12 anpensa 2010 roga N 61-®3

POCCUUCKASA ®EOEPALINSA
®EQEPANbHbLIA 3AKOH
OB OBPALLEHUN NEKAPCTBEHHbIX CPEACTB

MpuHaT
"ocynapcTtseHHoM [ymon
24 mapta 2010 ropa

OpobpeH
CoseTtom Peaepaumm
31 mapTta 2010 roga

Cnncok N3MEHSIOLWNX JOKYMEHTOB
(B peq. ®PenepanbHbix 3akoHOB 0T 27.07.2010 N 192-93,
o1 11.10.2010 N 271-93, o1 29.11.2010 N 313-®3, o1 06.12.2011 N 409-®3,
oT 25.06.2012 N 93-93, ot 25.12.2012 N 262-93, o1 02.07.2013 N 185-®3,
oT 25.11.2013 N 317-®3, o1 12.03.2014 N 33-93, o1 22.10.2014 N 313-93,
oT 22.12.2014 N 429-®3 (pen. 13.07.2015), ot 08.03.2015 N 34-03,
oT 29.06.2015 N 160-®3, ot 13.07.2015 N 233-®3, ot 13.07.2015 N 241-03,
ot 13.07.2015 N 262-®3, o1 14.12.2015 N 374-®3, o1 29.12.2015 N 389-03,
o1 02.06.2016 N 163-®3, ot 03.07.2016 N 261-®3, ot 03.07.2016 N 305-03,
ot1 03.07.2016 N 350-®3, o1 29.07.2017 N 242-®3, ot 29.07.2017 N 278-03,
0T 28.12.2017 N 425-93 (pea. 27.12.2019), ot 04.06.2018 N 140-93,
o1 28.11.2018 N 449-93, o1 27.12.2018 N 511-®3, o1 06.06.2019 N 134-®3,
oT1 26.07.2019 N 240-93, ot 02.08.2019 N 297-®3, o1 27.12.2019 N 462-93,
o1 27.12.2019 N 475-93, o1 27.12.2019 N 478-®3, o1 27.12.2019 N 481-P3,
ot 26.03.2020 N 67-93, ot 01.04.2020 N 98-®3, o1 03.04.2020 N 105-93,
o1 13.07.2020 N 206-93, o1 08.12.2020 N 429-03, o1 22.12.2020 N 444-®3,
ot 11.06.2021 N 170-®3, o1 08.03.2022 N 46-d3, oT 26.03.2022 N 64-03,
oT 14.07.2022 N 311-®3, o1 20.10.2022 N 405-®3, ot 19.12.2022 N 519-03,
oT 28.04.2023 N 149-93)

nasa 1. OBLUME NONOXEHUA
Cratbs 1. lpeameT perynupoBaHus HacTosiwero ®enepanbHOro 3akoHa

1. Hactoawumn ®enepanbHbldi 3aKOH perynuvpyet OTHOLLEeHUS, BO3HWKaloWue B CBA3U C
obpalleHnem - pas3paboTkoW, AOKIMHUYECKMMW WUCCNeaoBaHUSIMU, KITMHUYECKMMU WCCHedOoBaHUSAMM,
3KCMEePTU30iN, roCcydapCTBEHHOW perucTpauuen, co CcTaHgapTM3auvMen U C KOHTPOMeM KayecTsa,
npoun3BoACTBOM, W3rOoTOBMEHUEM, XpaHeHWeMm, nepeBO3KoW, BBO3OM B Poccunckyio degepaumio,
BbIBO30M M3 Poccunckon depepauun, peknamon, oTNyCKOM, peanvsauuven, nepegadven, npuMeHeHuemMm,
YHUYTOXEHNEM NTIEKAPCTBEHHbIX CPEACTB.

(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

2. Hactosiwmn ®egepanbHbIi 3aKOH yCTaHaBMMBAET NPUOPUTET rOCYSaPCTBEHHOIO PETYMPOBAHNS
©e3onacHoOCTU, kavecTBa N 3pPeKTUBHOCTM NEKAPCTBEHHBLIX CPEACTB NpU UX 0B6paLleHnn.
(B pea. PenepanbHoro 3akoHa ot 25.06.2012 N 93-03)

Cratba 2. Cdepa npumeHeHnA HacToswero PegepanbHOro 3akoHa

HacTtoawun degepanbHblii 3aKOH MPUMEHSIETCA K OTHOLLUEHWUSIM, BO3HUKaOWMM Mpu obpalleHun
nekapCTBEHHbIX CpeAcTB Ha Tepputopun Poccuiickon ®egepaunn.

CrtaTba 3. 3akoHoAaTeNnbLCTBO 06 06palyeHMN nekapcTBeHHbIX CPeacTB

1. 3akoHopaTenbCcTBO 00 06paLueva| NNIeKapCTBEHHbIX CpeacTB COCTOUT U3 HaACTOoALWLEero
dJeuepaanoro 3akOHa, Apyrux d)e,qepaanblx 3aKOHOB W WHbIX HOPMAaTUBHbLIX MNPaBOBblIX aKTOB
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Poccuiickon ®epepauuu.

1.1. 3akoHoaaTenbcTBO 06 O0OpaLleHNN NEeKapCTBEHHbIX CPEACTB B OTHOLUEHUN HOPUANYECKNX NNLL
W MHOMBMAOYaNbHbIX  NpeanpuHMMarenen, OCYLWECTBNAWMX OeATeNbHOCTb Ha  Tepputopumn
MEeXAyHapOAHOro MeOMUMHCKOro Kractepa, NMPUMEHSIETCS C Y4eTOM OCOOEHHOCTEN, YCTaHOBIEHHbIX
depepanbHbiM  3akoHOM "O  MeXayHapoAHOM MEOUUMHCKOM KrnacTepe WM BHECEHUW W3MEHEHUN B
OTAenbHble 3aKkoHOoAaTeNbHble akTbl Poccuiickon ®epepaunn'.
(4acTb 1.1 BBegeHa deaeparnbHbiM 3akoHOM OT 29.06.2015 N 160-93)

2. [enctBne Hacrtoswero ®egepanbHOro 3akoHa pacnpocTpaHsieTca Ha  obpalleHune
HaPKOTUYECKUX NeKapCTBEeHHbIX CpeacTB W NCUXOTPOMHbIX JNEeKapCTBEHHbIX CpeactB C Yy4YeToM
ocobeHHOCTEN, YCTaHOBMEHHbIX 3akoHogaTenbCcTBOM Poccuiickon degepaumm O HapPKOTUYECKUX
CpeAcTBax, NCUXOTPONMHbIX BELLLECTBaX M 00 MX NpeKkypcopax.

3. [HOenctBne Hactosiwero ®denepanbHOro 3akoHa pacnpocTpaHseTca Ha obpalleHune
paguodapmaLeBTUYECKNX NEKapCTBEHHbIX CPEeACTB C  Yy4eTOM OCOBGEHHOCTEW, YCTaHOBMEHHbIX
3akoHogaTtenbcTBoM Poccuiickon denepaumm B obnactn obecneveHms pagnalnoHHon 6esonacHocTu.

4. Ecnn mexgyHapogHbiM gorosopom Poccunckon degepaumm yCTaHOBIEHbI UHbIE NpaBuia, YeMm
Te, KOTOpble NpeaycMOTpeHbl HacToAwmM ®degepanbHbIM  3aKOHOM, MPUMEHSTCA  MNpaBuna
MeXOyHapO4HOro Aorosopa.

4.1. PeweHna MeXrocygapCTBEHHbIX OpraHoB, TMPUHATbIE Ha OCHOBAHWMU  MOSNOXEHWN
MeXOyHapoAHbIX goroBopoB Poccuickon ®egepaumm B MX  UCTOMKOBaHUW, NpOTMBOpEYaLlem
KoHctutyuun Poccuinckon ®epepaummn, He nognexart mcrnonHeHuto B Poccuiickon ®egepaunn. Takoe
npoTMBOpeYne MoXeT ObiTb YCTAHOBMEHO B Nopsaake, onpegeneHHoMm deaepanbHbiM KOHCTUTYLMOHHBIM
3aKOHOM.

(4acTb 4.1 BBegeHa dPepepanbHbiM 3akoHoM oT 08.12.2020 N 429-$3)

5. B Poccuickon ®degepauum B COOTBETCTBUM C MeXAyHapodHbIMW gorosopamu Poccuiickon
degepaumm u (MnM) Ha OCHOBE MpUHUMNA B3aUMHOCTUM MNPU3HAIOTCH pe3ynbTaTbl  KIMHUYECKUX
uccrnegoBaHUn  NeKapcTBEHHbIX MNpenapatoB  ANd  MeOULMHCKOTO MPUMEHEHUs, NpPOBedEHHbIX 3a
npegenammn Tepputopun Poccuiickon ®eaepauun.

Crtatbs 4. OCHOBHbIE NMOHATUSA, UCNONb3yeMble B HacTosiweM PenepanbHOM 3aKOHe

[nsa uenen HacTosiwero d>ep,epaanoro 3akKOHa UCMNOoJb3yTCA crieayruwmne OCHOBHbIE NMOHATUA:

1) nekapcTBEHHble CpeAcTBa - BellecTBa UMM UX KOMOMHaUuUW, BCTyNawlme B KOHTaKT C
OpraHM3MOM YenoBeKka WM XKMBOTHOIO, MPOHMKaKLWMEe B OpraHbl, TKaHW OpraHu3Ma 4enoBeka Wru
XXMBOTHOTO, MPUMEHSIEMble Ansi NPOMWUMNAKTUKM, AMArHOCTMKM (3@ WCKIIOYEHMEM BELLeCTB WU KX
KOMOWHAUMA, HE KOHTAKTUPYHOLLMX C OPraHM3MOM YerioBeka WIu XMBOTHOTO), redeHus 3abonesaHus,
peabunuTaumu, Ans coXpaHeHusl, NpeaoTBpaLLeHNs UK npepbiBaHUs 6€peMeHHOCTU U NOMyYeHHble U3
KpOBW, NNa3mbl KPOBU, U3 OPraHoOB, TKAHEW OpraHvW3aMa YeroBeka WUnu XMBOTHOrO, PAaCTEHWUI, MUHEparoB
MeToJaMW CUHTE3a WNN C NPUMEHeHWeM Guonormyeckux TexHomnoruii. K nekapcTBeHHbIM cpeacTBam
OTHOCATCA hapmaLeBTU4eCcKMe CyGCTaHLMN U NIeKapCTBEHHbIE NpenaparTsl;

2) chapmaueBTUyeckas cybCcTaHUMS - NeKapCTBEHHOE CPeACTBO B BMAE OAHOMO UNU HECKOMbKUX
obnagaroLmx hapmMakonormieckor akTMBHOCTbI AENCTBYIOLLMX BELLECTB BHE 3aBMCMMOCTU OT Npupoapl
NPOUNCXOXOEHUS, KOTOpOe MpedHasHadeHo [And NpouM3BOACTBA, W3rOTOBMEHUS  NEKAPCTBEHHbIX
npenapaToB 1 onpegenseTt nx adEeKTUBHOCTb;

(n. 2 B pen. ®egepanbHoro 3akoHa oT 22.12.2014 N 429-93)

3) BcnomoraTenbHble BelecTBa - BeLWEecTBa HEOPraHW4Yeckoro WnM  OpraHU4yecKkoro
NMPOUCXOXAEHUS, UCMONb3yeMble B NMpoLecce NPOu3BOACTBa, U3rOTOBNEHUSI NeKapCTBEHHbIX NpenapaToB
ANst NpyaaHus UM HeobXxoaMMbIX U3MKO-XMMUYECKNX CBOWCTB;

4) nekapcTBeHHble npenapaTtbl - JeKapCTBeHHble CcpeacTBa B BUAE JIEKAPCTBEHHbLIX hopM,
npuMeHsieMble [ONs  NpPOdUNAaKTUKM, [OMArHOCTUKW, IedeHus 3aboneBaHusl, peabunutauuun, Ans
COXpaHeHusi, NpedoTBpaLLeHUs UNu NpepbiBaHns GepeMeHHOCTY;

5) nekapctBeHHas hopmMa - COCTOsIHME NEKAaPCTBEHHOrO npenapara, COOTBETCTBYHOLLEE cnocobam
€ro BBeAEHUS 1 NpMMeHeHus n obecneymsaroLLiee JOCTMXKEHNE HeobxoaMmoro neyebHoro adpdekTa;
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5.1) posnposka - cogepxaHme OAHOro UMM HECKOMNbKUX AEUCTBYIOLLMX BELLECTB B KONMYECTBEHHOM
BbIpaXXEHUN Ha efuHUUy [03bl, MM efuHuuy obbema, unu eauvHULYy MacCbl B COOTBETCTBUM C
nekapctBeHHon dopmon nnbo AN HEKOTOPbIX BWAOB  NEKapCTBEHHbIX (POpPM  KONMMYEeCTBO
BbICBODOXAaeMOro 13 nekapcTBEHHON hOpMbl AEUCTBYIOLLETO BELLLECTBA 3a eQUHULYY BPEMEHN;

(n. 5.1 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

6) nepeyeHb JKUIHEHHO HEOOXOAUMbBIX W BaXHEMWWUX FeKapCTBEHHbIX MpenapaTtoB -
yTBepxaaembln [paButenbcTBoM Poccuiickon denepaumm nepeveHb NekapcTBEHHbLIX nNpenapaToB And
MEAWLIMHCKOro NpuMeHeHus, obecnedmBatoLLmnx NpMopuTeTHbIE NOTPEOHOCTN 3A4paBOOXpPaHEHUs B Lensax
nNpocmnakTUKM 1 neyeHns 3abonesaHuin, B TOM Ymcne npeobnagaoLLmx B CTpykType 3aboneBaemMocTu B
Poccuinckon degepauunu;

(B pea. PepepanbHoro 3akoHa ot 13.07.2020 N 206-d3)

6.1) opdbaHHble rekapcTBEHHble NpenapaTtbl - feKapCTBEHHble Mnpenapatbl, NpefHasHaYeHHble
UCKIMIOYUTENBHO Afst OMArHOCTUKM WM MaTOreHeTUYEeCKoro feyveHust (feYeHusl, HanpaBlieHHOro Ha
MexaHuU3M pa3BuTus 3aborneBaHns) peakmnx (opdaHHbIX) 3aboneBaHui;

(n. 6.1 BBegeH PepeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

6.2) Buonorvyeckme nekapcTBEHHble NpenapaTtbl - NeKapCTBEHHbIE Npenapatbl, OeWCTBYyHoLLee
BELLECTBO KOTOPbIX NPOU3BEAEHO WMWK BbIAENEHO M3 BMONOrMyeckoro UCTOYHMKA U ANA onpeaeneHus
CBOWCTB M KayecTBa KOTOpbIX Heobxoamma kombuHaumns 61onormyecknx n nsnKo-XMMmMYecknx MeToaos.
K 6uonormyeckMm nekapcTBEHHbIM npenapartaM OTHOCHATCA WMMMYyHOBWMOMorMyeckne rnekapCcTBEHHbIe
npenaparbl, leKapCTBEHHbIE MpenapaThbl, MONy4YeHHble U3 KPOBW, NNasMbl KPOBW YenoBeKa U XMBOTHbIX
(3@  wucknoveHMeM  UenbHOW  KpoBM),  OMOTExXHonormyeckMe  nekapcTBeHHble  mpenapaThbl,
reHotepaneBTUYECKNE NEeKapCTBEHHbIE Npenaparhbl;

(n. 6.2 BBegeH PepepanbHbIM 3akoHOM OT 22.12.2014 N 429-$3)

7) ummyHobBMOMormyeckne rneKkapcTBEHHble MpenapaTtbl - JIEKAapCTBEHHbIE  MpenaparTsl,
npegHasHayeHHble Ans opMMpPOBaHUS aKTUBHOIMO MM MAacCUBHOMO WUMMYHUTETA NGO OWAarHOCTUKK
HanUuMss  MMMyHMTETa WM OUArHOCTUKM  cneumduyeckoro  NpuoOpeTEHHOro  U3MEHEHUs
MMMYHOMNOIMYEeCKoro  oTBeTa Ha  anneprmsupylowme Bewectea. K MMMyHoGuonornyeckum
nekapcTBEHHbIM npenapatam  OTHOCATCS BaKLWHBbI, aHaTOKCWUHbI,  TOKCWHbI,  CbIBOPOTKM,
UMMYHOTNOBYIMHbI U anneprexsbl;

(n. 7 B pen. ®egepanbHoro 3akoHa oT 22.12.2014 N 429-93)

7.1) 6uoTexHonorMyeckue mnekapCTBEHHble npenapatbl - JleKapCTBEHHble MpenapaTsl,
NPOM3BOACTBO KOTOPbIX OCYLLECTBASETCA C MCMOMb30BaHMEM OMOTEXHONMOMMYECKMX MPOLECCOB U
mMeTogdoB (B ToMm uucre [HK-peKoMOVMHAHTHOW TEXHONOMMU, TEXHOSMOMMN KOHTPONMPYEMOWN 3KCMpeccum
reHoB, KoaMpylLWmMx Ononornyeckn akTuBHble Oenkum B NpoKapMoTax W 3ykapuoTax, BKIoyas
N3MEHEHHbIE KIETKM MIeKonuTaLwmx), rmbpuaoMHOro Metoga n MeToga MOHOKIOHAMbHbLIX aHTUTEN;

(n. 7.1 BBegeH depeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

7.2) reHOTepaneBTUYECKME fekapCTBEHHble npenapaTtbl - JleKapCTBEHHble npenapaTsl,
hapmaLeBTMieckasd CyObCTaHUMS KOTOPbIX SABMASETCHS PEKOMOWHAHTHOW HYKNEMHOBOW KWCNOTON WK
BKIoYaeT B cebs  PEeKOMOMHAHTHYIO  HYKMEWMHOBYH  KWUCMOTY, MNO3BOMSAIOWYH  OCYLLEeCTBATb
perynupoBaHue, penapauuio, 3ameHy, gobasneHve unu yganeHme reHeTn4ecKomn nocneaoBaTensHoOCTY;
(n. 7.2 BBegeH depeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

8) HapkoTuyeckue nekapCcTBEHHbIE CPeACTBA - NTEKApPCTBEHHbIE MpenapaTbl U dapMaLeBTUYEeCKue
cybcTaHuuK, copepxaljue HapKoTUYeCKMe CpPeAcTBa M BKIOYEHHble B [lepedyeHb HapKOTMYECKUX
cpeacTB, MNCUXOTPOMHLIX BewecTB M MX MPeKypcopoB, noanexawux KOHTpont B Poccuirckon
depepaumm, B COOTBETCTBMM C 3akoHodatenscTBoM Poccuiickon ®depepaumn, MexgyHapoaHbIMU
porosopamu Poccuiickon ®epepauun, B TOM Ynucne EQMHONM KOHBEHUMEN O HAPKOTMYECKMX CpeacTBax
1961 roga;

9) NcuxoTponHble NeKkapCcTBEHHbIE CPeACTBa - NeKkapCcTBEHHbIE npenapaTbl U dapmaueBTUYecKne
cybcTaHuun, coaepxalimMe NCUXOTPOMHble BeLLecTBa W BKIIOYEHHble B [lepeyeHb HapKOTMYECKUX
cpeacTB, MNCUXOTPOMHLIX BEWecTB M MX MPEeKypcopoB, noanexawmx KoHTpono B Poccunckon
depepaumm, B COOTBETCTBMM C 3akoHodatenscTBoM Poccuiickon ®degepaumn, MexgyHapoOaHbIMU
porosopamu Poccuiickon @eagepaumm, B ToM ymcne KoHBeHLMEN O NCUXOTPONHbIX BewecTBax 1971 roaa;

10) pagnodapMaleBTMYECKUE EKAPCTBEHHbIE CPEACTBA - JleKapCTBEHHblE CpeacTBa, KOTopble
cofepxaTt B roTOBOW ANsi UCMONb30BaHUs hopmMe OAMH PaaMOHYKNUA UIU HECKOMbKO PagvOHYKNNA0B
(pagmoakTUBHbLIX M30TOMOB);
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10.1) opurMHanbHbIA fEeKapCcTBEHHbIM npenapar - MeKapCcTBEHHbI npenapaTr C HOBbIM
OENCTBYIOLLMM BELLEeCTBOM, KOTOPbLIM NepBbiM 3apeructpupoBaH B Poccuickon depepaunm wvnu B
WHOCTPaHHbIX rOCyAapCTBax Ha OCHOBAHWUM pe3ynbTaToB JOKMUHNYECKUX UCCNEeAOBaHUN NeKkapCTBEHHbIX
CPeACTB U KITMHUYECKMX UCCNEeaOBaHMIN NEKapCTBEHHbIX NpenapaToB, NOATBEPXKAAKOLNX ero KayecTBo,
appekTMBHOCTL M 6e30MacHOCTb;

(n. 10.1 BBegeH PenepanbHbiM 3akoHOM OT 27.12.2019 N 475-93)

11) pedbepeHTHbIN NekapCTBEHHbIN NpenapaT - NekapCTBEHHbIM npenapar, KOTOpPbIN UCNONb3yeTcs
ONSA OLEeHKM OBMOIKBUMBANEHTHOCTU UMM TepaneBTUYECKOW 3KBMBAINEHTHOCTU, KayecTBa, 3dEKTMBHOCTH
n 6e3o0nacHOCTU BOCNPOU3BEAEHHOIO NEKapCTBEHHOrO npenapara unu duoaHanorosoro (6uonogobHoro)
nekapcTBeHHoOro npenaparta (6voaHanora). B kavyecTBe pedepeHTHOro nekapcTBeHHOro npenapara ans
MEOWLMHCKOrO NPUMEHEHUA UCNONb3yeTCA OpUrMHarnbHbIM NEeKapCTBEHHbIN npenapat nmnbo, ecnu
OpUrMHanNbHbLIN NEeKapCTBEHHbIM MpenapaT He 3aperucTpypoBaH MNM He Haxogutca B obopoTe B
Poccuiickon ®egepaunm n He HaxoguTcst B 060poTe B MHOCTPaHHbIX roCyaapcTBax, BOCNPOU3BEAEHHbIN
NeKapcTBEHHbI Npenapar unn 6uoaHanoroBbin (61onogoOHbIN) NekapCcTBEHHbIM Npenapar (ouoaHarnor),
KOTOPbIN MepBbIM 3aperucTpupoBaH M3 4yucna Haxogsuwmxcs B obopoTe B Poccuickon Pegepaumm,
OMO3KBMBANEHTHOCTb WM TepaneBTMYecKas 9SKBMBANIEHTHOCTb, Ka4yecTBO, 3PdEKTUBHOCTL W
©e3onacHOCTb KOTOPOro OLEHMBANNCh MO OTHOLLIEHUIO K OPUrMHANbHOMY JIEKapCTBEHHOMY Mpenapary, a
Takke KayecTBO, 3(pdPeKTMBHOCTL U Oe30MacHOCTb KOTOPOro MNOATBEPXKAATCH pesynbTataMmu
dhapmakoHaz30opa M MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEACTB, HaXOOALWMXCA B FPaXKgaHCKOM
obopoTe, ycTaHOBMEHHbIM TpeboBaHWsaM K ux kavecTBy. B kayecTBe pedepeHTHOro nexkapcTtBeHHOro
npenapata Ans BETEPUMHAPHOrO MPUMEHEHUS UCMONb3YeTCsl NIeKapCTBEHHbI npenapaTt  Ans
BETEPMHAPHOrO MNPUMEHEHWsI, 3aperucTpupoBaHHbIil B Poccuiickon ®depepaumm Ha OCHOBaHWUU
pes3ynbTaTtoB OOKMUHUYECKUX WCCNEeOOBaHMMA NEKApCTBEHHbIX CPEACTB W KIMMHUYECKUX UccrneaoBaHun
nekapcTBEHHbIX NMpenapaToB, NOATBEPXKAAKOLMNX €ro KavyecTBo, ahPEKTUBHOCTbL U 6E30MacHOCTb;
(n. 11 B pea. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)

12) Bocnpomn3BeAeHHbIN NekapCTBEHHbIN Npenapar - NekapCTBEHHbIN npenapaTt A58 MeguuUUHCKOro
NPUMEHEHNS, KOTOPbIN UMEET  3KBUBAmNEHTHbIN  pedepeHTHOMY fekapCTBEHHOMY npenaparty
KayeCTBEHHbIN COCTaB W KOMWYECTBEHHbIN COCTaB [OEWCTBYIOLWMX BELWECTB B 9KBUMBaNeHTHON
nekapcTtBeHHON opme, NUBO nekapcTBEHHbIW npenapaT ANs BETEPUHAPHOTO MPUMEHEHUs!, KOTOPbIv
UMeeT Takme Xe, 4YTO UK pedepeHTHbIM NeKapCTBEHHbIN npenapaT, KayYeCTBEHHbIW COCTaB MU
KONMNYECTBEHHbIA COCTaB  [OEWCTBYIOLLUMX BeEWeCTB B TaKOW e nekapCTBeHHoM chopme,
OMO9KBMBANEHTHOCTb MMM TepaneBTUYecKass OKBUBANEHTHOCTb  KOTOPbIX  COOTBETCTBYIOLLEMY
pedepeHTHOMY fekapCTBEHHOMY npenapaTy NoATBEpPXXAeHa COOTBETCTBYIOWLUMN UCCred0BaHNSAMMY;

(n. 12 B pen. ®egepanbHoro 3akoHa oT 27.12.2019 N 475-93)

12.1) TepaneBTMYECKas 3KBUBANEHTHOCTb NIEKAPCTBEHHbIX NPENapaToB - AOCTMKEHNE KMMHUYECKN
COMocTaBUMbIX TepaneBTuyeckoro adpdekta u nokasaTenen adeKTMBHOCTU M BesonacHoOCTU Mpu
NPMMEHEHUM NEeKapCTBEHHbIX MpenapaToB ANd  MEAMUUHCKOrO MNPUMEHEHMUS, UMEKLWMX O4HO
MeXOyHapO4HOe HenaTeHTOBaHHOe (MMM XUMWYEcKoe, WMnWM rpynnUPOBOYHOE) HauMMEHOBaHue, B
SKBMBANEHTHbIX OO3MPOBKaX MO OAHWM W TeM Xe MOKasaHWsM K MPUMEHEHUI0 U Npu OAMHaKOBOM
cnocobe BBeAEHUS y OAHOWN 1 TOW Xe rpynnbl 60MbHbIX;

(n. 12.1 B pea. ®epepanbHoro 3akoHa ot 27.12.2019 N 475-03)

12.2) 6uoaHanorosbii (6ronogobHbIN) nekapcTBeHHbIV npenapaTt (6uoaHanor) - Guonoruyeckui
nekapCTBEHHbIN npenapart, CXOXWW No napameTpam kadecTBa, 3deKkTMBHOCTM M Be3onacHocTn C
pedepeHTHbIM B1ONOrMYyecknM nekapcTBEHHbIM MpenapaToM B TaKOW Xe nekapCTBeHHOW dopme u
MMELLNA MOAEHTUYHbIA cnocob BBeAEHUS
(n. 12.2 BBegeH depepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

12.3) B3anmo3amMeHseMbli NIeKapCTBEHHbIN NpenapaT - NekapCcTBEHHbIN npenapart ¢ AoKa3aHHOMW
TepaneBTUYECKON SKBMBANEHTHOCTbIO UMM OUO3KBUBANEHTHOCTbD B OTHOLIEHMU pedepeHTHOoro
nekapCTBEHHOro npenapaTa, UMEKLLINA 3KBUBANEHTHbIE EMY KAYECTBEHHbIA COCTaB U KONMYECTBEHHbIV
COCTaB OEeWCTBYIOLLMX BELLEeCTB, COCTaB BCMOMOraTernbHbIX BELECTB, NIeKapCTBEHHYO hopMy U cnocob
BBEAEHMS;

(n. 12.3 BBegeH PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

124) OVO3KBMBANEHTHOCTb JIeKapCTBEHHbIX npenapatoB - OOCTUXEeHWe  COoMNnocTaBUMbIX
nokasartenen CKOPOCTU BCacCbliBaHUA, CTENEHU NMOCTYNnNeHna K MecCTy DEencTBms u CKOpPOCTW BbiBeAEHUA
OLHOro NN HEeCKonbKMX obnagaroLmx (bapmakonorwquKon aKTUBHOCTbIO ﬂeﬁCTByDMMX BeLlecTB npu
NPpUMEHEHNN JNeKapCTBEHHbIX npenapatoB And MeauUNHCKOro npuMeHeHuda, wumewwmx oAHOo
MexayHapogHoe HenaTteHToBaHHOe (I/IJ'II/I XUMUn4eckoe, unm rpynnMpOBquoe) HanmveHoBaHue, B
OKBMBANEHTHbIX 4O03UPOBKax 1 npu oaAnHaKoBoOM crnocobe BBeAEHMS;


consultantplus://offline/ref=9D2B7E3A78743E2253C873C17DBA9CFFA994B85E401921630A83B5257CE9CFBB999754CCC2F71B494CA61B0D307D6C2CFEE0975BD0ED4AAAd3r2K
consultantplus://offline/ref=9D2B7E3A78743E2253C873C17DBA9CFFA994B85E401921630A83B5257CE9CFBB999754CCC2F71B494EA61B0D307D6C2CFEE0975BD0ED4AAAd3r2K
consultantplus://offline/ref=9D2B7E3A78743E2253C873C17DBA9CFFA994B85E401921630A83B5257CE9CFBB999754CCC2F71B4948A61B0D307D6C2CFEE0975BD0ED4AAAd3r2K
consultantplus://offline/ref=9D2B7E3A78743E2253C873C17DBA9CFFA994B85E401921630A83B5257CE9CFBB999754CCC2F71B494AA61B0D307D6C2CFEE0975BD0ED4AAAd3r2K
consultantplus://offline/ref=9D2B7E3A78743E2253C873C17DBA9CFFAE92BA5A481E21630A83B5257CE9CFBB999754CCC2F71B4A45A61B0D307D6C2CFEE0975BD0ED4AAAd3r2K
consultantplus://offline/ref=9D2B7E3A78743E2253C873C17DBA9CFFAE92BA5A481E21630A83B5257CE9CFBB999754CCC2F71B4A44A61B0D307D6C2CFEE0975BD0ED4AAAd3r2K

(n. 12.4 BBegeH ®enepansHbiM 3akoHOM OT 27.12.2019 N 475-03)

13) JNeKapCTBEHHOE pPacCTUTEJIbHOE CbIpbE - CBEXWE WUJTN BbICYyLLEeHHble pacTeHud nmbo ux 4yacTw,
ncnonb3dyemble AOnd Npoun3BOACTBa JieKapCTBEHHbIX CpeacTtB opraHun3aumamMmun - npoun3sogntendamm
JNNIeKapCTBEHHbIX CpeacTB UMM U3roToBJIEHUA JIEKAPCTBEHHbIX MpenapatoB anTe4YHbiMW OpraHun3aundamMmm,
BeTepMHapHbIMN anTe4YHbiIMU OpraHun3aunaMmun, nHamsuayalnbHbIMU NpeanpuHnmMartenamm, mMMerownmmn
JNTIMUEH3UK Ha q)apmaueBqueCKy}o OEATEeJIbHOCTDb;

14) nekapcTBEHHbIN pacTUTENbHbIN NpenapaTt - NeKapCTBEHHbIA npenapar, NPOU3BEAEHHbIA UK
W3roTOBIEHHbIV 13 OAHOrO BUAA NEKapCTBEHHOIO0 PaCTUTENBHOIO ChiPbSl MMM HECKOIbKUX BUAOB TaKOro
Cbipbsl M peanu3yeMblii B pacacoBaHHOM Buae BO BTOPUYHON (MOTPEOUTENBCKON) YNaKOBKE;

15) romeonaTuM4ecKkuii NekapCTBEHHbLIN MpenapaT - JIeKapCTBEHHbIA npenapaT, Npou3BeneHHbIN
WU WN3rOTOBIEHHbLIN M3 hapmaueBTUYeckon cybcTaHuum wunn apmaueBTUYeCcKnx cyocTaHUuMi B
COOTBETCTBUN C TpeboBaHMAMM 0BWKNX hapMaKkonenHbIX CTaTeln K romMeonaTtu4yecknm neKkapCTBEHHbIM
npenapataMm wWnu B COOTBETCTBUM C TpeboBaHuMAMM apmakonen CTpaHbl MPOU3BOAUTENS TaKOro
nekapcTBEHHOro npenapara;
(n. 15 B pea. ®enepanbHoro 3akoHa oT 22.12.2014 N 429-93)

16) MexgyHapogHoe  HenaTeHTOBaHHOE  HaWMEHOBaHME  NeKapCTBEHHOro  cpeactea -
HavMeHOBaHWe [OeWCTBYHOLLEro BewecTBa dapMaueBTUHEeCKon CcybCcTaHUMM, peKoMEeHOOBaHHOE
BcemupHon opraHmsaumein 3gpaBooXpaHeHNs;

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

17) TOproBoe HaUMEHOBaHME JlIeKapCTBEHHONO CpPeAcTBa - HaMMEHOBaHME NeKapCTBEHHOrO
cpencTtea, MNPUCBOEHHOE €ero pas3paboTyvMkoMm, aepXkaTeneM WNnu BragenbleM PerMcTpaumoHHOro
YOOCTOBEPEHUS NTeKapCTBEHHOrO Npenapara;

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

17.1) rpynnMpoBOYHOE HaUMEHOBaHWE [EeKapCTBEHHOro Mpenapara - HavMeHOBaHue
nekapCTBEHHOro npenaparta, He MMEKLEero MexayHapoaHOro HenaTeHTOBaHHOMO HauMEHOBaHWS, WUMu
KOMOVHauMM NekapCTBEHHbIX MpenapaToB, UCMOMb3yemMoe B Lensax obbeavHeHWs ux B rpynny nog
€[1HbIM HanMeHOBaHMeM NCXoas U3 OANHAKOBOro COCTaBa AeNCTBYOLWMNX BELLECTB;

(n. 17.1 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

18) obwas papmakoneriHas cTaTbsl - LOKYMEHT, YTBEPXKOEHHbIN YNONMHOMOYEHHBIM dheaepanbHbIM
OpraHoM WCMOSTHUTENbHOW BMAcTWU M COAEpXallui nepeyeHb nokasaTtenen kadectsa M (MNu) MeTodoB
KOHTPOMNS KayecTBa KOHKPETHOW IeKapCTBEHHOW (OOPMbI, JIEKAPCTBEHHOrO PACTUTENBHOMO ChIpPbA,
onucaHus BUonornveckmx, BUOXMMUYECKMX, MUKPOBUONOrNMYecknx, UINKO-XMMUYECKMX, (PU3UYECKNUX,
XUMWYECKMX W ApYruxX MeToOOB aHanm3a JieKapCTBEHHOro CcpeacTBa, a Takke TpeboBaHus K
ucnonb3yembliM B LEnaAX MpoBeAEeHWs [OaHHOro aHanu3a peakTMBaMm, TWUTPOBaHHbIM pacTBopaMm,
MHOVKaTopam;

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

19) dapmakonenHasa cTaTbd - [OOKYMEHT, YTBEPXKAEHHbIA YMNOMHOMOYEHHbIM deaepanbHbIM
OpraHoM WCMOMHWUTENBHOW BnacTM M COAEpXallui MNepeyveHb nokasaTenen kadyectBa M MeTOZOB
KOHTPOMS KayecTBa NekapCTBEHHOro CpecTBa;

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

19.1) ctaHaapTHble 06pa3ubl - BewWwecTBa, MOCPEACTBOM CPaBHEHMS C KOTOPbIMU OCYLLIECTBMASETCA
KOHTPONb KayecTBa McCregyemblX IeKapCTBEHHbIX CPeACTB C MOMOLUBbI  (PU3MKO-XUMUYECKUX U
Buonornyecknx MeToaoB B LIENAX NOATBEPKAEHNSA COOTBETCTBUSA NEKAPCTBEHHbIX CPEACTB TpeboBaHNSAM
HOpPMaTMBHOW OOKYMEHTaUWKW, YCTaHOBMEHHbIM NPW OCYLLECTBIIEHUM FOCYAapCTBEHHOW perncrpaumu, u
KOTOpble MPUMEHAITCA ANa KanubpoBKM CTaHOAPTHbIX OOpasLoB MPOM3BOAUTENS NEKAPCTBEHHbIX
CpencTB, UCMOMb3yeMblX ANS KOHTPOMS KavyecTBa W MHbIX Lernen npu obpaweHuy nekapcTBEHHbIX
CpeacTs;

(n. 19.1 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

19.2) hapmakonewHbI CcTaHOapTHbIM obOpasey, - cTaHOapTHbIM obpasel, MpPOU3BEAEHHbIN B
COOTBETCTBUKN C hapMaKoNenHoON CTaTbeN;
(n. 19.2 BBegeH ®enepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-03)

20) HopmaTvBHasi [OOKYMEHTauusi - [OKYMEHT, coepxawuii nepeyeHb orpedensiembix Mo
pesyrnbTaTaM COOTBETCTBYIOLUMX 3KCMEpTVU3 MokasaTenen kavyecTBa JIeKapCTBEHHOrO CpeacTeBa Ans
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MeaULIMHCKOro NnpuMeHeHnd, MeTogoB KOHTPONA ero kKa4ecrtea n yCTaHOBJ'IeHHbIVI €ro npon3BoguUTeENemMm;

21) HOpMaTVBHbIN JOKYMEHT - JOKYMEHT, COAepKallnii nepeyeHb onpeaensieMblX no pesyrbratam
COOTBETCTBYHOLUMX IKCMEepTU3 rokasaTenein kadectBa W (MNM) MeETOAOB KOHTPOMs KayecTBa
neKkapcTBeHHOW (hopMbl, ONMUCaHWs BUONMOTMYECKUX, BUOXMMUYECKUX, MUKPOBMOMOrMYecKux, ¢u3mnko-
XUMUYECKUX, (DUSUYECKUX, XUMWUYECKUX W OPYrMX MeTOAOB aHanu3a JieKapCTBEHHbIX CpeacTB Ans
BETEPVHapHOro NMPUMEHEHUsi, TpeboBaHMSA K MCMONb3yeMbiM B LENSX NPOBEAEHMS OaHHOro aHanvsa
peakTuBaM, TUTPOBaHHbIM PacTBOpaM, MHAMKATOPaM U YCTaHOBIIEHHbIV €ro Npou3BoaUTENEM;

21.1) oBWnA TEXHWUYECKUIN OOKYMEHT - KOMMNEKT AOKYMEHTOB W MaTepuanos, COCTOSALMA U3
HECKONMbKMX  pasgenoB -  OOKYMEHTauuMuM  agMUHUCTPaTUBHOIO  XapakTepa,  XUMWYECKOW,
hapmaueBTMYEeCKON U BUONOrMYeckonm OOKyMeHTauun, apMakoriorMyeckon, TOKCUMKOOrMYECKON
AOKYMEHTaLMKN, KNMHWYECKON [OKyMEHTauum W NpeAcTaBnsieMbli OOHOBPEMEHHO C 3asdBIiEHWEM O
rocygapCTBEHHON perucTpauMm NekapCTBEHHOro mnpenapata Ans  MeAWLUMHCKOrO MpUMEHEHUs B
dopmarte, yCTaHOBNIEHHOM YMNOMIHOMOYEHHbBIM doeeparibHbIM OPraHOM UCMONTHUTENbHONW BRacTy;

(n. 21.1 BBegeH PenepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

22) Ka4eCTBO NeKapCTBEHHOrO CPeACTBa - COOTBETCTBME NEKAPCTBEHHOrO cpeacTBa TpeboBaHUAM
hapmakonemnHoun ctatbm NMbOo B Criyyae ee OTCYTCTBUSA HOPMaTUBHOW JOKYMEHTaUUWU UM HOPMaTUBHOIO
AOKYMEHTa;

23) ©e3onacHocTb JNIEKapCTBEHHOIo cpeacrtBa - XapaKTepuCTuka JieKkapCTBEHHOIo cpeacTea,
OCHOBaHHasA Ha CpaBHUTEJIbHOM aHalnn3e ero Sd)(*)eKTVIBHOCTI/I N pUCKa npn4nHeHuna spena 3aopoBbio;

24) 3bHeKTMBHOCTb NEKAPCTBEHHOrO npenaparta - XapaKTepucTuKa CTEMEHW MNOSOXKMTENbHOro
BMNUAHWS NEKApPCTBEHHOIO MpenapaTa Ha TeveHue, MpOoJOIKUTENBHOCTL 3aboneBaHuss WM €ero
npegoTBpalleHne, peabunutayuto, Ha coxpaHeHue, NpeaoTBpaLleHMe NN NpepbiBaHne 6epeMeHHOCTY;

25) cepust NekapcTBEHHOrO CpeacTBa - KONMYEeCTBO NEeKapCTBEHHOro CpeacTBa, Npov3BeaeHHoe B
pesyrnbTaTe O4HOro TEXHOMOMMYECKOro LIMKMa ero Npovu3BoanTenemM;

26) perucTpaunoHHOe yooCTOBEPEHUE NeKapCTBEHHOro npenapaTa - JOKYMEHT, NoATBEPXKAatoLLniA
dhaKT rocyapCTBEHHOW perncTpauum NekapcTBEHHOrO Npenapara;

26.1) pepxaTenb Unu Briagenew perucTpaunoHHOro yaoCTOBEPEHUS NeKapCTBEHHOro npenapara -
pa3paboTynmk NeKkapCTBEHHOIO CPeACTBa, MpPOU3BOAUTENb FEKapCTBEHHbIX CPEACTB Unu  UHoe
topyanyeckoe nuuo, obnagawowee npasoM BMadeHUs PerncTpauuoHHbIM YOAOCTOBEPEHUEM, KOTOpble
HeCyT OTBETCTBEHHOCTb 3a ka4yecTBO, 3hPeKTUBHOCTbL U 6e30NacHOCTL NekapCTBEHHOIO Npenapara;

(n. 26.1 BBegeH PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

27) pernctpaumnoHHblii HoMep - kogoBoe 0603HayYeHne, NPUCBOEHHOE NleKapCTBEHHOMY npenapary
Npu ero rocygapcTBEHHON perncTpauuu;

28) oOpalleHne rnekapCTBEHHbIX CpeacTB - pas3paboTka, [OKMUHWYECKME UCCrefoBaHus,
KNMHUYECKNE MUCCreaoBaHusl, 3KCnepTu3a, rocyaapcTBeHHas perucTpaums, ctTaHaapTusaums U KOHTporb
KayecTBa, NPOU3BOACTBO, U3rOTOBNEHME, XpaHeHWe, NepeBo3ka, BBO3 B Poccuiickyio PenepaLmio, BbIBO3
n3 Poccuitickon ®Pepepaumun, peknama, OTNyCK, peanv3auusi, nepegada, NpUMEHEHUE, YHUYTOXeHMue
nekapCTBEHHbIX CPeACTB;

(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-03)

29) cyObekTbl O0OpalleHWs nekapCTBEHHbIX Ccpeacts - uanyeckne nvua, B TOM 4wucne
uHaMBUAyanbHble NPeanpuUHUMAaTenu, U PUANYecKne nuua, OCYLLEeCTBrsWMe OeaTenbHOCTb Mnpu
oOpalleHnn NekapCTBEHHbIX CPEACTB;

30) paspaboTumk nekapCcTBEHHOro CpeacTBa - oOpraHu3auusi, obnagjawpolwas npaBamMy Ha
pesynbTaTbl AOKMUHWYECKUX WCCMNeAOBaHWN NeKkapCTBEHHOIO CPEeACTBa, KIMHUYECKMX MWCCnefoBaHWUi
nekapcTBEHHOro npenapata u (Unu) Ha TEXHONOINIo NPOU3BOACTBA NEKAPCTBEHHOIO CPEACTBA;

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

31) npon3BOACTBO J1eKapCTBEHHbIX CpenCTB - OeATeNIbHOCTb MO NPOU3BOACTBY JIEKAPCTBEHHbIX
cpeacTB opraHunsaunamMm - npon3BoguUTeENIAMUN JNieKapCTBEHHbIX CPeacTB Ha OAHON CTagun, HECKOSbKUX
nnn Bcex crtagnax TexHOJ1I0rm4ecKoro rnpouecca, a Takke no XxpaHeHu 1 peannsaunm npon3BegeHHbIX
NeKapCTBEHHbIX CPeacCTB,;

31.1) npomnsBoACTBEHHas MnoLlagka - TeppuTopuansHo 060COBNEHHbIN KOMMMEKC NPOU3BOaUTENS


consultantplus://offline/ref=9D2B7E3A78743E2253C873C17DBA9CFFAE92BA5A481E21630A83B5257CE9CFBB999754CCC2F71B4C4CA61B0D307D6C2CFEE0975BD0ED4AAAd3r2K
consultantplus://offline/ref=9D2B7E3A78743E2253C873C17DBA9CFFAE92BA5A481E21630A83B5257CE9CFBB999754CCC2F71B4C4EA61B0D307D6C2CFEE0975BD0ED4AAAd3r2K
consultantplus://offline/ref=9D2B7E3A78743E2253C873C17DBA9CFFAF9EBE5F4A1A21630A83B5257CE9CFBB999754CCC2F7134A4DA61B0D307D6C2CFEE0975BD0ED4AAAd3r2K
consultantplus://offline/ref=9D2B7E3A78743E2253C873C17DBA9CFFAE92BA5A481E21630A83B5257CE9CFBB999754CCC2F71B4C48A61B0D307D6C2CFEE0975BD0ED4AAAd3r2K

nekapcTBeHHbIX CpeacTB, nNpeaHasHayeHHbld [And  BbINOMHEHWS BCero npouecca npou3BoacTBa
nekapcTBEHHbIX CPeaCcTB UMK ero onpeaeneHHon ctaguu;
(n. 31.1 BBegeH PenepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

32) npon3BognTeEslb JNIeKapCTBEHHbIX CpeACTB - OopraHum3auund, ocyulecTBlidiowada npoun3soacTtBO
JNIeKapCTBEHHbIX CpeacTB B COOTBETCTBUU C TpeGOBaHVIﬂMVI HacTtodLlero dDe,qepaanoro 3aKOHa;

33) dapmavueBTNYeCKasa AesaATeNbHOCTb - AeATEeNbHOCTb, BKNOYaoLwasa B cebst onToBy0 TOProsnto
nekapcTBeHHbIMY CpeacTBaMU, UX XpaHeHWe, NepeBo3Ky U (UNM) PO3HUYHYIO TOProBM0 NeKapCTBEHHbIMMA
npenapaTamu, B TOM Yncre ANCTaHUMOHHBLIM CNOCOBOM, UX OTNYCK, XpaHeHWe, NepeBO3KY, M3roTOBNEHMe
nekapcTBeHHbIX NpenapaTos;

(B pen. PepepanbHoro 3akoHa ot 03.04.2020 N 105-93)

34) opraHusaumss ONTOBOM TOProBMAM  fEKApCTBEHHbIMWM  CPEACTBaMW -  OpraHusauus,
OCYLLEeCTBASAOLWAA ONTOBYD TOProBMni0 MNEKapCTBEHHbIMU CPeACTBaMu, WX XpaHeHue, NepeBO3KYy B
COOTBETCTBUMU C TpeboBaHnaAMN HacToswero deaepansHOro 3aKoHa;

35) anTeyHas opraHmMsauus - oOpraHu3auusi, CTPYKTYpHOe mnogpasfgeneHne MeavLUHCKON
opraHu3aumm, OCYLLECTBISIOWME PO3HUYHYHO TOPrOBMIO FIEKAPCTBEHHLIMU MNpenapatamMu, B TOM 4ucne
AVNCTaHLUMOHHBIM cnocoboMm, XpaHeHue, NepeBo3Ky, M3roTOBIEHME M OTMNYCK NEKapCTBEHHbIX NpenapaToB
ANst MeQULUHCKOro NMPUMEHEHUS B COOTBETCTBUM C TpeboBaHWsiMK HacTosiwero ®egepanbHOro 3akoHa;
(B pea. PepepanbHbix 3akoHOB oT 25.11.2013 N 317-93, ot 03.04.2020 N 105-93)

36) BeTepuHapHas anTeyHas opraHuM3auus - opraHusauusi, CTPYKTYpHOE mnoapasgeneHue
BETEPMHAPHOW OpraHM3auun, OoCyLLEeCTBSAIOWME PO3HUYHYIO TOProBMIO NIEKApPCTBEHHbIMUW Npenaparamu,
B TOM 4MCME AOUCTAHUUOHHBIM CMnocoboMm, XpaHeHue, W3roTOBMEHWE W OTMYCK EeKapCTBEHHbIX
npenapatoB [Ans BETEPUHAPHOrO MPUMMEHEHUS B COOTBETCTBMM C TpeboBaHMAMM HACTOSLLErO
dPepnepanbHOro 3akoHa;

(B pea. PepepanbHoro 3akoHa ot 03.04.2020 N 105-93)

37) danbcudmumpoBaHHoe  nekapcTBEHHOE  CpeacTBO - JIEKapCTBEHHOE  CpeacTBso,
conpoBoXAaemMoe NOXHOW MHpopMaLmMen 0 ero coctase U (Mnu) NpomM3BoanTEnNE;

38) He,qo6p0KaquTBeHHoe JleKapCcTBeHHOe CpeacTteBo - JiekapCTBeéHHOe CpeacTtBo, He
cooTBeTCTBYHKOLLEE Tpe60BaHMFIM (bapMaKOHeIZHOVI crtatbh nubo B Cny4yae ee OTCYTCTBUA Tpe6OBaHMF|M
HOpMaTMBHOVI OOKyMeHTauum nnm HopMmaTnuBHOIoO OOKYMEHTA,

39) KoHTpadhakTHOE NneKapCTBEHHOE CpeACTBO - JIEKapCTBEHHOE CPEACTBO, Haxogslleeca B
o6opoTe C HapyLLeHMEM rpaXaaHCKOro 3akoHO4aTeNbCTBa;

40)  [OOKNMHMYECKOE  UCCredoBaHWe  NEeKapCcTBEHHOro  CpeactBa -  GUOMoruyeckue,
MMKPOBMOOrMieckne, VMMYHONOMMYECKUe, TOKCUKOMOrMyeckne, dapMakoriormieckne, guanyeckue,
XMMUYECKUE U Opyrue UCCreaoBaHUA NeKapcTBEHHOro CPeACcTBa MyTeM MPUMEHEHUS Hay4YHbIX MEeTO0B
OLUEHOK B Lenax nony4vyeHma nokasatesnbCTB 6€3OI'IaCHOCTI/I, Ka4vecTtBa u SCbeeKTI/IBHOCTI/I NeKapCTBeHHOro
CpeacTea;

41) KNMHWYeCKoe wuccnegoBaHWe feKapCTBEHHOro mnpenapaTta - W3ydYeHWe [UarHOCTUYECKMX,
ne4ebHbIX, NpodunakTnyeckux, papmakonornyeckux CBOMCTB NMeKapCTBEHHOro npenaparta B rnpouecce
ero MpuMeHeHMs Yy 4eroBeka, XXMBOTHOMO, B TOM 4uMClle MPOLECCOB BCaCbiBaHWs, pacrnpeeneHus,
M3MEHEeHUss W BblBeAEHWs, MNyTeM MNPUMEHEHWS Hay4yHbIX MEeTOAOB OLEHOK B LensX MonyyeHns
AokasatenbctB 6e3onacHOCTW, kayecTBa WM 3pEKTUBHOCTU NeKapCTBEHHOro npenapata, AaHHbIX O
HeXenaTenbHbIX peakuusix OpraHv3ma YeroBeka, >XMBOTHOMO Ha MPUMEHEHUE FeKapCTBEHHOro
npenapata u 06 addekTe ero B3aMMOAENCTBMSA C OPYIMMW JeKapCTBEHHbIMW MpenapatamMv n (1nwm)
NULWEBbIMU NPOAYKTaMU, KOPMaMu;

42) MHOIoLeHTpPOBOE KINMHNYEeCKOe nccrieaoBaHmne nekapCcTtBeHHOro npenapara ana meamumnHCKoro
nNpUMEHeHNna - KIMMHU4YeCcKoe WuccriegoBaHne JekapCTtBeHHOro npenapata  Aana MeauumnmHCKOro
NnpuMeHeHnd, nposogmnmoe pa3pa6OT‘~IMKOM NekapCTBeHHOro npenaparta B ABYX U bonee MeguULMHCKUX
opraHm3aumax no eguHOMy NpPOTOKONY KIMMHUYECKOro nccnegoBaHuA nekapCTtBeHHOro npenaparta,

43) MexayHapogHoe MHOMOLIEeHTPOBOE KIMHMYecKoe WCCrefoBaHve NekapCTBEHHOro npenapara
AN MEOWULMHCKOTO MPUMEHEHUs - KNUHUYEecKoe WCCreaoBaHuMe nekapcTBEeHHOro rnpenaparta Aans
MEAMLIMHCKOrO MPUMEHEeHNs, NpoBoAMMOe pa3paboTuMKOM MEeKapCTBEHHOro npenaparta B pasnuyHbIX
CTpaHax Mo eguHOMY NPOTOKOSY KIMHUYECKOro UCCIeAoBaHus NekapCTBEHHOro npenapara;
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44) nocTperncTpauMoHHOE KIMHUYECKOEe UCCMeLOBaHME JEeKapCTBEHHOrO Mpenapata Ans
MEOULMHCKOTO MPUMEHEHUS - KIMHUYECKOE UWCCredoBaHME JIEKApCTBEHHOro npenapata  Ans
MeaOULIMHCKOro npmuMMeHeHund, nposogmnmoe npounssoauTenieM nekapCTtBeHHOro npenapara, rpa>|<,anC|<vu7|
060pOT KOTOPOro OCYLLECTBASIETCS NOCME rOCyAapCTBEHHOW permcTpaumun, B LEensix SONOMHUTENbHOro
cbopa faHHbIX 0 ero 6e3onacHOCTU 1 APPEKTUBHOCTU, paclLUMPEHNS NOKA3aHNN K NPUMEHEHMIO OAaHHOro
NeKapcTBEHHOrO npenapata, a Takke BbISIBMIEHUS HEeXenaTemnbHbIX peakuuil naumeHTOB Ha ero
AENCTBUE;

45) wvccnepoBaHve OWO3KBMBANEHTHOCTU JEKApPCTBEHHOrO npenapata - BUA  KIWMHWYECKOro
nccrnefoBaHus NiekapCTBEHHOMO npenapaTta, NPoBeAeHne KOTOPOro OCYLLECTBRSETCS ANst onpeaeneHns
CKOPOCTM BCacCblBaHMSI M BbIBEAEHWSI OOHOrO WM HECKOSNbKMX obnagatowmx dapmakonorniyeckomn
aKTMBHOCTbIO [OEWCTBYHOLUMX BELLECTB, KONMMYECTBa JIEKApPCTBEHHOrO MpenapaTta, [OCTUratoLlero
CUCTEMHOrO KpOBOTOKA, M pe3yrbTaTbl KOTOPOro MO3BOSISOT cAenaTb BbiBOA4 O GMOIKBMBANEHTHOCTM
BOCMPOU3BEAEHHOTO flekapCTBEHHOMO Npenapara B onpefereHHbIX NIekapCTBEHHON (hopMe 1 [03UPOBKE,
COOTBETCTBYIOLLMX hOPME M JO3MPOBKE pedhepeHTHOro NEKapCTBEHHOIO NpenapaTa;

(n. 45 B pea. PenepanbHoro 3akoHa oT 22.12.2014 N 429-93)

46) wnccnenoBaHWe TepaneBTUYECKOW 9SKBMBANEHTHOCTU NEKapCTBEHHbIX MpenapatoB - Buf
KMMHUYECKOrO 1CCregoBaHns NekapcTBEHHbIX NpenapaTos, NPOBeAeHNE KOTOPOro OCyLecTBASeTCa Ans
BbISIBITEHNSI OAVNHAKOBbLIX CBOWCTB NIEKapCTBEHHbIX NpenapaToB onpeneneHHon NekapcTBeHHOW hopMbl,
a TawkKe Hanuius OAMHAKOBbIX Moka3aTtenen 6e3onacHOCTM M A(PADEKTUBHOCTN NEKAPCTBEHHbLIX
npenapaToB, OOUHaKOBbIX KIMHNYECKNX 3(pEKTOB NpY UX NPUMEHEHNN;

47) NPOTOKON KIMHUYECKOro WUCCNEeAoBaHMs NeKapcTBEHHOro npenapara - AOKYMEHT, B KOTOPOM
onpeaenslTca uenu, opMbl opraHM3auum 1 MeToAOoNOMs NPOBEAEHUS KIMHUYECKOTO UCCMEAoBaHUs,
CTaTucTnveckme wmetoabl O6pa6OTKl/I pe3ynbTaTtoB TakKOro uccnenosaHna M Mepbl NO obecnevyeHuo
6e3onacHocTn (*)I/I3VI‘-I€CKVIX Y, ydvactBywwKMX B KIMHUYECKOM uUccrnegoBaHun JekapCTBeHHOro
npenapara;

48) 6pom+opa ncenepoBartesna - CBOAHOE U3JIOXKeHUE pe3ynbTaToB AOKITMHNYECKOIo nccriegoBaHuA
NNIeKapCTBeHHOro cpeacrtBa W KIIMHUWYECKOro uccriegoBaHnA  NieKkapCTBEHHOro npenapara Aand
MeaNLMHCKOro NpuMeHeHu4;

49) NHHOPMALIMOHHBIN NTMCTOK NauneHTa - JOKYMEHT, B KOTOPOM cofepaTcs B OCTYNHON hopme
cBedeHusl, Kacalolmecs NpoBOAUMOrO KIIMHUYECKOrO MCCregoBaHWs fekapCTBEHHOro npenapaTta, U B
nucbeMeHHon ¢opme OoOpOBOMbHOE cornacve nauMeHTa Ha ydyacTue B KIMHUYECKOM WccnegoBaHum
nekapCcTBEHHOro npenaparta fnocrne O3HaKOMIIEHUS C OCODEHHOCTAMM KMMHUYECKOro WUccregoBaHus,
UMEILLMMUN 3HaYeHNe ANS BbipaXKeHUsi Takoro cornacus;

50) noboyHoe pencTBuMe - peakuMst OpraHu3mMa, BO3HMKWAA B CBA3M C  MPUMEHEHUEM
NekapCTBeHHOro npenaparta B [[03axX, pekoMeHAyeMblX B WHCTPYKUMM MO ero npuMmeHeHuw, aOnd
NPoMNakTUK1, ANarHoCTUKNU, NeveHus 3abonesaHusa unu ona peabnnutaumu;

50.1) HexenaTtenbHaa peakuus - HenpegHaMepeHHas HebnaronpusiTHasi peakuusi opraHn3ma,
KoTOopasi MOXeT ObITb CBSi3aHa C MPMMEHEHUEM FIEKAapCTBEHHOIO Npenapara;
(n. 50.1 BBegeH ®enepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

51) cepbesHas HexenaTenbHas peakuus - HexernaTenbHas peakuus opraHu3ama, CBs3aHHas C
nNpMMEHeHVeM NeKapCTBEHHOro npenapara, npueBellas K CMepTW, BPOXAEHHbIM aHOMarnusaM unu
nopokam passuTus nMbo npeacTaBnsoLllas cobon yrposy >xu3Hu, Tpebyowasa rocnutanu3avnm unm
npvBedLlas K CTOWKOW yTpaTe TPyAOCNOCOBHOCTM 1 (UNn) MHBANUOHOCTK;

52) HenpeaBuaeHHan HexenaTenbHas peakuusl - HeXxenatenbHas peakuusi opraHnama, Kotopas
CcBsizaHa C MNPMMEHEHWEM JIEKAPCTBEHHOro Mpenapata B [03ax, PEKOMEeHAyeMblXx B MPOTOKONE €ero
KITMHUYECKOro uccnenoBaHus, Opowlope wuccnegoBatens, WM C  MPUMEHEHUEM  JIEKapCTBEHHOro
npenapata B [Jo3ax, PEKOMEHAYEMbIX B WHCTPYKUUM MO €ro NpuMEHEHWU0 Ansi NpodunakTUKK,
ONarHoCTUKK, neYeHunst 3aboneBaHnsa UM MeguLMHCKON peabunuTtauum nauueHTa, n CyLHOCTb, TSXKECTb
WUIM UCXOO KOTOPOW He COOTBETCTBYET MHAOPMaLUUM O NEKapCTBEHHOM MpernapaTe, CoAepXXallencs B
NMPOTOKONEe €ro KIMHWUYECKOro uccrnenoBaHus, Opoltope wuccrnegoBaTens UMM B UHCTPYKUUKM MO
NPUMEHEHNIO NEKAPCTBEHHOIO NpenapaTa;

(n. 52 B pen. ®enepanbHoro 3akoHa oT 22.12.2014 N 429-93)

52.1) dapmakoHag3op - BUA OEATENbHOCTU MO MOHWUTOPUHIY 3deKkTMBHOCTM 1 6e3onacHoCTu
nekapcTBeHHbIX nNpenapaToB, HanpaBNeHHbIW Ha BbIBMEHWEe, OUeHKY W rnpefoTBpalleHune
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HexenaTenbHbIX NOCNeaCTBUIA MPUMEHEHUS NTEKAPCTBEHHBLIX NPENapaTos;
(n. 52.1 BBegeH PenepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-03)

52.2) nnaH ynpaBneHust puckamu - nNoapobHoe onucaHue meponpusaTuin no dapmMakoHaasopy,
HanpaBreHHbIX Ha BbISBIIEHWE, OLEHKY M NpedoTBpalleHne UM MUHUMU3ALMIO PUCKOB, CBA3AHHbIX C
rnekapCTBEHHbIMW MpenapaTamu, BKoYas oueHKy 3hpeKTMBHOCTM OaHHbIX MEPONPUSTUN;

(n. 52.2 BBegeH PepnepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTln0C: npumeyvaHue.
C 01.03.2025 B n. 53 cT. 4 BHOCATCA n3MeHeHus (P3 ot 30.12.2021 N 463-93).

53) peuenT Ha nekapCTBEHHbIN MNpenapaT - MEeOULVHCKUA [OOKYMEHT YCTaHOBMEHHOW hopMbl,
cofepXallMin HasHadeHue IeKapCTBEHHOro npenapaTta Ans MeOUUUHCKOrO MPUMEHEHWS, BblAaHHbIN
MeOULMHCKUM paboTHMKOM B LIENsSX OTMycKa fekapCTBEHHOro npenapaTta WM ero WU3rotoBMiEHUS U
OTnycka Ha GyMaXXHOM HOCUTerne Unu ¢ cornacus nauueHTa unm ero 3aKkoOHHOro NpeacTaBuTenst B opme
9NEKTPOHHOrO0 AOKYMEHTa, MOAMUCAHHOMO C WUCNOMb30BaHUMEM YCWUNEHHOW KBanuuumMpoBaHHOM
3NEKTPOHHOW NOANUCU MeaMULMHCKOro paboTHMKa, MO0 JOKYMEHT YCTaHOBIIEHHON hOpMbI, coaepXKaLlmm
Ha3HayYeHne nekapCcTBEHHOro npenapara Afis BeTePUHAPHOro NPMMEHEHUS, BblAAHHbIN CNeLnanicTom B
obnactn BeTepuHapun B LieNsax oTrnycka feKapCTBEHHOro npenapaTta MnvM ero U3roToBreHus U OTnycka
Ha BymaxkHOM HocuTene;

(B pea. PepepanbHbix 3akoHOB oT 29.07.2017 N 242-®3, ot 02.08.2019 N 297-93)

KoHcynbTaHTlntoc: npumedaHue.
C 01.03.2025 n. 54 cT. 4 n3naraetcs B HoBou pegakuun (3 ot 30.12.2021 N 463-P3).

54) TpeboBaHuMe MeOWLMHCKOW OpraHu3auun, BETEPUHApPHOW oOpraHu3aunn - [OOKYMEHT
YyCTaHOBIEHHON (hOPMbI, KOTOPbLIA BbINMCAH MeOUUMHCKUM paboTHMKOM UMK cneunanucTtom B obnactu
BETEPMHAPUN, MMEKLLMMU Ha 3TO MpaBO, M COLAEPXUT B MUCbMEHHOW (OpMe yKasaHue anTeudHoMn
opraHusaumm unu BeTepuHapHOW anTe4YHoW opraHusaumm ob OTnycke nekapCTBEHHOro npenapaTa UM o
€ro n3rotoBneHun n ob otnycke aAnsa obecneyeHns nevyebHOro npouecca B MeEOAULMHCKOWM OpraHusauum,
BETEPMHAPHOW OpraHn3auunm;

(B pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-03)

55) KomnnekcHas oOLEeHKa MeKapCTBEHHOro npenapata - OueHka 3aperMcTpyMpoBaHHOro
nekapCTBEHHOro npenapara, Bkro4vatowas B ceba aHanns nHdopmMaumm o CpaBHUTENBHOW KIMHUYECKON
adhpeKkTMBHOCTU 1 BE30MacHOCTM NekapCTBEHHOIO Npenapara, OLeHKY 3KOHOMUYECKMX NOCNeACTBUIN ero
NPUMEHEHUs, U3ydeHne [OMNOMHUTENbHbLIX NOCNeACTBUA MPUMEHEHUSA IeKapCTBEHHOro npenaparta B
Luensx MpUHATUS pelleHnin O BO3MOXHOCTUM BKITOYEHUS FNEKapCTBEHHOro rnpenapaTta B MNepeveHb
XXM3HEHHO HeOoOXOAMMbBIX U BaXKHEWLMX NeKapCTBEHHbIX MpenapaToB, HOPMAaTWMBHbIE NPAaBOBble aKTbl U
WHble JOKYMEHTbI, onpeAensiolme nopsaok okasaHMs MeOULMHCKOW MOMOLLW, UMW UCKITIOYEHUS ero 13
yKa3aHHbIX NepeyHsi, akToB N JOKYMEHTOB;

(n. 55 BBegeH dPegepanbHbiM 3akOHOM OT 22.12.2014 N 429-93)

56) cuctemMa MOHUTOPUHra [OBWXKEHUS FeKapCTBEHHbIX MpenapaTtoB [Ansi  MeOULUHCKOro
npMMeHeHusa - defeparnbHas rocygapcTBeHHas MHAOPMAaLMOHHAA CUCTEMA MOHUTOPMHIa OBWKEHWUS
NeKapcTBEHHbIX MpenapatoB AN MeOULUMHCKOrO MNPUMEHEHUs OT NpOoM3BOAUTENS A0 KOHEYHOro
noTpedbutenss ¢ WUCMNoNb30BaHMEM B OTHOLUEHMM JEKApPCTBEHHbIX MpenapaToB AN MeAUUMHCKOro
NPUMeHeHNsi CPeACTB MAEHTUdUKALMN.

(n. 56 BBegeH ®enepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)

Maga 2. MOJIHOMOYUA ®EQEPANbHbIX OPFTAHOB UCMOJTHUTENBHON
BNACTU, OPFTAHOB UCMOJNHUTENIbHOW BITACTU CYEBEKTOB POCCUUCKOM
SOEOEPALAM NPU OBPALLEHUU NNEKAPCTBEHHbIX CPEACTB

Cratba 5. MonHomouusa cefepanbHbIX OPraHOB UCNONHUTENLHOW BRacTy Npu obpalieHun
neKapcTBeHHbIX CpeacTB

K nonHomouunam (bep,epaanblx opraHoBs MCMNONHUTENbHOM  BfacTu npu o6pau.|,eva|
NeKapCTBEHHbIX CpeacTB OTHOCATCA:

1) npoBepenne B Poccuiickon Pepepaumm eguHON roCygapCTBEHHOW MNONMUTUKM B obnactu
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obecneyveHnsa nekapcTBEHHbIMM Npenapatamm rpaxkaaH B Poccuiickon ®egepaunu;
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) yTBepxaeHuMe obwmx dapMakonerHbix cTaTen, dapmMakonenHbix CcTaTen, u3gaHue
rocygapcTBeHHOM dpapMakonen, co3fjaHue W BefdeHuMe peecTpa apmakonerHblX CTaH4apTHbIX
00pasuos.;

(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) ocyulecTtBneHne hbegepanbHOro rocyaapCTBEHHONO KOHTpons (Hagsopa) B cdepe obpalleHus
nekapCTBEHHbIX CPeACTB;
(B pea. PenepanbHbix 3akoHOB OT 25.06.2012 N 93-d3, ot 11.06.2021 N 170-93)

4) nuueH3MpoBaHMEe MPOM3BOACTBA JEKAPCTBEHHbIX CpeacTB, B TOM uucne deaepanbHbIv
rocyAapCTBEHHbIN NMLEH3NOHHbIA KOHTPOMb AEATENbHOCTM NO NPOM3BOACTBY NEKapCTBEHHbLIX CPeacTs,
nepuoanyeckoe MOATBEPXKAEHNE COOTBETCTBUS NULIEH3MATA, MMEKOLLEro NMUEH3NI0 Ha NPOM3BOACTBO
nekapCTBEHHbIX CPeACTB, U hapMaLeBTUYECKON AEATENBHOCTM B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuinckon degepauunu;

(B pea. PenepanbHoro 3akoHa ot 11.06.2021 N 170-03)

5) opraHuzauusi akcnepTu3bl NEeKapCTBEHHbIX CPEACTB, 3TUYECKOW 3KCMepTU3bl BO3MOXHOCTU
NpOBeAEHUS KIIMHUYECKOrO UCCIefOBaHNsA NeKapCTBEHHOrO Npenaparta Afs MeAULMHCKOro NpUMEeHEeHMs,
9KCMepTU3bl [OKYMEHTOB, MPEACTaBMEHHbIX AN onpedeneHuss BO3MOXHOCTM — paccMmaTpuBaTtb
nekapcTBEHHbIN npenapaTt Ans MeAUUMHCKOro NPUMEHEHUsI MPU FOCYOapCTBEHHOW peructpauun B
kavecTBe opchaHHOro nekapcTBEHHOro npenapara;

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

5.1) opranusaumss nNpoBeAeHWUs KOMMIEKCHOW OLEHKM FeKapCTBEHHOro fpenapata B Lensx
NMPUHATUA PEeLUeHWA O BO3MOXHOCTM BKIIOYEHUSI NEKApCTBEHHOro npenapata B MepeveHb XU3HEHHO
HeobXoAMMbIX M BaXHEWMWWX FeKapCTBEHHbIX MpenapaToB, HOPMaTWBHblE MNPaBOBble aKTbl U WHble
AOKYMEHTbI, onpegensioowmne MnopsaoK OKa3aHUs MeAMUMHCKOW MOMOLUM WM UCKIIOYEHUs ero w3
yKasaHHbIX NePeYHs, akTOB 1 JOKYMEHTOB;

(n. 5.1 BBegeH PepepanbHbIM 3akoHOM OT 22.12.2014 N 429-$3)

6) Bblgaya paspeLleHuii Ha NpoBeaAeHME KIIMHUYECKMX UCCea0oBaHMI NekapCcTBEeHHbIX NpenapaTos,
Be[ieHVe peecTpa BblgaHHbIX paspeLLeHuii Ha NpoBeAeHME KIMHUYECKUX UCCIedoBaHUIM NleKapCTBEeHHbIX
npenaparos;

7) rocygapcTBeHHasi perucrpauusi nekapCTBeHHbIX MNpenapaTtoB, BeAeHWe rocy4apCTBEHHOro
peecTpa NekapCTBEHHbIX CPeacTB;

KoHcynbTaHTlntoc: npumeyaHue.
C 01.09.2023 B n. 8 ct1. 5 BHocATCA u3MeHeHus (P3 ot 28.04.2023 N 171-®3). Cm. bygyuyto
peaakuumio.

8) opraHusauusa n (Mnu) NpoBefeHUEe WHCMEKTMPOBAHUA CYObeKToB OOpalleHUs nekapCTBEHHbIX
CpeacTB Ha COOTBETCTBME NpaBunaMm Hagnexailen nabopaTtopHOW NpakTWKW, NpaBunaM Hagnexaiewn
KNWMHUYECKOW NPaKTUKK, MpaBuniaM Hagnexawew npakTUKN XPaHeHWs U NepeBO3KU NeKapCTBEHHbIX
npenapaTos, NpaBunam Hagnexaiien gUCTpMbbIOTOPCKOM NPaKkTUKKU, NpaBuiamM Hagnexallen anteyHomn
NpaKkTuKu;

(n. 8 B pea. ®enepanbHoro 3akoHa oT 22.12.2014 N 429-93)

8.1) opraHusaumsi n (Mnn) NpoBeAeHNE MHCNEKTUPOBAHNS CYOBbEKTOB OOpaLleHUs NekapCTBEHHbIX
cpencTB Ha cooTBeTCTBME TpeboBaHMAM MpaBwui Hagmnexallen NpovM3BOACTBEHHOW MPaKTMKW, Bbigaya
3aKMYEHMN O COOTBETCTBMM MPOU3BOAUTENS NIEKAPCTBEHHbIX CpeacTB TpeboBaHMAM  npaBur
Hagnexatien NpovM3BOACTBEHHON MPaKTUKY;

(n. 8.1 BBegeH ®epepanbHbIM 3akoHOM OT 22.12.2014 N 429-$3)

8.2) ycTaHOBNeHve nopsioka BedeHUs U BELOEHWEe rocy4apCTBEHHOro peecTpa 3akiuveHun o
COOTBETCTBMM  MPOU3BOAUTENSI NEKAPCTBEHHbLIX CPEACTB TpeboBaHMsM MNpaBun  Hagnexallen
NPOVN3BOACTBEHHOW NPaKTUKY;

(n. 8.2 BBegeH PefeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

9) rocygapcTBeHHasi perucTpaumsi npeaenbHbiX  OTMAYCKHbIX LieH Npov3BoaMTenen Ha
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nekapcTBeHHble MpenapaTbl, BKMYEHHbIE B MNEpPEYEHb XU3HEHHO HEOOXOOAMMBIX U  BaKHEMWLLMX
nekapCTBEHHbIX MNPenapaToB, W BedeHWEe rOCy4apCTBEHHONO peecTpa npeferibHbIX OTMYCKHbIX LiEeH
npowssop,meneﬁ Ha NneKapCTBeHHbIe MpenapaTtbl, BKIHO4YEeHHble B nepe4vyeHb XU3HEeHHO HGOﬁXO,D,I/IMbIX n
BaXKHENLLNX NeKapCTBEHHbIX NPenapaTos.;

(B pea. PenepanbHoro 3akoHa ot 06.06.2019 N 134-03)

9.1) cornacoBaHue NPOEKTOB PELLUEHUA OPraHOB UCMONTHUTENBHOW BNacTn cyobekToB Poccuinckom
®epepaumm 06 ycTaHoOBNEHUM U (MNKM) M3MEHEHUW MpPedeNibHbIX pa3MepoB OMNTOBbIX HAA0aBOK U
npedenbHbIX pasMepoB PO3HUYHbIX HaabaBOK K (PaKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBIEHHbIM
npon3BoaMTENSAMM FEeKapCTBEHHbLIX MpenapaToB, Ha neKapCTBEHHble npenapaTtbl, BKMIOYEHHblE B
nepeyeHb XU3HEHHO HEODXOOUMbBIX U BaXXKHEWLLNX NeKapCTBEHHbIX NPenapaTos.;

(n. 9.1 BBegeH PepepanbHbiM 3akoHOM OT 13.07.2015 N 241-93)

10) BblJaya, YCTaHOBMEHWE MOpsiAka BblOayYM paspelleHuss Ha BBO3 KOHKPETHOW MapTuu
nekapcTBeHHOro cpefctea B Poccuiickyto Penepaumio;
(n. 10 B pea. PenepanbHoro 3akoHa oT 02.08.2019 N 297-93)

10.1) Bblgayva, ycraHoBMNeHWe nopsaka Bblgadn n opmbl JOKYMEHTA, KOTOPLIV MOATBEPXKAAET, YTO
NPOM3BOACTBO JIEKAPCTBEHHOrO npenapata [Ans MEeAWUMHCKOrO MPUMEHEHMST OCYLLECTBNIEHO B
CoOTBETCTBMM C TpeboBaHMAMM NpaBun  Hagnexawen npouM3BOACTBEHHOM MPAKTUKM MWMAM  4YTO
neKkapcTBEHHbIA npenapaTt Ans BeTepuHapHOro npuMeHeHust gonyuieH Kk obpaweHutio B Poccuiickon
depepaumm, 1 NOANEXUT NPeAcTaBNeHMo No TpeboBaHMIO YNONMHOMOYEHHOrO OpraHa CTpaHbl, B KOTOPYH
BBO3MWTCS NIeKapCTBEHHbIN Npenapar;

(n. 10.1 BBegeH depepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pen. deagepanbHoro 3akoHa ot
02.08.2019 N 297-03)

10.2) Bblgaya, ycTaHOBINEHNE nopsaaka Bbligadun u hopmbl JOKYMEHTA, CoAepKallero CBeAeHus o
CTagusix TEXHONMOrM4yecKkoro npolecca npovM3BOACTBA fIEKAPCTBEHHOrO cpeacTBa Ans MeOULUHCKOro
NPUMEHEHNS], OCYLLIECTBISIEMbIX HA TeppuTopmn EBpasnitckoro akOHOMUYECKOro COH3a;

(n. 10.2 BBegeH depepanbHbiM 3akoHOM OT 22.12.2014 N 429-03, B pen. deagepanbHoro 3akoHa ot
13.07.2015 N 241-93)

11) co3gaHne COBETOB MO BOMpOCaM, CBA3aHHbIM C OOpaLleHnem fekapCTBEHHbIX CPEACTB;
12) aTtTectaumsa u cepTudukaLmsa cneyunannucTos;
13) ytpatun cuny c 1 ceHTa6psa 2013 roga. - PegepanbHbin 3akoH oT 02.07.2013 N 185-93;

14) ocywecTtBneHune hapmakoHaa3opa;
(n. 14 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

15) yyactne B MexayHapoaHOM COTPYAHUYECTBE;

16) nonyyeHne No 3anpocam YnorTHOMOYEHHOro heepanbHOro opraHa UCMNOMHUTENBHON BRNacTu
OT OpraHoB WCMOMHUTENbHOW Bnactu cybbektoB Poccuiickon Pepepaumm, a Takke OT CyObEKTOB
obpalleHns neKkapCTBEHHbIX CPEeACTB ONA MeAWUMHCKOro NpUMeEHeHWst MHopmauuy no Bomnpocam
YCTaHOBIEHUS U MPUMEHEHUS LiEH Ha NekapCTBEHHbIe NpenapaTtbl U HagbaBoK K HUM;

17) npumeHeHMe Mep OTBETCTBEHHOCTM 3a HapyleHue 3akoHogatenbcTBa Poccunckon
denepaumu;

KoHcynbTaHTlM0C: npumeyaHue.
C 01.09.2023 B n. 18 cT. 5 BHOCATCA M3MeHeHusa (P3 ot 28.04.2023 N 171-03). Cm. bygywyto
penakuuio.

18) yTBepxgeHve npaBun Hagnexawew nabopaToOpHOW MpaKkTUKW, NpaBuUN Hagnexawewn
KIMWHWYECKOW NpakTUKW, MpaBun Haanexaiwen npou3BOACTBEHHON MPaKTWKW, NpaBuIl Hagnexaiuemn
NpaKkTVKN XpaHeHWUsi N MepeBO3KM NeKapCTBEHHbIX MpenapaTos, NpaBui Hagnexaiwen ANCTpmbbIOTOPCKON
NpakTVKK1, NpaBuI Haanexallen anTeyHon NpaKkTUKWU, NPaBun Hagnexallen npakTuku apmakoHagsopa
nekapCTBEHHbIX NpenapaToB ANS MeQULMHCKOTO NPUMEHEHNS;

(n. 18 BBegeH degepanbHbiM 3akOHOM OT 22.12.2014 N 429-93)

19) ycTaHoBneHWe nopsiaka OPMUPOBAHUS PErncTpaLMoOHHOTO [0Cbe Ha JeKapCTBEHHbIN
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npenapaTt u TpeboBaHUn K AOKYMEHTaM B ero COCTaBe;
(n. 19 BBegeH ®enepanbHbiM 3akOHOM OT 22.12.2014 N 429-93)

20) yTBEepxaeHve npasBui pauuoHanbHoro Bbibopa HaMMeHOBaHMWI NeKapCTBEHHbLIX MpenapaToB
ANs MeAMLUHCKOTO NPUMEHEHUS;
(n. 20 BBegeH PepeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

21) yTBEPXOEHME NEepeYHs HAaMMEHOBaHUIN NeKapCTBEHHbIX hOPM;
(n. 21 BBegeH PepepanbHbiM 3akOHOM OT 22.12.2014 N 429-93)

22) ytpatun cuny ¢ 1 mapta 2020 roga. - PeagepanbHbivi 3akoH oT 27.12.2019 N 475-03;

23) ytBepxaeHne TpebOBaHWN K WMHCTPYKUUM MO MEAULMHCKOMY MNPUMEHEHWUI0 NeKapCTBEHHbIX
npenapaToB U K UHCTPYKLUUN NO BETEPUHAPHOMY MPUMEHEHUIO NEKaPCTBEHHbIX NpenapaTos;
(n. 23 BBegeH PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

24) nNpuHATUE peLLeHUn, ABNSAILMXCA OCHOBaHUAMMU ANSA BKIYEHUS OOMEHHbIX MMEeH un (unwu)
yKasatenen CTpaHuy canToB B WHAOPMAaLMOHHO-TENEKOMMYHUKALMOHHOMW ceTu "UHTepHeT", a Takke
ceTeBblX aApecoB B eAMHYl0 aBTOMAaTM3MPOBAHHYI WHAMOPMAaUMOHHY cuctemy "EAuHbIA peecTp
AOMEHHbIX WMEeH, YyKasaTenen CTpaHul, CcawToB B MHEOPMAaLMOHHO-TENEKOMMYHUKALMOHHOW CeTu
"MHTepHeT" u ceTeBbIX aapecoB, MO3BOMASKWNX UAEeHTMdUUMPOBaTb CanTbl B  MH(OPMaLUOHHO-
TenekoOMMYyHUKaUMOHHOW ceTu "VIHTepHeT", copepxalwime uHdopmaunio, pacnpocTpaHeHue KOTOpown B
Poccuiickon ®epepaummn 3anpelleHo”, B OTHOLWEHUW WHGOPMaUMK, CoaepXKallen npearnoxeHue o
PO3HUYHOW TOproBrne nekapcTBEHHbIMWM MpenapataMmyv, B TOM 4ucne AMCTaHUMOHHbIM Crocobom,
PO3HUYHAA TOProOBMSA KOTOPbIMU OrpaHWyeHa wnu 3anpelieHa B COOTBETCTBUM C  HaCTOSALWMUM
®epepanbHbIM 3aKOHOM, U (MnM) MHOpMauuW, cogepxallen npeasioxkeHue O PO3HWYHOW Toprosre
neKkapcTBEHHbIMM Mpenapatamu, B TOM 4ucfle AMCTaHUMOHHBIM CrocoboMm, nuuamu, He VMeLWUMn
NMUEH3NM N paspelleHuss Ha OCYLUeCTBfIEHMe TaKkoW AeATeNbHOCTW, €Cnn MNOflyYyeHue IULEH3UM U
paspeLlueHnsi NpegyCcMOTPEHO 3aKoHoAaTeNbCTBOM 06 obpalleHnn nekapcTBeHHbIX CpeacTs;

(n. 24 B pea. PepepanbHoro 3akoHa oT 03.04.2020 N 105-93)

25) Bblaava paspeLleHnii Ha BBO B rpaxaaHCKkmnii 060poT MMMYHOBNONOIrMYECKUX NIeKapCTBEHHbIX
npenapaTos.
(n. 25 BBegeH dPegepanbHbiv 3akoHOM OT 28.11.2018 N 449-93)

KoHcynbTaHTlM0C: npumeyaHue.

Ct. 5.1 pacnpocTpaHsieTca Ha MOMHOMOYMS, KOTOpble He mepefaHbl AN OCYLEeCTBMEHUS opraHam
rocygapCcTBeHHOM BriacTn cybbektoB PP 1 opraHam MeCTHOro camoynpaBfieHnsl COOTBETCTBYOLLMMM
denepanbHbiMmn 3akoHamm (P3 ot 13.07.2015 N 233-d3).

Cratba 5.1. [llepemauya ocywecTBneHUsi MOJIHOMOYMN  deaepanbHbIX  OpPraHoB
MCMNONTHUTENbLHOW BNacTu Npu obpaleHnn NeKapCcTBEHHbIX CPeACTB OpraHamM MCMONTHUTENbHOWN
BnacTu cybnektoB Poccuinckon ®Penepaumm

(BBegeHa depepanbHbIM 3akoHOM OT 13.07.2015 N 233-03)

MonHomoumns chepepanbHbIX OpraHOB WCMOMHUTENBHON BNacTu Npu obpalleHnn NekapCTBEHHbIX
CpeAcTB, nNpedycMoTpeHHble Hactoawwmm denepanbHbIM - 3aKOHOM, MOFYT nepegaBaTbCa  AnNs
OCYLLIEeCTBMNEHNUA  opraHam NCNOMNMHUTENBHOMN BNactu  cybObekToB Poccuinckon depepaumm
noctaHoBneHusimu lMNpasuTtensctBa Poccuickon ®egepauun B nopsigke, yctaHoBreHHoOM PegeparnbHbIM
3aKOHOM OT 6 okTabpsa 1999 roga N 184-0©3 "O6 0OWMX nNpuHUMNAX opraHM3auMu 3akoHoAaTesbHbIX
(npegcTaBUTENbHBIX) U UCMOMHUTENBHBLIX OPraHOB rOCYAApCTBEHHOW Bnactu cybbektoB Poccuiickon
denepaummn”.

Cratba 6. [MonHOMOYMA oOpraHoB WUCNONMHUTENbLHOW BracTn cyo6bekta Poccuiickon
Pepepaumm npu obpalleHNN NeKapCTBEHHbIX CPeACTB

K nomHomMO4YMsIM OpraHoB MWCNOMHUTENbHOW Briactu cybbekta Poccuiickon ®egepaunn npwm
obpaLleHnn nekapcTBEHHbIX CPEACTB OTHOCATCS:

1) paspaboTka U peanusauusi perMoHanbHbiX nporpaMM  obecrneyeHuss  HaceneHus
nekapcTBEHHbIMU NpenapaTamu;

2) ycTaHOBNEHWE NpeaernbHbIX pa3MepoB ONTOBbIX HaA0aBOK 1 NpeAenbHbIX Pa3MepoB PO3HUYHBLIX
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HanbaBoK K (akTUYECKMM OTMYCKHbIM LieHaM, YCTAHOBIEHHLIM MPOU3BOAUTENSMU FEKAPCTBEHHbIX
npenapaToB, Ha JiekapCTBEHHblE MpenapaThl, BKIOYEHHbIE B MEPEYEHb KUBHEHHO HEOOXOOUMBIX U
Ba)XHEWLLNX NEeKapCTBEHHbLIX NPenapaTos;

3) ocyLlecTBNEHWE pPEermoHanbHOrO0 rocygapCTBEHHONO KOHTPONSA 3a MpPUMEHEHMEM LEH Ha
rnekapCcTBeHHble MpenapaTbl, BKMAOYEHHbIE B MEpevYeHb XW3HEHHO HEeoOXOOAMMBIX W  BaXHEMWLUMX
neKkapCTBEHHbIX MpenapaToB, OpraHu3auuMsMu ONTOBOW TOProBMM JIEKAPCTBEHHbIMU CPEACTBaMM,
anTe4yHbIMU OpraHM3auusaMmn, WHOUBMAYaNbHbIMU MPEANPUHUMATENAMW, UMEKWMMN MULEH3NI0 Ha
dapMaLeBTUYECKY0 AeATenbHOCTb, MEAMUMHCKMMM  OpraHmM3auvsamMu, WMEHWMMM  MULEH3NI0  Ha
dapmMaLeBTUYECKYID [OeATenbHOCTb, M UX 060cobneHHbIMM noapasgeneHuamu  (ambynatopuamu,
denbalepckumn 1 enbawepcKo-akylepckMMm  MyHKTaMu, LeHTpamu  (oTaeneHusMmn)  obLuen
BpayebHOM (CeMenHOW) MpakTUKK), PacrnonoXeHHbIMU B CENbCKUX HACENEHHbIX MYyHKTax, B KOTOPbIX
OTCYTCTBYIOT anTeyHble opraHusauuu;

(B pea. PenepanbHbix 3akoHOB OT 25.06.2012 N 93-d3, o1 27.12.2019 N 475-03)

4) npuHsTME pelueHus 06 MCnonb3oBaHMM Ha TeppuTopun cybbekta Poccunckon depepauun
Hapsay C peuenTtaMyM Ha JeKapCTBEHHble npenapaTbl, O0QOPMIEHHbIMM Ha OyMaXHOM HocuTterne,
peuenToB Ha NeKkapCTBEHHbIe NpenapaTbl, CHOPMUPOBAHHBIX B (POPME INEKTPOHHBIX JOKYMEHTOB.

(n. 4 BBegeH PepepanbHbiM 3akoHOM OT 29.07.2017 N 242-03)

Mnasa 3. TOCYOAPCTBEHHAA ®APMAKOIEA

CraTtba 7. PaspaboTka u nsgaHme rocygapcTtBeHHon cpapmakoneu, pasmelweHne AaHHbIX O

1. MNop rocyoapcCTBEHHOW (hapmakoneen MoHMMaeTcsi cBopd o0Wwux dapMakonenHbIX cTaTen U
dapmaKkonenHblx cTaTen.

2. PagpaboTka obwmx ¢apmakonenHblx cTtaten u ¢apmakonenHblx cTaTten, B TOM 4ucne
dapMakonemnHblx CcTaTten Ha dapMakonenHble CcTaHgapTHble o06pasubl, W BKMOYEHWe UX B
rocygapCTBEHHY0 (hapMakoner OCYLIECTBNAITCA B MOPSAKe, YCTAHOBMEHHOM  YMOMHOMOYEHHbIM
deneparnbHbIM OPraHOM UCTONHUTENBHON BRACTW.

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

3. PaspaboTtka dpapmakonenHomn ctaTbl Ha pedepeHTHbIN NeKapCTBEHHbIV Npenapar v BKIoYeHne
ee B rocydapCTBEHHYI0 (hapmakoneto B TeyeHwe cpoka AeWCTBMA 3aluTbl UCKITYUTENBHOro npasea,
YAOCTOBEPEHHOrO NaTEHTOM Ha pedepeHTHbIN NeKapCTBEHHbIN Npenapart, OCyLeCcTBNAITCA C cornacus
ero paspaboTuyuka.

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

4. TocypmapcTBeHHas dapmakones M3gaeTcsl YNONMHOMOYEHHbIM  doedeparnbHbiM  OpraHoMm
WCMOMHMTENBHOW BiacTu 3a cHET cpeacTB peepanbHoro BomkeTa 1 NognexnT nepensgaHism He pexe
YyeM OOWH pa3 B MNSATb NeT, B Nepuog Mexay KOTOPbIMM W34alTCA NPUIIOKEHUS] K rocyaapCTBEHHON
dapmakonee, cogepxawme obwme dapmakonenHole cTatb K (Mnn) dapmMakonenHble CcTaThy,
yTBepXXAeHHbIe Nocne U3gaHnsa UnNu nepensfaHus rocyaapcTseHHon hapmMakonen.

5. YnonHomoueHHbIn deaeparnbHbii OpraH WCNOSTHATENbHOW BfacTW pa3MellaeT AdaHHble O
rocyaapCTBeHHOWN hapmakonee 1 NpUnoXeHUsaX K Hei Ha cBoeM odumLmanbHOM canTe B ceTn "UIHTepHeT"
B YCTaHOBMIEHHOM UM MOPSAKeE.

Maea 4. TIMUEH3UPOBAHUE NPOU3BOAOCTBA IEKAPCTBEHHbIX CPEOCTB
U ®APMALEBTUYECKOWN AEATENBHOCTU, FOCYAAPCTBEHHbIA KOHTPOJb
(HAO3OP) B COEPE OBPALLEHUA NEKAPCTBEHHbLIX CPEACTB
(B pen. PepepanbHoro 3akoHa ot 11.06.2021 N 170-03)

CratbA 8. JluueHanpoBaHue NPOM3BOACTBA NEKAaPCTBEHHbLIX CPeAcTB U dpapmaLieBTMHECKOMN
OeATeNbLHOCTU

1. nl/lLl,eH3VIPOBaHMe npon3BoacTBa J1ieKapCTBEHHbLIX CpeaCTB U d)apmaueBqueCKoﬁ neATernlbHOCTU
OCYyLLECTBIIAETCA B COOTBETCTBUUN C 3aKOHOA4ATEJ1IbCTBOM Poccuiickonm d>e,u,epau,vm.

2. O6Gsa3aTenbHbIM YCMOBMEM NPEAOCTaBMEHUST NULIEH3MN Ha MNPOU3BOACTBO JIEKAPCTBEHHbIX
CpPefcTB SIBMSIETCS MPUIOXEHNE K 3asIBNIEHUI0 COMCKaTENs NULIEH3MN NepPeYHs NeKkapCTBEHHbIX OpM U
(unn) BMaooB apmaueBTUYECKUX CYOCTaHUMIA, KOTOpble MpPOM3BOAUTENb NEKApCTBEHHbIX CPeacTB
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HamMepeH Npon3BoanTb.

3. B cnyyae HeobxoauMMOCTK paclUMpeHnst NPOM3BOACTBA JIEKAPCTBEHHBLIX CPEACTB 3a CYET HOBbIX
neKkapcTBeHHbIX (OpM U BMAOB hapMaLeBTUYECKUX CyOCTaHUMA MNPOU3BOAMTENb JIEKAPCTBEHHbIX
CpefcTB [OMMKEH ModaTb B JNULEH3VMPYIOWMIA opraH 3asiBieHWe O BHECEHWWM W3MEHEHWA B peecTp
NIMUEH3UIA Ha NPOU3BOACTBO NEKAPCTBEHHbIX CPEACTB.

(B peqn. PepepanbHbix 3akoHoB oT 02.08.2019 N 297-93, ot 11.06.2021 N 170-93)

4. JlnueHsns Ha NPOU3BOACTBO NeKapCTBEHHbIX cpeacTs (hapmaveBTuyeckon cybectaHumm cnupTa
3TUNOBOro (3TaHona) BblAAeTCHA MpU YCNOBMM HanMuMs y OpraHu3auunm Ha npaBe COGCTBEHHOCTW,
XO35MCTBEHHOrO BEAEHUS UNN ONepaTUBHOIO yrnpaBneHnss OCHOBHOMO TEXHONOrM4yeckoro obopyaoBaHus
Ansi Mpou3BoACTBa 3TWMIOBOrO CNMpTa, 3aperMcTpMpoBaHHOrO B COOTBETCTBMM CO cTatben 14.1
depepanbHOro 3akoHa oT 22 Hosibpa 1995 roga N 171-03 "O rocygapCTBEHHOM pPerynMpoBaHUn
npon3BoAcTBa M obopoTa 3TMIIOBOrO CNMpTa, anKOrofibHOM WM cnvpTocodepXallerd npoaykumm u ob
orpaHn4eHun noTpebneHuns (pacnuTnsi) ankoronbHOW NPoAyKLMKn".

(4acTb 4 BBegeHa PenepanbHbiM 3akoHOM oT 27.12.2019 N 481-03)

Cratba 8.1. OCoO6GeHHOCTM IULEH3UPOBaHWA MNPOU3BOACTBA JIEKapPCTBEHHbIX CpPeAcTB
(dbapmaueBTHMHECKOW CyOCTaHLMMN cnNMpTa 3TUITOBOro (3TaHona)
(eBegeHa depepanbHbIM 3akOHOM OT 27.12.2019 N 481-03)

1. [JenctBne nuueHsum Ha MPOU3BOACTBO JIEKAPCTBEHHbIX CpeacTB (thapmaueBTU4EeCKon
cybcTaHuuM cnupTa STUNOBOMO (3TaHoMa) MpUMOCTaHaBNMBAETCA B 4acTM NpaBa Ha MpPOU3BOACTBO
dhapmaLeBTMHECKON CyOCTaHLMK cnupTa 3TUMAOBOrO (3TaHona) NUUEH3MPYIOLWMM OpraHoM B Criydasix,
onpegeneHHbix ctatbenn 20 PeagepanbHoro 3akoHa ot 4 mas 2011 roga N 99-03 "O nuueH3anpoBaHUn
OTAEenbHbIX BWAOB OEATENbHOCTM", a Takke Ha CPOK NPUOCTAHOBMEHMSI LEWCTBUS NULEH3UN Ha
NpPoOn3BOACTBO 3TMUMOBOrO CNUpTa AN Npou3BoAcTBa hapMaLeBTUYECKON cybCcTaHLumM cnnpTa 3TUNOBOro
(aTaHona), BbigaHHONM B cooTBETCTBMM C PefeparnbHbiM 3akoHOM OT 22 Hoabpsa 1995 roga N 171-03 "O
rocyadapCTBEHHOM pEerynupoBaHMM Npom3BoAcTBa M obopoTa 3STWUMOBOrO CNMPTa, ankorofnbHOW U
cnupTocoaepalien npogykumm n o6 orpaHmyeHn notpedbneHuns (pacnnuTnst) ankoronbHOW NpoayKuun'.

2. [enctBMe -nMUEH3MM Ha MNPOM3BOACTBO JIEKAPCTBEHHbLIX CPeAcTB (hapmaueBTUYECKON
cybcTaHuumM cnuMpTa 3TWMOBOrO (3TaHomna) B YacTu npaBa Ha NPOM3BOACTBO (hapmaLeBTUHECKON
cybcTaHuun cnupta 3TWMOBOrO (3TaHoMa) npekpawaeTcs NULEH3UPYOLWUM OpraHoM B criyyasx,
onpeaeneHHbix ctatben 20 denepansHoro 3akoHa oT 4 masa 2011 roga N 99-03 "O nuueH3npoBaHnn
OTAenbHbIX BUAOB [OeATenbHOCTM", a Takke C AdaTbl MNpekpalleHus UNu aHHynupoBaHus OencTBUs
NVLEH3MM Ha MPOU3BOACTBO 3TWMOBOrO CnNupTa Ans Npou3BOACTBa (hapMaleBTUYECKON CcybGcTaHuuu
cnupTa 3TUNoBoro (dTaHona), BblAaHHOM B COOTBETCTBUMN ¢ PenepanbHbiM 3aKOHOM OT 22 HoA6psa 1995
roga N 171-®3 "O rocygapCTBEHHOM perynMpoBaHUM Npou3BoAcTBa M 0O0OpOTa 3TMMOBOrO CNMpTa,
ankoronibHOM UK cnupTocoAepXalwen npoaykuum u o6 orpaHudeHnn noTpebneHus (pacnuTtus)
arkoronsHOM NpoayKuun®.

Cratba 9. NocyaapcTBeHHbLIN KOHTponb (Hag3op) B cdepe obpalieHusi nekapCTBEHHbIX
cpencrTB
(B peq. ®enepansHoro 3akoHa ot 11.06.2021 N 170-03)

1. TocymapcTBeHHbI KOHTpOmnb (Hag3op) B cdepe oOpalleHnsi NeKapCTBEHHbIX CPeAcTB
OCYLLIeCTBNSETCA nocpeacTBOM deaepanbHOro rocygapCTBEHHOrO KOHTpons (Hagsopa) B cdepe
obpalleHns nekapcTBEHHbIX CPeAcTB U dhedeparnbHOro rocyaapCTBEHHOMO MULEH3MOHHOIO KOHTPOMs
AeATenbHOCTM MO NPOU3BOACTBY NEKAPCTBEHHbIX CPEACTB, OCYLLEeCTBNSeMbIX ddedeparnbHbiMU OpraHamu
WCNOMHMTENBHOW BNacTu, yNorIHOMOYeHHbIMK [NpaBuTtensctBoM Poccuiickon Pegepaumm.

2. lMpepmMeTom bepepanbHOro rocygapCcTBEHHOro KOHTponsi (Hagsopa) B cdepe obpalleHus
neKapCTBEHHbIX CPEACTB ABMAKTCS:

1) cobniogeHne obasatenbHbIX TpeboBaHU B cchepe obpalleHns NekapCTBEHHbIX CPEACTB, B TOM
yncne:

a) TpeGoBaHWi K [OKIMMHUYECKUM WCCNeOOBaHUAM JeKapCTBEHHbIX CPEACTB, KIMHUYECKUM
nccnenoBaHWAM  NeKapCTBEHHbIX TMpenapaTtoB, W3roTOBMIEHWIO, XpaHeHWIo, MepeBo3ke, BBO3Y B
Poccuiickylo ®epgepauunio, OTMNyCKy, peanusauvu, nepegade, npodaXe JeKapCTBEHHbIX CPeacTs,
NPUMEHEHWI0 NeKapCTBEHHbIX NpenapaToB, YHWUTOXEHWUIO eKapCTBEeHHbIX CPEeAcTB, YCTaHOBMEHMIO
NPON3BOAMTENAMU NEKapCTBEHHbIX MpenapaToB LieH Ha NekapcTBEeHHble npenapathl, BKMOYEHHble B
nepeyeHb XNU3HEHHO HEOBXOAMMbIX U BaXKHENLLIMX NeKapCTBEHHbIX Npenaparos;
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06) TpeboBaHUMN K COOTBETCTBMIO TNEKApPCTBEHHbIX CPeACTB, Haxoadwuxcs B obpalleHuu,
rnokasaTensm Kadyecrtsa, a3pdekTMBHOCTM U 6e30nacHOCTW, YCTAHOBIMEHHbIM B COOTBETCTBMM C
HacToswmm PeagepanbHbIM 3aKOHOM;

B) TpeboBaHMI K cobnogeHnto cybbekTamum obpalleHnsi NeKkapCTBEHHbLIX CPEACTB, YKa3aHHbIX B
yactn 1 ctatbn 67.1 HacTosiwero denepanbHOro 3akoHa, OrpaHUYeHUn, HanaraemblX ctatbsaMu 67.1 n
67.2 HacTodwwero ®enepansbHOro 3aKoHa;

2) cobniogeHve  NUUEH3NOHHbIX  TpeboBaHM K OcyllecTBneHuo  apmMaLeBTUYECKON
OeATENbHOCTY;

3) cobniogeHne TpeboBaHMM K NpefoCTaBfeHMl0 CyObekTamu obpalleHust neKapCTBEHHbIX
CpeactB  MHgoOpMauuMMm O FEeKapCTBEHHbIX CpPeAcTBax W (UNKW) NEeKapCTBEHHbIX Npenaparax,
npegycMmoTpeHHon ctatbamm 9.1, 52.1 n 64 HacToswero ®eaepanbHOro 3aKoHa;

KoHcynbTaHTln0C: npumeyaHue.
C 01.03.2026 n. 4 4. 2 cT. 9 yTpaumsaeT cuny (P3 ot 20.10.2022 N 405-D3).

4) cobnogeHne nNpegycMoTpeHHbIX cTatbern 55.1 HacToswero PegepanbHOro 3akoHa TpeboBaHui
K NMPOBEAEHUNIO SKCNEPMMEHTA MO OCYLLECTBIEHNIO PO3HUYHOW TOProBMM fieKapCTBEHHLIMU NpenapaTtamm
ONA  MEOUUUHCKOrO MPUMEHEHUd, OTNyCkaeMbiMM MO pPeLenTy Ha fekapCTBEHHbIM npenapar,
JVUCTaHLMOHHbLIM cnocobom.
(n. 4 BBeaeH ®egepanbHbiM 3akoHoM OT 20.10.2022 N 405-93)

3. lpu ocywectBneHnn deaepanbHOro rocyAapCTBEHHOIO KOHTpons (Hagsopa) B cdepe
obpalleHns NeKkapcTBEHHbIX CPeACTB MNPOBOAATCS Criedylolme BuAbl KOHTPOSbHbIX  (HaA30pHbIX)
MEpPONPUATUNA:

1) AOKyMeHTapHasi NpOBepKa;

2) Bble3gHasi NPOBEpPKa;

3) BbIGOPOYHbIN KOHTPOSb KA4YEeCTBa;
4) KOHTpOIbHas 3aKymnka;

5) MHCNEKUNOHHbBI BUSWT;

6) HabniogeHve 3a cobniogeHnem obssaTenbHbix TpebosaHW (MOHUTOPUHI 6He3onacHoCcTu)
(cbapmakoHaasop).

4. OpraHusaumst 1 ocyllecTBneHve denepansHOro rocygapCTBEHHONO KOHTponsa (Hagsopa) B
cepe obpalleHnsa nekapcTBEHHbIX CPeAcTB perynupytotcss degepanbHbiM 3akoHoMm oT 31 utons 2020
roga N 248-d3 "O rocygapCTBEHHOM KOHTpoOfe (Hagsope) 1 MyHuumMnanbHOM KOHTpone B Poccuickon
denepaumn”.

5. BHennaHoBblii BbIGOPOYHbIA KOHTPOSb KayecTBa NPOBOAMTCS B TOM YMCIiE Ha OCHOBaHUU
nporpamMmbl MPOBEPOK.

6. MNnaHoBbIV BbIDOPOYHbIA KOHTPOSb KayecTBa He NPOBOANTCS.

7. Mo pe3ynbTatam BbIOOPOYHOrO KOHTPOSS Ka4yecTBa HapsQy C PeLUeHUAMN, NPenyCMOTPEHHLIMM
®depnepanbHbiM 3akoHoM oT 31 uiona 2020 roga N 248-®3 "O rocygapcTBeHHOM KOHTpone (Haasope) u
MyHuUMNanbHOM KoHTporne B Poccuiickon ®depepaumu”, cdenepanbHbIMM OpraHamMmu UCNONHUTENBHON
BMNactu, YMNONMHOMOYEHHBIMA Ha OCYLLECTBIIEHNE BbIOOPOYHOrO KOHTPOMS KayecTBa, MNPUMHUMAOTCS
crnegyowmne peLeHust:

1) 0 panbHeilieM rpaxaaHckom o6opoTe cepun, MapTUKM COOTBETCTBYHOLLIErOo NEeKapCTBEHHOro
cpeacTBa B criydae noATBepKaeHust Mo pesynbTaTamM NpoBeAeHHbIX UCMbITaHWn COOTBETCTBUS KadecTsa
NeKkapcTBEHHOro CpeacTBa YCTaHOBMNEHHbLIM TPeBoBaHUAM;

2) 00 M3BbATUM U3 rpaxgaHcKoro o6op0Ta cepun, napTmm COOTBETCTBYKOLLEro JieKkapCTtBeHHOro
cpencrtea B Cllydae BbisABIIEHUA NO pe3ylnbTataM npoBeAeHHbIX UCMbITAaHWUIA HECOOTBETCTBUA KayecTBa
NekapCTBeHHOro cpeacrtesa yCtaHOBJ1€HHbIM Tpe6OBaHMF|M;
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3) 0 nepeBode neKapCTBEHHOrO CpeAcTBa Ha MOCEPUMHBLIN BbIGOPOYHBLIN KOHTPONb KayecTBa
nekapcTBEHHbIX CPeacTB B Cryvyae MOBTOPHOIO BbISIBIIEHUS HECOOTBETCTBUSA KayecTBa NleKapCTBEHHOMO
cpeacTBa ycTaHoBMNEeHHbIM TpeboBaHuaM m (Mpy Heo6XxoOuMMOCTM) O MpoBepke cybbekTa obpalleHus
nekapcTBeHHbIX cpeacTB. Pacxoapl, CBA3aHHblE C NpOBeAEeHUEM MOCEPUINHOIO BbIOOPOYHOr0 KOHTPONS,
onnayMBaloTCa NPOM3BOAMTENEM feEKapCcTBEHHOro cpeactea nubo pgepxatenem unu Bragenbuem
pervcTpaunoHHOro YO4OCTOBEPEHMS NIEKAPCTBEHHOIO NpenaparTa.

8. ®epepanbHbI rOCYAapCTBEHHbIA JULEH3UOHHBIA KOHTPOMNb AeATENbHOCTM MO MPOU3BOACTBY
nekapcTBEHHbIX CPeacTB OCYLIEeCTBMSIeTCA B COOTBETCTBUM C 3akoHoAaTenbCTBOM Poccuinckom
depepauymu.

Cratbs 9.1. Nporpamma npoBepokK
(BBegeHa depepanbHbIM 3akoHOM OT 11.06.2021 N 170-03)

1. B uensix opraHusaumm BbIGOPOYHOrO KOHTPOSIS KAYeCcTBa JIekapCTBEHHbIX CPEACTB dhopMupyeTcs
nporpaMma npoBepOoK.

2. na uenen peanusauum MNporpaMMbl NPOBEPOK MPOU3BOAUTENUN NEKAaPCTBEHHbIX CPEACTB U
opraHu3auum, OCyLeCTBNSALWMe BBO3 fNeKapCTBEHHbIX cpeactB B Poccwuiickyto  deaepaumio,
NpegocTaBnAaldT B OTHOLIEHUW FEeKapCTBEHHbIX CpeacTs  ANnd  MeguUMHCKOTO  MPUMEHeHMs B
YNONMHOMOYEHHbIV  dhedepanbHbIi OpraH WUCMOMHUTENbHOW BMAacTW, OCYLLECTBASAWUA (DYHKUMN MO
KOHTPOMIO W Haa3opy B cdepe 30paBOOXPAHEHWUS, B OTHOLUEHUW IeKapCTBEHHbIX CPeAcTB Ans
BETEPUHAPHOrO MNPUMMEHEHUsT B YMNOSIHOMOYEHHbIN bedepanbHbIl OpraH WCMONHUTENbHOW BRacTy,
OCYLLIeCTBSAOLWMIA PYHKLUM NO KOHTPOSO M HaA30py B cdepe obpalleHuns nekapCTBeHHbIX CPeACcTB Ans
BETEPUHaAPHOrO NMPUMEHEHMWS, CBEAEHMSA O Cepusix, NapTUsX feKapCTBEHHbIX CPEACTB, MOCTyNarmoLwmx B
rpaxxgaHckun obopoT B Poccuiicko ®epepauun, B nopsiake, coctaBe M ob6beme, YCTaHOBMEHHbIX
yKasaHHbIMU hegepanbHbIMUM OpraHammn UCNOSTHUTESNbHOW BNAcTU B OTHOLLEHUN feKapCTBEHHbIX CPeacTB
ANs MeOMLUMHCKOTO MPWMEHEHUS W B OTHOLUEHMM §eKapCTBEHHbIX CpeacTB Ans BeTepUHapHOro
NPYMEHEHNS COOTBETCTBEHHO.

3. lMporpamma npoBepok copMupyeTCca Ha KaneHaapHbin rog B cpok go 30 gekabpsa roaa,
NpeLecTBYIOLLEro rogy npoBefeHnsi BoIBOPOYHOro KOHTPOnS.

4. B cnyyae HacTynneHus cOObITMI, ykadaHHbIX B MoanyHktax "6" m "B" nyHkTa 2 4yactm 6
HacToswen ctaTtbu, dpegepanbHbiM OpraHoM UCMOMHUTENBHOW BNACcTU, OCYLECTBASIOWUM (OYHKLMK Mo
KOHTPOIO U Hafasopy B cdepe 3apaBooXpaHeHus, pepeparnbHbIM OpraHoM UCMONMHUTENBHOW BriacTw,
OCYLLECTBAAIOLWMM PYHKLUMM NO KOHTPOSO U HaA30py B cdepe obpalleHns nekapCTBEHHbIX CpeacTB Ans
BETEPVMHAPHOIro MNPUMEHEHUs, Mpu HeobXxoOAMMOCTM BHOCATCSH COOTBETCTBYIOLLME W3MEHEHUs B
nporpaMmmy npoBepoK.

5. B nporpammy npoBepoK MOryT BKIOYaTbCS MEPONPUATUS C YYETOM HapyLLEHWI, BbISIBIIEHHbIX B
pamKax KOHTPOJIbHbIX (HaA30PHbIX) MEPONPUATUIA 33 NPeablayLLMiA KaneHaapHbIi rof.

6. Mporpamma NpoBEPOK COAEPKUT:

1) NnepeyeHb nekapcTBEHHbIX CPeACTB, 0TOOp 06pa3sL OB KOTOPbLIX GYAET OCYLECTBMATLCA B pamMKax
BblIGOPOYHOTO KOHTPOSS, (POPMUPYEMBIN C Y4eTOM pesynbTaToB rocydapCTBEHHOro KOHTpons (Hagsopa)
B cthepe o6palleHns nekapCTBEHHbIX CPedCTB 3a KaneHaapHblii rod, npealecTByWmMin roay
npoBeaeHUst BbIGOPOYHOIO KOHTPONS;

2) yKa3aHne Ha cobbiTue, HacTynrneHne KOTOpOoro ABNAE€TCA OCHOBaHMEM AO5A OCylleCTBleHUA
Bbl60p0‘-IHOFO KOHTpONA:

a) Nony4yeHue CBeAEHWN, NMpeaCcTaBnsieMbIX B COCTaBe M 00beme, YCTaHOBIEHHbIX dheaepanbHbIM
OpraHoOM UCMNOSTHUTENBHOW BMlacTW, OCYLLECTBAALWNM (YHKUMM MO KOHTPOM M Hagsopy B cdepe
34paBOOXpaHeHuns, egepanbHbiM OpPraHoM MCMNOSTHUTENbHOW BRACTX, OCYLWECTBASAWNM YHKLMA MO
KOHTPOIO N Haa3opy B cdhepe obpallieHns nekapCTBEHHbIX CPEACTB A1 BETEPMHAPHOI0 NPUMEHEHUS, O
cepusix, NapTUsiX JEKapCTBEHHbIX CPeAcTB, MOCTYMawLWMX B rpaxgaHckui obopot B Poccuiickon
depepaumm, ykasaHHbIX B MNyHKTe 1 HaAcToAWeEn 4acTu, OpraHv3auusiMu, OCYLLECTBSOWMMU
NPOn3BOACTBO JIEKAapCTBEHHbIX cpeacTs B Poccuinickon denepaumm 1 BBO3 JIEKAPCTBEHHbIX CPEACTB B
Poccuiickyto denepaumio;

0) nony4yeHne NocTynaroLlen B Nopsake, YyCTaHOBINEHHOM cTaTbel 64 HacToswero ®enepanbHOro
3aKOHa, I/IH(bOpMaLl,I/II/I 0 NODOYHbIX p,eI7ICTBI/I9|X, HeXenaTelbHbIX peakuuax, cepbe3HblX HeXelnaTellbHbIX
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peakuusix, HenpeaBUAEHHbIX HeXenaTerbHbIX peakuusax npyv NpUMeHeHUn NekapCTBEHHbIX NpenapaTtos,
06 nHaMBMAYyanbLHOW HEnepeHOCUMOCTU, OTCYTCTBUM 3(PPEKTUBHOCTM NEKapCTBEHHbIX NpenapaTtos, a
Tarke 00 MHbIX hakTax U 0b6CTOATENBLCTBAX, NPEACTABMASIOWMNX YrPO3Y XU3HU UMK 300POBbI0 YeroBeka
nmMbo XMBOTHOrO NpW MPUMEHEHUN FEKapCTBEHHbIX NpenapaTtoB U BbISBMNEHHbIX Ha BCEX 3Tanax
obpalleHns nekapcTBEHHbIX NpenapaTtoB B Poccunckon ®eaepaumn n opyrux rocygapcraax;

B) nonyyeHune B cooTBeTCTBMM ¢ PeaepanbHbiM 3akoHoM oT 31 utona 2020 roga N 248-903 "O
rocyaapCTBEHHOM KOHTposne (Hagsope) U MyHuumMnanbHOM KoHTpone B Poccuiickon depepauyun”
CBEEeHUN O MpUYMHEeHWWN Bpeda unuM o6 yrpo3e MpPUYMHEHUS Bpeaa >KM3HW, 340POBbIO rpaxaaH vnu
XNBOTHbIX.

Cratba 9.2. TlocymapcTBeHHbI KOHTponb (Hag3op) 3a peanusauuMen opraHamu
UcnosiHUTeNbHOM BnacTu cybbekToB Poccuickon ®egepauum noiHomounn B cdpepe obpalieHns
flekapCcTBeHHbIX CPeACTB ANl MeAULMHCKOro NpUMeHeHUs

(BBeageHa deaepanbHbiM 3akoHOM OT 11.06.2021 N 170-93)

1. F'ocygapCTBEHHbIV KOHTPONb (Had3op) 3a peanusauMen opraHamy MCMOJSTHWTENbHOW BRacTu
cybobektoB Poccuiickon degepaumm nonHoMouunn B cdepe obpalleHnsi NekapCTBEHHbIX CpeacTB Ans
MEOULMHCKOTO MPUMEHEHUS]  OCYLLECTBNAETCH  YMONHOMOYEeHHbIM [paBuTenbctBom Poccuickon
dPepnepaumm opraHoMm UCMONHUTENLHOW BNACTW.

2. TpegmeToM rocymapCTBEHHOrO  KOHTpons  (Hags3opa) 3a peanus3auven  opraHamu
MCNONMHUTENBHOM Bractu cybbektoB Poccuiickon Pepepauumn nonHomoumii B cdepe obpalleHus
neKapCTBEHHbIX CPeacTB AN MeAWLUMHCKOro NPUMEHEHUst ABNSAETCA cobnogeHne yrnosTHOMOYEHHbIMU
opraHamu WucnonHuTenbHoOW Bnactn cybbektoB Poccuiickon depgepaumv MeETOLMKM YCTaHOBMEHUS
npefernbHbIX pa3MepoB OMNTOBbIX HAA0aBOK W MNpederibHbIX pa3MepoB PO3HUYHbIX HagbaBoOK K
PaKTU4ECKNM OTMYCKHBbIM LIEHAM, YCTaHOBMEHHbIM MPOU3BOAUTENSIMU JIEKAPCTBEHHBIX NMpenapaToB, Ha
rnekapcTBeHHble MpenapaTbl, BKMYEHHbIE B MEpPeYeHb XM3HEHHO HEeOoOXoOAMMBIX U  BaXKHEWLIMX
nekapcTBEHHbIX NpenapaTos.

3. Tpy ocyLlecTBNEHMM TOCYAApPCTBEHHOIO KOHTpOMnsa (Haasopa) 3a peanusauven opraHamu
MCMonHUTENbHOM Bractu cybobektoB Poccuiickon Pepepaummn nonHomoumii B cdepe obpalleHus
neKapCTBEHHbIX CPEACTB A8 MEAULMHCKOrO NMPUMEHEHUSI NPOBOASATCA Criegyolmne Buabl MEPONPUSITUIA:

1) AOKYMEHTapHbIe NPOBEPKY;
2) Bble3gHble NpoBEpPKU.

4. OpraHu3aunsa u OCyLlecTBNeHne rocydapCTBEHHOro KOHTpons (Hag3opa) 3a peanusaumen
opraHamu UCMofHUTENBHOW BriacTu cybobekToB Poccuiickon ®depepaumm nonHoMounmi B cdepe
obpalleHns nekapcTBEHHbIX CPeacTB ANS MeAWMUMHCKOro npuMeHeHus perynupytotca PegepanbHbim
3aKkoHOM OT 6 okTabps 1999 roga N 184-®3 "O6 o6wWmMx nNpuHUMNAxX opraHM3auun 3akoHOAaTernbHbIX
(npegcTaBuTenbHbIX) U UCNOMHUTENBbHBIX OPraHOB rOCYyAapCTBEHHOW Bnactu cybbektoB Poccuickon
®enepaumn”.

5. TlonoxeHve O TrocydapCTBEHHOM KOHTpone (Hag3ope) 3a peanu3auven  opraHamm
UCrnonHMTENbHOW BrnacTn cyobekToB Poccuiickon ®Pegepauum nonHomouun B cdepe obpalleHus
neKapCTBEHHbIX CPEACTB A1 MeAWLIMHCKOro NpuMeHeHust yTeepxaaeTcs lNpaBuTtensctBoM Poccuinckom
denepaumm.

CraTtbsa 9.3. PernoHanbHbIN rocyfapcTBeHHbIA KOHTPOMb (Hag30p) 3a NpUMeHEHUEM LeH Ha
nekapcTBeHHble NMpenapaTbl, BKNOYEHHble B NepeyYyeHb XU3HEHHO Heo6XOoAUMbIX U Ba)KHEeMLUUX
nekapcTBeHHbIX NpenapaToB

(sBegeHa dPepepanbHbiM 3akoHoM oT 11.06.2021 N 170-93)

1. PernoHanbHbIN rocyaapCTBEHHbIN KOHTPOMb (HAA30p) 3a NPUMEHEHUEM LIEH Ha NeKapCTBEHHbIe
npenapaTbl, BKMOYEHHblE B MepeyYeHb XU3HEHHO HEOOXOOAUMbIX W BaXHEWLWWUX NeKapCTBEHHbIX
npenapaTtoB, OCYLLECTBMSIETCA OpPraHOM WCMNOMHUTENbHOW BrnactTu cybobekrta Poccuiickon depepaumm,
YNOJTHOMOYEHHBIM BbICLUMM UCMOSNTHUTENbHLIM OPraHOM rocy4apCTBEHHOM BnacTu cybbekTa Poccuinckon
denepauymn.

2. MNpeamMeToM pervoHanbHOro rocyaapCTBEHHOro KOHTPOMsA (Hagsopa) 3a npuMMeHeHUeM LieH Ha
neKkapcTBeHHble npenapaThbl, BKMIOYEHHbIE B MepeyvYeHb XUSHEHHO HEOOXOAMMbIX W  BaKHEWLIMX
neKkapcTBEHHbIX  MpenapatoB, SBNAeTca  cobnodeHWe  opraHu3auusiMiM  ONTOBOW  TOProBMU
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nekapcTBeHHbIMW CpeaACcTBaMu, anTeYHbIMU OpraHu3aumsaMn, MHAMBUAYanNbHbIMU NpeanpuHUMaTensMmu,
UMEKLLUMM  NULIEH3NI0 Ha dapMaueBTUYECKYD OeATEeNbHOCTb, MEAULMHCKUMW  OpraHusaumnsMmu,
UMEILLUMM MNNLIEH3MIO Ha hapMaLleBTUYECKYI0 AeATENbHOCTb, U NX 060CcOBNeHHbIMM Noapa3aeneHmsaMm
(ambynatopuamu,  denbalepcKkumm M  enbalepcKo-akyLlepCkKUMN  MyHKTaMu,  LieHTpamu
(otmeneHuamun) obuien BpayebHoOW (CeMENHON) NPaKTUKK), PACMNONOXEHHBIMU B CEIbCKMX HaCeneHHbIX
NyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHnsaLmu, Npu peannsauum NekapcTBEHHbIX NpenapaTos
TpeboBaHWA K MPUMEHEHWIO LEH, YPOBEHb KOTOPbIX HE AOIDKEH MpeBbllaTb CyMMY (OakTU4eCcKow
OTMYCKHOW LEHbl, YCTaHOBMEHHOW MPOU3BOAMTENEM JIEKApPCTBEHHbIX MpenapaToB, M KOTOpble He
NpeBbILIAT 3aperncTpUpoBaHHbIX NPeaeribHbIX OTMYCKHbIX LEH, 1 pa3MepoB ONTOBbIX HaAbaBok 1 (1Mnu)
pasMepoB PO3HUYHbIX HaAbaBOK, HE MPEBbLILLAILMX COOTBETCTBEHHO Pa3MEPOB NPeAerbHbIX OMTOBbIX
HagbaBok M (M) pasmMepoB MpeferibHbIX PO3HMYHbIX HadbaBOK, YCTaHOBMEHHbIX B CybbekTe
Poccuiickon ®epepauuun.

3. OpraHusauus M OCyLleCTBIIEHWE PErnMoHarnbHOro rocyaapCTBEHHOIO KOHTpons (Hagsopa) 3a
NPYMEHEHNEM LIEH Ha NEeKapCTBEHHbIE MpenapaThl, BKMOYEHHbIE B NEpeYeHb XU3HEHHO HEOOXOANMBIX U
Ba)KHEMNLUNX NeKapCTBEHHbIX Npenapartos, perynupytotca egepansHeim 3akoHom oT 31 utons 2020 roga
N 248-®3 "O rocygapCTBEHHOM KOHTporie (Hags3ope) M MyHuuuMnanbHOM KoHTporie B Poccuiickon
denepauymmn”.

4. TonoxeHne o0 pernoHanbHOM rocyaapCTBEHHOM KOHTpone (Hag3ope) 3a NPUMEHEHUEM LieH Ha
NeKapcTBEHHbIe Mpenapartbl, BKIIOYEHHbIE B MEPEYEHb >XU3HEHHO HEeODXOAWMBIX U BaXKHEMLUUX
NeKapcTBEHHbIX MpenapaToB, YTBEPXAAETCS BbICLUMM WCMOMHUTENbHBIM OpPraHoM rocyaapCTBEHHOW
BnacTtu cyowekra Poccuiickon ®egepaunn.

CraTtba 9.4. ®egepanbHbI rocyfapCTBeHHbIM JIMLEH3NOHHbLIA KOHTPONb AEATEeNIbHOCTU NO
NPOU3BOACTBY JIeKapCTBEHHbIX CPeACTB
(sBegeHa depepanbHbiM 3akoHoM oT 11.06.2021 N 170-93)

1. ®epgepanbHbIi TOCYAAPCTBEHHBIN MULEH3NOHHBIA KOHTPOMb AEeATENbHOCTU MO MPOU3BOACTBY
nekapCTBEHHbIX CPeAcTB OCYLIeCTBNAeTcs deagepanbHbiMi  OpraHaMu  UCMOMHUTENbHOW  BNacTw,
yrnornHoMouYeHHbIMu [NpaButensctBom Poccuickon degepaumn.

2. ®epepanbHbli TOCYAAPCTBEHHbIA NMLUEH3MOHHBIA KOHTPOSb AeATENbHOCTM MO MPOM3BOACTBY
nekapcTBeHHbIX CPeacTB OCyLlecTBnseTca B cooTBeTcTBUM ¢ defepanbHbiM 3akoHOM oT 4 masa 2011
roga N 99-03 "O nuueH3npoBaHnn oTAeNbHbIX BUOOB AesATensHocTn" n degepanbHbiM 3akoHOM OT 31
uionsa 2020 roga N 248-93 "O rocygapCTBEHHOM KOHTpone (Haasope) U MyHWuunanbHOM KOHTpore B
Poccuiickon ®epepauun”. B pamkax degepansHOro rocyaapCTBEHHOTO MULEH3MOHHOMO KOHTPOns
OEATENbHOCTU MO NPOU3BOACTBY JIE€KAPCTBEHHbIX CPEACTB MMaHOBble KOHTPOSbHblE (HAO30pPHbIE)
MEPOMNPUATMS HE MPOBOOATCS, NPU 3TOM MPOBOAUTCSA Nepuoanyveckoe NoATBEPXKAEHME COOTBETCTBUS
NNLEH3MATOB NMLEH3NOHHBIM TpeboBaHuAM B cooTBeTcTBUM ¢ DepeparnbHbiM 3akoHOM OT 4 masa 2011
roga N 99-03 "O nuueH3npoBaHMn OTAENbHbLIX BUAOB AesTenbHoCTH".

nasa 5. PASPABOTKA, HOKNUHUYECKUE UCCINEAOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KINTMHUYECKUE UCCITEAOBAHUA
JIEKAPCTBEHHbIX MPENAPATOB AlA BETEPUHAPHOIO MPUMEHEHUA

CraTtbsa 10. PaspaboTka nekapCTBeHHbIX CPeaAcTB

1. PaspaboTka nekapCTBEHHbIX CPEACTB BKMYaeT B cebA NOWMCK HOBbIX (hapMakonormyeckm
aKTMBHbIX BELLeCTB, Mocregywllee W3y4yeHWe WX FeKapCTBEHHbIX CBOWCTB, [OOKIUHUYECKME
nccnenoBaHus, pas3paboTKy TEXHOMOorun npou3eoacTBa hapMaueBTUYECKUX cybcTaHuun, paspaboTky
COCTaBOB M TEXHOMNOIMMI NPOM3BOACTBA fleKapCTBEHHbIX NpenapaTos.

2. dnHaHcoBOoe obecneveHne pa3paboTky NeKapCTBEHHbLIX CPEACTB OCYLLECTBNSAETCS 3a CYET:

1) cpencTB henepansHoOro GrooKeTa;

2) cpeacTB pa3paboTyMKOB flekapCTBEHHbIX CPeaCTB;

3) cpeactB  npou3BOAUTENEN  NEKAPCTBEHHbIX  CPEACTB  MPU  BbIMNOSIHEHWM  Hay4dHO-
uccrnepoBaTenbCckux paboT no  JoroBopy Mexay pas3paboTyMKOM  NeKapCTBEHHbIX CPeacTB U

npoun3BoanTenieM nekapCTtBeHHbIX CPeacTB,

4) NHbIX He 3anpeLLeHHbIX 3akoHoaaTenbLcTBOM Poccuiickon ®enepauum MCTOHHUKOB.
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3. TlpaBa paspaboTuMka  nekapCTBEHHOrO  cpeAcTBa  OXPaAHATCA  rPpaKOaHCKUM
3aKOHOOATENbCTBOM.

CraTtba 11. [JOKNMHM4YECKOe uccnegoBaHue NeKapCcTBeHHOro cpeancTtBa AnAaA MmeauUMHCKOro
npUMeHeHuns

1. [JoknuHunyeckoe wuccrnegoBaHue JIeKapCTBeHHOro cpeactesa AnAa MeaununHCKOro npumMeHeHus
npoBoanUTCA nytemMm TMnpuMeHeHUA Hay4dHbIX MEeTOAOB OUEeHOK B Uelndx noJiydeHunAa [OOKa3aTelibCTB
©e3onacHocTK, KayecTea 1 SCth)EKTVIBHOCTVI JIeKapCTBEHHOro cpeacrea.

2. [oknuHuyeckoe wccrnefoBaHWe NEeKapCTBEHHOro CpeacTBa ANs MEAMUMHCKOro MNpUMEHEHUs
NnpoBOAMUTCA B COOTBETCTBUM C MpaBunamu Haznexaiienh nabopaTtopHOW NPaKTUKW, YTBEPKAEHHbIMM
YNOSIHOMOYEHHbIM cheeparnbHbIM OPraHoOM UCMONHUTENBHON BracTy.

(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

3. Ona opraHusauuu 1 npoBefeHust OOKINMHUYECKOrOo UCCRefoBaHUsl NekapCTBEHHOro cpeacTtsa
ANst MeQUUMHCKOTO NPUYMEHEHNst pa3paboTumkn feKkapCTBEHHbIX CPeACTB MOTyT MNpuBIeKaTb Hay4HO-
uccnefgoBaTenbckMe opraHu3aummn, obpasoBaTernbHble opraHM3auum BbicLiero obpasoBaHusl, UMetoLLme
HeoOXoaMMylO — MaTepuanbHO-TEXHMYECKylo 6a3y ©  KBanMUUMPOBAHHbIX  CNeuuanicTtoB B
COOTBETCTBYIOLLEN 06MacTh nccrnegoBaHus.
(B pea. PepepanbHoro 3akoHa ot 02.07.2013 N 185-$3)

4. [JoknuHn4yeckoe wuccregoBaHue NIeKapCTBeHHOro cpeactesa AnAa MeauunHCKOro npumMeHeHus
npoBOAUTCA NO YTBEPXAEHHOMY paSpa60T‘-Il/IKOM NNIeKapCTBEHHOro cpeactesa nJaHy C BedeHuem
NPOTOKOJ1a 3TOro nccnenoBaHnda U cocrtaBlieHMEM OT4eTa, B KOTOPOM COAepXKaTCA peldylibTaTbl 3TOro
nccnenoBaHua n 3aknwyeHne O BO3MOXHOCTWM  npoBedeHusA KIMMHN4YEeCKoro  mccriegoBaHuA
NekapCTBeHHOro npenaparta gnda MmeamumMHCKoro npuMeHeHus.

5. lMpoBegeHWe nNpoBepok coGnAeHMs MpaBun Hagnexawen nabopaTopHON MpaKTUKA |
NpaBoOBbIX HOPM WUCMOMb30BaHUS KMBOTHbIX MNPW MPOBEAEHUN OOKIMMHUYECKUX WCCreaoBaHWM
NeKapCcTBEHHbIX CpeacTB ANs  MEeOULUMHCKOrO MNPUMEHEHUS OCYLLEeCTBMSeTCA  YNOorHOMOYEHHbIM
deneparnbHbIM OpraHoOM UCMNOMHUTENLHOM BNacTu.

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

6. PesynbTaTbl AOKMMHUYECKOrO WCCNEAOBAaHUsSI NEKApPCTBEHHOrO CPeAcTBa AN MeOULMHCKOro
NpUMeHeHns MoryT OblTb NpeacTaBreHbl B YNOMHOMOYEHHBIN dheaepanbHbli OpraH UCMNONMHUTENbHOM
BMacTu B yCTAaHOBIIEHHOM NOpPsiAKE B LiENsX rocy4apCTBEHHOW perncrpaumm nekapcTBEHHOro npenapara.

Cratbsa 12. [OKNMHM4YECKOE ucCcrnefoBaHME JIeKapCTBEHHOro cCpeAcTBa U KIUHUYECKoe
nccregoBaHue NeKapcTBEHHOro npenapara Ans BeTepMHapHOro NpMMeHeHus

1. [OKNMHMYecKoe WccredoBaHVWe IEeKapCTBEHHOIO CpeacTBa AN BETEPUMHAPHOMO MPUMEHEHUs
NPOBOAMTCA NyTeM MPUMEHEHUS HayyHbIX METOAOB OLEHOK B LensX MofyyeHus [oKasaTesnbCTs
BesonacHoCcTH, kadyecTBa M 3DMEKTUBHOCTM NEKapCTBEHHOro CPeacTBa, B TOM 4YWChe onpeaeneHus
CpoKa €ero BbIBEAEHVSI U3 OpraHWama XWBOTHOrO, B Lensax obecrievyeHuss 6e30nacHOCTM MPOAYKLMM
XMBOTHOIO NMPOWUCXOXAEHWSA NOCne NPMMEHEHNS COOTBETCTBYIOLLIErO NeKapCTBEHHOro npenapara.

2. [oknuHu4eckoe wuccnegoBsaHue NNIeKapCTBEHHOIo cpeactea WM KIIMHUYEeCKoe wuccnenoBaHune
NIeKapCTBEHHOIo npenaparta Aghda BeTepuHapHOro npuMeHeHuda, uccrnegosaHue OMO3KBUBANIEHTHOCTM
YKa3aHHOro nekapCTtBeHHOro npenapara npoBogdaTCA B COOTBETCTBUM C MNpaBunamu, yTBepXxXaeHHbIMU
YNOJTHOMOYEHHbIM cbe,u,epaanblM opraHom WCMNONHUTENBbHON BNacTu.

3. [oknnHunyeckoe wnccnegoBaHue JleKapCTBeHHOro cpeacitea W KIMHUYeCKoe wucclegoBaHue
NNeKapCTBeHHOro npenapata Ala BeTepuHapHOro rnpuMeHeHua npoBoadATCcA MO  YyTBepPXAEeHHOMY
pa3p860T‘-II/IKOM 1IeKapCTBEeHHOro cpeactea njiaHy C BedeHneM TMpOTOKOJIOB 3TUX nccnegoBaHun wn
COCTaBJiIEeHMEM OTHEeTOB, B KOTOPbLIX COoAepXaTCA pe3dyribTaTbl 3TUX nceneaoBaHun.

4. Ins opraHMsaumu 1 NpoBeAeHNs OOKIMHUYECKOrO UCCrneaoBaHusl NekapcTBEHHOro CpeacTsa U
KMMHWYECKOrO  UCCNEedoBaHWA  TNeKapCTBEHHOro npenapata AN BeTepUHapHOro  NMpUMEeHeHUs
pa3paboTyMK NEeKapCTBEHHOrO CPEeACTBa MOXET MNpUBMeKaTb OpraHusauuv, UMelliMe HeobXoauMMYHo
MaTepuanbHO-TEXHUYECKyo 6a3y U KBannuULUMPOBaHHbLIX CMeuManncToB B COOTBETCTBYIOLLEN 06nactu
nuccneaoBaHus.

5. KnuHudeckue uccnegosaHus NNeKapCTBEHHbIX npenapaTtoB ANA BeTEepUHApPHOro npuMMeHeHuaA
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npoBOAATCA B BEeTEepUHapHbIX oOpraHm3aundax un B OpraHm3auunax, OCyLeCTBNAWMX pasBeneHune,
BblpalinBaHne n cogepxaHme XXMBOTHbIX, B Lendax:

1) yCTaHOBJ1EHUNA NEPEHOCUMOCTHU JIEKAPCTBEHHbIX NpenapaTtoB 340p0BbIMU XXNBOTHbIMMW;

2) nopgbopa onTMMarnbHbIX [O3VPOBOK JIEKAPCTBEHHLIX MNPenapaTtoB M Kypca JfleyeHusi Ha
KOHKPETHOW rpynmne XXUBOTHbLIX C ONpeAeneHHbIM 3aboneBaHmem;

3) ycraHoBneHuss  6GesonacHoCcT U 3PMEKTMBHOCTU  FNEKAPCTBEHHOro  mpenapara,
npeaHasHayeHHOro Afsi JieYeHuss onpefeneHHbIX 3aboneBaHuit KMBOTHbIX, WU 3 (EKTUBHOCTU
nekapcTBEHHOro npenapaTta afsi TPodUnakTMkM 3aboneBaHnii 300POBbIX XKUBOTHBIX;

4) un3yyYyeHWss BO3MOXHOCTEW pacLUMPEHUs MOKa3aHWA K MPUMEHEHUIO 3aperMcTpMpoBaHHOIO
NneKapCcTBEHHOro npenapaTa U BbIABEHNSA paHee HEN3BECTHbIX MODOYHbIX AENCTBUMN.

6. KnuHnyeckoe wuccrnegoBaHue JIEKapCTBEHHOro npenapara Ana BeTepuMHapHOro npuMeHeHus
OCyLLECTBIIAETCA 3a CHET CcpencTs pa3pa60Tl-|vu<a JIeKapCTBEHHOro cpeacTtBaa.

7. OtyeTbl O pesynbTaTtax [OOKMMHUYECKOrO WCCReaoBaHMs eKkapCTBEHHOro cpeacTsa W
KMMHUYECKOr0  MCCNeaooBaHUs  MeKapCTBEHHOro npenapata [Ans  BeTepuHapHoOro  npuMeHeHust
coCTaBnsalTCcA pas3paboTYMKOM NEKapCTBEHHOro CpeacTBa C  y4eTOM  3akrouveHuidi  opraHusauui,
NPUHUMABLLMX y4acTue B OpraHnsaLmmn 1 NpoBeaeHUn 3TUX UCCrenoBaHui.

8. KOHTpOJ'Ib 3a npoegeHnemMm AOOKIMNMHUYECKUX nccrnegoBaHumn JNNIeKapCTBEHHbIX CpeactTe w”
KITMHWYECKMX  UCCreoBaHUN NNeKapCTBEHHbIX MNpenapaTtoB OnAaA BeTepuHapHOro rnpuMeHeHuA
ocyulecTBndaeTcA ynosiIHoOMOYEeHHbIM cbep,epaanblM OopraHom NCMNONHNTENBbHON BACTu.

Masa 6. OCYLWECTBNEHME rOCYOAPCTBEHHOW PETUCTPALIUN
NEKAPCTBEHHbIX NPEMAPATOB

Cratbs 13. locyaapcTBeHHas perMcTpauusi nekapcTBeHHbIX NpenapaTtoB
(B pea. PepepanbHoro 3akoHa oT 22.12.2014 N 429-93)

KoHcynbTaHTlmoc: npumeyaHue.

[onyckaeTcsi MpUMeHeHne B MeAMLMHCKMX Lensx He 3apernctpypoBaHHbix B P® nekapCTBEHHbIX
npenapaToB, COAepXaLLMX HapKOTUYECKNe CPeAcTBa NN MNCUXOTPONHbIE BELLEeCTBa, BBE3EHHbIX B P®
B COOTBETCTBUM C Y. 3.1 CcT. 47 gaHHoro gokymeHTa (n. 8 ct. 3 ®3 o1 27.12.2019 N 475-03).

1. B Poccunckon ®egepauumn gonyckaroTcs NponsBoACTBO, U3rOTOBIEHUE, XpaHeHne, nepeBoska,
BB0O3 B Poccuitckyto ®Penepaumio, BbiBO3 U3 Poccunckon denepauun, peknama, oTnyck, peanusauus,
nepegava, NPUMEHEHWE, YHUUTOXEHWE FeKapCTBEHHbIX MNpenapaToB, €CNU OHW 3aperMcTpUpoBaHbI
COOTBETCTBYIOLLMM YNONTHOMOYEHHbIM dheepanbHbIM OPraHoM UCMONTHUTENBHON BNACTuU.
(vyactb 1 B peq. PepepanbHoro 3akoHa ot 13.07.2015 N 241-03)

2. [ocypapCcTBEHHON perncTpaunm noanexar:

1) BCe nekapcTBeHHble MpenapaTbl, BNepBble NOAnexawme Bsogy B obpalleHue B Poccuickon
depepauymy;

2) nekapcTBeHHble npenapaTbl, 3aperucTpypoBaHHble paHee, HO NpPOU3BedEeHHble B APYrux
nekapcTBeHHbIX hopMax B COOTBETCTBUM C NEpeyYHeM HauMeHOBaHWIn NekapCTBEHHbIX (DOPM, B HOBOW
[l03VPOBKE MNpW [loKa3aTenNbCTBe ee KIMHUYECKOR 3HAaYMMOCTU U 3DEKTUBHOCTY;

3) HoBble KOMBMHALIMN 3apPErMCTPUPOBaHHBLIX PaHEE NEKAPCTBEHHbIX NPenapaTos.

3. rOCY,EI,apCTBeHHaFl perncTpaumnsa nekapCcrtBeHHbIX npenapaTtoB OCYLLEeCTBIIAETCA Mo pe3ylnbTatamM
SKCNepTn3bl NEeKapCTBEHHbIX CpPeacTB, a rocygapcrBeHHaa perncrtpaund Op(baHHbIX JNIeKapCTBEHHbIX
npenapaTtoB OCYLLECTBNAETCA NO pe3ynbTataM 3KCNepTu3bl AOOKYMEHTOB, nMNpeacTaBlieHHbIX O5A
onpeaeneHna BOSMOXHOCTU pacCcMaTpuBaThb ﬂeKapCTBeHHbII7I npenapart and meanunHCKoro npuMmeHeHus
npn ocCywecTBlieHUn rocynapCTBeHHon pernctpaunm B KadecTtBe Op(baHHOFO NeKapCTBEHHOIO
npenapara, 1 no pe3ylbTataM 3KCNepTu3bl 1IeKapCTBEHHbIX CPeaCTB.

4. locynapcTBeHHas perMcTpaumMss  NeKapcTBEHHOro  fpenapata  OcyllecTBrsieTcs
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COOTBETCTBYIOLUM YMOSIHOMOYEHHbIM d)edeparnbHbiM OpraHoM WCMONTHUTENbHOW BRacTM B CPOK, He
NpPeBbILAKLWLNA CTa LWeCcTUaecaTn paboyunx OHEW CO OHS MPUHSATUS COOTBETCTBYHOLLENO 3asiBIEHUS O
rocyaapCTBEHHOW perucTpaumm nekapcTBEHHOro npenapata. B ykasaHHbI CpOK BKMOYaeTcs Bpems,
H606XOJJ,I/IM06 ana NOBTOPHOro npoBeaeHnA 3KCNepTu3bl NekapCTtBeHHOro cpeacrtsa B COOTBETCTBUM CO
crtatben 25 HacTosduero depepanbHOro 3akoHa. Cpok rocygapCTBEHHOW peructpaumm nekapcTBeHHOro
npenapata WCYUCNSIETCA CO [AHSA MNPUHATUS COOTBETCTBYHOLUMM YNONIHOMOYEHHBIM edepanbHbIM
OpraHoM WCMONHUTENbHOM BracT COOTBETCTBYIOLLErO 3asiBNEHUS O TOCYQapCTBEHHOW perucTpaumm
NeKapCcTBEHHOrO Mpenapata C MNPUNOXEHMEM HeoOXOoOUMbIX [OKYMEHTOB MO [AeHb Bblaauu
PErMCTPALMOHHOIO  YOOCTOBEPEHUS  NEKapCTBEHHOro npenapata. Bpewmsi, Heobxoammoe Ans
HanpaBneHnss YNorHOMOYEHHbIM denepanbHblM  OpraHoM WCMONMHUTENbHOW BRacTu 3anpoca o
npeacTaBneHun HeobxoaAMMbIX MaTepuanoB U NpeacTaBleHns 3asiBUTeNeM OTBETA Ha AaHHbIN 3anpoc B
cooTBeTCTBMM CO cTaTbamu 16, 19 n 23 HacTodwero denepanbHOro 3akoHa, He y4YuTbIBaeTcs npwu
WCYMUCIEHUN CpOKa rOCYyAapCTBEHHOW PerncTpaLmmn nekapcTBEHHOro npenaparTa.

5. FocypapCTBEHHOW pernctTpaumm He nognexar:

KoHcynbTaHTlntoC: npumedaHue.
C 01.03.2025 B . 1 4. 5 cT1. 13 BHOCATCA M3MeHeHus (P3 ot 30.12.2021 N 463-93).

1) NIeKapCTBeHHbIE NpenapaTtbl, WU3roToBJieHHble anTe4YHbIMW OpraHun3aumndamn, BeTepuHapHbIMU
anTe4dyHbiMn opraHn3aunamun, nHamsunayarnbHbiMn npegnpnHUMmaTenamMmuy, Kotopblie MMEeKT JNMUEeH3UNK0 Ha
d)apMaLl,eBTl/l‘-leCKyl'O OEeATEeNbHOCTb, MO peuenTtamM Ha JeKapCTBEeHHble npenapaTtbl U TpeGOBaHMﬂM
MeaNLIMHCKNX opransau,Vl|7|, BeTepunHapHbIX opranaauMPl;

2) nekapcTBeHHble npenapatbl, MpuobpeTeHHble duandeckumn nuuamym 3a npegenamu
Poccuiickon ®epepauumn n npegHasHavyeHHble 4 IMYHOrO UCMONb30BaHNS;

3) NeKapcCTBeHHbIe npenapaTtbl, BBO3MMbl€ B POCCVIVICKle Cbep,epau,mo ONs OKasaHus MeguLUHCKOMN
NnOMOLLN NO XMU3HEHHbIM NOKa3aHUAM KOHKPEeTHOro nauuneHta Ha OCHOBaHUW pa3pelleHnd, BblAaHHOIo
YNOJTHOMOY€HHbIM cbep,epaanblm opraHom WCMNONHUTENBbHON BNacTu;

4) nekapcTBeHHble cpefcTBa, BBO3uMble B Poccuickyto depepaumio Ha OCHOBaHWM BblAaHHOTO
YyNONHOMOYEHHbIM (befepanbHbiM OpraHoM MCMNOMHUTENBHOM BRacTu paspeLlleHns U npegHasHadeHHble
ANsi NpoBedeHUs KNMHWYECKUX WCCNedOBaHMM NeKapCTBEHHbIX MpenapaTtoB WU (Mnv) npoBeaeHus
9KCNepTM3bl  MEeKapCTBEHHbIX CpeacTB  Ans  OCYWEeCTBMEeHUs  roCyAapCTBEHHOW — perncrpauumun
neKkapCTBEHHbIX Npenaparos;

5) cbapmaueBTUYeckme cybcTaHumu;

6) pap,mocbapmau,eBTqucme JleKapCTBEHHbIE NpenapaTtbl, U3roToBJfIEHHbIE HENnocpeaCTBEeHHO B
MeOUUMNHCKMX opraHm3aunax B nopsdanke, yctaHOBJIEHHOM YNOJIHOMOYEHHbIM cbep,epaanblM opraHom
WCNONHUTENbHON BNacTu;

7) NnekapCTBEHHbIE NpenapaThl, NPOM3BOANMbBIE AN 3KCMopTa.
6. He ponyckaetcs rocygapcTBeHHasi pernctpaums:

1) nNekapcCTBEHHbIX NpenapaToB, OTNMYAWUXCA ApYyr OT Apyra KayeCTBEHHbIM COCTaBOM
[EeiCTBYIOLMNX BELLECTB, NoJ OAMHaKOBbIM TOProBbIM HAMMEHOBaHWEM;

2) oQHOro nekapCcTBEHHOro npenapaTta, NPeACTaBNEHHOrO0 Ha rOCYAApCTBEHHYH PEerucTpauuvio B
OTHOLLEHMX OOHOTO W TOro e [fepxaTensa wnu Bragesnbla pPerucTpauuoHHOro yAoCTOBEpPEHUs
nekapCTBEHHOrO npenapata B BuAe [OBYX M 0Ooniee neKkapCTBEHHbIX MpenapatoB MNoA pasnuyHbIMU
TOProBbIM1 HaMMEHOBaHUSIMU.

(n. 2 B pen. ®enepansHoro 3akoHa oT 04.06.2018 N 140-$3)

7. Mo 3anpocy (B anekTpoHHom dopmMe unnm Ha OymaHOM HocuTerne) cybbekta obpaleHus
NNeKapCTBEHHbIX cpeacTte COOTBETCTBYHOLUM YNOJTHOMOY€EHHbIM q)enepaanuM opraHom
WCMOSHMUTENbHOW  BRacTW, OCYLECTBMSIIOWMM  FOCYAapCTBEHHYHO  PerMcTpaumio  NekapCTBEHHbIX
npenaparos, B yCTAHOBJIEHHOM UM NopdAaKe OCylleCcTBdeTCcA Hay4YHOe KOHCYNbTUpOBaHMe no sonpocam,
CBA3aHHbIM C nposeaeHnem OOKIMUHNYECKUX I/ICCJ'Ie.lJ.OBaHI/IVI, KIMMHNYEeCKNxX I/ICCJ'Ie,D,OBaHI/II7I
neKkapCcTBEHHbIX MpenapaToB, 3KCMepTM3bl KayecTBa JeKkapCTBEHHbIX CPeAcTB, 3pdeKTUBHOCTU U
6e30nacHoCT, C OCYLLEeCTBMEHMEM TOCYAapPCTBEHHOW perMcTpauuyM neKkapcTBEHHbIX NpenapaTos.
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KoHcynbTupoBaHue oOcCyLlecTBRseTca C npuBrnedYeHnem deaepanbHbIX rOCYyAapCTBEHHbIX BHOOKETHbIX
yypexaeHun, noaBeAoOMCTBEHHbIX AaHHOMY heaepanbHOMY OpraHy MWCMOMHUTENbHOW BRActTm U He
Yy4acTBYIOLUUX B OpraHm3aumMvM NpoOBEAEHWsI IKCMEepPTM3bl KayecTBa NEKapCTBEHHbIX CPeacTB B LEensax
OCYLLECTBMEHMS UX TOCYyOapCTBEHHOW peructpauum B COOTBETCTBUM CO CcTaTtben 16 HacTodAwero
denepanbHOro 3akoHa, B BUuae OTBeTa B NUCbMEHHOW hopMe YNONHOMOYEHHOro heaepansHOro opraHa
WCMOMHMTENBHOW BnacTM Ha 3anpoc. Pa3mep B3umaemoln C 3asiBUTens nnaTbl onpegensieTcss B
COOTBETCTBMM C 3akoHogaTtenbcTBom Poccuiickon ®epepauum 06 opraHu3aumMm npenocTaBneHns
rocygapCTBeHHbIX M MyHuuunanbHbiX — ycnyr.  WHdgopmauus 06  OCylwecTBNEHMM  Hay4yHOro
KOHCYNbTUPOBaHMS, B TOM 4ucre cTaTbu, 0630pbl, CpaBoYHble MaTepuansl U nHas nHdopmaumsa ob
OCYLLECTBMEHUN  HAYy4YHOTO  KOHCYNMbTMPOBaHUSA,  pasMellaeTtca Ha  oduumManbHOM  cante
YNOSTHOMOYEHHOro dhefieparnbHOro opraHa MUCMosTHUTENbHOW BNnacTu B cetu "MIHTepHeT" ¢ cobntogeHmem
OrpaHNYeHUN, YCTaHOBMEHHbIX 3aKOHOO4ATENbCTBOM O MEPCOHAanbHbIX AaHHbIX, KOMMEpPYeckon n (1unu)
rocyaapCTBEHHOWN TanHe.

8. NocymapcTBeHHasi perMcTpaunsi NIeKapCTBEHHbIX MpenapaTtoB, KOTOpble NpegHasHaveHbl AN
NPMMEHEHNS B  YCMOBUSIX BOEHHbIX AEWUCTBWM, Ype3BblHYalHbIX CUTyaLun, npeaynpexaeHus
Yypes3Bbl4YalHbIX CUTyauun, NPOMUNAKTUKM N fedeHuns 3abonesBaHuii, NpeacTaBnAsoOWMX ONacHOCTb AnNS
OKpYXaloLnx, 3ab0oneBaHuin n NopaxKeHui, NoNyvyeHHbIX B pe3dynbTaTe BO3OeNCTBMSA HeOnaronpusaTHbIX
XUMWNYECKMX, OMOMOrMYecKknx, paguaumoHHbiX ¢hakTopoB, M KOoTopble pa3paboTaHbl B TOM 4Mche no
3apaHvio begepanbHbIX OpraHoB WCMOMHUTENBHOW BNacTW, YMNOMHOMOYEHHbIX B 06nactu oOOpOHbI
CTpaHbl 1 BesonacHOCTM rocyapcTBa, a Takke NeKapCTBEHHbIX CPEACTB B criyyae ux AedekTypbl unm
pucka BO3HUMKHOBEHMS AedeKkTypbl B CBHA3M C BBeAeHWeM B oOTHoweHun Poccuiickon ®depepaunm
OrpaHNYMTENbHBIX MEep 3KOHOMMYECKOro XapakTepa OCyLecTBnseTcd B NOpsAke, YCTaHOBEHHOM
MpasuTtenscteom Poccurickon ®eaepaumn.

(B pea. PenepanbHbix 3akoHoB 0T 01.04.2020 N 98-93, ot 08.03.2022 N 46-93)

Cratbsa 14. MpuHUMNbI 3KCNEPTU3bI NIEKAPCTBEHHbIX CPeACTB
(B pea. PepepanbHoro 3akoHa oT 22.12.2014 N 429-93)

1. 3Kcr|epT|/|3a NeKapCTBEHHbIX CpeacCTB OCHOBbIBAeTCA Ha NpuHUMNaxX 3akKOHHOCTH, cobntogenns
npae wu cBobon 4yenoseka W rpaxgaHuHa, npaB Opunandyeckoro Jnuua, He3aBUCUMMOCTU 3KcnepTa,
OOBbEKTMBHOCTH, BCECTOPOHHOCTU WU TMOJIHOTbI nccneaoBaHun, npoBoAuUMbIX C UCNONb3oBaHMEM
COBPEMEHHbIX OOCTUXKEHUN Haykn Wn TexXHUKNU, OTBEeTCTBEHHOCTU cbep,epaanoro rocynapcTtBeHHOro
OtookeTHOro yypexageHma no npoBeaeHUK JKCNepTu3bl JeKapCTBEHHbIX CpeacTtB WM 3KCNepToB 3a
npoesegeHne n Ka4eCcTtBo 3KCNepTU3bI.

2. 3KcnepT|/|3a NNIeKapCTBEHHbIX NpenapaTtoB Ald MeauLUMHCKOro npuMeHeHmna BKIlo4aeT B cebs:

1) 3KCMepTM3y OOKYMEHTOB, MpEeACTaBfieHHbIX OnA ofnpeaeneHns BO3MOXHOCTU paccMaTtpuBaTb
neKkapcTBEHHbIN npenapat AN MeAULIMHCKOrO MPUMEHEHUst MPW OCYLLECTBMEHUM FOCYAapCTBEHHOM
perucTpaumm B kadectse opaHHOro NekapcTBEHHOro npenapara;

2) 3KCNepTndy npeanoXXeHHbIX MeToO0B KOHTPOJ1A Ka4eCTBa JIeKapCTBEHHOIO cpeacTBa U Ka4ecTtBa
npencrtaBlieHHbIX O6pa3LI,OB JNIeKapCTBEHHOIo cpeacrtea C WMCMNoJib30OBaHMEM 3TUX MEeTOodOoB (p,anee -
9KCMNepTn3a Ka4vyecTBa JieKapCTBEHHOIo Cpeﬂ,CTBa);

3) aKcnepTM3y OTHOLUEHUSI OXMAAEMON MONb3bl K BO3MOXHOMY PUCKY NPUMEHEHNS NEKapCTBEHHOMO
npenapara;

4) aKcnepTM3y pPerncTpauMoHHOrO AO0Cbe Ha FeKapCTBEHHbINM npenapaT B Lensax onpeaeneHus
B3aNMO3aMeHsIeMOCTM NEKapCTBEHHbIX NpenapaToB AN MeAULMHCKOrO NPUMEHEHWS.
(n. 4 BBegeH ®egepanbHbIM 3akoHOM OT 27.12.2019 N 475-93)

3. 3KCFIepTl/I3a NNIeKapCTBEHHbIX MpenapaTtoB ANA BeTepUHapHOro npmMeHeHna BKITHOYaeT B cebsi
3KCNepTndy KadvectBa JleKkapCTBEHHONo cpenctBa WM 3KCNepTudy OTHOLUEeHUA oXngaemonm nonb3bl K
BO3MOXHOMY PUCKY NMPUMEHEHNA NeKapCTBEHHOro npenapara.

Cratba 15. ®PepepanbHoe rocyaapcTBeHHOe OHXKeTHOe YyupexaeHue Mo NpPoBeAeHUro
9KCMNepTU3bl JNieKapcTBeHHbIX CpeacTB

3KcnepTr3a NekapcTBEHHbIX CPEACTB NPOoBOANTCS deaeparnbHbiM FOCyAapCTBEHHbIM BaKEeTHbIM
yyYpexaeHMeM COOTBETCTBYIOLLErO YNOTHOMOYEHHOro dheepanbHOro opraHa MCMONMHUTENbHON BracTy,
CO3[aHHbIM Ansi obGecneyeHnst UCMOSIHEHUS] MOSTHOMOYMIA 3TOro hefepasibHOro opraHa no Bblgaye
paspelleHnii Ha NpoBefeHNe KIMHWYECKUX WUCCNeAOBaHW JeKapCTBEHHbIX MpernapaToB U (Uniu) no
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FocyﬂapCTBeHHOﬁ perncrtpaunmn nekapCTBeHHbIX NpenapatoB (/J,anee - QKCnepTHoe yqpe>|<,u,eHme).

CrtaTbsa 16. OpraHusauusa NnpoBeAEHUA 3KCNepPTU3bl NIeKapCTBEHHbIX CPeaACcTB
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. 3Kcr|epT|/|3a JNIeKapCTBEHHbIX CpeacTtB npoBOAUTCA KoMuccren JKCMNEepToB 3KCNepTHOro
ydypexngeHusa, Ha3Ha4YeHHOWN ero pykoBoauTesnem, Ha OCHOBaHUM 3adaHuUA Ha npoBeaeHune 3KCNepTu3bl
JIeKapCTBEHHOro cpeactea, BblaHHOINO YMNOJIHOMOYEHHbIM cbep,epaanblM opraHom NCMNONHNTESTbHON
BnacTw. PyKOBOD,VITeJ'Ib 9QKCNEPTHOro y4ypexaeHua obecneunBaeT Hagnexallee npoBeaeHne 3KCnepTuabl
JIeKapCTBEHHbIX CpencTtB B COOTBETCTBMU C 3agaHuem, BblaHHbIM YMNOJIHOMOYEHHbIM cbe,qepaanblm
opraHom WCMNONHUTENBbHOW BRacTu, n opraHun3yeT noarotoBky CBOAHOIo 3akrr4veHunsa aTon komuccun. B
COCTaB 3TOM KOMMUCCUK MO peLleHnto pykoBoanTeNnAa 3KCNepTHOro yypexaeHna MoryT ObITb BKIHOYEHDbI B
Ka4eCTBe 3KCnepToB nuua, He pa60Ta|ou.|,|/|e B AaHHOM 3KCMNEepTHOM y4pexXnoeHun, ecnn nx cneunarbHble
3HaHMs Heobxogumbl Ans npoBedeHnA J3KCNepTu3bl U TakKuMe JIKCnepTbl OTCYTCTBYKOT B AOAaHHOM
3KCNEePTHOM y4pexaeHuu.

2. SKCﬂepTOM Nno npoBeaeHunto 3KCNePTU3bl JNIEKAPCTBEHHbIX CPeACTB ABJIAETCA aTTeCcTOBaHHbIN
pa60THI/IK 9QKCNEPTHOro y4vpexneHus, KOTOprIZ nMmeeT BbiCllee MeauunHCKoe, CbapMaLl,eBTVILIECKOG,
Ouonornyeckoe, BeTepnHapHoOe Unn xmMmmn4eckoe 06paaoBaHme N NpoBOAUT 3KCNEepTU3y NnekapCcrtBeHHbIX
cpencTB B nopAake UCNOJTHEHUA CBOUX OOJMKHOCTHbIX 0bs13aHHOCTEN (p,anee - 3|<cr|epT).

3. I'Ip|/| npoesefeHnn 3KCNepTu3bl NIEKapCTBEHHbIX CPeACTB 3KCNEepT HEe MOXeT HaxXoAUTbCA B KaKown-
nnbo 3aBMCUMOCTU OT NuLa, Ha3HAYMBLLETO 9Ty 3KCNepTunay, paspa60TqMKa JleKapCTBEeHHOro cpencrtea
Unn apyrnx 3anHTepecoBaHHbIX B pe3dylbTaTax 3KCNepTu3bl ng,.

4. TMpn npoBedeHUM 3IKCNEPTU3bl fEKAPCTBEHHbIX CPeACTB He pgonyckaeTcsa wuctpeboBatb y
3aaBuTens nubo MWHbIX NUL MaTtepuansl, Heobxoaumble O MpoBedeHus akcnepTusbl. B cnydae
HeJOCTAaTOYHOCTM NPEeACTaBIIEHHbIX 3JKCNEepTY MaTtepuanoB AMs Aayu 3akMiOYeHUs 3JKCrepT CTaBuT
BOMPOC O npeacTaBneHnn €My HeobXoOumbIX MaTepuanoB nepen PyKOBOAUTENEM 3KCMEPTHOro
yypexaeHusl, KoTopbli obpallaeTcs ¢ COOTBETCTBYHOLLMM 3anpocoM B YNOSTHOMOYEHHbIN heaepanbHbii
opraH WCMOMHUTENbHOW BMacTW, BbiAABLUMIA 3adaHWe Ha NpPOBEAEHME IKCMepTusbl NeKapCTBEHHOro
cpeAcTBa. YKasaHHbI dedepanbHblil opraH UCMOMHUTENBbHOW BNacTu B TeYeHUe NATu paboumnx gHen co
OHS NMOCTYNIMEHUSA 3anpoca PyKOBOAWUTENS IKCMEPTHOrO yupexaeHus HanpaBnseT 3asBUTENIO 3anpoc O
npeacTaBneHun HeobxoaMMbIX MaTepuanoB. [aHHbl 3anpoc MoxeT BbiTb NnepedaH YNnoriHOMOYEHHOMY
NPeACcTaBUTENNIO 3asBUTENS NINYHO MO PacnuvcKy, HanpaBfeH No NoYTe 3akasHbIM MMCbMOM UMW NepeaH
B 3MEKTPOHHON (hopMe MO TeNekoOMMYHUKaLVOHHBIM KaHanam cBasun. B cnyyae HanpaBneHus gaHHoOro
3anpoca no noyTe 3akasHblM MUCbMOM OH CUYMTAETCH MOMyYEHHbIM MO UCTEYEHWUU LUECTU OHEW C AaTbl
HanpaeeHUs 3aKa3HoOro NMcbMa.

(vacTb 4 B pen. PenepanbHoro 3akoHa ot 25.11.2013 N 317-03)

4.1. 3asgButenb 06513aH NpeacTaBUTb OTBET Ha 3amnpoc YNOMHOMOYEHHOro defepanbHoro opraHa
WCMNOMHMTENBHOW BRAcTU B CPOK, HE MPEBbILLAIOWMA OEeBAHOCTA paboymx OHEN CO OHSI ero NomnyyYeHus.
YNONHOMOYEHHbIN hefepanbHbii OpraH UCMOMHUTENBHOW BNacTW, BblAaBLUMIA 3aJaHue Ha npoBeaeHue
3KCNepTM3bl IEKAPCTBEHHOIO CPeACTBa, B TedeHMe NsATU paboumx OHeW CO AHA MOCTYMNeHus OoT
3asBUTENs OTBeTa Ha AdaHHbIN 3anpoc HanpaBnsieT Takon OTBET B 3KCNepTHoe yupexaeHue. B cnydvae
HenpeacTaBneHMs MO UCTeYeHMM OeBsAHOCTa paboumx OHen 3asdBuTernemM OTBEeTa Ha AaHHbI 3anpoc
YrNOfHOMOYEeHHbIN doefeparbHbliA OpraH UCMOoSHUTENbLHOW BMacTy, BblAaBLLIMIW 3aflaHne Ha nposBefeHue
3KCMEePTU3bl JIEKAPCTBEHHOIO CPEACTBa, B TeYyeHue nsaATM paboumx OHEr HarnpaBnseT B 3KCNepTHoe
yypexaeHue yBeaOMIIEHME O HENpeAcTaBfeHMM 3asBuUTENeM OTBETa Ha 3anpoC YKasaHHOro opraHa.
Bpemsi co OHs HanpaBneHust 3anpoca 3KCMEepPTHOro ydpexaeHust B YMNONMHOMOYEHHbIN dhefeparnbHbii
OpraH MCMOMHWUTENbHOW BNacTU A0 AHSA MOMy4YeHUs 3KCMEPTHbIM YYPEXOAEHMEM OTBETa Ha 3anpoc WUIu
yBEOMMNEHNsT O HenpeacTaBneHWM OTBeTa Ha 3anpoC He Y4YUTbiBAeTCA MpU UCHUCNEHUM CPOKa
npoBeaeHNs SKCNePTU3bl NEKAPCTBEHHOIO CPeACTBa.

(vyacTb 4.1 BBegeHa deaepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

4.2. Ecnu B cocTaBe permcTpaumoHHOro A0Cbe Ha NeKapCTBEHHbIN npenapaTt Ans MeauuuHCKOro
NPUMEHEHNs1 COAEpPXUTCHA npegycmoTpeHHas crtatben 18, vacteio 1.1 crtatem 30 n cratben 34
HacTosiero PepepanbHOro 3akoHa KOMUSA  pPeELUEeHUs  YNONTHOMOYEHHOro dhedeparnbHOro opraHa
WCMOMNHUTENBHON BNactM O NPOBEeAEHUU MHCMNEKTUPOBAHUS MPOM3BOAUTENSA NEeKapCTBEHHbIX CPEencCTB,
3KCcnepTy A0 OOpPMIEHNA pe3yrbTaToOB 3KCNEepTU3bl SleKapCTBEHHOrO cpeacTtBa NpeaocTaBrnseTca B
nopsiike M Ha YycrnoBusX, KOTopble MNpeaycMOTpeHbl 4YacTaMn 4 u 4.3 HacToswen cTaTbu, KOnud
3aKNO4YEHMsT O COOTBETCTBMM MNPOU3BOAMTENS NEKapCTBEHHbIX cpeacTB TpeboBaHUsSIM  npaBun
Hagnexallen npou3BOACTBEHHOW MNPAKTUKW, BbIAAHHOIMO YMOMHOMOYEHHbIM deaepanbHbiM OpraHoM
MCNOINTHUTENbLHOW BNAcTMW.
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(vacTb 4.2 BBegeHa depnepanbHbiM 3akoHOM OT 04.06.2018 N 140-03)

4.3. 3asButenb 0b6s3aH NpeacTaBnTb B YNONTHOMOYEHHLIN dyegeparnbHbii OpraH UCMONTHUTENBHOMN
BMacTu KOMUIO 3aK/OYEeHWst O COOTBETCTBUM MPOM3BOAUTENS feKapCTBEHHbIX cpeacTB TpeboBaHMAM
npaBun Hagnexawen npou3BOACTBEHHOW MPaKTUKM B CPOK, HE MNpEeBbILAWUN CTa BOCbMUOECHATM
pabounx OHeW CO OHS MOMyYeHus 3anpoca O ee MpefoCTaBNeHUN. YNMOMHOMOYEHHbIV dheaepanbHbIi
OopraH WCMNOMHUTENbHOW BNacTW, BblAABWIWKA 3adaHMe Ha NpPOBEAEHUE 3KCNepTu3bl JeKapCTBEHHOrO
cpencTtBa, B TeYeHue NATU paboumx OHEW CO OHA MOCTYNIEHWUs OT 3asdBUTENst KOMWM 3aKMYeHus O
COOTBETCTBMM  MPOU3BOAUTENS NEKApCTBEHHbIX CPeACTB TpeboBaHMAM npaBun  Haanexaiien
NPOn3BOACTBEHHOW MPaKTUKX, HanpaBnsieT ee B 3KCNepTHoe ydpexaeHune. B cnyyae HenpeactaBneHus
3a8BUTENEM B YKa3aHHbIA CPOK KOMUW 3aKmYeHUs O COOTBETCTBUM MPOU3BOAMTENS NEKapCTBEHHbIX
cpeacts  TpeboBaHMAM npaBuMn  Hagnexailen NpoM3BOACTBEHHOM MPAaKTUKM  YNONHOMOYEHHbIV
denepanbHbil OpraH MWCMOMHUTENbHOW BracTW, BblAaBLWIMKA 3afaHWEe Ha NpoBefeHUEe 3KCMepTu3bl
NeKkapcTBEHHOro CpeacTtBa, B TeveHue naATv paboumx gHen HanpasnsieT B 3KCNEepTHOE ydpexaeHue
yBEeOOMIIEHNE O HEMpeacTaBMNEHUN 3asBUTENEM KOMUWM 3aKMYEeHMs O COOTBETCTBUM MPOM3BOAMTENS
nekapCTBeHHbIX CpeAcTB TpeboBaHWAM MpaBwn Hagnexalew Npov3BOACTBEHHON MpakTuki. Bpemsa co
OHS HampaBneHusl 3anpoca 3KCMNEPTHOrO y4YpexaeHus B YMNOJNIHOMOYEHHbIM beaepanbHblil  opraH
UCMOMHMTENBHOW BRacTM A0 [AHA MOJyYeHUS 3JKCMEPTHbIM YYPEXOEHWEM KOMWU  3aKIYEeHUss O
COOTBETCTBMM  MPOU3BOAUTENS  NEKAPCTBEHHbIX CPeacTB  TpeboBaHUAM  MpaBun  Hagnexaiewn
NPOW3BOACTBEHHOW MNPaKTUKA WNW  yBEOOMIIEHWST O €€ HenpeacTaBleHWM He y4uTbiBaeTcs Mpu
WCYNCIIEHUN CPOKa NMPOBEOEHNS IKCMEPTM3bI NNEKAPCTBEHHOIO CpeacTaa.

(vacTb 4.3 BBegeHa PepepanbHbiM 3akoHOM oT 04.06.2018 N 140-93)

5. OkcnepT npu NpoBedeHUM MOPYYEHHOW €My pPyKOBOOAWUTENEM 3KCMEPTHOro yYpexaeHust
3KCMepTU3bl NIEKapCTBEHHOTO cpeacTBa 06s3aH:

1) npoBecTM noMHOE wccrnegoBaHWe MpeacTaBreHHbIX eMy O0ObekToB, MmaTepuanos, AaTb
obocHOBaHHOE W OOBLEKTUMBHOE 3akfioyeHne Mo MOCTaBfEHHbIM Mneped  HWM  BOMpocaM  Mmu
MOTMBUPOBAHHOE 3aKMlyYeHMe O HEeBO3MOXHOCTM MPOBEAEHUS WM 9JKCNepTu3bl NEKapCTBEHHOro
cpencTtea, €cnu MOCTaBMEHHbIe BOMPOCHlI BbLIXOAAT 3a MNpedenbl chneuuwarnbHbIX 3HaHUW 3KCnepTa,
06beKTbl MCCNeaoBaHMn U MaTepuarnbl HEMPUroAHbl NN HEAOCTaTOUHb! AMs NPOBEAEHNS CCneaoBaHnn
W [ayn 3aKiioyveHus nmbo COBPEMEHHBIN YpPOBEHb pasBUTUS Haykum He Mo3BoNnseT OTBeTUTb Ha
nocTaBrieHHble BOMPOChH!;

2) He pasrnawaTtb CBeAeHWUsl, KOTopble CTanu eMy U3BECTHbI B CBSA3W C NPOBEAEHMEM 3KCNepTUsbl
NekapCTBEHHOIO CpeacTBa, a Takke CBEAEHUS!, COCTaBMsOWME rOCY4apCTBEHHYI0, KOMMEPYECKYD Uin
WHYIO OXpaHSEMYIO 3aKOHOM TaliHYy;

3) obecneunTb COXpaHHOCTb NPeACTaBNEHHbIX OOBEKTOB UCCNEAoBaHUA U MaTepUarnos.
6. SKkcnepT He Bnpase:

1) npoBOAUTb 3KCNepTu3y JeKapCTBeHHOro cpencrtea no o6pau.|,eH|/|+o HenocpenCTBeHHO K HeMy
opraHmsau,m?l nnn cbm3wqecm/|x nnu;

2) CaMOCTOATENIbHO C06I/IpaTb mMmaTtepuanbl OnAa npoBeAeHUA J3KCNepTudbl J1eKapCTBEHHOro
CpeacT.a;

3) npoBOANTb IKCMNEpPTU3y N1eKapCTBEHHOIo cpeacTea B Ka4eCTBe HErocyaapCTtBeHHOro akcnepTa.

7. B cnyvae HeobxogumocTu SKCnepT BrpaBe XofaTalcTBOBaTb Mepen  PyKOBOAMUTENEM
3KCMEPTHOrO YUYPEXOEHUS O MPUBIIEYEHUN K NPOBEAEHNIO SKCTMIEPTU3bI NEKapCTBEHHOrO CpeacTBa Apyrux
9KCMEPTOB.

8. Kaxgplin aKcnepT, BXOASLWMIN B COCTaB KOMUCCUM SKCMEPTOB, KOTOPOM MOPYYEHO MpoBeaeHue
SKCMepTU3bl NEeKapCTBEHHOro CPeacTBa, HEe3aBUCUMO U CaMOCTOATENbHO MNPOBOAUT MCCRenoBaHus,
OLEeHMBAET pes3ynbTaTbl, MOMYYEHHbIE WM FIMYHO W APYrMMU 3KcrepTamu, U (POpMynupyeT BbiBOAbI
OTHOCUTENBLHO NOCTaBMNEHHbLIX BOMPOCOB B NpeAenax CBOUX crneLnanbHbIX 3HaHWIA.

9. PesynbTaTbl 3KCNEpPTU3bl NIEKAPCTBEHHOrO CpeAcTBa OOPMIISIOTCSH 3aKMoYeHMEM KOMUCCUU
akcnepToB. B 3akniueHUMM KoMMCCUM IKCMEPTOB YKasblBAOTCA MNepedeHb UccrnenoBaHuin, obbem
NPOBEAEHHbIX KaXXabIM SKCNEPTOM UCCreL0oBaHUN, YCTAHOBMNEHHbIE KaXabIM U3 HUX pakTbl U cAenaHHble
B pesynbTaTe UccrnefoBaHUn BbIBOAbLI. AKCNEPT, MHEHWE KOTOPOro He COBMagaeT C peLleHNneM KOMUCCUM
9KCMepTOB, BMpaBe Bblpa3WTb CBOE MHEHWe B MNWCbMEHHOW ¢opme, KOoTopoe npuobLiaeTcs K
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3aKIMKYEHNI0 KOMUCCUM SKCNEepPTOB.

10. SKCI'IeprI, BxXogdume B COCTaB KOMUCCUK, MNpeaynpexnarTca 00 OTBETCTBEHHOCTU B
COOTBETCTBUN C 3aKoHOoOaTenbCTBOM Poccunckon GJep,epau,MM 3a pAady 3aKi4eHud, coaeplxallero
HeobOCHOBaHHbIE NN CpaJ'IbCVI(*)VILI,VIpOBaHHbIe BblBOAbl, O 4EeM OHW OaloT NOANMUCKY.

11. OnpepeneHune ypoBHS NpOdeCcCUOoHanbHOM NOArOTOBKM SKCNEPTOB U aTTecTaumst uxX Ha nNpaBo
NPoOBeAEHNSA IKCMEePTM3bl NEeKapCTBEHHbIX CPeACTB OCYLLECTBASOTCS 3KCNepTHO-KBanNMmKauoHHbIMA
KOMUCCUSMU B NOPSAAKE, YCTAHOBIIEHHOM COOTBETCTBYIOLLUM YNOMHOMOYEHHbIM heaeparnbHbIM OpraHom
WCNOSTHUTENBHOM BNacTu. YpoBeHb NpoeCccuoHanbHOM NOArOTOBKM 3KCNEPTOB MOANEXUT NepecMoTpy
YKa3aHHbIMN KOMUCCUSIMU HE peXe YeM OAMH pa3 B NATb NeT.

12. lNpaBuna NpoOBEeAEHUSA 3KCNEPTM3bl NEKAPCTBEHHbIX CPeACTB U OCOBEHHOCTW 3KCNepTu3bl
OTOENbHbIX BWAOB JIEKAPCTBEHHbIX MpenapaTtoB (pedepeHTHbIX FeKapCTBEHHbIX MNpenapaTos,
BOCMPOU3BEAEHHbIX FEKapCTBEHHbIX MpenapaToB, OWOMNOrMYECKNX nekapCTBEHHbIX MpenapaTos,
OuoaHanoroBbix (6MonogobHLIX) nekapCTBEHHbIX MpenapatoB (GuMoaHanoros), romeonaTuyecKknx
nekapCTBEHHbIX MpenapaTos, NeKkapCTBEHHbIX pacTUTENbHbIX NpenapaTos, KOMOMHaLUNA NekapCTBEHHbIX
npenapaTtoB), (POPMbl 3aKMOYEHUN KOMUCCUWM 3KCMEepTOB YCTAHaBNMBAIOTCH COOTBETCTBYIOLLUM
YNONHOMOYEHHbIM (befeparnbHbIM OPraHoOM UCMOMHMUTENBHOW BNacTw.

(vacTb 12 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

KoHcynbTaHTlm0C: npumeyaHue.

Oo 31.12.2023 pns npenapaTtoB, Mpou3BedeHHbIX B P® B uUenax uMnopTto3amelleHus,
yCTaHaBMMBaEeTCA pPEXUM YCKOPEHHOM Mpouenypbl  rocpeructpaumMm B COOTBETCTBUM  C
MoctaHoBneHunem lMpasutensctea PO ot 12.03.2022 N 353.

Cratba 17. lNomaya u paccMoTpeHMe 3asiBiIeHUA O TrOCyAapCTBEHHOM perncrpauumu
neKapcTBEHHOro npenapara Agns BeTepMHapHOro npMmMmeHeHus
(B pea. PepepanbHoro 3akoHa oT 22.12.2014 N 429-93)

1. [Ons rocygapCTBEHHOW peructpaumMm fekapCTBEHHOro npenapata Ans BeTepuMHapHOro
npMMeHeHns paspaboTumKk Takoro mneKapCTBEHHOro mnpenapata WAM YNONHOMOYEHHOEe UM  Apyroe
lopyanyeckoe nuuo (ganee B HacTosWweWn cTatbe - 3asdBUTENb) MNpeactaBnseT B YNOMHOMOYEHHbIN
denepanbHbli OpraH UCMOMHUTENbHOW BNAacTW, OCYLIECTBASIWNA rOCYyAapCTBEHHYIO perncrpaumio
nekapCTBEHHbIX MpenapaTtoB AMs BETEepPUMHApPHOrO MPUMEHEHWS, B 3NEKTPOHHOW dopMe wnu Ha
OymMaxxHOM HocuTene 3asiBNeHve O rocyapCTBEHHOW pervctpauuvM NekapCTBEHHOro npenapata Ans
BETEpMHaPHOro NpMMEHEHUS, a Takke B Nopsiike, YCTaHOBIIEHHOM COOTBETCTBYIOLLNM YNONTHOMOYEHHbIM
denepanbHbIM OpraHoOM MCMOSTHUTENBHOW BRacTu, B 3NEKTPOHHON chopme nnm Ha GyMakHOM HocuTene
HeoOXoOMMble [OKYMEHTbI, U3 KOTOPbIX hOPMMPYETCH PErMCTPaLMOHHOE [OCbE Ha JIEKAPCTBEHHBIN
npenapaT 415 BeTEPMHAPHOro NpUMeHeHUs.

2. B 3asiBneHumn o rocyaapCTBEHHON perMcTpaumm nekapCTBEHHOro Npenapara Ans BeTepuHapHOro
NPYMEHEHNs YKa3bIBalOTCS:

1) HaumeHoBaHWe W agpec 3asBuTens, paspaboTyMka M NpPoU3BOOUTENS JEKAPCTBEHHOIO
npenapata [Ans BEeTEPUHaAPHOro MPWMEHEHUs U afpec MecTa OCYLIEeCTBIEHUA MPOM3BOACTBA
neKkapcTBEHHOro npenapaTa AN BETEPUHAPHOrO MPUMEHeHUs (B Cryvae Hanuuma HEeCKOMbKMX
Y4aCTHUKOB npoLiecca NpoM3BoACTBa HEOBXOAUMO YKa3aTb KaXOoro U3 HUX);

2) HanmMmeHoBaHWe neKkapCTBeHHOro npenaparta anda seTepmMHapHOro npuMmeHeHun4 (Me)KD,yHaDOD,HOG
HenaTeHTOBaHHOE, Ui rpynnnupoBOYHOE, UM XMMU4YeCKoe N ToOproesoe HaVIMeHOBaHVIﬂ);

3) nepeyeHb ,EI.eVICTByI-OLIJ,VIX M BCriomoraTtesibHbIX BellecCTB, BXOoOALWNX B COCTaB JleKapCTBEHHOro
npenaparta ana BeTepuHapHOro npuMeHeHusa, ¢ ykazaHMem KolmyecTBa KaXxXaoro n3 HuXx;

4) JleKapcTBeHHaA (bopma, OO3npoBKa, cnocobbl BBeAeHUSs U nNpuMeHeHnd, CpoK rogHOCTU
JNIeKapCTBEHHOIO Nnpenaparta aAnAa BeTepuHapHOro npuMeHeHun4d;

5) cbapmakoTepaneBTnyeckas rpynna;

6) HeobxoauMOCTb npuMeHeHnqa yCKOpeHHOVI npouenypbl 3KCNepTu3bl NEeKapCTBeHHbIX CpeancTB B
uenax FOCWJ,apCTBeHHOﬁ perncTpaunmn nekapCTtBeHHOro npenapara,
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7) KON OOKYMEHTOB, NnoATBepX4arowmnx ynnaTty FOCy,EI,apCTBeHHOVI NOLLTNHbI:

a) 3a npoBefeHVe 3KCMNepTU3bl KayecTBa NEeKapCTBEHHOro CpeAcTBa M 3KCMepTU3bl OTHOLLEHWS
0Xnaaemor nonb3bl K BO3MOXXHOMY PUCKY NMPUMEHEHWS NIeEKapCTBEHHOTO MNpenapaTta AJfisi BEeTepUHapHOro
NPUMEHEeHs1 NPU ero rocyaapCTBEHHON perncTpaumm;

6) 3a Bblga4vy perncTpaunoHHOro yaA0CTOBEPEHUS NIEKapCTBEHHOIO Npenapara;

8) Hanuume cornacus, NpPegycMOTPEHHOrO YacTbito 7 HacTOsILEeN cTaTbW, €Cniu C MOMEHTa
peructpaumm pedepeHTHOro NEeKapCTBEHHOroO npenaparta [Ofii BETEPUHAPHOrO MPUMEHEHWUS MPOLLIIO
MeHee YeM LUECTb feT.

(B pea. PepepanbHoro 3akoHa ot 13.07.2015 N 241-03)

3. PeructpaumoHHoe gocbe B Lensax 3KCnepTusbl NeKkapCTBEHHOrO npenapara Ans BeTepUHapHOro
npuMeHeHnst HoOPMUPYETCA U3 CreaYIOLLMX JOKYMEHTOB 1 CBEOEHUN:
(B pea. PenepanbHoro 3akoHa ot 27.12.2019 N 478-03)

1) cBegeHus O gaTe MpPeaocTaBneHUs U PerMcTpaumoHHOM HOMepe MMUEH3NWM Ha MpPOoM3BOACTBO
NeKapCTBEHHbIX CPeACTB, MpPeAoCTaBfEHHOW MPOU3BOAUTENIO  PErucTpMpyeMoro NnekapCTBEHHOro
npenapara Ans BeTepuHapHOro NpMMEeHeHNs, Ansi POCCUNCKMX NPOU3BoAnTenen;

(B pea. PenepanbHbix 3akoHOB 0T 04.06.2018 N 140-$3, o1 27.12.2019 N 478-93)

2) cBefjeHVs O AaTe NpefoCTaBfeHNst U PErMCTPaALUOHHOM HOMEPE FNMUEH3NM Ha NPOM3BOACTBO
nekapCcTBEHHbIX CpPeAcTB, NPEeLOCTaBMEHHOW nNpov3BoauTeNto  dapmaueBTUYecKon cybcTaHumw,
BXOZsILLEW B COCTaB PErncCTpMpyemMoro nekapCTBEHHOro npenaparta Ansi BEeTEPUHApPHOro NMpUMEHEHNS,
ANst POCCUNCKMX NPON3BOANTENEN;

(B pea. PepepanbHbix 3akoHOB 0T 04.06.2018 N 140-$3, o1 27.12.2019 N 478-93)

2.1) konusa [OKyMEHTa, BblAAHHOIMO YMNOMHOMOYEHHbIM OpraHoM CTpaHbl MpousBoauTens Ans
KaXOOMW  MPOWM3BOACTBEHHOW MMOLWAaAKM  PermcTpypyemMoro  rnekapcTBEHHOro npenapata  Ans
BETEPMHAPHOro MNPUMEHEeHUs 1 NoATBEPXAAloLwero COOTBETCTBUE MPOM3BOAUTENS IEeKapCTBEHHOro
npenapata TpeboBaHUsIM NpaBuIl Hagnexallen Npon3BoACTBEHHOM NPaKTUKKU, 1 €ro NepeBos, Ha PYCCKUM
A3blK, 3aBepeHHble B YCTAHOBMEHHOM TMOpsAKe, a Takke KOMUA 3akiovyeHMs O COOTBETCTBUM
Npon3BOAMTENST JIEKAPCTBEHHbIX CpeacTB TpeboBaHUAM nNpaBun  Hagnexaillen npon3BOACTBEHHON
NPaKTUKW, BbIAAHHOIO YNOMHOMOYEHHbIM dhefeparibHbIM OpraHoM UCMOMHUTENBHOW BNACTU AN KaXaoun
NPOV3BOACTBEHHOW NNOLWAaAKA PermcTpupyemMoro mnekapcTBEHHOro mnpenaparta And BeTepuHapHOro
NPUMEHEHNS, MO0 KOMWUSI peLleHns O NPOBEAEHUN MHCNEKTUPOBAHMSA NPOU3BOAUTENSA NEKAPCTBEHHbIX
CpeAcTB, NPUHATOrO YNONMHOMOYEHHbIM (befeparnbHbIM OpPraHoM UCMOSNTHUTENbHOW BNacTu AN Kaxaoun
NPOV3BOACTBEHHOW MNNOLAAKA PErmcTpupyemMoro rnekapcTBEHHOro rmnpenaparta And BeTepuHapHOro
npUMeHeHns. YKasaHHble JOKYMEHTbI NpeAcTaBnsoTcs B cnydae, ecnu npousBOACTBO feKapCTBEHHOIoO
npenapaTa ocyliecTsnseTcs 3a npegenamm Poccunckon ®egepauuu;

(n. 2.1 BBegeH PepepanbHbiM 3akoHoM OT 04.06.2018 N 140-$3)

2.2) Konusa [OKYMEHTa, BbIAAHHOTO YMOJIHOMOYEHHbIM OpraHoM CTpaHbl MPOU3BOAUTENS
dhapmaLieBTUYECKON cybcTaHumm n noAaTBepXxaatoLero COOTBETCTBUE npou3BoauTens
dhapmaveBTMieckon cybcTaHumu, BXoOsWENn B COCTaB PErMcTpMpyemMoro fiekapCTBEHHOro npenapara
ANsi BETEPUHAPHOro NpUMeHeHus, TpeboBaHWsM npaBun Hagnexailen npoM3BOACTBEHHOW MPaKTUKW, U
€ro nepeBof Ha PYCCKuUi A3blK, 3aBEePEeHHbIe B YyCTAHOBEHHOM Mopsgke, B Cryyvae, ecrnv npou3BogcTBo
hapmavneBTMYECKON CyOCTaHLUMM OCYLLECTBMSIETCA 3a npeaenamu Poccuiickon depepaumu;

(n. 2.2 BBegeH dPepepanbHbiM 3akoHoM OT 04.06.2018 N 140-$3)

3) NPOEeKT HOpMaTMBHOIO [OOKyYMEeHTa Ha ﬂeKapCTBeHHbIVI npenapatr AnAa BeTepuHapHOro
NMPUMEHEHNA;

4) ODOKYMEHT, cofepxaliui crneayroLllyro uHgopmaumio o dapmaueBTMYecKkon cybcTaHuumn unm
hapmaLeBTUHECKUX CyDCTaHUMAX, BXOASALMX B COCTaB NIEKAPCTBEHHOIO npenapara Ansd BeTepnHapHoro
NPUMEHEeHUA:

a) HaMMeHoBaHWe dapMaleBTMYecKkon cybcTaHuMK, ee CTpykTypa, o6wwme cBovicTBa (nmpu
rocygapCTBeHHON perncTpauum UMMYHODMOMNOrMYECKUX  NEKAPCTBEHHbLIX  MpenapaTtoB  Ans
BETEPMHAPHOrO NMPUMEHEHUS NPEeaCcTaBNATCA CBEAEHMS O LITaMMe, BKIOYasi ero HauMeHOBaHue,
WMHOPMaLIMIO O MPOUCXOXOEHNN, €r0 CBOMCTBAX, XapaKTEPUCTMKAX U MeCTe AENOHNPOBAHUS);

(B peq. PepepanbHoro 3akoHa ot 02.08.2019 N 297-03)
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0) HanmeHoBaHWe N agpec NpPoM3BOAUTENS;

B) TeXHOoJiorma npom3esoactea C onncaHmem cragun npon3soacTtBa U MeTogoB KOHTPOJIA Ha BCEX
cTaandax npon3BoacTBa,

r) uHdopmaumsa o npumecax (He npeacTtaBnseTcsa NpuM  rocyaapCTBEHHOW perucrpaumm
UMMYHOBNOMNOrMYECKNX NEKapCTBEHHbIX NpenapaToB Ans BEeTEePUHapPHOro NpUMEHeHUs);
(B pen. PepepanbHoro 3akoHa ot 02.08.2019 N 297-$3)

4) chneuMdukaumMs Ha  papmaueBTMYecKyld  cybcTaHumlo  (He  npeacTaBnseTcs  npu
rocyfapCTBEHHOW  perncrTpaumMm  MMMYHOOMOSIOMMYECKMX  JIEKAPCTBEHHbIX  MpenapatoB  Ans
BETEPUHAPHOIO NPUMEHEHUS);

(B peqn. PepepanbHoro 3akoHa ot 02.08.2019 N 297-03)

e) onncaHne MeToankK KOHTPOJ14 KavyecCTBa,

XK) pesynbTaTbl aHanusa cepuin capmaueBTUYeckon cybecTtaHuum (He npeacTaBnsAlTCs npu
rocyqapCTBEHHOM  perMctpaumm  UMMYHOOMOMOrMYECKUX  NEeKapCTBEHHbIX  MpenapatoB AN
BETEPUHAPHOIO NPUMEHEHNS);

(B pen. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

3) nepeyvyeHb CTaHOAPTHbIX o6pasuos nnn BewecTs, NCNOJTb3yeMbIX MNMPU OCyLLEeCTBIIEHUN KOHTPOIA
Ka4yecTBa,

VI) onncaHume XapakTtepucTtuk n CBOWCTB YNakKoOBOYHbIX MaTepunarnoB N YKYNOPOYHbIX CPEAOCTB,;

K) OaHHble O cTabunbHOCTM (He nNPeacTaBnsloTCa NpW  rOCYAapCTBEHHOW — perncrpauuu
UMMYHOBMOMNOrMYECKNX NEKapCTBEHHbIX NPenapaToB Ansi BETEPUHaPHOro NPUMEHEHWs);
(B pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

) CPOK roAHOCTM, YCIOBUS XPaHEHWS;

KoHcynbTaHTlmoc: npumeyaHue.

[Mpu yckopeHHOW npouenype perucTpaumy  BOCNPOWM3BEAEHHOro  npenapara [[onyckaetcs
HernpeacTaBlieHNe OnUcaHUs MeTOdOB U UX OOKYMEHTarbHOro MOATBEMKAEHUS, MPU MUCbMEHHOM
obsa3arenbCcTBe MX NPeAcTaBuTb B TeyeHue 12 mecsaueB co gHa peructpauun ([octaHoBneHwe
MpaBsutenbctBa PP ot 12.03.2022 N 353).

5) oTtyeT 0 pesynbTaTax [AOKMMHMYECKOrO WCCNEeaoBaHMSA FEKapCTBEHHOro cpeactea  Aans
BETEPMHAPHOrO MPUMEHEHUS, BKIIHOYAOLWMIA ONUCaAHWE METOOO0B OMpedeneHnst OCTaTO4YHbIX KONMUYECTB
OEVNCTBYIOLLEro BellecTBa (OEWCTBYHOLWMX BELLECTB), AoCTuUrawwero (4OCTUrarowmx) CUCTEMHOrO
KPOBOTOKa, B MNPOOYKLMU >XMBOTHOIO MPOUCXOXAEHUSI MOCMNEe MPUMEHEHUS TaKkoro neKkapCTBEHHOro
CpeAcCTBa, a Takke AOKYMeHTarnbHoe NoATBepXAeHMe (Banvaaums) ykasaHHbIX METOO0B;

(B pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-03)

6) oT4eT O pesynbTaTtax KMVHUYECKOrO WCCMNeAoBaHWa nekapcTBEHHOro npenaparta Ans
BETEPVHAPHOTO MPUMEHEHUS Y KaX4oro BMOA XUBOTHBIX, YKa3aHHbIX B MHCTPYKLMUM MO BETEPUHAPHOMY
NPUMEHEHWIO;

7) NPOEKT MHCTPYKLUUK NO BETEPMHAPHOMY NPUMEHEHWIO NIEKAPCTBEHHOTO NMpenapara, coaepallei
creayloLime cBeaeHNs:

a) HaMeHOBaHWe NeKapCTBEHHOrO Npenapara A BETEPUHAPHOro NPUMEHEHNS (MeXayHapoaHoe
HenaTeHTOBaHHOE, UNW rPYNMNUPOBOYHOE, UMM XMMUYECKOE U TOPrOBOE HaUMEHOBAHMS);

6) NeKapcTBeHHadA (bopma C yKazaHunem HaMMeHOBaHMIN N KONMYECTBEHHOMO CoCTaBa ﬂ,eVICTByPOU.lMX
BelleCTB N Ka4eCTBEHHOIo coCctaBa BCNoMoraTesibHbIX BELWWECTB;

B) onncaHune BHelWHero Baa rekapCTtBeHHOro npenapara and BeTepuHapHOro npuMeHeHus;

r) dapmakoTepaneBTMdeckasl rpynna fekapCTBEHHOrO npenapata Ans  BeTepuMHapHOro
NPUMEHEHNs1 UNK yKka3aHne "roMmeonaTUYeCcKUin ekapcTBEHHbIN npenapat”;

4)  dapmakognHamuka 1 dapMakokumHeTuka  (3a  ucknoyeHvem  hapMakOKUHETUKU
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romMmeonaTtn4ecknx InekapcCTtBeHHbIX npenapatoB WU pacTUTEsIbHbIX J5NeKapCTBEHHbIX npenapaTOB) mnnn
onuncaHune MMMyHO6I/IOJ'IOFW-IeCKI/IX CBOWCTB JNIeKapCTBEHHOrO Mnpenaparta,

€) nokasaHus Ansi NpUMeHeHNs:;
) NPOTMBOMNOKa3aHWsA AN NPUMEHeHNs;
3) Mepbl NPEAOCTOPOXKHOCTY NPY NMPUMEHEHNMU;

VI) YKa3aHne BO3MOXHOCTU U ocobeHHocTeln NPUMEHEHNA 'y 6epeMeHHbIX XMBOTHbIX, Y XXUBOTHbIX B
nepunoa nakrauyuun, y noToMctBa XXUBOTHbIX;

K) pexum [O3MpoBaHMsl, cnocob BBeAEHMSI U NPUMEHEHUS, NpU HEOOXOOAMMOCTM BpeMsi npuema
nekapCTBEHHOro npenaparta Ansi BETEPUHAPHOIO NPUMEHEHUS, NPOSOIIKUTENBHOCTb NIEYEHMS;

J'I) BO3MOXHbI€ NOOOYHbIE AENCTBUS, HeXenaTerbHble peakuunn npn npumeHeHnn nekapcTtBeHHoro
npenaparta ajlsd BeTepnHapHOro npMMeHeHuns;

M) CMMMNTOMbI NEpPeao3npPOBKM, Mepbl MO OKa3aHUIo NOMOLLM NPY NEPeao3NPOBKE;
H) B3aMMOOENCTBME C APYrMMU NeKapCTBEHHLIMU NpenapaTamu v (Mnv) KopmMamu;
0) chopMbl BbiNycka NiekapCTBEHHOO NpenapaTa Ans BeTepMHAPHOro NpMMeHeHus;

n) ykasaHue (MpyM HeoGXoAMMOCTM) OcoBeHHOCTEel AEeWCTBUSI NEeKapCTBEHHOro npenapaTa Ans
BETEPVHapPHOro NpUMEHEHWs NMpu NEPBOM NPUEME UK MPU Er0 OTMEHE;

p) onucaHue (npu HeobxoaMMOCTKN) AENCTBUIN cneymnanucta B obnactu BetepMHapuu, Bnagensua
XKMBOTHOTO NpW NpoOMycke npuema OAHOW WM HECKONbKUX [03 JeKapCTBEHHOro npenapaTta Ans
BETEPVHAPHOro NPUMEHeEHMS;

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

C) CpPOK TrogHOCTM W YyKa3aHune Ha 3anpet TMnpuMeHeHunAa JneKapCTBeHHOro npenapara Aand
BETEPMHAPHOIo NpMMeHeHna no ncte4yeHnmn cpoka rogHoCTH;

T) YCNOBUS XPaHEHNS;

y) YKa3aHune Ha HeobXxoaMMOCTb XpaHeHnA nekapcTBeHHOro npenaparta And BeTepuHapHOoro
NnpuMeHeHud B MeCTax, HeOQOCTYNHbIX ONA neten;

&) ykasaHue (npu HeobGXOAMMOCTU) cneumanbHbIX Mep NPenoOCTOPOXHOCTU MPU YHUUTOXEHUN
HEeUCNoNb30BaHHbIX NIEKAPCTBEHHbIX NMPenapaToB A5 BETEPUHAPHOrO NPUMEHEHUS;

X) CPOKM BO3MOXHOIo MCNOJIb30BaHUA NpoAyKUUU KMBOTHOIO NPOUCXOXOEHUA MOoclie BBeOEeHUA
XNBOTHOMY JIEKAapPCTBEHHOIO npenaparta And BeTepUHapHOro NpMuMeHeHu4;

L) yCrnoBusa OTnycka;

‘-I) HanMeHoBaHWA W ajgpeca Mnpon3BOACTBEHHbLIX MJIOWanoK Mnponu3BoauTeENA JeKapCTBeHHOro
npenaparta alsa BeTepnHapHOro npMMeHeHuns,;

W) HaumMeHoBaHMe, adpec oOpraHu3auumv, YMNONHOMOYEHHOW AepxaTteneMm unuM Bhagenbuem
PErncTpaumMoHHOro YAOCTOBEPEHUSA JIEKapCTBEHHOrO Mpenaparta Ha MPUHATME MPEeTeH3nun oT
nortpedurens;

8) NPOEKTbl MAakeToB HepBMLIHOVI ynakoBKU ” BTOpl/ILIHOIZ ynakoBKK NEKapCTBEHHOIo npenapara ana
BEeTEepMHaAPHOro NpMMeHeHus,

9) crneayoLne CBEAEHMS O NNEKAPCTBEHHOM npenapare Anst BETEPUHAPHOTO NPUMEHEHNS:
a) onucaHWe 1 cocTaB fiekapCTBEHHOTO npenapara A BETEPUMHApPHOro NPUMeHeEHUs;
0) onncaHve hapmaueBTUYECKON pa3paboTku;

B) onuncaHme npouecca npon3soacTea N ero KOHTpoId, nognmcaHHoe B nopdake, yctaHOBlIeHHOM B
COOTBETCTBUW C YacTblo 1 HacTosILEN CTaTbM;
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(B pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-03)

) onuMcaHuWe KOHTPONs KPUTUYECKUX CTaguil MpoM3BOACTBA M MPOMEXYTOYHON MNpPOAYKLMU,
noanucaHHoe B NOPsiAKe, YCTAHOBIEHHOM B COOTBETCTBUM C YacCTblo 1 HACTOsILLEN CTaTby;
(B pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-03)

4) HaumeHoBaHuMs W agpeca paspaboTyvka, gepXxaTens WnuM Briagenbua perncrpauumoHHOro
YOOCTOBEPEHUSI  NIeKapCTBEHHOrO  MpenapaTta, MNPOM3BOACTBEHHbIX  MMOWAA0K  Mpou3BoaUTENs
nekapCTBEHHOro npenaparta Ans BETEPUHAPHOro MPUMEHEHUSI C yKadaHUMEM CTagui TEXHOMOMMYECKOro
npouecca, OCYLLEeCTBMsieMbIX Ha MNPOM3BOACTBEHHbIX NIOWaAKkax MNPOM3BOAUTENS JIEKAPCTBEHHOrO
npenapata Ans BeTEPUHAPHOrO NPUMEHEHWS;

(B peqn. PepepanbHbix 3akoHoB oT 13.07.2015 N 241-93, ot 02.08.2019 N 297-03)

e) hapmaLeBTU4EeCKass COBMECTUMOCTb;
) MUKPOBUONOrM4eckme XxapakTepucTmku;
3) MaTepuanbHbin 6anaHc Ans NpoM3BOACTBA CEPUM FOTOBOIO NPOAYKTa;

1) onucaHne xapakTepucTuK U CBONCTB YNaKOBOYHbIX MaTepuarnoB 1 YKyNnopoYHbIX CPEACTB;

KoHcynbTaHTlntoc: npumedaHue.

Mpn peructpaumMm Mo YCKOPEHHOW Mpouenype [AONyckaeTcsi HenpeacTaBrneHne [OOKYMEHTOB,
npeaycMoTpeHHbix nn. "k" n. 9 4. 3 cT. 17, Npy yCrnoBUM NUCbMEHHOro 0b6si3aTenbCcTBa MX
npenocTaBnTb B TedeHne 12 mecaueB co gHa permctpauun (MoctaHoeneHue Mpasutensctea PO ot
12.03.2022 N 353).

K) JOKyMeHTanbHoe noareepxaeHne (Banvgaumns) npoLueccoB n (Mnu) nx OLUeHka;

ﬂ) TpeGOBaHl/IFI K KayeCTBy BcCrnomMoraTtesibHbiX BeLlleCTB (CepTVICbVIKaT, Cl'IeLI,VI(*)VIKaLI,VIFI Ha
BCnomoraTesibHble BeLlleCcTBa N nx 060CHOBaHVIe);

KoHcynbTaHTlm0c: npumeyaHue.

lMpu peructpaumMm MO YCKOPEHHOW mnpouedype [AonyckaeTcs HenpeacTaBneHne [OOKYMEHTOB,
npeaycMoTpeHHblx nn. "M" n. 9 4. 3 cT. 17, MpuM YCNoBMM MNUCbMEHHOrO 0bA3aTenbcTBa WX
npenocTaBuTb B TedeHne 12 mecaueB co gHa permctpauun (MoctaHoeneHue MpasutensctBa PO ot
12.03.2022 N 353).

M) aHannutnyeckne MeToauKu, wucnonb3yemble TMNpu OCyWeCTBIIEHUM KOHTPONA KadvecTBa
BCrnomMoraTersibHbIX BEeLEeCTB;

KoHcynbTaHTlntoc: npumedaHue.

Mpn peructpaumMm MO YCKOPEHHOW Mpouenype [OOMNycKaeTcs HenpeacTaBrieHne [OOKYMEHTOB,
NPeaycMoTpeHHbIX nn. "H" n. 9 4. 3 cr. 17, Npu ycCrnoBUMM NUCbMEHHOro obsA3aTenbcTBa WX
npenocTaBuTb B TedeHne 12 mecqaueB co gHa permctpauum (MoctaHoeneHue Mpasutensctea PO ot
12.03.2022 N 353).

H) OOKyMeHTanbHoe noaTeBepXxaeHve (Banuaauusl) aHanuMTUYecKMX MeToAMK, UCNOoNb3yemblX npu
OCYLLECTBMNEHUN KOHTPOSS KayecTBa BCrOMOraTerbHbIX BELLECTB;

O) I/IH(bOpMaU,VIFI 00 Mcnonb3oBaHWM BCMOMOraTesbHbIX BELLUECTB YEeNIoBEYECKOro W XXMBOTHOMO
NPONCXOXOEHUA,

n) yrpaTtun cuny. - PegepanbHbii 3akoH ot 02.08.2019 N 297-03;

p) TpeboBaHMSA K KayecTBY JIEKAPCTBEHHOrO Mpenapata ANa BETEPUHAPHOrO MNPUMEHEHMUS
(cepTucpukar, cneundukaLmsa Ha NeKapCTBEHHLIN NpenapaT n Ux 060CHOBaHME);

C) aHanmTnyeckme MeToaukn, ucnolnb3yemMmble TMpu  OCyLLeCTBIIEHUN KOHTPONA KadecTBa
JleKapCTBEHHOro npenaparta Ana BeTepuHapHOro npuMeHeHuns,;
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KoHcynbTaHTlM0C: npumeyaHue.

lMpn peructpaumMm MO YCKOPEHHOW Mpouedype [AOnyckaeTcs HenpeacTaBneHne [OOKYMEHTOB,
npeaycMoTpeHHbIX nn. "t" n. 9 4. 3 cT. 17, Npy yCrnoBUM NMUCbMEHHOIO 0b6sA3aTenbcTBa WX
npenocTaBnTb B TeveHne 12 mecsaueB co AHs permctpauun (MoctaHoBnenue Mpasutensctea PO ot

12.03.2022 N 353).

T) AOKYMEHTanbHOe MOATBEPXAEHUE (Banvpauusl) aHanMTUYECKUX MEeTOAMK, UCMONb3yeMbIX Mpu
OCYLLECTBIEHUN KOHTPOSS Ka4yecTBa NekapCTBEHHOTO Npenapara At BeTepPMHAPHOIO NPUMEHEHMUS;

y) AOKYMEHT, MoATBEPXKAAlOLWMIA KayeCTBO FEKAPCTBEHHOTO npenapata TpeX MPOMbILLNEHHbIX
cepuii (NpoTOKON aHanusa unu cepTudumKkaT aHanusa), ogHa cepust KOTOpPOro AOoShKHa coBnagaTb C
cepueli obpasLa fiekapCTBEHHOro NpenapaTa, NoAaHHOro Ha PerucTpaumio;

) XxapakTepucTuka npumecen;

X) nepeyvyeHb CTaHOapTHbIX 06p33Ll,OB, NcnoJyib3yemMblX MNpn OCYLUECTBJIEHUMN KOHTPOJNIA KadecTBa
JNNIeKapCTBEHHOIO npenaparta anAa BeTepuHapHOro npuMeHeHn4;

KoHcynbTaHTlm0c: npumeyaHue.

lMpn yckopeHHOW npoueaype perncTpauum  BOCMPOM3BEOEHHOrO npenapata  [onyckaeTcs
HenpeacTaBrneHMe CBeOEHWUN, NpeaycMoTpeHHbIX nn. "u" n. 9 4. 3 c1. 17, Npy NUCbMEHHOM
06s3aTensCcTBE MX NPEefocTaBuTb B TedyeHve 12 mecsiueB co gHA peructpauumn ([loctaHoBneHue

MpaButenbctBa P® ot 12.03.2022 N 353).

L) AaHHble O CTabMIbHOCTM NEKAPCTBEHHOIO Npenaparta AN BeTEPUHapPHOro NpUMeHeEHUS;

10) Konmusa [OOKYMEeHTa, CoAepXallero MHAOpPMauuio O HammyMm unu ob oTcyTcTBMM (haKTOB
perncTpaunm nekapcTBEHHOro npenapara 4fisl BETEpMHAPHOro NpuMeHeHnsa 3a npegenamm Poccuiickon
denepaumu;

11) cornacue B NMCbMEHHON POpMeE, NPeayCMOTPEHHOE YacTblo 7 HACTOsLeW CTaTbu, B cnyvae
pervcTpaunm BocnpoussegeHHOro fiekapCTBeHHOro npenapaTa;
(B pea. PegepanbHoro 3akoHa ot 13.07.2015 N 241-$3)

12) KoOmnWUs [OKYMEHTa Ha pPYCCKOM £i3blke, 3aBEPEeHHOro B YCTAaHOBIIEHHOM rMopsake U
noATBepXKAaloLlero npaBoOMOYHOCTb 3asiBIEHUSI O TOCYAApPCTBEHHOW pernctpauuu nekapCTBEHHOro
npenapara Ans BeTepUHapHOro NpUMeHeHNs (0OBEPEHHOCT);

KoHcynbTaHTlmoc: npumeyaHue.

Oo 31.12.2023 pocCUNUCKMM NPOM3BOAUTENAM paspelleHO He nMpeacTaBnsaTb CBeOeHUd B
cootBeTcTBMM € N. 13 4. 3 c1. 17 npu perucTpaumm MMMYHOBMONOMMYECKUX FNEKAPCTBEHHbIX
npenapatoB ([MoctaHoBneHue MNpaButensctea PO ot 12.03.2022 N 353).

13) cBegeHMs O TrOCYAapCTBEHHOW pernctpaumMu  reHHO-MHXeHepHO-MoANMULMPOBAHHBLIX
OpraHvM3mMoB, MpefHasHayeHHbIX AfS BbiMyCka B OKPyXawllylo cpedy (npy rocygapCTBEHHON
peructpaummM neKkapCcTBEHHbIX MNpenapatoB Afs BETEPUMHAPHOIO MNPUMEHEHUS, MOMYYEeHHbIX C
NPUMEHEHNEM  TEHHO-VHXEHEPHO-MOAMMULMPOBAHHBIX  OPraHU3MOB UMW codepXalluMx  Takue
OpraHn3msil).

(n. 13 BBegeH dPegepanbHbiv 3akoHoM oT 02.08.2019 N 297-93)

KoHcynbTaHTln0C: npumeyaHue.
C 01.09.2023 B n. 4 ct. 17 BHOCcATCS u3MeHeHus (®3 ot 28.04.2023 N 171-03). Cm. 6ygywyto
penakuuio.

4. Tpu npoBedeHMM YCKOPEHHOW npouenypbl SKCMepTu3bl NeKapCTBEHHOro npenapaTta Ans
BETEPVMHAPHOIo NPUMEHEHUS B LiENSIX ero rocygapCTBEHHON permctpaumm BMecTo oTyeTa paspabotymnka
0 pesyrnbratax [OOKIMHUYECKOro WCCrnedoBaHUs reKkapCTBEHHOro cpeactsa AN BeTepuHapHOro
nNpUMeHeHUs MoxeT ObITb npeAacTaBrneH 00630p HayyHbiX paboT O pesynbTaTtax [OKITUHUYECKOro
uccrefoBaHus pedepeHTHOro nekapcTBEHHOro npenapara Ans BeTepUHaApHOro NpUMEHeHUs, a BMECTO
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oTyeTa O pesynbTaTax KIUHWYECKOro UCCNeAoBaHUs fekapCTBEHHOro npenapaTa Ans BeTepuMHapHOro
npUMeHeHUss OT4YeT O pesynbTatax WuccneaoBaHUn BGUMO3KBUBANEHTHOCTM  BOCMPOM3BEAEHHOIO
neKkapcTBEHHOro npenapaTa Ansg BeTEPUHAPHOro NPUMEHEHUS.

(vacTb 4 B pen. PenepanbHoro 3akoHa ot 02.08.2019 N 297-03)

KoHcynbTaHTlntoC: npumeyaHue.
C 01.09.2023 cT1. 17 pononHsietcs 4. 4.1 (®3 ot 28.04.2023 N 171-93). Cm. OyayLLyto pegakumio.

5. Ha akcnepTun3y pasnuyHbIX NekapCTBEHHbIX hOPM OOHOMO U TOrO Xe NekapCTBEHHOro npenapaTta
AN BETEPMHAPHOrO NPUMEHEHNS 3asiBUTENb NPeAcTaBnseT OTAerNbHbIE 3as8BMNEHNS U PErUCTPaLMOHHbIE
OOCbe Ha Kaxaylo nekapcTBeHHyo dopmy. Npu ycnoBun 0gHOBPEMEHHOW Nogadn Ha IKCNEepPTM3y OOHOW
neKkapCcTBEHHON OpPMbl C  pasfUMYHbIMW  JO3WPOBKOW, KOHLEHTpauuen, obbemMoMm 3asiBUTElb
npeactaBnsieT OOHO 3asiBNIEHME U perncTpauuoHHOE [OCbe C MPUMOXKEHWEM MaKeTOB MEepBUYHON
YyMaKoBK/ M BTOPUYHOW yNakoBKkW. Ha MakeTax NepBUYHOM YMaKOBKM M BTOPUYHOW YMaKOBKW yKa3blBalOTCS
BCE NPOM3BOAMMbIE JO3VPOBKM, KOHLIEHTPaLUMK, 0O0BbEMbI U KONMYECTBO 403 B YNakoBKe JIEKAapCTBEHHOIO
npenapata A1 BETEPUHAPHOTO NPUMEHEHWSI.
(B pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

6. B cnyyae HenpeactaBneHus C 3asBNeHWEM O rocygapCTBEHHOW perncrpauumn nekapcTBeHHOro
npenapaTa AN BeTepMHApPHOro NPUMEHEHUS AOKYMEHTOB, MOATBEPXKOAOWMX yrnaTy rocygapCTBEHHON
MOLLUSINHBI M YKa3aHHbIX B MYHKTE 7 4YacTu 2 HACTOSILLEN CTaTbW, CBEOEHWI O JNIULEH3USAX, YKasaHHbIX B
nyHktax 1 wn 2 yvactm 3 HacTosiem cTaTtbW, a Takke BbldaBaeMblX (NpegocTaBrsieMbiX)
YNOJNIHOMOYEHHbIMWN  beepanbHbIMU  OpraHamu UCMONHUTENBHOW BRNacTu [OKYMEHTOB (CBedeHMN),
yKasaHHblX B MNyHKTe 2.1 4yactm 3 HacTosiwen cTaTtbu, YNONHOMOYEHHLIM deaepanbHblii opraH
WCMOMHMTENBHOW  BNacTM  3anpalinMBaeT  yka3aHHble  [OKYMeHTbl  (CBefeHust) B nopsiake
MEXBELOMCTBEHHOIO MHCPOPMALMOHHOTO B3aMMOLAENCTBMS.

(vacTb 6 B peq. PegepanbHoro 3akoHa ot 27.12.2019 N 478-d3)

7. He ponyckaetcsi McCnonb3oBaHMe B KOMMEPYECKUX Lensx WHdopmauum o pesynbratax
OOKITMHUYECKMX UCCNENOBaHUN NeKapCTBEHHbIX CPEACTB U KIMHUYECKNX UCCNEeAOoBaHWI NeKapCTBEHHbIX
npenapaToB Afsi BETEPUHAPHOrO NPUMEHEHWsi, NPeACTaBIEHHON 3asBWTENEeM AN rocyaapCTBEHHON
peructpaummM nekapcTBEHHbIX MpenapatoB, 6e3 ero corrmacus B TeyeHuWe LecTu neT C aathbl
rocyaapCTBEHHOW perucrpaumm pecepeHTHOro nekapcTBeHHoOro npenapara B Poccuiickon degepavmu.

8. OepxaTtenb unun Bnagenew, perucTpalmMoHHOro yaoCTOBEPEHNs fiekapCTBEHHOro npenapara Ans
BETEpPMHAPHOro NpUMeHeHnss NpeacTaBnsAeT B YNONHOMOYEHHbIN defepanbHbI opraH UCMOMHUTENbHOM
BNAcCTW OTYET NO pesyrnbTaTtam papmakoHag3opa OaAuH pas B LLEeCTb MeCsLEB B TeYeHUe ABYX NeT nocne
rocygapCcTBeHHOMN perucTpauny nekapcTBeHHoro npenaparta B Poccunckon ®egepaumm, 3atem exerogHo
B TEYEHME nocreayroLmx Tpex neT v B AarnbHenLwemM Of4MH pas B Tpu roga.

(vacTb 8 BBegeHa ®enepanbHbiM 3akoHoM oT 02.08.2019 N 297-03)

Cratba 18. lNomaya u paccMoTpeHue 3asiBJIEHUA O TrOCyAapCTBEHHOW perncrpauum
nekapcTBEHHOro npenapara Ans MeauUMHCKOro NpuMeHeHus
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

1. [Ona rocydapCTBEHHOW peructpauMm neKkapCcTBEHHOro npenapata  Ans  MeguuMHCKOro
NPYMEHEHNS OpMAMYECKoe NULO, OEWCTBYKLLee B COBCTBEHHbIX MHTEpecax WNM YNoSIHOMOYEHHOEe
NpeacTaBnsaATb MHTEPEChbl OPYroro HpUONYECcKOro nuua u 3asBhsiollee fnekapCTBEHHbIN npenapaT Ha
rocyAapCTBEHHYIO perucTpaumio (fanee B HacToslen cTaTbe - 3asBuTenb), npeacTtasnsetr B
YNOSTHOMOYEHHbIN dheaeparnbHbIi OpraH UCMNOSTHUTENbHOW BNAacTu, OCYLLECTBAAIOWMNA rocy4apCTBEHHYO
perucTpaumio nekapcTBeHHbIX NpenapaToB A MeAULMHCKOrO NPUMEHEHUS, B 3NEKTPOHHON dopMe U Ha
OymaxxHOM HocuTene 3asiBfieHMe O rocydapCTBEHHOW pernctpauuu rekapcTBEHHOro npenaparta Ans
MEOWLMHCKOrO MPUMEHEHMWS, a Takke B MNOpsaKe, YCTaHOBMEHHOM YMNOMHOMOYEHHbIM heaepanbHbIM
OpraHoOM MWCMOMHUTENbHOW BNacTW, B 3NEKTPOHHOW copme M Ha BymaxHOM HocuTerne Heobxoaumble
AOKYMEHTbI, M3 KOTOPbIX (POPMMPYETCs perucTpauuoHHOe [OCbe Ha FeKapCTBEHHbIN npenapaTt ang
MEeOULMHCKOTO NPUMEHEHNSI.

(vacTb 1 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. B 3asBneHum o rocyp,apCTBeHHoﬁ perncTtpaunmn nekapCTtBeHHOro npenaparta ana meamunHCKoro
NPUMEHEHUA YKa3blBakTCA:

1) HaumeHoBaHWe, agpec 3asiBUTENs W MPOM3BOAMTENs NEeKapCcTBEHHOro rnpenaparta ans
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MEeOMWLIMHCKOro NpuUMeEHeHus, ceefeHus 06 ux peructpaumm B KayecTBe Hamnoronnartenbliuka B CTpaHe
perncTpaumm (4ns pPOCCUUACKMX PUAMYECKUX NUL - UAEHTUUKALMOHHBIA HOMEp HanoronnatenbLiuka
(MHH), AN MHOCTpPaHHbIX PUONYECKUX NUL, - CTpaHa perncTpauumn, HaumeHoBaHUe pPerncTpupyoLLero
opraHa, perMcTpaumoHHbIN HOMEpP, KOA4 HanoronnaTenbLuMka B CTpaHe perucrpaumm (MHKopnopawmm) unm
€ero aHarnor) u agpec MecTa OCYLIeCTBMNeHMs Mpou3BOACTBa NEeKapCTBEHHOro npenaparta (B cnydvae
HanM4nsi HECKOMbKMX Y4aCTHUKOB MpoLecca ero Npon3BoacTea He0bxoanMo ykasaTb KaXaoro yyacTHuKa
B COOTBETCTBMM C OCYLLECTBMSAEMOW CTaAMen Npon3BoacTBa);

(n. 1 B pea. ®egepanbHoro 3akoHa oT 28.12.2017 N 425-93)

2) HaumeHoOBaHWe NeKapCTBEHHOro npenapaTa AN MeguMuUUHCKOro NpUMeHeHus (MexayHapoaHoe
HernaTeHTOBaHHOE, UNW FPYNNMPOBOYHOE, UM XMMNYECKOE U TOPrOBOE HAUMEHOBAHWS);

3) nepeyeHb ,EleV’ICTByPOU.lVIX N BCNomoraTesibHbIX BeWweCcTB, BXOAALWKMX B COCTaB JieKapCTBEHHOIO
npenaparta gnda MmeamunHCKOro npuMeHeHus, ¢ ykadaHmem KoJrim4ecTtBa KaxXaoro U3 HUX;

4) nekapcTtBeHHas ¢opMa, [03UPOBKa, Cnocobbl BBeOEHUA U NPUMEHEHUs, CPOK FOOHOCTU
nekapcTBEHHOro npenapara Anst MeAULMHCKOro NPUMEHEHNS;

5) thapmakoTepaneBTUYecKas rpynna, Koz aHaTOMO-TepaneBTUYECKO-XUMNYECKOW
KnaccudvKaumm, pekoMeHgoBaHHOM BceMupHoOM opraHusauveln 30paBOOXpaHEHUs,  3asiBnsieMble
nokasaHusl 4nsi NPUMeEHeHNs NekapcTBEHHOro NpenapaTta Ans MeauUMHCKOro NPpUMEHEHNS;

6) oTcyTcTBME HEeobXooMMOCTW nNpefocTaBfeHWs oOTdyeTa O pesynbTatax  KIMHUYECKOro
nccrnenoBaHusi, UccnenoBaHns GUO3KBUMBANEHTHOCTM NEeKapCTBEHHOrO npenaparta, paspeLleHHOro Ans
MeOuUMHCKOro npumMmeHeHus B Poccuiickon ®epepaumm OGonee pagpaguatm neT, C  yKasaHuem
HOPMaTUBHbIX NPaBOBbIX aKTOB, MOATBEPXKAAKLINX AaHHbIA CPOK NPUMEHEHNS;

7) HeobxoanmocCTb opopMneHuss paspelleHns Ha BBO3 B Poccunckyio degepaumio KOHKpEeTHOMN
napTum  3aperucTpupoBaHHbIX U (MNK)  HE3aperncTpuMpoBaHHbIX  NEKAPCTBEHHbIX  CPEACTB,
npegHasHayYeHHbIX AN NPOBEAEHUS 3KCMEePTU3bl NEeKapCTBEHHbIX CPEACTB B LENAX rocygapCTBEeHHON
pervcTpauuu;

8) HeobxoauMOoCTb npoBeaeHnA 3KCnepTu3bl OOKYMEHTOB, NpeAcTaBliEHHbIX ONA onpeneneHuns
BO3MOXHOCTU paccMaTpuBaTb ﬂeKapCTBeHHbIVI npenapatr ana MeaununHCKOro npuMeHeHua npu
OoCyLlecCTBIiEHUn rocyp,apCTBeHHon pernctpaunn B Ka4ecrtBe opcbaHHoro JIeKapCTBEHHOIO Mnpenaparta,

9) Heob6X0AMMOCTb MPUMEHEHWS] YCKOPEHHOW MpoLeaypbl 3KCNepTU3bl NEKapCTBEHHbIX CPEACTB B
Lensix rocyapCTBEHHON perncTpaumm nekapcTBEHHOro npenapaTa;

10) KON OOKYMEHTOB, noATBepX4arowmnx ynnarty rocyp,apCTBeHHon NOLWJTNHbI

a) 3a npoBedeHMe SKCMEepTU3bl AOKYMEHTOB, MPEeACTaBMeHHbIX AN onpeaeneHns BO3MOXHOCTU
paccmaTtpuBaTb [fleKapCTBEHHbIM Mpenapat AN MEeAUUMHCKOTO MPUMEHEHUs1 Mpu  OCYyLLeCTBReHUN
rocyqapcTBEHHOM perncTpaummn B kadecTse opdpaHHOro NekapCcTBEHHOro npenapara;

6) 3a npoBedeHWe 3KCMEepPTU3bl KauyecTBa NeKapCTBEHHOro CpeacTBa M 3KCMNepTU3bl OTHOLLIEHUS!
oXuaaemoli Nnonb3bl K BO3MOXHOMY PUCKY NMPUMEHEHNUSA NEKapCTBEHHOMO NpenapaTa, paspeLLeHHoro ans
MeAMUMHCKOro npuMeHeHust B Poccuiickon ®epepaummn Gonee OBaauatv neT, Npy OCYLLECTBIEHWU
rocygapcTBEHHOMN perMcTpaumnm ekapcTBEHHONO Npenapara;

B) 3a npoBedeHne 3KCnepTu3bl KavyecTBa J1eKapCTBEHHOINo cpencrtBa M 3KCNepTu3bl OTHOLUEHUA
OXugaemMmon nosb3bl K BO3MOXHOMY PUCKY NMpUMEHEHNA NekapCTBEHHOro npenapara ana meguumnHCcKoro
NPpUMEHEeHNA npun ero FOC)/,D,apCTBeHHOVI perncrtpauunu;

r) 3a NpoBedeHWEe IKCNepTM3bl KayecTBa feKkapCTBEHHOINO CpeacTBa W 3KCMEPTU3bl OTHOLUEHMS
OXMAaeMoun Nornb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro npenapara Ans MeauuuHCcKoro
NPUMEHEHNsi, B OTHOLLEHUW KOTOPOro NpPoBeAeHbl MeXAyHapoAHble MHOrOLEHTPOBbIE KIMHUYeCKue
uccrnegoBaHus, 4YacTb M3 KOTOpbIX npoBegeHa B Poccuiickon ®epepaumun, npy  OCyLIECTBNEHWM
rocyaapCTBEHHOW perncTpaumm nekapcTBeHHOro npenapara;

11) Hann4yne cornacua npou3BoguTena JekKapCTBEHHOINo npenaparta, npou3BOoACTBO KOTOPOro
ocyuwlecTBndeTca 3a npegenamu Poccuinckon CDep,epau,vm, Ha npoBegeHne WUHCNEKTUpoBaHUA
npon3BognTeNia Ha COOTBETCTBME Tpe60BaHI/IFIM npasun Hagnexawlien I'IpOI/I3BOD,CTBeHHOl71 NPaKTUKKN,

12) Hann4me cornacus, NPegyCMOTPEHHOro YacTblo 18 HacTosLen cTaTby;
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13) ykasaHve Buaa nekapCTBEHHOro npenapaTta, npeacTaBNEHHOro0 Ha  perucrpauuto
(pedepeHTHbIN  NeKkapCTBEHHbIN  npenapaTt, BOCMPOM3BEAEHHbLIN  MEKapCTBEHHbIM  npenapar,
buonoruyecknii nekapCTBEHHbIN nNpenapaT, buoaHanoroebli (6MONOAOBHbIN) NeKapCTBEHHbIN NpenapaT
(broaHanor), romeonaTU4eCcKkMin NeKapCTBEHHbIN NpenapaT, NeKapCTBEHHbIV pacTUTENbHbIM Npenapar).
(vacTb 2 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. PeructpaunMoHHoe [OCbe Ha JeKkapCTBEHHbI npenapat Ans MeaWUMHCKOrO MNPUMEHEHUs
npepoctasnsieTcs B popme obLero TeXHNYECKoro JoKyMeHTa.
(vacTb 3 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4. Paspgen AOKYMEeHTaunn agMMHNCTPAaTUBHOIO XapakTepa BKIH4YaeT B cebs:

1) 3aaABreHne O rocygapCTBEHHOM perMcTpauuy NiekapCTBEHHOrO npenapaTta afs MeguuMHCKOro
NPUMeHeHUs1 B 3N1eKTPOHHON chopMe 1 Ha ByMaXKHOM HOCUTEneE;

2) KON OOKyMEeHTa Ha pPYCCKOM d3blke, 3aBepeHHOro B YCTaHOBJIEHHOM nMNopAdke Wu
noareepXxpakLuiero npaBoMO4YHOCTb 3aABUTENA NOoAdaBaTb 3adABliEHUE O FOCyﬂapCTBeHHOVI perncrtpauunmn
NNIeKapCTBEHHOro npenaparta ana MeguumMHCKOro npMMeHeHuaA (,Cl,OBepeHHOCTb);

3) cBegeHusa o gate npedocTaBneHust U PermcTpauMoHHOM HOMEpPE NULEH3UM Ha NPOM3BOACTBO
nekapCTBEHHbIX CPeACTB WM CBEAEeHUs O JdaTe npedocTaBneHus UM permcTpauvMoHHOM Homepe
3aKMYEeHMs O COOTBETCTBMU MPOU3BOAUTENS NEKApPCTBEHHbIX cpeacTB TpeboBaHuAM npaswn
Hagnexawen npou3BOACTBEHHOW MPaKkTWKW, BblAaHHbIX  (NPEeAOCTaBMEHHbIX)  YMOMHOMOYEHHbIM
dedepanbHbIM - OpraHOM  UCMOMHMTENbHOW BNactu B  OTHOLIEHUMU MNPOW3BOACTBEHHOM MoLagku
perucTpupyemMoro nekapcTBEHHOro npenapata, B Cryyae, eCcnu nNpou3BOACTBO MEKapCTBEHHOMO
npenapaTta ocyliecTtensietTca B Poccuiickon Pepepauuu;

(B pea. PepepanbHbix 3akoHOB oT 04.06.2018 N 140-$3, o1 27.12.2019 N 478-93)

4) konuio NpefoCTaBrEHHOW YMOMHOMOYEHHbIM OpPraHoM CTpaHbl NMPOW3BOAMTENS NULUEH3UM Ha
NPOM3BOACTBO JIEKAPCTBEHHOrO nMpenaparta M €ee MnepeBod Ha pPYCCKMA A3blK, 3aBEPEHHble B
YCTaHOBIIEHHOM MOPSIAKE, a TaKkKe KOMUI0 3aKMYeHMs O COOTBETCTBMM NPOU3BOAMTENS NEKAPCTBEHHbIX
cpeacts  TpeboBaHWsAM  MpaBun  Hagnexawen  NPOU3BOACTBEHHOW  MPaKTWMKW,  BblAAHHOIO
YNOMHOMOYEHHbIM dheaepanbHbiM OpraHOM MCMOSNTHUTENBHOM BNACTU B OTHOLUEHWM MPOM3BOACTBEHHOM
nnowaakM perucTtpypyemoro IekapCTBEHHOro npenapara, WM KOMUKD peLleHUs YNONTHOMOYEHHOro
denepanbHOro opraHa MWCMNOMHUTENbHOM BNacTu O MPOBEAEHUN WHCMEKTMPOBAHUSA MNpPOM3BOAUTENS
nekapCTBEHHbIX CPefAcTB, B Criydae, ecrnv Npou3BOACTBO fIEKApCTBEHHOMO MpenapaTta OCYLLECTBAETCH
3a npeagenamu Poccuinckon denepaumu;

(B pea. PenepanbHbix 3akoHOB oT 04.06.2018 N 140-®3, ot 27.12.2019 N 478-d3)

5) NPOEKT MHCTPYKUUM MO MEeQULIMHCKOMY MPUMEHEHMIO NTEKAPCTBEHHOIO Npenapara, coaepxatlei
criegyloLme cBefeHns:

a) HanmMveHoBaHME JIEKapCTBEHHOIo npenaparta (Mem,u.yHapouHoe HenaTeHToBaHHOEe, WIn
rpynnmpoBoYHOE, Ui XMuMmn4eckoe n Toproeoe HaMMeHOBaHMﬂ);

6) nekapcTBeHHas hopma C ykasaHneM HanmMeHOBaHMIN N KONMYECTBEHHOrO CoCTaBa AeNCTBYOLLNX
BELLECTB U Ka4eCTBEHHOro cocTaBa BCMOMOraTenbHbIX BewecTB (MpyM HeOBX0OUMOCTU KONMYECTBEHHOMO
cocTaBa BcrioMoraTerbHbIX BELLEeCTB);

B) OMMCaHWe BHELLHEro BMAa NekapCTBEHHOIO npenapaTta Ans MeauLMHCKOro NpUMeEHeEHNS;
r) ousmko-xumMmndeckmne cBoMCTBa (ANs paamocdapmaLeBTUYECKUX NIEKAPCTBEHHbIX NpenapaToBs);

4) apmakoTepaneBTudeckasi rpynna, Ko JeKapCTBEHHOro npenapata Ans MeguumMHCKOro
NPYMEHEHNSA NO aHAaTOMO-TePanNeBTUYECKO-XMMNYECKON Knaccudmkaumm, pekomeHgoBaHHom BecemmnpHon
opraHusaumen 34paBooXpaHeHusl, Unu ykasaHue "romeonaTnyeckuin nekapCcTBeHHbI npenapart”;

e) apmakogmHammka M dapmakokuHeTuka (32 WUCKIOMEHMEM  dhapMaKOKUHETUKU
roMeonaTuyecknx nekapcTBEHHbIX NPenapaToB U pacTUTENbHbIX NTEKAPCTBEHHbIX NPenapaToB);

)K) nokKasaHunda Ana npuMeHeHua,
3) npoTMBONOKa3aHnAa Onda npuMeHeHus;

1) Mepbl NPegoCTOPOXHOCTU NPY NPUMEHEHWN;
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K) yYKa3aHune BO3MOXHOCTU W« 0cobeHHoCTeN NpUMEeHEeHNA JeKapCTBeHHOro npenapara ana
MeaAULIMHCKOIro  npuMeHeHusa 6epeMeHHbIMI/I XeHWwnHaMm, XKeHwunHammn B nepuon rpyaHoro
BCKapMInnBaHuA, neTbMU, B3POCIbIMUA, UMEeLWNMN XPOHNYECKHe 3abonesaHus;

n) pexuM O03UpoBaHus, cnocobbl BBeAEHUS U NPUMEHEHWS, NpU HeoGXOoAUMOCTU BpeMs npuema
neKkapcTBEHHOro npenaparta Ans MeOULMHCKOrO MPUMEHEHUs!, NPOAOIKUTENBHOCTE NeYeHUsl, B TOM
yucne y aeTeit 4o v nocre ogHoro roaa;

M) BO3MOXHble HeXenaTernbHble peakuuMu Mnpu MNPUMEHEHWM JeKapCTBEHHOro npenaparta Aans
MEeOULMHCKOTO NPUMEHEHNS;

H) CUMNTOMbI NEPEAO3NPOBKN, MEPLI MO OKa3aHWI0 MOMOLLM NpY Nepeao3npPoBKE;
0) B3aUMOZeNCTBUE C APYrMMM NieKapCTBEHHbIMY Npenapatamu 1 (Mnu) NuLLeBbIMU NPOAYKTaMMU;
M) hopMbl BbiNycKka fekapCTBEHHOIO Npenapara;

p) ykasaHue (Mpu HeobxoaMMOCTU) OCOBEHHOCTEN AENCTBUS FeKapCTBEHHOro npenapata Ang
MEeANLMHCKOrO NPUMEHEHMWS NPY NEPBOM NPUEME UMW NPU EF0 OTMEHE;

c) onucaHue (Npu HeobxogumocTw) AeWcTBWMA Bpadva (denbwepa) u (Mnv) nauveHta npu
nponycke rnpuemMa OJHOW WU HECKONMbKMX [03 IEeKapCTBEHHOro npenapaTta Ans MeauLMHCKOro
NpUMeHeHWs;

T) BO3MOXHO€ BIIMAHME TJeKapCTBEHHOro npenaparta Agnda MeauuuMHCKOro npuMmeHeHna Ha
CnocoBHOCTb ynpaendaTb TPAHCNOPTHbIMKU CpeacTBaMun, MexaHn3mamu,

y) CPOK TIrogHOCTM W YyKa3aHuWe Ha 3anpet npuMeHeHunAa nekKapCTBeHHOro npenapara Aand
MeaANLMHCKOro npuMeHeHnd no ncte4eHmnmn cpoka roaHoCTu;

&) ycrnoBus xpaHeHus:;

X) yKa3aHne Ha HeobxoaMMOoCTb XpaHeHunAa JneKapCTBeHHOro npenaparta anda MeguumHCKOro
NPUMEHEHNA B MeCTax, HeAOCTYMNHbIX ONA neten;

L) ykasaHue (nNpu HeobxoouMOCTU) crneumnanbHbiX Mep MNPefoCTOPOXHOCTU MPU  YHUUTOXEHUN
HEMCMNOMb30BaHHbIX NeKapCTBEHHbIX NpenapaToB A MEAULMHCKOrO NPUMEHEHHS;

4) yCroBuWsi OTNYCKa;

LIJ) HanmMmeHoBaHNUA W afpeca Npou3BOACTBEHHbIX NMoWaaoK npounsBoauTena JekapCTBeHHOro
npenapara;

ll) HauMeHOBaHVe, afpec opraHusauuu, YMNONHOMOYEHHOW [epaTenieM WNu BragenbueM
PerncTpauUnMoHHOro YOOCTOBEPEHUs NeKapCTBEHHOro npenaparta Ans MeAULMHCKOrO MPUMEHEHUst Ha
NPUHATUE NPETEH3NI OT NOTPedUTENs;

6) MHCTPYKUMIO MO MEAMLMHCKOMY MPUMEHEHMUIO UMW KPATKYID XapakTEPUCTUKY NeKkapCTBEHHOro
npenapara, yTBeEpPXAEeHHbIE B CTPaHe Npou3BoaAUTENS;

7) NPOEKTbl MAaKeToB HepBMHHOVI ynakoBKU ” BTOpVI‘-IHOIZ ynakoBKK NNEKAapCTBEHHOIO npenapara ana
MeaULMHCKOIro NpuMeHeHn4;

8) npoeKkT HopMaTMBHOM [OKYMEHTaAuUM WM HOPMATUBHOIO [AOKYMEHTA Ha JieKapCTBEHHbIN
npenapar g5 MeANLUMHCKOro NpuMeHeHus Nbo ykasaHne COOTBETCTBYIOLLEN (hapMaKoMnenHOM CTaTby;

9) OOKYMEeHT, cofepxaluii MHOPMaLUMio O HanmMuumM unm o6 oTCyTCTBUM (haKTOB perMcrpauum
nekapcTBEHHOro npenapara ana MeauUuHCKOro npuMmeHeHus 3a npeaenamu Poccuiickon ®enepaumu;

10) koMWW [OOKYMEHTOB, 3aBEPEHHbIX B YCTAHOBNEHHOM MNOpsiAke W MNOATBEPXKAAOLWMX aKT
perMcTpaumMmM rekapCcTBEHHOro npenapaTa B WMHOCTPaHHbIX rocydapcTBax B KayecTBe opdhaHHOro
rnekapCTBEHHOro npenapara;

11) nrnaH ynpasneHna puckamun ansa BGronorm4yeckmx NIeKapCTBEHHbIX MNpenapatoB And
MeaNLIMHCKOIro NpuMeHeHu4d;



12) OOKYMEHT O cucrteme cbapmaKOHap,aopa aepxartena wnn Bnapenbla perncTtpaumnoHHOro
yAOOCTOBEPEHNA NeKapCTBEHHOro npenapara;

13) DOKYMEHT, MOATBEPXAAIOLWNIA KAayeCTBO IEKAPCTBEHHOro npenapaTta TPeX NPOMbILIIEHHBbIX
cepuii (NPOTOKON aHanu3a unu ceptudmkaT aHanusa), OgHa Cepusi KOTOPOro AOMKHa coBnagjaTb C
cepveil obpasua rekapcTBEHHOrO npenapata Ansi MeQUUMHCKOrO MPUMEHEHWS, NpeacTaBfieHHOro Ha
rocyAapCTBEHHYIO perncTpaumio.

(4acTb 4 B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5. Pasgen xumuyeckown, gapmaueBTUYeCKon 1 BMONOorMyeckon OOKyMeHTaummn BKMYaeT B cebs
OOKYMEHTbI, coaepxawme wuHpopMaumio o dapmaleBTUYeckon cybcTaHUMM U NeKapCTBEHHOM
npenapaTte Ans MeAWUMHCKOro MNPUMEHEHUs, Mpouecce ero npou3BoAcTBa WM MeTodax KOHTPOnst
KayecTBa, B TOM YUCTIE:

1) KONWIO OOKYMEHTa, coaepXKaLlero cneayoLLyo MHopmaLuo o papmaLieBTMHeCcKon cybcTaHLmm
unu dapmaueBTUYecKnx CybCcTaHUMAX, BXOOAWMX B COCTaB JNEKapCTBEHHOro npenaparta, 3a
UCKnoYeHeM wuHdopmMaumm o dapmMaLeBTUYEeCKUX CYBCTaHUUAX, BKMIOYEHHbIX B FOCY4ApPCTBEHHbIN
peecTp NekapcTBEHHbIX CPeaCcTB B COOTBETCTBUM CO cTaTben 34 HacTosiwero degepanbHOro 3akoHa:

(B pea. PepepanbHoro 3akoHa ot 27.12.2019 N 462-$3)
a) HaumeHoBaHue hapmaueBTUYECKON CyOCTaHLuN, ee CTPYKTypa, obLime CBOMCTBA;
6) HaumeHoBaHWe 1 agpec NPOM3BOANTENS;

B) TEeXHOoJiorma npom3eBoactea C onnMcaHmem cragun npon3soacTtBa U MeTOA0B KOHTPOJIA Ha BCeX
cTaandax npon3BoacTBa,

r) onucaHue paspaboTku npoLiecca NpoM3BOACTBa;

[) onucaHne KOHTPONS KpUTUYECKUX CTaaui NPOU3BOACTBA U MPOMEXYTOYHON MPOAYKLNW;
€) JOKyMeHTarnbHoe NoATBepxXAeHne (Banugauns) npoLeccoB 1 (Mnn) UX OLEHKa;

) CBOWCTBA M CTPYKTypa AENCTBYIOLLUMX BELLECTB;

3) XapaktepucTuka npumecen;

n) cneundukaumsa Ha papmaueBTUYECKyl0 CyGCTaHUMIo U ee 060CHOBaHNE;

K) aHanuTMdeckue MeTOOMKW, UCMONb3yeMble MpPU  OCYLECTBIIEHUN KOHTPOMsS KadecTBa
dhapmaLeBTUYECKON CyOCTaHLmK;

n) OOKyMeHTarnbHoe MOATBEpXAeHWe (Banupauusl) aHanuTUYeckux MeTOAMK, UCMOMb3yeMbiX Mpu
OCYLLIECTBIEHMM KOHTPOS Ka4ecTBa hapMaLeBTUYECKOW CyOCTaHLMW;

M) pe3ynbTaTbl aHanM3a cepuii hapMaLeBTUYECKON cybCcTaHLmK;

H) nepeyvyeHb CTaHOAPTHbIX 06pa3u,03 nnun BeLecTs, NCMNOJIb3YyEeMbIX NPU OCYLLECTBITIEHUN KOHTPONA
Ka4yecTBa,

0) onucaHne XapakTePUCTUK U CBOWCTB YNaKoBOYHbIX MaTepMasoB U YKYNMOPOYHbIX CPEACTB;
n) AaHHble O CTabWNbHOCTK hapMaLEeBTUYECKON CyDbCTaHLmu;
p) CPOK roOHOCTK;

1.1) B OTHOWeEHUN apMaLeBTUYECKUX CYOCTaHUMIA, BXOOSALWMX B COCTaB J1€KAapCTBEHHONO
npenapaTta U BKMOYEHHbIX B FOCY4apCTBEHHbIA peecTp feKkapCTBEHHbIX CPEeACTB B COOTBETCTBUMM CO
cratbenn 34 Hactosawero ®denepanbHOro 3akoHa, - KOMUS [OOKyMEHTa, Codep)Kallero CrieayLlyto
WHopmMaunio:

a) HaumeHoBaHVe hapmaLeBTUYECKON CyOCcTaHLUMK, ee CTPYKTypa, obLLme CBOWCTBA;
6) HaumeHoBaHWe 1 agpec NPOM3BOANTENS;

B) pe3ynbTaTbl aHanu3a cepuit oapmaveBTUYeCKOn cybcTaHuuu;
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) CPOK rogHOCTY;
(n. 1.1 BBegeH depeparnbHbiM 3akoHOM OT 27.12.2019 N 462-93)

2) [OKYMEHT, coAepxaluuii cneayloliMe cBedeHVWs O feKapcTBeHHOM npenapate Ans
MEONLMHCKOTO NPUMEHEHMS:

a) onucaHMe 1 cocTaB NekapCcTBEHHOro npenaparta Ans MeAUUMHCKOro NpYMEHEHUs;

0) onucaHue dapmaueBTMYeECKO pa3paboTkm (o0OocHoBaHME BbIOOpa cocTaBa, NEPBUYHOWN
YyNaKoOBKW U UHOTO);

B) TEXHOMOrMS NPOU3BOACTBA C ONMCAHMEM CTaaui MPOU3BOACTBA M METOOO0B KOHTPOSS Ha BCEX
cTagusix Npon3BoACTBa;

I') onncaHmne KOHTpOoNA KPUTUYECKUX CTa,CI,VIl7I npouecca npou3BoacTea wu npome»(yTquon
npoayKLuK;

1) HanuMeHoBaHWe 1 adpec MecTa OCYLLIECTBIIEHNS NMPOM3BOACTBA NleKapCTBEHHOro npenapara ans
MEAMLMHCKOro MpuMeHeHust (B crnydae Hanuyna HECKOMbKUX Y4aCTHMKOB npoLiecca MpOM3BOACTBa
HeobXxoOMMO yKasaTb KaXKaoro 13 HuX);

e) hapmaueBTUYeCckas COBMECTUMOCTb;

) MUKpOBUonormyeckne xapakrepucTukm;

3) MaTepuanbHbI 6anaHc Ans NPon3BOACTBa CEPUM FOTOBOIO MPOAYKTA;

1) onncaHne xapakTepmucTuK N CBONCTB YMakOBOYHbIX MaTepuanoB 1 YKYNOpOYHbIX CPEACTB;

K) OOKyMeHTanbHoe nogTeepxaeHve (Banngaums) npoueccos Npou3BoacTBa 1 (Mnm) UX OLEHKa;

J'I) TpeGOBaHl/IFI K Ka4dyeCcTBy BcChnomMoratesibHbiX BeLleCTB (CepTMd)VIKaT, CI'IeLI,VI(*)I/IKaLI,VIFI Ha
BCnomMoraTesibHble BeLlleCcTBa N nx 0600HOBaHVIe);

M) aHannutnyeckne MeToauKn, wucnonb3yemble TnMNpu OCYyWeCTBIIEHUM KOHTPONA KadvecTBa
BCnomMoraTesibHbIX BEeLEeCTB;

H) OOKyMeHTallbHOe noareepXaeHune (BaJ'IVIﬂ,aLI,VIFI) aHannTN4eCknx MeToduK, UCNosib3yeMbiX Mpu
OCYyLLECTBJIEHUN KOHTPOJIA Ka4yeCTBa BCNOMOraTesibHblX BELWECTB,

0) uHdopmaums o6 UCNonb3oBaHWM BCMOMOraTeflbHbIX BELLECTB YErIOBEYECKOr0 U >KUBOTHOMO
NPOUCXOXOEHUS;

I'I) VIHCbOpMaLI,VIﬂ 00 1MCNoNb30BaHMN HOBLIX BCMOMOraTeNbHbIX BELLECTB;

p) TpeboBaHMs K Ka4yecTBy JieKapCTBEHHOro npenapata ANnd MegUUMHCKOTO MpUMEHeHMus
(ceptucpukart, cneundukaLmsa Ha NekapcTBEHHbIN NpenapaT n Ux 060CHOBaHME);

C) aHanmMTn4yeckme MeToaukKn, ucnosibdyemMmble Tnpu OCyLeCTBIIEHUN KOHTPOJA KadecCTBa
JNIeKapCTBEHHOIO npenaparta ana MmeanumnHCKOro npuMeHeHuAa;,

T) AOKYMeHTanbHOe MoATBepXaeHue (Banvpauusi) aHanuMTUY4ecKUX MeTOOMK, MCMOoNb3yemblX Mpu
OCYLLECTBMNEHUN KOHTPOSS Ka4yecTBa ekapCTBEHHOMO npenapara Ans MeaUUMHCKOro NPUMEHEHUS;

y) pe3ynbTaTbl aHan13oB Cepuii NeKapCTBEHHOrO Npenapara A5s MeAULMHCKOrO NPUMEHEHNS;
&) XapakTepucTuka npumMecen;

X) nepeyvyeHb CTaHOapPTHbIX 06pa3u,os, MCMNoJib3yeMbiX Mpn OCYLUEeCTBIIEHNN KOHTPOSA KadecTBa
NeKapCTBEHHOrO npenaparta ana MeanumnHCKOro npuMeHeHuns,;

L) A4aHHble O CTabMNbHOCTM NEKAPCTBEHHOIO NpenapaTta s MeguUMHCKOro NPUMEHEHNS.
(vacTb 5 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. Pasgen (bapmaKonormquKon, TOKCUKONOrN4eCcKom OOKYyMeHTauun BKIKO4YaeT B cebs oTyeThbl O
pe3ynbTatax OOKIMUHUYECKUX nccnegoBaHum NIeKapCTBeHHOro cpeactea And MeaunuunHCKoro
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NPUMEHEHNS, B TOM YUCIIE:
1) oTyeT 0 hapmakogMHaAMMUYECKNX UCCEAO0BaHUSX;
2) oTyeT 0 (hapMaKOKNMHETUYECKNX UCCNeaOoBaHUSX;

3) OTYET O TOKCMKONOMMYECKNX NCCefOBaHUSIX.
(vacTb 6 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7. Pasgen knuHuyeckomn OOKyMeHTauun BKIHO4aeT B cebs otyeTbl O pe3ynbTaTtax KIMMHUYEeCKNX
nccnegoBaHui JIEKapCTBEHHOro npenaparta Aand MegunumnHCKOro npuMmeHeHnd, B TOM Yncre:

1) otyeTnl 06 wuccnegoBaHMAX OMOOOCTYMHOCTM M BGUOSKBMBANEHTHOCTW, WCCNEAOBaHUSAX,
yCTaHaBMMBAOLLMX KOPPENALUIO pe3ynbTaToB, MOMYyYEHHbIX B YCMOBUAX in Vitro u in vivo;

2) oT4eTbl 0 PapPMaKOKUHETUYECKNX UCCIea0BaHUSIX;
3) oTyeThl 0 chapmakoANHAMUYECKUX UCCIefOBaHUSAX;
4) OTYETbI O KNMMHUYECKUX UCCreaoBaHmsax acpdekTMBHOCTU U 6e3onacHoOCTy;

5) oT4eT 0 NOCTPErncTpPauUMOHHOM ONbITE MPUMEHEHMWS (NPY Hann4uu).
(vacTb 7 BBegeHa deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

8. TpeboBaHus kK 06beMy MHOPMaLMK, NPeaoCTaBNseMO B COCTaBE PermcTpaLmoHHOro ochke,
ANsi OTAENbHbIX BUAOB NEKapCTBEHHbIX NpenapaToB Ans MeAULMHCKOro NPUMEHEHUS YCTaHaBNMBaloTCA
YNONHOMOYEHHbIM beaeparbHbIM OPraHOM UCTOMNHMUTENBHOW BNACTW.
(vacTb 8 BBeaeHa ®eaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

9. B OTHOLWEHNV NeKapCTBEHHbIX MpenapaToB, pa3peLleHHbIX AN MeAMUMHCKOrO NpUMEHeHUs B
Poccuiickon ®epepaummn 6onee gsaguaty neT U B OTHOLUEHUW KOTOPbIX HEBO3MOXHO MNpoBedeHue
nccneaoBaHuii x GUO3KBUMBANEHTHOCTU (3@ UCKIMOYEHNEM BUOMNOrMYeckUX NneKkapcTBEHHbIX NpenapaTos),
[AOMyCcKaeTCs BKIOYEHWe B COCTaB pasgena gapmakoriormyeckon, TOKCUKONOrMYeCcKOn AOKYyMeHTaumMmu u
pasgena KIVHUYeCKOW AOKyMeHTauuum BMEeCTO oTyeTa paspaboTumka O pesynbTaTax COOCTBEHHbIX
AOKIMMHNYECKUX MCCNeoBaHWN NeKapCTBEHHbIX CPeACTB U KIMHUYECKUX MCCNefoBaHWN NeKkapCTBEHHbIX
npenapaToB ANA MeAMUMHCKOro MpUMeHeHusi ob3opa HayyHbIX paboT O pesynbTaTax AOKIMHUYECKUX
NCCNeaoBaHUA NEeKapCTBEHHbIX CPeACTB W KNMHUYECKMX WCCNedoBaHWA [AaHHbIX JleKapCTBEHHbIX
npenapaTos, B TOM YWCIe BKMYas OnbIT UX MOCTPErMCTPaLMOHHOIO NMPUMEHEHNS.

(yactb 9 BBeaeHa dPenepanbHbIM 3akoHOM OT 22.12.2014 N 429-03; B pea. ®enepanbHOro 3akoHa oT
27.12.2019 N 475-93)

10. Mpu rocyaapCTBEHHOW peructpauuyM BOCMPOU3BEAEHHbIX NEKAPCTBEHHBLIX MpenapaToB Ans
MELMLUMHCKOrO MNPUMEHEHUsI [OMYyCKaeTCs BKIIOYEHWe B COCTaB pasfgena apMakonornyeckon,
TOKCUKONOTMYECKOW [OKYMEHTauMuM W pasgena  KIMHWYECKOW [OOKYMeHTauuM BMECTO OT4eTa
paspaboTunka O pesynbTaTax COBCTBEHHbLIX AOKMMHUYECKUX WCCNeAO0BaHW NeKapCTBEHHbIX CPeacTs
0630pa HayyHbIX paboT 0 pe3ynbTaTax AOKIMHUYECKUX UCCIeOBaHUA pedepeHTHOro NekapCcTBEHHOIO
npenaparta v npeacTaBreHne BMECTO KIMMHUYECKUX UCCREedOBaHMIA B MONIHOM 0Gbeme, YCTaHOBNEHHOM
pas3fenoM KMHUYECKOW OOKyMeHTauuu, oTdyeTa O pesynbTaTax UccrnefoBaHWi GMO3KBMBANEHTHOCTU
BOCMPOM3BEAEHHOIO NEKapCTBEHHOIO npenapata Ans MeAWUMHCKOro npuMeHeHus. He TpebGyetcs
npeacTaBrieHMe oT4YeTa O pesynbTaTtax MUccrefoBaHU BGUOIKBMBANIEHTHOCTW BOCMPOU3BEAEHHOIO
nekapcTBEHHOro npenapaTta Afsi MeAULIMHCKOTO NMPUMEHEHUS!, €CITU PETUCTPUPYIOTCS BOCTIPOU3BEAEHHbIE
nekapcTBeHHble NpenapaTbl AN MEAVLMHCKOTO MPUMEHEHUS], KOTOpbIE:

1) npegHasHayeHbl Ans NapeHTepanbHoro (MOAKOXHOrO, BHYTPUMBILLIEYHOrO, BHYTPUBEHHOIO,
BHYTPUINA3HOTO,  BHYTPUMONIOCTHOrO,  BHYTPWUCYCTAaBHOMO,  BHYTPMKOPOHAapHOrO)  BBEAEHUS U
npeacTaensiioT coboii BoAHbIE pacTBOpSI;

2) npeacTaBnsoT coboi pacTBOpbI A4S NepoparibHOro NPUMeHeHNs;

3) npounsBeaeHbl B hopMe MOPOLLKOB UMK NMOUIM3aTOB AN MPUrOTOBEHUSI PaCTBOPOB;

4) aBna0TCA rasamu;

5) ABINAKTCA YWHbIMU UNX TMa3HbIMU NeKapCTBEHHbIMU NnpenapartamMu, npon3seeHHbIMUN B cbopme
BOOHbLIX PacTBOPOB;
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6) npegHa3Ha4yeHbl And MeCTHOro npMMeHeHna n NnpuroToBrieHbl B (bopme BOOHbLIX PACTBOpPOB;

7) NpeAcTaBnstoT cobo BoAHbIE pacTBOPbL! ANs UCMOMb30BaHWSA B hOPMe UHransiuuiA ¢ NOMOLLIbIO
Hebynansepa unu B kKa4eCTBe HasasbHbIX CNPEEB, MPUMEHSAEMbIX C MOMOLLIbIO CXOAHbLIX YCTPOUCTB.
(4yacTtb 10 BBegeHa deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

11. Ons cnyyaeB, yKasaHHbIX B nyHktax 1 - 3, 5 - 7 vactm 10 Hacvoswen cratbw,
BOCMPOU3BEAEHHbIV MNEKapCTBEHHbIN npenapaT Ans MeOULMHCKOrO MPUMEHEHUS OOMKeH coaepXaTtb
Takve e BCcroMoraTerbHble BeLecTBa B TAaKUX e KOMMYecTBax, Kak U pedepeHTHbIN NeKkapCTBEHHbIN
npenapaT. Ecnn coctaBbl BcnomoraTernbHbIX BELWECTB pasnuyaloTcs, 3asBUTENb AOIDKEH NPeacTaBuTb
AokasaTenbCTBa TOro, YTO UCMOfMb3yeMble B AaHHbIX KOHLEHTpauusax BCrnomoraTenbHble BelecTBa He
BMMAOT Ha GesonacHocTb M (Mnn) 3pdeKTMBHOCTL NEKapCTBEHHOro npenapata Ans MeAVLMHCKOro
npumeHeHus. B cnyyae, ecnu 3asBuTenb He MOXET NPeACTaBUTb Takne gokasaTtenbcrBa U (Mnu) He
uMeeT JoCTyna K COOTBETCTBYIOLUMM AaHHbIM, OH JOIPKEH NPOBECTU COOTBETCTBYHOLLME UCCIeA0BaHMA
ANa foKa3aTenbCTBa OTCYTCTBUA BMAHMSA pPasHblX BCMOMOraTefbHbIX BELECTB MMM BCMOMOraTerbHbIX
YCTPOWCTB Ha 6e3onacHocTb M (unu) adpdPeKTMBHOCTb NeKapCTBEHHOro npenapaTa ANs MeAULMHCKOro
NPUMEHEHWS B COOTBETCTBUM C akTaMu, COCTaBnaoLWmUMy NpaBo EBpas3mMnckoro 9KOHOMMYECKOTro Coto3a.
(yactb 11 BBegeHa PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93; B pen. enepanbHOro 3akoHa ot
22.12.2020 N 444-93)

12. Mpun rocyaapCTBEHHON pernctpaumn KombuHaumin paHee 3aperncTpupoBaHHbIX NIeKapCTBEHHbIX
npenaparoB ANs MeOWUMHCKOTO MpUMEHEHWs [OOMycKaeTcs BKMOYeHWe B COCTaB pasgerna
hapmMakonormyeckon, TOKCUMKOMOrMYEeCKON [AOKyMeHTauum W pasfgena KIMHWYEeCKON [AOoKyMeHTauun
BMECTO oOT4yeTa paspaboTumka O pesynbTatax CoOOCTBEHHbIX [OKIMHWYECKUX WCCrefoBaHun
neKkapCcTBeHHbIX CpeAcTB 00630pa HayvHbix paboT O pesynbTaTax AOKIMHUYECKUX WUCCNeaoBaHWUn
pedepeHTHbIX MeKapCTBEHHbIX MpenapaToB, BXOAAWMX B COCTaB KOMOWMHaLUMM NeKapCTBEHHbIX
npenapaTos, 1 06 OTCYTCTBUM MX B3aMMOLEWNCTBUSA B OOHON NEeKapCTBEHHOW hopMme.

(vacTb 12 BBegeHa PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-$3)

13. Ha akcnepTusy pasnuuHbiX fleKapCTBEHHbIX (OPM OAHOrO M TOrO e JeKapCTBEHHOro
npenapara AN MeOWUMHCKOTO NPYMEeHeHus 3asBuTeNb npeacTaBnser oTAefbHble 3asBeHus |
perucTpaunoHHble AOCbe Ha Kaxaylo NnekapcTBeHHy dopMy. [Npy ycnoBuyv 0gHOBPEMEHHON Nodayun Ha
9KCMepTM3y OAHOW NeKapCTBEHHOW (OpMbl C pPasnWMYHbIMKM OO3MPOBKOW, KOHLUEHTpauuen, obbemMom
3asBuTENb MNpeacTaBnseT OAHO 3asBMeHWe W pPerncTpauMoHHOe [O0Cbe C MPUIIOXKEeHWeM MaKkeToB
YNaKOBOK Ha KaXKAYyl A03UPOBKY, KaXXAYH KOHLEHTpauMio, Kaxablin obbem 1 Kaxgoe KonmyecTso 03 B
ynakoBKe.

(vacTb 13 BBegeHa deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-$3)

14. Tlpn rocygapCTBEHHOW peructpaumMmM opdaHHOro FeKapCTBEHHOrO MpenapaTta 3asBUTENb
npeacTaBnseT MHpopmauuo, Heobxoaumyto Anst GopMUPOBaHMSA pasaena KIMHUYECKON AOKYMEeHTaumu,
B 06beMe, YyCTaHOBMEHHOM YMONTHOMOYEHHbLIM hefiepanbHbIM OpraHoOM UCMOMHUTENBHOW BRACTM.

(vyacTb 14 BBegeHa degepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

15. lMpu perncrtpauum GUOMOrMYECKOro reKkapCTBEHHOro npenapaTa, MOoMy4eHHOro U3 KpoBW,
nnasMbl KpoOBM YerioBeka, B COCTaBe PEerncrpauMoHHOro AOCbe Ha NeKapCTBeHHbIN npenapat Ans
MeOULMHCKOrO NPUMEHEHUS AOMKHbI ObITb NpeAcTaBreHbl AONONHUTENBHO:

1) B pasgene [OKYMEHTaAUUW aOMUHUCTPATUBHOIO XapakTepa [OOKYMEHT, codepxaluui
WHpopmaumo 0 cybbekTax obpalleHus JOHOPCKOW KPOBM U (UNiM) ee KOMMOHEHTOB, O TOM, rae Obina
OCyLLleCTBNeHa pAoHauusi (KpoBM M (MnM) nnasmMbl KPOBW), a Tawkke pAdaHHble 00 WHEEKUMOHHBIX
3aboneBaHnsix, MNepedarwLmxca napeHTepanbHbIM MNyTeEM, MWHGopMaumusa o cybbekTax obpalleHust
OOHOPCKOM KpoBM M (MNM) €e KOMMOHEHTOB, B OTHOLUEHWN KOTOPbIX OCYLLECTBSETCA KOHTPOSb
OOHOPCKOM KPOBM U (MNN) €€ KOMMOHEHTOB;

2) B pasgerne XumMu4eckon, dpapmaLeBTUIECKON N BMONOrMYeckon JOKYMEHTaUMK:

a) KpuTepum n cnocobbl oTbopa, TPAHCMOPTMPOBAHNSA U XPaHEHUs OOHOPCKOW KPOBMU U (Mnn) ee
KOMMOHEHTOB;

6) pe3synbTaTbl UCCNeAoBaHWA OTOBPaHHbLIX JOHOPCKOW KPOBU M (UMW) NnasMbl KPOBM U NYNoB Ha
Hanuuve BO3GyOWTENEN WHMEKUMI, BKMoYas WHGOpMaUuilo 06 WCMoNb3oBaHHbIX — MeToauKax
nccnenoBaHWi UM B CNydyae UccrnedoBaHWA MYMoB MNasmbl KPOBM pe3ynbTaTbl AOKYMEHTamnbHOro
noaTBepxaeHus (Banuaaunm) UCnorb3oBaHHbIX METOAVK;
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B) TEXHUYECKME XapaKTEPUCTUKM YNaKoBKM AN oTbopa AOHOPCKOW KPOBU U (Mnn) nna3mMbl KPOBM,
BKMoYasa nHopmaL Mo 06 MCMNOMb30BaHHbIX PAacTBOPax aHTUKOAarynsiHTOB.
(vyacTtb 15 BBegeHa degepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

16. KnvMHu4eckne uccnegoBaHus NEKapCTBEHHOrO npenapara afis MeguuMHCKOro NPUMEHEeHUs B
Luenax ero rocygapCTBEHHOM peructpauum nposogaTca B Poccuiickon depgepaumm B Nopsiake,
yCTaHOBMNeHHOM cTaTtbsiMu 38 - 44 Hactosiwero ®PepepanbHoro 3akoHa. OT4YeT O NpoBedEeHHbIX
nccnegoBaHMsaX BKIHOYMAETCS B COCTaB pasfgeria KMMHUYECKOW AOKYMEHTauUn perncTpaumoHHOro Aocbe
Ha nekapCTBEeHHbI npenapart Ans MeAMUMHCKOro npuMeHeHus. [1ns nekapcTBEHHbIX MnpenapaToB Ans
MEOULMHCKOTO TMPUMEHEHWSI, B OTHOLUEHWM KOTOPbIX B pe3ynbTaTe 3KCnepTusbl [JOKYMEHTOB,
npeacTaBneHHbIX Ons onpeaeneHnMst BO3MOXHOCTM paccMaTtpuBaTbh NEKapCTBEHHbIM npenapaT Ans
MEONLMHCKOrO NPUMEHEHNsI B KadecTBe OopdaHHOro nekapCcTBEHHOro npenapara, Takasi BO3MOXHOCTb
npuaHaHa M B OTHOLUEHUN KOTOPbIX MPOBEAEHbl KIWUHUYECKME WCCNeAOBaHNs, BbINONIHEHHbIE 3a
npegenamn Poccuiickon depgepaumm B COOTBETCTBUM C MpaBunamMu Haanexauwen nabopaTopHon
NPaKkTUKM 1 MpaBunamMym Hagnexailen KIMHUYECKOW NpaKTUKKW, AOMyCcKaeTcsl BKIOYEHME B COCTaB
pasgena KIMHUYECKOM AOKYMEHTauum BMECTO OT4eTa O pesyfbTaTax KIMHUYECKUX UccnegoBaHuin
NeKapcTBEHHOro npenapaTa ans MeguuuHCKOro NnpuMmeHeHust, NnpoBefeHHbIX B Poccuiickon ®epepauun,
oTyeTa O pesynbTaTax KIMHUYECKUX MWCCregoBaHWA, BbINOSIHEHHbLIX 3a npegenamu Poccuiickon
denepaumn.

(4acTb 16 BBegeHa deaepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-$3)

17. B cnyyae HenpeacTaBneHus ¢ 3asBneHMem O rocy4apCTBEHHOWN perncTpauny nekapcTBeHHOro
npenapaTta Anst MeEAUUMHCKOrO NMPUMEHEHMS AOKYMEHTOB, MOATBEPXAAKLWMX ynnaTy rocygapCTBEeHHON
MOWMNHBI U YyKasaHHblX B nyHkTe 10 yvactTm 2 HacToswen cTaTbW, a Takke BbldaBaeMblX
(MpepocTaBnAeMbIX)  YNONHOMOYEHHbIMW  d)edepanbHbIMU  OpraHamMu  UCMOSNTHUTENbHOW — BRAcTu
OOKYMEHTOB (CBefeHWI), yKa3aHHbIX B MyHKTax 3 U 4 yacTn 4 HacTosAwen cTaTbW, YNOSHOMOYEHHbIN
denepanbHbIi OpraH UCMOMHUTENbHOW BNAcTW 3anpalliuBaeT yKas3aHHble [OKYMEHTbl (CBeAeHusl) B
nopsigke MexBeAoMCTBEHHOIO MHEPOPMaLMOHHOIO B3anMOAENCTBUS.

(vacTb 17 B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 478-$3)

18. He ponyckaeTcs wcnonb3oBaHME B KOMMEPYECKUX LUensx uHdopMauun o pesynbTartax
OOKITMHUYECKMX UCCNENOBaHUN NEKApPCTBEHHBIX CPEACTB U KMMHUYECKUX UCCNEAOBaHNIA NTEKapCTBEHHbIX
npenapaToB AN MEAWLMHCKOrO MpUMEHEHUs, NpeaCcTaBlEHHON 3asBMTENeM Ans rocyaapCTBEHHON
peructpaummM nekapcTBeHHOro npenapaTa, 6e3 ero cornacusi B TeyeHWe LecTn neT C Jarhbl
rocyaapCTBEHHOW perncrpaumm pedepeHTHOro nekapcTBeHHoro npenapata B Poccuickon degepaumu.
(vyacTb 18 BBegeHa dPegepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

19. fepxatenb unu Bnagenew, perncTpaumMoHHOro yaoCTOBEPEHNsT NeKapCTBEHHOrO npenapara Ha
BroTexHonornyecknin unm opaHHbIN IeKapcTBEHHbIV Npenapat 06s3aH NpeaoCcTaBNATb Ha BO3ME34HON
ocHoBe o06pa3ubl pedepeHTHOro MekapCTBEHHOrO npenapata 3asBuTtensM Ans  NpoBeAeHUs
KNMUHWYeckux uccregoBaHuin. CToMMOCTb o06Opasua pedepeHTHOro fekapCcTBEHHOro npenapara,
BKIIIOYEHHOrO0 B MepeyveHb >XU3HEHHO HeOOXOAMMBIX M BaXXHEWLMX feKapCTBEHHbIX npenapaTos, He
AOMKHa MpeBblWaTh  3aperncTpupoBaHHY0  MpefenbHYl0  OTMYCKHYIO LUeHy Ha pedepeHTHbI
nekapCTBEHHbIN Npenapar Unu LeHy Ha NekapCTBEHHbLIV Npenapart B CTpaHe Npon3BoauTens.

(vyacTtb 19 BBegeHa degepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

20. 3asBneHne o rocygapCTBEHHON perncTpaumm BoCnpou3BegeHHOro iekapCcTBEHHOro npenapara
ONA  MEeOULMHCKOrO MPUMEHEHUA MoXeT ObiTb MOoAaHO B YMNOMHOMOYEHHbIN dbefepanbHbii  opraH
WCMOMHMTENBHOW  BRAcTW, OCYLIECTBISIOWMUA  roCygapCTBEHHYID  PErMCTpauuio  NeKapCTBEHHbIX
npenapaToB, MO WUCTEYEHWM uYeTbipex NeT C AaTbl FOCYLapCTBEHHOW peructpaumm pedepeHTHOro
nekapcTBeHHoro npenapata B Poccunckon degepaumn.
(vyacTb 20 BBegeHa deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

21. 3asBneHne 0 rocygapCTBEHHOM  peructpaumm  GuoaHanoroBoro  (6buonogo6Horo)
nekapcTBeHHoro npenapata (buoaHanora) MoXeT ObITb MO4AHO B YMOSIHOMOYEHHbIV dheaepanbHbIn
OopraH WCMOSHUTENbHOW BIACTW, OCYLLECTBIISIOWNA FOCYAAaPCTBEHHYK PErncTpauuto nekapcTBEHHbIX
npenapaToB, MO WUCTEYEHMM Tpex JNeT C pfgaTbl rOCy4apCTBEHHOM perncTpaumm pedyepeHTHOro
nekapcTBeHHoro npenapata B Poccunckon degepaumn.

(vyacTb 21 BBegeHa deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

22. [epxaTenb unv Bragenewl, perMcTpauuoHHOro yAOCTOBEPEeHUs feKkapCTBEHHOro npenapara
npeacraBnsaeT B YNOAHOMOYEHHbIN hefepanbHbIi OpraH UCNOSTHUTENBHOW BNacTu, OCYLLEeCTBNAOLNIA
dYHKUUKM NO KOHTPOSO N Haa3opy B cdhepe 30paBOOXpaHeHUs, OTYET Mo pesynbtatam papMakoHaasopa
OAMH pa3 B LWWEeCTb MecsueB B TeYeHne ABYX JieT nocrne rocygapCTtBeHHON perucrTpaumm nekapCTtBeHHOro
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npenapata B Poccuinckon defepaunm, exxerogHo B TEHEHUe nocrenyrowmx Tpex fneT n B ganbHenwem
OAMH pa3 B NATb NeT.
(vacTb 22 BBegeHa PeaepanbHbIM 3akoHOM OT 22.12.2014 N 429-$3)

Ctatba 19. TlpuHATME pelleHUMss O BblAaye IKCMNEPTHOMY YUYpPeXAEHUK 3aAaHuA Ha
npoBeAeHMe 3KCNepTU3bl NIeKapCTBEHHOro cpeacTBa
(B peq. ®PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B TeyeHve gecsatn pabounx gHen co OHS NPUHATUS 3asBEeHUsI O TOCyAapCTBEHHOW perucTpauum
NeKapcTBEHHOro  Mpenapata  COOTBETCTBYIOLUMIA  YMOSIHOMOYEHHbIM  dhedeparnbHblii  opraH
WCMONMHUTENBbHOW BracTy NMPOBOAMT NPOBEPKY MOJSIHOTbI, JOCTOBEPHOCTM U MPaBUbHOCTU OGOPMITEHUS
npeacTaBneHHbIX OOKYMEHTOB PEerMcTpaLMoOHHOIO O0Cbe Ha NleKapCTBeHHbIM npenapaT U npuHUMaeT
pelleHne O Bblaade 3a4aHna Ha NpoBedeHUe:

1) SKCMNEepPTNU3bl OOKYMEHTOB, NMpeACTaBJiIeHHbIX 014 onpegerieHnd BO3MOXHOCTU pacCcMaTpuBaTb
ﬂeKapCTBeHHbIVI npenapatr gna MeaguumHCKOro npuMmeHeHuda npu oCyleCTBIIeHUN rocyp,apCTBeHHoM
pernctpaunm B Ka4ecrtee opcbaHHoro JIEKapCTBEHHOIO npenapara,

2) a3KCcnepTusbl JEeKapCTBEHHONO CPeACTBA B 4acTW 3KCNEPTU3bl KayecTBa IEKApCTBEHHOro
cpeacTBa W 9KCMEPTWU3bl OTHOLUEHUS] OXMOAEMOW MOMb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUs
neKkapcTBEHHOro npenapara Ans MeAMLMHCKOro NPUMEHEHUS;

3) aKkcnepTW3bl NEKapCTBEHHOTO CpeacTBa B 4acTW SKCMepTU3bl KayecTBa IEKapCTBEHHOMO
CcpeactBa U 3KCMEPTM3bl OTHOLUEHUS] OXMAAEMOW MOfib3bl K BO3MOXHOMY PUCKY MPUMEHEHWS
nNeKkapcTBEHHOrO npenapaTta [Ans MeAMUMHCKOTO MPUMEHEHUs B MOPSIAKE YCKOPEHHOW nNpoLleayphbl
3KCNepTUsbl NEeKapCTBEHHbIX CPEACTB B COOTBETCTBMM CO cTaTbel 26 Hactoswero denepanbHoro
3aKOHa;

4) 9KCMNEepPTnU3bl JeKapCTBeHHOro cpeancrtea B OTHOWEHUW JeKapCTBEHHOro npenapata Aand
BETEPMHAPHOIo NpMMeHeHnA.

2. YNOMHOMOYEHHbIN heaepanbHbli OpraH UCNONMHUTENbHOW BNacTh yBeAOMISET B 3MNEKTPOHHOW
dopme unm Ha BymaxHOM HocuTene 3asdABUTEenst U JKCNEPTHOE yuypexgeHne O MPUHSATOM peLleHun O
Bblavye 3aJaHuM Ha MNpoBedeHMe 3KCMepTus, NMPedyCMOTPEHHbIX YacTblo 1 HacToswewn ctaTbu, U B
cnyyae Heob6xoAMMOCTH O Bbidaye paspelleHns Ha BBo3 B Poccuickyio degepaunto KOHKPeTHON napTuu,
cepun 3aperucTpupoBaHHbIX U (MK) He3aperncTpMpoBaHHbIX NIeKapCTBEHHbIX CpeacTB unm ob oTkase B
npoBeAeHUN NPegyCMOTPEHHbIX 9KCMEPTU3 C yKa3aHMeM NPUYMH Takoro OTKasa.

3. B cnyyae BbISIBIIEHUS OTCYTCTBMSI MU HEOOCTOBEPHOCTM MHAOPMaLMK, coAaepXkallencs B
NPeACTaBnNeHHbIX 3asiBUTENEM OOKYMEHTax, YNOfIHOMOYEHHbIW dheaepanbHblil OpraH UCMONHUTENbHOM
BNacTU HarnpaensieT 3asBWUTEN0 3anpoc 06 YTOYHEHMM STOM WHGopmauun (ganee - 3anpoc
YNONHOMOYEHHOTO dheepanbHOro opraHa WCMONHUTENBHOM BracTu), KOTOpbIM MOXeT OblTb nepedaH
YNOJTHOMOYEHHOMY NnpeacTaBUTENO 3adaBUTENA JTIMYHO NOA4 pacnUucKy, HanpaelfieH No no4yte 3aka3HbIM
NMMCbLMOM WU NepefaH B 3NeKTPOHHOW hopme Mo TeneKoOMMYHUKaUMOHHLIM KaHarnam cesasu. B criyvae
HanpasreHus 3anpoca YNoNHOMOYEHHOro defeparnbHOro opraHa MWCMOMHUTENbHOW BnacTu Mo noyrte
3aKa3HblIM MUCbMOM OH CHYUTaAEeTCA MNOJlydeHHbIM MO WUCTedYeHun LWecTun ,EI,HeI7I C OaTbl HanpaBlieHuA
3aKa3Horo nucbma.

4. 3asButenb 0b6s3aH nNpeacTtaBuTb OTBET Ha 3anpoc YMOMHOMOYEHHOro defeparnbHOro opraHa
WCMONHUTENBHON BNacTu B CpPOK, He I'IpeBbILIJaI-OLLLI/IVI AeBAHOCTa pa60qv|x ,qu|7| CO OHA ero nony4vyeHud.
Cpok, ykasaHHbIN B YacTn 1 HacTosAWwen ctaTbl, NPUOCTaHABNMBAETCSA CO OHA HaMpaBreHus 3asBUTENIO
3anpoca YnonHOMOYEHHOro dedeparnibHOro opraHa MWCMOMHUTENbHON BNAcTW A0 OHSA MONyYEeHUs UM
COOTBETCTBYIOLLErO OTBETA.

5. OcHoBaHVeM Ona oTKasa B OpraHu3auuy aKCnepTus, NpedyCMOTPEHHbIX YacTbio 1 HacTosen
cTatbW, ABNSETCA NpeAcTaBrneHWe HeoGXoAMMbIX AN NpoBedeHMs NpedyCMOTPEHHbIX 9KCnepTu3
[IOKYMEHTOB B HEMNOJIHOM 0GbeMme Uy HenpeacTaBeHne 3asBuTenemM B YCTaHOBIEHHbIN CPOK OTBETa Ha
3anpoc YnosIHOMOYEHHOro (hedepansHOro opraHa WCMOMHWUTENbHOWM BracTu, a Takke npeacTaBfieHve
[IOKYMEHTOB, He CoAepXXaLluxX ncYepnbiBaloLLero nepevHs Heo6xoanMbIX CBeAEHWIA.

6. MNpu oTkase B opraHM3aLMM IKCNEepPTU3bl, NPEeSYCMOTPEHHON MYHKTOM 4 yacTu 1 HacToswen
cTaTbM, OOKYMEHTbI, BXOASLWME B COCTaB PErMCTPauLMOHHOrO OOCbe Ha NeKapCTBEHHbLIM MpenapaT Ans
BETEPVHAPHOIO NPUMEHEHUS!, MOTYyT ObiTb BO3BpAaLLEHbl 3asBMTEN0 HA OCHOBAHUMU €ro NMUCbMEHHOIO
3anpoca, HanpaBneHHOro B YNOMHOMOYEHHBIN doeeparnbHbIi OpraH UCMOSTHUTENBHOWM BNacTu B TEYEHME
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TpuauaTtm paboumx gHen co AHS NPUHATUSA YNONMHOMOYEHHbIM dhefeparnbHbiM OpraHoOM UCMOMHUTENbHOWN
BacTu pelleHnst o6 oTkase B OpraHM3aunmn Takom aKCnepTuabl. YNONTHOMOYEHHbLIM doeaepanbHbli opraH
WCNOMHUTENBHOM BNAacTU BO3BpaLLaeT 3asdABMTENIO yKas3aHHble OOKYMEHTbl B TeuyeHue fecatn paboumx
OHeN Co OHS NoryYyeHnsa COOTBETCTBYIOLLEro 3anpoca 3asaBuTens.

(vyacTb 6 BBegeHa denepanbHbiM 3akoHoM oT 02.08.2019 N 297-03)

Cratbsa 20. JkcnepTvM3a OOKYMEHTOB, NMpeAcTaBfieHHbIX ONSl onpefeneHus BO3MOXHOCTMU
paccmaTpuBaTh JieKapCTBEHHbIN npenapar ans MeguUUHCKOro NpUMeHeHUst Npyu ocyLlecTBeHUn
rocynapCcTBeHHOM perucTpauum B KayecTBe oppaHHOro fieKapcTBEHHOro npenapara

(B peq. ®PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. OKkcnepTnsa OOKYMEHTOB, MPEeACTaBeHHbIX ANS onpeaeneHvus BO3MOXHOCTM paccMaTpuBaTh
nekapcTBeHHbIM npenapat Ang MeauuMHCKOrO MPUMEHEHMSI MPWU OCYLLECTBNEHUN roCydapCTBEHHON
perncTpaumm B Kayectse opdaHHOro rnekapcTBEHHOro npenaparta, COCTaBNeHne KOMUCCUMEN IKCNEepPTOB
3aKNIOYEHMST O BO3MOXHOCTM WNN HEBO3MOXHOCTW paccMmaTpvBaTb NeKapCTBEHHbI npenapat Ans
MEANLIMHCKOro NPUMEHEHMsI NPU OCYLLLECTBIIEHUN rOCYyAapCTBEHHOW perncrTpaumm B kayectse opgaHHOro
nekapcTBEHHOro npenapaTta M HanpaBfeHue OAaHHOro 3akmnioveHust B YNONTHOMOYEHHbLIN heaepanbHbIn
OpraH UCMOMHUTENBHOW BMAacTu OCYLLECTBIIAOTCS B CPOK, HE MPEeBbILLALWMIA TpyauaTn pabodmx gHemn co
OHA  MONyYEeHMsT 3KCMEPTHbIM yYpeXaeHuem 3afaHus  YNofiHOMOYEHHOro dedepanbHoOro opraHa
UCMOMHWTENBHOW BNacTu M B 3NEKTPOHHOW opMe WM Ha OyMaXKHbIX HOCUTENsiX HeoOXO4UMbIX
OOKYMEHTOB, YyKasaHHbiXx B nyHktax 1, 2, 5, 6, 10 yactm 4 n B yactm 7 crtatbm 18 HacTosiwero
dPepepanbHOro 3akoHa.

2. [lokymeHTbl, copepXalimecsd B PerucTpauMoHHOM [OCbe Ha fekapCTBEHHbI npenapaT u
NOCTYNMBLUNE Ha BYMaXKHbIX HOCUTENSAX B 3KCMEPTHOE yuypexaeHne AN OCyLWeCTBEHNS UX IKCnepTusbl
ANns  onpegerneHMs BO3MOXHOCTM paccMaTpuBaTb JleKapCTBEHHbIM npenapaT ANns  MeauuUMHCKOro
nNpUMEHeHWss B KavecTBe OpdaHHOrO fleKkapCTBEHHOro npenapata, noanexar BO3BpaTy B
YNOSIHOMOYEHHbIN dedeparnbHbIl OpraH WCMOSMIHUTENbHOW BRacTM OAHOBPEMEHHO C 3aKMYeHUsMU
COOTBETCTBYHOLLMX IKCNEPTH3.

Crtatba 21. PeweHue 0 BO3MOXHOCTU paccMaTpuBaTb JleKapCTBeHHbIW Mnpenapar npu
OCYyLLUeCTBNEHUM TOCyAapCTBEHHOM perucTpauMm B KaydecTBe OpdaHHOro JieKapCTBEHHOro
npenapara

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

1. B cpok, He nmpeBbIWaWmMn NSTU pabodnx AHEN CO OHS NOMNYyYEeHUS 3aKMYEHUs, YKasaHHOro B
yactm 1 cratbn 20 HacTosiwero PepepanbHOrO 3akoHa, YMNOMHOMOYEHHbIV dedeparnbHbI opraH
UCMOSHUTENBHOW BIlaCTU OCYLLECTBNSAET OLEHKY MOSTyYEHHOro 3aKiioyYeHus Ans OnpeferieHns ero
COOTBETCTBUSA 3afaHWI0 Ha MNpoBeJeHMe COOTBETCTBYIOLEN 3KCMNepTusbl U yBeAOMMseT 3asBuTens B
9MeKTPOHHOW dhopmMe unM Ha OyMaKHOM HocuTene O pesynbTaTax MNPOBEAEHHOW 3KCMepTu3bl C
NPUMOXEHNEM KOMUM SKCMEPTHOrO 3aKoYeHns (C coxpaHeHneM KOoHMMAeHLMansHoCcTn nHdopmaumm o
COCTaBe IKCMNEPTHOM KOMUCCUM) U O BO3MOXHOCTWN UITM HEBO3MOXXHOCTW paccMaTpuBaTh NeKapCTBEHHbIV
npenapaTt AN MeOULUHCKOro MNPUMEHEHUS MPU OCYLLIECTBMEHUM TOCy4apCTBEHHOW perucTtpauum B
KauyecTBe opdaHHOro rekapcTBeHHOro npenapara.

2. Tlpy BbIHECEHWM KOMWCCMEWM SKCMEepTOB 3aKMloYeHMs O BO3MOXHOCTM paccMaTpuBaTb
neKkapCcTBEHHbIN npenapaTt AN MeaWUMHCKOTO MPUMEHEHWS MPWU OCYLLEeCTBMNEHWM FOCyAapCTBEHHOMW
peructpaumMm B KayecTBe Opd)aHHOro feKkapCTBEHHOro npenapaTa YMNOSHOMOYEHHbIV deaepanbHbin
opraH MCMOMHWTENbHOW BiacTM B CPOK, He MpeBblllaloWwmin NATM pabounx AHeW CO AHA MONyyYeHUs
AaHHOTO 3aKrYeHns, NPMHUMaeT pelleHne O Bbldaye 3ajaHus Ha NpoBeAeHVe 3KCMepTM3bl KayecTBa
NeKapCTBEHHOrO CPeAcTBa W 9IKCMEPTMU3bl OTHOLIEHUS OXMAAEMOW MOoNb3bl K BO3MOXHOMY PUCKY
NPMMEHEHNS JeKapCTBEHHOro npenapata Ans MEeOULMHCKOTO MPUMEHEHUA B Mnopsgke YCKOPEHHON
npoueaypbl 3KCNepTusbl IeKapCTBEHHOro CcpeacTBa B COOTBETCTBUM CO cTaThbel 26 HacToswero
depepanbHOro 3akoHa.

3. B cnyyae npuHSTUSA pelleHnst 0 HEBO3MOXHOCTU paccMaTpuBaThb NIEKAPCTBEHHBIN NpenapatT Ans
MEeOULMHCKOrO NPUMEHEHUS NPW rOCYAapCTBEHHOW perncTpaumm B kayectse ophaHHOro fieKapCcTBEHHOMO
npenapaTa YrnosfIHOMOY€EHHbIM dedepanbHbIi opraH UCMONHUTENbHON BNAcTWM NpekpallaeT npouenypy
rocygapCTBEHHOM perucTpaumMmM InekapcTBEHHOro npenapaTta. 3asiBuTenb BnpaBe o00paTtuTbcs B
PErMCTPUPYIOLLUIA OpraH C 3asiBNEHMEM O FOCYLapCTBEHHOW perncrpauum ykasaHHOrO fieKapCTBEHHOrO
npenapaTa B COOTBETCTBUM CO cTaTbel 18 HacTosAwero PegepanbHOro 3akoHa.

Cratbs 22. YTpaTtuna cuny ¢ 1 nronsa 2015 roga. - ®egepanbHbi 3akoH oT 22.12.2014 N 429-
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3.

CrtaTba 23. JOKcnepTu3a KayecTBa JIeKApPCTBEHHOro cCpeAcTBa M 3KCNepTu3a OTHOLUEeHUA
oXuaaeMol nosfb3bl K BO3MOXHOMY PUCKY MPUMEHEHUA FeKapCTBEHHOro npenaparta Ans
MeAULIMHCKOro NPUMEHEHUA

(B peq. ®PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. DkcnepTM3a KayecTBa NIEKapCTBEHHOIO CPeAcTBa M 3KCMEPTN3a OTHOLLEHUS OXnAaeMon Nonb3bl
K BO3MOXHOMY PWUCKY MPUMEHEHUS FeKapCTBEHHOrO mnpenapata Ans MeOMUMHCKOrO MNPUMEHEHWS,
COCTaBfIEHNE KOMUCCMSIMU 3KCMEPTOB 3akfoYeHW Mo pesynbTaTam MpPOBEAEHHbIX 3JKCNEpPTU3 U
HanpaBneHne 3TUX 3aKkMioYeHW B YMNOMHOMOYEHHbIM edeparnbHbli OpraH MCMOMHUTENBHON BAACTy
OCYLLIECTBASATCA B CPOK, HE MPEBbLILLALNA CTa AeCATM paboymx gHEeN CO AHS MONy4YeHUs1 aKCNepTHbIM
yypexaeHmemM COOTBETCTBYIOLLEro 3aaHus YyrnonHOMOYEHHOro deaepanbHOro opraHa UCNOMHUTENbHOW
BNacTu U HeoBXoaUMbIX JOKYMEHTOB B 9NEKTPOHHON hopMe nnm Ha ByMaKHbIX HOCUTENSX.

KoHcynbTaHTlntoC: npumeyaHue.

Mo 3asBneHuto, nogaHHomy B MuHsgpas Poccun o 11.04.2022, npy HEBO3MOXHOCTU NPOBEAEHUS
3KCMEepPTU3bl KayecTBa JIeKAPCTBEHHbIX CPEeACTB B SKCMEPTHOM YYpEeXAeHWU, [OOonyckaeTcsl ee
npoBedeHne MnocpeacTBOM AUCTAaHUMOHHOIO B3aMMOAEWNCTBUS, MNOPSAOK UM OpMbl  KOTOPOro
OonpenenstTca 3KCNEPTHbIM YYpeXOEeHWEM Mo cornacoBaHuio ¢ 3asButensamu (MocTaHoBneHue
MpaButensctea P® ot 05.04.2022 N 593).

2. B TeyeHne peBsiHOCTa gHen cCO AOHA nonydeHna peweHnda ynosiHoMo4eHHOoro q)e/:l,epaanoro
opraHa NCMNOSHNTENBHON BRacTn o npoBeaeHunn aKcnepTns, npegycMoTpeHHbIX 4acTbio 1 HacToswen
CTaTtbu, 3adABUTENb NpeacTaBnAeT B 3KCNepTHOe y4dpexaeHune Ona npoBegeHunda 3KCNepTu3bl KadecTBa
NIeKapCTBEHHOro cpeacrtea o6pa3u,b| NNIeKapCTBeHHOro npenaparta Ana MeguumHCKOro rnpuMeHeHud,
npon3seneHHoro B COOTBeTCTBUN C Tpe6OBaHVIF|MI/I OMNbITHO-NPOMBbILLJIEHHOIO U (VIJ'IVI) NPOMbILUJTIEHHOIO
pernaMmeHToB, YTBEPXAEHHbIX pyKOBOOUTENEM NpPOU3BOOUTENIA JIEKAPCTBEHHbIX CpeAdcCTB, a TaKkKe B
COOTBETCTBYKOLLMX Clty4adx O6pa3Ll,bI cbapmaueBTquCKon CY6CTaHLI,VII/I, TeCT-lWTaMmMa MMKPpOOpPraHM3mos,
KynbTypbl KNEeTOK, 06p33LI,bI BeLWecTB, NPpUMEeHAeMbIX ONnA KOHTPONA KadeCTBa J1IeKapCTBEHHOro cpeancrtea
nyTemMm cpaBHeHUA C HUMU UcCcnenyemMoro rekapCTtBeHHOro cpeacrtea, B Konnyecrteax, Heob6xoauMbIX Ans
BocCnpousseaeHna MeTogoB KOHTPOJA KavecTBa.

3. Mpu nonyyeHun oGpasLOB NeKapCTBEHHOro npenapata M capMaueBTUYeckon cybcTaHuum
3KCMepTHOE YyYpexdeHue BbloaeT 3asiBUTEN0 AOKYMEHT, NOATBepXAalolui MNomnyvyeHue ykasaHHbIX
06pasuoB, 1 B CPOK, He MPEBbLILLAIOLLMIA TPEX pabounx AHeN, yBedOMISeT B 3NIEKTPOHHON hopMe N Ha
GymaxkHOM HocuTene 06 3TOM YNONTHOMOYEHHBIN dheaeparnbHbIii OpraH UCNONHUTENbHOM BNacTu.

4. YkasaHHble B YacTax 2 1 3 HACTOsILLEN CTaTbM CPOK ANis NpeacTaBneHns 3assutenem oopasLos
NeKkapcTBEHHOro npenapata v apMaueBTU4ECKON CyOCTaHUUM U CPOK YBEOOMIEHMSI SKCMEPTHLIM
yypexaeHnem o6 3ToM Ha OyMaxHOM HocuTene YrNofIHOMOYEHHOro defepanbHOro opraHa
WCNONMHUTENBHOW BrlacTu He BKIOYAOTCA B CPOK MPOBeOeHUsA 3KCnepTus, NpeayCcMOTPEHHbIX YacTbio 1
HacTosLLen cTaTbu.

5. [OKyMeHTbl, NOCTYNMBLUME B 3KCNEPTHOE YyupexaeHue AN MNpoBeaeHUs  9KCMepTus,
npeaycMOTPEHHbIX YacTbio 1  HacTosller cTaTbW, MognexaT BO3BpaTy B YMNOJHOMOYEHHbIN
denepanbHbIi OpraH MCMNOMHUTENBHOW BNacTM OAHOBPEMEHHO C 3aKMHYEHUsIMU, MOMYYEHHbIMU MO
pesynbTatam COOTBETCTBYHLLMX SKCNEPTUS.

Cratbsl 24. JKkcnepTu3a KayecTBa JeKapCTBEHHOro cpeAcTBa U 3KCMepTU3a OTHOLUEeHUA
oXuaaemMon nonb3bl K BO3MOXHOMY pPUCKY NpPUMEHEeHUA reKapCTBEeHHOro npenaparta Aansi
BeTepPUHAPHOro NpMMeHeHus

1. OKkcnepTm3a kayecTBa NekapCcTBEHHOrO CPeAcTBa 1 AKCNepTn3a OTHOLLEHNUS OXMOAEeMON Nonb3bl
K BO3MOXHOMY PWUCKYy NPUMEHEHWsa IeKapCTBEHHOro npenapata ANnd BeTepUHapHOro MNpUMeHeHWUs,
COCTaBfeHne KOMWCCUAMM SKCMEepTOB 3aKMiOYeHUM Mo pesynbTaTaMm  yKasaHHbIX 9JKCnepTns u
HanpasrieHWe Takux 3aKrYeHUn B YNONTHOMOYEHHbLIN defeparbHblidi OpraH UCMOMHUTENbHOW BracTu
OCYLLECTBMAKTCHA B CPOK, HE MPEBbILIAKLWNA CTa AeCATN pabounx AHEN CO OHS MOMyYEHUS 3KCMEePTHbIM
yypexaeHveM 3afaHus  YNONTHOMOYEHHOro defepanbHoOro opraHa WCMNOMHUTENbHOW BRactn C
OOKYMEHTaMM, ykaszaHHbIMU B YacTu 3 ctaTbn 17 HacTosiwero PegepanbHOro 3akoHa.
(B pea. PenepanbHbix 3akoHOB OT 22.10.2014 N 313-®3, o1 13.07.2015 N 241-03)
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2. B TedeHue Tpupguatm paboumx [OHeEW CO [OHSA MNONYYEHUS PeELUEeHWUst YNONTHOMOYEHHOro
hefepanbHOro opraHa UCMONMHUTENLHOM BNACTV O NPOBEAEHNM YKa3aHHbIX B YacTu 1 HacTosiwen ctatbu
3KCNepTM3 3asiBUTENb NPEACTaBNSIET B 3KCMEPTHOE y4YpexaeHne Anst NpoBeAeHNst 9KCNepTu3bl kavyecTsa
nekapCcTBEHHOrO cpeacteBa obpasubl NeKapCTBEHHOrO npenaparta A BETEPUHAPHOrO MPUMEHEHMS,
NPOM3BEAEHHOr0 B COOTBETCTBMM C TPeOOBAHUSIMW TEXHOMOrMYECKUX PErNiaMeHTOB, YTBEPXKOEHHbIX
pyKOBOOUTENEM MPOU3BOAUTENS NEKapPCTBEHHbIX CPEACTB, a Takke B COOTBETCTBYHLUMX CryyasX TecT-
WTaMMbl MUKPOOPraHU3MOB, KyNnbTypbl KreTok, obpasubl dapmaueBTuyecko cybcTaHuum, obpasubl
BELLECTB, MPUMEHSIEMbIE [AJ11 KOHTPOSs KayecTBa JeKapCTBEHHOrO CpeacTBa, B KONMYecTBaXx,
HeobXoaMMbIX ANs BOCNPOU3BEAEHMS METOAOB KOHTPOMS KayecTBa.

(B peqn. PepepanbHoro 3akoHa ot 02.08.2019 N 297-03)

3. lMpu nonydyeHun obpasuoB nekapCTBEHHOro npenapata u apmaueBTMdeckon cybcTaHumm
9KCMEPTHOE YyypexaeHue BbiAaeT 3asdABUTEN0 [OOKYMEHT, NoATBEPXAAoLWMN NOMyvyeHue YKa3aHHbIX
00pasuoB, 1 B CPOK, HE NPEBbLILLIAOLWNN Tpex pabounx gHen, yeegomnsieT B MMCbMEHHON dhopme 06 aToM
YNOSTHOMOYEHHbIN doeaeparbHbI OpraH UCNOMHUTENBHOW BNacTy.

4. Cpok pna npeacrtaBneHust 3asiButenem obpasuoB nNekapCTBEHHOro npenapata U
dapmaueBTMYEeCKOn CybCTaHUUM K CPOK YBEAOMIIEHUS 3SKCMNEpPTHbIM yypexaeHnem o6 9ToM B
NMUCbMEHHOW (hopMe YMONMHOMOYEHHOrO heaeparnbHOro opraHa UCMNOMHUTENBHOM BNAacTW, yKa3aHHble B
YacTax 2 U 3 HACTOsILLEN CTaTbW, HE BKITKOYAKOTCHA B CPOK NPOBEAEHUS yKasaHHbIX B YacTu 1 HacToswewn
cTaTbM 3KCNepTus.

5. ,D,OKyMeHTbI, NOCTynuBLLNE B 3KCNEPTHOE y4pexaeHne Oona nposeneHund yka3aHHbIX B 4acTu 1
HacTosiLEen cTaTbu 9KCNnepTn3, noanexart BO3BpaTy B yﬂOJ'IHOMO'«-IeHHbIIZ cbep,epaanbn?l opraH
MCMNONHUTENBHON BNacTn OQHOBPEMEHHO C 3aKIMi4YeHNAMN No pedynbTaTaM YKa3aHHbIX SKCNePTU3.

CraTtbs 25. [loBTOpHOE NpoBeAeHMe 3KCNepTU3bl NlIeKapCTBEHHbIX CPeACTB
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

1. B cnyyasx HegocTtaTtouyHOM 060CHOBAHHOCTM UMW HEMOSMHOTLI 3aKMIOYEHNA KOMUCCUM 3KCNEPTOB,
HanUuMsi B HEM MPOTUBOPEYMBLIX AaHHbIX, danbcudmkauun BbIBOAOB 3KCMEPTM3bl NEKapCTBEHHOrO
CpeAcTBa, COKPbITUSI OT YMNOSIHOMOYEHHOro defeparnbHOro opraHa UCMNOSTHUTENbHOW BracTM OCHOBaHWI
Ans oTBOoAA 9KcrepTa BCNeaCcTBME €ro 3auMHTepecoBaHHOCTM B pes3ynbTaTax COOTBETCTBYIOLLEN
3KCMEepPTU3bl, HanM4YMA JdaHHbIX O MNpPAMOM JMOO KOCBEHHOM BMellaTenbCTBe B Mpouecc
COOTBETCTBYIOLLEN 3KCMEPTU3bI NNL, HE YYacTBYHOLIMX B €e MPOBEAEHUN, HO OKa3aBLUMX BMMSHWE Ha
npouecc 1 pesynbTaTbl €e MpoBeAEHUs, YNONIHOMOYEHHbIM befeparnbHbIM OpraHoM MCNOSTHUTENbHOM
BMacTu Ha3Ha4yaeTCcs NOBTOPHAas 3KCNepPTU3a NeKapCTBEHHOrO CpeacTBa M (Mnn) aTudeckas akcnepTmnaa.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

2. MNoBTOpHasa aKcnepTM3a feKapCTBEHHOrO CPeACTBa NMPOBOAUTCH C y4eTOM pe3ynbTaToB paHee
NPOBEAEHHOW 3KCMEPTU3bl B CPOK, YCTAHOBMEHHbIA YMOMHOMOYEHHbIM befepanbHbiM  OpraHoMm
WCMOMHMTENBHOW BNAcTW M He NPEBbIALWMA Tpuguatv padbodnx gHen co OHsI NMOMyYeHUs 3KCMEePTHbIM
yyYpexaeHneM 3afaHunsi Ha NpoBeAeHNe NOBTOPHOWN 3KCMEPTU3bI NIEKAPCTBEHHOIO cpeacTBa.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. ®uHaHcoBoe obecrneyeHne BLIMOMHEHUA 3adaHUs Ha NpPOBeAEHME MOBTOPHOW 3KCNepTU3bl
NeKkapcTBEHHOro CpefcTBa He OCYLLEeCTBMAETCS.
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

CraTtbs 26. YcKkopeHHas npoueaypa 3KCnepTu3bl IEKaPCTBEHHbIX CPeACTB

KoHcynbTaHTlM0C: npumeyaHue.
C 01.09.2023 B 4. 1 cT. 26 BHOcATCS M3MeHeHus (P3 ot 28.04.2023 N 171-d3). Cm. OGyaywiyto
pedakuumio.

1. YckopeHHasi nmpouenypa 3KCNepTu3bl NeKapCTBEeHHbIX CPeACcTB B LEenax rocyaapCTBeHHOM
perucTpaumm eKapCTBEeHHbIX NpenapaToB MPUMEHSIETCA B OTHOLUEHUM OpdaHHbIX eKapCTBEeHHbIX
npenapartoB, NepBbIX TPeX NeKkapCTBEHHbLIX MpenapaToB, perucTpupyemblix B Poccuiickon degepauum B
KayecTBe BOCMPOU3BEAEHHbIX JeKapCTBEHHbIX MpenapaTtoB, OYepedHOCTb KOTOPbIX onpenensercs B
COOTBETCTBMM C HOMEPOM W [aTol BXOASLWMX 3asiBlIeHAN O TOCYAAPCTBEHHOM perucTpaumun
NeKapCTBEHHbIX MpenapaTtoB B paMKkax OAHOIO MEXAYHapOAHOro HEenaTeHTOBaHHOTO HauMeHOBaHWs
NeKkapcTBEHHOro rnpenapata Wnu rpyrnnUMpoOBOYHOTO HAMMEHOBAHUSI JIeKapCTBEHHOro npenapata, M
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nekapcTBEHHbIX npenaparos, npeaHasHayYeHHbIX NCKINIOYUTENBHO ans NpUMeHeHUs
HecoBepLUEHHONETHUMIN FrpaxaaHaMu.
(B pea. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, o1 13.07.2015 N 241-03)

2. YckopeHHasi mpoueaypa 3KCNepTu3bl JIeKapCTBEHHbIX CPEACTB B LENsX rocyaapCTBEHHOM
perncTpaumm fiekapCcTBEeHHbIX NMpenapaToB He NPUMEHSIETCS B OTHOLLEHWN:

1) BuoaHanorosbix (6MONOAOGHbLIX) NEKapCTBEHHbIX NpenapaTos (GuoaHanoros);

2) pedepeHTHbIX feKkapCTBEHHbIX MpenapaToB (3a WMCKMHOYEHMEM OpdaHHbIX NEKAPCTBEHHBLIX
npenapaToB);

KoHcynbTaHTln0C: npumeyaHue.
C 01.09.2023 B n. 3 4. 2 cT. 26 BHOcATCS M3meHeHus (P3 ot 28.04.2023 N 171-d3). Cm. byayLuyto
penakuuio.

KoHcynbTaHTlmoc: npumeyaHue.

Ho 01.09.2023 poccunckum Mpon3BOAUTENSM FEKapCTBEHHbIX MpenapaTtoB And BETEpPUMHAPHOro
NPYMEHEHNS paspeLleHo NofaBaTh PErvcTpauvoOHHOE OOCbe MO YCKOPEHHOW mpouenype 6e3 yyerta
TpeboBaHui n. 3 4. 2 cT. 26 (MoctaHoBneHue MNMpasutensctea PP ot 12.03.2022 N 353).

3) BocnpousBedeHHbIX FEKAPCTBEHHBLIX MNpernapaToB (3@ WUCKMOYEHVMEM  MNepBbIX  Tpex
peructpupyembix B Poccuiickon ®epepaumm B KauyecTBe BOCMPOM3BEAEHHbIX J1EKAapPCTBEHHbIX
npenapaTtoB M feKapCTBEHHbIX MpenapaToB, MNpeAHa3HaAYeHHbIX WCKMHYUTENBHO ANsi MPUMEHEHUS
HeCOBEepLUEHHOMNETHUMM rpaxaaHamm);

4) HOBbIX KOMGWHALMIA 3aPErMCTPUPOBAHHbIX PaHee NiekapCTBEHHbIX NpenapaTtos;

5) nekapcTBeHHbIX MpenapaToB, 3aperncTpMpoBaHHbIX paHee, HO MPOU3BEAEHHbIX B OPYrnx
nekapcTBeHHbIX (bopmax B COOTBETCTBUM C NEepeyHEeM HanMEHOBAHUN NeKapCTBEHHbIX (hOPM 1N B HOBOWM
A03VPOBKe.

(vacTb 2 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTlntoc: npumedaHue.
C 01.09.2023 u. 2 cT. 26 gononHsetca n. 6 (®3 ot 28.04.2023 N 171-®3). Cm. OyayLLyto pegakumio.

3. YckopeHHas npoueaypa 3KCNepTu3bl JEKApCTBEHHbIX CPEACTB MPOBOAMTCS MO  PELUEHUIO
COOTBETCTBYIOLLIErO YNONTHOMOYEHHOr0 dheepanbHOro opraHa UCMOMIHUTENBHON BNACTW HA OCHOBAHWUMU
3asBMNeHNs 3adBUTENSA B CPOK, HE MPEBbLILAKLWNA BOCbMUAECATH pabounx gHen. NMpu aTom akcnepTmsa
OOKYMEHTOB, COLAEPXALUUXCH B PErMcTpaLMOHHOM [OChbe Ha NeKapCTBEHHbIN Mpenapart, NPoOBOAUTCHA B
CpOK, He rnpeBblllalWwmn gecsatm paboumx AHEW, aKcrnepTMsa KavyecTBa NeKapCTBEHHOro cpeacTsa M
3KCNepTM3a OTHOLUEHWUS OXWOAEMOMW MOMb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS IEKapCTBEHHOrO
npenapaTa NpoBOAATCS B CPOK, HE NPEBbLILLAILWMWIA LWECTUAECATN pabounx gHen.

(vyacTb 3 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3.1. B oOTHOWeEHMM oOpchaHHbIX mEeKapCTBEHHbIX MpenapaToB MOryT OblTb NpeacTaBeHbl
pe3ynbTaTbl OOKMMHUYECKUX WCCNenoBaHWUiA JeKapCTBEHHbIX CPEeACTB U KIMHWMYECKMX MCCnenoBaHun
NeKapCTBEHHbIX MpenapaToB N5 MEeANLMHCKOro NPUMEHEHWs], BbIMOMTHEHHbIX 3a npeaenamun Poccuiickon
depepaumm B COOTBETCTBUM C MNpaBunaMy Hagnexawen nabopaToOpHOM MpaKkTUKU U NpaBuniaMmu
Hagnexawen KIMHUYeCKON NpakTUKu.

(vyacTb 3.1 BBegeHa deaeparnbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

4. YcKkopeHHaa npoueaypa 3KCNepTusbl feKapCTBEHHbIX CPeACTB NpoBOAMTCA B nopsagke,
yCTaHOBMNEeHHOM cTtatbammn 17 - 20, 23 n 24 Hactosiwero PepepanbHOro 3akoHa, M He O3Ha4yaeT
CHWXeHus TpeboBaHUmM K 6e30nacHOCTK, KayecTBy U 3OEKTMBHOCTU NEKAPCTBEHHbBIX NPenapaToB.

Cratbs 27. PeweHune o rocyaapcTBEHHOM perMcTpauum rnekapcTBeHHOro npenapara
1. B cpok, He npeBblwaWwmnn AecatTn pabounx AHEnW CO AHA MONydYeHMs 3aKMiYeHUn KOMUCCUK

SKCNepToB MO pe3yrnbTaTtaM 3KCNepTU3bl Ka4ecTBa J1eKapCTBEHHOINo cpeancTesa U 3KCNepTu3bl OTHOLLEHNA
oXngaemom nonb3bl K BO3MOXHOMY PUCKY NpUMEHEHUA NeKapCTBEHHOro npenaparta, COOTBeTCTByIOLLJ,Mﬁ
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YNOMHOMOYEHHbIN heaepanbHbI OpraH UCMOMHUTENbHOW BRacTu:
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1) pasmMeLyaeT Ha cBoeM oduumansHOM cante B ceTh "MIHTepHET" COOTBETCTBYHOLUME 3aKITHOYEHMS
KOMWCCUM 3KCMEPTOB WM OCYLLECTBRSIET WX OLEHKYy ANs OnpedeneHuss COOTBETCTBUSA 3adaHuIio Ha
npoBeAeHNE 3TUX IKCMEPTUS;

(n. 1 B pea. ®egepanbHoro 3akoHa oT 22.12.2014 N 429-93)

2) NpuUHUMaeT pelleHne O roCcygapCTBEHHOW perncTpaumm nekapcTBEHHOro npenaparta unm o6
OTKase B rocyaapCTBEHHOW perucrpaLmm nekapcTBEHHOro npenapara;

3) BHOCUT NpuW NPUHATAM peLleHnss O roCyAapCTBEHHOW permcTpauuy nekapcTBeHHOro npenaparta
AaHHble O 3aperncTpyupoBaHHOM IEeKapCTBEHHOM npenapate, B TOM 4ucre o hapmaueBTnyYeckomn
cybcTaHuMKM, BXOAsWENn B COCTaB IEeKapCTBEHHOro npenapaTta, B [OCYAApCTBEHHbIN peecTp
nekapCTBEHHbIX CpeacTB M BblAaeT 3asBUTENIO PErMcTpaurMoHHOE YAOCTOBEPEHWE neKapCTBEHHOro
npenapata, @Qopma KOTOPOro  yTBEpXAaeTcd  YMNOMHOMOYEHHbIM  dyedeparnbHblM — OpraHom
WCMNOMHUTENBHOW BMNAacTW, COrfacoBaHHble HOPMAaTMBHYKO [OOKYMEHTauuilo, HOPMaTUBHbIA OOKYMEHT,
WHCTPYKLUMIO MO NMPUMEHEHMWIO NEKapCTBEHHOrO npenapaTta n MakeTbl MEPBUYHON YNAKOBKU 1 BTOPUYHON
(noTpebuTenbckon) ynNakoBKM C YyKasaHWEM Ha HUX HOMepa pPerucTpauMoHHOro YAOCTOBEPEHWUS
nekapCTBEHHOro mnpenapaTta WM AdaTbl €ro rocygapCTBEHHOW pernctpauuv wunM B Criydae nNpUHATUS
pelweHns ob oTkasze B roCydapCTBEHHOW perucTpauuy fekapcTBEHHOro npenapaTta yBedomnseT B
nMcbMeHHon dopmMe 3asBuTend o6 3TOM C ykasaHMeM MpWYMH Takoro oOTkasa. 3a  Bblgayy
perucTpauroHHOro yAOCTOBEPEHWS NIeKapCTBEHHOMo npenapara B3MMaeTCs rocygapCTBEHHas MoLunnHa
B COOTBETCTBMU C 3aKOHOAaTenbLCTBOM Poccurickon ®egepaummn o Hanorax n cbopax.

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

2. OcHoBaHMEM [Ons OTkasa B rocyaapCTBEHHOW perncrpauum nekapcTBEHHOro npenapara ansi
MEOVLMHCKOrO  MPUMEHEHWS  SBNSAETCS  3aK/OYeHMe  COOTBETCTBYIOLLErO  YMOMHOMOYEHHOro
defepanbHOro opraHa MWCMOSMHUTENBbHOW BRactu O TOM, YTO KayecTBO U (Mnun) 3pdeKTUBHOCTb
pPErMcTpUpyemMoro nekapcTBEHHOrO MpenapaTta And MeaMUMHCKOrO MPUMEHEHUS He NoATBEPXOEHbI
NOMyYeHHbIMU OAHHBIMU MMM YTO PUCK MPUYMHEHWUs Bpeda 3[40pPOBbI0 YerioBeka BCrEeACTBME Mpuema
nekapCTBEHHOro Mnpenapata Ans MEeOUUMHCKOTO MPUMEHEHUS npeBbiwaeT 3MdEKTUBHOCTL €ro
NPYMEHEHNS.

(yacTb 2 B peq. PenepanbHoro 3akoHa ot 04.06.2018 N 140-d3)

3. lNoBTOpHOE npeacTaBneHne B COOTBETCTBYIOLWMUIA YNONHOMOYEHHbIN edeparnbHbIi OpraH
WUCMNONMHUTENBHON BIacTM feKapCcTBEHHOro rnpenaparta, B OTHOLUEHMWM KOTOPOro Mosiyd4eH oOTkKas B
rocygapCTBEHHON perncTpaumm n KOTopbl BNOCNeACTBUM NOABEPrcs U3MEHEHUIO B YacTU €ro cocTaBa,
paccmaTpuBaeTca Kak MNpefcTaBfieHMe HOBOMO FIeKapCTBEHHOro npenapaTta Ha ero rocyfapCTBEHHYIO
pervcTpaumio He3aBUCUMO OT COXPaHEHUSA €ro NePBUYHOr0 HAMMEHOBaHWS.

(vyacTb 3 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4. lNMpu npepocTaBneHuu 3asiBUTENEeM B COCTaBe PErucTpauMOHHOIO [A0Cbe Ha feKapCTBEHHbIN
npenapaT Ans BeTEPUHAPHOro NPUMEHEHMUS KOMUWU peLLeHUs YNOorTHOMOYEHHOro defieparnbHOro opraHa
WCMNONMHUTENBHON BacTM O NPOBEAEHUU WHCMEKTUPOBaAHUA MPOU3BOAUTENS JEeKapCTBEHHbLIX CPeAcTB
CPOK TMpPVHATUSA peleHnss O TrOCYAapCTBEHHOW peructpauumn rnekapCcTBEHHOro rnpenapara  Ans
BETEPMHAPHOro NPUMEHEHUS NPUOCTAHABNNBAETCHA CO AHS MOMyYeHUs 3aKMioYeHU, yKasaHHbIX B YacTu
1 HacTosWen cTaTbW, A0 OHA MPUHATUA YNONMHOMOYEHHBLIM (befeparnbHbIM OpraHoM MCMNONHUTENLHON
BMacT pelleHns o Bblgaye wnv 06 oTkase B Bblgaye 3akioyeHWss O COOTBETCTBMU MPOU3BOAMTENS
neKkapCTBEHHbIX cpeAcTB TpeboBaHUSAM NpaBun Hagnexallen Npon3BoACTBEHHON NPaKTUKN, HO He Bornee
YeM Ha CTO BoceMbaecaT pabounx gHeN.

(4acTb 4 BBegeHa denepanbHbiM 3akoHOM oT 04.06.2018 N 140-93)

5. OcHoBaHWEM AN OTkasa B FOCYAAPCTBEHHOW perucTpauuv nekapcTBEHHOro rnpenaparta ans
BETEPUHAPHOTO TMNPUMEHEHNS SIBMSIETCA  3akrlveHWe  YNonHOMOYeHHOro defeparnbHOro opraHa
WCMONHUTENBbHON BRlacTM O TOM, YTO Ka4yecTBO M (MnM) 3PDOEKTUBHOCTb  PEFMCTPUPYEMOrO
nekapcTBEHHOro MnpenapaTta Afs BETepPMHAPHOrO MNPUMEHEHMSI He MNOATBEPXAEHbl MONyYeHHbIMU
AaHHbIMU U YTO PUCK MPUYMHEHMS Bpeaa 300POBbI0 XMBOTHOMO BCNEACTBME NpUeMa riekapCTBEHHOMO
npenaparta Ans BETEPUMHAPHOrO NPUMEHeHUst npeBblwaeT 3EPEKTUBHOCTL €ro NPUMEHEHUs), OTKas
yNnosIHoMoYeHHoro defepansHOro opraHa WCMOMHMTENbHOW BNacTM B Bblgadye 3aKml4vYeHust o
COOTBETCTBMM MNPOU3BOAMTENSA  FEeKapCTBEHHbIX cpeacTB TpeboBaHMsAM MpaBwun  Hagnexallen
NMPON3BOACTBEHHON MPaKTUKM  ANA  KaXOo  MpPOM3BOACTBEHHOW  MIoLadKM — perucTpupyemoro
NeKkapcTBEHHOro npenapata [Ans BeTepvHApHOro TMPUMEHEeHWs B Cryvyae, €cnu MNpou3BOACTBO
NeKkapcTBEHHOro Mpenaparta [Afs BeTepuHApHOro MPUMEHEHUs OCYLLECTBRsSieTCS 3a npedenamu
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Poccuiickon ®enepauuu, unu oTCyTCTBUE TAKOrO 3aKMOYEeHNUS.
(vacTb 5 BBegeHa denepanbHbiM 3akoHOM oT 04.06.2018 N 140-93)

KoHcynbTaHTlntoc: npumeyaHue.
O nopsigke M cpokax onpefeneHus B3anMO3aMEHSEMOCTU NeKapCTB JIeKapCTBEHHbIX Mpenaparos,
3aperncTpupoBaHHbix Ao 01.03.2020, cm. cT. 3 3 o1 27.12.2019 N 475-93.

Cratba 27.1. B3anmMo3amMeHSieMOCTb JeKapCTBEHHbIX NpenapaTtoB ANA MeAULUHCKOro
npuMeHeHus
(B peq. ®PepepanbHoro 3akoHa ot 27.12.2019 N 475-03)

1. B3aMM03aMeHSeMOCTb JIeKapCTBEHHbIX MpenapaTtoB AN  MEeAULUMHCKOro MNpUMEHEHNS
onpegensieTcsa ynosIHOMOYeHHbIM dbefeparibHbIM OpraHoM UCMOSTHUTENBHOW BNAcTW, OCYLLECTBASOWMM
roCyaapCTBEHHYH permcTpauuio NiekapCTBEHHbIX NpenapaToB A5t MEAULMHCKOrO MPUMEHEHUS], B paMKax
O[HOro MEeXAYHapOAHOro HenmaTeHTOBAHHOIO (MMM XMMUYECKOro, UM rpynnmMpoBOYHOIO) HaMMEHOBaHWS
Ha OCHOBE 3aKMYEHUsT KOMUCCUM IKCNEPTOB IKCMEPTHOrO YYpexaeHns O B3aMMO3aMeHSeMOCTU
nekapcTBEHHOro npenapara Ans MeguuUHCKOro NpMMeHeHus nMbo O TOM, YTO NeKapCTBEHHbIN nNpenapaT
ONA  MEOUUUHCKOrO MPUMEHEHUA He SBNAeTCs B3anmo3ameHseMbiM. [lopsgok  onpeaeneHuvs
B3aMMO3aMEHSEMOCTN NEKAapCTBEHHbIX MNpenapaToB ANs MEAMUMHCKOro nNpUMeHeHnss un  dopma
3aKNIOYEHMS KOMUCCUM 3KCNEPTOB IKCMEPTHOMO YYpEXOEHUss O B3aMMO3aMEHSEMOCTM FIEKapPCTBEHHbIX
npenapaToB Ans MeOULMHCKOTO MNPUMEHeHWs nmbo O TOM, 4YTO JEeKapCTBEHHbIM npenapat Ans
MEAMLMHCKOTO MPUMEHEHUS1 He SBMsieTCs B3auMO3aMeHSIEMbIM, ycTaHaBnuBatoTcsl [MpaBUTENbCTBOM
Poccuitckon degepaumm.

2. Komuccusa aKkcnepToB 3KCMEPTHOrO yuypexaeHus OaeT 3akfoyeHve O B3anMOo3aMeHSEeMOCTU
nekapCTBEHHOro npenapaTta Ans MeaMLMHCKOro npumMeHeHms nnbo o ToM, YTO NieKkapCTBEHHbIV npenapar
ANs MeOMUMHCKOrO MPUMEHEHUS He SBMSEeTCA B3aMMO3aMEHSIEMbIM, Ha OCHOBaHWM CregyroLimx
KpuTepueB (XapakTepucTuK):

1) 9kBMBanNeHTHoCcTb (gna OwuoaHanoroBbix (6MONOAOGHBIX) FEKapCTBEHHbIX MpenapaToB
(bnoaHanoroB) -  COMOCTaBMMOCTb)  Ka4YeCTBEHHbIX W KOMMYECTBEHHbIX  XapaKTepuUCTUK
dhapmaueBTMYEeCKMX CyOCTaHLUMA MM COMOCTaBMMOCTb aHTUIEHHOro cocTaBa BakuuH. Mcnonb3oBaHue
pasnuyHbIX Conen, 3¢hMpoB, KOMMIEKCOB, U3OMEPOB, KPUCTaNM4eckmx hopM U APYrUX NPOU3BOAHbIX
OOHOMO U TOrO >Xe [EWCTBYKLIEro BellecTBa He SBMSETCA MPensATCTBMEM AN onpeaeneHus
B3aMMO3aMEHSIEMOCTM  NIEKAPCTBEHHbLIX MpenapaTtoB, €Cnu Nnpu  MNpPOBEAEHUN  UCCIEAOBaHUS
OMO3KBMBANEHTHOCTM  NEKApCTBEHHOrO  Mpenapata  WMNU  WUCCNedoBaHWUs  TepaneBTUYEeCcKon
9KBMBANEHTHOCTU NEKapCTBEHHOro npenapaTta [oKa3aHO OTCYTCTBME KIMMHUYECKM 3HAYMMbIX pas3nuymi
dapMakokMHETUKM U (Mnn) 3ddeKTMBHOCTM U Ge3onacHOCTM NeKapCTBEHHOro mnpenapata  angd
MEANLMHCKOrO NPUMEHEHWS;

2) 3KBMBANEHTHOCTb NekapcTBeHHOW opmbl. 1o aKkBMBaNEHTHbIMU NekapCTBEHHbIMU hopMamm
NMOHMMAIOTCH pasHble fekapCcTBeHHble (POpMbl, MMELWNe OAuHakoBble cnocob BeBedeHus U cnocob
npuMeHeHusi, obnagatlowme  CONOCTaBUMbIMKM  (DAPMAKOKMHETUYECKUMU  XapakTepucTukamum U
hapmakonormyeckum gencresmem n obecneymBaroLLme Takke AOCTWKEHNE HEOOXOAMMOro KIMHUYECKOro
apbekta. Pasnuuma nekapcTBeHHbIX (OpM He 4BnATCA NpenatcTBUeM Ana  onpegeneHus
B3aMMO3aMEHSAEMOCTN  NEeKapCTBEHHbIX MpenapaToB, e€ecnv Mpu  NpoBedeHWUM  UCCriefoBaHUs
OMO3KBMBANEHTHOCTM  NEKapCTBEHHOro  npenapata  WMNW  WUCCMeAoBaHWs  TepaneBTUYecKon
SKBMBANEHTHOCTW JleKapCTBEHHOro npenapara [oKa3aHo OTCYTCTBME KIMMHWUYECKU 3HAYMMbIX Pasfvuyun
dapmMakokMHeTUkn 1 (Mnu) 3dPPEKTUBHOCTM U Ge30nacHOCTM NeKapCTBEHHOro mnpenapaTta Ang
MeOULMHCKOTO NPUMEHEHNS;

3) SKBMBANEHTHOCTb WS COMOCTAaBMMOCTb COCTaBa BCMOMOraTesbHbIX BELLECTB JIeKapCTBEHHOMO
npenapata Ana MeOUUMHCKOTO npumeHeHusl. Pasnnuma  coctaBa BCnOMOraTeribHbiX —BeELLECTB
NEKapCTBEHHOrO npenapata He SBNANTCA NPenaTCTBMEM AN OnpeAeneHuns B3anMo3aMeHSEeMOCTH
NEKapCTBEHHbIX MpenapaTtoB, €cnv  Npu  MNpoOBeAEeHUN  uccrnegoBaHus  GUOIKBMBANEHTHOCTU
nekapCTBEHHOro npenapara WM UccnefoBaHWsi TEpPaneBTUYECKON 3KBUBANEHTHOCTU NEKAapCTBEHHOMO
npenapata [oOKa3aHO OTCYTCTBUE KIMHUYECKU 3HAYUMbIX pasnmunii  apMakoKMHETUKM K (1Unn)
ahdhekTMBHOCTM U 6e30MacHOCTU feKkapCTBEHHOMO npenaparta Ans MeOMUUHCKOro npumeHenus. MMpu
HanNM4YUM KIMHUYECKN 3HAYMMBIX Pasnuunii hapMakoKUHETUKM U (Unun) adpekTUBHOCTM U Be3onacHoOCTU
nekapCcTBEHHOro npenapara Anst MeQULMHCKOrO MPUMMEHEHMST B3aMMO3aMEHAEMOCTb ornpeaensieTca ¢
yKa3aHMeM Ha UCKINOYEHNE OTAENbHbIX rPynn NauneHToB;
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4) ngeHTn4YHoCTb cnocoba BBeaeHNs 1 cnocoba npuMeHeHus;

5) COOTBETCTBUE MNMpoun3BoanTenA nekapCTtBeHHOro cpencrtea Tpe6OBaHVIﬂM npasun Hagnexawen
I'IpOVI3BO,EI,CTB€HHOl7I NPAaKTUKN.

3. OnpegeneHne B3aMMO3aMEHSEMOCTM BOCMPOM3BEAEHHbLIX JIEKAPCTBEHHbLIX MpenapaTtoB Ans
MEAWLMHCKOro MpUMeEHeHMUs, ykasdaHHbiX B 4actn 10 ctatbm 18 Hactoswero degepanbHOro 3akoHa,
ocyliecTBnseTca 6e3 HeobxoauMOCTK Aoka3aTenbCTBa X BMOIKBNUBANEHTHOCTMU.

4. OcobeHHOCTM ornpefeneHns  B3aMMO3aMEHSIEMOCTM  OMOMOrMYECcKMX  NEeKApPCTBEHHbIX
npenapaToB, KOMOUMHNPOBAHHbLIX FIEKAPCTBEHHbLIX NpenapaToB (cogepXallumx KomOMHauu OAByx 1 bonee
OEVCTBYIOLLMX  BELWECTB), JIEKApCTBEHHbIX MpenapaToB AN MNapeHTepanbHOro nuTaHus wn
HeJO3MPOBAHHbIX JIEKAPCTBEHHbIX MNpenapaToB ycTaHaBnmBatoTca [lpaButenbctBoMm  Poccuiickon
denepauymm.

5. Orlpep,eneHVle B3anMO3aMeHAEMOCTN He OCylWecCTBndeTCA B OTHOLWEHUN JeKapCTBEHHbIX
pPacCTUTENbHbIX NMpenapaTtoB, roMeonaTn4eckmnx nekapcTtBeHHbIX npenapaTtoBs.

6. CDopMMpOBane nepeyHa B3anmmMmo3aMeHAEeMbIX JTEKapCTBEHHbIX NMpenapaTtoB AnAa MeanunHCKoro
NMPUMEHEHNA OCYLLECTBIIAETCA 3KCNEepPTHbIM y4dpexageHnem nocpeancrtBsom 06beguHeHnst JNIeKapCTBEHHbIX
npenapartoB B OTAellbHble rpynnbl, B Kaxgonm wu3 KOTOPbIX JNeKapCTBEeHHble MnpenapaTtbl ABMNAKTCA
B3anMo3aMeHAEeMbIMU.

7. B cny4vyae BKIKOYEeHUA B WHCTPYKUMKO NO MeOUMUMHCKOMY TMPUMEHEHUK0 JeKapCTBEHHOro
npenapara Ha OCHOBaHUWN pe3yribTaToB COOTBETCTBYHOLLNX nccnegoBaHW NoKasaHum ans NPUMEHEHNUA,
KOTOpble OTIIN4akoTCA OT nokasaHun gns NPUMEHEHUA OPYIrnx nekapcTtBeHHbIX npenapatoB U3 rpynnbl
B3anMMO3aMeHAEMbIX JieKapCTBEHHbIX MNpenapaTtoB, B MNepe4yHe B3anMO3aMeEHAEMbIX J1€KapCTBEHHbIX
npenaparoB Anlda MmeauumnMHCKOro npuMeHeHuna OormkHa ObITb YKa3aHa COOTBETCTBYHOLan VIH(bOpMaLI,VIFI.

8. lNMepeyeHb B3aMMO3aMeEHSIEMbIX NMEKAPCTBEHHbLIX NpenapaToB A8 MeOULMHCKOTO MPUMEHEHUS
pasmellaeTcsa ynosHOMOYeHHbIM dpefeparibHbiM OpraHOM UCMOSTHUTENBHOM BACTW, OCYLLECTBASAOLLMM
rocygapCTBEHHYI perncTpauuio rnekapcTBeHHbIX NpenapaToB Ans MeOULMHCKOTO NPUMEHEHNS], HA CBOEM
odumumanbHom cante B cetn "MHTepHeT". MIHdhopMauna B nepeyHe B3aMo3aMeEHSIEMbIX NEKapCTBEHHbIX
npenapatoB Ans MEeOULMHCKOTO MPUMEHEHUS OGHOBMSETCHA YyKasdaHHbIM deaepanbHblM  OpraHoMm
WCMOMHMTENBHOW BfAacTU C y4eTOM HOBbIX 3aPErMcTPUPOBAHHLIX JIEKAPCTBEHHbIX MpenapaToB AnA
MEeOULMHCKOrO NPUMEHEHUSA U BHECEHHBIX M3MEHEHUIN B LOKYMEHTbI, COAEPXaLLNECS B PEMMCTPaLMOHHbIX
[OCbe Ha 3aperncTpupoBaHHbIE NIEKAapCTBEHHbIE NpenapaTbl Anst MeAULMHCKOTO NMPUMEHEHUS.

9. MNopsaoK ncnone3oBaHMs MHGOPMaLUK O B3anMo3aMeEHSIEMbIX NIEKAPCTBEHHbIX NpenapaTtax ans
MEOVLMHCKOrO MPUMEHEHUS M MOPSAOK AayM pasbsCHEHUM NO BOMpocaM B3aMMO3aMEHSEMOCTU
nekapCTBEHHbIX MNpenapaToB Afs MEeAWMUMHCKOrO MNPUMEHEHWst ycTaHaenueatoTcs [1paBuTenscTBOM
Poccuitckon degepaumm.

KoHcynbTaHTlmoc: npumeyaHue.

Cpok pervctpaunm nekapcTBEHHOro npenapata A4S BETEPUHapHOro MpPUMEHEHMUs!, UCTEKaloLlWmn C
14.03.2022 no 31.12.2022, a Takke B 2023 rogy, npogneH Ha 12 mecsueB (MocTtaHoBneHne
MpaButenbctBa P® ot 12.03.2022 N 353).

CraTtbs 28. PeructpaunmoHHoe yaoCTOBepeHMe NeKapCTBEeHHOro npenapara

1. PeructpaumoHHoe yaoCTOBEpeHue reKkapCTBEHHOro npenapara C yKkasaHueM NeKapCTBEHHbIX
dopM M [03NPOBOK BblAaeTcs 6eccpoyHO, 3a WCKMIYEHMEM PEerMcTpaumoHHOrO  YAOCTOBEPEHUS
nekapcTBeHHOro rnpenaparta, BbljaBaemMoro CO CPOKOM [OeNcTBus nNdATb JeT, Ha BhnepBble
pervctpupyemble B Poccuinckon Pegepaumm nekapcTBeHHble npenaparbl.

2. Mo WcTeyeHMM yKasaHHOrO B 4acTM 1 HacTosillel cTaTbM Cpoka BblAaeTca GeccpoyHoe
perucTpaunoHHoe YOOCTOBEPEHMEe reKapCTBEHHOro npenapaTta Mpu YCNOBUM MOATBEPXOEHUS €ero
rocygapcTBEHHOM permcTpaumm.

3. B cnyyae BHeceHusi B cootBeTCcTBMM €O ctatbammu 30 n 31 Hactoswero degepanbHOro 3akoHa
U3MEeHeHNn B cofepxalwimecss B PernctpaumoHHOM [OCbe Ha 3aperucTpyMpoBaHHbLIN NeKapCTBEHHbIN
npenapaTt OOKYMEHTbl, 3aTparMBalowmnx CBEAEHWsi, OTPaKeHHble B PErmcTpauMoHHOM YAOCTOBEPEHUM
nekapcTBeHHOro npenapara, YNofHOMOYEHHbIA befepanbHbll OpraH UCMONHUTENbLHOW BriacTu BblaaeT
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HOBOE perncTpauuoHHoe yaoCTOBEpPEHME NekapCTBEHHOro npenapara, cogepxallee BHECEHHbIe B HEro
M3MEHEHUS.
(vyacTb 3 BBegeHa denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

4. B cnyyae yTpaTtbl MM MNOBPEXOEHUS PErncTpaumoHHOrO YOOCTOBEPEHUS JIEKApPCTBEHHOIO
npenapaTta no 3asBfieHWO B NUCbMeHHoW dopMe AdepXaTenss unu Bnagenbuba perncTtpaunoHHOro
YOOCTOBEPEHMS NNEKAPCTBEHHOIO NpenapaTa UM yrnorHOMOYEHHOro UMK APYroro pUAMYECKOro nmua o
Bbldaye Oybnukata permcTtpauuoHHOro yAoOCTOBEPEHMST NeKapCTBEHHOro npenapara YnofHOMOYEHHbI
denepanbHbIN OpraH UCNOMHUTENbHOW BNACTU B CPOK, HE MPEBbLILLALLNA AeCAaTn pabounx gHen co OHS
NOCTyNneHnsa 3asBneHus, BblgaeT Aybnukat perncTpaurMoHHOro YAOCTOBEPEHUS MEeKapCTBEHHOro
npenapaTta. 3a Bbigady AybnvkaTta perncrpaumMoHHOro YAOCTOBEPEHUS NeKapCTBEHHOro npenapara
B3MMaeTCHa rocygapcTBeHHas noLunvMHa B COOTBETCTBUM C 3aKOHoAaTenbCTBOM Poccunckon denepaumm
0 Harnorax u cbopax.

(vacTb 4 BBegeHa denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

KoHcynbTaHTln0C: npumeyaHue.

Cpok pervctpaunm rekapcTBEHHOro npenapata Afis BETEPUHAPHOro MPUMEHEHUS!, UCTEKaloLWmn ¢
14.03.2022 no 31.12.2022, a Takke B 2023 rogy, npoaneH Ha 12 mecsueB (lMocTtaHoBneHue
MpaBuTtensctea P® ot 12.03.2022 N 353).

Cratbsa 29. NogTBepxaeHMe rocyaapcTBEeHHOW perucrpaumm fiekapcTBEeHHOro npenapara
(B pea. PepepanbHoro 3akoHa oT 22.12.2014 N 429-93)

1. MoaTeepxaeHne rocyaapCTBEHHOW perncTpaummn nekapcTBEHHOro npenapara ocyLecTBnsaeTcs
npu Bblgaye 6ecCcpoYHOro PerncTpaumoHHOrO yOOCTOBEPEHMS NMEeKapCTBEHHOrO npenapaTta B crydae,
yKasaHHOM B 4acTm 2 ctatbum 28 Hactoswero defepanbHOro 3akoHa, B CPOK, HE MpeBbllatoLnii
wectngecatm pabounx AHenW CO OHS NOMNYyYEeHUs COOTBETCTBYIOLMUM YMNOMHOMOYEHHbIM dhedeparbHbIM
OpraHoM WCMOSNHUTENbHON BracTU 3asBrfieHNs O MOATBEPXAEHUN rocygapCTBEHHOM perncrpaumu
nekapCTBeHHOro npenaparta. He ocylwecTBnseTca noarBepXaeHue rocygapCTBEHHOW peructpauuy B
OTHOLLEHMW NeKapCTBEHHOro npenapara, He HaxogusLuerocs B obpalieHnn B Poccuiickon ®egepaunn B
TeueHve Tpex M Gonee neT, a Takke B OTHOLUEHWW JIEKAPCTBEHHOrO CPeAcTBa, NMPOU3BEAEHHOro C
HapyLieHnem TpeboBaHusi, yCTaHOBIEHHOrO YacTblo 3.7 cTaTbu 71 HacToswero PegepanbHOro 3akoHa.

2. 3asBneHve 0 noATBepX4eHUN rocyaapCTBEHHOW perucTpauny nekapcTBEHHOro npenapata Ans
MeAVLMHCKOro MpUMEHEHUA MpeAcTaBnsaeTcs B COOTBETCTBYIOLWMI YNONMHOMOYEHHbLIN deaeparbHbIv
opraH UCNOSTHUTENbLHOW BNAacTN He paHee YeM 3a CTO BOCEMbAECAT AHEN OO UCTEYEHUs1 CpoKa AenCcTBUs
perncTpaumoHHOro yAoCTOBEPEHUS NekapCTBEHHOrO npenaparTa A8 MeAUUMHCKOro NpUMeHeHus.

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

2.1. 3asBneHve O NOATBEPXOEHUN rocyaapCTBEHHOW peructpauum nekapcTBEHHOro npenaparta
ONA  BeTepuHapHOro nNpuUMEHeHWs npeacTtaBngeTcsd B COOTBETCTBYOLWWMA  YNOFTHOMOYEHHbIN
denepanbHbI OpraH UCNOMHUTENBHOW BNacTu HE paHee YeM 3a CTO BOCEMbAECAT AHEN OO0 UCTevyeHus
Ccpoka OeWlCcTBUS PerucTpaumoHHOro yAOCTOBEPEHUS NEKapCTBEHHOro npenapaTta Ans BeTepuHapHOro
NPUMEHEHNs U He No3AHee OKOHYaHUSA CpoKa ero AencTBus.
(vacTb 2.1 BBegeHa PepepanbHbiM 3akoHoM oT 02.08.2019 N 297-93)

3. MNoaTBepxaeHne rocygapcTBEHHOM peructpauumn nekapcTBEHHOro npenapaTa ocyLlecTBnseTcs
no pesynbTatam 3KCMePTU3bl OTHOLUEHUA OXWOaeMOW MOoMfb3bl K BO3MOXHOMY PUCKY NPUMEHEeHUst
nekapCTBEHHOrO NpenapaTta Ha OCHOBaHWM Pe3yrbTaToB MOHUTOPUHIa 3deKTUBHOCTN U Ge3onacHOCTH
nekapcTBEHHOro npenapaTta, nNPOBOAMMOIO fAepXaTtenem wunu BriagensueMm pernctpaumoHHOro
YOOCTOBEPEHMS NTIEKAPCTBEHHOrO nNpenapaTa Jimbo ynoTHOMOYEHHBIM UMW FOPUONYECKUM NTULIOM, a Takke
COOTBETCTBYOLWMM YNOJTHOMOYEHHbIM q)e,qepaanuM opraHom MCMNOJNTHUTENbHON BNacTU B COOTBETCTBUM
c TpeboBaHunsIMK cTaTbk 64 HacToswero PegepanbHOro 3akoHa.

4. K 3asBneHuo o noareBepXxgeHun rocy,u,apCTBeHHoﬁ pernctpaumnmn nekapCcTtBeHHOro npenapara
ana meanunHCKOro npuMeHeHna npunararoTca:

1) [OKyMeHTbl, copepXalwme pesynbTatbl MOHUTOpPUHIa 3addeKkTMBHOCTM U  BesonacHocTH
nekapcTBeHHOro npenaparta pAnsa MeauMUMHCKOro MpUMEHEHUs, MNPOBEAEHHOro JepxarteneMm unm
BnagernbLeM perucTpaumMoHHOro YAOCTOBEPEHUA IleKapCTBEHHOro npenapata Ang  MeAuLUHCKOro
NPMMEHEeHNsT MO0  YMONTHOMOYEHHbIM MM  IOPUAMYECKUM NMUOM, MO opme, YTBEPKAEHHOMN
YNONHOMOYEHHbIM (befieparnbHbIM OPraHoOM UCMNOMHUTENBHOW BNacTw;
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2) cBefeHua O daTte npefocTaBfeHus U perucTpaLMoHHOM HOMepe MULIEH3UU Ha NPOU3BOLCTBO
NEeKapCTBEHHbIX CPeacTB MMM CBeOeHMs O daTe MpPeaoCTaBfEHUst UM PErMcTpauuoHHOM Homepe
3aKMYEHNsT O COOTBETCTBMM MNPOU3BOAUTENS FEKApPCTBEHHbIX CpeacTtB TpeboBaHMsiIM  npaBui
Hagnexalle npPOV3BOACTBEHHON MPaAKTUKWA, MNPEeAOCTaBMEHHbIX YMNONIHOMOYEHHbIM (eaepanbHbIM
OpraHoOM WCMOSIHUTENbHON BMAacTM B OTHOLUEHUN NPOU3BOACTBEHHOW MMOWAOKN JEKAapCTBEHHOIO
npenapaTa ans MeauuuHCKOro NpUMeHeHWst, rocyaapCTBEHHAs permcTpauus KOToporo noaTBepXXaaeTcs
B Clyyae, €Cnu TMpOM3BOACTBO JIEKAPCTBEHHOrO npenapata Ansg MeOMLUHCKOrO  MNpUMEHEHWUsI
ocywectBnseTcsa B Poccuinckon degepaumu;

(B pen. PepepanbHoro 3akoHa ot 27.12.2019 N 478-03)

3) konuA NpefoCTaBrEeHHON YNOMHOMOYEHHbIM OPraHoM CTpaHbl NPOU3BOAUTENS NULEH3UM Ha
Npon3BOACTBO NEKApPCTBEHHOro npenapara Ang MeAUUMHCKOro MPUMEHEHUS 1 ee NepeBo Ha PYCCKUi
A3blK, 3aBepeHHble B YCTAHOBMEHHOM TMOpsiAKe, a TakkKe KOMUSA 3akrioyeHus O COOTBEeTCTBUU
npou3BoaMTENS JEKapCTBEHHbIX CPeacTB TpeboBaHMAM MpaBuil Hagnexalwlen nNpon3BOACTBEHHON
NPaKTUKW, BbIGAHHOMO YNOSIHOMOYEHHBIM heaeparibHbIM OPraHOM UCMOJTHUTENBHOM BNacTy B OTHOLLEHNN
NPOV3BOACTBEHHOW MNIOWAAKN JNEeKapCTBEHHOro npenapata And  MeOUUMHCKOro  NMPUMEHEHNS,
rocyaapCTBeHHas perucTpauusi KOTOporo MOATBEpXOaeTcs, WM KOMUSA peLleHUst YNoSTHOMOYEHHOro
denepanbHOro opraHa MCMOMHUTENbHOW BNacTu O MPOBEAEHUN WHCMNEKTUPOBAHWS MNPOM3BOAUTENS
nekapcTBEHHbIX CPEACTB B Cryvae, ecriv NpoM3BOACTBO JIeKapCTBEHHOrO npenapara Anst MeauuMHCKOro
NpUMeEHEHNS ocyLLecTBNAeTCs 3a npeaenamu Poccuinckon degepauuu.

(B pea. PepepanbHoro 3akoHa ot 27.12.2019 N 478-$3)
(vacTb 4 B pen. PenepanbHoro 3akoHa ot 04.06.2018 N 140-d3)

4.1. B oTHoWweHUn B1onorMyecknx NekapcTBEHHbIX NpenapatoB AN MeAULMHCKOro npuMeHeHus
3asBuTENb OOMOMHMTENbHO MNpeacTaBnsaeT pesynbTaTbl MeponpUATUA, NPEeAYCMOTPEHHbIX MNNaHOM
ynpaBfeHns puckamu, YTBEPKOEHHbIM YMNOSHOMOYEHHbIM dedeparnbHbiM OpraHoOM MWCMONHUTENbHON
BMacT Mpu OCYLIEeCTBMEHWN T[oCyAdapCTBEHHOW perucTpaumyM fekapcTBEHHOro npenapata Ans
MEANLMHCKOrO NPUMEHEHMS.

(vacTb 4.1 BBegeHa PepepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

4.2. K 3aaBneHno 0 NOATBEpXOeHUN rocyfapCTBEHHOW peructpaumm nekapcTBeHHOro npenapara
ONA BETEePUHApPHOro NPUMEHEHUs npunaralTcs OOKYMEHTbl, codepxaluMe pesynbTaTbl MOHUTOPUHra
apdekTMBHOCTM U Oe30MacHOCTU FNEeKapCTBEHHOrO npenaparta Ansi BETEPMHAPHOTO MNPUMEHEHMUS,
NpPoBOAMMOrO [fepxaTenem wnu BragenbuemM perncTpaumoHHOro YAOCTOBEPEHUS NeKapCTBEHHOro
npenapaTta Ofs BETEPUHAPHOIO MPUMEHEHUSI NMOO YMOSIHOMOYEHHBIM UM HOPUONYECKMM MULIOM, MO
dopme, YTBEPXKAEHHOW YMNONHOMOYEHHbIM edepanbHbIM  OpraHoOM UCMOSTHUTENbHOW BRacTu, u
OOKYMEHThI, yKa3aHHble B nyHkTax 1, 2 - 2.2, nognyHktax "a", "6", "k", "n" nyHkta 4 yactn 3 ctatbu 17
HacToswero ®egepansHOro 3akoHa. B oTHOLWEHUN MMMYHOBMONOrMYeCcKMX NekapCcTBEHHbIX NpenapaTos
ONA BETepUHapHOro NpUMeHeHnst He NPeacTaBnATCA CBeAEHUs, yka3aHHble B nognyHkre "K' nyHkra 4
yactu 3 ctatbu 17 HacToswero ®egepanbHOro 3akoHa. B oTHOWeEHUN nekapcTBEHHbIX NpenapaToB Ans
BETEPVMHAPHOrO MPUMEHEHUS, MOMNYYEHHbIX C MPUMEHEHUEM TEeHHO-UHXEeHEePHO-MOANMDULIMPOBAHHbLIX
OpraHM3mMoB WNW COAepXKaliMx Takue OpraHM3mbl, OOMOMHUTENbHO MNPEeACTaBNATCA CBEAeHWs,
ykasaHHble B NyHKkTe 13 yactn 3 ctatbu 17 HacTosiwero ®eaepansHOro 3akoHa.
(vyacTb 4.2 BBegeHa defnepanbHbiM 3akoHoM oT 04.06.2018 N 140-®3; B pea. PeaeparnbHOro 3akoHa oT

02.08.2019 N 297-®3)

4.3. 3asBuTenb BrpaBe MpeacTaBUTb C 3asiBNEeHMEM O MOATBEPXAEHUN TrOCyAapCTBEHHOMN
perucTpaumm  nekapcTBEHHOro  npenapata KoOMui  [OKYMeHTa, noaTBepxpaiolwero  ynnarty
rocyAapCTBEHHOW MNOLMWHBLI 338 MOATBEpPXAeHWe rocydapCTBEHHOW perucrpauuun rnekapcTBeHHOro
npenapaTta, a Takke BbldaBaemble (MpegocTaBnsemMble) YyNONHOMOYEHHbIMM ddeaepanbHbIMU OpraHamu
WCMNOMHMTENBbHOW BNacTu OOKYMEHTbl (CBedeHus), ykasaHHble B MyHKTax 2 U 3 4yactm 4 HactosLlen
ctaTbu. B cnyvae ux HenpeacTaBneHWs YMNOSHOMOYEHHbIN defepanbHbid opraH WCMOSTHUTENbHON
BNacTM 3arnpalimBaeT YyKasaHHble [OKYMEHTbl (CBedeHwWsl) B Nopsake  MeXBEeOOMCTBEHHOro
WMHDOPMALIMOHHOIO B3auMOAENCTBUS.

(vyacTb 4.3 B peq. ®enepanbHoro 3akoHa ot 27.12.2019 N 478-03)

5. B TeuyeHve gecaty paBoumx AHEW CO [AHA MPUHATUA 3asiBNEeHWs O MOATBEPXKAeHWUM
rocyapCTBEHHOW perucTpauun nekapcTBEHHOro npenapaTta M AOKYMEHTOB, COAepXalluX pesynbTaThbl
MOHUTOPUHIa 3PMEKTUBHOCTM U GE30NacHOCTM NeKapCTBEHHOro npenapara, NPoBOAUMOro AepXxaTenem
UnNu  BnagjenbLuemM  PerucTpauuMoHHOrO  YAOCTOBEpPEeHWs  NeKapCTBEHHOro  npenapata  nub6o
YNOSTHOMOYEHHBIM UMW IOPUANYECKUM NIULOM, YNONTHOMOYEHHbIN dheaeparbHblii opraH UCMONHUTENBHO
BMacTu:

1) NpoBOAUT NPOBEPKY MOMHOTbI CBEAEHWW, COAEPXKALUMXCS B MNpPeACcTaBliEHHbIX 3asiBUTENEM
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OOKYMEHTaX;

2) NnpUMHMMaEeT pelleHne O nposeneHun unnum 06 oTkase B npoBeaeHnn 3KCNepTu3bl OTHOLLEHUA
oXmngaemom nosnb3bl K BO3MOXHOMY PUCKY NpPpUMEHEHUA JeKapCTBEHHOro npenapara Ha OCHOBaHWUU
pe3ynbTatoB MOHUTOPUHIa SCpCpeKTVIBHOCTVI n 6esonacHocTn JIeKapCTBEHHOro npenaparta, nposoanmMmoro
aepxarenemMm wunn BlnagenbueM pernctpaunoHHOro ygoCTOBEpPEeHUA JeKapCTBEeHHOro rnpenaparta nn6o
YNOJTIHOMOYEHHbIM UM PUONYECKAM JTULIOM, a TaKxXe q)e,qepaanblm opraHom NCMNONHNTENBHON BRacTu
B COOTBETCTBUU C TpeGOBaHVIFIMVI cTaTby 64 HacTosLWero CDep,epaanoro 3aKOHa;

3) yBeOoomnsieT B 3MEKTPOHHOM (pbOpMe UNU NUCbMEHHOW opMe 3asBUTENS U 3KCMEepPTHOoe
yypexaeHue O MpUHATOM pelleHnn nubo B cryvyae NpuHATUS pelleHuss o6 oTka3e B npoBedeHun
3KCNepTM3bl yKa3blBAET NPUYMHBI TAKOro OTKasa.

6. B cnyyae BbiIBNEHMS HEeOOCTOBEPHOCTM WU (MNM) HeJOCTAaTOYHOCTM  MHAopMauuu,
coepxallencs B NpeAcTaBneHHbIX 3asgBuTenemM OOKYMEHTaX, YNOMHOMOYEHHbIM deaepanbHbIini opraH
WCMONMHUTENBHOM BacTM HanpaenseT 3asBUTEN0 3anpoc 06 YTOYHEHMU YKa3aHHOW WHGOpMauumu.
3anpoc ynonHOMOYeHHOro deaepanbHOro OpraHa WCMONMHUTENBHOM BRacTM MoxeT ObiTb nepenaH
YyNOMHOMOYEHHOMY NpeacTaBuTemNto 3asiBUTENSA NUYHO NOA Pacnucky, HanpasfeH Mo Nno4vte 3akasHbliM
NMMCbMOM WNW NepefaH B 3NEKTPOHHON dhopme Mo TeNeKOMMYHMKALUUOHHBIM KaHanam cesasu. B cnyvae
HanpaeneHus 3anpoca YNoSHOMOYEHHOro bedepanbHOro OpraHa MCMOMHUTENbHOW BNacTu Mo novte
3aKa3HbIM MUCbMOM OH CYMTAETCA MOJIYYEHHBIM MO WCTEYEHMU LIeCTU OHEW C AaTbl HanpaeeHus
3aKas3Horo nucbma.

7. 3asButenb 06s13aH NpeAcTaBUTb OTBET HA 3anpoc YMONHOMOYEHHOro doefeparnbHOro opraHa
WCMNOSTHUTENBHOM BAcTM B CPOK, HE NPEBbILIAOLLMIA AeBAHOCTa paboumx OHEN CO OHA €ero nosyyYeHus.
CpoK, ykasaHHbIN B 4acTu 5 HACTOALLEN CTaTbW, NPUOCTAHABNMBAETCS CO AHSI HaMpaBeHUs 3adBUTENO
3anpoca ynosIHOMOYEHHOro defepanbHOro opraHa WCMNOMHUTENbHOW BnacTM A0 AHS MOMYYEHUA UM
COOTBETCTBYIOLLIErO OTBETA U HE YYMTBLIBAETCA NPU UCHUCIIEHUN CPOKa MNOATBEPXKOEHUS rOCY4apCTBEHHOMN
perncTpaumm nekapcTBeHHOro npenapara.

8. OcHoBaHMEeM [ans oTkasza B MPOBEAEHUWM IKCNEPTU3bl OTHOLUEHWUSI OXWAAeMOW Mofb3bl K
BO3MOXHOMY PUCKY MPUMEHEHWSI NEKapCTBEHHOro npenaparta SBNsSeTcsl NpeAcTaBreHne OOKYMEHTOB,
coaepallmx pesynbTaTbl MOHUTOPUHIa 3PEKTMBHOCTM U 6e30MacHOCTU lekapCTBEHHOro nNpenapara, 1
(Mnn) B OTHOWEHWM BMOMOrMYECKUX NEeKapCTBEHHbIX MpenapaToB pe3ynbTaToB  OCYLLECTBIIEHUS
MEpPOMNPUATUA B COOTBETCTBMM C MNIAHOM YMpaBneHUs PUCKaMW, YTBEPXAEHHbIM YNONHOMOYEHHbIM
denepanbHbIM OpraHoM UCMONHUTENbHOW BMACTU NPW OCYLLECTBIIEHUM FOCYAAPCTBEHHOW perucrpaumm
neKkapcTBEHHOro npenapata, B HEMOMHOM 06beme, OTCyTCTBME UHGOPMaLWM, noaTBepxaatoen dakTt
ynnaTbl rOCy1apCTBEHHOW MOLLMNMHbBI 32 NOATBEPXKAEHWE rOCYAapCTBEHHON permcTpaummn nekapcTBEHHOro
npenapara, Nnbo HenpeacTaBrneHe 3asiBUTENEM B YCTaHOBMEHHBIN CPOK OTBETA HA yKa3aHHbI B YacTu
6 HacToslel cTaTbM 3anpoc YMNOSIHOMOYEHHOro deaepanbHOro opraHa WCMOMHWTENbHOW BRactu, a
TakKe OTCYTCTBME B yKa3aHHbIX JOKYMEHTax MH(OopMaLumM, KoTopasi 4OMKHA ObITb B HUX OTpaxeHa.

9. OkcnepTM3a OTHOLWEHWS OXMAAeMOW MNONb3bl K BO3MOXHOMY PWUCKY MNPUMEHEHUs
nekapcTBeHHOro npernapaTa B Lensax NoATBepXAeHUs rocyfapCTBEHHOW perncTpaumn rekapcTBeHHOro
npenapaTta nNpoBOAUTCH KOMWUCCUEN IKCMEPTOB IKCMEPTHOro Y4YpeXxAeHusi B CPOK, He MpeBblLLakoLLmi
copoka paboumnx aHeMn.

10. B crnyyae HegocTaToOMHOCTU NpeACTaBrieHHbIX 3KCNEPTY Matepuanos AN Aadvn 3aknioveHus
akcnepT obpallaeTcs K pykoBOAUTEMIO IKCMEPTHOro yupexaeHns O npedocTaBneHnm eMy HeobxoanMblx
maTepuanoB. PykoBoguTernb 3KCNEpPTHOro yypexaeHus obpalyaeTcs ¢ COOTBETCTBYIOLMM 3arpocoM B
YNOMHOMOYEHHbIV befieparnbHbIi OpraH UCMOMHUTENbHOW BNacTu, BblAaBLUWKA 3aaHue Ha npoBefeHune
3KCMEePTU3bl OTHOLLUEHUS OXUOAeMOW MOoNb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro
npernapata Ha OCHOBaHWUW [OKyMeHTa, coepallero pesyrnbTaTbl MOHUTOPUHra 3ddEKTUBHOCTU WU
DesonacHoCTM nekapCTBEHHOro npenapata. B Teyenne nAtv paboumx gHem co OHA MNOCTYNNeHus
3anpoca pPYKOBOAMTENS OKCMNEPTHOro y4ypexaeHus ykasaHHbI defepanbHbii opraH WUCMONHUTENbHON
BMacTu HanpaBnseT 3asBUTENO 3anpoc O NpeacTaBneHnn HeobXoaMMbIX MaTepuanos, KOTOPbIA MOXeT
ObITb NepedaH YNOMHOMOYEHHOMY MpPeAcTaBUTENO 3asBUTENS NWMYHO Mo Pacnucky, HanpasreH no
noyTe 3akasHbIM NMUCbMOM WK MepefaH B 3NEKTPOHHOW hopme No TeNeKoOMMYHUKaLWOHHBLIM KaHanam
cBsAsn. B cnyyae HanpaBneHus 3anpoca yrnorTHOMOYEHHOro befeparnbHOro opraHa MCMNONHUTENLHON
BMNacTu MNo noyTe 3akasHbIM NMUCbMOM OH CYMTAETCS MOSIyYEeHHbIM MO UCTEYEeHWU LIEeCTU OHeW ¢ aaThbl
HanpasIieHUs 3aKa3Horo nNMcbma.

11. 3asBuTenbL 06sa3aH npeactaBmnTb OTBET HaA 3anpocC ynosIHOMOYeHHOro cbep,epaanoro opraHa
MCMNONHUTENbHON BRacTn B CpPOK, He I'IpeBbILIJaPOLLI,I/Iﬁ LeCcTnagecdaTun pa6oq|/|x OHen co gHs nony4yeHud



yKasaHHOro 3anpoca. YNofHOMOYEHHbIN beaepanbHbii OpraH WUCNOMHUTENbHOW BRacTv, BblAaBLUWA
3a/laHue Ha NpoBeJeHMne IKCNEPTU3bl OTHOLLEHNS OXMAAEMOWN MOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHUSI
NeKkapcTBEHHOro npenapata Ha OCHOBaHWW [OKYMEHTa, coAepXallero pesynbTaTbl MOHUTOPUHra
ahbdekTnBHOCTM 1 6e30NacHOCTM NEeKapCTBEHHOrO npenapara, B TedyeHue Nsatvu paboumx gHen co OHS
NoCTynrieHns OT 3asgBUTend oOTBeTa Ha 3anpoC  YMNOMHOMOYEHHOro defepanbHOro opraHa
UCMOMHMTENBHOW BrlacTU  HanpaensieT 3TOT OTBET B 3KCMepTHoe ydpexaeHwe. B cnydvae
HenpeacTaBneHnst MO MCTEYEHUN LIecTUaecsaTn pabouvx OHen 3asBuMTeNneM OTBEeTa Ha YKa3aHHbIN
3anpoc YMOSTHOMOYEHHbIN dbefepanbHbli OpraH WCMONMHUTENbHOW BnacTW, BblAaBLUMI 3agaHue Ha
npoBedeHNEe 3KCMEPTU3bl OTHOLUEHUS OXMAAEMOW MOMb3bl K BO3MOXHOMY PUCKY MNPUMEHEHNS
rNeKapCTBEHHOro npenapaTta Ha OCHOBaHWM [OKYMEHTa, COAepXXallero peaynbTaTbl MOHWUTOPUHra
adpdekTnBHOCTM K 6e30nacHOCTM NEeKapCTBEHHOro npenapaTta, B TedeHue nATM pabounx agHen
HanpaensieT B 9KCNEpPTHOE Yy4YpexaeHue yBeAOMSIEHME O HenpeacTaBrneHuu 3asiBUTenem oTBeTa Ha
3anpoc ykasaHHOro opraHa. Bpemsi co AHs HanpaBneHwst 3anpoca 3KCMEpPTHOro Y4YpexaeHus B
YNOMHOMOYEHHbIN beaepanbHbli OpraH WCMOMNHUTENbHOW BNacTu A0 OHSA MNOMNyYeHWs SKCNepTHbIM
yypexageHmem OTBeTa Ha 3anpoc WnM yBeOMIEHUs O HenpeacTaBneHuM OTBETa Ha 3anpoc He
YYUTBIBAETCA MNPU UCHUCIIEHUM CpoKa MNPOBEAEHMSI SKCMEPTU3bl OTHOLUEHUS OXMAAeMOW MoMb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUS NEeKapCTBEHHOro rnpenapaTta Ha OCHOBaHMM AOKYMEHTa, coaepallero
pe3ynbTaTbl MOHUTOPWHra 3pEKTMBHOCTU N 6e30MacHOCTUN NeKkapCTBEHHOMO Npenapara.

12. B cpok, He npesblwanwun gecatu pabounx gHEN CO AHSA NOMYyYEeHWUs! 3aKMioYeHUst KOMUCCUn
SKCNepToB MO pes3yrnbTataM 9KCMepTU3bl OTHOLIEHMS OXUOAEMOW MOoNb3bl K BO3MOXHOMY PUCKY
NPMMEHEHNs MNeKkapCTBEHHOro npenaparta, COOTBETCTBYIOLWMI YNONHOMOYEHHbIN dedeparnbHbIi opraH
WCNOMHMTENbHOW BNacTu:

1) OCYLLECTBIIAET OLEHKY 3TOro 3aKkn4eHua ana onpepneneHna ero CooTBeTCTBUA 3adaHU0 Ha
npoeegeHne yKa3aHHOI7I 9KCNepPTU3bl;

2) NpuUHMMaeT pelueHne O MNOATBEPXAEHWM TOCYLAapCTBEHHOW perucTpauun nekapCTBEHHOro
npenapata wunu o6 oOTkaze B MOATBEPXAEHWM TOCYAapCTBEHHOW perncrTpaumMm nekapCTBEHHOro
npenapara;

3) BHOCUT nNpW MPUHSATAM peLleHVMst O TOATBEPXKOEHWM TOCYAAPCTBEHHOW perucrpauum
nekapcTBEHHOro npenapaTta CBefeHWsl B roCyAapCTBEHHbI PEECcTp NeKapCTBEHHbIX CPEACTB U BblgaeT
3aaBuUTeNo 6eccpoyHoe perncTpauroHHoe yaoCTOBepeHMe fekapCTBEHHOro npenapaTa.

13. OcHoBaHueM Ons oTkasa B NOATBEPXAEHUM rOCYOAPCTBEHHOMW perucTpaumm NeKapCTBEHHOro
npenapaTta SBNAETCA 3akMoYeHUWe COOTBETCTBYIOLLEro YMNOMHOMOYEHHOrO deaepanbHOro opraHa
WCMONTHUTENBHOW BNAacTU O TOM, YTO PUCK NPUYMHEHUSI Bpeda 340POBbK YENoBeKa WUNU KUBOTHOIO
BCIeACTBME NpMemMa nekapcTBeHHOro npenapara npesbilaeT 3pOekTUBHOCTb €ro NPUMEHEHNS.

(B pea. PenepanbHoro 3akoHa ot 04.06.2018 N 140-93)

14. B nepuog nposedeHus npoueaypbl NOATBEPXKAEHUS rOoCygapCTBEHHOM —perucrpauumun
nekapcTBEHHOro npenapara ero obpawleHue B Poccunckon ®enepaumm He npuocTaHaBnMBaeTCs.

15. [onyckaeTcs o6palleHuMe neKapCTBEHHbIX MNpenapaTtoB A0 WCTEYEHWs cpoka TOAHOCTMH,
NPON3BEAEHHbIX B TEYEeHWe CTa BOCbMUAECATW KaneHAapHbiX [AHeil nocne AaTtbl  MPUHATUA
YNOSIHOMOYEHHbIM  cbefepanbHbIM  OpraHoM WUCMOSIHUTENbHOW BNAcTU pelleHnst O MOATBEPXKAEHUM
rocyaapcTBEHHOW perucTpaumu, B COOTBETCTBMM C WHGpOpMauMen, codepxallencs B [OOKyMeHTax
perncTpaumoHHOro Aochbe Ha NnekapcTBeHHbIW npenapar A0 AaTbl NPUHATUA Takoro peLleHns.

(B pen. PepepanbHoro 3akoHa ot 02.08.2019 N 297-03)

Cratba 30. BHeceHue n3aMeHeHU B [OKYMEHTbI, coaepKalumecsi B permcTpaumoHHOM AoCbe
Ha 3aperMcTpupoBaHHbIN NeKapCcTBEHHbIN Npenapar Ans MeaAULMHCKOro NpUMeHeHus

1. B uensix BHECEHUS U3MEHEHUA B OOKYMEHTbI, coAaepXalimecs B perncTpaumoHHOM AoCbe Ha
3aperncTpMpoBaHHbIA NEKApCTBEHHbIN MpenapaT Ans MeAWLUHCKOro MNPUMEHEHWs, AepXaTenb Whu
BnageneL, perncTpauMoHHOr0 yAOCTOBEPEHUs] NEKapCTBEHHOro npenapata Wnv yrnoriHOMOYEeHHOE MM
Apyroe topuaudeckoe nuvuUo (Qanee B HacTosilen cTaTbe - 3asBWUTENb) MpeacTaBnseT B
YNOSIHOMOYEHHbIN  (beaepanbHbli OpraH WCMOMHUTENbHOW BRacTu 3asBfeHME O BHECEHWM TaKux
n3MeHeHu no ¢opme, YCTAHOBIIEHHOW YMOMHOMOYEHHbIM dheaeparnbHbIM OpPraHoM WCMONTHUTENBHON
BNacTu, W MpunaraeMble K HEeMy W3MEHEeHWss B YyKa3aHHble [AOKYMEHTbl, a TaKkke [AOKYMEHThI,
noATBepXAaaroLmne HeoOXoANMMOCTb BHECEHWS TaKUX U3MEHEHWI.

(B pea. PegepanbHbix 3aKOHOB 0T 22.12.2014 N 429-®3, ot 04.06.2018 N 140-$3)
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1.1. Mpn HeobBXO0ANMOCTU BHECEHUS B AOKYMEHTbI, COAepXaLlmecs B perucTpalmMoHHOM JOChbe Ha
3aperncTpupoBaHHbIA  MEeKapCTBEHHbIM npenapat Ans  MeOUUMHCKOrO MNPUMEHEHUs,, U3MEHEHUN,
yKa3aHHbIX B MyHKTe 3 4acTu 2 HacTosien ctaTbM M TpebyloLmx NpoBEeAEHUs 3KCMepTM3bl KadyecTBa
nekapcTBEHHbIX CPEeACTB, 3asiBUTENb OOMNONHUTENBHO NPeACcTaBnseT B YNONHOMOYEHHbIV dheaepanbHbIv
opraH MWCMOMHUTENbHOW BracTU CBEAEHWs O JaTe npeaocTaBrneHuss U pPerucTpauuoHHOM HoMepe
NUEH3MM Ha MpOU3BOACTBO JEKApCTBEHHbIX CPEACTB WM CBeOeHWs O [JaTe MpefocTaBrieHus U
pervcTpaunoHHOM HOMEpE 3aKM4YeHUs O COOTBETCTBMM MPOU3BOAUTENS NEKApCTBEHHbIX CPEeACTB
TpeboBaHWAM npaBuil Hagnexawen npou3BOACTBEHHOW NPAKTUKM, BblAAHHBIX (NPegoCTaBEHHbIX)
YMONTHOMOYEHHbIM befeparnbHbIM OPraHOM MCMOSTHUTENBHOW BNacTu B OTHOLLEHWUN U3MEHEHHON 1 (M5n)
AOMNOJTHEHHOW NPON3BOACTBEHHON NNOLWAAKM NTEeKapCTBEHHOMO Npenapara, B criydae, ecriv npou3BoACTBO
nekapCcTBeHHOro mnpenapaTa ocyulectBngetca B Poccuiickon ®epepauun, nnbo ceBegeHus o pate
npegocTaBneHnss U pPerucTpaumMoHHOM HOMepe BblOAHHOW  YMOMHOMOYEHHbIM OpraHoM CTpaHbl
npoun3BoaMTENS NULEH3MM Ha MPOU3BOACTBO NEKAPCTBEHHOro npenapata U ee nepeBOj Ha PYCCKUM
A3blK, 3aBepeHHble B YCTaHOBMEHHOM MOpPSAKe, a Takke CBeAeHUs O [aTte npefocTaBneHuss u
perncTpaumoHHOM HOMEpPE 3aKMYeHWs O COOTBETCTBUM NPOM3BOAUTENS FNEKapCTBEHHbIX CPeacTB
TpeboBaHMsIM nNpaBun Haanexawle npoM3BOACTBEHHOM MNPAKTUKW, BbIAAHHOMO YNOMHOMOYEHHbIM
denepanbHbiM OpraHOM MCMOMHUTENbBHOW BRacTM B OTHOLUEHUN W3MEHEHHOW W (Mnn) LONONHEHHOW
NPOW3BOACTBEHHOW NIIOLWAAKN NeKapCTBEHHOrO npenapara, WM CBedeHus O aTe NpefoCTaBMneHUs u
pervcTpaunoHHOM HOMepe peLLeHnst YMoSTHOMOYEHHOTO hefeparnbHOro opraHa UCNOSHUTENBHOW BNAacTU
O nNpoBedEeHWM WHCMEKTUPOBAHMSA MNPOU3BOAMUTENS] FEKApCTBEHHbIX CpPeacTB B Clydae, €ecrnu
NpOM3BOACTBO NEKapCTBEHHOMO Npenapara ocyLlecTBnseTcs 3a npegenamu Poccuiickon degepaunn.
(vacTb 1.1 BBegeHa depepanbHbiM 3akoHOM OT 04.06.2018 N 140-93; B pen. PefepanbHOro 3akoHa ot
27.12.2019 N 478-93)

1.2. Tpn HEOBXOAUMOCTN BHECEHWNS B OKYMEHTbI, cogepalimecss B perucTpaumoHHOM OCbe Ha
3aperncTpMpoBaHHbIA  fIeKapCTBEHHbI MpenapaT Ans  MeOWMUMHCKOTO MPUMEHEHWS, W3MEHEHUN,
yKasaHHbIX B MyHKTE 4 4acTu 2 HacToslen cTaTbM U Tpebylolwmx NpoBeAeHMs IKCNepTusbl KayecTsa
neKapCTBEHHbIX CPEeACTB, 3aABUTENb AOMNOMHUTENbHO NpeacTaBnseT B YyNONHOMOYEHHbIN dheaepanbHbIv
opraH WCMONHWUTENbHOM BMAacTM CBeAeHWA O gate nNpedoCTaBNeHUs W perncTpaurMoHHOM Homepe
NMUEH3NM Ha MNPOU3BOACTBO JlIEKAPCTBEHHbIX CPEeACTB WM CBeAeHWs O gaTe npefocTaBneHus u
perucTpauMoHHOM HOMepe 3aKfioYeHMs O COOTBETCTBUWM MPOWM3BOAMUTENS IEeKapCTBEHHbIX CpeacTB
TpeboBaHMAM npaBun Hagnexawew npon3BOACTBEHHOW NPAKTUKKM, BblAaHHbLIX (MPegoCTaBrEHHbIX)
YNONMHOMOYEHHbIM hedeparnibHbIM OpraHoOM WCMOSHUTENbHOW BRacTyu B OTHOLLEHWM MPOU3BOACTBEHHOM
nnowagkM nekapcTBEHHOro npenapara, B Criyyae, ecnv MNpou3BOACTBO fleKkapCTBEHHOro npenapara
ocyuwlectBnsetca B Poccuiickon ®epepauuun, nubo cBegeHus O gate  MNpefocTaBleHua u
pervcTpaunoHHOM HOMepe BblaHHOW YMOSTHOMOYEHHbLIM OpraHOM CTpaHbl NPOU3BOAUTENS NULEH3MN Ha
NPOM3BOACTBO FEKapCTBEHHOrO Mpenaparta W ee nepeBoj Ha pPYCCKMA A3blK, 3aBEPEHHble B
YyCTaHOBMEHHOM MOpsiAKe, a Takke CBedeHus O gate npedocTaBfeHUs U perucTpauvoHHOM Homepe
3aKMOYEeHMAs O COOTBETCTBMM MNPOU3BOAMTENS fEeKapCTBEHHbIX CPeAacTB TpeboBaHMAM  MnpaBun
Hagnexallel NpPOu3BOACTBEHHON MPAaKTUKKX, BblAAHHOIO YMOMHOMOYEHHbIM d)edepanbHblM OpraHoM
WCMONHUTENBHON BNacT B OTHOLLEHWM NMPOM3BOACTBEHHOWN NOLWAaAKN feKapCTBEHHOro npenaparta, uim
CBefeHVs O pfaTe npefocTaBfieHUss U pPerucTpauuoHHOM HOMepe peLleHWst  YMONHOMOYEHHOro
dedepanbHOro opraHa WCMOMHUTENbHOW BriacTM O MNPOBEAEHUU WHCMEKTUPOBaHUS MpPOV3BOAMTENS
rnekapCTBEHHOro CpeacTsa B Cryyae, ecrnv nNpou3BoACTBO JIEKapCTBEHHOroO npenapaTa OCyLecTBAseTcs
3a npegenamun Poccuiickon ®eagepaunn.

(vyacTtb 1.2 BBegeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-93; B pea. PegepanbHOro 3akoHa oT
27.12.2019 N 478-93)

1.3. TIpuHATME pelleHnst O BHECEHUN WU3MEHeHUA UM o6 oTka3e BO BHECEHUM WU3MEHEHUN B
OOKYMEHThI, CoAepXallMecss B PerucTpauMoHHOM [OCbe Ha 3aperMcTpUpPOBaHHbIA NEKAapCTBEHHbIN
npenapaTt Ans MeOUUMHCKOTO MPUMEHEHUs, B crnydyae HeobXxoOAuMOCTM NpPOBEAEHUSA SKCMepTU3bl
KayecTBa JIEKapCTBEHHbIX CPeacCTB U (MIM) 3KCNEPTU3bl OTHOLLEHUSA OXMAAEMOW MOSb3bl K BO3MOXHOMY
PUCKY MPUMEHEHMS NEKapCTBEHHOro npenaparta A MeAUUMHCKOrO MPUMEHEHMUSI OCYLLECTBISIETCA B
CpOK, He NpeBbILaLWMIA OeBsHOCTa paboyumx AHEN, a B OCTalbHbIX CyvasX B CPOK, HE MpeBblllatoLLmi
Tpuauatn paboumx gHen co OHs NPUHATUS YMONTHOMOYEHHbIM dhefeparbHbiM OpraHoOM MCMOSHUTENbHOWN
BIacTy 3asBNEHNS O BHECEHUU TaKUX NU3MEHEHUN.

(vacTb 1.3 BBegeHa deaepanbHbiM 3akoHOM OT 04.06.2018 N 140-03)

1.4. YnonHoMo4eHHbIN defeparnbHblii OpraH MCMOMHUTENbHOW BMAacTM C y4eToM pesynbTaToB
dapmakoHaa3opa M MPOBEPOK COOTBETCTBUS NEKapCTBEHHbIX CPeaCcTB, HAXOAALIMXCS B rpakaaHCKOM
06opoTe, yCTaHOBMEHHbIM TpeboBaHUSIM K MX KayecTBy B TeyeHue Aecsatn paboynmx OHen co aHsA
NOCTYNMEHNsT COOTBETCTBYOLWEN MHPOPMaUMM pa3mellaeT Ha cBoemM oduumanbHOM canTe B CeTu
"MHTepHeT" cBedeHuss O HeOOXOAMMOCTU BHECEHUS B WMHCTPYKUMIO MO MEAWLMHCKOMY MPUMEHEHMUIO
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NeKapCTBEHHOro npenaparta W3MEHEHWN B OTHOLUEHUW CBEAEHWA O MOKa3aHWsX ANA NPUMEHEHWUs Wt
NPOTMBOMNOKa3aHWAX AN MPUMEHEHUS NeKapCTBEHHOIO npenaparta, BbisiBNEHHbIX NODOYHbIX AENCTBUSIX,
HexxenaTtenbHbIX peakuusix Npu MpUMEHEHUN NeKapCTBEHHOro npenapaTta W yBeAomnsieT o6 3ToMm B
SMNEeKTPOHHOW hopMe UNn NUcbMeHHon dopme (Ha BymakHOM HOocuTene) AepxaTtens unu Bragensua
perucTpaumoHHOro yAOCTOBEPEHNsI NEeKapCTBEHHOro npenaparta (Mnu YnorHOMOYEHHOe WM Apyroe
lopuanyeckoe nuuo), a Tawkke pAepxatenev WnuM BnagenbLeB PerMcTpauvoHHbIX YAOCTOBEPEHUN
neKapCcTBEHHbIX MpenapaToB (MK YNONMHOMOYEHHbIX UMW APYTUX KOPUAMYECKNX NNL), KOTOPblE SABNSAIOTCS
B3aVMO3aMeHseMbIMU.

(4acTb 1.4 BBegeHa deaeparnbHbiM 3akoHOM OT 27.12.2019 N 475-03)

1.5. JepxaTtene nnu snageneL, permcTpaunoHHOro yaqocToBepeHns ekapcTBEHHOro npenapara, a
TaKKe gepxarenu unm Bnagenblbl PerMcTpaunoHHbIX YOOCTOBEPEHUI NEKapCTBEHHbIX NpenapaTos (1nm
YNOMHOMOYEHHbIE UMW OpYrue ropugndeckme nuua), Kotopble SBNSTCA B3aMMo3aMeHseMbiMy, 0693aHbI
npeacTaBuTb B YNONIHOMOYEHHbIN dheaepanbHbIi opraH NCNONHUTENBHOW BNACT 3as8BMEeHUs O BHECEHUM
U3MEHEHUA B [OOKYMEHTbl, COAepXallMecss B PEerncrpauuoHHbIX [OOCbe Ha 3aperncTpyvpoBaHHbIE
nekapcTBeHHble MnpenapaTbl AN MEeAUMLUHCKOrO NPUMEHEHWs!, B OTHOLLEHWW CBEOEHWUW, YKa3aHHbIX B
WHCTPYKUUN MO MEOMLMHCKOMY MPUMEHEHUIO NIEKAapCTBEHHbBIX MpenapaToB, B TeYeHne copoka paboumx
OHEN CO [HS pa3MeLLleHus YMNorIHOMOYEHHbIM hbeaepanbHbiM OpPraHOM  MCMOMHUTENBHOW BNAacTh
MHpopmMaunm, ykazaHHon B Yactu 1.4 HacTosiwen ctaTbn. [laHHOe TpeboBaHME He pacnpocTpaHsaeTcs Ha
Crnyyanm BHECEHUA B WHCTPYKUMIO NO MEOMUMHCKOMY TMPUMMEHEHMWIO FeKapCTBEHHOro npenapara
N3MEHEHN B OTHOLLEHWMN HOBbIX MOKa3aHWM ANsl NPUMEHEHNA NEKapCTBEHHOro npenapara Ha OCHOBaHWUMK
pes3ynbTaToB COOTBETCTBYIOLLMX UCCIIEL0BAHUN.

(vacTb 1.5 BBegeHa PepepanbHbiM 3akoHOM OT 27.12.2019 N 475-93)

2. SKcnemesa JIeKapCTBEHHbIX CpeaACTB B 4YaCTU 3KCNepTu3bl Ka4eCcTBa J1IeKapCTBEHHOIO cpeacrTea
n (I/IJ'IVI) SQKCNePTU3bl OTHOLLEHNA 0XngaemMon nosnb3abl K BO3MOXHOMY PUCKY NpUMEeHEHNA JieKapCTBEHHOIo
npenapara anda MeguumHCKOro npuMeHeHna npoBoanTcAd B Cliydae BHECEHUA M3MEHEHNI B OOKYMEHTHbI,
coaepxawmeca B permctpaumoHHOM OoCbe Ha 3apeFVICTpV|pOBaHHbIl7I ﬂeKapCTBeHHbIVI npenapart, B
OTHOLUEHUN:

1) cBedeHWi, YKaszaHHbIX B WHCTPYKUMWM MO MeOWLMHCKOMY MPUMEHEHUIO J1eKapCTBEHHOIo
npenapara:

a) nekapcTBeHHast opmMa C ykazaHMeM HaUMEHOBaHMWI MU KONIMYECTBEHHOrO CocTaBa AEeNCTBYIOLLNX
BELLECTB N KA4YECTBEHHOro COCTaBa BCMOMOraTesibHbIX BELLECTB (Mpu HEOOXOAUMOCTU KONMMYECTBEHHOIO
cocTaBa BCMomoraTerbHbIX BELLECTB);

6) dapmakoguHamvka UM apMakoKMHeTMKa (3@ WCKIMIOYEHUEM  (DapMaKOKMHETUKU
romMmeonaTMyeckmx feKapCcTBEHHbIX MpenapaToB N pacTUTENbHbBIX NeKapCTBEHHbIX MpenapaToB);

B) NokasaHusa Ans NpUMeHeHus;

r) NPOTUBOMOKA3aHUA ANs NPUMEHEHNS;

[) Mepbl NPeOCTOPOXHOCTM NPU NPUMEHEHUN;

€) yKkasaHWe BO3MOXHOCTM W OCOGEHHOCTEW MPUMMEHEHUS NekapCTBEHHOro npenapaTta Aans
MEOMLMHCKOrO  MPUMEHEHUS GepeMeHHbIMM  KEHLUMHAMW, >KEeHLWMHaMU B  Nepuog  rpyaHoro

BCKapMInnBaHuda, 0etbMn, B3pOCIbIMU, UMELLNMN XPOHUYECKNe 3abonesaHus;

X) PEXUM [03UPOBaHMS, CrNocobbl BBEAEHUS U MPUMEHEHUS, NPU HEOBXOAMMOCTU BpeMsl npuema
NeKapCTBEHHOTo MnpenapaTa, NPOAOMKUTENbHOCTL NeYeHns, B TOM Yucne Y AeTen 00 W Mocne OfHOro
roaa;

3) BO3MOXHble NoBoYHbIE AENCTBUA U HexXenaTerbHble peakuun Npu NpuMeHeHUN NekapCTBEHHOro
npenapara;

1) CUMNTOMbI NepPefo3VPOBKM, MepbI MO OKasaHWo NOMOLLM NPpKU Nepeao3npoBKe;
K) B3aMoeNCTBrE C APYrMMI NeKapCTBEHHbIMM Npenapatamu U (Un1) NULLEBLIMU NPOAYKTaMMU;
n) dhopMbI BbiMycka NekapCTBEHHOTO Npenapara;

M) ykasaHue (npu HeobxoaMmMocTn) OCOBEHHOCTEN OEWCTBUS NEKapCTBEHHOro npenapara npu
nepBoOM MpUemMe Unm npu ero OTMeHe;
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H) cBeaeHnA O BO3MOXHOM BJTMAHUN NEKAPCTBEHHOro npenapara gna MegunumuHCKOro npuMeHeHus
Ha cnocoBHOCTbL ynpaenAaTb TPAHCNOPTHbIMKU CpeacTBaMn, MeXaH3MaMu;

O) CPOK rogHOCTU M yKa3aHue Ha 3anpeTt NpuMeHeHud nekapCTBeHHOro npenapara no NctevyeHnn
CpOKa rogHoCTu;

M) yCroBWS XpaHEHUS;

p) yCrioBust OTNYcCKa;

2) cocTaBa NnekapCcTBEHHOro npenapara aAng MeguLUHCKOro NpUMEHEeHUs;

3) M3MeHeHUs1 MecTa NPOM3BOACTBA FIEKAPCTBEHHOMO NpenapaTta Ans MeauUMHCKOro NPUMEHEHUS;

4) M3MEHEHNA MoKasaTenen KadecTtBa NIeKapCTBEHHOro npenaparta anda MeaununHCKoro
NMPUMEHEHNA U (VIJ'IVI) MeTOAOB KOHTPOJIA KayecCTBa JieKapCTBEHHOINo npenaparta ana MeguumHCKOro
NMPUMEHEHUA;

5) nameHeHusi cpoka rogHOCTU NeKapCTBEHHOrO npenapaTa Ans MeAMLMHCKOrO NPUMEHEHUs;

6) cBegeHMn 0 HeoBXOOUMOCTU BHECEHUSI MHbIX U3MEHEHWA B WHCTPYKUMIO MO MEAMUMHCKOMY
NMPUMEHEHUIO JeKapCTBEHHOrO Mpenapata, a Takke B WHble [OOKYMEHTbl, coJepXallivecs B
PErMCTPaLMOHHOM [OCbEe Ha 3aperncTpuMpoBaHHLIN NeKapCTBEHHbIM npenapat. Mpu 3ToM pelleHue o
NpOBEAEHUN 3KCMEPTU3bl KayecTBa JIeKapCTBEHHbIX CPeACcTB WM (MNKM)  3KCMepTU3bl  OTHOLLEHMUS
OXWOaeMol Nosb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NekapCTBEHHOrO npenapaTa Anst MeguumHCKoro
NPUMEHEHNs1 NPUHMMAETCS B COOTBETCTBUM C YTBEPXKAEHHONM YNONTHOMOYEHHbLIM dhedepanbHbIM OpraHoM
WCMNOSHMUTENBbHOW BMacTu Krnaccuukaunein U3MeHEeHWU, BHOCUMbIX B [OKYMEHTbI, coAepalumecsi B
PEerMcTpaumoHHOM [0Chbe Ha 3aperMcTpUpoBaHHbIN NeKapCTBEHHbIN Npenapar.

(4acTb 2 B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. 3agdBuTenb BnpaBe nNpeacTaBUTb MO COOCTBEHHOM MWHMUMATMBE BMECTE C 3asiBNEeHMeM O
BHECEHUN  U3MEHEHUA B  [AOKYMEHTbl, codepxalmecs B  PerucTpauMoHHOM  AOOCbe  Ha
3aperucTpupoBaHHbIA NEKapCTBEHHbIM npenapaT Ans MeguumMHCKOro NPUMEHEHWs, KOMM OOKYMEHTOB,
NOATBEPXKAAOLWMX YyNNaTy rocy4apCTBEHHOW MOLUNUHbBI 32 BHECEHWe B AOKYMEHTbI, cogepXaluecs B
perucTpauMoHHOM [OCbe Ha 3apermcTpyMpoBaHHbIN JeKapCTBEHHbIM npenapat Ans MeAWLUHCKOro
NPUMEHEHUS, U3MEHEHUN, TPebyLMX MNPOBEAEHUS 3KCMEPTU3bl NEeKapCTBEHHbIX CPeAcTB B 4acTu
3KCNepTM3bl Ka4ecTBa NeKapCTBEHHOTO cpeacTBa U (Mnun) aKCNepTUsbl OTHOLLEHUS OXMOAEeMOW Nonb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUS FeKapCTBEHHOro npenapata Ans  MeAUUUHCKOro NPUMEHEeHNs,
rocygapCcTBEHHOMN MOLUNHBI 3@ BHECEHWE B JOKYMEHTbI, COAepXKallmecs B perncTpauuoHHOM AOCbe Ha
3aperucTpupoBaHHbIA NEKapCTBEHHbIN npenapat An8 MeOUUMHCKOro MPUMEHEHUS, W3MEHEHWUR, He
TpeOyloWwmMx NpoBeAeHUs  3KCNepTU3bl  JIeKapCTBEHHOrOo CpeAcTBa, a Takke  BblgaBaeMble
(npepoctaBnsemMble)  YNOMHOMOYEHHbIMM  dbefeparnbHblMM  OpraHaMu  UCMOSTHUTENbHOW  BriacTu
OOKYMeHTbl (CBefdeHus), ykasaHHble B 4actax 1.1 m 1.2 HacTtosiwen ctatbn. B cnyyae wux
HenpeacTaBrneHns YNONHOMOYEHHbIN dedeparnbHbIl OpraH WCMNONHUTENBHOM BNacTu 3anpawmsBaeT
yKasaHHble  OOKYMeHTbl  (CBedeHus) B MOpsake  MeXBEAOMCTBEHHONO  WMHMOPMaUMOHHOro
B3aVMOOENCTBUS.

(vacTb 3 B peq. PegepanbHoro 3akoHa ot 27.12.2019 N 478-d3)

4. B TeueHne gecatn pa6oqu OHel co oHA NOCTYNNEeHNA yKa3aHHOro B 4actu 1 HacTosLEeN cTaTbn
3asBNeHnss 1 HeobXoauMbIX OOKYMEHTOB yHOﬂHOMOLIeHHbIVI (beﬂ,epaﬂbell?l opraH MCMNONHUTENbHON
BnacTu:

1) NPOBOAUT NPOBEPKY MOMHOTbI U JOCTOBEPHOCTW CBEAEHUIN, COAEPXKALLUMXCA B NpeacTaBEHHbIX
3asBuTenemM martepuanax;

2) npuHnmMmaeT peweHne o npoBedeHnn YyKas3aHHbIX B 4acTu 2 HacTtoswen cTaTbu
COOTBETCTBYHIOLLNX 3KCNEPTU3 NNeKapCTBEHHOro cpeacrtea unn 00 oTKase B ux npoeBeaeHnn,

3) yBegomnseT B 3NIEKTPOHHOW UMW MUCbMEHHOWN (hopMe 3asiBUTENS O MPUHSATOM PeELLEeHUM Unu B
crnyyae MNpuHATMSA peweHus o6 oTkase B NpoOBedEeHVMM COOTBETCTBYIOLLEW 3KCMEPTU3bl C yKa3aHUeM
NPUYMH TaKoro oTkasa.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4.1. B cny4ae BbIFBNEeHUS HeOOCTOBEPHOCTW CBEAEHW, cofepXallmMxcs B npeacTaBneHHbIX
3asBuUTENEM MaTepmanax, ynorHoMoYeHHbIN dheaepanbHbIi opraH UCMOMNHUTENbHOW BNacTu HanpasnseT
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3a8BUTENO 3anpoc 06 YTOYHEHMU YKa3aHHbIX CBedeHW. [aHHbI 3anpoc MoxeT ObiTb nepenaH
YNONITHOMOYEHHOMY NPEACTABUTENID 3asiBUTENS JIMYHO MOA, PacrnuCcKy, HampaereH Mo MouvTe 3akasHbIM
NUCbMOM UMK NepefaH B 3NeKTPOHHON chopMe Mo TENeKOMMYHUKaLMOHHBIM KaHanaM cBsasn. B cnydae
HanpaBneHust 4aHHOro 3anpoca Mo NoYTe 3akasHbIM MUMCbMOM OH CHMTAETCS NOSYYEHHLIM MO UCTEYEHMU
LLIEeCTX AHeN ¢ gaTbl HaNpaBeHWs 3aKa3Horo NUCbMa.

(4acTb 4.1 BBegeHa deaeparnbHbiM 3akoHOM OT 25.11.2013 N 317-03)

4.2. 3asButenb 006s13aH NpeacTaBUTb OTBET Ha 3anpoc YNONMHOMOYEHHOro defepansHOro opraHa
WCMNONHUTENBHOM BRacTM B CPOK, HE MpPEBbILAKOWNA AeBAHOCTA paboynx OHEeW CO AHA NOonyyYyeHus
AaHHoro 3anpoca. Cpok, ykasaHHbIi B 4acTu 4 HacTosilen CTaTbW, MPUMOCTaHaBNMBAETCA CO [OHS
HanpaBneHus 3asBUTEMNO 3anpoca YNONMHOMOYEHHOro defepansHOro opraHa MCNONHUTENbHON BRnacTu
00 OHS MonyyYyeHus MM OTBETA Ha AaHHbIA 3anpoc U He YYUTbIBAETCHA MPU UCHUCHIEHUN CPOKa NPUHATUS
peleHnss O BHECEHUU W3MEHEHWA B [OOKYMEHTbl, COAepXallMecss B pPerucTpauuoHHOM [OCbe Ha
3aperncTpupoBaHHbIV NeKapCTBEHHBIN NpenapaT Ans MeAULMHCKOro NpUMEHEHMS.

(4acTb 4.2 BBegeHa degepanbHbiM 3akoHOM OT 25.11.2013 N 317-03)

5. OcHoBaHveM ONnd OoTkasa B NpoBeAeHWM YKa3aHHbIX B YacTW 2 HacTosLWen CTaTbM IKCNepTus
ABNSeTCHA npeacTaBneHne JOKYMEHTOB, NEPEYNCTIEHHbIX B YacTax 1 1 3 HacTosILLEN cTaTbyl, B HENONIHOM
obbeme, HenpeacTaBneHue 3asiBUTENEM B YCTAHOBMEHHbIM CPOK OTBETa Ha yKasaHHbi B 4actu 4.1
HaCTOosILLEN CTaTby 3anpoc YNOSIHOMOYEHHOrO dheaepanbHOro opraHa MCNONHUTENBHOW BNacTy, a Takke
OTCYTCTBME B NpeacTaBfeHHbIX AOKYMEHTax 40CTaTO4HbIX CBEAEHWI, NOATBEPXKAAOLWNX HEOBX0AUMOCTb
BHECEHUS  M3MEHeHUMW, wunu  OTCYTCTBME  WMHOpPMauuu, NOoATBepXxAawowen ¢akT  ynnarbl
rocyAapCTBEHHbIX MOLUSMH, YKa3aHHbIX B 4acT 3 HAacTOsILLEN cTaTbM.

(B pea. PepepanbHbix 3akoHOB OT 25.11.2013 N 317-93, o1 22.12.2014 N 429-93)

6. YKasaHHble B 4acTu 2 HacTosLWen CTaTbM 3KCNEepTU3bl MPOBOAATCH B NOPsSAKE, YCTAHOBNEHHOM
ctaTben 23 HacToswero PegepanbHOro 3akoHa.

7. B cpok, He npeBblWaKWNA AecaTn pabounx AHEW CO AHSA MOSyYeHUs1 3aKMHOYEHUA KOMUCCUIA
3KCMEPTOB MO pe3ynbTaTam ykKasaHHbIX B 4acTW 2 HacCTOsILEN cTaTbM 3KCMEPTU3, YMNONTHOMOYEHHbIV
deaepanbHbI opraH UCNOSHUTENBHOW BNACTU:

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

1) nNpuvHUMaeT pelweHMe O BHECEHMM U3MEHEHMW B [OKYMEHTbl, cogepxXawuecs B
perucTpauMoHHOM [OCbe Ha 3apermcTpyMpoBaHHbIN JeKapCTBEHHbIM npenapat Ans MeAWLUHCKOro
NpUMeEHeHUs, NNy 06 oTkase BO BHECEHWUN TaKUX N3MEHEHNI;

2) BHOCUT B FocyﬂapCTBeHHbIVl peecTp JeKapCTBEHHbIX CpeAcCTB Ha OCHOBaHUW pelleHunAa o
BHECEHUN N3MeHEHNN B LOOKYMEHTHI, cogepXxaliunecs B pernctpauMoOHHOM nocbe Ha
3aperI/ICTpVIpOBaHHbIl7I ﬂeKapCTBeHHbIIZ npenapatr Aand MeaununHCKOro npuMeHeHu4, HeobxoauMble
N3MEHEeHNA N BO3BpaLlaeT Ux 3aaBUTENIO,

3) BblOaeT 3asiBUTEN0 HOBOE PErMCcTpauMoHHOE YAOCTOBEPEHME FEeKapCTBEHHOrO npenaparta B
crnyyae N3MeHeHUs1 CBEAEHU, COAEPXKALLMXCS B HEM.
(n. 3 BBegeH ®eaepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

8. OcHoBaHMeM pns oOTka3a BO BHECEHMM W3MEHEHWMA B [OOKYMEHTbl, coAepXxalinecs B
perncTpaumoHHOM [OCbe Ha 3aperucTpypoBaHHbIA NEeKapcTBeHHbIM npenapat Ans MeauuMHCKOro
NpUMeHeHUd, ABNAeTCA 3aKrn4veHne yrnosIHoMo4eHHOoro cbe,qepaanoro OpraHa MCMNONHUTENBbHOM BNacTu
O BO3MOXHOCTM CHWXeHus Oe3onacHOCTW, kayecTBa, 9(EKTMBHOCTM NEKapCTBEHHOro cpeacrtsa B
clyyae BHECEHUS Takux U3MEHEHUN.

9. [OonyckaeTcsi obpalleHue NekapCTBEHHbIX NpenapaToB AN MEAMLUHCKOrO MPUMEHEHUs [0
UCTEYEHUs CpoKa rOAHOCTU, NPOU3BEAEHHbIX B TEYEHUE CTa BOCBMUAECSATU AHEN nocne AaTbl NPUHATUS
YNONHOMOYEHHbBIM hefiepanbHbIM OPraHOM UCMOSTHUTENBHOW BNACTU PELLEHUs] O BHECEHUN U3MEHEHWI B
JOKYMEHThI, cofepXalmecs B pPerncTpauMoHHOM [JoCbe, B COOTBETCTBUM C  WHOPMaLMEN,
cogepxallencss B OOKYMEHTax pPerncTpauMoHHOro [OCbe Ha JeKapCTBEHHbIM npenapat Ao AaTbl
NPUHATUSA TaKoro peLueHmsl.

(vacTb 9 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

10. MpasutenbctBo Poccunckon Pepepaumm BnpaBe YCTaHOBUTb OCOBEHHOCTU BHECEHUsI
U3MEHEHUA B [OOKYMEHTbl, COAEepXallnecss B PErucTpauuMoHHOM [0Cbe Ha 3aperncTpyvpoBaHHbIN
nekapCTBEHHbI npenapaT Ans MeOUUMHCKOTO MpUMEHeHusl, B cnydae pedekTypbl WM pucka
BO3HMKHOBEHUST [OedeKTypbl JEKapCTBEHHbIX MpenapaTtoB B CBA3W C BBEAEHWEM B OTHOLUEHUMU
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Poccuiickon ®efepauumn orpaHMunTENbHBLIX MEP 9KOHOMUYECKOrO XapakTepa.
(vyacTtb 10 BBegeHa ®egepanbHbimM 3akoHoM oT 08.03.2022 N 46-03)

CrtatbA 31. BHeceHne U3MeHeHU B JOKYMEHTbI, CoAepKalumecsi B permcTpaumoHHOM AoCbe
Ha 3aperncTpMpoBaHHbIN JieKapCTBEHHbIW Npenapar AnsA BeTepUHapPHOro NpUMeHeHus

1. B Lensix BHECEHUS U3MEHEHUI B OOKYMEHTbI, cogepXallumecss B pernctpaumoHHOM AOCbe Ha
3aperncTpupoBaHHbIA NEKAPCTBEHHbIN NpenapaTt A BeTEPMHAPHOTO MPUMEHEHUS, OepXaTenb Wnu
Bnageney pernctpaumoHHOro YOOCTOBEPEHUs! JIEKAPCTBEHHOro npenapaTta Unu YnosIHOMOYEHHOE UM
Opyroe lopuauMyeckoe nuuo (ganee B HaAcTosllleld cTaTbe - 3asiBUTENb) MpeactaBnsieT B
YNOSTHOMOYEHHbIV  dhefepanbHbil  OpraH WCMOSHUTENbHOW BracTM 3asiBlIEHWE O BHECEHUM TaKuX
NU3MEHeHNn no dopme, YCTaHOBMNEHHOW YMOMHOMOYEHHbIM dbefepanbHbiM OpraHoM MCMOMHUTENbHOM
BNacTu, W npunaraemble K HeMy W3MEHEHWs1 B YyKa3aHHble [AOKYMEHTbl, a TakkKe [OKYMEHTHI,
noaTeepxaatolmne HeobXoOMMOCTb BHECEHUSI Takux u3MeHeHun. [Mpu HeobXxoauMMOCTU BHECEHUS
U3MEHEHNA B [OKYMEHTbl, coAepXalmnecda B pernctpauuoHHOM [O0Cbe Ha 3aperncTpupoBaHHbIN
nekapcTBeHHbIN Npenapar ANnsd BeTEPMHAPHOro NPUMEHEHUS!, B CyvasaX U3MeHeHus U (Mnun) AononHeHus
NPOn3BOACTBEHHOW NMOLWAaAKN NEeKapCTBEHHOINO CPeACTBa, a Takke U3MEHEHUSA MoKasaTenen kadecTea
NeKapCTBEHHOro npenapara Afs BETEPUHAPHOIO MPUMEHEHMST U (MN) METOLOB KOHTPONS KadyecTBa
nekapcTBEHHOro npenapara Ansi BeTEPMHAPHOIo NPUMEHEHMUS 3asBUTENb AOMONMHUTENbHO NpeacTaBnseT
B YMOJTHOMOYEHHbIV dheaepanbHbI OpraH UCMONTHUTENbLHONM BNAcTW cCneayloLmne AoOKYyMEHThI (CBeAeHWS):
(B pen. PepepanbHoro 3akoHa ot 27.12.2019 N 478-93)

1) cBegeHus1 0 AaTe NpenocTaBreHnst U PErncTpaumMoHHOM HOMEepe FNMLUEH3MU Ha NMPOU3BOACTBO
nekapCTBEHHbIX CpeacTB, NPefoCTaBMEHHON NPOM3BOAUTENO JleKapCTBEHHOro npenaparta Aans
BETEPVMHAPHOIo NPUMEHEHMS, Ansi POCCUMINCKUX NPOU3BOAUTENEN;

(B pen. PepepanbHoro 3akoHa ot 27.12.2019 N 478-93)

2) cBefeHua O gaTte npeaocTaBneHust U PermcTpauuoHHOM HOMEpPE NUUEH3UM Ha NpoM3BOACTBO
NeKapcTBEHHbIX CPeacTB, NpedocTaBrneHHOM npousBoauTento  dapmaleBTudeckon cybctaHumm,
BXOASILLEN B COCTaB IieKapCTBEHHOro npenaparta Ansi BETEPUMHAPHOIO NPUMEHEHUs, ONsi POCCUMIACKUX
npoussoguTenen;

(B pea. PenepanbHoro 3akoHa ot 27.12.2019 N 478-$3)

3) Konusi 4OKYMEHTa, BblAAHHOIO YNOMHOMOYEHHbLIM OpraHoM CTpaHbl NPOM3BOAUTENS ANS Kaxaown
NPOn3BOACTBEHHOW MIOWAAKM JEKAPCTBEHHOrO Npenapata Ansi BeTEepuMHapHOro MPUMEHEHUs WU
noATBEPXXAaoLWEero CoOOTBETCTBME MPOU3BOAUTENS NeKApCTBEHHOrO Mpenapara TpeboBaHWsIM NpaBun
Hagnexallen npou3BOACTBEHHOMW MpaKkTUKM, WU €ro nepeBOf Ha pPYCCKUA A3blK, 3aBEpPEHHble B
YCTaHOBJIEHHOM MOpAAKe, a Takke KOMuUS 3akrniovYeHNs O COOTBETCTBUM NPOU3BOAMTENS NEeKapCTBEHHbIX
cpeacts  TpeboBaHUSAM npasun  Hagnexaiwen  nNpou3BOLACTBEHHOMN NPaKkTUKK, BblJAHHOIO
YNONHOMOYEHHLIM oefieparnbHbiM OpraHoOM WCMOSHUTENBHOW BlacTy ANS Kaxaow Npou3BOACTBEHHOW
nnowankM nekapcTBEHHOro npenapata Ang BeTEepUHApHOro NpUMEHEHMUs, NMUBOo KOnMusA peLlleHus o
npoBegeHUMN NHCNEKTUPOBAHNA NPOU3BOAUTENS NEeKapCTBEHHbIX CPeaCcTB, MPUHATOrO YNOAHOMOYEHHbIM
degepanbHbIM - OPraHOM  UCMOMHUTENBHOW BRacTM  ANS  KaXAoW MNPOU3BOACTBEHHOW NroLwlagku
nekapcTBeHHOro npenaparta Ansi BETepUHapHOro nNpMMeHeHus. YkasaHHble JOKYMEHTbI NpeacTaBnsaoTcA
B Crnyyae, ecnu npoM3BOACTBO JleKapCTBEHHOro npenapata AN BeTepUHApHOro npuUMeHeHus
ocyllecTBnseTcs 3a npegenamu Poccuiickon ®epepaumu;

4) Konua [OOKYMEHTa, BbIOAHHOIO YMNOSIHOMOYEHHbIM OpPraHoM CTpaHbl NPOWU3BOAMUTENS
dhapmaueBTU4ECKON cybeTaHumm " noATeepxgaroLlero COOTBETCTBUE npoussoauTens
dapmMaLeBTUYECKON CyOCTaHLMM, BXOASLEN B COCTAB JIEKAPCTBEHHOMO npenapata g BEeTEPMHAPHOro
NPUMEHeHNsi, TpebOoBaHNSIM MpaBu Hagnexallen NpoM3BOACTBEHHOM MPaKTUKWA, M €ro nepeBog Ha
pPYCCKMA  A3blK, 3aBepeHHble B YCTAHOBMEHHOM Mopsake, B Cnyyae, ecnu Mpou3BOACTBO
(hapmaLeBTMYECKON CyOCTaHLMM OCYLLECTBISIETCS 3a Npegenamun Poccuiickon Pegepaumm.

(vyactb 1 B peq. PenepansHoro 3akoHa ot 04.06.2018 N 140-d3)

1.1. B cnyyae uameHeHunss n (Mnv) OONOJSTHEHUS MPOM3BOACTBEHHOM MIOWALKN JTEKAPCTBEHHOTO
cpeacTtBa OOKYMEHTbl, yKasaHHble B 4YacTu 1 HacToswen cTraTbW, NpenctaBnsloTcs 3asBuTeneMm B
OTHOLLUEHMN MW3MEHSIeMOM W (MnKM) [OMOSIHAEMON NPOU3BOACTBEHHOW MNIOWAAKA JEKapPCTBEHHOrO
cpenctea. PelleHne o BHECEHUN U3MEHEHUIA B JOKYMEHTbI, coaepXallunecs B peructpaumMoHHOM JOCbe
Ha 3aperncTpupoBaHHbIN NEKAaPCTBEHHbINA NpenapaT A BETEPUHAPHOro NpUMEHEHNs, Unn 06 oTkase B
UX BHECEHUWN MpPUHMMaEeTCa B crydyae HeoOXOOMMOCTU MPOBELAEHUSI 3KCMEPTM3bl NEKAPCTBEHHOMO
cpencTBa B CPOK, He MpeBbILALWMIA OEeBAHOCTA paboynx OHEW, a B OCTalbHbIX Cry4asix B CPOK, He
NpeBbILALWNA TpMauaTn pabounx OHEW CO OHSA MPUHATMSA YNONIHOMOYEHHbIM deneparnbHbiM OpraHoM
MCNOINMHNTENBLHOW BNAacTX 3a8BNEHNA O BHECEHUM TaKUX N3MEHEHUN.
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(vacTb 1.1 BBegeHa depepanbHbiM 3akoHOM OT 04.06.2018 N 140-d3)

1.2. B cnyyae peopraHusauuvm gepxartens wnv Brnagenbua perncTpaunoHHOro Y4OCTOBEpPEHMS
neKkapCTBEHHOro npenapaTta Ans BETEPUHapHOro MpUMEHEHUs, pas3paboTyvka unu npov3BOAUTENS
rnekapCTBEHHOro npenapara Ansi BEeTepMHapHOro NMPUMEHEHUSA B 3asiBNIEHWM O BHECEHUWN U3MEHEHWUA B
OOKYMEHTbI, CcoAepXallMecss B PerucTpauvoHHOM [OCbe Ha 3apervcTpUpOBaHHbIA NEKapCTBEHHbIN
npenapaTt And BETEPUHAPHOrO MNPUMMEHEHWS, YKa3blBalOTCA [OaHHble AOKYMEHTa, MOATBEPXKOatoLLEero
BHECEHME COOTBETCTBYHOLUNX M3MEHEHUN B EAMHBIA rocygapCTBEHHbIV peecTp lopuandeckux nvy (ans
opraHusauui, 3apermcTpupoBaHHbIX Ha Tepputopumn Poccuiickon depepalmm), NN MHOrO AOKYMEHTA,
noATBEPXKAAOLLEro peopraHn3aunio Ipuandeckoro nuua (ana opraHusauuin, He 3apermcTpupoBaHHbIX
Ha TeppuTtopun Poccuinckon Ddepepaumm). 3asdBneHMe O BHECEHUN WU3MEHEHUN B [OOKYMEHTbI,
coepxalimecss B perucTpaurMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIN NEeKapCTBEHHbIM npenapart Ans
BETEPMHAPHOrO NPUMEHEHUS, U NpunaraemMble K HeMy AOKYMEHTbl NPEeACTaBMASATCHA B YNONHOMOYEHHbIN
denepanbHbI OpraH UCMOMHUTENBHOW BNacTu He No3gHee Yem vepes Tpuauatb pabounx OHEN CO OHS
BHECEHWSI COOTBETCTBYHOLUNX U3MEHEHUA B EAWHBIA rOCyaapCTBEHHbIA peecTp puandecknx nuy, (ans
opraHu3auui, 3aperMcTpupoBaHHbIX Ha Tepputopun Poccunckon degepauun) nnm co OHA NPUHATUS
COOTBETCTBYIOLLErO0 [AOKYMEHTa, MNOATBEPXKAAKLWEro peopraHM3auuilo  opugudeckoro nuvua (ans
opraHusaumi, He 3aperncTpMpoBaHHbIX Ha TeppuTopun Poccunckon ®epepaunn). B cnydae
peopraHvM3auuy gepxaTens WM Bragenbla perncTpaumoHHOrO YAOCTOBEPEHUS] NEKapCTBEHHOrO
npenapata ANd BEeTEpPUMHAPHOIO MPUMEHEHUS 3asiBMEHUWE O BHECEHUN W3MEHEHWA B [OOKYMEHTHI,
coepxalimecss B perucTpaurMoHHOM AOCbe Ha 3aperMcTpuMpoBaHHbIN NEKapCTBEHHbIM npenapar Ans
BETEPMHAPHOrO MPUMMEHEHMS, MNodaeTca pUANYECKMM MULIOM, KOTOPOMY B XOAE peopraHusaumm
nepegaHo Npaeo BriafeHUs TakuM PerMcTpaLmMoHHbIM yOOCTOBEPEHNEM.

(vacTb 1.2 BBegeHa PepepanbHbiMm 3akoHoMm oT 02.08.2019 N 297-93)

2. B cnyyae BHECEHMSI M3MEHEHUN B JOKYMEHTbI, coOepXallnecss B permctpalMoHHOM JOCbe Ha
3apEerMcTpMpPOBaHHbIA NEKapCTBEHHbIM NpenapaTt Ans BEeTEPMHAPHOro MPUMMEHEHWS, B OTHOLUEHMWM
CBEJEHUN, yKasaHHbIX B nognyHktax "e", "x", "k", "n", "H", "c", "X" nyHkta 7 4actm 3 ctaTtbm 17
HacToswero degepancHOro 3akoHa, M3MEHeHUs U (M) AONOSMHEHUS NPOW3BOACTBEHHOW MMOLaAKM
nekapCTBEHHOro CpeacTBa, a Takke B Criydae M3MEeHeHWs nokasaTenen KadecTBa NeKapCTBEHHOro
npenapaTta AN BETEPUHAPHOrO MPUYMEHEHVS U (UnNu) MEeTOAOB KOHTPOMS KayecTBa NeKapCTBEHHOro
npenapaTta AN BETEPUMHAPHOrO NPUMEHEHUS NPOBOAUTCH 3KCMEepPTM3a NeKapCTBEHHOro cpenctsa Ans
BETEPMHAPHOro npuMeHeHus. B crnyyae HeobxoOuUMOCTW BHECEHMSI UHbIX M3MEHEHUN B JOKYMEHTHI,
copepxalimecs B perucTtpauMoHHOM AOCbe Ha 3apervcTpuMpoBaHHbLIN fekapCTBEHHbIW npenapart Ans
BETEPVMHAPHOIO NPUMEHEHUs], 3KCMEPTN3a NeKapCTBEHHOIO cpeacTBa Ansi BETEPMHAPHOIO NPYMEHEHNUS
He NpPoBOAUTCS.

(B pea. PenepanbHbix 3akoHOB OT 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)

3. BasiButenb BnpaBe MNpPeACTaBUTb MO COOCTBEHHOW WHUUMATMBE BMECTE C 3asBIEHWEM O
BHECEHMM  U3MEHEeHWA B  [OKYMEeHTbl, cojepxawmeca B  pPerucTtpaumMoHHOM  [OCbe  Ha
3aperucTpupoBaHHbIN flekapCTBEHHbLIW npenapart A BeTepuMHapHOro NpUMEeHeHus!, KOnun AOKYMEHTOB,
noATBepXAatoLWmnxX ynnaTy rocyadapCTBEHHOW MOLWMMHBI 3@ BHECEHWe B AOKYMEHTbl, coaepXalinecs B
perucTpaumoHHOM [0Cbe Ha 3aperncTpupoBaHHbLIN NEeKapCTBEHHbLIM MpenapaT Ans BeTepuHapHOro
NPUMEHEHNS, WU3MEHEHWI, TPEOYOLWNX NPOBEOEHUs IKCMEPTU3bl JIEKApPCTBEHHONO CpPeACTBa, WM
MU3MEHEHWU, He Tpebyllmnx npoBedeHMs 3KCMepTU3bl NeKapCTBEHHOrO cpeacTtBa. B cniyyae
HeOOXOOMMOCTM  W3MEHEHUSI CBeAEeHW, codepXalmxcss B  PerncTpauMoHHOM  YOOCTOBEPEHMM
nekapcTBeHHOro npenaparta Ans BeTepUMHapHOro MpUMEHEHUs, C 3asBrieHueM, ykasaHHbIM B 4acTu 1
HacTosILLEN CTaTbW, 3asiBUTENb BrpaBe NPeACcTaBUTb MO COOCTBEHHOW MHULUMATMBE KOMUIO LOKYMEHTA,
noATeepXxaatoLlero ynnaTty rocygapCTBEHHOW MOLWMHbBI 3a BblAayy pPeruMcTpauuoHHOro yaoCcToBepeHus
NeKkapcTBEHHOro npenaparta. 3asBuTenb BnpaBe NpeacTaBuTb N0 COOCTBEHHON MHULMATUBE CBEOEHUS O
NUUEH3NAX, YKasaHHble B nyHkTax 1 M 2 vyactm 1 HacToswen cTaTbW, a TaKkKe BbldaBaemble
YNOSTHOMOYEHHbIMKN  befeparnbHbIMM  OpraHaMuM UCMOMHUTESNbHOW BracTW JOKYMEHTbl, YKa3aHHble B
nyHkTe 3 yacTn 1 HacTosiwen ctaTbu. B crniyyae HenpeacTaBneHns ykasaHHbIX JOKYMEHTOB (CBeAeHWN)
YNOSTHOMOYEHHbIN (befeparnbHbIN OpraH UCNOSTHUTENBHOW BNacTy 3anpallvMBaeT yKas3aHHble JOKYMEHTbI
(cBepeHus) B nopsake MexBeLOMCTBEHHOINO NMHPOPMaLIMOHHOMO B3aUMOAENCTBUS.

(yacTb 3 B pea. PenepanbHoro 3akoHa ot 27.12.2019 N 478-d3)

4. B cpok, He npeBblWaWwun Aecatn pabounx gHew Co AHS NOCTYMNMEeHMs yKasaHHOro B yactu 1
HacTosILLen cTaTbM 3asABIEHNs M HeoBXOAWMbIX AOKYMEHTOB, YMOMHOMOYEHHbIV heaepanbHbll OpraH
UCNOSMHUTENBLHOW BNacTu:

1) npoBOAUT NPOBEPKY NOJIHOTblI N AOCTOBEPHOCTU cBedeHun, coaepxawmxca B npeacrtaBii€HHbIX
3adaBuTenem JOKyMeHTax;
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2) npuHMMaeT peweHne o npoBedeHn 3IKCNepTu3bl J1eKapCTBEHHOro cpeacrtea  Aand
BeTEepMHaApPHOro NpMMeHeHna nnn 00 oTkase B ee nposeaeHuu;

3) yBegomnsieT B NUCbMEHHOW hopMe 3asiBUTENS O MPUHSATOM PELLUEHUW UK B Criydyae NpUHATUS
peweHuss o6 oOTKaze B MPOBEAEHUM IKCMEPTU3bl JIeKAapCTBEHHOrO CpeacTBa Ans BeTepuHapHOro
NPUMEHEeHWs1 C yKa3aHWem NpuYMH Takoro oTkasa.

4.1. B cny4vae BbISiBNEHUA HEAOCTOBEPHOCTUN U (MNW) HEQOCTATOMHOCTU CBEAEHMIN, COAepXaLLMXCs
B MPEeLCTaBMEHHbIX 3asiBUTENEeM LOKYMEHTaX, YNONMHOMOYEHHbIN dheaeparnbHblii OpraH UCMOMHUTENbHOM
BNacTU HanpaenseT 3asBUTEMNO0 3anpoc 06 YTOYHEHWW YyKasaHHbIX CBeAeHU. 3anpoc MoxeT ObITb
nepegaH ynonHOMOYEHHOMY NpeacTaBUTENO 3asBUTENS NOA PacnuCcKy, HanpaefeH no noyte 3akasHbiM
NMCbMOM WIK NepefaH B 3NeKTPOHHON hopMe MO TENEeKOMMYHMKAUMOHHBIM KaHanaM cBsasu. B cnydae
HanpaBneHus: 3anpoca 06 YTOYHEHMUN yKa3aHHbIX CBEAEHWI MO NoYTe 3aka3HbIM MMCbMOM OH CYMTaeTcs
NOMyYeHHbIM MO UCTEYEHWUW LLECTU OHEW C AaTbl HAaNpaBfieHWs 3aKa3Horo NUCbMA.
(4acTb 4.1 BBegeHa deaeparnbHbiM 3akoHOM oT 04.06.2018 N 140-03)

4.2. 3asButenb 006s13aH NpeacTaBUTb OTBET Ha 3anpoc YNONMHOMOYEHHOro defepansHOro opraHa
WCMNOSNHUTENBHOM BRacTM B CPOK, HE MpeBbillalowmi AeBsHOCTa pabounx AHEW CO OHA MNONnydeHus
AaHHoro 3anpoca. Cpoku, ykasaHHble B 4YacTu 1.1 HacToswen cTtaTbW, NPUOCTAHABNUBAKOTCA CO AHS
HanpaBfeHus 3asBUTEMNO 3anpoca YNONMHOMOYEHHOro dyeepansHOro opraHa UCMOMHUTENBHON BRacTu
00 OHS Mnony4veHMst OTBETA Ha AaHHbIA 3anpoC M He Y4YMTbIBAKOTCA NPU UCYUCIIEHUU CpoKa MPUHSTUS
pelleHns O BHECEHUN W3MEHEHUA B [OOKYMEHTbl, COAepXallMecsi B PErucTpauMoHHOM [JOCbe Ha
3aperncTpupoBaHHbIf NIEKAapCTBEHHLIN NpenapaT Afsl BETEPMHAPHOrO NPUMEHEHMUS.

(4acTb 4.2 BBegeHa dPepepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

5. OcHoBaHMeEM pfnsi oTkasa B MPOBEAEHUWM IKCMEepPTU3bl NEeKapCTBEHHOIO cpeacTBa Ans
BETEPVMHAPHOIro NPUMEHEHUs] SIBNSIETCA NPeACTaBneHne AOKYMEHTOB, YKa3aHHbiXx B 4vactax 1 mn 3
HaCTOsILLEN CTaTbW, B HEMOSIHOM O0beMe UM OTCYTCTBME B NPEACTABMEHHbIX 4OKYMEHTaxX OOCTaTOYHbIX
cBedeHui, noATBepXAalWwmnx HeobXoOAMMOCTb BHECEHMSI W3MEHEeHUN, nubo HenpeacTaBneHue
3as8BUTENEM B YCTAHOBMEHHbIA CPOK OTBETaA Ha YyKasaHHblM B 4acTtu 4.1 HacToslen ctaTbW 3anpoc
YNONTHOMOYEHHOro dheieparnbHOro opraHa UCNONHUTENBHOWN BRacTu.

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

6. SKcnemeaa NekapCTBeHHOro cpeactea And BeTepuHapHOro npuMMeHeHua B Lenax BHECeHUdA
U3MEeHeHNn B [OKYMEHTbl, cojepXalinecsd B PperncTtpauuoHHOM [OCbe Ha 3aperncTpupoBaHHbIv
nekapcTBeHHbIM npenapat AN BeTepuHapHOro npuUMEHeHWsi, OCYLLeCTBNSeTca B  Mnopsake,
yCTaHOBMEHHOM cTaTben 24 HacToswero PegepanbHOro 3akoHa.

6.1. B cpok, He NpeBbiWaLWNUA AeCATU paboumx AHEN CO OHSI NMOMYYEeHUs] 3aKMYEHUS KOMUCCUM
3KCMEepPTOB MO pesynbTaTtaM yKasaHHOW B 4acTuM 2 HACTOALLEN CTaTbW 3KCMEPTU3bl, YNONHOMOYEHHbIN
deaepanbHbI opraH NCNOSTHUTENbHOM BNacTU:

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

1) npuHMMaeT peweHne o BHeCeHun W3MEHEHNA B OOKYMEHTbI, cogepxauwunecda B
pernctpaumoHHOM Oocbe Ha 3aperMCTpMp0BaHHbIVI ﬂeKapCTBeHHbIVI npenapat Ana BeTepUHaApHOro
NPUMEHEeHNA, nnn 00 oTKa3e BO BHECEHUM TaKUX U3MEHEHUN;

2) BHOCUT B TOCYAapCTBEHHbIA PEECTP IEeKapCTBEHHbIX CPEACTB HAa OCHOBaHWM PELUEHUS O
BHECEHUN  WU3MEHEHWAW B  [OKYMEHTbl, cogepxalimecss B  PErucTpauuMoHHOM  [JOCbe  Ha
3aperncTpMpoBaHHbIA NEKAPCTBEHHBIN MpenapaT Afsi BETEPUHAPHOro NPUMEHEHUsi, Heobxoaumble
M3MEHeHUs1 U BO3BpaLLaeT 3TU JOKYMEHTbI 3asBUTENHO;

3) BblA@eT 3asBUTENI0 HOBOE PerncTpauMoHHOe YOOCTOBEpeHWe NeKkapCTBEHHOro npenaparta ansg
BETEpPUHaAPHOro NPMMEHEHNs B criydyae HeobXoaAMMOCTU U3MEHEHUsI CBeEHUI, CoAepXKallnXca B HEM, C
COXpaHeHMeM HoMepa paHee BbIAAHHOMO PEermcTpaumMoHHOIO  YAOCTOBEPEHUS  NIeKapCTBEHHOro
npenapara Ans BeTEPUHAPHOTO NPUMEHEHNSI.

(n. 3 BBegeH PegepanbHbIiM 3akoHoM OT 02.08.2019 N 297-93)
(vacTb 6.1 BBegeHa PepepanbHbiM 3akoHOM OT 22.10.2014 N 313-93)

6.2. B Cclny4yae BHeCeHUnd M3MEHEHUI B OOKYMEHTbI, cogepxalimnecda B permctpauMoOHHOM OCbe Ha
SaperI/ICTpVIpOBaHHbIﬁ J'IeKapCTBeHHbIIZ npenapar Aand BeTepuMHapHOro rnpuMeHeHnda, B 4acCTu,
KacaloLwencs U3MEeHEeHMs W (I/IJ'IVI) AonoJiHeHnA ﬂpOI/ISBOLI,CTBeHHOIZ nnowaakn rekapCcTtBeHHOro
npenapara, npu npeacrasrieHUn 3adaBuUTesnieMm B COOTBETCTBUN C MYHKTOM 3 yactn 1 HacToswWwen cTaTtbun
Konun pelleHna ynosIHOMO4YeHHOro cpe,qepaanoro opraHa NCMNOSTHUTENTbHOW BNactn o nposegeHnn
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WHCMNEKTUPOBaAHUS NMPOU3BOAUTENS NEKAPCTBEHHbIX CPEACTB CPOK, YKasaHHbIN B Yactu 6.1 HacTosien
cTaTbM, MPUOCTAHABMMBAETCS CO AHS MOSydeHMs 3aKMOYEHMUST KOMUCCUMU 3KCMEPTOB A0 AHSA NPUHATUS
YNONTHOMOYEHHbLIM hefeparnbHbIM OpraHOM UCMONHUTENLHOM BRAcTU peLleHnst O Bbligade unmn ob oTkase
B Bblade 3aKM4YeHUs O COOTBETCTBUN NPOU3BOAUTENS NEKAPCTBEHHbLIX CPEACTB TpeboBaHUSAM npaBun
Hagnexawen NpomM3BoACTBEHHOM NPaAKTMKK, HO He Bonee 4YeM Ha CTO BOCEMbAECAT paboumnx gHEN.
(4acTb 6.2 BBegeHa deaeparnbHbiM 3akoHOM OT 04.06.2018 N 140-03)

7. OcHoBaHMeM p[ns OTKaza BO BHECEHMM W3MEHEHWA B [JOKYMEHTbl, copepXaliuecs B
perncTpaumoHHOM [0Cbe Ha 3aperncTpupoBaHHbIA NEKAPCTBEHHbIM nNpenapaTt Afs BeTepuHapHOro
NpUMeEHeHNs1, B cryvasx, He Tpebylowmux npoBeaeHUs 3KCNepTU3bl NeKapCTBEHHOIO CpeacTBa, ABNSeTCs
npeacTaBneHne OOKYMEHTOB, yka3aHHbIX B YacTax 1 m 3 HacTosdwen ctaTbu, B HEMOMHOM obbeme mnm
OTCYTCTBME B NpeACTaBNEHHbIX JOKYMEHTax CBeOEHWUN, KOTOpble OOIMKHbI ObITb B HUX OTpaxkeHbl, NMbo
HenpeacTaBrneHne 3asiBUTENEM B YCTAHOBMEHHbIN CPOK OTBETA Ha yKa3aHHbIA B 4YacTu 4.1 HacTosLen
cTaTby 3anpoc ynonHOMOYEHHOro gefepansHOro opraHa UCNONHUTENbHON BNACTW.

(4acTb 7 B pen. PepepanbHoro 3akoHa ot 04.06.2018 N 140-93)

7.1. OcHoBaHMeM [na OTka3a BO BHECEHUW W3MEHEHUN B [OOKYMEHTbl, coaepXalineca B
perncTpaumoHHOM [OCbe Ha 3aperncTpupoBaHHbIA JEKAPCTBEHHbIM nNpenapaTt Aanst BeTepuHapHOro
NPUMEHeHUs1, B criyyasix, TPeOyloLnxX NpoBedeHMsT 3KCNepTM3bl NEKAapCTBEHHOro CpPeacTBa, SBMNsieTcs
3aKrYeHMe YNONHOMOYEHHOrO hbefepanbHOro opraHa WCMOMHMTENbHOW BMacTM O BO3MOXHOCTU
CHMXeHusa 6e3onacHOCTH, kayecTBa, APPEKTUBHOCTM NEKAPCTBEHHOIO NpenapaTa BCreACTBME BHECEHUS
N3MEHEHWU B YKa3aHHble JOKYMEHTbl, OTKa3 YNOJIHOMOYEHHOro deepanbHOro opraHa UCNONHUTENbHON
BNacTU B Bblgaye 3ak/Il0YEHMS1 O COOTBETCTBMU NPOU3BOAMTENS NEKapCTBEHHbIX CpeacTB TpeboBaHMAM
npaBun Hagnexawen npou3BOACTBEHHOW MPaKTUKA B Cry4yae MW3MEHEeHUA u (unu) [OMOSHEHWs
NPOV3BOACTBEHHOW MIIOWAAKN JlekapCTBEHHOrO npenaparta, ecnv MpouM3BOACTBO JIEKAPCTBEHHOMO
npenapaTa Ans BETepUHapHOro NpuMeHeHuUst OCyLLLECTBIISieTcs 3a npegenamu Poccuinckon deaepaumm,
WIN OTCYTCTBME 3TOrO 3aKMOYEHUS.

(vacTb 7.1 BBegeHa dPepepanbHbiM 3akoHoM oT 04.06.2018 N 140-$3)

8. JonyckaeTtca obpalleHne nekapCTBEHHbIX MpenapaToB ANA BETEPUHaPHOro MPUMEHEHUS OO
NCTEYEHNS CPOKa rogHOCTU, NPOU3BEAEHHbIX B TEYEHME CTa BOCbMUAECATU AHEN Mocne AaTtbl NPUHATANA
YNOSTHOMOYEHHbIM heaeparibHbiM OPraHOM MCMOMHUTENBbHOW BNACTU PELUeHNs O BHECEHUW U3MEHEHUI B
AOKYMEHTbI, cogepXalimecs B perMcTpaumoHHOM JOCbe Ha flekapCTBEHHbIV Npenapar, B COOTBETCTBUM C
uHdopMauven, cogepxallenca B JOKYMEHTax perMcTpauuoHHOro AoCbe Ha NekapCTBEHHbIV npenapaT
A0 OaTbl NPUHATUS TAKOro peLleHuns.

(vacTb 8 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Cratba 32. OTMeHa rocyAapCTBEHHOW perncTpauum iekapcTBeHHOro npenapara

PelueHne 06 oTMeHe rocyqapCTBEHHOW perMcTpaummn nekapcTBEHHOro npenaparta U UCKMoYeHUn
nekapcTBEHHOro npenapaTa W3 rocyQapCTBEHHOrO peecTpa NeKapCTBEHHbIX CPEeACTB MpUHUMMaeTcs
YNOMHOMOYEHHbIM oeaepanbHbiM OpraHoM UCMOMHUTENBHOW BMACTU B Criyyae:

1)  npedcTaBneHUst  COOTBETCTBYIOLUMM  YMOMHOMOYEHHbIM  defepanbHbIM  OpraHoMm
WCMOMHUTENBHOW BMacTW 3akiioyeHWs O pucke uUnu o6 Yrpo3e 300pOBbLI0, XKU3HW YeroBeka Wnu
XMBOTHOTO MpU NPUMEHEHUV NEeKapCTBEHHOro npenapara, npeBbillallmx ero 3pdeKTMBHOCTb, MO
pesynbTaTtam OCYyLLECTBNSEMOro UM MOHUTOPUHIa 6€30NacHOCTM NIekapCTBEHHOMO Npenapara;

2) nogayn pepxartenem wunu BnagenbLemM PerMcTpaumoHHOrO YAOCTOBEPEHUS NEKapCTBEHHOMO
npenapata WM YMNOSIHOMOYEHHbIM WM APYrMM  OPUAMYECKUM IULOM 3asiBfieHUss 00 OTMeHe
rocygapCTBEHHOM perMcTpaumm nekapcTBEHHOro npenapara;

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) HenoaTBepPXAEHUs1 ToCcyAapCTBEHHOW PerncTpaunmM NekapcTBEHHOro npenapata no UCTeYeHuK
cpoka AeNcTBUS perMcTpaumoHHOro yaoCTOBEPEHMS, BblAAHHOMO Ha NSTb ET;

4) HenpeacTaBneHus 3asiBATENeM WHQopMauuKu, KoTopas MOXeT TnoBleyb 3a coboi
HeobXoaNMOCTb BHECEHMS U3MEHEHWUIA B AOKYMEHTbI, codepallnecs B pPerucTpauMoHHOM [0Cbe Ha
3aperucTpupoBaHHbIi NEeKapCTBEHHbIM NpenapaTt, B TeyeHue TpuauaTu paboynMx OHeln co OHA
HacCTYNNEeHUs 3TUX U3MEHEHUIA;

5) OCylLEeCTBNEeHNA rocyaapCTBEHHOW perucTpaumu nekapcTBEHHOro npenapata nof TOProBbIM
HanuMeHOBaHWEM 3aperncTPMpPOBaHHOMO paHee Nof 3TUM TOProBbiM HaMMEHOBaHWEM NEKapCTBEHHOro
npenapara, oT/IM4yaloLLEerocs Ka4ecTBEHHbIM COCTaBOM AeNCTBYIOLLMX BELLECTB;
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(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6) ocyLeCTBNEHUS rOCYAapCTBEHHOW permcTpaumum ogHOro 1 TOro e fiekapCTBEHHOro npenapaTa
B OTHOLUEHWM OOHOTO W TOFO X€e [AepXxaTens wWnvM Bnagenbua PermcTpaumoHHOrO YAOCTOBEPEHUSN
neKkapcTBEHHOrO npenapaTa B BuAe OBYX W Gonee nekapCTBEHHbIX MpenapaTtoB Mog pasfvyHbIMU
TOProBbIMY HAMMEHOBaHUSAMU;
(n. 6 B pea. ®egepanbHoro 3akoHa oT 04.06.2018 N 140-93)

7) BblHECEHMA CYAOM pelleHMs O HapyleHus npaB npaBoobnagjatenss oOBLEKTOB
WHTENNEeKTyansHOoM cOBCTBEHHOCTU Npy 0bpalleHnn NnekapCcTBEHHbIX CPEACTB;

8) oTcyTcTBMS nMekapcTBEHHOro npenapaTa B obpalleHnn B Poccuiickon depepaunm B TedeHue
Tpex v bonee ner;
(n. 8 BBeaeH PeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

9) HeBbINOMHEHUA JAepxaTtenem wWNM BRagenbLeM  PerucTpauuoHHOro  YAOCTOBEpPEHUs
nekapcTBeHHOro npenapara NnMéo ynonHOMOYEHHbIM UMW OPYTUM HOPUANYECKUM NMLIOM MEPONPUSTURA NO
obecrneyeHnto  6e30MacHOCTM  JIEKAPCTBEHHLIX MpenapaTtoB, YCTAHOBIIEHHbLIX  YMOSTHOMOYEHHbLIM
deaepanbHbiM  OpraHOM WCMOMHUTENBHON BracTu B COOTBETCTBMM C 4vactamm 3 u 4 ctatbm 64
HacTosiero PefepanbHOro 3akoHa, B pamkax oCcyLLeCcTBeHus papmakoHaasopa;

(n. 9 BBeaeH ®enepanbHbIM 3akoHOM OT 22.12.2014 N 429-903)

10) oTkasa pepxkaTtens vnu BragenbLa PerMcTpauMoHHOro YAOCTOBEPEHUSI JEKapCTBEHHOro
npenapaTta nmMbo YMNOSHOMOYEHHOr0O WMW LPYroro PUONYECKOro fvua OT BHECEHUST WU3MEHEHWUA B
WHCTPYKUMIO MO MNPUMEHEHUIO FNeKapCTBEHHOrO npenaparta, KacaloWMXCs HOBbIX MOATBEPXKOEHHbIX
[AaHHbIX O TOM, YTO PUCK MPUYNHEHUS Bpeaa 340POBbI0 YerloBeKa UMM XMBOTHOMO BCreacTBuMe npuema
nekapcTBEHHOro Npenaparta npesbllaeT 3PdPEKTUBHOCTb EF0 NPUMEHEHNS.

(n. 10 BBegeH deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTlmoc: npumeyaHue.
C 01.01.2026 ct. 32 gononHdaetca n. 11 (P3 o1 27.12.2019 N 475-$3).

Cratbsa 33. locypapCcTBEHHbIN peecTp JieKapCTBEeHHbIX CPeAcTB

1. TocynoapCTBEHHbI pPeecTp JEeKapCTBEHHbLIX CPEACTB COAEPXKUT MNepeyeHb NEKAPCTBEHHbIX
npenapaToB, NpoLleaWwmnX roCyAapCTBEHHYIO perncrTpauuto, nepevyeHb apMaLeBTUYECKMX CyOCTaHLMNA,
BXOZSILLMX B COCTaB NekapCTBEHHbIX NpenapaTos, U cneayLLyo MHpopmauuio:

1) B OTHOLUEHNN NeKapCTBEHHbIX NpenapaToB:

a) HauMMeHOBaHWE IeKapCTBEHHOro npenapata (MeXayHapoaHOe HenaTeHTOBaHHOoe, WIu
rPyNnMpoOBOYHOE, UM XMMUYECKOE U TOProBOE HAaMMEHOBaHUS);
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

6) NeKapcTBeHHas cbopma C yKa3aHunem O031MPOBKU JIEKapCTBEHHOIO npenaparta U ero Konn4yecrtea
B I'IOTpe6I/ITeJ'IbCKOIZ ynakoBKe;

B) HauMMeHOBaHWe gepxaTensa unuM  Bragenbla  PerucTpauMoHHOrO  YOOCTOBEpPEHWUsI
NeKapCTBEHHOro npenapaTa 1 CBeAeHUs O pernctpauun gepxartenst unu Bnagensla pernctpaumoHHOro
YOOCTOBEPEHMSI  JIEKAPCTBEHHOrO npenapata [Ans  MeAUMUMHCKOTO MPUMMEHEHUsT B KayecTBe
HanoronnartenbluKa B CTpaHe peructpaumm (4nst POCCUNCKUX KPUANYECKUX NNL - AEHTUMUKALMOHHBIN
Homep Hanoronnatenswmka (MHH), Ana WMHOCTpPaHHBIX HPUOMYECKNX NUL - CTpaHa perucrpauum,
HanMeHoBaHMe PerncTpUpyoLLEro opraHa, permcTpauuoHHbIn HOMep, KoA Hanoronnartenbsliuka B cTpaHe
perncTpaumm (UHKoprnopauun) unm ero aHanor);

(nn. "B" B pen. ®enepanbHoro 3akoHa oT 28.12.2017 N 425-93)

r) HauMeHOBaHWEe W agpec MpoM3BOOUTENS JIEKAPCTBEHHOrO Mpenapara W CBeOeHus o
perncTpaumm npouM3BoaUTENS NeKapCTBEHHOrO npenapaTta Anst MegULUHCKOrO NMPUMEHEHUST B kKa4yecTBe
HanoronnartenbluKa B CTpaHe peructpaumm (4nst POCCUNCKUX KPUANYECKUX NNL - AEHTUMUKALMOHHBIN
Homep Hanoronnatenswmka (MHH), ana WMHOCTpaHHbIX HOPUOUYECKMX UL - CTpaHa perucrpauum,
HaMMeHOBaHMe PErMCTPUPYHOLLIErO OpraHa, PermcTpaunoHHbI HOMEP, Kog HaroronnartenbLiuka B CTpaHe
perncTpaumnm (UHKoprnopauun) unm ero aHanor);

(nn. "r" B pen. ®enepansHoro 3akoHa ot 28.12.2017 N 425-03)
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O) apmakoTepaneBTuyeckad rpynna, Ko FNekapcTBEHHOro npenapata nNo aHaTtoOMo-
TepaneBTUYECKO-XMMUYECKON  Knaccudoukauum, pekoMeHa0BaHHOMN BcemupHon  opraHusaumen
34paBOOXpPaHEHMS;

(nn. "g" B pea. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-93)

€) NoKasaHusi U NPOTMBOMNOKa3aHUS K NPUMEHEHWIO IEKAPCTBEHHOIO Npenapara;
X) NobGoYHbIE JENCTBUS NEKapCTBEHHOrO npenapara;

3) CpOK rOAHOCTM NIEKAapPCTBEHHOrO Npenapara;

N) YCNoBWsi XpaHEHUS NeKapCTBEHHOro npenapara;

K) yCnoBus OTrnycKka NNeKapCTBEHHOrO npenapara;

n) Homep dbapmMakomnerHoW cTaTbM WM B Cry4ae ee OTCYTCTBMSI HOMEep HOpMaTUBHOW
AOKYMEHTaLuM NnGo HOPMATUBHOIO JOKYMEHTa;

M) OaTa rocynapCTBEHHOW perMctpaumu nekapCTBEHHOrO npenapaTa U ero permcTpauyoHHbIN
HOMep, AaTa 3aMeHbl PErncTpaumMoHHOrO YAOCTOBEPEHUS NeKapCTBEHHOrO npenapata Ha BeccpoyHoe
PErMcTpaLUMoOHHOE YyOOCTOBEPEHME feKapCTBEHHOro npenapaTta, [faTa fnofdayus 3asiBNeHust o
NOATBEPXKAEHUN TOCYOAPCTBEHHOW  perncrpauum INeKkapcTBEHHOro npenapata, [Aata  OTMeHbl
rocygapCTBEHHON perMcTpaunm nekapcTBEHHOro npenapara;

(B pen. PepepanbHoro 3akoHa oT 22.12.2014 N 429-93)

H) Ka4yeCTBEHHbI COCTaB U KOMMYECTBEHHbIA COCTaB OENCTBYHOLUMX BELLECTB W KAYeCTBEHHbIN
COCTaB BCMomoraTesnbHbIX BELLECTB NIeKapCTBEHHOrO npenapara;
(nn. "H" BBeaeH depnepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

0) MHdopMauns 060 BCcex paspeLleHHbIX BUAax BTOPUYHON (MOTPebUTenbCKom) ynakoBKu;
(nn. "o" BBeaeH ®enepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

n) gata NpUHATUS pELLEHUS O BO3MOXHOCTM paccMmaTpvBaTb FfEKapCTBEHHbIM npenapaTt npu
rocyadapCTBEHHOW perucTtpaumMmM B KadectBe oOpdaHHOro fekapCcTBEHHOro npenapaTta (ans
nekapCTBEHHbIX NpenapaToB A8 MEANLMHCKOrO NPUMEHEHNS);

n_n

(nn. "n" BBegeH ®epeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pen. PegepanbHOro 3akoHa oT
27.12.2019 N 475-93)

p) HanuMuue neKapCTBEHHOro npenapata B MNEpPeYHEe XMU3HEHHO HEOOXOOUMBIX UM BaXKHEMLLMX
NeKapcTBEHHbIX NpenapaToB (AN NekapCTBEHHbIX NpenapaToB ANsi MeANLMHCKOro NPUMEHEHNS);
(nn. "p" BBegeH depepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03; B pen. PenepanbHOro 3akoHa oT
27.12.2019 N 475-93)

C) Hannyne B NEKApPCTBEHHOM MNpenaparte HapKOTUYECKUX CPEACTB, NMCUXOTPOMHbLIX BELLECTB U UX
NpekypcopoB, MoAnexawmx koHTporto B Poccwuiickon ®depgepaumu, B  COOTBETCTBUM  C
3akoHogaTtenbcTBOM Poccunckon deagepaumm, mexagyHapoaHeiMu gorosopamu Poccuiickon ®egepaunn,
B TOM uumcne EpuHOM KoHBeHuMenm O HapkoTudeckux cpeactBax 1961 roga u KoHBeHunen o
NCUXoTpOnHbIX BelecTBax 1971 roaa;

(nn. "c" BBegeH PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

T) UWHdopmMaumMa O TOM, SBNAETCA NU [AaHHbIA NeKapCTBEHHbIN npenapaT pedepeHTHbIM
nekapCTBEHHbIM NpenapaTom;
(nn. """ BBeaeH ®enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

y) cBegeHvns O nopadve 3asiBieHUs O BHECEHUN W3MEHEHUW B OOKYMEHTbl, cogepXalimecsi B
pervcTpaunoHHOM A0Cbe Ha NeKapCTBEHHbIV Npenapar;
(mn. "y" BBegeH PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

&) ytpatun cuny ¢ 1 mapta 2020 roga. - PegepanbHbivi 3akoH oT 27.12.2019 N 475-03;

X) CPOK BBEIEHUS NNEKAPCTBEHHOIO Npenapara B rpaxgaHckunii 00opoT;
(mn. "x" BBegeH PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

2) B OTHOLIEHUN (hapMaLIEBTUHECKUX CYBCTaHLMN:
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a) HauMmeHoBaHWe apmaueBTUYECKOM CyOCTaHUMKM (MexXayHapO4HOEe HenaTeHTOBaHHOE, WK
rpynnUPOBOYHOE, UITM XUMUYECKOE U TOProBOE HaMMEHOBAHWUS);
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

0) HanMmeHoBaHWe 1 agpec nNpomseoauTens apmMaueBTUYECKOn cybcTaHLmu;
B) CPOK rogHOCTW (hapMaLieBTU4ECKON cybcTaHuuu;
r) yCnoBusi XxpaHeHus papmaueBTMYeCKOn cybcTaHuuu;

4) Homep cbapMakonevHOW CcTaTbM WU B Cryvyae ee OTCYTCTBMS HOMEp HOPMaTUBHOM
OOKyMeHTauum nnbo HOPMaTMBHOIO AOKYMEHTA;

€) Hanuune chapmaueBTMYECKON CyOCTaHUMN B NepeyvyHe HapKOTUYECKMX CPeacTB, MCUXOTPOMHbIX
BELLECTB U MX MPEKypCOpOoB, NMognexawmx KoHTpomto B Poccuiickon depepauumn, B COOTBETCTBUM C
3akoHogaTenbcTBOM Poccunckon depgepauunm, mexagyHapodHeimMu gorosopamm Poccuiickon degepaumu,
B TOM uucne EpguHOM KOHBeHUMEN O HapkoTuyeckux cpeactBax 1961 roga wm KoHBeHumen o
NcMXOTPOnHbIX BewecTBax 1971 roga.
(nn. "e" BBeaeH ®enepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

2. ®apmaueBTuYeckas cybcTaHUMs, NpousBedeHHas And peanusauun, MoxeT ObiTb BKMOYEHa B
rocygapCTBEHHbIN peecTp feKapCTBEHHbIX CPeACTB Ha OCHOBaHUWM 3asBrieHuns paspabortyvka wnu
Npon3BOAMTENS NEKapCTBEHHOIO cpeacTtBa fMBO YNOMHOMOYEHHOrO MMMK HOPUAMYECKOro nuua npu
YyCNOBUN MPOBEAEHUS B OTHOLUEHUW Takow cpbapmaueBTUYECKOW cybCcTaHuMM 3SKCNepTusbl KayecTBa
dhapmaueBTUYeckon cybcTaHumM B nopsigke, YCTaHOBNEHHOM cTaTben 34 Hactosiwero ®epepanbHOro
3akoHa. B oTHoweHwn apmaueBTUYECKMX CYOCTaHUMIA, NPOM3BEAEHHBIX ANs peanusauun, B
rocygapCTBEHHOM pEECTpe NeKapCTBEHHbBIX CPEACTB COAEPXKMTCA cneayoLlas nHdopmaums:

1) HavmeHoBaHuWe papmaueBTUYECKOW CyBCTaHUMM (MeXOyHapOAHOEe HenaTeHTOBaHHOe, WIu
rpynnuMpPOBOYHOE, MUITM XMMUYECKOE N TOProBOE HaMMEHOBaHWS);

2) HanMmeHoBaHve, agpec NponssoanTens apmaueBTUYecKon cybcTaHumm, a Takke B OTHOLLEHUN
neKapcTBeHHbIX CPeAcTB ANA MeAUMLUHCKOro MPUMEHEHUs CBEAEHUs O peructpaumv npousBoauTens
dapmaueBTMyeckon cybcTaHuMM B KadecTBe HaroronnaTernbliMka B CTpaHe peructpauum (ans
POCCUMCKMX IOPUAMYECKMX NUL - WAEHTU(MKAUMOHHBIN HOoMep Hanoronnatenswuka (MHH), ans
WHOCTPaHHbIX HOPUANYECKUX NUL - CTpaHa perucrpauuu, HaMMeHOBaHWe perncTpupyrollero opraHa,
pervcTpaumoHHbIN HOMEpP, KOA, HanoronnaTernbluMka B CTpaHe peructpauun (MHKoprnopauunm) unm ero
aHarnor);

(n. 2 B pea. PegepanbHoro 3akoHa ot 28.12.2017 N 425-03)

3) cpok rogHoCTH hapmaLleBTUYECKON CyOCTaHLuW;
4) ycnoBus XxpaHeHns1 hapMaLeBTUYECKON CyOCcTaHUmK;

5) Homep dapmakonenHon cTaTbM nMBO B criydyae ee OTCYTCTBUSE HOMEP HOPMaTMBHOM
AOKYMEHTaL MM UNn HOPMaTUBHOIO JOKYMEHTA;

6) Hanuune chapmaLeBTMYECKON CYOCTaHUMN B NMEpPEYHEe HAPKOTUYECKUX CPEACTB, NMCUXOTPOMHbIX
BELLECTB U UX MPEKYpPCOpOB, Moanexaiwimx koHTpomto B Poccuiickon depepauumn, B COOTBETCTBUMM C
3akoHofaTtenbcTBom Poccuiickon ®egepaumnn, mexgyHapogHbimn gorosopamu Poccunckon degepaumm,
B TOM uucne EpguHOM KOHBeHUMen O HapkoTuyeckux cpeactBax 1961 roga wn KoHBeHumen o
NcMXoTponHbIX BewecTBax 1971 roaa;

7) Data BKoYeHus dapMaueBTMYEeCcKOn cybCcTaHUMM B roCy4apCTBEHHbIN pPeecTp fieKapCTBEHHbIX
cpencTs, AaTa BHECEHWS U3MEHEHWUW B JOKYMEHTbl (hapMaLeBTUYECKON CyGCcTaHUmMW, gaTa UCKITIYEHNS
hapmaLieBTMHECKON Cy6CTaHLMmM 13 rocyaapCTBEHHOrO peecTpa NlekapCTBEHHbIX CPeACTB.

(vacTb 2 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. nOpﬂﬂ,OK BeeHNA rocyaoapCTtBeHHOro peectpa nekapCTBeHHbIX cpencts And MeguuuHCKOro
npuMeHeHna 1 nopangok BeOeHUA TrocyaapCTBEHHOro peectpa nekapCTBeHHbIX cpencts And
BETEPUHAPHOIO MNMpUMEeHeHNa YTBepXaakTCA COOTBETCTBYHOLWMM YNOJITHOMOYEHHbIM cbep,epaanblM
opraHom NCMNONHUTENbHOW BNacTu.

Cratba 34. BknrwouyeHue B rocygapCTBeHHbIA peecTp HNeKapCTBEHHbIX CpPeACcTB U
WUCKJIIOYEeHMe U3 TOoCyAapCTBEHHOro peecTpa NeKapCTBeHHbIX cpeacTB apMaueBTM4eCKON
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cy6cTaHUMn, NPOU3BeAEeHHON ANs peanusauumn
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Ons BknoyeHusa dapmMaueBTudeckon cybcTtaHumm, nNpou3BEedEeHHOW Ans peanu3auuun, B
rocyapCTBEHHbIV PeecTp NeKkapCTBEHHbIX CPEACTB, NPOBOAUTCH IKCNEPTM3a ee KayecTsa.
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. JOkcnepTu3a KadecTBa YyKasaHHOM B 4actu 1 HacToawewn cratbl hapmaLeBTU4ECKON
cybcTaHuun, cocTaBneHne KOMUCCUEN IKCMEPTOB 3aKMOYEHUN NO pesynbTaTtamM 3TOWM 3KCMEePTUsbl U KX
HanpaBreHne B YMONMHOMOYEHHbIN (heaeparnbHbIi OpraH UCMOMHUTENbHOW BRacTM OCYLLECTBASOTCS B
CpOK, He MpEeBbLILLAKLINA WeCcTUaecATn pabounx gHen CO AHS NONyYEeHUSA IKCNEPTHbIM yupexaeHuem
COOTBETCTBYIOLLEr0 3afaHuns YMNONHOMOYEHHOro beaepanbHOro opraHa WCNOMHUTENBHOW BRAactn wm
cnegylowmnx JOKYMEHTOB (CBeAeHWUN):

(B pea. PenepanbHoro 3akoHa ot 27.12.2019 N 478-03)

1) cBegeHns 0 gaTte nNpegoCTaBneHVs U PerncTpaumMoHHOM HOMepe NULEH3MU Ha NMpPOW3BOACTBO
NeKapCTBEHHbIX CPeACTB WM CBedeHus O [faTe npegocTaBfeHns W perncTpauuMoHHOM HoMmepe
3aKMYEeHMss O COOTBETCTBMU MPOU3BOAUTENS NEKapCTBEHHbIX cpeacTB TpeboBaHuAM npaswn
Hagnexawen npou3BOACTBEHHOW MPaKkTWKW, BblAaHHbIX  (NPEAOCTaBMEHHbIX)  YMOMHOMOYEHHbIM
dedepanbHbIM OpraHOM WCMONHUTENbHON BRacTu, B CryyYae, €cnv Npou3BOACTBO J1I€KapCTBEHHOro
cpeacTea ocyulectnsieTcst B Poccuiickon ®epepauuu;

(B pea. PenepanbHbix 3akoHOB 0T 04.06.2018 N 140-$3, o1 27.12.2019 N 478-93)

2) KonMWa [OKYMEHTA, BbIOAHHOTO YMOMHOMOYEHHBIM OpPraHoM CTpaHbl  MPOU3BOAUTENS
NneKkapcTBEHHOro cpeacTBa 1 NOATBEPXKAALIErO paspeLleHne NpomM3BoACTBa NIEKApCTBEHHOIO CpeacTea,
N ero nepeBop, Ha PYCCKUI A3blK, 3aBEPEHHbIE B YCTAHOBMEHHOM MOpPsiAKe, a Takke KONUst 3aknoYeHnst o
COOTBETCTBMM  MPOU3BOAUTENS NEKAPCTBEHHbLIX CPeacTB TpeboBaHUSIM  MpaBun  Hagnexaluemn
NPOW3BOACTBEHHOW MPaKTUKKU, BbIGAHHOIO YNOSIHOMOYEHHbIM dhedepanbHbiM OpraHOM MUCMOSNTHUTENbHOM
Bnactv, nnbo Konusi peLleHusi YNONHOMOYEHHOro dedepanbHOro opraHa MCMOMIHUTENbHOM BRacTu o
NPOBEAEHUN WHCMNEKTUPOBAHUS MPOM3BOAMTENS] NEKAPCTBEHHOrO CpeacTBa. YKasaHHble LOKYMEHTbI
npeacTaBnAlTCA B Cryvyae, eCnu NPOU3BOACTBO JNEKApPCTBEHHOrO CpeactBa OCYLLECTBRASeTCS 3a
npegenamm Poccuinckon ®egepauuu;

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

3) BOKYMEHT, coaepxallumi cnegyrowme ceegeHnst o hapmaueBTUYECKON CyOCTaHLmm:

a) HaumeHoBaHue hapmaueBTUYECKON CyOCTaHLuK, ee CTPYKTypa, obLime CBONCTBA;

6) HaumeHoBaHVe 1 agpec NPOM3BOANTENS;

B) TEXHOMOrMs NPon3BOACTBA C ONMCAHMEM CTaaui MPOU3BOACTBA M METOOO0B KOHTPONS Ha BCEX
cTagusix Npon3BoaCcTBa;

I') onuncaHune pa3pa60TKM npouecca npon3BoaAcCTBa,

) onucaHue KOHTPOMs KPUTUYECKUX CTagui npouecca MNpOM3BOACTBA U MPOMEXYTOYHOM
npoayKumu;

€) AOKYMeHTanbHoe noAreepxaeHue (Banvaaums) npoueccoB U (UNK) UX OLeHKa;
XK) CBOWCTBA M CTPYKTypa AENCTBYIOLNX BELLECTB;

3) XapakTepucTuka npumecen;

n) cneundukaumsa Ha papmaleBTUYECKyI0 CyGCTaHUMIO U ee 060CHOBaHNE;

K) aHanuTMdeckue MeTOOMKW, UCMofb3yemMble Py  OCYLLECTBIIEHMM KOHTPONA KadecTBa
(hapmaLeBTMIECKON CyGCTaHLmK;

Nn) OOKyMeHTarnbHoe MoaTBepXAeHue (Banuaauus) aHanuTUYecKUX MeTOAMK, UCMOoNb3yemblX npu
OCYLLIECTBIEHNUM KOHTPONS KadyecTBa hapMaLeBTUYeCKon CyGCcTaHLMu;

M) pe3ynbTaTbl aHanM3a cepuii hapMaLeBTUYECKON CcyOCcTaHUnw;

H) nepeyvyeHb CTaHOAPTHbIX 06pa3LI,OB nnn BeLwecTB, UCMOJIb3yEMbIX NMPU OCYLLECTBNEHUN KOHTPOJIA
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KayecTBa;
0) onucaHne XxapakTePUCTUK U CBOWCTB YNaKOBOYHbLIX MaTeprarnoB U YKYNMOPOYHbIX CPEACTB;
n) AaHHble 0 cTabunbHOCTM hapmaLeBTUYECKON CyDCTaHLmu;
p) CPOK rogHoOCTY;

4) OOKYMEHT, COoAepXalluin CBeAeHUs1 O perncrpaummM nNpov3BOAUTENS NeKapCTBEHHbLIX CPeacTB
ANS  MeOMUMHCKOrO NPUMEHEHMSI B KavecTBe HasoronnaTtenbliMka B CTpaHe peructpauum (ans
POCCUIACKMX OPUAMYECKMX NUL, - MAEHTUMUKALMOHHBIM HOoMep Hanoronnatenswuka (MHH), gonsa
WHOCTPaHHbIX OPUONYECKMX MWL, - CTpaHa perucrpauuu, HaMMeHOBaHWe pPerncTpupylollero opraxa,
perncTpaumoHHbIN HOMEp, KO HarnoronnaTtenbliMka B CTpaHe peructpauuu (MHKopropauuu) unu ero
aHanor).
(n. 4 BBegeH PegepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)
(vacTb 2 B peq. PegepansHoro 3akoHa ot 22.12.2014 N 429-93 (pea. 13.07.2015))

3. [Ons npoBedeHMss 93KCNepTU3bl KayecTBa YKasaHHOM B 4YacTu 1 HacToswen cTaTbu
hapmaLeBTUYECKON CcybCTaHUuKM 3asBUTENb MpeacTaBnsieT B YMNOMHOMOYEHHbI deaepanbHbli opraH
MCMNOJNTHUTENbHOW BNACTU:

1) 3asBneHWe O BKIIOYEHUN B TFOCYOAPCTBEHHbLIN PEecTp MekapCTBEHHbIX CPeacTB OaHHON
hapmaLeBTMYeCcKkon cybcTaHumy;

2) konusa OOKYMeHTa, NOoATBepXAdalowero ynnaTy rocy4apCTBEHHOM MOLUNMHbI 3@ BKIOYEHWe B
rocyAapCTBEHHbIN pPeecTp NeKkapCTBEHHbIX CPeAcTB hapmaueBTUYecKon cybcTaHuun, Npov3BegeHHOW
ana  peanusaumm, nubo no CoBCTBEHHOM WHULMATUBE YyKa3aHHbIM [OKyMeHT. B cnyyae ero
HenpeacTaBneHns 3asiBUTENEeM YNONMHOMOYEHHbIV  dbedeparnbHblil OpraH MCMOMHUTENbHON BMAacTu
npoBepsieT hakT ynnaTtbl rocyaAapCTBEHHOW NOLUSUHBI 3asBUTENEM C MCMOMb30BaHneM MHdopmauumn 06
ynnaTe rocyaapCTBEHHOW MOLUSMHbI, cogepxalencsa B [ocyaapcTBEHHOW MHAOPMaLMOHHON cucTteme o
rocygapCTBEHHbIX M MyHMUMNANbHbBIX MNatexax, Ha OCHOBaHMW NPeACcTaBreHHON 3asiBUTENEeM Komuu
AOKYMeHTa, NOATBEpXAaloLwero ynnaTy rocy4apCTBEHHON MOLUSNHBI;

(n. 2 B pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-903)

3) DOKYMEHTbI, yKa3aHHbIe B 4acTU 2 HaCTOsILLEN CTaTbM;
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

4) 3asBneHne o Bblgaye paspelleHns Ha BBO3 B Poccuiickyto Pefepaumio KOHKPETHOW napTum
He3aperncTpUpoBaHHOIO feKapCTBEHHOIO CPEACTBa, MpedHa3Ha4yeHHOro AN NpoBefeHMst YKasaHHOM
3KCMNepTU3bl.

(n. 4 BBegeH ®eaepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

3.1. B cnyyae HenpeacTaBneHust C 3asiBIEHMEM O BKIOYEHUN B TOCYAAPCTBEHHbIA PEEecTp
NeKapCTBEHHbIX CpeacTB apmMaueBTUYECKON CyOCTaHUMM [OKYMEHTOB, MOATBEPXOAKWMX ynnaTty
rocygapCTBEHHOM MOLUSIMHBI W YKa3aHHbIX B MYHKTE 2 YyacTu 3 HACTOsLWEN CTaTby, a Takke BblAaBaeMbIX
(NnpegocTaBnsiemMbix)  YNOMHOMOYEHHbIMU  bedepanbHbIMU - OpraHaMuM  UCMOMHUTENbHOW  BriacTyv
OOKYMEHTOB (CBeJeHWin), yka3aHHbIX B MyHKTax 1 U 2 yacTn 2 HacTosilen cTaTbW, YNOFTHOMOYEHHbIN
denepanbHbll OpraH MWCMOMHUTENBHOW BracTu 3anpalmMBaeT YyKasaHHble [OKyMeHTbl (CBefeHus) B
nopsigke MexseqoMCTBEHHOIO MHPOPMaLIMOHHOIO B3aMOLENCTBUA.

(vacTb 3.1 BBegeHa deaepanbHbIM 3akOHOM OT 27.12.2019 N 478-03)

4. B TeyeHune gecatn paboumx gHEN CO OHSA NPUHATUSA 3asBNEHMS O BKITHOYEHMM YKa3aHHOW B 4YacTu
1 HacTosilwen crtaTbM apmaueBTUYECKOM CYOCTaHUUM B rOCy4apCTBEHHbLIN PEECTp JeKapCTBEHHbIX
CpeAcTB W [OKYMEHTOB, MEpPeYUCriEHHbIX B Yactu 1 WM NyHKTe 2 4yacTu 3 HacToswen craTtby,
YNOMHOMOYEHHbIN dheaepanbHbI OpraH UCMOMHUTENbHOW BRacTu:
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1) NpoBOOMT NPOBEPKY MOJIHOTHI M LOCTOBEPHOCTU AaHHbIX, COAEpXKalUMXCa B NMpenCcTaBIEHHbIX
3adaBuTenemM JOKyMeHTax;
(B pen. PepepanbHoro 3akoHa ot 25.11.2013 N 317-03)

2) npuHMMaeT pelweHne O HanpaslieHUM B 3KCNepTHOE YydpeXaeHune 3afaHuAa Ha nposeneHue
9KCMNMepTun3bl Ka4vecTtBa yKa3aHHOVI B YacTn 1 HacTosLEen cTaTby cbapmaueBqueCKon Cy6CTaHLI,l/Il/I unum o6
OTKa3e B TakOM HanpaBJiEeHUN;
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3) yBegomnsieT B 9NIEKTPOHHON MMM NMUCbMEHHON hopMe 3asBUTENS O NPUHATOM peLUeHUn Unu B
crydae oTkasa C ykazaHWeM NpUYmnH Takoro oTkasa.
(B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

4.1. B cnyyae BbISIBIEHMS1 HEOOCTOBEPHOCTU CBEOEHWUN, COAEpXaluxcsi B MNpPeAcTaBreHHbIX
3asBUTENEM MaTepuanax, ynosIHoMoYeHHbIN dpeaepanbHbIii opraH UCMONHUTENbHOW BNAacTu HanpaensaeT
3a8BUTENO 3anpoc 00 YTOYHEHWM YKal3aHHbIX CBedeHMW. [daHHbIA 3anpoc MOXeT ObiTb nepenaH
YNOTHOMOYEHHOMY MpPEeACTaBUTENIO 3asiBUTENS JIMYHO MOA PacnMCKy, HampaBfieH Mo MoyTe 3akasHbIM
NMMCbMOM MNW NepefaH B ANEKTPOHHOW hopme No TeneKOMMYHMKAUUOHHBIM KaHanam cssasu. B cnyyae
HanpaBfeHus 4aHHOro 3anpoca no no4yTe 3akasHbIM MMCbMOM OH CYMTAETCHA NONYyYEeHHbIM MO UCTEYEHUM
LecTn AHEN C AaTbl HanpaBneHns 3akas3Horo nucbma.

(vyacTb 4.1 BBegeHa denepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

4.2. 3aaButenb 0653aH NpeAcTaBUTb OTBET Ha 3anpoc YNOMHOMOYEHHOro deAeparnbHOro opraHa
WCMONHWUTENBbHON BRacTy B CPOK, HE MpeBbIWAWMN AeBSHOCTa pabounx OHEN Co AHA MOnyveHus
AaHHoro 3anpoca. Cpok, yKasaHHbll B 4acTu 4 HacToslen craTbW, MpUOCTaHaBNMBaeTCA CO AHSA
HanpaereHns 3asBUTEN0 3anpoca YNofIHOMOYEHHOro heAepanbHOro opraHa MCMOMHUTENbHOW BRacTy
A0 OHS NONYyYeHNst UM OTBETa Ha OAHHbIN 3anpoc U He YYUTLIBAETCS NPW UCHUCIEHUN CPOKa SKCNEPTU3bl
KayecTBa apMaueBTU4ECKOW CyBCTaHUMK, HEWCnomnb3yemMonW npu Mpou3BOACTBE EKAPCTBEHHbIX
npenapaTos.

(vacTb 4.2 BBegeHa PepepanbHbiM 3akoHOM oT 25.11.2013 N 317-93)

5. OcHoBaHvem ONns OoTkasa B HanmpaBfieHMWN B 3KCMEPTHOe ydpexaeHne 3ajaHuns Ha npoBeaeHue
9KCMepTM3bl KayecTBa YKasaHHOMW B 4actu 1 Hactoswew craTbu dapmaueBTUHecKkon cybcTaHuum
ABNSeTCA HenpeacTaBrieHWe [OKYMEHTOB, YKa3aHHbIX B 4acTW 2 HacToslen cTaTbW, OTCYTCTBUE
uwHdopmaumm, noaTBepxaaowen dakT ynnaTel FOCyAapCTBEHHOW MOLWMMHbI 3@  BKIIOYEHWE
apmaueBTMdeckon cybcTaHuMn, nNPoOM3BEdEHHOW Ans peanusauuu, B [OCyOapCTBEHHbIV peecTp
nekapCTBEHHbIX CPeACTB, HeNpeacTaBneHve 3asiBUTeNeM B YCTAHOBMNEHHbIV CPOK OTBETa Ha yKa3aHHbIV
B yacTm 4.1 HacToswen cTaTbu 3anpoc YNOMHOMOYEHHOro dedeparibHOro opraHa MCNOMHUTENbHON
BNacTu unu npeactaBrneHne OOKYMEHTOB, HE CoAepXaluyx MCYepnbiBaloLWero nepevyHs HeobxoammbIxX
cBegeHun.

(4acTb 5 B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. B TeueHue nsTHaguatTuM paboumx OHENW CO OHA MOMyYeHUs1 peLUeHUs YNONHOMOYEHHOrO
dhedepansHOro opraHa MCMOMHUTENbHOW BRiacTu O HanpaBfeHny B 3KCNepTHOE yYpexaeHne 3ajaHns Ha
npoBefeHne 3KCMepTM3bl KavyecTBa YykasaHHOM B 4YacTu 1 HacToswen cratbn dapmaueBTUYECKON
cybcTaHuun 3asBnTenb NPeAcTaBNsaeT B 3KCNEPTHOE yyYpexaeHue Ans npoBegeHns AaHHOW dKCnepTusbl
obpasupbl hapmaueBTU4eckon cybcTaHUumM B KONMYeCTBE, HEOOXOAMMOM A5t BOCNPOU3BEAEHUS METOA0B
KOHTpOMS KayecTBa. OJKCNepTHOe y4ypexaeHue npu nonyyeHun obpasuyoB yka3aHHOWM B 4vacty 1
HacTosiWen cTaTby hapmMaueBTU4EeCKoW CyGCTaHUMM BblgaeT 3asBUTENI0 AOKYMEHT, MOATBEPKAAIOLLMNA
nonyyeHne 3TMX 06pasLOB, M B CPOK, He MpPEeBLIWAKWMIA Tpex paboumx OHeWn, yBeooMIseT B
SMNEKTPOHHOW MMM MUCbMEHHOW dopMe 00 STOM  YMNOMHOMOYEHHbIM  dedepanbHbii  OpraH
UCNONHUTENBHOW BNAacTU. DT CPOKM HEe BKITHOHAKTCHA B CPOK NpoBeAeHUs AaHHOW 3KCNepTU3bl.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7. JOKyMeHTbI, NOCTYNMBLLME B 3KCMEPTHOE yuypexaeHue Ans NpoBedeHnsa 3KCnepTusbl KadecTsa
yKkasaHHOM B 4actm 1 HacTosiwen ctatbh bapmaueBTUYeckon cybcTaHuumn, noanexart Bo3BpaTy B
YNONHOMOYEHHbLIN hefepanbHbli OpraH UCMOMHUTENBbHOM BracTu OQHOBPEMEHHO C 3aKSTOYEeHUsIMU Mo
pesynbTaTtam nNpoBeAeHHON 3KCNepTU3bI.

8. B cpok, He npeBblamWmn NATKM paboumx OHEW CO AHSI MONyYEeHUsT 3aKIMIOYEHUS KOMMUCCUM
3KCNepToB MO pes3ynbTaTaM 3KCMNepTM3bl KavecTBa yKa3aHHOW B 4acTu 1 HacToswen craTbu
dapmaueBTUYECKON CyOCTaHUMM, YNONMHOMOYEHHbI doefeparnbHbii OpraH UCMOMHUTENBHOW BNAacTu:

1) OCYLUECTBINAET OLEHKY TaKOro 3aKkrn4eHua Ond onpenerieHna ero cooTBeTCTBudA 3adaHUKo Ha
npoeegeHne OaHHON 9KCNepPTU3bI;

2) nNpuvHUMaeT pelleHne O BKKYEHUMM YyKaszaHHOW B Yactu 1 HacToswew cTaTbu
dapmaLeBTMYeCcKon cybCcTaHuum B rocygapCTBEHHbIN peecTp NeKapCTBEHHbIX CPEACTB Unu pelueHune o6
OTKase B TakOM BKIHOYEHWUM;

3) BHOCWUT NPV MNPUHATAM PELLUEeHUS O BKMHOYEHUM yKasaHHOW B 4YacTu 1 HacTosien cTaTbu
hapmaueBTUYECKON  cyBCTaHUMM B TOCYAAPCTBEHHbI  PEeecTp  NeKapCTBEHHbIX  CpeacTs
NpedycMOTPeHHY0 4acTblo 2 cTatblM 33 HacTtosiwero ®defepanbHOro 3akoHa WHdopMauuio U
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yBeJoMnseT 06 3TOM B 3NEKTPOHHOW NN MUCbMEHHON chopMe 3asiBUTENS.
(B pea. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, o1 27.12.2019 N 462-03)

9. OcHoBaHveM pAansi OTKasa BO BKOYEHWM YKasaHHOM B 4acTM 1 HacToswen cratbu
hapmMaLeBTUYECKON CYOCTaHUMM B TOCYAAPCTBEHHbI PEeecTp JIEKApPCTBEHHbIX CPEACTB SBMSIETCS
3aKIl04YEHME COOTBETCTBYHOLErO YMNOSIHOMOYEHHOrO doefeparnbHOro opraHa UCMOSHUTENbHON BRacTu O
TOM, YTO KayecTBO hapMaL,eBTUYECKON CyOCTaHUMM He NOATBEPXKAEHO MOMYyYEHHBIMU JAaHHLIMMU.

(yactb 9 BBegeHa dPepepanbHbiM 3akoHoOM oT 22.10.2014 N 313-93; B pea. ®PenepanbHOro 3akoHa oT
04.06.2018 N 140-93)

10. He ponyckaetcsi BKMIOYEHME B rOCYAapPCTBEHHbLIA PEECTP JIEeKAPCTBEHHbLIX CPEACTB OAHOM
hapmaueBTMYEeCKON cybCTaHUMKM, NPOM3BEOEHHOW AN peanu3auum U BbiMycKaeMow OOHUM U TEM Xe
npounsBognTenem, B BUAe ABYX 1 Gonee peecTpoBbIX 3anvcei.

(4yacTtb 10 BBegeHa deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

11. BHeceHne namMeHeHun B AOKYMEHTbI Ha dhapMaLeBTMYECKYIO CyBCTaHLMI0, MPOM3BEAEHHYIO AN
peanusaumn 1 BKMIOYEHHYK B roCyapCTBEHHbIN peecTp NekapCTBEHHbIX CPeACTB, OCYLLECTBMSeTCS B
nopsigke, ycrtaHoBrneHHom ctatbamu 30 m 31 Hactosiwero ®PenepanbHOro 3akoHa, C ynnatomn
rocyaapCTBEHHOW MOLUMMHbI, MPeAYCMOTPEHHOW 3akoHoaaTenbCcTBOM Poccuinckon depepauum o Hanorax
n cbopax.

(vacTb 11 BBegeHa deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-$3)

12. JonyckaeTtca obpalleHne hapmaueBTUIecknx cybcTaHuumn, NponsBeaeHHbIX AN peanv3auuu,
B TeYeHne cTa BOCbMUOECATM OHEN OO0 W nocrie NPUHATASE YNOMHOMOYEHHbIM deaepanbHbiM OpraHoM
WCMOSTHUTENbHOW BRacTU PELUEHUS] O BHECEHUN W3MEHEHWA B [OOKYMEHTbl Ha hapMaueBTUYECKYHO
cybCcTaHumMio, MPOU3BEAEHHYIO [ANs  peanu3aumMmM U BKIHOYEHHYH B TOCY4APCTBEHHbLIN  peecTp
nekapCTBEHHbIX CPeacTB.
(vacTb 12 BBegeHa PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-$3)

13. PeweHne 06 wucknoYeHUn K3 rocyaapCTtBeHHOro peecrtpa JieKapCTBEHHbIX CpeacTB
q)apmaueBqueCKon CyGCTaHLI,VIVI, I'IpOI/I3BeD,eHHOI7I ana peanndadumn, npunHMMaeTcAa YnoJIHOMOYEHHbIM
q)ep,epaanmM opraHom MCMONHUTENbHON BNacTu B cny4ae:

1 ) npencraBneHnA COOTBETCTBYHOLLMM YNOJTHOMOY€HHbIM cbe,qepaanblM OopraHom
WCMNONHUTENBbHON BRAcTU 3aKr4YeHus o pucke unum 00 yrpose XusHu unun 300poBbH YesioBeka nnbo
XMBOTHOIO NMpPU NCNOoJ1b30BaHUN NIEKAPCTBEHHOIO CpeaCTBa,

2) nogayn pas3paboTyMKOM FEKapCTBEHHOro CpPeacTBa WNM MNpouM3BOAUTENEM JEKApCTBEHHOMO
cpeacTsa NGO YNOMHOMOYEHHBIM UMW APYTUM HOPUANYECKUM NULOM 3asiBNIEHUA 00 WUCKMYeHUn 13
rocyapCTBEHHOIO peecTpa NeKapCTBEHHbIX CPeACTB hapMaLeBTUYECKON CyOCTaHLMN, NPOM3BEOEHHOM
Anga peanusauuu;

3) oTcyTcTBMA hapMaueBTMYeCKon cybcTaHL M, Mpou3BeaeHHON AN peanusaumm, B obpalleHnm B
Poccuiickon degepauun B Te4eHne Tpex 1 bonee ner.
(vyacTb 13 BBegeHa defepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

Crartbs 35. YTpatuna cuny c 1 uionsa 2015 roga. - ®egepanbHbIN 3aKoH oT 22.12.2014 N 429-
®3.

Cratbsa 36. OGxanoBaHue pelweHUA 06 oOTKase B BblAade paspelleHUs Ha NpoBedeHue
KITMHUYECKOrO UCCnefoBaHUsi JNIeKapCTBEHHOro npenapaTta, peleHuss o006 oTkase B
rocyfapCTBeHHOM perucrpauuu NeKapCTBeHHOro npenapara, 3akni4YeHUusi KOMUCCUUN 3KCMepToB
3KCMEPTHOrO yUYpEXOAeHUA Ui 3aKNYeHUsi coBeTa Nno 3Tuke

(B peq. ®PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

PelueHre cooTBETCTBYIOLLENO YNONMHOMOYEHHOrO dheaepanbHOro opraHa UCMONHUTENbHON BNAcTU
00 oTkaze B BblOaye paspelleHuss Ha npoBedeHue KIMHUYECKOro MWCccneaoBaHuUst FekapCTBEHHOro
npenapaTa, pelleHMe YKa3aHHOro deaepanbHOro opraHa MWCMOMHUTENbHOW Bnactm o6 oTkase B
rocyadapCTBEHHON perucTpauMmM IeKapCTBEHHOro npenapaTta, 3akfilodeHMe KOMWUCCUMM  SKCMepToB
OKCMEPTHOro y4ypexaeHua unu 3akrndeHue coBeTa Mo 3TUKe MOoXeT ObITb OOXarnosaHoO B nopsagke,
YCTaAHOBMNEHHOM 3akoHogaTtenbcTBoMm Poccurickon ®denepaumn. 3aknOyeHWE KOMMUCCUW 3KCMEPTOB
OKCMNepTHOro y4ypexaeHuna O B3aMMO3aMEeHAEeMOCTU JlIeKapCTBEHHbIX MpenapatoB AnAad MeguunHCKoro
NnpuMeHeHua nmobo o TOM, 4YTO J'IeKapCTBeHHbIVI npenapat and MeguuuHCKoOro npuMeHeHmna He ABndaeTcd
B3aMMO3aMeHsieMbIM, MOXeT ObiTb 00XanoBaHO AepXaTenem unu BnagenbuemM perncTtpauuoHHOro
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YOOCTOBEPEHUS NeKapCTBEHHOMO npenapaTa B YNONHOMOYEHHbIV (beaepanbHbli OpraH UCMOSTHUTENbHOM
BMNacTu, KOTOPbLIA MPUBMEKAET K pacCMOTPEHMIO yKa3aHHOW xanobbl NOABEAOMCTBEHHbIE €My HayyHble
opraHusaumMm U1 obpasoBaTerbHble OpraHu3auMmM Bbicwero obpasoBaHus, OCyLeCTBNSLWME
AeaTenbHOCTb B cdepe obpalleHus neKapCTBEHHbIX CPeacTB. 3akrioveHne KOMWUCCUWM SKCNepToB
SKCNEpPTHOro  yupexaeHusi, OdOpPMIEHHOE MO MuToram nepecMoTpa 06XanoBaHHOrO 3akioyeHus
aKcnepTa, MoOXeT ObiTb OCMOPEHO AepxaTenem unu BrnagenbLeM perncTpauyMoHHOr0 yAOCTOBEpeHMs
neKkapcTBEHHOro mnpenapara nuMbo YNOMIHOMOYEHHbIM MMW  fMUOM B MOPSAKE, YCTaHOBIEHHOM
3akoHogatensctBom Poccuiickon depepauun. [pu  ob6xanoBaHWM  peLUeHNs  YNONTHOMOYEHHOro
denepanbHOro opraHa WCMOMHWUTENbHON BACTW, 3aKMOYEHUs 3KCnepTa WM KOMUCCUMM 3KCNepToB
SKCMEPTHOrO yYpexaeHns, 3aKkrnyeHns coBeTa Nno 3TUKe AepaTenb unv Bnagenel, perucTpaunoHHOro
YAOCTOBEPEHNA feKapCTBEHHOro npenapata nvbo ynosfiHOMOYEHHOE MMMW NUUO Brpase npeacTaBuTb
pesynbTaTbl 3KCNEpPTU3bl NEKapCTBEHHOro npenapara, NPOTOKOMbl MOMYYEHHbIX aKKpeAMTOBaHHbLIMU
ucnbelTatenbHbiMU NabopaTopmamm (LEHTpamun) pesynbTaToB UCCEA0BaHUN, UCMbITAHUNA.

(B pea. PenepanbHoro 3akoHa ot 27.12.2019 N 475-03)

Cratba 37. MHcopmaumsa, cBA3aHHAA C OCYLLUECTBIIEHWEM rOCyAapCTBEHHOW perucrpauuu
neKapcTBeHHbIX NpenapaToB, MH(OPMaLMs O 3aperMcTPUMPOBaHHbIX JlIeKapCTBEHHbIX Npenaparax
M NneKapCcTBEHHbIX npenapaTax, MCKIIOYEHHbIX U3 rocyaapCTBEHHOro peecTpa feKapCTBEeHHbIX
cpepcTB

1. CoOOTBETCTBYHOLUNA YNONIHOMOYEHHbIN hbeaeparnbHbIi  OpraH WUCMONIHUTENBHOW  BRNacTu
pasmMellaeT Ha cBoeM oduumanbHoM cante B ceTu "UHTepHeT" WHdopmMaunto, CBA3aAHHYH C
OCYLLECTBMEHNEM TOCYyAapCTBEHHOW perMcTpaumMmM nekapCTBEHHbIX MpenapatoB, B TOM 4ucne
npoBedeHMeM 3KCNepTu3bl NEKapCTBEHHbIX CPeAcTB  (BKMOYas pesynbTatbl €€ NpoBefeHus),
WHOPMaUMIO O 3aperMcTpyMpoBaHHbIX NEKapCTBEHHbIX MpenapaTax W fekapCTBEHHbIX npenapartax,
WCKIMIOYEHHbIX M3 roCyQapCTBEHHOro peectpa fekapCTBeHHbIX CPeAcTB, He Mo3gHee Yyem yepes nATb
pabounx gHen Co AHSA NOMNYyYEeHWUs YMOMHOMOYEHHbIM dhedeparibHbIM OPraHoOM UCMOMHUTENBHOW BRacTu
COOTBETCTBYIOLLEN MHpOpMaLUn.

(B pea. PenepanbHbix 3akoHOB 0T 22.12.2014 N 429-®3, ot 02.08.2019 N 297-93)

2. Cpokun 1 nopsgok pasMelleHns ykasaHHOW B yacTu 1 HacTosiwen ctaTbu MHopmauun
yCTaHaBMMBAaTCA YNONMHOMOYEHHbIM hedeparnbHbIM OpraHoM MCnonHuTensHon eBnactun. NHdopmauus,
yKasaHHas B 4acTu 1 HacToswewn cTaTbM, SBNAETCA OTKPLITOM M 0OLWeAoCTyNnHON U NpeaocTaBnseTcs
3aMHTepecoBaHHbIM NULAaM B COOTBETCTBMU C 3akoHOAaTenscTBOM Poccuiickon degepaumm.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

nasa 7. KMIMHWYECKUE UCCNEAOBAHUA NEKAPCTBEHHbIX
NPENAPATOB AnA MEOAULUMHCKOIO NPUMEHEHUA, 0OTOBOP
Ob UX NMPOBEAEHUN, NMPABA NALUUEHTOB, YYHACTBYIOLWUX
B 3TUX UCCITIEAOBAHUAX

CraTtba 38. KnuHuyeckne uccnegoBaHUsA JfleKapCTBEHHbIX NMpenapaTtoB AN MeAULIMHCKOro
npUMeHeHus1

1. KnuHunyeckmne nccnegoBaHMs NEKapCTBEHHbIX MpenapatoB ANs MEeOULUHCKOrO NMPUMEHEHWs, B
TOM YncCne MexayHapoaHble MHOTOLLEHTPOBbLIE, MHOTOLEHTPOBbIE, MOCTPErMCTPaLUMOHHbIE, MPOBOAATCS B
OLHOM WM HECKOSNbKUX MEOMLMHCKUX OpraHm3auusx B COOTBETCTBUM C NpaBuiiaMu Hagnexallen
KIUHNYECKON MPaKTUKW, YTBEPKOEHHBIMU YNONTHOMOYEHHBIM befeparnibHbiM OPraHoM WCMONTHUTENbHOMN
BMacTu, COOTBETCTBEHHO B CIEAYIOLLMX LIENsAX:
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1) ycraHoBneHue 6e30MacHOCTU NeKapCTBEHHbIX MpenapaToB Ans 340pOBbIX JOOPOBOMbLEB U
(vnn) nepeHocuUMOCTM WMX 300pOBbIMM  A06pPOBOMbLAMM, 3@ WUCKIIOYEHMEM TakKux MUCCrenoBaHui
NeKapCTBEHHbIX MpenapaToB, NPON3BeaeHHbIX 3a npegenamun Poccuiickon ®epepauuu;

2) nop,60p OonTUMarlbHbIX 4O3MPOBOK NIEKApPCTBEHHOIO npenaparta uU Kypca fied4eHna and nauneHToB
C onpeaeneHHbIM 3aboneBaHneM, ONTUMAarbHbIX 403 M CXEM BaKuMHaUuu MMMYH06M0ﬂOFI/I‘~IeCKVIMV|
NeKapCcTBeHHbIMU npenapatamMmn 340pP0BbIX ,El,OﬁpOBOJ'IbLI,eB;

3) ycTtaHoBneHne 6e30MacHOCTM NneKapCTBEHHOro mnpenapata u ero addeKkTuBHoCcTM Ans
naumeHToB c ornpeferneHHbIM 3aboneBaHueMm, npodunakTn4eckomn appekTnBHOCTHU
UMMYHOBMOMNOrMYEeCKNX NEeKapCTBEHHbIX NpenapaToB Ans 300pOBbiX A0OPOBOILLEB;

4) n3yvyeHme BO3MOXHOCTU pacLUnpeHna nokasaHu ans MeguLmMHCKOro NnpUMEeHEeHNA N BbiABITIEHUA
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paHee HeEN3BECTHbIX NoGOYHbIX AENCTBUN 3aperncTpmnpoBaHHbIX NNEKAPCTBEHHbIX NnpenapaToBs.

2. B oTHowWweHUn BOCNpoun3BeaeHHbIX JNTeKapCTBEHHbIX NMpenapaTtoB And MeguumnHCKOro npuMeHeHnA
npoBOAATCA uUccnenoBaHuUd OMOSKBUBANEHTHOCTM U (VIJ'IVI) TepaHeBTquCKOVI 9KBMBAJIEHTHOCTN B
nopaake, yCtaHoBJ1IEHHOM YNOJIHOMOYEHHbIM d)eﬂ,epal'leblM opraHom NCMOMHNTENBHON BNacTu.

3. OpraHmsaumo npoeeageHna KInMHNYEeCKnxX nccnegoBaHumn NIeKapCTBEHHOro npenaparta Aand
MeQUUMNHCKOIro npuMeHeHuna BrnpaBe OCyLWECTBIATb:

1) paspaboTunk fiekapCTBEHHOro NpenapaTa UM ynosIHOMOYeHHOe UM f1LLO;

2) obpasoBaTenbHble OpraHu3auuu BbiCLLlero obpas3oBaHusl, OpraHusauuy LOONOSHUTENBHOrO
npodeccnoHanbHoOro obpasoBaHus;
(n. 2 B pea. ®egepanbHoro 3akoHa oT 02.07.2013 N 185-93)

3) Hay4HO-uccnenoBatesibCknMe opraHmn3auunn.

4. KnuHnyeckve wuccrnefoBaHWs NekapCTBEHHOro npenaparta Ans MeauuUMHCKOro MNpUMEHEHUs
NPOBOASTCA Ha OCHOBAHWM paspelleHns Ha NpPoBeAeHNe KITMHUYECKOro NCCneaoBaHns NekapcTBEHHOrO
npenapaTta, BblAAHHOTO YMOSIHOMOYEHHbIM bedepanbHbIM — OpraHOM  MCMOMHUTENbHOW  BRacTu.
YNONHOMOY€EHHbIN dhedeparbHbIi OpraH UCMONHUTENBLHOW BNACTW Be4eT PeecTp BblAaHHbIX paspeLueHnii
Ha NpoBedeHne KNMHUYECKMX NCCregoBaHUi NekapCcTBEHHOrO npenapaTa, CoaepXaluin ykasaHue Ha nx
uenb unu uenu, B ycTaHOBNEHHOM 3TUM OpraHoOM Mopsiake.

(B pea. PenepanbHbix 3akoHOB 0T 22.12.2014 N 429-®3, ot 13.07.2015 N 241-93)

5. Ytpatun cuny ¢ 1 nionsa 2015 roga. - PegepanbHbit 3akoH OT 22.12.2014 N 429-03.

6. K opraHusauumM npoBedeHUs KMMHWUYECKUX WCCredoBaHWin NekapcTBEHHOro npenapaTta ans
MEAMLMHCKOrO MPUMEHEHUs] pa3paboTYMKOM JIeKapCTBEHHOrO rMpenapata MOryT TMpUBIeKaTbCs
lopuanyeckme nuvua noGol  opraHM3auMOHHO-NPaBoBOW  (OpPMbl  NPW  YCINOBUM  OGecneyeHus
COOTBETCTBUS 3TUX UccreaoBaHui TpeboBaHusaM HacTosiero ®efgeparnbHOro 3akoHa.

KoHcynbTaHTlmoc: npumeyaHue.

B HacTtosiee BpemMda OeWCTBYHOLWMM 3aKOHOAATENbCTBOM HE YCTaHOBMEH MOPSAO0K akkpeautauuu
MEOULMHCKMX OpraHuM3aumii Ha npaBo MNPOBEOEHUS KIUHUYECKUX WCCIedOBaHUA JieKapCTBEHHbIX
npenapaTtoB Ans meauuuHckoro npumeHeHusi. o 01.01.2021 pewncteoBano [loctaHoBneHne
MpaButensctea P® ot 03.09.2010 N 683.

7. KnuHuyeckne wuccrnefoBaHUs NeKapcTBEHHbLIX MnpenapaToB ANA MeOULMHCKOrO MNpUMEHEHUs
NpoBOAATCA B MEOUUMHCKMX OpraHusauusax, axkkpeOUTOBaHHbLIX YMNOMHOMOYEHHbIM deaeparbHbIM
OpraHoMm WCMOMHUTENBHOMW BNacTM B Mopsgke, yctaHoBrneHHoM [lpaButenscTBoM  Poccuickon
denepaumm.

8. TllepeyeHb MeOMUMHCKMX OpraHu3auui, MVMELWMX NpaBo MPOBOAUTL  KIIMHMYECKME
nUccrneoBaHUs NeKapCTBEHHbIX NpenapatoB ANs MeAWMUMHCKOrO MPUMEHEHMUS, U PEecTp BblAaHHbIX
paspeleHni  Ha  NpoBedeHVMEe  KIMHUYECKMX  MCCIedOBaHMN  feKapCTBEHHbIX  MpenapaToB
onybnMKOBLIBAOTCA UM pa3MeLLalnTcd YNONHOMOYEHHbIM dedepanbHbiM  OPraHOM  MCMOSTHUTENbHON
BNacTu B yCTaHOBMEHHOM UM Mopsake Ha cBoeM oduumanbHoOM canTe B cetn "MIHTepHeT".

Ctatbss 39. PeweHue o npoBeAeHUU KMMHUYECKOrO UCCreAoOBaHUS NEeKapCTBEHHOro
npenaparta AN MeAULMHCKOro NpMMeHeHuUs
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. KnuHuyeckoe wuccnepoBaHve NekapCTBEHHOro npenapata Ans MeOMUMHCKOTO MNPUMeHeHUs
NPOBOAMTCA Ha OCHOBAHUM paspelleHnsl Ha NpoBeAeHNe KIIMHUYECKOrO UCCIeAoBaHUs NIeKapCTBEHHOro
npenapaTta, BbIOAHHOMO YMNOMHOMOYEHHbLIM (hedeparnbHbiM OpraHoM WCMONHUTENBHOW BRacTu Mo
pesynbTaTam 3KCNepTU3bl [JOKYMEHTOB, HEOBGXOAUMbIX AN MOMNyYeHWs paspelleHns Ha npoBeneHue
KIMUHUYECKOTo MCCMNENOBaHNS NEKapCTBEHHOMO Npenapara 1 3TUYeCKol 3KCNepTH3bI.

2. Ina nony4yeHus paspelleHus Ha nNpoBefeHue KITMHMYECKOro UCCredoBaHnsa feKapCTBEHHOro
npenapata Agng MeguUMHCKOrO MNpUMEHEHUs 3asBuTenb npeacrtaBndeTr B YNONHOMOYEHHbIN
deaepansHbI opraH UCNOMHUTENBHOW BNacTU:
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1) 3adaBlieHne O Bblgayde pas3peweHna  Ha nposegeHne KInMHU4eckoro uccreanoBaHusa
NeKapCTBEHHOIO Npenaparta Ana MeanumnHCKOro npuMeHeHuns,;

2) KonuM [OOKYMEHTOB, MOATBEPXAALIMX YNnaTy rocygapCTBEHHOW MOLWSMHBI 3a NpoBeAeHue
STUYECKON 3SKCMEPTM3bl, IKCMEPTU3bl [OKYMEHTOB Ha FeKapCTBEHHbIM npenapat Ans nonyvyeHus
paspelleHnsi Ha MpoBeAEHME KIMHWYECKOrO UCCRedoBaHUs fiekapCTBEHHOro npenapaTta Aans
MEOULMHCKOrO MPUMEHEHWS, 3a Bblaayy paspelleHus Ha NpoBeAeHUe KIUMHWMYECKOro WccrenoBaHust
neKkapcTBEHHOroO npenaparta Ans MeauUMHCKOro NPYMEHEHUs], 3a NPOBEAEHNE 3KCNepTM3bl JOKYMEHTOB
Ha neKapCTBEHHbIA npenapaT Ans MofyYyeHWs paspelleHns Ha MpOBEAEHUE MEeXAyHapOoOHOro
MHOFOLLEHTPOBOrO  KMMHUYECKOrO WCCNefoBaHUS NEeKapCTBEHHOrO npenapata Ans  MeAULMHCKOro
NPMMEHEHNS, 3a Bblgavyy paspelleHns Ha MNpoBedeHVMe MEeXOyHapOoAHOr0  MHOMOLEHTPOBOro
KNMMHUYECKOrO UCCMEeLOBaHMS JEeKapCTBEHHOro npenapaTta Ans MeOUUMHCKOTO MNPUMEHEHUs), 3a
npoBedeHNE 3TUYECKOM SKCMepTU3bl, IKCMEPTU3bl [OKYMEHTOB Ha JleKapCTBEHHLIN npenapaTt Ans
NnoflyyeHnss paspelleHnss Ha MpoBeAEeHUE MOCTPErNCTPALMOHHOIO  KITMHUYECKOTO  UCCNeaoBaHus
neKkapcTBEHHOrO npenapara Ans MeAMUMHCKOrO NMPUMEHEHWS, 3a Bblaayy paspelleHust Ha npoBedeHue
NMOCTPErMCTPALMOHHOIO KIMHWYECKOTO MCCREeAOBaHUSI NIEKapCTBEHHOrO MpenapaTta Ans MeauuMHCKOro
NPUMEHEHNS;

(B pen. PepepanbHoro 3akoHa ot 27.12.2019 N 478-03)

3) NPOTOKOJT KIMMHUYECKOro wuccnenoBaHua JnekapCTBeHHOro npenaparta Aanda MeguunHCKOro
NPUMEHEHUA;

4) BpoLutopy uccnegoarens;
5) NHPOPMALMOHHBIV MNCTOK NALUEHTA;

6) cBefeHus o6 onbiTe pa6OTbI nccrnegosartenen no COOTBETCTBYHOLWMNM cneunanbHOCTAM U KNX
onbiTe pa6OTbI no nposeaeHnto KNMMHN4YeCKnxX nccrnegoBaHni;

7) cBedeHMss O MEeOUUMHCKUX OpraHuMsauusix, B KOTOpbIX MpegnonaraeTtcs npoBedeHue
KMMHUYECKOrO MCCMNEeaoBaHMs fekapCTBEHHOro npenapata Ans MeguuMHCKOro npuMeHeHus (MosnHoe K
COKpalleHHOe HaMMEHOBaHUS, OpraHM3auMOHHO-NpaBoBas gopMa, MECTO HaxOXAEHUA W MecTo
OCYLLECTBMNEHNS AeATENbHOCTU, TenedoH, Tenedakc, agpec dNeKTPOHHOW MOYTbl KaX4oW MeAMLUHCKON
opraHusaumm);

8) cBeaeHnAa O npepgnofiaraeMbiX  CpoOKax npoBedeHnA - KIMMHUYeCKOro  uccrnenoBaHusa
JNIeKapCTBEHHOIO Nnpenaparta ana MmegnumnHCKOro npuMeHeHua;,

9) konuo goroBopa 06s3aTeNbHOr0 CTPaxoBaHUS, 3aKMHOYEHHOro B COOTBETCTBMM C TUMOBbLIMU
npasunamMmu obsazaTenbHOro CTpaxoBaHuA, C YyKa3aHuem npe,qeanoﬁ YUCJITIEHHOCTU NauUUEeHTOB,
y4YacTBYHOLIMX B KIMHUYECKOM WCCNegoBaHWMM FeKapCTBEHHOro rpenapata Ans  MeaULMHCKOro
NPUMEHEHNS;

10) nHcbopmaLmMo 0 cocTaBe NekapCTBEHHOro npenapaTta ansg MeguuuHCKOro NpUMeEHeHUs;

11) OOKYMEHT, COCTaBIEHHbIA NMPOU3BOAMTENEM FIEKAPCTBEHHOrO npenapata Ans MeguLMHCKOro
NPYMEHEHNS W COAEPXaLLUMiA MnokasaTenu (XapakTepucTuKWM), a TakKe CBEAEHMS O NeKapCTBEHHOM
npenapate AN MeOWUMHCKOTO TMNPUMEHEHUsl, NPOM3BEAEHHOM Ans NpPOBedeHUs  KIMHUYECKUX
nccrnegoBaHui;

12) cBegeHns 0 gate npefoCTaBIEHUs U PErnMcTpauMoOHHOM HOMEpPE NULIEH3MM Ha NPOU3BOACTBO
NeKapCTBEHHbIX CPEACTB B Clydae, ecrnv Npou3BOACTBO JIEKAPCTBEHHOrO NpenapaTa OCYLLECTBNSAETCH B
Poccuiickon ®epgepaumn, unu CcBedeHWss O [aTe MnpedocTaBreHuMst U PEermcTpaumoHHOM HoMepe
3aK/IOYEHMST O COOTBETCTBUM MPOU3BOAUTENS JIEKAPCTBEHHOrO Mpenapata TpeboBaHMsM npaBun
Haanexalle NPOVU3BOACTBEHHOW MPaKTUKW, NPESOCTaBEHHOMO YMOJIHOMOYEHHbIM OpPraHoM CTpaHbl
npon3BoaMTENS NeKapCTBEHHOro npenapara.

(B pea. PenepanbHbix 3akoHOB oT 04.06.2018 N 140-®3, ot 27.12.2019 N 478-d3)

2.1. B cnyyae HenpeactaBreHus C 3asBfeHMEM O Bbljade paspelleHns Ha npoBefeHune
KIMHNYECKOro UccriefjoBaHNs nekapcTBEHHOro npenapaTa ans MeguuuHCKoro NpuMeHeHns JOKYMEHTOB
(cBegeHwnit), nogTBEpXKAALWUX yNnaTy rocyaapCTBEHHOW MOLUMMHBI M yKa3aHHbIX B MYyHKTE 2 yacTtu 2
HacTosilen cTaTbM, a Takke BblgaBaeMbiX (MpegocTaBnsemMblX) YNOMHOMOYEHHbIMM dhefeparnbHbIMU
opraHamu MWCMOSHWUTENbHOW BNacT [JOKYMEHTOB (CBeOEHMI), YKa3aHHbIX B NyHkTe 12 yactm 2
HacTosILLEen cTaTbu, YMNOSTHOMOYEHHbLIN befepanbHbIi opraH WCMOMHUTENBHOW BRacTu 3anpaluveaeT


consultantplus://offline/ref=9D2B7E3A78743E2253C873C17DBA9CFFA992BD534B1C21630A83B5257CE9CFBB999754CCC3F21E4B46F91E1821256125E9FE9143CCEF48dArBK
consultantplus://offline/ref=9D2B7E3A78743E2253C873C17DBA9CFFAE9FBC5B481921630A83B5257CE9CFBB999754CCC2F7194A4DA61B0D307D6C2CFEE0975BD0ED4AAAd3r2K
consultantplus://offline/ref=9D2B7E3A78743E2253C873C17DBA9CFFAC90B1534E1821630A83B5257CE9CFBB999754CCC2F71B4845A61B0D307D6C2CFEE0975BD0ED4AAAd3r2K
consultantplus://offline/ref=9D2B7E3A78743E2253C873C17DBA9CFFAC90B1534E1821630A83B5257CE9CFBB999754CCC2F71B4845A61B0D307D6C2CFEE0975BD0ED4AAAd3r2K
consultantplus://offline/ref=9D2B7E3A78743E2253C873C17DBA9CFFAE91B05E4F1A21630A83B5257CE9CFBB999754CCC2F71A4A4CA61B0D307D6C2CFEE0975BD0ED4AAAd3r2K
consultantplus://offline/ref=9D2B7E3A78743E2253C873C17DBA9CFFAF9FB15E4B1921630A83B5257CE9CFBB999754CCC2F71B4F49A61B0D307D6C2CFEE0975BD0ED4AAAd3r2K
consultantplus://offline/ref=9D2B7E3A78743E2253C873C17DBA9CFFAE9FBC5B481921630A83B5257CE9CFBB999754CCC2F7194A4CA61B0D307D6C2CFEE0975BD0ED4AAAd3r2K

yKasaHHble  [JOKYMEHTbl  (CBegeHus) B nopsake  MeXBeLOMCTBEHHOIO  MHGOPMAaLWUOHHOro
B3aMMOOENCTBUS.
(vyacTb 2.1 BBegeHa deaepanbHbIM 3akOHOM OT 27.12.2019 N 478-03)

3. B cpok, He NpeBbIWaOLLNA NATU pabounx OHEN CO OHSA NPUHATUS yKa3aHHOro B NyHKTe 1 yactu 2
HacTosILLEeN CTaTbM 3asdBMEeHVs M HeobXxoaAMMbIX OOKYMEHTOB, YMOJNIHOMOYEHHbIV defepanbHbI opraH
WCMNOMHMTENBbHOW BNacTu:

1) NpoBOAUT NPOBEPKY MOSIHOTbLI U LJOCTOBEPHOCTM CBEAEHMUI, COAEPXKALLUMXCS B NpeAcTaBneHHbIX
3as8BUTENEM LOKYMEHTAX;

2) NPUHMMaET pelleHne O npoBegeHNn 3KCNepTu3bl AOKYMEHTOB OJ1A NOJ1ydeHUA pa3pelleHna Ha
npoeegeHne KrnmHn4eckoro nccrieqoBaHnAa nekapCrBeHHOro npenapara gna meanunHCKoro npuMeHeHuA
N 3TNYECKOM 9KCNepTu3bl Nn 00 oTKkase B npoBeaeHnn yka3daHHbIX 3KCNepTus;

3) yBegomnsieT B 3MEKTPOHHOM opMe MnM Ha OyMakHOM HocuTene 3asiBUTENst O MPUHATOM
pelueHun nMbo B criydyae NpUHATUA peLueHnss 06 oTkase Takke C ykasaHMeM MPUYMH Takoro 0Tkasa;

4) noarotaBiMBaeT U HanpaBdA€T B 3KCMNEPTHOE y4pexaeHne un CoBeT No 3TUKe 3adaHune Ha
npoeegeHne CoOoOTBETCTBYHOLLMX SKCNEPTUS.

4. B cny4yae BbIiBNEHUS HEMNOMHOTbl U (MNKM) HeJOCTOBEPHOCTU WHMOPMaUuK, cogepxallencs B
NpeacTaBneHHbIX 3asBUTENeM AOKYMEHTax, YNOfHOMOYEHHbIM beaepanbHbil OpraH UCMONHUTENbHON
BMacTu HanpasnseT 3asBUTENO0 3anpoc 00 YyTOYHEHMU yKasaHHOW nHdopmaumu. [aHHbIN 3anpoc MoXeT
ObITb NepedaH YNOMHOMOYEHHOMY MPeACTaBUTENO 3asBUTENsA MMYHO NOoA PacnucKy, HampasfeH no
noyTe 3akasHblM NUCbMOM WX nepefaH B 3MEeKTPOHHON hopme Mo TeneKOMMYHUKaLMOHHBIM KaHanam
cBa3n. B cnyyae HanpaBneHuWs [AaHHOro 3ampoca No MoyTe 3akasHbIM MNUCbMOM OH CuYMTaeTcs
MOMy4YEeHHbIM MO UCTEYEHWM LIEeCTU AHeN C AaTbl HampaBneHUs 3akasHoro nucbma. 3asBuTenb obs3aH
NpeacTaBuTb OTBET Ha 3anpoc YNONHOMOYEHHOro dedepansHOro opraHa WCMOMHUTENbHOW BracTu B
CpOK, He npeBbIWaWwmnin geBaHocTa paboyumx gHen co gHs ero nonyyeHuns. Cpok, ykasaHHbIM B Yactu 3
HaCcTosILLEeN cTaTby, NPUOCTaHABMMBAETCA CO OHA HanpasreHWs 3asiBUTENIO 3anpoca YnOSTHOMOYEHHOro
dedepansHOro opraHa UCNOMNHUTENBHOW BNAcTW A0 OHA MOMYYeHMs UM COOTBETCTBYHOLLIErO OTBETA U He
YYNTbIBAETCA MPU  MCYUCINEHMM CPOKa MPUHATUS  YNONHOMOYEHHbIM  dedeparibHbiM  OpraHom
WCMNOMHMTENBHOW BracTu peLleHns 0 NMPOBEAEHUN IKCNEPTU3bl JOKYMEHTOB ANS NONy4YeHUs paspeLleHms
Ha npoBedeHVWe KIMHUYECKOrO UWCCreaoBaHUs fneKkapCTBEHHOro rfpenapata Ans  MeAMLMHCKOro
NPUMEHEHNS.

5. OcHoBaHVeM Ons oTkasa B NPOBELEHUN IKCNEPTU3bl JOKYMEHTOB ANSA NOSyYeHUs paspeLleHuns
Ha npoBedeHue KIMHMYECKOro WccrnedoBaHUs fekapCTBEHHOro npenapata and  MeguumHCKOro
NPUMEHEHNA N 3TUYECKOM 3IKCNepTusbl ABNAETCA nNpeacTaBneHue [AOKYMEHTOB, NpeadyCMOTPEHHbIX
YacTblo 2 HacTosLLen cTaTbu, B HEMONMHOM ObbeMe, HenpeacTaBrneHne 3asiBUTENEM B YCTAHOBMEHHbIN
CPOK OTBeTa Ha YyKasaHHblM B 4YacTu 4 HacTosien cTaTbWu 3anpoc YrnosIHOMOYeHHOro dpefepansHoro
opraHa WUCMOMHUTENbHON BNacTn nNnbo OTCYTCTBME B MpeACTaBfEHHbIX OOKYMEHTaxX MCYEpPnbIBAKOLLErO
nepeyvHss Heobxoammon uHdopmaumm nnu uHdopmaumm, KoTopas AOMMkHa ObiTb OTpaXeHa B HUX, a
Takke OTCYTCTBME WHopmauumn, noaTreepxaarowien ¢akT ynnaTbl rocygapCTBEHHOW MOLIMMHBLI 33
npoBefeHne 3TUYECKOW IKCNEepPTU3bl, IKCNepTusbl AOKYMEHTOB Ha NeKapCTBEHHbIW npenapat Ang
nonyyeHnsi paspeLleHns Ha npoBefeHue KNMHUYECKOro uccneoBaHns nekapcTBEHHOro npenaparta ans
MeOWLMHCKOro NpUMEHEeHus, 3a Bbldayy paspelleHns Ha npoBedeHue KIMHUYECKOro uccriefoBaHust
nekapcTBeHHOro npenapata 458 MeguuUMHCKOro NpUMEHEHUd, 3a NpoBedeHue IKCNepTU3bl JOKYMEHTOB
Ha nekapCTBEHHbI nMpenapat Ans nonyvyeHus paspelleHnss Ha MpoBedeHne MeXxgyHapoOHoro
MHOIFOLIEHTPOBOrO  KIIMHWMYECKOro UCCreaoBaHUA JiekapCTBEHHOro npenapata Ansg  MeauuuHCKOro
nPUMEHeEHNs, 3a Bblgayy paspeleHuss Ha npoBedeHue MexayHapOoAHOro  MHOroOLEeHTPOBOro
KITMHMYECKOro MCCrnefoBaHUs feKapCTBEHHOro npenapata Ans  MeguuMHCKOro nNpUMeEHeHud, 3a
npoBegeHMe 3TUYECKOW IKCNepTU3bl, 3KCNepTU3bl [LOKYMEHTOB Ha feKapCTBEHHbI npenapat gns
NnonyyeHnss paspelleHus Ha npoBefdeHuMe MOCTPErucTPauuoHHOrO KAMHUYECKOrO  UCCreLoBaHus
nekapcTBeHHOro npenapara Ans MeauumuHCKOro NpMMeHeHusl, 3a Bbldayy paspelleHns Ha nposefeHue
NOCTPErNCTPALIMOHHOIO KMMHUYECKOrO UCCNeaoBaHMS NeKapCTBEHHOro npenaparta Ans MeauuuHCKOro
NPUMEHEHNS.

6. [MpoBeaeHue aKcnepTU3bl [OKYMEHTOB [ANs MONYyYeHUs] paspelleHns Ha npoBedeHue
KNMMHUYECKOrO UCCreoBaHUS NekapCcTBEHHOrO npenapaTa Ans MeAULMHCKOro NPUMEHEHUS U 3TUHECKON
3KCNepTM3bl, COCTaBMNEHNEe KOMUCCUEN IKCNIEPTOB N COBETOM MO 3TUKE 3aKIHOYEHUA O BO3MOXHOCTU MK
HEBO3MO)XHOCTN MPOBELAEHMUS TAKOrO KIMHUYECKOro UCCRenoBaHUs U HanpaBneHne 3TUX 3akmtoyYeHui B
YNOSIHOMOYEHHbIN  dbeiepanbHblil  OpraH  UCMOMHUTENbHON BRAcTM  OCYLIECTBMSIIOTCA B CPOK, He
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npesbllaWwni TpuguatM paboymx OHENW CO AHA MOSMyYEeHUs1 SKCNEPTHbIM y4ypexaeHueM 3agaHus
YNONHOMOYEHHOro heeparnbHOro opraHa MWCNOMHUTENbHOW BractTu C MPUIOXEHWEM [OKYMEHTOB,
ykasaHHblXx B nyHktax 3, 4, 10 n 11 yactm 2 HacToslWen cTtaTbl, U COBETOM MO ITUKE 3ajaHusd
YNONHOMOYEHHOrO heeparnbHOro opraHa MWCNOMHUTENbHON BracTu C MPUIOXEHWEM [OKYMEHTOB,
yKasaHHbIX B MyHKTax 3 - 6, 8 n 9 yacTtn 2 HacTosLWen cTaTb.

7. B cpok, He MpeBblWamWni NSTU pabounx OHEN CO OHSA MONydeHUst 3aKIYEeHWI, YKa3aHHbIX B
yacTu 6 HacTosILen cTaTby, YNONHOMOYEHHbIN doefepanbHbii OpraH UCNOSTHUTENBHOW BNaCTU:

1) OCyLUeCTBNAeT OueHKYy noCTynuBLUnNX 3aKn4YeHnn  ans onpegeneHna WX COOTBETCTBUA
3afjaHnAaM Ha npoBeaeHne CoOOTBEeTCTBYHLLMX SKCNEPTUS;

2) NpMHMMaeT pelleHVe O Bbloave Pas3pelleHVss Ha NPOBeAeHMEe KMMHWUYECKOro WCCredoBaHus
nekapcTBEHHOro Mpenaparta Ans MeAULMHCKOTO NpUMeHeHust unv o6 oTkase B BblOadve yKasaHHOMo
paspeLleHns:;

3) BblAaeT pa3pelleHne Ha nposengeHne KnnnHn4eckoro nccrieagoBaHuna nekapCrBeHHOro rnpenaparta
ana MeguumHCKOro npuMeHeHuna wnnm pelleHune 00 oTkase B Bblgaye YKa3aHHOro paspeweHuna cC
YKa3aHnem npu4nH oTtkasa.

8. OcHoBaHMeM AniA OTKasa B Bbiaye pa3peLleHnsl Ha NPOBeAEeHNe KIMHUYECKOTro uccrneaoBaHus
neKkapcTBEHHOro npenapata Anst MEAULMHCKOTO NPUMEHEHUS SIBMSIETCA HanMume 3akitoyeHnss KoMmccum
9KCMEPTOB WM  3aKMOYEHWs CcoBeTa MO 3TWKE O HEeBO3MOXHOCTM MpOBEAEHUSI  KIMHUYECKOro
UCCNefoOBaHNs feKapCcTBEHHOro npenapaTta ANnsi MEAMUMHCKOro MNPUMEHEHWs MO  pesynbTaTtam
NpoBeAEHHbIX IKCMEePTU3, NPEAYCMOTPEHHbIX YaCTbio 6 HAaCTOSILLEN CTaTb.

9. PeweHne 06 oTkase B NpoBeAeHMU IKCMEePTM3bl AOKYMEHTOB AN MONYyYeHUs paspelleHuss Ha
npoBegeHne KNMHNYECKOro NCCrefoBaHWs NekapCTBEHHOro npenaparta ans MeAMLUMHCKOro NpuMeHeHns
W 3TUYECKOW IKCNepTu3bl W B Bblgave paspelleHus Ha MpoBeAeHWe KIUHUYECKOro KccneaoBaHus
nekapCTBEHHOro npenapaTta ANns MeAuUMHCKOro npuMeHeHuss MoxeT ObiTb 0BxanoBaHO B nopsiake,
yCTaHOBMEHHOM 3akoHogaTenbcTBoM Poccuinckon ®egepaumn.

Cratbs 39.1. 3TM4yeckas aKkcnepTmsa
(eBegeHa depepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

1. OTnyeckas JKCnepTn3a npoBOoANTCA COBETOM MO 3TUKE, CO3aHHbIM B nopsaake, yCtaHOBJIEHHOM
YNOJTHOMOYEHHbIM cbep,epaanblm opraHom WCMONMHUTENBHOW BIacTW, B LENSX Bblaayn 3aknioveHust ob
3Tn4Yeckon 06OCHOBAHHOCTM BO3MOXHOCTU nposeaeHna KnnHM4eckoro mnccrenoBaHua nekapcTtBeHHOro
npenapara gnha meamunHCKoro npuMeHeHus.

2. Dkcneptamum coBeTa no aTuke MoryT 6biTb NpeacTaBUTeNny MeAMLUHCKUX OpraHu3auni, HaydHbIX
opraHusauuin, obpasoBaTefbHbIX OpraHM3auun BbiCEro o6pas3oBaHMs, a Takke npeacTaBUTEnu
O6LLECTBEHHbIX OpraHM3auni, PeriMrmo3HbliX opraHn3aunn n CpeacTB MaccoBon MHgopmMauun. OaHHble
9KCMepTbl He [AOSMKHbI HaxXxoAMTbCA B KakoW-MMOO 3aBMCMMOCTM OT pa3paboTyMKOB neKapCTBEHHbIX
npenapaToB M APYrUX NnL, 3anHTEepPecoBaHHbLIX B pe3yrbTaTax 3TMY4eCKOn SKCNepTU3bl.

3. Onnata ycnyr 3KCMepToB COBETa MO 3TWMKE OCYLUEeCTBISIETC Ha OCHOBaHUM [OOroBOpa,
3aKMHOYEHHOTO Mexay YMNONMHOMOYEHHbIM (heeparnbHbiM OpraHoM WCMOSHUTENBHOM BRacTi, KOTOPbIM
CO3faH COoBEeT MO 3TUKe, M OKCMEepTOM coBeTa MO 3TUKe, 3a cyeT OGHKETHbIX acCUrHOBaHWM,
NpPeayCMOTPEHHbIX YMOMHOMOYEHHOMY hedepanbHOMYy OpraHy WCMOMHUTENIbHOW BMacTh, KOTOPbIM
co3faH coBeT Mo 3TuKe, B chedepanbHOM GomkeTe Ha COOTBETCTBYHOLWMIA rod Ha obecrievyeHue ero
[AesATenbHOCTU, B pasmepax, ycTaHoBneHHbIx MpaButensctBom Poccuiickoin egepaumu.

4. JkcnepTbl coBeTa MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuiickon ®epepauum.

5. CocTaB coBeTa Nno aTukKe, NonoXXeHne ob 3TOM COBETE, nopAAoK ero geAaATesibHOCTH, TpeGOBaHMH
K KBaJ'IVI(*)I/IKaLI,VIM n onbITy paGOTbI no SKCHepTHOVI OuUueHKe Hay4HbIX, MeaANLUNHCKUX N 3TUYECKUX aCneKkToB
KITMHWYECKMX  MCCnepoBaHuim NeKapCTBEHHbIX npenapatoB And MeaUUUHCKOro npuMmeHeHus,
npegbaBrideMble K 3KCnepTtamMm coBeTa Mo 3TUKe, MNMopAdoK opraHu3aunm un npoBegeHud 3TUYecKomn
9KCMNepTnabl, cpopma 3aKIn4eHna coBeTa Nno 3TUKe yCTaHaBITMBAKTCA YNOJIHOMOYEHHbIM cbep,epaanblM
opraHom MCNonNHUTENbLHON BRacTu. Ymcno I'Ipe,El,CTaBI/ITeJ'IeVI MeaNLIMHCKNX opraHM3aL|.|/u7| HE MOXeT
npesBbllWaTb NOJIOBUHY OT obuiero ymicna QKCMepTOoB coBeTa Mo 3TUKe.
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6. ViHdopmauma o cocTtaBe coBeTa MO 3TMKe, NnaHax ero paboTbl U Tekyllen AeaTenbHOCTU
pasmellaeTca Ha oduuManbHOM CavTe YNONMHOMOYEHHOro deaepansHOro opraHa WCMNONHUTENBHOMN
BnacTtu B cetn "MIHTepHeT" B yCTAHOBMNEHHOM MM MOpPSiAKe.

CraTtba 40. I'IpOBeneHMe KINMUHNYeCKOro uccrnenoBaHunsa rnekKapCTBeHHOro npenapara gnsa
MeaAULUUHCKOIro npuMmeHeHuns

1. PykoBoguTenb MeOULMHCKOW opraHusauun, Kotopasi MpoBOAMT KIMHUYECKOe WCCredoBaHue
NekapcTBEHHOrO npenapata Ans  MeOWUMHCKOrO  MPUMEHEHMs, HasHayaeT uccriegoBaTens,
OTBETCTBEHHOIO 3a MPOBEAEHME TaKOrO WCCMNEAOBaHUS W UMeEKLWero ne4vyebHyl0 crneumanbHOCTb,
COOTBETCTBYIOLLYIO MPOBOAUMOMY KIMHWUYECKOMY WCCIEAOBaHMIO JleKapCTBEHHOrO npenaparta, Cco
cTaxem paboTbl Mo nporpaMMam KIMHUYECKUX UCCNeaoBaHWUi NEeKapCTBEHHbIX MpenapaTtoB He MeHee
YyeM TPW roga W MO €ero npeariokeHUK Has3Ha4vyaeT couccregoBaTenen M3 4ucna Bpadven 3Ton
MeAMLIMHCKOW opraHM3aLmm.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. Wccneposatenb ocyulecTBndaeT Bbl60p naumMeHToB, KOTOpPble NO MeOAUUMHCKUM NOKa3aHUAM
MOryT ObITb npuelie4eHbl K y4aCTuio B KITMHWYECKOM uUCCnenoBaHMM NeKapCTBEHHOro npenaparta Aand
MeaNLUMHCKOIro npuMeHeHu4.

3. Wccneposatens u couccnegosateny AOSMKHbI GbiTb  O3HAKOMMEHbI C  peaynbTatamu
[OKIIMHWYECKOTO  UCCMEfOoBaHWsA  NEKapCTBEHHOTO  cCpefcTBa, codepXawumucs B Gpolliope
nccrnenoBaTensl, NPOEKTOM MPOTOKOra KIMHWYECKOro UCCliefoBaHus NeKkapCTBEHHOro npenaparta ans
MEAMLMHCKOro MpYMeHeHusl, paspaboTaHHbIM pa3paboTyMKoM NEeKapCTBEHHOrO npenapata UM UHbIM
IOPUANYECKUM JIULOM, TpPUBIEKAEMbIM K OpraHv3auuyM npoBedeHus KIMHUYECKOro UCCredoBaHus
neKkapcTBEHHOro npenapata Ans MEAMUMHCKOrO MPUMEHEHUs, W ApPYrMMW MaTtepuanamy Takoro
nccrnenoBaHus.

3.1. PykoBogutenb MeavLMHCKOW OpraHmnsauum B CPoK, He npeBblalowmnin Tpex paboynx gHemn co
AHS Hayana npoBeAeHus KNNMHUYECKOro NccneaoBaHns fekapcTBEHHOro npenapara Ans MeguumnHCKOro
npMMeHeHus, coobwaet o6 3TOM B YNOMHOMOYEHHbIN (beaepanbHbIi OpraH UCMOMHMTENBHOW BNacTy,
BblAaBLUWNIA paspeLleHne Ha NpoBeAeHWe Takoro UccrneaoBaHmns, No YCTaHOBNEHHON UM hopMme.
(vacTb 3.1 BBegeHa depepanbHbiM 3akoHoM oT 29.11.2010 N 313-93)

4. OpraHusauun, OCYLLECTBMSIOWME OpraHM3aunilo MNpPOBEAEHUS KIMHUYECKOro uccrnegoBaHus
nekapcTBeHHOro rnpenapata Ans MeauLMHCKOro MNpUMEHeHUs U ykasaHHble B 4vactu 3 cratbum 38
HacToswero ®egepanbHOro 3akoHa, B criydyae HeobxoAMMOCTM BHECEHUS W3MEHEHWA B MPOTOKON
KMMHUYECKOrO UCCNeAoBaHUSA nekapCTBEHHOro npenaparta Ans MeauuMHCKOro MpuMeHeHus coobLluaroT
06 3TOM B YNOMHOMOYEHHbIN hedeparnbHbI OpraH UCMOMHUTENbHOW BNAacTW, BblAaBLUMIA paspeLleHne Ha
npoBefeHne Takoro uccriegoBaHnd, No ycTtaHoBAEHHON UM coopme.

(B pea. PenepanbHoro 3akoHa ot 11.10.2010 N 271-03)

4.1. dopma coOOLIEHNST O BHECEHWM WU3MEHEHWA B MPOTOKON KMAMHMYECKOrO MCCneoBaHus
NeKapcTBEHHOro npenapaTta [Ans MeOUUUHCKOrO MNpUMEHEHUs [OOJKHA CoAepxaTtb cnegyrolune
cBefeHus:

1) HaumeHoBaHWe, NOEeHTUMMKALMOHHBIN HOMEP U AaTa NPOTOKONA KMMHUYECKOro UCCrefoBaHus;

2) [aTa BHECEHMS UBMEHEHUI B MPOTOKOS KITMHUYECKOrO UCCNEeA0BaHUS;

3) HanmeHoBaHne N MeCTO HaxXoXOAEeHUA 3aABUTEIA;

4) HanmeHoBaHuWe opraHun3auunu, HpI/IBJ'IeLIeHHOVI pa3pa6OTLIVIKOM NleKapCTBeHHOro npenapara K
opraHmn3auunmn npoBegeHna KnnHN4eckoro nccenegoBaHnAa (ﬂpl/l HaJ'Il/I‘~Il/II/|);

5) HaMMeHOBaHWsT U MecTa HaxOoXAEHUs MEOMLMHCKMX OpraHu3auui, B KOTOPbIX MPOBOAUTCS
KNMHUYECKoe NccnenoBaHue;

6) [OaTa Bblgauu paspelleHusl Ha MpoBeAeHUE KIMHMYECKOro WUccredoBaHWs U HOMep 3Toro
paspeLleHuns:;

7) N3MEHEHUS, BHOCUMbIE B NPOTOKOM KITMHUYECKOrO NCCneaoBaHuns.
(vacTb 4.1 BBegeHa dPepepanbHbiM 3akoHoM oT 11.10.2010 N 271-93)

5. B cpok, He MpeBblllaloLWmnii TpuauaTi pabounx aHen co OHA NonydeHusl ykasaHHOro B Yactu 4
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HacTosLLen cTaTbM COOOLLEHUS, YMNONMHOMOYEHHbI deaepanbHbld OpraH MCMOMHUTENbHOW BriacTu
paccmaTtpuBaeT 3TO coobLleHne B YCTaHOBIIEHHOM WM MOpsiAke U NPUHUMAaET pelleHue O BHeCeHun
M3MEHEHNN B MPOTOKON KITMHMYECKOro MUCCreaoBaHus NeKapCTBEHHOro npenaparta ans MeauumHCKOro
npUMeHeHNs unn 00 OTKase BO BHECEHUN Takux u3MeHeHun. [lpu paccMoTpeHum coobuieHnst o
HEeobX0OMMOCTM BHECEHUS W3MEHEHWA B MNPOTOKOST KMMHUYECKOrO WCCNeaoBaHWUsi NEeKapCTBEHHOro
npenapata Ang MeAWUMHCKOrO MPUMMEHEHMS B LENnsx OueHkn OOOCHOBaAHHOCTM nNpeanaraembix
M3MEHEHN M OMpedeneHnst CTENeHU pucka Ans NauMeHTOB, NMPUHUMAIOLLMX Yy4acTMe B KIMMHUYECKUX
nccnegoBaHusaX,  YNOMHOMOYEHHbIM  bedepanbHbIM  OpPraHOM  UCMOMHUTENbHOM  BRacTu  MoryT
npuBnekaTbCA 3KCNepThbl COBETA MO 3TUKE.

(B peqn. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. KnuHudeckoe wvccnegoBaHWe neKapCTBEHHOrO npenaparta A8 MEeAWUMHCKOrO MNpUMEHEHWUs
MOXeT ObITb MPMOCTAHOBNEHO WM MNPEKpalleHo, ecrnu B npouecce ero npoBefdeHns obHapyxeHa
ONacHOCTb ANS XXW3HW, 300POBbs NauMeHToB. B cnyvyae BO3HWMKHOBEHWNS OMAaCHOCTU ANS XU3HW, 340POBbS
nauueHTa, y4yacTBYHOLEro B KIMHWUYECKOM WCCMeAOBaHWM  feKapCTBEHHOro npenapata Ans
MEeOVLMHCKOrO NpUMeHeHus, uccrneposaTenu obs3aHbl NpouHhopMupoBaTb 06 3TOM pykoBOAWTENS
MEOVLUMHCKOW  OpraHvusaumMm W OpraHusaumio, MONyuYMBLUYD — paspelleHne  YNorIHOMOYEHHOro
denepanbHOrO  opraHa MUCMOMHWUTENbHOM BNacTM Ha OpraHvM3auuio  NpoBeAEHWS  KIIMHUYECKOro
nccneaoBaHNs NekapcTBEHHOro npenaparta. PelleHne o NprocTaHOBNEHNM KIMHUYECKOro NccneaoBaHns
neKkapCTBEHHOro npenapaTa Ans MeAUUMHCKOrOo NMPUMEHEHMS NMPUHMMAIOT PYKOBOAWUTENb MeOMLIMHCKON
opraHusaumm n (Mnu) opraHnsauus, NonyvMBLLAsA paspeLleHre YNonHOMOYEHHOro heagepanbHOro opraHa
WCMNOMHMTENBbHOW BNAcTV Ha OpraHM3auuio NpoBedeHUs KIMHUYECKOro MCCNeaoBaHWs fekapCTBEHHOMo
npenapata AN MEOWUMHCKOrO MPUMEHEHUS, peLlleHMe O MpeKkpaleHMn Takoro uccnegoBaHus
NPVYHUMAaET YNOMTHOMOYEHHbIN deaeparnbHbI OpraH UCNOMHUTENBHOW BNAcTU HA OCHOBaHWM COOBLLEHNSA
B MWCbMEHHON (OpPME PYKOBOAMTENS MEAWMUMHCKOW OpraHusauum wnuv opraHusauus, nonyymsluas
paspeLlleHne YMnoSIHOMOYEHHOro deaepanbHOro opraHa WCMOMHUTENbHOW BRAacT Ha OpraHuW3auumio
npoBegeHns KIMHUYECKOro UCCreaoBaHUs NekapCTBEHHOro npenapaTta Ang MeguuMHCKOro NpUMEHeHus.

7. B cpok, He npeBblWaWUn NaTn paboumx AHENW CO OHA 3aBepLUEHWsi, NPUOCTAHOBIEHUS NN
npekpaweHns  KIMMHUYECKOro  MCCregoBaHWs NeKapCTBEHHOro npenapara  and  MeavuMHCKOro
npuMeHeHus, coobeHne o6 3TOM HanpaBnseTCs OopraHu3auMsMK, ykasaHHbIMW B Yactu 3 ctaTbu 38
HacTosiwero PeaepanbHOro 3akoHa, B YNOMHOMOYEHHbIN dhedeparnbHbIi OpraH MCNONMHUTENBHOW BNacTu
no yCTaHOBMNEHHOW UM bopMe.

8. CDopma coobuieHunss o 3aBepleHnn, npuoctaHoBIIEHUN W nNpeKpaweHn KInHN4eckoro
ncenenoBaHnd nekapcrtBeHHOro npenapara anda MmeamumnHCKoro npuMeHeHna gojkKHa coaepxXaTtb:

1) nHopMaLMIO O MEOULMHCKOW OpraHM3aumMm Unu MeguuMHCKUX OpraHu3auusix, NpoBOAMBLUNX
AaHHOE uccnenoBaHue;

2) onncaHmne gaHHOro nccrnegoBaHuA;

3) oaHHble uccnegosatensa (dhamunus, UMsi, OTYECTBO, MECTO paboThl, 3aHMMaeMas JOJMPKHOCTb,
cneumanbHOCTb, CTax paboTel MO nNporpaMmam  KIMHUYECKMX WCCREeAOBaHWA  NEeKapCTBEHHbIX
npenapaToB, MNepeyYeHb KIMHUYECKMX WCCMNeAOBaHUN NEeKapCTBEHHbLIX MpenapaTtoB, B KOTOPbIX OH
npuHUMan ydactue (nepmodbl y4actus) B Ka4ecTBe nccrnegoBaTens unm couccrnenoBarens);

(B pea. PenepanbHoro 3akoHa ot 11.10.2010 N 271-03)

4) pesynbTaT [aHHOro wWccnefoBaHWs (3aBeplueHuWe, MPUOCTaHOBNEHWE WK MpekpalleHne
OaHHOIo nccnegoBaHua € ykazaHuem ux npudnH U BIMAHNUA Ha OLEHKY ero pe3ynbTaTos, o6u.|.ylo OLEHKY
pucka u oXugaemon nonb3bl OT MPUMEHEHUs UccrnegyemMoro fiekapCTBEeHHOro npenapaTta, a Takke
npegnonaraemMble ganbHenwme gencTaus).

8.1. Mpu BbiIBNEeHUM deaeparnbHbIM OPraHoM UCNOSHUTENBHOW BMacTW, OCYLLECTBASAOLWUM
YHKUMU MO KOHTPOSIO W Haasopy B cdepe 30paBOOXPaHEHWs, HapyLleHWn npaBwui Hagnexaiien
KNVUHUYECKOW MNPaKTUKUW NPW NPOBEAEHMU KIUHWYECKOro UCCnefoBaHusi NeKkapCTBEHHOro npenapara,
BMUSAIOWMX Ha MOMHOTY M (MrM) OOCTOBEPHOCTb AAHHOIMo KIWHUYECKOrOo MWCCNefoBaHus, YyKasaHHbIN
denepanbHbI OopraH UCNONMHUTENBHOW BNacTu NpUocTaHaBnMBaeT NpoBefeHue AaHHOMO KIMHUYECKOro
uccnegoBaHMs U BbIHOCUT MEAMLMHCKOW OpraHusauum, B KOTOPOW MPOBOAUTCH [aHHOE KIMHU4Yeckoe
uccrnegoBaHue, npegnucaHne o6  yCTpaHeHWM BbISIBMEHHbIX HapyweHun. [lpy  HeycTpaHeHum
MeAVLMHCKON OpraHnsauneln BbISBMIEHHbIX HapylweHW/A B YCTAHOBMEHHbLIN B NpeanucaHumM Cpok
yKkasaHHbl dhefeparnbHblid OpraH WCMOMHUTENbHOW BRacTu MNPUHUMaET pelleHne O npekpaleHun
npoBeAeHNA KNMHNYECKOro uccnenoBaHuUs nekapcTBEHHOro rnpenaparta n HanpasnseTt B befepanbHbii
opraH WCMOMHUTENbHOW BriacTu, ocyllecTBRsWwMiA dyHKUMM No  BblpaboTke U peanusaumm
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rocygapCTBEHHOM MOMUTUKA M HOPMaTMBHO-MPABOBOMY PEryriMpoBaHuio B cdepe 30paBOOXpaHEHUs,
3aKrYeHMe O BbISIBNIEHUN MPU NMPOBEAEHUN AAHHOMO KIIMHWYECKOTO UCCNEeAOBaHWUSA HapyLLEHW npaBun
Haanexallen KrMHUYEeCKOW NpakTUKN ANS NPUHATUS pelleHnst 06 OTMeHe paspeLUeHnst Ha OpraHn3auuio
NpoBeAEHUST JAHHOIO KIMHWYECKOTrO WCCIEeAOBaHMS C AaTbl MPUHSTUS peLUeHnst O NPUOCTaHOBIIEHMU
NpPOBEAEHUS KITMHUYECKOTrO UCCNefoBaHUS NeKkapCTBEHHOMO Npenapara.

(vacTb 8.1 B peq. ®PenepanbHoro 3akoHa ot 13.07.2015 N 241-93)

9. YnonHomMoudeHHbI defepanbHbid  OpraH  WUCMONHUTENbHOW Bractu  onybnukoBbiIBaeT W
pasmellaeT Ha cBoeM oduumanbHoMm cante B cetn "UHTepHeT" cooluieHne O 3aBepLueHuM,
NPUOCTAHOBIEHNM UNN MPEKPALLEHUN KITMHUYECKOTO WUCCrefoBaHUs NeKapCTBEHHOro npenaparta ans
MEOULMHCKOTO NMPUMEHEHUS B CPOK, HE MPEBbIWAKWNA NSTU paboynx OHEN CO OHSI ero MonyyYeHus, B
YCTaHOBMNEHHOM MM NOpPSIAKE.

10. YNonHoMo4eHHbIN hedeparnbHbli opraH MCNOSTHUTENBHOW BNACTU OCYLLECTBSET BeAeHue
peectpa uvccrnegoBaTenen, MNPoOBOAAWMX UMM NPOBOAMBLUMX  KNMHMYECKME  UCCNefoBaHus
nekapCTBEHHbIX MpenapaToB AS19 MEeAWULMHCKOro NMPUMMEHEHMUs!, B COOTBETCTBUMN C YTBEPXKAEHHBIMU MM
npasunaMmm n pasmeLaeT ero Ha ceoemMm oduumnansHoM cante B ceTu "MIHTepHeT" B YCTAHOBIEHHOM UM
nopsiake. YKasaHHbIi PpeecTp COAEPKMT MHOpMaUUIo, NPeayCMOTPEHHYKD MNyHKTOM 3 4actm 8
HacTosILLEN CcTaTbu.

11. OtyeT o pe3ynbTtatax KIMHUYECKOro wuccrnegoBaHnAa JnekapCTBeHHOro npenaparta and
MeaANLMHCKOro NnpuMeHeHnA CoCTaBliAE€TCA opraHmsau,MeVl, YKa3aHHOl7I B 4YacTtu 3 ctatbu 38 HacTosdLEero
dJeuepaanoro 3aKoHa, Ha OCHOBaHWUM 3aKMOYEHUA MEOAULMHCKMX opransau,MVl, npoBoAuBLLNX 3TO
nccnenosaHne, U npencrtaBnAaAeTcAa B yl'IOJ'IHOMO‘-IeHHbIﬁ cbep,epaanblﬁ opraH MCMNONHUTENBHON BacTy,
BblOaBLLNN paspelieHne Ha nposegeHmne 3Toro nccrneagosaHusA, B Cpok, He I'IpeBbILIJaPOLLI,VIVI Tpex mecaueB
CO [OHA ero 3aBeplleHuda, nNpuocTaHoOBNEHUA WK npekpaweHnda, B nopdaake, YCTaHOBJIIEHHOM
YNOJTHOMOY€EHHbIM (bep,epaanblM opraHom WCMONHUTENbHON BNaCTu.

12. HapyweHne npaBun Hagnexawlen KIUHUYECKON npakTukn, canbcudukauma pesynbTaToB
KIMMHUYECKOrO MCCreAoBaHWs JNIEKapCTBEHHOro npenapara Afs MeguUMHCKOrO NMPUMEHEHUs] BNEKyT 3a
cobon OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKoHoAaTenbCTBOM Poccunckon ®enepauun.

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

13. Tlpu npoBegeHWV KNMHWYECKOrO WCCMeAoBaHWUs  NEeKapCTBEHHOro npenapata Ans
MeOVLMHCKOro NpUMEHEeHnsa gonyckaetca 3abop y naumeHToB Ouonormdecknx martepuanos (obpasubl
OVONOrMyecknx >XMAOKOCTEW, TKAHEW, CEeKpPeToB WU MNpPOAYKTOB XKU3HEOAEATENbHOCTU 4eroBeka,
PU3NONOTNYECKUX W MATOMOrMYECKNX BbIAENEHMI, Ma3KOB, COCKOOOB, CMbIBOB, MWKPOOPraHU3MOB,
OvoncuiiHbIi MaTepman) ons nx nyydenus B Poccuiickon ®egepauum n (unu) 3a npegenamu Poccuiickon
degepaumn.

(B pea. PeneparnbHoro 3akoHa ot 22.12.2014 N 429-03)

14. Mopsgok BBo3a B Poccunckyto Pepepaumio n BbiBo3a 3a npegensl Poccuiickon ®egepaumu
fbuonornyeckmx MaTepuanoB, MOMYYEHHbIX MNpUM  MNPOBEAEHUN  KIMHWYECKOrOo  MCCnegoBaHus
nekapCTBEHHOro npenapaTta Ans MeguUMHCKOTO MpUMeHeHus, ycTaHasnusaetcs [lpaBuTenscTBOM
Poccuiickon ®eaepauunn.

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

Ctratba 41. [oroBop O nNpoBeAeHUM KIMHUYECKOro WUcCcrnenoBaHUA neKapCTBEHHOro
npenaparta AnsA MeAULUHCKOro NpMMeHeHus

1. KnuHuyeckoe uccnegoBaHWe NEKapCTBEHHOro Mpenaparta ans MeAULMHCKOro MNpUMeHeHus
MPOBOAMTCA B COOTBETCTBUM C JOrOBOPOM O NMPOBEAEHNM KMUHUYECKOro MCCNeaoBaHns NekapCcTBEHHOro
npenapata Ans MeOuLMHCKOrO MPUMEHEHWs!, 3aKkmioYaemblM MeEXAy opraHvsauuen, nonyyvsLien
paspelleHne YronHOMOYEHHOTo dbedepanbHOro opraHa WCMOMHUTENbHON BRACTU Ha OpraHusaumio
MpoBeAeHUs1 TaKoro WCCMeaoBaHus, M MEOMLUMHCKON opraHu3aumen, OCYLLIEeCTBMALWEN npoBeaeHue
TaKoro UccreaoBaHus.

2. ,D,OFOBOp O npoBedeHnn KIMMHU4YeCKoro uccnegoBaHna JnekKapCTBEeHHOro npenaparta ansa
MeaANLIMHCKOIro NnpuMeHeHna AoJmKeH coaepXaTtb:

1) yCnoBu1s 1 CPOKU NPOBEAEHNS AaHHOIO UCCreaoBaHus;

2) onpeneneHve obwen cTonmocTu nporpamMmmbl OaHHOro uccnenoBaHuA C ykasaHMem CyMMbl,
ﬂpeﬂ,HGSHa‘-la}OLLl,eVICﬂ Aana BbinfaT nccnepgoBartenam, conccriegoBartenam,
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3) onpepeneHve ¢opMbl  NpeacTaBreHUa  pes3ynbTaTtoB  [aHHOIO  UCCNeaoBaHus B
YNOMHOMOYEHHbIN dheaepanbHbI OpraH UCMOMHUTENbHOW BRacTy.

Cratba 42. ®uHaHcOBOe obecneyeHne KIIMHUYECKOro WccriegoBaHuUA JNIeKapCTBeHHOro
npenapara gnd MveguUMHCKOro npumMmeHeHus

®durHaHcoBOe obecneyeHne KIMHUYECKOrO WUCCredoBaHUS JIeKapCTBEHHOro npenaparta Aana
MeaNUMHCKOIro npuMeHeHnd oCyLLeCTBIIAETCA 3a CHeT:

1) cpencTtB dhegepansHoro 6GrooxkeTa;

2) CPeACTB oOpraHusauuii, MOMYyYMBLUMX paspelleHVe Ha opraHu3aumilo MNpoBeAeHUs OaHHOro
nccrnenoBaHusl, B COOTBETCTBMU C YCIIOBUSIMM JOrOBOpa O €ro NpoBeAeHUH;

3) MHbIX He 3anpeLLeHHbIX 3akoHoaaTeNbLCTBOM Poccunckon denepaumm NCTOYHUKOB.

Cratba 43. I'IpaBa nauneHToB, ydyacTtBywouwmnx B KITIMHU4YeCKOM nccnegoBaHum
JNNeKapCTBeHHOro npenapara Ansa MeauunHCKOro npuMmeHeHusA

1. YyacTme naumMeHTOB B KIMHUYECKOM WCCnenoBaHUN NNekapCTBeHHOro npenaparta Aana
MeANLMHCKOro NnpuMeHeHnd AaBndaeTca ﬂ,O6pOBOJ’IbeIM.

2. lMaumeHT MM ero 3aKkoHHbIM NpeacTaBUTENb AOMKEH ObiTb MHAOPMUPOBAH B MUCbMEHHON
dopme:

1) O JNneKapCTBeHHOM Tnpenapate ana MeaununHCKOro npuMeHeHuma un CyLHOCTU KIMTMHUYeCKOro
ncenenoBaHMda 3TOro JiekapCTBeHHOIo npenapara,

2) o0 6e30nacHOCTU NEeKapCTBEHHOro npenapara Ans MeguuMHCKOro NPUMEHEHNUS, ero oXnaaemomn
3 HEKTUBHOCTY M CTEMEHN pUCKa AN NALMEHTa;

3) 00 YCNoBUAX y4acTuAa naumeHTa B KnMHN4YeCKOM UccneaoBaHnn niekapCTtBeHHOro npenapara ana
MeaNLMHCKOIro NnpuMeHeHu4;

4) O uenun umnm uenax um npoaoJKMUTENbHOCTU KIMMHUWYECKOro wuccrneaoBaHuA InekapCcTtBeHHOro
npenaparta Ana MmeanunHCKOro npuMeHeHus;

5) O OencTeBusIX NauumeHTa B cny4yae HenpenBnaeHHbIX Sd)(beKTOB BITMAHNA JNeKapCTBEHHOIO
npenaparta gna meamunHCKOro npuMeHeHna Ha CoCtoAaHne ero 300opoBbA;

6) 06 ycrnoBusax 06a3aTenbHOr0 CTpaxoBaHUS XU3HW, 300POBbS NALMEHTA;

7) O TrapaHTuax KOH(*)VID,GHU,MaJ'IbHOCTVI ydactma nauueHta B KIIMHUMYECKOM uccnenosaHumn
JNIeKapCTBEHHOrO npenaparta ana MmegnumnHCKOro npuMeHeHuA.

3. [oGpoBonbHoe cornacve nauueHTa Ha yyacTue B KMMHUYECKOM MUCClefoBaHUM NieKapCTBEHHOO
npenapata Ans MeguUMHCKOrOo MPUMeHeHUs MOATBepXAaeTcs ero noAnuCbid UMM MOAMUCHI0 ero
3aKOHHOTO NpeAcTaBuUTenNs Ha MHPOPMAaLMOHHOM NUCTKE NauneHTa.

4. TlaumMeHT WnNn ero 3aKOHHbIN npeacrasuTesic UMeeT npaBo OTKa3aTbCA OT Yy4aCTuda B
KIMNHN4YEeCKOM unccnegoBaHMM nekapcrtBeHHOro npenapartra and MmeguumHCKOro npuMeHeHua Ha ntobon
cTaaunn npoeeaeHnA Takoro nccreaoBaHus.

5. I'IpOBep,eHme KINMMHNYEeCKOro uccriegoBaHua IekapCTBeHHOro npenaparta gna mMeguuunHCKoro
npuMeHeHua ¢ y4yactmem B Ka4vyecTBe nalmneHToB ,u,eTe|7| [onyckaeTcda TOJIbKO C corfacua B NMUCbMEHHOM
dopme mnx pogutenen, ycolHoBUTENen. [eTn MOryT paccmaTpuBaTbCs B KayecTBe MNOTeHUMarnbHbIX
NnauueHTOB TaKOro MWCCNefoBaHWsl, TOMbKO €Cnu €ero npoBeAeHWe HeobxoauMmMo ANnst YKpenneHus
300pOBbsi AeTelt UnuM npodunakTukMm UHMEKLUMOHHbIX 3aboneBaHuii B AeTCKOM Bo3pacTe nnbo ecnm
Lernbio Takoro MccriefoBaHns SIBRsSIETCS MONyvyeHne AaHHbIX O Hauny4lleil 4O3MPOBKe feKapCTBEHHOro
npenaparta ans nedyeHus getel. B aTux cnydasix Takomy WcCNefoBaHWUO [OMKHO NpealecTBoBaTb
KNMMHWYECKOE WCCriefoBaHWe fnekapCTBEHHOro npenapaTa ANns  MEAMUMHCKOro MNPUMEHeHWs Ha
COBEPLUEHHOMETHMX FpaXkadaHax, 3a MCKIOYEHUEM CIy4YaeB, €Cnv UCCrefyemblii NeKapCTBEHHbIN
npenapat Ans MeAMUMHCKOrO MpUMEHEHMSI MpeAHasHa4YeH WCKMYUTENBbHO AN UCMOSb30BaHUS
HeCOoBepLUeHHONeTHUMU rpaXxgaHamMmun.

(B peq. PepepanbHoro 3akoHa ot 22.10.2014 N 313-03)
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6. 3anpeu.|,aeT09| nposeaeHne KIMHNMYeCKoro uccrieqoBaHua JIekapCTBeHHOro npenaparta and
MeaUUMNHCKOro npuMeHeHuna ¢ yd4actmemM B Ka4eCcTee NauneHTOoB:

1) eTen-cmpoT u geTen, ocTaBMXcs 6e3 noneyeHnst poguTenen;

2) >XeHWuH B nepuog OepeMeHHOCTW, >XEeHLMH B nepuos rpygHoro BCKapMnmMBaHus, 3a
WCKIIOYEHMEM CrlyYaeB, eCcrvu MNpOBOAMTCH KIMHMYECKOE MCCnefoBaHWe fnekapCTBEHHOro npenapara,
npeaHasHayYeHHOro AN yKa3aHHbIX JKEHLUWH, Npu yCroBun HeobxoouMmMocTu nonydeHuss nHdopmMaumm
TOMbKO BO BpEMs MNPOBEAEHWS COOTBETCTBYIOLLMX KIUHUYECKMX MWCCreaoBaHui U MNPUHATUSA BCEX
HeobXooMMbIX Mep MO WCKMIOYEHUI0 pUCKa HaHeceHus Bpeda XeHwuHe B nepuo 6epemeHHOCTH,
XEHLLUMHEe B nepuop, rpyaHOro BCKapMnmnBaHus, nnogy unv pebeHky;

3) BOeHHOCNyXaluMX, 3a WUCKMYEeHWeM Cry4yaeB MpoOBEeAEeHUs KIIMHUYECKOro KccrneaoBaHus
neKkapcTBEHHOro mnpenapara, cneunanbHO pa3paboTaHHOro AN NPUMMEHEHWS B YCNOBUSIX BOEHHbIX
OENCTBUW, Ype3BblYaWHbIX CUTyaLuh, MpodUNakTUkM U rneveHus 3aboneBaHuin U NopaKeHwun,
MOMyYeHHbIX B  pesynbTaTte BO3AENCTBMS  HeBbnaronpuaTHbIX — XUMUYECKUX,  BMONornyeckumx,
pagvaumnoHHbIX akTopoB. KnuMHMYeckoe wuccrnefoBaHWe Takoro NekapCTBEHHOro npenapaTta MOXeT
NPOBOANTLCH C y4acTMeM B Ka4eCTBE MaLMEeHTOB BOEHHOCMYXaLUuX, 3a UCKIMIOYEHNEM BOEHHOCTYXaLUuX,
NPOXOASALLMX BOEHHYIO crnyxby no npusbiBy, ¢ cobnogeHnem TpeboBaHuin, yCTaHOBMEHHbIX HacTOALWMUM
denepanbHbIM 3aKOHOM B OTHOLLEHUN FpaXKaaHCKMX nnL,;

4) COTPYAHWUKOB NPaBOOXPaHUTENbHbLIX OPraHoB;

5) nuu, oTObLIBalOLWMX HakaszaHMe B MecTax fULIEeHUss cBoboabl, a Takke fuL, Haxoaswmuxcs nog
CTpaxel B CrneAcTBEHHbIX M30MsiTopax.

7. [DonyckaeTca npoBeAeHME KIMHUYECKOrO WCCNedoBaHWsA feKapCTBEHHOro npenapaTta Ang
MEeONLMHCKOrO NPUMEHEeHWs, NpegHa3HavYeHHOoro Ans feyvyeHns NcMxuyecknx 3abonesaHun, ¢ ydactnem B
KayecTBe NauMeHTOB N1, C NCUXMYECKMMU 3ab0NeBaHNSIMU, NPU3HAHHBIX He4eeCnoCOBbHbIMY B NOpsaKe,
yCTaHOBMEHHOM  3akoHopaTtenbctBom  Poccuiickon  ®depepaumn. KnuHuyeckoe  mccnegosaHve
nekapCTBEHHOro npenapaTa B 9TOM Cry4ae MPOBOAMTCS MPU HanMyuu cornacus B NUCbMEHHOW dhopme
3aKOHHbIX NPeAcTaBUTENen yKkasaHHbIX Nn,.

Cratbsa 44. OGsA3aTenbHOe CTpaxoBaHUE XU3HU, 340POBbSA NaLMEHTa, y4acTBYHLUEro B
KJIMHUYECKOM MUCCeA0BaHUM JIeKapCTBEHHOro npenapara Ans MeguLMHCKOro NnpuMmeHeHus
(B peq. ®PenepansHoro 3akoHa ot 29.11.2010 N 313-03)

1. OpFaHI/I3aLI,VIF|, nonyymBllaa paspeweHne Ha opraHm3auunio nposeneHnda KrinHn4eckoro
ncenenoBaHnA JnekapcTtBeHHOro npenapata anda MeamunHCKOro npuMeHeHus, obsi3aHa B KadecTBe
CTpaxoBaTtesnid CTpaxoBaTb PUCK MNPUYMHEHUA Bpeda XU3HW, 300pPOBb NMauueHTa B pesyrbTaTte
npoeseaeHuna KnnHN4ecKoro nccrnenoBaHnda nekapCcTtBeHHOro npenapara gnd MmeanumMHCKOro npuMeHeHmna
3a CBOW cyeT nyTeM 3akrn4yeHna gorosopa oba3aTtenbHoro CTpaxoBaHuA.

2. O6GbekToM 006s3aTENBHOIO CTpaxoBaHnda dABNnAeTCA VIMyLLI,eCTBeHHbIﬂ MHTEPEC nauneHTa,
CBSI3aHHbIN C npnynHeHnem Bpena ero XXn3Hm nnm 340poBbio B pedylibTaTte npoBeaeHunsa KInnHU4eCcKoro
ncenenoBaHMda nekapcTtBeHHOro npenapara and meamumHCKoro npuMmeHeHus.

3. CTpaxoBbIM criyyaem no [AOroBopy 06s3aTenbHOro CTpPaxoBaHWUs SIBMSIETCS CMEPTb NauueHTa
Unu yxy[leHue ero 340poBbsl, B TOM 4YMCre Briekyllee 3a cobOW yCTaHOBMEHWe WHBAaNWOHOCTW, Mpu
Hanuynm NPUYNHHO-CNEACTBEHHOW CBSA3U MeXAY HacTynneHueM 3Toro cobbITUsl 1 y4acTUeM nauueHTa B
KMMHWYECKOM MCCreoBaHMK ekapCTBEHHOTO nNpenapara.

4, Tp86OBaHMﬂ O BO3mMeuleHunn Bpepa, MNPpUYNHEHHOINo XWU3HU WK 300pOBbKO  NauneHTa,
npenobAaBnA0TCA B Te4yeHne CpPOKOB NCKOBOW AaBHOCTWU, YCTaHOBJIE€HHbIX rpaxaaHCKnum
3aKoHOOaTes1bCTBOM.

5. Pasmep CTanOBOVI BbiMnyiaTtbl N0 O0roBopy obsi3aTenbHOro CTpaxoBaHNA COCTaBNAET:

1) B Cnydyae cMepTun nauueHta gBa MUIJnMoHa py6ne|71 Ha KaXaoro nauumeHTa, ydactBOoBaBLIEro B
KIMNHNYEeCKOM nccnenoBaHM nekapcTtBeHHOro npenaparta,

2) npv yxyaLueHnn 300poBbsa NaunueHTa:

a) noBrekwiemMm 3a cobow yCTaHOBIE€HNEe MHBarmMgHOCTU I rpynnbl, OOUH MUINJIMOH NATLCOT TbICAY
py6nel7| Ha KaXaoro nauneHTta, y4yacTtBOBaBLUEro B KIMMHUWYECKOM MuUccrenoBaHMM InekapCTBEHHOro
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npenapara;

6) nosrekwem 3a coboil ycTaHoBreHWe WHBanuaHocTv Il rpynnbl, OAMH MWANWOH pyoren Ha
KaXkdoro nauueHTa, y4acTBOBaBLUErO B KMMHUYECKOM UCCIe40BaHUM NIEKapCTBEHHOMO Npenapara;

B) noBnekweM 3a cobon yctaHoBnewve wuHBanugHoctu Il rpynnbl, NATLCOT ThicAY pybnen Ha
KaXxgoro nauueHTa, y4acTBOBaBLUEro B KIIMHUYECKOM MCCNEA0BaHMN NEKapPCTBEHHOIo npenapara;

r) He NoBrekLweM 3a coboi yCTaHOBMEHMS MHBaNUAHOCTU, He Bonee Yem TpucTa Tbicsd pybnen Ha
Ka)xgoro naumeHTa, y4yacTBOBAaBLUErO B KIMHWMYECKOM WCCNEdOBaHWM IEKapCTBEHHOro npenapara,
MCcXods M3 HOPMATMBOB, OTpakaloLMX XapakTep W CTerneHb MOBPEXAEHUs 300pOBbs, a Takke
(haKTMYECKM MOHECEHHbIX MAaUMEHTOM pPacXofdoB, BbI3BaHHbIX MOBPEXAEHWEM  340POBbS, Ha
MEOULMHCKYH MOMOLLb, TPUOBPETEHME NIEKaPCTBEHHbIX NPenapaToB.

(nn. "r" B peq. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. Y1tpatun cuny ¢ 1 niona 2015 ropga. - PegepanbHbiit 3akoH OT 22.12.2014 N 429-03.

7. CpOK goroesopa o0b6s3aTensHOro CTpaxoBaHUda He MOXeT ObITb MeHee, YeMm CpPOK npoBseneHuns
KIMNMHNYECKOIro nccneanoBaHnd nekapcTtBeHHOro npenaparta.

8. YcnoBsus poroBopa o06sA3aTenbHOrO CTpaxoBaHWs, B TOM 4uMcne CTpaxoBble Tapudbl no
ob6s3aTenbHOMY CTpaxoBaHMWi0, nepedyeHb HeOOXOAMMbIX OOKYMEHTOB AN OCYLECTBIIEHUS CTPaxoBOW
BbIMMaTbl, MOPSAOK YCTAHOBIEHWSI CTpaxoBaTenemM WHAMBWAYaNbHOIO WAEHTU(MKALMOHHOIO Koaa
nauueHTa, NopsaoK MHOPMUPOBAHNA CTPaxoBaTeieM CTPaxoBLUMKa O NMPUBMEYEHHbIX K KIMUHUYECKOMY
uccneaoBaHWI0 NEKapCTBEHHOrO npenapata Ansi MeAWLMHCKOTO MNPUMEHEHUs NaumeHTax, Mopsiaok
ynnaTbl CTPaxoBoW Npemum, NOpsSiAOK peanu3aunm onpeaeneHHblx HacToswmM ®egepanbHbIM 3aKOHOM U
ApYyrMMKn  dbefepanbHbIMU  3aKOHaMM NpaB U 0b0s3aHHOCTEN CTOPOH MO [0roBopy 06s3aTenbHOro
CTpaxoBaHWs, a TaKke HOPMAaTuBbl, OTpaxalluMe XapakTep W CTeneHb NOBPEeXAeHWs 3[40pOBbS,
yCTaHaBMNMBAOTCS TMNOBLIMUW NpaBunamm 06s13aTenbHOro CTpaxoBaHus.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

9. B cnyyae npuyMHeHns Bpeda KWU3HW NauueHTa, y4acTBOBaBLUErO B KIMHMYECKOM MCCreaoBaHMm
nekapcTBEHHOro npenapaTa, BbirogonpuobpeTaTensMy Mo AOroBopy 06s3aTenbHOro CTpaxoBaHUs
ABMNAITCA rpaxaaHe, MMelollMe MpaBO Ha BO3MelleHMe Bpeda B Crlydae CMepTuM Kopmunbla B
COOTBETCTBMU C rPaXkgaHCKUM 3aKOHOAATENbCTBOM, NPU OTCYTCTBUM TakuX rpaxaaH - poauTenu, Cynpyr,
AeTV yMepLUEero nauneHTa, y4acTBOBaBLUErNO B KIIMHUYECKOM UCCINELOBaHNM NEKAPCTBEHHOIO NpenapaTa,
B ClNy4yae CMepTVM nauueHTa, Yy4yacTBOBaBLUENO B KIMHUYECKOM WCCNEAOBaHUM NEeKapCTBEHHOMO
npenapata M He WMEBLUEr0 CaMOCTOSITENIbHOIO [0X0A4a, - FpaXkgaHe, Ha WKOMBEHWM KOTOPbIX OH
Haxo4wmncsl, B OTHOLUEHUW BO3MELLEHMSI pacxofoB Ha norpebeHve nauueHTa, y4acTBOBaBLUErO B
KNMMHUYECKOM UCCreoBaHUM NekapCTBEHHOMO Npenapara, - Nuuo, NoHecLlee Takme pacxodbl.

10. CTanOBaﬂ BbllMJlata B CYeT BO3MeLWleHnA Bpeda, MNPpU4YNHEHHOro Xu3HM nauueHTa,
y4acTBOBaBLUEro B KIIMHNYECKOM UCCrnenoBaHU JieKapCTBEHHOro npenaparta, pacnpenendaetcda mexny
BbIFO,D,OFIpI/IO6peTaTeJ'IFIMVI nponopunoHasnbHO NX KOJNTMYECTBY B PaBHbIX O0ONAX.

11. Mpwn HacTynneHnn CTPaxoBOro cryyass MNauMeHT, Y4acTBOBAaBLUMA B  KIIMHUYECKOM
uUccnefoBaHUM  NeKapCTBEHHOrO  Mpenaparta,  BblrogonpuobpeTtaTtenb  BrpaBe  NpeabsiBUTb
HenocpeaCcTBEHHO CTPaxoBLUMKY TpeboBaHue 0 BO3MELLEHMN NpUYnHEHHOro Bpeaa. CTpaxoBas Bbinnara
OCYLLIECTBMSIETCA CTPaxOBLUMKOM B Te4YeHue Tpuauatu OHEW CO OHs NpeacTaBreHus Heobxoaumbix
[OKYMeHTOB. [MauneHT, y4acTBOBaBLUMIA B KITMHUYECKOM UCCIeA0BaHUM NEeKapCTBEHHOTO npenapara, unm
BbirogonpuobpetaTtens 06513aH COOOLIUTL CTPaxoBLUMKY [Ansl OCYLLECTBIIEHUS] CTPAaxoBOW BbiMnathl
UHOMBMAYaNbHbIA UAEHTUMDUKALNOHHBIV KO NaLueHTa, YCTaHOBIEHHbIA CTpaxoBaTeneM B COOTBETCTBUN
C TUMNOBLIMM NpaBunamy 06s3aTenbHOro CTPaxoBaHusl.

12. [Jo nomnHOro onpegeneHvs pasmepa noanexalwiero BO3MELUEeHUID Bpeda CTPaxoBLUMK MO
3adBJieHuIo nauneHTa, ydacTteBoBaBLUero B KnmMHM4YeCKOM UCCegoBaHUM NNekapCTBEHHOro npenapara, uiun
3asBMNEHNIO BbirogonpuobpeTaTtens BnpaBe OCYLLECTBUTb YacTb CTPAXOBOW BhiNsiaThl, COOTBETCTBYOLLYIO
daKTM4Yeckun onpeaeneHHon YacT NpMINHEHHOro Bpeaa.

13. CrTpaxoBas BbiNnaTa B COOTBETCTBMM C [OrOBOPOM 0BS3aTeNbHOrO  CTpaxoBaHMs
OCYLLIECTBAETCA HEe3aBMCHMO OT BbINMAT, NPUUUTAIOLLMXCS NO APYrUM BUAaM CTPaxoBaHUS.

14. He Oonyckaetca y4yactume nauueHta B npoBeaeHUnM  KIMMHUYEeCKoro uccregosaHusa
NekapCTBEeHHOro npenaparta npu oTCyTCTBUM O0roBopa obsizaTenbHOro CTpaxoBaHu4.
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15. KoHTponb 3a WCMNOMHEHWEM oOpraHusaumen, nonyymBlLEen paspelleHne Ha opraHu3auuio
npoBeAeHNs KIMHNYECKOro MCCneJoBaHWs NekapCcTBEHHOro npenaparta Ans MeauLMHCKOro NpuMeHeHuns,
YCTaHOBIEHHOW HacCTosALeNn ctatben 06s3aHHOCTU MO 06A3aTeNbHOMY CTPaXOBaHWMIO XXMU3HU, 300pPOBbS
naumeHTa, ydacteywowero (y4acTBOBaBLUErO) B  KIMHUYECKOM WUCCNeAoBaHUMM  MEeKapCTBEHHOro
npenapaTa, OCYLECTBMASETCH YNOMHOMOYEHHbIM heaepanbHbiM OpraHoOM WCMONMHUTENBHOW BMacTw,
BblJaBLUMM pa3peLleHne Ha NpoBedeHMe KITMHUYECKUX UCCEeAoBaHWI NEKApCTBEHHbIX NpenapaToB Ans
MEOULMHCKOTO NPUMEHEHNSI.

Maea 8. MPOU3BOACTBO U MAPKUPOBKA NEKAPCTBEHHbIX CPELOCTB
CraTbs 45. [lponsBoacTBO NEKapCTBEHHbIX CPeAcTB

1. Tpon3BoaCTBO nEeKapCTBEHHbIX CPEeACTB [OMMKHO COOTBETCTBOBaTb TpeboBaHusM npaBur
Hagnexallen NpoM3BOACTBEHHOMN NPAKTUKN, YTBEPXAEHHBIM YNOMHOMOYEHHbBIM (beaepanbHbIM OpraHoM
ucnonHutensHon Bnactu. OcobeHHOCTU nepexofa NPOM3BOACTBA OTAENbHbIX NEKAapCTBEHHbIX CPEACTB K
X NPOU3BOACTBY B COOTBETCTBUM C TpebOBaHUAMKU NpaBun Hagnexalen npon3BoaCTBEHHOW MPaKTUKK
ycTaHasnuBatoTcsa [MpaButensctBoMm Poccunckon ®epepauun. Bbigava 3aknioveHUn o COOTBETCTBUM
Npon3BOAMTENST JIEKAPCTBEHHbIX CpeacTB TpeboBaHUAM npaBun  Hagnexaillen npon3BOACTBEHHON
NpaKkTVKNW OCYLUECTBMSAETCA MO pe3ynbTaTaMm WHCMNEKTUPOBAHUSA NpOU3BOAUTENEN FEKapCTBEHHbIX
cpeactB B nopsgke, yctaHoBrneHHom [lpasutensctBom Poccuiickon depepauumun. Pasmep nnatbl 3a
Bblga4yy 3akmlo4YeHus O COOTBETCTBUM MPOU3BOAUTENS NEKAPCTBEHHBIX CpeacTB TpeboBaHWSM NpaBun
Hagnexallen npou3BOACTBEHHOM MNpPaKTUKM  ycTaHaBnuBaeTcs  [lpaButenbctBoMm  Poccuiickon
depepaummn. MNopsaok opraHnsaumm U NPOBEAEHNST MHCMEKTUPOBAHUS MPOU3BOANTENEN NEKAPCTBEHHbIX
CpeactB Ha CoOTBETCTBME TpeboBaHMSM MpaBuil  Hagnexawlend nNPov3BOACTBEHHON MNPAaKTUKK
ycTaHaBnuBaetcs [NpaButensctsoM Poccunckon Gegepaumn.

(B pea. PenepanbHbix 3akoHOB 0T 25.06.2012 N 93-®3, ot 22.10.2014 N 313-d3, o1 22.12.2014 N 429-
3)

2. [lpon3BoacTBO NekapCTBEHHbIX cpeacTB B Poccuitickon degepaumm  OCyLLeCcTBNSAETCS
NPOu3BOANTENSAMM NEKAPCTBEHHbIX CPEACTB, UMEKLMMN NINLEH3NIO Ha NPOU3BOACTBO JIEKAPCTBEHHbIX
cpeactB. [looTBepXaeHWe COOTBETCTBUS NUUEH3MaTta npaBuniaM Haanexaiwlenh npou3BOACTBEHHON
NPaKTUKN OCYLLECTBISIETCA B pamMKkax NULEH3MOHHOIO KOHTPOMS B COOTBETCTBUM C 3aKOHOA4ATENbCTBOM
Poccuiickon depepauum ¢ y4eTom 0COGEHHOCTEN, yKasdaHHbIX B YacTu 1 HacTosLen cTaTbu.

(B pea. PenepanbHbix 3akoHOB 0T 22.10.2014 N 313-®3, o1 22.12.2014 N 429-93)

21. Ona uenen nUUEH3NPOBaHUSA MPOU3BOACTBA NEKAPCTBEHHbLIX CPeAcTB AN MeOULMHCKOro
NPUMEHEHNS U WMHCNEKTMPOBaHWSA CyOBbeKTOB ObpalleHWs NekapCTBEeHHbIX CPeACcTB Ha COOTBETCTBUE
TpeboBaHWAM  MNpaBun  Hagnexaweh  NPOM3BOACTBEHHOW  MNPakTMKM  dedepanbHbli  OpraH
UCMOSMHUTENBHOW  BracTW, OCYLUECTBISAOWUA  roCyQapCTBEHHYIO  PErucTpauuio  fieKapCTBEHHbIX
npenapaToB A1 MEAULMHCKOro NpUMEHeHUs, NpefocTaBnsaeT eaepanbHOMY opraHy UCMONHUTENLHON
BnacTu, ocylecTernsaowemy deaeparbHbld rocygapCTBEHHbIN NMULEH3MOHHBIA KOHTPONb AeATEeNnbHOCTH
Nno NPOu3BOACTBY NEKapCTBEHHbIX CPeacTB Ans MEeOULUHCKOro NMPpUMEHEHUS, Mo ero 3anpocy B pamkax
MeXBeJOMCTBEHHOrO MH(OPMAaLMOHHOrO B3auMOAENCTBUS B MOpsAKe, YCTaHOBNEHHOM dyefeparnbHbiM
OpraHoMm WCMOJSTHUTENbLHOW BriacTu, OCYLLECTBASIOWUM NULEH3MPOBaHWE NPOU3BOACTBA NeKapCTBEHHbIX
CpeAcTB AN MEeOULUHCKOrOo MpUMeHeHus, u deaeparibHbiM  OpraHoM UCMOMHUTENbHOW BriacTy,
OCYLLECTBAILWMM TOCYAAPCTBEHHYIO PErMcTpauuio fnekapCcTBeHHbIX MpenapaTtoB Ans MeAULMHCKOro
NPUMEHEHUs, CBEJEHMA O JIeKapCTBEHHbIX CpeAcTBaX, ykasaHHble B 4acTu 5 cratbu 18 Hactoswero
®epgeparnbHOro 3akoHa, B TOM YWCIE B Criydae, ecnv Takue CBeeHNsi COCTaBMNAI0T KOMMEPYECKYIO TalHy.
(yacTb 2.1 BBegeHa deaepanbHbIM 3akoHOM OT 14.07.2022 N 311-93)

3. TMpon3BoOCTBO NEKAapPCTBEHHbIX CPEeAcTB OCYLECTBsSieTcAa C cobnwogeHnem TpeboBaHumn
NPOMBbILLIEHHOIO pernamMmeHTa, KOTOprI7I yTBepxXxaaeTcd pykosoauTenem npoms3sognTena nekapCrBeHHbIX
cpeaoctB M BKMWYaeT B cebA  nmepeyeHb UCMONb3yemblx (hapmMaueBTUYECKMX CyOCTaHuun w
BCnomMoraTesibHbIX BelwecCTB C YyKa3aHMeM KOoNnnyecTBa KaXXOoro u3 HuX, AaHHble ob NCnosib3yemMmom
obopyaoBaHuM, OnNMcaHWe TEXHOSMOrMYEeckoro npouecca W MEeTOAOB KOHTPONsS Ha BCeEX 3JTanax
NPOW3BOACTBA NeKapCTBEHHbIX CPEACTB.

4. Tpn Npon3BOACTBE NEKAPCTBEHHbLIX CPEACTB MCMOMb3YTCA (hapMaueBTUYECKME CyOCTaHLmu,
CBeJeHUa O KOTOpbIX coAep)XaTCcd B rocygapCTBEHHOM peecTpe JleKapCTBEHHbIX CpeacTB, 3a
uckmnodeHeMm dapmMaLeBTUYECKMX CYOCTaHUMKN, MNpPOM3BOAUMbBIX [Ansi NPOBEAEHMSI  KITMHUYECKUX
nuccnegoBaHui u ansa akcnopta. K npoueccy npomsBoacTBa hapmaueBTUHECKOM CyOCTaHLUN OTHOCATCS
nobble  cTagum  TEXHOSOMMYECKOro npouecca, MO3BONALWME  MOMYYUTb  TOTOBLIM  MPOAYKT,
COOTBETCTBYWOLWNIA TpeboBaHWsIM (hapMakomnemHOW cTaTbW, B TOM 4ucre depmeHTauusi, SKCTpakuus,
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O4YuCTKa, BblAENEeHne, nepekpucTanimMsauns, BbiCylUMBaHWe, naMernbyeHve. B crnyyae HeobxogmmocTu
UCMNOMb30BaHWs 3TUMOBOrO CnupTta, B TOM 4Yucne dapmaueBTUyeckon cybctaHumm cnupta 3TUIIOBOro
(aTaHona), npu nNpPOM3BOACTBE NEKApPCTBEHHbIX CPEACTB B KadyecTBe AeucTByowero u (4nwm)
BCMOMOraTesnbHOro BeLeCTBa, a Takke B MHbIX TEXHOMOMMYECKUX Lensax OOSkHa ObiTb ncnonb3oBaHa
TONbKO (hbapMaLieBTU4eCcKas cybCcTaHums cnmpTa 9TMMOBOro (aTaHon).

(B pen. PeagepanbHbix 3akoHOB OT 22.12.2014 N 429-3, o1 27.12.2019 N 462-®3, ot 27.12.2019 N 481-
P3)

4.1. TepevyeHb nekapCTBEHHbIX MpenapaTtoB ANs MEeAWLMHCKOro MPUMEHEHUS, B OTHOLLUEHUU
KOTOpbIX YyCTaHaBnuBalTCA TpeboBaHWs K ob6bemy Tapbl, YNakoBKE W KOMMMEKTHOCTU, MepeyveHb
NeKkapcTBEHHbIX nNpenapaTtoB AN  BETEPUMHAPHOTO  MPUMEHEHWs, B  OTHOLUEHUM  KOTOPbIX
yCcTaHaBnuBalTca TpeboBaHua k obbeMy Tapbl, a Takke TpeboBaHuA kK O0ObeMy Tapbl, ynakoBke WU
KOMMMNEKTHOCTM NEeKapCTBEHHbIX MpenapaTtoB AN MeOULMHCKOro MpuUMeHeHus, TpeboBaHus Kk obbemy
Tapbl NNEKapCTBEHHbIX NpenapaToB AN BETEPUHAPHOIrO NPUMEHEHUs OnpeaenstoTcst COOTBETCTBYOLLIMMN
YMONTHOMOYEHHbIMU befeparnbHbIMA OpraHamMu WCMOSNTHUTENbBHOW BAAcTU B MOPSAKe, YCTAHOBIIEHHOM
MpaButenbctBOoM Poccuickon ®eagepauun.

(vyacTb 4.1 B peq. PepepanbHoro 3akoHa oT 14.12.2015 N 374-03)

4.2. OpraHusaumm, OCyLleCTBNSALWME NPOU3BOACTBO (hapmMaLeBTMYECKOM CyOCTaHuMM cnupTa
3TMMOBOro (3TaHona) Ans NpPOM3BOACTBA CNUPTOCOAEPXaLlMX IeKapCTBEHHbIX npenapaTtoB, 06s3aHbl
OCYLLECTBNATb Y4ET B NOpsaKe, yCTaHOBNEHHOM cTtatbhamn 8 n 14 depepansHOro 3akoHa oT 22 HoAbps
1995 roga N 171-®3 "O rocyaapCTBEHHOM perynMpoBaHuyM Npov3BoAcTBa U 06opoTa STMMOBOro CNupTa,
ankoronbHOM W cnupTocodepXalwien npogykuum un o6 orpaHuveHnn noTpedbneHus (pacnuTtus)
ankoronbHOM npoaykumun”. NMponssoacTeo hapmaleBTUYECKON cybCcTaHLUMmM cnmpTa 3TUNOBOrO (3TaHona)
JonyckaeTcsi TOMbKO OpraHu3auuen, OCYLLEeCTBMSoWEN NPOM3BOACTBO PEKTU(MKOBAHHOIO 3TUIIOBOrO
cnupTta M3 MULLEBOrO Cbipbsi HA OCHOBaHUWM JMLEH3MM Ha MNPOM3BOACTBO ITUMOBOrO cnvpTa Ans
Npon3BOACTBa (hapMaueBTMYECKOW CcyOcTaHuuM cnupta 3TUNOBOro (3TaHomna) B COOTBETCTBUM C
TpeboBaHnsmn degepanbHoro 3akoHa OT 22 HosAbpa 1995 roga N 171-d3 "O rocyaapCTBEHHOM
perynupoBaHunm npoussBoacTBa M 06OpoTa 3TUNOBOrO CNWMPTA, arnkoroflbHOW W CAMPTOCOAEpKaLlen
NpoAyKuun 1 06 orpaHnyeHnm notTpebnexHms (pacnuTms) ankoronbHOM Npogykunn", MeToaoM passegeHus
BOAOW OYULLEHHOM TaKOro 9TWMMOBOrO CnupTa, NPOW3BELEHHOrO0 [AaHHOW oOpraHu3aumMer no MecTy
OCYLLEeCTBMNEHNS NPOM3BOACTBA (hapmaLeBTUYecKon cybcTaHumm cnmpTa 3TMIoOBOro (3TaHona).

(vyacTb 4.2 BBegeHa denepanbHbiM 3akoHoM oT 03.07.2016 N 261-93; B pea. PegepanbHOro 3akoHa ot
27.12.2019 N 481-93)

4.3. VngueBuayanbHble npegnpuHMmaTtenu n lopugunyeckne nuua, OCyLLeCcTBASIOWME 3akynky u
ncnonb3oBaHve hapMaLeBTUYeCcKon CyOCTaHumMM cnMpTa 3TUOBOro (3TaHona), a Takke NPOM3BOACTBO,
nsrotoBneHne u (Mnu) o6opoT (3a WCKMAYEHMEM PO3HUYHOW MNpoAdaxu) CnvpTocodepKallmx
nekapcTBeHHbIX MpenapaToB, 06s3aHbl OCYLWECTBNATb WX Yy4YeT M [JeknapupoBaHue B nopsgke,
ycTaHoBneHHoM cTatbaMun 8 n 14 ®depepanbHoro 3akoHa OT 22 Hos6pa 1995 roga N 171-93 "O
rocygapCTBeHHOM perynMpoBaHuM MNpoM3BOACTBA M 0BOpOTa 3TMMOBOrO CAMPTa, ankoronbHOW W
cnupTocoaep alien npogykumm n o6 orpaHmyeHn notpedbneHuns (pacnnuTnst) ankoronbHOW NpoayKuun'.
(vacTb 4.3 BBegeHa PepepanbHbiM 3akoHOM oT 29.07.2017 N 278-93)

4.4. Tlpn npov3BOACTBE JleKAPCTBEHHbIX MNpenapaToB [Ans BEeTEepPMHapHOro nNpYMeHeHUs
AONnyckaeTCs WCMNOMb30BaHWe MpOou3BedEeHHbIX AN peanu3aunn dapmaueBTUYeCcKux CcybcTaHunm,
BKITIOYEHHbIX B FOCY4APCTBEHHbIN peecTp JeKapCTBEHHbIX CPeacTB YMNONMHOMOYEHHbIM dedeparbHbIM
OpraHoM  MCMOMHWUTENbHOW  BMAcTW, OCYLECTBAAOWMM BedeHWe T[oCydapCTBEHHOro peecTpa
nekapCTBEHHbIX CPeACTB AN MEeAULMHCKOrO NPUMEHEHNS.

(vacTb 4.4 BBegeHa dPepepanbHbiM 3akoHoM oT 02.08.2019 N 297-93)

5. 3anpeLyaeTca npon3BoacTBO:

1) NekapCTBEHHbIX CPEACTB, HE BKIMHOYEHHbIX B rOCYapCTBEHHbIN PEECTP NEKAapCTBEHHbBIX CPEACTB,
32 MCKIHYEHWEM JIeKapCTBEHHbIX CPEACTB, MPOU3BOAMMBIX [ONsi  MPOBEAEHUS  KITMHUYECKMX
nccrnegoBaHun U Ans KCnopTa;

2) hanbcmdmLmMpoBaHHbIX NeKapCTBEHHbIX CPEACTB;

3) nekapcTBeHHbIX CPeAcTB 6es NULEH3UN Ha NPOU3BOACTBO NEeKapCTBEHHbLIX CPeaCTs;

4) NeKapCTBEeHHbIX CpencTtB C HapyweHuem npaswuil opraHunsaumm npou3soacTBa U KOHTPOIA
Ka4vyecCcTBa JieKapCTBEHHbIX CPeacCTB,;
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5) ytpatun cuny. - ®eaepanbHbin 3akoH oT 27.12.2019 N 481-03;

6) cnupTocoaepXallmMx rekapCTBEHHbIX MpenapaToB MO MECTY OCYLLECTBMEHWUS MPOU3BOACTBA
hapmaueBTMYECKON cyGCcTaHuMM cnupTa 3TUMOBOrO (3TaHona) M (M) MO MECTY OCYLLECTBIEHUSA
Npoun3BOACTBa STUMNOBOIO CNUPTA;

(n. 6 BBeaeH PegepanbHbiM 3akoHOM OT 27.12.2019 N 481-03)

KoHcynbTaHTln0C: npumeyaHue.

depnepanbHbiM 3akoHOM OT 22.12.2020 N 436-93 c1. 14.1 ®3 o1 22.11.1995 N 171-®3 nsnoxeHa B
HoBOW pepakumn, Hopma n. 1.1 ct. 14.1 ctapon pepakumm ®3 cooTBeTcTBYyeT Hopme M. 2 cT. 14.1
HOBOW pefakumu.

7) chapmaueBTUYeCKO cyGCTaHUMKM crMpTa 3TUMOBOrO (3TaHona) u (unu) cnuptocoaepkalmx
neKkapCTBEHHbIX MpenapaTtoB Ha OCHOBHOM TexHoforMdeckom obopygoBaHuM Ans NpOM3BOACTBA
3TUMOBOro cCNUpTa, ykasaHHOM B nyHkTe 1.1 ctaTbm 14.1 ®egepansHOro 3akoHa ot 22 Hosbpsa 1995 roga
N 171-®3 "O rocygapCTBEHHOM perynupoBaHuUM npousBoacTBa W obopoTa 3ITUNOBOro ChnvpTa,
ankoronbHOMW W cnupTocodepXallen npoaykuum u o6 orpaHuyeHun noTpebneHus (pacnurus)
ankoronbHOM npoaykuun'.

(n. 7 BBeaeH ®egepanbHbIiM 3akoHOM OT 27.12.2019 N 481-93)

6. lNpun BBOAE neKapCTBEHHbIX CPeAcTB B rpaxgaHCKMn 060poT  yNofIHOMOYEHHOEe MfMUO
NpPoOn3BOAMTENS NEKapCTBEHHbIX CPEACTB OCYLLECTBNAET NOATBEPXKAEHNEe COOTBETCTBUSA NIeKapCTBEHHbIX
cpeacTB TpeboBaHMAM, YCTAHOBSIEHHBIM MPW WX FOCYAapPCTBEHHOW pernctpauuun, n rapaHTupyet, 4To
neKkapcTBeHHble CcpeacTBa MNpov3BedeHbl B COOTBETCTBMM C TpeGoBaHMSMW NpaBun Haanexallen
NPON3BOACTBEHHOWN MPaKTUKK.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

7. YNOMHOMOYEHHBIM NULIOM NPOU3BOAUTENS JeKapCTBEHHbIX CPeACTB SABNSeTCH ero paboTHWK,
aTTeCTOBaHHbIN B YCTAHOBIIEHHOM YMOSIHOMOYEHHbIM defeparnbHbiM OpraHoM UCMOMHUTENBHON BNacTu
nopsiake U UMeLLMN cTax paboTbl He MeHee YeM MATb neT B 06nacTyv NpoM3BOACTBA M (MK) KOHTPONS
KayecTBa feKapCTBEHHbIX CpPeAcTB, Bbicllee obOpa3oBaHMe COOTBETCTBEHHO MO OAHOW U3
cneumanbHOCTEW MW (MNKM) OAHOMY W3 HanpaBneHWW MNOAroToBku: 6Guonorns, 6GuoTexHonorus,
BeTepvHapusi, BeTEepWHapPHO-CaHWTapHas JKCnepTu3a, KNuHMYeckas MeauuvHa, paguaumnoHHas,
XnuMmyeckass u  Guonormvdeckasd 3awwuta, dapmauns, dyHOAamMeHTanbHas MeauuMHa, XuMudeckas
TEXHOMNOTNS, XUMUS.

(B pea. PenepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, ot 02.08.2019 N 297-93)

8. lMpoun3BoanTenn nekapcTBEHHbLIX CPEACTB (3a MCKMoYeHnem dapmaLleBTUHeCcKon cybcTaHLmm
cnupTa 3TWUNOBOIO (3TaHomna) MOryT OCYLeCTBMATL NPOAAXY NEKAPCTBEHHbLIX CPeACTB UNW nepefaBaTb
WX B YCTAHOBIIEHHOM 3akoHoAaTenbCTBOM Poccuiickoin ®eaepaumm nopsiake:

(B pea. PenepanbHoro 3akoHa ot 29.07.2017 N 278-$3)

1) OpYyruMm npon3BoanTeNidaM NekapCTBEeHHbIX CpeacTB Ard Npon3BOoACTBaA J1IEKapCTBEHHbLIX CPEeCTB;
2) opraHmnsaunam OnNTOBOWN TOProBJn NiekapCTBEHHbIMU CpeOCTBAMU,

3) anTeyHbIM oOpraHu3aumsM, BeTepuHapHbIM anTeyHblM OpraHM3auusM, WHAUBUMOYaNbHbIM
npegnpuHMMaTensM, UMeKLWUM NULEeH3No Ha dapmaueBTUYECKyo OeATeNbHOCTb UNN NMUEH3NI0 Ha
MEeOULMHCKYI0 OeATeNbHOCTb;

4) Hay4HO-UCCreaoBaTENbCKMM OpraHM3aLmnam Ans Hay4yHo-uccrnenoBaTenbckon paboTel;
5) MEOULMHCKUM OpraHn3aumnsim u BeTepMHapHbIM OpraHM3aLmnsaM;

6) opraHu3aumMsaM W UHOMBUAOYANbHbIM MpeanpuHUMaTENsM, OCYLLECTBISIOWMM pa3BefeHune,
BblpallMBaHNE W COOEPXKAHWE JKMBOTHBIX (3@ WCKMYEHMEM MpOOaXU WM  hapmaueBTUYECKNX
cybCcTaHuun nnu ux nepegayn).

(n. 6 B pea. ®egepansHoro 3akoHa oT 02.08.2019 N 297-93)

9. TlpowussoguTtenu ¢apmMaleBTU4EeCKon CcybCcTaHuMM cnmMpTa 3TUNoBOro (aTaHora) ob6s3aHbl
OCYLLECTBMATb peanu3auuio (nepeaady B yCTaHOBINEHHOM 3akoHopaTenbcTBoM Poccuiickon denepaumm
nopsiake)  dapmaueBTUYecKoM cybcTaHumMuM  cnupTa  STWMOBOrO  (3TaHomna)  NpoU3BOAMTENSM
neKkapcTBEHHbIX  CPeACTB AN NPOM3BOACTBA  JIEKAPCTBEHHbIX  CPEACTB,  MPOU3BOAUTENSIM
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(n3roToBUTENSIM) MEOULMHCKUX U3OENuin ANd NPOU3BOACTBA W M3rOTOBMEHUS MEOULMHCKUX U3genuin B
eMKoCcTaX 06bemom He 6onee 1 nutpa u (unn) He meHee 1000 nNUTPOB, a opraHM3aLmsM, Yka3aHHbIM B
nyHkTax 3 - 5 yactn 8 HacTosLen cTaTbu, B Tape o6bemom He 6onee 1 nutpa.

(vyactb 9 BBegeHa PepepanbHbiM 3akoHOM OT 29.07.2017 N 278-03; B pen. PeanepanbHbIX 3aKOHOB OT
27.12.2019 N 481-93, o1 22.12.2020 N 444-03)

10. Peanusauusa (nepedava B YCTAHOBMEHHOM 3akoHogaTenbcTBOM Poccunckon Pepepauum
nopsigke) dapmMaLeBTUYEeCKON cyOCcTaHUMM CchiMpTa 3TUIOBOro (3TaHona) opraHusauuMsim ONTOBOW
TOProBNu NeKapCTBEHHbIMU CpeacTBaMU He JoMnycKaeTcsl.

(vyacTtb 10 BBegeHa degepanbHbIM 3akoHOM OT 27.12.2019 N 481-03)

11. NepeBo3ku hapmaueBTUYECKON CYOCTaHUMM CNUpTa 3TUNOBOTO (3TaHoMa) OCYLLECTBIISIOTCS C
cobnogeHnem TpeboBaHUI, yCTaHOBMNEHHbIX ab3auem 4veTBepTbiM MyHkTa 3 ctatbm 9 PegepanbHOro
3aKkoHa OT 22 Hos6pst 1995 roga N 171-®3 "O rocygapCTBEHHOM pPerynuMpoBaHUK MpPoM3BOACTBA U
obopoTa STUMOBOrO CMAMpTa, ankorofbHOM W CcnvpTocodepXaler npoaykumm u o6  orpaHvyeHuu
notpedneHns (pacnuTus) ankoronbHOM NpoayKuumn®.

(4yacTtb 11 BBegeHa deagepanbHbiM 3akoHOM OT 27.12.2019 N 481-03)

CraTtbs 46. MapknpoBKa nekapCTBeHHbIX CpeacTB

1. neKapCTBeHHble npenapartbl, 3a WUCKMK4YEeHMEM JeKapCTBEHHbIX npenapaTtoB, U3roToBMTIEHHbIX
anTevyHbiMn  opraHms3aunamMmun, BeTepuHapHbIMM  anTeYHbIMU  OpraHu3aumamun, unHOMBMAyanbHbIMU
npegnpnHunmartenaMmmu, uwMewwmMn JnUUEeH3Nn0 Ha (bapMaLl,eBTVl‘-leCKYIO AeATeNIbHOCTb, [OOJIXHbI
nocTtynaTtb B o6paLu,eHV|e, ecnu:

1) Ha WX NepBWYHOM YMNakoBKe (3@ WCKMOYEHMEM MEPBUMYHON YMNaKOBKW JeKapCTBEHHbIX
pacTUTENbHLIX NPenapaToB) XOPOLLO YATAEMbIM LIPUEPTOM Ha PYCCKOM A3blKE yKa3aHbl HaMMeHOBaHue
nekapcTBeHHOro npenapata (MexAyHapogHOe HemnaTeHTOBaHHOe, WMM  FPynnMpoOBOYHOE, UMK
XMMMUYECKOE, UNN TOProBOe HavMeHOBaHWe), HOMep cepuu, gaTa Bbinycka (4n9 MMMYHOBMONOrMYECKNX
nekapCTBEHHbIX MpenapaToB), CPOK FOAHOCTW, AO3MPOBKaA WNWN KOHUEHTpauusi, obbem, akTMBHOCTb B
efuHVLax AenNCTBUS NN KONNYECTBO O03;

(B pea. PepepanbHbix 3akoHoB oT 11.10.2010 N 271-®3, o1 22.12.2014 N 429-93)

2) Ha nx BTOPUYHOM (NOTPEBUTENBLCKON) YyNakoBKe XOPOLLO YMTaeMbiM LUPUADTOM Ha PYCCKOM A3bIKe
yKasaHbl HaMMeHOBaHMEe feKapCTBEHHOro npenapata (MexAyHapoaHoe HenaTeHTOBaHHOoe, WIu
rpynnupoBOYHOE, MMM XMMUYECKoe W TOProBoe HauMeHOBaHWs), HaMMeHOBaHMEe npou3BoauTens
nekapCTBEHHOro npenaparta, HoMep cepun, aaTta Bbinycka (41 MMMYHOBMONOrMYECKUX NeKapCTBEHHbIX
npenapaToB), HOMEpP PEermcTpaLMoHHOrO0 YAOCTOBEPEHUs, CPOK rOAHOCTM, Cnocod npuMeHeHwus,
A03MPOBKa MM KOHUEHTpauusi, obbeM, aKTMBHOCTb B eAuHuuax AewcTBus nmMbo KONM4ecTBO A03 B
ynakoBKe, NnekapcTBeHHas dhopMa, yCroBus OTMyCKa, YCIoBUS XpaHeHUs, npeaynpeautenbHble Haanucuy.
(B pea. PenepanbHbix 3akoHOB oT 11.10.2010 N 271-®3, o1 22.12.2014 N 429-03)

2. ®apmaueBTUYeckne cybctaHumm OOSMKHbI MOCTynaTtb B OOpalleHWe, ecnm Ha UX MepBUYHON
yNnaKkoBKE XOPOLLO YATaeMbIM LLIPUTOM Ha PYCCKOM si3blke yKasaHbl HauMeHoBaHve hapmaLleBTUYECKON
cybcTaHuumn (MexayHapodHoe HenaTeHTOBaHHOoe, WK FPynnMpPOBOYHOE, MMM XMMUYECKOoe U TOproBoe
HaVMeHOBaHus), HaMMeHOBaHWe NPoM3BOAMTENS hapMaLeBTUYEeCKo cybcTaHuMM, HOMep cepuun 1 gata
N3roTOBMEHNS], KONMYECTBO B YMakoOBKEe M edVHMLbI M3MEPEHNs KONMMYecTBa, CPOK rogHOCTM U yCroBUS
XpaHeHus.

(B pea. PeneparnbHoro 3akoHa ot 22.12.2014 N 429-03)

3. JlekapcTBeHHble CpeAcTBa B KayecTBE ChbIBOPOTOK [OSBKHbI MocTynaTb B obpalleHue ¢
yKasaHWeM KUBOTHOr0, U3 KPOBW, MMa3mbl KPOBU, OPraHoB 1 TKaHEN KOTOPOro OHM MOMyYeHbl.

4. Ha BTOpWYHyt0 (NOTPEOUTENBLCKYI) YNaKOBKY NEeKapCTBEHHbLIX CPEeACTB, MOSMYYEHHbIX U3 KPOBMU,
nnasmbl KPOBW, OPraHoOB N TKaHEN YenoBeka, AOSMKHa HaHOCUTbCA Hagnuck: "AHTutena k BUY-1, BUY-2,
K Bupycy renatuta C n NnOBepxXHOCTHbIA aHTUreH BUpyca renatuta B otcyTcTByoT".

5. Ha nepBuYyHyto ynakoBKky M BTOPUYHYIO (MOTPeBGUTENLCKYI) YNakoBKy pagmodapmMaueBTUYecKnx
neKapCTBEHHbIX CPeCTB AOMKEH HAHOCUTLCS 3HaK paauaLMOHHOW ONacHOCTU.

6. Ha BTOpM4YHyl (NOTpebUTEnbCKyl) ynakoBKy rOMEONaTUYECKMX NeKapCTBEHHbLIX MpenapaToB
JOJIMKHa HaHOCUTbCA Hagnucb: "fomeonaTnyeckmuin”.

7. Ha BTOpUYHyt0 (NOTPEOUTENbLCKYID) YNaKOBKY NEKApCTBEHHbLIX pacCTUTENbHbIX NpenapaTos
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OOIMKHA HaHOCUTbCA Haanucee: "Mpoaykuna npoluna pagnaumoHHbIN KOHTPONb".

8. Ha nepBuYHy0 ynakoBKy (ecnv ans aToro CylecTByeT TEXHUYECKasi BO3MOXHOCTb) N BTOPUYHYIO
(NOTPeOUTENBLCKYIO) YNaKOBKY JIEKAPCTBEHHbIX MNpenapaToB, nNpegHasHayYeHHbIX Ans  KIUMHUYEeCKUX
nccnegoBaHu, AOMKHA HAHOCUTBCS HaaNue: "Onsa KNMHUYECKMX nccnegoBaHnin'.

(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

9. YnakoBka IEKapCTBEHHbIX CPeAcTB, MNpegHa3HaYEeHHbIX WCKIMIOYUTENBHO AN 3KCnopTa,
MapKMpyeTCcsl B COOTBETCTBUM C TpeOOBaHWsIMM CTpaHbI-MMMIopTepa.

10. Ha TpaHcnopTHylo Tapy, KoTopas He npegHasHadyeHa Ans noTpebuTteneil M B KOTOPYHO
MOMELLEHO IEeKapCTBEHHOE CPEACTBO, AOMMKHA HAHOCUTLCA MHGOPMaUUsi O HauMeHOBaHWM, cepui
NeKkapcTBEHHOro cpeacTBa, AaTe BbiMycKa, KONMWYECTBE BTOPUYHBLIX (MOTPEBUTENbCKMX) YMNaKOBOK
nNeKkapcTBEHHOro CpeacTBa, NMPOM3BOAMUTESNIE JIEKAapCTBEHHOrO CPeacTBa C yKa3aHWEM HauMeHOBaHusl U
MECTOHAxXOXAEHMS NMPOU3BOAMTENS NeKapCTBEHHOrO cpeacTBa (agpec, B TOM u4ucre cTpaHa u (unw)
MECTO NPOM3BOACTBA JIEKAPCTBEHHOIO CPEACTBA), @ TAKKEe O CPOKE FOAHOCTM NiekapcTBEHHOro cpeacTaa
M o6 ycnoBusX €ero XpaHeHus U MepeBO3kW, Heobxoaumble npeaynpeauTeribHble Hagnucu U
MaHUMNYNSTOPHbIE 3HAKK.

11. Ha nepBUYHYIO yNakoBKy U BTOPUYHYIO (NOTPEBUTENbCKYIO) YNaKoBKY JIeKapCTBEHHbIX CPeacTB
Ansi BEeTEPUHAPHOTO NPUMeHEHUs! AoSKHa HaHOCUTbCS Haanuck: "[ns BeTepMHapHOro NpUMeHeHus".

12. Ha BTOpu4YHyt0 (NOTpPebUTENbCKYD) YNakoBKY HNEKapCTBEHHOro npenapata HaHOCUTCS
LUTPMXOBON KOA.

Maea 9. BBO3 JIEKAPCTBEHHbIX CPELOCTB
B POCCUNCKYIO ®EOEPALUIO U BbIBO3 NEKAPCTBEHHbIX CPEACTB
N3 POCCUNCKOW ®EOEPALIUMN
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

CraTbs 47. NMopsgok BBO3a NNeKapCcTBEHHbIX cpeacTB B Poccuiickyro degepaunio u BbIBO3a
nekapcTBeHHbIX cpeacTB n3 Poccuickon ®epepauunm
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

1. BB03 nekapcTBeHHbIX cpeacts B Poccuiickyio degepaumio OCyLLECTBRSETCS B MNOPSAKe,
ycTaHoBneHHoMm [paButenbctBom Poccuiickon ®epepaummn, B COOTBETCTBMUM C  TaMOXEHHbIM
3aKoHO4aTenbLCTBOM TaMoOXeHHoro coto3da B pamkax EBpA3DC (manee - TaMOXeHHbIN CO3) U (Mnu)
3akoHogaTenbcTBOM Poccuiickon ®epgepaunmn o TaMOXXeHHOM Aerne.

(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-03)

KoHcynbTaHTlmoc: npumeyaHue.

[o 31.12.2023 poccuinckum nNpousBOAUTENAM paspeLleHo B YBEAOMUTENbHOM MOPsSAKe BBO3UTb He
BHECEHHble B peecTp apmaueBTudeckne cybctaHumMm Ans BEeTepUHapHOro MNpYMEHeHus Ans
NPOM3BOACTBA 3aperncTpmMpoBaHHbIX NekapcTBeHHbIX cpeacTts (MoctaHosneHue lNpaButensctea PO
ot 12.03.2022 N 353).

2. Beo3umble B Poccuiickyto defepaunio nekapCcTBeHHble CpeAcTBa [AOMKHbl COAEpXaTbCs B
rocygapCTBEHHOM peecTpe NeKapCTBEHHbIX CPEACTB.
(B pea. PenepanbHbix 3akoHOB OoT 06.12.2011 N 409-®3, o1 27.12.2019 N 462-03)

3. OonyckaeTtcs BBO3 B Poccuiickyto egepauntio KOHKPETHON NapTum 3aperncTpupoBaHHbIX U (Mnn)
He3aperncTpupoBaHHbIX NEKapCTBEHHbIX CPeAcTB, MpedHasHa4yeHHbIX ANs MPOBEAEHUS KIMHUYECKNX
uccrnefoBaHUn NekapCcTBEHHbBIX MpenapaToB, NPOBEAEHUSA 3KCMEPTU3bl NeKapCTBEHHbLIX CPeAcTB Ans
OCYLLECTBIEHNST TOCYQAPCTBEHHON perncTpaumMu nekapcTBeHHbIX npenapaToB wnuv Ans  oKasaHwus
MeOULMHCKON NOMOLLM MO XU3HEHHbLIM MOKa3aHWsM KOHKPETHOro nauneHTa Ha OCHOBaHWUW paspeLueHus,
BblJAHHOIO YMOSTHOMOYEHHbIM (hbefepanbHbIM OpPraHoOM UCMOMHUTENBHOW BNAcCTU NO 3asABfEHUSM nuu,
yKasaHHblX B cTatbe 48 Hactoswero depgepanbHoro 3akoHa. PaccMoTpeHue Takoro 3asiBNneHus u
NPUHATUE peLLeHns O Bblgade paspelleHusl Ha BBO3 KOHKPETHOW NapTuUmM 3apermcTpupoBaHHbIX U (unwu)
He3aperncTpupoBaHHbIX NEKapCTBEHHbIX CPeacTB, MpefHasHa4yeHHbIX ANs MPOBEAEHUS KIMHUYECKNX
nuccnefoBaHM NekapcTBEHHbIX MnpenapaToB, MPOBEOEHWUs 3KCNepTU3bl NeKapCTBEHHbIX CpeacTB Ans
OCYLLIECTBMEHNSA TrOCYAapCTBEHHOW peructpauumn nekapcTBeHHbIX MpenapaTtoB WNu Ans  okasaHus
MEOULMHCKON MOMOLLUU MO KM3HEHHBIM MOKa3aHUAM KOHKPETHOro nauueHta nvbo ob oTkase B Bbigaye
YKa3aHHOrO paspeLleHust NMpou3BOOATCS B CPOK, He MpeBbiwakwwmn natu paboumx gdHen. lNnata 3a
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Bblayy YKa3aHHOro paspeLleHust He B3MMaeTCs.
(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-03)

KoHcynbTaHTlntoCc: npyumeyanue.
C 01.01.2024 4. 3.1 cT. 47 yTpaymBaet cuny (P3 ot 27.12.2019 N 475-03).

3.1. Oonyckaetca BBO3 B Poccuickyto denepaumio KOHKPETHOW NapTMM He3aperncTpupoBaHHbIX
nekapcTBEHHbIX NpenapaToB, CoAepXallMx HapKOTUYEeCcKMe CpeacTBa UnM NCUXOTPOMHbIE BeLLEeCcTBa, B
nopsiake, yctaHosneHHoMm [lpaButensctBoM Poccuiickon ®depepaumu, Ond okasaHus MeaULMHCKOMN
MOMOLLM MO XXMU3HEHHbIM MOKa3aHWSAM KOHKPETHOro nauueHTa Wnu rpynnbl NauueHToB B Criyyae, ecnuv
UMeeTca pelleHMe BpavyebHOM KOMUCCUM MEOWMLMHCKOW opraHusaumm o HealdeKTMBHOCTM Unu
HEBO3MOXXHOCTU MPUMEHEHUS Y KOHKPETHOro MauueHTa MHbIX 3aperMcTpuUpoBaHHbIX fEKapCTBEHHbIX
npenapaTtoB, B TOM 4YMCIE coAepXalux Apyrve OEeCTBYHoLLME BELLecTBa, U O HeoOX0OMMOCTU BBO3a
OMNpederneHHoro  He3aperucTpypoBaHHOIO  JIEKApCTBEHHOrO  Mpenapata C  yka3aHMem  ero
MEeXOYyHapOAHOro HENATEHTOBAHHOIO (MMM XMMUYECKOTO, UMK FPYNNMPOBOYHOI0) HaMMEHOBaHNS, (POPMbI
Bbllycka M KonudectBa. [lepeyeHb 3aboneBaHUM M COCTOSIHWA U COOTBETCTBYHOLUMX FEeKapCTBEHHbIX
npenapaToB, coAepXallMx HapKOTUYEeCKMe cpeactBa WM MNCUXOTPOMHbIE BELLecTBa, B LEnsAx
OCYLLIECTBMEHMS MX BBO3a B COOTBETCTBUM C TpebOBaHWSIMM HACTOSILLEN 4YacTu YyTBepXAaeTcs
YNOMHOMOYEHHbIM (beepanbHbIM OpraHOM UCMOMHUTENBHOW BNACTW.

(vacTb 3.1 BBegeHa PepepanbHbiM 3akoHOM 0T 27.12.2019 N 475-93)

3.2. Jo 31 pekabps 2024 roga gonyckakoTcsi BBO3 Ha Tepputoputo Poccuiickon degepaumm um
obpauwieHne B Poccuiickon Pepepauumnm C¢ y4eToM OCOOEHHOCTEN, YCTAaHOBIEHHbIX [1paBUTENbLCTBOM
Poccuiickon ®epepaunv, 3aperncTpyMpoBaHHbLIX JIEKAPCTBEHHbLIX MpenapaToB ANd  MeOULMUHCKOro
NPYMEHEHNS B yNakoBKax, NpeaHasHavyeHHbIX AN obpalleHnss B MIHOCTPaHHbIX rocyfapcTBax, B cry4yae
AedeKTypbl NEeKapCTBEHHbIX MNPenapaTtoB WM pucka €e BO3HUMKHOBEHUS B CBA3W C BBEOEHUMEM B
oTHoweHun Poccuiickon Pegepaumm orpaHUYUTENbHLIX MEpP 3KOHOMMYECKOrO Xapakrepa npu ycriosum
COOTBETCTBMSI BBO3MMbIX J1IEKAPCTBEHHbLIX MNpenapaTtoB TpeboBaHWsIM, YCTAHOBMEHHbIM MpU  UX
perncTpaumm, 3a UCKNYeHneM TpebOoBaHUM K MEepBUYHON YMaKOBKE, BTOPUYHOM (NOTPEOMTEnbCKOoWn)
ynakoBke, a Takke Mpu Hanuium Ha BTOPUYHOM (NOTPEBUTENLCKOM) YMNakoBKe rfleKkapCTBEHHbIX
npenapaTtoB, Haxodswmxca B obpalleHuun, CamoKneswencs 3TUKeTKU, codepxallern uHopmaumio o
rnekapCTBEHHOM npenapare Ha PYCCKOM A3blKe.

(vyacTtb 3.2 BBegeHa ®PegepanbHblM 3akoHOM OT 26.03.2022 N 64-93; B pea. PeaepanbHOro 3akoHa oT
19.12.2022 N 519-93)

4. B Poccwuiickylo Pefepaumio MOXHO BBO3WUTb Jl€KapCTBEHHblE CPEACTBa, KayeCTBO KOTOPbIX
noATBEPXAEHO  cepTUdMKATOM  MNPOU3BOAMTENS  NIEKapCTBEHHbLIX  CPeACTB,  YAOCTOBEPSIOL MM
COOTBETCTBME BBO3UMbIX J1€KapCTBEHHbIX CpeacTB TpeboBaHusM apmakonenHblx crtaten nubo B
crny4vae ux oTCyTCTBUSI HOPMaTUBHOW AOKYMEHTaLUMU U HOPMaTMBHOIO IOKYMEHTA.

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

5. 3anpewaetca BB03 B Poccuiickyto ®degepaunio danbCcUULMPOBaHHbBIX NeKapCTBEHHbIX
cpencTs, HeJobpokayeCTBEHHBIX NTEKAPCTBEHHbBIX CPEACTB, KOHTPadaKTHLIX NTEKapCTBEHHbIX CPEACTB.
(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

6. PanbcMduUMpoBaHHbIE NEKAPCTBEHHbIE CPeACTBa, HeAOOpOoKayeCTBEHHblE JIEKAPCTBEHHbIE
cpeacTBa noanexart U3bATUIO U NocneaylowemMy YHUUTOXEHUIO Nnn BelBo3y 13 Poccuiickon denepaumu,
KOHTpadaKTHble NeKkapcTBeHHble CpeacTBa - U3BbATUIO U NOCNeayloWeMY YHUUTOXEHUIO. YHUUTOXEHNE
unn  BbiIBO3 K3 Poccunckon depepaumm  hanbCUPULMPOBAHHBLIX  FIEKAPCTBEHHBLIX  CPEACTB,
HeJOOpOKaYeCTBEHHbLIX  NIEKapCTBEHHbIX  CPEACTB,  KOHTpadhaKkTHbIX  FIEKAPCTBEHHbIX  CPEACTB
OCYLLeCTBMSETCA 3a cyeT nuua, ocylecTBuBLIEro WX BBO3. [lopsOoK YHUUTOXEHUS U3BATbIX
danbcMdnLMpOBaHHbIX EKAPCTBEHHbIX CPEACTB, HeOOoOpPOKa4YeCTBEHHbLIX JIEKAPCTBEHHbLIX CPeacTs,
KOHTpadaKTHbIX NeKkapCTBEHHbIX cpeacTB ycTaHaBnmBaeTcs NpaButenscTBom Poccuiickon ®eagepaunn.
(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

7. Jlvnua, ocyuwectensawowme BB03 B Poccunckyto depepaumioo  danbcuuLmMpoBaHHbIX
NeKkapcTBEHHbIX  CpeacTB, HegoOpoKaYyeCTBEHHbIX  JIeKApCTBEHHbIX  CPEACTB,  KOHTpadaKTHbIX
nekapCTBEHHbIX CPeACTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C TAMOXEHHbLIM 3aKOHOAATENbCTBOM
TamoxxeHHoro cotosa 1 (unu) 3akoHogatenbcTBoM Poccuiickon degepaLimm o TaMOXEHHOM Aerne.

(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-03)

8. BbIBO3 nekapCTBeHHbIX cpeacTB u3 Poccuiickon ®egepauun ocyectsnseTcd 6e3 npyMMeHeHus
OrPaHUYEHUN, YCTAHOBIIEHHbIX TaMOXEHHbIM 3aKkoHOO4ATeNnbCTBOM TaMOXEHHOro cot3a u  (unwm)
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3akoHogaTtenbcTBoM Poccuiickon depepauum O rocyaapCTBEHHOM PErynuMpoBaHMM BHELUHETOProBow
NesaTenbHOCTN.

(B pea. PepgepanbHbix 3akoHOB oT 06.12.2011 N 409-d3, o1 25.11.2013 N 317-®3, o1 22.12.2014 N 429-
3)

9. BBopg B rpaxgaHckmii obOpoT NekapCTBEHHbIX MpenapaTtoB AN MeAWMLUMHCKOro NpUMEHEeHUs,
BBe3eHHbIX B Poccuiickyto degepaumnio, ocylecTBrnsieTcs ¢ cobnogeHmeM TpeboBaHui, yCTaHOBMEHHbIX
ctatben 52.1 HacTosiwero PegepanbHOro 3akoHa.

(vyacTb 9 BBegeHa denepanbHbiM 3akoHOM OT 28.11.2018 N 449-03)

KoHcynbTaHTln0C: npumeyaHue.
C 01.09.2023 cT. 47 pononHsietcsi v. 10 (P3 ot 02.07.2021 N 317-03). Cm. OyayLyo pegakumio.

Cratba 48. lOpuaunyeckme nuua, KOTOPbIM paspelleH BBO3 NEeKapCTBEHHbIX CpPeacTB B
Poccunckyro Pegepaumio
(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-03)

INekapcTtBeHHble cpeacTBa B Poccuiickyto efepauuio MoryT BBO3UTb:
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

1) npousBoouTenu rekapCTBEHHbIX CpeacTB ANnd  uenerd COBCTBEHHOrO  Mpou3BOACTBa
nekapCTBEHHbIX CPeACTB;

2) WHOCTpaHHble pa3paboTYMKM JNEeKapCTBEHHbIX CPEeACTB WM  MHOCTPaHHble Npou3BOAUTENU
neKkapcTBEHHbIX CPEACTB N Apyrie opuandeckme nuua no nopyyeHnto paspaboTynka fiekapCTBEHHOo
cpeacTBa Ans NPOBEAEHUS KIMMHUYECKUX UCCreOoBaHW NeKapCTBEHHOro npenaparta, OCYLLECTBIIeHUs!
rocygapcTBEHHON — perucTpauuMu  NeKapCTBEHHOro  MNpenapata, BKIOYEHMs  (papMaLleBTUYeCcKoi
cyGCTaHUMKN B rocyqapCTBEHHbI PeecTp NeKapCTBEHHbIX CPeACTB, KOHTPOSS KauyecTBa feKkapCTBEHHbIX
CPEeACTB MNPV HanMyYMn paspeLLeHnsl YNoNHOMOYEHHOro doeaeparnbHOro opraHa UCNONHUTENbHOW Bractu
Ha BBO3 KOHKPETHOM NapTuW NIeKapCTBEHHbIX CPEACTB;

3) opraHmnsauunmn OnTOBOWN TOProBJ11 NEKapCTBEHHbIMU CpeacTBamMu,

4) HayyHO-uccnepoBaTenbCkMe opraHu3dauuun, obpasoBaTefbHble OpraHMsauuMm  BbICLUEro
obpa3oBaHus, NPoM3BOAUTENN NEKapCTBEHHbIX CPeACTB ANns pa3paboTku, uccrnegoBaHUNM, KOHTPOMA
BesonacHocTW, KayecTBa, 3MAPEKTUBHOCTU NEKapCTBEHHbIX CpPeacTB MNpyM  HanmuMyum  paspeLllueHus
YNONHOMOYEHHOTO dheeparnbHOro opraHa UCNONHUTENBHOW BracTy;

(B pea. PenepanbHoro 3akoHa ot 02.07.2013 N 185-$3)

5) MeauuUMHCKUE opraHn3aumm, UHble yKasaHHble B NyHKTax 1 - 4 HacTosLWen cTaTb opraHusaumm
ANsi oKasaHua MeOMUMHCKON NOMOLLM MO XM3HEHHLIM NOKa3aHMAM KOHKPETHOro nauueHTa npu Hanum4mu
paspelleHnss YNonNHOMOYEHHOro dheeparnbHoro opraHa WUCMOSHUTENBHOW BIlacTU Ha BBO3 KOHKPETHON
napTuM nekapcTBEHHOro rnpenaparta, BbIAAHHOTO B YCTAHOBIIEHHOM nopsake B (bopme 3MneKkTPOHHOro
OOKYMeHTa, NoANUCaHHOrO YCUMEHHOWN KBanMOULUPOBaHHOW 3MNEKTPOHHOW NOANUCHIO;
(B pea. PegepanbHoro 3akoHa ot 12.03.2014 N 33-93)

KoHcynbTaHTlntoc: npumeyaHue.
C 01.01.2024 n. 6 cT. 48 yTpadusaet cuny (P3 o1 27.12.2019 N 475-03).

6) rocygapCTBEHHbIE YHUTAPHbIE NPEeanpUsaTUS, UMYLLIECTBO KOTOPbIX Haxogutcs B deaepansHon
cobcTBeHHOCTH, onpegensiemble [MpaButenbctBoMm Poccuiickonn dPepgepaumu, B 4acTu BBO3a B
Poccuiickyto  depepaumio  He3apermcTpupoBaHHbIX — JIEKAPCTBEHHbIX — MpenapaToB,  CoAepKallumx
HapKoTU4ecKue cpeactBa UMM MCUXOTPOMHbIE BeLLeCcTBa, AN OKasaHus MegULMHCKOW MOMOLM Mo
YXU3HEHHbIM MOKa3aHUAM KOHKPETHOro nauueHTa unu rpynnbl NaunMeHToOB B COOTBETCTBMM C YacTbio 3.1
ctatbu 47 HacToswero denepanbHOro 3akoHa.

(n. 6 BBegeH deaepanbHbiM 3akOHOM OT 27.12.2019 N 475-03)

CraTtbsa 49. [lokyMeHThI, NpeAcTaBlisieMble B TaMOXeHHble opraHbl Poccunckon ®eaepauun
npu BBO3e NIeKapCTBEeHHbIX cpeacTB B Poccuiickyro ®epepauumto
(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. Tpn BBO3e nekapcTBEHHbIX cpedcTB B Poccuiickyto Pegepaumio B TaMOXEHHblE OpraHbl
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Poccuiickon ®epepauumn Hapsgy € OOKYMeHTaMu, nNpeacTaBrieHne KOTOpbIX  NpeaycMOTPEHOo
TaMOXeHHbIM 3aKOHOAATENbCTBOM TaMOXEHHOro cokw3a K (Mnu) 3akoHodaTenbCcTBOM Poccunckon
degepaumm o0 TaMOXEHHOM Aene, NPeacTaBNATCA cneayouime JOKYMEHTbI:

(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) cepTudmKaT NpPOU3BOAMTENS IEKAPCTBEHHOIO CPeACTBa, YAOCTOBEPSIOWMIA COOTBETCTBUE
BBO3VMOTO J€KApCTBEHHOIO cpefcTBa TpeGoBaHuWAM apMakoneiHon ctatbM nubo B cryyae ee
OTCYTCTBUSI HOPMATMBHOMN JOKYMEHTaLUM UM HOPMaTUBHOTO JOKYMEHTa;

2) paspelleHre YNoNHOMOYEHHOrO (edepanbHOro opraHa MCMOSMHWUTENbHOM BRacTM Ha BBO3
KOHKPETHOW NapTuM NEeKapCTBEHHOrO CPeAcTBa B CriyyasiX, YCTAHOBMEHHbIX 4acTbto 3 cratbu 47
HacTosiLero PeaepanbHOro 3akoHa.

2. [JokymeHTbl, ykadaHHble B nyHkTax 1 M 2 vactu 1 HacToswen cTtatbW, NPEACcTaBnsoTCS B
TaMoXeHHble opraHbl Poccunckon depepaumm npy npubbITUM NEKapCTBEHHbIX CpeacTB B Poccuiickyto
denepaumio.

(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratbsa 50. BB0O3 nekapcTBeHHbIX npenapatoB B Poccuickyo ®egepauuio Ans nNUYHOro
MCMONb30BaHUA U UHbIX HEKOMMEPYECKUX Lierer, a Takke ANl MCMOJNIb30BaHUS Ha TeppuTopum
MeXAyHapoaAHOro MeAULIMHCKOro Knacrepa
(B pea. PepepanbHbix 3akoHOB oT 06.12.2011 N 409-®3, o1 29.06.2015 N 160-93)

1. JlekapcTBeHHble npenapaTbl MOryT ObiTb BBe3eHbl B Poccuiickyito ®Pepepaumio 6e3 yyeta
TpeboBaHW, NpeayCMOTPEHHbIX YacTsiMu 1 - 4 ctaTbu 47, ctatbsamn 48 n 49 Hactoswero ®egepanbHOro
3aKOHa, ecnv OHW NpegHa3Ha4veHbl Ans:

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

1) NMYHOro MCNonNb3oBaHUSA OU3NYeCKMMK nNuuamm, npndsiBLMMK B Poccuiickyto Pepepaumio. Mpu
3ToM BBO3 B Poccuiickyto ®egepaunto nekapcTBeHHbIX NpenapaToB, COAepXalluX CUNbHOOENCTBYOLINE
n (MnNu) A0OBUTbIE BELLECTBA, BKITOYEHHbIE COOTBETCTBEHHO B CMMUCOK CUITbHOAENCTBYIOLNX BELLECTB
ONs Lenen yronoBHOro sakoHogatenbctBa Poccuiickon ®epepaummn 1 B CNUCOK SIAOBUTLIX BELLECTB AN
Lenen yronoBHOro 3akoHogaTtenbctBa Poccuinickon depepaunn, yTBepxaeHHble [1paBUTENbCTBOM
Poccuiickon ®egepaunm, ocyLecTBNAeTca npy HanuyinM JOKYMEHTOB (3aBepeHHbIX KOMUN AOKYMEHTOB
UNM 3aBEpPEeHHbIX BbIMMCOK M3 HUX), MOATBEPXAANOLWMX Ha3Ha4yeHue U3MYECKOMY NULy YyKasaHHbIX
NeKapCTBEHHbIX NpenapaToB (3a WCKMIOYEHUEM NEKApPCTBEHHbIX MpenapaToB, 3aperMcTpuMpoBaHHbIX B
Poccuiickon ®epgepauun n otnyckaembix B Poccuiickon ®epepaumm 6e3 peuenta Ha fnekapCTBEHHbIN
npenapart). [NogTBepxaarLime OOKYMEHTbI (MX 3aBEPEHHbIE KOMUU UNWN 3aBEPEHHbIE BbIMUCKU U3 HUX)
OOIMKHbI - cofepXaTb CBEAEHWST O HaMMEHOBAHUM W  KONUYECTBE HA3HAYEHHOro JeKapCTBEHHOIO
npenapata. B cnyyae, ecnv noateBepxaaroLme OOKYMEHTbI (MX 3aBEPEHHbIE KOMUU MMM 3aBEpPEeHHbIe
BbIMNCKM M3 HMUX) COCTaBMEHbl HA MHOCTPAHHOM $13blKe, K HUM MpunaraeTcs HoTapuarbHO 3aBEPEHHbIN
nepeBOf Ha PYyCCKUM A3bIK;

(n. 1 B pea. ®egepansHoro 3akoHa oT 02.06.2016 N 163-$3)

2) wucnonb3oBaHWsA  paboTHMKaAMK  OUNIIOMAaTMYECKOro  koprnyca uWnvM  npeacrtaBuTensmu
MEeXAyHapOAHbIX OpraHu3auun, akkpeanToBaHHbIX B Poccunckon denepauny;

3) nevyeHus MNaccaXvpoB W UYNIEHOB 3JKUMAXKEW TPaHCMOPTHbIX CPeACTB, Mnoes3gHbix Gpurag u
BOAMWTENEW TPAHCMOPTHBLIX CpeacTB, NpMbbIBLINX B Poccunckyo Pegepaumio;
(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-03)

4) neyeHUs y4aCTHUKOB MEXOYHAPOAHbIX KyNbTYPHbIX, CMOPTUBHBLIX MEPOMPUATUA N Y4aCTHUKOB
MeXAyHapOAHbIX SKCneanLmi;

5) nevyeHUss KOHKPETHbIX XMBOTHbLIX B 300Onapkax, 3oocajax, Uupkax, OKeaHapuymax,
AenbuHapuax, neyYyeHust OMKUX JKMBOTHBLIX, MOCTOSIHHO WM BPEMEHHO Hacensaowux TeppuTopuio
Poccuickon ®epepauun, HaxogswWMXCA B COCTOSIHUM €CTeCTBEHHOW cBoGoAbl M MpuHagnexawmx K
BMaaM, 3aHeceHHbiM B KpacHyio kHury Poccuiickon depepaumm u (Mnv) KpacHble KHUMM CyObeKkToB
Poccuiickon ®epepaumn, a Takke XMBOTHbIX, BBO3UMbIX B Poccunckyto Pegepaumio ans ydactus B
CMOPTMBHbBIX U 3PENULLHBLIX MEPONPUATUSX;

(B pea. PegepanbHbix 3akoHOB 0T 06.12.2011 N 409-®3, ot 02.08.2019 N 297-93)

6) MCNONb30BaHUS HA TEPPUTOPUN MEXAYHAaPOAHOro MeAULIMHCKOrO Knacrepa.
(n. 6 BBegeH denepanbHbiM 3akoHOM OT 29.06.2015 N 160-03)
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2. B cny4asx, npegyCMOTPeEHHbIX YacTbio 1 HacTosen ctaTtbu, JonyckaeTcs BBO3 B Poccuickyto
denepaumio nekapCTBEHHbIX NpenapaTos, He 3aperncTpupoBaHHbIX B Poccuickon ®epepauun.
(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-03)

3. JlekapcTBeHHbIe NpenapaThbl, NpeAHa3Ha4YeHHble ANg ryMaHUTapHOW noMoLm (CoaencTBUst) Unm
noMoOLM MpU  YpesBblYaMHbIX CUTyaumsx, BBO3STCA B Poccunckyto depepaumio B Mopsigke,
ycTaHoBrneHHoM [lpaButensctBom Poccuiickon ®epepauun. 3anpelwtaetcs BBo3 B Poccuiickyto
dPepepaumio  He3aperncTpyMpoBaHHbIX  FIEKAPCTBEHHbLIX  NpenapaTtoB,  MNpedHas3HadeHHbIX AN
ryMaHuTapHom NoMoLLmM (COOeNCcTBNS) UNU MOMOLLM NMPU YpEe3BblYaNHbIX CUTYyaLUNAX.

(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Ctatba 51. CoTpyaHuyecTBO (beAepanbHOrO oOpraHa WCMONIHUTENBLHOW  BRacTy,
YNONHOMOYEHHOro B 0o6nacT¥ TamMoOXeHHOro Aena, U ApYrux YNoONHOMOYeHHbIX deaepanbHbIX
OpraHoB UCNOJTHATENIbHOW BacTu

1. YNONHOMOYEHHbIE cbep,epaanble OpraHbl NCMOMHNTENBHON  BRacTu npegocTaBlidlOT B
pacnopsaxeHne c*)ep,epaanoro opraHa UCMOSMHNTENBHON  BacTw, YNOJIHOMOYEHHOIO B obnactu
TaMOXXeHHOro pgena, Focyﬂ,apCTBeHHbIVI peecTtp nekKapCTBEHHbIX CpeacTB, a TaKXe Vchbopmaquo 0}
BblJAaHHbIX pa3peleHnAax Ha BBO3 KOHerTHOVI napTmnm nekKkapCTtBeHHbIX Cpeacts B CliyyasX,
YCTaHOBJ1€HHbIX YaCTbtO 3 ctaTtbu 47 HacTosLWEero CDe,qepaanoro 3aKOHa.

2. ®epepanbHbIl OpraH WCMNOMHUTENBHOW BriacTW, YMNOMHOMOYEHHbIN B 0BnacTM TamOXEeHHOro
aena, HopMUpyeT ykasaHHble B YacTu 1 HacTosLWEN cTaTby YNONTHOMOYEHHbIE ddefeparbHble opraHbl
WCMONMHUTENBHOM BNacTM O BBO3e IleKapCTBEHHbIX cpeacTB B Poccuiickyio denepaumio n BbiBO3e
nekapcTBeHHbIX cpeacTe M3 Poccuiickon Pepgepaumm no dopmMe 1M B Nopsiake, KOTOpble YCTAHOBSEHbI
MpaButenbctBOoM Poccuiickon ®eagepaunn.

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

Maea 10. PAPMALIEBTUYECKAA OEATENBbHOCTb
Cratba 52. OcywecTBrneHne dpapmaLeBTUHECKON AeATENbHOCTU

1. ®dapmaueBTnyeckas [[eATENbHOCTb OCYLIECTBMASIETCS OpraHuM3auusMu OnNTOBOW TOProBMU
NEeKapcTBEHHbIMM  CpeacTBamMu,  anTeYHbIMM  OpraHusauusamu, BETEPMHAPHBIMU  AnNTEYHbIMU
opraHusaumsMmu, HAMBUAYanbHbIMU npeanpuHUMaTensiMu, nMerLwmmm NULEH3UIo Ha
dapmaLeBTUYECKYD OeATENbHOCTb, MEOWUUHCKMMM  OpraHuM3aumsamMu, WMERLWMMU  MULEH3NI0  Ha
dhapmaLeBTMYECKYD OesaTenbHOCTb, M WX 006ocobneHHbIMM noapasgeneHammu  (ambynartopusamu,
denbalepckummn 1 - denbawepcko-akylepckMMM  MyHKTaMu, LeHTpamu  (oTaeneHusmn)  obLuen
Bpa4yeOHOM (CEMENHON) MNPaKTWUKKU), PACMOSIOKEHHBIMUA B CENbCKMX HACEeNEeHHbIX MYHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeYHble OpraHusauuu, U BeTEepMHApPHbIMU OpraHvM3auusiMi, UMEKLUMN NMUEH3NI0 Ha
dhapmaueBTUYECKYIO AeATENbHOCTb.

(B pea. PenepanbHoro 3akoHa ot 25.11.2013 N 317-$3)

KoHcynbTaHTlntoc: npumeyaHue.

Y. 2 cT. 52 (B peq. 3 ot 28.04.2023 N 149-d3) B yacTu akkpeanTaLum CneumanmcToB C BbICLUIUM UK
CpeaHMM BeTepuHapHbIM 00pa3oBaHMEM, OCYLLECTBASOWMX (apMaLeEBTUYECKYO AeSATENbHOCTb,
npumeHsetcs ¢ 01.03.2026. CepTtudukatbl Takum nuuam BbigaoTca no 28.02.2026 n aencTByoT He
bonee 5 ner.

2. dunsmyeckne nuua MOryT OCYLUECTBMSATb (hapMaueBTMYECKYD OeATENbHOCTb MPU HanmM4ymu
BbiCLLEro wnuM cpegHero apmaueBTnyeckoro obpasoBaHus w cepTudmkata cneumanucta nmbo
NPOVOEHHOW aKKpeauTauuu cneyuanucTta, BbICLLEr0 WM CPedHero BeTepuHapHoro obpasoBaHus U
cepTucukata cneumanucta nMbo NPOMAEHHOW akkpeauTauuu cneumanucta, a Takke BbICLUEro Wnu
cpegHero MeauuMHcKoro obpasoBaHus, cepTudukaTa cneumanucta nubo NpoWMAeHHON akkpeguTaumu
crneynanucta u OONONHUTENBHOrO NpodeccuoHanbHOro obpasoBaHUsi B 4acTM PO3HUYHOW TOProBMM
nekapCcTBEHHbIMW MpenapaTamMmy ONs  MEeOUUMHCKOTO NPUMEHEHWsT MNpu  ycrnoBum ux paboTbl B
060Cc06EeHHbIX NOApa3AeneHnsax MeEQULMHCKNX OpraHn3aunii, ykasaHHbIX B 4acTh 1 HacTOsALLEN CcTaTbu.
(vacTb 2 B pen. PepepanbHoro 3akoHa ot 28.04.2023 N 149-03)

KoHcynbTaHTlM0C: npumeyaHue.
JlekapcTBeHHbIEe Npenapatbl AN MeAULUHCKOrO NPUMEHEHWS!, BBEAEHHbIE B rpa)kaaHCKMI obopoT Ao
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29.11.2019, nognexart XpaHeHuto, nepeBo3ke, OTMYCKy, peanu3aumu, nepefade, NpUMEHEHUIO A0
ncTeveHus cpoka nx rogHoctun (P3 ot 28.11.2018 N 449-93).

Cratbs 52.1. BBoa B rpaxgaHCKU o60poT NekapCcTBEHHbIX NpenapaTtoB AN MegULMHCKOro
NnpUMeHeHus1
(BBegeHa depepanbHbIM 3akoHOM OT 28.11.2018 N 449-03)

1. Nepen BBOAOM B rpaxgaHCcKnini 060pOT KaXKAOW Cepun UNN Kaxkaon napTum npov3BeSeHHOro B
Poccuiickon ®epepaumm nekapCTBEHHOro npenapaTta Ans MeQULUHCKOrO NPUMEHEHMS, 3a UCKIIOYEHNEM
UMMYHOBMOMOrMYECKNX  NIEKAapCTBEHHbIX MpenapaToB, MNPOM3BOAUTENb TaKOro  JIEKAPCTBEHHOTIO
npenapata npeacTtaensieT B oegeparnbHblil OpraH UCMONTHUTENBHON BNACTW, OCYLLECTBASIOWNIA (YHKLMM
Mo KOHTPOMIO M Haasopy B cdepe 34paBOOXPaHEHMs, OOKYMEHT MNPOM3BOAMTENS J1EeKapCTBEHHOrO
cpenctea, MOATBEPXKOAMOWMMA  KAa4eCTBO  NEKApCTBEHHOrO  Mnpenapata, W NOATBEPXAEHWE
YMOMTHOMOYEHHOIO fMua MNpPOU3BOAUTENS NEKAPCTBEHHbIX CPeACTB COOTBETCTBUSA EKapCTBEHHOMO
npenapata TpeboBaHUsIM, YCTaHOBMEHHbBIM NPW €ro rocyaapCTBEHHOW perncrpawmu.

2. MNepen BBOOOM B rpacaaHCKuM OOOPOT KaXKAOW Cepun WM KaxaoW napTum BBO3UMOIO B
Poccuiickyto  depepaunio  nekapCTBEHHOro npenapata  Ans  MeOUUUHCKOTO  MPUMEHEeHus, 3a
WCKIMIOYEHNEM MMMYHOOMONOTMYECKMUX JIEKAapCTBEHHBIX MpenapaToB, OpraHv3auusi, OCyLLecTBsioLlas
BBO3 JleKapCTBEHHOro npenaparta B Poccuiickyto Pepepaumto, npeacraenset B deaepanbHbil opraH
WCMOMHMTENBHOW  BMNAacTW, OCYLLECTBNSAWMA YHKLMXW NO KOHTPONO M Hag3opy B cdepe
30paBoOXpaHEHUsi, cepTudmkaTt MNpPoM3BOOUTENS  FIeKApCTBEHHOINO CpeacTBa, YAOCTOBEPSHOLLMNA
COOTBETCTBME BBO3WMOIO JEKAPCTBEHHOrO npenapaTta TpeboBaHusIM apmakonerHon cTaTbW, a B
cnydae oTcyTCcTBUS  papMakonerHonm cTtatbuM TpebOBaHMSAM HOPMATMBHOW  OOKYMEHTauuu, U
noaTBEPXXAEHME NpeacTaBUTeNns OpraHu3auum, OCyLLEeCTBRSAOLEA BBO3 NEKApPCTBEHHOrO npenaparta B
Poccuiickyto degepaumio n ynonHOMOYEHHON MHOCTPaHHBbIM MPOU3BOANTENEM NEKAaPCTBEHHbIX CPEACTB,
COOTBETCTBMSI BBO3MMOIO JIEKApCTBEHHOrO npenapara TpebOoBaHUAM, YCTaHOBIEHHbIM MpU  €ro
rocyapCTBEHHOWN perncrTpaumm.

3. MNopsigok npeacTaBneHnst B COOTBETCTBUM C YacTaMu 1 1 2 HacTosiwen ctaTbn JOKYMEHTOB U
CBEAEHUN O feKapCTBEHHbLIX MNpenapaTax, BBOAMMBbIX B rpaxgaHckuii o6OopoT, ycTaHaBnMBaeTCs
MpaButenbctBOoM Poccuiickon ®eagepaunn.

4. B oTHOWeEHUN nepBbIX TPeX Cepun unM napTUn IeKkapCTBEHHOro npenapaTa, Brepsble
npounseeneHHoro B Poccunckon depepaumm unu Bnepsble BBo3nMOro B Poccunckyto ®epepauuio, B
denepanbHbI opraH UCNONHUTENBHOW BNACTU, OCYLLECTBSIOWNA (DYHKLMM NO KOHTPOMO U Haas3opy B
chepe 3gpaBoOOXpaHeHUs, OOMNOMHUTENBHO NpeacTaBnseTcs MNpPOTOKON WUCNbITAHUA O COOTBETCTBUU
cepuu Unn NapTum NekapcTBEHHOro npenapara Ang MeauLMHCKOro NpUMeHeHUs nokasatensiM KayecTsa,
npeaycMOTPEHHbIM HOPMAaTMBHOW [JOKyMeHTauuen (ganee - MpPOTOKON WUCMbITaHWn), NPOBOAMMbBIX
aKKpeauTOBaHHbIMW B COOTBETCTBUM C 3akoHoAaTenbCcTBoM Poccuiickon ®epepauun o6 akkpegutaummn B
HaUuMoHanbHOW  cucTemMe  akkpeguTaumm  defepanbHbiMM  FTOCYOApCTBEHHBIMUM — OHOKETHBIMU
yypexgeHuamu, noaBeaOMCTBEHHbLIMU degepansHOMY — opraHy — UCMOMHUTESTbHON BnacTtu,
ocyLlecTBRsowemMy QYyHKUUKN N0 BbIpaboTKe 1 peanu3auumn rocygapCTBEHHOW NOMUTUKA U HOPMATUBHO-
nNpaBoOBOMY pPerynmpoBaHuio B cdepe 34paBoOXpaHeHus, n hegeparbHOMY OpraHy WUCMOMHUTESTbHON
BnacTu, ocylwiecTtensawowemMy yHKLMM MO KOHTPOM U HaA30py B cdepe 3apaBooxpaHeHus. [lopsgok
Bbldayn ykasaHHbIMK defepanbHbIMM  FTOCYAApPCTBEHHBIMU  BHOMHKETHBIMU  YYPEXOAEHUSAMN  OAHHOrO
npoTtokorna W pasmep nnaTbl 3a ero Bbigady YycrtaHaenueawTcsa [lpaButensctBoM Poccuiickon
degepaumn.

5. ExxerogHo He nosgHee 1 deBpansa NPon3BOAUTENU NEKapCTBEHHbIX CPeaCTB UMM opraHn3aunmn,
OCYLLIECTBMIAIOLME BBO3 NeKapCTBEHHbIX npenapaToB B Poccuiickyto Pegepaumio, npeacraensioT B
denepanbHbI opraH UCNONHUTENBHOW BNACTU, OCYLLECTBAIOWNA (PYHKLMM NO KOHTPOMO U Haas3opy B
cdepe 30paBOOXPaHEHNs], MPOTOKOS UCMbITAHUI MOCTYNMBLLErO B TEYEHWE rofda B rpaxgaHckun o6opoT
neKapCcTBEHHOro npenapata KOHKPETHOro npoussoauTens (Ha OOHYy Cepuio Kaxaoro TOProBoro
HaVMEHOBaHUS C y4eTOM feKapCTBEHHOM (POPMbl M OO3MPOBKU), MPOBOAMMbBIX aKKpPEOUTOBAHHLIMU B
COOTBETCTBMM C 3akoHodaTenbcTBoMm Poccuiickon ®Pepepaumn o6 akkpeguTauum B HaUMOHaNbHOMW
CUCTEMe akkpeamMTauum ucnbiTaTenbHbIMY nabopatopusamu (LeHTpamu).

6. [MpomsBoguTenn nekapCTBEHHbIX CPeACTB WM  OpraHusaumy, OCYLLEeCTBASKLWNE BBO3
nekapcTBeHHbIX npenapatoB B Poccuiickyto degepaumio, He MeHee YeM 3a OAWH rof A0 MiaHMpyeMbIX
NPUOCTaAHOBIIEHUA WK NpeKpalleHna npoun3BoACcTBa J1IeKapCTBEHHbIX MnpenapaTtoB UM UX BBO3a B
Poccuiickyto Pepepaumnio yBegomnsawT 06 3TOM dhedeparnbHbIii OpraH MCMOMHUTENbHOW BNacTw,
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OCYLLECTBMALLMIA PYHKLMI NO KOHTPOIO U HAaa3opy B cdepe 3apaBooxpaHeHns 1 doeaeparnbHblil opraH
WCMOMHUTENBHOW  BNAacTW, OCYLUECTBNAWMA  (YHKUMM MO JIMLEH3MPOBaHUIO  MPOM3BOACTBA
neKkapcTBEHHbIX CPeaCTB.

7. Beog B rpaxgaHckmi obOpOT KaXOoW cepum WnmM Kaxkgon naptum UMMYHOOMONOrMYeckoro
nekapcTBeHHOro npenapara, npovssegaeHHoro B Poccunckon degepaumm unm BBO3MMOro B POCCUNCKYLO
dPenepaumio, OCYLLECTBNSAETCA Ha OCHOBaHUWM paspelleHusl, BblAaHHOrO deaepanbHbIM  OpraHoM
WCMOMHMTENBbHOW  BMacTW, OCYLIECTBASALWNMM (YHKUMKM MO KOHTPOM U  Hags3opy B cdepe
3[paBoOXpaHeHnsi, Ha OCHOBaHWW BblAaHHOIO deaepansHbIMM rOCYAAPCTBEHHLIMU - BOAKETHBIMU
yyYpexaeHuamMu, ykasaHHbIMM B 4acTu 4 HACTOALLEN CTaTbW, 3aKMYEeHUst O COOTBETCTBUM Cepun Unm
napTmm UMMYHOBMOMNOrMYEeCcKoro nekapcTBEHHOro npenapata TpeboBaHMAM, YCTaHOBMEHHbIM NPU €ro
rocyaapcTBeHHon pernctpauun. MNMopsagok Bblgaum paspelleHns Ha BBOA B rpaxaaHCkui obopoT cepum
Unu NapTum MMMyHOBMONOrM4EeCcKOro NekapCTBEHHOro nNpenapaTa, a Takke NopsiioK Bblgavn yka3aHHOro
3aKknioYeHMs 1 pasmep nnatbl 3a ero Bblgayy YycTtaHaBnueaiwoTcs [lpaButensctBoMm Poccuickon
denepaumm.

8. 3a HenpencrtaBneHwe wnNu HeCBOEBPEMEHHOE MpeAcTaBneHue [OOKYMEHTOB W CBeAEHUN,
npeaycMoTpeHHbIX YacTamn 1, 2, 4, 5 n 6 HacTosLen cTaTbn, NPOU3BOANTENMU NEKAPCTBEHHbLIX CPEACTB U
opraHusaumm, OCyLLeCTBMSAIOLINE BBO3 NEKApCTBEHHbIX npenapaTtoB B Poccuickyto degepaunio, HecyT
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKoHOAaTeNbCTBOM Poccunckon degepaumn.

9. lNpeacTtaBneHne LOKYMEHTOB M CBeAEHWW, NPeayCMOTPEHHbIX Yactamu 1, 2 un 4 HacToswen
cTatbW, M MNONydYeHWe npeayCMOTPEHHOro 4YacTbld 7 HACTOsILLENW CTaTbWM paspelleHust Ha BBOA
MMMYHOBMOMNOrMYeckoro neKkapCTBEHHOrO Mpenapata B rpaXpgaHCckun obopoT He TpebywTca B
OTHOLLUEHMN JIEKApPCTBEHHbIX MpenapaToB, MpedHasHa4YeHHbIX AN NPOBEAEHMST  KITMHUYECKMX
nccrneoBaHU NEeKapCTBEHHbIX MpenapaToB, MPOBEAEHUS 3KCMEePTU3bl NeKapCTBEHHbIX CPEeACTB Ans
OCYLLECTBNEHUSI TOCYAapCTBEHHON pPEerncrpauumn nekapCcTBEHHbIX MPenapaTtoB, a Takke B OTHOLUEHWM
He3aperncTpUpOBaHHbIX NEKAapCTBEHHbLIX MpenapaToB, NpefHa3Ha4YeHHbIX Afsl OKasaHWst MeaMLMHCKOM
MOMOLLUM MO >KM3HEHHbIM MOKa3aHWsIM KOHKPETHOro nauuMeHTa Wnu rpynnbl NauvMeHToB, BBO3MMbIX B
Poccuiickyto ®epepaunio B cooTBETCTBMM € YacTamum 3 n 3.1 ctatem 47 Hactosawero depepansHOro
3aKoHa.

(B pen. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)

10. lMNpwu BbISBNEHWM B rpaxgaHckoM obopoTe cepuy wnu NapTuUM NekapcTBEHHOro npenapaTa,
OOKYMEHTbl U CBeJeHUs O KOTOpbIX, MPedyCMOTpPeHHble vactamu 1, 2 n 4 HacToswen craTtbu, He
npeacraeneHbl B eaepanbHbii OpraH WCMONHUTENbHOW BMNAcTW, OCYLLECTBNALWMIA YHKLUUN MO
KOHTPOMIO M Haasopy B cdepe 3apaBoOXpaHeHus, nmbo cepum unu naptum MMMYHOBMOMOrn4eckoro
nekapCcTBEHHOrO MpenapaTta, He WMelWwnx paspeleHnus Ha BBO4 B rpaxaaHckui  obopor,
NPeaycMOTPEHHOIO0 4YacTblo 7 HacTosilen cTtaTbu, depepanbHbii opraH WCNONMHUTENBHOW BracTy,
OCYLLIECTBNAWNA  DYHKLMXU MO KOHTPOMKO W Hapsopy B cdepe 34paBOOXPaHEHUs, B MOpsAke,
ycTtaHoBreHHoM [paButensctBom Poccuinckon ®depepauun, MPUHUMAET pelleHne O MpekpalleHun
rpaxxgaHckoro obopoTa Takmx cepum Unm napTum 4o npeacTaBneHus ykasaHHbIX JOKYMEHTOB U CBEAEHUN
nMBo NonyyYeHns yKasaHHOrO paspeLleHuns.

KoHcynbTaHTlmoC: npumeyaHue.
C 01.09.2023 pokymeHT ponomnHsietcs cT. 52.2 (3 ot 02.07.2021 N 317-93). Cm. Oyayuiyto
penakumio.

Cratba 53. lpopaxa, nepepaya JreKapCTBEHHbLIX CpPeACTB OpraHu3auusiMM OMNTOBOM
TOProBsM NeKapCcTBeHHbLIMU cpeacTBamMmn

1. OpraHusauum onToBOW TOProBMNM NeKapCTBEHHbIMWU CPeacTBaMy MOTYT OCYLLECTBNSATb NPOAAXy
neKkapCcTBEHHbIX CPeAcTB WNM nepefaBaTb MX B YCTAHOBIEHHOM 3aKoHOAATeNbLCTBOM Poccuiickon
depepaumm nopsake (3a ncknoveHnem dapmanleBTUHECKON CYOCTaHL MM CnvpTa STUITOBOIO (3TaHorna):
(B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 481-93)

1) APYrYM OpraHM3auMsiM ONTOBOMW TOPrOBIM NEKAPCTBEHHLIMU CpeaCcTBaMU;

2) Npoun3BOANTENAM NEKAPCTBEHHbBIX CPeACTB ANs Lernen Nnpou3BoacTBa NeKapCTBEHHbIX CPEACTB;

3) anTe4vyHbIM opraHn3aunam n BetepunHapHbiM anTe4YHbiM opraHn3aunam,

4) Hay4YHO-MCCneoBaTeNlbCKUM OpraHM3aumnsam 4ns HaydHo-UccrnenoBaTensCkon paboThbl;
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5) nHoueuagyanbHbiM - npegnpuHuMartenam, uMernwmm  JnnMUueH3nK  Ha cbapmau,eBTquCKyro
0eATenbHOCTb Unn NMUEeH3no Ha MeANLNHCKYO OEATENTIbHOCTb;

6) MEOAVLIMHCKUM OpraHu3auusiM, B TOM YMCIE CO34aHHbIM U 3aperncTpupoBaHHbIM B COOTBETCTBUM
C 3aKoHO4aTeNbCTBOM MHOCTPAHHOrO rocygapctBa - uneHa OpraHusaumum — 3KOHOMUYECKOro
COTpYOHMYeCTBAa WM pasBUTUA  MHOCTPAHHbLIM  LOPUAMYECKMM  nuuaMm,  UMHAMBUAYANbHbIM
npeanpuHMMaTensiM, siBAsOWMMCS y4acTHMKaMU NpoekTa B cooTBEeTCTBUM ¢ PenepanbHbiM 3akoHoM "O
MeXAyHapOAHOM MELMLUMHCKOM KracTepe U BHECEHUN U3MEHEHWIA B OTAENbHbIE 3aKoHOAATESbHbIE aKThl
Poccuiickon ®egepauuun”, n BeTepuHapHbIM OpraHn3aunsim;
(B pea. PenepanbHoro 3akoHa ot 26.07.2019 N 240-03)

7) opraHusauusM M WHAMBMAOYaANbHbIM MPeanpUHUMATENSIM, OCYLLECTBISOWMM pa3BeaeHue,
BblpalllMBaHNE W COAEpPXKaHWE >KMBOTHbIX (3@ WCKMIOYEHMEM NpoaxuM UM  dapMaLeBTUYECKMX
cybCcTaHUUn Unn nx nepegayn).

(n. 7 B pea. ®egepanbHoro 3akoHa oT 02.08.2019 N 297-93)

2. OpraHusaumym ONTOBOM TOPrOBMM NEKapCTBEHHbIMW CpeacTBaMU HE BrpaBe OCYLLECTBMATb
npodaxy (mepejayy B YCTAHOBMNEHHOM 3akoHoaaTenbCTBOM Poccuickon ®depepaumm nopsigke)
dapmavneBTMYeCcKon cybcTaHumm cnmpTa 3TUNOBOro (3TaHona).

(vacTb 2 B pen. PenepanbHoro 3akoHa ot 27.12.2019 N 481-03)

CraTbs 54. lpaBnna onToBOM TOProBIM JIeKapCTBEHHbIMU CpeACcTBaMu

KoHcynbTaHTlmoc: npumeyaHue.
C 01.09.2023 B 4. 1 cT. 54 BHocATCS M3MeHeHus (P3 ot 28.04.2023 N 171-d3). Cm. ByayLiyto
penakumio.

1. OntoBas TOpProBns mneKapCTBEHHbIMW CPEeACTBAMM OCYLLIECTBASETCA MNPOW3BOAUTENAMMU
NeKapCTBEHHbIX CPeAcTB M OpraHvM3auMsMy OMTOBOWM TOProBMM JieKapCTBEHHbIMW cpeacTBamu Mo
npasunaM Hagnexaiwien ancTpmbbloTOPCKON MPaKTUKM U NpaBunam Hagrnexailen npakTuky XpaHeHus u
NepeBO3KM NEeKapCTBEHHbIX MpenapaToB, YTBEpPXAEHHbIM COOTBETCTBYOLMUMU  YNONHOMOYEHHBIMU
denepanbHbIMM OpraHamMu UCNONTHUTENBHOW BNacTu.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

2. OpraHusaumss ONTOBOM TOPrOBMM NEeKapCTBEHHbIMM cpeAcTBamum o6s3aHa cobnogatb
npefernbHblE CPOKM OTIPY3KU 3aTpeboBaHHbIX anTeYHOW OpraHu3auunelt NekapcTBEHHbIX NpenaparToB Anis
MEOULMHCKOTO MPUMEHEHMS U He BMpaBe OTKa3biBaTb anTe4YHOM OpraHu3auuu, C KOTOPOM Yy Hee
3aKMYeH COOTBETCTBYHLUMA LOMOBOP O MOCTaBKax feKapCTBEHHbIX MpenapaTtoB AN MeAWLMHCKOro
NPUMEHEHNs, B NOCTaBKE IEKAPCTBEHHbIX NpenapaToB A1 MEOUUMHCKOrO MPUMEHEHUS NPU Hanuuuu
3aTpeboBaHHbIX NEKapCTBEHHbIX NpenapaTtoB ANnd MeAULMHCKOro NPUMEHEHUS y opraHmM3aLmm OnToBOW
TOProBNn nekapcTBEHHbIMU cpeactBamu. [pedenbHble CPOKM OTrPy3KM 3aTpebOBaHHbLIX anTe4yHOM
opraHusaumeln nekapCTBEHHbIX MpenapaToB ANs MELULMHCKOrO MPUMMEHEHMS B 3aBUCUMOCTU OT
pacnonoXeHns MecTa OTIPY3KM JIEKApPCTBEHHbIX MNpenapatoB ANd MEOULUMHCKOrO MNpUMEHEHUSsI
yCTaHaBMMBaKTCS YNONHOMOYEHHbIM dheaepanbHbIM OpraHoM UCMOSNTHUTENBHOM BNacTu.

(vyacTb 2 BBegeHa defepanbHbIM 3akoHOM OT 26.03.2022 N 64-03)

Crtatbs 55. [opsAnok po3HMYHON TOProBNU NIeKapCTBEHHbIMMY NpenapaTtamm

1. Po3HMYHaAs TOProBnsi flekapCTBEHHbIMW MpenapaTamu B KONMYecTBax, HeobxoouMMbiX O5is
BbINOMHEHNsT BpayvebHbIX (henbAawwepcknx) HasHa4YeHUn UMM Ha3HayeHun chneuuanncToB B obractu
BETEPMHApPUKN,  OCYLLUECTBMSIETCS  anTeYHbIMW  OpraHusaumsiMi,  BeTEpPVMHapPHbIMM  anTeYHbIMU
opraHusaumsimu, MHOVBMAYaIbHbIMU npegnpuHUMaTensiMu, nMerLwmMmm NULLEH3UIO Ha
dapMaLeBTUYECKYHD OEATEeNbHOCTb, MEAUUMHCKAMWU OpraHM3auvsMi, WMERLWMMU JULEH3NID Ha
dapmaLeBTMYECKYlD JdesaTenbHOCTb, M KX 060cobneHHbIMM noapasgeneHvamu  (ambynartopusamu,
denbawepckumm 1 PenbawepcKko-akyLepCKUMM  NMyHKTaMu, LUeHTpamu  (oTgenenHnsamn)  obuien
BpayeOHOM (CEMENHOW) MPaKkTWKKU), PacrONOXEHHbIMU B CENIbCKUX HACENEHHbIX MyHKTax, B KOTOPbIX
OTCYTCTBYIOT arnTeYHble OpraHu3auuu, U BETEPUHAPHBLIMW OpPraHM3auusMn, UMEKLLUMUN FULEH3NID Ha
hapmaLeBTMYECKYD LeATenbHOCTb. PaspelueHa po3HWYHAs TOProBfsi TOMBbKO JIEKAPCTBEHHLIMM
npenapaTamu, 3aperMcTpupoBaHHbIMKM B Poccuiickon degepaumm UNU M3roTOBMEHHLIMU anTeYHbIMU
opraHusaumsmu, BETEpPMHapPHbLIMU anTe4YHbiMu opraHusaumsiMu, MHAMBUOYaNbHbIMU
npegnpuHMMaTensiMM, MMEHLWMMU NULEH3NKD Ha (apMaueBTUYECKYHD [OeATenbHOCTb. PO3HWYHas
TOProBNs JfeKapCTBEHHbLIMKM NpenapaTtaMy OCYLLECTBMSETCA MO NpaBuiaM Haanexailen anteyHomn
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NpakTUKK, yTBEPXOEHHbIM YNONTHOMOYEHHbLIM deaepanbHbIM OpraHoM UCNONMHUTENBLHOW BNACTU.
(B pen. PegepanbHbix 3akoHOB OT 25.11.2013 N 317-®3, o1 22.12.2014 N 429-93)

1.1. Po3HMYHas TOProBrisi NIEKapCTBEHHbIMWU MpenapataMy A MeULUHCKOro npuMeHeHus (3a
WCKITIOYEHMEM IeKapCTBEHHbIX MpenapaToB, OTMYCKaeMbIX MO PELENTY Ha NeKapCTBEHHLIN npenapar,
HapPKOTMYECKUX NEKapCTBEHHbIX MpenapaTtoB W MCUXOTPOMHLIX JIEKAPCTBEHHLIX MpenapaToB, a Takke
CMMPTOCOAEPXKALWUX JFIEKApPCTBEHHLIX MpenapaTtoB ¢ OObEeMHONM AOfen 3TUITOBOrO cCnupTa CBbilwe 25
MPOLIEHTOB) MOXET OCYLUECTBMAATLCA anTeYHbIMM  OpraHmsaumMsiMm AUCTAaHUMOHHBIM  CMOCOGOoM.
PoO3HMYHYIO TOProBmto NekapCTBEHHbIMU NpenapaTtamMm Ang MeguuMHCKOro NpUMEHeHUs AMCTaHUMOHHbIM
cnocobom MOryT OCyLLeCTBMATh anTeYHble OpraHu3auun, UMeroLmne nUUeH3no Ha apmaueBTU4ECKYo
OEeATenbHOCTb M COOTBETCTBYIOLLEE pa3spelleHve heaepanbHOro opraHa WCMNOMNHUTENbHOW BRacTw,
OCYLLECTBAAOLWEro PyHKUMM NO KOHTPOMNIO MU Hag3opy B cdepe 3apaBooxpaHeHus. [lopagok Bbigayum
paspeLleHns Ha OCyLLEeCTBNEHNE PO3HUYHON TOProBNN NeKapCcTBEHHbIMU NpenapaTtamMmu ANCTaHUNOHHbIM
cnocobom, TpeboBaHUSA K anTeYHbIM OpraHM3auusiM, KOTOpble MOTYT OCYLLECTBNATb Takytd TOProBio, U
NMopsiiOK ee OCYLLECTBIIEHMS, a Takke MnpaBuia OOCTaBKW JIEKAapCTBEHHbIX MNpenapaToB rpaxgaHam
ycTaHaBnmBatoTcs  [lpaButensctBom Poccuiickon ®epgepaumn. WHdopmauma 00  onnaveHHbIX
(OTNyLWeHHbIX) N NOMYyYEHHbIX NIEKAPCTBEHHLIX NpenapaTtax BHOCUTCSA B CUCTEMY MOHUTOPUHIa OBMKEHUS
NeKapcTBEHHbIX NpenapaToB A1 MEAMLUMHCKOIo NpUMEHEHUs B nopsake, NpeaycMOTPEHHOM 4acTbio 7
cTaTtbu 67 HacTosiwero PegepanbHOro 3akoHa.

(vacTb 1.1 BBegeHa dPepepanbHbiM 3akoHoM oT 03.04.2020 N 105-93)

2. Buabl anTeuyHblX oOpraHusauuMii M npaBuna OTNycka NeKapCTBEHHbIX MpenapaToB Ans
MELMLMHCKOrO MNPUMEHEHWsI anTeuYHbIMW OpraHu3auusaMu, WHAMBUAYanbHbLIMW NpeanpuHUMaTensimu,
VUMEILWMMN  NMLEH3NI0  Ha apMaLeBTUYEeCKyld [OeATenbHOCTb, a Takke npaBuna oTnycka
NekapcTBEHHbIX MNpenapaToB ANs MeOWMLUMHCKOrO MPUMEHEHUS MEeAUUMHCKUMMK  OpraHv3aumnsmu,
UMELLMMUN NULEH3NIO Ha hapMaLLeBTUYECKYIO AeATENbHOCTb, U UX 060CO6NEHHBIMU NoapasaeneHnaMu
(ambynatopusimu,  denbawepckuMm U henbaLEepCKO-aKyLLePCKUMM  MYHKTaMK,  LieHTpamu
(oToenexuamu) obuien BpavyebHON (CEMENHON) NPaKTUKK), PaCMONOXEHHBIMU B CEMNbCKUX HaCENEHHbIX
NyHKTax, B KOTOPbIX OTCYTCTBYIOT anTe4Hble OpraHusauuu, YTBEpXKAalTCsl  YNONHOMOYEHHbIM
dheneparnbHbIM OpraHOM UCTIONHUTENBHOW BMACTW.

(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-$3)

3. MNpaBuna oTnycka HapKOTUYECKNX CPEACTB U MCUXOTPOMHbBIX BELLECTB, 3aperncTpupoBaHHbIX B
KayecTBe JeKapCTBEHHbIX MpPenapaToB, IEeKapCTBEHHbLIX MpenapaTtoB, CoAepXalluMx HapKoTU4eckue
CpeAcTBa W MNCUXOTPOMHbIE BELLECTBA, YTBEPXKAANTCA YNOMHOMOYEHHLIM hedeparnbHbiM OpraHoMm
WCMOMHUTENBHOW BRacTU MO COMMacoBaHW C dedepanbHblM OpraHOM WCMOMHUTENBHOM BRNacTy,
YNONMHOMOY€EHHBLIM B chepe BHYTPEHHUX Aen.

(B pea. PegepanbHoro 3akoHa ot 03.07.2016 N 305-$3)

4. JlekapcTBeHHble npenapaTbl AN BETEPUHAPHOrO MNPUMEHEHWs MNoanexat  OTMnycKy
BETEPMHAPHLIMWU anTeYHbIMKY OpraHu3auusMu, BETEPUHAPHLIMU OpraHu3auusiMu, WMHAMBUOYaNbHbIMU
npeanpuHUMaTenaMy, WMEKLUMMU  NULEH3NI0 Ha  apMaueBTUYeCKyl0  AeaTenbHocTb.  OTnyck
nekapcTBEHHbIX NpenapaToB [Af1i BETEPUHAPHOIO MPUMEHEHUST OCYLLECTBMSIETCS B COOTBETCTBUU C
npaeBunamy Hapnexailen anTeyHoW NpaKTUKM JeKapCTBEHHbIX MpenapaToB Ans BeTepuHapHOro
NpUMeHeHWs1, yTBEPXKAEHHLIMW YNONTHOMOYEHHbIM ddefiepanbHbIM OpraHoOM UCMONHUTENBHON BNACTW.

(B pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-$3)

5. TlepeyeHb MeOVLMHCKUX OpraHusauui, UMeLWnx JuUeH3nlo Ha dapMaleBTUYeCKyo
AesATenbHOCTb, N X 060cobneHHbIX nogpasgeneHun (ambynatopuii, denbawepcknx n genbalepcko-
aKyLLepCKMX NMYHKTOB, LEHTPOB (OTAeneHun) obLien BpadyebHO (CEMENHO) NPaKTUKM), PacnoNOXeHHbIX
B CENMbCKUX HAacCerieHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHusauum, a TaKkke nepeveHb
neKkapCTBEHHbIX MpenapaToB, NpoAaxa KOTOPbIX MOXEeT OCYLLECTBNATLCS YKa3aHHbIMY OpraHn3aunsaMm um
ux o060cobneHHbIMM nogapasfernieHnsMy, yCTaHaBNMBAKOTCA oOpraHamu  UCMOMHWUTENbHOM  BNacTtu
cybwekToB Poccuiickon degepaunn.

(B pea. PegepanbHbix 3akoHOB 0T 25.11.2013 N 317-®3, ot 03.04.2020 N 105-$3)

6. AnTeyHble opraHvsauuu, WHAMBUAOYaANbHblE NpeanpuHUMaTeny, WMeKLWKne IUMUEH3NID Ha
hapmaLeBTMYECKYD OesTeNnbHOCTb, 00a3aHbl obecneunBaTb  YTBEPXOEHHbLIN  [1paBUTENLCTBOM
Poccuiickon ®enepaumm n opMmnpyemblini B YCTaHOBNIEHHOM UM MOPSiAKE MUHUMAarnbHbIA aCCOPTUMEHT
nekapCTBEHHbIX NpenapaToB, HEOOXOAMMbIX OIS OKa3aHUsA MeAULMHCKOM NMOMOLLMN.

(vacTb 6 B pen. PenepanbHoro 3akoHa ot 25.11.2013 N 317-93)

7. AnTeuHble opraHu3auuu, WHOMBUAYyasbHble MpeanpuHUMaTeny, KMMelLwmne NULEH3NI0 Ha
hapmMaLeBTUYECKY0 OeATeNbHOCTb, Hapsdy C  JIekapCTBEHHbIMKM NpenapaTtaMyM  UMEKT  npaBo


consultantplus://offline/ref=9D2B7E3A78743E2253C873C17DBA9CFFA994B95A481C21630A83B5257CE9CFBB999754CCC2F61A4A4EA61B0D307D6C2CFEE0975BD0ED4AAAd3r2K
consultantplus://offline/ref=9D2B7E3A78743E2253C873C17DBA9CFFAE92BA5A481E21630A83B5257CE9CFBB999754CCC2F71D4E44A61B0D307D6C2CFEE0975BD0ED4AAAd3r2K
consultantplus://offline/ref=9D2B7E3A78743E2253C873C17DBA9CFFAE93BC58491821630A83B5257CE9CFBB999754CCC2F71A4C4AA61B0D307D6C2CFEE0975BD0ED4AAAd3r2K
consultantplus://offline/ref=9D2B7E3A78743E2253C873C17DBA9CFFAE92B1594B1A21630A83B5257CE9CFBB999754CCC2F71B4A4DA61B0D307D6C2CFEE0975BD0ED4AAAd3r2K
consultantplus://offline/ref=9D2B7E3A78743E2253C873C17DBA9CFFAE90BA5E4F1021630A83B5257CE9CFBB999754CCC2F71B494DA61B0D307D6C2CFEE0975BD0ED4AAAd3r2K
consultantplus://offline/ref=9D2B7E3A78743E2253C873C17DBA9CFFA994B0584B1D21630A83B5257CE9CFBB999754CCC2F71B494AA61B0D307D6C2CFEE0975BD0ED4AAAd3r2K
consultantplus://offline/ref=9D2B7E3A78743E2253C873C17DBA9CFFA994B95A481C21630A83B5257CE9CFBB999754CCC2F61A4A49A61B0D307D6C2CFEE0975BD0ED4AAAd3r2K
consultantplus://offline/ref=9D2B7E3A78743E2253C873C17DBA9CFFA994B0584B1D21630A83B5257CE9CFBB999754CCC2F71A4A49A61B0D307D6C2CFEE0975BD0ED4AAAd3r2K
consultantplus://offline/ref=9D2B7E3A78743E2253C873C17DBA9CFFAE97B85B491F21630A83B5257CE9CFBB999754CCC2F719484AA61B0D307D6C2CFEE0975BD0ED4AAAd3r2K
consultantplus://offline/ref=9D2B7E3A78743E2253C873C17DBA9CFFAE95B85C401E21630A83B5257CE9CFBB999754CCC2F71B4F4AA61B0D307D6C2CFEE0975BD0ED4AAAd3r2K
consultantplus://offline/ref=9D2B7E3A78743E2253C873C17DBA9CFFA994B95A481C21630A83B5257CE9CFBB999754CCC2F61A4A48A61B0D307D6C2CFEE0975BD0ED4AAAd3r2K
consultantplus://offline/ref=9D2B7E3A78743E2253C873C17DBA9CFFAE92B1594B1A21630A83B5257CE9CFBB999754CCC2F71B4A4FA61B0D307D6C2CFEE0975BD0ED4AAAd3r2K
consultantplus://offline/ref=9D2B7E3A78743E2253C873C17DBA9CFFAE91B85E4E1F21630A83B5257CE9CFBB999754CCC2F71B494FA61B0D307D6C2CFEE0975BD0ED4AAAd3r2K
consultantplus://offline/ref=9D2B7E3A78743E2253C873C17DBA9CFFA995BE5A4A1B21630A83B5257CE9CFBB999754CCC2F31F4148A61B0D307D6C2CFEE0975BD0ED4AAAd3r2K
consultantplus://offline/ref=9D2B7E3A78743E2253C873C17DBA9CFFA994B95A481C21630A83B5257CE9CFBB999754CCC2F61A4A4BA61B0D307D6C2CFEE0975BD0ED4AAAd3r2K

npuobpetatb M npodaeatb, B TOM 4uCle AOUCTAHUUOHHBIM CMOCOOOM, MEeLMUUHCKME u3genus,
Ae3nHdumumnpytowme cpeactea, npegMeTbl M cpeacTBa NMYHOW TUMMEHbI, NOcydy Afs MEeLULMUHCKMX
uenew, npegMeTbl U CpPeAcTBa, NMpedHasHayeHHble Ans yxoda 3a OonbHbIMKW, HOBOPOXOEHHLIMU U
AEeTbMW, HEe OOCTUMLLMMK BO3pacTa TPex NeT, OYKOBYHO ONTUKY U CpeacTBa yxO4a 3a Hel, MUHeparnbHble
BOAbl, MPOOYKTbl Ne4ebHOro, AETCKOro M OUETUYECKOro MUTaHusl, OMONOrnYyeckn akTMBHble O00aBKM,
napcloMepHble U KOCMETUYECKME CPEACTBA, MEAMUMHCKME U CaHWUTAPHO-NPOCBETUTESbHbIE MeYaTHbIe
W3faHus, NpegHasHaveHHble Ansi nponaraHabl 300poBOro obpasa XU3Hu.

(B pen. PeagepanbHbix 3akoHoB oT 27.07.2010 N 192-d3, o1 25.11.2013 N 317-93, ot 03.04.2020 N 105-
®3)

8. [dedatenbHOCTb anTeyHbIX opraHu3dauun BoopyxeHHbix Cun Poccunckon depepauumu, Apyrux
BOWCK, BOMHCKMX (DOPMMPOBaHUM U OPraHoB, B KOTOPbIX 3akoHodaTenbcTBoM Poccuickon deapepauum
npeaycMoOTPEHO MPOXOXAEHWE BOEHHOW CNyxObl wnn denepansHON rOCygapCTBEHHOW CryX0bl,
CBA3aHHOW C NPaBOOXpaHUTENbHOW AEeATENbHOCTbIO, pernameHTupyetcs Hactoswum PepepanbHbiv
3aKOHOM U YTBEPXOEHHbIMU COOTBETCTBYHOLMMU hbeaepanbHbIMU OpraHamMn UCMONTHUTENBHOW BacTh
nonoxennsmn. KoHTponb 3a cobniogeHneM ykasaHHbIMM anTeYHbIMW OpraHu3aumsMn  MNosIoXKeHUN
HacTosiero ®egepanbHOro 3akoHa OCYLLECTBIISIETCS COOTBETCTBYHOLWMMKU beaeparnbHbIMU OpraHaMm
WCMOSTHUTENBHOW BNacTu.

(B pea. PepepanbHoro 3akoHa ot 13.07.2015 N 262-$3)

9. Ytpatun cuny ¢ 1 anuBaps 2021 roga. - PegepanbHbiii 3akoH ot 03.04.2020 N 105-03.

KoHcynbTaHTlntoc: npumeyaHue.
C 01.03.2026 cT. 55.1 ytpaumsaet cuny (®3 ot 20.10.2022 N 405-93).

Cratba 55.1. [opspok oOcywecTBNEeHUSA PO3HUYHOM TOProOBNM  JIeKAPCTBEHHbLIMU
npenapatamMu Ans MeAWULMHCKOro NpUMeHeHusl, OTNyCKaeMbIiMU MO peLenTy Ha NeKapCTBeHHbIN
npenapar, AUCTAaHLUMOHHbIM CNIOCOGOM

(sBegeHa depepanbHbiM 3akoHoM oT 20.10.2022 N 405-93)

1. B nepuog ¢ 1 mapta 2023 roga go 1 mapta 2026 roga B ropoae chenepanbHOro 3HayeHus
Mockse, B benropoackon n MockoBckol obnacTsax (ganee B HacTosLWen ctatbe - cyobekTbl Poccuickon
depepaumm) npegycmaTpmBaeTcs NpoBeeHUE IKCNEPMMEHTA MO OCYLLLECTBIIEHMIO PO3HUYHOW TOProBnm
neKkapcTBEHHbIMM MpenaparaMmn Ons MegULMHCKOTO MPUMMEHEHUs, OTMyCKaeMbiMW MO peuenty Ha
nekapCTBEeHHbIN npenapar, AMCTaHLNOHHBIM CMOCOOOM (aanee - 3KCNepuMeHT).

2. B pamkax akcrnepumeHTa ero y4acTHUKM BrpaBe OUCTaHLMOHHLIM CMOCOOOM OCYLLECTBMATb
PO3HUYHYIO TOProBrO fiekapCcTBEHHbIMY NpenapataMmyn Ang MeguuuHCKOro npuMeHeHus, oTnyckaeMbiMu
no peuenTy Ha NekapCTBEHHbIN npenapaT (B TOM 4vucne copMMpoBaHHOMY B hOpMeE 3MEKTPOHHOMo
OOKYMEHTa B NMYHOM KabuHeTe rpaxpaHvHa B dedepanbHOW rocygapCTBEHHOW WHOPMAaLMOHHOM
cucteme "EAMHBIN nopTan rocyAapCTBEHHbIX WM MyHUUMNANbHbLIX ycnyr (dyHKumn)' mn  (unu) Ha
pervoHarnbHbIX nopTanax roCyAapCTBEHHbIX M MYHULUMMANbHbLIX YCAYr) U BKIHOYEHHbIMWU B MNepeveHb
nekapCcTBeHHbIX npenapatoB W apmakoTepaneBTUYECKUX [Pynn feKkapCTBEHHbIX NpenapaTtos,
paspeLUeHHbIX K peanu3aunm B paMkax aKCrepumeHTa, YyTBEPKAEHHbIN YNONHOMOYEHHbIM dhedeparnbHbIM
OpraHoM WCMOMHUTENbHOW BNAacTM (3a WCKMYEHMeM NeKapCTBEHHbIX MpenapaToB, cogepXalnx
HapKoTMYeckMe CpeacTBa, MCUXOTPOMHbIE BELLEeCTBA U MX MPEKYypCopbl, fleKapCTBEHHbIX Npenaparos,
cofepxallumx cunbHoOencTByoLWNe BellecTBa, pagnodapmaueBTUHecKMxX NekapCTBEHHbIX NpenapaTos,
UMMYHODOMOMNOrMYECKUX JEKApPCTBEHHbIX MNpenapaToB, a Takke JIeKapCTBEHHbIX NpenapaTtos, Ans
KOTOPbIX B COOTBETCTBUM C WUHCTPYKUMEN NO NPUMEHEHWUI0 NeKapCTBEHHOro npenaparta ycTaHOBMEH
TeMnepaTypHbIn pexuM XpaHeHust Hwxke 15 rpagycoB Llenbcud, cnvpTocodepalunx nekapcTBeHHbIX
npenapaToB ¢ 06BbEMHON JONEW 3TUMOBOrO CNUpTa CBbile 25 NPOLEHTOB 1 NEKapCTBEHHbIX NpenapaTos,
W3roTOBIIEHHbIX anTeYHbIMU oOpraHusaunamu). Kputepum BKMAOYEHWS NeKapCTBEHHbIX NpenapaToB WU
dapmakoTepaneBTUYECKMX  TPYMN  FeKapCTBEHHbIX  MpernapatoB B YKasaHHbIl  NepeyeHb
ycTaHaBnmBatTca [lpaButensctBom Poccuiickon ®depepaumn. [onoxeHus HacTosWwen cTatbu He
pacnpoCTpaHATCA Ha NekapCTBEHHble npenapatbl, OTMnyckaemble 6ecnnaTHO WM CO  CKUOKOM
rpaxgaHam, umelwum npaso Ha obecrnedeHne nekapcTBEHHbIMM Mpenapatamy 3a CyeT CpeacTB
OloKeTHbIX accurHoBaHun chepepanbHoro Grogxeta n 6rogxketToB cybbekTtoB Poccumnckon ®epepauun.

3. YvyacTHMKamMuM  3KCMepuUMeEHTa  SBMSOTCA  YNOMHOMOYEHHbIN  defepanbHbll  OpraH
WCMNOSHWTENBHOW BIAcTW, YNONTHOMOYEHHbIE OpraHbl UCMOSNTHUTENbHON BNactu cybbekToB Poccuickom
dPepepaumm, MeoULMHCKUE OpraHM3auum U anTeyHble OpraHu3auuu, COOTBETCTBYHOLIME TpeboBaHUSIM,
YCTAHOBIEHHbIM B COOTBETCTBUM C YACTbIO 4 HACTOSILLEN CTATbM.
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4. NMonoxeHne o nopsake NPOBEOEHUS SKCNEPUMEHTA, B TOM Yucre TpeboBaHUA K MEOULMHCKAM
opraHmsaumMsiM M anTeYHbIM OpraHu3auusM, SBMASKOWUMCS YYaCTHUKaMWU 3KCNepUMeHTa, nopsaok
OCYLLIECTBMEHMS PO3HUYHOW TOProBMAM NeKkapCTBEHHbIMU NpenapaTtamMmu s MegULMHCKOro NPUMEHeHUs,
OTNyCKaemMbIMK NO peLenTy Ha NeKapCTBEHHbIM npenapart, AUCTaHUMOHHbIM criocobom, TpeboBaHus K
OOCTaBKe TaKmx HNeKkapCTBEHHbIX MpenapaTtoB rpaxaaHam, npaBuna Bblgaun paspelleHus Ha
OCYLLIECTBMEHME PO3HUYHOW TOProBfM fIEKAPCTBEHHLIMW NpenapaTtamMu Ans MeguLUMHCKOro NpUMEHeHUs,
OTNyCKaemMbIMX MO pPeLEenTy Ha NlekapCTBEHHbIN NpenapaTt, AUCTaHLUMOHHLIM CnocoboMm, yTBepKaaeTcs
MpaButenbctBoM Poccunckon Pegepaumn. TpeboBaHMS K anTeYHbIM OpraHu3auusiv, SBMASOLWUMCS
y4yacTHMKaMM 3KCMEepUMeEHTa, He MoryT ObiTb HWke TpeboBaHWIA, YCTAHOBMEHHLIX K anTeYHbIM
opraHusaumsim B COOTBETCTBMM € YacTbto 1.1 ctatbh 55 HacToswero ®egepanbHOro 3akoHa.

5. YnonHoMoueHHbI heaepanbHbIi opraH UCNOMHUTENBHON BNacTu:

1) OCyllecTBNsieT MeTOAUYECKOe COMPOBOXKAEHWE 3KCMEPUMEHTAa, BKIOYas MeToauyeckoe
COMPOBOXAEHNE OEATENbHOCTY MeOMLUMHCKMX OpraHu3aumii U anTeyHbiX opraHvM3auuid, y4acTBYOLUMX B
3KCMEepPUMEHTE, NO 0POPMIIEHNIO, UCMONb30BAHUIO M XPAHEHUIO PELLENTOB Ha fleKapCTBEHHbIN npenapar,
B TOM uucrie cchopMUPOBAHHBIX B (DOPME 3IEKTPOHHBIX JOKYMEHTOB;

2) npegctaendet B [lpaButenbctBo Poccuiickon Pepepaumn npensaputenbHbin (B nepuog
npoBedeHns 3KCNepvMeHTa, HO He Mo3gHee 4eM 3a ABa Mecsua A0 WCTeYEHMs cpoka npoBeneHus
3KCMEepPUMEHTa) 1 MTOrOBbIN (MO OKOHYaHWM IKCMepUMeHTa, HO He No3Hee YeM Yepes ABa Mecsua nocne
UCTEYEeHNs CpoKa MpoBedeHUsA 3KCMepuMeHTa) AoKnadbl O pesynbTaTax NpoBeAeHWs 3KCnepumeHTa K
npeanoxkeHns 0 BHECEHUN U3MEHEHWIN B 3aKoHOA4AaTENbCTBO 06 obpalleHn NnekapCcTBEHHbIX CPeacCTB.

6. YNONMHOMOYEHHBIV OpraH UCNONHUTENBHON BNacTn cydbekta Poccuickon deaepaumnu:
1) BNpaBe yCTaHOBUTb OCOOEHHOCTN NPOBEAEHUS SKCMEPUMEHTA;

2) yTBepXpaeT nopsgok otbopa MeAMUMHCKMX OpraHmMsauMi M anTeyHbIX OpraHusaumi nns
y4yacTusi B 3KCMEpUMMEHTE, a Takke MpPOBOAMT Takon OTOOp M yTBepXXAaeT nepedeHb MeOMLMHCKUX
opraHusauui 1 nepeveHb anTedHbIX OpraHu3aunin, COOTBETCTBYHOLINX TpeboBaHMAM, YCTAHOBIEHHBIM B
COOTBETCTBMM C YACTbIO 4 HACTOALLEN CTaTbW, U ABNAIOLLMXCHA y4aCTHUKAMMN SKCMEPUMEHTA;

3) OCyLLEeCTBNSIET MOHUTOPUHI MPOBEAEHUS 3KCMEPUMEHTaA U MpeAcTaBnsieT ero pesynbTatbl B
YNOMHOMOYEHHbIN heaepanbHbI OpraH UCMOMHUTENbHOW BracTy;

4) obecneunBaeT WHMOOPMALMOHHO-TEXHUYECKOE oObecnedeHne npoBeaeHUs 3SKCNepuMMeHTa
nocpeacTBOM UCNOSb30BaHUA rocygapcTBEHHOM NHAOPMaLIMOHHOW cUCTeMbI B cdepe 34paBooXpaHeHnst
cybbekta Poccuiickon ®egepauumn v (Mnv) mMeanUMHCKUX WHAOPMALMOHHBIX CUCTEM MEOULMHCKNX
opraHusauumn, SBRSAOWUXCA yYaCTHUKAMKU  3KCMEpUMEHTa, W WX B3auUMOOEWCTBUA C  eOuHOMN
rocyaapCcTBeHHON MHPOPMaLIMOHHOW CUCTEMOM B cdhepe 30paBOOXpaHEHUS.

7. MeauvuuHcKkMe opraHusauuMnm u anTeuvHble OpraHM3auMu BrpaBe OTKa3aTbCs OT y4yacTus B
3KCnepvMeHTe, MnodaB B YNOMHOMOYEHHbIW OpraH MWCNOMHUTENbHOW Bnactu cybbekta Poccuiickon
depepaumm cooTBETCTBYIOLLIEE OOpaLleHne B NMCbMEHHOW hopme.

8. AnTeuHble opraHuMsauun, ABMAIOLIMECS YYaCTHMKAMU 3KCMEpPUMeEHTa, 00s3aHbl Npu npoaaxe
AVNCTaHUMOHHBIM cnocoboM NekapcTBEHHOrO npenapaTta Ana MegULMHCKOTO NPUMEHEHUS, OTMYyCKaeMoro
no peLenTy Ha NekapcTBEHHbIN NpenapaTt, 06ecneynTb NpU OCyLLEeCTBNEHUN OCTABKU MAEHTUUKALMNIO
NIMYHOCTM rpaxaaHuHa, MOoMyyalLWero TakoW JIeKapCTBEHHBIN npenapart, B LEnsX YCTaHOBMEHUsI
COOTBETCTBMS €ro JIMYHOCTU M WA, YKa3aHHOro B peLenTe Ha JeKapCTBEHHbIW npenapaT (ero
3aKOHHOro npegctaButens), nNMbo nuua, YMOMHOMOYEHHOro JIMLOM, YKa3aHHbIM B peuente Ha
NeKapCTBEHHbIN Npenapar (ero 3akoHHbLIM NMPeAcTaBUMTENEM), Ha NOJTyYeHne NeKapCTBEHHONO npenapaTa
(oanee B HacTosLEN CTaTbe - NMLO, YKa3aHHOE B peLenTe (3aKOHHbIN NpeacTaBUTENb, YNOITHOMOYEHHOE
nmuo).

9. JlMuo, ocyuwecTBrsiollee [OOCTaBKy JleKapCTBEHHOro npenapaTta Ans  MeauLMHCKOro
NpUMeHeHus1, OTMycKaemoro Mo peuenTy Ha JleKkapCTBeHHbI npenapaT, o6ssaHo noTpeboBaTb Y
rpaxkgaHuHa, nonyyalollero Takol NekapcTBeHHbI Npenapat, NpeabaBUTb JOKYMEHT, YOOCTOBEPSIOLLMIA
€ro NMYHOCTb, ANA WAEHTUMUKALUM NIMYHOCTU 3TOro rpaxkgaHuHa M YCTaHOBNEHMS COOTBETCTBUS €ro
NIMYHOCTU M JMUa, YKasaHHOro B peuenTe (3aKOHHOrO MpeAcTaBWUTens, YNonHOMOYeHHoro nuua). B
Crnyyae BbISIBNEHUA HECOBMNaAeHUs NUYHOCTU rpaxaaHuHa, Nomyyalowero nekapcTBeHHbIN npenapar, u
nvua, ykasaHHOro B pelenTe (3aKOHHOTO MpeAcTaBuTens, YNonHOMOYEHHOro nuua), a Takke B criyyae
oTKasa  rpaxdaHuHa, MOMydyalolWero  NeKapCTBeHHbli  npenapaT, npeabsBUTb  OOKYMEHT,
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YAOCTOBEPSIOWNA ero NUYHOCTb, NULO, OCYLLEeCTBAsOLee OOCTaBKy NekapCTBEHHOro npenaparta Ans
MEAWLIMHCKOro NpUMEHEeHUs, OTnyckaemoro no peuenTy Ha NeKkapCTBeHHbIV npenapart, 0653aHO BEPHYTb
TakoWn NekapCTBEHHbIV NpenaparT B anTeYHy0 OpraHmM3aLmio.

10. TMoaTBepxaeHuem pakTa nepedayn IeKkapCcTBEHHOro npenapata Ans MeauLMHCKOro
NPYMEHEHNS, OTNYCKAaeMoro no peLenTy Ha MekapCTBEHHbIV npenapar, nuuy, yKasaHHOMYy B peuenTe
(3akoHHOMY npeAcTaBUTENO, YNOMHOMOYEHHOMY MMUy), SIBASIOTCA KacCOBbI Y4eK M nognucb nvua,
MoMyyYmBLUEr0 TakoW NEKapCTBEHHbIN npenapart, Ha AOKYMEHTE O MOMy4YeHWUM TaKoro fiekapCTBEHHOro
npenapaTta no ¢opme, yTBEpXKOAEMOWN YMOMHOMOYEHHbIM deaepanbHbiM OpraHoOM WUCMNONHUTENBHOMN
Bnactu. llocne nepegayn nekapcTBEHHOro npenapaTta nuvuy, ykasaHHOMY B peuenTte (3aKOHHOMY
npeacTaBuTEnNto, YNONHOMOYEHHOMY IvLy), 3TOT [OOKYMEHT nepefaetcs nuLOM, OCYLLEeCTBUBLLUM
OOCTaBKy TaKoro IekapCTBEHHOro npenapata, B anTedHyl OpraHuM3auumio, OCYLLECTBMBLUYIO OTMYCK
nekapcTBeHHoOro npenapata. B cnyyae BbisiBneHus npu nepefade nuuy, ykasaHHOMY B peuenTe
(3akoHHOMY npefcTaBuUTemno, YMNOMHOMOYEHHOMY nuuy), JeKkapCTBEHHOro npenapata (QakToB
MEXaHWYECKOro MOBPEXAEHUS €ro WM €ero YNakoBKM TakoW feKapCTBEHHbIW npenapaTt fuvuom,
yKa3aHHbIM B peuenTe (3aKOHHbIM NPeACTaBUTENEM, YMNOMTHOMOYEHHBIM NULIOM), HE MNPUHMMAaEeTCs U
Bo3BpaLlaeTca 6e3 ero onnaTbl fuMuUy, OCYLLECTBMBLUEMY [OCTaBKy JIEKApCTBEHHOro npenapara u
obecneynBaloLLEMy €ro BO3BpaT B anTEYHYK OpraHu3aumio.

11. 3a HapyweHusa 3akoHogaTensctBa Poccunckon degepaummn, coBepLUEHHbIE MPU NPOBeAEHNM
SKCNepuvMeHTa, €ero Yy4YacCTHWKM HeCyT OTBETCTBEHHOCTb, YCTAHOBIIEHHYIO 3aKoHO4AaTernbCTBOM
Poccuiickon ®eaepauunn.

12. KoHTponb 3a WuCMonHeHMeM TpeboBaHMIN, CBSA3aHHbIX C NPOBeAeHVWeM 3KCMepuMMEeHTa,
ocyllecTsnsieTca degepasnibHblM OpraHoM WCMOMHUTENbHOW BNacTv, OCYLWECTBAAWMM QyHKUMM MO
KOHTPOMIO U HaAs3opy B cdhepe 30paBOOXPaHEHus, B nopsgke, yctaHoBrneHHoM depepanbHbiM 3aKOHOM
o1 31 mona 2020 roga N 248-93 "O rocygapCTBEHHOM KOHTpone (Haa3ope) U MyHULMNanbHOM KOHTpone
B Poccuickon ®epepauun”.

Cratbsa 56. MU3roToBrneHune 1 oTNycK fieKapCTBEHHbIX NpenapaToB

KoHcynbTaHTlntoc: npumeyaHue.
C 01.03.2025 B 4. 1 cT. 56 BHOCATCHA M3meHeHus (P3 ot 30.12.2021 N 463-D3).

KoHcynbTaHTlntoc: npumedaHue.
C 01.09.2023 B 4. 1 cT. 56 BHOcATCS M3MeHeHus (P3 ot 05.12.2022 N 502-d3). Cm. ByayLiyto
pegakumio.

1. WNarotoBneHue JIeKapCTBEHHbIX nNpenapaTtoB anTe4YHbiIMKU oOpraHn3aunamMmmn, BeTepUHapPHbIMU
anTevYHbiIMN  OpraHun3aunaMn, wuHOmMBMAyanbHbIMW nNpeanpuHnmMmartendamm, uMmerwmMmn JNUUEeH3UK0 Ha
cbapmau,eBTquCKyro 0eATeNIbHOCTb, OCYLEeCTBIIAeTCA No peuenTtamM Ha JiekapCTBEeHHbIe npenapartbl, no
Tpe6OBaHI/IFIM MeONLIMHCKNX opraHM3au,m7|, BeTepunHapHbIX opraHmsauMﬂ B COOTBETCTBMK C npaBunamu
N3roToBJ1IEHNA M OTnyCka JieKapCTBEHHbIX MNpenapaTtos, yTBEPXOEHHBIMUA  YNOJIHOMOYEHHbIM
cbep,epaanblM opraHom MCMONHUTENbHOW BRacTu.

KoHcynbTaHTlmoc: npumeyaHue.
C 01.09.2023 u. 2 cT. 56 nanaraetcsa B HoBou pegakuun (®3 ot 05.12.2022 N 502-®3). Cm. OyagyLyyto
pefakumio.

2. Tpn N3roToBMEHUN NEKAPCTBEHHbIX NPEenapaToB anTeYHbIMU OpraHM3auusiMu, BETEPMHAPHBIMU
anTeYyHbIMU OpraHu3auusamMun, WHAMBUAYANbHbIMU NPEeANPUHUMATENSMU, UMEKLUMM JIMLEH3NIO Ha
dapMaLeBTUYECKYHD [OEeATENbHOCTb, WCMNONb3ylTca dapMaueBTUyeckme cyocTaHumMM, BKIHOYEHHbIE
COOTBETCTBEHHO B rOCYL4apCTBEHHbIA PEeCcTp NeKapCTBEHHbIX CPEACTB ANst MEOAULMHCKOrO NPUMEHEHUS U
roCyapCTBEHHbIV PEECTP JNIEKAPCTBEHHbIX CPEACTB AN BETEPUHAPHOrO NPUMEHEHNST B YCTAHOBNIEHHOM
nopsigke. He ponyckaeTcs M3roToBrneHWe anTeyYHbIMU OpraHu3auumsiMn, BETEPUHAPHBIMU anTeYHbIMU
opraHusaumsimu, MHOVBMAYaIbHbIMU npeanpuHUMaTensiMu, nMerLwmMmm NULLEH3UIO Ha
hapMaLeBTUHECKYID OESATENBHOCTb, JIEKAPCTBEHHBLIX MpenapaToB, 3aperncTpupoBaHHbIX B Poccuickom
degepauymn.
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KoHcynbTaHTlM0C: npumeyaHue.
C 01.09.2023 B 4. 3 cT1. 56 BHOcATCSA M3MeHeHus (P3 ot 05.12.2022 N 502-d3). Cm. OyayLiyto
pefakumio.

3. MapkupoBKka nekapCTBEHHbIX MpenapaToB, W3rOTOBMEHHbLIX anTeYHbIMU OpraHM3aunsiMu,
BETEPUHAPHBLIMW anTeYHbIMU OpraHM3auusMu, UHOUBUAOYaANbHLIMA MPEeanpPUHUMATENSMU, UMEIOLLMMM
nMueH3nto Ha dapMaleBTUYECKYD [OesTeNbHOCTb, M O(OPMIIEHME TakMX MpenapaToB LOMKHbI
COOTBETCTBOBATb MpaBuiaM, ykazaHHbIM B YacTu 1 HacTosLen cTaTbMm.

KoHcynbTaHTlntoc: npumeyaHue.
C 01.09.2023 B 4. 4 c1. 56 BHOCATCS M3MeHeHust (P3 ot 05.12.2022 N 502-93). Cwm. Oygywyro
peaakumio.

4. AnTeuHble oOpraHu3aluu, BeTEpUMHapHble anTeuyHble opraHu3auuu, UWHAMBUAYanbHble
npeanpuHMMaTteny,  MMelwue  NUUEeH3no  Ha - apmMaueBTUYECKYld  OEeATeNbHOCTb,  HecyT
OTBETCTBEHHOCTb 3a HecobnogeHne npaBuil U3rOTOBIIEHUS M OTMyCKa NeKapCTBEHHbIX NpenapaToB B
COOTBETCTBUWN C 3aKoHoAaTenbCcTBOM Poccuiickon ®epepaunn.

Cratba 57. 3anpeweHue npogaxu danbcnPUUNPOBaHHbLIX NEKAPCTBEHHbIX CpeacTs,
HeaobpoKavyeCTBEeHHbIX JIeKAPCTBEHHbIX CPeACTB, KOHTPadhaKTHbIX NIeKapCTBEHHbIX CPeACTB

Mpopaxa danbcMULMpoOBaHHbIX neKapcTBEHHbIX cpeacTs, Hego6pokayeCTBEHHbIX
NeKapcTBEHHbIX CPeACTB, KOHTpahakTHbIX NEKAaPCTBEHHbIX CPEACTB 3anpeLlaeTcs.

CraTtbs 58. XpaHeHue neKkapCTBeHHbIX CPeAcTB

1. XpaHeHvne nekapCTBEHHbIX CPeACTB OCYLLEeCTBAETCA MpPOU3BOAUTENSAMMN feKapCTBEHHbIX
CpeacTB, opraHvM3auuMsMyM  ONTOBOWM  TOProBfW  fEKApCTBEHHbIMW  CpeacTBaMu,  anTeyvHbIMM
opraHv3aumsamu, BETepUHapHbIMU anTeyHbIMK opraHv3aumsamu, NHAVBUAYanNbHbIMU
npeanpuHMmMaTensaMy, UMerLMMU NNLEH3NI0 Ha hapMaLeBTUYECKY0 AeATEeNbHOCTb UM NULEH3MIO Ha
MEOVNLMHCKYIO OeATEeNbHOCTb, MEAMUMHCKAMM OpraHv3auusMu, BeTepuHapHbIMWM OpraHvM3aumsmMm 1
WHbIMW  OpraHuMsauusmMu, OCYLLEeCTBASIOWMMN obpalleHne nekapCTBEHHbIX CpeAacTB. XpaHeHue
nekapCTBEHHbIX CpeacTB ANS BETEepPUMHApPHOro MPUMEHEHMS OpraHusaunaMm n  UHAMBUAOYanbHbIMU
npegnpuHMMaTens MM B CRyyYasX, €CnM OHU UCMOMb3YITCA MWCKIIOYMTENBHO MNpyU  pasBegeHuu,
BblpalLMBaHUN, COOEPXKAHUN N NEYEHUN XKMBOTHBIX, MOXET OCYLLECTBNATLCA 6e3 nonyvyeHns nuueHsnm
Ha hapmaLeBTUYECKYIO A4eATeNbHOCTb.

(B pea. PegepanbHoro 3akoHa ot 22.10.2014 N 313-$3)

2. I'Ipanu'la XpaHeHuA J1eKapCTBEHHbIX cpencTs yTBEpPXXAakTCA COOTBETCTBYHOLNM
YNOJTHOMOYEHHbIM cbep,epaanblM opraHom WCMNONHUTENBbHON BNacTu.

3. XpaHeHme HaPKOTUYECKUX NeKapCTBEHHbIX CpencTB, NCUXOTPOMNHbIX NeKapCTBEeHHbIX CpencTs,
pa,qmoq)apmauesmqecmx NeKapCTBEHHbIX cpeacTs ocyulecTBndaeTcqa B COOTBETCTBUU C
3akoHogaTenbcTBoM Poccuickon deaepaumm.

Cratba 58.1. [lpeaMeTHO-KONMMYECTBEHHbLIA YYeT JleKapCTBEHHbIX CpeAcTB  Ans
MeANLNHCKOro NPUMEeHeHusA
(BBeaeHa depepanbHbIM 3akOHOM OT 25.12.2012 N 262-D3)

1. MNepeyeHb NekapCTBEHHbLIX CPEACTB ANs MEAULMHCKOro NPUMEHEeHUs], NoAnexalux npeamMmeTHo-
KONMUYECTBEHHOMY Y4eTy, YTBEpPXOAAETCs YNOMHOMOYEHHbIM dhefeparnbHbiM OpraHoM WUCMONHUTENBHOM
BMnacTw.

2. lMopsigok BKMOYEHUSI NeKapCTBEHHbIX CPEeACTB AN MEAMLMHCKOrO MpUMEHEHUs1 B MepedeHb
neKkapcTBEHHbIX CPeacTB Ans MeaULMHCKOro NPUMEHeEHUs, noanexalmnx npeamMmeTHO-KonmM4yecTBEHHOMY
yyeTy, YycCTaHaBnMBaETCs YNONHOMOYEHHbIM dedeparnibHblM OpraHoM WCMOMHWUTENBHOM BRiacTu Mo
cornacoeaHuio ¢ degeparnbHblM OpraHoOM WCMOMHUTENbHOW BRNAacTW, YMOMHOMOYEHHbIM B cdepe
BHYTPEHHMX Aen.

(B peq. PepepanbHoro 3akoHa ot 03.07.2016 N 305-93)

3. |-|peLI,MeTHO-KOJ'II/I‘-IeCTBeHHbIVI y4eT neKkapCTtBeHHbIX cpencts Ond MeguunHCKOro npuMeHeHuA
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BeAyT NPOM3BOAMTENWN FEKAapPCTBEHHbIX CPEACTB, OpraHu3auvu OMTOBOM TOProBNAM JEKapCTBEHHLIMM
cpenctBaMu, anTeyHble OpraHv3auuv, MHAMBMAYanbHble NPEeanpUHUMATENU, UMelLWwmMe NUMUEH3NI0 Ha
hapMaLeBTMYECKYD OEeSATENbHOCTb WM JNIMLEH3UI0O HA MEAMLMHCKYI0 OesATenbHOCTb, U MeaUUUHCKMe
opraHusaumm, ocylecTBnsiowme obpalleHne NekapCTBEHHbIX CPEACTB ANst MEAULMHCKOrO NPUMEHEHUS,
nyTeMm perucrpauum nobbix CBA3aHHbIX C MX obpalleHvem onepauui, Npu KOTOPbIX WU3MEHSIETCS WX
KONMMYECTBO M (UNN) COCTOSIHME, B CNeLManbHbIX XXypHanax ydyeta onepauuii, CBsA3aHHbIX ¢ obpalleHnem
NeKapCTBEHHbIX CPEACTB AN MeAULIMHCKOrO NPUMEHEHUs (Oanee - cneyunarnbHble KypHarbl).

4. MpaBuna perncrTpauumn onepauuii, CBsI3aHHbIX C OOpalleHMEM NEKAPCTBEHHbLIX CPEACTB ANs
MEOULMHCKOTO MPUMEHEHUS!, BKIIIOYEHHbLIX B MNEpPeYeHb JIEKAPCTBEHHbLIX CPEACTB ANs MEeLMUMHCKOro
NPUMEHEHNS1, MOANEXaLLUMX NPEAMETHO-KONIMYECTBEHHOMY YYETY, B CleumnarnbHbIX XXypHanax u npasuna
BEAEHUSI W XpaHEHWs1 creuumanbHbIX XYpHanoB YTBEPKAAKTCHA YNOMHOMOYEHHbIM (eaeparnbHbIM
OpraHoM UCMOSTHUTENBHOW BRacTu.

5. KoHTponb 3a cobGniogeHnem npaBwun peructpauum onepauun, CBA3aHHbIX C obpalieHvem
NeKapCTBEHHbIX CPEeACTB AN MEAULMHCKOrO MPUMEHEHWS, BKITIOYEHHbIX B MepeyeHb feKapCTBEHHbIX
CpeacTB AN MeOMUMHCKOTO MNPUYMEHEHUsi, MOAnexawyx npeaMeTHO-KONMYECTBEHHOMY YyyeTy, B
crneumanbHbIX XypHanax, a Tawkke 3a cobniogeHvem npasBuil BeAEHUS W XPaHeHUs chneuunanbHbIX
XypHarnoB BO3naraeTcs Ha YNnofHOMOYeHHble befeparnbHble OpraHbl UCNOMHUTENBHOW BNACTW 1 OpraHbl
ucnonHuTenbHOW Bnactu cybbekToB Poccuiickon ®Pegepaunn, OCyLWLECTBNSAOLWME NULEH3UPOBaHWE
NPOM3BOACTBA JE€KapCTBEHHbIX CpeacTB, dapMaueBTUYECKONn AeATEeNbHOCTM W MeAULUHCKON
AeATENbHOCTU, N OCYLLECTBIAETCA B pamMKax NULEH3NOHHOMO KOHTPONS.

Maea 11. YHUUYTOXEHUE NNIEKAPCTBEHHbLIX CPEACTB
CtaTtba 59. OCHOBaHUSA U NOPSAOK YHUUYTOXEHUS NIeKapCTBEHHbIX CPeACTB

1. HepobGpokayecTBeHHble neKkapCTBeHHble cpeacTBa, danbCudULMPOBaHHbIE FEeKapCTBEHHbIE
cpeaocteBa noanexar W3bATMIO M3 obpalleHuMss UM YHUYTOXEHMIO B nopsgke, YCTaHOBIIEHHOM
MpaBuTtensctBom Poccuinckon Pepepaumn. OcCHOBaHMEM ANS YHUHTOXEHUS NEeKapCTBEHHbIX CPEeACTB
ABMNSETCA  pelleHWe  Bragenbua  NEeKapCTBEHHbIX  CPEACTB,  PelleHue  COOTBETCTBYIOLLEro
YNONHOMOYEHHOTO heeparnbHOro opraHa MCNONHUTENBHOW BNacTn W pelleHne cyaa.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

2. KoHTpadhakTHble nekapCTBeHHbIE CpeacTBa MOAMEXaT U3bATUIO U3 OOpaLLEHUSA U YHUYTOXEHUIO
no peleHuto cyga. MNMopsaaok YHUUTOXEHUS KOHTpadaKTHbIX flekapCTBEHHbIX CpeaCcTB yCTaHaBnMBaeTCs
MpaButenbctBOoM Poccuiickon ®eagepaunn.

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

3. Pacxogpl, CcBsi3aHHble C YHUYTOXEHNEM KOHTpaq)aKTHbIX JNIEKapCTBEHHbLIX CpPeacTB,
He,D,06pOKa‘-IeCTBeHHbIX JNIeKapCTBEHHbIX CpPencTs, (*)aﬂbCVI(bMLJ,VIPOBaHHbIX JNIeKapCTBEHHbLIX CpeacTs,
BO3MeLlaTCcAa UX BllagesbLleM.

4. Bnagenewy nekapCTBEHHbIX CPeACTB AOMMKEeH NpeacTaBuUTb B YNONHOMOYEHHbIN ddefepanbHbIn
opraH WCMONHUTENbHOW BNacTuU AOKYMEHT UMM 3aBEpPEeHHY B YCTAHOBMEHHOM MOpPSAKe ero Konuio,
noarsepxaatoLme PakT YHUYTOXEHNS NeKapCTBEHHbIX CPEACTB.

5. CooTBETCTBYIOLMA YMNOMHOMOYEHHbI dedepanbHbIi - opraH WCMOMHUTENbHOW  BRNacTw,
NPUHSABLUMIA pelleHne 06 YHUYTOXEHWMM TEeKApCTBEHHbIX CPEACTB, OCYLLECTBMASET KOHTPOMb 3a WX
YHUYTOXEHUNEM.

6. YHWYTOXEHME JNEKAPCTBEHHbIX CPEeACTB MNPOU3BOAMTCS  OpraHMsauumsiMi,  MMeELLMMMU
COOTBETCTBYIOLLLYIO NTMLIEH3UIO, HA creLmanbHO 060opyaOoBaHHbIX MoLaakax, MofIMroHax u B cneynanbHo
000pyAOBaHHbIX NMOMELLIEHMSX C cobnogeHnem TpeboBaHu B 06nacTu oxpaHbl OKpyXXalLlen cpepl B
COOTBETCTBUWN C 3akoHoAaTenbCcTBOM Poccuinckon egepaunu.

7. HapKOTI/NeCKVIe NNekapCTBeHHble CcpeacTBa, [MNCUXOTPOMNHble JeKapCTBeHHble CpencTBa,
pagunochapmaueBTMYeckMe  NeKkapcTBEHHble  CpeAcTBa  YHUYTOXAKTCA B COOTBETCTBUM  C
3akoHogartenbcTBoM Poccuickon degepaumn.

Mnaea 12. TOCYOAPCTBEHHOE PEIYJIMPOBAHUE LIEH
HA NNIEKAPCTBEHHbIE NMPENAPATbLI ANA MEAULUMHCKOIo NPUMEHEHUA

Cratbsa 60. NocypnapcTBeHHOe perynvpoBaHMe LieH Ha JleKapCTBeHHble npenapaTtbl AnA
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MeOULUUHCKOro npuMeHeHus

1. TocypnapCTBeHHOE perynupoBaHWe LEH Ha JeKapCTBEHHble MpenapaTbl Ans MeAMLMHCKOro
NPUMEHEHNS OCYLLLECTBNSIETCS MOCPELCTBOM:
(B pea. PenepanbHoro 3akoHa ot 26.03.2020 N 67-03)

1) ytBepxaeHus lNpaButensctBoM Poccuiickon ®egepaunmn nepeyHsi XXM3HEHHO HEOOXOAMMBIX U
Ba)XXHEWLUNX JIEKApPCTBEHHbIX NpenapaTtoB, KOTOPbIM (QOPMUPYETCA UM He pexe OOHOro pasa B rog
nepecMaTpuBaeTcsi B YCTAHOBMEHHOM WM MOpPSiAKE Ha OCHOBE KOMMIIEKCHOW OLIEHKU NeKapCTBEHHbIX
npenapaToB, BKMNO4Yas aHanu3 CBeAEHWA O CpPaBHUTENbHON KIMHUYECKON 3(EKTUBHOCTU U
©e3onacHOCTU NeKapCTBEHHOr0 CPEeACTBa, OLEHKY 93KOHOMMUMYECKUX MOCMEeACTBMIN  NPUMEHEHUs
NeKkapcTBEHHOro cpeactsa M u3ydeHue OOMNONHUTENbHbLIX NOCNEACTBUA NPUMEHEHUS NeKapCTBEHHOMo
cpencTea;

(B pea. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, ot 13.07.2020 N 206-d3)

2) yTBEpXAEHWs MEeTOAMKM pacveTa npedenbHbIX OTNYCKHbIX LEeH npou3BoguTenen Ha
neKkapcTBeHHble Mnpenapatbl, BKMAYEHHble B MNEepevYeHb >XW3HEHHO HeobXOoAMMbIX W  BaXHEMLWmX
nekapCTBEHHbIX MpenapaTos, a Takke BHEAPEHUS MeXaHU3MOB (hOPMUPOBAHUSA CUCTEMbI pePepeHTHbIX
LieH;

(B pea. PenepanbHbix 3akoHOB 0T 22.12.2014 N 429-®3, o1 06.06.2019 N 134-93)

3) rocymapCTBEHHOW perucTpaumMv npefenbHbIX  OTMYCKHbIX LieH Npou3BoauTeNen Ha
nekapcTBeHHble MpenapaTbl, BKMOYEHHbIE B MEpPeYeHb XU3HEHHO HEeobXoAWMbIX U BaKHEMNLLIUX
neKapCcTBEHHbIX NpenapaTos.;

(B pea. PepepanbHoro 3akoHa ot 06.06.2019 N 134-$3)

4) BefdeHUs1 rOCyQapCTBEHHOrO peecTpa npedernbHbIX OTMYCKHbIX LEH npou3BoauTenen Ha
neKkapcTBeHHble npenaparbl, BKMHOYEHHbIE B MNEpPeYeHb XW3HEHHO HeoOXOoOAMMbIX W  BaXKHEWLwnX
nekapcTBEHHbIX NpenapaTos;

5) yTBepXOeHus MeTOOUKM YCTaHOBMEHMSI OpraHamu WCMOMHUTENbHOW BNacTu CyOGbLEKTOB
Poccuiickon ®epepaumn npegenbHbiX pa3mMepoB OMNTOBbIX HaAbaBOK W MNpedernbHbIX pa3MepoB
PO3HUYHbIX HagbaBOK K (PaKTMYECKUM OTMYCKHbIM LEHaM, YCTaHOBIEHHbIM MPOU3BOAUTENSAMMU
nekapCTBEHHbIX MpenapaToB, Ha NEKapCTBEHHble npenapaTbl, BKMAYEHHbIE B MEpPEeYeHb >KU3HEHHO
HeOBOXOAMMbIX U BaXKHEWLUMNX NeKkapCTBEHHbIX NpenapaTos;

6) yCTaHOBIEHUA NpeaesibHblIX pa3MepoB ONTOBbLIX Han6aBoK U npegernbHbiX pa3MepoB PO3HNUYHbIX
HagbaBoOK K (baKTI/I‘-IeCKVIM OTNYCKHbIM LEeHaM, YCTaHOBJIEHHbIM MPOMN3BOOUTENAMU JIEKAPCTBEHHbIX
npenapartoB, Ha JieKapCTBEHHbIE MnpenapaTtbl, BKIOYEHHble B NepedyeHb >XW3HEHHO HeobxoaMMbIX U
BaXKHEMNLLNX JNeKapCTBEHHbIX MpenapaToB;

7) yTBEPXOEHMSA MOpsiAKa Bbl4ayu MPeanuMcaHuim opraHaMm MCMNOMHUTENbHOW BRacTu CyObeKToB
Poccuiickon ®egepaunn o npuBegeHnn B COOTBETCTBME C 3akoHogaTeNnbCcTBOM Poccuickon depepauum
pelweHnin 06 yCTaHOBNEHWMM MNpPefenbHbIX PasMepoB ONTOBbIX HAA0aBOK M NpedenbHbiX pa3mepoB
PO3HUYHbIX HaAbaBOK K (QAKTMYECKUM OTMYCKHbIM LEHaM, YCTAHOBIIEHHbIM MPOU3BOAUTENAMMU
NeKapCTBEHHbIX MpenapaTtoB, Ha JEKapCTBEHHbIE Mpenapatbl, BKAYEHHbIE B MNepeyvYeHb XU3HEHHO
HEOOXOAMMbIX W BaXXHEWLIMX JeKapCTBEHHbIX MpenapaToB, €CMU OHW MPUHATBI C  HapyLleHWEM
3akoHogatenbcTBa Poccunckon denepaunn, B nopsake, ycraHoBrneHHoM lMpaButensctBoM Poccumnckom
depepauymy;

8) HanpaBneHus yNoNIHOMOYEHHbIM dedeparibHbIM OpPraHoM WCMOMHUTENBHON BnacTy opraHam
UcnonHuTeNbHOW Briactu cybbektoB Poccuiickon ®egepauun npegnucaHn o NpUBEOEHMU B
COOTBETCTBME C 3akoHogatenbcTBOM  Poccuiickonn depepaumm  NPUHATBIX  C  HapyLUeHWEM
3akoHofartenbcTBa Poccuiickon ®Pepepaumm pelleHMn 00 YCTAHOBMEHWM MNpefenibHbIX pa3MepoB
ONTOBbLIX HaabaBOK M MpederibHbIX pPasMepoB PO3HUYHbLIX HaabaBOK K LieHaM Ha IekapCTBEHHble
npenapaTbl, BKMOYEHHblE B MepeyYeHb XU3HEHHO HEOOXOOAUMbIX W BaXHEWLWWUX NeKapCTBEHHbIX
npenapaTos;

9) ocyulecTBneHus eagepanbHOro rocyaapCcTBEHHOro Hagsopa B cdepe obpalweHus
NEKapCTBEHHbIX CPeACTB W PErMOHANbHOrO roCygapCTBEHHOrO KOHTPOMsS 3@ MPUMEHEHWEM LEeH Ha
nekapcTBeHHble MnpenapaTtbl  COOTBETCTBEHHO  YMONIHOMOYEHHbIMW  (hbefepanbHbIMU  OpraHammu
WCMONHMTENBHOW BracTu M opraHamu MUCMNosfHuUTEeNbHOM Bnactu cybbekTtoB Poccuinckon Pepepaumm
COrnacHo MX KOMMNeTeHUMM B Nopsiake, ycTaHoBNeHHoM [MpaBuTtenscTtBom Poccuiickon depepaunm;

(n. 9 B pen. ®enepanbHoro 3akoHa o1 25.06.2012 N 93-93)
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10) npumeHeHWss NpeayCMOTPEHHbIX 3akoHoaaTenbctBoM Poccuiickon  depepauun  mep
OTBETCTBEHHOCTM 3a HapylleHue nopsiaka LUeHoobpas3oBaHUA Ha fekapcTBeHHble npenapaTbl,
BKIMIOYEHHbIE B NePEeYEHb XXU3HEHHO HEODXOANMBIX U BaXXHEMNLLUNX NEeKapCTBEHHbIX NpenapaTos.

(B pea. PepepanbHoro 3akoHa ot 27.12.2019 N 475-03)

2. B ycnoBusix 4pe3Bbl4aiHOM CUTyauuMuM U (Mnn) Npy BO3HUKHOBEHWUWN Yrpo3bl pacnpocTpaHeHust
3aboneBaHnsi, NPeACTaBMSAIOLWEr0 ONACHOCTb AN OKPYXXaKLWUX, a Takke B Cryyae, ecnn B TedeHue
TpnauaTtu KaneHgapHblx AHen nocrne npuHaTtus lNMpasutensctBom Poccunckon degepauum pewleHnsa o
npoBeaeHNM MOHUTOPUHIA PO3HMYHbBIX LlEeH Ha NeKapCTBEHHbIe npenaparhl, He BKITIOYEHHbIE B NepeyeHb
XN3HEHHO HEOOXOAMMBIX W BaXHEWLUMX NEeKapCTBEHHbIX MpenapaTtoB, Ha TeppuTopusX CyObLEeKToB
Poccuiickon ®epepaumm BbiSIBNEH POCT PO3HUYHBIX LIEH Ha yKasdaHHble NekapCTBEHHblE npenapaTbl Ha
Tpuauatb npoueHtoB u 6Gonee, [lpaButenbctBo Poccuiickon ®depepaumm BnpaBe YCTaHOBUTb
npegenbHble  OTMYCKHble LeHbl NPOM3BOAMTENEN Ha yKasaHHble feKapCTBeHHble npenapaTbl,
npenenbHble pasmepbl OMNTOBbIX HAAb0aBOK M npegenbHble pas3mepbl PO3HMYHBLIX HagbaBoK K
aKTUYECKMM OTMYCKHBIM LieHaM NMpoM3BOANTENEN Ha YKa3aHHbIE flekapCTBEHHbIE Npenapartbl. [lepeyeHb
NEKapCTBEHHbIX MpenapaToB, HE BKIOYEHHbIX B MepevYeHb XM3HEHHO HeobXoOMMbIX U BaXXHEMLUUX
NeKapCcTBEHHbIX MpenapaToB, M Mopsgok ero copmupoBanusa onpegensitotcs  [paBUTENbCTBOM
Poccuickon degepaumm.

(4acTb 2 BBeaeHa PegepanbHbiM 3akoHOM OT 26.03.2020 N 67-P3)

3. B TeueHne geBsHOCTa KaneHgapHbIX AHEW co AHS yTBepxaeHus lNMpasutensctBom Poccuickon
denepaummn nepeyHs, yKasaHHOro B YacTu 2 HacTosLWwen ctaTbMi, He AOMYCKalTCHa peanu3auns 1 oTnyck
BKITIIOYEHHBIX B HEro fiekapCTBEHHbIX MpenapaToB MO LieHaM, NpeBbIaloWwmM npeaernbHble OTNYCKHble
LeHbl Npou3BoAMTENEN Ha yKasaHHble NeKapCTBEHHble npenapaThl, npedenbHble pasMepbl ONTOBbIX
HagbaBoK W MnpefdenbHble pa3mepbl PO3HWYHbIX HagbaBOK K  (PAKTUYECKUM OTMYCKHbIM LeHam
npousBoAMTENen Ha YyKa3aHHble neKapCTBeHHble npenapatbl C Y4eTOM Hamora Ha [JoGaBreHHyo
CTOMMOCTb.

(vacTb 3 BBeaeHa PegepanbHbiM 3akoHoM OT 26.03.2020 N 67-93)

KoHcynbTaHTlntoc: npumedaHue.
3apeructpupoBaHHble o 07.06.2019 npegenbHble OTMNYCKHblE LEHbl MoanexaTt o0si3aTenbHOon
nepepernctpauunn B 2019 - 2020 rogax B cootBeTcTBUM €O CT. 2 ®3 0T 06.06.2019 N 134-03.

Crtatbsl 61. locynapcTBeHHass perMcTpauus v nepeperucTpauus npepenbHbIX OTAYCKHbIX
ueH npou3BoauTene’d Ha mneKapcTBeHHble MNpenapaTbl, BKIIOYeHHble B nepeyvyeHb XU3HEHHO
Heo6XxoAUMbIX U BaXXHEWULLMX NeKapCcTBeHHbIX NpenapaToB

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

1. MNpegenbHasa OTMNyckHas LieHa NPOM3BOAUTENSA Ha NEKapCTBEHHbIN MpenapaT, BKIOYEHHbLIN B
nepeyYeHb KM3HEHHO HeOoOXOOAUMbBbIX U BaXHEWWWUX JIeKapCTBEHHbLIX NpenapaToB, MOANEXUT
rocyaapCTBEHHOW perncrpaumm B nopsgke, ycraHosneHHom lpasutenscteoM Poccunckon ®egepauun,
Ha OCHOBaHWWM NpPEeACTaBMEHHOrO B YMNOMHOMOYEHHbIN doefepanbHbIl OpraH WCMOMHUTENBHOW BMRacTu
3asABreHNs AepxaTens unu Bragenbla perucTpaumMoHHOro yooCTOBEPEHUS NIEKAPCTBEHHOMO npenapara
(ynonHOMOYEHHOro UM nuua).

2. 3aperMCTpI/Ip0BaHHaFI npegernibHaa OTnyCKHadA LUeHa npousBoguTenda Ha ﬂeKapCTBeHHbIVI
npenapart, BKMNIOYEHHBIN B nepeyvyeHb XW3HEHHO HeobxoOuUMbIX W  BaXXKHEWLINX JIeKapCTBEHHbIX
npenaparoB, MOXeET ObITb nepepernctpmpoBaHa B CTOPOHY yBEJIMYEHNA OAUH pa3 B KaleH4apHOM rogy
Ha OCHOBaHWWM npeacTtaBfieHHOro B yﬂOJ'IHOMO‘-IeHHbIVI cbe,u,epaanblﬁ opraH NCMNONHNTENBHON BNacTu A0
1 OKTFI6pF| KaXaoro roga 3adBrieHUaA fepxartend unn Bnagenbua pernctpaunmoHHOro yaooctoBepeHud
NeKapCTBEHHOrO npenaparta (yﬂOJ'IHOMO‘-IeHHOFO nm nmu,a).

3. 3apeructpupoBaHHas npefenbHas OTMYCKHAs LUeHa MpoM3BOAUTENS Ha JEeKapCTBEHHbIN
npenapaT, BK/MIOYEHHbIA B MEPEYEHb KU3HEHHO HEOOXOAMMBIX W BaXHENLMX JeKapCTBEHHbIX
npenapaToB, MOXET ObITb NEpPeperMcTpMpoBaHa B CTOPOHY CHUKEHUS HA OCHOBaHMU NPeacTaBIEHHOro B
YNONIHOMOYEHHbIV  dhefepanbHbIi  OpraH WCMONMHUTENbHOW BMacTuM 3asiBNEeHUs AepxaTens wunm
Bnagenbla perucTpaunoHHOrO YOOCTOBEPEHUS FEeKapCTBEHHOrO npenaparta (YNnoSIHOMOYEHHOTO UM
nmua).

4. [lepxatenb unu BnageneL perncTpaunoHHOro yOOCTOBEPEHUS JeKapCTBEHHOro rnpenapaTa
(ymonHomouyeHHOe MM nuuo) o00s3aH npeacTaBuTb B YNOMHOMOYEHHBbIM  ddedeparnbHbI - opraH
WCNONMHUTENBHOW BriacTu 3asiBieHWe O nepeperncrpaumn 3aperncTpupoBaHHON npegenbHONn OTnyCKHOWM
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LieHbl Nnpon3BoanTENA Ha J'IeKapCTBeHHbIIZ npenapart, BKMNIOYEHHbIN B nepeyvyeHb XM3HEHHO Heo6XxoauMbIX
N BaXKHEMNLLNX NeKapCTBEeHHbIX npenapartoB, B CTOPOHY CHMXEeHUA B crneayrLwnx crny4vyaax:

1) CHWKEHWE LieHbl B MHOCTPaHHOW BastoTe Ha NekapCTBEHHbIV Npenapar B CTpaHe NpPOoW3BOAUTENS
n (UM) B CcTpaHax, B KOTOPbIX JEKAPCTBEHHbLIN NpenapaT 3apeructpupoBaH M (Mnn) B KOTOpble
MoCTaBnsieTCs MPOV3BOANTENEM;

2) CHWXeHMe uUeH Ha pedepeHTHble NeKkapCTBeHHble npenapaTtbl B COOTBETCTBUM C MYHKTOM 1
HacToslen YyacTum (Ong COOTBETCTBYIOLLMX BOCMPOM3BEAEHHbIX, OnoaHanoroBbix (61MoNoAo06HbIX)
nekapcTBEHHbIX NpenapaToB);

3) npeBbilWeHne npefenbHOM OTMYCKHOW LieHbl Ha NepBbIN BOCMPOM3BEAEHHLIN, BUoaHanoroBbIn
(bronogobHbIN) NekapCTBEHHbIV MpenapaT MHOCTPaHHOrO MpPOW3BOACTBAa HaA NpPedernbHON OTMYCKHOM
LleHOM Npon3BOAMTENS HAa BTOPO BOCNPOU3BEAEHHbIN, BuoaHanoroBbin (61MonogobHbIN) NekapCcTBEHHbIN
npenapaTt, paccYMTaHHON B COOTBETCTBUM C METOAMKOWN, yTBepxaeHHoM [MpaButensctsom Poccuiickon
degepaumu;

4) npeBblleHNe npeaenibHOM OTMYCKHOM LEeHbl Ha MepBbli BOCNPOU3BEAEHHbIW, OMOaHanoroBbIn
(bronogobHbIA) NeKapCTBEHHbIM NpenapaTt Mpou3BOAUTENS rocygapctBa - uyneHa EBpasuiickoro
9KOHOMWYECKOrO  COK3a Hag npefenbHoM  OTMYCKHOM  LIEHOW  NpovM3BOAMTENS Ha  BTOPOM
BOCMpPOM3BEAEHHbIA, ©OuoaHanoroBbii (6MONOAOGHbBIN) NEKApPCTBEHHbIM MpenapaT MNpou3BoauTens
rocygapcrea - u4neHa EBpasuickoro SKOHOMMYECKOTO COH3a, PacCYUTaHHOW B COOTBETCTBUMM C
MeToAMnKon, yTeepxaeHHon MpasutenbctBomMm Poccuiickon egepaunu.

5. Tlopsgok  nepepeructpauum  3aperMcTpMpoBaHHbLIX — NpefenibHblX  OTMYCKHbIX  LiEH
Npon3BOAMTENEN HA NEKAapCTBEHHbIE Npenaparbl, BKITHOYEHHbIE B NMEPEYEHb XU3HEHHO HEOOXOAMMbIX U
Ba)XXHEWLUNX NEKApCTBEHHbIX MpenapaToB, B CryyYasdx, NPeAyCMOTPEHHbIX YacTaMmu 2 - 4 HacTosien
cTaTbu, ycTaHaBnmBaeTcad NpaButensctBomM Poccuiickon ®eagepaunn.

6. OKOHOMWMYECKMN aHanu3 npeaernbHON OTMYCKHOW LeHbl NPOM3BOAMTENS Ha NEKapCTBEHHbIN
npenapaT, BKIIOYEHHbIN B MEpPeYeHb XU3HEHHO HEeOOXOAMMbBIX W BaXHENWWUX neKapCTBEHHbIX
npenapaToBs, MNpuM €€ T[OoCyAapCTBEHHOW perncTpauMn wnu nepeperncrpauum OCyLLEeCTBSEeTCs
dedepanbHbIM - OpraHOM  UCMOMHUTENBbHOW  BNAacTW, OCYLLECTBASAWUM  (DYHKUMM MO MPUHATUIO
HOPMaTUBHbIX MNPaBOBbIX aKTOB W KOHTPOMK 3a cobnogeHnem 3akoHogatenbcTBa B cdepe
rocyapCTBEHHOro perynnupoBaHus LeH (Tapndos) Ha ToBapsl (ycnyru).

7. Pac4yeT npepenbHbIX OTMNYCKHbIX LEH, yKasaHHbIX B YacTax 1 M 2 HacToslwen ctaTbu, Npu ux
rocyAapCTBEHHOW perncrpauun unu nepeperncrpauumnm ocyLecTBrseTca B COOTBETCTBUN C METOAMKOWN,
yTBepxaeHHou MpasutensctBom Poccuickon ®egepauum 1 yantblBatoLwen B TOM Y1che:

1) cobniogeHne banaHca MHTEpPEecoB I'IOTpe6VITeﬂel7I NNeKapCTBEHHbIX NMpenapaTtoB, BKIMKOYEHHbIX B
nepeyvyeHb >XM3HEHHO HEOOXOAMMBIX U BaXKHEWMLLMX JIeKapCTBEHHbLIX MpenapaTtoB, U ﬂpOVI3BOﬂ,VITeﬂel7I
JNIeKapCTBEHHbIX MpenapaTtoB, BKIKOYEHHbIX B Nepe4yeHb XWU3HEHHO HeoOXoOUMbIX W BaXKHEWLLMX
JNIeKapCTBEHHbIX NpenapaTtoB;

2) haKkTMYEeCKyo OTNYCKHYIO LEHY Ha NeKkapCcTBEHHble npenapaTbl B Poccuinckon ®epepauun, LeHy
BBO3a JleKapCTBEHHbIX npenapatoB B Poccuiickyto depepaumio, a Takke LEHbl Ha aHanormyHble
nekapcTBEHHbIE NpenapaThbl, Haxoadwmecs B obpalueHmm B Poccuiickon ®epepauuu;

3) 3aTpaTtbl MNpoun3BoAUTENA JNEeKapCTBEHHOro npenaparta Ha npou3BoACTBO U peann3auunto
JNIeKapCTBEHHOIO Nnpenapara;

4) ueHy Ha NnekapCTBEeHHbIN npenapaT, ero LeHy B CTpaHe Npou3BoaUTENSs U B CTpaHax, B KOTOPbIX
neKapCTBEHHbIN NpenapaTt 3aperMcTpUpoBaH 1 (Mnu) B KOTOPbIe NOCTaBNseTcs NPOU3BOAUTENEM.

8. He ponyckatoTcsl peanusaumsi U OTNYCK NEeKapCTBEHHbIX NpenapaToB, BKIOYEHHbIX B NepeyeHb
XM3HEHHO HEoBXOAMMbIX W BaXKHEMLLMX NEeKapCTBEHHbLIX MpenapaTtoB, Ha KOTOpble MPOU3BOAUTENSIMM
nekapCcTBEHHbIX MpernapaToB He 3aperMcipupoBaHa npefenbHas OTMAyCcKHas LUeHa, peanusauus
npon3BoanTeNnAMn JNeKkapCTBeHHbIX npenapatoB No UeHam, npeBblllaknwmmM 3apermcTtpupoBaHHbie U
nepeperncTpmnpoBaHHblie npeneribHble OTNYCKHbIe LieHbl Ha JNTeKapCTBEHHbIe npenapaTtbl C y4eTOM Harora
Ha [o6aBNEHHY0 CTOMMOCTb.

9. OcobeHHoCcTK rocygapCTtBeHHOro perynmpoBaHua npenesibHbiX OTNYCKHbIX LEeH npomasop,menelh
Ha JeKapCTBEeHHble TMnpenapartbl, BKIOYEeHHble B NepedyeHb >XWU3HEHHO HEeobXOAMMbIX U BaXKHEMLLMX
NeKapCTBEHHbIX MnpenapaTtoB, B 3aBUCUMMOCTU OT 3KOHOMUYECKUX WU (l/lﬂl/l) couunanbHbIX KputepueB
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(n3meHeHne ycnoBuK, nopsidka W CTOMMOCTM  MPOU3BOACTBA FEKapCTBEHHbLIX MpenapaTos,
nUcnonb3oBaHWe HOBbIX OPM, METOAOB W CNOcOBOB rocygapCTBEHHOrO pPerynupoBaHUsa LeH Ha
nekapcTBeHHble npenapaTtbl, B TOM 4MCNe Ha OCHOBE MexaHu3Ma pedepeHTHOro ueHoobpasoBaHus,
N3MEHEHUI nopsaka okasaHus MeaULMHCKOM NMOMOLLN, M3MEHEHWE Kypca MHOCTPAHHOW BasntoTbl U UHblE
n3meHeHus) yctaHasnuaatotcs [NpasutensctBom Poccuiickon ®epepauuu.

(B pea. PepepanbHoro 3akoHa ot 08.03.2022 N 46-93)

CraTtbsa 62. N'ocypapCTBEHHbIN peecTp npenesribHbIX OTMYCKHbIX LEeH npousBoauTenem Ha
neKapcTBEeHHbIe Mpenapartbl, BKIOYEHHbIE B NepevyeHb XU3HEeHHO HeoOXoAMMbLIX U BaXHeMLIUX
neKapcTBEHHbIX NpenapaToB

1. 3apeFVICTpVIpOBaHHbIe nnn nepeperncTtpnpoBaHHbIe npegerbHble OTNYCKHbIE LeHbl
npowssop,meneﬁ Ha NneKapCTBEHHbIe MpenaparTtbl, BKIHO4YEeHHbIe B NnepeyeHb XXU3HEHHO HGOGXOLI,I/IMbIX n
BaXkKHEMLLUX NNeKapCTBEHHbIX nNpenapaTtoB, MnoanexaTt BKIMIYEeHU B FOCyﬂapCTBeHHbIVI peecTp
npegeribHbiX OTNYCKHbIX LUEeH npomsso,qmeneﬁ Ha nekapcTBeHHble npenaparTbl, BKIK4YeHHbIEe B Nepe4veHb
XKN3HEHHO HGOﬁXOﬂ,VIMbIX M BaXXHEeNLLINX NNeKapCTBEHHbIX NMpenapaToB.

(B pea. PenepanbHoro 3akoHa ot 06.06.2019 N 134-03)

2. FocynapCTBEHHLIN peecTp npefdenbHbIX OTMYCKHbIX LieH NPOU3BOAWUTENEN Ha NEeKapCTBEHHbIE
npenapatbl, BKMHOYEHHbIE B MEPEeYeHb KU3HEHHO HEOBXOAUMbBIX W BaXXHEWLIMX NeKapCTBEHHbIX
npenapaToB, COAepXuT B cebe cnenyoLlyo MHopmMaLuio:

1) HaumeHOBaHWe [fepxaTtend wnu  Brnagenbla  PerucTpauuoHHOro  yAOCTOBEpPEeHWs
neKkapCcTBEHHOro npenapaTa, HauMeHoBaHWe NPOoM3BOAWTENS fIeKapCTBEHHOro npenapaTa, CBeAeHus o
peructpaumMm gepxatens wnvM Bnagenbua pPerncTpauMoHHOro YOOCTOBEPEHUS  feKapCTBEHHOro
npenapara, CBeAeHUs O perucTpauuv npov3BoauTENs NeKapCTBEHHOro npenapaTta AN MeavuMHCKOro
NPUMEHEHWs B KavyecTBe HanoronnaTenbliyka B CTpaHe permcrpauuv (4ns pOCCUMMCKUX opUaNYecKux
nvy, - naeHTUMUKaUMOHHbIA HoMep Hanoronnatenswuka (MHH), Ans MHOCTpaHHbIX lopuanyeckux nuy, -
CTpaHa perucTpauun, HavMeHOBaHWe pPerucTpupylowero opraHa, PerucTpauuoHHbIA HOMEpP, KOA
HanoronnartenbLluka B CTpaHe perncrpauumn (MHKopnopauun) UM ero aHamor), MecTto HaxoXAeHus
NPON3BOACTBEHHbIX MMOLAA0K, Y4acTBYOLWMX B NpoLecce Npons3BoAcTBa NekapCTBEHHOro npenapara, ¢
yKasaHvuem ctaguu npouecca npousBoacTBa;

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

2) HauMeHOBaHMEe JFieKapCTBEHHOro npenapata (MeXxayHapoOHOe HenaTeHTOBaHHOe, WIu
rpynnUMpPOBOYHOE, UITM XUMUYECKOE U TOProBOE HaMMEHOBAHWS);
(B pea. PeneparnbHoro 3akoHa ot 22.12.2014 N 429-03)

3) HOMep pernucTpaLroHHOro YA0CTOBEPEHUs NIeKapCTBEHHOro NpenapaTa;

4) nekapcTBeHHas dopma C ykasaHMeM [03UPOBKM NeKapCTBEHHOro npenapara 1 ero Konu4yecTsa
BO BTOpPUYHON (NOTPebUTENbCKON) YNaKoBKe, a TakkKe KOMMIEKTHOCTb;
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5) sapeructpupoBaHHas npegernbHas OTNYCKHas LieHa Ha NekapCTBEHHbIN npenapaT B pyonsx;
(B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 475-$3)

6) gata U HOMep npukasa YnonHOMOYEeHHOro defeparbHOro opraHa MCMNOMHUTENbHOW BRacTu O
rocygapCcTBeHHOW permctpauun unm nepeperucrpaymm npegenbHon OTNYCKHOM UeHbl Ha NeKapCTBEHHbIN
npenapaT, BK/MIOYEHHbIA B MEPEYEHb KU3HEHHO HEOOXOAMMBIX W BaXHENMLMX JeKapCTBEHHbIX
npenapaTos;

(B peq. PepepanbHbix 3akoHOB 0T 22.12.2014 N 429-93, o1 06.06.2019 N 134-03)

6.1) naTa BCTYNneHUsl B CUMy npukasa yrnorHOMOYEHHOro peiepansHoro opraHa UCMOMHUTENBLHOWM
BMacTM O TrOCyQapCTBEHHOW perucTpauuy unuv nepepernctpaumm npeaenbHoM OTMYCKHOW  LieHbI
NpoM3BOAMTENS Ha NEKAPCTBEHHBIM Mpenapart, BKIOYEHHLIN B MepeveHb XU3HEHHO HeobxoauMbIX U
BaXKHEWLLMX NleKapCTBEHHbIX Npenaparos;

(n. 6.1 BBegeH ®epepanbHbiM 3akoHoM OT 06.06.2019 N 134-$3)

7) WTPUXOBOW KOL, HAHECEHHbI Ha BTOPUYHYIO (NOTPEOUTENbLCKYK) YNaKoBKY reKkapCTBEHHOrO
npenaparTa;
(n. 7 BBegeH ®enepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

8) koA nekapcTBEHHOro npenaparta Mo aHaTOMO-TepaneBTUYECKO-XMMUYECKOW Krnaccudumkaumm,
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pekoMeHAoBaHHOW BceMupHoOM opraHmsalmen 3gpaBooOXpaHeHust.
(n. 8 BBegeH deaepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

3. TocygoapcTBeHHas perucrpauus unu nepeperncrpauus npefenibHbIX OTMYCKHbIX LUEeH Ha
rnekapCcTBeHHble MpenapaTbl, BKMAYEHHbIE B MEepevYeHb XW3HEHHO HEeobXOOAMMBIX W  BaXHEMNLUMX
nekapCcTBEHHbIX MpenapaToB, BeAEHWE T[OCYAapCTBEHHOIO peecTpa npefenbHbiX OTMYCKHbIX LEeH
npou3BoauTeNeln Ha NeKapCTBEHHbIE NpenapaTbl, BKIKOYEHHbIE B MEPEYEHb XXU3HEHHO HEOOXOOUMBIX U
Ba)XXHEWLUNX  JIeKapCTBEHHbIX  MpenapaTtoB,  OCYLWECTBAAWTCA B MOpsiAke,  YCTAHOBIIEHHOM
MpaButenscTBomM Poccuinckon depepaumn.

(B pea. PenepanbHoro 3akoHa ot 06.06.2019 N 134-03)

Cratba 63. YcTaHOBnNeHue opraHamm MUCMNONHUTENbHOM BnNacTM cyb6bekToB Poccuickon
depepauum npeaenbHbIX pasMepoB ONTOBbIX HaAb6aBOK M NMpeAefibHbIX Pa3sMepoB PO3HUYHbIX
Hap6aBoOK K  (bakKTUYECKMM  OTNYCKHbIM  LieHaM, YCTaHOBJIEHHbIM  MNpPOU3BOAUTENAMMU
nekapcTBeHHbIX MpenapaTtoB, Ha neKapCTBeHHble Mnpenaparbl, BKIYEeHHble B MNepeyeHb
XXM3HEHHO Heo6X0AMMbIX U BaXXHENLUUX NleKapCTBEeHHbIX NpenapaToB
(B pen. PepepanbHoro 3akoHa ot 27.12.2019 N 475-03)

1. OpraHbl ucnonHUTEnNbHOW Bnactu cyobektoB Poccuiickon ®Pegepauun ycTaHaBnMBalOT
npegenbHble pa3mepbl ONTOBbIX HagbaBOK W MpefdenbHble pasMepbl PO3HUYHbIX Hag0aBOK K
aKTMYeckum OTMYCKHbIM LieHam (6e3 ydeTa Hamora Ha gobaBneHHyl CTOMMOCTb), YCTaHOBMEHHbLIM
Npon3BOAMTENSIMUA JIEKapCTBEHHbIX NpenapaToB, Ha fekapCTBEHHble npenaparbl, BKIOYEHHblEe B
nepevYeHb >XU3HEHHO HEeOOXOAMMbIX W BaXKHEMLIMX JeKapCTBEHHbIX MpenapatoB, B COOTBETCTBUMM C
YTBEPXOEHHOW B nopsiake, ycTaHoBneHHom [lpaButenbctBom Poccuickon Pepepauun, MeTOAMKON
YyCTaHOBMEHUS OpraHamMu MCNOMHUTENbHOW BracTu cybbekToB Poccunckon Pepepaumm npegenbHbIX
pasMepoB OMNTOBbIX HaAbaBOK W MpedenbHbiX pPa3MepPOB PO3HWMYHBIX HAA0aBOK K  (haKTMYECKUM
OTMNYCKHbIM LieHaM, YCTaHOBIIEHHbIM NPOU3BOAUTENAMM NeKapCTBEHHbIX NpenapaToB, Ha NeKapCTBEHHbIe
npenapatbl, BK/IOYEHHbIE B MEPEYEHb >KU3HEHHO HEOOXOOMMbBIX W BaXXHEMLIMX FleKapCTBEHHbIX
npenapaToB. [1poeKTbl pelleHnin opraHoB MCMOMHUTENbHOW BracTu cyobekToB Poccuiickon denepaunm
06 ycCTaHOBNEHWM U (MnM) M3MEHEHMU MpedesNibHbIX pa3MepoB OMTOBbIX HaAbaBoOK M MNpeferibHbIX
pa3MepoB PO3HUYHbIX HAAbaBOK K haKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBIEHHbBIM MPOU3BOAUTENAMMU
nekapCTBEHHbIX MpenapaToB, Ha NEKapCTBEHHble npenapaTbl, BKMOYEHHblE B MEPEeYeHb >XMU3HEHHO
HEODXOAMMBLIX M BaXHEMWMX JeKapCTBEHHbIX MpenapaToB, MoAanexaT  COrnacoBaHWil  C
YNONHOMOYEHHbIM dheaepanbHbiM OpraHoM MCMOMHUTENbHOW BNAcTW, OCYLECTBASIOWMM (PyHKUMKM MO
NPUHATUIO HOPMaTUBHbBIX NPAaBOBbLIX aKTOB W KOHTPOMIO 3a cobniogeHvemM 3akoHogaTenbcTBa B cdepe
rocygapCTBEHHOro perynupoBaHuns ueH (TapudoB) Ha ToBapbl (ycryru), B Mopsiake, YCTaHOBIEHHOM
MpasuTensctBom Poccuiickon ®eaepaunn.

(B pea. ®enepanbHbix 3akoHOB OoT 13.07.2015 N 241-®3, o1 27.12.2019 N 475-03)

2. OpraHusaumm ONTOBOM TOPrOBMM JIEKAPCTBEHHBIMU CPeACTBaMU, anTedHble opraHu3auuu,
UHOVBMAYanbHble MpeanpUHUMATENN, MMeEKLMe NULEH3NIO Ha dapMaueBTUYECKYID AesTENbHOCTb,
MeOVLUMHCKME OpraHmsaumy, WMelLlme nUUEeH3M Ha ¢dapMaueBTMYECKy0 OeATeNbHOCTb, M UX
obocobneHHble nogpasgeneHus (ambynatopun, denbawepckne u denbaepcko-akyLlepckne nyHKTbI,
LueHTpbl (oTaeneHus) obuwen BpavyebHOW (CeMEeNHOM) MNPaKTUKM), PacnofioXeHHble B  CEeNbCKUX
HacerneHHbIX MyHKTaX, B KOTOPbIX OTCYTCTBYKT anTe4Hble OpraHu3auun, OCYLLECTBASKT peanusaumto
NeKapCTBEHHbIX MpenapaToB, BKIOYEHHLIX B MEpPeYeHb >KU3HEHHO HEOOXOAMMBbIX W  BaXKHEWLIUX
nekapCTBEHHbIX MpenapaTtoB, MO LeHaMm, KoTopble (OpMUPYIOTCS B COOTBETCTBUM C MOPSAKOM,
ycTaHoBrneHHbIM NpaButensctBoM Poccuiickon Pefepaumm, u ypoBeHb KOTOpbIX (6e3 yyeTa Hamnora Ha
[ODaBNeHHyl0 CTOMMOCTb) He [OIDKEH MpeBbllaTb CyMMYy (DakTMYECKOM OTMYCKHOW  LIEHB,
YyCTaHOBIEHHOW MPOU3BOAUTENEM FIEKAPCTBEHHOIO Npenapara, He NpeBbILAatoLLEe 3aperMcTpUupoBaHHOM
NN NepeperMcTpUpoBaHHON NpeaenbHOM OTMYCKHOW LeHbl npou3BoauTens (Ha AaTty peanusauuu
NEeKapCTBEHHOro npenaparta nNPOU3BOAMTENEM), U pa3mepa ONTOBOM HaabaBku u (Mnn) pasmepa
pPO3HUYHOWM HaabaBkW, He MpEBbIWALWMX COOTBETCTBEHHO pasmepa npenenbHOW ONTOBOW HagbaBku v
(vnn) pasmepa NpeaensHON po3HMYHON HaabaBkK, yCTaHOBNEHHLIX B cyobekTe Poccuiickon ®epepauun.
(vacTb 2 B peq. PegepanbHoro 3akoHa ot 27.12.2019 N 475-03)

3. OpraHbl McnonHWTenbHOW BnacTu cybobekToB Poccuiickon Pepepauumn pasMmellaloT B CETU
"MIHTepHeT" MHdopmaLnio 0 3aperMcTpupoBaHHbIX NpeaenbHbIX OTMNYCKHbIX LieHax npoussBoauTenen Ha
nekapcTBeHHble MpenapaTbl, BKMYEHHbIE B MNEpPeYeHb XU3HEHHO HEoOXoOAMMBIX U  BaKHEMWLLMX
nekapCTBEHHbIX MpenapaTtoB, 00 yCTaHOBMEHHbIX B cybbekTte Poccuiickon depepauny npenenbHbiX
pasmepax OonToBbiX HaabaBoK M (MNM) NpegenbHbIX pasMepax PO3HUYHbIX HAL0aBOK K YCTAHOBIEHHbLIM
NPON3BOOUTENSAMM JIEKAPCTBEHHbIX MpenapaTtoB akTUYECKMM OTMYCKHbIM LeHaM Ha JfeKapCTBEHHbIe
npenapaTbl, BKMOYEHHbIE B MEpeYeHb XXU3HEHHO HEOOXOAMMBIX W BaXKHEMLWUX NEeKapCTBEHHbIX
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npenapaToB, a Takke O CyMMe 3aperMcTpupoBaHHbIX NpeaeribHbIX OTMNYCKHbIX LieH Npous3BoauTenen Ha
nekapcTBeHHble rnpenapaTtbl, BKMIOYEHHbIE B MepeyYeHb XU3HEHHO HeoBXOoAMMbIX U BaXXHEMLIUX
nekapcTBEHHbIX MpenapaTtoB, YCTaHOBMNEHHbIX B cybbekte Poccuinckon ®depepauum npenenbHbIX
pasmepoB ONTOBbIX HaAbaBOK M MNpedenbHbIX pa3MepoB PO3HUYHbLIX HaabaBOK W Hanora Ha
nobaBneHHy CToMMOCTb. MIHbopmaums, npegycMoTpeHHas HacTosLWen 4acTblo, OOMMKHA HaXO4MTbCA
Takke B anTe4vHbIX OpraHu3aumsax B JOCTYMHON AFS BCEX 3aMHTEPECOBaHHbIX N hopme 1 0BHOBNSATLCH
no Mepe ee pa3meLLeHns opraHaMm UCMONHUTENbHON BriacTu cybbekToB Poccunckon Pegepaumm B cetu
"HTepHeT".

(4acTb 3 B pen. PepepanbHoro 3akoHa ot 27.12.2019 N 475-03)

4. YTtpatnn cuny ¢ 1 mapta 2020 roga. - PegepanbHbli 3akoH oT 27.12.2019 N 475-03.

Maea 13. MOHUTOPUHI 9O PEKTUBHOCTU N BE3OMNMACHOCTHU
JIEKAPCTBEHHbIX MPENAPATOB, HAXOOALWKMUXCA B OBPALLEHUU
B POCCUNCKOW ®EOEPALIMUA
(B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

CraTtbsa 64. dapmakoHagsop
(B pea. PepepanbHoro 3akoHa oT 22.12.2014 N 429-93)

1. JlekapcTBeHHbIE NpenapaTbl, Haxoaswmecs B obpaweHun B Poccuiickon depepaumum, nognexar
MOHUTOPUHTY 3(PEKTUBHOCTU 1 ©e30MacHOCTU B LENsIX BbISBIEHUST BO3MOXHbIX HeraTMBHbIX
NoCneacTBUA UX NPUMEHEHUS!, MHOMBUAYANbHOW HENepeHOCUMOCTU, NpenynpexaeHns MeauLMHCKUX
paboTHMKOB, cneunanucToB B obnactn BeTepuMHapuUW, NaUMEHTOB WNU BNagenbLEB XMBOTHBIX U UX
3aLLUMTbl OT NPUMEHEHUS TaKNX FleKapCTBEHHbIX NpenapaTos.

(B pen. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

2. ®dapmakoHaa3op OCYLLEeCTBMSETCA COOTBETCTBYHOLUUM  YNOMHOMOYEHHbIM  dheaeparnbHbIM
OpraHoMm MCMOMHUTENbHOW BNacTu B YCTAHOBIIEHHOM MM MOpsiAKe MyTEM aHanusa npesocTaBnsieMon
cybbektamm obpalleHus  feKapCTBEHHbIX CPeACTB  MHgopMauum O MNOBOYHbIX  AEWCTBUSAX,
HexenaTenbHbIX PeakUuMsiX, CEPbE3HbIX HEXenaTenbHbIX peakuusax, HenpeasuaeHHbIX HexenaTerbHbIX
peakumsix npu NPUMEHEHUW HNeKapCTBEHHbIX MpenapaToB, 006 WHAMBMAYaNbHOW HEMEepPeHOCMMOCTMH,
OTCYTCTBMM 3(PPEKTUBHOCTM NEKAPCTBEHHbIX MPenapaToB, a Takke 00 NHbIX hakTax u 06CTOATENBLCTBAX,
NPeacTaBNAwLMX Yrpo3y >KU3HW UMM 340POBbI0  4YenoBeka mnnbo XMBOTHOMO MNpyv  NPUMEHEHUN
nekapCTBEHHbIX MPenapaToB M BbISIBNEHHbIX HA BCeX 3Tanax obpalleHus NeKapCTBEHHbIX NpenapaToB B
Poccuiickon ®enepauuun n gpyrux rocygapcraax.

3. CybbekTbl 00OpaLleHnst NeKapCTBEHHbIX CPEeACTB B NOPsiAKE, YCTAHOBNEHHOM YMOTHOMOYEHHbIM
denepanbHbiM  OpraHOM  UCMOSMIHUTENBHOM BracTv, 00s3aHbl coobwatb B YNONIHOMOYEHHbIN
denepanbHbil OpraH MCMOMHUTENBHOW BAAcTM O MNOBOYHbIX AEWCTBUSAX, HEXeNaTenbHbIX pPeakuusix,
CepbesHbIX HeXenaTernbHbIX peakuusax, HernpeaBUOEHHbIX HexenaTenbHbIX peakunax npu npuMeHeHum
NeKkapcTBEHHbIX npenapaToB, 06 WHAMBMAOYaNbHOM HENEePeHOCUMOCTU, OTCYTCTBUM IPEEKTUBHOCTH
NneKkapcTBEHHbIX NpenapaTtoB, a Takke 06 MHbIX hakTax n obCToATENbCTBAX, NPEACTaBMNSAOWNX Yrpo3y
XWU3HU UNN 300POBbI0 YenoBeka MO0 XUBOTHOrO NPW MPUMEHEHUU JEKapCTBEHHbIX MpenapaToB U
BbISIBIIEHHbIX Ha BCeX 3dTanax obpalleHus nekapcTBEHHbIX npenapaToB B Poccuiickon ®egepauun u
Apyrux rocyaapcraax.

4. Nepxatenu unu Bragenblbl PerMcTpaunoHHbIX YAOCTOBEPEHUI NeKapCTBEHHbIX MpenapaTos,
Iopuanyeckue nuua, Ha UMs KOTOPbIX BblAaHbl PaspeLLeHust Ha NPoBeAeHME KIMHUYECKMX UCCreaoBaHMN
B Poccuiickoii ®epepauun, nubo yYNorHOMOYEHHbIE MMW ApYrMe topuavdeckMe nuua B pamMkax
obecrievyeHnss  GE30MACHOCTM  JIEKAPCTBEHHbIX  MpenapaToB B MOpPsiAke,  YCTAHOBIIEHHOM
COOTBETCTBYIOLUUM YNONMHOMOYEHHbLIM heiepanbHblM  OpraHOM  UCTONHUTENBHOW Bnact, ob6si3aHbl
OCYLLECTBMATL MpueM, y4eT, 06paboTky, aHanu3 u XxpaHeHue MOCTynawLmMX B UX aapec OT cyObekToB
obpalleHns nekapCcTBEHHbIX CPEeACTB M OpraHoB roCyLapCTBEHHOW BNAacTu COOBLLEHMA O NOBGOYHLIX
[EeNCTBUSIX, HeXenaTenbHbIX  peakuusiX, Cepbe3HblX HeXenaTenbHbiX W HenpeaBUAEHHbLIX
HexenaTernbHbIX peakuusix Npu MNpUMEHEHWN INeKapCTBEHHbIX npenapaTtoB, 06 0COBeHHOCTAX KX
B3aMMOJEWNCTBUSI C APYrUMK NeKapCTBEHHbIMU MpenapaTtamu, WHAMBUAYaNbHOW HEenepeHoCMMOCTH, a
Tarke 06 MHbIX hakTax u 06CTOATENbCTBAX, NPEACTaBMSALWMX YIPO3Y XKU3HW WU 340POBLI0 YenoBeka
B0 KMBOTHOTO MMM BIMSOWMX HA U3MEHEHUE OTHOLUEHWUSI OXXUOAEMOW MOSb3bl K BO3MOXHOMY PUCKY
NPUMeHeHVs1 NeKapCTBEHHLIX NPenapaTos.

5. I'IpM BbIABIIEHUN MH(bOpMaLI,I/II/I O Cepbe3HbIX HeXenaTenbHbIX peakunax U HenpeaBuaeHHbIX
HeXenaTelnbHbIX peakunax npu npuMeHeHnn 1nekapCTBeHHbIX TMpenapaTtos, 00 0COBEeHHOCTAX UX
B3auMoOencTeusa c OpyruMn nekapcTtBeHHbIMW npenapartamu, VIHLI,VIBVILI,yaﬂbHOIZ HenepeHocnMMocCTu, a
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Takke 06 UHbIX hakTax N 06CTOATENLCTBAX, BAMSIOWNX HA U3MEHEHME OTHOLLEHUS 0XNaaeMON NONb3bl K
BO3MOXHOMY PUCKY TMpPUMEHEHUS feKapCTBEHHbIX MpenapaTtoB, JdepXatenu wnu BnagensLbl
perncTpaumMoHHbIX YOOCTOBEPEHUA MEKapCTBEHHbLIX NpenapaToB, puandeckue nuua, Ha UM KOTopbiX
BbldaHbl pa3pelleHns Ha MNpoBedeHne KNUHUYECKMX uccnegosaHum B Poccuiickon depepaunn, nubo
YNOMHOMOYEHHbIE VMW Opyrve topuavdeckme nuua o0a3aHbl NPUHATE Mepbl, HanpaBneHHble Ha
yCTpaHeHWe  HeraTuBHbIX  MOCMEACTBUA  MPUMEHEHUS  TakMx  JIEKApPCTBEHHbIX  MpenapaTos,
npegynpexgeHme NpUYNHEHUs Bpeda XU3HM UM 300POBbI0 YenoBeka Nubo XXMBOTHOTO, 3aLlUUTy UX OT
NPYMEHEHNS TaKMX fleKapCTBEHHbIX NpenapaToB, Ha AONOMHUTENbHbIM c6op AaHHbIX 06 adhpeKTMBHOCTH
1 6e30MacHOCTN Taknx NIEKAapPCTBEHHbIX NpenapaTos.

6. 3a HecooOLLeHWe unu cokpbITUE MHAOPMAaLUK, NPeayCMOTPEHHON YacTblo 3 HACTOSILLEN CTaTbH,
aepxaTtenu wnuM  Bnagenblbl  PErMcTPauUMOHHLIX  YAOCTOBEPEHUA  NIEKAPCTBEHHLIX MNpPenapaTos,
topyanyeckme nuua, Ha MMsi KOTOPbIX BbldaHbl pa3peLlleHnst Ha NPoBeAEHME KIMHUYECKUX UCCneqoBaHUin
B Poccunckon ®epepaumn, nubo YNoNHOMOYEHHbIE WMW OPYyrue [opuandeckme nuua, a Takke
AOMMKHOCTHbIE MUa, KOTOpbIM 3Ta WMHGOPMAauuMs cTana M3BEecTHa Nno poay WMx npodeccroHarbHou
AEeATENbHOCTU, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKoHoAaTenbcTBOM Poccuiickon degepaumu.

7. Mpwy nony4YeHnn ynonHoMo4YeHHbIM defepanbHbIM OpraHOM WUCMOMHUTENbHOW BNacTu B pamkax
OCYLLECTBNeHUs UM hapmakoHaf3opa [oka3aTeflbCTB O HECOOTBETCTBUM FleKapCTBEHHOrO npenapara
YCTaHOBMEHHbIM TPeGOoBaHUAM WNM MNPU MOMyYeHUN WHMOPMALMU O HECOOTBETCTBUM AaHHbLIX 06
adpheKTMBHOCTY 1 0 6e30MacHOCTV NeKkapCTBEHHOro npenapaTta AaHHbIM O NekapcTBEHHOM npenaparTe,
cofepKaLlMMcst B UHCTPYKLMW MO ero npuMeHeHuto (B TOM Y/CHe BbiSIBNEHHbIX B XOA4€ OCYLLECTBIEeHNs
dhapmakoHaa30opa KOHTPOSIbHO-HAA30PHLIMWM OpraHamMyM MHOCTPAaHHbLIX TOCYAapCTB), YNOSIHOMOYEHHBbIN
dbeaepanbHbIi opraH UCMOSTHUTENBHOM BNacTu B YCTAHOBIIEHHOM UM MOpsiAKe paccMaTpuBaeT BOMpoc O
NPUOCTaHOBIIEHUWN NPVYMEHEHUS TAKOrO NIEKaPCTBEHHOTO Npenapara.

Cratbsa 65. [lpnoctaHoBneHne NpMMeHeHNA NeKapCcTBEeHHOro npenapara
(B pea. PepepanbHoro 3akoHa oT 22.12.2014 N 429-93)

1. Mpwn nonyvyeHUn MHMOPMALMM O HeXenaTernbHbIX PeakLuusix Npu NpYUMEHEHUN NeKapCTBEHHOIO
npenaparta, He YkasaHHbIX B WMHCTPYKLUM MO MPUMEHEHUIO NEKAPCTBEHHOrO MpenapaTa, CepbesHbIX
HexxenaTtenbHbIX peakuusix, 06 OCODEHHOCTAX €ero B3aMMOAEWNCTBUS C OPYrMMU NeKapCTBEHHbIMM
npenaparamu, KOTopble MOryT NPeACTaBMsATL Yrpo3y XWU3HU UMW 340POBbIO YerioBeka Nbo KMBOTHOIO, a
Takke O HECOOTBETCTBUW AaHHbIX 00 acpdeKkTMBHOCTM M 0 6e30nacHOCTU NeKapCTBEHHOro npenapaTa
[aHHbIM O NIEKapCTBEHHOM Mpenapare, coaepXallumMmcsl B MHCTPYKLUMU MO ero NpUMEHEHMWIo, B TOM Yucre
OT YMNONMHOMOYEHHbLIX OPraHOB WHOCTPaHHbLIX rocyaapcTB, OOMEH KOTOpoW OCyLecTBRsieTcss B
COOTBETCTBUWN C COMNALIEHUSIMU MeXay YNONHOMOYEHHbIM hefeparnbHbIM OpraHoM MCMOSNHUTENBHON
BMacTU M YMNOSIHOMOYEHHbIMW OpraHamMu WMHOCTPaHHbIX FOCYAAPCTB, YNOMHOMOYEHHBIN heaepanbHbIi
opraH UCNOMHWUTENbHOW BRacTU paccMaTpuBaeT BONPOC O BO3MOXHOCTU MPUOCTaHOBMEHUSI obpalleHus
TAKOro IneKapcTBEHHOro npenapaTa B MNOPsiAKE, YCTaHOBMEHHOM YMOSIHOMOYEHHbIM deaepanbHbIM
OpraHoM MCMOSTHUTENBHON BNacTw.

2. Tpu HEUCMOMNHEHUW WNN HeHafnexallem WCMONIHEHUM [epXaTensMu unu Bragensuamu
PErncTpaunoHHbIX YAOCTOBEPEHWUA EKApPCTBEHHbIX MpenapartoB, OPUANYECKMU nuUaMu, Ha UMS
KOTOPbIX BblaHbl pa3peLlleHnsi Ha NpoBeAeHne KNMHUYECKUX uccneqoBaHuii B Poccuiickon ®egepavuu,
UK YNoNHOMOYEHHBIMU MU APYIUMU IOPUANYECKMMMW NULAMWN 06S3aHHOCTEN, YCTAHOBIEHHbIX YacTsiMu
3 1 4 ctatbu 64 HacTosiwero ®egepansbHOro 3akoHa, NMMbo B criydasix NpeacTaBleHnsl COOTBETCTBYHOLLMM
YNONHOMOYEHHbIM (helepanbHblM OpraHoOM UCMOSHUTENBHOW BNAacTW 3aKIOYEHUs1 O HEAOCTOBEPHOCTU
pe3yrnbTaToB KMMHUYECKOro UCCNEeAOBaHMUs NEKapCTBEHHOIO NpenapaTta Ans MeguuuMHCKOro NpuMeHeHust,
KOTOpPOE OCHOBAHO Ha pe3yrnbTaTax MpPOBEpPKM MEeAWLMHCKOW opraHusauuu, NpoBOAMBLUEN YyKa3aHHOe
KIMMHUYECKOe MCCrefoBaHWe C HapyLUeHWEM NpaBuil Hagnexalen KNMHUYEeCKON NpakTuKK, U NPUBENO K
MONYYEHUIO HEOOCTOBEPHbIX pe3ynbTaToB, NMBO B Criyvyae HEBLINOMHEHWUST NMpeanucaHunsl, BblLaHHOIo
YNONTHOMOYEHHbIM  befeparnbHbiM  OpPraHOM  WCMONHWUTENBHOW BracTM MO WUTOraM  OCYLLECTBIIEHUS
BbIBOPOYHOTO KOHTPOSIS KayecTBa JIekapCTBEHHOro npenapara, YNonmHOMOYEHHbI dedepanbHblil opraH
WCMOMHUTENBLHOW BMAcTU B YCTAHOBMEHHOM WM MOPSsiAKe paccMaTpuBaeT BOMPOC O MPUOCTaHOBMEHWU
NpUMEHEeHWs1 TaKoro NekapcTBEHHOTO Npenapara.

3. YNOnNHOMOYeHHbIN hepepanbHblli OpraH MCMOMHUTENbHOW BNacTu Npu MpeAcTaBreHun emy
CBEOEHMN O HEeCOOTBETCTBUM MPOU3BOAUTENS FEeKapCTBEHHbIX CpeacTB TpeboBaHuAM npaswn
Hagnexatyen NpoM3BOACTBEHHOW NPAKTUKU U (MIM) O HAPYLLIEHUW NIMLEH3NOHHBIX TpeboBaHui, KOTopble
Oblnn BbISIBMEHbI B X04€ MPOBEAEHUS UHCMEKTMPOBaHUSA NMPOU3BOAUTENS fEeKapCTBEHHbIX CPEACTB MIu
OCYLLIeCTBMEHMS NULEH3NOHHOIo KOHTPOIA B cdhepe Npov3BOACTBA NEKapCTBEHHbIX CPeacTB U NpUBEnu
UM MOryT MNPUBECTM K NPOW3BOACTBY NEKapCTBEHHbIX NpenapaToB ANA MeOULMHCKOro NpUMeHeHWUs,
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NMPUYNHUBLLUNX UINA CMNOCOBHbIX NPUYNHNTL Bped XNU3HU U 300POBbLIO rpaXxgaH, paccMmaTpuBaeT BOMNpPoOC
O NMpuUoCTaHOBINEHUN MNMPUMEHEHUA TIEeKapCTBEHHbIX MpenapaTtoB And MeaUUUHCKOro npuMeHeHuAa B
YCTaHOBJTIEHHOM UM NopsAaKe B cneayrwnx criydadax:

1) coctaB 1 (MnK) TEXHOMNOrMS NPOM3BOACTBA NeKapCTBEHHOro npenaparta Ans MeauLMHCKOro
NnpuUMeHeHusa (C onucaHWeM cTaauidi NPOM3BOACTBA) OTNMYAKOTCA OT 3asBNEHHbIX B PerucrpaLuoHHOM
J0Cbe;

2) nekapcTBeHHbIN NpenapaT Ang MeANLMHCKOro NpUMMEHEHWS NPOM3BEeAEH Ha NMPOU3BOACTBEHHON
nnowiagke, He ykasaHHOM B permcTpaLmoHHOM J0ChE;

3) y npousBoaMTEns NeKapCTBEHHbIX CPeACTB OTCYTCTBYIOT [AOKYMEHTbl, MOATBEpXAatolime
COOTBETCTBME KayecTBa IIEKapCTBEHHOrO npenaparta Ans MeAWUMHCKOTO MpUMEHeHWsl, BBOAUMOTO B
rpakgaHckuin o6opoT, TpeboBaHUSIM, YCTAHOBINEHHBLIM NMPU €ro rocyAapCTBEHHOW perucTpaumu;

4) npousBOAMTENEM IeKapCTBEHHbIX CPeACTB B COrMacoBaHHbI C  COOTBETCTBYHOLLUM
YNOMHOMOYEHHbIM heaeparnbHbIM OpPraHoOM WCMOMHUTENbHOW BNAcTU CPOK He YCTpaHeHbl HapyLleHusi
TpeboBaHM NpaBuN Hagnexawen npousBOACTBEHHOW MPaKTUKM U (MNK) NMUEH3MOHHBIX TpeboBaHui,
KoTOopble ObiNn BbISIBNEHbl B X04e MNPOBEAEeHUS WHCMEKTMPOBAHMS MNPOW3BOAUTENS NEeKapCTBEHHbIX
CPEACTB WM OCYLLECTBIIEHUST JIMLUEH3NOHHOrO KOHTpOnsi B cdyepe MNpPoOM3BOACTBA JIEKAPCTBEHHbIX
CpeAcTB M MpVBENM WNU  MOrYT MPUBECTUM K NPOW3BOACTBY JIEKAPCTBEHHLIX MNpenapaTtoB AJis
MEANLIMHCKOTO MNMPUMEHEHUS, MPUHYUHUBLUMX WM CMOCOOHbIX NPUYMHUTL BPEed XU3HW WNU 300POBbLHO
rpaxagaH.

(vyacTb 3 BBegeHa denepanbHbiM 3akoHOM oT 04.06.2018 N 140-93)

4. YNONMHOMOYEHHLIN henepanbHbI OpraH MWCMOMHUTENbHOM BRacTM MNpU HanmnM4yMm Yy Hero
CBEEHVMN O HEeCOOTBETCTBUM NPOM3BOAUTENSA JleKapCTBEHHbIX CPeAcTB TpeboBaHUsSIM  npaBun
Haanexallyen NpoM3BOACTBEHHOW NPAKTUKN U (M) O HAPYLLUEHUN NTIMLEH3MOHHBLIX TpebOoBaHWIA, KOTopble
OblNn BbISIBMEHBI B XO4€ NPOBEAEHUSA UHCMEKTMPOBaHUSA MPOU3BOAUTENS FEeKapCTBEHHbIX CPEACTB MIU
OCYLLECTBIMEHUST NTIMLEH3MOHHOIO KOHTPONS B cchepe NMpon3BoACTBA NIEKAPCTBEHHBIX CPeACTB U NMpuBenu
WU MOTYT MPUBECTM K MPOM3BOACTBY JIEKAPCTBEHHbIX MpenapaToB Ans BETEPUHAPHOrO NMPUMEHEHWS,
NPUYMHUBLLUX MMAW CMOCOOGHBIX MPUYUHUTL BPEA XW3HU MM 300POBbIK KMBOTHBIX, paccMaTpuBaeT
BOMPOC O MPUOCTAHOBIEHUN peanu3aumm W MNPUMEHEHUST TEKapCTBEHHbIX MpenapaToB Ans
BETEPMHAPHOrO NPUMEHEHUS B YCTAHOBIIEHHOM UM MOPSAKe B CReAyLWnX criyvyasx:

1) cocTaB ¥ (UnM) TexHoIorMs NPouM3BOACTBa NEKAPCTBEHHOro npenapaTta Ans BeTepuHapHOro
npuMeHeHus1 (C onucaHWem cTaauii NMPOM3BOACTBA) OTNMYAIOTCA OT 3asBIIEHHBLIX B PErncTpaLyoHHOM
J0Cbe;

2) nekapCTBEHHbIV Npenapar ANl BeTepUHapHOro NpuMeHeHusl NpousseaeH Ha NPOM3BOACTBEHHOM
nnoLwagke, He ykasaHHOW B PerncTpaLnoHHOM 4OChE;

3) Yy npounsBoauTena JIeKapCTBeHHbIX CcpencTtB OTCYTCTBYHOT [OOKYMEHTbl, noAaTBepXxaakwuine
COOTBETCTBME Ka4decCTBa J1€eKapCTBEHHOro npenaparta And BeTepuHapHOro npuMMeHeHuda, BBoAMMOIO B
Fpa)K,D,aHCKMVI O60pOT, Tpe6OBaHMﬂM, YCTaHOBJI€HHbLIM Mpn ero FocyﬂapCTBeHHOVI perncrtpauuu;

4) npousBoguTENEM feKapCTBEHHbIX CpeacTB B COIMMacOBaHHbI €  COOTBETCTBYHOLLMM
YNONHOMOYEHHbIM hedepanbHbIM OpraHOM WUCMOMHUTENbHOW BRacTU CPOK HE YCTpaHeHbl HapylleHus
TpeboBaHWi npaBun Hagnexawewn NPon3BOACTBEHHOW NPAKTUKU U (MNM) NULEH3UOHHLIX TpeboBaHun,
KoTopble Obinn BbiSIBMEHbl B X04€ NPOBEAEHWS WMHCNEKTMPOBAaHUS NPOU3BOAUTENS NEeKapCTBEHHbIX
CpPeacTB MMM OCYLLECTBMEHWUS FMLUEH3UOHHOTO KOHTpOns B cdepe NpoM3BOACTBA JEKapCTBEHHbIX
CpeacTB M MNpVMBENU WNM  MOTYT MNPMBECTU K MNPOW3BOACTBY JlEeKapCTBEHHbIX NpenapaToB Ans
BETEPUHAPHOIO MPUMEHEHWS, MPUYMHMBLUMX WUIN CMNOCOOHBIX MPUYMHUTL BPEA XWU3HW WM 340POBbIO
XMBOTHbIX.

(4acTb 4 BBegeHa denepanbHbiM 3akoHOM oT 04.06.2018 N 140-93)

KoHcynbTaHTlM0C: npumeyaHue.
C 01.01.2026 cT. 65 gononHsietcs 4. 5, 6 (3 o1 27.12.2019 N 475-D3).

KoHcynbTaHTlM0C: npumeyaHue.
C 01.09.2023 cT. 65 gononHsetcs Y. 7 (3 o1 02.07.2021 N 317-03). Cm. Byayuiyto pegakumio.


consultantplus://offline/ref=9D2B7E3A78743E2253C873C17DBA9CFFA994BF524E1021630A83B5257CE9CFBB999754CCC2F71B494DA61B0D307D6C2CFEE0975BD0ED4AAAd3r2K
consultantplus://offline/ref=9D2B7E3A78743E2253C873C17DBA9CFFAF9FB15E4B1921630A83B5257CE9CFBB999754CCC2F71B4F48A61B0D307D6C2CFEE0975BD0ED4AAAd3r2K
consultantplus://offline/ref=9D2B7E3A78743E2253C873C17DBA9CFFAE9EBC5F4F1B21630A83B5257CE9CFBB999754CCC2F71B494DA61B0D307D6C2CFEE0975BD0ED4AAAd3r2K
consultantplus://offline/ref=9D2B7E3A78743E2253C873C17DBA9CFFAF9FB15E4B1921630A83B5257CE9CFBB999754CCC2F71B404CA61B0D307D6C2CFEE0975BD0ED4AAAd3r2K
consultantplus://offline/ref=9D2B7E3A78743E2253C873C17DBA9CFFA994B85E401921630A83B5257CE9CFBB999754CCC2F71B4C48A61B0D307D6C2CFEE0975BD0ED4AAAd3r2K
consultantplus://offline/ref=9D2B7E3A78743E2253C873C17DBA9CFFAE9EB15A481A21630A83B5257CE9CFBB999754CCC2F71B4B4CA61B0D307D6C2CFEE0975BD0ED4AAAd3r2K
consultantplus://offline/ref=9D2B7E3A78743E2253C873C17DBA9CFFA992B8594C1F21630A83B5257CE9CFBB999754CCC2F11D4319FC0B0979286832F7F8895FCEEDd4r9K

CraTtbsa 66. UHopmauma o pesynbTatax hapmakoHagsopa
(B pen. ®PenepanbHoro 3akoHa ot 27.12.2019 N 475-03)

YNonHOMOYEHHbIN  bedepanbHbIi  OpraH  UCMOMHUTENbHOW  BMAcTW,  OCYLLECTBSAOLMA
dapmakoHaa3op, NO ero pesynbtataMm pasmellaeT Ha cBoem oduuunanbHoMm cante B cetn "MHTepHeTt"
MHdOPMaLNIO O:

1) BbISIBIEHWM HOBbIX MOATBEPXKAEHHbIX [OaHHbIX O MOGOYHBLIX AEWNCTBUAX, HexenaTenbHbIX
peakumsix, Cepbe3HbIX HeXenaTenbHblX peakuusix, HenpeaBUAEHHbIX HeXenaTerlbHbIX peakuusx npu
NPUMEHEHNN NeKapCTBEHHOro rnpenapaTa, B TOM Y1CHe BAUSIOWMWX Ha OTHOLLEHNE OXNaaeMon Nonb3bl K
BO3MOXHOMY PUCKY NPUMEHEHNS1 AHHOTO NIekapCTBEHHOIO Npenapara;

2) NPUHATBLIX pelleHnAax O BHeCEeHUn N3MeHEeHU B WHCTPYKUMIKO NO NMPUMEHEHUIO JTeEKapCTBEHHOIO
npenapara, 0 NpMoCTaHOBJIEHUN NMPUMEHEHNA NTIEKAPCTBEHHOIO npenaparta, 00 n3bATUN U3 06paLIJ,eHVIF|
JNIeKapCTBEHHOro npenapara uin o BO300OHOBIEHUN NnpuMEeHeHNd NekapCcTBeHHOro npenapara.

aBsa 14. UH®OPMALIUA O NEKAPCTBEHHbLIX MPENAPATAX. CACTEMA
MOHWUTOPUHIA OBUXEHUA NEKAPCTBEHHbIX MPEMNAPATOB
anAa MEAULUMHCKOro NnPUMEHEHUA
(B pea. PepepanbHoro 3akoHa ot 28.12.2017 N 425-93)

Cratbsl 67. MHopmaLma o nekapcTBeHHbIX npenapartax. Cucrema MOHMTOPUHra ABUXeHUSA
NeKapCcTBEHHbLIX NpenapaToB AN MegULMHCKOro NnpuMeHeHus
(B pen. PepepanbHoro 3akoHa ot 28.12.2017 N 425-93)

1. WHdopmaLmnsi 0 nekapCTBEHHbIX MpenapaTtax, OTrnyckaemblX Mo peuenTy Ha NneKkapCTBEHHBbIN
npenapar, JOJKHa COAepXaTbCsl TOMbKO B CMeuuanu3vpoBaHHbIX M3AaHWsX, NpeAHasHavyeHHbIX Ans
MeLMUMHCKUX, hapMaLeBTUYECKNX paboTHUKOB, cneuuanuctoB B obnactu BeTepuHapun. MHdopmaums
O INneKapCTBEHHbIX npenapartax Anda cneuunannctos B obnactun 06paLLLeHVI$| NleKapCTBEeHHbIX CpeacTB
MOXeT coaepXXaTbCA B MOHOFpa(bI/IﬂX, cnpaBoOYHMKaX, Hay4HbIX CTaTbAX, B AOOKNadax Ha KOHrpeccax,
KOHCbepeHLLI/IHX, cmMno3nymax, HaydHbIX cCoOBeTax, a TakKkKe B WHCTPYKUMAX No MNpUMEeHEeHuo
NeKkapCTBEeHHbIX npenapaTtos.

(B pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-$3)

2. WHcdopmMaumsa o nekapcTBeHHbIX MpenapaTtax, oTrnyckaemblx 6e3 peuenTa Ha feKapCTBEHHbIN
npenapart, MOXeT cofepXaTbCs B MyGnukauusax M oObSABMNEHWSIX CpedCcTB MaccoBOW WHdopMauuu,
cneunanmnanpoBaHHbIX M OGLUMX MNevaTHbIX U3OaHUAX, MHCTPYKUMSIX MO MPUMEHEHUIO JIeKapCTBEHHbIX
npenapaTtoB, UHbIX U34aHUAX CYOBEKTOB 06palleHUs NeKkapCTBEeHHbIX CpeacTB. PeknamHble matepuarnbl
0 IekapcTBEHHOM npenapaTe, OTNyckaeMoM 6e3 peuenTa Ha NeKapCTBEHHbI npenapar, AOMKHbI
COOTBETCTBOBATL MHCTPYKLIMM MO NPUMEHEHUIO NeKapcTBEHHOro npenapaTa.

3. ,D,OFIYCKaeTCFI NCnonb3oBaHne IobbIX MaTepuarnbHbIX HocuUTenen, MNO3BONAOLLNX XPaHUTb,
nepegaBsaTtb U UCNOJ1b30BATb Mchopmau,mo O NNeKapCTBEHHbIX npenapartax 0e3 ee UcKaxeHusl.

4. [Ona uenen uaeHTUdUKaLMM YNAKOBOK JEeKapCTBEHHbLIX MpenapaToB AN MeAULMHCKOro
NPUMEHeHNs1 NPOU3BOAMTENN NEKapCTBEHHbIX CPeACTB B MNOpsifke, yCcTaHOoBNeHHOM [lpaBuTenscTBoM
Poccuiickon ®egepauun, HaHOCAT Ha NEPBUYHYHO YNAaKOBKY (B OTHOLUEHMMW NeKapCTBEHHbIX NpenapaTos
ANs MeAWLMHCKOro NPpUMEHEeHWs, ANns KOTOPbIX He MpegycMOoTpeHa BTOpMYHas ynakoBKa) U BTOPUYHYIO
(noTpebuTenbCcKyto) ynakoBKy fekapCTBEHHbIX NpenapaToB Ans MeAMLMHCKOro NMpUMEHEeHus cpeacTsa
naeHTUdrKaummM, 3a MUCKIIOYEHNEM FeKapCTBEHHbIX MnpenapaToB AfS MeOUUMHCKOro MNpUMEHEHWUS,
NPOn3BOAUMbIX AN NPOBEAEHUS KITMHUYECKUX UCCNedoBaHWUM, 3KCMopTa, NeKapCTBEHHbIX MpenapaTtos
ANs MeOVLUMHCKOro NpUMEHeHUs, ykasaHHbIX B 4acTax 5 u 8 cratbu 13 HacTtosiwero ®deneparnbHOro
3aKoHa, paguoapmMaLeBTUYECKUX FEKApCTBEHHbLIX MpenapaToB, MUABOK MEOWUMHCKMX W ras3oB
MeOULMHCKMNX.

(vacTb 4 BBegeHa degepanbHbiM 3akoHOM OT 28.12.2017 N 425-93 (pea. 27.12.2019))

5. XapakrepucTtuku cpectsa uaeHTMgukauum, nopsiiok ero HaHeceHust U TpedoBaHUS K CTPYKTYpe
n dopmaty uMHdOpMaLMK, KOTOPYH COLAEPXUT CpeacTBO  uMaeHTUdUKaLMK, onpenensoTcs
MpaButenbctBoM Poccuiickon ®eaepaunn.
(vyacTb 5 BBegeHa defepanbHbIM 3akoHOM OT 28.12.2017 N 425-03)

6. lNopsgok cosgaHus, pasBuTUS, BBOAA B 3KCNyaTauuio, 3Kchnyatauum W BbiBOAa U3
aKcnryaTaumMum CUCTEMbl MOHUTOPWUHIa LBWKEHWUSI NeKapCTBEHHbIX MNpenapatoB AN MeAULMHCKOro
NPUMEHEHNS, MNOPSA0K NPeoCTaBleHNs MHopMaumKn, coaepXalleicss B CUCTEME MOHUTOPUHra
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OBWKEHMS NeKapCTBEHHbIX npenapaTtoB Ans MeAUUMHCKOro NpuMeHeHUsi, U NopsaoK B3anmMoOencTsust
YKa3aHHOW  CUCTEMbl C  WHbIMA  TOCYAAPCTBEHHbIMU  WHMOPMAUMOHHLIMKM  cUCTEMaMn U
WH(OPMALIMOHHBIMU CUCTEMaMN KOPUANYECKNX NULL U MHOMBUAYANbHbBIX NpeanpuHUMaTenei, ykasaHHbIX
B vactax 7 u 10 HacTosiwewn ctatbk, ycTtaHasnueawTca [lpaButensctBom Poccuiickon depepaumu.
Onepatopamn cuUCTEMbl MOHUTOPWUHIra [ABWXEHUA NEeKapCTBEHHbIX npenapaTtoB Ans MeOULMHCKOro
NPMMEHEHNS SABMAOTCSA  dedepanbHbii  OpraH MCMOMHWUTENbHOWM BRActu u  (Mnuv) opraHu3auus,
ynosiHoMo4eHHble [NpaBuTtenscTBom Poccunckon denepaumu.

(4acTb 6 BBegeHa PenepanbHbiM 3akoHOM oT 28.12.2017 N 425-03)

7. FOpuanyeckme nuua n nHAMBUAYyanbHble NpegnpuHMMaTenu, OCyLLECTBISOWME NPOU3BOACTBO,
XpaHeHue, BB03 B Poccunckyto ®epepauuio, OTNycK, peanusauuto, nepenadvy, nNpUMEHeHne u
YHUYTOXEHME NEKapCTBEHHbIX NpenapaToB A1 MeAULMHCKOrO NPUMeEHEeHUs, obecneynBatoT B NOpsiake U
B COCTaBe, KoTopble ycTaHoBneHbl [lpaButenbctBom Poccunckon ®epepaumm ¢ ydyeTom Buaa
OCYLLECTBMSAEMON UMW LEATENbHOCTU, BHECEHWE WHopMauMM O NeKapCTBEHHbIX Mpenapatax Ans
MEOULMHCKOTO MPUMEHEHMS B CUCTEMY MOHUTOPMHIA [OBWKEHWUs NeKapCTBEHHbIX MpenapaToB Ans
MEOULMHCKOTO NPUMEHEHNSI.

(4acTb 7 BBegeHa ®enepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

7.1. JlekapcTBeHHble npenapaTtbl AN MEAMUUHCKOrO MPUMEHEHUS, npedHasHayYeHHble Ans
obecneyeHuss nuy, BOMbHLIX reModunMen, MyKOBMCLUMAO30M, TMNOgu3apHbIM HaHU3MOM, 6G0Me3Hblo
lowe, 3noka4ecTBEHHbIMM HOBOODOPaA3o0BaHUAMU NMMMOUNAHON, KPOBETBOPHOW W POACTBEHHBLIX WM
TKaHeNn, paccesHHbIM CKNEepo30M, N1, Nocrie TPaHCMaHTaumMm opraHoB v (Mnu) TKaHew, Npon3BedeHHbIe
no 31 pekabps 2019 roga, a Takke UHble NlekapCTBEHHbIE NMpenapatbl AN MeAULUMHCKOrO NPUMEHEHUS,
npounssegeHHble Ao 1 uonsa 2020 roga, nognexaT XpaHeHWo, nepeBo3ke, OTMYCKy, peanusauuu,
nepegade, npuMeHeHnio 6e3 HaHeceHus cpeAcTB MAeHTUdMKaLuUM OO UCTEYEHMSA CpPOKa MX FOAHOCTM.
MpaeutenbctBo Poccunckon Pepepauumn BrnpaBe YCTaHOBUTb OCOOEHHOCTW BBOAA B rpaXKaaHCKUN
060opoT nekapcTBEHHbIX NpenapaToB AN MeOUUMHCKOrO NPUMEHeHWs, NpousBedeHHbIX B nepwog c 1
uions 2020 roga no 1 okTabpst 2020 roga. B uensx BBoda B rpakgaHCKUM ODOPOT feKapCTBEHHbIE
npenapatbl  ANA  MEeOUUMHCKOTO MPUMEHEHMUs, 3a WCKMIOYEHUEM IeKapCTBEHHbIX MpenapaTos,
npegHasHadeHHblx Ans obecneyeHus nuu, 60MbHBIX remodunmnen, MykoBMCLMAO30M, rMMNodn3apHbIM
HaHM3MoM, BonesHblo [owe, 3nokavyecTBEHHbIMM HOBOOOpa3oBaHUAMM NMMGONOHON, KPOBETBOPHON U
POACTBEHHbIX UM TKaHeW, pacCesiHHbIM CKNepo30M, NNL, MOCNe TpaHCnIaHTaumMm opraHoB 1 (Mnun) TkaHen,
npoussBefeHHble 3a npegenamu Tepputopun Poccuinckon ®egepaumm go 1 oktabpsa 2020 roga, moryt
ObiTb BBe3eHbl B Poccunckyto ®egepaumio go 1 aHusBaps 2021 roga B nopsigke, yCTaHOBIEHHOM
MpaButenbcTBoM Poccuiickon ®egepaunmn, 6e3 HaHeceHUs cpeacTs naeHTudmkauum.

(B peqn. PenepanbHbix 3akoHOB OT 27.12.2019 N 462-®3, ot 13.07.2020 N 206-d3)

8. OpraHusaums WH(POPMAaLMOHHOTO B3aUMOAEWCTBUS CUCTEMbl MOHUTOPUHIA  OBWKEHUS
nekapCTBeHHbIX npenapatoB Afns MEOWUUHCKOro MNPUMEHEHWS C  MHbIMW  FOCYAapCTBEHHbIMU
WHOPMALUMOHHBIMKM  cucTeMamMm  obecrneynmBaeTcs B TOM 4uCre MOCPeacTBOM  UMHAPaACTPYKTYpPbl,
obecneunBanoLLen MHPOPMALMOHHO-TEXHONOMMYECKOE B3auMOAeNCTBME WHMOPMALMOHHBIX CUCTEM,
ucnomnb3yemblx ANA MNpegoCcTaBfeHnss roCyAapCTBEHHbIX W MYHWUMNANbHbIX YCAYr WU WUCMOSIHEHMWS
rocyAapCTBEHHbIX U MyHMLMNAmNbHBLIX DYHKLWIA B 31IEKTPOHHON dhopMe.

(vyacTb 8 BBegeHa ®efepanbHbIM 3akoHOM OT 28.12.2017 N 425-03)

9. OO6wenocTynHaa uWHGOpMauus, coaepXawascs B CUCTEME MOHUTOPUHra  ABMKEHUS
nekapcTBeHHbIX npenapaToB ANA MeAUUMHCKOro nNpuMeHeHusi, pasMelaeTca B WH(OPMaLMOHHO-
TenekoMMyHUKaunoHHoW ceTn "WHTepHeT" (B TOM 4ucne B popme OTKPbITbIX AaHHbIX) B MOpsake,
ycTtaHoBneHHoM [NpasutensctBoM Poccuiickon Pegepaumm.

(vacTb 9 BBegeHa degepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

10. NpownsBoanTENN NeKapCTBEHHbLIX CPEACTB MOMyYalT CoAepKallylocsi B CUCTEME MOHUTOPUHIA
OBWKEHMS1 NeKapCTBEHHbIX MpenapaTtoB ANs MeAWUMHCKOro MpUMEHEeHUS MHGopMauuio O cepusix u
napTusiX NeKapCTBEHHbIX NpenapaToB, NPOM3BOAUMbBIX UMW U HAXOASALIUXCS B rpa)kgaHckoM obopoTe B
Poccuiickon depepauun, 6€3803Me3aHO.

(vacTb 10 BBegeHa dPepepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)

11. 3a npon3BOACTBO UNM NPOAaxXy NeKapCTBEHHbIX NpenapaToB Ans MeAULMHCKOro NpUMeHeHNs
6e3 HaHeceHus1 CpeAcTB MaeHTUdUKaLMK, C HapyLLeHMEM YCTaHOBIIEHHOrO MOPSAKa WX HaHeceHus, a
Takke 3a HECBOEBPEMEHHOE BHeCeHWe AaHHbIX B CUCTEMY MOHWTOPWHra ABWXEHWS feKapCTBEHHbIX
npenaparoB AN MeOWUMHCKOrO MPUMEHEHUS WM BHECEHMEe B Hee HeLOCTOBEPHbIX [AaHHbIX
lopuanyeckne nuua v MHAvBMAyasnbHble NpeanpuHMMaTenu, ykasaHHble B 4YacTsax 4 u 7 HacTosiwew
cTaTbyu, HECYT OTBETCTBEHHOCTb B COOTBETCTBMU C 3akoHoAaTenbcTBOM Poccuiickon ®epepaumn.
(vacTb 11 BBegeHa PepepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)
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12. MpasutensctBo Poccunckon depepaumm BnpaBe YCTaHOBUTb OCOBEHHOCTU BHeOpeHWst
CUCTEMbI MOHUTOPUHra [ABWKEHUA neKapCTBEHHbIX npenapaToB AMs MEeAMLMHCKOro MpUMEHEHUs,
BKMOYas CPOKM €ee BHeApEeHMs,, B OTHOLIEHMM FeKapCTBEHHbIX MpenapaToB Ans MeLULMHCKOro
NPUMEHEHNS!, BKIIOYEHHbIX B MepevYeHb XWU3HEHHO HEOOXOOAUMBIX W BaKHEWLIMX NeKapCTBEHHbIX
npenapaToB, IeKapCTBEHHbIX MpenapaTtoB, NpedHasHavyeHHbIX Ans obecneyeHnss nuy, 60NbHbIX
remounuen, MyKOBUCLMOO30M, TMNOPU3APHBIM HaHM3MOM, OonesHbio [oue, 3rmoKayecTBEHHbIMU
HoBOOOpa3oBaHUSAMU NMMMAONOHON, KPOBETBOPHOW U POACTBEHHBIX UM TKAHEW, pacCesiHHbIM CKIIEpO30M,
Ny nocne TpaHCNnaHTauMum OpraHoB W (UNn) TKaHEW, WHbIX FeKapCTBEHHbIX MpenapaTtoB Ansi
MEOULMHCKOTO NPUMEHEHNSI.

(4yacTtb 12 BBegeHa deagepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

Maea 14.1. OTPAHUYEHNWA, HANNTATAEMbIE
HA OPTAHU3ALUUU, OCYLLECTBNAKLWUUE OEATENBHOCTbD
MO OBPALLUEHUIO NEKAPCTBEHHbLIX CPEOCTB
(BBegeHa degepanbHbiM 3akoHOM OT 25.11.2013 N 317-03)

CrtatbA 67.1. OrpaHu4eHusi, Hanaraemble MNMpW OCYLUECTBIIEHUN AeATeNbHOCTU B cdpepe
obpalueHus nNeKkapCcTBEeHHbIX CPeaCTB

1. OpraHusauun, 3aHumawwmecs paspaboTkon, Npous3BOACTBOM U (MnM) peanu3aunen
NeKapcTBEHHbIX NpenapaToB AN MeaULMHCKOrO NPUMEHEHUs, opraHnsauun, obnagatolime npaBaMmn Ha
Mcnonb3oBaHNe TOProBOro HaMMeHOBaHMSA NIEKAapPCTBEHHOIO Npenapara ans MeauUMHCKOro NPUMeHeHNus,
opraHusaumyM ONTOBOM TOPrOBMM JIEKAPCTBEHHbIMW  CPeacTBaMK, anTedHble opraHusauum  (Mx
npeacTaBuTeNu, MHble U3NYECKME U IOPUOUYECKME Nnuua, OCYLLECTBNANOWMNE CBOK AEATENbHOCTb OT
UMEHU 3TUX OpraHmMsaumii) B OTHOLUEHUU MEeOMLMHCKMX PaAabOTHWKOB M pykoBOAUTENEN MeOULMHCKUX
opraHu3auumn He Brnpase:

1) Bpy4aTb NoAapku, BbiNlauMBaTb AEHEXHblE CPEACTBa (3a WCKIOYEHWEM BO3HarpaxgeHwid no
JoroBopam Mpu NPOBEAeHWM KMUHUYECKUX WUCCNedoBaHuin  MneKkapCTBEHHbIX npenapatoB AN
MEOULMHCKOTO MPUMEHEHUs!, BO3HarpaXXgeHui, CBSA3aHHbIX C  OCYLIECTBNEHUEM  MeOULIMHCKMM
paboTHMKOM NeJarornyeckoi u (Unu) HayyHon OesATENbHOCTM), B TOM YMCIE OnfayvnBaTh pasBrieyeHus,
OTAbIX, NPOE3a K MECTY OTAbIXa, a TakkKe NpUBMeKkaTb K y4acTUi0 B pasBrekaTeflbHbIX MeponpusaTUsX,
MPOBOAMMbIX 3a CYET CBOUX CPEACTB;

2) 3aKnw4yaTtb cormaweHnda O Ha3Ha4dYeHun wunm pexkoMeHgauunm nauneHTamMm JneKapCTBEeHHbIX
npenapartos Ansa MeguumnHCKOro npuMeHeHus (3a UCKIMK4YeHnemM gorosopos o0 npoBegeHMn KrinHU4eckKnx
nccrnegoBaHui JIeKapCTBEHHbIX NMpenapaTtoB Anld MeguLmHCKOro I'IpVIMeHeHVIFI);

3) npepocTaBnaTe 0bpasLbl NeKkapCTBEHHbIX NpenapaToB Ans MEAULMHCKOrO NPUMEHEHNS B LieNsiX
BPYYEHUs MaumeHTam (3a WCKMIOYEHWEM CryyaeB, CBS3aHHbIX C MpPOBEAEHUEM  KIMHUYECKUX
nccneaoBaHWUi NEKapCTBEHHbIX NpenapaToB AN MeQULMHCKOrO NPUMEHEHNS);

4) npegocTaBnATb HeOOCTOBEPHYH W (MNKU) HEMONMHyww WHGOPMaLMIO O NeKkapCTBeHHbIX
npenaparax Ans MeauUUHCKOro NpUMeEHeHs;

5) nocewatb ux B pabodee BpeMsi Ha paboumx MecTax, 3a UCKIHYEHUEM CIy4aeB, CBSI3@HHbIX C
nposegeHnem KNMNHUYEeCKnNX VICCJ'Ie,D,OBaHI/II7I NeKapCTBEHHbIX npenapartoB ana MegunumnHCKoOro
NPUMEHEHNS, C y4acTUeM B nopsgke, YyCTaHOBIIEHHOM pyKoBOAUTENEM MEeAWMLUUHCKOW OpraHusauuu, B
coBpaHnaX MeaUUMHCKMX PabOTHWKOB W UHBLIX MEPONPUSITUSIX, HamnpaBreHHbIX Ha MOBbLILEHNE WX
npodeccrmoHansHOro YpoBHS UMM Ha npefocTaBneHne MHMOpMauuM, CBS3aHHOW C OCYLLECTBIIEHWEM
MOHUTOpUHra 6e30nacHOCTY NeKapCTBEHHbIX NpenapaTos;

6) noGyxaaTh K BbINWUCLIBAHWUIO NEKAPCTBEHHbIX MpenapaTtos AN MeOULUUHCKOTO NPUMEHEHUA Ha
GnaHkax, cogepXalimx MHGOPMaLMIO PeknamMHOro xapakrepa, a Takke Ha peuenTypHblXx GnaHkax, Ha
KOTOPbLIX 3apaHee HaneyataHo HauMeHOBaHWe neKkapcTBEeHHOro mnpenapara Aans  MeguuUHCKOro
NpUMEHEHMsI.

2. OpraHusaum, ykasaHHble B ab3ale nepBom YacTu 1 HacTosien cTaTbi, U UX NpeacTaBuTenn B
OTHOLLUEHWUWN (hapMaLeBTUYECKMX pabOTHUKOB 1 PYKOBOAUTESIEN anTeuHbIX opraH13aumii He Brnpase:

1) Bpy4aTb nogapku, BbiMnaunBaTh AEHEXHble CpeacTBa, B TOM YMCHe OnfayvMBaTth pasBrneveHus,
OTAbIX, Mpoe3q K MeCTy OTAblXxa, W MnpuBReKaTb K y4acTU0 B pasBriekaTerbHbIX MEPONPUSATUSIX,
NpPOBOAUMBIX 32 CYET CBOUX CPEACTB;
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2) npenocTaBnATb 06p83Ll,bI NNeKapCTBEHHbIX MpenapatoB AnA MeaULMHCKOro npuMeHeHuda Anda
Bpy4YeHNA HaceneHuio;

3) 3akKkrn4aTtb corfnaweHnda O npeanoXeHun HaceleHUo onpeaenieHHblIX JNeKapCTBEHHbIX
npenaparos Anla meanumnHCKOro npuMeHeHuns;

4) npepocTaBnATb HEOOCTOBEPHYD W (MMM) HENOMHYH MHAOPMaUMI0O O NeKapCTBEHHbIX
npenapaTtax Ang MeAUMUUHCKOro NPUMEHEHUs, B TOM YUCIe MMELWNX OAMHAKOBOE MeXOyHapoaHoe
HenaTeHTOBaHHOE HaVMEeHOBaHue.

CrtatbA 67.2. TpeboBaHUA K OpraHM3auuuM U NMPOBEAEHUIO HAay4YHbIX MeponpuUATUX, UHbIX
MeponpusiTUM, HanpaBfieHHbIX Ha MOBbIWeHWe MNpPogecCMOHaNLHOrO YPOBHA MeAULMHCKUX
Pa6OTHUKOB MMM Ha NpeaocTaBrieHMe NH(OPMaLUUK, CBSA3aHHOWN C OCYLUECTBIIEHUEM MOHUTOPUHra
6e3onacHOCTU NneKapCcTBeHHbIX NpenaparTos

1. MNpun NnpoBeAeHMN HayYHbIX MEPOMNPUSTUIA, UHBIX MEPONPUSATUA, HaNpPaBIIEHHbIX HA MOBLILEHWE
NpodeCcCUOHanNbHOr0 YPOBHA MEeOMLUMHCKUX pPabOTHMKOB WM Ha NpedocTaBrieHMe CBsI3aHHOW C
OCyLLIeCTBMEHMEM  MOHUTOpWMHra  6Ge3onacHOCTM  MeKapCTBEHHbIX  MpenapaToB  WHopmaumu,
OpraHm3yembIX OopraHu3auusMu, ykasaHHbiMM B ab3aue nepBom 4actm 1 crateum 67.1 HacTodAwero
depgepanbHOro 3akoHa, WX npegcTaBuTens Mu w (Mnv) UHaAHCUpyeMblX 3a CYeT CpeacTB 3ITux
opraHmMsaumi U1 uX npeacTaBuTeEnen, 3anpelaeTcs MpenaTcTBOBaTb Y4YacTMIO B YKa3aHHbIX
MEPOMNPUATMAX MHBIX OpraHvM3auun, KOTOpble MPOM3BOAAT MM peanu3yoT feKapcTBEHHbIE npenapaTbl
ANs  MeOUUMHCKOTO MPUMEHEHMSI CO CXOXWM MexXaHu3MoM hapmakonormdeckoro AencTBusi, nubo
co3gaBaTb AUCKPUMWHALMOHHbIE YCMOBUS ONf11 OOHMX YYaCTHMKOB MO CPaBHEHWUIO C  OpYrumu
y4YacCTHUKaMK, a UMEHHO:

1) NpeaocTaBnsATL Pa3NUYHOE KOJIMYECTBO BPEMEHM ANS BbICTYNNEHUN Y4aCTHUKOB, pasnnyHble no
pa3Mepy 3aHuMaemol nrowaan mMecta Ans AeMOHCTpauuy o6pasLoB NekapCTBEHHbIX NpenapaTos Ans
MEOMLMHCKOrO MPUMEHEHUS WM peknaMHbIX MaTepuanoB O feKkapCTBEHHbIX npenapaTtax Ans
MeOMLMHCKOTO MPUMEHEHNS Ha 3KCMO3ULMSX, CTEHZAX, 3a UCKIIOYEHUEM CryYaeB, eciv Takue YCIoBusS
3aKkpenneHbl B COrMalleHusix 3TUX OpraHusauuin, ux npeacraBuTenen O (PUHAHCUPOBAHUM YKa3aHHbIX
MEpPONpUATUIA 1 OBGYCINOBMEHBI Pa3NMYHbIMU 3aTpaTaMy y4acTHUKOB Ha MX OPraHU3aumio;

2) ycTaHaBnuMBaTb pa3mMep B3HOCA ANS YYACTHUKOB MEpPONpUSiITUN, yKasaHHbIX B ab3aue nepBom
HacTosLL e YacTu, npesblamoLWmi CyMMY 3aTpaT Ha opraHn3aumio ykasaHHbIX MeponpuUsTUn U BeayLmm
K He06OCHOBAHHOMY OFPaHNYEHUIO YMCNa NX Y4aCTHUKOB.

2. OpraHusauun, ykasaHHble B ab3aue nepBoM 4vactu 1 ctateun 67.1 HacToswero ®egepansHoro
3aKoHa, X MpeacTaBUMTENW, OCYLLECTBISAOLWMNE OpraHM3aumio n (Mnu) drHaHcupoBaHMe MeponpuUaTUN,
yKa3aHHbIX B YacTu 1 HacTosiLen cTaTbn, 00a3aHbl obecneynBaTb AOCTYN K MHOpMaLumn o gaTe, Mecte
W BPEMEHW MNpPOBEAEHUSA YKa3aHHbIX MEpPOMPUATUIA, MnaHax, MporpaMmax MNpoBeAEeHUsT YKa3aHHbIX
MEepPONPUATUIA N Temax, NNaHUpyeMbIX ANsi PACCMOTPEHUSA, COCTABE UX YYaCTHMKOB MYTEM pas3MeLLeHus
cooTBeTCTBYOLLEN NHOPMaLMM Ha CBOUX oduumManbHbIX cariTax B ceTn "MHTepHeT" He nosgHee ABYyX
MecCsILieB 0O Havana NpoBeAeHNsT YKa3aHHbIX MEPOMPUATUIA.

3. NIHpopmaums o npoBegeHUn MeponpusTUiA, ykasaHHbIX B YacTh 1 HacTosilen cTaTbu, B CPOK,
YCT@HOBMEHHBIN YacTblo 2 HACTOsLWEN CTaTbW, OOJPKHa ObiTb HanpaBneHa B defepanbHbIl opraH
WCMOMHMTENBHOW  BMNAacTW, OCYLLECTBNSAWMA YHKLMXW N0 KOHTPOMO W  Hag3opy B cdepe
30paBOOXPaHEHUs], ANA NocneaylLero pasMelleHns ee Ha oumumansHOM canTe 3TOro opraHa B CETU
"HTepHeT".

Mnaea 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATEJIbCTBA
POCCUUCKOWN ®EOEPALIUM NMPU OBPALLEHUU NNEKAPCTBEHHbIX CPEACTB
M BOSMELWEHUE BPEOA, MPUYUHEHHOIO 30OPOBbLIO NrPAXOAH
BCINEACTBME NPUMEHEHUA NNEKAPCTBEHHbIX MPENAPATOB

Cratbsa 68. OTBeTCTBEHHOCTb 3a HapylweHue 3akoHoaatenbcTBa Poccuinckon Pepepauum
npu obpallueHnn NeKapCTBeHHbIX CPeACTB

1. HapyweHune 3akoHogatenbctBa Poccuiickonn Pepepaumm npu obpalleHUn NeKkapCTBEHHbIX
cpencte BneyeTr 3a coboOM OTBETCTBEHHOCTb B COOTBETCTBMM C 3akoHogaTenbcTBOM Poccuiickon
degepauymn.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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2. 3a HenpeacrtaBneHwe wunuM HeECBOEBPEMEHHOE MNpeacTaBneHue uHdopmauum u  (1unu)
OOKyMeHTOB  nnbo  npeactaBneHne  HeOOCTOBEPHbIX — WHopmaumm u - (Unu)  LOKYMEHTOB,
nNpeaycMOTPEHHbIX HacTosAWwmMM PeaepanbHbIM 3aKOHOM, CyObeKTbl 0OpaLleHns NekapCTBEHHbIX CPeacTB
HecyT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKoHoAaTeNbCTBOM Poccunckon ®enepauuu.

(yactb 2 BBegeHa dPenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pea. ®enepansHOro 3akoHa oT
04.06.2018 N 140-d3)

Ctatba 69. BosmelwleHne Bpega, MNPUYUHEHHOrO 340POBLIO rpaxaaH BcrencTeue
NPMMeHeHNA NeKapCTBEeHHbIX NpenapaTroB

1. |_|pOVI3BOD,VITeJ'Ib JNIeKapCTBEHHOro npenaparta 06s13aH BO3MECTUTb Bpen, I'IpVI'-IVIHeHHbIﬁ
340pOBbIO rpaxagaH Bcrneacrtene npMMeHeHuna nekapCTtBeHHOro npenaparta, ecrnin oka3aHo, 4YTo:

1) HEKapCTBeHHbIVI npenapar npuMeHancda no Ha3Ha4eHuto B COOTBETCTBUU C VIHCprKLJ,VIeVI no
NMPUMEHEHUNKD JIeKapCTBEHHOIoO npenaparta u I'IpVI‘-IVIHOVI Bpena sdABuiicA BBOA B Fpa)K,ElaHCKMVI 060pOT
Heﬂ,06pOKa‘-IECTBeHHOFO JIeKapCTBEHHOIO npenaparta;

2) Bpen 300pOBbIO MPUYMHEH BCMeACTBME HEeOOCTOBEPHOW WHOpMauun, coaepxallencs B
WHCTPYKLUUKX MO MPUMEHEHUIO NIEKAPCTBEHHOTO npenaparta, U3gaHHoON Npou3BoauTeneM nekapCcTBEHHOIO
npenaparTa.

2. B cnyyae, ecnv Bpea 300pOBbIO rpaXKdaH MPUYMHEH BCNeACTBME NPYMEHEHUS NeKkapCTBEHHOro
npenapara, nNpveAlero B HEro4HOCTb B pe3ynbTaTe HapyleHUs NpaBuil XpaHEeHWs NeKapCTBEHHbIX
CpeacTB, NMpaBun ONTOBOW TOPrOBMW fleKapCTBEHHbIMW NpenapaTaMu, NpaBui OTNycKa feKapCTBEHHbIX
npenapartoB, MpaBWi M3rOTOBMIEHUS W OTNyCKa JieKapCTBEHHbIX MpenapaToB, BO3MelleHWe Bpeaa
OCYLLECTBNSAETCH COOTBETCTBEHHO OpraHvM3auuen ONnTOBOM TOProBMAM JieKapCTBEHHbIMU CpeacTBamu,
anTe4yHon opraHusaumen, WHOMBMAYaNbHbIM NpeanpuHMMaTteneM, WMeKWnUMn NUUEH3NK  Ha
apMaLeBTUYECKYD AeATeNbHOCTb UMM NULEH3UI0 Ha MEAVMLMHCKYI OesTenbHOCTb, MeAMLUHCKON
opraHusaumen, UMeloLWen nUUEeH3NID Ha dapMauleBTUYECKY0 OeATenbHOCTb (ee 060cobneHHbIM
nogpasgenexHvem (ambynatopuen, enbalepckum u genbalepcko-akylepCkMM MyHKTaMu, LEeHTPOM
(oToenexvem) obuleri BpayebHOM (CeMENHON) NPaKTUKM), PaCrOMNOXEHHbIM B CENbCKOM HaceneHHOM
MyHKTE, B KOTOPOM OTCYTCTBYET anTeyHas opraHusaums), AONyCTUBLUMMK MPOLAxXy WM OTMYCK Takoro
neKkapCcTBEHHOro npenapara.

(B pea. PenepanbHoro 3akoHa ot 25.11.2013 N 317-03)

3. BoswmelweHve Bpeda, MPUYMHEHHOrO 340POBbLID  IPaXgaH BCNeACTBUE  MPUMEHEHUS
nekapCTBEHHbIX MpenapaTtoB WM COBEepLUEeHUS NPOTUBOMNPAaBHbIX AEWCTBUMA CybbekTamu obpalieHus
NNeKapCTBEeHHbIX CpeacTB, OCyLleCTBndeTcA B COOTBETCTBUM C 3akoHOOAaTeslbCTBOM Poccuinckon
denepaumm.

Mnaea 16. 3AKITIOYUTENBbHbIE NMOJIOXXEHUA

Cratba 70. O npu3HaHMM YTPaATUBLWUMMW CUNY OTAENbHbIX 3aKoHOAATENbHbLIX aKTOB
(nonoxeHun 3akoHoAaTenbHbIX akToB) Poccuickon ®epepaunm

Mpu3HaTb yTPaTUBLUMMU CUTY:

1) ®epepanbHbli 3akoH oT 22 uioHa 1998 roga N 86-®3 "O nekapcTBeHHbIX cpeacTBax”
(CobpaHue 3akoHopaTenscTBa Poccuickon Pepepaumm, 1998, N 26, ct. 3006);

2) ®epgepanbHbIn 3akoH oT 2 aHBaps 2000 roga N 5-®3 "O BHeCeHUM N3MEHEHMS 1 OONONHEHWN B
depepanbHbii 3akoH "O nekapcTBeHHbIX cpefctBax" (CobpaHve 3akoHopaTenbcTBa Poccuiickon
depepaumm, 2000, N 2, cT. 126);

3) ctaTbto 40 ®epepansHoro 3akoHa oT 10 aHBapsa 2003 roga N 15-d3 "O BHeCEHUN U3MEHEHUI U
OOMOSHEHMI B HEKOTOpble 3akoHodaTenbHble akTbl Poccuiickon degepaumm B CBSA3UM C MPUHATUEM
dPepepanbHoro 3akoHa "O nNWUEH3NPOBaHMM  OTAENbHbIX BUAOB  geaTenbHocTn" (CobpaHue
3akoHogatenbcTBa Poccuiickon ®epepauun, 2003, N 2, cT. 167);

4) ctaTtbto 31 depepanbHoro 3akoHa ot 30 mtoHs 2003 roga N 86-P3 "O BHECEHUN U3MEHEHUI U
AOMOSHEHUN B HEKOTOPble 3akoHodaTenbHble akTbl Poccunckon depgepaumn, NpusHaHUM yTpaTUBLLMMU
cuny oTAenbHbIX 3aKkoHoAaTenbHbIX akToB Poccuickon denepaunn, MNpefoCTaBEHUN OTAENbHbIX
rapaHTUi COTPYAHMKAM OpPraHoOB BHYTPEHHWUX Aerl, OpraHoB MO KOHTPOM 3a 060pPOTOM HapKOTUYECKUX
CPEeacTB M MCUXOTPOMHBLIX BELLECTB U yrnpasaHsieMblx hefepanbHblX OpraHoB Hanorosoi nonvuumM B
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CBSA3N C OCYLUEeCTBMEeHMEM Mep MO COBEPLUEHCTBOBAHUIO rocydapcTBeHHoro ynpasneHus" (CobpaHue
3akoHogatenbcTBa Poccuiickon ®epepauun, 2003, N 27, cT. 2700);

5) ctatbio 101 ®epepanbHoro 3akoHa ot 22 aBrycta 2004 roga N 122-93 "O BHeCEHUN N3MEHEHUI
B 3akoHogaTtesnbHble akTbl Poccuiickon Pepepauum M NpusHaHMM YTPaATUBLUMMU CUITY HEKOTOPbIX
3akoHoaaTenbHbIX aktoB Poccuiickon ®Pepepauun B cBA3M ¢ npuHsatMeM PegepanbHbiXx 3akoHoB "O
BHECEHUN W3MEHEHWN n pgornonHeHun B PegepanbHbin 3akoH "O6 0OLWMX NpuHUMNAX opraHusaumm
3aKoHoAaTemNbHbIX  (NPeacTaBUTENbHbLIX) W UCMOSIHUTENbHBIX OpPraHOB OCYAapCTBEHHOW BracTyu
cybbekToB Poccuiickon ®epepauun” n "O6 obLimx npMHUmMNax opraHu3aumm MeCTHOro camoynpasneHust
B Poccuiickon ®depepauun” (CobpaHue 3akoHopatenbctBa Poccuiickon ®epepauun, 2004, N 35, cr.
3607);

6) cTaTbio 28 PepnepanbHoro 3akoHa ot 18 gekabps 2006 roga N 231-903 "O BBeaeHun B eNCTBUE
yacTn detBepTon [paxpgaHckoro kogekca Poccunckon Pepepaummn” (CobpaHue 3akoHogaTenbCTBa
Poccuiickon ®epepauun, 2006, N 52, cT. 5497).

Cratbsa 71. BetynneHue B cuny HacTtosiwero ®epnepanbHOro 3akoHa
1. Hactosawmn ®egepanbHbivi 3aKkoH BCTynaeT B cuny ¢ 1 ceHTabps 2010 roga.

2. JlekapcTBeHHble CpeacTBa, 3aperucTpupoBaHHble OO OHS BCTYMNEHUS B CUMY HaCTOSLLEro
degepanbHOro 3akoHa, NoAnexaTt BKIOYEHUIO B rOCYAapCTBEHHbIE PEECTPbl NEKAPCTBEHHbIX CPEACTB C
BHECEHMEM YyKasaHHbIX B 4YacTu 1 ctatbu 33 HacTtosiwero dPegepanbHOro 3akoHa cBefdeHuin o6 3Tux
nekapcTBeHHbIX cpeacTBax 6e3 MPOXOXAeHUS BHOBb NpoLieAypbl rocydapCTBEHHON perucTpaummn
neKkapcTBEHHbIX NpenapaTos.

3. FocygapcTBeHHas perncTpaums nekapCcTBEHHbIX NPenapaToB, 3a UCKMOYEHNEM NeKapCTBEHHbIX
npenapaToB AN MeOULMHCKOrO MPUMEHEHUs, NPeACTaBMeHHbIX Ha YKa3aHHYK perncrpauuio 4o AOHS
BCTYNMEHUs B cuny HacTosilero ®enepanbHOro 3akoHa, OCyLLIECTBNSAETCA B COOTBETCTBUN C HACTOSALLUM
denepanbHbIM 3aKOHOM Ha OCHOBaHWUWM JOKYMEHTOB W OaHHbIX, NPeAcTaBfeHHbIX A0 OHSA BCTYMNMNeHus B
cuny HacToswero PenepanbHOro 3akoHa.

(B pea. PepepanbHoro 3akoHa ot 11.10.2010 N 271-$3)

3.1. l'ocygapcTBeHHast permctpaumns nekapCTBEHHbIX NpenapaToB ANng MeOULUHCKOrO NMPUMEHEHUS,
NPeAcTaBneHHbIX Ha rOCyAapCTBEHHYK perucTpaumio A0 [OHS BCTYMMIEHUS B CUNY HaCTOsLLEro
dPefepanbHOro  3akoHa, W rOCyQapCTBEHHas perncrpauus  NekapcTBEHHbIX MpenapaTtoB  Ans
MEOVLMHCKOrO NPUMEHEHUs, NPEACTaBMEHHbIX Ha 3KCNEepTU3y JEeKapCTBEHHbIX CPEeACTB A0 [AHS
BCTYNMeHnsa B cuny Hactosiwero defepanbHOro 3akoHa B Lendx ux nocrneayowen rocygapcTBeHHON
perncTpaumn, OCYLLEeCTBAAITCA Ha OCHOBaHMU [OKYMEHTOB W [JaHHbIX, NpeacTaBrfieHHbIX A0 AHS
BCTYNneHna B cuny Hactosiwero defepanbHOro 3akoHa, a Takke 3asiBNeHWs O rocygapcTBEHHOM
permcTpaumm nekapcTBEHHOro npenapara, MpeaCTaBfeHHOro npou3BoauTENEM NeKapCTBEHHbIX
npenapaToB UM YNOorTHOMOYEHHbIM UM MULIOM B COOTBETCTBUM C HacToswmmMm PepeparnbHbiM 3aKOHOM B
YNOJSIHOMOYEHHbIV  (befepanbHbli OopraH ucnonHuTeneHon Bnactu go 1 mapta 2011 roga, ©Oes
TpeboBaHWs ynnaTtbl roCy4apCTBEHHOW MOLUMUHBI, NPEeaYCMOTPEHHON 3akoHoAaTenbcTBOM Poccuiickon
depgepaumm o Hanorax n cbopax.

(vactb 3.1 B pea. PenepanbHoro 3akoHa ot 29.11.2010 N 313-$3)

3.2. TlopTBepxaeHWe TrocyaapCTBEHHOW perucTpaumyM  NEeKapCTBEHHbIX —MpenapaTtoB  Ans
MEeOULMHCKOTO MPUMEHEHUS, NpeACcTaBMNeHHbIX AN NOATBEPKAEHUS FOCYAapCTBEHHOW peructpaumm go
OHS BCTYNneHuss B cuny HacTosiwero ®efepanbHOro 3akoHa, M MNOATBEPXAEHME TOCyAapCTBEHHOW
perucTpaummM rekapCTBEHHbIX NpenapatoB ANS MeOWUMHCKOrO NPUMEHEHUS, NpeacTaBreHHbIX Ha
3KCMEePTU3Y NIEKAPCTBEHHbIX CPeACTB OO0 AHSI BCTYMMEHUs B cuny HacToswero degepanbHOro 3akoHa B
Lenax nocriedylowero MOATBEPXOEHUA WX T[OCYAApPCTBEHHOW perncrpaumm, OCYLECTBNATCA Ha
OCHOBaHWN [OKYMEHTOB W [aHHbIX, NPEeACTaBIIEHHbIX A0 [OHSA BCTYMMEHMS B CUITy HacTOsILLEro
depepanbHOro 3akoHa, a Takke 3asiBNIeHUs O TMOATBEPXKOEHUN T[OCYAapCTBEHHOW perncrpauum
NEeKapCTBEHHOro npenapaTta, NPeACTaBfEHHOIO0 MPOM3BOAUTENEM JEKAPCTBEHHbBIX MpenapaTtoB Wnm
YNONTHOMOYEHHBIM UM FINLIOM B COOTBETCTBMU C HacToawmumM deaepanbHbiM 3aKOHOM B YNOSTHOMOYEHHbI
defepanbHbIi opraH ucnonHuTenbHon Bnactu go 1 maprta 2011 roga, 6e3 TpeboBaHust ynnaThbl
rocygapCTBEHHOM MOLNHBI, NPefyCMOTPEHHON 3akoHodaTenscTBoM Poccurickon ®enepauun o Hanorax
1 cbopax.

(vacTb 3.2 B peq. ®enepansHoro 3akoHa ot 29.11.2010 N 313-03)

3.3. [lpuHaTne pewweHMs O BHECEHUM W3MEHEHUW B [OOKYMEHTbl, cofepxawueca B
perucTpaumoHHOM [OCbe Ha 3aperncTpupoBaHHbIN feKapCTBEHHbIM npenapaTt Ans MeauuUHCKOro
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npUMeHeHNss U nNpeacTaBneHHble 00 OHA BCTYNNeHus B cuny Hactosuwero denepanbHOro 3akoHa, U
NPUHATUE PELLEHUSA O BHECEHUN U3MEHEHUI B OKYMEHTbI, coAepKalleecs B perncTpaLmoHHOM A0Cke Ha
3aperncTpupoBaHHbIV NeKapCcTBEHHbIN NpenapaT Ans MeAULUHCKOrO NpUMEHEHUS U NpeacTaBneHHbIe Ha
9KCNEePTU3Y NeKapCTBEHHbIX CPEACTB OO OHSA BCTYMNNeHws B cuny Hactoswero deaepanbHOro 3akoHa,
OCYLLECTBASAKTCA HAa OCHOBAHWM OOKYMEHTOB W AaHHbIX, MPEeACTaBMEHHbIX A0 OHS BCTYMMEHMS B CUNy
HacTosiwero defepanbHOrO 3akoHa, a Tawkke 3asiBMEHUS O BHECEHVMM W3MEHEHVWN B [OOKYMEHTHI,
cofepxalimecss B peructpauMoHHOM [OCbe Ha 3aperncTpuMpoBaHHbLIN flekapCTBEHHbLIM npenapart Ans
MEOULMHCKOTO MNPUMEHEHWsi, NpeaCcTaBNeHHOro MNpOou3BOOUTENEM JIEKAapCTBEHHbIX MpenapaTtoB MWMu
YMONTHOMOYEHHbIM UM FIMLOM B COOTBETCTBUM C HacToawmnm PegepanbHbIM 3aKOHOM B YMOTHOMOYEHHbIN
denepanbHbil opraH ucnonHutensHon Bnactm go 1 mapta 2011 roga, 6e3 TpeboBaHusa ynnaTbl
rocygapCTBEeHHON MOLWNHBI, NPegyCMOTPEHHON 3akoHodaTenscTBoM Poccurickon ®egepauun o Hanorax
n cbopax.

(vacTb 3.3 B peq. ®enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.4. Bblgaya paspelleHWii Ha NpoBeAeHUEe KIMHUYECKUX WCCIEeAOBaHUA NeKapCTBEHHbIX
npenapaToB Afs1 MEAULMHCKOrO MPUMEHEHMS MO 3asiBNEeHUsM, NodaHHbIM A0 AHS BCTYMMeHUs B cuny
HacTosilero PenepanbHOro 3akoHa, a Takke Mo 3asiBNeHUsIM, NOAaHHbLIM MOCHe AHSA BCTYNIEHUS B CUNy
HacTosilero PenepanbHOro 3akoHa Ha OCHOBaHWUW 3KCMEPTU3, MPOBEAEHHbIX A0 AHSA BCTYMNIEHUS B CUNY
HacTosilero deaepanbHOro 3akoHa, OCYLLECTBMNSETCA B COOTBETCTBMM C HacTosiwmm PenepanbHbIM
3aKOHOM Ha OCHOBaHWWM JOKYMEHTOB M AaHHbIX, NMPEeACTaBMNEHHbIX UMW NOMYYEHHbIX A0 AHS BCTYNNEHUS B
cuny Hacrosilwero PefeparnbHOro 3akoHa, a Takke Ha OCHOBaHUWM KOMUW NpeABapuUTeNbHOro 4orosopa
06513aTENBHOM0 CTPAXOBaHUS KM3HW, 300POBbS NALMEHTOB, YHaCTBYOLWMX B KIMMHUYECKOM MCCIeaoBaHMM
rneKkapCTBEHHOro npenaparta Ans MeauuMHCKOrO MPUMEHEHMS, UM KOMMM JorosBopa 006s3aTenbHOoro
CTPaxoBaHWUsi  XW3HW, 3[00POBbsi  MAUMEHTOB, Y4YaCTBYWLIMX B  KIMHWYECKOM  MCCneaoBaHuU
nekapCTBEHHOro npenaparta ans MeauLMHCKOro NpuMeHeHusl, nMbo npeacTaBneHHON Konuu gorosopa
0653aTEeNbHOr0 CTpaxoBaHWsl, 3aKMOYEeHHOro B COOTBETCTBMM C TUMOBbLIMKU NpaBunamu o06s3aTenbHOro
CTpaxoBaHWUsl, C YyKasaHWEM npeaeribHOW YUCIEHHOCTUM MaUMEHTOB, Y4YacTBYOLMUX B KIMHWYECKOM
nccrnegoBaHUKM NeKapcTBEHHOrO npenapaTta Anst MeaULMHCKOro NpumeHeHusl, 6e3 TpeboBaHus ynnaTbl
rocygapCTBeHHOM MOLWWUHBI, NpeayCMOTPEeHHOM 3akoHoaaTenscTBoM Poccuiickon denepauun o Hanorax
n cbopax.

(vacTb 3.4 B pea. PenepanbHoro 3akoHa oT 29.11.2010 N 313-93)

3.5. 3apernctpvpoBaHHble B MHOCTPAHHOW BamniTe [0 OHA BCTYMMEHMS B CWUMY HaCTOSLLEro
depgepanbHOro  3akoHa NpedernbHble  OTMYCKHble  LEeHbl  MHOCTPaHHbIX  Mpou3BOAUTENEN  Ha
nekapcTBeHHble MpenapaTbl, BK/MIOYEHHbIE B MEpPeYeHb >KU3HEHHO HEOOXOOAUMbBIX U  BaXXHEMWLIUX
nekapCTBEHHbIX NpenapaToB, NoAanexaT nepecyeTty B pybonu no kypcy LieHTpanbHoro 6aHka Poccuickomn
dPepepaummn Ha gaty, ycTtaHoBneHHyto lMpasutenbctBom Poccuiickon Pepepaumun, 6e3 npeacraeneHus
3asBIIEHNs O NepecyeTe LeHbl C BHECEHMEM COOTBETCTBYIOLLMX U3MEHEHWUI B FOCYAapCTBEHHbIA PeecTp
npefernbHbIX OTNYCKHbIX LEeH NPOM3BOAUTENEN HA NEKapCTBEHHbIE NMpenapaThl, BKMOYEHHbIE B NEPEYEHb
XN3HEHHO HEOOXOOUMbIX M BaXXHEMLLUX NTEKAapPCTBEHHbIX NpenapaToB.

(vacTb 3.5 BBegeHa PepepanbHbiM 3akoHoM oT 11.10.2010 N 271-93)

3.6. 3apervctpupoBaHHble OO OHSA BCTynfeHus B cuny Hactosiwero PepepanbHOro 3akoHa
npegenbHble OTMYCKHblE LEeHbl POCCUMICKMX MPOM3BOAWUTENEN Ha fekapCTBEHHble MpenapaThbl,
BKMIOYEHHbIE B MEpPeYEeHb >XM3HEHHO HeoOXOAMMbBIX W BaXXHEWWMX NeKapCTBEHHbIX MNpenapaTos,
noanexaT uHAekcauum c¢ 1 Hoabps 2010 roga wucxogosd U3 MPOrHO3MPYEMOrO YPOBHS MHANAUMM,
ycTaHoBrneHHoro ®efeparnbHbIM 3akoHOM OT 2 aekabps 2009 roga N 308-P3 "O denepansHoM Gromkete
Ha 2010 roa v Ha nnaHoBbIn nepunog 2011 n 2012 rogos" Ha 2011 rog.

(vacTb 3.6 BBegeHa dPepepanbHbiM 3akoHoM oT 11.10.2010 N 271-93)

3.7. Nocne 1 mapTta 2011 roga He JonyckawTcs NpoM3BoACTBO M BBO3 B Poccuiickyio ®enepauuio
nekapCTBEHHbIX NpPenapaToB B yNakoBKax C MapKUPOBKOM, koTopas Gbina HaHeceHa 40 AHS BCTYNIEHUs
B cuny Hactosiwero defepansHoro 3akoHa. 1o MCTeYEHMU yKa3aHHOro Cpoka [aHHble NIEKAPCTBEHHbIE
npenapaTtbl MOryT OTMNyCKaTbCs, peanu3oBbiBaTbCs, NepeaaBaTbCA U NMPUMEHATbLCA OO WUCTEYEHUSA UX
Ccpoka rogHocTu.

(B pea. PenepanbHbix 3akoHOB OT 29.11.2010 N 313-®3, o1 06.12.2011 N 409-d3)

4. Co gHea BCcTynneHwus B cuny Hactodwero PegepansHoro 3akoHa n no 30 anpens 2011 roga
BKITIOYMTENBHO  JOMYCKaeTCd MpoBedEeHWe 3KCNepTu3bl NEeKapCTBEHHbIX CPEACTB  JKCcnepTamu
OKCMNEepTHOro y4vypexgeHuna OO0 nNpoxoxaeHusa nMmmnm  aTrtectauum B nop4daake, YCTaHOBJIEHHOM
YNOSIHOMOYEHHbIM hegepanbHbIM OpraHoM UCMONHUTENBHON BacTy.

5. Co gHsa BcTynneHus B cuny Hactoswero depgepanbHoro 3akoHa u no 31 gekabpsa 2013 roga
BKITIOYMTENBHO OCYLLECTBsIeTCA nepexon K Npou3BOACTBY NeKapCTBEHHbIX CPeACTB B COOTBETCTBUM C
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npasunaMmy opraHusauum npon3BoACTBA U KOHTPOMS KayecTBa NeKapCTBEHHbIX CPEACTB, YKa3aHHbIMU B
yactm 1 crtaten 45 Hactoswero ®PepepanbHOro 3akoHa, B MonHom ob6beme. Cpoku nepexona
Npon3BOACTBa IEKAPCTBEHHbIX CPEACTB K WX MNPOW3BOACTBY B COOTBETCTBMM C  KOHKPETHbIMMU
TpeboBaHNsMN AaHHbIX NPaBWI, BKIOYAA CPOKM aTTecTalmmn ynonHOMOYEHHbIX NUL, YKa3aHHbIX B YacTAX
6 n 7 ctatbu 45 HacToswero degepanbHOro 3akoHa, yctaHasnuBatTcsa paButensctBoMm Poccuickon
denepaumm.

6. JlnueHsnm Ha Npou3BOACTBO NEKapCTBEHHbIX CPeAcTB, BblAaHHble Ao 1 aHBaps 2014 roga,
aencteytoT nocrie 1 aHeBapsa 2014 roga 0O MCTEYEHUSA cpoka UX OEeNCTBUS MpU YCNOBUM COOTBETCTBUSA
nvueHsvMaTa npaBvMnaM opraHv3auuu nNpomM3BOACTBA M KOHTPOMsS KadeCcTBa NEKapCTBEHHbIX CPeacTB,
ykasaHHbIM B YacTu 1 ctatbmn 45 HacToswero ®enepansHOro 3akoHa.

7. ®opMuMpoOBaHME rOCYQAPCTBEHHOINO 3aJaHWs Ha MNpoBedeHMEe 3KCMepTU3bl feKapCTBEHHbIX
cpencte degepanbHOMy rocygapCTBEHHOMY OHOIKETHOMY YYpEeXOEeHW0 MO MPOBEAEHUID JKCMepTU3bl
nekapCTBEHHbIX CpeacTB M dmMHaHCOBOE obecrneyveHne BbIMOSIHEHMS 3TOro 3afaHnsi OCYLLECTBIISIOTCS B
nopsiake, yctaHoBrneHHoM ®eaeparnbHbiM 3akoHOM OT 12 aHBaps 1996 roga N 7-d3 "O HekoMMep4eCcKmx
opraHmsaumnax”.

(vacTb 7 BBegeHa denepanbHbiM 3akoHOM oT 29.11.2010 N 313-93)

MpesnageHT
Poccuiickon ®eaepaunn
O.MEOBE[LEB
Mocksa, Kpemnb

12 anpens 2010 roga

N 61-d3
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