12 anpena 2010 roga N 61-93

POCCUMNCKAA OEAEPALMUA
®EAEPANBHbBIN 3AKOH
OB OBPALLEEHMW NEKAPCTBEHHbIX CPEACTB

MpnHAT
locypapctBeHHOM dymoin
24 mapTta 2010 roga

OpobpeH
Cosetom Pepepauuu
31 mapTta 2010 roga

CnUCOK U3MEHAIOLWMX LOKYMEHTOB
(B pen. PepepanbHbix 3akoHOB 0T 27.07.2010 N 192-03,
o7 11.10.2010 N 271-®3, 01 29.11.2010 N 313-d3, o1 06.12.2011 N 409-93,
0T 25.06.2012 N 93-®3, o1 25.12.2012 N 262-®3, o1 02.07.2013 N 185-93,
0T 25.11.2013 N 317-®3, ot 12.03.2014 N 33-®d3, 01 22.10.2014 N 313-93,
0T 22.12.2014 N 429-d3 (pea. 13.07.2015), ot 08.03.2015 N 34-d3,
0T 29.06.2015 N 160-93, ot 13.07.2015 N 233-d3, o1 13.07.2015 N 241-93,
oT1 13.07.2015 N 262-®3, ot 14.12.2015 N 374-®3, 01 29.12.2015 N 389-93,
0oT1 02.06.2016 N 163-d3, o1 03.07.2016 N 261-®3, o1 03.07.2016 N 305-P3,
oT1 03.07.2016 N 350-®3, ot 29.07.2017 N 242-®3, o1 29.07.2017 N 278-93,
0T 28.12.2017 N 425-d3 (pea. 27.12.2019), o1 04.06.2018 N 140-P3,
07 28.11.2018 N 449-®3, o1 27.12.2018 N 511-®3, 071 06.06.2019 N 134-3,
0T 26.07.2019 N 240-®3, o1 02.08.2019 N 297-®3, 01 27.12.2019 N 462-93,
0T 27.12.2019 N 475-®3, o1 27.12.2019 N 478-®3, 01 27.12.2019 N 481-93,
0T 26.03.2020 N 67-®3, 01 01.04.2020 N 98-®3, o1 03.04.2020 N 105-93,
0T 13.07.2020 N 206-®3, o1 08.12.2020 N 429-®3, 01 22.12.2020 N 444-93,
o1 11.06.2021 N 170-®3, ot 02.07.2021 N 317-®3, o1 08.03.2022 N 46-03,
0T 26.03.2022 N 64-®3, ot 14.07.2022 N 311-®3, o1 20.10.2022 N 405-93,
01 05.12.2022 N 502-®3, ot 19.12.2022 N 519-®3, ot 28.04.2023 N 149-93,
0T 28.04.2023 N 171-®3, o1 24.07.2023 N 341-d3, o1 04.08.2023 N 428-D3,
o1 04.08.2023 N 474-93)

Fnasa 1. OBLUME NONOKEHUA
CraTtba 1. MpegmeT peryampoBaHua Hactoawero PeaepasnbHOro 3aKkoHa

1. Hacroawmin ®depepanbHbli 3aKOH PeryavMpyet OTHOLIEHMA, BO3HMKawllMe B CBA3U C
obpalieHMeM - pa3paboTKOW, AOKAMHUYECKUMWU UCCNeAO0BaHUAMM, KNAUHUYECKMMU UCCNeAO0BaHMAMM,
3KCMNepTU30M, roCyAapCTBEHHON perucTpaumei, co CTaHZapTU3auMen U C KOHTPOJAEeM KayecTsa,
Npou3BOACTBOM, W3rOTOB/IEHMEM, XpaHeHWeM, NepeBO3KolM, BBO3OM B Poccuiickyio depepaumio,
BbIBO30M M3 Poccuiickoli denepaumnn, peknamoit, oTnyckom, peannsaumen, nepegaden, npuMeHeH1em,
YHUUTOXEHNEM NNEKAPCTBEHHbIX CPEeACTB.

(8 pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

2. Hactoawumit deaepanbHblili 3aKOH YCTaHaBNMBAET NMPUOPUTET rOCYAaPCTBEHHOMO PeryiMpoBaHus
6e30nacHOCTH, KayecTBa M 3G GEKTUBHOCTU NEKAPCTBEHHbIX CPEACTB NPU MX 06paLLEHNN.
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(8 pea. PenepanbHoro 3akoHa ot 25.06.2012 N 93-93)
Cratba 2. Chepa npumeHeHUA HacTosLero PeaepanbHOro 3akoHa

Hactoawmin depepanbHblil 3aKOH NPUMEHAETCA K OTHOLIEHWUSIM, BO3HUKaOWMM Npu obpalieHumn
JNIEKAPCTBEHHbIX CPeACTB Ha TeppuTopumn Poccninckon Gegepaumu.

CratbA 3. 3aKOHOAaTeNIbCcTBO 06 06palLeHUM IeKapCTBEHHDIX CPeACTB

1. 3akoHogaTenbctBO 06 06paLLEHMM IEKAPCTBEHHbIX CPeAcTB COCTOUT W3 HaCTOALLEro
denepanbHOro 3akoHa, ApPYrMx deaepanbHbiX 3aKOHOB M WMHbIX HOPMAaTUBHbIX MPAaBOBbIX aKTOB
Poccuitckoit depgepaumn.

1.1. 3aKoHogaTeNnbCTBO 06 06palLlEHMN NEKAPCTBEHHbIX CPEACTB B OTHOLEHUM IOPUANYECKUX UL
M WUHOMBUAYANbHbIX MNpeanpuUHMMATENIEN, OCYLLECTBAAIOWMNX AEeATENbHOCTb Ha Tepputopumn
MEXKAYHAPOAHOr0 MeAMUMHCKOrO KnacTepa, NpUMMEHsieTcAa C y4eTOM OCOBeHHOCTel, YyCTaHOB/EHHbIX
depnepanbHbim 3akoHOM OT 29 uioHa 2015 roga N 160-93 "O merKayHapoaHOM MeAULMHCKOM Knactepe
N BHECEHWN U3MEHEHMI B OTAE/bHble 3aKOHOoAaTe/IbHble aKkTbl Poccuiickoit depepaumn’.
(yacTb 1.1 BBeaeHa deaepanbHbiM 3akoHOM OT 29.06.2015 N 160-d3; B pea. PeaepanbHOro 3akoHa ot
04.08.2023 N 428-d3)

2. leitctBme HacToAwero ®eaepaibHOro 3aKOHa pacnpocTpaHaeTca Ha obpalleHne HapKOTUYECKUX
NIeKapCTBEHHbIX CPeACTB M  MCUMXOTPOMHbIX J/IEKAPCTBEHHbIX CPeACTB C yyeTom ocobeHHOoCTel,
YCTaHOB/IEHHbIX 3aKoHOAaTenbCcTBOM Poccuiickoit  degepaumnm 0  HApPKOTMYECKUX  CPeacTsax,
MCMXOTPOMHbIX BELLECTBaX M 06 UX NpeKypcopax.

3. Jelictene Hactosuwero ®depepanbHOro 3akoHa pacnpocTpaHsetca Ha  obpauleHue
paanodapmaLeBTUUYECKMX JIEKAapPCTBEHHbIX CpeacTB C  y4eToM ocobeHHoCTel, YCTaHOBAEHHbIX
3aKoHoaaTenbcTBom Poccuitckoit Peaepaumnm B ob6nactn obecneyeHus pagmaumoHHon 6esonacHoOCTH.

4, Ecnv mexxayHapoaHbiM goroBopom Poccuiickon deaepalumm yCcTaHOBAEHbI MHble NMPaBUa, Yem
Te, KOTOpble npeaycMoTpeHbl Hactoawmm dPeaepanbHbiM  3aKOHOM, MPUMEHAIOTCA NpaBuAaa
MeAyHapoaHOoro 40orosopa.

4.1. PelleHWss MEXKrOCY[apCTBEHHbIX OPraHoB, MPWHATbIE HAa OCHOBAHMM  MOJIOXKEHMUM
MeXAyHapoaHblx gorosopoB Poccuiickoii ®epepaumm B UX  WUCTONIKOBAHWWM, NPOTMBOPEYaLLEM
KoHcTutyummn Poccuiickon ®epepauunmn, He nognexkaT ucnonHeHuto B Poccuiickoit ®eaepauymnmn. Takoe
NpPOTUBOpPEUYME MOXKET HbITb YCTAaHOBNEHO B NOPALKE, onpeaeneHHOM deaepanbHbIM KOHCTUTYLMOHHbIM
3aKOHOM.

(yacTb 4.1 BBeaeHa denepanbHbiM 3akoHoM oT 08.12.2020 N 429-93)

5. B Poccuiickoit depepaumm B COOTBETCTBUM C MeMKAYHApPOAHbIMKM A0roBopamu Poccuitckoit
depepauun n (MAM) Ha OCHOBE MPUHLMMNE B3aMMHOCTM NPU3HAOTCA Pe3y/bTaTbhl KAUHUYECKUX
nccneaoBaHN NIeKapCTBEHHbIX MpenapaTos ANA MeAULMHCKOrO NPUMEHEeHUs, NpoBedeHHbIX 3a
npegenamu TeppuTtopumn Poccuiickoit deagepaumu.

CratbA 4. OCHOBHbIE NOHATUA, UCNOJIb3yeMble B HacTosAlem deaepasibHOM 3aKOHe

Ona Ll,eneﬁ HacToALwero Cbep,epaanoro 3aKOHa UCNoJ1b3yroTCA cheayrowmne OCHOBHbIE NMOHATUA!

1) NEeKapCTBEHHbIE CpeactBa - BewectBa WM UX KOM6I/IH3LI,VII/I, BCTynawwmne B KOHTAKT C
OpPraHNM3ImMom 4esnoBeka Uan XMBOTHOIO, NMPOHUKaKOWME B OpPraHbl, TKAHU OpPraHM3ma 4YenoBeKa WU
XMNBOTHOIO, npumeHAaemble ONA l'lpOd)MJ'IaKTMKM, ANAarHoCTnKu (33 UCKNKYEHNnem Bewecte Uan ux
KOM6VIHaLI,VII\;I, Heé KOHTaKTUPYLWNUX C OPraHM3IMOM 4enoBeKa UIn )-KVIBOTHOFO), nevyeHumA 3a60}'IEBaHVIF|,
pea6M}1MTaLI,VIVI, ANnAa CoXpaHeHuA, NnpeaoTBpalleHna nam npepbiBaHUA 6ep8MEHHOCTVI M NoNy4YeHHble U3
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KpPOBMW, NNa3mbl KpPOBM, U3 OPraHOB, TKAHEN OpraHM3Ma YeloBeKa UK }KUBOTHOTO, PacTEHWNI, MUHEPAoB
MeToAaMWN CUHTE3a WU C NMPUMEHEHMEM BMONOTMYECKMX TexHoNorMin. K nekapcTBEHHbIM cpeacTBam
oTHocATCA PpapmaLeBTUUYECKME CYOCTaHUMMN N IEKaPCTBEHHbIE NpenapaThbl;

2) dapmaueBTMYecKaa cybCcTaHLUMA - NEeKapCTBEHHOE CPeACTBO B BUAE OOHOMO WM HECKOJIbKMX
obnagarowmx GapMaKkoNorMiyeckom akTUBHOCTbIO AENCTBYIOLLMX BELLLECTB BHE 3aBUCMMOCTU OT NPUpPOabI
NPOUCXOXAEHNA, KOTOpOe MNpegHasHayeHo A MPOM3BOACTBA, W3rOTOB/IEHUSA /IEKAPCTBEHHbIX
npenapaTos 1 onpegenaet nx aPpPeKTMBHOCTb;

(n. 2 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) BCnomorarte/sibHble  BelwlecCTBa - BeuwecTtBa HEOPraHM4Yeckoro nanM - opraHmyeckoro
npounucxoxageHmna, ncnosb3yemblie B npouecce nponssoacrtea, NU3rotoBaeHNA NE€KAPCTBEHHbIX MPeENapaToB
Aana npnaaHna nm HEO6XO,£I,VIMbIX ¢M3MKO-XMMW4€CKMX CBOﬁCTB;

4) nekapcTBeHHble MpenapaTtbl - JIEKAPCTBEHHblE CPeACcTBA B BWUAE /N1EKAPCTBEHHbIX GOpMm,
npumeHsemble Oaa NPoPUNAKTUKKN, AMArHOCTUKKM, fedyeHus 3abosieBaHuA, peabunutaumu, ans
COXpaHeHun, NpeaoTBPaLLEHNS UK NPepPbIBaHNA BepemMeHHOCTH;

5) nekapctBeHHas ¢opma - COCTOAHME NIeKapCTBEHHOrO MNpenaparta, COOTBETCTBYloWEee crnocobam
ero BBeAEeHUNs U NPUMEHEHUA 1 obecneunsatoLLee 4OCTUKEHNE HeobXxoaMMOro iedebHoro apdekTa;

5.1) po3MpoOBKa - coAeprKaHUe OAHOTO UM HECKOJIbKUX AENCTBYIOLMX BELLECTB B KOJIMYECTBEHHOM
BbIPAEHUM Ha eauHMUY [03bl, UAM eauHULy obbema, UAM eAMHWUULY MAcCbl B COOTBETCTBMM C
neKkapcTeeHHoW ¢dopmoi MO0  ANA  HEKOTOPbIX BWAOB  /JIEKAPCTBEHHbIX GOPM  KOAMYECTBO
BbICBODOXKAAEMOTIO M3 SIeKapCTBEHHOW GOPMbI AEVCTBYIOLLLETO BELWECTBA 32 €4AMHULLYY BPEMEHU;

(n. 5.1 BBegeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

6) nepeyeHb IKM3HEHHO HEOBXOAMMBIX W BaXKHEWLWIWMX JIEKAPCTBEHHbIX MPENapaTtoB -
yTBepKaaemMblit MpaBuTennctBom Poccuiickoit Pepepaunn nepeyeHb IEKapCTBEHHbIX NpenapaToB A
MeANUMHCKOTo NpUMeHeHUs, obecneymBatomnX NPUOPUTETHbIE NOTPEBHOCTU 34PaBOOXPaHEHUS B LeNsX
NPOGUNAKTUKN U NeveHns 3aboneBaHni, B TOM Ymcne npeobiagarowmx B CTPYKType 3aboseBaemoctu B
Poccuitckoin Pepepaumnu;

(B pen. PepepanbHoro 3akoHa ot 13.07.2020 N 206-93)

6.1) opdaHHble NEeKapCTBEHHble NpenapaTbl - JIeKapCTBEHHblE MpenapaTtbl, NpegHasHavyeHHble
UCKIIOYNTENIbHO AN AMATHOCTUKM WAW NaTOreHETUYECKOro NedyeHus (NedYeHusn, HanpaB/ieHHOTo Ha
MexaHM3M pa3BuTuA 3abonesaHuna) peaknx (opdpaHHbIX) 3aboneBaHNii;

(n. 6.1 BBegeH deasepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTlAOC: NpuMeyaHme.
C 01.04.2024 B n. 6.2 cT. 4 BHOCATCA M3MmeHeHua (P3 oT 04.08.2023 N 466-P3). Cm. byayLyto
peaakumio.

6.2) 6uosnorMyeckme NeKapCTBEHHble NpenapaTbl - JeKapCTBEHHbIe NpenapaTbl, AeilcTeylolee
BELLECTBO KOTOPbIX MPOM3BEAEHO WM BbIAENEHO M3 BMONOTMYECKOTO UCTOYHUKA M ANA onpeneneHus
CBOWCTB M KaYecTBa KOTOPbIX HEOBX0AMMa KOMBUHaALUMA BUOOTUYECKMX U PUBUKO-XMMUYECKMX METOL0B.
K 6uonorMyeckMm eKapcTBEHHbIM MNpernapaTam OTHOCATCA MMMYHOBMONOTMYECKMe NEeKapCTBEHHbIE
npenaparbl, N1eKapCTBEHHbIEe NpenapaTbl, NOJYyYeHHbIE U3 KPOBU, N1a3Mbl KPOBM Ye0BEKA U HKUBOTHbIX
(3@  UCKNlouyeHMeM  LEeNbHOM  KpoBM),  BMOTEXHONOTMYECKME  /IeKapCTBEHHble  Npenapathbl,
reHoTepaneBTUYECKMNE IeKapCTBEHHbIE NpenapaTh;

(n. 6.2 BBeaeH desepanbHbIiM 3aKoHOM OT 22.12.2014 N 429-d3)

7)  VMMMyHOBMONOIMYECKME fleKapcTBEHHble MpenapaTtbl - JIEKAPCTBEHHble Mpenaparthl,
npegHasHayeHHble Ana GOPMUPOBAHMUA aKTUBHOTO MM MACCMBHOTO MMMYyHWUTETa AMBO ANArHOCTUKK
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HaAMuMA  UMMYHWUTETA  WAM  AMArHOCTUKM  chneumduyeckoro nNpuobpeTeHHOro  M3MeHeHUs
MMMYHONIOTMYECKOTO  OTBETa Ha  anneprusupylowme Bewectsa. K MmMMyHob6MONOrMYECKMM
JIeKapCTBEHHbIM  Mpenapatam  OTHOCATCA  BaKUMHbI,  aHATOKCMHbI,  TOKCMHbI,  CbIBOPOTKM,
UMMYHOT06YINHBI U ainepreHbi;

(n. 7 B pea. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7.1) 6uoTexHoNnorMyeckue JieKapCTBEHHble npenapatbl - JIeKapCTBEHHble npenaparthl,
NpPOM3BOACTBO KOTOPbIX OCYLLLECTBAAETCA C UCNO/b30BaHNEM ODMOTEXHO/IOTMYECKNX MPOLLECCOB U METO0B
(8 Tom uncne OHK-peKOMOMHAHTHON TEXHOJIOrMU, TEXHONOTUM KOHTPOJIMPYEMON 3IKCNPECCUUN TEHOB,
KoAMpPYOWUX BMOIOrMYECKN aKTUBHblE GENKM B MPOKApMOTax M 3yKapuoTax, BKIOYAA M3MEHEHHbIe
KNETKU MAEKONUTatoLWmX), rMbpuaoMHOro MeToaa U MeToAa MOHOK/IOHA/IbHbIX aHTUTEN;

(n. 7.1 BBegeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

7.2) reHoTepaneBTUYECKME JIEKAPCTBEHHbIE nNpenapaTbl - JI€KapCTBEHHble MpenapaTsl,
dbapmaueBTHUecKaa cybCcTaHUMA KOTOPbIX ABAAETCA PEKOMOWHAHTHOW HYKNEMHOBOW KWUCNOTOM WU
BKNOYaeT B ceba pPEeKOMOMHAHTHYIO HYK/JEMHOBYID KWUC/AOTY, MO3BONAIOLWYIO OCYLWECTBAATb
perynmpoBaHue, penapauuto, 3ameHy, obasneHne Unn yaaneHne reHeTMYeCcKon nocnesoBaTeIbHOCTH;
(n. 7.2 BBegeH ®eanepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

8) HapKoTUYEeCKME NIeKapCTBEHHbIE CPeACTBa - JIEKaPCTBEHHbIE npenapaTbl M ¢papmauesTUYecKne
cybCcTaHuMM, codepikalime HapKOTUYECKME CPeAcTBa WM BK/OYEHHble B [epeyeHb HapKOTUYECKMX
CPeAcCTB, NCUXOTPOMHbIX BELLECTB U UX MPEKYPCOPOB, MOoA/eXalUMX KOHTPOIO B Poccuiickoin deaepaumu,
B COOTBETCTBMM C 3aKoHOAaTenbCTBOM Poccuiickon degepaumu, MexayHapoAHbIMM [40roBopamu
Poccuiickoin depepaumm, B TOM uyncie EAMHON KOHBEHLMEN O HapKOTUYECKUX cpeacTBax 1961 roaa;

9) NcMxoTponHble NEKAPCTBEHHbIE CPEACTBA - IEKAPCTBEHHbIE NpenapaTtbl U GpapmaLeBTUYEeCcKue
cybCcTaHuMM, coaepikalime MNCUXOTPONHbIE BELLECTBA M BKAOYEHHble B [lepedeHb HaPKOTUYECKUX
CPeACTB, NCUXOTPOMHBIX BELLECTB U X MPEKYPCOPOB, NOAEKALLMX KOHTPOIO B Poccuiickoit Peaepaumu,
B COOTBETCTBMM C 3aKoHOAATeNbCTBOM Poccuiickon degepaumu, MexAyHapoAHbIMM A0OroBOpamu
Poccuiickolt depepaumm, B Tom ymcie KoHBeHLMEN O NCMXOTPOMHbIX BewecTsax 1971 roaa;

10) pagnodapmaLeBTUHECKME SIeKapCTBEHHble CPeacTBa - /IeKapCTBEHHbIE CPeaCcTBa, KOTopble
cofiep»aT B roToBOM 4/19 UCNONb30BaHMA GopmMe OAMH PAAUOHYKANA, AN HECKONbKO PagMOHYKANAOB
(paAnoaKTUBHbIX U30TOMOB);

10.1) opurMHaNbHbLIM NEeKapCcTBEHHbIA MpenapaT - JIeKapCTBEHHbIM npenapat C HOBbIM
OEVCTBYIOLMM BELLECTBOM, KOTOPbIM NepBbiM 3apernctpuposaH B Poccuiickolt depepaumm mam B
MHOCTPaHHbIX rOCYAapPCTBaX Ha OCHOBAHMM Pe3y/bTaTOB AOKAMHUYECKUX UCCNeA0BaHUI NeKapCTBEHHbIX
CPEACTB U KAMHUYECKUX UCCNEAOBAHUIA NEKAPCTBEHHbIX NPENApPaToB, NOATBEPKAAIOWMX €ro KayecTBo,
3 PeKTMBHOCTb 1 6e30NacHOCTb;

(n. 10.1 BBeaeH dPeaepanbHbiM 3aKOHOM OT 27.12.2019 N 475-93)

11) pedepeHTHbI NeKapCTBEHHbIM Npenapar - fIeKapcTBEHHbIVM Npenapart, KOTopbI UCNnob3yeTcA
AN OLEHKM BMO3KBUBANIEHTHOCTU UM TepaneBTUYECKON SKBMBANIEHTHOCTH, KauyecTBa, 3GHEKTUBHOCTA 1
6e30MacHOCTM BOCNPOM3BEAEHHOTO JIEKAPCTBEHHOrO npenapaTa uan buoaHanorosoro (buonoaobHoro)
NeKapcTBeHHOro npenapaTa (buoaHanora). B KauecTBe pedepeHTHOro fieKapcTBEHHOro npenapaTa Ans
MeAMLMHCKOrO MPUMEHEHUA WCNOJIb3YeTCA OPWUIMHAMbHBIN /leKapcTBEHHbIM npenapaT Anbo, ecau
OPWUTMHANbHBIA NIEKAPCTBEHHbIM MpenapaT He 3aperncTpyMpoBaH WM He Haxogutcs B obopoTe B
Poccwuiickolt ®esepauunn n He HaxoanTcA B 060poTe B MHOCTPAHHbIX FOCYAapPCTBaX, BOCMPOU3BEAEHHbIN
NleKapCTBEHHbIN Npenapat uam brnoaHanorosbli (6Monogo6HbIM) NeKapcTBEHHbIV Npenapat (buoaHanor),
KOTOPbIM NEepBbIM 3aperucTpupoBaH M3 uucia Haxogsawmxca B obopoTe B Poccuiickoit ®epepaunn,
6MO3KBMBANEHTHOCTb WM TepaneBTMYECKan 3SKBMBAJIEHTHOCTb, KayecTBO, 3QPEKTUBHOCTb WU
6e30MacHOCTb KOTOPOTO OLLEHUBANNCH NO OTHOLLEHUIO K OPUTMHAZIbHOMY JIEKapCTBEHHOMY MNpenaparty, a
TaKXe KauyectBo, 3G¢PEeKTMBHOCTb M 6e30MacHOCTb KOTOPOro NOATBEPKAAIOTCA  pe3y/bTaTamu
dbapmaKkoHaa3opa M NPOBEPOK COOTBETCTBMA NEKAPCTBEHHbIX CPEACTB, HAXOAALLMXCA B rpaxK4aHCKoOM
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obopoTe, ycTaHOBAEHHbIM TpeboBaHMAM K MX KadyecTBy. B KauectBe pedepeHTHOro NeKapCTBeHHOro
npenapata Ans BETEPUHAPHOIO MNPUMEHEHUA WUCMO/b3yeTca JIEKAapCTBEHHbIM npenapaTt  gnas
BETEPUHAPHOIO MPUMEHEHUs, 3aperucTpMpoBaHHbIi B Poccuiickolh depepauym Ha OCHOBaHUM
pe3ynbTaToB AOKJAMHUYECKUX UCCNEeLOBaHUIA NEKAPCTBEHHbIX CPEACTB M KAMHUYECKMX UCC/Ief0BaHWiM
JIEKaPCTBEHHbIX NpenapaToBs, NOATBEPKAAOLWMX €ro Ka4yecTBo, 3GPeKTUBHOCTb U 6e30NacHOCTb;

(n. 11 B peq,. PepepanbHoOro 3akoHa ot 27.12.2019 N 475-93)

12) Bocnpoun3BeAeHHbIV IeKapCTBEHHbIN NPEnapar - IeKapCcTBEHHbIM NpenapaT 418 MeaAnLUHCKOro
NPUMEHEHUA, KOTOPbIK WMMEEeT 3KBUBANEHTHbIN pedepeHTHOMY JNIeKapCTBEHHOMY Npenaparty
KauyeCTBEHHbIN COCTaB W KOJIMYECTBEHHbIN COCTaB [AEWCTBYHOLIMX BELWECTB B 3IKBUBAJNIEHTHOM
NeKapcTBeHHOW ¢opme, NMBO NeKapCTBEHHDbIM NpenapaTt A/1A BETEPUHAPHOrO MPUMEHEHMUA, KOTOPbIN
MMeeT TaKuMe e, 4YTo U pedepeHTHbIN NEeKapCTBEHHbIM MNpPenapaT, KayecTBEHHbIA COCTaB MU
KO/IMYECTBEHHbIA  COCTaB  [AEUCTBYIOLLMX BELLeCTB B  TAKOW e  JieKapCcTBeHHOW  ¢dopme,
OMO3KBMBANEHTHOCTb WM TepaneBTUYECKas  SKBMBAZIEHTHOCTb  KOTOPbIX  COOTBETCTBYOLLEMY
pedepeHTHOMY SIeKapCTBEHHOMY NpPenapaTty NOATBEPKAEHA COOTBETCTBY MMM UCCIeS0BAHUAMM;

(n. 12 B pea. epepanbHOro 3akoHa ot 27.12.2019 N 475-93)

12.1) TepaneBTMYECKaA 3KBMBANEHTHOCTb IEKAPCTBEHHbIX NPEnapaTos - AOCTUKEHUE KAUHUYECKU
COMOCTaBMMbIX TepaneBTUYeckoro 3ddekta M nokasatener 3¢pdeKkTMBHOCTM M HesonacHocTU npu
NPUMEHEHUN NEeKapCTBEHHbIX MpenapaTtoB AAA MeAULMHCKOro MNpUMEeHeHuA, UMerWwmnx OAHO
MeXAyHapoaHoe HenaTeHTOBaHHoe (MU XMMWYEcKoe, WU TPyMNnMPOBOYHOE) HaMMeHOBaHWe, B
9KBUBAJZIEHTHbLIX OO03UPOBKaX MO OAHMM U TeM e MNOKa3aHuAM K NMpumeHeHU U npu oAMHaAKOBOM
cnocobe BBeAEHUA Y OAHOW U TOM Xe rpynnbl 60/1bHbIX;

(n.12.1 B pea. ®eaepanbHoro 3akoHa ot 27.12.2019 N 475-¢3)

12.2) 6uoaHanorosbiit (6ronoaobHbIN) NeKkapcTBeHHbIM npenapaT (buoaHanor) - 6MoA0rMYecKuin
NIeKapCTBEHHbIN NpenapaT, CXOXMWI Mo napameTpam KadecTBa, 3pPeKTMBHOCTM M Hes3onacHocTU C
pedepeHTHbIM BMONOTMYECKUM NIeKapCTBEHHLIM MPenapaToM B TaKOMW Ke /leKapCTBeHHOW dopme U
UMEIOLNIN MAEHTUYHbIN cnocob BBeaeHUS;

(n. 12.2 BBeaeH dPeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

12.3) B3aMmo3aMeHsAeMblit 1eKapCTBEHHbIM NPenapaT - 1eKAaPCTBEHHbIW NpenapaTt ¢ A0Ka3aHHOM
TEpPaneBTUYECKON 3SKBUBANEHTHOCTbIO WAN OMOSKBUBANIEHTHOCTBIO B OTHOLWEHUW pedepeHTHOro
NIeKapCTBEHHOIO npenapaTa, UMeLWMIA SKBMBAZIEHTHbIE €My KaYeCTBEHHbIN COCTaB U KOIMYECTBEHHbIN
COCTaB AEeNCTBYIOWMX BELLeCTB, COCTaB BCMOMOraTe/IbHbIX BELLECTB, IEKAPCTBEHHYO dopmy M cnocob
BBEAEHUA;

(n. 12.3 BBeaeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

12.4) 6WO3KBMBANEHTHOCTb JIEKAPCTBEHHbIX MNpernapaToB - JOCTUMKEHWE COMOCTaBMMbIX
noKasaTtenei CKOPOCTM BCAcCbiBaHWMA, CTEMEHN MOCTYMN/eHNA K MeCTy AeNCTBMA U CKOPOCTU BbiBEAEHMA
O4HOr0 MAU HECKONbKNX obnagdarowmx GapmMaKoIorMiyeckol akTUBHOCTbIO AEWCTBYIOWMX BEWEeCcTB npu
NPMMEHEHUM JIEKAPCTBEHHbIX MPenapaTtoB ANA MeAUUMHCKOrO MPUMEHEHUS, WMEIOWNX OAHO
MeXKAyHapoAHoe HenaTeHTOBaHHOe (MM XMMMYECKoe, WMAW FPyNnMPOBOYHOE) HaMMeHOBaHue, B
3KBMBA/IEHTHbIX AO3MPOBKAX U NPU 04MHAKOBOM crniocobe BBeAeHUs;

(n. 12.4 BBeaeH dPeaepanbHbiM 3aKOHOM OT 27.12.2019 N 475-93)

13) NNeKapCTBeHHOE pPacCTUTe/IbHOE Cbipbe - CBEXUE UN BbICyLLEHHbIE PAaCTEHUA mbo mx 4acTu,
ncnonb3lyemoblie OnA NpounsBoacCTBa JIEKAPCTBEHHbLIX CpeAacTB OpraHMsaunamm - npoumsBoaUTENAMU
NEKaPCTBEHHbIX CpeacTB Uan U3rotoBaeHNA NEKAPCTBEHHDBIX NPenapaToB anTeé4HbIMKU OPraHU3aunamu,
BETEPUHAPHbIMU aNTEYHbIMN OpPraHn3aunAmMn, HONBMUAYaabHbIMU NpeanpunHMmatTenamm, MMeruwmmm
JTNLLEH3UIO Ha d)apMaLl,eBTI/l‘-IECKYIO AEeATE/IbHOCTb,

14) nekapCTBEHHbIN PACTUTENbHbIN NpPenapaT - IEKAPCTBEHHbIN NpenapaT, NPou3BeAeHHbIN Uan
N3roTOBAEHHbIN U3 O4HOTO BMAA IEKAPCTBEHHOMO PACTUTE/IbHOTO CbiPbsA WM HECKOJIbKMX BUA0B TaKOro
Cbipbsl M peanusyemsbiii B pacpacoBaHHOM BUE BO BTOPMUHOM (NOTPebuTeNnbCKOo) yNaKoBKe;
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15) romeonaTuyecKmnii NeKapCcTBEHHbIV NPenaparT - IeKapCTBEHHbIM Npenapat, NPoOU3BeAEHHbIN nan
W3roTOB/IEHHbIN U3 papMaLLeBTUYECKOMN cybcTaHUMM KM dapmaLeBTUYECKMX CYOCTaHLMIM B COOTBETCTBUM
¢ TpeboBaHNAMM 06LWMX papMaKONENHDBIX CTAaTEN K FOMEONATUYECKUM NEKAPCTBEHHbIM NpenapaTtam uaun
B COOTBETCTBMM C TpeboBaHMAMKM dapmakonen CcTpaHbl NPOM3BOAMTENA TAKOIO JIEKAPCTBEHHOIO
npenaparta;

(n. 15 B pepg,. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

16) mexayHapoZHOe HenaTeHTOBaHHOE HauMMeHOBaHMEe J/IeKapCTBEHHOro cpeacTBa -
HaMMeHOBaHMe AeWlCTBYlOLWEero BellecTBa ¢dapmaleBTUYecKo cybcTaHuuK, peKkomeHAoBaHHoe
BcemupHOI opraHu3saumeit 34paBooXpaHeHus;

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

17) ToproBoe HaMMeHOBaHME JIEKAPCTBEHHOrO CpPeacTBa - HaMMEHOBaHWE /N1eKapCTBEHHOTO
CpeacTBa, MPUCBOEHHOE ero paspaboTuMKom, AepKaTenem WM BNafesibLeM PerncTpaumoHHOro
YAO0CTOBEPEHUSA IeKAapPCTBEHHOTO NpenapaTa;

(B pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

17.1) rpynnMpoBOYHOE HaMMEHOBAHWE JIeKAPCTBEHHOro Mpenapata - HauMMEHOBaHWe
JIeKapCTBEHHOrO npenaparta, He MMEeIoLWEero MeXA4yHapoAHOro HenaTeHTOBaHHOIO HAMMEHOBaHWA, AN
KOMBMHaLMM NeKapCTBEHHbIX MpenapaToB, MCMOJ/b3yeMoe B Lenax obbeguHeHus ux B rpynny nog,
€4VHbIM HAMMEHOBaHUEM UCXOAA U3 OANHAKOBOTO COCTaBa AEMCTBYIOLLMX BELLECTB;

(n. 17.1 BBepeH depepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

18) o6Lwan papmakoneriHas cTaTbs - 4OKYMEHT, YTBEPKAEHHbIV YNOIHOMOYEHHbIM deaepanbHbim
OpraHOM WMCMONIHUTENbHOW BAACTU M COAEPMKALMIM NepeyeHb NoKasaTenei Kayectsa v (MM) metoaos
KOHTPO/IA KauyecTBa KOHKPETHOM /IeKapCTBeHHOW ¢(OopMbl, /IeKapCTBEHHOrO PacTUTENIbHOIO CbipbA,
onuncaHua BMONOrMYECKNX, BUOXMMMUYECKMX, MUKPOBMONOTMUYECKNX, GUSUKO-XMMUYECKMX, PUSUYECKNX,
XMMUYECKMX W OpPYrMX MeTOAOB aHa/iM3a J/IeKapCTBEHHOro CpeacTBa, a TakKe TpeboBaHMA K
MCMNONb3yEMbIM B LENAX NPOBEAEHMA AaHHOTO aHanM3a pPeakTMBaM, TUTPOBaHHbLIM pPacTBOpam,
MHAMKaTOpaMm;

(8 pea. PepgepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

19) dapmaKkoneilHas cTaTbsl - OOKYMEHT, YTBEPXKAEHHbIM YNONHOMOYEHHbIM deaepasbHbIM
OpraHOM UCMOJIHUTENIbHOWM BNAaCTN U COAEPKALLMI NepevyeHb NoKasaTesiei KayecTBa U MeTOL0B KOHTPOS
KayecTBa SIeKapCTBEHHOrO CPeACTBa;

(B pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

19.1) ctaHpapTHble 06pa3upl - BELLECTBA, MOCPEACTBOM CPABHEHMA C KOTOPbIMU OCYLLLECTBAAETCA
KOHTPO/Ib KayecTBa MCCAeAyeMbIX /IEKApPCTBEHHbIX CPEACTB C MOMOLLbI0 QU3UKO-XMMUYECKUX W
61010rMYECKMX METOAO0B B LLeNAX MOATBEPKAEHMA COOTBETCTBUA IEKAPCTBEHHbIX CPeacTB TpeboBaHMAM
HOPMaTMBHOM AOKYMEHTALUMN, YCTAaHOBAEHHbIM MPU OCYLLECTBIEHUN FOCYAaPCTBEHHOM perncTpaumu, u
KOTOpble MPUMEHAIOTCA ANA KanMBPOBKM CTaHAAPTHbIX 06pa3sLoB NPOM3BOAUTENA NEKAPCTBEHHbIX
CPeACTB, UCMONb3YEMbIX AN KOHTPOAA KauyecTBa M MHbIX Ueneil npu obpalieHUM NeKapCTBEHHbIX
CPeAcTs;

(n. 19.1 BBeaeH dPeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

19.2) dapmakonenmHbl CTaHAAPTHbIN obpasel, - CTaHAapTHbIA o6pasel, NPOU3BEeAEHHbIN B
COOTBETCTBUM C dapMaKonelHon cTaTbew;
(n. 19.2 BBeaeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

20) HOpMaTMBHaA [AOKYMEHTauua - [OOKYMEHT, COAEpXKaliui nepeyeHb onpeaensiembix nNo
pe3ynbTaTam COOTBETCTBYIOLIMX 3KCMEPTU3 MOKasaTesield KayecTBa JIeKapCTBEHHOro cpeactsa AnA
MeANLIMHCKOTO NPUMEHEHNA, METOA0B KOHTPOIA €ro KauyecTsa U YCTaHOB/IEHHbIN ero NpoussoauTenem;

21) HOPMaTUBHbIN AOKYMEHT - OKYMEHT, COAEP KAl NepeyeHb onpeaenaemblx No pesyibTatam


https://login.consultant.ru/link/?req=doc&base=RZR&n=342016&dst=100030
https://login.consultant.ru/link/?req=doc&base=RZR&n=342016&dst=100032
https://login.consultant.ru/link/?req=doc&base=RZR&n=342016&dst=100033
https://login.consultant.ru/link/?req=doc&base=RZR&n=342016&dst=100034
https://login.consultant.ru/link/?req=doc&base=RZR&n=342016&dst=100036
https://login.consultant.ru/link/?req=doc&base=RZR&n=342016&dst=100037
https://login.consultant.ru/link/?req=doc&base=RZR&n=342016&dst=100038
https://login.consultant.ru/link/?req=doc&base=RZR&n=342016&dst=100040

COOTBETCTBYIOLLMX 3SKCNEPTU3 roOKasaTesneld KavyectBa W (MAM) MeTOAO0B KOHTPOAA KadyecTsa
NIeKapPCTBEHHOM POpPMbI, OnNMcaHUA BUONOTMYECKUX, BUOXMMUYECKUX, MUKPODBUOIOrNMYECKNX, GU3UNKO-
XUMUNYECKUX, UBUYECKUX, XMMUYECKUX M APYrMx METOAOB aHa/in3a JIeKapCTBEHHbIX CpeacTB AnA
BETEPUHAPHOrO NpPUMEHeHun, TpeboBaHMA K UCMOJIb3yeMbIM B LENsX NPoBeAeHUs AaHHOro aHanusa
peakTnBam, TUTPOBAHHbIM PacTBOpPam, MHAMKATOPAM U YCTaHOBJIEHHbIN €ro NPon3BoAUTENEM;

21.1) obwmii TEXHUYECKUNA AOKYMEHT - KOMMIEKT AOKYMEHTOB M MaTepuanos, COCTOALLMA M3
HECKOJIbKUX  pa3genoB -  AOKYMEHTauuu  aAMUMHUCTPATMBHOIO  XapaKTepa,  XMMUYEcKoMH,
dapmaLeBTMUECKON W OBUONOTMYECKOW [OOKYMEeHTauuu, ¢$GapMaKosIorMyeckoi, TOKCUKOIOrMYecKom
OOKYMEHTaUMN, KANHUYECKOW AOKYMEHTauuu M npeacraBisaemblit O4HOBPEMEHHO C 3aAB/IEHUEM O
rocygapcTBEHHOM pPerucTpauMmM NeKapCTBEHHOro npenapata And MeguMUMHCKOTO MNPUMEHEHMA B
dopmare, ycTaHOBNEHHOM YMOJIHOMOYEHHbIM peaepasbHbIM OPraHOM UCMOJIHUTENBHOM BNACTY;

(n. 21.1 BBeaeH PeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

22) KayecTBO NIEKAPCTBEHHOrO CPeACTBa - COOTBETCTBME JIEKAPCTBEHHOrO cpeacTBa TpeboBaHUAM
dbapmakoneiHon cTaTb AMBO B C/lyyae ee OTCYTCTBMA HOPMATUBHOW AOKYMEHTALMMU MM HOPMATUBHOTO
[OKYMEHTa;

23) 6e30MacHOCTb J/IeKapCTBEHHOIO CPEACTBAa - XapaKTEPUCTMKA /IeKapCTBEHHOIO CpejcTsa,
OCHOBaHHas Ha CPaBHUTEIbHOM aHanmn3e ero 3GpGeKTUBHOCTM U PUCKa NPUYMHEHUA Bpeaa 340P0BbIO;

24) 3¢beKTUBHOCTb /IEKApPCTBEHHOIO Mpenaparta - XapaKTePUCTMKA CTEMEHW MOJOMKUTEbHOro
BAUAHMUA NEKapCTBEHHOro npenapaTa Ha TeyeHue, NPOAO/IKUTENbHOCTb 3abonesBaHuMA WAU  ero
npeaoTepalleHne, peabuanTaumio, Ha coxpaHeHue, NpeaoTepalleHne AN npepbiBaHne bepeMeHHOCTH;

25) cepuma nekapCrtBeHHOro cpeactea - KOJIMYECTBO /IEKAPCTBEHHOIO CpeAacTtea, npon3segeHHoe B
pe3ynbTtaTte 0AHOINo TEXHO/NONMYECKOro UnKaa ero nponssoanTenem;

26) perncTpaLmMoHHOE y40CTOBEPEHWNE IEKAPCTBEHHOrO NPenapaTa - AOKYMEHT, NOATBEPKAAOLMIA
baKT rocy4apcTBeHHOMN perncTpaLmmn 1eKapcTBEHHOro Npenapara;

26.1) gepskatenb AN BAAAENEL, PETUCTPALMOHHOIO YA0CTOBEPEHMSA IEKAPCTBEHHOMO NpenapaTta -
pa3paboTuMK NEeKapCTBEHHOTO CPeAcTBa, MNPOM3BOAUTENb JIEKAPCTBEHHbIX CPeACTB WAM  MHOoe
topugmyeckoe nnuo, obnagarollee NPaBoM BAALEHUA PErUCTPALMOHHBIM YAOCTOBEPEHMEM, KOTOPbIE
HecyT OTBETCTBEHHOCTb 3a KauecTBo, 3G PEeKTUBHOCTb M 6E30MacHOCTb IEKAPCTBEHHOIO Npenapara;

(n. 26.1 BBeaeH dPeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

27) perncTpaumoHHbI Homep - KogoBoe 0603HaYeHNe, NPUCBOEHHOE IEKaPCTBEHHOMY NpenapaTy
npu ero rocy4apcTBeHHON perncrpaumm;

28) obpalleHne /NeKapCcTBEHHbIX CPeAcTB - pa3paboTKa, AOKAMHUYECKMEe uccneloBaHus,
KNMHUYECKNE UCCNef0BaHNSA, SKCNEepPTU3a, rocyAapCTBEHHAn perncrpaums, CTaHaapTM3aums U KOHTPOIb
KauyecTBa, NPOU3BOLCTBO, U3roTOB/IEHNE, XPaHEHWE, NepPeBO3Ka, BBO3 B Poccuiickyto PepepaLimio, BbIBO3
n3 Poccuiickon Pepepaunmn, peknama, OTNycK, peanusauusa, nepenada, NpUmMeHeHue, YHUUTOXKeHMue
JIeKapCTBEHHbIX CPeACTB;

(B pen. PegepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

29) cybbeKTbl 0OpalleHus JIeKApCTBEHHbIX CPeacTB - OU3MYECKMe nuua, B TOM yucie
WUHAMBUAYANbHbIE MPEeANPUHUMMATENN, U OPUAMYECKME NULA, OCYLLEeCTBAAIOWME AeATeNbHOCTb MNpu
06palLeHMM TIeKapCTBEHHbIX CPeaCTs;

30) pa3paboTumK NeKapcTBEHHOrO CPeACTBa - opraHusaums, obnagatolas npasBammu Ha pesy/ibTaThl
OOKAMHUYECKUX  UCCNeA0BaHUM  NEKapCTBEHHOrO  CPeACTBA,  KAMHWYECKUX  MccnegoBaHui
NleKapcTBeHHOro npenapara 1 (Man) Ha TEXHONOMMI0 MPOU3BOACTBA IeKapCTBEHHOrO CPeacTBa;

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)
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31) Npoun3BOACTBO NIEKAPCTBEHHbIX CPEACTB - AEATEeNbHOCTb MO MPOU3BOACTBY JIEKAPCTBEHHbIX
CPeACTB OpraHU3aLMAaMM - NMPOM3BOANTENAMM NEKAPCTBEHHbIX CPEACTB HA OAHOW CTaguu, HECKOIbKUX
NN BCEX CTAAMAX TEXHOMOMMYECKOTO MPOLLECCA, A TaKXkKe MO XPaHEHUIO U peanm3aunmn NnpounsBeseHHbIX
JIeKapCTBEHHbIX CPeacTBs;

31.1) nponsBOACTBEHHAA NJIOLWAAKA - TePPUTOPUANbHO 060COBNEHHBIN KOMMAEKC NPOU3BOAUTENA
NIeKapCTBEHHbIX CPeAcTB, NpeaHasHayeHHbIA ANA BbIMOAHEHMA BCEro npouecca MpPOM3BOACTBA
IeKapCTBEHHbIX CPEACTB MM ero ONpeaeneHHoN cTaanu;

(n. 31.1 BBeaeH PeaepanbHbiM 3aKoOHOM OT 22.12.2014 N 429-93)

32) nponssoanTeNlb NE€KApPCTBEHHbLIX CPeACTB - OpraHmn3auuA, ocywecTBnAlowan npounsBoacTBo
NEeKapCTBEHHbLIX CpeacTB B COOTBETCTBUN C Tp66OBaHMﬂMM HacToAlero dJep,epaanoro 3aKOHa,;

33) dapmaueBTMUECKas AeATeNbHOCTb - AEATENbHOCTb, BKAOYalOLWasa B cebs onToByto TOPros/to
JIeKapCTBEHHbIMU CPeACTBaMMU, UX XPaHEHWE, NEPEeBO3KY U (MAK) PO3HUYHYIO TOPTOB/K JIEKAPCTBEHHbIMU
npenapatamu, B TOM YnUC/e ANCTAHUMOHHbBIM CNOCOBOM, UX OTMNYCK, XPaHEHWE, NEPEBO3KY, U3rOTOBNEHME
JNIEKAPCTBEHHbIX MPenapaTos;

(8 pea. PenepanbHoro 3akoHa ot 03.04.2020 N 105-93)

34) opraHuM3auMa  OMNTOBOW TOProB/AM  JIEKAPCTBEHHbIMM  CPeACTBaMM -  OpraHu3aums,
OCYLLLECTBNIAIOWLAA OMTOBYIO TOProB/IO /IEKAPCTBEHHLIMWU CPeACTBAMM, MX XPaHEHMe, MepeBO3Ky B
COOTBETCTBUM C TpeboBaHUAMMK HacToALlero deaepanbHOro 3aK0Ha;

35) anTeyHas oOpraHWsauua - OpraHusauusa, CTPYKTYpHOe nogpasfesnieHne  MeanUMHCKON
OpraHusaLmn, oCyLLeCTBAAOWME PO3HUYHYIO TOPrOB/O /IEKAPCTBEHHBIMU NpenapataMmun, B TOM 4nucne
ANCTAHUMOHHbBIM CNOCOBOM, XpaHEHWE, MePEBO3KY, M3rOTOBAEHWNE M OTMYCK SIEKAPCTBEHHbIX NPenapaTos
ONA MeANUMHCKOTO NPUMEHEHUS B COOTBETCTBMM C TpeboBaHUAMM HacToAwwero PeaepanbHOro 3aKoHa;
(8 pea. PenepanbHbix 3akoHOB 0T 25.11.2013 N 317-93, o1 03.04.2020 N 105-93)

36) BeTepuHapHas anTeyHas oOpraHusaumMa - OpraHusaums, CTPYKTypHOe noapasgeneHue
BETEPMHAPHOW OPraHn3aLmm, OCYLLLECTBAAIOLLME PO3HUYHYIO TOPrOB/IIO IEKAPCTBEHHbIMM NpenapaTtamm,
B TOM YMC/1E€ ANCTAHLMOHHbIM CMOCO60M, XpaHEHWe, U3rOTOBAEHME U OTMYCK 1IEKapCTBEHHbIX NpPenapaTos
[ON1A BETEPMHAPHOro NPUMEHEHMA B COOTBETCTBUM C TpeboBaHnAMM HacToAllero PeaepanbHOro 3aKoHa;
(B pen,. PepepanbHoro 3akoHa ot 03.04.2020 N 105-93)

37) danbcnduumMpoBaHHOE  JIeKAapCTBEHHOE  CPeACTBO - JIeKapCTBEHHOE  CPeacTBo,
COMPOBOXKAAEMOE 0XKHOM MHGOPMaLMEN 0 ero cocTase M (MM) NPOU3BOAMTENE;

38) HepobpoKayecTBEHHOE JIEKAPCTBEHHOE CPeACTBO - JIEKAPCTBEHHOE CpeacTBo, He
cooTBeTcTBYyloWee TpeboBaHMAM dapmaKkonenHol cTaTbk MBO B C/yyae ee OTCyTCTBMA TpeboBaHMAM
HOPMaTMBHOM AOKYMEHTALMMN AN HOPMATUBHOTO AOKYMEHTa;

39) KoHTpadaKTHOE JIeKapCTBEHHOE CPeACTBO - /IeKapCTBEHHOE CPeACTBO, Haxoasaweeca B 0bopoTe
C HapyLIEeHWEeM rPaXKAaHCKOro 3aKOHO4aTeIbCTBa;

40) AOKNNHNYeCKoe ncecnegoBaHue NeKapCTBEHHOIO cpencrea - 6VIOIIOI'I/I‘-IeCKl/Ie,
MMKpOGMO)’IOI’VI‘-IeCKMe, MMMYHO/TIOTN4eCcKne, TOKCUKOJIOrn4yeckume, d)apmakonormqecme, ¢M3qucm4e,
XMmunyeckme n gpyrme nccnegoBaHmna nekapCrBeHHOro cpeacrea nytem npnmeHeHMA Hay4YHbIX MeTo408B
OLUEHOK B UenAx nonyvyeHnAa JOKa3aTesibCTe 6e3OI'IaCHOCTM, KayecTtBa U 3¢¢EKTVIBHOCTM NeKapcTtBeHHOro
cpeAacTtsea,

41) KAMHWMYECKoe MuccnefoBaHME NEeKapCTBEHHOro npenapaTta - M3ydeHue AMarHOCTUYECKMX,
nevyebHblx, NpoduNaKTMYECKnNX, GapMaKoIOTMYECKMX CBOMCTB IeKapCTBEHHOro npenaparta B npouecce
€ro MPMMEHEHUA Y YesloBEeKa, KMBOTHOrO, B TOM 4MCAe NPOLLECCOB BCaCbiBaHWA, pacnpeaeneHus,
M3MEHEHWA W BbIBEAEHMS, NMyTeM MPUMEHEHMSA HAy4YHbIX METOLOB OLLEHOK B LEAAX MoJayYyeHus
[OKa3aTenbCTB 6e30MmacHocT, KavecTBa M 3QEKTMBHOCTU /JIEKAPCTBEHHOro npenapaTa, AaHHbIX O
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HexenaTeslbHbIX peaKkuMaxXx OpraHM3ma 4YenoBeKa, MMBOTHOMO Ha MPUMEHEHWME NeKapCTBEHHOro
npenapata u ob addeKkTe ero B3aMMOLENCTBMA C APYTMMMU NEKapCTBEHHbIMM Npenapatamu U (uam)
NULEBbLIMW NPOAYKTAMU, KOPMaMU;

42) MHOTOLEHTPOBOE K/IMHMYECKOE UCC/Ief0BaHNE NEKAPCTBEHHOTO Npenapara 418 MeAULLMHCKOro
NPUMEHEHUA - K/IMHMYECKOE UCC/ef0BaHMEe JIEKAapCTBEHHOro npenapata And  MeauUMHCKOro
NpUMeHeHUn, NPOBOAMMOE Pa3paboTYMKOM NEKAapCTBEHHOIO Npenaparta B AByX U bonee meguuMHCKUX
OpraHM3aumax no eAMHOMy NPOTOKOJY KIMHNYECKOTO UCC/Ief0BaHNA IeKapCTBEHHOIO Npenapara;

43) mexayHapoagHoe MHOroueHTpoBOE KIMHNYeCKoe uccieaoBaHne NeKapCTtBeHHOroO npenapara
ana MegunumHCKOro npumeHeHumAa - KANnHUM4YeCKoe wuccnegoBaHue 1eKapCTBEHHOrO npenapata AanA
MeaNUNHCKOIo npmnmeHeHuna, nposoammoe pa3pa6OT‘4MKOM NEKapPCTBEHHOrNO nNpenaparta B pPa3/IMYHbIX
CTpaHax No egnHOMY NPOTOKONY KIMHNYECKOTo nccneanoBaHnA 1eKapCTBeEHHOIO npenapara;

44) nocTperucTpaLmoHHOe KAMHMYEeCKoe WCCefloBaHMe JfieKapCTBEHHOro npenapata  A4na
MEANUMHCKOTO TMNPUMEHEHMA - KAMHMYECKOe UCC/iefoBaHWe JIeKapCTBEHHOro npenapata  gas
MeAULIMHCKOro NpMMeHeHus, MPOBOAMMOE NPOM3BOAMTENIEM 1EKAPCTBEHHOIO NpenapaTa, rpaskAaHCKuit
060pPOT KOTOPOro OCYLLECTBASETCA MOCNAe rocyAapCTBEHHOM PerucTpaumm, B Lensx A0NOAHUTENIbHOro
cbopa AaHHbIX 0 ero 6e3onacHOCT N 3PPEKTUBHOCTU, PACLLUMPEHUS NOKA3aHMN K MPUMEHEHMIO AaHHOIo
JIeKapCTBEHHOIO NMpenapaTta, a Tak¥Ke BblABAEHUA HeKenaTe IbHbIX Peakuuii MaumeHToB Ha ero AencTeue;

45) wuccnepnoBaHWe OWOSKBMBANEHTHOCTM JIEKAPCTBEHHOTO Mpenapata - BUA, KJAWHWUYECKOTO
nccnefoBaHWUA NEKAPCTBEHHOrO NpenapaTta, NPoBeAEeHNE KOTOPOro OCYLEeCTBAAETCA ANA Onpeae/eHus
CKOPOCTM BCaCbiBaHMA M BbIBEAEHWA OAHOIO MW HECKOAbKMX 061agatolmx ¢Gpapmakonornyeckomn
aKTUBHOCTbIO [EMCTBYIOLWMX BELLECTB, KO/NMYECTBa JIEKApCTBEHHOro MpenapaTta, [AOCTUraloLLero
CUCTEMHOIO KPOBOTOKA, M pe3y/bTaTbl KOTOPOro NO3BOAIOT CAEeNaTh BbiBOL O 6MO3KBMBANEHTHOCTU
BOCMPOWN3BEAEHHOIO IEKAPCTBEHHOTO NpPenapaTa B onpeae/ieHHbIX IeKapcTBeHHOM Gopme U L03NPOBKE,
COOTBETCTBYIOWMNX GOPME N A03UPOBKE pedepeHTHOro 1eKapCTBEHHOTO NpenapaTa;

(n. 45 B pen. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-93)

46) wuccnepoBaHWe TepaneBTMYECKOW ISKBMBANIEHTHOCTM J/IEKAapPCTBEHHbIX NpenapaToB - BUA,
KJIMHUYECKOro UCCe0BaHMA IEKapCTBEHHbIX NPenapaTos, NPoBeAeHNe KOTOPOro OCyLLEeCTBAAETCA ANS
BbIAB/IEHUA OZMHAKOBbIX CBOWCTB JIEKAPCTBEHHbIX MPENapaToB Onpee/ieHHON IeKapcTBEHHOM Gopmbl, A
TaK¥Ke HanMumMa 0ANHAKOBbIX NOKa3aTesel 6e3onacHoCcTN U 3PPeKTUBHOCTM IEKAPCTBEHHbIX MPenapaTos,
OZMHAKOBbIX KNMHMYECKUX 3GDEKTOB NPU UX NPUMEHEHUN;

47) NpOTOKOA K/AMHUYECKOro MCCNef0BaHUA NEeKapCTBEHHOMO npenapata - AOKYMEHT, B KOTOPOM
onpeaenaoTca Leam, Gopmbl OpraHM3aumm U MeToa0/10MMA NPOBEAEHNA KANMHUYECKOrO UCCNea0BaHus,
cTaTUcTMYeckne metodbl 06paboTKM pesynbTaToB TaKOro MCCNEAO0BaHMA M Mepbl No obecneyeHuto
6e30nacHOCTM GU3MYECKUX NIML, YYaCTBYIOWMX B K/JAMHUYECKOM WCCefoBaHUMM NeKapCTBEHHOMO
npenapara;

48) 6pou.nopa nccnegosartena - CBoOAHOE U3NTOXKEHNE pe3ynbTaToB AOK/IMHNYECKOro nccaieaosaHmA
NNEKApPCTBEHHOIo cpeacrtBa W KJAMHUYECKOro uccnegoBaHMA NE€KapCTBEHHOINO npenaparta  4NA
MeONLLIMHCKOTO NPUMEHEHNA;

49) NHGOPMALMOHHBbIV IMCTOK NALMEHTA - LOKYMEHT, B KOTOPOM COZEPKATCA B AOCTYMNHON popme
CBEAEHUSA, Kacalolmecs NPpOBOAMMOro KIMHUYECKOTO MCCeA0BaHMA IeKapcTBEHHOrO npenapaTta, v B
nucbmeHHON popme [J06POBONLHOE corflacue MauMeHTa Ha yvyacTve B KJAMHUYECKOM UCCaefoBaHWU
NIeKapCTBEHHOTO npenapaTa Mnoc/ie 03HAaKOMEHUSA C OCOBEHHOCTAMM K/AMHMYECKOTO MCC/efoBaHus,
MMeIOLWUMM 3HaYEHME A7 BbIPaXKeHWs TaKoro cornacus;

50) nobo4yHoe AeilcTBME - peaKuus OpraHM3ma, BO3HMKWAA B CBA3M C NPUMEHeHMem
NleKapcTBEHHOrO npenapaTta B A03aX, PEKOMEHAYEMbIX B WMHCTPYKLMM MO ero NpPUMEHeHWo, Ann
NPoGUNAKTUKM, ANArHOCTUKM, NeyeHns 3abonesaHna Uan ansa peabmantaumu;


https://login.consultant.ru/link/?req=doc&base=RZR&n=342016&dst=100048

50.1) HexkenaTenbHasa peakums - HenpeaHamepeHHas HebnaronpuATHaA peakuMAa OpraHM3ma,
KOTOpas MOXeT bbITb CBA3aHa C MPUMEHEHMEM /IeKapCTBEHHOrO Npenapara;
(n. 50.1 BBeaeH dPeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

51) cepbe3Han HexenaTefbHas peakuus - HexKenaTeslbHaA peaKkuus OpraHuMsma, CBA3aHHas C
NpPUMeHeHWEM NEeKAPCTBEHHONO npenapaTa, NPMBEAWAA K CMEPTWU, BPOMKAEHHbIM AHOMANUAM WU
nopokam passutuA nMbo npeacTaBAatowWas coboi yrposy »KM3HKM, Tpebylowaa rocnutannsauum uam
npvBeaLwan K CTOMKOM yTpaTe TPYA0CNOCOOHOCTU U (M1M) MHBAaNNAHOCTY;

52) HenpeaBuaeHHas HeXenaTenbHana pPeakuMA - HeXenaTeslbHaA peakums opraHuMama, KoTopas
CBA3aHa C MPUMMEHEHMEeM JIeKapCTBEHHOro rnpenapaTa B A03aX, PEKOMeHAyeMbiX B MPOTOKO/E ero
KIMHUYECKOTO uccnefoBaHuA, Opoltope uccnenoBatensa, WAWM C NPUMEHEHUMEM NIEKAPCTBEHHOIO
npenapata B [033aX, PEKOMEHAYeMbIX B MWHCTPYKUMW MO €ro MNpUMEHEeHU aaa npoduUnakTuKuy,
ONArHOCTUKM, NeveHuns 3aboneBaHna UAN MeAULMHCKON peabuamTaumm naumeHTa, U CyLHOCTb, TAXECTb
WKW UCXOA, KOTOPOM He cooTBeTcTByeT MHGOpMaUUM O NeKapCTBEHHOM MpernapaTe, cogepKalienca B
NPOTOKO/IE €ro KJAMHUYECKOro MCCefoBaHWs, bOpolwtope uccnenoBatensa WMAM B MHCTPYKUMM NO
NPUMEHEHWIO JIEKAapPCTBEHHOTO Npenapara;

(n. 52 B peg,. PenepanbHOro 3akoHa ot 22.12.2014 N 429-93)

52.1) papmakoHaa3op - BUA, AEATENbHOCTM MO MOHUTOPUHTY 3GPEKTUBHOCTM M Be3onacHoCcTH
NIEeKapCTBEHHbIX NpenapaToB, HaMpaB/ieHHbI HA BbIABAEHME, OUEHKY U npeaoTBpalieHue
HerKenaTesbHbIX NOCNeACTBUIA NPUMEHEHWA NEKAPCTBEHHbIX NPENapaTos;

(n.52.1 BBeaeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

52.2) nnaH ynpaBAeHUs pUCKamu - NoApobHOe onucaHve meponpuAaTui no GapmakoHaA30py,
HaMpaB/iIeHHbIX HA BbIIBNEHWE, OLLEHKY M MpefoTBPaLLEHME UM MUHUMM3ALMIO PUCKOB, CBA3AHHbIX C
JIeKapCTBEHHbIMM NpenapaTamm, BKAOYAA OLEHKY 3PPEKTUBHOCTU AaHHbIX MEPONPUATUN;

(n. 52.2 BBeaeH dPeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTlAtOC: NpuMmeyaHme.
C 01.03.2025 B n. 53 cT. 4 BHOCATCA M3MmeHeHus (D3 o1 30.12.2021 N 463-3).

53) peuenT Ha NEKapCTBEHHbIM MpenapaTt - MeAUUMHCKMI OOKYMEHT YCTaHOBJIEHHON $OopMbl,
cofepKalwmii HazHAYeHNe NIeKapCTBEHHOrO npenaparta 4018 MegULMHCKOro NpUMeHeHus, BblAaHHbIM
MEANUMHCKMM PabOTHMKOM B LENAX OTNyCKa /IeKapCTBEHHOrO npenapata MW ero U3roToB/eHUA U
OTNYCKa Ha BYMaXKHOM HOCUTE/IE MW C COFNacKA NaUMEHTa AM ero 3aKOHHOro nNpeacTasuTens B popme
3NEKTPOHHOTO JOKYMEHTa, MOAMUCAaHHOIO C MCMNOJ/Ib3OBAHUEM YCWUIEHHOW KBannduUMpOBaHHOM
3NEKTPOHHON NOoAMUCUM  MEeAMLUMHCKOro pPaboTHMKA, AMOO0 AOKYMEHT YCTAHOBAEHHOM QOpMmbl,
cogeprKalnii HasHaYeHMe NeKapCTBEHHOrO npenapaTa A/1a BETEPUMHAPHOrO NPUMEHEHMUA, BblAAHHbIN
cneumannctom B 06s1acTU BETEPUMHAPUM B LENAX OTMYCKA JEKapCTBEHHOro mnpenapaTa WM ero
M3roTOBJEHMA U OTNYCKA HAa ByMaXKHOM HocuUTeNe;

(8 pea. PenepanbHbix 3akoHOB 0T 29.07.2017 N 242-93, o1 02.08.2019 N 297-3)

KoHcynbTaHTlAOC: NpuMeyaHme.
C01.03.2025 n. 54 cT. 4 nsnaraetca B HoBoM pegakumum (®3 ot 30.12.2021 N 463-D3).

54) TpeboBaHMe MeAMLMHCKOW OpraHW3auuu, BETEPUMHAPHOM OpraHM3auumn - [OKYMEHT
YCTaHOB/IEHHOW GpOPMbI, KOTOPbIN BbINUCAaH MEAULUMHCKMM PaboTHMKOM MAM cheumanncTtom B 061actu
BETEPUHAPUM, UMEIOWMMM Ha 3TO NPaBO, M COAEPHMUT B MUCbMEHHOW GOpMe yKasaHMe anTeyHou
OpraHun3auMM UM BeTepMHApPHOM anTeyHoM opraHnsaummn ob oTNycKe eKapCTBEHHOro npenaparta uam o
€ro M3roTosfieHnn 1 06 otnycke gna obecnevyeHms neyebHOro npouecca B MeANLMHCKON opraHM3aLmu,
BETEPUHAPHOW OpraHmn3aLmm;

(8 pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-93)
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55) KOMNAEeKCHas OLUEeHKa JIeKapCTBEHHOro npenapaTa - OLEeHKa 3aperncTpMpoBaHHOro
JIeKapCTBEHHOrO Nnpenapara, BKAoYatowas B cebs aHanns nHpopmauum o CpaBHUTENIbHOMN KAMHUYECKOM
3ppeKTMBHOCTN M 6e30MaCHOCTM NEeKapCTBEHHOrO npenapaTa, OLEeHKY 3KOHOMUYECKUX NOCAeaCTBUN ero
NPUMEHEHUS, U3YYEeHMEe AONOJHUTENbHbIX NOCNEeACTBUN MPUMEHEHUA NIeKapCTBEHHOro npenaparta B
LUensax MNPUHATUA pelleHUit O BO3MOMHOCTU BKJ/IIOYEHUS JIEKAPCTBEHHOro npenapaTa B MepeyeHb
YKU3HEHHO HEO0bX0AMMbIX N BaXKHEMLINX IEKaPCTBEHHbIX NPenapaToB, HOPMATMBHbIE MPaBOBbIE aKTbl U
MHble AOKYMEHTbI, onpeaenstolme NnopsaaoK okasaHMa MeaMUUHCKOM NOMOLLM, UV UCKTIOYEHUA ero u3
YKa3aHHbIX NepeyHs, akToB U JOKYMEHTOB;

(n. 55 BBeaeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3)

56) cuctema MOHUTOPUHTA ABUMKEHWA JIEKAapPCTBEHHbIX MpenapaToB AN8 MeAULUHCKOro
npMmeHeHns - deaepanbHaa rocygapcrBeHHas MHPOPMAUMOHHAA CUCTEMA MOHUTOPUHIA ABUMKEHUSA
NIeKapCTBEHHbIX MpenapaToB AaA MeAMUMHCKOrOo MNPMMEHEHUA OT MPOU3BOAMTENS A0 KOHEYHOro
noTtpebuTena € WCNo/b30BaHMEM B OTHOLIEHMU NEKAPCTBEHHbIX NpenapaTtoB ANnf MeAULUMHCKOro
NPMMEHEHNA CPeACTB NaeHTUOUKALMN.

(n. 56 BBegeH deaepanbHbiM 3aKoHOM OT 28.12.2017 N 425-93)

Fnasa 2. NONIHOMOYUA GELEPA/IbHbIX OPTAHOB UCNOMTHUTE/IbHOM
B/IACTU, OPTAHOB UCMO/IHUTENIbHOM BNACTU CYEbEKTOB POCCUIACKOWN
®EAEPALINU NPU OBPALLEEHUU NEKAPCTBEHHbIX CPEACTB

Cratba 5. MNonHomoumnsa depepanbHbiX OPraHOB MCMOJIHMTE/NIBHOW BAacTM npu obpalieHum
NeKapCTBEHHbIX CPeacTs

K nonHomoumnam peaepanbHbIX OPraHoB UCMOAHUTENBHOM BAACTU NPY 06palLleHNN 1eKapCTBEHHbIX
CPeACTB OTHOCATCA:

1) nposeaeHue B Poccuiickoit depepaumm eguHOM roCyAapCTBEHHOM MNOMUTUKM B 061acCTy
obecneyeHna NeKapCcTBEHHbIMM NpenapaTamm rpaxgaH B Poccuiickont Peaepaumm;
(8 pea. PepgepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

2) vyTBepXaeHuMe o0bwux dapmaKonelrHbix cTaTel, <¢dapmaKonenHbIX cTaTeil, uU3gaHue
rocyapcTBeHHoM dbapmakoneu, co3gaHme 1 BeeHmne peectpa papmakonenHblx CTaHAAPTHbIX 06pa3Los;
(B pen,. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

3) ocywecTBneHve denepanbHOro rocyaapCcTBEHHONO KOHTponsA (Hagsopa) B coepe obpalyeHus
JIeKapCTBEHHbIX CPeACTB;
(B peq. PepepanbHbix 3aKoHOB 0T 25.06.2012 N 93-93, o1 11.06.2021 N 170-d3)

4) NVUeH3NpoBaHWE NPOM3BOACTBA JIEKAPCTBEHHbIX CPEeACTB, B TOM uucne deaepanbHbli
rocy4apCTBEHHbIN MUEH3MOHHBIN KOHTPO/b AEATENIbHOCTU MO MPOM3BOACTBY IEKAPCTBEHHbIX CPEACTB,
nepuoamyeckoe noaTBepXKAeHUE COOTBETCTBMA NNLLEH3MATA, UMEIOLWErO JIMLLEH3MI0O HA NPOM3BOACTBO
JIeKAPCTBEHHbIX CPeacTs, U GapMaLLEBTUYECKOW AeATe/IbHOCTM B COOTBETCTBMM C 3aKOHOAATE/IbCTBOM
Poccuiickoin Pepepaunu;

(8 pea. PepgepanbHoro 3akoHa o1 11.06.2021 N 170-93)

5) opraHusaumMa 3KCNEepTU3bl NEKAPCTBEHHbIX CPEACTB, 3TUYECKOW 3KCMEPTU3bl BO3MOMKHOCTU
npoBeAeHUa  KIMHMYECKOTO WCCNef0BaHMA  JIeKapCTBEHHOro npenapata  A4as  MeAMUMHCKOro
NPUMEHEHUA, 3SKCNepTU3bl AOKYMEHTOB, MNpeACTaB/eHHbIX A0  OnpefefieHUs  BO3MOXXHOCTU
paccmaTpuBaTb JIeKapCTBEHHbIM NpenapaT Ana MeAWUMHCKOTO NPUMEHEHMA MNPWU rocyaapCTBEHHOM
perucrTpauumn B Kadyectse opdaHHOro eKapCTBEHHOro Npenapara;

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

51) OopraHnsaumnAa nposeneHuA KOMM/IEKCHOM OUEHKN JNeKapCTBEHHOro npenaparta B LUenax
NPUHATUA pELLIEHMﬁ O BO3MOXHOCTU BK/IKOYEHUNA NEeKapCTBEHHOrNO npenaparta B nepevyeHb XM3HEHHO
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HEOBXOAMMbBIX M BaKHEWLWNX NeKapCTBEHHbIX MpenapaTos, HOPMaTUBHbIE MPaBOBble aKTbl U WUHbIE
JOKYMEHTbI, onpeaensioliMe nopAA0K OKasaHUA MeAMLMHCKON MOMOLLUM WAN UCKAKOYEHUA ero us
YKa3aHHbIX NepeyHsa, akToB U IOKYMEHTOB;

(n. 5.1 BBeaeH depsepanbHbiM 3aKoOHOM OT 22.12.2014 N 429-d3)

6) Bblga4a paspelleHunii Ha NpoBeaeHUe KNMHUYECKUX UCCNeA0BaHMIA NeKapCTBEHHbIX NPenapaTos,
BeJleHMe peecTpa BblAaHHbIX pa3peLlleHnin Ha NpoBeaeHMEe KIMHUYECKUX UCCNeA0BaHUIA N1EKapCTBEHHbIX
npenaparos;

7) rocygapCrtBeHHaaA perncrtpauna NekapCTtBeHHbIX npenapatoB, BeAeHWe rocyaapCTtBeHHOro
peecTpa 1eKapCTBEHHbIX CPEACTB,

8) opraHusaumsa u (Mnn) npoBeaeHNE UHCNEKTUPOBAHUS CYObEKTOB 0bpaLLeHNs eKapCTBEHHbIX
CpPeACTB Ha COOTBETCTBME NMpaBuaam Hagnexauwen nabopaTtopHON MPaKTUKKU, NpaBuIaM HadsiexKallen
KNAMHUYECKON MPAKTUKKM, MPaBWUIaM HagierKalleld NPaKTUKU XPaHEHMA U MepPeBO3KU JIEKAPCTBEHHbIX
npenapatos A48 MeAWLMHCKOTO MPUMEHEHMA, MpPaBuiaM XPaHEeHUSA NeKAPCTBEHHbIX CPeacTB AAA
BETEPMHAPHOIrO MPUMEHEHUA, MNpPaBUAaM Hagnexalehn AUCTPUOBLIOTOPCKOM MPaKTUKKU, npaBuaam
Hag/eXKallleld anTeYHo M NPaKTUKK;

(8 pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-®3, o1 28.04.2023 N 171-®3)

8.1) opranusaums 1 (Unun) NnpoBeaeHMe UHCNEKTUPOBAHUA CybbeKTOB 06paLleHUs IeKapCTBEHHbIX
CpeacTB Ha COOTBETCTBME TpeboBaHUAM MpPaBWUA Hag/eXalleld NPou3BOACTBEHHOW NPAKTUKKU, Bblaaya
3aK/IOYEHUA O COOTBETCTBMM MNPOU3BOAUTENS JIEKAPCTBEHHbIX CpeacTB TpeboBaHMAM NpaBun
Haa/exKallel NPonU3BOACTBEHHOM NPAKTUKMY;

(n. 8.1 BBegeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

8.2) ycTaHOB/eHWEe MOpsAAKa BeAEeHMSA M BefeHMEe FoCyAapCTBEHHOrO peecTpa 3aK/ItYeHWn o
COOTBETCTBUM  MPOU3BOSUTENA JIEKAPCTBEHHbIX CPeACTB  TpeboBaHWAM NpaBuA  Hag/aexalen
NPOW3BOACTBEHHOW MPAKTUKMY;

(n. 8.2 BBeaeH ®eanepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

9) rocymapCTBEHHas perucTpauus npefenibHbiX  OTMYCKHbIX LEeH npoussBoguTeneil  Ha
JIeKapCTBEHHbIE MpenapaTbl, BK/OYEHHbIE B MEpPeYEHb KMIHEHHO HeobXOAUMbBbIX W BarKHEMLIMX
JIEKapCTBEHHbIX MPEnapaTos, M BeAEeHWe TrOCyLapCTBEHHOrO peecTpa MpefesibHbIX OTNYCKHbIX LeH
Npo13BOAUTENIEM Ha JIEKAPCTBEHHbIE NPENApPaThl, BK/IOYEHHbIE B NEPEYEHb KU3HEHHO HEOBXOAMMBIX U
BaKHEMLUMX IEKAapPCTBEHHbIX MPENapaTos;

(8 pea. PepgepanbHoro 3akoHa ot 06.06.2019 N 134-93)

9.1) cornacoBaHue NPOEKTOB PeLeHNn OpraHOB UCMNONHUTEIbHOM BNacTn cybbekToB Poccuitckol
depepaunn 06 ycTraHOBAEHUU U (MIN) U3MEHEHMM NpeaenbHbIX Pa3smMepoB ONTOBbIX HagbaBoOK U
npeaenbHbIX Pa3sMepPOB PO3HUYHbIX HAAOABOK K (GaKTUYECKMM OTMYCKHbIM LEeHam, YCTaHOB/IEHHbIM
NpPoOM3BOAUTENAMM JIEKAPCTBEHHbIX NPENapaToB, Ha /NeKapCTBEHHble MpenapaTtbl, BK/OYEHHble B
nepeyeHb *KU3HEHHO HEOOXOAMMbIX M BarKHEMLLINX 1EeKAPCTBEHHbIX NPenapaTos;

(n. 9.1 BBeaeH ®eanepanbHbiMm 3akoHOM OT 13.07.2015 N 241-93)

10) Bblgaya, ycCTaHOB/EHWE MNOPAAKA BblAauM pPa3pelieHns Ha BBO3 KOHKPETHOW napTuu
NleKapcTBeHHOro cpeAacTBa B Poccuiickyto degepaumio;
(n. 10 B peg,. PenepanbHoro 3akoHa ot 02.08.2019 N 297-93)

10.1) Bblaaya, yCTaHOB/IEHWE MOPAAKA BblAauM 1 GOPMbl JOKYMEHTA, KOTOPbLIV NOATBEPKAAET, UTO
NPOM3BOACTBO JIEKAPCTBEHHOro npenapata ANf MeAMUMHCKOTO MPUMEHEHMSA OCYLLEeCTB/EHO B
cooTBeTCTBMM C TpeboBaHWMAMM MpPaBWUA HagNeKalwel MPOU3BOACTBEHHON MNPAKTUKM WAM  4YTO
NeKapcTBeHHbIM npenapaT ANs BEeTePMHAPHOro MPUMEHeHMA AonyuweH K obpaleHuto B Poccuitckol
degepaumn, U NOANEKUT NPEACTABAEHMIO NO TPEBOBAHMIO YNIONHOMOYEHHOIO OpraHa CTpaHbl, B KOTOPYHO
BBO3WTCA NIEKAPCTBEHHbIM Npenapar;
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(n. 10.1 BBepeH PenepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3; B pen. denepanbHOro 3akoHa ot
02.08.2019 N 297-93)

10.2) Bblaaya, ycTaHOB/EHUE MOPAZKa BblAaun 1 Gopmbl AOKYMEHTa, COAEPIKalllero cBefleHma o
CTaAuAX TEeXHONOTMYEeCKoro npouecca Npous3BOACTBAa NEKAPCTBEHHOIO CpeactBa AnA MeAMLMHCKOro
NPUMEHEHWS, OCYLLECTBAAEMbIX HA TeppUTOPMKN EBPA3NINCKOro SIKOHOMUYECKOTO COH3a;

(n. 10.2 BBeaeH PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3, B pea. denepanbHOro 3akoHa ot
13.07.2015 N 241-d3)

11) co3aaHme coBETOB NO BONPOCAM, CBA3aHHbIM C 0bpaLLleHMeM IeKapPCTBEHHbIX CPEACTB;
12) atrectauma u ceptudmKaLma cneLmanmcros;
13) ytpatun cuny ¢ 1 ceHTabpna 2013 roga. - PegepanbHbiii 3akoH o1 02.07.2013 N 185-93;

14) ocyulecteneHme papmakoHaa3opa;
(n. 14 B pepg,. PenepanbHOro 3akoHa ot 22.12.2014 N 429-93)

15) yyacTue B mexayHapoaHOM COTPYAHNYECTBE;

16) nonyyeHre no 3anpocam ynosHOMoO4YeHHoro ¢peaepanbHOro opraHa UCMONHUTENbHOMN BNACTH
OT OpPraHoB MCMOJIHUTENbHOM BAacTM cybbekToB Poccuiickoli depepaumu, a TakKe OT CyObeKToB
0bpalleHMA NEKAPCTBEHHbIX CPeACTB A8 MEeAMLMHCKOro NpMMEHEHMA MHOPOpMaLMM Mo BOMPOCam
YCTaHOB/IEHWA U NPUMEHEHMSA LEH Ha NEeKapCTBEHHbIe NpenapaTsbl M HaA6aBOK K HUM;

17) npumeHeHMe mMep OTBETCTBEHHOCTM 3a HapyweHue 3aKoHogaTesnbcTBa Poccuiickol
depepauuny;

18) yTBepxaeHWe nNpaBua Haglexkawein abopaTopHOM NPAKTUKK, NpPaBUA  Hagaexkauwen
KNMHUYECKON MPaKTUKK, NPaBUA Hag/erKalleld Npou3BOACTBEHHOM MPaAKTUKM, NMPaBUA HagJ/erKallen
NPaKTUKN XpPaHEHWNA N NEePeBO3KM IEKAaPCTBEHHbIX NPenapaToB A8 MeANLUUHCKOrO NPUMEHEHUA, NPaBUA
XPaHEHUA NEeKAPCTBEHHbIX CPeACTB A/1A BETEPUMHAPHOrO MNPUMEHEHWA, MPaBu  HaANeXallewn
ONCTPUOBLIOTOPCKOM MPAKTUKM, NPaBWA Hag/exalel anTedyHOM NPaKTUKWU, MNPaBuA  HaZNerkallen
NPaKTUKKN GpapmaKoHaA30pa SIEKAaPCTBEHHbIX NPENapaToB 414 MeAULNHCKOro NPUMEHEHMS;

(n. 18 BBepeH depepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93; B pean. dPenepanbHOro 3akoHa ot
28.04.2023 N 171-93)

19) yctaHoBneHWe nopsaaka GOPMMPOBAHMA PErUCTPALMOHHONO [0Cbe Ha JIeKapCTBEHHbIN
npenapar 1 TpeboBaHN K JOKYMEHTAM B €70 COCTaBE;
(n. 19 BBegeH PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

20) yTBepXAeHWe NpaBuA paLMOHaNbHOro Bbibopa HaMMEHOBaHWUI NeKapCTBEHHbIX NpenapaTos
ONA MeANLMHCKOrO NPMMeEHeHUs;
(n. 20 BBegeH PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

21) yTBepKaeHWe nepeyHs HaMMEHOBaHUI NeKapCTBEHHbIX popMm;
(n. 21 BBeaeH denepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3)

22) ytpatun cuny ¢ 1 mapta 2020 roga. - desepanbHblii 3aKoH 0T 27.12.2019 N 475-03;

23) yTBepKAeHUe TpeboBaHUN K MHCTPYKLUMU MO MeOULMHCKOMY NMPUMEHEHUIO NeKAaPCTBEHHbIX
NpenapaToB M K MHCTPYKLMK NO BETEPUHAPHOMY MPUMEHEHMUIO JIEKAPCTBEHHbIX MPENapaTos.;
(n. 23 BBegeH dDeaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

24) NpuHATUE pPeLUEHUI, ABNAIOLLMXCA OCHOBAHMAMM LA BKAKOYEHUA AOMEHHbIX UMeH U (1an)
yKasaTesnen cTpaHuu, caiToB B MHPOPMALMOHHO-TENIEKOMMYHMKAUMOHHON ceTn "UHTepHeT", a TakXke
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CeTeBblX aApPecoB B e[NHYID aBTOMATU3MPOBAHHYIO WMHGOPMALMOHHYIO cucTemy "EAMHBLIA peecTp
OOMEHHbIX WMEH, YyKasaTesiel CTpaHWL, CalToB B MHPOPMALMOHHO-TEIEKOMMYHUKALUWMOHHOM CceTu
"MHTepHeT" u ceTeBbiXx aApecoB, MO3BOAAKOWMX WMAEHTUIULMPOBATL CalTbl B WMHGOPMALMOHHO-
TENIEKOMMYHWKAUNOHHOM ceTn "UHTepHeT", cogepkawme MHGoOpMaLnio, pacnpocTpaHeHNE KOTOPOWM B
Poccuiickoir Pepepaumm 3anpelteHo", B OTHOLWEHUN MHIOPMALMKM, coAepXKallei npeasiorKeHue o
PO3HWMYHON TOProBae NEKAPCTBEHHbIMW Npenapatamu, B TOM 4YUCAE AUCTAHUMOHHbLIM Ccnocobom,
PO3HWYHAA TOProB/As KOTOPbIMM OrpaHMYeHa WAW 3anpeleHa B COOTBETCTBMM C  HaCTOALWMM
denepanbHbiM 3aKOHOM, U (MK) MHbOPMALMK, COAEpPHKallleld NpeanoXKeHne O PO3HMYHOKN Toprosne
NIEKAPCTBEHHbIMW Mpenapatamu, B TOM YuCie AUCTAaHUMOHHbIM CMOCOOOM, /IMLUAMWU, HE MMEIOLMMMU
NINUEH3NN U paspelleHns Ha OCYLLEeCTBAIEHWE TAaKOW AeATeNbHOCTWU, eCNM MOJYYEHUE JIMUEH3UU U
pa3spelleHua npeaycMOTPEHO 3aKOHO4aTeIbCTBOM 06 06paLLeHMM NeKAaPCTBEHHbIX CPEeACTB;

(n. 24 B pea. ®epepanbHoro 3akoHa ot 03.04.2020 N 105-9$3)

25) Bblgaya paspeLleHunii Ha BBOA, B rpakAaHCKUI 060pOT UMMYHOBMONOrMYECKUX NEKAPCTBEHHbIX
npenaparos.
(n. 25 BBeageH deaepanbHbiM 3akoHOM OT 28.11.2018 N 449-93)

KoHcynbTaHTlAKOC: NpumeyaHue.
C01.01.2024 ct. 5 gononHsetca n. 26 (®3 ot 19.10.2023 N 503-®3). Cm. byayLiyto peaakumio.

KoHcynbTaHTlAKOC: NpumeyaHume.

Ct. 5.1 pacnpocTpaHAeTcA Ha NMOJIHOMOYMA, KOTOpPble He nepepaHbl ANA OCYLECTB/EHMA OpraHam
rocyapCTBeHHOM BacTn cybbekToB PP 1 opraHam mMecTHOro camoynpaBieHUsa COOTBETCTBYIOLLMMM
depepanbHbiMm 3akoHamum (O3 ot 13.07.2015 N 233-03).

Cratba 5.1. Mepeaaya ocyuwecTBneHUs NOJAHOMOUMNA deaepanbHbIX OPraHOB UCNOAHUTENbHOM
BNaCTU nNpu 06OpalLeHUM NeKapCTBEHHbIX CPeaCcTB OpraHam WCMNOJIHUTE/NIbHOW BAacTU Cy6beKkToB
Poccuiickoin degepaumumn

(eBepeHa degepanbHbiM 3akoHOM OT 13.07.2015 N 233-93)

MonHomouuns deaepanbHbiX OPraHOB UCMOAHUTENBHOW BAACTU NpU 06paLLEeHUN IeKapCTBEHHbIX
CPeAacTB, MpeayCMOTPeHHble HactoawmMm PeaepanbHbIM - 3aKOHOM, MOTyT nepegasaTbca  AnA
OCYWECTBNIEHUA  OpraHam  WMCMOAHWUTENAbHOW  BnacTM  cybbektoB  Poccuiickoin  deaepaumm
noctaHoBneHuamu MpasuTenbcTBa Poccuiickol Pepepaunn B nopagke, yctaHoBNeHHOM PeaepanbHbim
3aKOHOM OT 6 OKTAbBpA 1999 roga N 184-®3 "O6 06WMX NPUHUMNAX OpPraHM3auMM 3aKOHOLATENbHbIX
(NpeacTaBUTENbHBIX) M MCNONHUTENIbHBIX OPraHOB TOCYAapPCTBEHHOM BAacTu cybbekToB Poccuiickoit
depepaunn’.

CraTtba 6. MlonHOMOYMA OPraHOB UCMOJIHUTE/IbHOW BNacTu cybbeKTa Poccuitckoin Pegepauum npu
06paLLeHUn NeKapCTBEHHbIX CPeACTB

K MonHOMOYMSM OpraHoB WCMONHWUTENBHOM BRacTM cybbekta Poccuitickon Pepepauumn npu
06paLLeHMM TIeKapCTBEHHbIX CPeACTB OTHOCATCA:

1) paspaboTka W peanusauma  pervoHanbHbIX Mporpamm obecneyeHWa  HaceneHus
NeKapcTBEHHbIMM NpenapaTamu;

2) ycTaHOBAEHME NpeAe ibHbIX Pa3MepoB ONTOBbIX HaA6aBOK M Npeae/ibHbIX Pa3MepPOB PO3HUYHbIX
HagbaBOK K (GaKTMYECKMM OTMYCKHbIM LLeHaM, YCTaHOB/IEHHbIM MPOU3BOAUTENAMMU JIEKAPCTBEHHbIX
npenapaToB, Ha JIeKapCTBEHHblE Mpenapatbl, BK/AIOYEHHble B MepeyeHb KU3HEHHO HeobxoguMbIX U
BaKHEMLMX IeKapPCTBEHHbIX MPEnapaTos;

3) ocyuwecrsneHne pernoHanbHOro rocygapCrBeHHOro KOHTPOANA 3a NpuUMEeHEeHMem UeEH Ha
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NIeKapCTBEHHbIE MpenapaTbl, BK/AKYEHHble B MepeyYeHb XU3HEHHO HeobXOAMMbBIX W BarKHENLWUx
NIEKAPCTBEHHbIX MpenapaToB, OPraHM3aUMsMWU OMNTOBOM TOProBAM NIEKAPCTBEHHbIMU CPEACcTBaMMU,
anTeYHbIMW OpraHM3aUNAMU, UHAMBMAYANbHbIMM NpeAnpUHUMATENAMMU, UMEIOWMNUMU JIMLEH3UIO Ha
dapmaueBTUYECKYIO AeATeNbHOCTb, MEeAMUMHCKUMM OpraHu3aumamm, UMeWwMmMn AULEH3UI0 Ha
dapmaLleBTMUECKYIO AeATenbHOCTb, U KuX o060ocobseHHbIMKM noapasaeneHuamn (ambynatopuamu,
denbvalepckumm 1 GenbaliepcKko-akyLepCcKMMM  MyHKTaMK, LeHTpaMmu (oTaeneHusmu) obluen
BpayebHOol (cemeliHOM) MpPaKTUKK), PACNONOXKEHHbIMMU B CENbCKUX HACeNEHHbIX MYHKTaXx, B KOTOPbIX
OTCYTCTBYIOT anTeuyHble opraHn3auum;

(8 pea. PenepanbHbix 3aKoHOB 0T 25.06.2012 N 93-$3, o1 27.12.2019 N 475-93)

4) npuHATME pelleHnsa 06 MCNONb30BaHUWM Ha TeppuTopumM cybbekTa Poccuiickoit depepaumu
Hapa4y C peuenTaMyM Ha JIeKapCTBeHHble npenapaTbl, 0POPMIEHHbIMM Ha OymarKHOM HocuTene,
peLLenToB HAa JIEKapPCTBEHHbIE NpenapaTbl, CGOPMMUPOBaAHHbIX B GOPME 3NEKTPOHHbIX JOKYMEHTOB.

(n. 4 BBegeH ®epepanbHbiM 3akoHOM oT 29.07.2017 N 242-03)

Fnasa 3. FTOCYAAPCTBEHHAA ®APMAKONEA
CraTtba 7. Pa3paboTKa 1 usaaHue rocygapcTeeHHoU dpapmaKoneu, pasmeLleHue SaHHbIX O Hel

1. Moa rocygapcTBeHHOW dapmaKoneen MoHMMaeTca cBog obuwmx $apmaKonenHbIXx cTater u
dapmaKonenHbIx ctaTe.

2. Paspabotka ob6wmx dapmakonenHbix craten U dapmaKonelrHblXx CTaTeil, B TOM u4ucne
dapmakonenHbix cTaTen Ha QapmaKonenHble CTaHAapTHbie 06pasupl, W BKAOYEHWE WX B
rocyfapcTBeHHy0 GapMaKoner OCyLecTBAAITCA B MOPAAKEe, YCTAaHOBAEHHOM YMNOJAHOMOYEHHbIM
depepanbHbIM OPraHOM UCMOTHUTENIbHOM BNACTU.

(8 pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. PazpaboTKka dapmakoneinHol cTaTb Ha pedepeHTHbI NeKapCTBEHHbIN NpenapaT U BKAYeHMEe
€e B rocyfapcTBeHHyto GapmaKonel B TeYeHWE CPOKA AEUCTBUA 3aLUUTbl UCKAOYMTENBHOIO MNpasa,
YA0CTOBEPEHHOIO MAaTEHTOM Ha pedepeHTHbIN JIeKapCTBEHHDbIM NPenapaT, OCyLLEeCTBAAOTCA C COrnacusa
ero paspaboTumka.

(8 pea. PepgepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

4. TocypapcTBeHHasa <¢dapmakones W34aeTcs YNOJHOMOYEHHbIM  defepanbHbiM  OpraHoOM
MCMOIHUTENIbHOW BNACTU 3a CYET cpeacTs deaepasbHOro 6104KeTa U NoANEeKUT NepenssaHnam He peKe
4yem OAMH pPa3 B NATb JIET, B Nepnoa mexay KOTOpbiIMU MU3OaK0TCA NPUNOKEHUA K FOCV,D,apCTBeHHOﬁ
dapmakonee, cogepskawme obwue dapmakoneilHble cTatbM W (MAKM) dapmaKoneiHble CcTaTby,
YyTBEPKAEHHbIE NOC/e U3L4aHUSA UM Nepen3aaHuns rocygapcTBeHHol papmaKkoneu.

5. YNo/HOMOYEHHbI deaepanbHblii OpraH MCMOJAHWUTENLHOW BAACTU pasMellaeT AaHHble O
rocyAapcTBeHHOM papmaKonee 1 NPUAOKEHUAX K Helt Ha cBoem oduLManbHOM caliTe B ceTu "UHTepHeT"
B YCTaHOB/IEHHOM MM NopAAKe.

nasa 4. TIMLUEH3UPOBAHUE NPOU3BOACTBA IEKAPCTBEHHbIX CPEACTB
n CDAPMALI,EBTVI'-IECKOﬁ DEATEZIbHOCTWH, I'OCY,D,APCTBEHHbIﬁ KOHTPOJ1b
(HAA30P) B COEPE OBPALLLEHMA NEKAPCTBEHHbIX CPEACTB
(8 pea. PepgepanbHoro 3akoHa ot 11.06.2021 N 170-93)

Cratba 8. JluueHsnpoBaHWe NPOMU3BOACTBA JIEKAPCTBEHHbIX CpPeAacTB U ¢apmaueBTUHEeCKOoU
[EeATeNbHOCTU

1. ﬂMLI,EH3VIpOBaHMe npon3soacTBa 1IEKAPCTBEHHbIX CpeacTs U d)apMaLI,EBTVI‘-IECKOf/‘I AeATENDbHOCTU
OCyLllecTBNAETCA B COOTBETCTBUM C 3aKOHOOATE/NIbCTBOM Poccuitckoi dJe,u,epau,MM.
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2. Ob6na3atenbHbIM YC/NIOBMEM MNPeAOCTaBNEeHMA AWNLEH3UM Ha NPOM3BOACTBO J1EKAPCTBEHHbIX
CPeACTB ABAAETCA NPUJIOKEHNE K 3aAB/EHUID COUCKATENA JINLUEH3UN NepPeYHa NeKapCTBEHHbIX Gopm U
(vnn) Bupos dapmaleBTUYECKUX CcybCTaHLM, KOTOpble MPOU3BOAMUTENb /IEKapPCTBEHHbIX CPeacTB
HamepeH NPou3BoAUTb.

3. B cnyyae HeoHX0AMMOCTU paclUMpeHma NPOM3BOACTBA /IEKAPCTBEHHbIX CPEACTB 3@ CYET HOBbIX
NIeKapcTBEHHbIX GOPM U BUAOB papmMaLLeBTUYECKUX CYOCTaHLMIN NPOM3BOAUTE b 1EKAPCTBEHHbIX CPeACTB
OO0JIKEH NoAaTh B JIMLLEH3UPYIOWMNIA OpraH 3asB/leHMEe O BHECEHUU U3MEHEHWUI B peecTp /IMLEH3UN Ha
NpPon3BOACTBO /IEKAPCTBEHHbIX CPEACTB.

(8 pea. PepepanbHbix 3akoHoB oT 02.08.2019 N 297-93, o1 11.06.2021 N 170-D3)

4. JInueHsna Ha NPoM3BOACTBO IEKAPCTBEHHbIX CPeAcTB (bapmaueBTMUecKon cybcTaHLMm cnmpTa
3TUNOBOro (3TaHoNa) BbIJAETCA MPWU YCOBMU HaAAMYMA Yy OpPraHM3aumm Ha npase COBCTBEHHOCTW,
X03AACTBEHHOIO BEAEHMA UM ONEPATUBHOIO YNpPaBieHUA OCHOBHOMO TEXHO/IOMMYECKOro obopyaoBaHMA
ONAa NpOM3BOACTBA 3TU/IOBOrO CMMPTA, 3apermcTpMpoBaHHOrO B COOTBETCTBMM CO cTatben 14.1
depepanbHOro 3akoHa ot 22 Hosabpa 1995 roga N 171-d®3 "O rocyaapCTBEHHOM peryanpoBaHum
npoussoacTBa M 0H6opoTa 3TUAOBOrO CNMPTa, AJKOrONILHOM M CNUMPTOCOAEP KALLEN NPOAYKUMM U 06
orpaHMyeHumn notpebaeHnsn (pacnnTma) aaKorosibHOM NpoayKumm".

(yacTb 4 BBeAeHa PeaepanbHbIM 3aKOHOM 0T 27.12.2019 N 481-03)

CratbAa 8.1. Ocob6eHHOCTM /IMUEH3UPOBAHMA NPOU3SBOACTBA JIEKAPCTBEHHbIX CpeacTs
(bapmaueBTuuecKoii cybcraHuum cnupTa aTMNOBOrO (3TaHONA)
(sBegeHa degepanbHbiM 3aKoHOM 0T 27.12.2019 N 481-93)

1. [eiictBMe ANMUEH3MM Ha NPOU3BOACTBO JIEKAPCTBEHHbIX cpeacTB (dapmaleBTUYeCcKom
cybCcTaHUMM cnupTa 3TMNOBOrO (3TaHoNa) MPMOCTAHAB/AMBAETCA B YacTW MNpaBa Ha NPOU3BOACTBO
dbapmaueBTUYEeCKON cybCTaHLMM CNUPTA 3TUAOBOMO (3TaHOMA) JIMLEH3MPYIOLWMM OPraHOM B C/yYasXx,
onpeaeneHHbix cTaTbent 20 desepanbHoro 3akoHa ot 4 masa 2011 roga N 99-3 "O nnueHsnpoBaHMMU
OTAENbHbIX BMAOB A€ATe/IbHOCTM", a TaKXe Ha CPOK NPWOCTAHOB/EHWS AEUCTBUA NINLEH3UWU Ha
NpPou3BOACTBO 3TMI0BOIO CNMpPTa A/1A NPOU3BOACTBA PpapMaL,EeBTUYECKOM CyBCTaHL MM CMpTa 3TUI0BOTO
(sTaHoONa), BblAAHHOWN B cOOTBETCTBUM C PeaepasibHbIM 3aKOHOM OT 22 HoABps 1995 roga N 171-d3 "O
rocyapCTBEHHOM PEry/JiMpoBaHUM MNPOM3BOACTBA M 00OOpOTa 3TU/IOBOrO CAWMPTA, aJKOrOJIbHOW U
cnupTocoAep Kalleli NpoayKunmn 1 ob orpaHnyeHmm notpebaeHms (pacnuTuns) anKkorosbHoOM npoayKumm'.

2. [leicTBME /MUEH3MM HA NPOUM3BOACTBO JIEKAPCTBEHHbIX CpPeacTs (dapmaLeBTUYecKom
cybcTaHUMM cnupTa 3TUIOBOrO (3TaHONa) B YacTM MpaBa Ha MPOM3BOACTBO dapmMaueBTUYECKOM
cybcTaHUMM cnupTa 3TUAOBOrO (3TaHONa) NpPeKpallaeTca JIMLEH3MPYIOWMM OpraHom B C/AyYasx,
onpeaeneHHblx ctaTben 20 PeaepanbHoro 3akoHa ot 4 mas 2011 roga N 99-d3 "O nAnueHsnpoBaHMMU
OTAENbHbIX BUAOB AEATENbHOCTU', a TaKXKe C AaTbl NPEeKpalLeHWA WMAW aHHY/MPOBAHUA AEeWCTBUA
JIMLLEH3UM Ha NPOU3BOACTBO 3TMIOBOFO CRAMpTa ANA NPouM3BoACTBa dapmaleBTUUECKON cybCcTaHuum
CNMpTa 3TUA0BOTO (3TaHONA), BblAAHHOM B COOTBETCTBUU ¢ PegepanbHbiM 3aKOHOM OT 22 HoA6psa 1995
roga N 171-®3 "O rocynapCTBEHHOM peryavMpoBaHMM NPOM3BOACTBA M 0BOpPOTA 3TUIOBOTO CNMPTAa,
aNKOro/IbHOM W cnupTocodepiKallel npoaykuum u o6 orpaHuyeHuMn noTpebneHusa (pacnutus)
a/IkoronbHOM Npoaykumn'.

KoHcynbTaHTlAOC: NpuMeyaHme.

Ct. 8.2 Ha Tepputopuax [LoHeuko HapoaHoi Pecnybauku, JlyraHckoi HapogHoit Pecny6amku,
3anoporkckon obnactu, XepcoHckon obnactm npumensietca ¢ 01.09.2024 (d3 ot 04.08.2023 N 428-
®3).

Cratba 8.2. OcobeHHOCTM AuueH3upoBaHUA ¢dapmaueBTUYECKO [eATeNbHOCTU B 4acTu
OCyLLEeCTB/IEHWUA ONTOBOW TOProB/IM JIEKAPCTBEHHbIMU CPeACTBaMU
(sBepeHa depepanbHbiMm 3akoHOM 0T 04.08.2023 N 428-93)
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1. Jeicrtene nnueHsnm Ha GpapmaLeBTUHECKYIO AEATENbHOCTb B YacTM OCYLLECTBJEHUA OMNTOBOW
TOProBAM  NIEKApPCTBEHHbLIMM  CPEeACTBAMWU  ANA  MEAMUMHCKOrO  MPUMEHEHMA  MnpeKpalaerca
JNINLEH3NPYIOLLMM OPraHOM B Cy4Yasx, onpegeneHHblx ctatben 20 PepepanbHOro 3akoHa oT 4 masa 2011
roga N 99-®3 "O nuMueH3MpOBaHUM OTAENbHbIX BUAOB AEATe/NbHOCTU", a TaKXKe Mo peLlleHuo
JNINLEH3NPYIOLLEFO OpraHa, MPUHATOMY B COOTBETCTBMM C HACTOALLENM YacTblo. B ciyyae BbisBAeHUA npu
ocywecTBneHnn deaepanbHOro rocygapcTBEHHOro KOHTposAa (Hapgsopa) B cdepe obpaleHus
JIeKapCTBEHHbIX CPeACTB HAPYLUEHMA OpraHuW3aLMelt ONTOBOW TOProBAW SIEKapCTBEHHbIMU CPeacTBaMMU
TpeboBaHui yacten 1 - 3 cratbM 53 Hactoawero PegepasbHOro 3akoHa AeNCTBME NNLEH3UW Ha
bapmaLLeBTUUECKYIO AEATENbHOCTb B 4acTM OCYLLECTBNEHWA ONTOBOM TOPrOB/AM J/IEKAPCTBEHHbLIMM
CpeAcTBaMMU A1 MeAMLMHCKOrO NPUMEHEHMA NPUOCTAHAB/IMBAETCA B TEYEHWNE AeCATU pabounx aHel co
OHA BbIABNEHWA YKA3aHHOIO HapylweHus. Jencteme AnMueHsnmn Ha GapmaLleBTUYECKYIO AeATeNbHOCTb B
YacTM OCYLLECTB/IEHMA ONTOBOM TOPrOBAW JIEKAPCTBEHHbLIMW CPEACTBAMM  ANA  MEeAUUMHCKOro
NPUMEHeHMA NPUOCTAaHABMBAETCA Ha CPOK, KOTOPbLIV onpesenaeTca AMLEH3MPYIOLWUM OpraHom (HO He
MeHee 4Yem Ha OAMH MecAl), NO MCTEYEHUW KOTOPOro AeNCTBUE AAHHON AULEH3UU MNOANENRMUT
NpeKpaLLeHNIO Ha OCHOBAHUMN peLleHNA INLEH3MNPYIOLLLErO OpraHa, 3a UCKIOYEHNEM C/TyYan, YKa3aHHOro
B 4acTM 2 HaAcTOALLEN CTaTbu.

2. [leiicTBME NMLEH3MM HA PapMaLEBTUYECKYIO AEATENbHOCTb B YaCTU OCYLLECTBNEHUSA OMNTOBOWM
TOProB/IN  JIEKAPCTBEHHbIMM CPEACTBAMM AN MEAMLMHCKOTO MNPUMEHEHMUA, OeNCTBME KOTOpoW
NPWUOCTAHOB/IEHO B COOTBETCTBMM C YacTbto 1 HACTOALLEN CTATbW, NOANEKUT BO3OOHOBNEHUIO B C/yYae,
€C/In B Nepuos, NpMOCTaHOBAEHUA AENCTBUA AaHHOM JIMLEH3MM B pamMKax gocyaebHoro obxkanoBaHUs
pelleHne KOHTPObHOTO (HaA30PHOr0) opraHa B YacTu BbISIBEHHOMO HapyLleHua TpeboBaHMiA yacTel 1 -
3 ctatbM 53 HacToAwero PeaepasibHOro 3aKOHa OTMEHEHO. B yKasaHHOM cnyyae aencTBue NLEH3UN Ha
bapmMaLLeBTUUECKYIO AEATENbHOCTb B 4acCTM OCYLLECTBNEHWSA ONTOBOM TOPrOB/AM J/IEKAPCTBEHHbLIMM
cpencTBamm ana MeguLMHCKOro NpMmeHeHnsa BO306HOBAAETCA He NO34HEe 04HOro paboyero AHs Co AHA
OTMEHbI PeLLUeHUs KOHTPObHOTO (HaA30PHOr0) opraHa.

CraTtba 9. NlocypapcTBeHHbIW KOHTPOAb (Hag3op) B chepe obpalueHnn eKapCcTBEHHBIX CPeacTB
(8 pea. PepepanbHoro 3akoHa ot 11.06.2021 N 170-93)

1. TocyfmapcTBeHHbI KOHTpoAb (Hag3op) B coepe o06palleHMsA NEKaPCTBEHHbIX CPeacTB
OCYLLECTBNSAETCA NoCpeacTBOM ¢efepanbHOro rocyfapcTBEHHOro KoHTpons (Hagsopa) B coepe
obpalleHMa NeKkapcTBEHHbIX CPeacTB U denepanbHOro rocyaapcTBEHHOIO /IMLEH3MOHHOMO KOHTPOAA
AeATeNbHOCTM MO NPOU3BOACTBY IEKAPCTBEHHbIX CPEACTB, OCYLLECTBAAEMbIX defepabHbIMU OpraHamm
NCMNONHUTENBLHOW BNACTU, YNOJHOMOYEHHbIMM paBuTenscTBom Poccuiickont Peaepaumu.

2. MNpegmeTom deaepanbHOro rocyAapCcTBEHHOTO KOHTpoAA (Haa3opa) B chepe obpalueHun
NleKapCTBEHHbIX CPeACTB ABNAIOTCA:

1) cobnogeHne obsasaTenbHbiXx TpeboBaHUI B chepe obpalleHns NeKapCTBEHHbIX CPeacTB, B TOM
yucne:

a) TpeboBaHUM K [OKJAMHUYECKUM WCCNEA0BAHUAM JIEKAPCTBEHHbIX CPEACTB, KJAMHUYECKUM
MCcCNeaoBaHUAM NEKApPCTBEHHbIX MPenapatoB, W3roTOBAEHWIO, XPaHeHWIo, NepeBo3Ke, BBO3y B
Poccuiickylo depepaumio, OTMYCKy, peanusauuu, nepegade, MNpPoAaxke /IEKAPCTBEHHbIX CPeacTs,
NPUMEHEHUIO NEKAPCTBEHHbIX MPEnapaToB, YHWUUTOMKEHUIO /IEKAPCTBEHHbIX CPEACTB, YCTaHOB/AEHUIO
NPOM3BOAUTENAMMN NIEKAPCTBEHHbIX MPEnapaToB LUEH Ha NeKapCTBEHHble Mpenapatbl, BK/AIOYEHHble B
nepeyeHb KM3HEHHO HEOBXOANMbIX N BasKHENLIWX IeKaPCTBEHHbIX NPenapaTos;

6) TpeboBaHMI K COOTBETCTBMIO JIEKAPCTBEHHbIX CPeACTB, Haxo4AalMxca B obpauieHun,
MOKas3aTeNsiM KayecTBa, 3dpPpeKTUBHOCTM 1 6€30MacHOCTM, YCTAaHOB/IEHHbIM B COOTBETCTBMM C HACTOALLMM
desepanbHbIM 3aKOHOM;

B) TpeboBaHUM K cobntoaeHnio cybbekTammn 06paLLeHMA NeKapCTBEHHbIX CPeACTB, YKa3aHHbIX B
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yactn 1 ctatbm 67.1 HacToawero PeaepanbHOro 3aKOHa, OrpaHUYEHNM, HanaraemMblx CTaTbAMM 67.1 1 67.2
HacToAwero ®eaepanbHOro 3aKOHa;

2) cobniogeHne  NMUEH3MOHHBLIX  TpeboBaHWM K ocywecTBiaeHUilo  dapmaLleBTUYECcKon
OeATeNbHOCTY;

3) cobnoaeHme TpeboBaHUI K NpeaoCcTaBeHUI0 CybbeKkTamm 0bpalLleHns 1eKapcTBEHHbIX CPeacTs
MHOOPMALUMM O NEeKAPCTBEHHbIX CpeacTBax U (MNM) NeKapCcTBEHHbIX MpenapaTax, NpeaycMOTPEHHOM
ctatbAMM 9.1, 52.1 n 64 HacToAwero PeaepaibHOro 3aKOHa;

KoHcynbTaHTIAOC: NprMeyaHue.
C 01.03.2026 n. 4 4. 2 c1. 9 yTpaumsaet cuay (®3 ot 20.10.2022 N 405-3).

4) cobnogeHne npeayCMOTPEHHbIX cTaTbel 55.1 HacToswero ®eaepanbHOro 3aKkoHa TpeboBaHuMiA
K NPOBeAEeHNI0 SKCNEPUMEHTA MO OCYLLECTB/IEHUIO PO3HUYHOM TOProB/M IEKAPCTBEHHBIMU NpenapaTamm
AN MeAMUMHCKOTO MPUMEHEHUs, OTMYCKaeMbiMM MO peLenTy Ha NeKapCTBEHHbIM npenapart,
[AMCTAHUMOHHbIM ClOCO6OM.
(n. 4 BBepeH dPepepanbHbim 3akoHOM 0T 20.10.2022 N 405-93)

3. Npu ocywecTsieHnn ¢enepasbHOr0 roCyAapCTBEHHOrO KOHTpons (Haasopa) B cdepe
o6palleHna NIeKApPCTBEHHbIX CPEeACTB MNPOBOAATCA Ccleaylolme BuAbl KOHTPOJIbHbLIX (Hag30pHbIX)
MEepPOonpPUATUIA:

1) LOKYMeHTapHasA NPOBEPKa;

2) Bble3aHan NPoBEpPKa;

3) BbIBOPOUHBI KOHTPO/Ib Ka4yecTBa;
4) KOHTPOJIbHAsA 3aKYnKa;

5) MHCNEKLMOHHBIN BU3HUT;

6) HabnogeHne 3a cobnogeHnem obasaTeNbHbIX TpeboBaHU (MOHUTOPUHT 6e3onacHOCTH)
(dapmakroHagzop).

4. OpraHusaums 1 ocylLecTsieHne dpesepasbHOro rocy[apCcTBEHHOIO KOHTPOA (Hagsopa) B chepe
obpallLeHMa NeKapcTBEHHbIX cpeacTB peryampytotcs PepepanbHbim 3akoHom oT 31 utona 2020 roga N
248-®3 "O rocyfapcTBEHHOM KOHTpone (Hagsope) M MyHUUMNANAbHOM KOHTpone B Poccuiickoit
depepaunn’.

5. BHennaHoBbIA BbIGOPOUHLIA KOHTPO/Ab KayecTBa MPOBOAMTCA B TOM YMC/E€ Ha OCHOBAHMM
nporpaMmmbl MPOBEPOK.

6. MN1aHOBbIN BbIGOPOYHbIN KOHTPO/Ib KaYecTBa He MPOBOAMTCS.

7. Mo pe3ynbTatam BbIBOPOUYHOr0 KOHTPOAA KauecTBa HapAAY C peLleHUAMM, NpeayCMOTPEHHbIMU
depnepanbHbiM 3akoHOM OT 31 mniona 2020 roga N 248-d3 "O rocygapcTBeHHOM KOHTposie (Haasope) u
MYHUUMNANbHOM KOHTpone B Poccuiickon degepauunmn”, deaepanbHbiMn OpraHamm UCMOHUTENBHOM
BNACTU, YMNONHOMOYEHHbIMM HA OCYLLECTBAEHME BbIOOPOYHOrO KOHTPOAA KayecTBa, MPUHUMAIOTCA
cnepytowme peleHua:

1) o AaﬂbHeVILUEM rpa*KgaHCKom o6op0Te cepuun, napTmn COOTBETCTBYHOLWEro NeKapCTtBEHHOIoO
cpeAactBa B Cydae noAarsepXaeHnA no pesysibTatamM nNpoBeaeHHbIX WCMbITaHUIN COOTBETCTBUS KayecTBa
JNIeKapCTBEHHOrIO cpeacrTtsa YCTaHOB/IEHHbIM TpE6OBaHVIF|M;
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2) 06 U3bATUN U3 rparkaaHCKoro obopoTa cepun, NapTUU COOTBETCTBYHOLLErO /IeKapCTBEHHOro
CpeficTBa B C/y4ae BbIABAEHWA MO pesy/ibTaTaM MpoBeAeHHbIX UCMbITaHWN HECOOTBETCTBUA KayecTsa
IeKapCTBEHHOrO CpeACcTBa YCTaHOBAEHHbIM TPeboBaHUAM;

3) o nepeBoAde /IEKAPCTBEHHOMO CPeACTBa Ha MOCEPUIHbIA BblIBOPOUHbIIM KOHTPO/b KayecTBa
JIeKapCTBEHHbIX CPe/CTB B C/yvyae NMOBTOPHOrO BbiABNEHUA HECOOTBETCTBUA KauyecTBa JIEKapCTBEHHOro
cpeacTBa yCTaHOBAEHHbIM TpeboBaHMAM M (Npu HeobxoAMMOCTM) 0 NpoBepKe cybbekTa obpalleHus
JIeKapCTBEHHbIX CPeacTB. Pacxodpl, CBA3aHHblE C NpPoBeJeHMEeM MOCEPUIAHOrO BbIBOPOYHOIrO KOHTPOAA,
ONnauYnMBatloTcA MPOU3BOAUTENEM JIEKAPCTBEHHOTO CPeAcTBa NMbO aAeprkaTtenem WAW BRafdesbuem
perncTpaunMoHHOro yaoCcToBepeHUs NekapCcTBEHHOro npenapara.

8. ®epepanbHbIi rOCyAapCTBEHHbIA JIMLLEH3UOHHbIA KOHTPOJIb AEATENbHOCTU MO NPOU3BOACTBY
JIEKapCTBEHHbIX CPEACTB  OCYLLEeCTBAAETCA B COOTBETCTBMM C 3aKOHOZATeNbCTBOM Poccuiickoi
depepaunn.

Cratba 9.1. Mporpamma npoBepoK
(sBepeHa depepanbHbiMm 3akoHOM 0T 11.06.2021 N 170-93)

1. B uenax opraHun3saumm BbIBOPOHHOro KOHTPOA KauecTBa JIeKapCTBEHHbIX cpeacTs dopmmpyeTcs
nporpamma npoBepoK.

2. Ona ueneit peanusaumm Nporpammbl NPOBEPOK MPOU3BOAUTENN NIEKAPCTBEHHbIX CPEACTB U
opraHu3aumW, OCYLLeCTBAAIOWME BBO3 JIeKapCTBEHHbIX cpeactB B Poccuiickylo  Pepepauuio,
NPeLoCTaBAAOT B OTHOLIEHWM JIeKAPCTBEHHbIX CPEACTB A1A  MEAMUMHCKOTO MNPUMEHEHUA B
YNONHOMOYEHHbIN ¢deaepanbHblt OpraH WCNONHUTENbHOM BAACTM, OCYLLECTBAAOWMNA PYHKUMM NO
KOHTPOMO W Hagsopy B chepe 34paBOOXPAHEHMA, B OTHOLWEHWW NEKAPCTBEHHbIX CPeAcT8 ANs
BETEPUHAPHOIO MPUMEHEHMA B YMNOJHOMOYEHHbIW ¢denepasnbHbli OpraH WMCNOAHUTENbHON BAACTH,
OCYLLECTBAAOWNIN GYHKLMM MO KOHTPOAIO M Haa30py B chepe obpalleHnn NeKapcTBEHHbIX CPeacTB ANs
BETEPUHAPHOIO NPUMEHEHMUA, CBEAEHMA O CEpUAX, NAPTUAX JIEKAPCTBEHHbIX CPEACTB, NOCTyNaloWmx B
rpaxgaHckmii obopoT B Poccuiickoit Pepepaunn, B nopagKke, coctaBe U obbeme, YCTaHOBAEHHbIX
yKa3aHHbIMK deaepanbHbIMU OPraHamMM UCMONHUTENbHOM BIACTU B OTHOLLEHWWN IEKAPCTBEHHbIX CPeACTB
ONA MEAMUMHCKOTO NPUMEHEHMA M B OTHOLIEHUW NEKAPCTBEHHbIX CPEACTB ANA BETePUHAPHOro
NPUMEHEHNA COOTBETCTBEHHO.

3. MNporpamma npoBepok GopmMMpPYeTcA Ha KaneHZapHbIi rog B cpok o 30 aekabps roaa,
npeaLecTBYOLWEro rogy nposeaeHUs BbIDOPOYHOro KOHTPOASA.

4. B cnyyae HacTynaeHma cobbITUi, yKa3aHHbIX B NoAnyHKTax "6" n "B" nyHKTa 2 yactu 6 HacTosALeln
cTatbu, pesepanbHbiM OPraHOM UCMONHUTENbHOW BIACTU, OCYLLECTBASIOWUM GYHKLMU NO KOHTPOIO U
Hag3opy B chepe 34paBoOXpaHeHus, denepanbHbIM  OPraHOM  MCMOJHUTENbHOW  BAacTH,
ocyLwecTBAAOWUM GYHKUMU MO KOHTPOJIIO M HAaa30py B chepe 0bpallleHUs NEKAPCTBEHHbIX CPEACTB ANS
BETEPUHAPHOIO MNPUMEHEHUA, NPU  HEOBXOAMMOCTM BHOCATCA COOTBETCTBYHOWME MWM3IMEHEHUS B
nporpammy NpoBepPOK.

5. B nporpammy npoBepoK MOFYT BK/OYATbCA MEPONPUATUA C YH4ETOM HaPYLUEHWIA, BbIABJAEHHbIX B
PaMKax KOHTPO/IbHbIX (HaA30PHbIX) MEPONPUATUIA 33 NPeabIAYLLIMIA KaneHaapHbIN roa,.

6. Mporpamma NpoOBEPOK COAEPHKUT:

1) nepeyeHb NEKapPCTBEHHbIX CPeACTB, OTOOP 06Pa3LLOB KOTOPbLIX BYAET OCYLLECTBAATLCA B PaMKaXx
BbIOOPOYHOrO KOHTPOIA, GOPMUPYEMBIN C YH4ETOM PE3y/IbTaTOB rOCYAaPCTBEHHOIO KOHTPOAA (Haa3opa)
B chepe obpalleHNa NeKapCTBEHHbIX CPeACTB 3a KaneH4apHbli rod, NpeALwecTsyowmnii roay nposeaeHms
BbIBOPOYHOro KOHTPONS;

2) YKa3aHune Ha CO6bITVIe, HacCTynieHne KOTOpOro AsBAAeTCA OCHOBaHMeM AN1A OCyuWwecTB/1eHUA
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BbIBOPOYHOrO KOHTPOAA:

a) nonyyeHue ceefleHU, NpeaCcTaBaAseMbiX B COCTaBe U 06beme, YCTaHOBAEHHbIX deaepasibHbim
OpPraHOM WCMONHUTENIbHON BAACTW, OCYWECTBAAWMM GYHKLUMM MO KOHTPOAO U Hapslopy B chepe
3paBoOXpaHeHuns, deaepanbHbIM OPraHOM WMCMONHUTENIbHOM BNACTU, OCYLLECTBAAIOWMM GYHKUMM NOo
KOHTPOJIt0 U Haa3opy B chepe obpalLeHNs NeKapCTBEHHbIX CPeACTB A1 BETePMHAPHOIO NPUMEHEHMUA, O
cepunax, MapTUAX JIeKAapPCTBEHHbIX CPEACTB, MOCTynawLWMxXx B rpaxAaaHCKuii obopot B Poccuiickoi
depepaunmn, yKasaHHbIX B MNyHKTe 1 HacToAWENW 4YacTW, OpraHM3auMaMM, OCYLLECTBAAKLWMMM
Npou3BOACTBO NEKAPCTBEHHbIX cpeacTB B Poccuiickon degepaunm U BBO3 /IEKAPCTBEHHbIX CPeAcTB B
Poccuinckyto depepaumio;

6) nonyyeHMe noctynatowei B nopsaaKe, yCTaHOBNEHHOM cTaTbel 64 HacToswero ®eaepanbHOro
3aKoHa, MHGopMaLMM O NOBOUYHbIX AEUCTBUAX, HEXenaTeNbHbIX peakUuMaAX, Cepbe3HbIX HeXenaTenbHbIX
peakuusax, HenpeasUAEHHbIX HeXXenaTeNbHbIX peakumax Npu NpumMmeHeHUM NeKapCcTBEHHbIX NPenapaTos,
06 MHAMBUAYaNbHOW HEnepeHOCUMOCTU, OTCYTCTBUM 3PPEKTUBHOCTM NEeKapCTBEHHbIX NpenapaTtos, a
TakKe 06 MHbIX paKTax U 06CTOATENbCTBAX, NPEACTaBAALWMX YIPO3Y KM3HU UAN 340POBbLI0 YeNoBeKa
NGO KMBOTHOTO MPU MPUMEHEHUN NEKAPCTBEHHbIX MPenapaToB M BbIABMEHHbIX Ha BCex 3Tanax
obpalleHMa NekapcTBEHHbIX NpenapaToB B Poccuninckon degepauum n Apyrux rocygapcraax;

B) mosyyeHne B cooTBeTcTBMM ¢ DeaepanbHbiM 3aKoHOM oT 31 umiona 2020 roga N 248-9d3 "O
rocy4apCcTBEHHOM KOHTpoJie (Haa3ope) M MyHUUMNAZbHOM KoHTposie B Poccuiickolt ®eaepaunn”
CBEAEHUN O NMPUUYMHEHUU Bpeaa WaM 06 yrpose NpUYNHEHUs BPeaa KU3HW, 340POBbIO rpaxKaaH uam
HUNBOTHDbIX.

CratbA 9.2. FocypapcTBEHHbIN KOHTPO/b (HaA30p) 3a peannsaumnein opraHamum UCNOSIHUTENbHOMN
BNacTh cy6bekToB Poccuiickoii Pepepaumm nosiHoMoumni B chepe obpalleHUA NeKapCTBEHHbIX CPeACTB
ANA MeAULMHCKOTO NPpUMeHeHuUsn

(eBepeHa degepanbHbiM 3akoHOM oT 11.06.2021 N 170-93)

1. TocyaapcTBEHHbIM KOHTPOAb (HaA30p) 3a peanusaumernt opraHamuv WUCMNONHUTENbHOW BAACTU
cybbekToB Poccuitickolt depepaunm nonHomouuii B chepe obpalleHMA NeKapCTBEHHbIX CPeacTB OA
MEAMLMHCKOrO MPUMEHEHUs OCYLLECTBAAETCA YMNOJAHOMOYEHHbIM [lpaBuTenbcTBOM  Poccuiickoi
desepaunn opraHom UCNONHUTENbHOM BAACTM.

2. TlpeameTom rocyaapcTBEHHOTO KOHTposnsa (Hag3opa) 3a  peanvsauven  opraHamu
WCNOSIHUTENbHON BRacTn cybbektoB Poccuitckoit Pepepaumm nonHomoumn B chepe obpalueHun
JIeKapCTBEHHbIX CPEACTB ANA MEAUUMHCKOrO NpUMEHEHUs ABnseTca cobntogeHne ynosHOMOYEHHbIMK
OpraHamm WCMNOJIHUTENbHOM BnacTn cybbekToB Poccuiickon Pepepaummn MeTOAMKM YCTAHOBAEHWUSA
npegenbHbIX PasMepoB ONTOBbIX HaAbaBOK M MpegefibHbiX Pa3sMepoB PO3HWYHbLIX HagbaBOK K
$AKTUYECKMM OTMYCKHbIM LLEHAM, YCTAHOBAEHHbIM NMPOWU3BOAUTEIAMM SIEKAPCTBEHHbIX NpPenapaTos, Ha
NleKapcTBeHHble npenapatbl, BKAKOYEHHble B MepeYeHb KMU3HEHHO HeobBXOAUMbIX W BarKHEWLWMUX
NeKapcTBEHHbIX NpenapaTtos.

3. Mpu oCywWecTBNEHNUN FOCYAAPCTBEHHOTO KOHTpons (Hag3opa) 3a peanusauuen opraHamu
WCNONHUTENbHON BNacTM cybbekToB Poccuitickolt depepaumm nonHomoumint B chepe obpalleHun
JIEKAPCTBEHHbIX CPEACTB 419 MeAMLMHCKOro MPUMEHEHMSA NPOBOAATCA CeAytowwme BUAbI MEPONPUATUIA:

1) AOKYMeHTapHble NPOBEPKMY;
2) Bble3aHble MPOBEPKMU.

4. OpraHusauMa U OCYLLeCTBAEHME TOCYAAPCTBEHHOrO KOHTpPOAA (Haz3opa) 3a peanuvsaument
opraHamu UCMOSIHUTENbHOM Bnactu cybbekToB Poccuitckon @Pepepaumm noaHomounii B chepe
06paLLeHMA NEKAPCTBEHHbIX CPEACTB A1 MeOULMHCKOro NpumeHeHus peryaupytotca degepanbHbim
3aKOHOM OT 6 oKTAbps 1999 roga N 184-®3 "O6 0bLWMX NPUHLMNAX OpraHM3auMn 3aKOHOAATEIbHbIX
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(npeacTaBUTENbHbBIX) U UCNONHUTENbHbLIX OPraHOB rOCYZapCTBEHHOM B/acTM CybbeKToB Poccuiickomn
depepaunn’.

5. TMonoxeHne O TrOCYAApPCTBEHHOM KOHTposie (Hag3ope) 3a peanusauMeirt opraHamu
NCNONIHUTENbHON BRacTn cybbektoB Poccuitckoit Pepepaumm nonHomoumin B cdepe obpalueHma
JIeKapPCTBEHHbIX CPEACTB AN MEeOULMHCKOTO NpUMeHeHuna yTeepKaaeTca MNpaButenbcTBomM Poccuinckoi
depgepaunn.

Cratba 9.3. PermoHanbHbIA rocyfapcTBEHHbIA KOHTPOAb (Hag3op) 3a npMmeHeHMem UeH Ha
JIeKapCTBeHHble NnpenapaTbl, BK/AOYEHHble B MepeyeHb XWU3HEeHHO HeobXoAMMbIX M BarKHeMuLux
JIeKapCTBeHHbIX NpenapaTos

(eBepeHa degepanbHbiMm 3akoHOM oT 11.06.2021 N 170-93)

1. PernoHanbHbIN rocy4apCTBEHHbIN KOHTPOIb (Haa30p) 3@ NPUMEHEHMEM LIEH Ha 1IeKapCTBEHHbIE
npenapatbl, BK/IOYEHHbIE B MNepeyeHb KMU3HEHHO HEOBXOAUMBIX WM BaKHEWMLIMX JIeKaPCTBEHHbIX
npenapaToB, OCYLLECTB/AETCA OPraHOM WCMOJHUTENbHOW BAacTM cybbekTa Poccuiickon deaepaumu,
YNOJHOMOYEHHbIM BbICLLIMM UCMNOAHUTENIbHBIM OPraHOM rocyaapcTBEHHOM BNacTn cybbekTa Poccuiickomn
depepaunn.

2. NpeameTom pernoHanbHOro rocyAapCTBEHHOIrO KOHTPOA (Hag3opa) 3a NpUMEHEHMEM LeH Ha
JIeKapCTBEHHble MpenapaTbl, BK/OYEHHblIE B MepeyeHb KU3HEHHO HeobXOAMMbBIX W  BaKHEMLIUX
JIeKapCTBEHHbIX  MpenapaToB, ABnseTcs  cobsilogeHMe  OpraHM3auusMm  ONTOBOM  TOProBau
JIeKapCTBEHHbIMU CPEACTBAMM, anTEUYHbIMU OPraHM3aLUAMU, UHAMBUAYANbHBIMU NPEANPUHUMATENSAMMU,
UMELWMMM NINLEH3NIO Ha GdapMaLeBTUYECKY0 AeATeNbHOCTb, MEAUUMHCKMMU OpraHM3aumamy,
MMEIOLLMMM JIULLEH3UIO Ha papMaLLeBTUYECKYIO AeATEeIbHOCTb, U MX 060C0BNEHHBIMM NOAPa3AEeNEHUAMM
(ambynatopuamun,  denbawepckumm U denbAWEPCKO-aKYWEPCKUMM  MYHKTaMK,  LLEeHTpamu
(oTaeneHnamu) obuien BpayebHOM (CeMenHOM) NPaKTUKKN), PACNONOXKEHHbLIMU B CE/IbCKMX Hace/eHHbIX
MYHKTaX, B KOTOPbIX OTCYTCTBYIOT anTe4YHble OpraHn3aumm, Npu peanmnsaummn NeKapcTBEHHbIX NpenapaTos
TpeboBaHUI K MPUMEHEHUIO LIEH, YPOBEHb KOTOPbIX He AO/KEH MpeBbiwaTb CyMmy (aKTUYecKoWn
OTMYCKHOM LEHbl, YCTAHOB/IEHHON NpPOU3BOAMTENEM JIEKAPCTBEHHbIX MPENApPaToB, U KOTOpble He
NPEBbILLAIOT 3aPErMCTPUPOBAHHBIX NPese/ibHbIX OTNYCKHbIX LLEH, U Pa3MepoB ONTOBbIX HAA0aBOK U (Man)
pa3smMepoB PO3HMYHbIX HaAbABOK, HE MPEBbILAOWMNX COOTBETCTBEHHO PAa3MepoB NpPeaebHbIX ONTOBbIX
Hafb6aBOK M (MK) pasmepoB NpesebHbIX PO3HUYHbIX HaA0aBOK, YCTaHOBNEHHbIX B Cy6beKTe Poccuiickoit
depepaunn.

3. OpraHuMsaums M ocyLlecTBNEHNE PErMOHaNbHOrO0 rocyfapCTBEHHONO KOHTPoAA (Hagsopa) 3a
NPUMeHEHWEM LEH Ha JIeKapCTBEHHbIe NPenaparbl, BKAKOYEHHbIe B NePeYeHb KU3HEHHO HEOBX04MMbIX
N BaKHEMLWMX NIeKapCTBEHHbIX NpenapaTos, peryanpytotcs deasepanbHbiM 3akoHOM oT 31 utona 2020
roga N 248-d3 "O rocyaapCTBEHHOM KOHTpose (Hag3ope) n MyHUUMNAAbHOM KOHTposie B Poccuintckoit
depepaunn’.

4. MonoxKeHne o0 PermoHabHOM rocyAapcTBEHHOM KOHTpOJ1e (HaA30pe) 33 MPUMEHEHUEM LLEH Ha
NleKapcTBeHHble npenapatbl, BKAKOYEHHble B MepeyeHb KMU3HEHHO HeobBXOAUMbIX W BarKHEWLWMUX
NeKapcTBEHHbIX MpenapaTtoB, YTBEPKAAETCA BbICWIMM WMCMNOAHUTENbHBIM OPraHOM roOCyAapCTBEHHOM
BAacTn cybbeKkTa Poccuiickoii ®egepaunm.

Cratba 9.4. depepanbHbli rocyaapcTBEHHbIA NULEH3UOHHBIA KOHTPO/b AEATeNbHOCTU MO
NPOU3BOACTBY NEKAPCTBEHHbIX CPEACTB
(sBepeHa depepanbHbiM 3akoHOM 0T 11.06.2021 N 170-93)

1. depepanbHbIVi TOCYAAPCTBEHHDIN JIMLEH3MOHHBIA KOHTPONb AEATE/IbHOCTU MO NPOU3BOACTBY
NeKapCTBEHHbIX CPeacTB ocyllectsaseTcs ¢deaepasbHbIMM - OpraHaMyM  UCMOJHWUTENBHOW  BAACTMH,
yNoAHOMOYEeHHbIMK MpaBuTenbcTBom Poccuiickoit Peaepaumu.

2. (Dep,epaanblﬁ FOCV,D,apCTBEHHbIVI ﬂMueHBMOHHbIVI KOHTPO/Ib AeATE/IbHOCTKU NO MPOunU3BOACTBY
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JIeKapCTBEHHbIX CPEACTB OCYLLECTBAAETCA B cooTBeTCcTBMU ¢ DepiepanbHbiM 3aKOHOM OT 4 mas 2011 roaa
N 99-®3 "O nnueHsnpoBaHMMN OTAENbHbIX BUAOB AeaTenbHocTU" 1 PegepanbHbiM 3aKoHOM OT 31 uions
2020 roga N 248-®3 "O rocyfapcTBEHHOM KOHTpoae (Hag3ope) M MyHUUMMAZbHOM KOHTpose B
Poccuiickoir ®epepaumn”. B pamkax deaepanbHOro rocygapCTBEHHOIO JIMLEH3UOHHOIO KOHTPOS
AeATeNbHOCTU MO NPOM3BOACTBY NE€KAPCTBEHHbIX CPEACTB MN/aHOBble KOHTPO/bHble (Haa3opHble)
MeponpuaTUA He NPOBOAATCA, NMPU 3TOM NPOBOAUTCA Nepuoanyeckoe NoATBEPXKAEHUE COOTBETCTBUA
NNUEH3MATOB JIMLLEH3UOHHbIM TPpeboBaHUAM B cooTBeTCcTBUN ¢ PeaepanbHbiM 3aKOHOM OT 4 mada 2011
roga N 99-®3 "O nnMueH3npoBaHUM OTAENbHbIX BUAOB AeaTesbHOCTH" .

nasa 5. PASPABOTKA, JOK/TIMHNYECKUE UCCNTIEAOBAHNA
NEKAPCTBEHHDbIX CPEACTB, A TAKKE KNTMHUYECKUE UCCNEAOBAHUA
NEKAPCTBEHHbIX MPEMNAPATOB ANA BETEPUHAPHOIO NPUMEHEHUA

CraTtba 10. Pa3paboTKa neKapCcTBeHHbIX CPeacTB

1. Pa3paboTKa /leKapCTBEHHbIX CPeACTB BK/AOYaeT B cebs MOUCK HOBbIX (apmaKoaorMyecku
aKTUBHbIX BELLEeCTB, Moc/AedylolWee W3yYeHWe WX JIeKAPCTBEHHbIX CBOWMCTB, [AOKAMHUYECKUE
nccnenoBaHuaA, paspaboTKy TexHoorMin npoussoacTBa GapmMaLeBTUYECKUX CybCTaHUMi, paspaboTky
COCTaBOB M TEXHOI0MMIA NPOM3BOACTBA SIEKAPCTBEHHbBIX NPenapaTos.

2. duHaHcoBOoe obecneyeHne pa3paboTKM NEeKaPCTBEHHbIX CPEACTB OCYLLECTBAAETCA 3a CYET:
1) cpeacTts denepanbHoOro broaxeTa;
2) cpeacTB pa3paboTUMKOB IEKAPCTBEHHbIX CPEACTB;

3) cpeacTB npou3BoAMTENEN  NIEKAPCTBEHHbIX  CPeAcTB NPV BbINOJHEHWW  HAy4HO-
nccnenoBaTenbCckx paboT No  [OroBopy Mexay paspaboTuMKOM  /IeKApPCTBEHHbIX CPeacTB M
npou3BogUTENEM IEKAPCTBEHHbIX CPeACTB;

4) MHbIX He 3anpeLleHHbIX 3aKoHo4aTeNbCTBOM Poccuiickoit deagepalimm UCTOYHUKOB.

3. MNpasa pa3paboTumka NleKapCTBEeHHOro cpeacTsa OXpaHAKTCA rpaXKaaHCKnm
3aKOHOAATe/IbCTBOM.

Cratba 11. [loknanHuYecKoe wuccnenoBaHUE NEKApPCTBEHHOro cpeacrtsa ANA MeAULUHCKOro
npuMmeHeHus

1. JOKAnHMYecKoe mnccnefoBaHMe NEKApPCTBEHHOMO cpeactsa ANA MeAUUMHCKOro rnpuMeHeHusa
nposoauTCA nytem npuMeHeHuUA Hay4YHbIX METOA0B OUEHOK B UeNnAX Mnosyd4yeHMA [A0Ka3aTe/lbCTB
6630I'IaCHOCTM, KayecCTBa K 3¢'CbeKTMBHOCTVI NeKapCTBEHHOrIO cpeacTea.

2. JOKNMHUYECKoe UCCNefoBaHUE NIeKapCTBEHHOro CpeacTBa ANA MeAULMHCKOro NpumMeHeHus
NpoBOANTCA B COOTBETCTBUM C NpPaBUMNAMM Hagnexalwen nabopaTopHON MPAKTUKK, YTBEPKAEHHbIMM
YNOJIHOMOYEHHbIM defepasbHbIM OpPraHOM UCMONHUTEIbHOW BAACTU.

(B pen. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3. lnA opraHM3aumnm U NpoBeaeHUsA OKAMHUYECKOTO UCCIeA0BAHNSA NEeKAapPCTBEHHOIO CpeacTBa AN
MEAULMHCKOTO MNPUMEHEHMA Pa3pPaboOTUMKM NEeKAPCTBEHHbIX CPEACTB MOryT MNPWMBAEKATb Hay4yHo-
nccnefoBaTeslbCKMe opraHM3auum, obpasoBaTesibHble OpraHM3aLmMm Bbicliero obpasoBaHuaA, nmetowme
HeobXxoaMMyl0O  MaTepuasibHO-TEXHMYECKYID 6a3sy M KBaAMOUUMPOBAHHbLIX  CNEUWasncToB B
COOTBETCTBYOLLEN 061aCTN UCCNenoBaHUA.

(8 pea. PenepanbHoro 3akoHa ot 02.07.2013 N 185-93)

4. [JOKNMHWYecKoe uccnefoBaHWe NeKapCTBEHHOro cpeacTsa ANA MegUUMHCKOro npumeHeHuA
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NPOBOAUTCA MO YTBEP)KAEHHOMY pPa3paboTYMKOM J/IeKapCTBEHHOro CPeacTBa M/iaHy C BeAeHUEeM
NPOTOKONA 3TOr0 UCCAeA0BaHWA U COCTaB/leHWEM OTYeTa, B KOTOPOM COLEPYKATCA Pe3ynbTaTbl 3TOro
MUCCNeaoBaHMA UM 3aKAlOYEHME O BO3MOMKHOCTM  MPOBeAeHMA  KAMHUMYECKOro  ucciefoBaHus
NleKapcTBeHHOro npenapaTa Aaa MeAULMHCKOro NPUMEHEHWA.

5. lMpoBeaeHne npoBepoK cobnoaeHMA npaBua Hagnexawen /nabopaTopHOM NPAKTUKU WU
NpaBoOBbIX HOPM WCMOJIb30BAHMA KMUBOTHbIX MPU NPOBEAEHUN AOKAMHUYECKUMX WCCNen0oBaHUMN
NIEKAPCTBEHHbIX CPEeACTB AAs8 MeAMUMHCKOTO MPUMEHEHMA OCYLLEeCTBAAETCA YNOJHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOJTHUTENIbHOM BNIACTU.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. Pe3ynbTaTbl OOKAMHMYECKOrO MCCeA0BaHUA NIEKAapCTBEHHOTO CPeacTBa 411 MeAULMHCKOro
NPMMEHEHMUA MOTYT 6bITb NPeACTaB/eHbl B YNOJHOMOYEHHbIN deaepanbHbli opraH UCNOAHUTENbHOM
B/J1aCTW B YCTAHOBJIEHHOM MNOPAAKE B LeNIAX rocyAapCTBEHHOM perncTpaummn NekapcTBeHHOro npenapara.

Cratba 12. [OKAMHMYECKOE UCCNeAOoBaHUE JIeKapCTBEHHOro cpeacTBa W KAMHUUYECKoe
uccnepoBaHMe NeKapCcTBEHHOro Npenaparta A1A BeTepMHapPHOro NnpuMmeHeHus

1. [lOKNMHUYECKOEe UCCNeAOoBaHWE IeKapCTBEHHOrO CPeacTBa ANA BETEPUHAPHOro MpuMMeHeHus
NpoBOAMTCA MyTEM MPUMEHEHMUA HayyHbIX METOAOB OLEHOK B LEensAX MONyYeHUsa [0Ka3aTenbCrs
6e30MacHOCTM, KavecTsa 1 3PEKTUBHOCTM SIeKaPCTBEHHOrO CPEACTBa, B TOM YMCe onpeaeneHus CpoKa
€ro BblBEEHUA U3 OPraHN3Ma }KMBOTHOrO, B Lensax obecrnedveHmsa 6€30NacHOCTU NPOAYKLNN KUBOTHOIO
MPOMCXOXAEHMA NOCae NPMMEHEHMA COOTBETCTBYIOLLEro N€KapCTBEHHOrO Npenapara.

2. [loKAMHMYECKoe WCCNeaoBaHME NeKapCTBEHHOMO CPeACTBa UM KAMHMYECKOe MucciedoBaHue
NeKapCTBEHHOro npenaparta ONA BETEPUHAPHOrO MPUMEHEeHUd, UccnesoBaHne GUO3KBUBANEHTHOCTM
YKa3aHHOro NIeKapcTBEHHOro npenapaTta NPOBOAATCA B COOTBETCTBUM C NPaBMNaMm, YTBEPHKAEHHbIMM
YNONHOMOYEHHbIM dheepanbHbiM OPraHOM UCMOAHUTENbHOW BAACTY.

3. [OKAMHWMYeCcKoe wucciefoBaHME JEKapCTBEHHOTO CPeAcCTBa M KAMHWYECKOE WccaeaoBaHue
NleKapcTBEHHOrO npenapata A1 BETePMHAPHOTO MNPUMEHEHWA NPOBOAATCA NO YTBEPKAEHHOMY
pa3paboTYNKOM NEKAPCTBEHHOrO CPeACTBA NJaHy C BeAeHMEM NPOTOKO/IOB 3TUX MUCCAeL0BaHWUIA M
COCTaBNEHMEM OTYETOB, B KOTOPbIX COAEPMKATCA Pe3y/bTaTbl 3TUX UCCNEA0BAHMMA.

4. 0na opraHM3aLmMm U NPoBeAEeHUs LOKINHUYECKOTO UCC/IeA0BaHUA IEKAPCTBEHHOIO CPEACTBa U
KJIMHUYECKOTO  MCC/IeJ0BaHUA  JIEKAapCTBEHHOro npenapaTta A/ BETEePMHAPHOro  NPUMEHeHuA
pa3paboTumK IeKapCTBEHHOTO CPEACTBA MOXKET MPMBJEKATb OpraHM3auuu, MMerolme Heobxoammyto
MaTepuanbHO-TEXHUYECKYIO 6a3sy M KBanUOUUMPOBAHHbIX CNELMaNMCcToB B COOTBETCTBYOWEN obnactu
nccneaoBaHuA.

5. KnnHunyeckmne mnccnepoBaHMA NeKapCTBEHHbIX NpenapaTos 414 BeTepPMHAPHOro npumeHeHuA
nposoaATCA B BETEPUMHAPHbLIX OpPraHn3aumAax M B OpraHn3sauunAax, OCYLWEeCTBAAOWMKUX pa3BedeHue,
BblpallMBaHNe U cogepaHne XXNBOTHbIX, B LLenAx:

1) YCTaHOB/IEHNA NEPEHOCUMOCTUN NEKAPCTBEHHbIX NPENnapaTosB 340P0BbIMU XKNBOTHbIMU;

2) no,u,60pa ONTUMa/IbHbIX AO03MPOBOK JIEKAPCTBEHHbLIX MNPENapaToB U KypCa /1e4YeHUA Ha
KOHKpETHOﬁ rpynne XXnBoOTHbIX C onpeaeneHHbimMm 3360ﬂeBaHMEM;

3) yctaHoBNEHUS 6€30MacHOCTU U 3P PEKTUBHOCTM IeKaPCTBEHHOTO Npenapara, NpegHasHa4YeHHoro
ANA NevyeHnn onpeaesieHHbix 3a601eBaHN X KUBOTHbIX, AN 3GPEKTUBHOCTM IeKaPCTBEHHOrO Npenapara
ANA NpodUNaKTUKM 3a601eBaHNI 340P0BbIX }KUBOTHbIX;

4) n3yyeHUA BO3MOKHOCTEM paCUMPEHMS MOKa3aHWA K MPUMEHEHUIO 3aperMcTpupoBaHHOro
NleKapcTBEHHOTO NpenapaTa 1 BbifBAEHNA paHee HEeN3BECTHbIX MOBOUYHbIX AeNCTBUA.
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6. KnnHMyeckoe mccnesoBaHMe NeKapcTBEHHOro npenapaTta A8 BeTEPMHAPHOro NpUMEHeHUs
OCYLLLECTBNIAETCA 3@ CYET CPeACTB pa3paboTumKa 1IeKapCTBEHHOMO CPeacTaa.

7. OtueTbl O pesynbTaTax [AOKJAMHUYECKOrO WCCAeA0BaHMA JIEKapCTBEHHOTO CpeacTsa W
K/MHUYECKOTO  MCCe0BaHUA JIEKapCTBEHHOro npenapata A/ BETEPMHAPHOrO  NMPUMEHeHuA
COCTaB/AOTCA Pa3paboTUNKOM NIEKAPCTBEHHOIO CPEACTBA C YY4ETOM 3aK/IOYEHMIA opraHusaumi,
MNPUHNUMaBLLMX y4acTUe B OpraHmn3aumm 1 nposeaeHNn 3TUX UCCe0BaHNA.

8. KoHTponb 3a npoBegeHMEM [OOKANMHUYECKUX WCCNeAOBaHMM NeKapCTBEHHbIX CPeacTB W
KNAMHUYECKMX MUCCNefoBaHMW  NIEKAPCTBEHHbIX MNpenapaToB AAs  BETEPUHAPHOro  NpUMEHeHUs
OCYLLECTBASETCA YNONHOMOYEHHbIM deaepanbHbIM OPraHOM UCMOIHUTENbHOM BNaCTU.

Mnasa 6. OCYLLECTB/IEHUE FOCYAAPCTBEHHOM PETUCTPALUU
NEKAPCTBEHHbIX MPEMNAPATOB

Cratba 13. TocypapcTBEHHAA perucTpaLma IeKapcTBeHHbIX NpenapaTos
(8 pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTlAOC: NpumeyaHue.

Jonyckaetca NpUMeHeHMe B MeAUUMHCKUX LLeNAX He 3aperncTtpupoBaHHbIX B PP nekapcTBEHHbIX
npenapaTos, COAEPKALLNX HAPKOTUUYECKME CPEACTBA MU NCUXOTPOMHbIE BELLECTBA, BBE3EHHbIX B PP
B COOTBETCTBUM C Y. 3.1 cT. 47 paHHOoro goKkymeHTa (M. 8 c1. 3 ®3 01 27.12.2019 N 475-93).

1. B Poccuiickon Pegepaunn oonycKaroTCcA NPOM3BOACTBO, M3roTOB/EHUE, XPaHEHME, MEPEBO3Ka,
B8B03 B Poccuiickyto Pepepaumio, BbiBo3 M3 Poccuickont Pepepaunn, peknama, OTNyCK, peannsaums,
nepefaya, NpuMMeHeHne, YHUUTOXKEHWE JIeKapCTBEHHbIX NpenapatoB, €C/M OHM 3aperncTpyupoBaHbl
COOTBETCTBYHOLLMM YNOJHOMOYEHHbIM deaepasnbHbIM OPraHOM UCNOSHUTENIbHOW BNACTW.
(yactb 1 B pea. PepepanbHoro 3akoHa ot 13.07.2015 N 241-93)

2. FocyAapCTBEHHOM perncTpaLmmn nogaerar:

1) Bce nekapcTBeHHble Mpenapatbl, BNepsble NoAseskalmMe BBoAy B obpalleHue B Poccuiickoi
depepauny;

2) NekapcTBeHHble NpenapaTtbl, 3aperucTpUpPoBaHHble paHee, HO NpPou3BeAeHHble B APYrux
NeKkapcTBeHHbIX GopMax B COOTBETCTBMM C MepeyHem HaMMEHOBAHMUI NeKapCTBEHHbIX $opm, B HOBOM
A03MPOBKe NPW A0Ka3aTebCTBE €€ KANHUYECKON 3HAYMMOCTM 1 3GPEKTUBHOCTY;

3) HOBble KOM6VIHaLI,MM 3aPErncTpnpoBaHHbIX paHee NIEKAPCTBEHHbIX NPenapaTos.

3. FocyAapcTBEHHAA PErUcTpaLMsa NEKAPCTBEHHbIX NMPENapaToB OCYLLECTBAAETCA MO pe3y/ibTaTam
3KCMepPTM3bl JIEKAPCTBEHHbIX CPEACTB, @ FOCYAAPCTBEHHAA PerucTpaums opdaHHbIX NeKapCTBEHHbIX
npenapaTtoB OCYLWECTBAAETCA MO pe3ynbTaTaM 3KCMepTu3bl AOKYMEHTOB, NPeACTaB/IeHHbIX A4/1A
onpeaeneHna BOSMOMKHOCTU PacCMaTPUBATL IEKAPCTBEHHbIN Npenapar Ana MeAaMLMHCKOro NpUMeHeHNn
NP1 OCYLLECTBNIEHNN rOCYAaPCTBEHHOM perncTpaumm B Kayectse opdaHHOIo IeKapCTBEHHOro Npenapara,
M NO pe3ynbTaTaM 3KCNepTU3bl IEKAaPCTBEHHbIX CPEACTB.

4. lTocypapcTBeHHAA perucrTpayma NeKapCTBEHHOro NpenapaTta OCyLWw,eCcTB/IAETCA COOTBETCTBYOWMM
YNO/THOMOYEHHbIM cbe,a,epaanblM OopraHom WCNOJIHUTENbHOM BNACTU B CpPOK, He I'IpeBbILLIaIOLLI,VIﬁ CTa
wectnaecaTtun pa60qv|x I,CI,HEl\/‘i CO AHA NPUHATUA COOTBETCTBYHOLWLETO 3aAB/IEHUA O I'OCV,CI,apCTBeHHOﬁ
perncTpatmmn nekapCrtBeHHOro npenaparta. B YKa3aHHbIl>'I CPOK BK/HOYAETCA BpemsA, HeO6XO,CI,MMOE ana
NMOBTOPHOIo npoBeaneHnA 3SKCNepTu3bl NeKapCTBEHHOro cpeactea B COOTBETCTBUM CO cratbent 25
HaCToALWEro CDe,a,epaanoro 3aKOHa. CpOK I'OCY,LI,apCTBeHHOlz perncrtpaunm nekapCTtBeHHOro npenapara
ncymncnaeTca Co AHA NpPUHATMA  COOTBETCTBYHOWMM  YNOJIHOMOYEHHbIM d)e,u,epaanblM OopraHom
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WUCNONHUTENBbHOM  BNACTU  COOTBETCTBYHOWLErO  3asABAEHWA O TOCYAAPCTBEHHOM  perncrpauuu
NIeKapCTBEHHOIO npenapata C MPUIOXKEHUEM HEOOXOAMMbIX LOKYMEHTOB NO AeHb BblAauu
PErncTPaLMOHHOIO YAOCTOBEPEHUA JIEKApCTBEHHOrO npenapaTta. Bpema, Heobxoammoe ans
HanpaB/ieHVA YMNOJHOMOYEHHbIM deaepanbHbiIM OPraHOM WCMOJIHUTENbHOM BAACTM 3anpoca O
npeacTaBAeHUM HEOBXOANMbIX MAaTEPUANOB N NPeaCcTaBAEHUA 3aaBUTEIeM OTBETA HA AaHHbIM 3anpoc B
COOTBETCTBMM €O cTatbamu 16, 19 m 23 HactoAwero deaepasbHOro 3aKOHA, He y4YUTbIBAaeTCA Npwu
NCYMCNEHMM CPOKA FOCYAapPCTBEHHOM PErnCTPALLMMN IEKAPCTBEHHOTO Npenapara.

5. FocynapcTBEHHOM perucTpaumm He noasiekat:

KoHcynbTaHTIAOC: NpUmedaHme.
C01.03.2025 B8 n. 1 4. 5 cT. 13 BHOCATCA U3meHeHua (P3 o1 30.12.2021 N 463-P3).

1) nekapcTBeHHble npenapaThl, U3rOTOB/AEHHbIE aMnTEeYHbIMM OPraHU3aUUAMM, BeTepUHaPHbIMU
anTeYHbIMM OPraHU3aUNAMUN, UHONBUAYANbHBIMU NPEANPUHUMATENAMM, KOTOPbIE UMEIOT JIMLLEH3UIO Ha
dbapmaueBTUYECKYIO AeATeNbHOCTb, MO pPeuenTaM Ha JeKapCTBEHHble npenapatbl M TpeboBaHUAM
MeANUMNHCKUX OpraHM3aunii, BEeTepUHapHbIX OpraHM3aLuii;

2) neKapcTBeHHble npenapaThl, NpuobpeTeHHble GU3NYECKUMM IMLaMn 3a npedenamm Poccuiickoi
depepaunn 1 npeaHasHayeHHble 414 MYHOTO UCMONb30BaHUS;

3) neKkapcTBeHHbIe NpenapaTbl, BBO3MMble B Poccuitckyto deaepaumio AN 0KazaHMA MEANLMHCKOM
MOMOLLM NO KU3HEHHbIM NOKa3aHUAM KOHKPETHOro MauMeHTa Ha OCHOBaHWUM PaspeLleHus, Bbl4aHHOMO
YNOAHOMOYEHHbIM peaepanbHbIM OPraHOM UCMOIHUTENIbHOM BAACTy;

4) nekapcTBeHHble cpeacTBa, BBO3MMble B Poccuiickylo deaepaumio Ha OCHOBaHWWM BblAaHHOMO
YMNO/IHOMOYEHHbIM pesepasnbHbIM OPraHOM UCMOJIHUTE/IbHOM BAACTU pa3peLlleHuns U npegHasHavyeHHble
ONA NpoBeAeHUa KAMHUYECKMX WUCCNefoBaHWM JIeKapCTBEHHbIX MpenapaToB W (MaM) nposeaeHus
3KCMepPTM3bl  JIEKAPCTBEHHbIX  CPEACTB  AJ1A  OCYLLECTB/IEHWA  TOCYZAPCTBEHHOW  perucrpauuu
JIeKapCTBEHHbIX NPenapaTos;

5) dapmaneBTUUECKME CybCTaHUMU;

6) pap,mod)apmau,eBTMHecme NeKapCTBeHHbIE MpPenapaTtbl, N3roToB/IEHHbIE HEMNOCPEACTBEHHO B
MeONLUUNHCKUX OpraHn3sauunAax B nopAaake, yCtaHoOB/1eéHHOM YNOJIHOMOYEHHbIM d)ep,epaanblM opraHom
NCNONIHUTENbHOM BNACTy;

7) nekapcTBeHHble NpenapaThl, NPON3BOAMMbIE ANA SKCNopTa.
6. He gonyckaeTcs rocyaapcTBeHHas perucrTpauus:

1) NEKAPCTBEHHDbBIX MNMPenapatoB, OT/INYAOWKMXCA Apyr OT Apyra KayeCTBEHHbIM COCTaBOM
lEl,el\;ICTByIOLl.I,l/IX BeuwecTts, Nnog OANHAKOBbIM TOProsbiM HaMMeEHOBaHNEM;

2) OA4HOro fIeKapcTBEHHOro NpenapaTa, NPeAcTaBAEeHHOro Ha rocyAapCTBEHHYHO perMcTpauumio B
OTHOLUIEHMM OAHOrO W TOTO e AepaTena WAM BAagenblLa PerncTpaumoHHOro YAOCTOBEpPEeHuA
NleKapcTBEHHOrO npenapaTta B BuAe ABYX M 6o/see NeKapCTBEHHbIX NpPenapaToB NoA Pas/iMyHbIMU
TOProBbIMM HAMMEHOBAHUAMM.

(n. 2 B pea. PepgepanbHoro 3akoHa ot 04.06.2018 N 140-93)

7. Mo 3anpocy (B 3neKTPOHHON dopme MAM Ha BymarkKHOM HocuTese) cybbekTa obpalleHus
NIeKapCTBEHHbIX  CPeACTB  COOTBETCTBYIOWMM  YMOJHOMOYEHHbIM  deaepasbHbiM  OpPraHom
WCMONHUTENbHOW  BAACcTW, OCYLLECTBAAIOWMM TOCYZAPCTBEHHYIO PErncTpaumio  IeKapCTBEHHbIX
npenapaTtos, B YyCTAHOB/IEHHOM MM MOPALKE OCYLLECTBAAETCA HayYHOE KOHCYNbTUPOBaHME NO BONPOCaMm,
CBA3aHHbIM C TNPOBEAEHWEM  OOKJAWHUYECKUX  WUCCNeL0BaHWUM,  KNMHUYECKUX  UCCNefOoBaHWUi
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JIeKapCTBEHHbIX MpenapaToB, 3KCNepTU3bl KayecTBa JNEKAPCTBEHHbIX cpeacTs, 3OPEeKTUBHOCTU U
6€30MacHOCTM, C OCYLLECTB/IEHWEM TOCYAApPCTBEHHON perncTpaumMmM JeKapcTBEHHbIX NpenapaTos.
KOHCY/NIbTUPOBaHWE OCYLLECTBASETCA C MpuBeYeHnem deaepanbHbIX rocyAapCTBEHHbIX O10aMKeTHbIX
yUYpeKAeHUIM, NnoaBefoMCTBEHHbIX AaHHOMY denepanbHOMY OpraHy WCMNOJHWUTENIbHOW BAAcTM U He
YYaCTBYIOLWMX B OpraHM3auMy NpoBeAeHUs 3KCMEepPTM3bl KayecTBa JIEKAPCTBEHHbIX CPEeACTB B LeNsAX
OCYLLECTB/IEHNA WX TOCYLAPCTBEHHOW pPerucrTpaumm B COOTBETCTBUM CO CTaTbel 16 HacToAwero
depepanbHOro 3aKoHa, B BUAE OTBETA B MMCbMEHHOM popme ynosIHOMOYEeHHOro deaepasibHOro opraHa
WCMNOJIHUTENbHOM BNAcTM Ha 3anpoc. Pasmep B3MmaemMoW C 3asBUTeNA nNaaTbl onpeaenserca B
COOTBETCTBMM C 3aKOHoAaTenbCTBOM Poccuiickoit depepaumm 06 opraHusauMuM npenocTaB/ieHus
rOCYZapCTBEHHbIX W MYHMUMNANbHbIX  ycayr. WHpopmauma 06  OCyWeCTBAEHMM  Hay4yHOro
KOHCY/NIbTUPOBAHUA, B TOM 4YMcCae CTaTbM, 0630pbl, CNPaBOYHbIEe MaTepuanbl U UHaA MHopmauma ob
OCYLLECTBNEHNN HAYYHOTO KOHCYIbTUPOBAHMA, Ppa3MeLLaeTca Ha 0PULMANbHOM CaiTe YNOJHOMOYEHHOO
denepanbHOro opraHa MCNONHUTENbHOM Bnact B cetn "MHTepHeT" ¢ cobntogeHMem orpaHUYeHun,
YCTAQHOBJIEHHbIX  3aKOHOAATE/NbCTBOM O  MEPCOHaNbHbIX  AAHHbIX, KOMMepyeckon wu  (uawm)
rocyaapcTBeHHOM TalHe.

8. FocypapcTBeHHAn perucTpauma IeKapcTBEHHbIX MpPenapaToB, KOTopble npeaHasHayeHbl As
NPUMEHEHUA B YC/NOBUAX BOEHHbIX [AENCTBMIA, 4pe3BblualHbIX CUTyauuid, npeaynpexaeHun
ypesBblYaHbIX CUTyaUMin, NPOPUIAKTUKN N NedyeHnsa 3aboneBaHUn, NPeacTaBAAoWmMX ONacHOCTb AA
OKpY»Katowux, 3ab6o1eBaHNN 1 NOPAKEHUI, NONYYEHHbIX B pe3yabTaTe BO34ENCTBMA HEONAronpUATHbIX
XMMMUYECKNX, BUONOMMYECKUNX, PagMaLMOHHbBIX (aKTOPOB, M KoTopble paspaboTaHbl B TOM 4yuciae Mo
3agaHnio peaepanbHbiX OPraHOB WCMOJIHUTE/IbHOW BJIAaCTWU, YMOJIHOMOYEHHbIX B 06/1acTM 06OPOHbI
CTpaHbl M 6e30MacHOCTM FrOCYAaPCTBA, A TAKXKe JIEKAaPCTBEHHbIX CPeACTB B cyydae ux AedeKTypbl Mau
pPUCKa BO3HWKHOBEHWA aedeKTypbl B CBA3M C BBeAEHMEM B OTHowWweHMM Poccuitickoit Pepepaunm
OrPaAHUYUTENBHBIX MeEpP 3KOHOMMYECKOTO XapaKTepa OCYLLEeCTBAAETCA B MOpsAKe, YCTaHOBEHHOM
MpasuTtenbcteom Poccuiickoit ®epepaumm.

(B pen. PepepanbHbix 3akoHoB 0T 01.04.2020 N 98-d3, ot 08.03.2022 N 46-03)

CraTba 14. MPUHLMNbI 3KCNepTU3bl IEKAPCTBEHHDbIX CPEACTB
(B pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. 3KCI’IepTM3a NEeKapCTBEHHbLIX CpeacTB OCHOBbIBAETCA Ha NMpUMHUMNAX 3aKOHHOCTH, CO6!'IIOLI,€HMFI
npas " CBO6O,,CJ| yesioBeka W rpaxgaHuHa, npas HWPUOANYECKOro /nua, HE3aBUCUMMOCTU 3SKCNepTa,
O6'beKTVIBHOCTM, BCECTOPOHHOCTN U MNOJZIHOTbI VICC}'Ie,Cl,OBaHVIﬁ, nposoagumbiIX C WCNOJIb30BaHNEM
COBpPEMEHHDbIX AOCTM)KEHVIVI HAayKn nU TEXHWUKWU, OTBETCTBEHHOCTU d)ep,epaanoro rocygapCrBeHHOro
6I'OA)'KeTHOI'O ydypexageHna no nposeneHUo 3KCNEPTU3bl NEKAPCTBEHHbLIX CpPeacCTB M 3KCNEepPTOB 3a
nposeaeHMe N Ka4eCTBO IKCNEPTU3bI.

2. 3KCI'IepTI/I3a NEeKapCTBEHHbIX NMpenapaTtos AN MeEAUUNHCKOIO NpUMeHeHMA BK/IIOYAET B cebs:

1) IKCNEPTN3y OOKYMEHTOB, NpeacrtaB/eHHbIX ANnA onpeaesneHnA BO3MOXKHOCTU paCcCMmaTpuBaThb
ﬂeKapCTBEHHbIﬁ npenapar gna MeauumnmHCKOro npuMmeHeHuAa npu ocywecrtBieHunn I'OCY,EI,apCTBEHHOlZ
perncTtpatnm B Ka4decrtsee Opd)aHHOFO NEKapPCTBEHHOrO nNpenapara,

2) IKCNepTn3y npeanoxXeHHbIX MeTOA0B KOHTPO/1A Ka4yeCTBa JIEKAPCTBEHHOTO CPeACTBA U Ka4eCTBa
npeacrtaBieHHbIX 06pa3LI,OB NNEKapPCTBEHHOrNo cpeacrtesa C MCNONb30OBaHMEM 3TUX METOA0B (/J,anee -
9KCNEPTU3a Ka4eCTBa /IEKApPCTBEHHOTO Cpe,EI,CTBa),'

3) 3KCNepTM3y OTHOLIEHWA OXMAAEMOM MOAb3bl K BO3MOXHOMY PUCKY NpUMEHEeHuA
JleKapCcTBEHHOTO NpenapaTa;

4) 3KcnepTU3y PEerncTpaumoHHOro A0Cbe Ha NeKApPCTBEHHbIM MpenapaT B Uenax onpeaeneHus
B3aMMO3aMEHAEMOCTU JIEKAPCTBEHHbIX NPenapaToB A1A MeAULNHCKOTO NPUMEHEHMA.
(n. 4 BBegeH PepepanbHbiM 3aKOHOM 0T 27.12.2019 N 475-03)
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3. DKcnepTu3a JIeKapcTBEHHbIX MPenapaTos 418 BETePUHAPHOro NPUMEHEHUA BK/loYaeT B cebs
3KCMepPTM3y KayecTBa /IeKAapCTBEHHOIO CPeACTBa WM 3KCMNEPTU3Yy OTHOLLEHUA OXKMAAEMOW MOoAb3bl K
BO3MOXKHOMY PUCKY NMPUMEHEHUA IEKAPCTBEHHOrO Npenapara.

Cratba 15. depepanbHoe rocyaapcTseHHoe 6loAXKeTHOe yupegeHue no nNpPoBeAeHUIo
3KCNepTu3bl N€KaPCTBEHHDbIX CPEACTB

JKcnepTn3a NeKapCcTBEHHbIX cpeacTB npoBoanTca deaepasibHbIM rocyaapCTBEHHbIM B0 AXKeTHbIM
yyperKaeHMem COOTBETCTBYHOLLEro YNOJHOMOYEHHOro desepasibHOro opraHa UCNOJIHUTEIbHOM BAacTy,
COo34aHHbIM ana obecrneyeHUs WUCNONHEHUS MOJHOMOYMI 3TOro deaepanbHOro opraHa Mo Bblaade
pa3speleHnii Ha NPOBeAEHNE KAMHUYECKMX UCCNeAOoBaHWUIM NeKapCTBEHHbIX npenapatos u (Mau) no
rocyapcTBEHHOM PerucTpaumm NeKkapCcTBEHHbIX MPenapaToB (ganee - SKCnepTHoe yuypeXkaeHue).

CraTba 16. OpraHusayua nposeaeHUs 3KCNePTU3bl IEKAPCTBEHHbIX CPeACTB
(B pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. DKcnepTM3a /1IeKapCTBEHHbIX CPeACTB MNPOBOAUTCA KOMWUCCMEN 3SKCMEepTOB 3KCMepTHOro
yupexKaeHus, HazHayeHHOW ero pyKosoauTenem, Ha OCHOBaHUM 3adaHUA Ha NpoBeAeHUe SKCNepTU3bl
NIeKapCTBEHHOrO CpPeacTBa, BbIAAHHOTO YNOAHOMOYEHHbIM deaepasnbHbIM OpPraHOM WMCMOAHUTENbHOM
BNACTU. PyKoBOANTEIb S3KCNEPTHOTO yupexaeHns obecneunsaeT Hag/iexallee NpoBeaeHne sKCnepTussbl
NleKapCcTBEHHbIX CPeACTB B COOTBETCTBMM C 3aAaHWEM, BblAaHHbIM YMNOJHOMOYEHHbIM deaepasnbHbIM
OpraHoOM UCMOJHUTENbHOWN BAACTU, U OpraHM3yeT NOAroTOBKY CBOAHOMO 3aK/IoueHna 3To Komuccun. B
COCTaB 3TON KOMMCCUM MO PELLEHUIO PYKOBOAMTENA SKCNEPTHOrO yUPEeXAEHMA MOTYT BbITb BK/IIOYEHDI B
KayecTse 3KCMepToB AnLa, He paboTalowme B AaHHOM SKCMEPTHOM YUpeXAeHUU, eCIN UX CreluabHble
3HaHWA HeobXoAMMbl A8 MNPOBEAEHUA 3SKCMEepPTU3bl M TaKMe 3KCMepTbl OTCYTCTBYHOT B AaHHOM
3KCNEPTHOM yUpeXaAeHUN.

2. 3KCI'IepTOM no nposeaeHUND 3KCNepPTU3bl NeKapCTBEHHbIX CpencTB ABAETCA aTTeCTOBaAHHbIN
pa60THMK 9KCNEPTHOro y4ypexaeHua, KOTOprVI nmeeT Bbicllee MeaununHCKoeE, d)apMaLJ,EBTMLIeCKOE,
6MO/'IOI'MLIECKOE, BeTepPUHapHOEe Nan XxXmnmmn4yeckoe 06pa3OBaHme M NPOBOAUT IKCNEPTU3Y NNEKAPCTBEHHDbIX
cpeAacTs B nopAaaKe NCNosIHEHNA CBOUX A0TXKHOCTHbIX obasaHHoOCTEN (p,anee - 3KCI'IepT).

3. Mpun npoBeaeHnn aKCnepTU3bl JeKapCTBEHHbIX CPEACTB KCNePT He MOXKeT HaXoAUTbCA B KaKoMm-
nmbo 3aBUCMMOCTU OT Nnua, Ha3dHa4ynBLlEero 3Ty akKCnepTusy, pa3pa60TL|MKa NNeKapCTBEHHOroO Cpencrtea
NN gpyrnx 3anHTepeCcoBaHHbIX B pe3y/a1bTaTaX 3KCNEPTU3bI TNLL.

4. Tpv NpoBeAEHMM IKCMEPTM3bl JIEKAPCTBEHHbLIX CPEACTB He n[OonycKaeTca ucTpeboBatb vy
3aaBuTenss AMboO MHbIX /ML, MaTepuanbl, HeobxoAumble A8 NPOBELEHUA 3KcnepTusbl. B ciyuae
HeZ0CTaTOYHOCTM NPEACTaB/IEHHbIX IKCNepPTy MaTePMANoB AS AaUM 3aK/IH0YEHUS SKCNEPT CTaBUT BOMPOC
0 NpeacTaB/NeHNM eMy HeobXoouMbIX MaTepuasoB Nepes PyKOBOAUTENEM SKCMEPTHOMO YYpeXKaeHus,
KOTOpbIM 0b6pallaeTca € COOTBETCTBYIOWMM 3aMpOCOM B YMOJHOMOYEHHbIW denepanbHbli opraH
MCMONHUTENLHOW BNACTU, BbIAABLWMIA 3aZaHMe HA NPOBeAeHNe SKCNepTM3bl IeKapCTBEHHOTO CpPesCcTBa.
YKasaHHbIN depepanbHbli OpraH MCNOAHUTE/IbHOM BNACTUM B TeYeHWe nATU paboumx AHel co AHA
MOCTYN/IeHNA 3anpoca PYKOBOAWUTENS 3SKCMEPTHOrO Yy4YpexAeHWUsA HanpaeaseT 3anaBUTeNO 3anpoc O
npeacTaBneHUM HeobXoANMbIX MaTepranoB. [JaHHbI 3anNpoc MOXKeT bbiTb NepeaaH YynoaHOMOYEHHOMY
npeacTaBUTeNO 3aABUTENA IMYHO MO PACMMUCKY, HanpaB/eH No NoyTe 3aKasHbIM MUCbMOM MK NepeaaH
B 2/1eKTPOHHOM popMe MO TeNEeKOMMYHMKALMOHHbIM KaHanam cBA3W. B ciyyae HanpaeaeHUs gaHHOro
3anpoca No noyTe 3aKasHbIM NMUCbMOM OH CYMTAETCA NOJIyYEHHbIM NO UCTEYEHMM LLIeCTU AHEeW C AaTbl
HanpaBe/seHMA 3aKa3HOro NUCbMa.

(yacTb 4 B pen. depepanbHOro 3akoHa ot 25.11.2013 N 317-93)

4.1. 3aaBuTenb 06a3aH NpeacTaBMTb OTBET Ha 3anNpoc ynoaHomo4YeHHoro deaepanbHOro opraHa
WCMONHWUTENbHOW BNACTU B CPOK, HE MPeBbIWatoWwmii 4eBAHOCTa pabounx gHel co AHA ero noJyyeHus.
YNo/HOMOYEHHbIM deaepanbHbilii opraH UCNONHUTENBHON BNACTW, BbIAABLUMI 3agaHMe Ha NpoBeAeHNe
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3KCNepTU3bl NEKAPCTBEHHOTO CPeACcTBa, B TEYEHME NATU pabounx AHEeM co AHA NOCTYNAEHUA OT 3aABUTENSA
OTBETA HA JaHHbIA 3anpoc HanpaBaseT TaKoOW OTBET B 3KCNEpPTHOe y4dperaeHuwe. B cayyae
HenpeaCcTaBAEHUA MO UCTEYEHUMU AEeBAHOCTA pPabouymx gHel 3asBuTenem OTBETa Ha AaHHbIA 3anpoc
YNO/NIHOMOYEHHbIN defepasbHbIi opraH UCNOAHUTEIbHON BNACTU, BblAABLUMM 3aaHne Ha NpoBeAeHue
3KCMepTU3bl JIEKAPCTBEHHOFO CPEACTBa, B TeyeHWe MATM paboumx AHen HanpaBAAeT B 3KCNepTHoe
yupexaeHue yBeAOMIEHME O HemnpeacTaBAEeHUU 3aABUTENIEM OTBETA Ha 3anpoC YKa3aHHOro opraHa.
Bpema co AHA HanpaB/ieHMA 3anpoca 3KCNEPTHOMO Y4YpeXAeHUA B YNONHOMOYEHHbIM denepanbHblit
OpraH UCMONHUTENbHOW BNAACTU [0 AHA MOJYYEHUA IKCNEPTHbIM ydYperKaeHWem OTBeTa Ha 3anpoc MAu
YBEAOMNEHUA O HenpeacTaBAeHUM OTBETA Ha 3aMNpPoOC HE Y4YUTLIBAETCA MNPU WMCYUCAEHUM CPOKA
npoBeLeHMA SKCNEePTU3bl NEKAPCTBEHHOIO CPEACTBA.

(yacTb 4.1 BBeaeHa PeaepanbHbiM 3akoHoM oT 25.11.2013 N 317-93)

4.2. Ecnv B COCTaBe PerncTpaLMoHHOrO JOCbe Ha IEKAPCTBEHHbIN NpenapaTt 418 MeAULMHCKOro
NPMMEHEHNSA COLAEPHKNUTCA NPeayCMOTPeHHasn cTaTben 18, yacTbio 1.1 ctatbmn 30 M cTaTben 34 HacTOALLEMO
PepnepanbHOro 3aKoHa KOMMA pelleHMA YNOJIHOMOYEeHHOro defepanbHOro opraHa MCNOAHUTENIbHOM
B/1ACTM O NpPOBEAEHWN WHCMEKTMPOBAHMA MPOM3BOAMUTENA JIEKAPCTBEHHbIX CPEACTB, 3KCNepTy A0
obopmMNeHUa pe3ynbTaToB 3KCNEpPTM3bl JIEKAPCTBEHHOTO CpeAcTBa MPeAoCTaBaAeTCA B MOpALKe M Ha
YCNIOBMAX, KOTOpble MNpeaycMoTpeHbl YactAmum 4 u 4.3 HacToAwelr CTaTbW, KOMUA 3aKAK4YeHMA O
COOTBETCTBUM MPOU3BOAUTENA NIEKAPCTBEHHbLIX CpeacTs  TpeboBaHMAM NpaBuA  Haafexallein
NpPon3BOACTBEHHOM MNPAKTUKM, BbIAAHHOIO YNOAHOMOYEHHbIM PpeaepanbHbiM OPraHOM UCMONHUTENbHOM
B/1ACTML.

(yacTb 4.2 BBeaeHa depepanbHbiMm 3akoHoM oT 04.06.2018 N 140-d3)

4.3. 3aasutenb 06s3aH NpeacTaBuUTb B YNOJIHOMOYEHHbIN deaepasibHbI OpraH UCNONHUTENbHOM
B/1IACTU KOMWIO 3aK/OYEHUSA O COOTBETCTBMM MPOU3BOAUTENSA JIEKAPCTBEHHbIX CpeacTB TpeboBaHMAM
npaBuN HaAafNexKallei NpPousBOACTBEHHON MPAKTUKM B CPOK, He MpeBbllAoWMiM cTa BOCbMUAECATU
pabounx gHel co AHA MONYYEHUs 3anmpoca O ee MpefocTaBieHUU. YNOoJHOMOYEHHbIW deaepanbHbii
opraH WCNONHUTENbHOW BNAacTW, BblAABLWIMA 3a@aHME Ha NPOBeAEeHUEe 3KCNepTM3bl JIEKAPCTBEHHOTO
cpeacTea, B TeyeHMe NATU paboumx AHEN Co AHSA MOCTYNAEHWs OT 3aABMTENA KOMUU 3aKAYeHUs o
COOTBETCTBUM MPOU3BOAUTENA  NIEKAPCTBEHHbLIX CpeAcTB TpeboBaHWAM NpaBuA  HaAJsexallein
Npou3BOACTBEHHON MPaKTUKM, HANpPaBAsSET ee B 3KCNepTHOe yupexkaeHune. B cnyyae HenpeacTaBneHmn
3anABUTE/IEM B YKa3aHHbIN CPOK KOMUM 3aK/IHOYEHMUA O COOTBETCTBMU MPOU3BOAUTENA NIEKAPCTBEHHbIX
cpeacte TpeboBaHMAM NpPaBUA  HagNeXKalleh MpoM3BOACTBEHHOM MNPAKTUKU  YNONHOMOYEHHbIN
denepanbHblit OpraH MCNONAHUTENbHOM BAacTM, BbiAABLIMA 33aflaHME Ha NPOBEAEHUE 3SKCMEPTU3bI
JIEKapCTBEHHOMO CpeacTBa, B TeYeHWe NATU paboumx AHel HanpaBAseT B IKCNEPTHOE yupexkaeHue
yBe4OMNEHNE O HenpeaCTaBAEHUN 3asBUTENEM KOMWUWU 3aK/IOYEHUA O COOTBETCTBMM NPOM3BOAMTENS
JIeKapCTBEHHbIX CPeacTB TpeboBaHMAM NPaBuUA HagNeXKallen NPoOn3BOACTBEHHOM NPaKTUKK. Bpema co
OHSA HanpaB/fieHMA 3anpoca 3KCNEePTHOro Y4YpexKAeHuA B YNOJHOMOYEHHbIN ¢denepanbHbli opraH
WCNOJIHUTENbHON BNACTU [0 AHA TMOJIYYEeHMA 3SKCNEPTHbIM YyYperKAeHWEM KOMUU 3aKAYeHUA O
COOTBETCTBUM MPOU3BOAUTENA  JIEKAPCTBEHHbLIX CpeacTB TpeboBaHMSM NpaBu/  Haasexallen
NPOU3BOACTBEHHON MNPAKTUKNU WAWM YBEAOMJIEHUA O €e HenpeacTaB/leHUW He Yy4yuTbiBaeTcAa npwu
NCYMUCNIEHMM CPOKA NPOBEAEHMNS SKCNEePTM3bl IEKAPCTBEHHOTO CpeaCTBa.

(yacTb 4.3 BBegeHa deaepanbHbim 3akoHOM 0T 04.06.2018 N 140-93)

5. DKcnepT npuv NpoBeAeHWM MOPYYEHHOU €My PYKOBOAMTE/NEM 3KCMEepPTHOro y4yperKaeHwus
3KCMepPTM3bl IEKAPCTBEHHOTO CpeacTBa 06A3aH:

1) npoBect NnOJHOE WwUcCcnenoBaHWe nNpeacTtaB/IEHHbIX emy O6'beKTOB, mMaTepmanos, AOaTb
0b0CHOBaHHOE U OOBLEKTMBHOE 3aK/lo4YeHWe MO MOCTaB/IEHHbIM nepeg HuMM BoOMnNpoCam Wan
MOTUBNUPOBAHHOE 3aK/alo4YeHNEe O HEBO3MOXHOCTKM npoBeaeHNMA UM 3SKCNepTU3bl J1EKAPCTBEHHOIO
cpeacrtea, eCain NoCTaB/1eHHbIE BOMPOCHI BbIXOAAT 3a npegenbl CnelnanibHbIX 3HaHUM 9KCNnepTa, 06beKTbI
MCCﬂe,ﬂ,OBaHMﬁ U MmaTtepuanbl HENPUroaHbl UM HEAOCTATOYHbI ONA NpoBeAEHUA MCCﬂe,D,OBaHMﬁ n gayun
3aKNYeHMa nbo COBpEMEHHbIﬁ YPOBEHb PAa3BUTUA HAYKU HE MO3BOJIAET OTBETUTb HA NMOCTaB/IEHHbIE
BOMpPOCHI;
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2) He pasrnawaTb CBeAeHWNs, KOTOPble CTa/IM eMy M3BECTHbI B CBA3U C NPOBeAEHMEM 3KCNepTU3bI
JIeKapCTBEHHOIO CPE/CTBa, a TaK¥Ke CBeAeHMsA, COCTaBAAoWME roCyAapCTBEHHYIO, KOMMEPYECKYIO NN
WHYI0 OXPaHAEMYIO 3aKOHOM TallHy;

3) obecneunTb COXPaHHOCTb NPeACcTaBNEHHbIX OO BEKTOB UCCIEA0BAHUIA U MaTePUAOB.
6. dKcnepT He BNpase:

1) NpoBOAMTb 3KCNEPTU3Y NIEKAPCTBEHHOrO CPeacTBa Mo 0bpalLeHMI0 HEeMOCPEeACTBEHHO K HeMy
OpraHun3auuii um Gusnyecknx nuu;

2) camocToaTenbHo cobmpaTb MaTepuasnbl ANA NPOBEAEHUA IKCNEePTU3bl IeKAaPCTBEHHOIO CPEACTBA;
3) NPOBOAMUTL IKCMEPTU3Y IEKAPCTBEHHOTO CPEACTBA B KaUeCcTBe HEerocy4apCTBEHHOrO 3KCnepTa.

7. B cnyyae HeobXxogMMOCTM 3KCMEpT BMpaBe XOAaTalCTBOBaTb Mepen PyKOBOAUTENEM
IKCMEPTHOrO YYPEHAEHNA O NPUBNEUEHMUM K NPOBEAEHUIO SKCNEPTU3bI IEKAPCTBEHHOTO CPEACTBA APYruX
3KCMNepToB.

8. KarKablil aKcnepT, BXOAALMI B COCTaB KOMMCCUMM 3KCMEPTOB, KOTOPOM MOPYyYeHO NpoBeaeHue
3KCMEePTM3bl NIEKAPCTBEHHOIO CPeacTBa, HE3aBMCMMO M CaMOCTOATENbHO NPOBOAUT MCCNEAO0BaHUA,
OUEHMBAET pPe3y/bTaTbl, MONYYEHHbIE MM JIMYHO M OPYrMMM IKCNepTamu, U GOPMYyAMpPYeT BbIBOAbI
OTHOCWTE/IbHO NOCTaB/IEHHbIX BOMPOCOB B NpeAenax CBOMX CneLmanbHbIX 3HaHUNA.

9. PesynbTaTbl 3KCNEPTM3bl /IEKAPCTBEHHOIO CPeAcTBa OOPMAAIOTCA 3aK/IIOYEHMEM KOMUCCUM
3KCMepToB. B 3aK/IOYEHUM KOMUCCUM SKCMEPTOB YKas3blBalOTCA nepedveHb WUCCAea0BaHWiA, ob6bem
NPOBeAEHHbIX KaXAblM 3KCNEPTOM UCCNEA0BaHWNIA, YCTaHOBIEHHbIE KaXAbiM U3 HUX GaKTbl U cAeNaHHble
B pe3y/ibTaTe UCCNeA0BaHNIA BblBOAbl. DKCMNEPT, MHEHME KOTOPOro He COBMaAaeT C pelleHnemM KOMUCCUM
3KCMepTOoB, BNpaBe BbiPasnTb CBOE MHEHWE B MMCbMeHHOW Gopme, KOTOpoe NPMOBLLAETCA K 3aKAHHEHMIO
KOMMCCMM 3KCNEpTOoB.

10. JKcnepTbl, BXOgAWME B COCTaB KOMMCCUM, npeaynpexpalotcd o6 OTBETCTBEHHOCTUM B
COOTBETCTBUM C 3aKOoHOAaTenbcTBOM Poccuiickon Pepepaumm 3a gady 3aKAOYEHUA, COAEPrKALLEro
Heob0CHOBaHHbIE UK PpanbCUPULMPOBAHHDBIE BbIBOAbI, O YEM OHWU AALOT NOAMMUCKY.

11. OnpeaeneHne ypoBHA NPOopeCcCHOHANbHOM NOATOTOBKM SKCNEPTOB M aTTecTaums Mx Ha NpaBo
NpoBeAeHNA 3KCNEepPTU3bl NEKAPCTBEHHbIX CPEACTB OCYLLECTBAAIOTCA 3KCMEepPTHO-KBAaANOUKALMOHHbIMK
KOMMUCCUAMM B NOPASKE, YCTAaHOBEHHOM COOTBETCTBYIOLLMM YNOJHOMOYEHHbIM dpesepanbHbiM OpraHom
NCNONHUTENBbHOM BNACTU. YpoBeHb NpodeccMoHanbHOM NOATOTOBKM 3KCNEPTOB NOANEXKUT NepecmoTpy
YKa3aHHbIMM KOMUCCUAMM HE peXKe Yem OAuH pas B NATb fieT.

12. MpaBuna nNpoBeAeHWUs 3KCMepTU3bl JIEKAPCTBEHHbIX CPeacTB M OCOBEHHOCTM 3KCnepTU3bl
OTZEeNbHbIX BWAOB JIEKAPCTBEHHbIX MpenapatoB (pedepeHTHbIX NIeKapCTBEHHbIX MPenapaTtos,
BOCMPOU3BELAEHHbIX JIEKAPCTBEHHbIX MPEnapaToB, 6OMOMOMMYECKMX JIEKAPCTBEHHbIX MPEenapartos,
6uoaHanoroebix (6MONOAOGHbLIX) NEeKapCcTBEHHbIX NpenapatoB (6uMoaHasnoros), romeonaTUYeCcKUX
NleKapcTBEHHbIX NPENapaToB, NeKaPCTBEHHbIX PACTUTE/IbHbIX NPEnapaTos, KOMBUHALMIA NeKapPCTBEHHbIX
npenapatoB), GOPMbl 3aK/AOYEHUI KOMMUCCUM 3IKCNEPTOB YCTaHaB/AMBAOTCA COOTBETCTBYHOLLMM
YNOAHOMOYEHHbIM deaepanbHbIM OPraHOM UCMOHUTENIbHOM BAACTM.

(yacTb 12 B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-03)

KoHcynbTaHTlAOC: NpuMeyaHme.

Jo 31.12.2023 pna npenapatoB, MnNpou3BefeHHblXx B P® B uenax wmmnoprosamelleHus,
YCTaHaB/IMBAETCA PEXMM YCKOPEHHOM npoueaypbl rocperucTpaumMm B COOTBETCTBUM  C
MoctaHoBneHnem MpasuTtenoctea PO ot 12.03.2022 N 353.
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Cratba 17. [Mopaya M paccmoTpeHuMe 3asBJIEHUMA O T[OCY[apCTBEeHHOM perucrpauum
JIeKapCcTBEHHOro npenapara A4 BeTepUMHAPHOro NPpUMeHeHUA
(B peq. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. [Ana rocynapcTBEHHOW perucTpaumMm NeKapCcTBEHHOrO Mpenapata ANA BeTepPUHAPHOro
npUMeHeHMA paspaboTUMK TAaKOrO J/IEKAapCTBEHHOrO Mpenapata WMAM YNOAHOMOYEHHOE WM Apyroe
lopugmyeckoe NMUO (fanee B HAcToAWeKN cTaTbe - 3anABUTENb) NPEACTaBAseT B YNOJHOMOYEHHbIN
denepanbHbIit OpraH WCNOJHUTENbHON BNACTM, OCYLLECTBAAIOWMA TOCYAAPCTBEHHYIO PErncTpaumio
JNIeKapCTBEHHbIX MNpPenapaTtoB A8 BETEPUHAPHOrO MPUMEHEHUA, B 3/NEKTPOHHOW dopme MAM Ha
6yMaXKHOM HoOcuTene 3asAB/IEHWE O TOCYAAPCTBEHHOW pPEerncTpauum JeKkapCTBEHHOro npenapaTta g
BETEPUHAPHOIo NPUMEHEHUSA, A TaKKe B NOPALKE, YCTAHOBEHHOM COOTBETCTBYHOLLMM YNOJAHOMOYEHHbLIM
denepanbHbIM OPraHOM UCMONHUTENBHOM BAACTU, B 3/IEKTPOHHOM dopme nam Ha bymaxkHOM HocuTene
HeobxoaMmble AOKYMEHTbI, U3 KOTOPbIX GOPMUPYETCA PErucTpaLMOHHOE AO0Cbe Ha JIEKAPCTBEHHbIN
npenapar 4na BeTepMHAPHOro NPUMEHeHUA.

2. B 3aAB/N1I€HNN O rOCYAapPCTBEHHOM PerncTpaumm 1eKapcTBEHHOro Npenapara 4/14 BeTepuHapHOro
NPMMEHEHWA YKa3blBatOTCA:

1) HaummeHOoBaHWe W ajpec 3assuTens, pas3paboTuMka W MPOU3BOAUTENA JIEKAPCTBEHHOrO
npenapata A0 BETEPUHAPHOro MPUMEHEHMA W aApec MecTa OCYLLeCTBJAeHMs MPOoM3BOACTBA
/IeKapCcTBEHHOrO nMpenapata A/la BeTepMHAPHOrO MPUMEHEHUA (B CAydyae HaiMuMA HECKOJSIbKUX
YUYaCTHUKOB NpoLecca NpoM3BoACTBa HEOBXOAMMO YKa3aTb KaX40oro 13 HMX);

2) HaMmeHOBaHMe NeKapCTBEHHOro npenapata [A/la  BETEPUHAPHOTO  MPUMEHEHUN
(MexxayHapogHoe HenaTeHTOBaHHOE, WAM  TPYNNUPOBOYHOE, WAM  XMMUYECKoe W  Toprosoe
HaMMeHOoBaHuA);

3) nepe4vyeHb ﬂ,eVICTByIOU.LMX M BCNOMOraTe/ibHbIX BEWECTB, BXOA4ALWNX B COCTaB J1IEKAPCTBEHHOIO
npenapaTta 4aAa BETEPUHAPHOIoO NpUMEHEHUA, C YKa3aHNEM KO/IMYECTBA KaXX40ro U3 HuX;

4) neKkapcTBeHHas ¢opma, O03MPOBKA, CNocobbl BBEAEHMA W MPUMEHEHMS, CPOK TOAHOCTM
NleKapcTBEHHOro npenapaTa A1 BEeTePUHAPHOro NPUMEHeEHMS;

5) dbapmakoTepaneBTUYECKan rpynna;

6) HEOBXOAMMOCTb MPUMEHEHMSA YCKOPEHHOM NPOoLEeAypPbl SKCNEePTU3bl IeKapPCTBEHHbIX CPEACTB B
Lensax rocyAapcTBEHHOMN perncTpaLmm ekapcTBeHHOro npenapara;

7) KONMM AOKYMEHTOB, NOATBEPKAAIOLLMX YNNATY roCyAapCTBEHHOW NOWANHbI:

a) 3a NpoBeAeHME 3KCMepTU3bl KayecTBa /JIeKapCTBEHHOro CpeacTBa M 3KCMepTU3bl OTHOLLIEHUA
0XKMAAEMOW NO/b3bl K BO3MOXKHOMY PUCKY MPUMEHEHUSA JIeKaPCTBEHHOTO NpenapaTta A1 BETePUHAPHOTO
NPUMEHEHWA NPU ero rocyapcTBEHHON perncTpaunm;

6) 3a Bblgayy perncTpaLmMoHHOrIO yA0CTOBEPEHMA IEKAPCTBEHHOTO NpenapaTa;

8) Hanuume cornacusA, NPesyCMOTPEHHOrO 4YacTblo 7 HacToAWel CTaTbM, €CM C MOMEHTa
pernctpaunmn pedepeHTHOro NieKapcTBEHHOro npenapata 4/1a BeTepMHAPHOTO MPUMEHEHUA MPOLLO
MeHee YeM LLecTb feT.

(8 pea. PepgepanbHoro 3akoHa ot 13.07.2015 N 241-93)

3. PerncrpaumoHHoe Aocbe B LLeNsX 3KCNepTUsbl NeKapcTBEHHOrO npenaparta 419 BeTepPUHapHOro
npumeHeHna GopmmupyeTca U3 cneayroLnx 4OKYMEHTOB U CBeAeHWIA:
(8 pea. PegepanbHoro 3akoHa ot 27.12.2019 N 478-93)

1) cBeageHunAa o aate npeaocraBineHnAa n permctpaymoHHOmM Homepe MUEH3NN Ha Npon3sBoacTso
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NIEKapCTBEHHbIX CPeAcTB, NpPenoCTaBAeHHON NPOM3BOAMTENID PETrUCTPUPYEMOFO /IEKAPCTBEHHOTO
npenapaTta 414 BETEPUHAPHOTO NPUMEHEHUSA, SNA POCCUIACKMX NpOM3BOUTENEN;
(B pen,. PepepanbHbix 3akoHOB 0T 04.06.2018 N 140-$3, o1 27.12.2019 N 478-93)

2) cBefieHMA O AaTe NPeAoCTaBAEHUs U PEerncTpaLMoOHHOM HOMepe /IMLEH3MN Ha NPOM3BOACTBO
NIEKAPCTBEHHbIX CpeacTs, MNpeaocTaBNeHHON npousBoauTento  dGapmaleBTUYECKON cybCcTaHumK,
BXOASALLEN B COCTaB PErnMcCTPUPYEMOro JIeKapCTBEHHOro npenaparta A/ BEeTePUHAPHOro NPMMEHEHMUS,
ANA POCCUNCKNX MPOU3BOAUTENEN;

(8 pea. PepepanbHbix 3akoHoB oT 04.06.2018 N 140-$3, o1 27.12.2019 N 478-D3)

2.1) KonuAa AOKYMeHTa, BblAAHHOIO YMNO/NHOMOYEHHbIM OPraHOM CTpaHbl MpPou3BOAUTENA ANA
Ka)K4ol Npou3BOACTBEHHOW N/OWAAKM  PErucTpMpyemMoro JieKapcTBEHHOro npenapaTta  Ans
BETEPUHAPHOIO NMPUMEHEHMA M MNOATBEP)KAAIOLLEro COOTBETCTBME NPOW3BOAMUTENA NEeKapCTBEHHOro
npenapara TpeboBaHUAM NPaBMUA HaA/NexKallell NPonu3BoACTBEHHOM NPAKTUKM, U ero nepesod, Ha PYCCKUi
A3bIK, 3aBepeHHble B YCTAaHOBJAEHHOM MOPAZAKE, a TaKXe KOMWA 3aKNHYEeHUs O COOTBETCTBUU
Npoun3BOAUTENA NEKAPCTBEHHbIX CpeacTB TpeboBaHUAM MpaBuUA Hagnexaleld npou3BoACTBEHHOM
NPaKTUKK, BbIAAHHOTO YNOJIHOMOYEHHbIM deaepasibHbIM OPraHOM UCTMOTHUTENIbHOM BNACTU 1A KaxK40M
NPOW3BOACTBEHHON MJIOWAAKN PErMCTPUPYEMOro JIeKapCTBEHHOro npenapaTta 418 BeTepuHapHOro
NnpUMeHeHuna, M6 KOMUA peLleHns o NPOBEeAEHUN MHCNEKTMPOBAHUA MPOU3BOAUTENA EKAPCTBEHHbIX
CPeAcTB, MPUHATOIO YNOJHOMOYEHHbIM deaepasibHbiM OPraHOM UCMOJIHUTENIbHOM BAACTU O/1A KaxKaoM
NPOW3BOACTBEHHON MJIOWAAKN PErUCTPUPYEMOro /NIeKapCTBEHHOro npenapaTta 418 BeTepuHapHOro
npumeHeHus. YKasaHHble AOKYMEHTbl NPeacTaBAaloTCa B C/lyyae, ec/in NPOU3BOACTBO IEKAPCTBEHHOTO
npenapara ocyLlecTsafeTcsa 3a npegenamm Poccuitckon ®egepaumm;

(n. 2.1 BBeaeH ®eaepanbHbiMm 3akoHOM OT 04.06.2018 N 140-93)

2.2) Konua [OKYMEHTa, BblAaHHOIO YMNOJIHOMOYEHHbIM OPraHOM CTpPaHbl MPOU3BOAUTENS
dapmaL,eBTMUECKON cybcTaHumm n noaTBepKaatoLero COOTBETCTBUE npounssoAnTens
dbapmaueBTUYECKON CYyBCTAHLMK, BXOAALLEN B COCTAB PEMMCTPUPYEMOrO NEKAPCTBEHHOIO NpenapaTa A
BETEPUHAPHOro NPUMEHeHUA, TPeboBaHMAM NPaBWUA Hagexallel NPoM3BOACTBEHHOW NPAKTUKK, U €ro
nepeBos, Ha PYCCKMI A3bIK, 3aBEPEHHble B YCTAHOBAEHHOM MNOpPAAKe, B Cayvae, ec/n NPOU3BOACTBO
dbapmaueBTUYECKON CybCTaHLMM OCYLLLECTBAAETCA 3a Npegenamn Poccninickon Pepepaunu;

(n. 2.2 BBegeH deaepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

3) NpoOEeKT HOPMAaTMBHOIO AOKYMEHTa Ha JleKapCTBeHHbIA npenapaT Ana BeTepUHapHOro
NPUMEHEHUS;

4) DOKYMEHT, cogeprKawmii cregyowyo uHbopmaumio o papmaueBTUYECKOM cybCTaHLMU UK
dbapmaueBTUYECKMX CyOCTaHUMAX, BXOAALLMX B COCTaB JIEKaPCTBEHHOTO Npenaparta A/sa BETePUHaAPHOTo
NPUMEHEHUA:

a) HaumeHoBaHMe dapmaLeBTMYEeCKOM cybcTaHuMKM, ee CTPyKTypa, obuwume ceoictBa (npu
rocyAapCTBEHHOW  perncrpaumMm  MMMYHOBMONOTMYECKMX  /IeKAapCTBEHHbIX  npenapaToB  A4A
BETEPMHAPHOrO MPUMEHEHUA NPeACTaBAAOTCA CBeAeHMA O LITaMMe, BKAoYas ero HaMMeHoBaHue,
MHPOPMaLMIO O MPOUCXOKAEHUMN, €70 CBOMCTBAX, XapPaKTEPUCTUKAX N MecTe A4eNOHUPOBaHUA);

(8 pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

6) HaumeHOBaHWe 1 aapec NPOU3BOAUTENS;

B) TEXHONOIMA Nnpon3soacrtea C onnCaHnem CTBFI,I/II?I npon3soacTea U MeTog0B KOHTPO/IA Ha BCeEX
CTaanAxX NnponsBoacCTBa;

r) uHPopmaums o npumecax (He nNpPeACcTaBAAeTCs MNpW  FOCYAAPCTBEHHOM pernctpauum
MMMYHOBMON0rMYECKUX IeKapCTBEHHbIX NPenapaTos 4/1A BETepUHAPHOIo NpUmeHeHns);
(8 pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-93)

A) cneumdmKauma Ha bapmaLeBTUYECKY cybcTaHumio (He npeacTaBAfeTcA Npyu rocy4apcTBeHHOM
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perncTpauymn UMMyHOB6M0N0rMYECKUX IeKapPCTBEHHbIX MPenapaTos 414 BETepUHAPHOro NpUMeHeHus);
(B pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

€) onncaHne MeToaMK KOHTPO/IA KayecTBa;

) pesynbTaTbl aHanAuMsa cepuin dapmaleBTUYECcKol cybCcTaHuMM (He npeacTaBAAlTCA MpuU
rocygapcTBEHHOM  pPerucTpaumMm  MMMYHOOMONOIMYECKMX  JIEKAPCTBEHHbIX  MpenapaTtoB  A/s
BETEPMHAPHOIo NPUMEHEHUSA);

(8 pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

3) nepeyvyeHb CTaHAaPTHbIX O6pa3LI,OB nnn BewecTs, UCNOJIb3yeMbIX NMPUN OCYLWLECTBIEHNN KOHTPONA
Ka4ecCTBa;

M) ONUCaHMe XapaKTepPUCTUK n CBOWCTB YNaKOBOYHbIX MaTeEPMAZIOB N YKYNOPOYHbIX CPEACTB;

K) MQaHHble o CTabunbHOCTM (He npeacTaBAAOTCA MNPW  TOCYAAPCTBEHHOM  perucrpaumu
UMMYHOBMONOTMUYECKUX TIEKAPCTBEHHbIX NPenapaTos AN BETEPUHAPHOTO NPUMEHEHUSA);
(8 pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-93)

N) CPOK roAHOCTK, YCAIOBUA XPAHEHWS;

KoHcynbTaHTlAOC: NpumeyaHue.

Mpn yCKOpeHHOW npoueaype pPerucTpaumm BOCMPOM3BEAEHHOrO MpenapaTta [AonyckaeTca
HenpeAcTaB/eHMe OMUCAHMA MEeTOAO0B U UX AOKYMEHTA/IbHOro NOATBEPXKAEHUA, NPU MUCbMEHHOM
obs3aTenbCcTBE UX NpPeacTaBUTb B TeyeHue 12 mecaueB co AHA pernctpaumu (MocTaHoBneHue
MpasuTenbctBa PO ot 12.03.2022 N 353).

5) otueT 0 pesynbTaTax AOKJAMHMYECKOrO WCCAeA0BaHWA JIEKApPCTBEHHOTO CpeacTBa  A4/A
BETEPUHAPHOIO MPUMEHEHUSA, BKIOYAIOWMIA ONMCaHMEe METOLOB onpene/ieHNss OCTaTOUYHbIX KOMYecTB
AeNCTBYIOLLIEro BellecTBa (AEMCTBYIOWMX BeLlecTs), AOCTUralowWwero (JOCTUraloWwmx) CUCTEMHOrO
KPOBOTOKA, B NPOAYKLUMW XMBOTHOTO MNPOUCXOMKAEHWA MOC/Ae MPUMEHEHUA TAaKOro NEKapCTBEHHOMO
CPeACTBa, a TaKXKe AOKYMEHTaIbHOe NOoATBEPKAEHME (Bannaauma) yKasaHHbIX METOAOB;

(8 pea. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-93)

6) OTYET O pe3ynbrtaTtax KJANHUYECKOTO WUCCneagoBaHMA NEKAPCTBEHHOrNo npenapata A4aAa
BETEPUHAPHOIo NpUMeHeHuA y KaxXa0ro snaa XMBOTHbIX, YKa3aHHbIX B MHCTPYKUWUWN NO BETEPUHAPHOMY
NPUMEHEHMUIO;

7) nNPOEKT MHCTPYKUMM NO BETEPUHAPHOMY TMPUMEHEHUIO JIEKAPCTBEHHOro Mpenapara,
coZepKallei cneayowme ceeseHus:

a) HauMmeHOBaHME  JIeKapCTBEHHOro npenapaTa AN  BETEepPUHAPHOro  NPUMEHEHMUN
(MexayHapoaHoe HenaTeHTOBaHHOE, WAM  TPYNNUPOBOYMHOE, WAM  XUMMYECKOe W  Toprosoe
HaMMeHOBaHuA);

6) NeKapCTBeHHanA d)opma C YKa3aHnem HAaUMEeHOBaHMIM N KOJINYECTBEHHOIO COCTaBa I/.'l,(-:‘l\;lCTByIOLLI,l/IX
BelLecTB N Ka4eCTBEHHOIO COCTaBa BCMOMOTIaTe/IbHbIX BELWLECTB,

B) OonncaHmMe BHeLWHEro Bnaa 1eKapCrBeHHOro npenapata 414 BeTepuHapHOro npuMmeHeHuaA,

r) dapmakoTepaneBTMYECKas rpynna eKapCcTBEHHOrO NpernapaTta 4/ BEeTepPUHAPHOTo NPpUMeEHEHMUs
WK YKa3aHuMe "romeonaTUyecKkuii 1ekapcTBEHHbIN npenapaT";

a)  dapmakogMHammMKa U GapMaKOKMHETMKA (33 McKAouYeHnem  bapMaKOKUHETUKU
romeonaTUYecKMX /IeKapCTBEHHbIX NPenapaToB W PacTUTE/IbHbIX /EKAaPCTBEHHbIX Mpenapartos) wau
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onncaHne MMMyHOBMONOrMYECKUX CBOMCTB IeKapCTBEHHOro nNpenapara;
€) NnoKasaHuA Ans NPUMEHEHUS;
) NPOTUBONOKa3aHNA A8 NPUMEHEHUS;
3) Mepbl NPEAOCTOPOIKHOCTM NPU NPUMEHEHWN;

M) YKa3aHne BO3MOXXHOCTU U ocobeHHocTel NPUMEHEHNA Y 6epeM6HHbIX KUBOTHDbIX, Y XUBOTHbIX B
nepunoa naktauunm, y nOTOMCTBaA XUBOTHbIX;

K) pemm A03MpoBaHMUA, CNocob BBEAEHUA N NMPUMEHEHUSA, NPU HEOBXOAMMOCTM BpeMA Npuema
JIeKapCTBEHHOTO NpenapaTa 418 BETEPMHAPHOro NPUMEHEHMA, NPOAOIKUTENBHOCTb IeYEHNS;

N) BO3MOKHble NOBOYHblE AEACTBUA, HEXENaTe/IbHblE PeakLUMm NPU NPUMEHEHUN NeKapCTBEHHOMO
npenapara 4/1a BeTepnHapHOro NpUMeHeHuns;

M) CUMNTOMBbI NePeao3nPOBKU, MEPbI NO OKa3aHMIo MOMOLLM NPY Nepeso3npoBKe;
H) B3aMMOAEeNCTBUE C APYTMMM NEKAPCTBEHHbIMM NpenapaTamu 1 (Mamn) Kopmamu;
0) popMbI BbiNyCKa NE€KAPCTBEHHOTO NpenapaTa 419 BETePUHAPHOIo NPUMEHEHUS;

n) ykasaHue (npu HeobxoammocTu) ocobeHHOCTel AelCTBMA NIeKapCTBEHHOro npenapata Ana
BETEPUHAPHOro NPUMEHEHUA NPU NepBOM NpUeme Uan Npu ero oTMeHe;

p) onucaHune (Npn HeobxoaAMMOCTU) AEACTBUIA cneunanmcTa B 061acTn BeTepuHapun, BAagensla
XMBOTHOIO NpW MPONycKe npuema OAHOW WAN HECKONbKUX [A03 /JieKapCTBEHHOro npenapata Ans
BETEPUHAPHOro NPUMEHEHMUS;

(8 pea. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-93)

C) CPOK TOoAHOCTM W YKa3aHune Ha 3anpetr npuMeHeHUA NeKapCTBEHHOro npenaparta AnA
BETEPUHAPHOIo NpUMeHeHUA No NCTe4eHUn CPOKa roqHOCTHU,

T) yCNOBUA XpaHeHus;

y) yKasaHve Ha HeobX0AMMOCTb XPaHEHWs JfIeKapCTBEHHOro npenapata AAS BeTepuMHapHOro
NPUMEHEHUA B MeCTax, HeAOCTYNHbIX ANA AeTel;

¢) ykasaHue (Npu HeoBXOAMMOCTM) cheumanbHbIX Mep NPeLOCTOPOMKHOCTU MPU YHUUTONKEHUN
HEMCMNONb30BaHHbIX N1EKAPCTBEHHbIX MPENapaToB 4/ BETEPUHAPHOTO NPUMEHEHMS;

X) CPOKN BO3MOXKHOIO NCNOb30BaHNA NpOoAyKUUN XUBOTHOIO NPOUCXOKAEHNA NOCNe BBeAEHUA
HKNBOTHOMY /IEKAPCTBEHHOIO NpenapaTta 4214 BETEPUHAPHOIO NPUMEHEHUA;

L) YCNOBMS OTMNYCKA;

l-I) HanmeHoBaHNA M agpeca npon3BoAaCTBEHHbLIX MAOWAAOK MPouM3BOAUTENA JNIEKAPCTBEHHOIO
npenapaTta AnAa BeTeEPUHAPHOIo NpUMeHEHUA;

W) HaMmeHoBaHWe, agpec opraHM3auMu, YNoJHOMOYEHHOW AepxaTenem WAW BAadeNbLEem
PerucTpaLmoHHOrO  Y/AOCTOBEPEHUA JIEKAapCTBEHHOro Mpenapata Ha NPUHATME MNpPeTeH3uin oT
notpeburens;

8) NpoeKTbl MaKeToB NepPBUYHOM YNaKOBKM U BTOPUYHOK YNaKOBKM 1€KapCTBEHHOro NpenapaTa Aan
BETEPUHAPHOrO NPUMEHEHUS;

9) cneaywuime ceegeHna o 1eKapCTBeHHOM npenaparte g4 BETEPUHAPHOIo NPUMEHEHUA!
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a) onucaHune 1 cocTaB JIeKapCTBEHHOro Npenapara A1 BeTepPUHapHOro NpMMeHeHuUs;
6) onucaHne dpapmaLeBTUYECKON Pa3paboTKu;

B) onMcaHMe npoL,ecca NPon3BoACTBa U €ro KOHTPOASA, MoANUCAHHOE B NOPA/Ke, yCTaHOB/IEHHOM B
COOTBETCTBUM C YaCTbio 1 HacTosALLEN CTaTbMy;
(8 pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

r) onucaHMe KOHTPONA KPUTUYECKUX CTaauiA MPOU3BOACTBA M MPOMEXKYTOYHOW NPOAYKUUN,
noanucaHHoe B NopAAKe, yCTaHOBAEHHOM B COOTBETCTBUM C YacTbio 1 HacToALLen CcTaTby;
(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

A) HaumeHOBaHMA M agpeca paspaboTyuMKa, gep:KaTena WAW Bnagenbla PerucTpalMoHHOro
VAOCTOBEPEHMA  JIEKAPCTBEHHOrO npenapaTta, MPOM3BOACTBEHHbIX NAOWAAOK NpousBoguTens
JIeKapCTBEHHOrO NpenapaTa 1A BETEPUHAPHOTO NPUMEHEHMUA C YKa3aHWEM CTagui TEXHOIOFMYECKOTO
npoLecca, OCYLLeCTBAAEMbIX Ha NPOM3BOACTBEHHbIX MNAOLWAAKAX MPOU3BOAUTENSA JIEKAPCTBEHHOIO
npenapaTa gaa BETEPMHAPHOTO NPUMEHEHUS;

(8 pea. PenepanbHbix 3akoHoB 0T 13.07.2015 N 241-®3, o1 02.08.2019 N 297-®3)

e) bapmaLeBTUYecKas CoOBMECTUMOCTb;
) MUKPOBMONOrMYECKME XapaKTEPUCTUKMY;
3) maTepuanbHbiit 6anaHc 4NA NPOM3BOACTBA CEPUMN TOTOBOMO NPOAYKTa;

1) onucaHue xapakTepmUCTUK N CBOMCTB YNaKoBOYHbIX MaTEPUANO0B U YKYNOPOUHbIX CPeACTB;

KoHcynbTaHTlAOC: NpumeyaHue.

Mpu perncTpaumm Mo YCKOPEHHOM npoueaype AOMNyCKaeTcAa HenpeacTaBleHWe [OOKYMEHTOB,
npeaycMmoTpeHHbIx nn. "k n. 94. 3 cT. 17, npm ycnoBMm NUCbMEHHOIO 06A3aTeNbCTBA UX NPEA0CTaBUTb
B TeueHune 12 mecaues co aHs peructpaumm (MocraHosneHue Mpasutensctea PO o1 12.03.2022 N 353).

K) JOKYMeHTanbHOoe noATBepKaeHue (Bannaaums) NnpoLeccos 1 (Mn) NX OLEHKa;

N) TpeboBaHMA K KayecTBy BCMOMOraTeslbHbIX BeLW,ecTB (cepTUduKaTt, chneunduKkauma Ha
BCMOMOraTe/ibHble BellecTsa 1 ux obocHoBaHue);

KoHcynbTaHTlAOC: NpumeyaHue.

Mpn perncTpauumM nNoO YCKOPEHHOW Mpoueaype ALOMNYCKAeTca HenpeacTaBNeHMe [OKYMEHTOB,
npeaycMoTpeHHbix nn. "m" n. 9 4. 3 ct. 17, Npu ycnoBuuM nNUCbMEHHOro o06s3aTeNbCcTBa UX
npenocTaBuTb B TedeHue 12 mecaues co AHa peructpauum (MoctaHosneHue lMpasutensctea PP ot

12.03.2022 N 353).

M) dHaIUTU4eCKne mMmMeToanKkun, wucnosibyemble MNpn OCywWwecCcTB/IEHNUN KOHTPO/IA KayecCTBa
BCNOMOraTe/ibHbIX BELWECTB;

KoHcynbTaHTlAOC: NpuMmeYaHue.

Mpu perncTpauum Mo YCKOPEHHOW npoueaype ALOMNYCKAeTcs HenpeacraBneHMe [AOKYMEHTOB,
npeaycMmoTpeHHbIx nn. "H" n. 9 4. 3 cT. 17, Npun ycnoBUM NUCbMEHHOTo 06A3aTeNbCTBa UX NPEAOCTaBUTb
B TeueHue 12 mecaues co aHs peructpaumm (MocraHosneHume Mpasutensctea PO o1 12.03.2022 N 353).

H) AOKYMeHTanbHoe NoATBepXaeHue (Banuaaums) aHaAUTUYECKUX MEeTOAUK, UCNOb3yeMbIX Npu
OCYLLECTBNEHNN KOHTPO/IA KayecTBa BCOMOraTe/ibHbIX BELLECTB;
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0) MHpopmauma o6 MCNONb3OBAHWM BCMOMOraTE/bHbIX BELWECTB YEN0BEYECKOTO M KUBOTHOTO
NPOUCXOXKAEHUS;

n) ytpatnn cuny. - PenepansHblii 3akoH ot 02.08.2019 N 297-93;

p) TpeboBaHMA K Ka4yecTBy /eKapCTBEHHOrO npenapaTta A4 BETEePUHAPHOro MNPUMEHEHUS
(cepTnduKaT, cneundmKauma Ha 1EKapPCTBEHHBbIM NpenapaT U nx obocHoBaHuWe);

C) dHaUTU4YECKNE MeTOoAUKHKN, Uncnoabdyemble nNpU OCYyWECTBIEHUN KOHTPONA KayecCTBa
NEKAPCTBEHHOIO nNpenaparta AaAa BETEPUHAPHOIo NpUMeHeHUA,;

KoHcynbTaHTlAOC: NnpumeyaHue.

Mpu perncTpauumM Mo YCKOPEHHOW Mpoueaype ALOMNYCKAeTcs HenpeacTaBNeHMe [AOKYMEHTOB,
npeaycMmoTpeHHbIx nn. "t n. 94. 3 ¢1. 17, npy ycAoBUM NMCbMEHHOTO 0653aTe1bCTBa UX NPEAOCTABUTD
B TeueHune 12 mecaues co aHs peructpaumm (MocraHosneHue Mpasutenbctsa PO o1 12.03.2022 N 353).

T) OKYMeHTa/ibHOe MoATBepKAeHMe (Banngauma) aHaAUTUYECKUX METOAMK, UCMOJIb3yeMbIX Mpu
OCYLLECTBNEHNN KOHTPO/IA KayecTBa /IeKapCTBEHHOTo npenaparta AN BeTePUHAPHOro NpUMeHeHus;

y) OOKYMEHT, NOATBEPKAAOLWMIA KayecTBO JIEKAPCTBEHHOro npenapata TPex MNPOMbILLAEHHbIX
cepuit (NpoTOKO aHanM3a UK cepTMdUKaAT aHaNn3a), ogHa Cepus KOTOPOTO A0/KHA COBNaAaThb C cepueit
06pasLa NeKapCcTBEHHOro Npenapara, NoAaHHOIO Ha PerncTpaLmio;

&) XxapaKkTepucTMKka npumecer;

X) nepeyeHb CTaHAAPTHbIX 06PA3LLOB, MCMO/b3YEMbIX MPU OCYLLECTBJAEHUWM KOHTPONA KayecTBa
NleKapcTBEHHOro npenapaTa A1 BETEPUHAPHOro NPUMEHeEHMS;

KoHcynbTaHTlAOC: NpumeyaHue.

Mpu yCKOpeHHOM mnpoueaype perncTpauun  BOCMPOM3BEAEHHOrO MpenapaTta  LONyCcKaeTca
HenpeacTaB/eHMe CBeAeHUM, npeaycmoTpeHHblx nn. "u" n. 9 4. 3 cr. 17, npu NUCbMEHHOM
0653aTeNbCcTBE MX MPEAOCTaBUTb B TedeHwe 12 mecsueB co AHA peructpaumm (MocTtaHosneHue

MpasuTenbctea PO ot 12.03.2022 N 353).

Ll,) AaHHble O CTabunbHOCTH NNIEKAQPCTBEHHOTIO Npenapata ANnAa BeTepUHaApPHOro NnpuMmeHeHuA,

10) Konua [OOKYMeHTa, cofep)kauiero MHOOpMaLMio O HaauuMuM mamM o6 OTCcyTCTBUM aKToB
pervcTpauumn NeKapcTBeHHOro npenapaTa 418 BETEPUHAPHOro NpumeHeHua 3a npeaenammn Poccuitckoit
depepauny;

11) cornacue B NUCbMeHHOM dopme, NPeayCMOTPEHHOE YacTbio 7 HacTosAWEelN CTaTbk, B C/yyae
perncTpauumn BoCNpom3BeaeHHOro IeKapcTBEHHOrO NpenapaTa;
(8 pea. PepgepanbHoro 3akoHa ot 13.07.2015 N 241-93)

12) KonuA [OKYMeHTa Ha pPYCCKOM f3blKe, 3aBEPEHHOro B YCTAaHOB/JEHHOM MOpsAAaKe U
NOATBEPKAAlOWEro NPaBOMOYHOCTb 3anABAEHMA O FOCYAapCTBEHHOW PEerucTpaumm NeKapcTBEHHOro
npenapara 4/1a BeTepnHapHOro NnpumeHeHus (40BEPEeHHOCTb);

KoHcynbTaHTlAOC: NpuMmeYaHue.

[0031.12.2023 pocCUNCKMM NPOU3BOAUTENSM Pa3PELLEHO HE NPeACTaBASATb CBEAEHMA B COOTBETCTBUM
c n. 13 4. 3 c1. 17 npu perncTpauum MMMYHOBMONOTMYECKMX NEKAPCTBEHHbIX MpenapaTos
(MoctaHoBneHwue MpasuTtenbctea PO o1 12.03.2022 N 353).
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13) cBedeHMA O TrocyAapCTBEHHOW perncTpaummM  reHHO-UHMKeHepPHO-MOoANPUUMPOBAHHbBIX
OpraHM3MoB, nNpefHa3HayeHHbIX A1A BbINyCKa B OKpyKalowylo cpeay (Npu rocynapCTBEHHOM
perucTpaunm IeKapCTBEHHbIX MpenapaToB A4/ BETEPUHAPHOTO MPUMEHEHUS, MOJIYYEHHbIX C
NPUMEHEHUEM T€HHO-UHKEHEPHO-MOANPUUMPOBAHHBIX OPraHM3MOB WM  COAEpPMKALLMX TaKue
OpraHM3mbl).

(n. 13 BBeaeH deaepanbHbiM 3akoHoM oT 02.08.2019 N 297-d3)

4. Mpn npoBeAeHMM YCKOPEHHOM Mpoueaypbl 3KCNEepPTM3bl JIEKApCTBEHHOro npenapata Ans
BETEPUHAPHOIO NPUMEHEHMA (33 MCKAOYEHMEM JIeKAPCTBEHHOrO npenapaTa ANA BETepPUHAPHOro
NPUMEHEeHMA, YKa3aHHOro B YacTu 4.1 HacToAWen cTaTbM) B LENAX ero rocyAapcTBEHHOW pernctpaymm
BMECTO OTYeTa pa3paboTumKa o0 pesyabTaTax AOKAMHUYECKOTO UCCAeA0BaAHMA IEKAPCTBEHHOIO CPeacTBa
ONA BETEPUMHAPHOro MPUMEHEHUA MOKeT OblTb NpeacTaBieH 0630p HayyHbIX PaboT o pesynbTaTax
OOK/IMHUYECKOTO UcCneaoBaHmna pedepeHTHOro NeKapCTBEHHOro npenapaTa AlA BeTepPUHAPHOro
NPUMEHEHMA, @ BMECTO OTYETA O pe3y/bTaTax KAMHUYECKOTO UCCAeA0BaHMA NEKAPCTBEHHOIO NpenapaTa
ONA  BETEPUMHAPHOrO MNPUMEHEHMA OTYET O pesynbTaTax WCCAefoBaHUMA  OUO3KBMBANEHTHOCTU
BOCMNPOU3BEAEHHOIO IEKAPCTBEHHOIO NpenapaTa A/1a BETEPUHAPHOTO NPUMEHEHWA.

(8 pea. PepepanbHbix 3akoHoB oT 02.08.2019 N 297-93, o1 28.04.2023 N 171-d3)

4.1. Mpu npoBefeHUN YCKOPEHHOM Npoueaypbl SKCNEpPTU3bl JIEKAPCTBEHHOrO npenapata g
BETEPUHAPHOIo NPUMEHEHUSA, NpeaHa3HAYeHHOro ANA eYeHUs AOMALHUX XUBOTHbIX, OnpeaeneHHbIX
depepanbHbiM 3akoHOM OT 27 aekabps 2018 roma N 498-®3 "O6 oTBeTcTBEHHOM 06OpalLeHUU C
YKMBOTHbBIMUW U O BHECEHUN U3MEHEHUI B OTAE/IbHbIE 3aKOHOZATE/IbHble aKTbl Poccuitckoit Pegepaunn”,
N 3aperncTpMpoBaHHOIO B KAYeCTBE JIEKApPCTBEHHOrO npenapaTa s MegULMHCKOro NpUMeHeHUs, B
Lenax ero rocyaapcTBeHHOM PerncTpaLmm BMeCTo OT4eTa pas3paboTymnKka o pesyibTaTax 4OKAMHUYECKOTO
nccnefoBaHUA IEKAaPCTBEHHOMO CPeACTBa A/1A BETEPUHAPHONO NPUMEHEHMA MOTYT BblTb NpeacTaB/eHbI
pe3ynbTaTbl AOKAMHMYECKOTO WUCCAef0BaHUA COOTBETCTBYIOLWErO JIEKAPCTBEHHOMO CpeacTsa  Ans
MEAMUMHCKOTO MPUMEHEHUS, a BMECTO OT4YeTa O pesyabTaTax KAMHWYECKOro MCCNeLoBaHUS
JIeKApCTBEHHOrO NpenapaTta 418 BETEPMHAPHOrO NPUMEHEHUA - 0630p Hay4yHbIX PaboT O pesysbTaTax
KMHUYECKUX UCCNeL0BaHMI IeKapCTBEHHOTO npenapata 448 MegMLMHCKOro NpUMEHEHMA Ha BUAAX
YKMBOTHbIX, KOTOPbIM NpeaHa3HavYaeTca Uccaeayemblii 1EKAPCTBEHHbIM Npenapar.

(yacTb 4.1 BBeaeHa deaepanbHbiM 3akoHOM OT 28.04.2023 N 171-93)

5. Ha aKkcnepTur3y pasiMyHbIX NeKapCTBEHHbIX GOPM OA4HOrO M TOTO Ke IeKapCTBEHHOro npenaparta
ONA BEeTePUHAPHOro NPUMEHEHMSA 3anaBUTENb NPEACTaBAAET OTAe/bHbIE 3aABNEHNA U PETUCTPALMOHHbIE
O0Cbe Ha KaXKayto NeKkapcTBeHHyo popmy. Mpu ycaoBUK 0AHOBPEMEHHOM NOAa4YM Ha SKCNEPTU3Y O4HOM
NleKapcTBeHHON GOpPMbl  C  Pas/IMYHBbIMKM - JO3UMPOBKOM, KOHUEHTpauuein, obbemom 3aABUTENb
NpeAcTaBAsfeT O4HO 3aAB/EHME W PErUCTPALMOHHOE A0Cbe C MPUIOXKEHMEM MAKETOB MNepBUYHOM
YNaKOBKM W BTOPWUYHOM YNaKoOBKM. Ha makeTax NepBUYHOM YMNAaKOBKM U BTOPUYHOWN YMaKOBKMU
YKa3bIBalOTCA BCE MPOU3BOAMMbBIE 4O3MPOBKM, KOHLLEHTPALMKN, 06bEMbI U KONMYECTBO 403 B YMNaKOBKe
JIeKapCTBEHHOrO NpenapaTa 4/15 BeTEPUHAPHOro NpUMeHeHus.
(B pen. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

6. B cnyyae HenpeacTaBneHMA ¢ 3aABAEHMEM O FOCYAAPCTBEHHOM pPerncTpaLmm nekapcTBEHHOMo
npenapaTta 41A BETEPUHAPHOIrO NPUMEHEHUA AOKYMEHTOB, NOATBEPKAAOLWMX YNNATY rOCyAapCTBEHHOM
MOL/IMHBI U YKA3aHHbIX B MYHKTE 7 4acTu 2 HacToAWel CTaTbW, CBEAEHUM O NNLEH3UAX, YKAa3aHHbIX B
nyHKTax 1 1 2 yacTu 3 HacTosLLEel CTaTbu, a TaKXKe BblgaBaeMbix (MpeaoCcTaBasemMblX) YNOJHOMOYEHHbIMM
denepanbHbIMM OpraHaMmn UCMOJIHUTENbHOM BIAaCTU AOKYMEHTOB (CBeAEHMI), YKa3aHHbIX B NyHKTe 2.1
yactM 3 HacToAWeN CcTaTbW, YNOJHOMOYEHHbIN deaepanbHbii OpraH WCNONHUTENbHOM BACTU
3anpalnBaeT yKasaHHble AOKYMEHTbI (CBeAeHMA) B NOPSAAKE MEXBEAOMCTBEHHOrO MHPOPMALMOHHOIO
B3aMMoaencTems.

(yacTb 6 B pea. PenepanbHoOro 3akoHa ot 27.12.2019 N 478-93)

7. He AONYCKaeTcA WUCNOJIb30OBaHME B KOMMEPYECKUX ULenax MHd)OpMaLI,MVI O pe3ysbTatax
AOKIMHNYECKUX VICCﬂe,CI,OBaHl/Ilz NNEKAPCTBEHHbIX CPeACTB U KIIMHNYECKUX MCC}'Ie,CI,OBaHMlz NEeKapCTBEHHDbIX
npenapatos 414 BETEPUHAPHOINO NpMMeEHEHUA, I'Ipe,CI,CTaB}'IEHHOﬁ 3aAasutTenem anAa FOCV,D,apCTBEHHOIZ
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perucTpaummn JieKapcTBeHHbIX npenapatoB, 6e3 ero cornacMa B TeyeHWe LWeCcTU JeT C  Aathbl
rocyfapcTBEHHOM perncTpaumm pedpepeHTHOro IeKapcTBEHHOMO NpenapaTta B Poccuiickoit ®epepaumm.

8. [lep»kaTenb Uau Bnagenew, perMcTpauMoHHOro yaoCToBepPeHUs IeKapCcTBEHHOroO npenaparta Anaa
BETEPUHAPHOrO NPUMEHEHMA NpeacTaBaAeT B YNOJHOMOYEHHbIN deaepasbHbll OpraH UCNOJIHUTE/IbHOM
B/1aCTW OTYET NO pesysbTaTam papmMaKkoHaA30pa OAMH pas B LWECTb MECALEB B Te4eHUe ABYX NeT nocse
rocyAapCcTBEHHOM perncTpaLumnm nekapcTBeHHoro npenapata B Poccuiickoit Peaepauymm, 3atem exxerogHo
B TeYEHMEe NnocneayoLmnx TPexX NeT U B AasibHelwem OAnH pas B TpU roaa.

(yacTb 8 BBeaeHa PeaepanbHbiM 3akoHOM oT 02.08.2019 N 297-3)

Cratba 18. TMopaya M paccmoTpeHMe 3asaB/IeHUMA O TFOCyAapCTBEHHOW perncrpauuu
JNIeKapCTBEHHOro npenapara A1 MeAULIMHCKOro NpMMeHEHUA
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. Onsa rocydoapCTBEHHOW pernctpaumm NeKapcTBEHHOro npenapata Ana  MeguUMHCKOro
NPUMEHEHNA HOPUANYECKOE NNLO, AENCTBYHOWEEe B COBCTBEHHbIX MHTEpecax WM YNoAHOMOYEHHoe
npeacTaBAATb MHTEPECbl APYroro PUANYECKOro Anua U 3aaBAAIOWEE JIEKAaPCTBEHHbIM NpenapaT Ha
rocygapcTBEHHYIO pernctpaumio (ganee B HacToAwen cTaTbe - 3aABUTENb), NpeacTaBAseT B
YNOJIHOMOYEHHbIN defepasibHbIi OpraH UCNOJHUTENIbHOW BAACTU, OCYLLLECTB/IAIOWMIA rOCyAapCTBEHHYO
perncTpaLuio 1eKapcTBEHHbIX MPenapaTos A1a MeAULMHCKOro NPUMEHEHNS, B SNEKTPOHHOMN dopme 1 Ha
6yMaXKHOM HocuTese 3asB/leHME O FoCyAapCTBEHHOW perucTpauumn nekapcTBeHHOro npenaparta Ans
MeAULMHCKOrO MPUMEHEHMUA, a TaKKe B NopsfKe, YCTaHOBJAEHHOM YNO/NHOMOYEHHbIM desepanbHbiM
OpPraHOM MCMOJIHUTE/IbHOM BAACcTU, B 3/1IEKTPOHHOM dopme M Ha BymaxkHOM HocuTene Heobxoammble
JOKYMEHTbI, M3 KOoTopbiXx GOpMUPYETCA PErncTpaLMoHHOE AO0Cbe Ha /NIeKapCTBEHHbIN npenapat And
MeanLMHCKOIro npumeHeHunaA.

(yacTb 1 B peq. depepanbHOro 3akoHa ot 22.12.2014 N 429-93)

2. B 3a8B1€HMM O rOCYAapCTBEHHOM PerMcTpaLmmn IeKapcTBEHHOro npenapara 414 MeanUMHCKOro
NPMMEHEHWA YKa3blBatOTCA:

1) HaumeHOBaHWe, aapec 3anABUTENA M MNPOU3BOAUTENA JIEKAPCTBEHHOrO npenapata Ans
MeANUMHCKOTO NPUMEHEHMA, CBeAEHMA 06 UX PEerncTpaumm B KayecTBe HaAOronnaTeNblUMKa B CTpaHe
perucTpaumnn (o8 POCCUMCKUX IOPUANYECKUX ANL, - UOEHTUDMKALMOHHDLIA HOMepP HanoronaaTesblumKa
(MHH), ans MHOCTPaHHbIX OPUANYECKUX NNL, - CTPAHA PerncTpaumm, HauMeHOBaHWE PETUCTPUPYHOLLLETO
opraHa, permcTpaLMOoHHbIN HOMEP, KOA Ha/loronnaTe bLLMKA B CTPaHe pernctpaumm (MHKopnopaumm) nim
€ro aHanor) u agpec MecTa OCYLLEeCTBJAEHMS MPOW3BOACTBA JIeKapCTBEHHOro npenapata (B caydae
HA/IMYMA HECKO/IbKMX Y4aCTHMKOB NpoL,ecca ero NpomM3BoACcTBa HEOOXOAMMO YKa3aTb KaXKa0ro y4acTHMKa
B COOTBETCTBUM C OCYLLLECTB/IAEMON CTagmMein Npon3BoaCTBa);

(n. 1 B pea. epepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HaMeHOBaHME NEKAPCTBEHHOIO NpenapaTa An1a mMeauumMHCKOro npumeHeHuA (ME)'KFI,yHapOAHOE
HenaTeHToOBaHHOE, NN TPYyNMUPOBOYHOE, NI XUMUNYECKOE N TOProesoe HaMMEHOBaHMFI);

3) nepeyvyeHb AeﬁCTByDMMX M BCNOMOraTe/ibHbIX BELWECTB, BXO4ALWNX B COCTAB /1IEKAapPCTBEHHOIO
npenaparta ana meanumnHCKoro npumeHeHuA, C ykasaHmem KosIn4ecTtBa KaxXaoro n3 HuXx,

4) neKkapcTBeHHas ¢opma, O03MPOBKAa, CNOCO6bI BBEAEHMA M MPUMEHEHUA, CPOK ToAHOCTU
JleKapcTBEHHOTO NpenapaTa Ans MeAULMHCKOTO NPUMEHEHHS;

5) dapmakoTepaneBTMYECKan rpynna, Kog, aHaTOMO-TepaneBTUYECKO-XMMUYECKOM KnaccudurKaumy,
pPEKOMeHO0BAaHHON BceMMpHOW oOpraHusaumelr 34paBOOXPAHEHUA, 3anaBAsAEMble MOKasaHuA Aad
NPMMEHEHWA IeKaPCTBEHHOIO NpenapaTta 418 MegULUMHCKOro NpUMeHeHus;

6) OoTCcyTCTBME HEO6X0,£I,MMOCTVI npenocrassieHnA  OT4eTa O pPe3ysibTaTtaX KJAUMHUYECKOTO
nccnegosaHunAa, nccnengoBaHuAa 6MO3KBMBANIEHTHOCTU NNEKAPCTBEHHOrO npenaparta, paspeweHHoro anA
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MeANLMHCKOro npumeHeHus B Poccuiickoit ®eaepaumn 6onee asaaLat NeT, C yKazaHUeM HOPMaTUBHbIX
MpPaBOBbIX aKTOB, NOATBEPKAAIOLLMX AAHHbIN CPOK MPUMEHEHMS;

7) HeobxogMmocTb 0hOpMIEHUA paspelleHns Ha BBO3 B Poccuiickyto depepaunto KOHKPETHOM
NnapTMM  3apPEerucTpMpoBaHHbIX U (MIM)  HE3aPEerucTpMpOBaHHbLIX  JIEKAPCTBEHHbLIX  CPEeACTs,
npefHasHaYyeHHbIX 405 NPOBeAEeHUA 3KCMepTM3bl NEKAPCTBEHHbIX CPEeACTB B LENAX rocyaapCTBEHHOM
perucrpaunu;

8) HeobxoAMMOCTb NpoBeAeHNA 3KCMEPTU3bl AOKYMEHTOB, NPeACTaB/eHHbIX ANA onpeaeneHus
BO3MOXHOCTM pPacCMaTpMBaTb JIEKAapPCTBEHHbIA npenapaTt Ana MeAUUMHCKOro MNpUMEHeHUA npu
OCYLLECTBNEHUN rOCyAapCTBEHHOM perncTpauumn B Kayectse opdaHHOro 1eKapcTBEHHOro Npenapara;

9) HeobXx04MMOCTb MPUMEHEHUA YCKOPEHHOW NpoLeaypbl S3KCNEPTU3bl NEKAPCTBEHHbIX CPEACTB B
Lensax rocyAapcTBEHHOMN perncrpaLmm NeKapcTBeHHOro npenapara;

10) Konuu AOKYMEHTOB, MOATBEPKAAIOLMX YNAATy rocyAapCTBEHHOM MOLWANHDI:

a) 3a nNpoBeAeHMEe 3KCMEePTU3bl AOKYMEHTOB, MPeACTaB/AEHHbIX ANA Onpeae/ieHUA BO3MOMKHOCTM
paccMaTpuBaTh JIEKAPCTBEHHbIM npenapaT 414 MEeAMUMHCKOrO MPUMMEHEHMA MPU OCYLLECTBAEeHUU
rocyAapCcTBeHHOM perucTpaumm B Kayectse opdaHHOro IeKapCcTBeHHOro nNpenapara;

6) 3a npoBedeHME 3KCNEPTU3bl KayecTBa JIeKapCTBEHHOro cpeacTBa M 3KCMepTM3bl OTHOLWIEHMA
0XMAaeMOW MNONb3bl K BO3MOXHOMY PUCKY MPUMEHEHWUA NeKapCTBEHHOTOo Npenapara, pa3peLweHHoro gns
MeNUMHCKOrO npumeHeHuAa B Poccuiickolt ®epepaumm 6onee aBaauati feT, NPy OCYLLECTBAEHUU
rocyapcTBeHHOMN perucTpaumm 1eKkapcTBeHHoro npenapara;

B) 33 NpoBefeHNe 3KCMepTU3bl KayecTBa JIeKapCTBEHHOIO CPeAcTBa U 3KCNepTU3bl OTHOLIEHUA
0XMJ3EeMOW NOJIb3bl K BOSMOXHOMY PUCKY NPUMEHEHUA JIeKapCTBEHHOTO NpenapaTa A4/14 MeAULLMHCKOro
NPUMEHEHMA NPU ero rocyapCcTBEHHON perncrpaumm;

r) 3a npoBegeHMe 3KCMEepPTM3bl KayecTBa JIEKAPCTBEHHOrO CPeACTBA M 3KCMEepTM3bl OTHOLUEHMS
0XKMAAEMOW NOb3bl K BO3SMOXHOMY PUCKY NPMMEHEHMSA IeKapcTBEHHOMO NpenapaTta 414 MeAULNHCKOTo
NPMMEHEHWA, B OTHOLIEHMM KOTOPOrO MPOBEAEHbl MeKAYHAPOAHble MHOFOLEHTPOBbLIE KAUMHUYECKME
nccnefoBaHMA, 4YacTb M3 KOTOpbIX npoBegeHa B Poccuitickoi Pegepaumu, Npu OCyLLECTBAEHUM
rocyAapCTBEHHOW PerncTpaummn 1eKapcTBeHHoro npenapara;

11) Hainymne cornacma nponssoaunTenAa NeKapCTBeHHOro npenaparta, Npoun3soAacCTBO KOTOPOro
ocywiecrsnaeTrca 3a npeagenamum Poccuiickoi tbep,epau,mm, Ha npoBegeHne WHCNEKTUPOBAHUA
nponssoaunTena Ha COOTBETCTBUE TpE6OBaHMﬂM npasun HaAI'IE)KaLLI,Eﬁ I'IpOVIBBOACTBeHHOﬁ NPaKTUKKU,

12) Hannume cornacus, NPeayCMOTPEHHOrO YacTblo 18 HacTosALLel CTaTby;

13) yKasaHue BUAa NEKapCTBEHHOTO NpenapaTa, NPeACcTaB/eHHOro Ha perucTpauuio (pedepeHTHbIN
NeKapCTBEHHbIM  MpenapaT, BOCMNPOM3BEAEHHbIM  NEKAPCTBEHHbIA  npenapaT, buosormyeckui
JIeKapcTBeHHbIM nNpenapaT, 6uoaHanorosbiii (6MONOA06HbLIN) NeKapcTBEHHbIM npenapaT (6buoaHasnor),
romeonaTUYecknin 1eKapCTBEHHbIM Npenapart, IeKapCTBEHHbIN pacTUTe bHbIM Npenapar).

(yacTb 2 B peq. denepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3. PerucrtpauMoHHOe [A0Cbe Ha NeKapCTBEHHbIM npenapaTt Ana MeAWMUMHCKOro NpUMEHeHun
npegocTtaBaseTca B popme 06LLero TeXHUYECKOro AOKYMEHTa.
(yacTb 3 B peq. depepanbHOro 3akoHa ot 22.12.2014 N 429-93)

4. Pa3gen AOKYMEHTaUMn agMUHUCTPATMBHOIO XapaKTepa BK/toYaeT B cebs:

1) 3aABNeHNE O roCyAapCTBEHHOW PerncTpaLmMm NeKapCTBEHHOro npenapaTa 418 MeauLMHCKOro
NPUMEHEHWA B 3/IEKTPOHHOM Ppopme 1 Ha BymarkHOM HocUTeNe;
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2) KOMUIO [OKYMEHTa Ha PYCCKOM A3blKe, 3aBEPEHHOr0 B YCTAHOB/JIEHHOM MOpAAKe W
NoATBEPKAAIOLLErO NPABOMOYHOCTb 3a8BUTENA NOAABATb 3aABIEHME O FrOCYAAPCTBEHHOM perncTpaumnm
JIeKapCTBEHHOIO Npenapara g8 MeguLUMHCKOro NpUMeEHeHUs (40BEPEHHOCTD);

3) cBeaeHNs 0 JaTe NpPeaoCTaB/ieHUA U PErMcTPaLMoOHHOM HOMEpe NULEH3UU Ha MPOU3BOACTBO
NIEKAPCTBEHHbIX CPeACTB WMAW CBeAeHMA O pAate npeaocTaB/eHMA UM PerncrpaumoHHOM Homepe
3aK/IlOYEHNS O COOTBETCTBUM MPOM3BOAUTENA JIEKAPCTBEHHbIX CPEACTB TpebOoBaHUAM MpPaBUA
HagNeKallleld npPou3BOACTBEHHOW MPaKTUKM, BblAaHHbIX (NpeaocTaBAeHHbIX) YNOJHOMOYEHHbIM
denepanbHbiIM  OPraHOM WCMOJIHATENbHOM BAAacTM B OTHOLWEHMM MNPOM3BOACTBEHHON MJIOWAAKM
PerncTpMpyemoro neKkapcTBEHHOro mnpenapaTa, B C/yyae, €c/nM MNPOU3BOACTBO JIEKAPCTBEHHOIMO
npenapara ocyuiectsaseTca B Poccuiickon ®eaepauymm;

(B pea. PepepanbHbix 3akoHoB oT 04.06.2018 N 140-$3, o1 27.12.2019 N 478-D3)

4) Konuto NpegocTaBfeHHOW YNOAHOMOYEHHbIM OPraHOM CTPaHbl MPOU3BOAUTENA JIULLEH3UU HA
NPOM3BOACTBO JIEKAPCTBEHHOro MpenapaTa W €ee nepeBOod, Ha PYCCKMA A3bIK, 3aBEPEHHble B
YCTAaHOBNEHHOM MOPAAKE, a TaK¥XKe KOMMUIO 3aKHUYEHNA O COOTBETCTBMM NPOU3BOANTENA NEKAPCTBEHHbIX
cpencte  TpeboBaHMAM  NpaBUA  Hagfexalen  MNPOU3BOACTBEHHOM  MPAKTUKKW,  BblAAHHOTO
YNOJHOMOYEHHbIM peaepanbHbIM OPraHOM UCNOJAHUTENbHOW BAACTM B OTHOLIEHMM NPOU3BOACTBEHHOM
NAOLWAAKN PErNCTPUPYEMOrO NIEKAaPCTBEHHOIO MNpenapaTta, MAWM KOMUIO peLlleHnA YNOJHOMOYEHHOro
denepanbHOro opraHa MCNONHUTENBbHOM BNACTU O MPOBELEHUU MHCMNEKTUPOBAHUA NPOM3BOAMUTENA
JNIeKAPCTBEHHbIX CPEACTB, B Cy4Yae, eCcau NPOn3BOACTBO JIEKAPCTBEHHOIO Mpenaparta oCyLwecTBaseTca 3a
npeaenamu Poccuiickoin Pegepaumnu;

(8 pea. PenepanbHbix 3akoHOB 0T 04.06.2018 N 140-$3, 07 27.12.2019 N 478-d3)

5) NPOEKT MHCTPYKLMMN NO MEANLMHCKOMY NPUMEHEHMUIO IEKapCTBEHHOIO Npenapara, coaep Kallei
cnepyowme cBeaeHums:

a) HanmeHoBaHWE NEeKapCTBEHHOIO npenapaTta (Memp,yHapop,Hoe HenaTeHToBaHHOE, WN
rpynnmnpoBoYyHoOE, N1 Xmumm4yecKoe n Toprosoe HaMMEHOBaHMﬂ),‘

6) NeKapCTBeEHHaA cboplv\a C YKasaHnem HAaUMEeHOBaHWIM N KO/IMYECTBEHHOIO COCTaBa ,G,EVICTBVIOU.LMX
BeLwecTB U Ka4eCTBEHHOIo COCTaBa BCNOMOraTe/ibHbIX BeLWeCTB (I'Ipl/l HGO6XOLI,VIMOCTM KOJIN4eCTBEHHOIO
COCTaBa BCNOMOTraTe/ibHbIX BeLLI,ECTB)}

B) ONMCcaHWe BHELWHEro BUAa 1eKapCTBEHHOTO NpenapaTta 418 MeaNUUHCKOro NPUMEHEeHUs;
r) dU3nKo-xMummnyeckmne ceoicTsa (gna pagmodapmaLLeBTUYECKUX NEKAPCTBEHHbIX NPENapaTos);

A) dapmaKkoTepaneBTMYeCKas rpynna, KoA JeKapCTBEHHOro npenapata gna MeAMUMHCKOro
NPMMEHEHMA MO  aHAaTOMO-TEPaneBTUYECKO-XMMMUYECKOM  KnaccMduKaumu, PeKoMeHO0BaHHOWM
BceMupHOI oOpraHusaumMein 34paBoOOXpPaHEHMs, WAM yKasaHue ''romeonaTUYeckuit fieKapcTBEHHbIN
npenapar";

e) ¢apmakoaMHamuMKa M GapMaKOKMHETMKa (33  MCKAloYeHuem  GpapMaKOKMHETUKM
romeonaTMYecKmnx IeKapCTBEHHbIX NPENapaToB U PACTUTE/IbHbIX IEKAPCTBEHHbIX NPENapaTos);

) MOKasaHusA ANa NpUMeHeHus;
3) NPOTMBONOKa3aHUA A1 NPUMEHEHNSA;
1) mepbl NPEAOCTOPOIKHOCTU NPU NPUMEHEHNN;

K) YKasaHWe BO3MOXHOCTM M 0COBeHHOCTeN MNPUMMEHEHUA JfIeKapcTBEHHOro npenapata Ans
MEAMLMHCKOrO MPUMEHEHUs 6epeMeHHbIMU  KEHLWMHAMW, JKeHWMHaMW B Mepuos rpyaHOro
BCKapPMUBAHMWSA, AETbMM, B3POC/IbIMU, UMEIOLMMU XPOHUYECKMe 3aboeBaHus;
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N) peXxnm A03NpPOoBaHUA, CNoCobbl BBEAEHMA U NPUMEHEHUSA, NPU HE0BX0AUMOCTN BpemMa npuema
JIeKapCTBEHHOroO npenapata Aas8 MeAMLMHCKOTO MPUMEHEHMUA, MPOAO/IKUTENbHOCTb JIeYeHUA, B TOM
yucne y aeten A0 M nociae o4HOro roaa;

M) BO3MOMKHble HerKesaTe/ibHble pPeakumn Npu NPUMEHEHUWM NeKapCTBEHHOro npenaparta gnas
MeANLMHCKOTO NPUMEHEHMUA;

H) CMMNTOMbI Nepea03NPOBKN, Mepbl MO OKasaHWIO MOMOLLM NPU Nepeao3npPoBKE;
0) B3auMoZencTBue C 4pyrMmun NekapcTBEHHbIMKM NpenapaTamum v (Man) NULLEBLIMU NPOAYKTaMMU;
n) dopMbl BbINyCKa 1€KAPCTBEHHOrO NpenaparTa;

p) yKasaHue (npu HeobxoaMMOCTM) OCOBEHHOCTEN LENCTBMA JIEKAPCTBEHHOro npenapata Ans
MeAMLMHCKOro MPUMEHEHUSA NPU NEPBOM MPUEME UK NPU ero OTMEHE;

c) onucaHue (npu HeobxoaAMMOCTH) AeNCTBUIM Bpada (benbawepa) u (Maun) naumeHTa Npu Nponycke
npvema oA4HOM U HECKO/IbKMNX [,03 JIEKapCTBEHHOro npenapara 4/ MeAMLUMHCKOro NPUMEHEHUS;

T) BO3MOXHO€E B/INAHUE NEKAPCTBEHHOINO npenapata Ana MeguumHCKOro npumeHeHuAa Ha
CNoCcobHOCTb YnpaBaATb TPAHCNOPTHbIMK CPpeACTBAMU, MEXaHU3MaAMU;

Y) CPOK rogHOCTM M YyKasaHMe Ha 3anpeT MPUMMEHEHMUS JIeKapCTBEHHOrO npenapata Ann
MeANLMHCKOIO MPUMEHEHMA N0 UCTEYEHUN CPOKA FOAHOCTH;

¢) ycnosusa xpaHeHus;

X) yKasaHuWe Ha HeobXOAMMOCTb XPaHeHWA JeKapCTBEHHOro npenapata A48 MeauLMHCKOro
NPUMEHEHUA B MeCTax, HeAOCTYNHbIX ANA AeTel;

U) yKasaHue (npu HeobxoAMMOCTWU) crneumasnbHbiX Mep MPegoCTOPOXKHOCTM NPU YHUUTONKEHUN
HEMCNONb30BaHHbIX 1IEKAPCTBEHHbIX MPENAPaTOB A1 MeANLMHCKOTO NPUMEHEHUS;

4) ycnoBuA OTNYCKa;

W) HAMMEHOBaHMA M agpeca NPOWM3BOACTBEHHbIX M/IOWAA0K MPOWU3BOAMTENA JIEKAPCTBEHHOIO
npenapara;

) HaMmeHoBaHMe, agpec OpraHM3aumMu, YMNOJHOMOYEHHON AepiKaTenem WAU BnafesibLem
PerucTpaLmnoHHOro yA0CTOBEPEHMA NEeKapCTBEHHOro npenaparta 444 MeAULMHCKOro NpuMeHeHUA Ha
NPUHATUE NPeTeH3n oT NnoTpebutens;

6) MHCTPYKLUMIO MO MEeAUUMHCKOMY MPUMEHEHUIO UAW KPATKYHO XapaKTEPUCTUKY SIeKapCTBEHHOrO
npenapara, yTBePKAEHHbIE B CTpaHe NPOMU3BOAMTENS;

7) NPOEKTbl MaKeToOB NePBUYHOI YNAKOBKMN U BTOPUYHOWN YNaKOBKM IEKApCTBEHHOrO NpenapaTa Ana
MeAMLMHCKOro MPUMeHeHUs;

8) NpOoeKT HOpPMaTMBHOM [OKYMEHTAUMWM WAM HOPMATUBHOIO LOKYMEHTA HA JIeKAapCTBEHHbIN
npenapar 411 MeAULMHCKOro NpMMeHeHUs M0 yKasaHWe COOTBETCTBYoLLeN dapMaKonenHoM cTaTbu;

9) AOKYMEHT, cofeprKalnii MHPOPMALMIO O HaMuMK UaKM 06 OTCYTCTBUM GAKTOB perucrpaumnn
NleKapcTBEHHOTro NpenapaTa ANs MeAUUMHCKOro NpUmMeHeHunn 3a npegenamun Poccuitickoit degepaumu;

10) Konuu AOKYMEHTOB, 3aBEPEHHbIX B YCTAaHOBAEHHOM MOPAAKE W MOATBEPKAAOWMX baKT
perncTpauum NeKkapcTBEHHOro npenapaTa B WMHOCTPaHHbIX FOCYAapCTBax B KayecTBe Op¢daHHOro
JleKapCTBEHHOTO NpenapaTa;



11) naaH ynpasaeHnAa pUCKamh  OnAa 61oI0rnYecKmx NNEKAPCTBEHHbIX nNpenapatos 414
MeaNLUMHCKOIo npumeHeHunaA,;

12) gokymeHT o cucteme dapmakoHag3opa AepKatena WAuM BAagenbla PerncrpaumoHHoro
yA0CTOBEPEHMA IEKAaPCTBEHHOTO npenapaTa;

13) AOKYMEHT, NoATBepP)KAAaloLUMA KauyecTBO JIEKAapPCTBEHHOrO npenapaTta TPex MPOMbILLAEHHbIX
cepwuit (NPoToKoN aHannsa nan ceptudmKaT aHannsa), ogHa cepusi KOTOPOro A0/KHA COBMNaAaTh C cepuel
obpasua /leKapCcTBEHHOro npenapata Aaa MegMUMHCKOro NpUMEHeHWsi, npeacTaB/feHHOro Ha
rocy4apCTBEHHYIO PErnCTPaLMmIo.

(yacTb 4 B peq,. denepanbHOro 3akoHa ot 22.12.2014 N 429-93)

5. Paszgen xmmumyeckon, papmaueBTUYECKON M BUONOrMYecKol AOKYMEHTaLuMM BKAOYaeT B cebn
OOKYMEHTbI, coaeprKawme wuHbopmaumio o ¢apmaLeBTUYECKON CYOCTaHUMM U JIeKapCTBEHHOM
npenapate 48 MeAMUMHCKOrO MPUMEHEHUA, MpOoLLecce ero NpPoM3BOACTBA M METOZaX KOHTPOAA
KauyecTBa, B TOM Ynche:

1) Konuio IOKYMEHTA, CoAep Kalllero cneayoLlyo nHGopmaumio o papmaueBTUYecKkor cybcTaHLmnm
nnn papmaLeBTUYECKUX CYBCTaHLMAX, BXOAALLMX B COCTAB IEKAaPCTBEHHOIO Npenapara, 3a UCKAYeHnem
nHpopmauum o dapmauUeBTUYECKMX CyOCTaHUMAX, BKJIIOYEHHbIX B TOCYAAPCTBEHHbIM peecTp
JIeKapCTBEHHbIX CPeACTB B COOTBETCTBUM CO CcTaTbel 34 HacToswero ®esepanbHOro 3akoHa:

(B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 462-93)

a) HaumeHoBaHWe hapMaLEBTUYECKON CybCTaHUMK, ee CTPYKTYpa, obLume CBOMCTBA;
6) HaumeHOBaHWe 1 aapec NPOU3BOAUTENS;

B) TEXHONOMMA NPON3BOACTBA C ONMCaHMEM CTaAmMii NPOM3BOACTBA U METOA0B KOHTPO/A Ha BCex
CTafusAX NPOM3BOACTBa;

r) onncaHune pa3paboTKM Npouecca NPOn3BOACTBa;

A1) oNncaHne KOHTPONA KPUTUUYECKUX CTaAWIA NPOM3BOACTBA U NPOMEKYTOUYHON NPOAYKLMMK;
€) AOKYyMeHTaIbHOE NoATBepXKAeHME (BaMaaLums) NpoLeccoB U (Mn) NX OLLEHKS;

) CBOMCTBA M CTPYKTypa AeNCTBYIOLMX BELLECTB;

3) XxapaKTepucT1Ka Nnpumece;

n) cneundurKauma Ha papmaLLeBTUYECKYIO CybCcTaHUMIO U ee 060CHOBAHME;

K) aHaNUTUYeCKMe METOAMKM, MCMOJb3yeMble MNPW  OCYLLECTBIEHMM KOHTPO/AA KayecTsBa
dapmaLeBTMUYECKON cybCcTaHLMu;

ﬂ) AOKYMeHTa/ibHOE noareepxaeHue (Banm,u,au,m) dHa/IUMTUYECKNX METOAUK, UCNOJ1b3yeMbIX NpPU
OCyLWecCTB/IEHUN KOHTPOIA Ka4YeCTBa d)apMaLI,EBTM‘-IeCKOﬁ CY6CTaHLI,MM;

M) pe3ynbTaTbl aHaMn3a cepuii bapmaLeBTUYECKOW cybcTaHUMm;

H) nepedyeHb CTaHAAPTHbIX o6pa3u,os nan BewecTB, NCNOJIb3yeMbIX NPU OCyLlweCTBNIEHNN KOHTPOA
Ka4ecCTBa;

0) onmMcaHMe xapaKTepPMUCTUK U CBOMCTB YNaKOBOUYHbIX MaTepmnanioB U YKYNOPOUHbIX CPeaCTB;

n) AaHHble 0 cTabunbHOCTU hapmaLLeBTUYECKOW CybcTaHLUu;
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p) CPOK rogHOCTH;

1.1) B OTHOLWEHUM dapmaLeBTUYECKMX CYBCTaHUMIA, BXOAALWIMX B COCTaB /IEKAPCTBEHHOTO
npenapata W BK/KOYEHHbIX B FOCYAAPCTBEHHbIA PeeCcTp NeKAPCTBEHHbIX CPeacTB B COOTBETCTBMM CO
ctatbeit 34 HactoAwero PeaepanbHOrOo 3aKOHA, - KOMWUA [AOKYMEHTA, COAEPrKALLEro Cneaytouyto
nHbopmaumio:

a) HaumeHoBaHMe dpapmaLeBTUYECKOM cybCcTaHUUK, ee CTPYKTypa, obline CBONCTBa;
6) HaumeHOBaHWe 1 aapec NPOU3BOAUTENS;
B) pe3y/bTaTbl aHaM3a cepuit papmaueBTUUYECKOMn cybcTaHumy;

r) CpoK rogHocCTy;
(n. 1.1 BBeaeH ®eanepanbHbiM 3aKOHOM OT 27.12.2019 N 462-93)

2) [OKYMEHT, cofepsKaluin chnedylolwme cBeAeHMA O JiIeKapcTBEHHOM npenapate  Ans
MeANLNHCKOro NPUMEHeHUA:

a) ONnncaHme n CoCtaB ZIEKAPCTBEHHOIO NpenapaTta Ana MeanumnHCKOro npumeHeHuaA,

6) onucaHMe dapmaueBTUYECKOW pa3paboTkn (obocHoBaHWe Bblbopa cocTaBa, MNepPBUYHOWN
YNaKOBKW U UHOTO);

B) TEXHO/IOTMA NPOM3BO/CTBA C ONMUCAHNEM CTaAMii NPOU3BOACTBA U METOA0B KOHTPONA Ha BCEX
cTaamaAx NPOM3BO/CTBa;

r) OnucaHWe KOHTPONA KPUTUYECKMX CTaauii npouecca MNpPOW3BOACTBA W NPOMENKYTOYHOM
NPOAYKLMK;

ﬂ,) HanmeHoBaHWe U aapec mecCta ocyulecTsieHNA Npon3BoACTBa JIEKAPCTBEHHOIO NpenapaTa AnA
MeanUunHCKOro npumMmeHeHumA (B cQiydyae HaanymAa HeCKOJIbKMX Yy4YaCTHMKOB npouecca npounssBoAacTtBa
HEO6XOAMMO YKa3aTb KaXXgoro 13 HMX),‘

e) dapmaLeBTMUECKan COBMECTUMOCTb;

) MUKPOBMONOrMYECKME XapaKTEPUCTUKMY;

3) maTepuanbHblii banaHc 4N NPOM3BOACTBA CEPUM FTOTOBOMO NPOAYKTa;

1) onMcaHue XapaKTepPUCTUK U CBOMCTB YNaKOBOYHbIX MaTePMaNoB N YKYNOPOUHbIX CPeACTs;

K) AOKYMeHTanbHOoe NoATBEPKAEHME (Baanaauma) npoLeccos NPponsBoACTBa U (MAKN) X OLLEHK];

I'I) TpEGOBaHWFI K Kayectsy BCNOMOratesibHbIX BelwlecTB (cemechKaT, CI'IELI,VId)I/IKaLI,MFl Ha
BCnomorartesibHble BeWecTBa U UX O6OCHOBaHME),'

M) dHaIUTU4ECKNEe MeTogunKkun, ucnosbsyemblie MNpn  OCyWEeCTBIEHUN KOHTPO/IA KayecTBa
BCNOMOraTe/ibHbIX BELWECTB;

H) OOKYMEHTa/ZIbHOE noAaresepXaeHne (BaﬂMAaLI,MH) dHaA/INTUYECKNX METOAUK, NCMONTb3yEMbIX NMPU
OCyLLeCTB/IEHNN KOHTPOJ/IA Ka4eCTBa BCMOMOTIaTe/IbHbIX BELLECTB,

O) VIHd)OpMaLI,VIH 06 MCcnoab30BaHUM BCMOMOTraTeNbHbIX BelwecTBs 4YenoseyeCckoro mn XMBOTHOIO
NMPOUCXOXKAEHNA;

I'I) MH(I)OpMaLI,Mﬂ 06 MCNONb30BaHMM HOBbIX BCMOMOTraTeIbHbIX BelecTs,
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p) TpeboBaHMA K KayecTBY JIeKApCTBEHHOro mnpenapata AAA MeAUUMHCKOro MpUMEHEHMUA
(cepTndukar, cneumndmkaLma Ha NeKapPCTBEHHbIM NpenapaT n ux o6ocHOBaHKe);

C) aHanuTUYecKne MeTOAMKKM, WCMO/b3yeMble MNPU  OCYLIECTBAIEHMM KOHTPONA KayecTsa
JIeKapCTBEHHOrO npenapara 418 MeAuLUMHCKOro NPUMEHEHUS;

T) AOKYMEHTa/IbHOE MoATBepXKAeHWe (Banngauma) aHaAUTUYECKUX METOAMK, UCMOJIb3yeMblX Mpu
OCYLLECTB/IEHNWN KOHTPOJIA KAYeCTBA JIEKAPCTBEHHOTO NpenapaTta Ana MeAULMHCKOrO NPUMEHeHUs;

Y) pe3ynbTaThl aHa/IM30B CepUii IEKAPCTBEHHOIO NpenapaTa 414 MegUUMHCKOro NPUMeHeHus;
&) XxapaKTepucTMKka npumecers;

X) nepevyeHb CTaHAAPTHbIX 06Pa3LOB, MCMNOAb3YEMbIX MPU OCYLLECTB/IEHUM KOHTPO/A KayecTsa
JIeKapCcTBEHHOrO npenapaTta A8 MeANLMHCKOTO NPUMEHEHUS;

L) AaHHble 0 CTabUAbHOCTM IeKapPCTBEHHOTO Npenapara Aas MeguLMHCKOro NPUMEHEHMA.
(yacTb 5 B peq. depepanbHOro 3akoHa ot 22.12.2014 N 429-93)

6. Pasgen d)apMaKOJ'IOI'VIquKOﬁ, TOKCUKOIOTUYECKOM AOKYMEHTAUUN BKNKOYAET B cebs oTyeTbl O
pe3ynbtataX AOK/INHUYECKUX MCCHEAOBaHMVI NNEKapCTBEHHOrNo cpeacrea Ana  MeauunHCKoro
npumeHeHunAa, B TOM YnNCne:

1) oTyeT 0 papmakoAMHAMUYECKMX UCCe0BaAHUAX;
2) oTyeT 0 GapMaKOKMHETUYECKUX UCCIef0BaAHUAX;

3) OTYET O TOKCMKO/IOTMYECKUX UCCIeA0BAHUSAX.
(yacTb 6 B peq. denepanbHOro 3akoHa ot 22.12.2014 N 429-93)

7. Pasgen KNIMHUYECKOM AOKYMEHTaUUN BKNKOYAET B cebs oT4yeTbl 0 pe3ynbrataxX KAMHUYECKUX
MCCHEAOBaHMﬁ NEeKapCTBEHHOro nNpenapata 414 MmeaunumHCKOro npuMmeHeHuA, B TOM HUChHe:

1) otyeTbl 06 wuccnegoBaHUAX 6OMOAOCTYMHOCTM UM OWMOIKBMBANEHTHOCTWU, WCCAEAOBAHMUAX,
YCTaHaB/IMBAOLLMX KOPPENALMIO PE3Y/IbTaTOB, NOJIYYEHHbIX B YC/IOBUAX in Vitro u in vivo;

2) oTyeTbl 0 papMaKOKMHETUYECKUX UCCAEA0BAHMUAX;
3) oTyeTbl 0 papMaKoAMHAMUYECKUX NCCNEA0BaAHUAX;
4) oTYeTbl O KAMHUYECKUX UCCNeAoBaHMAX 3DEKTUBHOCTM M He3onacHoCTYH;

5) oT4eT 0 nocTperucTpaLMoOHHOM OMNbITe NPUMEHEHMUA (NPU HAMUUK).
(yacTb 7 BBeaeHa PeaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03)

8. TpeboBaHuA K 06bemy MHPoOpMaLMK, NpesoCcTaBAAEMOlN B COCTaBe PerncTpaunmoHHOro 4ocbe,
ONA OTAEeNbHbIX BUAOB NEKAPCTBEHHbIX MPEnapaToB A1 MEAULMHCKOrO NPMMEHEHMA YCTAHABAMBAKOTCA
YNOJIHOMOYEHHbIM defepanbHbIM OpPraHOM UCMONHUTEIbHOW BAACTU.
(yacTb 8 BBeaeHa PeaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03)

9. B OTHOLWIEHMM NIeKapCTBEHHbIX NPenapaTos, pPa3pelleHHbIX AN MeAULMHCKOro NpUMeHeHNa B
Poccuiickoit depepaumm 6onee ABagLaTM NAeT U B OTHOLIEHWMM KOTOPbIX HEBO3MOMKHO MpoBeAeHue
nccnenoBaHNn X BUOSKBUBANEHTHOCTU (32 UCKOYEHUEM BUOOrMYECKMX NIEKAPCTBEHHbIX MpenapaTos),
[OMYCKaeTca BKAOYEHME B COCTaB pasdenia GapMaKoaormyeckoil, TOKCUKOIOrMYecKon AoOKYMeHTaumMm u
pa3sgena KAWMHUYECKOW AOKYMEHTauuM BMeCTO oTdyeTa pa3paboTumka O pesysibTatax CoB6CTBEHHbIX
OOKANHUYECKUX UCCNeA0BaHMIA NEeKAPCTBEHHbIX CPEACTB M KAMHUYECKUX UCCNeA0BaHNIN IeKapCTBEHHbIX
npenapatos 418 MeAULMHCKOro npumeHeHmsa ob3opa HayuHbiX paboT 0 pesynbTaTax AOKAUMHUYECKUX
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NcCNnefoBaHUN NEKApPCTBEHHbIX CPEACTB U KAMHUYECKMX WCCAefoBaHUM AaHHbIX /J1eKapCTBEeHHbIX
npenapaTtos, B TOM YNCAE BKAOYAA OMNbIT UX NOCTPETUCTPALNOHHOIO NPUMEHEHUA.

(yacTb 9 BBEAeHa PenepanbHbim 3akoHOM OT 22.12.2014 N 429-93; B pen. PeaepanbHOro 3akoHa oT
27.12.2019 N 475-93)

10. Mpwn rocynapCTBEHHOM perucTpauMm BOCMPOU3BEAEHHbIX NEKAPCTBEHHbIX NpenapatoB Ans
MeAULMHCKOrO MNpPUMEHEeHMs [OOMyCKaeTcs BKAWOYEHWE B COCTaB pasgena <¢dapmMako/siornyeckon,
TOKCUMKOJ/IOTMYECKOM [AOKYMEHTAUMW W pasgena KAMHUYECKON [AOKYMEHTauuM BMECTO oT4yeTa
pa3paboTunmKa O pesysibTaTax COOBCTBEHHbIX AOKAMHUYECKUX UCCNEAO0BaHWUI NIEKAaPCTBEHHbIX CPeacTs
0630pa HayyHbIX PaboT 0 pe3ynbTaTax AOKANMHUYECKUX UCCNenoBaHUI pedepeHTHOro IeKapCTBEHHOIO
npenaparta 1 NpeacTtaBAeHNEe BMECTO K/IMHUYECKUX UCCeA0BaHUI B NOJIHOM 06beMe, YCTaHOB/EHHOM
pa3feNom KAMHUYECKOM AOKYMEHTauuMu, OT4eTa O pesynbTaTax MccnenoBaHUi BUO3KBMBANEHTHOCTU
BOCMPOM3BEAEHHOIO JIEKapCTBEHHOrO npenapata 418 MegMUMHCKOro npumeHeHus. He Tpebyetca
npeacraBieHMe oOT4YeTa O pe3yabTaTax WcciefoBaHW OMO3KBUMBANEHTHOCTM BOCMPOM3BEAEHHOTO
NleKapCTBEHHOro npenapata  Aana MeANUNHCKOro NpUMEHEHMUA, ecnm perucTpupytoTca
BOCNpOU3BEAeHHbIe NeKapCTBEHHbIe NpenapaTtbl 418 MeANULNHCKOrO NPMMEHEHMsA, KoTopble:

1) npeaHasHa4yeHbl ANA NapeHTepanbHOro (NOAKOMHOMO, BHYTPUMbILLEYHOTO, BHYTPUBEHHOTO,
BHYTPWUINA3HOrO,  BHYTPUMONOCTHOTO,  BHYTPUCYCTAaBHOrO, BHYTPMKOPOHAPHOro) BBeAEHUS U
npeacTasnaoT coboi BogHble PacTBOpPbI;

2) npeacTaBasaloT coboit pacTBOpPbI A1 NepopanbHOro NPUMEHeEHUS;
3) nponsBeaeHbl B GopmMe MOPOLLIKOB UM TMOPUIN3ATOB A8 NPUTOTOBEHUSA PACTBOPOB;
4) ABNAIOTCA razamu;

5) ABNAIOTCA YLWHbLIMW UK FNa3HbIMM IEKapCTBEHHbIMM NpenapaTtaMmu, NponsseaeHHbIMK B popme
BOAHbIX PacTBOPOB;

6) NnpeaHasHa4YeHbl 418 MECTHOrO NMPUMEHEHWA M NMPUTrOTOBAEHbI B GOPME BOAHbIX PacTBOPOB;

7) npeacTaBnaOT coboi BOoAHbIE PAaCTBOPbI AN UCNOAb30BaHUA B GOPME MHFANALMNI C MOMOLLbIO
Hebynansepa uUam B Ka4ecTBe Ha3a/lbHbIX CNPEEB, MPUMEHSEMbIX C MOMOLLbIO CXOAHbIX YCTPOMCTB.
(yacTb 10 BBeaeHa deaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

11. ina cnyyaes, yKa3aHHbIX B NyHKTax 1 -3, 5 - 7 yactn 10 HacToALLelN CTaTbM, BOCNPOM3BEAEHHbIN
JIeKapCTBEHHbIA Mpenapat AnAa MeAUUMHCKOTO MPUMEHEHUA [OO0/KEH COAepaTb TaKue ke
BCMOMOTaTE/IbHble BELLECTBA B TaKMX e KO/IMYEeCTBaX, KaK N pedepeHTHbIN NeKapCTBEHHbIM Npenapar.
Ecnn coctaBbl BComoratesibHbIX —BELWECTB  Pas/iMyaloTcA, 3aABUTeNb  [OJIKEH NpeacTtaBuTb
[0KasaTe/IbCTBA TOrO, YTO UCMOJIb3yeMble B AaHHbIX KOHLLEHTPALMAX BCMOMOraTesibHble BeLLecTBa He
BANAIOT Ha 6e3onacHocTb U (MaKn) 3dPEeKTUBHOCTL JIEKAPCTBEHHOrO Mnpenapata Aasa MeaMUMHCKOro
npuMMmeHeHus. B ciyyae, ecnm 3asBUTENb HE MOXKET NPeACTaBUTb TakMe A0Ka3aTeNbCTBa U (M) He umeeT
[OCTyMa K COOTBETCTBYIOLMM AaHHbIM, OH OO/IKEH MPOBECTM COOTBETCTBYIOWME UCCAef0BaHUA ANA
[OOKasaTeNbCTBA OTCYTCTBMA B/AMAHUA Pa3HbIX BCMOMOraTesibHbIX BELLeCTB WAWM  BCMOMOTraTesibHbIX
YCTPOMCTB Ha H6e3onacHocCTb U (Man) apPeKTUBHOCTL SIeKapCTBEHHOro npenapaTta gas MeguLMHCKOro
NPUMEHEHMA B COOTBETCTBUM C aKTaMM, COCTABAAIOLLMMM NPaBo EBPA3MIACKOro SKOHOMUYECKOTO COHO3a.
(yactb 11 BBegeHa deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03; B pes. PenepanbHOro 3akoHa oT
22.12.2020 N 444-$3)

12. MNpu rocyaapcTBEHHOM PErncTpaLmMm KoMbMHaLmMil paHee 3apermcTPpUpPOBaHHbIX 1EKAPCTBEHHbIX
npenapaTtoB Ana MegMUMHCKOrO MPUMMEHEeHMsA AOMNyCKaeTcA BK/OYEHWMe B COCTaB  pasgena
$bapMaKoIorMyeckor, TOKCMKOOMMYECKOW AOKYMEHTaUMM UM pasgena KAMHUYECKOW OO0KYMeHTauuu
BMECTO oOTyeTa pa3paboTinmKka O pesynbTaTax COBCTBEHHbIX AOK/AMHUYECKUX WUCCAegoBaHMMA
NeKapcTBeHHbIX CPeAcTB 0630pa Hay4yHbIX PaboT O pesyabTaTax AOKAMHUYECKMX UCCaefoBaHMA
pedepeHTHbIX NEKAPCTBEHHbIX NpenapaTos, BXOAAWMX B COCTaB KOMOMHAUMM NIeKapCTBEHHbIX
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npenapaTtos, 1 06 OTCYTCTBUM MX B3aUMOAEMNCTBUA B OAHOM NeKapCcTBEHHOM dopme.
(yactb 12 BBeaeHa PeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

13. Ha akcnepTnsy pas/iMyHbIX 1eKapCTBEHHbIX POPM OAHOIO M TOTO XKe NeKapCTBEHHOro npenapara
ANA MeaUUMHCKOro NpUMEeHeHMs 3aaBUTeb NpeacTaBAAeT OTAE/bHble 3asAB/EHUA U PErMcTPaLMOHHbIe
[0Cbe Ha KaXXayl 1eKapcTBeHHY0 popmy. Mpn ycnosBmmn ogHOBPEMEHHOKN NOAAUMN HA SKCNEPTMU3Y O4HOM
NleKapcTBeHHOM GOpMbl  C  Pas/IMYHBIMU  O03UMPOBKOM, KOHUEHTpaumen, obbemom 3asBUTESNb
npeactaBiseT OA4HO 3aABAE€HME U PErucTpauyoHHOE AO0Cbe C MPUJIOKEHUEM MAKETOB YMaKOBOK Ha
KaXKOyto A03MPOBKY, KaXKAyH KOHLEHTPALUMIO, KaXKablh 06 bEM U KaXKA0e KONMYECTBO 403 B YNaKOBKe.
(yacTb 13 BBeaeHa PeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

14. Mpwn rocyaapCTBEHHON perucTpaumm opdaHHOro /IeKapCTBEHHOrO npenapaTta 3asBUTENb
npeacrasaseT uHbopmauuio, Heobxoaumyto ans GopMMUPOBAHNA Pa3aena KAMHUYECKON AOKYMEHTALMM,
B 06beme, yCTaHOB/IEHHOM YNOJHOMOYEHHbIM defepanbHbIM OpraHOM UCNOIHUTEIbHOM B1acTy.

(yacTb 14 BBeaeHa deaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

15. MNpu pernctpaumMm 6MONOTMYECKOTO fIeKapCTBEHHOrO npenapaTa, NOJIYYEHHOro M3 KPOBU,
nnasmbl KPOBM 4Ye/iOBEKa, B COCTaBe PErmcTpauMOHHOrO AO0Cbe Ha JIeKapCTBEHHbIM npenapaT Ans
MeAMLMHCKOro MPUMEHEHUA A0/XHbI BbITb NpeacTaBAeHbl 40MOHUTE/bHO:

1) B pasgene [OOKYMEHTAUMM aAMMHUCTPATUMBHOIO XapakTepa MOOKYMEHT, coaeprKalimii
HpopMmaumio o cybbekTax obpalleHusa L4OHOPCKOM KPOBU U (MNK) ee KOMNOHEHTOB, O TOM, rae 6bina
ocywlecTBneHa goHauma (KpoBM M (MAKM) Nnasmbl KPOBM), a TaKKe JaHHble 06 MHQPEKLMOHHbIX
3aboneBaHMAX, Mepeaalolnxcs napeHTepasbHbIM nNyTem, MHPopmauma o cybbekTax obpalleHus
OOHOPCKOWM KpoBM U (MAM) ee KOMMOHEHTOB, B OTHOLWEHWW KOTOPbIX OCYLLECTBAAETCA KOHTPO/b
[AOHOPCKOW KPOBU U (MIN) ee KOMNOHEHTOB;

2) B pasgene xmmu4yeckoi, papmaLeBTMUEeCcKo U BMOIOrMYECKOlM AOKYMEHTALUN:

a) Kputepun 1 cnocobbl 0T6OpPa, TPAHCNOPTUPOBAHUA U XPaHEHUA AOHOPCKOWM KpoBu U (uaun) ee
KOMMNOHEHTOB;

6) pesynbTaTbl UccneaoBaHUn OTOBPAHHBIX 4OHOPCKON KPOBU U (MIM) NAa3Mbl KPOBM M MYNOB Ha
HanMune Bo3byauTenen UHPEKUUt, BKAOYAA WHPopmaumMio 06 MCNONMb30BAHHbLIX METoAMKaxX
nccnefoBaHWiA M B CAyYae MCCNeOO0BaHMA MyA0B NAa3mbl KPOBW pe3ynbTaTbl AOKYMEHTa/NbHOMO
noAteepXaeHua (BaaMaaumnmn) UCnob3oBaHHbIX METOAMK;

B) TEXHUYECKME XapaKTEPUCTUKM YNAKOBKMU AN 0TOOpa AOHOPCKOM KPOBM U (MK) NAa3mbl KPOBM,
BK/It0Yas MHPOPMaLMIO 06 MCNOIb30BaHHbIX PACTBOPAX aHTUKOArYNAHTOB.
(yacTb 15 BBEAeHa DenepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

16. KAMHMYECKME UcCnefoBaHNA NeKapCTBEHHOMO npenapaTta A8 MeAUUMHCKOrO NPUMEHEHUA B
Lensax ero rocyfapCTBEHHOW pernctpaumm npoBogATcs B Poccuitickolt depepauymn B nopagke,
yCTaHOB/IeHHOM cTaTbaMu 38 - 44 Hactosiwero ®depepanbHOro 3akoHa. OTYyeT O MPOBEAEHHbIX
MCCNe0BaHMAX BKIKOYAETCA B COCTaB Pasfenia KAMHUYECKON LOKYMEHTALMWU PErMCTPaLMOHHOIO AoCbe
Ha JIeKapCTBEHHbIN npenapaTt 4N MeAUUMHCKOTO NPUMeHeHUs. Jaa feKapcTBEHHbIX NpenapaToB A4S
MeAMLMHCKOrO TMNPUMEHEHWs, B OTHOLEHMM KOTOPbIX B pe3y/bTaTe 3KCMepTU3bl JOKYMEHTOB,
NpeacTaBNeHHbIX A OnpefeseHUs BO3MOMKHOCTM PAcCMATpMBaTb JIEKAPCTBEHHbIM npenapaTt Aans
MeAMLMHCKOro NMPUMEHEHUs B KayecTBe Op¢paHHOro JIEKapCTBEHHOTO NpenapaTa, Takas BO3MOXKHOCTb
NpM3HaHa M B OTHOLIEHWM KOTOPbIX NPOBEAEHbl KAMHWYECKME WCCNefO0BaHUA, BbIMOJHEHHbIE 3a
npegenammn Poccuiickoit depepaumm B COOTBETCTBMM C MpaBuMNamMm Hagsaexauwein nabopaTopHoi
NPaKkTUKM M NpaBuMAaMK HagafexKalwel KAMHUYECKOM NPaKTMKM, AOMYCKAEeTCA BK/IOYEHME B COCTaB
pasgena KAMHWYECKOM AOKYMEHTauMM BMECTO OTYeTa O pe3ynbTaTaX KAMHWYECKMX WCCaesoBaHuii
NleKapcTBeHHOTO Npenaparta 418 MeAULMHCKOro NpMMeHeHus, NpoBeaeHHbIX B Poccuitickoii ®eaepaumy,
oTyeTa O pe3ynbTaTax KAMHUYECKMX WCCNeAOBaHWA, BbIMOAHEHHbIX 3a npedenamu Poccuiickoit
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depgepaunn.
(yactb 16 BBeaeHa ®eaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-$3)

17. B cnyyae HenpeacTasB/ieHUA C 3aAB/IEHUEM O FOCYAapCTBEHHOM pPerncTpaumnm eKapcTBEHHOro
npenapara 41a MeAULMHCKOro NPUMEHEHUS AOKYMEHTOB, NOATBEPKAAOLWMX YNAATY rocyAapCTBEHHOM
MOLW/IMHbI M YKasaHHbIX B nNyHKTe 10 Yyact 2 HacToAWeM CcTaTbW, a TaKXKe BblAaBaeMblX
(npepoctaBnaembix) yNONHOMOYEHHbIMU  peaepanbHbIMU  OpraHaMn  UCMOJIHATENbHOW  BacTU
[OKYMEHTOB (CBefleHM), yKa3aHHbIX B NMyHKTax 3 n 4 yactu 4 Hactosiwein cTaTbM, YNOJHOMOYEHHbIN
denepanbHbIit OpraH MCMNONHUTENbHOM BNACTU 3anpallMBaeT yKasaHHble AOKYMEHTbl (cBeaeHus) B
nopsaKke mexxBegoMCTBEHHOIO MHPOPMALLMOHHOIO B3aMMOAENCTBUS.

(yacTb 17 B pea. PepepanbHOro 3akoHa ot 27.12.2019 N 478-03)

18. He ponyckaeTcs WCNonb3oBaHME B KOMMEPYECKMX Uenax uHOopmauum o pesynbratax
OOKNMHNYECKUX UCCNea0BaHMI 1eKaPCTBEHHbIX CPEACTB U KAMHUYECKUX UCCNeA0BAHNI NeKAaPCTBEHHbIX
npenapatoB AN MeAMUUHCKOrO NMPUMEHEHWs, NpeacTaB/ieHHOW 3anaBUTENEeM ANSA FOCyAapCTBEHHOM
pernctpauumn neKapcTBEHHOro npenapata, 6e3 ero cornacMa B Te4yeHMe LWeCTU fAeT C  Aathl
rocyapcTBEHHOM permctpaumm pedpepeHTHOro JIEKapCTBEHHOTO npenapata B Poccuiickoi ®eaepaumn.
(yacTb 18 BBeAeHa DeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

19. [lep:kaTenb Unu BAaLENEL, PEFMCTPALMOHHOIO YA0CTOBEPEHMA SIEKAaPCTBEHHOMO NpenapaTta Ha
6MOTEXHONOTMYECKUIA UM OPPaHHbIN EKAPCTBEHHbIM NpenapaT 065A3aH NpeaocTaB/iATb Ha BO3ME3AHOM
OCHOBe 06pa3Lbl pedpepeHTHOro IEKAapCTBEHHOMO NpenapaTta 3aaBUTENAM 414 NPOBEAEHNA KANHUYECKUX
nccnefoBaHuit. Ctommoctb ob6pasua pedepeHTHOro JIEKApPCTBEHHOrO MpenapaTta, BKAKOYEHHOTO B
nepeyeHb *KU3HEHHO HEOBXOANMBIX U BaXKHEWMLLMX JIEKaPCTBEHHbIX MPenapaToB, He A0JIKHa NPeBbIWaTh
3aPErncTPUPOBaHHYIO NPeaesibHY0 OTNYCKHYIO LeHYy Ha pedepeHTHbIN NeKapCTBEeHHbIM npenapaTt uau
LLeHY Ha JIeKapCTBEHHbIN NpenapaT B CTpaHe Npou3BoaAUTENS.

(yacTb 19 BBEAeHa denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

20. 3aABneHMe 0 rocyJapCTBEHHOM PErncTpaLLmMm BoCnponsBeseHHOro IEKAapPCTBEHHOrO NpenapaTta
AN MEAMUMHCKOTO NPUMEHEHUA MOXKET ObiTb MOAAHO B YNOJHOMOYEHHbIM deaepanbHblit opraH
WCNONHUTENbHOM  BNACTW, OCYLLECTBAAIOWMA  FOCYHAAPCTBEHHYIO  PErncTpaLmio  JIeKapCTBEHHbIX
npenapatoB, MO WCTEYEHUM 4YeTbipex /NeT C [aTbl FOCyAapCTBEHHOW perucrpauumn pedepeHTHOoro
JleKapcTBeHHOro npenapaTta B Poccuiickoin ®eaepaumm.
(yacTb 20 BBeaeHa PesepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

21. 3asBneHue O rocydapCTBEHHOW perucTtpaumm  6uoaHanorosoro (6uonomobHoro)
JleKapCcTBEHHOro npenapaTta (6uMoaHanora) moxeTt 6biTb NMOAAHO B YNOJIHOMOYEHHbIM deaepanbHbIn
OpraH MCMNOJMIHUTE/IbHOW BAACTM, OCYLLECTBASIOWMIN rOCYAapPCTBEHHYIO PErncTpaLuMio IeKapCTBEHHbIX
npenapaTtoB, MO WCTEYEHUM TpPex JNeT C p[aTbl FOCYAAPCTBEHHOW perucTpaummn pedepeHTHOro
JleKapcTBEHHOro npenapata B Poccuiickoit degepaumu.

(yacTb 21 BBeAeHa denepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

22. [leprKaTenb MAM BAaAenel, PerncTtpauMoHHOro yAOCTOBEPEHMA /IeKapCTBEHHOro npenapara
npeacTaBnAeT B YNOJAHOMOYEHHbIM deaepasibHbIit OpraH UCMNOMIHUTEIbHOM BNACTU, OCYLLECTBAAIOLMNI
$YHKUMM NO KOHTPOJIIO U Haa30py B chepe 34paBoOOXpaHEHMA, OTYET Mo pe3yabTaTam papmaKoHag3opa
OAMH pa3 B WWECTb MECALLEB B TeYEeHMe ABYX JIeT NOC/ae rocyAapCTBEHHOM perncTpaumnm NeKkapcTBeHHOro
npenapata B Poccuiickon Pegepaunn, exxerogqHo B TeYeHWe Nocaeayrolmnx Tpex NeT U B ganbHenwem
OAWH pas B NATb /EeT.

(yacTb 22 BBeaeHa PegepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

Cratba 19. MpuHATUE pelieHUA O BblAaye 3KCNEePTHOMY YUpeXKAeHUI0 3a4aH1UA Ha nposeaeHue
3KCNepTU3bl IEKAPCTBEHHOTrO CPeacTBa

(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. B TeyeHune pgecatm pa60l-w|x ,CI,HEI\;I CO OHA NPUHATUA 3aAB/IEHUA O FOCYAapCTBEHHOVI perncTtpauunm
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JIeKapCTBEHHOrO  npenapaTta  COOTBETCTBYHOWMIA  YyNOJHOMOYEHHbIM  degepanbHbii  OpraH
NCMNOJIHUTENbHOM BNACTM NPOBOAUT NPOBEPKY MOJIHOTbI, AOCTOBEPHOCTU M NPABUIbHOCTU 0bOPMIEHNA
NnpeAcTaBNeHHbIX AOKYMEHTOB PErMcTpauMOHHOrO AOCbe Ha JIeKApCTBEHHbIN MpenapaTt v NpuHUMMaeT
pelleHmre o Bblgaye 3a4aHuA Ha NpoBeaeHue:

1) aKcnepTU3bl AOKYMEHTOB, NPeACTaBAEHHbIX ANA onpeaeneHns BO3MOXKHOCTM paccMaTpuBaTb
JIeKapcTBEHHbIM MpenapaTt Ana MeAULMHCKOTrO MPUMEHEHUA MNPU OCYLLECTBAEHUU TOCYAapCTBEHHOM
pernctpauumn B Kayectse oppaHHOro 1IEKapCTBEHHOrO Npenapara;

2) 9KCNEPTU3bl IEKAPCTBEHHOIO CpeacTBa B HaCTU 3KCNEPTU3bl Ka4eCTBa NIEKAPCTBEHHOTIO CpeacTBa
M 3KCNEPTU3bl OTHOLWEHUA ommp,aemoﬁ NOJ1Ib3bl K BO3SMOXXHOMY PUCKY NMPUMEHEHUA NIEKAPCTBEHHOTO
npenaparta ana meaguumnHCKoro npumeHeHua,

3) aKCnepTM3bl NEKAPCTBEHHOMO CPEACTBA B YACTW SKCNEPTU3bI KauecTBa 1IEKAPCTBEHHOIO CPeacTBa
N 3KCMepTM3bl OTHOLUEHUS OXKMOAEMOW NO/b3bl K BO3MOXHOMY PUCKY MPUMEHEHMA NeKapCTBEHHOTO
npenapata Ans MeAUUMHCKOTO MPUMMEHEHMs B MOpsAAKEe YCKOPEHHOW npoueaypbl 3KCNepTusbl
JIeKapCTBEHHbIX CPeACTB B COOTBETCTBUM CO CTaTbel 26 HacToswero ®eaepanbHOro 3aKoHa;

4) 3KCnepTM3bl NIEKapCTBEHHOTO CPeAcTBa B OTHOLIEHUMM /IeKapCTBEHHOro npenapaTta A/
BETEPMHAPHOro NPUMEHEHMA.

2. YNONHOMOYEHHbIN deaepasnbHbl OpraH UCNOHUTENIbHOM B1AaCTU YBEAOMISET B 3/1€KTPOHHOM
dbopme nan Ha BymarKHOM HocUTeNe 3aABUTENA U SKCMepTHOE yypekaeHne O MPUHATOM pPeLleHUU o
BblAaye 3a4aHuWiA Ha NpoBeAeHUe IKCNepTU3, NpeayCMOTPEHHbIX YacTbio 1 HacToALen cTaTbk, U B Caydae
HeobXxo4MMOCTM O Bblfadye paspelleHns Ha BBO3 B Poccuiickyto Peaepaumio KOHKPETHON NapTuK, cepun
3aperncTpupoBaHHbIX U (MAKN) He3aperncTPUPoBaHHbIX /IeKAPCTBEHHbIX CpeacT8 Manm o6 OoTKase B
nposeAeHUM NPeayCMOTPEHHbIX 3KCMepPTM3 C yKasaHNeM NPUUYMH TaKoro 0TKasa.

3. B c/Ayyae BbIABAIGHUA OTCYTCTBUA WMAM HEAOCTOBEPHOCTM WHPOPMaLUK, codeprKallenca B
NpeAcTaB/NeHHbIX 3aaBUTENEeM AOKYMEHTaX, YNOJHOMOYEHHbIA deaepasbHblii opraH UCNOJIHUTENbHOM
BNACTM HanpaBAseT 3afBUTEN0 3anpoc 06 YyTOYHeHUW 3Tol WMHbopmaumun (ganee - 3anpoc
YNOJIHOMOYEHHOTO peaepasbHOro opraHa UCMNOJIHATENbHOM BNACTW), KOTOPbIA MOXET bbiTb nNepeaaH
YNOJIHOMOYEHHOMY NPEeACTaBUTENIO 3aABUTENSA IMYHO MO, PACTUCKy, HanpaB/ieH Mo NnoyTe 3aKasHbIiM
NMUCbMOM MU NepesaH B 3/1EKTPOHHON dopmMe Mo TeNIEKOMMYHUKALMOHHbIM KaHanam cBasu. B caydyae
HanpaB/ieHMs 3anpoca YMNOJHOMOYEHHOro ¢efepasbHOro opraHa WUCMOJHUTENIbHOW BAACTM Mo nouyte
3dKa3HbiIM MUCbMOM OH CYMTaETCA NOJIyYeHHbIM MO UCTEYEeHUU LWecCTn p,Heﬁ C [0aTbl HanpasaeHuA
3aKa3Horo nucbma.

4. 3asButenb obasaH npeactaBuTb OTBET Ha 3anpocC YynoJIHOMOYEHHOro d)ep,epaanoro OpraHa
WCMNOJIHUTENIbHOM BNacTu B CpPOK, He I'lpeBbILLIaIOUJ,Mﬁ AeBAHOCTa pa6oqu ,a,Heﬁ CO AHA ero nony4vyeHwuA.
CpOK, yKa3aHHbIVI B yactn 1 HaCTOHLLI,Eﬁ CTaTbWn, NPUOCTaHaB/INBAETCA CO AHA HanpaBaeHUA 3aABUTEN IO
3anpoca ynoJHOMO4YeHHOro d)e,u,epaanoro OpraHa WCMNOJIHUTENIbHOM BAacCTU A0 AHA nonyyvyeHuna mMm
COOTBETCTBYHOLLEIO OTBETA.

5. OcHoBaHMem gnAa OTKasa B OpraHn3saunmn akcnepTn3, npegyCcMoTpeHHbIX 4aCTbio 1 HaCTOFiU.LEVI
CTaTbWn, ABAAETCA NpeacrtaB/ieHue HeO6XO,CI,MMbIX ana nposeaeHUA npeayCMoOTPEHHbBIX 3KCNepTus
AOKYMEHTOB B HEMOJ/IHOM obbeme nam HenpeacraBieHMe 3aABUTeNneEM B YCTaHOBHEHHbIﬁ CPOK OTBETA Ha
3anpocC ynoJIHOMO4Y€eHHOro d)ep,epaanoro OpraHa NCNONHUTENbHOM BNaCTU, a TaKXe npeacrasaeHue
AOKYMEHTOB, HE CoAepXalWnx ncHepnbiBakoLWero nepe4vyHAa H806X0,CI,I/IMbIX CBe,EI,eHVIl‘/JI.

6. MNpn OoTKase B OpraHM3aLMM 3KCNEpPTU3bl, NPEeSYCMOTPEHHON MyHKTOM 4 yacTn 1 HacTosweln
CTaTbW, AOKYMEHTbI, BXOAALLME B COCTaB PErnCTPaLMOHHOIO AOCbe Ha JIEKapCTBEHHbIM npenapaT aaA
BETEPUHAPHOrO MPUMEHEHMA, MOTyT BbiTb BO3BPALLEHbI 3aABMUTE/N0 HAa OCHOBAHUM €ro NMMUCbMEHHOrO
3anpoca, HanpaBAEHHOro B YNOJHOMOYEHHbIM dpeaepanbHblit opraH UCMOAHUTENBHON BAACTU B TeueHune
TpnAuaTM pabounx gHel co AHA NPUHATUA YNOAHOMOUYEHHbIM deaepanbHbiM OpraHoM UCNOHUTEIbHOM



B/1AaCTU pelleHna 06 0TKase B OpraHM3aLmnm TakoM aKCnepTu3bl. YNOJHOMOYEHHbIN ¢eaepanbHbli opraH
WCNOJIHUTENbHOW BAACTM BO3BPALLAET 3aABUTENIO YKa3aHHble AOKYMEHTbl B TeYeHue aecAT paboumx
OHeN co AHA NoMlyYeHUsA COOTBETCTBYHOLLENO 3aMpoca 3aaBUTENA.

(yacTb 6 BBeaeHa PeaepanbHbiMm 3aKkoHOM oT 02.08.2019 N 297-03)

Cratba 20. JKcnepTusa A[OKYMEHTOB, MNPEeACTAB/eHHbIX ANA OnpeAeneHUA BO3MOXHOCTU
paccmaTpuBaTb JIEKAPCTBEHHDbIM npenapaTt AnAa MeAULMHCKOro NMPUMEHEHUA Npu OCYyLLEeCcTB/IeHUU
rocyAapCcTBeHHO perucTpaumm B Kauectse opgpaHHOro IeKapcTBEHHOro Npenapara

(B peq. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. OKcnepTn3a AOKYMEHTOB, NpeacTaBAeHHbIX ANA onpeaeneHnMAa BO3MOXKHOCTM pacCcMaTpuBaTb
JIeKapCTBEHHbIM NpenapaTt Aaa MeAUUMHCKOro NMPUMEHEHMUA MNPWU OCYLLECTBJAEHUN TOCYAapPCTBEHHOM
pernctpaunmn B Kayectse oppaHHOro SIeKapCTBEHHOrO NpenapaTta, CoCTaB/leHMe KOMMUCCUMEN 3KCnepToB
3aK/IIOYEHMA O BO3MOMKHOCTM MU HEBO3MOXKHOCTM pPACCMaTpPUBaATb NEKAPCTBEHHbIM npenapat and
MeaNLMHCKOro NPUMEHEHMA NPU OCYLLECTBAEHUN rOCYAAaPCTBEHHOM PErNCTPALLMM B KadecTBe opdaHHOro
NIeKapCTBEHHOrO NpenapaTta W Hanpas/ieHNe AAHHOrO 3aKAYeHUA B YNOJHOMOYEHHbIN deaepasbHbIi
OpraH UCMOJIHUTENbHOM BIAaCTU OCYLLECTBASAIOTCA B CPOK, HE NPEBbIWAaloWMI TpuauaTn paboumx aHen co
OHA MONYYeHUA SKCNEePTHbIM ydpeXxaeHMem 3a[aHuMA YNnoaHOMOYeHHOro d¢eaepanbHOro opraHa
WUCNONIHUTENbHON BNACTU W B 3NEKTPOHHON dopMe MAM Ha BymarKHbIX HOCUTENsX HeobxoAuMbIX
OOKYMEHTOB, YKa3aHHbIX B NyHKTax 1,2, 5,6, 10 yactn 4 n 8 yactn 7 ctatbm 18 HacToAwero PegepanbHoro
3aKOHa.

2. [JOKyMeHTbI, CoAaepiKalimecs B PErucTPaLMOHHOM [OCbe Ha JIeKapCTBEHHbIV Mnpenapat U
NOCTYNMBLUME HA BYMaXKHbIX HOCUTE/IAX B SKCNEPTHOE yupeKaeHNe AN OCYLLECTBIEHUSA UX SKCNepTU3bl
ONA  onpefeseHns BO3MOMHOCTM PacCMaTPMBaTb JIEKAPCTBEHHbLIM NpenapaTt Ada MeAUUMHCKOTo
NPMMeEHEHWUA B KadyecTBe OpdaHHOrO JIeKapCTBEHHOro MpenapaTta, MoANEeXKaT BO3BPATy B
YNOJHOMOYEHHbIN denepanbHbli OpraH WUCNONHUTENbHON B/IACTM OLHOBPEMEHHO C 3aKAHYEHUAMMU
COOTBETCTBYIOLLMX IKCMEPTUS.

Cratba 21. PeweHuMe O BO3MOMKHOCTM PACCMATPUBATb JIEKAPCTBEHHbIM npenapaT npu
OCYLLLECTB/IEHMM FOCYAaPCTBEHHOM perncTpaumm B Kauectse oppaHHOro JIeKapcTBEHHOro npenapara
(B pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. B cpoK, He NpeBbIWAOWMiA NATU Pabounx AHel co AHA NONYYEHUA 3aKAIOUYEHUSA, YKAa3aHHOTO B
yactm 1 cratbm 20 HactoAwero PeaepanbHOro 3aKoHa, YNOJHOMOYEHHbINM ¢deaepanbHbiii OopraH
WCMNONHUTENBHOW BNAcCTU OCYLLECTBAAET OLEHKY MNOJIYYEHHOro 3aKNOYeHWAa ANA OonpeaesneHus ero
COOTBETCTBMA 3aJaHWIO Ha NPOBeAeHMe COOTBETCTBYIOWEN 3KCNepTU3bl U yBeAoOMAAET 3aaBuTeNa B
3NIeKTPOHHOM dopme MAM Ha OymaxkHOM HOcCUTeNe O pesy/abTaTax NPOBEAEHHON 3KcnepTusbl C
NPUNONKEHNEM KOTIMW IKCNEPTHOTO 3aKA0YEHUA (C COXpaHEHNEM KOHPUAEHLMANBHOCTU MHGOPMALLMM O
COCTaBe 3KCMEepPTHOM KOMUCCUM) U O BOSMOMKHOCTU UM HEBO3MOXKHOCTU PACCMATPMBATb JIEKAPCTBEHHbIN
npenapat Ans MegUUMHCKOrO NMPUMEHEHMA MPU OCYLLECTBJEHMU TOCYLAPCTBEHHOW perncrpaumu B
KayecTBe opdaHHOro IEKapCTBEHHOTO Npenapara.

2. MNpu BbIHECEHWM KOMMUCCMEN 3SKCMEPTOB 3aKNOYEHUA O BO3MOMKHOCTM PACCMaTPUBATb
NeKapCTBEHHbIM NpenapaT Aaa MeAWUMHCKOTO NPUMEHEHUA MpPU OCYLLECTBJIEHUU FOCYAapCTBEHHOM
pernctpauunm B Kayectse opdpaHHOro IeKapCTBEHHOro NpenapaTa ynoJAHOMOYEHHbIM deaepanbHbliii opraH
MCMNONHUTENBHOW BAACcTU B CPOK, HE NpPeBblllaOWMIiA NATU paboumx AHel Co AHA NONYyYEeHUA AAHHOTO
3aKNIOYEHUA, MPUHMMAET pelleHne O Bblgaye 3aJaHuAa Ha NpoBeAeHME 3SKCNepTM3bl KadyecTsa
NeKapCcTBEHHOTO CPEeACTBA M JKCNEPTM3bl OTHOLIEHWA OXWMAAEMOMN MNO/b3bl K BO3MOMHOMY PUCKY
NPMMEHEHMA NIeKapCTBEHHOro npenapaTta ANs MeAWMUMHCKOTO MPUMMEHEHMA B MOPAAKE YCKOPEHHOM
npoueaypbl 3KCMepTM3bl NEeKapCTBEHHOTO CPeAcTBa B COOTBETCTBMM CO CTaTbel 26 HacTosuLero
denepanbHOro 3akoHa.

3. B ciyyae NpUHATUA pelleHna O HEBO3MOXHOCTU paccmMaTpMBaTh JIeKapCTBEHHbIN npenapar gna
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MEANUMHCKOTO NPUMEHEHUs MNpW  TOCYAAPCTBEHHOM  perucTpaumm B KadectBe opdaHHOro
NIeKapCTBEHHOIO MpenapaTa YNOAHOMOYEHHbIN ¢enepanbHbli  OpraH  WUCMNOJHUTENbHOW  BNACTU
npekpaLwaeT npoLeaypy rocy4apCTBEHHOM PerncTpaLLmMmn N1eKapcTBEHHOMO NpenapaTta. 3aaBUTENb BNpaBe
06paTUTLCA B PErUCTPUPYHOLWNIA OpraH C 3asiBJEHMEM O FOCY[APCTBEHHOW PErncTpaummn yKasaHHOro
JIeKapCTBEHHOIO NpenapaTa B COOTBETCTBMM €O cTaTbel 18 HacToAwero PesepasbHOro 3aKoHa.

Cratbsa 22. YTpatuna cuny c 1 uions 2015 roga. - PeaepanbHbiii 3aKoH oT 22.12.2014 N 429-93.

Cratba 23. 3KcnepTtusa KauyecTBa JIEKAPCTBEHHOrO CpPeAcCTBa M IKCNEpPTU3a OTHOLUEHMA
OXXMAAEeMOI nNonb3bl K BO3MOXKHOMY PUCKY NPUMEHEHMA JNIeKapCTBeHHOro npenapata Anaa
MeAULMHCKOTo NpUMeHeHUs

(8 pea. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. 3KCI'IepTM3a Ka4eCTBa /1IeKapCTBEHHOIO CpeacTBa N 3KCNEPTU3a OTHOLWEHNA omm,u,aemoﬁ NoNb3bl
K BO3MOXHOMY PUCKY NPUMEHEHUNA NEKAPCTBEHHOrNO npenapata Ana MeanunHCKOro npumeHeHuA,
COCTaB/ieHMe KOMUCCMAMU 3ISKCNePTOB 3aK/NOYEHMA MO pe3ynbrtataM nNpoBeAEHHbIX 3KCNEPTU3 U
Hanpas/ieHne 3TUX 3aKNO4EHUN B yI'IOI'IHOMO‘-IeHHbIﬁ cbep,epaanblﬁ opraH MCMNONHUTENIbHOM BNAaCTU
OCYyLWLECTBNIAKOTCA B CPOK, He I'IpEBbILLI3I-OLLI,MVI CTa AecAatun pa60\mx ,[],HEVI CO OHA NOoNy4YeHUA SKCNEPTHbIM
yypexageHnem CoOoTBETCTBYHOLWENo 3a4aHNA YNOZTHOMOYEHHOIoO d)ep,epaanoro OpraHa NCNONTHUTENbHOM
BN1aCctu 1 HEO6XOAMMbIX AOKYMEHTOB B 3!'Ie|-(TpOHHOIZ d)opme NN Ha 6yMa)KHbIX HOCUTenax.

KoHcynbTaHTlAKOC: NpumeyaHue.

Mo 3aasneHuto, nogaHHomy B MuH3gpas Poccun go 11.04.2022, npn HEBO3MOXKHOCTU NPOBEeAEHUA
SKCMepTM3bl KayecTBa /IEKAapPCTBEHHbIX CPeACTB B JKCMEPTHOM y4vpexaeHUW, [OMnyCKaeTcA ee
npoBeseHMe MOCPeACTBOM AUCTAaHLMOHHOIO B3aMMOAEWNCTBMA, MOPAAOK M GOpPMbl KOTOPOTO
onpeaensitoTcs 3KCMEePTHbIM YYpPEXKAEHMEM MO COrlacoBaHUio ¢ 3aaBuTenamu (MoctaHoBneHUe
Mpasutensbctea PP ot 05.04.2022 N 593).

2. B TeyeHWe peBaAHOCTa AHEN CO AHA NOJIYYEHUA pelleHMs ynoJHOMo4YeHHoro depepanbHOro
opraHa MCNOJIHUTENbHOM BAAcTU O MPOBEAEHMMU IKCMEPTM3, NPEAYCMOTPEHHbIX YacTbio 1 HacTosAuien
CTaTbW, 3aABUTE/Nb NPEACTaBAAET B 3KCMEPTHOE YUYPEeKAeHMe ANA NPoBeAeHMA 3KCMepTU3bl KayecTsa
NeKapcTBEHHOTO cpeacTBa 06pasubl JIeKapCTBEHHOro npenapaTta A4a MeAMUMHCKOTO MPUMEHEHMS,
NPOM3BEAEHHOTO B COOTBETCTBUM C TPEOOBAHUAMM OMbITHO-NPOMbILAEHHOIO U (UMW) NPOMbILNEHHOTO
PernamMeHTOB, YTBEPXKAEHHbIX PYKOBOAMTE/NEM MPOU3BOAMUTENSA JIEKAPCTBEHHbIX CPEACTB, a TaKKe B
COOTBETCTBYHOLMX C/Iy4anx obpasLbl papmaLeBTUYECKON CyOCTaHLMM, TECT-LUTAMMA MUKPOOPraHU3MOB,
KY/ZIbTYpPbl KNETOK, 06pasLibl BELLECTB, MPUMEHAEMbIX AJ/1 KOHTPO/IS KAYecTBa IEKAaPCTBEHHOTO CPeACTBa
MyTEM CPABHEHUA C HUMWU UCCNELYEMOTO IEKAPCTBEHHOTO CPEACTBA, B KOANYECTBAX, HEOOXOAMMBIX A5
BOCMPOU3BELEHNA METOLOB KOHTPO/IA KayecTsa.

3. Mpu nonyyeHur o6pasLLOB JleKAapPCTBEHHOTO Mpenapata U ¢apmaLeBTUYEeCcKoW cybcTaHuum
3KCMEPTHOE yuyperKAeHWe BblAAEeT 3aABUTEN0 LOKYMEHT, MOATBEPXKAAMOWMI MNOSyYeHUe YKasaHHbIX
06pasLOB, 1 B CPOK, He NpeBbIWaoLWMi Tpex pabounx gHel, yBeAOMASAET B 9NEKTPOHHOM dpopme naun Ha
6yMarKHOM HocuTesie 06 3TOM YNOHOMOYEHHbIN deaepanbHblii OpraH UCMOAHUTENBHOW BNACTMY.

4, YKasaHHble B YacTax 2 1 3 HacToALWel CTaTbM CPOK A41A NpeacTaBieHna 3aasuTesem obpasuos
NeKapcTBeHHOro npenapata M ¢apmaleBTMYECKOM CybCTaHUMM W CPOK YBEAOMAEHMA 3KCNepTHbIM
yupexgeHmem o6 3Tom Ha 6ymMarKHOM HocuTene YMNoJAHOMOYEHHOro ¢deaepanbHOro opraHa
MCMNONHUTENBHOW BNACTM He BK/IOYAKOTCA B CPOK NPOBEAEHUA SKCNEePTM3, NPeayCMOTPEHHbIX YacTbio 1
HacToALLEeN CTaTbM.

5. [JOKYMeHTbl, MOCTYMMBLUME B 3KCMEPTHOE YYPEXKAEHME A1 MNPOBEAEHUA 3SKCMepTus,
NpeaycMOTPEHHbIX YacTblo 1 HACTOSALLENM CTaTbK, NOAJ/IEXKaT BO3BPATY B YNOJHOMOYEHHbIV dpesepasbHblii
OpraH WCMONHWUTENbHOW BAACTU OLHOBPEMEHHO C 3aK/OYEHUAMM, MOJYYEHHBIMKM MO pesynbTaTam
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COOTBETCTBYHOLWNX 3KCNEPTUS.

Cratba 24. 3Kcnepm3a KayectBa J/1IeKAapCTBEHHOrro cpeacrtea WU 3KCNepTusa OTHOWEeHUA
O)KVIAGEMOﬁ noJib3bl K BO3MOXHOMY PUCKY NOpUuMeHeHUA NEeKapCTBEHHOro npenaparta Ana
BeTepUHaApPHOro npumeHeHua

1. OKcnepTU3a KayecTBa JIeKapCTBEHHOMO CPEACTBA U SKCNEPTM3A OTHOLIEHMA OXKUAAEMOM NO/b3bI
K BO3MOHOMY PUCKY MPUMEHEHMA NIeKapCTBEHHOrO MnpenapaTta A/l1A BETEPMHAPHOro MPUMEHEHMUS,
COCTaB/IEHME KOMMUCCUSAMM 3SKCMEPTOB 3aKAOYEHWI NO pe3ysbTaTaM YKa3aHHbIX 3KCNepTu3 MU
HanpaB/ieHWEe TAKUX 3aK/OYEHUIN B YNONHOMOYEHHbIN peaepanbHbli OpraH UCNONHUTENBHOM BNACTU
OCYLLECTBAAOTCA B CPOK, HE NPEBbLIWAOLWLMIA CTa AECATU Paboumx AHEN CO AHA NOYYEHWUA SKCNEPTHLIM
yuperKaeHMemM 3a4aHuA  YyNoAHOMOYEHHOro ¢denepasbHOro OpraHa WCNOAHUTENIbHOM BNacTM C
OOKYMeHTaMM, YKa3aHHbIMM B YacTu 3 cTaTbk 17 HacToawero PenepasbHOro 3akoHa.
(8 pea. PegepanbHbix 3aKkoHOB 0T 22.10.2014 N 313-93, o1 13.07.2015 N 241-3)

2. B TeuyeHwe TpuMauatM paboumx AHeM CcO AHA MNONYYEHMA pelleHUs YNoJHOMOYEHHOro
desepanbHOro opraHa UCNOIHUTENbHOM BNACTU O NPOBeAEeHUM YKa3aHHbIX B 4acTu 1 HacTosALel cTaTby
3KCMNepTU3 3aABMTEIb NPEACTABAAET B IKCNEPTHOE yYpeKaeHune A1a NPoBeAeHNA SKCNepTU3bl KayecTsa
JIeKapCTBEHHOrO cpeacTBa 06pasubl JIeKapCTBEHHOrO npenapata AA BeTepMHAPHOro NpPUMEHEeHMUs,
NPOW3BEAEHHOTO B COOTBETCTBUM C TPEOBOBAHUAMMU TEXHOJIOTMYECKUX PErNaMEHTOB, YTBEPXKAEHHbIX
pyKoBOAMUTENIEM MPOM3BOAUTENSA JIEKAPCTBEHHbIX CPEACTB, a TaKKe B COOTBETCTBYIOLMX Cy4Yaax TecT-
LWUTAaMMbl MUKPOOPraHU3MOB, Ky/bTypbl KAETOK, 06pasubl papmaueBTnyeckon cybctaHumm, obpasLbl
BELeCcTB, MPUMEHAEeMble O/ KOHTPO/A KayecTBa JIEKAapCTBEHHOIO CPeAcTBa, B KOJIMYECTBaX,
HeobxoAMMbIX ANs BOCNPOU3BEAEHUSA METOA0B KOHTPO/IA KayecTsa.

(8 pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-93)

3. Mpu nonyvyeHnn o6pasuyOB NEKAapCTBEHHOroO npenapata U dapmaueBTUYecKon cybcTaHumm
3KCNepTHOe yYpexaeHWe BblLaeT 3aABUTENO AOKYMEHT, NOATBEPKAAIOWMNA NONyYeHUE YKasaHHbIX
06pa3L0oB, 1 B CPOK, HE NPEBLILIAIOLLMIA TpeX pabounx gHeN, yBeAOMAAET B TUCbMEHHOM popme 06 3Tom
YNONHOMOYEHHbIN deaepanbHbliA OpraH UCMONHUTEIbHOM BAACTH.

4. Cpok pgna npeacTaBneHus 3asBuTenem 06pa3uOB  JIEKAPCTBEHHOrO Mpenapata W
dapmaLeBTUYECKOW CyBCTaHUMM UM CPOK YBEAOMIEHUS 3KCMEPTHbIM yupexaeHuem o6 3Tom B
nMcbMeHHoN Gopme ynosaHomoueHHoro denepanbHOro opraHa UCNONHUTENbHOW BAACTK, YKa3aHHbIe B
YyacTAX 2 U 3 HACTOALLEN CTaTbM, HE BK/IOYAIOTCA B CPOK MPOBEAEHUA YKasaHHbIX B YacTh 1 HacToAwen
CTaTbM 3KCMepTH3.

5. JOKyMeHTbl, NOCTYNMBLUME B IKCMEPTHOE yUYperKAeHNE A4 NPOBeneHUsA YKasaHHbIX B Yactn 1
HacToAWEN CTaTbU 3KCMEPTWU3, NOANENKAT BO3BPATY B YMNOJHOMOYEHHbIM denepanbHbI opraH
WCNOJIHUTENbHOM BNACTU OAHOBPEMEHHO C 3aK/IF0YEHUAMM MO Pe3y/IbTaTaM yKa3aHHbIX SKCNepTUs.

CtaTtba 25. MoBTOPHOE NPOBeAEHNE IKCNEPTU3bI IEKAPCTBEHHBIX CPeaCTB
(8 pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. B cnyyasax HeaoCTaTOYHOM 060CHOBAHHOCTM MM HEMOIHOTbI 3aK/H0YEHNA KOMUCCUUM SKCMEpPTOB.,
HanUuMA B HeM MPOTUBOPEUYMBLIX AaHHbIX, panbCUPUKaLMM BbIBOAOB SKCMEPTU3bl NEKAPCTBEHHOIO
CpefcTBa, COKPbITMA OT YNOJIHOMOYEHHOro pesepanbHOro opraHa UCNOMHUTENbHOW BAACTM OCHOBaHUIA
ONA OTBOAA 3KCMepTa BC/AEACTBME €ro 3auMHTepPecoBaHHOCTM B  pes3y/ibTaTaXx COOTBETCTBYIOLLEN
3KCNepTU3sbl, HAIMUYNA AaHHbIX O NPAMOM NGB0 KOCBEHHOM BMeLLIaTe/IbCTBE B MPOLLECC COOTBETCTBYIOLEN
3KCNepTusbl NL, He y4aCcTBYIOLINX B ee MPOBeaeHUM, HO OKa3aBLIMUX BMAHME HA NPOLECC U Pe3y/bTaTbl
ee npoBeAeHUs, YNnoJHOMOYEHHbIM deaepasbHbIM OpPraHOM MCNONHUTENbHOW BAAacTU Ha3Havaetcs
NOBTOPHAA 3KCNepTU3a IeKapCTBEHHOrO CPeacTBa U (MK) STUYECKas 3KCnepTM3a.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. nOBTOpHaﬂ 9KCNepTn3a NeKapCTBeHHOro cpeacrtea nNpoBoAnUTCA C YHYETOM pPe3y/1bTaTOB paHee


https://login.consultant.ru/link/?req=doc&base=RZR&n=170097&dst=100012
https://login.consultant.ru/link/?req=doc&base=RZR&n=182628&dst=100022
https://login.consultant.ru/link/?req=doc&base=RZR&n=330696&dst=100052
https://login.consultant.ru/link/?req=doc&base=RZR&n=342016&dst=100403
https://login.consultant.ru/link/?req=doc&base=RZR&n=342016&dst=100405

NnpoBeZleHHON 3KCNepTU3bl B CPOK, YCTaHOB/EHHbIA YMNOJHOMOYEHHbIM deaepanbHbiM OpraHoOMm
WCMOJIHUTE/IbHOM BNACTM U HE NpeBbIWatoWmnii TpMaLaTn paboumx gHen co AHA NOYYeHMA SKCNEePTHbLIM
yupexgeHmem 3a4aHNA Ha NPOBeAEHME NOBTOPHOM 3KCNEPTM3bl IEKAPCTBEHHOIO CPEACTBA.

(B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3. ®unHaHcoBoe obecrneyeHue BbINONHEHMA 3a4aHMA Ha NpoBeAeHWe MOBTOPHOW 3KCMEpPTM3bI
JIeKapCTBEHHOTO CpeaCcTBa He OCYLLEeCcTBAAETCA.
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

Cratba 26. YCKOpeHHasn npoueaypa SKCnepTusbl IeKapCTBEHHbIX CPeacTB

1. YcKkopeHHasa npoueaypa 3KCNepTU3bl JIeKapCTBEHHbIX CPeACTB B LeNsX rocyaapcTseHHoM
perucTpaunmn NieKapcTBeHHbIX MNpenapaToB MPUMEHAETCA B OTHOLWEHUN opdaHHbIX NeKapCTBEHHbIX
npenapaTtoBs, NepBbIX TPEX SieKapCTBEHHbIX NpenapaTos, pernctpupyembix B Poccuiickoih deaepaunn B
KayecTBe BOCMPOU3BEAEHHbIX /NIeKapCTBEHHbIX Mpenapatos, oYepeAHOCTb KOTOPbIX onpeaensercs B
COOTBETCTBMM C HOMEPOM U AaTON BXOAAWMX 3aABAEHUIA O rOCyAapCTBEHHOW perncrpaumm
NIeKapCTBEHHbIX MPenapatoB B pamKax OAHOMO MeXAyHapoAHOro HenaTeHTOBaHHOrO HaMmeHoBaHMA
NleKapCTBEHHOro npenapata WAM TPYNNMPOBOYHONO HaUMEHOBAaHWA NeKapcTBEHHOro mnpenapara,
NIeKapCTBEHHbIX MpenapaTtoB AN BETEPUHAPHOro MNPUMEHEHUA, NpeAHasHaYyeHHbIX A8 JeyeHus
AOMaLLHWNX YXUBOTHbIX, onpeaeneHHbix PegepanbHbim 3aKOHOM OT 27 aekabpa 2018 roaa N 498-d3 "06
OTBETCTBEHHOM 0DOPALLEHUMU C KUBOTHBIMU U O BHECEHUN U3MEHEHUI B OTAE/bHbIE 3aKOHOAATe/IbHble
aKTbl Poccuiickoli ®eaepaumun”, 1 3aperucTpMpoBaHHbIX B KayecTBe JIEKaPCTBEHHbIX NpPenapaTtoB gns
MEOULNHCKOTO NPUMEHEHMUA, U NNIEKAPCTBEHHbIX NPenapaTos, NpeaHa3HaYeHHbIX UCKAOYUTENBHO AN
npMMeHeHUA HecoBepLIEeHHONETHUMM rpaXKaaHamu.

(8 pen. PenepanbHbix 3aKkoHOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-d3, ot 28.04.2023 N 171-
®3)

2. YcKopeHHaa npouefypa 3KCNepTusbl JeKapCTBEHHbIX CPEACTB B LEAAX roCyAapCTBEHHOM
perncTpaunmn NeKapcTBEHHbIX MPENapaToB He NPUMEHAETCA B OTHOLLIEHWUN:

1) 6uoaHanorosbix (6MoONOA06HbIX) NEKAPCTBEHHbIX NpenapaTos (buoaHanoros);

2) pedepeHTHbIX fleKapCTBEHHbIX MpenapaToB (3a MCKAYeHMEM OpdaHHbIX /IeKapCTBEHHbIX
npenapartos);

KoHcynbTaHTlAOC: NpumeyaHue.

0o 01.09.2023 poCCUMMUCKMM MNPOM3BOAUTENAM JIEKAPCTBEHHbIX MPENnapaTtoB A/l BETEPUHAPHOrO
NPMMeHeHMA paspeLleHo NoAaBaTh PErmcTpaLMoHHOE A0Cbe MO YCKOPEHHOM npoueaype 6e3 yyeta
TpeboBaHMii N. 3 4. 2 cT. 26 (MocTtaHoBneHue Mpasutenbctea PO ot 12.03.2022 N 353).

3) BOCMpOM3BEAEHHbIX /NIeKAPCTBEHHbIX MpenapaTtoB (3a UCKAOYEHWMEM MNepBbIX Tpex
pernctpupyemsblix B Poccuiickon deaepalmm B KauecTse BOCNPOU3BEAEHHbIX JIEKAPCTBEHHbIX MpenapaTos
M NIeKapCTBEHHbIX  NpenapatoB, NpeAHasHauYeHHbIX  WUCKAUUTENbHO  ANA  NPUMEHEHUs
HECOBEpPLUEHHONETHUMM FpaKkAaHamM, a TaKXKe JIeKapCTBEHHbIX NpenapaTos, NpeaHasHayYeHHbIX A
JleyeHna 4OMALLHMX *KMBOTHbIX, onpegeneHHbix PegepanbHbiM 3aKOHOM OT 27 aekabpsa 2018 roga N 498-
®3 "O6 oTBeTcTBEHHOM OOpaLLEHUN C KMBOTHBIMM W O BHECEHUW U3IMEHEHUN B OTAE/IbHblEe
3aKoHoAaTesnbHble aKTbl Poccuitickoit Pegepaumn’, n 3aperncTpMpoBaHHbIX B KAYECTBE JIEKAPCTBEHHbIX
npenapaTtos AN MeAULMHCKOro NPpUMEHEHUS);

(B pen. PegepanbHoro 3akoHa ot 28.04.2023 N 171-93)

4) HOBbIX KOMBWHALWMIA 3aPErMCTPUPOBAHHBIX PaHee IeKapPCTBEHHbIX MPEnapaTos;

5) NekapcTBEHHbIX NpPenapaToB, 3apPerncTPMpPOBaHHbLIX pPaHee, HO MPOU3BEAEHHbIX B APYrux
NeKkapcTBeHHbIX popmax B COOTBETCTBMU C NepedyHEeM HaMMEHOBAHUI NeKapCTBEHHbIX GOpPM 1 B HOBOM
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[03UPOBKeE;

6) NneKkapcTBeHHbIX NpenapaToB A1 MeANUNHCKOTO NPUMEHEHUs, Tocy4apCTBEHHAn perucrpaums
KOTOPbIX OTMEHEHA, NPU UX PEFUCTPALUMN B KAYeCTBE IEKAPCTBEHHbIX NPEenapaToB A4 BETEPUHAPHOTO
NpPUMeHeHMS.

(n. 6 BBeaeH depepanbHbiM 3aKoHOM OT 28.04.2023 N 171-d3)
(yacTtb 2 B pea. PegepanbHoOro 3akoHa oT 22.12.2014 N 429-93)

3. YckopeHHaa npoueaypa 3KCNEepTU3bl NEKAPCTBEHHbIX CPeacTB MPOBOAMTCA MO peLleHUto
COOTBETCTBYHOLLETO YNOJHOMOYEHHOTO dpesepanbHOro opraHa UCNOJHUTENbHON BAACTM Ha OCHOBAHUMU
3aABNEHMA 33ABUTENA B CPOK, HE MPEBLIWAOLNIA BOCbMUAECATU paboumx gHew. MNpn 3Tom 3KcnepTusa
OOKYMEHTOB, COAEPMKALLUMXCA B PErMCTPALMOHHOM AOCbe Ha JIEKAPCTBEHHbIM npenapaTt, NPoBOAMUTCA B
CPOK, He MpeBbIWAOWMIN AecaTn paboumx AHEN, 3KCnepTU3a KayecTBa JIEKAPCTBEHHOrO cpencTsa U
3KCnepTn3a OTHOLWEHMUA OXWAAEMOW MOJSb3bl K BO3MOMKHOMY PUCKY MPUMEHEHUA JIEKAPCTBEHHOTO
npenapaTta NpPoBOAATCA B CPOK, HE MPEBbIWAOLWNIA WecTUAeCATU pabounx gHeN.

(yacTb 3 B peq. denepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3.1. B oTHOWEHNM OpPaHHbIX IEKAPCTBEHHbIX NPenapaToB MOryT ObiTb NPeACTaBAEHbl Pe3y/bTaThbl
OOKNIMHNYECKUX UCCNef0BaHUIA NEKAPCTBEHHbIX CPEACTB U KNMHUYECKUX UCCAeA0BaHUIA NTEKAPCTBEHHbIX
npenapaTos 4158 MeAMULMHCKOro NPUMEHEHMA, BbINONHEHHbIX 32 Npegenammn Poccuiickon ®epepaumm B
COOTBETCTBMM C MpPaBUAaMWU Hagnexaweln nabopaTopHOM MPaAKTUKM M MpaBuaamMn  HagnexKauwen
KAMHUYECKOM NMPaKTUKN.

(yacTb 3.1 BBeaeHa deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3)

4. YcKopeHHaa npoueaypa 3KCNepTM3bl NEKApPCTBEHHbLIX CPEeACTB NPOBOAMUTCA B MNOPAAKE,
yCTaHOB/IEHHOM cTaTbaMM 17 - 20, 23 1 24 HacToswero ®eaepasbHOro 3aKOHa, U HE 03HAYaET CHUMKEHMSA
TpeboBaHMIt K 6€30NacHOCTU, KAaYecTBY M 3GPEKTUBHOCTM IEKAPCTBEHHbBIX NPenapaTos.

CraTbA 27. PeweHue 0 rocyAapCTBEHHOM perucTpaLmMm 1eKapcTBEHHOro npenapara

1. B cpoK, He npeBblWaoWmin aecaTn pabounx gHel co AHA NOYYEHUA 3aKIOYEHUI KOMUCCUU
3KCMepTOB MO pe3y/abTaTaM 3KCNEePTMU3bl KaYecTBa JIEKAPCTBEHHOMO CPEACTBA M 3KCMNEPTU3bl OTHOLLIEHUA
0XKMAAEMOW NOJb3bl K BO3MOXHOMY PUCKY NPUMEHEHMWA JIEKAPCTBEHHOIO NpenapaTa, COOTBETCTBYOLMIA
YNOSIHOMOYEHHbBIN PesepanbHbI OpraH UCNOHUTENbHOM BNACTU:

(B pen,. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1) pasmeutaeT Ha cBoem oduMLMaNbHOM caiTe B ceTu "UHTepHeT" COOTBETCTBYIOWME 3aKNOYEHUS
KOMMCCUM IKCMEPTOB M OCYLLECTBAAET WX OLUEHKY ANS onpenefieHus COOTBETCTBMS 3aJaHMIO Ha
npoBeaeHue 3TUX KCNepTus;

(n. 1 8 pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

2) NPUHUMAaET pelleHne O rocyAapCTBEHHOW PerMcTpauMu NeKapcTBeHHOro npenaparta uam o6
OTKase B rocyAapCTBEHHOM perncTpaumm 1eKapcTBeHHoro npenapara;

3) BHOCUT NpU NPUHATUMN PELLIEHNA O FOCYAAPCTBEHHOW pPerncTpauun AeKapcTBeHHoro npenaparta
[JaHHble O 3apPerucTpMpoBaHHOM JIEKAapCTBEHHOM Mpenapate, B TOM uucie o ¢$apmaLeBTUYECKOM
cybCcTaHUMM, BXO4ALLEeN B COCTAB JIEKAPCTBEHHOrO npenapaTta, B TOCYAAPCTBEHHbIA peecTp
NeKapCTBEHHbIX CPEACTB M BbILAET 3anABUTE/NO PErnmcTpauMoHHOE YA0CTOBEpPEHWE EeKapCTBEHHOMo
npenapata, ¢opma KOTOPOro YyTBEPKAAETCA  YMNOJHOMOYEHHbIM  defepasbHbIM  OpPraHoOM
MCMONHUTENbHOW BAACTW, COMNACOBAHHbIE HOPMATMBHYIO [AOKYMEHTAUMIO, HOPMATWMBHBIN LOKYMEHT,
MHCTPYKLMIO MO NPUMEHEHMIO IEKaPCTBEHHOTO NpenapaTa U MaKeTbl NEPBUYHONM YNAKOBKU U BTOPUYHOW
(noTpebuTenbcKol) ynNnakoBKM C yKasaHMEM Ha HUX HOMEPA PEervcTpaLMoHHOro YA0CTOBEPEHMS
NleKapCcTBEHHOTO Npenapara M A4aTbl ero rocyAapcTBEHHOM PErucTpaLMm UK B CIyYae NPUHATUSA peLleHus
06 OTKase B rocy4apCTBEHHOW PerucTpauumn NeKapcTBEHHOro npenaparta yBeAoMAAEeT B MUCbMEHHOM
dbopme 3amBuTens o6 3TOM C yKasaHWeM MPUYMH TaKoro OTKasa. 3a Bblgayy PerucTpauyoHHOro
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YAOCTOBEPEHUs IeKapCTBEHHOro npenapata B3MMaeTcA rocy/lapcTBeHHasn MnoluiMHa B COOTBETCTBUN C
3aKoHoZaTeibcTBoM Poccuiickoit Pepepaumm o Hasnorax U cbopax.
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

2. OcHOBaHMEM AN OTKasa B rocyAapCTBEHHOW perucTpalmu fIeKapCTBEHHOro npenaparta Aanaa
MEAULMHCKOTO  NPUMEHEHUS  ABAAETCA  3aK/JOYEeHMEe  COOTBETCTBYIOLEro  YNoJIHOMOYEHHOTO
desepanbHOro opraHa WCMONHUTENbHOW BNAacCTM O TOM, 4YTO KayectBo M (nan) 3ddeKkTMBHOCTb
PErncTpMpyemoro /IeKapCTBEHHOro npenapaTta Ana MeAMLUMHCKOro NMPUMEHEHUA He MOATBEePKAeHbI
NO/IY4EHHbIMW AAHHBIMW UM YTO PUCK MPUYMHEHMA Bpeaa 340POBbI0 YE/IOBEKA BCAEACTBME NpUema
JIEKapCTBEHHOrO npenapata Ana MegMUMHCKOro MpUMeHeHua npesbiwaetr 3¢GPeKTUBHOCTb ero
NPUMeHeHMUs.

(yacTb 2 B peq,. depepanbHoro 3akoHa ot 04.06.2018 N 140-$3)

3. MNoBTOpHOE nNpeAcTaBAeHME B COOTBETCTBYIOWMI YNOJHOMOYEHHbIV denepanbHbli opraH
WUCNOIHUTENIbHOM BAACTWU /IEKAPCTBEHHOrO MNpenapaTta, B OTHOLWEHMW KOTOPOro MnojaydeH OTKa3 B
rocyAapCTBEHHOM PerMcTpauum u KOTopbliid BNOCAeACTBMMU NOABEPICA M3MEHEHUIO B YaCTU ero CcocTasa,
paccMaTpuBaeTCA Kak NpeacTaB/ieHMe HOBOTO JIEKAPCTBEHHOrO npenapaTa Ha ero rocyapCTBEHHYH
perncTpaumio He3aBUCMMO OT COXPAHEHUA €ro NePBUYHOrO0 HAMMEHOBAHMUA.

(yacTb 3 B peq. depepanbHOro 3akoHa ot 22.12.2014 N 429-93)

4. MNMpu npepocTaBNeHUN 3aABUTENIEM B COCTAaBE PErnMCTPaLMOHHOIO [A0Cbe Ha JIeKAPCTBEHHbIN
npenapaT 414 BETEPMHAPHOrO NPUMEHEHMA KOMUM peLleHuns ynoJHOMOYeHHOro ¢denepasibHOro opraHa
WCMNOJIHUTENbHOM BIACTU O NPOBEAEHUN WHCMEKTUPOBAHUA MPOU3BOAUTENA JIEKAPCTBEHHbIX CPeacTB
CPOK TMPUHATUA peleHMA O T[OCY[APCTBEHHOMW perucTpaumMm JiekapCTBEHHOro npenapata  Ans
BETEPMHAPHOI0 NPMMEHEHUA MPUOCTAHABIMBAETCA CO AHA NOJYYEHMA 3aKOYEHNI, YKa3aHHbIX B H4acTK
1 HacToAwWeN cTaTbK, A0 AHA NPUHATMA YNOJHOMOYEHHbIM defepasbHbIM OPraHOM UCMOJAHUTENLHOWN
BNACTU pelleHns O Bblgayve uam ob oTKase B Bblaye 3aK/AOYEHWMA O COOTBETCTBUWM MPOU3BOAUTENA
JIeKaPCTBEHHbIX CPeACTB TPeboBaHMAM NPaBUA HAaA/1eXKalllel NPOU3BOACTBEHHOM NPAKTMKM, HO He bonee
YeM Ha CTO BOCEMbAECAT Pabouunx gHeN.

(yacTb 4 BBeaeHa PeaepanbHbiM 3aKoHOM oT 04.06.2018 N 140-93)

5. OcHOBaHMeM A/1A OTKasa B roCcyfapCTBEHHOM perucTpaumm NekapCTBEHHOro npenapata gns
BETEPUHAPHOIO MPUMEHEHUA ABAAETCA 3aK/OYEHWe YNOJHOMOYEeHHOro denepanbHOro oOpraHa
MCMONIHUTENIbHOW BJ1IACTU O TOM, YTO KauecTBO U (Man) adpPeKTUBHOCTb PErncTPUpPYEMOro IEKAPCTBEHHOTO
npenapara g1 BETEPUHAPHOTO NPUMEHEHUA HE NOATBEPKAEHbI NOJTYYEHHbIMU AAaHHBIMW UK YTO PUCK
NPUYMHEHNA Bpeda 340POBbIO KMBOTHOIO BC/AEACTBME MNPUEMA JIEKApPCTBEHHOrO mnpenapata Aanas
BETEPMHAPHOIro NPUMeEHeHMUA npeBbiwaeT 3GGEKTUBHOCTb ero NPUMeHeHMA, 0TKa3 YNoJHOMOYEHHOTO
denepanbHOro opraHa UCNONHUTENBHOM BNACTU B BblAaye 3aK1H04YEHUA O COOTBETCTBUM NPOU3BOAUTENSA
NIeKapCTBEHHbIX CpeacT8 TpeboBaHMAM NPaBMA HaZNeXKaLLEN NPON3BOACTBEHHOM NPAKTUKKN ANA Kaxa0M
NPOW3BOACTBEHHON M/IOWAAKN PErMCTPUPYEMOrOo /NIEKAaPCTBEHHOrO npenapaTa A/1a BeTepuHapHOro
NPUMeHeHMA B C/y4ae, €cAn MPOM3BOACTBO JIEKAPCTBEHHOIO Mpenapata AnAa BeTepUHAPHOro
NPUMeEHeEHMA OcCyLlecTBAAeTCcA 3a npegenamm Poccuitickor Pepepaumm, MAM  OTCYTCTBME TaAKOro
3aKN04eHNA.

(yacTb 5 BBeAeHa PeaepanbHbiM 3aKoHOM oT 04.06.2018 N 140-93)

KoHcynbTaHTlAOC: NpuMeyaHme.
O nopsAgKe M CpOKax onpeneneHna B3aMMO3aMeEHSAEMOCTU NIEKAPCTB JIEKAPCTBEHHbIX MpPenapaTos,
3aperncTpupoBaHHbix 2o 01.03.2020, cm. cT. 3 ®3 07 27.12.2019 N 475-03.

Cratba 27.1. B3aMmo3ameHAEMOCTb JIeKapCTBEHHbIX MNpPenapaTtos ANAA MeAULUHCKOro
npuMmeHeHua
(8 pen. PepepanbHoOro 3akoHa ot 27.12.2019 N 475-93)
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KoHcynbTaHTlAOC: NpumeyaHue.
C 01.01.2024 B 4. 1 c1. 27.1 BHOCcATCA MameHeHus (P3 ot 19.10.2023 N 503-d3). Cm. byayuyto
peaakumio.

1. B3aMMO3amMeHAeMOCTb JIEKAapPCTBEHHbIX MPenapaTtoB ANs  MeAWMLMHCKOTO MpPUMEHEeHMUs
onpeaenseTca ynoNHOMOYEHHbIM peaepasbHbiM OPraHOM UCMONHUTENbHOW BACTU, OCYLLLECTBAAIOLMM
rocyAapCTBEHHYIO PErncTpaLLMIo NeKapCTBEHHbIX NPEnapaToB AN MeAMLMHCKOro NPUMEHEHNA, B paMKax
O4HOTO  MEXAYHApOAHOro  HEeMmaTeHTOBaHHOro (MM XMMMUYECKOro, WAW  FPYNMNMPOBOYHOrO)
HaUMEHOBaHMA Ha OCHOBE 3aK/IIOYEHMS KOMMUCCUWM IKCMEPTOB IKCMEPTHOrO YUYPEKAEHUS O
B3aMMO3aMEHSAEMOCTU JIeKapCTBEHHOTO npenapaTta Ana MeAUUMHCKOro NpUMeHeHUsa Mbo O TOM, YTo
JNIEKAPCTBEHHbIN NpenapaT Ana MmeanLMHCKOro NPUMEHeHMA He SBASEeTCA B3anmosameHaeMbliM. MNopaaok
onpeaeneHna B3anMMO3aMEHAEMOCTU JIEKAPCTBEHHbIX MpPenapaToB AN MeOUUMHCKOTO NMPUMEHEHUA U
bopma 3aK/IOYEHUA KOMWUCCUM IKCMEPTOB 3IKCMEPTHOTO YUYPEXAEHUA O B3aMMO3aMEHSAEMOCTU
JIeKapCTBEHHbIX NPenapaToB AN MeAULMHCKOro NpUMeHeHMA IMB0 0 TOM, YTO IeKaPCTBEHHbIV NpenapaT
ONA MeANUMHCKOTO NPUMEHEHMA He ABNSETCA B3aMMO3aMeHseMbIM, yCTaHaBnBaoTcA MpaBUTeIbCTBOM
Poccuitckoin Pepepaumn.

2. Komuceua aKCnepToB 3KCMEPTHOTO YUYpeXAeHUA LaeT 3aK/YeHWe O B3aMMO3aMeHAEMOCTU
NleKapcTBEHHOTO Npenaparta 418 MeAUUMHCKOTO NPMMEHEeHMA IM60 0 TOM, YTO IeKAaPCTBEHHbIN Npenapat
ANA MeOMUMHCKOTO NPUMEHEHUA He ABAAETCA B3aMMO3aMEHAEMbIM, Ha OCHOBAHMM CAeAylOLLMX
KpUTEpMEB (XapaKTEPUCTUK):

1) 3KBMBaneHTHoCTb (Ans 6uoaHanorosbix (6MONOAO6HbLIX) /NIEeKAPCTBEHHbLIX MpenapaTos
(buMoaHanoros) - CONOCTaBMMOCTb) KAYECTBEHHbIX U KOZIMUYECTBEHHBIX XapPaKTEPUCTUK GpapmaLLeBTUYECKNX
cybCTaHUMIA MAM COMOCTAaBMMOCTb aHTUIEHHOrO COCTaBa BaKLUMH. Mcnonb3oBaHWe Pas/iMyHbIX COMEei,
3bMpPOB, KOMMNIEKCOB, N30MEPOB, KPUCTAIINYECKUX GOPM U OPYrMX MPOU3BOAHbLIX OLHOTO U TOTO e
AeCTBYIOLLEero BeLLecTBa He ABAAETCA MNPensTCTBUEM A/ ONpefesieHUs B3aMMO3aMEHAEMOCTH
NIEKapCTBEHHbIX MPenapaTtoB, €CcAuM Npu  MNPOBEAEeHWW  UCCNefOBaHWA  HBUO3KBUBANEHTHOCTM
JIEKapCTBEHHOIO MpenapaTta Wau UCCNef0BaHUA TepaneBTUYECKOM 3KBMBAJIEHTHOCTU JIEKAPCTBEHHOTO
npenapata [A0Ka3aHO OTCYTCTBME KJ/AMHUYECKU 3HAYMMBbIX Pasivunii GapMaKOKUHETUKM U (1an)
3 PeKTUBHOCTM M HE30MACHOCTM NEKAPCTBEHHOrO NpenapaTa 418 MegULMHCKOro NPUMEHEHUs;

2) 3KBMBANEHTHOCTb IEKAPCTBEHHOMN popMbl. 04 IKBUBANEHTHLIMU SIEKAPCTBEHHbIMU hOpMamm
NMOHMMAIOTCA pPasHble SIeKapCTBEHHble GOpMbl, MMetolwmne oaMHaKoBble cnocob BBegeHMA U cnocob
npMMeHeHWsa, obnagatowme COMOCTaBUMbIMU  GAPMAKOKMHETUYECKMMM  XapaKTEPUCTUKAMU U
dbapmaKosorMyeckum gencTenem n obecneumnBaloLLme TakKe OCTUKEHNE HEOBX0AMMOTO KAUHUYECKOTOo
apdpeKta. Pasamuma nekapcTBeHHbIX GOPM He ABAAIOTCA NPenATCTBMEM A4 OonpejefieHun
B3aMMO3aMEHAEMOCTU  NIEKAPCTBEHHbIX MPenapaTtoB, €ecAuM MpuM MNPOBEAEHMM  WUCCAeA0BaHMA
6MNO3KBMBANEHTHOCTM  JIEKApCTBEHHOrO  npenapata  WAM  WUCCAedoBaHMA  TepaneBTUYEeCcKOoWn
3KBMBAJIEHTHOCTWN /IeKAPCTBEHHOMO NpenapaTta A0Ka3aHO OTCYTCTBME KAMHMYECKM 3HAYMMBbIX Pa3Nnumnii
bapMaKkoKMHETUKN U (Mamn) sddeKkTMBHOCTM M 6e30nacHOCTM NEeKapCTBEHHOro npenapaTta A4nA
MeAMLMHCKOro MPUMEHEHUS;

3) 3KBMBANEHTHOCTb WM COMOCTAaBMMOCTb COCTaBa BCMOMOraTE/IbHbIX BELLECTB JIEKapCTBEHHOIO
npenapata Aasa MeAMLMHCKOrO MpUMeHeHusa. Pasanuma cocTaBa BCMOMOraTe/ibHbIX  BELLECTB
NIeKapCTBEHHOTO Mpenapata He fABAAITCA NPenATcTBMEM A OnpefeseHus B3aMMO3aMeHSeMOCTU
NeKapCTBEHHbIX MpenapaTtoB, €CcAuM Npu  NPOBEAEeHWW  UCCNefOoBaHWA  HBUMO3KBUMBANEHTHOCTM
NIeKapCTBEHHOTO MpenapaTta WauM UCCNefOBaHUA TepaneBTUYECKOM 3KBMBAJIEHTHOCTU JIEKAPCTBEHHOMO
npenapata [AOKa3aHO OTCYTCTBME K/AMHWYECKM 3HAUYMMbIX Pasanunii  GapMaKOKMHETUKM U (1au)
3bPeKTUBHOCTM M 6€30MacHOCTM JIEKAPCTBEHHOro npenapata 418 MeAMLMHCKOro npumeHeHus. Mpu
HaZIMUYNM KAMHUYECKM 3HAUYUMbIX Pa3anUnin papmakoKMHETUKN 1 (nan) apdeKkTMBHOCTU M BesonacHocTH
NleKapcTBEHHOro npenapaTa A8 MeAUULMHCKOro NpMMeHeHUA B3aMMO3aMeHAeMOoCTb onpeaenaercs C
yKa3aHMeM Ha UCKNtoYeHMe OTAe bHbIX rpynn NauneHTos;
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4) naeHTUYHoCTb cnocoba BBeAeHUA 1 cnocoba NpUMmeHeHusn;

5) cooTBeTcTBME NpoM3BOAUTENA IEKAPCTBEHHOMO CpeAcTBa TpeboBaHMAM NpaBUA HagneKallen
NPOM3BOACTBEHHOM MPAKTUKMU.

3. OnpegeneHne B3aMMO3aMeEHAEMOCTM BOCMPOM3BEAEHHbIX NEeKapCTBEHHbIX Mpenapatos A/A
MeAMLMHCKOro NMpUMeHeHWs, yKasaHHbIX B Yactu 10 ctatbn 18 Hactoswero PenepanbHOro 3aKOHa,
ocyuiecTeaseTca 6e3 HeobXoAMMOCTM A0KaA3aTeIbCTBA MX BUOIKBUBANEHTHOCTHU.

KoHcynbTaHTIAOC: NpUmedaHme.
C 01.01.2024 B 4. 4 cT1. 27.1 BHOCATCA M3meHeHua (P3 ot 19.10.2023 N 503-$3). Cm. byayuyto
peaakumio.

4. OcobeHHOCTM onpegeneHVa  B3aMMO3aMEHAEMOCTU  BUMONOTMYECKUX  SIeKapCTBEHHbIX
npenapaTos, KOMOMHMPOBAHHbIX IEKAPCTBEHHbIX MPENAPATOB (coaepKallmMx KoMBMHaUMIO ABYX U bosee
OeNCTBYIOLMX  BELLecTB), JIEKAPCTBEHHbIX MNpPernapaToB A8 MAPEHTEPasibHOTO  MUTaHUA U
He03MPOBaHHbIX JIEKAapPCTBEHHbIX MNpenapaTtoB ycTaHasausatoTca [paButenbctBom Poccuiickol
depepauun.

5. OnpeaeneHne B3aMMO3aMEHAEMOCTM HEe OCYLUECTBAAETCA B OTHOWEHUM NEeKapCTBEHHbIX
pacTUTeNbHbIX NPenapaToB, roMeonaTUYeCcKMX IeKapCTBEHHbIX NpenapaTos.

6. PopMmmnpoBaHMe NepeyHn B3aMmo3aMeHAeMblX IeKapCTBEHHbIX NpenapaTos 418 MeAMLUHCKOro
NPUMEHEHMA OCYLLECTBAAETCA SKCNEPTHLIM yYpeskAeHMeM NocpeacTBoM 0bbeAnHEHUA NeKapCTBEHHbIX
npenapaTtoB B OTAE/IbHble TPYMMbl, B Ka)KAOW W3 KOTOPbIX JIeKapCTBEHHble MpenapaTbl ABAAITCA
B3aMMO3aMEHAEMbIMM.,

7. B cnyyae BKAOYEHUA B MHCTPYKLMIO MO MEAULMHCKOMY MPUMEHEHMUIO JIeKapCTBEHHOro
npenapaTa Ha OCHOBaHMU PE3YNbTAaTOB COOTBETCTBYHOLMX UCCAEA0BAHUIA NOKA3aHWI Ana NPUMEHEHNS,
KOTOpble OT/IMYAIOTCA OT MOKa3aHWN AN NPUMEHEHUA APYrMX JIeKapCTBEHHbIX NPenapatos U3 rpynmbl
B3aMMO3aMEHAEMbIX /IEKAaPCTBEHHbIX NPEnapaTtoB, B MepeyHe B3aMMO3aMEHAEMbIX J1eKapPCTBEHHbIX
npenapaToB A8 MeAVLMHCKOrO MPUMEHEHMS A0MKHA BbITb YKa3aHa COOTBETCTBYOWANA MHPOPMaLLMA.

8. MNepeyeHb B3aMMO3aMEHAEMbIX IEKAPCTBEHHbIX NPenapaToB A8 MeAULMHCKOro NpUMeHeHus
pasmellaeTca ynoaHomouYeHHbIM dpegepasbHbiM OPraHoM UCNONHWUTENbHOW BAACTU, OCYLLECTBAAIOLLMM
rocyAapCTBEHHYIO PErncTpaumio IeKapcTBEHHbIX MPenapatoB Ana MeAMLUMHCKOro NPUMEHEHMs, Ha
cBoem oouumanbHom canTe B cetm "MHTepHeT". MHbopmauma B nepeyHe B3aMMO3aMEHAEMbIX
NleKapcTBEHHbIX NPenapaToB 4N MegUUMHCKOro NpUmeHeHnsa 06HOBAAETCA YKasaHHbIM deaepanbHbiM
OpraHOM WMCNOJ/IHUTE/IbHOW BAACTU C YYETOM HOBbIX 3aPErMCTPUMPOBAHHbIX SIEKAPCTBEHHbIX NpenapaTos
ANA  MeAMLMHCKOrO TMNPUMEHEHWA W BHECEHHbIX W3MEHEHUIM B [OKYMEHTbl, COAeprKaluecs B
PEerncTpaumMoHHbIX LOCbe HA 3aPerncTpuMpoBaHHbIE JIEKAPCTBEHHblE NpenapaTbl A/A MeAUUMHCKOro
NPUMEHEHWA.

KoHcynbTaHTlAOC: NpuMeyaHme.
C 01.01.2024 B 4. 9 cT1. 27.1 BHOCATCA M3meHeHusa (P3 ot 19.10.2023 N 503-$3). Cm. byayulyto
peaakumto.

9. MopaaoK NCNob30BaHUA MHGOPMALMM O B3aMMO3aMEHAEMbIX IEKAPCTBEHHbIX NpenapaTax Ans
MEeAULMHCKOrO MNPUMEHEHMA W NOPAAOK [ayM pPasbsACHEHUI MO BOMPOCAM B3aMMO3aMEHAEMOCTU
JIeKapCTBEHHbIX MNpenapaToB ANs MeAULMHCKOrO NPUMEHEHUA YycTaHaBiMBaloTca [1paBUTENbLCTBOM
Poccuiickoin Pepgepaumn.
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KoHcynbTaHTlAOC: NpumeyaHue.

CpOK peructpauum NeKapCTBEHHOIO npernapata AnA BETEPUHAPHOrO MPUMEHEHMUA, UCTEKAIOLWMI C
14.03.2022 no 31.12.2022, a Takke B 2023 roagy, npoaneH Ha 12 mecaues (MocTtaHoBAEHUE
Mpasutenbctea PP ot 12.03.2022 N 353).

Cratba 28. PerucrpauymoHHoOe yA0CTOBEepPEeHUE IEKAapCTBEHHOro npenapara

1. PernctpaumoHHoe ygocToBepeHMe IEKAPCTBEHHONO MpPenapaTta € YKasaHWeM JIeKapCTBEHHbIX
$bopM M [03MPOBOK BbIAAETCA HECCPOYHO, 33 MCKAOYEHWEM PErUCTPALMOHHOIO YAOCTOBEPEHMUSA
JIeKapCTBEHHOrO NpenapaTa, Bbl4aBAEMOro CO CPOKOM AENCTBMA NATb JIET, HA BNEPBbIe perncTpupyemole
B Poccuitckoit Pepepaummn nekapcTBeHHble npenapaTbl.

2. Mo wucTeYyeHMM YKa3aHHOro B 4YacT 1 HacToAlWen CcTaTbM CPOKa BblgaeTcs 6HGeccpoyHoe
perncTpauMoHHOe yao0CTOBEPEeHME JNEeKAapCTBEHHOro npenapata npu yCi0BUM NOATBEPXKAEHUA €ro
rocyfapcTBEHHOM PerncTpaymm.

3. B cnyyae BHeceHuna B cooTtBeTcTBUM €O cTaTbaMm 30 n 31 Hactoswero PeaepanbHOro 3aKoHa
M3MEHEHMN B cogeprKallmeca B PerucTpauMoHHOM A0Cbe Ha 3apPerncTpupoBaHHbIN SI€KAPCTBEHHbIN
npenapaTt AOKYMEHTbI, 3aTPArnBatoLWmnX CBEAEHNA, OTPAXKEHHblE B PErMCTPaLuMoOHHOM YyA0CTOBEPEHUMU
NIeKapCTBEHHOrO Mpenaparta, yNnoJIHOMOYEHHbIN deaepanbHbli OpraH UCNOJIHUTENbHOM BNACTU BblgaeT
HOBOE pPerucTpauMoHHOe yA0CTOBEPEHMNE /IEKAPCTBEHHOIO NpenapaTa, coAepKallee BHECEHHbIE B HErO
N3MeHeHMA.

(yacTb 3 BBeAaeHa PeaepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

4. B cnyyae yTpatbl UM MOBPEXAEHWA PErnMCcTPaLMOHHONO YAOCTOBEPEHWA NeKapCTBEHHOro
npenapata no 3aABJAEHUIO B MUCbMEHHON dopme aep)KaTena wWauM Bnajenvla pPerncTpaLMoHHOro
Y40CTOBEPEHMA IEKAaPCTBEHHOTO Npenapara UamM ynoJHOMOYEHHOIO MMM APYroro FpMANYECKOro Anua o
Bblaaye AybnMKaTa perncTpaLMoHHOIoO yA0CTOBEPEHMA SIEKAPCTBEHHOrO nNpenapaTa ynoJHOMOYEHHbI
denepanbHbI OpraH MCNONHUTENIbHOM BNACTU B CPOK, HE MPEBbILAOWNIA AecATU pabounx AHel co aHA
NOCTYN/IeHUA 3anABMEeHUA, BblgaeT Ayb6AMKaT pPerucTpaumoHHOro yAOCTOBEPEHUA NIEKAPCTBEHHOTIO
npenapaTta. 3a Bblgavyy AybnvKaTa perucTpaumoHHOrO YAOCTOBEPEHWMA NIeKApCTBEHHOrO npenapaTa
B3MMaETCA roCcyapCcTBEHHAA NOLW/IMHA B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuiickont ®epepaumm o
Hanorax u cbopax.

(yacTb 4 BBeaeHa PeaepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

KoHcynbTaHTIOC: NpuMmeyaHue.

CpOK perucTpaumm fIeKapcTBEHHOTO npenapaTa Anf BETePUHAPHOrO MPUMEHEHMUA, UCTEKAOWMIA C
14.03.2022 no 31.12.2022, a Takke B 2023 roagy, npoaneH Ha 12 mecaues (lMocTtaHoBAEHUE
Mpasutensbctea PP ot 12.03.2022 N 353).

CraTbna 29. NoaTBepKAaeHUe rocyaapcTBeHHOU perncTpaLmMm 1eKapcTBeHHOro npenapara
(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. MoAaTeBepXaeHMe rocy4apCTBEHHON perncTpaumm eKapcTBEHHOro npenapara ocyllecTBaseTcs
npu Bblgaye 6ecCPoOYHOro PerucTpaLMoHHOro yA0CTOBEPEHMS /IeKapCTBEHHOrO npenapaTa B caydae,
YyKa3aHHOM B 4yacTu 2 cTaTbu 28 HacTtoAwero ®eaepanbHOro 3aKoHa, B CPOK, He MNPEBbILAOLWMIA
wectmaecatm pabounx gHel Co AHA MNOMYYEHUSA COOTBETCTBYHOLMM YNOAHOMOYEHHbIM deaepanbHbIM
OpraHOM MCMOAHUTENbHON BNACTM 3aAB/JEHMA O NOATBEPNKAEHUW TOCYAAPCTBEHHOW peructpaumn
NeKkapcTBeHHOro npenapaTta. He ocyuwiecTBifeTca MNOATBEPMKAEHME rOCYAapPCTBEHHOW pernctpaunm B
OTHOLLEHMM NIeKapCTBEHHOro npenapara, He Haxoamelleroca B obpaweHnn B Poccuiickoit depgepaunm B
TeyeHne Tpex M 6osee NeT, a TakKe B OTHOWEHUW NEeKapCTBEHHOro CpeacTBa, MPOU3BEAEHHOro C
HapyweHuem TpeboBaHUs, YCTaHOBAEHHOIO YacTbio 3.7 cTaTbu 71 HacToswero PesepanbHOro 3akoHa.
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2. 3aABneHMe 0 NOATBEPKAEHUN FOCYAAPCTBEHHOM PerncTpaL MM 1eKapcTBEHHOIO npenapaTta Ans
MEONLMHCKOTO MPUMEHEHUA MPEeLCTaBAAETCA B COOTBETCTBYHOLLMIA YNOJHOMOYEHHbIN deaepanvHbIi
OpraH UCNOJIHUTENbHOM BNACTU HE PAaHEE YeM 3a CTO BOCEMbAECAT AHEN [0 NUCTEYEHUA CPOKA AENCTBUA
PEerncTpaLnMoHHOro yA0CTOBEPEHUA NEKAPCTBEHHOIO NpenapaTa 41A MeLULMHCKOro NPUMEHEHMA.

(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

2.1.3asBneHMe 0 NOATBEPKAEHUN rOCYAaPCTBEHHOM PErncTpaLLnmM IeKapCcTBEHHOMo Npenapara 4n1a
BETEPUHAPHOrO NMPUMEHEHUA NPeACcTaBAAeTCA B COOTBETCTBYHOWMIA YNOJAHOMOYEHHbIN deaepanbHbii
OpraH UCNOJIHUTENbHOW BNACTU HE paHee Yem 3a CTO BOCEMbAECAT AHEeM A0 UCTeYEHMA CPOKa AeNCTBUSA
PEerncTpaunMoHHOro ya0CTOBEPEHUA NEKAPCTBEHHOrO NpenapaTta A1a BEeTEPMHAPHOTO NPUMEHEHMA U He
nosgHee OKOHYaHWUS CPOKA ero AencTeus.
(yacTb 2.1 BBeaeHa PeaepanbHbiMm 3akoHoM oT 02.08.2019 N 297-93)

3. MNoATBepKAaeHMe rocyaapCTBEHHOM perncTpaumm NeKapcTBeHHOro npenapara ocyLwecTBaAseTca
Mo pesy/bTaTaM 3KCMEepPTM3bl OTHOLIEHUA OXMAAEMOMN MONb3bl K BO3MOMHOMY PWUCKY MPUMEHEHMA
NeKapCTBEHHOro npenapaTa Ha OCHOBaHMMU Pe3ynbTaToB MOHUTOPUHIa 3¢ deKTUBHOCTU 1 6e30MacHOCTM
NleKapcTBEHHOro Mnpenaparta, MPOBOAMMOrO AepaTelem WAM  Bnafesblem pPerucTpaumMoHHOro
YAOCTOBEPEHUA fIeKapCTBEHHOro npenapata AM60 YNOAHOMOYEHHBIM UMW HOPUANYECKUM IULIOM, a
TaKXe COOTBETCTBYIOLWLMM YMNOSHOMOYEHHbIM deaepasibHbiM OpPraHoM WCNONHUTENbHON BNacTuM B
cooTBeTCTBUM C TpeboBaHNAMM cTaTbu 64 HacToAwero PeaepanbHOro 3aKoHa.

4. K 3aaBNeHMIO 0 NOATBEPXKAEHUWN rOCYAapCTBEHHOM perMcTpaumm neKkapcTBeHHOro npenapara
O19 MeAMLMHCKOTO NPUMEHEHUA NPuiaratoTca:

1) [AOKYMEeHTbl, cogep:Kawme pesyabTaTbl MOHUTOPUHIA 3PPeKTUBHOCTM M HesonacHocTU
NleKapcTBEHHOrO Mnpenapata Ana MeAUUMHCKOro NPUMEHEHWA, MPOBEAEHHOrO AepKaTenem Wau
BNaAeNbLeM PErucTPauMoOHHOrO YAOCTOBEPEHUA JIEKAPCTBEHHOro npenapata Aaa MeaMUMHCKOro
npMMeHeHUA AM60  YNOAHOMOYEHHBIM MM HOPUANYECKUM AULOM, MO ¢opme, YTBEPKAEHHOMN
YNOAHOMOYEHHbIM heaepanbHbIM OPraHOM UCNOIHUTENIbHOM BAACTY;

2) cBegeHMA 0 AaTe NpefocCTaB/eHUA U PErMCTPaALMOHHOM HOMEpPEe JINLEH3MM HA NPOM3BOACTBO
NIEKapCTBEHHbIX CPeACTB WAW CBeAeHWUA O fJaTe NpenoCTaBleHUMs U PErucTpauuMoHHOM HoMmepe
3aK/IOYEHMA O COOTBETCTBUM MPOU3BOAMTENSA JIEKAPCTBEHHbIX CpeacTs8 TpeboBaHWAM MpaBun
Hag/iexallen NpPOU3BOACTBEHHOW MPAKTUKW, NPEeAOCTaBNEHHbIX YNOJHOMOYEHHbIM denepasbHbIM
OPraHOM MCMOJIHUTE/IbHOM BNIACTU B OTHOLUEHUW MNPOM3BOACTBEHHOW M/OWALKM JIeKapCTBEHHOTO
npenapara gns MeAMLUHCKOTo NPUMEHEHMSA, TOCYAaPCTBEHHAA PerncTpaLmsa KOTOporo NoATBEpPKAAETCA
B C/y4Yyae, ecAu TMPOM3BOACTBO JIEKAPCTBEHHOTO Mpenapata Aisa  MeAMLMHCKOrO MpUMEHEHMS
ocyuiecteaseTca B Poccuiickoint ®epepauymm;

(8 pea. PepgepanbHoro 3akoHa ot 27.12.2019 N 478-93)

3) Konua npeaocTaBAeHHON YNOJHOMOYEHHbIM OpPraHOM CTpPaHbl MPOM3BOAUTENA JINLEH3UWN Ha
NpPOM3BOACTBO JIEKAPCTBEHHOIO NpenapaTa 41a MeaUUUHCKOro NPUMEHEHMA N ee NepeBos Ha PYCCKUIA
A3blK, 3aBepPeHHble B YCTAaHOB/IEHHOM MOPAAKE, a TaK¥e KOMuA 3aK/JlYeHUA O COOTBETCTBMU
Npou3BOAUTENS NIEKAPCTBEHHbIX CpeacTB TpeboBaHMAM NpaBW Had/ekalleld Npou3BOACTBEHHOWM
NPaKTUKN, BbIAAHHOTO YMNOJHOMOYEHHbIM ¢eaepanbHbiIM  OPraHOM MUCMOJIHUTE/IbHOW BAAcTU B
OTHOWIEHMM NPOU3BOACTBEHHOW M/OWAAKM NEeKApPCTBEHHOro npenapaTta  Aad  MeAMUMHCKOro
NPMMEHEHWA, TOCYAAPCTBEHHAA PErucTpauya KOTOPOro MNOATBEPXKAAETCA, WM KOMUA peLLeHun
yNosIHOMOYEHHOro ¢peaepanbHOro opraHa UCMNOJIHUTENBHOM BACTU O NPOBEAEHUN MHCMEKTUPOBaHMUA
NPOM3BOAMUTENA NEKAPCTBEHHbIX CPEACTB B C/lyYae, eC/M NPOU3BOACTBO JIEKAPCTBEHHOTO Npenaparta aas
MeAULIMHCKOro NpMMEHEHMA OCyLLEecTBAAEeTCA 3a npeaenamm Poccuiickon deaepauuim.

(B pen. PenepanbHOro 3akoHa ot 27.12.2019 N 478-93)
(yacTb 4 B pepg,. PepepanbHoro 3akoHa ot 04.06.2018 N 140-$3)

4.1. B oOTHOWEHUN BUONOTUYECKMX JIEKAPCTBEHHbIX NPENapaToB 411 MegULMHCKOro NPUMEHEeHUA
3aABUTENb AOMOJHUTENbHO NPEACTaBAAET pe3ynbTaTbl MeponpUATUIA, MNPEedyCMOTPEHHbIX MaaHOM
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yrpaBAeHNA PUCKaMM, YTBEPKAEHHbIM YNOJHOMOYEHHbIM deaepanbHbIM OPraHOM MCMOIHUTE/IbHOM
BNAaCTU MpPU  OCYLLECTB/IEHUM TOCYLAPCTBEHHOW pernctpauMmM JIeKapCTBEHHOro npenapata g/
MeANUMHCKOTro NpUMeHeHus.

(yacTtb 4.1 BBegeHa depepanbHbim 3akoHOM oT 04.06.2018 N 140-$3)

4.2. K 3aaBneHUI0 0 NOATBEPKAEHUM roCyAapPCTBEHHOM pPerncTpaLmnm IeKapcTBEHHOro Npenapara
ONA BETEPUHAPHOro MPUMEHEHMA MPUIAraloTca AOKYMEHTbl, codepKallme pesyibTaTbl MOHUTOPUHIA
3ppeKTMBHOCTM M 6e30MacHOCTU JIEKAPCTBEHHOro npenapaTta A9 BETepUMHApPHOIo MNPUMEHEHMUS,
NPOBOAMMOrO JAep¥KaTenem WAM BAALENbLUEM PETUCTPALMOHHOIO YAOCTOBEPEHMA JIEKAPCTBEHHOIO
npenaparta A41a BETEPMHAPHOro NPUMEHEHUA MO0 YNONHOMOYEHHBIM UM OPUANYECKUM NULLOM, MO
dopme, yTBEPKAEHHOW YMNONHOMOYEHHbIM deaepasbHbIM OPraHOM MWCMOAHUTENIbHOW BNacTn, u
OOKYMEHTbI, yKasaHHble B NyHKTax 1, 2 - 2.2, noanyHkTax "a", "6", "K", "n" nyHkTa 4 yacti 3 cratbn 17
HacTosiwero degepasbHOro 3aKOHa. B OTHOLWEHUM MMMYHOBMOIOrMYECKNX IEKAPCTBEHHbIX NPenapaToB
AN BETEPUHAPHOIo NPUMEHEHUA He NPeaCcTaBAATCA CBeAEHMA, YKasaHHble B NognyHKTe "K" nyHKTa 4
yactn 3 ctatbn 17 HacToswero ®PeagepanbHOro 3aKoHa. B OTHOLWEHMM eKapCTBEHHbIX NpPenapaToB AN
BETEPUHAPHOIO NMPUMEHEHUA, NOJNYYEHHbIX C NPUMEHEHUEM FE€HHO-UHKEHEPHO-MOANPULMPOBAHHbBIX
OpPraHM3MOB WAW COAEpPrKALMX TaKMe OpraHM3mbl, AOMNOJAHUTENBHO NPEACTABAAOTCA CBeAeHUs,
YKa3aHHble B NyHKTe 13 yacTu 3 cTaTbm 17 HacToAwero PeaepaibHOro 3aKoHa.
(yacTtb 4.2 BBeaeHa denepanbHbiM 3aKoHOM oT 04.06.2018 N 140-93; B pea. PegepanbHOro 3akoHa ot
02.08.2019 N 297-93)

4.3. 3asBuTeNb BMpaBe MNPeACTaBUTb C 3aAB/IEHUEM O MOATBEPXKAEHUN TOCYAapPCTBEHHOM
perucTpauum NeKapCTBEHHOro npenapaTa KOMUIO  AOKYMEHTa, MoATBEpKAatlowero  ynaarty
rOCy4apCTBEHHOM MOLWAMHbI 33 MOATBEPKAEHWE TOCYAAPCTBEHHOM pPerucTpaumm feKapcTBeHHOMo
npenapara, a TakXKe BblgaBaemble (MpeaocTaBasemble) ynoAHOMOYEHHbIMU deaepabHbIMU OpraHamu
NCNONIHUTENbHOW BNACTU AOKYMEHTbI (CBeAEHMSA), YKa3aHHbIe B NMyHKTax 2 U 3 YacTu 4 HacTosLen cTaTbm.
B cnyyae uMx HenpeacTaBneHMA YMNOJAHOMOYEHHbIM ¢eaepanbHbli OpraH WMCNOAHUTENbHOM BAACTU
3anpallmMBaeT yKasaHHble OKYMEHTbI (CBeAeHUs) B NOpPAAKE MEXBEAOMCTBEHHOrO MHGOPMALMOHHOIO
B3aMmoaencTemA.

(yacTb 4.3 B pea. PeaepanbHOro 3akoHa ot 27.12.2019 N 478-93)

5. B TeueHue pecatTm paboumx AHel CO AHA MNPUHATUS 3asABIEHUMA O NOATBEPXKAEHUU
rocyapCTBEHHON perncTpaumm IeKapCcTBEHHOrO npenapaTa U AOKYMEHTOB, COAEPKALUMX Pe3ybTaThl
MOHUTOPUHTA 3P PEKTUBHOCTM M HE30MACHOCTM NEKAPCTBEHHOIO NPenapaTa, NPOBOANUMOrO AeprKaTenem
WA BNagenbLem  PerucTpaumoHHOrO  yAOCTOBEPEHWMA  NIEKApCTBEHHOro  npenapata  Aunbo
YNOJHOMOYEHHbIM MU IOPULUYECKMM TNLOM, YNIOJTHOMOYEHHDbIN denepasibHbli OpraH UCNONHUTENbHOM
BNACTU:

1) nposoauUT NPOBEPKY MOJIHOTbI CBEAEHI/II?I, coaepxawmnxca B npeacrtaB/sieHHbIX 3aABUTENEM
AOKYMEHTAX;

2) NPUHUMaET pelleHne o nposegeHnn naun 06 oTKase B nposeaeHMN 3KCNepTnU3bl OTHOLWEHUA
ommp,aemoﬁ NOoNb3bl K BO3MOXHOMY PUCKY NMPpUMeHEHUA NEKApPCTBEHHOrNoO npenaparta Ha OCHOBAaHWUU
Pe3ynbTaToOB MOHUTOPUHTIA Qd)d)eKTVIBHOCTM n 6esonacHocTH NNEKAPCTBEHHOrIO NpenapaTta, NpoBoANMOro
Aepxatenem nnm snagesibuem perncTtpaumMoHHOro yaocrosepeHmA NeKapCTBEHHONo npenaparta nmbo
YNO/THOMOYEHHbIM UMU KOPUANYECKUM NINLLOM, a TaKXKe d)ep,epaanblM OopraHom WCMNOJIHUTENIbHOM BNACTH
B COOTBETCTBUU C Tp66OBaHVIHMVI CTaTbu 64 HacToALero dJep,epaanoro 3aKOHa,

3) yBeaomAAeT B 3/EKTPOHHOW ¢dopme UM NUCbMEHHOM ¢opme 3anaBUTENA M 3KCnepTHoe
yypexKaeHne o MPUHATOM pelleHuMu nMbo B ciyyae MPUHATUA pelleHus o6 OTKase B MpoBeAeHUM
3KCMepPTM3bl YKa3bIBAET MPUYMHbI TAKOTO OTKa3a.

6. B ciyyae BbIsSiBNEHMA HEA0CTOBEPHOCTU U (MN1M) HE4OCTAaTOYHOCTU MHPOPMaLMK, CoAeprKaLlelics
B NPeACTaB/IeHHbIX 3aABUTENEM AOKYMEHTAX, YNONHOMOYEHHbIN deaepanbHbli OpraH UCNOAHUTENbHON
BJACTWM HanpasnseT 3aABUTENl0 3anpoCc 06 YTOYHEHUW yKasaHHOW MHbopmaumu. 3anpoc
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YNOAHOMOYEHHOTO ¢deaepanbHOro opraHa WCMOMHUTENbHOW BAAcTM  MOXKeT 6blTb  nepepaH
YNOJIHOMOYEHHOMY NPEeACTaBUTENIO 3aABUTENSA JIMYHO MOJ PACNMUCKY, HanpaB/ieH No Nnoyte 3aKasHbim
NMUCbMOM MU NMepesaH B 3/1IEKTPOHHON dopmMe Mo TeNEeKOMMYHMKALUMOHHbIM KaHanam cBAsn. B caydae
HanpaB/ieHMs 3anpoca YNOJHOMOYEHHOro ¢eaepasibHOro opraHa WMCMOJHUTE/NIbHOW BAACTM MO MnouyTte
3aKa3HbIM MUCbMOM OH CYMTAETCA MOJYYEHHbIM MO WUCTEYEHWUWU LIEeCTM AHel C AaTbl HanpasaeHus
3aKa3HOro NUCbMa.

7. 3anBuTenb 06s3aH NpeacTaBUTb OTBET Ha 3aMpocC YynoAHOMOYeHHOro deaepanbHOro opraHa
MCNONHUTENbHOM BNACTU B CPOK, He NpeBbIlWalolWmii AeBAHOCTa pabounx AHel co AHA ero noay4YeHus.
CpoK, yKa3aHHbIN B 4acTM 5 HacToALlei cTaTbW, NPUOCTaHABAMBAETCA CO AHA HanpaBAeHUA 3aABUTENIO
3anpoca ynonHomodeHHoro ¢denepanbHOro opraHa WUCMOAHUTENbHOM BAACTU A0 AHA NOAYYEeHUA UM
COOTBETCTBYHOLLLErO OTBETA U He YYUTbIBAeTCA NPU UCUNCNEHUN CPOKA NOATBEPKAEHUA rocyAapCTBEHHOM
perucTpaunn NekapcTBeHHOro npenapara.

8. OcHOBaHMEeM ANnA OTKa3a B MNPOBeAEeHUMU 3SKCNepTU3bl OTHOLUEHUA OXWA3aeMOW NOoAb3bl K
BO3MOXHOMY PUCKY NPUMEHEHUA NeKapCTBEHHOro npenaparta ABAAETCA NpeAcTaBieHMe AO0KYMEHTOB,
cofepKallnx pesynbTatbl MOHUTOPUHIA 3$dEKTUBHOCTU M 6e30MacHOCTU NeKapCTBEHHOrO npenapaTa, 1
(van) B OTHOWEHMM BUONOTMYECKMX NIEKAPCTBEHHbIX MpPenapaToB pPes3ynbTaToB OCYLLECTBAEHUSA
MEepOomnpUATAA B COOTBETCTBMM C MIAHOM YMpPaB/EHUA PUCKAMU, YTBEPXKAEHHbIM YMNOJAHOMOYEHHbIM
denepanbHbIM OpraHOM UCNOJHMTEIbHOW BAACTU NPU OCYLLECTB/IEHUW FOCYAapCTBEHHON perncrTpauum
/leKapcTBEHHOro npenapara, B Heno/sHoM obbeme, OTCyTcTBME MHbOPMaLMK, NoATBEPKAatolWen daKT
yMAaTbl rOCYAapCTBEHHOM NOLW/IMHbI 33 NOATBEPKAEHWNE roCy4apCTBEHHOW perncTpaumm 1eKapcTBeHHOro
npenapara, Mbo HenpeacTaBAEHUE 3aABUTE/IEM B YCTAHOB/IEHHbI CPOK OTBETA Ha YKa3aHHbIN B YacTu 6
HacToALLEN CTaTbM 3anNpocC YyNoJHOMOYEHHOro deaepasibHOro opraHa UCMOJHUTENbHOW BAACTH, @ TaKxkKe
OTCYTCTBME B YKa3aHHbIX AOKYMEHTaX MHPOPMaLMK, KOTOpasA AO/XKHA BbITb B HUX OTPaXKeHa.

9. 3JKcnepTvM3a OTHOLWEHUS OXKMAAEMOW MNOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHMUA
NleKapcTBEHHOTO NpenapaTa B Lenax NoATBepKAeHUA rocyaapcTBEHHOM perncTpaumm NeKapcTBeHHOro
npenapaTta NPOBOAUTCA KOMMWUCCUEN IKCMEPTOB 3KCMEPTHOrO YUYPEKAEHUA B CPOK, HE MpeBblaoL Uit
COpOKa paboumnx gHew.

10. B cnyyae HepOCTaTOMHOCTW MPEACTABAEHHbIX KCMEPTY MATEPUANoB A8 OaYM 3aK/I0YEHUs
3KcnepT obpalLaeTcA K PyKOBOAMTE/I0 SKCMEePTHOIO yYpeXAeHUA O NpefocTaBaeHn eMy HeobxoanMmbIX
MaTepunanos. PykoBogutenb 3KCNEPTHOrO yypexaeHna obpallaeTca C COOTBETCTBYIOLMM 3anpoCcCoM B
YNO/JIHOMOYEHHbBIN denepanbHbli OpraH UCNOJHUTENIBHOW BNACTW, BblAABLUMIA 3aJaHMe HA NpoBeaeHue
9KCNepTn3bl OTHOLLEHUA ommp,ae:v\oﬁ NOo/Ib3bl K BO3MOXHOMY PUCKY NPUMeEHEHUA NeKapCTBEHHOro
npenapata Ha OCHOBAaHWM [AOKYMEHTa, COAEprKallero pesynbTaTbl MOHUTOPUHrA 3PPEKTUBHOCTU U
6e30nacHOCTU IeKapCTBEHHOIO NpenapaTa. B TeyeHne natn pabounx gHel co AHA NOCTYN/eHNA 3anpoca
PYKOBOAMTENA 3KCMEPTHOTO YYpEeXAEHUA YKasaHHbI dedepanbHbii OpraH MUCMOHUTE/IbHOW BAACTM
HanpaBaseT 3afABUTE/IO 3aNpoC O MPeACTaBNeHUN HeobXO0AUMbIX MAaTepUanoB, KOTOPbIA MOXKeT ObiTb
nepegaH yno/sHOMOYEHHOMY MNPEACTaBUTENO 33aABUTENA JIMYHO MNOJ PACMMUCKY, HanpasJeH Mo noyte
3aKa3HbIM MUCbMOM WU NEPEeaH B 3/1EKTPOHHOW hopmMe Mo TENEKOMMYHUKALMOHHBIM KaHasam CBA3MN.
B cnyyae Hanpas/ieHWs 3anpoca YNoJHOMOUYEHHOro defiepanbHOro OpraHa UCMONHUTENbHOW BAACTU NO
nouTe 3aKasHbIM MUCbMOM OH CYMTAETCS NMOJIYYEHHBIM MO UCTEYEHWUM LLIECTU AHEN C AaTbl HAaNpPaBAEHMUS
3aKa3Horo nucbma.

11. 3asButenb 06s3aH NpeacTaBUTb OTBET Ha 3anpoc yno/JHOMOYEeHHOro ¢enepanbHOro opraHa
MCMNONHWUTENBHOW BAAcCTU B CPOK, HE MPEBbIWAOWMIA WecTUaecaTM paboumx AHen Co AHA MOAyYeHUs
yKa3aHHOro 3anpoca. YNo/HOMO4YeHHbIN denepanbHbli OpraH MCMOJIHUTENbHOM BAACTW, BblAaBLUMIA
3aflaHMe Ha MpoBeAEHWE 3SKCNepTM3bl OTHOLIEHMSA OMWAAEMOM MNOJb3bl K BO3MOXHOMY PUCKY
NPUMEHEHUA JNIEKAapPCTBEHHOTO MNpenapaTa Ha OCHOBAHMM [OKYMEHTA, COLEpPrKallero pesysbraTtbl
MOHUTOPUHIa 3PPEKTUBHOCTM M 6€30NaCHOCTM NIEKAPCTBEHHONO NMpenapaTa, B TedyeHue natu paboumx
AHEN co AHA NOCTyn/ieHna OT 3aABMTeNA OTBeTa Ha 3anpocC YNOJHOMOYEHHOro deaepasnbHOro opraHa
MCMONHWUTENbHOW BNACTU HanpaBAseT 3TOT OTBET B 3KCNEPTHOE yupexaeHue. B ciyyae HenpeacTaBneHus
MO UCTEYEHUN LIECTUAECATU pabounx AHEN 3aABUTEIeM OTBETa HA YKa3aHHbIM 3aMpoc YNoJIHOMOYEHHbIN



depepanbHbIi OpraH WMCMONHUTENbHOW BNACTW, BblAAaBWWA 33afaHWE HA MPOBEAEHME 3KCMepTU3bl
OTHOLLEHUA OXKMAAEMOWN MOAb3bl K BOSMOXKHOMY PUCKY MPUMEHEHUA NEeKAPCTBEHHONO npenapaTta Ha
OCHOBaHMWU [OOKYMEHTa, COAEpPrKallero pesyabTaTbl MOHUTOPUHra 3dPeKTMBHOCTM U Hes3onacHoCTU
JIeKapCTBEHHOrO MpenapaTa, B TedeHWe NATM pabounx AHeEN HanpaBAseT B SKCMEPTHOE yuypexpeHue
yBEeAOMNEHNE O HEMPeACTABAEHUN 3aABUTENEM OTBETA HA 3aMpoC yKa3aHHOrO opraHa. Bpemsa co gHA
HanNpaB/ieHMA 3anpoca 3JKCNEPTHOrO YYPEeXAEeHUA B YMNONHOMOYEHHbIM deaepanvHbli  OpraH
WCNONIHUTENbHON BNACTU A0 AHA MOJYYEHUA 3SKCMEPTHbIM YYpeXKgeHMeM OTBeTa Ha 3anpoc Wau
YBEAOMNEHUA O HenpeacTaBAeHUM OTBETA Ha 3aMNpPOC HE Y4YUTLIBAETCA MNPU WMCUUCAEHUM CPOKA
NPoBeLEHMA 3SKCMEPTU3bl OTHOLUEHWA OMWOAEMOM MOJb3bl K BO3MOMKHOMY PUCKY MNPUMEHEHMUA
JIeKapCTBEHHOIO Mpenapata Ha OCHOBaHMWM [AOKYMEHTa, COAEpPrKallero pesy/bTaTbl MOHWTOPMHIA
3¢ deKTUBHOCTU N 6€30MACHOCTM JIEKAaPCTBEHHOTO Npenapara.

12. B cpok, He npeBblWaloWwuin aecatn paboumx AHeN co AHA NOAyYeHUs 3aKNYeHUA KOMUCCUU
3KCMEPTOB MO pe3y/ibTaTam IKCMepTU3bl OTHOWEHUA OXKUAAEMOW MO/b3bl K BO3MOMKHOMY PUCKY
NPMMEHEHWA NEKAPCTBEHHOrO Mpenaparta, COOTBETCTBYIOWMI YNONHOMOYEHHbIM denepanbHbIi opraH
NCMNONHWUTENbHOW BNACTU:

1) ocyuwiecTBnAeT OLLEHKY 3TOro 3aK/Al4YeHUsa Ans onpefeneHua ero COOTBETCTBMA 3aAaHUI0 Ha
nposeAeHMe YKazaHHOM 3KCNepTusbl;

2) NPUHMMaEeT peleHne O MNOATBEPXAEHWUM rOCYAapCTBEHHOM perncrpaumm NeKapcTBEHHOro
npenapata uanm o6 OTKase B MOATBEPXAEHUM TOCYAapPCTBEHHON PerucTpaumum NeKkapCcTBEHHOro
npenapara;

3) BHOCMT nNpU MNPUHATUN pPEWEHUA O NOATBEPXKAEHMM TOCYAAPCTBEHHOW pernctpaunm
NleKapcTBEHHOTO npenaparta CBeAEeHUA B roCyAapCTBEHHbIN PeecTp /NIeKapCTBEHHbIX CPeACTB U BblaaeT
3aaBuUTeNt0 BeccpoYHOe perncTpaLMoHHOe YA0CTOBEPEHME NIEKAPCTBEHHOro Npenapara.

13. OcHOBaHMEM ANA OTKasa B NOATBEPXKAEHUM rOCYAaPCTBEHHOM PErncTpaLmMm NekapCcTBEHHOro
npenapata ABAAETCA 3aK/AOYEHME COOTBETCTBYHOLLErO YNOJHOMOYEeHHoro ¢eaepanbHOro opraHa
WCNOJIHUTENbHOW BNIACTM O TOM, YTO PUCK NPUYUHEHWUS BPena 340POBbI0 YENOBEKA W/IM KUBOTHOIO
BCNeACTBME NPUEMA NEKAPCTBEHHOIO NpenapaTta npesbiwaeT 3GPeKTUBHOCTb ero NPUMEHEHUA.

(B pen,. PepepanbHoro 3akoHa ot 04.06.2018 N 140-93)

14. B nepuwog npoBeaeHWs npouenypbl MOATBEPNKAEHMA TOCYAAPCTBEHHOM perncrpaumm
JleKapcTBEHHOTO NpenapaTa ero obpauieHune B Poccuiickon Pesepauym He NPUOCTAHABINMBAETCA.

15. [onycKaetca o6palleHWe NeKapCTBEHHbIX MNPEenapaTtoB A0 MCTEYEHMS CPOKa FOAHOCTH,
NPOM3BEAEHHbIX B TeYeHWe CTa BOCbMWUAECATM Ka/NeHAAPHbIX AHeM nocne Aatbl  NPUHATUA
YNOAHOMOYEHHbIM deaepanbHbiM OPraHOM WCMOIHUTENbHOM BAACTU PELEeHUA O MOATBEPKAEHMM
rocyAapCTBEHHOW perucrpaumm, B COOTBETCTBUM C MHPOpPMaUMel, CoAepKalleica B AOKYMeEHTax
PerncTpaunoHHOro A40Che Ha IeKapCTBEHHbIM NpenapaT 40 AaTbl TPUHATUA TAaKOFO peLleHms.

(8 pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

Cratba 30. BHeceHue M3meHeHuU B AOKYMEHTbI, COAepIKalimecs B permcTpauMoOHHOM A0Cbe Ha
3aperncTpupoBaHHbIN IeKapCTBEHHbI Npenapar Ana MegULMHCKOro NpuMeHeHus

1. B uenax BHeceHuA U3MEHEeHMUl B AOKYMEHTDbI, coaepKauimeca B permctpayumoHHOM O0Cbe Ha
3aperMCTpMpOBaHHblﬁ ﬂeKapCTBEHHbIﬁ npenapar anad MeagnumnHCKoro npumeHeHuA, aepxateib Uaun
Bnagenel, permctpaulMoHHOIro ygoCctoBepeHnAa NeKapCrtBeHHOro npenaparta Mam ynoiHOMOYEHHOE UM
Aapyroe vopngn4yeckoe amuyo (p,anee B HaCTOﬂU.LeVI CTaTtbe - Ba‘r'IBVITEJ'Ib) npeacraBnAaeT B yl'lOﬂHOMO‘-IEHHbIﬁ
¢ep,epaanb|l71 opraH WCMONIHUTENbHOW BNACTW 3aAB/IEHWE O BHECEHUWU TAaKUX U3MEHEHWUI Mo d)opN\e,
yCTaHOBJ'IEHHOﬁ YNO/THOMOYEHHbIM d)e,qepaanblm OopraHom NCNONHUTENbHOM BNaCTuU, U npunaraemblie K
HeMy M3mMmeHeHMA B YKa3daHHble AOKYMEHTbI, a TaKXe AOKYMEeHTbl, noAarsepXxaatowmne HeO6XO,EI,MMOCTb
BHECEHUA TaKMX U3MEHEHUIA.
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(8 pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-d3, ot 04.06.2018 N 140-P3)

1.1. Npn HEOBXOANMOCTN BHECEHUA B AOKYMEHTbI, COAEPKALLMECH B PErUCTPALMOHHOM AOCbe Ha
3aPErncTPUPOBaHHbIA  NEKAPCTBEHHbIM npenapat AAA MeAMLMHCKOTO MNPUMEHEHUA, WU3MEHEHUN,
YKa3aHHbIX B MyHKTe 3 4acTM 2 HACTOALLEN CTaTbM U TPebyloWwMX NPOBEAEHUA 3KCNEepPTM3bl KayecTsa
JIEKapCTBEHHbIX CPEACTB, 3a8BUTENb AONONHUTENBHO NPEACTaBAAET B YNOJHOMOYEHHbIN deaepanbHbIi
OpraH WCMNONHUTENbHOW BAACTU CBeAEHUA O AaTe NpeaoCTaBfeHMA U PErNCTPALMOHHOM HoMepe
NINUEH3MN HA MNPOU3BOACTBO JIEKAPCTBEHHbLIX CPEACTB WM CBEAEHUA O f[aTe MNpefocTaBAeHUs WU
PEerucTpauMoHHOM HOMEpPE 3aK/IHYEHMA O COOTBETCTBUMM MPOU3BOAUTENA JIEKAPCTBEHHbLIX CPEACTB
TpeboBaHMAM MNpaBW/ Haglerkalleld NPoU3BOACTBEHHOM MNPAKTUKKU, BblAAHHbLIX (NPeaocTaB/eHHbIX)
YNOJHOMOYEHHbIM deaepasbHbIM OpPraHOM UCNONHUTEIbHOW B1IAaCTM B OTHOLWEHUU U3MEHEHHOM U (1K)
[0NONHEHHOM NPON3BOACTBEHHOM NIOWAAKM IEKAaPCTBEHHOTO Npenapara, B c/ly4yae, eCau Npom3BoACTBO
JIeKapCTBEHHOro npenapaTta ocyuwectsasetcs B Poccuitickoit degepaumum, nvbo ceBegeHus o pare
npeaocTaBNeHUs W  PEermcTpaumoHHOM HOMEepe BblAAHHOM YMNOJIHOMOYEHHbIM OPraHOM CTpPaHbI
NpPOM3BOAUTENA INLEH3UM HA NPOM3BOACTBO IEKAPCTBEHHOTO NPEnapaTa U ee NepeBos, Ha PYCCKUM A3bIK,
3aBepeHHble B YCTAHOBAEHHOM MOPAAKE, a TaKKe CBeAEeHMA O AaTe NPeaoCTaBAEHNA N PETUCTPALMOHHOM
HOMEpPE 3aK/OYEHNS O COOTBETCTBUM MPOU3BOAUTENA JIEKAPCTBEHHbLIX CPeACcTB TpeboBaHMAM NpaBun
Hagnexalleh nNpomsBOACTBEHHON MNPAKTUKM, BblAAHHOIO YMNOJIHOMOYEHHbIM defepasbHbIM OpraHOM
WUCNONHUTENbHON BNAacTU B OTHOLUEHWUM M3MEHEHHON W (MAM) AONONHEHHOW NpPOM3BOACTBEHHOM
NAOWAAKN NEeKAPCTBEHHONO NpenapaTta, UAM CBEAEHMA O AaTe NpefoCTaBAeHUs U PErncTPaLUOHHOM
HOMepe pelleHns ynoJHOMOYeHHoro geaepanbHOr0 opraHa UCMOAHUTENIbHOM BAACTM O MPOBEAEHUU
WHCNEKTUPOBAHUA MPOU3BOAUTENA NEKAPCTBEHHbIX CPeAcTB B CAyvyae, €CcAuM  NpPOM3BOACTBO
JIeKapCTBEHHOTO NpenapaTta OCyLWecTBAAETCA 3a Npegenamm Poccuiickon deaepaumim.

(yactb 1.1 BBeaeHa denepanbHbiM 3aKoHOM oT 04.06.2018 N 140-93; B pea. PegepanbHOro 3akoHa ot
27.12.2019 N 478-93)

1.2. Mpn HeoHXO4MMOCTM BHECEHUS B LOKYMEHTbI, COAEPIKaLLMECA B PErMCTPALMOHHOM 0CbE Ha
3aperncTpUpPOoBaHHbIA  NEKAPCTBEHHBIN Npenapat AnA MeAUUMHCKOTO MNPUMEHEHMUA, WU3MEHEHUW,
YKa3aHHbIX B MyHKTe 4 4acTu 2 HacTosLLel CTaTbM U TPebylowmux NpoBeAeHMA 3KCNepTU3bl KayecTBa
JIeKapCTBEHHbIX CPeACTB, 3aABUTENb AOMNOHUTENbHO NPEACTaBAAEeT B YNOJHOMOYEHHbIN deaepanbHbIi
OpraH WCMNONIHUTENLHOW BAaCTU CBeAEeHUA O AaTe NpefoCTaB/leHUMA U PErnCcTPaLMOHHOM HoMepe
JINLUEH3UN HA MNPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB WM CBEAEHMA O JaTe NpefocCTaB/ieHMA M
PErncTpaLMoOHHOM HOMEpPE 3aK/NYEeHMA O COOTBETCTBMM MPOM3BOAMTENA JIEKAPCTBEHHbIX CPencTs
TpeboBaHMAM NpPaBUA HagNeXalen MPoOM3BOACTBEHHOW MNPAKTMKM, BblAAHHbIX (NpeaocTaBAeHHbIX)
YNOJHOMOYEHHbIM PeaepanbHbIM OPraHOM UCMOJHUTENbHOW BIAaCTU B OTHOLUEHMM NPOU3BOACTBEHHOM
NJOWAAKN NIeKapCTBEHHOrO MnpenapaTta, B C/y4Yae, eciv NPOUM3BOACTBO JIEKAPCTBEHHONO MpenapaTta
ocywectenserca B Poccuitckoit  Pepepaumn, nmbo cBeaeHWs O paTte NpefoCTaBAEHUs U
perncTpaLMoHHOM HOMepPE BblAaHHON YNONHOMOYEHHbIM OPraHOM CTPaHbl NPOU3BOAUTENS IULLEH3MM Ha
NPOM3BOACTBO JIEKAPCTBEHHOrO Mpenapata M ee MepeBoj HA PYCCKMIA A3bIK, 3aBepeHHble B
YCTQHOB/IEHHOM MOPAAKe, a TaKXKe CBeAeHuA O gaTe NpeaoCcTaB/eHWA U PEerucTpauyMoHHOM Homepe
3aK/0YEHMA O COOTBETCTBUW MPOU3BOAMUTENA JIEKAPCTBEHHbIX CpeacT8 TpeboBaHMAM npaBuA
HaZneXallel nNpousBOACTBEHHOM MPAKTUKK, BbIAAHHOIO YMNOJHOMOYEHHbIM deaepanbHbIM OpraHOM
WCNOIHUTENbHOM BNACTW B OTHOLEHMM NPOU3BOACTBEHHOM NJIOLWAAKN IeKaPCTBEHHOrO Npenapara, uaun
cBefeHMA O pJate NpeaoCTaB/eHUA M PEerucrpauyMoOHHOM HOMEepe peleHuMA  YNoJHOMOYEHHOro
denepanbHOro opraHa WMCMONHUTENLHOM BAACTU O MPOBEAEHUM MHCNEKTUPOBAHWA MPOU3BOAUTENA
JIeKapCTBEHHOTO CPeACTBa B C/ly4ae, ec/iv NPOU3BOACTBO NEKAPCTBEHHOIO NpenapaTa OCyLecTBAAETCA 33
npeaenamu Poccuiickoin Pegepaumn.

(yacTb 1.2 BBeaeHa denepanbHbiM 3akoHoM OT 04.06.2018 N 140-d3; B pea. PenepanbHOro 3akoHa ot
27.12.2019 N 478-93)

1.3. MpuHATHE pelleHnAa O BHEeCeHuU M3MEeHeHMN Manm o6 oTKase BO BHECEHWUWU M3MEHEHUN B
AOKYMEeHTbI, coaepXxawineca B pernctpaunoHHoOm pAocCcbe Ha 3aperl/ICTpVIpOBaHHbII‘;I ﬂEKapCTBEHHbIﬁ
npenapart gna megnulmMHCKOro npumeHeHuaA, B cayyae HEO6XO,CI,MMOCTM nposeneHmnA aKCNePTU3bl KAYECTBA
NNEKaPCTBEHHbLIX Cpencrte “ (VII'IVI) 9KCNEPTU3bl OTHOLWLEHNA O)KM,D,aEMOlZ NoNb3bl K BO3SMOXHOMY PUCKY
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NPUMEHEHUS NeKapCTBEHHOMO NpenapaTta A8 MeAULUHCKOro NPUMEHEHMA OCYLLECTBAETCA B CPOK, He
npeBbIWatoWniA AeBAHOCTa Paboumnx AHEel, a B OCTa/IbHbIX C/ly4anX B CPOK, He MPeBbILLAOWMN TPNALATH
pabounx AHen co AHA NPUHATUA YNOJIHOMOYEHHbIM deaepasibHbiM OPraHOM UCMOJIHUTENbHOM BNacTu
3a5B/1I€HMA O BHECEHUN TaKUX U3MEHEHUN.

(yacTb 1.3 BBeaeHa denepanbHbiMm 3akoHoM oT 04.06.2018 N 140-d3)

1.4. YNnonHOMOYeHHbI denepanbHbii OpraH MCNOAHUTENIbHOW BAACTU C YYETOM pe3y/ibTaToB
dapmaKkoHag30pa U NPOBEPOK COOTBETCTBMA /IEKAPCTBEHHbIX CPeACcTB, HaXOAALUMXCA B rpakaaHCKoOM
obopoTe, ycTaHOBNAEHHbIM TPeOOBAHUAM K WX KayecTBy B TeyeHuwe AecATM paboumx aHel co AHs
MOCTYN/IeHUsA COOTBETCTBYHOLWEN WMHPOPMALUM pPasMeLLaeT Ha CBoem oduuMaibHOM calTe B CETU
"MHTepHeT" cBegeHMA O HEeOBXOAMMOCTM BHECEHMA B MHCTPYKLUMIO MO MeAULMHCKOMY NMPUMEHEHUIO
JIEKapCTBEHHOIO Mnpenapata U3MeHEeHW B OTHOWEHUW CBEAEHUW O MOKAa3aHUAX AAs MPUMEHEHUsA U
NPOTMBOMNOKa3aHMAX AN MPUMEHEHMA IEKAapCTBEHHOIO Npenapara, BbiABAEHHbIX MOOOYHbIX AENCTBUAX,
He)KenaTesNbHbIX peakumsax Npu NpPUMeEHEHUW NeKapCTBEHHOro npenapata M yBegomnsieT o6 sTom B
3/IeKTPOHHOM popme MAM NUCbMeHHON dopme (Ha BymaskHOM HocuTene) AepKatena UavM Bnagenbua
PerncTpaunMoHHOro yAO0CTOBEPEHMA JIEKAPCTBEHHOrO npenapaTta (MAM YyNoSHOMOYEHHOE UM Apyroe
IOpUMANYECKOE JINLO), a TaKXe JeprKaTenen WAM BAadesbLeB PerucrpauyoHHbIX YA0CTOBEpPEeHUi
JIeKapCTBEHHbIX NPEenapaToB (MM YNONHOMOYEHHbIX UMW APYTUX IOPUAMYECKUX NTMLL), KOTOPbIE ABAAIOTCA
B3aMMO3aMEHAEMbIMMU.

(yacTb 1.4 BBeaeHa desepanbHbiM 3aKoHOM OT 27.12.2019 N 475-03)

1.5. lep:katenb Unu BAagenew, permcTpaLmoHHOro ya0CTOBEPEHMA IEKapCTBEHHOMO NPenapaTa, a
TaKKe AeprkaTenun Uam Bnagesblbl PErmcTPauyoHHbIX Y40CTOBEPEHUIA IEKAPCTBEHHbIX NpenapaTtos (Man
YNOJIHOMOYEHHbIE UMUK Apyrue opugudeckme nuua), KoTopble SBAAIOTCA B3aMMO3aMeEHAEMbIMMU,
06A3aHbI NPeACcTaBUTb B YNOJIHOMOYEHHbIV deaepasibHbli OpraH UCNOJTHUTEIbHOM BACTU 3aABJ/IEHUSA O
BHECEHMM  M3MEHEHWN B  [AOKYMEHTbl, COAEpKallMecds B  PErucTpauMOHHbIX [A0Cbe  Ha
3aperncTpUpoBaHHble NeKapCTBEHHblE MNpenapaTtbhl AN MEAUUMHCKOTO NPUMEHEHWUSi, B OTHOLLIEHUU
CBeZlEHWUN, YKa3aHHbIX B MHCTPYKLUUN NO MEAULMHCKOMY NPUMEHEHMUIO IEKAPCTBEHHbIX NPenapaTos, B
TeyeHMe copoka paboumx AHel co AHA pasMELEeHUs YNOAHOMOYEHHbIM deaepanbHbIM OpraHom
NCNONIHUTENbHOW BNacTU MHGOPMALMM, YKa3aHHOM B yacTu 1.4 HacToAwel cTaTbk. [JaHHOe TpeboBaHMe
He pacnpoCTPaHAETCA Ha CAyyYauM BHECEHWS B MHCTPYKUMIO MO MEAMUMHCKOMY MNPUMEHEHUIO
JIEKapCTBEHHOrO npenapata M3MEHEHW B OTHOLIEHMM HOBbIX MOKa3aHUM ANa NpPUMEHEeHUA
JIeKapCTBEHHOrO NpenapaTa Ha OCHOBaHUM pPe3ybTaTOB COOTBETCTBYIOWMX UCCAEA0BaHUN.

(yacTb 1.5 BBeaeHa deaepanbHbiM 3aKoHOM OT 27.12.2019 N 475-93)

2. 3KcnepTu3a IeKapCTBEHHbIX CPEeACTB B YacTU IKCMEPTM3bl KAaYeCcTBaA IEKAPCTBEHHOMO CPeacTBa U
(MnK) aKcnepTU3bl OTHOLIEHMA OXKMAAEMOMN MNO/b3bl K BO3MOXXHOMY PUCKY NPUMEHEHMA NEKAPCTBEHHOTO
npenapaTta 4a1a MeauLMHCKOro NPUMMEHEHMA NPOBOANTCA B C/ly4ae BHECEHUA U3SMEHEHUI B OKYMEHTHI,
cogeprKalimeca B pPernctTpaLmMoHHOM [0Cbe Ha 33apernmcTPUpoBaHHBIN NEKapCTBEHHbIM MpenapaT, B
OTHOLLUEHUMU:

1) cBefeHWH, YKasaHHbIX B MHCTPYKUMKM MO MEAUUMHCKOMY MPUMEHEHMUIO JIEKAPCTBEHHOMO
npenapara:

a) NeKapCTBeHHaA d)opma C YKasaHunem HaMMeHOBaHMN U KOJIMYECTBEHHOIO COCTaBa I/.'l,(-:‘i/"ICTB\/POLLI,MX
BellLeCTB KN Ka4eCTBEHHOIo COCTaBa BCMNOMOraTe/ibHbIX BELWECTB (an H606XO,CI,VIMOCTVI KONIM4eCcTBeHHOro
COCTaBa BCNoOMOraTe/ibHbIX BeUJ,ECTB);

6) ¢dapmakognHamMmMKa U GapMaKOKMHETMKAa (33  McKAloueHnem  GapMaKOKUHETUKM
romeonaTUYecKmnx TeKapCTBEHHbIX NPENapaToB U PACTUTE/IbHbIX IEKAPCTBEHHbIX NPENapaTos);

B) NOKa3saHnA ONnA NPpUMEHEHUA,

I') NPOTUBOMNOKA3aHMA ONA NPUMEHEHNA;
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A1) Mepbl NPegoCTOPOXKHOCTA NPU NPUMEHEHUM;

€) yKasaHMe BO3MOMHOCTM U 0COBEHHOCTel MPUMEHEHMA NeKapCTBEeHHOro npenapaTta Ans
MEAULMHCKOTO MNPUMEHEHUA BEPEMEHHbIMU KEeHLIMHAMK, MeHWMHamMM B nepuos, rpyaHOro
BCKapM/IMBaHUSA, A€TbMMW, B3POC/IbIMU, UMEIOLLUMWN XPOHUYECKMe 3aboneBaHns;

) PEXKMM [03MPOBaHUA, CNOCOBbLI BBEAEHWA U NMPUMEHEHMSA, NPV HEOBXOAMMOCTM BpemMa npruema
NleKapCcTBEHHOro npenaparta, NPoAO/IKUTENbHOCTb IeYeHUs, B TOM Yynucie y AeTell 40 M nocie ogHOoro
roaa;

3) BO3MOXHble NOBOYHbIE AeﬁCTBMﬂ N HeXenaTtesbHble peakuun npun  npumeHeHun
NEeKapCTBEHHOTIO nNpenaparta,

1) CMMNTOMbI NePeLO3NPOBKN, MePbl MO OKa3aHMIO MOMOLLM NPV NEPEAO3UPOBKE;
K) B3aMoZenCcTBme C APYrMMK 1IEKaPCTBEHHBIMM Npenapatamm n (Mam) NULWEBLIMU NPOAYKTaMU;
n) Gopmbl BbINyCKa IEKAPCTBEHHOTO Npenapara;

M) yKasaHue (npu HeobxoAMMOCTM) ocobeHHOCTel AENCTBMA NIeKapCTBEHHOrO npenaparta npwu
nepBoM NpuUeme UAn Npu ero OTMEHE;

H) cBEeAEHMA 0 BO3MOXKHOM B/IMAHUN IEKapPCTBEHHOTO Npenapara 414 MeAULUNHCKOro NpUMeHeHUA
Ha cnocobHOCTb YNPaBAATb TPAHCMOPTHLIMU CPeACTBaMU, MEXaHU3MaMM;

0) CPOK roHOCTU M yKa3aHue Ha 3anpeT NPUMeEHeHNA NeKapCcTBEHHOro npenapara no ucreyeHum
CPOKa rogHocTy;

M) yCNOBUA XpaHEHUS;

p) ycnoBus oTnycKa;

2) cocTaBa sieKapCcTBeHHOro npenapara Aaa MeguUMHCKOro NpUMeHeHus;

3) u3smeHeHMs MecTa NPOM3BOACTBA JIEKAPCTBEHHOrO Npenapara 418 MeAULMHCKOro NpUMeHeHNs;

4) un3mMeHeHMs NoKasaTeslell KayecTBa JIeKapCTBEHHOro npenapata 448 MeAMLMHCKOTo
NPMMeEHEHUA U (MAK) METOAOB KOHTPOASA KayecTBa JIEKAPCTBEHHOro npenapaTta ANs MeaWUMHCKOro
NPUMEHEHUS;

5) N3MeHeHNA CPOKa rogHOCTU NeKapPCTBEHHOIO Npenapata 4na meanumMHCKOro npuMeHeHuA;

6) cBeeHUA O HEOBXOAMMOCTM BHECEHUA MHbIX U3MEHEHUI B UHCTPYKLMIO NO MeAULMHCKOMY
NPMMEHEHWNIO JIEKAPCTBEHHOIO MpenapaTa, a TaKXe B MHble [LOKYMEHTbl, cogepxKawmeca B
PerncTpaLMoHHOM [0Cbe Ha 3aperMcTpMpPOBAHHbLIA NeKAPCTBEHHbIM npenapat. Mpu 3Tom pelleHne o
NnpoBeLeHMUN SKCNEPTM3bl KAYECTBA JIEKAPCTBEHHbIX CPEACTB U (MN1M) IKCNEePTM3bl OTHOLLEHWS OXKUAAEMOM
NoNb3bl K BO3MOMHOMY PUCKY MNPUMEHEHUA JNIEKAPCTBEHHOrO nMpenapata AnAa  MegUUUMHCKOro
NPUMeEHeHNA NPUHNUMAETCSA B COOTBETCTBMM C YTBEPKAEHHOM YNOJIHOMOYEHHbIM desepanbHbiM OpraHom
WCNOJIHUTENbHON BNACTU KaaccuduKaumelr U3MeHeHUN, BHOCUMMBbIX B LOKYMEHTbl, cogepKalimeca B
PerncTpaLMoHHOM AOCbE Ha 3aperncTpMpOBaHHbIV EKAPCTBEHHbIN Npenapar.

(yacTtb 2 B pea. PenepanbHoOro 3akoHa oT 22.12.2014 N 429-93)

3. 3asBuTeNb BNpaBe NPeACTaBUTb NO COBCTBEHHOW MHMLMATVBE BMECTE C 3asiBIEHUEM O BHECEHUM
M3MEHEHWA B [AOKYMEHTbl, COAeprKaliMeca B PernmcTpaumMoHHOM [OCbe Ha 3aperncTPUMpOBaHHbIN
NleKapcTBeHHbIM npenapaTt AA8 MeAUUMHCKOTO NPUMEHEHUA, KOMUM AOKYMEHTOB, MOATBEPKAAOLLIMX
ynnaTy rocyAapCTBeHHOW MOLWAWHbBI 38 BHECEHWE B AOKYMEHTbl, CoAepiKalumeca B PerncTpaumoHHOM
[OCbe Ha 3aperncTpyMpoBaHHbIA NEKapCTBEHHbIM npenapaTt Ans  MeAMUMHCKOrO MNpPUMEHEHUs,


https://login.consultant.ru/link/?req=doc&base=RZR&n=444778&dst=100009
https://login.consultant.ru/link/?req=doc&base=RZR&n=342016&dst=100468
https://login.consultant.ru/link/?req=doc&base=RZR&n=461907&dst=11569

N3MeHeHU, Tpebyrowmx NpoBeAeHMA IKCNEPTM3bl 1IEKAPCTBEHHbIX CPEACTB B YaCTU SKCNEPTU3bl KAYeCTBa
JIeKapCTBEHHOTO CpeacTBa U (MK) 3KCNEepPTU3bl OTHOLLEHUA OXUAaeMOWN MO/b3bl K BO3MOMKHOMY PUCKY
NpPMMeEHEHWs IeKaPCTBEHHOIO Npenapara A48 MeAULMHCKOTo NPUMEHEHMSA, rocy4apCTBEHHOM MOLLU/IUHbI
332 BHECEHMe B LOKYMEHTbl, COAEep)KaljMeca B PErncTpaLuMoOHHOM AOCbe Ha 3aperncTpuMpoBaHHbIN
JIEKAPCTBEHHbIN npenapaTt 418 MeaMUUHCKOTro NPMMEHEHUA, USMEHEHWNI, He Tpebylowmx npoBeaeHua
3KCMNepTU3bl IEKAaPCTBEHHOTO CPE/ICTBA, a TaK)Ke BblAaBaeMble (MpeaocTaBasemble) yNoNHOMOUYEHHbIMMU
desepanbHbIMM OpraHaMmu UCMOJIHUTENbHOW BNACTU AOKYMEHTbI (CBeAeHMs), yKasaHHble B YyacTax 1.1 u
1.2 HacTosWwelh cTaTbM. B cayyae wux HenpeacTaBNeHUA YMNOJHOMOYEHHbIN deaepasnbHbI OpraH
WUCNONIHUTENbHOW  BNAcTU  3amnpallMBaeT  YKas3aHHble  [IOKYMeHTbl  (cBeeHus) B nopsaaxe
MeXBeA0MCTBEHHOTO MHGOPMALMOHHOTO B3aUMOAENCTBUA.

(yacTb 3 B peq,. PenepanbHOro 3akoHa ot 27.12.2019 N 478-93)

4. B TeyeHune gecatum pa60l-w|x ,D,Heﬁ CO AHA NOCTynneHNA YKa3aHHOIo B 4acCtu 1 HaCTOﬂLLI,eﬁ CTaTbU
3aAB/IEHNA U HEO6XO,CI,VIMbIX AOKYMEHTOB YFIOI'IHOMOLIEHHbIﬁ d)e,u,epaanblﬁ opraH NCNONHUTENbHOM
BNacCTu:

1) npoBOoAUT NPOBEPKY MNO/IHOTbI U JOCTOBEPHOCTU CBe,CI,EHVIVI, cogeprKawmnxca B npeancraBaeHHbIX
3aABUTENEM MaTePUanax;

2) NpUHMMAET peLleHne O NPoBeAeHUN YKa3aHHbIX B 4aCcTN 2 HAaCTOALLEN CTaTbW COOTBETCTBYIOLMNX
3KCMepPTM3 NIeKapCTBEHHOrO cpeacTBa nam ob oTKase B UX NpoBeAeHMM;

3) yBegoMAAET B 3/IEKTPOHHOM UM NUCbMEHHON dopme 3aaBUTENA O NPUHATOM pPeLleHnn UK B
C/lyyae NPUHATUA pelleHna ob oTKase B NpoBeAEeHMM COOTBETCTBYIOLLEN IKCNEPTU3bI C YKa3aHNEM MPUUMH
TaKoro oTKasa.

(B pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4.1. B cnyyae BbIIBNEHUA HEAOCTOBEPHOCTU CBEAEHUN, COAEPMKALMXCA B MNpPeacTaBAEHHbIX
3anaBUTENIEM MaTepuanax, ynoJ1HOMOYEHHbIN denepanbHbli OpraH UCNOAHUTENbHOW BAACTU HanpaeaseT
3aABUTE/NI0 3anpoc 06 YTOYHEHMM YKA3aHHbIX CBeAeHWi. [JaHHbI 3anpoc MoXKeT OblTb nepenaH
YNOJIHOMOYEHHOMY NPEeACTaBUTENIO 3aSBUTENA SIMYHO MOA, PACNUCKy, HanpaB/eH Mo NoyTe 3aKasHbIM
NUCbMOM MU NMepesaH B 3/1EKTPOHHON GopmMe Mo TeNNEKOMMYHMKALUMOHHbIM KaHanam cBAsn. B caydae
HanpaB/ieHMs AaHHOTO 3anpoca No noyTe 3aKasHbIM MUCbMOM OH CYMUTAETCSA MOJIYYEHHBIM MO UCTEYEHUU
LIeCTU AHEeN C AaTbl HanpaB/eHMs 3aKa3HOro NMCbma.

(yacTtb 4.1 BBegeHa deaepanbHbiM 3aKoHOM OT 25.11.2013 N 317-93)

4.2. 3assutenp 06A3aH npeacTaBUTb OTBET Ha 3anMpoC YNOJIHOMOYEHHOrO peaepanbHOro opraHa
WCNOJIHUTENbHOM BNACTM B CPOK, HE NPEeBbIWaloWMiA AeBAHOCTa pabounx AHel co AHA NoayyYeHun
JaHHoro 3anpoca. CpoK, yKasaHHbIA B 4acTuM 4 HacToAWwen cTaTbM, NPUOCTAaHAB/AMBAETCA CO AHA
HanpaB/ieHMA 3aABMTENIO 3aNpoca YyNOJHOMOYEHHOrO desepasbHOro OpraHa UCNONHUTENBHOM BAACTK A0
OHA NONYYEHUA UM OTBETA HA AaHHbIM 3aMpoC U He YYMTbIBAETCA MPU UCUUCAEHUU CPOKA NMPUHATUA
peweHns O BHECEHUM M3IMEHEHWN B AOKYMEHTbl, COAEpPrKALLMecA B PErvcTpaLMOHHOM [0Cbe Ha
3aperncTpUpPOBaHHbI 1eKapCTBEHHbLIN NpenapaTt A1A MeULMHCKOTO NPUMEHEHMA.

(yacTb 4.2 BBeaeHa desepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

5. OcHoBaHMeM A/1A OTKasa B NMPOBEAEHUM YKa3aHHbIX B YaCTW 2 HaCTOALLEM CTaTbM 3KCNepTu3
ABNAETCA NpeacTaB/ieHne AOKYMEHTOB, NepeuyncieHHbix B YacTax 1 u 3 HacToswen cTaTbn, B HEMNOJHOM
obbeme, HenpeacTaBAeHWe 3aABMTE/IEM B YCTAaHOBJ/IEHHbIA CPOK OTBETa Ha YKasaHHbIM B 4Yactm 4.1
HaCTosILLEeN CTaTbM 3aNpoC YNOJHOMOYEHHOTO dpeaepanbHOro opraHa UCNOHUTENbHOW BIACTH, a TaKKe
OTCYTCTBME B NPEACTaB/EHHbIX AOKYMEHTAX 4OCTAaTOYHbIX CBEAEHWUI, MOATBEPKAAOLWMX HEOOX0AMMOCTb
BHECEHWUSA U3MEHEHUMN, UM OTCYTCTBME MHDOPMALLIMK, NOATBEPKAAtOWEN GaKT ynaaTbl roCy4apCTBEHHbIX
MOLU/IMH, YKa3aHHbIX B YaCcTK 3 HACTOALLEN CTaTbM.

(B pea. PegepanbHbix 3akoHOB 0T 25.11.2013 N 317-93, 07 22.12.2014 N 429-03)

6. YKa3aHHble B YacTtn 2 HaCTOHLLI,eﬁ CTaTbW 3KCNEPTU3blI NPOBOAATCA B NopAAKe, YCTAHOBZIEHHOM
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cTaTbel 23 HacToawero PegepanbHOro 3akoHa.

7. B cpoK, He npeBblWaoWnNin AecaT pabounx AHen co AHA NONYYEeHMA 3aKAHYEHU KOMUCCUI
3KCMepToB MO pe3ynbTaTam YKa3aHHbIX B YacTW 2 HACTOALWEN CTaTbW 3KCMepTU3, YNOJHOMOYEHHbIV
denepanbHbIi OpraH UCMOJIHUTE/IbHOM BNACTU:

(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1) npuHUMaeT pelleHWe O BHECEHUM W3MEHEHUI B [OKYMEHTbl, coJepKalimeca B
PernmcTpauMoHHOM [OCbe Ha 3apernmcTpMpOBaAHHbLIA JIEKAPCTBEHHbIM MpenapaT Aas MeauLUMHCKOro
npumeHeHus, nan o6 oTkase BO BHECEHUWN TAKUX U3MEHEHW;

2) BHOCUT B roCy1apCTBEHHbIM PEECTpP IeKAaPCTBEHHbIX CPEACTB Ha OCHOBAHUK peLleHUs O BHECEHWUU
M3MEHEHUA B [AOKYMEHTbl, COAEeprKallMecs B PEerncrpauMoHHOM [OCbe Ha 3aperucTpupoBaHHbIN
JNIEKAPCTBEHHbIN NpenapaT Aas MeauUUMHCKOro NpMMeHeHUs, HeobxoaMmble M3MEHEHUA 1 BO3BpaLlaeT
NX 3as8BUTENIO;

3) BbloAET 3aABMTE/II0 HOBOE PErncTpauMoHHOE YAOCTOBEPEHWE NEKAPCTBEHHOrO MpenapaTta B
Cnyyae U3MeHeHUs CBeAEHNN, COAEPHKALLMXCA B HEM.
(n. 3 BBeaeH dPepepanbHbim 3aKoOHOM 0T 22.12.2014 N 429-03)

8. OcHoBaHMeM Ana OTKasa BO BHECEHWM MW3MEHEHMI B J[OKYMEHTbl, cofepralimeca B
PerncTpaunMoHHOM [0Cbe Ha 3apPermcTPMPOBAHHbIM NEKAPCTBEHHbLIM Npenapat Ana MeaMUMHCKOro
NPUMEHEHWA, ABNAETCA 3aKA0UYEHUE YNONHOMOYEHHOTO dpesepanbHOro opraHa UCNoIHUTEIbHOM BAacTH
0 BO3MOXHOCTM CHUMKEHMA 6e30MacHOCTH, KauyecTBa, 3PpPpeKTUBHOCTM NEKAaPCTBEHHOTO CPEACTBa B C/lyyae
BHECEHUA TaKMX U3MEHEHWN.

9. Jonyckaetca obpalieHne NeKapCTBEHHbIX NpPenapaToB AN MeAMUMHCKOro NMpUMEHeHus a0
ncre4yeHnA Cpoka rogHocCTn, nponsseeHHbIX B Te4eHne CTa BOCbMMNAeCATU AHEVI nocne Aatbl NPUHATUA
YNOJHOMOYEHHbIM dpesepasbHbIM OPraHOM UCMOIHUTE/IbHOM BAACTU PeELleHNs O BHECEHUU U3MEHEHUI
B [AOKYMEHTbI, cogepKalimeca B pPerucTpaLMoHHOM JOCbe, B COOTBETCTBUM C MHPopmaumeit,
cofeprKallencs B LOKYMEHTaxX permcTpaumoHHOro A0Cbe Ha IEKAPCTBEHHbIM NpenapaT 40 4aTbl NPUHATUA
TAKOro pelleHus.

(yactb 9 B pea. PenepanbHOro 3akoHa oT 22.12.2014 N 429-93)

10. MpasutenbctBo Poccuitckoir depepaunm BnpaBe YCTAaHOBUTb OCOBEHHOCTM BHECEHMA
M3MEHEHUA B [AOKYMEHTbl, COAeprKallMecAd B PErucrpauMoHHOM [0Cbe Ha 3aperMcTpupoBaHHbIN
JIeKapCTBEHHbIA nNpenapat Aaa MeAMLMHCKOTO MPUMEHEeHMA, B caydae AedeKTypbl WAW  puUCKa
BO3HWKHOBEHMA AedeKTypbl IEKAPCTBEHHbIX NPEnapaTos B CBA3W C BBeAEHWEM B OTHOLWEeHMN Poccninckoi
Pepepaunn orpaHUUUTENbHBIX MEP SKOHOMMYECKOTO XapaKTepa.

(yacTb 10 BBeAeHa ®eaepanbHbiM 3akoHOM oT 08.03.2022 N 46-03)

CraTtba 31. BHeceHMe M3MEHEHUI B AOKYMEHTbI, CoaeprKalumeca B permcTpaumoHHOM A0cbe Ha
3aperncTpupoBaHHbIA NeKapCcTBEHHbIW Npenapar ANA BeTepUHapHOro NnpMmeHeHus

1. B uenax BHECEHUs M3MEHEHWIN B LOKYMEHTbI, COAEpKaLLMecs B PErMcTpaLMOHHOM A0Cbe Ha
3aperucTpupoBaHHbI 1EKAPCTBEHHbIV NpenapaT g/a BETEPMHAPHOTO MPUMEHEHUSA, AepXKaTenb UAu
B/ageNel, PerMcTpaLMoHHOro yA0CTOBEPEHUS JIEKAPCTBEHHOro npenaparta Wau ynoJHOMOYEHHOE UM
Apyroe ropuauyeckoe 1L (Lanee B HACTOAWEN CTaTbe - 3aABUTE/b) NPEACTABAAET B YNOJHOMOYEHHbIN
depepanbHbIi OpraH UCMOIHUTENIbHOW BAAcTU 3asfB/IEHWE O BHECEHWUM TaKUX M3MeHeHul no ¢opme,
YCTaHOB/IEHHOM YNOJIHOMOYEHHbIM peaepasibHbIM OPraHOM UCMOIHUTENIbHOM BAACTU, U NMpUaaraemolie K
HeMYy M3MEHEHMUS B yKasaHHble JOKYMEHTbI, a TaKXKe LOKYMEHTbI, NoATBEP:KAAtoWwMe HeobxoaMmMocCTb
BHECEHMWA TaKUX M3MeHeHWU. NMpn HeobXoAMMOCTM BHECEHUA USMEHEHWI B LOKYMEHTbI, COAepKalmecs
B PErucTpauyoHHOM A0Cbe Ha 3aperncTpMpoBaHHbIA NEKapCTBEHHbIW NpenapaT ANs BETepMHAPHOTO
NPUMEHEHWA, B CAYYanX U3MeHeHMAa W (MaM) OOMOAHEHMA NPOU3BOACTBEHHOW MAOLWAAKM
NleKapCcTBEHHOTO CPEeACTBa, a TaKXKe M3MEHeHUA NnoKasaTtenei KayecTBa IeKapcTBeHHOro npenapara Ann
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BETEPUHAPHOIO MPUMEHeHUAa 1 (MNK) MEeTOA0B KOHTPO/SA KayecTBa /eKapCTBEHHOro npenaparta Ans
BETEPUHAPHOTO NPUMEHEHUs 3asaBUTENIb  AONOJHUTENIbHO MNPeACTaBAfeT B YNOJHOMOYEHHbIN
desiepanbHbIit opraH UCNONHUTENBLHOW BNACTU Caeaylolime AOKYMEHTbI (CBeaeHuA):

(B pea. PepepanbHoOro 3akoHa ot 27.12.2019 N 478-93)

1) cBeaeHuMsa o gate NpegoCTaB/ieHUsA U PErMcTPaLMoOHHOM HOMeEpPE JIMLLEH3UW Ha NPOM3BOACTBO
JIeKapCTBEHHbIX CPeAcTB, NpPeAoCTaB/fIeHHON MPOU3BOAMUTE/NIO JIEKAPCTBEHHOrO MpenapaTta Aand
BETEPMHAPHOIO NPUMEHEHUA, AN POCCUINCKMX NPOU3BOAUTENENR;

(B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 478-93)

2) cBeaeHWA 0 gaTe NpenoCcTaBleHUs U PerncTpaLMoOHHOM HOMepe /IMLEH3UN Ha NPOU3BOACTBO
NeKapcTBEHHbIX CPEeACTB, NpPeAoCTaB/NeHHOM npousBoauTento  ¢apmaleBTMYEeCcKoW cybcTaHumu,
BXOAALLEN B COCTAB JIEKAPCTBEHHOrO npenapaTta 41a BeTepPUHAPHOro NpPMMEHEeHWA, AN POCCUICKUX
npoussogutenew;

(B pea. PepgepanbHoro 3akoHa ot 27.12.2019 N 478-93)

3) KonuA AOKYMEHTa, BblAaHHOTO YNOAHOMOYEHHbIM OPraHOM CTPaHbl NPOU3BOAUTENA ANA KaXKA0M
NPOW3BOACTBEHHON NNOWAAKM JIEKAPCTBEHHOIO npenapaTa ANA BeTepUHAPHOro MNPUMEHEHUA U
NnoATBEPKAAOWEro COOTBETCTBME NPOU3BOAMTENS JIEKAPCTBEHHOro npenapata TpeboBaHUAM NpaBua
Hag/eXKallelr NpoM3BOACTBEHHOM MPAKTUKM, M €ro nepeBos Ha PYCCKUA A3bIK, 3aBEpPEHHble B
YCTaHOBJIEHHOM MOPAAKE, a TaKKe KOMWUS 3aK/T0YEHMA O COOTBETCTBMM MPOU3BOAUTENSA IEKAPCTBEHHbIX
cpeactB  TpeboBaHMAM  MNpaBWA  Hagle)kaweh  MNpou3BOACTBEHHOM  MPAKTUKKM,  BblAaHHOMO
YNO/IHOMOYEHHbIM peaepasibHbiM OPraHOM UCMOJIHUTENIbHOM BNACTM AJ1A KaXA0M NpPou3BOACTBEHHOM
NAOWAAKN NeKapCTBEHHOro npenapaTta A1Aa BETEPUMHAPHOrO MPUMeEHEeHUA, NMBO0 Konua peLleHus o
nposeAeHUU UHCNEKTUPOBaHMA NPOU3BOAMTENSA IEKAPCTBEHHbIX CPEACTB, MPUHATOrO YNOAHOMOYEHHbIM
denepanbHbiM OpPraHOM WCNOAHUTENbHOW BNACTU ANA  KaXAoh MPOM3BOACTBEHHOW MNAOWAAKN
NIeKapCTBEHHOrO Npenapara 418 BeTePUHAPHOro NpuMeHeHus. YKasaHHble 4OKYMeHTbI NpeacTaBAsoTCA
B CAyyae, eciu MNPOU3BOACTBO JIeKapCTBEHHOro npenapaTa A48 BETEPUHAPHOro NPUMeHeHuA
ocyllecTsnseTca 3a npegenamu Poccuiickolt deaepaumnu;

4) Konua AOKYMeHTa, BblAAHHOrO YMNOJIHOMOYEHHbIM OPraHOM CTpaHbl NpoussBoAuTens
dbapmaueBTUYecKoi cybcTaHumu n NoATBEPKAAIOLLETO COOTBETCTBUE npoussoauTens
dapmaLeBTMUYECKON CyOCTaHUMM, BXOAALLEN B COCTAaB JIEKAPCTBEHHOrO npenapaTta 4158 BeTePUHAPHOro
npumeHeHusn, TpeboBaHMAM MNpPaBUA Hag/erKallell NpoM3BOACTBEHHOM MPAKTUKKU, M ero nepesos Ha
PYCCKMA  A3bIK, 3aBepeHHble B YCTaHOBAEHHOM MOpAgKe, B CAyYae, €C/In MPOM3BOACTBO
dapmaLeBTMUECKOM cybCTaHLMK OCyLLecTBAAETCS 3a Npeaenammn Poccuiickon deaepauum.

(yactb 1 B pea. PepepanbHoro 3akoHa ot 04.06.2018 N 140-93)

1.1. B cnyyae M3meHeHus U (MAun) AONOSHEHUS NPOU3BOACTBEHHOWN M/IOLWAAKA JIEKAPCTBEHHOTO
CPeAcTBAa AOKYMEHTbI, YKasaHHble B 4YacTM 1 HacToslel cTaTbM, NPeACTaBAsAOTCA 3anaBUTENEM B
OTHOLUEHUM WU3MEHAEMON U (MAKM) [OMNOSHAEMON NPOU3BOACTBEHHOM NOWAAKM JIEKAPCTBEHHOIMO
cpeacTBa. PelweHne 0 BHECEHUU U3MEHEHUI B LLOKYMEHTbI, COAEPKALLMECS B PETUCTPALMOHHOM A0Cbe
Ha 3aperncTpPUpPOBaHHbIN EeKAPCTBEHHDIM NpenapaT AnA BETEPMHAPHOrO NPUMEHEHUA, an 06 oTKase B
MX BHECEHMM MPUHMUMAETCS B C/ly4ae HeobXoAMMOCTM NPOBEAEHUA 3IKCNEPTU3bl NEKAPCTBEHHONO
CPeACTBA B CPOK, He MpEBbIWALWMA AEBAHOCTA pabounx OHelM, a B OCTa/bHbIX C/y4asx B CPOK, He
NpeBbILLAOWMI TPUALATU PaboUnX gHEN Co AHA NPUHATUA YNOJHOMOYEHHbIM denepasbHbIM OpraHom
NCMNOJIHUTENbHOM BNACTU 3asiB/IEHNS O BHECEHWUWN TaKMUX U3MEHEHUIA.

(yacTb 1.1 BBeaeHa denepanbHbiMm 3akoHoM oT 04.06.2018 N 140-93)

1.2. B cnyyae peopraHusauuu gepxkaTens WaM BnageNblLa PerncTpauMoHHOro yA0CTOBEpeHUs
NIeKapCTBEHHOro npenapaTa ANA BeTePUHAPHOTO NpUMeHeHua, pa3paboTumKka uan npoussoguTens
NleKapCcTBEHHOro npenaparta ANA BeTePUHAPHOro NpUMeHeHUsA B 3aABAEHUN O BHECEHWUU U3MEHEHWI B
OOKYMEHTbI, coAepsKalimMeca B PerncTpalMoHHOM A0Cbe Ha 3aperncTPUPOBaHHbIN NeKapCTBEHHbI
npenapaTt Ana BeTepMHAPHOro NMPUMEHEHMA, YKa3blBalOTCA AaHHble AOKYMEHTa, NOATBEpPXKAaloWwero
BHECeHMe COOTBETCTBYIOWUX U3MeHeHU B EAMHBIN rocyAapCTBEHHbIN peecTp opuandecknx auy (gns
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OopraHusauuii, 3aperncTpMpoBaHHbIX Ha TeppuTopun Poccuiickort deaepaumm), AN MHOTO AOKYMEHT],
NoATBEPKAAIOWErO PEOPraHM3aLMIO OPUANYECKOTO AMLA (417 OpraHM3aUnii, He 3apPerucTPMPOBaHHbIX
Ha Tepputopun Poccuiickoir Pepepaumu). 3asBAeHUME O BHECEHUM U3MEHEHUN B AOKYMEHTHI,
cofepiKalmecs B PEermcTpaLMoHHOM AOCbe HA 3aPerncTPUpPOBaHHbIM NIEKAPCTBEHHbIM NpenapaT ans
BETEPMHAPHOIO NPUMEHEHMUA, U NpUIAraeMble K HEMY AOKYMEHTbI NPeacTaBAAOTCA B YNONHOMOYEHHbIM
denepanbHbIi opraH UCNOIHUTENbHOM BAACTU He No3aHee Yem yepes TpuauaTtb pabounx gHen co gHA
BHECEHMA COOTBETCTBYIOLWMX U3MEHEHUI B EAMHBIN rocyAapCTBEHHbIV peecTp opuandeckux auy (aan
OpraHu3auuii, 3aperncTpPUpPoOBaHHbIX Ha Tepputopumn Poccuiickoit Geaepaumm) UaM co AHA MPUHATUS
COOTBETCTBYIOLLErO [OKYMEHTa, MOATBEPKAAOWEro pPeopraHM3aumio topuamnyeckoro avua (gna
OpraHvM3auuii, He 3aperncTpMpoBaHHbIX Ha Tepputopumn Poccuiickoli depgepauuun). B cnyuyae
peopraHM3aumMmn gepatens WAM BAafeNbLa PErucTpauMoOHHOrO YyAOCTOBEPEHUA JIEKAPCTBEHHOIO
npenapata A/18 BETEPUHAPHOrO MNPUMEHEHMA 3aABNEHME O BHECEHUM W3MEHEHWI B [OOKYMEHTHI,
cofeprKalwmecs B PermcTpalMoHHOM [0Cbe Ha 3apPerncTpUpOBaHHbIM IEKAPCTBEHHbIM NpenapaT ans
BETEPUHAPHOIO MNPUMEHEHMA, MOZAeTCA HPUAMYECKMM IMLLOM, KOTOPOMY B XO4Ee peopraHusauum
nepeaaHo NpPaBo BAAAEHMA TaKUM PErMCTPALMOHHBIM YA0CTOBEPEHNEM.

(yacTb 1.2 BBeaeHa deaepanbHbiMm 3akoHoM oT 02.08.2019 N 297-93)

2. B cnyyae BHeceHUA M3MEHEHUI B AOKYMEHTbI, CoAepKalumeca B perucTpauMoHHOM A0Cbe Ha
3apPerucTpPUPOBaHHbIA JIEKAPCTBEHHbIM Npenapat Als BETEePMHAPHOro MPUMEHEHMUA, B OTHOLLUEHUMU
CBeAeHUN, yKasaHHbIx B nognyHKktax "e", "»x", "k", "n", "H", "c", "x" nyHKTa 7 yactn 3 ctaTtbk 17 HacToALWErO
denepanbHOro 3aKoHa, U3MeHeHUA U (MAK) AONOTHEHUA NPOU3BOACTBEHHOM NIOLWAAKN IEKAPCTBEHHOTO
CpencTBa, a TaKXe B C/lydae M3MEHEHMA MOKas3aTesield KayecTBa JIEKAapCTBEHHOro npenapaTta gas
BETEPUHAPHOIO MPUMEHEHUA U (MIM) MeTOZOB KOHTPO/S KayecTBa JIeKapCTBEHHOro npenapata g/
BETEPMHAPHOIr0 NPUMEHEHMA NPOBOAMTCA SKCMEPTU3a JIEKAPCTBEHHOIO CPeacTBa A1 BETEPUHAPHOIo
npumeHeHus. B cnyyae Heob6XOAMMOCTU BHECEHUA MHbIX U3MEHEHWUIM B AOKYMEHTbI, COAEPKaLMecs B
PErnmcTpaLMoOHHOM [0Cbe Ha 3apernmcTpMpOBaAHHbLIA NEKAPCTBEHHbIN MNpenapaT AAAa BeTepPUHAPHOro
NPUMeHeHWA, 3KCNepTU3a JIeKapCTBEHHOIo CPeACTBa 418 BETEPMHAPHOIO NPUMEHEHMA He NPOBOAUTCA.
(B pen,. PegepanbHbix 3aKoHOB 0T 22.10.2014 N 313-93, 01 22.12.2014 N 429-93)

3. 3aABuUTeNb BNpaBe NPeACcTaBUTb NO COBCTBEHHOM MHMLMATUBE BMECTE C 3aAB/NEHUEM O BHECEHUN
M3MEHEHWA B [OKYMEHTbl, COAEeprKaliMeca B PErmcTpauMoHHOM [OO0Cbe Ha 3aperncTPUMpOBaHHbIN
NleKapcTBEHHbIA NpenapaT 414 BeTepMHaAPHOro NPUMEHEHMUS, KOMUU AOKYMEHTOB, NOATBEPHKAAIOLMNX
ynnaTy rocyAapCTBEHHOW MOLWAMHbLI 33 BHECEHME B AOKYMEHTbI, COAEPMKALLMECH B PErncTpaLMOHHOM
[OCbe Ha 3apernmcTpuMpoBaHHbIM JEKApCTBEHHbIM MpenapaT AAA BETEPUMHAPHOrO MPUMEHEHMS,
N3MeHeHW, TpebylolnX NPoBeAEeHUA IKCNEPTU3bl IEKAPCTBEHHOrO CPeAcTBa, WAM W3MEHEHWI, He
TpebyroLWwmMx NPOoBEAEHMUS IKCNEPTU3bI JIEKAPCTBEHHOTO CpeacTBa. B ciyyae HeO6X0AMMOCTU U3MEHEHUA
CBEAEHUN, COAEP)KALMXCA B PErUCTPaLMOHHOM YAOCTOBEPEHWUW JIeKapCTBEHHOrO npenapaTa g/
BETEPUHAPHOr0 NPUMEHEHMUS, C 3aAB/IEHNEM, YKa3aHHbIM B YacTu 1 HACTOSALLEN CTaTby, 3asBUTE/b BNpase
npeacTaBUTb NO  COBCTBEHHOW WHWUUMATMBE KOMWIO AOKYMEHTA, MOATBEP)KAAloWero ynnaty
rocyZapCTBEHHOM MOLW/IMHbI 33 Bblgavy PErMcTPauMoHHOIO YA0CTOBEPEHUA IEKapCTBEHHOTO Npenapara.
3anBuTeNb BrpaBe MpPeacTaBUTb MO COOCTBEHHOW MHUUMATMBE CBEAEHUA O JIMLEH3UAX, YKasaHHble B
nyHKkTax 1 u 2 yactu 1 HacTosLLElN CTaTbM, a TaKKe BblgaBaemble YNOJHOMOYEHHbIMU deaepanbHbIMU
OpraHaMu UCMONHUTE/IbHOM BAACTU AOKYMEHTbI, YKa3aHHble B MyHKTe 3 yacTu 1 HacToslen cTaTbu. B
C/lyyae HenpeacTaB/eHMA YKa3aHHbIX LOKYMEHTOB (CBEAEHMI) YNONHOMOYEHHbIW desepasnbHblii opraH
WCMONHUTENbHOW  BNACTWU  3anpallMBaeT  YKasaHHble  OOKYMeHTbl  (cBefeHusa) B nopagke
MeKBeAOMCTBEHHOIO MHPOPMALMOHHOTO B3aMMOAENCTBUA.

(yacTb 3 B peq. depepanbHOro 3akoHa ot 27.12.2019 N 478-93)

4, B CpOK, He npeBblWaloWwmin gecAt paboumx AHel co AHA MOCTYMN/IeHUA yKa3aHHOro B Yactn 1
HacToALEeN CTaTbM 3aABJAEHUA U HEOBXOAMMbIX AOKYMEHTOB, YNOJAHOMOYEHHbIW deaepanbHbli opraH
NCMNONHUTENbHOW BAACTK:

1) NpoBOAMT NPOBEPKY NONHOTbI U AOCTOBEPHOCTU CBEAEHUI, COAEPKALUMXCA B NPeaCcTaBAeHHbIX
3aABUTENEM JOKYMEHTAX;
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2) NpYHMMaeT peLleHre O NPOBEAEHMM IKCMEePTU3bI IEKAPCTBEHHOTO CPEACTBA A1 BETePUHAPHOIO
npMMeHeHuA nan 06 oTKase B ee NPoBEAEHUMU;

3) yBegomnneT B NUCbMeHHOW dopme 3aaBUTENA O MPUHATOM pPeleHUr UAKN B Cay4Yae NPUHATUA
peweHns o6 OTKase B MNPOBEAEHMM IKCNEPTM3bl NEKAPCTBEHHONO CPeacTBa A1 BETEPUHAPHOTO
NPUMEHEHMA C YKa3aHWeM NPUYMH TaKOro OTKasa.

4.1. B cny4ae BbIIBNEHUA HEJOCTOBEPHOCTU U (MN) HEAOCTAaTOYHOCTU CBEAEHUI, COAEPIKaLLNXCA B
NnpeacTaB/eHHbIX 3aABUTENIEM OO0KYMEHTaX, YNOJHOMOYEHHbIN denepasibHbli OpraH UCMONHUTENBHOM
B/1IaCTU HanpaBAseT 3asaBUTE/N0 3anpoc 06 YTOYHEHMWM YKasaHHbIX CBEAEHMW. 3anpoc MOKeT ObiTb
nepegaH ynoaHOMOYEHHOMY NPeaCcTaBUTENIO 3aABUTENA NOA PACMIUCKY, HAanpaBaeH No NoyTe 3aKasHbim
NMUCbMOM WM NepeaaH B 3/IEKTPOHHOW dopme No TENIEKOMMYHUKALMOHHbIM KaHanam cBsAsn. B cnyyae
Hanpas/ieHMA 3anpoca 06 YTOYHEHUM YKa3aHHbIX CBEAEHWUIN NO NOYTE 3aKa3HbIM NMUCbMOM OH CYMTaeTcA
MoJIy4eHHbIM MO UCTEYEHMM LIECTU AHEN C AATbl HANPaAB/EHUS 3aKa3HOTo NMCbMa.

(yacTb 4.1 BBeaeHa deaepanbHbiMm 3akoHoM oT 04.06.2018 N 140-93)

4.2. 3asBuTenb 06A3aH NpeacTaBUTb OTBET Ha 3aMpoc YNoJIHOMOYEHHOro deaepasnbHOro opraHa
WCNOJIHUTENbHON BNACTU B CPOK, He MpeBbIWAOWMA AeBAHOCTA paboumx AHel co AHA nonyyeHua
AaHHoro 3anpoca. CpoKkK, yKkasaHHble B 4Yactu 1.1 HacToAwen cTaTbW, NMPUOCTAHAB/IMBAKOTCA CO AHSA
HanpaB/ieHMA 3aABMTENIO 3aMPOCca YNOJHOMOYEHHOTO pesepasibHOro OpraHa UCNOIHUTEIbHOM BNacTu 4o
OHA Nosy4YeHMA OTBETA HA AAHHbIV 3aMPOC U HE YYUTBIBAKOTCA NPU NCHUCIIEHUN CPOKA MPUHATUA PeLLeHMUA
O BHECEHUN WU3MEHEHWN B [AOKYMEHTbl, cogep)Kalpmeca B pPErucTpauMoHHOM [0Cbe  Ha
3aPEerncTPUPOBaHHbIM IEKAaPCTBEHHDbIN NpenapaT 419 BETEPUHAPHOIO NPUMEHEHMS.

(yacTb 4.2 BBeaeHa deaepanbHbiMm 3akoHoM oT 04.06.2018 N 140-93)

5. OcHoBaHMem pana OTKasa B MPOBEAEHUM 3SKCNEPTU3bl JIEKAPCTBEHHOrO CpeacTBa AAa
BETEPUHAPHOrO NPUMEHEHUS ABAAETCA NpeacTaB/NeHMe [OO0KYMEHTOB, YKasaHHbIX B Yactax 1 u 3
HaACTOALLEN CTaTbW, B HEMOJIHOM O6bemMe UM OTCYTCTBME B MPEACTaBAEHHbIX AOKYMEHTaX A0CTaTOYHbIX
CBeZleHUN, NoATBEpPXKAAIWMUX HeobXoaMMOCTb BHECEHUS W3MeHeHul, nMbo HenpeacTaBneHUe
3aABMTENIEM B YCTAaHOBNEHHbIA CPOK OTBETA HA YKasaHHbIM B 4acTM 4.1 HacToAlwen cTaTbM 3anpoc
YNONHOMOYEHHOro peaepanbHOro opraHa UCNOMIHUTENbHOM BAACTH.

(B pen,. PepepanbHoro 3akoHa ot 04.06.2018 N 140-93)

6. DKCNepTM3a NeKapCTBEHHOro CPeAcTBa AN BETEPUHAPHOro NPMMEHEHUA B LEenaX BHeceHus
M3MEHEHUI B LOKYMEHTbI, COAEepalimeca B PEerucTpauMoHHOM A0Cbe HA 3aperucTpuMpoOBaHHbIN
NeKapCTBEHHbIM MpenapaT A48 BeTepPMHAPHOrO MPUMEHEHMA, OCYLLecTBAAeTCA B  MOPAAKE,
YCTaHOB/NIEHHOM CTaTbel 24 HacToAwero ®eaepasbHOroO 3aKoHa.

6.1. B cpOK, He NpeBbIWAWNIN AecATM pabounx AHel Co AHA NOYYEeHMA 3aKAOYEHUA KOMUCCUM
3KCMepTOB NO pe3y/nbTaTaM YKa3aHHOM B YAaCTW 2 HACTOALLEM CTaTbW 3KCNEPTM3bl, YNOJAHOMOYEHHDIN
denepanbHblIii OpraH UCMOJIHUTEIbHOM BNACTU:

(8 pea. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-93)

1) npuHMMmaeT peweHne O BHeCeHUU U3MEHEHUN B AOKYMEHTbI, coaepXauwpeca B
perncTtpatMoHHOM A0Cb€e Ha 3ape|’l/ICTpVIpOBaHHbIﬁ ﬂeKapCTBEHHbIﬁ npenapar anAa BETEPUHAPHOro
nNpUMeHeHUA, Un 06 O0TKase BO BHECEHUN TaKUX M3MEHGHMI‘/JI;

2) BHOCUT B I'OCYAapCTBEHHbIﬁ peecTp NeKapCTBEHHbLIX CPeaCTB HAa OCHOBAaHUM peLleHNA O BHECEHUN
M3MEHEHUN B AOKYMEHTbI, coaepxawmeca B pPerncTtpaymMoHHOM AOocCbe Ha 3aperMCTpMPOBaHHbIVI
ﬂeKapCTBEHHbIﬁ npenapart onAa BeTepnHapHOro npuMmeHeHuA, HEO6XO,£I,MMbIe N3IMEHEHUA N BO3BPALUAET
3TN OOKYMEHTbI 3aABUTENIO;

3) BblaaeT 3anBMTENI0 HOBOE PerncTpaumMoHHOe yA0CTOBEpPEHME IeKapCTBEHHOro npenapara Ana
BETEPUHAPHOro NPUMEHEHMA B CAyYae HeobX0AMMOCTM U3MEHEHWNA CBEAEHMI, COAEPNKALLMXCA B HEM, C
COXpaHeHWeM HOoMepa paHee BblAAHHOMO PEerucTPaLMOHHOrO YAO0CTOBEPEHUA 1IeKAapPCTBEHHOMO
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npenapara A1a BeTePUHAPHOro NPUMEHEHWA.
(n. 3 BBeaeH depepanbHbiM 3akoHOM oT 02.08.2019 N 297-d3)
(yacTb 6.1 BBegeHa deaepanbHbim 3akoHOM 0T 22.10.2014 N 313-93)

6.2. B cnyyae BHECEHUA U3MEHEHMN B AOKYMEHTbI, CoAeprKallnecs B perMcTpaumoHHOM A0Cbe Ha
3aPEerncTPUPOBaHHbIA  JIEKAapCTBEHHLIM MpenapaTt AAA BETEPUHAPHOIO MPUMEHEHUA, B 4acTu,
Kacatowenca wsmeHeHus W (MaM) [OMNOJIHEHUS MPOWU3BOACTBEHHOM MJIOWAAKN NIEKAPCTBEHHOTIO
npenapaTta, Npy NPeACTaBAeHUN 3aABUTENEM B COOTBETCTBUM C MYHKTOM 3 4acTn 1 HacToAweln cTaTbu
KONUW peLleHna YNOoJHOMOYEHHOTO ¢enepanbHOro OpraHa WMCMOJAHUTENbHON BAACTU O MPOBEAEHUU
WMHCNEKTUPOBAHUA NPOU3BOAUTENA NEKAPCTBEHHbIX CPEACTB CPOK, YKa3aHHbIM B YacTn 6.1 HacTosLlei
CTaTbW, NPUOCTAHABANBAETCA CO AHA NOJYYEHUA 3aKOYEHUA KOMUCCUM SKCNEPTOB A0 AHA MPUHATUA
YNOJIHOMOYEHHbIM defepasbHbIM OPraHOM UCMONHUTENbHOM BIACTU PELLEHUs O Bblaadve nam 06 oTkase
B BblAaye 3aK/J0YEHMA O COOTBETCTBMM NPOU3BOANUTENA IEKAPCTBEHHbIX CPeACTB TpeboBaHMAM NpaBun
HaZ/eXKallen Npon3BOACTBEHHOW NPAKTUKKM, HO He Bosiee YeM Ha CTO BOCEMbAECAT Pabounx gHew.
(yacTb 6.2 BBeaeHa deaepanbHbiMm 3akoHoM oT 04.06.2018 N 140-93)

7. OcHoBaHMeM Ans O0OTKasa BO BHECEHUMW W3MEHEHWI B [OOKYMEHTbl, COAEprKalimecs B
PErnmcTpaLMoOHHOM [0Cbe Ha 3apernmcTpMpOBaAHHbLIA NEKAPCTBEHHbIN MpenapaT AlAa BeTepPUHAPHOro
NPUMeHeHWA, B Cy4Yanx, He TpebyloLWmnx NPoBeAEHNA SKCNEPTU3bI IEKAPCTBEHHOTO CPeACTBa, ABNAAETCA
npeacTaBieHne SOKYMEHTOB, YKasaHHbIX B YacTax 1 M 3 HAcTosLWwen cTaTbM, B HENOAHOM 0O6bemMe MK
OTCYTCTBME B NPeACTaBAEHHbIX AOKYMEHTaX CBEAEHWUIN, KOTOpble AO/XKHbI ObiTb B HUX OTPaKeHbl, M60
HenpeacTaBAeHNEe 3aABUTE/IEM B YCTAHOBJIEHHbIN CPOK OTBETA Ha YKas3aHHbIM B YacTu 4.1 HacToAwei
CTaTbW 3aMnpoc ynosHOMOYeHHOTo desepanbHOro opraHa UCNOIHUTEIbHOM BAACTML.

(yacTb 7 B peq. depepanbHoro 3akoHa ot 04.06.2018 N 140-d3)

7.1. OcHoBaHMeM pAnsi OTKa3a BO BHECEHUM M3MEHEHUN B [AOKYMEHTbI, coAeprKalinecs B
pPerucTpaumMoHHOM [0Cbe Ha 3apPerncTpMpPOBaHHbLIA JIEKAPCTBEHHbIM NpenapaT AnsA BeTepUHapPHOro
NPUMEHEHUA, B C/y4anx, Tpebylowmx nNpoBedeHUA 3KCNepTM3bl eKapCTBEHHOro cpeacTBa, ABAAeTcA
3aK/Ilo4eHME YNOAHOMOYEHHOIro ¢eaepanbHOro opraHa MCNOAHUTENBHOW BAACTM O BO3MOMKHOCTU
CHUeHMA 6e30MacHOCTM, KauyecTBa, 3PpPEeKTUBHOCTM IEKAPCTBEHHOTO NpenapaTta BCAeACTBUE BHECEHUA
M3MEHEHMN B YKa3aHHble AOKYMEHTbI, 0TKa3 YNOJHOMOYEHHOTo ¢peaepanbHOro opraHa UCNONIHUTENbHOM
B/1aCTU B BblJaye 3aK/IOYEeHUS O COOTBETCTBUU NPOU3BOAMUTENS IEKAPCTBEHHbIX CPeACTB TpeboBaHMAM
npaBun Hagsexawen npousBOACTBEHHOW MPAKTUKM B C/Ayd4ae U3MEHeHMAa U (MAKM) AONOAHeHUA
NPou3BOACTBEHHON M/OWAAKM JIEKAPCTBEHHOrO MpenapaTa, ecauM NPOM3BOACTBO JIEKAPCTBEHHOTO
npenapaTta 418 BETEPMHAPHOIro NPUMEHEHMA OCYLLECTBAAETCA 3a Npegenammu Poccuiickoinn deaepauumy,
WX OTCYTCTBME 3TOr0 3aKN0UYEHUA.

(yacTtb 7.1 BBegeHa depepanbHbim 3akoHOM 0T 04.06.2018 N 140-93)

8. JlonyckaeTcs obpalieHve NeKapCTBEHHbIX NPenapaToB A/ BEeTePUHAPHOro MpUMEHeHUs A0
MCTEYEeHUA CPOKA FOAHOCTU, MPOU3BELAEHHDBIX B TEYEHME CTa BOCbMUAECATU AHEN Nocae AaTbl MPUHATUA
YNOAHOMOYEHHbIM PeaepanbHbiM OPraHOM UCMONHUTEbHOW BAACTU PeLleHUs O BHECEHUU U3MEHEHMI
B AOKYMEHTbI, COAEpMKaLLMecs B PerMcTpaumMoHHOM A0Cbe Ha IeKaPCTBEHHbIM Npenapart, B COOTBETCTBUM
c Hbopmaumei, cogepKallenca B OKYMEHTaxX PerncTpaumoHHOro A0Cbe Ha IeKapCTBEHHbIM npenapart
[0 AaTbl MPUHATMA TaKOro peLleHus.

(yacTb 8 B peq. denepanbHOro 3akoHa ot 22.12.2014 N 429-93)

CtaTba 32. OTMeHa rocyAapCcTBEHHOM PerucTpaLumumn NeKapcTBEHHOro npenapara

PeweHne 06 oTmeHe I'OCVLI,apCTBeHHOﬁ perncTpaunm nekapCrtBeHHoro npenaparta U UCKAK4YeHnUn
NNEKApPCTBEHHOIoO npenapata W3 rocygapCTBeHHOro peectpa JN1eKApPCTBEHHbLIX CPeacTB MPUHUMAETCA
YNO/THOMOYEHHbIM cbe,u,epaanblm OopraHom WUCNONIHUTENbHOW BNACTU B Ccniyyae:

1) npeacrasneHnA COOTBETCTBYHOLWLMNM YNO/IHOMOYEHHbIM cbe,a,epaanblm OopraHom
WCNOJIHUTENIbHON BNACTU 3aKAOYEHUs O pucrke wnnaun 06 yrpose 3400pPpO0BbHO, XMU3HU YesI0BEKA WU
KUBOTHOTO Npu NpUMeEHEHUU NEKAPCTBEHHOIO npenaparta, npesbilwalowmnx ero 3¢¢EKTVIBHOCTb, no
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pe3ysibTaTaM OCyLlecTB/1AeMOro UM MOHUTOPUHIa 6e3onacHocTn NeKapCTBeHHOro npenaparta;

2) nogaun peprkatenem WUAU BNaAeNbLEeM PerncTpauMoHHOro YAOCTOBEPEHUS JIEKAPCTBEHHOTO
npenapata WAM YMNOAHOMOYEHHbIM MM OPYIUM  IOPUANYECKMM JIMLOM 3asB/ieHUs 06 oTmeHe
rocy4apCcTBEHHOM perncTpaLmm 1eKapcTBEHHOro Npenapara;

(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3) HenoATBEPXAEHWA TOCYAaPCTBEHHON PErucTpaLmmn NekapCTBEHHOMo npenaparta no ucteyeHnm
CPOKa AencTBUA perncTpaumMoHHOro ya0CTOBEPEHWS, BbIAAHHOIO Ha NATb /IET;

4) HenpeacTaBneHus 3asBuTenem WHPOpPMauMM, KOTOpas MOXKeT TnoBjiedyb 3a cobol
HeobXoAMMOCTb BHECEHWS M3MEHEHUIN B AOKYMEHTbI, COAEpP’KalMecs B PerncTpaLMoHHOM AO0Cbe Ha
3aperucTpupoOBaHHbIM  NIEKAPCTBEHHbIM MpenapaTt, B TeyeHWe Tpuauatu paboumx AHeld co AHA
HaCTyMnAeHNA 3TUX U3MEHEHMIA;

5) ocywecTBneHus rocyfapcTBEHHON perncTpauuu NeKapCcTBEHHOroO npenapaTa nog, TOpProBbiM
HAaUMEHOBaHUEM 3apErMcTPMpPOBaAHHOIO paHee nojg, 3STMM TOProBbiIM HAMMEHOBAHWEM JIEKAPCTBEHHOIO
npenapaTa, OT/IMYatoLWEeroca Ka4ecTBEHHbIM COCTAaBOM AEeNCTBYHOLUMX BELLECTB;

(8 pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

6) ocyLLeCTBIEHNA TOCYLAaPCTBEHHOW PErMCTPaLLUMM OAHOTO M TOTO e IeKaPCTBEHHOTO NpenapaTa B
OTHOLIEHMM OAHOrO W TOTO e gepKaTena MAW BAafenbla PerncTpaumMoHHOro yAoCTOBEpeHUs
NleKapcTBEHHOrO npenapaTta B BWAe ABYX M 6osiee NeKapCTBEHHbIX NpPenapaToB Noj, Pas/MyHbIMU
TOProBbIMM HAMMEHOBAHNAMM;

(n. 6 B pea. PepgepanbHoro 3akoHa ot 04.06.2018 N 140-93)

7) BbIHECEHMA CYA0M PELLEHMA O HAapyLLEeHMM NpaB NpaBoobi1aaaTens 06beKTOB UHTENNEKTYaNbHON
cobCTBEHHOCTM NpU 06paLLLeHNM NEKAPCTBEHHbIX CPEACTB;

8) oTCyTCTBMA NEeKapcTBEHHOro Npenapara B 0bpaweHnn B Poccninickon deaepaumm B Te4eHME TPeEX
n bonee net;
(n. 8 BBeaeH dPepepanbHbim 3aKoHOM 0T 22.12.2014 N 429-03)

9) HeBbINO/MIHEHWA OepyKaTesieM WAW  BAAZEeNbLeM  PEerMcTpalMoOHHOrO  YAOCTOBEPEHUA
JIeKapCTBEHHOIO nNpenapaTa B0 YNOJHOMOYEHHBIM UMW APYTUM IOPULNYECKUM IULLOM MEPONPUATUIA
no obecneyeHnto 6e30NaCHOCTM JIEKAPCTBEHHbIX MPENAPATOB, YCTAHOB/IEHHbLIX YMNOJIHOMOYEHHbIM
depepanbHbIM OPraHOM UCMONHUTE/IbHOM BNACTU B COOTBETCTBMM C YacTAMM 3 1 4 cTaTbm 64 HacToAWwero
PepnepanbHOro 3aKOHa, B paMKax OcyLLecTBAeHNA papmaKkoHa[30pa;

(n. 9 BBeageH depepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

10) oTKasa pAep:kaTens WAW BNagenbLa PEerucTpPaLlMoOHHOro Y/AOCTOBEPEHUA /IeKapPCTBEHHOrO
npenapata AM60 YNOJHOMOYEHHOIO UMW APYroro HPUAMYECKOTO /MUA OT BHECEHWS WU3MEHEHUA B
WHCTPYKUMIO MO MPUMEHEHWUIO NIEKAPCTBEHHOrO MnpenapaTta, KacalowMxcA HOBbIX MOATBEPMKAEHHbIX
OAHHbIX O TOM, YTO PUCK NPUUYMHEHUA Bpeda 340PO0BbIO Ye/IOBEKA WU XKUBOTHOMO BCAeACTBUE NpMema
JIeKapCTBEHHOro npenapaTta npesbiwaeT 3¢pHeKTUBHOCTb ero NPUMEHEHMUS.

(n. 10 BBegeH PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

KoHcynbTaHTlAOC: NpumeyaHue.
C01.01.2026 cT. 32 gononHsietca n. 11 (®3 o1 27.12.2019 N 475-03).

CraTtbna 33. locyAapCcTBEHHbINA peecTp 1IeKapCTBEeHHbIX CpeacTB

1. FocyaapcTBeHHbIV peecTp JIeKapCTBEHHbIX CPeACTB COAEPKWUT NepeyeHb JiIeKapCTBEHHbIX
npenapaTos, NpoLwWeaWwnX rocyaapCcTBEHHY0 perucTpaumio, nepedyeHb GapMaLeBTUYECKUX CybCcTaHUMi,
BXOAALLMX B COCTaB /IEKAPCTBEHHbIX MPenapaTtos, U cAeayoLwyo MHbopmaLmio:
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1) B OTHOWEHUN NEKAPCTBEHHbIX MPENAPAaTOB:

a) HaMMeHOBaHMe JIeKapCTBEHHOro npenapaTta (merKayHapogHoe HemnaTeHTOBaHHOe, WM
rPynnMpoBOYHOE, NN XMMUYECKOE N TOProBOe HauMeHOBaHMA);
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

6) nekapcTBeHHas Gopma c yKasaHMEeM 403UPOBKM IEKAPCTBEHHOIO NpenapaTa U ero KoJM4yecTsa B
NnoTpebuTeNbCKOM YNaKoBKE;

B) HAMMeHOBaHMWe AeprKaTeNa nan BnaLenbla PerncTpaLMoOHHOIO yA0CTOBEPEHNA IEKAPCTBEHHOTO
npenapaTta u CBeAEHUs O PErucTpauumn aepxaTtens uan Bnagenbla perncTpaLMoHHOro ya0CTOBEPeHUs
NIeKapCTBEHHOIO NpenapaTta 414 MegULMHCKOro NPUMEHEHMA B KAYeCTBe Ha0oronaaTesblMKa B CTpaHe
perucTpauun (oA POCCUMCKUX IOPUANYECKUX ANL, - UOEHTUDMKALNOHHDBIA HOMEpP HanoronaaTesblumKa
(MHH), ans MHOCTPaHHbIX IOPUANYECKUX UL, - CTPAHA perncTpaumm, HaMMeHOBaHWE PEruCTPUPYHOLLLETO
opraHa, permcTpaLMoHHbIN HOMEpP, KO Ha/loronnaTeNbLLMKa B CTPaHe pernctpaumm (MHKopnopauuu) unm
ero aHasnor);

(nn. "8" B peq,. PepepanbHoro 3akoHa ot 28.12.2017 N 425-93)

r) HaUMeHOBaHWe 1 aapec NPOU3BOAMTENA NEKAPCTBEHHOTO NpenapaTta u CBeAeHUs 0 perncrTpaumm
NPou3BOAUTENA NIEKAPCTBEHHOro nMpenapata  Aaa MeAMUMHCKOTO MNPUMEHeHUsa B KayecTBe
Ha/loronnaTeNblinKa B CTPaHe perucTpaumm (418 POCCUNCKUX IOPUANYECKUX UL, - UAEHTUPUKALMOHHbIN
Homep Hanoronnatenbwmka (MHH), ONA MHOCTPAHHBLIX OPUOMYECKMX UL, - CTPaHa perucTpauuu,
HauMeHOBaHWe PErncTPUPYIOLWEro opraHa, PerMcTPaLMOoHHbIA HOMep, Ko HanoronnaTe/blWwuKa B CTpaHe
pernctpauuun (MHKopnopaunun) UaM ero aHanor);

(nn. "r" B pea. PenepanbHoro 3akoHa ot 28.12.2017 N 425-93)

A) dapmakoTepanesTuyeckaa rpynna, Ko4 J/IeKapCTBEHHOro npenapata nNoO aHaTOMO-
TepaneBTUYECKO-XMMMUYECKOW  KnaccubuKaummn, pPeKoMeHAOoBaHHOMW  BcemupHOM  opraHusaumen
3/ paBOOXPaHEHNS;

(nn."n" B pen. PepepanbHoro 3akoHa oT 22.12.2014 N 429-93)

€) NoKasaHuWA M NPOTUBOMNOKA3aHMUA K MPUMEHEHUIO IeKaPCTBEHHOIO Npenapara;
) No6oYHbIe AEWUCTBUA IeKaPCTBEHHOrO Npenapara;

3) CPOK rO4HOCTU NEKAPCTBEHHOrO Npenapara;

1) YCNOBUA XpaHEHNA NeKapCTBEHHOTO Npenapara;

K) YCNOBMA OTNYCKa 1eKapCTBEHHOro Npenapara;

N) Homep dapmaKkonemHoi cTaTbM WMAM B CAyyae ee OTCYTCTBMA HOMep HOPMaTUBHOM
AOKYMEHTauun NiMbo HOPMaTUBHOTO LOKYMEHTA;

M) [aTa rocyfapCTBEHHOW perncTpaumy JeKapcTBEHHOro npenapaTta M ero PerucTpaumoHHbIN
HOMep, AaTa 3aMeHbl PErMcTPaLMOHHOrO YAOCTOBEPEHMNA SIeKapCTBEHHOro npenapaTa Ha 6eccpoyHoe
perncTpaunoHHoe YAOCTOBEpPEHWe NeKapCTBEHHOro npenapaTa, 4aTa NogayyM  3asaBAEHMA O
NOATBEPXKAEHUM TOCYAAPCTBEHHOW perncTpaumMmM NeKapCcTBEHHOro npenapaTa, J4aTta  OTMEHbI
rocyAapCTBEHHOM perncTpaumnmn 1ekapcTBeHHoro npenapara;

(8 pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

H) KayecTBEeHHbIN COCTaB M KOJMYECTBEHHbIA COCTaB AEWCTBYIOLIMX BELLECTB W KauyeCTBEHHbIN
COCTaB BCMOMOraTe/IbHbIX BELW,ECTB IeKapCTBEHHOro Npenapara;
(nn. "H" BBeaeH PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

0) MHPopMaLma 060 BCex paspeLleHHbIX BUAAX BTOPUYHOM (NOTpebuTeIbCKoM) YyNaKkoBKu;
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(nn. "o" BBeAeH desepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

n) gata NPUHATUA peLleHUs O BO3MOXHOCTU paccMaTpuBaTb JIeKapCTBEHHbIM npenapaT npu
rocyaapcTBeHHOWN perucTpaLmm B Kayectse oppaHHOro 1eKapCTBEHHOro npenapaTa (41A NeKapCTBEHHbIX
npenapaTtos A4 MeAULMHCKOro NpUMeHeHuUs);

(nn. "n" BBepeH deaepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-d3; B pea. GenepanbHOro 3aKoHa oOT
27.12.2019 N 475-d3)

p) HanuMume NeKapCTBEHHOro npenapata B MepeyHe M3HEHHO HeobXoAUMbIX U BayKHEeWLIMX
NleKapCTBEHHbIX NpenapaTos (410 NeKapCTBEHHbIX NpenapaToB Ana MeAULUHCKOro NpUmMmeHeHua);
(nn. "p" BBeaeH PegepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3; B pea. PeaepanbHOro 3akoHa oT
27.12.2019 N 475-93)

C) HanuumMe B NEKAPCTBEHHOM MpenapaTe HapKOTUYECKMX CPeaCTB, NMCUXOTPOMHbIX BELLECTB U MX
NPeKypcopoB, NogerKallLmnx KOHTPoto B Poccuinckoli depepaumnm, B COOTBETCTBUM C 3aKOHOAATENBCTBOM
Poccuiickoii Pegepaumm, mexkayHapoaHbimm gorosopamu Poccuinckon Peagepaumm, B Tom umcae EanHom
KOHBEHLUMEeN 0 HapKoTuyeckux cpeacteax 1961 roga v KoHBeHUMEN O NCUXOTPOMHbIX Bewecrsax 1971
roga;

(nn. "c" BBeaeH PegepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-03)

T) uMHbOpmMauMA O TOM, ABAAETCA /W [AaHHbIA NEKAapPCTBEHHbIM npenapaT pedepeHTHbIM
JIeKapCTBEHHbIM NPENAPaTOM;
(nn. "1" BBeAeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

y) cBegeHMs O nogaye 3asB/E€HMSA O BHECEHUW M3MEHEHUI B AOKYMEHTbI, coAep)Kawmecs B
perncTpaunoHHOM A0Cbe Ha NEKAPCTBEHHbIM Npenapar;
(nn. "y" BBeaeH dPeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

o) ytpatun cuny ¢ 1 mapta 2020 roaa. - PegepanbHbiit 3aKoH 0T 27.12.2019 N 475-93;

X) CPOK BBEAEHMWSA IEKaPCTBEHHOIO NpenapaTa B rpaxaaHCcKunii 060porT;
(nn. "x" BBeaeH dPepepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

2) B OTHOLWEHUN hapMaLLeBTUYECKUX CYyOCTaHLMIA:

a) HaMmeHoBaHMe dapmaleBTMYECKOM CcybCcTaHUMKM (MeXAyHapoAHOoe HenaTeHTOBaHHOE, WMAM
rpynnuMpoBOYHOE, AN XMMMUYECKOEe M TOProBoe HaMMeHOBaHMA);
(8 pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6) HaMmeHOBaHWe 1 aapec Npon3BoaUTENA hapMaLLEBTUUYECKON CybCTaHUNN;
B) CPOK rogHoCcTM hapmaLeBTUYECKOW cybcTaHLMu;
r) ycnosus xpaHeHus GpapmMaueBTUYECKOM cybcTaHLmuy;

A) Homep dapmaKkonenlHoM cTaTbM WAM B C/yYae ee OTCYTCTBMA HOMEpP HOPMaTUMBHOM
AOKYMeEHTauumn AMbo HOPMaTUBHOTO OKYMEHTA;

e) Hanuune dapmaLLeBTUUYECKON CyHCTaHUMM B NepeyHe HapKOTUUYECKUX CPeACTB, NCUXOTPOMHbIX
BELLECTB M MX MPEKypCcopoB, NoanexKalmx KoHTposnto B Poccuiickon Pepepaummn, B COOTBETCTBUWN C
3aKoHoZaTenbcTBOM  Poccuitickolt  depepaumnun, MeKAyHApogoHbIMM  goroBopamu  Poccuiickol
depepaunn, B Tom Yncie EgMHON KOHBEHUMEN O HAapKOTMYECKUX cpeactBax 1961 roga n KoHeeHumen o
NCMXOTPONHbIX BewecTBax 1971 roaa.

(nn. "e" BBegeH PepepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

2. q)apMaLI,EBTVI‘-IeCKaFI Cy6CTaHLI,VI‘r'I, npoun3sseneHHaAa OnAa peaansalmn, MmOXKeT 6bITb BK/OYEHA B
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rocyapCTBEHHbIN pPeecTp JIeKapCTBEHHbIX CPeACTB Ha OCHOBAHWW 3asBfeHUs paspaboTymMka uam
npou3BOAUTENA JIEKAPCTBEHHOFO cpeacTBa AMBO YNOJHOMOYEHHOTO MMM HOPUANYECKOrO NuMua Npu
YCNOBMM NPOBEAEHUA B OTHOLIEHWW TaKOM ¢apmaueBTUYECKON cybCTaHUMM 3KCMepTM3bl KayecTsa
dapmaLeBTMUYECKON CcybCTaHUMM B NOpALKE, YCTAHOBNEHHOM CTaTbel 34 HacToawero ®PenepanbHOro
3aKOHa. B oTHoweHuMn dapmaLeBTUYECKUX CybCTaHUUIA, NpPOU3BEAEHHbIX AAs8 peanusauuu, B
rocyfapcTBEHHOM pPeecTpe IeKAPCTBEHHbIX CPEACTB COAEPKUTCA Caeayowas MHpopmaLma:

1) HaMmeHoBaHMe ¢dapmaLeBTUYECKON cybcTaHUuMM (MeXayHapoAHOe HemnaTeHTOBaHHOe, WAn
rPYyNnnMpOBOYHOE, NN XMMUYECKOE N TOProBOE HaMMeHOBAHWMA);

2) HaumeHoOBaHMe, agpec npomssoanTena GapmaueBTUYECKON CyBCTaHUMK, a TaKKe B OTHOLWEHUU
JIeKapCTBEHHBIX CPeacTB ANA MeAVULMHCKOIrO NMPUMEHEHUA CBEAEHUA O perncrpauuu npovssoguTens
dbapmaueBTMUECKON cybCTaHUMM B KayecTBe HajsoronnaTesbluMka B CTpaHe perucTpauumn (ans
POCCUIACKUX HOPULUYECKMX UL, - UAEHTUPUKALMOHHBIN HOMep Hanoronnatenswmka (MHH), ans
WHOCTPAHHbIX IOPUAMYECKUX NIUL, - CTPaAHA pPerncrTpauum, HaMmeHOBaHME PervcTpUpYHOLLEro OpraHa,
PErucTPaLMOHHBIA HOMEpP, KOA HANoronnaTeNblMKa B CTPAHe perncrpauuu (MHKopnopauuun) nam ero
aHanor);

(n. 2 B pea. epepanbHoro 3akoHa ot 28.12.2017 N 425-03)

3) cpoK roaHoCTN papmaLLeBTUUYECKOMN cybCcTaHLuuY;
4) ycnosus xpaHeHuAa papmaLieBTMYECKON cybcTaHumu;

5) Homep dapmakoneiHol cTatbM AMBO B C/Aydyae ee OTCYTCTBUA HOMEP HOPMaTUBHOWM
AOKYMEHTaUMKN MAN HOPMATUBHOIO AOKYMEHT];

6) Hannune dapmaueBTUYECKON CYBCTaHUMM B NepeyHe HAPKOTUYECKUX CPeacTB, NCUXOTPOMHbIX
BELLECTB M MX MPEKYpPCcopOoB, Noanexalmx KoHTponto B Poccuiickon Pepepaumn, B COOTBETCTBUU C
3aKoHomaTenbctBOM  Poccuitickolt  depepaumu,  MeKAyHapoaHbIMM  goroBopamu  Poccuiickomn
depepaunn, B Tom Yncie EgMHON KOHBEHLMEN O HAapKOTMYECKUX cpeactBax 1961 roga n KoHeeHumen o
NCcMXOTPONHbIX BewwecTBax 1971 roaa;

7) pata BKAOYEeHUs dapmMaLeBTUUYECKOW CybCTaHLMM B rOCYAaPCTBEHHbIN PeecTp IeKapCTBEHHbIX
CpeAcTB, AaTa BHECEHUA U3MEHEHWUN B AOKYMEHTbI papmaLeBTUUYECKOM cybCcTaHUmMK, AaTa UCKAKOYEHUA
dbapmaueBTUYECKON CyBCTaHLMUM U3 TOCYAAaPCTBEHHOMO PeecTpa NEKAPCTBEHHbIX CPeACTB.

(yacTb 2 B peq. depepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3. MopAanoK BeaeHMA rocyfapCTBEHHOrO peecTtpa /IeKapCTBEHHbIX CpeacTB AN1A MegUUMHCKOro
npumeHeHnAa W nopAaAaoK BeadeHUA TroCcyaapCTBEHHONO peectpa  J1eEKApPCTBEHHbLIX Cpeacts  AnAa
BETEPUHAPHOIo npumMmeHeHuUA YTBEPXKAAKTCA COOTBETCTBYHOWMM YMNOJIHOMOYEHHbIM cbep,epaanblM
OopraHom MCMNOJIHUTEIbHOM BNaCTH.

Cratba 34. BKalouyeHue B rocyAapcTBEHHbIA peecTp /IeKapCTBEHHbIX CPeACTB U UCKAKOYEHue U3
rocyAapCcTBEHHOIO  peecTpa  /JIeKapCTBEeHHbIX  cpeacTB  (apmaueBTUYECKOW  cybcTaHuuy,
npousBeAeHHOI AnA peanusauum
(B pen. PenepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. Ons BKAtoyeHUa ¢apmaLeBTUYECKOW cybCcTaHuMKM, MPOU3BEAEHHOM AnAa peanvs3auuu, B
rocy4apCTBEHHbIM PeecTp NeKapCTBEHHbIX CPeACTB, MPOBOAUTCS SKCNEepTM3a ee KayecTBa.
(B pen. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

2. JKCnepTM3a KayecTBa yKasaHHOM B YacTM 1 HacToswel cTaTbm GapMaLeBTUYECKOMN cybCcTaHL MM,
COCTaB/IeHME KOMMUCCHEN IKCNEPTOB 3aK/1I0UeHMiA No pe3yibTaTam 3TOM 3KCNepTMU3bl U UX HanpaBaeHWe B
YNOAHOMOYEHHbIA deaepanbHblii OpraH WCNOAHUTENbHOM BAACTU OCYLWECTBAAIOTCA B CPOK, He
NpeBbIWaloWNn  WwecTnaecatn pabounx AHern co AHA MNOAYYEeHUA IKCMEPTHbIM  yuperKaeHnem
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COOTBETCTBYIOLIEro 3aAaHMA ynosHomMoyeHHoro ¢eaepasbHOro opraHa MCMOSHUTENbHOW BNAcTU M
cneayowmx AOKYMEHTOB (CBeAeHNi):
(B pea. PepepanbHOro 3akoHa ot 27.12.2019 N 478-93)

1) cBepeHuA o gaTe NpPeAoCTaBAEHUS U PErMcTPaLUMOHHOM HOMEpe JIMLIEH3MMU Ha NPOU3BOACTBO
NIEKAPCTBEHHbIX CPEeACTB WAM CBEAEHMA O pAate npeaoCTaB/eHUA M PerncTtpaumoHHOM Homepe
3aK/Il0YEHNS O COOTBETCTBUM MPOMU3BOAUTENA JIEKAPCTBEHHbIX CPEeACTB TpeboBaHUAM MpaBuUn
Hag/Neallleld NpPou3BOACTBEHHOW MPaKTUKM, BblAaHHbIX (NpPeaocTaBAeHHbIX) YNOAHOMOYEHHbIM
depepanbHbIM OpraHOM WCNONHUTENIbHOW BNacTW, B C/Ay4Yae, €c/liM NPOM3BOACTBO J1I€KAPCTBEHHOrO
cpencTBa ocylecTsnserca B Poccuiickon deagepaunu;

(8 pea. PepepanbHbix 3akoHoB oT 04.06.2018 N 140-$3, o1 27.12.2019 N 478-D3)

2) KonWA [OKYMEHTA, BblAAHHOTO YMOJHOMOYEHHbLIM OPraHOM CTPaHbl MNPOM3BOAMUTENA
NeKapcTBEHHOTO CPeACTBA U NOATBEPKAAIOLWLEro paspeLleHne Npons3BoACTBa IEKapPCTBEHHOTO CPeACTBa,
M ero NepeBo/ Ha PYCCKUI A3bIK, 3aBEPEHHbIE B YCTAHOB/IEHHOM MOPAAKE, a TaKKe KOMUA 3aKN0YEHUSA O
COOTBETCTBUM MPOU3BOAUTENS  /JIEKAPCTBEHHbIX CPEACTB TpeboBaHMAM MNpaBWUA  Hag/exkallein
NPOM3BOACTBEHHOM MPAKTUKN, BbIAAHHOIO YNOJHOMOYEHHbIM deaepasibHbIM OPraHoM UCMOSHUTEIbHOM
BAACTU, NMBO KOMUA pelleHna YNoJHOMOYEHHOro ¢efepasibHOro opraHa WCMOJIHUTE/IbHOM BAAcTu O
NpoBeAeHUM MHCMEKTMPOBAHUA MNPOM3BOAMTENA NIEKAPCTBEHHOMO CPeAcTBa. YKasaHHble AOKYMEHTbI
NpeAcTaBAAlOTCA B C/yYyae, €CAW MPOU3BOACTBO JIEKAPCTBEHHOIO CPeacTBa OCYLLECTBAAETCA 3a
npeaenamu Poccuiickoin Pegepaumnu;

(n. 2 B pea. ®epepanbHoro 3akoHa ot 04.06.2018 N 140-93)

3) AOKYMEHT, CoAep Kaluuin ciegytolime cBeaeHUn o papmaLeBTUYecKon cybcTaHumm:

a) HaumeHoBaHWe hapMaLEBTUYECKON CybCTaHUMK, ee CTPYKTYpa, obLume CBOMCTBA;

6) HaMmeHOBaHWe 1 aapec NPOU3BOAUTENS;

B) TEXHONOMMA NPON3BOACTBA C ONMCaHMEM CTaguil MPOU3BOACTBA U METOA0B KOHTPO/A Ha BCex
CTafusAX NPOM3BOACTBa;

r) onncaHune pa3paboTKM Npouecca NPOU3BOACTBa;

[l) OonucaHMe KOHTPOAA KPWUTUYECKMX CTaZaui npoLecca NPOWM3BOACTBA M MPOMENKYTOUYHOM
NPoAyKuMK;

€) AOKYyMeHTaIbHOE NoATBepXKAeHME (BanmMaaLma) NpoLeccos U (M1M) X OLLEHKa;
) CBOMCTBA M CTPYKTypa AeNCTBYIOLMX BELLECTB;

3) XapaKTepucTMKa npumecei;

n) cneundurKauma Ha papmaLLeBTUYECKYIO CybCcTaHUMIO M ee 060CHOBAHME;

K) aHaNUTUYeCKMe METOAMKM, UCMO/b3yeMble MPU  OCYLLECTBNEHMM KOHTPO/IA KauvyecTsa
dbapmaLeBTMUYECKON cybCcTaHLNuY;

ﬂ) AOKYMeHTa/ibHOE noareepxaeHue (Banm,u,au,m) dHa/IUMTUYECKNX METOAUK, UCNOJ1b3yeMbIX NpPU
OCyLWecCTB/IEHUN KOHTPOIA Ka4YeCTBa d)apMaLI,EBTM‘-IeCKOﬁ CY6CTaHLI,MM;

M) pe3ynbTaTbl aHan3a cepuii bapmaLeBTUYECKON cybcTaHumu;

H) nepedyeHb CTaHAAPTHbIX O6pa3LI,OB nnn BewecTs, NCNoJIb3yeMbIX NpU OCyLLEeCTBNEHUN KOHTPOA
Ka4ecCTBa,

0) onmMcaHMe xapaKTepPMUCTUK U CBOMCTB YNaKOBOUYHbIX MaTepmnanioB U YKYNOPOUHbIX CPeaCTB;
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n) AaHHble 0 cTabunbHOCTU papmaLeBTUYECKOM CybcTaHLuu;
p) CPOK roaHoCTY;

4) LOKYMEHT, coAepKalliuii cBeAeHUA 0 PErncTpaLMmn Npon3BoanUTENA NEKAPCTBEHHbIX CPeACTB ANs
MeAULIMHCKOro NPUMEHEHMA B KayecTBe Ha/sioronnaTtenblinKa B CTpaHe perncrtpauumn (ana poccuinckmx
IOPUANYECKMX UL, - UAEHTUPUKAUMOHHBLIM HOMep HanoronnatenswuKka (MHH), ona MHOCTpaHHbIX
FOPUANYECKMX NINL, - CTPAHA PErNCTPALUM, HAMMEHOBAHME PErMCTPUPYIOLLEro OpraHa, PermcTpaunoHHbIM
HOMep, Ko HasoronaaTenblMKa B CTPAaHe perncTpaumnmn (MHKopnopawunmn) Uam ero aHanor).

(n. 4 BBegeH ®epepanbHbiM 3aKoHOM 0OT 28.12.2017 N 425-03)
(yacTb 2 B peq,. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93 (pea. 13.07.2015))

3. [AnAa npoBeAeHWMA 3SKCMEPTU3bl KayecTBa YKasaHHOM B 4acTM 1 HacToAwel cTaTbM
dapmaueBTMHEeCcKON cybcTaHUMKM 3asBUTENb NPeAcTaBAseT B YNOJIHOMOYEHHbIN deaepasibHbliA opraH
WCMOJIHUTE/IbHOM BNaCTMU:

1) 3aABneHME O BK/IOYEHUU B TOCYAAPCTBEHHbIN pPeecTp /IeKapCTBEHHbIX CPeacTB AaHHOW
dapmaueBTMUecKon cybcTaHuuu;

2) Konus AOKYMeHTa, MOATBEPKAAIOLWEro YnaaTy rocyfapCTBEHHOM MOLW/IMHBI 3@ BK/IOYEHWE B
rocyAapCTBEHHbIN peecTp /IeKapCTBEHHbIX cpeacTB dapmaleBTUYecKoi cybcTaHuMM, Npou3BeseHHOM
ana  peanusaumm, AmMbo no cobCTBEHHOM MHUUMATMBE YKasaHHbIM AOKyMeHT. B cayyae ero
HenpeACTaBNeHNA 3aaBUTENIEM YMOJHOMOYEHHbIM deaepanbHblli OpraH WCNOAHWUTENbHOW BAACTU
nposepaeT GpaKT ynaaTbl rocyAapCTBEHHON NOLW/IMHbI 3aABMTENIEM C UCNONb30BaHWEM MHGOpMaunn 06
ynnaTe rocyZapCcTBEHHON NOLW/UHbI, coaepKallelica B focyaapcTBeHHOW MHPOPMALMOHHOM cucTeMe O
rocyAapCTBEHHbIX M MYHMLMNAAbHbLIX MAaTeXKax, Ha OCHOBAaHMM NpeacTaBNEHHON 3aABUTENEM KOMUM
AOKYMeHTa, NoATBEPKAAIOLLErO YNAaTy rocy4apcTBEHHOM NOLWANHBI;

(n. 2 B pea. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3) 4OKYMEHTbI, yKa3aHHble B YaCcTW 2 HacTOALLEN CTaTby;
(B pen,. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

4) 3anABneHMe O Bblgaye paspelleHns Ha BBO3 B Poccuiickylo depepaumio KOHKPETHOM napTum
He3aperncTpupoBaHHONO JIEKAaPCTBEHHOTO CPeACcTBa, NpeAHa3HaYeHHOro ANA NPOBeAEHUA YKa3aHHOM
3KCNepTm3bl.

(n. 4 BBegeH depepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

3.1. B cnyyae HenpeacTaB/eHUs C 3aAB/IEHMEM O BK/OYEHUW B TOCYOAPCTBEHHbIN peecTp
JIeKapCTBEHHbIX CpeacTB ¢dapmaleBTUYECKOW CybCTaHUMW [AOKYMEHTOB, MOATBEpPXAaloWmx ynaaTty
rocyAapCTBEHHOM NOLAMHbBI M YKAa3aHHbIX B MyHKTe 2 YacTW 3 HAcToALLEN CTaTbM, a TaKXKe BblAaBaeMblX
(npepoctaBnaembix) yNno/HOMOYEHHbIMU  deaepanbHbIMU  OpraHaMm  UCMOJIHATENbHOM  BNacTU
OOKYMEHTOB (CBeAeHWI), YKa3aHHbIX B MyHKTax 1 M 2 yacTu 2 HacToAWen CTaTbM, YNOJHOMOYEHHbIM
denepanbHbIi OpraH MCNONHUTENbHOW BNAcTUM 3anpaliMBaeT yKasaHHble OO0KYMeHTbl (cBeaeHus) B
nopsake MmexxBegoMCTBEHHOIO MHPOPMALLMOHHOIO B3aMMOAENCTBUA.

(yacTtb 3.1 BBegeHa deaepanbHbiM 3aKOHOM 0T 27.12.2019 N 478-3)

4. B TeyeHue aecATU paboumx AHEN co AHA NPUHATUA 3aABAEHUA O BKAHOYEHUWN YKA3aHHOM B YacTu
1 HacToAwel ctaTbu QapmaLeBTUUECKON CyO6CTaHUMM B TOCY[APCTBEHHBIN PEecTp /IeKapCTBEHHbIX
CPeAcTB W OOKYMEHTOB, MEPEYMCTIEHHbIX B 4YacTM 1 M NyHKTe 2 4acTM 3 HacToAweW CTaTby,
YNONHOMOYEHHbIN deaepanbHblii OpraH UCNOJIHUTENIbHOM BAACTM:
(8 pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1) NnpoBOAMT NPOBEPKY MOAHOTbI U AOCTOBEPHOCTU AAHHbIX, COAEPKALMXCA B NPeacTaBAeHHbIX
3aABUTENEM AOKYMEHTaX;
(8 pea. PenepanbHoro 3akoHa ot 25.11.2013 N 317-93)
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2) NpMHUMaeT pelleHMe O HanpaB/ieHMM B IKCMNEPTHOE y4yperaeHue 3aJaHus Ha nposeaeHue
3KCNEepTU3bl KayecTBa yKa3aHHOM B YacTh 1 HacToawen ctaTbn papmaueBTUYeckon cybcTaHumMmn nin ob
OTKa3e B TaKOM Hanpas/eHUY;

3) yBegoMAAET B 3/IEKTPOHHOM UM NUCbMEHHON dopmMe 3aaBUTENA O NPUHATOM pPeLleHnn Uan B
CNlyyYae OTKa3a C YKasaHMeM NPUYMH TaKOro OTKasa.
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

4.1. B cnyyae BbIIBNEHMA HeAOCTOBEPHOCTM CBEAEHWIN, COAEpPrKalUMXcA B MNpeacTaBAeHHbIX
3anABUTEIEM MaTepuanax, ynosHOMOYEHHbI deaepasnbHbiii OpraH UCNONHUTENbHOW BAACTU HanpasaseT
3anABUTE/NI0 3anpoc 06 YTOYHEHMM YKa3aHHbIX cBeAeHWi. [JaHHbI 3anpoc MOXKeT bbiTb nepeaaH
YNOJHOMOYEHHOMY MNPeACTABUTENIO 3aABUTENA JIMYHO NOA PACMUCKY, Hanpas/ieH Mo noyTe 3aKasHbiM
NMUCbMOM WU NepesaH B 3/IEKTPOHHOW dopme NO TENNIEKOMMYHMKALMOHHbIM KaHanam cBAsn. B ciyyae
HanpaBAeHWA JAHHOro 3anNpoca NO NoYTe 3aKa3HbIM NUCbMOM OH CYMTAETCA NONYYEHHBLIM NO UCTEYEHUN
LWeCTN gHel ¢ gaTbl HaNPaBAEHMA 3aKa3HOMo NUCbMa.

(yacTb 4.1 BBeaeHa deaepanbHbiM 3akoHoM oT 25.11.2013 N 317-93)

4.2. 3assutenp 06A3aH npeacTaBUTb OTBET Ha 3aMpoC YNOJHOMOYEHHOTO peaepanbHOro opraHa
WCNOJIHUTENbHON BNACTU B CPOK, He MpeBbIWAOWMA AeBAHOCTA pabouymx AHel co AHA nonyyeHua
AaHHoro 3anpoca. CpoK, yKasaHHbIA B 4acTu 4 HacToAwen cTaTbM, NPUOCTAHABAMBAETCA CO AHA
HanpaB/ieHMA 3aABMTENIO 3aMPOCca YyNOAHOMOYEHHOrO desepasibHOro OpraHa MCNONHUTENBHOM BAACTM A0
OHA NOMYYEHU UM OTBETa Ha AaHHbIMA 3aNPOC U He YYUTbIBAETCA MPU UCYUCIEHUN CPOKA IKCNEepTM3bI
KayecTBa ¢apmaLeBTUYECKON CybCTaHUMKU, HEeUcnonb3yemon npu MPou3BOACTBE J1€KAPCTBEHHbIX
npenapartos.

(yacTb 4.2 BBeaeHa deaepanbHbiM 3akoHOM oT 25.11.2013 N 317-93)

5. OcHoBaHMeM AnA OTKa3a B HanpaB/IEHUN B IKCMEPTHOE yUYperKAeHMe 3a4aHnNs Ha npoBeaeHune
3KCMNepTU3bl Ka4ecTBa yKa3aHHOM B YacTu 1 HacTosLen cTaTbM dapmaLeBTUYeCcKol cybCcTaHU MM ABNSeTCs
HenpeacTaBleHMe AOKYMEHTOB, YKa3aHHbIX B 4YacTWM 2 HACTOALWEN CTaTbM, OTCYTCTBME MHOPMALUM,
noateepxxaatoweir $GpakT ynnaTbl rocyAapCTBEHHOM MOLWAMHbBI 3@ BKAOYeHMEe ¢dapmaueBTUYECKOM
cybCcTaHUMK, NPOM3BEAEHHON ONA peannsauun, B roCcyAapCTBEHHbIA peecTp NeKapCTBEHHbIX CPeACTB,
HenpeacTaBAeHNe 3afBUTEIeM B YCTAHOBJIEHHbIN CPOK OTBETA Ha YKasaHHbIA B YacTu 4.1 HacToALed
CTaTbM 3aMNpPOC YNOJHOMOYEHHOIO dpesepasibHOro opraHa UCNONHUTEIbHOM BAACTU UAM NpeacTaBieHue
OOKYMEHTOB, He cogepKallunx ncyeprnbiBatowwero nepeyHa HeobxoanmMbix cBe4EeHUN.

(yactb 5 B pea. PenepanbHoOro 3akoHa oT 22.12.2014 N 429-93)

6. B TeuyeHWe nATHaAUATM pabouyMx AHEN CO AHA NONYYEHUA pelleHMA YNOJHOMOYEHHOro
dbenepanbHOro opraHa MCNOAHUTE/IbHOM BAACTM O HanpaB/NeHUN B SKCMEPTHOE yupexaeHne 3aaHua Ha
npoBeAeHMe 3KCMepPTU3bl KayecTBa YKA3aHHOM B 4YacTM 1 HacToswel cTatb $apmaueBTUYECKOMN
CcybCTaHLMM 3anaBUTENb NPEACTABAAET B 9KCNEPTHOE YUpeKAEHME 10 NPOBeAEHUA AAaHHOM SKCNepTUsbl
06pa3Lbl papMaLEeBTUYECKOM CYOCTAHLMN B KOIMYECTBE, HEOHXOAMMOM 415 BOCNPOM3BEAEHNA METOA0B
KOHTPO1Sl KAYeCTBa. IKCNEPTHOE yUpexRaeHWe Npu NoyveHnn o6pasLLoB yKasaHHOW B YacTu 1 HacToALwwe
cTaTbM GapMaLEBTMYECKON CYOCTAHLMM BbIAAET 3aABUTENIO0 LOKYMEHT, NOATBEPKAAOWMNIN NonyyeHne
3TUX 06pasLoB, U B CPOK, He NpeBblWaloWMi Tpex pabounx AHeN, yBegOMAAET B 3NEKTPOHHON WM
nUcbMeHHol dopme 06 3TOM YNONHOMOYEHHbI deaepanbHbll OpraH UCMOHUTENIbHOM BAacTU. ITU
CPOKM He BKOYAIOTCS B CPOK NPOBEAEHUA AaHHOM 3KCNepTUsbl.

(8 pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

7. JOKYMeHTbI, NOCTYNMBLUME B SKCMEPTHOE yUpeXKaeHue Aaa NpoBeAeHMNa SKCNepTUsbl KayecTsa
yKa3aHHOW B YacT 1 HacToswein cTaTtbM apMaLeBTUYECKOM cybCcTaHUMKM, Moa/siexkaT BO3BpaTy B
YNO/IHOMOYEHHbI desepanbHblit OpraH UCNOIHUTEbHOM BNACTU OAHOBPEMEHHO C 3aK/IIOUYEHUAMM MO
pesy/ibTaTam NPoBeAEeHHOW 3KCNepTUsbl.

8. B CPOK, He ﬂpeBbILLIaPOLLI,VIﬁ nAaTn paﬁoqu AHEﬁ CO OHA Nnony4dYeHuA 3aKNK4YeHNA KOMUCCUmn
9KCNEepPTOB MO pe3ynbrTaTamMm 3SKCNepTu3bl Ka4yecCTBa yKa3aHHOl7I B 4yactm 1 HaCTOFIU.l,eVI CTaTbU
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dapmaueBTUYECKoM cybcTaHUMK, YNOTHOMOYEHHbIN deaepanbHblil OpraH UCNOIHUTEIbHOM BNACTU:

1) ocyulecTBAAET OLEHKY TaKOro 3ak/ilyeHMsa A8 onpefeneHns ero COOTBETCTBMA 3a4aHWNI0 Ha
nposeAeHne AaHHOMN 3KCNepTH3bl;

2) NPMHMMaET peLLeHne O BKIOYEHMM YKa3aHHOW B YacTh 1 HacToswel cTaTbk GapmaLLeBTUYECKON
CcybCTaHUMM B rOCY[APCTBEHHBIN PEecTp JIeKapCTBEHHbIX CPEACTB MM pelleHMe 06 OTKase B TaKom
BK/IHOYEHMMU;

3) BHOCUT NPW NPUHATUN PeELUEHMA O BKIOYEHMM YKa3aHHOM B 4YacTM 1 HacToAWEWN CTaTbM
dbapmaueBTUUECKON cybCTaHLMM B rOCYAapCTBEHHbIV PeecTp IeKAaPCTBEHHbIX CPEACTB NPesyCMOTPEHHYIO
YyacTbto 2 cTatbM 33 HacToAwero depepanbHOro 3akoHa MHPopmauuio U yBegomnser ob sTom B
3NEKTPOHHOM MM NMCbMeHHON GopMe 3asBUTENA.

(B pen,. PepepanbHbix 3aKOHOB 0T 22.12.2014 N 429-$3, o1 27.12.2019 N 462-93)

9. OcHoBaHWeM pns OTKasa BO BK/KOYEHUMM YKas3aHHOM B 4YacTM 1 HacToAwen cTaTbk
dapmaueBTMYECKON CcybCTaHUMM B TOCYAAPCTBEHHbIA pPEeCTP /IeKAPCTBEHHbIX CPeacTB ABJAeTcA
3aKN0YEHME COOTBETCTBYHOLWLENO YNOJHOMOYEHHOro ¢defepasbHOro OpraHa UCMNOJIHUTENbHOM BAACTU O
TOM, YTO Ka4ecTBO ¢papmMaL,eBTUYECKOM CybCTaHUMM HE NOATBEPXKAEHO MOAYYEHHBIMU AAHHbBIMM.

(yactb 9 BBeaeHa PepepanbHbiM 3aKoHOM OT 22.10.2014 N 313-93; B pea. dPenepanbHOro 3akoHa ot
04.06.2018 N 140-93)

10. He ponyckaeTcA BKAOYEHWE B FOCYAAPCTBEHHbLIA PEEecTp JIEKAPCTBEHHbIX CPeacTB OAHOM
dbapmaLeBTMUECKOWN CYOCTAHLUMU, NPOU3BEAEHHOM A1A peanv3auumn U BbiNyCKaeMol OAHUM U TEM Ke
npoussoauTenem, B BUAe AByx U 6osee peecTpoBbIX 3annce.

(yacTb 10 BBEeAeHa PeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

11. BHeceHMe U3MEHEHWNI B OKYMEHTbI Ha papmaLLeBTUYECKYIO CybCTaHLMIO, MPOU3BEAEHHYIO AN1A
peanu3aunn U BKAKOYEHHYIO B FOCYAApPCTBEHHbIA PEecTp /IeKapCTBEHHbIX CPeACTB, OCYLLEeCTBAAETCA B
nopsake, yctaHoBaeHHom cTaTbsmm 30 m 31 HacToswero PepepanbHOro 3akoHa, C ynnaToM
rocyAapcTBEHHOM NOLW/IMHbBI, NPEAYCMOTPEHHOM 3aKoHOAaTeNbCTBOM Poccuiickon ®epepaLimm o Hanorax
n cbopax.

(yactb 11 BBeaeHa PesepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

12. flonyckaeTca obpaleHne dapmaueBTUYECKMX CybCcTaHLMMN, Npon3BeLeHHbIX 4NA peannsaumm,
B TEYEHMWE CTa BOCbMUAECATU AHEN A0 U Nocae NPUHATUA YNOJHOMOYEHHbIM desepasibHbiM OpraHom
WCNOJIHUTENBbHOM BIAaCTU pPeleHMA O BHECEHMU WM3MEHEHUIM B AOKYMEHTbl Ha ¢$apmaleBTUYECKyto
CybCTaHUMIO, NPOM3BEAEHHYIO AN pPeanusauMuM WM BK/IKOYEHHYIO B FOCYZAapCTBEHHbIM peecTp
JIeKapPCTBEHHbIX CPEACTB.
(yacTb 12 BBeaeHa denepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

13. PeweHne 06 WCKAOYEHMM U3 T[OCYAAPCTBEHHOIO peecTpa /IeKapCTBEHHbIX CPeAacTs
dbapmaueBTUYECKOM cybCcTaHUMKM, NPOM3BEAEHHON ANS peanusaumu, NPUHUMAETCA YNOJHOMOYEHHbIM
dbeaepanbHbIM OPraHOM UCNOJTHUTENbHON BAACcTU B C/IyYae:

1) npeacrasneHnA COOTBETCTBYHOLLMNM YNO/IHOMOYEHHbIM cbe,u,epaanbW\ OopraHom
WCNOJIHUTENIbHON BAACTU 3aK/IOYEHUA O PUcCKke mnaun 06 yrpo3e Xu13Hu mam 340pOBbHO Ye/TI0BEKA nmbo
HKNBOTHOTO NpU UCNOJN1Ib3O0BaHNN NEKAaPCTBEHHOIO CpeacTBa,

2) nopauv paspaboTUMKOM JIEKAPCTBEHHOIO CPEeACTBa WMAM MPOU3BOAUTENEM JIEKAPCTBEHHOTO
cpeacTsa M60 YNONHOMOYEHHBIM UMW APYIMM IOPUAMYECKMM NNLOM 3aaBAeHMA 06 UCKAOYEHUU U3
rocyAapCTBEHHOro peecTpa /JIeKapCTBEHHbIX CPeACTB GpapmaLeBTUYEeCKoW cybCcTaHUMM, Npon3BeaeHHOM
ANA peanvsauuu;

3) oTcyTcTBUA dhapmaleBTUYECKOM CybCcTaHLMK, NPOM3BEAEHHON ANs peanusaunmn, B obpalleHnmn B
Poccuitckoit epepaumm B Te4eHne Tpex U 6onee ner.
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(yacTb 13 BBeaeHa PenepanbHbiMm 3aKOHOM OT 22.12.2014 N 429-d3)
Cratba 35. YTpatuna cuny c 1 uiona 2015 roga. - PeaepanbHbiii 3aKoH oT 22.12.2014 N 429-93.

Cratba 36. O6xxanoBaHue pelleHUA 06 OTKase B Bblgaye paspelleHUA Ha NpoBeaeHue
K/IMHUYECKOrO UCCef0BaHUA IeKapCTBEHHOro npenapara, peweHus o6 oTkase B rocyaapcTtBeHHOM
perucTpauum NeKapcTBEHHOro npenapaTta, 3aK/lYeHUA KOMMUCCUM 3KCMEPTOB  3KCNEepTHOro
yupexXaeHUA UK 3aKNI0UYEeHUA COBETA NOo 3TUKe

(B peq. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

PeweHre COOTBETCTBYIOWErO YNOJHOMOYEHHOTO peaepasbHOro opraHa UCNoIHUTENbHOM BAACTU
06 OTKase B Bblgaye paspelleHMs Ha NpPoBeAeHME KAMHWYECKOTO WMCCNef0BaHMA JIeKapCTBEHHOIO
npenapaTta, peleHue YyKasaHHOro ¢enepasbHOro opraHa WCNOMHUTENbHOM BAacTM 06 OTKase B
rocy4apCTBEHHOW perncTpaumMmM /ieKapcTBEHHOro MpenapaTta, 3aKAl4YeHMe KOMMUCCUM  3KCnepToB
3KCMEPTHOMO YYperKAeHUA WM 3aK/JOYEHME COBETA MO 3TUKE MOMKET 6biTb 06)KanoBaHO B MNOPAAKE,
YCTaHOB/IEHHOM 3aKOHOAATeNbCTBOM Poccuitickoli Pepepaumun. 3ak/Al0YeHME KOMMCCUMM 3KCNEepToB
3KCMEPTHOMO YUYPEKAEHUA O B3aMMO3AaMEHAEMOCTU JIEKAPCTBEHHbIX MPenapaToB A8 MegUUMHCKOro
NPMMeHEeHUA 60 O TOM, YTO IEKAPCTBEHHLIM NpenapaT 418 MeANUMHCKOIo NPUMEHEHUA He ABAseTCA
B3aMMO3aMeHAEMbIM, MOXET 6biTb 06)KafoBaHO gepiKaTeseM WAM BAAZEe/bLeM PEerncTpaumoHHOro
YAOCTOBEPEHUSA IeKapCTBEHHOTO NpenapaTa B YNOAHOMOYEHHbIN deaepanbHblit OpraH UCNOHUTEIbHOM
B/1aCTU, KOTOPbIM NPUB/IEKAET K PACCMOTPEHUIO YKA3aHHOM Kanobbl NoABeAOMCTBEHHbIE €My Hay4Hble
opraHuM3aumMmM U obpasoBaTesibHble OpraHM3auuu BbICILErO 06pa3oBaHWUA,  OCyLLECTBAAIOLME
AesaTenbHOCTb B chepe 0OpalleHMA JIeKAPCTBEHHbIX CPeacT8. 3aK/loYeHUEe KOMWUCCUM 3IKCMepToB
3KCMEPTHOTO y4yperaeHns, odopmeHHOE MO WUTOram nepecMoTpa 06XKasloBaHHOMO 3aK/oYeHUs
3KCMepTa, MOXKET ObITb OCMOPEHO AeprKaTesem UAW BNaLesIbLLeM PErMcTpaumMoHHOro yAO0CTOBEPEHUA
JIeKapCTBEHHOTO npenapata JnboO YNONHOMOYEHHbIM WMMW JIMLOM B MOPALKE, YCTaHOBJAEHHOM
3aKoHogaTenbctBOM Poccuiickoit ®egepaumn. [Mpu  06)KanoBaHUM  pelleHnA  YNOJAHOMOYEHHOrO
dbesepanbHOro opraHa WMCMNOSIHUTEIbHOW BACTW, 3aKJ/OYEHUA 3KCMEPTa WM KOMWMCCUM 3KCMepToB
3KCMEPTHOTO YUYPEKAEHUS, 3aKII0YEHUS COBETA MO 3TUKE AeprKaTeslb UK Blajenel, PerucTpaLMoHHOro
YAOCTOBEPEHUS JIEKAPCTBEHHOIO MpenapaTta JMbo ynosHOMOYEHHOE MMU IULLO BNpaBe MpeacTaBUTb
pe3ynbTaTbl 3KCNepTU3bl NIEKAapPCTBEHHOIO MpenapaTta, NPOTOKO/bl MOJYYEHHbIX aKKpPeAWUTOBaHHbIMMU
ncnbiTaTeIbHbiMK NabopaTopuamm (LLeHTpaMmK) pesyabTaToB UCCNeA0BaHWUN, UCMbITAaHUNA.
(8 pea. PepgepanbHoOro 3akoHa ot 27.12.2019 N 475-93)

Cratba 37. UHPopmauuA, cBA3aHHAA C OCYLLECTB/IEHUEM T[OCYAAPCTBEHHOWU perucrpauum
JIeKapCTBEHHbIX NpenapaToB, UHGOPMALUA O 3aPErMCTPUPOBAHHDLIX JIEKAPCTBEHHbIX NpenapaTtax M
JIeKapCTBEHHbIX NPenapartax, MCKNOUYEHHbIX U3 rOCyAapCTBEHHOIO PeecTpa NeKapcTBEHHbIX CPeACTB

1. CoOoTBETCTBYOLLMIN YNIOJHOMOUYEHHbIN deaepasibHbIi OpraH UCNONHUTENbHOM BAAaCTU pa3meLLaeT
Ha cBoem oduuManbHOM cainite B ceTn "MHTepHeT" MHOPMALMIO, CBA3AHHYIO C OCYLLECTB/IEHVMEM
rocy4apcTBEHHOW PerncTpaumm NeKapCTBEHHbIX NPEenapaTos, B TOM YMC/Ae NPoBeAeHMEM 3KCMepTU3bI
NIeKapCTBEHHbIX CPeACcTB (BKAOYan pe3ynbTaTbl ee NpoBeAeHUs), MHGOPMaLMIO O 3aperncTPMPOBaHHbIX
NIeKapCTBEHHbIX NPenapaTax U IeKapCTBEHHbIX NPenapaTax, MCKAKUYEHHbIX M3 FOCYAapCTBEHHOMO peecTpa
JNIeKapCTBEHHbIX CPEeAcTB, He Mno3gHee 4Yem 4epes MATb paboumx AHENn €O AHA  MOoJyyYeHus
YNOJIHOMOYEHHbIM denepanbHbIM OPraHOM UCMONHUTEIbHOW BAACTM COOTBETCTBYHOLLEN MHPOPMALMN.
(B pen,. PegepanbHbix 3aKoHOB 0T 22.12.2014 N 429-¢3, o1 02.08.2019 N 297-d3)

2. CpOKM M MOPAAOK pasMeLLeHUs yKa3aHHOW B 4yacT 1 HacToAwel cTaTbM MHPOpMaLun
yCTaHaBAMBAIOTCA YNOJHOMOYEHHbIM deaepanbHbIM OPraHOM MUCMONHUTENbHOM BAacTU. MHbopmaums,
yKasaHHan B 4Yacti 1 HacToAwei cTaTbW, ABNAETCA OTKPbLITON M 06LLeA0CTyNHOW W NpeaocTaBaferca
3aMHTEepPeCcoBaHHbIM ANLLAM B COOTBETCTBMM C 3aKOHOAaTeNbCTBOM Poccuitickoit degepaumm.

(8 pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Fnasa 7. KTIMHNYECKUE UCCNNEAOBAHUA NEKAPCTBEHHbIX
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NPENAPATOB ANA MEAULMNHCKOIo NPUMEHEHUA, 1OrOBOP
OB UX NPOBEAEHWUMW, MPABA NALIMEHTOB, YYACTBYIOLLUX
B 3TUX UCCNTIEAOBAHUAX

Cratba 38. KnuHuueckue uccnepgosaHnAa NEeKapCTBEHHbIX npenapaTtos ANA MeguuUuHCKOoro
npumeHeHua

1. KNMHWYeckme nccneaoBaHns NeKapCcTBEHHbIX NpenapaTos AN MeAULMHCKOro NpUMeHeHUsn, B
TOM YnC/ie MeXayHapoaHble MHOMOLEHTPOBbIE, MHOTOLLEHTPOBbIE, MOCTPErnCTPaLMOHHbIE, NPOBOAATCA
B OAHOW WAN HECKONbKUX MEAMLMHCKUX OpraHusaumax B COOTBETCTBUM C MpaBMIaMK Haa/erkallen
KAMHUYECKOWN MPaKTUKM, YTBEPXKAEHHbIMWN YNONHOMOYEHHbIM deaepanbHbIM OPraHoM UCMONHUTENbHOM
BNACTWU, COOTBETCTBEHHO B CNeAyOLNX Lenax:
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1) ycTaHoBeHWe 6e30NacHOCTM IEKAPCTBEHHbIX MPEenapaToBs A1a 340P0BbIX 406p0BOAbLEB M (MK)
NepeHoCMMOCTM MX 340pPOBbIMM  A06POBONBLLAMM, 33 WCKAIOYEHWEM TaKMX  UCCAeLOBaHWA
NleKapcTBEHHbIX NpenapaTos, NPoun3BeAeHHbIX 3a Npeaenamm Poccuiickoint Peaepaunu;

2) noabop onTMManbHbIX A4O3MPOBOK NEKAPCTBEHHOrO NpenapaTa U Kypca fiedeHns ana naumeHTos
C onpeaeneHHbiM 3aboneBaHMEM, ONTUMa/bHbLIX A03 M CXeM BaKUMHALMU UMMYHOBMONOrMYECKMMM
NleKapcTBeHHbIMKM NpenapaTamm 340p0BbIX 406POBO/bLLEB;

3) ycTaHoB/eHMe 6e30MacHOCTM IeKapCTBEHHOro nNpenapaTa v ero agpPeKTMBHOCTU A/1A NaLMeHToB
C onpegeneHHbiM 3abonesaHuem, npodunakTUieckon 3GGeKTUBHOCTU UMMYHOBUONOTNYECKUX
NleKapCTBEHHbIX NpenapaTos A4 340P0BbIX 406p0BONbLEB;

4) n3yvyeHmne BO3MOXKXHOCTU pacllnpeHuna NOKasaHui ana megunumHCKoro npumeHeHuMA U BbiIABNEHUA
paHee HeEN3BECTHbIX No60oYHbIX AeﬁCTBMﬁ 3apPerncTpnpoBaHHbIX N€KAPCTBEHHbIX NPENAPaTOB.

2. B OTHOWeEHUM BOCNPOU3BEAEHHbIX /EKAPCTBEHHbIX MNpenapaToB AAA MeAULUHCKOro
NPUMEHeHUA MNPOBOAATCA  UCCNef0BaHUA  BMOSKBUBANEHTHOCTM UM (MAKM)  TepaneBTUYECKOM
SKBMBA/NIEHTHOCTM B MOpsAAKEe, YCTAHOB/NIEHHOM  YMNOJIHOMOYEHHbIM  defepasibHbiM  OpraHoM
MCNONHUTENIbHOM BNacTu.

3. OpraHusaumio NpoBefeHUA KAMHUYECKUX WCCNefOBaHMI NeKapcTBEHHOro npenapata Ans
MeAMLMHCKOro MPUMEHEHUSA BNPaBe OCYLWECTBAATb:

1) pa3paboTumnK NekapcTBEHHOrO NpenapaTa UM yNnoJHOMOYEHHOE UM INLO;

2) obpasoBaTenbHble OpraHM3auuu BbiCliero 06pa3oBaHWA, OpraHM3auun AOMNONHUTENIbHOIO
npodeccnoHanbHoro 06pasoBaHus;
(n. 2 B pea. ®epepanbHoro 3akoHa ot 02.07.2013 N 185-03)

3) Hay4YHO-UccnegoBatesibCkmMe opraHn3saumnn.

4. KnuHUYeckne UccnefoBaHWA NIEKAapPCTBEHHOTO NpenapaTta ANs MegUUMHCKOTo NMpUMeHeHUs
NpPoOBOAATCA Ha OCHOBAHMW paspelleHns Ha NPoBeAeHNEe KAMHMYECKOro UcCaea0BaHNA NeKAapPCTBEHHOMO
npenapaTta, BblAaHHOMO YMNOJAHOMOYEHHbIM deaepanbHbiM OPraHOM WMCNOAHWUTENbHOW  BAacTU.
YNoaHOMOUYEHHbIM pegepanbHblii OpraH UCMOAHUTENLHON BNACTM BEAET PeecTp BblAaHHbIX pa3pelleHuit
Ha NpoBeAeHME KANHUYECKNX UCCNeA0BaHNIA NeKapCTBEHHOrO Npenapara, COAePKalLMiA yKasaHue Ha ux
LeNb UM Lenun, B yCTaHOBAEHHOM 3TUM OpPraHoOM MopaakKe.

(8 pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 13.07.2015 N 241-3)

5. Y1patnn cuny c 1 uions 2015 roga. - PegepanbHbiii 3akoH 0T 22.12.2014 N 429-P3.

6. K opraHnsaumm nposengeHunA KAMHUYECKUX MCCJ'IE,CI,OBaHVIﬁ NEKapPCTBEHHOro npenapata AanA
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MeAULMHCKOrO NPUMEHEHUs pa3paboTuMKOM JIeKapCTBEHHOro npenapata MOryT NpuUBAEKaTbCA
topuanyeckme nauua  obok  opraHM3auMoHHO-NpaBoBon  GOpMbl  MpW  yCcnoBMKM obecnevyeHun
COOTBETCTBMA 3TUX UCC/ea0BaHNIM TpeboBaHMAM HacTosAwero PeaepanbHOro 3akoHa.

KoHcynbTaHTlAOC: NpumeyaHue.

B HacToAwee Bpema AENCTBYIOLWMM 3aKOHOAATE/IbCTBOM HE YCTAHOBJ/IEH MOPALOK aKKpeauTauum
MeANUMHCKMX OpraHM3aumMii Ha NpaBO MPOBEAEHUA KAMHUYECKUX UCCNen0BaHUMA NeKapCTBEHHbIX
npenapatos Aasa MeauuMHCKOro npumeHenua. o 01.01.2021 pencrtsoBano [loctaHoBAeHME
Mpasutenbctea PP o1 03.09.2010 N 683.

7. KnuHuyeckme mccnegoBaHUA JIEKAPCTBEHHbLIX MPEnapaToB AN MEAMUMHCKOrO NpPUMEHeHUn
NpPoBOAATCA B MEAMUMHCKUX OpraHM3aumsax, akKpeaMTOBaHHbIX YMNOJHOMOYEHHbIM deaepasbHbIM
OpraHoOM WCMONHUTENLHOW BNAcTM B NOpsAKe, YCTaHOBAeHHOM [lpaBuTenbcTBOM Poccuiickoi
depepaunn.

8. [lepeyeHb MEAMUMHCKMX OpraHM3auuii, MMerLWwmMx npaBo NPOBOAUTb  KJAWMHUYECKME
NUCCNeaoBaHMA NEKAPCTBEHHbIX MPEnapaTtoB Aaa MeAUMUUMHCKOrO MPUMEHEHMA, U PeecTp BblAaHHbIX
paspelweHnit Ha  NpPOBeAEHUE  KAMHUYECKUX  MUCCNefO0BaHMMA  NEKAPCTBEHHbIX  MpenapaToB
onyb/IMKOBbIBAOTCA M pPasMeLLatoTca YNOJHOMOYEHHbIM denepanbHbiM OPraHOM MCMONHUTENBHOM
B/1IaCTW B YCTAaHOBJIEHHOM UM NMOpPAAKe Ha cBoem opuumanbHOM calite B ceTu "UHTepHeT".

Cratba 39. PewweHne o0 NpoBeAEHUMU KAMHUYECKOTrO UCCNEA0BAHUA JIEKaPCTBEHHOro npenapara
ANA Me4ULMHCKOTo NPUMEHEHUA
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. KnnHnyeckoe wmccneposaHue NEeKapCTBEHHOro npenaparta Ana mMmeaunumnHCKoro npumeHeHuAa
nposoanTCA Ha OCHOBaHWUK pa3pelleHnAa Ha nposeaeHne KAIMHNYeCKoro nccnegosaHnAa NeKkapcrtBeHHOro
npenaparta, BblAAHHONO YMNOJIHOMOYEHHbIM ¢e,1:1,epaanb|M OopraHom WUCMNOMIHUTENIbHOM BAIACTU MO
pe3ynbTaTaM 3KCNEPTU3bl AOKYMEHTOB, HeO6XO,Cl,VIMbIX Ana nonyyvyeHuna paspelleHna Ha nposeneHue
KTMHNYECKOro nccnegoBaHnAa NeKapCTtBeHHOro npenapata 1 3TUYECKOM 9KCNepTU3bl.

2. Ona nonyyeHua paspelleHus Ha NpPoBeAeHME KAMHMUYECKOro MCCNeAO0BaHUA NeKapCTBEHHOMO
npenaparta A4nAa MegUUMHCKOTo nNpumMmeHeHunA 3aABUTeNb NpeacTtaB/IAeT B yl'lOﬂHOMO‘-IEHHbIﬁ
denepanbHbIt opraH UCNOJHUTENbHON BNACTU:

1) 3asBneHMe O Bblgaye paspelleHns Ha NpoBeAeHWEe  KAMHWYECKOro UccaefoBaHus
NleKapcTBEHHOTro NpenapaTa ANs MeAUUMHCKOTO NPUMEHEHHUS;

2) KONUM AOKYMEHTOB, MOATBEPXAAOWMX ynaaTy rocyaapcTBeHHOM MOLWAMHbI 33 NpoBeAeHue
3TUYECKOM 3KCNEepTU3bl, 3KCMEepTMU3bl AOKYMEHTOB Ha JIeKapCTBEHHbIM npenapat Aaa8 MnoJydYeHus
paspelleHMa Ha npoBedeHMe KAWMHWYECKOro UCCNefoBaHWA JfIeKapCTBEHHOro npenaparta A
MeANLMHCKOTO MPUMEHEHMA, 3a Bblaayy paspelleHus Ha MnpoBefieHue KAUHWYECKOro Mcc/iefoBaHus
JIeKapCcTBEHHOro npenapara 414 MeAULMHCKOro NPMMEHEHMSA, 3a NPoBeAeHMNE SKCNePTU3bl AOKYMEHTOB
Ha /leKapCTBEHHbI npenapat A4 MOAYYEeHUA paspelleHns Ha MNPoBeAEHME MEeXKAYHapOoAHOro
MHOTOLLEHTPOBOrO K/IMHUYECKOrO UCC/IeA0BaHUA NeKapCTBEHHOro npenapata A4 MeAMUMHCKOro
NPUMeHeHWa, 3a Bblgadyy paspeweHMa Ha NpoBedeHWe MeXAyHapoAHOro MHOTOLEHTPOBOro
KIMHUYECKOTO UCCNefoBaHUA IeKapCTBEHHOro npenapata Ans MeAMUMHCKOro MpUMEHeHus, 3a
npoBeAeHMe 3TUYECKOM 3KCMEepPTU3bl, JKCMNepTU3bl AOKYMEHTOB Ha JIeKapCTBEHHbIM npenapaTt Aana
nosiydeHua paspelleHna Ha npoBedeHue MNOCTPErucTPaUMOHHOrO  K/JAMHUYECKOro UccnenoBaHus
JleKapCcTBEHHOro npenapaTa 414 MeAULMHCKOro NMPMMEHEHMS, 3a Bblgady paspelleHna Ha nposeaeHue
NOCTPErUCTPaLLMOHHOIO KNMHMYECKOTO UCCNe0BaHNA IeKapCTBEHHOro npenapaTta Ans meguuuMHCKOro
npUMeHeHus;

(8 pea. PegepanbHoro 3akoHa ot 27.12.2019 N 478-93)
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3) NMPOTOKO/T KAINHUYECKOro uccneaoBaHnAa NeKapCTBEHHOro npenapata 4naa mMmegunumHCKOro
npumeHeHuaA;

4) 6polutopy Uccnenosartens;
5) NHGOPMALMOHHBIV INCTOK NAUMEHT];

6) cBeaeHunA 06 onbiTe pa60TbI MCCﬂe,D,OBaTeﬂeVI no COOTBETCTBYHOWMM CneunaaibHOCTAM U UX
onbiTe pa6OTbI no nposeaeHUt0 KIMHN4YeCKnX MCCﬂeﬂ,OBaHMﬁ;

7) cBeAeHUs O MEeOMUMHCKMX OpraHusaumsx, B KOTOpPbIX npeanosaraetca npoBegeHue
KNMHUUYECKOTO UCCNe0BaHMA IEKapCTBEHHOTO npenaparta AN8 MeAULUHCKOro NpumMeHeHus (nosiHoe m
COKpalWeHHoe HaWMeHOBaHWA, OpPraHM3auMOHHO-NpaBoBas ¢GOpPMa, MECTO HaXOXAEHUs U MecTo
oCyLLecTB/eHMA aeaTenbHocTH, TenedoH, Tenedake, agpec 3/IEKTPOHHOM NOYTbl KaXKaon MeaAnLMHCKON
opraHusauum);

8) cBeAeHMA O nNpeanonaraembiX CPOKax MPOBEAEHUSA  KAMHWYECKOro  UcCieAoBaHuA
JIeKapCcTBEHHOrO npenapaTta A8 MeANLMHCKOTO NPUMEHEHUS;

9) konuio aorosopa 06s3aTe/IbHOrO CTPax0OBaHWA, 3aKAHOUYEHHOTO B COOTBETCTBMM C TUMOBbLIMM
npasuMnamm 06A3aTeNbHOr0 CTPaxoBaHWA, C YyKasaHMeM npeaesbHON UYUCNEHHOCTU MaLUEeHTOB,
YYacCTBYIOWMX B KAMHUYECKOM WCCNAeA0BaHMM J/IeKapCTBEHHOro npenapata Aaa MeauLUMHCKOro
npUMeHeHus;

10) nHdpopmaumto o cocTaBe EKAPCTBEHHOrO NpenapaTta 414 MeAMLUHCKOro NPUMeHeHUS;

11) AOKYMEHT, COCTaB/IeHHbI NPOU3BOAUTENEM NEKAaPCTBEHHOro npenaparta A8 MeauLMHCKOro
NPUMEHEHUA U COAEpPXKalLMA MOKasaTeNn (XapaKTEPUCTUKK), a TaKKe CBeAEeHUA O JIeKapCTBEHHOM
npenapate A4na MeguuunHCKoOro npumeHeHua, npoussegeHHOM AOnAa nposegeHnA KAMHUYECKUX
nccneaoBaHum;

12) cBegeHuWA o AaTe NpeaoCcTaBAeHUs U PErNCTPALMOHHOM HOMEpPE NNLEH3UN Ha NPOU3BOACTBO
JIeKapCTBEHHbIX CPeACTB B C/yvyae, €Cn NPOU3BOACTBO /IEKAPCTBEHHONO NMpenapaTta OCYLLeCcTBAAETCA B
Poccuinckot Pepepaumn, nam ceBefeHna O p[ate MNpPefoCTaB/eHUA U PEerncTpauMoHHOM Homepe
3aK/IlOYEHMA O COOTBETCTBMM NPOU3BOAMTENA JIEKAPCTBEHHOrO MnpenapaTta TpeboBaHMAM npaBun
Hag/eXKaller NPoM3BOACTBEHHOM MPAKTUKM, NPeAOCTaBAEHHOrO YNOJHOMOYEHHbIM OPraHOM CTPaHbI
npou3BoamnTeNs NekapCTBEHHOro nNpenaparTa.

(8 pea. PenepanbHbix 3akoHoB oT 04.06.2018 N 140-$3, o1 27.12.2019 N 478-3)

2.1. B cnyvae HenpeAacCTaB/feHMA C 3aABAEHMEM O Bblgaye pa3pelleHMA Ha npoBedeHue
KNMHMYECKOrO NCCe40BaHUA IeKapCTBEHHOTO Npenaparta 4149 MegULMHCKOro NPUMEHEHNA JOKYMEHTOB
(cBEAEHMIM), NOATBEPKAAIOWMX YNNATY FOCYLAPCTBEHHONM MOLWJIMHBI U YKA3aHHbIX B NMyHKTe 2 yactu 2
HacToAlEeN CTaTbW, a TaKkKe BblAaBaeMbIX (MPesoCcTaBAAeMblX) YNOAHOMOYEHHbIMKU deaepanbHbIMU
OopraHaMu UCNOJIHUTE/IbHOM BNACTN SOKYMEHTOB (CBeAeHWI), yKa3aHHbIX B MyHKTe 12 4acTu 2 HAcTosALLeN
CTaTbM, YNOJHOMOYEHHbIV denepanbHblit opraH MUCNOAHWUTENbHOW BAACTM 3anpaluMBaAeT yKasaHHble
AOKYMEHTbI (CBeLeHUs) B NOpALKe MeXBELOMCTBEHHOTO MHPOPMALMOHHOIO B3aMOLENCTBUA.

(yacTb 2.1 BBeaeHa desepanbHbiM 3aKoHOM OT 27.12.2019 N 478-93)

3. B CpOK, He NpeBbIWaloWwmii NATU PaboUunx AHEN CO AHA NPUHATMA YKa3aHHOrO B NyHKTe 1 4actu 2
HacToALEeN CTaTbM 3aABAEHUA U HEOBXOAMMbIX AOKYMEHTOB, YNOJAHOMOYEHHbIW deaepanbHbli opraH
NCMNONHWUTENbHOW BNACTU:

1) NpoBOAMT NPOBEPKY NONHOTbI U AOCTOBEPHOCTU CBEAEHUI, COAEPKALUMXCA B NPeacTaBAEHHbIX
3aABUTENEM JOKYMEHTAX;

2) NMPUHUMAET pelleHne o NnpoBegeHNN SKCNEPTU3bl JOKYMEHTOB 414 NOJYHEHUA pPa3pelleHnAa Ha
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nposeaeHne KIMHN4YeCKOro nccneaoBaHMA NeKapCTBeHHOro npenapaTta An1a MeanumnMHCKOro npumeHeHunaA
N 3TUYECKOM 3KCNepTn3bl Nan 06 oTKase B nposeaeHn yKasaHHbIX SKCNepPTUs3,;

3) yBeAOMAAET B 3/IEKTPOHHOW dopme UAM Ha ByMarKHOM HOcuTene 3aaBUTeNAa O MPUHATOM
peleHnn 1nbo B ciydae NPUHATUA pelleHma 06 OTKa3e TaKKe C YKasaHMeM NPUYMH TaKoro OTKasa;

4) noAaroTaBanBaeT M HaMNpaB/aAET B 3KCNepTHOe y4ypexXaeHune U CoBeT Mo 3TUKe 3adaHue Ha
nposeaeHMe COOTBETCTBYHOLNX SKCNEPTUS.

4. B cnyyae BbIABAEHUA HEMNOJIHOTbI U (MAK) HeAOoCTOBEepPHOCTU MHPOPMaLMKN, coaepKalleiica B
npeAcTaBAeHHbIX 3aABMTeNEeM AOKYMEHTaX, YNONHOMOYEHHbIA deaepanbHblit opraH UCMONHUTENbHOM
BNACTW HanpaBAsfeT 3aABUTEN0 3anpoc 06 YTOUHEHUM YKa3aHHON MHPopmaunn. [aHHbI 3anNpoc MoXKeT
6bITb NepeaaH ynoHOMOYEeHHOMY NpeacTaBUTe IO 3aABUTENA IMYHO MO PachMCKY, HanpasaeH Mo noyrte
3aKasHbIM MUCbMOM WM NepeaaH B 3N1EeKTPOHHOM Gpopme Mo TeIeKOMMYHUKALMOHHbIM KaHanam CBA3N.
B cnyyae Hampas/sieHMs AaHHOro 3anpoca Mo noyTe 3akasHbIM MMCbMOM OH CHMTAETCA MOJYYEHHbIM MO
NCTeYEeHUN LWeCTn AHeN C AaTbl HanpaBaeHUA 3aKa3Horo nNMcbMa. 3anBuTesb 06A3aH NpeacTaBuTb OTBET
Ha 3anpoc yrnosHOMOYeHHOro ¢peaepasibHOro opraHa UCMOIHUTEIbHOM BAIACTU B CPOK, HE MPEBbILLAoLLNIA
AeBAHOCTa pabounx AHei co AHA ero nosydyeHus. CPoK, yKasaHHbIM B 4acTM 3 HaCTOALLEN CTaTbw,
NMPMOCTaHaB/AMBAETCA CO [AHA HanpasieHMs 3aABUTENO 3anpoca Yno/sHOMOYeHHoro denepanbHOro
opraHa UCMONHUTENbHOM BAACTM 40 AHA NOAYYEHMA MM COOTBETCTBYHOLLErO OTBETA U HE YUUTHIBAETCA NpU
NCYNCNEHMMN CPOKa MPUHATUA YMONHOMOYEHHbIM deaepasibHbIM OPraHOM WCMOJIHUTENbHOW BAacTU
pelleHna O MpPOBeAeHWUM 3KCMepTU3bl AOKYMEHTOB ANA MNOMYYEHWA paspelleHus Ha nposedeHue
KJMHMYECKOro 1cciea0BaHMA IeKapCTBEHHOro npenapaTa A48 MeAULMHCKOro NpUMeHeHus.

5. OcHOBaHWEM AN5 OTKa3a B NPOBEAEHMMN IKCNEPTU3bl AOKYMEHTOB 418 NOJYYEHUS paspeLleHns
Ha npoBeAeHMEe KAMHMYECKOro WCCAefoBaHMA JIeKAapCTBEHHOrO npenapata Ana MegmMUMHCKOro
NPMMEHEHMUA M 3TUYECKON 3SKCNepTM3bl ABAAETCA NpPeACTaB/leHWe OOKYMEHTOB, NpPeayCMOTPEHHbIX
YyacTblo 2 HacToALWElN CTaTbk, B HENONHOM 0bbeme, HenpeacTaBAEHUE 3aABUTENIEM B YCTaHOB/IEHHbIN
CPOK OTBETa Ha YKa3aHHbII B 4acTK 4 HacToAL,Eel CTaTby 3aMpoC YNOAHOMOYEHHOTO dpeaepanbHOro opraHa
NCMNONHUTENBHOW BNACTU NMBO OTCYTCTBME B NPEACTaBAEHHbIX JOKYMEHTaX MCYEPMbIBAOWEro NepeyHs
HeobxoaAMMON MHbOPMALMKM UM MHPOPMALMKN, KOTOPas LO/KHA OblTb OTpa)KeHa B HUX, a TaKkKe
oTcyTcTBME MHbOPMaLMKM, NoATBepKAatoWen GaKT ynaaTbl rocyAapCcTBEHHON NOLW/MHBI 33 NPOBeAeHUe
3TUYECKOW 3KCMEepTU3bl, IKCMEepTM3bl AOKYMEHTOB Ha JIEKapCTBEHHbIN npenapaTt Aaa MoJydYeHus
paspelweHns Ha NpPOBeAEHME KAMHMYECKOTO WCCNeLOBaHMA JIeKapCTBEHHOro npenapata  Aans
MeAMLMHCKOrO MPUMEHEHMA, 33 BblAadvy paspelleHns Ha NpPoBeAeHWe KAWHWYECKOro UCCAeAoBaHuA
NeKapCcTBEHHOrO NpenapaTa Ala MeauMUUHCKOro NPUMEHEHMS, 33 NPOBEAEHNE SKCNepPTU3bl 4OKYMEHTOB
Ha J/IeKapCTBEHHbI npenapaT ANA NOAYYeHMA paspelleHns Ha NpPoBeAeHWe MeXAyHapoLHOro
MHOTOLEHTPOBOrO K/AMHUYECKOrO WCCNeL0BAaHMA NEeKapCTBEHHOro npenapaTta Ans MeaUMLMHCKOro
NPMMEHEHWA, 33 BblAAYy pas3pelleHns Ha MpPoBEAEHUE MEeXAYHApOAHOIrO0 MHOTOLLEHTPOBOTrO
KMHWMYECKOrO WCC/Ief0BaHUA JIeKapCTBEHHOTO npenapaTta Aaa MeAMLMHCKOTO MpPUMEHeHMUs, 3a
npoBeAeHWe 3TUYECKOW 3KCMEepTM3bl, IKCNEpPTU3bl AOKYMEHTOB Ha J/IeKapCTBEHHbIM npenapaTt Ans
NoNyYeHUAa paspelleHMs Ha npoBefAeHWe MOCTPErncTPauMoOHHOINO K/AMHWYECKOro MccienoBaHMsA
NleKapcTBEHHOro Npenaparta 414 MegUUUHCKOro NPUMEHEHMA, 3a BblAady pa3pelleHna Ha npoBeaeHne
NOCTPErMCTPALMOHHOMO KAMHUYECKOTO MCCNeA0BaHUA IeKapCTBEHHOro npenapata 414 MeanUMHCKOro
NPUMEHEHNA.

6. [poBeaeHMe 3KcnepTM3bl AOKYMEHTOB AR MOJAYYEHMA pas3pelleHns Ha npoBeaeHue
K/IMHWUYECKOro UCCNen0BaHNA NeKapCTBEHHOTO NpenapaTta Aas8 MegUUNHCKOTo MPUMEHEHMA N 3TUYECKOM
3KCMNepTU3bl, COCTaBNEHNE KOMUCCUEN IKCMEPTOB M COBETOM MO 3TUKE 3aKIH0UYEHMN O BOSMOMKHOCTU MK
HEBO3MOXHOCTM NPOBEAEHUSA TAKOTo KIMHUYECKOro MCCNea0BaHMA U HanpaBieHWe 3TUX 3aK1I4YeHU B
YNOJIHOMOYEHHbIN deaepanbHbliA OpraH WMCNOAHUTENIbHOM BAACTU  OCYLLECTBAAKTCA B CPOK, He
NPEeBbIWAOWNA TPULLATM pabounx AHENW cCO AHA MOJYYEeHUA IKCNEePTHbIM yYperKAeHMeM 3a[aHus
YNOJHOMOYEHHOro ¢enepanbHOro OpraHa MCMNONHUTENIbHOM BAACTU C MPUIOXKEHMEM [OKYMEHTOB,
YKasaHHbIX B nyHKTax 3, 4, 10 u 11 yactM 2 HacTosWwen CTaTbM, M COBETOM MO 3TUKE 3adaHuA
YNOJHOMOYEHHOro denepanbHOro OpraHa MCMNOHUTENbHOM BACTM C MPUIONKEHMEM [LOKYMEHTOB,
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YKa3aHHbIX B NYHKTax 3 - 6, 8 1 9 yacTn 2 HacTOALLEN CTATbM.

7. B cpoK, He npesBbiWwatoWwmii NATU pabounx gHen co AHA NOJYyYEeHUA 3aKAIOYEHUIN, YKa3aHHbIX B
YacTM 6 HACTOALLEN CTaTbW, YNOJHOMOYEHHbIM deaepanbHbli OpraH MCNOIHUTENbHOM BNACTHU:

1) ocyulecTBAAET OLLEHKY NOCTYMUBLLNX 3aKNOYEHUI ANs onpeaesieHMA UX COOTBETCTBMA 3a4aHNAM
Ha NpoBeAeHNe COOTBETCTBYHOLLUX IKCNEPTU3;

2) NPUHUMAET pelleHne O Bbidaye paspelleHns Ha NPoBeAeHWe KAMHUMYECKOro McciefoBaHusA
NleKapcTBEHHOro npenapaTta 418 MegUUMHCKOro NpUMMEHEHUA MaM 06 OTKase B Bblgauye yKasaHHOro
paspelleHus;

3) BblgaeT paspelleHue Ha NpoBeaeHNe KAMHUYECKOro NCCneaoBaHnA 1eKapCcTBeHHOro npenapaTa
ANA MEAMUMHCKOrOo MpUMMeHeHUA WaM pelleHne o6 OTKase B Bblgaye YKasaHHOro paspelleHus C
yKa3aHMeM NpuymnH oTKasa.

8. OcHoBaHVeM A/17 0TKasa B Bblgaye paspelleHns Ha NPoBeAeHUe KAMHUYECKOro nccaeaoBaHma
NleKapCcTBEHHOro nNpenapaTta A8 MeAULMHCKOrO MPUMEHEHUA ABNAETCA HANYME 3aKN0YEHNA KOMUCCUM
3KCMEepPTOB WM 3aK/IOYEHMS COBETa MO 3TUKE O HEBO3MOMKHOCTU MPOBEAEHMA KAMHUYECKOro
nccneaoBaHUA JIEKapCTBEHHOrO Mnpenaparta A8 MeAMUMHCKOrO MNPUMEHEHMA No  pesyabTatam
NpoBeAeHHbIX 3KCNepPTN3, MPeAyCMOTPEHHbIX YaCTblo 6 HAaCTOALLEN CTaTby.

9. PeweHne 06 OTKaze B NPOBEAEHUM IKCNEPTU3bl AOKYMEHTOB A1 MNOAYYEHUS paspelleHnsa Ha
nposefeHMe KINHUYECKOTo NCCNef0BaHNA NeKapCTBEHHOrO NpenapaTta 419 MeAULMHCKOro NpUMeHeHuA
M 3TUYECKOM 3KCNepTu3bl U B Bblgaye pa3pelleHMA Ha MNpoBefeHMe KAMHUYECKOro uccnenoBaHuA
JIeKApCTBEHHOrO NpenapaTta 44a MegULMHCKOro NPUMEHEHMA MOXKET OblTb 00XKanoBaHO B MOPALKE,
YCTAHOB/IEHHOM 3aKOHOAaTeNbCTBOM Poccuiickoin Depepauymm.

Crartba 39.1. 3TMuecKan sKcnepTusa
(eBegeHa degepanbHbim 3aKoHOM 0T 22.12.2014 N 429-03)

1. 3Tnyeckan 9KCNepTn3a nposBoanTCcA CoOBeTom Nno 3TuKe, Co3gaHHbIM B nopAaKe, yCTaHOB/IEHHOM
YNONHOMOYEHHbIM d)e,u,epaanbuv\ opraHom NCNONHUTENbHOW B/1aCTH, B UenAax Bblga4yn 3aKNr04YeHUA 06
3TUYeCKoM 060CHOBAHHOCTU BO3MOMKHOCTH nposeaeHUA KIIMHNMYECKOro nccnenoBaHnAa nekapCrBeHHOro
npenaparta gna meanumHCKOro npuMmeHeHusa.

2. JKcnepTamu CoBeTa No 3TUKEe MOTyT BbITb NpeAcTaBUTENN MeAULMHCKUX OpraHn3auuie, Hay4yHbIX
opraHusaumii, obpasoBaTeNbHbIX OpPraHMsaumii Bbiclero o6pasoBaHMA, a TaKXKe NpeacTaBUTENN
06LLEeCTBEHHbIX OpraHN3aLUnii, PeUrMO3HbIX OpraHM3aLmMii U cpeacTs MmaccoBoi nHGopmaumn. [JaHHble
3KCMepTbl He AO/MKHbI HAaXOAWUTbCA B KaKOM-NMGO 3aBUCMMOCTM OT paspaboTuMKOB NeKapCTBEHHbIX
npenapaTos 1 APYr1x AnL, 3aMHTEPECOBAHHbIX B Pe3y/1bTaTax 3STUYECKOMN 3KCNepTu3bl.

3. Onnata ycnyr 3KCNepToB CoBeTa MO 3TMKE OCYLEeCTBAAETCA Ha OCHOBaHWWM [0rosopa,
3aKNOYEHHOTO MEXKAY YNONHOMOYEHHbIM deaepasbHbIM OPraHOM WUCMOJIHUTE/IbHOW BAACTU, KOTOPbIM
CO3ZaH COBET MO 3TUKEe, W 3SKCMEepPTOM COBEeTa MO 3TUKE, 3a CYeT OHAMKETHbIX aCCUrHOBAHMM,
NpPesycMOTPEHHbIX YMNOJIHOMOYEHHOMY deaepasbHOMy OpraHy MCNONHUTENIbHOW BAACTW, KOTOPbLIM
CO3ZaH COBET MO 3TuKe, B deaepanbHOM 6roAyKeTe Ha COOTBETCTBYIOWMI rof Ha obecneyeHue ero
AesATeNbHOCTH, B pasMmepax, yCTaHOBAEHHbIX MpaButenbcTBom Poccuiickoi deaepaunn.

4. JKcnepTbl COBETa MO 3TUKE HEecyT OTBETCTBEHHOCTb B COOTBETCTBMW C 3aKOHOAATE/IbCTBOM
Poccuiickoin Peagepaumnn.

5. CocTaB coBeTa Mo 3TUKe, NoJioXKeHne 06 3TOM coBeTe, NOPAAOK ero AeaTenbHOCTH, TpeboBaHuA
K KBannMduKaummn 1 onbiTy paboTbl MO 3KCMEPTHOM OLLEHKE Hay4HbIX, MeAULMHCKMX U STUYECKMX acMeKToB
KAMHUYECKUX  UCCNeAOoBaHWUA  NeKapCTBEHHbIX MpenapatoB  Ans  MEAULMHCKOTO  MpUMEHEHMUSs,
npeabaABAseMble K 3KCrnepTam coBeTa No 3TMKe, MOpAAOK OpraHM3aumMmM U NpoBeAeHUs 3TUYECKOM
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3KCcnepTUsbl, popma 3aKAHUYEHNA COBETA MO 3TUKE YCTaHaBAMBAOTCA YNOJHOMOUYEHHbIM desepanbHbiM
OpraHOM WCMOJIHUTENIbHOM BAACTU. Yncno npeacrasButTeneit MeauUMHCKUX OpraHM3auuii He MOXKeT
NpeBbIWaTh NOJIOBMHY OT 06LEro YMcaa sKCNepToB COBETa Mo 3TUKE.

6. MHbopmaums o cocTaBe coBeTa MO 3TUKe, MJaHax ero paboTbl U TEKyLWen AeATe/bHOCTU
pasmeuwaetca Ha oduuManbHOM caliTe YNOJHOMOYEHHOro ¢eaepanbHOro opraHa WCNOJIHUTENbHOM
BNacTU B ceTh "MHTepHeT" B yCTaHOBAEHHOM MM MOPALKE.

Cratba 40. MposeaeHWe KAMHUYECKOrO WCCNEAO0BAHUA NIEKAapCTBEHHOro npenaparta Ansa
MEAVLIMHCKOro NpMMeHeHus

1. PykoBoauTenb MeAMUMHCKON OpraHM3auuu, KoTopas MpPoBOAMT KAMHMYECKOE UCCefoBaHUe
NIeKapCTBEHHOrO Mpenapata A48  MeAMUMHCKOrO  MPUMEHEHMA, Ha3Ha4vaeT ucciegoBaTens,
OTBETCTBEHHOIO 3a MPOBEAEHME TaKoro MCCNefoBaHUA U MMelWwero nedyebHylo CrneumnanbHOCTb,
COOTBETCTBYIOLLYIO MPOBOAMMOMY K/IMHUYECKOMY WCCAEA0BAHUIO /IEKAPCTBEHHOrO npenapaTa, CO
CTaxkem paboTbl NO NporpaMmam KAMHUYECKUX UCCef0BaHUN NIeKapCTBEHHbIX NPenapaToB HE MeHee
YyemM TpM roga 1 Mo ero NPeaNoKEHNIO HazHaYaeT conccaenoBaTene U3 YMCa Bpavein 3ToM MegULNHCKON
opraHmMsauuu.

(8 pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

2. WccnepoBatenb OCyWLECTBAAET BbIGOP MaLMEHTOB, KOTOPble N0 MEeAULMHCKMM MOKa3aHMAM
MOTYT ObITb MPUBAEUYEHbI K YYacTUIO B KJAMHMYECKOM MCCNeA0BaHUM NEeKapCTBEHHOro npenaparta 4aa
MEANLMHCKOTO NPUMEHeHUA.

3. MWccneposatenb M couccnenoBatenu  A0/BKHbl  BbiTb  O3HAKOMAEHbI C  pe3y/ibTaTamm
OOKAMHUYECKOTO  MCCNedoBaHWA  NIeKapCTBEHHOro  CpeacTBa, coAepskalmuca B bpoltope
nccnenoBartena, NPOEKTOM MPOTOKOMA KAMHUYECKOro MCCneaoBaHWA NeKapCTBEHHOro npenapaTta Ana
MeANLMNHCKOTO NPUMeHeHns, pa3paboTaHHbIM pa3paboTUMKOM NeKapCTBEHHOro npenapaTta Ui UHbIM
IOPUAMYECKMM NULOM, MPUBJEKAaEeMbIM K OpraHuM3auuu MNPOBeAEeHMsA KAMHUYECKOro MccieaoBaHus
NIeKapCTBEHHOro npenaparta 408 MeAMLMHCKOro MNpUMEHEHMs, W APYrMMM maTtepuanamm TaKoro
nccnenoBaHus.

3.1. PykoBOANTENb MEANLMHCKON OPraHn3aumm B CPOK, HE NpeBbILLatoWwmii Tpex pabounx gHen co
OHA Havyana NpoBeAeHUs KNMHUYECKOTO UCC/Ief0BaHNA 1eKapCTBEHHOMO nNpenapaTta A1 MeguuMHCKOro
npumeHeHus, coobuiaet o6 3TOM B YNONHOMOYEHHbIN deaepasnbHblit OpraH UCNOAHUTENbHON BAACTH,
BblAAaBLUNI pa3pelleHne Ha NPoBeAeHNE TaKOro UCC/Ie4,0BaHMA, MO YCTaHOBIEHHON UM popme.
(yacTb 3.1 BBegeHa deaepanbHbiM 3aKoHOM 0T 29.11.2010 N 313-93)

4. OpraHusauuu, OCyLLeCcTB/AIOWME OpraHM3aumio NPOBeAEHUA KAMHUYECKOTO0 UCCAefoBaHuA
NleKapcTBEHHOrO npenapata A1 MeAUUMHCKOrO MNPMMEHEHMA M YyKasaHHble B 4YacTu 3 cTaTbu 38
HacToawero dPeaepanbHOro 3aKoHa, B CAy4ae HEOBXOAMMOCTM BHECEHMSA WM3MEHEHWI B MPOTOKON
KAMHWMYECKOro UCCea0BaHUA IeKapcTBEHHOMO Npenaparta 418 MeAMLMHCKOro NpUMeHeHUs coobuatoT
06 3TOM B YNONHOMOYEHHbIV dpeepasnbHblit OpraH UCNONHUTENbHOM BAACTH, BblAABLUMI pa3peLleHne Ha
npoBeAeHMe TaKoro Uccaea0BaHKA, NO YCTaHOBAEHHOW UM popme.

(8 pea. PepgepanbHoro 3akoHa ot 11.10.2010 N 271-93)

4.1. tDopma COO6LLI,€HMFI O BHECEHWM M3MEHEHWUN B NPOTOKO/N KIMHUYECKOIo uUccnengoBaHuA
NNEKApPCTBEHHOrIo npenapara Aana MeagunumnHCKoro npumeHeHumAa LOO0JIXKHa CoAepXaTb caegyrouwme
cBeneHunA:

1) HanmeHoBaHWe, I/I,EI,EHTI/Id)I/IKaLI,I/IOHHblﬁl HOMEpP 1 AaTa NPOTOKO/1a KIMHNYECKOro nccnenoBaHuA,
2) AaTa BHeECEHUA WU3MEHEHUI B NMPOTOKOJ/1 KIMHNYECKOTO nccnenoBaHuA;

3) HanmeHoBaHWe U MeCTO HaxoXaeHWNA 3aABUTENA,
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4) HaMMmeHOBaHMe opraHM3aumu, NPUBAEYEHHON Pa3paboTYMKOM NEeKapCTBEHHOrO npenaparta K
OpraHusaLmnmn NpoBeaeHUs KIMHUYECKOro ucciefoBaHuns (Mpu Haanumm);

5) HaMmeHOBaHMA N MeCTa HaxOXAeHUA MeAMLIMHCKMX OpraHM3aluMi, B KOTOPbIX MPOBOAMTCA
K/IMHUYECKoe nccnenoBaHue;

6) Aata BblAA4YM paspelleHMs Ha NpPoBeAeHME KAMHWYECKOro UCCefoBaHMA M HOMep 3TOro
paspelleHus;

7) U3MeHeHMs, BHOCMMbIE B NPOTOKO KIMHNUYECKOTO UCCNEA0BaHUSA.
(yacTb 4.1 BBeaeHa PeaepanbHbiMm 3akoHoM oT 11.10.2010 N 271-93)

5. B cpoK, He npesbiwatowmii TpuaLatv paboumx gHen co AHS NojyYyeHusa yKasaHHoro B Yactu 4
HacToAlWEeNn cTaTbM COOOLWEHUs, YNOSIHOMOYEHHbIN deaepasnbHblii OpraH MCNONAHUTENIbHON BAACTU
paccmaTpuBaeT 3TO COoObLLEeHNEe B YCTAHOBJIEHHOM MM MOPAAKE U NPUHUMAET PelleHMe O BHECEHUU
M3MEHEHMIN B NMPOTOKOA KANHUYECKOTO UCC/eA0BaHNA IEKapCTBEHHOro npenapaTa Aasa meaMuumHCKoro
NpMMeHeHUss UAM 06 OTKase BO BHECEHUM TaKUX M3MeEHeHWN. [pu paccmoTpeHun coobuieHus o
HeobXoAMMOCTM BHECEHUSA W3MEHEHWI B MPOTOKON KJIMHUYECKOTO WUCC/eA0BaHMA /IeKapCTBEHHOrO
npenapata AJa MeAUUMHCKOTO MPUMEHEHMA B LENAX OUEHKM ODOOCHOBAHHOCTM npeasiaraembix
U3MEHEHUN N onpeaeneHua CTeneHu pucka AAa NauueHTOB, NMPUHUMAKOLWMX YyYacTUe B KIMHUYECKUX
NCCNeaoBaHMAX, YMNOJHOMOYEHHbIM defiepasibHbiIM  OpPraHOM  WUCMOJIHUTENbHOM  BAAcTM  MOTYT
NPWB/IEKaTbCA 3KCNEePTbl COBETA MO 3TUKE.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. KnnHmnyeckoe uccnepoBaHWe NEKapCTBEHHOrO NpenapaTta Ans MegvuUMHCKOro NpPUMEHeHUs
MOXeT 6biTb NPMOCTAHOBAEHO WAW MNPEKPALLEHO, eciM B NpoLecce ero npoBeAeHUs obHapyKeHa
OMNacHOCTb A1 *KM3HW, 340P0BbA NALMEHTOB. B cly4ae BO3HMKHOBEHMA ONACHOCTU AR KU3HM, 340P0BbA
naumeHTa, Y4YyacTBYIOWEro B KAMHMYECKOM MWCCNEAOBaHUM NIEKAapCTBEHHOro npenapata A4ad
MeAULMHCKOIO NpUMEHeHUs, uccaenosatenn obasaHbl NpoMHPopmMmMpoBaTb 06 3TOM pyKoBOAUTENA
MEAMUMHCKON  OpraHMsauuuM U OpraHM3auMio, MOJIYYMBLUYIO paspelleHue  YnoJIHOMOYEHHOro
dbepepanbHOro opraHa WCMONHUTENBHOM BNACTM HA OPraHM3aUMIO MPOBEAEHUSA  KJAMHUYECKOTO
nccae0BaHWA IeKaPCTBEHHOrO Npenapara. PelweHne 0 NpMOCTaHOBAEHUUN KIMHUYECKOTO UCCeL0BaHUSA
JIeKapCTBEHHOrO NpenapaTta 4158 MeaULMHCKOTO NPUMEHEHUA NPUHUMAIOT PYKOBOAUTEIb MEANLMHCKON
opraHusaumm u (M1n) opraHnsauus, NoayYMBLIAsA paspeLleHne ynosHoMmodYeHHoro deaepanbHOro opraHa
MCMONIHUTENIbHOW BNIACTM Ha OpraHU3aumio NpoBeAeHns KIMHUYECKOTO UCCNEA0BaHNUA IEKAPCTBEHHOTO
npenapata gaa MeAMUMHCKOTO MNPUMEHEHMUA, PelleHue O MpPeKpaleHnn TaKoro uccnenoBaHus
NPUHMMAET YNOJIHOMOYEHHbIV desepasnbHbIi OpraH UCMOJAHUTENBHOM BIACTM Ha OCHOBAaHWM COObLLEHMSA
B MUCbMEHHOW ¢dopme PyKOBOAMTENA MEAMUMHCKOW OpraHuMsauuuM WAW opraHusauumsa, noJjy4YmBlUan
paspelleHre YMNoNHOMOYEHHOTO ¢eaepanbHOro opraHa WCNOJIHUTENbHOM BAACcTU Ha OpraHWsaumio
nNpoBeAeHNUA  KAMHMYECKOrO MCCNeAO0BaHMA  NeKapCTBEHHOro npenapata  Anf  MeAMUMHCKOro
NPUMEHEHNA.

7. B CpoOK, He npeBbillatoWmMii NATU Pabounx AHeN co AHA 3aBepLUeHWA, MPUOCTAHOBAEHUA UAN
NPeKpalleHna KAMHMYECKOrO UCCNeAOBaHWA J/IeKapCTBEHHOro npenapata  Ans  MeauUMHCKOro
npuMmeHeHua, coobueHme 06 3TOM HanpasBAAeTCcA OpraHM3auMAMU, YKasaHHbIMM B 4acTu 3 cTaTbu 38
HacToawero ®eaepanbHOro 3aKoHa, B YNOJHOMOYEHHbIN dpeaepanbHbIit OpraH UCNOAHUTENLHON BAACTH
no ycTaHOBAEHHOM um popme.

8. CDopma COO6LLI,€HVI’FI O 3aBepuweHunn, nNpnocrtaHoBinEHUN WM NpPeKpaweHUn KANHUYEeCKOro
nccnenoBaHMA NeKapPCTBEHHONO nNpenaparta Ana megnumHCKOro npuMmeHeHna gonxKHa CogepKatb:

1) nubopmaLmio 0 MeAULMHCKOW opraHu3aumMm UAn MeauUMHCKUX OpraHn3aLmsaxX, NpoBOANBLLIMX
AaHHOe uccnefoBaHue;

2) onvcaHne gaHHOro UccaeaoBaHus;
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3) paHHble uccneposaTenn (Gamuamsa, UMsa, OTYECTBO, MECTO PaboTbl, 3aHMMAeMan LO/KHOCTb,
CNeuManbHOCTb, CTaXX paboTbl MO MporpamMmmam  KAMHWYECKUX WUCCNef0BaHWM  NEeKapCTBEHHbIX
npenapatoB, MepeyeHb KAMHUYECKUX WCCNeAO0BaHWA JIEKAapPCTBEHHbIX MpenapaToB, B KOTOPbIX OH
NPMHUMaN ydyactue (nepuoapl y4acTus) B KaYecTBe UccienoBaTeNa Uan comccnesoBaTens);

(B pea. PegepanbHoro 3akoHa ot 11.10.2010 N 271-93)

4) pe3ynbTaT A@aHHOIO UCCNeA0BaHMA (3aBeplleHMe, NPUOCTaHOBEHME UM NPEKpPaLLLEeHNe AaHHOTO
NCCNelOBaHUSA C YKa3aHUEM UX MPUUYUH U BAUSHUA HA OLEHKY ero pesy/ibTaTos, 06LLyI0 OLEHKY pUCKa U
0XMOAaeMon Monb3bl OT MPUMEHEHMS UCCAelyeMOro /IeKapCcTBEHHOro mnpenaparta, a TaKXe
npegnonaraemble ganbHelwne aencTems).

8.1. Mpu BbiABAEHMM beaepanbHbIM OPraHOM WCMONHUTENIbHON BAACTM, OCYLLECTBAAIOLMM
OYHKUMKM MO KOHTPOAO WM Hagsopy B chepe 34paBOOXPAHEHMUA, HAPYLWEHUMA MNPaBUA HaANeXKallen
KAMHUYECKOWN MPaKTUKU MpU NPOBESEHUN KAMHUYECKOFO UCCAeL0BaHUA NEKapCTBEHHOTO Mpenaparta,
BAMAIOWMX Ha NOJHOTY WU (MAM) AOCTOBEPHOCTb AAHHOTO KAMHMYECKOro MCCef0BaHWUA, YKA3aHHbIN
denepanbHbI opraH UCNONHUTENBHOM BNACTUM NPUOCTAHAB/IMBAET NpPoBeAeHNE AAHHOIO KIMHUYECKOTO
nccnefoBaHUA M BbIHOCUT MEAULMHCKON OpraHn3aummn, B KOTOPOM NPOBOAMTCA AAaHHOE KAMHUYecKoe
nccnefoBaHWe, npeanucaHMe 06 YCTPaHEHUM BbIABAEHHbIX HapyweHuin. [pu  HeycTpaHeHuu
MEAVLMHCKON OpraHusauMelnt BblABAEHHbIX HapylweHWM B YCTAaHOB/EHHbIM B MpeAnncaHuMM CPOK
YKa3aHHbI ¢denepanbHbli OpraH MCMNOAHUTENIbHON B/IACTM MPUHMMAET pPeLLeHUE O MpPeKpaLLeHUn
NpoBeLeHMA KIMHUYECKOTO UCCNeA0BaHMA IEKAPCTBEHHOMO NpenapaTa u HanpasaseT B peaepasnbHbIi
OpraH WCMONHUTENbHOM BAAacTW, OCyWecTBAAWMA GYHKUMKM NO  BbipaboTke W peanusaumm
rocyf4apcTBEHHOM MOAUTUKM U HOPMATUBHO-MPABOBOMY PEryiMpoBaHuio B chepe 34paBOOXpPaAHEHMS,
3aK/10YEHME O BbISIBAIEHWUW NPU NPOBEAEHUN JAHHOIO KAMHUYECKOrO UCCNef0BaHMA HapyLeHNN NpaBua
Hag/eXKallel KIMHUYECKON NPaKTUKM SN NPUHATUA pelleHns 06 oTMeHe pa3pelleHma Ha OpraHM3aunio
NnpoBeAeHMA AAHHOTO KAMHUYECKOro MCCAeAO0BaHUA C AaTbl NPUHATUA PELleHUA O NMPUOCTAHOBIEHUM
NpoBeAEeHMA KIMHUYECKOTO UCCAEA0BaHUA JIEKAapPCTBEHHOMO Npenapara.

(yacTb 8.1 B pea. PepepanbHoro 3akoHa ot 13.07.2015 N 241-93)

9. YnonHOMOYeHHbIA denepanbHbli OpraH WCNONHUTENbHOW BAacTM onybAMKOBbIBAET M
pasmellaeT Ha cBoem oduuManbHom caiiTe B ceTu "MHTepHeT" coobluieHMe O 3aBeplueHuH,
NPUOCTAHOBAEHMMU WAW NPEKPALLEHUN KAMHUYECKOTO UCCNeAO0BaHUA /IeKapcTBEHHOro npenapaTta Ans
MEeAMLMHCKOrO MPUMEHEHUA B CPOK, He MPEeBbIWAWMN NATU Ppabounx AHEW Co AHA ero NoayyeHus, B
YCTaHOBJIEHHOM UM NopsAgKe.

10. YnonHoMoYeHHbI denepanbHblii OpraH MCNOAHUTE/IbHON B/IACTM OCYLLECTBASAET BepeHue
peecTpa uccaeposaTeneli, NPOBOAALLMX MW MPOBOAMUBLLMX KIMHUYECKME UCCeL0BAHMUSA IEKAPCTBEHHbIX
npenapatoB AN MeAWUMHCKOTO NPUMEHEHUs, B COOTBETCTBUM C YTBEPXKAEHHBIMW MM NpaBUaaMU U
pasmellaeT ero Ha ceoem oduuManbHOM caliTe B cetTu "MHTepHeT" B yCTaHOB/NIEHHOM MM MOpPAAKeE.
YKa3aHHbIN peecTp COAEPKUT MHPOPMALMIO, NPeLYCMOTPEHHYIO NMYHKTOM 3 YacTu 8 HAacTOALLEN CTaTbMy.

11. Otuer o pe3ynbtatax KAWHUYECKOTo WUCCNegoBaHUA NEKApCTBEHHOrNo npenaparta AnA
MeaANLMHCKOTo NpUMeHeEHNA COCTaBNAETCA opraHmsaumeﬁ, yKa3aHHOl71 B YacTM 3 cTaTbm 38 HacToALEero
d>ep,epaanoro 3aKOHa, Ha OCHOBAHWM 3aKNOYEHUN MeaNUNHCKUX OpI'aHM3aLJ,VIVI, nposoanBLLUNX 3TO
nccnengosaHune, U NpeacTtaBaAeTca B YI'IO}'IHOMO‘-IEHHbIﬁ d)e,u,epaanbM opraH WCNOJIHUTENbHOM BNaCTy,
Bblﬂ,aBUJMl\;I pa3pelwieHne Ha nposeaeHMe aToro nccnenoBaHumA, B CpPoK, He I'IpeBbILuaIOLLI,Mﬁ TPEX mecAaLleB
CO [AOHA ero 3aBepuweHunAa, npunoCtaHoBNEHUA WAKN NpeKpaweHuna, B nopAaaKke, YCTaHOBNEHHOM
YNO/THOMOYEHHbIM d)ep,epaanblm OopraHom WCMNOJIHUTENIbHOM BNACTM.

12. HapyweHue npaBuA Hagaexawenh KAMHUYECKOW MpPakTUKK, danbcudukauma pesynbTaToB
KIMHUYECKOTO MCCNefl0BaHUA NeKapCTBEHHOIO npenapaTta Ans MeauuUMHCKOTo NPUMEHEHMA BAEKYT 3a
cob0i OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAaTeNbCTBOM Poccuitickon depepauuu.

(8 pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

13. I'IpM nposeaeHMn  KAMHUYECKOro wmccneanosaHmnA NeEKAapCTBEHHOroO npenaparta  A4anAa
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MeAULIMHCKOro NpUMeHeHUs AonyckaeTtcsa 3abop y nauneHToB 6UonorMyeckux matepmanos (06pasLbl
OMONOIrMYECKMX KUAKOCTEN, TKAHEW, CEKPeToB W MNPOAYKTOB U3HeAesTe/bHOCTM YesloBeKa,
dU3MONOTNYECKUX U MATONOTMYECKUX BbIAENEHUI, Ma3KoB, COCKOBOB, CMbIBOB, MWUKPOOPraHW3MOB,
6MONCUIHbBIN MaTepuan) aAna ux usydyeHusa s Poccuiickoit ®eaepaumm u (Mnm) 3a npeaenamm Poccuinckon
depgepaunn.

(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

14. Nopagok BBo3a B Poccuiickyto Peaepaumio 1 BbiBO3a 3a npeaenbl Poccuitckon degepaunm
6MONOTMYECKUX  MaTepuasnos, MONYYEHHbIX MPM  MNPOBEeAEeHUM  KAMHMYECKOro  UccienoBaHuA
NleKapCcTBEHHOro npenapata An8 MeAMUMHCKOro MpUMMeHeHusa, ycTaHaBauBaeTcA [1paBUTeNbCTBOM
Poccuitckoit depgepaumn.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Cratba 41. [loroBop O NpoBeAEeHUU KAUMHUYECKOro UcCNefo0BaHUA IeKapCTBEHHOro npenapara
ANA MeAULMHCKOTO NPUMEHEeHUsn

1. KanHuuyeckoe uccnegoBaHWe NeKapCTBEHHOro npenapaTta AnAa MeAULMHCKOro MnpumeHeHus
NpoBOAMTCA B COOTBETCTBUN C AOrOBOPOM O NPOBEAEHNMN KANHUYECKOTro NcCneAoBaHNA NeKapCTBEHHOMO
npenapata gns MeAMUMHCKOrO MPUMEHEHMA, 3aKNYaeMbIM MeXAYy OpraHu3aumen, nosyyvmselLLEi
paspeleHre YnoJHOMOYEHHOro ¢enepasbHOro opraHa WMCMNOJIHUTENIbHOM BAAcTM Ha OpraHM3aumio
npoBeAeHNs TAaKOro UCCNeAOoBaHUA, U1 MEAULMHCKON OpraHu3aLuen, OCYLLEeCTBAAIOWENA npoBeaeHue
TaKoro uccnegoBaHus.

2. [loroBop O NpPOBEAEHUM KAMHUYECKOrO WCCNeA0BaHMA NIEKapCTBEHHOro npenaparta A8
MeaANLMHCKOIo NnpumeHeHna Ao1XxKeH coaepKaTtb:

1) YyCNnoBnA U CPOKM nposegeHNA AaHHOIo nccnenoBaHuA,

2) onpegeneHune O6LU,eVI CTOMMOCTHU nNporpaMmsbl AaHHOINo MUccnengoBaHMA C yKasaHMEM CYMMb,
npep,Ha3Haqa+ou.|,e171cn AnAa BblNaT UCCnenoBaTeNAmM, ConccneaoBateniam,

3) onpepeneHve Gpopmbl NPEACTaBAEHNA PE3YNbTAaTOB AAHHOMO UCCNEA0BAHUA B YNOJHOMOYEHHbIN
denepanbHbIit opraH UCNOAHUTENbHOM BNACTW.

CraTtba 42. duHaHcOoBOe obecneyeHne KAMHUYECKOro UCC/IeA0BaHMA 1eKapCTBEHHOro npenapara
ANA MeAULUMHCKOTo NPUMEHEHUA

®duHaHcoBoe obecneyeHne KAMHUYECKOTO nccnengoBaHMA  JIEKAPCTBEHHONO npenapata  AnAa
MeanUNHCKOIo NnpuMmeHeHNA OCyLeCTB/IAETCA 3a CHET.

1) cpeacTts denepanbHoOro broaxeTa;

2) cpeAacTB OpraHMsaumii, NOMYUYMBLUMX PaspelleHne Ha OpraHM3auuio NpoBeAeHuAa AaHHOro
nccnefoBaHWsA, B COOTBETCTBMM C YC/IOBMSMM LLOrOBOPA O €ro NPOBEAEHUH;

3) UHbIX He 3anpeLLeHHbIX 3aKoHoAaTeNbCTBOM Poccuitickon Pepepaunm NCTOUHUKOB.

Cratba 43. MNpaBa NauMeHTOB, YYACTBYIOWMUX B KINHUYECKOM UCCNe[0BAaHUN NEeKapCTBEHHOro
npenapara s MegULMHCKOro NnpuMeHeHus

1. YvyacTMe nMauneHTOB B K/MHMYECKOM uUccnefoBaHUM NeKapCTBEHHOrNo npenapara AnAa
MeanLUMHCKOro npumeHeHna AasnaeTca LI,O6pOBO}1beIM.

2. MaumMeHT UAM ero 3aKOHHbIM npeacTaBUTENb AO0/IKEH ObiTb MHGOPMUPOBAH B MUCbMEHHOM
dopme:
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1) o nekapcTBeHHOM npenapate ANA MeAULMHCKOrO NMPUMEHEHUS U CYLLHOCTU KAWHUYECKOro
nccaea0BaHMA 3TOrO IEKAPCTBEHHOTO Npenapara;

2) 0 6e30MacHOCTM IeKapCTBEHHOTO NpenapaTta Ana MeAULMHCKOro NPUMEHEHUA, ero OXnaaemon
3pPEKTUBHOCTM M CTENEHWN PUCKA AN1A NALUNEHTA;

3) 06 ycnoBuMAxX y4acTUs NaLUmneHTa B KIMHUYECKOM UCC/IeloBaHNK IeKapCTBEHHOTO NpenapaTa Ans
MeAULMHCKOTO NPUMEHEHMUA;

4) O uennm unan uenax un npoaoiXuUTeIbHOCTU KANMHUYECKOro uccnegoBaHuMA NEKApPCTBEHHOrO
npenaparta ana meagnumnHCKoro npumeHeHuaA,

5) o peicTBMAX NauMeHTa B cayyae HenpeaBuAeHHbIX 3PpPEeKToB BAUAHMA NEKapCTBEHHOTrO
npenapara Ana MeauLMHCKOro MPUMeHeHMA Ha COCTOSHME ero 340Pp0BbA;

6) 06 ycnosuax 06sA3aTe/IbHOrO CTPAX0BaHUA XU3HU, 340P0BbA MNALMEHT];

7) o rapaHTMAX KOHPUAEHUMANbHOCTW Yy4yacTUs NauMeHTa B KAMHMYECKOM WCCAeloBaHUU
JIeKapCTBEHHOrO NpenapaTta 418 MeANLUMHCKOro NpUMEHEHMS.

3. ,ﬂ,06pOBOJ'IbHOe cornacume naumeHTa Ha yd4actme B KIMHN4YeCKOM nccnegoBaHnMn nekapcrBeHHOoro
npenapata Ana MeauumnHCKoro npumeHeHuAa noAaTBepXKAaeTca ero noannmcbro UanM noannucbko €ero
3aKOHHOTIO NpeacTtaBUTENA Ha MHd)OpMaLI,MOHHOM NINCTKE NaymneHTa.

4. NMaumeHT UK ero 3aKoHHbIN NpeacTaBUTeIb UMEeT NPaBOo 0TKA3aThCA OT y4aCTUA B KAMHNYECKOM
nccneaoBaHWM NIeKapCTBEHHOro npenapata 414 MeAMLMHCKOro MpUMMeHeHMs Ha aoboin craauu
npoBeAeHMA TaKoro nccieoBaHms.

5. MpoBegeHne KANHUYECKOro WUCCAeLOBAaHUA SIEKAapCTBEHHOrO npenapata Al1a MeaMLMHCKOro
NPUMEHEHUA C yYaCTUEM B KauyecTBe MaLUeHTOB AeTen A0MNyCcKaeTca TOMIbKO C COrnacua B MMCbMEHHOWM
dopme ux poautenen, ycbiHoBUTENeW. [eTM MOryT pacCcMaTpmBaTbCA B KayecTBe NOTEHLMAsbHbIX
NnaLuMeHTOB TaKOro UCC/ieloBaHMS, TOJIbKO €C/IN ero NpoBeaeHne Heob6xoaMMo ANA YKpenaeHUs 340p0BbA
aetein unm NpoPUNakTUKN MHOEKUMOHHbIX 3a60/1eBaHMIA B AETCKOM BO3pacTe /IMb60 ecn Lenbto Takoro
nccnefoBaHUA ABAAETCA MOJIYYEHNE AAHHbIX O Hauy4llel A03MPOBKEe NeKapCTBEHHOro npenapaTta A
NleyeHna peTten. B aTux cnydaax TaKomy WCCNEAOBaHWIO O0/MKHO NpealecTBOBaTb KAMHUYECKoe
nccnefoBaHWe NIEKapCTBEHHOro npenapata Ans MeAMUMHCKOro NpUMEHEHUs Ha COBEPLUEHHONETHUX
rpakiaHax, 3a WCKAIOYEHWEM C/ly4aeB, €Cc/lM  UCCNeAyeMblA  NIeKapCTBEHHbIM npenapaT A
MeAULMHCKOro NPUMEHEHNS npeaHasHayeH WUCK/TIOUNTENBHO ans NUCNONb30BaHMUA
HecoBepLUeHHONETHUMM rparkaaHamMu.

(B pen. PegepanbHoOro 3akoHa ot 22.10.2014 N 313-93)

6. 3anpeu.|,aeTCH nposegeHne KAMHUYECKOTro uUccnenoBaHMA NEKAPCTBEHHOIO npenaparta 4gnAa
MeONLMHCKOIo NnpumeHeHnA C y4actuem B Ka4yecCTBe NauyneHToB:

1) peTen-cnpoT 1 aeTen, ocTaBLUMXCA Be3 noneyeHMsa poauTenen;

2) KeHWMH B nepuos 6GepemMeHHOCTM, KEeHLWWH B Mepuos TrpyaHOro BCKapMAMBaAHMA, 3a
WCK/IOYEHNEM Cy4YaeB, ecv MPOBOAMTCA KNMHUYECKOEe WUCCAeAoBaHWe eKapCTBEHHOro npenapara,
npegHasHaYeHHOro ANA YKa3aHHbIX KEeHLMH, NPU YCA0BMM HEOBXOAMMOCTM NoaydyeHna MHdopmaumnm
TO/NIbKO BO Bpems MNPOBeAEHUA COOTBETCTBYIOLWLMX KAMHUYECKUX MCCNeAOBaHWM WM MNPUHATMA BCex
HeobXoAMMbIX MEP MO MCK/AIOYEHUIO PUCKA HAaHeCeHWA Bpeaa MeHuwwuHe B nepuog 6epemeHHOCTH,
EHLMHe B Nepuoa, rpyAHOro BCKapMANBaHUA, NAo4y Unun pebeHky;

3) BOEHHOC/NYKALWMX, 33 WCK/IIOYEHMEM C/lyYaeB MPOBeSEHUSA KJAMHMYECKOro MUCCnefoBaHuA
NIeKapcTBEHHOrO Mpenaparta, crneumanbHO pPaspaboTaHHOro A/1A MPUMEHEHMS B YCNOBUSAX BOEHHbIX
OENCTBUIM, 4YpesBbl4alHbIX CUTyauui, NPOGUNAKTUKM U NedyeHuss 3aboneBaHuit M NopakeHui,
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NoJly4YeHHbIX B pe3yabTaTe BO3AeNCTBUSA HEBNAaronpUATHBIX XMMUYECKUX, BUONOTMYECKUX, PaanNaLNOHHBIX
daKkTopoB. KanHmMuyeckoe uccnenoBaHWe TaKOro NEeKapCTBEHHOro npenapata MOMKeT MPoBOAUTLCA C
yyacTMem B KayecTBe NauueHTOB BOEHHOC/YXKALMX, 33 UCK/IIOYEHNEM BOEHHOC/YKaLMX, NPOXoAALLIMX
BOEHHYI0 Y0y no npusbiBy, c cobaogeHnem TpeboBaHUi, yCTaHOB/IEHHbIX HacToAWMM PeaepanbHbIM
3aKOHOM B OTHOLLEHWUW TPAXKAAHCKUX SINL;

4) coTpyAHMKOB MPaBOOXPaHUTE/IbHbIX OPraHOB;

5) nnu, oTbbiBalOWNX HaKa3aHUe B MecTax JInleHUsa cBobobl, @ TaKKe /L, HaxoAALLMXCA NoAa,
CTpaken B CNeACTBEHHbIX M30NATOPAX.

7. [onyckaeTca nposeAeHWe KANHUYECKOrO MCCAeA0BaHWA /IeKapCTBEHHOrO npenapaTta A4d
MeAMLMHCKOro NPUMEHEHNA, NPeAHa3HauYeHHOro A1A IeYEHNA NCUXMYECKUX 3a601eBaHNIA, C y4acTUEM B
KayecTse NauneHTOoB /1ML, C MCUXMYECKMMM 3a601eBaHMAMM, NPU3HAHHbIX HEAEecnocobHbIMM B NOPAIKE,
YyCTaHOB/IEHHOM  3aKoHoAaTenbCcTBOM  Poccuitickolt  depepaumn.  KanHuWyeckoe — umcciegosaHue
NIeKapCcTBEHHOrO npenapara B 3TOM C/ly4yae NPoBOAMTCA MPM HaAMUUM COrnacua B NUCbMeHHON popme
3aKOHHbIX MpeAcTaBUTENeN YKa3aHHbIX 1L,

Cratba 44. 06#A3aTenbHOe CTPAXOBaHME XWU3HW, 340POBbA MNALMEHTA, YYACTBYIOLLEro B
K/IMHUYECKOM UCC/Ief0BaHUM JIEKAPCTBEHHOrO npenapara Aaa MegauuUHCKOro NpUMMeHeHus
(8 pen. PepepanbHoOro 3akoHa ot 29.11.2010 N 313-d3)

1. OpraHusauma, MOAYYMBLUAA pa3pelleHMe Ha OpPraHU3auuMio NPOBEAEHUA KNMHUYECKOTO
nccneaoBaHNA NEKAPCTBEHHOTO Npenapata gas MeAMUMHCKOro npumeHeHus, obsasaHa B KadvecTse
CTpaxoBaTesna CTPaxoBaTb PUCK NPUYMHEHWS BpeAa *KU3HM, 340POBbIO MAUMeHTa B pesysbTaTe
npoBeAeHMA KIMHNUYECKOTO UCCAeA0BaHMA NEKAPCTBEHHOrO NpenapaTa 418 MegULMHCKOTo NPpUMeEHEHUs
33 CBOM CYET NyTEM 3aK/HO4YEeHUA J0roBOpa 06583aTeNbHOro CTPaxoBaHMA.

2. O6bekTom 065a3aTeNbHOro CTpaxoBaHUA ABNAETCA MMyLLI,ECTBeHHbIﬁ nHTEpPEC nauuneHTa,
CBA3aHHbIN C NPUYNHEHNEM BpEOA €ro XU3HN UK 300PO0BbIO B PeE3Y/NIbTATE NpoBeAEHNA KINHNYECKOTO
nccnengoBaHMA NeKapCTBEHHONO nNpenapaTta 4nAa meanumMHCKOro npuMeHeHuA.

3. CTpaxoBbIM C/ly4aem Mo A0roBopy 0b6sa3aTe/IbHOro CTPaxoBaHWUA ABASETCA CMEPTb NaLuueHTa uam
YXyALIeHWe ero 340p0BbA, B TOM YMC/Ie BAieKyllee 3a cob0i yCTaHOBEHWE UHBANIMAHOCTM, NPU HAMYMK
NPUYNHHO-CNIEACTBEHHOW CBA3M MeXAY HacTynjieHMem 3Toro cobbiTMA M ydyacTMeM naumeHTa B
KJMHUYECKOM MUCC/ief0BaHMM IEKAapCTBEHHOMO npenapara.

4. TpeboBaHMA O BO3MELLEHMM Bpeaa, MNPUUYUHEHHOTO KWU3HW WAW 3[40POBbLIO MaLMEHTa,
NpeabaABAAIOTCA B TEYEHWE CPOKOB  WMCKOBOM  OABHOCTM,  YCTAHOBJEHHbIX  FPa*KAAHCKUM
3aKOHOAATE/IbCTBOM.

5. Paamep CTanOBOVI BbIMAaTbl NO AO0TroBOpPY obAsaTenbHOro CTpaxoBaHMA COCTaBNAET:

1) B C/ly4ae CMepPTHN nauneHTa ABa MUIJIMOHA py6ne1‘/'1 Ha Ka*ao0ro naumeHTta, yd4actsoBaBLUero B
KTMHNYECKOM UCCnenoBaHUM NEKAPCTBEHHOIO nNpenapara,

2) Npu yXyALeHnn 340P0BbA NaLMeHTa:

a) noBnekwem 3a cobol ycTaHOBAEHME MHBANUAHOCTM | Tpynnbl, OAMH MWIJIMOH NATLCOT TbiCAY
pybnein Ha KaKAoro nauMeHTa, y4acTBOBaBLUETO B KAMHWYECKOM MCCAEAOBaHWW NEeKapCTBEHHOMO
npenapara;

6) nosnekwem 3a cobolt ycTaHoBAEHUE MHBanMAHocTM Il rpynnbl, oAMH MUANUOH pybneit Ha
Ka’K4oro nauMeHTa, y4acTBOBABLLETO B KIMHWUYECKOM UCCeA0BaHNN NEKAPCTBEHHOTO NpenapaTa;

B) MoBJjieKwem 3a coboli ycTaHoB/ieHWe MHBanuMgHoctu |l rpynnbl, NATbCOT ThicAY pybaeirt Ha
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KaXX40ro nauneHTa, y4aCctsoBaBLllero B KAiIMHN4YeCKOM UCCNef0oBaHNN NeKAPCTBEHHOIO Npenapara,

r) He noBneKwem 3a coboi yCcTaHOBEHUA UHBANUAHOCTH, He Bonee Yem TpUCTa Tbicay pybnelt Ha
KaXKA0ro NaumMeHTa, y4acTBOBABLUENO B KIMHUYECKOM UCCNEA0BaHMM IEKAaPCTBEHHOTO NpenapaTa, Mcxoan
M3 HOPMATMBOB, OTPAXKAIOLWMX XapaKTep WU CTeMeHb MOBPEXAEHUA 340POBbA, a TaKXKe (aKTUYEeCKM
MOHECEHHbIX MALMEHTOM PacxoA0B, Bbi3BaHHbIX NOBPEXAEHNEM 340POBbA, HA MEAULMHCKYHO MOMOLLb,
npuobpeTeHne NeKapcTBEHHbIX NPenapaTos.

(nn. "r" B pea. ®eaepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. YTpatun cuny ¢ 1 utona 2015 roga. - PeaepanbHbiii 3aKoH oT 22.12.2014 N 429-$3.

7. CpOK A0oroesopa o0bA3aTeNbHOrO CTpaxXoBaHMA HE MOXKeET 6bITb mMmeHee, 4em CpPOK npoBeaeHunA
KIMHNYECKOTo nccnegoBaHnAa NeKapCrBeHHOIo npenaparta.

8. YcnoBua poroBopa 06s3aTe/IbHOrO CTPaxOBaHWA, B TOM YMC/e CTpaxoBble Tapudbl Mo
06s3aTe/IbHOMY CTPAXOBaHWIO, NepeyYeHb HEOOXOAMMbIX AOKYMEHTOB /1A OCYLLECTB/IEHUA CTPAXOBOWM
BbIN/J1aTbl, MOPALOK YCTAHOB/IEHWUA CTPaxoBaTe/seM WHAMBUAYAJbHOIO UAEHTUOUKALMOHHOIO KoAa
naumMeHTa, NopsaaoK MHPOPMUPOBAHMSA CTPAXOBaTENEM CTPAXOBLLMKA O NMPUBIEYEHHbBIX K KIMHUYECKOMY
nccnenoBaHMI0 JIEKAPCTBEHHOrO MpenapaTta Ana MegULMHCKOrO NPUMEHEHUA nauMeHTax, nopagok
yNAaTbl CTPAX0BOM NPeMuM, NMOPAAOK peannsaLmm onpeseneHHbIX HacToAawmnm deaepasbHbiM 3aKOHOM
n apyrmmn denepanbHbIMU 3aKOHaMKU MpaB M 06A3aHHOCTEN CTOPOH MO A0roBopy 0653aTeNbHOro
CTPaxoBaHMA, a TaKKe HOPMATWMBbI, OTPaXKaloWMe XapaKTep W CcTeneHb NOBPEXAEHMSA 340POBbA,
yCTaHaB/IMBAIOTCA TUMOBLIMU NpPaBuaamMmM 06A3aTeNbHOr0 CTPaXxoBaHMA.

(B pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

9. B cnyyae NpuMYMHeHMA Bpeaa U3HU NaumeHTa, y4acTBOBaBLLEro B KAMHUYECKOM UCCae10BaHUM
NleKapCcTBEHHOro npenapaTa, Bbirogonpuobperatenamm Mo A0rosopy 06s3aTeNbHOro CTPaxoBaHMA
ABNAIOTCA rpajaHe, MMmelollMe NpaBo Ha BO3MellleHVMe Bpeda B C/ydae CMepTU KOopMuabLa B
COOTBETCTBUM C MPasKAaHCKMM 3aKOHOAATeIbCTBOM, MPU OTCYTCTBMM TaKUX MPakaaH - poAuUTeNn, Cynpyr,
AeTV ymepLlero nauneHTa, y4acTBOBaBLLEro B KIMHUYECKOM UCCe40BaHMM IeKapCTBEHHOTO npenapara,
B C/ly4ae CMepPTU NaLMeHTa, y4acTBOBABLUEro B KIMHUYECKOM UCCeA0BaHNM IeKapCTBEHHOrO npenaparta
M He MMEBLLEro CamMoOCTOATE/NIbHOMO [A0X0A4a, - FPaAaHe, Ha WMKAMBEHUM KOTOPbIX OH HaxoAauAca, B
OTHOLLEHMM BO3MELLEHUA PacxodoB Ha norpebeHue nauueHTa, y4aCTBOBABLUErO B K/MHUYECKOM
nccaea0BaHUM IeKapCTBEHHOro Npenapara, - NLLO, MOHECLIee TakMe pacxoapbl.

10. CrpaxoBasa BbinnaTa B CYeT BO3MELWEHWA Bpeda, MNPUYUHEHHOrO KU3HM MaLUMEHT],
Y4acCTBOBABLUErO B KAMHUYECKOM MCCNeA0BaHMU NEeKApPCTBEHHOrO npenapara, pacnpegenserca mexay
BbirogonpuobpeTaTeiaMmn NPONOPLUNOHANBHO X KOIMYECTBY B PaBHbIX AONSX.

11. Mpu HacTyn/JeHMM CTPaXoBOTo C/y4as NaLMeHT, y4acTBOBaBLUNIN B KIMHUYECKOM UCCaea0BaHUU
NIeKapCcTBEHHOrO  npenapaTta, BbirogonpuobpeTatesb BnNpase NPeabABUTb  HEMOCPEACTBEHHO
CTPaxoBLMKy TpeboBaHWe O BO3MELLEHUN NPUYNHEHHOrO Bpeaa. CTpaxoBas BbiMaaTa OCyLLECTBAAETCA
CTPaxOBLLMKOM B TeUeHMe TPUALATU AHEel co AHA NpeacTaBAeHna HeobXxoAMMbIX AOKYMeEHTOB. MauneHT,
Y4YaCTBOBABLUMUI B KIMHUYECKOM UCCAeA0BaHMM IeKapCTBEHHOIO NpenapaTa, Uan Bbirogonpuobpertartesnb
0653aH COOBWUTbL CTPaxOBLUMKY [AONA OCYLLEeCTBAEHWA CTPaxoBOW BbINAaTbl  MHAMBUAYA/bHbIN
NMOEHTUOMKALUMOHHBIA KOZ MNaLMeHTa, YCTaHOB/EHHbIA CTpaxoBaTesleM B COOTBETCTBUMM C TUMOBbIMMU
npasuiamu 06a3aTeNIbHOTO CTPaXxoBaHMUA.

12. [lo nonHoro onpegeneHus pasmepa MNOAJENKALLENO BO3MELLEHWIO Bpeda CTPaXOBLMK MO
3asBJ/IEHMIO MAUMEHTa, Y4aCTBOBABLUETO B K/IMHUYECKOM MUCC/IeA0BaHUMN NEKAaPCTBEHHOTO Npenapara, uan
3asBJ/IEHUIO BbIrOA40NPMODbpPETaTeNs BNPaBe OCYLLECTBMTb YacCTb CTPAXOBOW BbIN/IaTbl, COOTBETCTBYHOLLYHO
baKTUYecKM onpeaeneHHon YacTM NpUYNHEHHOro Bpeaa.

13. CtpaxoBas BbinsaTa B COOTBETCTBMU C AOFOBOPOM obs3atenbHoro CTpaxXoBaHMA ocyLwecTBaAeTcAa
He3aBUCMMO OT BbINNaT, NPUYNTAOWNXCA MO APYIMM BUOAM CTPaxXxOBaHUA.
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14. He ponyckaetca y4yacTMe MauMeHTa B MPOBEAEHMM KAMHUMYECKOro ucciedoBaHus
JIeKapCTBEHHOrO npenapara npu oTCYTCTBMM A0roBopa 0643aTe/IbHOro CTPaxoBaHMUA.

15. KoHTponb 3a WCNO/MHEHWEM OpraHW3auuen, NoJyYMBLUEN pa3pelleHne Ha opraHusauuto
NnpoBeAeHNA  K/IMHUYECKOrO UCCNeAOoBaHWA NEKApPCTBEHHOro npenapata  A4Ana  MeauuMHCKOro
NPMMEHEHUs, YCTAHOBJIEHHOW HacToAlel cTaTbei 06A3aHHOCTM Mo 06s3aTe/IbHOMY CTPaXOBaHUIO
M3HW, 340pOBbA NaLUMEHTa, Yy4yacTBylowero (y4acTBOBaBLUEro) B KAMHUYECKOM MCCAeAoBaHMMU
NIEKAPCTBEHHOrO  npenapaTta, OCYLeCTBAAETCA  YNOJHOMOYEHHbIM  dedepasnbHbiM  OpraHom
WUCNO/IHUTENbHON BNACTW, BbIAABWMM paspelleHMe Ha npoBeAeHUe KAMHUYECKUX WUCCNeAoBaHWUM
NIeKapPCTBEHHbIX NPenapaToB 419 MeAULNHCKOro NPUMEHEHMA.

Fnhaea 8. NIPON3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbIX CPEACTB
Cratba 45. NponsBoACTBO IEKAPCTBEHHbIX CPeacTB

1. Mpoun3BOACTBO /IEKAPCTBEHHbIX CPEACTB [AO/KHO COOTBETCTBOBATb TPebOBaHMAM MNpaBun
Hag/NeKallelr npou3BOACTBEHHOW MPAKTUKK, YTBEPKAEHHLIM YNOJHOMOYEHHbIM deaepanbHbIM
OpraHoM MCno/sHUTENbHOM BnacTu. OcobeHHOCTU Nepexoda NPOU3BOACTBA OTAE/IbHbIX SIEKAPCTBEHHbIX
CPeACTB K MX NPOU3BOACTBY B COOTBETCTBUM C TPEOOBAHUAMM NPaBU/ Haa/exallell NPON3BOACTBEHHOM
NpakTUKM ycTaHaBamsatotca [pasutenbctBom Poccuiickon ®epepaumun. Bblgaya 3ak/al04eHMA O
COOTBETCTBUM TMPOU3BOAUTENA  JIEKAPCTBEHHbIX CPeacTB  TpeboBaHMAM MpaBuMA  HaA/iexKallein
NPOW3BOACTBEHHOM MPAKTUKM OCYLLECTBASETCA MO pe3y/ibTaTaM MHCNEKTMPOBAHWA MpoM3BOAUTESNEN
JIeKapCTBEHHbIX CPeACTB B MOpsAAKe, ycTaHOBeHHOM MNpaBuTenbcTBom Poccuiickolt ®eaepaumm. Pasmep
NiaTbl 33 BblAayy 3aK/OYEHUSA O COOTBETCTBMU MPOU3BOAUTENA IEKAPCTBEHHbIX CPEACTB TPeboBaHUAM
npaBua HagnexKalweh npousBOACTBEHHOM MPaKTUKW ycTaHaBamBaeTca [lpasutenbctBom Poccuiickol
depepaunn. NMopaaok opraHM3aunn U NPOBEAEHMA MHCMIEKTUPOBAHNA NPOM3BOAUTENEN NEKAPCTBEHHbIX
CpeAcTB Ha COOTBeTCTBME TpeboBaHMAM MpaBuA  Hag/exalleld MNpPOM3BOACTBEHHOW NPaKTUKM
ycTaHaBnmBaetca MNpasutenncteom Poccuiickon degepaumm.

(B pea. PepepanbHbix 3aKoHOB OT 25.06.2012 N 93-®3, 01 22.10.2014 N 313-$3, 01 22.12.2014 N 429-93)

2. Tpoun3BOACTBO NEKApPCTBEHHbIX cpeacts B Poccuiickon Pepepaummn  ocyllecTeaseTcs
NPOW3BOAUTENAMM NEKAPCTBEHHbIX CPEACTB, UMEKLWMMU IMLEH3UIO HA NPOMU3BOACTBO IEKAPCTBEHHbIX
cpeacts. MNoAaTBepKAeHME COOTBETCTBMA /IMLEH3MATA NpPaBMAaM HaA/eallei npousBoACTBEHHOM
NPaKTUKKN OCYLLECTBAAETCA B PaMKaX JIMLLEH3MOHHOrO KOHTPO/SA B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuitckoit Pegepaumm ¢ yueTom 0CO6EHHOCTEM, YKa3aHHbIX B 4acTh 1 HacToALWEeN cTaTbM.

(B pen,. PegepanbHbix 3aKoHOB 0T 22.10.2014 N 313-93, 01 22.12.2014 N 429-93)

2.1. Ona uenen NMLEH3NPOBAHWA MPOM3BOACTBA JIEKAPCTBEHHBIX CPEACTB AN MEAMULMHCKOro
NPUMEHEHUA U MHCMEKTUPOBaHUA CyObeKTOB 06palLeHns SIeKapCTBEHHbIX CPEACTB Ha COOTBETCTBME
TpeboBaHMAM  MpPaBWA  Hag/exkalleM NPOU3BOACTBEHHOM  MpPaKTUKM  deldepanbHbli  opraH
WCMONIHUTENbHOW  BAACTW,  OCYLLECTBAAIOWMI  FOCYAAPCTBEHHYIO  PErucTpauuio  IeKapCTBEHHbIX
npenapaToB A1 MeAULMHCKOTO NPUMEHEHNA, NPefoCcTaBAseT pesepasbHOMY OpraHy UCNOJHUTEbHOM
B/J1AaCTW, OCyLLecTBAsAOWEMY deaepanbHbli roCcyAapCTBEHHbIN IMLEH3MOHHBIN KOHTPOb AeATEbHOCTU
Nno NPOW3BOACTBY JIEKAPCTBEHHbIX CPEACTB AN1A MeANLMHCKOTro NPUMEHEHMA, MO ero 3anpocy B pamKax
MeKBeAOMCTBEHHOIO MHGOPMALMOHHOTO B3aUMOAENCTBUA B NOPSAAKE, YCTaHOBAEHHOM deaepanbHbim
OpraHOM UCMOAHWUTENLHOWN BAACTU, OCYLLECTBAAIOWMM NNLEH3MPOBAHNE NPON3BOACTBA NEKAPCTBEHHbIX
CPeAcTB ANAa MEeAMUMHCKOTO NpUMeHeHua, M deaepanbHbIM OPraHOM WCMOMHUTENbHOW BAaCTH,
OCYLLECTBAAIOWMM TOCYAaPCTBEHHYIO PErMcTPaLuMio NeKapCTBEHHbIX MPenapatoB ANs MeAMUMHCKOro
NPMMEHEHUA, CBeAEHMA O JIEKAPCTBEHHbIX CPeACTBax, YKasaHHble B 4yacTu 5 cTaTbM 18 HacToAwero
denepanbHOro 3aKoHa, B TOM YNC/E B CyYae, eCv Takne CBeAeHMA COCTaBAAIOT KOMMEPUECKYIO TalHY.
(yacTb 2.1 BBeaeHa desepanbHbiM 3akoHOM oT 14.07.2022 N 311-93)

3. TpoM3BOACTBO /leKAapPCTBEHHbIX CPeACTB OCywecTBaserca ¢ cobaogeHnem TpebosaHWin
NPOMBILLJIEHHOTO PErIaMeHTa, KOTOPbIV YTBEPKAAETCA PyKOBOAUTENEM NPOU3BOAUTENA IEKAPCTBEHHbIX
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CPeacTB W BKAOYaeT B cebs nepeyeHb WCNOAb3yemblXx dapmaueBTUYECKMX CcybcTaHumni u
BCMOMOraTeNbHbIX BELLECTB C YKa3aHMeM KO/IMYECTBa Kax4oro M3 HWX, AaHHble 06 MCnosib3yemom
060py0BaHNN, OMUCaHME TEXHO/IOTMYECKOro Mpouecca M MEeTOAOB KOHTPOASA Ha BCeX 3Tanmax
NPOM3BOACTBA /IEKaPCTBEHHbIX CPEeACTB.

4. lMpn Nnpom3BOACTBE NEKAPCTBEHHbIX NPenapaTos 41A MeAULNHCKOro NpUMeHEHUA NCMO/b3YHOTCA
dapmaueBTUyeckme cybcTaHUMM, CBeOEeHMA O KOTOPbIX coAeprKaTcA B rocyfapCTBEHHOM peectpe
NIeKapCTBEHHbIX  CPeACTB  ANs  MeAULMHCKOro npuMeHeHuMa U (Mau)  eAuHOM  peectpe
3aperncTpupoBaHHbIX IeKapCTBEHHbIX CpeacTB EBPa3nincKoro sSKOHOMUYECKOro CO3a, 3a UCKAoYEHUEM
dbapmaueBTUYecKux cybcTaHUMIt, NPOU3BOANUMBIX ANA NMPOBEAEHUA KAUHUYECKMX UCCef0BaHNI U (1K)
ANnAa 3KcnopTa. [lpu nNpou3BoACTBE /IeKapCTBEHHbIX CPeACcTB ANA BeTepuHapHOro npumeHeHus
ncnonb3ytoTca dapmaueBTUYeckne cybcTaHUMK, CBeAEHMUA O KOTOPbIX COAEeP»KaTcA B rocyaapCTBEHHOM
peecTpe fleKapCTBEHHbIX CPeACTB AN BETePUHAPHOro NpUMeHeHua, 1 (Mnun) rocyaapctBeHHOM peecTpe
NIeKapCTBEHHbIX CPeACTB  ANA  MeOMUMHCKOTO  NpumeHeHua, W (Mnu)  eaMHom  peectpe
3aperncTpupoBaHHbIX BETEPUMHaPHbIX /JIeKapCTBEHHbIX npenapatos EBPa3snMIMCKOro 3KOHOMUYECKOro
cot3a, M (MAn) eaMHOM peecTpe 3aperncTpUpPOBaHHbIX J/leKapCTBeHHbIX cpeacts EBpasuiickoro
SKOHOMMYECKOro COol03a, 3a WCKAlYeHMem dapmaueBTUYeckux cybcTaHuuin, NpoM3BOAMMbBIX ANA
npoBeAeHUA KANMHUYECKUX uccnedoBaHuii M (Mau) ana skcnoprta. K npoueccy npousBoACTBa
dbapmaueBTUYecKoi cybcTaHuMmM OTHOCATCA /tobble CTagumn TEXHOIOMMYECKOTO NpoLLecca, No3Boasowme
MoJIly4nTb FOTOBbLIN MPOAYKT, COOTBETCTBYIOWNIM TpeboBaHMAM dapMaKonemHon ctaTbM, B TOM 4ucie
dbepmeHTaums, IKCTPaKLMA, OYUCTKA, BblaeNeHne, NepekpucTanansanms, BbicyluMBaHue, U3MenbYeHue.
B cnyyae HeobxogMMOCTM MCNONBL30BaHMA 3TWUNOBOFO CNMPTA, B TOM uuciae dapmaueBTUYECKOMN
cybCcTaHUMM chnvpTa 3TMOBOro (3TaHoMa), NpU NPOM3BOACTBE JIEKAPCTBEHHbIX CPEACTB B KayecTse
OEeWCcTByloLLEero 1 (M1n) BCnoMoraTe/ibHOro BELLECTBA, a TaKMKe B MHbIX TEXHO/IOTMYECKUX Lenax AO/IKHA
6bITb MCMONb30BaHa TONbKO hapMalleBTUYeCcKas cybcTaHLUMA CnMpTa 3TUI0BOrO (3TaHoN).

(8 pen. PenepanbHbix 3aKoHOB OT 22.12.2014 N 429-®3, o1 27.12.2019 N 462-$3, ot 27.12.2019 N 481-
®3, 071 24.07.2023 N 341-93)

4.1. Mepe4vyeHb NEKAPCTBEHHbLIX MNpPenapaToB A1 MeAMUMHCKOro NpUMEeHeHUA, B OTHOLLUEHWUU
KOTOpPbIX YyCTaHaBauBatoTcA TpeboBaHMA K 06bemy Tapbl, YNAaKOBKE WM KOMMJAEKTHOCTM, MepeyeHb
JIeKapCTBEHHbIX MpenapaToB A/19 BETEPUHAPHOTO NPUMEHEHMUA, B OTHOLLEHWWN KOTOPbIX YCTAaHAB/NBAKOTCA
TpeboBaHMA K 0O6bemy Tapbl, a TaKke TpeboBaHMA K obObemy Tapbl, YNAKOBKE M KOMMIEKTHOCTU
JIeKAPCTBEHHbIX MNPEnapaToB ANA MEeAMUMHCKOTO MNpuMeHeHus, TpeboBaHMA K obbemy Tapbl
JIeKapCTBEHHbIX NpenapaTtoB A/1A BETEPUHAPHOrO NPUMEHEHWA ONpPeaenAlTCA COOTBETCTBYHOLLMMMU
YNONHOMOYEHHbIMU defiepaibHbIMM OpraHamMu UCMONHUTENIbHOM BNACTU B NOPALKE, YCTAHOBNEHHOM
MpasuTtenbctBom Poccuiickoin ®eapepaumu.

(yactb 4.1 B pea. GepepanbHoro 3akoHa ot 14.12.2015 N 374-03)

4.2. OpraHu3aumu, OCyLLecTBAAIOWME NPOU3BOACTBO dapmaLLeBTUYECKOW cybCcTaHumMM cnupTa
3TWNOBOTO (3TaHONA) AN NMPOWM3BOACTBA CMMPTOCOAEPNKALMX JIEKAPCTBEHHbIX Mpenapatos, 0b6A3aHbI
OCYLLECTBAATb YYET B NOPALKE, YCTAHOBNEHHOM CTaTbsimMu 8 u 14 depepanbHOro 3akoHa oT 22 HoAbpsA
1995 roga N 171-®3 "O rocygapcTBEHHOM peryanpoBaHMM NPon3BOACTBA M 060pOTa STUIOBOIO CNMPTA,
aNKOro/IbHOM W cnupTocodepiKallen npoaykuum u o6 orpaHuyeHuMn noTpebneHusa (pacnutus)
a/IkoronbHoM npoaykuumn'. NMponssoacTBo dapmaLLeBTUHECKOW CyDCTaHLMM CNMPTa 3TMAOBOTO (3TaHOa)
JONYCKaeTca TOJIbKO OpraHusaumen, OCyLLecTBAAIOLWEN NPOU3BOACTBO PEKTUPUKOBAHHOIO 3TMIOBOTO
cnupTa W3 MULLEBOTO CbipbA Ha OCHOBAHMWU JNIMLEH3MW HA NPOM3BOACTBO 3TMNIOBOrO CAMPTA AAA
npoussoacTBa ¢GapmaLeBTUYECKOW CybCTaHUMM ChiMpTa 3TWIOBOrO (3TaHOMa) B COOTBETCTBUM C
TpeboBaHuAMMN PepepanbHOro 3akoHa OT 22 HoAbpsa 1995 roga N 171-03 "O rocypapcTBeHHOM
PerynmpoBaHnM Mnpou3BoacTBa M 060pOTa 3TUIOBOrO CNMPTA, aNKOTOJIbHOW M CNMPTOCOAEpIKallei
npoAayKuMmM u 06 orpaHuyYyeHUn noTpebaeHMa (pacnmTuA) anKorosbHOM MpoAyKuun', metozom
pa3BeAeHNA BOLOWN OYULLEHHOM TAaKOro STU0BOrO CNMPTA, NPON3BEAEHHOIO AAHHON OpraHu3aumen no
MECTY OCyLLEeCcTBAEHNA NPOM3BOACTBA papMaL,eBTUYECKOM cybCcTaHL MM CMpTa 3TUA0BOTO (3TaHONA).
(yacTb 4.2 BBegeHa PepepanbHbiM 3akoHoM oT 03.07.2016 N 261-93; B pes. PenepanbHOro 3akoHa ot
27.12.2019 N 481-93)
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4.3. HanBuayanbHble NpeanpuHUMaTeNn U LOPUANYECKUE NLA, OCYLLECTBAAIOLLME 3aKYMKY U
MCcnosib30BaHWe dpapmaLLeBTUYECKOW CybCTaHLMM CnMpTa 3TUI0BOTO (3TaHOANA), @ TaK¥Ke NPOM3BOACTBO,
usrotosneHne u (nam) ob6opoT (3a WCKAKOYEHMEM PO3HUYHOW NpOoAaXKu) CnupTocoAepsKallmnx
JIeKapCTBEHHbIX MNpenapaToB, 006s3aHbl OCYWECTBAATb MX Y4eT M AeKNapupoBaHWe B MNOPSLKE,
YCTAHOBNEHHOM cTaTbAaMM 8 M 14 depepanbHOro 3akoHa ot 22 Hosbpa 1995 roga N 171-93 "O
rocyapCTBEHHOM pPEeryJMpoBaHUM MPOM3BOACTBA M 06OpOTa 3TU/IOBOrO CNWUPTA, asJIKOTOJIbHOW U
cnupTocoaep Kalei NpoayKummn n 06 orpaHMyYeHMm noTpebaeHna (pacnuTra) aNKoronbHOM NpoayKumn'.
(yacTb 4.3 BBegeHa depepanbHbim 3akoHOM 0T 29.07.2017 N 278-93)

4.4. T[pn nNpou3BOACTBE JIeKAapCTBEHHbIX MpenapaTtoB [AAA BeTepUHaApPHOro MnpUMeEHeHuA
OOMYCKaeTcA MCMNoib3oBaHME MPOU3BEAEHHbIX ANA peanusauun GapmaLeBTUYECKUX cybcTaHLMA,
BK/IIOYEHHbIX B FOCYAAPCTBEHHbIA PEEeCTp NEKAPCTBEHHbIX CPEACTB YNOJHOMOYEHHbIM deaepanbHbIM
OpPraHoOM  MUCMOJIHUTENbHOW  BNACTU, OCYLLECTBAAIOWMM BefeHMEe TOCy[apCTBEHHOMO  peecTpa
NIeKapCTBEHHbIX CPeacTs ANA MeANLMHCKOro NpUMeEHeHUs.

(yacTb 4.4 BBeaeHa deaepanbHbiMm 3akoHoM oT 02.08.2019 N 297-93)

5. 3anpewaeTca NPou3BOACTBO:

1) neKapCTBEHHbIX CPEeACTB, CBEAEHMA O KOTOPbIX HE COAEP)KATCA B rOCYyAapCTBEHHOM peectpe
JIeKapCTBEHHbIX CPeacTB A1 MeOUUMHCKOTO MpPUMEHEHUs, U (MaM) rocynsapCTBEHHOM peecTpe
JIeKapCTBEHHbIX CPeacTB  ANA  BETEePMHAPHOro  NpUMeEHeHus, u  (uan) eguHoM  peecTpe
3aperucTpupoBaHHbIX JIEKAPCTBEHHbIX CpeacT8 EBpas3niickoro SKOHOMWYECKOTO COH3a, U (Man) eanHom
peecTpe  3aperucTpupoBaHHbIX  BETEPUHAPHbIX  JIEKAPCTBEHHbIX  npenapaToB  EBpasuiickoro
3KOHOMMYECKOro COH03a, 33 MCKAUYEHWEM NEKAPCTBEHHbIX CPeacTB, NMPOU3BOANMbIX AN NpoBeAeHus
KAVHUYECKUX UCCNEA0BAHNUIA MW ANA SKCMNOPTa;

(n. 1 8 pea. PegepanbHoro 3akoHa ot 24.07.2023 N 341-93)

2) danbcnPUUMPOBAHHBIX 1IEKAPCTBEHHbIX CPEACTB;
3) nekapcTBeHHbIX cpeacTs 6e3 ANLEeH3MM Ha MPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB;

4) NeKkapcCTBEeHHbIX CPEACTB C HapyweHWem NpaBuA OpraHM3auMu MNpPou3BOACTBA U KOHTPOAA
KauecTBa SIeKapCTBEHHbIX CPeACTB;

5) yTpatun cuny. - depepanbHbiii 3aKoH oT 27.12.2019 N 481-d3;

6) cnvpTocoAep!KalWMX NeKapCTBEHHbIX MpenapaToB NO MECTY OCYLeCTBAEHMA NPOM3BOACTBA
dapmaueBTUYeckoit cybcTaHuMM cnupTa 3TWAOBOro (3TaHona) M (MAM) NO MecTy OCyL,ecTBieHus
NpoM3BOACTBA 3TU/I0BOrO CNUPTAa;

(n. 6 BBeaeH depepanbHbIM 3aKoOHOM OT 27.12.2019 N 481-03)

KoHcynbTaHTlAOC: NpuMeyaHme.

®epepanbHbiM 3aKOHOM OT 22.12.2020 N 436-®3 cT. 14.1 ®3 o1 22.11.1995 N 171-®3 n3noxeHa B
HOBOW pefakumm, Hopma n. 1.1 ct. 14.1 ctapom pegakumm ®3 cooTseTcTByeT Hopme n. 2 cT. 14.1 HoBOM
pedakumnu.

7) dapmauesTMUecKol cybCTaHUMM CIMPTa 3TU/IOBOrO (3TaHoAMa) U (MAM) cnMpTOcoAEpPMKaLLMX
JIeKAPCTBEHHbIX MPEnapaTtoB Ha OCHOBHOM TEXHONOMMYecKoM 060pyAoBaHUKM [ NPOWM3BOACTBA
3TWUNOBOrO CNMpPTa, YKa3aHHOM B NyHKTe 1.1 ctaTbu 14.1 deaepanbHOro 3akoHa ot 22 Hosbpa 1995 roaa
N 171-®3 "O rocynapCTBEHHOM peryiMpoBaHMM MPOM3BOACTBA M 060pPOTA 3TUIOBOTO CNUPTA,
a/IKOrONbHOM U CNMPTOCOAEp)KalLel NpoayKUuMM M 06 oOrpaHuYeHun noTtpebneHus (pacnutums)
asIKoro/ibHOM Npoaykumn'.

(n. 7 BBeaeH depepanbHbiM 3aKoHOM 0T 27.12.2019 N 481-03)
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6. Mpu BBOAE /NEKAPCTBEHHbIX CPEACTB B rPa)kAaHCKMI 0OOPOT YNOJHOMOYEHHOE AULO
NpPOu3BOAUTENA NEKAPCTBEHHbIX CPEACTB OCYLLECTBAAET NOATBEPKAEHNE COOTBETCTBMA NIEKAPCTBEHHbIX
cpeacTs TpeboBaHWMAM, YCTAHOBEHHBIM MPU WX TOCYAAPCTBEHHOW PErucTpaumm, U rapaHTUMpyeT, 4To
JIeKapCTBEHHblE CpPeACcTBa MpouM3BeAeHbl B COOTBETCTBUMM C TpebOBaHMAMM MpPaBUA Haasiexallueln
NPOM3BOACTBEHHOM MPAKTUKMU.

(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

7. YNONHOMOYEHHbIM ANLOM MPOU3BOAMUTENA NIEKAPCTBEHHbBIX CPEACTB ABAAETCA ero PaboTHMK,
aTTeCTOBAHHbIN B YCTAHOB/IEHHOM YNOJIHOMOYEHHbIM deaepanbHbIM OPraHOM UCMOAHUTENbHOW BAACTK
nopagKe N UMEOLLNIA CTaxK paboTbl He MeHee Yem NATb JIeT B 061aCTU NPOU3BOACTBA U (MNIM) KOHTpOAA
KayecTBa IeKapPCTBEHHbIX CPEACTB, Bbiclee 06pa3oBaHMe COOTBETCTBEHHO NO OLHOM 13 CeLMaNbHOCTEN
n (MnKn) oAHOMY M3 HanpaBAeHWI NOATOTOBKN: BUonorna, 6UOTEXHONOIMA, BETEPUHAPUA, BETEPUHAPHO-
CaHUTapHaA 3KCMepTM3a, KAMHMYECKAa MeaMLUMHA, PagMAUMOHHAsA, XMMWYecKas M buonornyeckas
3awmTa, dapmauma, dyHaameHTaNbHaA MeanLMHA, XMMUYECKasa TEXHOOMUA, XMMUA.

(8 pea. PepepanbHbix 3aKkoHOB 0T 22.10.2014 N 313-93, o1 02.08.2019 N 297-3)

8. MpounsBoanTeENM NEKAPCTBEHHbIX CPEACTB (33 UCKAoYeHWEM dapMaLLeBTUYECKON cybCTaHLUM
CNMPTa 3TUNOBOTO (3TaHO/1a) MOTYT OCYLLECTBIATL MPOAAXKY IEKAPCTBEHHbIX CPEACTB UM NepenaBaTb UX
B YCTAaHOB/IEHHOM 3aKOHOAaTeNbcTBOM Poccuitckol ®epepaumm nopagkKe:

(8 pea. PenepanbHoro 3akoHa ot 29.07.2017 N 278-93)

1) ApyrMm NpoU3BOAUTENSAM IEKAPCTBEHHbIX CPEACTB A/1A NMPOU3BOACTBA IEKAaPCTBEHHbIX CPeACTs;
2) opraHu3auUmuam onTOBOW TOProB/IM IEKAaPCTBEHHbIMM CPEACTBAMM;

3) anTe4yHbiM OpraHn3aumnam, BETEPUHAPHbIM anNTeYHbIM OpraHMsaunam, WUHAUBUNAYA/IbHbIM
npegnpuHMmatenam, MMerwmm NUEH3NK0 Ha d)aplv\au,esmqecxylo AeATEeNbHOCTb NN NNLLEH3UIO Ha
MeONLIUHCKYIO 0eATE/IbHOCTb,

4) Hay4YHO-MCCNe0BaTeIbCKUM OpraHM3aUmMaM AN HayyHO-UCC/1e0BaTeIbCKoin paboTbl;
5) MeAMLMHCKMM OpraHn3aumsam 1 BETePUHAPHbIM OpraHn3auuam;

6) opraHusauMaM W MHAMBUAYANbHbIM MPEeAnpPUHUMATENAM, OCYLLECTBAAIOWMM pasBeaeHue,
BblpallMBaHME M COAEpPrKaHME MMBOTHbIX (33 WCKAOYEHMEM MPOAaXKM WM  (apmaLeBTUYECKUX
cybCTaHUM UK MX Nepeaaun);

(n. 6 B pea. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-93)

7) vcnbiTaTenbHbiM nabopatopuam (UeHTpam), NPoBOAALMM WUCMbITaHUA B 06/1aCTM KOHTPOASA
KQuecTBa JIEKAPCTBEHHbIX CPEACTB, aKKPeAUTOBAHHbIM B COOTBETCTBMM C 3aKOHOAATE/NbCTBOM
Poccuitckoit Pepepaumm 06 akKpegmMTaLMmn B HaLLMOHaNbHOM CUCTEME aKKpeaUTaLuMu.

(n. 7 BBeaeH depepanbHbim 3aKoHOM oT 04.08.2023 N 428-03)

9. MNpowusBoguTenn ¢GapmMaLeBTUYECKON CybCTaHUMKM CcnupTa 3TUA0BOrO (3TaHosna) obA3aHbI
OCYLLECTBAATL peannsaumio (nepesady B yCTaHOBAEHHOM 3aKoHOAaTeNbcTBOM Poccuiickoit Pepepaumm
nopsake) dapmauesBTMYeCcKOW cybCTaHUMM  CNMpTa  3TUAOBOTO  (3TaHO/MA)  MPOM3BOAUTENAM
JIeKAPCTBEHHbIX CPEACTB 4151 MPOM3BOACTBA IEKAPCTBEHHbIX CPEACTB, MPOM3BOAUTENAM (M3rOTOBUTENAM)
MeANUNHCKUX U34eNNI AN NPON3BOACTBA U U3TOTOBAEHNA MEAULIUHCKUX U3LENN B EMKOCTAX 06 beMOM
He 6onee 1 antpa u (nn) He meHee 1000 NMTPOB, @ OPraHM3aLMAM, YKasaHHbIM B MYHKTAx 3 - 5 1 7 4acTu
8 HacTosLLel cTaTbK, B Tape o6bemom He bonee 1 anTpa.

(yacTb 9 BBeageHa desepanbHbiM 3akoHOM OT 29.07.2017 N 278-d3; B pea. PenepanbHbiX 3aKOHOB OT
27.12.2019 N 481-93, 01 22.12.2020 N 444-3, o1 04.08.2023 N 428-3)

10. Peanusauma (nepepaya B YyCTaHOBAEHHOM 3aKoHOZaTeNbcTBOM Poccuitckon depepaumm
nopsake) dapmaleBTMYECKOW cybCTaHUMM CnMpTa 3TWUNOBOrO (3TaHONA) OpraHM3auMAM OMNTOBOWM
TOProBAN NEeKapCTBEHHbIMM CPeACTBaMMN He A0MYyCKaeTcA.
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(yacTb 10 BBeaeHa PenepanbHbim 3aKOHOM OT 27.12.2019 N 481-93)

11. NepeBo3KK papmaLLeBTUUYECKON CyBCTaHLMM CNMPTA 3TUAOBOrO (3TaHONA) OCYLLECTBAAOTCA C
cobntopeHnem TpeboBaHMN, YCTAHOBAEHHbIX ab3auem 4eTBepTbiM MyHKTa 3 cTaTbk 9 PepepanbHOro
3aKoHa OT 22 HoAbpa 1995 roga N 171-®3 "O rocyfapCTBEHHOM PEryMpoBaHUM MPOU3BOACTBA WU
obopoTa 3TUNOBOro CNMpPTa, aJKOrO/IbHOM W CNMpTOCOAEp)Kalle npoayKuMn M o6 orpaHuMyYeHuu
notpebneHus (pacnuTua) anKkorosbHOM NpogyKumm'".

(yactb 11 BBeaeHa ®egepanbHbiM 3aKOHOM OT 27.12.2019 N 481-93)

Cratba 46. MapKMpoBKa NeKapCTBEHHbIX CPeACTB

1. HEKapCTBEHHbIe npenapartbl, 3@ UCKAHOYEHUEM NEKAPCTBEHHbIX NMPENapaTtoB, U3rOTOB/IEHHbIX
anTe4yHbiMn OpraHn3aunammn, BETEPUHAPHbIMU aANTEYHbIMU OpPraHuU3aumnamum, UHAOAUBUAYA/IbHbIMU
npegnpuHnmarenamm, uwmerwwmmm nULEH3UO Ha q)apMaLI,EBTM‘-IECKyIO AeATENDbHOCTb, AO0J1XKHbI
nocTtynaTtb B o6pa|.u,eHme, ecnun:

1) Ha uMX nNepBUYHOIN YMAKOBKE (3@ MWCKAOYEHMEM MEPBUYHOM YMAKOBKU NEKAPCTBEHHbIX
pacTUTENbHbIX NPEenapaToB) XOPOLWO YMTaeMbIM WPUPTOM Ha PYCCKOM fA3blKe YKasaHbl HAMMeHOBaHMe
NIEKapCTBEHHOTO MpenapaTta (MexayHapoAHOe HemnaTeHTOBaHHOE, WAM  TPYNMNUMPOBOYHOE, WK
XMMUYECKOEe, UM TOProBoe HauMeHOBaHUE), HOMep cepuu, AaTta BbinycKa (418 UMMYHOBMONOTNYECKUX
JIEKapCTBEHHbIX NPenapaToB), CPOK FOAHOCTU, AO3MPOBKA UM KOHLEHTpauus, o6bem, aKTUBHOCTb B
eauMHNLAX AEeNCTBUA UM KONMYECTBO 4,03;

(B peq,. PegepanbHbix 3akoHOB 0T 11.10.2010 N 271-93, o1 22.12.2014 N 429-93)

2) Ha UX BTOPUYHOM (NOTPEBUTENbCKOM) YNIaKOBKE XOPOLLIO YNTAaEMbIM LIPUPTOM Ha PYCCKOM A3bIKe
yKa3aHbl HaMMEHOBAHME NEeKapCTBEHHOro npenapata (MeXKayHapogHoe HenaTeHTOBAHHOE, WM
rPynnMpoBOYHOE, WM XMMMUYECKOE W TOProBOE HAMMEHOBAHWS), HaMMeEHOBaHWE NPOWU3BOAMUTENA
JIeKapCTBEHHOIO NpenapaTta, HoOMep cepun, faTta BbiNycka (419 UMMYHOBMONOMMYECKUX SIEKAPCTBEHHbIX
npenapaTos), HOMEepP PErncTpPaLMoHHOIO YAOCTOBEPEHWUS, CPOK FOAHOCTM, CMOCOD NPUMEHEHMUs,
O03MPOBKA WM KOHUEHTpauus, o6bem, aKTUBHOCTb B eAMHMLAX AeWCTBUSA NIMBO KONMYecTBO 403 B
YyNaKoBKe, fieKapcTBeHHaA Gopma, YyCN0BUA OTNYCKA, YCIOBUA XPaHEHUA, NpeaynpeauTenbHble Haanucu.
(8 pea. PenepanbHbix 3akoHoB oT 11.10.2010 N 271-93, 01 22.12.2014 N 429-03)

2. dapmaueBTUYECKME CyBCTAHUMKM [OMKHbI NOCTyNaTb B obpalleHne, eciv Ha UX NepBUYHOM
YyNaKOBKe XOPOLLO YUTaeMbIM WPUPTOM Ha PYCCKOM A3bIKE YKa3aHbl HAMMeHOBaHMe dapmaLLeBTUYECKON
cybcTaHUMM (MeXayHapoAHOe HeMnaTeHTOBaHHOE, UK TPYNMUPOBOYHOE, UAN XMMUYECKOE U TOProBOe
HaMMeHOBaHMWA), HaMMeHOoBaHWe NpounsBoauTena GpapmaueBTUUYECKOl cybcTaHLMKM, HOMep cepun U gata
N3roTOBNIEHWA, KOIMYECTBO B YMAKOBKE U e4UHMULbl U3MEPEHUS KOMYECTBA, CPOK FOAHOCTU U YC/I0BUA
XpaHeHus.

(B pen. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3. JlekapcTBeHHble cpeCcTBa B KayecTBe CbIBOPOTOK A0/1KHbI MOCTYNaTh B o6pau.|,eHme C YKa3aHunem
XNBOTHOTO, N3 KPOBMK, N1a3mbl KPOBU, OpPraHoOB U TKaHeun KOTOPOro OHWM No1ly4eHbl.

4. Ha BTOpUYHYIO (NOTPEebUTENbCKYIO) YNAaKOBKY NEeKAapCTBEHHbIX CPeACTB, MNO/YYEeHHbIX U3 KPOBMU,
nnasmbl KPOBU, OPraHOB 1 TKaHEeWn YenoBeKa, A0KHA HaHOCUMTbCA Haagnuck: "AHTuTena K BUY-1, BUY-2,
K BUpYycy renatnta C M NOBEPXHOCTHbIV aHTUIEH BUpYyCca renaTtuTta B otcyTtcTBytoT".

5. Ha nepBUYHYIO YNAaKOBKY M BTOPUYHYIO (NOTPebUTeNbCKYI0) YNaKoBKY paanodapmaL,eBTUYeCcKmX
NIeKapCTBEHHbIX CPeACTB A0/IKEH HAHOCUTLCS 3HAK PAAMALLMOHHOMN ONACcHOCTY.

6. Ha BTOpUYHYylO (NOTPEObUTENLCKYIO) YNaKOBKY FOMEONaTUYECKUX JIEKAPCTBEHHbIX NpenapaToB

~n

A0J/IKHA HAaHOCUTbCA Hagnuch: "TomeonaTnyeckmin®.

7. Ha BTOpPWUYHYIO (NOTPEeBbUTENbCKYHD) YNAKOBKY NEKapCTBEHHbIX PaCTUTE/bHbIX MpenapaTtos
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[0/1>KHa HAHOCUTbCS Haanuco: "MpoayKums npoLwna paanauMoHHbI KOHTPONb" .

8. Ha nepBUYHYIO yNaKoBKy (€C/M 1A 3TOrO CYLLECTBYET TEXHUYECKasA BO3MOMKHOCTb) M BTOPUYHYIO
(noTpebuTenbCcKyo) YNaKoBKY JIEKAPCTBEHHbIX MNPEenapaTtoB, MNpeAHasHAYeHHbIX A1 KAMHUYECKUX
nccnenoBaHUM, A0NKHA HAHOCUTBLCA HaANKUCh: "N KAMHUYECKUX nccnenoBaHunin”.

(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

9. YnaKoBKa /IEKAPCTBEHHbIX CPEACTB, MNpPeAHa3HauYeHHbIX WCKAOUYMTENIbHO A1 3KCMNopTa,
MapKUpyeTcs B COOTBETCTBUM C TPEOOBAHUAMM CTPaHbI-MMNOpTEpPa.

10. Ha TpaHcnopTHylo Tapy, KOTopasa He npeAHasHayeHa AN noTpebuTeneil M B KOTOPYHO
NMOMELLEHO NeKapCTBEHHOE CPEeACTBO, AO/BKHA HAHOCUTbCA MHPOPMaUMA O HaMMeHOBaHWM, Cepum
NeKapCTBEHHOrO CPeACTBA, [AaTe BbIMyCKa, KO/MYECTBE BTOPUYHBLIX (MNOTPEBUTENIbCKMX) YMNaKOBOK
NleKapCcTBEHHOrO CpeacTBa, NMPOM3BOAMUTENE IEKAPCTBEHHOIO CPeACTBa C yKa3zaHMEM HaMMeHOBaHUA U
MECTOHaXOXAeHNA MPOU3BOANTENA NEKAPCTBEHHOIO CPeACTBa (aApec, B TOM Yncae cTpaHa v (Man) mecto
NPOM3BOACTBA JIEKAPCTBEHHOrO CPeACTBa), a TaKKe O CPOKe roAHOCTU NeKapCTBEHHOro cpeacTsa M 06
YC/0BUAX €r0 XpaHeHUA 1 NepeBo3KMu, Heobxoaumble npeaynpeauTesibHble HagNMcKM U MaHUNYAATOPHbIE
3HaKM.

11. Ha nepBUYHYIO YNaKOBKY U BTOPUYHYIO (MOTPebUTENbCKY0) YNaKOBKY 1eKapCTBEHHbIX CPeacTB
AN BETEPMHAPHOIo NPUMEHEHMA A0MKHA HAHOCUTLCA HaaNuck: "AnA BeTePUHAPHOrO NpUMEHeHUA".

12. Ha BTOpMYHYytO (NOTPebUTENbCKYIO) YMAKOBKY JIEKAPCTBEHHOrO nNpenapaTta HaHOCUTCS
LUTPMXOBOM KOA.

Fnasa 9. BBO3 JIEKAPCTBEHHbIX CPEOCTB
B POCCUMCKYIO ®EAEPALIMIO U BbIBO3 IEKAPCTBEHHbIX CPEACTB
M3 POCCUMCKON GEOQEPALIUN
(B peq,. PepepanbHoro sakoHa ot 06.12.2011 N 409-93)

Cratba 47. MNopAapoK BBO3a /ieKapCTBEHHbIX cpeactB B Poccuiickyio Pegepauymio U BbiBO3a
NleKapCcTBeHHbIX cpeacTB U3 Poccuiickoii Pegepauumn
(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. BBO3 /NeKapCTBEHHbIX CpeacTB B Poccuiickyio depepaumio OCYLWECTBAAETCA B MNOPAAKE,
ycTaHoBneHHOM [lpaBuTenbcTBoM  Poccuidickoit  ®depepauun, B COOTBETCTBUM C  TaMOMKEHHbIM
3aKOHOAAaTeNbCTBOM TaMOXEHHOro coto3a B pamkax EBpA3IC (ganee - TaMoOMKeHHbIA coto3) u (uaum)
3aKoHOZaTeNbCcTBOM Poccuitickoit deaepaLmm 0 TaMoXKEHHOM aene.

(8 pea. PepepanbHoro 3akoHa o1 06.12.2011 N 409-93)

KoHcynbTaHTlAOC: NpumeyaHue.

o 31.12.2023 poCCUNCKMM NPOU3BOAUTENAM PA3PELLEHO B YBEAOMMUTE/IbHOM MOPSAKE BBO3UTb HE
BHECEHHble B peecTp dapmaueBTUYeckMe cybcTaHuMM ANA BETEPUHAPHOTO MPMMEHEHUA ANA
NPOM3BOACTBA 3aPErMCTPUPOBAHHbIX JIEKAapPCTBEHHbIX cpeacTs (MocTtaHoBneHMe MpaBuTensbcTBa PP ot
12.03.2022 N 353).

2. BBo3umble B Poccuiickyto deaepaumio IeKapCTBEHHbIE CPeacTBa AOJIXKHbl COAep:KaTbCsA B
rocyapCTBEHHOM peecTpe JIEKapCTBEHHbIX CPeacTB.
(B pen. PegepanbHbix 3aKkoHOB 0T 06.12.2011 N 409-®3, oT 27.12.2019 N 462-d3)

3. Jonyckaetca BBO3 B Poccuiickyto Peaepaumio KOHKPETHOM NapTUKM 3aperncTPUpPoBaHHBIX U (Man)
He3aperucTpUpPOBaHHbIX SIEKAPCTBEHHbIX CPeacTs, NpeAHa3sHaYyeHHbIX A4 NPOBeAeHMA KAUHUYECKUX
nccneaoBaHUIA NIeKapPCTBEHHbIX NpenapaToB, NPOBeAeHUA 3KCMepTM3bl IeKapCTBEHHbIX CPeacTB AnA
OCYLLEeCTBNEHMUA FOCYAAPCTBEHHOM PerucTpaumm NeKapcTBEHHbIX MNPenapatoB WMAM AAA OKasaHuA
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MEANLMHCKON MOMOLLM MO KM3HEHHbIM MOKa3aHMAM KOHKPETHOro naumMeHTa Ha OCHOBaHMK
pa3pelleHunsa, BblAAHHOTO YMNOAHOMOYEHHbIM deaepanbHbiM OPraHOM WCMOHUTENIbHOM BAacTM No
3anB/IEHUAM 1L, YKa3aHHbIX B cTaTbe 48 HacTosallero ®eaepanbHOro 3akoHa. PaccmoTpeHue Takoro
3afB/IeHMA U NPUHATME pelleHMA O Bblgade paspelleHMAa Ha BBO3 KOHKPETHOW naptuu
3apPerncTPUpPOBaHHbIX U (MIN) HE3aPEeruCTPUPOBAHHbIX IEKAaPCTBEHHbIX CPeACTB, NpeaHasHavYeHHbIX AN
NpoBefleHNA KAMHUYECKUX MCCNeaoBaHMIA IeKapCTBEHHbIX MpPenapaToB, NPOBEAEHUA 3SKCMepTUsbl
NIeKapCTBEHHbIX CPeACTB AN OCYLLEeCTB/IEHMA TFOCYAaPCTBEHHOW PEerucTpaummnm NeKapCTBEHHbIX
npenapatos WAM A/A OKa3aHUA MeAMLIMHCKOW MOMOLLM MO YM3HEHHbIM MOKa3aHWAM KOHKPETHOro
nauneHTa 1M60 06 OTKase B BbiAaue YKa3aHHOMo paspelleHus NPoM3BOAATCA B CPOK, HE NMPEBbILLAIOLLINIA
naTn pabounx aHen. Mnata 3a Bblgayvy YKa3aHHOTO paspeLleHns He B3MMaeTcs.

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

KoHcynbTaHTMAKOC: NpUmeyaHme.
C01.01.2024 y. 3.1 cT. 47 yTpaumusaet cuny (d3 ot 27.12.2019 N 475-93).

3.1. JonycKaeTca BBO3 B Poccuiickyto Pepepaumio KOHKPETHOM MApPTUM HE3APErNCTPUPOBAHHbIX
JIEKapCTBEHHbIX MPenapaTos, COAEpPKALMX HAPKOTUYECKME CPeaCTBa UAN MCMXOTPOMHbIE BeLecTsa, B
nopsake, ycraHosieHHOM [lpaBuTenbcTBOM Poccuiickon ®Pepepaummn, ANA OKasaHMA MeaULMHCKON
NOMOLLM MO KU3HEHHbIM MOKA3aHMAM KOHKPETHOIO MauMeHTa UM Fpynnbl NALUEHTOB B Cayyae, ecnu
MMeeTcA pelleHne BpayebHON KOMUCCUMM MEOUUMHCKOM OpraHus3aumm o HedahpPeKTUBHOCTU UK
HEBO3MOXHOCTU MPUMEHEHUA Y KOHKPETHOrO MauMeHTa MHbIX 3apPerncTtpupoBaHHbIX IEKAPCTBEHHbIX
npenapaTos, B TOM YWUCNe COAEPKALMX Apyrve AeNCTBYOLWMe BellecTBa, U 0 HeobxoaMMOCTU BBO3a
onpeaeseHHOro  He3aperMcTpMpoBaHHOIO  NIEKAPCTBEHHOro  npemapata € yKasaHvem  ero
MEXAYHAPOAHOIO HEenaTeHTOBAHHOMO (MM XMMWMYECKOrO, MAM TPYNNUPOBOYHOIO) HaMMeHOBaHMUS,
dopmbl  BbiNycka M KonaudyectBa. [lepeyeHb 3ab0eBaHUM WM COCTOAHWA W COOTBETCTBYHOLLMUX
JIeKapCTBEHHbIX NPENapaToB, COAEPKALLNX HAPKOTUYECKMUE CPEeACTBA U NCUXOTPOMHbIE BELLLECTBA, B LeNAX
OCYLLECTB/NIEHNA WX BBO3a B COOTBETCTBUM C TPebOOBaHMAMM HACTOAWEN YACcTU YTBEPXKAAETCS
YNOJHOMOYEHHbIM defepanbHbIM OPraHOM UCNONHUTENIbHOW BAACTy.

(yacTb 3.1 BBeaeHa desepanbHbiM 3aKoHOM OT 27.12.2019 N 475-93)

3.2. Jo 31 peKkabps 2024 ropa AonyckaloTcs BBO3 Ha TeppuTtoputo Poccuiickon deaepauum u
obpauweHme B Poccuitickoit Pepepaunm ¢ ydeTom OCOBEHHOCTENM, yCTaHOB/AEHHbIX [MpaBUTENbCTBOM
Poccuitickoit Pepepaumn, 3aperucTpUpPoBaHHbIX JIEKAPCTBEHHbLIX MPenapaToB Aas MegULMHCKOro
NPUMeHeHMA B YNaKOBKax, NpeAHa3HaYeHHbIX 414 0bpalleHma B MHOCTPaHHbIX FOCyaapcTBax, B c/yyae
AedeKTypbl IeKapCTBEHHbIX MNpenapaToB WAM PUCKa ee BO3HUKHOBEHWUA B CBA3WM C BBEAEHWEM B
OTHoLWeHnn Poccuinckoit Pepepaumm orpaHNUYMUTENbHBIX MEP 3KOHOMMYECKOTO XapaKTepa npu YCA0BUK
COOTBETCTBMA BBO3MMbIX JIEKAPCTBEHHbIX MpenapaTtoB TpebOBaHUAM, YCTAHOBAEHHbIM MpU  UX
perucTpaumnn, 3a UCKAoYeHUem TpeboBaHUn K NepBUYHON YNaKoBKe, BTOPUYHOM (NoTpebutenbckomn)
YMaKoBKe, a TaKXKe Mpu Ha/JM4YMM Ha BTOPUYHOM (NOTPEOUTENbCKOM) ynaKoBKe JIeKapCTBEHHbIX
NpenapaToB, HAXOAALWMXCA B OoBpallleHnM, CaMOKNeAWENCA ITUKETKM, coaeprKalen MHbopmauuio o
JIeKapCTBEHHOM NpenapaTte Ha PyCCKOM A3bIKe.

(yacTb 3.2 BBegeHa PenepanbHbim 3akoHOM OT 26.03.2022 N 64-93; B pea. PenepanbHOro 3akoHa ot
19.12.2022 N 519-93)

4. B Poccuiickyto deaepalmio MOXKHO BBO3UTb JIEKAPCTBEHHbIE CPE/ACTBA, KAauyecTBO KOTOPbIX
noaTBepKaeHo cepTMdMKATOM MNPOU3BOAUTENA  NIeKAPCTBEHHbIX CPeAcTB, YAOCTOBEPAOLWMM
COOTBETCTBUE BBO3MMbIX JIEKAPCTBEHHbIX CpeAcTB TpeboBaHMAM papMmaKonenHbix cTaTelt AMbo B ciyyae
NX OTCYTCTBMA HOPMATUBHOM AOKYMEHTALIMN NN HOPMATUBHOIO AOKYMEHTa.

(B pen. PegepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

5. 3anpewaeTca BBo3 B Poccuiickyto ®eaepaumnio danbcuduumpoBaHHbIX NEKAPCTBEHHbIX CPEACTB,
Hea06pOKaYeCcTBEeHHbIX 1eKapCTBEHHbIX CPeAcTB, KOHTPadaKTHbIX NEKAaPCTBEHHbIX CPeACTB.
(8 pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)


https://login.consultant.ru/link/?req=doc&base=RZR&n=397815&dst=100280
https://login.consultant.ru/link/?req=doc&base=RZR&n=454112&dst=100827
https://login.consultant.ru/link/?req=doc&base=RZR&n=420491&dst=100095
https://login.consultant.ru/link/?req=doc&base=RZR&n=388001&dst=100013
https://login.consultant.ru/link/?req=doc&base=RZR&n=384504&dst=100010
https://login.consultant.ru/link/?req=doc&base=RZR&n=420491&dst=100052
https://login.consultant.ru/link/?req=doc&base=RZR&n=448907&dst=100010
https://login.consultant.ru/link/?req=doc&base=RZR&n=412685&dst=100010
https://login.consultant.ru/link/?req=doc&base=RZR&n=464155&dst=100025
https://login.consultant.ru/link/?req=doc&base=RZR&n=454112&dst=100828
https://login.consultant.ru/link/?req=doc&base=RZR&n=454112&dst=100829

6. danbcnPUuMpoBaHHbIE NEKAPCTBEHHbIE CPeACTBA, HeA0OPOKAYeCTBEHHbIE JIEKAPCTBEHHbIE
CpeacTBa NOANEXKAT U3BATUIO N NOCAeayoWEeMY YHUYTOXKEHMIO UK BbIBO3Y U3 Poccuiickon ®epepaumm,
KOHTpadaKTHbIE NEKAPCTBEHHbIE CPEACTBA - U3BATUIO U MOC/NEAYIOWEMY YHUUTOXKEHUID. YHUUTOXKEHME
man  BbiBO3 M3 Poccuiickot  Depepauun  dpanbCMPUUMPOBAHHBIX  IEKAPCTBEHHbLIX  CPEACTB,
HefO0bOpPOKAYeCTBEHHbIX  JIEKAPCTBEHHbIX  CPEACTB,  KOHTPAdaKTHbIX  /IEKAPCTBEHHbIX  CPEACTB
OCYLLECTBNAETCA 3@ CYET JiMuUa, OCYLLeCTBMBLUErO WX BBO3. [lOpPAAOK YHUYTOXKEHUA U3IDBATbIX
danbcMdnuMpoBaHHbIX NEKAPCTBEHHbIX CPeAcTB, HeAOOPOKAYECTBEHHbIX JIEKAPCTBEHHbLIX CPEACT.,
KOHTpadaKTHbIX IEKAPCTBEHHbIX CPeACTB ycTaHaBAMBaeTcA Mpasutensctsom Poccuiickon deaepaumn.
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

7. Jnwua, ocywecteasaowme BBo3 B Poccuiickyto  @Pegepaumio  danbcubUUMPOBAHHbBIX
JNIEKApCTBEHHbIX  CPeacTB, HeaobpOKAuyecTBEHHbIX  NIEKAPCTBEHHbIX  CPEACTB,  KOHTpadaKTHbIX
JIEKapCTBEHHbIX CPeaCcTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C TaMOMKEHHbIM 3aKOHOZATE/1bCTBOM
TamorKeHHOoro coto3a 1 (Mim) 3akoHoaaTenbcTBoM Poccminckoit Penepaumm 0 TaMOXKEHHOM gene.

(8 pea. PepgepanbHoro 3akoHa o1 06.12.2011 N 409-93)

8. BbIBO3 NI€KapCTBEHHbIX CpeacTB 13 Poccuiickoint deaepaumnn ocyuiectsnsetca 6e3 npumeHeHus
OrPaHWYEHUIN, YCTAaHOB/IEHHbIX TaMOMEHHbIM 33aKOHOAATE/NbCTBOM TaMOMKEeHHOro cotsa u (nam)
3aKoHogaTesnibcTBOM Poccuitckoin degepaumm O rocygapCTBEHHOM PerysiMpoBaHWM BHELLIHETOProBoi
AesATeIbHOCTU.

(8 pen. PenepanbHbix 3akoHoB oT 06.12.2011 N 409-®3, o1 25.11.2013 N 317-®3, o1 22.12.2014 N 429-
®3)

9. BBoZ B rpaxAaHCKMI 060POT SIEKAPCTBEHHbIX NMPenapaToB A1 MeAULMHCKOTO NPUMEHEeHUs,
BBe3eHHbIX B Poccuitckyro Pepepaumio, ocywectsaserca ¢ cobatogeHnem TpeboBaHuUM, YCTaHOBAEHHbIX
ctatbei 52.1 HacToAwero PenepanbHOro 3aKoHa.

(yacTb 9 BBeaeHa PeaepanbHbiM 3aKoHOM oT 28.11.2018 N 449-03)

KoHcynbTaHTlAtOC: NpuMeyaHue.

Y. 10 cT. 47 He pacnpoCTpaHAETCA Ha Cepumn NeKapcCTB A1 BETEePUHAPHOIo NpUMeHeHUA, BBeAEeHHble
B rpaskgaHckmin obopot go 01.09.2023, KoTopble noajieskaT NPUMEHEHUIO 40 UCTEYEHMA CPOKa UX
rogHoctu (®3 o1 02.07.2021 N 317-93).

10. BBog, B rpa*kgaHCcKnii 060poT IeKapcTBEHHbIX NPenapaToB 4158 BETEPUHAPHOIO NPUMEHEHMA,
BBE3eHHbIX (MepemelleHHbIX) B Poccuiickyto degepaumio, ocywectsaseTtcs ¢ cobnogeHnem TpeboBaHui,
YCTAHOB/IEHHbIX CTaTben 52.2 HacToAwero PenepasibHOro 3aKOHa.

(yacTb 10 BBeaeHa deaepanbHbiM 3akoHOM oT 02.07.2021 N 317-d3)

Cratba 48. lOpuguueckMe nuuUa, KOTOPbIM paspelleH BBO3 J/IEKAPCTBEHHbIX CPeACTB B
Poccuiickyio Pepepauuio
(8 pea. PepgepanbHoro 3akoHa o1 06.12.2011 N 409-93)

JlekapcTBeHHble cpeacTea B Poccuiickyio Peaepaumio MoryT BBO3UTb:
(8 pea. PenepanbHoro 3akoHa o1 06.12.2011 N 409-93)

1) npou3BoAMUTENM JIEKAPCTBEHHbIX CPeacTB Ansa  uefneit cobCTBeHHOro MpPoM3BOACTBA
NIeKapCTBEHHbIX CPeacTs;

2) MHOCTpaHHble pPa3paboTUMKM NIeKAapPCTBEHHbIX CPEACTB M WHOCTPAHHble NPOU3BOAMTENU
NeKapCTBEHHbIX CPeACTB UKN ApYyrve opuanyeckme anua no nopyyeHuto paspaboTymKa NekapcTBEHHOro
CpeacTBa Ana NpoBeAeHUA KAMHUYECKUX UCCNef0BaHMI NeKapCTBEHHOMO MpenapaTta, OCyLecTBAeHun
rocyAapCTBEHHOW  PerucTpauum  NeKapcTBeHHOro npenaparta, BK/AOYEHMA  dpapmaleBTUYecKoi
cy6CTaHUMM B roCyAapCTBEHHbIN PeecTp NeKapCTBEHHbIX CPeACTB, KOHTPOAA KayecTBa JIeKapCTBEHHbIX
CPeACTB NPU HaAMUYUKU PaspeLlleHns YNoHOMOYeHHoro ¢eaepanbHOro opraHa UCNOAHUTENbHOW BAACTU
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Ha BBO3 KOHKPETHOM NapTUM NeKapCTBEHHbIX CPE/ICTB;
3) opraHusaLumn ONTOBOW TOProB/IM IEKAPCTBEHHbIMU CPEACTBAMMU;

4) Hay4yHO-UcCnepoBaTeNbCKMEe OpraHusauMu, obpas3oBaTesibHble OpraHW3auuu  BbiCLUEro
06pasoBaHUA, NPOU3BOAUTENM NEKAPCTBEHHbIX CPeAcTB AnA pa3paboTkM, MccnenoBaHUn, KOHTPOAS
6e30nacHOCTM, KayecTBa, 3GGEKTUBHOCTM NEKAPCTBEHHbIX CPeACTB NpU  HaAWuuKM paspelleHus
yNo/IHOMOYEHHOro peepanbHOro opraHa UCNOAHUTENIbHOW BacTy;

(8 pea. PegepanbHoro 3akoHa ot 02.07.2013 N 185-93)

5) MmeaMUMHCKME opraHmnsaLmm, MHble YKasaHHble B NyHKTax 1 - 4 HAcToALWEeN CTaTbM OpraHM3aumnm
[ON151 OKa3aHUSA MeANLUNHCKOM NOMOLLM MO *KU3HEHHbIM MOKA3aHUAM KOHKPETHOro NauMeHTa Npu Hamynm
pa3spelleHna ynosHoMoYeHHoro ¢eaepanbHOro opraHa UCNONHUTEIbHOM BIAaCTM Ha BBO3 KOHKPETHOM
napTUU NeKapCTBEHHOro npenapaTa, BblJaHHOrO B YCTaHOB/AEHHOM MopsaaKke B ¢opme 3/IeKTPOHHOro
[OKYMEHTa, NOANNCAHHOIO YCUAEHHOM KBaNULMPOBAHHOM 3/1IEKTPOHHOW NOANUCHIO;
(8 pea. PengepanbHoro 3akoHa ot 12.03.2014 N 33-93)

KoHcynbTaHTlAKOC: NpumeyaHue.
C01.01.2024 n. 6 cT1. 48 yTpaumnsaet cuny (P3 ot 27.12.2019 N 475-P3).

6) rocysapCcTBeHHble YHUTAPHbIE NPeanpPUATAA, MMYLLLECTBO KOTOPbIX HaxoauTcsa B denepasbHOM
cobcTBeHHOCTH, onpeaensemble MNpasutenbcTBom Poccuitickoit Pepepaumn, B YacT BBo3a B Poccuiickyto
Pepepaunto He3apPerncTpupoBaHHbLIX JIEKAPCTBEHHbIX NPEnapaToB, COAEpPXKaliuxX HapKoTUYecKue
CpencTBa WM MCUXOTPOMHbIE BELLeCTBA, ANA OKa3aHMA MEOUUMHCKON MOMOLWM MO KU3HEHHbIM
NMOKa3aHMAM KOHKPETHOro nauveHTa WUAM rpynnbl NauMeHTOB B COOTBETCTBMM C YacTbto 3.1 ctaTtbu 47
HacToawero PengepanbHOro 3aKoHa.

(n. 6 BBeaeH dPepepanbHbim 3aKoHOM 0T 27.12.2019 N 475-03)

CraTbna 49. [lokymeHTbI, NpeacTaBasemble B TaMOXeHHble opraHbl Poccuiickoii ®eaepauum npu
BBO3€ JIeKapCTBeHHbIX cpeacTB B Poccuiickyto deaepauyuto
(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

1. Mpu BBO3e JNEKAPCTBEHHbLIX CpeacTB B Poccuitickylo denepaumio B TaMOMKEHHble OpraHbl
Poccuiickoli ®depepaumm Hapagy C  OOKYMEHTaMW, MNpeacTaB/ieHUMe KOTOpbIX MpeaycMOTPEHO
TaMOXEHHbIM 3aKOHOLATe/NIbcTBOM TaMOMEHHOTo cot3a W (Mam) 3akoHozaTenbcTBOM Poccuiickoit
denepaumn 0 TaMOXKEHHOM Aefie, NPeACTaBAATCA Caeaytowmne JOKYMEHTbI:

(8 pea. PepgepanbHoro 3akoHa o1 06.12.2011 N 409-93)

1) cepTuduMKaT NpPomM3BOAUTENA NIEKAPCTBEHHOIO CPEACTBA, YAOCTOBEPAIOWMIA COOTBETCTBUE
BBO3MMOrO /IeKapCTBEHHOro cpeactBa TpeboBaHMaM dapmaKkoneiiHol ctaten nMbo B cayyae ee
OTCYTCTBMA HOPMATMBHOM AOKYMEHTALMN UAN HOPMATUBHOIO AOKYMEHTA];

2) paspelleHMe YMNOSHOMOYEHHOrO ¢eaepanbHOro opraHa MCNOAHUTENbHOM BNacTM Ha BBO3
KOHKPETHOM MapTUK JIeKapCTBEHHOro CPeAcTBA B C/y4yasX, YCTAHOBNEHHbIX YacTbio 3 cTatbu 47
HacToawero ®enepanbHOro 3aKoHa.

2. [OKYMeHTbl, yKasaHHble B NyHKTax 1 M 2 4yactM 1 HacTosiwen cTaTbM, NpeacTaBAAOTCA B
TaMOXeHHble opraHbl Poccuiickon Pepepaumm npu NpubbITUM NEKAapPCTBEHHbIX CpeacT8 B Poccuiickyto
depepaumio.

(8 pea. PepepanbHoro 3akoHa o1 06.12.2011 N 409-93)

Cratba 50. BBO3 nekapcTBeHHbIX npenapatoB B Poccuiickyio depepauuio ana nnyHoro
MUCNONb30BaHUA U UHbIX HEKOMMEPUYECKUX Leneil, a TaKxe ANA UCNONb30BaHUA Ha TeppuTopum
MeXAyHapo4HOro MeguUNHCKOro Knacrepa
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(8 pea. PenepanbHbix 3akoHOB oT 06.12.2011 N 409-d3, oT 29.06.2015 N 160-P3)

1. JlekapcTBeHHble npenapatbl MOryT ObiTb BBe3eHbl B Poccuiickyio Pepepaumio 6e3 yyeta
TpeboBaHUI, NpeaycMOTPEeHHbIX Yactamu 1 - 4 ctatbk 47, ctatbsaimum 48 1 49 HacTosiwero PeagepanbHoro
3aKOHa, ec/iv OHU NpeaHa3HayeHbl ANna:

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1) AnyHOro MCNoNb30BaHMA PUINYECKUMM IMLLAaMU, MPUBbIBLLMMU B Poccuiickyto ®eaepaumto. Mpu
3Tom BBO3 B Poccuiickyto Pepepaumio nekapcTBEHHbIX NPenapaTos, COAEPKALLMX CUNbHOAENCTBYIOLWME
n (Mnn) AfOBUTLIE BELLECTBA, BKIOYEHHbIE COOTBETCTBEHHO B CMMCOK CUIbHOAEMCTBYHOLLMX BELLECTB A/1A
Lenen yronoBHOro 3akoHoAaTebcTea Poccuninckon Pepepaunm n B CNMCOK AZ0BUTLIX BELLLECTB 1A Liesel
YrOJIOBHOIO 3aKOHOAATeNnbCTBa Poccuinckon ®epepaunm, yreepxaeHHble MpaButenbcTBom Poccuinckom
depepaumnn, OCyLECTBAAETCA MNPU HaANYMM  OOKYMEHTOB (3aBEPEHHbIX KOMWIN [OKYMEHTOB WK
33aBEPEHHbIX BbIMMCOK W3 HUX), MNOATBEPXKAAMOLWMX Ha3HadeHue OU3MYECKOMY AULY YKa3aHHbIX
NIeKAPCTBEHHbIX MPEnapaToB (3@ UCKAOYEHMEM JIEKAPCTBEHHbIX MPENApaTos, 3aperncTpPMpPOBaHHbIX B
Poccuitckolt depepaumm M otnyckaembix B Poccuiickoint deaepaumm 6e3 peuenta Ha NeKapCTBEHHbIN
npenapar). NoaTeepxaatowme AOKYMEHTbI (MX 3aBEPEHHbIE KOMUU UM 3aBEPEHHbIE BbIMUCKU U3 HUX)
OOJ/IKHbI  cofepKaTb CBEAEHMA O HAMMEHOBAHUM W KOJMYECTBE HA3HAYEHHOrO JIeKAPCTBEHHOIO
npenaparta. B cnyyae, ecnv noareepxaatowmMe AOKYMEHTbl (MX 3aBepeHHble KOMWUM WU 3aBEPEeHHble
BbIMUCKN M3 HUX) COCTaBNIEHbl HA MHOCTPAHHOM A3bIKE, K HUM MpuaaraeTca HoTapuasibHO 3aBEPEeHHbI
nepesBo/, Ha PYCCKUM A3bIK;

(n. 1 B pea. epepanbHoro 3akoHa ot 02.06.2016 N 163-93)

2) wncnonb3oBaHWMA PabOTHMKaAMM  AUMNIOMATUMYECKOro Kopnyca WAM  npeacTtaBuTeNs iMu
MEXKAYHAPOAHbIX OpraHM3aLUniA, akKpeanMToBaHHbIX B Poccuiickon ®depepaunu;

3) NeyeHMs NaccaXkMpOB WM YNEHOB 3KMUMAXKeW TPAHCMOPTHbIX CPeACTB, Moe3fHbiXx Gpurag u
BOAMTENIe TPAHCNOPTHBIX CPeacTs, NPUbLIBLWIMX B Poccuiickyio ®eaepaumio;
(8 pea. PegepanbHoro 3akoHa o1 06.12.2011 N 409-93)

4) neyeHMA YYaCTHUKOB MEXKAYHAPOAHbIX KYNbTYPHbIX, CNOPTUBHbLIX MEPONPUATUIA U YHaCTHUKOB
MeXKAYyHapOAHbIX SKCneaNLNiA;

5) neyeHMA KOHKPETHbIX JKMBOTHbIX B 300MapKax, 300Cagax, UMpPKax, OKeaHapuymax,
AenbdMHapUAX, NeYEeHUs AUKUX KUBOTHbIX, MOCTOAHHO WM BPEMEHHO HaCEeNAlLWMNX TepPUTOPUIO
Poccuitckoit Pepepaummn, Haxo4AWMXCA B COCTOSSHUM eCTeCTBEHHOM cBoboabl M NpuHagNeKawmx K
BMAaM, 3aHeceHHbIM B KpacHylo KHury Poccuitickot degepaumm U (MAKM) KpacHble KHUMM CyObeKToB
Poccuiickoit ®epepaunn, a TakKe KUMBOTHbIX, BBO3UMbIX B Poccuiickyto ®epepaunio ansa yyactus B
CNOPTUBHbIX M 3PE/INLLHBIX MEPONPUATUAX;

(8 pea. PenepanbHbix 3akoHoB 0T 06.12.2011 N 409-93, o1 02.08.2019 N 297-3)

6) NCNONb30BaHMA Ha TEPPUTOPUN MEKAYHAPOAHOro MeAMLMHCKOro KaacTepa.
(n. 6 BBeaeH denepanbHbiM 3aKoHOM oT 29.06.2015 N 160-d3)

2. B cnyyasx, npeayCMOTPEHHbIX YacTbio 1 HacTosllen cTaTbM, AOMNYCKaeTca BBO3 B POCCUMIACKYO
depepaunto IeKapcTBEHHbIX NPENapaToB, He 3aperncTpUpoBaHHbIX B Poccuiickoin ®eaepauymu.
(B pen. PegepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

3. lekapcTBeHHbIe NpenapaTsl, NpeAHa3HaYeHHbIe A1 TyMaHUTapHOW NOMOLLM (CoaenCcTBMA) Uan
MOMOLWM MpPU  4YPe3BblYaMHbIX CUTyauusx, BBO3ATCA B Poccuiickyio depepaumio B MopsaKe,
ycTaHoB/ieHHOM [paBuTensctBoM Poccuiickoit Pepepauuun. 3anpewaetcd BBO3 B Poccuidckyto
degepaumnio  Hes3apernmcTpMpoBaHHbLIX  JIEKAPCTBEHHbIX  MPenapatos, npeAHasHayYeHHbIX  AAaA
rymaHuMTapHOM nomoLm (coaencTema) MaM NOMOLLM NPU YPE3BbIYANHbIX CUTYaLMAX.

(8 pea. PenepanbHoro 3akoHa o1 06.12.2011 N 409-93)
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Cratba 51. CoTpyaHuuectso pegepanbHOro opraHa MCNOAHUTENbHOK BAACTU, YNONHOMOUYEHHOro
B 061aCTM TaMOXKXEHHOrO Aena, U APpYrux ynosHOMOUYEHHbIX ¢peaepanbHbIX OPraHOB UCNOHUTENIbHOW
B/1ACTH

1. YnonHomoueHHble d¢eaepanbHble OpraHbl WCNOAHUTENbHOM BAACTU NPeaocTaB/AlOT B
pacrnops)keHne ¢enepasbHOrO oOpraHa WCMNOJIHUTE/IbHOW BAACTW, YMNOJHOMOYEHHOro B 06nacTu
TAaMOXEHHOro [Aefia, roCyAapCTBEHHbIN PEecTp JIEKAPCTBEHHbIX CPeACTB, a TakKXe WHdopmauutio o
BblAAHHbIX paspelleHnax Ha BBO3 KOHKPETHOW MNapTUKM JIEKAPCTBEHHbIX CPeACTB B  CAyyasX,
YCTAHOBAEHHbIX YacTbto 3 cTaTbyu 47 HacToAwero PeaepanbHOro 3aKoHa.

2. ®epepanbHblii opraH UCMOAHUTENbHOM BAACTU, YNONHOMOYEHHbIM B 06/1acTU TaMOXEHHOTO
Aena, HPopmmupyeT yKasaHHble B YacTh 1 HacToAWen cTaTbl YNOAHOMOYEHHbIE deaepasibHble OpraHbl
WCNONHUTENbHOM BAACTM O BBO3€ JIEKAPCTBEHHbIX cpeact8 B Poccuitickyio depepaumio U BbiBO3e
NIeKapCTBEHHbIX cpeacTB M3 Poccuinickon Pepepaumm no ¢opme M B NopaaKe, KOTOPble YCTaHOBAEHDI
Mpasutenbctsom Poccuiickon ®epepaymn.

(8 pea. PegepanbHoro 3akoHa o1 06.12.2011 N 409-93)

Fnasa 10. PAPMALEBTUYECKAA AEATE/IbBHOCTb
Cratba 52. OcyuwecTeneHne papmaueBTUHECKON AeATE/IbHOCTU

1. dapmaueBTMYECKas [eATeNbHOCTb OCYLLECTBAAETCA OpraHM3auusMnm ONTOBOM TOProB/M
JIeKapCTBEHHbIMM  CPEeACTBaMW,  anTeYHbIMM  OPraHM3auMsaMKM,  BETEPUHAPHBIMM  anTeYHbIMU
OpraHvM3aumMaAMK,  UHAMBUAYANbHbIMUM  NPeaAnpUHUMATENMU,  UMEKWUMM  JIMLEH3UI0  Ha
dbapmaLeBTUYECKYIO OeATe/IbHOCTb, MEAUUMHCKUMWU OPraHM3aumamn, MMEWUMN NULEH3NI0 Ha
dapmaLleBTMUECKYIO AeATenbHOCTb, U X 060cobneHHbIMK noapasaeneHuaMmn  (ambynatopuamm,
denbgliepckumn 1 penbalepcko-aKylepCkKUMM  NMYHKTaMK, UeHTpamu (oTaeneHvamu) obuwiei
BpauyebHol (cemelHO) NPaKTUKK), PACMONIOKEHHbIMU B CENbCKMX HACeNeHHbIX MYHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHu3auum, U BeTePUHAPHbIMU OPraHU3aUMAMKN, UMEIOLWUMN NNLEH3UIO Ha
dbapmaLeBTUYECKYIO AeATeNIbHOCTb.

(8 pea. PepgepanbHoro 3akoHa ot 25.11.2013 N 317-93)

KoHcynbTaHTlAtOC: NpMeyaHme.

Y. 2 cT. 52 (B pea. ®3 o1 28.04.2023 N 149-d3) B yacTu akKKpeguTaLmMmK CNELManmUCTOB C BbICLLMM UK
CpegHUM BeTepuHapHbIM 06pa3oBaHMEM, OCYLLECTBAAOWMX GapMaLLeBTUYECKYIO AeATeNbHOCTb,
npumeHseTtcsa ¢ 01.03.2026. CepTudumKaTbl TaKUM AnLam Bblgatotca no 28.02.2026 n gencTByoT He
6onee 5 ner.

2. ®usMyeckre NMLA MOTYT OCYLLECTBAATb (apMaLLeBTUYECKYIO AeATe/NbHOCTb MpU HaAuyuum
BbICLUEFO WM cpeaHero ¢dapmaleBTMYecKoro 06pasoBaHuAa U cepTudMKaTa cneuuanucta ambo
NPOMAEHHOM aKKpeauTaumKn CreLuanuncta, BbICLIEro WM CPefHero BeTepuHapHoro obpasoBaHuA U
ceptuduKaTta cneumanucta AMbo NPoNAEHHOM aKKpeauMTauMWM CMeuuanncta, a TaKMKe BbICero man
cpegHero meauuUMHCKOro obpasoBaHua, cepTudmKaTta cneumanucta AMb6o NPonaeHHON akKpeauTaumm
cneuyanncta M A0ONOJMHUTENbHOrO NpodeccMoHanbHOro 06pa3oBaHUA B YacTM PO3HWYHOW TOProBAM
NeKapcTBEHHbIMM Mpenapatamyv  Aaa MeAWUMHCKOTO MNPUMEHEHUA NpW ycioBuM uX paboTbl B
060c06/1eHHbIX NOAPA3AENEHUAX MEANLMHCKMX OPraHN3aUMiA, yKasaHHbIX B YacTu 1 HacToALlen cTaTbu.
(yacTb 2 B peq. depepanbHoro 3akoHa ot 28.04.2023 N 149-93)

KoHcynbTaHTlAOC: NpuMeyaHme.

JlekapcTBeHHble Npenapatbl 418 MeANULMHCKOTO NPUMEHEHWA, BBEAEHHbIE B rPaXAaHCKMI 060poT A0
29.11.2019, noanexat xpaHeHuto, nepeBo3Ke, OTMNYCKY, peannsaumun, nepegayvye, NpUMeEHeHUo A0
ncTeyeHmna cpoka ux rogHoctn (43 ot 28.11.2018 N 449-03).


https://login.consultant.ru/link/?req=doc&base=RZR&n=391199&dst=100006
https://login.consultant.ru/link/?req=doc&base=RZR&n=454112&dst=100849
https://login.consultant.ru/link/?req=doc&base=RZR&n=421014&dst=101121
https://login.consultant.ru/link/?req=doc&base=RZR&n=446091&dst=100027
https://login.consultant.ru/link/?req=doc&base=RZR&n=446091&dst=100026
https://login.consultant.ru/link/?req=doc&base=RZR&n=446091&dst=100028
https://login.consultant.ru/link/?req=doc&base=RZR&n=446091&dst=100022
https://login.consultant.ru/link/?req=doc&base=RZR&n=312097&dst=100038

Cratba 52.1. BBoa, B rpaXKAaHCKuii 060poT NeKapCTBEeHHbIX NpenapaTtoB A1 MeAULMHCKOro
npUMeHeHua
(sBepeHa desepanbHbiM 3aKoHOM OT 28.11.2018 N 449-d3)

1. MNepen BBOAOM B rpakAaaHCKNIA 060POT KaXKaon cepum UAM Kaxkaom napTum NpomnsBeeHHoro B
Poccuitckoin Desepaupnm nekapcTBEHHOO NpenapaTa A1a MegULMHCKOTO NPUMEHEHMS, 32 UCKNHOYEHMEM
UMMYHOOMONOTMYECKNX NIEKAPCTBEHHbIX MNPenapaTtoB, MPOM3BOAMTENb TAKOTO  JIEKAPCTBEHHOTO
npenapaTta npeactasnseT 8 desepasbHblil OpraH UCMONHUTENBHOM BAACTU, OCYLLECTBAAOWMIA YHKLNN
Mo KOHTPOAKD W Haz3opy B cdhepe 34paBOOXPAHEHUA, AOKYMEHT MPOU3BOAUTENS /IEKAPCTBEHHOIO
cpencTBa, NOATBEPXKAAIOWMIA  KAYeCcTBO  NEKAPCTBEHHOrO  npenapata, W NoATBepPXKAeHUe
YNO/IHOMOYEHHOFO AMLA MPOU3BOAMTENA NEKAPCTBEHHbIX CPEACTB COOTBETCTBMA NIEKAPCTBEHHOIO
npenapata TpeboBaHMAM, YCTAHOBIEHHbIM MPU €ro roCyAapPCTBEHHON perncTpaymm.

2. MNepen BBOAOM B rpakAaHCKMI OOOPOT KAXKAOW CEPUM UM Kaxgon napTUM BBO3MMOIO B
Poccuiickyto  ®depepaumio  NeKapCTBEHHOrO npenapata  Aaa  MEeAMUMHCKOTO  NPUMEHEeHusa, 3a
UCKOYEHNEM UMMYHOBMONOTMYECKUX NIEKAPCTBEHHbIX MPENapaTos, OpraHM3auma, OCYLLEeCTBAAIOLLAA
BBO3 JIeKApCTBEHHOro npenapata B Poccuiickyto Pepepaumnto, npeacrasnset B penepanbHblit opraH
WUCNONHUTENbHOM  BAACTW, OCYLLECTBAAIOWMIA  GYHKUMM NO  KOHTPOAO M  Haasopy B cdepe
3[paBOOXpaHeHMA, cepTUPUKaAT NpPoOM3BOAMTENA JIEKAPCTBEHHOIO CPEACTBA, YAOCTOBEPAOLIMIA
COOTBETCTBME BBO3MMOIO JIeKAapCTBEHHOTO NpenapaTta TpeboBaHuAM GpapmaKonenHol cTaTbm, a B c/iyyae
OTCYTCTBMA dapMaKoNemHoi cTaTbM TPebOBaHMAM HOPMATUBHOM LOKYMEHTALMWU, U NOATBEPKAEHME
npeacTaBuTeNa OpPraHU3aLMmn, OCYLLECTBAAIOWEN BBO3 JIEKAPCTBEHHOrO npenapata B Poccuiickyto
depepaumio M YNOJHOMOYEHHOM WHOCTPAHHbLIM  NPOU3BOAMTENEM  JIEKAPCTBEHHbIX  CPeACTB,
COOTBETCTBMA BBO3MMOIO JIEKAPCTBEHHOro npenapata TpeboBaHWUAM, YCTaHOBAEHHbIM MNpPU  ero
rocyfapcTBEHHOM PerncTpaumm.

3. MNopAgoK NpeacTaBAeHNA B COOTBETCTBUM C YAacTAMM 1 M 2 HACTOALWEN CTaTbM AOKYMEHTOB U
CBEAEHUM O JNIeKApCTBEHHbIX MpenapaTtax, BBOAUMbIX B TpPaKAAHCKM 060pOT, ycTaHaBAMBAETCH
Mpasutenbctsom Poccuiickon ®egepaymn.

4, B OTHOWEHWW NepBbIX TPEX CEPUA MAW NapTUIA NEeKapCTBEHHOro npenapaTa, Bnepsble
npousseaeHHoro B Poccuiickoit Peaepaunmn Man Bnepeble BBO3MMOro B Poccuiickyto deaepaumio, B
denepanbHbIid opraH UCNOMHUTENbHOW BAACTU, OCYLLECTBAAIOWMI GYHKLMM MO KOHTPOAIO M Hag3opy B
cdepe 34paBOOXpPaHEHUS, [LOMNONHUTENbHO NPEACTABNAETCA MPOTOKOA UCMbITAHUI O COOTBETCTBUMU CEPU
AW NapTUM NEeKapCTBEHHOro npenapaTta AnAa MEeAMUMHCKOro MPMMEHEHMA MOKasaTessaM KadyecTsa,
nNpeaycMoTPeHHbIM HOPMAaTUBHOM AOKyMeHTauueln (Janee - NPOTOKOA WCMbITaHWUI), MPOBOAMMBIX
aKKpeAMTOBaHHbIMM B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickol deaepaumm 06 akkpeamTaumm B
HaUMOHa/NbHOMW  CUCTEME  aKKkpeauTaumu  deaepanbHbIMKM  TOCYAAPCTBEHHBLIMU  BIOAMKETHBIMU
YUPEXKAEHUSAMN,  NOABELOMCTBEHHbIMM  denepanbHOMy  OpraHy  WCMOJIHUTENbHOW  BAIACTW,
ocyuiecTeastoweMy GyHKUUN MO BbIpaboTKe 1 peanusaLmm rocyLapCTBEHHOM NOJUTUKU U HOPMATUBHO-
NPaBOBOMY PEry/MpoBaHuIO B chepe 34paBoOXpaHeHus, U denepasbHOMYy OpraHy MCMNOJHWUTENbHOWM
BJ1AaCTU, ocyLiecTBastoWwemMy QYHKLMU MO KOHTPOO U Hagsopy B chepe 34paBooxpaHeHus. Mopaaok
BblJAYM YKasaHHbIMKM ¢enepanbHbIMU FOCYAAPCTBEHHLIMU BIOANKETHBIMU  YUPEXLAEHUAMM [AHHOTO
NpPOTOKOANA M pa3mep NAaTbl 3a ero BblAavy yctaHasamBsatoTca Mpasutensctsom Poccuiickoit Peaepaumu.

5. ExXerogHo He nosgHee 1 ¢peBpana Npons3BoOAUTENN IEKAPCTBEHHbIX CPEACTB UAN OPraHn3aLmm,
OCYLLECTBAAIOLWME BBO3 JIEKAPCTBEHHbIX NpenapaToB B Poccuitickylo depepaunio, NpeactaBaaioT B
denepanbHbIii opraH UCNOIHUTENbHOW BAACTW, OCYLLECTBAAIOWMI GYHKLMM MO KOHTPOAKO M Hag3opy B
cdepe 34paBoOOXpaHEHUSA, NPOTOKOA UCMbITAaHNI NOCTYNUBLLEFO B TEYEHWE roga B rpaxKaaHcKuin obopot
NleKapcTBEHHOrO MpenapaTta KOHKPETHOro npousBoauTens (Ha OAHYy Cepuio Kaxkgoro TOProBoro
HaUMEHOBaHUA C YYETOM JIEKapCTBEHHON GOPMbI U L03UPOBKK), NMPOBOAMMbIX aKKPEeAUTOBAHHbIMU B
COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuiickoit ®Pepepaumn 06 akkpeauTaumm B HALMOHANbHOM
cUcTeMe aKkKpeaMTauum UCMbITaTeIbHbIMK abopaTopusamm (LeHTpamm).

6. npOM3BO,CI,VITeﬂVI NEKapCTBEHHbLIX Cpeacrts wan opraHusaluun, ocyuwecreandaowme BBO3
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JIeKapCcTBEHHbIX NpenapaTtoB B Poccuiickyto Pegepauuio, He MeHee Yem 33 O4UH rof A0 NAaHUPYEeMbIX
NPWUOCTAHOB/IEHMA WAM MpPEKPALLEHNA MPOU3BOACTBA JIEKAPCTBEHHbIX MPEnapaToB WM MX BBO3a B
Poccuiickyto Pepepaumio ysBegomaatoT 06 atom denepanbHblii OpraH WUCNONHUTENbHOM BAACTH,
OCYLLECTBAAOLWMNA GYHKLMM MO KOHTPOO U HaA30py B chepe 34paBOOXpaHeHUA 1 deaepanbHbIi opraH
WCNONIHUTENbHON  BAIACTM,  OCYLECTBAAKOWMNA  GYHKLMM N0 JIMLEH3UMPOBAHMIO NPOM3BOACTBA
JIeKapCTBEHHbIX CPEACTB.

7. BBoA, B rpa*kAaHCKMM 0OOPOT KaKAoh Cepum UM KaxKaon napTum MMMYHOBMOIOrMYecKoro
JIeKapCTBEHHOrO NpenapaTa, NpousseaeHHoro B Poccuiickon deaepaymm amM BBO3MMOTo B POCCUIACKYIO
depepaunto, OCyLLECTBAAETCA Ha OCHOBAHWW paspelleHus, BblaaHHOro d¢eaepasbHbIM OpPraHom
WUCNO/IHUTENbHON  BNACTM, OCYLLECTBASAIOWMM (GYHKLUMM NO KOHTPOAKO WU Haasopy B chepe
3[1paBOOXPaHEHMA, Ha OCHOBAaHWM BblgaHHOro denepanbHbIMMU TFOCYAAPCTBEHHLIMU OLOAMKETHLIMM
yupexxaeHMAMM, YKasaHHbIMU B Y4acTu 4 HacTosWwen CTaTbM, 3aK/IIOYEHUS O COOTBETCTBUU CEPUN UM
napTMM MMMYHOBUONIOIMYECKOro IeKapCTBEHHOrO MNpenapaTta TpeboBaHMAM, YCTAaHOB/IEHHbIM NPU ero
rocygapcTBeHHOM perncrtpauunu. MNopsaok BblAayun paspeLleHns Ha BBOA, B rpa*kAaHCKUM 060poT cepun
WU NapPTUN UMMYHOBMOIOTMYECKOTO IEKAPCTBEHHOIO NpenapaTa, a TakXKe NopAA0K BblAauM yKazaHHOro
3aK/OYEHMA WM pasmep nNnatbl 3a ero Bblgady ycTaHasauBatoTca [MpaBuTenbCcTBOM Poccuitckoi
depepaunn.

8. 3a HenpeacTaB/fieHWE WM HECBOEBPEMEHHOEe npeacTaB/fieHMe AOKYMEHTOB M CBeAEeHUH,
npeaycMoTpPeHHbIX Yactamn 1, 2, 4, 5 n 6 HacTosiwen cTaTbM, NPOU3BOAUTENIN NEKAPCTBEHHbIX CPEACTB U
OpraHusaLmm, ocyLLeCcTBAAIOWME BBO3 JIEKAPCTBEHHbIX NpenapaTtoB B Poccuitckyto Pepepaumto, HecyT
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAaTeNbCTBOM Poccuinckoit ®epepaumu.

9. MNpeAacraB/ieHNe OOKYMEHTOB U CBEAEHWUM, NMPEAyCMOTPEHHbIX YacTamu 1, 2 U 4 HacToawen
CTaTbM, M NOJyYEeHME MNpPefyCMOTPEHHOro 4acTbld 7 HACTOALWEN CTaTbM paspelleHna Ha BBOA,
MMMYHOBMONOrMYECKOrO /IeKAapPCTBEHHOrO Mpenapata B rpa)kAaHCKMiM o06opoT He TpebyoTca B
OTHOLIEHUMN NIEKAPCTBEHHbLIX NPEenapaTtos, nNpegHa3Ha4YeHHbIX AAA  NPOBeAEeHUA  KAMHUYECKUX
nccnenoBaHMM NIEKAPCTBEHHbIX NpPenapaToB, NPOBEAEHUA 3KCMEPTU3bl SIEKAPCTBEHHbIX CPeacTB AN
OCYLLECTB/IEHMA FOCYAAPCTBEHHON PErvcTpauum eKapCcTBEHHbIX MPEnapaToB, a TaKKe B OTHOLWEHWUMU
He3aperncTpMpPoOBaHHbIX IEKAPCTBEHHbIX NpPenapaTos, NpeaHa3HaAYeHHbIX A8 OKa3aHMA MeaUUMHCKOM
NOMOLLM NO YKM3HEHHbIM MOKA3aAHMAM KOHKPETHOro MauyeHTa MAW rpynnbl NAUUMEHTOB, BBO3UMbIX B
Poccuiickyto Pepepaumnio B cootBeTcTBMM € Yactamum 3 1 3.1 ctatbmn 47 Hactoawero PeaepanbHOro
3aKoHa.

(B pen. PepepanbHoOro 3akoHa ot 27.12.2019 N 475-93)

10. Mpu BbIABAEHUWN B rpaxkAaHCKOM 0bopoTe Cepuu WAM MapTUM NEKApPCTBEHHOrO Mpenapara,
AOKYMEHTbI M CBEAEHMS O KOTOPbIX, MPeayCMOTPeHHble Yactamu 1, 2 n 4 HacToAwen cTaTbk, He
npeactasneHbl B degepanbHbli OpraH WCNOJIHUTENIbHOM B/IACTW, OCYLECTBAAOWMA GYHKUAN MO
KOHTPOJIIO M Hagsopy B chepe 34paBOOXPAHEHUs, B0 cepun UAM NapTMM MMMYHOBUOIOTMYECKOro
NleKapCcTBEHHOrO Mpenapata, He WMEeKWMX paspelweHns Ha BBOA4 B TpaKAaHCKM  060poT,
NpeaycMOTPEHHOTO 4YacTblo 7 HacTosAWen cTaTbu, dendepanbHblii OpraH WCMOMHUTENbHOM BAacTH,
OCYLWLECTBAAIOWMIA GYHKUMM NO KOHTPOAD W Hagsopy B chepe 34paBoOOXpaHEHMs, B MOPAAKeE,
ycTaHoB/eHHOM [lpaBuTenbcTBom Poccuiickoit depepaumu, NPUHUMAET pelleHne O MpeKpaleHuu
rparkaaHckoro o6opoTa Takux cepum MAK NapTUKn 40 NpeacTaBNeHUA YKa3aHHbIX JOKYMEHTOB U cBeaeHWU i
60 NoyYeHUA YKa3aHHOro paspeLleHuns.

KoHcynbTaHTlAOC: NpuMmeyaHme.

C1. 52.2 He pacnpoCTpaHAeTCcA Ha CepUMN NIeKapCTB A1A BETePUHAPHOro NPUMEHEHUA, BBEAEHHbIE B
rpaxkaaHckmm obopoT o 01.09.2023, KoTopble MOAJ/EeXKaT MPUMEHEHUID A0 UCTEYEHUS CPOKa MUX
rogHocTn (®3 ot 02.07.2021 N 317-3).

Cratba 52.2. BBoA B rpakAaHcKuii 060poT nieKapcTBEHHbIX MPenapaTtoB AN BeTepUHapHOro
npuMmeHeHua
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(sBepeHa depepanbHbiM 3aKkoHOM 0T 02.07.2021 N 317-93)

1. Nepen BBOAOM B rpa)kAaHCKUIA 06OpPOT Kaxaon cepum npousBedeHHoro B Poccuiickoi
depepaunn  NeKapCcTBEHHOrO Mpenapata [AAA BETEPUMHAPHOrO MNPUMEHEHMA, 33 UCKIYEHUEM
MMMYHOBMONOrMYECKOrO IEKAaPCTBEHHOMO NpenapaTa 1A BETEPUHAPHOIo NPUMEHEHUSA, MPON3BOANTENb
TAKOro JIeKAPCTBEHHOrO NpenapaTta NpPeacTasAAeT B YBEAOMUTENbHOM NopaaKe B denepasbHbli opraH
WCMNOJIHUTENbHOM BNACTW, OCYLLECTBAAIOWMIA GYHKUMM MO KOHTpoato (Haasopy) B cdepe obpaleHun
JIeKapCTBEHHbIX CPEACTB 417 BETEPUHAPHOIO NPUMEHEHUA:

1) AOKYMEHT NPOM3BOAMNTENA IEKAPCTBEHHbIX CPEACTB, NOATBEPKAAIOLWMIA COOTBETCTBME KayecTsa
NeKapcTBEHHOTO npenapaTta A4/1A BEeTePMHAPHOro MPUMEHEHMUs, BBOOMMOIO B Fpa*KAaHCKMIA 060poT,
TpeboBaHMAM, YCTAHOBEHHbIM NPW €ro roCcyAapCTBEHHOM perncTpaunm;

2) noarsepxgeHmne ynoJsHOMOYEHHOro iuuda npomsBoaAUTENA  NEKAPCTBEHHbLIX CpeacTs
COOTBETCTBMA  JIEKAPCTBEHHOIoO npenapata AaAa BeTepUHApPHOro nNpuUMMEHEHUA Tpe6OBaHMFIM,
YCTAHOBJ/IEHHbIM MpPWU €ro I'OCV,CI,apCTBEHHOﬁ perncrpauyunn.

2. Mepen BBOAOM B Tpa*kAaHCKUI 0BOPOT KaxaoW cepuu BBO3MMOro (nepemelaemoro) B
Poccuiickylo depepauuio  NeKapcTBEHHOro npenapata  AnA BeTepMHAPHOro MPUMEHEHUs, 3a
UCKNOYEHNEM MMMYHOBNONOrMYECKOro IeKapCcTBEHHOMO Npenaparta A4 BETePUHAPHOIo NpUMEHeHMUs,
OpraHM3auma, OCyLLEeCcTBAAIOLWAn BBO3 (NepemelleHne) 1eKapcTBEHHOro npenapaTa 418 BeTepMHapHOro
npumeHeHna B Poccuiickyto depepauuio, NpeacTaBaseT B yBeAOMUTENbHOM Nopsaake B ¢peaepasibHbii
opraH WCNONAHUTENbHOW BAACTM, OCYWECTBAAIWMA (YHKUMM NO KOHTpoa (Haasopy) B coepe
06palleHMA NeKapCcTBEHHbIX CPeACTB A8 BETePUHAPHOIo NPUMEHEHUSA:

1) LOKYMEHT NPOM3BOAUTENSA NEKAPCTBEHHbIX CPEACTB, NOATBEPKAAIOWMNA COOTBETCTBME KayecTBa
NleKapcTBEHHOrO npenapaTta A4/1A BeTePMHAPHOro MPUMEHEeHMs, BBOOMMOIO B FpaXAaHCKMiM 060poT,
TpeboBaHMAM, YCTAHOBAEHHbIM NPW €ro roCyAapCTBEHHOM perncTpaunm;

2) noATBepXAeHME MLA, YNONHOMOYEHHOTO AepiKaTenem MU BAaAEeNbLEM PErncTpaumoHHOro
YAOCTOBEPEHUSI  JIEKAPCTBEHHOrO npenapata Aaa BETEPUHAPHOrO MNPUMEHEHWA, COOTBETCTBUA
JIeKapCTBEHHOrO Npenaparta 415 BETePUHAPHOIO NPUMeEHeHUs TpeboBaHMAM, YCTaHOBNEHHbIM NMPU ero
rocyfapcTBEHHOM PerucTpaumm.

3. Beog, B rpaxgaHckuii 0bopoT BBO3MMOTro (nepemeltaemoro) B Poccuiickyio deaepaumnio
JIeKapCTBEHHOrO npenapata A/a BETEPUHAPHOIO MPUMEHEHUSA OCYLLECTBAAETCA MPU  HaIUYUK
3aK/N0YEHMA O COOTBETCTBUM MPOU3BOAUTENA JIEKAaPCTBEHHbIX CcpeacTs TpeboBaHMAM npasun
Hagne)Kalllei Npou3BOACTBEHHOM MPAaKTUKK, BblAAHHOTO YNOJHOMOYEHHbIM deaepasibHbiM OpraHom
WCNONHWUTENbHOW BAAcTM ANA NPOW3BOACTBEHHOM MN/OWAAKA NeKapCTBEHHOro npenapaTta Ans
BETEPUHAPHOro NPUMEHEHUSA, BBOAMMOTO B rpa*KaaHCKunin o6opor.

4. /lnuo, ynosHOMOYEHHOe AepskaTenem WAW Bnafesblem PernctpaLMoHHOro yAoCToOBepeHun
NIeKapCTBEHHOrO npenapata A8 BETEPUHAPHOTO MNPUMEHEHUA, AO/HKHO ObiTb aTTecToBaHO B
YCTaHOB/IEHHOM YMOJHOMOYEHHbIM deaepanbHbIM OPraHOM UCNONHUTENIbHOW BNAacTU NOPAAKE U UMETb
CTak paboTbl He MeHee uyem NATb NeT B 06nacT nNpomsBoAcTBa M (MAM) KOHTPONSA KayecTsa
NleKapCTBEHHbIX cpeacTs iMbo B 061acT MOHUTOPUHTa 3P PEKTUBHOCTM M 6@30MNacHOCTM IeKapCTBEHHbIX
npenapaTtoB [ANnA BeTEePMHAPHOrO MNPUMEHEHWA, MPOBOAMMOrO Jep)KaTesieM WAM BAagefbLem
PerucTpaLnoHHOro yA0CTOBEPEeHUA 1eKapCTBEHHOro NpenapaTa 410 BeTepUHapHOro NpMMeHeHus anbo
YNOJIHOMOYEHHBIM UMUK OPUANYECKMM NINLOM, Bbicllee 0bpa3oBaHMe COOTBETCTBEHHO NO OAHOMN U3
cneumanbHocte M (MnM) oAHOMY U3  HanpaBAeHWt NoAroTOBKU: buonorus, 6GuoTexHonorus,
BeTepUHapus, BeTEePUHaAPHO-CaHWUTapHaA JKCNepTU3a, KAMHMYEeCKaa MeaMUMHA, padualnoHHas,
XMMUYecKass M Buonornyeckana 3awmra, dapmauus, dyHAameHTanbHas MeauUMHa, XMmU4YecKas
TEXHONOTUA, XUMUSA.

5. MopsagoK npeactaB/iieHMAa B COOTBETCTBMU C YacTAMM 1 M 2 HacToALEeN CTaTbU AOKYMEHTOB U
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CBeZleHWNI O JIeKapCTBEHHbIX NpenapaTtax A8 BETEPUHAPHOro NPUMEHEHUA, BBOAUMbBIX B FpaKAaHCKUIM
obopoT, yctaHaBnusaeTca MNpasutenbctBom Poccuitckoin Pepepauymu.

6. B OTHOWeEHUM nepBbiX ABYX CEPUIM JNIEeKAapCTBEHHOro mpenapata AAd BeTepUHaApPHOro
npuMeHeHWsn, Bnepsble MNpousBegeHHoro B Poccuiickoit degepaumm MAM  BnepBble BBO3UMOIO
(nepemeuiaemoro) B Poccuiickyio depepauuio, B deaepanbHbiii opraH WUCNONHUTENbHOW BNACTH,
OCYLLECTBAAWMNN GYHKUMM NO KOHTpoO (Hagsopy) B chepe obpallleHns 1eKapCTBEHHbIX CPeACTB ANs
BETEPUHAPHOIO NPUMEHEHUA, HapAaY C AOKYMEHTAaMM, NPeayCMOTPEHHbIMM YacTammn 1 1 2 HacTosLel
CTaTbM, NPEACTABAAOTCA NPOTOKOJIbl UCTbITAaHWI O COOTBETCTBMM 3TUX CEPUI IEKAPCTBEHHOIO NpenapaTa
ONA  BETEPUHApPHOro MNPUMEHEHMA MOKasaTeNAM KayecTBa, MpPenyCMOTPEHHbIM HOPMATUBHbLIM
OOKYMEHTOM (Zanee - NPOTOKOA MCMbITaHUI), NPOBOAMMbIX AKKPeAWTOBAHHbBIMW B COOTBETCTBMM C
3aKoHoAaTenbCTBOM Poccuitickonn  Pepepauymn 06  akkpeauTauMM B HaALMOHANbHOW  cUcTeme
aKKpPeanTaumm ncnbltTaTesibHbIMK abopaTopmamm (LeHTpamu).

7. ExXerogHo He no3gHee 1 peBpana NponsBoaMTENN NEKAPCTBEHHbIX CPEACTB AWM OpraHn3aLuu,
ocyllecTsAAOLWME BBO3 (NepemelleHne) NeKapcTBEHHbIX NpenapaTos ANA BETePUHAPHOro NpUMeHeHus
B Poccuiickyio depepaumio, npeacrtaBasaioT B  denepasnbHbli  OpraH UCMOJIHUTE/IbHOW  BAACTH,
OCYLLECTBAAOLWMA GYHKLMM NO KOHTPONO (Haa3opy) B chepe obpalleHUs NekapcTBEHHbIX CPeacTB AN
BeTepUHaApPHOro npmmeHeHunAa, NPOTOKOAN MCNbITaHUM nocrynmusewero B te4yeHne roga B Fpa)K,anCKMVI
060pOT IeKapPCTBEHHOIO Npenapara A1 BeTePUHAPHOTo NPMMEHEHUA KOHKPETHOro nponsBoanTens (Ha
OAHY CEpMUIO Ka)KAOro TOProBoro HaMMEHOBaHMA C Y4YEeTOM JIeKapCTBeHHon d¢opmbl, a gnn
JIeKapCTBEHHOIO npenaparta ana BETEPUHAPHOTO NpPUMeHeHus, He ABaaAoLLerocs
UMMYHOBMONOTMYECKUM, TaKXKe C Yy4yeToM [J03UPOBKKU), MNPOBOAMMBIX aKKPeAUTOBAaHHbIMU B
COOTBETCTBMM C 3aKOHOZATENbCTBOM Poccuiickon ®degepaumm 06 aKkpeauTaumMm B HaUMOHasbHOM
cucTeme akKpeauTauumn ncnbiTaTeNbHbiMM NabopaTopuamMm (LLeHTpamm).

8. BBog B rparKAaHCKMi 060pOT MMMYHOBMO/IOTMYECKOrO JIeKapCTBEHHOrO npenapata A44a
BETEPUHAPHOrO NPUMEHeHUs, npous3BedeHHoro B Poccuitckolt  depepauym  uAM  BBO3MMOTO
(nepemewiaemoro) B Poccuiickyio Pesepaumio, OCyLLECTBAAETCA HAa OCHOBAHUN paspeLleHms, Bbl4aHHOTO
denepanbHbIM OPraHOM UCMONHUTENBHOM BAACTU, OCYLLECTBAAIOWMM GYHKLMM NO KOHTPOAO (Haa3opy)
B cpepe 0bpalleHNa NeKapcTBEHHbIX CPEACTB 414 BETEPUHAPHOro NpMMeHeHus. YKasaHHOe paspelleHme
BblAAETCA Ha OCHOBAHMM NPOTOKO/MA MCMbITaHWIA, NPOBOANMbIX aKKPeAUTOBAHHbIMU B COOTBETCTBUM C
3aKoHogaTenbcTBOM  Poccuiickon  ®degepaumm 06  aKKpeaAuTauMM B HaUMOHANbHOW  cucTeme
aKKpeamuTaumMm opraHMsaumamm, noasea0MCTBEHHbIMU deaepanbHOMY OpraHy UCMONHUTEIbHOW BAACTH,
ocyuiecteasolemy GyHKUMKM Mo BbipaboTKe rocyAapcTBEHHOW MNONUTUKM M HOPMaTUMBHO-MPaBOBOMY
peryiMpoBaHuio B chepe arpornpoMbILLIEHHOrO KOMMAEKCa, BK/OYas obpalleHue eKapCTBEHHbIX
CPeAcTB AR BETepMHapHOro npumeHeHus, uan dedepanbHOMy OpraHy WCMNOSHUTENbHOW BNacTu,
ocyLwecTeAsolEeMy GYHKLMM MO KOHTPOIO (Haa3opy) B chepe obpalleHmns ekapcTBEHHbIX CPeacTs A/1A
BETEPUHAPHOrO NPUMEHEHUSA, a TaKKe AOKYMEHTOB W CBeAeHWI, NpesyCMOTPeHHbIX YacTbto 1 (gnn
npenapaTos, Npou3BeAeHHbIX B Pocculickon depepaunm) uam yactolo 2 (ana npenapaToB, BBO3MMbIX
(nepemewaembix) B Poccuiickyto depepaLmio) HacToALEen CTaTbu.

9. CpoK BblAayuM paspelleHmns, yKasaHHOro B YacTh 8 HACTOALLEN CTaTbU, COCTaBAAET NATb Paboumx
OHel Cco AHA nNpeacTaBNeHWA MPOM3BOAUTENEM JIEKAPCTBEHHbIX CPEeACTB WAWM  OpraHusauumen,
ocyLLecTBAsOWEN BBO3 (NepemMelLeHne) NeKapCTBEHHOIO NpenapaTta A8 BETEPUHAPHOTO NPUMEHEHMUA B
Poccuiickyto ®eaepaumto, B peaepanbHblii OpraH UCNOAHUTENBHOM BIACTU, OCYLLECTBASIOWMNN GYHKUNUM
Nno KOHTpoAo (Haa3opy) B chepe 0bpaLLeHMa NeKapPCTBEHHbIX CPEACTB A/ BETEPUHAPHOIO NPUMEHEHMUS,
OOKYMEHTOB, NPeAyCMOTPEHHbIX YacTbio 8 HACTOSLLEN CTATbMU.

10. PaspelleHMe, yKa3aHHOE B YacTW 8 HACTOALLEN CTaTbM, BblAAETCA B OTHOLIEHWUW KaKAoW W3
nepsbiX ABYX CEPUA MMMYHOOMOIOTMYECKOrO JIeKAapCTBEHHOro npenapata ANs BEeTePUMHAPHOro
NPMMeHeHWs, BNepBble MpousBeseHHoro B Poccuitickoli depepauum uan  Bhnepsble BBO3MMOTO
(nepemewaemoro) B Poccuiickyto ®eaepaumio. Takoe paspelleHune BblAAETCA Ha BECb CPOK obpalleHus
CepUM MMMYHOBMONOrMYECKOrO JIEKAPCTBEHHOIO Npenapata A/A BETEPUHAPHOro MPUMEHEHUs, B
OTHOLLEHMM KOTOPOW OHO BblAaHO. B OTHOLIEHMM NOC/IeAYIOWMX CepUiA 0LHOTO TOPrOBOro HAMMEHOBaHUA
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MMMYHOBMO/IOTMYECKOrO  NIeKapCTBEHHOro  npenapata ANA  BETePUHAPHOrO  MPUMEHeHMUs,
npousseseHHoro B Poccuiickoii depepaumm mMAM BBO3MMOTO (nepemelaemoro) B PoCCUICKYHO
depepaunto, Takoe paspelleHme BblAAETCA CPOKOM Ha TpU roaa. NMopaaoK BblAavm paspeLlleHna Ha BBOA,
B FPa*kAaHCKMA 0060POT MMMYHOOMOIOTMYECKOrO NIeKAapCTBEHHOro npenapaTta A/s BeTepUMHapHOro
NPMMEHEHUS, NOPAAOK BblAauM NPOTOKOA UCMbITAaHMI, YKa3aHHbIX B YaCTU 8 HACTOSALLEN CTaTbM, a TaKKe
MeToAMKa onpeaeneHusa pasmMepoB NAaThl 33 Bblgavyy YKA3aHHOMO MNPOTOKOAA  MCMbITaHWUM
ycTaHaBamBaeTca MNpasutenbctBom Poccuinickot Pepepaunm.

11. MmmyHoBMONOIrMYECKME NEKAPCTBEHHblE MpenapaTbl A8 BETEPUHAPHOTO MNPUMEHEHWUS,
BBEZEHHbIE B rPa*KAaHCKMA 060POT B COOTBETCTBUM C YACTbO 8 HACTOALLEN CTATbMU, NOANENKAT XPAHEHMIO,
nepeso3Ke, OTNYCKY, peanusaunm, nepegaye, NpUMeHeHuo 40 UCTeYEeHUA CPOKa X FOAHOCTU.

12. 3a HenpeacTaBieHWE WAM HeCBOeBpemMeHHoe npeacTaB/ieHMe AOKYMEHTOB W CBEAEHWH,
npeaycMoTpeHHbIX Yactamu 1 - 3, 6 M 7 HacToALWLEN CTaTbW, NPOM3BOAMUTENN NIEKAPCTBEHHbIX CPEACTB U
OpraHM3aLmm, OCyLLECTBAAIOWME BBO3 (NEpEMELLEHME) NEKAPCTBEHHbIX NPENapaToB A1 BETePUHAPHOTO
npMmeHeHua B Poccuiickyio PeaepaLmio, HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuitckoin Pepepaumn.

13. MNpeactaBneHmMe AOKYMEHTOB U CBeAEHUN, NpPeayCMOTPEHHbIX YacTamu 1 - 3, 6 n 7 HacToALen
CTaTbM, U NOJyYeHne paspeLleHns, yKa3aHHOro B YaCTU 8 HACTOSALLEN CTaTbM, He TPEBYIOTCA B OTHOLIEHUM
JNIEKAPCTBEHHbIX MPenapaTtoB ANA BETEPUHAPHOIO MPUMEHEHUA, NpefHa3HayYeHHbIX ANA BblBO3a U3
Poccuitickoit degepauunum, NpPoBeAeHUA OOKAMHUYECKMX WCCNef0BaHUIA  IEKAapCTBEHHbIX CPEeACTs,
KNAMHUYECKUX UCCNef0BaHNM NEKAPCTBEHHbIX MPenapaToB A/ BETEPMHAPHOIo NPUMEHEHMA 1 BBO3a A
Lenen, ykasaHHbIX B NyHKTe 5 yactu 1 ctatbm 50 HacTosAwero PenepanbHOro 3aKoHa, a TakKe 06pasLoB
NIeKAPCTBEHHbIX MPENapaToB ANA BETEPUHAPHOIO MPUMEHEHMUA, NpeAHa3HAYeHHbIX ANA NpoBeAeHUs
3KCNEepTU3bl /IEKAPCTBEHHbIX CPeACTB B LEeAAX OCYWeCcTBAeHMA TOCyAapCTBEHHOM permcrpaymm
NIeKApPCTBEHHbIX MpPenapaTtoB A/1s8 BETEPUHAPHOrO MNPUMEHEHUA WM BHECEHMA W3MEHEHWI B
perncTpaumoHHoe A0Cbe Ha JIEKAaPCTBEHHbIN NpenapaT A1 BETePUHAPHOTO NPUMEHEHUA.

Cratba 53. Mpopaka, nepegaya NeKApCTBEHHbIX CPEACTB OpraHM3aLUAMM ONTOBOI TOProBaAu
JIeKapCcTBEHHbIMU CPeaCcTBaMM

1. OpraHusaummn onToBOM TOProB/IY NEKAPCTBEHHbLIMU CPEACTBAMW MOTYT OCYLLECTBAATL NPOAaKy
JIeKapCTBEHHbIX CPeACTB WM nepefaBaTb WX B YCTAaHOB/JEHHOM 3aKOHOZATENLCTBOM PoCCUMCKOW
depepaunn nopagke (3a nckaoyeHem GpapmaueBTUYECKON CybCcTaHLMM CMpTa 3TUAOBOTO (3TaHoNa) ¢
yyeTom TpeboBaHMI YacTu 3 HacToALLENM CTaTbu:

(B pen,. PegepanbHbix 3aKoHOB 0T 27.12.2019 N 481-93, o1 04.08.2023 N 428-93)

1) APYTrMM OpraHn3aumnam onTOBOW TOProB/in NeKapCTBEHHbIMU CPeOCTBaAMMU,

2) npounssoguTenAam nekKapCrBeHHbIX cpeacrts AnA Ll,ene|7| npon3soacTBa NEKAPCTBEHHbIX CPEACTB;
3) anTe4YHbIM OpraHn3aumam n BeETepPUHaAPHbIM aNTEYHbIM OPraHN3aUnNAM;

4) Hay4YHO-UccnegoBaTte/IbCKMM OpraHnsaumam anA Hay‘-IHO-VICCﬂe,EI,OBaTeﬂbCKOﬁ pa6OTbI,'

5) nHOnBmnAOyanbHbiM  npegnpuHMMmaTenam, UMMernwmmm ANUeH3NK Ha d)apMaLI,EBTVI‘-IECKy}O
AeATeNbHOCTb AN TNUEH3NIO Ha MEOULLMHCKYIO OEeATE/IbHOCTDb,

6) MeAMUMHCKMM OpraHM3auUmnam, B TOM YNC/Ie CO34aHHbIM U 3aperMcTpmMpoBaHHbIM B COOTBETCTBUM
C 3aKOHOAATe/NbCTBOM MHOCTPAHHOrO rocydapctBa - uYneHa OpraHus3auuMm  3KOHOMMYECKOro
COTPYAHMYECTBA M Pa3BUTUA  MHOCTPAHHbIM  HOPUAUYECKMM  AWLAM,  UHAMBMAYANbHbIM
npeanpuHUMaTenam, ABAAIOWMMCA Y4aCcTHUKAaMKU NPOEKTa B COOTBETCTBMMN ¢ PeaepasibHbIM 3aKOHOM OT
29 nioHa 2015 roga N 160-®3 "O mexayHapoAHOM MeAULMHCKOM Knactepe U BHECEHUM U3MEHEHUN B
OTAeNbHble 3aKoHOAaTe/IbHble aKTbl Poccninckon Pegepaumnmn”, n BeTepuHapHbIM OpraHM3aumam;
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(8 pea. PenepanbHbix 3aKkoHOB OT 26.07.2019 N 240-d3, ot 04.08.2023 N 428-P3)

7) opraHusauMam M MHAMBUAYANbHbIM MPeanpPUHUMATENAM, OCYLLECTBAAIOWMM pasBeaeHue,
BbipalllMBaHME W COAEPNKAHME IKMBOTHbIX (33 WCKAOYEHMEM NpoJarkM UM  dapmMaueBTUYECKUX
cybCTaHUMn UK MX Nepeaayn).

(n. 7 B pea. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. OpraHu3auMmM OMTOBOW TOPrOB/IM NEKAPCTBEHHbIMM CpPeacTBaMM He BMpaBe OCyLecTBAATb
npodaxy (nepefayy B YCTAaHOBAEHHOM 3aKoHOZaTenbcTBOM Poccuitickon Pepepauum nopsagke)
dapmaLeBTMYECKON CyBCTaHUMKM CNMpTA STUAOBOrO (3TaHONA).

(yacTb 2 B peq,. denepanbHOro 3akoHa ot 27.12.2019 N 481-93)

KoHcynbTaHTlAOC: NpumeyaHue.
Y. 3 c1. 53 Ha TeppuTopuax OAHP, JTHP, 3anopoxcKkon o06a1acTn, XepCoHCKOM 061acTh NpUMeEHaeTca ¢
01.09.2024 (d3 o1 04.08.2023 N 428-3).

3. OpraHu13aummn oNTOBOM TOPrOB/IN J1IEKAPCTBEHHbIMM CPEACTBAMM MOTYT OCYLLLECTBAATL NPOoAaxKy
(nepepavy B ycTaHOBNEHHOM 3aKOHOAATENLCTBOM Poccuiickon deaepalmm nopaake) NeKapCcTBEHHOro
npenapaTta A8 MeaUUMHCKOTO NPUMEHEHUNA C MeXKAYHAPOAHbIM HENAaTEHTOBAHHbIM HAaUMEHOBAHUEM
n n

ST1aHon":

1) ropnaMYECKMM MLAM, UMEIOLWMM IULEH3MIO Ha dapMaLLeBTUYECKYIO AeATeNbHOCTb B cdepe
0b6pallLeHMA NeKaPCTBEHHbIX CPEACTB ANA MEAULIMHCKOTO NPUMEHEHWUS;

2) MHAMBMAYaNbHbIM NPEANPUHUMATENAM, MMEIOWMM JIULEH3UI0 Ha (apmaLeBTUYECKYIO
AeAaTeNbHOCTb B chepe 06palleHUn NeKapcTBEHHbIX CPEeACTB AN MeAULMHCKOrO NPUMEHEHUS;

3) uHanBMAYaNbHbIM NPEANPUHUMATENAM, UMEIOLWMUM JIULLEH3UIO Ha MeAULMHCKYIO AeATE/IbHOCTb;
4) 1opUANYECKMM IMLLAM, UMEIOLLIMM JIMLLEH3UIO Ha MeAULMHCKYIO AeATEeIbHOCTb;

5) MHOCTPaAHHbIM IOPUANYECKUM NLAM U UHAMBUAYANbHBIM NPeAnpPUHMMATENAM, CO34aHHbIM U
3apermcTpupoBaHHbIM B COOTBETCTBMM C 3aKOHOOATENbCTBOM WMHOCTPAHHOFO roCyAapCTBa - 4JeHa
OpraHu13aumMm 3KOHOMUYECKOrO COTPYAHMYECTBa M Pas3BUTUA, ABAAKOWMMCA YYACTHUKAMKM MPOEKTa B
cooTBeTcTBUM Cc PepepanbHbiM 3aKoHOM OT 29 uioHa 2015 roga N 160-d3 "O mexayHapoaHOM
MeAMUMHCKOM KNacTePe M BHECEHMU U3MEHEHUN B OTAENbHble 3aKOHOAaTesibHble aKTbl Poccuiickon
depepaunn';

6) ucnbiTaTeNbHbIM NabopaTopuAM (LeHTpam), NPOBOAALLMM WCMbITaHUA B 06/1acTU KOHTpPOAA
KQuecTBa J1IeKApPCTBEHHbIX CPEeACTB, aKKPeAWTOBAHHbIM B COOTBETCTBMWM C 3aKOHOAATE/IbCTBOM
Poccuitckoit Pepepaumm 06 akKpegmMTaLMmn B HaLLMOHaIbHOM CUCTEME aKKpeanTaLumu.

(yacTtb 3 BBeaeHa PeaepanbHbiMm 3akoHOM OT 04.08.2023 N 428-03)

CraTtbsa 54. [paBKaa oNTOBOIA TOProBaAU €KAPCTBEHHbIMU CpeaCcTBaMMU

1. OntoBasa TOProBAA J/IEKAPCTBEHHbIMM CPEACTBAMM OCYLLECTBAAETCA MPOU3BOAUTENAMMU
NeKapcTBEHHbIX CPeACTB M OpraHM3auMAaMM ONTOBOW TOPrOBAM J/IeKAPCTBEHHbIMM CPeacTBaMKM MO
npaBuaam HaganexKalel AUCTPUMObLIOTOPCKOM NPAKTUKK, NPaBuiam HaanexKallen NPaKTUKM XpaHeHUa v
NepeBO3KM JIEKAPCTBEHHbIX MNpenapaToB ANA MeAWMUMHCKOTO MPUMEHEHUA, NpaBuMAaM XpaHeHus
NeKapCcTBEHHbIX CPeACTB ANA BETepPUHAPHOro NPUMEHEHWA, YTBEPKAEHHbIM COOTBETCTBYOLWMMM
YNOAHOMOYEHHbIMKU deaepanbHbIMU OpraHaMu UCNOAHUTENbHOW BNACTY.

(8 pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 28.04.2023 N 171-03)

2. OpraHusaumsa ONTOBOM TOProBAM J/IEKAPCTBEHHbIMM cpeacTBamu o0b6s3aHa cobaogaTb
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npegenbHble CPOKM OTrPY3KM 3aTpeboBaHHbIX anTeYHOM opraHu3aumeit 1eKkapcTBEHHbIX MPenaparTos Ana
MEANUMHCKOTO MPUMEHEHMA W He BMpaBe OTKAa3biBaTb anTeYHOW OpraHmsauuu, C KOTOpPOW y Hee
3aK/Il04EH COOTBETCTBYIOLUMIA [0TOBOP O MOCTaBKaxX JIEKAPCTBEHHbIX MpenapaToB ANs MeAUUMHCKOro
NPUMeHeHWn, B MOCTaBKe JIEKAPCTBEHHbIX NMPenapaTos 18 MeAULMHCKOro NPUMEHEHMA NPU HaNYUK
3aTpeboBaHHbIX 1IEKAPCTBEHHbIX NPenapaToB A58 MeANLNHCKOrO MPUMEHEHUS Y OpraHU3auumn onNToBow
TOProB/IN JIEKAPCTBEHHbIMM CcpeacTBamu. [peaenbHble CPOKM OTIPYy3KM 3aTpebOoBaHHbLIX anTeyHoM
opraHvsaumel JfIeKapCTBEHHbIX MNpPenapaToB ANA MeAMLMHCKOrO MPUMEHEHUS B 3aBMCMMOCTU OT
pacrnosioXKeHWa MecTa OTIPy3KM JIEKAPCTBEHHbIX MpenapatoB AN8 MegMUMHCKOro MpUMEHEeHUs
YCTaHaB/AMBAOTCA YNOSHOMOYEHHbIM deaepasibHbIM OPraHOM UCNONHUTENIbHOW BNACTU.

(yacTb 2 BBeaeHa PegepanbHbiM 3aKoHOM OT 26.03.2022 N 64-03)

CraTtbAa 55. MopAAO0K PO3HMUHO TOProB/AM IeKapCTBEHHbIMM NpenapaTamm

1. PO3HWYHasA TOProBAsA /IEKApPCTBEHHbIMM MpenapaTtamMmm B KOJMYECTBax, HeoBXoAMMbIX A1f
BbINOJIHEHUA BpayebHbIX (Penbaliepckmx) HasHauYeHWn MAM Ha3HaYeHU cneuunannctos B obnactu
BETEPUHAPUKM,  OCYLLECTBNAETCA  anTeYHbIMM  OPraHM3auuMAMKM,  BETEPUHAPHLIMKM  anTeYHbIMU
opraHM3auuMamMK,  UHAMBUAYASbHBIMA  MNPEeANpPUHMMATENAMKM,  MMELWMMM  IMUEH3UIO  Ha
dbapMaLeBTUUECKYIO AeATeNbHOCTb, MEAUUMHCKUMW OPraHm3aumammn, MMELWMMN JINLEH3UI0 Ha
dbapmaueBTUUECKYIO [eAaTesbHOCTb, U ux 060cobneHHbIMK nodpasaeneHuammn (ambynatopuamu,
denvawepckumn 1 GenbAepcKo-aKyLepCKUMMN  NYHKTamMK, UeHTpamu (oTaeneHusamu) obiuei
BpayebHOl (cemeliHOM) MpPaKTUKK), PACNONOXKEHHbIMMU B CENbCKUX HACeNEeHHbIX MYHKTax, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHu3auunm, U BETePUHAPHbLIMU OPraHM3aUMAaMMU, UMEIOWUMN JINLEH3NIO Ha
dbapmaueBTUYECKYIO AeATeNbHOCTb. PaspelleHa poO3HMYHAA TOProBAA TONbKO NE€KapCTBEHHbIMM
npenapartamu, 3aperMcTpupoBaHHbiMM B Poccuitickoin Pepepaumnm MM N3roTOBAEHHBIMU anTeYHbIMM
opraHusaumamm, BETEPUHAPHbLIMU anTeyHbIMU opraHusaumamm, WNHAMBUAYANbHBIMU
NPeAnpUHUMATENAMMN, UMEIOLLMMM JIMLEH3UI0 Ha (GapMaleBTUYECKYl0 AeATe/ibHOCTb. Po3HMuHas
TOProBAA JIEKAPCTBEHHbIMM MpenapataMy OCYLLECTBAAETCA MO MpaBuaam Hadjekallen anTeyHoMn
NPaKTUKK, YTBEPKAEHHBIM YNOJHOMOYEHHbIM peaepasibHbiM OpraHOM UCMOIHUTEIbHOW BNACTH.

(B pen,. PegepanbHbix 3aKoHOB 0T 25.11.2013 N 317-93, 01 22.12.2014 N 429-93)

1.1. Po3HWYHAA TOProB/sA NIEKAPCTBEHHbIMKW MpenapaTaMn AN MeguLUMHCKOro NpumeHeHus (3a
WUCKAIOYEHNEM JIEKAPCTBEHHbIX MPenapaToB, OTNYCKaeMbIX MO PeuenTy Ha NeKapCTBEHHbIN Npenapar,
HAPKOTMYECKMX NIEKAPCTBEHHbIX MPENapaToB M NCUXOTPOMHbLIX NEKAPCTBEHHbIX MPenapaToB, a TaKXKe
CNUpTOCOAEP KALLMX NIEKAPCTBEHHbIX MpenapaToB C 06beMHONM Aonei 3TUNO0BOro CnMpTa cBbile 25
NPOLUEHTOB) MOMET OCYLLeCTBAATLCA aNnTeYHbIMW OPraHU3auMsMU  OUCTAHUMOHHbIM  CMOCO60M.
PO3HMYHYIO  TOProBAD  NEKAPCTBEHHbIMM  MpenapaTamuM  Ana  MeAULMHCKOrO  NPUMEHEHUs
OUCTaHUMOHHbIM CnocoboM MOryT OCYLLECTBAATb anTeyHble OpraHusauMu, MMeLMe NULEH3UI0 Ha
dbapmaLLeBTMUECKYIO AeATeNbHOCTb W COOTBETCTBYHOWEE paspeleHne deaepanbHOro opraHa
WCNOJIHUTENbHON  BNACTW, OCYLLECTBAAKOWErOo QYHKUMM NO KOHTPOO W Hapgsopy B chepe
34paBooxpaHeHua. [MopAafoK BblgauM paspelleHMa  Ha  OCYLLEeCTB/IEHME PO3HMYHOW TOProBau
JIeKapCTBEHHbIMM NpenapaTamn ANCTAHUMOHHbBIM cnocobom, TpeboBaHMA K anTeYHbIM OpraHU3aumam,
KOTOpPbIE MOTYT OCYLLECTBAATb TAKyl TOProOB/O, U MOPALOK €e OCYLLEeCTB/NEHMA, A TAKXe npasua
[OOCTaBKM NIEKAPCTBEHHbIX MpenapaTtoB rpa)kgaHam ycTaHaBauBatoTca [lpaButenbctBom Poccuiickomn
depepaunn. NMHPopmauma 06 onnadeHHbIX (OTNYLLEHHbIX) M MOAYYEHHbIX JIEKapCTBEHHbIX Npenapartax
BHOCUTCA B CUCTEMY MOHWUTOPUHIA [BUMKEHUA JIEKAPCTBEHHbIX MPENapaTtoB AaA MeAMUMHCKOro
NPMMEHEHWsA B MOPAAKE, NPeayCMOTPEHHOM YacTbto 7 cTaTbM 67 HacToAwero deaepanbHOro 3aKoHa.
(yacTtb 1.1 BBegeHa deaepanbHbim 3akoHOM 0T 03.04.2020 N 105-3)

2. Bupgbl anTeyHbIXx oOpraHM3auMit M nNpaBuaa OTNYCKA JIEKAPCTBEHHbIX MpenapaTtos As
MEANUMHCKOTO NMPUMEHEHUA anTEYHbIMU OPraHM3aUMAMM, UHANBUAYASIbHBIMU NPegnpPUHUMaTENAMM,
MMEILLMMM TIULLEH3UIO HA papMaLLeBTUUECKYIO AeATENIbHOCTDb, a TAK}Ke NpaBuia OTMYCKa IEKaPCTBEHHbIX
npenapaToB 418 MegULMHCKOro NpUMeHeHNa MeaULMHCKUMM OPraHM3aLUaAMn, UMEOLWMMN TULLEH3NIO
Ha QapmMaLeBTUYECKYID AeATeNbHOCTb, U UX 060COb6/MEHHbIMM NoapasgeneHnamu (ambynaTopuamu,
denbawepckumm 1 GenbaliepcKko-akyLepCcKMMM  MyHKTaMK, LeHTpaMu (oTaeneHusmu) obluen
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BpayebHOM (cemelHOoW) NPaKTUKK), PACNONIOKEHHbIMU B CEMbCKMX HACeNeHHbIX MyHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTe4yHble OpraHM3auuMu, YTBEPXKAATCA YNOJHOMOYEHHbIM deaepasibHbiM OpraHOM
NCNOSIHUTENbHOM BNACTW.

(B pea. PepepanbHoOro 3akoHa oT 25.11.2013 N 317-93)

3. MNpaBuKna oTnycka HapKOTUYECKUX CPEACTB U MCUXOTPOMHbIX BELLECTB, 3aPerucTPUPOBaHHbIX B
KauyecTBe JIeKapCTBEHHbIX MPenapaToB, JEKAapCTBEHHbIX NpenapaToB, COoAep’Kallnx HapKoTUYecKkue
cpeacTea M MCUMXOTPOMHbIE BeLLecTBa, YTBEPXAatoTcA YNOoAHOMOYEHHbIM deaepanbHbIM OpraHoM
MCNONHUTENbHOM BNAacTM MO cornacoBaHuilo ¢ deaepasbHbiM OPraHOM WCMONHUTENbHOM BAACTH,
YNOJIHOMOYEHHbIM B chepe BHYTPEHHUX Aen.

(B pea. PegepanbHoro 3akoHa ot 03.07.2016 N 305-93)

4. JleKapCTBeHHble npenapatbl AAA BETEPUMHAPHOIO MPUMEHEHMA NoAAeXaT OTMYCKy
BETEPUHAPHbLIMM aNTEYHbIMU OpPraHU3aUUAMMU, BETEPUHAPHBIMU OPraHU3auUAMKU, UHAMBUAYANbHBIMMU
npeanpuHUMaTeNaAMM, UMEWNUMM  JNLEH3NIO Ha dapMaLeBTUYECKYIO AeATenbHOCTb. OTNycK
NIEKAPCTBEHHbIX MpPenapaToB AN BETEPMHAPHOTO MPMMEHEHWUA OCYLLECTBAAETCA B COOTBETCTBUM C
npaBuMaamMM Hag/eXalleh anTeyHoM MPaKTUKM NEeKapCTBEHHbIX MpenapaToB A7 BEeTepUHAPHOro
NPUMEHEHWUS, YTBEPKAEHHbBIMU YMOJIHOMOYEHHbIM defepasibHbIM OPraHOM UCMOTHUTEIbHOM B1ACTW.

(8 pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-93)

5. lMepeyeHb MEAMUMHCKUX OpPFraHM3auUUi, UMEIOWMX NULEH3MIO Ha dapmaueBTUYECKYHO
AeATeNbHOCTb, U UX 060COBNEHHbIX NoapasaeneHuin (ambynatopuii, benbalepckux U Genbaliepcko-
aKyLIepPCKUX NYHKTOB, LLIEHTPOB (0TAeneHnit) obuuelt BpauebHol (cemeitHoM) NPaKkTUKK), PaCNONOXEHHbIX
B Ce/IbCKMX HaCeNIeHHbIX NMYHKTax, B KOTOPbIX OTCYTCTBYHOT anTeYHble OpraHn3aumn, a TakKe nepeyeHb
JIeKapCTBEHHbIX NPENapaToBs, NPOoAa*Ka KOTOPbIX MOXET OCYLLECTBAATLCA YKa3aHHbIMW OPraHU3aunamMm n
MX 060CO6NEHHbIMM MOAPa3AENEeHUAMMU, YCTaHABAMBAKOTCA OpraHamu MUCNONHUTENIbHON BNACTU
cybbeKkToB Poccuitckoit Pegepaunu.

(8 pea. PenepanbHbix 3akoHOB 0T 25.11.2013 N 317-93, o1 03.04.2020 N 105-93)

6. AnTeuyHble OpraHuW3auMKn, WHAMBWUAYANbHblE MNPeaNPUHUMATENN, UMEIOLLME NIULEH3UIO Ha
bapmaueBTUYECKYIO  AeATeNbHOCTb, 06A3aHbl  obecneumBaTb YTBEP)KAEHHbIV  [1paBUTENLCTBOM
Poccuitckoin @epepaumm n Gopmmpyemblil B YCTAaHOBAEHHOM MM MOPALKE MUHUMA/bHbIMA aCCOPTUMEHT
JIeKapCTBEHHbIX NPenapaTos, HEOHXOAMMbIX A1 OKA3aHUA MeAULIMHCKON MOMOLLM.

(yacTtb 6 B pea. PenepanbHoro 3akoHa oT 25.11.2013 N 317-93)

7. AnTeuyHble OpraHW3auuu, WHAMBUAYANbHbIE NPEANPUHUMATENU, UMEKLWME JINLEH3UI0 Ha
bapmaLeBTUYECKYIO AeATEeNbHOCTb, HapALy C JIeKapCTBEHHbIMM MNpenapatamyM  WMMeEKT npaBo
npuobpetatb M NpoaasBaTb, B TOM YUC/NE [UCTAHUMOHHBIM CMOCOH6OM, MeAWMUMHCKME u3aenus,
Ae3nHoMumpylowmne cpeacTsa, NpegmeTbl U CPeACcTBa JIMMHOM TUTMEeHbl, NOCYAy ANA MeAUUMHCKUX
uenen, npegMeTbl U cpeacTsa, NpegHasHayeHHble AN yxona 33 60/bHbIMW, HOBOPOMKAEHHBIMU U
OEeTbMU, He JOCTUILIMMM BO3pacTa TPeX JIeT, O4KOBYHO OMNTMKY M CPeACTBA yXO4a 33 HEN, MUHepasbHble
BOZbl, NPOAYKTbl 1e4ebHOro, AEeTCKOro U AMETUYECKOro MUTaHMA, BUONOrMYECKM aKTUBHble 06aBKM,
napdomepHble U KOCMETUYECKME CPeaCTBA, MeAULMHCKME U CAaHUTApPHO-NPOCBETUTENIbHbIE MeYaTHble
n3gaHuA, NpeaHa3HayeHHble 410 nponaraHabl 340P0BOro 06pasa KU3HM.

(8 pea. PenepanbHbix 3akoHOB OT 27.07.2010 N 192-®3, o1 25.11.2013 N 317-93, ot 03.04.2020 N 105-
®3)

8. [eAaTenbHOCTb anTeyHbIX opraHusaumin Boopy:keHHbix Cun Poccuitickoit Pepepauunun, apyrmx
BOMCK, BOMHCKNX GOPMUPOBAHUI M OPraHoB, B KOTOPbIX 3aKOHOAATENbCTBOM Poccuiickolt depepaumm
NnpeaycMoTPEeHO MPOXOXKAEHWE BOEHHOM CAyXbbl MnnM denepanbHOM rocysapCTBEHHOM  CAyKObl,
CBSAI3aHHOM C MPaBOOXPAHUTENLHOW AEATENbHOCTbIO, pPerfameHTUpyeTca HactoAawum dPeaepanbHbiM
3aKOHOM M YTBEPKAEHHbLIMW COOTBETCTBYIOLWLMMU PefepasbHbIMM OpraHaMu UCMONHUTEIbHOM BAacTU
NoNoXKeHUAMU. KOHTpoNb 3a cobnogeHMem YKasaHHbIMW anTeYyHbIMU OPraHM3aUMAMU MOOMKEHUN
HacToawero deaepanbHOro 3aKOHa OCYLLECTBASETCA COOTBETCTBYOWMMM depepaibHbiMU OpraHamu
NCMNONHUTEIbHOW BNACTHU.
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(8 pea. PenepanbHoro 3akoHa ot 13.07.2015 N 262-93)

9. Ytpatun cuay ¢ 1 aHeapa 2021 roaa. - PegepanbHbliii 3akoH oT 03.04.2020 N 105-d3.

KoHcynbTaHTMAKOC: NpUmeyaHme.
C01.03.2026 cT. 55.1 ytpaunsaet cuny (®3 ot 20.10.2022 N 405-D3).

Cratba 55.1. MopAaAoK ocyl,ecTBIEHUA PO3HMUYHOW TOProB/IM NIeKapCTBEHHbIMM npenapaTtamm
ANA  MeAMLMHCKOTO MNPUMEHEeHUA, OTNyCKaemMmbiMU MO peLenTy Ha JIeKapCTBeHHbIA npenapar,
AUCTaHUUOHHbIM cnocobom

(sBepeHa depepanbHbiMm 3akoHOM OT 20.10.2022 N 405-93)

1. B nepuopa c 1 mapta 2023 roga ao 1 mapta 2026 roga B ropoae deaepanbHoro sHayeHna Mockse,
B Benropoackoit M MocKoBcKoit obnactax (ganee B HacToAllelh cTaTbe - CybbeKTbl Poccuiickoii
depepaunn) npeaycmaTpmuBaeTcs NPoBeAEHME SKCMEPUMEHTA MO OCYLLECTB/IEHUIO PO3HMYHOW TOPTroB/IM
JIeKapCTBEHHbIMWU npenapaTtamm ANA MeAUUUMHCKOro MNMpUMEHEHMUA, OTMYyCKaeMbIMW MO peuenTty Ha
JIeKapCTBEHHbIM Npenapar, AMCTaHLMOHHbIM cCnocobom (Aanee - aKCNepuMeHT).

2. B pamkax aKkcrnepumeHTa ero y4acTHWKW BrpasBe AUCTAHUMOHHBIM CNOCOBOM OCyLLECTBAATD
PO3HWYHYIO TOPrOB/O NEKAPCTBEHHbBIMM NpenapaTaMm 41 MeANUMHCKOrO MPUMEHEHUSA, OTMYCKaeMbIMM
Mo peuenTy Ha NEKapCTBEHHbIM npenapaTt (B Tom uncne copmmpoBaHHOMY B Gpopme 3N1EKTPOHHOTO
OOKYMeHTa B JIMYHOM KabuHeTe rparkaaHuHa B deaepanbHON rocysapcTBEHHOW WMHGOOPMaUMOHHOWN
cucteme "EAMHBIA MOPTan rocyAapCTBEHHbIX WM MyHUUMManbHbIX ycnyr (pyHKumin)" u (uamn) Ha
PervoHanbHbIX NOPTaNaX roOCYAapPCTBEHHbIX U MYHUUMNANbHBIX YCAYF) U BKAKOYEHHbIMW B NepeyeHb
NIeKapPCTBEHHbIX MpenapaToB M GapMaKoTepaneBTUYECKMX TPYNN  JIEKAPCTBEHHbIX MpenapaTos,
paspeLlleHHbIX K peannsauuMuM B pPaMKax SKCNEPUMEHTa, YTBEPXAEHHbIA  YNOJAHOMOYEHHbIM
desepanbHbIM OpPraHOM WCMOJIHUTENBHOM BAACTU (3@ MCKAOYEHMEM JIEKAPCTBEHHbIX MpPenapaTtos,
COAEpPMKALLMX HAPKOTUYECKNE CPeAcTBa, NCUXOTPOMHbIE BELECTBa M MX MPEKYPCOpPbI, IEKAPCTBEHHbIX
npenapaToB, COAEPKALLMX CUIbHOLENCTBYIOWME BelecTBa, paanodapmaLeBTUYECKMX IeKapCTBEHHbIX
npenapaToB, MMMYHOBMO0TMYECKUX IEKAPCTBEHHbIX MPENAPATOB, @ TAKMKE JIEKAPCTBEHHbIX MPENAPaTos.,
AN19 KOTOPbIX B COOTBETCTBUM C MHCTPYKLMEN MO MPUMEHEHUIO JIEKAPCTBEHHOTO NpenapaTa yCTaHOB/EH
TEMMEepPATYPHbIA PeXUM XpaHeHUs Huxke 15 rpagycos Lenbcus, cnnprocomeprKalmx NeKapCcTBEHHbIX
npenapaTos c 06 beMHOM A0el 3TUIOBOIO CNUPTA CBbIle 25 NPOLEHTOB U IEKAPCTBEHHbIX MPENAPaTOB.,
M3roTOBJEHHbIX anTe4YHbIMU opraHusaunamm). Kputepmm BKAIOYEHUA NIEKAPCTBEHHbIX NpenapaToB M
dbapmakoTepaneBTUUYECKMX PYyNN IEKAPCTBEHHbIX NPENAPATOB B YKa3aHHbIM NepeyeHb YCTaHaBIMBAlOTCA
MpasutenbctBom Poccuiickon Pepepaumn. MonoxKeHUa HacTosLLelN CTaTbM HE PACNPOCTPAHAITCA Ha
JIeKapCTBEHHbIE NPenapaThbl, OTNycKaeMble HecnaaTHO UAK CO CKUAKOW rpaxgaHam, MUMeoLLMM NpaBo Ha
obecneyeHne IEKAPCTBEHHbIMW MpenapaTtamMmM 33 CYET CPeacTB  OlAKeTHbIX  acCUrHOBaHWUIA
depepanbHoro broaxkera u 6rogxkeToB cybbekToB Poccuitickon degepaumn.

3.  YyacTHMKamM  3KCNepuMMeHTa  ABAAIOTCA  YNOJIHOMOYEHHbI  dedepanbHbii  opraH
NCMNONHUTENBHOW BAACTU, YNOAHOMOYEHHbIE OpraHbl UCMNOMIHUTENbHOM BAacTU cybbeKkToB Poccuitckoi
denepaunn, MeaULMHCKME OPraHM3aLLMM 1 anTeyHble OpraHn3aumm, COOTBETCTBYOWME TpeboBaHMAM,
YCTaHOB/IEHHbIM B COOTBETCTBMM C YACTbtO 4 HACTOALLEN CTATbM.

4. NonoxKeHne o NopsaaKke NPoBeAeHUA SKCNEePUMEHTa, B TOM Yncsie TpeboBaHUA K MeAULUHCKUM
OpPraHM3auMAM M aNTeYHbIM OPraHM3aLMAM, ABAAIOWMMCA YYaCTHUKAMM 3SKCMEPUMEHTa, MNOopsAoK
OCYLLECTBNIEHUSA PO3HUYHOW TOPrOB/IM IEKAPCTBEHHLIMM NpenapaTamm Aasa MeauLUMHCKOro NPUMEHeHUs,
OTNYCKaemMbIMM MO PeLenTy Ha NIeKapCTBEHHbIV NpenapaTt, AMCTaHLMOHHbIM Crnocobom, TpeboBaHuA K
OOCTaBKe TaKMX JIeKapCTBEHHbIX MNpenapaToB rpa)kgaHam, MpaBuaa BblAayun paspelleHus Ha
OCYLLEeCTBNEHME PO3HMYHOMN TOProB/IM NEKapPCTBEHHbIMK NpenapaTammn ANa MeAMLMHCKOro NPUMEHeHUA,
OTNyCKaemMbIMM MO PeLenTy Ha JIeKapCTBEHHbIM NpenapaTt, AUCTaHUMOHHbIM cnocobom, yTeepKaaeTca
Mpasutenscteom Poccuitickoit depepaunn. TpeboBaHMA K anTeyHbIM OpraHM3auMAM, ABAAKOLLMMCA
YUYaCTHMKaMM 3KCNepMMeHTa, He MOoryT b6biTb HUKe TpeboBaHWiA, YCTAaHOBAEHHbIX K anTeYHbIM
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OpraHM3aumam B COOTBETCTBUM C YacTbto 1.1 ctaTbm 55 HacToAwero PenepanbHOro 3aKOHa.
5. YnonHomoueHHbIM deaepanbHbl OpraH UCNOAHUTENbHOM BAACTU:

1) ocyuwecTBiAeT MeTogMYecKkoe COMPOBOMKAEHME 3KCMEPUMEHTa, BK/lOYas MeToguyeckoe
COMPOBOXKAEHME AEATENbHOCTU MEeAMLMHCKUX OPraHM3aLmnii U anTeyHbIX OpraHn3auunii, y4acTeyowWwmnx B
aKcnepumerTe, No 0GOPMAEHUIO, UCMONB30BAHUIO U XPAaHEHUIO PEeLLenTOB Ha IeKapCTBEHHbI npenapar,
B TOM Yncine chopMMUpPOBaHHbIX B POPME 3NEKTPOHHbIX OKYMEHTOB;

2) npepactasnser B [pasuTenbctBo Poccuitickolt depepaumm npeaBapuTenbHblii (B nepuog,
npoBeAeHUA 3KCNepuMeHTa, HO He nosgHee yem 3a ABa MecAULa [0 MUCTeYEeHWs CPoKa nposBeaeHUn
3KCNepumeHTa) M UTOToBbIN (MO OKOHYaHMM 3KCMepUMeEHTa, HO He No3aHee Yem Yepes ABa Mecala nocne
NCTeYeHUA CPOKa NPoBeAeHUA SKCMEepPUMEHTa) AOKNaAbl O pe3ynbTaTax NpoBeAeHMA 3KCNepuMeHTa U
npeanoXeHns o BHECEHUN U3MEHEHWUI B 3aKOHOAaTeNbCTBO 06 06pallleHUN NeKapCTBEHHbIX CPeACTB.

6. YNO/IHOMOYEHHbIM OpraH UCNOJIHUTENbHOM BIacTU cybbekTa Poccuiickon ®eaepauum:
1) BnpaBe ycTaHOBUTb 0COOEHHOCTM NPOBeAEHUSA IKCNEPUMEHTA;

2) yTBepKaaeT nopsaaoK oTbopa MeaANLMHCKUX OpraHn3aumii U anTeyHbIX OpraHn3auuii Ansa y4actus
B 9KCMEPUMEHTE, a TaK¥Ke NPOBOAUT TAaKOW OTOOP M YTBEPKAAET NepeyeHb MeANUMHCKMX OPraHM3aLni 1
nepeyeHb anTeYHbIX OPraHM3aLMii, COOTBETCTBYOLMNX TPeOOBAHMAM, YCTAaHOBAEHHBIM B COOTBETCTBUM C
YacTbto 4 HACTOALLEN CTaTbW, U ABNAIOLWMXCA YH4AaCTHUKAMM SKCNEPUMEHT];

3) ocywecTBaAAeT MOHUTOPUHI NPOBEAEHUA 3KCNepumeHTa W NpeacTaBAdeT ero pesynbTaTthl B
YNO/IHOMOYEHHbIV deaepasibHblii OpraH UCMNOJIHUTE/IbHOM BAaCTy;

4) obecneunBaeT MHOOPMALMOHHO-TEXHUYECKOE obecneyeHne NpPoOBEAEHUA IKCMEepPUMEHTa
nocpeacTBOM UCMO/b30BaHUA rOCYAapPCTBEHHOM MHPOPMALMOHHON CUCTEMbI B chepe 34paBOOXpPaHEHUA
cybbekTa Poccuiickoit Pepepaunn n (MAn) MegUUMHCKUX UHOOPMAUMOHHbBIX CUCTEM MeOMULMHCKUX
OpraHu3auuii, SBAAIOWMXCA YYaCTHMKAMM IKCMEPUMEHTa, W WX B3aMMOAENCTBMA C eauHOM
rocyaapcTBeHHOM MHPOPMALMOHHOM cncTeMol B cdepe 34paBooOXpaHeHMA.

7. MeaMuUMHCKME OpraHM3auMuM M anTeyHble OpraHWsauuyM BMpaBe OTKA3aTbCA OT y4acTusa B
3KCMEePUMEHTe, MOAaB B YMNOJIHOMOYEHHbIM OpraH MCNOAHUTENbHOM BAacTM cybbekTa Poccuiickoit
denepauun cootBeTcTByOLEE 0bpaLLeHNE B MMCbMEHHOI dpopMme.

8. AnTeuHble opraHM3aumn, ABNAIOLWIMECA YYAaCTHUKAMU 3KCNepumMeHTa, obA3aHbl Npu npoaaxe
ANCTaHUMOHHbIM  cNnocObOM  NeKapCTBEHHOro npenapata AN MeAUUMHCKOro  MPUMEHEHUS,
OTNYCKaemoro no peLenTy Ha JIeKapCTBEHHbIM npenapat, obecrneynTb npu OCYLLECTBJEHUN A0CTaBKU
NAEHTUOUKALMIO JIMYHOCTU TPparKaaHuHa, NOMYYaloWero TakoW NeKapCcTBeHHbIM npenapar, B Lenax
YCTaHOB/IEHWNA COOTBETCTBMA €ro JIMYHOCTM U IMLA, YKa3aHHOTO B PELIeNnTe Ha JIEKapCTBEHHbIN npenapat
(ero 3akoHHOro npeacrasuTensn), AM6oO nMua, YNOJHOMOYEHHOrO /IMLOM, YKasaHHbIM B peuenTe Ha
NleKapcTBEHHbIN Npenapar (ero 3aKoHHbIM NpeacTaBUTEIEM), Ha NOJIyYeHMe NEKaPCTBEHHOTO Npenapara
(nanee B HacToALLEN CTaTbe - IMLO, YKa3aHHOE B peLenTe (3aKOHHbIN NpeacTaBuTe b, yNoJHOMOYEHHOE
nnuo).

9. JlMuo, ocywecTBasOlWee AOCTaBKy JEKApCTBEHHOro npenapata Ana  MeavUMHCKOro
NPMMEHEHMA, OTNYCKAaemMoro No PeLenTy Ha JeKapCTBeHHbI npenapaTt, obA3aHo notpebosaTb Y
rparkaaHunHa, Noay4aloLLero Takol NeKapcTBEHHbIN Npenapart, NpeabABUTb AOKYMEHT, yA0CTOBEPAIOLWMIA
€ro /INYHOCTb, ANA NAEHTUOMKAUMMU IMYHOCTM 3TOFO rparK4aHWHA M YCTaHOBAEHWUA COOTBETCTBMA ero
JIMYHOCTU U 1N, YKa3aHHOrOo B peuenTe (3aKOHHOro NpeAcTaBuTeNs, yNnoJHOMOYEHHOro Anua). B cayyae
BbIAB/IEHMA HECOBNAAEHWA JIMYHOCTU rparkaaHuHa, NO/YYaloLWEro NeKapCcTBEHHbINM npenapat, U auua,
yKa3aHHOro B peuenTte (3aKOHHOrO NpeAcTaBUTENA, YNOJIHOMOYEHHOTO MLA), a TaK:Ke B C/lydae OTKasa
rparkaaHunHa, NoJyyYaroLWwero JIeKapCTBEHHbIN Npenapat, NpeabaBUTb AOKYMEHT, YAOCTOBEPSAIOWNIA ero
JIMYHOCTb, /IMUO, OCYLLECTBAAIOWEE [JOCTaBKy JIeKapCTBEHHOIO npenapata A4aa MeaULMHCKOro



NPMMEHEHMA, OTMYCKAeMOro No PeuenTy Ha JIeKapCTBEHHbIA npenapaT, 06A3aHO BepHYTb TaKoM
NleKapcTBEHHbIV NpenapaT B anTeYyHyo opraHM3aumio.

10. MoaTBepraeHMem ¢aKTa nepenaym JIeKapCTBEHHOro npenapata Anaa  MeAMUMHCKOro
NPUMeHeHMA, OTMYCKAaeMOro No peuenTy Ha NEeKAPCTBEHHbIM Npenapat, AuLy, YKasaHHOMY B peuenTe
(3aKOHHOMY npeacTaBUTENO, YNOJHOMOYEHHOMY ANLY), ABAAIOTCS KAacCOBbIM YEK W MOAMUCb NLa,
MOJIy4YMBLUErO TAKOM /IEKAPCTBEHHbIA NpenapaTt, Ha AOKYMEHTe O MOJYyY4EeHUM TAKOro JIEKAapCTBEHHOTO
npenapata no ¢opme, yTBEPKAAEMON YNONHOMOYEHHbIM denepasibHbiM OPraHOM MCMOHUTENbHOM
Bnactu. lNocne nepepayunm NeKAapCTBEHHOro MNpenapata AuLy, YKasaHHOMY B peuenTe (3aKOHHOMY
NpeAcTaBUTeNt0, YNOJHOMOYEHHOMY /IMLY), 3TOT AOKYMEHT nepefaeTtca JIMUOM, OCYLLECTBUBLLMM
[OCTaBKYy TaKOro JeKapCTBEHHOro npenapaTta, B anTeYHyH OpraHM3aumio, OCYLLECTBUBLUYIO OTMYCK
JIeKapcTBEHHOro npenapata. B ciyyae BbiABNEHMA Npu nepefade vy, yKasaHHOMY B peuente
(3aKOHHOMY npeAacTaBUTENtO, YMNOJHOMOYEHHOMY /IMUY), /NIeKApCTBEHHOrO npenapata ¢aKToB
MEX3aHWYECKOro MOBPEXAEHUSA €ro WAW ero YNaKoBKM TaKOM JIeKApCTBEHHbIM MpenapaT AULOM,
yKa3aHHbIM B peuenTe (3aKOHHbIM MpeacTaBuTenem, YNoJHOMOYEHHBIM /IMLOM), HE NMPUHMMAETCA U
BO3Bpalwaetrca 6e3 ero onnatbl WUy, OCYLLECTBMBLUEMY [OCTaBKY JIEKAPCTBEHHOrO mnpenapaTta M
obecneynBaroLLEMY €ro BO3BPAT B aNTEYHYO OpraHu3aLmio.

11. 3a HapyweHMA 3aKoHoAaTenbCTBa Poccuiickoit ®epepaumm, coeplieHHble NpU NpoBeaeHUU
SKCMNepPMMEHTA, ero y4acTHUKM HECYT OTBETCTBEHHOCTb, YCTAHOB/IEHHYIO 3aKOHOAaTeNbCTBOM Poccuiickoi
depepauun.

12. KoHTponb 3a wucnosHeHWem TpeboOBaHWI, CBA3AHHbLIX C MPOBEAEHMEM 3SKCMEPUMEHTA,
ocyuiecteasfeTca denepanbHbiM OPraHOM WCMOJIHUTENBHOM BAACTW, OCYLWECTBAAIOWUM GYHKUUM NOo
KOHTPOJIIO M Haa30py B chepe 34paBoOXpaHEHMUA, B NOPALKe, ycTaHOBAeHHOM PefepanbHbIM 3aKOHOM
oT 31 utona 2020 roga N 248-$3 "O rocyaapCcTBEHHOM KOHTpO/1E (Hag3ope) u MyHUUUNAIbHOM KOHTpO1e
B Poccuitckoli depepaumn’.

CraTbAa 56. N3roToBNEeHME U OTNYCK JIEKAaPCTBEHHbIX NPEnapaToB

KoHcynbTaHTlAtOC: NpuMeyaHme.
C 01.03.2025 B u. 1 cT. 56 BHOCATCA M3meHeHuA (O3 o1 30.12.2021 N 463-93).

1. M3rotoBneHne NeKapCTBEHHbIX MpenapaToB anTeyYHbIMW OpPraHM3auusamMU, BeTepUHapPHbIMU
anTeYHbIMM  OPraHM3auMAMM, WMEILWMMM  AUMLEH3NIO Ha (apMaLeBTUYECKYlD  AeATeNbHOCTb,
OCYLLECTBNSAETCA MO peuenTam Ha J/eKapCTBeHHble npenapaTbl, Mo TpeboBaHWAM MeaMLMHCKUX
OpraHu3auuii, BeTepPMHaPHbIX OpraHM3auMii B COOTBETCTBUM C NpaBMIaMK WM3rOTOBJAEHMSA W OTMYCKa
NeKapCTBEHHbIX  MPenapatos, YTBEPKAEHHbIMW  YNOSHOMOYEHHbIM  deaepasnbHbIM  OpraHoM
NCMNONHWUTENbHOW BAACTU.

(8 pea. PepepanbHoro 3akoHa o1 05.12.2022 N 502-93)

2. Mpwn N3roToBAEHMM NIEKAPCTBEHHbIX MPEnapaTos anTeYHbIMKU OpPraHM3auUAMU, BETEPUHAPHbLIMK
anTeYHbIMM  OPraHU3aUMAMM, WMEILWMMN  IMLEH3UIO Ha (apMaLeBTUYECKYD  AeATe/IbHOCTb,
MCMO/b3YIOTCA JIEKAPCTBEHHblE NpenapaTbl M (Man) dapmaueBTMUecKMe CcybCTaHLMKM, BKJIOYEHHble
COOTBETCTBEHHO B FOCYZaPCTBEHHbIN PEECTP IEKAPCTBEHHbIX CPEACTB AN MeAULLMHCKOTO NPUMEHeHUs,
roCcyZapCTBEHHbIN PeecTp JIeKapCTBEHHbIX CPeACTB A/17 BETEPUHAPHOrO NPUMEHEHUA, eauHbIA peecTp
3aperucTpupoBaHHbIX NEKAPCTBEHHbIX CPEACTB EBPa3niiCKOro SKOHOMWYECKOTO CO03a B YCTAHOB/IEHHOM
nopsake. He ponyckaeTcA M3rotoBneHME anTeYHbIMM OpraHW3auusiMU, BETEPUHAPHbLIMU anTeYHbIMU
OPraHM3auMAMM, MMELLMMU NNLEH3UIO HA GapMaLEeBTUYECKYIO [eATe/IbHOCTb, JIeKAPCTBEHHbIX
npenapaTtos, 3aperMcTpupoBaHHbIX B Poccuiickoli depepaumm.

(yacTb 2 B pen. depepanbHoro 3akoHa ot 05.12.2022 N 502-3)

3. MapKMpOBKa /eKapCTBEHHbIX MpenapaToB, M3roTOBJIEHHbIX aANTEeYHbIMU OpPraHM3aALUAMM,
BeTepUHaApPHbIMMX anNTe4YHbiIMKU OpPraHM3aunamum, umerwnmmmn nANUEH3NKO Ha d)aprv\au,eBTquCKyro
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OeATeNbHOCTb, U 0POPMIEHNE TaKUX NMPEnapaToB AO/KHbI COOTBETCTBOBATb NPaBuiaM, YKa3aHHbIM B
yactu 1 HacToALWel CTaTbM.
(B pea. PepepanbHoro sakoHa ot 05.12.2022 N 502-93)

4. AnTeuyHble OpraHWsauuu, BeTepPMHapHble anTeyHble OpraHM3auuMuM, UMeoLWMe JINLEH3UIO Ha
dbapmaueBTUYECKYIO AeATeNbHOCTb, HECYT OTBETCTBEHHOCTb 33 HeCcobaeHWe NPaBua U3roTOBAEHUA U
OTMYCKa NEKAaPCTBEHHbIX NPENapaToB B COOTBETCTBUM C 3aKOHOA4aTeNbCTBOM Poccuiickoit degepaumm.

(B pea. PepepanbHoro 3akoHa ot 05.12.2022 N 502-$3)

Cratba 57. 3anpeweHue npogaxu ¢anbcuPUUMPOBAHHBIX JNIEKAPCTBEHHbIX CPEeACTs,
Hep06pOoKaYeCTBEHHbIX NeKAPCTBEHHbIX CPeACcTB, KOHTPA(AKTHbLIX IEKAPCTBEHHbIX CPEACTB

Mpoaarka banbCPUUMPOBAHHBIX  NIEKAPCTBEHHbIX CpeAacTs, Hef06pOoKayeCTBEHHbIX
NleKapCTBEHHbIX CPeACTB, KOHTPAdAKTHbIX 1EKAPCTBEHHbIX CPEACTB 3anpeLLaeTcs.

Cratba 58. XpaHeHue neKapcTBeHHbIX CpeacTB

1. XpaHeHWe NeKapCTBEHHbIX CPEACTB OCYLLECTBAAETCA MNPOU3BOAUTENAMM JIEKAPCTBEHHDIX
CpeacTs, OpraHM3auMsaMM  OMNTOBOWM  TOProB/AIM  JIEKAPCTBEHHBIMW  CPEACTBAMW,  anTeYHbIMMU
OpraHnsaumnamm, BeTepnHapHbiMKN anNTe4YHbIMU OpraHnsaunamm, nHanBunAayaabHbIMU
npeanpuHUMaTeNaAMm1, MMELLMMU NNLEH3UI0 Ha papMaLEBTUYECKYIO AeATe/IbHOCTb UAN IULLEH3UIO Ha
MeJUNLUHCKYIO AeATe/IbHOCTb, MeAUUUHCKUMU OpraHunsaunamum, BeTepuHapHbIMU OpraHmnsaumnammn m
WHbIMM OpraHM3auUMaAMK, OCYLLECTBAAIOWMMN ODOpalleHne JIEKAPCTBEHHbIX CpPeacTB. XpaHeHue
NeKapCcTBeHHbIX CpeacTB ANA BETePUHAPHOro MPMMEHEeHMA OopraHusaumamMm U MHAUBUAYANIbHbIMU
npegnpuHUMATENAMM B CAYYasaAX, €CAN OHWU UCMONb3YHOTCA WCKAOYUTE/IbHO MNpPU  pa3BeaeHuUn,
BblpallMBaHWK, coaepaHnM N ne4eHMn XMUBOTHbIX, MOXKeT OCyLLeCTBNATbCA bes nonyyeHna nnueH3nun
Ha dapmaLeBTUYECKYIO AeATeNbHOCTb.

(B pen,. PepepanbHoOro 3akoHa ot 22.10.2014 N 313-93)

2. MNpasuna XpaHeHunA NEKapPCTBEHHDbIX cpeacte yTBEPXKAA0TCA COOTBETCTBYHOLWMNM
YNO/THOMOYEHHbIM d)ep,epaanbllv\ OopraHom WUCMNOJIHUTENbHOM BNACTM.

3. XpaHeHMe HapKOTMUYECKUX SIEKAPCTBEHHbIX CPEeACTB, MCUXOTPOMHbIX SIEKAPCTBEHHbIX CPeaCTs,
pagnodapmaLleBTUYECKUX  JIEKAPCTBEHHbIX  CPEACTB  OCYLIEeCTB/AeTCA B COOTBETCTBUM  C
3aKoHoaaTenbcTBOM Poccuiickoit ®epepaumn.

Cratba 58.1. MpeaMeTHO-KONINMYECTBEHHbIN y4yeT JIeKapCTBEHHbIX CPeAcTB ANA MeAULIMHCKOro
npuMeHeHusn
(eBepeHa PepepanbHbiM 3aKoHOM OT 25.12.2012 N 262-93)

1. I'Iepequb NEeKapPCTBEHHbLIX CPeACTB 414 MEANLUNHCKOIO NpUMeHeEHUA, nognexawmx npeagmeTHO-
KO/IN4eCTBEHHOMY YYETY, yTBEPKAAETCA YNO/THOMOYEHHbIM d)ep,epaanblN\ OpraHom NCNONHUTENbHOM
BNacCTu.

2. MopAAOK BKAKOYEHMA NIEKAPCTBEHHbIX CPEACTB ANA MEAMLMHCKOrO MPUMEHEHMS B MepedyeHb
NleKapCTBEHHbIX CPeACTB A4/17 MeAMLMHCKOrO NPMMEHEHMA, NOANEKALWMNX NPeaMETHO-KONMYEeCTBEHHOMY
yyeTy, yCTaHaBAMBAETCA YNO/JHOMOYEHHbIM ¢eaepasbHbiIM OpPraHOM MUCMOAHUTENbHOW BAACTM MO
cornacoBaHuio ¢ ¢eaepasbHbIM OPraHOM WCMNOMIHUTENbHOW BNAcTW, YMNOJAHOMOYEHHbIM B Ccdepe
BHYTPEHHMX Aen.

(8 pea. PepepanbHoro 3akoHa ot 03.07.2016 N 305-93)

3. |_|peAMETHO-KOHquCTBeHHbIP’I Y4YeT NeEKAPCTBEHHbIX CpeacTts Ana MeauunHCKOro npnmeHeHuA
BeayT npoun3BoauTeNIM NEKapPCTBEHHbLIX CpencTts, OpraHM3auunmn onToBOM TOPros/in NeKapCTBeHHbIMU
cpeacrsamm, antedHble opraHunsaunn, MHOnBMAyaabHble npeanpuHnmartTenn, nmerwuime nnUeH3no Ha
¢apmau,eBTw+eCKy}o AeATENbHOCTb NN NTUUEH3UIKO HA MEAUUMNHCKYIHO AeATE/NIbHOCTb, U MmegUuLMHCKne


https://login.consultant.ru/link/?req=doc&base=RZR&n=433279&dst=100013
https://login.consultant.ru/link/?req=doc&base=RZR&n=433279&dst=100014
https://login.consultant.ru/link/?req=doc&base=RZR&n=170097&dst=100033
https://login.consultant.ru/link/?req=doc&base=RZR&n=440383&dst=100134
https://login.consultant.ru/link/?req=doc&base=RZR&n=139767&dst=100009
https://login.consultant.ru/link/?req=doc&base=RZR&n=297218&dst=100009
https://login.consultant.ru/link/?req=doc&base=RZR&n=310107&dst=100208

opraHu3aumm, ocylectsnstolme obpalleHne NekapcTBeHHbIX CPeACTB ANA MeAMLMHCKOro NPUMEHEHUS,
nyTem perncrtpauum nobbix CBA3aHHbLIX C UX obpalleHMem onepauuii, NpU KOTOPbIX M3MEHAETCA WX
KO/IMYECTBO U (M/IM) COCTOAHKUE, B CMeLManbHbIX XXypHaiax yueTa onepauuii, CBA3aHHbIX ¢ obpalleHnem
JIeKapCTBEHHbIX CPEACTB A1A MeAULIMHCKOro NpUMeHeHuA (Janee - cneunanbHble }KypHanbl).

4. MpaBuna pernctpaumm onepaumii, CBA3aHHbIX C ObpalleHMemM NeKapCTBEHHbIX CPeacTB A
MEANUMHCKOTO MPUMEHEHMS, BKJIOYEHHBIX B MepeyYeHb JIeKapCTBEHHbIX CPeaCcTB A1 MeAMLMHCKOro
NPUMeHeHUA, NoA/IeXKaLLUMX NPeaMETHO-KOIMYECTBEHHOMY Y4YeTy, B CreLmasbHbIX KypHanax 1 npasuia
BEAEHUA WU XPAHEHMA CMeLManbHbIX KYPHaA/OB YTBEPKAATCA YNONHOMOYEHHbIM eaepanbHbIM
OpPraHoOM UCNONHUTENIBHOW BNACTW.

5. KoHTponb 3a cobaogeHvem npasua perucTpaumm onepaumii, cBAsaHHbIX C obpalleHnem
NIeKapCTBEHHbIX CPeAcTB A8 MeAMUMHCKOro NMPUMEHEHMUA, BKAOYEHHbIX B NepeyeHb /IeKapCTBEHHbIX
CpeacTB ANa MeAUUMHCKOrOo NPUMEHEHUA, noafexkallMx npeaMeTHO-KOANYeCTBEHHOMY Yy4yeTy, B
cneuManbHbIX KypHanax, a Take 3a cobaogeHMem npaBuan BeAeHUA U XPaHEHUA cneumanbHbIX
YYPHaNoB BO3/1araeTca Ha YyNoJHOMOYEHHble ¢peaepasibHble OpraHbl UCNONHUTENbHOW BAAaCTU U OpraHbl
WCMOJIHUTE/IbHOW BJlacTM cybbekToB Poccuitckon Pepepaumm, OCYLLECTBAAKOWME JIMLUEH3MPOBAHME
NPou3BOACTBA JIEKAPCTBEHHbIX CpeacTB, GapmaLeBTUYECKON OeATeNbHOCTM WU MegULMHCKOM
OeATeNIbHOCTU, U OCYLLECTBAAETCA B PaMKaX JIMLEH3UOHHOTO KOHTPOIA.

Fnasa 11. YHUMTOXEHUE NEKAPCTBEHHbIX CPEACTB
Cratba 59. OcHOBaHMA 1 NOPAAOK YHUUTOXKEHUA NEKAPCTBEHHbIX CPEACTB

1. HepobpoKayecTBeHHble JIEKApCTBEHHble cpeacTBa, ¢anbCUPULMPOBAHHbIE JIEKAPCTBEHHbIE
cpefcTBa NoAne)aT W3bATUI0O M3 06pallleHUs U YHUYTOMKEHUIO B NOPALKe, YCTaHOB/AEHHOM
MpaButenscteom Poccuitckonnt ®eaepaumn. OcHOBaHMEM ANA YHUUTOMKEHUA /IEKAPCTBEHHbIX CPe/acTs
ABNAETCA  pelleHne  Bnadenbla  /IeKapCTBEHHbIX  CPeACTB,  pelleHMe  COOTBETCTBYIOLLEro
YNO/IHOMOYEHHOro peaepanbHOro opraHa UCNONHUTENbHOM BAacTU AKX pelleHme cyaa.

(8 pea. PepgepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

2. KoHTpadaKTHble IeKapCcTBEHHbIE CPeACTBa NOA/ENKAT U3BATUIO U3 00PALLEHUA U YHUUTOXKEHUIO
no pelweHnto cyaa. MopagoK YHUUTOXKEHUS KOHTPadaKTHbIX SIEKAPCTBEHHbIX CPeACTB YCTaHaB/IMBaETCA
MpasuTtenbctBom Poccuiickoin ®eapepaumu.

(B pen,. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

3. Pacxogpl, CBA3@HHblE C YHUUYTOXKEHMEM KOHTPAdaKTHbIX /IEKAPCTBEHHbIX CPEACTB,
Hef06pOKaYeCTBEHHbIX NEKAPCTBEHHbIX CPeacTs, GanbCMOULMPOBAHHbBIX JIEKAPCTBEHHbIX CPEACTB,
BO3MELLLAIOTCA UX BNALENbLEM.

4. Bnagenel, NEKapPCTBEHHbLIX CpeacTB AONIXKEH NpeacTtaBuUTb B ynOﬂHOMO‘-IEHHbIﬁ d)ep,epaanb||7|
opraH WUCNOJIHUTENbHOM BNACTU AOKYMEHT UQN 3aBePEHHYID B YCTAHOBJIEHHOM NMopAAKe ero Konwuto,
noartesepXxgatouwme d)aKT YHUYTOXEHNA NeKapPCTBEHHbLIX CpeacTB.

5. CooTBeTCcTBYIOLWMIA YNOSHOMOYEHHbIN ¢eaepanbHbli  OpraH  WUCNONAHUTENbHOM  BANacCTH,
NPUHABLWIMA pelleHne 06 YHUYTOXKEHUW JIEKAPCTBEHHbIX CPeACTB, OCYLLECTBAAET KOHTPOAb 33 WX
YHUUTOXKEHNEM.

6. YHWYTOXKEHWE JIEKAPCTBEHHbIX CPEACTB MPOWM3BOAWUTCA OPraHM3aLMAMM, UMEIOWUMM
COOTBETCTBYIOLLYIO IMLEH3UIO, Ha CNeLMaNbHO 060pPYA0BaHHbIX MNAOWAAKAX, MOJANIOHAX U B CNeunanbHo
0b60pya0BaHHbIX NOMeLLEeHUsAX ¢ cobntoaeHnem TpeboBaHU B 061acTM OXpaHbl OKpYyXKatoLel cpeabl B
COOTBETCTBUM C 3aKOHOAaTeIbcTBOM Poccuiickoit deaepaumn.

7. HapKOTM‘-IeCKVIe NEeKapCTBEHHbIE CPeacTtBa, MNCUXOTPONHbleE NEKAPCTBEHHbIE CpPencTBa,
pa,u,mod)apmaueBTquCKme NNeKapcCTBeEHHbIE cpeAacTtBa YHUYTOXAKOTCA B COOTBETCTBUMN C
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3aKoHOoAaTeNnbCcTBOM Poccuiickoi Pepepaunm.

nasa 12. TOCYOAPCTBEHHOE PETYJINPOBAHUE LIEH
HA NEKAPCTBEHHbIE MPENAPATbI ANA MEAULUUHCKOIO NPUMEHEHUA

Cratba 60. locygapcTBeHHOe peryiMpoBaHMe LEH Ha JieKapcTBeHHble npenapaTtbl AN
MeAULUHCKOro NPUMEHEeHUA

1. FocynapcTBeHHOE PeryinpoBaHUe LEeH Ha NeKapCcTBeHHble npenapaTbl A8 MeAULMHCKOro
NPUMEHEHNA OCYLLLECTBNAETCA NOCPEACTBOM:
(8 pea. PegepanbHoro 3akoHa ot 26.03.2020 N 67-93)

1) ytBepaeHua MpasutenbctBom Poccuinckon Pepepaunn nepeyHs KU3HEeHHO HeobXoaNUMbIX U
Ba*KHEMLUMX NEKAPCTBEHHbIX MPENapaToB, KOTOPbIM GOPMUPYETCA U He pexe OLHOro pasa B roj,
nepecmaTpuBaeTca B YCTaHOBJIEHHOM MM MOPALAKE Ha OCHOBE KOMMJIEKCHOW OLLEHKWU JIeKAPCTBEHHbIX
npenapaToB, BK/OYaA aHaAM3 CBEAEHUN O CPaBHUTENbHOW KAMHUMYECKON 3PPeKTUBHOCTU W
6€30MacHOCTM  /JIEKAPCTBEHHOTO CPEeACTBA, OLEHKY 3SKOHOMWYECKUX MOCNEACTBUA  NPUMEHEHMA
JIEKapCTBEHHOMO CpPeacTBa M M3ydYeHWe AOMOJIHUTEbHbIX MOCNeACTBUIA NPUMEHEHNA JIeKapCTBEHHOTO
CpefcTBa;

(B pen,. PegepanbHbix 3aKOHOB 0T 22.12.2014 N 429-3, ot 13.07.2020 N 206-93)

2) yTBEPXKAEHMA MEeTOAMKM pacdeTa npeaenibHbiX OTMNYCKHbIX LUeH npousBoguTeneil Ha
JNIeKapCTBEHHbIe nNpenapaTtbl, BKAOYEHHble B NepeyeHb MM3HEHHO HEeOOXOAMMbBIX M BaXKHEMLUX
JIeKapCTBEHHbIX MPENapaTos, a TaKkXe BHeAPEHMA MeXaHM3MOB POPMMPOBAHUS cUCTEMBI pedepPeHTHbIX
LeH;

(8 pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 06.06.2019 N 134-93)

3) rocypapCTBEHHOW peructpaumm npefenbHbiX OTMNYCKHbIX LEeH npou3BoauTenell  Ha
NleKapcTBeHHble npenapatbl, BKAKOYEHHbIE B MepeYeHb KM3HEHHO HEeOBXOAUMbIX W BarKHEWLWWX
NleKapcTBEHHbIX NpenapaTos;

(8 pea. PepepanbHoro 3akoHa ot 06.06.2019 N 134-93)

4) BepeHMA roCydapCTBEHHOro peecTpa npedenbHbiX OTNYCKHbIX LEH MpousBoauTeneil Ha
NleKapcTBeHHble Mpenapatbl, BKAKOYEHHble B MepevYeHb KMU3HEHHO HeobXOAMMbIX U BarKHEWLWUX
NeKapCTBEHHbIX NPenaparos;

5) yTBEpXKAEHUA MEeTOAMKM YCTaHOBAEHWUA OpraHamu WCMNOJIHUTENbHOM BAACTU CyObEKTOB
Poccuiickoli depepauumn npenenbHbIX PAasMepoB ONTOBbIX HAAOABOK WM MpeAesibHbiX pPasmepos
PO3HUYHbIX HaAbaBOK K (aKTMUECKMM OTMYCKHbIM LUEHaM, YCTaHOB/EHHbIM NPOWM3BOAUTENAMM
NeKapcTBEHHbIX MPEenapaTtoB, Ha JIeKapCTBEHHble NpenapaTbl, BK/AIOYEHHble B MepeyeHb XKU3HEHHO
Heo6X0AMMbIX U BarKHEWLIMX IeKapPCTBEHHbIX NPenapaTos;

6) ycTaHOB/IEHMA NpeAeibHbIX Pa3MepoB ONTOBbIX HaA6aBOK U Npeae ibHbIX PAa3MepPOB PO3HUYHbIX
Hag6aBoOK K (GaKTMYECKMM OTMYCKHbIM LLEHaM, YCTaHOB/IEHHbIM MPOU3BOAUTENAMU NEKAPCTBEHHbIX
npenapaToB, Ha /IeKapcTBEHHble Mpenapathbl, BKAIOYEHHbIE B NEpeyYeHb KM3HEHHO HeobXoAuMbIX U
BaKHEMLWMX NeKapCTBEHHbIX MPenaparos;

7) yTBEPKAEHMA NOPAAKA BblAayYM NpennuMcaHuini opraHam WCMOSHUTENbHOW BNACTU CyObeKToB
Poccuitckolt Pepepaunm o NnpMBeaeHNM B COOTBETCTBME C 3aKOHOZaTeNbCTBOM Poccuiickoin Pepepaunm
peweHnit 06 ycTaHOBAEHUM MpefesbHbIX Pa3sMepoB ONTOBbIX HAaAOAaBOK M MpeaesibHblX Pa3sMepos
PO3HUYHbIX HaAbaBOK K (GAKTUYECKMM OTMYCKHbIM LEeHaMm, YCTaHOB/JIEHHbIM MPOU3BOAUTENAMM
NIeKapPCTBEHHbIX MPENapaToB, Ha JIEKAPCTBEHHblE MPENapaTbl, BK/AOYEHHbIE B MNepeyYeHb XKM3HEHHO
HEOOXOAMMbBIX W BaKHEMLIMX /IEKAPCTBEHHbIX MPENapaToB, €C/AM OHU MPUHATbI C HapyLeHUEM
3aKoHoZaTenbCcTBa Poccuitickot Peaepaumn, B nopagKke, yctaHosaeHHOM [paButenbcTtBom Poccmninckom
depepaunuy;
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8) HanpaBneHus ynonHOMo4YeHHbIM desepasibHbIM OPraHOM WCMOJIHUTENbHOW BAACTU OpraHam
WCMOJIHUTENIbHOW BRactu cybbekToB Poccuiickoit Pepepaumm npegnucaHUin o npuBeaeHMN B
COOTBETCTBME C 3aKOHoZaTenbCcTBOM  Poccuiickoit  ®Pepepaumm  MNPUHATBIX € HApyWeHUem
3aKkoHoaaTenbcTBa Poccuinckoit Pepepaunm pewerunii 06 yctaHoBAEHUN NpeaenbHbIX Pa3MepoB ONTOBbIX
HaabaBOK M MpefenbHbiX PAa3MepoB PO3HWMYHbIX HAADABOK K LLleHaM Ha NeKapCTBEHHble MpenapaTol,
BK/IIOYEHHbIE B NEPeYEHb }KU3HEHHO HEOBXOANUMBIX U BaXKHEMLLNX IEKAPCTBEHHbIX NPENapaTos;

9) ocyuiectBneHus ¢deaepanbHOrO rocyAapcTBeHHOro Hazasopa B chepe obpalieHus
NIeKapCTBEHHbIX CPeACTB M PerMoHasbHOro rocyAapCTBEHHOrO KOHTPOAA 3a NPpUMeHeHuem UeH Ha
NleKapcTBeHHble  npenapaTtbl  COOTBETCTBEHHO  YMOAHOMOYEHHbIMU  defepanbHbiIMM - OpraHammu
WCNONHUTENbHOM BNAcTM U OpraHamMu UCMOAHUTENbHOMN BnacTM cybbekToB Poccuiickoit deaepaumm
COrNacHo UX KoOMNeTeHLUUN B NOPAAKe, ycTaHOBAeHHOM lMpaBuTenbcTBom Poccuiickoli deaepaumu;

(n. 9 B pea. PegepanbHoro 3akoHa ot 25.06.2012 N 93-93)

10) npumeHeHMAa nNpeayCMOTPEHHbIX 3aKoHoZaTenbCcTBOM Poccuitickolt  degepauum  mep
OTBETCTBEHHOCTM 3a HapylleHMe nopagKka LUeHoobpa3oBaHMA Ha /IEKAPCTBEHHbIE Mpenapartsl,
BKJ/IIOYEHHbIE B NMepeyYeHb }KU3HEHHO HEOOXOANMbIX U BarKHENLLMX JIEKAPCTBEHHbIX MPEnapaTos.

(8 pea. PenepanbHoro 3akoHa ot 27.12.2019 N 475-93)

2. B ycnoBuax 4pesBblyalHON cUTyaumm u (MAK) Npu BO3HUKHOBEHWW YrPO3bl PacnpoCTpaHeHus
3aboneBaHnA, NPeACTaBAAIOLLErO ONACHOCTb AJ/1A OKPYXKAMOLWMX, @ TaKXKe B C/yyae, ecin B TeyeHue
TPMALATU KaneHAapHbIX AHeW nocae npuHATMA lMNpasuTtenbctBom Poccuitckolt depepaumnm peleHmsa o
npoBeLeHNN MOHUTOPUHIA PO3HMYHDIX LIEH Ha IeKapCTBEHHbIE NpenapaThbl, He BKAOYEHHbIE B MEpeYeHb
KM3HEHHO HEeOobXOAMMbIX W BayKHEMLIMX NIEeKAPCTBEHHbIX MPEnapaToB, Ha TEPPUTOPUAX CYyOBLEKTOB
Poccuinckoit Pepepaunn BbiiBNEH POCT PO3HUYHBIX LLEH Ha YKa3aHHble SIeKapCTBEHHbIe NpenapaTbl Ha
TPUALATL NpoueHToB M bonee, Mpasutenbctso Poccuiickoit Peaepalmm Bnpase yCTaHOBUTb NpesefibHble
OTMNYCKHble LLeHbl NPOM3BOAUTENEN HA YKAa3aHHble IeKAPCTBEHHbIE NpenapaTbl, NpeaebHble pasmepbl
ONTOBbIX HafbaBOK M NpefenbHble PasMepbl PO3HUYHbLIX HAAOABOK K GaKTUUECKMM OTNYCKHbIM LLeHaM
npoussoauTenei Ha yKasaHHble NeKapCcTBEHHbIe NpenapaThbl. [lepeyeHb NeKapCTBEHHbIX MPenapaTos, He
BK/IIOYEHHbIX B MNepeyYeHb XKU3HEHHO HEeOOXOAMMBIX W BaKHEMLMX NIEKAPCTBEHHbIX MpPenapaTtos, U
nopsaaok ero dopmupoBaHua onpeaenatotca MpasutenoctBom Poccuinckoint Pepepaumn.

(yacTb 2 BBeaeHa PeaepanbHbiM 3aKOHOM OT 26.03.2020 N 67-93)

3. B TeyeHne AeBAHOCTA KaneHAApHbIX AHEN COo AHA yTBepaeHua MpasuTtenoctBom Poccuiickoit
depepaunn nepeyHs, ykasaHHOrO B YacTU 2 HACTOALLEN CTaTbM, HE AOMYCKAOTCA peasnsauma n oTnyck
BKJ/IIOYEHHbIX B HEro JIeKapCTBEHHbIX MPenapaTos NO LeHam, NPeBbIWAWMM NpeaesibHble OTMYCKHble
LEeHbl Npou3BoOAMTENEN Ha YKa3aHHble NIeKapCTBEHHble MpenapaTbl, NpeaenbHble pasmepbl ONTOBbIX
HagbaBoOK W npeaefibHble pasmepbl PO3HUYHBLIX HaAbaBOK K (aKTUYECKMM OTMYCKHbIM LeHam
npoussBoamuTeneil Ha yKasaHHble JIeKApCTBEHHble MpenapaTbl C y4eTOM Hanora Ha [Ao0b6aBieHHyto
CTOMMOCTb.

(yacTb 3 BBeaeHa PeaepanbHbiM 3aKOHOM 0T 26.03.2020 N 67-93)

KoHcynbTaHTlAOC: NpuMeyaHme.
3apernctpupoBaHHble o 07.06.2019 npegenbHble OTMYCKHble LEHbl NoasexkaT obA3aTenbHown
nepeperncrpaumm B 2019 - 2020 rogax B cootseTcTBMM €O CT. 2 3 07 06.06.2019 N 134-P3.

Cratba 61. NocypapcTBeHHaA perucTpaumMa U nepeperucrTpauma npeaesnbHbIX OTMYCKHbIX LieH
npousBoguTeneil Ha IeKAapPCTBEHHbIE NPenapaThbl, BK/AOYEHHbIe B NepevyeHb }KU3HEHHO HeobXoAMMbIX
M BaXKHeLMX NeKapCTBEHHbIX NpenapaTos

(8 peq. PepgepanbHoro sakoHa o1 06.06.2019 N 134-d3)

1. MpeaenbHasa OTNYCKHaA LeHa NPOM3BOAMTENA Ha JIeKApPCTBEHHbIM npenapaT, BKAKOUYEHHbIA B
nepeyeHb KM3HEHHO HEOBXOAMMbIX W  BaKHEWLWMX JIEKAPCTBEHHbIX MPEenapatos, MOANEKUT
rocyAapCcTBeHHOM pernctpaumu B nopagke, ycraHosneHHom lMpaeutenbctsom Poccuiickoit deaepaumn,
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Ha OCHOBaHMM MpPeACTaBNEHHOro B YNO/JIHOMOYEHHbI deaepanbHblii opraH UCMOAHUTENbHOW BAACTM
3anB/EHUA AepKaTens UAN BlageNbla perncTpauMoHHOro yAoCTOBEPEHNA NEKAapCTBEHHOTO Npenapara
(ynonHomo4eHHOro um nvua).

2. 3apeructpmpoBaHHan npegenbHana OTMNYCKHAsA UeHa Mpou3BOAMTENA Ha JIEKAPCTBEHHbIN
npenapaTt, BK/IOYEHHbI B MepeyYeHb XU3HEHHO HeobXOAMMbIX W BarKHEWMWIUX NeKapCTBEHHbIX
npenapaToB, MOXeT bbITb NepeperncTpnupoBaHa B CTOPOHY YBEAMYEHUA OANH Pa3 B KasieHAAapPHOM roay
Ha OCHOBAHWM NPeACTaBAEHHOro B YNO/JIHOMOYEHHbIN deaepanbHblil OpraH UCMOAHUTENbHOW BACTU A0
1 okTABps Kaxkgoro roga 3asB/leHUA AepyKaTena AW Bnadenbla pPerncTpauuMoHHOro yAoCTOBEPEHUS
JIeKapCcTBEHHOro npenapaTta (YynosHOMOYEHHOrO UM MLa).

3. 3apeI'VICTpVIpOBaHHaFI npeagenbHaa OTNyCKHAaA UeHa NpouM3BoauUTENA Ha I'IEKapCTBEHHbIVI
npenapar, BK/IIOYEHHbIN B nepedyeHb XW3HEHHO H906X0,CI,MMbIX N BaXKHEWLMUX NEKapPCTBEHHbIX
npenapatoB, MOXET 6bITb nepepernctpnpoBaHa B CTOPOHY CHUXXEHNA Ha OCHOBaHUU NpeacTaB/1EHHOIO B
yI'IO/'IHOMOHEHHbIVI cbep,epaanblﬁ opraH WMCMNOJIHUTEIbHOM BNAaCTU 3aABAEHMA AepXaTtena nan snagenbua
PETMCTPaLMOHHOIO yAOCTOBEPEHUNA NIEKAPCTBEHHOIO NpenapaTta (YI'IOJ'IHOMOHEHHOI'O nm nmu,a).

4. [OepKatenb WMAM Bnagenel, PerncTpalMoHHOIO yA0CTOBEPEHMA JIeKapCTBEHHOro npenapara
(ynonHomoyeHHoe MM uUO) 06f3aH NpPeacTaBUTb B YNOJHOMOYEHHbIM deaepanbHblit  opraH
NCMNOJIHUTENbHOM B/IaCcTU 3asB/IEHNE O NepeperncTpaLlmm 3aperncTpupoBaHHoOM npeae/ibHOM OTNYCKHOM
LEeHbl MPOM3BOAUTENSA HA JIEKAPCTBEHHbIM NpenapaT, BKAOYEHHbIN B NepedyeHb XKU3HEHHO HeobX0AUMBbIX
N Ba)KHEMLUNX IEKAapPCTBEHHbIX NPENapPaToB, B CTOPOHY CHUMKEHMA B CAeAyIoWmMX Cayyanx:

1) cHUMKeHMe LeHbl B UHOCTPaHHOM BantoTe Ha IeKapCTBEHHbIM NpenaparT B CTpaHe npov3sBoauTens
M (MAKn) B CTpaHax, B KOTOPbIX JIeKapCTBEHHbIA NpenapaT 3apernctpuposaH U (Mau) B KoTopble
NocTaBAseTCA NPOU3BOAUTENEM;

2) CHUMXeHMEe UeH Ha pedepeHTHble fleKapcTBEHHbIe MpenapaTbl B COOTBETCTBUM C MyHKTOM 1
HacToAwen 4YactTm (ANA COOTBETCTBYIOWMX BOCMPOM3BEAEHHbIX, 6MoaHanorosbix (6MonoAoc6HbIX)
JIeKapCTBEHHbIX NPenapaTos);

3) npesbilleHWe NpeaenbHOM OTNYCKHOM LieHbl Ha NepBblii BOCNPOM3BEeAEHHbIA, B1oaHaNoroBbIn
(6Monoao6HbIN) NekapcTBEHHbIM NpenapaT MHOCTPAHHOIrO NPOW3BOACTBA HAa4 NpeAesibHON OTMYCKHOM
LEHOW MpoOM3BOAWUTENA Ha BTOPOM  BOCMPOU3BEAEHHbIN, 6GuoaHanorosbit (6MONOA06HbLIN)
NIeKapCTBEHHbIM  NpenapaT, paccyMTaHHOW B  COOTBETCTBMM C  METOAMKOM, YTBEpPKAEHHOM
MpasuTtenbctBom Poccuinckoin ®epepaumu;

4) npeBbllWeHNe NpeaenbHON OTNYCKHOM LieHbl Ha NepBbli BOCNPOM3BeAEeHHbIA, 6M0aHaN0roBbIN
(6MoNoA06HbLIN) NeKapCTBEHHbIM NpenapaT MPOM3BOAUTENS FOCYAapcTBa - 4ieHa EBpasuiickoro
3KOHOMMYECKOro COl3a Hafg npeaenbHoOW OTNYCKHOW  LEeHOW Npou3BoAuTens Ha  BTOpOW
BOCMPOU3BEAEHHbIN, 6GuoaHanorosblii (6MONOAO6GHLIN) NEeKapCTBEHHbIA MpenapaT MNpPOM3BOAUTENSA
rocyAapcrsa - yneHa EBpasnincKoro skoHOMMUYECKOro CO3a, PaCCUNTaHHOM B COOTBETCTBUM C METOANKON,
yTBepKaeHHoM Mpasutenbctsom Poccuitickoli degepaumm.

5. MMopsgoKk nepeperncTpaumMv  3aperucTpupoBaHHbIX  MpPedenbHbIX  OTMYCKHbIX  LeH
Npo13BOAUTENIEN Ha SIeKAPCTBEHHbIE NPENapaThl, BK/IOYEHHbIE B NEPEYEHb KU3HEHHO HEOBXOAUMBIX U
BaKHEMLUMX JIeKAPCTBEHHbIX MPENapaTos, B C/Iy4asnx, NPeLyCMOTPEHHbIX YacTaMuM 2 - 4 HacToALLEeN CTaTbMy,
ycTaHaBAuBaeTca MpasuTtensctBom Poccuiickoit Peaepavmm.

6. DKOHOMWYECKMI aHAN3 NpeaeNbHON OTMYCKHOM LEeHbl NMPOV3BOAUTENSA Ha JIEKAPCTBEHHbIN
npenapaTt, BK/IOYEHHbIA B MepeYeHb KM3HEHHO Heob6XOAMMbIX W BarKHEWLWMX JfIeKapCTBEHHbIX
npenapaTtoB, NpW ee TrOCY4apCTBEHHOW perncTpaumMmM WAM nNepeperncTpaumm ocylLecTBaAseTcs
denepanbHbiM  OpraHOM WMCMNOAHWUTENbHOW BAACTM, OCYLWLECTBAAWMM (GYHKUMM N0 NPUHATUIO
HOPMaTMBHbIX NPaBOBbIX aAKTOB W KOHTPOA 3a cobaogeHMem 3aKkoHoAaTenbCcTBa B coepe
rocyaapcTBEHHOro peryanpoBaHua LeH (Tapudos) Ha ToBapbl (ycnyru).
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7. PacyeT npeaenbHbIX OTMYCKHbIX LLEH, YKa3aHHbIX B 4YacTAX 1 M 2 HacToAwen cTaTbM, NpU MX
roCyZapCTBEHHOM PErnCTPaLLMN UAKM NepeperncTpaLmm OcyLeCcTBAAETCA B COOTBETCTBUM C METOANKOMN,
yTBEPKAEHHON MpaBuTenscTtBom Poccuiickon Pegepaumnm n y4nuTbiBatoLWEN B TOM YUCAE:

1) cobniogeHne banaHca MHTepecoB NoTpebuTenein NekapcTBEHHbIX NPenapaToB, BKAKYEHHbIX B
nepeyeHb KU3HEHHO HEOBXOAMMbBIX U Ba*KHEMLLMX NEeKapCTBEHHbIX MpenapaToB, M NpousBoauTenei
JIeKapCTBEHHbIX MpPEenapaToB, BK/AIOYEHHbIX B MepeyeHb KU3HEHHO HEeobXOO4UMbIX W BaXKHEMLWMX
JIeKapCTBEHHbIX MpenapaTos;

2) paKTMUYeCKyto OTNYCKHYIO LieHy Ha NeKapCTBEHHbIe npenapatbl B Poccuitickoii ®eaepaumn, LeHy
BBO3a JIEKAPCTBEHHbIX npenapaToB B Poccuiickyto Penepaumio, a TaKKe LEHbl HAa aHaNOrMYHble
NleKapcTBeHHble NpenapaTsl, HaxoaAawmeca B obpaleHmm B Poccuiickoin Peaepaunm;

3) 3aTpaTbl MPOU3BOAMTENA NEKAPCTBEHHOro npenapata Ha MPOW3BOACTBO M peannsauumio
NeKapCTBEHHOTO rnpenapara;

4) ueHy Ha NeKkapCTBEHHbIN NpenaparT, ero LeHy B CTpaHe NPOU3BOAUTENA U B CTPaHaX, B KOTOPbIX
NeKapCTBEHHbIN Npenapar 3aperncTpmpoBaH n (Mamn) B KOTOpble NMOCTaBAAETCA MPOU3BOAUTENEM.

8. He gonyckaloTca peanunsauma 1 OTNYCK JIeKaPCTBEHHbIX NPenapaTtos, BK/AOYEHHbIX B NepeyeHb
YU3HEHHO HeoBbXoAUMbBIX U BaXKHEMLMX NeKapCTBEHHbIX MpenapaTtos, Ha KOTopble NMPouU3BOAUTENAMU
NIeKapCTBEHHbIX NpenapaTtoB He 3apeructpuposBaHa npedenbHas OTNYCKHaA LUeHa, peanusauma
NPoun3BOAUTENAMW NEKAaPCTBEHHbIX NPenapaTos No LeHam, NPeBblllaloWwuM 3aperncTpupoBaHHble Uan
nepepervcTpmMpoBaHHble npeaesbHble OTMYCKHbIE LieHbl Ha IeKapCcTBEHHbIE NpenapaTbl C y4eTOM Hanora
Ha 006aBNeHHY0 CTOMMOCTb.

9. Ocob6eHHOCTM rocy4apCTBEHHOIO PEryINPoBaHUA NpeaesibHbIX OTMYCKHbIX LEeH Npou3BoauTeNne
Ha NleKapCcTBEHHble MpenapaTbl, BKAKOYEHHblIE B MNepeyYeHb KU3HEHHO HEOBXOO4MMbIX U BaXKHEMLIMX
JIeKapCTBEHHbIX MpPenapaToB, B 3aBUCMMOCTM OT 3KOHOMMYECKUX M (MAKM) coumanbHbIX KpuTepues
(M3meHeHMe ycnoBuit, nopsgKka M CTOMMOCTM MNPOWM3BOACTBA  /IEKAPCTBEHHbLIX  MPENapaTtos,
MCNosib30BaHME HOBbIX GOPM, MEeToAOB W cnocoboB rocysapCTBEHHOFO pPeryanMpoBaHMA LeH Ha
JIeKapCTBEHHbIe NpenapaTtbl, B TOM YMC/Ne HA OCHOBE MexaHM3Ma pedepeHTHOro LeHoobpasoBaHus,
N3MeHEHMIN NOPSAAKA OKA3aHMA MeANLMHCKON NOMOLLN, MU3MEHEHME KypPCa MHOCTPAHHOM Ba/ItOTbl U UHbIE
n3meHeHun) yctaHasausatoTca MpaBuTenbcTtBom Poccuiickoit Gegepaumm.
(B pen. PegepanbHoro 3akoHa ot 08.03.2022 N 46-03)

Cratba 62. locypapcTBEHHbIA peecTp npedenbHbIX OTNYCKHbIX LWEeH npoussBoguTeneit Ha
JIeKapCcTBeHHble NpenapaTtbl, BK/IOYEHHble B NepeyvyeHb KU3HEHHO Heo6X0AMMBIX M BaKHeuwux
JIeKapCTBEHHbIX Npenaparos

1. 3apernctpupoBaHHble WAXM NEpPeperncTpMpoBaHHble nNpedesibHble  OTMYCKHble  LEHbI
npousBoguTeNei Ha eKapcTBEHHbIE NPenapaThl, BKAOYEHHbIE B NEpeYeHb KU3HEHHO HE0HX0AMMbIX U
Ba)KHEMLIMX /fIeKAapPCTBEHHbIX MNPenapaTtoB, MNOANENKAT BK/AIOYEHWIO B rOCYAApPCTBEHHbIA peecTp
npeaenbHbIX OTMYCKHbIX LLeH NPON3BOAUTENEN Ha NEeKapCTBEHHbIE NpenapaTbl, BKAOUYEHHbIe B nepeyeHb
U3HEHHO HEOBXOAMMbIX U BarKHEWLLIMX IeKapCTBEHHbIX MPenapaTos.

(8 pea. PepepanbHoro 3akoHa ot 06.06.2019 N 134-d3)

2. FocynapcTBEHHbIN peecTp NpefesibHbIX OTMYCKHbIX LeH NPOW3BOAMTE/IEN HA JIEKAPCTBEHHbIE
npenapaTtbl, BK/IOYEHHblE B MNEpPeYeHb KM3HEHHO HEOOXOAMMbIX M BAXKHEWLIMX JIeKAaPCTBEHHbIX
npenapaTos, COAePXUT B cebe cneaytowyto nHdopmaumto:

1) HanmeHOBaHWMe Aepxatenda nan sBnagesiobua permctpayMoHHOro yaoctoeepeHmna N1eKapCTtBeHHOro
npenapata, HaMmeHoBaHWE MPOU3BOAUTENA JIEKAPCTBEHHOIO npenaparta, cBeaeHUA O pPerncTtpaunmu
AepXxatena nan snagenbua perMcTtpauMoHHOro ygocroeepeHmAa 1eKapCcrtBeHHOoro npenaparta, ceeaeHna o
perncTtpaunn npomnssoanTena NeKapCrteeHHoro npenapata ana meamumnHCKoro npumeHeHmna B Kavyecrtee
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HajsioronaaTeNbLiMKa B CTPaHe perncrpaumm (41 poccMincKmx IpUaNYecKmX AnL, - MAEHTUGUKALMOHHDI
Homep Hanoronnatenblumka (MHH), Ana MHOCTPAHHBIX OPUANYECKUX ANL, - CTPAHA pPerncTpaumu,
HavMeHOBaHMe PErMCTPUPYIOLLErO OpraHa, PermcTpaLMoHHbIN HOMep, Kog, HanoronaateblWwmKa B CTpaHe
perucTpaunmn (MHKopnopauMm) UM ero aHasor), Mecto HaxoXAeHWs MPOU3BOACTBEHHbIX MJOLLAAOK,
y4yacTBYIOLLMX B MPOLLECCE NPOM3BOACTBA JIEKAPCTBEHHOIO MpenapaTta, ¢ YKasaHMem CTaAuu npouecca
Nnpou3BoOACTBa;

(n. 1 B pea. epepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HauMmeHOBaHWE JIeKapCTBEHHOro mnpenapaTta (mexayHapoAHoe HenaTeHTOBaHHOE, WU
rpynnMpoBOYHOE, NN XMMUYECKOEe N TOProBoe HauMeHOoBaHuA);
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) Homep perncTPaLMoHHOro YA0CTOBEPEHMS IEKAPCTBEHHOIo Npenapara;

4) nekapcTBeHHas Gopma C yKasaHMeMm J03UMPOBKU IeKapCTBEHHOrO NpenapaTta W ero KomMyecTsa
BO BTOPUYHOW (NOTPebUTENbCKOM) YNaKOBKe, a TaKKe KOMMIEKTHOCTb;
(8 pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

5) 3aperucTpupoBaHHas npeaenbHas OTNyCcKHas LeHa Ha IeKapCTBEHHbIN NpenapaT B pybnsx;
(8 pea. PenepanbHoOro 3akoHa ot 27.12.2019 N 475-93)

6) naTa U HOMep MpMKasa ynoJHOMOYEHHOrO defepasbHOro OpraHa MCMNOJIHUTEIbHOW BACTU O
rocyapCTBEHHOMN perncTpaumm nam nepeperucTpaumm npeaenbHol oTnyCcKHOM LeHbl Ha IEKapPCTBEHHDbIN
npenapaTt, BKAOYEHHbIW B MNepeyeHb KU3HEHHO HEOOXOAMMBIX W  BAXKHEMLWMX JIeKapPCTBEHHbIX
npenaparos;

(8 pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 06.06.2019 N 134-93)

6.1) gaTa BCTynaeHUA B CUAY NPUKa3a yNoJHOMOYEHHOTo peaepasibHOro opraHa UCNOHUTENbHOM
BNACTM O rOCYJAPCTBEHHOW perucTpaumMm Wau nepeperncrpauum npeaenbHol OTMYCKHOW  LeHbl
NPOM3BOAMUTENA HA /IEKAPCTBEHHbIA Mpenapar, BK/OYEHHbIN B nepeyeHb KM3HEHHO HeobXoAUMbIX U
BaXKHEMLWMX NEeKaPCTBEHHbIX NPenapaTos;

(n. 6.1 BBegeH ®eanepanbHbiM 3akoHOM OT 06.06.2019 N 134-d3)

7) WTPUXOBOM KOA, HAHECEHHbIV Ha BTOPUYHYIO (MOTPebUTENIbCKYIO) YNAKOBKY JIEKAPCTBEHHOIO
npenapara;
(n. 7 BBegeH ®enepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

8) Kop, NeKapCTBEHHOro npenapata No aHaTOMO-TepaneBTUYECKO-XMMUYECKOM KnaccuduKaumm,
peKkoMeHa0BaHHOM BcemMnpHOM opraHMsaumeii 34paBooXpaHeHuns.
(n. 8 BBeaeH depepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

3. TocymapcTBeHHas perucTpaums WAM nepepernucTpauma npeaenbHbIX OTNYCKHbIX LIEeH Ha
JIeKapCTBEHHbIE MNpenapaTtbl, BK/AOYEHHble B NepeyeHb XHKM3HEHHO HeobXOAMMbBIX M BarKHEMLUnX
JIeKapCTBEHHbIX MpPenapaToB, BeAeHMEe T[OoCyAapCTBEHHOro peecTpa MpeaesbHblX OTNYCKHbIX LeH
npoussoauTenein Ha eKapcTBEeHHbIe NpenapaThbl, BKAOYEHHbIE B MEPeYeHb *KU3HEHHO HEOOXOAMMbIX U
BaYKHEMLLMX IEKAPCTBEHHbIX NPENapaToB, OCYLLECTBAOTCA B NOPAAKE, yCTAaHOBAEHHOM 1paBUTENbCTBOM
Poccuitckoin epepaumn.

(B pen. PegepanbHoro 3akoHa ot 06.06.2019 N 134-d3)

Cratba 63. YcTaHOBNAEHME OpraHamu WCNOJIHUTENbHOW BAacTM cyb6beKToB Poccuiickoi
depgepaumm npepenbHbIX pPasmepoB ONTOBbIX HagbaBOK M NpeAesibHbIX PasmepoB PO3HUUHDbIX
Haa6aBoOK K (GaKTUUECKMM OTNYCKHbIM LEeHaM, YCTaHOB/IEHHbIM NPOU3BOAUTENAMMU NIEKAPCTBEHHDIX
npenaparoB, Ha JIeKapCTBEHHbIE NMpenapaTtbl, BK/AOYEHHbIe B NepeyeHb }KM3HEHHO HeobXoaUMbIX U
BaKHEMLUMX IeKapCTBEHHbIX NpPenapaTos
(8 pea. PenepanbHoro 3akoHa ot 27.12.2019 N 475-93)
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1. OpraHbl WCNoONHUTENbHOM BAAacTM cybbekToB Poccuitckon @Pegepauum ycTaHaBAMBAOT
npegenbHble pasmMepbl ONTOBbIX HaabaBOK W npepesbHble pasmepbl PO3HMYHLIX HagbaBOK K
daKTMYECKMM OTMYCKHbIM LieHam (6e3 yyeTa Hasora Ha AobaBneHHYl CTOMMOCTb), YCTaHOBAEHHbIM
NpPoOM3BOAUTENAMM JIEKAPCTBEHHbIX MNPENnapaTtoB, Ha JeKapCTBEHHble MpenapaTtbl, BK/AOYEHHblEe B
nepeyeHb XM3HEHHO HEeOOXOAMMbIX W BarKHEMLLMX MIeKAPCTBEHHbIX MpPenapatoB, B COOTBETCTBUM C
YTBEPXKAEHHOMW B Mopsake, ycTaHoBAeHHom [lpaBuTenbctBom Poccuitckon Pepepaunmn, meToamkom
YCTAaHOBNEHMA OpraHamm MCMNOAHUTENbHON Bnactu cybbekToB Poccuitickoi Peaepaunmn npeaesbHbix
pasmepoB ONTOBbIX HaLbaBOK W MNpeaefbHbIX PAa3MEPOB PO3HWUYHbIX HAAbaBOK K (aKTUYECKMM
OTMNYCKHbIM LleHaM, YCTaHOB/I€HHbIM NPOU3BOANTENAMM IEKAPCTBEHHbIX NPEenapaToBs, Ha JIEKAPCTBEHHbIE
npenapatbl, BK/IOYEHHbIE B MNEpPeyYeHb MU3HEHHO HEOBXOAUMBIX WM BaKHEWMLIMX JIeKAPCTBEHHbIX
npenapaTtoB. MNpPoeKTbl peleHnin OpraHoB UCMOJIHUTENIbHOM BacTK cybbekToB Poccuiickon Pegepaunm
06 ycTaHOBNEHUU U (UNU) U3MEHEHUM NpeaesibHbIX Pa3sMepoB ONTOBbIX HAaAGaBOK M NpeaesbHbIX
pa3mepoB PO3HUYHbIX HaAb6aBOK K PaKTUUECKMM OTMYCKHbIM LLeHaM, YCTaHOB/IEHHbIM NPOU3BOANTENSAMMU
JIEKapCTBEHHbIX MPEnapaToB, Ha JIeKAPCTBEHHbIE NPenapaTtbl, BKAOYEHHble B MEpPeYEeHb KU3HEHHO
HEOOXOAMMbBIX U BaKHEMLWWUX  NeKapCTBEHHbIX MpenapaToB, MoANeMaT  COrnacoBaHUIO C
YNONHOMOYEHHbIM deaepanbHbIM OPraHOM MCMOJIHUTENbHOM BACTM, OCYWECTBAAWMM GYHKLMM NO
NPUHATUIO HOPMATUBHbIX NPABOBbIX aKTOB M KOHTPO/IIO 33 COB0AEHMEM 3aKOHOAATeNbCTBaA B chepe
rocygapcTBEHHOrO peryanpoBaHusa UeH (Tapudos) Ha ToBapbl (ycnyrun), B nopagKe, yCTaHOBAEHHOM
Mpasutenbctsom Poccuiickon ®epepauymn.

(B pen,. PegepanbHbix 3aKkoHOB 0T 13.07.2015 N 241-$3, o1 27.12.2019 N 475-93)

2. OpraHusauuM ONTOBOM TOPrOBAM JIEKAPCTBEHHbIMM CPEACTBAMMW, anTeyHble OpraHusauum,
WMHAMBUAOYANIbHbIE NPeanpPUHUMATENIN, UMEKLWME JNLEH3UI0 Ha (apMaLLEeBTUYECKYIO AeATebHOCTb,
MeAULMHCKME OpraHusauMuM, MMelolme NuLeH3uio Ha GapMaleBTUUYECKYD AeATeNbHOCTb, U UX
obocobneHHble noapasaeneHus (ambynatopumn, benbaliepckue n GpenballiepcKo-aKylepcKmMe NyHKTbI,
UueHTpbl (oTgeneHus) obuwel BpayebHON (cemelHOW) NPaKTUKK), PaCMoOIOXKEHHbIE B CEbCKUX
Hace/IeHHbIX MYHKTax, B KOTOPbIX OTCYTCTBYIOT anTe4yHble OpraHuM3auuu, OCyLEecTBASIOT peanusaumio
NIeKapCTBEHHbIX MpenapaToB, BKAIOYEHHbIX B MepeyeHb MU3HEHHO HeobXOAMMbIX W BaKHEMNLIUX
NIeKapCTBEHHbIX MpenapaTtos, MO LEeHam, KoTopble GOPMUPYIOTCA B COOTBETCTBMM C MNOPAAKOM,
yCTaHOB/MIeHHbIM MpaBuTenbcTBom Poccuiickoit deaepalmum, n ypoBeHb KOTOpbiX (6e3 yyeTa Hasnora Ha
006aB/IeHHYH0 CTOMMOCTb) HE A0J1KeH NPEeBbILLAaTb CYyMMY GaKTUUYECKOM OTNYCKHOM LieHbl, yCTaHOBEHHOM
npousBoauTeNeM JIeKapCTBEHHOro npenapata, He MpeBblllaloweid 3aperucTpMpoBaHHON UK
nepeperucTpMpoBaHHON npeaenbHOW OTMAYCKHOM LeHbl npou3soauTena (Ha pAaTy peannsauuu
NleKapCTBEHHOro npenapata npou3BoAuTeNemM), U pasmepa ONTOBOM HaabaBkm WU (M) pasmepa
PO3HWYHOWN HaabaBKKM, He NPeBbILLAOLLMX COOTBETCTBEHHO pa3mepa npeaesbHoM oNToBOW HaabaBKK U
(nnun) pasmepa npeaenbHOM PO3HUYHON HaabaBKK, YCTaHOBNEHHbIX B CybbeKTe Poccuiickoit deaepauuu.
(yacTtb 2 B pea. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)

3. OpraHbl UCNONHUTENbHOM BAacT cybbekToB Poccuiickoih Pepepaunn pasmeLtatoT B CeTH
"MHTepHeT" MHOPMaALMIO O 3apErnCTPUPOBAHHbBIX NPeaesbHbIX OTNYCKHbIX LLeHax Npou3sBoauTeseit Ha
NleKapCTBEHHblE MpenapaTbl, BKAKOYEHHble B MepeyeHb MM3HEHHO HeoOXOAUMBIX W  BaArKHEMLIMX
NIeKapCTBEHHbIX MpenapaToB, 06 ycTaHOBAEHHbIX B cybbekTe Poccuiickoit ®Pepepaumm npenenbHbIX
pa3mepax ONToBbIX HaA6aBOK M (MM) NpeAenbHbIX pasMepax PO3HUYHbBIX HaAHaBOK K YCTaHOBNEHHbIM
NPOW3BOAUTENAMM NEKAPCTBEHHbIX NPEenapaToB GaKTUYECKMM OTMYCKHbIM LLeHAaM Ha JIeKapCTBEHHbIe
npenapatbl, BK/IOYEHHblEe B MepeyYyeHb YKU3HEHHO HEOOXOAMMbBIX W BAXKHEWWMX JIeKAaPCTBEHHbIX
NpPenapaToB, a TaKXKe 0 CyMMe 3aperMcTpMpoBaHHbIX NpesesibHbIX OTMYCKHbIX LeH Npoun3BoguTesell Ha
JIeKapCTBEHHbIE MpenapaTbl, BK/OYEHHble B MNEpPeYeHb MU3HEHHO HEOBXOAMMbBIX W BaAXKHEMLIUX
JIeKapPCTBEHHbIX NPEnapaToB, YCTaHOBNEHHbIX B cybbekTe Poccuiickoit dPegepauymn npepenbHbIX
pa3mepoB ONTOBbIX HAAOABOK M Npeae ibHbIX Pa3MepoB PO3HUYHbIX HAaA0aBOK M Hal0ra Ha f06aBAEHHYIO
cToMmocTb. MHbopMauus, npeaycMOTpeHHas HacTOSALLLEM YacTblo, A0/1XKHA HAXOAMUTHLCS TaKKe B anTeYHbIX
OpraHM3aumax B AOCTYMHOM ANA BCEX 3aMHTEpPecoBaHHbIX nuy, dopme M OBHOBAATLCA MO Mepe ee
pasmelleHMa opraHamm UCNONHUTEIbHOM BnacTu cybbekToB Poccuiickoit ®epepaumm B cetn "UHTepHeT".
(yacTb 3 B peq. depepanbHOro 3akoHa ot 27.12.2019 N 475-93)
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4. Ytpatnn cuny ¢ 1 mapta 2020 roga. - PegepanbHbiii 3aKoH o1 27.12.2019 N 475-03.

Fnasa 13. MOHUTOPUHT 3PPEKTUBHOCTU U BE3SONACHOCTU
NEKAPCTBEHHbIX NMPENAPATOB, HAXOAALLUUXCA B OBPALLEHUU
B POCCUIACKON GEAEPALIUN
(8 pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

Cratba 64. DapmaKoHag3op
(B peq. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. NlekapcTBeHHble Npenapatsbl, HaxoAAwumecs B obpalLeHnn B Poccuiickolt degepaumm, nognexar
MOHUTOPUHTY 3PPEKTUBHOCTM UM 6€30MacHOCTM B LENAX BbIABAEHUA BO3MOXKHbLIX HEraTUBHBbIX
nocneacTBuUii UX NPUMEHEHUA, UHAMBUAYANbHON HENepeHOCUMOCTH, NpeaynperKaeHna MeaULUHCKUX
paboTHWMKOB, ChneunannucToB B 061acT BETEPUHAPUM, NALMEHTOB WAM BNALENbLEB MMBOTHbIX U WX
3aLLMTbI OT NPUMEHEHNA TaKNX IEKAPCTBEHHbIX NPENapaTos..

(8 pea. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-93)

2. ®dapmaKkoHaA30p OCYyLWECTBAAETCA COOTBETCTBYIOWMM YMNOJHOMOYEHHbIM deaepanbHbIM
OPraHOM MCMOJIHUTE/IbHOW BNACTU B YCTAHOB/IEHHOM MM MNOPAAKE MyTem aHaau3a npenocTaBasemolin
cybbeKkTamm 06pallLeHNs IEKaPCTBEHHbIX CPeaCcTB MHPOPMALIMKN O MOBOYHbIX AENCTBUAX, HEMXKEaTe /IbHbIX
peaKkumaxX, Cepbe3HbIX HexenaTeNbHbIX Peakuuax, HenpeaBUAEHHbIX HeKenaTe/bHbIX peakuuax npu
NPUMEHEHUN NIEKAPCTBEHHbIX MpenapaTos, 06 WHAMBUAYaNbHOW HENepeHOCMMOCTM, OTCYTCTBUU
3pPEeKTUBHOCTU NEKapCTBEHHbIX MpPenapaTtoB, a TakXe o060 WHbix aKTax u 0b6cToATEeNbCTBAX,
NPeACTaBAAOWMNX YrPo3y XU3HM WAW 340POBbIO YesoBeKa /MO0 KMBOTHOTO MNPU MPUMEHEHUU
JIeKapCTBEHHbIX NPEnapaToB M BbiABAEHHbIX HA BCEX 3Tanax 0b6palleHMA IeKapCTBEHHbIX MpenapaTos B
Poccuiickoit Pepepaunm v gpyrux rocyaapcraax.

3. Cy6bekTbl 06paLLleHnsa NeKapCTBEHHbIX CPEACTB B NOPALKE, YCTaHOBAEHHOM YNOJHOMOYEHHbIM
denepanbHbiM  OPraHOM  WCMOJIHUTENbHOM  BAacTM, o06dA3aHbl  coobwatb B YNOJHOMOYEHHbIN
denepanbHbiii opraH UCMOAHUTENLHON BAACTM O NOBOUHBLIX AENCTBUAX, HEMXKENaTeNbHbIX PeaKuMsX,
Cepbe3HbIX HEeXKenaTebHbIX pPeakumsax, HenpeaBUAEHHbIX HeXenaTe/bHbIX Peakumax npu npumMeHeHun
NeKapcTBeHHbIX NpenapaTtoB, 06 MHAMBMAYaNbHOW HENEepeHOCMMOCTW, OTCYTCTBUM 3PPEKTUBHOCTU
NleKapCcTBEHHbIX MPenapaTtoB, a TakXKe 06 MHbIX paKkTax U 06CToATENbCTBAX, NPEACTaBAAOWMX Yrpo3y
XU3HU MW 340POBbIO YeNoBeKa NGO KMBOTHOTO NPU MPUMEHEHMU NIEKAPCTBEHHbIX MPEenapaTos M
BbIAB/IEHHbIX Ha BCex 3Tanax obpalleHna NeKapCTBEeHHbIX npenapatoB B Poccuiickon depepaumm u
ApYrvx rocyaapcreax.

4. [lep:KaTenm UaM BRageNblpbl PErMCTPALMOHHBIX YA0CTOBEPEHMI IeKapPCTBEHHbIX NPenaparos,
IOpPUANYECKME TMLA, HA MMA KOTOPbIX BblAaHbl Pa3peLleHns Ha NPoBeAeHNE KNMHUYECKMX UCCNed0BaHNIA
B Poccuitickoii depepauyn, nmMbo YNnoAHOMOYEHHbIE MMMU Apyrue pUaNYeckMe Mua B pamKax
obecneyeHns 6e30MacCHOCTU IeKapCTBEHHbIX MPENApPaToB B NOPAAKE, YCTAHOBNEHHOM COOTBETCTBYHOLLMM
YNO/HOMOYEHHbIM desepasbHbIM OPraHOM MCMOJIHUTENIbHOM BNACTM, 06M3aHbl OCYLLECTBAATL NMPUEM,
yyeT, 06paboTKy, aHaIM3 U XpaHEHME NOCTYNAIOLLMX B MX aApec OT CybbeKToB 06paLLeHusA 1eKapCTBEHHbIX
CPeACTB M OpraHOB rOCyAapCTBEHHOM BAacTU cOObWEHMIA O MOBOYHbIX AENCTBUAX, HexenaTe/bHbIX
peaKkumaAX, CepbesHbIX HeXenaTebHbIX U HenpeABUAEHHbIX HeXeNaTeIbHbIX Peakumax npu npumeHeHnn
NeKapcTBeHHbIX npenapaTtoB, 06 0COBEHHOCTAX MX B3aMMOAEWCTBUA C APYIMMU JI€KapCTBEHHbIMU
npenapaTtamu, MHAMBUAYa/NbHOW HENEepPeHOCMMOCTM, a TaKKe 06 MHbIX ¢akTax U obcToaTeNbCcTBaX,
NPeacTaBAAIOWMX YrPO3y KU3HWU WAM 340POBLIO YenoBeka MBO KMBOTHOMO WAW BAUAIOWMX Ha
M3MEHEHMEe OTHOLIEHUA OXWAAEMOW MNOJb3bl K BO3MOMHOMY PUCKY MPUMEHEHUA JfIeKapCTBEHHbIX
npenaparos.

5. Mpw BbiABNEHUN VIHd)OpMaLI,VIVI O Cepbe3HbIX HeXxXenaTe/lbHbIX peakumnax n HenpeaBnaeHHbIX
HeXenateNbHbIX peakunAax npu npumeHeHUn JeKapCTBEHHbLIX MpPenapaTtos, 06 ocobeHHoCTAX WX
B3aMMOAEﬁCTBMﬂ C APYTMMU NEKAPCTBEHHbIMU MNMpPeENapaTtamu, MHAMBMAyaﬂbHOVI HeENepeHOCnMocCTu, a
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TaKKe 06 MHbIX paKTax U 06CTOATENLCTBAX, BAMAIOLINX HA USMEHEHUE OTHOLLIEHMA OXKUWAAEeMO NOb3bl K
BO3MOXHOMY PWUCKY NPUMEHEHUS JIEKAPCTBEHHbIX MpenapaToB, AeprKaTeiM WAWM  Bnagenblbl
PerncTpPaunoHHbIX YAOCTOBEPEHUIM NEKapPCTBEHHbIX NPEnapaTos, lopuaMyYeckme nnua, Ha UMA KOTOPbIX
BblAaHbl paspelleHns Ha NPoBeAeHUE KIMHUYECKUX uccneaoBaHuin B Poccuiickon depepaunmn, nnbo
YNO/IHOMOYEHHbIE UMW Apyrve topuanmyeckme avua oba3aHbl NPUHATb Mepbl, Hanpas/ieHHble Ha
YCTPaHeHWe  HeraTMBHbIX  MOCAeACTBMA  MPUMEHEHMA  TaKMUX  JIEKApPCTBEHHbIX  MPenapaTos,
npeaynpexaeHne NpuYMHEHUA BPeaa XU3HU UM 340POBbI0 Ye/I0BEKa IMOO0 KUBOTHOTO, 3aLLUTY UX OT
NPUMEHEHMS TaKNUX NeKapPCTBEHHbIX NPenapaToB, Ha AONO/IHUTE/IbHbIN cOOp AaHHbIX 06 3¢ deKTMBHOCTHU
M 6€30MacHOCTU TaKMX IEKAPCTBEHHbIX NPenapaTos.

6. 3a HecoobuleHMe UaN CoKpbITUE MHGOPMaLUKM, NPEeaYyCMOTPEHHOM YacTblo 3 HAaCTOALLEN CTaTby,
Oep)KaTenu WAn  BRagenblbl PErucTpalMOHHbIX YAOCTOBEPEHWUIM /IeKAPCTBEHHbLIX MpPenapaTos,
IOpUMANYECKME 1L, Ha UMS KOTOPbIX BblAaHbl pa3peLleHma Ha NPOBEAEHMNE KAMHUYECKUX NCC/IeA0BaHNM
B Poccuitickoit Pepepaumn, nMbo ynoNHOMOYEHHbIE MMMK ApPYrUe pUANYECKME NLA, a TaKXkKe
OO/MKHOCTHbIE NMLA, KOTOPbIM 3Ta MHpOpMauMa CTana M3BECTHa Mo poay MX npodeccuoHanbHoM
AeATeNbHOCTU, HECYT OTBETCTBEHHOCTb B COOTBETCTBMU C 3aKOHOA4ATENbCTBOM Poccuitickot egepaumm.

7. Mpun nony4eHUn ynosHOMOUYEHHbIM deepabHbiM OpraHoOM UCMOHUTENBHOW BNACTU B pamKax
OCyLLLECTBIEHMA UM papMaKoHaA30pa [0Ka3aTeNbCTB O HECOOTBETCTBUM NIEKapCTBEHHOTO npenapaTa
YCTaHOB/IEHHbIM TPebOoBaHUAM WAM MPU MOAYHEHUN MHPOPMALMM O HECOOTBETCTBMM AaHHbIX 06
3pPeKTMBHOCTM 1 0 6e30MacHOCTY IeKapCTBEHHOrO npenapaTa AaHHbIM O IeKapCTBEHHOM npenapare,
COZlePXKALLMMCA B MHCTPYKLMUM MO €ro NPMMEHEHUIo (B TOM YMCE BbIAB/IEHHbIX B XOAE OCYLIECTB/IEHMS
dapmaKkoHaZ30pa KOHTPO/IbHO-HAA30PHbIMU OpraHaMmm MHOCTPAHHbIX FOCYAapCTB), YNOJHOMOYEHHbIN
denepanbHbIi opraH UCMONHUTE/IBHON BAACTM B YCTAaHOBNIEHHOM UM MOPAAKE paccMaTpuBaeT BOMPOC O
NPMOCTaHOBIEHNW MPUMEHEHUA TaKOro JIeKapCTBEHHOro npenapara.

CraTtba 65. MprocTaHOBNEHME NPUMEHEHUA NEKAPCTBEHHOTO Npenapara
(B pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. MNpu nonyyeHUn MHGOPMALMKN O HEXKENATENbHLIX PEAKLUAX NMPU NPUMEHEHUU NEKAPCTBEHHOTO
npenapaTa, He yKa3aHHbIX B MHCTPYKUWUM MO MPUMEHEHWUIO /IEKAPCTBEHHOIO Mpenaparta, CepbesHbIX
HeenaTeslbHbIX peakuuax, 06 0ocCobEHHOCTAX ero B3aMMOLEWCTBUS C APYTMMWU NIEKAPCTBEHHbIMM
npenapaTamu, KOTOPbIE MOTYT NPEACTAaBAATb YrPO3Yy XKU3HU UU 340POBbIO YeI0BEKA INBO KMBOTHOTO, A
TaK¥Xe O HEeCOOTBETCTBUM AaHHbIX 06 3ddEKTUBHOCTU M 0 HE30MaCHOCTM NIeKapCTBEHHOMO Mpenapara
[JaHHbIM 0 JIeKapCTBEHHOM NpenapaTe, COAEPKALLMMCA B MHCTPYKLUW MO €ro MPUMEHEHUIO, B TOM YMC/E
OT YMNO/NHOMOYEHHbIX OPraHOB WHOCTPAHHbIX rocyaapcTs, OOMeH KOTOpPOM oOcyllecTBAseTcA B
COOTBETCTBUM C COMIALIEHUAMMN MEXKAY YNOJHOMOYEHHbIM defepanbHbIM OPraHOM MCMOIHUTENbHOWM
BNACTU U YNOJHOMOYEHHbIMWU OPraHamMM WMHOCTPaAHHbIX FOCYAAPCTB, YNOJHOMOYEHHbIN deaepanbHblii
OpraH UCMOJIHUTENBbHOW BIACTU PAacCMATPUBAET BOMPOC O BO3SMOXKHOCTM NPUOCTaHOBAEHUA 0bpaLLeHus
TaKOro JIEKApPCTBEHHOrO MNpenapaTta B MOPAAKe, YCTaHOBNEHHOM YMNOJHOMOYEHHbIM deaepanbHbIM
OPraHOM WCMO/IHUTE/IbHOM BAACTy.

2. I'IpM HEUCNO/IHEHUN UKW HeHagneXaulem UCNOJIHEHUUN AepXaTenaaMmn wunnm Baagesblamu
PErncTpauMoOHHbIX yﬂ,OCTOBepeHMI\;I NNeKapCTBEHHbLIX NpenapaTtos, LpunanvyeCKMMnN nnuamu, Ha UMA
KOTOPbIX BblAaHbl pa3pelieHnAa Ha npoBeaeHne KAMHn4eCcKunx MCCﬂeAOBaHMVI B Poccuickom dDep,epau,MM,
NN YNOTHOMOYEHHBIMN UMW OPYTUMU IOPUNANYECKUMU TN aMU O6F|3aHHOCTeVI, YCTaHOBNEHHbIX YaCTAMMU
3 n 4 ctatbm 64 HacToAweEro CDep,epaanoro 3aKoHa, nMbo B CNydaax npeacraBaeHmA COOTBETCTBYHOWMM
YNO/THOMOYEHHbIM d)ep,epaanblm OopraHoOMm NCNONHUTENbHOM BAACTU 3aKNOYEHUA O HeaAOoCTOBEPHOCTU
pe3ynbtatoB KAWMHUYECKOrNo UCCNeaoBaHMA  N1€KApCTBEHHOrNo npenaparta  A4Aaa  MeauunHCKoro
npumeHeHnA, KOTopoe OCHOBAHO Ha pe3y/ibTaTaX MPOBEPKU Me,D,MLLMHCKOVI OpraHunsauum, I'IpOBOp,MBLLIEﬁ
YKa3aHHO€e K/IMHn4eCKoe nccaegoBaHune C HapyweHnem npasun Ha,u,ne)Kam,ei/’l K/IMHUYECKoM NPaKTUKU, n
npueeno K noayvyeHUro HeJOCTOBEPHbLIX pe3ynbTaTos, nmbo B C/lydyae HeBbINOo/IHEHNA npeanncaHuA,
Bbl4AaHHOIO YNO/IHOMOYEHHbIM q)e,u,epaanblM opraHom WUCMONIHUTENbHON BNAacTU MO UTOram
ocywecrBneHunA Bbl60p0‘-IHOFO KOHTPONA Ka4yecCTBa J/IEKAPCTBEHHOIO npenaparta, ynOﬂHOMOHEHHbIVI
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denepanbHbIii OpraH MCNONHUTENbHOM BNACTM B YCTAHOBAIEHHOM MM NOPSAAKE paccmaTpMBaeT BOMPOC O
NPMOCTaHOBAEHMM MPUMEHEHMSA TAKOro NEKapCTBEHHOrO Npenapara.

3. YNnonHOMOYeHHbIM depepanbHbli OpraH MCNOAHUTENbHON BNACTU NMpPU MNPeacTaBAEHUM emy
CBELEHWA O HECOOTBETCTBMM MPOU3BOAUTENA JIEKAPCTBEHHbIX CPeacTs TpeboBaHMAM npasua
HaZ/iexKallein Npon3BoACTBEHHOM NPAKTUKU U (MIM) O HAPYLLEHMM JIMLLEH3NOHHBIX TPeboBaHWIN, KOTOpble
6b111 BbIABAEHbI B XOA4€E NPOBEAEHWNA MHCMEKTUPOBAHUA NMPOU3BOANTENA NEKAPCTBEHHbIX CPEACTB MM
OCYLLECTBNIEHUA INLEH3UOHHOIO KOHTPOAA B chepe NpoM3BOACTBA JIEKAPCTBEHHbIX CPEACTB M NPUBENN
WUAN MOTYT NPUBECTU K NPOU3BOACTBY JIEKAPCTBEHHbIX MPEnapaToB AN MEAUUMHCKOTO MPUMEHEHMUS,
NPUYUHUBLUNX UAN CNOCOBHBIX MPUYUHUTL BPES KU3HU UM 340POBbIO FPaXkAaH, paccMaTpMBaeT BOMNpoc
O MPUOCTAaHOBNEHUN MPUMEHEHUA NEKAPCTBEHHbIX MpenapaToB A8 MeAUUMHCKOrO NPUMEHEHWUA B
YCTaHOB/IEHHOM UM MOPALKE B CNEAYIOLLMX CyYasnX:

1) coctaB U (MAn) TexHonorma NPoOU3BOACTBA NIEKAPCTBEHHOro npenapaTta AN MeAMUMHCKOro
npumeHeHuA (C onucaHMem cTaauii NPOU3BOACTBA) OTAMYAIOTCA OT 3aABAEHHbIX B PErmcTpaLMoHHOM
[OCbe;

2) NnekapcTBeHHbIM NpenapaT Ana MeANLMHCKOro NPUMEHEHNA Npon3BeaeH Ha NPOoM3BOACTBEHHOM
nioWwaaKe, He yKasaHHOW B PErMcTpaumoHHOM 0Che;

3) y npousBoaMTENA NEKapCTBEHHbIX CPEACTB OTCYTCTBYIOT [AOKYMEHTbl, MOATBEpXAatoLlime
COOTBETCTBME KayecTBa JIeKapCTBEHHOro npenaparta ANs MeAMUMHCKOro NPUMEHEHUs, BBOAMMOrO B
rparkaaHckuii 06opoT, TpeboBaHUAM, YCTaHOB/IEHHbIM NPY €0 rocyAapPCTBEHHON perncTpaumm;

4) npousBOAUTENEM JIEKAPCTBEHHbIX CPEeACTB B  COMNAaCoOBaHHbIA C COOTBETCTBYHOLMM
YNONHOMOYEHHbIM desepasbHbiM OPraHOM UCNOJHUTENbHOM BAACTU CPOK HEe YCTPAHEHbl HapylleHuA
TpeboBaHMI NpaBWUA HagNeNKallel NPOM3BOACTBEHHOM NPAKTUKU U (UNK) NULEH3UOHHbIX TpeboBaHUN,
KOTOpble OblAN BbiABAEHbI B XOA4Ee MNPOBeAeHUs WHCNEKTUPOBAHUSA MPOU3BOAUTENA NEKAPCTBEHHbIX
CPEeACTB UM OCYLLECTBNEHWNA IMLEH3MOHHOIO KOHTPOA B chepe Npomn3BOLCTBA IEKAPCTBEHHbIX CPEACTB
WU NMPUBEAM WUAN MOTYT NPUBECTU K NPOM3BOACTBY NEKAPCTBEHHbIX MPEnapaTtoB A/A MeLULUHCKOro
npuMmeHeHunAa, NPUYNHUBLLUUNX NN CNOCOBHbIX NPUYNHUTDL Bpea U3HU UK 300PO0BbIO rpa*XaaH.

(yacTtb 3 BBeaeHa PegepanbHbiMm 3akoHOM oT 04.06.2018 N 140-03)

4. YNonHOMOYEHHbIM peaepasnbHbli OpraH UCNOAHUTEIbHOM BAACTM NPWU HAIMYMMK Y HETO CBEAEHMUI
O HEeCcOOTBETCTBMM NPOU3BOAMTENA JIEKAPCTBEHHbIX CpeacTB TpeboBaHMAM MNpaBuMA  HaA/exallein
NPOW3BOACTBEHHON MPAKTUKM U (MNU) O HApYLWEHMU JIMLEH3UOHHbLIX TPeboBaHWUI, KoTopble 6binu
BbIAB/EHbl B XO4e MPOBEAEHUs WMHCMEKTUPOBAHUA MNPOU3BOAUTENA NEKAPCTBEHHbIX CPEACTB MM
OCYLLECTBNEHNA TMLLEH3MOHHOIO KOHTPO/IA B chepe NPOU3BOACTBA IEKAPCTBEHHbIX CPEACTB U NPUBENM
AN MOTYT NPUBECTU K NPOM3BOACTBY JIEKAPCTBEHHbIX NPENapaToB 4/ BETEPUHAPHOIO MPUMEHEHMUS,
NPUYUHUBLUMX MAM CMOCODOHbLIX MPUYUHUTL BPES U3HU WAM 3400POBbIO KMBOTHbLIX, paccmaTpuBaeT
BONPOC O MPUOCTAHOBAEHUWN peanusauuMmM W MNPUMEHEHMA JIEKAPCTBEHHbIX MNpenapatoB Anas
BETEPUHAPHOIO NPUMEHEHUSA B YCTAHOBIEHHOM MM NOPSAAKE B CNEAYHOLMX CyYasX:

1) coctaBs 1 (MAM) TEXHONOTMA MPOM3BOACTBA /IEKAPCTBEHHOIO npenapaTta Ana BETEPUHAPHOro
NpUMMeHeHuA (C onMcaHWem CTafuii NPOU3BOACTBA) OT/IMYAIOTCA OT 3asB/IEHHbIX B PErMCTPALMOHHOM
40CbE;

2) NekapcCTBEHHbIV NpenapaT A4/11 BEeTePUHAPHOTo NPMMeEHEeHUs NPoun3BeaeH Ha NPOU3BOLACTBEHHOWM
NOLWAAKe, He YKa3aHHOM B PErucTpaLMoOHHOM JOCbE;

3) y npousBoAMTENs NEKAPCTBEHHbIX CPEACTB OTCYTCTBYIOT [OKYMEHTbI, MOATBEpKAAloLMe
COOTBETCTBME KauyecTBa JIEKApPCTBEHHOro npenaparta Al BETEPUMHAPHOro NPUMEHEHWA, BBOAMMOrO B
rpaskaaHckuii 06opoT, TpeboBaHUAM, yCTaHOB/IEHHbIM MPUY ero rocy4apcTBeHHON perncTpaumm;

4) npousBoaUTENEM IeKAapCTBEHHbIX CPeACTB B  COMacoBaHHbIM C  COOTBETCTBYHOLWMM
YNOAHOMOYEHHbIM deaepasnbHbIM OpraHOM MCMNOHUTENbHOW BAACTU CPOK He YCTpaHeHbl HapylleHUs
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TpeboBaHMI NpaBMA HaaNeKallleld NPOM3BOACTBEHHOM NPAKTUKU U (MAK) NULLEH3UOHHbLIX TPeboBaHUN,
KoTopble 6blAN BbiABAEHbI B XOA4e MNPOBEAEHUA WHCMEKTMPOBAHWUA MPOU3BOAUTENA NEKAPCTBEHHbIX
CPEeACTB UM OCYLLECTBNEHUA INLEH3MOHHOIO KOHTPOA B chepe NPpOomn3BOLACTBA IEKAPCTBEHHbIX CPEACTB
U NpUBEAN UAW MOTYT NPUBECTU K MPOU3BOLCTBY JIEKAPCTBEHHbIX NpenapaTtoB AfA BeTePUHAPHOro
NPUMeEHEHNA, MPUYUHUBLLIMX UM CNOCODBHDBIX MPUUNHUTD BPES, }KU3HU UM 340POBbIO *KUBOTHbIX.

(yacTb 4 BBeaeHa PegepanbHbiM 3akoHOM oT 04.06.2018 N 140-93)

KoHcynbTaHTIAOC: NpUmedaHme.
C01.01.2026 cT. 65 gononHaeTcA Y. 5, 6 (P3 01 27.12.2019 N 475-93).

7. B nopsake, npeayCMOTPEHHOM YacTblo 4 HACTOALWEN CTaTbW, YNOJHOMOYEHHbIM deaepanbHbIi
OpraH UCNONHUTEIbHOM BNACTU paccMaTPUBaET BONPOC O NPUOCTAHOBIEHUM peannsaummn n npUMeHeHuns
NIeKapCTBEHHOrO npenapaTa 418 BETEPMHAPHOIO NPUMEHEHMA B Cydae BblABAEHUA B FparKAaHCKOM
obopoTe cepum NEKapCTBEHHOrNO Npenaparta A8 BeTePUHAPHOro NPpUMEHEHUs, JOKYMEHTbI U CBEAEHUA
O KOTOPOM, NpeaycMoTpeHHble Yyactamu 1 - 3 u 6 ctaTbM 52.2 Hactoswero ®eaepasbHOro 3aKOHa, He
npeacTaBfeHbl B YKasaHHbIMA OpraH, AMbo cepmm MMMYHOOMONOrMYECKOrO IeKAPCTBEHHOMO NpenapaTa
AN BETEPUHAPHOIO NPUMEHEHUSA, HE UMEIOLLEN paspeLleHmns, NpeayCMOTPEHHOIO YacTbio 8 cTatbk 52.2
HacToswero ®PepepanbHOro 3akoHa. B ykasaHHOM c/iyvyae yNONHOMOYEHHbIN denepanbHblii opraH
WCMOJIHUTE/IbHOM BAACTU NMPUHUMAET PeLleHne O NPUOCTaHOBIEHUN peanusaumm U NpUMeEHeHUsa Takux
cepuint oo NpeacTaBNeHUs YKasaHHbIX OOKYMEHTOB W cBegeHui nnbo [0 nonyvyeHua yKasaHHOro
paspelueHms.

(yacTb 7 BBeAeHa PeaepanbHbiM 3aKkoHOM oT 02.07.2021 N 317-3)

CratbAa 66. UHPOpMmauua o pesynbraTax papmaKoHag30pa
(8 pea. PepepanbHOro 3akoHa ot 27.12.2019 N 475-93)

YNonHOMoYeHHbIM  deaepanbHbll  OpraH  UCMNOMHUTENIbHOM  BIAaCTW,  OCYLLECTBAAIOLIMI
dbapmakoHaz30p, No ero pesynbTaTaM pasmellaeT Ha cBoem oduLManbHOM caliTe B ceTu "UHTepHeT"
nHpopmaumto o:

1) BbIABAEHUM HOBbIX MNOATBEPNKAEHHbLIX AaHHbIX O MOBOYHbLIX AENCTBUAX, HexenaTesNbHbIX
peaKkuuaAX, CePbe3HbIX HeMKesaTe/bHbIX PeaKkuusax, HenpeaBuAeHHbIX HEKenaTeNbHbIX peakuuax npu
NPUMEHEHUM IeKapCTBEHHOIO NpenapaTa, B TOM YUC/IE BAMAIOWMX Ha OTHOLLEHME OXKMAAEMOM NO/b3bl K
BO3MOHOMY PUCKY NMPUMEHEHMA AaHHOIO JIEKaPCTBEHHOro Npenapara;

2) NPUHATBIX PELUEHUAX O BHECEHUM U3MEHEHWNI B MHCTPYKLMIO MO MPUMEHEHUIO IEKAPCTBEHHOTO
npenapaTta, 0 NPUOCTAaHOBIEHUN NPUMEHEHWA JIEKAPCTBEHHOIO NpenapaTa, 06 usbaATUN U3 obpaLleHus
NIeKapCTBEHHOIO NpenapaTta Uin o BO306HOBEHUM NPUMEHEHNA NEKAPCTBEHHOIO Npenapara.

Fnasa 14. THOOPMALMUA O NEKAPCTBEHHDbIX NMPEMNAPATAX. CUICTEMA
MOHUTOPUHTA ABUXEHUA NEKAPCTBEHHbIX MPEMNAPATOB
ana MEAUUUHCKOIo NPUMEHEHUA
(8 pea. PenepanbHoOro 3akoHa ot 28.12.2017 N 425-93)

Cratba 67. MHdOpMaUMA O NeKapCTBEHHbIX nNpenapaTtax. CUCTeMa MOHUTOPUHra ABUNXKEHUSA
JIeKapCTBEHHbIX NPEenapaTos 419 MeAULUHCKOro NPUMeHEeHUA
(8 pea. PenepanbHoro 3akoHa ot 28.12.2017 N 425-93)

1. UHbopmaLmMsa O NeKapCTBEHHbIX MpernapaTax, OTMyCKaembiX MO PeuenTy Ha NeKapCTBEHHbIW
npenapar, O0J/IKHA COAEP’KaTbCA TOMbKO B CMELMaNM3npPOBaHHbIX U34aHWAX, NPeAHAa3HAYeHHbIX 415
MeAMLMHCKMX, GapMaL,eBTUYECKMX PabOTHUKOB, CleuuanncToB B 061actv BetepuHapun. MHpopmaums o
NleKapcTBEHHbIX NpenapaTtax Aaa crneunaancToB B 061acTn 0bpaLLeHns NeKapCcTBEHHbIX CPEACTB MOKET
COAEp!KaTbC B MOHOTpaduax, CNPaBOYHMKAX, HAYYHbIX CTaTbsX, B AOK/N3aZax Ha KOHrpeccax,
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KOHdepeHUMAX, CMMNO3UYMaX, Hay4dHbIX COBeTax, a TaK¥e B MWHCTPYKUMAX N0 NPUMEHEHUIO
JIeKapCTBEHHbIX NpenapaTos.
(B pea,. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

2. UHpopmauma o NeKapcTBEHHbIX npenapaTax, OTNycKaembix 6e3 peuenta Ha JIeKapCTBEHHbIN
npenapaTt, MOKET CoAep)aTbCA B NybAMKauMsax U oObABAEHUSAX CPeacTB MacCoBOM WHPopmauuu,
Ccneumanm3npoBaHHbIX U 0OWMX NeYaTHbIX M3OAHUAX, UHCTPYKUMAX MO MPUMEHEHUIO JIEKAPCTBEHHbIX
npenapaTtoBs, MHbIX U3AaHUAX CYyObEKTOB 0O6paLLeHUA 1eKapCTBEHHbIX CPeAcTB. PeklaMHble maTepuanbl 0
JIeKapCTBEHHOM MpenapaTe, OThnyckaemom 6e3 peuenta Ha NeKapCTBEHHbIM npenapaTt, AOJXKHbI
COOTBETCTBOBATb MHCTPYKLIMWN MO NPUMEHEHUNIO JIEKAPCTBEHHOTO NpenaparTa.

3. ,ﬂ,OI'IyCKaeTCFI NCNoNb3oBaHUe NtobbIX MaTepUnanbHbIX HOCMTEJ’IEVI, NO3BONAWNX XPaAHUTD,
nepenasatb 1 UCMNOJZIb30BATb VIH(I)OpMaLI,VIIO O NNIEKAPCTBEHHbIX NpenapaTax 6e3 ee UCKaKeHus.

KoHcynbTaHTlAtOC: NpuMeyaHue.
C01.04.2024 B Y. 4 cT. 67 BHOCATCA M3MeHeHUs (O3 o1 04.08.2023 N 428-d3). Cm. byayLuyto pegakumio.

4. Ona ueneit npeHTUOUKALUMKM YNAKOBOK JIEKAPCTBEHHbIX MpenapaToB AN MeAMLMHCKOro
NMPUMEHEHUA NMPOU3BOAUTENIN NIEKAPCTBEHHbIX CPEACTB B MOPAAKE, YCTAaHOBAEHHOM [paBUTENBCTBOM
Poccuiickolt ®eanepaumn, HAHOCAT Ha NEPBUYHYIO YNAKOBKY (B OTHOLIEHMM NEKAPCTBEHHbIX NPenapaTos
ANA MeANUMHCKOro NPUMEHEHUSA, ANA KOTOPbIX HE NpeayCMOTPeHa BTOPUYHAA YNaKoBKa) M BTOPUYHYIO
(NoTpebuTeNbCKyIO) YNAaKOBKY NEKAPCTBEHHbIX NpenapaTos A8 MeAUUMHCKOTO NPUMEHEHUS CpeacTBa
NOoeHTUOMKALMK, 33 WUCKIOYEHWEM JIeKAapPCTBEHHbIX MPEenapatoB AN MeAMUMHCKOTO MNPUMEHEHUS,
NPOM3BOAUMbIX ANA NPOBEAEHMUA KAMHUYECKUX UCCNEA0BaHWUMN, SKCMOPTA, IEKapCTBEHHbIX NpenapaTos
ANA MeAWLMHCKOTO NPUMEHEHMA, YKasaHHbIX B Yactax 5 1M 8 crtatbu 13 HacToAwero depepanbHoro
3aKOHa, pagnodapmaLeBTUYECKUX JIEKAPCTBEHHbIX NPENnapaToB, MNWABOK MEAMUMHCKMX W rasoBs
MeAMNLMUHCKUX.

(yacTb 4 BBeaeHa PenepanbHbiM 3aKOHOM 0T 28.12.2017 N 425-93 (pea. 27.12.2019))

5. XapaKTepuctnkm cpeacrea MaeHTUGUKALMN, NOPALOK ero HaHeCceHUs N TpeboBaHMA K CTPYKTYpe
n dopmaty uHbOpMaLMK, KOTOPYH COLEPKWUT CPeacTBO  MAeHTUOMKauuMK, onpenensawTca
MpasuTtenbctBom Poccuiickoin ®eapepaumu.
(yacTtb 5 BBeaeHa PenepanbHbiM 3aKoHOM OT 28.12.2017 N 425-03)

6. lMopAamoK cO3[aHUA, pPa3BUTUA, BBOJA B 3SKCMyaTauMio, 3KCMayaTauMu M BbiBOAA U3
3KcnayaTaumMm CUCTEMbI MOHUTOPUHIA AOBUXEHMA NEeKapCTBEHHbIX MPEnapaTtoB A1 MeAMUMHCKOro
NPMMEHEHNs, MOPALOK NpeaocTaBfeHns MHOOPMaLMKN, COAEprKallencs B CUCTEME MOHUTOPUHra
OBUXEHMA NIeKapCTBEHHbIX NPENapaToB ANA MeAULUMHCKOro NPMMEHEHUS, U NOPAAOK B3aMMOAENCTBUSA
YKa3aHHOM  cuCcTeMbl C  WHbIMM  FOCYAAPCTBEHHbBIMM  MHPOPMALMOHHBIMM  CUCTEMAMM U
MHPOPMALMOHHBIMU CUCTEMAMMU IOPUANYECKUX UL, U MHANBUAYANbHbBIX NpeanpUHMMaTeNel, YKa3aHHbIX
B 4Yactax 7 u 10 HactoAwen cTaTbM, ycTaHaBauBatoTcA [lpaBuTenbctBom Poccuiickon Pegepaumu.
Onepatopamu CUCTEMbI MOHWUTOPUHIA ABUXKEHMA JIEKAPCTBEHHbIX NpenapatoB Ana MeAULMHCKOro
npumeHeHunsa ABAAlOTCA deaepanbHbii OpraH WCNONIHUTENbHOW BAacTM W (MAKM) opraHusaums,
ynonHomoueHHble MpasutenbctBom Poccuitckon ®epepauymn.

(yacTb 6 BBeaeHa PeaepanbHbiM 3aKoHOM OT 28.12.2017 N 425-03)

7. lOpnanyeckme nnua v MHAMBUAYaAbHbIE NPeanpPUHMMATENN, OCYLLECTBAAIOWME NPOU3BOACTBO,
XpaHeHue, BBO3 B Poccuiickyto ®epepauuio, OTNyCK, peanusaumio, nepegady, MNpPUMEHeEHUE W
YHUYTOXKEHME SIeKapCTBEHHbIX NPEnapaTos A4/ MeAMLMHCKOro NpUMmeHeHus, obecneynBatoT B nopagke
M B COCTaBe, KOTOpble ycTaHoBAeHbl [MpaButenbctBom Poccuiickoli depepaumm ¢ yyeTom BMAA
OCYLLECTBNISIEMON UMW [eATeNbHOCTM, BHeceHWe WMHGOPMAaLMM O JIEeKapCTBEHHbIX MpenapaTax Anan
MeAMLMHCKOrO MPUMEHEHUA B CUCTEMY MOHMUTOPWHra ABUMKEHMWA JIeKapCTBEHHbIX Mpenapatos AnA
MeAMLMUHCKOro MPUMEHEHUS.

(yacTb 7 BBeAeHa PeaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-03)


https://login.consultant.ru/link/?req=doc&base=RZR&n=330696&dst=100079
https://login.consultant.ru/link/?req=doc&base=LAW&n=310835&dst=100002
https://login.consultant.ru/link/?req=doc&base=RZR&n=453890&dst=100031
https://login.consultant.ru/link/?req=doc&base=RZR&n=454208&dst=1110
https://login.consultant.ru/link/?req=doc&base=RZR&n=342001&dst=1
https://login.consultant.ru/link/?req=doc&base=RZR&n=457647&dst=100047
https://login.consultant.ru/link/?req=doc&base=RZR&n=342001&dst=100031
https://login.consultant.ru/link/?req=doc&base=RZR&n=457647&dst=100085
https://login.consultant.ru/link/?req=doc&base=RZR&n=457647&dst=100241
https://login.consultant.ru/link/?req=doc&base=RZR&n=457647&dst=100107
https://login.consultant.ru/link/?req=doc&base=RZR&n=342001&dst=100032
https://login.consultant.ru/link/?req=doc&base=RZR&n=457647&dst=100123
https://login.consultant.ru/link/?req=doc&base=RZR&n=342001&dst=100033

7.1. JlekapcTBeHHble npenapaTtbl AAA MeAUUMHCKOrO NPUMMEHEHUA, NpegHa3Ha4yeHHble AnA
obecneyeHunsa nunu, 60NbHbIX remopuUaMein, MyKOBMUCLUNA030M, TMNOPU3aPHbIM HAHM3MOM, 60MEe3HbIO
lowe, 310KayecTBEHHbIMM HOBOOOPA30BaHMAMU NUMOIOUAHON, KPOBETBOPHOW M POACTBEHHbLIX MM
TKaHEeM, paccesiHHbIM CK/1ePO30M, /1ML, NOC/e TPaHCMIaHTaLMM OpraHoB U (MAn) TKaHel, Npon3BeaeHHble
00 31 aexkabps 2019 roga, a TaKKe MHble IEKAPCTBEHHbIE NpenapaThl A8 MeANLMHCKOrO NPUMEHeHMs,
npoussegeHHble o 1 uona 2020 roga, nognexkat XpaHeHMIo, NepeBO3Ke, OTMAYCKY, peanusaumu,
nepefaye, NnpumeHeHUto 6e3 HaHeceHnAa CPeacTB MAEHTUOMKALMKN A0 UCTEYEHMA CPOKA UX FOAHOCTMU.
MpasuTenbcteo Poccuiickon Pepepaumm Bnpase yCTaHOBUTb 0COOEHHOCTM BBOAA B FpaKagaHCKuMiA ob6opoT
JleKapCTBEHHbIX NpenapaTos 419 MegULMHCKOTO NpUMeHeHUA, Npom3seseHHbIX B nepuog ¢ 1 uona 2020
roga no 1 oktabpa 2020 roga. B uenax BBoAa B rpaxKAaHCKMI 060pOT NeKapCTBEHHbIE NpenapaTtbl AN
MeAMUMHCKOrO NPUMEHEHMA, 3@ UCKAIYEHNEM NEKAPCTBEHHbIX MpPenapaTtoB, NpeAHa3Ha4YeHHbIX Ans
obecneyeHuns nuu, 60nbHbIX remoduaneit, MyKoBMCLMA030M, rTMNoPuU3apHbIM HAHU3IMOM, 60NE3HbLO
lowe, 310KayecTBEHHbIMU HOBOOOPa3oBaHMAMU NUMIOMAHON, KPOBETBOPHOM U POACTBEHHbLIX UM
TKaHen, paccesHHbIM CKNepPO30M, UL, MOC/Ie TPAHCM/IaHTaLMM OPraHoB 1 (UnKn) TKaHeW, NPou3BeAeHHbIEe
3a npeaenamu Tepputopun Poccuiickoit ®egepaumm oo 1 oktabpa 2020 roga, MoryT 6biTb BBE3EHbI B
Poccuiickyto ®epepaumio go 1 sHeapa 2021 roga B nopsagKe, yCTaHoBAeHHOM [1paBUTeNbCTBOM
Poccuitckoit Pepepaunmn, 6e3 HaHeceHUs CPeacTs MaeHTUdUKaUnUN.

(8 pea. PepepanbHbix 3aKoHOB 0T 27.12.2019 N 462-93, o1 13.07.2020 N 206-D3)

8. OpraHuszaums WHPOPMALMOHHOIO B3aMMOAENCTBUS CUCTEMbl MOHUTOPUHIA ABUNKEHUN
JIeKapCTBEHHbIX MpenapaToB Aaa MEeOULMHCKOTO MPUMEHEHUA C  WMHbLIMW  FOCYAapCTBEHHbIMM
MHPOPMALMOHHBLIMK cUCTeMaMK  obecreuymBaeTca B TOM YuCae TMNOCPEeACTBOM WHPPACTPYKTYPSI,
obecneunsatoller MHPOPMALMOHHO-TEXHOOTMYECKOE B3aMmogeincTene UHPOPMALMOHHbBIX CUCTEM,
MCNONIb3yeMbIX A7 NPeAOCTaB/NIeHNss TOCYAAPCTBEHHbIX W MYHULUMMANbHbLIX YCAYT U UCMNOJIHEHUA
roCyAapCTBEHHbIX M MYHUUMNAAbHBIX GYHKLUMIA B SNEKTPOHHON dpopme.

(yacTb 8 BBeAeHa PeaepanbHbIM 3aKOHOM OT 28.12.2017 N 425-03)

9. UHPopmauma, copepKalllaaca B CUCTEME MOHUTOPUHIA ABUXKEHUA IEKAPCTBEHHbIX NpenapaTos
ONA MeONUMHCKOTO NpUMeHeHus, asnaeTca MHGopmaLmMein orpaHMYeHHOro A0CTyna B COOTBETCTBUM CO
cTaTbeit 9 denepanbHOro 3akoHa ot 27 uiona 2006 roga N 149-93 "06 nHbopmaunmn, MHGOPMaLMOHHbIX
TEXHONIOTUAX U O 3aLmTe HPopmaunn”, 3a UckntoYeHnem MHGoOpPMaLUKN, HeZONYCTUMOCTb OFPaHUYEHNS
AOCTyNna K KOTOpPOW YycTaHoB/AeHa denepanbHbIMM 3aKOHaMM, a TaKXe MHbOpMaLMM, OTHECEHHOW
MpasuTenbctBom Poccuitickoit Pepepaumnmn B COOTBETCTBUM C HacToswmm degepanbHbiM 3aKOHOM K
o6LwenocTynHoi nHpopmaumm. ObwenocTynHas MHGOPMaLMA, COAEPKALLANACA B CUCTEME MOHUTOPUHTA
OBVXKEHMA  JIEKApPCTBEHHbIX NPEenapaTtoB  A1a  MeSULMHCKOrO MNPUMEHEHMA, pasmellaeTca B
MHPOPMALMOHHO-TENEKOMMYHUKALIMOHHOW ceTh "UHTepHeT" (B TOM uncie B dopme OTKPbITbIX AAHHbIX)
B NopsAaKe, yctaHosaeHHOM [Mpasutenbctsom Poccuinickon ®epepauuu.
(yactb 9 B pea. PepepanbHoro 3akoHa ot 04.08.2023 N 474-93)

9.1. Joctyn K nHpopmaLmn, coaepKaLleinca B CUCTEME MOHUTOPUHIA ABUXKEHUA NEKAPCTBEHHbIX
npenapaToB 414 MeAMULMHCKOro npumeHeHusa, obecneuymBaeTcs ONepaTtopomM CUCTEMbI MOHWUTOPUHIA
OBVXKEHWNA NEKapCTBEHHbIX NpenapaToB ANa MeAWUMHCKOTO NMPUMEHEHUA B NOPALKe, YCTaHOBAEHHOM
MpaButenoctBom Poccuitickon Pepepaumn, B COOTBETCTBUM C 3aKOHOZATeNbCTBOM Poccuitckoi
depepauumn 06 uMHOpMaLMM, MHOOPMALMOHHBLIX TEXHOMOTMSAX M O 3awmuTe MHPopmaumy,
3aKoHoAaTenbCTBOmM Poccuitickon Pepepaumm 0 rocyAapCTBEHHOM TaliHe, 3aKOHOAATe/NIbCTBOM
Poccuiickoih ®egepaumm 0 KOMMEPYECKON U MHOW OXPAHSAEMOM 3aKOHOM TaliHE M C YYETOM NOJIOKEHNI
HacToAwen crtaTbn. [paBuTenbctBo Poccuiickol ®egepaumm BnpaBe YCTaHaB/AMBaTb NepeyYeHb
JIeKaPCTBEHHbIX NPENapPaToB 418 MeAULMHCKOIO NPUMEHEHUA U (M) FPYNN NIEKAaPCTBEHHbIX NpenapaTos
AN MeAMUMHCKOro NPUMEHEHUa U 0COBeHHOCTM AocTyna K MHOOPMALMM O TaKUX NIEKAPCTBEHHbIX
npenapartax, CoAeprKallenca B CMCTEME MOHUTOPMHIA ABUMKEHUA NEKapCTBEHHbIX NpenapaToB A4/
MeANUMHCKOTro NpUMeHeHus.

(yacTb 9.1 BBeaeHa deaepanbHbiMm 3akoHOM oT 04.08.2023 N 474-93)
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MeAULMHCKOro npumeHeHMa o61aaaloT NpaBom A0CTyna K MHbOpmMaUuMK, coaepiKallencs B cucteme
MOHWUTOPUHIA ABUMKEHUA JIEKAapPCTBEHHbIX MpenapaToB 418 MeAMLMHCKOrO MPUMEHEHUS, C YYeTom
OrpaHMYeHMN AOCTyna K yKasaHHOM MHPopmauum M ee nocneaywolein obpaboTke, yCTaHOB/EHHbIX
HacToAwmum deaepanbHbiIM 3aKOHOM WM WMHBIMW HOPMATUBHLIMW MPABOBbLIMW aKTamu Poccuiickol
depgepaunn.

(yactb 9.2 BBegeHa depepanbHbim 3akoHOM OT 04.08.2023 N 474-3)

9.3. ®egepasibHble OpraHbl UCMOJIHUTENbHOM B/IACTU M OPraHbl UICMOJIHUTE/IbHOM BNAaCcTU CyObEKTOB
Poccuitckoit Pepepaunn B Lensx, onpegeneHHbix MNpasutenbcteom Poccuitckolt depepaunn, nmerot
npaBo AOCTyna K MHbopmaummn o cybbekTax obpallleHna NEeKapCTBEHHbIX CPEACTB, O NEeKAaPCTBEHHbIX
npenapaTtax n 06 060poTe TaKMX IEKAPCTBEHHbIX NpenapaTos, HEOOXo0AMMON ANA BbINOJHEHUA 33434 U
ocyuiectBneHus GYHKUMNA, BO3NOXKEHHbIX Ha desepasibHble opraHbl UCNOAHUTENBHOM BAACTU U OpraHbl
WCNONIHUTENbHON BacTM cybbekToB Poccuiickon dPepepaumnn, craTMcTMyeckon uHdopmauum o
JIeKapCTBEHHbIX Npenapatax U 06 Mx obopoTe, a Takke K obwenoctynHon nHbopmaumnmn. Coctas sTomn
nHbopmauum onpegenserca cornaweHmamm o6 MHGOpPMaLMOHHOM B3aMMOAENCTBMU, 3aKNHOUYEHHbIMU
OMepaTopomM CUCTEMbI MOHMUTOPUHIA AOBUMMKEHMUA JIEKAPCTBEHHbIX MpenapaToB Aa8 MeaUUMHCKOro
npumeHeHns ¢ pegepanbHbIMU OpraHamMM MUCMONHUTENIbHOM BAACTU MAW OpPraHamm UCMNOJIHUTENbHOM
BNacTU cybbekToB Poccuiickon depepauum u deaepanbHbiM OPraHOM WCMOIHATENbHOM BNaCTH,
ocywecTsaAWUM GYHKLUMN MO BbipaboTKe U peanmsaumm rocygapcTBEHHON NOANTUKM U HOPMATUBHO-
NpaBoOBOMY PEryIMPOBaHULIO B chepe 34paBOOXPaHEHUS.

(yacTb 9.3 BBeaeHa depepanbHbiMm 3akoHOM oT 04.08.2023 N 474-13)

9.4. CybbeKT obpalleHnss NeKapCTBEHHbIX CPeACTB MMEeT npaBo gocTyna K uHpopmauum ob
onepaumax C NeKAPCTBEHHbIMWM MpenapaTtamu Aaa MeAULMHCKOTOo NMPUMEHEHMA, COBEPLUEHHbIX 3TUM
cybbekToM 06paLLeHMA TEeKAaPCTBEHHbIX CPEACTB, a TaKXKe K 06Lwen0cTynHON MHPopmMmaLmu.

(yacTb 9.4 BBeaeHa deaepanbHbiMm 3akoHoM oT 04.08.2023 N 474-93)

9.5. OnepaTop cnCTEMbl MOHUTOPUHIA ABUKEHMA NEKAPCTBEHHbIX NPenapaToB A1A MeAULMHCKOTo
npumeHeHnsa obnagaetr nNpaBom A0CTyNa K MHPOpMaLUKM, COAEeprKalllelica B CUCTEME MOHWUTOPMUHra
OBUXKEHMA NeKapCTBEHHbIX MNpenapaToB Aa8 MeAMUMHCKOrOo MNPUMEHEHUs, BKAYas WMHOOpMaLMIo
OrpaHWYEeHHOro A0CTyMa, C BO3MOMHOCTblO ee 06paboTKM, B TOM uuc/ie ee NpenocTaBNeHUs WU
pacnpocTpaHeHus, obecrneyeHUs OOCTyNa K HEM M OKasaHWA yCayr ¢ ee Mcnonb3oBaHWem (ganee -
obpaboTKa).

(yactb 9.5 BBegeHa depepanbHbim 3akoHOM OT 04.08.2023 N 474-3)

9.6. OnepaTop cMCTEMbI MOHUTOPUHIA ABUXKEHMA NeKapCTBEHHbIX NPenapaTos A1a MeguuUUHCKOro
NPUMEHEHNA MOMKET OCYLLLECTBAATL 06paboTKY MHPOPMaL MM OrpaHNYEHHOIO A0CTYNa, COAeP KaLLelca B
CUCTEME MOHUTOPUHIA ABUXKEHMUA NEKAaPCTBEHHbIX NPenapaTos AAA MeAUUUHCKOTO MPUMEHEHUA, Npu
ycnosum ob6sa3atenbHoro obesnnumBaHuA Takon MHOOPMaLMUM B COOTBETCTBUWM C YTBEPXKAAEMbIMU
denepanbHbiM OpPraHOM WCMOJHUTENbHOM BAACTK, OCYLLECTBAAOWMM OGYHKLMM MO BblpaboTKe u
peanus3aumm rocyaapCTBEHHOM MOAUTUKM U HOPMATUBHO-NMPABOBOMY pery/siMpoBaHuio B cdepe
3[paBOOXpPaHEHMA, NO CornacoBaHulo C ¢denepasbHbiM OpPraHOM  MUCMONHUTENbHOM  BAacTy,
OCYLLECTBAAOLWMM PYHKLUM NO KOHTPOJHO U HaA30py B chepe MHPOPMALIMOHHbLIX TEXHOIOTUIA U CBA3HU, U
denepanbHbIM OPraHOM UCNONHUTENIbHOW BNACTM B 061acTM obecneyeHmsa 6e3onacHOCTU TpeboBaHUAMM
K 06€311M4MBaHUIO TaKO MHOPMaL UK M MeToaaMmn 06e3nnYMBaHUA Takol MHbopmMaummn. ObesnnyeHHan
MHbOPMaUMs, NOJlydeHHAsa B pe3y/bTaTe YKasaHHOM 06paboTKM U cogepikallanca B cuUcTeme
MOHUTOPUHIA ABUMKEHUA JIEKAPCTBEHHbIX MNpPenapaTtoB 418 MeOMLMHCKOTro MNPUMEHEHUA, ABAAETCA
MHbOpPMaumeit orpaHnYeHHoro goctyna. 0besnmyeHHaa MHopmaums, OCTYN K KoTopow bbin obecneyeH
OonepaTopomM CUCTEMblI MOHUTOPUHIA ABUMKEHMA NEKAPCTBEHHbIX MpPenapaToB ANA MenULMHCKOro
NPUMEHEHNA B LENAX OKa3aHWA YCAYyr C ee MWCNOAb30BaHMEM, MNOAJIEXMUT XPaHEHUIO B CUCTEME
MOHMWTOPUHTA ABUXKEHWUA NEKAPCTBEHHbIX NPenapaToB ANA MeAULMHCKOrO NPUMEHEHMA HE MeHee MATK
NeT ¢ AaTbl NpeaocTaBaeHMA AocTyna K o6e3nnyeHHoM MHGOPMaLMK, U Ha Hee He PacnpoCTPaHALOTCA
TpeboBaHMA K MHPOPMALLMKN OrpaHUYEHHOIO AOCTYNA, YCTaHOBAEHHbIE HACTOALLEN CTaTbel.

(yacTb 9.6 BBeaeHa PeaepanbHbiMm 3akoHOM oT 04.08.2023 N 474-93)
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9.7. OnepaTop CUCTEMbI MOHUTOPUHIA ABUXKEHUA NEKAPCTBEHHbIX NPenapaToB 418 MeULMHCKOro
NPUMEHEHUS MOXKET OCYLLECTBATb 06paboTKy MHPOPMaLMM OFpaHMYEHHOTO AOCTYNA, CoAepKaLleica B
CUCTEME MOHMUTOPUHIA ABUMKEHWSA NEeKapCTBEHHbIX MpenapaToB A4 MeAULMHCKOrOo MNPUMEHEHMUS,
Nnosly4eHHOM OT cybbekTa obpalleHWs NeKaPCTBEHHbIX CPEeACTB, 3aPErMCTPMPOBAHHONO B CUCTEME
MOHUTOPUHIA  ABUXEHMA /IEKAPCTBEHHbIX MpenapaToB AA8 MeAMUMHCKOTO MNPUMEHEHUS U
npeacTaBuMBLLIEr0O B Hee CBEAEHMA, B MHTEpecax M Mo MNOPyyeHUt0 TaKoro cybbeKkTa obpalleHua
JNIeKapCTBEHHbIX cpeacTB 6e3 obe3nnymnBaHma nHGopmaLmMm orpaHMYeHHOro AocTyna.

(yacTb 9.7 BBegeHa depepanbHbim 3akoHOM OT 04.08.2023 N 474-3)

9.8. OnepaTop cUCTEMbI MOHUTOPUHTa ABUKEHWNS NEKAaPCTBEHHbIX NPenapaTos A1a MeaULMHCKOro
NPUMEHEHNA BMpPaBe OKasbiBaTb Ha HEAMCKPUMWMHALMOHHOW OCHOBE YCAYrM C MCMNO/b30BaHUEM
obesnnyeHHo MHbOpPMAUMM, coAeprKallelca B CUCTEME MOHUTOPWUHIA ABWMKEHWUS JIEKAPCTBEHHbIX
npenapaToB 418 MeAULUHCKOTo NPUMEHEHUS, CybbeKTam 06 paLLeHUs IEKapCTBEHHbIX CPeacTB, NopPsAoK
M CTOMMOCTb OKa3aHWs KOTOPbIX OMNpeaenatoTca OnepaTopomM CUCTEMbl MOHWUTOPUHIA ABUMKEHUA
JIEKApCTBEHHbIX MPEenapaToB ANA MEAULMHCKOTO MPUMEHEHMS, C YYEeTOM OrpaHMYeHuit goctyna K
o0be3nnyeHHo MHbOPMaUMK, YCTAHOB/IEHHbIX HACTOALWLEN cTaTbel. YKasaHHble NopAgoK U CTOMMOCTb
OKa3aHMA TaKUX YCAyr pasmeLLaroTcAa OnepaTopom CUCTEMbl MOHUTOPUHIA ABWUMKEHWUS IEKAPCTBEHHbIX
npenapaTtoB An8 MeAUUMHCKOrO MPUMEHEHMA HA CcalTe CUCTEMbl MOHUTOPUHIA ABUXKEHUS
JNIeKapCTBEHHDIX npenapatos  AnA MeANLMHCKOro npPUMeHeHNs B NHPOPMALIMOHHO-
TeNEeKOMMYHUKaLMOHHOM ceTn "UHTepHET" 1 Noa/ieXKaT KOHTPOJIHO B COOTBETCTBUM C aHTUMOHOMO/IbHbIM
3aKoHoaaTenbcTBoM Poccuiickoit ®eaepaumn. YKasaHHble NOPAAOK U CTOMMOCTb OKa3aHMsA TakUX yCayr
OOJIKHbI BbITb €4UHbIMM 417 BCeX 1L, 06paLLatowmXca 38 OKa3aHMeM YC/IyTU B OTHOLIEHUWN OAMHAKOBbIX
BMaa, obbema M coctaBa npegoctasasemoint MHpopmaumm. CybbekTam obpalleHUs IeKapCTBEHHbIX
CpeacTB 3anpeLaeTca NpesoCcTaBAATb U PacnpPoCTPaHATb MHPOPMALMIO, NOSYYEHHYIO B COOTBETCTBUM C
HaACTOALLLEN YacTblo.

(yacTb 9.8 BBeaeHa denepanbHbiMm 3akoHOM oT 04.08.2023 N 474-03)

10. MpownsBoauMTENb NIEKAPCTBEHHbIX CPEACTB, AepKaTenb AN6O Bnagenel, perucTpaLyMoHHOro
YO0CTOBEPEHUA NEKAapPCTBEHHOrO nNpenapata MAWM NpeacTaBUTENbCTBO WMHOCTPAHHOM OpraHu3auum,
ABNAIOWLENCA AeprKaTenem NMbo BNafAeNbLEM PErUCTPALUMOHHOIO YAOCTOBEPEHMA NEKAPCTBEHHOIO
npenapaTta, Ha Tepputopun Poccuitickoit depepaLmm, 3aperucTpMpoBaHHble B CUCTEME MOHWUTOPUHIA
OBVXKEHUA NIEeKAPCTBEHHbIX MPenapaToB A8 MeAMUMHCKOrO MPUMEHeHMA U NpeacTaBuMBLUME B Hee
CBEAEHUA O HaHeCEeHUWN cpeacTB MAEHTUPUKALMM HA YNAKOBKM JIEKAPCTBEHHbIX NPENapaToB, Hapaay ¢
MHbOpPMauUMein, yKasaHHOW B 4YacTM 9.4 HacToAWwel CTaTbM, MOJIyYaeT COLEpP’Kallytoca B CUCTEME
MOHWUTOPUHTIA ABUKEHMA NNEKAPCTBEHHbIX MPenapaToB 18 MeAUUMHCKOro NpMMeHeHUs MHdopmaLmio
OrpaHUYEHHOro AOCTYNa O CEPUAX M NAPTUAX STUX SIEKAPCTBEHHbIX NpenapaTtos 6e3Bo3me3HO M BnpaBe
OCYLLECTBNIATb CAMOCTOATE/IbHO MU/IM MOpPyY4aTb 06pPaboTKy Takon MHPOPMaLMKN TONbKO B COOCTBEHHbIX
MHTepecax. Mpu 3TOM JOCTYN K TaKoW MHbOpMALUM UK pe3ynbTaTam ee o6paboTKM MMeeT TONIbKO
OaHHbIN Cy6beKT obpallleHns NeKapCTBEHHbIX CPEACTB UAW ANLO, KOTOPOMY OH mopyynn o6paboTky.
CoctaB npepocTaBifseMoM B COOTBETCTBMM C HACTOALLEM 4YacTblo WHOOpMAUUKM  onpeaenseTcs
MpasuTenbctBom Poccuiickoii ®epepaumu.

(yacTb 10 B pea. depepanbHoro 3akoHa ot 04.08.2023 N 474-03)

11. 32 Npomn3BOACTBO MM NPOAAXKY JIEKAPCTBEHHbIX NPenapaToB 418 MeAULMHCKOTO MPUMEHEH A
6e3 HaHeceHUs cpeacTB UAEHTUOMKAUMKM, C HApYLLEHMEM YCTAHOBJ/IEHHOMO MopsAKa MX HaHeceHwus, a
TaK¥XKe 3a HecBOoeBpeMeHHOe BHECEHME AaHHbIX B CUCTEMY MOHUTOPWUHIA OBUMKEHUA NEKAPCTBEHHbIX
npenapatos Aaa MeOULMHCKOrO MNPUMEHEHUA WAW BHECEHWE B Hee HeAOCTOBEPHbIX AaHHbIX
IOpUANYECKME ANLA U MHAMBMAYANbHblE NPeAnpUHUMATENM, YKa3aHHble B YacTax 4 u 7 HacToALen
CTaTbW, HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuitickoi Pepepauuu.
(yacTb 11 BBEAeHa ®eaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-d3)

12. MpasutenbctBo Poccuiickoit dPepepaumm BnpaBe YCTaHOBUTb OCOBEHHOCTU BHeApeHUsA
CUCTEMbI MOHWTOPWHIA ABWMKEHWUA NEeKapCTBEHHbIX MPenapaTtoB A8 MEeAWUMHCKOTO NPUMEHeHMs,
BK/IIOYAA CPOKM ee BHeApeHUs, B OTHOLEHWM JIEKAPCTBEHHbIX NPenapaToB Aa8 MeAWLMHCKOro
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NPUMEHEHUS, BK/AKOYEHHbIX B MEPEeYEHb KU3HEHHO HEeOoBXOAUMbIX U BaKHEWMLIMX NeKapCTBEHHbIX
npenapaToB, /EKAPCTBEHHbIX MNPENapaToB, MpeAHa3HA4YeHHbIX AnAa obecneyeHna nuL, O6ONbHbIX
remoouanen, MyKoBMCUWAO30M, TMNOPU3apPHbIM HaHU3IMOM, OonesHbio loule, 3/710KaYecTBeHHbIMMU
HOBOOOpa3oBaHUAMU NMMPOUAHON, KPOBETBOPHOM W POACTBEHHbIX WM TKaHen, paccesaHHbIM
CKNepOo30M, L, MOC/Ie TPAaHCMNaHTaLUKW OPraHoB U (M1K) TKaHEN, MHbIX 1IeKaPCTBEHHbIX NpenapaTos A
MeANLMHCKOro NpMMeEHeHUA.

(yactb 12 BBeaeHa PegepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

Fnasa 14.1. OTPAHUMEHUA, HANNATAEMBbIE
HA OPTAHU3ALUUU, OCYLLECTBNAOLWIUE OEATE/IbHOCTb
NO OBPALLEHUIO NEKAPCTBEHHbIX CPEACTB
(eBepeHa degepanbHbiM 3aKoHOM OT 25.11.2013 N 317-93)

Cratba 67.1. OrpaHuuYeHuA, Hanaraemble NpU OCYLLECTBAEHUU JAeATeNbHOCTM B cdepe
06paLLeHnn IeKapCcTBEHHDIX CPeacTB

1. OpraHusaumu, 3aHumalowmeca paspaboTkon, npomsBoAcTBOM W (Mau) peanusaumei
NIeKapCTBEHHbIX NpenapaToB A1A MeANLUHCKOro NPUMeHeHNa, opraHusaummn, obnagatolume npasamm Ha
MCNONb30BaHME TOProBOro HaMMEHOBaHWA /IeKapCTBEHHOro npenapata Ana  MeAuLMHCKOro
NPUMeHeHNA, opraHM3auMmM oNTOBOM TOProBAN NEeKAapCTBEHHbIMU CPeACTBaMM, anTeyHble opraHu3aLmm
(Mx npeacTaBUTENM, UHbIE PUNYECKME U IOPULMYECKME NTMLLA, OCYLLECTBISIOWME CBOIO AeATE/IbHOCTb OT
MMEHM 3TUX OPraHn3auunii) B OTHOLIEHUU MEANUMHCKMX PabOTHUKOB M pyKoBoAUTENEN MeaNUMHCKUX
OopraHM3aLuii He BrpaBe:

1) Bpy4aTb NOAAPKM, BbINAaUNBaATb AEHEXHbIE CPEACTBA (33 UCKNOYEHUEM BO3HArpaXKAeHui rno
[OroBopam npu NpPoBeAeHUUN KAMHUYECKMX UCCNeAO0BaHWIM NIeKapCTBEHHbIX npenapaTos  Ans
MEAMLMHCKOrO MPUMEHEHMA, BO3HarpPaXKAeHW, CBA3AHHbIX C OCYLLECTBJAEHUMEM MEANLMHCKUM
PaboTHMKOM neaarormyeckoi u (Mam) HayyHon AeATEeNbHOCTU), B TOM YMC/Ie OMNlaunBaThb pass/ieveHuns,
OTAbIX, NPOEe3A, K MeCTy OTAbIXa, a TakyKe NPUBAEKaTb K y4acTUIO B pa3BaeKaTe/lbHbIX MeponpuATUSX,
NPOBOAMMbBIX 33 CYET CBOUX CPEACTB;

2) 3aKNKo4YaTb cornaweHnAa O Ha3Ha4YeHUn wnan pekomeHgaumnm nauueHTam JNeKapPCTBEHHbIX
npenapartos gna megnumHCKoro npuMmeHeHumA (3a NUCKNIlo4HEeHNEM A0roBopos O nposeaeHNn KAIMHNYECKUX
MCC/'IEAOBE]HMVI NEeKapCTBEHHbIX NpenapaTtos AnAd megnunHCKoro I'IpMMEHEHMFI),'

3) npeaocTaBnATb 06pasupbl N1EKAPCTBEHHbIX NPENaPaToB A1 MEeAULMHCKOTO NPUMEHEHUA B LEeNsaX
BpyYeHMUA naumeHtTam (3a MWCK/OYEHMEM CAydvaeB, CBA3AHHbLIX C MPOBEAEHMEM  KIAMHMYECKUX
nccnea0BaHUIA IeKapCTBEHHbIX NPenapaTos A8 MeAULMHCKOro NPUMEHEHNSA);

4) NpeAoCcTaBNATb HEAOCTOBEPHYIO U (M) HENONHYI0 MHPOPMALMIO O IEKAPCTBEHHbIX NpenapaTax
ANA MeAULMHCKOro NpUMeHeHus;

5) nocewaTtb UX B pa6oqee Bpema Ha pa60qu MecCTaX, 3a UCKNKDYEHNEM CaiydaeB, CBA3aHHbIX C
nposeaeHnem KANHUYECKUX VICCﬂe,CI,OBaHMl\;I NEKapCTBEHHbLIX nNpenapatoB Aa4 MeaAUUnHCKOro
npumeHeHunAa, ¢ ydactmem B nopAaake, yCtraHOBJ1IEHHOM pyKOBOAUTENIEM Me,CI,MLI,VIHCKOﬁ OopraHunsauuu, B
C06paHMFIX MeanLUNHCKNX pa6OTHMKOB MU UHbIX MeponpuUATUAX, HaNpPaB/IEHHbIX Ha MOBbilWleHNE UX
I'IpOd)ECCMOHa}'IbHOI'O YPOBHA M/N Ha NpeaocrtaBieHune MHd)OpMaLI,MM, CBA3AHHOM C ocyuwecrtsneHmnem
MOHWUTOPWUHIa 6e3onacHoCTH NEeKapCTBEHHbIX NPEenapaTos,

6) No6Y»KAaTb K BbIMUCbIBAHWIO IEKAPCTBEHHBIX NPENapaToB A8 MeANUMHCKOTO NPUMEHEHMUA Ha
61aHKax, cofeprKawmnx MHGOPMALMIO PEKIAaMHOTO XapaKTepa, a TaK:Ke Ha peLenTypHbix 6iaHKax, Ha
KOTOpbIX 3apaHee HaneyaTaHO HaMMEHOBAHME JIEKAPCTBEHHOro npenapata Aaa MeauLMHCKOro
NPUMEHEHWA.

2. OpFaHM3aLI,MM, YKa3aHHble B a63au,e nepBom 4actu 1 HaCTOFILLI,eﬁ CTaTbk, U X NpeacTtaBuTein B
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OTHOLEHWM PpapMaLLeBTUUYECKMX PabOTHMKOB M PYKOBOAMUTENEN anTeuHbIX OpraHu3aumii He Bnpase:

1) BpyyaTb NOAAPKMK, BbINIAYMBaTh AEHENKHbIE CPEe/CTBA, B TOM YMCAe OMNiavynBaTh pasBaeyeHus,
OoTAbIX, NpPoe3s K MecTy OTAbiXxa, M NPMBAEKATb K Yy4yaCTUIO B Pa3B/ieKaTeslbHbIX MeponpuATUNAX,
NPOBOAUMbIX 3@ CHET CBOMX CPEACTB;

2) npepocTaBnaTb 06pasLbl JIEKAPCTBEHHbIX MpenapaToB A1 MegULMHCKOrO NMpUMEHeHUs ans
BPYYEHMUA HACENEHUIO;

3) 3aKN04aTb cornaweHunAa o npegnoxeHnn HaceneHnto onpeaeneHHbIX NeKapCTBEHHbIX
npenapatos Ana megnumHCKOro npuMeHeEHNA;

4) NnpeaoCTaBNATb HEAOCTOBEPHYIO U (MNK) HENONHYI0 MHPOPMALMIO O IEKAPCTBEHHbIX NpenapaTax
ANA  MeAMUMHCKOrO MpUMEHeHUsi, B TOM UMC/Ie MWMELWMX OAMHAKOBOE MeXayHapoaHoe
HenaTeHTOBaHHOE HauMeHOBaHMe.

Cratba 67.2. TpeboBaHUA K OpraHM3auMum U NPOBEAEHUI0 HAYYHbIX MEPONPUATUN, MHbIX
MeponpuATUiA, HanpaBNeHHbIX Ha noBbilleHne npPodpeccUoHaANbHOrO YPOBHA MeAULIMHCKUX
paboTHMKOB MM Ha npeaocTaBieHne UHPOPMaALMKU, CBA3AHHOW C OCYLLECTB/IEHUEM MOHMUTOPUHra
6e30nMacHOCTM 1IeKAPCTBEHHbIX NPenapaTos

1. MNpw NpoBeAEHMMN HayYHbIX MEPONPUATUIA, MHbIX MEPONPUATUIA, HaNPaBAEHHbIX Ha NOBbILEHUE
Npo¢$eccMoHaNbHOTO YPOBHA MEAMUMHCKMX PabOTHMKOB WAM Ha NpenoCTaB/lieHMe CBA3AHHOW C
OCYLLECTBIEHMEM  MOHMTOPUHra  6e30MacHOCTM  NIeKAPCTBEHHbLIX  NpenapaTtoB  MHpOpMaLuu,
OpraHM3yemblX OpPraHM3auMAMM, yKasaHHbIMM B ab3aue nepBom 4actu 1 ctatbu 67.1 HacToAwero
desepanbHOro 3aKoHa, WX MPeaCcTaBUTENAMM W (MAKN) OUHAHCUPYEeMbIX 3a CYET CPeacTB 3TUX
OpraHun3aumii n UxX NpeacTaBuUTeNel, 3anpeLLaeTcs NPenaTCTBOBaTb YHaCTMIO B YKa3aHHbIX MEPONPUATUAX
MHbIX OpraHM3auMii, KOTopble MPOU3BOAAT WAW pPeanusyloT NeKapCTBEHHble npenapaTtbl A8
MEeAMLMHCKOrO MPUMEHEHUSA CO CXOXMM MexaHU3MoM GapMaKoIorMyeckoro Aencteuns, MMbo cos3aasaTb
ANCKPMMUHAUMOHHbIE YCNOBMA AN OOAHWUX YYACTHMKOB MO CPABHEHMIO C APYTMMM Y4YacTHMKamMM, a
MMEHHO:

1) npeaocTaBATb Pa3IMYHOE KOJIMYECTBO BPEMEHU ANA BbICTYM/IEHUI YH4AaCTHUKOB, Pas/ivMyHbIe No
pasmepy 3aHMMaeMol NAoWaam mecTa A1A AeMOHCTPaLumn obpasLoB NeKapCcTBEHHbIX NpenapaTos Ana
MEeANUNHCKOTO MNPUMEHEHUA WAW PEeKNaMHbIX MAaTepuanoB O JIEKAapCTBEHHbIX npenapaTtax A4
MeNLUNHCKOTO MPUMEHEHUA Ha IKCMO3ULMAX, CTEHAAX, 33 UCKIIOYEHNEM CTyYaeB, EC/IM TaKMe yCNoBUA
3aKpensieHbl B COrNalleHUAX 3TUX OpraHu3auui, ux npeacrasuteneir o GUHaAHCMPOBAHUM YKA3aHHbIX
MeponpUATUIA U 0BYCNOBAEHbI Pa3/IMYHbIMKM 3aTPaTaMM Y4aCTHUKOB HA UX OPraHn3aLmio;

2) ycTaHaBAMBaTb pa3smep B3HOCA ANA YYAaCTHMKOB MEPONPUATMI, yKasaHHbIX B ab3aue nepsom
HacToALLEN YacTW, MPEBbLILWAIOWMIA CYMMY 3aTPaT HAa OPraHM3aLMIo YKa3aHHbIX MEPONPUATUA U BeAyLLniA
K He060CHOBAaHHOMY OrpaHUYEHMIO YMCa UX YYaCTHUKOB.

2. OpraHu3auuu, yKkasaHHble B ab3aue nepsom yact 1 ctatbu 67.1 HactoAwero ®egepanbHOro
3aKOHa, WX NPeACTaBUTENN, OCYLLECTBAAIOLLME OpraHM3aumio U (Mam) GUHaHCUPOBAHWE MEPONPUATUNA,
YKa3aHHbIX B 4acTu 1 HacTosAwel cTaTbu, 06A3aHbl 06ecneymBaTtb JOCTYN K MHGOPMALMKM O AaTe, MecTe U
BPEMEHM NPOBELAEHWUA YKa3aHHbIX MEPOMPUATUIA, NAaHaX, MpPorpamMmax npPOBefeHUs YKa3aHHbIX
MEpPOMNpPUATUIA U TeEMAX, NIAHUPYEMbIX A1 PAaCCMOTPEHMA, COCTAaBe MX YYAaCTHUKOB MyTeM pasmeLleHus
COOTBETCTBYIOWEN MHOPMALMM Ha cBOMX O0dULUMAbHBIX CaitTax B ceTn "MHTepHeT" He no3aHee ABYX
MecALEeB 40 Hayasla NPoBeAeHUs YKa3aHHbIX MEPONPUATUN.

3. UHpopmauma o npoBeaeHUN MepPONpPUATUIA, YKa3aHHbIX B 4acTU 1 HACTOALLEN CTaTbW, B CPOK,
YCTAaHOBNEHHbIA 4YacTblo 2 HacTosweln craTbM, AO/MKHA ObiTb HanpasneHa B deaepanbHbliA OpraH
WUCMO/IHUTENIbHOM  BAAaCTW, OCYWECTBAAOWMA  PYHKUMM MO KOHTPOAK W Hagsopy B coepe
3/ paBOOXPAHEHNA, ANA NOCNeAYIOWeEero pasmelleHnn ee Ha oPpUUMANbLHOM CailTe 3TOro opraHa B CeTU



"MHTepHeT".

nasa 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOZATE/IbCTBA
POCCUIACKOM DEAEPALMM NPU OBPALLEEHUW NEKAPCTBEHHbIX CPEACTB
1 BOSMELLEHUE BPEAA, MPUYUHEHHOIO 340POBbIO TrPAXKAH
BC/IEACTBUE NPUMEHEHUA NEKAPCTBEHHbDIX MPEMAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapylleHMe 3aKoHogaTenbctBa Poccuiickoii depepauumn npu
06palLeHnn neKapcTBeHHbIX cpeacTs

1. HapyweHune 3akoHogaTenbctBa Poccuiickoit ®egepaumm npu obpaleHUn NeKapcTBEHHbIX
cpeAcTB BneyeT 3a coOON OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOLATENbCTBOM Poccuiickol
depepaunn.

(B pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. 3a HenpeacTaBAeHUEe AN HECBOEBPEMEHHOE NpeacTaB/ieHe MHPopMaLmn 1 (Man) 4OKYMEHTOB
nmbo npeacTaBieHWE HeAOCTOBEPHbIX WHboOpMauMM W (MNKM) OOKYMEHTOB, NPeayCMOTPEHHbIX
HacToswmum PenepanbHbiM  3aKOHOM, CyObEKTbl 06paleHUs /IeKapCTBEHHbIX CPeacTB  HecyT
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAaTeNbCcTBOM Poccuiickoit ®epepaumu.

(yacTb 2 BBeAeHa PeaepanbHbiMm 3akoHOM OT 22.12.2014 N 429-93; B pen. PeaepanbHOro 3akoHa ot
04.06.2018 N 140-d3)

Cratba 69. BosmeweHue Bpega, NPUUMHEHHOrO 340POBbIO rPpaXKAaaH BCaeacTBUE NPUMEHEHUA
JIeKapCTBEHHbIX NpenapaTos

1. MpousBoauTeNb NEKapCTBEHHOrO npenapaTta 06f3aH BO3MECTUTb Bpesd, MPUYMHEHHbIN
3[0POBbIO rpaXaaH BCAeACTBME NPUMEHEHUA JIEKAPCTBEHHOrO Npenapara, ec/im A0Ka3aHo, YTo:

1) nekapcTBeHHbIW NpenapaT NPUMEHAICA MO HAa3HAYEeHWI0 B COOTBETCTBUMM C MHCTPYKUMEN Mo
NPUMEHEHMIO NEKApCTBEHHOrO NpenapaTta U NPUYMHON Bpefa ABW/CA BBOA B rPaKAaHCKMI 060poT
He,06pOKavYecTBEHHOIO JIeKAPCTBEHHOrO Npenapara;

2) Bpea, 340POBbIO MPUYMHEH BCNEACTBME HeAOCTOBepHOM MHbOpMALMK, coAeprKalieinca B
MHCTPYKLMM MO NPUMEHEHUIO IEKaPCTBEHHOTO Npenapara, M34aHHOoN NPoM3BOAUTE/IEM /IEKAPCTBEHHOMO
npenaparta.

2. B cnyyae, ecnum Bpes 340POBbIO rpaXkaaH NPUYMHEH BCIEACTBME NMPUMEHEHUA IEKaPCTBEHHOTO
npenapara, NpulLeAWero B HErO4AHOCTb B Pe3y/ibTaTe HapylleHUs MPaBu XPaHEHUS JIeKapCTBEHHbIX
CPeACTB, NPaBUA OMNTOBOM TOPrOBAWM JIEKAPCTBEHHLIMUW NPEnapaTamu, NPaBuUa OTNYCKA NEKAPCTBEHHbIX
npenapaTos, MNpPaBWU/ W3rOTOBJAEHUS M OTMYCKAa JIEKAPCTBEHHbIX MpenapaTtos, BO3MELLEHME Bpeaa
OCYLLECTBNAETCA COOTBETCTBEHHO OpraHuW3auMein ONTOBON TOProB/AM NEKAPCTBEHHLIMW CPEeACTBaMMU,
anTe4yHoOW oOpraHuWsauuMen, MWHAMBMAYaNbHbIM MNpeanpuUHMMATENEM, WMEIOWMMU  IMLEH3UIO Ha
bapMaueBTUYECKYIO AeATeNbHOCTb MAN IULEH3MI0 Ha MeAMUMHCKYIO AeATeNbHOCTb, MEeAMLMHCKOM
opraHusauuen, MMelolen AMUeH3UI0 Ha ¢apmaLeBTUYECKYD AeaTeNbHOCTb (ee 060co6aeHHbIM
noapasgeneHnem (ambynatopueit, penbaliepckum M GpenballepcKo-akyLWepPCcKUmM NyHKTaMu, LEHTPOM
(oToeneHnem) obuien BpayebHOM (cemeiHOM) NPaKTUKKU), PACMONOXKEHHbIM B CE/IbCKOM HaceNeHHOM
NyHKTE, B KOTOPOM OTCYTCTBYET anTeyHaa opraHusauma), 4ONyCTMBLWIMMM NPOAAXKY WAM OTNYCK TaKoro
NleKapcTBEHHOro npenapara.

(8 pea. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

3. BosmelleHve Bpeaa, MNPUYUHEHHOrO 3[0POBbLID rPaKAaH BCAeACTBME NPUMEHEHUs
JIEKapCTBEHHbIX MPenapaTtoB WAM COBEpPLUEHUS NPOTUBOMPABHbLIX AENCTBUN cyObeKkTamu obpalteHua
JNIeKapCTBEHHbIX CPeacTB, OCYLLECTBAAETCs B COOTBETCTBUM C 3aKOHOAATENbCTBOM PoccuiicKoi
depepaunn.
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nasa 16. 3AK/TIOYUTE/IbHBIE MOJIOXKEHUA

Ctatba 70. O NnpM3HaHUM YTPATUBLLUMM CUY OTAE/bHbIX 3aKOHOAATE/IbHbIX aKTOB (MONOXKEeHUN
3aKOHoAaTebHbIX akToB) Poccuiickoit ®epepauyum

MpW3HaTb YTPATUBLLMMU CUNY:

1) depepanbHbIl 3aKoH oT 22 uioHA 1998 roaa N 86-d3 "O nekapcTBeHHbIX cpeacTtsax” (CobpaHue
3aKoHogaaTenbcTBa Poccuiickon degepaumm, 1998, N 26, cT. 3006);

2) depepanbHbI 3aKOH OT 2 AHBapa 2000 roga N 5-d3 "O BHeCEHUU U3MEHEHUA U AOMNONHEHUI B
depepanbHbii 3aKoH "O nekapcTBeHHbIXx cpeactBax" (CobpaHue 3akoHogaTenbcTBa Poccuickol
depepaunu, 2000, N 2, cT. 126);

3) ctaTtbto 40 PepepanbHoro 3akoHa ot 10 sHBapa 2003 roga N 15-®3 "O BHeceHMU U3MEHEHUI U
OONONHEHUI B HEKOTOpble 3aKoHoAaTesbHble akTbl Poccuitckolt Pepepaumm B CBA3M C NPUHATUEM
depepanbHoro 3akoHa "O NMUEH3MPOBAHUM OTAENbHbIX BUAOB AeAtenbHoctu" (CobpaHue
3aKoHoaaTenbcTBa Poccuiickon depepaumu, 2003, N 2, cT. 167);

4) cTtaTbto 31 deaepanbHoro 3akoHa ot 30 utoHA 2003 roga N 86-®3 "O BHECEHUU U3MEHEHUI U
[OMOJIHEHUI B HEKOTOPble 3aKOHOAaTeIbHbIE aKTbl Poccuiickoi ®eaepaunm, NpuUsHaHMM yTPATUBLLMMMU
CUNY OTAENbHbIX 3aKOHOAATesNbHbIX aKToB Poccuiickolt depepaumn, NpenocTaBAEHUU OTAENbHbIX
rapaHTU COTPYAHMKaM OpPraHoB BHYTPEHHUX [/, OPraHOB MO KOHTPOI0 33 060POTOM HAPKOTUYECKUX
CPeacTB M NCUXOTPONMHbIX BELLECTB M ynpasaHaembix desepanbHbiX OpraHoB HaNoroBou NoOANLMM B CBA3K
C OCYLLEeCTBIEHMEM MepP MO COBEPLIEHCTBOBAHUIO rocyaapcTBeHHoro ynpasneHua" (CobpaHue
3aKoHogaTenbcTBa Poccuiickon depepaunu, 2003, N 27, c1. 2700);

5) ctaTtbio 101 PegepanbHoOro 3akoHa ot 22 asrycta 2004 roga N 122-d3 "O BHeCEHUN N3MEHEHU
B 3aKoHogZaTesibHble aKTbl Poccuitickolt Pepepaumm M NPU3HAHUU YTPATUBLUMMM CUY HEKOTOPbIX
3aKoHOAaTeNbHbIX aKToB Poccuiickon Pepepaummn B cBA3U € NpuHATUEM PepepasnbHblX 3akoHoB "O
BHECEHUM M3MEHEHWUIH U gononHeHuit B PepepanbHblil 3aKoH "O6 06WMX NPUMHUMNAX OpraHM3auuUK
3aKOHOAaTeNbHbIX (NpeacTaBUTENIbHBIX) M UCMNOJHUTENIbHBIX OPraHOB rOCYZAapCTBEHHOW BAACTU
cybbekToB Poccuinckoit ®epepaumn™ n "0O6 06X NPUHLMNAX OPraHU3aLLMmM MEeCTHOro CaMoynpaBaeHns
B Poccuiickonn degepaummn” (CobpaHue 3akoHogaTtenbcTBa Poccuitickoint deaepaumm, 2004, N 35, crT.
3607);

6) ctatblo 28 PepepanbHOro 3akoHa ot 18 aekabps 2006 roga N 231-d3 "O BBeAeHUM B AeicTBME
yacTu veTBepToin [parKaaHCKoro Kogekca Poccuiickon depepaumn” (CobpaHue 3akoHOAaTeNbCTBA
Poccuitckoit epepaummn, 2006, N 52, cT. 5497).

Cratba 71. BctynneHue B cuny HactoAwero PeaepanbHOro 3akoHa

1. Hactoawumit denepanbHbliii 3aKOH BCTynaeT B cuay ¢ 1 ceHTabpa 2010 roaa.

2. JlekapcTBeHHble cpeacTBa, 3apPerncTpupoBaHHble A0 AHA BCTYNAEHMA B CUY HacToALlero
(Dep,epaanoro 3adKOHa, NoanexXaT BK/IIOYEHUIO B TOCYyAaPCTBEHHbIE PeECTPbl NIEKAPCTBEHHDBIX CpeacTs C
BHECEHMEM YKa3aHHbIX B 4acCTh 1 cratbmn 33 HacToAwero CDep,epaanoro 3adKOHa CBe,Cl,eHVIﬁ 06 3Tmx
NEKapCTBEHHbLIX CpeacrBax 6es npoxoxgeHna BHOBb npoueaypbl I'OCV,CI,apCTBeHHOl‘;I perncrpauunm
NEKAPCTBEHHbIX NMPenapaTos.

3. rOCV,CI,apCTBeHHa‘r'I perncrpaumna nekapCrBeHHbIX NPenapaToB, 3a UCKIKDYEHNEM NNEKAPCTBEHHDbIX
npenapatos Ana meanunHCKOro npmnmeHeHunA, npeacrtaBeHHbIX Ha YKa3aHHYH perncrpauunto Ao AHA
BCTyn/1eHnA B CUNY HacToALlero Cbep,epaanoro 3adKOHa, OCyLWecCcTBNAEeTCA B COOTBETCTBUN C HACTOALWLMNM
d>e,u,epaanb|M 3dKOHOM Ha OCHOBaHWWN AOKYMEHTOB U AaHHbIX, NpeacTaB/IeHHbIX A0 AHA BCTYyN1eHUNA B
cnny HactoAawero d)ep,epaanoro 3adKOHa.
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(8 pea. PenepanbHoro 3akoHa ot 11.10.2010 N 271-93)

3.1.TocypapcTBeHHaA perncTpaumna 1eKapcTBeHHbIX NpenapaTos 419 MeAULMHCKOTo NpUMeEHeHuUA,
npeacTaB/NeHHbIX Ha T[OCYAAPCTBEHHYIO perncrpauuio Ao AHA BCTYNJeHUA B CUAY HacToAlero
depepanbHOro  3aKOHA, W rOCYAApPCTBEHHAA perucTpauua  NeKapCTBEHHbIX NpenapaTos  AaA
MeAVLUMHCKOTO MPUMEHeHUA, NPeacTaBNEeHHbIX Ha 3KCNepTU3y JIeKApCTBEHHbIX CPeacTB A0 AHA
BCTYN/AEHMA B CUAY HacToAauwero PenepasbHOro 3aKOHa B LEeAAX UX nocaeaytoweit rocyaapcrseHHoOM
perncrpauum, OCyLLecTBAAKTCA Ha OCHOBAaHUM [AOKYMEHTOB W AaHHbIX, MpeAcTaBAeHHbIX A0 AHA
BCTYNAEHUA B cuny HacTosuwero dPenepanbHOro 3aKOHa, a TaKKe 3aAB/IeHMA O TOCyAapCTBEHHOWM
perncrpaumm NeKapcTBEHHOro npenapata, NpPeacTaBJeHHOro npousBoauTenem IeKApPCTBEHHbIX
npenapaToB UAK YNOJHOMOYEHHbIM UM IMLLOM B COOTBETCTBMM C HacToAwmMM PegepanbHbiM 3aKOHOM B
YNOJHOMOYEHHbIN deaepanbHbiii opraH UCNoiHUTeNbHOM BnacTn go 1 mapta 2011 roaa, 6e3 TpeboBaHusA
ynnaTbl rocygapcTBEHHOW NOLW/IMHbI, NPeAyCMOTPEHHOM 3aKoHoAaTeIbcTBOM Poccuiickon deaepaumnm o
Hanorax u cbopax.
(yacTb 3.1 B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.2. MoaTBep)AeHWE TrOCYyAApCTBEHHON pPerncTpaumn  NeKapcTBeHHbIX NpenapaTtoB  AnA
MeANLMHCKOIO NPUMEHEHMA, NPeACTaBAEHHbIX 414 NOATBEPKAEHNA rOCYAaPCTBEHHON perncTpaumnm oo
OHA BCTYN/eHUA B cuay Hactoauwero ®PenepanbHOro 3akKoHa, U MOATBEPXKAEHWE TFOCYyAapCTBEHHOM
perucTpaunm neKapcTBeHHbIX MNpenapaToB ASA MEeAUUMHCKOrO NPUMEHEHWA, NPeACTaBAEHHbIX Ha
9KCMepTU3y JIEKapCTBEHHbIX CPeACTB A0 AHA BCTYNAEHUA B cuay HactoAawero ®PenepasbHOro 3aKoHa B
Luenax nocneayrollero nNOATBEPXKAEHUA WX TFOCYAAPCTBEHHON perncTpaumu, OCYLLeCTBAAIOTCA Ha
OCHOBaHMW [OOKYMEHTOB W [AaHHbIX, MNPeACTaBAEHHbIX A0 AHA BCTYNJEHWA B CWJY HacTOALLEero
denepanbHOrOo 3aKOHa, a TaKKe 3afAB/AEHUMA O MOATBEPXKAEHWUU TOCYAAPCTBEHHON perMcTpauuun
JIeKapCTBEHHOro npenapaTa, NPeacTaB/N€HHOro NPou3BOAUTENIEM JIEKAPCTBEHHbIX MNPenapaTtoB Wau
YNOJHOMOYEHHbIM MM JIULLOM B COOTBETCTBUM C HacToAWwMM PesepanbHbIM 3aKOHOM B YNOJTHOMOYEHHbIN
depepanbHbIi OpraH MCNoaHWUTENbHOW Bnactm fo 1 mapta 2011 ropa, 6e3 TpeboBaHWA ynaaTbl
rocyapCcTBEHHOW NOLWMHbI, NPEAYCMOTPEHHOM 3aKoHOoAaTeNbCTBOM Poccuiickon ®epepaumm o Hanorax
n cbopax.

(yacTb 3.2 B pea. PeaepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.3. TlpuHATME peleHna O BHECEHUM W3MEHEHWUA B [AOKYMEHTbl, cogepiKalimeca B
PerncTpaumMoHHOM [0Cbe Ha 3apermcTpMpPOBaHHbIA NEKAPCTBEHHbLIM NpenapaT Ans MeAMUMHCKOro
NPUMEHEHWA W NpPeACTaB/leHHble [0 AHA BCTYNJEHUA B cuiy Hactoswero denepasbHOro 3akoHa, U
NPUHATHUE PeLleHns O BHECEHUN U3MEHEHUI B LOKYMEHTbI, COAepIKalleecs B PerncTpauMoHHOM A0Cbe
Ha 3apPerucTpMpOBaHHbLIA  JIEKAPCTBEHHbIA  Mpenapat Agaa  MegUUMHCKOTO  MPUMEHEHUA U
npeacTaB/eHHble Ha 3KCNepTU3y JIeKapCTBEHHbIX CPeACTB A0 AHA BCTYMEHMS B CWY HAcCTOALLEro
denepasbHOro 3aKOHa, OCYLLLECTB/IAKOTCA HA OCHOBAHUW AOKYMEHTOB U A@aHHbIX, NPeACTaBNEeHHbIX A0 AHA
BCTYM/IeHWNA B CUy HacTosAwero deaepanbHOro 3aKoHa, a TaKKe 3asaB/IEHUA O BHECEHUN U3MEHEHWI B
AOKYMEHTbI, COAEp’Kalimecs B PEerucTpaLMoHHOM [0Cbe Ha 3apermcTPUpPOBAHHbIN JIEKAPCTBEHHBIN
npenapat Aas MeAMUMHCKOTO MPUMEHEHUs, NPeACTaBNeHHOro MPOU3BOANUTENEM JIEKAaPCTBEHHbIX
npenapaTos Uan YNOJHOMOYEHHbIM UM IMLOM B COOTBETCTBUM C HacToAw MM DeaepanbHbIM 3aKOHOM B
YNOJIHOMOYEHHbIN degepanbHbiii opraH UCNoHUTeNbHOM BnacTn go 1 mapta 2011 roaa, 6e3 TpeboBaHuA
ynAaTbl rocyAapCcTBEHHOM NOLW/IMHbI, NPeayCMOTPEHHOM 3aKoHoAaTeIbcTBOM Poccuiickon Peaepaumnm o
Hanorax u cbopax.

(yacTb 3.3 B pea. PepepanbHOro 3akoHa ot 29.11.2010 N 313-93)

3.4. Bblgauva pa3peLueHm7| Ha nposeaeHne KANHUYECKUX MCC}'Ie,CI,OBaHVIﬁ NNEeKapCTBEHHDbIX
npenapatos gna meanunHCKOro npMmeHeHmnAa no 3aAaBaeHnAam, NnogaHHbIM A0 AHA BCTYN/1IEHNUA B CUNY
HacToAllero dDep,epaanoro 3dKOHa, a TaKXe Mo 3aABNEHNAM, NOAaHHbIM Nocae AHA BCTYN/1€HNA B CUNY
HaCToALWLEero CDep,epaanoro 3adKOHA Ha OCHOBAHWMUW 3KCNEPTU3, NpoBEAEHHbIX A0 OHA BCTYNJ/IEHUA B CUNY
HaCTOoALWLEro dJep,epaanoro 3adKOHa, OCywecTBNAETCA B COOTBETCTBMM C HACTOALLMM CDe,u,epaanblN\
3dKOHOM Ha OCHOBAaHWUN AOKYMEHTOB U OaHHbIX, NpeacTtaBNEHHbIX MU NONYYEHHbIX A0 AHA BCTYNNE€HUA
B CMly HaCToALWEero dJe,u,epaanoro 3adKOHa, a TaKXKe Ha OCHOBaHMK KON nNpeaBapuTenbHOro 4orosopa
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06A3aTe/IbHOro CTPAaXOBaHWA }KMU3HW, 340PO0BbA MNALMEHTOB, YYACTBYIOLMX B KNTMHUYECKOM UCCNeA0BaHNK
JIeKapCTBEHHOMO npenapata gaa MeAMUMHCKOrO NMPUMEHEHUA, UM KOonNuK aorosopa obAsaTenbHOro
CTPaxOBaHMA KM3HW, 340POBbA MALMEHTOB, Y4YaCTBYIOWMX B  KAWHWMYECKOM  WUCCAELOBAHWUU
JIeKapCTBEHHOrO nNpenapaTta 41A MeAUUMHCKOro NpUMeHeHuA, IMbo npeacTaBAeHHON Konuu Jorosopa
06A3aTeNbHOr0 CTPAXOBAHMA, 3aKJAIOYEHHOFO B COOTBETCTBUM C TMMNOBLIMM MpPaBMUIaMU 06A3aTeNbHOro
CTPaxoBaHMA, C YyKasaHMeM npeaenbHOM YMCAEHHOCTU MAUMEHTOB, Y4YaCTBYIOWMX B KJAMHUYECKOM
nccnefoBaHUM IEKaPCTBEHHOTO NpenapaTta 41A MegULMHCKOro npumeHeHusa, 6e3 TpeboBaHMA ynaaThbl
rocyAapCTBEHHOM NOLW/IMHbI, NpeayCMOTPEHHOM 3aKoHoAaTeIbcTBOM Poccuinckon Peaepaumm o Hasnorax
n cbopax.

(yacTtb 3.4 B pea. GeaepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.5. 3apernctpMpoBaHHble B MHOCTPAHHOW BajloTe A0 AHA BCTYNAEHUS B CWU/Y HacTOALWEro
depepanbHOro 3aKoHa MpefesibHble OTMYCKHbIe LUeHbl MHOCTPaHHbLIX MNpou3BOAUTENEN  Ha
JIeKapCTBEHHbIE MNpenapaTtbl, BK/AOYEHHble B MNepeyeHb MM3HEHHO HEeOobXOAMMBIX U BarKHEULWMNX
JIeKapCTBEHHbIX NpenapaTos, noanexaT nepecyety B pybsn no kypcy LleHTpanbHoro 6aHka Poccuiickomn
depepaunn Ha aaTy, ycTaHoB/eHHy MpaButenbctBom Poccuinickoit deapepauumn, 6e3 npeacraBieHus
3asAB/IEHMA O nepecyeTe LieHbl C BHECEHMEM COOTBETCTBYHOLLMX U3MEHEHUI B FOCYAAPCTBEHHbIA pPeecTp
npeaenbHbIX OTNYCKHbIX LLEH NPOM3BOAUTENIEN Ha SIEKAPCTBEHHbIE NPenapaThbl, BKAOUYEHHbIE B NepeyYeHb
YKU3HEHHO HeobX0AMMbIX U BaXKHEWNLLMX JIEKAaPCTBEHHbIX NPenapaTos.

(yacTb 3.5 BBeaeHa desepanbHbiMm 3akoHoM oT 11.10.2010 N 271-d3)

3.6. 3apernctpmpoBaHHble 00 AHA BCTyNAeHMA B cuay HacTtoawero ®depepasbHOro 3akoHa
npegenbHble OTNYCKHblE LEeHbl POCCUMCKUX MNPOU3BOAUTENEN HA JIEKAapCTBEHHblE MpenapaThbl,
BK/IIOYEHHblE B MepeyYeHb MKU3HEHHO HEeOoBXOAUMbIX M BaXKHEWWMX NEeKAPCTBEHHbIX MPenapaTos,
nognexar mHpekcaumm ¢ 1 Hoabpa 2010 roga Mcxo4s M3 MPOrHO3MPYEMOro YPOBHA WHOAAUUMK,
ycTaHoBneHHoro ®esepanbHbiM 3aKoHOM OT 2 Aekabpa 2009 roaa N 308-93 "O deaepansHom BrogxeTe
Ha 2010 roa 1 Ha nnaHoBbI nepuoa 2011 1 2012 rogos" Ha 2011 roa,.

(yacTb 3.6 BBeaeHa deaepanbHbiMm 3akoHoM oT 11.10.2010 N 271-93)

3.7. NMocne 1 mapta 2011 roga He gonyckatoTca NPoun3BoACTBO U BBO3 B Poccuiickyto ®egepaumio
JIeKapPCTBEHHbIX NPENApPaToB B YNaKOBKaX C MAaPKMPOBKOM, KoTopasa 6blna HaHeceHa A0 AHA BCTyN/AeHUsA
B cuny Hactoawero desepanbHOro 3akoHa. Mo UCTeYEeHMM YKa3aHHOTO CPOKA AaHHble JIEKAPCTBEHHbIE
npenapaTtbl MOTYT OTNYCKATbCA, peasM30BbIBaTbCA, NepesaBaTbCA M NPUMEHATLCA A0 NCTEYEHMA UX CPOKA
rogHOCTW.

(B pen,. PegepanbHbix 3aKoHOB 0T 29.11.2010 N 313-93, 01 06.12.2011 N 409-d3)

4. Co pgHA BCTyn/ieHWa B cuny Hactoawero ®enepanvHoro 3akoHa u no 30 anpens 2011 ropa
BK/IIOUUTEIBHO AOMYCKAETCA NPOBEAEHUE SKCNEPTU3bI JIEKAPCTBEHHbIX CPEACTB SKCMEePTaMM SKCMEPTHOro
YYpPEKOEHMA [0 NPOXOXKAEHUA MMM aTTecTauMm B MOPAAKE, YCTAaHOBNEHHOM YMNOJHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOTHUTENIbHOM BNIACTHU.

5. Co gHA BCTynneHus B cuny Hactoswero dPenepanbHoro 3akoHa 1 no 31 aekabps 2013 roaa
BKOYNTENBHO OCYLLECTBAAETCA Nepexosd K NPOM3BOACTBY JIEKAPCTBEHHbIX CPEACTB B COOTBETCTBUM C
npaBuiamMm OpraHM3aLnm NPon3BoACTBA U KOHTPOIA KayecTBa JIEKAPCTBEHHbIX CPeACTB, YKa3aHHbIMU B
yactu 1 ctatbu 45 Hactoawero PepepanbHOro 3akoHa, B NonHom obbeme. CpokM nepexoaa
NpPon3BOACTBA JIEKAPCTBEHHbIX CPeaCTB K WX MNPOM3BOACTBY B COOTBETCTBMU C  KOHKPETHbIMU
TpeboBaHMAMMU AaHHbIX MPaBWJI, BK/IOYAnA CPOKKN aTTeCcTaLMmn YNONHOMOYEHHbIX 1L, YKa3aHHbIX B 4acTaAX
6 n 7 ctatbn 45 Hactosawero dPeaepanbHOro 3akoHa, ycTaHaBamBatoTca MpaBuTenbcTBom Poccuiickoi
depepaunn.

6. /IMueH3nn Ha NPoOM3BOACTBO JIEKAPCTBEHHbIX CPeAcTB, BblAaHHble Ao 1 aHBapa 2014 ropaa,
aencteytoT nocne 1 aHBaps 2014 roga A0 UCTEYEHMA CPOKa MX AENCTBUS MPU YCI0BUU COOTBETCTBUS
NnueH3naTa npaBuaam OpraHM3aumMn NPOM3BOACTBA M KOHTPOAA KavyecTBa JIEKAPCTBEHHbIX CpeacTs,
YKa3aHHbIM B YacTh 1 ctaTtbk 45 HacTosAwero PengepanbHOro 3akoHa.


https://login.consultant.ru/link/?req=doc&base=RZR&n=169970&dst=100008
https://login.consultant.ru/link/?req=doc&base=RZR&n=421004&dst=100211
https://login.consultant.ru/link/?req=doc&base=RZR&n=449392&dst=100012
https://login.consultant.ru/link/?req=doc&base=RZR&n=173380&dst=100070
https://login.consultant.ru/link/?req=doc&base=RZR&n=106486&dst=115770
https://login.consultant.ru/link/?req=doc&base=RZR&n=173380&dst=100071
https://login.consultant.ru/link/?req=doc&base=RZR&n=421004&dst=100212
https://login.consultant.ru/link/?req=doc&base=RZR&n=454112&dst=100850

7. ®opmnpoBaHME rocyaapCTBEHHONO 3a4aHMA Ha NpOBeAEeHWEe 3SKCMNepPTU3bl JIEKAPCTBEHHbIX
cpencte denepanbHOMY roCcyaapCcTBEHHOMY OIOAKETHOMY YUYPENKAEHUIO MO NPOBEAEHMIO SKCMEPTU3bI
JIeKapCTBEHHbIX cpeacTs M dMHaHCcOBoe obecneyeHne BbINONHEHUA 3TOMO 3a4aHMA OCYLLECTBAAIOTCA B
nopaake, yctaHosseHHom PegepasibHbiM 3aKOHOM OT 12 aHBaps 1996 roga N 7-®3 "O HeKoOMMepPUECKUX
opraHmsaumax".

(yacTb 7 BBeaeHa PegepanbHbiM 3akoHOM 0T 29.11.2010 N 313-93)

MNpesnaeHt
Poccuiickoin Peaepaumn
O.MEABELEB
MockBa, Kpemnb

12 anpena 2010 roga

N 61-®3
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