHOTO TIperapara JIOKa3aHo OTCYTCTBUE KIMHUYECKH 3HAYMMBIX Pa3induil (hapMaKOKUHETUKU H
(unn) 3¢pdexTrBHOCTH U 6E30MACHOCTH JIEKAPCTBEHHOTO MpernapaTa Jijisl METUIIMHCKOTO PUMEHEHUS;

3) SKBHUBAJEHTHOCTh HJIM COMOCTABHMOCTH COCTaBa BCIIOMOTATEIBHBIX BEIIECTB JICKAPCTBEHHOTO
mpemapara i MEOUIIMHCKOTO TMpUMEHEeHHs. Pa3nuuus cocraBa BCIOMOTaTENbHBIX — BEIIECTB
JIEKApCTBEHHOTO TIpenapara He SBJSIOTCS MPEMSATCTBHEM ISl ONPEACTICHHS B3aUMO3aMEHSEMOCTH
JIEKapCTBEHHBIX MPenapaToB, €CIIH MPU MPOBEACHUN UCCIIeTOBaHHS OMOIKBHUBAJICHTHOCTH JIEKAPCTBEHHOTO
npernapaTa Wih UCCIEIOBaHNS TePAEeBTUUECKONW YKBUBAIIEHTHOCTH JICKAPCTBEHHOTO MpemnapaTa JOKa3aHo
OTCYTCTBHE KJIMHUYECKH 3HAYUMBIX pa3nuuuil QpapMakoKMHETUKH u (W) d>PPEeKTUBHOCTH U
0€30IMacCHOCTH JICKAPCTBEHHOTO TIperapara JiUisi MEIWIIMHCKOTO TpuMeHeHus. [Ipu Hanuuuu KIMHUYECKU
3HAYUMBIX pa3muuuii (papMakOKMHETHKH W (Wiau) 3GGEKTUBHOCTH W O€30MAaCHOCTH JIEKAPCTBEHHOTO
npernapara Ui MEAWIUHCKOTO TPHMEHEHHsS B3aMMO3aMEHSIEMOCTh ONpeAessieTcss € YKa3aHueM Ha
UCKJTIOYE€HHE OTAENbHBIX TPYIII MAIUEHTOB;

4) UACHTUYHOCTH CcrIoco0a BBEJCHUS U CITIOCO0a IPUMEHEHUS;

5) coOTBETCTBUE MPOU3BOAUTENS JIEKAPCTBEHHOTO CPEACTBA TPeOOBAaHUSAM MpaBUI HaANeKallei
MIPOU3BOJCTBECHHON MPAKTUKH.

Hnghopmayus 06 usmenenusix:

Yacme 3 usmenena c 30 aneapsa 2024 2. - @edepanvnviii 3akon om 30 aneapsa 2024 2. Ne [-D3

Cm. npedvldyuivio pedakyuio

3. be3 HEOOXOIMMOCTH JOKa3aTe/IbCTBA OMO3KBUBAJICHTHOCTH OCYIIECTBIISCTCS OIPEICIICHUC
B3aMMO3aMEHSIEMOCTH BOCIIPOU3BEICHHBIX JIEKAPCTBEHHBIX MIPENApaToB, KOTOPHIE:

1) mpenHa3zHaueHbl [UIsl MAPEHTEPATIBHOIO (MOAKOKHOTO, BHYTPHUMBIIIEYHOIO, BHYTPUBEHHOIO,
BHYTPHUIJIA3HOTO,  BHYTPHUIIOJIOCTHOIO, BHYTPHCYCTaBHOIO,  BHYTPUKOPOHApHOTO)  BBEIACHHA M
NPEACTaBIISIFOT COOOW BOJHBIC PACTBOPHI,

2) IpeACTaBIAIOT COO0H PaCTBOPHI AJIS IEPOPATHLHOTO IIPUMEHEHUS;

3) npou3sBeneHbI B (hOpMe OPOIIKOB WITH JINOPUITH3ATOB JIJIsl IPUTOTOBJICHHSI PACTBOPOB;

4) ABJIAIOTCS Ta3aMHu;

5) ABJISAIOTCS YUIHBIMH WM IJIa3HBIMH JIEKAPCTBEHHBIMU IIpETiapaTaMu, MPOU3BEICHHBIMU B (hopMe
BOJHBIX PaCTBOPOB;
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6) mpenHa3HA4YeHbI JJI1 MECTHOTO U (WJIM) HAapYKHOTO NMPHUMEHEHHUS U MPUTOTOBIEHHI B (opme
BOJIHBIX PAaCTBOPOB;

7) npencTaBisoT co00il BOAHBIE paCcTBOPHI ISl HUCIIONB30BaHUs B (hOpMe MHTAJSAIMI ¢ TOMOIIbIO
HeOymaii3epa WM B KaueCTBE HA3aNBHBIX CIPEEB, MPUMEHSIEMBIX C IOMOIIBIO CXOTHBIX (ITOXOXKHX,
aHAJIOTUYHBIX) YCTPOUCTB (IprOOPOB, armaparos).

Unghopmayus 06 usmenenusx:

Yacmo 4 usmenena c 1 ansaps 2024 2. - @edepanvhoiil 3axon om 19 okmsabdpsa 2023 2. Ne 503-D3

Cm. npedvioyuyio pedakyuio
4.  OcOOEHHOCTH  OINpEHENeHUsT  B3aMMO3AMEHSEMOCTH  OMOJIOTHYECKUX  JIEKAPCTBEHHBIX

[IpermaparoB, KOMOMHUPOBAHHBIX JICKAPCTBEHHBIX MPENapaToB (CopepKamux KOMOMHAIMIO JABYX U Oojee

HeﬁCTBYIOIHHX BeHIeCTB), JCKAPCTBCHHLIX MPEIIApPAaTOB JJIA MAPCHTCPATbHOIO MUTAHUA WM HEAO3UPOBAHHBIX
JCKAPCTBCHHLIX IMPEMaparoB YCTAHABIMBAIOTCA q)eﬂepaHLHbIM OopraHomMm HUCIIOJHUTEIIbHOM BJIaCTH,

OCYUIECTBIISIIOIINUM (YHKIIMU TIO BBIPAOOTKE M peanu3aliy roCylapCTBEHHOW MOJIUTUKH U HOPMATHBHO-
NIPaBOBOMY DPETYIMPOBAaHHIO B cepe 3IpaBOOXpaHEHHUs, 1O COMIACOBAHUIO C (PeaepaibHBIM OpPraHOM
UCIIOJTHUTENFHOM  BIIACTH, OCYIIECTBISIOMMM  (YHKIMM 1O  JIMIIEH3UPOBAaHUIO  IPOU3BOJCTBA
JIEKapCTBEHHBIX CPE/CTB.

5. OmpeneneHue B3aMMO3aMEHSIEMOCTH HE OCYIIECTBISETCS B OTHOIICHMH JIEKAPCTBEHHBIX
pacTUTENBHBIX IPENapaToB, TOMEONATHYECKHUX JEKAPCTBEHHBIX MTPENapaToB.

6. ®opMupoBaHUE MEpPEUHs B3aUMO3aMEHSEMBIX JIEKAPCTBEHHBIX MPENaparoB IJi MEIUIUHCKOTO
MPUMEHEHHUS OCYIIECTBISICTCS IKCIIEPTHBIM YUPEKICHUEM TMOCPENCTBOM OOBEIUHEHUS JIEKAPCTBEHHBIX
[pernaparoB B OTAENbHbIE TPYMHNbl, B KaXI0M M3 KOTOPHIX JIEKAPCTBEHHBIC Mpenaparhl SBISIOTCS
B3aUMO3aMEHIEMbIMHU.

7. B cnyudae BKJIIOUEHUS B HHCTPYKLHIO MO MEAMIIMHCKOMY TNPUMEHEHHIO JIEKaPCTBEHHOTO
npenapara Ha OCHOBAaHUU PE3YJIbTATOB COOTBETCTBYIOIIMX MCCIEHOBAHUI MOKa3aHUM JJIi MPUMEHEHUS,
KOTOpBIE OTIUYAIOTCS OT MOKa3aHWM ISl MPUMEHEHHs APYTHX JIEKapCTBEHHBIX IMPErnaparoB U3 TPYIMIIbI
B3aMMO3aMEHSIEMBIX JICKAPCTBEHHBIX MpENapaToB, B TMEPEYHE B3aUMO3AMEHSEMBIX JIEKAPCTBEHHBIX
[pernaparoB AJisi MEIULIMHCKOTO MTPUMEHEHHUS JOKHA OBITh YKa3aHa COOTBETCTBYIOIAs HH(GOpMAIusI.

8. IlepeyeHb B3aMMO3aMEHSIEMBIX JICKAPCTBEHHBIX IMPENaparoB AJisi MEIUIMHCKOTO MPUMEHEHHS
pa3MeriaeTcs ynoJIHOMOYEHHBIM (eiepaibHBIM OPraHOM HCIIOJHUTENBHOM BIACTH, OCYLIECTBISIIOIINM
rOCYIapCTBEHHYIO PETUCTPALMIO JICKAPCTBEHHBIX MPENaparoB JJisi MEAUIIMHCKOTO MPUMEHEHHUS], HA CBOEM
odurmanpHoM caiite B cetu "HMuTeprHer". MHpopManus B mepeyHe B3aMMO3aMEHSIEMBIX JICKAPCTBEHHBIX
IpemaparoB JUisi MEIUIMHCKOTO TPUMEHEHHsSI OOHOBIISIETCS YKa3aHHBIM (efepaibHbIM OpPraHOM
UCIIOJTHUTENFHOM BIACTH C YYE€TOM HOBBIX 3apETMCTPUPOBAHHBIX JICKAPCTBEHHBIX IMPErnapaTroB s
MEIUIIMHCKOTO TPUMEHEHUSI U BHECEHHBIX U3MEHEHHUM B JOKYMEHTBI, COIEPKAIIUECS B PETUCTPALIMOHHBIX
JIOChE Ha 3aperuCcTPUPOBAHHbBIC JIEKAPCTBEHHBIE MTPenapaThl A1l MEAULMHCKOTO TPUMEHEHHUS.

Hnghopmayus 06 usmenenusix:

Yacms 9 usmenena c 1 aneaps 2024 2. - @edepansvuuiii 3akon om 19 oxmsaodpsa 2023 2. Ne 503-D3

CMm. npedvldyuivio pedakyuio

9. HO[Z?IQOK HNCIIOJIB30BAaHUA HH(l)OpMaLII/II/I O B3aHUMO3aMCHACMBIX JIeKapCTBeHHBIX HpenapaTax JUUIA
MEIUIMHCKOTO MPUMEHCHHS W TOPSAOK Ja4d Pa3hACHCHHH I10 BOMPOCAM B3aMMO3aMECHIEMOCTH
JICKapCTBeHHBIX HpenapaTOB JIA MCOUITUMHCKOT'O HpI/IMeHeHI/ISI yCTaHaBJ'II/IBaIOTCSI (bellepaHBHBIM OpI‘aHOM
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

WCTIOTHUTENFHON BIACTH, OCYIIECTBISIONMM (PYHKIMU MO BBIPAOOTKE M pealu3allid TOCylapCTBEHHON
MOJIUTUKYA U HOPMATHBHO-TIPABOBOMY PETYIMPOBAHHUIO B cepe 3apaBOOXpaHEHUs, MO COTTACOBAHUIO C
denepanbHBIM OpPraHOM HCIIOJIHUTEIBHON BIACTH, OCYIIECTBISIONIUM (DYHKUUU IO JHUIEH3UPOBAHUIO
MIPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB.

TAPAHT:

Cm. kommenmapuu k cmamoe 27.1 nacmosiweco PedepaibHo2o 3aKoHA

Crarba 28. PeructpaiinoHHOE Y10CTOBEPEHHE JIEKAPCTBEHHOTO Mpenapara
TAPAHT:

Mo 1 sneapsa 2027 2. donvckaemcs obpawjeHue J1eKapCmeeHHblX Npenapamos, 3apecucmpuposaitbix 8
coomeemcmeuu ¢ Hacmosiuum PedepanvHuvim 3aKOHOM, 8 OMHOWEeHUU Komopbix 0o 31 dexabps 2025 2. ne
npeocmasienvl 3as6N1eHUsI O NPUBEOEHUU PecUCMPAYUOHHO20 00Cbe 6 COOMmBemcmeue ¢ aKmamu,
cocmasnaowumu npaeo EADC, u xomopwvlie no cocmosmuio ma [ Oexabps 2025 e. 6oounucy 6
2paxcoancKuii 00opom e meHee 3 NOCIeOHUX KAIEHOAPHBIX Jlem

1. PerucrpaiiioHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOTO Mperapara ¢ yKa3aHHEeM JEeKapCTBEHHBIX
dbopM U [TO3UPOBOK BBIAAETCS OECCPOYHO, 32 HCKIIOYCHHEM PETHCTPAIIMOHHOTO YIOCTOBEPEHHUS
JIEKapCTBEHHOTO Tperapara, BbJaBaeMOro CO CPOKOM JIEHCTBUS IATH JIET, HA BIIEPBBIE PETHCTPUPYEMbIE B
Pocculickont ®@enepanuu J1eKapCTBEHHBIE IPENIAPATHI.
TAPAHT:

Pezucmpayuonnvie yoocmosepenus nekapcmeeHubix npenapamos 0Jis MeOUYUHCKO20 NPUMEHEHUsl, CPOKU
Oeticmsus komopwix ucmexarom 8 2025 2., npodnesaromces 0o 31 oexabpsa 2025 e.

Tocyoapcmeennas pecucmpayusi J1€KApCMBEHHbIX NPenapamos Oasl GeMepUHAPHO20 NPUMEHEHUs,
Oeticmaue komopotul ucmexaem 6 2025 2. npoonesaemcs na 12 mecsayes

2. Tlo wWcTeyeHMH YKa3aHHOTO B 4YacTW | HACTOAIIEH CTarbu CpoKa BBIAAeTCS OeccpodHoe
pPETUCTPAIlMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOIO Ipernapara IMpH YCJIOBUU MOITBEPKICHUS €ro
rOCYIapCTBEHHOM perucTparuu.

I/Ill¢0pﬂial/ﬂl}l 00 UBMEHEHUSIX:

DedepanvHvim_3axonom om 22 Oexkabps 2014 2. Ne 429-D3 cmamwvs 28 nacmosweco DedepanibHoco
3aKOHA OononHena yacmoio 3, ecmynaroweii 8 cuny ¢ 1 uwons 2015 e.

3. B cinyuae BHeceHus B cooTBeTcTBMM cO crarhaMu 30 u 31 Hacrosmero denepanbHOro 3akoHa
U3MEHCHUH B COJCpIKAIIMECs] B PErHCTPALIMOHHOM JO0Che HA 3aperUCTPUPOBAHHBIA JICKAPCTBEHHBIH
mpemapar JAOKYMEHTBI, 3aTparvBalOIIUX CBEACHHS, OTPAXCHHBIC B PETHUCTPAIMOHHOM YIOCTOBEPECHHUU
JICKApCTBCHHOTO Tperapara, yIMOJTHOMOYCHHBINH (elepalibHbli OpraH HMCHOJTHHUTEIBHOW BJIACTH BBIAACT
HOBOE PETHCTPAIIMOHHOE YIOCTOBEPEHHUE JIEKAPCTBEHHOTO Mperapara, cojaepikallee BHECEHHBIE B HEro
WU3MEHCHUSI.

4. Yrparuna cuny c 1 ssuBaps 2026 1. - @enepanbubiii 3akoH ot 30 stuBaps 2024 . Ne 1-D3

Unghopmayus 06 usmenenusx:

Cm. npedviovyyro pedaxkuuio
TAPAHT:
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..
Cm. kommenmapuu k cmamoe 28 Hacmosuje2o DedepanbHo2o 3aKOHA

I/Ill¢0pﬂial/ﬂl}l 00 UBMEHEHUSIX:

DedepanvHuim_3axonom om 22 Oexkabps 2014 2. Ne 429-D3 cmamwvs 29 nacmosweco DedepanibHoco
3aKOHA U3N0JHCEHA 8 HOBOU pedakyuu, ecmynarouieli 8 cuny ¢ 1 ausaps 2017 2.

Cu. mexkcm cmambuu 8 npeodbloyuLel pedaKyuy
Crarba 29. [logTBepkIeHHE TOCYIaPCTBEHHOM pEerucTpaliu JIEKapCTBEHHOTO Mpernapara

HUnpopmayus 06 usmenenusix:

Yacmo 1 usmenena c 1 mapma 2026 2. - @edepanvubiii sakon om 31 urons 2025 2. Ne 304-D3

Cm. npedviovyyro pedaxkuuio
TAPAHT:

llonoowcenusn wacmu 1 (8 pedaxyuu Pedepanvrozo zaxona om 30 ausaps 2024 2. Ne 1-D3), kacarowuecs
npeoocmasienus 20Cy0apCmeeHHbIX YCaye npu 0opaujenu 1eKapCmeeHHbIX cpeocma Osi MEOUYUHCKO2O0
npumenenus nocpedcmeom EI'MC3 u (unu) EITY, npumensiomea c 1 aunsaps 2026 2. Pecucmpayuontvle
YOocmosepeHus 1eKapCmeeHHblX Npenapamos 0isk MeEOUYUHCKO20 NPUMEHEHUs, noomeepicoarowue gaxm
20CYy0apcmeenHol  pecucmpayuu, Ha OYMAdx€CHOM Hocumene U OYOIUKAmvl  pe2ucmpayuoHHbIX
YOOCmOoBepeHUll 1eKApCMEeHHbIX Npenapamos O0jisi MeOuyunckoeo npumenenuss ¢ 1 awseaps 2026 o. ne
8610a10Mmcsl

Tonosxcenus wacmu 1 (6 peoaxyuu Pedepanvroeo 3axona om 30 ausaps 2024 2. Ne 1-D3), kacarowuecs
npeodoCcmasgienus 20Cy0apCmeeHHbIX YCye npu 00paujeHuU 1eKapCcmeeHHblx cpedcma 0l 8emepUHapHo20
npumenenus nocpeocmeom EIILY, npumenstomces c 1 saneapsa 2026 e. [[ybaukamel pecucmpayuoHHbIX
YOOCmogepeHull 1eKapCmeeHHbIX Npenapamos 0jisi 8emepunaprHo2o npumenenus ¢ 1 aueaps 2026 e. ne
8610a10MCcsl

1. IlonTBepxaeHUE roCyIapCTBEHHOM PErUCTpalliy JIEKAPCTBEHHOIO Mpernapara OCYIIECTBISETCS
IpU BbIAa4e OECCPOYHOTO PETUCTPALMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOIO Ipemnapara B ciydvae,
yKa3aHHOM B 4acTH 2 ctarbi 28 HacTosmero deaepalbHOro 3aKOHa, B CPOK, HE MPEBBIIIAIOLIMN COpPOKa
pabouux JHEH co AHs HampaBiIeHHs MOCPEICTBOM E€IMHOTO MopTana B YHOJHOMOUYEHHBIH (enepalbHbIi
OpraH HCIIONIHUTENBHON BIIACTH WM JIMYHBIA KaOWHET YIOJTHOMOYEHHOTO (hefepanbHOro OpraHa
WCIIOJTHUTENbHOM BIIaCTH B €MHON CUCTEME 3asBJICHMS O MOATBEPKICHUH TOCYIapCTBEHHON perucTpaluun
JIEKapCTBEHHOTI'O IIpenapara Juisi MEAUIIMHCKOTO MPUMEHEHHUS, U B CPOK, HE MPEBBIIIAIOIINI TPUILIATH TPEX
pabouux JHEH co IHS NMPUHATHUS 3asBICHUS O FOCYAapCTBEHHOM perucTpaluy JeKapCTBEHHOTO MIpernapara
JUISE BETEPUHAPHOTO TMPUMEHEHHs], TMOAMUCAHHOTO YCHJIECHHOW KBaIM(UIMPOBAHHON JIIEKTPOHHOMN
noanuchlo. He ocymecTsisieTcss MOATBEP)KIEHHE TOCYJAapCTBEHHOM perucrpalidd B OTHOILIEHUU
JIEKapCTBEHHOTO TIperapara Jisi BETEpPUHAPHOTO MPUMEHEHHs, HE HAXOAMBILIETOCS B OOpallleHuu B
Poccutiickoit deneparuy B TeUeHHE TpexX U Ooyiee JIET, a TAaK)KE B OTHOIIECHUH JICKAPCTBEHHOTO CPECTBA,
MIPOM3BEIEHHOTO C HapylIeHUWeM TpeOOBaHMs, YCTAHOBJICHHOTO 4acTbio 3.7 cTartbu 71 HACTOAIIETO
denepaqbHOrO0 3aKOHA. 3asBIEHUE O TMOATBEP)KIEHUU TOCYAApCTBEHHOW DPETUCTpPALUU JIEKAPCTBEHHOIO
mpemapara MOXeT OBbITh MOAMUCAHO YCHUJICHHOW KBAIM(DUIIMPOBAHHON DICKTPOHHOW MOANMKMCHIO JHOO
YCUJIEHHOW HEKBaJIU(pUIIMPOBAHHONW 3JIEKTPOHHOW TMOANUCHIO B CIy4yae, €CIM OT HMEHHU 3asBUTENs
JEHCTBYET €ero MpencTaBuTeNb ((pU3nuecKkoe JIUI0), YIIOTHOMOYCHHBIN JAeCTBOBATh OT NMEHU 3asIBUTEIS
Ha OCHOBaHUU JIOBEPEHHOCTH B 3JIEKTPOHHOU (popMe B MAIIMHOUYUTAEMOM BH/IE.
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C

U3MCHCHUSM...
Hngopmayusi 06 uzsmenenusix:

Yacmo 2 usmenena c 30 aneapsa 2024 2. - @edepanvuviii 3akon om 30 aneaps 2024 2. No [-D3

Cm. npedvloviyyio pedaxuuio
TAPAHT:

Tonooxcenus vacmu 2 (8 pedaxyuu Pedepanrvroeo 3axona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npedocmasieHus 20CyO0apCmeeHHblX Yciye npu 00paujeHul 1eKapCmeeHHblx cpeocms Oisi MeOUYUHCKO20
npumenenus nocpeocmeom EITUC3 u (unu) ELLY, npumensiomes c 1 aunsapa 2026 o. Pecucmpayuonmvie
Y0OCmMOoBepeHUsl 1eKapCMBEHHbIX NPenapamos 0l MeOUYUHCKO20 NPUMEHEeHUs, Noomeepicoarowue gakm
20CY0apCmeenHHol  pecucmpayuu, Ha OYMAdCHOM Hocumene U OVOIUKAmMyvl  PecUucmpayuoHHbIX
y0oCmogepeHUll J1eKApCMEEeHHbIX NPenapamos Oas MeouyuHckoeo npumernenuss ¢ 1 sameapsa 2026 e. ne
6b10AI0MCSL

Tonoowcenua yacmu 2 (6 peoaxyuu Dedepanvroco 3axona om 30 auneapa 2024 2. Ne [-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX Ycye npu 00paujeHuU 1eKapCcmeeHHblx cpeocma OJis 8emepUHapHo20
npumenenus nocpeocmeom EIILY, npumensitomca c 1 aneapsa 2026 2. /[ybauxkamel pecucmpayuoHHbIX
yOoCcmogepeHull 1eKapCmeeHHbIX Npenapamos 0as eemepunapno2o npumenenus ¢ 1 sueaps 2026 2. He
8610a10MCsl

2. 3asBieHHE O MOATBEPKICHUH TOCYJAPCTBEHHON pETUCTpallMy JIEKapCTBEHHOTO Mpemnapara
HaIpaBIISIeTCs TIOCPEICTBOM EIMHOTO MOPTajia B YIIOJIHOMOYECHHBIH (efiepatbHblii OpraH HCIIOTHUTEIbHON
BJACTH WJIM JIMYHBIM KaOWHET YHNOJTHOMOYEHHOTrOo (efepalbHOr0 OpraHa HCIOJTHHUTEIBHOW BIACTH B
eIMHOW CHCTEME HEe paHee 4YeM 3a CTO BOCEMbBJECAT IHEH [0 WCTEUeHHs CpoKa JIeHCTBHA
PETUCTPAIIMOHHOTO YIOCTOBEPEHHS JIEKapCTBEHHOTO TMperapara M He MO3/[HEee OKOHYaHUS CpPOKa €ero
JICUCTBUA.

2.1. Yrparuna cuny c¢ 30 suBaps 2024 . - @enepanbubiii 3akoH 0T 30 sstHBaps 2024 . Ne 1-D3

Hnghopmayus 06 usmenenusix:

Cum. npedvioyuyio pedaxkyuro

3. IloaTBepxaeHUE TOCYIapCTBEHHON PErucTpalyy JIEKapCTBEHHOTO Mpenapara OCyIEeCTBISETCS
[0 pe3yibTaTaM 3KCIEPTU3bl OTHOUICHHS OXUAAEMOM TMONb3bl K BO3MOKHOMY PHCKY IPHUMEHEHHS
JIEKApCTBEHHOTO TIperapara Ha OCHOBAHHMU PE3yIBTAaTOB MOHUTOPHHTA 3(PPEKTUBHOCTH M 0OE30MAaCHOCTH
JIEKapCTBEHHOIO  Mperapara, MPOBOJUMOIO  JepXaresJeM WINM  BIAJCIbLEM  PETUCTPALMOHHOIO
YIAOCTOBEPEHHUS JIEKApCTBEHHOTO Mpernapara JIM00 yIOJIHOMOYEHHBIM UMU IOPUIUYECKUM JIMIIOM, a TAKXKe
COOTBETCTBYIOUIMM YIIOJIHOMOYEHHBIM (efiepaibHbIM OPraHOM MCIIOJHUTEIbHOM BIACTH B COOTBETCTBUU C
TpeboBaHUsIMU cTaTbu 64 HacTosero PenepabHOTO 3aKOHa.

Ungpopmayus 06 usmenenusx:

Yacmoe 4 usmenena ¢ 15 urons 2018 2. - @edepanvubiil 3axon om 4 urons 2018 2. No [40-D3

Cm. npedvldyuivio pedakyuio

4. K 3asBICHUIO O MOATBEPXKICHUU TOCYIAPCTBEHHOW PErMCTpAIMU JIEKApCTBEHHOIO IMperapara
JJIsI MECOUIITUHCKOT'O HpI/IMCHCHI/ISI HpI/IJ'IaFaIOTCHI

1) MOKYMEHTBI, COIEpXallhe pe3ylIbTaThl MOHHUTOPUHTa 3(GEKTUBHOCTH H 0OE30MaCHOCTH
J'ICKapCTBeHHOFO npenapaTa Jst MEAUITUHCKOTO HpI/IMeHeHI/ISI, HpOBCI[CHHOFO z[epn(aTeneM NIIIn
BJIAJICTIbIIEM PErHCTPAI[MOHHOTO YIOCTOBEPCHHS JICKAPCTBEHHOTO Ipermapara Ui MEIUIIMHCKOTO
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

NPUMEHEHHS JHUO0O YIOIHOMOYEHHBIM UM IOPUIMYECKUM JUMIOM, 10 ¢dopMe, yTBEpk ACHHOMN
YIOJTHOMOYEHHBIM (heiepaTbHBIM OPTaHOM HCIIOIHUTEIPHON BIIACTH;

Hnghopmayus 06 usmenenusix:

Ilynkm 2 usmenen c 30 aneaps 2024 2. - @edepanvhwii 3axon om 30 aunseaps 2024 2. Ne 1-D3

Cm. npedvioviyyro pedaxuuio
TAPAHT:

Tonoocenusa nynkma 2 (8 pedaxyuu Pedepanvrnoco 3axona om 30 aunsaps 2024 2. Ne 1-dD3), kacarowuecs
npedocmasieHus 20Cy0apCmeeHHblX Yciye npu 00paujeHulu 1eKkapCmeeHHbix cpeocms Oisi MeOUYUHCKO20
npumenenus nocpeocmeom EITUC3 u (unu) EILY, npumensiomes c 1 aneapa 2026 e. Pecucmpayuonnvie
YO0ocmosepeHus 1eKapCmeeHHblX NPenapamos 0iisi MeOUYUHCKO20 NPUMEHeHUs, noomeepxicoarowue gakm
20CY0apCcmeenHol  pecucmpayuu, Ha OYMAdX€CHOM Hocumene U  OYOIUKAmvl  pecucmpayuoHHbIX
Y0OCmoGepeHUll J1eKApPCMEEHHbIX Npenapamos Ons MeouyuHcko2o npumernenus ¢ 1 sameapsa 2026 e. ne
8b10AOMCSL

Tonoocenusa nynkma 2 (6 pedaxyuu Pedepanvrnozo 3axona om 30 aunsaps 2024 2. Ne 1-dD3), kacarowuecs
npeoocmasienus 20Cy0apCmeeHHbIX YCye npu 00paweHul 1eKapCmeeHHbIX CpeoCcma 0 6emMepUHaAPHO2O
npumenenus nocpedocmeom EII'Y, npumensiomca c¢ 1 sneapsa 2026 2. /[yonuxamsl pe2ucmpayuoHHbIX
Y0OCmoGepeHUll 1eKapCmeeHHbIX Npenapamos 0ns 6emepunapno2o npumenenus ¢ 1 auweaps 2026 2. ne
8610a10Mmcsl

2) cBeleHHS O Jare MPEJOCTABIICHUS W PETUCTPALMOHHOM HOMEpE JUIEH3WU Ha TPOM3BOJICTBO
JIEKapCTBEHHBIX CPEJICTB, WIIK CBEACHUS O JaTe MPEAOCTaBICHUS U PErUCTPAIMOHHOM HOMEPE 3aKIIOUEHUS
O COOTBETCTBHHM TMPOU3BOAMTENS JICKAPCTBEHHBIX CPEACTB TpPeOOBaHMSM MPABWI HaAJeKaIIeh
MIPOM3BOACTBEHHON MPAKTUKU, WIM KOIMUS CepTHU(UKATa COOTBETCTBHS MPOU3BOAMUTENS JEKAPCTBEHHBIX
CPEICTB I MEAMIIMHCKOTO MPUMCHEHHS TpEOOBAaHUSM MPAaBWI HaJJIeXKalIed MPOU3BOJACTBEHHOMN
npakTUKd EBpa3zuiickoro 3KOHOMHUYECKOTO CO03a, MPEJOCTABICHHBIX YHMOJHOMOUYEHHBIM (eaepaibHbIM
OpraHOM HCIOJHUTEIHLHOW BIIACTH B OTHOIICHWH IPOW3BOJCTBEHHOW IUIOMAJAKU JIEKAPCTBEHHOTO
npernapara Juis MEeIULUHCKOTO IPUMEHEHUs1, TOCYJapCTBEHHAsl PETUCTPalUsl KOTOPOTO MOATBEPKAAETCS B
cIydae, €CIM TMPOW3BOJACTBO  JICKAPCTBEHHOTO IMpemapara s  MEIUIUHCKOTO  MPUMEHEHUs
ocyuiectBisieTcsa B Poccuiickoit denepannu;

Hngpopmayus 06 usmenenusx:

Ilynkm 3 usmenen ¢ 30 aneaps 2024 2. - @edepanvuuiii 3axon om 30 ausapsa 2024 2. Ne 1-D3

Cm. npedvioviyyio pedaxkuuio
TAPAHT:

Tonoxcenus nynkma 3 (8 pedaxyuu @edepanvrozo 3axona om 30 aunsaps 2024 2. No 1-D3), kacaowuecs
npedocmasieHus 20CyOapCmeeHHblX YCaye npu 0opaujeHulu 1eKapCmeeHHbiX cpeocms Oisi MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EIITY, npumensromes ¢ 1 ansapsa 2026 e. Pecucmpayuonmsie
Y0OCmoBepeHUst 1eKaApCMBEHHbIX NPenapamos 0l MeOUYUHCKO20 NPUMEHEeHUs, noomeepacoarouue pakm
20CY0apcmeeHHoU  pecucmpayuu, Ha OYMad@cHOM Hocumene U  OVOIUKAMbL  PeUCPAYUOHHBIX
y0oCmogepeHUll J1eKAPCMEEHHbIX NPenapamos Oas MeOuyuHckoeo npumernenus c¢ 1 saneapsa 2026 e. He
8610a10MCsl
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..
Tonoocenusa nynkma 3 (6 pedaxyuu Pedeparvruoco 3axona om 30 aunsaps 2024 2. Ne 1-dD3), kacarowuecs
npeodocmasgienus 20Cy0apCmeeHHbIX YCye npu 00paujeHuu 1eKapCcmeeHHblx cpeocma 0Jis 6emepuUHapHo20
npumenenus nocpedocmeom EII'Y, npumensiomca c 1 sneapsa 2026 2. /[yonuxamsl pe2ucmpayuoHHbIX
Y00oCmogepeHUll 1eKapCmeeHHblX Npenapamos 0ns eemepunapno2o npumenenus ¢ 1 aueaps 2026 2. ne
8b10AOMCSL

3) xomusl MPETOCTABICHHOM YIMOJHOMOYEHHBIM OPraHOM CTpaHbl MPOU3BOAUTENS JIMIICH3UU Ha
MIPOU3BOJACTBO JIEKAPCTBEHHOTO Tpemnaparta A MEAUIIMHCKOTO TMPUMEHEHHS U ee MEepeBOJl Ha PYCCKUM
S3bIK, 3aBEPEHHBIE B YCTAHOBJICEHHOM TIOpSJKE, a TaKXKe KOMUS 3aKIIOYEHUS O COOTBETCTBUU
MIPOU3BOAMTENS JICKAPCTBEHHBIX CPENCTB TPEOOBAaHUSM MpaBUI HaAJEXKalleld MPOU3BOACTBEHHOMN
MPAKTUKW, WIA KOMUS CEePTH(HUKATA COOTBETCTBUS IPOUZBOIAMUTENS JICKAPCTBEHHBIX CPEICTB IS
MEIMIIMHCKOTO TPUMEHEHUs TpeOOBaHHWSAM TMpaBWI HaJUIekKalled MPOM3BOACTBEHHON MPaKTUKU
EBpasuiickoro 3KOHOMHYECKOTO COK03a, BBIJIAHHBIX  YIIOJHOMOYEHHBIM  (eAepaibHbIM  OpPraHOM
WCTIOJTHUTENFHOM BIACTH B OTHOILIEHUH MPOU3BOJICTBEHHOW IUIOMIAJIKK JIEKAPCTBEHHOTO Mpemnapara Aiis
MEIUIIMHCKOTO TPUMEHEHHUs, TOCYIapCTBEHHAsl PETUCTpAIMs KOTOPOTO IMOATBEPKIAACTCS, WU KOMUS
pElIeHHs YMOJHOMOUYEHHOTO (elepallbHOr0 oOpraHa HMCIOJMHUTEIBHOW BIACTH O MPOBEACHHUU
(dhapMaIeBTUIECKON WHCIICKIIUU TIPOU3BOJICTBA JICKAPCTBEHHBIX CPENICTB JUISI METUITMHCKOTO IPUMEHEHUS
HAa COOTBETCTBHE TpeOOBaHMSIM NPAaBHJ HaJJIekalled MPOU3BOJACTBEHHON MpakTuku EBpa3suiickoro
SKOHOMHUYECKOTO COI03a B Ciydae, €Clid MPOU3BOACTBO JIEKAPCTBEHHOTO Mperapara sl MEAUIIMHCKOTO
MPUMEHEHUS OCYIIECTRIsAETCS 3a npeaenamu Poccuiickoit denepanuu.

Ungpopmayus 06 usmenenusx:

Cmamobs 29 oononnena yacmoio 4.1 ¢ 15 urons 2018 2. - @edepanvubiil 3akoH om 4 uons 2018 2. No 140-
D3

4.1. B oTHOmIEHNH OMOJOrMYECKUX JIEKAPCTBEHHBIX MpenapaToB A MEIUIMHCKOIO MPUMEHEHUS
3asBUTEIb JONOJIHUTENBHO MPEACTABIACT PE3yAbTaTbl MEPONPHATHH, IPEIyCMOTPEHHBIX IUIAHOM
YIpaBJIEHUS] PUCKAMHU, YTBEPXKIECHHBIM YIOJIHOMOUYEHHBIM (eepaibHbIM OpPraHOM HCIIOIHUTEIbHON
BJIACTU TPH OCYIIECTBICHHH TOCYJAPCTBEHHOM pErucTpalyu JIEKApCTBEHHOIO Ipernapara s
MEIMIMHCKOIO IPUMEHEHHUS.

Ungpopmayus 06 usmenenusix:

Yacmw 4.2 usmenena c 13 ageycma 2019 2. - @edepanvusiil 3akon om 2 aszycma 2019 2. Ne 297-D3

Cm._npedvldyuyio pedaxyuro

4.2. K 3asBIE€HUIO O MOATBEPKIESHUU TOCYIaPCTBEHHON PETrHCTpaIliy JIEKapCTBEHHOTO Ipernapara
JUIS. BETEPUHAPHOTO TMPUMEHEHHUS TMPUIararoTcsi JOKYMEHTBI, COJEpKaIlMe pe3yabTaTbl MOHUTOPUHTA
3¢ exkTHBHOCTH W O€30MacCHOCTH JIEKAPCTBEHHOTO TIpemapara Il BETEPUHAPHOTO IMPUMEHEHHS,
MIPOBOJUMOTO  JIEpXKATEJIeM WJIM BIIAJIEIbIEM PErUCTPAIMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO
mpenapara Juisi BETCpUHAPHOTO TNPUMEHEHHS JMOO YIOJHOMOYEHHBIM MM HOPHIWYECKHM JIUIIOM, II0
dbopMe, YTBEPKICHHON YIOTHOMOYEHHBIM (elepaJibHBIM OPraHOM HCIIOJHUTEIHHOW BIIACTH, U
JIOKYMEHTBI, YKa3aHHbIe B yHKTax 1, 2 - 2.2, monnmynkrax "a", "0", "k", "1" nynkra 4 yactu 3 crareu 17
HacTosimiero denepanbHOro 3akoHa. B OTHOIIEHNHM MMMYHOOMOJIOTHYECKUX JIEKAPCTBEHHBIX IpPENapaToB
JUIS. BETEPUHAPHOTO TIPUMEHEHHUS HE TPEICTABIAIOTCS CBEICHMS, YKa3aHHbIE B MOAMyHKTe "K' myHKTa 4
yacTu 3 crarbu 17 Hactosmero denepaibHOTO 3aKOHA. B OTHOIIEHWM JIEKapCTBEHHBIX MpenaparoB s

BCTCPUHAPHOTO IIPUMCHCHUS, IIOJYYCHHBIX C IIPUMCHCHUCM FCHHO-I/IH)KeHepHO—MO,Z[I/I(I)I/II_[I/IpOBaHHBIX
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

OpPraHU3MOB HJIM COJAEPIKAIINX TaKhe OpPTraHU3Mbl, JOTIOJIHUTENBHO MPEICTABISIOTCS CBEICHUS, yKa3aHHbIE
B nyHkte 13 yactu 3 crareu 17 Hacrosimiero denepanbHOro 3aKoHa.

Ungpopmayus 06 usmenenusx:

Yacmo 4.3 usmenena c 30 aneaps 2024 2. - Pedepanvhwvii 3axon om 30 auneaps 2024 2. Ne 1-D3

Cm. npedvioviyyro pedaxuuio
TAPAHT:

Tonoocenus yvacmu 4.3 (6 pedaxyuu Pedeparvroeo 3axona om 30 ausaps 2024 2. Ne [-D3), kacarowuecs
npedocmasieHus 20Cy0apCmeeHHblX Yciye npu 00paujeHulu 1eKkapCmeeHHbix cpeocms Oisi MeOUYUHCKO20
npumenenus nocpeocmeom EITUC3 u (unu) EILY, npumensiomes c 1 aneapa 2026 e. Pecucmpayuonnvie
YO0ocmosepeHus 1eKapCmeeHHblX NPenapamos 0iisi MeOUYUHCKO20 NPUMEHeHUs, noomeepxicoarowue gakm
20CY0apCcmeenHol  pecucmpayuu, Ha OYMAdX€CHOM Hocumene U  OYOIUKAmvl  pecucmpayuoHHbIX
Y0OCmoGepeHUll J1eKApPCMEEHHbIX Npenapamos Ons MeouyuHcko2o npumernenus ¢ 1 sameapsa 2026 e. ne
8b10AOMCSL

Tonoocenus yvacmu 4.3 (6 pedaxyuu Pedepanvrozo 3axona om 30 aunsaps 2024 2. Ne [-D3), kacarowuecs
npeoocmasienus 20Cy0apCmeeHHbIX YCye npu 00paweHul 1eKapCmeeHHbIX CpeoCcma 0 6emMepUHaAPHO2O
npumenenus nocpedocmeom EII'Y, npumensiomca c¢ 1 sneapsa 2026 2. /[yonuxamsl pe2ucmpayuoHHbIX
Y0OCmoGepeHUll 1eKapCmeeHHbIX Npenapamos 0ns 6emepunapno2o npumenenus ¢ 1 auweaps 2026 2. ne
8610a10Mmcsl

4.3. 3asBUTENb BIpaBe IMPEICTABUTh C 3asABICHUEM O MOJATBEPKIECHUU TIOCYIapCTBEHHON
perucTpalnuu JEKapCTBEHHOTO Ipermapara PEKBU3UTHI JIOKYMEHTa, TMOATBEPIKAAIOIIEro  YIUIaTy
rOCYIapCTBEHHON TMONUIMHBI 3a MOATBEPXKJIEHHE TOCYIapCTBEHHON pErucTpaluu JIeKapCTBEHHOTO
mpemnapara, a Takke BblaBaemble (IIPEIOCTaBIIsiEMbIe) YHNOJHOMOUYEHHBIMU (elepalbHBIMU OpraHaMu
UCIIOJTHUTENIBHOM BJIACTH JOKYMEHTHI (CBEICHUS ), YKa3aHHbIE B IYHKTaX 2 U 3 4yacTH 4 HACTOALIEH CTaThu.
B cinydae ux HempencTaBieHHsS YIOJIHOMOYEHHBIM (enepanbHbIi OpraH HCHOJHUTENBLHOM BIACTU
3ampalnivBaeT yKa3aHHbIE JOKYMEHTHI (CBEICHHMS) B TOPSJIKE MEKBEIOMCTBEHHOTO HH()OPMAIIMOHHOTO
B3aUMOIEHUCTBUS.

Hngpopmayus 06 usmenenusx:

Yacmo 5 usmenena c 30 ansaps 2024 2. - @edepanvusiii 3akon om 30 aneaps 2024 2. Ne 1-D3

CMm. npedvioyuyio pedakyuio
TAPAHT:

Tonoxcenus wacmu 5 (8 peoaxyuu @Pedepanrvhoco 3axona om 30 aneaps 2024 2. Ne 1-D3), kacaowuecs
npeooCcmasieHus: 20CyOapCmeeHHblX YCaye npu 00paujeHulu 1eKapCmeeHHbiX cpeocmes Oisi MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes ¢ 1 ansapsa 2026 e. Pecucmpayuonmsie
Y0OCmMoBepeHUsl 1eKaApCMBEHHbIX NPenapamos 0l MeOUYUHCKO20 NPUMEHEeHUs, noomeepicoarouue pakm
20CY0apcmeeHHoU  pecucmpayuu, Ha OYMAd@CHOM Hocumene U  OVOIUKAMbL  PeUCPAYUOHHBIX
y0oCmogepeHUll J1eKAPCMEEHHbIX NPenapamos Oas MeOuyuHckoeo npumernenus c¢ 1 saneapsa 2026 . He
8610a10MCcsl

Tonooxcenus wacmu 5 (8 pedaxyuu Pedepanrvroeo 3axona om 30 aneaps 2024 2. Ne 1-D3), kacarowuecs
npPeodoCmasienusi 20CYOapCmeeHHbIX YCye npu 00paujeHuu 1eKapCmeeHHblX cpeocma 0Jisl 6emepPUHAPHO20
npumenenus nocpedocmeom EIIY, npumensiomcsa ¢ 1 sneaps 2026 2. [[yonuxamsl pe2ucmpayuoHHbIx
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

yoocmoeepeHull 1eKapCmeeHHbIX Npenapamos 0as eemepunapro2o npumenenus ¢ 1 sueaps 2026 2. He
8610a10MCsl

5. B Teuenue maTH pabouux IHEH CO AHS HampaBleHUS TOCPEACTBOM EIMHOrO MopTaia B
YIOJTHOMOYEHHBIH  (enepanbHBli  OpraH  UCHOJMHUTENHHOW  BIACTH WM  JIUYHBIA  KaOWHET
YIOJIHOMOYEHHOTO (peiepaIbHOTO OpraHa HCIOMHUTENBHOM BIAaCTH B €IWHON CHUCTEME 3asBICHUS O
MOJATBEPKICHUH FOCYIapCTBEHHOM PErUCTpallii JEKapCTBEHHOTO Mpenapara u JOKYMEHTOB, COJIEpKaIINX
pe3ynbTaThl MOHUTOPHHTA 3((EKTUBHOCTU M 0€30MacHOCTH JIEKapCTBEHHOTO IMpemnapara, IpOBOIUMOTO
JiepKaTelieM WM BIAJENbleM PETUCTPAIIMOHHOTO YIOCTOBEPEHHs JIEKapCTBEHHOTO TNpemnapara oo
YIOJTHOMOYEHHBIM UMHU IOPUANYECKUM JIULIOM, YIOJHOMOUYEHHBIN (penepanbHblii OpraH MCHOTHUTEIbHOM
BJIACTH:

1) mpoBOAMUT MPOBEPKY MOJTHOTHI CBEAEHHUH, COAEpXKAIIUXCA B TMPEACTABICHHBIX 3asgBUTEIEM
JIOKYMEHTaXx;

2) mpUHUMAET pelIeHHe O MPOBEASHUHM WJIH 00 OTKa3e B MPOBEICHHH JKCIEPTH3bl OTHOIICHUS
OKHUJIAEMOM TOJB3bl K BO3MOXHOMY PHCKY TNPHUMEHEHHS JIEKQpCTBEHHOIO IMpenapara Ha OCHOBAaHUU
pe3ynbTaToB MOHUTOpUHTA 3(PPEeKTUBHOCTH U 0€30MacHOCTU JIEKapCTBEHHOTO Mperapara, MpOBOIAUMOTO
JiepKaTelieM WM BIAJENbleM PETUCTPAIIMOHHOTO YIOCTOBEPEHHs JIEKapCTBEHHOTO TNpemnapara oo
YIOJTHOMOYEHHBIM UMH IOPUIUYECKUM JIUIIOM, a Takke (eiepaibHbIM OPraHOM HCHOJHUTENHLHOM BIACTH
B COOTBETCTBHH C TPEOOBAaHHUSIMHU CTaThbu 64 HacTosmero denepanbHOro 3aK0Ha;

Hnghopmayus 06 usmenenusix:

Ilynkm 3 usmenen c 30 aneaps 2024 2. - @edepanvhwii 3axon om 30 aunseaps 2024 2. Ne 1-D3

Cm. npedvioviyyro pedaxkuuio
TAPAHT:

Tonoocenusa nynkma 3 (6 pedaxyuu Pedeparvruoco 3axona om 30 aunsaps 2024 2. Ne 1-dD3), kacarowuecs
npedocmasieHus 20Cy0apCmeeHHblX Yciye npu 00paujeHuy 1eKkapCmeeHHblx cpeocms Oisi MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EILY, npumensiomes c 1 aneapa 2026 e. Pecucmpayuonnvie
Y0OCmMOoBepeHUsl 1eKapCMBEeHHbIX NPenapamos 0l MEOUYUHCKO20 NPUMEHEHUs, NoOmeepicoarowue gakm
20CY0apCmeenHol  pecucmpayuu, Ha OYMAdx@cHOM Hocumene U  OYOIUKaAmvl  pe2ucmpayuoHHbIX
Y0OCmoGepeHUll J1eKAPCMEEHHbIX NPenapamos Ons Meouyuncko2o npumernenus c¢ 1 sameapsa 2026 . ne
8b10AOMCSL

Tonoocenusa nynkma 3 (8 pedaxyuu Pedepanvuozo 3axona om 30 aunsaps 2024 2. Ne 1-dD3), kacarowuecs
npecocmasienus 20Cy0apCmeeHHbIX YCye npu 00paweHul 1eKapCmeeHHbIX CpeoCcma 0 6emMepUHaAPHO2O
npumenenus nocpedocmeom EII'Y, npumensiomca c¢ 1 sneapsa 2026 2. /[yonuxamsl pe2ucmpayuoHHbIX
y00oCmoGepeHUll 1eKapCmeeHHblX Npenapamos 0ns eemepunapno2o npumenenus ¢ 1 aueaps 2026 2. ne
8610a10Mcsl

3) HampaBnseT B JUYHBIM KaOMHET SKCIEPTHOTO YUYPEKACHHS B CIUHON CHCTEME IMOANMCAHHOE
YCUJIGHHOW KBaTu(UIIMPOBAHHONW DIEKTPOHHOM NONNKWCHIO 3a/JlaHWe Ha TMPOBEIECHUE SKCIEPTHU3HI,
MPETyCMOTPEHHOHN IYHKTOM 2 HACTOSIICH YacTH, a TaK)Ke HAIPABJISACT 3asIBUTEIIO MOCPEICTBOM EIMHOTO
moprajga WM B JIMYHBIA KaOWMHET 3asiBUTENsI B €IUHOM CHUCTEME TOANMMCAHHOE YCUJICHHOU
KBTM(DUIIMPOBAHHON AIIEKTPOHHON MOIIMUCHIO YBEAOMIICHHE O MPUHSITOM PEIICHUH O BBIAAaYe 3aJaHus Ha
MPOBEJICHUE YKa3aHHOM IKCIEPTU3bI JINOO 00 OTKa3e B MPOBEIACHUM YKa3aHHOM KCHEPTU3bI C YKa3aHUEM
MIPUYMH OTKAa3a.
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C

U3MCHCHUSM...
Hnghopmayus 06 usmenenusix:

Yacmw 6 usmenena c 30 ansaps 2024 2. - Pedepanvusiil 3akon om 30 aneaps 2024 2. Ne 1-D3

Cm. npedvloviyyio pedaxuuio
TAPAHT:

Tonooxcenus wacmu 6 (8 peoaxyuu Pedepanrvroeo 3axona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npedocmasieHus 20CyO0apCmeeHHblX Yciye npu 00paujeHul 1eKapCmeeHHblx cpeocms Oisi MeOUYUHCKO20
npumenenus nocpeocmeom EITUC3 u (unu) ELLY, npumensiomes c 1 aunsapa 2026 o. Pecucmpayuonmvie
Y0OCmMOoBepeHUsl 1eKapCMBEHHbIX NPenapamos 0l MeOUYUHCKO20 NPUMEHEeHUs, Noomeepicoarowue gakm
20CY0apCmeenHHol  pecucmpayuu, Ha OYMAdCHOM Hocumene U OVOIUKAmMyvl  PecUucmpayuoHHbIX
yoocmogepeHull 1eKapCmeeHHbIX npenapamos Oisi MeOuyunckoeo npumenenusi ¢ 1 awmeapsa 2026 2. ne
6b10AI0MCSL

Tonoowcenua yacmu 6 (6 pedaxyuu Dedepanvroco 3axona om 30 auneapa 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX Ycye npu 00paujeHuU 1eKapCcmeeHHblx cpeocma OJis 8emepUHapHo20
npumenenuss nocpeocmeom EIY, npumensiomes ¢ 1 smneaps 2026 2. [[yonuxamsl pecucmpayuoHHbix
yOoCcmogepeHull 1eKapCmeeHHbIX Npenapamos 0as eemepunapno2o npumenenus ¢ 1 sueaps 2026 2. He
8610a10MCsl

6. B ciydae BbISBIEGHHS HEIOCTOBEPHOCTH U (WJIM) HEIOCTATOYHOCTH HH(OpMaIuH,
cofiep)Kalleiicss B TPENCTaBICHHBIX 3asABUTEIEM JOKYMEHTaX, YMOJHOMOYEHHBIH (hemaepanbHblii opraH
WCTIOJTHUTENFHOM BIACTHU HAMpaBIsIeT 3asBUTEIIO MOCPEICTBOM €IMHOTO MOPTajia WX B JMYHBIN KaOUHET
3asBUTEISI B €AUHON CHCTEME 3ampoc 00 YyTOYHEHWHU yKa3aHHOW MH(OpMAaIiu, MOAMUCAHHBIN yCUICHHOM
KBaJIM(UIIMPOBAHHON 2IEKTPOHHON MOIIUCHIO.

Hnghopmayus 06 usmenenusix:

Yacmo 7 usmenena c 1 mapma 2026 2. - @edepanvuvii 3axkon om 31 uions 2025 2. Ne 304-D3

Cm. npedvioviyyio pedaxuuio
TAPAHT:

Tonoocenus vacmu 7 (8 peoaxyuu Pedepanrvroeo 3axona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npedocmasieHus 20Cy0apCmeeHHblX Yciye npu 00paujeHul j1eKkapCmeeHHblX cpeocms 0isi MeOUYUHCKO20
npumenenus nocpeocmeom EITUC3 u (unu) EILY, npumensiomes c 1 aneapa 2026 e. Pecucmpayuonnvie
Y0OCmMOoBepeHUsl 1eKapCmMBEeHHbIX NPenapamos 0l MEOUYUHCKO20 NPUMEHEHUs, NoOmeepicoarowue gakm
20CY0apCmeenHol  pecucmpayuu, Ha OYMAd€CHOM Hocumene U OVOIUKAmMvl  pecUucmpayuoHHbIX
Y0OCmoBepeHUll J1eKAPCMEEHHbIX NPenapamos Ons MeouyuHckoeo npumernenus ¢ 1 saneapa 2026 . ne
8b10A0OMCSL

Tonoxcenus wacmu 7 (8 pedaxyuu @Pedepanrvhoeo 3axona om 30 aneaps 2024 2. Ne 1-D3), kacaowuecs
npedocmasieHus 20Cy0apCmeeHHbIX YCiye npu 0opaweHuu 1eKapCmeeHHblX cpedcmas O0iisi 6emMepUHapHO20
npumenenus nocpedocmeom EIY, npumensiomcs ¢ 1 sneaps 2026 2. [[yonuxamsl pe2ucmpayuoHHbIX
y0oCcmogepeHull 1eKapCmeeHHbIX NPenapamos 0as eemepunapro2o npumenenus ¢ 1 sueaps 2026 2. He
8610a10MCsl
7. 3asBuTens o0O0sf3aH HANpPaBUTh MOCPEIACTBOM E€IMHOIO TOpTajlla B  YINOJIHOMOYEHHBIN
(benepanbHBI OpraH WCHOJIHUTEIBHONW BIACTH WJIM JMYHBIA KaOWHET YIOJIHOMOYEHHOTO (hemepaibHOro
opraHa HCIOJHUTEIbHONW BJIACTH B €IUHOW CHUCTEME MOIMHCAHHBIA YCHJIEHHOW KBaTH(PHUIMPOBAHHON
DIICKTPOHHON IMOANKCHI0 OTBET HAa 3alpoc YMOTHOMOYEHHOTO (eepalbHOr0 OpraHa HMCIOIHUTEIBHOM
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BJIACTH, YKa3aHHOTO B YacTH 6 HACTOsIIEN CTaTbU, B CPOK, HE MPEBBIIIAIOIINN JeBIHOCTA pabounx JTHEH co
JHSI TIOJYYEHHUS YIIOJHOMOYEHHBIM (eiepalbHbIM OpPraHOM HCIIOMHUTEIBHON BIACTH AIIEKTPOHHOTO
YBEIOMJICHHUS O MOJYYEHHUH 3asiBUTENIEM Takoro 3amnpoca. Cpok, yKa3aHHBIM B YACTH S5 HACTOSIIECH CTaThy,
IIPUOCTAHABIMBACTCA CO JIHS HANPABIICHUS 3asBUTENIO MOCPEACTBOM €IMHOIO NMOPTAJAa WIA B JMYHBIN
KaOMHET 3asBUTENSI B €UHOW CHCTEME TaKOoro 3ampoca /10 JHS HaIlpaBlICHUs 3asBUTEIEM MOCPEICTBOM
€IMHOTO TOpTajia B YIOJTHOMOYCHHBIH (heaepanbHbIi OpraH HCIIOJHUTEIBHON BIACTH WM JIMIHBIN
KaOMHET YIOJIHOMOYEHHOTO (eiepaibHOr0 OpraHa UCTIOTHUTEIHHON BIIACTH B €IMHOM CHCTeMe OTBETa Ha
TaKOH 3aIpOC U HE YYUTBIBACTCS MPU UCUUCICHUU CPOKA MOATBEPKICHUS ITOCYAapCTBEHHOM PETUCTpaluu
JIEKapCTBEHHOIO Ipenapara. B ciiydae, ecnmu OT UMEHHM 3asBUTENS JEHUCTBYET €ro IpeICTaBUTEIb
(pusrueckoe TUII0), YIOTHOMOYEHHBIN JeCTBOBATh OT UMEHH 3asBUTEISI HA OCHOBAaHUH JIOBEPEHHOCTH B
AIIEKTPOHHON (opMe B MalIMHOYMTAEMOM BHJE, OTBET Ha 3alMpOC MOXKET OBbITh MOAMHCAH YCHUJICHHOU
KBaJM(HUIMPOBAHHON JJIEKTPOHHOW MOANMUCHIO JTUOO YCHJICHHON HEKBATM(DUIMPOBAHHOHN AIIEKTPOHHOMN
MOJIHUCHIO.

8. OcHoBaHMeEM /Jis OTKa3a B IPOBEACHUM 3KCIIEPTU3bl OTHOLICHUS OXUAAEMOM IOJB3blI K
BO3MO)XHOMY PHUCKY NPUMEHEHUsl JIEKapCTBEHHOIO Ipenapara sBISETCS MPEACTaBICHHE TOKYMEHTOB,
CoZiep KalINX Pe3yJabTaThl MOHUTOPHHTA 3(h(HEeKTUBHOCTH M 0E30MacHOCTH JIEKApPCTBEHHOTO TIpernapara, u
(umu) B OTHOIIEHMM OWOJIOTMYECKUX JIEKAPCTBEHHBIX IMpPEMapaToB pe3yabTaTOB OCYIIECTBICHUS
MEPOIPHUATHI B COOTBETCTBUM C IUIAHOM YIPABJICHUS PHUCKAMH, YTBEPXKIACHHBIM YIIOJIHOMOUYEHHBIM
denepanbHBIM OpPraHOM HCIIOIHUTENBHON BIACTU MPHU OCYIIECTBICHUHU TOCYIApPCTBEHHOH pPETHUCTpaluu
JIEKApCTBEHHOTO TperapaTa, B HEMOJHOM O0beMe, OTCYTCTBHE WH(POpPMAILWH, MOATBEPKIAIOMIECH (aKT
yIUIaThl TOCYAAPCTBEHHOW MOIUIMHBI 332 MOATBEPKACHUE TOCYIapCTBEHHON PErUCTPaALliU JIEKAPCTBEHHOTO
npemnapara, 1100 HenpeACTaBICHNUE 3asBUTEIEM B YCTAHOBJIEHHBIN CPOK OTBETa HA YKa3aHHBIA B 4acTH 6
HACTOSIIIEH CTaTbU 3ampoc YMOJIHOMOYEHHOTO (hefepaibHOrO OpraHa MCIOJHUTENbHON BIACTH, a TAaKXKe
OTCYTCTBHUE B YKa3aHHBIX JOKYMEHTaX HHPOPMAIUH, KOTOpast JOJDKHA OBITh B HUX OTpa)KeHa.

Hnghopmayus 06 usmenenusix:

Yacmo 9 usmenena c 1 mapma 2026 2. - @edepanvusiii sakon om 31 urons 2025 o. Ne 304-P3

Cm. npedvioviyyro pedaxkuuio
TAPAHT:

Tonoocenusa vacmu 9 (8 peoaxyuu Pedepanrvroeo 3axona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npedocmasieHus 20Cy0apCmeeHHblX Yciye npu 00paujeHulu 1eKkapCmeeHHblX cpeocms Oisi MeOUYUHCKO20
npumenenus nocpeocmeom EITUC3 u (unu) EILY, npumensiomes c 1 aneapa 2026 e. Pecucmpayuonnvie
Y00OCmMo8epeHUsl 1eKapCmMBEeHHbIX NPenapamos 0l MEOUYUHCKO20 NPUMEHEHUs, Noomeepicoarowue gakm
20CY0apCcmeenHol  pecucmpayuu, Ha OYMAdx@cHOM Hocumene U  OYOIUKAmvl  pecucmpayuoHHbIX
Y0OCmoGepeHUll J1eKAPCMEEHHbIX Npenapamos Ons MeouyuHcko2o npumernenus ¢ 1 sameapsa 2026 . ne
8b10AOMCSL

Tonoocenusa vacmu 9 (8 peoaxyuu Pedepanrvroeo 3axona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npecocmasienus 20Cy0apCmeeHHbIX YCy2e npu 00paweHul 1eKapCmeeHHbIX Cpe0Ccma 0 6emMepUHaAPHO2O
npumenenus nocpedocmeom EII'Y, npumensiomca c¢ 1 sneapsa 2026 2. /[yonuxamsl pe2ucmpayuoHHbIX
Y0OCmoGepeHUll 1eKapCmeeHHbIX Npenapamos 0ns 6emepunapno2o npumenenus ¢ 1 auweaps 2026 2. ne
8610a10Mcsl
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9. DOkcrmeprh3a OTHOUIEHHS OXHMIA€MOM TMOJNB3bI K BO3MOXXHOMY PHUCKY TNPUMEHEHHS
JIEKapCTBEHHOTO TIpernapara B IENsAX IMOATBEPXKIEHUS TOCYIapPCTBEHHOM PErucTpalii JIEKapCTBEHHOTO
mpenapara MPOBOAUTCS KOMHCCHEH SKCIEPTOB AIKCHEPTHOTO YUPEKIEHUS B CPOK, HE IMPEBBIIIAIOIIMIA
TPUALIATH pabouMx JHEH, MNPH TOATBEPKICHUU TOCYJApPCTBEHHOW PETUCTPAIMH JIEKApCTBEHHOTO
npernapara Juisi MEIUIIMHCKOTO MMPUMEHEHHSI U B CPOK, HE MPEBBIMIAIONINN ABAIATH TPEX pabodynx AHEMH,
MpU TOJATBEPKACHUN TOCYIapCTBEHHOM PErHUCTpalliy JIEKapCTBEHHOTO TMperaparta JUisi BETEPUHAPHOTO
MIPUMEHEHHUS.

Ungpopmayus 06 usmenenusx:

Yacmw 10 usmenena c 30 aneapsa 2024 2. - @edepanvhuiii 3axon om 30 ausaps 2024 2. Ne 1-D3

Cm. npedvioyuyio pedakyuio
TAPAHT:

Tonoowcenusa wacmu 10 (6 peoakyuu Pedepanvrozo 3axona om 30 auneapsa 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienuss 20Cy0apCmeeHHbIX YCiye Npu 00paujeHul 1eKapcmeeHHblx cpeocma 0 MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EITY, npumensromesn ¢ 1 ausapsa 2026 e. Pecucmpayuonmsie
YOOCmMoBepeHUst 1eKapCMBEHHbIX NPenapamos 0l MeEOUYUHCKO20 NPUMEHEeHUs, NoOmeepicoarowue haxkm
20CYy0apcmeenHou  pecucmpayuu, Ha OYMAdXCHOM Hocumene U  OYOIuKamvl  pecucmpayuoHHbIX
Y0OCmogepeHUll 1eKAPCMEEHHbIX NPenapamos Oas MeOuyuHckoeo npumernenus c¢ 1 saneapsa 2026 . He
8610a10MCcsl

Tonoowcenusa wacmu 10 (6 peoakyuu Pedepanvrozo 3axona om 30 aunsapsa 2024 2. Ne 1-D3), kacarowuecs
npedoCcmasieHus 20Cy0apCmeeHHbIX YCiye npu 0opaweHuu 1eKapCmeeHHblX cpedcmas 0Jisi 6emMepUHapHO20
npumenenus nocpeocmeom EIIY, npumensiomcs ¢ 1 sneaps 2026 2. [[yonuxamsl pe2ucmpayuoHHbIX
y0ocmogepeHull 1eKapCmeeHHbIX Npenapamos 0as eemepunapno2o npumenenus ¢ 1 sueaps 2026 2. He
8610a10MCcsl

10. B ciyyae HeTOCTaTOYHOCTH MPEACTABICHHBIX 3KCIEPTY MATepHalIOB Ul JJauu 3aKJIIOYCHHS B
JUYHBIN KaOWHET 3asBUTENSI B €IUHOW CHUCTEME HANpaBISETCS 3ampoC O MPEICTABICHUH HEOOXOAMMBIX
MaTepualoB, MOAMMCAHHBIN PYKOBOAUTENEM (YHOJIHOMOYEHHBIM JIULIOM) JKCHEPTHOTO YUYPEKICHHS C
MCTIOJIb30BaHHEM YCHUIICHHOW KBaJTHU(PUIMPOBAHHOMN DJICKTPOHHOM MOHCH.

HUnpopmayus 06 usmenenusix:

Yacmo 11 usmenena c 30 ausaps 2024 2. - @edepanvubiii 3akon om 30 ausaps 2024 2. Ne 1-D3

Cm. npedvioviyyro pedaxkuuio
TAPAHT:

Tonoocenusa wacmu 11 (8 peoaxyuu Pedepanvrozo 3axona om 30 aunsaps 2024 2. Ne 1-D3), kacarowuecs
npecocmasienus 20CyO0apCmeeHHbIX YCaye npu 00paujenu i1eKapCmeeHHbIX cpedcma Osi MEOUYUHCKO2O0
npumenenus nocpeocmeom EIVC3 u (unu) EILY, npumensiomes c 1 aneapa 2026 e. Pecucmpayuonnvie
YO0ocmosepeHus 1eKapCmeeHHblX NPenapamos 0iisk MeOUYUHCKO20 NPUMEHeHUs, noomeepicoarwue gakm
20CYOApPCMBEeHHOU  pecucmpayuu, Ha OYMAdCHOM Hocumene U OYOIUKAMbBL  PEeUCMPAYUOHHBIX
Y00OCmoGepeHUll J1eKApCMEEeHHbIX Npenapamos Ons MeOuyuHcko2o npumernenus ¢ 1 saneapsa 2026 2. ne
8610a10Mcsl

Tonoocenusn wacmu 11 (8 peoaxyuu Pedepanvrozo s3axona om 30 aunseaps 2024 2. Ne 1-D3), kacarowuecs
npeoocmasienus 20Cy0apCmeeHHbIX YCye npu 00paweHul 1eKapCmeeHHbIX CpeoCcmea 01 6emMepUHaAPHO2O
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npumeHnenus nocpedcmeom EII'Y, npumensiomca c 1 sneapsa 2026 2. /[yonuxamsl pe2ucmpayuoHHbIX
y0OoCmogepeHUll 1eKapCmeeHHblX Npenapamos 0ns eemepunapno2o npumenenus ¢ 1 aumeaps 2026 2. ne
8v10aomcs

11. 3asiBuTeNb 0053aH HAPABUTH B JINUHBIH KAOMHET HKCIIEPTHOTO YUPEIKICHUS B AMHON CUCTEME
MOJNTUCAaHHBIA YCUJICHHON KBaNM(UIMPOBAHHON AIEKTPOHHOW IMOMMUCHI0 OTBET Ha 3alpOC SKCIEPTHOTO
VUpEXKIICHUS B CPOK, HE TPEBHINIAOIINN MIECTHIECATH PadOYMX THEW CO JHS MONyYeHUS IKCTICPTHBIM
YUpEXKIEHUEM DIIEKTPOHHOTO YBEOMJICHHS O MOJYYSHHUH 3asBUTENIEM YKa3aHHOTO 3ampoca. Bpems co aus
HaIpaBlIeHUs B JIMYHBIN KaOWHET 3asBUTENS B €IMHOW CUCTEME 3aIllpoca IKCIIEPTHOTO YUPEKACHUS 10 JTHS
HaMpaBJICHUs 3asSBUTEIEM B JIMYHBIA KaOMHET HKCHEPTHOTO YUPEKIEHUS B €IMHOM cucTeMe OTBeTa Ha
VKa3aHHBIM 3alpoc HE YYUTHIBACTCS TPU HCYHUCICHUH CPOKa IPOBENEHHUS OSKCIEPTHU3Bl OTHOIICHHUS
OKUJaeMON TOJNb3bl K BO3MOXKHOMY PHUCKY TNPUMEHEHHsS JIEKapCTBEHHOIO IpenapaTta Ha OCHOBAaHUU
JIOKYMEHTa, COJEPKAIETr0 Pe3yJlbTaThl MOHUTOPUHTA (PPEKTUBHOCTH W OE30MaCHOCTH JIEKapCTBEHHOTO
mpemnapara.

Unghopmayus 06 usmenenusx:

Yacmo 12 usmenena c 30 aneapsa 2024 2. - @edepanvhulii 3axon om 30 ausaps 2024 2. Ne 1-D3

Cm. npedvioyuyio pedakyuio
TAPAHT:

Tonoowcenusa wacmu 12 (8 peoaxyuu Pedepanvrozo 3axona om 30 aunsapsa 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienuss 20Cy0apCmeeHHbIX YCiye Npu 00paujeHul 1eKapcmeeHHvlx cpeocma 0 MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EITY, npumensromes ¢ 1 ausapsa 2026 e. Pecucmpayuonmsie
YOOCmoBepeHUst 1eKapCMBEHHbIX NPenapamos 0l MeEOUYUHCKO20 NPUMEHEeHUs, NoOmeepicoarowue haxkm
20CYy0apcmeenHou  pecucmpayuu, Ha OYMAdXdCHOM Hocumene U  OYOIuUKamvl  pecucmpayuoHHbIX
VOoCmogepeHUll J1eKAPCMEEHHbIX NPenapamos Oasi MeOuyuHckoeo npumernenus c¢ 1 saneapsa 2026 . He
8610a10MCcsl

Ionoowcenusa wacmu 12 (6 peoakyuu Pedepanvrozo 3axona om 30 aunsapsa 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX Y2 npu 00paujeHuU 1eKapcmeeHHblx cpeocma OJisl 8emepUHapHo20
npumenenus nocpeocmeom EIIY, npumensiomcs ¢ 1 sneaps 2026 2. [[yonuxamsl pe2ucmpayuoHHbIX
y0oCcmogepeHull 1eKapCmeeHHbIX Npenapamos 0as eemepunapno2o npumenenus ¢ 1 sueaps 2026 2. He
8610a10MCsl

12. B cpok, He mpeBBINAIONUN MMATH Pabo4YMX THEW CO JIHA HaNpaBJICHUS B JIMYHBIA KaOWHET
YIOJTHOMOYEHHOTO (hefiepaabHOr0 OpraHa WCIONHUTEIBHONW BJIACTH B €IUHOW CHUCTEME 3aKIIOYCHHUS
KOMHUCCHH SKCIIEPTOB IO Pe3yJIbTaTaM AKCIEPTU3bI OTHOIIECHUS 0KUJAEMON MOJIb3bl K BO3SMOXKHOMY PUCKY
MPUMEHEHHUS JICKApCTBEHHOTO TIperapara, COOTBETCTBYIOIIMI YIOTHOMOYEHHBIA (eaepanbHbii OpraH
WCIIOJTHUTENbHOM BIACTH:

1) ocymiecTBIseT OLEHKY 3TOTO 3aKIIOYCHUS JJI ONPEICIICHUsT €r0 COOTBETCTBHUS 3a/IaHUI0 HA
MIPOBEICHUE YKA3aHHOM SKCIIEPTU3BL;

2) TpUHUMAET pEIICHHWE O TOATBEPXKICHUU TOCYIApCTBEHHOW PETUCTPALUU JIEKAPCTBEHHOTO
npernapara Ui 00 oTKasze B MOATBEPKACHUU FOCYAapCTBEHHONW PETUCTPALUY JIEKapCTBEHHOTO MIpernapara;

I/Ill¢0pﬂial/ﬂl}l 00 UBMEHEHUSIX:

Ilynkm 3 usmenen ¢ 30 aneaps 2024 2. - Dedepanvuuiii 3axon om 30 auseapsa 2024 2. Ne 1-D3

Cm. npedvioviyyio pedaxkuyuio
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TAPAHT:

Tlonooxcenus nynkma 3 (6 pedaxyuu Pedeparvruoco 3axona om 30 aunsaps 2024 2. Ne 1-D3), kacarowuecs
npedocmasieHus 20CyO0apCmeeHHblX YCiye npu 00paujeHulu 1eKkapCmeeHHblx cpeocms Oisi MeOUYUHCKO20
npumenenus nocpeocmeom EITUC3 u (unu) ELLY, npumensiomes c 1 aunsapa 2026 o. Pecucmpayuonmvie
Y0OCmo8epeHUsl 1eKapCmMBEeHHbIX NPenapamos 0l MeEOUYUHCKO20 NPUMEHEeHUs, Noomeepicoarowue Gakm
20CY0apCmeenHol  pecucmpayuu, Ha OYMAdiCHOM Hocumene U OVOIUKAmvl — pecucmpayuoHHbIX
y0oCmogepeHUll J1eKApCMEEeHHbIX Npenapamos Oas MeouyuHckoeo npumernenus ¢ 1 saneapsa 2026 e. ne
6b10AI0MCSL

Tonoocenusa nynkma 3 (8 pedaxyuu Pedeparvuoco 3akona om 30 aunsaps 2024 2. Ne 1-D3), kacarowuecs
npeoocmasgienus 20Cy0apCmeeHHbIX YCye npu 00paujeHuu 1eKapCcmeenHblx cpeocma OJis 6emepuUHapHo20
npumeHenus nocpedcmeom EII'Y, npumensiomca c¢ 1 sneapsa 2026 2. [[yonuxamsl pe2ucmpayuoHHbIX
y0oCmogepeHUll 1eKapCmeeHHblX Npenapamos 0ns eemepunapio2o npumenenus ¢ 1 aumeaps 2026 2. ne
8b10aomcs

3) BHOCHUT TMpPU TMPUHATHUU PEUICHUS O TOATBEPKACHUH TOCYIapCTBEHHOW perucTpanuu
JIEKapCTBEHHOTO TpernapaTa CBEACHHUS B TOCYIApCTBEHHBIM PEEeCTp JICKAPCTBEHHBIX CPEACTB U BBIJACT
3asBUTEN0 OECCPOYHOE PETUCTPAIMOHHOE YIOCTOBEPEHHE JIEKAaPCTBEHHOTO Mpernapara IOCPEICTBOM
HaTpaBJICHUs Yepe3 EAMHBIA MOopTal WM JUYHBIA KaOMHET 3asBUTENs B €IHMHOW CHUCTEME BBIITUCKU U3
rOCYIapCTBEHHOTO peecTpa JICKAPCTBEHHBIX CPEICTB, IMOMIMUCAHHOW YCHJICHHOW KBaTU(MUITUPOBAHHOM
AIIEKTPOHHOU MOAMHUCKIO.

Ungpopmayus 06 usmenenusix:

Yacmo 13 uzmenena ¢ 15 uronsa 2018 2. - @edepanvuwiu 3akon om 4 urous 2018 2. Ne 140-D3

Cm. npedvioywyio pedaxyuio

13. OcHoBaHMeM AJi1 OTKa3a B MOATBEP)KIECHUU TOCYIapCTBEHHOM PETUCTpAlUU JIEKApCTBEHHOTO
mpermapara  SIBISICTCS  3aKJIFOUYEHHE COOTBETCTBYIOIIETO  YIIOJTHOMOYEHHOTO (hefepaibHOro OpraHa
UCTIOTHUTENFHOM BIIAaCTH O TOM, YTO PUCK NPUYMHEHHs] Bpelda 30POBBIO YEIOBEKa WM YKHUBOTHOTO
BCJIE/ICTBHE TIpHEMa JICKAPCTBEHHOTO Tperapara npeBbimaeT 3)(GEeKTHBHOCTD €ro MpuMeHEHUsI.

14. B mepuonm mpoBedeHUS TMPOLEAYPHl TOATBEPKIEHUS TOCYIapCTBEHHOW perucTpaiuu
JIEKapCTBEHHOTO Tipenapara ero odparmienue B Poccuiickoit deneparuu He NpUOCTaHABIUBACTCS.

Ungopmayus 06 usmenenusix:

Yacmo 15 usmenena c 13 aseycma 2019 2. - @edepanvuviii 3axkon om 2 aseycma 2019 2. Ne 297-D3

Cum. npedbloyuyio pedaxyuro

15. Jlomyckaercsi oOpallleHue JeKapCTBEHHbIX MpenapaToB /0 MCTEUEHHs CpOKa TI'OJHOCTH,
IIPOM3BEJCHHBIX B TEYEHHE CTa BOCBMMIECATH KaJICHAAPHBIX JHEH TIOCIE JaTbl IIPUHATHUSA
YIOJIHOMOUYEHHBIM  (pefiepalbHbIM OpraHOM HCIOJHUTENBHOW BJIACTH pEIIEHHs O IOATBEPKIACHUU
rOCyIapCTBEHHONW perucTpaluy, B COOTBETCTBUM C HWHGOpMAIMel, coaepxkalueics B JOKYMEHTax
PETUCTPALIMOHHOTIO JOChE Ha JIEKApPCTBEHHBIN IIpenapar 40 JaThl IPUHATUS TAKOTO PELICHMS.
TAPAHT:

Cwm. KOvMmeHnmapuu K cmanibe 29 HacmosAuezco (Dedepaﬂbnoeo 3AKOHA

Crarbsa 30. BHeceHnne W3MeHEHUM B JOKYMEHTBI, COACPIKAIIMECS B PETMCTPALlMOHHOM J0ChE Ha
3apEeruCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar A MEIUIIUHCKOTO PUMEHEHHS
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C

U3MCHCHUSM...
Hngopmayusi 06 uzsmenenusix:

Yacmo 1 usmenena c 1 mapma 2026 e. - @edepanvusiii 3axon om 31 utons 2025 2. Ne 304-D3

Cm. npedvloyuyio pedaxyuro

1. B mensax BHECEHUsI U3MEHEHHH B JIOKYMEHTBI, COACPKAIIMECS B PETHCTPALMOHHOM JOChE HA
3apEeruCTPUPOBAHHBIN JIEKAPCTBEHHBIM IMpenapar s MEIULUUHCKOIO MPUMEHEHUs, Jep)Kareib WIu
BJIQJICTICL] PETUCTPALMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOrO IIpernapara WIH YNOJHOMOYEHHOE WM
JIpyroe IpUINYEeCcKOe JIUIO (Janee B HACTOAIICH cTaThe - 3asBUTENb) HAIPABIAET MOCPEACTBOM EAMHOTO
[opTaja B YIOJTHOMOYCHHBIH ()efepanbHBI OpPraH WCIOJHUTEIHLHOW BIACTH WM B JIMYHBIA KaOWHET
YIOJTHOMOYEHHOTO (peiepanbHOTO0 OpraHa HCIOMHUTENBHON BIACTH B €AMHOM CHUCTEME MOJMHCAaHHOE
YCUJICHHOM KBaJU(DUIIMPOBAHHON DJIEKTPOHHOM MOMMHUCKHIO 3asiBJICHHE O BHECEHUU TaKUX M3MEHEHHU IO
dopMe, YCTAaHOBIEHHOW YHMOTHOMOUYEHHBIM (enepanbHbBIM OpPraHOM HCIIONHUTENBHON BIACTH, U
MpujaraéMble K HEMY M3MEHEHHS B YKa3aHHbBIE JOKYMEHTHI, a TAKKE JTOKYMEHTBI, MOATBEPKIAAOIINE
HEOOXOMMOCTh BHECEHHUs TaKuX H3MEHeHuH. B ciydae, ecinw OT MMEHH 3asBUTENs AEUCTBYET €ro
MpeACTaBUTEND ((PU3NUECKOE JUI0), YIOTHOMOYCHHBIN JIWCTBOBATh OT UMEHHU 3asiBUTENS HA OCHOBAaHUU
JIOBEPEHHOCTH B AIIEKTPOHHOHN (popMe B MAIIMHOYUTAEMOM BHUJE, 3asBICHHUE O BHECEHHWU M3MECHECHUI B
JIOKYMEHTBI, COJEpIKAIUECs B PETUCTPAlMOHHOM JOChE€ Ha 3apETHCTPUPOBAHHBIN JIEKAPCTBEHHBIN
mnpemapar Ajs MEIUIIMHCKOTO MPUMEHEHHUs, MOXKET OBITh MOAMNUCAHO YCHJIEHHOW KBaTHU(PHUIIMPOBAHHON
DIICKTPOHHOH MOINUCHIO OO0 YCHIICHHON HEKBATU(PUIIMPOBAHHOHN 3JIEKTPOHHOM MOIHCHIO.

Hnghopmayus 06 usmenenusix:

Yacmo 1.1 usmenena c 30 saneaps 2024 2. - @edepanvubiti 3axon om 30 aneaps 2024 2. Ne [-D3

Cm. npedvioviyyio pedaxuuio
TAPAHT:

Tonooxcenus yvacmu 1.1 (8 pedaxyuu @edeparvroeo 3axona om 30 aunsaps 2024 2. Ne [-D3), kacarowuecs
npedocmasieHus 20Cy0apCmeeHHblX YCiye npu 00paujeHulu 1eKapCmeeHHbiX cpeocms Oisi MeOUYUHCKO20
npumenenus nocpeocmeom EITUC3 u (unu) EILY, npumensiomes c 1 aneapa 2026 e. Pecucmpayuonmvie
Y0OCmMOoBepeHUsl 1eKapCMBEHHbIX NPenapamos 0l MEOUYUHCKO20 NPUMEHEHUs, NoOmeepicoarowue gakm
20CY0apCmeenHol  pecucmpayuu, Ha OYMAd€CHOM Hocumene U OVOIUKAmMbvl  PecUucmpayuoHHbIX
Y0OCmoBepeHUll J1eKAPCMEEHHbIX NPenapamos Ons MeOuyuHckoeo npumernenuss ¢ 1 saneapa 2026 . ne
6b10aA0MCSL

1.1. TIpn HEOOXOAMMOCTH BHECEHUS B JOKYMEHTHI, COIEPIKAIUECS B PETUCTPANIMOHHOM J0Che Ha
3aperuCTPUPOBAHHBIA  JICKAPCTBEHHBIM Mpemapar Al MEAMIMHCKOTO TMPUMEHEHHs, W3MEHEHUU
OTHOCHUTEIIFHO MeCTa TIPOHM3BOJICTBA JICKAPCTBEHHOTO TIperapara Uil METUIIMHCKOTO TPUMCHCHHUS,
TpeOyIOIMUX TMPOBEICHUSI JKCIEPTH3bl KauecTBa JIEKAPCTBEHHBIX CPEACTB, 3asgBUTENb JOMOIHUTEIHHO
HAIpaBIIsIeT MOCPEICTBOM EIMHOTO TOpTaja B YIIOJIHOMOYEHHBIH (enepaabHbIii OpraH MCIOTHUTEIBHOM
BJACTH WJIM JIMYHBIM KaOWHET YHNOJTHOMOUYEHHOTO (efepaibHOrO OpraHa HCIOTHHUTEIBHOW BIACTU B
€IUHOU CUCTEME:

1) cBegeHust O Aare MPEJOCTABICHUS U PETUCTPALMOHHOM HOMEpE JUICH3WU Ha MPOU3BOJICTBO
JICKapPCTBEHHBIX CPEACTB, a TAKXKE KOIHIO 3aKJIFOYCHHS O COOTBETCTBUU IMPOU3BOIUTENS JICKAPCTBCHHBIX
CPEeICTB MMl MEAMUIMHCKOTO MPUMEHEHHS TpeOOBaHUSM MpaBWI HaJJIeXalled MPOU3BOACTBEHHOM
MPAKTHKW, WM KOMHIO CEePTH(HUKATA COOTBETCTBUS IPOHM3BOIUTEIIS JICKAPCTBEHHBIX CPEJICTB IS
MEIMIIMHCKOTO TPHUMEHEHUs TpeOOBaHHWSIM TMpaBWUI HaJUIekKalled MPOU3BOACTBEHHON MPaKTUKU
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

EBpasuiickoro SKOHOMHYECKOTO CO03a, BBIJAHHBIX YIOJIHOMOYEHHBIM (efepaibHbIM  OpPraHOM
WCIIOJIHUTENIHOM BJIACTH B OTHOILIIEHWH MU3MEHEHHOW U (MJIK) JOTOJIHEHHOW MPOU3BOACTBEHHOM TUIOIIAAKN
JIEKapCTBEHHOI'O Mpernapara il MEIUIMHCKOIO NMPUMEHEHHMs], WIH KOMHIO PEIICHHS YIOJIHOMOYEHHOTO
denepanbHOrO oOpraHa WCHOJTHUTEIBHOM BJIACTH O TMPOBEIACHUH (hapMalleBTUICCKOH WHCIEKIIUU
MIPOM3BOACTBA JIEKAPCTBEHHBIX CPEACTB AJII MEIUIIMHCKOTO MPUMEHEHHUs Ha COOTBETCTBHE TPEOOBaHUSAM
MPaBWJI HAJJICKAIIEH MPOU3BOJACTBEHHOW MPAKTUKU EBPa3HilcCKOro 3KOHOMHUYECKOTO COK03a B OTHOLIEHHH
M3MEHEHHOW M (WJIM) JOTIOJHEHHON MPOW3BOACTBEHHON IUIOIMIAIKK JIEKapCTBEHHOTO Mpernapara Jyis
MEIUIIMHCKOTO IPUMEHEHUS B Clydae, €CJIM MPOU3BOJICTBO JICKAPCTBEHHOTO MperapaTa OCyIEeCTBISAECTCS B
Poccuiickoit @enepanuu;

2) KOMHIO MPEAOCTABICHHOW YIOJTHOMOUYEHHBIM OPTaHOM CTPAHbI MPOU3BOAMTENS JIMIIEH3UU HA
IIPOU3BOJICTBO JIEKAPCTBEHHOI'O Mpenapara i MEIWLUHUHCKOTO MPUMEHEHUs M €€ NEPEeBOJ Ha PYCCKUU
S3bIK, 3aBEPEHHBIE B YCTAHOBJIEHHOM TMOPSAKE, a TaKXKe KOMHUIO 3aKIIOUYEHHs] O COOTBETCTBUU
MPOU3BOAMTENS JICKAPCTBEHHBIX CPENCTB TPEOOBAaHUSM MpaBUI HaAJEXKalleld MPOU3BOACTBEHHOMN
MPaKTUKH, WU KOMHUIO cepTU(]UKaTa COOTBETCTBUSI TMPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEACTB st
MEIMIIMHCKOTO TPHUMEHEHUs TpeOOBaHHWSAM TMpaBWI HaJUIekKalled MPOU3BOACTBEHHON MPaKTUKU
EBpasuiickoro 3KOHOMHYECKOTO COK03a, BBIJIAHHBIX  YIIOJHOMOYEHHBIM  (eAepaibHbIM  OpPraHOM
WCTIOTHUTENFHOM BIACTH B OTHOILIEHUU U3MEHEHHOMU U (MJIM) TOMOJHEHHON MPOU3BOICTBEHHOM MITOIMIAIKN
JIEKapCTBEHHOTO TIperapara, WIM KONHIO pEIICHUS YIOJTHOMOYCHHOTO (elepaibHOro OpraHa
WCIIOTHUTENFHOM BIACTH O MPOBEACHHM (PapMarleBTUUECKOM MHCIEKIIMK MPOU3BOACTBA JIEKAPCTBEHHBIX
CPEICTB JUIsi MEIHWIIMHCKOTO TIPUMEHEHHS Ha COOTBETCTBHE TPEOOBAHUSM TMpaBWII HaJJIeKaIen
MIPOU3BOJICTBEHHOW MpPAaKTUKK EBpa3niicKOro »KOHOMHUYECKOTO COK03a B CIlydae, €Cld IMPOU3BOJICTBO
JIEKapCTBEHHOTI'O IIpenapara oCylecTBiseTcs 3a npenenamu Poccuiickont denepanun.

Hnghopmayus 06 usmenenusix:

Yacmo 1.2 usmenena c 30 saneaps 2024 2. - @edepanvubiti 3axon om 30 aneaps 2024 2. Ne [-D3

Cm. npedvioviyyro pedaxuuio
TAPAHT:

Tonooxcenus yvacmu 1.2 (8 pedaxyuu @edeparvroeo 3axona om 30 ausaps 2024 2. Ne [-D3), kacarowuecs
npedocmasieHus 20Cy0apCmeeHHblX Yciye npu 00paujeHulu j1eKkapCmeeHHbix cpeocms Oisi MeOUYUHCKO20
npumenenus nocpeocmeom EITUC3 u (unu) EILY, npumensiomes c 1 aneapa 2026 e. Pecucmpayuonnvie
Y00OCmo8epeHUsl 1eKapCmMBEeHHbIX NPenapamos 0l MEOUYUHCKO20 NPUMEHEHUs, NoOomeepicoarowue gakm
20CY0apCmeenHol  pecucmpayuu, Ha OYMAdX€CHOM Hocumene U  OVOIUKaAmvl  pe2ucmpayuoHHbIX
y0OCmoGepeHUll J1eKApCMEEeHHbIX Npenapamos Oas MeouyuHckoeo npumernenus c¢ 1 sameapsa 2026 . ne
8b10AOMCSL

1.2. ITpu HEOOXOUMOCTH BHECEHUSI B JOKYMEHTBI, COJIEPKAIIUECS B PETUCTPALIMOHHOM JIOChE Ha
3aperuCTPUPOBAHHBIA  JICKAPCTBEHHBIM mpemapar A MEAMIMHCKOTO TMPUMEHEHHs, W3MEHEHUU
OTHOCHUTEIIEHO TIOKa3aTeliell KauecTBa JICKapCTBEHHOTO Tpernapara i METUIIMHCKOTO NPUMEHEHUs U
(uM) METOZOB KOHTPOJS KadyecTBa JIGKAPCTBEHHOTO TMpemapara JUisi MEAMIIMHCKOTO MpHUMEHEHUs,
TPeOYIOIUX TPOBENCHUST IKCIEPTH3bI KauecTBAa JICKAPCTBEHHBIX CPEACTB, 3asSBUTENb JIOTMOTHUTEIHHO
HaMpapJseT MOCPEICTBOM EIMHOTO MOpTalia B YIOJTHOMOYEHHBIN (penepanbHblii OpraH MCIOIHUTEIHHON
BJIACTH WJIM JIMYHBIM KAaOWHET YIOJHOMOUYEHHOTrO (eepalbHOr0 OpraHa HCIOJTHHUTEIBHOW BIACTH B
€IMHOI cucTeMe:
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

1) cBegeHust 0 Aare MPENOCTABICHUS U PETUCTPALMOHHOM HOMEpE JHUIEH3WU Ha MPOU3BOJICTBO
JIEKapCTBEHHBIX CPEJICTB WM CBEACHUS O JaTe MPeJOCTABICHUS U PETUCTPAIMOHHOM HOMEPE 3aKITIOUCHHS
O COOTBETCTBHUHM MPOU3BOAMTENS JICKAPCTBEHHBIX CPEACTB TpeOOBaHMSM MpaBWI HaJAJeXallei
MIPOU3BOJICTBEHHOM TPAKTUKU WM KOMHIO CepTU(UKATa COOTBETCTBUS MPOU3BOIAUTEINS JIEKAPCTBEHHBIX
CPEeICTB i MEAUIMHCKOTO TMPHUMEHEHHs TpeOOBaHUSAM TpaBUI HaJJeKalleil MpOU3BOICTBEHHON
MpakTUK EBpa3uiicKOro SKOHOMHUYECKOTO COI03a, BBIJAHHBIX (MIPEAOCTABICHHBIX) YIOJIHOMOUYEHHBIM
denepanbHBIM OpPraHOM HCIOJNHUTEIBHOW BIIACTH B OTHOIIEGHHWU TPOU3BOJACTBEHHOW IUIOIIAIKU
JIEKapCTBEHHOTO Tpemnapara, B ciiydae, €Ciu MPOU3BOJICTBO JIEKAPCTBEHHOTO Mpernapara OCyIIeCTBISETCS B
Poccuiickoit @enepanuu;

2) KOMHIO MPEAOCTABICHHOW YIOJTHOMOUYEHHBIM OPTaHOM CTPAHbI MPOU3BOAMTENS JIMIIEH3UU HA
IIPOU3BOJICTBO JIEKAPCTBEHHOI'O Mpenapara i MEIWLUHUHCKOTO MPUMEHEHUs M €€ NEPEeBOJ Ha PYCCKUU
SI3bIK, 3AaBEPEHHBIC B YCTAHOBJIEHHOM TIOpSAJIKE, a TaKXe CBEJACHUS O Jare TMpeJOoCTaBICHUS U
PErUCTPALIMOHHOM HOMEpE 3aKJIIOUEHHS O COOTBETCTBUM IPOM3BOAMTENS JIEKAPCTBEHHBIX CPENICTB
TpeOOBaHUSM IpaBWI HAJJIekKalled MPOU3BOACTBEHHONH TIPAKTHKH, WU KOMHUIO CcepTHdUKaTa
COOTBETCTBUS MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEIACTB JUIsI MEAMIIMHCKOTO MPUMEHEHUs TpeOOBaHUSM
MpaBWI HaJJIekanel MPOU3BOACTBEHHOW MPAaKTUKH EBpPa3suMiCKOro 3KOHOMHYECKOTO CO03a, BBIAAHHBIX
YIOJTHOMOYEHHBIM (pe/iepalibHbIM OpraHOM HCIIOMHUTENBHON BIACTH B OTHOUICHMHM MPOU3BOJICTBEHHOM
IUIOMIAJIKA JICKAPCTBEHHOTO TMpernapara, WM CBEACHHUS O JlaTe MPEAOCTABICHHS W PETUCTPAIHOHHOM
HOMEpE pElICHUs YIMOIHOMOYEHHOTO (heepaabHOro OpraHa HMCHOJMHHUTEIBHOW BIACTH O MPOBEACHUU
(dhapMaIneBTUIECKON WHCTICKIIUU TIPOU3BOJICTBA JICKAPCTBEHHBIX CPENICTB JUISI METUITMTHCKOTO TIPUMEHEHUS
HAa COOTBETCTBUE TpeOOBaHMSIM NPAaBWJ HaJJIekalled MPOU3BOJACTBEHHON TMpakTuku EBpasuiickoro
SKOHOMHUYECKOTO COI03a, €CJIU MPOU3BOJICTBO JIEKAPCTBEHHOTO Ipenapara OCyIIECTBISIETCS 3a MpeaeaMu
Poccuiickoit @enepanuu.

Unghopmayus 06 usmenenusx:

Yacmo 1.3 usmenena c 30 aunsaps 2024 2. - @edepanvhoiil 3axon om 30 aunsaps 2024 2. Ne 1-D3

Cm. npedvioyuyio pedakyuio
TAPAHT:

Tonoowcenusn uvacmu 1.3 (8 peoaxyuu Dedepanrvrnoco 3axkona om 30 ausaps 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienuss 20Cy0apCmeeHHbIX yCiye Npu 00paujeHul 1eKapcmeeHHblx cpeocma 0 MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EITY, npumensromes ¢ 1 ausapsa 2026 e. Pecucmpayuonmsie
YOOCmMOoBepeHUst 1eKaApCMBEHHbIX NPenapamos 0l MeEOUYUHCKO20 NPUMEHEeHUs, NoOmeepicoarowue haxkm
20CYy0apcmeenHou  pecucmpayuu, Ha OYMAdXdCHOM Hocumene U  OYOIuKamvl  pecucmpayuoHHbIX
V0OCmogepeHUll J1eKAPCMEEHHbIX NPenapamos Oas MeOuyuHckoeo npumernenus ¢ 1 saneaps 2026 e. He
8610a10MCsl

1.3. TlpunsiTHe perieHuss O BHECEHUU H3MEHEHHH WM 00 OTKa3e BO BHECEHUH H3MEHEHHH B
JIOKYMEHTBI, COJIEPIKAIUECSs B PETUCTPAIIMOHHOM JIOChE Ha 3apeTUCTPUPOBAHHBIN JICKApCTBEHHBIM
npenapar Juisi MEJUIIMHCKOTO MPUMEHEHHS, B ClTydyae HEOOXOAMMOCTH MPOBEACHUS HKCIEPTU3HI KauyecTBa
JIEKApPCTBEHHBIX CPEACTB M (WJIM) JKCIEPTU3Bl OTHOIICHHS OXKUIAEMOW TIONB3bI K BO3MOXHOMY PHUCKY
MPUMEHEHHUS JIEKapCTBEHHOTO TpernapaTta A MEIUIUHCKOTO MPUMEHEHHUs OCYIIECTBISETCS B CPOK, HE
MIPEBBIMIAIOIINNA MMATUIECATH PAaOOYNX THEH, a B OCTAJIBHBIX CIIyYasX B CPOK, HE MPEBBIMIAONINA IECATH
pabouux gHEH co AHs HampaBiIeHHs MOCPEICTBOM EIMHOTO MopTana B YHOJTHOMOYEHHBINH ¢enepalbHbIi

0 Cucrema 89/

7  T'APAHT 21
. 5
0
5

A O N


https://www.gosuslugi.ru/
http://ivo.garant.ru/document/redirect/408457419/45
https://www.gosuslugi.ru/
http://ivo.garant.ru/document/redirect/408457419/1263
http://ivo.garant.ru/document/redirect/76829762/3013
http://ivo.garant.ru/document/redirect/408457419/1263
http://ivo.garant.ru/document/redirect/70451198/1000
http://ivo.garant.ru/document/redirect/70451198/1000

®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
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OpraH HCIIOJIHUTENBHON BIIACTH WM JIMYHBIA KaOWMHET YHOJHOMOYEHHOTro (efepaibHOro oOpraHa
WCIIOJIHUTENILHOM BJIACTH B €IMHOW CUCTEME 3asiBJICHUSI O BHECEHUU TaKUX U3MEHEHUH.

Hnghopmayus 06 usmenenusix:

Yacmo 1.4 usmenena c 30 aneaps 2024 2. - Pedepanvhwvii 3axon om 30 aunseaps 2024 2. Ne 1-D3

Cm. npedvioviyyro pedaxuuio
TAPAHT:

Tonoxcenus yvacmu 1.4 (8 pedaxyuu Pedepanrvrozo 3axona om 30 ausaps 2024 2. Ne [-D3), kacarowuecs
npedocmasieHus 20Cy0apCmeeHHblX Yciye npu 00paujeHulu 1eKkapCmeeHHbix cpeocms Oisi MeOUYUHCKO20
npumenenus nocpeocmeom EITUC3 u (unu) EILY, npumensiomes c 1 aneapa 2026 e. Pecucmpayuonnvie
Y0OCmo8epeHUsl 1eKapCmMEeHHbIX NPenapamos 0l MeEOUYUHCKO20 NPUMEHEHUs, Noomeepicoarowue gakm
20CY0apCcmeenHol  pecucmpayuu, Ha OYMAdX€CHOM Hocumene U  OYOIUKAmvl  pecucmpayuoHHbIX
Y0OCmoGepeHUll J1eKApPCMEEHHbIX Npenapamos Ons MeouyuHcko2o npumernenus ¢ 1 sameapsa 2026 e. ne
8b10AOMCSL

1.4. YrnomHoMo4yeHHBIH (enepanbHblii OpraH HCIONHUTEIBHON BIACTH C YYETOM pe3yIbTaToB
dbapmakoHa/30pa U MPOBEPOK COOTBETCTBHUS JIEKAPCTBEHHBIX CPEICTB, HAXOMSIIIMXCS B TPakIaHCKOM
000poTe, YCTaHOBIIEHHBIM TpeOOBaHMAM K HX KaueCTBY B TEUCHHE JECATH paboumx IHEW cOo IHA
MOCTYIUIEHUS COOTBETCTBYIOIEH HMH(OpManuu pa3MemaeT Ha CBOeM OQUIMAIbHOM CalWTe B CETU
"NHTepHer" cBeneHUs O HEOOXOJUMOCTH BHECEHHMS B HMHCTPYKLHIO MO MEAUIMHCKOMY INPUMEHEHMIO
JIEKapCTBEHHOTO IIperapara M3MEHEHUH B OTHOIICHWU CBEICHUN O TMOKa3aHWSX NS NMPUMEHEHHs U
MIPOTUBOIIOKA3AHUSX ISl TIPUMEHEHHsSI JIEKAPCTBEHHOTO Iperapara, BBISBICHHBIX MOOOYHBIX JEHCTBUSX,
HEXXENaTeNbHBIX pPEeaklMiX MpPU MPUMEHEHUH JIEKapCTBEHHOTO Iperapara W HalpaBisieT MOAMHCAHHOE
YCUJIGHHOW KBTM()UIIMPOBAHHON DICKTPOHHOW MOINKCHIO YBEAOMIICHHE B JIMYHBIA KAOWHET 3asBUTEIIS B
€IMHOM cucTeMe, a TakXke B JIMYHble KAaOMHETHl 3asBUTENCd B €IUHOW CHUCTeMe, SBISIONINXCS
JiepKaTeNIsIMU WJTH BIIA/ICbIIaMU PETUCTPALMOHHBIX YIOCTOBEPEHHI B3aNMO3aMEHAEMBIX JICKAPCTBEHHBIX
MpenaparoB (WU YIIOJIHOMOYEHHBIX UMU JIPYTHX IOPUAMYECKUX JIUII).

Hnghopmayus 06 usmenenusix:

Yacmw 1.5 usmenena c 1 mapma 2026 2. - @edepanvusiti 3akon om 31 urona 2025 2. Ne 304-D3

Cm. npedvioviyyio pedaxkuuio
TAPAHT:

Tonooxcenus yvacmu 1.5 (6 pedaxyuu Pedeparvroeo 3axona om 30 aunsaps 2024 2. Ne [-D3), kacarowuecs
npedocmasieHus 20Cy0apCmeeHHblX YCiye npu 00paujeHuly 1eKapCmeeHHbiX cpeocms 0isi MeOUYUHCKO20
npumenenus nocpeocmeom EITUC3 u (unu) EILY, npumensiomes c 1 auneapa 2026 o. Pecucmpayuonnvie
Y0OCmMOoBepeHUsl 1eKapCMBEHHbIX NPenapamos 0l MEOUYUHCKO20 NPUMEHEHUs, Noomeepicoarowue gakm
20CY0apCmeenHol  pecucmpayuu, Ha OYMAd€CHOM Hocumene U OVOIUKAMbl  PecUucmpayuoHHbIX
Y0OCmoBepeHUll J1eKApPCMEEHHbIX NPenapamos Oas MeouyuHckoeo npumernenus c¢ 1 saneapsa 2026 . ne
6b10A0MCSL

1.5. Jdeparenp win BIaAeiel pErUMCTPALlMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO IMpernapara, a
TaKKe JepKaTeNy WM BIAJENbIbl PETUCTPALMOHHBIX YIOCTOBEPEHHUH JIEKAPCTBEHHBIX MpPernaparoB (WiH
YIOJTHOMOYEHHBIE UMU JPYTUE IOPUIANYCCKUE JINIA), KOTOPBIC SBISIOTCS B3aMMO3aMCHSICMBIMH, O0SI3aHbBI
HAlpaBUTh B JIMYHBIA KAaOWHET YIMOIHOMOYEHHOTO (henepaabHOro OpraHa WUCHOJIHHUTEIBHONM BIAacTU
MOJITUCAHHBIC YCHJICHHBIMU KBATH(DUIIMPOBAHHBIMHU DJICKTPOHHBIMH TOITUCSIMU 3asBICHHUS O BHECCHHH
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

W3MEHEHUN B JIOKYMEHTBI, COAepXalllhecs B PETUCTPAIMOHHBIX JOChe Ha 3aperucTPUpPOBAHHBIC
JIEKapCTBEHHBIE Tpenaparbl JUisi MEIUIIMHCKOTO NPUMEHEHUs, B OTHOIICHUM CBEJICHUMN, yKa3aHHBIX B
WHCTPYKLHUHU MO MEIUIMHCKOMY MPUMEHEHHIO JIEKapCTBEHHBIX MpernaparoB, B TEUEHUE COpOKa pabodmx
JHEH CcO JHS TIONydYeHUsS YIOJTHOMOYEHHBIM (elepaibHBIM OpPraHOM HCIIONHUTEIBHON BIACTH
AIIEKTPOHHOTO  YBEAOMJICHHS O TIOJYYEHHH JepKaTeleM WM BIAJeNblieM PEerucTPalMOHHOTO
YIOCTOBEPEHHUSI JIEKAPCTBEHHOTO Tpenapara (WM YHOJTHOMOYEHHBIM UM JIPYTUM IOPUIUUYECKUM JIUIIOM)
uHbopMaIuK, ykazaHHol B yactu 1.4 HacTosmiel crathi. [laHHOE TpeOoBaHME HE pacHpOCTpaHsSeTCs Ha
CJlyyau BHECEHUS B UHCTPYKIIMIO IO MEIUIIMHCKOMY IMMPUMEHEHHUIO JIEKAPCTBEHHOTO IMpernapara u3MeHEeHU!
B OTHOIICHUH HOBBIX MMOKa3aHUU JJIs IPUMEHEHHS JIEKaPCTBEHHOTO Iperapara Ha OCHOBAHUU PE3YIbTaTOB
COOTBETCTBYIOILIIUX HCCIIEJIOBaHUN. B ciyyae, eciiu OT MMEHM 3asBHUTENS JEUCTBYET €ro IpPEICTaBUTEINb
(pusnyeckoe MUI0), YIOTHOMOYEHHBIN IEHCTBOBATH OT UMEHH 3asBUTENSI HA OCHOBAaHUH JOBEPEHHOCTU B
ANEKTPOHHON (OopMe B MAIMHOYUTAEMOM BHJIE, 3asABJICHHE O BHECEHHHM WM3MEHEHUW B JOKYMEHTHI,
CoJiep KaIrecs B PErHMCTPAIlMOHHOM JIOCh€ Ha 3aperdMCTPUPOBAaHHBIM JIEKapCTBEHHBIN mpenapar amis
MEIMIIMHCKOTO TPUMEHECHHSI, MOXKET OBITh TOANHCAHO YCHJICHHOW KBAIM(UIIMPOBAHHON DIIEKTPOHHOU
[OJNNUCHIO TUOO YCUIICHHOM HEKBATU(DPHUIIMPOBAHHOMN 3JIEKTPOHHOM MOMHUCKHIO.

Unghopmayus 06 usmenenusx:

Yacmo 2 usmenena c 30 ansaps 2024 2. - Pedepanvusiil 3akon om 30 aneaps 2024 2. Ne 1-D3

Cm. npedvioyuyio pedakyuio
TAPAHT:

Tonoowcenua yvacmu 2 (6 peoaxyuu Dedepanvroco 3axona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienuss 20Cy0apCmeeHHbIX YCiye Npu 00paujeHul 1eKapcmeeHHvlx cpeocma 0 MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EITY, npumensiomes ¢ 1 ausapsa 2026 e. Pecucmpayuonmsie
YOOCmMoBepeHUst 1eKaApCMBEHHbIX NPenapamos 0l MeOUYUHCKO20 NPUMEHEeHUs, NoOmeepicoarowue haxkm
20Cy0apcmeenHou  pecucmpayuu, Ha OYMAdXCHOM Hocumene U  OYOIUKamvl  pecucmpayuoHHbIX
V0OoCmogepeHUll J1eKAPCMEEHHbIX NPenapamos Oas MeOuyuHckoeo npumernenus c¢ 1 saneapsa 2026 e. He
8610a10MCsl

2. Pemenrie 0 mMpoBeNEHUU DKCIEPTH3bI KaYeCTBA JIEKAPCTBEHHBIX CPEICTB M (MJIHM) AKCHEPTU3BI
OTHONICHUS OXUIAEMOW TOJB3bI K BO3MOXXHOMY PHUCKY MPUMEHCHHS JIEKAPCTBEHHOTO Mpemapara s
MEIMIIMHCKOTO TPUMEHEHHs] TNPUHUMAETCS B COOTBETCTBUM C YTBEPKICHHOW YHNOJTHOMOUYEHHBIM
denepanbHBIM OpPraHOM HCIIOJIHUTEIBHON BIAcTH Kiaccu(HUKaue n3MEeHEHHH, BHOCUMBIX B JJOKYMEHTHI,
coJiep KaIIrecs] B peruCTPAlMOHHOM JIOChE Ha 3aperuCTPUPOBAHHBIN JIEKapCTBEHHBIH Mpenapar.

Hnghopmayus 06 usmenenusix:

Yacmo 3 usmenena c 30 ansaps 2024 2. - @edepanvusiil 3akon om 30 aneaps 2024 2. Ne 1-D3

Cm. npedvioviyyro pedaxkuuio
TAPAHT:

Tonoocenus wacmu 3 (8 peoaxyuu Pedepanrvroeo 3axona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npedocmasieHus 20Cy0apCmeeHHblX YCiye npu 00paujeHuly 1eKapCmeeHHbiX cpeocms 0isi MeOUYUHCKO20
npumenenus nocpeocmeom EITUC3 u (unu) EILY, npumensiomes c 1 aneapa 2026 e. Pecucmpayuonmvie
Y0OCmMOoBepeHUsl 1eKapCMBEHHbIX NPenapamos 0l MEOUYUHCKO20 NPUMEHEHUs, Noomeepicoarowue gakm
20CY0apCmeenHol  pecucmpayuu, Ha OYMAdCHOM Hocumene U  OVOIUKAmMvl  pecucmpayuoHHbIX
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
WU3MEHEHUSIM. ..
VOoCmogepeHUll J1eKAPCMEEHHbIX NPenapamos Oasi MeOuyuHckoeo npumernenus c¢ 1 saneapsa 2026 . He
8610a10MCsl

3. 3asgBuTeENb BIpaBe NPEACTaBUTH MO0 COOCTBEHHOW MHUIIMATHBE BMECTE C 3asIBIICHUEM O BHECEHHUH
U3MEHEHUN B JIOKYMEHTBI, COAEpXKalluecs B PETUCTPALMOHHOM JOChE Ha 3aperuCTPUpPOBAHHBIN
JIEKapCTBEHHBIN Tpemnapar JUisi MEIUIMHCKOTO MPUMEHEHHSI, PEKBU3UTHI TOKYMEHTOB, IMOATBEPKIAIOIINX
yIUIaTy TOCYIAapCTBEHHOM NOLUIMHBI 332 BHECEHHE B JIOKYMEHTBI, COAEpXAllUecs B PErHCTPALlMOHHOM
JIOChEe Ha 3apEeTUCTPUPOBAHHBIN JIEKapCTBEHHBIN Mpenapar JUisi MEIUIIUHCKOTO PUMEHEHUs, U3MEHEHU,
TpeOYyIOIMUX MPOBEACHUS JKCHEPTU3bl JIEKAPCTBEHHBIX CPEICTB B YaCTH OKCHEPTU3bl KadecTBa
JIEKapCTBEHHOTO CPEACTBA U (WMJIM) SKCIEPTHU3bl OTHOIICHUS OXXUAAEMOHN MOJIb3bl K BOSMOXKHOMY PHCKY
IIPUMEHEHNS JIEKapCTBEHHOTO Npenapara /sl MEIULUHCKOTO IPUMEHEHNUs, TOCY/1apCTBEHHOM NOLIUIMHEI 32
BHECEHHE B JOKYMEHTBHI, COJepXalluecs B PETUCTPAIIMOHHOM JIOChE Ha 3aperuCTPUpPOBAHHBIN
JIEKapCTBEHHBIN Mpenapar A MEIULUHCKOTO NMPUMEHEHHs, W3MEHEHUH, He TpeOylolluX MpOBEICHUs
AKCHEPTU3bI JIEKAPCTBEHHOTO CPEICTBA, a TakKXKe BblJaBaeMble (TMpeAoCTaBisieMble) YHOTHOMOYEHHBIMU
(benepanbHBIMU OpraHaMH HCTIONIHUTEIBHON BIACTH JOKYMEHTHI (CBEICHUS), YKa3aHHbIe B HacTax 1.1 u
1.2 mwactosmieit crarbu. B ciydae uX HempencTaBlIeHHS YIOJTHOMOYEHHBIN (QenepalbHblil opraH
UCIIOJTHUTENBHOM  BJAacTH  3alpalivBaeT  yKa3aHHbIE  JOKYMEHThl  (CBEIEHHMs)) B  TOPSJIKE
MEXBEIOMCTBEHHOTO HH(POPMAIIMOHHOTO B3aMMO/IEHCTBUSI.

Ungpopmayus 06 usmenenusx:

Yacmo 4 usmenena c 30 ansaps 2024 2. - Pedepanvusiil 3akon om 30 aneaps 2024 2. Ne 1-D3

Cm. npedwioyuyio pedakyuio
TAPAHT:

Tonoowcenua yvacmu 4 (6 peoaxyuu Dedepanvroco 3axona om 30 aneapa 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienuss 20Cy0apCmeeHHbIX YCye Npu 00paujeHul 1eKapcmeeHHvlx cpeocma 0 MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EITY, npumensiomes ¢ 1 aneapsa 2026 e. Pecucmpayuonmsie
YOOCmMoBepeHUst 1eKapCMBEHHbIX NPenapamos 0l MeEOUYUHCKO20 NPUMEHEeHUs, noomeepicoarowue haxkm
20CYy0apcmeenHou  pecucmpayuu, Ha OYMAdXCHOM Hocumene U  OYOIuKamvl  pecucmpayuoHHbIX
VOOCmogepeHUll J1eKAPCMEEHHbIX NPenapamos Oas MeOuyuHckoeo npumernenus c¢ 1 saneapsa 2026 . He
8610a10MCcsl

4. B Teuenue natu paboyux AHEH CO JHS MOCTYIJICHUS YKA3aHHOTO B YacTW | HACTOSIIECH CTaTbu
3asiBIICHUS] U HEOOXOIMMBIX JOKYMEHTOB YIIOJTHOMOYCHHBIN (heiepalIbHbII OpraH UCTIOTHUTEIHLHON BIACTH:

1) mpoBOIUT MPOBEPKY MOTHOTHI U JOCTOBEPHOCTH CBEIEHUH, COEPKALINXCS B MPEACTaBICHHBIX
3asiBUTEJNIEM MaTepHaliax;

2) mnOpuUHUMaeT pelieHWe O TMPOBEJECHUH VYKAa3aHHBIX B YacTH 2 HACTOALICH CTaTbu
COOTBETCTBYIOIIUX IKCIIEPTU3 JIEKAPCTBEHHOTO CPE/ICTBA WIIH 00 OTKa3e B MX MPOBEIACHHH;

Ungopmayus 06 usmenenusix:

Ilynkm 3 usmenen c 30 aneaps 2024 2. - @edepanvhwii 3axon om 30 anseaps 2024 2. Ne 1-D3

Cm. npedviovuyyro pedaxkuuio
TAPAHT:

Tonoowcenua nynkma 3 (6 peoaxyuu Dedepanvruozo 3axona om 30 ausaps 2024 2. Ne 1-D3), kacarowuecs
npedoCcmasienus 20CyOapCmEeHHbIX YCaye npu 00paujeru 1eKapCmeeHHbIX cpeocme Olsi MEOUYUHCKO2O
npumenenus nocpeocmeom ETUC3 u (unu) EITY, npumensromesn ¢ 1 ausapsa 2026 e. Pecucmpayuonmsie
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..
YOOCmMoBepeHUst 1eKaApCMBEHHbIX NPenapamos 0l MeOUYUHCKO20 NPUMEHEeHUs, NoOmeepicoarowue haxkm
20Cy0apcmeenHou  pecucmpayuu, Ha OYMAdXCHOM Hocumene U  OYOIUKamvl  pecucmpayuoHHbIX
YOOCmoBepeHUll J1eKAPCMBEHHbIX NPenapamos Oas MeOuyuHckoeo npumernenus c¢ 1 saneapsa 2026 . He
8610a10MCsl

3) HampaBiseT B JUYHBbIA KaOWHET 3asBUTENs B €IMHOM CHCTEME MOIIMHCAaHHOE YCHIICHHOMN
KBTM(UIIMPOBAHHON DIIGKTPOHHOW TMOJITUCBHI0 YBEJAOMJICHHE O TIPUHSATOM pEIICHHMH WIA B CiIydae
MPUHSTUS pelIeHns 00 0TKa3e B MPOBEACHUH COOTBETCTBYIOIIEH SKCIIEPTU3BI C YKa3aHUEM MPUUUH TAKOTO
OTKa3a.

Hnghopmayus 06 usmenenusix:

Yacmo 4.1 usmenena c 30 aneaps 2024 2. - Pedepanvhwiil 3axon om 30 aunseaps 2024 2. Ne 1-D3

Cm. npedvioviyyro pedaxkuuio
TAPAHT:

Tonoocenus yvacmu 4.1 (6 pedaxyuu Pedeparvroeo 3axona om 30 aunsaps 2024 2. Ne [-D3), kacarowuecs
npedocmasieHus 20Cy0apCmeeHHblX Yciye npu 00paujeHuly 1eKkapCmeeHHblx cpeocms Oisi MeOUYUHCKO20
npumenenus nocpeocmeom EITUC3 u (unu) EILY, npumensiomes c 1 aneapa 2026 e. Pecucmpayuonmvie
YOOCcmosepeHus 1eKapCmeeHHblX NPenapamos 0iisi MeOUYUHCKO20 NPUMEHeHUs, noomeepxicoarowue gakm
20CYy0apCcmeenHol  pecucmpayuu, Ha OYMAdX€CHOM Hocumene U  OYOIUKamvl  pe2ucmpayuoHHbIX
Y0OCmoGepeHUll J1eKApPCMEEHHbIX Npenapamos Ons MeouyuHcko2o npumernenus c¢ 1 sameapsa 2026 e. ne
8b10AOMCSL

4.1. B cnyyae BBISBICHHS HEIOCTOBEPHOCTH CBEICHHA, COACPKAIMUXCS B TPEIACTABICHHBIX
3asiBUTENIEM MaTepHaliaX, yIOJIHOMOYEHHbIN (eepanbHblii OpraH MCIONHUTENBHON BIACTH HAINPABISET B
JUYHBIA KaOWMHET 3asBUTENs] B EIUHOM CHUCTEME 3ampoc 00 YTOYHEHUW YKA3aHHBIX CBEIACHHIA,
MOJNUCAaHHBINA YCUIICHHON KBaTU(UIIUPOBAHHON JIEKTPOHHON NOAMKCHIO.

Hnghopmayus 06 usmenenusix:

Yacmw 4.2 usmenena c 30 saneaps 2024 e. - @edepanvubiti 3axon om 30 aneapsa 2024 2. Ne [-D3

Cm. npedvioviyyio pedaxkuuio
TAPAHT:

Tonooxcenus yacmu 4.2 (8 pedaxyuu @edepanvroeo 3axona om 30 aunsaps 2024 2. Ne [-D3), kacarowuecs
npedocmasieHus 20Cy0apCmeeHHblX Yciye npu 00paujeHul 1eKapCmeeHHblX cpeocms Oisi MeOUYUHCKO20
npumenenus nocpeocmeom EITUC3 u (unu) EILY, npumensiomes c 1 aneapa 2026 o. Pecucmpayuonmvie
Y0OCmMOoBepeHUsl 1eKapCMBEHHbIX NPenapamos 0l MEOUYUHCKO20 NPUMEHEHUs, NoOmeepicoarowue gakm
20CY0apCmeenHol  pecucmpayuu, Ha OYMAdCHOM Hocumene U OVOIUKAMbl  PecUucmpayuoHHbIX
Y0OCmoBepeHUll J1eKApPCMEEHHbIX NPenapamos Ons MeouyuHckoeo npumernenuss c¢ 1 saneapa 2026 . ne
6b10A0OMCSL

4.2. 3asBuTenb 00s13aH HANPABUTH B JIMYHBINA KAOMHET YMOJHOMOYEHHOTO (perepaibHOTO OpraHa
UCTIOMHUTENFHOM BJIAaCTM B €IWHOW CHUCTEeME TMOJNUCAHHBIA YCHJICHHON KBaTH(HUIIMPOBAHHON
DIICKTPOHHON IMOMNKCHI0 OTBET HAa 3alpoc YIMOIHOMOYEHHOTO (eepaibHOT0 OpraHa HCIOIHHUTEIBHOM
BJIACTH B CPOK, HE MPEBBIMAIONIMN AEBIHOCTa pabouux AHEW CO JHS TMONYyYEHHUS YIOTHOMOYEHHBIM
denepanbHBIM OPraHOM HMCTIOTHUTEIHHON BJIACTH JICKTPOHHOTO YBEIOMIICHUS O IMOJNYUYCHUH 3asBHTEIIEM
nmaHHoro 3ampoca. Cpok, yka3aHHBIA B 4acTu 4 HACTOSIIEH CTaTbH, MPUOCTAHABIMBAETCA CO JTHS
HaTpaBJICHUS B JTMYHBIN KaOWHET 3asiBUTEIIS B €IUHONW CHCTEME 3alipoca YIOTHOMOUEHHOTO (heneparbHOro
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

opraHa HWCIOJHUTENbHOM BIACTH 1O JHS HampaBleHUS B JUYHBIA KaOWHET YIMOJTHOMOUYEHHOTO
denepanbHOTO OpraHa WCIOTHUTEIHHOW BIACTH B €IUHOW CHUCTEME OTBETa HA JAHHBIA 3alpoc U HE
VUUTHIBACTCSI TPU HMCYUCICHWU CpPOKA TPUHATUS PEIICHHS O BHECEHHMH W3MEHEHUHl B JIOKYMEHTHI,
coliepKalrecs: B PErucTPallMOHHOM JOCh€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBINM Mpenapar s
MEIMIIMHCKOTO TPUMEHEHHUS.

Unghopmayus 06 usmenenusx:

DedepanvHulm _3akoHom om 22 Oexabps 2014 2. Ne 429-D3 ¢ uacme 5 cmamvu 30 Hacmoawe2o
DedepanvbHoco 3aKoHA 6HeCeHbl UsMeHeHUs], gcmynarowue 8 cury ¢ 1 urons 2015 e.

Cm. mexkcm yacmu 8 npedwvloyuieli pedaKyuy

5. OcHoBaHMEM /il OTKa3a B MPOBEICHUM YKAa3aHHBIX B YaCTH 2 HACTOSIIEH CTAThU JKCIIEPTH3
SBJISIETCS MIPEJICTABICHUE JOKYMEHTOB, IIEPEYUCIICHHBIX B YacTaxX | U 3 HacTosIIel cTaThbi, B HEOJIHOM
o0beMe, HENpeACTAaBICHUE 3asSBUTEIIEM B YCTAHOBICHHBIM CPOK OTBETAa HAa yKa3aHHBIM B dactu 4.1
HACTOSIIICH CTaTbU 3ampoc YIMOJIHOMOYEHHOTO (hefepaibHOr0 OpraHa MCIOJHUTEIbHON BIACTH, a TAaKXKe
OTCYTCTBUC B MIPCACTABJICHHBIX JOKYMCHTAX HJOCTATOYHBIX CBCHGHHﬁ, MOATBCPKAAOIIINX HGO6XO,HI/IMOCTB
BHECEHHUS M3MEHEHUH, WIN OTCYTCTBHE MH(OpMaInK, MOATBEpKAAIoNIeH (DaKkT ymnaarsl rocyJapCTBEHHBIX
IMMOLIJIMH, YKa3aHHbIX B HaCTU 3 HaCTOSIH_Ieﬁ CTaTbH.

6. YkazaHHbIC B YacTU 2 HACTOALICH CTAaThU IKCHEPTH3bI MPOBOASTCS B MOPSAKE, YCTAHOBICHHOM
crathelt 23 Hactosero depepanbHOTO 3aKOHA.

Unghopmayus 06 usmenenusx:

Yacmoe 7 usmenena c 30 saneaps 2024 2. - @edepanviviii 3akon om 30 aneapsa 2024 2. Ne [-D3

Cm. npedvioyuyio pedakyuio
TAPAHT:

Tonoowcenua yvacmu 7 (6 pedaxyuu Dedepanvroco 3axona om 30 aneapsa 2024 2. Ne [-D3), kacarowuecs
npeodocmasienuss 20Cy0apCmeeHHbIX YCiye npu 00paujeHul 1eKapcmeeHHvlx cpeocma 0 MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EITY, npumensiomes ¢ 1 ausapsa 2026 e. Pecucmpayuonmsie
Y0OCmoBepeHUst 1eKapCMBEHHbIX NPenapamos 0l MeEOUYUHCKO20 NPUMEHEeHUs, Noomeepicoarowue haxkm
20CYy0apcmeenHou  pecucmpayuu, Ha OYMAdXdCHOM Hocumene U  OYOIUKamvl  pecucmpayuoHHbIX
VOoCmogepeHUll J1eKAPCMEEHHbIX NPenapamos Oas MeOuyuHckoeo npumernenus c¢ 1 saneaps 2026 . He
8610a10MCsl

7. B cpok, He MpeBHIMIAIMNN MATH pabouyux AHEW CO AHS HAMpaBIEHUS MOCPEICTBOM EIUHOTO
[opTrajga B YIMOJHOMOYCHHBIH (enepanbHblii OpraH HWCIOJTHUTEIHHOW BIACTH WM JIMYHBIA KaOWHET
YIOJIHOMOYEHHOTO (hefiepaiIbHOr0 OpraHa MCIOIHUTENBHON BIACTH B €IMHOW CHUCTEME MOANMUCAHHBIX
YCWJICHHBIMH KBUTH()UIIUPOBAHHBIMH JJICKTPOHHBIMU TOIMHUCIME 3aKITIOUEHUH KOMHUCCHIA JKCIEPTOB IO
pe3yibTraTaM yKa3aHHBIX B HaCTH 2 HACTOSIICH CTaThU SKCIEPTU3, YITOTHOMOUCHHBIH (eepanbHblil opran
WCTIOJHUTEIbHOW BIIACTH:

1) mnpuHMMaeT pelieHHe O BHECEHWM U3MEHEHWl B JOKYMEHTHI, Ccojepkaliuecs B
PETUCTPAIIMOHHOM JIOCh€ Ha 3aperUCTPUPOBAHHBIN JIEKAPCTBCHHBIN Tpenapar i MEIUIIHHCKOTO
MPUMEHEHHUs, WK 00 0TKa3e BO BHECEHUU TaKUX U3MEHEHMIA;

Unghopmayus 06 usmenenusx:

Ilynkm 2 usmenen ¢ 30 aneapsa 2024 2. - Dedepanvuuiii 3axon om 30 aunsapsa 2024 2. Ne 1-D3

Cm. npedvioyuyio pedakyuio
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
WU3MEHEHUSIM. ..
TAPAHT:
Tonoocenus nynkma 2 (8 pedaxyuu Pedepanvuozo 3akona om 30 aunsaps 2024 2. Ne 1-D3), kacarowuecs
npedocmasieHus 20CyO0apCmeeHHblX YCiye npu 00paujeHulu 1eKkapCmeeHHblx cpeocms Oisi MeOUYUHCKO20
npumenenus nocpeocmeom EITUC3 u (unu) ELLY, npumensiomes c 1 aunsapa 2026 o. Pecucmpayuonmvie
Y0OCmo8epeHUsl 1eKapCmMBEeHHbIX NPenapamos 0l MeEOUYUHCKO20 NPUMEHEeHUs, Noomeepicoarowue Gakm
20CY0apCmeenHol  pecucmpayuu, Ha OYMAdiCHOM Hocumene U OVOIUKAmvl — pecucmpayuoHHbIX
y0oCmogepeHUll J1eKApCMEEeHHbIX Npenapamos Oas MeouyuHckoeo npumernenus ¢ 1 saneapsa 2026 e. ne
8b10AI0MCSL

2) BHOCHT B IOCYIApCTBEHHBIM PEECTP JIGKAPCTBCHHBIX CPEJACTB HA OCHOBAHHH PEIICHUS O
BHECEHUU M3MEHEHHI B JOKYMEHTBI, COJIEPKAIINECs] B PETUCTPALIMOHHOM JJOChE Ha 3aperUCTPUPOBAHHBIN
JICKapCTBEHHBIH Mpenapar il MEIUIIMHCKOTO IPUMEHEHHs, HCOOXOIMMbIC H3MCHCHHS,

Ungpopmayus 06 usmenenusix:

Ilynkm 3 uzmenen c 30 saneapsa 2024 2. - @edepanvuuiii 3akon om 30 aneaps 2024 2. Ne [-D3

Cm. npedvioviyyro pedaxkuuio
TAPAHT:

Tonoscenus nynkma 3 (8 peoaxkyuu Dedepanvroco 3axona om 30 aneaps 2024 2. Ne 1-D3), kacarowuecs
npeodoCcmasienusi 20Cy0apCmeeHHbIX YCiye npu 00paujeHul 1eKapcmeeHHvlx cpeocma 0 MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EIITY, npumensromesn ¢ 1 ausaps 2026 e. Pecucmpayuontsie
YOOCMOoBepeHUs IeKapCmeeHHbIX NPenapamos 0Jisi MeOUYUHCKO20 NpUMeHeHUs, NoOmeepicoarowue Gaxm
20Cy0apcmeenHol  pecucmpayuu, Ha OYMAdXdCHOM Hocumene U  OYOIUKAmvl  pecucmpayuoHHbIX
YO0OCmogepeHUll 1eKapCmeeHHbIX Npenapamos Ojisi MeOUyuHckoeo npumenenusi ¢ 1 aumeapsa 2026 o. ne
8610a10MCcsl

3) BBITAET 3asBUTENI0 HOBOE PETUCTPALMOHHOE YIOCTOBEPEHHE JIEKapCTBEHHOIO Ipernapara B
cllydae W3MEHEHHUS CBEJCHH, coiepallluxcsi B HEM, IyTE€M HaIlpaBlICHUS 3asSBUTENIO MOCPEICTBOM
eIMHOT0 TOopTaja WM B JIMYHBIN KaOWHET 3asBUTENS B €IUHON CHCTEME BBITUCKU U3 TOCYJapCTBEHHOIO
peecTpa JIEKQpCTBEHHBIX CPEICTB, TOANMUCAHHON YCHUJIEHHOW KBaTU(UIIMPOBAHHON DIIEKTPOHHOM
HOJNNCHIO.

8. OcHoBaHMeM [iJIi OTKa3a BO BHECEHWU W3MEHEHUH B JIOKyMEHTHI, COJEp)KallMecs B
PETUCTPALIMOHHOM [JIOChE Ha 3aperMCTPUPOBAaHHBIM JIEKAPCTBEHHBIN IHpenapar g MEIUIMHCKOTO
MIPUMEHEHHS, SIBIIETCS 3aKII0UEHUE YIIOTHOMOYEHHOTO (peepanbHOro opraia UCIOIHUTEIBHON BIacTH O
BO3MO)KHOCTH CHMXXEHHUsI 0€30MacHOCTH, KauecTBa, dQQEKTUBHOCTH JIEKAPCTBEHHOIO CPEJCTBA B CiIydae
BHECEHHUS TaKUX U3MEHEHUII.

Hngopmayusi 06 usmenenusix:

Dedepanvrovim _3axkonom om 22 oexaopsa 2014 o Ne 429-D3 uacmv 9 cmamwvu 30 nHacmosweco
DedepanvbHo2o 3aKOHA U3NONHCEHA 8 HOBOU pedaKkyuu, ecmynarowet 8 cuny ¢ 1 uona 2015 2.

Cm. mekem wacmu 8 npedviovuyeli pedaxKuuu

9. Homyckaetrcsi oOpallleHHe JEKapCTBEHHBIX MpenapaToB [isi MEIUIUHCKOTO MPUMEHEHHS 0
HCTCUCHUSI CPOKA TOAHOCTH, MIPOU3BEICHHBIX B TCUCHHUE CTa BOCBMHJICCATH THEH TOCIE JaThl MPUHSATHS
YIOJTHOMOYEHHBIM (heZiepaabHbIM OPraHOM HCIOTHUTENHHOM BIIACTH PELICHUS O BHECEHHH M3MEHEHUU B
JIOKYMEHTBI, COJIEPIKAIINECs B PETUCTPAIIMOHHOM JIOChE, B COOTBETCTBHH ¢ HH(OpPMALIUEH, cofepKaIiencs
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

B JIOKyMEHTax pETHUCTPAllMOHHOTO JOChE€ Ha JIEKAPCTBEHHBINH Mperapar [0 AaThl MPUHATHS TaKOTO
perieHusl.

Hnghopmayus 06 usmenenusix:

Cmamuws 30 oononnena yacmoio 10 ¢ 8 mapma 2022 2. - Dedepanvusiii 3axkon om 8§ mapma 2022 2. Ne 46-
D3

10. TlpaButenbctBo Poccuiickoii ®enepanuu BOpaBe YCTAaHOBUThH OCOOEHHOCTH BHECEHUS
M3MEHEHUN B JOKYMEHTBI, COJAEpXkAIIUEeCs B PErUCTPALMOHHOM JIOCb€ Ha 3aperucTPUPOBAHHBIN
JICKapCTBEHHBIM mpenapar Ui MEIWIHUHCKOTO TPUMCHEHHS, B Ciydae JIe(eKTypbl WM pHCKa
BO3HUKHOBEHUS JIe(heKTyphl JIEKapCTBEHHBIX MPEMapaToB B CBS3U C BBEACHHEM B OTHOIIEHUU Poccuiickoit
denepanyy OrpaHUIUTEIBHBIX MEP IKOHOMHYECKOTO XapaKTepa.

TAPAHT:

Cm. kommenmapuu k cmamoe 30 nacmosweco PedepaivbHo20 3aKOHA

I'APAHT:

Jlo 31 oexabps 2027 e. eHeceHue usmeHeHull 8 pecucCmpayuoHHoe 00Cbe JIeKAPCMEEHHbIX NPenapamos Ois
8EeMEPUHAPHO20 NPUMEHEHUsl, Npou3eedeHnvlx Ha meppumopuu PD 6 yenax umnopmosamewjenus,
ocvuecmenaemcs 8 yY8e0oMUmenbHoM nopsioke ¢ NUCbMEHHbIM 00s13amenscmeom 6 medenue 12 mecsayes
nocne 6HeceHusi USMEeHeHUl npeocmasums 6ce HeobXooumble omyemsl
Crarbs 31. BHecenue n3MeHEHUN B JOKYMEHTHI, COJAEpKAIIMecs] B PErHCTPAIMOHHOM J0Che Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpernapar AJisi BETEPUHAPHOTO MPUMEHEHHUS

Ungpopmayus 06 usmenenusx:

Yacmo 1 usmenena c 30 saneapsa 2024 2. - @edepanvhviii 3akon om 30 aneapsa 2024 2. Ne [-D3

Cm. npedviovyyro pedaxkuuio
TAPAHT:

Tonooicenun yvacmu 1 (6 pedaxyuu Dedepanvroco 3axona om 30 auneapa 2024 2. Ne [-D3), kacarowuecs
npeodoCcmasienuus 20Cy0apCmeeHHbIX YCye npu 00paujeHuU 1eKapCcmeeHHblx cpeocma 0Jisl 8emepUHapHo20
npumenenus nocpeocmeom EIILY, npumenstomes c 1 aneapsa 2026 2. [[ybaukamel pecucmpayuoHHbIX
YO0OCmogepeHull 1eKapCmeeHHbIX npenapamos 0isi 8emepunaprHo2o npumenenus ¢ 1 aueaps 2026 2. ne
8610a10MCcsl

1. B nmensix BHeCEHUsI W3MEHEHUH B JOKYMEHTBI, COAEpKALUECs B PETUCTPALMOHHOM JOChE Ha
3apETUCTPUPOBAHHBIN JICKAPCTBEHHBIM TMpernapar il BETEPUHAPHOTO MPUMEHEHHUs, IepKaTelb WIN
BJIAJIEJICL] PETUCTPALMOHHOIO YIOCTOBEPEHHS JIEKaPCTBEHHOTO Ipernapara Wid YIOJIHOMOYEHHOE UM
JIpyroe IpUInYecKoe JIMILO (Jajee B HACTOSALIeH cTaThe - 3asgBUTENb) HAIIPaBIIAET NOCPEACTBOM €AMHOIO
[oprana B YHOJTHOMOUYEHHBIH (elepalibHblii OpraH UCIOIHUTEIbHOW BIIACTH MOJAMUCAHHOE YCHUJICHHON
KBATH(UIIMPOBAHHOW DJIEKTPOHHOW TMOJIMKCHIO 3asBJICHHE O BHECEHWM TAKWUX HW3MEHEHHH 1o (dopme,
YCTaHOBJICHHOW YIMOJHOMOUYEHHBIM (hefepaabHbIM OPTaHOM HCIOTHUTENBHOW BIACTH, M MpUIAraeMble K
HEMY W3MCHCHHs B yKa3aHHbIC JOKYMEHTHI, a TaKXXE€ JOKYMEHTHI, MOATBEPKIAIOIINE HEOOXOAMMOCTh
BHECEHHUS TakuX u3MeHeHui. [Ipu He0OXOMUMOCTH BHECEHHS U3MEHEHHH B IOKYyMEHTHI, COIepKaIIuecs B
PETUCTPAIIMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIN JIGKAPCTBEHHBIM TIpemapar i BETEPUHAPHOTO
MPUMEHEHHUS, B CIyJasiX U3MEHEeHHsI U (W) TOTIOTHEHHUS MPOU3BOICTBEHHON IUIOMIAIKH JIEKAPCTBEHHOTO
CpEelICTBa, a TaKK€ M3MEHEHHS IOKas3aTelied KauecTBa JICKapCTBEHHOTO Ipemnapara JJjisi BETePUHAPHOTO
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

NpUMEHEeHUS W (WJIM) METOIOB KOHTPOJsSI KadecTBa JIEKAPCTBEHHOTO Tpernapara i BETEPUHAPHOTO
MIPUMEHEHUS 3asIBUTENb JOTOTHUTEIHHO HANIPABIISIET MMOCPEICTBOM €IMHOTO MOPTaJia B YIIOJTHOMOUYEHHBIN
benepanbHBIN OpraH UCIIOTHUTENHLHOM BIACTH CIEAYIOIINE TOKYMEHTHI (CBEICHNUS):

Unghopmayus 06 usmenenusx:

Ilynkm 1 usmenen c 1 aneaps 2021 2. - @edepanvusiii 3akon om 27 dexkadpsa 2019 2. Ne 478-D3

Cm. npedvloyuiyro pedaxyuio

1) cBemenus o0 jare MPENOCTABIEHUS M PErMCTPALMOHHOM HOMEPE JIMIECH3MU Ha IPOM3BOICTBO
JIEKaPCTBEHHBIX ~ CPEJCTB, MPEAOCTABICHHOW IPOM3BOAMTENIO JIEKAPCTBEHHOrO Iperapara  Juis
BETEPHHAPHOIO IPUMEHEHUS, IS POCCHMCKUX POU3BOIUTENEH;

Hnghopmayus 06 usmenenusix:

Ilynkm 2 usmenen c 1 aneaps 2021 2. - @edepanvhsiii 3akon om 27 oexadpsa 2019 2. Ne 478-D3

Cm. npedblOyuyio pedaxKyuro

2) cBeleHHs O JlaTe MPEIOCTaBICHUS U PETUCTPALMOHHOM HOMEpE JIMIEH3UH Ha MPOU3BOJICTBO
JIEKapPCTBEHHBIX CPEICTB, NMPEIOCTABICHHON MPOU3BOIUTENIO (DapMalleBTUYECKON CYOCTaHIIMU, BXOIAIICH
B COCTAaB JIEKaPCTBEHHOIO Mpenapara il BETEPUHAPHOTO IPUMEHEHUS, 11 POCCUMCKUX ITPOU3BOIUTEIICH;

3) Komust TOKyMEHTa, BBIIAHHOTO YIIOJHOMOYEHHBIM OPTaHOM CTPAHbI MPOU3BOIUTENS ISl KaXKIOM
MPOU3BOJCTBEHHOM IUIOMIAJAKHA JIEKAPCTBEHHOIO Mpemnapara JJid BETEPUHAPHOIO MPUMEHEHUS U
MOJTBEPKIAIOIIETO COOTBETCTBHE MPOM3BOIUTEINS JIEKAPCTBEHHOIO Ipemnapara TpeOOBaHUSAM MOpPaBUIT
HaJUIC)KAIEH IIPOM3BOJACTBEHHOM IPAaKTHKU, M €ro IEepeBOJ Ha PYCCKUM A3BIK, 3aBEPCHHBIE B
YCTAHOBJIEHHOM MOPAJIKE, a TAKXKE KOMNMS 3aKIIOYEHUS O COOTBETCTBUU IPOU3BOAUTEINS JIEKAPCTBEHHBIX
CPEICTB TPEOOBAHMSIM TPABHUII HAJIKAIIEH MTPOU3BOACTBEHHON MPAKTHKY, BBITAHHOTO YIIOJTHOMOUYEHHBIM
denepanbHbIM  OpPraHOM HCIOJHUTEIBHOW BIACTH JUISI  KaXJAOW TPOU3BOJACTBEHHOW  IUIOIIAIKU
JIEKapCTBEHHOTO TMIpemapara JUisi BETEPHHAPHOTO NPHUMEHEHHs, MO0 KOIMUS PEIICHHs] O IMPOBEICHUU
MHCIEKTUPOBAHUS MTPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB, IPUHATOTO YIIOJIHOMOYEHHBIM (hefepaibHbIM
OPraHOM MCHOJIHUTENBHOM BIACTH JJI KaXA0W IPOU3BOACTBEHHOM IIOMIAIKY JIEKAPCTBEHHOIO Ipernapara
JUIsl BETEPUHAPHOIO IPUMEHEHUS. YKa3aHHbIE JOKYMEHTHI ITPEICTABIIAOTCS B CIIy4ae, €CiIu MPOU3BOICTBO
JIEKapCTBEHHOIO Mpenapara Juisi BETEpUHApPHOIO MIPUMEHEHUS OCYLLIECTBIISETCS 3a npenenamMu Poccuiickoit
denepanuu;

4) xomusi JIOKYMEHTA, BBIJAHHOTO YIOJHOMOYEHHBIM OPraHoOM CTpPaHbl [POU3BOAUTEIIS
(dapmalieBTHUECKON CyOCTaHIIMU M MOJITBEPKIAIONIET0 COOTBETCTBUE MPOU3BOIUTEINS (hapMalleBTUYECKON
CyOCTaHIIMM, BXOMASAIIEH B COCTaB JIGKAPCTBEHHOTO TMpermapara Uil BETCPUHAPHOTO NPUMEHEHUS,
TpeOOBaHUSM OpPAaBUJ HaJJIEXKalleld MPOU3BOACTBEHHON NPAKTUKU, U €ro IMepeBOoj] Ha PYCCKUM fA3BIK,
3aBepEHHBIC B YCTAHOBJICHHOM TIOPSKE, B CIy4ae, €Clid MPOU3BOACTBO (papMaIleBTHUECKOW CyOCTaHIIUU
ocyniecTBIsieTcs 3a npeaenamu Poccuiickoit @enepanuu.

H/l(ﬁopﬂilﬂﬂl}l 00 UBMEHEHUSIX:

Yacmo 1.1 usmenena c 1 mapma 2026 2. - @edepanvuviii 3akon om 31 uions 2025 2. Ne 304-D3

Cm. npedvioviyyio pedaxkuuio
TAPAHT:

Tlonoowcenus uwacmu 1.1 (8 peoakyuu Dedepanrvrnozo 3axkona om 30 ausaps 2024 2. Ne 1-D3), kacarowuecs
npedocmasienus 20CYyOapCmeEeHHbIX YCye npu 00paweHul 1eKapCmeeHHbIX CPeOCmE Ok 6eMEPUHAPHOLO
npumenenus nocpedocmeom EIIY, npumensiomcs ¢ 1 smneaps 2026 2. [[yonuxamsl pe2ucmpayuoHHbIX
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..
yoocmoeepeHull 1eKapCmeeHHbIX Npenapamos 0as eemepunapro2o npumenenus ¢ 1 sueaps 2026 2. He
8610a10MCsl

1.1. B ciydae m3MeHeHus: W (WJIM) JOMOJIHEHUS MPOU3BOJCTBEHHOW IUIOMIA/IKU JIEKAPCTBEHHOTO
CpelCcTBa JOKYMEHTBI, yKa3aHHbIE B HYacTH | HACTOAIIEW CTaThbU, MPEACTABISIOTCS 3asBUTEIEM B
OTHOIICHUH U3MEHSAEMOU U (M) AOMOTHAEMOM MPOU3BOJCTBEHHOMN TUIOMIAIKH JIEKAPCTBEHHOTO CPE/ICTRA.
Pemenne o BHECEHHMH W3MEHEHUW B JOKYMEHTBHI, COJAEpXKAIIMECs B PETUCTPALMOHHOM JOChE Ha
3aperucTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar JJisi BETEPUHAPHOTO MPUMEHEHUs, Wik 00 OTKa3e B HX
BHECEHUU MPUHUMAETCA B Cliydae HEOOXOIMMOCTH MPOBEACHUS HKCIEPTHU3BI JIGKAPCTBEHHOTO CPEACTBA B
CPOK, HE TMPEBBIMIAIONINI [ECTUACCITH MATH pado4yMX JHEW, a B OCTAIbHBIX CIIy4asX B CpPOK, He
MPEBBIIAIONINI  JIBa/IIaTH paOOuuX JHEW CO JHSA HaANpaBJICHHsS TOCPEACTBOM EIMHOTO TopTaja B
YIOJTHOMOYEHHBIH (penepanbHblii OpraH HCMOJHUTENBHOM BIACTH 3asiBICHHUS O BHECEHHU TaKHX
W3MEHCHU.

Hnghopmayus 06 usmenenusix:

Yacmo 1.2 usmenena c 30 saneaps 2024 2. - @edepanvubiti 3axon om 30 aneaps 2024 2. Ne [-D3

Cm. npedvioviyyro pedaxuuio
TAPAHT:

Tonooxcenus yvacmu 1.2 (8 pedaxyuu Pedepanvroeo 3axona om 30 ausaps 2024 2. Ne [-D3), kacarowuecs
npeoocmasgienus 20Cy0apCmeeHHbIX YCye npu 00paujeHuu 1eKapCcmeeHHblx cpeocma 0Jis 6emepuUHapHo20
npumeHnenus nocpedcmeom EI'Y, npumensiomca c 1 sneapsa 2026 2. /[yonuxamsl pe2ucmpayuoHHbIX
Y0OCmoGepeHUll 1eKapCmeeHHbIX Npenapamos 0ns eemepunapno2o npumenenus ¢ 1 aueaps 2026 2. ne
8b10aromcsl

1.2. B ciayuyae peopraHuzaluy JeprKaTels WM BIaJeNblla PErMCTPAlMOHHOTO YJIOCTOBEPEHUS
JIEKapCTBEHHOTO TMpernapara Uil BETEPUHAPHOTO TMPUMEHEHHs, pa3padoTyuka WJIA TPOU3BOAUTENS
JIEKapCTBEHHOTO Ipenapara i BETEPUHAPHOIO NPUMEHEHHsS B 3asBJIECHUM O BHECEHUM W3MEHEHUU B
JIOKYMEHTBI, COJEP)KAIUECs B PETUCTPAIIMOHHOM JIOCh€ Ha 3apeTUCTPUPOBAHHBIN JIEKapCTBEHHBIH
npemnapar Uil BETEPUHAPHOIO MPUMEHEHHS, YKa3blBAIOTCS JaHHbIE JOKYMEHTA, MOATBEPKIAIOIIETO
BHECEHHUE COOTBETCTBYIOLIMX M3MEHEHUN B EMuHBIA TOCynapCTBEHHBIN peecTp IOpUANYECcKUX Jull (Ass
OpraHu3aluii, 3aperucTpUpPOBaHHbIX Ha TeppuTopuu Poccuiickoit denepannu), WK UHOTO JTOKYMEHTA,
MOJTBEPKIAIOIIETO PEOPTaHU3AINI0 IOPUANUECKOTO JIUla (111 OpraHu3aluid, He 3aperuCTPUPOBAHHBIX Ha
tepputopun Poccuiickoit denepanun). 3asBieHne 0 BHECEHUN NU3MEHEHUN B JOKYMEHTBI, COIEpP KAIUECS
B PETUCTPAIlMOHHOM JO0Ch€ Ha 3aperHCTPUPOBAHHBIN JIEKAPCTBEHHBIH Mpenapar i BETEPUHAPHOTO
NPUMEHEHUS, U TpWIaraeMble K HEMY JIOKYMEHTbI HalpaBJIsIIOTCS IMOCPEICTBOM E€IMHOIO IopTana B
YIOJTHOMOYEHHBIN (efepaabHblii OpraH HMCIOJMHUTEIBHOW BIACTH HE MO3JHEe uYeM dYepe3 TPHUIlarh
paboumnx IHEH cO JHS BHECEHHS COOTBETCTBYIOIIMX H3MEHEHWH B ENMWHBIN rocynapcTBEHHBINH peecTp
IOPUAMYECKHUX JIHI (AJ11 OpraHu3aluii, 3aperuCTpUPOBaHHBIX Ha TeppuTopun Poccuiickoit ®eneparyn)
WIM €O [JHS TPUHATUS COOTBETCTBYIOIIETO JOKYMEHTa, MOATBEPXKAAIOIIETO PEOpraHU3alLUIo
IOpUAMYECKOTO JHIa (s OpraHu3alui, HE 3aperMCTPUPOBAHHBIX Ha Tepputopuu Poccuiickoi
@enepaunn). B ciayuae peopraHuzanuu Aepikareis WINM BlIajJeiblia PETUCTPALMOHHOIO YIOCTOBEPEHUS
JIEKapCTBEHHOTO Tpemnapara [js BETEpUHAPHOTO NPUMEHEHHUsS 3asBJICHHE O BHECEHUM WM3MEHEHHUH B
JIOKYMEHTBI, COJIEp)KAIUECs B PETUCTPALIMOHHOM JIOChE HA 3apETUCTPUPOBAHHBIN JIEKapCTBEHHBIN
mpemapar Juisi BETEPHHAPHOTO MPUMEHEHMsS, MOJAeTCs IOPUIMYECKUM JIMIIOM, KOTOPOMY B XOJe
peopraHu3anuy rnepeiaHo MpaBo BIaJACHNUS TAKUM PETUCTPALIMOHHBIM YA0CTOBEPEHHUEM.
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

Hngopmayusi 06 uzsmenenusix:

Cmamos 3 0ononnena yacmoio 1.3 ¢ 1 mapma 2026 2. - @edepansvuwiii 3axon om 31 utons 2025 2. Ne 304-
D3

1.3. 3asBnenus, yka3aHHble B yacTsax 1-1.2 HacTosIIeH CTaTbu, MOTYT OBITh OJMUCAHbBI YCHUJICHHON
KBaJIM(ULIMPOBAHHON 2IEKTPOHHON MOANMCHIO JIMOO YCHUJICHHONW HEKBATU(PHUIMPOBAHHON 3JIEKTPOHHOM
HOANUCBIO B CIIydae, €CIM OT MMEHHU 3asBUTENS JEHCTBYET €ro MpeacTaBUTENb ((U3MYecKoe JUIO),
YIOJIHOMOYEHHBIN JEHCTBOBATh OT UMEHHU 3asBUTEIIS HA OCHOBAaHUM JOBEPEHHOCTHU B 3JIEKTPOHHOU popme
B MallIMHOYUTAEMOM BH/IE.

Hngopmayusi 06 uzsmenenusix:

Dedepanvrbim_3axkonom om 22 oexabpa 2014 2. Ne 429-D3 6 uacms 2 cmamvu 31 nacmosawezo
DedepanvbHozo 3aKOHA 6HeCeHbl U3MeHeHUs, gcmynarowue 8 cuty ¢ 1 urons 2015 e.

Cum. mexcm yacmu 8 npedvloyuiell peoaKyuu

2. B cnyuae BHecCeHMs] U3MEHEHUN B JOKYMEHTBI, COACPKALIUECS B PETUCTPALMOHHOM JOChE Ha
3aperUCTPUPOBAHHBIN JICKAPCTBEHHBIM Tpernapar Jid BETEPUHAPHOTO TPUMEHEHHS, B OTHOLICHUU
CBEJICHUH, yKa3aHHbIX B moamyHkrax "e", "x", "k", "n", "H", "c", "x" nmynkra 7 yactu 3 crareu 17
HacTosimiero denepasbHOrO0 3aKOHA, M3MEHEHUs U (WJIM) JOIMOJIHEHUS MPOM3BOJICTBEHHOW IUIOIIAJIKU
JIEKApCTBEHHOI'O CPEICTBA, a TaKXe B Cllydae HM3MEHEHHMs IOKa3aTeliell KauyecTBa JIEKAPCTBEHHOIO
mpemnapara il BETEpUHAPHOTO MPUMEHEHHMS W (WJIM) METOJOB KOHTPOJIS KadyecTBa JIEKAPCTBEHHOTO
npenapara JJisi BETEpPUHAPHOIO MPUMEHEHHUs MPOBOAMUTCS SKCHEPTH3a JIEKAPCTBEHHOI'O CPEACTBA st
BETEPUHAPHOTO TpPUMEHEHUsA. B ciydae HEOOXOOUMOCTH BHECEHHS] WHBIX HM3MEHEHUW B JIOKYMEHTHI,
colepKallrecss B PErucTPallMOHHOM J0Ch€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar s
BETEPUHAPHOTO NMPUMEHEHHUS, IKCIIEPTH3a JICKAPCTBEHHOTO CPEACTBA JJIsi BETEPUHAPHOTO MIPUMEHEHHUS HE
IIPOBOJUTCHI.

Ungpopmayus 06 usmenenusix:

Yacmo 3 usmenena c 30 ansaps 2024 2. - @edepanvusiil 3akon om 30 aneaps 2024 2. Ne 1-D3

Cm. npedvioviyyro pedaxkuuio
TAPAHT:

Tonooicenun yacmu 3 (6 pedaxyuu Dedepanvroco 3axona om 30 aneapa 2024 2. Ne [-D3), kacarowuecs
npeodocmasienuus 20Cy0apCmeeHHbIX YCye npu 00paujeHuU 1eKapcmeeHHblX cpeocma 0Jisl 8emepUHapHo20
npumenenus nocpeocmeom EIILY, npumenstomes c 1 aneapsa 2026 2. [[ybaukamel pecucmpayuoHHbIX
YO0oCmogepeHull 1eKapCmeeHHbIX npenapamos 0jisi 8emepunaprHo2o npumenenus ¢ 1 aueaps 2026 2. ne
8610a10MCcsl

3. 3asgBuTENb BIpaBe NPEACTaBUTH MO COOCTBEHHOW MHUIIMATHBE BMECTE C 3asIBIICHUEM O BHECCHHH
W3MEHCHUH B JOKYMEHTBHI, COJAEpXAIIHeCs B PErUCTPAIMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIN Ipenapar JJisi BETEPUHAPHOTO NPUMEHEHUS, PEKBU3UTHI JOKYMEHTOB, MOATBEPKIAIOIINX
yIUIaTy TOCYIApCTBEHHOW IONUIMHBI 32 BHECEHHE B JOKYMEHTHI, COICPKAIUECs B PETUCTPAIMOHHOM
JIOChE Ha 3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar Ajs BETEPUHAPHOIO MPUMEHEHUs, U3MEHEHHUI,
TpeOYIOIIUX TPOBEACHUS AKCIEPTH3bl JIEKAPCTBEHHOTO CPEACTBA, WM HM3MEHEHMM, HE TPEOYIOIINX
MPOBEJCHUS SKCIEPTU3bI JIEKAPCTBEHHOTO CpEACTBAa. B ciiyuae HEOOXOAMMOCTH M3MEHEHUS CBEACHMUIA,
CONIEpKAIIMXCS B PETHCTPAIMOHHOM YIOCTOBEPECHHMH JICKAPCTBEHHOTO Ipenapara s BETEPUHAPHOTO
MIPUMEHEHUS, C 3asBJICHUEM, YKAa3aHHBIM B YacTU | HACTOAILIEH CTAThU, 3asIBUTEIb BIPABE MPEICTABUTH 110

0 Cucrema 99/
7 TAPAHT 21
5

W

A O N


http://ivo.garant.ru/document/redirect/408457419/46
https://www.gosuslugi.ru/
http://ivo.garant.ru/document/redirect/408457419/1274
http://ivo.garant.ru/document/redirect/76829762/313
http://ivo.garant.ru/document/redirect/408457419/1274
http://ivo.garant.ru/document/redirect/57503072/312
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/70826338/1231
http://ivo.garant.ru/document/redirect/12184522/21
http://ivo.garant.ru/document/redirect/412424148/5297

®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
MU3MEHEHUSM. ..

CcOOCTBEHHOW WHHIIMATUBE PEKBU3UTHl JIOKYMEHTa, IMOJITBEPKIAIOUIET0 YIIaTy TOCyAapCTBEHHOU
MOLUTMHBI 32 BbIAAYY PETUCTPALMOHHOTO YIOCTOBEPEHUS JEKapCTBEHHOTIO IpernapaTa. 3asiBUTENb BIPaBe
MPECTaBUTh MO COOCTBEHHOW MHHUIIMATUBE CBEICHUS O JIMIICH3MIX, YKa3aHHbIC B MyHKTax 1 u 2 yacTu 1
HACTOSIIEH CTaThbH, a TAK)KE BbIIaBa€Mble YIIOJTHOMOYEHHBIMHU (pe/iepaTbHBIMA OpraHaMH HCIIOTHUTEIBHOM
BJIACTH JIOKYMEHTBI, YKa3aHHblE B IIYHKTe 3 yactu | Hacrosimeil crateu. B ciydae HempencTaBieHuUs
yKa3aHHBIX JOKYMEHTOB (CBEIEHMI) YNMOJTHOMOYEHHBIN (enepaiabHblii OpraH HCHOJIHUTEIBHOW BIACTH
3alpalivBaeT yKa3aHHbIe JOKYMEHTHI (CBEICHHS) B MOPAIKE MEXKBEIOMCTBEHHOTO HH(OPMAIIMOHHOTO
B3aUMOJICHCTBYS.

Hnghopmayus 06 usmenenusix:

Yacmoe 4 usmenena c 1 mapma 2026 2. - @edepanvusiii sakon om 31 urons 2025 2. Ne 304-D3

Cm. npedviOyuyto pedaxkyuro

4. B cpoK, He MPEBHIMAINUN MATH padOYNX THEH CO THS MOCTYIJICHUS YKa3aHHOTO B HacTu |
HACTOSIICH CTaTbu 3asBICHUS M HEOOXOAMMBIX JOKYMEHTOB, YIOJTHOMOYEHHBIN (enepanbHblii Opran
WCIIOJHUTEIbHOW BIIACTH:

1) mpoBOIUT MPOBEPKY MOJTHOTHI U JOCTOBEPHOCTH CBEIECHUH, COEPKALIUXCS B MPEACTABICHHBIX
3asIBUTEJIEM JOKYMEHTAX;

2) NpuHUMAET PelIeHHEe O MPOBEIECHUH IKCIIEPTU3bI JIEKAPCTBEHHOTO CPEICTBA sl BETEPUHAPHOTO
MPUMEHEHUS WIH 00 OTKa3e B €€ MPOBEICHUY;

Unghopmayus 06 usmenenusx:

Ilynkm 3 usmenen c 30 aneaps 2024 2. - Pedepanvhwviil 3axon om 30 aneaps 2024 2. Ne 1-D3

Cm. npedvioyuyio pedakyuio
TAPAHT:

Tonoowcenua nynkma 3 (6 peoaxyuu Dedepanvrnozo 3axona om 30 ausaps 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX Ycye npu 00paujeHuU 1eKapCcmeeHHblx cpeocma OJisl 8emepUHapHo20
npumenenus nocpeocmeom EIILY, npumenstomcs c 1 aneapsa 2026 2. /[ybauxkamel pecucmpayuoHHbIX
yoocmogepeHull 1eKapCmeeHHbIX Npenapamos 0as eemepunapno2o npumerenus ¢ 1 sueaps 2026 2. He
8610a10MCsl

3) HampaBiseT TOCPEICTBOM EIMHOTO TopTala 3asBUTENI0 MOANHCAHHOE YCUJICHHOMN
KBTM(DUIIMPOBAHHON DIIGKTPOHHOW TMOJIUCBHI0 YBEJAOMJICHHE O TIPUHSATOM pEIICHHMH WIA B CiIydae
MPUHSTUS pellleHus: 00 OTKa3e B MPOBEICHUH SKCIEPTU3bI JIEKAPCTBEHHOTO CPEACTBA ISl BETEPUHAPHOTO
MIPUMEHEHUS C YKa3aHUEeM MMPUYHH TAaKOTO OTKAa3a.

Hnghopmayus 06 usmenenusix:

Yacmo 4.1 usmenena c 30 saneaps 2024 2. - @edepanvhubiti 3axon om 30 aneaps 2024 2. Ne [-D3

Cm. npedvioviyyro pedaxkuuio
TAPAHT:

Tonoocenus yvacmu 4.1 (6 pedaxyuu Pedepanrvroeo 3axona om 30 aunsaps 2024 2. Ne [-D3), kacarowuecs
npeodocmasgienus 20Cy0apCmeeHHbIX YCye npu 00paujeHuu 1eKapCcmeenHblx cpeocmae 0Jis 6emepuUHapHo20
npumeHnenus nocpedcmeom EI'Y, npumensiomca c 1 sneapsa 2026 2. /[yonuxamsl pe2ucmpayuoHHbIX
Y0OCmoGepeHUll 1eKapCmeeHHbIX Npenapamos 0ns eemepunapno2o npumenenus ¢ 1 auweaps 2026 2. ne
8b10ar0mcsl
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
MU3MEHEHUSM. ..

4.1. B cinyyae BbISIBJICHHS] HEOCTOBEPHOCTH U (MJIM) HEAOCTATOYHOCTU CBEJICHUH, COMEPKAIINXCS
B IIPEJCTABJICHHBIX 3asBUTEIIEM MaTepHajax, yIMOJTHOMOYECHHBIH (heaepabHbId OpraH HMCHIOTHUTEIBHOM
BJIACTH HAMpaBisieT TMOCPEACTBOM €IMHOIO TIopTaja 3asBUTENI0 3alpoc 00 YTOYHEHHWU YKa3aHHBIX
CBEIICHH, TIOANMCAHHBIN YCHUICHHON KBAIM(UITMPOBAHHON MIEKTPOHHON MOAMMUCHIO.

Hnghopmayus 06 usmenenusix:

Yacmo 4.2 usmenena c 1 mapma 2026 2. - @edepanvuuiii 3akon om 31 uronsa 2025 2. Ne 304-D3

Cm. npedvioviyyro pedaxkuuio
TAPAHT:

Tonooxcenus yvacmu 4.2 (8 pedaxyuu Pedepanvroeo 3axona om 30 ausaps 2024 2. Ne [-D3), kacarowuecs
npeoocmasgienus 20Cy0apCmeeHHbIX YCye npu 00paujeHuu 1eKapCcmeeHHblx cpeocma 0Jis 6emepuUHapHo20
npumeHnenus nocpedocmeom EII'Y, npumensiomca c 1 sneapsa 2026 2. /[yonuxamsl pe2ucmpayuoHHbIX
y0OoCmoGepeHUll 1eKapCmeeHHblX Npenapamos 0ns eemepunapno2o npumenenus ¢ 1 aueaps 2026 2. ne
8v10aomcsl

4.2. 3asBuTens 00s3aH HaAMpaBUTh I[IOCPEACTBOM €JIMHOTO TOpTaja B  YHMOJIHOMOYEHHBIN
denepanbHBIE  OpraH HWCHOMHUTENBHON BJIACTU TOANHUCAHHBIM  yCUJIEHHOW KBaTH(PHUIIMPOBAHHON
DIIEKTPOHHON MONKCHI0 OTBET HAa 3alpoc YMOJTHOMOYEHHOTO (eepaibHOT0 OpraHa HMCIOIHHUTEIBHOM
BJIACTH B CPOK, HE MPEBBIMAIONINN AEBIHOCTa pabouux JHEW CO JHS MOJNYYEHHUS YIOJTHOMOYEHHBIM
(benepaabHBIM OPraHOM HCIIONHUTEIBHON BIACTH AJIEKTPOHHOTO YBEIOMIICHHS O TOJNyYEHHH 3asBHTEIEM
nanHoro 3ampoca. Cpoku, ykazaHHble B 4YacTH 1.1 HacTosiieil craTbH, MPUOCTAHABIMBAIOTCS CO JHS
HaIpaBJIeHUs] TOCPEACTBOM €IUHOTO IOpTaja 3asBUTENIO0 3alpoca YHNOJHOMOYEHHOro (eaepasbHOro
opraHa WCIOJHUTEIbHOW BIACTH JO JHS HalpaBleHHUS TIOCPEICTBOM €IWHOTO T[opraja B
YIIOJIHOMOUYEHHBIN (efepaibHblii OpraH HCIONHUTEIBHON BIIACTH OTBETa HA JAaHHBIA 3ampoc W He
VUUTBHIBAIOTCS TPU HCUYHUCICHUH CpPOKA MPUHATUS DPEIICHUS O BHECEHUM HM3MEHEHHMH B JIOKYMEHTHI,
cofiepKaliecss B PETHCTPAIMOHHOM JI0Ch€ Ha 3aperMCTPUPOBAHHBIM JICKAPCTBEHHBIM Mpenapar Jyis
BETEPUHAPHOTO MpHMEHEHUA. B ciyuyae, ecid OT HMMEHHU 3asBHUTENs ACHCTBYEeT €ro MpeacTaBUTEINb
(pusrueckoe IUII0), YIOTHOMOYEHHBIN JeCTBOBATh OT UMEHH 3asBUTEIS HA OCHOBAaHUH JIOBEPEHHOCTH B
AIIEKTPOHHON (popMe B MalIMHOYMTAEMOM BHJE, OTBET Ha 3alpOC MOXKET OBbITh MOAMHCAH YCHUJICHHOU
KBaJM(HUIMPOBAHHON JJIEKTPOHHOW TOANKUCHIO JTUOO YCHICHHON HEKBATM(DUIMPOBAHHON SIIEKTPOHHOMN
MOJITHCHIO.

Hnghopmayus 06 usmenenusix:

Yacme 5 usmenena c 15 uons 2018 2. - @edepanvhuwiil 3axkon om 4 uions 2018 2. Ne 140-D3

Cm. npedvidyuyio pedaxkyuro

5. OcHoBaHumeM nis OTKa3a B TPOBEACHUU OHKCIEPTU3bl JIEKAPCTBEHHOIO CpEACTBa  JUIS
BETEPUHAPHOTO MPHMEHEHHS SBISETCS IPEICTABICHHE JOKYMEHTOB, YKa3aHHBIX B dHacTax 1 m 3
HACTOSIIIEH CTAaThbU, B HEMOJHOM OObEME WM OTCYTCTBHE B IIPEICTABIECHHBIX JOKYMEHTaX J0CTAaTOYHBIX
CBEJICHUH, MOATBEPKAAIOLINX HEOOXOIUMOCTh BHECEHUSI U3MEHEHMH, JTM00 HETpeCTaBlIeHUE 3asiBUTEIEM
B YCTAHOBJICHHBII CPOK OTBETA Ha YKa3aHHBIM B YacTu 4.1 HacToAlIEH cTaTh 3alpoC YIOJIHOMOUYEHHOTO
(benepaabHOro OpraHa UCHOJIHUTENBHON BIACTH.

6. DkcnepTr3a JIEKapCTBEHHOTO CPEACTBA I BETEPUHAPHOIO NPUMEHEHHS B LENSIX BHECEHUS
WU3MEHEHUN B JIOKYMEHTBI, COAEpXKalluecs B PETUCTPALIMOHHOM [JOChE Ha 3apErHCTPUPOBAHHBIN
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

JIEKapCTBEHHBIN Ipemnapar Jisi BETepUHAPHOTO MPUMEHEHHUs, OCYLIECTBISIETCS B MOPSAIKE, YCTAaHOBICHHOM
ctaThelt 24 HacTosiero depepanbHOTO 3aKOHA.

Hnghopmayus 06 usmenenusix:

Yacmo 6.1 usmenena c 1 mapma 2026 2. - @edepanvuuiii 3akon om 31 uronsa 2025 2. Ne 304-D3

Cm. npedvioviyyro pedaxuuio
TAPAHT:

Tonoocenus yvacmu 6.1 (8 pedaxyuu Pedeparvroeo 3axona om 30 aunsaps 2024 2. Ne [-D3), kacarowuecs
npeodocmasgienus 20Cy0apCmeeHHbIX YCye npu 00paujeHuu 1eKapCcmeeHHblx cpeocma 0Jis 6emepuUHapHo20
npumeHnenus nocpedcmeom EII'Y, npumensiomca c 1 sneapsa 2026 2. /[yonuxamsl pe2ucmpayuoHHbIX
Y0OCmoGepeHUll 1eKapCmeeHHblX Npenapamos 0ns eemepunapno2o npumenenus ¢ 1 aueaps 2026 2. ne
8v10aomcs

6.1. B cpok, He MPEeBBIMAIONINI MSATH PabounX THEH CO JHS HAMPABICHUS MOCPEICTBOM E€IUHOTO
[oprana B YIOJIHOMOYEHHBIN (enepanbHblii OpraH UCHOTHUTEIBHONW BIACTH MOJMUCAHHOTO YCHUJICHHON
KBTM(DUIIMPOBAHHOW DIIGKTPOHHOW TMOJIUCKHIO0 3aKIIOYCHUS KOMHUCCHH OJKCIIEPTOB TIO pe3yibTaraM
yKa3aHHOM B 4acTW 2 HACTOSIIEW CTaThbH DKCIIEPTHU3bl, YIOTHOMOYEHHBIH (efepaiabHbIi  OpraH
WCTIOJHUTEIbHOW BIIACTH:

1) mnpuHMMaeT pelieHHe O BHECEHWM U3MEHEHWl B JOKYMEHTHI, Cojepaliuecs B
PErUCTPAIIMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIM TIpemnapar jisi BETEPUHAPHOTO
MPUMEHEHHUs, WK 00 0TKa3e BO BHECEHUU TaKUX U3MEHEHMIA;

Hnghopmayus 06 usmenenusix:

Ilynkm 2 usmenen ¢ 30 aneapsa 2024 2. - Dedepanvuuiii 3axon om 30 aunsapsa 2024 2. Ne 1-D3

Cm. npedvioviyyro pedaxkuuio
TAPAHT:

Tonoocenus nynkma 2 (8 pedaxyuu Pedepanvruozo 3akona om 30 aunsaps 2024 2. Ne 1-D3), kacarowuecs
npeoocmasienus 20Cy0apCmeeHHbIX YCye npu 00paujeHuu 1eKapCcmeeHHblx cpeocma OJis 6emepuUHapHo20
npumeHenus nocpedocmeom EII'Y, npumensiomca c¢ 1 saneapsa 2026 2. [[yonuxamsl pe2ucmpayuoHHbIX
y0oCmogepeHUll 1eKapCmeeHHbIX Npenapamos 0ns eemepunapno2o npumenenus ¢ 1 aumeaps 2026 2. ne
8b10aomcs

2) BHOCHUT B TOCYIApCTBEHHBIH PEECTp JIEKAPCTBEHHBIX CPEACTB HAa OCHOBAHUU PEIUICHUS O
BHECEHUU M3MEHEHHI B JOKYMEHTBI, COJIEPKAIINECs B PETUCTPALIMOHHOM JIOChE Ha 3aperuCTPUPOBAHHBIN
JICKapCTBEHHBIN Mpenapar I BETCPUHAPHOTO MPUMEHEHUS, HEOOXOIUMbIC U3MCHCHUS;

Hnghopmayus 06 usmenenusix:

Ilynkm 3 usmenen ¢ I mapma 2026 2. - @edepanvusiii 3akon om 31 utons 2025 2. Ne 304-D3

Cm. npedvioyuyio pedaxkyuro

3) BHOCHUT B TOCYAAPCTBEHHBIH PEECTp JIEKAPCTBEHHBIX CPEACTB B CiIy4ae HEOOXOAMMOCTH
WU3MEHEHUSI C COXPAHEHHEM TEKYLIETO HOMEpa 3alliCH B TOCYIapCTBEHHOM pEEeCTpe JIEKapCTBEHHBIX
CPEICTB U HaIpaBIISET 3asBUTEINIO MOCPEACTBOM €AMHOIO MOpTaia WM B JIMYHBIA KaOWHET 3asBUTENS B
€IMHOM CHCTEME BBIIUCKY U3 TOCYIapCTBEHHOIO peecTpa JIEKAPCTBEHHBIX CPENCTB, MOANMCAHHYIO
YCHJICHHOH KBaJU(UIIMPOBAHHON DIIEKTPOHHOH MOIIHUCHIO.

Ungopmayus 06 usmenenusix:
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

Cmamobs 31 oononnena yacmoio 6.2 ¢ 15 urons 2018 2. - @edepanvhbiil 3akoH om 4 urons 2018 2. Ne 140-
D3

6.2. B ciiyyae BHECEHHUsI U3MEHEHUHN B IOKYMEHTBI, COIEpKAIIMECS B PETUCTPAMOHHOM JOChE Ha
3apEruCTPUPOBAHHBIN JICKAPCTBEHHBIN IIPemapar sl BETEPUHAPHOIO INPUMEHEHUS, B YaCTH, Kacarolencs
U3MEHeHUsT U (WJIM) JOTMOJIHEHUs TPOU3BOJACTBEHHON IUIOMIAJAKH JIEKApCTBEHHOTO TMpemnapara, Mpu
IIPEJCTABICHUN 3asBUTEIEM B COOTBETCTBMM C HOYHKTOM 3 yacTu | HAcCTOSIIEH CTaTbU KOIMHU pEIICHUS
YIOJTHOMOYEHHOTO (pelepaibHOTO OpraHa HCHOJHUTENBHOM BIACTH O MPOBEACHUU HHCIIEKTHUPOBAHUS
IIPOU3BOAMTENS JIEKAPCTBEHHBIX CPEICTB CPOK, YyKa3aHHbIM B yactu 6.1 HacTtosAmiedl craThi,
MIPUOCTAHABIMBAETCA CO [JHSA IOJYYCHHUsS 3aKJIIOYEHUST KOMHUCCHM DSKCIEPTOB 10 JHSA HIPUHATHUS
YIIOJIHOMOUYEHHBIM (hefiepaibHbIM OPraHOM HCIOJHHUTENBHOM BIIACTH PELICHHUS O BbIAade WM 00 OTKas3e B
BbIJIa4€ 3aKJIIOUYEHHS O COOTBETCTBUHM MPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBaHUSAM MIpPaBUI
Ha/IJIeKallel MPOU3BOACTBEHHOM MPAKTHKH, HO HE 00Jiee YeM Ha CTO BOCEMBJIECAT pabouux JHEH.

Hnghopmayus 06 usmenenusix:

Yacmoe 7 usmenena ¢ 15 urons 2018 2. - @edepanvuviil 3axon om 4 urons 2018 2. No 140-D3

Cm. npedvldyuivio pedakyuio

7. OcHOBaHMEM JUIs OTKa3a BO BHECCHMM HW3MCHCHHMW B JIOKYMEHTBI, COJCp)Kalluecs B
PETUCTPAIIMOHHOM JOChE€ Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipemapar Uiss BETEPHHAPHOIO
HpI/IMeHCHI/ISI, B CJIy‘IEUIX, HC Tpe6yloumx HpOBeHGHI/IH 3KCH€pTI/I3BI HeKapCTBeHHOI‘O Cpe[[CTBa, SABIIACTCA
IpeACTaBICHUE JTOKYMCHTOB, YKa3aHHBIX B YacTaX | ¥ 3 HACTOSIICH CTaTbd, B HEIMOJIHOM OObEeME HIIH
OTCYTCTBI/IC B Hpe,HCTaBJIeHHBIX [[OKyMeHTaX CBGHCHHﬁ, KOTOpBIe JOJIDKHBI 6BITB B HUX OTpa)KeHBI, JII/I6O
HETPEICTABICHUE 3asABUTEIIEM B YCTAHOBICHHBIM CPOK OTBETa Ha yKa3aHHBIA B dactu 4.1 HacTosiien
CTaThH 3aMPOC YIMOJIHOMOYCHHOTO (eIepabHOrO OpraHa UCIIOJIHUTEILHOU BIIACTH.

Ungpopmayus 06 usmenenusx:

Cmamuwsa 31 oononnena yacmoio 7.1 ¢ 15 urons 2018 2. - @edepanvrbiil 3akon om 4 uons 2018 2. Ne 140-
D3

7.1. OcHoBaHMEM [UIsi OTKa3a BO BHECEHMM HW3MEHEHHH B JIOKyMEHTHI, COAEp)Kaluecs B
PETUCTPAIIMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIA JIEKAPCTBEHHBIH Mpenapar [Uisl BETEPUHAPHOTO
IIPUMEHEHHUS, B CilydasX, TpeOyIOIIMX NPOBEIEHUS 3KCIEPTU3bl JIEKAPCTBEHHOIO CPE/ICTBA, SBISETCS
3aKJIIOYEHHE YIIOJIHOMOYEHHOTO (elepanbHOro OpraHa HCIHOJMHUTEIBHOW BIACTH O BO3MOXKHOCTHU
CHIDKeHHsI 0€30MacHOCTH, KayecTBa, 3(p(eKTHBHOCTH JIEKapCTBEHHOTO Iperapara BCIESICTBHE BHECEHHUS
M3MEHEHUN B YKa3aHHbBIE OKYMEHTHI, OTKa3 YHMOJHOMOUYEHHOTO (elepalbHOTO0 OpraHa HCIOIHUTEIbHON
BJIACTH B BBIJAYe 3AKITIOYCHHS O COOTBETCTBHM IPOU3BOIUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHHSIM
IOpaBUJI HaJUIekKAIIeW TMPOU3BOJACTBEHHONW MPAKTHUKH B Cily4dae H3MEHEHHs U (WJIM) JOTMOJTHEHUS
IIPOM3BOACTBEHHON IUIOIIAJIKU JIEKAPCTBEHHOI'O IIpernapara, €cilu IPOU3BOACTBO JIEKApPCTBEHHOIO
mpenapara Al BETEpPHHAPHOTO MPUMEHEHHUs! OCYIIEeCTBIsieTcsl 3a mpeaenamu Poccuiickoit ®enepanuu,
WIM OTCYTCTBHUE 3TOTO 3aKIFOUEHUSI.

Ungopmayus 06 usmenenusix:

DedepanvHbim _3axkonom om 22 oexabpa 2014 2. Ne 429-D3 uacmv 8 cmamwvu 31 Hacmosweco
DedepanvbHo2o 3aKOHA UBN0NCEHA 8 HOBOU pedaKkyuu, scmynarouiei 8 cuny ¢ 1 uons 2015 a.

Cm. mexem yacmu 8 npeovloyvuiell peoaKyuuy
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

8. Jlomyckaetcs oOpallleHHe JIeKapCTBEHHBIX MpEnaparoB JJs BETEPUHAPHOIO MPUMEHEHHS 10
HCTEUYECHHS] CPOKa TOJAHOCTH, MPOU3BEICHHBIX B TEUECHUE CTa BOCBMUJCCATH JHEW MOCIE AAThl MPUHSATHUS
YIOJTHOMOYEHHBIM (heiepaabHbIM OPTraHOM HCIOTHUTENBHOM BIIACTH PELICHUS O BHECEHHHM M3MEHEHUU B
JIOKYMEHTBI, COJIEpKAIINECsi B PETUCTPAIMOHHOM JIOChE Ha JIEKAPCTBEHHBIN IMpemnapar, B COOTBETCTBUU C
uHbopMaImeil, coaepkaieics B JOKyMEHTaX PEerUCTPAllMOHHOTO JI0ChE Ha JIEKApCTBEHHBIN Mpemapar 10
JIaThl MIPUHSATHS TAKOTO PEIICHHUS.

TAPAHT:

Cm. KOMMeHnmapuu K cmamse 31 HacmosAueco @edepaﬂbﬂoeo 3dKOHA

Crarbs 32. OTMeHa roOCyIapCTBEHHON PErHCTPalMK JIEKAPCTBEHHOTO IIpernapara

Pemenne 00 oTMeHE TOCYIapCTBEHHON pErucTpaliy JIEKapCTBEHHOTO Mpernapara U UCKIIOUEHUU
JIEKApCTBEHHOIO TMperapara M3 TOCYIapCTBEHHOIO PEecTpa JEKAPCTBEHHBIX CPEICTB MPUHUMAETCA
YIOJIHOMOYEHHBIM (hefiepaibHbIM OPraHOM HCTIOIIHUTEIBHOMN BIIACTH B CIIydae:

1) MpeACcTaBICHU COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM benepaabHBIM OpraHoM
WCIIOJTHUTENLHOM BJIACTH 3aKIIOUEHUSI O PUCKE WM 00 Yrpo3e 3I0POBBIO, KU3HU UEIOBEKa UIIH KUBOTHOTO
Ipu TPUMEHEHUH JICKApCTBEHHOTO Mpernapara, MPEeBHIIAIMMX ero 3¢G(GeKTUBHOCTh, MO pe3yiabTaraM
OCYUIECTBIIIEMOI0 UM MOHUTOPHHTA 0€30M1aCHOCTH JIEKapCTBEHHOTO MpernapaTta;

Hnghopmayus 06 usmenenusix:

Ilynkm 2 usmenen ¢ 1 mapma 2026 e. - @edepanvubiii saxon om 31 uronsa 2025 2. Ne 304-D3

Cm. npedvioviyyro pedaxkuuio
TAPAHT:

Tonoocenus nynkma 2 (8 pedaxyuu Pedepanvuozo 3axona om 30 aunsaps 2024 2. Ne 1-dD3), kacarowuecs
npedocmasieHus 20Cy0apCmeeHHblX Yciye npu 00paujeHuly j1eKkapCmeeHHbix cpeocms Oisi MeOUYUHCKO20
npumenenus nocpeocmeom EITUC3 u (unu) EILY, npumensiomes c 1 aneapa 2026 e. Pecucmpayuonnvie
Y0OCmMOo8epeHUsl 1eKapCmMBEeHHbIX NPenapamos 0l MEOUYUHCKO20 NPUMEHEHUs, NoOmeepicoarowue gakm
20CY0apCmeenHol  pecucmpayuu, Ha OYMAdx€CHOM Hocumene U  OYOIUKaAmvl — pecucmpayuoHHbIX
Y00OCmoGepeHUll J1eKAPCMEEHHbIX Npenapamos Ons MeouyuHcko2o npumernenus c¢ 1 saneapsa 2026 . ne
8b10AOMCSL

Tonoxcenus nynkma 2 (8 pedaxyuu @edepanvrozo 3axona om 30 ausaps 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX Yeye npu 00paujeHuU 1eKapcmeenHblx cpeocma OJis 8emepuUHapHo20
npumerenus nocpedocmeom EIY, npumensiomcsa ¢ 1 suneaps 2026 2. [[yonuxamsl pe2ucmpayuoHHbIX
y0ocmogepeHull 1eKapCmeeHHbIX Npenapamos 0us eemepunapio2o npumenenus ¢ 1 aueaps 2026 2. ne
8b10aOMCSL

2) momayM JneprKaTelieM MU BIAAENbLEM PErucTPaliOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO
mpemapara  WiIM  YIOTHOMOYEHHBIM WM JPYTMM OPUAWYECKHM JIUIIOM 3asBICHHs 00 OTMEHe
rOCyIapCTBEHHOW  PETUCTpallUd  JIEKapCTBEHHOTO npemnapara, MOJANUCAHHOTO  YCHUJICHHOMU
KBaJIM(DUIIMPOBAHHOM DIEKTPOHHON MOAMKCHIO, ITYTEM €0 HAIPaBJICHUS MOCPEICTBOM EIMHOTO OPTAalia B
YIOJIHOMOYEHHBIH  (eepaibHbId  OpraH  WCIOJIHUTEIBHONW  BIACTM  WJIM  JIMYHBIA ~ KaOWHET
YIOJTHOMOYEHHOTO (peiepanbHOro oprala UCIOTHUTENLHOM BIACTH B €IMHOM cucteMe. B ciiydae, ecnu ot
UMEHHU JiepXaTeis WIM BiaJelblla PEeruCTPAllMOHHOTO YIOCTOBEPEHHUs JIEKapCTBEHHOIO IIperapara
JNEHCTBYET ero mpeacTaBuTeNb ((pu3ndeckoe JUI0), YIIOTHOMOUCHHBIN ASCTBOBATh OT UMEHU JIepiKaTels

0  Cucrema 10
7 TAPAHT 4/
. 21
0 5
5

A O N


https://www.gosuslugi.ru/
http://ivo.garant.ru/document/redirect/12184522/21
http://ivo.garant.ru/document/redirect/408457419/46
https://www.gosuslugi.ru/
http://ivo.garant.ru/document/redirect/408457419/128
http://ivo.garant.ru/document/redirect/408457419/45
https://www.gosuslugi.ru/
http://ivo.garant.ru/document/redirect/408457419/128
http://ivo.garant.ru/document/redirect/483407424/322
http://ivo.garant.ru/document/redirect/412424148/5212

®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..
WIM BJIaJeNblla PErMCTPALMOHHOIO YIOCTOBEPEHHUs JIEKAPCTBEHHOIO IIpernapara Ha OCHOBaHUU
JIOBEPEHHOCTH B JIEKTPOHHON (OopMe B MAMTMHOYMTAEMOM BHUJIE, 3asBIIeHUE 00 OTMEHE TOCYIapCTBCHHON
pEerucTpalyy JIEKapCTBEHHOTO MpernapaTa MOXET ObITh MOJMHCAHO YCHJICHHOW HEKBaIU(pHUIIMPOBAHHOU
DIEKTPOHHOW MOANUCHIO;

3) HemoATBEP)KJIEHUSI TOCYIaPCTBEHHON perucTpaiuy JeKapCTBEHHOTO Mperapara Mo UCTECUYECHUU
CpOKa JIEUCTBUS PETUCTPAIMOHHOTO YOCTOBEPEHHUS, BHIJAHHOTO HA TISITh JIET;

4) HerpencTaBIeHHs 3asBUTEIEM HHPOPMAIIMK, KOTOpas MOXKET MOBJIEYb 3a 000 HEOOXOAUMOCTh
BHECEHUSI U3MEHEHUM B JIOKYMEHTBI, COJIEPKAIIUECS B PETUCTPALIMOHHOM JIOChE Ha 3apEeTrUCTPUPOBAHHBIN
JIEKapCTBEHHBIH Mpenapar, B TeYeHHE TPUALIATH pabOuMX JHEU CO THS HACTYIUICHUS dTHX U3MEHEHU;

Unghopmayus 06 usmenenusx:

DedepanvHvim _3akoHom om 22 Oexabps 2014 2. Ne 429-d3 ¢ nynkm 5 cmamvu 32 Hacmoswe2o
DedepanvbHoco 3aKoHA 6HeCeHbl UsMeHeHUs], gcmynarowue 8 cuty ¢ 1 urons 2015 e.

Cm. mekem nynkma 6 npedvloyuieti peoaKyuu

5) OcCyIIeCTBICHHS TOCYIapCTBEHHONW pPErHCTpaldd JIEKAPCTBEHHOIO Mperapara MOja TOProBbIM
HAaMMEHOBAHHUEM 3apPETUCTPUPOBAHHOTO paHEE IOJ JTHM TOPILOBBIM HAMMEHOBAHHEM JIEKAPCTBEHHOIO
npernapara, OTIMYArOIIErocs Ka4eCTBEHHBIM COCTABOM JICHCTBYIOIIHUX BEIICCTB;

Unghopmayus 06 usmenenusx:

Ilynkm 6 usmenen c 15 urons 2018 2. - @edepanvusiii 3akon om 4 uronsa 2018 2. Ne 140-D3

Cu. npedbloyuyio pedaxuyuio

6) OCYIIECTBJICHUS TOCYIaPCTBCHHON PETHCTPALMK OIHOTO M TOTO K€ JICKAPCTBEHHOTO Iperapara
B OTHOIICHHM OJHOTO W TOTO JKE JICpXKaTelis WM BJaJeiblla PErHCTPAIIMOHHOTO YIOCTOBEPEHHUS
JIEKapCTBEHHOTO TIIpernapara B BUJAE ABYX M Oojiee JICKAPCTBCHHBIX IPEHAPaTOB II0J Pa3IUYHBIMU
TOPTrOBBIMH HAUMEHOBaHHSIMHU;

7) BBIHECEHUSI CYIOM PELICHHS O HAPYILICHUH MIPaB MpaBoodiiaaresisi 00beKTOB HHTEIICKTYaIbHOU
COOCTBEHHOCTH TP O0OpaIIEHUH JICKAPCTBEHHBIX CPE/ICTB;

HUnpopmayus 06 usmenenusix:

Dedepanvrvim_3akonom om 22 oexkaops 2014 2. Ne 429-D3 cmamwvs 32 nacmosueco PedepaivHoco
3aKoHa 0ononHena nynkmom 8, gcmynarowum 6 cuiy ¢ 1 urons 2015 .

8) OoTCyTCTBHS JIEKapCTBEHHOTO Tpernapara B oOpaimieHuu B Poccuiickoit denepaiuu B TeueHUe
Tpex u Oornee JeT;

Ungpopmayus 06 usmenenusx:

DedepanvHuim_3axonom om 22 Oexadpsa 2014 2. Ne 429-D3 cmamwvs 32 nacmoswezo PedepanbHo2o
3aKkona oononnena nynkmom 9, ecmynarowum 6 cuny ¢ 1 urona 2015 2.

9) HCBBIMONHEHUS Jep)KaTelieM WIM  BJIQJETbIEM  PErHUCTPAMOHHOTO  YIOCTOBEPEHUS
JIEKapCTBEHHOTO Tpemnapara JM00 yIOJTHOMOYSHHBIM UMHU JIPYTUM IOPUIUYECKUM JTUIIOM MEPOTIPUATUHN TI0
obOecrieueHnI0  0€30MacHOCTH  JIGKAPCTBEHHBIX  MPENaparoB, YCTAaHOBICHHBIX  YMOJHOMOUYEHHBIM
(denepanbHBIM OpraHOM HCITOJHUTEIILHOM BIACTH B COOTBETCTBHHM C YacTIMH 3 U 4 cTaThbl 64 HACTOSIIECTO
denepanbHOTO 3aKOHA, B paMKaxX OCYIIECTBICHUS (papMaKkoHAA30pa;

Ungopmayus 06 usmenenusix:

DedepanvHuim_3axonom om 22 Oexadpsa 2014 2. Ne 429-D3 cmamwvs 32 nacmoswezo DedepanibHo2o
3axoHna dononnena nynkmom 10, ecmynarowum 6 cuny ¢ 1 urona 2015 2.
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10) otkaza pgepxkareist WIM BIaJeNblla PETUCTPAIIMOHHOTO YIOCTOBEPEHUS JIEKapCTBEHHOTO
npenapara JM00 YHNOJHOMOYEHHOTO HMHU JPYroro IOpPUIUYECKOrO JIMIa OT BHECEHHsS W3MEHEHHH B
MHCTPYKILHUIO IO TPUMEHEHHUIO JIEKApCTBEHHOTO TMperapara, KacalolIUXCS HOBBIX MOATBEPKIACHHBIX
JIAHHBIX O TOM, YTO PHUCK MPUYMHEHHUS Bpea 370POBBIO0 YEJIOBEKA WJIU >KMBOTHOTO BCIJIEJCTBHUE TMpHUEMA
JIEKapCTBEHHOTO TMpenapara npeBbIaeT 3PPeKTUBHOCTh €r0 MPUMEHEHUS.

TAPAHT:

Cwm. KOvMmeHnmapuu K cmanibe 32 HacmosAuezco (Dedepaﬂbnoeo 3AKOHA

Crarbs 33. ['ocynapcTBEeHHBIN peecTp JEKapCTBEHHBIX CPENICTB
TAPAHT:

Cwm. Ionoocenue o I'ocyoapcmeennom peecmpe 1eKapCmeeHHbIX cpeocms, ymeepicoenrnoe Munzopaeom
P® [ oexabpsa 1998 2. N 01/29-15

1. TocynapcTBEHHBIH peecTp JEKapCTBEHHBIX CPEACTB COJICPKHUT IEPEYeHb JEKAPCTBEHHBIX
IpernapaToB, MPOIIEANINX TOCYJAapCTBEHHYIO PETHUCTPAIHIO, MepedeHb (hapMaleBTHYECKUX CyOCTaHIUH,
BXOJISIIIIMX B COCTAB JIEKAPCTBEHHBIX MPEMAPaToB, U CAEAYIOIYIO HH(OPMALIHIO:

1) B OTHOIIEHNH JIEKAPCTBEHHBIX MPENApaTOB:

Ungopmayus 06 usmenenusix:

Dedepanvruim 3akonom om 22 doexabpsa 2014 2. No 429-D3 ¢ noonynkm "a" nynkma 1 vacmu I cmamou 33
Hacmosiue2o PedepanbHo20 3aKOHA BHeCeHbl U3MeHeHusl, gcmynaowue 6 cury ¢ 1 urons 2015 a.

Cm. mekem noonvukma 6 npedvloyuiell peoaKyuuu

a) HaMMEHOBaHHE JIEKAPCTBEHHOro mpernapara (MEKIYHAPOIHOE HENATCHTOBAHHOE, WIH
IPYIITUPOBOYHOE, UIIH XUMUIECKOE U TOPrOBOE HAUMEHOBAHHS );

0) nekapcTBeHHas (opMa ¢ yKazaHHEM JTO3MPOBKH JIGKAPCTBEHHOTO Tpernapara 1 ero KOJH4ecTBa B
MOTPEOUTENHCKON YIIAKOBKE;

Unghopmayus 06 usmenenusx:

Ioonynkm "6" usmenen c I auneapsa 2018 e. - @edepanvnvui 3axon om 28 oexkabpsa 2017 2. Ne 425-D3

Cu._ npeduloywyio pedaxyuio

B) HAMMCHOBAHUE JICPKaTelsd WIH BiaJieiblla PETUCTPALIMOHHOIO YIOCTOBEPEHUS JIGKAPCTBEHHOTO
npernapara ¥ CBEICHHS O PETUCTPAIMM JEp)KaTeisl MM BIIaJeiiblla PErMCTPAIIMOHHOTO YI0CTOBEPCHHS
JICKapCTBEHHOTO Tpernapara Juisi MEIMIIMHCKOTO MPUMEHEHHUS B KayeCTBE HAJIOTOILIATE/IbIIMKA B CTPaHE
peructparyu (JUisi POCCUHCKUX FOPUAMYCCKUX JIMI[ - UACHTU(UKAIMOHHBIA HOMEP HAJIOTOIIaTeNIbIIHKa
(MHH), nns mHOCTpaHHBIX FOPUIUYECKUX JIMI[ - CTPaHa PEeruCcTpaIllii, HAMMECHOBAHHE PETUCTPHPYIOIIETO
Oprasa, perucTpalMOHHbIN HOMEp, KOJ HAJIOTOILIATEIIBIINKA B CTPAHEe PErUCTpaluy (MHKOPIIOPAIHH) WK
€ro aHajor);

Hnghopmayus 06 usmenenusix:

Iloonynkm "2" usmenen c 1 sneaps 2018 e. - @edepanvubiii 3akon om 28 dexabps 2017 2. Ne 425-D3

Cm. npedvldyuivio pedakyuio

I') HAUMEHOBAHUE U apeC MPOU3BOJIUTENS JIEKAPCTBEHHOT'O Mpernapara u CBeJICHUsI O PerucTpanuu
NPOM3BOAUTES  JIEKAPCTBEHHOIO  Ipermapara IS  MEIUIMHCKOTO  NPUMEHCHHS B  KayeCTBE
HAJIOTOIUIATENBIIUKA B CTPAHE PETUCTPAIMH (11 POCCUHCKUX FOPUAMUSCKHUX JIUI] - WACHTU(DUKAITMOHHBIN
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HoMmep Hanoromuiatenbimka (MHH), mis uHOCTpaHHBIX IOPUIMYECKUX JIMI[ - CTpaHa PETUCTPALUH,
HAaMMEHOBAaHUE PETHCTPUPYIOIIETO OpraHa, PerucTPallMOHHBI HOMEp, KOJ HAJIOTOIUIaTeNbIIuKa B CTpaHe
perucTpanuy (MHKOPTIOpaIliy) WK €T0 aHaJIoT);

Unghopmayus 06 usmenenusx:

DedepanvHuim 3akonom om 22 dexabps 2014 2. Ne 429-D3 noonynxkm "0" nynkma 1 vacmu I cmamvu 33
Hacmosawe2o DedepanrbHo2o 3aKOHA U3NOHCEH 8 HOBOU pedakyuu, scmynarouiei 6 cuny ¢ 1 urona 2015 .

Cm. meKcm noOnyHKma 6 npedbloyuiell pedaKuyuu

n) (apmakorepaneBTHYECKass TpyNma, KoA JICKAPCTBEHHOTO Ipermapara 10  aHaTOMO-
TEepPaneBTUYCCKO-XUMHUYECKON  Kiaccuukanuyd,  pPEKOMEHJIOBaHHONW  BcemupHO# — opraHuzanmei
3paBOOXPAHEHHUS;

€) MOKa3aHus U MPOTUBOIIOKA3aHUs K IPUMEHEHHUIO JIEKAPCTBEHHOTO Mpenapara;

) N0OOYHBIC ICHCTBUS JIEKAPCTBEHHOTO Mperapara;

3) CPOK FOIHOCTH JIEKAPCTBEHHOT'O Mpernapara;

1) YCIIOBHUSI XpaHEHUS JIEKAPCTBEHHOTO IIperapara;

K) YCIIOBHSI OTIIyCKa JIEKapCTBEHHOTO Mpernapara;

1) HoMep (apMakomeHHOW cTaTbd WM B CIy4ae €€ OTCYTCTBHS HOMEp HOPMATHBHOM
IOKYMEHTAIIUU JINO0 HOPMAaTUBHOIO JOKYMEHTA;

Hnghopmayus 06 usmenenusix:

DedepanvHuim 3akoHom om 22 Oekabpsa 2014 2. Ne 429-D3 ¢ noonynkm "m" nynkma 1 vacmu 1 cmamou
33 nacmosaweco DedepanbHoco 3aKOHA BHeceHbl usMeHneHus, ecmynaowue 6 cuny ¢ 1 uona 2015 2.

Cm. mekcm noonyHKma 6 npeovloviyel peoaKuyuu

M) JaTa roCylIapCTBEHHOW PETrHCTpalH JCKApCTBEHHOTO Iperapara W €ro PeruCTPaldOHHBIN
HOMEp, Jara 3aMEHbl PETHCTPAIMOHHOTO YIOCTOBEPEHHUS JICKAPCTBEHHOTO Iperapara Ha OecCpovHOe
PETUCTPAIIMOHHOE YIOCTOBEPEHHUE JIEKAPCTBEHHOIO TIperapara, aara oaaqn 3asBICHUS O MOATBEPKICHUN
rOCYIapCTBEHHON PErucTpalliy JIGKAPCTBEHHOTO Tperapara, ata OTMEHbI TOCYIapCTBEHHOM PETUCTpaIiK
JICKApCTBEHHOTO TIperapara;

I/Ill¢0pﬂial4u}l 00 UBMEHEHUSIX:

DedepanvHuim 3akonom om 22 Oexabpsa 2014 2. No 429-D3 nynkm 1 wacmu 1 cmamou 33 Hacmosaue2o
Dedepanvrozo 3aKkoHa 0onoaHen noonyukmom "n", gcmynarowum 8 cuny ¢ 1 urons 2015 e.
H) KaueCTBEHHBII COCTaB M KOJUYECTBEHHBIH COCTaB JEHCTBYIOIIUX BEIIECTB M KaueCTBEHHBII

COCTaB BCIIOMOI'aTCJIbHBIX BEIICCTB JICKAPCTBCHHOTO IIpCIIapara,

Hnghopmayus 06 usmenenusix:

Dedepanvruvim 3axkonom om 22 dekabps 2014 2. Ne 429-D3 nyukm 1 wacmu 1 cmamou 33 Hacmosiue2o

".rn

DedepanvrHozo 3akoHa 0ononneH noonynkmom "o", ecmynarowum 6 cuny ¢ 1 uona 2015 2.
0) nHpopMaIs 000 BCeX pa3pelICHHBIX BHIaX BTOPUIHOH (TIOTPEOUTEIIHCKO) YITAKOBKH;

Hnghopmayus 06 usmenenusix:

Iloonynxkm "n" usmenen c 1 mapma 2020 2. - @edepanvusiii 3axkon om 27 oexaops 2019 e. Ne 475-D3

Cm. npedvioviyyio pedaxkuuio
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

M) JaTa TPUHSATUS PEUICHUs O BO3MOXHOCTH paccMaTpHUBaTh JIEKapCTBEHHBIM IpemnapaTr INpu
TOCYIapCTBEHHOW PETUCTPAIMK B Ka4eCTBE OpPaHHOTO JICKAPCTBEHHOTO Mpermapara (Ui JeKapCTBEHHBIX
MpernaparoB AJisi MEAUIIUMHCKOTO IPUMEHEHHUS );

Unghopmayus 06 usmenenusx:

Ioonynkm "p" usmenen ¢ 1 mapma 2020 2. - @edepanvnvui 3axon om 27 oexkabps 2019 2. Ne 475-D3

Cm. npedvioyuyio pedakyuio
p) HaJaM4KMe JIEKApCTBEHHOIO IMperapara B IE€PEYHE >KM3HEHHO HEOOXOIUMBIX M BaKHEMIIHX
JIeKapCTBCHHbIX HpenapaTOB (I[J'ISI HeKapCTBeHHBIX HpenapaTOB I MECOUITMHCKOT'O HpI/IMeHeHI/ISI);

Unghopmayus 06 usmenenusx:

Dedepanvruvim 3axkonom om 22 oekabps 2014 2. Ne 429-D3 nynkm 1 wacmu 1 cmamou 33 Hacmosiue2o
Dedepanvrozo 3akoHa dononner noonywkmom "c"”, ecmynarowum 6 cuny ¢ 1 urona 2015 e.

C) HaJM4Ke B JICKAPCTBEHHOM Mpernapare HapKOTUYECKUX CPEJICTB, MCUXOTPOIHBIX BEHIECTB M MX
MIPEKYPCOPOB, MOJUIekKAIIUX KOHTpoIto B Poccuiickoit denepaliyiv, B COOTBETCTBUU C 3aKOHOAATEIHCTBOM
Poccuiickoit @enepanuu, MexXIyHapOIHBIMU JToroBopaMu Pocculickoit @enepanuu, B TOM unciie EnquHon
KOHBEHIIMEH 0 HapKoThueckux cpeacTtBax 1961 roma m KoHBeHIuel 0 MCUXOTpPOMHBIX BemiecTtBax 1971
rosa;

Ungopmayus 06 usmenenusix:

Dedepanvruvim 3axkonom om 22 oekabps 2014 2. Ne 429-D3 nyukm 1 wacmu 1 cmamou 33 Hacmosiue2o
Dedepanvrozo 3aKoHa 0onoanen noonyukmom "m", ecmynarowum 6 cuny ¢ 1 uionsn 2015 .

T) wuHOpPMAIUS O TOM, SBISCTCS JM JaHHBIA JICKAPCTBEHHBIN TMpemapar peQepeHTHBIM
JICKApCTBEHHBIM IPETIapaToM;

Hnghopmayusi 06 uzsmenenusix:

DedepanvHuim 3akonom om 22 Oekabpsa 2014 2. No 429-D3 nynkm 1 wacmu 1 cmamou 33 Hacmosawe2o
Dedepanvrozo 3akona oononnen noonyukmom "y", ecmynarowum 6 cuny ¢ 1 uronsa 2015 e.

y) CBelIeHHs O TMojaye 3asBICHUS O BHECEHWM M3MEHEHHMH B JIOKYMEHTBI, COAEpKaluecs B
PErUCTPaIMOHHOM JIOChE Ha JIEKapCTBEHHBIN IIpernapar;

&) yrparun cuiy ¢ 1 mapra 2020 r. - DenepanbHbiii 3akoH oT 27 nekadpst 2019 . Ne 475-D3

Hnghopmayusi 06 uzsmenenusix:

Cm. npedvioviyyio pedaxkuuio

Ungpopmayus 06 usmenenusx:

IHloonynxm "x" usmenen ¢ 30 aunsaps 2024 2. - @edepanvusiii 3axon om 30 ausaps 2024 2. Ne 1-D3

Cm. npedvioviyyio pedaxkuuio
X) CPOK BBEIEHUS JICKAPCTBEHHOTO Tpemnapara Jisi BETEPUHAPHOTO MPUMEHEHHUS B TPaXKIAHCKHMA
000poT;

Ungpopmayus 06 usmenenusix:

Ilynkm 1 0ononnen noonynkmom "y" ¢ 30 sneaps 2024 2. - @edepanvusiii 3akon om 30 aunsaps 2024 2. Ne
1-D3

1) wuHbopMalnus O TOM, SABISETCS JHM JaHHBIM JIGKAPCTBEHHBIM mpenapar ophaHHBIM
JIEKapCTBEHHBIM IIpernaparom, UMMYHOOHOIOTHYECKUM JICKapCTBEHHBIM Ipernaparom,
panuodapManeBTHYECKUM JICKAPCTBEHHBIM IpenapaToM, TOMEONaTUYECKUM JEKapCTBEHHBIM IpPEapaToM,

0  Cucrema 10
7 TAPAHT 8/
. 21
0 5
5

A O N


http://ivo.garant.ru/document/redirect/408457419/12914
http://ivo.garant.ru/document/redirect/76829762/331121
http://ivo.garant.ru/document/redirect/408457419/12913
http://ivo.garant.ru/document/redirect/77691574/331120
http://ivo.garant.ru/document/redirect/73355325/101003
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/70826338/125115
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/70826338/125115
http://ivo.garant.ru/document/redirect/2540237/0
http://ivo.garant.ru/document/redirect/2540957/0
http://ivo.garant.ru/document/redirect/2540957/0
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/70826338/125115
http://ivo.garant.ru/document/redirect/5756200/1111
http://ivo.garant.ru/document/redirect/77691574/331116
http://ivo.garant.ru/document/redirect/73355325/101002

®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
MU3MEHEHUSM. ..
OMOJIOrMYeCKUM JIEKApCTBEHHBIM MPENapaToM, BBICOKOTEXHOJIOTMYHBIM JIEKAPCTBEHHBIM TMIperaparoM,
BIEPBBIE 3apETUCTPUPOBAHHBIM B Pocculickoii denepanni B COOTBETCTBUH € HacTosiuM DenepanbHbIM
3aKOHOM WJIM aKTaMH, COCTaBIsIoIUMU ipaBo Coro3a;

2) B OTHOIICHUH (papMaleBTHUECKUX CyOCTaHIIUI:

Hnghopmayus 06 usmenenusix:

Iloonynxkm "a" uzmenen c 30 aneaps 2024 2. - @edepanvruiil 3axon om 30 aneapsa 2024 2. Ne 1-D3

Cm. npedviOyuyto pedakyuro

a) HauMEHOBaHHE (papMarleBTHUECKOW CyOCTaHIIMM (MEXIyHApOJHOE HEMAaTEHTOBAHHOE, WU
IPYNIMPOBOYHOE, WM XUMHYECKOE M TOProBoe HaMMEHOBaHUS), (opMa BbIIycka (C YyKa3aHHEM
JO3UPOBKH (IIPY HAJIMYKN), (PACOBKH U YIIAKOBKH);

Ungpopmayus 06 usmenenusx:

Iloonynxkm "6" uzmenen c 30 aneaps 2024 2. - @edepanvhuiil 3akon om 30 saneaps 2024 2. Ne 1-D3

Cum. npeduloyuyio pedaxyuro

0) HaMMEHOBAaHUE W aJpec IPOM3BOAMUTENS (PapMaleBTHUECCKONW CyOCTaHIMHM (11 POCCHUHCKHUX
IOPUIMYECKUX JIUI - WACHTU(PUKAIMOHHBIA HoMep Hanororuiarenbimuka (MHH), nns wHOCTpaHHBIX
IOPUAMYECKUX JIUI - CTpaHa pPerucTpalii, HAMMEHOBAHUE PETUCTPUPYIOLIETO OpraHa, perucTpalMoOHHbIN
HOMEP, KOJI HAJIOTOIUIATEIbIIMKA B CTPAHE PETUCTPaLuU (MHKOPIIOPAllMK) WK €T0 aHaJjor);

B) CPOK TOJTHOCTH (hapMaIieBTUIECKON CyOCTaHIUY;

I') YCJIOBUS XpaHEHUs (papMaleBTHUECKON CyOCTaHIINH;

o) Homep (QapmakoneidHOW CcTaTbld WJIM B CIydae €€ OTCYTCTBUS HOMEp HOpPMaTHBHOMN
JOKYMEHTAIUH JTM00 HOPMATUBHOTO JIOKYMEHTA;

HUnpopmayus 06 usmenenusix:

Dedepanvruim 3axkonom om 22 oexkabps 2014 2. Ne 429-D3 nynkm 2 wacmu 1 cmamou 33 Hacmosiue2o
Dedepanvrozo 3akoHa dononner noonynkmom "e"”, ecmynarowum 6 cuny ¢ 1 urona 2015 e.

€) Hanuuue (apMareBTUIECKOW CyOCTaHIIMM B IEpPEYHE HAPKOTHUECKUX CPEICTB, ICHXOTPOITHBIX
BEIIECTB M HMX MIPEKypCcOpOB, MOUIeKAlMX KOHTpoito B Poccuiickoit dexepanuu, B COOTBETCTBUU C
3aKoHozarenbCTBOM Poccuiickoit denepanyu, MexayHapoIHbIMU toroBopamu Pocculickont denepanuu, B
ToM unciie EnMHON KOHBEHIIMENH 0 HapKOTHYECKUX cpenctBax 1961 roma u KoHnBeHIMe 0 MCUXOTPOMHBIX

BemrecTBax 1971 roxa.

Hnghopmayus 06 usmenenusix:

DedepanvHuim _3axkonom om 22 oexabpa 2014 2. Ne 429-D3 uacmv 2 cmamvu 33 Hacmosuwe2o
DedepanvbHo2o 3aKOHA URN0NCEHA 8 HOBOU pedaKkyuu, scmynarouiei 6 cuny ¢ 1 urons 2015 a.

Cm. mexcm wacmu 6 npedvloyuieil peoaKyuu

2. ®dapmManeBTHYECKass CYOCTAHIIMS, MPOU3BEICHHAS I Peall3allii, MOXET OBbITh BKJIFOYCHA B
TOCYIapCTBEHHBIH pPEeCTp JIGKAPCTBEHHBIX CPEACTB HA OCHOBAaHUM 3asBJICHHS pa3paboTuvka WIH
MIPOU3BOAMTENS JICKAPCTBEHHOTO CPEJICTBA JIMOO YIIOJHOMOYCHHOTO MMM IOPHJIMYECKOrO JIMIA TIpH
YCIIOBUW TIPOBEACHHUS B OTHOIICHWH TAaKOW (apManeBTHUECKOW CyOCTaHIIMU JKCIEPTH3bI KadecTBa
(dapManeBTHYECCKON CyOCTaHIIMM B IOPSJIKE, YCTAHOBJICHHOM craTheil 34 Hactosmiero denepaabHOro
3akoHa. B oTHOmeHmm (apmaneBTUYECKUX CYOCTaHIIMK, TNPOW3BEACHHBIX [UIS pean3ald, B
rOCYIapCTBEHHOM PeecTpe JICKAPCTBECHHBIX CPEICTB COMCPIKUTCS CIIEAYoIas HHPOpMAaIHs:

Hnghopmayus 06 usmenenusix:
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..
Ilynkm I usmenen ¢ 30 aneaps 2024 2. - Dedepanvuuiii 3akon om 30 auseaps 2024 2. Ne 1-D3

Cum. npedvidyuyro pedaxkyuro

1) HanmMmeHoBaHHME (apMaIeBTHUCCKOW CYOCTaHIMM (MEXIyHApOAHOE HEMAaTeHTOBAHHOE, WIH
IPYNIUPOBOYHOE, MM XHMHUYECKOE W TOProBOE€ HAaMMEHOBaHMA), (opma BBIyCKa (C YKazaHUEM
JIO3UPOBKH (TTPH HATMYNHU ), PACOBKH M YIIAKOBKH);

HUnpopmayus 06 usmenenusix:

Ilynkm 2 usmenen c 1 aneaps 2018 2. - @edepanvusiii 3akon om 28 oexadpsa 2017 2. Ne 425-D3

Cm. npedviOyuyio peoaxyuio

2) HauMEHOBaHUE, apec MPOU3BOAUTENS (hapMaleBTHUECKON CyOCTaHINH, a TAK)KE B OTHOIICHUU
JIEKAPCTBEHHBIX CPEACTB JJII MEIUIMHCKOTO NPHUMEHEHHS CBEACHHUS O PErMCTPAllUd IMPOU3BOAMTEIS
(hapMareBTHIEeCKOM CyOCTaHIIMY B Ka4e€CTBE HAJOTOIUIATENIBINKA B CTPAHE PETUCTpAMH (I POCCUNCKHUX
IOpUIMYECKUX JIMIl - WACHTH(PUKAIUOHHBIN HoMmep Hanoromiarenbimuka (MHH), mis wHOCTpaHHBIX
IOpPUIMYECKHX JIMI] - CTPAHA PETHCTPALUH, HAUMEHOBAHUE PETUCTPUPYIOIIETO OpraHa, PerucTPallMOHHbBIN
HOMEP, KOJI HAJIOTOIUIaTENbIINKA B CTPaHE PETUCTPallMU (MHKOPIIOPALlMY) WK €T0 aHaJIor);

3) CpOK TOMHOCTH (papMaIeBTHUECKON CyOCTaHIUY;

4) ycnoBus XpaHeHus (papManeBTHUECKON CyOCTaHIINM;

5) Homep apMmakomeiHoi cTarbu MO0 B Cllyyae €€ OTCYTCTBUS HOMEpP HOPMAaTHBHOM
JIOKyMEHTAMU WM HOPMATUBHOTO IOKYMEHTA;

6) Hannuue papmareBTUYECKOW CyOCTAaHIIMM B NEPEYHE HAPKOTUYECKUX CPEACTB, TICHXOTPOIMHBIX
BEIIECTB M HUX NPEKypCOpOB, MOJJIekanux KOHTpodto B Poccuiickoit ®enepanuu, B COOTBETCTBUU C
3aKoHozarensCTBOM Pocculickoit denepanyu, MexayHapoaHbIMU forosopamu Pocculickont denepanuu, B
ToM unciie ENMHON KOHBEHIIMENH O HAapKOTHYECKUX cpenctBax 1961 roma u KoHBeHIMEH 0 MCUXOTPOMHBIX
BemectBax 1971 rona;

7) nata BKiroYeHHs (apMaleBTUUYECKON CYOCTaHIIMU B TOCYJApCTBEHHBIM peecTp JIEKapCTBEHHBIX
CPEICTB, /laTa BHECEHUS W3MEHEHWH B JOKYMEHTHI (hapMalleBTHYECKON CyOCTaHIIMHU, JaTa UCKIIOUEHUS
(bapmMalieBTHUECKON CYOCTaHIIMU U3 TOCYAapCTBEHHOTO PeecTpa JIEKAPCTBEHHBIX CPE/ICTB.

3. Ilopsanok BeneHHsI TOCYIapCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPEICTB JJII MEIULMHCKOTO
MIPUMEHEHNS U NOPAIOK BEJECHUS FOCYJaPCTBEHHOIO PEECTPA JIEKAPCTBEHHBIX CPEICTB ISl BETEPUHAPHOIO
NPUMEHEHUS  YTBEPXKIAIOTCS  COOTBETCTBYIOLIUM  YIIOJHOMOYEHHBIM  (hefepaibHbIM  OpraHOM
WCIIOJIHUTEIbHOM BJIACTH.

TAPAHT:

Cn. KOMMeHmapuu K cmanse 33 HacmosAueco @e()epafleOZO 3AKOHA

Ungpopmayus 06 usmenenusx:

DedepanvHvim_3axonom om 22 Oexabps 2014 2. Ne 429-D3 naumenosanue cmamovu 34 Hacmoswe2o
DedepanvbHozo 3aKOHA UZNONHCEHO 8 HOBOU pedaKkyuu, scmynarouiei 6 cuny ¢ 1 urona 2015 a.

Cum. mekem Haumernosanus 8 npedvlovuiell pedaxKuuu
Crarbs 34. BriroueHue B roCyJJapCTBEHHBIN peecTp JTEKapCTBEHHBIX CPEACTB M UCKIIOUEHHUE U3
TOCYIapCTBEHHOTO peecTpa JICKAPCTBEHHBIX CPENCTB (apMarleBTHUECKOW CYOCTAHIINH,
MIPOM3BEICHHOMN IS pean3aiiu

Ungpopmayus 06 usmenenusix:
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
WU3MEHEHUSIM. ..

DedepanvHulm _3akoHom om 22 Oexabps 2014 2. Ne 429-D3 ¢ uacme 1 cmamvu 34 Hacmoawe2o
Dedepanvrozo 3aKkoHa 6HeceHbl usmeHeHus, scmynaiowue 8 cuny ¢ 1 urona 2015 .

Cm. mexem yacmu 8 npedvloyvuiell peoaKuuy

1. Hnsa BrmodeHus ¢apMalleBTHYECKON CyOCTaHIMU, TPOU3BEIACHHOW I pealu3aluu, B

TOCYIapCTBEHHBII peecTp JIEKAPCTBEHHBIX CPEACTB, IPOBOAUTCS IKCIIEPTU3A €€ KaueCTRa.

HUnpopmayus 06 usmenenusix:

Yacmo 2 usmenena c 30 ansapsa 2024 2. - @edepanvusii 3akon om 30 aneaps 2024 2. Ne 1-D3

Cm. npedvioviyyro pedaxkuuio
TAPAHT:

Tonooxcenusa uacmu 2 (8 peoaxyuu Pedepanrvroeo 3axona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npecocmasienus 20CyO0apCmeeHHbIX YCaye npu 00paujenu i1eKapCmeeHHbIX cpedcma Osi MEOUYUHCKO2O0
npumenenus nocpeocmeom EIUC3 u (unu) EILY, npumensiomes c 1 aneapa 2026 e. Pecucmpayuonnvie
YOOCmosepeHus 1eKapCmeeHHblX NPenapamos 0isk MEOUYUHCKO20 NPUMEHEHUs, noomeepicoarowue gaxm
20CYy0apCcmeenHol  pecucmpayuu, Ha OYMAd€CHOM Hocumene U OYOIUKaAmvl  pe2ucmpayuoHHbIX
Y00OCmoGepeHUll J1eKApCMEEeHHbIX Npenapamos Ons MeOuyuHcko2o npumernenus ¢ 1 saneapsa 2026 2. ne
8610a0Mmcsl

Tonoxcenus wacmu 2 (8 peoaxyuu Pedepanrvroeo 3axona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienuss 20Cy0apCmeeHHbIX YCye npu 00paujeHuU 1eKapcmeeHHblx cpeocma OJis 8emepuUHapHo20
npumenenus nocpeocmeom EIIY, npumensiomcsa c 1 saneaps 2026 e. [[yonuxamsi pecucmpayuoHHbIX
y0ocmogepeHUll 1eKapCmeeHHblX Npenapamos 0ns eemepunapno2o npumenenus ¢ 1 auweaps 2026 2. He
8b10a0mcsl

2. DKcnepTu3a KauecTBa yKa3aHHOM B YacTH | HacTosmiel ctaTthbu apMaleBTUYECKON CyOCTaHIINH,
COCTABJICHUE KOMHUCCHUEHN JKCIEPTOB 3aKIIOUEHUI MO pe3ylbTaTaM 3TOM 3KCIEpPTHU3bl, MOANMCAHHE HX
YCUJIEHHBIMHM KBaJIM(ULIMPOBAHHBIMH 2JIEKTPOHHBIMU HOANMUCIMH, HAalpaBJI€HUE JAHHBIX 3aKIIOUYEHUN B
JMYHBIA KaOMHET YIMOJTHOMOYEHHOTO (pefiepaibHOrO OpraHa MCIOJIHUTENBHONW BIAcTU B €IMHOM cucTeme
OCYIIECTBIISIFOTCS B CPOK, HE MPEBBIMIAIONINNA TPHUALIATA paOOuMX JTHEW CO JTHS HANpAaBICHUS B JTUYHBIN
KaOMHET HKCIEPTHOTO YUYPEXJECHUS B €IWHOW CHUCTEME COOTBETCTBYIOILIETO 33JaHMs YIOJIHOMOUYEHHOI'O
denepanbHOrO OpraHa HWCIOJHUTENbHOM BIAacTHU, TMOANKWCAHHOTO YCHUJICHHOW KBaTH(QUIMPOBAHHON
AIIEKTPOHHOM MOJNMHCHIO, U CIENYIOIUX JOKYMEHTOB (CBEICHUN):

Ungpopmayus 06 usmenenusx:

Ilynkm 1 uzmenen c 1 aneaps 2021 2. - @edepanvusiii 3akon om 27 dexadps 2019 2. Ne 478-D3

CMm. npedvldyuivio pedakyuio

1) cBeAcHMsI O Jare MPEIOCTABICHUS W PETUCTPAMOHHOM HOMEpPE JIUICH3WU Ha TPON3BOJICTBO
JIEKapCTBEHHBIX CPEJICTB WM CBEACHUS O JIaT€ MPEAOCTABICHUS U PETUCTPALIMOHHOM HOMEpE 3aKITIOUEHUS
O COOTBETCTBHHM TPOW3BOAMTENS JICKAPCTBEHHBIX CPEACTB TpPeOOBAaHHWSM MPABWI HaJIeKaIeh
MIPOM3BOACTBEHHON MPAKTHKH, BBIIAHHBIX (MIPEIOCTABIEHHBIX) YIIOJHOMOYEHHBIM (hefiepaibHbIM OpPraHOM
WCTIOJTHUTEIILHOW BJIACTH, B CIIyYae, €CIIM MPOW3BOACTBO JICKAPCTBEHHOTO CPEICTBA OCYMIECTBISICTCS B
Poccuiickoit @enepanuu;

Ungpopmayus 06 usmenenusix:

Ilynkm 2 uzmenen ¢ 30 aunsaps 2024 2. - @edepanvhoiil 3axon om 30 aunsaps 2024 2. Ne 1-D3
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

CMm. npedvloyuyio pedaxyuro

TAPAHT:

Tonoocenus nynkma 2 (8 pedaxyuu Pedepanvuoco 3axona om 30 aunsaps 2024 2. Ne 1-D3), kacarowuecs
npedocmasieHus 20Cy0apCmeeHHblX Yciye npu 00paujeHul 1eKapCmeeHHbix cpeocms 0isi MeOUYUHCKO20
npumenenus nocpeocmeom EITUC3 u (unu) EILY, npumensiomes c 1 aneapa 2026 e. Pecucmpayuonnvie
Y0OCmMOoBepeHUsl 1eKapCMBEHHbIX NPenapamos 0l MEOUYUHCKO20 NPUMEHEeHUs, Noomeepicoarowue gakm
20CY0apCmeenHol  pecucmpayuu, Ha OYMAd€CHOM Hocumene U OVOIUKAmMvl  PecUucmpayuoHHbIX
Y0OCmoBepeHUll J1eKApPCMEEHHbIX NPenapamosd Oas MeouyuHckoeo npumernenus c¢ 1 saneapsa 2026 . ne
8b10A0MCSL

Tonoxcenus nynkma 2 (8 pedaxyuu @edepanvrozo 3akona om 30 aunsaps 2024 2. No 1-D3), kacaowuecs
npeodocmasienus 20Cy0apCmeeHHbIX Ycye npu 00paujeHuU 1eKapCcmeeHHblx cpeocma OJisl 8emepUHapHo20
npumenenuss nocpedocmeom EIIY, npumensiomes ¢ 1 sneaps 2026 2. [[yonuxamsl pe2ucmpayuoHHbIX
y0oCcmogepeHull 1eKapCmeeHHbIX Npenapamos 0as eemepunapno2o npumenenus ¢ 1 sueaps 2026 2. He
8610a10MCsl

2) Komusi JOKYMEHTAa, BBIJIaHHOTO YIIOJIHOMOYEHHBIM OpPraHOM CTpaHbl I[POU3BOIUTENS
JIEKapCTBEHHOTO CPENICTBA M MOATBEPIKIAIOIICTO pa3pellIeHHe TPOU3BOICTBA JICKAPCTBEHHOTO CPEACTBA, U
€ro MepeBOj Ha PYCCKUM SI3bIK, 3aBEPEHHBIC B YCTAHOBJICHHOM MOPSJKE, a TAKXKE KOMHS 3aKIIOYCHHS O
COOTBETCTBUU  TPOU3BOAMTENS  JICKAPCTBEHHBIX CPEICTB  TpeOOBAaHUSM  MpaBWUI  HaJAJIeKaIeh
MIPOU3BOACTBEHHON MPAKTHUKH, BBIJAHHOTO YIOJIHOMOYEHHBIM (eiepalbHbIM OPraHOM HCHOJIHUTEIHHON
BJIACTH, JIMOO KOMUSl PEIICHUS YIOJIHOMOYECHHOTO (helepalbHOr0 OpraHa HCIOJHUTEILHON BIACTH O
npoBefieHNH (apMaleBTUUYECKONH MHCIEKIUU MPOU3BOJCTBA JIEKAPCTBEHHBIX CPENCTB ISl MEAULIMHCKOTO
MPUMEHECHUS Ha COOTBETCTBHE TPEOOBAaHUSM MPABUI HAAJEXKAMEH MPOU3BOACTBEHHON MPAKTHKHU
EBpa3uiickoro SKOHOMHYECKOTO COr03a. YKa3aHHbIE JIOKyMEHTHI MpPEICTAaBISIIOTCS B Clly4ae, ecld
MIPOMU3BOJICTBO JIEKAPCTBEHHOI'O CPEJICTBA OCYILECTBISAETCS 3a npenenamu Poccuiickon denepannu;

3) AOKYMEHT, Collep>Kalluil clenyromne cBeeHus o (hapMaleBTUYeCKON CyOCTaHIIUU:

a) HauMeHoBaHue (HapMaIeBTUIECKON CYOCTaHIINH, €€ CTPYKTYpa, OOII1e CBONCTRA;

0) HauMEHOBaHUE U aJIpeC MPOU3BOIUTEIS;

B) TEXHOJIOTHSI TIPOU3BOJICTBA C OMKCAHWEM CTaaUi MPOU3BOACTBA U METOAOB KOHTPOJISI HA BCEX
CTaJAMSIX IPOU3BO/ICTBA;

I') OMKCaHue Pa3pabOTKH Mpoiiecca MPOu3BOICTRA,

J) ONHCAHME KOHTPOJSI KPUTHYECKUX CTaJui TMpolecca MPOU3BOACTBA M IMPOMEKYTOUHON
MPOAYKIIUY;

€) IOKyMEHTAJbHOE TIOATBEPKICHHE (BaJIMIAIMsI) TIPOLIECCOB M (MJIN) MX OIICHKA;

’K) CBOMCTBA U CTPYKTYpa JEHCTBYIOLIUX BEIIECTB;

3) XapaKTepUCTUKa IPUMECEii;

n) crerudukanus Ha HapMareBTUIECKYI0 CYOCTaHIMIO U € 000CHOBaHUE,

K) aHAJIMTUYECKUE METOAMKH, HCIONb3yeMble IPH OCYILIECTBICHUH KOHTPOJIS KadecTBa
(hapMaIeBTUIECKON CYOCTaHIINM;

J) JOKYMEHTAJIbHOE IMOATBEPKICHUE (BalHIalusl) aHATUTHYECKUX METOIUK, HCIOJIb3YEMBIX MPHU
OCYIIECTBIICHUN KOHTPOJIS Ka4yeCcTBa (papMarieBTHIECKO cyOCTaHIuY;

M) pe3yabTaThl aHaIM3a cepuil (hapMalleBTUUECKON CyOCTaHIINY;
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
MU3MEHEHUSM. ..

H) NIEpeYeHb CTaHJAPTHBIX 00pPa3llOB UM BEIIECTB, UCIOIb3YEMBIX MPHU OCYIIECTBICHUU KOHTPOJISA
Ka4yecTBa;

0) OMHCAaHKUE XapaKTEPUCTUK U CBOICTB YIAKOBOYHBIX MAaT€pPUAIOB U YKYITOPOUHBIX CPEICTB;

1) JaHHbIE O CTAOMIBLHOCTH (papMaleBTHUECKON CyOCTaHIINM;

P) CPOK TOJHOCTH;

Ungpopmayus 06 usmenenusx:

Yacmw 2 oononnena nynkmom 4 ¢ 1 aunsapsa 2018 2. - Dedepanvuviii 3axkon om 28 dexabpsa 2017 2. Ne 425-
D3

4) NOKyMEHT, COJIep>Kalliil CBEICHUS O PETUCTPALIMU MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEACTB IS
MEIUIIMHCKOTO TIPUMEHEHHUS! B KauyeCTBE HAJIOTOIUIATENBIIMKA B CTPAaHE PErHUCTparuu (Al POCCUHUCKHUX
IOPUAMYECKUX JIUI - HACHTU(GUKAIMOHHBIA HoMep Hanororuiarenbiuka (MHH), nns wHOCTpaHHBIX
IOPUINYECKHX JIMI] - CTPaHA PETHCTPALUM, HAUMEHOBAHNE PETUCTPUPYIOIIETO OpraHa, peruCTPAIlMOHHBIN
HOMED, KOJI HAJIOTOIIATENbIINKA B CTPaHE PETUCTPALlMU (MHKOPIIOPALIMHI) HITH €r0 aHaJor).

Ungopmayus 06 usmenenusix:

Yacmo 3 usmenena c 30 ansaps 2024 2. - @edepanvusiil 3akon om 30 aneaps 2024 2. Ne 1-D3

Cm. npedviovuyyro pedaxkuuio
TAPAHT:

Tonoowcenua yacmu 3 (6 peoaxyuu Dedepanvroco 3axona om 30 aneapa 2024 2. Ne [-D3), kacarowuecs
npeodocmasienuss 20Cy0apCmeeHHbIX YCiye npu 00paujeHul 1eKapcmeeHHvlx cpeocma 0 MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EITY, npumensromes ¢ 1 ausapsa 2026 o. Pecucmpayuontsie
Y0OCmoBepeHUst 1eKapCMBEEHHbIX NPenapamos 0l MeOUYUHCKO20 NPUMEHEeHUs, NoOmeepicoarowue haxkm
20CYy0apcmeenHou  pecucmpayuu, Ha OYMAdXdCHOM Hocumene U  OYOIUKaAmvl  pecucmpayuoHHbIX
yO0ocmogepeHull 1eKapCmeeHHbIX npenapamos Ojisi MeOuyunckoeo npumenenusi ¢ 1 awmeapsa 2026 2. ne
8610a10MCsl

Tonoowcenua yvacmu 3 (6 pedaxyuu Dedepanvroco 3axona om 30 auneapsa 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX Ycye npu 00paujeHuU 1eKapCcmeeHHblx cpeocma OJis 8emepUHapHo20
npumenenus nocpeocmeom EIILY, npumenstomcs c 1 aneapsa 2026 2. /[ybauxkamel peucmpayuoHHbIX
yOocmogepeHull 1eKapCmeeHHbIX Npenapamos 0as eemepunapno2o npumerenus ¢ 1 sueaps 2026 2. He
8610a10MCsl

3. Jlua mnpoBeneHUs HKCHEPTU3bl KayecTBAa YKA3aHHOM B YacTW | HACTOALIEH CTaTbu
(dapManeBTUYECKONH  CyOCTaHIIMM  3asBHUTEIbh  HAMPABISAET TIOCPEACTBOM  EIMHOTO  TOpTaja B
YIOJTHOMOYEHHBIH  (enepanbHbli  OpraH  UCHOJHUTENBHOW  BIACTH  WJIM  JUYHBIA  KaOMHET
YIOJTHOMOUYEHHOTO (heIepaTbHOTO OPTraHa UCTIOTHUTEILHOW BIACTH B IUHON CUCTEME:

Hnghopmayus 06 usmenenusix:

Ilynkm 1 usmenen ¢ I mapma 2026 2. - @edepanvuviii 3akon om 31 utons 2025 2. Ne 304-D3

Cm. npedvioviyyro pedaxkuuio
TAPAHT:

Tonoocenus nynkma 1 (6 pedaxyuu @edepanvruozo 3axona om 30 aunsaps 2024 2. Ne 1-dD3), kacarowuecs
npedocmasieHus 20Cy0apCmeeHHblX Yciye npu 00paujeHuy j1eKkapCmeeHHblx cpeocms OJisi MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EILY, npumensiomes c 1 aneapa 2026 e. Pecucmpayuonnvie
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U3MEHEHUSIM. ..

YOOCmMoBepeHUst 1eKaApCMBEHHbIX NPenapamos 0l MeOUYUHCKO20 NPUMEHEeHUs, NoOmeepicoarowue haxkm
20Cy0apcmeenHou  pecucmpayuu, Ha OYMAdXCHOM Hocumene U  OYOIUKamvl  pecucmpayuoHHbIX
YOOCmoBepeHUll J1eKAPCMBEHHbIX NPenapamos Oas MeOuyuHckoeo npumernenus c¢ 1 saneapsa 2026 . He
8610a10MCsl

Tonoocenusa nynkma 1 (6 pedaxyuu Pedepanvnozo 3axona om 30 aunsaps 2024 2. Ne 1-dD3), kacarowuecs
npecocmasienus 20Cy0apCmeeHHbIX YCye npu 00paweHul 1eKapCmeeHHbIX cCpeoCcmea 01 6emMepUHaApPHO2O
npumenenus nocpeocmeom EII'Y, npumensiomca c¢ 1 sneapsa 2026 2. /[yonuxamsl pe2ucmpayuoHHbIX
YOOCmOoBepeHUll 1eKapCmeeHHbIX Npenapamos 0jisi 8emepunaprHo2o npumenenus ¢ 1 aueaps 2026 e. ne
8b10aromcsl

1) 3asiBIeHHWE O BKJIIOUYEHUU B TOCYNAPCTBEHHBIH pPEECTp JEKAPCTBEHHBIX CPEICTB JTaHHOMN
(dhapmareBTHYeCKOM CyOCTaHITNH, TIOAMMUCAHHOE YCHIICHHON KBATH(PUITMPOBAHHON DJIEKTPOHHOW MOAMMCHIO
3asiBUTENS, a B Cllydae, €CIM OT MMEHHU 3asBUTENs JCHCTBYET €ro MpeacTaBUTeNb ((hU3MUYECKOe TUI0),
YIOJTHOMOYEHHBIN JEeHCTBOBATh OT UMEHHU 3asBUTEINS HA OCHOBAaHUM JOBEPEHHOCTHU B 3JIEKTPOHHOU Qopme
B MAIIMHOYUTAEMOM BHJIE, MOJMUCAHHOE €T0 YCHUJICHHON KBAIU(DUIIMPOBAHHOMN AIIEKTPOHHOUN MOIMUCKHIO
WM YCUJIEHHOW HEKBAJIU(DHUITMPOBAHHOMN AJIEKTPOHHOM MOIHUCHIO;

Unpopmayus 06 usmenenusix:

Ilynkm 2 usmenen ¢ 30 aneaps 2024 2. - @edepanvuuiii 3akon om 30 auseaps 2024 2. Ne 1-D3

Cm. npedvioviyyio pedaxkuuio
TAPAHT:

Tonoocenua nynkma 2 (6 pedaxyuu Pedeparvrnozo 3akona om 30 aunsaps 2024 2. Ne 1-dD3), kacarowuecs
npeoocmasienus 20CyO0apCmeeHHbIX YCaye npu 0opaujenu 1eKapCmeeHHbIX cpeocma 0si MEOUYUHCKO2O0
npumenenus nocpeocmeom EIVC3 u (unu) EILY, npumensiomes c 1 aneapa 2026 e. Pecucmpayuonnvie
YOocmosepeHus 1eKapCmeeHHblX NPenapamos 0iisk MeOUYUHCKO20 NPUMEHeHUs, noomeepicoarowue gakm
20CY0ApPCMBEeHHOU  pecucmpayuu, Ha OYMAdXNCHOM Hocumene U  OYOIUKAMbBL  PEeUCMPAYUOHHBIX
Y00CmoBepeHUll J1eKApCMEEeHHbIX NPenapamos Ons MeOuyuHcko2o npumernenus ¢ 1 ameapsa 2026 . ne
8610a10Mcsl

Ilonoocenus nynkma 2 (6 peoaxyuu Pedepanvrozo saxona om 30 aneaps 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX YCye npu 00paujeHuU 1eKapcmeeHHblx cpeocma OJis 8emepuUHapHo20
npumenenus nocpeocmeom EIIY, npumensiomcsa c 1 saneaps 2026 e. [[yonuxamsi peucmpayuoHHbIX
y0oCmogepeHUll 1eKapCmeeHHblX Npenapamos 0ns eemepunapio2o npumenenus ¢ 1 aueaps 2026 2. He
8b10a0mcs

2) PEKBU3UTHI IOKYMEHTA, MOATBEPKIAIOIIETO YIUIaTy TOCYIAPCTBEHHOM MOIUIMHBI 32 BKIIFOUECHUE
B TOCYJapCTBEHHBIN peecTp JEeKapCTBEHHBIX CPENCTB (hapmareBTUYeCKol CyOCTaHIUU, TMPOU3BEICHHON
JUIS  peanu3aiiu, JU00 TO0 COOCTBEHHOW WHHUIIMATHBE YKA3aHHBIA JOKYMEHT. YIOJTHOMOYEHHBIN
denepanbHBIE OpraH HCIOMHUTENBHON BIacTH TpoBepsieT (akT YIUIaThl TOCYIAPCTBEHHON MMOILITUHBI
3asBUTEJIEM C WCIOJIb30BaHUEM HH(pOpManuu 00 yIriaTe rocylnapCTBEHHOW MOIUIMHBI, COAEPKAIIEHCs B
TocynapcTBeHHOM MHPOPMAIIMOHHONW CHCTEME O TOCYIAPCTBEHHBIX W MYHHIIMIIANBHBIX IJIaTeXaX, Ha
OCHOBAaHWW TMPEACTABICHHBIX 3asfBUTEJIEM PEKBU3UTOB JOKYMEHTA, TOATBEPXKIAIONIETO  YIIaTy
TOCYIapCTBEHHOMW MOIILINHBL;

Hngopmayus 06 uzsmenenusix:
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DedepanvHuim 3axonom om 22 dexabpsa 2014 2. Ne 429-D3 ¢ nynkm 3 uacmu 3 cmamou 34 nacmosuje2o
DedepanbHo20 3aKOHA GHECeHbl usMeHenus, scmynarowue 8 cury c¢ 1 uons 2015 2.

Cm. mekcm nynkma 6 npeduvloyuieli pedaKyuu
3) AOKYMEHTHI, YKa3aHHbIC B UACTH 2 HACTOSIICH CTaThH,

Hngpopmayus 06 usmenenusx:

Dedepanvhvim _3akonom om 22 oexadps 2014 2. Ne 429-@3 wacme 3 cmamvu 34 Hacmosweco
DedepanbHo20 3aKOHA OONONHeHa nynkmom 4, scmynaowum 6 cuny c¢ 1 urons 2015 2.

4) 3asBieHHME O BblAade paspellieHus Ha BBO3 B Poccuiickyro ®enepainuio KOHKPETHOH HapTuu
HE3aperuCTPUPOBAHHOIO JIEKAPCTBEHHOTO CPENICTBA, IMPEIHA3HAYEHHOTO JUIS MPOBEACHUS YKa3zaHHOU
AKCIEPTU3BI.

Ungpopmayus 06 usmenenusx:

Yacmo 3.1 usmenena c 30 aneaps 2024 2. - Pedepanvhwvii 3axon om 30 aunseaps 2024 2. Ne 1-D3

Cm. npedvioyuyio pedakyuio
TAPAHT:

Tonoowcenusn uwacmu 3.1 (8 peoaxyuu Dedepanrvrnozo 3axkona om 30 ausaps 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienuss 20Cy0apCmeeHHbIX YCiye npu 00paujeHul 1eKapcmeeHHvlx cpeocma 0 MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EITY, npumensiomes ¢ 1 aueapsa 2026 e. Pecucmpayuonmsie
YOOCmMoBepeHUst 1eKaApCMBEHHbIX NPenapamos 0l MeEOUYUHCKO20 NPUMEHEeHUs, Noomeepaicoarowue haxkm
20CYy0apcmeenHou  pecucmpayuu, Ha OYMAdXdCHOM Hocumene U  OYOIuUKamvl  pecucmpayuoHHbIX
YOOCmoBepeHUll J1eKAPCMEEHHbIX NPenapamos Oas MeOuyuHckoeo npumernenus c¢ 1 saneaps 2026 e. He
8610a10MCcsl

Tonoocenus yvacmu 3.1 (8 pedaxyuu Pedepanvrozo 3axona om 30 aunsaps 2024 2. Ne [-D3), kacarowuecs
npeoocmasgienus 20Cy0apCmeeHHbIX YCye npu 00paweHul 1eKapCmeeHHbIX CpeoCcma 01 6emMepUHaApPHO2O
npumenenus nocpedocmeom EIII'Y, npumensiomca c 1 sneapsa 2026 2. /[yonuxamsl pe2ucmpayuoHHbIX
YOOCmOoBepeHull 1eKapCmeeHHbIX Npenapamos 0isi 8emepunaprHo2o npumenenus ¢ 1 aueaps 2026 e. ne
8v10aromcsl

3.1. B cnydae HempeacTaBieHHs C 3adBICHUEM O BKJIIOYEHHHM B TOCYJApPCTBEHHBIM peecTp
JIEKAPCTBEHHBIX  CPEIACTB  (papMalleBTUUECKOW  CYOCTaHIIMM  BBbIIaBaeMBIX  (IIPEIOCTABIISIEMBIX )
YIOJTHOMOUYEHHBIMU ~ (pelepaIbHBIMI  OpTraHAMH  WCTIOJTHHUTEIBHOW BIIACTH JTOKYMEHTOB (CBEIEHUI),
YKa3aHHbIX B OYHKTax 1 W 2 4YacTW 2 HACTOSIIEW CTaTbM, YIOJHOMOYEHHBIN (enepanbHblii opra
UCTIOMHUTENFHOM  BJIACTH  3amlpalinBaeT  yKa3aHHbIE  JOKYMEHTHI  (CBEIEHHS) B TOpSIIKE
MEXXBEIOMCTBEHHOTO HH(POPMAIIMOHHOTO B3aMMO/IEHCTBUS.

HUnpopmayus 06 usmenenusix:

Yacmo 4 usmenena c 30 ansaps 2024 2. - Pedepanvusiil 3akon om 30 aneaps 2024 2. Ne 1-D3

Cm. npedvioviyyro pedaxkuuio
TAPAHT:

Tonoocenua vacmu 4 (8 peoaxyuu Pedepanrvroeo 3axona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npecocmasienus 20CyO0apCmeeHHbIX YCaye npu 0opaujenu 1eKapCmeeHHbIX cpeocma Osi MEOUYUHCKO2O0
npumenenus nocpeocmeom EIVC3 u (unu) EILY, npumensiomes c 1 aneapa 2026 e. Pecucmpayuonnvie
YOocmosepeHus 1eKapcmeeHHblX NPenapamos 0iisk MeOUYUHCKO20 NPUMEHeHUs, noomeepicoarowue gaxm
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
WU3MEHEHUSIM. ..

20CY0apCmeenHol  pecucmpayuu, Ha OYMAdX€CHOM Hocumene U  OVOIUKAmvl  pe2ucmpayuoHHbIX
Y00OCmoGepeHUll J1eKApPCMEEHHbIX Npenapamos Ons MeouyuHcko2o npumernenus c¢ 1 sameapsa 2026 . ne
8b10AOMCSL

Tonoxcenus wacmu 4 (8 peoaxyuu @Pedepanrvroeo 3axona om 30 aneaps 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX Ycye npu 00paujeHuU 1eKapcmeeHHblx cpeocma OJisl 8emepuUHapHo20
npumenenus nocpeocmeom EIY, npumensiomcsa c 1 saneaps 2026 e. [[yonuxamsi pe2ucmpayuoHHbIX
y0oCmogepeHUll 1eKapCmeeHHblX Npenapamos 0ns eemepunapio2o npumenenus ¢ 1 aueaps 2026 2. He
8610a10Mcsl

4. B TeueHue mATH pabOYuX AHEH CO JHS MPHUHATHS 3asBJICHUS O BKIFOUCHWH YKa3aHHOM B 4acTH |
HACTOSIICH CcTaThll (papMarieBTUYECKOW CYOCTaHIIMH B TOCYIapCTBEHHBINA peecTp JIEKAPCTBEHHBIX CPEIICTB
1 JOKYMEHTOB, IEPEUNCICHHBIX B 4acTU | M OYHKTE 2 4acTW 3 HACTOSIIEH CTaTbH, YIMOJHOMOYEHHBIN
(benepanbHBIN OPraH UCTIOTHUTEILHON BIACTH:

1) mpoBOIUT MPOBEPKY MOJHOTHI M JOCTOBEPHOCTH JAHHBIX, COAEPIKAIIUXCA B MPEACTABICHHBIX
3asiBUTEJIEM JIOKYMEHTAX;

2) mpUHUMAET pElIeHHWE O HAMpaBICHWU B OKCIEPTHOE YUYPEKICHHE 3aJaHHs Ha IPOBEICHHUE
AKCIEPTU3bI KauecTBa YKa3aHHOU B YacTH | HacTosied craThil apMalleBTHUYECKON CyOCTaHIIMM WU 00
OTKa3€ B TAKOM HalpaBJICHUY;

HUnpopmayus 06 usmenenusix:

Ilynkm 3 usmenen ¢ 30 aneaps 2024 2. - @edepanvuuiii 3axon om 30 aunseaps 2024 2. Ne 1-D3

Cm. npedvioviyyro pedaxkuuio
TAPAHT:

Tonoocenua nynkma 3 (6 pedaxyuu Pedeparvuozo 3axona om 30 aunsaps 2024 2. Ne 1-dD3), kacarowuecs
npecocmasienus 20CyO0apCmeeHHbIX YCaye npu 0opaujenu 1eKapCmeeHHbIX cpeocmea 0si MEOUYUHCKO2O0
npumenenus nocpeocmeom EIMC3 u (unu) EILY, npumensiomes ¢ 1 aneapa 2026 e. Pecucmpayuonnvie
YO0ocmosepeHus 1eKapCmeeHHblX NPenapamos 0iisk MeOUYUHCKO20 NPUMEHeHUs, noomeepicoarowue gakm
20CY0ApPCMBEeHHOU  pecucmpayuu, Ha OYMAdCHOM Hocumene U  OYOIUKAMbBL  PEeUCMPAYUOHHBIX
Y00OCmoGepeHUll J1eKApCMEEeHHbIX Npenapamosd Ons MeOuyuHcko2o npumernenuss ¢ 1 aneapsa 2026 2. ne
8610a0Mmcsl

Ilonoocenus nynkma 3 (6 peoakyuu Pedepanvrozo saxona om 30 aneaps 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienuss 20Cy0apCmeeHHbIX YCye npu 00paujeHuU 1eKapcmeeHHblx cpeocma OJis 8emepuUHapHo20
npumenenus nocpeocmeom EIIY, npumensiomcsa c 1 saneaps 2026 e. [[yonuxamsi pecucmpayuoHHbIX
y0ocmogepeHUll 1eKapCmeeHHblX Npenapamos 0ns eemepunapno2o npumenenus ¢ 1 auweaps 2026 2. He
8b10A10MC3L

3) HampaBisSeT B JIMYHBIA KaOWHET 3asBUTENS B EIMHOH CHCTEME IOIIHUCAaHHOE YCHIICHHOM
KBaJIM(DUIIMPOBAHHON DICKTPOHHOW MOAMUCHIO YBEIOMIICHHE O MIPUHITOM PEIICHUH WU B Cllydae 0TKasa C
yKa3aHUEM IMPUYHMH TaKOTO OTKa3a.

HUnpopmayus 06 usmenenusix:

Yacmo 4.1 usmenena c 30 ansaps 2024 2. - @edepanvhuiil 3axon om 30 aunsaps 2024 2. Ne 1-D3

Cm. npedvioviyyro pedaxkuuio

TAPAHT:
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
WU3MEHEHUSIM. ..

Tonoocenus yvacmu 4.1 (8 pedaxyuu Pedeparvroeo 3axona om 30 ausaps 2024 2. Ne [-D3), kacarowuecs
npedocmasieHus 20Cy0apCmeeHHblX Yciye npu 00paujeHuy 1eKkapCmeeHHblx cpeocms Oisi MeOUYUHCKO20
npumenenus nocpeocmeom EITUC3 u (unu) EILY, npumensiomes c 1 aneapa 2026 e. Pecucmpayuonnvie
YO0ocmosepeHus 1eKapCmeeHHblX NPenapamos 0iisi MeOUYUHCKO20 NPUMEHeHUs, noomeepxicoarowue gakm
20CY0apCmeenHol  pecucmpayuu, Ha OYMAdx@CHOM Hocumene U  OYOIUKaAmvl  pecucmpayuoHHbIX
Y0OCmoGepeHUll J1eKAPCMEEHHbIX NPenapamos Ons Meouyuncko2o npumernenus c¢ 1 sameapsa 2026 . ne
8b10AOMCSL

Tonooxcenus yacmu 4.1 (8 pedaxyuu @edepanvrozo 3axona om 30 ausaps 2024 2. Ne [-D3), kacaowuecs
npeodocmasienus 20Cy0apCmeeHHbIX Yeye npu 00paujeHuU 1eKapCcmeeHHblx cpeocma OJis 8emepuUHapHo20
npumenenus nocpeocmeom EIILY, npumensiomcsa c 1 saneaps 2026 e. [[yonuxamsi pecucmpayuoHHbIX
yoocmoeepeHull 1eKapCmeeHHblX Npenapamos 0ns eemepunapno2o npumenenus ¢ 1 aueaps 2026 2. ne
8b10a10MC3l

4.1. B cmyyae BBISIBJICHHUS HEIOCTOBEPHOCTH U (WJIM) HEIOCTATOUHOCTH CBEACHHH, COMECPKAIIMXCS
B MPEICTABICHHBIX 3asBHTEIIEM MaTephaliaX, YIOJHOMOYCHHBIN (elepaNbHbIil OpraH HCIIOIHUTEIHHON
BJIACTHU HANpaBiIseT 3asBUTENIO0 MOCPEACTBOM EIMHOTO NopTana WIW B JIMYHBIA KaOWHET 3asBUTENS B
eIMHOW cHucTeMe 3ampoc 00 YTOUHEHMM YKAa3aHHBIX CBEACHHMH, IOAMUCAHHBIM  YCHUJICHHOM
KBATU(UITMPOBAHHOM ICKTPOHHOW MOJIMHCHIO.

HUnpopmayus 06 usmenenusix:

Yacmo 4.2 usmenena c 1 mapma 2026 2. - Pedepanvubiti 3akon om 31 uronsa 2025 2. Ne 304-D3

Cm. npedvioviyyro pedaxkuuio
TAPAHT:

Tonoocenus yvacmu 4.2 (8 pedaxyuu Pedepanrvrozo 3axona om 30 aunsaps 2024 2. Ne [-D3), kacarowuecs
npecocmasienus 20CyO0apCmeeHHbIX YCaye npu 0opaujenu 1eKapCmeeHHbIX cpeocmea 0si MEOUYUHCKO2O0
npumenenus nocpeocmeom EIMC3 u (unu) EILY, npumensiomes ¢ 1 aneapa 2026 e. Pecucmpayuonnvie
YO0ocmosepeHus 1eKapCmeeHHblX NPenapamos 0iisk MeOUYUHCKO20 NPUMEHeHUs, noomeepicoarowue gakm
20CY0ApPCMBEeHHOU  pecucmpayuu, Ha OYMAdCHOM Hocumene U  OYOIUKAMbBL  PEeUCMPAYUOHHBIX
Y00OCmoGepeHUll J1eKApCMEEeHHbIX Npenapamosd Ons MeOuyuHcko2o npumernenuss ¢ 1 aneapsa 2026 2. ne
8610a0Mmcsl

Tonooxcenus yacmu 4.2 (6 pedaxyuu Pedeparvroeo 3axona om 30 aunsaps 2024 2. Ne [-D3), kacarowuecs
npeodocmasienuss 20Cy0apCmeeHHbIX YCye npu 00paujeHuU 1eKapcmeeHHblx cpeocma OJis 8emepuUHapHo20
npumenenus nocpeocmeom EIIY, npumensiomcsa c 1 saneaps 2026 e. [[yonuxamsi pecucmpayuoHHbIX
y0ocmogepeHUll 1eKapCmeeHHblX Npenapamos 0ns eemepunapno2o npumenenus ¢ 1 auweaps 2026 2. He
8b10a0mcsl

4.2. 3asBuTens 00s3aH HAMPaBUTh IIOCPEACTBOM €IMHOTO TIOpTaja B  YIMOJHOMOYEHHBIN
denepanbHBI OPraH UCIOTHUTENHLHOW BIACTH WU JIMYHBIA KaOWMHET YIMOJTHOMOYEHHOTO (elepalbHOTO
opraHa HCIOJHUTEIbHONW BJIACTH B €IUHOW CHUCTEME MOIMHCAHHBIA YCHJIEHHOW KBaTH(QHUIMPOBAHHON
DIIEKTPOHHOW TOMANKCBI0 OTBET HA 3ampOC YMOIHOMOUEHHOTO (heAepaibHOr0 OpraHa HCIOTHUTEIHHOU
BJIACTH B CPOK, HE TPEBBIMIAIONIMN JEBIHOCTa pabOYMX JHEH CO JHS TOJIYyYEHHUS YIIOJIHOMOUYEHHBIM
denepanbHBIM OPraHOM HCTIOTHUTEIHHON BIACTH AJEKTPOHHOTO YBEIOMIICHUS O MONYUYECHUHU 3asBUTEIIEM
nanHoro 3ampoca. Cpok, yka3aHHBIM B HacTH 4 HACTOSINIEH CTaThW, MPUOCTAHABIMBAETCS CO JHS
HaTpaBICHUS 3asSBUTENIO MOCPEICTBOM EAMHOTO MOpTaja WU B JUYHBIH KaOWHET 3asBUTENS B €OUHON
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
MU3MEHEHUSM. ..

CHCTEMe 3ampoca yIOJIHOMOYEHHOTO (eiepaibHOrO OpraHa UCIOTHUTENFHOM BIACTH /10 JAHS HaIlpaBIICHUS
3asBUTENIEM IOCPEICTBOM €IMHOTO TOpTaja B YIOJIHOMOYEHHBIH (enepaabHbIii OpraH MCIOTHUTEIbHOM
BJACTH WJIM JIMYHBIM KaOWHET YHNOJHOMOYEHHOTrOo (efepalbHOr0 OpraHa HCIOJTHUTEIBHOW BIACTH B
€IMHOM cucTeMe OTBeTa Ha JaHHBIM 3alpoC M HE YUYUTHIBAETCA IPU HCUHUCICHMM CPOKa IKCIEPTU3bI
KadecTBa (hapMalleBTUUECKON CyOCTaHIIMH, MPOM3BEACHHON s peanu3anud. B ciydae, eciiu OT UMEHU
3asiBUTENSl JCHCTBYET €ro MpeCTaBUTENb ((hU3MUecKoe JIUI0), YIIOJTHOMOYCHHBIN JIeWCTBOBATh OT HMEHU
3asiBUTENSl HA OCHOBAHWHU JIOBEPEHHOCTH B AJIEKTPOHHOI (popMe B MAIIMHOYMTAEMOM BHJIE, OTBET Ha
JAHHBIM 3aMpoc MOXKET OBITh MOANMCAH YCHJIEHHON KBaTH(DPUIMPOBAHHOHN AIEKTPOHHON MOANKUCHIO JTHOO
YCUIJIEHHOW HEeKBAIU(UIIMPOBAHHOM 3JEKTPOHHON MOITHUCHIO.

Unghopmayus 06 usmenenusx:

DedepanvHulm _3akoHom om 22 oexabdps 2014 2. Ne 429-d3 wacme 5 cmamvu 34 Hacmoswe2o
DedepanvbHozo 3aKOHA U3N0NHCEHA 8 HOBOU pedaKkyuu, scmynarouiei 6 cuny ¢ 1 urona 2015 e.

Cm. mekem wacmu 8 npedviovuyeli pedaxKuuu

5. OcHOoBaHWEM JUIsl OTKa3a B HANPABICHUH B 3KCIIEPTHOE YUPEKICHHUE 3aJaHMsI HA MPOBEICHUC
HKCIIEPTU3bI KAaYeCTBA YKa3aHHOW B YacTH | HACTOSIICH cTaThu (apMalleBTHUECKON CYOCTAHIIMH SBIISICTCS
Here,HCTaBHCHI/Ie I[OKyMeHTOB, yKa3aHHBIX B 4HacCTu 2 HaCTOSIH_[ef/’I CTaThbH, OTCYTCTBI/IG PIH(bOpMaLII/II/I,
MOJATBEPKIAIONICH (hakT yIUIaThl TOCYAapCTBEHHOW TONUIMHBI 3a BKJIIOUEHHE (hapMaleBTHYCCKON
CyOCTaHIMH, MPOU3BEICHHON MJsi pealu3allid, B TOCYIAPCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPENCTB,
HEIPECTaBICHNUE 3asBUTEIIEM B YCTAHOBJICHHBIM CPOK OTBETa HAa yKa3aHHBIM B 4acTu 4.1 Hacrosmiei
CTaThH 3aMPOC YIMOJHOMOYECHHOTO (elepalbHOTO OpraHa WCIOTHUTEIBHOW BIACTH WM MPEICTABICHUE
JIOKyMEHTOB, HE COAEPIKAIINX HCUCPITBIBAIOIIECTO EPEYHS HEOOXOUMBIX CBEICHH.

Hnghopmayus 06 usmenenusix:

Yacmo 6 usmenena c 30 ansapsa 2024 2. - @edepanvhsii 3akon om 30 aneaps 2024 2. Ne 1-D3

Cm. npedvioviyyro pedaxkuuio
TAPAHT:

Tonoocenus vacmu 6 (8 peoaxyuu Pedepanrvroeo 3axona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npedocmasieHus 20Cy0apCmeeHHblX Yciye npu 00paujeHuly 1eKkapCmeeHHblx cpeocms Oisi MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EILY, npumensiomes c 1 aneapa 2026 e. Pecucmpayuonnvie
Y0OCmMOoBepeHUsl 1eKapCmMBeHHbIX NPenapamos 0l MEOUYUHCKO20 NPUMEHEHUs, NoOmeepicoarowue gakm
20CY0apCmeenHol  pecucmpayuu, Ha OYMAdx€CHOM Hocumene U  OYOIUKaAmvl  pecucmpayuoHHbIX
Y0OCmoGepeHUll J1eKAPCMEEHHbIX NPenapamos Ons Meouyuncko2o npumernenus c¢ 1 sameapsa 2026 . ne
8b10AOMCSL

Tonooxcenus wacmu 6 (8 pedaxyuu Pedepanrvroeo 3axona om 30 aneaps 2024 2. Ne 1-D3), kacaowuecs
npeodocmasienus 20Cy0apCmeeHHbIX Ycye npu 00paujeHuU 1eKapcmeeHHblx cpeocma OJis 8emepuUHapHo20
npumeHenus nocpedocmeom EIIY, npumensiomcsa ¢ 1 sneaps 2026 2. [[yonuxamsl pe2ucmpayuoHHbIX
yoocmogepeHull 1eKapCmeeHHblX Npenapamos 0ns eemepunapio2o npumenenus ¢ 1 aueaps 2026 2. ne
8b10a0OMCSL

6. B Teuenue mnsATHamuaTH paboOYMX MAHEW CO JHA TOJIYYEHHS PEIICHUS YIMOJIHOMOUYEHHOTO
denepanbHOrO OpraHa MCIOTHUTEIHLHOW BIACTH O HAINPABICHWH B DKCIEPTHOE YUPEKIACHHE 3aTaHHs Ha
MPOBEICHUE HKCIEPTH3bl KadecTBa YKa3aHHOW B YacTW 1 HacTosAmied crarbu (apMarieBTHIeCKOM
CyOCTaHIMH 3asiBUTENb MPEACTABISET B SKCIIEPTHOE YUPEXKIACHHUE IS MPOBEACHUS JAHHOW SKCIIEPTHU3BI
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..
o0pa3siipl (hapmaleBTUYeCKO CyOCTaHIIMU B KOJIMYECTBE, HEOOXOTUMOM JJisi BOCTIPOM3BEACHUS METO/IOB
KOHTPOJISl KaueCcTBa. DKCIIEPTHOE YUPEKICHUE TPH MOTyUYEeHUN 00pa3IOB YKa3aHHOW B HyacTu | HacTosmei
cTaThi (hapMalleBTUYECKOM CYOCTAHLIMM B TOT K€ JEHb HAMNpaBiseT B JMYHBIM KaOWMHET 3asBUTENS B
€IMHOM cucTeMe yBEJIOMIICHUE, TTOITBEPIKIAIOIIEE MOTYUEHHE 3TUX 00pa3lioB. DTU CPOKU HE BKIIIOUAIOTCS
B CPOK MPOBEJICHUS TaHHOM SKCIIEPTU3BI.

7. Yrparuna cuny ¢ 30 ssaBaps 2024 1. - @enepanbbiif 3akoH oT 30 siuBapst 2024 . Ne 1-O3

Hnghopmayus 06 usmenenusix:

Cm. npedviovyyro pedaxkuuio

Hnghopmayus 06 usmenenusix:

Yacmoe 8 usmenena c 30 saneapsa 2024 2. - @edepanvhviii 3akon om 30 aneapsa 2024 2. Ne [-D3

Cm. npedvioviyyio pedaxkuuio
TAPAHT:

Tonooxcenus wacmu 8 (8 peoaxyuu Pedepanrvroeo 3axona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npedocmasieHus 20Cy0apCmeeHHblX Yciye npu 00paujeHul 1eKapCmeeHHbiX cpeocms 0isi MeOUYUHCKO20
npumenenus nocpeocmeom EITUC3 u (unu) EILY, npumensiomes c 1 aneapa 2026 e. Pecucmpayuonnvie
Y0OCmMOoBepeHUsl 1eKapCMBEHHbIX NPenapamos 0l MEOUYUHCKO20 NPUMEHEHUs, NoOmeepicoarowue gakm
20CY0apCmeenHHol  pecucmpayuu, Ha OYMAd€CHOM Hocumene U OVOIUKAmMbl  PecUucmpayuoHHbIX
Y0OCmoBepeHUll J1eKApCMEEeHHbIX Npenapamos Ons MeouyuHckoeo npumernenuss ¢ 1 saneapsa 2026 . ne
8b10A0OMCSL

Tonooxcenus vacmu 8 (8 peoaxyuu Pedepanrvroeo 3axona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npeodocmasgienus 20Cy0apCmeeHHbIX YCye npu 00paujeHuu 1eKapCcmeeHHblx cpeocma 0Jis 6emepuUHapHo20
npumeHnenus nocpedcmeom EI'Y, npumensiomca c 1 sneapsa 2026 2. /[yonuxamsl pe2ucmpayuoHHbIX
Y0OCmoBepeHUll 1eKapCmeeHHbIX Npenapamos 0ns eemepunapno2o npumenenus ¢ 1 aueaps 2026 2. ne
8b10AOMCSL

8. B cpok, He MpeBbIMANUN MATH paboYnX JHEW CO JHS HalpaBICHHs MOCPEICTBOM EIMHOTO
[moprajga B YINOJHOMOUYEHHBIM (QenepanbHblii OpraH HCHOJIHUTEIHHOW BIACTH WM JIMYHBIM KaOWHET
YIOJTHOMOYEHHOTO (hefiepabHOr0 OpraHa WCIONHUTEIBHONW BIACTH B €IUHOW CHUCTEME 3aKIFOYCHHUS
KOMHUCCUHU DIKCIIEPTOB MO pe3yJbTaraM 3KCIEePTH3bl KayecTBa yKa3aHHOW B 4YacTH | HacTosed craTbu
(dhapMaIeBTUIECKON CyOCTaHIINHU, YITOJIHOMOYCHHBIHN (pe/iepaibHbIi OpraH UCIIOJIHUTEIBHON BIIACTH:

1) ocymiecTBIseT OLIEHKY TAaKOTO 3aKJIIOUEHUS JAJIsl OINpENETeHHs] €r0 COOTBETCTBHSI 3a/laHUI0 Ha
MPOBE/ICHHUE JTAHHOMN KCIIEPTU3HI,

2) mpyUHUMAET pellieHNe O BKIIOUEHUN YKa3aHHOW B YacTH | HacTosIel cTarbu (hapMaleBTuYeCcKon
CyOCTaHIIMM B TOCYIApCTBEHHBIH PEECTp JIEKApPCTBEHHBIX CPEICTB WM pElIeHHEe 00 OTKa3e B TaKOM
BKJIIOYCHHH;

Unghopmayus 06 usmenenusx:

Ilynkm 3 usmenen ¢ 30 aneapsa 2024 2. - Dedepanvuuiii 3axon om 30 aunseapsa 2024 2. Ne 1-D3

Cm. npedvioyuyio pedakyuio
TAPAHT:

Ionoowcenua nynkma 3 (6 peoaxyuu Dedepanvrnozo 3axona om 30 ausaps 2024 2. Ne 1-D3), kacarowuecs
npedoCcmasienus 20CyO0apCmEeHHbIX YCaye npu 00paujenuu 1eKapCmeeHHbIX cpeocme Osi MEOUYUHCKO2O
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
WU3MEHEHUSIM. ..

npumenenus nocpeocmeom EITUC3 u (unu) EILY, npumensiomes c 1 aneapa 2026 e. Pecucmpayuonnvie
Y0OCmo8epeHUsl 1eKapCmMBEeHHbIX NPenapamos 0l MeEOUYUHCKO20 NPUMEHEHUs, Noomeepicoarowue gakm
20CY0apCcmeenHol  pecucmpayuu, Ha OYMAdX€CHOM Hocumene U  OVOIUKamvl  pecucmpayuoHHbIX
Y00OCmoGepeHUll J1eKApPCMEEHHbIX Npenapamos Ons MeouyuHcko2o npumernenus ¢ 1 sameapsa 2026 . ne
8b10AOMCSL

Tonooxcenus nynkma 3 (8 pedaxyuu Pedepanvroco 3axona om 30 ausaps 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX Ycye npu 0opaujeHuU 1eKapcmeeHHblx cpeocma OJisl 8emepuUHapHo20
npumenenus nocpedocmeom EIY, npumensiomcs ¢ 1 sneaps 2026 2. [[yonuxamsl pe2ucmpayuoHHbIX
yOoCmogepeHUll 1eKapCmeeHHblX Npenapamos 0as eemepunapio2o npumenenus ¢ 1 aueaps 2026 2. ne
8610a10Mcsl

3) BHOCHUT TIpU TIPUHSATHW PEUICHUS O BKIIOYCHUM YKAa3aHHOW B YacTW | HACTOAIIEH CTaThu
(dhapMareBTUIECKON CyOCTaHIIMU B TOCYNAPCTBEHHBINH PEECTpP JIEKAPCTBEHHBIX CPEICTB MPEIYyCMOTPEHHYIO
gacTeio 2 crtatbu 33 Hacrtosimero deaepanbHOrO 3akoHa HMH(POPMAIIMIO W HANPABISICT 3asSBUTEIIO
MOCPEJCTBOM EIMHOTO TOpTalia WM B JIMYHBIA KaOWHET 3asBHUTENS B €IUMHONW CHUCTEME BBINUCKY U3
roCylIapCTBEHHOIO peecTpa JIEKAPCTBEHHBIX CPE/ICTB.

Unpopmayus 06 usmenenusix:

Yacme 9 usmenena c 15 uonsa 2018 2. - @edepanvuviil 3axon om 4 uionsa 2018 2. Ne 140-D3

Cm. npeduldyuiyro pedaxyuro

9. OcHoBanueM Ui OTKa3a BO BKIIOYEHMHM YyKa3aHHOW B yacTu |  Hacrosiueu
cTaThy (hapMareBTUIECKON CyOCTaHIIMM B TOCYIAPCTBEHHBINM PEECTp JEKAPCTBEHHBIX CPEICTB SIBISICTCS
3aKJIFOYEHHE COOTBETCTBYIOMIETO YIMOJTHOMOUEHHOTO (helepaibHOr0 OpraHa HCIONHHUTEIHHOU BIACTH O
TOM, YTO Ka4eCTBO (hapMaIieBTUICCKON CYOCTaHITMU HE TIOATBEPKICHO TTOTyYCHHBIMU JaHHBIMHU.

Ungpopmayus 06 usmenenusx:

DedepanvHuim _3axonom om 22 Oexkabpsa 2014 2. Ne 429-D3 cmamwvs 34 nacmosweco PedepanbHo2o
3akona oononnena yacmoio 10, ecmynarowen 8 cuny ¢ 1 uons 2015 2.

10. He momyckaeTcs BKJIIOYEHUE B TOCYAApPCTBEHHBIM PEECTp JICKAPCTBEHHBIX CPEACTB OIHOM
(dapManeBTUYECKON CyOCTaHIIMK, MPOW3BEACHHON ISl peanu3alliil U BBITYCKAEMOW OIHUM M TEM JKe
IIPOM3BOAMTETIEM, B BUJIE ABYX U 00JI€€ PEeeCTPOBBIX 3allUCEH.

Hll¢0pﬂi(1bﬂl}l 00 UBMEHEHUSIX:

DedepanvHuim_3axonom om 22 Oexabpsa 2014 2. Ne 429-D3 cmamwvs 34 nacmosweco @edepanbHo2o
3aKkona oononnena yacmoio 11, gcmynarowieti 6 cuny ¢ 1 uions 2015 a.

11. BHecenune u3MeHeHHI B JOKYMEHTHI Ha (papMaleBTHUECKYIO CyOCTaHIINIO, TIPOU3BEICHHYO IS
peanm3alii ¥ BKJIIOYEHHYIO B TOCYIAPCTBEHHBIH PEeCTp JIGKAPCTBEHHBIX CPEICTB, OCYIIECTBISICTCS B
nopsijike, ycTaHOBIeHHOM craThsiMu 30 w 31 Hactosimero @enepanbHOTO 3aKOHA, C YIUIATOM
rOCYIapCTBEHHOW MOILLIMHBI, MTPEAYCMOTPEHHON 3aKOHO/IATENbCTBOM Poccuiickoit deaepanuu 0 HaJIorax
u cOopax.

Unghopmayus 06 usmenenusx:

Yacmo 12 usmenena c 30 aneapsa 2024 2. - @edepanvhulii 3axon om 30 ausaps 2024 2. Ne 1-D3

Cm. npedvioyuyio pedakyuio

TAPAHT:
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
WU3MEHEHUSIM. ..

Tonoocenus yvacmu 12 (8 pedaxyuu Dedepanvrozo 3axona om 30 ansaps 2024 2. Ne [-dD3), kacarowuecs
npedocmasieHus 20Cy0apCmeeHHblX Yciye npu 00paujeHuy 1eKkapCmeeHHblx cpeocms Oisi MeOUYUHCKO20
npumenenus nocpeocmeom EITUC3 u (unu) EILY, npumensiomes c 1 aneapa 2026 e. Pecucmpayuonnvie
YO0ocmosepeHus 1eKapCmeeHHblX NPenapamos 0iisi MeOUYUHCKO20 NPUMEHeHUs, noomeepxicoarowue gakm
20CY0apCmeenHol  pecucmpayuu, Ha OYMAdx@CHOM Hocumene U  OYOIUKaAmvl  pecucmpayuoHHbIX
Y0OCmoGepeHUll J1eKAPCMEEHHbIX NPenapamos Ons Meouyuncko2o npumernenus c¢ 1 sameapsa 2026 . ne
8b10AOMCSL

Tonoxcenus nynkma 3 (8 pedaxyuu @edepanvrozo 3axona om 30 aunsaps 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX Yeye npu 00paujeHuU 1eKapCcmeeHHblx cpeocma OJis 8emepuUHapHo20
npumenenus nocpeocmeom EIILY, npumensiomcsa c 1 saneaps 2026 e. [[yonuxamsi pecucmpayuoHHbIX
yoocmoeepeHull 1eKapCmeeHHblX Npenapamos 0ns eemepunapno2o npumenenus ¢ 1 aueaps 2026 2. ne
8b10a10MC3l

12. Jlomyckaetcst oOpamieHue (hapMareBTUYECKO CyOCTaHIIMU J0 WCTEYCHHs] CPOKa TOMHOCTH,
MPOW3BEICHHOW I pealu3allid B TEUCHWE CTa BOCBMHIECATH JHEW TOCHe [aThl MPUHSATHUS
YIOJTHOMOYEHHBIM (heiepaabHbIM OPraHOM HCIOJHUTENBHOM BIIACTH PELICHUS O BHECEHUHM M3MEHEHUU B
JOKYMEHTHI Ha (apMaleBTUYECKYI0 CyOCTaHIIMIO, B COOTBETCTBUHM C HMH(pOpMaluel, comepkaiiencs B
JIOKyMEHTaX Ha (hapMalleBTUYECKYIO CyOCTaHIIMIO IO JaThl IPUHATHUS TAKOTO PELICHHUS.

HUnpopmayus 06 usmenenusix:

DedepanvHoim _3axonom om 22 Oexkabpa 2014 2. Ne 429-D3 cmamwvs 34 nacmosweco PedepanbHo2o
3axoHa oononnena yacmoio 13, scmynaiowen 8 cuny c¢ 1 urons 2015 e.

13. Pemenne 00 WCKIIOYEHUH U3 TOCYIAPCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPEICTB
(dapMalneBTUYECKON CyOCTaHIMK, TPOM3BEACHHON JUIS peanu3alid, NPUHUMASTCS YIOTHOMOYEHHBIM
(benepanbHBIM OpraHOM HCIIOJTHUTEIBHOM BJIACTH B CITydae:

1) npencraBieHHMs ~ COOTBETCTBYIOIIUM  YIIOJHOMOYEHHBIM  (pemepanbHBIM  OpraHoOM
UCTIOJIHUTEIILHOW BIIACTH 3aKJIIOYCHHUS O PHUCKE WIM 00 Yrpo3e XH3HH MU 3JJ0POBBIO YEIOBEKa JHOO
JKUBOTHOTO TP MCIIOJIb30BAHUH JICKAPCTBEHHOTO CPEJICTRA;

Ungpopmayus 06 usmenenusix:

Ilynkm 2 usmenen ¢ I mapma 2026 2. - @edepanvuviii 3akon om 31 uions 2025 2. Ne 304-D3

Cm. npedvioyuyio pedakyuio
TAPAHT:

Tonoowcenusa nynkma 2 (6 peoaxyuu Dedepanvrnozo 3axona om 30 ausaps 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienuss 20Cy0apCmeeHHbIX YCiye Npu 00paujeHul 1eKapcmeeHHvlx cpeocma 0 MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EITY, npumensiomesn ¢ 1 ausapsa 2026 e. Pecucmpayuonmvie
Y0OCmMOoBepeHUst 1eKaApCMBEHHbIX NPenapamos 0l MeEOUYUHCKO20 NPUMEHEeHUs, NoOmeepicoarowue haxkm
20CY0apcmeenHou  pecucmpayuu, Ha OYMAdXCHOM Hocumene U  OYOIuKamvl  pecucmpayuoHHbIX
VOOCmogepeHUll 1eKAPCMEEHHbIX NPenapamos Oas MeOuyuHckoeo npumernenus c¢ 1 saneaps 2026 . He
8610a10MCsl

Tlonoocenusa nynkma 2 (6 pedaxyuu Pedeparvrnozo 3axona om 30 aunsaps 2024 2. Ne 1-dD3), kacarowuecs
npecocmasienus 20Cy0apCmeeHHbIX YCye npu 00paweHul 1eKapCmeeHHbIX CpeoCcma 01 6emMepUHAPHO2O
npumenenus nocpedocmeom EII'Y, npumensiomca c¢ 1 sneapsa 2026 2. /[yonuxamsl pe2ucmpayuoHHbIX
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..
yoocmoeepeHull 1eKapCmeeHHbIX Npenapamos 0as eemepunapro2o npumenenus ¢ 1 sueaps 2026 2. He
8610a10MCsl

2) HampaBleHUs pa3padOTYHKOM JIEKapCTBEHHOTO CPEACTBA WM MPOU3BOIUTENIEM JIEKAPCTBEHHOTO
cpencTBa JIMOO YMOJTHOMOYEHHBIM UMU JIPYTUM IOPUIUYECKUM JIUIIOM MOCPEICTBOM EAMHOrO IopTajia B
YIOJTHOMOYEHHBIH  (enepanbHbli  OpraH  UCHOJHUTENHHOW  BIACTH  WJIM  JUYHBIA ~ KaOWHET
YIOJIHOMOYEHHOTO (peIepajIbHOTO OpraHa HCIOJIHUTEIBHOW BIACTH B €IMHOW CHUCTEME MOJIMHUCAHHOTO
YCWJIGHHOW  KBaMM(DUIMPOBAHHOW  DJIEKTPOHHOW  MOANMCHIO  3asBICHHUS 00  HCKIIOUEHUH U3
TOCYIapCTBEHHOTO peecTpa JIGKAPCTBEHHBIX CPEICTB (HapMarleBTUYECKONW CYOCTAHIIMH, MPOU3BEICHHON
JUTs peanuzanuu. B ciydae, ecnu oT IMEHH pa3paboTUHKa JEKapCTBEHHOTO CPEACTBA WU MPOU3BOIUTENS
JICKapCTBEHHOTO CpEACTBA JICWCTBYET €ro MPEICTaBUTENb ((pH3MYecKoe IHI0), YIOJIHOMOYCHHBIH
JIEHCTBOBATh OT UMEHH pa3pabOTuMKa JIEKAPCTBEHHOT'O CPENCTBA WM MPOU3BOAMUTENS JIEKApPCTBEHHOTO
CpEIICTBA Ha OCHOBAHWH JIOBEPEHHOCTH B JIEKTPOHHOW (OopME B MAIMHOYUTAEMOM BHJIE, 3asBICHHE 00
UCKJTIOYEHUH M3 TOCYIapCTBEHHOTO peecTpa JIEKApCTBEHHBIX CPENCTB (hapMalleBTHUECKON CyOCTaHIIMH,
MIPOU3BEICHHOM TSI peaTu3aIii, MOKET OBITh TIOANMCAHO YCUICHHON KBATU(MUITUPOBAHHOM IIEKTPOHHON
MOJHUCHIO JTMOO YCHIIEHHOHM HeKBAIU(DUIIMPOBAHHOM 3JEKTPOHHON MOIMHUCHIO;

3) oTcyTcTBUS papMaIleBTHUECKOW CYOCTaHIINU, POU3BEICHHON I peaan3alui, B 0OpanicHun B
Poccutiickoit ®enepaiinu B TeUCHUE TpeX U Ooee JIeT.
TAPAHT:

Cwm. KOMMmeHnmapuu K cmanise 34 HacmosAuezco (Dedepaﬂbnoeo 3AKOHA

Crarbs 35. Yrparuna cuny ¢ 1 urong 2015

Hnghopmayus 06 usmenenusix:

Cm. mexkem cmamobu 35

Hngopmayus 06 usmenenusix:

Cmamus 36 uzmenena c 1 mapma 2020 2. - @edepanvhbiti 3akon om 27 dexabps 2019 e. Ne 475-D3

Cum. npeduloyuyio pedaxyuro
Crarbst 36. OOxanmoBaHue pemieHHss 00 OTKa3e B BbIJIAYe pa3pelieHusi Ha TPOBEICHUE
KJIMHUYECKOTO HCCIICOBAaHMs JICKAPCTBEHHOTO IIperapara, pemeHus o0 OTKa3e B
TOCYAAPCTBEHHOM pErucTpanuy JIEKAPCTBEHHOIO IIPErapara, 3aKIIYeHUs KOMHUCCUU
HKCIEPTOB IKCIIEPTHOIO YUPEKACHUS WIH 3aKIFOUEHHUS COBETA IO STUKE
Pemienne coOTBETCTBYIOIIETO YIOJIHOMOUYEHHOTO (eIepaabHOr0 OpraHa MCIOJHUTENbHON BIACTH
00 oOTkaze B BbAAYE pa3peUICHUs Ha TNPOBEICHHE KIMHHUYECKOTO HCCIENOBAHUS JIEKAPCTBEHHOTO
npenapara, pelleHHe YKa3aHHOro (elepajabHOro oOpraHa MWCIOJHUTENbHOM BIacTM 00 OTKa3e B
rOCyIapCTBEHHONW PpErucTpaluy JIEKapCTBEHHOIO IIpernapara, 3akJIO4€HHE KOMHCCHM JKCIIEPTOB
HKCIIEPTHOIO YUPEKACHUS WIM 3aKIIOYEHHE COBETa IO ATHKE MOXET OBbITh O0KalOBaHO B MOpPSAKE,
YCTaHOBJIEHHOM 3aKOHOAATeNbcTBOM Poccuiickoit @Denepanuu. 3aKkiIOYEHHE KOMMCCHUU DKCIEPTOB
HKCIEPTHOTO YYPEKACHHUS O B3aMMO3AMEHAEMOCTH JICKaPCTBEHHBIX IIPENaparoB Ui MEIULUHCKOTO
NPUMEHEHUS JIMOO O TOM, YTO JIEKAPCTBEHHBIN IMpenapar Ui MEIUIIMHCKOTO NMPUMEHEHUS HE SBISCTCS
B3aMMO3aMEHSAEMBbIM, MOXET OBbITh OOKAJIOBaHO JepXaTeleM WM BIAJCIbLEM PETUCTPALIMOHHOIO
YAOCTOBEPEHHUs JIEKAPCTBEHHOTO Ipernapara B YHOJIHOMOYEHHBIN (enepaibHblii OpraH UCIOIHUTETbHON
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

BJIACTH, KOTOPBIM MPUBJIEKAET K PACCMOTPEHHUIO YKa3aHHOM kaloObl MOABEIOMCTBEHHBIE €My Hay4dHbIE
opraHu3aii U o0pa3oBaTeNIbHbIE OPraHU3alMK BHICIIETO 00pa30BaHUs, OCYIIECTBISIIONIUE JIEATETbHOCTh
B cdepe oOpalieHus JEKapCTBEHHBIX CPEACTB. 3aKIIOYEHHE KOMHCCHU DKCIIEPTOB AKCHEPTHOTO
yapexeHus, ohOpMICHHOE 110 UTOTaM TePECMOTPa 00’KaTOBAHHOTO 3aKIIFOYCHHS YKCIIEPTa, MOKET OBITh
OCIIOPEHO JIepsKaTelieM WJIN BiaJleblleM PEerHCTPAllMOHHOTO YIOCTOBEPEHHUs JIEKapCTBEHHOTO Mperapara
700 YMOJHOMOYEHHBIM HMMH JIMIIOM B TIOpPSIKE, YCTAHOBJICHHOM 3aKOHOAATEILCTBOM Poccuiickoii
Oenepanuu. [Ipu o6xkanoBaHWM pELICHUS YMOIHOMOYEHHOTO (enepanbHOr0 OpraHa HCIOJIHUTEIbHON
BJIACTH, 3aKJIFOUEHHUS JKCIIEPTa MM KOMUCCHUU SKCIIEPTOB DKCIEPTHOTO YUPEKICHHUS, 3aKIIIOUCHUSI COBETA
M0 ATHKE JIep>KaTellb WIN BIaJelel] PETUCTPAMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO Mpenapara JIubo
YIOJIHOMOYEHHOE MMH JIUIIO BIIpaBe MPEJICTaBUTh PE3YyNIbTAThl SKCIEPTU3bI JICKAPCTBEHHOTO Ipernapara,
MIPOTOKOJIBI MOTYYEHHBIX aKKPEIUTOBAHHBIMH UCTIBITATENLHBIMU JTA0OpaTOpusMu (LIEHTPaMU) Pe3y/IbTaTOB
HCCIICIOBAaHUM, HCIIBLITAHUM.

TAPAHT:

Cm. KOMMeHnmapuu K cmamse 36 HacmosAueco @e@epaﬂbﬂoeo 3dKOHA

Hnghopmayus 06 usmenenusix:

Haumenosanue uzmeneno c 30 ausaps 2024 2. - @edepanvuwiii 3axon om 30 aunsaps 2024 2. Ne 1-D3

Cm. npedviOyuyto pedakyuro
Crarbsa 37. Uudopmarus, CBS3aHHAS C OCYIIECTBICHHEM TOCYIapCTBEHHOW PETHCTPAIlUU WU
perucTpaluy JIEKapCTBEHHBIX IpenaparoB, HHGOpManus O 3aperucTPUPOBAHHBIX
JIEKQpCTBEHHBIX IIpEMaparax M JEKAPCTBEHHBIX IIpEnaparax, HWCKIOYEHHbIX U3
rOCyJapCTBEHHOT'O peecTpa JEKAPCTBEHHBIX CPEACTB

Hngopmayus 06 usmenenusx:

Yacmo 1 usmenena c 30 ansaps 2024 2. - @edepanvhsii 3akon om 30 aneaps 2024 2. Ne 1-D3

CM. npedblOyuyio pedaxyuro

1. CoOTBETCTBYIOIIUI YIIOJIHOMOUYEHHBIH (enepaabHblii OpPraH HUCIOJHUTEIBLHON BIIACTH
pasMmeniaer Ha CcBoeM oduuMaIbHOM caiite B cetn "MHTepHer" wuH(OpMaIuio, CBA3aHHYIO C
OCYIIECTBICHUEM TOCYJapCTBEHHOM PETUCTpPalliy WM PETUCTPALMU JIEKAPCTBEHHBIX MpEnaparoB, B TOM
qucae MPOBENEHHEM OHKCIEPTU3bl JICKAPCTBEHHBIX CPEICTB (BKIIIOYAs peE3ylbTaTbl €€ IPOBEACHUs),
MHGOPMAIMIO O 3apETUCTPUPOBAHHBIX JICKAPCTBEHHBIX IMperaparax M JIEKApCTBEHHBIX Ipernaparax,
UCKJIIOYEHHBIX W3 LOCYIapCTBEHHOIO DEecTpa JIEKApCTBEHHBIX CPEACTB, HE IO3HEE YEM 4epe3 IIITh
pabouux AHEWH CO NIHS MOJyYyeHUs YIMOJIHOMOYEHHBIM (efepalibHbIM OPraHOM HCHOJTHHUTEIHLHOW BIACTH
COOTBETCTBYIOIIEH HHPOPMAITUH.

Hngopmayus 06 usmenenusix:

DedepanvHvim_3akonom om 22 Odexabps 2014 2. Ne 429-D3 ¢ uwacme 2 cmamvu 37 Hacmosujeeo
DedepanvbHozo 3aKOHA 6HeCeHbl U3MeHeHUs, gcmynarowue 8 cuty ¢ 1 urons 2015 .

Cm. mexem yacmu 6 npedvioyuieli pedaxyuu
2. Cpoku M TOpSAAOK pa3MelIeHHs YyKa3aHHOM B 4acTu | HacTosed crartbil HH(OpMaIuu
YCTaHABJIMBAIOTCS YIOJTHOMOYEHHBIM (eepaibHbIM OpraHOM HCHOJHUTENBbHOW Biactd. MHpopmanus,
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

yKa3aHHas B 4acTH | HAcTOsIIeW CTaThH, SBISETCS OTKPHITOW M OOMIETOCTYMHOW M MpPENOCTaBIIETCS
3aMHTEPECOBAHHBIM JIMI[AM B COOTBETCTBHH C 3aKOHOAATEILCTBOM Poccuiickoit @enepanuu.

TAPAHT:

Cm. KOMMeHnmapuu K cmamse 37 HacmosAueco @e@epaﬂbﬂoeo 3dKOHA

I'naBa 7. KimHunuyeckue ucc/ie0BAHNS JIEKAPCTBEHHBIX NPENapaToB /sl MeIUINHCKOT0
NpUMeHeHHUs, 10r0BOP 00 UX NMPOBEIeHUH, PABA NAIUEHTOB, Y4aCTBYIOIINX B 3THX
HCCJIeI0BAHUSAX

Crarbs 38. KimnHuueckue wuccienoBaHus JIEKAPCTBEHHBIX MpENaparoB [Uisi MEIUIIMHCKOTO
MPUMEHEHUs

Hnghopmayus 06 usmenenusix:

Yacmo 1 usmenena c 30 ausapsa 2024 2. - @edepanvhsii 3akon om 30 aneaps 2024 2. Ne 1-D3

Cm. npedviOyuyto pedaKyuro

1. Knunuyeckne uccae0BaHus JCKApCTBEHHBIX MPENaparoB Ui MEJUIIMHCKOTO MPUMEHEHHS, B
TOM YHCJIE€ MEXIyHapOJHble MHOTOIIEHTPOBBIE, MHOTOLIEHTPOBbIE, TTOCTPETUCTPAIIIOHHBIE, TPOBOAATCS B
OJIHOM MJIM HECKOJIbKMX MEIMLMHCKUX OPTaHU3alMsIX B CIEAYIOIUX LEIAX:

1) ycraHoBieHune 6e30MacHOCTH JIEKAPCTBEHHBIX MPENapaToB JIsl 3710POBLIX JOOPOBOJIBLIEB U (HIIN)
NEPEHOCUMOCTH MX 3710pPOBBIMHU TOOPOBOJIBIIAMH, 32 UCKIIOYCHUEM TAKUX HCCIICAOBAHHUN JIEKAPCTBEHHBIX
MpernaparoB, MPOU3BEACHHBIX 3a npeaenamu Poccuiickoit @eaepanuu;

2) moadop ONTHMAIBHBIX JO3MPOBOK JICKAPCTBEHHOTO Iperapara U Kypca Je4eHHUs I MallueHTOB
C OIpeneneHHbIM 3a00JieBaHUEM, ONTUMAIbHBIX /103 U CXEeM BaKIMHAIMM HMMYHOOHOJIOTHYECKUMU
JIEKapCTBEHHBIMHU IperapaTaMy 37I0POBBIX 100POBOJIBIIEB;

3) ycraHoBieHHe 0€30IaCHOCTH JIEKapCTBEHHOTO Mpenapara U ero 3(pQpexTUBHOCTH ISl TAllUeHTOB
C OmpeAeNeHHbIM 3a0oneBaHueM, NpoPUIAKTHYECKOH A(PPEKTUBHOCTH HUMMYHOOHMOJIOTHMUYECKUX
JIEKapCTBEHHBIX MPEMapaToB AJis 3J0POBBIX 100POBOIBIIEB;

4) nzyyeHre BO3MOXHOCTH PACIIUPEHUS MTOKA3aHUH I MEAULIUHCKOTO MPUMEHEHHSI U BBISIBIICHHS
paHee HeU3BECTHBIX MMOOOYHBIX JEHCTBHI 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB.

Hngopmayus 06 usmenenusix:

Cmamus 38 oononnena uacmoio 1.1 ¢ 30 sneaps 2024 e. - Dedepanvusiii 3akon om 30 saneaps 2024 2. Ne
1-D3

1.1. KnuHuueckue MccieAoBaHusl JIEKapCTBEHHBIX IMPENapaToB JJs MEAMIIMHCKOTO MPUMEHEHHS
MPOBOJSITCS. B COOTBETCTBUU C TMPaBWIAMHM HaJJIeKalleH KIMHUYECKOW TPAKTUKHU, YTBEPKICHHBIMU
EBpa3uiickoil 5JKOHOMUYECKOM KOMUCCHUEH.

Unghopmayus 06 usmenenusx:

Yacmo 2 usmenena c 30 ansaps 2024 2. - @edepanvusiil 3akon om 30 aneaps 2024 2. Ne 1-D3

Cm. npedvioyuyio pedakyuio
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
MU3MEHEHUSM. ..

2. B oTHOIIEHNH BOCIIPOU3BEICHHBIX JEKAPCTBEHHBIX NPENaparoB Al MEAUIIMHCKOTO TPUMEHEHUS
IIPOBOJATCS UCCIEI0BaHUS OMO3KBUBAICHTHOCTH U (WJIM) TEPAeBTUYECKONW 3KBUBAJIEHTHOCTH B MOPSIZIKE,
YCTaHOBJIEHHOM aKTaMH, COCTaBISIFOIIMMH TTpaBo Coro3a.

3. OpraHuzanuio NpOBEACHUS KIMHUYECKUX HCCIIEIOBAaHUN JIEKAPCTBEHHOIO Ipenapara s
MEIMIIMHCKOTO MPUMEHEHHSI BIIPABE OCYIIECTBIIATD:

1) pa3paboTumK JIeKapCTBEHHOTO Mperapara Wid YIOITHOMOYEHHOE UM JIUIIO;

Hnghopmayus 06 usmenenusix:

Dedepanvruim_3axonom om 2 uiona 2013 2. N 185-D3 nynkm 2 uyacmu 3 cmamvu 38 nacmoswezo
DedepanvbHo2o 3aKOHA U3NOHCEH 8 HOBOU pedakyuu, egcmynarouteli 8 cuny ¢ 1 cenmsabdpsa 2013 2.

Cm. mekcm nyHkma 6 npeoblovulell peoaKyuu
2) oOpa3oBareibHbIE OpPraHM3alMd BBICIIEr0 00pa30BaHMs, OPraHW3alMK JIOTOJHUTEIHLHOIO
npodeccHOHAIBHOTO 00pa30BaHUS;

Unghopmayus 06 usmenenusx:

Ilynkm 3 usmenen c 30 aneaps 2024 2. - Pedepanvhwviil 3axon om 30 anseaps 2024 2. Ne 1-D3

Cm. npedvioyuyio pedakyuio
3) Hay4YHBIE OpraHU3alMH.

I/Ill(ﬁopﬂilﬂﬂl}l 00 UBMEHEHUSIX:

Dedepanvrvim _zakowom om 13 wuwona 20152 Ne 241-D3 ¢ uacmv 4 cmamwvu 38 Hacmosweeo
DedepanvbHozo 3aKOHA 6HECeHbl USMEHEHUS]

Cm. mexkem yacmu 6 npedwvloyuieti peoaKyuy

4. KnuHuYeckue HCCIEIOBaHUS JIEKapCTBEHHOTO Mpernapara i MEIULIMHCKOTO MPUMEHEHUs
MPOBOJATCA HAa OCHOBAHMUHU pa3pelleHUs Ha MPOBEICHHE KIMHUYECKOTO HCCIIENOBAaHUS JIEKApCTBEHHOTO
mpemapara, BBIJAHHOTO  YIOJTHOMOYEHHBIM  (peepanbHBIM  OpPTaHOM  HMCIIOJHHUTEIHHOW  BIIACTH.
VYronmHoMoueHHbIN (penepanbHbId OpraH WCIIONHUTEIBHON BIIACTH BEACT PEECTP BBIAAHHBIX pa3pelieHui
Ha MPOBEJACHUE KIMHUYECKUX HCCIIEAOBAHMM JIEKApCTBEHHOTO IMpernapara, COAepX alluil yKa3aHue Ha HX
LeJb WM 1IeTTU, B YCTAHOBJIEHHOM 3THM OPTraHOM MOPSJIKE.

5. ¥Ytparuna cuny ¢ 1 utons 2015 .

I/Ill(ﬁopﬂilﬂﬂl}l 00 UBMEHEHUSIX:

Cm. mexcm yacmu 5 cmamou 38

6. K opranuzanmum mnpoBefeHHs] KIMHUYECKUX HCCIEI0BAaHUI JIEKapCTBEHHOTO Mpernapara JUist
MEIHMIIMHCKOTO TMPUMEHEHHUS Pa3paOOTYMKOM JICKApPCTBEHHOTO Tpemapara MOTYT IPHUBIEKATHCS
IOpUAMYECKHE JIULA JTF000M OpraHrn3allMOHHO-IIPABOBOM (DOPMBI IIPH YCIOBHH OOECIICUEHUSI COOTBETCTBUS
ATHX UCCIICOBAaHUHN TpeOOBaHMIM HacTosero deaepaibHOro 3aKOHA.

7. Ytparuna cuny ¢ 30 aaBaps 2024 . - PenepanbHbliii 3akoH oT 30 ssuBaps 2024 . Ne 1-D3

Hnghopmayus 06 usmenenusix:

Cm. npedvioviyyio pedaxkuuio

Hnghopmayus 06 usmenenusix:

Yacmo 8 usmenena c 30 ansaps 2024 2. - @edepanvusiil 3akon om 30 aneaps 2024 2. Ne 1-D3

Cm. npedviovyyio pedaxkuuio
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

8. IlepeyeHb MEAMIIMHCKHX OpraHM3alMii, MPOBOMALIMX KIUHUYECKHE HCCIIEIOBaHUS
JIEKapCTBEHHBIX TMpEnaparoB i MEAUIIMHCKOTO MPUMEHEHUs, M PEecTp BBIJIAHHBIX pa3penieHudl Ha
MPOBEJCHUE KIMHUYECKUX HCCIEOBAaHUM JIEKQpPCTBEHHBIX IMPENaparoB  OMYyOJHMKOBBIBAIOTCS U
pa3MeNIarTcs YIOTHOMOYEHHBIM ()eIepabHBIM OPTaHOM HCIIOTHUTEILHON BIACTH B YCTAHOBICHHOM MM
MOPsIIKE Ha CBoeM oduIranbHOM caiite B cetr "HTepHET".

TAPAHT:

Cwm. KOvMmeHnmapuu K cmanibe 38 HacmosAuezco (Dedepaﬂbnoeo 3AKOHA

Unghopmayus 06 usmenenusx:

Dedepanvrvim_3akonom om 22 oekaops 2014 2. Ne 429-D3 cmamwvs 39 nacmosweco Dedepanivioco
3AKOHA U3N0JCEHA 8 HOBOU pedaKkyuu, gcmynarueli 6 cury ¢ 1 urons 2015 .

Cm. mekem cmambu 8 npedbloviyell pedaxKuuy
Crarbs 39. Pemenue o mpoBecHIH KIMHUYSCKOTO UCCIICAOBaHMUS JICKApCTBEHHOTO Mpernapara Jiis
MEIMIIMHCKOTO MMPUMCHCHHS
1. KimHudeckoe HCCIeIOBaHHME JIEKAPCTBEHHOTO Tperapara Ui METUIIMHCKOTO TPUMEHEHUSs
IIPOBOJIUTCSA HAa OCHOBAaHUM pa3peIICHHsS Ha MPOBEACHHE KIMHUYCCKOTO HCCIICAOBAHUSA JICKAPCTBEHHOTO
npernapara, BbBIIAaHHOTO YIOJHOMOYEHHBIM (pefepabHbIM OpPTraHOM HCIIONHUTEIBHONW BJIACTH IO
pe3yibraTaM AKCHEPTH3Bl JOKYMEHTOB, HEOOXOMUMBIX JUIS TONYYCHHS pa3peliecHHs Ha MPOBEICHHE
KIIMHUYECKOTO MCCIIEOBAHUS JIGKAPCTBEHHOTO Iperapara U 3TUYECKOU IKCIIEPTU3HIL.

HUnpopmayus 06 usmenenusix:

Yacmo 2 usmenena c 30 aneaps 2024 2. - @edepanviviii 3akon om 30 aneapsa 2024 2. Ne [-D3

Cm. npedvioviyyro pedaxkuuio
TAPAHT:

Tonoocenua vacmu 2 (8 peoaxyuu Pedepanrvnoeo 3axona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npecocmasgienus 20CyO0apCmeeHHbIX YCaye npu 0opaujenu 1eKapCmeeHHbIX cpedcma Onsi MEOUYUHCKO2O0
npumenenus nocpeocmeom EIUC3 u (unu) EILY, npumensiomes c 1 aneapa 2026 e. Pecucmpayuonmvie
YOOCmosepeHus 1eKapCmeeHHblX NPenapamos 0isk MeEOUYUHCKO20 NPUMEHEHUs, noomeepicoarowue gaxm
20CYy0apCcmeenHol  pecucmpayuu, Ha OYMAdCHOM Hocumene U OYOIUKaAmvl  pe2ucmpayuoHHbIX
Y00OCmoBepeHUll J1eKApCMEEHHbIX NPenapamosd Ons MeOuyuHcko2o npumernenus c¢ 1 sameapsa 2026 . ne
8b10AOMCSL

2. Jlng momydeHusl pa3pelieHus Ha TPOBEACHUE KIMHUYECKOTO WCCIIEAOBaHUS JIEKAPCTBECHHOTO
mnpemnapara Juisi MEAMIIMHCKOTO MPUMEHEHHUS 3asBUTENb HAMpaBiseT MOCPEACTBOM EAMHOrO IopTaja B
VIOJTHOMOYEHHBIH  (enepanbHBli  OpraH  UCHOJMHUTENBHOW  BIACTH WM  JIUYHBIA  KaOWHET
YIOJIHOMOYEHHOTO (heiepaibHOr0 OpraHa UCIIOIHUTENBHOM BIACTH B €JUHON CUCTEME:

Hnghopmayus 06 usmenenusix:

Ilynkm I usmenen ¢ 1 mapma 2026 2. - @edepanvubiii sakon om 31 uronsa 2025 2. Ne 304-D3

Cm. npedvldyuivio pedakyuio

1) 3asBJIeHKE O BBIAYC Pa3pEIICHUS HA MPOBEACHUE KIMHUYECKOTO UCCIICIOBAHUS JICKAPCTBEHHOTO
npemnapara Ui MEAMIMHCKOTO NPUMEHEHHUS, [OAIMHCAHHOE YCHICHHONH KBaIH()UIIUPOBAHHOM
BJIGKT[QOHHOP’I OOAITMCHIO 3asABUTCIIS, 4 B cnyqae, €CJIN OT UMCHU 3asABUTCJIIA ﬂeﬁCTByeT cro HpeﬂCTaBI/ITeJIb
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
MU3MEHEHUSM. ..
(pusnyeckoe MUI0), YIOTHOMOYEHHBIN IEHCTBOBATH OT UMEHH 3asBUTENSl HA OCHOBAaHUH JOBEPEHHOCTU B
AIIEKTPOHHOH (hopMe B MAIIMHOYMTAEMOM BHJIE, TOANMCAHHOE €ro YCHJICHHOW KBAIH(UIIMPOBAHHOM
AIIEKTPOHHOM MOANKCHIO WU YCUIICHHON HEKBaTH(PUIIMPOBAHHON 3JIEKTPOHHOI MOAINKUCHIO;

2) yrpatui cuity ¢ 30 suBaps 2024 1. - @enepanbsblil 3akoH oT 30 ssHBapst 2024 r. Ne 1-03

Hnghopmayus 06 usmenenusix:

Cm. npedviovyyro pedaxkuuio
3) TpOTOKON KIMHUYECKOTO HCCIIEIOBaHUs JIGKAPCTBCHHOTO Mperapara s MEIUIIHHCKOTO
HpI/IMeHCHI/ISI;

Hnghopmayus 06 usmenenusix:

Ilynkm 4 usmenen c 1 cenmsabps 2024 2. - @edepanvusiii 3akon om 30 saueaps 2024 2. Ne 1-D3

Cm. npedvloyuyio peoaxyuro

4) Opourtopy uccienoBatens (i 3aperuCTPUPOBAHHOTO JIEKAPCTBEHHOTO Mperapara JI0ImyCTUMO
3aMEHHUTh OI00PEHHOM 00IIEeH XapaKTepUCTHUKOH JIEKapCTBEHHOTO TIpernapaTa, eCciii TaKoH JIeKapCTBEHHBIH
mperapar 3aperucTpupoOBaH B COOTBETCTBUU C aKTaMH, COCTaBIISIFOIMMHE 1paBo Coro3a, M ero MPUMEHEHHE
B KJIMHUYECKOM HCCJICIOBaHUM HE MPOTHBOPEYUT OMOOPEHHOW OOIIEH XapaKTepUCTHKE JICKApCTBEHHOTO
mpermapara Jyisi MeJUITMHCKOTO IPUMEHEHYS ),

5) uHOpPMAIIMOHHBIH JTUCTOK MAIUEHTA,

6) cBeneHUs 00 OMBITe PAbOTHI MCCIIEIOBATENCH TIO0 COOTBETCTBYIOIIMM CHCIHAIBLHOCTSIM U UX
OIBITE PAOOTHI IO IPOBEICHUIO KIIMHUYECKUX HCCIICIOBAaHUI,

7) yrparun cuiy ¢ 30 siuBapst 2024 1. - @enepanbhbiii 3akoH ot 30 stHBapst 2024 1. Ne 1-D3

Ungpopmayus 06 usmenenusix:

Cum. npedbloyuyio pedaxyuro
8) yrparun cuiy ¢ 30 siuBaps 2024 r. - enepanbHbiii 3akoH oT 30 suBaps 2024 . Ne 1-D3

Hnghopmayusi 06 uzsmeneHusix:

CMm. npedvldyuivio pedakyuio

9) KOIMHUIO JOroBOpa 00S3aTeIBHOIO0 CTPAXOBaHUS, 3aKIFOYCHHOTO B COOTBETCTBHHM C THIIOBBIMHU
OpaBUiIaMy  00S3aT€IbHOTO  CTPaxXOBaHMsI, C YKAa3aHHUEM TIPEICIbHON YHCIICHHOCTH TalMEHTOB,
yqaCTBYIOHII/IX B KIIMHUYCCKOM HCCJICI0OBAHNU J'ICKapCTBeHHOFO HpenapaTa gt MEOUIIMHCKOTI'O
NPUMEHCHHUS;

Hngpopmayus 06 uzmenenusix:

Ilynkm 10 usmenen c 1 cenmabps 2024 2. - Dedepanvuuiii 3axon om 30 aunsapsa 2024 2. Ne 1-D3

Cm. npedvioyuyio pedaxkyuro
10) undopmanmio O cocTaBe JEKapCTBEHHOIO Ipemnapara Jjsi MEIUIUHCKOrO IpHUMEHeHus (3a
UCKJTIOYEHHEM OMOJIOrMYECKUX JIEKAPCTBEHHBIX MPENaparoB);

Ungpopmayus 06 usmenenusix:

Ilynkm 11 usmenen c I cenmabpa 2024 . - @edepanvhuiii 3axon om 30 saneaps 2024 2. Ne 1-D3

Cm. npedviovyyro pedaxkuuio
11) MOKYMEHT, COCTaBJCHHBINA MPOU3BOJUTENIEM JIEKAPCTBEHHOIO Mpenapara Uis METUIIMHCKOTO
NPUMEHEHHS M COJEep’KallMil moKa3aTenu (XapaKTEpUCTUKM), a TaKXKe CBEICHUS O JIEKAPCTBEHHOM
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mpemapare  Juis  MEOUIIMHCKOTO TMPUMEHEHHs, TPOU3BEACHHOM [UIsl TMPOBENEHUS KIMHUYECKUX
MCCIIEIOBAHNM (32 UCKITIOUEHHEM OMOJIOTHYECKHX JIEKaPCTBEHHBIX MIPENaparoB);

Hnghopmayus 06 usmenenusix:

Yacmo 2 oononnena nynkmom 11.1 ¢ 1 cenmsabps 2024 2. - @edepanvhuiii 3axkon om 30 aneapsa 2024 2. Ne
1-®3

11.1) nOKyMEHTBI M CBEIEHHUS, MPEAYCMOTpPEHHbIE IIpaBWJIaMU IIPOBEICHUS HCCIEI0BaHUI
OMONIOTUYECKUX JIEKApCTBEHHBIX CpelNCcTB EBpasuiickoro 3KOHOMHMYECKOTO CO103a, YTBEP)KICHHBIMU
EBpazniickoli 5KOHOMUYECKON KOMUCCHEN;

Hnghopmayus 06 usmenenusix:

Ilynkm 12 uzmenen c 30 saneaps 2024 2. - @edepanvusiii 3akon om 30 sausaps 2024 2. Ne 1-D3

Cm. npedvloyuyio peoaxyuro

12) cBenenust 0 nate MPEAOCTABICHUS] U PETUCTPAIMOHHOM HOMEpE JIMIIEH3UU Ha MPOU3BOJICTBO
JIEKapCTBEHHBIX CPEJCTB B CiIydae, €CIHM MPOU3BOJCTBO JIEKAPCTBEHHOTO IMpenapara OCYIIEeCTBISETCS B
Poccuiickoit  @enepauuu, WIA JOKYMEHT, COJEpXKAllMid CBEACHUS O Jare NPeAOCTaBICHHUS U
PETUCTPAIIMIOHHOM HOMEpE 3aKIIOYEHUS O COOTBETCTBUM MPOU3BOAUTENS JIEKAPCTBEHHOTO Iperapara
TpeOOBaHUSAM TMPaBUJI Ha/JIEkKAIIEH MPOU3BOJCTBEHHON MPAKTUKH, MPEAOCTABICHHOTO YIIOJTHOMOYEHHBIM
OpraHOM CTpaHbl MPOU3BOAUTENS JIEKAPCTBEHHOTO Mperapara.

Hnghopmayus 06 usmenenusix:

Yacmo 2.1 usmenena c 30 aunsaps 2024 2. - @edepanvhuiil 3axon om 30 aunsaps 2024 2. Ne 1-D3

Cm. npedvloviyyro pedaxkuuio
TAPAHT:

Tonooxcenus yvacmu 2.1 (8 pedaxyuu Pedepanrvroeo 3axona om 30 aunsaps 2024 2. Ne [-D3), kacarowuecs
npedocmasieHus 20Cy0apCmeeHHblX Yciye npu 00paujeHuly 1eKapCmeeHHblx cpeocms 0isi MeOUYUHCKO20
npumenenus nocpeocmeom EITUC3 u (unu) EILY, npumensiomes c 1 aneapa 2026 e. Pecucmpayuonmvie
Y0OCmMOoBepeHUsl 1eKapCMBEHHbIX NPenapamos 0l MEOUYUHCKO20 NPUMEHEeHUs, Noomeepicoarowue gakm
20CY0apCmeenHHol  pecucmpayuu, Ha OYMAd€CHOM Hocumene U  OVOIUKAmMvl  pecucmpayuoHHbIX
Y0OCmoBepeHUll J1eKAPCMEEHHbIX Npenapamosd Ons MeouyuHckoeo npumernenus c¢ 1 saneapa 2026 . ne
6b10A0OMCSL

2.1. CseneHus, MOATBEpXKIAIOLIUE (DAKT yMIaThl TOCYJAapCTBEHHOM MONUIMHBI 3a IMPOBEIECHUE
ATHUYECKOM JKCHEepPTHU3bI, SKCIEPTU3bl JOKYMEHTOB Ha JIGKAPCTBEHHBIM TMpemapar Ais MONyYeHUs
pas3pelieHrs Ha MPOBEICHNE KITMHUYECKOTO UCCIIEIOBAHMS JICKAPCTBEHHOTO TIpenapara sl MEAHIIMHCKOTO
MPUMEHEHHUS, 32 BbIJady pa3pellieHuss Ha TMPOBENCHHE KIMHUYECKOTO HCCIIENOBAHMS JIEKAPCTBEHHOTO
npermapara i MEIUIIMHCKOTO IPUMEHEHUS, 3a MPOBECHUE IKCIIEPTU3HI JIOKYMEHTOB Ha JICKAPCTBEHHBIN
mpemapar Afs  [ONyY4eHHs pas3pelieHus Ha MPOBEACHHE MEXKIYHApOJHOTO  MHOTOIICHTPOBOTO
KJIMHUYECKOTO HCCIIEIOBaHUS JICKAPCTBEHHOTO TpernapaTa sl MEIUIIMHCKOTO NMPUMEHEHHs, 33 BbIIady
paspellieHuss Ha TPOBEACHHE MEXAYHAPOAHOTO MHOTOIEHTPOBOTO KJIMHUYECKOTO HCCIIEJOBAHUS
JIEKApCTBEHHOTO Tpernapara Uil MEIUIIMHCKOTO TPUMEHEHUS, 332 TPOBEICHHE ITHYECKOH SKCIEepPTH3HI,
AKCHEPTU3bl JOKYMEHTOB Ha JIEKapCTBEHHBIH MpemapaT AJs TOJYyYeHHUs pa3pelieHus Ha MpOBEACHUE
MOCTPETUCTPAIIIOHHOTO KIMHUYECKOTO HCCIIEAOBAHMS JIEKAPCTBEHHOTO Tpemnapara Uisi MEIHIUHCKOTO
NPUMEHEHHUs, 3a BbIJaYy pa3pelieHus] Ha TMPOBENEHHUE MMOCTPETUCTPAIMOHHOTO KIMHHYECKOTO
MCCIICIOBAaHMS JIEKAPCTBEHHOTO TMIperapara Ui METUIIMHCKOTO TNPHUMEHEHUsS, a TakKKe CBEIEHUS O
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

BbIIaBa€MbIX (TIPEIOCTABISEMBIX) YIOJIHOMOYEHHBIMU (DefepadbHbIMU OpraHaMy HCIIOJHUTEIHHON
BJIACTH JIOKyMEHTaX (CBEACHUSX), YKa3aHHBIX B OYHKTE 12 4acTH 2 HACTOSIIEH CTaThu, YIOTHOMOYEHHBIM
denepanbHBIE  OpraH HCIOJHUTENHHONW BIIACTH 3alpaliMBaeT B TMOPSAKE MEXBEIOMCTBEHHOTO
AIEKTPOHHOTO B3aUMOJICHCTBUS.

Hnghopmayus 06 usmenenusix:

Yacmoe 3 usmenena c 30 aneapsa 2024 2. - @edepanvnviii 3akon om 30 aneapsa 2024 2. Ne [-D3

Cm. npedvioviyyro pedaxkuuio
TAPAHT:

Tonoocenusa vacmu 3 (8 peoaxyuu Pedepanrvroeo 3axona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npedocmasieHus 20Cy0apCmeeHHblX Yciye npu 00paujeHuy 1eKkapCmeeHHblx cpeocms OJisi MeOUYUHCKO20
npumenenus nocpeocmeom EITUC3 u (unu) EILY, npumensiomes c 1 aneapa 2026 e. Pecucmpayuonnvie
Y0OCmo8epeHUsl 1eKapCmMBEeHHbIX NPenapamos 0 MEOUYUHCKO20 NPUMEHEHUs, NoOmeepicoarowue gakm
20CY0apCmeenHol  pecucmpayuu, Ha OYMAdx@CHOM Hocumene U  OYOIUKamvl  pe2ucmpayuoHHbIX
Y0OCmoGepeHUll J1eKApPCMEEHHbIX Npenapamos Ons MeouyuHcko2o npumernenus c¢ 1 saneapsa 2026 . ne
8b10AOMCSL

3. B cpok, He MpeBBIMAONINN TpeX padoymx MHEW CO JHS HAMpaBICHUS B JIMYHBIA KaOWHET
YIOJTHOMOYEHHOTO (hefiepaabHOr0 OpraHa HCIOJHUTENbHONM BJIACTH B €IWHOM CHCTEME yKa3aHHOTO B
OyHKTe 1 9acTW 2 HACTOSIICH CTAaThU 3asBICHUS W HEOOXOAMMBIX JIOKYMEHTOB, YIOJHOMOUCHHBIH
benepanbHbIN OPraH UCIOTHUTENBHOM BIACTH:

1) mpoBOIUT MPOBEPKY MOTHOTHI U JOCTOBEPHOCTH CBEJICHUH, CONEPKANTUXCS B TPEACTABICHHBIX
3asiBUTEINIEM JIOKYMEHTAX;

2) NpUHUMAET PEIICHUE O MPOBEICHUU IKCTICPTU3I JIOKYMEHTOB ISl TIOMyUEHUS Pa3pelicHus Ha
MPOBEJICHNE KIMHIUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOTO MpemnapaTa Uit MEIUIUHCKOTO PUMEHEHUS U
ATHYECKOM IKCIIEPTHU3hI WK 00 OTKa3e B MPOBEICHNUN YKa3aHHBIX dKCIICPTH3;

Ungopmayus 06 usmenenusix:

Ilynkm 3 usmenen c 30 aneaps 2024 2. - @edepanvhwii 3axon om 30 anseaps 2024 2. Ne 1-D3

Cm. npedviovuyyro pedaxkuuio
TAPAHT:

Tonoowcenua nynkma 3 (6 peoaxyuu Dedepanvrnozo 3axona om 30 ausaps 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienuss 20Cy0apCmeeHHbIX YCiye npu 00paujeHul 1eKapcmeeHHvlx cpeocma 0 MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EITY, npumensromesn ¢ 1 ausapsa 2026 e. Pecucmpayuontsie
Y0OCmoBepeHUst 1eKapCMBEEHHbIX NPenapamos 0l MeEOUYUHCKO20 NPUMEHEeHUs, NoOmeepicoaiowue haxm
20CYy0apcmeenHou  pecucmpayuu, Ha OYMAdXdCHOM Hocumene U  OYOIUKamvl  pecucmpayuoHHbIX
YOOCmoBepeHUll 1eKAPCMBEHHbIX NPenapamos Oasi MeOuyuHckoeo npumernenus ¢ 1 saneaps 2026 . He
8610a10Mcsl

3) HampaBiseT 3asBUTEII0 MOCPEICTBOM EIMHOTO MOpTaja WU B JMYHBIM KaOWMHET 3asBUTENS B
€IMHOM cucTeMe MOJANMCAHHOE YCUIIEHHON KBaTM(UIMPOBAaHHOM DJIEKTPOHHON NOANKMCHIO YBEJOMIIEHUE O
NPUHSITOM PEIICHUU JTUO0 B CiIydae MPUHATUS peuieHHs 00 OTKa3e TakKe C yKa3aHHeM MPUYUH TaKOTO
0TKa3a;

Hnghopmayus 06 usmenenusix:

Ilynkm 4 usmenen c 30 auneaps 2024 2. - @edepansvhwiil 3axon om 30 aunseaps 2024 2. Ne 1-D3
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CMm. npedvloyuyio pedaxyuro

TAPAHT:

Tonooxcenus nynkma 4 (6 pedaxyuu Pedeparvruoco 3axona om 30 aunsaps 2024 2. Ne 1-D3), kacarowuecs
npedocmasieHus 20Cy0apCmeeHHblX Yciye npu 00paujeHul 1eKapCmeeHHbix cpeocms 0isi MeOUYUHCKO20
npumenenus nocpeocmeom EITUC3 u (unu) EILY, npumensiomes c 1 aneapa 2026 e. Pecucmpayuonnvie
Y0OCmMOoBepeHUsl 1eKapCMBEHHbIX NPenapamos 0l MEOUYUHCKO20 NPUMEHEeHUs, Noomeepicoarowue gakm
20CY0apCmeenHol  pecucmpayuu, Ha OYMAd€CHOM Hocumene U OVOIUKAmMvl  PecUucmpayuoHHbIX
Y0OCmoBepeHUll J1eKApPCMEEHHbIX NPenapamosd Oas MeouyuHckoeo npumernenus c¢ 1 saneapsa 2026 . ne
6b10A0OMCSL

4) HampaBisieT B JUYHBIM KaOWMHET JKCIIEPTHOTO YUPEKICHUS B CIMHONH CHUCTEME W JIUYHBIN
KaOMHET CcoBeTa MO0 JTHKE 3aJaHus Ha MPOBEICHHE COOTBETCTBYIOIIMX JKCHEPTU3, MOIMUCAHHBIC
YCWJICHHBIMH KBTH()DHUIIMPOBAHHBIMH JICKTPOHHBIMH TOJITUCIMHU.

Hnghopmayus 06 usmenenusix:

Yacmo 4 usmenena c 30 saneapsa 2024 2. - @edepanvhviii 3akon om 30 aneapsa 2024 2. Ne [-D3

Cm. npedvioviyyio pedaxkuuio
TAPAHT:

Tlonoocenus wacmu 4 (8 peoaxyuu Pedepanrvroeo 3axona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npedocmasieHus 20Cy0apCmeeHHblX Yciye npu 00paujeHul 1eKapCmeeHHbix cpeocms Oisi MeOUYUHCKO20
npumenenus nocpeocmeom EITUC3 u (unu) EILY, npumensiomes c 1 auneapa 2026 e. Pecucmpayuonmvie
Y0OCmMOoBepeHUsl 1eKapCMBEHHbIX NPenapamos 0l MEOUYUHCKO20 NPUMEHEHUs, Noomeepicoarowue gakm
20CY0apCmeenHol  pecucmpayuu, Ha OYMAd€CHOM Hocumene U OVOIUKAmMbvl  PecUucmpayuoHHbIX
Y0OCmoBepeHUll J1eKAPCMEEHHbIX NPenapamos Ons MeouyuHckoeo npumernenus c¢ 1 sameapsa 2026 . ne
6b10A0MCSL

4. B cnyyae BBISBICHUS HETOJHOTHI M (MJIM) HEIOCTOBEPHOCTH HH(OpMAIHU, COAEpIKAIICHCS B
MPEICTABICHHBIX 3asgBUTENEM JIOKYMEHTaX, YIOJIHOMOYEHHBIH (enepalbHblii OpraH HCIONIHUTEIHHON
BJIACTH HAIPABJISICT B JIMYHBIA KAOWHET 3asBUTEIS B €IMHON CHUCTEME 3ampoc 00 YTOYHCHWH YKa3aHHOU
uHbOpMaIUK, TOANUCAHHBIA YCHJICHHON KBaMM(DUIMPOBAHHON JIEKTPOHHOW NONNKMCHIO. 3asBUTEIh
00s13aH HAMPaBUTh B JINYHBIA KAOWHET YIIOJTHOMOYCHHOTO (DefepaabHOr0 OpraHa UCIOTHUTEILHOW BIACTH
B €IUHON cHUCTEeME MOMAMUCAHHBIA YCUJICHHON KBaMU(UIIMPOBAHHOW AJEKTPOHHOW MOAMHMCHIO OTBET HA
3aMpoc YIOJHOMOUYEHHOTO (heepanbHOro opraHa WCTOTHHTEIBHOW BIACTH B CPOK, HE TPEBBINIAFOIIAN
JEBSHOCTA Pa0OYMX JTHEH CO JHA MONYYECHHS YIOTHOMOUYEHHBIM (eiepaibHbIM OPraHOM UCTIOTHUTEIBHOM
BJIACTH DJIEKTPOHHOTO YBEAOMIICHHS O TIONydeHHH 3asBUTeNeM 3ampoca. Cpok, yKa3aHHBIM B 4YacTH 3
HACTOSIIIEH CTaThu, MPUOCTAHABIMBACTCS CO JHS HANpPaBJICHUS B JMYHBIM KaOMHET 3asSBUTENS B €IUHON
CHCTEME 3ampoca YIOITHOMOUYEHHOTO (e/IepaIbHOTO OpraHa NCTIOHUTEILHOW BIACTH JI0 THS HAIPaBIICHHS
B JIMYHBIN KaOWHET YIOJIHOMOYEHHOTO (hefepaibHOro OpraHa UCIOTHUTEIBHOUM BIACTH B €IMHOM CHCTEMe
OTBETA Ha 3alPOC ¥ HE YUUTHIBACTCS NMPHU UCUHUCIICHUH CPOKA MPUHATHS YIOTHOMOUYEHHBIM (eiepabHBIM
OpraHOM HCTIOTHHUTEIBHONW BJIACTH PEIICHUS O MPOBEACHUHM 3KCIEPTU3bl JOKYMEHTOB JUIS TONYyYEHUS
pa3peleHus Ha IPOBEACHUE KIIMHUIESCKOTO UCCIICA0BaHMUS JICKApCTBEHHOTO Mpemnapara i MEIUIIMHCKOTO
MPUMEHEHHUS.

Hngopmayusi 06 uzsmenenusix:

Yacmo 5 usmenena c 30 aneapsa 2024 2. - @edepanvviii 3akon om 30 aneaps 2024 2. Ne [-D3
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

CMm. npedvloyuyio pedaxyuro

TAPAHT:

Tonoocenus vacmu 5 (8 peoaxyuu Pedepanrvroeo 3axona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npedocmasieHus 20Cy0apCmeeHHblX Yciye npu 00paujeHul 1eKapCmeeHHbix cpeocms 0isi MeOUYUHCKO20
npumenenus nocpeocmeom EITUC3 u (unu) EILY, npumensiomes c 1 aneapa 2026 e. Pecucmpayuonnvie
Y0OCmMOoBepeHUsl 1eKapCMBEHHbIX NPenapamos 0l MEOUYUHCKO20 NPUMEHEeHUs, Noomeepicoarowue gakm
20CY0apCmeenHol  pecucmpayuu, Ha OYMAd€CHOM Hocumene U OVOIUKAmMvl  PecUucmpayuoHHbIX
Y0OCmoBepeHUll J1eKApPCMEEHHbIX NPenapamosd Oas MeouyuHckoeo npumernenus c¢ 1 saneapsa 2026 . ne
6b10A0OMCSL

5. OcHOBaHHEM JUTsI OTKa3a B MPOBEICHUU IKCIIEPTU3BI IOKYMEHTOB IS TIOTYUYCHHUS pa3peIICHUS
Ha TPOBE/ICHNE KIIMHUYECKOTO UCCIeI0OBaHMs IEKAPCTBEHHOTO Mpemnapara A MEIUIUHCKOTO TPUMEHEHUS
Y DTHYECKOU IKCIIEPTHU3BI SIBIISETCS MPEICTABICHUE TOKYMEHTOB, MMPEIYCMOTPCHHBIX YacThiO 2 HACTOSIICH
CTaThH, B HETIOIHOM 00beMe, HeTIPEICTaBIICHUE 3asBUTEIEM B YCTAHOBIICHHBIM CPOK OTBETA HA yKa3aHHBIN
B 4acTH 4 HACTOSIIEH CTaThH 3alpOC YIOJIHOMOYCHHOTO (heepaibHOTO OpraHa MCIOJHUTEIHHON BIACTH
7100 OTCYTCTBHE B MPEACTABICHHBIX JOKYMEHTAaX MCUYEPIBIBAIOIIETO EPEUHs] HEOOX0AUMOI HH(pOpMAIIH
Wi nHGOPMAIH, KOTOopas JOJDKHA OBITh OTpakeHa B HUX, a TAKKe OTCYTCTBHE CBEICHUM, KOTOPHIC B
JTANTbHEHUIIEM MOATBEPKIAIOTCS MOCPEICTBOM MEKBEJOMCTBEHHOTO 3JIEKTPOHHOTO B3aUMOJEHCTBHS, O
dakTe yImaaTkl TOCYJAapCTBEHHOH TMONUIMHBI 3a MPOBEICHUE OSTUYCCKOW JKCIEPTHU3bI, IKCIEPTU3HI
JIOKYMEHTOB Ha JIEKAPCTBEHHBIN Mpemnapar JUisl MOJXY4YeHHs pa3pelleHus Ha MPOBEACHHE KIMHHYECKOTO
WCCJICIOBAHUS JICKAPCTBEHHOTO TMpernapara JUisl MEAWIIMHCKOTO TIPUMEHEHUs, 32 BbIIa4y pa3pelleHus Ha
MPOBEJICHNE KIMHUYECKOTO MCCIIEOBAHUS JIEKAPCTBEHHOTO IMpernapaTa Uil MEIUIUHCKOTO MPUMEHEHHUS,
3a MPOBEJCHHUE SKCIEPTU3bl JOKYMEHTOB Ha JICKAPCTBEHHBIM Mpemnapar Ui MOJYYCHUS pa3peiieHus Ha
MPOBEJCHUE MEXAYHAPOAHOTO MHOTOIIEHTPOBOTO KIMHUYECKOTO HCCIEAOBAaHUSl JIEKAPCTBEHHOTO
mpermapara JUisi MEIUITMHCKOTO MPUMEHEHHS, 32 BBIIAYy pa3peilieHus] Ha MPOBEICHUE MEXKITyHAPOTHOTO
MHOTOILIEHTPOBOTO ~ KJIMHUYECKOTO HCCIENOBAaHUS JIEKAPCTBEHHOIO IMpemapara Ui MEIULUHCKOTO
MPUMCHCHHUS, 32 TPOBEACHHE JTUYCCKOW OSKCIEPTHU3BI, IKCIEPTU3BI JOKYMEHTOB HA JIGKAPCTBEHHBIN
mpemapar Juis  TONyYeHHUs pa3pelieHus] Ha TMPOBEACHHE MOCTPETUCTPALMOHHOTO KIMHHYECKOTO
WCCJICIOBAHUS JICKAPCTBEHHOTO Tpernapara JUisl MEAWIIMHCKOTO TIPUMEHEHUs, 32 BbIJIa4y pa3pelleHus Ha
MPOBEJCHUE TMOCTPETUCTPAIIMOHHOTO KIMHUYECKOTO HCCIENOBAaHUS JICKApCTBEHHOTO TMpemnapara Juis
MEIMIIMHCKOTO TPUMCHCHHS.

Hnghopmayus 06 usmenenusix:

Yacmo 6 usmenena c 30 aneapsa 2024 2. - @edepanvhviii 3akon om 30 aneapsa 2024 2. Ne [-D3

Cm. npedvioviyyio pedaxuuio
TAPAHT:

Tonoxcenus vacmu 6 (8 peoaxyuu Pedepanrvroeo 3axona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npedocmasieHus 20Cy0apCmeeHHblX Yciye npu 00paujeHul 1eKkapCmeeHHbix cpeocms 0isi MeOUYUHCKO20
npumenenus nocpeocmeom EITUC3 u (unu) EILY, npumensiomes c 1 aneapa 2026 e. Pecucmpayuonnvie
Y0OCmMOoBepeHUsl 1eKapCMBEHHbIX NPenapamos 0l MEOUYUHCKO20 NPUMEHEHUs, NoOmeepicoarowue gakm
20CY0apCmeenHol  pecucmpayuu, Ha OYMAd€CHOM Hocumene U OVOIUKAMbl  PecUucmpayuoHHbIX
Y0OCmoBepeHUll J1eKAPCMEEHHbIX NPenapamos Ons MeOuyuHckoeo npumernenuss ¢ 1 saneapa 2026 . ne
6b10A0MCSL
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6. IlpoBemeHue OSKcIepTU3bl [TOKYMEHTOB JUIS TIONYYEHHs] pa3pelieHHs] Ha IPOBEICHUE
KJIIMHUYECKOTO MCCIIEOBAHUS JIEKAPCTBEHHOTO IMpernapara sk MEAUIIMHCKOTO MTPUMEHEHUSI U ATHYECKOU
AKCHEPTHU3bI, COCTABICHHE KOMHCCHEN SKCIEPTOB M COBETOM I10 3THUKE 3aKITIOUEHUIN O BOZMOXKHOCTH HIIU
HEBO3MOXXHOCTH  TMPOBEJACHUSI TAKOTO KJIMHUYECKOTO HCCIEAOBAHMS, TOAMUCAHUE 3aKJIFOUCHUN
YCUJIGHHBIMH KBaJIU()UIIMPOBAHHBIMH 2JICKTPOHHBIMU MOANUCIMHU W HANpaBlIeHUE JAHHBIX 3aKIIOUEHUN B
JUYHBIN KaOWMHET YIOJHOMOUYEHHOTO (pe/lepalbHOTO OpTraHa HCIONHUTEILHON BIACTH B €IUHOW CHCTEME
OCYIIECTBIISIIOTCSI B CPOK, HE MPEBBIIIAIONIMIA JBAALATH MATH pabouux JHEH co AHsS HaIlpaBlICHUS B
JUYHBIN KaOMHET SKCIIEPTHOTO YUPEXKICHUS B SUHON CUCTEME 3aJaHHs YIIOJTHOMOUEHHOTO (hesepanbHOro
OpraHa UCHOJHUTEIBHOM BJIACTU C MPUIOKEHUEM JOKYMEHTOB, YKa3aHHBIX B IyHKTax 3,4, 10, 11 u 11.1
YacTH 2 HACTOSIIEW CTaTbM, M HAMpaBJICHHUS B JIMYHBIM KaOWHET COBETa MO ATHUKE B €IMHOWU CHCTEME
3aJlaHuUs YIIOJIHOMOYEHHOTO (heIepaIbHOTO OpTraHa UCIIOTHUTENLHOM BIACTH C MPUIOKEHUEM JOKYMEHTOB,
YKa3aHHBIX B IYHKTax 3 - 6 1 9 yactu 2 HACTOSIILEN CTaThU.

Hnghopmayus 06 usmenenusix:

Yacmoe 7 usmenena c 30 saneapsa 2024 2. - @edepanvnviii 3akon om 30 aneapsa 2024 2. Ne [-D3

Cm. npedvioviyyro pedaxuuio
TAPAHT:

Tonoocenus vacmu 7 (8 peoaxyuu Pedepanrvroeo 3axona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npedocmasieHus 20Cy0apCmeeHHblX Yciye npu 00paujeHulu 1eKkapCmeeHHblX cpeocms Oisi MeOUYUHCKO20
npumenenus nocpeocmeom EITUC3 u (unu) EILY, npumensiomes c 1 aneapa 2026 e. Pecucmpayuonnvie
Y00OCmMo8epeHUsl 1eKapCmMBEeHHbIX NPenapamos 0l MEOUYUHCKO20 NPUMEHEHUs, Noomeepicoarowue gakm
20CY0apCcmeenHol  pecucmpayuu, Ha OYMAdx@cHOM Hocumene U  OYOIUKAmvl  pecucmpayuoHHbIX
Y00OCmoGepeHUll J1eKApCMEEeHHbIX Npenapamos Ons MeouyuHcko2o npumernenus ¢ 1 sameapsa 2026 . ne
8b10AOMCSL

7. B cpok, He MPEeBBIMAIONINN TpeX padoymx MAHEW CO JTHS HAMPaBICHUS B JIMYHBIA KaOWHET
YIOJIHOMOYEHHOTO (elepaIbHOTO OpraHa HCIOJHUTENBHON BIAaCTH B €IWHOM CHUCTEME 3aKIIIOYEHHH,
VKa3aHHBIX B YacTH 6 HACTOSIICH CTaTbH, YIOJHOMOUCHHBIH (elepaNbHBI OpraH HCIOIHUTEIBHON
BJIACTH:

1) ocymecTBIsSeT OIEHKY IOCTYNUBIIUX 3aKIIOYCHUN JJIS OMPEACNICHUS HX COOTBETCTBUS
3aJJaHUSIM Ha MPOBEJIEHUE COOTBETCTBYIOIINX IKCIEPTH3;

Hnghopmayus 06 usmenenusix:

Ilynkm 2 usmenen ¢ 30 aneapsa 2024 2. - Dedepanvuuiii 3axon om 30 aunsapsa 2024 2. Ne 1-D3

Cm. npedvioviyyro pedaxuuio
TAPAHT:

Tonoocenus nynkma 2 (8 pedaxyuu Pedepanvruozo 3axona om 30 aunsaps 2024 2. Ne 1-D3), kacarowuecs
npedocmasieHus 20Cy0apCmeeHHblX Yciye npu 00paujeHuly 1eKapCmeeHHblx cpeocms 0isi MeOUYUHCKO20
npumenenus nocpeocmeom EITUC3 u (unu) EILY, npumensiomes c 1 aneapa 2026 e. Pecucmpayuonmvie
Y0OCmMOoBepeHUsl 1eKapCMBEHHbIX NPenapamos 0l MEOUYUHCKO20 NPUMEHEHUs, NoOmeepicoarowue gakm
20CY0apCmeenHHol  pecucmpayuu, Ha OYMAd€CHOM Hocumene U  OVOIUKAmMvl  pecucmpayuoHHbIX
Y0OCmoBepeHUll J1eKApPCMEEHHbIX NPenapamos Ons MeouyuHckoeo npumernenuss c¢ 1 saneapa 2026 . ne
6b10A0OMCSL
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2) mpuUHHMAaeT pelIeHHWEe O BbIJaYe pPa3pelieHHs] Ha MPOBEIEeHHE KIMHHUYECKOTO HCCIeI0BaHUS
JIEKapCTBEHHOTO Mpenapara JJis MEJAULIUHCKOTO IPUMEHEHHS, BHOCUT B PEECTpP BBIJIAHHBIX pa3pelIeHU Ha
MPOBEJICHUE KIIMHUYECKUX MCCIIEOBAaHUH JIEKApCTBEHHOTO Mpernapara COOTBETCTBYIOIIYIO HH(OPMAIUIO U
HampaBisieT MOCPEIACTBOM EIMHOIO IopTaja 3asBUTENI0 WIM B JIMYHBIM KaOMHET 3asBUTENS B €IUHOU
CHUCTEME BBIMHUCKY W3 PEecTpa BBIJAHHBIX pa3pelIeHWl Ha IPOBENECHHE KIMHUYECKUX HCCIEeIOBAaHUN
JIEKApCTBEHHOTO TMpernapaTa, NOAMUCAHHYI0 YCUIICHHOW KBaTU(PUIIMPOBAHHON DICKTPOHHOH MOIIKCHIO;

Hnghopmayus 06 usmenenusix:

Ilynkm 3 usmenen c 30 aneaps 2024 2. - @edepanvhwii 3axon om 30 anseaps 2024 2. Ne 1-D3

Cm. npedvioviyyro pedaxkuuio
TAPAHT:

Tonoocenusa nynkma 3 (6 pedaxyuu Pedeparvuoco 3axona om 30 aunsaps 2024 2. Ne 1-dD3), kacarowuecs
npedocmasieHus 20Cy0apCmeeHHblX Yciye npu 00paujeHul 1eKkapCmeeHHblx cpeocms Oisi MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EILY, npumensiomes c 1 aneapa 2026 e. Pecucmpayuonnvie
Y0OCmMOoBepeHUsl 1eKapCMBEeHHbIX NPenapamos 0l MEOUYUHCKO20 NPUMEHEHUs, NoOmeepicoarowue gakm
20CY0apCcmeenHol  pecucmpayuu, Ha OYMAd€CHOM Hocumene U OVOIUKaAmvl  pecucmpayuoHHbIX
Y00OCmoGepeHUll J1eKApCMEEeHHbIX Npenapamos Oas MeouyuHcko2o npumernenus ¢ 1 sameapsa 2026 . ne
8b10AOMCSL

3) npuHHMMaeT peunieHHMEe 00 OTKa3e B BbIJau€ paspelleHHs] Ha IPOBEICHHE KIMHUYECKOTO
MCCJIEJIOBAHUS JIEKAPCTBEHHOTO Iperapara A MEAUIIMHCKOTO MPUMEHEHUS! U HalpaBlseT MOCPEICTBOM
SIMHOTO TopTajia 3asBUTENI0 WU B JIMYHBIA KaOWHET 3asBUTENSI B €IMHON CHCTEME JIaHHOE pEIICHHE,
MOJNMUCAaHHOE YCUJICHHOW KBaJIM(DUIIMPOBAHHOM 2IEKTPOHHOW MOAMUCHIO, C YKa3aHUEM MPUUYMH OTKa3a.

8. OcHOBaHHEM /Il OTKa3a B BbIJIau€ pa3pelieHUs Ha TMPOBENCHUE KIIMHUYECKOTO MCCIICOBAHMS
JIEKapCTBEHHOTO Tpernapara Ui MEAULMHCKOTO MPUMEHEHUS SIBISAETCS HAIUYUE 3aKITIOYEHUS KOMHCCHUU
OKCIIEPTOB WJIM 3aKJIIOUEHHUST COBETAa MO JTHKE O HEBO3MOXXHOCTH TIPOBEACHUS KIHHHUYECKOTO
UCCIIEJIOBAaHUS JIEKAPCTBEHHOTO Tpernapara [Uisi MEIUIIMHCKOTO TPHUMEHEHHUs [0 pe3ylbTaraM
MIPOBEJICHHBIX YKCIIEPTU3, TPETYCMOTPEHHBIX YaCThIO 6 HACTOSIICH CTAThH.

9. Pemenne 00 oTKaze B MPOBEACHUHU DKCIEPTH3bI JOKYMEHTOB JJIsi TOITYYEHHs pa3pelieHus Ha
MPOBEJICHNE KIMHIUYECKOTO MCCIICIOBAHUS JIGKAPCTBEHHOTO Mpemnapara Juisi MEIUIIMHCKOTO TIPUMEHEHUS U
ATHUYECKOM SKCIepTH3bl M B BBIJAU€ pa3pelIeHUs Ha TMPOBEACHHE KIMHUYECKOTO MCCIIEAOBAHUS
JIEKapCTBEHHOTO TMpemnapara Ui MEIUIMHCKOTO TMPUMEHEHHUS MOXKET OBITh O0KajloBaHO B TOPSJKE,
YCTaHOBJIEHHOM 3aKOHO/ATeNbCTBOM Poccuiickoit deaepannm.

TAPAHT:

Cwm. KOvMmMeHnmapuu Kk cmanibe 39 HacmosAuezco (Dedepaﬂbnoeo 3AKOHA

Unghopmayus 06 usmenenusx:

DedepanvHuim 3akonom om 22 oexabpsa 2014 2. Ne 429-D3 nacmoawuii Dedepanvhbiii 3aKOH OONOIHEH
cmamoveri 39.1, ecmynaroweu 6 cuny ¢ 1 uions 2015 2.

Crarbs 39.1. OTudeckas 3KcrepTusa

1. DTHyeckas FKCTIepPTH3a MPOBOAUTCS COBETOM I10 ATHKE, CO3/IaHHBIM B TIOPSIJIKE, yCTAaHOBICHHOM
YIIOJIHOMOUYEHHBIM (pe/iepabHBIM OPraHOM HCIIOJIHUTEIBHON BJIACTH, B IIEISAX BBIJAUM 3aKIIOUCHHS 00
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ATHYECKO 0OOCHOBAaHHOCTH BO3MOKHOCTU MPOBEACHUS KIMHHUUYECKOTO HCCIEIOBAHUS JIEKApCTBEHHOTO
npenapara Jijisi MEAMIIMHCKOTO TPUMEHEHUS.

2. DkcmepraMH COBeTa IO STUKE MOTYT OBITh TMPEACTaBUTENN MEAMIIMHCKUX OpTaHu3alui,
HAYYHBIX OpraHW3aIuii, 00pa3oBaTeIbHBIX OPTaHMU3AIMN BBICIIIET0 00Pa30BaHuUs, a TAKKe MPEICTABUTEIN
OOIIECTBEHHBIX OpPTraHU3AlMi, PETMTHO3HBIX OpraHU3aluil U CpelcTB MaccoBoi mH(popMaiuu. JlaHHbIe
OKCIEPTHl HE JIOJDKHBI HAXOAWTHCS B KaKOW-THOO 3aBUCHMOCTH OT pPa3pa0OTYHKOB JIEKAPCTBEHHBIX
MpernaparoB U IPYTHX JIMII, 3aMHTEPECOBAHHBIX B PE3YJIbTaTaX dTUYECKOM IKCIIEPTU3HI.

3. Omnara yciayr SKCHEpPTOB COBETa IO 3THUKE OCYILIECTBISIETCSI Ha OCHOBaHHMM JIOTOBOpA,
3aKJIFOYEHHOTO MEXy YIOJIHOMOYEHHBIM (eiepaibHbIM OpraHOM HCHOJHUTENBHOM BIIACTH, KOTOPBIM
CO37IaH COBET M0 JTHKE, M DOKCIEPTOM COBETAa [0 JTHKE, 3a CUeT OIOMKETHBIX ACCUTHOBaHUM,
MPEeTyCMOTPEHHBIX YIOJTHOMOUEHHOMY (hefiepaIbHOMY OpraHy UCIOMHUTENBHOM BIacTH, KOTOPBIM CO3/1aH
COBET I10 3THKE, B ()e/iepaIbHOM OIOKETE Ha COOTBETCTBYIONIUH TOJ HA 00ECIICYCHHE €0 JAeITeILHOCTH, B
pa3Mmepax, ycraHoBiaeHHbIX [IpaButensctBoM Poccuiickoit deneparium.

4. DkcnepTbl COBETa MO ATHUKE HECYT OTBETCTBEHHOCTh B COOTBETCTBHMU C 3aKOHOMATEILCTBOM
Poccuiickoit @enepanuu.

Unghopmayus 06 usmenenusx:

Cmamus 39.1 oononnena uacmoio 4.1 ¢ 30 aneapsa 2024 e. - @edepanvuvui 3axon om 30 sneaps 2024 2. Ne
1-D3

I'APAHT:

Tonooicenusn uacmu 4.1 (8 peoaxkyuu Dedepanvrnozo 3axkona om 30 auseaps 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienuss 20Cy0apCmeeHHbIX YCiye npu 00paujeHul 1eKapcmeeHHvlx cpeocma 0 MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EIITY, npumensromesn ¢ 1 ausapsa 2026 e. Pecucmpayuonmsie
YO0OCmOo8epeHUs IeKapCmeeHHbIX NPenapamos 0jisi MeOUYUHCKO20 NpUMeHeHUs, noOmeepicoarowue Gaxm
20Cy0apcmeenHou  pecucmpayuu, Ha OYMAdxdCHOM Hocumene U OYOIUKamvl  pecucmpayuoHHbIX
YO0oCmogepeHull 1eKapCmeeHHbIX npenapamos Ojisi MeOUyunckoeo npumenenusi ¢ 1 awmeapsa 2026 o. ne
8610a10Mcsl

4.1. Tlpu mpoBeneHUU ATHUECKON OJKCIEPTH3bl HE JIOMYCKAeTCs HCTPEOOBAHUE HKCIEPTOM Y
3asBUTENS MO0 WHBIX JIUI] MAaTePUATIOB, HEOOXOMUMBIX /IS MPOBEACHHS ITHUECKON IKCIIEPTH3bl. B ciyuae
HEJIOCTATOYHOCTH MPEACTABICHHBIX OJKCIIEPTYy MAaTEpHUaIOoB B JUYHBIN KaOWHET 3asBUTENSI B EIUHON
CHCTEME YIIOJIHOMOYEHHBIM JIMIIOM COBETa TI0 OTHUKE HAMpaBIAETCs 3alpoc O NPEACTaBICHUN
HEOOXOMMBIX MaTepHAIIOB, MOAMUCAHHBIA PYKOBOAUTENEM (YIIOJTHOMOYEHHBIM JIMIIOM) COBETA IO STUKE C
WCIIOJIb30BAaHUEM YCWJICHHOW KBaTW(DUIIMPOBAHHON DJICKTPOHHOW TOAMNMCH, a TakKKe HalpaBIsaeTcs
yBEIOMIICHHE OO0 YKa3aHHOM 3amlpoce B JWYHBbIA KaOMHET YIMOIHOMOYEHHOTo (eaepaabHOro oprana
WCIIOJIHUTEIILHOMN BIACTH B €IMHON CHUCTEME.

Hngopmayusi 06 uzsmenenusix:

Cmamus 39.1 oononnena uacmoio 4.2 ¢ 30 aneapsa 2024 2. - @edepanvuvuii 3axon om 30 sneaps 2024 2. Ne
1-D3

TAPAHT:

Tonooxcenus yacmu 4.2 (8 pedaxyuu @edeparvroeo 3axona om 30 ausaps 2024 2. Ne [-D3), kacaowuecs
npedoCcmasieHus 20CyO0apCmeeHHblX YCaye npu 00paujeHuu 1eKapCmeeHHbix cpeocmes Oisi MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) ELLY, npumensiomes ¢ 1 ausapsa 2026 e. Pecucmpayuonnsie
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YOOCmMoBepeHUst 1eKaApCMBEHHbIX NPenapamos 0l MeOUYUHCKO20 NPUMEHEeHUs, NoOmeepicoarowue haxkm
20Cy0apcmeenHou  pecucmpayuu, Ha OYMAdXCHOM Hocumene U  OYOIUKamvl  pecucmpayuoHHbIX
YOOCmoBepeHUll J1eKAPCMBEHHbIX NPenapamos Oas MeOuyuHckoeo npumernenus c¢ 1 saneapsa 2026 . He
8610a10MCsl

4.2. 3asgBuTenp 00s3aH HAMpPaBUTh B JIMYHBIA KaOMHET cOBETa MO JTHUKE B EAMHON CHUCTEME
NOANMUCAHHBIA  YCHJICHHON KBaJM(UIIMPOBAHHOW DIIEKTPOHHOW TOMNMCHIO OTBET Ha 3ampoc O
MPECTaBICHUN HEOOXOIMMBIX MaTepuajoB COBETY MO STHUKE B CPOK, HE MPEBBIIIAIONIMNA JIEBIHOCTA
pabounx mHEH cO JHSA TIONYYCHHS] COBETOM II0 3THUKE OJJIEKTPOHHOTO YBEIOMIICHUS O TIONYYCHHUH
3asiBUTENIEM yKa3aHHOTO 3ampoca. Bpems co JHsA HampaBlIeHHsS COBETOM IO 3THKE B JIMYHBIA KaOWHET
3asiBUTENISI B €IMHOM CHCTEME 3alipoca O MPEACTABICHUN HEOOXOUMBIX MAaTEPHAIIOB JIO JTHS HAIPaBICHUS
3asiBUTENIEM B JIMYHBIA KaOMHET COBETa MO 3THKE B €IMHOW CHCTEME OTBETa Ha yKa3aHHBIA 3allpoc He
YUYUTBIBACTCS TIPU UCYUCIICHUH CPOKA MTPOBEICHUS STUUECKON IKCIIEPTHU3HI.

5. CocTaB coBeTa MO ATHKE, HOJ0KEHHE 00 3TOM COBETE, MOPAIOK €ro JesATEIbHOCTH, TPeOOBaHM
K KBUTH(HUKAIMH U OTIBITY pa0OTHI IO IKCTIEPTHON OIICHKE HAYYHBIX, METUITUHCKUX M STHICCKUX ACTIEKTOB
KJIIMHUYECKUX  UCCIEIOBAaHWW  JIEKAPCTBEHHBIX IpenaparoB s  MEIWLHUHCKOIO  IMPUMEHEHHS,
MpEeAbABIIEMble K JKCIEpPTaM COBETa MO JSTUKE, MOPSJIOK OpraHU3allMd U TPOBEICHUS STUUYECKOU
AKCHEPTU3bI, opMa 3aKITIOUEHUSI COBETa IO 3TUKE YCTAHABIMBAIOTCA YIMOJTHOMOYEHHBIM (heaepaabHbIM
OpPraHOM HCHOJIHUTEJIbHON BiacTU. YHCIO TPEACTABUTENEH MEAUUHUHCKUX OpPraHU3allil HE MOXKET
MPEBBILIATH MOJIOBUHY OT OOIIET0 YKCIIa SKCIEPTOB COBETA O ITHKE.

6. Nudopmarus o cocrtaBe coBeTa MO 3THKE, IUIAHAX €ro pabOThl M TEKYIICH esSTEIIbHOCTH
pasMmeriaercs Ha OQUIMAIBHOM CaiiTe YIOJIHOMOYEHHOTO (hefiepaibHOrO OpraHa UCIOMHUTEIBHON BIacTH
B ceTd "MIHTEpHET" B YCTAaHOBJIEHHOM UM HOPSIKE.

TAPAHT:

Cm. kommenmapuu k cmamoe 39.1 nacmosiweco PedepaibHo2o 3aKOHA

Crarbs 40. IlpoBeneHue KIMHUYECKOTO UCCIENOBAHUS JICKAPCTBEHHOTO Ipenapara Ajis
MEIMIIMHCKOTO MPUMEHEHHUS
Hnghopmayus 06 usmenenusix:
DedepanvHoim _3akoHom om 22 Odexabpsa 2014 2. Ne 429-D3 ¢ uacme 1 cmamvu 40 Hacmoawe2o
DedepanvbHozo 3aKoHA 6HeCeHbl UsMeHeHus], gcmynarowue 8 cuny ¢ 1 urons 2015 e.

Cm. mexcm wacmu 6 npedvloyuieil pedaKyuu

1. PykoBoauTe b MEIUIMHCKOW OpraHU3allid, KOTOpas HPOBOIUT KIMHHYECKOC HCCIICIOBaHUE
JIEKapCTBEHHOTO Tperapara JUisi MEJIUIIMHCKOTO IPUMEHEHHSI, Ha3HAYaeT UCCIICO0BATEIS, OTBETCTBEHHOTO
32 TPOBEICHHWE TaKOTrO0 MCCICAOBAHUSA M HMMEIOIIEro JICUCOHYIO CIEIHMAIbHOCTh, COOTBETCTBYIOIIYIO
MPOBOIMMOMY KIMHUYECKOMY HCCIICIOBAaHUIO JICKAPCTBEHHOTO TMpemnapara, CO CTaXeM paboThl IO
porpaMMaM KJIMHHYECKHX HCCIICAOBAHUM JIGKAPCTBCHHBIX MPEapaToB HE MEHEe YeM TPH T'ojia M IO €ro
MPEUIOKCHUIO0 Ha3HAYAeT COMCCIIEIOBATENIeH 13 Yncia Bpadel 3TOH METUIIMHCKOW OpraHU3aIlHH.

2. HccnemoBaTellb OCYHMIECTBISCT BbIOOP IMAIMEHTOB, KOTOPBIC MO MEIAMIIMHCKHM IOKa3aHHUSIM
MOTYT OBITH TPUBJICYEHBI K YYaCTHIO B KIMHUYECKOM HCCJICIOBAHHH JICKQPCTBEHHOTO Mperapara s
MEIMIIMHCKOTO MPUMCHCHHS.
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3. HccnemoBatenb © couccCIeNOBaTead JODKHBI OBITh O3HAKOMIIEHBI C  pe3yibraTaMu
JOKJIMHUYECKOTO MCCIIEI0BAaHUS JIEKAPCTBEHHOI'O CPEJNICTBA, COJEPKALIMMHUCS B OpOILIIOpE HUCCiIe0BaTes,
MPOEKTOM MPOTOKOJAa KIMHUYECKOTO KCCIENOBAaHUS JIEKAPCTBEHHOIO IIpernapara Uisi MEAMIIMHCKOTO
MPUMEHEHHUs, pa3paboTaHHBIM Pa3padOTYMKOM JIEKAPCTBEHHOTO Tpenapara WM WHBIM IOPUINYCCKUM
JUIIOM, TIPUBJIEKAEMbIM K OpTraHU3allUd TPOBEACHUS KIMHUYECKOTO HCCIEIOBAaHMS JIEKapCTBEHHOTO
npenapara Jiyisi MEIMIIMHCKOTO MTPUMEHEHHS, U APYTUMH MaTepuajaMu TaKoro UCCIEIOBaHUS.

Hnghopmayus 06 usmenenusix:

Dedepanvrvim 3axonom om 29 nosaops 2010 2. N 313-DP3 cmamwbs 40 nacmosaweco PedepaivHo2o 3aKkOHA
oononnena wacmoio 3.1, ecmynaroweti 8 cuny ¢ 1 sweaps 2011 é.

3.1. PykoBomuTens MEIUIIMHCKOW OpraHU3alMK B CPOK, HE MPEBBIMAOIINN TpeX padoynx AHEH COo
JIHS Hayaja MPOBENECHMs KIMHUYECKOTO HCCIEAOBAHMS JIEKAPCTBEHHOTO IMpemnapara Al MEAUIIMHCKOTO
NPUMEHEHHs, coo0IaeT 00 3TOM B YIIOJHOMOYEHHBIH (hemepasbHbIli OpraH WCIONHUTENILHOW BIIACTH,
BBIIABIIMI pa3pelieHre Ha IPOBEACHHUE TAKOTO UCCIIEIOBaHNUs, TI0 YCTAHOBICHHON UM (opMme.

Ungopmayus 06 usmenenusix:

DedepanvHvim _3axkowom om 11 oxkmsabpa 20102 N 271-P3 6 uwacmv 4 cmamvu 40 nacmosawezo
DedepanbHo20 3aKOHA GHECeHbl USMEHEHUs.

Cu. mexem yacmu 6 npedvioyuien peoaxkyuu

4. OpraHuzanuy, OCYLIECTBIISIIOIIME OpPraHU3alUI0 IPOBEACHUS KIMHUUYECKOTO MCCIeI0BaHUS
JIEKapCTBEHHOIO Ipernapara il MEIULUHCKOIO TPUMEHEHWs M yKa3aHHble B 4acth 3 crareu 38
Hacrosmero denepasbHOrO 3aKOHA, B Cllydae HEOOXOAMMOCTH BHECEHHUS HM3MEHEHUH B IPOTOKOIM
KJIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOI'O IpernapaTa il MEAULIMHCKOTO IPUMEHEHHs COO0IIaoT 00
TOM B YIOJHOMOYEHHBIA (erepaabHbIii OpraH HCIOJHUTENFHONW BIIACTH, BBIJABIIMIN pa3peuieHue Ha
IPOBE/IEHUE TAaKOTO MCCIIE0OBAaHUs, [0 YCTAHOBICHHON UM (opMe.

Hnghopmayus 06 usmenenusix:

@edepanvHoim 3akonom om 11 oxmsaops 2010e2. N 271-D3 cmamvsa 40 nacmoaweco PedepanbHo2o
3aKoHa OononneHa yacmvio 4.1

4.1. ®opma cooOIIeHUS O BHECEHMHM H3MEHEHHH B MPOTOKOJ KIMHUYECKOTO HCCIEIOBAHUS
JIEKapCTBEHHOTO Mpenapara sl MEIUIUHCKOTO IPUMEHEHUS JOJKHA COAEpKATh CIEAYIOIINE CBEACHUS:

1) HaumeHOBaHUE, HICHTU(UKAMOHHBIA HOMEP U JaTa MPOTOKOJIa KIMHUYECKOTO UCCIIEIOBAHNS;

2) nata BHECEHUS U3MEHEHUHN B IPOTOKOJ KIMHUYECKOTO UCCIIEJOBAHMUS;

3) HaMMEHOBaHUE M MECTO HAXOXKJICHUS 3asBUTEIIS;

4) HauMEHOBaHHME OpraHU3allM{, MPUBJIECUYEHHOM pa3paOOTUMKOM JIEKAPCTBEHHOIO Ipernapara K
OpraHu3aIiy MPOBeICHUS KIMHIHUECKOTO UCCIe0BaHMs (IPH HAJTHUYUN );

5) HaMMEHOBAHHUS W MECTa HAXOXKJCHUS MEAMIIMHCKUX OpraHu3aliii, B KOTOPBIX MPOBOIUTCS
KIIMHUYECKOE UCCIIeOBaHUE;

6) nara BblJaYM pas3pellIeHHs] HAa MPOBEIECHUE KIMHUYECKOTO MCCIEIO0BAaHUS W HOMEp 3TOrO
pa3pereHus;

7) ©3MEHEHUs1, BHOCUMBIE B IPOTOKOJI KIIMHUYECKOTO MCCIIEI0BAaHUS.

Ungpopmayus 06 usmenenusx:

Yacmoe 5 usmenena c 30 saneapa 2024 2. - @edepanvhviii 3akon om 30 aneapsa 2024 2. Ne [-D3

Cm. npedviovyyro pedaxkuuio
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

TAPAHT:

Tonooxcenus wacmu 5 (8 peoaxyuu Pedepanrvroeo 3axona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npedocmasieHus 20CyO0apCmeeHHblX YCiye npu 00paujeHulu 1eKkapCmeeHHblx cpeocms Oisi MeOUYUHCKO20
npumenenus nocpeocmeom EITUC3 u (unu) ELLY, npumensiomes c 1 aunsapa 2026 o. Pecucmpayuonmvie
Y0OCmo8epeHUsl 1eKapCmMBEeHHbIX NPenapamos 0l MeEOUYUHCKO20 NPUMEHEeHUs, Noomeepicoarowue Gakm
20CY0apCmeenHol  pecucmpayuu, Ha OYMAdiCHOM Hocumene U OVOIUKAmvl — pecucmpayuoHHbIX
y0oCmogepeHUll J1eKApCMEEeHHbIX Npenapamos Oas MeouyuHckoeo npumernenus ¢ 1 saneapsa 2026 e. ne
8b10AI0MCSL

5. B cpok, He mpeBbIIaomui ABaILATH BOCBMU pabouuX JHEH cOo JHS MOJIyYEeHHUs yKa3aHHOTO B
4acTu 4 HACTOAIIEH CTAaThbU COOOIIEHUS, YIIOJHOMOYECHHBIN (hefepaibHblii OpraH UCIOTHUTENHFHON BIaCTH
paccMarpuBaeT 3TO COOOILIEHHE B YCTAHOBIEHHOM MM MOpPAJIKE W MPUHMMAET pEIIeHHWE O BHECEHUU
M3MEHEHUN B MPOTOKON KIMHUYECKOTO WMCCIENOBaHUS JICKAPCTBEHHOTO Mpemapara sl MEIUIIMHCKOTO
MpUMEHEHUs WM 00 OTKa3e BO BHECCHHMM TaKUX HW3MCHEHHWH, TIOJIMUCAHHOE YCWICHHOU
KBaJIM(UIIMPOBAHHON 2IEKTPOHHOW MOANUCHIO, TIOCPEACTBOM HAIPABIICHUS COOTBETCTBYIOLIETO PEIICHUS
B JIMYHBIN KaOWHET 3asBHUTENIA B €auHON cucteMe. [Ipu paccMOTpeHHH COOOIIEHUS O HEOOXOIUMOCTH
BHECEHHUS HW3MEHEHUN B TMPOTOKON KIMHHUYECKOTO WCCIIENOBAaHUS JICKAPCTBEHHOTO IIperapara JJis
MEIUIIMHCKOTO IPUMEHEHUS B IIEJIIX OIEHKH 0O0OCHOBAHHOCTH IPEIJIaracMbIX U3MEHEHUN U ONIPeIeTICHUs
CTENEeHW pHCKa i1 TAlHeHTOB, MPUHUMAMOIIUX yYacTHE B KIMHUYECKHUX HCCIIEAOBaHUSAX,
YIOJTHOMOYEHHBIM (efiepaIbHBIM OPraHOM HCIIOJHUTEIBLHON BJIACTH MOTYT MPHUBICKATHCS HKCIEPTHI
COBETa M0 3TUKE U (MIIU) SKCIIEPTHI IKCTIEPTHOTO YUPEIKICHHUS.

6. Kinunudeckoe uccienoBaHue JIEKapCTBEHHOTO Ipemnapara i MEAUIMHCKOTO INPUMEHEHHS
MOXET OBITh MPUOCTAHOBICHO WJIM TPEKPAIIeHO, €CTU B IMpolecce ero mNpoBeAcHHS oOHapykeHa
OTMIaCHOCTH VISl )KU3HH, 3/I0POBbsI MAIMEHTOB. B ciydae BOZHWKHOBEHHS OMACHOCTHU JIJISl )KU3HU, 3I0POBbBS
MaIUEeHTa, YYaCTBYIOLIETO B KIMHHUYECKOM HCCIIEAOBaHUU JIEKAPCTBEHHOTO Ipernapara AJisi MeIUIUHCKOTO
MPUMEHEHHUs, HWCCIeNOBaTeN 00s13aHbl MPOUH(GOPMHUPOBATH 00 3TOM PYKOBOJUTENS] MEIUIIMHCKON
OpraHu3aliil ¥ OPTaHU3alMI0, TOJYYMBIIYIO pa3pelieHUe YIOIHOMOYEHHOTO (QenepalbHOTO OpraHa
WCIIOJTHUTENbHOM BJIacTU Ha OpPraHU3alUI0 MPOBEACHUS KIMHHUYECKOTO HCCIIEIOBAHUS JIEKAPCTBEHHOTO
npemnapara. Perenre o mpuoOCTaHOBICHUHM KIMHUYECKOTO MCCIEIOBAHUS JIEKAPCTBEHHOTO Mpemnapara s
MEIMIIMHCKOTO MPUMCHCHHS TMPUHUMAIOT PYKOBOAUTENh MEIHWIMHCKOW OpraHu3anmud W (WJIH)
OpraHu3aiys, MOMyYUBIIAs pa3pelieHUue YIOTHOMOYEHHOTO (eaepanbHOro OpraHa HCIOJHUTEIbHON
BJACTU Ha OpPraHU3al{I0 IPOBEACHMS KIMHUYECKOIO HCCIENOBaHMs JIEKapCTBEHHOTO Iperapara Jis
MEIMIIMHCKOTO  TMPHUMEHEHHUS, pelIeHHe O TMPEKpalleHWd TaKoro HCCIENOBAaHUS  MPUHUMAET
YIOJIHOMOYEHHBIN  (efiepalnbHblii  OpraH WUCIHOJHUTEIBHON BJIACTH HAa OCHOBAHHHM COOOIICHHS B
MUCbMEHHOW (opMe pPYKOBOAUTENS MEAUIMHCKOM OpraHW3alliil WM OpraHu3alus, I[OJIy4HBILIAs
paspellieHrue YHIOJHOMOUYEHHOTO (elepalbHOI0 OpraHa HCIOJHUTENIbHON BJIacTM Ha OpraHU3aluio
MIPOBEICHHS KIIMHUYECKOTO UCCIIEIOBAaHMUS JIEKApCTBEHHOTO Mpernapara Jisl METUIIMHCKOTO MPUMEHEHUS.

7. B cpok, HEe TPEBBIMAINA MATH PabOYMX JTHEH CO JTHSA 3aBEPIICHUS, TPHUOCTAHOBICHUS WU
MPEKpAILEHUS KITMHUYECKOTO UCCIIEAOBaHUs IEKAPCTBEHHOTO Iperapara Jijisi MEIULMHCKOTO TPUMEHEHHSI,
cooOmieHne 00 TOM HampaBIACTCS OpPraHU3alMSIMH, YKa3aHHBIMH B YacTh 3 cTaTbd 38 HACTOSIIETO
denepalbHOTO 3aKOHA, B YIOJTHOMOYEHHBIH (hedepaibHbIi OpraH MCIONHUTEIBHOW BIACTH IO
YCTaHOBJIEHHOW UM (opme.
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

8. ®opma coOOIIeHHS O 3aBEPIICHUH, MPUOCTAHOBIECHUH WM TPEKpalIeHHUH KIMHHYECKOTO
MCCIIEIOBAHUS JIEKAPCTBEHHOTO MIpenapara Jijisi MEAUIIMHCKOTO MIPUMEHEHHUS JTOJKHA COJIePHKaTh:

1) uadopmarivio 0 MEAUIIMHCKON OpraHMU3alMKi WM MEAMIIMHCKUX OpraHU3aIUsX, MPOBOAUBIINX
JTAHHOE HCCIIEI0OBaHMUE;

2) omnucaHue JAaHHOTO MCCIIEA0BAHUS;

Unghopmayus 06 usmenenusx:

DedepanvHuim 3akonom om 11 okmsabps 2010 e. N 271-D3 ¢ nynkm 3 uwacmu 8 cmamou 40 Hacmosawe2o
DedepanvbHo2o 3aKOHA 6HECeHbl USMEHeHUs

Cm. mekcm nynkma 6 npeduvloyuieli pe0aKyuu

3) manHble uccienoBarens (pamuivs, UMs, OTYECTBO, MECTO PAOOTHI, 3aHUMAeMas JOJDKHOCTD,
CIEUAIBHOCTb, CTAX PaOOTHI IO MPOrpaMMaM KITMHHYECKUX MCCIICIOBAHUH JICKAPCTBEHHBIX MPETapaToB,
MepeYeHb KIMHUYCCKUX HCCICIOBAHUM JICKAPCTBEHHBIX MPENapaTroB, B KOTOPHIX OH MPHHHUMAJ Y4acTHE
(TIeproIbl yYacTHs) B KAYECTBE UCCIIEIOBATEIISI WIIM COMCCIIEIOBATES);

4) pe3ynbTar IaHHOTO MCCIIEOBaHUS (3aBEpIlCHNUE, TPUOCTAHOBICHUE WK MPEKPAILIEHUE JAHHOTO
WCCIICIOBAaHMS C YKa3aHHEM WX MPUYHMH M BIIMSIHUS Ha OIICHKY €ro PEe3yJbTaToB, OOIIYIO OIEHKY pUCKa U
OKUJAEMOH TIONB3bI OT TMPUMEHEHHSI HCCICNyeMOro JIGKApCTBEHHOTO TIperapara, a Takke
nperoiaraeMbie JaTbHEHUIITHE JCHCTBU ).

Hnghopmayus 06 usmenenusix:

Dedepanvrvim _3axonom om 13 wurona 2015 2. Ne 241-D3 yacms 8.1 cmamwvu 40 nacmosweco
DedepanvbHo2o 3aKOHA U3N0NHCEHA 8 HOBOU PedaKyuu

Cm. mekem yacmu 6 npedvloyuiel pedaxyuu

8.1. Ilpu BbsIBIEHMM (eaepalbHBIM OpPraHOM HCHOJIHUTENBHOM BIACTH, OCYLIECTBISIOLIMM
(GYHKIMU TIO KOHTPOIIO M Hau30py B cdepe 3IpaBOOXpaHEHUs, HAPYIICHHH TpaBHJ HaJIeKaIlen
KIIMHUYECKOM TPAaKTUKU IPU INPOBEIECHUU KIMHUYECKOIO HCCIIEJOBAHMS JICKapCTBEHHOIO IIpernapara,
BIMSIONIMX HAa IOJIHOTY M (WIKM) JOCTOBEPHOCTb JAHHOTO KIMHUYECKOI'O HCCIIEIOBAHMS, YKa3aHHbBIN
(benepanbHbI OpraH HCIOJHUTENIBHOW BIACTU MPHUOCTAHABIMBAET IIPOBEIECHUE JAHHOIO KIMHUYECKOIO
UCCJIENOBAHNUS U BBIHOCUT MEIMLMHCKOM OpraHU3allMM, B KOTOPOM MPOBOAMUTCS IAHHOE KIMHHYECKOE
ucclieloBaHue, peucanie 00 yCTpaHEeHUHN BbISABICHHbBIX HapyuieHui. [lpu HeycTpaHeHnn MeUIMHCKON
OpraHM3aluel BBISABICHHBIX HApYyLICHUH B YCTAHOBIEHHBIM B IPEANUCAHUM CPOK yKa3aHHbBIN
GbenepanbHbIl OpraH MCHOJIHMUTENBHOM BIACTH NPUHMMAET pEIICHUE O MPEKPALIeHUH IPOBEACHUS
KJIMHUYECKOTO HCCJIEOBaHUS JIGKAPCTBEHHOTO TMperapara M HampasisieT B (eaepanbHblii  opra
UCTIOJIHUTENILHON BJIACTH, OCYLIECTBISIOIINN (YHKIMHU MO BbIpaOOTKE M pealu3alud IoCyJapCTBEHHOM
NOJUTUKA W HOPMATUBHO-NIPAaBOBOMY pETYJIMPOBAHUIO B cdepe 3ApaBOOXpaHEHHs, 3aKIIOYCHHE O
BBISIBJICHHN TP IPOBEACHUM JAHHOTO KJIMHUYECKOTO HCCIIENOBAHMS HAPYLIEHUH IPABWJI HaJUIeXkKallen
KJIMHUYECKON MPAKTUKU Ui MPUHATHS pEeIIeHHsT 00 OTMEHE pa3pelleHus] Ha OpPraHU3alHi0 MPOBEICHHS
JJAHHOTO KIIMHUYECKOI'O HCCIIEAOBAaHUSA C JaTbl INPUHATUSA DPEIIECHUS O NPUOCTAHOBICHUM INPOBENCHUS
KJIIMHAYECKOT0 UCCIIEI0BAaHUs JIEKAPCTBEHHOTIO IIperapara.

HUnpopmayus 06 usmenenusix:

Cmamus 40 oononnena uacmoto 8.2 ¢ 30 aneapsa 2024 2. - Dedepanvusiii 3akon om 30 aneaps 2024 2. Ne
1-D3

TAPAHT:
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

Tonoocenus yvacmu 8.2 (8 pedaxyuu Pedepanrvroeo 3axona om 30 ausaps 2024 2. Ne [-D3), kacarowuecs
npedocmasieHus 20Cy0apCmeeHHblX Yciye npu 00paujeHuy 1eKkapCmeeHHblx cpeocms Oisi MeOUYUHCKO20
npumenenus nocpeocmeom EITUC3 u (unu) EILY, npumensiomes c 1 aneapa 2026 e. Pecucmpayuonnvie
Y00OCmo8epeHUsl 1eKapCmMBEeHHbIX NPenapamos 0l MEOUYUHCKO20 NPUMEHEHUs, NoOmeepicoarowue gakm
20CY0apCmeenHol  pecucmpayuu, Ha OYMAdx@CHOM Hocumene U  OYOIUKaAmvl  pecucmpayuoHHbIX
Y0OCmoGepeHUll J1eKAPCMEEHHbIX NPenapamos Ons Meouyuncko2o npumernenus c¢ 1 sameapsa 2026 . ne
8b10AOMCSL

8.2. Ilpm mnpoBeneHUM KIMHUYECKOTO HCCJIENOBAaHUA JICKAPCTBEHHOTO TMpemnapara  Jyist
MEIMIIMHCKOTO MPUMEHEHHS B Cly4yae YTOUYHEHHs (M3MEHEHHUsI) TaHHBIX, COAEepKAIINXCA B pa3pelIeHHH Ha
MPOBE/ICHUE JIAHHOTO KIMHUYECKOTO MCCIIEIOBaHUS, HA OCHOBAHMM HAMPABIEHHOTO B JIMUHBIA KaOWHET
YIOJIHOMOYEHHOTO (pe/lepalbHOTO OpraHa HCIOJHUTEIBHOW BIIACTH B €IMHON cucteme oOpalieHus
3asiBUTENIS, MOJIUCAHHOTO YCHIJICHHOW KBaTU(UIIMPOBAHHOW DJIEKTPOHHOW MOIMWCHIO, C MPHIOKEHHEM
MOTHBHPOBAHHOTO OOOCHOBAaHHUS U JOKYMEHTOB, MOATBEPKIAIOIIMX HEOOXOAMMOCTh YTOUHEHUS JaHHbIX,
YIOJTHOMOYEHHBIN ()eiepabHBI OpraH MCTIOMHUTEIBHOW BIACTH B CPOK, HE MPEBBIMAONINN JIBAIIATH
BOCBMHU pabOYMX JHEH CO JHSA MOCTYIUICHHS TaKoro OOpallleHHsl, BHOCUT MU3MEHEHUsS B pa3pelieHHe Ha
MIPOBE/ICHNE KIIMHUYECKOTO UCCIIEIOBAHMS JIEKAPCTBEHHOTO Mperapara Jisi MEIUIIMHCKOTO PUMEHEHUS U
peecTp BBIIAHHBIX pa3pelleHui Ha MPOBeIeHUE KIMHUYECKUX UCCIIeI0BAaHUHN JIEKAPCTBEHHBIX MPENaparos,
a Tak)Ke HaTpaBIseT B JIMYHBIA KaOWHET 3asBHUTENS B €IMHOW CHCTEME BBIITMCKY W3 PeecTpa BbIIaHHBIX
paspelleHnuii Ha MpOBeNEeHHE KIMHUYECKUX HCCIEIOBAHUN JIEKAPCTBEHHBIX MpPENaparoB, MOJIMHCAHHYIO
YCHJICHHON KBaJIM()UIIMPOBAHHOW AJIEKTPOHHON MOAMMKCKHIO, JIMOO MpPUHUMAET pemieHne o0 OTKaze BO
BHECEHUHM HW3MEHEHUN B paspelleHHe Ha MPOBEICHUE KIMHUYECKOTO HCCIIEOBAHUS JIEKapCTBEHHOTO
mpermapara s MEIMIIMHCKOTO MPUMEHEHHsI M HAlpaBisIeT B JIMYHBIA KaOWHET 3asBHUTENS B €IUHOU
CHUCTEME JTO peIlleHHe, MOANMUCAHHOE YCHJICHHON KBaJIM(UIMPOBAHHON AIIEKTPOHHON MOIMUCHIO, C
yKa3aHUEM PUYUH OTKa3a.

9. VYnomHOMOYECHHBIH (eaepalbHBIA OpraH HWCIOJHHUTEIBHONW BJIACTH OITYOJIMKOBBIBAET U
pa3Meniaer Ha CBOeM OQHuIMaTbHOM caidte B cetn "MHTepHeT" COOOIIEHHE O 3aBEpIICHHH,
MPUOCTAHOBICHUN WM TPEKpPalIeHUH KIMHUYECKOTO MCCIEIOBAaHUS JIEKAPCTBEHHOTO Mpernapara s
MEIMIIMHCKOTO TIPUMEHEHHUSI B CPOK, HE MPEBBIMAIONINN MMATH pa0oYuX JHEW CO JHS €ro MOJyYeHUs, B
YCTaHOBJICHHOM MM TOPSIJIKE.

10. YmomHoMmoueHHBIN (efepanbHbli OPraH WCIOTHHUTEIHHOW BIACTH OCYIICCTBISET BEICHUE
peecTpa uccaenoBareneii, IpOBOISIIMX UM MPOBOIUBIINX KIMHUYECKUE HUCCIETOBAHMS JIEKAPCTBEHHBIX
MpermaparoB JUisi MEIUIIMHCKOTO MPUMEHEHHS, B COOTBETCTBHHM C YTBEPXKJICHHBIMH WM TpPABWIAMHU U
pasMeliaeT ero Ha CBoeM OQUIMAIBHOM caiiTe B ceTd "MHTepHeT" B yCTAaHOBJICHHOM WM IOPSIKE.
VYkazaHHBIN peecTp COAePKUT UHDOPMAIHIO, TPETYCMOTPEHHYIO IYHKTOM 3 YacTH 8 HACTOSIICH CTAaThU.

Hnghopmayus 06 usmenenusix:

Yacmoe 11 usmenena c 30 ausaps 2024 2. - @edepanvusiii 3axkon om 30 ausaps 2024 2. Ne 1-D3

Cm. npedvloviyyro pedaxkuuio
TAPAHT:

Tonoocenus wacmu 11 (8 peoaxyuu Pedepanvrozo 3axona om 30 aunsaps 2024 2. Ne 1-D3), kacarowuecs
npedocmasieHus 20Cy0apCmeeHHblX Yciye npu 00paujeHulu 1eKkapCmeeHHblx cpeocms Oisi MeOUYUHCKO20
npumenenus nocpeocmeom EITUC3 u (unu) EILY, npumensiomes c 1 aneapa 2026 o. Pecucmpayuonnvie
Y0OCmOo8epeHUsl 1eKapCmMBEeHHbIX NPenapamos 0 MEOUYUHCKO20 NPUMEHEHUs, NoOmeepicoarowue gakm
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
WU3MEHEHUSIM. ..
20CY0apCmeenHol  pecucmpayuu, Ha OYMAdX€CHOM Hocumene U  OVOIUKAmvl  pe2ucmpayuoHHbIX
Y00OCmoGepeHUll J1eKApPCMEEHHbIX Npenapamos Ons MeouyuHcko2o npumernenus c¢ 1 sameapsa 2026 . ne
8b10AOMCSL

11. Otuer o pe3ynabrarax KIMHUYECKOTO HCCIEAOBAHMS JIEKAPCTBEHHOTO Tperapara s
MEIMIIMHCKOTO TPUMEHEHHUSI COCTaBIIsIeTCsl OpraHu3aliel, ykasaHHOH B YacTu 3 cTarby 38 HACTOAIIETO
denepanbHOrO 3aKOHA, W TMPECTABISETCS B YHOJTHOMOYEHHBIH (efepanbHblii OpraH HCIOIHUTEIBHOM
BJIACTH, BBIIABIIMN pa3pellieHue Ha MPOBEIECHUE JTOTO MCCIENOBAaHUS, B CPOK, HE MPEBHIMIAIOMINN
JIBEHAJIIATH MECSILEB CO JHS €ro 3aBepUICHMs, NPUOCTAHOBIEHUS WM IPEKpALlEHUs, B TOPSIKE,
YCTaHOBJIEHHOM YIIOJIHOMOYEHHBIM (pefiepaibHbIM OPraHOM UCTIOJTHUTENHHOM BIACTH.

Unghopmayus 06 usmenenusx:

DedepanvHuim _3axkonom om 22 Oekabpa 2014 . Ne 429-D3 6 uacme 12 cmamvu 40 Hacmoswe2o
DedepanvbHoco 3aKoHA 6HeCeHbl UsMeHeHUs], gcmynarowue 8 cuty ¢ 1 urons 2015 e.

Cm. mexem yacmu 6 npedvioyuie pedaxyuu

12. Hapymenue mnpaBui Haaiexamed KIMHUYECKOM MPaKTUKH, (QanbCHUPHUKAUs pPe3yIbTaToB
KIIMHUYECKOTO MCCIIENOBaHUs JIEKAPCTBEHHOIO IIpernapara JUisi MEOULUHCKOIO IPHMEHEHUS BIEKYT 3a
co00# OTBETCTBEHHOCTh B COOTBETCTBHHU C 3aKOHOAATENLCTBOM Poccuiickoii @eneparu.

Unghopmayus 06 usmenenusx:

Dedepanvrbvim_sakonom om 22 oekaobps 2014 2. Ne 429-D3 ¢ uacmv 13 cmamvu 40 nHacmosweco
DedepanvbHoeo 3aKOHA 6HECeHbl U3MeHeHUs, gcmynarouwue 8 cury ¢ 1 urons 2015 .

Cm. mexkcm yacmu 8 npedwvloyuieti peoaKyuy

13. Ilpu npoBeaeHNH KIIMHUYECKOTO UCCIIEA0BaHUS JIEKAPCTBEHHOTO IIpenapara Juisi MEAUIIMHCKOTO
MPUMEHEHHUs JI0MycKaeTcs 3a00p y MalMeHTOB OMOJIOrMYECKHX MaTepuaioB (00pasibl OMOJIOTHYECKUX
JKUJKOCTEH, TKaHEH, CEKPETOB MW MPOAYKTOB JKU3ZHEACITCILHOCTH YENIOBEKa, (DU3HONIOTHUECKUX H
MATOJIOTMYECKUX BbIACNIEHUI, Ma3KoB, COCKOOOB, CMBIBOB, MHUKPOOPTaHU3MOB, OWOICHIHBIN MaTepua)
st ux u3yuyenus B Poccuiickoit @enepanuu u (win) 3a npeaenamu Poccuiickoit deneparuu.

HUnpopmayus 06 usmenenusix:

Dedepanvrbim_sakonom om 22 oekabps 2014 2. Ne 429-D3 ¢ uacmv 14 cmamvu 40 nHacmosweco
DedepanvbHoeo 3aKOHA 8HECeHbl U3MeHeHUs, sgcmynarouwue 8 cury ¢ 1 urons 2015 .

Cm. mexcm wacmu 6 npedvloyuiell pedaKyuu

14. Ilopsanok BBo3a B Poccuiickyto denepannto u BbiBo3a 3a mpenenbl Poccuiickoit denepanyn
OMOJIOTMYECKUX  MaTepUaIOB, TIOTYYCHHBIX TMPU  TPOBEACHUM  KIMHUYECKOTO  HCCIEHOBaHUS
JIEKAapCTBEHHOTO TIpemapara Uil MEAWIIMHCKOTO TPUMEHEHHMsI, YyCTaHaBiuBaeTcs I[IpaBUTEIHCTBOM
Poccuiickont @enepanuu.
TAPAHT:

Cm. KOMMeHnmapuu K cmamse 40 HacmosAuweco @edepaﬂbnoeo 3dKOHA

Crarbs 41. JIoroBop 0 MpOBEACHNUN KIMHUYECKOTO UCCIEIOBAHUS JICKAPCTBEHHOTO Mpernapara ajis
MCIUIUHCKOI'O IMTPUMCHCHU

1. Knumamdeckoe HCCICA0BAHUC JICKAPCTBCHHOT'O TMpernapara Ajdd MEAWIMHCKOIO MPUMCHCHUA
MpOBOAUTCA B COOTBCTCTBHUU C JOTOBOPOM O MPOBCACHHUU KIIMHHUYCCKOTO HMCCICIOBAHUSA JICKAPCTBCHHOI'O
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mpemapara Afii  METUIIMHCKOTO MPHMEHEHHUs, 3aKI0uaeMblM MEXIy OpraHu3alfei, MNoxyduBIIeH
paspelieHre YIoJIHOMOYEHHOTO (eepaabHOr0 OpraHa HCHOJTHHUTENBHOW BIIACTH HAa OPTraHU3AIHIo
MPOBEJICHHUSI TAKOTO KCCIEAOBAaHUS, U MEIUIIMHCKONW OpraHu3alued, OCYIIECTBISIIONICH MpOBEICHUE
TaKOro UCCIIEIOBAHMSL.

2. JloroBop O TMpPOBEICHUHM KIMHUYECKOTO HCCIENOBAaHUS JIEKAPCTBEHHOIO TMpemnapara s
MEIUIIMHCKOTO MPUMEHEHUS JOKEH COIePKaTh:

1) ycnoBus ¥ CPOKH MPOBENECHUS JAHHOTO HCCIIEIOBAHUS;

2) ompeneneHue oOOIIEH CTOMMOCTH MPOTpPamMMbl JAHHOTO MCCIEIOBAaHUS C YKa3aHUEM CYMMBbI,
MpeIHa3HavaloIeiCs A7 BBIILIAT UCCIIeI0BATENsIM, COMCCIIE0BATEISIM;

3) ompenenerne GOPMBI TIPEICTABICHUS PE3YIIETATOB JTAHHOTO MCCIICIOBAHUS B YITOJHOMOYCHHBIH
denepanbHbIN OpraH UCIIOTHUTENHLHOM BIACTH.
TAPAHT:

Cwm. KOvMmeHnmapuu K cmanibe 4] HacmosAuezco (Dedepaﬂbnoeo 3AKOHA

Crarbs 42. GuHancoBoe obecriedeHre KIMHUYECKOTO MCCIIEA0BaHuUs JIEKapCTBEHHOTO IMpernapara
JUIS. METULIMHCKOTO ITPUMEHEHUS

@dunHaHcoBOe OOeCHeueHUEe KIMHUYECKOTO UCCIIEAOBaHUs JIEKAPCTBEHHOIO IIpernapara Ui
MEJIULIMHCKOTO TPUMEHEHUS OCYLIECTBIISIETCSA 3a CUET:

1) cpenctB deaepanbHOTO OOIKETA;

2) CpeincTB OpraHu3alvid, MOJYYUBIIUX pA3pelIeHHEe Ha OpPraHU3AlMI0 IMPOBEACHHUS JaHHOTO
HCCJIEI0BAHUSI, B COOTBETCTBUHU C YCIOBUSMHU JIOTOBOPA O €r0 IPOBEJICHUH;

3) MHBIX HE 3aNpeIEeHHBIX 3aKOHOAATENhCTBOM Poccuiickoit degepaiii HCTOYHUKOB.
TAPAHT:

Cm. KOMMeHnmapuu K cmamse 42 HacmosAueco @e@epaﬂbﬂoeo 3dKOHA

Crarpa 43. HpaBa NManUMEHTOB, YYaCTBYHOIIHUX B KIMHHYECKOM HCCICAOBAaHHUH JICKAPCTBEHHOI'O
npenapara JJjis1t MCAUIUHCKOIO ITPUMCHCHU A
1. VYuactue MNanmuMCEHTOB B KIMHHUYCCKOM HMCCICAOBAHUHN JICKAPCTBCHHOI'O IIp€riapara Jid
MCIUIUHCKOI'O ITPUMCHCHUA SABJIACTCA ,[[O6pOBOJIBHbIM.
TAPAHT:

06 opeanusayuu omoeneHull KIUHUYEeCKUX UCNbIMAHULU JIeKAPCMBEHHbIX Npenapamos Ha 300pPO06bixX
0obposonvyax cm. npukas Munzopasa P® om 25 aseycma 1992 2. N 235

HUnghopmayus 06 usmenenusx:
Yacmw 2 usmenena c 28 oexkabpa 2025 2. - @edepanvnvuii 3axkon om 28 oexkabps 2025 2. Ne 504-D3

Cum. npeduvioyuyio pedaxyuro

2. IManmeHT WM ero 3aKOHHBIH NPENCTaBUTEIb JODKEH ObITh WHPOPMUPOBAH B MHUCHMEHHOM
dbopme B BUIC JOKYMEHTa Ha OyMakHOM HOCHUTENE TUO0 B hopMe IIEKTPOHHOTO JOKYMEHTA:

1) 0 nekapCTBEHHOM IIperapare s MEIUIIMHCKOTO TMPUMEHEHHUS W CYIIHOCTH KIMHHYECKOTO
UCCJICJIOBAHMS 3TOTO JICKAPCTBEHHOTO TIperapara;

2) o 06e30MacHOCTH JICKAPCTBEHHOTO TpernapaTa Juisi MEIUIIMHCKOTO TIPUMEHEHUS, €T0 OXKHUIaeMOM
3 PEKTUBHOCTH U CTENICHH PHCKA IS MAlleHTa;
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3) 00 ycloBUSAX yyacTHs MalleHTa B KIMHUYECKOM HCCIIeIOBAaHUH JIEKAPCTBEHHOTO Mpenapara Jijis
MEIUIIMHCKOTO MPUMEHECHHUS;

4) o menu WM UENAX U MPOAOLDKUTENBHOCTH KIMHUYECKOTO HCCIEAOBaHUS JIEKAPCTBEHHOTO
npenapara Jijisi MEIMIIMHCKOTO TPUMEHEHNS,

5) o pAeicTBUSIX MalMeHTa B ClIydyae HENpEeIBUIACHHBIX J(PQPEKTOB BIUAHUSA JIEKAPCTBEHHOTO
npenapara Jiyisi MEIMIIMHCKOTO MTPUMEHEHHUS Ha COCTOSIHHE €T0 3/10POBbSI;

6) 00 ycnoBHsIX 0053aTEIBHOTO CTPAXOBAHUS KU3HHU, 37I0POBbBS MAIIMEHTA;

7) o rapaHTHsSX KOHQUIEHIMATLHOCTH YYacTUs TAIlMEeHTa B KIMHUYECKOM HCCIICOBAaHUU
JIEKapCTBEHHOTO Mpenapara Jjsi MeIUIUHCKOTO TPUMEHEHUSI.

3. J1oObpoBoibHOE coriache MalMeHTa Ha y4yacTUE B KJIMHUYECKOM HCCIIE0OBAaHNUNU JIEKAPCTBEHHOTO
mpemapara JAjs MEAMIIMHCKOTO TPUMEHEHHUS MOATBEPXKIAAeTCsl €ro MOAMHUCHI0 WM TOMAMUCHI0 €ro
3aKOHHOTO TIPEJCTABUTENSI HA MHPOPMAIIMOHHOM JIUCTKE TAI[USHTA.

4. TlanweHT WIM €ro 3aKOHHBIM MpPEICTAaBUTENb HMEET IMpPaBO OTKA3aThCs OT y4acTUsl B
KJIIMHUYECKOM HCCJIEIOBAaHUM JIEKAPCTBEHHOTO TMpernapara Ijisi MEIUIMHCKOTO MPUMEHEHHUs Ha Jto0oi
CTaIUY IPOBEACHUSI TAKOTO UCCIICTOBAHMS.

HUnghopmayus 06 usmenenusx:
Yacmw 5 usmenena c 28 oexabpa 2025 2. - @edepanvnbiii 3axkon om 28 oexkabps 2025 2. Ne 504-D3

Cum. npeduvioyuyio pedaxyuro

5. IlpoBeneHWe KIMHUYECKOTO HCCIEAOBAHMS JIEKAPCTBEHHOIO Ipenapara Juisi MEIUIMHCKOrO
MPUMEHEHHUS C Y9aCTHEM B Ka9ECTBE MAIIMEHTOB JACTEH JOIMYCKASTCS TOJIBKO MPH HAIUYUH JOOPOBOIBLHOTO
comlacHs Ha y4yacTUE€ B KJIMHUYECKOM HCCIEIOBAHMM JIEKAPCTBEHHOIO Mpernapara Uisi MEIUIIMHCKOIO
MPUMEHECHUS B MH()DOPMAMOHHOM JIUCTKE MAIlMEHTA, MOJIMHUCAHHOM HX POIUTEISIMHU, YCHIHOBUTEIISIMHU.
et MoryTt paccMaTpuBaThbCsl B KAYECTBE MOTEHIMAIBHBIX MMAIIUEHTOB TAKOIO UCCIIEI0BAaHUS, TOJIBKO €CIn
€ro TPOBEJCHHE HEOOXOMUMO MJIsi YKPEIUICHUS 370POBbS JCTe WU NPOMUIAKTUKH WH(EKIIMOHHBIX
3a00JIeBaHUil B IETCKOM BO3pacTe JIMOO €CIIH 1eNIbI0 TAKOTO UCCIIeIOBaHMUS SIBISIETCA MOJIyYeHHE JaHHBIX O
HaWwIy4dlllell JO3UPOBKE JIEKAPCTBEHHOIO Ipemnapara Uil JiedeHMsl AeTed. B 3Tux ciydasx TakoMmy
HCCJIEIOBAHUIO JTOJDKHO IPEAIIECTBOBATh KIMHUYECKOE HCCIIEIOBAHUE JICKAPCTBEHHOIO Ipernapara s
MEIMIMHCKOTO IPUMEHEHUS Ha COBEPILIEHHOJETHUX TIpaKJaHaX, 3a MCKJIIOUEHUEM CIIy4aeB, €CIH
HCCIIENYEMBbII JIEKapCTBEHHBIN Mpenapar Juisi MEAULIUHCKOTO IPUMEHEHHUSI TPEIHA3HAYEH UCKITIOUUTEIBHO
JUISL UCTIO0JIb30BaHUsI HECOBEPLIEHHOIETHUMH I'paXK/1aHaMU.

6. 3anpemiaercss NpPOBEJEHUE KIMHUYECKOIO HCCIIENOBAHMS JIEKAPCTBEHHOIO Ipernapara s
MEIUIIMHCKOTO MPUMEHEHHS C YJaCTHEM B KaU€CTBE MalMEHTOB:

1) neTel-CupoT U JAETEH, OCTABIIUXCS O€3 MOTICUCHUS POIUTENICH;

2) OSKEHUIMH B MNepuoja OepeMEHHOCTH, >KEHIIMH B TEPUOJA TPYIHOTO BCKapMIIMBAHUS, 3a
HCKIIFOUEHUEM CIIy4aeB, €CJIM NPOBOJUTCS KIMHUYECKOE MCCIENOBAaHUE JIEKAapCTBEHHOIO IIpernapara,
MpEeIHA3HAYCHHOTO JUISl YKa3aHHBIX JKCHIUH, MPH YCJIOBUM HEOOXOAMMOCTH TONy4YeHHs HH(popmanuu
TOJIBKO BO BpeMs IPOBEACHUS COOTBETCTBYIOIIMX KIMHUYECKUX MCCIEJOBAaHUN W MPUHATHA BCEX
HEOOXOIMMBIX MEp MO HCKIIOYCHHIO PHCKA HAHECEHHsI Bpela KCHIIMHE B MEpHo] OepeMEeHHOCTH,
KEHILUHE B TIEPUOJ] TPYIHOTO BCKapMIIMBAHMUS, TUIOAY WU PEOCHKY;

3) BOEHHOCIYXKalMX, 3a HCKIIOYEHHEM CIy4yaeB IIPOBEICHMS KIMHMYECKOIO HCCIEI0BaHUS
JIEKapCTBEHHOTO Ipemnapara, CleluaIbHO pa3pabOTaHHOTO Il MPUMEHEHHUS B YCJIOBHSIX BOCHHBIX
JeHCTBUH, Upe3BBIYAMHBIX CUTYalui, MPO(UIAKTUKY U JICUSHUS 3a00JIEBAaHUI U TOPAKEHHH, TOTYYEHHBIX
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B pe3yJIbTare BO3ACUCTBUS HEOIArompUATHBIX XUMHUYECKUX, OMOJIOTHYECKHX, PaIUallMOHHBIX (aKTOPOB.
Knunnueckoe wuccienoBaHHe Takoro JIEKAPCTBEHHOIO IpernapaTa MOXKET IMPOBOAUTHCA C Y4YacTHEM B
KaueCcTBE MAI[MEHTOB BOCHHOCTY)KAIlUX, 332 HCKJIIOUYEHHUEM BOEHHOCIYKAIINX, MPOXOASIIUX BOCHHYIO
Cityk0y 10 TPU3BIBY, C COOTIOIEHHEM TPeOOBaHU, YCTAaHOBICHHBIX HAacTOSIIIUM DeiepanbHbIM 3aKOHOM B
OTHOIIICHUH TPAXKIaHCKUX JIUIL;

4) cOTpYIHUKOB MPAaBOOXPAHUTEIIbHBIX OPraHoOB;

5) nun, oTOBIBAIOIIMX HaKa3aHWE B MECTaX JIMIICHUS CBOOOMBI, a TAKXKe JIMII, HAXOASIIUXCS MO/
CTpaXkeil B CIIEICTBEHHBIX U30JIATOpPaX.

Hnghopmayus 06 usmenenusix:

Yacmo 7 usmenena c 28 oexabps 2025 e. - @edepanvhuiii 3akon om 28 dexaops 2025 2. Ne 504-D3

Cm. npeduloyuiyro pedaxyuio

7. JomyckaeTcss NpOBEACHUE KIMHUYECKOTO UCCIEIOBAaHUS JIEKAPCTBEHHOIO IMpernapara s
MEIUITUHCKOTO TIPUMEHEHUS, TIPEeIHa3HAYEHHOTO /IS JICYCHHS TICUXMUECKUX 3a00JIeBaHHM, C YYacCTHEM B
Ka4eCTBE IMAlMEHTOB JIUI] C TICHXMUYECKUMH 3a00JIEBaHUSIMU, MPU3HAHHBIX HEIEECIIOCOOHBIMH B MOPSIIKE,
YCTAHOBJICHHOM  3akoHojaarenbcTBOM  Poccuiickoit ~ ®denepanmu.  KinuHuueckoe — WccienoBaHuUeE
JIEKapCTBEHHOTO TMpermapara B 3TOM CIIy4ae MPOBOJUTCS IPH HAIWYUU JTOOPOBOIBHOTO cCOINIacus Ha
y4acTHe B KJIMHUYECKOM HCCIIEAOBAHHMH JIEKAPCTBEHHOIO Ipemnapara JUisli MEIUIIMHCKOTO NPUMEHEHUS B
WH(GOPMAITMOHHOM JIUCTKE MAIMEHTa, TIOAMMCAHHOM 3aKOHHBIMHU MTPECTABUTEIISIMHA YKa3aHHBIX JIHII.
TAPAHT:

Cm. KOMMeHmapuu K cmambse 43 HacmosAueco @edepaﬂbﬂoeo 3dKOHA

HUnpopmayus 06 usmenenusix:

Dedepanvrvim 3akonom om 29 noaops 2010 2. N 313-D3 cmamwvs 44 nacmosweco DedepanvHozo 3aKkoHA
U31021CceHa 8 HoBoll pedakyuu, gcmynarowel 8 cuny ¢ 1 aneaps 2011 .

Cm. mexkcm cmambuu 8 npedbloyuiel pedaKyuu
Crarbsi 44. OOs3aTenbHOE CTpPaXxOBaHWE IKWU3HM, 3JI0POBbS TAIMEHTA, Y4YacTBYIONIETO B
KJIIMHUYECKOM  MCCJIEJOBAaHUM  JICKAPCTBEHHOTo  Mpemapara Uil  MEAMIIMHCKOTO
MIPUMEHEHUS

1. Opranuzanus, TOAyYMBIIAsl pa3pelICHWE Ha OPraHU3alUI0 MPOBEACHHS KIMHHUYECKOTO
WCCJIEJIOBAHUS JIEKAPCTBEHHOTO TMpemapara Uil MEIUIMHCKOTO MpPHMEHEHHs, o0si3aHa B KauecTBe
CTpaxoBaresisi CTPaxoBaTh PUCK MPUUMHEHUS BpeAa KM3HU, 3J0POBbIO NMAIMEHTAa B pe3yJIbTaTe IPOBEICHUS
KIIMHUYECKOTO UCCIIE0OBaHUs JIEKapCTBEHHOTO Mpernapara Ui MEIUIIMHCKOrO MPUMEHEHHUs 3a CBOU CYET
MyTEeM 3aKJIFOYEHUS TIOTOBOpa 00s3aTEILHOTO CTPAXOBAHUS.

2. OObBEeKTOM 00s3aTeIbHOTO CTPaxOBaHUS SBISETCS HWMYILIECTBEHHBIM MHTEpeC MalleHTa,
CBSI3aHHBIM C MPUUYMHEHUEM Bpela €ro >KU3HU WM 370POBBI0 B pPE3yJbTaTe MPOBEACHUS KIMHUYECKOTO
UCCJIEIOBAHUS JIEKAPCTBEHHOTO Mpenapara iyl MEIUIIUHCKOTO MPUMEHEHUSI.

3. CTpaxoBBIM CITy4aeM IO JOTOBOPY 00S3aTEFHOTO CTPAXOBAHUS SIBISICTCS CMEPTh MAIMEHTa WU
YXYyALIEHUE €T0 37I0POBbs, B TOM YHCIIE BIIEKyIlee 3a co00il yCTaHOBJIEHNE MHBAJIUAHOCTH, MPU HATUIUH
MPUYUHHO-CICICTBEHHOW CBS3M MEXAYy HACTYIUIEHHEM OTOTO COOBITHS W YyYacTHEeM TNallleHTa B
KIIMHUYECKOM HCCIIEIOBaHUH JIEKAPCTBEHHOT'O Tpernapara.
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4. TpeOoBanusi O BO3MELICHUH Bpeda, NPUYMHEHHOTO KU3HU WJIM 3J0POBBIO TAIMEHTa,
MPEABIBIAIOTCS B TEYEHHE  CPOKOB  HCKOBOM  JABHOCTH,  YCTAHOBJEHHBIX  [PAKIAHCKUM
3aKOHO/IATEIbCTBOM.

5. Pa3zmep cTpaxoBoit BBITUIATHI IO JOTOBOPY 00S3aTEILHOTO CTPAXOBAHUSI COCTABIISIET:

1) B ciiydae cMepTH MalMeHTa Ba MUJUIMOHA pyOiel Ha KakJoro MalMeHTa, y4acTBOBABIIETO B
KIIMHUYECKOM HCCIIEI0BAaHUH JIEKAPCTBEHHOT'O Mpenapara;

2) mpu yXyALLIEHUU 370POBbsI MallUEHTA!

a) TOBJICKIIEM 3a CO00¥ YCTaHOBIIEHWE WHBAIHIHOCTH | TPyIIbI, OMMH MUJUTHOH TSITBCOT THICSY
pyOneli Ha KakJIOro MalueHTa, Y4YacTBOBABIIETO B KIMHUYECKOM HCCIEIOBAaHUHN JIEKApPCTBEHHOTO
Ipernapara;

0) moenekmieM 3a co0oil ycTaHoBieHue WHBaMMIHOCTH Il rpymmbl, onuH MHUIHOH pyOned Ha
KaXXJIOTO MallMeHTa, Y4aCTBOBABIIIETO B KIIMHUYECKOM UCCIIEIOBAHUH JIEKAPCTBEHHOTO Mperapara;

B) MOBJEKIIEM 3a co0o0il ycraHoBnenue uHBanuaHocTu III Tpymmel, mATHCOT ThicAY pyoOned Ha
KaQXXJIOTO MaIlMeHTa, y4aCTBOBABIIIETO B KIIMHUYECKOM UCCIIEIOBAaHUH JIEKAPCTBEHHOTO Mperapara;

Hnghopmayus 06 usmenenusix:

Dedepanvruim 3akonom om 22 oexabps 2014 e. No 429-D3 noonynkm "2" nynkma 2 yvacmu 5 cmamou 44
Hacmosiuwe2o DedepanrbHoco 3aKOHA UIONCEH 8 HOBOU pedaKkyuu, scmynarouiei 6 cuny ¢ 1 uronsa 2015 a.

Cm. mekcm noonyHKma 6 npeovioviyel peoaxKuyuu

I') HE TIOBJICKIIIEM 332 COOOM YCTAHOBJICHUSI MHBAJUIHOCTH, HE 0OJiee YeM TPHCTA ThICSY pyOiei Ha
Ka)XJIOTO TaIMeHTa, YY4aCTBOBABIIEIO B KIMHMYECKOM HCCIICAOBAHUH JICKAPCTBEHHOTO Mpernapara, HCXO/Isl
M3 HOPMATHBOB, OTPAKAMOIIMX XapaKTep W CTEICHb IOBPEKICHHUS 30POBbS, a Takke (aKTUICCKU
IIOHCCCHHBIX IIAIIMCHTOM paCXOI[OB, BBI3BAHHBIX HOBpe)KIIeHI/ICM 3I[OpOBBSI, Ha MCI[I/II_II/IHCKyIO IIOMO11b,
MPHOOpPETEHUE JICKAPCTBCHHBIX MPEIapaToB.

6. Yrpatmia cuiy ¢ 1 mrong 2015 .

Ungpopmayus 06 usmenenusx:

Cm. mexkem ywacmu 6 cmamou 44
7. Cpok JoroBopa 00s3aTEIbHOTO CTPaxOBaHUS HE MOXKET OBITh MEHEe, YeM CPOK IPOBEICHHS
KITMHUYECKOTO MCCIIEI0OBAaHUS JICKAPCTBEHHOTO TIperapara.

Ungopmayus 06 usmenenusix:

DedepanvHbim _3axoHom om 22 Odexabpa 2014 o. Ne 429-D3 6 uacmv 8 cmamvu 44 nHacmosweco
DedepanvbHo2o 3aKOHA 6HECEHbL U3MeHeHUs, sgcmynarouwue 8 cuay ¢ 1 urons 2015 .

Cu. mexem yacmu 6 npedvioyuien pedaxkyuu

8. VYcnoBusi m0roBopa 00s3aTENFHOTO CTPAaXOBAaHUS, B TOM YHUCIE CTPaxoBble TapuQbl IO
00s13aTeTbHOMY CTPaXOBaHMIO, IMEPEUeHb HEOOXOIUMBIX JOKYMEHTOB ISl OCYIIECTBICHHS CTPaxoBON
BBIIJIATHI, TOPSJOK YCTAHOBJICHMS CTpaxoBaTeleM HWHIWBUAYAIBHOTO HICHTU()UKAIIMOHHOTO KOJa
NanyeHTa, NopSIJ0K HH(OPMUPOBAHUS CTPAXOBATEIEM CTPAXOBIIMKA O TPHUBICYCHHBIX K KIMHUYECKOMY
MCCIIEIOBAaHUIO JICKAPCTBEHHOTO Tperapara JJisi MeIUIIMHCKOTO IPUMEHEHHUS MAIIEeHTaX, MOPSI0K yIJIaThl
CTPaxoBOH MPEMHUH, TIOPSIOK PeaTn3alliy ONPeIeICHHBIX HACTOSIMM DeepanbHbIM 3aKOHOM U APYTHMHU
denepanbHBIMU 3aKOHAMH TIpaB U 00S3aHHOCTEH CTOPOH MO JIOTOBOPY OO0S3aTENBHOTO CTPAXOBaHHSA, a
TaK)kKe HOPMATHBBI, OTPAKAIOIIME XapakTep M CTENeHb MOBPEKACHUS 3/0POBbS, YCTAHABIMBAIOTCS
TUIOBBIMH IPABUIAMHU 00S3aTEIHHOTO CTPAXOBAHMS.
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9. B cnyuae mpuuuHEeHHs Bpea *KU3HU MAI[MeHTa, y4aCTBOBABIIETO B KIIMHUYECKOM HCCIIEIOBAaHUH
JIEKapCTBEHHOTO IIpenapara, BBITOJONPHUOOpETaTENsIMU 1O JOTOBOPY 0O0S3aTEIbHOTO CTPaXOBAHMS
ABIISIIOTCA TpaXkJaHe, MMEIoIME TMpaBO Ha BO3MEIIEHHWE BpeAa B Cllydae CMEpPTH KOpPMUIbIAa B
COOTBETCTBUH C [PAKIAHCKUM 3aKOHOIATEIBLCTBOM, MPU OTCYTCTBUM TAKUX T'PAXKIAH - POIUTENH, CYTIPYT,
JIETH YMEpILIEro MalieHTa, y4acTBOBABIIET0 B KJIMHIUUECKOM HCCIIEI0BaHUH JIEKAPCTBEHHOTO Mperapara, B
cily4ae CMEpPTH MalMeHTa, Y4aCTBOBABIIIETO B KIIMHUYECKOM HCCIIEIOBAaHUU JICKAPCTBEHHOTO Tpenapara u
HE HMEBIIET0 CaMOCTOSITENFHOTO JI0XO/a, - Tpa)kAaHe, Ha IKIUBEHUH KOTOPBIX OH HAXOAWJICS, B
OTHONICHWH BO3MEIICHHUS pAcXOJOB Ha IMOTpeOCHHE TAIMeHTa, YYacTBOBABIIETO B KIMHHUYECKOM
MCCIIEIOBAaHUHU JIEKApCTBEHHOTO Ipenapara, - IO, TOHECIIee TaKhe PacXo/bl.

10. CrpaxoBas BbIIUIaTa B CYET BO3MEIICHUS BpeAa, MNPUUYMHEHHOTO JKU3HU TAIMEHTA,
y4acTBOBABIIET0 B KIMHHUYECKOM HCCIEIOBAaHUU JIEKAPCTBEHHOTO Mpemnapara, pacipenesieTcss MEexXIy
BBITO/IONPUOOpETATENSIMU POMOPIIMOHATIEHO UX KOJIMUECTBY B PABHBIX JOJISX.

11. Tlpm HaACTyIUJIGHHH CTPaxOBOTO cliydas TMalWEHT, YYacTBOBAaBIIMH B KIMHUYECKOM
HCCJIEIOBAHUHN JICKAPCTBEHHOTO Tperapara, BHITOAONPHOOpETaTeNbh BIPaBe NPEIbIBUTh HEMOCPEICTBEHHO
CTPaxoBIIMKY TpeOOBaHHE O BO3MEIICHHHM MPUYMHEHHOTo Bpena. CTpaxoBas BbIIIaTa OCYIIECTBISETCS
CTPaxXOBIIMKOM B T€UEHHE TPUIIATH JHEH CO JIHA MPEICTABICHUS HEOOXOAUMBIX TOKyMEHTOB. [larueHt,
Y4acTBOBABIINKM B KIIMHUYECKOM HCCIIEOBAHUU JIEKAPCTBEHHOTO Mperapara, Uid BhITOJONPHOOpeTaTeNb
00s3aH  COOOIIUTH CTPAXOBUIMKY JJisi OCYHIECTBIICHHS CTPaxoOBOW BBIIJIATHl WHAMBUIYaTbHBIN
UACHTU(DUKAIIMOHHBIM KOJ| TMAallMeHTa, YCTAHOBIIEHHBIM CTpaxoBaTelieM B COOTBETCTBHH C THIIOBBLIMU
IIpaBUJIaMU 0053aTEILHOTO CTPAXOBAHMUS.

12. Jlo momHOTO OmpeaeNeHus pa3Mepa MOAJIeKAIIEro BO3MEIICHHIO Bpeda CTPAXOBIIUK I10
3asBJICHUIO MAIMEHTa, YYACTBOBABILIETO B KJIMHUYECKOM HCCIIEIOBAHUU JIEKAPCTBEHHOTO IMpemnapara, Wiu
3asIBIICHUIO BBITOJIONpPUOOpeTaTess BIIpaBe OCYIIECTBUTh YAaCTh CTPAaXOBOM BBIMJIATHI, COOTBETCTBYIOIIYIO
(hakTUYEeCKH ONpeIeICHHON YacTH MPUYUHEHHOTO Bpe/a.

13. CrpaxoBasg BbIIUIATA B COOTBETCTBUU C JIOTOBOPOM 0053aTEIBHOTO CTPAaXOBaHUS
OCYIIECTBIISIETCS HE3aBUCUMO OT BBITUIAT, TPUUUTAIOIINXCS MO0 APYTUM BUJIAM CTPAXOBaHUS.

14. He nomyckaeTcss yuyacTHe TAIlMeHTa B MPOBENCHUHM KIMHHYECKOTO HCCIIEIO0BaHUS
JIEKapCTBEHHOTO Mpenapara Npu OTCYyTCTBUM JOTOBOPa 0043aTe€IbHOIO CTPaXOBaHUSI.

15. KoHTposb 3a WCHOJHEHHUEM OpraHU3alMed, MOJYyYUBILIECH pa3pelieHue Ha OpraHu3alluio
MIPOBE/ICHMS KIIMHUYECKOTO MCCIEAOBAHMS JIEKAPCTBEHHOTO TMpernapara JUisi MEIUIMHCKOTO TTPUMEHEHUS,
YCTaHOBJICHHOW HAcTOsIIeNd cTaTbel OOs3aHHOCTH MO 0053aTeIbHOMY CTPAXOBAaHUIO KHU3HU, 3I0POBbS
MalKUeHTa, yY4acTBYIOUIEro (Y4aCTBOBABIIEr0) B KIMHUYECKOM HCCIIEIOBAHUH JICKAPCTBEHHOTO Ipernapara,
OCYIIECTBIISIETCS YINOTHOMOUYEHHBIM (peiepaqbHbIM OpPraHOM HCIIOJIHUTENbHON BJIACTH, BBLAABIIUM
paspelnieHue Ha MPOBE/IEHHE KIIMHUUYECKUX UCCIIEIOBAHUMN JIEKaPCTBEHHBIX MPENapaToB JUisi MEIUIIMHCKOTO
MPUMEHEHHUS.

TAPAHT:

Cwm. KOvMmeHnmapuu K cmanibe 44 HacmosAuezco (Dedepaﬂbﬂoeo 3AKOHA

I'masa 8. IIpou3BOACTBO M MAPKHPOBKA JIEKAPCTBEHHBIX CPEACTB

Crarbs 45. [Ipon3BOACTBO JIEKAPCTBEHHBIX CPEICTB
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U3MCHCHUSM...
Hngopmayusi 06 uzsmenenusix:

Yacmo 1 usmenena c 1 mapma 2026 e. - @edepanvusiii 3axon om 31 utons 2025 2. Ne 304-D3

Cum. npedvioyuyio pedaxkyuro

1. IIpon3BOACTBO JEKAPCTBEHHBIX CPEICTB JUII BETEPUHAPHOIO IPUMEHEHHs JOJKHO
COOTBETCTBOBaTh TPEOOBAHMAM MPABUII HAAJEXKalled MPOU3BOJACTBEHHONW mpakTuku EBpasuiickoro
SKOHOMMYECKOTO0  coro3a. Bpimaua ceprtu¢ukatoB  (3aK/IIOYEHMI) COOTBETCTBHSI  MPOU3BOJICTBA
JIEKapCTBEHHBIX CPEJICTB [UIl BETEPHUHAPHOIO MpPHUMEHEHMs TpeOOBaHMSIM NpaBWI  HaJUlexkaluein
IIPOU3BOJICTBEHHOW NPAKTUKHA EBPAa3sMHCKOr0 3KOHOMHUYECKOTO COK03a OCYLIECTBISIETCA IO pe3ysbraTaM
(bapmaleBTHYeCKMX HHCHEKIMHA. Pa3mep miarel 3a BblJayy YKa3aHHBIX CEpTU(HUKATOB (3aKIIOYEHUN)
ycraHaBnuBaercs IIpaBurensctBom Poccuiickont ®enepanuu. [lopsaok opraHm3anuu M IIPOBEICHUS
(bapmaleBTHY€CKMX MHCIEKIMH MPOU3BOACTBA JICKAPCTBEHHBIX CPEICTB JUIsl BETEPUHAPHOTO NTPUMEHEHHS
Ha COOTBETCTBME TpeOOBaHMSIM NPaBWJ HaJJIeXkalled NpPOU3BOJACTBEHHON MpakTuku EBpa3zuiickoro
HKOHOMMUECKOTO COH3a YCTAHABIMBAECTCS NMPaBoM EBpa3zniickoro 5KOHOMMUYECKOIO COH3a.

Ungopmayus 06 usmenenusix:

Cmamos 45 oononnena wacmoto 1.1 ¢ 1 mapma 2026 2. - @edepanvusiii 3axon om 31 utons 2025 2. Ne 304-
D3

1.1. ITpou3BOACTBO JEKAPCTBEHHBIX CPEACTB AJI1 MEIUMUMHCKOro mnpumeHeHusi B Poccuiickoit
denepauuu OCYIIECTBIACTCS MPOU3BOAUTEISAMH JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUM C IPaBHIIAMH
HaJUJIeXKaIIEH IPOU3BOJICTBEHHON MMPAKTUKU EBPa3uilCKOro SJKOHOMHUYECKOTO COO3a.

Ungpopmayus 06 usmenenusix:

Yacmo 2 usmenena c 1 mapma 2026 2. - @edepanvnvui 3axkon om 31 utona 2025 2. Ne 304-D3

Cm. npedbiOyuyio pedaxKyuio

2. Ilpou3BOACTBO JEKAPCTBEHHBIX CPEACTB [JIsi BETEPUHAPHOIO NpUMEHEeHUsi B Poccuiickoit
d)ezlepaum/l OCYHICCTBIIACTCA MNPOU3BOAUTCIIAMU JICKAPCTBCHHBLIX CPCACTB, UMCIOIIMMH JIMICH3HWIO Ha
MIPOU3BOJICTBO  JIEKAPCTBEHHBIX cpenactB. [loaTBepkaeHMe COOTBETCTBUS JIMIIEH3MATa IOpaBUIam
HaJUJIe)KaIel MPOU3BOACTBEHHOW MPAKTUKU EBpPa3sMICKOrO0 3KOHOMHUYECKOTO COK03a OCYHIECTBISIETCA B
paMKax JIMIIEH3UPOBAHUS, B TOM YHUCIE MEPUOJUYECKOTO MOATBEPKIACHUS COOTBETCTBUS MPOU3BOAUTEIS
JICKAPCTBCHHLIX CPCACTB JIMICH3WOHHBIM Tp€6OBaHI/I$IM, B COOTBETCTBHH C 3aKOHOHAATCIIBCTBOM
Poccuiickoit ®@enepanuu. [Ipou3BOACTBO JEKAPCTBEHHBIX CPEACTB JII MEIULMHCKOTO NPUMEHEHUs
OCYHICCTBIACTCA  IMMPOU3BOAUTCIISIMU  JICKAPCTBCHHBIX CPEACTB JId MCOAUIMHCKOIO IIPHUMCHCHUA,
MMEIOIIMMH JIMLIEH3UI0 Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX cpeAcTB. lloaTBepiaeHME COOTBETCTBUS
MpaBWIaM  HaJJIekKalEd MPOU3BOACTBEHHOW TMPAKTUKUM EBpPasMUCKOrO SKOHOMHUYECKOTO  COK03a
OCYILIECTBIISIETCS B pAMKaXx JIMLIEH3UPOBAHMS, B TOM YHCIIE€ IEPUOJUUYECKOTO MOATBEPKAEHUSI COOTBETCTBUS
JIMni€H3uara JIMICH3NOHHbIM Tpe60BaHI/I$IM, B COOTBETCTBHU C 3aKOHOJATCJIbCTBOM Poccuiickoit
@denepanuu ¢ yd4eToM OCOOEHHOCTEW, yKa3aHHbIX B dactu 1.1 HacTosmieir crathu. B pamxax
OCYyHICCTBJICHUA JIMICH3NPOBAHUSA MMPON3BOACTBA JICKAPCTBCHHLIX CpCacTB JJIsA MEIUITUHCKOI'O
MIPUMEHEHHUS, B TOM YHUCJIE NEPUOJUUYECKOrO0 MOATBEPKACHHUS COOTBETCTBUS JIMLIEH3UATA JTULEH3MOHHBIM
Tpe60BaHI/I$IM, IIpu MOATBECPIKACHHUUN COOTBCTCTBUA IMPOHU3BOACTBA JICKAPCTBCHHBLIX CPCIACTB Tpe60BaHI/I$IM
MpaBuj  HaJJeXalleil  MNpPOM3BOJACTBEHHOM  NpakTUKU  EBpa3wilckoro  SKOHOMHUYECKOTO  COHo3a
MPOU3BOAUTCIIO JICKAPCTBCHHBIX CPCACTB [JIA MCAULOMUHCKOTO IMPUMCHCHHUA BbIAACTCA CepTI/ICpI/IKaT
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COOTBETCTBHMSI ~ MPOW3BOACTBA  JIGKAPCTBEHHBIX  CPEINCTB  TpeOOBaHWSAM  MpaBU  HaJJIexalen
IIPOU3BOJICTBEHHOW NPAKTUKU EBpa3niiCKOro 3JKOHOMHUYECKOTO CO03a.

Hnghopmayus 06 usmenenusix:

Yacmo 2.1 usmenena c 30 aneaps 2024 2. - Pedepanvhwvui 3axon om 30 anseaps 2024 2. Ne 1-D3

Cm. npedviOyuyro pedaxkyuro

2.1. Jlns menedt JUIIEH3UPOBAHUS MPOM3BOJCTBA JICKAPCTBEHHBIX CPENCTB JUI METUIIMHCKOTO
NPUMEHEHUS W HMHCIEKTHUPOBAHUS CYyObEKTOB OOpallleHUsl JIEKApCTBEHHBIX CPEICTB HA COOTBETCTBUE
TpeOOBaHUSAM IPABWJ HA/AJIEKAIIEH MPOU3BOACTBEHHON MPAKTHKHU (eaepaibHblii OpraH UCTIOIHUTETbHON
BJACTH, OCYIIECTBISIOIIMN TOCYJApPCTBEHHYIO PErHUCTPAlMIO JIGKAPCTBEHHBIX IpEnapaToB  JUis
MEIUIIMHCKOTO TNPUMEHEHHUs, TPENOCTaBiIseT (eaepasbHOMY OpraHy HCIOJHHUTEIBHON  BIacTH,
OCylUIeCTBISIOMEMY (efepanbHblii TOCYJapCTBEHHBIM JIMIIEH3MOHHBIM KOHTPOJIb JAESITEIbHOCTH IO
MPOM3BOJICTBY JIEKAPCTBEHHBIX CPEICTB IS MEIUIIMHCKOTO MPUMEHEHHs, [0 €ro 3ampocy B paMKax
MEXXBEIOMCTBEHHOTO HMH()OPMALMOHHOTO B3aUMOJICHCTBUS B MHOPAIKE, YCTAHOBICHHOM (QenepanbHbIM
OpPraHOM HCIIOJIHUTENBFHON BJIACTH, OCYLISCTBISIONIMM JHIIEH3UPOBAHUE MPOU3BOJICTBA JIEKAPCTBEHHBIX
CPEICTB IJIsi MEIUIMHCKOTO TpUMEHEHUus, U (denepaabHbIM OpPraHOM HCIOJIHUTEIBHOW BJIACTH,
OCYILECTBIISIONIMM TOCYIapCTBEHHYIO PETUCTPAIMIO JIEKAPCTBEHHBIX IPENaparoB Ui MEAUIUHCKOTO
MPUMEHEHHUS, CIEAYIOIIUE CBEICHUS O JICKAPCTBEHHBIX CPEJCTBaxX (B TOM 4HMCIE B Cly4yae, €Cclid Takue
CBEJICHHSI COCTABIISIOT KOMMEPUYECKYIO TalfHYy):

1) B oTHOLIEHUH (papMaleBTHUECKOM cyOcTaHIMU WK GapMalieBTHUECKUX CyOCTaHIINM, BXOASIINX
B COCTaB JIEKaPCTBEHHOTO Ipernapara (3a UCKIItoueHueM (hapMareBTUYECKUX CyOCTaHIMM, BKIIOYCHHBIX B
rOCyIapCTBEHHBIH pPEECTp JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUU CO cTaThell 34 HACTOSIIEro
denepanbHOIO 3aKOHA):

a) HauMeHoBaHMe (papMalleBTUYECKON CYOCTaHIIMU, €€ CTPYKTypa, oOII1e CBONCTBA;

0) HaMMEHOBaHUE U a/IpEeC MPOU3BOIUTEIIS;

B) TEXHOJIOTHsSI IPOU3BO/ICTBA C ONKCAHUEM CTaauil MPOU3BOACTBA U METOAOB KOHTPOJSI Ha BCEX
CTaausIX IPOM3BOJICTBA;

I') onKcaHue pa3pabOTKH Mpoliecca MPOU3BOJICTBA;

) OTIMCaHue KOHTPOJISI KPUTHYECKUX CTaUi MPOU3BOACTBA U IPOMEKYTOUHOM MPOAYKIUH;

€) IOKyMEHTAJIbHOE TIOATBEP)KICHHE (BaJIUIAIMs) TIPOLIECCOB M (MJIN) MX OIICHKA;

’K) CBOMCTBA U CTPYKTYpa JEHCTBYIOLIUX BEIIECTB;

3) XapaKTepUCTUKa IPUMECEii;

n) crerudukanus Ha HhapMareBTUIECKYI0 CYOCTaHIMIO U € 000CHOBaHUE,

K) aHAJIUTUYECKUE METOAMKH, HCIONb3yeMble IPH OCYILIECTBICHUH KOHTPOJIS KadecTBa
(bapmarneBTH4ECKOM CyOCTaHIIUM;

J) JOKYMEHTAJIbHOE IMOATBEPKICHUE (BalMIalusl) aHATUTHYECKUX METOJIUK, HCIOJIb3YEMBIX MPHU
OCYILIECTBIEHUHN KOHTPOJISI KauecTBa (papMalieBTHUECKON CyOCTaHIINM;

M) pe3yabTaThl aHaIM3a cepuil (hapMalleBTUUECKON CyOCTaHIINN;

H) MepeYeHb CTaHAAPTHRIX 00PA3I0B WM BEUIECTB, UCIOIB3YEMBIX MPH OCYIIECTBICHHUH KOHTPOJIS
KauecTBa;

0) OIUCAHME XapPAKTEPUCTUK M CBOICTB yIIaKOBOUYHBIX MAaTEPHAIIOB U YKYIOPOUYHBIX CPE/ICTB;

1) JaHHBIC O CTAOMIBHOCTH (PapMaIeBTUYECKON CyOCTaHITNN;

P) CPOK FOJHOCTH;
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2) B OTHOILIECHUH (hapMaleBTHUECKUX CyOCTaHIMI, BXOSIIUX B COCTaB JIEKAPCTBEHHOTO IMpernapara
¥ BKIIIOYCHHBIX B TOCYIApPCTBEHHBIH pEeCTp JEKapPCTBEHHBIX CPEJCTB B COOTBETCTBHU CO cTarhedl 34
HacTosiero denepanbHOrO 3aKOHa!

a) HauMeHoBaHMe (apMaIleBTUIECKON CYOCTAHIINH, €€ CTPYKTYpa, OOIIIe CBONCTRA;

0) HauMEHOBaHUE U aJIpeC MPOU3BOIUTES;

B) pe3y/IbTaThl aHAIM3a cepuil (hapMarieBTUUECKOM CyOCTaHIINY;

I') CPOK FOHOCTH;

3) B OTHOIIIEHWH JICKAPCTBEHHOTO TIperiapara it MeAUIIMHCKOTO IPUMECHCHHS:

a) omMcaHKe U COCTaB JIEKAPCTBEHHOTO Tpernapara i MEAUIIMHCKOTO IPUMEHEHHUS,

0) ommcanme (apmareBTuyeckoii pa3paboTku (0OOCHOBaHWE BBIOOpA COCTaBa, MEPBUYHOMN
YIIaKOBKH );

B) TEXHOJIOTHSI TIPOU3BOJICTBA C OMHCAHWEM CTaIUi MPOU3BOACTBA U METOJOB KOHTPOJISI HA BCEX
CTaIUAX MPOU3BO/ICTBA;

I) ONHCAaHWE KOHTPOJSI KPUTHUYECKUX CTaJWi TIpoIlecca IPOU3BOJACTBA U IPOMEKYTOUHOM
MPOAYKIINU;

J1) HAMMEHOBaHME W aJIpeC MECTa OCYILIECTBICHUS MPOU3BOACTBA JIEKAPCTBEHHOTO Tperapara s
MEIMIIMHCKOTO TpPHUMEHEHUs (B cloydyae Halu4Ms HECKONbKHUX YYAaCTHHUKOB IIpoliecca IMPOU3BOJACTBA
YKa3bIBACTCS KaXK/IbIA U3 HUX);

e) (apmarieBTHYECKasE COBMECTUMOCTB;

’K) MEKPOOHOJIOTHYECKIE XapaKTePUCTHKH;

3) MarepHalbHbII OajgaHC sl MPOU3BOJCTBA CEPUU TOTOBOTO MPOIYKTA;

1) OITMCAaHUE XapPAKTEPUCTHK U CBOWCTB YITAKOBOYHBIX MATEPHATIOB M YKYIIOPOYHBIX CPEJICTB;

K) JOKYMEHTAJIbHOE MOATBEPKICHUE (BaJIUIAIM) TPOLIECCOB IPOU3BOICTBA U (UJTH) UX OLIEHKA;

1) TpeOOBaHUS K Ka4eCTBY BCIIOMOTATEIILHBIX BEIIECTB;

M) aHaJUTHYECKHE METOJUKH, HCIONb3yeMble TPHU OCYIIECTBICHUU KOHTPOJIS KadecTBa
BCIIOMOTaTEIHHBIX BEIECTB;

H) JOKYMEHTaJIbHOE MOATBEP)KJEHUE (Baluaalvs) aHAJIUTHUYECKUX METOIUK, HCIOJIb3YEMBIX MPHU
OCYIIECTBICHUN KOHTPOJIS KA4€CTBA BCIIOMOTATEIIbHBIX BEIICCTB;

0) uHdopmainus 00 HMCMONB30BAHUU BCIIOMOTATEIbHBIX BEIIECTB YEIOBEUECKOTO M KUBOTHOTO
MIPOUCXOXKICHHS,

) uHopmaiusa 06 UCMOIB30BaHUHN HOBBIX BCIIOMOTaTEIbHBIX BEIECTB;

p) TpeOOBaHMSI K Ka4eCTBY JIEKAPCTBECHHOTO IMIpemapara i METUIIMHCKOTO TMPUMEHCHHUS
(cepruduxkar, cnerudukanysa Ha JICKApCTBEHHBIN Mpenapar U uX 000CHOBaHUE);

C) AaHaTUTHYECKHE METOIUKH, WCIONb3yeMble TIPH OCYIIECTBICHHH KOHTPOJIS KadecTBa
JIEKapCTBEHHOTO Mpenapara s MeIUIIUHCKOTO IPUMEHEHUS;

T) JTOKYMEHTAJIbHOE TOATBEPXKIACHHUE (BAIUIAINS) aHATUTUICCKAX METOIHUK, MCIIOJb3YEMBIX MPHU
OCYIIECTBICHUN KOHTPOJISI KA4€CTBA JIEKAPCTBEHHOTO Ipernapara it MeAUIIMHCKOTO TPUMEHEHHUS;

y) pe3y/IbTaThl aHAIM30B CEPUil JIEKAPCTBEHHOTO Tpernapara JJisi MEIUIIMHCKOTO TPUMECHCHHS,

() XapakTepucTHKa MpUMecei;

X) TIEPEYCHb CTAHJAPTHBIX OOpA3IOB, HCIOIB3YEMBIX IMMPH OCYIIECTBICHHH KOHTPOJS KadecTBa
JIEKapCTBEHHOTO Mpenapara s MeIUIIUHCKOTO IPUMEHEHUS;

I1) IaHHBIC O CTAOMJIBHOCTH JICKAPCTBEHHOTO TIperapara st MEAUIIMHCKOTO TPUMEHECHHS.
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3. TIpou3BOACTBO IJIEKAPCTBEHHBIX CPEACTB OCYIIECTBIAETCS C COONIOeHHEM TpeboBaHUM
MIPOMBIIIVICHHOTO PEIrIaMeHTa, KOTOPBIN YTBEP>KIAETCS PYKOBOAUTENEM IMPOU3BOAMUTENS JIEKAPCTBEHHBIX
CpPEICTB M BKJIIOYaeT B ce0s TepeuyeHb HCIHOIb3yeMbIX (apMalleBTUYECKUX CYOCTaHIMH
BCIIOMOTATENbHBIX BEIIECTB C YKa3aHMEM KOJMYECTBA KAXKJIOTO M3 HUX, JIaHHbIE 00 HCIOIb3yeMOM
000pyIOBaHUHU, OIMCAHUE TEXHOJIOTMYECKOTO Ipollecca W METOJOB KOHTPOJS Ha BCeX JTamax
MIPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB.

Hnghopmayus 06 usmenenusix:

Yacmo 4 usmenena c 4 ageycma 2023 2. - @edepanvruiii 3akon om 24 uionsa 2023 2. Ne 341-D3

Cm. npedviOyuyro pedaxkyuro

4. IIpu npon3BOCTBE JIEKAPCTBEHHBIX IIPENApaToB AJIs MEAULIMHCKOTO IPUMEHEHHUSI UCIIONIb3YOTCS
¢dapmarieBTHUECKUE CYOCTAaHLMU, CBEIEHUS O KOTOPBIX COAepXkarcs B TLOCYIAPCTBEHHOM PEECTpe
JIEKapCTBEHHBIX CPEACTB JUIsl MEAULIMHCKOTO IIPUMEHEHUS U (WJIM) €AMHOM PEECTPE 3apErUCTPUPOBAHHBIX
JIEKapCTBEHHBIX CpeAcTB EBpasuiickoro 3KOHOMHYECKOTO COI03a, 3a HCKIIOYeHHEM (apMalleBTUUECKUX
cyOCTaHIMiA, TPOU3BOJUMBIX JUIS TIPOBEIACHUS KIMHUUYECKUX HCCIeN0oBaHUN U (Miau) Ui skcnopra. [pu
MPOU3BOACTBE  JIGKAPCTBEHHBIX  CPEICTB  JJII  BETEPUHAPHOTO  IPUMEHEHHUS  HCIOJIb3YIOTCS
(dapmarneBTHUYEeCKHEe CYOCTaHIIMM, CBEJICHHA O KOTOPBIX COAEPIKAaTCsl B TOCYJApCTBEHHOM peEecTpe
JICKapCTBEHHBIX CPEICTB JJIsi BETEPUHAPHOTO TNPUMEHEHUs, u (WIM) TOCYIapCTBEHHOM peecTpe
JIEKapCTBEHHBIX CPEICTB JJIS1 MEAULIMHCKOTO PUMEHEHMS, U (UJIM) €IMHOM PEECTPE 3apErucTpUPOBAHHbBIX
BETEPUHAPHBIX JICKAPCTBEHHBIX MpenapatoB EBpa3suilckoro SKOHOMHYECKOTO COr03a, U (WUJIM) E€IUHOM
peecTpe 3aperucCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpPEACTB EBpa3uilcKOro 3KOHOMUYECKOIO COHO3a, 3a
UCKJIIOYeHHEM (apMalleBTUYECKUX CYOCTaHLMH, NPOU3BOAMMBIX [UIsl TMPOBENEHUS KIMHUYECKUX
uccrnenoBanuii um (wiam) g dkcrnopra. K mporeccy mpousBoacTBa (apMareBTHUECKOW CyOCTaHIUU
OTHOCSITCS JIIOOBbIE CTaAMM TEXHOJIOTHYECKOTO MpoIlecca, MO3BOJSIONIME IMOJYYUTh TOTOBBIA MPOAYKT,
COOTBETCTBYIOIINI TpeOoBaHUSAM (HhapMaKOTICHHON CTaTbd, B TOM YHCIE (QEepMEHTAIMs, SKCTPaKIus,
OYHUCTKA, BbIJETICHUE, MEPEeKPUCTALIM3AllMsA, BBICYIIMBaHUE, H3MeJbUeHHe. B ciayuyae HeoOXxoaumocTu
UCTIOJIb30BaHMsI STHJIOBOTO CIHPTa, B TOM Yucle (apMalleBTUYECKOW CyOCTaHLIMU CIHPTa STHIOBOTO
(3TaHona), MpU TPOU3BOJACTBE JIEKAPCTBEHHBIX CPEACTB B KauecTBE JEHCTBYIOLIETO U (WJIH)
BCIIOMOTATEIbHOTO BEIIECTBA, a TAK)KE B MHBIX TEXHOJIOTMYECKUX LEISIX JODKHA OBITh HMCIIONb30BaHA
TOJIBKO (hapMarieBTHYeCKast CyOCTaHIIMS CITUPTA STUIIOBOTO (3TAHOI).

Hnghopmayus 06 usmenenusix:

DedepanvHuim _3axonom om 14 Oexabpsa 2015 2. Ne 374-D3 uacme 4.1 cmamvu 45 Hacmoswezo
DedepanvbHozo 3aKOHA UBNONHCEHA 8 HOBOL PeOaKyul

Cm. mekcm yacmu 6 npedvloyuien pedaxyuu

4.1. IlepeyeHb JEKAapCTBEHHBIX IPEMAPATOB JUIS MEIUIMHCKOTO IPUMEHEHHS, B OTHOIICHHU
KOTOPBIX YCTAaHaBIMBAIOTCS TpeOOBaHUS K OOBEMY Taphl, YMNAKOBKE M KOMIUIEKTHOCTH, IepeueHb
JIEKapCTBEHHBIX IPENapaToB Il BETEPUHAPHOTO NPUMEHEHHS, B OTHOIIEHHH KOTOPBIX YCTAHABIMBAIOTCS
TpeOoBaHus K 00BEeMy Tapbl, a Takxke TpeOOBaHHSA K OO0BEMY Tapbl, YIAKOBKE W KOMIUIEKTHOCTHU
JEKapCTBEHHBIX MpENapaTtoB Uil MEAWIUHCKOTO NpPUMEHEHHs, TpeOoBaHMS K 00beMy Tapbl
JICKApCTBEHHBIX TPENaparoB JUIsl BETEPUHAPHOTO MPUMEHEHHS ONPENENSIIOTCS COOTBETCTBYIOLIMMU
YIIOTHOMOUYCHHBIMU  (he/lepalbHBIMI  OpraHaM¥ HCIIOJHUTENIBHON BIIACTH B MOPSJKE, YCTAHOBJICHHOM
IIpaBurensctBoM Poccuiickoit deneparnumu.
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C

U3MCHCHUSM...
Hngopmayusi 06 uzsmenenusix:

Yacmo 4.2 uzmenena c 29 dexabpsa 2020 e. - @edepansvrulii 3akon om 27 dexadbpsa 2019 2. No 481-D3

Cum. npedvioyuyio pedaxkyuro

4.2. OpraHu3anud, OCYIICCTBISIONIAE TPOU3BOACTBO (HapMaIleBTUYECKON CyOCTaHIIMM CIUpPTa
STUJIIOBOTO (3TaHONA) JUI TPOU3BOJCTBA CIUPTOCOJAEPXKAIIMX JICKAPCTBEHHBIX MpPENapaToB, OOs3aHbI
OCYIICCTBIIATh YYET B MOPSIIKE, YCTAaHOBICHHOM cTarhsMmu 8 M 14 denepanbHOro 3akoHa OT 22 HOSOPs
1995 rona Ne 171-®3 "O rocynapCTBEHHOM peryJupOBaHUU MPOU3BOJICTBA U 000pOTa STHUIIOBOTO CIUPTA,
aJIKOTOJILHOM M cHupTocoAepkalleid MNpoAyKIMM H 00 OrpaHM4YeHHH MOTpediieHus (pacnuTus)
asikorosibHOM mpoaykiuu". IlpousBoacTBo (papmarieBTHUECKON CYyOCTAaHIIMM CIUPTa 3TUIIOBOTO (3TAaHOMIA)
JIOTTYCKAeTCsl TOJIbKO OpraHU3alueil, OCYLIECTBISIIOMIEH NPOU3BOACTBO PEKTU(UKOBAHHOTO STHUIIOBOTO
CIMpPTa W3 MHIIEBOTO CBHIPbS HAa OCHOBAHUHU JIMIIEH3MHM Ha MPOM3BOACTBO STHIOBOIO CHHpTa s
MPOM3BOACTBA (hapMaIleBTUYCCKOH CyOCTaHIIMM CIUPTAa O3TUJIOBOTO (3TAaHONA) B COOTBETCTBUU C
TpeboBanusimMun DenepanbHoro 3akoHa oT 22 HosOps 1995 ronma N 171-d3 "O rocymapcTBeHHOM
pPEryIupOBaHUU TMPOM3BOJICTBA M 000pOTa 3TUIOBOIO CHHPTA, AJKOTOJIBHOW M CIHMPTOCOAEpKaleit
HPOIYKIMU U 00 OrpaHUYEHUU NMOTpeOsIeHus (pPaCIUTHS) aJIKOTOJIbHON MPOAYKIMH", METOJIOM Pa3BeICHUS
BOJOM OYHMILIEHHOM TaKOro JTWJIOBOTO CIUPTA, NPOU3BEICHHOIO JAaHHOM OpraHu3alMed 10 MeECTy
OCYILIECTBIICHUS IPOU3BOACTBA (papMalleBTHUECKON CYyOCTaHIIMK CIIMPTA STHIIOBOIO (3TAHOJIA).

Ungpopmayus 06 usmenenusix:

Cmamos 45 oononnena yacmoio 4.3 ¢ 1 ansaps 2018 2. - @edepanvhwiil 3axon om 29 utons 2017 2. Ne 278-
D3

4.3. NuauBuyanabHbIE MPEANPUHAMATENIN U IOPUINYECKHE JIUIA, OCYIIECTBISIOIUE 3aKyNKy U
MCIIOJIb30BaHUE (hapMaleBTUYECKON CYOCTaHIIMU CIUPTA ATHJIOBOTO (3TaHOJA), a TakKe MPOU3BOJCTBO,
U3rOTOBJIIEHUE W (MiaM) oOOOpOT (32 HCKIIOYEHHEM PO3HUYHOW NPOJaKH) CIUPTOCOAEPKAIIUX
JIEKapCTBEHHBIX IIpernapaTroB, 00sA3aHbl OCYILECTBIATh MX Y4eT U JIeKJIapupOBaHHE B TOpPSIKE,
YCTAHOBJICHHOM cTathsiMu 8 u 14 @DenepanbHoro 3akoHa ot 22 HostOpst 1995 roma Ne 171-03 "O
rOCyIapCTBEHHOM pPETyJUpOBaHUM MPOM3BOACTBA U 000pOTa STUIOBOTO CIHPTA, AQJKOTOJBHOW H
CIMPTOCOAEPKALIEeH MPOTYKIIMU U 00 OrpaHUYCHUN OTpeOaeHUs (PACIUTHs) aJIKOTOJIbHON IPOyKIHU".

Ungpopmayus 06 usmenenusx:

Cmamus 45 oononnena uacmoio 4.4 ¢ 13 ageycma 2019 e. - @edepanvusiii 3akon om 2 agzycma 2019 2. Ne
297-®3

4.4. llpu npouU3BOACTBE JIEKAPCTBEHHBIX NPENaparoB il BETEPUHAPHOIO NPUMEHEHUS
JIOTTYCKAeTCsl HMCIOJb30BaHME TMPOU3BEIACHHBIX JJs pealu3aluud (papManeBTHUECKUX CyOCTaHIIHM,
BKJIIOUEHHBIX B TOCYIApPCTBEHHBIH PpEEeCTp JIEKAPCTBEHHBIX CPEACTB YHOJIHOMOYEHHBIM (perepanbHbIM
OpraHOM  HCIOJHUTENIbHOM  BJIAacTH, OCYHIECTBISIIOIIMM  BEIEHHWE TOCYAapCTBEHHOTO  peecTpa
JIEKaPCTBEHHBIX CPEJCTB JJI MEAULIUMHCKOTO IPUMEHEHUSI.

5. 3anpemaercsi IpoOU3BOJCTBO:

Hngpopmayus 06 uzmenenusix:

IIynkm 1 usmenen c 4 aszycma 2023 2. - @edepanvhuui 3akon om 24 urona 2023 2. Ne 341-D3

Cm. npedvioviyyio pedaxkuuio
1) JeKapCTBEHHBIX CPEACTB, CBEACHHUS O KOTOPBIX HE COAEPIKATCS B LOCYIAPCTBEHHOM pPEECTpe
JICKAPCTBCHHBIX CPEACTB I MEIUIIMHCKOTO TPUMEHCHHUs, M (WIH) TOCYIapCTBEHHOM peecTpe
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..
JIEKapCTBEHHBIX CPEJCTB AJI1 BETEPUHAPHOTO MPUMEHEHUS, U (UJIH) EAMHOM PeecTpe 3aperucTPUPOBAHHBIX
JIEKapCTBEHHBIX  CPEACTB  EBpa3suiickoro HSKOHOMHUYECKOTO CO03a, © (WIM) eAUHOM peecTpe
3aperuCcTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX MpenaparoB EBpa3uiickoro s5KOHOMHUYECKOTO COI03a,
3a UCKIIFOUEHUEM JICKAPCTBEHHBIX CPEICTB, MPOU3BOAUMBIX JJIsi IPOBEACHUS KIMHUYECKUX UCCIIEIOBAaHUN
WM JUTSI 9KCIIOPTa;

2) dbanbcubUIMPOBAHHBIX JICKAPCTBECHHBIX CPEJICTB;

3) nekapCTBEHHBIX CPEACTB O€3 JHUIIEH3UMH Ha MTPOU3BOACTBO JIEKAPCTBEHHBIX CPE/ICTB;

Ungpopmayus 06 usmenenusx:

Ilynkm 4 usmenen ¢ 1 mapma 2026 e. - @edepanvubiti 3axon om 31 uronsa 2025 2. Ne 304-D3

Cum. npeduloyuyio pedaxyuro

4) nexapCTBEHHBIX CPEICTB JUIsl BETEPUHAPHOTO MPUMEHEHUS HE B COOTBETCTBUU C MpaBUIAMHU
HaJUIeKAIEH ITIPOU3BOICTBEHHON ITPAKTUKU EBpa3uiicKoro 3JKOHOMUYECKOTO COX03a;

5) yrparun cuiry ¢ 29 aexadpst 2020 1. - @enepanbHbiil 3akoH oT 27 aekadps 2019 1. Ne 481-D3

Hnghopmayus 06 usmenenusix:

Cm. npedvioviyyio pedaxkuuio

Hnghopmayus 06 usmenenusix:

Yacmo 5 dononnena nynkmom 5.1 ¢ 1 mapma 2026 2. - Dedepanvhviii 3axkon om 31 uwona 2025 2. Ne 304-
D3

5.1) nexapCTBEHHBIX CPEICTB Ul MEAMLMHCKOIO MPUMEHEHHs HE B COOTBETCTBUU C IPAaBUIAMU
HaJUIeKaIlel ITPOU3BOICTBEHHON MTPAKTUKU EBpa3niicKoro 3JKOHOMUYECKOTO COX03a;

Ungpopmayus 06 usmenenusx:

Cmamus 45 dononnena nynkmom 6 ¢ 29 oexabpsa 2020 e. - Dedepanvuviii 3axkon om 27 oexabps 2019 2. Ne
481-D3

6) crIHUpPTOCOMEPKANINX JICKAPCTBCHHBIX MPEMaparoB IO MECTy OCYIICCTBICHHUS IMPOHU3BOJCTBA
(dapMaleBTUYECKON CYOCTaHIIMM CHHpPTAa JTUJIOBOTO (dTaHoNa) U (WIM) MO MECTY OCYIIECTBICHUS
MIPOM3BOCTBA ATHJIOBOTO CITUPTA;

Ungpopmayus 06 usmenenusix:

Cmamus 45 dononnena nynkmom 7 ¢ 29 oexabpsa 2020 e. - Dedepanvuwiii 3axkon om 27 oexabps 2019 2. Ne
481-D3

7) ¢dapmaleBTHYECKON CYOCTaHLIMM CHUpPTa ATUIOBOrO (3TaHoja) M (WIM) CHUPTOCOAEP KAIIUX
JIEKapCTBEHHBIX MpPEnapaToB Ha OCHOBHOM TEXHOJIOTHYECKOM 00OPYIOBAHUY JIJIsl IPOU3BOJICTBA STHIIOBOTO
cnupra, ykazaHHoM B myHkTe 1.1 crareu 14.1 ®enepanbHoro 3akoHa oT 22 Hos0psa 1995 roga N 171-D3
"O rocymapCTBEHHOM peryJHpOBaHUU IPOU3BOJACTBA U 00OPOTa ATUIOBOTO CHHMPTA, AJKOTOIBHOM U
CIUPTOCOACPIKAIIEH TPOAYKITUU U 00 OTpaHUICHUHU TOTPEOICHUS (PACTTUTHS) ATKOTOIHFHOM MPOTYKIUH'".

Unpopmayus 06 usmenenusix:

Yacmo 6 usmenena c 1 mapma 2026 2. - @edepanvusiii 3axkon om 31 urons 2025 2. Ne 304-D3

Cm. npedvldyuivio pedakyuio

6. IIpu BBONE JIGKAPCTBEHHBIX CPEJCTB JJIsi BETCPUHAPHOTO MPUMEHECHHUSI B TPaXIaHCKUH 000pOT
YIIOJIHOMOYEHHOE JIMIO MPOM3BOIAMTENS JICKAPCTBCHHBIX CPEACTB I BETEPHUHAPHOTO IMPUMEHCHHS
OCYIIIECTBIISIET MOATBEPIKJICHUE COOTBETCTBUS JICKAPCTBEHHBIX CPEICTB JUUIsl BETEPUHAPHOTO MPUMEHEHHS
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
MU3MEHEHUSM. ..

TpeOOBaHUSIM, YCTAHOBJICHHBIM IPH WX TOCYIAPCTBEHHOW pErucTpalud WIM PETUCTPAllMd B paMKax
EBpa3uiickoro s5kKOHOMHUYECKOTO COI03a, U FapaHTUPYET, UTO JIEKAPCTBEHHBIE CPEACTBA /ISl BETEPUHAPHOTO
MPUMEHEHHUS TPOU3BEICHBI B COOTBETCTBUHU C TPeOOBaHMSIMM OpPaBUI HaJJexkalleld MPOU3BOACTBEHHOMN
IIPaKTUKU EBPa3suiicKOro 3JKOHOMMYECKOIO COH03a.

Hnghopmayus 06 usmenenusix:

Cmamus 45 oononnena wacmoio 6.1 ¢ 1 mapma 2026 2. - @edepanvhuiii 3akon om 31 urona 2025 2. Ne 304-
D3

6.1. IIpu BBOzE IEKAPCTBEHHBIX CPENCTB VI MEIUIIMHCKOTO MPUMEHEHHS B TPaXIaHCKUH 000poT
YIOJTHOMOYEHHOE JIMLO IPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEACTB IS MEJULUHCKOIO NPUMEHEHHUS
OCYHICCTBIIACT MOATBCPKACHUC COOTBETCTBUA JICKAPCTBCHHLIX CPCACTB AJIA MCAWMIUHCKOIO IMPUMCHCHUA
TpeOOBaHUAM, YCTAHOBJICHHBIM INPH HX TOCYAAPCTBEHHOW PEruCTpallud WM PETUCTPAllMM B PaMKax
EBpa3uiickoro 3KOHOMHUYECKOTO CO03a, U TAPAHTUPYET, YTO JIEKAPCTBEHHBIE CPEACTBA ISl MEAUIIMHCKOIO
IIPUMEHEHUs MPOU3BEACHBl B COOTBETCTBUU C TPEOOBAHMSIMM IMPAaBUJI HajjekKalleld MpOM3BOIACTBEHHON
IIPaKTUKU EBPa3suiicKOro 3KOHOMHYECKOIO COH03a.

Hnghopmayus 06 usmenenusix:

Yacmo 7 usmenena c 13 aseycma 2019 2. - @edepanvhuiii 3akon om 2 aseycma 2019 e. Ne 297-D3

Cm. npedvldyuivio pedakyuio

7. yHOHHOMO‘{eHHBIM JINIIOM HpOI/I3BOZII/ITCJIH HeKapCTBeHHBIX CpeI[CTB ABIISICTCA €TI0 pa6OTHI/IK,
aTTECTOBAHHBIN B YCTAaHOBJIEHHOM YIIOJIHOMOYCHHBIM (eaepaibHbBIM OPraHOM HCIIOJHUTEIHHON BIIACTH
MOpsI/IKE M UMEIOIINI CTaX pabOThl HE MEHEEe YeM IISTh JeT B 00JIACTH MPOU3BOJACTBA U (MJIM) KOHTPOJIS
KaueCcTBa JICKAPCTBEHHBIX CPEJICTB, BBICIIEE 0Opa30BaHUE COOTBETCTBEHHO IO OJHON M3 CIIEIHAIBHOCTEN
(M) OJHOMY W3 HAaNpaBICHUH IONTOTOBKU: OWOJOTHS, OMOTEXHOJIOTHS, BETEpUHApUs, BETEPHHAPHO-
CaHMTapHas SKCIEPTH3a, KIMHHUCCKAs MEIUIMHA, PaJHalliOHHas, XUMUYeCKas 1 OHOIOrnyecKast 3aluTa,
dapmanus, GpyHIaMEHTAIbHAS MEIUIIMHA, XUMUYECKasl TEXHOJIOT U, XUMUSI.

Ungopmayus 06 usmenenusix:

Yacmoe 8 usmenena c 1 aneaps 2018 2. - Pedepanvhwvii 3axon om 29 urona 2017 2. Ne 278-D3

CMm. npedvldyuivio pedakyuio

8. TlpousBoaMTENM JEKAPCTBEHHBIX CPEACTB (32 HMCKIIOUCHHEM (hapMalleBTHUYECKON CyOCTaHIMH
CIMPTA 3TUIIOBOTO (3TAHOJIA) MOTYT OCYIIECTBIIAThH MPOAAXY JICKAPCTBEHHBIX CPEJICTB WK MEpeIaBaTh UX
B YCTaHOBJIEHHOM 3aKOHOJATeIbcTBOM Poccuiickoit @enepanuu mopske:

1) ApyruM npou3BOANUTENSIM JIEKAPCTBEHHBIX CPENICTB JJIs IPOU3BOACTBA JIEKAPCTBEHHBIX CPE/CTB;

2) opraHu3aIKsIM OITOBOM TOPTOBIIN JIEKAPCTBEHHBIMU CPEICTBAMH;

3) AIlITCYHbBIM OpI‘aHI/I?:aIlI/ISIM, BGTC[!I/IHaQHI)IM AIITCYUHBIM O[QFaHI/I?)a[!I/ISIM, I/IHI[I/IBI/IIIyaJH)HBIM
OpeANPUHUMATEIAM, MMEIOIIMM JIUIEH3UI0 Ha (apMaleBTHUECKYIO AEATCIIbHOCTh WM JIMICH3UIO Ha
MEQULMHCKYIO AeATEIbHOCTD;

Hnghopmayus 06 usmenenusix:

Ilynkm 4 usmenen c 30 aneaps 2024 2. - @edepanvhwiil 3axon om 30 ansaps 2024 2. Ne 1-D3

Cm. npedviOyuyto pedaKyuro
4) HayyHBIM OpTraHU3AIMIM I HayYHO-HCCIIeI0BATEILCKON pabOTHI;
5) MEOULIMHCKUM OpPraHU3alMsIM U BETEPUHAPHBIM OpraHU3alusiM;

Hnghopmayus 06 usmenenusix:
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..
Ilynkm 6 usmenen ¢ 13 ageycma 2019 2. - @edepanvusiii 3akon om 2 aszycma 2019 2. Ne 297-D3

Cum. npedvidyuyro pedaxkyuro

6) opraHu3alMsIM W HWHIUBUAYAJIbHBIM TPEANPHHAMATEISIM, OCYIIECTBIISIONIUM pa3Be/ICHUE,
BBIpAIIMBAaHUE U COJIEP>KAaHHE KUBOTHBIX (32 UCKIIIOUEHUEM MPOJAKU UM (hapMalleBTUYECKUX CyOCTaHIUI
WM UX TIepeIadn ),

HUnpopmayus 06 usmenenusix:

Yacms 8 dononnena nynkmom 7 ¢ 1 cenmaobpsa 2023 2. - @edepanvholil 3axkon om 4 aszycma 2023 2. Ne
428-D3

IAPAHT:

Hopmamuenvie npasosvie akmwi, codepicawyue obs3amenvhvle mMpeOOo8aHUs U NPpUHUMAeMble 6 UYensix
peanuzayuu nonodceHul nynkma 7 uacmu 8 cmamou 45 (6 pedakyuu @edepanvroeo 3akoua om 4 aseycma
2023 2. Ne 428-D3), gcmynarom 6 cuiy 6 ycCmaHosleHHble OAHHbIMU HOPMAMUBHLIMU NPABOBLIMU AKMAMU
CPOKU, HO He paHee yYeMm NO UCMeYeHuu mpuoyamu OHell nocie OHS OQUYUATLHO2O ONYONUKOBAHUS
coOmeemcmayoue20 HOpMAMUEHO20 NPABOBO20 AKMA

7) WCHBITaTeNIbHBIM J1aboparopusiM (LIEHTPaM), MPOBOSIIUM HCIIBITAHUS B OOJNIACTH KOHTPOJIS
Ka4yecTBa JICKAPCTBEHHBIX CPEICTB, AKKPEAUTOBAHHBIM B COOTBETCTBUU C 3aKOHOJATEILCTBOM Poccuiickoit
deneparyn 00 aKKpeTUTAIIMY B HAIIMOHATIBHON CUCTEME aKKpPEIUTAIIHH.

Hnghopmayus 06 usmenenusix:

Yacmo 9 usmenena c 1 cenmabpa 2023 2. - Dedepanvuuiii 3axon om 4 ageycma 2023 2. Ne 428-D3

Cm. npedvloviyyro pedaxkuuio
TAPAHT:

Hopmamuenvie npasosvie axmul, codepoicawjue obsizamenvhvie mpebo8aHus U NPpUHUMAeMble 8 Yesax
peanuzayuu nonodxcenut yacmu 9 cmamou 45 (8 peoaxkyuu Pedepanvrozo 3akoua om 4 aseycma 2023 e.
Ne 428-D3), ecmynarom 6 cuy 6 ycmanogienHvle OAHHLIMU HOPMAMUBHBIMU NPABOBLIMU AKMAMU CPOKU,
HO He paHee 4YeM HNO UCMEYeHUU mpuoyamu OHell nocie OHA OQUYUATbHO2O ONYOIUKOBAHUS
COOMBEmMCcmayouLeco HOpMamuU8HO20 NPABOB020 AKma

9. TlpowsBomutenu QapManeBTHUESCKON CyOCTaHIIMHM CIHpPTa STHWIOBOTO (dTaHoNa) O0O0sS3aHbI
OCYIIECTBIIATh peanu3anuio (mepenayy B yCTaHOBICHHOM 3aKOHOAATeNbcTBOM Poccuiickoit denepanuu
nopsijike) ¢papMareBTHIeCKOi CyOCTaHIIMK CIIMPTA STUIIOBOTO (3TaHOJa) MPOU3BOTUTEISIM JIEKAPCTBEHHBIX
CPEICTB Ui MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEICTB, MPOU3BOAUTENSIM (M3TOTOBUTENSAM) MEIUIIMHCKUX
M3ACTUIA JUIS TPOM3BOACTBA M M3TOTOBJICHUS METUIIMHCKUX H3IEIMH B €MKOCTAX o0beMoM He Oomee 1
mutpa u (unu) He MeHee 1000 nuTpoB, a opraHM3alUsAM, YKa3aHHBIM B OYHKTax 3 - 5 u 7 4dactu 8
HACTOSIIEH CTaThH, B Tape 00beMoM He Oonee 1 muTpa.

Hnghopmayus 06 usmenenusix:

Cmamus 45 oononnena uacmoio 10 ¢ 29 dexaopsa 2020 2. - @edepanvhuiii 3akon om 27 dekaops 2019 2. No
481-D3

10. Peammszanus (mepemadya B YCTAHOBJICHHOM 3aKOHOJATeNbcTBOM Poccwmiickoit deneparnuu
nopsiake) GpapMaeBTHUECKON cyOCTaHIIMK CIUPTa ATHIOBOTO (3TAHOJIAa) OPraHU3AIMsIM OITOBOW TOPTOBIIU
JICKapCTBEHHBIMH CPEICTBAMU HE JIOTYCKACTCA.

Hngopmayusi 06 usmenenusix:
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
WU3MEHEHUSIM. ..
Cmamos 45 oononnena uacmoto 11 ¢ 29 oexabpsa 2020 2. - Dedepanvhviii 3akon om 27 dexaops 2019 2. Ne
481-D3

11. IlepeBo3ku (hapmaiieBTUYECKON CyOCTaHIIMKM CIIUPTa STUIOBOTO (9TAHOJA) OCYIIECTBISIOTCS C
coOmonieHreM TpeOOBaHMI, YCTAHOBJICHHBIX a03alleM YeTBEPThIM IyHKTa 3 crathul 9 denmepalibHOTO
3akoHa OT 22 Hos1Opst 1995 rona N 171-®3 "O rocynapcTBEHHOM PETyJIUPOBAaHUH TIPOU3BOJICTBA U 000pOTa
ATWJIOBOTO CIHMPTA, AJKOTOJBHOM M CHUPTOCOAEpXkalleld MpOAyKIMH M 00 OrpaHUYEHUM IMOTPeOICHUS
(pacriuTHsI) aTKOTOJILHON IPOAYKITUH".
TAPAHT:

Cwm. KOMMeHnmapuu K cmanibe 45 HacmosAuezco (Dedepaﬂbnoeo 3AKOHA

Crarbs 46. MapkupoBKa JIEKapCTBEHHBIX CPEJICTB
TAPAHT:

Cwm. Ilonooicenue o nposedenuu dKCnepuMenma no MapKuposke KOHMpOIbHbIMU (UOeHMUDUKAYUOHHBIMU)
3HaKaMu U MOHUMOPUHRY 3d 000pOMOM OMOENbHLIX 6UO08 JIeKAPCMEEHHbIX Npenapamos OJisl
MEeOUYUHCKO20 NpUMeHeHUsl, ymeepaicoenHoe nocmanosienuem IIpasumenscmea P® om 24 aneaps 2017 2.
Ne 62

Ungopmayus 06 usmenenusix:

Yacmoe 1 usmenena c 30 aneapsa 2024 2. - @edepanvnviii 3akon om 30 aneapsa 2024 2. Ne [-D3

Cm. npedvldyuivio pedakyuio

1. JlekapcTBeHHBIE Tpemaparbl, MPOIIEANIHE TOCYIapCTBEHHYI0 PETUCTPAIIMIO B COOTBETCTBHUHU C
TpeboBaHusAMHU HacTosiero degepanbHOrO 3aKOHA, 3a HCKIIIOYEHHEM JICKApPCTBEHHBIX IPENapaTos,
M3TOTOBIIEHHBIX  ANTEYHBIMH  OpPTraHU3alMsMH, BETEPHMHAPHBIMH  aNTEYHBIMH  OpraHU3alHsIMHU,
WHIVBUIYTBHBIME TPEANPUHUMATEIIIMEI, HMEIOIIUMU JIMIICH3UIO Ha (DapMaIleBTUYECKYIO JEITeIbHOCTD,
JIOJDKHBI TIOCTYTIATh B 0OpalleHne, eCIIu:

Unghopmayus 06 usmenenusx:

DedepanvHuim 3axonom om 22 dexabpsa 2014 2. Ne 429-D3 ¢ nynkm 1 vacmu I cmamou 46 nacmosaue2o
DedepanvbHozo 3aKoHA 6HeCeHbl UsMeHeHUs], gcmynarowue 8 cuny ¢ 1 urons 2015 e.

Cm. mekcm nyHkma 6 npeovloyuiell pedaxyuu

1) Ha WX mNEepBUYHOM YNAKOBKE (32 MCKJIIOUYEHUEM [EPBUYHON YIIAKOBKU JIEKAPCTBEHHBIX
pacTUTENIbHBIX IMPENaparoB) XOPOLIO YUTAEMBbIM LIPU(PTOM HA PYCCKOM SI3bIKE yKa3aHbl HAUMEHOBaHUE
JIEKapCTBEHHOTO Ipernapara (MexJ1yHapoJIHOE HENATEeHTOBAHHOE, WM TPYIIIMPOBOYHOE, WK XUMHUYECKOE,
WY TOPrOBO€ HAUMEHOBAHUE), HOMEP CEPUH, J1aTa BbIITyCKa (7151 MIMMYHOOMOIIOTHYECKHX JIEKAPCTBEHHBIX
IpernapaToB), CPOK TOAHOCTH, JO3UPOBKA WIIM KOHLEHTpAIHs, 00beM, aKTUBHOCTh B €IMHUIIAX JCHCTBHS
WIN KOJIMYECTBO J103;

Hnghopmayus 06 usmenenusix:

DedepanvHuim 3axonom om 22 dexabpsa 2014 2. Ne 429-D3 ¢ nynkm 2 uacmu I cmamou 46 nacmosaue2o
DedepanvbHozo 3aKoHA 6HeCeHbl UsMeHeHUs], gcmynarowue 8 cuny ¢ 1 urons 2015 e.

Cm. mexcm nynkma 6 npeduvloyujel peoaKyuu
2) Ha UX BTOPUYHOH (MOTPEOMTEIIBCKON) YITAKOBKE XOPOIIO YHWTAeMbIM IIPU(PTOM HaA PYyCCKOM
s3bIKE YKa3aHbhl HAMMEHOBAHUE JICKAPCTBEHHOTO TMpemapara (MeXIyHapOJHOE HEMAaTeHTOBAHHOE, WIIH
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

IPYNIHUPOBOYHOE, WM XUMHYECKOE U TOProBO€ HAMMEHOBaHHS), HAMMEHOBAaHUE IPOU3BOIUTENS
JIEKapCTBEHHOTO TMperapaTa, HOMEP CEpHUH, JlaTa BBIMYyCKa (IJIsI UMMYHOOUOJIOTHYECKUX JIEKAPCTBEHHBIX
[IPENaparoB), HOMEP PErUCTPALIMOHHOTO YA0CTOBEPEHHUs, CPOK TOAHOCTH, CIIOCO0 MPUMEHEHHUS, TO3UPOBKa
WIM KOHIICHTpaIus, oO0beM, aKTUBHOCTh B CIUHUIIAX JACHCTBHS JTHOO KOJIMYECTBO 03 B YIAKOBKE,
JeKapcTBeHHas (hopMa, YCIOBHS OTITYCKa, YCIOBUS XpaHEHUs, IPeAypeIUTENbHbIC HAITUCH.

Unghopmayus 06 usmenenusx:

DedepanvHuim _3akoHom om 22 Odexabps 2014 2. Ne 429-D3 ¢ uacme 2 cmamvu 46 Hacmosue2o
DedepanvbHoco 3aKoHA 6HeCeHbl UsMeHeHUs], gcmynarowue 8 cury ¢ 1 urons 2015 e.

Cm. mexkcm yacmu 6 npedvloyuiel pedaKuuu

2. dapmarneBTUYECKUE CyOCTAaHIIMHM JOJDKHBI TOCTYNATh B OOpaIlleHUE, €CIM Ha MX TMEPBUYHOMN
YIIAKOBKE XOPOIIIO YUTAEMbIM HIPU(PTOM Ha PYCCKOM S3bIKE YKa3aHbl HAMMEHOBaHUE (papMarleBTHUCCKON
cyOcTaHMU (MEXKIyHApOJHOE HEMATEHTOBAHHOE, WJIM TPYMIHUPOBOYHOE, WM XUMHYECKOE U TOProBOE
HAaMMEHOBaHMs ), HAUMEHOBAHHUE MPOU3BOAUTENS (papMalleBTHUCCKOW CyOCTaHIIMKM, HOMEP CEPUU W Jara
M3TOTOBJICHUS, KOJIMYECTBO B YIMAKOBKE M €IMHMIIBI M3MEPEHHUS KOJIMYECTBA, CPOK TOJHOCTH M YCIOBUS
XpaHCHHUS.

3. JlekapCTBEHHBIE CPEJICTBA B KAUECTBE CHIBOPOTOK JOKHBI ITOCTYNATh B OOpaIlleHHE C YKa3aHUEM
YKUBOTHOTO, U3 KPOBH, IIJIa3Mbl KPOBH, OPTaHOB M TKAHEH KOTOPOTO OHM IOTYYECHBI.

4. Ha BropuuHyto (MOTpeOUTENBCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX CPECTB, MOMyYECHHBIX U3 KPOBH,
IJIa3Mbl KPOBH, OPraHOB M TKAHEH 4YeJI0BEKa, JOKHA HAHOCUTHCS Haanuch: "AHtuTtena k BUY-1, BUY-2,
K BuUpycy renatuta C ¥ TOBEpXHOCTHBIN aHTUTEH BUpyca remnatuta B orcyrctByror".

5. Ha MIEPBUYHYIO YIAKOBKY u BTOPUYHYIO (MOTPEOUTEIBCKYIO) YIAKOBKY

paarodapManeBTUIeCKUX JIEKAPCTBEHHBIX CPEJICTB JOKEH HAHOCHUTHCS 3HAK PAJHAIIMOHHON OTTACHOCTH.
6. Ha BTOpnuHyIO (MOTPEOUTENIBCKYIO) YIIAKOBKY IOMEONATHYECKUX JIEKAPCTBEHHBIX IMPENapaToB
JOJDKHA HAHOCUTHCS Haanuch: "ToMeonarnueckuii”.
7. Ha BropuuHyro (IOTPEOMTENHCKYI0) YIAKOBKY JIEKAPCTBEHHBIX PACTUTEIBHBIX IPENapaToB
JIOJKHA HAHOCUTHCA Haanuch: "[IpoayKius mpoiia paJdalliOHHbIN KOHTPOJb' .

Unghopmayus 06 usmenenusx:

DedepanvHbim _3axoHom om 22 odexabpa 2014 2. Ne 429-D3 6 uacmv 8 cmamvu 46 Hacmosuwe2o
DedepanvbHoeo 3aKOHA 8HECeHbl U3MeHeHUs, sgcmynarouwue 8 cury ¢ 1 urons 2015 .

Cm. mexkem yacmu 8 npedwvloyuieli peoaKyuy

8. Ha mepBuyHyl0 yMmakoBKy (€ciu JUisi 3TOTO CYHIECTBYET TEXHUYECKash BO3MOXHOCTBH) M
BTOPUYHYIO (MTOTPEOUTEIBCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX INIPEMapaToB, MpeIHAa3HAUYEHHBIX IS
KIIMHUYECKUX UCCIEAOBAHNM, TOJDKHA HAHOCUTHCS HAIMUCh: " JIJIs KITMHUYECKUX UCCIIeIOBaHMM .

9. VYnakoBka JIEKQPCTBEHHBIX CPEACTB, MPEIHA3HAYCHHBIX MCKIOYUTEIBHO JJIs JKCIOpPTAa,
MapKUPYETCsl B COOTBETCTBUU C TPEOOBAHUSMH CTPAHBI-UMIIOPTEPA.

10. Ha TpancnopTHyr Tapy, KOTOpas HE IpeIHa3HaueHa s IMOoTpeOuTesneld u B KOTOPYIO
MOMEIIEHO JIEKAPCTBEHHOE CPEJCTBO, JOJKHA HAHOCUTHCS HWHGOpMAnus O HANMCHOBAaHUHU, CEPUU
JEKapCTBEHHOTO _CPE/CTBA, Jare BBIMYCKAa, KOJIMYECTBE BTOPHYHBIX (TIOTPEOMTEIIBCKUX) YITAKOBOK
JIEKApCTBEHHOT'O CPEACTBA, MPOU3BOJAUTENE JIEKAPCTBEHHOI'O CPEACTBA C YKa3aHMEM HAMMEHOBAHUS U
MECTOHAXOKICHHSI TIPOU3BOIUTENIS JICKAPCTBEHHOTO CPeICTBa (aapec, B TOM YHCIIe CTpaHa U (MJIM) MECTO
MIPOU3BOJICTBA JIEKAPCTBEHHOTO CPEJCTBA), a TAKXKE€ O CPOKE T'OJIHOCTU JIEKAPCTBEHHOI'O CpencTBa M 00
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

YCIIOBUSIX €r0 XpaHEHMs U MEePEBO3KU, HEOOXOIUMbIE MpenynpeAnTeIbHbIe HAIUCH U MaHUIYASTOPHBIE
3HaKHU.

11. Ha mnepBUYHYIO YNAKOBKY U BTOPUYHYIO (TOTPEOMTENBCKYIO) YHMAKOBKY JIEKAPCTBEHHBIX
CpPEACTB Il BETEPUHAPHOIO TMPUMEHEHHUs JOJKHA HAHOCUThCS HAANMUCh: "Jlms BeTepuHApHOrO
MpUMEHEeHUs".

12. Ha BropuuHyt (MOTPEOUTENBCKYIO) YIAKOBKY JIEKAPCTBEHHOTO TMpernapara HaHOCUTCA
ITPUXOBOM KOJI.

TAPAHT:

Cwm. KOMMeHnmapuu K cmanibe 46 HacmosAuezco (Dedepaﬂbnoeo 3AKOHA

Ungpopmayus 06 usmenenusx:
Dedepanvrvim _3akonom om 6 oexaopsa 2011 2. N 409-D3 6 naumenosanmue 2nasvt 9 Hacmosuje2o

DeodepanbHo20 3aKOHA 6HECeHbl USMEHEHUs, 8CHYnarwue 8 CUIy no ucmedeHuu mpuoyamu OHel nocie
OHsl 0puUUUATLHO20 ONYONUKOBAHUA HA36aHH020 PedepanbHo20 3aKOHA

Cm. mexcm HauMeHo8aHUs 8 NPeoblOVULel PeOaKUUU

I'maBa 9. BB03 jiekapcTBeHHBIX cpelcTB B Poccuiickyo ®@enepanuio 1 BbIBO3 JIeKAPCTBEHHbIX
cpeactB u3 Poccuiickon Pegepanun

Ungpopmayus 06 uzmenenusix:
DedepanvHuim_3akoHom om 6 Oekabpa 2011 . N 409-DP3 6 naumenosanue cmamvu 47 Hacmosue2o

DeoepanbHo20 3aKOHA 6HECeHbl USMEHEHUs, BCIYNarowue 8 CUIy no ucmedeHuu mpuoyamu OHel nocie
OHs ohuyuanbHo20 onyonuKosanus Ha3eanno2o PedepanbHoeo 3aKoHA

Cm. mekcm HauMeHo8aHUs 8 npedbloyuiell pe0aKyuy
Crarba 47. Ilopsanok BBO3a JIEKapCTBEHHBIX cpeacTB B Poccuiickyro denepanuio U BbIBO3a
JIEKapCTBEHHBIX cpeAcTB U3 Poccuiickoit denepanuu

I/Ill¢0pﬂial/ﬂl}l 00 UBMEHEHUSIX:

Yacmo 1 usmenena c 30 aneaps 2024 2. - @edepanvuviii 3akon om 30 aneapsa 2024 2. Ne [-D3

CM. npedblOyuyio pedaxyuro

1. BBo3 nekapcTBeHHBIX cpeACTB B Pocculickyro denepanuio OCYIIECTBISECTCS B TOPSIKE,
ycraHoBieHHOM [IpaButensctBoM Poccuiickoin denepanuu, B COOTBETCTBUM C AKTaMH, COCTaBIISIOLIUMU
npaso Coro3a, u (1) 3akoHonaTenbcTBoM Poccuiickoit denepanny 0 TaMOKEHHOM PETYIUpPOBAaHUH.

Ungpopmayus 06 usmenenusx:

Yacmo 2 usmenena c 30 ansapsa 2024 2. - @edepanvusii 3akon om 30 aneaps 2024 2. Ne 1-D3

Cm. npedvioviyyio pedaxkuuio
TAPAHT:

Ho 31 oexabpa 2027 2. poccuticKum npou3eooumensim ieKapCmeeHHbIX cpeocme OJisl 8emepUHAPHO20
npUMeHeHUs paspewaemcs 6603ums apmayesmuieckue cyoOCmanyuu, He 6HeCeHHbLE 8 20CYOAPCMBEHHBII
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..
peecmp  1eKapCmMEeHHuIX cpedcme OJisl  6emepUHAPHO20 NpUuMeHeHus, Ha meppumopuro PD ¢
V8e0oMumenbHoM nopsioKe OJis NPOU3B00CMEA 3aPecUCMPUPOBAHHBIX JIEKAPCMEEHHBIX CPEOCME

2. Brosumbie B Poccuiickyto deneparinio JieKapcTBEHHBIE CpEACTBA JIOMKHBI COAEPKATHCA B
TOCYIApPCTBEHHOM _PEECTpPE JIEKAPCTBEHHBIX CPEACTB, WM €IMHOM pEecTpe 3aperucCTPpUpPOBAHHBIX
JIEKapCTBEHHBIX  cpencTB  EBpasuiickoro  SKOHOMHYECKOTO  CO03a, WM €IWHOM  peecTpe
3apErUCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX MpenapaToB EBpa3suiickoro 5JKOHOMHUYECKOTO COI03a.

Hnghopmayus 06 usmenenusix:

Yacmoe 3 usmenena c 1 cenmsaops 2024 2. - @edepanvusiti sakon om 30 ausaps 2024 2. Ne 1-D3

Cm. npedviOyuyro pedaxkyuro

3. Homyckaercs BB03 B Poccuiickyro denepannio KOHKPETHOW MapTHU 3apEeTrUCTPUPOBAHHBIX U
(umM)  He3aperuCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEACTB, IpEJHA3HAYEHHBIX Il  pa3paboTKu
JIEKapCTBEHHBIX CPEJACTB, IMPOBEJICHUS HAYYHbIX M HUHBIX HCCIECJOBAHUN, IPOBEACHUS KIMHUYECKUX
UCCIIeIOBAaHUN JIEKapCTBEHHBIX IIpPenapaToB, MPOBEIEHUS SKCIEPTHU3bl JICKAPCTBEHHBIX CPEACTB JUIS
OCYUIECTBIIEHUS TOCYAapCTBEHHOM pErucTpanuy Wil perucTpaluy JEKapCTBEHHBIX MPENapaToB WM s
OKa3aHMsg MEIUIMHCKOW MOMOIIM IO YKU3HEHHBIM IIOKAa3aHUSAM KOHKPETHOIO MalMeHTa Ha OCHOBAaHUU
paspelieHrs, BBIAAHHOTO YIMOJHOMOYEHHBIM (enepajbHbIM OPraHOM HCHOJTHUTEIBHOW BIIACTH IO
3asdBJIEHUSAM JIML, yKa3aHHbIX B crarbe 48 Hacrosmero denepanbHoro 3akoHa. Paccmorpenue Takoro
3asBJIEHUS. M IPUHIATHE pELIEHUS O BbIJAU€ pa3pelleHus Ha BBO3 KOHKPETHOM MapTHH
3apeTrUCTPUPOBAHHBIX U (WJIM) HE3apETUCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEICTB, MPEIHA3HAYCHHBIX JUIS
pa3pabOTKM JIEKAPCTBEHHBIX CPEACTB, MPOBEACHUS HAyYHBIX M MHBIX HCCICIOBAaHHM, IPOBEACHUS
KJIMHUYECKUX MCCIIEJOBaHUI JIEKapCTBEHHBIX NpPENapaToB, HPOBEIEHHUsS HKCIEPTU3bl JIEKAPCTBEHHBIX
CPEACTB JUIsl OCYUIECTBIEHHS TIOCYIapCTBEHHONW pErucTpalud WM PETUCTpalM  JIEKapCTBEHHBIX
IpenapaToB MM A OKa3aHUs MEIUIMHCKOW IOMOIIM IO >XU3HEHHBIM IIOKa3aHUSAM KOHKPETHOIO
namueHTa Jimb6o o0 OTKa3e B BbIJau€ YKAa3aHHOTO Pa3peIIeHUs] MPOU3BOAATCSA B CPOK, HE NMPEBBIIIAIONIIIA
nsaTH pabounx aHel. [1nara 3a BbAa4y yKa3aHHOIO pa3pelleHts He B3UMAETCs.

3.1. He npumensiercs ¢ | suBaps 2024 r. - @enepanbublii 3akoH ot 27 nexadps 2019 . Ne 475-03

Unghopmayus 06 usmenenusx:

Cm. npedviovuyyro pedaxkuuio

Ungopmayus 06 usmenenusix:

Yacmo 3.2 usmenena c 1 sineaps 2026 2. - @edepanvrulil 3axkon om 15 oexabpa 2025 2. Ne 483-D3

Cm. npedviOyuyro pedaxkyuro

3.2. Jo 31 nexabps 2027 roma momyckaroTcsi BBO3 Ha Tepputoputo Poccuiickoit @enepanuu u
obpamenue B Poccuiickoit ®denepanuu ¢ ydyeToM OCOOEHHOCTEH, YCTaHOBIEHHBIX I[IpaBuTENHCTBOM
Poccuiickoit  ®denepanuu, 3aperuCTpUPOBAHHBIX JIEKAPCTBEHHBIX IMPEMAPATOB Il  MEAMIIMHCKOTO
IIPUMEHEHUS B YIAaKOBKAaX, IPEeIHA3HAYE€HHBIX JUIsl 0OpallleHuss B MHOCTPAaHHBIX rOCYJapcTBax, B ciydyae
nedeKTyphl IEKapCTBEHHBIX MIPEenapaToB WM PUCKa €€ BOSHUKHOBEHHS B CBS3H C BBEJCHHEM B OTHOIICHUH
Pocculickoit denepanuy OrpaHUYMUTENIBHBIX MEP YKOHOMUYECKOTO XapakTepa IpU YCIOBHUH COOTBETCTBUS
BBO3UMBIX JICKAPCTBEHHBIX TpEnaparoB TpPeOOBaHUSM, YCTAaHOBIEHHBIM NPU UX pPETUCTpaluH, 3a
UCKJTIOYCHHEM TpeOOBaHMN K TIEPBUYHON YITaKOBKE, BTOPUYHOM (MOTPEOUTENHCKOM) yIaKOBKe, a TaKkKe
MpU HAJIMYMKM Ha BTOPUYHOHN (MOTPEOUTENBCKOI) yIaKOBKE JIEKAPCTBEHHBIX MPENapaToB, HAXOIAIINXCS B
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

oOpallleHnH, CaMOKJIESIIENHCcss STUKETKH, coAepKalied HHQOpPMAlMIO O JIEKapCTBEHHOM IIperapare Ha
PYCCKOM $I3BIKE.

Hnghopmayus 06 usmenenusix:

Cmamus 47 dononnena uacmoio 3.3 ¢ 1 cenmaopsa 2024 e. - @edepanvusiii 3axkon om 30 sneaps 2024 2. Ne
1-®3

3.3. Homyckarorcst BBo3 B Poccuiickyto @enepanuto u obOpamenue B Poccuiickoit denepanuu ¢
yueToM ocobeHHocTel, ycTaHoBieHHbIX [IpaButensctBoM Poccuiickoit deaepanyu, 3aperucTpupoBaHHbBIX
OPUTHHAIBHBIX Op(haHHBIX JIEKAPCTBEHHBIX MpENapaToB W (WIIM) BHICOKOTEXHOJOTHYHBIX JIEKAPCTBEHHBIX
[IpernaparoB il MEAMIMHCKOTO IPUMEHEHMs B TEUCHHME [JBEHAALIATH MECALEB IOCIE JaTbl HX
peructpanuu B Poccuiickoit denepanuu B ynakoBKax, NpeaHa3HAYEHHBIX JJIs1 00pallleHus: B MHOCTPAHHbIX
roCylapcTBax, IPU YCJIOBUU COOTBETCTBUS BBO3MMBIX JIEKAPCTBEHHBIX IPENAPATOB ISl MEAMLIMHCKOIO
NpUMEHEHHs TPEOOBaHMSAM, YCTAHOBICHHBIM TPHU HMX PETUCTPAIMH, 32 HCKIIOYCHHEM TpeOOBaHUH K
NEpPBUYHON yINaKOBKE, BTOPHMYHOW (NMOTPEOUTENbCKOM) yHakoBKE, M NpPU HAIMYUM Ha BTOPUYHOM
(MOTpeOUTENbCKOM)  yIAaKOBKE JIEKAPCTBEHHBIX NpEnaparoB  JUIsl  MEAUIMHCKOTO  MPUMEHEHUS,
HaXOSIIMXCSl B OOpaIlleHUH, CaMOKIIesALIecs ITUKETKH, COAeprkalled MHPOPMALUIO O JIEKapCTBEHHOM
npenapare A MEIUIMHCKOTO NMPUMEHEHHsI Ha PYCCKOM s3bIKe. B OTHOLIEHMM NaHHBIX JEKapCTBEHHBIX
IIPENapaToB HE NMPUMEHSIOTCS MOJOXKEHMs YacTu 7 cratb 9 u 4yacTeil 1 m 2 crateu 52.1 HacrosIero
denepanbHOTO 3aKOHA.

Hnghopmayus 06 usmenenusix:

Yacmo 4 usmenena c 30 saneapsa 2024 2. - @edepanvhviii 3akon om 30 aneapsa 2024 2. Ne [-D3

Cm. npedvioyuyio pedaxkyuro

4. B Poccuiickyro ®enepannio MOXHO BBO3HUTH JIEKAPCTBEHHBIE CPEACTBA, KAYECTBO KOTOPBIX
HOATBEPXKICHO CepTU(UKATOM MPOU3BOAUTEINS JIEKAPCTBEHHBIX CPENICTB, YIOCTOBEPSAIOLIMM COOTBETCTBHE
BBO3HMMBIX JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHUSIM, YCTAHOBIEHHBIM IIPU UX PErHCTPALMU WM IPOBEACHUN
HpPOLETYpP, CBA3aHHBIX C PerHCcTpalnuen.

Hnghopmayus 06 usmenenusix:

DedepanvHulm _3akoHom om 6 oOexaops 2011 2. N 409-@3 6 yacmv 5 cmamwvu 47 Hacmoaue2o
DedepanvbHo2o 3aKOHA 6HECEeHbl USMEHEHUsl, 8CIMYNAouue 8 CULYy No uUcmedenuu mpuoyamu OHell nocjie
OHA ouyuanbLHo20 0NYOIUKO8AHUA HA36AHH020 DPedepanbH020 3aKOHA

Cu. mexem yacmu 6 npedvioyuien pedaxyuu
5. 3anpeniaercs BBo3 B Poccuiickyro ®enepanmio pambcuduimpoBaHHBIX JIEKapCTBEHHBIX CPEIICTB,
HeT0OpOKauYeCTBEHHBIX JIEKAPCTBEHHBIX CPEICTB, KOHTPA(aKTHBIX JIEKAPCTBEHHBIX CPEJICTB.

Ungpopmayus 06 usmenenusx:

DedepanvHulm _3akoHom om 6 oOexaops 2011 2. N 409-®@3 6 uyacmv 6 cmamovu 47 Hacmoaue2o
DedepanvbHo2o 3aKOHA 6HECEeHbl UMEHEHUsl, 8CIMYNAuue 8 CULy no ucmedenuu mpuoyamu OHell nocie
OHA ouyuanbLHO20 ONYOIUKO8AHUA HA36AHH020 DPedepanbH020 3aKOHA

Cm. mekem yacmu 6 npedvloyuien pedaxyuu

6. danbcudunupoBaHHBIE JIEKAPCTBEHHBIC CPEACTBA, HENOOPOKAYECTBEHHbIEC JIEKAPCTBEHHbIE
CPEACTBA IMOMJICKAT U3BITUIO U MOCIEAYIOIIEMY YHUUTOKEHUIO WIM BbIBO3Y U3 Poccuiickon denepaunu,
KOHTpadaKTHBIE JICKAPCTBEHHBIE CPEACTBA - U3BATHIO U MOCIEAYIOUIEMY YHUUTOXCHHIO. YHHUYTOXKECHUE
wii  BbBo3 u3 Poccuiickoit ®epepaumu  (anbcuDUIUPOBAHHBIX — JIEKAPCTBEHHBIX  CPEJCTB,
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

HEOOPOKAUECTBEHHBIX  JIGKAPCTBEHHBIX  CPEACTB,  KOHTpa(akTHBIX  JIEKAPCTBEHHBIX  CPENICTB
OCYILIECTBIISIETCS 3a CYET JIMIA, OCYIIECTBUBIIET0O WX BBO3. IIOpAAOK YHUYTOXKEHHUS HU3BITHIX
banbCUPUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPENICTB, HEIOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB,
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEACTB ycTaHaBiuBaeTcs [IpaBurensctBom Poccuiickoit denepariuu.

Hnghopmayus 06 usmenenusix:

Yacmoe 7 usmenena c 30 aneapsa 2024 2. - @edepanvhviii 3akon om 30 aneapsa 2024 2. Ne [-D3

Cm. npedviOyuyto pedakyuro

7. Jluma, ocymectBisitonie BB03 B Poccuiickyro  ®@enepanuio  GanbCUPUIMPOBAHHBIX
JEKapCTBEHHBIX  CPEACTB,  HENOOPOKAYECTBEHHBIX  JIGKAPCTBEHHBIX  CPEACTB,  KOHTpa(aKTHBIX
JICKAPCTBCHHLIX CPEACTB, HCCYT OTBCTCTBCHHOCTH B COOTBCTCTBHU C 3dKOHOAATCJIILCTBOM Poccuiickoit
denepanuu.

Hnghopmayus 06 usmenenusix:

Yacmo 8 usmenena c 30 ansapsa 2024 2. - @edepanvhsii 3akon om 30 aneaps 2024 2. Ne 1-D3

Cm. npedviOyuyto pedakyuro

8. BbIB03 n1ekapcTBEHHBIX cpeAcTB u3 Poccuiickoit denepanum oCymeCcTBISIETCS B COOTBETCTBUU €
akTamH, cocTtaBisronMu npaBo Coroza, W (WiM) 3akoHOmaTenbcTBOM Poccuiickoit deneparuu o
roCyl1apCTBEHHOM PETYIMPOBAHUY BHELITHETOPITOBOM J€ATEIbHOCTH.

HUnpopmayus 06 usmenenusix:
Cmamus 47 dononnena uacmoio 9 ¢ 29 nosopsa 2019 2. - @edepanvhsiii 3akon om 28 noaops 2018 2. Ne
449-D3

9. BBog B rpaxaaHckuil o0OpOT JIEKAPCTBEHHBIX MPENaparoB A MEAMIMHCKOTO MPUMEHEHHS,
BBe3eHHBIX B Poccuiickyro ®enepaliuio, OCyIIeCTBIsSETCS ¢ COOMOEHNEM TpeOOBaHUM, YCTaHOBIEHHBIX
cratheit 52.1 Hacrosimero denepabHOTO 3aKOHA.

Hnghopmayus 06 usmenenusix:

Cmamus 47 dononnena yacmoto 10 ¢ 1 cenmsaobps 2023 2. - @edepanvusiii 3axkon om 2 uwons 2021 2. Ne
317-D3
TAPAHT:

eticmsue nonooicenuti ywacmu 10 He pacnpocmpansemcs Ha cepuu JeKapCmeeHHbIX Npenapamos O
8EeMEPUHAPHO2O NPUMEHEHUS], 88e0eHHble & epaxcOancKuu obopom na meppumopuu P oo | cenmsabpsa
2023 2.

Cepuu nexapcmeennbix npenapamos O 6emMepPuHapHO20 NPUMeHeHUs NoONexcam Xpanenulo, nepesosxe,
OMNYCKY, peanusayuu, nepeoaie, NPUMEHeHUr0 00 UCMedeHUs. CPOKA UX 200HOCIU

10. BBog B rpakIaHCKHI 00OPOT JIEKapCTBEHHBIX MPETaparoB JJsl BETEPHHAPHOTO MPUMEHEHUS,
BBE3EHHBIX (TIepeMelneHHbIX) B Poccuiickyro denepariuro, oCymecTBIseTcs ¢ COOMOICHNEM TPeOOBaHUH,
YCTaHOBJICHHBIX cTaThel 52.2 HacTosmero denepalbHOTO 3aKOHa.
TAPAHT:

Cm. KOMMeHnmapuu K cmamse 47 HacmosAueco @edepaﬂbﬂoeo 3dKOHA

Hnghopmayus 06 usmenenusix:
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

DedepanvHuim_3axonom om 6 Oekabpa 2011 . N 409-D3 6 cmamvio 48 nacmosweco @edepanrbHo2o
30KOHA BHEeCeHbl USMEHEHUA, GCmYnarwue 6 CUly no ucmedyeHuu mpuoyamu OHel nocie OHsl
ouyuanvbHo2o onyonuKkosanus Ha3eanHo2o PedepaibHo20 3aKOHA

Cu. mexcm cmambu 8 npedbloyuiell pedaKyuu
Crarba 48. IOpuauueckue muna, KOTOPBIM pa3peuieH BBO3 JIEKAPCTBEHHBIX CpPEICTB B
Poccuiickyro ®@eneparuro
JlekapcTBeHnnbie cpenctra B Poccuiickyto denepaiinito MOTyT BBO3UTh:
1) mnpouw3BOmMTENM JIGKAPCTBEHHBIX CPEICTB IS LeJel COOCTBEHHOTO TMPOM3BOJICTBA
JIEKapCTBEHHBIX CPECTB;

HUnpopmayus 06 usmenenusix:

Ilynkm 2 usmenen ¢ 1 cenmaops 2024 2. - @edepanvuviy 3akon om 30 sneaps 2024 2. Ne 1-D3

Cm. npedvldyuivio pedakyuio

2) UMHOCTpaHHBIE pa3pabOTYMKH JICKAPCTBEHHBIX CPEACTB M HMHOCTPAHHbBIC IPOU3BOIUTEIN
JICKAPCTBEHHBIX CPEJICTB MU IPyTrUe IOPUAMYCCKUE JIUIA [0 MOPYUYCHHUIO Pa3pabOoTUHKa JIEKApCTBEHHOIO
CpeI[CTBa JUJIS pa3pa60TK1/1 HeKapCTBeHHLIX Cpe[[CTB, HpOBeI[eHI/Iﬂ Hay‘{HBIX N HHBIX I/ICCHGI[OBB_HI/II\/'I,
MPOBEICHUS KIMHHYCCKUX MCCICIOBAHUI JIEKAPCTBEHHOTO Tperapara, OCyIeCTBICHHS TOCYAapCTBEHHOM
PETUCTpAIH WM PETUCTPAIMH JIGKAPCTBEHHOTO Iperapara, BKIIOUEHHUs (apMalieBTHYeCKol cyOCcTaHIUN
B TOCYIApCTBCHHBIM peecTp JCKAPCTBEHHBIX CPEICTB, KOHTPOJIS KAauyeCTBa JIEKAPCTBEHHBIX CPEIACTB IMPH
HAJIMYMK pa3pelieHus] yIMOJIHOMOYEHHOTO (henepajbHOro OpraHa HCIOJHUTENbHON BJIAcTH Ha BBO3
KOHKPETHO# MapTHH JICKAPCTBECHHBIX CPEICTB;

3) O[ZFaHI/BagI/II/I OHTOBOﬁ TO[ZI‘OBHI/I HCK&[!CTBGHHBIMI/I C[!CQCTBaMI/I;

Unpopmayus 06 usmenenusix:

Ilynkm 4 usmenen ¢ 30 aneapsa 2024 e. - Dedepanvhuiii 3akon om 30 ansapsa 2024 2. Ne 1-D3

Cm. npedbioyuyio pedaxyuio

4) Hay4YHbBIE OpraHMU3aINH, 00pa30BaTeIbHBIC OPraHU3AIMH BBICIIIETO 00pa30BaHUS, POU3BOUTENN
JIEKapCTBEHHBIX CPENCTB Uil Pa3pabOTKH, WCCIEIOBAHWUN, KOHTPOJs OE30MacHOCTH, KauecTBa,
3¢ (EKTUBHOCTH JICKAPCTBEHHBIX CPEJCTB MPU HATUYHUU pa3pelleHds YIOTHOMOYEHHOTro (eaepaabHOTo
OpraHa UCITOJIHUTEILHOM BIIACTH;

Unpopmayus 06 usmenenusix:

Dedepanvrvim _zakowom om 12 mapma 2014 2. N 33-@3 6 nywkm 5 cmamvu 48 Hacmosweeo
DedepanbHo20 3aKOHA BHECEeHbL USMEHEHUS

Cu. mexcm nyHkma 6 npeduvloyujel pedaKyuu

5) MeOUIMHCKHE OpraHU3alllK, UHbIE YKa3aHHbIE B IYHKTaX 1 - 4 HacToAlIeH cTaTby OpraHu3aluu
JUIsL OKa3aHUs MEAMLMHCKOM MOMOIIM I10 KU3HEHHBIM ITOKa3aHUSAM KOHKPETHOTO MalUeHTa NPU HATWYUU
pa3pellieHusi yInoJIHOMOYEHHOIO (e/lepallbHOr0 OpraHa HCHOJHHUTEIbHONW BJIacTH Ha BBO3 KOHKPETHOM
NapTHH JIEKApCTBEHHOTO Ipernapara, BbIJIAHHOTO B YCTAHOBJICHHOM IOpAIKe B (hopMe 3IEKTPOHHOTO
JIOKYMEHTA, MOANKUCAaHHOTO YCUJIEHHOW KBAIM(UIIMPOBAHHOM 2JIEKTPOHHON MONIMHUCEKIO;

6) He npumensiercs ¢ 1 suBaps 2024 r. - enepanbHblil 3aK0H 0T 27 aexadps 2019 1. Ne 475-D3

Ungpopmayus 06 usmenenusix:

Cm. npedvioviyyio pedaxkuuio
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

Hngopmayusi 06 uzsmenenusix:

Cmamos 48 oononnena nynkmom 7 ¢ 30 sneapsa 2024 2. - @edepanvusiii 3axon om 30 saneaps 2024 2. Ne 1-
D3

7) MMPOU3BOAUTECIN MECAUITUHCKUX 1566910500405 91 01 @1 (S (515 MIpONU3BOACTBA MCOAUILIMHCKUX WU3ICIIMHI.
I'APAHT:

Cwm. KOMMeHmapuu K cmambse 48 HacmosAueco (DedepaﬂbHoeo 3AKOHA

Ungpopmayus 06 usmenenusix:

DedepanvHuim_3akoHom om 6 Oekabpa 2011 o. N 409-DP3 6 naumenosanue cmamvu 49 Hacmoswe2o
DedepanvbHo2o 3aKOHA 6HECEeHbl UMEHEHUsl, 8CIMYNAauue 8 CULY no ucmedenuu mpuoyamu OHell nocie
OHs 0puyUuanbLHO20 ONYOIUK08AHUA HA368aHHO20 DedepanibHO20 3aKOHA

Cm. mexkcm HauMeHOo8AHUsL 6 NPEOblOYVULeU PEeOAKUUU
Cratbs 49. JIoKyMEHTHI, PEACTaBIIEMbIC B TAMOXEHHbIC opranbl Poccuiickoit denepanuu npu
BBO3€ JICKAPCTBEHHBIX CpelcTB B Poccniickyro denepanuio

Ungpopmayus 06 usmenenusix:

Yacmo 1 usmenena c 30 saneapa 2024 2. - @edepanvhviii 3akon om 30 aneapsa 2024 2. Ne [-D3

Cm. npedwldyuivio pedakyuio

1. Tlpu BBO3e JIeKapCTBEHHBIX CpencTB B Poccuiickyio ®enmepaliio B TaMOXXEHHBIC OPTaHbI
Poccuiickonn ®denepanuu Hapsay € JOKYMEHTAaMH, IPEICTABICHUE KOTOPBIX IIPELYCMOTPEHO AaKTaMHU,
cocrapisromumMu ipaBo Coro3a, W (WJM) 3akOHONATeNnbcTBOM Poccwuiickoit Denepanuu 0 TaMOXEHHOM
pEryIHPOBaHUH, IPEACTABISIFOTCS CICAYIONINE JOKYMEHTHI B 3JIEKTPOHHOU (hopme:

Hnghopmayus 06 usmenenusix:

Ilynkm 1 usmenen ¢ I mapma 2026 2. - @edepanvuviii 3akon om 31 utons 2025 2. Ne 304-D3

Cm. npedvioyuyio pedaxkyuro

1) ceprudurar (3aKIOYEHHE) COOTBETCTBHUS IPOU3BOJCTBA JICKAPCTBEHHBIX CPEACTB IS
BETEpPUHAPHOTO NpPUMEHEHHs TpeOOBaHUSAM MpPaBUI HaJUIeXallell MPOU3BOACTBEHHOM NPAKTUKU
EBpasuiickoro 5KOHOMHYECKOTO COI03a;

2) paspelleHre YINOJIHOMOYEHHOIO (eepaibHOr0 OpraHa HCIOJHUTEIbHONM BJIACTH Ha BBO3
KOHKPETHOM MapTUH JIEKapCTBEHHOIO CpPEJICTBAa B CIlydyasX, YCTAHOBJIEHHBIX 4acTblo 3 crarbu 47
Hacrosero PenepaabHOIo 3aKOHA.

Hnghopmayus 06 usmenenusix:

DedepanvHulm _3akoHom om 6 oOexaops 2011 2. N 409-®@3 6 yacmv 2 cmamovu 49 nacmosawezo
DedepanvbHo2o 3aKOHA 6HECEeHbl UMEHEHUsl, 8CIMYNAuue 8 CULy no ucmedenuu mpuoyamu OHell nocie
OHA ouyuanbLHo20 0nYOIUK08AHUA HA36AHH020 DPedepanbH020 3aKOHA

Cm. mexkcm yacmu 8 npedvloyuieti pedaKyuy

2. JIOKyMEHTBI, yKa3aHHble B INyHKTax | m 2 4yactu | HacTosied CTaTbd, MPEACTaBISAIOTCS B
TaMOXXeHHBbIe opraHbl Poccuiickoit denepanuu npu NMPUOBITUH JIEKAPCTBEHHBIX CpeACTB B Poccuiickyro
denepauuro.
TAPAHT:

Cm. KOMMeHnmapuu K cmambse 49 HacmosAuweco @edepaﬂbﬂoeo 3dKOHA
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

Unghopmayus 06 usmenenusx:

Dedepanvrvim_zaxonom om 29 uions 2015 2. Ne 160-D3 6 naumenosanue cmamou 50 nHacmosiujeco
DedepanvbHo2o 3aKOHA HECEHbl USMEHEHUs]

Cm. mexcm HaumeHo8aHus 8 npedvloyuieli peoaKyuy
Crarba 50. BBo3 nexapcTBeHHbIX InpenaparoB B Poccuiickyro ®enepauuto A JHUYHOTO
UCTIOJIb30BaHMs. M MHBIX HEKOMMEPYECKMX LeJleH, a Takke U1 HCIOJIb30BaHMUs Ha
TEPPUTOPUHU MEKTYHAPOJHOIO MEAULIMHCKOTO KIlacTepa

Unghopmayus 06 usmenenusx:

Dedepanvruim _3axkoHom om 6 Oexabpa 2011 2. N 409-@3 6 uwacmv 1 cmamvu 50 nacmoswezo
DedepanvHo2o 3aKOHA 6HECEeHbl UMEHeHUsl, 8CIMYNAauue 8 CULY No ucmedeHuu mpuoyamu OHell nocie
OHs 0QUYUATLHO20 ONYONUKOBAHUS HA38AHH020 DedepanbHO20 3aKOHA

Cm. mexcm yacmu 6 npedvioyujei pedaxkyuu

1. JlexapcTBeHHBbIE mpernapaTbl MOTYT ObITh BBe3eHbI B Poccuiickyro ®Denepanmio 06e3 ydera
TpeboBaHUH, MPeNyCMOTPEHHBIX YacTsamu 1 - 4 crateu 47, ctarbsamu 48 u 49 Hacrosmiero depepanbHOTO
3aKOHa, €CJIM OHU NpeAHa3HAYECHBI JJIA:

H/l(ﬁopﬂilﬂﬂl}l 00 UBMEHEHUSIX:

Ilynkm I usmenen ¢ 30 aneaps 2024 2. - Dedepanvuuiii 3akon om 30 ausapsa 2024 2. Ne 1-D3

Cm. npedvidyuyro pedaxkyuro

1) nmuuHOTO WCIONIb30BaHUS (PU3WYECKUMHU JUIaMHU, MPpUOBIBIIMMHE B Poccuiickyto deneparuto.
IIpu osrom BBO3 B Poccuiickyro ®denepauuio  JIEKapCTBEHHBIX  IIPENApPATOB,  COAEPIKALIUX
CWIbHOACUCTBYIOIIME W (WIKM) SAOBUTHIE BEIIECTBA, BKIIOYEHHBIE COOTBETCTBEHHO B CIHCOK
CUJIbHOACHCTBYIOIIMX BEUIECTB JUIS LIE€JIEd YIOJIOBHOIO 3aKOHonarenbcTBa Poccuiickonn deneparuu U B
CIHCOK SIIOBUTBHIX BEIIECTB JId I€J€H YroJIOBHOTO 3aKOHOAaTenbcTBa Poccuiickoit ®enepanuu,
yTBepxkacHHbIe [IpaBurensctBom Poccuiickoit denepanuu, OCyIIECTBIAETCS P HAIWYUUA JOKYMEHTOB
(3aBEpEeHHBIX KOMUN JAOKYMEHTOB WIJIM 3aBEPEHHBIX BBITMCOK M3 HHX), MOJATBEP)KIAIONINX Ha3zHauCHUE
¢u3MYecKOMy JIMIy YKa3aHHBIX JIGKAPCTBEHHBIX TIPEraparoB (3a HUCKIIOYEHHUEM JIEKapCTBEHHBIX
MpenaparoB, 3aperucTpUpoOBaHHbIX B Poccuiickoit Denepanuu 1100 3aperucTpUPOBAHHBIX B COOTBETCTBUU
C aKkTamu, cocraBistomumMu npaBo Coro3a, u ormyckaembix B Poccuiickoit @enepanuun 6e3 perenra Ha
JeKapCcTBEHHbIN mpemnapar). [loaTBepkaaroniyie AOKYMEHTHI (MX 3aBEpPEHHbIE KOMHUU WU 3aBEPEHHBIC
BBIIIUCKM U3 HHUX) JIOJDKHBI COJEPKAaTb CBEACHUS O HAMMEHOBAHMM M KOJMYECTBE HA3HAUEHHOIO
JIEKapCTBEHHOTO TMpemnapara. B ciydae, ecnu moATBepKAarolIue JOKYMEHTHI (MX 3aBEpEHHbIE KOIUH WU
3aBEPEHHBIC BBIITMCKU M3 HUX) COCTABJIEHBl HAa MHOCTPAHHOM SI3bIKE, K HUM IPHJIAraeTcs HOTapUAIbHO
3aBEPEHHBIN MEPEBOJT HA PYCCKUI S3bIK;

2) WUCHONb30BaHHA PAOOTHUKAMU JUIJIOMATHYECKOTO KOpIyca WM  MPEACTABUTEISIMU
MEKTYHApOIHBIX OpPTaHU3aINi, aKKpeAUTOBaHHBIX B Poccuiickoit @enepanuu;

3) JedeHHs MACCAXUPOB M UICHOB HKUIMAXKEH TPAHCIOPTHBIX CPEICTB, MOE3MHBIX Opuram u
BOJIMTEJICH TPAHCTIOPTHBIX CPEACTB, MPUOBIBIINX B Poccuiickyro denepanuio;

4) nedyeHusi y4aCTHUKOB MEXIYHAPOJIHBIX KYJIbTYpPHBIX, CIIOPTUBHBIX MEPOIPUSATUNA U yUaCTHUKOB
MEXYHAPOIHBIX 3KCIEINLINA;

HUnpopmayus 06 usmenenusix:
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..
Ilynkm 5 usmenen ¢ 13 ageycma 2019 2. - @edepanvusiii 3akon om 2 aszycma 2019 2. Ne 297-D3

Cm. npeduloyuiyro pedakyuio

5) 7edyeHWs KOHKPETHBIX JKMBOTHBIX B 300MapKaxX, 300CaJax, IHPKax, OKeaHApHUyMax,
nenbQUHAPUAK, JCUCHHUS UKUX >KUBOTHBIX, MOCTOSHHO WJIM BPEMEHHO HACENSIONIUX TEPPUTOPHUIO
Poccutickoit @enepaiini, HaAXOAAIIUXCS B COCTOSHAM €CTECTBEHHON CBOOOIBI M MMPUHAICIKAIINX K BHIAM,
3aHeceHHbIM B Kpachyto kaury Poccuiickoii denepannu u (M) KpacHble KHUTH CyObekToB Poccuiickoii
depnepanuu, a TakKe KUBOTHBIX, BBO3UMBIX B Poccuiickyro denepannio sl y4acTusi B CIIOPTUBHBIX U
3pETUIIHBIX MEPONPUATHUSIX;

Ungpopmayus 06 uzmenenusix:
Dedepanvrvim 3axkonom om 29 uions 2015 2. Ne 160-D3 uacmo 1 cmamou 50 nacmosweco @edepaibHoco
3aKOHA OONONIHEeHa NYHKMoM 6

6) UCTI0JIb30BaHMSI HA TEPPUTOPUH MEKIYHAPOIHOIO MEUIIMHCKOTO KJIACTEPa.

Unghopmayus 06 usmenenusx:

Yacmo 2 usmenena c 30 saneaps 2024 2. - @edepanviviii 3akon om 30 aneapsa 2024 2. Ne [-D3

Cum. npeduvloyuyio pedaxyuro

2. B cnyyasix, npeaycMOTpEeHHBIX YacThlo | HACTOSIIIEH CTaThH, JAOMycKaeTcs BBO3 B Poccuiickyro
denepannio JIEKApCTBEHHBIX TpENapaTroB, HE 3aperucTpupoBaHHbIX B Poccuiickoit denepanuu nubo He
3apEruCTPUPOBAHHBIX B COOTBETCTBHH C aKTaMH, COCTABISIFOIIUMU IIpaBo Coro3a.

Ungpopmayus 06 uzmenenusix:
DedepanvHuim _3akoHom om 6 oOexaops 2011 2. N 409-®@3 6 uyacmv 3 cmamovu 50 Hacmosawezo

DeoepanbHo20 3aKOHA 6HECeHbl USMEHEHUs, BCIYNarowue 8 CUIy no ucmedeHuu mpuoyamu OHel nocie
OHs ohuyuanbHo20 onyonuKosanus Ha3eanno2o PedepanbHoeo 3aKOHA

Cu. mexem yacmu 6 npedvioyuien pedaKyuu

3. JlekapCTBEHHBIE MperapaTsl, MpeIHa3HAYCHHbIE U1 TYMaHUTAPHON TOMOIIH (COACHCTBUS) WIIH
IIOMOILM IIPU YPE3BBIYAMHBIX CUTyalMsX, BBO3sATCA B Poccuiickyro ®enepanuio B  HOpAIKE,
ycraHoBieHHOM [IpaButensctBoM Poccuiickoii ®enepaumu. 3anpemiaercs BB03 B Poccuiickyro
denepalnio HE3aPETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB, MpeHa3HAYE€HHbIX ISl TyMaHUTApHON
MOMOIIH (COAEHCTBYS) WK MTOMOUIH NPU YPE3BBIYAMHBIX CUTYAIUSX.
TAPAHT:

Cn. KOMMeHmapuu K cmanse 50 HacmosAueco @e()epafleOZO 3AKOHA

Ungpopmayus 06 usmenenusx:

Haumenosanue uzmeneno c 30 aunsaps 2024 2. - @edepanvhwiii 3axon om 30 aunsaps 2024 2. Ne 1-D3

Cm. npedvioyuyio pedaxyuro
Crarbs 51. CorpyaHuuectBo (eepaabHOrO OpraHa UCIOIHUTEIBbHOM BIIACTH, OCYIIECTBIISIONIETO
(GYHKIMM TI0O KOHTPONIO M Haa30py B OOJACTM TaMOXEHHOTO JieNla, U JAPYrHx
YIOOJIHOMOYCHHBIX q)ellepaHLHBIX OpraHoB HUCIIOTHUTEILHON BIIACTH

HUnpopmayus 06 usmenenusix:

Yacmo 1 usmenena c 30 saneapsa 2024 2. - @edepanvviii 3akon om 30 aneapsa 2024 2. Ne [-D3
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
WU3MEHEHUSIM. ..
Cm. npedblOyuyio pedaxyuro

1. VYnonHomoueHHBIE (enepanbHble OpTaHbl HCHOJTHHUTENBHOW BIACTH MPEJOCTaBISIIOT B
pacrniopsbkeHue (efepadbHOrO OpraHa HCIOJHUTENBHON BIIACTH, OCYIIECTBISIONIET0 (QYHKIUU TIO
KOHTPOJIIO U HaJA30py B 00JIACTH TaMOKEHHOTO JIeJa, TOCYAapCTBEHHBIN PEECTp JIEKaPCTBEHHBIX CPENICTB, a
Takke MH(POPMAIIMIO O BBIIAHHBIX Pa3pelIeHHUsIX Ha BBO3 KOHKPETHOW MapTUU JIEKAPCTBEHHBIX CPEJICTB B
ClIy4asiX, yCTaHOBJIEHHBIX 4acTbio 3 crarbu 47 HacTosero deepalbHOro 3aKOHa.

Hnghopmayus 06 usmenenusix:

Yacmo 2 usmenena c 30 saneapsa 2024 2. - @edepanviviii 3akon om 30 aneapsa 2024 2. Ne [-D3

Cm. npedviOyuyro pedaxkyuro

2. @enepanbHbIi OpraH UCIOIHUTEIBHON BIACTH, OCYIIECTBISIOUINNA (DYHKIHUU 1O KOHTPOJIO H
HAJ30py B OOJACTH TaMOXXEHHOTO [ena, MH()OpMHpYeT yKa3aHHble B 4acTh | HAcTosIIEH CTaThbu
YIIOJIHOMOUYEHHbIE (heiepalbHble OpraHbl HCIOJHUTEIBHON BIACTH O BBO3E JIEKAPCTBEHHBIX CPEICTB B
Poccuiickyro denepaiiiio U BBIBO3€ JIGKAPCTBEHHBIX cpencTB u3 Poccuiickort denepanuu o ¢opme u B
HOpsIIKe, KOTOphIe ycTaHOBIEHBI [IpaBurenscTBom Poccuiickoit denepanumu.
TAPAHT:

Cm. KOMMeHnmapuu K cmamse 51 HacmosAueco @e@epaﬂbﬂoeo 3dKOHA

I'maBa 10. ®apmaneBTHyeckas 1esITeJIbHOCTb

Cratbs 52. OcymiectBiaeHue GhapMareBTHICCKON IeATeTbHOCTH

I/Ill¢0pﬂial4u}l 00 UBMEHEHUSIX:

Yacmo 1 usmenena c 1 cenmabdps 2024 2. - @edepanvibiii 3akon om 8 aszycma 2024 2. Ne 323-D3

CM. npedbloyuyio pedaxyuro

1. PapmaneBTHyeckas AEATENbHOCTb OCYIIECTBISETCS OpPraHU3ALMSIMU OINTOBOM TOPrOBIIH
JICKApCTBCHHBIMU CpcacTBaMu, aIlITCYHBIMU OopraHu3alusiIMu, BCTCPUHAPHBIMU AIlITCYHBIMU
OpraHu3aIusIMH, VHAUBUYaIbHBIMU MpeIpUHUMATENISIMU, UMEIOLTUMU JTULEH3UIO Ha
(I)apMaLIeBTI/I‘ICCKyK) ACATCIIBHOCTb, MCOAUIUHCKUMU OpraHu3anusaMi, HMCIOIIUMU JIMOCH3UWIO Ha
(bapMalleBTUUECKYIO JIeATENbHOCTh, M HMX O00OCOOJEHHBIMH TMOAPA3CIICHUSIMHU, PACIOIOKEHHBIMU B
CCJIbCKUX HACCJICHHBIX IMYHKTAaX, B KOTOPBLIX OTCYTCTBYIOT aAIlITCUHLIC OpPraHu3aliv, U BCTCPUHAPHBIMU
OpraHu3alUsIMHI, UMEIOIMMU JIMLIEH3HIO Ha (DapMalleBTUYECKYIO AESTEIbHOCTD.
TAPAHT:

Cm. Honooicenue 0  IUYEH3UPOBAHUU — DAPMAYEBMUUECKOL — OesAMENbHOCMU, — YMBEPAHCOCHHOe
nocmanognenuem lIpasumenvcmea P® om 31 mapma 2022 2. N 547

Cm. Memoouyeckue YKA3aHus no OCywecmeieHur0 opeanamu 20cy0apcmeeHtol eniacmu cyovekmos P®
nepedanHvix noaHomouul P® no auyensuposanuro papmayesmuyeckoi 0esimenibHOCU, YIMEEPHCOeHHbLE
npukazom Munzopaecoypaszsumus Poccuu om 6 uronsa 2008 2. N 263u

Unpopmayus 06 usmenenusix:

Yacmo 2 usmenena c 29 oexabops 2025 2. - Dedepanvubiii 3axkon om 29 oexadps 2025 2. Ne 549-D3

Cm. npedviovuyyro pedaxkuuio

0  Cucrema 16
7 TAPAHT 4/
. 21
0 5
5

A O N


http://ivo.garant.ru/document/redirect/483418317/522
http://ivo.garant.ru/document/redirect/413377032/2
http://ivo.garant.ru/document/redirect/12161148/0
http://ivo.garant.ru/document/redirect/12161148/1000
http://ivo.garant.ru/document/redirect/403826246/0
http://ivo.garant.ru/document/redirect/403826246/1000
http://ivo.garant.ru/document/redirect/76829763/521
http://ivo.garant.ru/document/redirect/409493695/13
http://ivo.garant.ru/document/redirect/76829762/512
http://ivo.garant.ru/document/redirect/408457419/1433
http://ivo.garant.ru/document/redirect/76829762/511

®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

2. ®uznyeckue WA MOTYT OCYIIECTBIATH (PapMalleBTUUECKYIO AEATEIbHOCTh NpPHU HAIUYUU
BBICIIIETO WJIM CpPEAHEro (apMaleBTHUECKOro OO0pa3oBaHMA W CepTH(HKATa CIeHUaIncTa JH0o
MPONICHHON aKKpeIUTAIH CIEeIalNCTa, BBICIIEr0 WM CPEAHETO BETEPUHAPHOTO 00pa3oBaHus (B LENIIX
OCYIIECTBICHUS (hapMalleBTUICCKON NEATeIhbHOCTH B cdepe oOpaleHus JICKAPCTBEHHBIX CPENCTB IS
BETEPUHAPHOTO TIPUMEHEHUS), a TaKkkKe BBICIIETO WIM CPEeJHEr0o MEIUIIMHCKOTO 00pa3oBaHus,
ceprudukara cHenuagucta JUO0 NPOUJIECHHON AaKKpEIUTAlMKd CIHElUUaJIucTa U JIOMOJHUTEILHOTO
npodeccuoOHAIBHOTO 00pa30BaHUsl B YaCTU PO3HUYHON TOPTOBIM JIEKAPCTBEHHBIMU MperaparaMu AJis
MEIUIIMHCKOTO MPUMEHEHHUSI TIPU YCIOBUHU UX pabOThl B 000COOJIEHHBIX MOAPA3ACICHUSIX MEAUIIMHCKUX
OpraHu3aliii, yka3aHHbIX B YacTH | HacTOAIIEH cTaThu.

TAPAHT:

Cwm. KOvMmeHnmapuu K cmanibe 52 HacmosAuezco (Dedepaﬂbnoeo 3AKOHA

Unghopmayus 06 usmenenusx:

Haumenosanue usmeneno c 1 cenmsabps 2024 2. - @edepanvhuiii 3akon om 30 sneaps 2024 2. Ne 1-D3

Cm. npedvldyuivio pedakyuio
Crarbsi 52.1. BBog B TpakmaaHCKUW OOOpPOT JIEKAPCTBEHHBIX CPEIACTB IJISI MEIUIIMHCKOTO
MPUMEHEHUS

HUnpopmayus 06 usmenenusix:

Yacmo 1 usmenena c 1 cenmsaops 2024 2. - @edepanvusiti sakon om 30 ausaps 2024 2. Ne 1-D3

Cm. npedvidyuyro pedaxkyuro

1. Ilepen BBOOM B Ipa)KAAHCKUN OOOPOT KaXKAOH CeprM WM KaXKJ0W NapTHH MPOU3BEICHHOTO B
Poccuiickoit denepannn J€KapCTBEHHOIO Mpenapara Jjisi MEAUIIMHCKOTO MPUMEHEHUS, 32 UCKIIOUYEHUEM
UMMYHOOHMOJIOTHYECKUX JICKAPCTBEHHBIX MPENapaToB, MPOU3BOAUTEIh TAKOTO JIEKAPCTBEHHOTO Tperapara
MIPEICTABIISIET B 3JICKTPOHHOU opMe B (pemepanbHbIA OpraH WCIIOJIHUTEIBHON BIIACTH, OCYIIECTBIISIONNN
(YHKIMHU IO KOHTPOJIIO U HAA30pY B chepe 31paBoOXpaHeHHS, JOKYMEHT MPOU3BOAUTEIS JICKAPCTBEHHOTO
CPEIICTBA, MOATBEPKAAIOIINNA KaueCTBO JIEKAPCTBEHHOIO Ipenapara, U NOATBEPKICHUE YITOJIHOMOUYEHHOTO
TUIA TPOU3BOIAUTENS JIEKAPCTBEHHBIX CPEJCTB COOTBETCTBHS JICKAPCTBEHHOTO Tperapara TPeOOBAHHSIM,
YCTAHOBJIEHHBIM IIPU €r0 PETUCTPaALUU.

HUnpopmayus 06 usmenenusix:

Cmamus 52.1 oononnena wacmoio 1.1 ¢ 1 cenmsaops 2024 e. - Dedepanvusiii 3axon om 30 ausaps 2024 e.
No [-D3

1.1. Tlepen BBOIOM B TpayKIaHCKH 00OPOT KaXAOW CEPUM WU KaKIOW MapTUX MPOU3BEACHHON B
Poccuiickoit @enepanuu  papmarieBTHUeCKoil CyOCTaHIIMU TPOU3BOAMUTEIh TAKOTO JIEKAPCTBEHHOTO
CpeICTBa MPEACTABISET B JJIEKTPOHHOH (opMe B denepalbHbIl OpraH HCIOIHUTEIBHON BJIACTH,
OCYIICCTBISIOMNN (YHKIIMM TIO KOHTPOIO M Ham30py B cdepe 3ApaBOOXpaHEHUS, JTOKYMEHT
MIPOU3BOAMTENS JIEKAPCTBEHHOTO CPEJCTBA, MOATBEPKAAIOIINN Ka4ecTBO (apMalleBTUUYECKON CyOCTaHIINH,
U JJOKYMEHT, MOATBEPKIAIONIUNA COOTBETCTBUE JIEKAPCTBEHHOTO CPEJICTBA TPEOOBAHUAM, YCTAHOBJICHHBIM
IPU €ro roCyJapCTBEHHOI perucTpanui Uid perucrpanu, 1 opopMIECHHBIA YIOJIHOMOYEHHBIM JUIIOM
MIPOU3BOIUTEIS JICKAPCTBEHHBIX CPE/ICTB.

Ungpopmayus 06 usmenenusx:
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..
Yacms 2 usmenena c 1 cenmaops 2024 2. - @edepanvhuuil 3axon om 30 aunsaps 2024 2. Ne 1-D3

Cum. npeduloyuyio pedaxyuro

2. Tlepen BBOOOM B TPaXTAHCKHK OOOPOT KaXKIOW CEpHHM WM KaXIOW TMapTHH BBO3HUMOTO B
Pocculickyro ®denepanuio JIEKApCTBEHHOIO IIpernapara A MEAULUHCKOIO IIPUMEHEHHs, 32 UCKIIIOYCHUEM
UMMYHOOHOJIOTMYECKUX  JIEKAPCTBEHHBIX  INpEnaparoB, OpraHu3alys, OCYLIECTBIAIONIAs  BBO3
JekapcTBeHHOro rmpenapara B Poccuiickyio ®exepanuio, MpeACTaBIsieT B 3JIEKTPOHHOW (opme B
(benepanbHbI OpraH UCHOIHUTENBHOM BJIACTH, OCYLIECTBISIOMMNA (DYHKIIMM 110 KOHTPOJIIO M HAA30py B
cepe 3IpaBOOXpaHEHHUsS, ITOKYMEHT IPOU3BOIUTENS JIEKAPCTBEHHOTO CPEICTBA, ITOATBEPKIAIOLIHIA
Ka4eCTBO JIEKAPCTBEHHOTO IIpenapara, i MOATBEPKICHUE NPEACTABATENS] OPTaHU3ALMH, OCYLIECTBIIIOIIEN
BBO3 JIEKAPCTBEHHOro Ipemnapara B Pocculickyro ®Pexepauuio M yIOJIHOMOYEHHOM WHOCTPAaHHBIM
IIPOU3BOAMTEIIEM JIEKAPCTBEHHBIX CPEACTB, COOTBETCTBUSA BBO3MMOIO JIEKAPCTBEHHOIO IIperapara
TpeOOBaHUSAM, YCTAHOBICHHBIM IIPH €TI0 PETUCTPALIUH.

Hngopmayus 06 usmenenusx:

Cmamus 52.1 dononnena yacmoio 2.1 ¢ 1 cenmaopsa 2024 e. - @edepanvusiii 3axon om 30 ausaps 2024 e.
Ne [-D3

2.1. Tlepen BBOIOM B TPaKIaHCKHA O0OPOT KaXKIAOW CEpUM WM KaKIOW MapTHUH BBO3UMOU B
Poccuiickyro @enepanuio hapManeBTUIECKO CyOCTaHIIMK OpPTraHU3aIusl, OCYIICCTBISIONIAs BBO3 TAKOTO
JIeKapCTBEHHOTO cpeacTtBa B Poccuiickyto @Denepanuio, MpeACTaBIseT B AIEKTPOHHOH Qopme B
(benepanbHBI OpraH MCIOTHHUTEIBHON BJIACTH, OCYHICCTBISIONIMNA (YHKIIMH 110 KOHTPOJIO M HAI30py B
cepe 3IpaBOOXpaHEHHUs, JTOKYMEHT IPOU3BOIUTENS JIEKAPCTBEHHOTO CPEICTBA, ITOATBEPKIAIOLIHIA
KauecTBO (hapMaIleBTUIECKOM CyOCTaHITUH.

Hnghopmayus 06 usmenenusix:

Yacms 3 usmenena c 1 cenmaops 2024 2. - @edepanvhulil 3axon om 30 aunsaps 2024 2. Ne 1-D3

Cm. npeduloyuiyro pedaxyuio

3. IHopsiok mpenctaBieHUsi B COOTBETCTBUU ¢ yacTsamu 1, 1.1, 2 u 2.1 HacTosmed crarbu
JIOKYMEHTOB M CBEJIEHHUH O JICKAPCTBEHHBIX CPEIACTBAX, BBOAMMBIX B TPaXXIaHCKUH 000pOT,
ycranasinuBaercs [IpaBurensctBoM Pocculickon ®enepanun.

HUnpopmayus 06 usmenenusix:

Yacmo 4 usmenena c 1 cenmsaops 2024 2. - @edepanvusiti sakon om 30 ausaps 2024 2. Ne 1-D3

Cm. npedvioyuyro pedaxkyuro

4. B OTHOWIEHMM MEPBBIX TPEX CEpUH WIM MNApPTUH JIEKApCTBEHHOIO IIpenapara, BIIEPBbIE
npousBeneHHOTO B Poccuiickoit deneparuu wim BrepBbie BBO3uMoro B Poccuiickyto deneparuio (6e3
yuera JO3MPOBKHM) B paMKax OJHOTO PETHCTPAlMOHHOTO YIOCTOBEpEHHs, B (elnepaibHbIil opraH
UCIIOJTHUTENFHOM  BIACTH, OCYHIECTBISIIOIIMKA (QYHKIMM 1O KOHTPOIIO M Haja3opy B cdepe
31paBOOXPAHEHNUS, TOMOJIHUTENBHO IPEACTABIAETCS MPOTOKOJI HCHBITAHUNA O COOTBETCTBUHU CEPUM WU
MapTUM  JIEKQpCTBEHHOIO Ipernapara i MEIUUIMHCKOTO NPUMEHEHUs IOKa3aTeiasM KadecTsa,
NPEAYCMOTPEHHBIM HOPMATUBHON JOKYMEHTAIMEH, WM TpeOOBaHUSAM, YCTAHOBICHHBIM IIPU PETUCTPALIUH
B COOTBETCTBHH C aKTaMH, COCTaBJISIOIIMMU IpaBo Coro3a (J1ajee - MPOTOKOJI UCIIBITAaHUH), TPOBOIUMBIX
aKKpEeIUTOBAaHHBIMH B COOTBETCTBUHU C 3aKoHoJarenbcTBOM Poccuiickoit deneparyn 06 akKpeauTaIly B
HAI[MOHAJILHOM  cHCTeMEe  aKKpeauTaluu  ¢enepalbHbIMU  TOCYAAPCTBEHHBIMU  OIOMKETHBIMU

YUPEXKIACHUAMH, IIOABEAOMCTBEHHBIMU benepambHOMY oprany UCIIOJIHUTEIILHON BIIACTH,
0  Cucrema 16

7 TAPAHT 6/

. 21

0 5

5

A O N


http://ivo.garant.ru/document/redirect/70552684/300
http://ivo.garant.ru/document/redirect/76822424/52014
http://ivo.garant.ru/document/redirect/408457419/1447
http://ivo.garant.ru/document/redirect/412104938/1000
http://ivo.garant.ru/document/redirect/76822424/52013
http://ivo.garant.ru/document/redirect/408457419/1446
http://ivo.garant.ru/document/redirect/408457419/1445
http://ivo.garant.ru/document/redirect/76822424/52012
http://ivo.garant.ru/document/redirect/408457419/1444

®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

OCYIIECTBIISIONMEMY (YHKIIMU MO BBIPAOOTKE M peanu3aliil roCyJapCTBEHHOMN MOJIUTUKH U HOPMAaTHBHO-
MIPaBOBOMY PETYIUPOBAaHUIO B cdepe 3apaBoOXpaHeHUs, W (eaeparbHOMy OpraHy HCIOTHUTEIHHOU
BJIACTH, OCYILECTBISIONIEMY (DYHKIIMH MO KOHTPOJIO M HAA30py B cdepe 3apaBooxpaHeHus. Jomyckaercs
MIPE/ICTABIICHUE TMPOTOKOJIAa HCIIBITAHUN, MPOBEACHHBIX C HCIOJIB30BAHUEM CPEICTB JUCTAHIIMOHHOTO
B3anMoelicTBuda. [lopsAnok BbIAaYM yKa3aHHBIMH (hefepajbHbIMA TOCYIAPCTBEHHBIMHU OIOIKETHBIMU
YUPEKIECHUSIMU JTAHHOTO MPOTOKOJIA M pa3Mep IUIaThl 3a €ro BbJauy ycTaHaBiuBaroTcs [IpaBurenbcTBomM
Poccuiickoit @enepanuu.

Ungpopmayus 06 usmenenusx:

Cmamus 52.1 oononnena uacmoio 4.1 ¢ 1 cenmsabps 2024 2. - @edepanvhsiii 3axon om 30 sueaps 2024 .
Ne [-D3

4.1. IlpencrasiieHne MPOTOKOJIA UCIIBITAHUN JOITYCKAETCs TOIBKO B OTHOLIECHUM NEPBOM CEPUU MU
IIEpBOM MapTHUH JIEKAPCTBEHHOI'O IIperapara, BIIEpBbIE NPOU3BEACHHOTO B Poccuiickorn Pepepanuu win
BIIepBble BBO3UMOro B Poccuiickyro ®@enepanuio (3a MCKIIOUEHHEM JIEKapCTBEHHBIX IpENaparos,
YKa3aHHBIX B 4acTax 4.2 u 4.3 HacTOsIIEN CTaThu), B CIy4yae MPEJOCTABICHUS CBEEHUH O JaTe BbLAAYM U
PETUCTPALIMOHHOM HOMEpPE 3aK/IIOUEHUS COOTBETCTBUS IIPOM3BOACTBA  JIEKAPCTBEHHBIX CPENCTB
TpeOOBaHUSIM MpaBUI HAJUIEKAIIEH IPOU3BOACTBEHHON MPAKTUKH, BBIJAHHOTO YIOJIHOMOYEHHBIM
benepaabHbIM OpPraHOM HCHOJHUTENBHONW BIIACTH, WM CcepTU(UKATa COOTBETCTBHS IPOM3BOJCTBA
JIEKApCTBEHHBIX CPEICTB TPEOOBAHMSAM IMPABIJI HAJISKAIICH MPOU3BOICTBEHHON MpakTHKU EBpasuiickoro
HSKOHOMMUYECKOIO COI03a, BBIJAHHOIO YIOJIHOMOYEHHBIM OpPraHOM TIOCylapcTBa - wieHa EBpasuiickoro
HSKOHOMMYECKOTO COH03a, B OTHOLIEHUM MPOU3BOJICTBEHHON IUIOIIAJKHU (IPOU3BOACTBEHHBIX IUIOIIAIOK),
OCYILIECTBIISIIONIEH MPOU3BOACTBO TOTOBOM JIEKAPCTBEHHOM (POPMBI M BBITYCKAIOIIUI KOHTPOJb KauecTBa
JIEKapCTBEHHOI'O IIpernapara, HpH YCIOBUM OTCYTCTBUS B TEUEHHE TPEX JIET, NPEAIIECTBYIOIIUX Aare
BBbIJIaUU IPOTOKOJIA MCIBITAHUHM, CIIy4yaeB BBISBIECHUS HECOOTBETCTBHUS YCTAHOBJICHHBIM TpPeOOBaHUIM
KauecTBa JIGKAPCTBEHHBIX CPEICTB, MHPOPMAIUS O KOTOPHIX OMYOJMKOBaHAa Ha caiiTe QenepaabHOro
OpraHa HCIOJIHUTENbHONW BJIACTH, OCYLIECTBISIONIErO (YHKLIMH IO KOHTPOJIIO M Haa3opy B cdepe
3IpaBOOXPAHEHMS, B OTHOIIEHUM BCEX MPOU3BOACTBEHHBIX IUIOIMIAI0K, OCYIIECTBISAIOMNX TPOU3BOACTBO
JIEKapCTBEHHOTO NpenapaTa v BbIITyCKAIOIIMKA KOHTPOJIb KaueCTBa JIEKAPCTBEHHOTO Iperapara.

Ungpopmayus 06 usmenenusix:

Cmamus 52.1 oononnena uwacmoio 4.2 ¢ 1 cenmsaops 2024 e. - @edepanvusiii 3axon om 30 sueaps 2024 .
Ne [-D3

4.2. He tpebyercs mpencraBieHHE MPOTOKOJIA HWCHBITAHWN, yKa3aHHOro B uactu 4 win 4.1
HACTOSIIIEH CTAaTbU, B OTHOIICHUH OP(aHHBIX JIEKAPCTBEHHBIX IPENapaToB, BBICOKOTEXHOJOTUYHBIX
JIEKapPCTBEHHBIX MPENapaToB, MOJYYCHHBIX U3 OHOJIOTMYECKOr0 Marepuala OMpEeAeNIEHHOTO YelOBeKa W
MPEIHA3HAYCHHBIX JIJIs1 TPUMEHEHHUS STOMY K€ YEJIOBEKY.

Hngopmayusi 06 uzsmenenusix:

Cmamus 52.1 oononnena wacmoio 4.3 ¢ 1 cenmsaopsa 2024 e. - @edepanvusiii 3axon om 30 ausaps 2024 e.
No [-D3

4.3. B OTHOLIEHWM OJHOW CEpHUH WIM OJHOW MAapPTHH BBICOKOTEXHOJOTHYHOTO JIEKAPCTBEHHOIO
npenapara (3a HCKIIOYEHHUEM BBICOKOTEXHOJIOTMUHBIX JIEKAPCTBEHHBIX MPENaparoB, IMOIYYEHHBIX W3
OMOJIOTUYECKOTO MaTepHuaia OMpeeICHHOTO YeJIOBeKa W MPEIHAa3HAUYCHHBIX ISl IPUMEHEHHUS dTOMY JKe
Yel0BEKY), BIEepBbIe Ipou3BeaeHHOTO B Poccuiickoit @eneparuu win BIepBbie BBO3UMOTo B Poccuiickyro
denepanuo, MPEACTABIACTCS MNPOTOKOJI MCHBITAHUA, NPOBEACHHBIX C HCIOJb30BAHUEM CPEICTB
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JTUCTAHIIMOHHOTO B3aUMOJEHCTBHSI B TEYEHHE IEPBBIX TPEX JIET TOcie BBOJA TAKOro Mperapara B
rpa)/JIaHCKUI 000pOT.

Hnghopmayus 06 usmenenusix:

Yacmoe 5 usmenena c 1 cenmsaops 2024 2. - @edepanvusiti sakon om 30 ausaps 2024 2. Ne 1-D3

Cm. npedblOyuyio peoaxyuro

5. Exeronno He mo3nHee | ampens mMpOU3BOAUTENM JIEKAPCTBEHHBIX CPEACTB WJIM OpraHu3allui,
OCYILECTBIIIONIME BBO3 JIEKAPCTBEHHBIX IMpemnaparoB B Poccuiickyro ®Denepanuro, NpeacTaBiIsioT B
(benepanbHBI OpraH MCIOIHUTEIBHOM BIACTH, OCYHIECTBISIONMKA (PYHKIIMM 11O KOHTPOJIO M HAI30py B
chepe 3IpaBOOXpPAHEHUS, NPOTOKOJI HCIBITAHUM IOCTYMUBIIET0O B TEUYEHHWE NPEIIIECTBYIOIIETO
KaJICHJapHOTO Tojla B TPaXKIAHCKUKA O00OPOT JIEKAPCTBEHHOTO IMperapara COIMIaCHO PErHCTPAIMOHHOMY
YIOCTOBEPEHUIO (HA OJIHY CEpPHUI0 TOPrOBOIO HAMMEHOBAaHUS C yYETOM JIEKApPCTBEHHOU (HhOpPMBI OIIHOM
JIO3UPOBKH), TPOBOJUMBIX AKKPEAUTOBAHHBIMU B COOTBETCTBHM C 3aKOHOAATEIbCTBOM Poccuiickoit
Qenepauu 00 aKKpeAMTAlMM B  HAIMOHAJIBHOW CHUCTEME AKKPEAMTALMU  HCIBITaTeIbHBIMU
naboparopusimu (uieHTpamu). [IpencraBieHne MPOTOKOJIA UCHBITAHWUH, MPETyCMOTPEHHOTO HACTOSIICH
YacThlO, B OTHOLUEHUHU JIEKAPCTBEHHBIX IPENaparoB, YKa3aHHbIX B 4YacTW 4.2 HACTOSALIEH CTaTbH,
JIOITYCKAeTCsl OJJUH pa3 B TPHU Tojia NIPH YCIOBUU WX BBOJA B TpakaaHCKuil 06opoT. Ilpu mpencraBienun
MIPOTOKOJIA UCIIBITAHUH, IPEAyCMOTpEeHHOro YacTamu 4 u 4.1 Hacrosiiel cTarby, B ¢eiepalibHbIi Opran
UCTIOMTHUTENFHOW  BIIACTH, OCYHICCTBISIFONIMK (QYHKIIMM 1O KOHTPOIK © HAI30py B cdepe
3IpaBOOXPAHEHMS, IPOTOKOJ UCTIBITAHUN, IIPETyCMOTPEHHBIN HACTOSIIEH YacThlO, B YKa3aHHBIN OpPIraH He
MPEACTABIISIETCA.

Ungpopmayus 06 usmenenusx:

Cmamus 52.1 oononnena yacmoio 5.1 ¢ 1 cenmsaopsa 2024 e. - @edepanvusiii 3axon om 30 ausaps 2024 2.
Ne [-D3

5.1. Ilpom3BoaMTENN JEKApCTBEHHBIX CPEACTB WJIM OPraHu3alli{, OCYLIECTBISIONIME BBO3 B
Poccuiickyro ®@enepanuio BBICOKOTEXHOJIOTMYHBIX JIEKAPCTBEHHBIX IPENApaToOB, BMECTO IPOTOKOJIA
UCTIBITAHUN, TPETYCMOTPEHHOTO HYacThlO S5 HACTOSIIEH CTaThM, BIPaBe MPEACTaBUTH B (enepaabHbBII
OpraH HCIOJHUTEIbHON BIIACTH, OCYILECTBIAIONMM (YHKIMHM O KOHTPOJIIO M Haa3opy B cdepe
3IpaBOOXPAHECHMs, CBEACHUS O Jare W PETHCTPALlMOHHOM HOMEpE 3aKIIOYEHHS O COOTBETCTBUU
IPOM3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHMAM MPAaBWI HajAJeKalleld MpOM3BOJCTBEHHON
NPAaKTUKU WIN CepTH(]HKATa COOTBETCTBHS MPOU3BOJCTBA JEKAPCTBEHHBIX CPENCTB TPEOOBAHUSM MPABUII
HaJUIeXKalleld IPOU3BOACTBEHHOM MpPAKTUKKM EBpa3suMiCKOro 5SKOHOMHMYECKOTO COH033a, BBIJIAHHOIO
YIIOJIJHOMOYEHHBIM OPraHOM TOCYIapCTBa - 4WiIeHa EBpa3MiCKOro 5SKOHOMMYECKOIO CO03a, s
IPOM3BOJCTBEHHONW IUIOIIAAKN (IIPOM3BOJACTBEHHBIX IUIOLIA/I0K), OCYIIECTBISIOMEH MPOU3BOACTBO
TOTOBOH JIEKapCTBEHHON (POPMBI U BHIITYCKAIOIINI KOHTPOJIh Ka4eCTBa JIEKAPCTBEHHOTO Mperapara.

Ungopmayus 06 usmenenusix:

Yacmoe 6 usmenena c 1 cenmsaops 2024 2. - @edepanvusiti sakon om 30 aunsaps 2024 2. Ne 1-D3

Cm. npedviOyuyro pedaxkyuro

6. IlpomsBoguTenu JIEKapCTBEHHBIX CPEICTB WM OpPraHU3ALUHU, OCYLIECTBISAIOUIME BBO3
JIEKapCTBEHHBIX IpenapartoB B Poccuiickyro denepannio, HE MEHEE YEM 3a OJWH ToJ 10 IUIAHUPYEMBIX
NPUOCTAHOBIICHUS] WM TPEKpALeHUs MPOU3BOACTBA JICKAPCTBEHHBIX IpernaparoB WIM HMX BBO3a B
Poccuiickyro ®@enepanuio yBeAOMIIIIOT 00 53TOM B DJIEKTPOHHOW (opme QenepanbHbIl  opraH
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UCTIOTHUTENFHOM  BIACTH, OCYHISCTBISIIOIIMKA (QYHKIIMM 1O KOHTPOII M Haa3opy B cdepe
3IpaBOOXPAHCHUS U (PemepalbHbIi OpraH HCHOJHUTEILHOW BIACTH, OCYIICCTBISIONMN (QYHKIHUUA TIO
JULEH3UPOBAHUIO MIPOU3BOJCTBA JIEKAPCTBEHHBIX CPE/ICTB.

7. BBox B TpakIaHCKHN 00OPOT KaKIOW CEepUU WIHM KaKIOW MapTUH UMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOTO Tpemnapara, npousBeaeHHoro B Poccuiickoit denepannu unu BBo3UMOro B Poccuiickytro
denepanuio, OCYIIECTBISETCS HAa OCHOBAaHMM pa3pelIeHus, BBIAAHHOTO (hefepalbHBIM — OpPraHOM
WCTIOTHUTENFHOM  BIACTH, OCYIIECTBIAIOMMM (GYHKIMM 1O KOHTPOIIO U Haa3opy B cdepe
3MPAaBOOXPAHCHUS, HAa OCHOBAaHUM BBIIAHHOTO (eepaTbHBIMU TOCYIAPCTBEHHBIMH OFOKETHBIMH
YUPEKICHUSMH, YKa3aHHBIMU B 4YacTU 4 HACTOSUIEH CTaTh, 3aKIIOYEHUS O COOTBETCTBUU CEPHUM WU
NapTUU MMMYHOOHMOJIOTMYECKOTO JIEKAPCTBEHHOIO IIpernapara TPeOOBAaHUSAM, YCTAHOBJIEHHBIM IIPH €ro
roCylIapcTBEHHOU perucTpauuu. [lopsaaok BbAaYM pa3pelieHus Ha BBOJA B TPaXKIaHCKUNA O00OpOT cepuu
WIM NapTUH UMMYHOOHMOJIOIMUYECKOTO JIEKApCTBEHHOTO Ipernapara, a Takke MOPsIOK Bbllaul yKa3aHHOTO
3aKJIFOYEHMS M pa3Mep IIaThl 3a €ro Bblgauy ycraHasnuBaroTcs [IpaBurensctBom Poccuiickoin @enepannm.

Unghopmayus 06 usmenenusx:

Cmamus 52.1 oononnena uacmoio 7.1 ¢ 1 cenmsabps 2024 e. - @edepanvhsiii 3axon om 30 sueaps 2024 .
No [-D3

7.1. ®opma U DOPINOK MPOBEAEHUSI UCTIBITAHUMN, YKa3aHHBIX B YacTax 4, 4.1, 4.3 u 5 Hacrosen
CTaTbH, B TOM YHCJIE C MCHOJb30BAHUEM CPEICTB JUCTAHLIMOHHOTO B3aUMOJEHCTBUS, YCTAHABIMBAKOTCA
[IpaBurensctBOoM Pocculickont @enepanuu.

Ungpopmayus 06 usmenenusix:

Yacmo 8 usmenena c 1 cenmsaops 2024 2. - @edepanvusiii 3axon om 30 ausaps 2024 2. Ne 1-D3

Cm. npeduldyuiyro pedaxyuro

8. 3a HempenCTaBICHUE WJIM HECBOCBPEMEHHOE TIPEJCTABICHUE JAOKYMEHTOB MW CBEICHUH,
MpeaycMOTpeHHbIX uactamu 1, 2, 4, 4.1, 43, 5, 5.1 u 6 HacTosmied cTarbu, MNPOU3ZBOIUTEIH
JIEKAPCTBEHHBIX CPEACTB W OpraHU3allMH, OCYIIECTBIISIONIME BBO3 JICKAPCTBEHHBIX IIpEraparoB B
Poccuiickyro ®Denepannio, HECYT OTBETCTBEHHOCTh B COOTBETCTBUHU C 3aKOHOJATENLCTBOM Poccuiickoit
denepanuu.

Hnghopmayus 06 usmenenusix:

Yacmo 9 usmenena c¢ 1 mapma 2020 2. - @edepanvusiii 3axkon om 27 oexadps 2019 2. Ne 475-D3

Cm. npedvioyuyio pedaxkyuro

9. IlpencraBneHne AOKYMEHTOB M CBEJIEHUH, NPEIyCMOTPEHHBIX 4YacTamu 1, 2 u 4 HacTosen
CTaThbW, M TIOJYyYEHHE IMPEIyCMOTPEHHOIO YacTbiO 7 HACTOSINEH CTaThd pa3pelieHuss Ha BBOJ
MMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO Tperapara B TpaXJaHCKHi 000pOT HE TPeOyIOTCS B OTHOILICHUH
JIEKapCTBEHHBIX IIpPeraparoB, MpEeIHA3HAYCHHbIX JUISI NPOBEIEHUS KIMHUYECKUX HCCIeIOBaHUMN
JIEKapCTBEHHBIX IPENaparoB, MPOBEAEHUS SKCIEPTHU3bl JIEKAPCTBEHHBIX CPEACTB JUIsl OCYLIECTBICHHUS
TOCYIapCTBEHHOH  pErucTpallMy  JIGKAPCTBEHHBIX  MpernaparoB, a Takke B  OTHOIUEHHUH
HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX IpPENapaToB, MpEAHA3HAYEHHBIX JI1 OKa3aHWsl MEIULIMHCKOU
MIOMOIIM T10 JKU3HEHHBIM IOKA3aHUSM KOHKPETHOIO MAlMeHTa WIM TPYIIbl MAlMeHTOB, BBO3UMBIX B
Poccuiickyro @enepanyio B coOTBETCTBUU ¢ dacTaMu 3 u 3.1 crareu 47 Hactosuiero PenepaibHOTO
3aKOHa.

Ungpopmayus 06 usmenenusx:
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Yacms 10 uzmenena c 1 cenmsabdpa 2024 2. - @edepanvnviii 3akon om 30 aneaps 2024 2. No [-D3

Cum. npeduloyuyio pedaxyuro

10. Tlpu BBISIBIEHWUH B TPaKIaHCKOM O0OpOTE CEpUU WM TApTHUU JICKAPCTBEHHOTO IIperapara,
JIOKYMEHTBI U CBEJIEHUS O KOTOPBIX, MPEAyCMOTpeHHble YacTsamu 1, 2, 4, 4.1, 4.3, 5 u 5.1 nHacrosuei
CTaThH, HE MPEJCTABIICHbI B (elepalibHbIil OpraH UCHOIHUTEIbHONW BIACTH, OCYLIECTBISIIOMMNA (QyHKIUU
[0 KOHTPOJIIO U HAA30py B cdepe 3ApaBOOXpaHEHUs, JIMOO CepHH WM HMapTHH MMMYHOOMOIOTHYECKOTO
JIEKapCTBEHHOTO TMpernapara, HE MMEIOIIMX pa3pelieHus Ha BBOA B TIpakIaHCKUH  00o0poT,
NPEAYCMOTPEHHOTO YacThlo 7 HacToAlled cTaThM, (efepalbHbli OpraH HCHOJIHUTENBHOW BIACTH,
OCYUIECTBISIIOIINNA (QYHKIIMM 1O KOHTPOJIO M Hau30py B cdepe 3IpaBOOXpaHEHHs, B MHOpAIKE,
ycraHoBieHHOM lIpaButensctBom Poccuiickoit ®Penepanuy, NPUHUMAET PEIICHHE O IPEKPALLECHUU
rpa)/JIaHCKOT0 000pOTa TAKUX CEpUU WM MApTUU 10 MPEACTaBICHUS yKa3aHHBIX JOKYMEHTOB M CBEICHUMN
7100 MOTYyYeHUs YKa3aHHOTO Pa3peIIeHUsl.

HUnpopmayus 06 usmenenusix:

Dedepanvuvlii 3akon donoanen cmamvell 52.2. ¢ 1 cenmsabps 2023 2. - Dedepanvhsviii 3akoH om 2 urjis
2021 2. Ne 317-D3

TAPAHT:

Heticmeue nonooicenuti cmamou 52.2 He_pacnpocmpanaemcs Ha cepuu 1eKapCmeeHHbIX npenapamos 0.
8eMEPUHAPHO20 NPUMEHEHUS, 88e0eHHble 8 epaxcOanckuul obopom na meppumopuu P oo | cenmsabpsa
2023 2. Cepuu makux JeKAPCMBEHHbIX NPenapamos HOOLeHcAm XpaHeHUulo, nepeso3Ke, OMMNYCKY,
peanusayuu, nepeoave u NPUMeHeHUr0 00 UCMe4eHUs CPOKA Ux 200HOCmU

Crarpst 52.2. BBox B TpaxaaHCKU OOOpPOT JIEKAPCTBEHHBIX MpPENaparoB Il BETEPUHAPHOTO

MIPUMEHEHUs

1. Ilepen BBOIOM B TpaxJAaHCKUA O0OOPOT KaXKIOM cepun Mpou3BeaeHHOTO B Poccuiickoii
@denepanu  JIEKAPCTBEHHOTO —Mperapara JAjs BETEPUHAPHOTO TMPUMEHEHHs, 32 HCKIIOYEHHEM
MMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO Ipenapara Jjsi BETEPUHAPHOTO MPUMEHEHHS, MPOU3BOIUTENb
TaKoro JIGKAPCTBEHHOTO MpernapaTta MpeACTaBiIsSeT B YBEIOMHUTEIHLHOM TMOpsAKe B (enepanbHBIi Opran
MCTIOJIHUTENIFHON BIJIACTH, OCYIIECTBISIONUN (yHKIIMM 1O KOHTPONO (Hag3opy) B cdepe obOpareHHs
JIEKapCTBEHHBIX CPEJCTB AJIsl BETEPUHAPHOTO PUMEHEHUSI:

1) TOKYMEHT MPOU3BOAUTENS JIEKAPCTBEHHBIX CPENICTB, MOATBEPKIAIOIINI COOTBETCTBUE KauecTBa
JIEKapCTBEHHOTO TpemapaTa Uis BETEPUHAPHOIO TMPUMEHEHHS, BBOAMMOIO B TPa)¥JIaHCKHI 000pOT,
TpeOOBaHUSIM, YCTAHOBICHHBIM IIPH €TI0 TOCYAaPCTBEHHON PETHCTPAIINN;

2) TNOATBEpKIEHHWE YIOIHOMOYEHHOTO JIMIAa TMPOU3BOAUTENS  JIEKAPCTBEHHBIX  CPEICTB
COOTBETCTBHSI  JIEKAPCTBEHHOTO  Tpemapara sl  BETEPUHAPHOTO  TNPUMEHEHUs  TpeOOBaHUSM,
YCTaHOBJICHHBIM IPU €r0 TOCYIapCTBEHHOM perucTpaium.

2. Tlepen BBOJOM B TpaXTAaHCKUH OOOpPOT KaXIOM CEepUM BBO3WMOTO (IIEPEeMENIaeMoro) B
Poccuiickyro denepaiinio JieKapcTBEHHOTO Mpenapara A BETepUHAPHOTO MPUMEHEHHS, 32 UCKIIIOUEHUEM
MMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO Mperapara JJisi BETepUHAPHOTO IMPHUMEHEHHs, OpraHHu3alus,
OCYIIECTBIISIONIAs BBO3 (MIEpEMEIEHUE) JIEKAPCTBEHHOTO Mpenapara Jisi BETEpUHAPHOTO NMPUMEHEHHS B
Poccuiickyro ®enepanuio, TMpencTaBIseT B YBEIOMUTEIBHOM TMOpsAKe B (eaepalbHBIi  OpraH
WCTIOTHUTENFHON BIACTH, OCYIIECTBISIIONMKA (DYHKIIMU MO KOHTPOJIIO (HaI30py) B cdepe oOpalieHus
JIEKApCTBEHHBIX CPE/ICTB JJIsl BETEPUHAPHOTO MPUMEHEHHS
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1) TOKyMEHT MPOU3BOAUTEINSI JIEKAPCTBEHHBIX CPEICTB, MOATBEPKAAIONINN COOTBETCTBUE KauyecTBa
JIEKApCTBEHHOTO TIpemnapara JJisl BETepUHAPHOTO MPHMEHEHHs, BBOAMMOTO B TpPa)XIaHCKU 000poT,
TpeOOBaHUSAM, YCTAHOBIEHHBIM IIPH €T0 TOCYIapCTBEHHON PETUCTpALINN;

2) NOATBEPXKACHHUE JIMIA, YIOJHOMOYEHHOTO JEpKaTeleM WJIM BIIAJENIbLIEM DPETUCTPALMOHHOTO
YVIOCTOBEPEHUS JIEKAPCTBEHHOTO TMpemapara JUid BETEPUHAPHOTO MPUMEHEHUS, COOTBETCTBUSA
JIEKapCTBEHHOTO Tperapara sl BETEPUHAPHOTO MPUMEHEHUs TPeOOBAaHMSIM, YCTAHOBJICHHBIM IPHU €T0
rOCyIapCTBEHHON PETUCTPALIUH.

3. Brog B rpaxkmaHckuii 000poT BBO3MMOTO (mepemeniaeMoro) B Poccwmiickyro ®Deneparmro
JIEKapCTBEHHOTO Mpernapara Jijisi BETEpUHAPHOTO MPUMEHEHHS OCYIIECTBISETCS MIPH HATUYUH 3aKITIOYCHHUS
O COOTBETCTBMM IIPOM3BOJUTENS JIEKAPCTBEHHBIX CPEJICTB TpeOOBaHUSAM HOpPaBWI  HaJyIeKallel
MIPOU3BOACTBEHHON MPAKTUKH, BBIJAHHOTO YIOJHOMOYEHHBIM (eiepalbHbIM OPraHOM HCIOJTHUTEIHHON
BJIACTH I MPOM3BOACTBEHHOM IJIOLIAAKHU JIEKAPCTBEHHOI'O Mpenapara Jijisi BETEpUHAPHOTO NPUMEHEHMUS,
BBOJIMMOTO B TPaKJaHCKUI 000pPOT.

4. JIuno, ynoJIHOMOYEHHOE JAep)KaTeleM WM BJIaAeiblleM PErUCTPAlMOHHOIO YIO0CTOBEPEHUS
JIEKapCTBEHHOTO Tperapara s BETepUHAPHOTO TPUMEHEHUs, JOKHO OBITh AaTTEeCTOBAaHO B
YCTAaHOBJICHHOM YIIOJITHOMOYECHHBIM (pelepaIbHBIM OPTaHOM HCIIOJIHUTEIFHON BJIACTH IOPSJIKE U UMETh
CTaX paboThl HE MEHee 4YeM IIATh JIeT B OO0JIacTH MPOU3BOACTBA M (WJIM) KOHTPOJS KayecTBa
JIEKApCTBEHHBIX CPEJCTB JIMOO0 B 00IACTH MOHUTOPUHTA 3()h(HEKTUBHOCTH U OE301MaCHOCTHU JICKAPCTBEHHBIX
mpemaparoB JJisi BETEPUHAPHOTO TNPUMEHEHHUs, TMPOBOJUMOIO JepiKarejleM WU  BIaJeNblieM
PETUCTPALIMOHHOIO YIOCTOBEPEHMSI JIEKAPCTBEHHOIO Ipernapara /sl BETEPUHAPHOTO NMPUMEHEHMsS JINOO
YIOJTHOMOYEHHBIM MMM IOPUIMYECKUM JUIIOM, BBICIIEe 0Opa3oBaHHE COOTBETCTBEHHO MO OJHOW U3
CrenuaIbHOCTEN U (MJIM) OJHOMY W3 HANpaBJICHUM MOATOTOBKHU: OMOJIOTHSI, OMOTEXHOJIOTUS, BETEpUHAPHS,
BETEPUHAPHO-CAHUTApHAs OKCIEepTH3a, KIMHUYecKas MEAWIIMHA, paJuallMOHHAs, XUMHUYecKas U
Ouonormueckas 3amura, papmanys, QyHaaMeHTaaTbHas MEIUIIUHA, XUMUYECKask TEXHOJIOTHS, XUMUSI.

5. Ilopsanok mpeacTaBieHUs] B COOTBETCTBUM C YacTAMU 1 U 2 HacToAlIeH CTaTbu JTOKYMEHTOB U
CBEJICHUHN O JICKApCTBEHHBIX Ipernaparax JJjisi BETEPUHAPHOTO MPUMEHEHHs, BBOJAMMBIX B TPakKIaHCKUUN
obopor, ycranaBnuBaercs [IpaBurensctBoM Poccutickoit deneparum.

6. B oOTHOmEHMM TEpBBIX [JBYX CEpUH JIEKapCTBEHHOIO IIpernapara Uil BETEPUHAPHOIO
NPUMEHEHHUs, BIEpBble Mpou3BeAeHHOro B Poccuiickoit denepanuu wiIM BHEpBbIE BBO3UMOTO
(mepemerraemoro) B Poccuiickyto @Denepanuto, B ¢enepanbHBId OpraH WCIIOJIHUTEIHHONW BIIACTH,
OCYUIIECTBISIOMUN (PYHKIIMU 1O KOHTPONIIO (Haa30py) B cdepe oOpalieHus JIeKapCTBEHHBIX CPEACTB s
BETEPUHAPHOTO NMPUMEHEHHUSI, HapsAIy C JOKYMEHTaMu, MPEIyCMOTPEHHBIMU YacTsMu | W 2 HacTosiei
CTaTbU, MPEJICTABISIFOTCS IPOTOKOJBI UCTIBITAHUI O COOTBETCTBUHU 3TUX CEpUIl JIEKapCTBEHHOTO Mpemnapara
JUISl BETEPUHAPHOTO MPUMEHEHHS MOKa3aTeNsiM KauyeCcTBa, MPEIyCMOTPEHHBIM HOPMAaTUBHBIM JIOKYMEHTOM
(manee - MPOTOKOJ MCTIBITAHUIT), MPOBOAUMBIX aKKPEIUTOBAHHBIMU B COOTBETCTBUHU C 3aKOHOJIATEILCTBOM
Poccuiickoit denepanun 00 akKpeIUTAlMK B HAIIMOHAIBHON CHUCTEME aKKPEIUTAllMK UCIBITAaTeIbHBIMU
nabopaTopusiMu (IIEHTpaMu).

7. ExxerogHo He mo3nHee | ¢eBpasis mpoU3BOIUTENH JIEKAPCTBEHHBIX CPEICTB MM OpraHHU3allvy,
OCYUIECTBIISIOIINE BBO3 (MEpeMelIeHIEe) JeKapCTBEHHBIX MPENaparoB A BETEPUHAPHOTO MPUMEHEHHUS B
Poccuiickyto  Deneparuio, TPEACTABISIOT B (eNepalibHbIi  OpraH  WCIOJHHUTEIHHOW  BIIACTH,
OCYUIIECTBISIOMUNA (PYHKIIMU 1O KOHTPOIIO (Haa30py) B cdepe oOpaiieHus JIeKapCTBEHHBIX CPEACTB s
BETEPUHAPHOTO TPUMEHEHUsS, MPOTOKOJ HCIBITAHUM MOCTYNHBIIETO B TEUEHHUE TO/la B TPaKIaHCKUIN
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000pOT JIEKapCTBEHHOTO TMpernapara JJis BeTEPUHAPHOTO MPUMEHEHHsS KOHKPETHOTO MPOU3BOAUTENS (Ha
OJTHY CEpHI0 KaXKIOTr0 TOPTrOBOTO HAUMEHOBAHHS C YUETOM JIEKAPCTBEHHOW (POPMBI, a ISl IEKApCTBEHHOTO
npernapara Juis BeTEpUHAPHOTO MPUMEHEHUs], He SBISIFOIIETOCS MMMYHOOHOIOTHYECKUM, TAaKXKe C y4ETOM
JIO3UPOBKH), TPOBOJUMBIX aKKPEAUTOBAaHHBIMH B COOTBETCTBUU C 3aKOHONATeIbCTBOM Poccuiickoit
Qenepanu 00 aKKpeAWTAlMM B  HAIMOHAJIBHOW CHUCTEME AaKKPEAWTAMU  HCIBITaTeIbHBIMU
nabopaTopusiMu (LIEHTpaMu).

8. BBox B rpaxkmaHckuii 00OPOT UMMYHOOHOJIOTHMYECKOTO JIEKAPCTBEHHOTO TMperapara Ui
BETEPUHAPHOIO IIPUMEHEHHMs, Ipou3BeaeHHOro B Poccuiicko @Pepepanuu HIM  BBO3MMOIO
(nepemernaemoro) B Poccuiickyro denepaluio, OCylecTBIsSETCS HA OCHOBAHUM pa3pellieHus], BbIJaHHOTO
(benepaabHBIM OPTaHOM HCTIOIHUTENFHON BIACTH, OCYIIECTBISIONIMM (PYHKIMH 10 KOHTPOJIO (Haa30py) B
chepe oOpalleHHs JIEKApCTBEHHBIX CPEICTB AJII BETEPUHAPHOTO MPUMEHEHHs. YKa3aHHOE pa3pelieHue
BBIJIAETCA HAa OCHOBAaHUU IPOTOKOJIA MCIBITAHUM, MPOBOAUMBIX AKKPEAUTOBAaHHBIMU B COOTBETCTBUU C
3akoHoAarenbcTBOM Poccuiickoit @enepanuu 00 akKpeAUTAllMKM B HAIIMOHAJIBLHOW CUCTEME aKKpeIuTaIuu
OpraHu3allusIMKM,  TIOABEJOMCTBEHHBIMH  (efiepaJbHOMY  OpraHy  HCIOJHHUTEIbHOH  BIACTH,
OCYUIECTBISIONMIEMY (DYHKIMU IO BBHIPAOOTKE TOCYIapCTBEHHOW MOJIUTUKH W HOPMATHUBHO-TIPABOBOMY
pEryIUpOBaHUIO B chepe arponpOMBIIUIEHHOTO KOMIUIEKCa, BKJIIOYast 0OpalieHne JeKapCTBEHHBIX CPENICTB
JUIsT  BETEPUHAPHOTO  MpUMEHEeHHs, wWin (deaepaIbHOMy  OpraHy  HCIOTHUTENbHOH  BIACTH,
OCYIIECTBIISIONEMY (PYHKIIMHU 11O KOHTPOITIO (Haa30py) B chepe oOpamieHus JIeKapCTBEHHBIX CPEJICTB JIIs
BETEPUHAPHOTO TMPUMEHEHUS, a TaKKe JIOKyMEHTOB W CBEIEHUI, MPEeIyCMOTPEHHBIX dYacTbio 1 (mis
IIpenaparoB, MpousBeneHHbIX B Poccuiickoil ®enepanuu) win 4acTblo 2 (7S MpenaparoB, BBO3HUMBIX
(mepememaembix) B Poccuiickyro denepannio) HaCTOSIICH CTaTbH.

9. Cpok Bbl1auy pa3pelleHus], yKa3aHHOTO B YaCTH 8 HACTOSIIEH CTaTbH, COCTABIISIET MATh pabounx
JHEW CO JHS TMpPEACTABICHHUS MPOU3BOAMTENIEM JIEKAPCTBEHHBIX CPEACTB WM OpraHU3alMeH,
OCYUIECTBIISIIOIIEH BBO3 (IIEpeMElIEHNE) JIEKapCTBEHHOIO Ipenapara Jjsi BETEpUHAPHOIO MPUMEHEHUS B
Poccutiickyro deneparnuto, B henepanbHbId OpraH UCIIOJHUTEILHON BIACTH, OCYIIECCTBISIONINN (QYHKITUN
M0 KOHTPOJt0 (Hana30py) B chepe oOpalieHus JIEKapCTBEHHBIX CPEJCTB JUIsl BETEPUHAPHOTO MPUMEHEHMUS,
JIOKYyMEHTOB, MPEAYCMOTPEHHBIX YaCThIO § HACTOSALIEH CTaThH.

10. Pa3pemienue, ykazaHHOE B YacTH 8 HACTOSILEH CTATbU, BBIJACTCS B OTHOIIEHMM KaXJOH M3
MEPBBIX JIBYX CEpUil HMMMYHOOMOJOTHYECKOTO JIEKapCTBEHHOTO Tperapara i BeTEpUHAPHOTO
IIPUMEHEHUs, BIIEpBbIE IpoU3BeAcHHOro B Poccuiickoin @enepanuu HIM  BIEPBBIE BBO3HMOIO
(nepememaemoro) B Poccuiickyro denepanuto. Takoe paspelieHre BbAA€TCS Ha BeChb CPOK OOpallieHus
CEpUM HMMMYHOOMOJIOTMYECKOIO JIEKAPCTBEHHOTO IIpenapara Jjisi BETEPUHAPHOIO IPUMEHEHHUS, B
OTHOLIEHUHU KOTOPOU OHO BBIJIAaHO. B OTHOIIEHNH MOCHENYIOMINX CEPUN OTHOTO TOPrOBOTO HAMMEHOBAHUS
MMM YHOOHOJIOTMYECKOTO JIEKAPCTBEHHOIO IIpenapara Jiylsi BETEpUHAPHOIO IPUMEHEHHUs, TPOU3BEIEHHOTO
B Poccumiickoii ®enepanuu wnm BBO3uMOro (mepemeniaemoro) B Poccuiickyro ®eneparuio, Takoe
paspelieHue BbIJAETCSl CPOKOM Ha TpU roja. Ilopsiok BbIJJauM pa3pelieHdss Ha BBOJA B I'PAKIAHCKUI
000pOT UMMYHOOHUOIOTUYECKOTO JIEKAPCTBEHHOTO Mpemnapara JJisi BETEpUHAPHOTO MPUMEHEHHsI, TOPSIOK
BbIJIa4YM [TPOTOKOJIA UCTIBITAHUH, YKa3aHHBIX B YaCTH § HACTOSILEH CTaThbH, a TAK)KE METOJIMKA ONpeAeICHUS
pa3MepoB IJIaThl 3a BbIJIAYY YKa3aHHOIO MPOTOKOJIA MCIBITAHWW YycTaHaBnuBaercs lIpaBurenbcTBOM
Poccuiickoit @enepanuu.
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11. HMmmyHoOuoONOrHYECKHE JIEKAPCTBEHHBIE TMIperaparbl Ui BETEPUHAPHOTO MPUMEHEHUS,
BBEJICHHBIC B IPa’kJJaHCKUN 000POT B COOTBETCTBUU C YACThIO 8 HACTOALIEH CTAThH, NOJUIEkKAT XPaHEHHUIO,
MepEBO3Ke, OTIYCKY, peain3aluu, epeade, IPUMEHEHHUIO 10 UICTEUEHUS CPOKA UX TOJHOCTH.

12. 3a HempeaCTaBIEHHE WM HECBOEBPEMEHHOE IPEACTABIECHUE JIOKYMEHTOB M CBEICHUH,
MPENYCMOTPEHHBIX YacTsmu 1 - 3, 6 u 7 HacTosALIEH CTaTbu, MPOU3BOAUTENN JEKAPCTBEHHBIX CPEACTB U
OpraHHu3aliy, OCYIIECTBIAIONINE BBO3 (IIEpEMELICHNE) JIEKAPCTBEHHBIX MPENapaTroB JUIsl BETEPUHAPHOTO
npumeHeHus B Poccuiickyro denepanuto, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOAATEIbCTBOM
Poccuiickoit @enepanuu.

13. IlpeacraBineHre TOKYMEHTOB U CBEACHUM, TPEAYCMOTPEHHBIX YacTaMu 1 - 3, 6 u 7 Hacrosuien
CTaThH, U TIOJYYCHUE pa3pelIeHHs, yKa3aHHOTO B YaCTH 8 HACTOAIICH CTaTh, HE TPEOYIOTCSI B OTHOIICHUH
JIEKapCTBEHHBIX IMPENaparoB [JIsi BETEPUHAPHOTO IPUMEHEHHUs, NPEJHA3HAYEHHBIX Js BBIBO3a U3
Poccuiickonn @enepanuu, MNpOBEACHUS JOKIMHUYECKUX HCCIENOBAHMM JIEKAPCTBEHHBIX CPEICTB,
KJIINHUYECKUX MCCIIEIOBAaHUM JIEKAPCTBEHHBIX MPENapaToB AJI1 BETEPHUHAPHOIO MPUMEHEHUsS W BBO3a IS
1eJel, yKa3aHHbIX B IyHKTE S yacT 1 crareu 50 Hacrosmero denepaibHOro 3aK0Ha, a TaKKe 00pas3lioB
JIEKapCTBEHHBIX IPENaparoB [Uisi BETEPUHAPHOIO NPUMEHEHUs, NpPEIHAa3HAYEHHBIX ISl MPOBEACHUS
AKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB B LENSIX OCYIIECTBIEHUS TOCYJapCTBEHHOM perucTpanuu
JIEKapCTBEHHBIX MpENapaToB Il BETEPUHAPHOTO TPUMEHEHUsS WJIA BHECEHUS W3MEHEHUH B
PETUCTPALMOHHOE JIOChE Ha JIEKAPCTBEHHBIH Npenapar sl BETEpUHAPHOTO IPUMEHEHUS.

Ungpopmayus 06 usmenenusx:

Cmamus 53 usmenena c 1 ansapsa 2018 . - @edepanvuviii 3akon om 29 uions 2017 2. Ne 278-D3

Cm. npedvioyuyio pedakyuio
Crarbsn 53. Ilpomaxa, mepenada JIEKapCTBEHHBIX CPEICTB OPraHU3AIMSIMHU OITOBOM TOProOBIM
HeKapCTBeHHBIMI/I CpeI[CTBaMI/I

Ungpopmayus 06 usmenenusx:

Yacmo 1 usmenena ¢ 1 cenmsabps 2023 2. - @edepanvrulil 3axkon om 4 aseycma 2023 2. Ne 428-D3

Cm. npedvioyuyio pedakyuio
TAPAHT:

Hopmamuenvie npaeogvie axmul, cooepowcaujue obsizamenvhvie mpebosaHus u NpuHuMdaemvle 6 yesax
peanuzayuu nonodicenuti yacmu I cmamou 53 (6 peoakyuu Dedeparvroco zakona om 4 aseycma 2023 e.
Ne 428-D3), ecmynaiom 6 cuiy 6 ycmanogienHvle OAHHLIMU HOPMAMUBHLIMU NPABOSLIMU AKMAMU CPOKU,
HO He paHee YeM NO UCMEYeHUuu mpuoyamu OHell nocie OHA OQUYUATbHO2O ONYOIUKOBAHUSI
COOMBEmMCcmayIouie20 HOpMamuUeHO20 NPABOBO20 aKkma

1. OpraHu3anuu ONTOBON TOPTOBIU JIEKAPCTBEHHBIMU CPEACTBAMU MOTYT OCYIIECTBIISATH MPOJAXKY
JIEKapCTBEHHBIX CpPEICTB WM IepeAaBaTb UX B YCTAHOBJIEHHOM 3aKOHOJATENbCTBOM Poccuiickoit
denepannu Nopsiake (3a UCKIOYEHHEM (papMaleBTHUECKOM CyOCTaHIIMM CHHPTA STHJIOBOTO (3TaHONa) C
y4eToM TpeOOBaHMUN YacTH 3 HACTOSIIEH CTAThU:

1) apyrum opraHuzaiusiM ONTOBON TOPTOBIH JIEKAPCTBEHHBIMU CPEJCTBAMY,

2) IpOU3BOAUTENSM JIEKAPCTBEHHBIX CPEACTB JUIS LIE€JIE€H MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEJICTB;

3) anTeyHbIM OpPraHMU3AIMsIM U BETEPHHAPHBIM allTEYHBIM OpPTraHU3aIUsIM;

Ungpopmayus 06 usmenenusx:
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Ilynkm 4 usmenen ¢ 30 aneaps 2024 2. - Dedepanvuuiii 3axkon om 30 auseapsa 2024 2. Ne 1-D3

Cm. npeduloyuiyro pedakyuio

4) Hay4YHBIM OPraHU3aAIMIM JIJIs HAy4YHO-HCCIIEN0BATENBCKONU paOOTHI;

5) WHIWBHUIYaTbHBIM MPEINPUHUMATENSM, HWMCIONIMM JIMIICH3WIO0 Ha (apMaleBTUIECKYIO
JEeSTEIbHOCTD MM JINIEH3UIO Ha MEIUIIMHCKYIO IEATEIBHOCTS;

HUnpopmayus 06 usmenenusix:

Ilynkm 6 usmenen ¢ 1 cenmsaops 2023 2. - @edepanvhubii 3akon om 4 aszycma 2023 2. Ne 428-D3

Cm. npedvioviyyro pedaxkuuio
TAPAHT:

Hopmamuenvie npaeogvie axmul, codepoicawjue obsizamenvhvie mpebo8aHus u NpUHUMAeMvle 8 Yelsax
peanuzayuu noarodcenuti nynkma 6 uacmu 1 cmamou 53 (6 pedaxyuu Pedepanvrozo 3akoua om 4 agzycma
2023 2. Ne 428-D3), ecmynaiom 6 cuny 8 yCmaHogieHHble OAHHbIMU HOPMAMUBHLIMU NPABOSLIMU AKMAMU
CPOKU, HO He paHnee yYeM NO UCMeyeHuu mpuoyamu OHeli nocie OHA OQUYUATLHO2O ONYONUKOBAHUS
COOMBEmMcmayouieco HOpMamuU8HO20 NPABOB020 aKma

6) MEOWIIMHCKMM OpTaHM3alMsIM, B TOM WYHCJIEC CO3JAaHHBIM M 3apErHUCTPUPOBAHHBIM B
COOTBETCTBUU C 3aKOHOJIATENIbCTBOM MHOCTPAHHOIO TrocyaapcTsa - uieHa OpraHu3anuud 3KOHOMUYECKOTO
COTPYIHHMYECTBA W  PA3BUTUS  HWHOCTPAHHBIM  IOPHIMYCCKUM  JIMIAM,  HWHIWBHIYaTbHBIM
MpEeIPUHUMATEIIAM, SBISIOIUMCS YYaCTHUKAMU MPOEKTa B COOTBETCTBUU ¢ DenepalibHbIM 3aKOHOM OT
29 urons 2015 roga N 160-®3 "O mexayHApOJHOM MEIUIIMHCKOM KJIacTepe M BHECEHUH U3MEHEHUU B
OT/ZIeJIbHBIC 3aKOHOAaTeNbHbIE aKThl Poccuiickoin denepanuu', 1 BeTEpUHAPHBIM OPraHU3ALUSIM;

Hll¢0pﬂi(1bﬂl}l 00 UBMEHEHUSIX:

Ilynkm 7 usmenen ¢ 13 ageycma 2019 2. - @edepanvusiii 3akon om 2 aszycma 2019 2. Ne 297-D3

CMm. npedvldyuivio pedakyuio

7) opraHuzalMsIM W HWHIABUAYAJIbHBIM MPEANPUHAMATEISIM, OCYIIECTBIISIONIAM pa3BelIeHuUE,
BBIpAIIMBAaHUE U COJEP>KAaHHUE KUBOTHBIX (32 UCKIIIOUEHUEM MPOJAKU UM (hapMalleBTUYECKUX CyOCTaHIUI
WJIN UX TIepeadn).

HUnpopmayus 06 usmenenusix:

Yacmo 2 usmenena c 29 oexabps 2020 2. - Dedepanvuuiii 3axkon om 27 dexabps 2019 2. Ne 481-D3

Cm. npedvlOyuyio peoaxyuio

2. OpraHuzalnuy ONTOBOM TOPTOBIM JEKAPCTBEHHBIMU CpPEICTBAMU HE BIIPAaBE OCYILECTBIATH
mpogaxy (mepemady B yCTAaHOBIIGHHOM 3aKOHONATeNbCTBOM Poccwuiickoit demeparuu  mopsake)
(hapMaleBTHYECKON CYOCTaHIIMY CITUPTA ATHIOBOTO (3TaHOIA).

Unpopmayus 06 usmenenusix:

Cmamobs 53 dononnena yacmoio 3 ¢ 1 cenmsaops 2023 2. - @edepanvubiii 3axon om 4 aseycma 2023 2. No
428-D3

T'APAHT:

Tonooicenus yvacmu 3 cmamou 53 na meppumopusx /JHP, JIHP, 3anopoosicckoii obracmu, XepcoHckou
oonacmu npumensiomes ¢ 1 cenmsaops 2024 2.

HopmamusHvle npagogvle axmuvl, coldepocaujue ods3amenvHvle Mpebosanus U NpuHUMAeMble 6 Yelsix
peanusayuu nonoxcenuti yacmu 3 cmamou 53 (8 pedaxyuu Dedepanvrozo 3axkona om 4 asecycma 2023 2.
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Ne 428-D3), ecmynarom 6 cuiy 6 ycmanogienHvle OAHHLIMU HOPMAMUBHBIMU NPABOBLIMU AKMAMU CPOKU,
HO He paHee 4YeM HNO UCMEYeHUU mpuoyamu OHell nocie OHA OQUYUATbHO2O ONYOIUKOBAHUS
COOMBEmMcmayouLeco HOpMamuU8HO20 NPABO8020 aKma

3. Opranuzaiuu ONnTOBOM TOPTOBIIU JIEKAPCTBEHHBIMH CPEACTBAMHU MOTYT OCYIIECTBISATH MPOIAXKY
(mepemady B YCTaHOBJIEHHOM 3akKoHoOJarenbcTBOM Poccuiickoit ®exepanuu mopsake) JEKapCTBEHHOTO
npenapara s MEIUIIMHCKOTO TPUMEHEHHUS C MEXIyHApOJHBIM HEMAaTeHTOBAaHHBIM HAaWMEHOBAaHUEM
"Oranon":

1) ropuaruecKuM JIMIaM, UMEIOIIMM JUICH3UI0 Ha (DapMareBTUYECKYIO ACSITENLHOCTh B cdepe
oOpallieHus JTeKapCTBEHHBIX CPEACTB JIJIsI MEIUIIUHCKOTO IPUMEHEHUS;

2) WHAMBUIYAJIBbHBIM TMPEANPUHUMATEISIM, HWMEIONIMM JIUICH3UI0 Ha (papMareBTHUECKYIO
JESITEILHOCTE B cepe oOpalieHus JeKapCTBEHHBIX CPECTB AT MEIUIIMHCKOTO TPUMEHEHUS;

3) MHAUBUIYAIBHBIM MPEANPUHUMATEISIM, UMEIOIIUM JIUIEH3UI0 HA MEAUITUHCKYIO JIEATEIbHOCTh;

4) ropuAMYECKUM JTUIaM, UMEIOIIUM JINLIEH3UI0 Ha MEAUIIMHCKYIO e TeIbHOCTh;

5) MHOCTpaHHBIM IOPUIUYECKUM JIMIIAM U UHJIUBHUIYAJIbHBIM MPEANPUHUMATENSM, CO3aHHBIM U
3aperuCTPUPOBAHHBIM B COOTBETCTBMM C 3aKOHOJATE€IhCTBOM WHOCTPAHHOTO TOCYJapcTBa - 4JieHa
Opranuzaiuyu 3KOHOMHYECKOTO COTPYAHUYECTBA M PA3BUTHS, SIBISIIONIUMCS YYaCTHHKAMH IPOEKTa B
cooTBeTcTBUU ¢ DenepanbHbiM 3akoHOM OT 29 wuroHsa 2015 roma N 160-®3 "O wmexayHapOoIHOM
MEJIUIIMHCKOM KJIACTEpE M BHECEHWU HM3MECHEHUN B OTAEJBbHBIE 3aKOHOAATENbHBIE akKThl Poccuiickoit
denepanun";

6) ucHbITaTeNbHBIM J1a00OpaTOpUsIM (LIEHTpaMm), MPOBOASIIUM HCHBITAHHUS B OOJACTH KOHTPOJIS
KauyecTBa JIKAPCTBEHHBIX CPEJCTB, aKKPEAUTOBAaHHBIM B COOTBETCTBUH C 3aKOHOJATEILCTBOM Poccuiickoi
®denepanuu 00 aKKpeAUTAIIMN B HAIIMOHAIBHOM CHCTEME aKKpEIUTAIIUU.

TAPAHT:

Cm. KOMMeHnmapuu K cmamse 53 HacmosAuweco @e@epaﬂbﬂoeo 3dKOHA

Hnghopmayus 06 usmenenusix:

Cmamos 54 usmenena c 26 mapma 2022 2. - @edepanvusiii 3axkon om 26 mapma 2022 2. Ne 64-D3

Cum. npedvloywyio pedaxyuro
Crarbs 54. [IpaBuia onToBOI TOProBiIM JEKAPCTBEHHBIMU CPEACTBAMU

HUnpopmayus 06 usmenenusix:

Yacmo 1 usmenena c 1 cenmsaops 2024 2. - @edepanvusiti sakon om 30 ausaps 2024 2. Ne 1-D3

Cm. npedvidyuyro pedaxkyuro

1. OnToBasg TOproBisl JIEKAPCTBEHHBIMH CPEACTBAMU OCYLIECTBIISAETCS IPOU3BOAUTEIAMU
JIEKAPCTBEHHBIX CPEACTB M OPraHU3alUsMH ONTOBOW TOPIOBIM JIEKAPCTBEHHBIMH CPEACTBAMHU IIO
OpaBUIaM HAJIeKaIIed AUCTPUOBIOTOPCKONW MPAKTUKH, YTBEPXKACHHBIM EBpazuiickoil 3KOHOMHYECKOH
KOMHMCCHEH, W TIIpaBUJaM XpaHEHUs JIEKapCTBEHHBIX CPEICTB, YTBEPKICHHBIM YIIOJIHOMOUYEHHBIM
(benepaabHBIM OPraHOM MCIIOIHUTEIBHOM BIACTH.

2. OpraHuzanusi ONTOBOW TOPTOBJIM JIGKAPCTBEHHBIMH CPEACTBAMU 00si3aHa  COOJOAATh
IpEeICIbHBIC CPOKU OTIPY3KH 3aTpeOOBAaHHBIX alTEYHON OpraHu3aliel JIEKapCTBEHHBIX MPENaparoB JUIs
MEUIMHCKOTO MTPUMEHEHNS U HE BIPABE OTKA3bIBAaTh AlITEYHON OPraHU3aLNU, C KOTOPOM Yy HEE 3aKIIFOUEH
COOTBETCTBYIOLIUI JOrOBOP O MOCTAaBKAX JIEKAPCTBEHHBIX MPENapaToB AJIs MEIULUHCKOTO IPUMEHEHHUS, B
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MOCTaBKE JIEKAPCTBEHHBIX MpENaparoB Ui MEIULMWHCKOTO MPUMEHEHHS MPH HAIHYUU 3aTpeOOBAaHHBIX
JIEKapCTBEHHBIX TMpPEnaparoB i MEAUIIMHCKOTO TPUMEHEHUsS Yy OpraHu3allid OINTOBOM TOPTOBIU
JIEKapCTBEHHBIMH cpeacTBamMu. llpenenbHble CPOKH OTIpy3KH 3aTpeOOBaHHBIX alTEUHOH OpraHu3alfei
JIEKapCTBEHHBIX MPENapaToB JJisi MEIUIIMHCKOTO MPUMEHEHUS B 3aBUCHMOCTU OT PACIIONIOKEHHUS MecTa
OTTPY3KH  JIGKAPCTBEHHBIX  MpemnaparoB  JAJsg  MEIUIIMHCKOTO  TPUMEHEHHUS  yCTaHaBIWBAIOTCS
YIOJTHOMOYEHHBIM (heiepaTbHbIM OPTaHOM HCIIOTHUTEIHHON BIACTH.

TAPAHT:

Cm. KOMMeHnmapuu K cmamse 54 HacmosAueco d)edepaﬂbﬂoeo 3dKOHA

Crarbs 55. [lopsiiok pO3HUYHON TOPTrOBIM JEKAPCTBEHHBIMU IIpeniapaTaMu

Ungpopmayus 06 usmenenusx:

Yacmo 1 usmenena ¢ 1 cenmsaops 2024 2. - @edepanvruiil 3axkon om 8 aseycma 2024 2. Ne 323-D3

Cu. npedbloyuyio pedaxyuio

1. Po3HnmYHas TOpProBisl JIEKapCTBEHHBIMH NpenaparaMM B KOJIMYECTBAX, HEOOXOMMMBIX IS
BBITIOJIHEHHUST BpavyeOHBIX ((penpAmepckux) Ha3HAUCHHH WM HA3HAUCHWH CIIEHUAIMCTOB B 00IaCTH
BETEPUHAPUH,  OCYIIECTBISIETCS  ANTCYHBIMU __ OPTaHU3AIMIMH,  BETEPHHAPHBIMH  aNTEYHBIMH
OpraHu3aIHsIMY, WH/IMBUAYaJIbHBIMU NpeANpUHIMATEISIMHY, UMCIOIIUMH  JIMIIEH3UIO Ha
(apMaleBTUUECKYI0 JIEATEIbHOCT, MEIUIMHCKUMU OpPraHU3alMsAMH, HMEIOIIUMH JIMIEH3UI0 Ha
(apManeBTUYECKYI0 JIEATENIbHOCTh, M HX O00O0COONECHHBIMH IOAPA3ACICHUSIMH, PACIOIOKEHHBIMH B
CEIIbCKMX HACEJICHHBIX IMYHKTaX, B KOTOPBIX OTCYTCTBYIOT aNTE€YHbIC OpPraHU3aldH, W BETCPUHAPHBIMU
OpraHu3aIMsIMHA, UMEIOIIUMH JIMICH3UI0 Ha (papMaleBTHUYECKYIO0 NIesSTeNbHOCTh. Pa3pelieHa po3HUYHas
TOPTOBIIS TOJIBKO JIEKAPCTBEHHBIMH IpernapaTaMH, 3aperucTpupoBaHHbIMU B Poccuiickoit @enepannu mibo
B COOTBETCTBUM C AaKTaMH, COCTaBIsAOmMMH npaBo Coro3a, WM HM3TOTOBICHHBIMH AalTEYHBIMHU
OpraHU3aLUsIMH, BETEPUHAPHBIMH alTEYHBIMHI OPTaHU3AIMAMY, HHANBUIyaIbHBIMHU PEIIPUHUMATEIISIMH,
MUMEIOIIMMH JIMICH3UI0 Ha (DapMaleBTHUYECKYIO NesTeIbHOCTh. PO3HMYHAsT TOPTOBIS JIEKapCTBECHHBIMH
npenaparaMd OCYIIECTBISIETCS MO NpaBWIaM HAISKAIEH anTeYHOW MPAKTHKH, YTBEPXKICHHBIM
YIIOJIHOMOUYEHHBIM (peZiepaibHbIM OPraHOM HUCTIONHUTENLHON BIIACTH.

HUnpopmayus 06 usmenenusix:

Cmamus 55 oononnena wacmoto 1.1 ¢ 3 anpensa 2020 e. - @edepanvhuiti 3akon om 3 anpens 2020 e. Ne
105-D3

1.1. Po3HWYHAS TOPTOBIS JEKAPCTBEHHBIMH TpEraparaMy Jii MEIUIMHCKOTO TpPUMEHEHHUs (3a
UCKJTFOYCHHEM JIEKaPCTBEHHBIX TPENapaTroB, OTITYCKAEMBIX IO PEIeNnTy Ha JICKAPCTBEHHBIM Iperapar,
HAPKOTHUYECKHUX JIEKAPCTBEHHBIX IPENapaToB M TICHXOTPOITHBIX JIEKAPCTBEHHBIX IPENapaToB, a TaKXKe
CIIMPTOCOACPIKAIINX JICKAPCTBEHHBIX TpeEnapaTtoB ¢ OOBEMHOW JOJel 3TUIOBOTO CIHPTA CBBINIE 25
MPOIIEHTOB) MOXET OCYIIECTBISAThCS ANTEYHBIMA OPTaHHM3AIMSIMH  JIUCTAHIMOHHBIM  CIIOCOOOM.
Po3HMYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMU ITpETIapaTaMy JJIsi MEAUIIMHCKOTO IPUMEHEHHUS TUCTAHIIMOHHBIM
CIIOCOOOM MOTYT OCYIIECTBIISITh ANTEUHBIC OpraHU3aIlUU, UMEIOIINE JIMICH3UI0 Ha (papMarieBTHUECKYIO
NESITeTPHOCTh M COOTBETCTBYIOIEE pas3pelieHue (eaepasbHOrO OpraHa HCIOJHHUTEIBHON BJAcTH,
OCYIIECTBIISIONET0 (DYHKIMU 1O KOHTPOIIO W Haa30py B cdepe 3apaBooxpaHeHus. LIOpsIoK BbAAYN
paspelieHns Ha OCYIIECTBICHHE PO3HMYHOW TOPTOBIH JICKAPCTBEHHBIMHU IpETapaTaMH JIUCTAHIIMOHHBIM
CrIoco00M, TpeOOBaHMS K allTEUHBIM OPTaHU3AIMSIM, KOTOPBIE MOTYT OCYIIECTBISATh TaKyl0 TOPTOBIIO, U
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MOPSIIOK €€ OCYIIECTBICHMS, a TaKXkKe NpaBWia JOCTaBKH JIEKAPCTBEHHBIX MPENapaToB TIpa)kaaHaMm
ycranaBimuBatotcsi  IlpaButensctBoMm  Poccuiickoit  ®Depepanmu. Hupopmanuss 00  OMmIa4eHHBIX
(OTHyUIEHHBIX) U MOJTYYEHHBIX JIEKAPCTBEHHBIX Mpenaparax BHOCUTCS B CUCTEMY MOHUTOPHHTA JABM)KEHUS
JIEKapCTBEHHBIX MPENApaToOB JJisi MEIUIIMHCKOTO NMPUMEHEHUS B MOPSAKE, MPEeTyCMOTPEHHOM YacThio 7
ctaTby 67 HacTosAero denepasbHOTO 3aKOHA.

TAPAHT:

Cm. gopmy pewenus o npexpaujenuu Oeticmeus paspeueHus Ha OCYuwecmeaieHue PO3HUYHOU MOop208iu
JIeKAPCMBEHHbLIMUY — npenapamamu 01 MeOUYUHCKO20  NPUMEHEHUs  OUCMAHYUOHHBIM — CHOCOOOM,
ymeepocoenHyro npuxazom Poczopasnaozopa om 17 aneaps 2024 2. N 112

Ungpopmayus 06 usmenenusix:

Yacmw 2 usmenena c 1 cenmabpsa 2024 2. - Dedepanvuviii 3axon om 8 ageycma 2024 2. Ne 323-D3

Cm. npedvldyuivio pedakyuio

2. Buabl anTeyHBIX OpraHM3alMii W [paBWaa OTIYCKa JIEKAPCTBEHHBIX IMIPEraparoB is
MCECIOHUIITMHCKOI'O HpI/IMeHeHI/ISI AIITCYHBIMU OpI‘aHI/I?,aIII/ISIMI/I, I/IH,Z[I/IBI/IZIyaJII)HBIMI/I HpeL[HpI/IHI/IMaTeJISIMI/I,
HUMEIOIIUMU JIMIEH3UI0 Ha (apMaleBTHUECKYIO AeITEeIbHOCTh, a TAKKe MPaBHiIa OTITYCKA JIEKAPCTBEHHBIX
HpenapaTOB I MEOUIITUHCKOI'O HpI/IMeHeHI/ISI MCIUIIMHCKUMHU OpFaHI/ISaIII/ISIMI/I, NMCHOIIINMH JINIICH3UK Ha
(bapMareBTHYECKYIO EATCIbHOCTh, M HX O000COOJECHHBIMH IOAPA3ACICHUSIMH, PACIOIOKEHHBIMH B
CCJIBCKUX HACCJICHHBIX HyHKTaX, B KOTOpI)IX OTCYTCTBYIOT AIlITCYHBIC opraHmauI/m, YTBep)KIIaIOTCSI
YIIOJIHOMOUYEHHBIM (pefepabHbIM OPraHOM UCIIOIHUTEILHON BIIACTH.

Hnghopmayus 06 usmenenusix:

DedepanvHvim 3akonom om 3 uiona 2016 2. Ne 305-D3 6 uacms 3 cmamsu 55 nacmosujeco DedepanvbHozo
3aKOHA 6Hecenbl USMEHeHUs

Cm. mexkem wacmu 8 npedviovuyeli pedaxKuuu

3. [IpaBuia OTIyCKa HAPKOTHYECKUX CPEIICTB U TMCHUXOTPOITHBIX BEIIECTB, 3apETMCTPUPOBAHHBIX B
Ka4eCcTBE JIEKAPCTBCHHBIX IIPENaparoB, JIEKAPCTBEHHBIX TIPENaparoB, COACPKAMMUX HAPKOTUUCCKUE
CpelICcTBA M TICMXOTPOITHBIE BEIIECTBA, YTBEP)KIAIOTCS YIOJHOMOYCHHBIM (DeaepaabHbIM OpraHOM
WCTIOTHUTEIFHOW BIIACTH TIO0 COTJIACOBAHHMIO C (ellepaIbHBIM OPTraHOM HCIIOJHUTEIHHOW BJIACTH,
YIOJTHOMOYEHHBIM B c()epe BHYTPEHHHX JICJI.

Unghopmayus 06 usmenenusx:

Yacmo 4 usmenena c 13 aseycma 2019 2. - @edepanvnvui 3akon om 2 ageycma 2019 2. Ne 297-D3

Cm. npedvloyuiyro pedaxyuio

4. JlekapCcTBEHHBIE I@Ipenaparbl Ul BETEPUHAPHOTO IMPUMEHEHUS IOMJIEXKAT  OTIYCKY
BeTepI/IHaprIMI/I AIlITCYHBIMU OpI‘aHI/ISaHI/IHMI/I, BeTepI/IHapHBIMI/I OpF aHU3alusIMu, I/IH,Z[I/IBI/II[yaJIBHBIMI/I
OpEANPUHUMATEISIMY, HMMEIOIIUMKM  JIMIEH3UI0 Ha  (apMaleBTUUECKYI — JIeSATENbHOCTh.  OTIycK
JIeKapCTBeHHBIX HpenapaTOB JJIA BeTepI/IHapHOFO HpI/IMeHeHI/ISI OcyH_[eCTBHSIeTCSI B COOTBCTCTBHUHU C
OpaBWIaMM HaJUIeXkKalled anTeYHOM NPaKTHKM JIEKAPCTBEHHBIX IIPEHAparoB s BETEPUHAPHOTO
NPUMEHEHHUS, YTBEPKACHHBIMU YIOTHOMOYEHHBIM (pe/lepaIbHBIM OPraHOM UCIIOTHUTEIBHOM BIAaCTH.

Unghopmayus 06 usmenenusx:

Yacmo 5 usmenena ¢ 1 cenmsabps 2024 2. - @edepanvrviil 3axon om 8 aseycma 2024 2. Ne 323-D3

Cm. npedvioyuyio pedakyuio
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5. IlepeueHb MeEAMIMHCKHX OpTraHH3alMii, HMEIOIIMUX JHIECH3HIO Ha (apMaleBTUHIECKYIO
JIESITEIBHOCTD, H UX 000COOJIEHHBIX MMO/Ipa3ielieHUH, pACTIOJIOKEHHBIX B CEJTbCKUX HACEJICHHBIX IYHKTaX, B
KOTOPBIX OTCYTCTBYIOT aliT€YHbIE OpPraHU3alliy, a TAKXKe MepevyeHb JIEKAPCTBEHHBIX MPenapaToB, Mpojaxa
KOTOPBIX MOXKET OCYIIECTBISATHCS YKa3aHHBIMU OPTaHU3AIUSIMU U UX 000COOIEHHBIMH TIOAPA3/ICIICHUSIMH,
YCTaHaBIIMBAIOTCA UCTIOTHUTENLHBIMU OpraHamu cyObekToB Poccuiickoit denepanuu.

Unghopmayus 06 usmenenusx:

DedepanvHulm _3axonom om 25 wnoabpa 2013 2. N 317-@3 yacms 6 cmamvu 55 Hacmoswe2o
DedepanvbHo2o 3aKOHA UBNONHCEHA 8 HOBOU PeOaKYUU

Cm. mekem wacmu 8 npedviovuyeli pedaxKuuu

6. AHTG‘{HBIC OpFaHI/I3aL[I/II/I, I/IH[[I/IBI/II[yaJIbHLIC Hpel[HpI/IHI/IMaTeJII/I, UMCHOIIHUEC JIMIOCH3HUKO Ha
(hapManeBTHYECKYIO IeATEIbHOCTh, 00513aHbI 00eCIICUnBaTh YTBEPKACHHBIN [TpaBuTenscTBoM Poccuiickoi
denepanuu ¥ GOPMUPYEMBI B YCTAHOBICHHOM UM MOPSJIKE MUHUMATbHBIA ACCOPTUMEHT JICKAPCTBEHHBIX
IIPEIapaToB, HEOOXOAUMBIX JUIS OKa3aHUs MEIUIIMHCKOM ITOMOIIIH.

Hnghopmayus 06 usmenenusix:

Yacmo 7 usmenena c 3 anpens 2020 e. - @edepanvubiti 3akon om 3 anpensa 2020 2. Ne 105-D3

Cm. npedvldyuivio pedakyuio

7. AHTG‘{HBIC opraHmauI/m, I/IH[[I/IBI/II[yaJIbHLIe Hpe[[HpI/IHI/IMaTeJII/I, UMCHOIIHUEC JIMIOCH3HUIKO Ha
(bapMaIeBTHUECKYIO ICATEIbHOCTD, HAPSAAY C JIGKAPCTBEHHBIMH IIperapaTaMi HUMEIOT MPaBo MPHOOpeTaTh
nu HpOI[aBaTb, B TOM 4YHUCIIC AUCTAHIIMOHHBIM CHOCO6OM, MCIUIIMHCKUEC HU3ACIINA, II€3I/IH(1)I/II_II/IpyIOIJ_H/IC
CpeicTBa, MPEAMEThl M CPEICTBA JIMYHON THIHEHBI, MOCYIy IS MEIUIMHCKHX Leed, MPeAMEThl H
CpeI[CTBa, Hpel[Ha?:Ha‘-IeHHBIC JUIA yxona 3a 6OJIBHBIMI/I, HOBOpO)KI[CHHBIMI/I U AC€TbMH, HC OJOCTHUITIHNMMU
BO3pacTa TpeX JIET, OYKOBYIO ONTHKY M CPEICTBA yX0/a 3a Hell, MUHEPAIbHBIC BObI, IPOAYKTHI JIEYeOHOTO,
JCTCKOTO 1 JUCTUYCCKOI'O IINTAaHUA, 6I/IOJIOI‘I/I‘-IGCKI/I AKTHUBHBIC I[O6aBKI/I, Hap(bIOMepHBIC U KOCMCTHUYCCKHUC
CpelcTBa, MEIMIMHCKHE W CAHUTAPHO-NPOCBETUTEIbHBIC I€UYATHBIC H3IAHMs, IpeIHa3HAYCHHBIC IS
nporarat/ibl 3[0pOBOT0 00pa3a KU3HHU.

HUnpopmayus 06 usmenenusix:

Dedepanvrvim _3axkonom om 13 wurwna 2015 2. Ne 262-P3 6 uacmv 8 cmamovu 55 Hacmosueco
DedepanvbHo20 3aKOHA 8Hecenbl usMeHeHus, scmynaouue 8 cuny ¢ I ansapsa 2016 2.

Cm. mexcm yacmu 6 npedvioyujeli peodaxkyuu

8. HesrenbHOoCTh anTeuHblx opranu3aunnii Boopyxennbix Cun Poccuiickorn denepaunu, Apyrux
BOMCK, BOMHCKHMX ()OPMHPOBAHUN M OPraHOB, B KOTOPBIX 3aKoHOJarenbcTBOM Poccuiickoit @eneparuu
MPEAYCMOTPEHO MPOXOXKICHHE BOCHHOU CITYXKOBI WU (efepaibHON TOCYIapCTBEHHOM CITY>KOBI, CBSI3aHHOMN
C TPaBOOXPAHUTEIHHON NEATENbHOCTBIO, perIaMEHTUpYyeTcs HactosmuMm @denepaibHbIM 3aKOHOM U
YTBEPKACHHBIMU COOTBETCTBYIOLIUMH (eiepanbHBIMU OPraHaMU UCIIOTHUTENIBHOM BIaCTH MOJOKEHHUSIMH.
Kontpons 3a coOmofeHHEeM YKa3aHHBIMH aNTeYHBIMHA OpPraHU3alUsSMU  TOJIOKEHUH HACTOSIIETO
®denepalibHOTO 3aKOHA OCYIIECTBIISIETCS COOTBETCTBYIOUIMMHE (hefiepaabHbIMU OpTraHaMy HCTIOIHUTEIbHON
BJIACTH.

9. He npumensiercs ¢ 1 ssuBaps 2021 1. - @eaepanbHbiil 3akoH oT 3 anpeinst 2020 r. Ne 105-D3

HUnpopmayus 06 usmenenusix:

Cm. npedvioviyyro pedaxkuuio

TAPAHT:
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..
Cm. kommenmapuu k cmamoe 55 Hacmosue2o DedepanbHo2o 3aKOHA

Cratba 55.1. He npumensiercs ¢ 1 mapra 2026 1. - @enepanbubiii 3akoH 0T 20 okTs0ps 2022 1. Ne
405-®3

I/Ill(ﬁopﬂilﬂﬂl}l 00 UBMEHEHUSIX:

Cm. npedvioyuyio pedakyuio

Dedepanvhblil 3akoH donoanen cmamoeti 55.2 ¢ 1 cenmsaops 2026 o. - Dedepanvhbiii 3akoH om 2 mas
2026 2. Ne [125-D3

Cm. 6yOyuyio pedaxyuio
Crarbs 56. 13roToBIIEHHE 1 OTIIYCK JICKAPCTBEHHBIX IPENAPATOB
TAPAHT:

Cm. Eounvie npasuna ogopmnenus nexapcme, npuecomosisieMblX 6 aNnmeyHulX VUPeHcOeHUsx
(npeonpusmusx) paziudnsix Gopm coocmeeHHoCmu, ymeepicoernHvle Munucmepcmeom 30pagooxpaneHus
P® om 24 uiona 1997 e.

Unpopmayus 06 usmenenusix:

Yacmo 1 usmenena c 1 mapma 2025 2. - @edepanvusiii 3axkon om 30 oexkaops 2021 2. Ne 463-D3

Cum. npedbloyuyio pedaxyuro

1. M3zroroBneHue JEKapCTBEHHBIX IIPEMApaToB aNTE€YHBIMU OPIraHU3ALUAMM, BETEPUHAPHBIMU
anTeYHbIMU  OpPraHM3alMSIMM, HUMEIOUMMH  JIMIEH3WI0 Ha  (apMaleBTHYECKYI0  JIeATENbHOCTD,
OCYIIECTBIISIETCS 110 pelenTaM Ha JICKapCTBEHHbIE MpenapaTbl, MO0 TpPeOOBaHUSAM MEIUIIMHCKHX
OpraHu3alyii, BeTepUHAPHBIX OpPraHM3alMil WIM OpraHu3alui (MHIUBUAYAIbHBIX HpeIrIpUHUMAaTeNei),
OCYILECTBIIAIONINX Pa3BEACHUE, BBIPAIIUBAHUE U CONEPKAHUE KUBOTHBIX, B COOTBETCTBUM C IIpaBUIIAMU
M3TOTOBJIEHUS U OTITyCKa JIEKAPCTBEHHBIX MPENapaToB, YTBEP>KICHHBIMU YIIOJIHOMOYEHHBIM (eiepaibHbIM
OpraHOM HMCIIOJHUTEIBHOU BIIACTH.

Unpopmayus 06 usmenenusix:

Yacmo 2 usmenena c 30 ansaps 2024 2. - @edepanvusiil 3akon om 30 aneaps 2024 2. Ne 1-D3

Cm. npedviOyuyto pedaxkyuro

2. Ilpu U3roTOBJIEHUU JIEKAPCTBEHHBIX MPENAPATOB ANTEYHBIMU OPraHU3ALMSIMHU, BETEPUHAPHBIMU
anTeUYHbIMU  OpPTaHU3AIMAMH, HWMCEIOIMMMH JIMIICH3WI0 Ha  (apMaleBTHYECKYI0  JeATEIbHOCTD,
UCIIONB3YIOTCSl JIGKAPCTBEHHBIE TMpemnapaTsl W (win) (apmaneBTUYecKue CyOCTaHIMH, BKJIIOUCHHBIC
COOTBETCTBEHHO B T'OCYIAPCTBEHHBI PEECTP JIEKAPCTBEHHBIX CPEACTB JISI MEAUIMHCKOTO MPUMEHEHUS,
TOCYIAPCTBEHHBIA PEECTpP JIEKAPCTBEHHBIX CPEACTB I BETEPUHAPHOIO INPUMEHEHHUS, €IUHBIA pPEECTp
3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBPa3HilCKOr0 3KOHOMHUYECKOIO COK03a, €AUHBIA pPEeecTp
3apETUCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX IpenaparoB EBpa3HilCKOro 3KOHOMHUYECKOIO COKO3a
B YCTAHOBJIEHHOM mopsiike. He qomyckaercsi M3roToBIEHUE alTEUHBIMU OPTraHU3alMsAIMU, BETEPUHAPHBIMU
anTeYHBIMU  OpPraHM3AMSIMH, UMEIOUMMH  JIMIEH3WI0 Ha  (apMaleBTHYECKYI0  JIeATEIbHOCTD,
JIEKapCTBEHHBIX TPEMapaToB, 3aperucTpupoBaHHbIX B Poccuiickort ®denepanuu OO0 B COOTBETCTBUU C
aKTaMM, COCTaBIAOIMMU npaBo Coro3a.

Hngopmayusi 06 usmenenusix:

Yacmo 3 usmenena c 1 cenmaopa 2023 e. - Dedepanvhuiii 3axon om 5 dexabps 2022 2. Ne 502-D3
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..
Cm. npedblOyuyio pedaxyuro

3. MapkupoBka JIEKapCTBEHHBIX MPENaparoB, HW3TOTOBJIEHHBIX alTEYHBIMU OPTaHU3AIUSIMH,
BETEPUHAPHBIMU  ANTEYHBIMU  OpPraHU3alUSMH, HWMEIOUMMH JIMIEH3UI0 Ha  (apMaleBTHUECKYIO
JIESITEIbHOCTh, U O(OpMIIEHHE TaKWX TMPENnaparoB JOKHBI COOTBETCTBOBATH NpPABHIIAM, YKAa3aHHBIM B
4acTH | HacTosIIEeN CTaThu.

Unghopmayus 06 usmenenusx:

Yacmw 4 usmenena c 1 cenmaopa 2023 e. - Dedepanvhuiii 3axon om 5 dexabps 2022 2. Ne 502-D3

Cm. npeduloyuiyro pedaxyuio

4. Anreudsle OpraHM3aliii, BETEPUHAPHBIC alTEYHbIE OpPraHM3ALUU, MMEIOIIKE IMLEH3UI0 Ha
(apMaIieBTHYECKYIO JEATEIbHOCTh, HECYT OTBETCTBEHHOCTh 3a HECOOIIOICHHE MPABUII U3TOTOBJICHUS U
OTIIYCKa JIEKAPCTBEHHBIX MIPENAPATOB B COOTBETCTBUM C 3aKOHOIATEILCTBOM Poccuiickoii Deneparnmu.
TAPAHT:

Cn. KOMMeHmapuu Kk cmanse 56 HacmosAueco @e@epaﬂbﬂoeo 3AKOHA

Hngopmayus 06 usmenenusix:

Cmamus 57 uzmenena c 1 mapma 2025 e. - @edepanvubiti 3akon om 8 aszycma 2024 2. Ne 292-D3

CM. npedblOyuyio pedaxyuro

Crarbs 57. 3anpeiieHne npogaxu OTAEIbHBIX JEKAPCTBEHHBIX CPEICTB

1. 3anpemiaercs npogaxka haabCUPUITMPOBAHHBIX JIGKAPCTBEHHBIX CPEICTB, HETOOPOKAUECTBEHHBIX
JIEKapCTBEHHBIX CPEJCTB, KOHTPAa(AKTHBIX JIEKAPCTBEHHBIX CPEJCTB.

2. 3anpemaercs Ipoaaxa:

1) nexapCTBEHHBIX MPENaparoB sl MEAUIIUHCKOTO IPUMEHEHUS, B OTHOLIEHUH KOTOPBIX B CHCTEME
MOHUTOpPUHIA JBW)XCHHS JIEKAPCTBEHHBIX NPEMApPATOB JJIsi MEAUIIMHCKOTO MPUMEHEHUSI OTCYTCTBYIOT
CBEJICHUSI O HAHECEHUH CPENCTB HACHTU(PUKAIIUY 1 (WJIH) CBEICHUS O BBOJIC B IPaXKIaHCKUH 000POT;

2) JIeKapCTBEHHBIX NPENapaToB Jii MEIULUHCKOTO MPUMEHEHHUs, B OTHOIICHUH KOTOPBIX
OCYUIECTBIIEHAa OJIOKUPOBKAa BHECEHHS B CHCTEMY MOHHMTOPUHIA JIBWXKEHHS JIEKAPCTBEHHBIX IpenapaToB
JUTSET. MEIMIIMHCKOTO TPUMEHEHHUsS CBEIEHUN O BBOAE B TPaXIAHCKUH 000poT, 00 o00opoTe wim o
MpeKparieHuu 000poTa;

3) JeKapCTBEHHBIX MPENapaToB Uil MEIUIMHCKOTO MPUMEHEHHUs, NPUMEHEHUE KOTOPBIX
MIPUOCTAHOBIICHO 110 PEUICHUIO YITOJIHOMOYEHHOTO (peiepaibHOTO OpraHa UCTIOIHUTEIBHOMN BIIACTH;

4) nekapCTBEHHBIX MPEMapaTroB JUIsl MEAUIMHCKOTO MPUMEHEHUS, TPAXKIAHCKHA 000pOT KOTOPBIX
MIPEKpaLIEH;

5) JeKapCTBEHHBIX MPENaparoB sl MEAUIIMHCKOTO IPUMEHEHHUS, CPOK TOHOCTU KOTOPBIX UCTEK;

6) JIeKapCTBEHHBIX IpenapaToB A MEIULUHCKOTO MPUMEHEHUS, B OTHOIIEHHHM KOTOPBIX HE
COOIIOZICHBI TpeOOBaHMs, OMPEICICHHbIE HA OCHOBAaHUM YacTH 5 craThl 67 Hactosmiero denepambHOTO
3aKOHa.

3. JleiicTBME MONOKEHUH YacTW 2 HACTOSIIEW CTaThbU HE PAcCIpOCTpaHSETCs Ha JIEKAPCTBEHHBIE
npenaparsl, ykazaHHble B yactu 7.1 ctatbu 67 HacTosmero @eaepajibHOrO 3aKOHaA.

4. Ilopal0K NMpUMEHEHUS TOJIOKEHUN YacTu 2 HACTOSIIEW CTaTbU M CPOKHM NPUMEHEHUS TaKOro
nopsiaka ycranasiauparotces [IpaBurensctBom Poccuiickoit denepannm.

TAPAHT:
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..
Cm. kommenmapuu k cmamoe 57 Hacmosuje2o DedepanbHo2o 3aKOHA

Crarbs 58. XpaHeHue JIeKapCTBEHHBIX CPEICTB
HUnpopmayus 06 usmenenusix:
DedepanvHuim _3akonom om 22 oxmsaopsa 2014 e. Ne 313-@3 6 uyacmv I cmamovu 58 Hacmosawezo

DedepanbHo20 3aKOHA 6HEeCeHbl UBMEHEHUs, 8CIYNaIowue 8 CUIY No UCmedeHuu mpuoyamu OHell nocie
OHA ouyuanbLHo20 0nYOIUKO8AHUA HA36AHH020 DPedepanbHo20 3aKOHA

Cm. mekem wacmu 8 npedviovuyeli pedaxKuui

1. XpaHeHI/Ie JIeKapCTBeHHBIX CpC,Z[CTB OC}’H.[CCTBHHGTCH HpOI/I3BOI[I/ITeH$IMI/I J'IGKapCTBeHHLIX
CPENICTB, OpraHU3aIUsIMUA ONITOBON TOPTOBIIH JIEKAPCTBEHHBIMHU CPEJCTBAMH, alITCUHBIMU OPTaHHU3AIUSIMH,
BeTepI/IHapHI:IMI/I AlITCYHBIMU OpI‘aHI/ISaHI/IHMI/I, I/IHIII/IBI/I[[yaJII:HBIMI/I HpeﬂHpI/IHI/IMaTCJISIMI/I, NMCHOIIIMMHU
JUIEH3WI0 Ha (apMalleBTHYECKYIO JICSITEIbHOCTh WM JIMIICH3WI0O Ha MEAWIMHCKYIO JCSTEIbHOCTD,
MCOUIITMHCKUMH OpFaHI/I?)aI_[I/I}IMI/I, BeTepI/IHapHBIMI/I OpF aHN3alusIMn n HNWHBIMHA OpFaHI/ISaHI/ISIMI/I,
OCYIIECTBIISIONIMMHU  OOpaIlieHue JICKapCTBEHHBIX CPEACTB. XPAaHEHHE JIEKAPCTBEHHBIX CPEACTB IS
BeTepI/IHapHOFO HpI/IMeHeHI/ISI OpFaHI/ISaHI/IHMI/I nu I/IHIII/IBI/I,Z[yaJIBHI:IMI/I HpGIIHpI/IHI/IMaTeJISIMI/I B cnyqaﬂx, CcCJIn
OHH UCIIOJIb3YIOTCS UCKITIOUUTENHHO MPU Pa3BEICHUH, BRIPAIIIMIBAHUH, COJICPKAHUH U JICUCHUU KUBOTHBIX,
MOXKET OcyH_[eCTBJISITBCSI 663 HOJIy‘-ICHI/DI JIMIICH3UU Ha (I)apMaueBTquCKon HCATCIIBHOCTD.

2. IlpaBuna XpaHEHHUS JICKQPCTBEHHBIX  CPEJACTB  YTBEPXKIAIOTCSA  COOTBETCTBYIOIIUM
YIIOJIHOMOUYEHHBIM (peZiepanibHbIM OPraHOM UCTIONHUTENILHON BIIACTH.

3. XpaHeHHEe HAPKOTHYECKUX JICKAPCTBEHHBIX CPEICTB, MCUXOTPOIHBIX JICKAPCTBEHHBIX CPEJCTB,
panuodapManeBTHUECKUX  JIGKAPCTBEHHBIX  CPEACTB  OCYIIECTBISIETCS B COOTBETCTBHUHM  C
3aKkoHOnaTenbCcTBOM Poccuiickoit denepanuu.

TAPAHT:

Cn. KOMMmeHnmapuu K cmanise 58 HacmosAueco @e()epafleOZO 3AKOHA

Ungpopmayus 06 usmenenusx:

DedepanvHuim 3akonom om 25 dexabps 2012 2. N 262-D3 enasa 10 nacmoswezo @edepanibHoco 3aKOHA
oononnena cmamvet 58.1, ecmynarowell 8 Culy no ucmeuyeHuu cma 60cbMuoecsimu OHell nocie OHs
ouyuanvrozo onybnukosanus HazeanHo2o PedepaibHo20 3aKOHA

Crarbsa 58.1. IIpeamMeTHO-KOJUYECTBEHHBIM YYE€T JICKAPCTBEHHBIX CPEIACTB JJISI MEIUIIUHCKOTO

MIPUMEHEHUS

1. IlepeveHb JIEKAPCTBEHHBIX CPEJICTB JIUISI MEAMIIMHCKOTO TPUMEHEHUS, IMTOIJICKAITUX PEAMETHO-
KOJTMYECTBEHHOMY Y4YETY, YTBEPXKIACTCS YIOTHOMOYCHHBIM (elepalbHBIM OpraHOM HCIONTHHUTEIHHOU
BJIACTH.

HUnpopmayus 06 usmenenusix:

Dedepanvrvim _3axkonom om 3 uwons 2016 o. Ne 305-D3 6 uacms 2 cmameu 58.1 Hacmosweeo
DedepanvbHo2o 3aKOHA 6HECEHbl USMEHEHUs]

Cu. mekem yacmu 8 npeovlovuiell pedaKuui
2. Tlopsaok BKIIIOUEHHS JIEKAPCTBEHHBIX CPEJACTB JUIS MEAMIIMHCKOTO MPUMCHEHHS B IIEPEYEHb
JICKAPCTBCHHBIX CPEACTB ISl MEIUIIMHCKOTO MPUMEHCHHUS, MOJJICKAIINX MPEIMETHO-KOJIHMUECTBCHHOMY
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

y4eTy, YCTaHABJIMBAETCA YIMOIHOMOUYEHHBIM (elepalbHbBIM OpraHOM HCIIONHUTENBHON BJIACTH 1O
COITIaCOBaHUIO C (enepalbHBIM OpraHOM WCIIOJIHUTEIHHOW BIIACTH, YIOTHOMOYEHHBIM B cdepe
BHYTPEHHUX JIEI.

3. IlpeamMeTHO-KOJIMUECTBEHHBIM YYET JICKAPCTBEHHBIX CPENICTB IS MEIUIIMHCKOTO MPUMEHEHUS
BEIyT MPOU3BOJUTENN JIEKAPCTBEHHBIX CPEIACTB, OPraHU3alMKd ONTOBOM TOPTOBIM JIEKAPCTBEHHBIMU
CpeIICTBaMH, aNTEYHbIE OpraHU3allud, WHJWBHIyaJbHbIC MPEINPUHUMATENHN, UMEIOIINE JIUIICH3UI0 Ha
(dbapMaleBTHUECKYIO JAEATeIbHOCTh WU JIMIEH3UI0 Ha MEIUIIMHCKYIO JEATEIbHOCTb, U MEIUIIMHCKHE
OpraHu3aIiy, OCYIIECTBISIONINE OOpallleHne JIEKAPCTBEHHBIX CPEACTB ISl MEIUIIMHCKOTO MPUMEHEHUS,
MyTeM PETUCTpAlMK JIOOBIX CBS3aHHBIX C WX OOpalleHHeM OmNepalui, MpU KOTOPBIX H3MEHSETCS HX
KOJIMYECTBO U (WJIM) COCTOSIHUE, B CIEIMAJBHBIX JKYpHaAIaX y4eTa Olepaluid, CBI3aHHBIX ¢ 0OpallleHueM
JIEKapPCTBEHHBIX CPEJCTB AJII MEAULIMHCKOTO MTPUMEHEHHUS (J1aliee - CrelUalbHbIE )KYPHAJIbI).

4. IlpaBwiia perucTpaluu ornepanuid, CBA3aHHBIX C OOpalleHHuEeM JIEKAPCTBEHHBIX CPEACTB MJIA
MEIUIUHCKOTO NPUMEHEHUs, BKIIOYEHHBIX B IE€PEYEHb JIEKAPCTBEHHBIX CPEIACTB Uil MEIUIIMHCKOIO
MPUMEHEHU S, TIOJUICKAIINUX MPEIMETHO-KOJIMUYECTBEHHOMY YYETY, B CHEIHAIbHBIX JKypHAJIaX M IpaBuia
BEJICHUSI U XPAHEHUS CIEIHAIbHBIX )KYPHAJIOB YTBEPKAAIOTCS YIOTHOMOYEHHBIM (pe/iepaibHbIM OpraHOM
WCTIOJHUTEIIHOW BJIACTH.

Hnghopmayus 06 usmenenusix:

Yacmoe 5 usmenena c 19 aseycma 2024 2. - @edepanvusiii 3akon om 8 aseycma 2024 2. Ne 232-D3

Cm. npedvldyuivio pedakyuio

5. KoHTposib 3a COONIOZCHHWEM TMPABUJI PETUCTPAIMKM OMEPAIMif, CBA3aHHBIX C OOpaIleHUEM
JICKAPCTBEHHBIX CPEACTB JUIS MEIMIMHCKOTO NPHUMEHEHHS, BKJIIOYEHHBIX B IEPEYEHb JIEKAPCTBEHHBIX
CpeI[CTB A MEAUIIUHCKOI'O HpI/IMeHeHI/ISI, IIoJICxKalmnx HpCHMGTHO-KOJII/I‘-IGCTBGHHOMY yl{eTy, B
CIeIHaIbHBIX XKYPHAJaxX, a TAKXKe 3a COONIOAEHNUEM MPABHUIT BEACHUS U XPAHEHHS CIICIHAIBHBIX KYPHAIOB
BO3J1aracTcsi Ha yHOJIHOMO‘-IeHHBIe (be,uepanbﬂme OpI‘aHbI HCHOHHI/ITCHBHOﬁ BJIACTU WU HCIIOJIHUTCJIIBHBIC
opranbl CcyObekTOB Poccumiickoii ®emepanuu, OCYIIECTBISIONIME JIMIEH3UPOBAHKUE IPOU3BOICTBA
JICKapCTBEHHBIX CPEICTB, (PapMaIleBTHUECKOW JEATCIILHOCTH H MEAWIIMHCKOW JIEATEIBHOCTH, H
OCYIIECTBIISIETCS B paMKaX JIMIEH3UOHHOTO KOHTPOJIS.
TAPAHT:

Cm. AomunucmpamusHvlii peziamenm ucnoinenus PedepanvHoli cryxicOoU no HaAo30py 6 cepe
30pasooxpanenus  20CyOapCMEeHHOU  (QYHKYUU 1o OCYUWeCmENeHur0  TUYEeH3UOHHO20 — KOHMPOIs

Gapmayesmuueckoil deamenvbHocmu, ymeepacoenHvll npukazom Munzopasa Poccuu om 1 cenmsabps
2017 2. Ne 5851

Cm. kommenmapuu k cmamoe 58.1 nacmosiweco PedepanbHo2o 3aKOHA

I'naBa 11. YHHUTOXKEHHE JICKAPCTBEHHBIX CPEACTB

Crarbsa 59. OcHOBaHHS U MOPANAOK YHUYTOKCHUA JICKAPCTBCHHLIX CPCICTB

Ungpopmayus 06 uzmenenusix:

DedepanvHvim _3akoHom om 22 Odexabps 2014 2. Ne 429-D3 ¢ uwacme 1 cmamvu 59 Hacmosweeo
DedepanvbHoeo 3aKOHA 6HeCeHbl U3MeHeHUs, gcmynarowue 8 cuty ¢ 1 urons 2015 .

0  Cucrema 18

7 TAPAHT 2/

. 21

0 5

W

A O N


http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/70826338/1401
http://ivo.garant.ru/document/redirect/57344188/5810
http://ivo.garant.ru/document/redirect/71777350/0
http://ivo.garant.ru/document/redirect/71777350/1000
http://ivo.garant.ru/document/redirect/76839233/58105
http://ivo.garant.ru/document/redirect/409493579/4909
http://ivo.garant.ru/document/redirect/70438202/2000
http://ivo.garant.ru/document/redirect/70438202/1000
http://ivo.garant.ru/document/redirect/70438202/1100

®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
WU3MEHEHUSIM. ..
Cu. mexem yacmu 6 npedvioyuie pedaxyuu

1. HemoOpokauecTBeHHBIE JIEKAPCTBEHHBIE CPENCTBA, (pambcuUIMpOBaHHBIE JIEKapPCTBEHHBIE
CpeICTBa TOAJIeKAT U3BATHI0O K3 OOpalleHus U YHUYTOKEHHUIO B IOPSAIKE, YCTaHOBIEHHOM
ITpaButensctBoM Poccuiickoit ®enepanuun. OcHOBaHMEM Ui YHUUYTOXKEHUS JIEKAPCTBEHHBIX CPE/ICTB
SBIISIETCS] PELLIEHNE BIIAJEIIblIa JIEKAPCTBEHHBIX CPEACTB, PELIEHNE COOTBETCTBYIOIIETO YIOIHOMOYEHHOTO
(benepanbHOro OpraHa UCTIOIHUTENFHON BIACTH WIH PEIICHHUE Cy/a.

Hnghopmayus 06 usmenenusix:

Dedepanvruim _3axoHom om 22 odexabpa 2014 o. Ne 429-D3 6 uacmv 2 cmamvu 59 Hacmosweco
DedepanvbHoeo 3aKOHA 6HECEHbL U3MeHeHUs, sgcmynarouwue 8 cuay ¢ 1 urons 2015 .

Cm. mekem yacmu 6 npedvloyuien pedaxyuu

2. KonTpadakTHble JeKAPCTBEHHBIE CPEICTBA MOUIEKAT U3BATHIO U3 OOpAIEHUS U YHUUTOKECHUIO
no peuieHuio cyaa. IopsAnok yHUYTOXKEHHS KOHTPa(aKTHBIX JIEKAPCTBEHHBIX CPEIICTB YCTAHABIMBACTCS
[IpaBuTenscTBOM Poccuiickoit @enepanuu.

3. Pacxompl, cBfi3aHHBIE C YHHYTO)KEHHEM KOHTpPA(aKTHBIX JIEKAPCTBEHHBIX CPEJNCTB,
HEeI0OpPOKAaUeCTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, (anbCU(UIMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB,
BO3MEIIAIOTCS UX BIIAJENbLIEM.

4. Bnanenen JeKapCTBEHHBIX CPEACTB JOJKEH INPEICTaBUTh B YIOJIHOMOUYEHHBIN (enepaibHbIil
OpraH HCIOJHUTEIbHONW BIACTH JOKYMEHT WJIM 3aBEPEHHYIO B YCTAHOBJIIEHHOM MODSJIKE €r0 KOIMIO,
HOATBEPXKAtoIINe (GaKT YHUYTOKEHHSI JIEKAPCTBEHHBIX CPE/ICTB.

5. CoOTBETCTBYIOLIMI yIOIHOMOYEHHbIH (eaepaibHblii  OpraH HCIOJHHUTEIBHON BIACTH,
NPUHABLIMKA pelleHne 00 YHUYTOXEHHUU JIEKapCTBEHHBIX CPEACTB, OCYIIECTBISET KOHTPOJIb 3a HUX
YHUUTOKEHHUEM.

6. VYHUYTOXXEHUE JIEKAPCTBEHHBIX CPEICTB IPOU3BOAMTCS OPTraHU3ALMAMH, HMEIOIUMU
COOTBETCTBYIOIIYIO JIUIICH3HIO, HA CIEIHATBHO 000pYIOBaHHBIX IUIOLIA/IKAX, TOJIUTOHAX U B CIEIHAIBHO
000pY/IOBAaHHBIX MOMELICHUAX C COOMIOAEHHEM TpeOOBaHUN B OOJACTH OXpaHbl OKpYXKarollled cpenbl B
COOTBETCTBMH C 3aKoHOnarenabcTBoM Pocculickoit denepanuu.

7. Hapkornyeckue JIEKapCTBEHHBIE CPENCTBA, IICUXOTPOIHBIE JIEKAPCTBCHHBIE CPENCTBA,
panuodapmaleBTHUECKUE JIEKAPCTBEHHBIE CPENICTBA YHUUTOXKAIOTCS B COOTBETCTBUHU C 3aKOHOJATEIHCTBOM
Poccuiickoit @enepanuu.

TAPAHT:

Cn. KOMMeHmapuu Kk cmanse 59 HacmosAueco @e@epaﬂbﬂoeo 3AKOHA

I'maBa 12. Focy;lapCTBeﬂﬂoe PETrYJIMPOBAHUE CH HA JICKAPCTBECHHbIC NIpenaparTsbl AJd MEIUIIUHCKOI'0O
NPUMCHCHUSA

Crarbsa 60. IocymapcTBeHHOE peryliMpoBaHHE ILI€H Ha JIeKapCTBEHHbIE Mpenaparsl Ul
MEIUIIUHCKOTO MPUMEHEHUS

HUnpopmayus 06 usmenenusix:

Yacmo 1 usmenena c 26 mapma 2020 2. - @edepanvhovuii 3akon om 26 mapma 2020 2. Ne 67-D3

Cm. npedvioviyyro pedaxkuuio
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

1. TocynapcTBeHHOE pErylnMpOBaHME II€H Ha JIEKapCTBEHHBIE Mpenaparhl ISl MEIUIIUHCKOTO
MIPUMEHEHHUS OCYIIECTBIISIETCS] TOCPEICTBOM:

Hnghopmayus 06 usmenenusix:

Ilynkm 1 usmenen c 13 urona 2020 2. - @edepanvusiii 3akon om 13 utons 2020 2. Ne 206-D3

Cum. npedvloyuyio pedaxyuro

1) yrBepxknenus I[lpaButenbctBom Poccuiickoit @enepanuu NepeyHs KU3HEHHO HEOOXOIUMBIX U
BO)XHEHIIIMX JIEKAPCTBEHHBIX MpPEnapaToB, KOTOPbIM (OpMHUpPYETCSs M HE pexe OIHOro pasa B IO
[IEPECMATPUBAETCSI B YCTAHOBJICHHOM UM MOPSJIKE HA OCHOBE KOMIUIEKCHOW OLIEHKH JIEKAPCTBEHHBIX
IpenapaToB, BKJIKOUYas aHAJIU3 CBEIEHUM O CPaBHUTEIbHON KIMHUYECKOH 3(ppeKTuBHOCTH 1 6€301aCHOCTH
JIEKapCTBEHHOT'O CPEJICTBA, OLICHKY SKOHOMUYECKUX MOCIEICTBUI IPUMEHEHUS JIEKAPCTBEHHOIO CPEACTBA
U U3Y4EHUE JIOTOJIHUTEIbHBIX TOCIEICTBUI IPUMEHEHUS JICKapCTBEHHOTO CPEJCTBA;

Hnghopmayus 06 usmenenusix:

Ilynkm 2 usmenen ¢ 7 urons 2019 2. - @edepansvhuuii 3akou om 6 utons 2019 2. Ne 134-D3

Cm. npedvldyuivio pedakyuio

2) yTBEp)KIEHUS METONMKU pacueTa IpeleibHbIX OTIYCKHBIX ILI€H IpPOM3BOAUTENIEH Ha
JICKApCTBEHHBIE IIperaparbl, BKIIOUCHHBIC B IEPCYCHb JKM3HEHHO HEOOXOAMMBIX M Ba)KHEHINHX
JICKApCTBEHHBIX NpPEnapaToB, a TAK)Ke BHEAPEHUS MEXaHW3MOB (POPMHUPOBAHUS CHCTEMBI pedepeHTHBIX
IIeH;

Hngopmayus 06 usmenenusix:

Ilynkm 3 usmenen c¢ 7 urons 2019 2. - @edepanvhulii 3akou om 6 utons 2019 2. Ne 134-D3

CMm. npedvldyuivio pedakyuio

3) TrOCyIapCTBEHHOM pErucTpalud MPededbHBIX OTIIYCKHBIX II€H IPOU3BOAMTENIEH Ha
HeKapCTBCHHbIe HpeHapaTBI, BKJIFOUCHHBIC B HepequL KU3HCHHO HeOGXO,Z[I/IMBIX 58 Ba)KHeﬁIHHX
JIEKAPCTBEHHBIX MIPENAPATOB;

4) BeneHUs IOCYIapCTBEHHOTO pPEECcTpa MNPEeibHBIX OTIYCKHBIX LIEH MPOU3BOIUTENEH Ha
JIEKapCTBEHHBIE IIpenaparbl, BKIIOUCHHBIE B IEPEYEHb JKM3HEHHO HEOOXOAMMBIX M BaKHEWIIHX
JIEKapCTBEHHBIX MPEMApaToB;

Hngopmayus 06 usmenenusix:

Ilynkm 5 usmenen ¢ 19 ageycma 2024 2. - @edepanvviii 3akon om 8 aszycma 2024 2. Ne 232-P3

CM. npedblOyuyio pedaxyuro

5) yTBEp)KIeHUS METOIMKH YCTAHOBJICHHS HCTIOIHUTEIBHBIMH OpraHaMu CyObeKTOB Poccuiickoit
denepanyy NpeAeTbHBIX Pa3MEpPOB ONTOBBIX HAZA0aBOK U MPEAEIbHBIX pa3MEpOB POSHUYHBIX Ha/I0aBOK K
(aKTUYEeCKUM OTIYCKHBIM I[€HaM, YCTAHOBJICHHBIM HPOU3BOAUTEISIMHU JIEKAPCTBEHHBIX IpernaparoB, Ha
JICKAPCTBCHHLIC TIpCriaparbl, BKIIOYCHHLIC B TICPCUCHL JKU3HCHHO H€06XO,Z[I/IMI>IX U BaXHEHUIIHNX
JIEKapCTBEHHBIX MPENapaToB;

6) YCTaHOBJICHUA OPCACIbHBIX PASMCPOB OIITOBBIX Hall6aBOK " NPEACIIbHBIX PasMCpPOB PO3HUYHBIX
HaA0aBOK K (PAKTHMUECKUM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM TPOU3BOIUTENIAMU JIEKapCTBEHHBIX
npenaparoB, Ha JICKAPCTBCHHLIC IIPCNaparbl, BKJIKOYCHHBIC B HOCEPCUCHL KU3HCHHO HGOGXO,Z[I/IMBIX u
BaXHEHIIINX JIEKAPCTBEHHBIX MPEMapaToB;

Ungpopmayus 06 uzsmenenusix:
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

Yacms 1 oononnena nynkmom 6.1 ¢ 1 cenmsaops 2024 2. - @edepanvusiii 3axkon om 30 aueaps 2024 2. Ne 1-
D3

6.1) ompenenenus IlpaBurenscTtBoM Poccuiickoit denepanuu mopsaka IeHOOOpa30BaHUS Ha
HE3apeTUCTPUPOBAHHBIC JIEKAPCTBEHHBIE MTpenaparhl AJisi MEAUIIMHCKOTO MPUMEHEHHUsI, KOTOPbIE BBE3EHBI B
Poccuiickyro denepanuio i OKa3aHUs MEAUIIMHCKOM MTOMOIIH MO KU3HEHHBIM MTOKa3aHUSM KOHKPETHOTO
MalKeHTa U MEeXyHApO/JIHbIE HEMATEeHTOBAHHBIE, WM IPYNIUPOBOYHBIC, WIIM XUMUYECKHEe HAMMEHOBAHUS
KOTOPBIX COJIEpKATCsl B IEPEUHE )KU3HEHHO HEOOXOAMMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB;

Ungpopmayus 06 usmenenusx:

Ilynkm 7 usmenen ¢ 19 ageycma 2024 2. - @edepanvusiii 3akon om 8 aszycma 2024 2. Ne 232-D3

Cm._ npeduloywyio pedaxyuio

7) YTBEpXKIEHUS MOPSAKA BBbIIAYM NPEANUCAHWN HWCIIOJHUTEIBHBIM OpraHaM CYObEKTOB
Poccuiickoit @enepanuu 0 NpUBEACHUN B COOTBETCTBUE C 3aKOHOAATENLCTBOM Poccuiickoit denepaumu
pemeHuit 00 yCTAaHOBJICHHHM NIPEICIbHBIX pa3MEpPOB OMNTOBBIX HAA0ABOK W TMPEIEIbHBIX pa3MepOB
PO3HUYHBIX HAA0AaBOK K (AKTUUECKHUM OTIIYCKHBIM II€HaM, YCTaHOBICHHBIM TMPOU3BOIUTEISIMH
JIEKapCTBEHHBIX TIPEMapaToB, Ha JICKAPCTBEHHBIC TMperapaThl, BKJIIOYCHHBIC B TIEPEYCHb KU3HEHHO
HEOOXOIMMBIX W BAXHEHUINUX JIGKAPCTBCHHBIX TIPENaparoB, €CIM OHU MPHHATHI C HapyIICHUEM
3akoHojaTenbcTBa Poccuiickoit denepauun, B nopsiake, ycraHoBieHHOM [IpaButensctBoMm Poccuiickoit
Oenepanuu;

Unghopmayus 06 usmenenusx:

Ilynkm 8 usmenen ¢ 19 ageycma 2024 2. - @edepanvhuiii 3akon om 8 aszycma 2024 2. Ne 232-P3

Cu. npedbloywyio pedaxuyuio

8) HampaBieHMs YHOJIHOMOYEHHBIM (pefepallbHbIM OpPraHOM  MCIIOJHMUTENBbHOM  BJIACTH
UCTIOJIHUTENFHBIM OpraHaM cyObekTtoB Poccuiickoit ®enepanuu npennucaHuii O TMPHUBEICHUU B
COOTBETCTBUE C 3aKOHOJATeNbCTBOM Poccuiickoit denepanuy NpUHATHIX ¢ HAPYIIEHUEM 3aKOHOATEIbCTBA
Poccuiickoii ®eneparmu pemeHnid 00 yCTAaHOBICHHM NPEACTBHBIX Pa3MEpOB ONTOBBIX HAJ0ABOK U
IpeAeIbHBIX pa3MEepOB PO3HUYHBIX HAJ0AaBOK K LIEHAM HA JIEKAPCTBEHHBbIE Ipenaparhbl, BKIIOYECHHBIE B
nepedeHb )KU3HEHHO HEOOXOMMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX MPETIaparoB;

HUnpopmayus 06 usmenenusix:

Ilynkm 9 usmenen c¢ 19 ageycma 2024 2. - @edepanviviii 3akon om 8 aszycma 2024 2. Ne 232-P3

Cm. npedviOyuyio peoaxyuio

9) ocymectBieHus (¢eneparbHOr0 TOCYIapCTBEHHOTO Haa3opa B cdepe  oOpaimieHus
JIEKAPCTBEHHBIX CPEACTB M PErHOHAIBHOIO TOCYAAPCTBEHHOIO KOHTPOJIS 32 NPUMEHEHUEM II€H Ha
JIEKapCTBEHHBIE  Tpemaparbl  COOTBETCTBEHHO  YIOJHOMOYECHHBIMH  ()eAepabHBIMH  OpraHaAMH
WCIIOJTHUTENILHON BJIACTH W MCTIOJHUTEIBHBIMH OpraHamu cyObekToB Poccuiickoit deaepannuu COTIaCHO
MX KOMIIETECHILIMH B [IOPAIKE, ycTaHOBIEHHOM lIpaBurensctBom Poccuiickoit denepanuu;

H/l(ﬁopﬂilﬂﬂl}l 00 UBMEHEHUSIX:

Ilynkm 10 usmenen ¢ 1 mapma 2020 2. - @edepanvhsiti 3axon om 27 dexaobps 2019 2. Ne 475-D3

Cm. npedvioviyyio pedaxkuuio
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

10) mnpuMeHeHHs TPETYCMOTPEHHBIX 3aKOHOAATEIhCTBOM Poccuiickoit  denepanuu  Mep
OTBETCTBEHHOCTH 32 HapYIICHHE TOPsIKa IIEHOOOpa30BaHUS Ha JICKApCTBEHHBIC MPENapaThl, BKIFOUCHHBIC
B [IEpPEYCHD KU3HEHHO HEOOXOIUMBIX U BaXKHEUIITNX JIEKApCTBEHHBIX MPENaparoB.

Unghopmayus 06 usmenenusx:

Cmamws 60 oononnena yacmoio 2 ¢ 26 mapma 2020 2. - @edepanvuwiil 3axon om 26 mapma 2020 2. Ne 67-
D3

2. B ycnoBusix ype3BblYaiiHOW CUTYyalluu U (MJIM) MPU BO3HUKHOBEHUU YI'PO3BI PaCIpPOCTPAHEHUS
3a00JieBaHUs, TPEACTABISIONIECTO OIMACHOCTh I OKPYKAIOIIMX, a TaKXe B CIIy4ae, €CIU B TEUCHHUE
TPUIALIATA KAJICHAAPHBIX IHeW mnocie npuHatus [IpaBurensctBoMm Poccuiickoit Denepauuu pemieHus o
MPOBEICHUY MOHUTOPUHIA PO3HUYHBIX LIEH Ha JIEKAPCTBEHHBIE MPENAPAThI, HE BKIIOUYECHHBIC B IEPEYECHB
JKU3HEHHO HEOOXOIMMBIX W Ba)XKHEWIIMX JICKApPCTBEHHBIX MPEraparoB, HAa TEPPUTOPHUSAX CYOBEKTOB
Poccuiickoil @enepanny BBIABICH POCT PO3HUYHBIX LIEH HA yKa3aHHBIE JICKAPCTBEHHBIC IIpenaparbl Ha
TPUALIAThH MPOLIEHTOB U Oonee, [IpaButenbcTBo Poccuiickoit denepanuu BIpaBe yCTAHOBUTH MpeieIbHbIC
OTIYCKHBIE IEHBI MPOW3BOAMTEIICH HA YKa3aHHBIE JIEKAPCTBEHHbBIC Mpernaparbl, MPEIeIbHbIE pPa3Mepbl
ONTOBBIX HAJA0aBOK W TpeAeNbHbIE pa3Mepbl POZHUYHBIX HAI0aBOK K (DaKTUYECKUM OTIYCKHBIM II€HaM
MPOU3BOJIUTENICN HA YKAa3aHHBIE JIEKAPCTBEHHbIC Ipernaparhl. [lepedeHb JIEeKapCTBEHHBIX MPENapaToB, HE
BKJIIOYCHHBIX B M€PEUEHb )KU3HEHHO HEOOXOAMMBIX U BAXKHEHUIIIUX JIEKAPCTBEHHBIX MPENapaToB, U HOPSIOK
ero (hopmupoBanus omnpenernstorcs [IpaBurenscrBom Poccuiickoit denepammn.

Hnghopmayus 06 usmenenusix:

Cmamus 60 oononnena uacmoio 3 ¢ 26 mapma 2020 2. - @edepanvruiil 3axkor om 26 mapma 2020 2. Ne 67-
D3

3. B TeueHue aeBsiHOCTA KalleHAApHBIX AHEW co nHA yrBepxaeHus [IpaBurtenbctBomM Poccuiickoii
denepauny NepeyHs, yKa3aHHOIO B YACTH 2 HACTOAILUEH CTAaTbd, HE JOIIYCKAKOTCS pealu3alus U OTIYCK
BKJIFOYCHHBIX B HETO JICKAPCTBEHHBIX IPENAapaTroB MO LEHAM, IPEBBIIAIOMINM IPEIEIbHbBIE OTIIYCKHBIC
LEHbl IIPOM3BOAMUTENICH HAa YKa3aHHBIC JICKAPCTBEHHBIC IIpenaparbl, INPEACNbHbIE pPa3MeEpbl ONTOBBIX
HaA0aBOK U TNpENesIbHbIE pa3Mepbl PO3HUYHBIX HaA0aBOK K (PAKTHUYECKMM OTIIYCKHBIM II€HaM
NPOM3BOJUTENCH Ha YyKa3aHHbBIE JIEKAPCTBEHHBbIE IIpermaparbl C Yy4YeTOM Hajlora Ha JJ100aBJICHHYIO
CTOUMOCTb.

TAPAHT:

Cm. kommenmapuu k cmamoe 60 nacmosweco PedepanvbHo20 3aKOHA

Hnghopmayusi 06 uzsmenenusix:

Cmamobs 61 uzmenena ¢ 7 urons 2019 2. - @edepanvubiil 3axkon om 6 urons 2019 2. Ne 134-D3

Cm. npedvldyuivio pedakyuio
Crarbsa 61. TocynapcTBeHHass perucTpaunusi U MepeperucTpanus NpelesibHbIX OTIYCKHBIX LEH
NPOU3BOIUTENCH Ha JICKAPCTBEHHBIC MpEMapaThl, BKIIOYCHHBIC B MEPEUYCHb KHU3HEHHO
HCO6XOI[I/IMLIX 158 Ba)KHeﬁMHX J'IeKapCTBCHHI)IX HpenapaTOB

Hnghopmayus 06 usmenenusix:

Yacmo 1 usmenena c 30 saneapsa 2024 2. - @edepanvhviii 3akon om 30 aneapsa 2024 2. Ne [-D3

Cm. npedviovyyio pedaxkuuio
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
WU3MEHEHUSIM. ..
TAPAHT:
Tlonooxcenus wacmu 1 (8 peoaxyuu Pedepanrvroeo 3axona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npedocmasieHus 20CyO0apCmeeHHblX YCiye npu 00paujeHulu 1eKkapCmeeHHblx cpeocms Oisi MeOUYUHCKO20
npumenenus nocpeocmeom EITUC3 u (unu) ELLY, npumensiomes c 1 aunsapa 2026 o. Pecucmpayuonmvie
Y0OCmo8epeHUsl 1eKapCmMBEeHHbIX NPenapamos 0l MeEOUYUHCKO20 NPUMEHEeHUs, Noomeepicoarowue Gakm
20CY0apCmeenHol  pecucmpayuu, Ha OYMAdiCHOM Hocumene U OVOIUKAmvl — pecucmpayuoHHbIX
y0oCmogepeHUll J1eKApCMEEeHHbIX Npenapamos Oas MeouyuHckoeo npumernenus ¢ 1 saneapsa 2026 e. ne
8b10AI0MCSL

1. TlpenenbHas OTHYCKHAs IleHA MPOM3BOAMTENS HA JICKAPCTBCHHBIN Ipemnapar, BKIIOYCHHBIH B
IEpeYeHb JKM3HEHHO HEOOXOMUMBIX U  BaXHEWIIUX JIGKAPCTBEHHBIX MPENaparoB, IMOAJEKHUT
rOCYIapCTBEHHOW PErUCTpalvy B MOPAJIKE, ycTaHOBIEHHOM [IpaButensctBoM Poccuiickoit @enepannu, Ha
OCHOBAaHHHU HAMPABICHHOTO IMOCPEICTBOM EIMHOIO MOpTajla B YMOJHOMOUYEHHBIH (hefepaiabHBId OpraH
WUCTIOJHUTEIFHOW  BIIACTHM WM JIMYHBIA ~ KaOWMHET  YIOJTHOMOYEHHOTO  ()elepalibHOrO  OpraHa
UCTIOMTHUTENFHOM BIACTH B EIWHOM cHUCTeMe, TOAMMCAHHOTO YCWJICHHON KBadU(UIIMPOBAHHOU
DJICKTPOHHOUW TIOJINKCEI0 3asBICHUS JepKaTelisl WIA BiaJaeiblla PETHCTPAIIHOHHOTO YIAOCTOBEPCHHUS
JIEKapCTBEHHOTO Mpenapara (YIoIHOMOYEHHOTO UM JIUIIA).

Hnghopmayusi 06 uzsmenenusix:

Yacmo 2 usmenena c 30 ansaps 2024 2. - @edepanvusiil 3akon om 30 aneaps 2024 2. Ne 1-D3

Cm. npedvioviyyio pedaxuuio
TAPAHT:

Tonoocenua wacmu 2 (8 pedaxkyuu Pedepanvrozco 3axona om 30 aunsapa 2024 2. Ne 1-D3), kacarowuecs
npedocmasieHus 20CyO0apCmeeHHblX YCaye npu 00paujeHulu 1eKapCmeeHHblx cpeocms Oisi MeOUYUHCKO20
npumenenus nocpeocmeom EI'MC3 u (unu) EIILY, npumensromes c 1 auneapsa 2026 2. Pecucmpayuonnvle
Y0OCmo8epeHUst 1eKapCmMBEeHHbIX NPenapamos 0l MeEOUYUHCKO20 NPUMEHEeHUs, NoOmeepicoarowue Gakm
20CY0apCmeenHHol  pecucmpayuu, Ha OYMAdCHOM Hocumene U OVOIUKAMbl  PecUCmpayuoHHbIX
Y0OCmoBepeHUll JIeKAPCMEEHHbIX NPenapamos Oas Meouyunckoeo npumernenus ¢ 1 saneapsa 2026 e. ne
8v10a0mcs

2. 3aperucTpupoBaHHas TpelneNbHAas OTIYCKHAs II€Ha TIPOMW3BOAMTENSI HAa JIEKapCTBEHHBIN
npermapar, BKIIOUEHHBINH B IEPEYCHb )KU3HEHHO HEOOXOUMBIX U BAXKHEHIITUX JIEKAPCTBEHHBIX MPENaparos,
MOXeET OBITh MEPEePErUCTPUPOBAHA B CTOPOHY YBEJIWYCHHUS OAHMH Pa3 B KaJCHIAPHOM TOJy Ha OCHOBAaHHH
HampaBJIeHHOTO 10 | OKTA0ps KaXkJI0oro roja MOCPEACTBOM €IMHOIO IOpTaja B YHNOJTHOMOYEHHBIN
(denepanbHBI OpraH WCIOJTHUTEIBHOW BIIACTH WJIM JIMYHBIA KaOWHET YIIOJIHOMOYEHHOTO (hemepaibHOro
opraHa HCHOTHUTEIBLHON BIACTH B €IMHON CHUCTEME, MOAMUCAHHOTO YCHUJICHHOW KBaTU(UIIMPOBAHHOU
DIIEKTPOHHON IONKCHI0 3asiBICHHUS JAep)KaTellss WM BIaJeliblla PErHCTPAlMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOTO Mpernapata (yrnoJIHOMOYEHHOTO UM JIUIIA).

Ungpopmayus 06 usmenenusix:

Yacmo 3 usmenena c 30 ansaps 2024 2. - @edepanvusiil 3akon om 30 aneaps 2024 2. Ne 1-D3

Cm. npedvioviyyro pedaxkuuio
TAPAHT:

Tonosxcenusn wacmu 3 (6 peoaxyuu Pedepanvroeo 3axona om 30 ausaps 2024 2. Ne 1-D3), kacarowuecs
npeodoCcmasgienuss 20Cy0apCmeeHHbIX YCiye Npu 00paujeHul 1eKapcmeeHHvlx cpeocma 0 MeOUYUHCKO20
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
WU3MEHEHUSIM. ..
npumenenus nocpeocmeom EITUC3 u (unu) EILY, npumensiomes c 1 aneapa 2026 e. Pecucmpayuonnvie
Y0OCmo8epeHUsl 1eKapCmMBEeHHbIX NPenapamos 0l MeEOUYUHCKO20 NPUMEHEHUs, Noomeepicoarowue gakm
20CY0apCcmeenHol  pecucmpayuu, Ha OYMAdX€CHOM Hocumene U  OVOIUKamvl  pecucmpayuoHHbIX
Y00OCmoGepeHUll J1eKApPCMEEHHbIX Npenapamos Ons MeouyuHcko2o npumernenus ¢ 1 sameapsa 2026 . ne
8b10AOMCSL

3. 3aperucTpupoBaHHAas TpeAeNbHAs OTIYyCKHAs IIeHA TMPOU3BOJUTENSI Ha JICKApPCTBEHHBIN
Mpernapar, BKJIIOUEHHBINH B IEPEYCHb )KU3HEHHO HEOOXOUMBIX U BaXKHEHUIIUX JIEKAPCTBEHHBIX MPENaparos,
MOYKET OBITh TEePEPETUCTPUPOBAHA B CTOPOHY CHIDKCHHS HA OCHOBAHWH HAIPABICHHOTO IOCPEICTBOM
€IMHOTO TOopTajia B YIOJHOMOYEHHBIH (efepanbHbIi OpraH HCIOJHUTEIBHON BIACTH WM JIMYHBIN
KaOWHET YIOJHOMOUYEHHOTO (henepanbHOro opraHa WCIIOJIHUTEIBHONW BIACTH B EIUHOW CHCTEME,
MOJITMCAaHHOTO YCHJIEHHOM KBaMu(UIMPOBAHHOW JJIEKTPOHHOW MONMUCHIO 3asBICHUS Aepareis WIH
BJIAJIEIIbIA PETUCTPALMOHHOTO YIOCTOBEPEHUS JIEKApCTBEHHOTO Ipernapara (YIoJIHOMOYEHHOTO UM JIUIIA).

Hnghopmayus 06 usmenenusix:

Yacmoe 4 usmenena c 30 aneapsa 2024 2. - @edepanvnviii 3akon om 30 aneapsa 2024 2. Ne [-D3

Cm. npedvioviyyro pedaxuuio
TAPAHT:

Tonoocenus vacmu 4 (8 peoaxyuu Pedepanrvroeo 3axona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npedocmasieHus 20Cy0apCmeeHHblX Yciye npu 00paujeHulu 1eKkapCmeeHHblX cpeocms Oisi MeOUYUHCKO20
npumenenus nocpeocmeom EITUC3 u (unu) EILY, npumensiomes c 1 aneapa 2026 e. Pecucmpayuonnvie
Y00OCmMo8epeHUsl 1eKapCmMBEeHHbIX NPenapamos 0l MEOUYUHCKO20 NPUMEHEHUs, Noomeepicoarowue gakm
20CY0apCcmeenHol  pecucmpayuu, Ha OYMAdx@cHOM Hocumene U  OYOIUKAmvl  pecucmpayuoHHbIX
Y00OCmoGepeHUll J1eKApCMEEeHHbIX Npenapamos Ons MeouyuHcko2o npumernenus ¢ 1 sameapsa 2026 . ne
8b10AOMCSL

4. Jlepxatenp WM BIAJENEll PETUCTPALMOHHOIO YAOCTOBEPEHMs JIEKAPCTBEHHOIO Iperapara
(YOTHOMOUEHHOE MM JUI0) O0S3aH HANpaBUTh MOCPEICTBOM EIMHOIO MOpTaja B YMOJHOMOUYEHHBIH
(benepanbHBI OpraH WCHOJTHUTENBHOW BIACTH WJIM JIMYHBIA KaOWHET YIOJHOMOYEHHOTO (henepaibHOro
opraHa HWCIHOJHHUTENbHOM BJIAcCTU B €IWHOM CHUCTEMe MOJINUCAHHOE YCUJICHHOW KBaTH(PHUIIMPOBAHHON
DIIEKTPOHHON TOANKCHIO 3asBICHHE O MEPEeperHCcTpalyy 3aperuCTPUPOBAHHON NpeAeTbHON OTIYCKHOM
[IEHBI POU3BOIUTEINS Ha JIEKAPCTBEHHBIN Mpenapar, BKIIOYCHHbIN B IepeYeHb KUZHEHHO HEOOXOAUMBIX U
BaXHEHIIINX JIEKAPCTBEHHBIX MTPEIAPaToOB, B CTOPOHY CHUKCHHS B CICIYIOIINX CITyJasiX:

1) cHMKeHHe 1IeHbl B MTHOCTPAHHOW BaJlIOTE Ha JIGKAPCTBEHHBIN Mperapar B CTpaHe MPOU3BOAUTENS
U (MIM) B CTpaHaxX, B KOTOPBIX JIEKApPCTBEHHBIM Iperapar 3aperucTpUpoBaH U (MJIM) B KOTOpBIE
MOCTABJISETCS TPOU3BOAUTEINEM;

2) CHWKEHHWE IIeH Ha pedepeHTHBIC JIEKAPCTBEHHBIE MpenapaThl B COOTBETCTBUU C ITYHKTOM |
HACTOSIIIEH dYacTH (A1 COOTBETCTBYIOIIMX BOCIIPOM3BEJACHHBIX, OWOAHAJIOTOBBIX (OMOMOAOOHBIX)
JIEKapPCTBEHHBIX MPEIaparoB);

3) mpeBBINICHUE TPENETLHON OTIYCKHOHN IIEHBI Ha MEPBBI BOCIPOU3BEIACHHBIN, OMOAHAIOTOBBII
(OnononoOHBIN) JIEKAPCTBEHHBIM IMpenapaT MHOCTPAaHHOIO IPOM3BOACTBA HAJ MIPEIENIbHON OTIYCKHOU
IIEHON TPOM3BOMUTENSI Ha BTOPOW BOCTIPOW3BENCHHBIN, OMOAHAIOTOBBIN (OMOIOMO0HBIN) JIEKApCTBEHHBIN
[penapar, pacCYuTaHHOM B COOTBETCTBHUM C METONUKOW, yTBepkKaeHHOM IIpaBurenbcTBoM Poccuiickoin
denepanuu;
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4) TIpeBBIICHHUE MPEACTIbHON OTITYCKHOW II€HBI Ha TIEPBBIM BOCIPOM3BEICHHBIN, OMOaHAIOTOBBIN
(6uomoI00HBIN) JIEKAPCTBEHHBIM TpermapaT MPOU3BOAMTENS TocydapcTBa - wieHa EBpasuiickoro
HSKOHOMHMYECKOTO  CO03a HaJ  NpPEeNbHON  OTIMYCKHOW LIEHOM  MpOW3BOAMTENE Ha  BTOPOM
BOCIIPOM3BE/ICHHBINA, OnOaHamoroBblii (OMOMONOOHBIN) JIEKapCTBEHHBIM IMpernapar MpOU3BOIUTEINS
rocylapcTBa - uieHa EBpazuiickoro 3KoHOMUYECKOTO COI03a, PACCYMTAHHON B COOTBETCTBUU C METOAMKOIM,
yrBepkaeHHou [IpaBurensctBoM Pocculickoit denepanuu.

Hnghopmayus 06 usmenenusix:

Cmamus 61 oononnena wacmoio 4.1 ¢ 1 mapma 2026 2. - @edepanvhuiii 3akon om 31 urona 2025 2. Ne 304-
D3

4.1. B cnywae, ecnu OT MMEHU JAep)Kareisl WIM BiaJeiblia PErUCTPALMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOIO Ipernapara AEUCTBYET €ro mpeAcTaBuTelb ((U3NYEcKoe JUIO), YIOJIHOMOUYEHHBIN
JIeMCTBOBATh HA OCHOBAHWU JIOBEPEHHOCTH B DJICKTPOHHOH (hopMe B MAITMHOYATAEMOM BHJE, 3asBJICHU,
yKa3aHHbIE B 4acTax 1-4 HacTosled cTaThbH, MOTYT ObITh HMOANUCAHBI YCUJICHHON KBadH(pULIUPOBAHHOMN
DIICKTPOHHOH MOINUCHIO0 THOO0 YCHIICHHON HEKBATU(PUIIMPOBAHHOHN 3JIEKTPOHHON MOITHCHIO.

5. llopsapok  mepeperucTpalMd — 3apeTUCTPUPOBAHHBIX — IPEIENIBHBIX  OTIYCKHBIX  LIE€H
MPOM3BOJUTENCH Ha JIGKAPCTBEHHBIC TpEnaparbl, BKIIOYCHHBIE B IEPEYCHb JKU3HEHHO HEOOXOTUMBIX U
BOXHEHMILNX JIEKAPCTBEHHBIX IIPENapaTroB, B ClydyasxX, NPEAYCMOTPEHHBIX 4acTamu 2 - 4 HacTosAlEH
cTaThy, ycraHasinusaercs [IpasutensctBoM Poccniickont @enepannn.

6. DKOHOMUYECKHI aHalIW3 NPEICIbHON OTIYCKHOW LIEHBI NPOM3BOAUTENS HA JIEKAPCTBEHHBIN
Ipernapar, BKJIIOUEHHBIH B IEPEYEHb )KU3HEHHO HEOOXOUMBIX U BaXKHEHMIINX JIEKAPCTBEHHBIX MPENaparos,
IIPU €€ TOCYIapCTBEHHOW PErucTpaly WIN MepeperucTpaliy OCyLECTBIsAETCS (enepaabHbIM OpraHOM
MCTIOJIHUTENIFHON BIIACTH, OCYIIECCTBISIFOIINM (YHKIIUU MO TPUHITHIO HOPMATHBHBIX MPABOBBIX AKTOB H
KOHTPOJIIO 3a COOMIOCHNEM 3aKOHOJIATENIbCTBA B chepe rOCyJapCTBEHHOTO PEryIupoBaHus 1ieH (TapugoB)
Ha TOBaphI (YCIyTH).

7. PacueT mpenenbHbIX OTIYCKHBIX LIEH, YKa3aHHBIX B 4acTax | ¥ 2 HAcTOALIEW CTaTbH, NMPU HUX
rOCYJapCTBEHHOM PETUCTpALMU WIIM INEPEPETUCTPALUN OCYIIECTBIISIETCS B COOTBETCTBUHM C METOAMKOM,
yTBep)KaeHHOU [IpaBurensctBom Poccuiickoit denepaniii ¥ yUUTHIBAIOLIEH B TOM YHCIIE:

1) cobmronenne OanaHca MHTEPECOB MOTPEOUTENCH JIEKAPCTBEHHBIX IMPETapaTroB, BKIIOUECHHBIX B
[epeYeHb >KU3HEHHO HEOOXOIMMBIX M BaXHEHIIMX JIEKApCTBEHHBIX MpPENaparoB, M IMPOU3BOIUTENCH
JICKApCTBEHHBIX TIPENapaTroB, BKIIOYCHHBIX B TIEPEUCHb JKU3HEHHO HEOOXOMMMBIX W Ba)KHEHIINX
JIEKapCTBEHHBIX MIPENApPaTOB;

2) dakTHUECKYIO OTITYCKHYIO [IEHY Ha JIeKapCTBEHHBIE npernaparsl B Poccuiickoit denepanyu, eHy
BBO3a JICKapCTBEHHBIX InpemnaparoB B Poccuiickyro ®Penepanuio, a Takke LEHbl Ha aHAJIOTUYHbBIE
JIEKapCTBEHHBIE TIpenapathl, HaxoAsIuecs: B oopamienuu B Poccutickoit ®enepanuu;

3) 3arparThl NPOM3BOAMTENS JIEKAPCTBEHHOIO Ipenapara Ha IMPOU3BOJACTBO M PEaTU3ALHIO
JIEKapCTBEHHOTI'O IIpenapara;

4) ueHy Ha JIeKapCTBEHHbIN Ipenapat, ero eHy B CTpaHe MPOU3BOIUTENS U B CTpaHax, B KOTOPBIX
JIEKapCTBEHHBIH Mpenapar 3aperucTpUPOBaH U (MJIK) B KOTOPbIE OCTABISAETCS IPOU3BOIUTEIEM.

8. He nomyckarorcst peanu3anusi U OTIIYCK JIEKAPCTBEHHBIX NIPENAPATOB, BKIIOYEHHBIX B IIEPEYEHb
KU3HEHHO HEOOXOIMMBIX M BaKHEMIIUX JIEKAPCTBEHHBIX IMPENaparoB, Ha KOTOPbIE MPOU3BOAUTEISIMU
JIEKapCTBEHHBIX IPENaparoB HE 3aperucTpupoBaHa IpelesbHas OTIYCKHAs II€Ha, peanu3aius
IIPOU3BOJUTEISIMUA JIEKAPCTBEHHBIX IPENApaToB II0 II€HAM, IPEBBIMIAIOIMINM 3aPETUCTPUPOBAHHBIE WIIN
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NepeperucTpupoOBaHHbIe MpeebHbIe OTIYCKHBIE IIEHbI Ha JIEKapCTBEHHBIEC MpenapaThl ¢ y4eTOM Hallora
Ha J0OaBJIEHHYIO CTOUMOCTb.

Hnghopmayus 06 usmenenusix:

Yacmo 9 usmenena ¢ 8§ mapma 2022 2. - @edepanvuviii 3axkon om 8 mapma 2022 2. Ne 46-D3

Cm. npeduloyuiyro pedaxyuio

9. Oco0EHHOCTH rOCYIapPCTBEHHOTO PETrYIIMPOBAHUS MPEIEIbHBIX OTIYCKHBIX IICH MMPOU3BOUTEICH
Ha JIGKAPCTBEHHBIC IIpemaparhl, BKIIOUEHHBIC B IIEPEYCHb JKU3HECHHO HEOOXOMMMBIX M Ba)KHEHIITHX
JIEKapCTBEHHBIX IMpEenaparoB, B 3aBUCUMOCTH OT SKOHOMHUYECKUX U (WJIM) COLMAJIBHBIX KPHUTEPUEB
(M3MEHeHHEe YCIIOBHM, TTOPSIKA ¥ CTOMMOCTH TPOU3BOJICTBA JICKAPCTBEHHBIX MPEMapaToB, UCIIOIH30BAHUE
HOBBIX ()OPM, METOJIOB M CITIOCOOOB TOCYIaPCTBEHHOTO PEryIMPOBAHUS [IEH Ha JIEKAPCTBEHHBIE TIPETaparhl,
B TOM YHCJIC HA OCHOBE MeXaHM3Ma pPePEpPEHTHOrO IEHOOOpa30BaHHWs, M3MCHECHHMH TOpsIKa OKa3aHUs
MEIUIIMHCKON TTOMOIIM, U3MEHEHHUE KYpCa MHOCTPAHHOM BaJIOThl U MHBIC U3MEHEHUS) YCTAHABIMBAIOTCA
[IpaBuTenscTBOM Poccuiickoit @enepanuu.
TAPAHT:

Cn. KOMMeHmapuu K cmanse 61 HacmosAueco @e@epaﬂbﬂoeo 3AKOHA

Crarbsa 62. lTocynapcTBEHHBIM peecTp IpeleNbHbIX OTIYCKHBIX LIE€H IMPOM3BOIUTENIEH Ha
JIEKapCTBEHHBIE IIpenaparbl, BKIIOUEHHbIE B IEPEUEHb J>KU3HEHHO HEOOXOIUMBIX H
BaXHEMILINX JIEKAPCTBEHHBIX IIPENapaToB

HUnpopmayus 06 usmenenusix:

Yacmo 1 usmenena c 7 urons 2019 2. - @edepanvruiil 3axkon om 6 utons 2019 2. No 134-D3

Cm. npedvlOyuyio peoaxyuio

1. 3apeructpupoBaHHBIE WM IEPEPETMCTPUPOBAHHBIE  IPEACIbHBIE  OTIYCKHBIE  ILIEHBI
MIPOM3BOAMTENCH Ha JIEKApCTBEHHbIE MpPENaparbl, BKIIOUYEHHbIE B MEPEYCHb >KM3HEHHO HEOOXOTUMBIX U
BaXXHEUIIINX JICKAPCTBCHHBIX MPETIapaToB, MOAJIC)KAT BKIIIOUCHUTIO B FOCYQ&[)CTBGHHBIP’I pEeCTp MPEACIbHBIX
OTIIYCKHBIX 1I€H NPOU3BOJUTENEH Ha JIEKapCTBEHHBbIE Mperaparbl, BKIIOUEHHBIE B MEPEYCHb XHU3HEHHO
HEOOXOIMMBIX U BOKHEHIIINX JIEKAPCTBEHHBIX MPETaparoB.

2. TocynapcTBEeHHBI peecTp MPENETbHBIX OTIYCKHBIX IIEH MPOW3BOAMTENECH Ha JIEKApCTBEHHBIE
npemnaparbl, BKIKOYCHHBIC B ICPCYCHb KU3HCHHO HCOGXOI[I/IMI:IX U BaKHEHUIIHNX JICKAPCTBCHHBIX
MpenaparoB, COAEPKUT B ceOe CIeayIoNyro HHOOPMAITHIO:

HUnpopmayus 06 usmenenusix:

Ilynkm 1 usmenen c 1 aneaps 2018 2. - @edepanvusiii 3akon om 28 oexadps 2017 2. Ne 425-D3

Cm. npedvldyuivio pedakyuio

1) HANMCHOBAHHUC ,Z[ep)KaTeJIH WJINX BJIaACJIblia pCFI/ICTpaL[I/IOHHOFO y,[IOCTOBCpeHI/IH HeKapCTBeHHOFO
npernapara, HaHMEHOBAaHHE IIPOM3BOAMTENS JIEKAPCTBEHHOIO INperapara, CBEICHHS O PETUCTPAIHH
,Hep)KaTCJISI WIJIIN BJIaAcCjablla pCFI/ICTpaHI/IOHHOFO y,Z[OCTOBCpGHI/ISI JIGKapCTBCHHOFO HpenapaTa, CBCACHHUA O
pPETUCTpAIMK TPOU3BOAUTEIIS JCKAPCTBEHHOTO IMperapara Ui MEIUIMHCKOTO MPHUMEHEHHUS B KaueCTBE
HAJIOTOIIJIATENIbIIMKA B CTPAHE PErHCTpaluy (151 POCCHMCKUX IOPUINYECKUX JIUIL - UACHTU(PUKAIIMOHHBIH
Homep Hanoromiarenbika (MHH), ams WMHOCTpaHHBIX IOPUAMYECKHX JIMIl - CTpaHa PEruCTpPaIldH,
HAaVMEHOBAaHHUE PETHCTPUPYIOLIETO OpraHa, PEruCTPALMOHHBIA HOMEp, KO HAJIOrOIUIaTelbIIUKa B CTpaHe
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peructpanuu (MHKOPIOPAIMK) WM €ro aHajlor), MECTO HaXOXKIEHHs MPOU3BOACTBEHHBIX IUIOIMIAJIOK,
Y4acTBYIOIIMX B IPOLECCE MPOU3BOJICTBA JIEKAPCTBEHHOIO IMpernapara, ¢ yKa3aHMEM CTaJud Ipoliecca
MIPOU3BOJCTBA;

Unghopmayus 06 usmenenusx:

DedepanvHuim 3axorom om 22 dexabpsa 2014 2. Ne 429-D3 ¢ nynkm 2 uacmu 2 cmamou 62 Hacmosue2o
DedepanvbHozo 3aKOHA 6HeCeHbl UsMeHeHUs], gcmynarowue 8 cuty ¢ 1 urons 2015 e.

Cu. mexcm nyHkma 6 npeouvloyujel pedaKyuu

2) HaMMEHOBAaHUE JIEKAPCTBEHHOIO Ipernapara (MEXIYHAPOJHOE HENATEHTOBAHHOE, WU
IpYINIUPOBOYHOE, WIM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMUS );

3) HOMep PErucTPaMOHHOrO YAOCTOBEPEHUS JEKAPCTBEHHOTO MIpenapara;

Ungpopmayus 06 usmenenusx:

Dedepanvruim 3akonom om 22 dexabpsa 2014 2. No 429-D3 ¢ nynkm 4 yacmu 2 cmamou 62 nacmosue2o
DedepanvbHoeo 3aKOHA 6HECeHbl U3MeHeHUs, sgcmynarouwue 8 cury ¢ 1 urons 2015 .

Cm. mexcm nyHKma 6 npeodvloviiell peoaKyui
4) nexapcTBeHHas (popma ¢ yKazaHUEM JO3MPOBKHU JICKAPCTBEHHOTO IMpernapaTa U ero KOJIW4ecTBa
BO BTOPUYHOMU (TIOTPEOUTENBCKOM) YIIAaKOBKE, a TAKKE KOMILJICKTHOCTB;

I/Ill¢0pﬂial4u}l 00 UBMEHEHUSIX:

Ilynkm 5 usmenen ¢ 1 mapma 2020 2. - Dedepanvhsiii 3akon om 27 dexadpsa 2019 2. Ne 475-D3

CMm. npedvioyuyio pedakyuio
5) 3aperucTpupoOBaHHAas MpeebHas OTIIYCKHAs IIeHa Ha JICKAPCTBEHHBIH Iperapar B pyoIsx;

HUnpopmayus 06 usmenenusix:

Ilynkm 6 usmenen c¢ 7 utons 2019 2. - @edepansvhuii 3akon om 6 utons 2019 2. Ne 134-D3

Cm. npedviOyuyto pedakyuro

6) nata W HOMep MpHUKa3a YMOJHOMOYEHHOTrO (elepaIbHOr0 OpraHa HCIOJHUTEIbHON BIIACTH O
TrOCYIapCTBEHHOW PETUCTPALMM WM MEPEPETUCTpaliy NPeaeIbHON OTIYCKHOW 1IEHBI Ha JICKAPCTBEHHBIHN
npernapar, BKJIIOYEHHBIN B IepeueHb KU3HEHHO HEOOXOAMMBIX M BaKHEHUIIHNX JIEKAPCTBEHHBIX MPENapaToB;

HUnpopmayus 06 usmenenusix:

Yacmw 2 oononnena nynkmom 6.1 ¢ 7 utons 2019 2. - @edepanvhuiti 3akon om 6 uronsa 2019 2. Ne 134-D3

6.1) mara BCTyIUIEHUS B CHITY NPUKA3a YIIOJIHOMOYEHHOTO (heiepaibHOro opraHa MCHOTHUTENbHOM
BJIACTU O TOCYAAPCTBEHHOM PETUCTPALMM WM IIEPEPETUCTPALMA IIPENEIBHOM OTIYCKHOM LICHBI
MIPOU3BOAMTENS HA JICKAPCTBEHHBIN IMperapar, BKIIOUYEHHBI B HEpEYeHb KU3HEHHO HEOOXOAUMBIX H
BO)KHEHIINX JICKAPCTBEHHBIX IPENapaToB;

HUnpopmayus 06 usmenenusix:

Dedepanvrbim _3axkonom om 22 oexabpa 2014 2. Ne 429-D3 uacmv 2 cmamvu 62 Hacmosuje2o
DedepanvHozo 3akoOHA OONOIHeHa NyHKmom 7, gcmynarouium 8 cuny ¢ 1 urona 2015 e.

7) WITPUXOBON KO/, HAHECEHHBI Ha BTOPUYHYIO (IOTPEOUTENBCKYIO) YIAKOBKY JIEKapCTBEHHOTO
npernapara;

Unghopmayus 06 usmenenusx:

DedepanvHulm _3akoHom om 22 oexabdps 2014 2. Ne 429-d3 wacme 2 cmamwvu 62 Hacmoswe2o
Dedepanvroeo 3aKoHa 00NoaHeHa nynkmom 8, scmynarouum 6 cuny ¢ 1 uronsa 2015 .
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8) Koj JIeKapCTBEHHOTO IMperapara Mo aHaTOMO-TepaneBTHUECKO-XUMUYECKON KIacCHU(pUKAIUH,
PEKOMEHI0BaHHOM BceMupHON opranu3anuei 34paBoOXpaHeHHUs.

Hnghopmayus 06 usmenenusix:

Yacmoe 3 usmenena c 7 uronsa 2019 2. - @edepanvruiil 3axkon om 6 urons 2019 2. No 134-D3

CMm. npedvldyuivio pedakyuio

3. TocymapcTBeHHasi perucTpaiusi WId MepeperucTpamus MpeAesbHbBIX OTHYCKHBIX IIeH Ha
JIEKApCTBEHHBIE TIpPemaparhl, BKJIIOYCHHBIC B IEPEYCHb JKMU3HEHHO HEOOXOMWMBIX M BaKHEHUIIHX
JIEKapCTBEHHBIX IMPEMapaToB, BEACHUE TOCYAapCTBEHHOTO peecTpa MPEAeNbHBIX OTIYCKHBIX LEH
MIPOM3BOINTENICH Ha JIGKAPCTBEHHBIE TpEenaparbl, BKIIOUEHHBIE B MEPEYCHb KU3HCHHO HEOOXOAMMBIX U
BOKHEUIINX JICKAPCTBEHHBIX MPENapaToB, OCYIIECTBISAIOTCS B HOPAJIKE, YCTaHOBIEHHOM [IpaBuTenbcTBOM
Poccuiickoit @enepanuu.
TAPAHT:

Cm. Aomunucmpamusnwii peenamenm Munzopasa Poccuu no npedocmasieruro 20cy0apcmeenHou yciyeu
no 20CYO0apCMBEHHOU pe2Ucmpayuu npedebHblX OMNYCKHLIX UYeH HA JIeKapCMmEeHHble Npenapamul,
BKIIOUEHHbIE 6 NepeueHb JHCUSHEHHO HeOOXO0OUMbIX U BANCHEUWUX JIeKAPCMBEHHbIX Npenapamos,
ymeepotcoenHulll npuxkazom Munucmepcmea 30pasooxpanenus om 24 uiona 2012 2. N 42u

Cm. kommenmapuu k cmamue 62 nacmosauweco PedepaibHo20 3aKOHA

HUnpopmayus 06 usmenenusix:

Haumenosanue usmeneno c 19 aseycma 2024 2. - @edepanvuviil 3axon om 8 aseycma 2024 2. Ne 232-D3

Cum. npedbloywyio pedaxyuro
Crarbsi 63. YcTaHOBIEHHME HCHOJIHUTEIBHBIMUA OpraHaMu cyOobekToB Poccuiickoit @eneparuu
MpEIeNbHBIX pPa3MEpPOB ONTOBBIX HAJ0ABOK M MpPEAETbHBIX pPAa3MEPOB PO3HUYHBIX
Ha/0aBOK K (PAKTUYECKHUM OTIYCKHBIM II€HaM, YCTAQHOBJIEHHBIM MPOU3BOAUTEISMU
JIEKapCTBEHHBIX NPENaparoB, Ha JEKAPCTBEHHBIE IPENaparbl, BKIIOYEHHBIE B IEPEYCHb
KU3HEHHO HEOOXOAMMBIX M BKHEHIIMX JIEKAPCTBEHHBIX MPENapaToB

Ungpopmayus 06 usmenenusix:

Yacmo 1 usmenena c 19 aseycma 2024 2. - @edepanvubui 3akon om 8 agzycma 2024 2. Ne 232-D3

Cum. npedbloyuyio pedaxyuro

1. HUcnonuutensHble opranbl cyObekroB Poccuiickoit dexepanuu ycTaHaBIUBAIOT HpEAEIbHbIC
pa3Mepbl ONTOBBIX HAT0ABOK U IpeebHbIE pa3Mepbl POSHUYHBIX HA/10aBOK K (PaKTUYECKUM OTIYCKHBIM
neHam (0e3 ydera Hajmora Ha J00aBICHHYIO CTOMMOCTB), YCTAQHOBJICHHBIM IPOU3BOIUTEISIMU
JIEKapCTBEHHBIX IIPENApaToB, Ha JIEKAPCTBEHHBIC IpENapaTsl, BKIOYECHHBIE B IIEPEYEHb KU3HEHHO
HEOOXOMMBIX U BaKHEUIIMX JIEKAPCTBEHHBIX IMIPENapaToB, B COOTBETCTBUH C YTBEP)KICHHOH B MOPSIKE,
ycraHoBieHHOM [IpaBurensctBoM Poccuiickoit denepanny, METONMKON yCTAaHOBJICHHSI UCTIOJHUTEIBHBIMU
opranamu cyobektoB Poccuiickoit denepannu npeneiabHbIX pa3MepoB ONTOBBIX HAT0ABOK U MPEIEIbHBIX
pa3MepoB PO3HUYHBIX Ha/J0aBOK K (DAKTUYECKUM OTITYCKHBIM II€HaM, YCTaHOBJIEHHBIM MPOU3BOIUTEIISIMU
JIEKapCTBEHHBIX IIPENapaToB, Ha JIEKAPCTBCHHBIC IIpENapaTsl, BKIIOYECHHBIC B IEPEYCHb >KU3HEHHO
HEOOXOJMMBIX U BaKHEHIIINX JEKapCTBEHHBIX MpenapartoB. [IpoeKThl penieHnii HCIIOMHUTEIbHBIX OPraHOB
cyorexToB Poccuiickoit ®enepanuu 00 YCTAHOBICHMHM W (MJIM) HM3MEHEHUM IpENEeNbHBIX pa3MepoB

0  Cucrema 19
7 TAPAHT 2/
. 21
0 5
5

A O N


http://ivo.garant.ru/document/redirect/5756200/1111
http://ivo.garant.ru/document/redirect/413605484/1000
http://ivo.garant.ru/document/redirect/411850974/3000
http://ivo.garant.ru/document/redirect/76839233/631
http://ivo.garant.ru/document/redirect/409493579/4933
http://ivo.garant.ru/document/redirect/76839233/63
http://ivo.garant.ru/document/redirect/409493579/4932
http://ivo.garant.ru/document/redirect/70237012/0
http://ivo.garant.ru/document/redirect/70237012/1000
http://ivo.garant.ru/document/redirect/411850974/2000
http://ivo.garant.ru/document/redirect/5756200/1111
http://ivo.garant.ru/document/redirect/77682038/623
http://ivo.garant.ru/document/redirect/72262044/143

®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

ONTOBBIX HAJ0ABOK M MPEAENbHBIX pa3MepOB PO3HUYHBIX HA0ABOK K (PAKTHUECKUM OTITYCKHBIM II€HaM,
YCTAQHOBJICHHBIM TPOU3BOJUTEISIMU JIEKAPCTBEHHBIX TMPEMapaToB, Ha JIEKAPCTBEHHBIC Mpemnaparsl,
BKJIIOYEHHBIE B IEPEYEHb KU3HEHHO HEOOXOAMMBIX M BaXKHEHUIIUX JIEKAPCTBEHHBIX MpEraparoB, MOAIEKAT
COIVIACOBAHHUIO C YITOJTHOMOYEHHBIM (pe/iepaibHbBIM OPTaHOM HCIIOJHHUTEIBHOM BIACTH, OCYIIECTBISIONINM
(GYHKIIMH 110 MPUHSATUIO HOPMATHUBHBIX MTPABOBBIX aKTOB U KOHTPOJIIO 32 COOIIOICHHEM 3aKOHO/IATENbCTBA B
cdepe TocyIapCTBEHHOTO PETyIUPOBaHUS 1IeH (TapuQoB) Ha TOBAPHI (YCIYTH), B MOPSIKE, YCTAHOBICHHOM
[IpaBuTenscTBOM Poccuiickoit denepaiuu.

Ungpopmayus 06 usmenenusx:

Yacmw 2 usmenena c 1 cenmabpsa 2024 2. - Dedepanvuviii 3axkon om 8 ageycma 2024 2. Ne 323-D3

Cum. npeduloyuyio pedaxyuro

2. Opranuzanuy ONTOBOM TOPIOBJIM JIEKAPCTBECHHBIMU CPENCTBAMH, ANTEUHBIE OPIraHU3ALNH,
WMH/IMBUYaJIbHBIE TPENNPUHUMATENN, WMEIOIIME JHUICH3HI0 Ha (apMaleBTUYECKYIO JIeSTeNbHOCTS,
MEIUIUHCKHE OpraHu3ally, HUMEIoIMe JMLEH3UI0 Ha (apMaleBTHUUYECKYIO JEATeNIbHOCTh, U HUX
000COOICHHBIE TOAPA3CNICHHs], PACIOIIOKCHHbIE B CEJIbCKUX HACEJIEHHBIX ITYHKTaX, B KOTOPBIX
OTCYTCTBYIOT AaNTE€YHbIE OpraHU3alyH, OCYIIECTBIAIOT pPEAJN3ALNI0 JIEKAPCTBEHHBIX IPENaparos,
BKJIIOUYEHHBIX B IIEPEYCHD KU3HEHHO HEOOXOIMMBIX U BaXKHEHIIINX JICKAPCTBEHHBIX MPENapaToB, 110 IIeHaM,
KOTOpbIE (OPMHUPYIOTCSI B COOTBETCTBUHU C IOPAIKOM, ycTaHOBIEHHbIM [IpaBurensctBom Poccuiickoit
denepanuu, 1 ypoBEeHb KOTOPHIX (03 ydera Hanora Ha J0OaBICHHYIO CTOMMOCTB) HE JIOJDKEH MPEBBINIATH
CyMMY (paKTHYECKOH OTIYCKHOM LI€HbI, YCTAHOBJIEHHOW NMPOU3BOAUTENIEM JIEKAPCTBEHHOIO Ipernapara, He
IIPEBBIIIAIONICH 3apETUCTPUPOBAHHON WIJIM NEPEPETUCTPUPOBAHHON IIPENEIBHON OTIYCKHOM LIEHBI
IPOM3BOJUTENS (Ha ATy pealu3alyy JEKapCTBEHHOIO Iperapara Mpou3BOJUTEIEM), U pa3Mepa ONTOBOM
Ham0aBku W (WIM) pa3Mepa pPO3HUYHOM Han0aBKH, HE NPEBBIMIAIOIINX COOTBETCTBEHHO pa3Mepa
IpeAeIbHON ONTOBOM Haj0aBKU M (WJIM) pa3Mepa MpelesbHOM pO3HUYHON HaJ0aBKM, YCTAHOBJICHHBIX B
cyonexre Poccuiickoit denepanuu.

Ungpopmayus 06 usmenenusx:

Yacmoe 3 usmenena c 19 aseycma 2024 2. - @edepanvusiii 3akon om 8 aseycma 2024 2. Ne 232-D3

Cum. npeduvloyuyio pedaxyuro

3. UcnonauTtenbHple opranbl cyobekToB Poccuiickoit deneparnuu pamemiatot B cetu "MHTEpHET"
MHPOPMALIMIO O 3apPETHCTPUPOBAHHBIX  IPENENbHBIX OTIMYCKHBIX II€HaX MPOM3BOAMTENEH Ha
JIEKapCTBEHHbIE IpernapaThl, BKJIIOUEHHbIE B [EpPEYEHb >KU3HEHHO HEOOXOMUMBIX M Ba)KHEHIIHUX
JIEKapCTBEHHBIX MpenapaToB, 00 YCTAaHOBIEHHBIX B cyObekTe Poccwmiickoit denepanuu mpeneabHbIX
pa3Mepax ONTOBBIX HaA0ABOK M (MIJIM) MpEeAeNbHBIX pa3Mepax PO3HUUYHBIX HaJI0aBOK K YCTaHOBJIEHHBIM
NPOM3BOJUTEISIMUA JIEKAPCTBEHHBIX NpenaparoB (HakTUYECKHM OTIYCKHBIM IIEHAaM Ha JICKAPCTBEHHBIC
Ipernaparbl, BKJIIOYEHHbIE B TIE€PEUEHb JKU3HEHHO HEOOXOIMMBIX M BaXXHEHIIMX JIEKapCTBEHHBIX
[IPENapaTroB, a TaKXKe O CyMME 3aperMCTPUPOBAHHBIX IIPEAEIbHBIX OTIYCKHBIX LIEH IPOU3BOAUTENEH Ha
JICKapCTBEHHbIE IpernapaThl, BKJIIOUEHHbIE B TEpPEUYCHb IKU3HEHHO HEOOXOAMMBIX U Ba)KHEHIINX
JIEKapCTBEHHBIX NIPENapaToB, YCTAaHOBIEHHBIX B cyObekTe Poccuiickoit deaepanuy npeaenbHbIX pa3MepoB
ONTOBBIX Ha/10AaBOK U MPEACTbHBIX Pa3MEPOB PO3HUYHBIX HaJOABOK U HAJOra Ha JOOABICHHYIO CTOUMOCTD.
Wudopmanusi, NpegycMOTpEHHAss HACTOAMICW YacThlO, MODKHA HAXOOUTHCA TaKKe B  alTEYHBIX
OpraHu3alsaX B JIOCTYIHOM JUis BCeX 3aWHTEPECOBAHHBIX JUI[ (GopMe U OOHOBIATHCS IO Mepe ee
pa3MelIeHus NCTIOIHUTENILHBIMU OpraHaMu cyobekToB Poccuiickoit @enepanuu B cetu "MHTepHer".
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4. Yrparuna cuiy ¢ 1 mapta 2020 1. - @enepanbHbiii 3akoH oT 27 aexadpst 2019 1. Ne 475-D3

Unghopmayus 06 usmenenusx:

Cm. npedvloviyyio pedaxuuio
TAPAHT:

Cm. KoOvMmeHnmapuu K cmanibe 63 HacmosAuwezco CDedepaﬂbHoeo 3AKOHA

Ungopmayus 06 usmenenusix:

Dedepanvrvim 3akonom om 22 odexabps 2014 2. Ne 429-D3 6 naumenosanue enagvl 13 Hacmosueco
DedepanvbHozo 3aKOHA 6HECeHbl U3MeHeH s, sgcmynarouwue 8 cuay ¢ 1 urons 2015 .

CMm. mexkcm HauMeH08aHUs 6 NPeoblOVULel PeOaKUuUlU

I'naBa 13. MoHuTOPUHT 3((PeKTUBHOCTH M 0€30MACHOCTH JIEKAPCTBEHHbIX MPENaparTos,
Haxoasimuxcsi B oopamenuu B Poccuniickoii @enepaunu

Hnghopmayus 06 usmenenusix:

Dedepanvruim 3akonom om 22 oexkaobps 2014 2. Ne 429-D3 cmamvs 64 nacmosweco Dedepanvioco
3AKOHA U3NOJHCEHA 8 HOBOU pedakyuu, gcmynarouweli 8 cury ¢ 1 urons 2015 .

Cm. mekem cmambi 8 npedbloyuiel peoaxKuuu
Crarbs 64. DapmakoHaazop

Hnghopmayus 06 usmenenusix:

Yacmo 1 usmenena c 13 aszycma 2019 2. - Dedepanvuuii 3axon om 2 ageycma 2019 2. Ne 297-D3

Cm. npedviOyuyto pedakyuro

1. JlekapcTBeHHBIE MIpenaparhl, HaxoAsKecs B oopamenun B Poccuiickoit denepanuu, noaiexar
MOHHUTOPUHTY 3(pdexTuBHOCTH U 0€30MaCHOCTH B IENSAX BBISIBICHUS BO3MOXKHBIX HETaTHBHBIX
MOCJIEACTBUN MX NPUMEHEHHUS, WHAWUBUIYAJIbHOW HEINEPEHOCUMOCTH, MPEAYNPEXIACHUS MEIULIMHCKUX
pabOTHHUKOB, CIIELMAIUCTOB B OOJIACTH BETEPUHAPUU, IMALMEHTOB WM BIAJENbIEB >KUBOTHBIX U HX
3aIIUThI OT MPUMEHEHUS TAKUX JIEKAPCTBEHHBIX MPENaparoB.

HUnpopmayus 06 usmenenusix:

Yacmo 2 usmenena c 30 saneaps 2024 2. - @edepanviviii 3akon om 30 aneapsa 2024 2. Ne [-D3

Cm. npedvidyuyro pedaxkyuro

2. @apMakoHaJ30p OCYLIECTBISETCS COOTBETCTBYIOUIMM YIOJHOMOYEHHBIM (heepaabHbIM
OpPraHOM HWCITOJTHUTEIBHON BJIACTH B YCTAaHOBJICHHOM WM TIOPSIKE C Y4eTOM TpeOOBaHMN HACTOSIIETO
denepanbHOrO 3aKOHA M AaKTOB, COCTaBJIOMMX mpaBo Coro3a, MyTeM aHajgu3a MpeoCTaBIIEMOM
cyObeKkTaMu OOpaIeHus JICKAPCTBEHHBIX CPEACTB MHGOPMAIIMKA O TTOOOYHBIX IEUCTBUIX, HEXKEIIaTEIbHBIX
peaKIMsIX, CEphE3HBIX HEXKENATEIbHbIX PEaKIMIX, HEMPEIBUACHHBIX HEXKENaTelIbHbIX PEAKIUAX TNpHU
NPUMEHEHUN JICKQpPCTBEHHBIX IPEraparoB, 00 WHAWBUAYAIBHOW HEMEPCHOCUMOCTH, OTCYTCTBHUH
3(pPEKTUBHOCTH JICKAPCTBEHHBIX IIpenapaToB, a Takxke 00 UHBIX (akrax u 0OCTOSATENHCTBAX,
NPEACTABISIIOIINX YIPO3y JKU3HM WM 3J0POBBIO UEIIOBEKA JIMOO >KMBOTHOTO TIIPH TNPUMEHEHHUH
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JIEKapCTBEHHBIX MpEenaparoB U BBISIBICHHBIX HA BCEX ATamax OOpalleHHs JeKapCTBEHHBIX MpEnaparoB B
Poccuiickoit @enepanuu U Ipyrux rocy1apcrBax.

3. CyObexTsl oOpallieHus JIKAPCTBEHHBIX CPEICTB B MOPSAIKE, YCTAHOBIEHHOM YIOJIHOMOYEHHBIM
(benepaabHBIM OpPraHOM MCTIOJHUTENFHOU BIIACTH, 00SI3aHBI COOOMIATh B YIIOJIHOMOUEHHBIH (perepanbHbIii
OpraH HCIIOIHUTENBHON BIIACTH O TMOOOYHBIX JEWUCTBUAX, HEXKENATENbHBIX PEaKIUsIX, CEPbEe3HBIX
HEXEJATEIbHBIX  pEeaklMsX, HEMPEIBUACHHBIX  HEXKENATeNIbHBIX  pPeaKIUsAX TMpU  MPUMEHEHUHU
JIEKapCTBEHHBIX MpenapaToB, 00 HWHIWBUIYaJbHOM HEMEPEHOCUMOCTH, OTCYTCTBHH 3(PPEKTUBHOCTH
JIEKApCTBEHHBIX MpENapaToB, a Takke 00 MHBIX (aKTax M OOCTOATENbCTBAX, MPEACTABISIOMINX YIPO3Y
KU3HU WU 3JI0pPOBBI0 4YeJoBeKa JMOO KUBOTHOTO MPH NMPUMEHEHWHU JIEKaPCTBEHHBIX NpPErapaTroB U
BBISIBJICHHBIX Ha BCEX AdTamax OOpalleHMs JIEKapCTBEHHBIX IpemnaparoB B Poccuiickoit denepanun u
JIPYTUX roCy/1apcTBax.

4. JlepkaTenu WIM BIaJENbLbl PETUCTPALIMOHHBIX YIOCTOBEPEHUHN JIEKAPCTBEHHBIX MPENapaTos,
FOpUINYECKHE JINLIA, HA UMS KOTOPBIX BbIAAHbI pa3pelIeHUs] Ha IPOBEICHNE KIMHUYECKUX UCCIIEIOBAaHUN B
Poccuiickoit deneparmu, MO0 YIIOTHOMOYEHHBIE UMH JIPyTHE IOPUIMUECKUE JIUIA B paMKaxX 00ecTiedeHUs
0€30MacHOCTH  JICKAPCTBEHHBIX  MpemapaToB B  IOPSJKE, YCTAaHOBIEHHOM  COOTBETCTBYIOIIHUM
YIOJIHOMOYEHHBIM (he/iepaibHbIM OpraHOM HCIOJHUTEIBLHOM BIACTH, 00s3aHBI OCYIIECTBISATH MPUEM,
y4deT, 00paboTKy, aHAJIU3 U XpaHEHUE MOCTYMAIIIUX B X a/IpeC OT CYyObEKTOB OOpaIlleHUs JIEKAPCTBEHHBIX
CPE/ICTB M OPraHOB TOCYAAPCTBEHHOW BIIACTH COOOMIEHHWH O MOOOYHBIX JEHCTBHAX, HEKeNaTeIbHBIX
pEeaKIUAX, CEPbE3HBIX HEKEIATEeNbHBIX U HENPEIBUICHHBIX HEXXENATEIbHBIX PEAKUUIX NMPU MPUMEHEHUN
JIEKapCTBEHHBIX TIpemnapaTtoB, 00 OCOOCHHOCTSIX WX B3aUMOICHCTBUS C JAPYTUMH JIEKQPCTBEHHBIMHU
npernaparaMy, WHANBUAYAJIbHONH HEMEPEeHOCHMOCTH, a Takke 00 WHBIX (akTax M 0O0CTOSTEeThCTBAX,
MPEICTABISIIOIINX YIpo3y JKU3HM MM 370POBbI0 4YEJIOBEKa JIMOO >KMBOTHOTO WM BIMSIOIIMX Ha
M3MEHEHUE OTHOIICHHUS OXHUAAEMOW IOJIb3bl K BO3MOXXKHOMY PHUCKY TNPHUMEHEHHUS JIEKapCTBEHHBIX
[IpEnaparos.

5. Ilpu BhIABIEHUH WH(GOPMAIUU O CEPHE3HBIX HEKENATENbHBIX PEAKIUSAX U HEMpPeIBUICHHBIX
HEXKENaTeNbHBIX PEAKIMSIX MPH TNPUMEHCHHH JIEKAPCTBEHHBIX IIPermaparoB, 00 OCOOCHHOCTSAX WX
B3aUMOJICHCTBUS C APYTMMH JIEKAPCTBEHHBIMU IpenaparaMy, WHAUBUIYAJIbHOW HENEPEHOCHUMOCTH, a
Takxke 00 MHBIX (haKTax U 00CTOSITETHLCTBAX, BIUSIONINX HA N3MEHEHHE OTHOIICHUSI O’KUAEMOU TTOJIB3BI K
BO3MO)KHOMY PHUCKY NPUMEHEHUs JIEKAPCTBEHHBIX IPEMApaToB, JepXkKaTeld WM  BIAJENbIIbI
PErUCTPAIIMOHHBIX YIOCTOBEPEHUMN JIEKAPCTBEHHBIX MPENapaToB, IOPUAMYECKUE JUIA, HA UM KOTOPBIX
BBIJIaHBI pa3pelIeHHs] Ha TpPOBEACHHE KIMHUYECKUX HccienaoBaHuit B Poccuiickoit ®depeparum, 1m6o
YIOJIHOMOYEHHBIE HMMH JIpyrUe IOpUAMYECKHE JHIa O0s3aHbl MNPUHITH MEpbI, HANpaBlIeHHbIE Ha
YCTpaHEHUE  HETaTUBHBIX  MOCIHEACTBUM  NPUMEHEHUS  TaKUX  JICKQPCTBEHHBIX  IPEMapaTos,
MpEeAyNpeXICHUE TTPUUNHEHUST Bpella KU3HU WIH 3/I0pPOBBIO YeJIOBEKa JIMOO >KUBOTHOTO, 3aIIUTYy MX OT
MPUMEHEHHUS TaKHUX JIEKAPCTBEHHBIX MPENaparoB, Ha JOMOIHUTENbHBIN cO0p JaHHBIX 00 3P PEeKTUBHOCTH U
0€3011aCHOCTH TAKHUX JIEKapCTBEHHBIX IPENaparoB.

6. 3a HEcOOOIIIeHNE WIH COKPBITHE UH(OPMALIUHY, TPETYCMOTPEHHOM YacThi0 3 HACTOAIIEH CTaThH,
JepKaTend WM BIAQJENbLbl  PErUCTPAIMOHHBIX  YAOCTOBEPEHUN JICKAPCTBEHHBIX  IPEMapaTos,
FOpUINYECKHE JINLIA, HA UMS KOTOPBIX BbIAAHbl pa3pelIeHUs] Ha IPOBEICHNE KIMHUYECKUX UCCIIEIOBaHUN B
Poccuiickoit ®eneparyn, MO0 YIOIHOMOYEHHBIE WMH Jpyrde [OpUIMYECKUE JIMIA, a TakKKe
JOJDKHOCTHBIE JIMIA, KOTOPBIM 3Ta HMH(OpPMalMsg cTala H3BECTHa MO PpoOay HX MpodeccrHoHaIbHON
JIEATENBHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBUH C 3aKOHOATENbCTBOM Poccuiickoin denepanmu.
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7. Ilpu nony4eHUH YIOTHOMOYEHHBIM (eiepaibHbIM OpPraHOM MCTIOTHUTEIBHON BIACTH B paMKax
OCYIIECTBICHUS UM (papMaKOHAI30pa JIOKA3aTeIbCTB O HECOOTBETCTBHM JIEKAPCTBEHHOTO MpernapaTa
YCTAaHOBJICHHBIM TPEeOOBaHMUSIM WM TPU TMONy4YeHUH UHPOpPMAIIMM O HECOOTBETCTBUHU JAaHHBIX 00
3pPEKTUBHOCTH U O OE30MacCHOCTH JICKAPCTBEHHOTO Iperapara JaHHBIM O JIEKapCTBEHHOM IIperapare,
COJIEp KAIMMCS. B MHCTPYKIIUU IO €T0 MPUMEHEHHIO (B TOM YHCIIE BBISBICHHBIX B XOJ€ OCYIIECTBICHHS
dapMakoHa30pa KOHTPOJIHHO-HAI30PHBIMH OpraHAMH WHOCTPAHHBIX TOCYAApCTB), YIOTHOMOYEHHBIN
denepanbHbI OpraH UCIOIHUTEIBHON BJIACTH B YCTAHOBJIEHHOM MM IODSJIKE paccMaTpUBaeT BOIIPOC O
MPUOCTAHOBJIICHUH MPUMEHEHHS TAKOTO JIEKAPCTBEHHOTO TIpernapara.

TAPAHT:

Cm. Memoouueckue pekomendayuu "Opeanuzayus crysHcoObl MOHUMOPUHEA OE30NACHOCIU JIeKAPCMBEHHBIX

cpeocme (hapmaxkonaozopa) 6 KOMNAHUAX NPOU3BOOUMENX TEeKAPCMBEHHBIX CPEOCME UIU OePHCAMENsX
pe2ucmpayuoHusix yoocmosgepenuii”, ymeepacoennvie Poczopasnaoszopom om 25 okmsaops 2008 e.

Cn. KOMmMeHnmapuu K cmanse 64 HacmosAueco @e()epafleOZO 3AKOHA

Ungpopmayus 06 usmenenusx:

Haumenosanue usmeneno c 1 sneapsa 2026 2. - @edepanvuviii 3akon om 30 aneaps 2024 2. Ne [-D3

Cm. npedvioyuyio pedaxyuro
Crarpst 65. IlprocraHoBiIEHME NPHUMEHEHUS JIEKaPCTBEHHOIO Ipernapara s BETEPUHAPHOTO
IIPUMEHEHUS

Ungpopmayus 06 uzmenenusix:

Yacmo 1 usmenena c 1 ansapa 2026 2. - @edepanvhuiii 3axon om 30 aneaps 2024 2. Ne 1-D3

CM. npedblOyuyio pedaxyuro

1. Tlpu monydeHnu WHGOPMAIIMKM O HEXKENATEIBHBIX PEAKIUAX MPU MPUMEHEHUN JIEKAPCTBEHHOTO
npenapara, HE YyKa3aHHbIX B HMHCTPYKIMH MO MPUMEHEHHIO JIEKAPCTBEHHOIO IIpenapara, Cephbe3HbIX
HEXEJNAaTeIbHBIX peaknusiX, 00 OCOOCHHOCTAX €ro B3aUMOACHCTBUS C JPYTHMH JIEKapCTBEHHBIMU
npenaparamu, KOTOpbIE€ MOTYT MPEACTAaBISATh YIpo3y JKU3HU WM 3J0POBBIO KMBOTHOTO, a TaKXE O
HECOOTBETCTBUU JaHHBIX 00 3(P(HEKTHBHOCTH M O OE30MAaCHOCTU JICKAPCTBEHHOTO Mperapara JaHHBIM O
JIEKapCTBEHHOM TIpemnapare, CojAepKalluMcsi B HMHCTPYKLUMHM IO €ro NPUMEHEHHMIO, B TOM YHCIE OT
YIIOJTHOMOYEHHBIX OPTaHOB HMHOCTPAHHBIX TOCYIapCTB, 0OMEH KOTOPOH OCYIIECTBISIETCS B COOTBETCTBUU C
COMNAIICHUSIMA  MEXJy YIOJTHOMOYEHHBIM (peepanbHbIM OpPraHOM HCIIONHUTENBHON BIACTH U
YIOJIHOMOYEHHBIMH OpPTraHaMH HWHOCTPAHHBIX TOCYIApCTB, YIOJTHOMOYEHHBIA (¢eaepalbHblii Opran
UCTIOTHUTENFHOW BIACTH PAacCMATPUBAET BONPOC O BO3MOXKHOCTH MPHOCTAHOBICHUS OOpAIIEHUS TAKOTO
JIEKapCTBEHHOTO TIpernapara B IOPSJIKE, YCTAaHOBJICHHOM YIIOJHOMOYECHHBIM (DeepanbHbIM OPTraHOM
WCIIOJIHUTENbHOM BIACTH.

Unpopmayus 06 usmenenusix:

Yacmo 2 usmenena c 1 ansapa 2026 2. - @edepanvhuiii 3axon om 30 ansaps 2024 2. Ne 1-D3

Cm. npedwldyuivio pedakyuio

2. Ilpu HEWCHONHEHMM WM HEHAJUICKAIEM WCIOIHCHUN JCP)KaTeIsIMH WJIM  BIaJICIbIIaMU
peFI/ICTpaHI/IOHHBIX y,I[OCTOBepeHI/Iﬁ J'IeKapCTBeHHI)IX npenapaTOB JJIA BeTepI/IHapHOFO HpI/IMCHCHI/IH,
IOPUIMYCCKUMHU JIMIIAMH, HAa WMs KOTOPBIX BBINAHBl pa3peIICHUs Ha TPOBEICHHE KIMHUYCCKUX
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uccnenoBanuii B Poccuiickoit ®denepanuu, WM YHOJTHOMOUYEHHBIMH HUMH JIPYTHMMH IOPUAWYECKUMU
JUIaMu 00SI3aHHOCTEH, YCTaHOBJIEHHBIX 4YacTaMu 3 u 4 crarbu 64 Hactosimero denepaabHOrO 3aKOHA,
aub0 B cilyyae HEBBINOIHEHUS MPEANHUCAHUSA, BBIAAHHOTO YIOJIHOMOYEHHBIM (efepaibHbIM OpraHoM
MCIIOJTHUTENBHOM BJIACTH MO UTOraM OCYIIECTBJIEHUS BHIOOPOYHOIO KOHTPOJIS Ka4eCTBA JIEKAPCTBEHHOIO
npenapara, yHOJHOMOYEHHBIH (enepanbHblii OpraH HCHOJHUTENBHOM BIACTH B YCTAaHOBJIEHHOM UM
HOPSAJKE pacCMaTpUBAET BOIPOC O NPUOCTAHOBIEHUU IPUMEHEHUS TAKOT0 JIEKAPCTBEHHOI'O Tpernapara AJis
BETEPUHAPHOTO MPUMEHEHUS.

TAPAHT:

O npedocmasnenuu  meppumopudivieivu  Ynpasenenuamu — Poczopasnadszopa  ungpopmayuu o
HEO00OPOKAUeCmMBEeHHbIX U DANbCUPUYUPOBAHHBIX TEKAPCMBEHHBIX Cpedcmeax cM. npukaz DedepanvHoll
CyoHcObl NO HAO30py 8 chepe 30pasooxpanenuss u coyuanbHoeo pazsumus om 8 gespans 2006 e. N 255-
1Ip/06

3. Yrparuna cuny ¢ 1 suBaps 2026 r. - @enepanpHplii 3ak0H 0T 30 sHBapsa 2024 . Ne 1-®3

Ungopmayus 06 usmenenusix:

Cm. npedvioviyyio pedaxkuuio

Ungpopmayus 06 usmenenusix:

Cmamus 65 oononnena yacmoto 4 ¢ 15 urons 2018 2. - @edepanvusiii 3akon om 4 utona 2018 e. Ne 140-D3

4. YnonmHOMOuYeHHBIH (enepanbHbli OpraH MCIOJHUTENBHON BIACTH NPU HAJIUYUU Y HETo
CBEJICHUH 0 HECOOTBETCTBHM IPOU3BOIUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUAM IIPABUI HaJUIeKallei
MIPOM3BOACTBEHHON MNpakTUKW M (WIM) O HapyIIEHUH JUIEH3MOHHBIX TpeOOBaHMM, KOTOpble ObUIM
BBISIBJIEHBI B XOZA€ IPOBENEHUS WHCIEKTUPOBAHUS IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB WU
OCYUIECTBIICHUS JIMIIEH3MOHHOTO KOHTPOJISi B cdepe MPOU3BOACTBA JEKAPCTBEHHBIX CPEICTB M MPHUBENU
WIM MOTYT NPHUBECTH K INPOU3BOJACTBY JIEKAPCTBEHHBIX IIPEMAPATOB AJIs BETEPUHAPHOIO NPUMEHEHMUS,
MPUYMHUBIINX WM CIOCOOHBIX NPUYUHHUTH Bpel >KU3HH WIH 370POBBIO JKMBOTHBIX, paccMaTpUBaeT
BOIIPOC O IPUOCTAHOBIIEHUHU PEAIM3AlMM U IPUMEHEHUS JIEKapCTBEHHBIX NPENAapaToB JJIsl BETEPHUHAPHOTO
MIPUMEHEHUS B YCTAHOBICHHOM MM IOPSJIKE B CIEAYIOIINX CIydasx:

1) coctaB M (WiIM) TEXHOJOTHS IMPOU3BOJCTBA JIGKAPCTBEHHOIO Iperapara Uil BETEPHUHAPHOIO
MPUMEHEHHs (C ONMUCAaHUEM CTaaui MPOM3BOJICTBA) OTIMYAIOTCS OT 3asBICHHBIX B PETUCTPALMOHHOM
J0ChE;

2) nexkapCTBEHHbIN MpenapaT JJil BETEpUHAPHOTIO MPUMEHEHHUS MPOU3BEACH Ha MPOU3BOICTBEHHOM
IUIOLIA/IKE, HE YKa3aHHOM B PETMCTPALlMOHHOM JI0ChE;

3) y mnpousBoauTENs JIEKAPCTBEHHBIX CPEICTB OTCYTCTBYIOT JOKYMEHTBI, IOATBEP:KIAOIINE
COOTBETCTBME KadeCTBa JIEKAPCTBEHHOIO IIpenapara Jjsi BETEPUHAPHOIO MPUMEHEHMS, BBOAMMOIO B
rpa)xIaHCKHUI 000pOT, TpeOOBaHUAM, YCTaHOBJIEHHBIM MPH €r0 FOCYAApCTBEHHON PErUCTpalty;

4) TpOM3BOAMTENEM JIEKAPCTBEHHBIX CPEACTB B COIIACOBAHHBIM C  COOTBETCTBYIOIIMM
YIOJTHOMOYEHHBIM (hefiepaabHbIM OpPraHOM HCIOJHUTENBbHOM BIIACTH CPOK HE YCTpAaHEHbl HaPYIICHUS
TpeOOBaHMI MpPaBUI Ha/UIeKalleil MPOU3BOJCTBEHHOW NMPaKTHKH M (MJIHM) JTUIEH3MOHHBIX TpeOOBaHMH,
KOTOpbI€ ObUIH BBISIBJICHBI B XOZI€ MPOBEIEHUS NHCIIEKTUPOBAHUS ITPOU3BOJUTENS JIEKAPCTBEHHBIX CPENICTB
WIA OCYIIECTBJICHUS JIMIEH3MOHHOTO KOHTpOJIA B c(epe NpOU3BOJACTBA JIEKAPCTBEHHBIX CPEICTB H
MpUBEJIM WIM MOTYT TPUBECTH K TPOU3BOJCTBY JIEKAPCTBEHHBIX IPENaparoB Jii BETEPUHAPHOTO
NPUMEHEHUS, TPUUYUHUBIINX UM CIOCOOHBIX IPUYMHUTH BPE/ KU3HHU WIH 37I0POBBIO KUBOTHBIX.

TAPAHT:
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Hymepayus uacmeri npusooumcs 6 coomeemcmesuu ¢ U3MeHAIWUMU OOKYMEHMAaMU

Unghopmayus 06 usmenenusx:

Cmamos 65 0ononnena wacmoto 7 ¢ 1 cenmsabdpsa 2023 2. - @edepanvusiti 3axkon om 2 urons 2021 2. Ne 317-
D3

7. B mopsinke, mpeaqycMOTPEHHOM YacThl0 4 HACTOSIEH CTaTbU, YIIOJIHOMOYEHHBIN (enepaibHbIil
OpraH MCIIOJIHUTEJIBHOMN BJIACTU PacCMaTpUBAET BOMPOC O MPUOCTAHOBIECHUU Pean3allid U IPUMEHEHUs
JIEKapCTBEHHOTO TMpernapara JUisi BETEPUHAPHOTO MPHMEHEHHUsS B CIIydae BBISBICHUS B TPaKIaHCKOM
000poTe cepuu JEKapCTBEHHOIO Ipernapara A BETEpUHAPHOTO MPUMEHEHHUS, TOKYMEHTBI U CBEICHUS O
KOTOpO#, mpeaycMoTpeHHble YacTasmu 1 - 3 u 6 cratbu 52.2 nHacrosmero deaepanbHOro 3akoHa, HE
NPEACTaBICHBI B YKa3aHHBIA OpTaH, JIMOO0 CeprH NMMYHOOHOJIOTHYECKOTO JIGKAPCTBEHHOTO Tpenapara Jiis
BETEPUHAPHOTO TMPUMEHEHHs, HE HMEIOIICH pa3perieHus, MpPeayCMOTPEHHOTO 4YacThio 8 crarhu 52.2
HacTtosimero PeznepanbHOro 3akoHa. B yka3aHHOM cilyyae YIOJIHOMOYEHHBIN (enepaibHblil Oprax
UCTIOTHUTENFHON BIACTH MPUHUMAET PEIICHHE O MPUOCTAHOBICHHM pEaNM3allii U MPUMEHEHHUS TaKHX
cepuil 10 MpencTaBiICHUS YKa3aHHBIX JIOKYMEHTOB M CBEIEHUH JMOO 10 IOJy4yeHUs yKa3aHHOTO
pa3pelieHusl.
TAPAHT:

Cm. KOvMmeHnmapuu K cmanibe 65 HacmosAuezco CDedepaﬂbHoeo 3AKOHA

Ungopmayus 06 usmenenusix:

Cmambs 66 usmenena c 1 mapma 2020 2. - @edepanvruiii 3akon om 27 oexabps 2019 2. Ne 475-D3

Cm. npedviOyuyro pedakyuro

Cratb 66. ndopMmanus o pesyinbrarax hapMakoHaa30pa

YIOMHOMOUEHHBIM  ()elepalibHbIii  OpTaH  WCIONHUTENBHON  BJIACTH,  OCYIICCTBIISIOIIUN
(dhapmMakoHa[30p, MO €ro pe3yjabTaTaM pa3MelaeT Ha cBoeM oduimanpbHOM caiite B cetd "HMHTepHet"
UH(POPMALHUIO O:

1) BBISBICHWH HOBBIX MOJATBEPKICHHBIX JAHHBIX O TOOOYHBIX JIEHCTBUSX, HEXKEIaTeIbHBIX
pEeaKIUsIX, CEPbE3HbIX HEXKENATENbHBIX PEaKIMAX, HEMPEIBUJICHHBIX HEXENATeNbHBIX PEaKIUsIX MpU
MIPUMEHEHUH JIEKaPCTBEHHOTO MperapaTa, B TOM YKCIIE€ BIUSIOMIMX HA OTHOLIEHUE OXKHJAAEMOU IMOJIb3bI K
BO3MO)XHOMY PHUCKY MPUMEHEHHUSI TaHHOTO JICKapCTBEHHOTO TMperapara;

2) NPUHATHIX PEIICHUSX O BHECEHUU M3MEHEHUH B MHCTPYKIIUIO MO MPUMEHEHHUIO JIEKAPCTBEHHOTO
mpermapara, 0 MPHOCTAHOBICHUW MPUMEHEHUS JIEKAPCTBEHHOTO Mperapara, 00 W3bSITHH U3 OOparieHus
JIEKapCTBEHHOTO MpenapaTa Wi 0 BO30OHOBICHUU MTPUMEHEHHUS JIeKapCTBEHHOTO Mpernapara.

TAPAHT:

Cwm. KOMMeHnmapuu K cmanibe 66 HacmosAuezco (Dedepaﬂbnoeo 3AKOHA

Ungpopmayus 06 usmenenusx:

Haumenosanue usmeneno c 1 aneapsa 2018 e. - @edepanvubiii 3axkon om 28 oexaobps 2017 e. Ne 425-D3

Cm. npedvioyuyio pedakyuio
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I'maBa 14. Undopmaumus o JekapcTBeHHbIX npenaparax. CucreMa MOHUTOPMHIA IBUKEHUS
JIEKAPCTBEHHBIX NMPENapaToB AJIs1 MeIUIIUHCKOT0 MPUMEHEeHU s

Unghopmayus 06 usmenenusx:

Haumenosanue usmeneno c 1 sneapsa 2018 2. - @edepanvusiii 3akon om 28 oexkadpsa 2017 2. Ne 425-D3

Cm. npedvioyuyio pedakyuio
Crarbsn 67. Mudopmainus o JIeKapCTBEHHBIX Mpenaparax. CucTeMa MOHHUTOPUHIA JBHIKEHUS
JICKapCTBeHHBIX HpenapaTOB I MEOUIITUHCKOI'O HpI/IMCHeHI/IH

Unghopmayus 06 usmenenusx:

Yacmo 1 usmenena c 13 aseycma 2019 2. - @edepanvhuiii 3akon om 2 ageycma 2019 2. Ne 297-D3

Cm. npeduloyuiyro pedaxyuio

1. Mudopmanus 0 JeKapCTBEHHBIX Mperaparax, OTIYCKAEMBIX II0 DEIENTyY Ha JIEKAPCTBEHHBIN
HpeHa[zaT, IOJIKHaA CO[[ep)KaTBCﬂ TOJIBKO B CHeL[I/IaJII/I3I/IpOBaHHBIX U3JaHUusX, HpeI[Ha?;Ha‘-ICHHLIX JJIS
MEIUIMHCKHX, (PapMaleBTHYECKUX PAOOTHHUKOB, CIEHUAINCTOB B o0nactu BerepuHapuu. MHdopmanus o
JIEKapCTBEHHBIX Mperaparax Juisl CIEIHaIMCTOB B 00JacTH OOpaIleHHs JIEKAPCTBEHHBIX CPEICTB MOKET
comepXarbcss B MOHOrpadusx, CIPaBOYHHMKAX, HAyYHBIX CTaThiX, B JOKJIagax Ha KOHIpeccax,
KOH(bepeHI_[I/IHX, CI/IMHO3I/IYM21X, Hay‘-IHBIX COBCTax, a TaKXE B I/IHCprKL[I/ISIX 10 HpI/IMeHCHI/IIO
JIEKAPCTBEHHBIX MIPEIAparToB.

2. Mudopmanus 0 JIEKapCTBEHHBIX IMpernapaTrax, OTIYCKAaeMbIX 0€3 perenTta Ha JIEKapCTBEHHBIN
nperapar, MOXET COHEPKAThCs B IYOIHMKAUMIX W OOBSBIEHUSAX CPEICTB MAacCOBOM HH(OpMALUH,
CHCI_[I/IaJII/ISI/IpOBaHHBIX nu 06H_[I/IX IICYaTHbhIX H3AaHUAX, I/IHCTPYKI_H/ISIX 10 HpI/IMeHeHI/IIO JICKapCTBCHHBIX
[pEaparoB, MHLIX M3IaHUSAX CYOBEKTOB OOpAlleHHs JEKAPCTBEHHBIX CPEICTB. PeKIaMHble MaTepHajbl O
JIEKapCTBEHHOM TMIperapare, OTIyCKaeMOM ©Oe3 perenrta Ha JEKapCTBEHHBIM Iperapar, JTOJKHBI
COOTBETCTBOBATh MHCTPYKIIMH 10 IPUMEHEHHIO JIEKAPCTBEHHOIO Mpenapara.

3. JlomycKaeTcss HCIIOJIb30BAHUE JIFOOBIX MaTepPHalbHBIX HOCHTEICH, IMO3BOJSIONMX XPAaHHTH,
HepeIaBarh U UCII0JIb30BaTh HH(POPMALMIO O JIEKAPCTBEHHBIX MIpenaparax 0e3 ee HCKaKCHHS.

Hngopmayus 06 usmenenusix:

Yacms 4 usmenena c 1 anpena 2024 2. - @edepanvruiii 3akon om 4 aszycma 2023 2. Ne 428-D3

Cum. npedvidyuyro pedaxkyuro

4. Jna uenedt WIACHTHU(QUKAIMK YIAKOBOK JIEKAPCTBEHHBIX IMPENapaToB s MEIUIIMHCKOTO
MNPUMCHCHUA NPOU3SBOAUTCIIN JICKAPCTBCHHBLIX CPCACTB B HOPAAKC, YCTAHOBJICHHOM HpaBI/ITeJIbCTBOM
Poccuiickoit @enepannn, HAHOCIT HA MEPBUYHYIO YIAKOBKY (B OTHOIICHHH JICKAPCTBEHHBIX IMPENapaTroB
JUIsl MEAULIMHCKOTO IPUMEHEHUs, JUIsl KOTOPhIX HE IPEIyCMOTPEHAa BTOpPUYHAs YIAKOBKAa) U BTOPUYHYIO
(MOTpeOUTENBCKYIO) YMAKOBKY JEKapCTBEHHBIX MpENnaparoB JUIsl MEAUIIMHCKOTO MPUMEHEHHs CpelCTBa
HI[GHTI/I(I)I/IKaLII/II/I, 3a MCKIIIOUCHUCM JICKAPCTBCHHLIX IMPCaparoB MJIA MCAUIMUHCKOIO IMMPUMCHCHUA,
MIPOU3BOAMMBIX ISl POBEICHUS KITMHUUECKUX UCCIIEIOBAHUM, SKCTIOPTA, JIEKApPCTBEHHBIX MPETapaTroB AJis
MEIUIIMHCKOTO MPUMEHEHHUs, YKa3aHHbIX B YacTsax S5 u 8 crarbu 13 Hactosiuero denepaibHOrO 3aKOHA,
paanodapMaleBTUYECKUX  JICKAPCTBEHHBIX  IPENapaToB, BBICOKOTEXHOJOTHYHBIX  JIEKAPCTBEHHBIX
npenaparoB, KOTOPBIC MPOU3ZBCACHBI MAJIbIMHU CCPUAMH, COCTOAT U3 OI[HOﬁ NJIN HECKOJIBKUX 03
BBICOKOTEXHOJIOTHYHOTO JIEKAPCTBEHHOT'O Mperapara, npeHa3Ha4eHbl 1Ji1 KOHKPETHOTO MallMeHTa, UMEIOT
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KOPOTKHI CPOK TOTHOCTH (J0 AEBSHOCTA KaJleHAAPHBIX JHEH) U (MITK) TeMIIepaTypHBI peXUM XpaHEHUS U
TpaHcnopTupoBanuss MuHyc 60 rpanycoB llenbcuss WM HMKE, NUABOK MEIUIIMHCKUX M Ta30B
MEIUIMHCKUX. {151 JeKapCTBEHHBIX MPENapaToB ¢ MEXIyHAPOTHBIM HEMATEHTOBAaHHBIM HAUMEHOBAHHUEM
"OraHon" cpencTBO WACHTU(DHUKAIIMKA HAHOCUTCS HA BTOPUYHYIO (MOTPEOUTENBCKYI0) YIIAKOBKY B Cydae,
€CIM Takas yMaKoBKa SBISETCA HWHIWBUIYaJTbHOM BTOPUYHOM (MOTPEOUTENHCKOM) YHMAaKOBKOM ATOTO
JIEKApCTBEHHOTO Tperapara, a B clydae OTCYTCTBUS BTOPUYHOH (NMOTPEOUTENHCKOM) YIAaKOBKH WIIH
HAJIMYUs YIAKOBKH, B KOTOPOI HaxXoJuTcs Oosee OAHON eAMHUIIBI YKa3aHHOTO JIEKAPCTBEHHOTO Iperapara
B NIEPBUYHOI YIIaKOBKE, CPEJCTBO HIICHTU()UKAIIMN HAHOCUTCS HAa TIEPBUYHYIO YIIAKOBKY.

Hnghopmayus 06 usmenenusix:

Cmamus 67 O0ononnena wacmoio 5 ¢ 1 aumseaps 2018 o. - @Dedepanvhuiii 3akon om 28 dexabps 2017 e.
Ne 425-D3

5. XapaKTepUCTHKH CpEICTBA HICHTH()UKAIIUKM, TOPSAIOK €ro HAHECEHUS W TpeOOBaHHS K
CTpykType u ¢opmary uH(DOpPMAIMU, KOTOPYIO COAEPKHUT CPEACTBO HACHTU(DUKAIMM, ONPEICNIIOTCS
IIpaBurenscTBOM Poccuiickoit denepanumu.

Hnghopmayus 06 usmenenusix:

Yacmo 6 usmenena c 28 oexabps 2025 e. - @edepanvhuiii 3akon om 28 dexaops 2025 2. Ne 514-D3

Cm. npedvloviyyro pedaxkuuio
TAPAHT:

Heticmeue nonoowcenuti yacmu 6 (8 peoaxyuu Dedepanvrozo 3axona om 28 dexabpsa 2025 2. Ne 514-D3)
DACHPOCMPAHAEMCA HA  CO2NAUIeHUs. O 20CYOapCmEEeHHO-4ACMHOM napmuepcmee  (MYHUYUNAIbHO-
yacmHoM napmuepcmaee), 3akaoueHuvle 00 28 oexaobps 2025 .

6. Co3naHue, pa3BUTHE W OKCIUTyaTallMsi CUCTEMbl MOHUTOPHMHIA JBUKECHUS JIEKAPCTBEHHBIX
IIpernaparoB s MEOUIMHCKOTO IPUMEHEHHsS OCYIIECTBISIIOTCA Ha OCHOBAHMM COIVIAILIECHUS O
rOCyJapCTBEHHO-YAaCTHOM TNapTHEPCTBE, 3aKIFOUYEHHOIO MEXAY POCCHUUCKHM IOPUAMYECKHUM JIMLOM H
Poccuiickoit denepanueii, OT UMEHH KOTOPOM BhICTyHaeT (eaepanbHblii OpraH UCIOJIHUTEIHHON BIACTH,
OCYUIECTBIISIIOIINNA (YHKIIMU 1O BbIpaOOTKE TOCYJApCTBEHHON NOJUTHUKHM W HOPMAaTHUBHO-IIPABOBOMY
perylnupoBaHuIo B cepe BHYTPEHHEH TOPropiau. YKa3aHHOE COIVIAIIEHUE 3aKII0YAeTCsl B COOTBETCTBHHU C
DenepanbHbiM 3akoHOM OT 13 wurong 2015 rona N 224-®3 "O rocygapcTBEHHO-YaCTHOM MApTHEPCTBE,
MYHMIIMIIAJIBbHO-4YaCTHOM HapTHepcTBe B Poccuiickoit denepannyu U BHECEHUN U3MEHEHHH B OTIENbHBIE
3aKoHozarenbHble akThl Poccuiickoil @Denepauuu" ¢ yderoM YycTaHaBiIMBaeMblX IIpaBuTenbcTBOM
Poccuiickoit denepanny nopsaka CO3NaHusi, pa3BUTHs, BBOAA B HKCIULYaTallMIO, SKCIUTyaTallUd U BBIBOAA
13 JKCIUTyaTallud CHUCTEMBl MOHWTOPWHIA IBHKEHUS JIEKAPCTBEHHBIX NPENAparToB IS MEIUIIMHCKOTO
NPUMEHEHHUs, HOPsJIKa NPeAoCTaBIeHUs MH(OpMAILUY, COlepKalleiCsl B CHCTEME MOHUTOPHUHTA IBUKEHUS
JIEKapCTBEHHBIX IIPENaparoB Uil MEIMIMHCKOIO NPUMEHEHUS, W HOpsJIKa B3aUMOJCUCTBHUS YKa3aHHOMN
CHUCTEMbl C HWHBIMH TOCYIAapCTBEHHBIMH HH()OPMAIIMOHHBIMU CHCTEMaMM M HMH(OPMAILMOHHBIMU
CUCTEMaMU IOPUIMYECKUX JIMI M WHAMBHIYAJIbHBIX NpEeANpUHUMATENeH, yKa3aHHbIX B dactax 7 u 10
HacTosimled crareu. Poccuiickoe OpHIMYECKOE JIMIO, YKa3aHHOE B HACTOSILEH YacTH, OCYLIECTBIISAET
(GYHKIMU OrepaTopa CHCTEMbl MOHUTOPHHTA JIBHKCHHUS JICKAPCTBEHHBIX MPENApaToOB U MEAUIIMHCKOTO
npuMmeHenus. lIpunsatue IlpaBurensctBom Poccuiickont @enepanuy pelieHUWH O 3aMEHE YKa3aHHOIO
oreparopa WM MPEeKPalIeHnd OCYIIECTBICHUS UM (PYHKIHI OTllepaTopa HE IOIyCKaeTCs B TEUCHHE CPOKa
JIEHCTBUS COIVIAILIEHUS, YKa3aHHOTO B HACTOSIILEN YaCTH.
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Hngopmayusi 06 uzsmenenusix:

Cmamus 67 oononnena uacmoio 6.1 ¢ 28 oexabps 2025 e. - Dedepanvhulii 3axkon om 28 dexaops 2025 e.
Ne 514-D3

TAPAHT:

eticmeue nonoscenuit yacmu 6.1 (6 peoakyuu Pedepanvrozo 3akona om 28 oexabps 2025 2. Ne 514-D3)
DACHPOCMPAHAEMCA HA CO2NAUIeHUs. O 20CYOapCMEEHHO-YACMHOM Napmuepcmee  (MYHUYUNATbHO-
yacmHomM napmuepcmee), 3akaoueHusle 00 28 oexaops 2025 e.

6.1. Oneparop cucTeMbl MOHUTOPUHTA ABM)KEHUS JIEKAPCTBEHHBIX MIPEMAPATOB IS MEIUIIMHCKOTO
NPUMEHEHHs [IEHTpalIu30BaHHO olecrneurnBaeT (opMupoBaHue (TeHepaluio) KoJa MPOBEPKU C
UCTIOJIb30BAaHMEM TEXHUYECKHX CpEACTB (POpMUpOBaHMA KOJa NPOBEPKH U OKa3bIBAET YCIYTH IIO
MIPEIOCTABIICHUIO KOJIOB MapKHPOBKH, HEOOXOAMMBIX s (OPMUPOBAHUS CPEICTB HACHTU(DUKALUU U
oOecrieyeHUss MOHMTOPHHIA JABIKCHHS JIEKQpPCTBEHHBIX IPENaparoB Ui MEIMIMHCKOTO MPUMEHEHUS.
Pa3mep muiatel 3a okazaHHE TaKuUX YCIYI M TOPSAOK €€ B3MMaHUS yCTAHABIMBAIOTCS HOPMAaTHBHBIM
npaBoBbIM akToM IIpaBurenscTBa Poccuiickoit denepannn, NpUHUMAEMbIM HA OCHOBAHMM 4acTy 4 CTaThbu
20.1 ®enepanbHoro 3akoHa or 28 naekalOps 2009 roma N 381-®d3 "OO6 ocHOBax TIOCYIapCTBEHHOTO
peryaupoBaHusi TOproBoil nesrenbHoctd B Poccuiickoit denepanun”. M3MeHenue pasmepa ykazaHHOU
IUIaThl B TE€YEHHE CPOKa JEHCTBHS COMIANIEHHUS O TOCYIapCTBEHHO-YaCTHOM MapTHEPCTBE, YKA3aHHOTO B
4acTy 6 HACTOALIEH CTAThU, HE JOITYCKAETCsl.

Ungpopmayus 06 uzmenenusix:

Cmamus 67 dononnena wacmvio 6.2 ¢ 28 oexkabpsa 2025 2. - Dedepanvhulii 3axon om 28 doexabps 2025 .
MNe 514-D3

TAPAHT:

Heticmeue nonoxcenuii uacmu 6.2 (6 peoaxyuu Pedepanvrozo 3axona om 28 dexabps 2025 2. Ne 514-D3)
DPACNPOCMPAHACMCA HA CONAUEHUS O 20CYOApCMBEHHO-4aCmHOM NapmHuepcmee  (MyHUYUnaibHo-
yacmHoM napmuepcmaee), 3akaoueHuvle 00 28 oexaobps 2025 e.

6.2. Oneparop cucTeMbl MOHUTOPUHTIA ABM)KEHUS JIEKAPCTBEHHBIX MIPENAPATOB 11 MEAUIIMHCKOTO
MPUMEHEHUS OCYIIECTBIIIET CBOM (YHKIIMM B COOTBETCTBUHM C HacTosSmUM DenepalibHbIM 3aKOHOM,
DenepanbHbiM 3akoHOM OT 13 wurong 2015 rona N 224-®3 "O rocygapcTBEHHO-4aCTHOM IApPTHEPCTBE,
MYHULUIIAJBbHO-4aCTHOM napTHepcTBe B Poccuiickont denepanum 1 BHECEHUM U3MEHEHUM B OTAEIbHBIE
3akoHonarenbHble akThl Poccuiickoit denepanuu” u corameHueM, yKa3aHHbIM B 4acTu 6 Hactosmiei
crateu. IIpu 3T0OM B TE€ueHHE cpoKa IEUCTBUS TAKOTO COIVIAIICHHS HE I0IyCKAKOTCS:

1) “3MeHeHue CyLIECTBEHHBIX YCIOBHI Takoro COIIAIIEHHS B YaCTU YMEHBIIEHHUS CPOKa €ro
JNEHCTBUS M HM3MEHEeHHs] oO0beMa (UHAHCOBBIX 0053aTENbCTB €r0 CTOPOH, 33 HCKIIOYEHHEM Ciydas,
yKa3aHHOTO B noanyHkre 1 nyHkra 2 crareu 450 I'pasknanckoro xkopekca Poccuiickoit denepannu;

2) W3MEHEHHE IMpOLEHTa OOMIET0 KOJMYEeCTBA TOJOCOB, MPUXOASIIMXCA Ha JOJH, KOTOpPbIE
COCTaBJISIIOT YCTaBHBIM KallMTall OMEeparopa U B OTHOIICHHHM KOTopbiX Poccuiickass ®enepauust v (Uin)
rOCyJapCTBEHHAsl KOPIIOpalusl UMEIOT MPaBO NPSIMOTO U KOCBEHHOI'O PaCHOPSKEHUS.

Hnghopmayus 06 usmenenusix:

Cmamos 67 dononnena yacmoto 7 ¢ 1 urona 2020 2. - Pedepanvholil 3axon om 28 oexabpsa 2017 2. Ne 425-
D3 (8 peoaxyuu Dedepanvrozo 3akona om 27 dexaops 2019 2. Ne 462-D3)

7. FOpuanyeckue nua U WHIUBUIYATbHBIE MTPESAIPUHIMATENN, OCYIIECTRISIONNE TPOU3BOICTBO,
XpaHeHue, BBO3 B Poccuiickyto @Denepanuio, OTIYCK, peaM3alHi0, Iepenady, NPUMEHCHHE U
0  Cucrema 20
7  TAPAHT 1/

. 21
0 5

W

A O N


http://ivo.garant.ru/document/redirect/73355363/22
http://ivo.garant.ru/document/redirect/71846624/172
http://ivo.garant.ru/document/redirect/10164072/45021
http://ivo.garant.ru/document/redirect/71129190/0
http://ivo.garant.ru/document/redirect/413371754/72
http://ivo.garant.ru/document/redirect/413371754/322
http://ivo.garant.ru/document/redirect/413371754/322
http://ivo.garant.ru/document/redirect/12171992/200104
http://ivo.garant.ru/document/redirect/12171992/200104
http://ivo.garant.ru/document/redirect/413371754/72
http://ivo.garant.ru/document/redirect/413371754/322
http://ivo.garant.ru/document/redirect/413371754/322

®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
MU3MEHEHUSM. ..

YHUUTOXKEHHE JIEKAPCTBEHHBIX MPEnapaToB AJi MEAUIIMHCKOTO MPUMEHEHHs, 00€CIIeunBalOT B MOPSIKE U B
cocTaBe, KoTopele ycraHoBieHbl IIpaBurensctBom Poccuiickoir denepanuu ¢ y4eToM BHIA
OCYIIECTBISIEMON HUMHU JAESITEIbHOCTH, BHECEHHE HH(OpPMalUu O JIEKApCTBEHHBIX Npenaparax s
MEIMIMHCKOTO IMPUMEHEHHUS B CHUCTEMY MOHMTOPHMHIA JIBUJKEHHS JIEKAPCTBEHHBIX IpPENapaToB JUIs
MEIMIIMHCKOTO TPUMEHEHHUS.

Unghopmayus 06 usmenenusx:

Yacmo 7.1 usmenena c 13 wons 2020 2. - @edepanvuwiti 3axkon om 13 uions 2020 2. Ne 206-D3

eticmeue nonoxcenuu yacmu 7.1 (¢ pedaxyuu Pedepanvnozo 3axona om 13 utona 2020 2. Ne 206-D3)
pacnpocmpaunaemcs Ha npasoomuouterus, eoznuxwue ¢ 1 urona 2020 e.

Cm. npedvlOyuyio peoaxyuio

7.1. JlekapCTBeHHbIE Tpemaparbl i MEIUIIMHCKOTO NPUMEHEHUs, MpeIHAa3HAYCHHBIC IS
obecrieueHus JuIl, OOJIBHBIX TeMO(PUIHEH, MYKOBHUCIIUI030M, TUTIO(U3apHBIM HaHU3MOM, OoJie3HbIo [omre,
37IOKAYECTBEHHBIMU HOBOOOPA30BaHUSMH JTHUM(OUTHONW, KPOBETBOPHON U POJICTBEHHBIX WM TKaHEH,
paccestHHbIM CKJIEpO30M, JIUIl TOCJ]e TPAHCIUIAHTALMU OPTaHoB W (WJIM) TKaHeH, mpou3BeneHHbe 10 31
nexabpst 2019 roma, a Takke HHBIE JIGKAPCTBEHHBIE IMIperaparshl s METUIIMHCKOTO NpPUMEHEHHS,
npousBeAeHHbIe 10 1 uronsg 2020 roga, momiexxar XpaHeHUI0, IEPEBO3KE, OTIYCKY, pealu3aluu, nepenaye,
MPUMEHEHUI0 0€3 HAHECEHUs CPENICTB UACHTH(HUKAIINY 10 HCTEUCHHS CPOKA MX TOMHOCTH. [IpaBUTENBCTBO
Poccutiickoit @enepannu BripaBe YyCTaHOBUTh OCOOCHHOCTH BBOJIA B TPAXAAHCKUNA 000OPOT JIEKapPCTBEHHBIX
IpernapaToB A MEIUIMHCKOTO IPUMEHEHUs, TPOU3BEACHHBIX B riepuos ¢ 1 uromst 2020 rona no 1 oktsa6ps
2020 roma. B mensx BBOJAa B TPaXKTAHCKHK OOOpPOT JIEKAPCTBEHHBIE NpEMapaTrhl I MEIUIIMHCKOTO
MPUMEHEHHUS, 32 UCKIIOUEHUEM JIEKAPCTBEHHBIX IMPENapaToB, MPeIHA3HAUYCHHBIX Il 00SCIeUeHus JIHII,
O0ONMpHBIX ~ TeModuiaued, MYKOBHUCUHIO30M, THNO(PU3apHBIM  HaHM3MOM, OonesHpto  [orme,
37IOKaYECTBEHHBIMU HOBOOOPA30BaHUSIMH JTHUM(OUTHONW, KPOBETBOPHON U POJICTBEHHBIX WM TKaHEH,
paccestHHbIM CKJIEPO30M, JIUI[ MOCJIE€ TPAHCIUIAHTALlMM OPraHoB W (WJIM) TKaHeH, MpOM3BEICHHBIE 3a
npenenamu teppuropun Poccuiickoii @enepanuu 10 1 oxrsadpst 2020 roga, mMoryT ObITH BBE3CHBI B
Poccuiickyro ®enepammto 1o 1 sguBaps 2021 roma B mopsiake, ycTaHoBiIeHHOM IIpaBurtenbcTBOM
Poccuiickoit denepannu, 6e3 HAaHECEHUS CPEICTB UICHTU(DUKAIIUH.

Unpopmayus 06 usmenenusix:
Cmamus 67 O0ononnena uyacmoio 8 ¢ 1 aunsaps 2018 o. - Dedepanvhuiti 3akon om 28 dexabpsa 2017 e.
Ne 425-D3

8. Opranmzanusi HWHPOPMAIMOHHOTO B3aMMOJACUCTBUS CHUCTEMbl MOHHUTOPWUHTA JIBUKCHHS
JIEKapCTBEHHBIX IMpEnaparoB Uil MEIUIMHCKOTO TPUMEHEHHs] € HMHBIMH TOCYJapCTBEHHBIMHU
WHPOPMAIMOHHBIMU CUCTEMaMH OOECTICYMBACTCSI B TOM YHUCJE IOCPEICTBOM HH(PPACTPYKTYPHI,
obecrieunBaomeld MHPOPMALIMOHHO-TEXHOJIIOTUYECKOE B3aUMOJIEHCTBUE HH(DOPMALIMOHHBIX CHUCTEM,
UCTIONB3YEeMbIX JIISl TPEIOCTABICHHUS TOCYIAPCTBEHHBIX W MYHUIUNAIBHBIX YCIYT W HCIIOJHEHUS
rOCyIapCTBEHHBIX U MYHHUIIUIAIBHBIX (DYHKIIMH B SJIEKTPOHHOHU dopMe.

Hngopmayus 06 usmenenusix:

Yacmo 9 usmenena c 15 aszycma 2023 2. - Dedepanvuviii 3akon om 4 aseycma 2023 2. Ne 474-D3

Cm. npedvioviyyio pedaxkuuio
9. Undopmarus, coaepikaiascs B CHCTEME MOHUTOPUHIA [BYKCHHS JICKAPCTBEHHBIX MPENApaToB
JJI1 MEOUIITMHCKOI'O HpI/IMeHeHI/Iﬁ, SABJISACTCS I/IH(I)OpMaL[I/Ieﬁ OIpaHquHHOFO I[OCTyrIa B COOTBCTCTBHUU CO
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cratbeit 9 denepanpHOro 3akoHa oT 27 urons 2006 roga N 149-d3 "O6 undopmarmu, HHPOPMAITHOHHBIX
TEXHOJIOTHSX M O 3anuTe nHpopMaruu', 3a UCKIIOUeHHEM MHPOPMAIIHH, HETOMYCTUMOCTh OTPaHUICHHUS
JOoCTyna K KOTOpOil ycTaHoBieHa ¢edepaibHBIMU 3aKOHaMH, a Takke HWH(GOPMAIMH, OTHECEHHOM
[IpaButensctBOM Poccuiickoit denepanuu B COOTBETCTBUM C HacTosIUM DefepaibHbIM 3aKOHOM K
obmenoctynHoil nHpopmaruu. O6menoctynHas nHboOpMaIus, coaepsKaiiasics B CUICTEME MOHUTOPUHTA
JIBIDKEHUS  JICKAPCTBEHHBIX  TMPEMapaToB JUIsi  MEIUIMHCKOTO  TMPUMEHEHHUs, pa3MellaeTcs B
nH(}OPMAITMOHHO-TEICKOMMYHUKAIIMOHHON ceTh "HMHTepHeT" (B TOM Ymciie B (OpMe OTKPBITHIX JTAHHBIX) B
nopsiike, ycraHoBieHHOM [IpaBurensctBom Poccuiickoit denepanumu.

Hnghopmayus 06 usmenenusix:

Cmamus 67 dononnena uacmoio 9.1 ¢ 15 ageycma 2023 2. - @edepanvusiii 3axkon om 4 ageycma 2023 2. Ne
474-D3

9.1. Joctyn x mHbOpMAIUH, COIEPIKAIICIHCSI B CHCTEME MOHUTOPHHTA JIBIKECHUS JICKAPCTBEHHBIX
MpemnaparoB Uil MEAMIIMHCKOTO TPHUMEHEHHUs, O0eCIeYMBAaeTCsl OMepaTopoM CHUCTEMbl MOHHUTOPHHTA
JIBUDKEHUS JIEKAPCTBEHHBIX IMPENapaToB 1 MEIULIHUHCKOTO MPUMEHEHUS B IOPAJKE, YCTAHOBICHHOM
IIpaButensctBoM Poccuiickont @Penepaunu, B COOTBETCTBMM C 3aKOHONATENbCTBOM Poccuiickon
Oeneparmun 00 wHGOpManMK, WHPOPMANMOHHBIX TEXHOJOTHSIX ¥ O 3amuTe HH(DOpMAIUH,
3aKkoHonaTenbCcTBOM Poccuiickoit denepaunu 0 roCynapCTBEHHOW TalHe, 3aKOHONATENbCTBOM Poccuiickon
denepauuu 0 KOMMEPUYECKOM M MHOM OXPaHAEMOM 3aKOHOM TailHE M C YYETOM MOJIOKCHUW HACTOSIIEH
cratbu. IlpaButenbctBo Poccuiickoit ®denepanuu BIpaBe YyCTaHABIMBATh IEPEUYCHb JIEKAPCTBEHHBIX
mpenaparoB JJis MEIUIIMHCKOTO TPUMEHEHHsT W (WJIM) TPyNI JICKApCTBEHHBIX TMPEMmapaToB st
MEIMIIMHCKOTO TPUMEHEHHs] M OCOOCHHOCTH JO0CTyma K HWHGOpMAIMM O TaKUX JIeKapCTBEHHBIX
Mpernaparax, COACPIKAIICHCS B CUCTEME MOHUTOPUHIA ABWKEHHS JIEKAPCTBEHHBIX NPEnaparoB IS
MEIUIUHCKOTO MPUMEHEHHSI.

Ungopmayus 06 usmenenusx:

Cmamobs 67 dononnena wacmoto 9.2 ¢ 15 aseycma 2023 2. - @edepanvusiii 3akon om 4 aseycma 2023 2. Ne
474-D3

9.2. Ilomp3oBarenu CHUCTEMBl MOHMTOPHMHIA JBHXKCHMS JIEKAPCTBEHHBIX IIPENaparoB UL
MEIUIIMHCKOTO TMPUMEHEHUsI 00JaaloT MpPaBOM JO0CTyna K HHGOpPMALUM, COJAEP)KAIICHCS B CHUCTEME
MOHMTOPHHIA JBWKEHHUS JIEKapCTBEHHBIX IPENAapaToB Ul MEIULUHCKOIO IIPUMEHEHHUs, C Y4eTOM
OTpaHHYEHUHN JOCTyNa K yKa3aHHOW HH(poOpManuu M ee mocieayroueil o0paboTke, YCTaHOBIIEHHBIX
HacTosmuM DeznepanbHbIM 3aKOHOM UM HMHBIMU HOpPMAaTMBHBIMU IIPaBOBBIMM aKTamMHM Poccuiickoit
denepanuu.

Hnghopmayusi 06 uzsmenenusix:

Yacmo 9.3 usmenena c 19 aseycma 2024 2. - @edepanvhvuiii 3akon om 8 agzycma 2024 2. Ne 232-P3

Cm. npedwvldyuivio pedakyuio

9.3. ®denepanpHble OpraHbl HCIOTHUTEIBHOW BIIACTU U HCIOIHUTENIBHBIE OPTraHbl CyOBEKTOB
Poccuitickonn ®denepaunu B uensax, omnpeaeneHHbix IIpaBurensctBoM Pocculickonn denepanuu, UMEOT
mpaBo JocTyna K MHPOpMAIMK O CYObEKTaxX OOpallleHUs JEKAPCTBEHHBIX CPEACTB, O JICKAPCTBEHHBIX
npemaparax u 00 00OpoTe TaKUX JIEKAPCTBEHHBIX IMpenapaToB, HEOOXOIWMOU Ui BBIMONHEHUS 3a7a4 U
OCYIICCTBIICHUS (YHKIMA, BO3JIOKEHHBIX Ha (QelepaibHbIe OpraHbl WCIIOJHUTEIBHOW BIACTH U
UCTIOMTHUTENbHBIE OpraHbl cyObekToB Poccuiickoit @enepanuu, CcTaTUCTUYECKOW WHGOPMAIUU O
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JIEKapCTBEHHBIX Mpernaparax U o0 ux o0opore, a Takke K obmenoctynHoit uHdpopmanuu. CocTaB 3Toi
WHPOPMAITUN OTPENEISIeTCSl COTTAIEHUSIMU 00 WH(POPMAIIMOHHOM B3aUMOJICHCTBHH, 3aKIFOUYCHHBIMU
OmepaTopoM CHCTEMbl MOHHUTOPHHTA JBIDKEHUS JIEKAPCTBEHHBIX IMpemnapaToB Mg MEIULHUHCKOTO
NpUMEHEHUs ¢ (efepaabHBIMA OpPTaHAaMHU HCIIONHUTEIBHON BIACTH WJIM WCTIOTHHUTEIHHBIMH OpTaHaAMHU
cyobekTtoB  Poccuiickoit  ®eneparuu u deAepaqbHBIM  OpPraHOM  MCHOJHUTEIBHOW  BIIACTH,
OCYIIECTBIISIFOIIUM (YHKIIMHA TI0 BBIPAOOTKE W peau3aIliil TOCYIapCTBEHHOW TOJIUTUKH U HOPMATHBHO-
MIPaBOBOMY PETYIUPOBAHUIO B cepe 3IpaBOOXPaHEHHUS.

Ungpopmayus 06 usmenenusx:

Cmamuws 67 oononnena uwacmoio 9.4 ¢ 15 aseycma 2023 2. - edepanvusiii 3axkon om 4 aseycma 2023 2. Ne
474-D3

9.4. CyObekT oOpalieHus JEKapCTBEHHBIX CPEACTB HMMEET IMpaBO JOCTynma K HH(opmanuud 006
omepanusXx ¢ JEKapCTBEHHBIMU IIpenaparaMu Jjisi MEIUIIMHCKOTO TPUMEHEHHS, COBEPIIEHHBIX STUM
CyOBEKTOM 00palleHus JeKapCTBEHHBIX CPECTB, a TAKXKE K OOMIETOCTYTHON HH(OpMAIUH.

Ungopmayus 06 usmenenusix:

Cmamos 67 dononnena wacmoto 9.5 ¢ 15 aseycma 2023 2. - @edepanvusiii 3akon om 4 aseycma 2023 2. Ne
474-D3

9.5. Oneparop cucteMbl MOHUTOPUHIA ABM)KEHUS JIEKAPCTBEHHBIX MIPENAPATOB ISl MEAUIIMHCKOTO
NpUMEHEHHs o0JlaflaeT MpaBOM JOCTyna K HHQpOpMalMH, COAep Kalleidcs B CUCTEME MOHUTOPUHIA
JBIDKEHUSI JICKQpCTBEHHBIX NpEnapaToB s MEIMLIMHCKOIO IPUMEHEHMs, BKIoYas HH(OpMAIHIo
OFPaHUYEHHOIO JOCTYyIla, C BO3MOXHOCTBIO €€ OOpabOTKHM, B TOM YHUCIIE €€ IPENOCTAaBICHUS M
pacrpocTpaHeHus,, oOecreueHusi JO0CTyla K HeH W OKa3aHMs YCIYyT C €€ HCIOJIb30BaHUEeM (Janee -
00paboTka).

Hngopmayusi 06 uzsmenenusix:

Cmamus 67 dononnena uacmoio 9.6 ¢ 15 ageycma 2023 2. - @edepanvusiii 3axkon om 4 ageycma 2023 2. Ne
474-D3

9.6. Oneparop cucTeMbl MOHUTOPUHTA ABM)KEHUS JIEGKAPCTBEHHBIX MPENApaToB sl MEIUIIMHCKOTO
NPUMEHEHUS MOXET OCYIIECTBIATh 00paboTKy MH(POPMAIMK OrpaHMYEHHOTO JIOCTYIIA, CojepKalieics B
CHUCTEME€ MOHHUTOPHHIra ABM)KEHHUS JIEKapCTBEHHBIX IpenapaToB JUIsi METUIIMHCKOIO NpPUMEHEHUs, Npu
YCIOBHM 0053aTeNbHOTO O0E3IMYMBAHUS TaKOH HH(POPMALMM B COOTBETCTBHHM C YTBEPIKIAEMBIMHU
denepanbHBIM OPraHOM HCIOJHUTENBHOM BIACTH, OCYHIECTBISIOMIMM (QYHKIMH IO BbIPaOOTKE U
peanu3ali TOCYIapCTBEHHOW TIOJIMTUKA M HOPMAaTMBHO-IIPABOBOMY pPETyIHpPOBaHHIO B cdepe
3IpAaBOOXPAHEHHUS, IO CONIACOBaHUIO C  (eaepalbHBIM OpPraHOM  HCIOJHUTEIBHOW  BJACTH,
OCYIIECTBIISIIOIUM (YHKIUH 10 KOHTPOJIIO U HAaJ30py B chepe HHPOPMAITMOHHBIX TEXHOJIOTUH U CBSI3U, U
(benepabHBIM OPTaHOM HCIIOTHUTEIIBHON BJIACTH B 001acTH oOecredeHus: 0€30MacHOCTH TPEOOBAHUIIMU K
00€3TMYMBaHNUIO TaKOW MH(POPMAIMM M METoaMHu 00e3nu4uBaHus Takoil umHpopmarmu. ObOe3nrnueHHas
uH(bopMaIus, NOTyYeHHasl B pe3yJibTaTe yKa3aHHOH o0paOOTKH U coepKalascs B CHCTeME MOHUTOPHUHTa
JIBIKCHHSI JICKAPCTBEHHBIX MPENapaToB s MEIUIMHCKOTO TMPUMEHEHHs, SBIseTcs WHpopMaIueit
orpanuueHHoro aocrtyna. Ob6e3nuyeHHass nHbopMalus, JOCTyI K KOTOpoil Obl1 obecreyeH onepaTopoMm
CUCTEMbl MOHUTOPHUHIA JABUKEHUS JICKAPCTBEHHBIX MPENapaToB AJsi MEAUIIMHCKOTO MPUMEHEHHUS B LIEIIAX
OKa3aHUsl yCIYI C €€ MKCIOJIb30BAaHUEM, MOJUIEKUT XPAaHEHUI0 B CHCTEME MOHHUTOPHMHIA ABW)KEHUS
JIEKapCTBEHHBIX NPENApaTOB Il MEAUIIMHCKOTO IPUMEHEHHS HE MEHEE TISITH JIET C JaThl IPEJOCTABICHUS
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JocTyna K o6e3nuueHHOW HH(OpMalMu, U Ha HEe He paclpoCTpaHSIOTCs TpeOoBaHUS K MH(DOpManuu
OrPAaHUYEHHOTO JOCTYTAa, YCTAHOBJIECHHbBIEC HACTOSIEH CTaThEeN.

Hnghopmayus 06 usmenenusix:

Cmamus 67 dononnena uacmoio 9.7 ¢ 15 ageycma 2023 2. - Dedepanvusiii 3axkon om 4 ageycma 2023 2. Ne
474-D3

9.7. Oneparop cUCTEMbI MOHHTOPUHTA JABM)KCHUS JICKAPCTBECHHBIX MPETIAPATOB JIJIST MEIUIIHCKOTO
NPUMEHEHUST MOXKET OCYHIECTBIATh 00pabOTKy MHPOPMAIIMK OrPaHHUYEHHOTO JIOCTYIIA, COJCpIKAIICHCS B
CHUCTEeME MOHHTOPUHTA JIBIDKCHUS JICKQPCTBEHHBIX TMPENapaToB I MEIUITMHCKOTO TPHUMCHCHUS,
MOJYYCHHOW OT CyObekTa OOpalleHUsl JIGKAPCTBEHHBIX CPEICTB, 3aPETHCTPUPOBAHHOTO B CHCTEME
MOHHTOPHHTA JIBIKEHUS JICKAPCTBECHHBIX MPENAPaTOB ISl MEIUITUHCKOTO TIPUMEHEHUS U TIPEACTABUBIIICTO
B HEE CBEJICHUS, B MHTEPECax U MO MOPYUYCHHUIO TAKOTO CyObeKTa 0OpalleH s JIEKapCTBEHHBIX CPENCTB 03
obe3nmnuuBaHus HHGOPMAIUK OTPAHHYEHHOTO JOCTYIIA.

Hnghopmayus 06 usmenenusix:

Cmamus 67 dononnena uacmoio 9.8 ¢ 15 ageycma 2023 2. - edepanvusiii 3axkon om 4 aseycma 2023 2. Ne
474-D3

9.8. Oneparop cucTeMbl MOHUTOPUHTA ABM)KEHUS JIEKAPCTBEHHBIX MPENApaToB sl MEIUIIMHCKOTO
IIPUMEHEHNs BIIPABE OKa3blBaThb HA HEIWCKPUMHUHALMOHHOM OCHOBE YCIYTM C MCIOJIb30BAHUEM
o0e3nnyeHHONM HH(OpMalnu, colepKalleiicss B CHCTEME MOHUTOPUHIA JIBMJKEHUS JIEKapPCTBEHHBIX
IpenapaToB JJIsi MEIUIIMHCKOTO IPUMEHEHHUs, CyObeKTaM 0OpallieHHs JIeKapCTBEHHBIX CPEACTB, MOPSIOK U
CTOMMOCTb OKa3aHHUSl KOTOPBIX ONPENENIAIOTCS ONEeparopoM CHCTEMbl MOHMTOPUHIA JABW)KEHUS
JIEKapCTBEHHBIX IIPENaparoB [Js MEIULUHCKOIO INPUMEHEHHS, C YYETOM OIpaHMYEHMH J0CTyma K
00e3mmueHHON MH(GOPMAIIMK, YCTAHOBIICHHBIX HACTOSIIECH CTaThed. YKa3aHHBIE MOPSAIOK M CTOUMOCTh
OKa3aHUs TaKUX YCIYl Pa3MEILAIOTCsA ONEepaTopoM CHUCTEMbl MOHMTOPHHIA JBUKECHMS JIEKapCTBEHHBIX
[IPernaparoB Jyisi MEIULIUHCKOTO MPUMEHEHHS Ha caiiTeé CUCTEMbl MOHUTOPUHTA JIBHKEHUS JIEKapCTBEHHBIX
OpenapaToB s MEAMLMHCKOTO MpPUMEHEHHs B HH()OPMAIMOHHO-TEJIEKOMMYHHUKALIMOHHON CeTH
"UnTepHer" © momsiexar KOHTPOJI B COOTBETCTBUM C AHTHMOHOIOJBHBIM _3aKOHONATEIbCTBOM
Poccuiickoit ®enepaunu. YkazaHHbIE MOPAJOK U CTOMMOCTb OKa3aHHMs TaKUX YCIYr JOJDKHBI OBITH
€IMHBIMU I BCEX JIUL, 0OpallaroIIMUXCsl 32 OKa3aHUEM YCIyTU B OTHOIIEHUU OJMHAKOBBIX BHJA, 00beMa
U cocTaBa npegocrasisieMoil napopmanuu. CyobekTam o0paleHus JeKapCTBEHHBIX CPEJICTB 3apeIaeTcs
IIPEIOCTABIIATh U PACPOCTPAHATh HHPOPMALIHIO, ITOJIYYEHHYIO B COOTBETCTBHH C HACTOSIIEH YacThIO.

Hnghopmayusi 06 uzsmenenusix:

Yacmo 10 usmenena c 15 aseycma 2023 2. - Dedepanvuwiii 3axkon om 4 aseycma 2023 2. No 474-D3

Cum. npedvioyuyio pedaxkyuro

10. IlpousBonutenb JEKAPCTBEHHBIX CPEACTB, JAepiKareiab JUOO BiajAesel] pPerucTparioHHOTO
YAOCTOBEPEHHUsI JICKApCTBEHHOTO Ipenapara WM MPeJCTaBUTENbCTBO HHOCTPAHHOW OpraHHu3aluy,
ABJISIIOLLEHCS  Jlep)KaTesieM JIMOO BIAJENbLEM PETUCTPALMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO
npemnapara, Ha Tepputopun Poccuiickoit @enepanuu, 3aperucTpUpOBaHHbIE B CHUCTEME MOHMTOPHHIA
ABWOKCHUA JICKAPCTBCHHBIX IIPpCaparoB AJd MEAWIOMUHCKOTO MNPUMCHCHHA W NPCACTABMBIIMC B HCEC
CBEJICHUs] O HAHECEHUHU CPE/ICTB WACHTH(PHKALMU Ha YHNAKOBKU JIEKAPCTBEHHBIX IpEnapaTroB, Hapsly c
uHpOpMaluei, ykazaHHOW B 4acth 9.4 HACTOSIIEH CTaTbH, IONy4YaeT COACPKAIIYIOCS B CHCTEME
MOHUTOPHMHIA JIBHXKEHHUS JIEKAPCTBEHHBIX NpenapaToB JIsi MEIUIMHCKOTO MPUMEHEHHs HH(OpMaIHio
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OTPaHUUYEHHOTO JOCTYMa O CEpUAX M MapTHSIX ITHX JIEKAPCTBEHHBIX MpenaparoB 0€3BO3ME3IHO U BIpaBe
OCYIIECTBIIATH CaMOCTOATENLHO WJIHM MOpydarb oOpabOTKy Takoil MH(OpMAIMU TONBKO B COOCTBEHHBIX
uHTepecax. [Ipu 3TomM nocTynm K Takoid WHGOpMAIMM WU pe3yiabTaraM ee oO0paOOTKH HMEET TOJIbKO
JAaHHBIA CYyOBEKT OOpalleHUs JEKApCTBEHHBIX CPEICTB WU JIUIO, KOTOPOMY OH IMOPYYHUI OOpaboTKY.
CocrtaB mpemocTaBisieMOd B COOTBETCTBUU C HACTOAIIEH dYacTbio HWHGOpMAIMU ONpedensercs
IIpaBurensctBOM Poccuiickoit deneparumu.

Hnghopmayus 06 usmenenusix:

Cmamus 67 dononnena yacmoto 11 ¢ 1 urona 2020 2. - Pedepanvuuiil 3akon om 28 oexkabpa 2017 e.
Ne 425-D3 (8 peoaxyuu Pedepanrvroeco 3axona om 27 dexabps 2019 2. Ne 462-D3)

11. 3a mpOU3BOJCTBO WJIM MPOJAXKY JICKAPCTBECHHBIX MPENAPATOB ISl METUITMTHCKOTO MPUMEHEHUS
0e3 HaHECEHHUs CPEICTB WACHTU(HUKAIMU, C HAPYIICHUEM YCTAHOBJICHHOTO TOPSJIKA MX HAHCCCHHS, a
TaKke 32 HECBOCBPEMCHHOE BHECCHHE JAHHBIX B CHCTEMY MOHHTOPWHTA JIBFDKCHUS JICKAPCTBEHHBIX
npernapaToB JUisi MEAMIIMHCKOTO MIPUMEHEHUS WM BHECEHUE B HEE HEJOCTOBEPHBIX JTAHHBIX FOPUINYCCKUC
WA W WHAUBUAYaTbHBIC TPEANPUHUMATETN, YKa3aHHbIC B HacTiaX 4 W 7 HACTOSIICH CTaThH, HECYT
OTBETCTBEHHOCTh B COOTBETCTBHUH C 3aKOHOJATENbCTBOM Poccuiickoit denepanuu.

Ungopmayus 06 usmenenusix:

Cmamuvsi 67 dononnena uacmoio 12 ¢ 1 aueapsa 2018 e. - @edepanvuviil 3axon om 28 oexaops 2017 e.
Ne 425-D3

12. IlpaButensctBo Poccuiickoit @enepanuu BOpaBe YCTAaHOBUTh OCOOEHHOCTH BHEIPEHHUS
CHCTEMBI MOHUTOPUHTA JIBU>)KEHHUSI JICKAPCTBEHHBIX IIPENAPATOB I MEAULIMHCKOTO IPUMEHEHUS, BKIIFOYas
CPOKM €€ BHEIpEHHUs, B OTHOUICHUU JICKAPCTBEHHBIX IPENApaToB I MEIULMHCKOIO IPUMEHEHUS,
BKJIIOYEHHBIX B IIEPEUYCHb JKU3HEHHO HEOOXOAMMBIX M BaKHEHIIMX JIEKapCTBEHHBIX IpenapaTos,
JICKApCTBEHHBIX NpEenapaToB, MpeIHa3HAYCHHbIX i1 oOOecCHedYeHus JHl, OOJIbHBIX TreModuiIneH,
MYKOBHCIHUI030M, THIO(U3apHBIM HaHU3MOM, 00s1e3HbI0 [ 011Ie, 3710KaueCTBEHHBIMU HOBOOOPa30BaHUSIMU
TUM(OUIHOM, KPOBETBOPHOW M POJACTBEHHBIX MM TKaHEH, pacCesHHBIM CKJIEPO30M, JIMI[ IOCIe
TpPaHCIUIAHTAllUM OpraHoB M (WIM) TKaHEW, MHBIX JIEKAPCTBEHHBIX IPENaparoB ISl MEAMIMHCKOTO
[IPUMEHEHUS.
TAPAHT:

Cwm. KOMMeHmapuu K cmambse 67 HacmosAueco (DedepaﬂbHoeo 3AKOHA

Ungpopmayus 06 usmenenusx:

Dedepanvruvim 3axonom om 25 nosopa 2013 o. N 317-D3 nacmoswuii Dedepanbhvili 3aKOH OONOIHEH
enaeot 14.1

I'naBa 14.1. Orpannyenus, HajlaraeMble HA OPraHU3aLHUH, OCYIIECTBJISIIOIIHE AeATeJbHOCTD 110
00palIeHNIO JICKAPCTBEHHBIX CPEACTB

Crarbs 67.1. OrpaHndeHusi, HajJaraeMble PU OCYLIECTBICHUU JESITEIbHOCTH B chepe oOpalieHus
JIEKapCTBEHHBIX CPEJICTB

1. Opranuzauuu, 3aHUMaroLIMecss pa3paOOTKOW, NPOM3BOACTBOM U (WIM) peanu3aunuei

JIEKapCTBEHHBIX IPENnapaTroB AJsi MEIULHUHCKOTO MPUMEHEHHUs, OpraHu3aluy, obOnajarolye npaBaMu Ha
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UCIIOJIb30BaHNE TOPTOBOTO HAMMEHOBAHUS JIEKAPCTBEHHOTO Mpernapara A MEIUIIUHCKOTO MPUMEHEHHUS,
OpraHW3alMy ONTOBOM TOPrOBJIM JIEKAPCTBEHHBIMM CPEICTBAMH, alTE€YHbIE OpraHu3auuu  (Ux
MPEICTaBUTENN, HHbIE (PU3NYECKUE M IOPUIMYECKHE JHUIa, OCYUIECTBISIIONINE CBOIO JIEATEIbHOCTH OT
MMEHH 3TUX OpraHu3aluii) B OTHOIIEHWH MEIUIUHCKHX PAaOOTHUKOB M PYKOBOAMTENEH MEIMIIMHCKUX
OpraHu3aiuii He BIpaBe:

1) Bpyuarh mojapku, BBIIUIAYMBATH JEHEKHBIE CPEICTBA (3a HCKIIOUEHUEM BO3HATPAKICHUM 110
JIOTOBOpaM  MpH  MPOBEJCHUH KIMHUYECKUX HCCIENOBAaHHM  JIEKapCTBEHHBIX MpenaparoB Ul
MEIMIMHCKOTO TNPUMEHEHHs, BO3HArpakJ€HUM, CBS3aHHBIX C OCYLIECTBICHHMEM MEIUIUHCKUM
pabOTHUKOM MEeJarorn4eckoi u (W) HayyHOW AESITeNTbHOCTH), B TOM YHCIE OIUIAYMBATh Pa3BIICUCHUS,
OT/BIX, MPOE3] K MECTY OTIbIXa, a TAaK)K€ MPUBJIEKaThb K YYacCTHIO B Pa3BJIEKATEIbHBIX MEPONPHUATHIX,
MIPOBOJIMMBIX 32 CUET CBOUX CPECTB;

2) 3aKiIrouaTh COMVAIIEHHWS O Ha3HAYEHMH WM PEKOMEHJALMU MalUeHTaM JeKapCTBEHHBIX
MpernaparoB Ui MEIUIIMHCKOTO MPUMEHEHHUs (32 UCKIIOYEHHEM JIOTOBOPOB O MPOBEACHUM KIMHHUYECKHX
UCCJIEIOBAHUM JIEKapCTBEHHBIX MPENapaToB /sl MEIULIMHCKOTO IPUMEHEHUS);

3) nmpenocTaBisaTh 00pa3ibl JEKAPCTBEHHBIX MPENapaToB A MEIUIIMHCKOTO MPUMEHEHHS B LIETSAX
BpYUYEHHMs] TallMeHTaM (3a MCKJIIOUEHHUEM CIIy4aeB, CBSI3aHHBIX C IPOBEICHHEM KIMHMYECKHUX
MCCIIEIOBAHUI JIEKApPCTBEHHBIX MPENapaToB AJs MEIUIIMHCKOTO IPUMEHEHUS );

4) npenocTaBiIATh HEIOCTOBEPHYIO U (MJIM) HENOJIHYI0 HH(OPMALMI0O O JIEKapCTBEHHBIX
npernaparax A MEIULIUHCKOTO TPUMEHEHUS;

5) mocemarbk ux B pabouee Bpemsi HA pabOUYMX MECTax, 3a UCKIIOUYEHUEM CIIy4aeB, CBSI3aHHBIX C
MPOBEJCHUEM KIMHHUUYECKUX MCCIIeI0OBaHH JIEKApCTBEHHBIX MPEMapaTroB sl MEAULIMHCKOTO TPUMEHEHHUS,
C ydJacTHEM B IOpSAJKE, YCTAaHOBJIEHHOM pPYKOBOAMTEIEM MEIUIIMHCKON OpraHu3aluy, B COOpaHMAX
MEIMIIMHCKUX  pAaOOTHUKOB M  HWHBIX  MEPONPUSATHSAX, HANPaBICHHBIX HAa  TOBBIIIEHHE  HX
npo¢eCCHOHAILHOTO YPOBHS WM Ha NpPEAOCTaBIeHHE WH(POPMAIMHU, CBSI3aHHONW C OCYIIECTBICHHEM
MOHHUTOpPUHTa 0€30MaCHOCTHU JIEKapCTBEHHBIX MPENaparoB;

6) moOyX/JaTh K BBITUCHIBAHHIO JIEKAPCTBEHHBIX IMPEMApaToB JUIsi MEAUIIMHCKOTO MPUMEHEHHUs Ha
OmaHkax, coaepkamux HH(OPMAIUIO PEKIaMHOTO XapaKTepa, a Tak)Ke Ha pPeLenTypHBIX OllaHKax, Ha
KOTOpBIX 3apaHee HaleyaTaHO HaUMEHOBaHWE JIEKApCTBEHHOIO Mpemnapara JUisli MEIULHUHCKOTO
MPUMEHEHHUS.

2. Opranuszanuy, ykazaHHble B a03alle MepBOM YacTy | HACTOsIILIEN CTaThH, U UX MPEICTABUTENIN B
OTHOIIIEHUH (hapMalleBTUYECKUX PAOOTHUKOB U PYKOBOJIUTENEH aNTeUHBIX OPraHU3alllii He BIIpaBe:

1) BpydaTh MoJapKku, BBIIUIAUMBATh JEHEKHBIE CPEACTBA, B TOM YMCJIE OIUIAUMBaTh pa3BICUCHMUS,
OTIBIX, MPOE3J] K MEeCTy OTAbIXa, M TMPHUBIEKATh K YYaCTUIO B PAa3BIEKATEIbHBIX MEPOIPHUATHIX,
IIPOBOJIMMBIX 32 CUET CBOMX CPE/CTB;

2) mpenocTaBiIATh 00pa3libl JIEKAPCTBEHHBIX IPEnapaToB i MEAUIIMHCKOTO MPUMEHEHHS IS
BpPYUYEHUS HACEJIEHUIO;

3) 3akirouaTh COMNAIIEHHUS O TPEAJIOKEHUH HACEJICHUIO OIpPENeJeHHBIX JIEKapCTBEHHBIX
IIPEnaparoB AJIs MEIULUHCKOTO IPUMEHEHNUS;

4) TpenoCTaBiIATh HEIOCTOBEPHYIO W (MJIM) HEMOJIHYH0 HWH(GOPMAIUI0 O JIEKAPCTBEHHBIX
npenaparax JUisi MEAMIMHCKOTO NPHUMEHEHHUs, B TOM YHCJIE HMMEIOIIHUX OJMHAKOBOE MEKIYyHapOIAHOE
HENMaTeHTOBAaHHOE HAaMEHOBAHUE.

TAPAHT:
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..
Cm. kommenmapuu k cmamoe 67.1 Hacmosawezo PedepanrbHo20 3aKOHA

Crarbsi 67.2. TpeGoBaHuMss K OpraHM3allid W TPOBEACHUIO HAYYHBIX MEPOIPHUSATHN, WHBIX
MEPOTPHSTHI,  HANPABICHHBIX HA  MOBBIMIEHUE  NPO(PECCHOHATHHOTO  YPOBHS
MEIMIMHCKUX pa0OTHUKOB WJIM Ha TMpeAocTaBieHHe HWHGOpMAIlUU, CBA3aHHOW C
OCYIIIECTBIICHUEM MOHUTOPUHTA 0€30MACHOCTH JICKAPCTBEHHBIX MPENapaToB

1. Ilpu npoBeIeHNN HAYYHBIX MEPOINPHUATHI, HHBIX MEPOIPUATHI, HAIPABICHHBIX HA MOBBIIICHUE
npo(ecCHOHAIBHOTO YPOBHS MEAHMIIMHCKHX pPAaOOTHUKOB WM HA MPEIOCTABICHUE CBS3aHHOU C
OCYIIECTBICHUEM MOHUTOPHHIa O6€30MaCHOCTH JIEKapPCTBEHHBIX MPenapaToB HHPOPMAIMU, OPraHU3yEeMbIX
OpraHM3aIMsIMH, YKa3aHHBIMU B ab3alie nepBoM dactu 1 crareu 67.1 HacTosmero denepanbHOTO 3aKOHA,
UX MPEACTaBUTENSAMU U (WIK) GUHAHCHUPYEMBIX 3@ CUET CPEICTB ATHX OpraHU3aIMil U UX MpeCTaBUTENEH,
3aMpeniaeTcss MPEensITCTBOBaTh Y4YaCTHUIO B YKAa3aHHBIX MEPOINPUATUSX HMHBIX OpraHu3alui, KOTOpbIE
MIPOU3BOMSAT WM PEATM3YIOT JIEKAPCTBEHHBIE Ipenaparsl I MEAULUHCKOTO MPUMEHEHHS CO CXOXKUM
MEXaHHU3MOM (hapMaKOJIOTHYECKOTO JACUCTBHUSA, JINOO CO3/1aBaTh TUCKPUMHUHAIIMOHHBIC YCIOBHS JJISI OJHHUX
YYaCTHHUKOB I10 CPAaBHEHHUIO C IPYTUMHU YYaCTHUKaMH, @ UMEHHO:

1) npenocTaBisATh pa3InuyHOE KOJIMYECTBO BPEMEHH ISl BHICTYIJICHUN YYACTHUKOB, Pa3IN4HbIC 110
pasMepy 3aHMMaeMoOll IUIOIIaau MecTa JUIsl AEMOHCTpaluud oOpaslioB JIEKAPCTBEHHBIX MPENnaparoB AJis
MEIUIMHCKOTO TPUMEHEHMS] WM PEKIaMHBIX MaTepualioB O JIEKapCTBEHHBIX Mpemaparax s
MEUIMHCKOTO MMPUMEHEHNs Ha JKCIO3UIMIX, CTEHIAX, 3a UCKIIFOUEHUEM CIIy4aeB, €CIIM TaKHWe YCIOBUS
3aKpeIJICHbl B COIVIAIICHUSX JTUX OpraHU3alui, WX TMpEACTaBHTENCH O (UHAHCHPOBAHMH YKA3aHHBIX
MEpPOMPUATHI U 00YCIOBIEHBI PA3IMYHBIMU 3aTPaTaMy yYaCTHUKOB Ha UX OpraHU3aIHIo;

2) ycTaHaBIWBaTh pa3Mep B3HOCA JJII YYaCTHUKOB MEPOINPUSATHH, YKa3aHHBIX B a03aie MepBOM
HACTOSILEH YaCTH, MPEBBIIAIONIMN CYMMY 3aTpaT Ha OPraHU3alMI0 YKa3aHHBIX MEPONPUATUN U BELYIIHUI
K HeOOOCHOBAaHHOMY OTPaHUYCHHUIO YHMCIIA UX YIACTHUKOB.

2. Opranu3zanuu, yka3zaHHble B a03arie mepBom yactu 1 ctateu 67.1 HacTtosmero denepaibHOTO
3aKOHA, WX MPEICTABUTENH, OCYIIECTBISIIONINE OpraHu3anuio u (Wiv) (UHAHCHUPOBAHHE MEPOTPHUSLTHH,
yYKa3aHHBIX B 4acTH | HacTodlIel cTaTby, 00s13aHbl 00eceunBaTh AOCTYIN K MH(QOpPMALIUK O JaTre, MecTe U
BPEMEHU TIPOBEJCHUS YKAa3aHHBIX MEPOINPUATUM, T[UJIaHAX, MpOorpaMMax MPOBEACHHUS YKa3aHHBIX
MEpONPHUATHI U TeMaX, TUIAHUPYEMBIX JI pAaCCMOTPEHUS, COCTABE MX YYACTHUKOB IYTEM pPa3MELICHUS
COOTBETCTBYIOIIEH MH(pOpMAMK HAa CBOMX O(QUIMANBHBIX caiiTax B cetu "MHTepHET" He mo3aHee ABYX
MECSLEB 0 HayaJla MPOBEICHMS YKA3aHHBIX MEPOIPHUITHI.

3. Madopmarus o mpoBeIeHUH MEPOIPUATHH, YKa3aHHBIX B YAaCTH | HACTOSIIECH CTaThH, B CPOK,
YCTAHOBJICHHBIM YacThIO 2 HACTOSIICH CTaThU, JODKHA OBITH HampaBieHa B (QenepaiabHBI OpraH
UCTIOMHUTENFHOW  BIACTH, OCYHISCTBISIIONIMK (QYHKIIMM 1O KOHTPOIK © HaI30py B cdepe
3IPaBOOXPAHEHHUS, JUIsl TIOCIEAYIOLIEr0 pa3MelleHusl ee Ha o(pUIMaIbHOM CaifTe 3TOro opraHa B CETU
"NnTepuer".

TAPAHT:

Cm. kommenmapuu k cmamue 67.2 nacmosiueco PedepaibHo2o 3aKoHA
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..
I'maBa 15. OTBeTCTBEHHOCTD 32 HApYyllIeHNe 3aK0HoAaTebcTBa Poccuiickoii Pegepanum npu
o0paneHnH JIEKAPCTBEHHBIX CPEACTB M BO3MellleHie Bpeaa, TPUYUHEHHOI0 310POBbIO IPAKIaH
BCJIEICTBHE PHMMEHEHHUS JIEKAPCTBEHHBIX MIPeNnapaToB

Hnghopmayus 06 usmenenusix:

Dedepanvruvim 3akonom om 22 dexkabpsa 2014 e. No 429-D3 ¢ cmamvio 68 nacmosueco PedepanvHoco
3aKOHA 8HeceHbl usmenenus, scmynaiowue 8 cuny ¢ 1 uwons 2015 a.

Cu. mexcm cmambu 8 npedbloyuiell pedaKyuu
Crarbst 68. OTBETCTBEHHOCTh 3a HapyllleHUE 3akoHojarenbcTBa Poccuiickonr denepanuu mpu
00palIeHUH JICKapCTBEHHBIX CPEJICTB
1. Hapymenue 3akoHomarenbcTBa Poccuiickoit denepamuu Mmpu oOpalieHUH JIEKapCTBEHHBIX
CPEICTB BIJIEYET 3a COOOH OTBETCTBEHHOCTh B COOTBETCTBUM C 3aKOHOMATEIILCTBOM Poccuiickoi
denepanuu.

Hnghopmayus 06 usmenenusix:

Yacmo 2 usmenena c 15 uonsa 2018 2. - @edepanvuvii 3axon om 4 uionsa 2018 2. Ne 140-D3

Cm. npeduloyuiyro pedaxyuio

2. 3a HenpeACTaBICHUE WM HECBOEBPEMEHHOE MpeCcTaBleHre HH(opMaIMy U (UIIH) TOKYMEHTOB
00 TIpEeICTaBICHUE HETOCTOBEPHBIX HHPOPMAUK U (WJIM) JOKYMEHTOB, MPEAyCMOTPEHHBIX HACTOSIIUM
denepalbHBIM 3aKOHOM, CYOBEKTHI OOpalleHHs JIEKAPCTBEHHBIX CPEICTB HECYT OTBETCTBEHHOCTHh B
COOTBETCTBHUHU C 3aKOHOAATENLCTBOM Poccuiickoit denepanuu.
TAPAHT:

Cn. KOMMeHmapuu K cmanbse 68 HacmosAueco @e@epaﬂbﬂoeo 3AKOHA

Crarbs 69. Bo3MmenieHue Bpena, TPUYMHEHHOTO 3[0POBBIO0 TPAXKIAH BCIEACTBUE MPUMEHEHUS
JIEKapCTBEHHBIX MpENaparoB

1. IIpou3BoauTens JEKAPCTBEHHOTO Ipenapara 00s3aH BO3MECTUTD BPEl, MPUIMHEHHBIA 30POBBIO
IpakKJaH BCJIEACTBUE MPUMEHEHUS JICKapCTBEHHOTO Mpernapara, €Clid JOKa3aHo, 4To:

1) nekapCcTBEHHBINM TperapaT MPUMEHSJICS 10 HAa3HAUYCHHUIO B COOTBETCTBHHM C WHCTPYKIIMEH IO
NPUMEHEHHIO JIEKapCTBEHHOTO Ipernapara W NPUYMHOW Bpeda SIBUICS BBOJA B TPAXIAHCKHH 00OpOT
HenoOpOKaYeCTBEHHOIO JIEKAPCTBEHHOIO MPENapara;

2) Bped 3A0pPOBBIO TPUYMHEH BCIEACTBHE HEIOCTOBEPHON WHGOpMAINK, COIEpKaIleicss B
WHCTPYKIIMU TIO TIPUMEHEHHUIO JIEKAPCTBEHHOTO TMperapara, U3IaHHOW MPOU3BOIUTENIEM JIEKAPCTBEHHOTO
npenapara.

Hngopmayus 06 usmenenusix:

Yacmo 2 usmenena c 1 cenmsabps 2024 2. - @edepanvrviil 3axkon om 8 ageycma 2024 2. Ne 323-D3

CMm. npedvldyuivio pedakyuio

2. B cayuae, ecim Bpe 3A0pOBBIO I'pakIaH MPHYUHEH BCIEACTBUE MPUMEHEHUS JIEKAPCTBEHHOTO
mmpenapara, MPUIIEAIEr0 B HErOAHOCTh B PE3YIAbTaTe HApyLICHUS IPAaBUI XPAHCHUS JIEKAPCTBEHHBIX
CPEICTB, MPaBUJI ONTOBOM TOPrOBJIM JIEKAPCTBEHHBIMHU IIpelapaTaMi, IPaBH OTIIYCKA JIEKAPCTBEHHBIX
[IpenaparoB, IPaBUI HU3TOTOBICHUS M OTIIYCKAa JIEKAPCTBEHHBIX IIPENAaparoB, BO3MEIIEHHUE Bpela
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®denepanbHblil 3akoH oT 12 anpens 2010 . N 61-D3 "O6 obOparieHn# JIeKapCTBEHHBIX CpeacTB" (C
U3MEHEHUSIM. ..

OCYIIECTBIISIETCS COOTBETCTBEHHO OpraHMU3alMeil ONTOBOM TOPTOBIM JIEKAPCTBEHHBIMH CpPEICTBAMH,
anTeyHOM oOpraHu3anvel, WHAUBUIYAJIbHBIM NpPEANpPUHUMATEIEM, HWMEIOIMMMH  JMIEH3UIO  Ha
(dbapMalleBTUYECKYIO JIeATEIbHOCTh WM JIMIEH3WI0 Ha MEAMIIMHCKYIO JeSTeNIbHOCTh, MEIUIIUHCKON
OpraHu3aiei, WMEINeH IUIEeH3UI0 Ha (apMaleBTHUECKYIO JeATeNbHOCTh (€€ 000COOIeHHBIM
MOJpa3/ieJICHUEM, PACIIONIOKEHHBIM B CEJIIBCKOM HACEICHHOM IyHKTE, B KOTOPOM OTCYTCTBYET amTeuHas
OopraHu3alys), T0MyCTUBIIMMH MPOAAXKY WIH OTIYCK TAKOTO JIEKAPCTBEHHOTO IIpernapara.

3. Bo3memenue Bpeda, MNPUYMHEHHOTO 30POBBI0 TpakJaH BCJIEICTBUE TNPUMEHEHHS
JIEKapCTBEHHBIX TMPENapaToB WM COBEPIICHHUS MPOTUBOINPABHBIX JEHCTBUN CyObeKTaMu OOpalieHus
JEKapCTBEHHBIX CPEJCTB, OCYIIECTBISETCS B COOTBETCTBHM C 3aKOHONATENLCTBOM Poccuiickoit
denepanuu.

TAPAHT:

Cm. KOMMeHnmapuu K cmamse 69 HacmosAuweco d)edepaﬂbﬂoeo 3dKOHA

I'maBa 16. 3aka0uuTeILHBIE MOJ0MXKEHUA

Crarbs 70. O npu3sHaHUM YTPATUBIIMMU CHILY OTAEJIbHBIX 3aKOHOJATEJIbHBIX aKTOB (IIOJIOKEHUI

3aKOHOJATENBHBIX akTOB) Poccuiickoit deneparm

[Ipu3Hare yTpaTuBIIMMU CHITY:

1) ®enepanbsplii 3akoH oT 22 wutoHd 1998 roma N 86-O3 "O nexkapCTBEHHBIX cpeacTBax"
(Cobpanwue 3akoHonarenscTBa Poccuiickoit @enepammu, 1998, N 26, ct. 3006);

2) ®enepanbHbiil 3akoH oT 2 stHBaps 2000 roga N 5-D3 "O BHeCEHUU U3MEHEHUS M JOTOTHCHUH B
@enepanbubiii 3akoH  "O nekapctBeHHBIX cpeactBax" (CoOpanue 3akoHOmaTenbcTBa Poccuiickoit
®denepanuu, 2000, N 2, cT. 126);

3) crarbio 40 ®enepanpHoro 3akoHa oT 10 suBaps 2003 roga N 15-®3 "O BHeceHUU U3MEHEHUH U
JIOTIONIHEHUH B HEKOTOpbIe 3aKoHOoJaTeNnbHble akThl Poccuiickoit ®dexepanuu B CBS3U C MPUHITHEM
@enepanbHoro 3akoHa "O  JHMIEH3MPOBAHMM  OTHENBbHBIX BHUIOB  nesitensHOocTH"  (CoOpanme
3akoHonarenbcTBa Poccuiickoit deneparuu, 2003, N 2, ct. 167);

4) crareio 31 denepanbHoro 3akoHa ot 30 uroHst 2003 rona N 86-®3 "O BHeCEeHUU U3MEHEHUM U
JIOTIONIHEHUH B HEKOTOpBIE 3aKoHOJareibHble akThl Poccuiickoit @enepanuu, NpU3HAHUH YTPATUBLIMMU
CWJy OTHEJIbHBIX 3aKOHOJATENbHbIX akTOB Poccuiickonn ®enepannu, NTPEAOCTAaBICHUN OTACIIBHBIX
rapaHTHil COTPYIHUKAaM OPraHOB BHYTPEHHMX [I€JI, OPTaHOB 10 KOHTPOJIO 32 000POTOM HapPKOTHYECKHUX
CPEJCTB U TICUXOTPOITHBIX BEIIECTB U YIPa3IHIEMbIX (DeepanbHbIX OPraHOB HAJIOTOBOM MOJUIMH B CBS3H
C OCYIIECTBIEHHEM Mep IO COBEPIICHCTBOBAHMIO rocyaapcTBeHHoro ympasinenus" (CoGpanue
3akoHonarenscTBa Poccuiickoit deneparuu, 2003, N 27, ct. 2700);

5) crateio 101 ®denepanbHoro 3akoHa ot 22 aBrycta 2004 roma N 122-03 "O BHeCceHUN U3MEHECHUM
B 3akoHozaarenbHble akTel Poccuiickorn ®Pepepanyvyu W NPU3HAHUU YTPATUBIIMMU CHIIy HEKOTOPBIX
3aKOHOMATENBHBIX aKTOB Poccuiickoit denepanuu B CBSI3U C NpuHATHEM (enepanbHbIX 3akoHOB "O
BHECEHHHM HM3MEHEHUH M pomnonHeHuid B PenepanbHblii 3akoH "OO6 OOMMX NPUHIMIIAX OpPTaHU3ALNH
3aKOHOZATENbHBIX (MPEACTABUTEIbHBIX) U UCTIOTHUTEIbHBIX OPraHOB FOCYJapCTBEHHO BIacTU CyObEKTOB
Poccuiickoit ®eneparmu”" u "OO 00mUX NpPUHIMIAX OPraHU3ALUM MECTHOTO CaMOYIPABICHHUS B
Poccutickoit ®enepanun" (Cobpanue 3akononarenbcTBa Poccuiickoit deneparuu, 2004, N 35, ct. 3607);
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U3MEHEHUSIM. ..

6) crareio 28 denepanpHoro 3akoHa ot 18 nexadps 2006 roma N 231-D3 "O BBeneHun B JeHCTBHE
yacTu uerBepTor ['paknmanckoro kogexca Poccuiickoit ®enepanuun” (CobOpaHue 3aKOHOAATEIHCTBA
Poccutickoit ®eneparuu, 2006, N 52, ct. 5497).

TAPAHT:

Cw. KOMMeHmapuu K cmanibe 70 HacmosAuezco (Dedepaﬂbnoeo 3AKOHA

Crarbs 71. Berymenue B cuiny HacTosero deaepaibHOro 3aKkoHa

1. Hacrosmmii @enepanbHblil 3aK0H BeTymnaeT B cuity ¢ 1 centsiopst 2010 rona.

2. JlexapcTBEHHBIE CpPEICTBA, 3aPETHCTPUPOBAHHBIC JO JHSA BCTYIUICHHS B CHIIY HACTOSILErO
denepanbHOTO 3aKOHA, MOAJIEKAT BKIIOYCHHUIO B TOCYJAPCTBEHHBIE PEECTPHI JIEKAPCTBEHHBIX CPENICTB C
BHECEHHEM YyKa3aHHBIX B YacTh 1 crateu 33 Hactosmiero depepaqbHOTO 3aKOHA CBEIEHUN 00 3THX
JICKapCTBEHHBIX CpEACTBaX 0€3 TMPOXOXKICHUS BHOBb MPOIEAYPhl TOCYIAPCTBEHHON pETUCTpaIiH
JIEKapCTBEHHBIX MPETaparoB.

Hnghopmayus 06 usmenenusix:

DedepanvHvim _3axkonom om 11 oxkmsabpa 20102 N 271-P3 6 uwacme 3 cmamvu 71 Hacmoauwezo
Dedepanviozo 3aKOHA 6HECeHbl USMEHeHUs

Cm. mexcm wacmu 6 npedvloyuiell pedaKyuu

3. TocymapcTBeHHast perucTpalus JeKapCTBEHHBIX MPEMapaTroB, 3a UCKIFOUECHUEM JICKAPCTBECHHBIX
MpemaparoB s MEAUIIMHCKOTO MPUMEHEHHS, MPEACTABICHHBIX HA YKA3aHHYIO PETUCTPAIUIO JI0 JHS
BCTYIUICHUS B CHJIy Hacrtosmiero denepalbHOro 3aKOHa, OCYIICCTBISICTCS B COOTBETCTBHM C HACTOSIIAM
denepalbHBIM 3aKOHOM HAa OCHOBAaHUH JIOKYMEHTOB W JIAHHBIX, MPEJCTABICHHBIX JO JHS BCTYIUICHUS B
cuty Hacrosiero denepalbHOro 3aKOHa.

H/l(ﬁopﬂilﬂﬂl}l 00 UBMEHEHUSIX:

DedepanvHuim _3akowom om 29 mnoabpa 2010e. N 313-@3 uwacme 3.1 cmamweu 71 Hacmoswez2o
DedepanbHo20 3aKOHA U3NONCEHA 8 HOB0U peoaKyuu, BCMynaruweu 6 cumy co OHA 0QUUUATbHO2O
onyonukoeanus Hazeanno2o PDedepanvbHo20 3aKOHA U PACHPOCMPAHAIOWLEUCA HA NPABOOMHOULEHUS,
6o3Hukuiue ¢ 1 cenmsaopsa 2010 e.

Cm. mexem yacmu 6 npedvioyuie pedaxyuu

3.1. I'ocynapcTBeHHast perucTpanys JIEKApCTBEHHBIX MIPENAPAToOB ISl MEAULIMHCKOIO IPUMEHEHUS,
IIPEICTABICHHBIX HA TOCYJAapCTBEHHYI) PETHCTpAalMI0 JO IHSA BCTYIUIEHHS B CHIy HacCTOSIIEro
denepalbHOrO 3aKOHA, U FOCYJapCTBEHHAs! PErMCTpalUs JIEKAPCTBEHHBIX MTPEMAPATOB AJIs MEIULIMHCKOTO
IIPUMEHEHNUs, IPEICTABICHHBIX HA JKCIIEPTU3Y JICKAPCTBEHHBIX CPENCTB 10 JHA BCTYIUICHUS B CHIY
Hacrosmero denepanpbHOr0 3aKOHa B LEIAX UX MOCIEAYIOLIEH TOCYyAapCTBEHHOM pPETUCTpaLUU,
OCYHICCTBIIAIOTCSI HA OCHOBAaHWUU JOKYMECHTOB M JJaHHBIX, IPEACTABICHHBIX O OHSA BCTYIUICHHS B CHILY
HacTosiiero denepanbHOro 3aKOHA, @ TAKXKE 3asIBICHUS O TOCYIapCTBEHHON PETMCTPaLUy JIEKAPCTBEHHOTO
Ipernapara, MpeICTaBICHHOTO NPOU3BOJUTEIIEM JIEKAPCTBEHHBIX MPENapaToB WM YIOJIHOMOYEHHBIM MM
JIMIIOM B COOTBETCTBHH C HacTosuM DenepaibHbIM 3aKOHOM B YIIOJIHOMOYEHHBIN (enepanabHbIil opran
UCTIOTHUTENbHON BiacTu 10 1 maprta 2011 roma, 6e3 TpeboBaHUS yIUIaThl TOCYIAPCTBEHHON MOIILIUHBI,
NpeayCMOTPEHHON 3akoHonaTenbeTBOM Poccuiickoit denepannu o Hamorax u cOopax.

H/l(ﬁopﬂilﬂﬂl}l 00 UBMEHEHUSIX:
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DedepanvHuim _3akonom om 29 mnoabpa 20102. N 313-@3 uwacme 3.2 cmamvu 71 Hacmoswez2o
DedepanbHo20 3aKOHA U3N0NCEHA 8 HOB0U peoaKyuu, BCMynarueu 6 cumy co OHA O0QUUUATbHOZO
onyonukoeanus Hazeanno2o PDedepanvHo20 3aKOHA U PACHPOCMPAHAIOWLEUCA HA NPABOOMHOULEHUS,
so3Hukuiue ¢ 1 cenmsaopsa 2010 e.

Cm. mexem yacmu 6 npedvioyuie pedaxyuu

3.2. TloaTBepkIeHHE TOCYIapCTBEHHOW PETUCTPAllMM  JIEKAPCTBEHHBIX IPENaparoB  JUIs
MEIMIIMHCKOTO TPUMEHEHHUS], MPEACTABICHHBIX AJIS MOATBEPKICHUSI TOCYIapCTBEHHOI pPErucTpaluu 10
JHS BCTYIUICHUS B cuiy Hacrosgmero dexepalbHOro 3akoHa, M MOATBEP)KICHHE TOCYIapCTBEHHOU
perucTpalnyy JIeKapCTBEHHBIX IpPEnaparoB s MEAULHUHCKOTO TPUMEHEHMsI, MPEACTaBICHHbIX Ha
HKCIIEPTU3Y JICKAPCTBEHHBIX CPEACTB JO JIHS BCTYIUICHHS B CHIIy HacTosiero denepaabHOro 3akoHa B
HEeNSIX TOCJTEeNYIOIIero TOATBEPKACHUS HMX TOCYIapCTBEHHON perucTpalnuy, OCYIIECTBISIOTCS Ha
OCHOBaHMM JIOKyMEHTOB M JaHHBIX, MPEICTABICHHBIX JO [JHS BCTYIUIGHHS B CHIIy HAaCTOSILETO
@denepalbHOTO 3aKOHA, a TaKXKe 3asBJICHHS O TMOATBEPKICHUH TOCYIApCTBEHHON pPETUCTpaluu
JICKApCTBEHHOTO Tperapara, NpPEeACTABICHHOTO IPOU3BOIUTENEM JIEKAPCTBEHHBIX IpPENaparoB WIN
YIOJIHOMOYEHHBIM MM JIMIIOM B COOTBETCTBUU C HacTOsIIUM DenepanbHbIM 3aKOHOM B YIIOJIHOMOYEHHBIN
(denepanbHBIl OpraH MCHOMHHUTENBbHOM BiactH a0 | wmapra 2011 roma, Ge3 TpeOoBaHUS YIIAThHI
rOCyJapCTBEHHOM MOLIIMHBI, MPEAYCMOTPEHHON 3aKoHonarenbcTBoM Poccuiickoin denepanuu o Hamorax
u coopax.

H/l(ﬁopﬂilﬂﬂl}l 00 UBMEHEHUSIX:

DedepanvHvim _3akonom om 29 wnoaobpa 20102. N 313-@3 wacme 3.3 cmamvu 71 Hacmosweco
DedepanvHo20 3aKOHA U30JCEHA 8 HOBOU pedaKyuu, 6Cmynarouiel 8 culy co OHA oQuuUalbHo20
onybnuxkoeanus Hazéanno2o PedepanrbHo2o 3aKOHA U PACHPOCMPAHAIOULENCS HA NPABOOMHOUIEHUS,
so3Hukuiue ¢ 1 cenmsaops 2010 e.

Cm. mexkcm yacmu 6 npedwvloyuieti pedaKyuy

3.3. Ilpunstue pelieHUss O BHECEHMUM U3MEHEHMH B JOKYMEHTBI, COJEp)Kalluecss B
PETUCTPAIIMOHHOM [JIOCh€ Ha 3aperuCTPUPOBAHHBIM JIEKAPCTBEHHBIN Mpenapar g MEIUIIMHCKOTO
MPUMEHEHUS W TIPEACTaBICHHBIC 10 JHS BCTYIUICHUS B CHUIy Hacrtosimero denepaibHOr0 3aKoHA, H
MPUHSITHE PEUICHHs] O BHECEHUU U3MEHEHUN B TOKYMEHTBI, COJIEPKAIUecs] B PETUCTPALIMOHHOM JIOChE Ha
3apErHuCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpenapar AJisi MEAUIIMHCKOTO TPUMEHEHUS U TPEJCTaBICHHbIC Ha
AKCHEPTU3Y JIEKAPCTBEHHBIX CPEACTB 1O AHS BCTyIUIEHUS B cuiy Hacrtosiuero denepanbHOro 3akoHa,
OCYIIECTBIISIFOTCSI HA OCHOBAaHUHU JIOKYMEHTOB M JAaHHBIX, MPEICTABICHHBIX O THS BCTYIUICHUS B CHILY
Hactosimiero denepanbHOro 3aKoHA, a TaKXKe 3asBICHUS O BHECEHMH HM3MEHEHMH B JOKYMEHTHI,
cofiepXKallliecss B PErHCTPAIMOHHOM JOChE Ha 3aperHCTPUPOBAHHBIM JIEKAPCTBEHHBIN Mpemnapar s
MEIMIIMHCKOTO TPUMEHEHHMsI, MPECTABICHHOIO TMPOU3BOIUTENEM JIEKapCTBEHHBIX IMIPEnaparoB WK
YIOJTHOMOYEHHBIM MM JIMIIOM B COOTBETCTBUU C HAcTOSIUM DenepanbHbIM 3aKOHOM B YIIOJTHOMOYEHHBIN
dbenepabHBI OpraH HCIOJTHUTENbHOW BiaacTH 10 1 wmapra 2011 roma, O6e3 TpeOoBaHUS YILIATHI
rOCYIapCTBEHHOW MOLLIMHBI, MIPEAYCMOTPEHHON 3aKOHOMATENbCTBOM Poccuiickoii denepanuu 0 HaJIorax
u cOopax.

Ungpopmayus 06 uzmenenusix:

DedepanvHuim _3akowom om 29 mnoabpa 20102. N 313-@3 uwacme 3.4 cmameu 71 Hacmoswez2o
DedepanvHo2o0 3aKOHA U3N0JCEHA 8 HOBOU pedaKyuu, GCMynaruiell 6 cuiy co OHi OQuUUUATbHO20
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U3MEHEHUSIM. ..

onyonukoeanus Hazeanno2o PDedepanvHo20 3aKOHA U PACHPOCMPAHAIOWEUCA HA NPABOOMHOULEHUS,
6o3Hukuiue ¢ 1 cenmsaopsa 2010 e.

Cm. mexcm yacmu 6 npedvioyuiel pedaxyuu

3.4. Bplmaua paspenieHMi Ha TPOBEACHHE KIMHUYECKUX HCCIEJOBAHUN JIEKAPCTBEHHBIX
IIPENnaparoB Uil MEAMIMHCKOTO IPHMEHEHUS 110 3asBICHUSAM, IOJAHHBIM 10 IHS BCTYIUICHHA B CHILY
Hacrosero denepajbHOro 3aKOHA, a TAKXKE 110 3asBJICHUAM, IIOJAHHBIM IIOCJE IHS BCTYIUICHUS B CUIY
HacTosniero denepanbHOro 3aKOHA HA OCHOBAHMM DKCIIEPTHU3, MPOBEACHHBIX 1O JHS BCTYIICHHUS B CHILY
Hacroswero denepanbHOro 3aKOHAa, OCYIIECTBISACTCS B COOTBETCTBUM € HactoamuM dDenepaibHbIM
3aKOHOM Ha OCHOBaHMHM JOKYMCHTOB M JIaHHBIX, IIPEICTABICHHBIX WIN ITOJIYYCHHBIX 0 JHS BCTYILJICHUS B
cuy Hacrosuiero denepanbHOrO 3aKOHA, a TAaK)KE HA OCHOBAHMM KOIMM IIPEIBAPUTEIBHOIO JOrOBOpa
00513aTEIbHOTO CTPAaXOBAHUS >KU3HH, 3/I0POBbsI MAIIMEHTOB, YYACTBYIOLINX B KIIMHUYECKOM HMCCIIEI0BAaHUU
JICKApCTBEHHOTO Tperapara Ui MEJUIIMHCKOTO MPUMEHEHMs, WIM KOIHMHM JIOTOBOpa 00s3aTeNbHOro
CTPaxOBaHUs KU3HH, 30POBbS NALMCHTOB, Y4aCTBYIOIIUX B KIMHUYECKOM MCCIIENOBAaHUH JIEKAPCTBEHHOIO
npernapara JIs MEAWLIUHCKOTO TPUMEHEHHs, JHOO0 MpEeICTaBICHHONW KOMHUU JOroBopa 00sS3aTeIbHOIO
CTpaxOBaHUs, 3aKIIOYEHHOIO B COOTBETCTBUU C THUIIOBBIMHU IPAaBUJIAMHU OOS3aTEIBHOTO CTPAXOBaHMS, C
yKa3aHUEM [pEeJeNbHOM YKMCICHHOCTH IAlMEHTOB, Y4YaCTBYIOIIUX B KIWHUYECKOM HCCIIECIOBAaHUU
JIEKapCTBEHHOTO Ipernapara JUlsl MEJULIUHCKOIO MPUMEHEHUs, 0e3 TpeOOBaHMsl yIUIaThl TOCYAapCTBEHHOM
MOLUIMHBI, TPETYCMOTPEHHOM 3aKoHOAaTeNIbeTBOM Poccuiickoit @enepariun o Hajgorax u coopax.

Hngopmayus 06 usmenenusix:

Dedepanvhvim_3akonom om 11 oxmsaops 2010 2. N 271-D3 cmamvs 71 nacmoaweeo @edepanbHoco
3aKoHa oononneHa yacmoio 3.5

3.5. 3apeructpupoBaHHbIE B HMHOCTPAHHOW BaJIOTE JI0 JHS BCTYIUICHHUS B CHUJIY HACTOSIIETO
denepalbHOTO 3aKOHA MpeAeIbHbIe OTIYCKHBIE IIEHbl MHOCTPAHHBIX MPOU3BOIUTENCH Ha JIEKAPCTBEHHbIE
mpemaparbl, BKJIIOYCHHBIE B TIEPEUCHb JKU3HCHHO HEOOXOIMMBIX M BaXKHEHIIHUX JIEKapPCTBEHHBIX
MpenaparoB, MOAJIekKaT NepecdeTry B pyosnu no kypcy llenTpanpHoro 6anka Poccuiickoit denepanun Ha
nary, ycranoBieHHyr IIpaButensctBom Poccuiickoit ®denepanuu, 0e3 MpencTaBICHHS 3asBICHHUS O
nepecyeTe LEeHbl ¢ BHECEHHWEM COOTBETCTBYIOIIMX M3MEHEHHI B TOCYIapCTBEHHBIM peecTp MpeAelbHBIX
OTIMYCKHBIX IIEH MPOU3BOJUTENECH Ha JIEKAPCTBEHHBIC MpENapaThl, BKIIOUCHHBIC B MEPEUYCHb KU3HEHHO
HEOOXOJMMBIX M BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB.

Hnghopmayus 06 usmenenusix:

DedepanvHuim 3akonom om 11 oxmsaops 2010e2. N 271-D3 cmamvs 71 nacmoaweco PedepanbHo2o
3aKOHA 0ONONHeHa yacmvio 3.6

3.6. 3apeructpupoBaHHbIE 1O MJHS BCTYIUIEHHWS B cuily Hacrtosmero ®enepaibHOro 3akoHa
MpeeNbHBIE OTITYCKHBIE LIEHBI POCCUICKUX MTPOU3BOIUTENIEH Ha JIEKaPCTBEHHBIE MPENapaThl, BKIOUCHHbBIS
B NIEPEUYCHb KUZHEHHO HEOOXOJMMBIX U BAKHEHUIINX JEKAPCTBEHHBIX MPENaparoB, MOJUIekKAT WHACKCAIIUH
¢ 1 Hos0pst 2010 roma UCXos U3 MPOTHOZUPYEMOTO YPOBHSI WHQIISIIIMH, YCTAHOBICHHOTO DeneparbHbIM
3akoHOM oT 2 nekabpst 2009 roga N 308-®3 "O denepanbHom OromxkeTe Ha 2010 Tom M HA TUTAHOBBIN
nepuon 2011 u 2012 rogos" na 2011 rox.

Ungopmayus 06 usmenenusx:
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DedepanvHuim _3akonom om 6 Oexabps 2011 2. N 409-@3 6 uacms 3.7 cmamvu 71 Hacmoawezo
DedepanvHo20 3aKOHA 6HECEeHbl USMEHEHUsl, 8CIMYNAouue 8 CULy no ucmedenuu mpuoyamu Ouell nocie
OHA ouyuanbHo20 onyonuKo8anus Ha3eanHo2o PedepanrbHo20 3aKOHA

Cm. mekem yacmu 6 npedvioyuien pedaxyuu

3.7. llocne 1 mapra 2011 roma He momyckaroTCs MPOU3BOACTBO U BBO3 B Poccuiickyto denepanuio
JICKapCTBEHHBIX IPENapaToB B YIAKOBKaX C MapKUPOBKOW, KOTOpasi ObliIa HAHECEHA 10 JHS BCTYIUICHUS B
cuiy Hacrosero ®enepanbHoro 3akoHa. [lo mMcTedeHMM yKa3aHHOIO CpOKa JAaHHBIE JIEKaPCTBEHHBIE
IIpenaparbl MOTYT OTIIYCKaThCsl, PEaIM30BBIBATHCS, [1EPENABATHCS U IPUMEHSATHCS JO UCTEUEHUS UX CPOKa
TOJHOCTH.

4. Co nmHsa BCTyIUIeHMsI B cuily Hacrosuero ®enepanbHoro 3akoHa u no 30 ampens 2011 roga
BKJIFOUHUTEIILHO JIONYCKAETCs MPOBENCHHUE SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB IKCIIEPTAMU HKCIIEPTHOIO
YUpPEXKIEHUS [0 MPOXOXKACHUS HUMH aTTeCTallMM B TIOPSIKE, YCTAaHOBJIEHHOM YIIOJHOMOUYEHHBIM
¢benepanbHBIM OPraHOM UCTIOIHUTENIBHOM BIIACTH.

5. Co nus BerymieHus B cuiy Hactosimero ®enepanbHoro 3akoHa u mo 31 nexabpst 2013 rona
BKJIFOUUTEIIBHO OCYILIECTBIISIETCS MEPEX0] K IPOU3BOJCTBY JIEKAPCTBEHHBIX CPENCTB B COOTBETCTBUM C
IIpaBWJIaMU OpPIraHM3alMM IIPOU3BOACTBA U KOHTPOJIS KaueCTBA JIEKAPCTBEHHBIX CPEACTB, yKa3aHHBIMU B
gacT | ctathu 45 HacTosmiero deaepasbHOTO 3aKOHA, B MTOJIHOM o0beMe. CpoKH mepexojia MPOou3BOICTBA
JICKApCTBEHHBIX CPEACTB K MX MPOHM3BOJCTBY B COOTBETCTBHM C KOHKPETHBIMH TPEOOBAHMSMHU JAHHBIX
MpaBWI, BKIIOYasl CPOKM aTTECTallMd YIOJIHOMOYEHHBIX JIUI, YKa3aHHbIX B d4acTax 6 u 7 crarbu 45
Hacrosero denepanbHOro 3aKkoHa, ycranasnusarorces [Ipasurensctsom Poccuiickoit denepanuu.

6. JluneH3un Ha TMPOU3BOJCTBO JICKAPCTBEHHBIX CPEACTB, BblIaHHbIe A0 | siHBapst 2014 rona,
neictByroT nocie 1 sHBapst 2014 roma 10 MCTeueHUs CpOKa HMX AECUCTBUA NPU YCIOBHUM COOTBETCTBHS
JULEH3MaTa OpaBWiaM OpPraHM3aliy IPOU3BOACTBA M KOHTPOJS KauyecTBa JIEKAPCTBEHHBIX CPEACTB,
YKa3aHHBIM B 4acTH 1 ctatey 45 HacTosmero denepaibHOIO 3aKOHa.

H/l(ﬁopﬂilﬂﬂl}l 00 UBMEHEHUSIX:

Dedepanvrvim 3akonom om 29 nosaops 2010 2. N 313-DP3 cmamows 71 nacmosweeo Dedepanvho2o 3aKoHa
JononHena uacmvilo 7, 6cmMynarmulell 8 Ccumy co OHA OQUUUATbHO20 ONYONUKO8AHUSA HA3EAHHO20
Dedepanvrozo 3aKoHa

7. @opMmHpoBaHHE TOCYJApCTBEHHOTO 3a/laHds Ha IMPOBEACHHUE HKCIEPTU3bI JIEKAPCTBEHHBIX
cpencTB (enepambHOMY TOCYAApCTBEHHOMY OIOMKETHOMY YUYPEKICHHUIO IO IMPOBEICHUIO 3KCIIEPTH3BI
JIEKapCTBEHHBIX CPENCTB U (PUHAHCOBOE OOECIEUEHHUE BBIMOIHEHUS 3TOTO 3a/IaHUs OCYIIECTBISIOTCS B
NOpsIZIKE, YCTaHOBIEHHOM DenepasbHbIM 3akoHOM OT 12 stHBaps 1996 roga N 7-03 "O HekoMMepUeCcKuX
opra"nuzanusx".
TAPAHT:

Cn. KOMMeHmapuu K cmanse 71 HacmosAueco @e@epaﬂbﬂoeo 3AKOHA

IIpesunent Poccuiickon @enepannn . Mensenes

Mocksa, Kpemib

12 anpensa 2010 .

N 61-®3
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