06 obpalLeHun nekapcTBEHHbIX CpeacTB (C M3MeHeHusAMM Ha 19 aekabps 2022 ropa) (pegakums, gercTeytolas ¢ 1 mapta 2023 Ctpanunua 1
roga)
®edeparnbHblli 3akoH om 12 anpens 2010 e. Ne 61-@3

POCCUNCKAA ®EOEPALMA
®EOEPANBbHbIA 3AKOH

Ob OBPALLEHU NEKAPCTBEHHbIX CPEACTB

(c uameHeHnsimm Ha 19 gekabps 2022 roga)
(pemakuus, gencteytowasa ¢ 1 mapta 2023 roga)

MHdopmauus 06 nameHsaowmnx JOKyMeHTax

,D,OKyMeHT C NBMEeHEHNAMN, BHECEHHbBIMU!

®enepanbHbiM_3akoHoMm ot 27 wong 2010 roga N 192-9d3 (Poccuiickaa raseta, N 166, 29.07.2010) (o nopsake
BCTYNSIEHUA B CUiy CM. cTaTbto 4 PenepansHoro 3akoHa ot 27 uionga 2010 roaa N 192-93);

®denepanbHbiM 3akoHoM OT 11 okTs6pa 2010 roaa N 271-®3 (Poccuiickas raseta, N 234, 15.10.2010);

®depepanbHbiM_3akoHOM OT 29 Hosabpsa 2010 ropa N 313-®3 (Poccunckas raseta, N 274, 03.12.2010) (o nopsiake
BCTYNMEHUs B cuny cMm. ctatbio 17 PenepanbHoro 3akoHa ot 29 HoAbpsa 2010 roaa N 313-93);

®denepanbHbiM 3akoHOM OT 6 Aekabps 2011 rona N 409-93 (OduumanbHbI MHTEPHET-NOPTan NpaBoBoW MHGOPMaLMK
www.pravo.gov.ru, 07.12.2011) (o nopsigke BCTYNNeHUa B cuny cM. cTaTbto 26 ®enepansHoro 3akoHa ot 6 aekabps 2011 roga
N 409-93);

®denepanbHbiM_3akoHoM oT 25 uoHa 2012 roga N 93-903 (OdmumanbHbIi UHTEPHET-NopTan npaBoBOW MHGOpMaLmMu
www.pravo.gov.ru, 25.06.2012);

®denepanbHbiM 3akoHOM OT 25 fekabpsa 2012 rona N 262-93 (OdmumanbHbIi MHTEPHET-NOPTaN NPaBoBON MHGOPMAaLIMK
WWW.pravo.gov.ru, 26.12.2012);

®denepanbHbiM _3akoHoM ot 2 umions 2013 roga N 185-03 (OdmumanbHbIi UHTEPHET-NopTan npaBoBOW MHGOpPMAaLMu
www.pravo.gov.ru, 08.07.2013) (o nopsiake BCTYMneHns B cuny cM. cTatbio 163 PenepanbHoro 3akoHa o1 2 nionsd 2013 rona N
185-93);

denepanbHbiM 3akoHOM OT 25 Hos6pa 2013 roga N 317-®3 (OdmumanbHbIi MHTEPHET-NOPTaN NPaBoBOW MHGOPMAaLIMK
www.pravo.gov.ru, 25.11.2013) (o nopsigke BCTynrneHus B cuUny cM. ctatbto 64 denepanbHoro 3akoHa o1 25 Hoabps 2013 rona
N 317-93);

®denepanbHbiM _3akoHoMm oT 12 mapta 2014 roga N 33-®3 (OdwmumanbHbIi MHTEPHET-MOPTan NPaBoBON MHAOPMAaLMK
www.pravo.gov.ru, 12.03.2014) (o nopsigke BCTyNneHnsa B cuny cM. ctatbio 21 PenepansHoro 3akoHa ot 12 mapta 2014 rona N
33-93);

®denepanbHbiM 3akoHOM OT 22 okTsabpa 2014 roga N 313-®3 (OdumumansHbln MHTEPHET-NopTan nNpaBoBon MHdopMaLumm
www.pravo.gov.ru, 22.10.2014, N 0001201410220022) (o nopsifike BCTYMMEHUS B CUITY CM. cTaTtbio 2 PeaeparnbHOro 3akoHa ot
22 okTa6pa 2014 rona N 313-93);

®denepanbHbiM 3akoHOM OT 22 fekabpsa 2014 rona N 429-03 (OdmumanbHbIi MIHTEPHET-NOPTaN NPaBoBON MHGOPMAaLIMK
www.pravo.gov.ru, 23.12.2014, N 0001201412230021) (c uameHeHUsiMW, BHeCEHHbIMU DefepanibHbiM 3aKOHOM OT 8 mapTta
2015 ropa N 34-93, ®efnepansHbiv 3akoHom oT 13 mionga 2015 rona N 241-93) (o nopsake BCTYNNEHUA B CUMY CM. cTatbio 4
®denepanbHoro 3akoHa ot 22 aekabpsa 2014 rona N 429-93);

®denepanbHbiM _3akoHoM OT 8 mapTta 2015 ropa N 34-®3 (OduumanbHbil MHTEPHET-MOPTaN NPaBOBOM WHGOPMAaLMU
www.pravo.gov.ru, 09.03.2015, N 0001201503090043) (o nopsifike BCTYMMEHNUsI B CUITy CM. cTaTbio 3 denepanbHOro 3akoHa ot
8 mapta 2015 rona N 34-93);

®denepanbHbiM_3akoHoM 0T 29 utoHa 2015 roaa N 160-03 (OdwuumanbHbI UHTEPHET-NOPTan nNpaBoBON MHGOPMAaLMK
www.pravo.gov.ru, 30.06.2015, N 0001201506300055);
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®denepanbHbiM_3akoHoM OT 13 uona 2015 ropga N 233-903 (OdwmumanbHbIn MHTEPHET-NopTan npaBoBoW WMHGOopMaLumm
www.pravo.gov.ru, 13.07.2015, N 0001201507130077);

®denepanbHbiM _3akoHoMm oT 13 wtons 2015 roaa N 241-03 (OdwuumanbHbIl MHTEPHET-NOPTan NpaBoBOW MHGOPMAaLIMU
www.pravo.gov.ru, 13.07.2015, N 0001201507130051);

®denepanbHbiM_3akoHom oT 13 wtong 2015 ropa N 262-03 (OdwmumanbHbIi UHTEPHET-NOPTan NpaBoBON MHGOPMAaLMU
www.pravo.gov.ru, 13.07.2015, N 0001201507130067) (Bctynun B cuny ¢ 1 sHBapsa 2016 roga);

denepanbHbiM 3akoHoM OT 14 fekabpsa 2015 rona N 374-93 (OdwmumanbHbI MHTEPHET-NOPTaN NpaBoBON MHGOPMaLMK
www.pravo.gov.ru, 15.12.2015, N 0001201512150001) (o nopsiake BCTYnsfieHUs B CUiy CM. cTaTblo 5 deaepanbHOro 3akoHa ot
14 pexabpsa 2015 rona N 374-93);

®denepanbHbiM 3akoHOM OT 29 fekabpsa 2015 rona N 389-03 (OdwmumanbHbIi MIHTEPHET-NOPTAN NPaBoOBON MHGOPMALIMK
www.pravo.gov.ru, 29.12.2015, N 0001201512290018) (sctynun B cuny ¢ 1 aHeaps 2016 roga);

®denepanbHbiM _3akoHoM oT 2 uioHs 2016 rona N 163-03 (OdmumanbHbIi UHTEPHET-NOPTan NpaBoBOW MHGOPMaLMu
www.pravo.gov.ru, 02.06.2016, N 0001201606020015);

®denepanbHbiM _3akoHoMm oT 3 umiong 2016 roga N 261-®3 (OdmumanbHbIi UHTEPHET-NOPTan NpaBoBOW MHGOPMaLMK
www.pravo.gov.ru, 04.07.2016, N 0001201607040127) (o nopsiake BCTYNJfieHUst B CUiy CM. cTaTblo 9 deaepanbHOro 3akoHa ot
3 utonsa 2016 rona N 261-93);

®denepanbHbiM_3akoHoMm oT 3 umiong 2016 roga N 305-03 (OdwmumanbHbIi UHTEPHET-NopTan npaBoBOW MHAOPMaLMu
www.pravo.gov.ru, 04.07.2016, N 0001201607040146);

®denepanbHbiM_3akoHoMm oT 3 uiona 2016 roga N 350-03 (OdmumanbHbii MHTEPHET-NOpTan npasBoBOM WHOpMaLumm
www.pravo.gov.ru, 04.07.2016, N 0001201607040122);

®denepanbHbiM _3akoHoM oT 29 utons 2017 roaa N 242-03 (OdwuumanbHbIl MHTEPHET-NOPTan NpaBoBOW MHGOPMaLMU
www.pravo.gov.ru, 30.07.2017, N 0001201707300032) (Bctynun B cuny ¢ 1 aHBaps 2018 roga);

®denepanbHbiM _3akoHoMm oT 29 wtons 2017 ropna N 278-03 (OdwuumanbHbIl UHTEPHET-NOPTan NpaBoBON MHGOPMAaLIMU
www.pravo.gov.ru, 31.07.2017, N 0001201707310022) (o nopsiake BCTYNJfieHUs1 B CUIy CM. cTaTblo 8 deaepanbHOro 3akoHa ot
29 nionsa 2017 rona N 278-93);

denepanbHbiM 3akoHoM OT 28 fekabpsa 2017 rona N 425-93 (OdwmumanbHbI MHTEPHET-NOPTaN NpaBoBON MHGOPMaLMK
www.pravo.gov.ru, 29.12.2017, N 0001201712290006) (c nameHeHnssMn BHeCEHHbIMN PenepanbHbiM 3aKOHOM OT 28 HOAGPRA
2018 ropa N 449-93, denepanbHbiv 3akoHOM OT 27 aekabps 2019 roga N 462-P3) (0 nopsagke BCTYNNEHNUSI B CUIY CM. CTaTbto
2 depnepanbHoro 3akoHa ot 28 nekabpa 2017 rona N 425-93);

®denepanbHbiM_3akoHoM oT 4 umioHsa 2018 roga N 140-®3 (OdmumanbHbIi UHTEPHET-NOPTan npaBoBOW WHGOpMaLMu
www.pravo.gov.ru, 04.06.2018, N 0001201806040061);

®denepanbHbiM 3akoHOM OT 28 Hos6psa 2018 roga N 449-03 (OdmumanbHbIi MHTEPHET-MOPTAN NPaBoBOW MHGOPMAaLMK
www.pravo.gov.ru, 28.11.2018, N 0001201811280057) (o nopsiake BCTYyNneHss B CuUy CM. cTatbio 5 deaepanbHOro 3akoHa ot
28 Hoabps 2018 rona N 449-93);

®denepanbHbiM 3akoHoM OT 27 nekabps 2018 roga N 511-93 (OdmumanbHbIi MHTEPHET-NOPTaN NpaBoBON MHGOPMAaLIMK
www.pravo.gov.ru, 27.12.2018, N 0001201812270067);

®denepanbHbiM _3akoHoM oT 6 uioHsa 2019 rona N 134-03 (OdmumanbHbIi UHTEPHET-NOPTan nNpaBoBOW MHGOPMAaLMK
www.pravo.gov.ru, 07.06.2019, N 0001201906070020);

denepanbHbiM_3akoHom oT 26 wtong 2019 roaa N 240-903 (OduumanbHbI UHTEPHET-NOPTan NpaBoBon MHGOPMaLMu
www.pravo.gov.ru, 26.07.2019, N 0001201907260109);

®denepanbHbiM 3akoHoMm oT 2 asrycta 2019 roga N 297-93 (OduumnanbHbIn MHTEPHET-NoOpTan nNpaBoBon WMHGOopMaumm
www.pravo.gov.ru, 02.08.2019, N 0001201908020069);

®denepanbHbiM 3akoHOM OT 27 fekabpsa 2019 rona N 462-93 (OdwmumanbHbIi MIHTEPHET-NOPTaN NPaBoBON MHGOPMAaLIMK
www.pravo.gov.ru, 28.12.2019, N 0001201912280029);
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®denepanbHbiM 3akoHOM OT 27 fekabpsa 2019 rona N 475-03 (OdmumanbHbIi MHTEPHET-NOPTaN NPaBoBON MHGOPMAaLIMK
www.pravo.gov.ru, 28.12.2019, N 0001201912280038) (o nopsake BCTynfeHUs B Cuy CM. cTaTblo 4 deaepanbHOro 3akoHa ot
27 nekabpsa 2019 rona N 475-93);

®denepanbHbiM 3akoHOM OT 27 fekabpsa 2019 rona N 478-93 (OdmumanbHbIi MIHTEPHET-NOPTaN NPaBoBON MHGOPMAaLIMK
www.pravo.gov.ru, 28.12.2019, N 0001201912280025) (sctynun B cuny ¢ 1 aHBaps 2021 roga);

®denepanbHbiM 3akoHoM OT 27 fekabpsa 2019 rona N 481-93 (OdwmumanbHbIi MHTEPHET-NOPTaN NpaBoBON MHGOPMAaLIMK
www.pravo.gov.ru, 28.12.2019, N 0001201912280034) (o nopsiake BCTYNsfieHUst B CUIy CM. cTaTblo 5 ®eaepanbHOro 3akoHa ot
27 nexkabpga 2019 rona N 481-93);

®denepanbHbiM _3akoHoM 0T 26 mapTta 2020 roga N 67-$3 (OdwmumanbHbIi MHTEPHET-MOPTan NPaBoBON MHGOPMaLMK
www.pravo.gov.ru, 26.03.2020, N 0001202003260030);

®denepanbHbiM_3akoHoMm oT 1 anpens 2020 roga N 98-03 (OdmumanbHbid MHTEPHET-NOPTan nNpaBoBOM WHOpMaLumm
www.pravo.gov.ru, 01.04.2020, N 0001202004010072);

®denepanbHbiM 3akoHoM oT 3 anpenda 2020 roga N 105-03 (OdwuumanbHbIn MHTEPHET-MOPTaN NPaBOBOM MHGOPMAaLIMK
www.pravo.gov.ru, 03.04.2020, N 0001202004030060) (o nopsiake BCTynrneHns B cuny cM. cTatbto 3 PefepanbHOro 3akoHa ot
3 anpena 2020 rona N 105-93);

®denepanbHbiM 3akoHom oT 13 wons 2020 roaa N 206-93 (OdwuumanbHbIl MHTEPHET-NOPTan NpaBoBON MHGOPMAaLIMU
www.pravo.gov.ru, 13.07.2020, N 0001202007130048) (o nopsioke BCTYNsfieHUst B CUIy CM. cTaTblo 4 deaepanbHOro 3akoHa ot
13 nions 2020 rona N 206-$3);

®denepanbHbiM 3akoHoM OT 8 aekabpsa 2020 rona N 429-03 (OdumumanbHbil MHTEPHET-NOPTaN NPaBoBoOW MHGOPMAaLIMK
www.pravo.gov.ru, 08.12.2020, N 0001202012080096);

denepanbHbiM 3akoHOM OT 22 fekabpsa 2020 rona N 444-93 (OdumumanbHbI MHTEPHET-NOPTaN NpaBoBON MHAOPMaLMK
www.pravo.gov.ru, 22.12.2020, N 0001202012220029);

®enepanbHbiM_3akoHoM oT 11 uioHga 2021 roga N 170-93 (OdmumanbHbIi MHTEPHET-NOPTan nNpaBoBOW WMHOpMaLmm
www.pravo.gov.ru, 11.06.2021, N 0001202106110081) (o nopsake BCTynneHus B cuny cMm. ctatbio 138 denepanbHOro 3akoHa
ot 11 nioHg 2021 roga N 170-$3);

®denepanbHbiM _3akoHoM 0T 8 mapTta 2022 ropna N 46-®3 (OduumnanbHbil MHTEPHET-MOPTaN MNpaBOBOM WHGOPMAaLMU
www.pravo.gov.ru, 08.03.2022, N 0001202203080001);

®denepanbHbiM _3akoHoM 0T 26 mapTta 2022 roga N 64-®3 (OdwmumanbHbIi MHTEPHET-MOPTaN NPaBoBOW MHGOPMAaLMK
www.pravo.gov.ru, 26.03.2022, N 0001202203260005) (o nopsiake BCTYNsfieHUs B CUiy CM. cTaTblo 5 deaepanbHOro 3akoHa ot
26 mapta 2022 rona N 64-93);

®denepanbHbiM_3akoHoMm oT 14 umiong 2022 rona N 311-93 (OduumanbHbIl MHTEPHET-NOPTan nNpasoBON WMHGOpPMaLMu
www.pravo.gov.ru, 14.07.2022, N 0001202207140119);

®denepanbHbiM 3akoHoM OT 20 okTabpsa 2022 rona N 405-03 (OdmumnanbHbii MHTEPHET-NopTan NpaBoBON MHGOPMAaLIMK
www.pravo.gov.ru, 20.10.2022, N 0001202210200012) (sctynaet B cuny ¢ 1 mapta 2023 roga);

®denepanbHbiM 3akoHoM OT 19 aekabpsa 2022 rona N 519-03 (OdmumanbHbI MIHTEPHET-NOPTaN NPaBoBON MHGOPMAaLIMK
www.pravo.gov.ru, 19.12.2022, N 0001202212190006) (sctynun B cuny ¢ 1 aHBaps 2023 roga).

MpuHat
lNocynapcteseHHon [ymon
24 mapta 2010 roga

OpobpeH
Cosetom deaepaumm
31 mapta 2010 roga
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KommeHTapum kK PenepansHomy 3akoHy ot 12 anpensg 2010 rona N 61-93 "O6 o6pallieHnn NekapcTBEeHHbIX cpeacTB”

MABA 1. OBLWME NONOXEHUA
CTATbA 1. NIPEOMET PEIMNYNIMPOBAHUA HACTOALLEIO ®EAEPANIbHOIMO 3AKOHA

1. Hactoawun ®enepanbHbli 3aKOH perynvpyeT OTHOLLEHMS!, BO3HMKaKWLLIME B CBA3WM C obpalleHnem - pa3paboTkow,
AOKNMHUYECKUMW UCCNELOBAHMSMU, KIMMHUYECKMMU WCCIeqoBaHUSIMU, 3KCNEPTU30M, FOCYAapCTBEHHOW peructpauueint, co
CTaHOapTU3auuven 1 ¢ KOHTPONEM KadyecTBa, MPON3BOACTBOM, U3rOTOBIIEHMEM, XpPaHEHUEM, MEPEBO3KOW, BBO3OM B POCCUINCKYHO
depepauuio, BbIBO30M U3 Poccuiickon ®enepaunn, peknamon, OTMNYCKOM, peanusauven, nepegader, MpUMEHEHUEM,
YHUYTOXEHMEM NEKAPCTBEHHBIX CPEACTB.

(YacTtb B pepakuun, BBegeHHon B genicteue ¢ 7 siHeaps 2012 roga ®enepanbHbiM 3akoHOM OT 6 aekabps 2011 rona N
409-03. - CM. NpeabIAyLLYI0 PDEAAKLIMIO)

2. Hactoawun ®egepanbHbii 3aKOH YyCTaHaBMMBAET MNPUOPUTET TOCYOAPCTBEHHOIO perynupoBaHus 6Ge3onacHoCTH,
KayecTBa 1 3hEKTUBHOCTM NeKapCTBEHHbIX CPeACTB Npu UX obpaLleHnm.

(Yactb B pepakumn, BBegeHHon B genctane ¢ 25 uioHa 2012 roga PenepanbHbiM 3akoHoM oT 25 uioHa 2012 roga N 93-
@3. - Cm. npeablayLyo peaakLuio)

KommeHTapum Kk ctatbe 1

CTATbA 2. COEPA NPUMEHEHUA HACTOALLENO ®EAEPAJIBHOIO 3AKOHA

HacTtoawuin ®epepanbHbii 3aKOH NPUMEHSAETCA K OTHOLLEHUSIM, BO3HMKAOLWMM Npu obpaLleHMn nekapCcTBEHHbIX CpeacTs
Ha TeppuTopun Poccuiickon Pepepauunn.

KommeHTapui k ctatbe 2

CTATbA 3. 3AKOHOOATENNIbCTBO OB OBPALLEHUU NNIEKAPCTBEHHbIX CPEACTB

1. 3akoHogaTenbcTBO 06 O6palleHMM NEKApCTBEHHbIX CPEACTB COCTOMT M3 HacToswero degepanbHOro 3akoHa, opyrmx
denepanbHbIX 3aKOHOB U MHbIX HOPMaTUBHLIX NPaBOBbLIX akToB Poccuiickon depepauun.

1_1. 3akoHogaTenbCcTBO 06 obpalleHUn NeKapCTBEHHbIX CPEACTB B OTHOLLUEHUW HOPUAMYECKUX NALL U MHAMBUAYATbHbIX
npeanpvHUMaTenen, OCYLLECTBNSIOWMX [OEATENbHOCTb Ha  TEPpUTOPUM  MEXAYHAPOOHOIO MEAMUMHCKOro  Kractepa,
NMPUMEHSIETCSI C Y4ETOM 0COBEHHOCTEN, yCTaHOBMNEeHHbIX PefepanbHbiM 3akoHOM "O MexyHapoaHOM MeaMLIMHCKOM knactepe
1 BHECEHUV N3MEHEHUN B OTAEMNbHbIE 3aKoHoAaTenbHble akTbl Poccuiickon ®enepaummn'.

(YacTb gononHutensHo BkntodeHa ¢ 30 noHa 2015 rona PenepanbHbiv 3akoHOM 0T 29 mioHa 2015 rona N 160-93)

2. [OewnctBme Hactosiwero denepanbHOro 3akoHa pPacrnpoCTpaHseTcsl Ha obpalleHMe HapKOTMYECKUX FeKapCTBEHHbIX
CpencTB M NCUMXOTPOMHbIX NTEKAPCTBEHHbBIX CPEACTB C YY4ETOM 0COOEHHOCTEN, YCTAaHOBIEHHBIX 3aKOHOAaTeNbLCTBOM Poccuiickom
degepaumn 0 HApPKOTUYECKUX CPEACTBAX, MCUXOTPONMHLIX BELLECTBAxX M 06 NX Npekypcopax.

3. [Hewnctene Hactoswero ®PegepanbHOro 3akoHa pacrnpocTpaHdeTcs Ha obpalleHne paguodapMaueBTUYECKMX
neKkapcTBEHHbIX CPeACTB C YY4ETOM OCOBEHHOCTEN, YCTaHOBIEHHbIX 3akoHoAaTenbCTBOM Poccuiickon ®enepauun B obnactm
obecneveHus pagnaumoHHon 6e3onacHoOCTH.

4. Ecnu mexayHapodHblM gorosopoM Poccuiickoii degepauyn ycTaHOBMEHbl WHble MNpaBwuna, 4YeM Te, KoTopble
npeaycMoTpeHbl HacTosWwmm PefeparbHbIM 3aKOHOM, NMPUMEHSIHOTCA NpaBuna MexayHapo4Horo 4orosopa.

4 1. PelleHnss MeXrocyqapCTBEHHbIX OPraHoB, MPUHATbIE HA OCHOBAHMM MOMOXEHWA MEeXOYHapoOHbIX OOroBOpPOB
Poccunckon depepauum B UX WCTONKOBaHWW, npoTmBopedalleM KoHctutyumm Poccuiickon ®Penepaumu, He nognexar
ucnonHeHnto B Poccunckon depepauun. Takoe NPOTUBOPEYNE MOXET ObiTb YCTAHOBMIEHO B MOpsSiAKe, OMNpeaerieHHOM
denepanbHbIM KOHCTUTYLIMOHHBIM 3aKOHOM.

(YacTb gononHuTensHO BknoveHa PenepanbHbiv 3akoHOM oT 8 nekabpa 2020 rona N 429-03)

5. B Poccuiickonn ®egepaumm B COOTBETCTBUM C MEXAYHapodHbIMK goroBopamu Poccunckon depepaumm m (Mnm) Ha
OCHOBE MpuHUUMNA B3aUMHOCTWU MPU3HAIOTCA pesynbraThl KMMHUYECKUX WCCNefoBaHWA fekapCTBEHHbIX npenapaTtoB AN
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06 obpalLeHun nekapcTBEHHbIX CpeacTB (C M3MeHeHusAMM Ha 19 aekabps 2022 ropa) (pegakums, gercTeytolas ¢ 1 mapta 2023 CTtpaHuua 5
roga)
®edeparnbHblli 3akoH om 12 anpens 2010 e. Ne 61-@3

MeaNUNHCKOro npuMeHeHusa, npoBedeHHbIX 3a npeagenammn Tepputopumn Poccuiickon CDe/J,epau,MVl.

KommeHTapui kK ctatbe 3

CTATbA 4. OCHOBHbIE NOHATUA, UCMOJIb3YEMbIE B HACTOALWEM ®EOEPAJIbHOM 3AKOHE

[na uenen HacToswero ®eaepanbHOro 3akoHa NCNOJ1b3YKOTCA cnenykLwine OCHOBHbIE NMOHATUA!

1) nekapcTBeHHble CPEeACcTBa - BELLECTBA WM MX KOMOWHAaLWM, BCTyMnawmolMe B KOHTaKT C OPraHvM3MOM YernoBeka Wunu
)KMBOTHOrO, MPOHMKaloLWMe B OpraHbl, TKAHW OpraHW3Ma 4YeroBeka WM KMBOTHOMO, NPUMEHsieMble AN NPOUNaKTUKK,
ANarHOCTUKM (32 UCKIMHOYEHMEM BELLECTB UMM MX KOMOWHALMIA, HE KOHTaKTUPYHOLLMX C OPraHM3MOM YerioBeka Uin XUBOTHOTO),
neyeHus 3abonesaHusi, peabunuTtaumm, Ansi COXpaHeHusl, NPefoTBPaLLEHNS] UK NpepbiBaHWs GEPEMEHHOCTU U MONMYyYeHHble
13 KPOBW, Nra3Mbl KPOBU, U3 OPraHOB, TKAHEN OpraHM3Ma YenoBeka UMM XXMBOTHOIO, PaCcTEHWI, MMHEpPanoB MeTodamu CUHTE3a
UM ¢ NpUMeHeHneM Guonornyecknx TexHonornin. K nekapcTBeHHbIM cpeacTBaM OTHOCATCS dapmaleBTUdeckue cybectaHumm u
nekapcTBeHHble Npenaparsl;

2) dapmaueBTMyeckaa cybCcTaHUMs - JeKapCTBEHHOE CPEeACTBO B BWAE OQHOIMO MM HECKOMbKMX obnagaroLmnx
GdapMakofniorm4yeckon akTMBHOCTbIO [LENCTBYIOLIMX BELLECTB BHE 3aBMCUMOCTM OT MpupoAdbl MPOMCXOXOEHWS!, KOTOpoe
npeaHasHa4yeHo Ansi NPOM3BOACTBA, U3rOTOBIEHUS NEKAPCTBEHHbLIX NpenapaToB 1 onpeaensieT ux adgeKkTMBHOCTL;

(MyHkT B pepakumu, BBegeHHoM B Aenctaume ¢ 1 nona 2015 roga ®enepanbHbiM 3akoHOM OT 22 nekabps 2014 rona N 429-
®3. - Cm. mpeablAyLLY0 PEAAKLIMIO)

3) BcnomoratenbHble BeLLeCcTBa - BelleCTBa HeOpraHM4yeckoro UM OpraHU4ecKoro MPOUCXOXAEHUS, UCMOSb3yeMble B
npouecce NPOM3BOACTBA, W3rOTOBMEHNS NEKapCTBEHHbLIX MPenapaTtoB AN NpuaaHnus MM HeobXoamMblx OU3NKO-XMMUYECKNX
CBOWCTB,;

4) nekapcTBeHHble npenapaTbl - JleKapCTBEHHble CpeacTBa B BWAE EKAPCTBEHHbIX (HOPM, NPUMEHsIEMble Anis
NPoMUNaKkTUKX, AUArHOCTUKK, fledeHns 3aboneBaHus, peabunutaumm, Ans COXpaHeHus, NPeLoTBpaLLEHNS UMK NpepbiBaHNUS
GepemMeHHOCTY;

5) nekapcTBeHHasi popMa - COCTOsIHME JlekapCTBEHHOrO npenaparta, COOTBETCTBYlOWEee criocobam ero BBeAeHUs W
npuMeHeHnst 1 obecneunBatoLLee AOCTUXKEHNE HEOBXoaNMOro nevedHoro addekTa;

5_1) posupoBka - cogepXaHue OfHOro UMM HECKOMbKUX AENCTBYHOLUMX BELIeCTB B KONMUYECTBEHHOM BbIPaXXEHWUM Ha
eOuHWLY [003bl, UK eavHuly obbema, unu eauHULY Maccbl B COOTBETCTBUM C NEKapCTBEHHOM hopmon nMBo Anst HEKOTOPbIX
BWOOB JEKAPCTBEHHbIX (POPM KONMMYECTBO BbICBODOXOAEMOro W3 IeKapCTBEHHOW (OpMbl OEWCTBYHOLLEro BellecTBa 3a
€OUHVLY BPEMEHU;

(MyHKT gononHuTensHo BkMoYeH ¢ 1 nions 2015 roga PenepansHbiv 3akoHOM OT 22 aekabpsa 2014 rona N 429-03)

6) nepeyeHb >XU3HEHHO HEOOXOAMMbIX M BaXKHEWMLUUX MEeKapCTBEHHbIX NpenapaTtoB - yTBepxaaewmbl [1paBuUTensCTBOM
Poccuiickon depepauun nepeyeHb eKapCTBEHHbIX MpenapatoB AN MEeOULMHCKOrO NpUMEHeHWs, obecneunBaroLLmx
NpUOpUTETHbIE NOTPEOHOCTU 30pPAaBOOXPaHEHMST B LEnsX MpounakTMku U nedeHus 3aboneBaHui, B TOM 4uche
npeobnagaroLLmx B CTPyKType 3aboneBaemocTtu B Poccuiickon ®epepaumu;

(MyHKT B pegakumn, BBeaeHHON B Aericterne PenepansHbiM 3akoHoM OT 13 miong 2020 roga N 206-93. - Cm. opeablayLyto
penakumio)

6_1) opchaHHble nekapCTBEHHble Mpenapartbl - JIEKapCTBEHHble MnpenapaTbl, NPeAHa3HAYeHHbIE WUCKIIOYUTENBHO ANs
ONarHoCTUKM WM NaTOrEHETUYECKOTO FeYeHUst (NeYeHusl, HanpaBneHHOro Ha MexaHW3M pasBuTUs 3aboneBaHusl) pepkmx
(opthaHHbIX) 3aboneBaHui;

(MyHKT gononHuTenebHo BKMoYeH ¢ 1 nons 2015 roga ®enepanbHbiv 3akoHOM OT 22 Aekabpsa 2014 rona N 429-03)

6_2) Ouomnornyeckne nekapCTBEHHble npenapaTbl - JiekapCTBEHHble Npenaparbl, AEWCTBYHOLLEE BELLECTBO KOTOPbIX
npon3BedeHo UIN BblOerneHo 13 B1onornveckoro NCTOMHUKa U Anst onpeaeneHns CBOMCTB M KadecTBa KOTOpbIX Heobxoauma
KOMOMHaumsi Guonormyecknx n U3NKo-xmMmmdecknx metodoB. K Guonormyecknm rekapcTBeHHbIM rpernapaTtaM OTHOCSATCS
MMMYyHOBUMONOrMYeckne riekapcTBEHHbIE Mpenaparbl, NekapcTBEeHHble MnpenapaTtbl, NMOfy4YeHHble M3 KPOBW, MiasmMbl KpoOBU
YyernoBeka W KMBOTHbIX (3@ WCKMOYEHMEM LENbHOM KpoBM), OMOTEXHOMOrM4yeckne riekapcTBeHHble Mpenaparbl,
reHoTepaneBTUYecKNe NekapCTBEHHbIE npenaparhbl;

(MyHKT gononHuTenbHo BkoYeH ¢ 1 nons 2015 roga PenepansHbiv 3akoHOM OT 22 aekabpsa 2014 rona N 429-03)
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06 obpalLeHun nekapcTBEHHbIX CpeacTB (C M3MeHeHusAMM Ha 19 aekabps 2022 ropa) (pegakums, gercTeytolas ¢ 1 mapta 2023 CTtpaHuua 6
roga)
®edeparnbHblli 3akoH om 12 anpens 2010 e. Ne 61-@3

7) UMMYHOOMONOrMYeckne IneKkapcTBEHHblE nNpenapaTtbl - JIeKapCTBEHHbIE Npenaparbl, MnpegHasHayYeHHble Ans
(POPMMPOBAHNST AKTMBHOTO WM MACCUBHOIO WMMMYHUTETA IMOO AOMArHOCTUMKM Hanmuuus WMMYHUTETA WKW OUarHOCTUKM
cneumdpuyeckoro nNPMOBPETEHHOrO UN3MEHEHWsT WMMMYHOINOrMYecKoro oTBeTa Ha anneprusvpylowme Bewectsa. K
MMMYHOBNOMOrMYECKMM  NIEKapPCTBEHHbIM  NpenapataMm  OTHOCATCS  BaKUMHbI, aHATOKCUHbI, TOKCWHbI,  CbIBOPOTKMU,
MMMYHOTNOBYNMHbI U annepreHsl;

(MyHkT B pegakuun, BBegeHHon B aencteue ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-
@3. - CM. npeabayLyo penakLmio)

7_1) OunoTexHomornyeckne rekapCTBeHHble MpenapaTtbl - JlekapCTBEeHHble npenapaTtbl, NPOM3BOACTBO KOTOPbIX
OCYLLECTBNSIETCA C WCMONb30BaHWEM OWMOTEXHOMOMMYECKUX MpoLeccoB U MeTodoB (B ToM uncne [OHK-pekomBuHaHTHOW
TEXHOMOMN, TEXHONOTMM KOHTPONMPYEMOW IKCMPECCUM FreHOB, KoaUPYLWKNX B1ONornyeckn akTuBHble Genku B NpokapuoTtax u
ayKapuoTax, BKIHoYas UBMEHEHHbIe KINEeTKM MITEKONUTaoLLMX), TMOPUOOMHOro MeToga 1 MeTofa MOHOKITOHAsbHbIX aHTUTENT;

(MyHKT gononHuTenbHo BkoYeH ¢ 1 nons 2015 roga PenepanbHbiv 3akoHOM OT 22 aekabpsa 2014 rona N 429-03)

7_2) reHoTepaneBTMYECKUE NEKapCTBEHHbIE NMpernapartbl - fiekapcTBeHHbIE Npenaparsl, hapMaleBTuyeckasl cyocTaHumus
KOTOpbIX SBNSIETCA PEKOMOVMHAHTHOW HYKITEMHOBOW KUCIOTOW MMM BKIHOYAET B ce0s1 peKOMOMHAHTHYH HYKINEWHOBYHO KUCHOTY,
MO3BOMSIOLLYID  OCYLUECTBNATbL  pPErynupoBaHve, penapauuio, 3ameHy, p[obaBneHve wunu yaaneHne reHeTU4ecKomn
nocneaoBaTenbHOCTY;

(MyHKT gononHuTensbHo BkNtoYeH ¢ 1 uonst 2015 roga ®enepansHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-93)

8) HapkoTMyeckMe InekapCTBEHHble CPEeACTBa - JIeKapCTBEHHble Mpenapatbl M dapmaueBTudeckne cybctaHuum,
cogepxalime HapkoTU4ecKkne cpencTtBa M BKMOYEHHble B [lepeyeHb HApKOTMYECKMX CREeACTB, MCUXOTROMHbLIX BELEeCTB U UX
NREKYRPCOROB,_noanexaiimx KoHTponto B Poccuiickon ®Peaepauuu, B COOTBETCTBUM C 3akoHodaTenbCTBOM Poccuickom
depepauun, mexagyHapogHeiMu gorosopamu Poccuiickon degepauun, B TOM Ynicne EOuHOW KOHBEHLMEN O HApPKOTUYECKUX
cpenctBax 1961 roaa;

9) nNCUXOTPOrMHblE NEKapCTBEHHbIE CPeACTBa - JleKapCTBEHHble mnpenapatbl ¥ hapmaueBTMYeckue cybeTaHumm,
cofepxallue NCUMXOTPOrHble BELLECTBA W BKIOYEHHbIE B [lepeyeHb HApPKOTUHECKMX CPEACTB, MCUXOTPOMHbLIX BELLIECTB M UX

depepauunn, mexgyHapoaHsiMu gorosopammn Poccuiickon ®egepaumm, B TOM Yncne KoHBEHLMEN O NCUXOTPROMHbIX BELleCcTBax
1971 rona;

10) pagnocdapmaLeBTUYECKNE NEKAPCTBEHHbLIE CPEACTBA - IEKAapPCTBEHHbLIE CPEACTBa, KOTOPble CoAepXaT B roToBOW Ansi
NCMNOmnb30BaHUsA YopMe OANH PaamoHYKNNA UM HECKONbKO PaavOHYKNNAOB (paanoakTUBHbBIX U30TOMOB);

10_1) opurMHanbHbI NEKApPCTBEHHbLIN NpenapaTr - NeKapCTBEHHbIA Mpenapar C HOBbIM [OEWCTBYIOLLUM BELLECTBOM,
KOTOPbLIA NepBbIM 3apernctTpupoBaH B Poccunckon degepauun unm B MHOCTPaHHbIX rocygapcTBax Ha OCHOBaHWUW pe3yrnbTraToB
OOKIMUHUYECKUX WCCrefoBaHWN NeKapCTBEHHbIX CPeAcTB W KNMHUYECKUX WCCNEedoBaHUM feKapCTBEHHbIX npenapaTos,
nogTBEPXOaloLLMX ero kayecTBo, 3hPEKTUBHOCTb U 6€30MacHOCTb;

(MyHKT gononHuTensHo BKNoYeH ¢ 1 mapTta 2020 roga PeneparnbHbiM 3akoHOM OT 27 aekabpa 2019 rona N 475-93)

11) pedpepeHTHbIM NeKapCTBEHHLIN MpenapaT - JeKapCTBEHHbIN npenapat, KOTOpblM WCNOMb3yeTcs AN OUEHKM
OUO3KBUBANEHTHOCTU  UNW  TepaneBTUYECKONW  3KBMBANEHTHOCTW, KavecTBa, addekTmBHocTM UM HBesonacHoOCTU
BOCMPOU3BEAEHHOrO feKapCTBEHHOro npenapata wunu 6uoaHanorosoro (6uonogobHOro) nekapcTBEHHOro npenaparta
(buoaHanora). B kayectBe pedepeHTHOro nekapCTBEHHOro npenapara Ans MeOUUMHCKOTO MPUMEHEHUS UCMOonb3yeTcs
OpUrMHanbHbIM NeKapCcTBEHHbIN npenapaT nMbo, ecrnv opurnHanbHbIV NIEKapCTBEHHBIN Npenapar He 3aperucTpupoBaH Unu He
HaxoguTca B obopote B Poccunckon ®Pepepauum M He Haxogutcss B 0BOpoTe B MHOCTPaHHbLIX rocyaapcTsax,
BOCMPOM3BEAEHHbIN NEKAPCTBEHHbINM npenapaT unu buoaHanorosbli (6rnonogo6HbIN) NekapcTBEHHbIN npenapat (buoaHanor),
KOTOPbIA NEepBbIM 3apErnCcTpMpOBaH M3 YMcna Haxogsawmxcs B obopote B Poccuiickon ®enepaumm, GUOSKBUBANEHTHOCTbL UK
TepaneBTU4eckas 3KBMBANEHTHOCTb, KayecTBO, aPGeKTMBHOCTb M 6e30nacHOCTb KOTOPOro OLEHMBAanmMcb MO OTHOLUEHMIO K
OopuUrMHanbHOMY fiekapCTBEHHOMY Mpenapary, a Takke Ka4ecTBo, apdeKTUBHOCTb 1 6e30nacHOCTbL KOTOPOro noaTBepXaatTcs
pesynbsratamu hbapmakoHaa3opa U NPOBEPOK COOTBETCTBUS NEKApCTBEHHbIX CPEACTB, HAaXOOSALWMUXCH B rpaxaaHckom oboporTe,
yCTaHOBMNEHHbIM TpeboBaHMsAM K MX KadecTBy. B kauecTBe pechepeHTHOro nekapCTBEHHOro npenapara AN BETEPUMHApPHOro
NpUMeHeHNs NCMOMb3yeTCs NekapCTBEHHbIM nNpenapaTt Ans BeTepUHapHOro NpUMeEHeHus1, 3apermcTpupoBaHHbii B Poccumnckon
denepauum Ha OCHOBAHWMM pPEe3ynbTaToB  [AOKIUHUYECKUX WCCNEAOBAHUM IEKAPCTBEHHbIX CPEACTB M KITMHUYECKMX
nccnegoBaHWn NekapCTBEHHbIX NpenapaToB, MOATBEPXKAAILWMNX ero KayecTBo, apdeKTMBHOCTb U 6e3onacHoOCTb;

(MyHkT B pepgakuun, BBeaeHHOW B AencTteue ¢ 1 mapta 2020 roga PenepanbHbiM 3akoHOM OT 27 aekabpsa 2019 roga N
475-@3. - CM. NpeablAYLLYI0 PeAaKLMIo)
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06 obpalLeHun nekapcTBEHHbIX CpeacTB (C M3MeHeHusAMM Ha 19 aekabps 2022 ropa) (pegakums, gercTeytolas ¢ 1 mapta 2023 CTtpanuua 7
roga)
®edeparnbHblli 3akoH om 12 anpens 2010 e. Ne 61-@3

12) Bocnpomn3BeaeHHbIV NeKapCTBEHHbIV Npenapar - IEKapCTBEHHEIN nNpenapat Ans MegMUUHCKOro NPUMEHEHUS], KOTOPbIN
UMEET SKBMBASIEHTHbIN pedepeHTHOMY FeKapCTBEHHOMY MpenapaTty KauyeCTBEHHbIA COCTaB WM KONMUYECTBEHHBLIN COCTaB
OENCTBYIOLLNX BELLECTB B SKBMBANEHTHOM nekapCTBeHHOW c¢opme, NuBo nekapcTBeHHbIM npenapat Ans BeTepuHapHOro
NPUMEHEHNS1, KOTOPLIA WMMEET Takue Xe, 4Y4TO0 U pedepeHTHbI JIEeKapCTBEHHLIN MpenapaTt, KayeCTBEHHLIN CcocTaB U
KONMMYECTBEHHbIA COCTaB [OEWCTBYIOLLIMX BELIECTB B TakoOM e IekapcTBeHHo dopMe, OWMOIKBMBANEHTHOCTbL WU
TepaneBTUYeckasi 3KBMBANEHTHOCTb KOTOPbIX COOTBETCTBYHOLLIEMY ped)epeHTHOMY fiekapCTBEHHOMY NpenapaTy NoaTBepXaeHa
COOTBETCTBYOLUMU UCCINELOBAHUSMMU;

(MyHKT B pemakuun, BBegeHHon B gencteue ¢ 1 mapta 2020 roga PenepanbHbiM 3akoHOM OT 27 aekabps 2019 rona N
475-®3. - CM. mpeaplayLLyo PeAaKLn)

12_1) TepaneBTUYeCKasi IKBMBASIEHTHOCTb JIEKAPCTBEHHbIX MpenapatoB - AOCTUXKEHUE KIIMHUYECKM COMOCTaBMMbIX
TepaneBTU4eckoro adycpekta 1 nokasarenen appekTMBHOCTM U 6e30NacHOCTU NpPY NMPUMEHEHUN NIEKAapCTBEHHLIX NpenapaToB
ANs MEQUUNHCKOTO MPUMEHEHUS, UMEIOLLMX OAHO MEXOyHapOoAHOe HenaTeHTOBaAHHOE (MM XMMUYECKOe, UIK TPYNNMPOBOYHOE)
HanMeHOBaHWe, B 3KBMBASIEHTHbIX JO3UPOBKaX MO OOHWM U TEM e MOKa3aHWsIM K NPUMEHEHUIO 1 NpU OOUHAKOBOM crnocobe
BBEAEHUS Y OOHOW 1 TOM Xe rpynnbl 6OMbHbIX;

(MyHkT pononHuTenbHO BkModeH ¢ 1 uionga 2015 roga PenepaneHbiM 3akoHOM 0T 22 fAekabpsa 2014 rona N 429-03; B
penakumm, BBeaeHHon B genctene ¢ 1 mapta 2020 roga PenepanbHbiM 3akoHoM OT 27 aekabpsa 2019 rona N 475-93. - Cwm.
npenplAyLYIo peaakLuio)

12_2) 6uoaHanoroBbii (OMOMNOAOGHKIN) NekapCTBeHHbIV npenapat (buoaHanor) - OWONOrMYecKkun nekapCcTBEHHbIV
npenapar, CXOXUA MO napameTpam KayecTBa, 3ddeKkTMBHOCTM M 6e3onacHocTM € pedepeHTHbIM  Bronornyeckum
rnekapcTBeHHbIM NpenapaToM B TaKOM e fekapCcTBEHHON hopme 1 MMEeLLMIN NAEHTUYHbIN cnocob BBeaeHWS;

(MyHKT gononHuTensHo BkAoYeH ¢ 1 nons 2015 roga ®eaepansHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-03)

12_3) B3anmo3aMeHsieMbll NEKApCTBEHHbIM MnpenapaTt - fieKapCTBEHHbIN npenapar ¢ [oKa3aHHOW TepaneBTU4EeCKOn
9KBMBANEHTHOCTBIO UMW BUMOSKBUBANEHTHOCTLIO B OTHOWEHUW pedhepPEHTHOrO flekapCTBEHHOro npenapara, WMeloLwni
9KBMBANEHTHbIE €MY Ka4yeCTBEHHbI COCTaB U KOMWYECTBEHHbIA COCTaB AEWCTBYHOLLUX BELLECTB, COCTaB BCMOMOraTerbHbIX
BELLECTB, NNEKAPCTBEHHYIO hOpMy 1 cnocob BBEAEHUS;

(MyHKT gononHuTenbHo BkAoYeH ¢ 1 nons 2015 roga ®enepansHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-03)

12_4) OWO3KBMBANEHTHOCTb JIEKAPCTBEHHbLIX MNpenapaTtoB - AOCTWXKEHWE COMOCTaBMMbIX MOKa3aTenem CKOpOCTH
BCacCblBaHUSA, CTEMEHW MNOCTYNMEHUS K MeCTy OEeNCTBUS M CKOPOCTU BbIBEAEHWsI OAHOIO WNWM HEeCKOmnbkux obragaroLmx
(hapMaKkonorm4eckon akTMBHOCTbIO AENCTBYIOLLNX BELLECTB NPWU NPUMEHEHUN NeKapCTBEHHbIX NpenapaToB Ans MeaULMNHCKOro
NPUMEHEHWS, UMEIOLLIMX OQHO MEXAYHapOAHOEe HenaTeHTOBaHHOE (MMM XMMUYecKoe, UMK rPpynnMpoBOYHOE) HaMeHOBaHue, B
SKBMBAIEHTHbIX JO3MPOBKaXx M NMpu 0QMHAKOBOM crniocobe BBeAeHUS;

(MyHkT gononHuTenbHO BKMtoyeH ¢ 1 mapTta 2020 roga PeaepanbHbIM 3akoHOM OT 27 aekabpsa 2019 rona N 475-93)

13) J1IeKapCTBEeHHOE pacCTUTESIbHOE Cbipbe - CBEXue WU BbICYLUEeHHbIE paCTeHuA nmbo unx 4YacTun, uncnonb3yemMmble OnA
npon3BoacTBa J1eKapCTBEHHbIX CpeAcCTB OpraHn3aunamMm - npoun3sBoaunTendamMun nekapCTBeHHbIX CpeacTB U U3rotoBJieHUA
NeKapCTBEHHbIX npenapartoB anTe4HbIMX OpraHn3aunAamMmun, BeTepuHapHbiIMU anTe€4HbIMU OpraHu3aunamMmun, nHomeugyarbHbIMU
npegnpnHnMmartenamm, MMerLwnmMmn nMueH3nto Ha q)apmau,eBTquCKyro AeATernbHOCTb;

14) nekapCTBEHHbIN pacCTUTENbHLIN MpenapaTt - NIeKapCTBEHHbIM MNpenapart, NPOW3BELAEHHbIA UMW U3rOTOBMEHHBLIN K3
OJHOr0 BMAA NEKAPCTBEHHOIO PaCTUTENBbHOIO ChiPbS MU HECKOMNBbKUX BUAOB TAKOroO Chipbsi U peanunayemelil B pacdacoBaHHOM
BMAe BO BTOPUYHOM (MOTPEOUTENBCKOM) YNaKOoBKE;

15) romeonaTU4eCcKMin NeKapCTBEHHbIN Npenapar - NeKapCTBEHHbIA Npenapar, NPOU3BEAEHHbIN UNN NU3rOTOBIEHHbIA U3
dapmaueBTMYeCcKOM CcyboCcTaHuuMm wnn  apmaueBTnyecknx cybcTaHumMi B COOTBETCTBMM C  TpeboBaHMAMM  OBLMX
hapmakonemnHbix cTaTen K roMeonaTu4ecknm nekapcTBeHHbLIM npenapartamM Unu B COOTBETCTBMU C TpeboBaHUsIMK hapmMakoneun
CTpaHbl NPOU3BOAUTENSI TAKOTO NEKapCTBEHHOIo nNpenapara;

(MyHkT B pepakumu, BBegeHHon B Aenctaeume ¢ 1 nonsa 2015 roga ®enepanbHbiM 3akoHOM OT 22 nekabps 2014 rona N 429-
®3. - Cm. mpeaplAyLLY0 PEAAKLIMIO)

16) mexayHapooHOe HenaTeHTOBaHHOE HaWMEHOBaHWe TeKapCTBEHHOIO CpeAcTBa - HAaUMEHOBaHWE [EeWCTBYOLLErO
BellecTBa hapmaLleBTU4eCKon cybcTaHuum, pekoMeHgoBaHHOe BcemmnpHom opraHu3aumen 3qpaBooXpaHeHuns;

(MyHKT B pegakumm, BBeAeHHou B aericteue ¢ 1 uonst 2015 roga PenepanbHbiM 3akoHOM 0T 22 nekadpa 2014 rona N 429-
®3. - CM. npeaplayLyio peaaKLmio)
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06 obpalLeHun nekapcTBEHHbIX CpeacTB (C M3MeHeHusAMM Ha 19 aekabps 2022 ropa) (pegakums, gercTeytolas ¢ 1 mapta 2023 CTtpaHuua 8
roga)
®edeparnbHblli 3akoH om 12 anpens 2010 e. Ne 61-@3

17) ToproBoe HauMeHOBaHWEe NeKapCTBEHHOro CpeacTBa - HaMMeHOBaHWE NeKapCTBEHHOro cpeacTBa, MPUCBOEHHOE ero
pa3paboTymkoM, AepxaTenem 1nun BrnagensLem perucTpalmMoHHOro YA0CTOBEPEHMS NIeKapCTBEHHOMO npenapara;

(MyHkT B pegakuun, BBeaeHHon B aenctaeue ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM oT 22 Aekabpa 2014 rona N 429-
®3. - Cm. NpeapblayLLyo PeAaKLmIo)

17_1) rpynnMpoBOYHOE HaMMEHOBaHWE JeKapCTBEHHOro Mpenaparta - HauMeHOBaHWE NeKapCTBEHHOro npenaparta, He
MMEIOLEro  MeXAyHapO4HOrO  HenaTeHTOBAHHONO  HauMMEHOBaHWs, WM KOMOMHaUMWM  NEeKapCTBEHHbIX Mpenaparos,
ucrnonb3lyemoe B UeNnsx oO0beanHeHWss UX B Tpynny Mo4 eAMHbIM HaMMEHOBaHWEM WCXoAs W3 OAMHAKOBOrO COCTaBa
OENCTBYIOLLNX BELLECTB;

(MyHKT gononHuTenbHo BkMoYeH ¢ 1 nions 2015 roga ®enepanbHbiv 3akoHOM OT 22 aekabpsa 2014 rona N 429-03)

18) obwass dapmakonenHaa cTaTbst - [AOKYMEHT, YTBEPXKOEHHLIN YMNOIHOMOYEHHbIM doedeparnbHbiM  OpraHoM
WCMOMHUTENBHOW BnacTv U CoAepXalluin nepedyeHb nokasatenen kavyectsa U (Mnv) METOAOB KOHTPONS KavyecTBa KOHKPETHOM
nekapcTBeHHON OpMbl, NIEKAPCTBEHHONO  pPacCTUTENbHOrO  Chipbsl, ONUcaHus  Buonornyeckux, BGUOXMMMUYECKUX,
MUKPOBUONOrMYecKmx, PU3nKO-XMMNYECKMX, PUINYECKMX, XMMUYECKMX N OPYIMX METOAOB aHanM3a NekapCTBEHHOro CpeacTBa,
a Takke TpebOBaHWS K UCMONb3yeMbiM B LENAX NPOBEAEHUS [AHHOIO aHanu3a peakTuBaMm, TUTPOBaHHbIM pacTBOpam,
nHaukaTopam;

(MyHKT B pegakumm, BBeaeHHou B aerictane ¢ 1 nonst 2015 roga PenepanbHbiM 3akoHOM 0T 22 nekadpa 2014 rona N 429-
®3. - CM. mpeabIAyLLY0 PEAAKLIMIO)

19) cbapmakonenHas cTaTbsl - OOKYMEHT, YTBEpPXOEHHbIN YNONMHOMOYEHHbIM dhedeparibHbiM OpraHoOM WCMOMHUTENBHOMN
BNacTu N cogepXallmm nepedeHb nokasaternen kayectsa U METOAOB KOHTPOISA KayecTBa fiekapCTBEHHOIO CpeacTBa;

(MyHkT B pegakuun, BBeaeHHon B aenctaeue ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM oT 22 Aekabpa 2014 rona N 429-
@3. - CM. NpeabIayLLyo peaakLnio)

19_1) ctaHgapTHble 06pasubl - BELWECTBa, NOCPEACTBOM CpPaBHEHUSI C KOTOPbIMU OCYLLECTBMSIETCS KOHTPOMb KadvecTBa
nccnegyemblx NeKapCTBEHHbIX CPEACTB C NMOMOLLbI (DUINKO-XMMUYECKMX N BUONOrMYEeCKNX METOAOB B LIENSX NOATBEPXKAEHUS
COOTBETCTBUSI NIEKAPCTBEHHbIX CPEACTB TpeboBaHMSIM HOPMAaTUBHOW AOKYMEHTauuW, YCTAHOBMIEHHbIM MPU OCYLLECTBIEHUN
rocyAapCTBEHHOW perucTpaumm, W KoTopble MPUMEHSIOTCA AN KannmbpoBKM CTaHOAPTHbIX 00pasLoB MNpousBoauTens
nekapcTBeHHbIX CPEACTB, UCMONb3yeMbIX Arsi KOHTPOS Ka4ecTBa M UHbIX Lienen npu obpalleHnn nekapCcTBEHHbIX CPEACTB;

(MyHKT gononHuTenbHo BkoYeH ¢ 1 nions 2015 roga PenepansHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-93)

19_2) dapmakonenHbln CcTaHOapTHeIM obpasel, - CTaHAapTHbIM obpasel, NpPOU3BEAEHHbIN B COOTBETCTBMM C
dapmakonenHom ctaTben;
(MyHkT gononHuTensHO BkNtoyeH ¢ 1 uonst 2015 roga ®enepaneHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-03)

20) HOpMatmBHaaA OOKYMEeHTauuAa - JOKYMEHT, cop,ep>|<au.|,v||7| nepedveHb onpenendemMblX No pesyrnbrataM COOTBETCTBYHOLNX
9KCNnepTn3 nokasartenen kKadectBa JIeKapCTBeHHOro cpeanctesa AnAa MeauuunHCKOro npuMeHeHud, MeTodoB KOHTPOIiA ero
KavyecTtBa u yCTaHOBJ'IeHHbIIZ €ro npoun3esoaunTenem;

21) HOPMAaTMBHbIN OOKYMEHT - OOKYMEHT, codepxalwui nepeveHb onpegensieMbix Mo pesynbrataMm COOTBETCTBYOLNX
9KCnepTn3 nokasartenemn kadyecTtsa U (Vlﬂl/l) METOAO0B KOHTPONA KayectBa J'IeKapCTBeHHOVI (bOprI, onucaHusa drMonornyeckmx,
BMOXMMUYECKNX, MVIKpO6VIOJ'IOI'VI‘-IeCKMX, (bVI3VIKO-XMMVI‘-IeCKMX, cbmsmqecmx, XUMUNYECKMX WU Opyrmx M™MeToaoB aHanusa
NNeKapCTBEHHbIX CpeacTB A1 BETEPUHAPHOro npuMeHeHus, TpeﬁOBaHMﬂ K ncnonb3yembiM B UeNAX npoBegeHunAa OaHHOro
aHannia peaktnBam, TUTPOBaHHbIM pacTBopaMm, UHOUKATOpPaM U yCTaHOBJ'IeHHbIVI €ro npon3soguTenem,

21 _1) obWmMiA TEXHUYECKNIA OOKYMEHT - KOMMMEKT OOKYMEHTOB M MaTepuanoB, COCTOALLMI M3 HECKONbKUX pasdernoB -
OOKYMEHTauMM aaMUHUCTPATUMBHOIO XapakTepa, XUMUYECKOW, dapmMaueBTMYECcKOM U  BUOMorMyeckonm [OKyMeHTaumu,
hapmaKkonorm4eckon, TOKCUKOIOrMYECKON JOKYMEHTALNN, KITMHUYECKOW AOKYMeHTaumm n npeacraBnsiemMbld OQHOBPEMEHHO C
3asiBNEHMEM O TOCYLapCTBEHHOM pernmcTpauum NekapCTBEHHOro npenaparta Ans MeguUUHCKOro NpUMeHeHus B dopmare,
YCTaHOBMNEHHOM YMNOMHOMOYEHHbLIM dbedeparibHbIM OpraHOM UCMOSNTHUTENbHOW BnacTy;

(MyHKT gononHuTensHO BkNtodeH ¢ 1 nonsa 2015 roga PenepanbHbiM 3akoHOM OT 22 nekabpa 2014 rona N 429-03)

22) Ka4yeCTBO IEKaApCTBEHHOrO CpeACcTBa - COOTBETCTBME NEKAPCTBEHHOrO CpencTBa TpeboBaHWsIM dhapMaKonemHon
cTaTtby MO0 B Cnyvae ee OTCYTCTBUSE HOPMATUBHOW JOKYMEHTALUN UM HOPMATUBHOTO JOKYMEHTA;
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06 obpalLeHun nekapcTBEHHbIX CpeacTB (C M3MeHeHusAMM Ha 19 aekabps 2022 ropa) (pegakums, gercTeytolas ¢ 1 mapta 2023 CTtpannua 9
roga)
®edeparnbHblli 3akoH om 12 anpens 2010 e. Ne 61-@3

23) ©e3onacHOCTb JNNIeKapCTBEHHOIo cpeactBa - XapakTepucTtuka IeKapCTBeHHOro cpeacrtBa, OCHOBaHHaA Ha
CpaBHUTEIIbHOM aHanumse ero Sd’.)dl)eKTVIBHOCTI/I 1 pUCKa npnynHeHuna sBpena 300poBblo;

24) SqJC*)eKTI/IBHOCTb JIeKapCTBEHHOIo npenapara - Xxapaktepuctuka cteneHn NoJIoXKUTENbHOIoO BITMAHUA NEKapCTBEHHOro
npenapara Ha TedYeHue, NpoaoIKUTENbHOCTb 3aboneBaHnst unu ero npegoTepatlleHme, pea6mn|/|TaLu/uo, Ha COXpaHeHue,
npegorepalieHne nnu npepbisaHne 6epemeHHocm;

25) cepua nekapCTBeHHOro cpeactea - KONMMYeCTBO JieKapCTBEHHOIO cpencTtBa, npoun3dBeaeHHoe B pe3ynbrate OAHOro
TEeXHOJ10M’M4eCKoro uukna ero npon3soguTernem;

26) perncrpaumMoHHOe yooCTOBEPEHNE NEKAPCTBEHHOIO Npenaparta - A0KYMEHT, NoATBEPXKAALLNA hakT rocygapCTBEHHON
pervcTpaunm nekapcTBEHHOro npenapara;

26 1) pepxatenb WNU Bragenel pPerncTpauvoHHOro YOOCTOBEPEHUSI NEKapCTBEHHOro npenapata - paspaboTymk
NeKapCTBEHHOro CpPefcTBa, NPOM3BOAUTENb NEKAPCTBEHHbIX CPeACcTB UK MHOE topuanyeckoe nvuo, obnagatollee npaBoM
BNafeHNs1 PEerucTpauMoHHbIM yAOCTOBEPEHMEM, KOTOpble HECYT OTBETCTBEHHOCTb 3a KadecTBO, 9P(EKTUBHOCTb U
6e30nacHOCTb NNeKapCTBEHHOIO Npenapara;

(MyHKT gononHUTeneHO BKMNtodeH ¢ 1 nonsa 2015 roga PenepanbHbiM 3akoHOM OT 22 nekadpa 2014 rona N 429-03)

27) perucTpaumMoHHbIi HoMep - kodoBoe o6o3HayeHue, MPUCBOEHHOE JIeKapCTBEHHOMY npenapaTty npu  ero
rocynapCTBEHHOW perncTpauuu;

28) obpalleHne nekapCTBeHHbIX CpeacTB - pa3paboTka, AOKMMHMYECKME WCCMEeLOBaHWs, KIMHWYECKUE WUCCredoBaHus,
3KCMepTu3a, rocygapCTBeHHas perncTpaums, ctTaHgapTM3aums U KOHTPOmb KadecTBa, MPON3BOACTBO, U3rOTOBIEHNE, XPaHEHUE,
nepeso3ka, BBo3 B Poccunckyto ®enepaumio, BoiBo3 13 Poccuickon denepaumm, peknama, oTnyck, peanunsauus, nepegaya,
NPUMEHEHME, YHUHTOXEHWE NEKapCTBEHHbIX CPEACTB;

(MyHKT B pepakumun, BBeaeHHON B aenctene ¢ 7 aHeapsa 2012 roga denepanbHbiM 3akoHOM OT 6 aekabpsa 2011 roaa N
409-®3. - CM™. mpeablayLLy0 PeAAKLN)

29) cyObekTbl obpalieHus nekapCTBEHHbIX CpPeacTB - uandeckMe nuua, B TOM  YUCNE  MHAMBMAOYyalbHblE
npeanpvHUMaTeniu, 1 lopuanyeckue nuua, ocyLLecTBRsOLWNE AeATENbHOCTb NPU 0OpaLleHnn NekapCTBEHHbLIX CPeacTB;

30) pa3paboTuMK NekapCTBEHHOINO CpeacTBa - opraHu3auus, obnagarowas npaBaMyM Ha pesynbTaTbl AOKMIMHUYECKUX
nuccrnenoBaHnii NeKkapCcTBEHHOMO CPeACcTBa, KIMUHUYECKMX UCCNEAOBaHUN NeKapCcTBEHHOro npenapara u (Mnu) Ha TEXHOMOruo
NPOn3BOACTBA JIEKapCTBEHHOIO CPEACTBA;

(MyHkT B pepakumu, BBeaeHHoM B Aenctaeure ¢ 1 nonsa 2015 roga ®enepaneHbiM 3akoHOM OT 22 nekabps 2014 rona N 429-
®3. - CM. npeaplayLLyio peaaKLmio)

31) npon3BOACTBO JIEKAPCTBEHHbIX CPEeACTB - eATelIbHOCTb MO Npon3BOACTBY JIEKApPCTBEHHbIX CpeacTB opraHm3aundamu -
npon3sBoanTenAamMun rekapCcTtBeHHbIX CcpenctB Ha OAHOW CTaguKn, HECKOIbKUX UMM BCEX CTaAUSAX TEXHONOMM4YECKOro npouecca, a
TakKxke Mno XxpaHeHuto n peann3aunm npon3sedeHHbIX nekapCTBeHHbIX CPeacTB;

31_1) NpoOM3BOACTBEHHas nnowagka - TepputopuanbHO 060COGNEHHBLIN KOMMMEKC MPOU3BOAMTENS NEKapCTBEHHbIX
CcpeacTB, NpeAHa3HaYeHHbIN AN BbINOMHEHUS BCErO npoLecca Npou3BoACTBa NeKapCTBEHHbIX CPEACTB UMW ero onpegeneHHon
cTaguu;

(MyHKkT gononHuTensHo BkMoYeH ¢ 1 nionsa 2015 roga ®eaepanbHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-03)

32) npousBoamnTerb fieKapCTBEHHbIX CPEACTB - OpraHv3auus, OCYLLECTBSAOWAs NPOU3BOACTBO NEKAPCTBEHHbLIX CPEACTB B
COOTBETCTBMU ¢ TpeboBaHUsSIMU HacTosiero defepanbHOro 3akoHa;

33) dapmaueBTUYeckas OeATenbHOCTb - AesITeNbHOCTb, BKOYalolwasi B cebsi OnToBYD TOProBrl feKapCTBEHHbIMU
CpeacTBaMu, WX XpaHeHwe, NepeBo3Ky M (UNK) PO3HWYHYKD TOPrOBMO JIEKAPCTBEHHbIMWM Mpenapatamu, B TOM 4ucle
ANCTaHUMOHHBIM cnocoboM, NX OTNYCK, XpaHeHWe, NePEBO3KY, U3rOTOBNEHME NeKapCTBEHHbLIX NpenapaTos;

(MyHkT B pepakuun, BBeaeHHoW B AenictBne PepepanbHbiv 3akoHoM ot 3 anpens 2020 roga N 105-93. - Cwm.
TREAbIAYLLYIO PEAaKLIO)

34) opraHunsauunsa OnTOBOW TOProBJin NNekapCTBEeHHbIMM CpeacTtBaMu - opraHn3auund, ocylecTenaowiand onToByO TOProeIito
NeKapCTBEHHbIMU CpeacTBaMU, UX XpaHeHune, nepeBOo3Ky B COOTBETCTBUN C Tpe6OBaHI/IF|MI/I HacTodAllero CDenepaanoro 3aKOHa,
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06 obpalLeHun nekapcTBEHHbIX CpeacTB (C M3MeHeHusAMM Ha 19 aekabps 2022 ropa) (pegakums, gercTeytolas ¢ 1 mapta 2023 Ctpanuua 10
roga)
®edeparnbHblli 3akoH om 12 anpens 2010 e. Ne 61-@3

35) anTeyHas opraHusaums - opraHvM3auus, CTPYKTypHOe noapasgeneHne MeauumMHCKOM opraHm3auun, ocyLlecTBhsioLmne
PO3HUYHYIO TOPFOBMO JIEKApCTBEHHBIMW Mpenapartamu, B TOM 4uUChe OUCTaHUWOHHBIM CrnocoboM, XpaHeHue, nepeBOo3KY,
W3roTOBMEHME M OTNYCK NEKapCTBEHHbLIX MpenapaToB Afi MEeOMLMHCKOrOo MpUMEHEHMS B COOTBETCTBMM C TpeboBaHUAMU
HacToswwero ®eaepanbHOro 3aKoHa;

(MyHKT B pepmakuun, BBeAeHHOW B Aencteue deaepanbHbiM 3akoHOM oT 25 Hoabpa 2013 ropa N 317-93; B pegakumm,
BBeOEHHOW B fenctene deaepansHbiM 3akoHoM oT 3 anpens 2020 roga N 105-03. - Cm. npeabiayLLyo peaakLmo)

36) BeTepuHapHasi anTeyHas opraHusauusi - opraHusauusi, CTPYKTypHOe NoapasaeneHne BETEPUMHAPHOW opraHusauuu,
OCYLLECTBNSAOLWMNE PO3HUYHYIO TOProBIt0 SIeKapCTBEHHBbIMM NpenapaTamMu, B TOM YMCIe AUCTaHUMOHHBIM CNOCOOOM, XpaHeHue,
W3roTOBMEHNE M OTNYCK JFIEKAPCTBEHHbIX MpenapaTtoB Ansi BETepUHapHOro NMPUMEHEHUsI B COOTBETCTBUM C TpeboBaHUSIMU
HacTosiero PegepanbHOro 3aKoHa;

(MyHKT B pepakuun, BBeaeHHoW B aenctBue PepepanbHbiM 3akoHoMm oT 3 anpens 2020 roga N 105-93. - Cwm.
NREeAbIAYLLYI0 PeAaKLMIo)

37) anbcnduumnpoBaHHOE NEKapCTBEHHOE CpeacTBO - JEKapCTBEHHOE CpeacTBO, COMPOBOXAAEMOE  FIOXHOW
nHdOopMaumen o ero coctaee 1 (UNn) NPOM3BOAMTENE;

38) HepobpokayecTBEHHOE NeKapCTBEHHOE CPEeACTBO - NeKapCTBEHHOE CPEeACTBO, HE COOTBETCTBYoLlee TpeboBaHMAM
hapmakonenHon cTtaTbl NMbBo B crydyae ee OTCYTCTBMS TpebGoBaHWAM HOPMATUBHOM LOKYMEHTauuuM MU HOPMaTUBHOIO
OOKYMEHTa;

39) KOHTpadJaKTHoe NeKkapCcTBeHHOe CcpencTtBo - JieKapCTBeHHOE CpeacTBO, Haxopdlleecd B 06op0Te C HapyuweHunem
rpagaHCKoro 3aakoHogartesnbCTBa,

40) poOKNMMHUYecKoe  uUccriegoBaHWe — NeKapCTBEHHOrO  cpeactBa -  Buomorudeckue,  Mukpobuonoruyeckue,
UMMYHOMNOrMyeckne, TOKCUKONorMyeckue, dapmakonormdeckue, usmMdeckue, XuMumyeckme W Apyrme  MccrnegoBaHust
nekapcTBEHHOro cpefcTBa NyTeM NpUMMeHEeHUs1 HayYHbIX METOAOB OLIEHOK B LIeNsX noryyvyeHus gokasatensctB 6e3onacHocTy,
KadecTBa N 3 PEKTUBHOCTN NTEKapCTBEHHOIO CpeacTBa;

41) KNIMHUYECKOEe  WCCNedoBaHME  IEeKapCTBEHHOrO npenapata -  U3yYeHMe  OMarHOCTMYECKUX,  fevebHblX,
npodunakTmyecknx, dapmakonormyecknx CBONCTB JieKapCTBEHHOro Mnpenaparta B npouecce ero NpMMEHeHus y 4eroBeka,
XMBOTHOIO, B TOM 4uMCIe npoueccoB BCacbiBaHUA, pacnpegeneHna, usMmeHeHna n BbiBeaeHusd, nytemMm npuMeHeHna Hay4dHbIX
METOLOB OLEHOK B LIENSX NONy4YeHns gokasaTenbcTB 6e30nacHOCTM, kadecTBa M 3hpeKTUBHOCTM NEKAPCTBEHHOrO npenapara,
OaHHbIX O HeXenaTteslbHbIX peakundax opraHmamMa 4enoBeka, XUBOTHOIMO Ha NpUMMEeHeHue 1neKapCTBEeHHOro npenaparta u 06
acbdekTe ero B3aMMoaenCcTBUs ¢ ApYrumn nekapcTBEHHbLIMI npenaparamu 1 (Mnu) nNuLieBbIMY NpoayKTaMu, KopMamu;

42) MHOTOLIEHTPOBOE KMWHWYECKOe WCCrieqoBaHMe NeKkapCTBEHHOro mnpenaparta Ans MeOWUMHCKOro MPUMEHEHUsA -
KMUHWYECKoe WCCIeaoBaHne IeKkapcTBEeHHOro npenapara Ans MeQULMHCKOrO MPUMEHEHWUS, MPOBOAMMOE paspaboTYnKoM
nekapcTBEeHHOro npenapara B AByX 1 6ornee MeOuLMHCKMX OpraHn3aumsix no eaMHOMY NpOTOKOMY KMUHUYECKOro UCCreaoBaHns
nekapcTBEHHOro npenapara;

43) mMexayHapogHoe MHOroueHTpoBOE€ KIMMHU4YeCKoe WwuccnegoBaHue IneKkapCTBeHHOro npenaparta gna mMeguumHCKoro
NnpUMEeHeHnAa - KInHU4eckoe uccrieqosaHmne JreKkapCTtBeHHOro npenaparta Aanda MeauuunHCKOro npumMeHeHua, npoBogunmoe
pa3pa60T‘-IVIKOM JIeKapCTBEHHOrNo npenaparta B pa3fiMyHbiX CTpaHax no e€guHOMY NPOTOKOJYy KIMHWUYEeCKOro uccriegosaHusa
NeKapCTBEHHOro npenapara;

44) nocTperncTpaumoHHoe KIMHWYeCKoe UccrnedoBaHUe NeKapCTBEHHOMO rpenaparta A/ MeaUUMHCKOTO NPUMEHEHUS -
KMMHWYECKOe WCCrefoBaHNe neKkapCTBEHHOro npenapata Ans MeguuUMHCKOTrO MPUMMEHEHUs, NMPOBOAUMOE MpOV3BOAUTENEM
neKkapCcTBEHHOro npenapara, rpaxgaHckuii 060poT KOTOPOro OCYLLECTBIIAETCS NOCHe rocyaapCTBEHHON perncTpaunm, B Lensax
AononHUTenbHoro c6opa AaHHbIX 0 ero 6e3onacHOCT U 3PEKTUBHOCTU, PaCLUMPEHUsI MOKa3aHUid K NMPUMEHEHMI0 AaHHOo
neKapCTBEHHOro npenapara, a Takke BbISIBEHUS] HexernaTenbHbIX peakumii NauueHToB Ha ero AeNCTBuE;

45) nccnegoBaHne GO3KBMBANEHTHOCTHN JNIeKapCTBEeHHOro npenaparta - Bua KnnMHM4eCckoro nccrnegoBaHua nekapcTtBeHHoro
npenapara, npoeBefeHne KOTOPOro OCyLleCTBnAeTCcA Ofid onpeneneHusa CKOpOoCTU BCacCbiBaHUA U BbiBEOAEHUA OOHOIMO unn
HEeCcKonbkux obnagatomnx (bapmakonorvlquKon aKTUBHOCTbLIO ,EI,eI7ICTByIOLIJ,I/IX BewecTB, KoJin4ectBa JieKapCTBEHHOIO
npenapara, oocturarowero CAICTEMHOIo KpoBOTOKa, 1 pedyribraTbl KOTOPOro Nno3BoSiAKT cAenaTtb BbiBO4 O OMO3KBUBANEHTHOCTU
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06 obpalLeHun nekapcTBEHHbIX CpeacTB (C M3MeHeHusAMM Ha 19 aekabps 2022 ropa) (pegakums, gercTeytolas ¢ 1 mapta 2023 Ctpanuua 11
roga)
®edeparnbHblli 3akoH om 12 anpens 2010 e. Ne 61-@3

BOCMPOM3BEAEHHOIO NeKapCTBEHHOIO npenapara B ofnpederieHHbIX nekapcTBEeHHOW hopMe M LO03UPOBKE, COOTBETCTBYHOLLNX
dopme n 0o3MpoBKe pedhepeHTHOro NeKkapCcTBEHHOro npenapara;

(MyHkT B pegakuun, BBeaeHHon B aenctaeue ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-
®3. - Cm. NpeapblayLLyo peaaKLmio)

46) uccrnenosaHne TepaneBTUYECKON 3KBUBANEHTHOCTU NEKapCTBEHHBIX NMPenaparos - BUA KMUHUYECKOro UCCRnenoBaHus
nNeKapcTBEHHbIX NpenapaToBs, NPoBeAeHWe KOTOPOro OCYLLECTBAAETCS ANS BbISBNEHUS OAWHAKOBbLIX CBOWCTB NeKapCTBEHHbIX
npenapatoB oOrpedesieHHON JiekapCTBeHHOM (PopMbl, @ Takke HanuuMsl OOMHaKOBbIX nokasaTenei GesonacHocTU U
3 heKTUBHOCTM NEKAPCTBEHHbIX NPenapaToB, OANHAKOBbIX KIMUHUYECKUX 3PDEKTOB NPU UX NPUMEHEHUMU;

47) NpOTOKON KIMHUYECKOTO MCCriefoBaHWsl NeKapCTBEHHOro npenaparta - [OKYMEHT, B KOTOPOM onpenenstoTcs Lenu,
hbopMbl  OpraHM3auuyM U MeTOHOSOorUs TMNPOBEAEHUS KIIMHUYECKOTO WCCIEeaoBaHus, CTaTUCTMYeckne MeToabl obpaboTku
pe3ynsTaToB Takoro UccrnefoBaHust U Mepbl Mo obGecnevyeHnto 6e30nacHoOCT OU3NYECKMX WL, YHaCTBYIOLMX B KIUHUYECKOM
1ccrneaoBaHUM NEKApCTBEHHOTO Npenapara;

48) Gpolutopa MccrnegoBaTens - CBOOHOE M3MNOXeHWEe pesynbTaToB OOKIMMHUMYECKOro WCCredoBaHusA MeKkapCTBeHHOro
CpeacTBa 1 KMMHUYECKOro UCCMeNoBaHmns NekapcTBeHHOro npenapara ans MequUMHCKOTOo NPpUMeHeHUs:;

49) NHOPMaLMOHHbIV MUCTOK NaLMeHTa - AOKYMEHT, B KOTOPOM coepaTtcs B JOCTYNHON hopMe cBefeHUs, kacatomecs
NPOBOAMMOrO KIMMHUYECKOTO UCCReAoBaHns NeKapCTBEHHOro npenapara, U B NMCbMEHHON cdopme O06poBONbHOE cornacue
nauMeHTa Ha yyacTue B KIIMHMYECKOM UCCrefoBaHWM NeKapCTBEHHOrO npenapara Mnocre O3HAKOMIEeHUss ¢ 0COBEHHOCTSMU
KITMHUYECKOro NccrnefoBaHus, UMELLMMU 3HaYeHe ANS BblpaXeHns Takoro cornacus;

50) noboyHoe aencTBME - peakuust opraHMama, BO3HMKLLAS B CBA3W C NPUMEHEHWEM flekapCTBEHHOMO npenaparta B 403ax,
pPEKOMEHAYEMbIX B MHCTPYKUMW MO €ro MPUMEHEHWUIo, ANs NPOUNaKkTUKM, OUArHOCTUKK, nedeHus 3aboneBaHus unu ans
peabunutaumu;

50_1) HexenaTenbHasi peakuusi - HenpegHaMepeHHasi HebnaronpusaTHas peakuusi opraHuamMa, KoTopasi MOXeET ObITb
CBsi3aHa C NPUMEHEHNEM flekapCTBEHHOO NpenapaTa;
(MyHKT gononHuTenbHo BKoYeH ¢ 1 nions 2015 roga ®enepansHbiv 3akoHOM OT 22 Aekabpsa 2014 rona N 429-03)

51) cepbesHan HexenaTenbHas peakuusi - HexenatenbHas peakuusi OpraHvMama, CBsi3aHHas C  NPUMEHEHVEM
nekapCTBEHHOro npenapaTta, npueeaLlas K CMepTu, BPOXAEHHLIM aHOManusiM Unu nopokam passutus Nnbo npeacrasnstoLlas
cobom yrposy XusHu, Tpebylollas rocnuTanuM3auuM WnvM npueBedllas K CTOMKOW yTpaTe TpyaocrnocobGHocTM u  (unu)
WHBaNuAHOCTY;

52) HenpenBuaeHHasi HexxenaTernbHas peakuus - HexenartenbHas peakums opraHuama, KoTopas CBsid3aHa C MPUMEHEHUEM
NeKkapcTBEHHOrO npenapata B [03aX, PEKOMEHAyeMblX B MPOTOKOME €ero KIWHWYECKOro uccrnenoBaHusi, Bpolutope
uccrnegoBaTtens, MU C NPUMMEHEHVMEM IeKapCTBEHHOro npenapata B [03aX, PEKOMEHAYEMbIX B WMHCTPYKUMM MO €ro
NPUMEHEHN0 AN NPogUNakTUKN, ANArHOCTUKW, fedyeHus 3aboneBaHus MAM MeOMUMHCKOW peabunutaumMmM nauueHTta, u
CYLLHOCTb, TSKECTb WIIM UCXOA KOTOPOW He COOTBETCTBYET MHGOPMaLMU O NeKapCTBEHHOM npenapaTe, CoAaepXallencsa B
NPOTOKOSE €ro KIMHUYECKOro UCCrefoBaHus, GpoLuope uccrnenoBatens UM B MHCTPYKUUM MO MPUMEHEHUIO NEKAPCTBEHHOMO
npenapara;

(MyHKT B pegakuunn, BBegeHHon B aencteue ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-
®3. - Cm. NpenblayLyo peaakLuio)

52_1) capmakoHaasop - BuO LEATENbHOCTU MO MOHUTOPUHIY 3PEeKTUBHOCTM M 6Ee30MacHOCTN NeKapCTBEHHbIX
npenapaToB, HarnpaBreHHbI Ha BbISIBIIEHWE, OLEHKY W NpedoTBpalleHne HexenaTenbHbIX MNOCNeacTBUA NPUMEHEHNS
nekapCTBEHHbIX Npenaparos;

(MyHKT gononHuTenbHo BKAoYeH ¢ 1 nons 2015 roga ®enepanbHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-03)

52_2) nnaH ynpaBneHus puckamu - nogpobHoe onucaHwe MeponpuaTMA No dapMakoHaA30py, HanpaBreHHbIX Ha
BbISIBIIEHVE, OLIEHKY U NpeaoTBpalleHne UM MUHUMU3aLMI0 PUCKOB, CBA3aHHbLIX C NEKapCTBEHHbIMW Mpenaparamu, BKIoyasi
oLeHKY 9EKTUBHOCTN AaHHBIX MEPONPUATUI;

(MyHKT gononHuTeneHO BkMNtodeH ¢ 1 nonsa 2015 roga PenepanbHbiM 3akoHOM OT 22 nekadpa 2014 rona N 429-03)

53) peuenT Ha nekapcTBEHHbIN Npenapar - MEAULMHCKUA AOKYMEHT YCTaHOBIMEHHOM (POPMbI, coaepXaliuii HasHadeHue
NeKapcTBEHHOrO Mnpenaparta Ans MeAWLMHCKOrO MPUMEHEHUS!, BbiAAHHbIA MeOUUMHCKUM pabOoTHMKOM B LIENsX OTnycka
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06 obpalLeHun nekapcTBEHHbIX CpeacTB (C M3MeHeHusAMM Ha 19 aekabps 2022 ropa) (pegakums, gercTeytolas ¢ 1 mapta 2023 Ctpanuua 12
roga)
®edeparnbHblli 3akoH om 12 anpens 2010 e. Ne 61-@3

NeKkapcTBEHHOrO npenapaTta Un ero M3roToBMEHUS U OTnycka Ha OyMaXXHOM HOCUTENe WM C Cornacus naumeHTa unu ero
3aKOHHOro npeacrtaBuTens B OpMe 3MNEKTPOHHOrO AOKYMEHTa, MNoamnncaHHOro C  UCMOMb30BaHWMEM  YCUNEHHOMN
KBanM@OUUUPOBAHHOW 3NIEKTPOHHOW MNOAMUCU  MeaMUMHCKOro paboTHuka, nuMbo [AOKYMEHT YCTaHOBMEHHOW OpMbI,
cofepallmn HasHavYeHne fekapCcTBEHHOro nNpenapara 418 BEeTepMHapHOro NpUMeHeHus, BblAaHHbIN cneunannucTtom B obnactum
BETEPUMHAPMM B LIENAX OTMNycKa NeKapCTBEHHOro npenapaTa Uin ero U3roToBfeHNs 1 oTnycka Ha BymaXHOM HocuTene;

(MyHKT B pegakumn, BBeaeHHon B aericteue ¢ 1 aHBapsa 2018 roga ®epepanbHbiv 3akoHoM oT 29 uiong 2017 rona N 242-
®3; B pegakumm, BBeaeHHon B gencteue ¢ 13 aerycta 2019 rona ®enepanbHbiv 3akoHoM ot 2 aBrycta 2019 rona N 297-93. -
CM. NpeablAyLLYIo peaakLmio)

54) TpeboBaHue MeOMLMHCKON opraHn3auum, BETEPUHAPHOW opraHu3auny - JOKYMEHT YCTaHOBMEHHOW (POPMbl, KOTOPbIN
BbINMCaH MEeOULUMHCKUM pabOTHMKOM MNu cneumanucTtoMm B obnactv BeTepyMHapvv, UMEKLWMMN Ha 9TO NpaBo, U COOEPXUT B
NUCbMEHHO hOpME YKa3aHWe anTeYHOWM OpraHn3aumm UnvM BETEPUHAPHOM anTeyHon opraHmn3aLmm o6 oTnycKe nekapCTBEHHOIo
npenapaTta WnuM O ero M3roToBrneHun u ob ortnycke anst obecneveHuss nevyebHOro nmpouecca B MeOULMHCKOW OpraHv3auuu,
BETEPMHAPHOW OpraHM3aumm;

(MyHkT B pepakuun, BBegeHHon B gencteue ¢ 13 aerycta 2019 roga ®enepanbHbiM 3akoHoM OT 2 aBrycta 2019 roga N
297-03. - CM. NpeAblayLLyio peaakLuio)

55) koMnnekcHas oOueHKa MNeKapCTBEHHOrO npenapata - OLeHKa 3aperMcTpyMpoBaHHOIO JEKapCTBEHHOro npenapara,
BKMtovatoLlas B cebst aHanms3 nHdopmMaumm 0 CpaBHUTENBHON KIMHUYeCKo adhpeKTUBHOCTM 1 6Ge30MacHOCTM NIeKapCTBEHHOIO
npenapaTta, OUEHKY 3KOHOMMWYECKUX MOCNeACTBUMA ero NpuMeHeHUs, udyvyeHune OOMNOMHUTENbHbIX NOCNeACTBUN NPUMEHEHMS
NeKapcTBEHHOro npenapaTa B Uensax NPUHSTUS peLleHnin 0 BO3MOXHOCTM BKIHOYEHMST NTIEKAPCTBEHHOIO npenapaTa B NepeyeHb
XU3HEHHO HEOobXOOUMbIX U BaXKHEMLUUX NeKapCTBEHHbIX MpenapaToB, HOPMATMBHbLIE MPABOBbIE aKTbl U WHbIE AOKYMEHTHI,
onpegensioLne NopsagoK okasaHUss MeAMLMHCKON NMOMOLLIM, MW UCKIIOYEHUS €ero U3 YKa3aHHbIX NepeYHs, akToB U JOKYMEHTOB;

(MyHkT gononHuTensbHo BKAoYeH ¢ 1 nions 2015 roga ®enepansHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-03)

56) cucTema MOHUTOPUHra OBWKEHWUSI NEKapCTBEHHbLIX NpenapaToB AS19 MEAMLMHCKOro npumeHeHus - degepanbHas
rocyaapctBeHHasi MHOPMaLMOHHAs CUCTEMA MOHUTOPMHIa OBWXKEHUSI NEKapCTBEHHbLIX MpenapatoB Ans MeauuMHCKOro
NPUMEHEHMs1 OT NPOU3BOAUTENS OO0 KOHEYHOro NoTpebuTenst ¢ MCnosfib3oBaHMEM B OTHOLUEHMU FleKapCTBEHHbIX MpenapaToB
AN MeauLUMHCKOro NPUMEHEHUs CPEACTB naeHTudukaumm.

(MyHKT gononHuTensbHo BKoYeH ¢ 1 sHBaps 2018 roga PenepanbHbiM 3akoHoM oT 28 fekabpsa 2017 rona N 425-93)

MonoxeHus ctatbkh 4 HacTosAwero ®eaepanbHOro 3akoHa (B pegakumm PenepansbHoro 3akoHa ot 29 utonga 2017 rona N
242-93) B 4acTu, kacaroLwencs opMmnpoBaHns 1 Bbldaun peLenToB Ha NlekapCTBEHHbIE Npenaparthbl, cogepXallme HasHayYeHne
HapKOTUYECKNX CPEOCTB UM NCUXOTPOMHbLIX BELLECTB, B (POPME ANEKTPOHHbIX OOKYMEHTOB, npumeHsitotcs ¢ 1 aHeapa 2019
roga - CM. NyHKT 2 ctatbu 4 GenepanbHoro 3akoHa ot 29 mnonsg 2017 rona N 242-93.

KommeHTapui k ctatbe 4

IMABA 2. MONTHOMO4UA ®EAEPAJIbHBLIX OPI'AHOBVI/ICI'IOVHHVITEJ'IbHOVI BNACTWU, OPTAHOB
MCNONHUTENbHOW BIACTU CYBBLEKTOB POCCUNCKOWU ®EOQEPALIUU NMPU OBPALLEHNA
NNEKAPCTBEHHbLIX CPEOCTB

CTATbA 5. NONHOMOYNA GEOQEPAIIbHBIX OPFAHOB UCMONMHUTENBHOW BIIACTU NPU OBPALLEHUA
NEKAPCTBEHHbIX CPEACTB

K noniHomouunsam cbe,qepaanblx OpraHoB MCMNOMHNTENBHOKW BNacTn npu O6pal.l.|,6HVII/I NeKapCTBEHHbIX CpeaCTB OTHOCATCA:

1) npoBefeHne B Poccuiickon ®enepaunn eguHon rocyqapCTBEHHON NONUTKKK B obnacTtn obecneyeHunst nekapcTBEHHbIMU
npenapatamu rpaxgaH B Poccuiickon ®egepaumm;

(MyHkT B pegakuun, BBeageHHon B aencteue ¢ 1 nons 2015 roga PenepansbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-
®3. - Cm. NpeapblayLLyo PeaaKLmio)

2) yTBepxaeHue obLmx dapmakonemnHbix ctateln, dapmMakonerHblX CTaTel, usgaHve rocyaapCTBEHHOW dhapmakonew,
cosfaHve 1 BegeHne peectpa chapmakonenHbiX CTaHAapTHbIX 00pas3LoB;

(MyHKT B pegakuun, BBeaeHHon B aencteume ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM oT 22 aekabpsa 2014 rona N 429-
®3. - Cm. npeapiayLLyo PeAAKLNI)
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06 obpalLeHun nekapcTBEHHbIX CpeacTB (C M3MeHeHusAMM Ha 19 aekabps 2022 ropa) (pegakums, gercTeytolas ¢ 1 mapta 2023 Ctpanuua 13
roga)
®edeparnbHblli 3akoH om 12 anpens 2010 e. Ne 61-@3

3) ocywecTBneHve henepanbHOro rocyaapCTBEHHOrO KOHTpors (Haa3opa) B cdepe obpalleHns NEKapCTBEHHbIX CPEACTB;

(MyHKT B pegakumu, BBegeHHoW B aencrtene ¢ 25 uoHa 2012 roga ®eaepanbHbiM 3akoHoM oT 25 uioHa 2012 roga N 93-
®3; B pegakumn, BeegeHHoun B genctame ¢ 1 niona 2021 roga ®enepansHbiv 3akoHoMm oT 11 mioHa 2021 rona N 170-3. - Cm.
NREALIAYLLYI0 PEAaKLio)

4) nuMueH3MpoBaHME MPOM3BOACTBA JIEKAPCTBEHHLIX CPeacTB, B TOM 4ucne denepanbHbili  roCcyqapCTBEHHbIN
JNNLUEH3NOHHBIA  KOHTPONb [OEATENbHOCTU MO NPOU3BOACTBY JIE€KAPCTBEHHbLIX CPEACTB, MNEpMoauYeckoe NOATBEPXKAEHME
COOTBETCTBUA IULEH3MATa, MMEIOLWEro JMLUEH3NI0 Ha NPOM3BOACTBO JIEKAPCTBEHHbLIX CPEACTB, W dapmMaueBTU4ECKOMN
OEeATenbHOCTM B COOTBETCTBMM C 3aKOHOoAaTenbCcTBOM Poccunckon ®enepaumm;

(MyHKT B pegakumn, BBeaeHHom B aenctene ¢ 1 mniona 2021 rona PenepanbHbiM 3akoHoMm oT 11 uioHa 2021 roga N 170-
®3. - CMm. npeapiayLLyo PeAAKLMI)

5) opraHm3auuns aKCnepTu3bl NEKAPCTBEHHLIX CPEACTB, STUYECKOM 3KCMEPTU3bl BO3MOXHOCTM MPOBEAEHUSA KITMHUYECKOTO
nccnegoBaHUS nekapcTBEHHOIO npenapara Ans MeauuMHCKOro npuMeEHeHUs!, 3KCnepTuabl AOKYMEHTOB, NpeacTaBneHHbIX Ans
onpegeneHns BO3MOXHOCTU paccMaTpuBaTh NekapCTBEHHbIV npenapart Ans MeauMUMHCKOro MpMMeEHeHUs Npuy rocygapcTBEeHHON
permcTpauumn B kKayectse opdaHHOro NiekapCTBEHHOIO npenapara;

(MyHkT B pegakumm, BBeaeHHou B aerictaue ¢ 1 uonst 2015 roga PenepanbHbiv 3akoHOM 0T 22 nekadpa 2014 rona N 429-
®3. - CM. mpeabIAyLLY0 PEAAKLIMIO)

5 1) opraHusauusi nNpoBedeHUs KOMMIIEKCHOW OLIEHKM IeKapCTBEHHOro npenapata B LEnsX MNPUHATUS peLleHun o
BO3MOXHOCTU BKITHOYEHMS NIEKAPCTBEHHOMO Npernaparta B nepeyeHb XMU3HEHHO HEOOXOOUMBIX M BaXKHEWMLUUX NEKapPCTBEHHbIX
npenapaToB, HOPMaTUBHbIE NPABOBbIE aKTbl U WHblE JOKYMEHTbI, ONpeaensiowme nopsaok okasaHust MeauLUMHCKOW MOMOLLIM
WIN UCKIMOYEHUS er0 U3 YKa3aHHbIX NepeYHsi, akTOB U JOKYMEHTOB;

(MyHKT gononHuTenbHo BKMoYeH ¢ 1 nions 2015 roga ®enepanbHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-03)

6) Bblga4va pa3peu.|eHM17| Ha nposeneHne KIMHU4YeCKux nccnenoBaHui NNeKapCTBEHHbIX npenapartoB, BeAeHWE peecTpa
BblJaHHbIX pa3peLleHnin Ha NPoBEAEHNE KITMHMYECKUX NCCeaoBaHNN NeKapCTBEHHbIX NpenapaTos;

7) rocynapcTBeHHasi permcTpauusi fekapCTBEHHbIX MpenapaTtoB, BEAEeHUE FOCYAapPCTBEHHOIO pPeecTpa JeKapCTBEHHbIX
CREACTB,;

8) opraHusaums n (unu) NPoBeAeHNE MHCMEKTUPOBaHNS] CyObeKTOB 0OpaLleHNst NekapCTBEHHbIX CPEACTB Ha COOTBETCTBUE
npaBunaMm Hagnexaiien nadbopaTopHOM NPaKTUKK, NpaBuiiaM Haanexawen KIMHUYECKOW NPaKTMKKU, NpaBuiiaM Haanexaien
NPakTUKU XpaHEHUs W MEePEeBO3KU IEKAapCTBEHHbIX MpenapaTtoB, MpaBuriamM Haanexalenh ANCTPUOBIOTOPCKOW MPaKTUKK,
npasunam Hagnexatlien anTe4HoN NPaKkTUKK;

(MyHKT B pegakuun, BBeaeHHoN B aenicteue ¢ 1 aHBapa 2016 roga ®enepanbHbiM 3akoHOM OT 22 nekabpa 2014 roga N
429-®3. - Cm. NpeablAyLLYIO PeAaKLmIo)

8 1) opraHuszauus u (MnM) nNpOBEAEHWE WHCMEKTUPOBaHUS CyObeKkTOB 0OpalleHusi NeKkapCTBEHHbIX CpPeacTB Ha
cooTBeTCcTBME TpeboBaHMSAM MNpaBui Hagnexalwlen MNpPOU3BOACTBEHHOW MPaKTUMKW, Bbldava 3aKMYeHUn O COOTBETCTBUM
Npon3BOANTENS NEKAPCTBEHHbIX CPeacTB TPeOOBaHMSAM NpaBuIl Haanexallen Npou3BoACTBEHHON NPaKTUKK;

(MyHKT gononHuTenbHo BKMAoYeH ¢ 1 nons 2015 roga ®enepanbHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-03)

8 2) ycTaHoBneHue nopsiaka BeAeHWss W BeAeHWe T[oCyJapCTBEHHOTO peecTpa 3akflYeHUn O COOTBETCTBUM
Npon3BOANTENS NeKapCTBEHHbIX CPeacTB TpeboBaHMSAM NpaBuIl Haanexallen Npon3BoACTBEHHON NPaKTUKK;
(MyHKT gononHuTensHo BkAoYeH ¢ 1 nons 2015 roga ®enepanbHbiv 3akoHOM OT 22 aekabpsa 2014 rona N 429-03)

9) rocymapCTBEHHas peructpauus npefenibHbiX OTMYCKHbIX LieH NpoOu3BOAUTENEN Ha JeKapCTBEHHblE Mpenaparhbl,
BKIIOYEHHbIE B NEpeYeHb KU3HEHHO HEOOXOAMMbBIX M BaXXHEMLUNX NEKAPCTBEHHbIX NpenapaToB, U BeAeHNe rocyaapCTBEHHOro
peecTpa npeaernbHbIX OTMYCKHbIX LIEH MPOU3BOAMTENEN Ha NEeKapCTBEHHbIE Mpenaparbl, BKIIOYEHHbIE B NEpPeYeHb XU3HEHHO
HEOOXOAMMBIX N BaXKHEWLLMX NTIEKAaPCTBEHHLIX NPenapaTos;

(MyHKT B pegakumum, BBeaeHHow B genctaue ¢ 7 nioHs 2019 roga PenepanbHbiM 3akoHoM oT 6 vtoHa 2019 rona N 134-93.
- CM. mpeablayLLyo PeAaKLMIo)

9 1) cornacoBaHWe MNPOEKTOB pELUEHUI OpraHOB WCMONMHUTENBHOW BrnacTn cybwektoB Poccuiickon depepauumn o6
YCT@HOBMNEHUUN U (UNN) U3MEHEHUN NpefenbHbIX pa3MepoB ONTOBLIX HAA0ABOK 1 NpefernbHbIX Pa3MepoB PO3HUYHBIX Hagb6aBoK
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06 obpalLeHun nekapcTBEHHbIX CpeacTB (C M3MeHeHusAMM Ha 19 aekabps 2022 ropa) (pegakums, gercTeytolas ¢ 1 mapta 2023 Ctpanuua 14
roga)
®edeparnbHblli 3akoH om 12 anpens 2010 e. Ne 61-@3

K akTM4YeCcKMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM MPOM3BOAUTENAMWU JleKapCTBEHHbIX NpenapaToB, Ha feKapCTBEHHble
npenapaTbl, BKNOYEHHbIE B NEPEYEHb KN3HEHHO HEOOXOOUMbIX U BaXKHEMLUNX NEKAPCTBEHHbIX NpenapaTos;
(MyHKT gononHUTenNbHO BKNtoveH PeaepanbHbiv 3akoHoM oT 13 mtona 2015 rona N 241-93)

10) Bblgaya, yCTaHOBMEHME Mopsiaka Bbladn paspelleHnsi Ha BBO3 KOHKPETHOM MapTUKM NeKapCTBEHHOro cpeacTBa B
Poccuickyto degepaunio;

(MyHkT B pepakunn, BBeaeHHon B aencteue ¢ 13 asrycta 2019 roga PenepanbHbiM 3akoHoM oT 2 aBrycta 2019 roaa N
297-®3. - Cm. npeaplayLLyo peaaKLnio)

10_1) Bblgaya, yCTaHOBfeHWe nopsigka Bblgadn M popMbl LOKYMEHTA, KOTOPbIM MOATBEPXKAAET, YTO NPOM3BOACTBO
neKkapcTBEHHOro npenaparta Ansi MeOWUMHCKOro MPUMEHEHUS OCYLLECTBIIEHO B COOTBETCTBMM C TpeboBaHUsSIMM MNpaBwusl
Haanexallen nNpoM3BOACTBEHHON NMPaKTUKN UMW YTO FIEKapCTBEHHbIM Npenapar Ansi BEeTEPUHAPHOro NpUMEHEHUsT OONYLIEH K
ob6pauleHuto B Poccuickort degepaummn, 1 NoanexuT NpeactaBreHnto no TpeboBaHMIo YNoONMHOMOYEHHOro opraHa CTpaHbl, B
KOTOpPYIO BBO3UTCS NEKapCTBEHHbIN Npenapar;

(MyHkT gononHuTensHo BkntoveH ¢ 1 mona 2015 rona PenepanbHbiM 3akoHOM OT 22 fnekabpsa 2014 rona N 429-03; B
pefakumn, BBedeHHon B aewncteue ¢ 13 aBrycta 2019 roga ®enepanbHbiM 3akoHoM oT 2 asrycra 2019 rona N 297-93. - Cwm.
TREAbIAYLLYIO PEAaKLNIO)

10_2) Bblgaya, ycTaHOBreHWe nopsgka Bbldadn U OpMbl  JOKYMEHTa, codepXallero cBedeHuMs O CTagusx
TEXHOMOrM4YEeCKOro npouecca NPon3BOACTBa NIEKapCTBEHHOrO cpeacTea ANns MeaULMHCKOro NpUMEHeHNs, ocyLLecTBNsSeMbIX Ha
Tepputopun EBpasninckoro aKOHOMUYECKOro Cot3a;

(MyHkT gononHuTenbHo BktoveH ¢ 1 uiona 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabpa 2014 rona N 429-93; B
pegakumu, BBegeHHon B genctene PeaepancHbiv 3akoHoM oT 13 miona 2015 rona N 241-93. - CM. npeablayLLyio peaakLmio)

11) co3gaHune COBETOB MO BONpocaM, CBsi3aHHbIM C 0bpalleHMeM NekapCTBEHHbLIX CPEACTB;
12) atTectauusa n ceptudukaums cneLmanmcTos;

13) nyHkT yTpatMn cuny ¢ 1 ceHTAbps 2013 ropa - PenepanbHbii 3akoH oT 2 utona 2013 roga N 185-9d3 - cwm.
npenbiayLlyo penakLiuto;

14) ocywiecTeneHne papmakoHaasopa;

(MyHKT B peaakuuun, BBegeHHon B genctene ¢ 1 nona 2015 roga degepanbHbiM 3akoHOM 0T 22 aekabpsa 2014 rona N 429-
®3. - CM. mpeapiayLLyo PeAaKLno)

15) yyacTtune B MeXAYHAapPOAHOM COTPYOHUYECTBE;

16) nonyyeHMe nO 3anpocaM YMOfIHOMOYEHHOro (efeparnbHOro opraHa WCMNOMHMTENbHOW BrRacT OT  OpraHoB
MCroNHMTENbHOM BrnacTh cyobekToB Poccuiickon ®epepaunm, a Takke oT cybbekToB 0OpalleHns NekapCcTBEHHbIX CPeaCTB Ans
MELMLIMHCKOro NpMMeHeHNs1 MHopMaLMn No Bonpocam YCTaHOBMEHUS U MPUMEHEHNs! LEH Ha NEeKapCTBEHHbIE npenaparbl 1
Han6aBoOK K HUM;

17) npumeHeHne Mep OTBETCTBEHHOCTU 3a HapyLleHue 3akoHogaTenbcTea Poccuiickon ®egepauuu;

18) yTBEpXOeHMe npaBun Hagnexawen nabopaTtopHON NPakTUKK, NPaBMI HagNexXallen KNMHUYECKOW NPaKTUKK, NpaBus
Hagnexallen npou3BOACTBEHHOM NPaKTUKW, NpPaBWIl Haanexallen MNpPaKTUKM XpaHeHWs W NepeBO3KU JeKapCTBEHHbIX
npenapaTtoB, NpaBwWn Haanexaiwenh [UCTpubbLIOTOPCKOM MNpPaKTUKM, MpaBui Hagnexaiwlenh anTeyHoW NpPakTVKW, npaBuin
Hagnexalluen npakTukn chapmakoHaa3opa NekapCcTBEHHbIX NpenapaToB ANs MeaNLMHCKOTO NPUMEHEHUS;

(MyHKT gononHuTenbHo BKMAoYeH ¢ 1 nons 2015 roga ®enepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-03)

19) ycTtaHoBneHne nopsigka bopMMpOBaHUS PErMCTPALMOHHOIO OOCbE Ha JIeKapCTBEHHLIN npenapaT 1M TpeboBaHui K
[OKYMEHTaM B €ro COCTaBe;
(MyHkT gononHuTensHo BkntoyeH ¢ 1 uions 2015 roga ®enepaneHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-93)

20) yTBepxaeHWe npaBui paumMoHanbHOrO BbiGOopa HaMMEHOBaHWI feKapCTBEHHbIX MpenapaTtoB Afs MeaWLMHCKOro
NPUMEHeEHNS;
(MyHkT gononHuTensbHO BkNtoYeH ¢ 1 uonst 2015 roga ®enepaneHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-93)

21) yTBEpXXAEHNE NEPEYHs HaMMEHOBaHWUI NeKapCTBEHHbIX OPM;
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06 obpalLeHun nekapcTBEHHbIX CpeacTB (C M3MeHeHusAMM Ha 19 aekabps 2022 ropa) (pegakums, gercTeytolas ¢ 1 mapta 2023 Ctpanuua 15
roga)
®edeparnbHblli 3akoH om 12 anpens 2010 e. Ne 61-@3

(MyHkT gononHuTensbHo BkNtoYeH ¢ 1 uons 2015 roga ®enepansHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-93)

22) nyHKT, gononHutensHo BkrtodeH ¢ 1 nons 2015 ropa ®enepanbHbiM 3akoHOM OT 22 fekabpa 2014 rona N 429-03;
yTpatun cuny ¢ 1 mapta 2020 roga - PenepanbHbin 3akoH OT 27 aekabpa 2019 roga N 475-93 - cM. npeablayLLYy0 peaakLmio;

23) yTBEpXKOEeHMe TPebGoBaHUIN K UHCTPYKLMMW MO MEAULIMHCKOMY NPUMEHEHUI0 NEKApCTBEHHbIX NPEenapartoB 1 K UHCTPYKLMK
o BeTepuHapHOMY NPUMEHEHNI0 NEKAPCTBEHHbIX NPenapaTos;
(MyHKT gononHuTenbHo BkAoYeH ¢ 1 nons 2015 roga ®enepanbHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-03)

24) nNpuHATME peLUEHUN, ABMSIOLUXCA OCHOBaHWSIMW ONSA BKMOYEHUS OOMEHHbIX MMeH W (Mnv) ykasatenen cTpaHul
CanToB B WHGOPMAUNOHHO-TENEKOMMYHUKAUMOHHON ceTn  "VIHTepHeT", a Takke CeTeBblX agpecoB B eOuHyto
aBTOMaTU3MPOBaHHYD MHGOPMAUNOHHYD cuctemy "EOWHBIA peecTp OOMEHHbIX WMEH, yKkasaTtenen CTpaHuy, CanuToB B
MHGOPMALMOHHO-TENEKOMMYHUKALNOHHON ceTu "MIHTepHeT" 1 ceTeBbiX aapecoB, NO3BOMSALWNX NaeHTMdMUMpoBaTb CanTbl B
MHOPMaLMOHHO-TENEKOMMYHMKaLMOHHOW ceTu "VIHTepHeT", cogepxawue WHgopmaumio, pacrnpocTpaHeHue KOTopou B
Poccuickon ®depepauumun 3anpelleHo”, B OTHOWEHUW uHdopMauuu, copepxallerd npearnoxeHue O PO3HUYHOW TOoproene
nekapcTBeHHbIMU NpenapaTaMmu, B TOM YACMNE OUCTaHLUOHHBIM CNOCOOOM, PO3HMYHAs TOProBrisi KOTOPbIMU OrpaHU4eHa unm
3anpelleHa B COOTBETCTBMU C Hactosiwum denepanbHbiM 3aKOHOM, M (UNn) MHGOpMaUuUW, codepxallen NpeanoxeHue o
PO3HUYHOW TOProBrie feKapCTBEHHLIMW Mpenaparamu, B TOM 4YUCIe AUCTAHUMOHHBIM cnocobom, nuuamu, He VMEHLMMU
NNUEH3NM 1 paspeLleHnst Ha OCyLLEeCTBINEHME TaKoW AeATEeNbHOCTU, eCnv NonyyYeHne NMUeH3nn 1 paspeLleHns NnpeaycMoTpeHo
3aKoHO4aTENbLCTBOM 006 0OpalLLeHNM NTeKapCTBEHHbIX CPEACTB;

(MyHkT pononHuTenbHo BkModeH ¢ 1 miona 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 roga N 429-93; B
pegakumu, BBegeHHon B genctene PenepancHbiv 3akoHoM oT 3 anpend 2020 roaa N 105-93. - Cm. npeablayLlyo penakLunio)

25) Bblgava paspeLleHnii Ha BBOA B rpaxaaHCckunii 060poT MMMYHOOMONOrMYeckUX NeKapCcTBEHHbIX NpenapaTos.
(MyHKT gononHUTENBHO BKMOYEH ¢ 29 HoAGpA 2019 roga PenepanbHbiM 3akoHOM OT 28 HoA6ps 2018 rona N 449-93)

KommeHTapum Kk ctatbe 5

CTATbA 5_1. NEPEQAYA OCYLUECTBIEHMSA MOMTHOMOYUA ®EQEPATIbHbLIX OPFTAHOB
UCMONMHUTENBHOW BINACTM NPU OBPALLEHWUU JIEKAPCTBEHHbIX CPECTB OPTAHAM
MCNONHUTENbHOW BITACTU CYBBEKTOB POCCUNCKOWU ®EONEPALIUN

MonHoMounst  dbedepanbHbIX  OpPraHOB  UCMOMHUTENBbHOM  BRactM npu  obpalieHun NEeKapCTBEHHbIX  CPeacTs,
npeaycMOTpPeEHHbIE HacTosAWMM PefepanbHbIM 3aKOHOM, MOTYT NepeaaBaTbCs A5 OCYLLECTBIIEHUS opraHamM UCMOMHUTENBHON
Bnactm cyobektoB Poccuiickon ®egepaumm noctaHoBneHusmn [lpaButensctBa Poccuiickon Pepepauum B nopsigke,
ycTaHoBneHHoM PeaepanbHbiM 3akoHOM 0T 6 okTabpa 1999 roma N 184-03 "O6 o6wux npuHUMNax opraHvsauuun
3aKoHoAaTeNbHbIX (MPeaCcTaBUTENbHbLIX) U WCNOMHUTENbHbLIX OPraHOB TrOCYAAapCTBEHHOW BRactu cyobekToB Poccuiickon
Penepauun”.

(Ctatbst pononHuTensHO BkItodeHa ¢ 24 wionsa 2015 roga PeaepanbHbiM 3akoHoM oT 13 niong 2015 roaa N 233-93)

KommeHTapum k ctatbe 5 1

CTATbA 6. NTONTHOMOYUA OPFAHOB UCMONMHUTENBHOW BITACTU CYBEBEKTA POCCUACKOW
®EOEPALIMU NPU OBPALLEHUU NEKAPCTBEHHbLIX CPEACTB

K nonHomounsam opraHoB NCMOSTHUTENBbHON BRAcTu cy61=e|<Ta Poccuinckon CDeﬂ,epaLl,Vll/l npu o6pau.|,eH|/||/| JNIeKapCTBEHHbIX
cpencTB OTHOCATCA:

1) pa3pa60TKa N peann3aumnda permoHarnbHbIX NporpamMmmv obecneyeHust HaceneHus J1eKapCTBEHHbIMU MNMpenapaTtamMu;
2) yCTaHOBNEeHne npenernbHbiX pa3MepoB ONTOBbIX HagbaBok K npegenbHbIX pa3mMepoB PO3HUYHbIX HagbaBoK K

(*)aKTMLIeCKVIM OTNYCKHbIM LUeHaM, YCTaHOBJIEHHbIM MNMPOU3BOAUTENAMMN JEKapCTBEHHbLIX NpenapartoB, Ha JeKapCTBEHHbIe
npenaparbl, BKIO4YEeHHbIE B NepevyeHb XN3HEeHHO HEeOBXOAMMBIX Y BaXKHENLLNX NeKapCTBEHHbIX Npenapartos;
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06 obpalLeHun nekapcTBEHHbIX CpeacTB (C M3MeHeHusAMM Ha 19 aekabps 2022 ropa) (pegakums, gercTeytolas ¢ 1 mapta 2023 Ctpanuua 16
roga)
®edeparnbHblli 3akoH om 12 anpens 2010 e. Ne 61-@3

3) ocylwiecTBneHne pervoHanbHOro rocygapCTBEHHOIO KOHTPOMS 3a NPMMEHEHWeM LeH Ha NekapCTBEeHHble npenaparhbl,
BKITIOYEHHbIE B MEpeYeHb >XU3HEHHO HEeOOXOOUMBIX W BadKHEMLLUX FeKapCTBEHHbIX NpernapaTtoB, OpraHvM3auvsMyi OMTOBOM
TOProBMnM NEKapCTBEHHLIMW CPEACTBaMU, anTeYHbIMY OpraHM3auusiM1, UHOUBUAYanbHbIMWU NPeAnpUHUMAaTENsIMU, UMEeLWUMA
nMUeH3N0  Ha apMaueBTMYECKY0 OEeATEeNbHOCTb, MEOULMHCKAMMW  OpraHu3auusiMy, WMeWUMKW  JIMUEH3WI0  Ha
hapmaLeBTUYECKyI0 OeATenbHOCTb, W nx 060cobrneHHbIMM nogpasgeneHuamn  (ambynatopuamu, denbalepckumm u
denblepcKo-akyLLepCKUMN  NyHKTaMK,  UeHTpamu  (oTaeneHuamun) obuwen  BpadvyebHOM  (CEMEeWHOW)  NpakTUKM),
pacnonoXXeHHbIMWN B CENbCKUX HACENEHHbIX NMYHKTaX, B KOTOPbLIX OTCYTCTBYIOT anTeyHble opraHu3auunu;

(MyHKT B pegakumu, BBeaeHHoOM B aencrtene ¢ 25 noHa 2012 roga PenepanbHbiv 3akoHoM oT 25 uioHa 2012 roga N 93-
®d3; B pegakumm, BBegeHHon B Aenctene ¢ 1 mapta 2020 roga PefepanbHbiM 3akoHOM OT 27 Aekabps 2019 roga N 475-93. -
CM. NpeablAyLLYIo peaakLmio)

4) npuHATNE pelueHus 06 Mcrnonb3oBaHMM Ha Tepputopun cybbekta Poccunckon depmepauumn Hapsgy € peuentaMmy Ha
nekapcTBeHHble npenapaTbl, OQOPMIEHHbIMA Ha OymMaXHOM HocuTene, peuenToB Ha fNeKkapCTBEHHble npenaparhbl,
ChOPMMPOBaHHbLIX B hOPME INEKTPOHHBIX AOKYMEHTOB.

(MyHKT gononHuTensbHo BKMoYeH ¢ 1 aHBaps 2018 roga PenepansHbiv 3akoHom ot 29 mong 2017 rona N 242-03)

MonoxeHus ctatbn 6 HacTosiwero PepepanbHOro 3akoHa (B pegakumm PenepanbHoro 3akoHa ot 29 wmonsa 2017 roga N
242-®3) B 4yacTu, kacawLlencs (hopMnpoBaHUS 1 Bbl4auu peLenToB Ha NeKkapCTBEHHbIE Npenaparsbl, CoAepXallue Ha3HavyeHne
HapKOTUYECKMX CPeacTB MMM MCUXOTPOMHbIX BeELLecTB, B dOpMe 3NEKTPOHHbIX AOKYMEHTOB, npuMmeHstoTca ¢ 1 aHBapsa 2019
roga - cM. NyHKT 2 ctatbu 4 PenepanbHoro 3akoHa ot 29 mnonsg 2017 rona N 242-93.

KoMmmeHTapui K ctatbe 6

MABA 3. TOCYAAPCTBEHHASA ®APMAKOINEA
CTATbA 7. PASPAEOTKA U U3OAHUE FOCYOAPCTBEHHOW ®APMAKOMEW, PASMELLEHUE JAHHbIX O HEN

1. MNog rocynapcTBeHHoM chapMakoneen NoHMMaeTCsi CBoA, 0bLLMX chapMaKonenHbIX cTaTten 1 dhapMakonenHbiX cTaTen.

2. PaspaboTtka o0Wux hapmakonerHbix cTtater n dapMakonenHblX cTaTeil, B TOM 4yucrne dapMakonenHblix cTaTtel Ha
dapmakonerHble cTaHAapTHble obpasubl, U BKIOYEHME UX B rOCy4apCTBEHHYIO papMakoner OCyLLeCTBNATCA B NOPSAKe,
YCTaHOBNEHHOM YMNOMHOMOYEHHbLIM dhefeparibHbIM OpraHOM UCMONHUTENBLHOW BnacTu.

(Yactb B pegakuuu, BBegeHHon B aenctene ¢ 1 nonga 2015 rona PegepanbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-
®3. - Cm. npeablayLLyo peaakuuo)

3. PaspaboTka hapmakonenHon ctatbm Ha pedepeHTHbIN NIEKApPCTBEHHbIV Npenapart 1 BKNOYEHNE ee B roCy4apCTBEHHYO
hapmakonelo B Te4eHWe cpoka AeWCTBUS 3aluTbl UCKMOYMTENLHOrO npaBa, YAOCTOBEPEHHOro NaTeHTOM Ha pedepeHTHbIN
nekapcTBEHHbIN Npenapar, OCYyLLEeCTBASIOTCA C cornacus ero paspabotuuka.

(YacTtb B pegakuuun, BBegeHHom B aenctene ¢ 1 nonsa 2015 roga degepanbHbiM 3akoHOM 0T 22 Aekabpsa 2014 rona N 429-
®3. - CM™. mpeapiayLLyo PeAaKLMI)

4. TocypapcTBeHHas (hapmakones n3gaeTcs ynonHOMOYeHHbIM defeparnbHbiM OpraHoM MCMOMHUTENBHOW BacTu 3a cHeT
cpencTB henepanbHOro GloaxeTa 1 NOANEXNUT NEPEN3NaHnsM He pexe YeM OOUH pa3 B NATb FET, B Nepuog MexXay KOTopbIMu
W30alTCs MNPUMOXEHUS K rOCydapCTBEHHOM dpapmakonee, cogepxawme obwme ¢apmakoneriHble cTatb K (Unu)
hapmakonerHble cTaTby, yTBEPXKAEHHbIE NOCHe U30aHUS Uy nepensaaHns rocygapcTBeHHoON hbapmakonen.

5. YnonHomoueHHbI cheaepanbHbIi OpraH UCMOMHUTENBHON BacTy pa3mellaeT JaHHble O rocyaapcTBEHHON hapmakonee
N NPUNOXEHUSX K HEW Ha cBoeM oduLmansHOM carnTe B ceTh "VIHTepHeT" B yCTAHOBNEHHOM UM nopsiake.

KommeHTapui k ctatbe 7

IMABA 4. NULIEH3UMPOBAHWE NMPOU3BOACTBA NNEKAPCTBEHHbLIX CPEACTB U ®APMALIEBTUYECKOW
AEATEINNbHOCTHU, TOCYOAPCTBEHHbLIW KOHTPOJIb (HAO30P) B CPEPE OBPALLEHUA NEKAPCTBEHHbIX
CPEAOCTB

(HaumeHoBaHue B pegakuum, BBeaeHHon B aencteume ¢ 1 nona 2021 roga PeaepanbHbiM 3akoHom oT 11 mioHa 2021 rona N
170-03. - Cm. npeablayLLYI0 peaakLmio)
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roga)
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CTATbA 8. MIMUEH3UPOBAHUE NPOU3BOACTBA JIEKAPCTBEHHbIX CPEQCTB U ®APMALIEBTUYECKOW
OEATENbHOCTH

1. JluueHsnpoBaHve Npon3BOACTBa NeKapCTBEHHbIX CPeACTB U dhapMaLueBTUYECKOW OeATerbHOCTU OCYLLUEeCTBNSAETCS B
COOTBETCTBUM C 3aKoHoAaTenbLCTBOM Poccuiickon egepauun.

2. Obsa3aTenbHbIM ycnosmemMm npenoctaBneHnda JIMUeH3n Ha Mnpou3BOACTBO JIEKapCTBEHHbIX CpeacTtB dABndeTcA
npunoXeHmne K 3adBreHUt0 couckartend JMUeH3nn nepevyHda neKapCTBEeHHbIX (*)OpM n (VIJ'II/I) B1OOB (*)apMaLl,eBTI/I‘-IeCKVIX
CyGCTaHLlMVI, KOTOpble npon3BoanTenb NekapCTBEHHbIX CpeaCcTB HaMepeH Npon3BoAUTb.

3. B cnyyae Heob6X04MMOCTU pacLUMpPeHnsi NPOM3BOACTBA JIEKAaPCTBEHHBLIX CPEACTB 3a CHET HOBbIX NIEKAPCTBEHHbIX (OOPM U
BUAOB (papMaLeBTUYECKNX CyOCTaHUuUn Npon3BoaUTENb NEKAPCTBEHHbLIX CPEACTB AOSMKEH MofaThb B SIMLEH3MPYHOLWMIA opraH
3asiBfieHNe O BHECEHUN N3MEHEHMWI B PEECTP NIMLEH3UI HA NPOU3BOACTBO JIeKapCTBEHHbLIX CPEACTB.

(Yactb B pemakuun, BeeaeHHon B gencteme ¢ 13 aBrycta 2019 roga ®eanepansHbiM 3akoHoM oT 2 aBrycta 2019 roaa N
297-93; B pegakummn, BBeaeHHon B gencteue ¢ 1 mapta 2022 roga ®enepanbHbiM 3akoHoM oT 11 mioHs 2021 rona N 170-93. -

CM. NpeablAyLLYIo peaakLmio)

4. JlnueH3usa Ha Npou3BOACTBO JIEKAPCTBEHHbIX CPEACTB (hapmaueBTUYECKOM CyOCTaHUMK cnvpTa 3TUIOBOro (3TaHona)
BblJAETCA NPV YCMOBUM HanuuMsl y OpraHM3auumn Ha npaBe COOGCTBEHHOCTU, XO3SMCTBEHHOrO BEAEHWS UMW OnepaTUBHOMO
ynpaBneHnsi OCHOBHOIO TEXHOMNOrM4eckoro obopyaoBaHWs Ansi NPOM3BOACTBA ITMIOBOMO CRMPTA, 3aperMcTpUMpOBaHHOIO B
cooTBeTCcTBUM CcO cTaTben 14 1 PepepanbHoro 3akoHa oT 22 Hos6pa 1995 roga N 171-d3 "O rocynapcTBEHHOM
perynvMpoBaHnM MPOM3BOACTBa M 06OpoTa 3TUMOBOIO COMPTA,_  anKoronbHOW W COVPTOCOAepXallen npoaykumv v ob
orpaHuveHun notpebnenns (pacnuTrs)_ankoronbHOW NROAyKLUMK".

(YacTtb gononHuTenbHO BKMoYeHa ¢ 29 gekabps 2020 roqa PenepanbHbimM 3akoHOM OT 27 Aekabpsa 2019 rona N 481-93)

KommeHTapui k ctatbe 8

CTATbA 8_1. OCOBEHHOCTU NULIEH3UPOBAHUA MPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB
(PAPMALIEBTUYECKOU CYBCTAHUNU CIMTUPTA 3TUITOBOIO (3TAHOIJA)

1. OelicTBne NMLEH3MM Ha NPOM3BOACTBO FIEKAPCTBEHHbLIX CpeacTB (dhapMaueBTUYECKON CybCcTaHuumM cnupTa STUMOBOMO
(aTaHoOna) npuocTaHaBNMBaeTCA B 4YacTu npaBa Ha MNPOM3BOACTBO (papmMaueBTMYECKOW cybCTaHumM cnvpta 3TUOBOro
(3TaHona) NUUEeH3NpyLLMM OpraHoM B criydasx, onpeaeneHHblx ctatben 20 ®enepanbHoro 3akoHa ot 4 mas 2011 roga N 99-
D3 "O nuLieH3MpoBaHMK OTAENbHBIX BUAOB AEATENbHOCTU", a Takke Ha CPOK MPUOCTAHOBMEHMS OENCTBUS NUMLEH3UN Ha
NpPoOn3BOACTBO 3TUMOBOMO CNMpTa A5 NPon3BoACcTBa hapMaLeBTUYECKOM cybCcTaHLmn cnupTa 3TUAOBOrO (3TaHoMNa), BblAaHHON
B COOTBETCTBMM C PenepanbHbiM _3akoHOM OT 22 Hosabps 1995 ropa N 171-#3 "O rocynapCTBEHHOM PeryavMpoBaHUu
nNpPom3BoACcTBa M 060POTa ITUNOBOIO CNMPTA, aNKOronbHOW M CNMPTOCOAERXKALLEeN NROAYKLMM U 06 orpaHMyeHun noTpebneHms
(pacnuTuns)_ankoronbHoOWM NRoAYyKLMK".

2. [lenctBrne NUUEH3MM Ha NPOM3BOACTBO NIEKAPCTBEHHbLIX CPeacTB (hapmaueBTUYECKON CyBGCTaHUMM cnvpTa 3TUIOBOro
(aTaHoOna) B 4acTn npaBa Ha MPOM3BOACTBO dhapMaLeBTMYECKOW cybCTaHuMM cnupTa 3TUMOBOrO (3TaHoma) npekpallaeTcs
NMLIEH3MPYIOLWLMM OpraHoM B criyyasix, onpegeneHHbix cratben 20 PenepanbHoro 3akoHa ot 4 maga 2011 roga N 99-03 "O
OVLIEH3POBaHNW OTAENbHbBIX BUAOB AeATENbHOCTU", a Takke C AaTbl NPEeKpaLLeHUs Unu aHHynMpoBaHUs OENCTBUS NULEH3UN
Ha NpoV3BOACTBO JTWUMOBOrO ChMpTa Ans MNpou3BoAcTBa (papmaueBTUYecKor cybCcTaHumMM cnmpTa 3TUINOBOrO (3TaHona),
BblJaHHOW B cOOTBETCTBUMN ¢ PenepanbHbiM 3akOHOM 0T 22 HoA6psa 1995 rona N 171-93 "O rocynapCTBEHHOM PerynMpoBaHum
nNpoun3BoacTBa 1 06opoTa 3TUAOBOIO CNMPTA, ankoronbHOW U CNMPTOCOAeRXKallen NpoayKumum 1 06 orpaHMYeHnn notpebnenns
(pacnuTung) ankoronbHOW NPOAYKLMN".

(CtaTba gononHuTenbHO BKIoYeHa ¢ 29 aekabps 2020 roga PeaepanbHbiM 3akoHoM o1 27 fekabpa 2019 rona N 481-93)

CTATbA 9. FTOCYOAPCTBEHHbIA KOHTPONb (HAA30P) B COEPE OBPALLEHUA NEKAPCTBEHHbIX
CPEOCTB

1. TocyaapcTBEHHBIN KOHTPOMb (Haas3op) B cdepe obpalleHus nekapCcTBEHHbIX CPEACTB OCYLUECTBSETCS NMOCPEACTBOM
efepanbHOro rocyaapCTBEHHOrO KOHTponsi (Hagsopa) B cdpepe obpalleHusi nekapcTBEHHbIX cpeacTB v deaepanbHoro
rocygapcTBeHHOro MULEH3VUOHHOrO KOHTPONSA AeATernbHOCTU MO MNPOM3BOACTBY NEeKapCTBEHHbIX CPeacTB, OCYLLEeCTBSeMbIX
denepanbHbLIMU OpraHaMu UCMOSTHUTENbHOW BRiacTu, ynonHoMoYeHHbIMy [NpaButenscTBoM Poccuiickon ®egepaumn.
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2. Mpeametom denepanbHOro rocyfapcTBEHHONO KOHTpons (Hagsopa) B cdepe obpalleHusi NnekapCTBEeHHbIX CpeacTB
ABNAOTCS:

1) cobnitogeHne obasatenbHbix TpeboBaHU B cchepe obpalleHns NekapCTBEHHbIX CPEACTB, B TOM YMChE:

a) TpeﬁOBaHI/II;I K OOKIMMHUWYECKUM UccrneaoBaHnAM  JieKapCTBEHHbIX CpeacTB, KIMMHUYECKMM  UcclneaoBaHuAaAm
NeKapCTBEHHbIX npenaparoB, N3rotoBfeHNIO, XpaHEHUIO, NepeBo3ke, BBO3Y B Poccmﬂcxyro cbenepauwo, OTNYyCKY, peanunsauuu,
nepegadye, npopgaxe JIeKapCTBEeHHbIX CpencTtB, NPUMEHEHUK JEeKapCTBEHHbIX npenapaTtoB, YHUYTOXEHWUID JeKapCTBEHHbIX
cpencTB, YCTaHOBIEHUIO NMPOU3BOAUTENAMU NNEKAPCTBEHHbIX NpenapatoB LUeH Ha NeKapCTBEHHbIe npenapartbl, BKIOYEHHbIE B
nepe4yeHb XXN3HEHHO HEeOBXOAMMbIX U BaXKHENLLNX J1IeKapCTBEHHbIX Npenapartos,;

0) TpeboBaHW K COOTBETCTBUIO JIEKAPCTBEHHbLIX CPEACTB, Haxogswwmxcs B obpalieHun, nokasaTensM KavecTBa,
appeKkTMBHOCTM 1 Ge30NacHOCTH, YCTAHOBINEHHBLIM B COOTBETCTBUM C HAcTosLLMM PefepanbHbiM 3aKOHOM;

B) TpeboBaHuii Kk cobnogeHuto cybbektammn obpalleHnst NekapCTBEHHbIX CPeacTB, YKka3aHHbIX B Yactu 1 cratbu 67 1
HacTosuero PenepanbHOro 3akoHa, OrpaHNYEHNn, HanaraemMmblx ctatebaMmm 67_1 n 67_2 HacTosuwero PenepanbHOro 3akoHa;

2) cobritogeHne NULEH3NOHHbIX TPeOOBaHU K OCYLLIECTBNEHUIO (dapMaLieBTUYECKOW AEeATENbHOCTY;

3) cobniopgeHne TpeboBaHMI K NpefocTaBneHuo CyObekTamu obpalleHusi NeKapCTBEHHbIX CPEeACTB MHopMauum o
neKkapCTBEHHbIX CpeacTBax M (UNKU) NekapCTBEHHbIX Npenaparax, npegycMoTpeHHon ctatbamu 9 1, 52 1 n 64 HacTosulero
®denepanbHOro 3akoHa;

4) cobniogeHne npedycMOTPEHHbIX cTatbert 55 1 Hactosaulero denepanbHOro 3akoHa TpeboBaHWMMA K MPOBELAEHUIO
9KCMEepPUMEHTa MO OCYLLUECTBIIEHUIO PO3HWYHOW TOProBMNM NeKapCTBEHHbIMU MpenapataMmu Ans MeaWLUHCKOro MpUMEHEHUS,
oTnycKaembIMU1 MO peuenTy Ha fiekapCTBEHHbIN Npenapar, QUCTaHLMOHHBIM CrIocoBoM.

(MyHKT gononHuTenbHO BKMoYeH ¢ 1 mapTta 2023 roga ®enepansHbiv 3akoHoM OT 20 okTabps 2022 roga N 405-93)

lMonoxeHus nyHkTa 4 4acTu 2 HacToslWwen cTatbh npumeHsaoTca o 1 maprta 2026 roga - CM. OyHKT 2 ctatbu 2
denepanbHoro 3akoHa ot 20 okTa6ps 2022 rona N 405-P3.

3. MNpu ocylwiecTBneHnn deaepanbHOro rocyaapCTBEHHOrO KOHTponst (Hags3opa) B cdpepe obpalleHns nekapCTBEHHbIX
CcpencTB NPOBOAATCA crefyoLne BUabl KOHTPOMbHbIX (HAA30PHbIX) MEPONPUATUN:

1) OOKyMeHTapHasi NpoBepKa;

2) Bble3gHas NpoBepKa;

3) BbIOOPOYHBIN KOHTPOSb KAYeCTBa;

4) KOHTpONbHas 3aKymnka;

5) NHCNEKUNOHHbIN BUBWT;

6) HabntogeHne 3a cobntogeHnem obasaTtenbHbIX TpeboBaHM (MOHUTOPUHI Ge3onacHoCTU) (hapmakoHaa30p).

4. OpraHumsaums W ocyLlecTBneHne deaepanbHOro rocyaapCTBEHHOrO KOHTponsa (Hagsopa) B cdepe obpalleHus
neKkapCTBEHHbIX CpeacTB perynupytotcss PenepanbHbivM 3akoHoMm oT 31 umiona 2020 roga N 248-03 "O rocynapCTBEHHOM
KOHTRoNe (Haasope) u MyHuLmnansHoM KoHTpone B Poccurickon Penepatinm”.

5. BHennaHoBbI BbIGOPOYHLIA KOHTPOSb Ka4ecTBa NPOBOAUTCS B TOM YMCIE HA OCHOBaHUM NporpamMMbl MPOBEPOK.

6. MNnaHoBbIN BbIBOPOYHLIA KOHTPOSb Ka4ecTBa He NPOBOAUTCS.

7. Mo pesynbratam BbIGOPOYHOrO KOHTPOMS KayecTBa Hapsiay C pelleHnsiMu, NpegycMoTpeHHbIMM PeaepanbHbiM 3aKOHOM
ot 31 wona 2020 rona N 248-903 "O rocyaapCTBeHHOM KOHTpRoOne (Hagsope)_u MyHuuuMnanbHOM KoHTpore B Poccuiickon
Ddenepauun”, denepanbHbIMU OpraHamMmn UCMOMHUTENBHOW BNACTW, YMOMHOMOYEHHBIMU Ha OCYLLECTBIEHME BbIOOPOYHOIO
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KOHTPOJA Ka4veCTBa, NPpMHUMAKTCA crneayrwme peleHna:

1) 0 JanbHenwem rpaxxgaHCKom 06op0Te cepun, naptum COOTBETCTBYHOLUEro JekKapCTBeHHOro cpeacrtesa B Cliyydae
noaTBepXaeHnAa no  pesynbrataM nNpoBeAEHHbIX MCMbITAHUWN  COOTBETCTBUS  KadecTeBa NNeKapCTBEHHOro cpeacrtea
YCTaHOBJTI€HHbIM Tpe6OBaHWi|M;

2) 06 m3bATMM U3 rpaxgaHcKoro obopoTa cepwuu, NapTUM COOTBETCTBYIOLLErO fEKapCTBEHHOrO CpeacTBa B criyyae
BbISIBMEHNSA NO pe3yrbTaTtaM NpoBEAEHHbIX UCTbITAaHWI HECOOTBETCTBUSI KA4YeCTBa NIEKAPCTBEHHOIO CPeacTBa YCTaHOBIEHHbIM
TpeboBaHuAM;

3) 0 nepeBoae NEeKapCTBEHHOIO CPeAcTBa Ha MOCEPUIMHLIN BbIDOPOYHbLIA KOHTPOSb KayecTBa JNIEKAPCTBEHHbLIX CPeacTB B
Crny4yae MOBTOPHOIO BbISIBNIEHWUSI HECOOTBETCTBUS KavyecTBa flekapCTBEHHOIO CPeACTBa YCTaHOBIMEHHbIM TpeboBaHuaM u (npwu
HeobxoamMmocTn) O npoBepke cybbekTa oOpalleHus feKkapCTBEHHbIX CPeAcTB. Pacxogbl, CBSA3aHHble C NPOBeOEHUEM
NOCEPUNHOrO BbIBOPOYHOIO KOHTPONS, OMMaynmBalOTCs NPOM3BOOAUTENEM FEKapCTBEHHOro cpeacTBa nvubo aepxarenem wnuv
BNagenbLem perucTpaLmoHHOro yaoCTOBEPEHUS NEKApCTBEHHOTO Npenapara.

8. denepanbHbI rocyaapCTBEHHbIN FIULEH3NOHHBLIN KOHTPOMb AeATENbHOCTU MO NPOU3BOACTBY NEKapCTBEHHbIX CpeacTs
OCYLLeCTBISIETCH B COOTBETCTBUU C 3aKoHoAaTenbCcTBOM Poccuitckon ®enepaumu.

(Ctatbsa B pegakunn, BBegeHHon B aenctaue ¢ 1 nons 2021 roga ®enepaneHbiv 3akoHom ot 11 mioHa 2021 rona N 170-
®3. - CM. mpeabIAyLLYI0 PEAAKLIMIO)

KommeHTapui K ctatbe 9

CTATbA 9_1. MPOrPAMMA MNMPOBEPOK

1. B uensix opraHvsaumm BbIGOPOYHOIro KOHTPONS Ka4ecTBa fieKapCTBEHHbIX cpeacTB hopMUPYETCst IporpamMmma npoBEPOK.

2. Ona uenen peanu3auun nporpaMmmbl MPOBEPOK MNPOU3BOAUTENM FNEKApPCTBEHHbLIX CPEACTB M OpraHusauumu,
OCyLLeCTBNALWMNE BBO3 NEKapCTBEHHbIX cpeacTsB B Poccunckyo degepaumio, NpeoCcTaBnsaioT B OTHOLWEHUN NeKapCTBEHHbIX
cpeactB  ANS  MeAWUMHCKOro MPUMEHEHUs B YMONMHOMOYEHHbI  defeparnbHbli - opraH  MCNOMHUTENbLHOW  BriacTw,
OCYLLECTBNALWNA PYHKLUUM NO KOHTPONIO M Hag30py B cdpepe 30paBoOXpaHeHUs, B OTHOLLEHWUM NeKapCTBEHHbIX CpeacTB And
BETEPUHAPHOrO MPUMEHEHUS B YNOMHOMOYEHHbIV defepanbHblil OpraH UCMONHUTENBHOW BracTu, OCYLLECTBASIOWNA PyHKLUM
No KOHTPOIIO 1 Haa3opy B cdepe obpalleHns NnekapcTBEHHbIX CPeacTB Ansi BEeTePMHAPHOTO NPYMEHEHWS, CBEAEHUS O Cepusix,
napTuaxX NeKapCTBEHHbIX CPEACTB, MOCTYNaWmMX B rpaxaaHckuii obopot B Poccunckon depepauunn, B nopsgke, COCTaBe U
obbeme, YCTaHOBMNEHHbIX YKa3aHHbIMW defgepanbHbIMU OpraHamMu UCMOMHUTENbHOM BracTy B OTHOLUEHUWM NEeKapCTBEHHbIX
cpencTBs AN MEAMLMHCKOrO MPUMEHEHMST U B OTHOLLUEHWM FeKapCTBEHHbIX CpeACTB Ans BETEPUHAPHOro MNpUMEHeHUs
COOTBETCTBEHHO.

3. MNporpamma npoBepok POpMUPYETCA Ha KarnenaapHbii rog B cpok o 30 gekabps rofga, npedllecTBYHOLWEro rogy
npoBeaeHNs BbIGOPOYHOIO KOHTPOIS.

4. B cnyyae HacTynneHus coObITMI, ykasaHHbIX B MoamyHkTax "6" u "B" nyHkTa 2 4yactu 6 HacTosllen craTtby,
denepanbHbIM - OpraHoM  UCMOMHUTENMBLHON BNacTW, OCYLLECTBASIOWMM  YHKLUUMW NO KOHTPOM W Haasopy B cdepe
30paBooxpaHeHuns, deaepanbHbIM OpraHOM UCTONMHUTENBHOW BNAcTU, OCYLLECTBNSALWNM YHKLMU MO KOHTPOM U Haa3opy B
chepe obpalleHus nekapCTBEHHbIX CpPeacTB ANf  BETEPUMHAPHOrO MNPMMEHEHWs,, MNpu  HeobOXOOMMOCTU  BHOCSITCS
COOTBETCTBYIOLLME U3MEHEHUS B MPOrpaMmMy npoBEPOK.

5. B nporpamMmmy NpoOBEPOK MOTYT BKMOYATLCSl MEPOMPUATUA C Y4ETOM HapyLUEHWUN, BbISBMEHHbLIX B paMKax KOHTPOMbHbIX
(Haa30pHbIX) MEPONPUATUIA 3a NPEAbIAYLLMIA KaneHgapHbIn roga.

6. MNporpamma NPOBEPOK COAEPXKMT:
1) nepeyeHb NeKapCTBEHHbLIX CPEACTB, OTOOP 06pasLOB KOTOPbIX OyOeT OCYLWECTBAATLCA B paMKax BbIGOPOYHOro

KOHTpOIsi, hOpMUPYEMbIN C YH4ETOM PE3YILTaTOB rOCYAAaPCTBEHHOIO KOHTPONSA (Haa3opa) B cdepe obpalleHUsl NeKapCTBEHHbIX
CpeacTB 3a KaneHgapHblii rod, NpeALecTBYOWMIA rody NpoBeaeHUst BbIGOPOYHOTrO KOHTPOIS;
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2) YKa3aHune Ha CO6bITI/Ie, HacCTynneHmne KoOToporo AenAeTcA OCHOBaHMEM A5d OCyLeCTBeHunA Bbl60p0'~IHOFO KOHTpONA:

a) nonyyeHue CBeOeHW, npeacTaBnsieMblx B cOcTaBe M 0ObeMe, YCTaHOBMEHHbIX edepanbHbIM  OpraHoM
WCMOMHUTENBHOW BMNAacTU, OCYLLECTBASIOWNM (hYHKLMM MO KOHTPOSO U Haas3opy B cdepe 3opaBooxXpaHeHusi, deneparnbHbiM
OpraHoOM UCMONMHUTENbHOW BNACTW, OCYLLECTBASOWNM PYHKLMM NO KOHTPOMIO U Haf3opy B cdepe obpalleHns NekapCcTBEHHbIX
CcpencTB Ansi BETEPMHAPHOTO NPUMEHEHNS, O CEpPUSIX, NAaPTUSX NeKapCTBEHHbIX CPEACTB, MOCTYNatLWmuX B rpaykgaHckuin obopoT
B Poccunckon degepaumun, ykaszaHHbIX B NyHKTE 1 HacTosdllen YacTu, opraHuM3auusiMu, OCYLLECTBASIOWMMU NPOU3BOACTBO
nekapcTBeHHbIX cpeacTs B Poccuickon ®egepaumm n BBO3 NeKapCTBEHHbIX cpeacTs B Poccuickyto Pepepaumio;

6) nonyyeHne nocTynatoLlen B nopsiake, yCTaHOBNEHHOM cTaTben 64 HacToduero PenepanbHOro 3akoHa, MHgopmMauum o
NoBOYHbIX OENCTBUSX, HEXENAaTENbHbIX peakunsix, CEPbE3HbIX HeXenaTenbHbIX peakuusix, HenpeaBuAeHHbIX HexenaTernbHbIX
peakuusix npuv  MPUMEHEHUW TIEeKapCTBEHHbIX MpenapaTtoB, 06 uWHAMBUOYANbHOW HEMEePEeHOCUMOCTW, OTCYTCTBUM
3P HEKTUBHOCTN NEKAPCTBEHHBIX NPenapaToB, a Takke 06 MHbIX hakTax U OBCTOATENbCTBAX, MPEACTABMSAIOLLMX YrPpO3y XKU3HU
UNU 300pOBbI0 YeroBeka NMBO >XMBOTHOTO MpU MPUMEHEHUM NEeKapCTBEHHbIX MpenapaTtoB W BbISIBMEHHbIX Ha Bcex aTanax
obpalLeHns nekapcTBeHHbIX NpenapaToB B Poccuiickon ®egepaumm n apyrmx rocyaapcraax;

B) nornyyeHve B cooTBETCTBUM ¢ PenepanbHbiM 3akoHoM OoT 31 monga 2020 roga N 248-93 "O rocynapCTBEHHOM KOHTRoMe
(Hap3ope) v MyHuuMnaneHOM KoHTpone B Poccuiickon Pepepauun” cBegeHUn O NpuyMHEHUM Bpeda wnn ob yrpose
NPUYMHEHNS Bpeaa XN3HW, 300POBbI0 rpaXkaaH UMn XKUBOTHbIX.

(Ctatba gononHuTenbHo BktodeHa ¢ 1 nonsa 2021 roga PeaepanbHbiM 3akoHoM oT 11 mioHa 2021 rona N 170-93)

CTATbA1 9_2. FTOCYAAPCTBEHHbIW KOHTPOJb (HAA30P) 3A PEANIU3ALMENA OPTAHAMU
WCNONHUTENBHON BNACTU CYEbLEKTOB POCCUUCKOW ®EAEPALIMM MNONTHOMOYMA B COEPE
OBPALLEHUA NEKAPCTBEHHbBIX CPEACTB And MEAULUMHCKOIO NPUMEHEHUA

1. FocymapcTBeHHbIN KOHTPOmb (Hag3op) 3a peanusauuein opraHaMu MCNOMHUTENbHOW Brnactu cybbekToB Poccuiickon
degepauun nonHoMounMn B cdepe obpalleHns rnekapCTBEHHbIX CPeACTB ANs MEOMLMHCKOrO MPUMEHEHUSA OCYLLEeCTBISETCS
ynornHomMmouveHHbIM MpasutensctBom Poccuiickon degepauum opraHoM UCMONHUTENbHOW BNacTu.

2. MNpeameTom rocygapCTBEHHOMO KOHTPONA (Hagsopa) 3a peanvsauven opraHamu UCMNOMHUTENbHOM BractM CcybbekToB
Poccuinckon Penepaumm nonHomoumii B cdhepe obpalleHns NeKkapCTBEHHbIX CPEACTB AN MEOUUUHCKOTO MpPUMEHEHUS
ABnseTca cobnogeHne ynonHOMOYEHHBIMU opraHammn UCMONHUTENBHON BNacTn cyobekToB Poccuiickon degepaumn METOAMKA
YCTaHOBINEHUS NpefenbHbIX pasMepoB OMNTOBbIX HaAbaBOK W MpenernbHbIX Pa3MepoB PO3HUYHbIX HaAbaBoOK K hakTUYECKUM
OTMYCKHbIM LIeHaM, YCTaHOBIEHHbLIM MNPOW3BOAMTENSIMU JEKApPCTBEHHbLIX MNpenapaToB, Ha JlekapCTBEHHble nNpenaparbl,
BKITHOYEHHbIE B NEPeYEHb XU3HEHHO HEOOXOAMMBIX U BaXKHEWLLMX NEKAPCTBEHHBLIX NPenapaTos.

3. lMpun ocylwecTBNeHNM rocynapCTBEHHONO KOHTPOns (Hagsopa) 3a peanusaumert opraHaMyM MCMOSNTHUTENbHOW BnacTu
cybobektoB Poccuiickon ®depepaumm nonHomoumi B cdepe oOpalleHMst NEeKapCTBEHHbLIX CPEeACTB AN MeOULUHCKOro
NpUMeHeHWs NPOBOAATCA cneayoLme Buabl MeponpuUaTUiL:

1) LOKYMEHTapHbIE NPOBEPKY;
2) Bble3aiHble NPOBEPKMU.

4. OpraHusaums 1 OCyLLeCTBEeHNe rocygapCTBEHHOrO KOHTpons (Hagsopa) 3a peanusauven opraHamyn UCMNOMHUTENBHON
Bnactu cybbektoB Poccuickon degepaumm nonHomMounn B cepe obpalleHus nekapCTBEHHbIX CPEACTB ANs MeaULMHCKOro
npumeHeHns perynupytotcs PenepanbHbiM 3akoHOM 0T 6 okTsa6pa 1999 roga N 184-93 "O6 obuimx npuHLIMnax opraHvMsaLmn
3aKoHoAaTenbHbIX (MPeacTaBUTENbHbIX)_ UM MCNOMHUTENbHbLIX ORraHOB TrOCYAAaRCTBEHHOW BRactu cyObekToB Poccuiickon
®enepauun”.

5. MNonoxeHne o rocygapCcTBEHHOM KOHTpore (Haasope) 3a peanu3auuen opraHamu UCNOMNHUTENBHOM BNacTn CyObekToB
Poccuinckon Pegepaumm nonHomoumii B cdhepe oOpalleHnsi NeKapCTBEHHbIX CPEACTB AN MEOUUMHCKOTO MPUMEHEHUS
yTBepxaaetcs NpasutenscTBom Poccunckon ®enepaumm.

(Ctatbsa gononHuTenbHo BktodeHa ¢ 1 monsa 2021 roga PeaepanbHbiM 3akoHoM oT 11 mtoHa 2021 rona N 170-93)

CTATbA 9_3. PETMOHANbBbHbIA TOCYAAPCTBEHHbLIA KOHTPOIb (HAA30P) 3A MPUMEHEHUEM LIEH HA
NEKAPCTBEHHbBIE NMPENAPATbBI, BKIIOYEHHbIE B NEPEYEHb XXU3BHEHHO HEOBXOAUMbIX U
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BAXXHEMNLLUX NEKAPCTBEHHbIX MPENAPATOB

1. PervoHanbHbIi rOCYOAPCTBEHHBLIN KOHTPOMb (Hafg30p) 3a MNPUMEHEHWEM UEH Ha IEeKapCTBEHHble npenaparsl,
BKIMOYEHHbIE B MEPEYEHb XMU3HEHHO HEOOXOAMMbIX M BaXXHEMLUMX NEeKapCTBEHHbIX NpenapaToB, OCYLUECTBMSAETCH OpraHoM
UCMONMHUTENBHOM BriacTu cybbekTta Poccuiickon ®egepauun, YNONHOMOYEHHBIM BbICLUMM  UCTIONMHUTENBHBIM  OpraHoM
rocyaapcTBeHHOM BnacTu cyobekTa Poccuiickon depepavmu.

2. MpeameToM pervoHarnbHOro rocyAapCTBEHHOMO KOHTpons (Hag3opa) 3a NPUMMEHEHVWEM LEeH Ha JleKapCTBEHHble
npenapaTtbl, BKMOYEHHbIE B MEpPeYeHb >XM3HEHHO HEOOXOAMMbIX W BaXKHEWMLUMX FeKapCTBEHHbIX MpenapatoB, SBNSETCs
cobniogeHne  opraHM3auusiMy  OMTOBOW  TOPrOBMW  NEKAPCTBEHHbIMW  CPEACTBaMW,  anTeYHbIMW  OpraHu3auusiMu,
WHAMBUAYanNbHbIMU NpeanpuHUMaTens M, UMeELWUMN NULEH3NI0 Ha dapMaueBTUYECKYD AeATeNbHOCTb, MEAULMHCKMMU
opraHusaumaMmn, MMEeLLMMN NULEH3NI0 Ha dapMaueBTUYECKY0 AeATenbHOCTb, U MX 060COBNEeHHbIMU NoApasaeneHnaMm
(ambynatopusamu, denbawepckumm n denbalepcko-akyLepCKMMM NyHKTaMu, LeHTpamn (otaeneHnsmn) obien spavebHon
(cemeriHoW) NpaKTUKK), PacnonoXeHHbIMN B CeNbCKMX HacerneHHbIX MyHKTaxX, B KOTOPbIX OTCYTCTBYHOT anTeyHble opraHvsauuu,
npy peanusauun riekapcTBeHHbIX npenapaTtoB TpeboBaHWN K MPUMEHEHUIO LIeH, YPOBEHb KOTOPbIX He OOMKeH npeBbilaTb
CyMMYy (paKkTU4YECKON OTMYCKHOW LEeHbl, YCTAaHOBMEHHOW MPOW3BOAMTENEM NEKapCTBEHHbIX MpenapaTtoB, U KOTOpble He
NpeBbILIAT 3aperncTpUPOBaHHbIX NpeaernbHbIX OTNYCKHbIX LEH, U pa3MepoB ONTOBbIX HaAbaBOK U (M) pa3mMepoB PO3HUYHBIX
HapbaBoOK, He NpeBbILIAOLMX COOTBETCTBEHHO PasMepoB NpederbHbIX ONTOBbIX HAA6aBoOK M (MMM) pa3mMepoB MNpederbHbIX
PO3HUYHbIX HAA0aBOK, YCTAHOBMEHHbIX B CyObekTe Poccuiickon denepauun.

3. OpraHu3aums 1 OCyLLeCTBIEHUE pEernoHanbHOro rocygapCTBEHHOIO KOHTpOns (Hagsopa) 3a MPUMEHEHWEM LEeH Ha
neKkapcTBeHHble npenapartbl, BKMOYEHHbIE B NEepeYeHb XU3HEHHO HEOBXOAMMbBIX U BaXKHEMLUMX NEKapCTBEHHLIX MpenapaTtos,
perynupytotca PenepanbHbim 3akoHom oT 31 uwona 2020 ropa N 248-®3 "O rocynapcTBeHHOM KOHTpone (Haasope) u
MyHULMNansLHOM KoHTpone B Poccunckon ®enepavimmn”.

4. TlonoxeHue O pernoHanbHOM rOCyAapCTBEHHOM KOHTpone (Hagsope) 3a MNpUMEHEeHMEeM LEeH Ha feKkapCTBEHHble
npenapaTtbl, BKIOYEHHbIE B NepedYeHb XU3HEHHO HEOOXOAMMbLIX U BaXKHEMLUMX NeKapCTBEHHbIX MpenapaToB, yTBepXAaeTcs
BbICLUMM MCMONHUTENbHBIM OPraHoOM rocygapcTBEHHON BnacTh cyobekTa Poccuickon degepauuu.

(Ctatbsa gononHuTenbHo BktodeHa ¢ 1 nonsa 2021 roga PeaepanbHbiM 3akoHom oT 11 mioHa 2021 rona N 170-93)

CTATbA 9_4. ®EAEPANbHbIW TOCYOAPCTBEHHbIW NIULEEH3NOHHbLIW KOHTPOJb AEATENBHOCTU NO
NPOU3BOACTBY NNEKAPCTBEHHbLIX CPELACTB

1. PepepanbHbI rOCYAapCTBEHHBIN JIMLEH3UOHHbBIA KOHTPOSb AEATENbHOCTM MO NPOM3BOACTBY NEKAPCTBEHHbLIX CPEACTB
ocyulecTBnsieTcs denepanbHbIMA OpraHaMyM UCMOSHUTENbHOW BracTh, YrnorHoModeHHbIMK [MpaButensctBoM Poccuiickoi
depepaumu.

2. ®enepanbHbli rOCYAapPCTBEHHbIN NULEH3UOHHBIA KOHTPOMb AEATENbHOCTU NO NPOU3BOACTBY JIEKAPCTBEHHbIX CPeacTB
OCYLLECTBNSIETCS B cOOTBETCTBMM ¢ PeaepanbHbiM 3akoHoM oT 4 masa 2011 roga N 99-03 "O nuiieH3MpoBaHMK OTAENbHbIX
BUAOB aeatenbHocTn" n PeaepanbHbiM 3akoHoM OoT 31 utonga 2020 rona N 248-93 "O rocynapCcTBEHHOM KOHTRoONE (Hag3ope) u
MyHUUMNansLHOM KoHTpone B Poccuinckon Peaepauunun”. B pamkax degepansHOro rocyaapCTBEHHOro NMLEH3NMOHHOIO KOHTPONS
OEeATenbHOCTM MO  MPOU3BOACTBY JIEKAPCTBEHHbIX CPEACTB MJIAHOBbLIE KOHTPOSIbHble (HaA30pHbIE) MEpPOonpuUSaTUS He
npoBoaATCHA, NpM 3TOM MPOBOAUTCS Mepuognyeckoe MOATBEepPXKOEeHNE COOTBETCTBMS JIMUEH3NATOB  JIMLEH3MOHHbIM
TpeboBaHMsIM B COOTBETCTBUN ¢ PeaepanbHbiv 3akoHoM oT 4 mas 2011 roga N 99-03 "O nuvueH3npoBaHnn OTAENbHbLIX BUAOB
JearenbHocTn".

(CtaTtbsa gononHuTenbHO BkMoveHa ¢ 1 nions 2021 roga ®enepanbHbiM 3akoHoM oT 11 noHa 2021 rona N 170-93)

MABA 5. PA3BPABOTKA, DOKNMMHNYECKUE UCCINEOOBAHUA NEKAPCTBEHHbIX CPEACTB, A TAKXE
KNMWHWYECKUE UCCNEOOBAHUA NNEKAPCTBEHHbIX NMPENAPATOB ANA BETEPUHAPHOIO NMPUMEHEHUA

CTATbA 10. PASPABOTKA JNIEKAPCTBEHHbIX CPEACTB

1. PaspaboTka nekapCTBEHHbIX CPeACTB BKMHOYaeT B cebs MOMCK HOBbIX (hapMaKONIOrMyYecky akTMBHbBIX BELLECTB,
nocrnegytoLlee Usy4yeHue KX rieKapCTBEHHbIX CBOMCTB, AOKMMHUYECKUE UCCNeaoBaHuns, pa3paboTKy TEXHOMOMMIN Npou3BoACcTBa
(hapmaLeBTUYeCcKnx cybcTaHLmMin, pa3paboTky COCTaBOB U TEXHOMOMIA NPON3BOACTBA NeKapCTBEHHbIX NpenapaToB.
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2. ®uHaHcoBoe obecneyeHne pa3paboTku NEKapCTBEHHBIX CPEACTB OCYLLECTBISIETCS 3@ CYET:
1) cpenctB heaepansHoro GroaxeTa;
2) cpeacTs pa3paboTyMKOB NeKapCTBEHHbIX CPeacCTB;

3) cpencTs npomsson,meneﬂ NeKapCTBEHHbIX CpencTB Npu BbIMOTHEHNN HAYyYHO-UCCNeaoBaTernbCKNX pa60T no gorosopy
mMexay pa3pa6OTqMKOM NeKapCTBEHHbIX CpeaACTB U Npou3BoaAnUTENEM NekapCTBEHHbIX CPeACTB;

4) MHBIX He 3anpeLLeHHbIX 3aKoHOAaTeNLCTBOM Poccuiickoin deaepaumm MCTOYHUKOB.
3. MpaBa pa3paboTymka NnekapCTBEHHOro CPEeACTBa OXPaHATCA rPpaXaaHCKUM 3aKOHOAATENbCTBOM.

KommeHTapum k ctatbe 10

CTATbA 11. AOKNMHUYECKOE NCCNEOOBAHUE NEKAPCTBEHHOIO CPEACTBA ANA MEANWLMHCKOIO
NMPUMEHEHUA

1. [HoknuHuyeckoe wuccregoBaHWe NeKapCTBEHHOrO cpedctBa AN MeOMUMHCKOrO MpPUMEHEHWUSI MPOBOAMTCA MyTeM
MPUMEHEHMSI Hay4HbIX METOAOB OLEHOK B LENsX MonydyeHust AokasaTtenbcTB 6esonacHocTH, kadectBa M 3hGeKTUBHOCTM
nekapcTBeHHOro cpeacTsa.

2. [JoknuHuM4eckoe WCCneaoBaHUE INEKapCTBEHHOro Ccpeactsa Ans  MEeOWMUMHCKOrO MPUMEHEHMST MpOBOAUTCS B
COOTBETCTBMM C MpaBunamu Haanexailen nabopaTtopHOW NPakTUKW, YTBEPXOEHHbIMU YMONMHOMOYEHHBIM deaepanbHbIM
OpraHoM UCMONHUTENBHOW BNacTU.

(YacTb B pegakumm, BBeaeHHou B gericteue ¢ 1 uons 2015 roga ®enepansHbiM 3akoHOM OT 22 nekabps 2014 rona N 429-
®3. - CM. mpeabIAyLLY0 PEAAKLIMIO)

3. [ns opraHu3aumMmM M NpPOBEAEHUs] OOKMMHUYECKOrO MCCreqoBaHWUsl NIEKAapCTBEHHOro cpeacTtBa Anst MeAWMLMHCKOro
NPUMeEHeHNs1 pas3paboTyYMKM  FIeKapCTBEHHbLIX CPEeACTB MOryT MpPUBMEKaTb Hay4YHO-UCcredoBaTenbCkue opraHvsauuu,
obpasoBaTenbHble OpraHM3auuMM BbICLLErO 00pa3oBaHWsi, MMeloWMe Heobxoaumyro MaTepuarnbHO-TEXHUYECKyo 0Gasy wu
KBanNMMUUMPOBaHHbIX CNeunanucToB B COOTBETCTBYIOLLEN 0BnacTu nccreqoBaHus.

(Yactb B pepakummn, BBegeHHom B gencteue ¢ 1 ceHtabpa 2013 roga PenepansHbiv 3akoHoM OT 2 utonga 2013 rona N 185-
®3. - C™. npeapiayLLyo PeAaKLn)

4. [OKNMHMYecKoe UCCnefoBaHWe IeKapCTBEHHOINO CpeacTBa Ans  MEAMLMHCKOTO MPUMEHEHUs NpoBoaUTCA Mo
yTBEPXAEHHOMY pa3paboTyMKOM TeKapCTBEHHOro CpeAcTBa MnaHy C BedeHMeM NpOTOKona 3TOro MCCreaoBaHus U
COCTaBMneHneM OT4YeTa, B KOTOPOM COAEP)KaTCA pe3ynbTaTbl 3TOro UCCNefoBaHus U 3akMiouyeHne 0 BO3MOXHOCTU NpoBeaeHus
KNUHUYECKOTO 1CCreqoBaHUs NekapCcTBEHHOro npenapara Ans MeauLMHCKOro NpUMEHEHUS.

5. MpoBeneHne nNpoBepok cobnoaeHnsa NpaBun Hagnexailen nabopaTtopHO NPaKTUKMA U MPaBOBbLIX HOPM MCMNOMb30BaHUS
XMBOTHbIX MNPV MNPOBEAEHUM [OOKMMHUYECKUX WCCMNEeQOBaHUA JEKapCTBEHHbIX CPeAcCTB AN MeOUUMHCKOTO MNpUMEHEHUs
OCYLLECTBNSAETCA YNONHOMOYEHHbBIM dhefepanbHbiM OPraHOM UCMOMNMHUTENbHOW BMACTU.

(MyHkT B pegakuun, BBeaeHHon B aencteue ¢ 1 nons 2015 roga PenepansbHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-
®3. - CM. mpeabIAyLLY0 PEAAKLIMIO)

6. Pesynbrarhl OOKMUHUYECKOMO MCCMeAoBaHnsl NEeKapCTBEHHOIO CPEACTBa OMA MEOWLMHCKOTO NMPUMEHEHUsI MOryT BbiTb
npeactaeneHbl B YMNOMHOMOYEHHbIN defeparbHblii OpraH MCMOMHUTENbHOW BMacTW B YCTAHOBMEHHOM MOPAOKE B LIEnsX
rocyAapCTBEHHOWM perucTpaumm nekapcTBEHHOro Npenapara.

KommeHTapun Kk ctatbe 11

CTATbA 12. AOKITUHUYECKOE UCCIEAOBAHUE NNIEKAPCTBEHHOIO CPEACTBA U KITMHUYECKOE
NCCNEOOBAHUE NNEKAPCTBEHHOI'O MNMPEMAPATA AN BETEPUHAPHOIO NPUMEHEHUA

1. HoknuHunyeckoe unccnegoBaHue NeKapCTBeHHOro cpeacrtea Anlda BEeTepUMHaApPHOro npuMeHeHuA npoBOAUTCA NyTeEM
NpMMEeHeHnA Hay4HbIX MEeTOAOB OLEHOK B UenAax nonydyeHua OoKa3aTeslbCTB ©e3onacHOCTH, KavecTBa U Sde)eKTVIBHOCTM
NNeKapCTBEHHOIoO cpeacTtBa, B TOM 4YMUcne onpeaeneHnda cpoka ero BbiBeaeHna n3 opraHmama XnmBoTHOIO, B Lendax obecneyeHus
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6e3onacHocTu npoayKunmn XnBOTHOIO NPOUCXOXKOEHUA Noche NpuMeHeHnA COOTBETCTBYIOLLEro NIeKapCTBEHHOIO npenapara.

2. [loknuHnyeckoe nccregoBaHue NeKkapCTBeHHOro cpeactea U KInMHM4YeCKoe unccrieqoBaHmne eKkapCTBeHHOro npenaparta
Ona BeTepnHapHoOro npuMeHeHuna, nccnegosaHune OMO3KBMBANEHTHOCTH YKa3aHHOro JieKapCTBeHHOro npenapara npoBogATCAd B
COOTBETCTBMU C NpaBunamu, yTeepXaeHHbIMU YNOJTIHOMOYEHHbIM dae,u,epaanblm OpraHom MCMNOMHNTENBbHOM BNAcTu.

3. JoknuHnyeckoe uccriegoBaHne NekapcTBEHHONO CpeacTBa M KNMHUYECKOe MCCnefoBaHME NEKapCTBEHHOMO npenapara
ONA BETEPMHAPHOrO MPUMEHEHUA MNPOBOAATCA NO YTBEPXKAEHHOMY pa3paboTyYMKOM FfEKAapCTBEHHOro CpeacTBa MnnaHy ¢
BeAEHMEM MNPOTOKOMOB 9TUX WCCMEedOBaHWA U COCTaBfIEHMEM OTYHETOB, B KOTOPbIX codepXartcsi pesynbratbl 3TUX
ncenegoBaHun.

4. Ons opraHuM3auuvM v NpoBedeHWNs [OKMUHUYECKOTO WCCNedoBaHUS JIeKapCTBEHHOMO CPeacTBa U KIMHWMYECKOro
nccrnefoBaHusl NIekapCTBEHHOMO npenaparta Ans BETEPUHAPHOro NPUMEHEHUsT pa3paboTymMK NIeKapCTBEHHOMO CpPeacTBa MOXET
npuBnekaTb opraHM3aumn, UMeloLLye HeoBXoAMMYH MaTepUanbHO-TEXHUYECKYIO 6a3y U KBanMguUMPOBaHHbLIX CNeumanmcToB B
COOTBETCTBYHOLLEN 06MacTh UCCNEQoBaHUS.

5. KnuHuyeckne unccnenoBaHWst eKapCTBEHHbIX MpenapaToB Afsi BETEPWHAPHOrO MNPUMMEHEHWs MpPOBOASATCS B
BETEePMHApPHbLIX OpraHn3auusx U B OpraHn3aumsx, OCYLLECTBISIOLLMX pa3BedeHne, BblpaliuBaHue U CogepkaHne XXUBOTHbIX, B
uensx:

1) YCTaHOBJIEHUA NEepeHOCUMOCTU NNEKapCTBEHHbIX NpenapaTtoB 340P0BbIMU XXUBOTHbIMU,

2) nop,6opa onTUMalbHbIX OO3NPOBOK JIEKAPCTBEHHbLIX npenapartoB U Kypca Jie4eHnd Ha KOHerTHOI7I rpynne XuBOTHbIX C
onpeneneHHbIM 3aboneBaHuewm;

3) ycTaHoBneHusi Ge3onacHOCTM U 3(PPEKTUBHOCTM FNeKapCTBEHHOro npenaparta, npedHa3Ha4YeHHoro [Ansl JeyvyeHus
onpeaeneHHbIX 3a60MeBaHn XMBOTHLIX, UM 3G (EKTUBHOCTM NEKAPCTBEHHOro Npenaparta Ans NpodunakTuki 3abonesaHuii
3[0POBbIX XNBOTHbIX;

4) N3y4YeHnsi BOIMOXXHOCTEN paclUMpeEHNs NMoKasaHWin K MPUMEHEHUIO 3aperMcTPUPOBaHHOIO fIeKapCTBEHHOIO Npenaparta u
BbISIBIIEHNS paHEe HEeN3BECTHbLIX MOBOYHbIX AEACTBUNA.

6. KnuHuuyeckoe uccrnefoBaHue nekapCTBEHHOro npenaparta Ans BETEPUHApPHOTO MPUMEHEHMUs! OCYLLECTBISIETCS 3a CYET
cpeacTB paspaboTynka NekapCcTBEHHOTO CpeacTsa.

7. OT4yeTbl O pesynbratax OOKIMHUYEeCKOro unccrniegoBaHMA INekapCTBEeHHOro cpenctBa U KIMMHWMYECKOro uccriegoBaHus
NNIeKapCTBeHHOro npenapara gna BeTepuHapHOro npuMeHeHua COCTaBnAKTCA pa3p360TLIVIKOM NNIeKapCTBeHHOro cpeactea C
y4yeTomMm 3aKMYeHUN OpFaHVI3aL|,I/Il7I, NpUHMMaBLLUMX y4acTue B opraHmsauunm n nposeaeHun atnux nccnegoBaHun.

8. KOHTpOJ'Ib 3a nposegeHnemMm OOKITMHUYECKUNX nccnenoBaHun JNeKapCTBEeHHbIX CpeacTtB U KIUMHUYECKUX nccrnegoBaHum
NeKapCTBEHHbIX npenapaTtoB Anld BETEPUHAPHOro npuMeHeHuna OoCyLleCTBNAEeTCA YNOJIHOMOYEHHbIM d)ep,epaanblm opraHom
MCMNOMHNTENBbHOM BNAcTu.

KommeHTapun Kk ctatbe 12

FMABA 6. OCYLLUECTBNEHME rOCYOAPCTBEHHOW PEFMCTPALIMKU NEKAPCTBEHHbIX NMPEMAPATOB
CTATbA 13. TOCYOAPCTBEHHASA PETMCTPALINA NEKAPCTBEHHbDBIX NMPEMNAPATOB

1. B Poccuickon degepauumn gonyckarTcs nNpou3BOACTBO, U3rOTOBMEHWE, XpaHeHue, nepeBo3ka, BBO3 B Poccumnckyto
depepauuio, BbIBO3 M3 Poccuiickon Pepepaunn, peknama, OTMNyCK, peanusaumd, nepegada, NpuUMeHeHue, YHUYTOXeHue
NeKkapcTBEHHbIX MpenapaToB, €CNN OHW 3aperncTpMpoBaHbl COOTBETCTBYHOLLMM YMNOMHOMOYEHHBIM eadeparnbHbiM OpraHoM
WCMONHUTENbLHOW BnacTu.

(Yactb B pegakuun, BBegeHHoM B Aencterne PenepansbHbiM 3akoHom oT 13 utong 2015 roga N 241-93. - Cm. opeabiayLyo
penakuuio)

2. TocyaapcTBeHHOM perycTpauuy noanexar:
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1) Bce nekapcTBeHHbIe NpenapaTbl, BiepBble noanexaliue seogy B obpalleHve B Poccuiickon ®egepauuu;

2) nekapcCTBeHHbIe npenapaTbl, 3aperMcTpMpoBaHHble paHee, HO Npou3BedeHHble B APYrMX NekapcTBEeHHbIX dhopMax B
COOTBETCTBUM C NEepevHeM HaMMeHOBaHWI feKapCTBEHHbIX hOpM, B HOBOW AO3MPOBKE NpU AoKasaTenbCTBe ee KNMHUYECKOW
3HAYNMOCTU U 3PP EKTUBHOCTH;

3) HoBble KOMBMHAaLMK 3aPerMCTPMPOBaHHbLIX paHee NEeKapCTBEHHbIX NpenapaTos.

3. TocymapcTBeHHasi pervcTpauusi NekapCTBEHHbIX MpenapaToB OCYLECTBASIETCS MO  pesynbrataM  9KCnepTusbl
NeKapCTBEHHbIX CPeACTB, a rocyaapCTBEHHasi pernctpaumsi opgaHHbIX NEKAPCTBEHHBbIX MpenapaToB OCYLUECTBASETCA MO
pesynstatam 3KCrnepTu3bl JOKYMEHTOB, NpeAcTaBMNeHHbIX A1 onpedenieHnst BO3MOXHOCTM paccMaTpuBaTh NEKapCTBEHHbIN
npenapart ans MeAULUMHCKOrO MPUMEHEHWST MPW OCYLLECTBIEHUM TOCYAapCTBEHHOM peructpaumMn B KavecTBe opdaHHOro
neKapCTBEHHOro npenapara, v no pesynsratam 3KCrnepTu3bl JIeKapCTBEHHbIX CPeACTB.

4. TocygapcTBeHHas perucrtpauus nekapCTBEHHOro npenaparta OCyLeCTBASeTCA COOTBETCTBYHOLIMM YMOTHOMOYEHHbIM
denepanbHbIM OpraHOM MCMONTHUTENBLHOW BMacTM B CPOK, He MpeBbillaloWMiA CTa LeCcTUaecaTM pabounmx AHel co AHs
NPUHATUS COOTBETCTBYIOLLIErO 3asiBNEHNs O rOCyAapCTBEHHOW perucrpauum rnekapcTBeHHOro npenaparta. B ykasaHHbI cpok
BKIOYaeTCsl BpeMsi, HeobxoammMoe Anisi MOBTOPHOrO MPOBEAEHUsT 3KCNEepTM3bl IEKapCTBEHHONO CPeAcTBa B COOTBETCTBMM CO
cratben 25 Hactosulero ®PenepanbHoro 3akoHa. Cpok rocygapCTBEHHOW perucTpauuu  NekapCcTBEHHOro npenaparta
NUCUYNCIISIETC CO OHS MNPUHATMA COOTBETCTBYIOLLMM YMNOMHOMOYEHHbIM dedeparnbHbiM OpraHOM WCMOMHUTENBHOW BnacTu
COOTBETCTBYIOLLENO 3asiBNEHUS O rOCYAapPCTBEHHOW perncrpauum nekapcTBEHHOrO npenapara ¢ nNpuroXeHneM Heobxoamnmbix
OOKYMEHTOB MO [€eHb Bbiadu PerucTpaurMoHHOrO yOOCTOBEPEHUsI NEKapCTBEHHOro npenapata. Bpems, Heobxogumoe ans
HanpaeneHnsa ynormHOMOYEHHbIM dhedeparnbHbIM OpraHOM MCMOMHUTENBHOW BRacTh 3anpoca O nNpeacTaBneHnn HeobXxoanmbIx
MaTepuanoB 1 NpeacTaBeHns 3aaBMTeNemM OTBETA Ha AaHHbIN 3anpoc B COOTBETCTBUM CO cTatbamu 16, 19 n 23 HacTodulero
®denepanbHOro 3akoHa, He YYnTbIBaeTCA NpU UCYUCIIEHUN CPOKa FOCYAapPCTBEHHOW perncTpauumn nekapcTBEHHOro npenapara.

5. MlocymapcTBeHHOM perncTpaummn He noanexar:

1) nekapcTBeHHble mMpenapaTbl, W3rOTOBMEHHbIE anTeYHbIMU  OpraHM3auusiMM, BETEPMHAPHLIMKM  ANTEYHbIMM
opraHusaunsmMu, MHAMBUAYyansHbIMU NPeanpUHUMATENSIMU, KOTOPbIE UMEIOT NMLEH3UI0 Ha hbapMaLEeBTUYECKYIO AeSTENbHOCTb,
Mo peLienTaM Ha JiekapCTBeHHble npenapaTtbl U TPeboBaHWSM MEQULMHCKMX OpraHv3aumii, BEeTepMHapHbIX OpraHv3aumi;

2) nekapcTBeHHble npenapatbl, NpPuobpeTeHHble duandeckumm nuMuamm 3a npegenamu Poccuiickon dPepepauun u
npegHasHa4YeHHble A IMYHOro NCMNONb30BaHNS;

3) nekapcTBeHHble npenapaTthbl, BBO3WMble B Poccuiickyio ®depepaunio Ang oOKasaHWs MEAMLMHCKOW MOMOLM Mo
XW3HEHHbIM MOKa3aHWSAM KOHKPETHOro naumMeHTa Ha OCHOBaHWUM paspeLleHus, BblAaHHOrO YMNONTHOMOYEHHbIM hedeparnbHbIM
OpraHoM MCMNOSTHUTENBHOW BRacTy;

4) nekapcTBeHHble CpeacTBa, BBO3MMbIe B Poccuickylo denepauuio Ha OCHOBAHWM BbIAAHHOMO YMNOMHOMOYEHHLIM
deepanbHbIM - OpraHoM  UCMOMHUTENBHOW BMacTW  paspelleHns U npedHasHauyeHHble ANS MPOBeAeHUst  KIUHUYECKUX
MCCReaoBaHuiA NekapcTBEHHbIX NMPenapartoB 1 (Unu) NPoBEeOeHNs SKCMNepTU3bl NEeKapCTBEHHbIX CPEACTB AN OCYLLECTBNEeHUs
rocyAapCTBEHHO perucTpaumm NekapCTBEHHbIX Npenaparos;

5) cbapmaneBTMYECKNE CybGCTaHUMK;

6) pagunodapmMaleBTMUECKME NEKAPCTBEHHbIE Mpenapatbl, W3rOTOBMEHHbIE HEMOCPEACTBEHHO B  MEAMLMHCKUX
opraHusauusix B nopsiake, yCTaHOBIIEHHOM YNOMHOMOYEHHBIM (hefeparnbHbiM OpraHOM UCMONMHUTENBHON BacTy;

7) nekapCTBEHHbIE NpenapaTbl, NPOM3BOAMMbIE AN AKCnopTa.
6. He gonyckaetcsa rocygapCTBeHHasi perucrpauus:

1) nekapCTBEHHbIX NMpenapaToB, OTNNYAIOWMUXCA APYr OT Apyra KayeCTBEHHbIM COCTaBOM AEWCTBYIOLUMX BELLECTB, Noj
OOWHaKOBbIM TOPrOBbIM HAVUMEHOBaAHUEM;

2) OOHOro N1eKapCTBEHHOro npenapara, npeacrtaBiieHHOro Ha rocyaapCrtBeHHYH permnctpaumio B OTHOWEHMN OOHOro U Toro
Xe [gepxarena wmnm Brnagernbua pernctpaumoHHOro yaoCTtoBepeHUA JeKapCTBEHHOro npenapara B Buae OByX U bonee
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NeKapCTBEHHbIX NpenapaToB No4 pasfnnyHbIMU TOProBbIMM HaMMEHOBaHUSIMU.
(MyHKT B pegakumu, BBegeHHon B aencrtene ¢ 15 uoHsa 2018 roga PenepanbHbiM 3akoHoM OT 4 uioHa 2018 roga N 140-
®3. - Cm. NpeapblayLLyo peaaKLmIo)

7. Mo 3anpocy (B 3aNekTpOHHOW ¢hopMe unm Ha BymaxHoM HocuTene) cybbekTa obpalleHns nekapCTBEHHbIX CPeAcTB
COOTBETCTBYIOLLMM YMOSIHOMOYEHHbIM dheaepanbHbIM OPraHOM UCMOMHUTENBHOM BNACTU, OCYLLECTBASAIOLWMM roCy4apCTBEHHYO
pervcTpaumio nnekapcTBeHHbIX NpenapaTos, B YCTAHOBIEHHOM MM MOPsSiAKe OCYLLECTBASETCS Hay4YHOe KOHCYNbTUpOBaHWe Mo
BOMNpOCaM, CBSI3aHHbIM C NpPOBEAEHUEM AOKNUHUYECKUX WCCNeaoBaHUN, KIWHUYECKMX WUCCreaoBaHUn NeKkapCTBEHHbIX
npenapaToB, 93KCMepTM3bl KadyecTBa IeKapCTBEHHbIX CPeAacTB, 3ApdeKkTMBHOCTM U 6e3onacHoCTM, C OCyLlecTBreHuem
rocyAapCTBEHHOW peructpaumyM nekapcTBeHHbIX npenapatoB. KOHCynbTUpOBaHWE OCYLLECTBNSAETCA C  MpuBreYeHnem
denepanbHbIX  FOCYAapCTBEHHbIX  BIOMXKETHbIX — yupexaeHun, NOABEAOMCTBEHHbIX [aHHOMY dedepanbHOMYy —opraHy
WCMOMHUTENBHOW BNAacTM M He Y4YacTBYIOLLMX B OpraHu3auuy npoBefeHWsi 3KCMepTU3bl KayecTBa NekapCTBEHHbIX CpeacTB B
LensX OCYLLECTBNEHUS UX rocydapCTBEHHOW pernctpawmm B COOTBETCTBUM CO cTatben 16 HacTosduero ®enepanbHOro 3akoHa,
B BuAe oTBeTa B NMUCbMEHHOMN (bOpMe YNOSTHOMOYEHHOrO (hedepanbHOro opraHa UCMONMHUTENBbHOW BNAacTK Ha 3anpoc. Pasmep
B3MMaeMoOW C 3asBUTENsi NnaTbl ONpedensieTcs B COOTBETCTBMM C 3akoHogaTtenbctBoM Poccuiickon Pepepaumm o6
opraHusauuu npefoCcTaBneHnss roCyAapCTBEHHbIX U MyHMUMNAanbHbIX ycnyr. MHdopmaumsa o6 OCyLLeCTBNEHUN Hay4yHOro
KOHCYNBTUPOBaHUA, B TOM Yucrie cTaTbu, 0030pbl, CIPaBOYHbIE MaTepuarnsl U uHas uHdopmaums o6 OCyLLIECTBNEHNN HAYy4YHOTO
KOHCYNbLTUPOBaHNS, pasMeLlaeTcs Ha ouumanbHOM canTe YyNonHOMOYEHHOro befeparnbHOro opraHa UCNONHUTENLHOW BNnacTu
B cetn "WHTepHeT" C COONOAEHUEM OrpaHWYEHUR, YCTAHOBMEHHbIX 3aKOHOOATENbCTBOM O MEPCOHarnbHbIX [AaHHbIX,
KOMMep4YecKon 1 (Mnu) rocyaapcTBEHHON TanHe.

8. lNocynapcTBeHHast perncTpaunsi NekapCTBEHHbIX MpenapaToB, KOTOpble NpegHasHayYeHbl AN MPUMEHEHUS B YCMOBUSIX
BOEHHbIX [OEWCTBUW, YpesBblHanHbIX CUTyauuin, npeaynpexgeHns 4YpesBbldavHbIX CUTyauun, NpodunakTykn u neveHus
3aboneBaHUn, NPeACTaBMSAOWMUX OMACHOCTb ANS OKpYXKalowmx, 3aboneBaHWi N MOPaKeHWI, MONyYEeHHbIX B pesynbraTe
BO34ENCTBUS HebnaronpuaTHbIX XMMWYECKUX, BUOMOrMvecknx, paguaumoHHbIX akTopoB, U KOTOpble pa3paboTaHbl B TOM
yncne no 3agaHvio dedepanbHbIX OPraHOB MCMNOMHUTENbHOW BMAcTW, YNOMHOMOYEHHbIX B 06Mactu OBOpPOHbI CTpaHbl U
6e30nacHOCTU rocyfapcTBa, a Takke NekapCTBeHHbIX CPeACTB B cryyae Ux AedekTypbl UM pucka BO3HUKHOBEHUS AedeKTypbl
B CBA3W C BBegeHMeM B OTHoweHun Poccunckon Pegepauum orpaHUUUTENbHBIX Mep 3SKOHOMUYECKOro Xapaktepa
OCYLLECTBISIETCS B Nopsagke, yctaHoBneHHoM lMpaButensctBom Poccuickon depgepauuu.

(Yactb B pepakumn, BBeaeHHon B pencteue PenepanbHbiM 3akoHom oT 1 anpensa 2020 roga N 98-93; B pepakumn,
BBeOEeHHOW B faenctene PeaepanbHbiM 3akoHoM 0T 8 mapTa 2022 roaa N 46-93. - CM. npeablayLLyio peaakLmio)

(Ctatbsa B pepakuun, BBeaeHHon B gencteme ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM oT 22 aekabpsa 2014 rona N
429-®3. - CM. mpeablayLLyo PeAaKLn)

KommeHTapun k ctatbe 13

CTATbA 14. NPUHLUUNBI 3KCMNEPTU3bI IEKAPCTBEHHbLIX CPEOCTB

1. OKkcnepTu3a NnekapcTBeHHbIX CPeACTB OCHOBLIBAETCS Ha MPUHLMMNAX 3aKOHHOCTU, cobrnitogeHns npae v cBobos Yeroseka
W rpaxgaHuHa, npaB PUOMYECKOro nuua, HEe3aBUCMMOCTU 9KCnepTa, OGLEKTMBHOCTW, BCECTOPOHHOCTM U MOJSHOTHI
nccrnefoBaHuii, NPOBOAUMbIX C  WCMOSIb30BAHUMEM COBPEMEHHbIX [OCTMXKEHWA HaykM U TEXHWUKM, OTBETCTBEHHOCTU
denepanbHOro rocydapCTBEHHOTO OHOIKETHOTO y4YpexdeHus Mo MPOBEdEHUMI0 3KCMepTU3bl JIeKapCTBEHHbIX CpeacTB U
3KCMEepTOB 3a NPOBeAEHNE 1 Ka4ECTBO IKCNEPTUSDI.

2. JkcnepTusa nekapCTBEHHbIX NPenapaToB 4115 MEAWLVHCKOrO NPUMEHEHNs BKITIOYAET B cedsl:

1) akcnepTu3y JOKYMEHTOB, NPEACTABIEHHbIX ANs ONpeaerieHns BO3MOXHOCTU paccMaTpuBaTth NleKapCTBEHHbIV npenapar
AN MEAMUUHCKOrO NPUMEHEHUS MPU OCYLLECTBIIEHUN FOCYAapCTBEHHONM perncrTpauum B kayectse oppaHHOro nekapcTBEHHOIO
npenapara;

2) aKcnepTusy NpeanoXeHHbIX METOOOB KOHTPOMS KadecTBa NEeKapCTBEHHONO CPeAcTBa M KayecTBa NpeacTaBlieHHbIX
06pa3uoB NeKapcTBEHHONO CpeacTBa C MCMONb3oBaHMEM 3TUX METOOOB (fanee - 3KCNepTvM3a KadecTBa J1EKApCTBEHHOrO
cpeacrtea);

3) aKcnepTU3y OTHOLLEHWS OXMAAEMON MOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHWs! NEKapCTBEHHOTO Npernapara;

4) aKCnepTU3y pPerucTpauMoHHOrO [OCbe Ha JEeKapCTBEHHbIM MpenapaT B LEensix onpeferieHnsi B3aMmo3aMeHsieMoCTU
neKapCcTBEHHbIX NpenapaToB Afsi MeanLMHCKOro NpYMEHEHUSI.
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(MyHKT gononHuTensHo BrtodeH ¢ 1 mapTta 2020 roga PefepanbHbiM 3akoHoM OT 27 Aekabpa 2019 rona N 475-93)

3. OKcnepTtu3a nekapCcTBEHHbIX NpenapaToB ANS BETEepUMHApPHOro NpUMEeHeHus BKIoYaeT B cebs aKcnepTm3y kavecTBa
NeKapCTBEHHOro cpeacTBa U 3KCNEepTM3y OTHOLUEHUS OXMOAEeMOW NOoMb3bl K BO3MOXHOMY PUCKY NPUMEHEHUST NeKapCTBEHHOMO
npenapara.

(Ctatbsa B pepakuun, BBeaeHHon B gencteme ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM oT 22 aekabpa 2014 rona N
429-®3. - Cm. mpeapblayLLyo PeaaKLnio)

KommeHTapum k ctatbe 14

CTATbSA 15. PEAEPATIbHOE FrOCYAAPCTBEHHOE BIOOXETHOE YYPEXOEHUE NO NPOBEAEHUIO
OKCMNEPTU3bI IEKAPCTBEHHbIX CPEACTB

3KcnepTM3a NeKkapCTBEHHbIX CPeacTB NpoBOAMTCS deaeparibHbIM - rOCyAapCTBEHHbIM  GIOMKETHBIM  yUpeXaeHnem
COOTBETCTBYIOLLErO YMNOMHOMOYEHHOMO (heepanbHOro opraHa MCMONMHUTENbHOM BRactu, cosdaHHbIM Ans obecnedeHust
WCMOMHEHMS MONTHOMOYUIA 3TOro cpefepasribHOr0 opraHa Mo Bbidaye paspeLleHnin Ha NpoBedeHVe KITMHUYECKUX UCcCredoBaHuii
neKapCTBEHHbIX MpenapaTtoB U (Mn) Mo rocyAapCTBEHHOW perncTpaumu nekapcTBEHHbIX NMpenapaToB (Oanee - aKcnepTHoe

yupexzaeHue).

KommeHTapun k ctatbe 15

CTATbSA 16. OPTAHU3ALUA NPOBEAEHUA 3KCNEPTU3bI NEKAPCTBEHHbLIX CPE[ICTB

(HanmeHoBaHue B pefakumm, BBeeHHol B Aenctaure ¢ 1 nonsa 2015 roga PenepanbHbiM 3akoHOM 0T 22 nekabpa 2014 rona N
429-03. - CM. NpeablayLLYI0 PEAAKLIMIO)

1. OkcnepTm3a NekapCTBEHHbIX CPEACTB MPOBOAUTCS KOMUCCUEN SKCNEPTOB SKCMEPTHOrO yupexaeHusl, Ha3Ha4YeHHON ero
pykoBoguTeneMm, Ha OCHOBaHWW 3aJaHWs Ha npoBedeHWe 9KCMepTU3bl feKapCTBEHHOro CpeacTBa, BblAAHHOrMo
YMONMHOMOYEHHbIM chefepanbHbIM OpraHoM UCTIONHUTENBHOW BNacTu. PykoBoauTenb SKCNEepTHOro yupexaeHus obecnevmBaet
Hagnexallee npoBedeHMe 3KCNepTU3bl NeKkapCcTBEHHbIX CPEACTB B COOTBETCTBUM C 3afaHWEM, BblAaHHbLIM YMONTHOMOYEHHbIM
denepanbHbIM OpraHOM UCMOMHUTENBHOM BNAcTU, U OpraHn3yeT NOArOTOBKY CBOAHOMO 3akMnio4veHus aton kommuccuun. B coctas
3TOMN KOMUCCUUN MO PELLEHNIO PYKOBOAMTENS SKCMEPTHOIO yYpexaeHUsa MoryT ObITb BKIHOYEHbI B Ka4eCTBE IKCMepToB nuua, He
paboTtatoLme B AaHHOM 3KCNEPTHOM YUYpexaeHnn, ecnun nx cneyunasnsHble 3HaHUs HeobBXoaAMMbI AN NPOBEAEHMS SKCNEePTU3bI U
TaKune 3KCnepTbl OTCYTCTBYIOT B AA@HHOM 3KCMEPTHOM YYpEXAEHWMN.

2. 3KcrnepToM Mo NPOBEOEHUIO 3KCTMEPTM3bl JIEKAPCTBEHHbLIX CPEACTB SIBMSETCS aTTeCTOBaHHbIN pabOTHMK 3KCNEPTHOro
yypexaeHusi, KoTopbli UMEET BbICLLEE MeaMUMHCKoe, hapmaueBTMyeckoe, Buonormyeckoe, BETEPUHAPHOE UIU XUMUYECKOe
obpa3oBaHmne M NPOBOAUT 3KCMNEPTU3Y NEKapCTBEHHbIX CPeACTB B MOPSIAKE WCMOMHEHUS CBOWMX OOMMKHOCTHBLIX 00si3aHHOCTEN
(oanee - akcnepT).

3. Mpy NpoBeAeHNM aKCNepTU3bl NIEKapCTBEHHLIX CPEACTB 3KCNEPT HE MOXET HAXoAWUTbCS B KaKon-niMbo 3aBUCUMOCTM OT
nmua, Ha3HauMBLLIETO 3Ty 3KCMEPTM3Y, paspaboTyrka NeKapCTBEHHOMO CPeaCcTBa UM APYrMX 3aMHTepeCcoBaHHbIX B pesynkraTtax
3KCNepTU3bl NnL,.

4. lNMpu npoBegeHUM 3KCMEPTU3bl NEKAPCTBEHHbIX CPEACTB He AomnyckaeTcs ucrpeboBaTtb y 3asBUTEnNs nNubo MHbIX NuL
mMatepuanbl, Heobxoaumble AN MNPOBEOEHUs JKCMepTu3bl. B cnyyae HeQoCTaTOMHOCTU MPEACTaBMEHHbIX  3KCMEepTy
MaTepuanoB Ans Aady 3aKMYeHWst 3KCMepT CTaBUT BOMPOC O MpeAcTaBleHuM emMy HeobXxoauMblX MmartepuarnoB nepen
PYKOBOAMTENEM SKCMEPTHOIO YYPEXAEHUsl, KOTOpbIA 0bpallaeTcs C COOTBETCTBYHOLLMM 3anpoCoOM B  YMNOMHOMOYEHHbIN
denepanbHbI OpraH UCMONMHUTENbHOW BRacTy, BblAaBLUMA 3adaHMe Ha NpoBedeHne SKCMnepTU3bl NIeKapCTBEHHOIO CPeacTBa.
YkasaHHbIi begeparnbHbIi OpraH WCMNOMHUTENBHON BMAacTU B TedeHue NATUM paboumx OHeW cOo AHS NOCTYnfeHus 3anpoca
PYKOBOAMTENS 3KCMEPTHOIO Y4YpexaeHUsl HarnpaBrsieT 3asiBUTENH0 3anpoc O NpeacTaBreHuM HeoOXOAMMbIX MaTepuasnos.
[aHHbIA 3anpoc MOXeT ObITb nepegaH YNofIHOMOYEHHOMY MPEACTaBUTENO 3asiBUTENSI JIMYHO NMOA pacnuckKy, HanpasreH no
noyTe 3akasHbIM NMUCbLMOM WNWN NepefaH B 3MEeKTPOHHOM ¢hopme Mo TeNeKkOMMYHUKALMOHHLIM KaHanam cBssu. B crnyyae
HanpaBreHus 4aHHOro 3anpoca Mo MoYTe 3akasHbIM NMUCbMOM OH CYMTAETCS MOSTyYEHHBIM MO UCTEYEHUWN LLECTU AHEW C AaThbl
HanpaBreHns 3aka3Horo NUcbMa.

(Hactb B pepakuuu, BBeaeHHoOM B genctene PenepanbHbiM 3akoHOM OT 25 Hoabpsa 2013 ropa N 317-93. - Cwm.
OReAbIAYLLYI0 pefakumio)
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06 obpalLeHun nekapcTBEHHbIX CpeacTB (C M3MeHeHusAMM Ha 19 aekabps 2022 ropa) (pegakums, gercTeytolas ¢ 1 mapta 2023 Ctpanuua 27
roga)
®edeparnbHblli 3akoH om 12 anpens 2010 e. Ne 61-@3

4 1. 3asBuTenb 06s13aH NPeACTaBUTb OTBET HA 3aNpoC YNONHOMOYEHHOro heeparnbHOro opraHa UCMONMHUTENBLHOM BNacTu
B CpOK, He MnpeBbIaWNA OeBAHOCTa paboynx OHEeW CO AHA ero MonyyveHus. YNONMHOMOYEHHbIM dhepepanbHbiid opraH
WCMNONHUTENbHOW BRacTW, BblOABLUMW 3ajaHuMe Ha MpoBedeHMEe 3JKCMepTU3bl JIeKapCTBEHHOrO cCpeacTBa, B TeYeHue NATU
paboymx OHEW cCO AHS MNOCTYMNNeHWs OT 3asiBUTENs OTBeTa Ha [AaHHbI 3anpoC HamnpasnseT TakoW OTBET B 3KCNepTHoe
yupexaeHue. B cniyyae HenpeacTtaBneHus no uctedeHun gessHocTa pabounx gHen 3asBuTenem OTBETa Ha AaHHbIN 3anpoc
YNONTHOMOYEHHbIN  (befepanbHblii  OpraH WUCMOMHUTENBHON BRAcTW, BbIOABLUMIA 3aJaHWEe Ha MpPOBEAEHME 3KCMEePTU3bl
NeKapCTBEHHOro cpeacTBa, B TeYyeHMe nATK paboumx AHEeW HanpaBnsdeT B 3KCMEPTHOE YyypexaeHue yBedoMIIeHMEe O
HenpeacTaBneHnn 3asiBUTENEM OTBETa Ha 3anpoC yKasaHHOro opraHa. Bpems co gHA HanpaBneHusi 3anpoca 3KCMEePTHOro
yupexneHusa B YNOMIHOMOYEHHbIM deaepanbHbli OpraH  MUCMOMHUTENbHOM BNacT A0 [AHS  NOMyYeHUs  SKCNepTHbIM
yupexageHnem OTBETA Ha 3anpocC MUy YBEAOMISIEHUS O HENpeacTaBNeHMM OTBETA Ha 3anpoC He YYUTLIBAETCS NMPU NCHUCIIEHUMN
CpoOKa NpoBeaeHNs 3KCNEPTU3bl NIEKaPCTBEHHOIO CpeacTBa.

(Yactb gononHuTenbHO BKNtoveHa PeaepanbHbiM 3akoHOM OT 25 Hos6ps 2013 roga N 317-93)

4 2. Ecnn B cocTaBe perucTpaLMoHHOrO [A0Cbe Ha fekapCcTBEeHHbI npenapaTr Ans MeauMUMHCKOro MnpUMEHEHMUs
cofepxuTtca npegycMmoTtpeHHas ctatbent 18, yactbto 1_1 ctatbu 30 u ctatben 34 HacTtosuwlero denepansHOro 3akoHa Konus
peLueHns yNonHOMOYEHHOro eaeparnbHOro opraHa UCMNONHUTENbLHOW BNacTu O NPOBEAEHUM MHCNEKTUPOBaHWS NPON3BOANTENS
neKkapCTBeHHbIX CPeacTB, KCNepTy A0 ohopMMeHns pesynbLTaTtoB 3KCNepTU3bl IeKapCTBEHHOrO cpeacTsa NpeaocTaBnsaeTcs B
Nnopsiike U Ha YCNoBWsIX, KOTOpble NpegyCMOTPeHbl YacTamu 4 n 43 HacTodllen cTaTby, KOMUSA 3aKMYeHUs O COOTBETCTBUU
npou3BoOANTENS] NEKAPCTBEHHbIX CPEACTB TpeboBaHMAM nNpaBwuil Hagnexalwleh MPOU3BOLACTBEHHOW MNPAKTUKK, BbIAHHOMO
YNONTHOMOYEHHbIM heaeparnbHbIM OpraHOM UCNOMNHUTENBHOW BNAacTu.

(Yactb gononHuTensHO BktodeHa ¢ 15 noHa 2018 roga ®enepaneHbiv 3akoHoM OT 4 mioHa 2018 rona N 140-93)

4 3. 3aasutenb 00sA3aH npeactaBUTb B YNOMHOMOYEHHbIM dhedepanbHbli OpraH MCMOMHUTENbHOW BNacTU  KOMuio
3aKSHOYEHUSA O COOTBETCTBUN NPOM3BOANTENS NEKAPCTBEHHbBIX CPEACTB TpeboBaHUAM NpaBun Hagnexallen Nnpon3BoaCcTBEHHOMN
NPaKTUKN B CPOK, HE MPEBbLILLAIOWNIA CTa BOCBMUOECATN paboyumx OHEN CO OHSA MOSyYeHWst 3anpoca O ee npeaocTaBfeHUn.
YNONMHOMOYEHHLIN  heaepanbHbli  OpraH  WUCMNOMHUMTENBbHOM BRacTW, BblAaBWWA 3adaHWe Ha NpoBeAeHWe 3KCNepTu3bl
NeKapCTBEHHOro cpeacTsa, B TedeHue NnATM paboumx AHEeW CO AHS MOCTYNNEHUA OT 3asBUTENsS KOMUM 3aKOYeHusa O
COOTBETCTBUM NPOU3BOANUTENSA NEKAPCTBEHHbIX CPeacTB TpeboBaHMAM MpaBun Hagnexalwen npousBOACTBEHHOW MPaKTUKK,
HanpaBnsieT ee B 9KCMEPTHOE ydpexaeHne. B cnyyae HenpeacTaBneHus 3asBUTENEM B yKas3aHHbIN CPOK KOMUW 3aKNIOYEHUs O
COOTBETCTBUMN MPOU3IBOAMTENS NEKAPCTBEHHbLIX CPeACTB TpeboBaHWSM MpaBwun Hagnexawlen npovu3BOACTBEHHOW MpPaKTUKK
YNONMHOMOYEHHbIN  dhefeparbHbli OpraH MWCMNOMHUTENBHOW BRacTW, BbIOABLUWA 3afjaHWe Ha nNpoBedeHWe 3KCnepTusbl
NEeKapCTBEHHOro cpeacTBa, B TeYeHMEe nATU paboumx AHEeW HanpaBnseT B SKCMEPTHOE YyypexaeHue yBedoMIIeHMEe O
HEenpeacTaBneHnn 3asiBUTENEM KOMUU 3aKioYeHUss O COOTBETCTBMM NMPOU3BOAUTENS NEKAPCTBEHHbLIX CPEACTB TpeboBaHUSAM
npaBun Hagnexawlen npousBoACTBEHHOW MpakTukM. Bpemsa co AHA HanpaBneHus 3anpoca 9SKCMNepTHOro y4vpexaeHus B
YNONTHOMOYEHHbIN beaepanbHbIii OpraH WUCMOMHUTENbHOW BRacTM A0 OHSA MOMyYeHWA 3KCMEepPTHbIM yupexaeHuem Konuu
3aKIH0YEHUS O COOTBETCTBUN NPOM3BOAUTENS NEKAPCTBEHHbLIX CPEACTB TPeboBaHUSAM NpaBuIl Hagnexallen Npon3BoaCTBEHHOMN
NPaKTUKN UNnM yBeOOMMEHUS O ee HenpeacTaBfeHUM He YYUTbIBAeTCA NPU UCYUCIIEHUM CpoKa NPOBeOeHUsA 3KCnepTu3bl
NeKapcTBEHHOro CpeacTaa.

(Yactb gononHuTensHO BktodeHa ¢ 15 noHa 2018 roga ®enepanbHbiv 3akoHoM OT 4 mioHa 2018 rona N 140-93)

5. SKCI'IepT npn npoesegeHnn nopyquHoPl €My pyKoBOOUTENIEM 3KCNEepPTHOro y4ypexneHua 3KCnepTtubl NeKapCTBEeHHOro
cpencrtea obsa3aH:

1) NpoBecCTM NONHOE MccrenoBaHNe npeacTaBneHHbIX eMy 0OLEKTOB, MaTepuanoB, AaTb 060CHOBAHHOE M OOBLEKTMBHOE
3aKMHYEHNE NO NOCTaBMEHHLIM Nepeqd HUM BOMpocaM MIN MOTMBUPOBAHHOE 3aKIioyeHWe O HEBO3MOXXHOCTM MpOBEAEHUST UM
3KCMepTM3bl NeKkapCTBEHHOro CPeaCcTBa, eCni NoCcTaBleHHble BONPOCHI BbIXOAAT 3a Npeaenbl cneuunanbHbIX 3HaHWUiA aKkenepTa,
0OBLEKTbI MCCreaoBaHuii U MaTepuarnsl HENPUIOAHb!I UMM HeOOCTaTO4YHbl ANS NPOBEAEHUS UCCNeAoBaHUi U Aayn 3aKYeHUs
nnMGo coBpeMeHHbI YPOBEHb Pa3BUTUSA HAYKU He MO3BONSET OTBETUTL Ha NOCTaBIEHHbIE BOMPOCHI;

2) He pasrmaliaTb CBEAEHWs, KOTOpble CTanu emy M3BECTHbl B CBA3M C MPOBEAEHUEM IKCTMEepTU3bl NIEKaPCTBEHHOMO
CpeacTBa, a Takke CBefeHusl, COCTaBMSAOLLME rOCyaapCTBEHHYH, KOMMEPYECKYIO UMW MHYIO OXpaHSIeMYIo 3aKOHOM TaiiHy;

3) 06ecnevnTb COXPaHHOCTb NPEACTaBMNEHHbIX 06 LEKTOB UCCNEeN0BaHNUIA U MaTeprnaros.

6. OkcnepT He BrpaBe:
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06 obpalLeHun nekapcTBEHHbIX CpeacTB (C M3MeHeHusAMM Ha 19 aekabps 2022 ropa) (pegakums, gercTeytolas ¢ 1 mapta 2023 CTtpaHuua 28
roga)
®edeparnbHblli 3akoH om 12 anpens 2010 e. Ne 61-@3

1) npoBoAWTbL 3KCMEepPTU3y IEKapCTBEHHOrO cpeacTBa Mo obpalleHMi0 HEMoCpPeACTBEHHO K HEMy opraHusauuid unu
PU3NYECKMX NNL;

2) camocTosiTeNbHO cobupaTth MaTepuansl Ans NPoBeaeHUs 3KCNepTUsbl NIekapcTBEHHOTO CPeacTBa;
3) NpoBOAWTL 3KCNEPTU3Y NEKAPCTBEHHOTO CPeACTBa B Ka4eCcTBe HErocyjapCTBEHHOIO aKCrnepTa.

7. B cny4yae HeobxoammocTn 9KCNnepT BMnpaBe Xo4aTancTeoBaTh nepen pykoBoguTerieM 3KCNEepTHOro y4dpexnaeHua o
npuBrie4eHnn K nposegeHnto aKkCnepTu3bl 1IeKapCTBEHHOro cpeactea Apyrmx aKCnepToB.

8. Kaxgbln aKcnepT, BXOASLWMA B COCTaB KOMMWUCCUMM 9SKCMEPTOB, KOTOPOM MOPYYEHO MpOBeAeHNEe 3KCnepTusbl
neKkapcTBEHHOro CpeacTBa, He3aBMCMMO U CaMOCTOSTENbHO MPOBOAWUT UCCReaoBaHWsl, OLEHMBAET pesynbraTthbl, NOMyYeHHble
UM NNUYHO W OpPYrMMU 3KcnepTamu, u OpMynupyeT BbiBOAbl OTHOCMTENbHO MOCTaBIEHHbLIX BOMPOCOB B Mpeaenax CBOUX
cneuyunanbHbIX 3HaHUNA.

9. PesynbraThl 9KCNepTU3bl NekapCTBEHHOro cpeacTBa 0hoOpMASIOTCS 3akNioYeHNEM KOMUCCUN 3KCnepToB. B 3aknioveHun
KOMWUCCUMN 3SKCMEPTOB YKa3blBAOTCA MEepedYeHb UCCrnenoBaHuniA, ob6beM NPOBEAEHHbIX KaXAblM 3KCMEpTOM MCCNenoBaHWN,
YCTa@HOBINEHHbIE KaXObIM U3 HUX (pakTbl U cAenaHHble B pe3ynsraTte UCCreaoBaHWi BbIBOAbI. JKCNEPT, MHEHME KOTOPOro He
COBMagaeT C peLleHneM KOMNCCUM SKCMEePTOB, BNpaBe Bbipas3uTb CBOE MHEHME B MMCbMEHHOW hopMe, koTopoe npunobLiaercs K
3aKMYEHNIO KOMNCCUN 3KCMEPTOB.

10. 3KCﬂeprI, BXogduime B COCTaB KOMUCCUWU, nNpenynpexanarTcd 00 OTBETCTBEHHOCTM B COOTBETCTBUN C
3aKoHOOaTernbCTBOM Poccuiickon CDe,u,epaLu/M 3a nadvy 3aKrn4vyeHus, cogepXxatllero HeobOCHOBaHHLIE mnnn
(*)aJ'IbCI/I(*)VILI,VIpOBaHHbIe BblBOAbIl, O 4eM OHUM Oal0T NOANUCKY.

1. Onpen,eneHme YPOBHA ﬂpO(beCCVIOHaﬂbHOVI noAroToBKM 3KCMepTOB M atTecTauna Ux Ha npaBso npoBeaeHnA 3KCnepTu3bl
NNeKapCTBEHHbIX CpencTB OCYLEeCTBNAOTCA SKCI'IepTHO-KBaJ'II/I(*)VIKaLI,VIOHHbIMM KOMuccmammn B nopdaake, yctaHOBIIEHHOM
COOTBETCTBYHOLWMM YNOJTHOMOYEHHbIM ¢)ep,epaanb|M OpraHoM MCMOMNHUTENBHOMW BNAacTMW. ypOBeHb I'IpO(*)eCCVIOHaJ'IbHOVI
NoAroToBKM 3KCMEepTOB NOANEXUT NepecMoTpy yKadaHHbIMU KOMUCCUAMU HE pexe YeM OOUH pa3d B NATb J1ET.

12. MpaBuna npoBedeHUst 3KCMEPTU3bl JEKAPCTBEHHBLIX CPEeACTB U OCOBEHHOCTM 3KCMEPTM3bl OTAENbHbIX BUAOB
nekapCTBEHHbIX MpenapaTtoB (pedepeHTHLIX NeKapCTBEHHbIX NpenapaToB, BOCMNPOM3BELEHHbIX JIEKAPCTBEHHbLIX NpenapaTos,
Bronorn4yecknx nekapcTBeHHbIX npenapatoB, GuoaHanoroBbix (6MonogobHbIX) NekapCTBEHHbIX npenapartoB (OuoaHanoros),
roMeonaTu4eckmx nekapCTBEHHbIX NpernapaToB, NEeKapCTBEHHbIX PacTUTENbHbLIX NPenapartoB, KOMOVMHALMIA neKapCTBEHHbIX
npenapaTtoB), OPMbl 3aKIMHOYEHUA KOMWCCUM IKCMEPTOB YCTAHABIMUBAKOTCA COOTBETCTBYHOLUMM  YMONHOMOYEHHbBIM
denepanbHbIM OpraHoM UCTONMHUTENBHOW BNACTY.

(YacTb B pegakumn, BBegeHHow B aenctane ¢ 1 nions 2015 roga PenepansHbiv 3akoHoMm ot 22 Aekabpsa 2014 rona N 429-
@3. - CM. npeabIayLyo penakLmio)

KommeHTapun k ctatbe 16
CTATbA 17. NOOAAYA U PACCMOTPEHUE 3AABIEHUA O I'OCV,EI,APCTBEHHOI?I PEFTMCTPALIUUN
JIEKAPCTBEHHOI'O NMPENAPATA ONAdA BETEPUHAPHOIO NPUMEHEHNUA

1. INs rocyaapCcTBEHHON perncTpaummn nekapcTBeHHOro npenaparta ans BeTepuHapHOro NpuMeHeHus pas3paboTymnk Takoro
neKkapcTBEHHOro npenaparta Unm ynornHoMoYeHHoe UM Apyroe topuandeckoe Nuuo (darnee B HacTosALWeEN cTaTbe - 3asBUTEND)
NpeacTaBnseT B YMNOMHOMOYEHHbIN dhefepanbHblii opraH WCMONMHUTENbHOM BRAcTU, OCYLLECTBNAILIMN ToCyAapCTBEHHYHO
perucTpaumio NekapcTBEHHbIX NpenapaTtoB ANs BETePUMHaAPHOrO NPUMEHeHUsl, B 3NEKTPOHHON dhopMe WUNU Ha ByMakKHOM
HocuTerne 3asBreHne o rocyqapCTBeHHOW perncTpanmmn nekapcTBeHHOro npenapara Ans BeTepMHapHOro NpUMeEHeHNs, a Takke
B nopsiake, YCTaHOBMNEHHOM COOTBETCTBYHOLUM YMNONHOMOYEHHBIM dedeparnbHbiM OpraHoM WCMOMHUTENbHOW BNactu, B
SMEKTPOHHON hopMe UNM Ha ByMaKHOM HocuTene HeoGXoaumble OOKYMEHTbI, U3 KOTOPbIX (hOPMUPYETCH PErncTpaumMoHHoe
[OCbe Ha NeKkapCTBEHHbIN Npenapar Ans BeTepuHapHOro NpUMeHeHus!.

2. B 3asABneHWM O TroCydapCTBEHHOM perucTpauuv nekapCcTBEHHOro npenapata Ans BETEPUHApPHOTO MNPUMEHEHWUS
yKasblBaloTCA:

1) HaumeHoBaHWe W afpec 3asiBUTeNsl, paspaboTyrka 1 NPOM3BOAUTENS NeKapCTBEHHOro npenapara Ansi BETepUHapHOro
NpUMeHeHWs1 U adpec MecTa OCYLLEeCTBIEeHMs] MPOM3BOACTBAa JIeKapCTBEHHOro npenapaTa Ans BETEPUMHAPHOro NpuMeHeHus (B
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Crny4yae Halm4dma HECKOJbKMX y4aCTHUKOB npouecca npon3BoacTBa HeO6XOﬂ,I/IMO YKa3aTb Kaxaoro n3 HI/IX);

2) HaunMeHOoBaHWe NieKapCTBEHHOro npenapara ana BeTepnHapHOro npuMmeHeHund (Me>+<,u,yHapo,u,Hoe HenaTeHToBaHHOe, Unn
rpynnmpoBoYHOE, Ui XmMmmn4eckoe 1 Toproesoe HaI/IMeHOBaHVIﬂ);

3) nepeyeHb ﬂeVICTByPOLLLI/IX N BCNoMoratesibHbIX BeLWeCcTB, BXOOALWMX B COCTaB JieKapCTBEHHOIo npenapara Aand
BETEPUHAPHOIo NpUMeHeHuaA, C yKa3aHnem Konn4ecTBa Kaxgoro U3 HuX;

4) nekapcTBeHHasi oopMa, AO3MPOBKa, CNocobbl BBeAEeHUSI U NPUMEHEHWS!, CPOK FOAHOCTM NeKapCTBEHHOMO npenapara
ANsi BETEPUHAPHOTO NPUMEHEHNS;

5) dbapmakoTepaneBTU4eckasi rpynna;

6) HeOOXOAMMOCTb NMPUMEHEHMSI YCKOPEHHOM NpOoLEaypbl 9KCNEPTU3bl NIEKapCTBEHHbIX CPEACTB B LIENSIX rOCyAapCTBEHHOM
perucTpaummn nekapcTBEHHOro nNpenapara;

7) KOonun JOKYMEHTOB, NOATBEPXKAAOLWMX YNNaTy rocy4apCTBEHHON MOLWMHLI:

a) 3a MpoBefeHMe IKCMepTU3bl KayecTBa feKapCTBEHHOrO CPeacTBa WM 3KCMNEPTU3bl OTHOLLEHUS OXWMAAEMOMW Monb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUS reKapCTBEHHOro npenapaTta Ans BEeTepMHApPHOro MPUMEHEHUSI NPU ero rocyAapCTBEHHOM
perucTpaumu;

6) 3a BblAady pPerncTpaLMOoHHOIO YAOCTOBEPEHMUS NeKapCTBEHHOrO npenapara;

8) Hannume cornacusi, NPeAYCMOTPEHHOMO YacTblo 7 HacTosLleh CTaTbW, €CNIM C MOMEHTa pernctpaunm pedepeHTHOro
nekapcTBEHHOrO nNpenaparta Asnsi BETEPUHAPHOro NMPUMEHEHUS NPOLLIIO MEHEEe YeM LLECTb feT.

(MyHKT B pegakumn, BBeaAeHHON B aencteme PenepanbHbiM 3akoHoM OT 13 mnions 2015 roga N 241-93. - Cm. npeabiayLyto
penakuuio)

3. PeructpaumoHHoe [ocbe B LENAX 9KCNepTu3bl JEeKAapCTBEHHOrO npenapata Afns BETEPUHAPHOIO MNPUMEHEHMS
cdopmupyeTcs U3 crieqytowmx JOKYMEHTOB U CBEAEHNN:

(AB3aL B pepakuun, BBegeHHon B genctene ¢ 1 siHBapsa 2021 roga PenepanbHbiM 3akoHOM oT 27 nekabpsa 2019 rona N
478-®3. - CM. mpeablayLLyo PeAaKLnio)

1) cBegeHus o fare NpefoCTaBnNeHUs U PEMMCTPALUMOHHOM HOMEPE MNULIEH3MM Ha NPOM3BOACTBO NEKApCTBEHHbIX CPEACTB,
npegocTaBnNeEHHON MPOU3BOAUTENIO PErMCTPUPYEMOro NEKapCTBEHHOIO Mpenaparta Ans BETEPUMHAPHOrO MPUMEHEHUs, Ansi
POCCUNCKMX NPON3BOAUTENEMN;

(MyHkT B pegakuun, BBeageHHoOW B gericteue ¢ 15 uoHs 2018 roga PenepanbHbiv 3akoHoM oT 4 moHa 2018 roga N 140-
®3; B pegakuun, BBeaeHHom B gencteme ¢ 1 aHBapsa 2021 roga ®enepanbHbiM 3akoHOM 0T 27 aekabpa 2019 rona N 478-93. -
CM. npeapiayLwyo peaakLmio)

2) cBefeHMsi 0 AaTte NpegocTaBneHusl U PErmMcTpauMoHHOM HOMepe NMULEH3MN Ha NPOM3BOACTBO NEKapCTBEHHbIX CPEACTB,
npenocTaBneHHON NPOU3BOAMTEND hapMaLleBTUYECKO cybCcTaHumMn, BXoasilen B COCTaB PErMCTPUPYEMOTO FIEKapPCTBEHHOMO
npenapata 4ns BeTepUHapHOro NpuMeHeHus1, Ans POCCUACKNX NPOU3BOAUTENEN;

(MyHKT B pegakumu, BBeaeHHon B aenctene ¢ 15 uoHsa 2018 roga PenepanbHbiv 3akoHoM OT 4 uioHa 2018 roga N 140-
®3; B pegakumm, BBegeHHon B Aencteme ¢ 1 aHBaps 2021 roga PenepanbHbiv 3akoHoM oT 27 aekabpa 2019 rona N 478-93. -
CM. NpeablAyLLYIo peaakLmio)

MoanyHKT 2 yactn 3 HacTosiwen ctatbk BCTynun B cuny ¢ 1 auBapst 2017 roga - cMm. nyHKT 3 cratbn 4 PenepanbHoro
3akoHa ot 22 aekabpsa 2014 rona N 429-93.

2_1) Konusl OKYMEHTA, BblAaHHOMO YNONHOMOYEHHbBIM OpraHOM CTpaHbl NMPOV3BOAUTENS ANS KaXZoW Npou3BOLACTBEHHOM
NIowanakyn perucTpupyeMoro fekapCTBEHHOTO Mpenapata Ans BETepUMHapHOro TMPUMEHeHWs U MOATBepXXOatoLwero
COOTBETCTBME NMPOU3BOAUTENS NEKapPCTBEHHOro npenapata TpeboBaHnsaM NpaBui Haarnexallel Npou3BOACTBEHHOW MPaKTUKH,
N ero nepeBof Ha PYCCKUIA 5i3blK, 3aBEPEHHbIE B YCTAHOBMEHHOM MOpsidke, a TakkKe KOMusl 3akio4YeHWsi O COOTBETCTBUM
Nnpou3BOANTENS NEKAPCTBEHHbIX CPEACTB TpeboBaHMAM MNpaBui Haanexallei MPOU3BOACTBEHHOW MNPAKTUKK, BblOAHHOIO
YMNOMTHOMOYEHHbIM  dbefepanbHbiM — OpraHOM  UCTIONHWUTENbHOW  BRacTy  ANs  KaXkOoW MpOWM3BOLCTBEHHON  MiioLLaaKu
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06 obpalLeHun nekapcTBEHHbIX CpeacTB (C M3MeHeHusAMM Ha 19 aekabps 2022 ropa) (pegakums, gercTeytolas ¢ 1 mapta 2023 Ctpanuua 30
roga)
®edeparnbHblli 3akoH om 12 anpens 2010 e. Ne 61-@3

PErMcTpUPYEMOro JiekapCTBEHHOIO npenaparta ANnsa BETEPMHAPHOIO MPUMEHEHUsl, MO0 KOMWUsl pelleHnst O MNpoBeaeHUU
WHCMEKTUPOBAHUSI MPOU3BOAUNTENST JIEKAPCTBEHHBIX CPEACTB, MPUHATOrO  YMONIHOMOYEHHbIM hbeaepanbHblM  OpraHoM
WCMONMHUTENBHON BNacTW Ansl KaX4oW NpOM3BOACTBEHHOW NMoWadKM PerMcTpyMpyemoro nekapCTBEHHOrO npenaparta Aansi
BETEPUHAPHOrO MNPUMEHEHMUS. YKasaHHble [OOKYMEHTbl MPeACTaBMsloTCA B Cryvyae, ecnv MPOW3BOACTBO J1EKAPCTBEHHOMO
npenapaTta oCyLlecTBnseTcs 3a npeaenamu Poccuiickon ®egepaunm;

(MyHKT gononHuTenbHo BKMoYeH ¢ 15 nioHa 2018 roga ®enepancHbiv 3akoHoM OT 4 mnioHa 2018 roaa N 140-93)

2_2) konusa OOKYMEHTa, BblAAHHOro YNosfIHOMOYEHHBIM OpPraHoOM CTpaHbl Npon3BoauTens apmaueBTUYeckon cybcTaHumm
1 NoaTBEpXKOAloLLEro COOTBETCTBME Mpoun3BoamTens dapmMaueBTMyeckon cybcTaHLmmn, BXogdawen B COCTaB PErmMCTpMpyeMoro
NeKapCTBEHHOro npenaparta Ans BEeTEpPUMHAPHOro MNpUMEHEHUs, TpeboBaHMAM MpaBun Hagnexaiwlen nponM3BOACTBEHHOM
NPaKkTUKN, N ero nepeBod Ha PYCCKUA A3blK, 3aBEPEHHblE B YCTAHOBMEHHOM MOpPsiAKe, B Clyyae, €Cnu NpOM3BOACTBO
dapmaLeBTMYECKOM CyOCTaHLMKM OCyLLECTBNSIETCA 3a npedenamn Poccuiickon depepauuu;

(MyHKT gononHUTENbLHO BKIOYEH ¢ 15 nioHs 2018 roga PenepanbHbiv 3akoHoMm oT 4 niona 2018 rona N 140-93)

3) NpoeKT HopMaTUBHOMO AOKYMEHTA Ha NeKapCTBEHHbIN Npenapar Ans BeTepMHapHOro NPUMEHEHNS;

4) [OKYMEHT, copepXalmii crnegylollyo MHgopMauuo 0 dapMaueBTUYECKON CyOCTaHUMM unm gapmaleBTUHECKUX
cybCcTaHuusx, BXOASLNX B COCTaB NIEKapCTBEHHOIO Npenapara AN BETEPMHAPHOIO NPUMEHEHNS:

a) HaMMeHoBaHue hapmaleBTMYeckon cybcTaHuun, ee CTpPyKTypa, obLme cBOMCTBA (NpY rocygapCTBEHHOW perncrpauum
MMMYHOBMNONOrMYECKNX NeKapCTBEHHbIX MpenapaToB AN BETEPUHAPHOro NPMMEHEHWS NPEeACTaBNATCA CBEAEHNS O LUTaMMe,
BKITKOYas ero HauMeHoBaHue, MHAOPMaLUI0 O MPOUCXOXKAEHMM, EF0 CBOMCTBAX, XapakTEPUCTUKAX U MeCTe AENOHMPOBAHNS);

(MognyHKT B pegakumu, BBeaeHHon B aenctaue ¢ 13 aBsrycta 2019 roga PenepanbHbiM 3akoHoM oT 2 asrycta 2019 rona N
297-®3. - Cm. NpeaplayLLyo peaaKLnio)

6) HanMeHOBaHWe 1N agpec npoun3sognTend,
B) TexXHonorna npomn3soacTtea Cc onncaHnem crtagumn npon3BoAcTBa U METOAOB KOHTPOSIA Ha BCEX CTaguAaX Npon3BoaACTBa,

r WHopmaumss O npuMmecsax (He npeacTaBnsieTca Mnpu  roCcyaapCTBEHHOW perncrpauum  MMMYHOOMONOrMYECKMX
nekapcTBeHHbIX NpenapaToB Afs BETEPUHAPHOro NpUMeHeHus);

(MognyHKT B pegakumu, BBeaeHHon B gencteue ¢ 13 aBrycta 2019 roga PenepanbHbiM 3akoHom oT 2 aBrycta 2019 roga N
297-03. - CM. NpeablayLLYo PeAAKLM)

O) cneundukaums Ha dapMaueBTUYECKYD cybcTaHuuo (He NpeacTaBnsieTcsl Mpu rocygapCTBEHHOM perucTpaumu
UMMYHOBMNOMOrMYECKNX NeKkapCcTBEHHbIX NpenapaToB Ansi BETEPUHAPHOro NpUMEHeHUs);

(MoanyHKT B pedakumuv, BBeAeHHOM B Aericteue ¢ 13 aBrycta 2019 roga PenepanbHbiM 3akoHoM OT 2 asrycta 2019 roga N
297-®3. - CM. NpeaplAyLLYI0 PeaaKLmio)

e) onncaHne MeToauK KOHTpOoInA Ka4yecTBa,

X) pesynbraTbl aHann3a cepuit pbapmavueBTMyeckon cybcTaHUmMmM (He NPEACTaBNAKTCA NPY rocyaapCTBEHHOW permcTpaumm
UMMYHOBMNONOrMYECKNX NeKapCTBEHHbIX NpenapaToB Ansi BETEPUHAPHOro NPpUMEHeEHUS);

(MognyHKT B peaakumun, BBeaeHHon B aencteune ¢ 13 asrycta 2019 roga PenepanbHbiM 3akoHom ot 2 aBrycta 2019 rona N
297-®3. - Cm. NpeaplayLLyo peaaKLmio)

3) nepeYeHb CTaHAapTHbIX 06Pa3LIOB UMK BELLECTB, UCMOMb3YEMbIX NMPU OCYLLECTBNEHNM KOHTPOMSA KaYeCcTBa;
1) onMcaHne XxapakTepuCTMK U CBOMCTB YNakoBOYHbIX MaTeEpPUanoB 1 YKYNOPOYHbIX CPEACTB;

K) OaHHble O CcTabunbHOCTU (HE nNpPeacTaBnalTCA MpUM  roCygapCTBEHHOM perncrpaumm  MMMYHOOMONOrMYECKMX
nekapcTBeHHbIX NpenapaToB Afsl BETEPUHAPHOro NpuMeHeHus);

(MoanyHKT B pegakummn, BBeAeHHoN B gercteue ¢ 13 aBrycta 2019 rona PenepanbHbiv 3akoHoM OT 2 asrycta 2019 roga N
297-03. - CM. NpeAblayLyi0 peaakuuio)

) CPOK rOAHOCTU, YCIOBUS XPaHEHWS;

5) OT4HEeT O pesylbratax AOKIIMHUYECKOro mccrienoBaHnA JNeKapCTBEeHHOro cpencrtBa AJid BETEPUHAPHOro npuMMeHeHud,
BKIHOYAOLLNA ONucaHne MeToO0B onpeaerneHna oCTtaTtoYHbIX KOnmM4yecTB ﬂ,eVICTByI-OLLI,eFO BellecTBa (ﬂ,el?lCTByPOLIJ,I/IX BeLLLeCTB),
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06 obpalLeHun nekapcTBEHHbIX CpeacTB (C M3MeHeHusAMM Ha 19 aekabps 2022 ropa) (pegakums, gercTeytolas ¢ 1 mapta 2023 CrtpaHuua 31
roga)
®edeparnbHblli 3akoH om 12 anpens 2010 e. Ne 61-@3

JOCTuraroLero (4oCTUrarLmx) CUCTEMHOTO KPOBOTOKA, B MPOAYKLUN XXUBOTHOIO MPOUCXOXAEHUS MOCHE NPUMEHEHUsSI TaKoro
nekapcTBEHHOrO CPeAcTBa, a Takke JOKYMeHTarnbHOe NOATBEPXAEHME (Banuaaums) yka3aHHbIX METOO0B;

(MyHkT B pegakumn, BBeaeHHon B aencteue ¢ 13 asrycta 2019 roga ®enepanbHbiM 3akoHoM oT 2 asrycta 2019 roaa N
297-93. - CM. NpeablAyLLYI0 DEAAKLIMIO)

6) OT4HET O pe3dynbratax KIMHUYECKOro nccrnenoBaHuA JeKapCTBEHHOIo npenaparta And BeTepuUHapHOro npuMeHeHusa y
KaXKgoro suaa XmBOTHbIX, YKa3aHHbIX B MUHCTPYKUUK MO BETEPUHAPHOMY NMPUMEHEHUIO;

7) NPOEKT WHCTPYKUMWM MO BeTepUMHapHOMY TMPUMEHEHWI0 NEeKapCTBEHHOro mnpenapaTa, codepxallei crnegyowe
cBefeHus:

a) HanMeHoBaHWe NeKapCTBEHHOO NpenapaTta Ans BeTePUHapHOro NPUMEHEHUS (MEXayHapoAHOe HenaTeHTOBaHHOe, UK
rPynnMpOBOYHOE, UIN XMMUYECKOE U TOProBOE HaMEHOBaHNS);

6) nekapcTBeHHasi ¢opMa C YyKa3aHMEeM HaUMEHOBaHW W KOMUYECTBEHHOTO COCTaBa [AEWCTBYHOLUMX BELECTB U
Ka4yeCTBEHHOro CocTaBa BCMOMOraTenbHbIX BELLECTB;

B) ONMcaHve BHELUHEro BMaa fekapcTBEHHOIO npenapara Ansi BETEpUHaPHOrO NPUMEHEHUS;

r) chapmakoTepaneBTMyeckasa rpynna NeKkapCTBEHHOro npenapata ANns BETePUHApPHOro NPUMEHEHUs WNKN yKa3aHue
"romeonaTnyeckuin nNekapCcTBeHHbI Npenapart”;

4) hapmakoamMHammka W hapMakoKMHETUKA (3@ WCKMOYEHUEM (hapMaKOKUHETUKN FOMEONATUYECKUX FeKapCTBEHHbIX
npenapaToB Y PacTUTENbHbIX NEKAPCTBEHHBLIX MpenapaToB) UMM onucaHne UMMYHOGUOMOMMYECKMX CBOWCTB reKapCTBEHHOIO
npenapara;

€) NokasaHus Ansi NpUMEHEHUs];
) NPOTMBOMNOKA3aHUs ANsi NIPUMEHEHWS;
3) Mepbl NPEAOCTOPOXHOCTU NPU NPUMEHEHUMU;

1) ykazaHue BO3MOXHOCTU M OCOGEHHOCTEW NPUMEHEHUS Y BEPEMEHHbIX KMBOTHbIX, Y XMBOTHbLIX B Mepuog Nakrauuu, y
MOTOMCTBA XMBOTHbIX;

K) peXum [03MpoBaHusi, cnocob BBeOEHUS M NPUMEHEHWs, Mpu HeobXoAMMOCTW BpeMsi MpUemMa neKapCTBEHHOro
npenapata Ans BeTePUHapHOro NpUMEHEHUS, NPOAOIKUTENBHOCTb NEYEHS;

J'I) BO3MOXHble MOBOOYHbIE OEeNCTBus, HexenarterbHble peakuun npun npuMeHeHun JIeKapCTBeHHOro npenaparta Aand
BE€TEPUHAPHOIo NpuMeHeHunA;

M) CUMMTOMbI NEPEaO3NPOBKM, MEPbI MO OKa3aHWIo NMOMOLLW MPY Nepeao3npPOBKE;
H) B3aMMoZeWcTB1E C APYrMMU NeKapcTBEHHbIMM NpenapaTtamu U (M) Kopmamu;
0) chopMbl BbiNycka JiekapCTBEHHOIO npenapara Ans BETEPUHAPHOTo NPUMeHEeHUs!;

n) ykasaHue (nNpy HeobGXoAMMOCTM) OCOBEHHOCTEN [ENCTBUSA JIEKapCTBEHHOro npenapata fAnsi BETEPUHAPHOro
NPUMEHEHMS NPY NEPBOM NPUEME WM MPU €70 OTMEHE;

p) onucaHue (npu HeobxoQMMOCTK) OeNCTBUIA crieumanicTa B obnacTtn BeTepuHapun, Bragenbla XXMBOTHOIO Npu Nponycke
nprvemMa OHOW MMM HECKOINbKUX 403 NeKapCTBEHHOro npenaparta A5is BETEPUHAPHOro NPUMEHEHNs;

(MoanyHKT B pegakumun, BBeAeHHoN B gercteue ¢ 13 aBrycta 2019 roga PenepanbHbiv 3akoHoM OT 2 asrycta 2019 roga N
297-03. - CM. NpeAblayLLyio peaakuuio)

C) CPOK rogHOCTU M yKa3aHue Ha 3anpet npuMmeHeHud NekKapCTBEeHHOro npenapara and BeTepuHapHOro npuMeHeHusa no
NCTe4eHnn cpokKka rogHoCTu,
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06 obpalLeHun nekapcTBEHHbIX CpeacTB (C M3MeHeHusAMM Ha 19 aekabps 2022 ropa) (pegakums, gercTeytolas ¢ 1 mapta 2023 Ctpanuua 32
roga)
®edeparnbHblli 3akoH om 12 anpens 2010 e. Ne 61-@3

T) YCNOBMS XpaHeHWs;

y) yKasaHMe Ha HeobGXOAUMOCTb XpaHeHWs NeKapCTBEHHOro npenapaTta AN BEeTepuHApHOro MPUMEHEHUst B MecTax,
HEeQOoCTYMHbIX AN AeTei;

cb) YKa3aHue (I'Ipl/l HeO6XOD,I/IMOCTI/I) cneynanbHbIX Mep npeagoCTOPOXHOCTU NMpU  YHUYTOXEHUU HEUCNOoJIb30BaHHbIX
NeKapCTBEHHbIX NpenapaTtoB OJ14 BETEPUHAPHOIo NpuMeHeHuns;

X) CPOKM BO3MOXHOIo uncCnonb3oBaHMA NpoaykKuun XMBOTHOIO MPOUCXOXKAOEHUA Nocne BBeAEeHUA XUBOTHOMY
NeKapCTBEHHOro npenaparta ona BeTepuHapHOro npuMeHeHus;

L) yCrioBus OTnycka;

4Y) HaMMEHOBaHWA W agpeca NPOW3BOACTBEHHbLIX NIOWAA0K MNPOU3BOAUTENS JEKAPCTBEHHOrO Mpenapata Aans
BETEPUHAPHOTO NPUMEHEHWS;

W) HaumeHoBaHMEe, afpec opraHu3auuu, YMNOMHOMOYEHHOW [fepaTenem Wnu BragenbueM  perncTpauyMoHHOro
yOOCTOBEPEHUS NIEKAPCTBEHHOTO npenapaTa Ha NpUHSTUE NpeTeH3nii oT noTpebuTens;

8) MPOEeKTbl MaKeToB I'IepBI/I"IHOIZ YyNnakoBKN W” BTOpI/ILIHOIZ YNakKoBKU IeKapCTBEHHOro npenaparta nOnAa BeTepuHapHOro
NMPpUMEeHeHunA;

9) cnepyloLime CBeAeHUsI O NIEKapCTBEHHOM Npenaparte Assi BETEPUHAPHOrO NPUMEHEHUS:

a) onucaHue 1 CoCcTaB NeKapCTBEHHOIO Npenapara Ans BETEpUHapHOro NPUMEHEHUS;

0) onucaHue hapmaueBTUYECKON pa3paboTku;

B) onucaHue npouecca MpOM3BOACTBA WM €ro KOHTPOMs, NMOANWCaHHOEe B MOpsifKke, YCTAaHOBMNEHHOM B COOTBETCTBMM C
YyacTbio 1 HacTosLen cTaTby,;

(MognyHKT B pegakumu, BBegeHHom B gencteue ¢ 13 aBrycta 2019 roga PenepanbHbiM 3akoHoM oT 2 aBrycta 2019 roga N
297-03. - CM. NpeablayLLY0 PeAAKLINI)

) onucaHue KOHTPONsS KPUTUYECKUX CTaaMi MPOM3BOACTBA U MPOMEXYTOYHOW MpOAyKUWMM, MOAMMCAHHOE B NOpsiake,
YCTaHOBINEHHOM B COOTBETCTBUM C YacTbio 1 HACTOALLIEN CTaTh;

(MoanyHKT B pedakumuv, BBeAeHHOM B Aericteue ¢ 13 aBrycta 2019 roga PenepanbHbiM 3akoHoM OT 2 asrycta 2019 roga N
297-®3. - CM. NpeaplAyLLY0 PeaaKLmio)

O) HavMMeHoBaHuMs U agpeca paspaboTuvka, gepxatens wnu  Bragenbla pPerncrpauuoHHOro  yAOCTOBEPEHMS
nekapcTBEHHOrO npenapara, NPOM3BOACTBEHHbLIX MMOLLAA0K NPOM3BOAUTENS NEKAPCTBEHHOMO Npenaparta Afs BETepUHapHOro
NPUMEHEHUST C YKasaHMeM CTaaui TEXHOMOrMYEeCKoro MpoLecca, OCYLLUEeCTBMASIEMbIX Ha MNPOM3BOACTBEHHbLIX MNIoLagKkax
npou3BoOANTENS NeKapCTBEHHOIO Npenaparta Afs BETEPUHAPHOIo NPUMEHEHUS;

(MognyHKT B pedakumu, BBeAeHHOW B aencteue PenepanbHbiM 3akoHoM OT 13 uionga 2015 ropga N 241-93; B pegakumm,
BBeOeHHon B pgencteue ¢ 13 aerycta 2019 roga PepepanbHbiM 3akoHoM oT 2 asrycta 2019 ropa N 297-903. - Cwm.
OReablAyLLYI0 peaakumio)

e) hapmaneBTMHECKAst COBMECTUMOCTb;

) MUKPOBMONOrNYeCckne XxapakTepuUCTUKK;

3) MaTepuanbHbIil 6anaHc Ans Npou3BoAcTBa CEPUM FOTOBOMO NPOAYKTa;

1) onncaHne xapaKkTePUCTUK N CBOMCTB YNakoBOYHbIX MaTEPUAsioB U YKYNOPOYHbIX CPELCTB;
K) JOKYMeHTanbHOe NOATBEPXKAEHME (BanuaaLusl) NpoLeccoB U (Mnn) UX OLEHKa;

n) TpeboBaHMs Kk Ka4ecTBy BCMOMOraTenbHbIX BeLecTB (cepTudmkaT, cneumdgmrkanms Ha BcrioMoraTernbHble BeLecTsa n ux
obocHoBaHue);
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06 obpalLeHun nekapcTBEHHbIX CpeacTB (C M3MeHeHusAMM Ha 19 aekabps 2022 ropa) (pegakums, gercTeytolas ¢ 1 mapta 2023 Ctpanuua 33
roga)
®edeparnbHblli 3akoH om 12 anpens 2010 e. Ne 61-@3

M) aHalnnTU4eCKne MeToankum, ncrnonbldyemble NMpu OCyLLECTBIIEHUN KOHTPONA Ka4yeCTBa BCroMoraTesibHbIX BELWEeCTB;

H) OOKyMeHTalnbHOe noaTBepXxaeHue (BaJ'IVIﬂ,aLl,I/IFI) aHalmMMTU4eCKnX MeToduK, Uucnonb3yemMbliX MNpu OCyLleCTBIEHNN
KOHTPOJIA Ka4ecCTBa BCromMoraTtesibHbIX BELWECTB;

O) VIH(*)OpMaLI,MFl 06 ncnonb3oBaHMM BCNnoMoraTenbHbIX BELLECTB YENTOBEYECKOro U XXMBOTHOMO NPONCXOXOEHUA;

n) nognyHkT yTpatun cuny ¢ 13 aerycta 2019 roga - PenepanbHbl 3akoH oT 2 aerycta 2019 roga N 297-03 - cwm.
OpeablayLlyo penakLnio;

p) TpeboBaHUsi kK Ka4ecTBY NEKAPCTBEHHOIO Npenapara A1t BETEPUHAPHOIO NpUMeHeHUs (cepTudumkart, cneumndukaums Ha
neKapCTBEHHbIN npenapaTt n nx 060cHoBaHKE);

C) aHanuTU4yeckne METOOMKU, UCMONb3yeMble MPU OCYLLECTBIEHUN KOHTPOMSA KayecTBa NlekapCTBEHHOro rnpenapara ans
BETEPMHAPHOIO NPUMEHEHWS;

T) OOKyMeHTalnbHOe noaTBepXaeHune (BaJ'II/IJJ,aLI,VIﬂ) aHaNMUTUYEeCKUX METOAUK, WUCNOoNb3yeMblX MNpu OCYyLLeCTBIIEeHUN
KOHTpONA Ka4vyecTBa NNeKapCTBEHHOrIO npenaparta and BeTepuHapHOro npuMeHeHun4d;

y) [IOKYMEHT, NOATBEPXKAAIOLMA KaYeCTBO NeKapCTBEHHOro npenapara Tpex NPOMbILLIIEHHbIX cepuii (MPOTOKoN aHanvsa
WM cepTudMKaT aHanusa), odHa Cepust KOTOPOro OOrkHa coBnafath C cepuelt obpasua nekapCTBEHHOro npenapara,
MOAAHHOTO Ha PEermcTPaLmio;

&) XxapakTepucTuka npumecen;

X) nepeyvyeHb CTaHOAPTHbIX O6pa3LI,OB, ncnonb3dyembiX nMnpu  OCYLWEeCTBNEHUN KOHTPONA KayecTBa J1eKapCTBEHHOIo
npenapara gna BeTepnHapHOro NnpuMeHeHun4;

L) AaHHble 0 CTAabMNBHOCTM NIEKapCTBEHHOIO Npenapara Ans BETEPUHAPHOTO NPUMEHEHUS;

10) konusa JOKyMeHTa, coAepxallero MHPOPMaLMIO O HanM4mMm unum 06 OTCYTCTBMU (PAKTOB perncTpaLumn nekapCcTBeHHOro
npenapaTta ans BeTepuHapHOro NnpuMeHeHus 3a npegenamu Poccunckon ®enepaumm;

11) cornacve B nMCbMEHHOW opme, MPEedyCMOTPEHHOE YacTblo 7 HaCTodulen CTaTbu, B Cryvyae perucrpauuu
BOCMNPOM3BEAEHHOMO NNeKapCTBEHHOIO nNpenapara;

(MyHKT B pegakuun, BBeaeHHoN B fencteme PenepanbHbiM 3akoHom oT 13 utong 2015 rona N 241-93. - CM. npenplayLLyo
penakumio)

12) Konuna OOKyMeHTa Ha PYyCCKOM A3blke, 3aBepeHHOro B yCTaHOBJIEHHOM nopAAke n noareepXxaatouwero npaBoOMO4YHOCTb
3aaBlieHnda o rocy,qapCTBeHHon perncTtpaunm nekapCtBeHHOro npenaparta gna BeTepmHapHOro npuMeHeHunsa (ﬂ,OBepeHHOCTb);

13) cBegeHns o rocyaapCTBEHHOM perncTpauum reHHO-MHXeHEPHO-MOANMULNPOBAHHBIX OpraHM3MoB, NpegHa3HaYeHHbIX
ONs BbiMycka B OKpY)XaloLyto cpegy (Npv rocyaapCTBEHHOW perMctpaumu NekapcTBEHHbIX npenapaTtoB Ansi BETepUHapHOro
NPUMEHEHMUS1, MOMYYEHHbIX C MPUMEHEHUEM TF€HHO-UHXEHEPHO-MOANMMLMPOBAHHBLIX OPraHM3MOB WM coAepXXalluMx Takue
opraHuambl).

(MyHKT gononHuTenbHo BkMtodeH ¢ 13 aBrycta 2019 roga ®enepanbHbiM 3akoHoM 0T 2 aBrycta 2019 rona N 297-03)

4. MNpw npoBeaeHNM YCKOPEHHOWN NpoLeaypbl 3KCNepTM3bl NEKAapCTBEHHOrO rnpenaparta Ans BeTepnHapHOro NpMMeHeHus B
Lensax ero rocygapcTBEHHOW peructpauumM BMECTO oTyeTa paspaboTymka O pesynbratax OOKMMHUYECKOro MCCrieqoBaHust
neKkapcTBEHHOro cpeacTBa Ars BETEPUHApPHOro NpUMEHeHNs MOXeT BblTb npeacTaBneH 0630p Hay4yHbIX paboT O pesynbratax
JOOKIMHNYECKOrO UccrieaoBaHnsi pedepeHTHOro NeKapCTBEHHOro npenapaTta Ons BeTepPUHAPHOro MPUMEHEHUs, a BMECTO
oTyeTa O pesynbTatax KIMHUYECKOro MUCCrNedoBaHUs NeKapCTBEHHOro npenaparta Ofis BETePUHAPHOTO NMPUMEHEHUSI OTYET O
pesynsTaTax MccrneaoBaHui OGMO3KBMBANEHTHOCTU BOCTPOW3BEOEHHOINO JIEKAPCTBEHHOIO npenaparta ans BeTepUHapHOro
NPUMEHEHNSI.

(YacTb B pepakumu, BBegeHHon B gencteme ¢ 13 aerycta 2019 roga ®enepanbHbiM 3akoHoM OT 2 aerycta 2019 roga N
297-®3. - CM. NpeapAyLLYI0 PeaaKLmio)

[okyMeHT coxpaHeH ¢ noptana docs.cntd.ru — anekTpoHHoro coHaa us 6onee 25 000 000 HopMaTUBHO-NPABOBbLIX U HOPMATUBHO-TEXHUYECKUX JJOKYMEHTOB


http://docs.cntd.ru/
http://docs.cntd.ru/document/560855147#7DK0KB
http://docs.cntd.ru/document/542651148#AAE0NS
http://docs.cntd.ru/document/902209774#A8Q0NE
http://docs.cntd.ru/document/420287116#7D60K4
http://docs.cntd.ru/document/420288129#A820NA
http://docs.cntd.ru/document/560855147#7DK0KB
http://docs.cntd.ru/document/560855147#7DM0KC
http://docs.cntd.ru/document/542651148#A8E0NC

06 obpalLeHun nekapcTBEHHbIX CpeacTB (C M3MeHeHusAMM Ha 19 aekabps 2022 ropa) (pegakums, gercTeytolas ¢ 1 mapta 2023 Ctpanuua 34
roga)
®edeparnbHblli 3akoH om 12 anpens 2010 e. Ne 61-@3

5. Ha akcnepTtusy pas3nunyHbix NeKkapCTBEHHbIX hOpM OOHOrO M TOrO Xe JIEKapCTBEHHOro npenapara Ans BETepUHapHOro
NPUMEHEHWS 3asiBUTENb NPEeACTaBNSAET OTAeNbHbIE 3asiBNEHUS U PEMMCTPALUOHHBIE AOChE Ha KaXayH NeKapCTBEHHYO hopmy.
Mpu ycnoBuM OOHOBPEMEHHOW MOOAYM Ha SKCMEepTU3y OOHOW JNEeKkapCTBEHHOM OpMbl C  pPasfMYHbIMU  [03UPOBKOM,
KOHLeHTpaunen, o00beMoM 3asBUTENb NPEACTABMSET OQHO 3asiBNIEHME U PEermcTpalMoHHOE AOCbe C MPUIOXEHMEM MaKeToB
NepPBUYHOM YMNAKOBKM M BTOPWYHOM YMakoBKW. Ha makeTax nepBUYHOWM YMakoOBKM M BTOPUYHOWM YMaKOBKW yKa3blBalOTCS BCE
npon3BoANMbIE [03UPOBKM, KOHLUEHTpauuuM, obbeMbl M KONMMYECTBO [03 B YMNAKOBKE I€KApCTBEHHOro Mpenaparta Aans
BETEPUHAPHOrO NPUMEHEHMUSI.

(Yactb B pegakuun, BeegeHHon B gencteme ¢ 13 aBrycta 2019 roga ®eaepanbHbiM 3akoHoMm oT 2 asrycta 2019 roaa N
297-®3. - CM. NpeablayLLY0 PeAAKLN)

6. B cnyyae HenpegcTaBneHusi C 3asiBNIEHMEM O TOCYyAapPCTBEHHOW PeErncTpaumMm nekapCTBEHHOro npenaparta Aans
BETEPUHAPHOIO MPUMEHEHUS OOKYMEHTOB, MOATBEPXAAMOLWMX YNnaTy rocygapCTBEHHOW MOLUSIMHBLI U yKa3aHHbIX B OYHKTE 7
YacTun 2 HacTosulen CTaTbu, CBEAEHUM O JIMLEH3MSX, YKasdaHHbIX B OyHKTax 1 M 2 4yactu 3 HacTosulen cTaTtbu, a Takke
BbldaBaembIx (NPeaoCTaBnsieMbIX) YMNOMHOMOYEHHbIMU doedeparnbHbIMU OpraHamMmn UCMONHUTENBHON BNacTu OOKYMEHTOB
(cBegeHwn), ykasaHHbIX B OyHKTe 2_1 YacTy 3 HaAcTosLlen CTaTbW, YNOMHOMOYEHHbIM dheaepanbHblli OpraH UCMONHUTENbHON
BMacTU 3anpallMBaeT YyKasaHHble [JOKYMEHTbl (CBedeHus)) B MNopsigke  MEXBELOMCTBEHHOrO  MH(OPMAaLMOHHOIO
B3anUMOLENCTBUS.

(YacTb B pepakuum, BBeaeHHon B aericteue ¢ 1 aHBapsa 2021 roga ®enepanbHbiM 3akoHOM OT 27 nekabpa 2019 roga N
478-03. - CM. NpeabIAyLLYI0 PDEAAKLIMIO)

7. He Oonyckaetca UCnoJjib30BaHNE B KOMMEPYECKMX Uenax VIH(bOpMaLI,I/II/I O pegynbratax OOKIMUMHUYECKUX nccrnegoBaHum
NeKapCTBeHHbIX CcpeactB U KIMHUYECKUX nccrnegoBaHum JNIeKapCTBEeHHbIX MnpenapatoB AJid BETEPUHAPHOIo npuMeHeHus,
ﬂpe,D,CTaBJ'IeHHOVI 3aasuTenemMm and rOC)/LI,apCTBeHHOVI pernctpaumn nekapcTtBeHHbIX npenaparos, 0e3 ero cornacusa B TeyeHue
LeCTn neT Cc AaTtbl FOCWJ,apCTBeHHOIZ perncrpauunmn ped)epeHTHoro J1IeKapCTBEHHOro npenaparta B Poccuinckon d)e,qepauvlw.

8. [Hepxartenb wvnu Bnagenewl PperncTpauMoHHOIO YOOCTOBEPEHUSA NeKapCTBEHHOrO npenapata Ans BeTepUHapHOro
NPUMEHEHNs1 NpeacTaBnsieT B YNOMHOMOYEHHbIN dheaeparnbHbli OpraH WCMNOMHUTENbHOW BNAcTX OTYET MO pesynbraram
dapmakoHaa3opa OAMH pas B LUECTb MECSILEB B TEYEHWe ABYX JET Mocne rocygapCTBEHHOW perucrpaumm NekapCTBEHHOro
npenapata B Poccuiickon ®egepaunm, 3ateM eXerogHo B TeYEHWe Nnocrnenyowmx Tpex fneT n B AanbHenWemM OguH pa3 B Tpu
roga.

(Yactb gononHuTenbHO BkNtodeHa ¢ 13 aBrycta 2019 roga ®enepansHbiv 3akoHoM OT 2 aBrycta 2019 rona N 297-93)

(Ctatbs B pepakunn, BBeaeHHon B gencteme ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM oT 22 aekabpsa 2014 rona N
429-®3. - CM. mpeablayLLyo PDeAAKLMI)

KommeHTapum k ctatbe 17

CTATbSA 18. NOOJAYA N PACCMOTPEHUE 3AABINEHUA O TOCYOAPCTBEHHOW PEMMCTPALIUN
NEKAPCTBEHHOI'O NMPENAPATA OnA MEAUMLUUHCKOIO NPUMEHEHUA

(HanmeHoBaHue B pegakumm, BBeeHHol B Aenctaure ¢ 1 nonsa 2015 roga PenepanbHbiM 3akoHOM 0T 22 nekabpa 2014 rona N
429-®3. - CM. NpeablAyLLYI0 PeAaKLMIO)

1. OInsa rocyaapCTBEHHOW perMcTpaumm NnekapcTBEHHOro npenapara Ans MeguUUHCKOro NpUMEHEHMS opuanyeckoe nuuo,
Jencteyoliee B COOBCTBEHHbIX MHTEpecax MU YMONHOMOYEHHOE MPEeACTaBnsATb MHTEPEChl APYroro HpuUAMYEcKOoro nuua wu
3asBNAOLLEE NEKApCTBEHHbIV MpenapaTt Ha roCyAapCTBEHHYIO perucTpauvio (Oarnee B HaACTOsILLEN cTaTbe - 3asBUTENb),
npencTaensieT B YNOMHOMOYEHHbIN dedepanbHbii OpraH WCMOMHUTENBbHOW BMacTW, OCYLUECTBASIOWMA FOCYLAPCTBEHHYHO
pervcTpaumio nekapCTBEHHbIX NpenapaTtoB AN MEAMLUHCKOrO NMPUMEHEHUS, B SNTEKTPOHHON hopMe U Ha ByMakHOM HocuTene
3asBiEeHME O TOCYQapPCTBEHHOW pPEerncTpauum rekapcTBEHHOrO npenaparta Ans MeauuMHCKOro MPUMMEHEHMs, a Takke B
nopsiake, YCTaHOBIEHHOM YMOSTHOMOYEHHbLIM dhefeparnibHbIM OpraHoOM MCMOMHUTENBHOW BMacTW, B 3MIEKTPOHHOW hopMe U Ha
OymMaXHOM HocuTene HeobXoauMble AOKYMEHTbI, M3 KOTOPbIX (hOPMUPYETCS pPEermcTpaluMoHHOe [OoCbe Ha feKapCTBEHHbIN
npenapat ans MeguuUMHCKOro NPUMEHEHNS.

(Yactb B pegakuuun, BBegeHHoun B aenctene ¢ 1 nonsa 2015 roga PegepanbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-

®3. - Cm. npeapiayLLyo PeAAKLNI)

2. B 3asiBneHMM O rocygapCTBEHHOW permctpauun fekapCTBEHHOro npenapata Ans MEAUUMHCKOrO MNpUMeHeHust
yKasblBatoTCA:

1) HauMeHoBaHWe, afpec 3asBUTENS W MPOU3BOAMTENS JIEKapCTBEHHOro npenapaTta AN MeAMLMHCKOrO MpUMEHEHUS,
cBefleHns 06 UX perucTpauuy B Ka4ecTBe HaroronnaTtenblimka B cTpaHe pernctpaummn (4ns poCCUMCKUX opUaNYecKUX nuy -
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06 obpalLeHun nekapcTBEHHbIX CpeacTB (C M3MeHeHusAMM Ha 19 aekabps 2022 ropa) (pegakums, gercTeytolas ¢ 1 mapta 2023 Ctpanuua 35
roga)
®edeparnbHblli 3akoH om 12 anpens 2010 e. Ne 61-@3

naeHTUMUKaLMOHHbIA HOoMep Hanoronnatenswuka (MHH), ona mvHOCTpaHHbIX OpuaMYEcKMX nuL - CcTpaHa perucrpauuu,
HanMeHOBaHWe pPerncTpupyrLlero opraHa, PerucTpauMoOHHbIA HOMep, KoA Harnoronfartenbliuka B CTpaHe perucrpauuu
(MHKOpNOpaumMn) MnNu ero aHanor) U agpec Mecta OCyLleCTBMNEHWs NPOU3BOACTBa NEKapCTBEHHOro npenapara (B crnydvae
HanNU4Msi HECKOMbKMX YYaCTHMKOB Mpouecca ero npomssBoAcTBa HEOOXOAMMO yKasaTb KaXOoro yYyacTHMKa B COOTBETCTBMM C
OCYLLECTBISIEMON CTagnen Npon3BOACTBA);

(MognyHKT B pegakumu, BBeaeHHon B aencteme ¢ 1 aHBapsa 2018 roga PenepanbHbiM 3akoHOM OT 28 nekabpa 2017 roaa
N 425-93. - CM. OpeablayLLYIo peaakLumio)

2) HanMeHOoBaHWe neKkapCcTBeHHOro npenapara anda MeanumnHCKOro npuMeHeHunq (MemyHapop,Hoe HenaTeHToBaHHOE, Unn
rpynnnpoBoYHOE, Ui XmMmn4yeckoe 1 Toproesoe HaMMeHOBaHMH);

3) nepeveHb [OeWCTBYIOLLMX M BCMOMOraTenbHbIX BELLECTB, BXOASWMX B COCTaB JEKAPCTBEHHOrO rnpenaparta Aans
MeOMLMHCKOTO NMPUMEHEHUS], C YKasaHUeM KONMMYECTBA KaXaoro U3 HUX;

4) nekapcTBeHHas hopmMa, OO3MpOBKa, Crocobbl BBEAEHWS U MPUMEHEHUsl, CPOK FOAHOCTU FEKapCTBEHHOrO Npenapara
ANst MEQULMHCKOIO NMPUMEHEHWS;

5) cdapmakoTepaneBTuyeckas rpynna, ko4 aHaToOMO-TepaneBTUYECKO-XUMUYECKOW KrnaccudmKkauum, pekoMeHO0BaHHOM
BcemupHo opraHusauueit 3apaBooOXpaHeHus, 3asiBnsieMble MoKasaHus O NPUMEHEHUs1 NeKapCTBEHHOro npenapara Ans
MEANLIMHCKOIO MPUMEHEHUS;

6) OoTCyTCTBUE HeobxoamMmocTun npegocrtaeneHna ot4dyeTa O pesdylnbratax KIMHUYEeCKOro uccrieooBaHusd, unccnenoBaHuA
OVO3KBMBANEHTHOCTH NeKapCTBEHHOro npenaparta, pa3peleHHoro ana MmegmunHCKoro npuMmeHeHna B Poccuiickon d)e,qepauvm
bonee gaguaTu net, ¢ YKasaHnem HopMaTuUBHbIX MPaBOBbIX aKTOB, NoATBepXAaaroLwmnx OaHHbIN CPOK NPpUMEHEHUA;

7) HeobxogmmocTb ocdbopMreHua paspelleHnss Ha BBO3 B Poccuiickyio  degepauumio  KOHKPETHOM  napTum
3aperncTpupoBaHHbiX U (UNKN) He3aperucTpMpoBaHHbIX FeKapCTBEHHbIX CPeacTB, NpedHas3Ha4YeHHbIX [Ans NpoBedeHust
3KCNEepPTM3bl NIEKAPCTBEHHbLIX CPEACTB B LIENSAX rOCYAapCTBEHHON perncTpauuu;

8) HeoOXoOMMOCTb NPOBEAEHUS 3KCNEPTU3bl [OKYMEHTOB, MPEACTaBIIEHHbIX AN ONpPeaerneHns BO3MOXHOCTU
paccmaTtpuBaTb JeKapCTBEHHbI npenapaTr [ans MEeAMUMHCKOrO MpYMEHEHUs MpU  OCYLLECTBIIEHUM TOCYOAapCTBEHHOW
perucTpaummn B ka4yecTBe opdaHHOro NEKapCTBEHHOTO Npenapara;

9) HeOBXOAMMOCTb NMPUMEHEHMS] YCKOPEHHOM NpOoLEAYpbl 9KCNEPTU3bl NIEKapCTBEHHbIX CPEACTB B LIENSIX rOCyAapCTBEHHOM
perucTpaummn nekapcTBEHHOro npenapara;

10) kONUK JOKYMEHTOB, NOATBEPXKAAOLLMX YNNaTy rocyaapCTBEHHOW MOLLMMHBI:

a) 3a MpoBeAEeHWE OKCMepTW3bl [OKYMEHTOB, MNPEACTABMNEHHbIX AN OnpedeneHns BO3MOXHOCTM paccMaTtpusaTh
NeKapcTBEHHbIN npenapar Ons MEeAULIMHCKOrO NMPUMEHEHWUS NPU OCYLLECTBNEHUN rOCY0apCTBEHHOW PEerucTpaLmmn B KayecTse
opdaHHOro NeKkapcTBEHHOro npenapara;

6) 3a npoBegeHune 3KCnepTtun3bl KadecTBa J1eKapCTBEHHOro cpeactesa M 3KCNepTu3bl OTHOLUEHUA OXuMaaemon nonb3bl K
BO3MOXHOMY PUCKY NPUMEHEeHUA NeKapCTBEeHHOro npenapara, pa3peleHHoro ona MeauumMHCKoro npuMmeHeHnsa B Poccuinckon
dDe,qepau,MM bonee gBaguartu ner, npu ocywlecTBieHnmn rocynapCTBeHHon permncrpaumnmn nekapCcTtBeHHOro npenapara;

B) 3a MpoBedeHWE 3KCMepTU3bl Ka4yecTBa NEKAPCTBEHHOTO CPEACTBA WM 3KCMEPTU3bl OTHOLLEHWUS OXUAAEMOW Monb3bl K
BO3MOXXHOMY PUCKY MPUMEHEHUSI NEeKapCTBEHHOro npenapara Ans MegULMHCKOTO MPUMEHEHUS| MPW €ro rocyaapCTBEHHOW
perucTpaumu;

r) 3a npoBegeHWe 3KCMepTU3bl KavyecTBa NEKAPCTBEHHOTO CPeACTBa W 3KCMEepTU3bl OTHOLUEHUS OXMAAeMoW Mosb3bl K
BO3MOXXHOMY PUCKY MPUMEHEHUsI NeKapCTBEHHOro npenapaTta Ans MeOUUMHCKOTO MPMMEHEHUs, B OTHOLUEHUM KOTOPOro
NnpoBeAeHbl MeXayHapoaHble MHOMOLEHTPOBbIE KIMHUYECKWE WCCNedoBaHUsi, YacTb M3 KOTOpbIX MpoBegeHa B Poccuiickoi
depnepaumn, Npu ocyLECTBIIEHNM FOCYAAPCTBEHHON perncTpaumum ekapcTBeHHOro npenapara;

11) Hanun4yme cornacna npou3BoauUTENA JIeKapCTBEHHOIO nMnpenapara, npom3BoACTBO KOTOPOro OCYLUEeCTBIAEeTCA 3a
npegenamMmm Poccuiickon CDe,u,epau,MVl, Ha npoBeaeHne WHCNEKTUpoBaHUA npoun3BoauTernda Ha COOTBeTCTBue TpeﬁOBaHI/IFlM
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npaswus Hagnexawen NPon3BoACTBEHHOW NMPAKTUKK;
12) Hanuume cornacus, NpeaycMOTPEHHOrO YacTbio 18 HacTosLeln cTaTbuy;

13) ykasaHve BuAa NeKapCTBEHHOro npenaparta, NpeacTaBfiEHHOrO Ha perncTpauunio (pedepeHTHbIN NeKapCTBEHHBIN
npenapaTt, BOCMPOU3BEAEHHLIA NeKapCTBEHHbIA MpenapaTt, OWOoNorMyecknii NekapcTBEHHLIN npenapar, OuoaHanoroBblf
(6ronogo6GHbIN) NnekapCTBEHHBLIM npenapaT (buoaHanor), romeonaTtuyeckuii NEKapCTBEHHbIM Mpenapar, feKapCTBEHHbIN
pacTuUTenbHbIV Npenapar).

(Yactb 2 B pegakumun, BBegeHHon B gencteme ¢ 1 uona 2015 roga PenepansHbiv 3akoHoM oT 22 nekabps 2014 rona N
429-®3. - CM. mpeablayLLyo PDeAAKLn)

3. PernctpaumoHHoe OOCbe Ha NekapCTBEHHbIM npenapat Ans MeguuMHCKOro npuMeHeHus npegoctaBnseTrcs B oopme
06LLEero TeXHNYECKOro AOKyMEHTa.

(Yactb B pegakuun, BBeaeHHon B gencteue ¢ 1 sHeaps 2016 roga PenepanbHbiM 3akoHOM OT 22 nekabps 2014 rona N
429-03. - CM. mpeablayLLyI0 PEAAKLIMIO)

4. Pasgen gokyMeHTaumMm agMUHUCTPaTUBHOMO XapakTepa BKItovaeT B cebsi:

1) 3asiBNeHMe O rocynapCTBEHHOW perncTpauum rekapCTBEHHOro npenapaTta Ans MeOUUMHCKOTO MNPUMEHeHus B
3MEeKTPOHHOI hopme 1 Ha BymakHOM HocuTene;

2) KOMWI0 AOKYMEHTA Ha PYCCKOM $13blKe, 3aBEPEHHOr0 B YCTaHOBIEHHOM MOPSIAKE W NOATBEPXAALIErO NPAaBOMOYHOCTb
3anBUTENSI NoaaBaTb 3asiBIEHWE O T[OCYAApPCTBEHHOW PErMcTpaumMu JekapcTBEHHOro npenapata Ans MeauUMHCKOro
NpUMeHeHWs (LOBEPEHHOCTb);

3) cBegeHns o aate NpefoCcTaBreHus N permcTpaunmoHHOM HOMEpPE NULEH3MM Ha NPOU3BOACTBO NEKAPCTBEHHbLIX CPEACTB
UM CcBeAeHuss O pJaTte npedocTaBneHUs U PerucTpauuMoHHOM HOMepe 3akfiYeHUs O COOTBETCTBUM MNPOU3BOAUTENS
NneKapCTBEHHbIX CpeacTB TpeboBaHMAM MpaBwun Hagnexallen Npou3BOACTBEHHOW MPaKTWKK, BblAaHHbIX (NMpeaoCTaBrEHHbIX)
YNOSTHOMOYEHHbIM  bedepanbHbiM - OPraHOM  UCMOSIHATENBHOW  BMAcTM B OTHOLUEHWM NPOW3BOACTBEHHOW MNNOLLAAKM
perncTpmpyemoro nekapCTBEHHOro npenapara, B criydyae, ecnm nponsBoacTBO JIEKAapPCTBEHHOMO npenapata ocyLecTBNAeTcsa B
Poccuinckon denepaumu;

(MyHKT B pegakumu, BBegeHHon B genctene ¢ 15 nioHsa 2018 roga PenepanbHbiv 3akoHoOM OT 4 uioHa 2018 roga N 140-
®3; B pegakumm, BBegeHHom B gencteme ¢ 1 aHBaps 2021 roga PenepansHbiv 3akoHOM oT 27 aekabpsa 2019 rona N 478-93. -
CM. NpeablAyLLYIo peaakLmio)

4) Konui NpPeaoCTaBMEHHOW YMOMHOMOYEHHbIM OpraHoM CTpaHbl NPOM3BOAUTENS NUWLUEH3MUM Ha NPOU3BOACTBO
NeKkapcTBEHHOrO Mpenapata U ee MepeBof Ha PYCCKUA s3blK, 3aBEPEHHblIE B YCTAHOBIIEHHOM MOpsSAKe, a Takke KOMuio
3aKIMYEHUS O COOTBETCTBMM NPOU3BOANTENS NTIEKAPCTBEHHBIX CPEeACTB TPeOOBaHUSAM NpaBun Haanexallen Npon3BoACTBEHHOM
NPaKkTUKKU, BbIAAHHOTO YMOMIHOMOYEHHbIM dhefeparibHbIM OpraHOM UCTONMHUTENBHOW BNACTU B OTHOLLIEHUM NMPOU3BOACTBEHHOM
NnowankM perucTpupyemMoro JNeKapCTBEHHOro npenapara, UM KOMUKI0 peLleHnst YNOoNHOMOYEHHOro dedepanbHoro opraHa
WCMOMHUTENBHOW BNactM O MNPOBEAEHUN WHCMEKTUPOBaHUSI MPOU3BOAUTENSI JIEKAPCTBEHHbLIX CPEACTB, B Clyvae, €cnv
Npon3BOACTBO JIEKAPCTBEHHOIO Npenapara OCyLLecTBRAeTca 3a npegenamm Poccuiickon ®epepaumu;

(MyHKT B pegakumu, BBeaeHHon B aencrtene ¢ 15 uoHsa 2018 roga PenepanbHbiv 3akoHoM oT 4 uioHa 2018 roga N 140-
®3; B pegakumm, BBegeHHon B Aencteme ¢ 1 aHBaps 2021 roga PenepanbHbiv 3akoHOM oT 27 Aekabpa 2019 rona N 478-93. -
CM. npeablAyLLYIo peaakLmio)

5) NPOEKT MHCTPYKLMU MO MEAULIMHCKOMY NMPUMEHEHMIO NEKAPCTBEHHONO Npenaparta, coAepkallel crieaytolume CBeaeHus:

a) HauMMeHOBaHWE JleKapCTBEHHOro mnpenapaTta (MeXxayHapogHoe HenmaTeHTOBaHHOe, WM  rpynnMpoBOYHOE, UMK
XUMUYECKOE M TOProBOE HaMMEHOBaHWS);

6) nekapcTBeHHasi opma C yKasaHMEM HaVMEHOBaHWA W KONMMYECTBEHHOTO COCTaBa [EWCTBYIOLUMX BELLECTB U
KauyeCcTBEHHOro cocTaBa BCMOMOraTenbHbIX BelecTB (Mpyv HeoBXoaMMOCTM KONMMYECTBEHHOTO COCTaBa BCroMoraTeslbHbIX

BELLECTB);

B) onncaHwue BHelWHero snaa nekapCTtBeHHOro npenapara gna meanunHCKoro npMMeHeHus;
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r) PU3NKO-XMMUYECKNe CBOMCTBA (ANs pagnodapmaLeBTUYeCKUX NeKkapcTBeHHbIX NpenapaTos);
0) dapmakoTepaneBTMyeckasa rpynna, Ko NekapCcTBEHHOro npenapata Ans MeOUUUHCKOro MPUMEHEHUS No aHaToMo-
TepaneBTUYECKO-XMMUYECKON Knaccudumkaumm, pekomeHaoBaHHOW BcemupHoOM opraHvMsauuen 3apaBoOXpPaHEHus, Unu

yKasaHue "romeonatmnyecknii nekapcTBeHHbIN npenapat”;

e) dhapmakoaMHamMuka U hapMakoKMHETMKA (33 MCKMoYeHneM apMaKkoOKMHETMKU FOMEeonaTUYecKUX eKapCTBEHHbIX
npenapaTtoB 1 pacTUTENbHbIX NTEKaPCTBEHHbIX NpenapaTos);

) nokasaHusa Ansi NPUMEHEHWS;
3) NPOTUBOMOKa3aHWs ANs NPUMEHEHWS;
1) Mepbl NPeaOCTOPOXHOCTU NPU NPUMEHEHWUN;

K) ykazaHue BO3MOXHOCTU U OCOBGEHHOCTEW MPUMEHEHMST NeKapCTBEHHOro npenaparta Anst MeguUMHCKOro NpUMEHEHMS

ﬁepeMeHHblMI/l XeHLWNnHaMu, XeHWnHaMmm B nepuo rpygHoro BCKapmMmnuBaHua, 4eTbMU, B3pPOCIbIMU, UMELWNMN XPOHNYECKne
3aboneBaHus;

J'I) pexnm Oo3mpoBaHuA, cnocobbl BBeAEHNA N NPpUMEHEHUd, Nnpu HeO6XOJJ,VIMOCTI/I BpemMA npmemMma nekapCcTtBeHHOro
npenapara gnda MeaunumMHCKOro npuMeHeHud, npoaornkKNTeNlbHOCTb Jie4eHUA, B TOM 4Yucre 'y AeTen 4o 1 nocrie o4Horo roga;

M) BO3MOXHbIE HEXenaTernbHble peakLymn Npyu NpUMEHEHNN NEKapCTBEHHOIO Npenapara Ans MeAULMHCKOrO NPUMEHEHS;
H) CUMNTOMbI MEPEAO3UPOBKM, MEPbI MO OKa3aHWo MOMOLLYM NPY NePeao3vpPOBKeE;

0) B3aMMogencTeme ¢ ApYriMmn NekapcTBEHHbLIMU NpenapataMmu 1 (Mnu) NULEBLIMU NPoAYKTamu,;

M) bopMbl BbiNycka NekapCTBEHHOIO npenapara;

p) ykasaHue (npyn HeobxoomMMocTh) ocobeHHOCTEN LENCTBUSA NEKAapCTBEHHOrO Npenapara Ans MeguuuHCKOro npuMeHeHus
npu NepBoM Npveme Unn Npu ero OTMEHE;

C) onucaHue (Npu HeobXxoaMMOCTM) AEWCTBUIA Bpada (enbawepa) n (unu) naumMeHTa npy nponycke npvema OoaHOM unm
HECKOINbKUX [03 NeKapCTBEHHOrO npenaparta Ans MEAULIMHCKOTO MPUMEHEHUS;

T) BO3MOXHO€ BIIUAHWE TJeKapCTBEHHOro npenaparta Anda MeauuuHCKOro npuMeHeHua Ha CcnocobHoCTb ynpaendaTb
TPaHCNOPTHbLIMU cpeacTBaMn, MeXaHU3MaMU;

y) CPOK oOgHOCTU U yKa3aHume Ha 3anpet npuMeHeHua nekapCTtBeHHOro npenapara and mMeguumnmHCKOro npunmMmeHeHud no
NCTe4eHnn CpoKa rogHoCTu,

@) yCnoBust XxpaHeHus:;

X) yKkasaHue Ha HeoBGXoOMMOCTb XpaHeHWUs NeKapCTBEHHOro npenapaTta Ans MeOWMLUMHCKOro MpUMEHEHUs B MecTax,
HeOoCTYMHbIX ANA AeTen;

U) ykasaHue (Npy HeoBXoaMMOCTM) creunanbHblX Mep MPEegoCTOPOXHOCTM MPU  YHUHTOXEHUU HEeUCnonb3oBaHHbIX
neKapCTBEHHbIX NpenapaToB A1t MeaULMHCKOTO NPUMEHEHUS;

4) yCrioBus OTNycKa;
L) HAMMEHOBaHWA 1 aapeca NPOM3BOACTBEHHbIX NOLWAA0K NPOM3BOAMTENS NIEKAPCTBEHHOTO NpenapaTa;

LIJ,) HanMeHOBaHue, agpec opraHnsaunu, yI'IOJ'IHOMO'vIeHHOIZ gepxarenem wunn Bnagenbuem pernctpaunoHHOro
yAOCTOBEpEeHUA nekapCTBeHHOro npenapara and MegmunHCKOro npuMeHeHna Ha nNpuHATne I'IpeTeH3l/Il7I oT I'IOTp66I/ITerIF|;
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6) MHCTPYKUMKO N0 MEeANUMHCKOMY TMPUMEHEHUKD U  KpaTKyr XapakTepUuCTUKy JeKapCTBEHHOro npenaparta,
yTBEpXOEHHbIEe B CTpaHe Npon3BoanTenA;

7) NPOEKTbl MaKeToB I'IepBVI‘-IHOVI ynakoBkn U BTOpI/Il-IHOI\/‘I YNakoBKK IeKapCTBEHHOro npenaparta Anda MeguumHCKOoro
NpUMEeHeHnA;

8) NpoeKkT HopMaTMBHOW OOKYMEHTALMN UMM HOPMATMBHOIMO JOKYMEHTA Ha flekapCTBEHHbIM MpenapaTt Ans MeavuuHCKOro
NpUMeHeHNs MO0 yKka3aHne COOTBETCTBYIOLLEN (hapMaKONEeNHON CTaTbu;

9) [OOKYMEHT, copepXawmm MHGPOPMAUMIO O Hanmuuum unn o6 oTcyTCcTBUM (DaKTOB Perncrpaumm nekapcTBEHHOMO
npenaparta ansg MeauumMHCKOro NpuMeHeHus 3a npegenammn Poccuinckon degepaumu;

10) KOnWUM JOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBMEHHOM Mopsiake U NOATBEPXKAAOLWMX (haKkT perncTpauum nekapcTBEHHOIo
npenapara B MUHOCTPaHHbIX rOCyjapCTBax B Ka4yecTBe OpdhaHHOro fiekapCTBEHHOTO Npenapara;

11) nnaH ynpasneHus puckamm Ansi GUornormyecknx nekapcTBEHHbIX NpenapaToB Anst MEAULMHCKOIO NPUMEHEHNS;

12) [OKYMEHT O cucTemMe apmakoHag3opa AepxaTens unM  Brnafgenbla perucTpauuoHHOro  YAOCTOBEPEHUS
rnekapcTBEHHOro Npenapara;

13) QOKYMEHT, NoATBEepXKOALWNIA Ka4eCTBO flekapCTBEHHOro npenapara TpexX NPOMbILLIIEHHbIX Cepuii (MPOTOKON aHanusa
unu ceptucmkart aHanusa), ogHa cepusi KOTOPOro AOSkKHA CoBMnagaTh C cepuelt obpasua nekapcTBEHHOro npenapara ans
MEeOVLNHCKOrO NPUMEHEHNs1, NPeACTaBIEHHOrO Ha roCy4apCTBEHHYIO perncTpaumio.

(Yactb B pegakuun, BBeaeHHon B gencteue ¢ 1 sHBapsa 2016 roga PenepanbHbiM 3akoHOM OT 22 nekabps 2014 rona N
429-®3. - CMm. mpeaplayLLyo peaaKLmio)

5. Pasgen xumu4yeckon, papmaueBTUYECKOM 1 BUONorMyeckon OKyMeHTaumMm BKNoYaeT B cebst AOKYMEHTLI, COAepKaLlne
MHopmaumio o hapMaLeBTUYECKOM CyOCTaHUMM U NleKapCTBEHHOM npenapaTte Anst MeAMLMWHCKOro NMpUMEHeHUs1, npolecce
€ro Npou3BoACTBa U METOAAX KOHTPOSS KayecTBa, B TOM YUCTE:

1) KomM OOKYMeHTa, codepXallero cregywowy unHdopmMaumio o dapmaueBTnyeckon cybctaHumm  mnum
dapmMaLeBTMYECKMX CYOCTaHUMSX, BXOASALWMX B COCTaB JI€KApPCTBEHHOrO npenaparta, 3a WCKIYeHuemM uHdopmauumn o
dapmMaLeBTMYECKNX CYOCTaHUMAX, BKMOYMEHHBLIX B [OCYAAPCTBEHHbLIM PEEecTR NEKAPCTBEHHbIX CRPEACTB B COOTBETCTBMM CO
cTatben 34 HacTosulero PenepanbHOro 3akoHa:

(AB3au B penakuun, BBegeHHON B fenctaue ¢ 28 nekadbpa 2019 roga PenepanbHbiM 3aKoHOM 0T 27 Aekabpa 2019 rona N
462-®3. - Cm. NpeablAyLLYI0 PefakLmio)

a) HaumeHoBaHue hapmaLieBTU4ecKon cybcTaHumm, ee CTpykTypa, obLLme CBOMCTBA;

6) HaumeHoBaHWe 1 agpec NPON3BOAUTENS;

B) TEXHOMOIMS1 NPOU3BOACTBA C ONUCAHUEM CTafuMIi NPOU3BOACTBA MU METOL0B KOHTPOMS Ha BCEX CTaausIX MPON3BOACTBA;
r) onucaHue paspaboTku npoLecca Npou3BOACTBA;

[) onMcaHne KOHTPONS KPUTUYECKUX CTafMn NPOU3BOACTBA U NPOMEXYTOYHOW NPOAYKLUNN;

€) AOKYMeHTanbHOe noaTeepXaeHue (Banvagaums) npoLeccoB U (Un) UX OLEHKa;

)K) CBOMCTBA M CTPYKTYpa AENCTBYIOLLNX BELLECTB;

3) XapakTepucTuka npumecen;

n) cneundukaLmsa Ha papmaueBTnyeckyto cybcTaHumio u ee 060CHOBaHME;

K) aHannuTndyeckne MeToaukun, ncnosbdyemMble Npn OCyLLeCTBTEHUN KOHTPONA Ka4yeCTBa d)apMaLLEBTVILIeCKOIZ Cy6CTaHLI,VIVI;
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J'I) OOKyMEeHTallbHOE noATBepXxXaeHune (Banw:\au,m) adHalmMTN4YeCKnXx MeToauK, WUCnorib3dyemMbliX MNpu OCyLleCTBIIeHUn
KOHTpONA Ka4vecTBa d)apMaLl,eBTVNeCKOIZ CyGCTaHLI,VII/I;

M) pesynbTaThbl aHannsa cepui chapmaueBTU4ECKon cybcTaHumm;

H) NepeYeHb CTaHAAPTHbIX 0Opa3L0B MM BELLECTB, UCMOSb3yeMbIX NPY OCYLLECTBEHWUM KOHTPOIS KavyecTBa;

0) ONMcaHne XapakTeEPUCTMK U CBOWCTB YNaKOBOYHbLIX MaTepuarnoB 1 yKYNOpPOYHbIX CPeACTB;

n) AaHHble 0 CTabMnbHOCTU hapMaueBTUYeCKOn cybcTaHLmy;

p) CPOK rOAHOCTMU;

1_1) B OTHOLWEHNM hapMaLleBTUYECKUX CyOCTaHUMIA, BXOASLLUX B COCTaB fleKapCTBEHHOMO npenapaTta U BKIOYEHHbIX B

rOCYOapCTBEHHbIV PEecTp NEeKapCTBEHHbIX CPEACTB B COOTBETCTBUM CO cTatben 34 Hactodaulero denepanbHOro 3akoHa, -
KoMus JOKYMEHTa, cogepKallero criegyoLwyo MHopMauuio:

a) HauMeHoBaHue hapmaLieBTU4ecKor cybcTaHumn, ee CTpykTypa, obLLme CBOMCTBA;
6) HaumeHoBaHWe 1 agpec NPoON3BOAUTENS;
B) pe3ynbTaTthl aHanusa cepuii hapmaLeBTU4ecKon cybctaHumm;

) CPOK FOAHOCTMU;
(MyHkT 1_1 gononHuTenbHO BKNtoYeH ¢ 28 aekabps 2019 roga PenepanbHbiM 3akoHOM OT 27 aekabpa 2019 rona N 462-

®3)
2) LOKYMEHT, cofiep)allmin cnegyroLme cBegeHUs 0 NekapCTBEHHOM npenaparte Anst MEAULMHCKOrO NPUMEHEHWS:
a) onucaHne 1 CocTaB NeKapCTBEHHOIO Npenapara Ans MeguUMHCKOro NPpUMEHEHUS;
0) onncaHne hapmaueBTU4eckorn pa3paboTkn (06bocHoBaHME BbIOOpa coCcTaBa, MEPBNUYHON YNAKOBKN U MHOTO);
B) TEXHOMOIMSI NMPOM3BOACTBA C ONUCAHWEM CTaAWI MPOU3BOACTBA U METOAO0B KOHTPOMS Ha BCEX CTaAMsIX MPOM3BOACTBA;
r) onMcaHue KOHTPONs KPUTUHECKNX CTaZuMIi npoLecca NPON3BOACTBA U MPOMEXYTOUYHON NPOayKLUMY;

ﬂ,) HanMeHoBaHMe U adpec MecTa OCYyLUeCTBlieHUA Npou3BOACTBaA JIeKapCTBEHHOro npenapara and MegunumHCKoro
NnpnMeHeHnA (B Crny4yae Halmn4dma HECKOJNbKMX y4aCTHUKOB npolecca npon3BoacTea Heobxoanmo YKa3aTb KaXxaoro n3 HVIX);

e) hapmaLeBTMyecKkas COBMECTUMOCTb;

X) MUKpOBMOnornyeckme xapakTepucTukm;

3) MaTepuanbHbI 6anaHc 4ns Npon3BoAcTBa CEpPUM rOTOBOTO NPOAYKTa;

1) onncaHne xapakTepUCTUK N CBOMUCTB YNakOBOYHbIX MaTEPMAsioB 1 YKYNOPOYHbIX CPELCTB;

K) LOKYMEHTanbHoe NoATBepXKAeHNe (Banngaunsa) NpoLeccoB NPOM3BOACTBA U (MNN) NX OLEHKA;

n) TpeboBaHmMs K kKayecTBy BCMOMOraTenbHbIX BELWECTB (CepTudmKart, cneumdukaums Ha BCnoMoraTernbHble BeLecTBa u ux
obocHoBaHue);

M) aHanuTn4eckne MeToaukun, ncnomnbdyemMble Npn OCyLLeCTBIEHUN KOHTPONA Ka4yeCTBa BCromMoratesibHbIX BeLeCTB,

H) OOKyMEeHTalnbHOE noAaTBepXxaeHune (BaJ'IVIﬂ,aLl,I/Iﬂ) aHalMMTU4eCKNX MEeToduK, UCNOoNb3yeMbliX TMpU OCyLEeCTBIIEHNN
KOHTpPONA Ka4yeCcTBa BCNOMOrateribHbIX BELWEeCTB;
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O) VIH(bOpMaLI,MFl 00 ncnonb3oBaHNM BCnoMoraTenbHbIX BeLleCTB YernnoBe4YeCKoro " XXMBOTHOIO NPOUCXOXOEHUA;
FI) Vchbopmau,vm 00 ncnonb3oBaHMM HOBLIX BCIOMOraTefbHbIX BELLECTB;

p) TpeboBaHMA K Ka4ecTBY NekapCTBEHHOro npenapara Ans MeaMLUHCKOro NnpuMeHeHus (ceptudukart, cneuudukaums Ha
nekapcTBeHHbIN npenapar un nx obocHoBaHue);

C) aHannTn4yeckne MeToauku, ncnorib3dyemMble npu OoCyLeCTBITIEHUN KOHTPOMA Ka4decTBa JIeKapCTBEHHOro npenapara ana
MEONLIMHCKOIo NpUMeHeHUA;

T) AOKYMEHTanbHoe MOoATBEPXAeHWE (Banuaauusl) aHanmuTUYecKMX MEeTOAMK, WCMOMb3yeMblX MpU  OCYLLECTBIEHWUU
KOHTPOIS Ka4yecTBa fleKapCTBEHHOro npenapara afsi MeauUUHCKOro NPUMEHEHUS;

y) pe3ynbrathl aHan1M30B CepUiA NIeKapCTBEHHOIO Npenapara Ans MegMuUHCKOro NpUMeHeHNs;
) xapakTepucTuka npumMmecen;

X) nepeyvyeHb CTaHOAPTHbIX O6pa3LI,OB, ncnonb3yemMbliX MNpu OCYLLEeCTBIIEHUM KOHTPONA KayecTBa JiIeKapCTBEHHOro
npenaparta gna meanunHCKOro npuMeHeHus;

L) faHHble O CTAabUNBHOCTM NeKapCTBEHHOIO Npenaparta 4518 MEAULMHCKOTO NPUMEHEHWS.
(Yactb B pegakuun, BBegeHHon B gencteue ¢ 1 sHBapsa 2016 roga PenepanbHbiM 3akoHOM OT 22 nekabps 2014 rona N
429-03. - CM. npeablayLLy0 peaakLmio)

6. Pasgen qoapmaKonoqueCKon, TOKCMKONOTMYeCKon OOKyMeHTauun BKnk4aeT B cebs oTyeTbl © pe3ynbratax
OOKMNHMYECKNX UCCNeaoBaHNA NeKapCTBeHHOro cpeacrtea onda MeauumHCKOro npuMmeHeHund, B TOM 4mucne:

1) OoTYeT 0 hapmakoAMHAMUYECKMX UCCIIENOBAHMSX;
2) oT4eT 0 hapMaKOKUHETUYECKMUX NCCIEN0BaHMSAX;
3) OT4ET O TOKCUMKOMOTUYECKNX UCCIEA0BaHNSAX.

(HacTb gononHuTtensHo BKNoYeHa ¢ 26 okTabps 2010 roga PenepanbHbiv 3akoHom oT 11 okTa6pa 2010 rona N 271-93; B
penakumu, BBegeHHon B genctene ¢ 1 aHeaps 2016 roga PenepanbHbiM 3akoHOM OT 22 aekabpa 2014 roaa N 429-93. - Cwm.

TREAbIAYLLYIO PEAaKLNIO)

MonoxeHus yactn 6 Hactosiwen crtaten (B pepakumm denepanbHoro 3akoHa ot 11 okrabpa 2010 ropa N 271-03)
NPUMEHSIOTCA K NPaBOOTHOLUEHWSIM, BO3HUKLLMM MNOCre OHSA BCTynneHus B cuny ang Poccunckon depepaumm npoTokona o
npucoeanHeHum Poccuiickon ®enepaumm kK BcemupHo ToproBon opraHmsaumm - cM. ctatblo 2 deaepanbHoro 3akoHa ot 11
okTa6ps 2010 rona N 271-93.

7. Paspgen knuHuyeckom OOKyMeHTauun BKIo4aetr B ceba oTyeTbl O pe3ynbratax KIMHUYEeCKNnX nccneaoBaHni
NeKkapCTBeHHOro npenaparta gna MmeguumHCKoro npuMeHeHud, B TOM 4mncne:

1) oTyeTbl 06 NccnegoBaHMAX BUOAOCTYNHOCTU U BUOIKBMBANEHTHOCTU, UCCMeoBaHNAX, YCTaHaBNMBAOLWMX KOPPenaumo
pesynbTaToB, MNOfy4YeHHbIX B YCIOBUSX in Vitro u in vivo;

2) oTYeTbl 0 hapMaKOKMHETUYECKUX UCCNEOOBAHUSAX;
3) oT4eTbl 0 hapMakoANHAMNYECKUX UCCNEOOBAHUSX;
4) OTYEeThI O KITMHUYECKUX McCcneqoBaHusix adeKkTUBHOCTY 1 6e3onacHoCTy;

5) oTyeT 0 NOCTPErMCTPaLMOHHOM ONbITE MPUMEHEHUS (MPU HANMYKK).
(YacTtb pononHuTenbHO BKItoveHa ¢ 1 sHBaps 2016 roga PenepanbHbiM 3akoHOM OT 22 nekabpa 2014 rona N 429-03)
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06 obpalLeHun nekapcTBEHHbIX CpeacTB (C M3MeHeHusAMM Ha 19 aekabps 2022 ropa) (pegakums, gercTeytolas ¢ 1 mapta 2023 CrtpaHuua 41
roga)
®edeparnbHblli 3akoH om 12 anpens 2010 e. Ne 61-@3

8. TpeboBaHus kK 06beMy MHGPOPMAaLMKN, NPEOCTaBMNSIEMON B COCTABE PErMCTPALMOHHOIO A0Ckbe, ANs OTAENbHbIX BUAOB
neKkapCTBEHHbIX nNpenapaToB AfS MeOULMHCKOro NMpUMEHEHUs yCTaHaBNUBATCA YNOMHOMOYEHHbIM hedeparnbHbiM OpraHoM
WCMNOSTHUTENBHOWN BNacTu.

(Yactb gononHuTensHO BkNtoveHa ¢ 1 aHBapst 2016 roga PenepansHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-03)

9. B OTHOLLEHUW NEKAPCTBEHHbIX NpenapaToB, paspeLleHHbIX AN MeAMLMHCKOro npumeHeHus B Poccuiickon denepaumm
bonee pgBaguaTM NeT M B OTHOLUEHMM KOTOPbIX HEBO3MOXHO MNpPOBEAEHME UccrnegoBaHWiA MX OWO3KBMBANEHTHOCTM (3a
UCKIoOMEHMEM  BMONOrMYeckMx  NeKapCTBEHHbIX  MNpenapaToB), [OOMyCKaeTcsi  BKIOYEHWe B COCTaB  pasgena
(apMaKkosiormyeckon, TOKCUKOMOrMYECKON [JOKYMeHTauMu W pasgena  KAMHUYEeCKOW [OKYMEeHTauuM BMECTO OTyeTa
paspaboTymMka O pe3ynbratax COOCTBEHHbIX AOKMMHWYECKUX WCCNEAOBAHUN NeKapCTBEHHbIX CPeAcTB U KIIMHUYECKUX
nccrnenoBaHUiA  NeKapCTBEHHbIX MpPenapatoB Anst MeOWLMHCKOro MpUMEeHeHusi ob3opa HayyHbiX paboT o pesynbratax
OOKITUHUYECKMX UCCeAoBaHWi NeKapCTBEHHbIX CPEACTB U KIMHUYECKUX UCCreaoBaHui AaHHbIX NeKapCTBEHHbIX NpenapaTos,
B TOM YMCIe BKMOYas OnbIT UX NOCTPErNCTPaLMOHHOIO NPUMEHEHUS.

(acTtb gononHuTtensHo BkntodeHa ¢ 1 sHBaps 2016 roga PeaepanbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-93; B
penakumu, BBeaeHHon B genctene ¢ 1 mapta 2020 roga PenepanbHbiM 3akoHoM OT 27 aekabpsa 2019 rona N 475-93. - Cwm.
npeaplayLLYIo peaakLmio)

10. MNpw rocynapcTBEHHOWM perMcTpaumny BOCNPON3BEAEHHbIX JTIEKAPCTBEHHBIX MPENapaToB AN MeAULMHCKOrO NPUMEHEHUS
[OonyckaeTcsl BKIMOYeHMe B COCTaB pasgerna apmMakonornyeckon, TOKCUKONOrMYecKon JOKYMEHTaLMN 1 pasaena KIMHUYeCKon
AOKYMEHTaLuM BMECTO oTyeTa paspaboTumka O pesyribTaTax COOGCTBEHHbIX AOKIMMHUYECKUX WUCCIeqoBaHUiA nekapCTBEHHbIX
cpeacTe 0630pa Hay4yHbix paboT o pesynsratax AOKITMHUYECKUX UCCRenoBaHuin pedepeHTHOro fiekapCTBEHHOro npenaparta 1
npeacraBneHMe BMEeCTO KIMHWYECKUX WCCredoBaHWA B MOMIHOM 00beme, YCTaHOBMEHHOM pasgernom  KIMHWYECKOM
AOKYMEHTauMmW, oT4YeTa O pesyrnbratax uccrefoBaHuii GUO3KBMBANEHTHOCTU BOCNPOU3BEAEHHOIO NEKAPCTBEHHOMO Mpenaparta
ANs MeaMUMHCKOro npumeHeHusi. He TpebyeTcs npeacTaBneHne oTtyeTa O pesyrbTaTax MCCrneaoBaHuii GUOKBMBANEHTHOCTU
BOCMPOU3BEAEHHOMO NEKAPCTBEHHOMO Npenapara Afs MEAULMHCKOrO NPUMEHEHUS, eCN PErMCTPUPYHOTCS BOCNPOU3BEAEHHbIE
neKkapcTBEHHble Npenapathbl A5t MeAULUHCKOTO NMPUMEHEHUS], KOTOpbIE:

1) npedHasHayeHbl AN MapeHTepanbHoro  (MOAKOXHOMO, BHYTPUMbILLIEYHOTO, BHYTPUBEHHOIO, BHYTPUIMA3HOIO,
BHYTPMMOMOCTHOMO, BHYTPUCYCTaBHOIO, BHYTPMKOPOHAPHOIO) BBEAEHMUS 1 NpeAcTaBnsoT coboii BogHble pacTBopbI;

2) NpeacTaBnsoT coboi pacTBOpbI Aflst NepoparibHOro NPUMEHEHUS;

3) nponsBeneHsbl B hopMe NMOPOLLKOB UMK NMOMUNN3aTOB AN NPUrOTOBIEHNSI PaCTBOPOB;

4) 9BNAOTCS rasamu;

5) ABnAOTCA YLWHBIMY UKW TMa3HbIMU NIEKaPCTBEHHBIMU NpenapaTtamMu, Npou3BeAeHHbIMU B (POPMe BOLHbIX PAaCcTBOPOB;

6) npegHa3Ha4eHbl 41 MECTHOTO NMPUMEHEHMUS 1 NPUrOTOBNEHBI B (DOPME BOAHbIX PaCTBOPOB;

7) npeacTaBnsalT cOOON BOAHbIE PacTBOPbI AN UCMOMb30BaHUSA B hopMe MHransauui ¢ NomoLLbo Hebynansepa unu B

Ka4yecTBe HasarbHbIX CMPEEB, MPUMEHSIEMbIX C MOMOLLIbIO CXOAHbIX YCTPONCTB.
(Yactb gononHuTensHO BKNtodeHa ¢ 1 aHBapst 2016 roga PenepanbHbiM 3akoHOM OT 22 aekabpa 2014 rona N 429-03)

11. [na cnydyaeB, ykasaHHbiX B OyHkTax 1-3, 5-7 yactn 10 HacTosulel cTaTbu, BOCMPOM3BEAEHHbIA NEKapCTBEHHbIN
npenapaTt ANnNd MeOUUMHCKOrO NPUMEHEHWs [OOMKEeH codepXaTb Takue e BCroMoratenbHble BellecTBa B Takux Xe
KonmyecTBax, Kak u pedepeHTHbIN NnekapcTBeHHbIN npenapaTt. Ecnv coctaBbl BCMOMOraTenbHbIX BELECTB pasnuyaroTcs,
3aABUTENb OOSMKEH NpeacTaBMTb [oKasaTenbCTBa TOro, YTO MCNOMb3yeMble B AaHHbIX KOHLEHTpauusx BCroOMoraTenbHble
BeLlecTBa He BNUAIT Ha 6e3onacHoCTb 1 (Mnn) aeKTMBHOCTb NeKapCTBEHHOrO Npenapara ANna MeauMuUUHCKOro NPUMEHEHNS.
B cnyuae, ecnu 3asButenb He MOXET NpeacTaBUTb TakMe AokasaTenbCcTBa U (MnuM) He MMeeT AOCTyna K COOTBETCTBYIOLLUM
OaHHbIM, OH [OMKEeH NpOBECTM COOTBETCTBYHWLUME WCCNENOBaHWs ONs [oKa3aTenbCTBa OTCYTCTBUSI BAWUSIHUS pPa3sHbIX
BCMOMOraTernbHbIX BELECTB MM BCMOMOraTenbHbIX YCTPOMCTB Ha 6e30nacHocTb M (unu) apdeKTUBHOCTb NEKapCTBEHHOMO
npenaparta Ans MeaULIMHCKOro NpUMEHEHUs B COOTBETCTBUM C akTaMu, COCTaBMsoLWMMU NpaBo EBpa3niickoro SKOHOMUYECKOro
cotosa.

(actb gononHuTensHo BkntodeHa ¢ 1 sHBaps 2016 roga PeaepanbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-93; B
pedakumn, BBeAeHHOW B AencteBue PenepanbHbiM 3akoHOM OT 22 nekabpa 2020 rona N 444-03. - CM. mpedbioyllylo
peaaKumio)
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12. Tpu rocynapCTBEHHOW perucTpaumu KomMOuHauui paHee 3aperMcTpUpOBaHHbIX JEKAPCTBEHHbLIX NpenapaToB A4S
MEANLIMHCKOrO MPUMEHEHUsT [OOMYyCKAaeTcs BKIKOYEHWEe B COCTaB pasgena  (apMakoriorMyeckon, TOKCUKOMOrMYeCKon
OOKYMEHTaLuMn 1 pasgena  KIMHUYecKoW [OKYMeHTauuM BMeCTO oOT4yeTa pa3paboTumka o pesynbratax CoOOCTBEHHbIX
OOKITMHUYECKMX MCCNeqoBaHNUI NekapCTBEHHbIX CpeacTB 0630pa HayyHbIX paboT o pesynkratax JOKMMHUYECKUX UCCIEL0oBaHUIA
pedepeHTHbIX NeKapCTBEHHbIX NPenapaToB, BXOASLWMX B COCTaB KOMBMHaLUMM nekapCTBEHHbIX NpenapaToB, U 06 OTCyTCTBUM
NX B3aMMOAENCTBMSA B OQHON NeKapCTBEHHOW hopMme.

(Yactb gononHuTenbHO BKNtodeHa ¢ 1 aHBapst 2016 roga PenepanbHbiM 3akoHOM OT 22 aekabpa 2014 rona N 429-03)

13. Ha akcnepTtusy pasnuyHbiX fieKapCTBEHHbIX (hOPM OOHOrO M TOrO Xe flekapCTBEHHOro npenapara Ans MeauuMHCKOro
NpUMeHeHWs 3asBUTeNb NpeacTaBnseT oTaenbHble 3asBNEHUs U perncTpaunoHHbIe A0Che Ha KaXayr NekapcTBEHHY0 hopmy.
Mpn ycnoBunm OQHOBPEMEHHOW MNoOda4YM Ha 9IKCNepTudy OOHOW JiekapCTBEHHOW OpMbl C  pasnUYHbIMU  JO3UPOBKOW,
KOHLeHTpauuen, o6beMOM 3asBUTENb NPELCTaBMSET OQHO 3asBEeHMEe WU PEerncTpaLuoHHOe AOCbe C MPUNOXEeHWEM MakeToB
YMaKOBOK Ha KaXayH JO3MPOBKY, KaXAY0 KOHLEHTpaLmio, KaXabl 06beM 1 KaXaoe KonmyecTBo 403 B YNaKOBKE.

(Yactb gononHuTenbHO BKNtoveHa ¢ 1 aHBapsi 2016 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-03)

14. INpu rocyaapcTBeHHOW perucTpaumm opdraHHOro nekapcTBEHHOro npenapaTa 3assuTenb NpeacTasnseT nHpopMaumio,
HeoOxogumylo Ons popMupoBaHMs pasgena KIMHWYECKOW OOKyMeHTauuu, B obbeme, YCTaHOBMEHHOM YMONHOMOYEHHbBIM
denepanbHbIM OpraHOM UCMONTHUTENBLHOW BacTL.

(YacTb gononHuTensbHO BkNtoYeHa ¢ 1 aHBapsa 2016 roga PeneparnbHbiM 3akoHOM 0T 22 nekabpsa 2014 rona N 429-93)

15. I'IpM pernctpaunmn Ouonoruyeckoro JNNIeKapCTBEHHOro npenaparta, nofy4eHHoro n3 Kposu, nia3mMbl KpOBU 4YerioBeka, B
COCTaBe pernctpaunMoHHOro aocbe Ha J'IeKapCTBeHHbIIZ npenapat Ana MeauUMHCKOro npuMeHeHuna OOJDKHbI ObITb
npeacrtasnieHbl JOMONTHUTENBbHO!

1) B pasgene [OOKyMeHTaUMM agMUHUCTPATMBHOIO XapakTepa [AOKYMEHT, cogepXalui WHdopMauuio o cybbekTax
obpalleHns JOHOPCKOW KpOoBU U (MnN) ee KOMMOHEHTOB, O TOM, rae Obina ocyllecTBneHa goHauusa (Kposu u (Mnn) nnasmbl
KPOBM), @ Takke [JaHHble 00 WMHMEKUMOHHbIX 3aboneBaHusX, Nepefarluxcsl napeHTepanbHbIM MNyTem, MHdOopMauus o
cybbekTax obpalleHus OOHOPCKOW KpPOBU WU (MNK) ee KOMMOHEHTOB, B OTHOLUEHMU KOTOPbIX OCYLLECTBMASETCS KOHTPOIb
OOHOPCKOM KPOBM 1 (M) ee KOMMNOHEHTOB;

2) B pasgerne Xxummn4eckon, chapmaueBTU4ECKON U BUONOrnMYeckon JOKYMEHTaUNN:

a) kpuTepum 1 cnocobbl oTbopa, TPaHCNOPTMPOBAHMS N XPaHEHUSI LOHOPCKOWM KPOBU U (M) €€ KOMMOHEHTOB;

6) pesynbraThl UccregoBaHuin OTOBPaHHbIX JOHOPCKOW KPOBW U (MNK) Nnasmbl KPOBU M MyNOB Ha Hanu4dve Bo30yautenemn
WHPEKUMI, BKMNoYas nHopMaLmio 06 MCnonb30BaHHbIX METOAMKAX MCCNeQoBaHUA U B Cnyvyae UCCrnefoBaHUs MyrnoB Mrasbl
KpOBW pe3ynbTaThl LOKYMEHTANbHOMO NOATBEPXKAEHMS (Banvaauum) NCNONb30BaHHbIX METOAUK;

B) TEXHUYECKME XapaKTEPUCTUKN YNaKOBKM AN 0TOOpa LOHOPCKOM KPOBU M (MNKU) Niasmbl KPOBU, BKOYas MHopMaumio

06 1Cnonb3oBaHHbLIX PacTBOpax aHTUKOArynsHTOB.
(Yactb gononHuTensHO BkNtodeHa ¢ 1 aHBaps 2016 roga ®enepanbHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-03)

16. KnuHuyeckme wnccnegoBaHMa NEKapCTBEHHOMO npenapata  Ans  MeAWUMHCKOro NPUMEHEHWss B LUensix  ero
rocygapctBeHHoON peructpauum nposogatca B Poccuickon degepaumm B nopsigke, YCTAaHOBMEHHOM cTatbamu  38-44
HacTosuwero ®enepanbHoro 3akoHa. OTYET O MPOBEAEHHLIX UCCRENOBaHMAX BKIOYAETCA B COCTaB pasfena KriMHUYECKOWm
OOKYMEHTaUMM perucTpaLmMoHHOro 40Cbe Ha NeKapCTBEHHbIN nNpenapaTt ANns MeanLMHCKOro npumMeHeHna. [1na nekapcTBeHHbIX
npenapaToB AN MEAULMHCKOrO NPUMEHEHWS, B OTHOLLEHNM KOTOPbIX B pe3ynbraTe aKCnepTu3bl LOKYMEHTOB, NpeacTaBneHHbIX
ans onpeneneHnss BO3MOXHOCTU paccMaTpuBaTh NEKAapCTBEHHbLIN MpenapaTt Ang MeaMuUMHCKOro NpUMEHeHUs B KadyecTBe
OpdhaHHOro NekapcTBEHHOro npenapaTa, Takasd BO3MOXHOCTb NpuM3HaHa U B OTHOLLUEHUWM KOTOPbLIX NPOBEAEHbI KNMHMYECKME
nccnenoBaHus, BbIMONMHEHHbIE 3a npegenamu Poccunckon depepauum B COOTBETCTBMM C MpaBunamu  Haanexawen
nabopaTopHOW MPaKTUKM U NpaBuilaMn Hagnexawlen KIMHUYEeCKOW NpaKTMKW, AOMyCKaeTCcs BKIOYEHWE B COCTaB pasgena
KITMHUYECKON OOKYMEHTauMM BMECTO OT4eTa O pesyribraTtax KIMHUYECKMX MCCNedoBaHuM NeKapCTBEHHOro npenapara ans
MEeOVLUHCKOrO NpuMeHeHus, npoBedeHHbIx B Poccuiickon ®egepaumn, otdyeTa O pesynbratax KIMHWUYECKUX MccnegoBaHum,
BbINOMHEHHbIX 3a npegenamu Poccuiickon ®enepaumm.

(YacTb gononHuTensbHO BkNtoyeHa ¢ 1 aHBapsa 2016 roga PeneparnbHbiM 3akoHOM OT 22 nekabpa 2014 rona N 429-03)

17. B Cnyydae HenpencraeneHuna C 3adBlieHMemMm o FOCWJ,apCTBeHHOIZ pernctpaunmn neKkapCrtBeHHOro npenapara Aand
MEONLUMNHCKOIO NMpuUMEeHeHna OOKYMEHTOB, NOoATBEPXKOAWLWKMX ynnarty rocy,u,apCTBeHHon NOLWJINHBI N YKa3aHHbIX B NYHKTE 10
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YyacTu 2 HacTosuler cTaTbM, a Takke BblgaBaeMblx (NpedocTaBnsdemMblX) YMNONHOMOYEHHbIMWU deaepanbHbIMU opraHamum
WCMNONHUTENbHOM BNAcTU AOKYMEHTOB (CBedeHMI), Yka3aHHbIX B OyHKTax 3 U 4 YyacTu 4 HacTosulen cTaTby, YNONHOMOYEHHbIN
denepanbHbIn - opraH  MCMOMHUTENbHOW  BRacTM  3anpaluMBaeT YKa3aHHble [AOKYMEHTbl (CBedeHus)) B nopsgke
MEeXBEAOMCTBEHHOIO MHAHOPMALIMOHHOIO B3aUMOLENCTBUS.

(Yactb gononHuTenbHo BkNtoveHa ¢ 1 aHBapsa 2016 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-93; B
pegakumu, BeegeHHon B gencteune ¢ 1 aHaps 2021 roga ®enepanbHbiM 3akoHOM OT 27 aekabpa 2019 rona N 478-93. - Cwm.
OReAbIAYLLYI0 PefaKLmio)

18. He ponyckaeTcsa ucnonb3oBaHne B KOMMepYeCKnx Lensix MHopmaummn o pesynsratax AOKIUHUYECKUX UccrneaoBaHun
nekapcTBeHHbIX CpPeAcTB M KIUHWYECKMX WCCIedOoBaHUW NeKapCTBEHHbIX npenapaToB Ans MeOMUMHCKOro NPUMEHEHWUS,
npeacTaBneHHoON 3asBuUTENeM Ans rocyaapCTBEHHOW peructpaumy nekapcTBeHHOro npenapata, 6e3 ero cornacusi B Te4eHune
LUEeCTM NET ¢ gaTbl roCy4apCTBEHHOM perncTpaunm pedepeHTHOro nekapcTBeHHOro npenapata B Poccunckon ®egepaumm.

(Yactb gononHuTenbHO BKNtoveHa ¢ 1 aHBapsi 2016 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-03)

19. [epxatene vnu Bnagenew, perMcTpauMoHHOro yaoCTOBEPEHUsI NEKApCTBEHHOMO npenapara Ha GUOTEXHONOrNYeCKUn
unu opdaHHbIN NEKapCTBEHHbIN npenapat obs3aH NpefocTaBnATb Ha BO3Me3OHOM OCHoBe 06pasubl pedepeHTHOro
nekapcTBEHHOro npenapara 3asBuUTeNsM Ans NPOBEeAEHUsT KIMHUYECKUX uccnegoBaHunii. CTtoumocTs obpasua pedepeHTHOro
NeKkapcTBEHHOrO npenapara, BKIHOYEHHOTO B NepeYeHb XU3HEHHO HEOOXOAMMBIX U BaXHEWLUMX NEKapPCTBEHHbIX NpenapaTos,
He JOMmKHa NpeBbIllaTh 3aperMcTpUpPoBaHHY0 NpeaenbHY OTMYCKHYIO LeHy Ha pedepeHTHbIN NekapCTBeHHbIM npenapar unu
LleHy Ha NeKkapCTBEHHbIV NpenapaT B CTpaHe Npou3BoanTENS.

(Yactb gononHuTensHO BkNtodeHa ¢ 1 aHBaps 2016 roga ®enepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-03)

20. 3asBneHve O rocyaapCTBEHHOW perncrpauum BOCNPOM3BEOEHHOrO NeKapCTBEHHOro npenaparta Ans MeavLMHCKOro
NPUMEHEHNST MOXET ObITb NOAAHO B YMNONHOMOYEHHbLIN beaeparnbHbIi OpraH WUCMOMHUTENbHOW BracTW, OCYLLECTBSHOLINA
rocyqapCTBEHHYIO PErncTpaumio NekapCTBEHHbIX MNpenapatoB, MO WCTEYEHUW YeTbipex NeT C AaTbl rocyAapCTBEHHON
perucTpaummn pedepeHTHOro nekapcTeBeHHoro npenapata B Poccunckon ®enepaumm.

(Yactb gononHuTenbHO BKNtodeHa ¢ 1 aHBapsi 2016 roga PenepanbHbiM 3akoHOM OT 22 aekabpa 2014 rona N 429-03)

21. 3asBneHne O TroCyAapCTBEHHOW perncrpaumm 6uoaHanorosoro (6wuonogoOHOro) nekapCTBEHHOro npenapara
(6uoaHanora) moxeTt 6bITb NOAAHO B YMNOMHOMOYEHHLIN doedeparnbHbIi OpraH UCMNOMHUTENBHON BNACTWU, OCYLLECTBASIOLWMNNA
rocyapCTBEHHYI0 PerncTpaumio nekapCcTBEHHbIX NpenapaTos, N0 UCTEYEHUU TPeX NMeT € AaTbl rocyAapCTBEHHOW peructpaumum
pedepeHTHOro NekapcTBEHHOrO npenapara B Poccuiickon degepauuu.

(Yactb gononHuTenbHO BKtoveHa ¢ 1 aHeapsi 2016 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-03)

22. [epxatenb unv Bnagenel perucTpauuoHHOro yAoCTOBEPEeHWUs feKapCTBEHHOro npenapaTta npeacraBnser B
YMONTHOMOYEHHbIN dheaeparnbHbIi OpraH UCMOMHUTENBHOM BracTu, OCYLLECTBASKOLWNA YHKUMW NO KOHTPOM U Haas3opy B
chepe 3gpaBoOOXpaHeHns, OTYET No pesynstataMm dapmMakoHag3opa oAWMH pas B LIeCTb MecsueB B TedeHue AByX fneT nocne
rocygapcTtBeHHOW peructpauumn rnekapcTBeHHOro npenapata B Poccuickon degepaumun, eXerogHo B TedeHne nocnenyroLmx
Tpex neT 1 B ganbHeremM oguH pa3 B NATb feT.

(Yactb gononHuTensHO BktoveHa ¢ 1 aHBaps 2016 roga ®enepanbHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-03)

KommeHTapum k ctatbe 18

CTATbA 19. NPUHATUE PELUEHUA O BbIJAYE SKCMNEPTHOMY YUYPEXOEHWIO SAOAHUA HA
NMPOBEAEHUE SKCIMNMEPTU3bI IEKAPCTBEHHOIO CPELCTBA

1. B TeyeHue gecatun pa60q|/|x OHen co AHs NPUHATUA 3aABIE€HUA O rocy,qapCTBeHHon perncTtpaunn nekapcrtBeHHOro
npenapara COOTBeTCTByIOLIJ,I/IVI yﬂOJ'IHOMO‘-IeHHbII7I cbe,qepaanbu?l opraH MCMNOMHNTENBLHOM BNacTu npoBOOUT NPOBEPKY MOJIHOThI,
OOCTOBEPHOCTN N NpaBUJIbHOCTU O(*)OpMJ'IeHVIﬂ npeacrtaBneHHbIX OOKYMEHTOB pPernctpaumoHHOro Oocbe Ha J'IeKapCTBeHHbll;I
npenapar n npuHnmMmaeTt pelleHne o0 Bbiga4ve 3agaHnd Ha nposeaeHune:

1) aKcnepTM3bl JOKYMEHTOB, NpeACTaBMNeHHbIX Af1s onpeaeneHns BO3MOXHOCTU paccMaTpuBaTh NeKapCTBEHHbI npenapar
ANt MeULMHCKOTo NPUMEHEHMUS NPU OCYLLECTBIIEHIN FOCYAAPCTBEHHOW perncTpauum B ka4ectse opdaHHOro NekapcTBEHHOMO
npenapara;

2) aKCnepTW3bl NEKAPCTBEHHOIO CPeACTBa B YaCTU 3KCMepTU3bl KadyecTBa NeKapCTBEHHOrO CpeacTBa M 3KCMepTM3bl
OTHOLUEHUS] OXMOAeMOM Monb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS IEeKapCTBEHHOro npenapata Ans MeaWLUMHCKOro
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NMPUMEeHEeHNA;

3) 3SKCNepTn3bl JN1eKapCTBEHHOIo cpeactBa B 4aCTU 3KCNEPTU3bl KavyeCTBa J1eKapCTBEHHOINo cpeactBa W 3KCNepTusbl
OTHOLUEHUS OXMOgaemon Mnonb3bl K BO3MOXHOMY PUCKY NPpUMEHEHUA JeKapCTBEeHHOro npenaparta nna mMeguunHCKoro
npuMMeHeHnAa B nopaAgke yCKOpeHHOI7I npouenypbl 3KCNepTu3bl J1eKapCTBEHHbIX CpeacTtB B COOTBETCTBMM CO cratben 26
HacTosulero PeaepanbHOro 3akoHa;

4) 3KCNepTn3bl NNeKkapCTBeHHOro cpeacTea B OTHOLWEHUN NekapCTBEHHOro npenaparta And setepnHapHOro npuMeHeHuna.

2. YNonHoMouYeHHbIn deaeparnbHbli opraH WCMOSIHUTENBHOM BNacTy YBEOOMISIET B SMEKTPOHHOM chopMe unu Ha
OyMakHOM HocuTene 3asiBUTENs UM SKCMEPTHOe yupexaeHWe O MPUHSATOM pelleHuM O Bblave 3afdaHuii Ha npoBefeHue
3KCMepTn3, NPeayCMOTPEHHbIX YacTbio 1 HAcTosLleN CTaTbu, U B cliyd4ae HeobXoaMMOCTM O Bblgade paspelleHust Ha BBO3 B
Poccuiickyto defepaumto KOHKPETHOW MapTMKU, Cepun 3aperMcTpupoBaHHbIX U (MNK) He3aperncTPUPOBAHHBIX TIEKapCTBEHHbIX
cpeacTB unu o6 oTkase B NpoBeAeHUM NPedyCMOTPEHHbIX SKCMEPTU3 C yYKa3aHWeM NPUYNH Takoro oTkasa.

3. B cnydvae BbiSBNeHWs OTCYTCTBUS MMM HEOOCTOBEPHOCTU WHopMauuu, copepxalenca B nNpeacTaBreHHbIX
3a8BUTENEM JOKYMEHTAaX, YNONMHOMOYEHHBIN heaepanbHbI opraH MCMOMHUTENBHOW BMAcTU HanpaensieT 3asBUTENIO0 3anpoc 0b
YTOYHEHMM 3TON MHpOpMaLuK (aanee - 3anpoc YNnormHOMOYEHHOrO hegepanbHOro opraHa UCMOMHUTENBHOW BNAacTu), KOTOPbI
MOXeT ObITb NepenaH yNnormHOMOYEHHOMY MPeACTaBUTENIO 3asBUTENS NUYHO NOA PachMCKy, HamnpaBneH Mo NnoyTe 3akasHbIM
NMUCLMOM UMW NepeaaH B 3reKTPOHHON bopMe MO TenekoMMYHUKaUMOHHBLIM KaHanam ces3un. B cnyvyae HanpaeneHus 3anpoca
yNOrTHOMOYEHHOro doefepanbHOro opraHa UCMNOMHUTENBHON BAACcTU NO NoyTe 3akasHblM MUCbMOM OH CHUTAETCH NOMyYeHHbIM
Nno UCTEYEHWM LLIECTU OHEWN C AaTbl HanpaBneHnsa 3akasHoro nN1cbMa.

4. 3anBuTenb 06s3aH NPeACcTaBUTb OTBET Ha 3anpoc YNOSIHOMOYEHHOrO dhefepanbHOro opraHa UCNosIHUTENbLHON BNacTu B
CpOK, He NpeBbILWaOWNn AeBsiHOCTa paboymx AHen co OHA ero nonyyeHus. Cpok, yKaszaHHbI B YacTu 1 HacTosllen cTaTbM,
NpUoCTaHaBNMBAETCH CO [HS HanpaBlieHWs1 3asBUTENO 3anpoca YNorHOMOYEHHOro deaepanbHOro opraHa MCNONMHUTENBHOM
BMacTu 0 OHS MOyYeHUs UM COOTBETCTBYIOLLENO OTBETA.

5. OcHoBaHveM Ans OTka3a B OpraHmsauumn 3aKCnepTus, NpegyCMOTPEeHHbIX YacTblo 1 HacTosulen cTaTbu, ABNsSieTCH
npeacraeneHve HeobxoauMbIX ANS MpoBedeHMs NpPegyCMOTPEHHbIX 3KCNepTu3 [OKYMEHTOB B HemnornHom obbeme wnu
HenpeacTaBneHne 3asiBUTENEM B YCTAHOBMEHHbI CPOK OTBETA Ha 3anpoc YNONMHOMOYEHHOro denepanbHOro opraHa
WCMOMHUTENBHOW BNacTu, a Takke npeacTaBneHve AOKYMEHTOB, He COoAepXallmxX MCYEpPMbIBAOLWEro nepeyHs HeobXxoanMblxX
CBEEeHUN.

6. lNpn oTkaze B opraHuM3auun IKCMEPTU3bl, NPEAyCMOTPEHHOM NYHKTOM 4 4Yactu 1 HacTosuwlen cTaTbu, AOKYMEHThI,
BXOZSLLME B COCTaB PErncTpaLmMoOHHOrO A0ChbEe Ha NEeKapCTBEHHbIVA MpenapaTt AN BETEPUHAPHOro MPUMEHEHUs!, MOryT BbiTb
BO3BpAaLLEHbl 3asBUTEMK Ha OCHOBaHUM €ro MMCbMEHHOIO 3anpoca, HanpaBleHHOro B YNONMHOMOYEHHBIN dhefepanbHbli opraH
WCTONMHUTENBHOW BNacTM B TeYeHue Tpuauatu pabounx OHEN CO OHS MPUHATUSA YMOMHOMOYEHHbIM heaeparnbHbiM OpraHoM
WCTONMHUTENBHOW BMAacTU pelleHnsi 00 oTkase B OpraHu3auuu TakoW 3KCnepTusbl. YMONMHOMOYEHHbIN dedepanbHbii opraH
WCMONMHUTENBHOW BMAacTU BO3BpALLAET 3asBUTENI0 YKa3aHHbIe AOKYMEHTbI B TEYEHNe AecsaTu pabounx OHeN CO OHSI MonyveHust
COOTBETCTBYIOLLIEro 3anpoca 3asaBuTens.

(Yactb gononHuTensHO BkNtodeHa ¢ 13 asrycta 2019 roga ®enepanbHbiM 3akoHoM OT 2 asrycta 2019 rona N 297-93)

(Ctatbsa B pepakuun, BBeaeHHon B Aencteme ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N
429-®3. - CMm. mpeaplayLLyo peaaKLmio)

KommeHTapun Kk ctatbe 19

CTATbS 20. SKCMEPTU3A NOKYMEHTOB, NPEACTABIIEHHbIX AN ONPEAENIEHNSA BO3MOXHOCTU
PACCMATPUBATb JIEKAPCTBEHHbIV NPENAPAT A1 MEAULINHCKOIO NPUMEHEHUA NPU
OCYLWUECTBNEHUWMN TOCYOAPCTBEHHOW PETMCTPALIMU B KAMECTBE OP®AHHOIO JIEKAPCTBEHHOIO
MPEMAPATA

1. BkcnepTm3a JOKYMEHTOB, NpeAcTaBneHHbIX AN onpeaeneHns BO3MOXHOCTM paccMaTpmBaTh NeKapCTBEHHbIV npenapar
AN MeOMLUHCKOro NpUMEHEHUs Npu OCyLLEeCTBNEeHN rocyaAapCTBEHHON perncrTpaunn B kayectse oppaHHOro nekapcTBEHHOro
npenapaTta, COCTaBMEeHME KOMMUCCMEN SKCMepTOB 3aKMOYEHUss O BO3MOXHOCTM UMW  HEBO3MOXHOCTM paccMaTpuBaTb
nekapcTBeHHbIN npenapaTt Ansg MegMUUHCKOro MPUMEHEHUS MPU OCYLLECTBNEHUN FOCYAapCTBEHHON pernctpaumm B KayecTse
opchaHHOro feKapCTBEHHOro npenapara M HanpaereHwe [aHHOro 3aknyeHus B YNOHOMOYEHHbIM hbedepanbHbli opraH
WCMOMHUTENBHOW BNacT OCYLUECTBNSATCA B CPOK, He MpeBbllalWMin Tpuauatm paboumx AHeW €O OHSA MonyvyeHusi
3KCMEPTHBbIM yYpexaeHeM 3agaHus YNOoNHOMOYEHHOro denepanbHOro opraHa WMCMOMHUTENbHOW BNacT M B 3NEKTPOHHOW
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dopmMe nnm Ha ByMaxKHbIX HOCUTENSX HEOOXOAMMBbIX OOKYMEHTOB, yKa3aHHbIX B nyHkTax 1, 2, 5, 6, 10 yactn 4 n B yactn 7
ctatbu 18 HacTosulero PenepanbHOro 3akoHa.

2. [JOKyMeHTbI, coaepXalimecs B permcTpauMoHHOM OCbe Ha NeKapCTBEHHLIN npenapaTt U NocTynuBLUME Ha BYyMaXHbIX
HOCUTENSIX B SKCMEPTHOE YUYpEeXAeHWe ANst OCYLLECTBIIEHUS UX 3KCMEPTM3bl ANs OnpeaerneHns BO3MOXHOCTM paccMaTpuBaTh
NeKkapCcTBEHHbIA NpenapaTt Ans MeQULMHCKOro NpUMEHeHUs1 B kavecTBe opdaHHOrO NeKapCTBEHHOro Mpenapara, nogfexar
BO3BpaTy B YMNOSIHOMOYEHHLIN defeparnbHblii  OpraH  WUCMOMHUTENbHOM BNacTM OAHOBPEMEHHO C  3aKM4YeHUsMU
COOTBETCTBYIOLLNX IKCNEPTUS.

(Ctatbsa B pepakumn, BBeaeHHon B gencteme ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM oT 22 aekabpa 2014 rona N
429-®3. - CM. mpeablayLLyo PDeAAKLn)

KommeHTapum k ctatbe 20

CTATbA 21. PELLEHUE O BO3MOXHOCTU PACCMATPUBATb JIEKAPCTBEHHbIA NPEMAPAT NPU
OCYLWECTBNEHUM rOCYOAPCTBEHHOW PET'MCTPALIUN B KAYUECTBE OP®AHHOIO JIEKAPCTBEHHOIO
NMPENAPATA

1. B cpok, He npeBbllWaWUA NATU paboymx AHEN CO OHS MONyYeHWst 3aKNoYeHUs, ykaszaHHoro B Yactm 1 cratbu 20
HacTosuwero PenepasibHOro 3akoHa, YNONHOMOYEHHbIV dhefepanbHbI OpraH UCMONMHUTENbHOM BRacTU OCYLLECTBSAET OLEHKY
MOMy4YeHHOro 3aKIYeHNst AN onpeferneHus ero COOTBETCTBMS 3a[aHWI0 Ha NPOBELEHWe COOTBETCTBYHLLEN 3KCNEepTU3bl 1
YyBEOMMSIET 3asBUTENS B SMEKTPOHHON (hOpMe unmn Ha OymMaKHOM HOCUTENe O pesynbratax MpPOBeAEHHOW 3KCNepTusbl C
NPUMNOXEHNEM KOMUU SKCMIEPTHOIO 3aKMOUYEHMS (C COXpaHEHMEM KOHMMAEHUMANsHOCTU MHpopMaUmum O COCTaBe SKCNEPTHOMN
KOMWNCCUN) U O BO3MOXHOCTM MUITM HEBO3MOXHOCTW paccMaTpuBaTth NEKApCTBEHHbIN Npenapar Ans MegULMHCKOTO NMPUMEHEHUS
npw OCYLLECTBMEHUN rOCYAapCTBEHHOW perncTpaLmm B Kadyectse opdaHHOro nekapCTBeHHOro npenapara.

2. MNMpn BbIHECEHMU KOMUCCHMEN IKCMEPTOB 3aKIHOYEHUS O BO3MOXHOCTM paccMaTpuBaTb NEKapCTBEHHbLIN Mpenapart ans
MEANLIMHCKOrO NMPUMEHEHNsT MPU OCYLLECTBIEHMM FOCYOAPCTBEHHON perncrtpauum B KayectBe opchaHHOro nekapCTBEHHOro
npenapaTta yrnofIHOMOYEHHbIN dheeparnbHbIi OpraH UCMONMHUTENBHOW BNAcTU B CPOK, HE NPEBbILLALWMIA NSTU paboynx gHelN co
OHS1 MOMyYeHNst OaHHOMo 3aKrYeHUsl, MPUHMMAaEeT pelleHue O Bblgade 3aJaHusi Ha MNPOBEAEHWEe JIKCMepTU3bl KayecTBa
NeKapCTBEHHOIO CPEACTBA W SKCNEPTU3bl OTHOLLEHUS OXMOAEMOM MOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NNEKAPCTBEHHOIO
npenapaTta Ans MeauuMHCKOro NMpUMMEHEHUs1 B MOpsiAKE YCKOPEHHOW npoueaypbl 3KCNepTu3bl NIekapCTBEHHOINO CPeAcTBa B
COOTBETCTBUM CO cTaTben 26 HacTodulero PeaepanbHOro 3aKkoHa.

3. B cnyyae nNpuHATMSA pelueHWss O HEBO3MOXHOCTWM paccMmaTpuBaTb fleKkapCTBEHHbI npenapaTt Ans MeAULMHCKOro
NPYMEHEHWS NPW roCyAapCTBEHHOW perucTpaumMu B KavecTBe OpdaHHOro fekapCTBEHHOro npenapata YrnorHOMOYEHHbIN
cbegepanbHbid OpraH MCNOMHUTENBHOM BiacTM MpekpawaeT npouenypy rocygapCTBEHHOW perncrpaumm nekapcTBEHHOro
npenapata. 3asBuTenb BrnpaBe 0OpaTUTbCS B PErnCTPUPYIOLLMI OpraH C 3asiBfieHMeM O roCy4apCTBEHHOW perucrpauuv
yKa3aHHOro niekapCcTBEHHOro npenapara B COOTBETCTBUM CO cTatben 18 HacTosuero PenepanbHOro 3akoHa.

(Ctatbs B pepakuun, BBeaeHHon B gencteme ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM oT 22 aekabpa 2014 rona N
429-03. - Cm. mpeablayLLy0 PEAAKLIMIO)

KommeHTapun k ctatbe 21

CTATbA 22. PELLEHUE O NPOBEOEHUU KMTUHUYECKOIO MCCNEOOBAHUA NEKAPCTBEHHOIO
MPENAPATA Onsd MEOQUUMHCKOIO NPUMEHEHUA

(YTpatuna cuny ¢ 1 uionst 2015 roga - PenepanbHbii 3aKoH oT 22 nekabps 2014 rona N 429-93. - Cm. npeablayLLyo
penakuuio)

KommeHTapum k ctatbe 22
CTATbA 23. 3KCNEPTU3A KAYECTBA NNEKAPCTBEHHOIO CPEACTBA U 3KCNEPTU3A OTHOLUEHUA
O)KI/IJJ,AEMOVI Nnonb3bl K BOSMOXXHOMY PUCKY MPUMEHEHUA NEKAPCTBEHHOIO MPENAPATA ONA
MEOUUMHCKOIO NPMMEHEHUA

1. SKCﬂepTVISa KadyecCTBa NeKapCTBEeHHOro cpeactBa un 3Kcneptmn3a OTHOLEHNUA oXngaemon nonb3bl K BO3MOXXHOMY PUCKY
NnpuMeHeHNA NekapcTBeHHOro npenapara ana MmeamumnHCKoro npuMmeHeHna, coctaBrneHne KOMMCCAMmn 3KCnepToB 3aK4YeHnmn
no pegynbrataMm npoBeOEeHHbIX 3KCNepTu3 1 HanpaBleHune 3TuxX 3aKM4YeHnn B yﬂOJ'IHOMO‘-IeHHbII?I cbe,u,epaanblﬁ opraH
MCMNOMHNTENBHOW BracTn OCYLUECTBIAKTCA B CPOK, He FlpeBbILIJaIOLIJ,VIIZ CTa pgecatu p360'~IVIX OHen co gHs nony4yeHuna
QKCNEepTHbIM y4ypexaeHnem cooTBeTCTByoWero 3aagaHma ynoJiIHoMO4eHHOro qae,u,epaanoro opraHa WCMONMHUTENLHON BNacTn n
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HeO6XOﬂI/IMbIX OOKYMEHTOB B SJ'IeKTpOHHOIZ cbopme nnn Ha 6yMa)KHbIX HOcUTenax.

2. B TeyeHne OeBAHOCTA OHEN CO OHSA MOMyYeHUst PelleHnst YNONHOMOYEHHOMo deaepanbHOro opraHa UCMOMHUTENLHOMN
BMacTV O NPOBEAEHUN 3KCNEepTU3, NPEQyCMOTPEHHbIX YacTbio 1 HACTOALIEN CTaTbW, 3asBUTEMNb MPEOCTABMSET B 9KCNepTHOe
yupexneHne Ans NpoBeAeHUst 3KCMepTW3bl KayecTBa NeKapCTBEHHOro cpeacTsa obpasubl NleKapCTBEHHOro npenapara Ans
MEMLIMHCKOTO MPUMEHEHMUsI, TMPOM3BEAEHHOr0 B COOTBETCTBMW C TPeBOBaHWSIMM  OMbITHO-MPOMBILLNEHHOTO U (UnK)
NPOMBILLUSIEHHOTO PErNIaMeHTOB, YTBEPXKAEHHbIX PYKOBOAUTESNIEM MNPOM3BOAMTENS JEKapCTBEHHbIX CPEACTB, a Takke B
COOTBETCTBYIOLUMX Crlyyasx obpasubl papMaueBTUYeckol cybCcTaHLmMmM, TecT-luTaMMa MUKPOOPTraHW3MOB, KyNbTypbl KMEeTOK,
o6pasubl BeLEecTB, MNPUMEHSIEMbIX [N KOHTPONs KayecTBa JeKapCTBEHHOTo cpeacTBa MyTeM CpaBHEHUS C  HUMU
1ccregyemoro NekapcTBeHHOro CPeacTBa, B KONMYEeCTBax, HeoBXoaMMbIX ANsi BOCNPOM3BEAEHUS METOAOB KOHTPOIS KayecTBa.

3. Mpn nonyyeHnn obpasuUOB NEKAPCTBEHHOIO Mpenapara u apMaueBTUYEeCKOon CyOCTaHLMM SKCMEPTHOE y4ypexaeHue
BblJAET 3asiBUTENIO JOKYMEHT, MOATBEPXKAAOLLMIA NoNyYeHne yKkazaHHbIX 06pas3LoB, U B CPOK, HE MPEBbILLALLNA Tpex paboumnx
OHeN, yBeAOMNSET B 3NEKTPOHHOM chopme unm Ha bymakHOM HocuTene o6 3TOM YNONHOMOYEHHbIM dheaepanbHbIi opraH
WCMOIMHUTENBHOW BNacTu.

4. Yka3aHHble B yYacTax 2 1M 3 HacTodulel CTaTbu CPOK AN NPeACTaBreHust 3asiBuTernieM 06pasLoB NEKapCTBEHHOro
npenapata v dapmMaleBTU4eckon cybCTaHumm M CpoK yBEOOMIEHUS 3KCMEPTHbIM y4ypexaeHvem o6 3ToM Ha OymakHom
HocuTene yrnonHOMOYEHHOro dpeeparnbHOro opraHa UCMOMHUTENBHOW BNAacTU He BKIOYAlOTCH B CPOK MPOBEAEHUS 3KCNepTus,
npeaycMOTPEHHbIX YacTblo 1 HacTodLLen cTaTbu.

5. [JoKyMeHTbl, NOCTYMMBLUME B 3KCMEPTHOE YyupexaeHue AN MPOoBedEeHUs! 3KCMepTM3, NMPenyCMOTPEHHbIX YacTbio 1
HacTosLLen CcTaTbu, NOANEXaT BO3BPaTY B YNONIHOMOYEHHLIN deaepanbHbIi OpraH UCNOMHUTENbHON BNacTM OAHOBPEMEHHO C
3aKIMOYEHUAMU, NOMYYEHHBIMW MO Pe3yfisTaTaM COOTBETCTBYHOLLMX 3KCMEPTU3.

(Ctatbsa B pepakunn, BBeaeHHon B gencteme ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM oT 22 aekabpa 2014 rona N
429-®3. - CMm. mpeaplayLyo peaaKLmio)

KommeHTapum k ctatbe 23

CTATbA 24. QKCMNEPTU3A KAYECTBA JIEKAPCTBEHHOIO CPEACTBA U 3KCMNEPTU3A OTHOLLEHUA
OXWOAEMOW NOJb3bl K BO3MOXHOMY PUCKY NPUMEHEHUSA NEKAPCTBEHHOIO NPEMAPATA ANA
BETEPUHAPHOIO NPUMEHEHUA

1. OKcnepTm3a KavecTBa fIEKapCTBEHHOINO CPeacTBa M SKCMEPTU3A OTHOLLEHUS OXMAAEMOM MONb3bl K BO3MOXHOMY PUCKY
NPUMEHEHNsT NEKAPCTBEHHOro npenapara Ans  BETEPUHAPHOro MPUMEHEHUs, COCTaBfeHWEe KOMWUCCUSIMUA  IKCMEepTOB
3aKMYeHn No pesynbrataM yKa3aHHbIX 3KCNepTU3 U HarnpasfieHue TakuxX 3aKkrYeHUn B YNONTHOMOYEHHbIN heaepanbHbin
opraH MCMONMHUTENbHOM BMAacTW OCYLLECTBNSAOTCS B CPOK, HE MpeBblatoWmin cTa AecaTn pabounx OHEN CO OHSA MonyyYeHust
3KCMEPTHbIM YYpEeXOEHNEM 3adaHus YMOSTHOMOYEHHOro doefepanbHOro opraHa WCMNOSHUTENbHOW BNacTU C AOKYMEHTaMM,
yKasaHHbIMK B YacTn 3 ctatbu 17 HacTodulero degepasnibHOro 3akoHa.

(YacTb B pegmakumu, BBegeHHON B AencTteue ¢ 22 HosAbpsa 2014 roga PenepanbHbiM 3aKOHOM OT 22 okTs6pa 2014 rona N
313-®3; B penakumu, BBefeHHON B aencteue PenepanbHbiM 3akoHoM oT 13 uong 2015 roga N 241-03. - CMm. npeabiayLyo
peaakumio)

2. B Teuyenne Tpuauatm paboumx [OHEW CO OHA MNOMyYeHWUst peLUeHMsT YMONTHOMOYEHHOro dhegepanbHOro opraHa
WCMOMHUTENBHON BMacTU O MPOBEAEHMU YKa3aHHbIX B YacTu 1 HAcTosLlel CTaTbW 3KCMepTM3 3asBUTENb MpeacTaBnsieT B
3KCMEepTHOE yupexaeHue AN MpoBedeHMsT 3KCMepPTU3bl KauyecTBa EKApCTBEHHOIO cpeacTBa obOpasubl eKkapCTBEHHOMO
npenapata [AOnsi BETEPUMHAPHOrO MPUMEHEHUS!, MNPOU3BEOEHHOr0O B COOTBETCTBUM C TPeboBaHUAMWU TEXHOMNOrMYECKUX
pernamMeHToB, YTBEPXAEHHbLIX PYKOBOAMUTENEM NPOM3BOAUTENS NEKAPCTBEHHbIX CPEACTB, a Takke B COOTBETCTBYIOLLUX Criyyasix
TECT-LUTaMMbl  MWKPOOPraHWU3MOB, KynbTypbl KNeTok, obpasubl dapmMaueBTUYeckon cyOcTaHumMK, obpasubl BeLlecTs,
NpUMeHsieEMble ANsi KOHTPONS KadecTBa feKapCTBEHHOIO CPEACTBa, B KONMMYECTBax, HeEOOXoOMMbIX 4SSl BOCMPOU3BELEHUSI
METOOB KOHTPOIS Ka4yecTea.

(Yactb B pegakuun, BeegeHHon B aencteme ¢ 13 aBrycta 2019 roga ®eaepansHbiM 3akoHoMm oT 2 aBrycta 2019 roaa N
297-®3. - CMm. NpeablayLLY0 PeAAKLNI)

3. Mpu nony4eHun ob6pasLOB NekapCTBEHHOro npenapata u dapmaueBTUYECKON CyOGCTaHLUMM 3KCMepTHOE yuypexaeHue
BblJAET 3asiBUTENO JOKYMEHT, MOATBEPXKAAOLLMIA NOoNyYeHne yKkazaHHbIX 06pasLoB, U B CPOK, HE MPEBbILLALLNA Tpex paboumnx
OHen, yBegoMnsieT B MUCbMEHHOM hopme 06 3TOM YNONHOMOYEHHbI dheaeparnbHbli OpraH UCMOMHUTENBHON BRacTMy.
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4. CpOK ana npeacraBneHna 3aasutenem O6pa3LI,OB JIeKapCTBEHHOIo npenapara u daapmaueBqueCKon CY6CT8HLI,I/II/I n
CPOK yBEOOMJIEHUA 3KCMNEepPTHbIM Y4YpexXgeHunem 00 3TOM B MWCbMEHHOM (bopme YNOJITHOMOYEHHOIo daep,epaanoro opraHa
MCNOMHNTENBHOM BMacTw, YKa3aHHble B 4acTax 2 1 3 HacTosAuWen cTaTbu, HE BKIOYaKTCA B CPOK npoBeneHna ykKa3aHHbIX B
yactu 1 HacTodulen cTaTbn 9KCNepTuns3.

5. ,D,OKyMeHTbI, NoCTynmBLLUNE B 3KCMEPTHOE y4dpexaeHune OnAa nposeaeHuda YKa3aHHbIX B 4acTtu 1 HacTosdulen cratbu
9KCNnepTn3, nopanexartr BO3BpaTy B yFIOﬂHOMO‘-leHHbIﬁ cpe,qepaanbM opraH WCNONHUTENBHOM BRnacTn OAHOBpPEMEHHO C
3aKn4vyeHnaMmn no pesynbratamM yKa3aHHbIX 3KCNepTus.

KomMmeHTapui kK ctatbe 24

CTATbA 25. NOBTOPHOE NMPOBEAEHUE 3KCMNEPTU3bl IEKAPCTBEHHbIX CPEACTB

(HanmeHoBaHue B pegakuun, BeegeHHon B genctaume ¢ 1 niona 2015 roga ®enepanbHbiv 3akoHOM 0T 22 Aekabpa 2014 rona N
429-®3. - CMm. mpeaplayLLyo PeAAKLn)

1. B cnyvaax HegoctaToyHOM OBGOCHOBAHHOCTM WMNW HEMOMHOTHI 3aKMYEHUS KOMUCCUWM 3KCMEPTOB, HaNMU4YmMsi B HEM
NPOTMBOPEYMBLIX AaHHbIX, hanbcudunKkaLmm BbIBOAOB 3KCMEPTU3bl NNIEKAPCTBEHHOIO CPEACTBA, COKPLITUSA OT YNOSTHOMOYEHHOIo
denepanbHOro opraHa MCMNONHUTENBHOW BIlAaCcTM OCHOBaHMI AN OTBOAA 3KCnepTa BCNEACTBME €ro 3aMHTEPeCcOBaHHOCTU B
pesynbratax COOTBETCTBYIOLLENA IKCMEPTU3bl, HaNMM4uus AaHHbIX O MPSMOM JIMOO KOCBEHHOM BMeELUATENbCTBE B MpOLECC
COOTBETCTBYIOLLEN IKCMEPTM3bI NK1L, HE Y4aCTBYIOLUUX B €€ NPOBEAEHUN, HO OKa3aBLUMX BIUSHME Ha MPOLLECC 1 pe3ynbsTaTthbl ee
NpoBeAEHNs], YMONMHOMOYEHHbIM defepanbHbIM OpPraHOM WCMONMHUTENbHOW BriacTU Ha3HayaeTcs MOBTOpHas 3JKcnepTusa
neKapCTBEHHOIO CpeAcTBa 1 (UNn) aTM4ecKas aKkcnepTuaa.

(YacTb B pegakunun, BBeaeHHow B aenctaue ¢ 1 uonsa 2015 rona PenepanbHbiv 3aKkoHOM 0T 22 nekadpa 2014 rona N 429-
®3. - CM. mpeabIAyLLY0 PEAAKLIMIO)

2. NoBTOpHas akcnepTU3a NekapCTBEHHOro CpeacTBa NPOBOANTCA C YY4ETOM pe3ynsTaToB paHee NpoBeAEeHHON 3KCNepTu3bl
B CPOK, YCTAHOBMEHHbIN YNOSTHOMOYEHHbIM heeparibHbIM OpraHOM UCMOMHUTENBHOW BRacTU U He MpeBbIaloWmiA TpuauaTtu
paboumx AOHEW CO [AHS MNOMNyYeHUs SKCMEPTHbIM YyupexaeHuem 3afaHus Ha npoBedeHWe MOBTOPHOW  3KCNepTu3bl
neKapCTBEHHOro cpeacTsa.

(Yactb B pegakuuu, BBegeHHon B aenctene ¢ 1 nonga 2015 rona PegepanbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-
®3. - Cm. npeablayLLyo peaakuuo)

3. ®uHaHcoBoe obGecrneveHne BbINOMHEHMS 3a4aHUs Ha NpoBedeHMe NMOBTOPHOW 3KCMEepPTM3bl NIEKAPCTBEHHOIO CpeacTBa
He ocyLlecTBsieTCs.

(YacTtb B pegakuuun, BBegeHHoun B aenctene ¢ 1 nonsa 2015 roga degepanbHbiM 3akoHOM OT 22 aekabpa 2014 rona N 429-
®3. - CMm. npeapiayLLyo PeAaKLnI)

KommeHTapum k ctatbe 25

CTATbSA 26. YCKOPEHHASA NMPOLIEAYPA 3KCNEPTU3bIl IEKAPCTBEHHbLIX CPEACTB

1. YckopeHHasi npoueaypa 3KCnepTuabl JIeKapCTBEHHbIX CPEACTB B LENsIX rocy4apCTBEHHON PErMcTpauumn fnekapcTBeHHbIX
npenapaTtoB NPUMEHSIETCA B OTHOLUEHMM OpdaHHbLIX NTEKAPCTBEHHbIX MPenaparToB, NEPBbIX TPEX JIEKAPCTBEHHbIX NpenapaTtos,
peructpupyembix B Poccuickon dPepepauum B KadecTBE BOCMPOM3BELAEHHbIX JIEKAPCTBEHHbLIX MpenapaTtoB, OYepeaHOCTb
KOTOpbIX OMpefenseTca B COOTBETCTBMM C HOMEPOM W [OATOW BXOAALMUX 3asBMEHUA O rOCYyAapCTBEHHOW perucrpauuv
NeKapcTBEHHbIX MpenapatoB B paMKax OAHOI0 MEeXAyHapoOHOro HenaTeHTOBAHHOIO HaVMEHOBAHWsSI NEKapCTBEHHOrO
npenapata wnu rpynnuMpoOBOYHOTO HAvMMEHOBaHWMS NEeKapCTBEHHOrO Mpenapata, W NEeKapCTBEHHbIX Mpenaparos,
npeaHasHa4YeHHbIX UCKNMIOYUTENBHO AN MPUMEHEHUS HECOBEPLUEHHONETHUMU FpaXKaaHamu.

(YacTb B pegakumun, BBegeHHow B aencteue ¢ 1 uonsa 2015 rona PenepanbHbiv 3akoHOM 0T 22 nekadpa 2014 rona N 429-
®3; B pemakumun, BBegeHHon B gencteue PenepanbHbiv 3akoHoM OoT 13 utongd 2015 roaa N 241-03. - Cm. mpeabiayLyto
penakumio)

2. yCKOpeHHa‘il npouenypa 3KCnepTuabl NIEKAPCTBEHHbIX CpeacCTB B Lenax rocyp,apCTBeHHon perncTtpaumn nekapCrBeHHbIX
npenaparoB HE NPUMEHAETCA B OTHOLLUEHUNN:

1) GuoaHanoroBbIx (6nonogobHbIX) NekapcTBEHHbIX NpenapaToB (6noaHanoros);
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2) pedhepeHTHbIX NeEKapCTBEHHBIX NPEnapaToB (3a UCKNoYeHNneM opaHHbIX NIEKapCTBEHHbIX NPenapaTtoB);

3) BOCNpoun3BedeHHbIX NeKapCTBEHHbIX npenapaTtoB (38 UCKIoYeHneM nepBbIX TpexX perncrtpupyemMmbix B Poccuiickon
d)e,u,epau,mm B Ka4ecCTBe BOCNpPOM3BEAEHHbIX JNNEKAapPCTBEHHbLIX npenapaTtoB U JIeKapCTBEHHbLIX npenapartoB, npegHa3Ha4YeHHbIX
UCKINOYNTENBbHO OANA NpUMMEeHEeHUA HeCoBEePLLUEHHONETHUMN rpa>|<,anaM|/|);

4) HOBbIX KOMBMHALMIA 3aPErMCTPUPOBAHHbBIX PaHee NEKapCTBEHHbIX NPenapaTos;

5) nekapcTBEHHbIX NMpenapaToB, 3aperMcTPUPOBaHHbLIX paHee, HO MPOU3BEAEHHbIX B OPYIUX NeKapCTBEHHbIX dopMax B
COOTBETCTBUM C NEPEYHEM HauMeHOBaHMWIN NeKapCTBEHHbLIX POPM U B HOBOW J03UPOBKE.

(YacTtb B pegakuuun, BBegeHHom B aenctene ¢ 1 nonsa 2015 roga PegepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-
®3. - CM™. NpeapiayLLyo PeAAKLNI)

3. YckopeHHasi npouegypa 9SKCMepTM3bl JIEKAPCTBEHHbLIX CPeACTB MPOBOAMTCS MO PELUEHWNIO COOTBETCTBYHOLLEIO
YNOMHOMOYEHHOro (hefeparnbHOro opraHa MWCMONMHUTENBHOW BNacTM Ha OCHOBaHWM 3asiBMEHWUs1 3asiBUTENSI B CPOK, He
npeBbIIaLLNA BOCbMUAECATU paboyumx aHen. Mpu 3Tom akcnepTusa AOKYMEHTOB, COAEPXALLMXCH B PEMMCTPALNMOHHOM [OChE
Ha IeKapCTBEHHbIA Mpenapar, NpPOBOAWUTCA B CPOK, He MpeBbllLalWMiA Aecsatun pabounx OHEeWn, 3SKcnepTusa KavecTBa
NeKapcTBEHHOrO CPEACTBA U 3KCMEPTM3a OTHOLLEHNST OXMAAEMOW MOMb3bl K BOSMOXHOMY PUCKY MPUMEHEHUS] NEKAaPCTBEHHOIO
npenapaTa NpPOBOAATCS B CPOK, HE NPEBbILIAKLLNIA LIecTUaecaTH pabounx aHen.

(YacTb B pegakumm, BBeaeHHou B gericteue ¢ 1 uons 2015 roga ®enepansHbiM 3akoHOM oT 22 nekabps 2014 rona N 429-
®3. - CM. mpeabIAyLLY0 PEAAKLIMIO)

3_1. B oTHOWeEHUN opdaHHbIX feKapCTBEHHbIX MpenapaToB MOryT ObiTb MpeacTaBeHbl pes3ynbTaTbl JOKMMHUYECKUX
nccrnenoBaHUin NEKApPCTBEHHBLIX CPeacTB U KIMHUYECKUX WCCNEAOBaHUN NEeKapCTBEHHbIX MpenapaTtoB Ans MeauuMHCKOro
NPUMEHEeHWs1, BbIMOMHEHHbIX 3a npegenamu Poccuiickon ®egepaumm B COOTBETCTBUM C  MpaBuiiaMu  Hagnexatlen
nabopaTopHON NPaKTUKMN U NpaBunaMm Hagnexallen KINMHUYECKON NpaKkTUKK.

(Yactb gononHuTensHO BkNtodeHa ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 nekabps 2014 rona N 429-93)

4. YckopeHHas npoueypa 9KCnepTm3bl IEKapCTBEHHbIX CPeACTB MPOBOANTCS B NOpsAKe, yCTAaHOBMEHHOM cTatbamu 17-20,
23 n 24 Hactosaulero PenepanbHOro 3akoHa, M He O3HA4YaeT CHWMXKeHus TpeboBaHu Kk 6e30MacHOCTU, KadecTBy W
3 PEKTUBHOCTU NEKapCTBEHHbIX NpenapaTos.

KommeHTapum k ctatbe 26

CTATbA 27. PELLEHUE O TOCYOAPCTBEHHOW PETMCTPALIUM IEKAPCTBEHHOIO NPEMAPATA

1. B cpok, He npeBbIlWakoWwmnin gecatn pabounx gHen co AHsS NonyvYeHus 3aknioYeHnn KOMUCCUN SKCMEePTOB MO pesyrbTatam
9KCMepTu3bl KayecTBa NeKapCTBEHHOrO CPEACTBA M IKCMEPTU3bl OTHOLUEHUSA OXWOAEMOW MOMNb3bl K BO3MOXHOMY PUCKY
NPUMEHEHNs JNeKapCTBEHHOro Mnpenapara, COOTBETCTBYHOLLMIA YMOMHOMOYEHHbLIN hbedepanbHbli OpraH MCAOMAHUTENBHON
BNacTu:

(AB3au B pegakumm, BBefeHHoM B Aencteure ¢ 1 nonsa 2015 roga PeneparnbHbiM 3akoHOM 0T 22 nekabpa 2014 rona N 429-
®3. - CM. npeaplayLLyio peaaKLmio)

1) pasmeLyaeTt Ha cBoeM odumumanbHOM canTe B ceTu "MIHTepHeT" COOTBETCTBYIOLLME 3aKMOYEHNSS KOMUCCUM IKCNEPTOB U
OCYLLECTBISIET UX OLEHKY ANsi onpedeneHnsi COOTBETCTBMS 3aaHNI0 Ha NMPOBeAEeHUE 3TUX SKCMEepTUs;

(MyHkT B pegakuun, BBeageHHon B aencteue ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM oT 22 Aekabpsa 2014 rona N 429-
®3. - CM. mpeabIAyLLY0 PEAAKLIMIO)

2) NpUHMMaET peLleHre O roCyAapCTBEHHOWM perncTpauum nekapcTBEHHOro npenapaTa unn o6 oTkase B rocyapCTBEHHOM
pervcTpaunm nekapcTBEHHOro Npenapara;

3) BHOCUT nNpU MPUHATMU pPELUEHUSI O TOCYAAPCTBEHHON perucTpauuyM JeKkapCcTBEHHOrO mMpenapaTta [faHHble o
3aperMcTprpoBaHHOM JEKAPCTBEHHOM NpenapaTte, B TOM 4Mcrie O dhapMaleBTUYECKon cyGcTaHumM, BXoAsieid B cocTaB
nekapCTBEHHOro npenaparta, B [OCY[apPCTBEHHbIN PEECTR MEKapPCTBEHHbLIX CREACTB W BblOAET 3asiBATENI0 PeErMcTpaumoHHoe
yOOCTOBEpPEHVEe J1IeKapCTBEHHOro npenaparta, hopmMa KOTOpOro YTBEPXKOAETCA YMOMHOMOYEHHbIM (hefdeparnbHbiM OpraHoM
WCMOMHUTENBbHON  BMacTW, COrMMacoBaHHble HOPMAaTMBHYI OOKYMEHTaUMio, HOPMAaTWMBHLIA [OOKYMEHT, WHCTPYKUMIO MO
NPUMEHEHMI0 1IeKapCTBEHHOTO npenapata U MaKeTbl MEpPBUMYHOM YMAKOBKM W BTOPUYHOM (MOTPEGUTENBLCKOMN) YMakoBKM C
yKasaHMeM Ha HWX HoMepa PerncTpaumMoHHOrO YAOCTOBEPEHUS NEKapCTBEHHOrO mpenapaTta M AaTbl ero rocygapCTBEHHOM
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peructpaumM unuM B criydae MpuHsTUSE pelleHus o6 oTkase B rocy4apCTBEHHOW perucTpaumm NeKapcTBEHHOro npenaparta
yBEAOMMSIET B NMUCbMEHHOW (hopme 3asiBUTeNst 06 3TOM C yKasaHWeM MPUYMH Takoro oTkasa. 3a Bblgayvy permcTpalyoHHOro
YAOCTOBEPEHUS NEKApPCTBEHHOro npenaparta B3WMaeTCs rocygapcTBEHHas MOLUfiMHa B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuickon Pefepauumn o Hanorax u cbopax.

(MyHkT B pegakuun, BBeaeHHon B aenctaue ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM oT 22 Aekabpa 2014 rona N 429-
@3. - CM. NpeabIayLyo peaakLnio)

2. OcHoBaHMemM [fnsi OTKasa B roCygapCTBEHHOW perncTpaumm fekapCcTBEHHOro npenapata Aand MeauuMHCKOro
NPUMEHEHNST ABMAETCS 3aKNOYEHNE COOTBETCTBYIOLLEro YNOMHOMOYEHHOro hegepanbHOro opraHa UCNOMHUTENBHON BRacTu o
TOM, YTO Ka4ecTBO U (Mnn) 3PPEKTUBHOCTb PErMCTPUPYEMOrO NIEKAapPCTBEHHOMO Npenapara Ansg MeauumHCKoro npuMeHeHnst He
NnoATBEPXKAEHbI MNOMyYEeHHbIMU OaHHBIMA WM YTO PUCK MPUYMHEHMS Bpeda 340POBbK 4YeroBeka BCreacTBue npuema
neKkapCcTBEHHOro npenaparta aAnsg MeANUMHCKOro NpMMeHeEHUs NpeBbiaeT 3pPEKTUBHOCTb €ro NPUMEHEHMS.

(Yactb B pepakumn, BBegeHHon B genctene ¢ 15 uroHa 2018 roga PenepanbHbiv 3akoHoM oT 4 mioHa 2018 roga N 140-
@3. - Cm. npeablayLyo peaakuuo)

3. lNoBTOpHOE NpeacTaBneHne B COOTBETCTBYHOLUIN YNOMHOMOYEHHbIN edeparnbHblii OpraH MCMOMHUTENbHOW BRacTu
NeKkapcTBEHHOrO npenapara, B OTHOLIEHWM KOTOPOro MOflydeH OTKa3 B [OCYOapCTBEHHOM peructpaummM u  KOTOpbIi
BMOCNEeACTBUN MOABEPICH M3MEHEHMIO B YacTM ero cocTasa, pacCMaTpmBaeTcs Kak npencTaBrneHne HOBOro NleKapCTBEHHOro
npenapara Ha ero rocy4apCTBEHHYIO PErMCTPaLMI0 HE3aBUCUMO OT COXPaHEHNS ero NePBMYHOTO HAaUMEHOBAaHUS.

(YacTb B pegakumm, BBeaeHHou B gericteue ¢ 1 uons 2015 roga ®enepansHbiM 3akoHOM oT 22 nekabps 2014 rona N 429-
®3. - CM. mpeabIAyLLY0 PEAAKLIMIO)

4. lMpu npegocTaBneHNM 3asiBUTENIEM B COCTaBE PErMCTPauUMOHHOINO [OCbe Ha JleKapCTBEHHbIM npenapat Ans
BETEPUHAPHOIO MPUMEHEHUST KOMUW pPEeLUEHUss YMONTHOMOYEHHOro chbeaepanbHOro opraHa WCMNONMHUTENbHOW Bnactn o
NPOBEAEHUN WHCNEKTUPOBAHWS MNPOM3BOAUTENST JNIEKAPCTBEHHbLIX CPEACTB CPOK MPUHATUS PELUEHMSI O TOCyAapCTBEHHOM
perucTpaummM nekapCTBEHHOTO npenapata AN BETEPUMHAPHOTO MPUMEHEHUS MPUOCTAHABIIMBAETCA CO [OHS MONyYeHUsi
3aKMIOYEHUN, YyKaszaHHbIX B Yactm 1 HacTosulen CcTatbW, A0 AOHA MPUHATUS YNOMHOMOYEHHbIM dedepanbHbIM OpraHom
WCMONMHUTENBHOW BNacTM pelleHus O Bblgave unu o6 oTkase B Bblgadve 3akillo4eHuUst O COOTBETCTBUMM MPOM3BOAUTENS
neKkapcTBeHHbIX CPeAcTB TpeboBaHMAM MpaBui Hagnexallel MNpou3BOACTBEHHOM MpaKTUKM, HO He 6oree 4Yem Ha CTO
BOCEMbAECAT pabounx gHEN.

(Yactb gononHuTenbHO BktodeHa ¢ 15 noHa 2018 roga ®enepansHbiv 3akoHoM 0T 4 mnioHa 2018 rona N 140-93)

5. OcHoBaHMEM pfns OTKasa B T[OCYAapCTBEHHOW pPEerucTpaumu fekapCTBEHHOrO npenapata Ans BeTepuHapHOro
NPUMEHeHUs ABNSIETCS 3aKNtoYeHMe YNoNMHOMOYEHHOro oeiepanbHOro opraHa UCNONMHUTENbHOW BNacT O TOM, YTO Ka4ecTBo 1
(vnn) adbpeKTUBHOCTb PErMCTPUPYEMOrO NEKapCTBEHHOrO npenaparta Ansi BETEPMHAPHOIO MPUMEHEHUS] HE MOATBEPXAEHbI
NonMy4YeHHbIMW [AHHBIMU UMM YTO PUCK MPUYMHEHWUs Bpeda 340POBbI0 XXMBOTHOIO BCMNEACTBME MpUeMa NeKapCTBEHHOMO
npenapata Ons BETEPUHAPHOrO MPUMEHEHUS npeBblaeT 3(PPEKTUBHOCTb €ro MPUMMEHEHUS, OTKa3 YMOMHOMOYEHHOro
denepanbHOro opraHa WCMOMHUTENbHON BRacTM B Bblgave 3aKMOYeHUs O COOTBETCTBUM MPOU3BOAUTENST NEKapCTBEHHbIX
cpeacTtB TpeboBaHMSIM MpaBuIl Haanexawlen npou3BOACTBEHHON MNPakTUKM AONs1 KaXKOOW NPOM3BOACTBEHHOW MNoLLaakm
PErMcTpUPYEMOro fiekapCTBEHHOIO Mpenapata [Ans  BEeTEepMHApHOro MpUMEHeHUs B cry4Yae, ecnv NPOW3BOACTBO
nekapcTBEHHOrO npenapara Ansi BeTepMHapHOro NpMMEHEHMs OCYyLLEeCTBRSETCA 3a npegenamu Poccuiickon ®epepaumm, unm
OTCYTCTBUE TAKOrO 3aKIOYEHUS.

(Yactb gononHutensHO BktodeHa ¢ 15 noHa 2018 roga ®enepanbHbiv 3akoHoM oT 4 mioHa 2018 rona N 140-93)

KommeHTapum K ctatbe 27

CTATbA 27_1. BSBAUMO3AMEHAEMOCTDb JIEKAPCTBEHHbIX MPENAPATOB AnA MEOULIMHCKOIO
NMPUMEHEHWA

1. B3aumMo3aMeHsIeMOCTb NEKAPCTBEHHbIX NpenapaToB Anst MEAULIMHCKOTO NPUMEHEHUS ONPeaensieTcs YNonHOMOYEHHbIM
denepanbHbIM - OPraHOM  UCMOSNHUTENBHON BMacTW, OCYLLECTBAAIOLUMM FOCYAAPCTBEHHYIO PErMcTpaumio NeKapCTBEHHbIX
npenapaTtoB Ans MeQMLMHCKOTO MPUMEHEHUS, B paMKax OQHOMO MeXAyHapOo4HOro HEMATEHTOBAHHOMO (MMM XMMWUYECKOTO, UNn
rPYNNMPOBOYHOIO) HaMMEHOBAHUS Ha OCHOBE  3aKMOYEHWS] KOMWCCUM  3KCMEPTOB  JKCMEPTHOTO  YYpeXAeHus o
B3aMMO3aMEHSIEMOCTU NEeKapCTBEHHOro rnpenapara Ans MEAUUMHCKOrO MPUMEHEHWS NMBO O TOM, 4YTO FEKapCTBEHHbIN
npenapar ansi MEAULMHCKOrO NMPUMEHEHWs1 He SIBMSIETCS B3avMo3aMeHsieMbIM. Mopsiaok onpeaeneHnsi B3aumMo3ameHsieMocTH
NeKapCTBEHHbIX MpenapatoB ANs MEAMLMHCKOrO MpUMEHEHUs U ¢opmMa 3akfloYeHUs KOMUCCUM SKCMEPTOB IKCMEPTHOro
YUYPEXOEHUS O B3aMMO3aMEHSIEMOCTM J1eKapCTBEHHbIX MpenapatoB Ans MeAMUMHCKOro MpUMEHEHUss NnGo O TOM, 4TO
NeKapCTBEHHbIN npenapaT Ans  MeOQUUMHCKOrO MNPUMEHEHWUSI He SIBNSETCA B3aMMoO3aMeHsIeMblM, yCTaHaBIMBaoTCS
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MpaeutenscTBoM Poccurickon Gegepaumn.

2. Komuceunsi akcnepToB 3KCMEPTHOIO YUYPEXAEHUSI AAET 3aKMOYeHe O B3aMMO3aMEHSIEMOCTU JIekapCTBEHHOIo npenapara
ANs MeQULLMHCKOTO NPUMEHEHUst MMBO O TOM, YTO fleKapCTBEHHbIN npenapaT Afsi MeaWMUMHCKOro NMPUMEHEHUs He siIBrsieTcs
B3aMMO3aMeHsIEMbIM, HA OCHOBAHWUM CIEQYOLUMX KPUTEPUEB (XapaKTEPUCTHK):

1) akBuBaneHTtHoCcTb (Ana OwmoaHanoroBbix (6MonNoaobHbIX) fekapCTBeHHbIX npenapatoB  (buoaHanoros) -
COMOCTaBUMOCTb) Ka4eCTBEHHbIX U KONMUYECTBEHHbIX XapakTepucTuk dapMaLeBTUYECKUX CyOCTaHUMIA UM ConocTaBUMOCTb
aHTUIeHHOro cocTaBa BaKLUMH. Micnonb3oBaHmne pasnuyHbIX conen, 3onpoB, KOMMNIIEKCOB, N30MEPOB, KpUcTannuyeckux opm u
APYrMX MpOW3BOOHbLIX OLHOMO WM TOrO e [OEWCTBYIOLLErO BellecTBa He SBMNSETCA NpPensaTcTBUEM AN OnpeneneHus
B3aMMO3aMEHSEMOCTN  NeKapCTBEHHbIX MNpenapaToB, €cnu Mpu  NPOBEAEHUN  UCCnefoBaHus BMO3KBMBANEHTHOCTU
nekapCTBEHHOrO Mpenaparta WnuM uccregoBaHUs TepaneBTUYECKOW 3KBUMBANEHTHOCTU NeKapCTBEHHOro npenaparta foKa3aHo
OTCYTCTBUE KIMHUYECKU 3HAYMMbIX PasnnumMin oapMakoKUHETUKM U (MnK) 3PEKTUBHOCTU U GE30MACHOCTUN NEKAPCTBEHHOTO
npenapata Ansi MeauLMHCKOro NpUMeEHEHUS;

2) 3KBMBANEHTHOCTb NEKapCTBEHHON hopmbl. Mog SKBMBANEHTHLIMW NEKApCTBEHHbIMU (DOPMaMM MOHUMAKOTCH pPasHble
nekapcTBeHHble (POpMbl, UMEIOLLME OOUHAKOBbIE CMOCOO BBeAeHUs M cnocob npumeHeHusi, obrnagaLme conocTaBuMbIMU
(PapMakoKMHETUYECKMMI XapaKTepucTnkamm 1 ¢apmakonormyeckum AencTBMemM U obecnedvBarollne Takke [OOCTXKEHWE
HeobXxoaMMOoro KnuHuyeckoro adgdpekta. Pasnnumsi nekapcTBeHHbIX (hOpM He SABNSAKTCHA NPensaTcTBMEM AN onpefeneHusi
B3aUMO3aMEHSAEMOCTU  JIEeKapCTBEHHbIX MpenapaToB, €ecrnv npyv MPOBEAEHUN uccrefoBaHus OUO3KBMBANEHTHOCTU
nekapCTBEHHOro npenapata WM UccregoBaHus TepaneBTUYECKOW 3KBMBANEHTHOCTM NEeKapCTBEHHOro npenapara goKasaHo
OTCYTCTBUE KITMHWUYECKN 3HAYUMBbIX pPas3nuuuii hapMaKkoKUMHETUKU U (Mnn) 3P eKTUBHOCTM M BE30NacHOCTU NEKapCTBEHHOMO
npenapata ansg MeauumnHCKOro NpUMeHeHus:;

3) 9KBMBANEHTHOCTb WM COMOCTABMMOCTb COCTaBa BCMOMOraTerbHbIX BELECTB JIEKAapCTBEHHOro mnpenaparta Aans
MELMLMHCKOrO NpuMeHeHusi. Pasanuumsa coctaBa BCMOMOraTesflbHbIX BELIECTB JIeKapCTBEHHOrO npenapata He SBNATCA
npenaTcTBUEM ANsi ONpeneneHns B3aMMO3aMeHSEMOCTN NEKapCTBEHHbIX NpenapaToB, ecnv Npy NPOBEAEHUN UCCIEeA0BaHNSA
BG1O3KBMBANEHTHOCTW NEKApPCTBEHHOIO Npenapara Wnn UCCrneaoBaHUsi TepPaneBTUHECKON 3KBMBANEHTHOCTU NIeKapCTBEHHOTO
npenapata [oKa3aHO OTCYTCTBME KIMHUYECKM 3HAYMMbIX PasnMyunuin  GapMakoKMHETMKM U (Mnn) 3dpeKTUBHOCTM U
6e3onacHOCTV nekapcTBEHHOIO npenaparta Anst MeAULUHCKOro NMpUMeHeHUst. Mpu HanuyunmM KIMHUYECKN 3HAYUMBIX Pasnnymin
hapMakoKMHETUKM U (Mnun) adpeKTUBHOCTM M 6e30MacHOCTM NEKAPCTBEHHOrO npenapara Anst MeAWUMHCKOrO MpUMEHEHUs!
B3aMO3aMEHSEMOCTb ONPELENAETCS C yKazaHWEM Ha UCKITIOYEHNE OTAENbHBIX FPYNM NaluueHTOoB;

4) ngeHTN4YHOCTb cnocoba BBeaeHUs 1 cnocoba NpMMeHeHus;

5) cooTBeTCTBME NPOU3BOAUTENS NEKApPCTBEHHOINO cpeAcTBa TpeboBaHMSM MpaBui Hagrnexallen npou3BOACTBEHHOM
NpaKTUKK.

3. OnpepgeneHve B3aMMO3aMEHSEMOCTU BOCMPOU3BEOEHHbIX fleKapCTBEHHbIX npenapatoB AN  MeAMUMHCKOro
NPUMEHeHUs1, yka3aHHbIX B Yactu 10 ctatbu 18 HacTosulero denepanbHOro 3akoHa, OcyllecTBrnsieTcs 6e3 HeobxoanmocTu
JoKasaTenbCcTBa NX OMO3KBMBANEHTHOCTH.

4. OcobeHHOCTN onpeaeneHns B3anMo3aMeHSIEMOCTN OMONOrMYecKkMX NeKapCTBEHHbIX MpenapaTtoB, KOMOWHUPOBAHHbLIX
nekapcTBEHHbIX NpenapaToB (CoAepXallmMx KOMOMHaUMIO AByX 1 Bornee OeNCTBYHOLMX BELLECTB), TeKapCTBEHHbIX NpenapaTos
ONS NapeHTepanbHOro nuUTaHus UM HedOo3UPOBaHHbIX JIEKAapCTBEHHbLIX MpenapaTtoB YycTaHaBnuBaloTcsl [1paBUTENbCTBOM
Poccuickon ®enepaumm.

5. Onpe/J,eneHme B3anMoO3aMeHAEMOCTN HE OCYLUECTBNAETCA B OTHOLUEHUN NEKAPCTBEHHbIX paCcTUTENbHbIX NpenaparTos,
romeonaTtn4ecKknx nekapCTBeHHbIX npenapartos.

6. dopmMupoBaHMEe TNepeyHsi B3aMMO3aMEeHSIEMbIX JEeKapCTBEHHbIX MpenapaToB Ans MeaWUUHCKOTO MNpUMeHeHWUs!
OCYLLECTBISIETCS AKCMEPTHBIM YYpexaeHeM NoCpeacTBOM 06beaMHEHUS NTEKAPCTBEHHBIX NpenapaToB B OTAeNbHbIE pynrbl, B
KaX0N 13 KOTOPLIX NeKapCTBEHHbIE NpenapaThl SBMSTCA B3auMOo3aMeHAeMbIMU.

7. B Cllydae BKIOYEeHUA B WMHCTPYKUMKO NO MeAUUMHCKOMY MNMPpUMEHEHUI0 INeKapCTBeHHOro npenapara Ha OCHOBaHWUK
pe3ynbratoB COOTBETCTBYHLLMNX nccreqoBaHUM MokasaHuni ang NPUMEHEeHNA, KOTOpble OTIn4arTCAa OT nokasaHun ans
NPpUMEeHEeHNA OPYrnX nekapCTBeHHbIX npenapartoB U3 rpynnbl B3aMMO3aMEeHAEMbIX JNeKapCTBEHHbIX npenaparoB, B nepe4yHe
B3anMO3aMeHAEeMbIX JIeEKapCTBEHHbIX npenapartoB Ald MeOAUUMHCKOINro npnMeHeHuna OOJnKHa ObITb YKa3aHa COOTBeTCTBYyHLlan
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WMHopmMauus.

8. T[lepeyeHb B3anMMO3aMeHSAEMbIX JIEKAPCTBEHHbIX MNpenapaTtoB ANs MEeAULMHCKOroO MNPUMEHEHUs pa3MellaeTcd
YNOSTHOMOYEHHbLIM hefeparnbHbiM OpraHOM WCMNOMHUTENBHOW BMAACTWU, OCYLLECTBSIOWMM FOCYAAapPCTBEHHYIO perncrpaumto
NeKapCTBEHHbIX npenapaToB AN MEeOUUMHCKONO MNPUMEHEeHWsl, Ha CBoeM oduuunansHoM cante B cetun "WHTepHet".
UHdopmauusa B nepeyHe B3aMMO3aMeEHSIEMbIX FIEKapCTBEHHbIX MpenapaTtoB ANd MeOULUHCKOrO MpUMMeEHeHus oGHoBnsieTcA
yKasaHHbIM hbefgepanbHbiM  OpraHoOM WUCMOMHUTENBHOW BRacTU C YYETOM HOBbIX 3aperncTpvpoOBaHHbLIX NEKapCTBEHHbIX
npenapaTtoB NSt MEOULMHCKOIO MPUMEHEHUSA U BHECEHHbIX M3MEHEHUN B AOKYMEHTbI, COOepXKallMecsa B PerncTpaumoHHbIX
A0Cbe Ha 3aperncTpmpoBaHHbLIE NIEKAPCTBEHHbIE NpenapaTbl ANd MeaNLMHCKOro NpUMEHEHMS.

9. lMopsagok Mcnonb3oBaHUA MHGOPMaLMM O B3aMMO3aMEHSIEMbIX JTEKAPCTBEHHbIX Mpenapatax Ans MeauUMHCKOro
NPUMEHEHNST M MNOPSIAOK [avM pasbsCHEHUWA MO BOMpPOCaM B3aMMO3aMEHSIEMOCTU JIEKAPCTBEHHbIX MpenapatoB Anis
MEOVLMNHCKOro NPUMEHEHNs1 ycTaHaenmBatoTcs NpaButenscTBomM Poccuiickon ®enepaumn.

(Ctatbst gononHutensHo BktoveHa ¢ 1 niona 2015 roga PenepansHbiv 3akoHom o1 22 nekabpa 2014 rona N 429-93; B
penakumu, BBeaeHHon B genctene ¢ 1 mapta 2020 roga PenepanbHbiM 3akoHoM OT 27 aekabpsa 2019 rona N 475-93. - Cwm.
npeaplayLLYIo peaakLmio)

KommeHTapun k ctatbe 27 1

CTATbA 28. PETUCTPALIMOHHOE YOOCTOBEPEHUE NEKAPCTBEHHOIO MPEMAPATA

1. PerncrpauuoHHOE YOOCTOBEpeHME FieKapCTBEHHOro npenaparta C ykasaHWeM NeKapCTBEHHbIX (OPM M [03MPOBOK
BblgaeTcss 6eCCpPoYHO, 3a UCKIOYEHUEM PErMcTpauvoHHOrO YAOCTOBEPEHUS NeKapCTBEHHOro npenapara, BblAaBaeMoro co
CPOKOM AENCTBUSA MATh MET, Ha BNepsble perncTpupyemslie B Poccuiickoin ®enepauum nekapcTBeHHble npenaparsi.

2. o wucreveHumn YKa3aHHOIo B 4acTtu 1 HacTodulen cratbu CpOKa BblOaeTca 6eCCpOLIHOG pernctpaumoHHoe
yoocToBepeHune nekapCTBeHHOro npenapara npu ycrnoBun noarBepXxXaeHua ero rocyp,apCTBeHHoﬁ perncrtpauunn.

3. B cnyyae BHeceHusa B cooTBeTcTBUM cO cTatbamu 30 M 31 HacTosulero PenepanbHOro 3akoHa WM3MEHEHUMN B
copepxalmecs B permcTpalmoHHOM [0Cbe Ha 3apermcTpuMpoBaHHbIN NEeKapCTBEHHbIV NpenapaT AOKYMEHThI, 3aTparmBaroLLmx
CBefEeHUsl, OTpaXKeHHble B PErMcTpaLMoHHOM YOOCTOBEPEHMM NIEKAPCTBEHHOMO Mpenaparta, YNOoNHOMOYEHHbIM deaepanbHbIi
OopraH UCNOMHUTENbHOM BacTu BblAAET HOBOE PErncTpauMoOHHOE YOOCTOBEPEHME FIEKAapCTBEHHOIO npenapaTa, cogepallee
BHECEHHbIE B HEFO U3MEHEHMUS.

(Yactb gononHutensbHO BkNtodeHa ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 nekabps 2014 rona N 429-93)

4. B cny4ae yTpaTbl Unu noBpexaeHnst permcTpaLmoHHOro yaoCcTOBepEeHNsi NeKapCTBEHHOro npenapara no 3asiBMeHnto B
nnuceMeHHon dhopme aepxaTtend unu Briagenbla perncrpauuoHHOro YAOCTOBEPEHWUS NEKapCTBEHHOro npenapara wnu
YMONMHOMOYEHHOIo MMW APYroro pUAMYECKOro nuua o Bbigade aybnvkara perncTpaumMoHHOro yaAoCTOBEPEHUS NeKapCTBEHHOMO
npenapaTta ynorHOMOYEHHbIN dheaeparnbHbIi OpraH UCNOMHUTENBHOWM BNacTU B CPOK, HE MpeBbILLaloLWLMiA AecaTn pabounx gHen
CO [OHs1 MOCTYNNeHus1 3asBreHusl, BbliaaeT AybnukaTt perncrpaumoHHOro Y4OCTOBEPEHUS NEKapCTBEHHOro npenapata. 3a
Bblgavy aybrnvkara permcTpauMoHHOro yAOCTOBEPEHUS NEKAPCTBEHHOIO npenapara B3UMaeTCs rocyqapCTBEHHAs MOLUMMHa B
COOTBETCTBUM C 3aKoHoAaTenbCcTBoM Poccuickon ®enepaunm o Hanorax n cbopax.

(YacTb gononHuTensHo BkntoveHa ¢ 1 uona 2015 roga PenepanbHbiM 3akoHOM OT 22 fekabpsa 2014 rona N 429-03)

KommeHTapum Kk ctatbe 28

CTATbSA 29. NOATBEPXXAEHWE FOCYOAPCTBEHHOW PETMCTPALIMU NEKAPCTBEHHOIO NPEMAPATA

1. ToaTBepxkaeHue rocydapCTBEHHOM perucTpauuy ekapcTBEHHOro rnpenaparta OcyLlecTBrnseTca npu  Bbloade
GeccpoYHOro pPerucTpaLMoHHOro YAOCTOBEPEHUsl NeKapCTBEHHOro npenapaTta B crydyae, ykasaHHOM B YacTu 2 cratbu 28
HacTosulero ®denepanbHOro 3akoHa, B CPOK, He MpeBbllUaloWMiA  LWecTUAecaT pabounmx OHeil co OHA  MonyyYeHus
COOTBETCTBYIOLMM YNONHOMOYEHHLIM befeparnbHbIM OpraHOM WCMOMNHUTENBHOM BMNacTW 3asBleHUss O MOATBEpPXKAeHUU
rocyaapCTBEHHON perucTpauuMu nekapcTBeHHOro npenapaTta. He ocyuwlecTBnseTcs noaTBepXaeHue rocynapcTBeHHOM
perucTpaumMm B OTHOLUEHUWU NeKapCTBEHHOro npenaparta, He Haxogusllerocs B obpalleHun B Poccuiickon depepaunn B
TeueHue Tpex U Goree neT, a Takke B OTHOLLEHWM NEKAPCTBEHHOTO CpeacTBa, NMPOU3BEAEHHOIO C HapyLleHMeM TpeGoBaHus,
YCTaHOBMEHHOro YacTblo 3_7 cratbu 71 HacTodulero PeaepanbHoro 3akoHa.
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2. 3asBneHve O noATBEPXKAEHUMM TFOCYOAPCTBEHHOW perncTpaumm nekapCcTBEeHHOro npenapata And MeauuMHCKOro
npUMeHeHWs NPeacTaBnsaeTCs B COOTBETCTBYOLLMI YNONTHOMOYEHHbIN hefeparbHbii OpraH UCNOMHUTENBHON BNAcTn He paHee
YeM 3a CTO BOCEMbAECAT OHEN 00 UCTEYEHUSA CpoKa OEeNCTBUS perMcTpaLMoHHOro YAOCTOBEPEHUS NEKapCTBEHHOMO npenapara
ON8 MeQULNHCKOro NPUMEHEHNS.

(Yactb B pepgakuun, BeeaeHHon B aencteme ¢ 13 aBrycta 2019 roga ®eanepanbHbiM 3akoHoM oT 2 asrycta 2019 roaa N
297-93. - CM. NpeablAyLLYI0 PDEAAKLIMIO)

2 1. 3asBneHve o MNoaTBEPXAEHWU rOCYAapCTBEHHOW perncrpauuy fiekapCTBEHHOIO Mpenaparta ans BeTepuHapHOro
NpPUMeHeHNs NpeacTaBnseTcs B COOTBETCTBYHOLLMIA YNONTHOMOYEHHbIN dheaepanbHbIi opraH UCMOSTHUTENBHOW BNAacTu He paHee
YeM 3a CTO BOCEMbAECHAT AHEN OO0 NUCTEYEHUsI cpoka AeACTBUSI pErnCTPaLMOHHOMO YOOCTOBEPEHNSI NekapCTBEHHOMO Npenapara
ONs BETEPMHAPHOTO NPUMEHEHMS! U He NO3AHee OKOHYaHWs CPOoKa ero AencTBUs.

(Yactb gononHuTenbHO BKNtodeHa ¢ 13 aBrycta 2019 roga ®enepansHbiv 3akoHoM OT 2 aBrycta 2019 roga N 297-93)

3. lMoateepxaeHne rocyadapCTBEHHOW perncTpauuy nekapCTBEHHOrO rMpenapaTta OCYLUECTBNSETCs Mo pesynbratam
3KCMEepTU3bl OTHOLLEHMST OXUAAEMON MOMNb3bl K BO3MOXHOMY PWUCKY MPUMEHEHMSI NEeKapCTBEHHOrO mpenapata Ha OCHOBaHUM
pesynbTaTtoB MOHUTOPUHra 3acpdeKTUBHOCTM M 6e30nmacHOCTM NEKapCTBEHHOro npenapara, NpOBOAMMOrO AepxaTenem unv
BNafenbLemM perucTpaumoHHOro YOOCTOBEPEHUSI NEKapCTBEHHOrO npenapara nMbo YNOMHOMOYEHHbIM UMW HOPUANYECKUM
NMLIOM, a Takke COOTBETCTBYHLUMM YMONMHOMOYEHHBIM dhefepanbHbiM OPraHOM MCMOMHUTENBHOW BracT B COOTBETCTBUM C
TpeboBaHMAMU cTaTby 64 HacTosulero PenepanbHOro 3akoHa.

4. K 3asBneHvio 0 noaTBEPXOEHUU TFOCYyAapCTBEHHOW perncrpaumm nekapCTBEHHOro npenapata Ans MeauuMHCKOro
npUMeHeHWs npunararTcA:

1) AOKYMEHTbLI, cogepallune pesynsratbl MOHUTOPUHIa achdekTMBHOCTM M 6e30MacHOCTU NekapCTBEHHOro nNpenapara Ans
MEOWUUHCKOTO  NPUMEHEHUsi, NPOBEOEHHOro AepxaTteneM unuM  BnagenbueM  perucTpauuoHHOro  yooCTOBEpPEHUS
nekapCcTBEHHOro npenapara Ans MeauUMHCKOro npuMeHeHns nmbo ynonHOMOYEHHBIM UM IOPUANYECKUM NIULOM, MO dopme,
YTBEPXXAEHHOWN YNOMHOMOYEHHbIM hefeparnbHbiM OpraHoM UCNOMHUTENBHOW BNacTw;

2) cBegeHus o gaTte nNpegocTaBrneHus U permcTpaumoHHOM HOMEpe NMLEH3UN Ha NPOM3BOACTBO NIEKAPCTBEHHbLIX CPEACTB
UNn cBefeHWss O AaTe MpefoCTaBMeHWss U PermcTpauuoHHOM HOMEpEe 3aKfiYeHUs O COOTBETCTBUM MNpou3BoauTens
nekapcTBeHHbIX cpeacTB TpeboBaHWsaM MpaBun  Hagnexawewn npou3BOACTBEHHOW  NPaKTUKW, NPefoCTaBNEeHHbIX
YMONMHOMOYEHHbIM  (begepanbHbiM — OpraHOM  UCMONMHUTENbHOW BMAacTM B OTHOLIEHWM MPOU3BOACTBEHHOW NNOLLaAKu
nekapcTBEHHOro npenapara ans MeauLMHCKOro NMpUMMEHEHUsl, rocygapCTBEeHHas perncrpaums KOTOporo noaTBepXOaeTcs B
cny4vae, ecnu NpoOU3BOACTBO NEKAPCTBEHHOro npenaparta Ans MeauUMHCKOro NMpUMMEHEHUs ocyluecTBnsieTcss B Poccuiickom
depepauuy;

(MyHKT B pegakumn, BBeaeHHom B genctene ¢ 1 aHeapsa 2021 roga PenepanbHbiM 3akoHOM OT 27 aekabps 2019 rona N
478-®3. - Cm. NpeablAyLLYI0 PefakLmio)

3) konuMa nNpegoCTaBMeHHOW  YMONMHOMOYEHHBbIM OpPraHOM CTpaHbl MPOWM3BOAMTENS INULEH3UM Ha NPOU3BOACTBO
nekapcTBEHHOro npenaparta A MEOULMHCKOTO NPUMEHEHUS! U ee NepPeBo] Ha PYCCKUN A3bIK, 3aBEPEHHbIE B YCTAHOBMEHHOM
nopsake, a Takke KOMWsl 3akrYeHWst O COOTBETCTBMM MPOU3BOAUTENSI JIEKAPCTBEHHBLIX CPEACTB TpeboBaHMAM MpaBur
Haanexallen NpoM3BOACTBEHHOM NPaKTUKKU, BbIAAHHOTO YMONHOMOYEHHbIM ddefepanbHbIM OpraHoM UCMOMHUTENBHOWM BracTu B
OTHOLLUEHUN MPOU3BOACTBEHHOW MIOLWAAKM NeKapCTBEHHOrO npenaparta Ans MeAMLMHCKOro NMpUMEHEHUsl, rocynapCTBeHHast
pervcTpaumsi KOTOporo MOATBEPXKAAETCS, UMM KOMUS PEeLUEHUs] YNONMHOMOYEHHOro dheaeparnbHOro opraHa WMCMONHUTENBHOM
BMacTM O MNpOBEAEHWM WHCNEKTUPOBAHMS MNPOW3BOAMTENS] IEKapCTBEHHbIX CPEeACTB B Clyyae, €Cnv NpPOM3BOACTBO
nekapcTBEHHOro npenapara Anst MEAMLMHCKOIO NpMMEHEHWS OCyLLECTBNSAETCS 3a npeaenamu Poccuiickon ®epepauun.

(MyHKT B pegakumn, BBeaeHHon B aenctene ¢ 1 aHBapsa 2021 rona PepepanbHbiM 3akoHOM OT 27 aekabps 2019 rona N
478-®3. - CM. mpeaplayLLyo peaaKLinio)

(Yactb B pepakumn, BBegeHHon B aenctene ¢ 15 uoHa 2018 roga PenepanbHbiM 3akoHoM OT 4 mioHa 2018 roga N 140-
®3. - CMm. NpeapiayLLyo PeAAKLNI)

4 1. B oOTHOWeHMM OMOMNOrMYeckUX neKapCTBEHHbIX MpenapatoB AN MEAMUMHCKOrO MNpUMEHEHUs 3asiBUTENb
OOMOMHUTENBHO NPEeACTaBnseT pesynbraTtbl MEPONPUATUIA, NPeayCMOTPEHHbIX NIIaHOM YMpaBeHUst puckamMu, yTBepXOeHHbIM
YMONMHOMOY€EHHbIM (befeparnbHbiM OpraHoM WCMONHUTENbHOW BNacTh NP OCYLLECTBIEHUM TOCYAapCTBEHHOW perncrpauum
rekapcTBEeHHOro npenapara Aans MeanUMHCKOro NPUMEHEHMS.

(YacTb gononHutensHo BkntoveHa ¢ 15 noHa 2018 rona PenepanbHbiv 3akoHoM oT 4 uoHa 2018 rona N 140-93)

4 2. K 3asiBNeHno 0 NOATBEPXKAEHWUN FOCYyAapCTBEHHOW pernctpauumn nekapcTBEHHOro npenaparta Ansi BeTepuHapHOro
NMPUMEHEHMST MpunaralTcss OOKYMEHTbl, cofepXalue pesynbrtaTbl MOHUTOPUHIa 3ddekTMBHOCTM U 6e3onacHoCcTu
rieKkapCTBEHHOrO npenapata Afs  BeTepuHapHOro  MNPUMMEHEeHWs, TMNPOBOAMMOrO  AepXaTenem unuv  Briagenbuem
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pPervcTpaumnoHHOro YOOCTOBEPEHUS NTEKAPCTBEHHOIO Npenapara Ansi BEeTepUHapHOro NpUMeHeHnst Mo yrnormHOMOYEHHbIM UM
IOPUANYECKUM NULOM, NO POpMe, YTBEPXKOEHHOW YMONMHOMOYEHHbIM defdeparnbHbiM OpPraHOM WCMOMHUTENBHOW BracTu, U
OOKYMEHTbl, yKasaHHble B nyHkTax 1, 2-2_2, nognyHktax "a", "6", "k", "n" nyHkta 4 4actm 3 crtatbu 17 HacTosulero
denepanbHoro 3akoHa. B oTHOLWEHUM MMMYHOBMOMNOrMYECKUX NEKAapCTBEHHbLIX NPenapaToB A1 BETEPUHAPHOIO NpUMEeHeHUs!
He NPeaCTaBnATCS CBeeHUs, yKaszaHHble B noanyHkTe "k" nyHkTa 4 yactu 3 ctatbun 17 HacTodulero PeaepansHoro 3akoHa. B
OTHOLLEHUN NEKAPCTBEHHbIX NpenapaToB A1 BETEPUHAPHOIO NMPUMEHEHUS, MOMy4YEeHHbIX C MPUMEHEHUEM FE€HHO-UHXEHEPHO-
MOOUMULNPOBAHHBIX OPraHU3MOB WNN  COAEPXKALUMX TaKMe OpraHuambl, OOMOMHUTENBHO NPEACTaBnAlTCA CBEAEeHMS,
yKa3aHHble B NyHKkTe 13 yactu 3 ctatbun 17 HacToswero PenepanbHOro 3akoHa.

(Yactb gononHutenbHo BkNtoveHa ¢ 15 uioHsa 2018 roga PenepanbHbiM 3akoHoM oT 4 umioHa 2018 rona N 140-93; B
penakumu, BeBegeHHon B gencteue ¢ 13 asrycta 2019 roga ®enepanbHbiv 3akoHoM OT 2 aBrycta 2019 roga N 297-93. - Cwm.

npeablayLyo PeaakLno)

4 3. 3asButenb BnpaBe NPeacTaBUTb C 3asiBNIEHNEM O MOATBEPXKAEHMM rOCYLAPCTBEHHOM perncTpaumm nekapcTBEHHOro
npenapata Konuio AOKYMEHTa, NoATBEPXKAAIOLWEro ynnaTty rocygapCTBEHHON MOLLMMHBLI 3a NOATBEPXKAEHUE rocygapCTBEHHON
pervcTpaumnM nekapcTBEHHOrO npenapara, a Takke BbidaBaeMmble (MpefocTaBnsieMble) YNONHOMOYEHHbIMU dhenepansHbIMy
opraHamu UCMOMHUTENbHON BNacTh JOKYMEHTbI (CBeAEHNs ), ykadaHHbIe B MyHKTax 2 u 3 Yactu 4 HacTodulen ctateun. B cnyvae
UX HenpeacTaBneHnsa ynormHOMOYEHHbIN befeparnbHblil opraH UCMONHUTENLHOW BNacTu 3anpalwmBaeT YKasaHHble AOKYMEHThI
(cBegeHus) B nopsiake MeXBegOMCTBEHHOTO MHA)OPMAaLMOHHOTO B3aUMOAENCTBUS.

(Yactb gononHutensHO BkNkoYeHa ¢ 15 uwoHa 2018 roga PenepanbHbiM 3akoHoMm oT 4 uioHa 2018 rona N 140-93; B
penakumu, BBedeHHon B gericteue ¢ 1 aHeaps 2021 roga PenepanbHbiM 3akoHoM oT 27 aekabpa 2019 roqa N 478-93. - Cwm.
npenplAyLWYIo peaakLuio)

5. B TeyeHne pgecatu pa60q|/|x OHen co OHsA NPUHATUA 3aABIIEHUA O NOoATBEpPXXOEeHUU FOCWJapCTBeHHOVI pernctpadmn
NeKapCTBeHHOro npenapara M OOKYMEHTOB, coepXalwux pe3ynbratbl MOHUTOPUHIA ad)dDeKTVIBHOCTI/I n ©GesonacHocTn
NeKapCTBEHHOro npenapara, NpoBoAMMOIO AepXartenem unu enagenbuemMm permctpaumoHHOro ygoctoBepeHua nekapcTrBeHHOro
npenapara nnéo YNOJIHOMOYEHHBbIM UMW HPUOANYECKUM JINLLOM, yl'lOﬂHOMO‘-IeHHbIVI qae,qepaanbM opraH NCNONHUTENBHOMN
BnacTu:

1) NPOBOANT NPOBEPKY MOMHOTLI CBEAEHWIN, COAEPXaLLUMXCA B NPeACcTaBeHHbIX 3asBUTenemM AOKyMeHTaXx;

2) NpUHMMaET pelleHne O MpoBeAeHMM MM o6 oTkase B MPOBEAEHMM 3KCMEPTM3bl OTHOLUEHUSI OXMAAEMOW MONb3bl K
BO3MOXXHOMY PUCKY MPUMEHEHUS NEKapCTBEHHOro npenapata Ha OCHOBAHUW Pe3yrbTaTOB MOHUTOpPMHra 3MEKTUBHOCTU U
6e30nacHOCTM flekapCTBEHHOro npenapaTa, NPOBOAUMOrO AepXatenem Ui Brnagenbuem permcTpaunoHHOro Y4OCTOBEPEHMS
NeKapCTBEHHOro npenapara nMbo YNONMHOMOYEHHBIM UMM  KOPUAMYECKMM §ULOM, a Takke deaepanbHbiM OpraHoMm
WCMONHUTENbHOM BNacTu B COOTBETCTBUM C TpeboBaHnsaMN cTatbm 64 HacTosulero PeaepanbHOro 3akoHa;

3) yBeooMmnsieT B SMEKTPOHHOW (hopMe unu NUCbMEHHON bopme 3asiBUTENS U SKCMEPTHOE y4upexaeHue O MPUHATOM
peLueHum nubo B criydae NpuHATUS peLleHus 06 oTkase B NPOBEAEHUN IKCMEPTU3bl YKa3bIBAET NPUYMHBLI TAKOrO OTKasa.

6. B Clny4yae BbiABIIEHNA HEOOCTOBEPHOCTU U (I/IJ'II/I) HeOoCTaTO4YHOCTU I/IHd)OpMaLLI/II/I, co,qepmameﬁcq B npencrtaBlieHHbIX
3adasuTenemM OKyMeHTax, yI'IOJ'IHOMO'-IeHHbII‘/‘I cbeaepaanbn?l opraH WCMONMHNTENbHOW BNacTn HanpaBnaeT 3adaBUTENo 3anpoc 00
YTOYHEHUN yKa3aHHOIZ I/IH(*)OpMaLI,VII/I. 38I'IpOC YNOJTHOMOYEHHOIo d)ep,epaanoro opraHa WCMONHUTENbHOM BNacTn MOXET BbiTb
nepegaH ynoyiHOMOYeHHOMY npencrtaBUTENO 3adaBUTENA JNTMYHO NOA4 pacnucKy, HanpaefieH no no4yte 3aka3HbiM NMUCbMOM UIU
nepegaH B GJ'IeKTpOHHOVI cbopme no TeneKoOMMYHUKaUMUOHHbIM KaHallaM CBA3N. B cnyy4yae HanpasllieHuna 3anpoca
YNOJTIHOMOYEHHOIo qae,qepaanoro opraHa WCNOMNHUTENBHOM BNAcTWU MO NOYTe 3aKa3HbIM MMCbMOM OH CYMTaeTcA nony4yeHHbIM
Nno UCTEYEHMMN LLECTN OHEN C AaThbl HanpaBlieHnA 3aKa3Horo n1ucbma.

7. 3asBuTenb 0b6a3aH NpeAcTaBUTb OTBET Ha 3anpoc YNONHOMOYEHHOro hegepanbHOro opraHa UCNOMHMUTENLHON BNacTu B
CpOK, HE MPEBbLILWAKLWNA OeBsHOCTA paboymx OHEW Co OHA ero nonyyeHus. Cpok, yKasaHHbI B YacTu 5 HacTosulen cTaTbM,
NprMoCTaHaBNMBAaETCH CO [HSA HanpaBneHus 3asBUTENO 3anpoca YNonHOMOYEHHOro dheaepanbHOro opraHa MCMONHUTENbHOM
BNacTu OO0 [OHS MOMyyYeHMs MM COOTBETCTBYIOLLErO OTBETa W HEe Y4YUTbIBAETCS MPU WUCUYUCINEHMU CpOKa MNOATBEPXKAEHUS
rocyapCTBEHHOW perucTpaumm nekapCcTBEHHOro npenapara.

8. OcHoBaHMEM fnsi OTKaza B MNPOBEAEHWM SKCMEPTU3bl OTHOLLEHUS OXMOAEMOW MOMb3bl K BO3MOXHOMY PUCKY
NPYMEHEHMST NEKapCTBEHHOro npenaparta SBMsieTCs npeAcTaBneHue [OKYMEHTOB, COAEPXAalUMX pe3ynbraTbl MOHWUTOPUWHIa
3peKTUBHOCTM U ©E30MacHOCTU FEKApCTBEHHOIO npenapata, UM (MnM) B OTHOLIEHWM OWMONMOrMyecKkux IeKapCTBEHHbIX
npenapaToB pes3ynbTaTOB OCYLIECTBNEHUS MEPOMNPUATUA B COOTBETCTBMU C MNITAHOM YMpPaBMEeHUsl pUcKamu, YTBEPXOAEHHbIM
YMONMHOMOYEHHbIM dhefeparnbHbiM OpraHoM WUCMONMHUTENBHOW BRacTh NP OCYLLECTBIEHUM TOCYAapPCTBEHHOW perncrpauum
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rnekapCTBEHHOro rfpenapaTta, B HerMornHoM o6beme, OTCYTCTBUE WHopMauuu, nogTeepxpatowern ¢akT  ynnaTtbl
rocyqapCTBEHHOW MOLWSMHbI 33 MOATBEPXKAEHME TOCYQAPCTBEHHOW perMctpauuM nekapcTBEHHOro npenapata, nnbo
HenpeacTaBneHne 3asiBUTENIEM B YCTaHOBMEHHbI CPOK OTBETa Ha YyKasaHHbIA B 4acTu 6 HacTosdulen cTaTbW 3anpoc
YMNONTHOMOYEHHOro hefeparnbHOro opraHa WCMOMHUTENbHOW BRlAcTM, a Takke OTCYTCTBME B YKasaHHbIX [OOKyMeHTax
MHGOpMaLMK, KoTopasl A4oIMKHa ObITb B HUX OTpaXKeHa.

9. OKcnepTr3a OTHOLLIEHUS OXMAAEMOV MOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHMSI NEeKapCTBEHHOIO MNpenaparta B Lensx
NOATBEPXKAEHUS FOCYAAPCTBEHHOW PErMcTpaummn nekapcTBEHHONO npenaparta NpOBOANTCA KOMUCCUEN 3KCNepToB IKCNepTHOro
y4peaeHus B CPOK, He NpeBbILatoLLMii Copoka paboumx gHeN.

10. B cnyyae HeaoCTaTOMHOCTW MpeAcTaBfeHHbIX 9KCMepTy MaTepuarnoB ANs Aadvu 3akmodeHus akcnepT obpaluaercs K
PYKOBOAMTEMIO 3KCMEPTHOTO yuYpexaeHus O npenocTaBneHun emy HeobxoauMmbix MaTtepuanoB. PykoBooutenb 3KCMEPTHOro
yupexaeHust obpallaercsi ¢ COOTBETCTBYIOLUMM 3arnpoCOM B YMONMHOMOYEHHbIN dheaepanbHbii opraH UCMONHUTENBHOW BriacTy,
BblJaBLUM/A 3a[jaHNe Ha NPOBEdEHWE OKCMEPTU3bl OTHOLUEHUSI OXWAAEeMOW MoMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
neKkapCTBEHHOro npenapata Ha OCHOBaHUM [OKYMEHTa, codepxallero pesynstaTbl MOHUTOPUHra 3d(EeKTUBHOCTU W
6e30nacHOCTU NeKapCTBEHHOro npenapara. B TeueHne natm paboumx gHe cO AHA MOCTYNMNEHMsT 3anpoca pykoBoaWUTEnNsi
3KCMEepPTHOro yypexaeHns ykasaHHbll dedepanbHbli OpraH MCMOMHUTENbHOW BNacTU HanpasnseT 3asBWUTENto 3anpoc O
npencTaBneHnM HeoOXOAMMbIX MaTepuaroB, KOTOPbIN MOXET ObiTb nepefaH YNONHOMOYEHHOMY MPeACTaBUTENO 3asiBUTENSI
NUYHO NOA4 pacrnucKy, HanpaeneH MO MoyTe 3aka3HbiIM MMCbMOM WNM  NepegjaH B 3NeKTpoHHon dopme Mo
TENeKOMMYHMKAUUOHHbIM KaHanam cBasu. B cnyyae HanpaBneHus 3anpoca YnoSIHOMOYEHHOro dedepanbHOro opraHa
WCMNONHUTENbHOW BriacTM Mo No4yTe 3akasHbIM MUCbMOM OH CYMTAETCA MNOMNYyYEeHHbIM MO MCTEYEHUU LWeCTW OHen C Aathbl
HanpasneHns 3akasHoro nNMcbMa.

11. 3asButenb 0ba3aH NpeacTaBUTb OTBET HA 3anNpPoC YNOMHOMOYEHHOIO doeepansHOro opraHa UCNOMHUTENBHON BRacTy
B CpPOK, He MpeBbIWAKLWNA LecTnaecatTn paboumx OHEeW CO AHS MOMyYeHUs YKa3aHHOro 3anpoca. YMNOAHOMOYEHHbIN
denepanbHbIA OpraH UCMONMHUTENbHOW BRacTW, BblAaBLUMA 3adaHue Ha NpoBeAeHWe 3KCNepTU3bl OTHOLLUEHUS OXuAaemown
nonb3bl K BO3MOXHOMY PUCKY NPYMEHEHUS flekapCTBEHHOrO npenapaTta Ha OCHOBaHWUM AOKYMEHTa, codepallero pesynbsraThl
MOHUTOpPUHra 3dEeKTUBHOCTM U 6e3onacHOCTU NEeKapCTBEHHOro npenapaTta, B TevyeHWe nsaTu pabounmx OHen co AHA
NoCTyNneHns OT 3asiBUTENsi OTBETA Ha 3anpoc YNorHOMOYEHHOro defiepanbHOro opraHa UCMONHUTENBHOW BNAacTW HanpasnseT
3TOT OTBET B 3KCMEPTHOE yupexaeHue. B cnyyae HenpeacTaBneHus No UCTEYEHUN LLECTUAECATU pabounx OHen 3asButenem
OTBETA Ha YKa3aHHbIN 3anpoc YMOSIHOMOYEHHbIN defepanbHbii OpraH MCMNOMHUTENBHOMW BRacTW, BbigaBLIMA 3afaHue Ha
npoBeAeHNe 3KCNepTU3bl OTHOLLEHNSI OXMAAEMON NOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHMST NEKapCTBEHHOro npenapara Ha
OCHOBaHWM [OKYMeHTa, cogepallero pesynbraTbl MOHWUTOPUHTa 3PQEKTUBHOCTM M ©E30nacHOCTU feKkapCTBEHHOMO
npenapata, B TeyeHuMe NATU pabounx OHel HanpaBnsieT B 3KCMEPTHOE y4ypexaeHue YBeOOMIEeHWe O HenpeacTaBreHuu
3asiBMTENEeM OTBETa Ha 3anpoc ykasaHHOro opraHa. Bpemsi co OHS HanpaBneHus 3anpoca 3KCMepTHOro yypexaeHus B
YNONTHOMOYEHHbIN dheaepanbHbI opraH UCMOMHUTENBHON BracTM OO OHA NONyYeHUs SKCMepTHbIM yypexaeHnem oTBeTa Ha
3anpoc unu yBedoOMIEHUS O HernpeacTaBneHMU OTBETa Ha 3anpoc He Y4uMTbiBaeTCd Npu MCHUCIEHUUM CpoKa MnpoBedeHus
3KCMNepTU3bl OTHOLUEHUS OXMOAeMOWN Monb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NeKapCTBEHHOro npenapata Ha OCHOBaHWUM
OOKYMEHTa, coaepKallero pesynsratbl MOHUTOPUHra aheKTMBHOCTU 1 6€30NacHOCTU NIEKapCTBEHHOIO Npenapara.

12. B CpPOK, He I'IpeBbILLIaIOLIJ,VIVI AecAaTtn paGquX OHen co AHd nonyyYeHna 3aKrnk4yeHua KOMUCCUK 3KCnepTtoB Mo
pe3ynbrataM 3KCNnepTu3bl OTHOLUEHUA oXnaaemon nomnb3bl K BO3MOXXHOMY PUCKY NPpUMEHEeHUA NeKapCTBEHHOro npenapara,
COOTBeTCTByI'OLLI,VIVI yﬂOJ'IHOMO‘-IeHHbIVI d)e,qepaanblﬂ opraH WCNONHUTENbHOW BNacTu:

1) OCyLUEeCTBNAET OUEHKY 3TOro 3akyo4eHuda Ona onpeneneHna ero CoOoTBeTCTBuA 3adaHUi Ha npoBegeHune yKa3aHHOI71
9KCNepTu3bl;

2) NPUHUMAET peLleHVe O NOATBEPXKAEHUW rOCyAapCTBEHHON perucTpauuy nekapcTBeHHOro npenaparta unv ob oTkase B
NoATBEPXXOEHUM rOCYAaPCTBEHHON perncTpauum nekapcTBEHHOMo npenapara;

3) BHOCUT MpW MPUHSATAM pPeLleHnst O MOATBEPXKAEHUN TOCyAapCTBEHHOW perucTpauuy JekapcTBEHHOro npenapara
CBefleHNs1 B TOCYNapCTBEHHbIM PEEecTp JEKapCTBEHHbIX CPeACTB M BblaaeT 3asaBuTEnto OeccpoyHoe perucTpaumoHHoe
yOOCTOBepeHVe NekapCTBEHHOTO npenapara.

13. OcHoBaHVeM Ans OTKasa B NOATBEPXKAEHWMMU FroCydapCTBEHHONW perncrpaumu rekapCTBEHHOro npenaparta siBnsieTcs
3aKMHOYEHNE COOTBETCTBYHOLLErO YMOMHOMOYEHHOro dheaepanbHOro opraHa WCMOSMHMTENbHOM BRactu O TOM, YTO PUCK
NMPUYMHEHUS Bpeda 300POBbI0 YerioBeka UMM KMBOTHOMO BCrEACTBME MpWeMa JliekapCTBEHHOro npenapata npeBblaeT
9P (PEeKTUBHOCTb €ro MPUMEHEHUS.
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(Yactb B pepakunn, BBegeHHon B genctane ¢ 15 uoHa 2018 roga PenepansHbiM 3akoHOM OT 4 uioHd 2018 roga N 140-
®3. - CM. mpeabIAyLLY0 PEAAKLIMIO)

14. B nepvoa npoBegeHns npoueaypbl NOATBEPXKAEHWS rOCYAapCTBEHHOW perncrpaumm NekapcTBEHHOrO npenapara ero
obpalueHve B Poccuiickon ®efepaumm He npuocTaHaBnNnBaeTCs.

15. JonyckaeTcs obpalleHne nekapCTBEHHbIX NpenaparToB 4O UCTEYEHUS CpoKa rOAHOCTM, MPOU3BEAEHHbIX B TEYEHME CTa
BOCbMWAECATU KaneH4apHbIX AHEeN nocne Aatbl NPUHATUSA YNONMHOMOYEHHbIM dheaeparibHbIM OpraHoOM UCMONMHUTENbHOM BNacTu
peLueHnsa O NOATBEPXKOEHUN rOCY0apCTBEHHOW perucTpaumm, B COOTBETCTBMM C MHOpMaLMeEn, cogepallemncs B JOKYMEHTax
perncTpaumoHHOro AoCbe Ha NeKapCTBEHHbIN Npenapar 40 AaTbl MPUHATMS TAKOro peLLeHns.

(Yactb B pegakuun, BBeageHHon B gencteme ¢ 13 aBrycta 2019 roga ®eaepanbHbiM 3akoHoM oT 2 aBrycta 2019 roga N
297-®3. - CM. NpeablayLLY0 PEAAKLINI)

(Ctatbs B pegakumn, BBegeHHon B gencteue ¢ 1 sHeaps 2017 roga ®enepanbHbiM 3akoHOM OT 22 nekabps 2014 roga N
429-®3. - CM. mpeaplayLLyo PeAaKLni)

KommeHTapun k ctatbe 29

CTATbSA 30. BHECEHUE I/I3MEHﬁHI/II7I B NOKYMEHTbI, COOEPXALLIMECSH B PETUCTPALUIMOHHOM NOCbE
HA 3APETMCTPUPOBAHHbLIN NEKAPCTBEHHbIU NPEMNAPAT OnA MEOUUMHCKOIO NPMMEHEHUA

1. B uensx BHeceHUs U3MeHeHuU B OOKYMEHTbI, cogepXallMecs B permcTpaumoHHOM O0Cbe Ha 3apermcTpupoBaHHbIN
nekapcTBeHHbIM npenapaTt Ansg MeauUMHCKOro NpuMeHeHus, AepxaTtenb Mnv Brageney permcTpaumMoHHOro yooCTOBEpPEeHUS
nekapCTBEHHOro npenapata uMnv ynoriHOMOYEHHOE UM Opyroe lopuamnyeckoe nNuuo (ganee B HacTosILWeN CcTaTbe - 3asBUTENb)
npeacTaBnsieT B YNOMHOMOYEHHbIN hedeparnbHblid OpraH UCNOMHUTENbBHOM BNacTu 3asiBlieHWe O BHECEHUWN TakuX U3MEHEHUN
no d¢opme, YCTaHOBIEHHOW YMNOMHOMOYEHHbIM doefeparnbHbIM OpraHOM WCMOMHUTENbHOW BRacTu, U npunaraemble K Hemy
N3MEHEHWs B YKa3aHHble JOKYMEHTbI, a TakKe AOKYMEHThI, MOATBEPXKAaLLME HEOOXOOUMOCTb BHECEHMUS TAKUX U3MEHEHUA.

(Yactb B pegakuun, BBeaeHHon B gencteue ¢ 1 auBapsa 2017 roga PenepanbHbiM 3akoHOM OT 22 nekabps 2014 rona N
429-03 (¢ nameHeHnammn, BHeceHHbIMU PeaepanbHbiv 3akoHom OT 13 uiong 2015 rona N 241-93); B peaakumm, BBEAEHHON B
pencrteue ¢ 15 noHsa 2018 roga PenepanbHbiM 3akoHOM OT 4 noHa 2018 ropa N 140-93. - Cm. npeabiayLLyo peaakuuio)

1_1. MNpn HeOBXOOMMOCTM BHECEHUNS B OOKYMEHTbI, CoAepXKallmMecs B perMcTpaLMoHHOM 0OCbe Ha 3aperncTpupoBaHHbIN
neKapCTBEHHbIM nNpenapart Ans MeAULNHCKOrO NPUMEHEHUS, UIBMEHEHWUI, YKa3aHHbIX B NyHKTE 3 4YacTu 2 HacToAulen cTaTbn U
TpebyroWwmnx NpPOBEAEHMS IKCNEepTM3bl KadeCcTBa NEeKApCTBEHHbIX CPEACTB, 3asdABMTENb [OOMOMHUTENBbHO NpPencTaBnsaeT B
YNOSTHOMOYEHHbIN doeeparnbHbIi OpraH WUCMNONMHUTENbHOW BNAacTW CBEAEHWUs O daTe npefoCTaBfeHust U PerncTpaumoHHOM
HOMEpe NULEH3MM Ha NPON3BOACTBO NEKAPCTBEHHLIX CPEeACTB WM CBEAEHWUs O AaTe MPeLoCTaBMNEHUss U PerncTpaLmMoHHOM
HOMEpe 3aK/YeHUss O COOTBETCTBMM NPOU3BOAUTENS JIEKApPCTBEHHbIX CpeacTB TpeboBaHMAM nNpaBuil  Haanexaiwen
NPOVN3BOACTBEHHON NPaKTUKKN, BblAAHHBLIX YNOSIHOMOYEHHLIM hegeparnbHbIM OpraHoOM UCMOSHUTENBHOW BNacTU B OTHOLLEHUU
M3MEHEHHOM 1 (Mnn) OONONTHEHHOW NPOM3BOACTBEHHOW NNOLLaAKMN NeKapCTBEHHOrO Npenapara, B cryyae, ecnv NnpoM3BOACTBO
nekapcTBeHHOro npenaparta ocyulecTtensietca B Poccuiickon ®epepaunn, nnbo cBegeHus O faTe NpeaoCTaBneHus wu
pervcTpaunoHHOM HOMepe Bbl4aHHOW (NPefoCTaBMEHHbIX) YNONHOMOYEHHbIM OpPraHOM CTpaHbl MPOU3BOAMTENS NULEH3UN Ha
Npou3BOACTBO NEKAPCTBEHHOIO Npenaparta u ee nepeBoq Ha PYCCKUNM A3blK, 3aBEPEHHbIE B YCTAHOBIIEHHOM MOPSAKE, a Takke
cBeOeHus o gate NpegocTaBneHust U permcTpaunoHHOM HOMeEpPE 3aKioHeHNst O COOTBETCTBUMN NPOU3BOAUTENS NIEKapPCTBEHHbIX
cpencTtB TpeboBaHMSAM MpaBwn Hagnexalle NpPOM3BOACTBEHHOW MPAKTUKM, BbIGAHHOMO YMONHOMOYEHHBIM ddeaepasnbHbIM
OpraHoM WCMOMHUTENbHOW BracTM B OTHOLUEHUW W3MEHEHHOW U (MNW) [OOMOMHEHHOW NPOU3BOACTBEHHOW NIOLLALKN
nekapcTBEHHOrO npenapara, unv ceBefeHus o0 AaTe NpPeAoCTaBeHNst U PErMcTpaLMoOHHOM HOMEPE PeLLEeHUsT YNONTHOMOYEHHOIO
denepanbHOro opraHa UCMONHUTENbHOW BNacTX O NPOBEAEHUN MHCNEKTUPOBAHUS NPOU3BOAUTENS fIeKapCTBEHHbIX CPeacTB B
cny4ae, ecnv Npov3BOACTBO JIEKAPCTBEHHOIO Npenapara OCyLLecTBNseTcsa 3a npegenamm Poccuiickon ®epepaumm.

(HYactb gononHutensbHO BkNtoYeHa ¢ 15 uoHsa 2018 roga PenepanbHbiM 3akoHoM oT 4 umioHa 2018 rona N 140-93; B
pegakumu, BeegeHHon B genctene ¢ 1 aHeaps 2021 roga ®enepansHbiM 3akoHOM OT 27 aekabpa 2019 roaa N 478-93. - Cwm.
0ReablAYyLLYI0 pefakumio)

1_2. MNpun HeoBXoAMMOCTN BHECEHMS B OOKYMEHTbI, coepXalumecss B permcTpauumoHHOM JOCbe Ha 3aperncTpupoBaHHbIN
neKkapcTBEHHbIN Npenapar AN MeAUUUHCKOro NpUMEHEHUS, U3MEHEHUI, YKa3aHHbIX B NyHKTE 4 YacTu 2 HaCTosAWEeN CTaTb U
TpebyloLnx nNpoBeAEeHUs 3SKCNepTU3bl KayecTBa MeKapCTBEHHbIX CpPeacTB, 3asiBUTENb AOMNOMHUTENbHO MpeacTaBnsieT B
YMONMHOMOYEHHbIN (eepanbHbli opraH UCMONMHUTENbHOW BMAacTU CBEAEHUS O [aTe MpedoCTaBMeHUs M perucTpauvoHHOM
HOMepe NULIEH3UM Ha NPOU3BOACTBO NMEKAPCTBEHHbIX CPeACTB UMW CBEAEHUSA O AaTe NpefocTaBneHusl U perncTpalmMoHHOM
HOMEpe 3aKkriyeHWst O COOTBETCTBMM MPOU3BOAUTENSI NEKapCTBEHHbIX CpeacTB TpeboBaHWsAM MpaBwun  Haanexallen
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NPOW3BOACTBEHHON MPAKTUKK, BblAaHHbLIX (MPELOCTaBMNEHHbIX) YMNOMHOMOYEHHbIM deneparnbHbiM OpraHoM WCMONHUTENBHOM
BMNacTM B OTHOLUEHMM MPOU3BOACTBEHHOW NIOLWAAKM NeKapCTBEHHOrO Mpenapata, B Cryyae, €Ccnu NpPOW3BOACTBO
nekapcTBeHHOro npenapata ocyuwecTtensietcas B Poccuiickon ®epepaumm, nnbo cBedeHus o faTe NpedoCTaBneHus wu
PEerucTpaumoHHOM HOMepe BbiAAaHHOW YMONMHOMOYEHHBIM OpraHoM CTpaHbl MPOU3BOAUTENST FNMLUEH3MU Ha NPOWU3BOACTBO
NekapCTBEHHOrO MpenapaTta 1 ee NepeBof Ha PYCCKUA S3blK, 3aBEPEHHbIE B YCTAHOBIIEHHOM MOpPsSiAKE, a Takke CBedeHUsl O
AaTte NpefocTaBreHns U perncTpauMoHHOM HOMEPE 3aKroYeHUsI O COOTBETCTBUMU MPOU3BOAMUTENS NEKAPCTBEHHbLIX CPEACTB
TpeboBaHMAM npaBun Hagnexalwen NPOM3BOACTBEHHOW MPaKTUKK, BblAAaHHOMO YMOMHOMOYEHHbLIM d)edeparnibHbIM OpraHom
WCMNONHUTENbHOW BRacTM B OTHOLUEHWM MPOM3BOACTBEHHOM MMOLLAAKM NIEKAPCTBEHHOro npenapara, MM CBEAeHus O dare
NPeaoCTaBNeHNa U perMcTpauuoHHOM HOMEPE peLLeHUs YNOTHOMOYEHHOro dheaepanbHOro opraHa UCMONTHUTENBLHOW BNAcTn O
NPoOBEeOEHNN WHCMNEKTMPOBAHMA NPOU3BOAUTENSA NEKapCTBEHHONO CPeacTBa B Cryvyae, €Cnv Npou3BOACTBO fIEKapCTBEHHOIo
npenapaTta OCyLLeCTBnseTcs 3a npeaenamm Poccuiickon ®epepaumn.

(Yactb gononHuTenbHO BkNtoYeHa ¢ 15 uoHsa 2018 roga PenepanbHbiM 3akoHoM OT 4 umioHa 2018 rona N 140-93; B
penakumu, BBegeHHoM B gencteune ¢ 1 aHeaps 2021 roga ®enepanbHbiM 3akoHOM OT 27 gekabpa 2019 rona N 478-93. - Cwm.
NREeAbIAYLLYI0 PeAaKLMio)

1_3. MNpuHsTUE peLLeHnst 0 BHECEHWUM U3MEHEHNI UNu 06 OTKa3e BO BHECEHUU U3MEHEHMWI B JOKYMEHTbI, CoAepXalimecs B
permcTpaumoHHOM A0Cbe Ha 3aperncTpupoBaHHbLIM NeKapCTBEHHbIM nNpenapaT Ans MeauUMHCKOro MpUMEHEHUs, B criyvyae
HeobXoOMMOCTM NPOBEAEHUS 3KCMEPTM3bl Ka4eCTBa MEKApCTBEHHbIX CPeACTB M (UNn) SKCNepTusbl OTHOLLUEHUS OXUOAEMOWN
nonb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NeKapCTBEHHOro npenapara Ansg MeguuuHCKOro NpUMEHEHUS OCyLLEeCTBNAeTcs B
CpOK, He MpeBbIaLWuin AeBAHOCTa paboumx OHEN, a B OCTamnbHbIX Cly4vasix B CPOK, HE MPEeBbIlLAKWMIA Tpuauatn paboumx
OHeN CO OHS NPUHATMS YNOMHOMOYEHHbIM dhedeparibHbIM OpraHOM UCMOMHUTESNbHOW BNacTu 3asiBNeHWs O BHECEHUU TaKuX
U3MEHEHIA.

(Yactb gononHutensHO BktodeHa ¢ 15 noHa 2018 roga ®enepaneHbiv 3akoHoM oT 4 mnioHa 2018 rona N 140-93)

1_4. YNOonHOMOYeHHbIN heaepanbHbli OpraH WUCMOMHMTENBHON BAAcTU C y4eTOM pe3ynbratoB dapmMakoHaasopa u
NPOBEPOK COOTBETCTBUSA JIEKAPCTBEHHbIX CPEACTB, HAaXOAALWMXCA B rpaXXgaHCKkoM o60poTe, YCTaHOBMEHHbIM TPEBOBaAHNAM K MX
KayecTBy B TedeHue fecAaTn paboumx AHEeW CO OHSA MOCTYMMEHMS COOTBETCTBYHOLLEN MHOPMaUMM pasmellaeT Ha CBOEM
oduymnansHoMm cante B cetn "UHTepHeT" cBedeHMs O HeOoOXOOAMMOCTM BHECEHWS B WHCTPYKUMIO MO  MEeAUUMHCKOMY
NPUMEHEHNIO JNEKApPCTBEHHOro npenapata WM3MEHEHWA B OTHOLUEHWW CBEAEHMM O TMoKasaHuaX ANnd MNPUMEHEHUS U
NPOTMBOMOKA3aHsX ANs1 NPUMEHEHMSA NEKAapCTBEHHOro npenapara, BbISBMEHHbIX MOBGOYHbLIX OENCTBUSIX, HeXenaTenbHbIX
peakumsix NpyM MPUMEHEHUN NEeKapCTBEHHOrO npenapara u yBegomnsieT 06 3TOM B 3MeKTPOHHOM (hopMe MM NMUCbMEHHON
dopme (Ha BymakHOM HOcUTeNe) aepKartens unu Bnagenbla perMcTpaumMoHHOro yaoCTOBEPEHNS NEKapCTBEHHOTO npenapara
(v ynonHOMOYEHHOE WM Opyroe HpuaMYecKoe nuvuo), a Takke [OepxaTenerh Wunu BragenbueB PerncTpaumoHHbIX
YAOCTOBEPEHUI NEKAPCTBEHHbLIX NpenapaTtoB (MW YNOMHOMOYEHHbIX UMK OPYrMX HOPUAMYECKUX NUL), KOTOpble SBNSOTCS
B3aMMO3aMeHsIEMbIMU.

(YacTb gononHutensHo BkntodeHa ¢ 1 mapta 2020 roga PenepanbHbiM 3akoHOM 0T 27 nekabpa 2019 rona N 475-93)

1_5. Oepxartenb unu BnageneL, perucTpalmMoHHOro yaoCTOBEPEHMS NEeKapCTBEHHOIO Npenapara, a Takke gepxarenu unu
BNagenblbl PErMCTPaLMOHHbIX YOOCTOBEPEHWIA NEKAPCTBEHHbIX NpenapaTtoB (MU YNoNMHOMOYEHHbIE UMW ApYTUe lopuandeckne
nvua), KoTopble SBMSATCA B3aMMO3aMeHsieMbIMU, 00s13aHbl NpeacTaBUTb B YMONHOMOYEHHbIM  dhefepanbHbid  opraH
WCMOMHUTENBHOW BNacTy 3asiBNieHUs1 0 BHECEHUM U3MEHEHWA B AOKYMEHTbI, COAepXallMecsl B permcTpaLMoHHbIX JOCbe Ha
3aperMcTpMpoBaHHble NEKapCTBEHHbIE MpenapaTtbl AN MEeOUUUHCKOrO NPUMEHEHUs, B OTHOLLUEHUW CBEAEHUN, yKa3aHHbIX B
WHCTPYKUUM MO MELMUMHCKOMY MPUMEHEHMIO FeKapCTBEHHbIX MpernapaTtoB, B TeveHWe copoka paboumx OHel co AOHs
pasMeLleHusl ynosIHOMOYeHHbIM cheaepanbHbiM OpraHoM WMCMNONMHUTENIbHOW BRacTu MHdOpMauuK, ykasaHHou B Yactu 1_4
HacToswen cTatbu. [JaHHoe TpeboBaHWE He PacnpOCTPaHSIETCS Ha Clyvan BHECEHWsI B WHCTPYKLUMIO MO MeAULMHCKOMY
NPUMEHEHNIO NEeKapCTBEHHOIO Mnpenaparta WU3MEHEHWUI A B OTHOLUEHMW HOBLIX MOKa3aHWi Ons NPUMEHEHUsT NIekapCTBEHHOMO
npenapaTa Ha OCHOBaHUW pe3yrikTaTOB COOTBETCTBYHOLLNX UCCIEAOBAHUNA.

(Yactb gononHutensbHO BKkNtoveHa ¢ 1 mapTta 2020 roga PenepanbHbiM 3akoHOM OT 27 aekabps 2019 rona N 475-93)

2. JkcnepTnsa nekapcTBEHHbIX CPEACTB B YaCTU 3KCMEPTU3bl KayecTBa FEKapCTBEHHOINO CPeAcTBa U (Mnn) aKCnepTm3bl
OTHOLUEHUS OXWMOAEMOMW MONb3bl K BO3MOXHOMY PUCKY MPUMEHEHUST NeKapCTBEHHOro npenapaTta Ans MeauLMHCKOro
NPUMEHEHMST NPOBOAUTCS B Cryvyae BHECEHWSI M3MEHEHMI B [OKYMEHTbI, COAepXalluMecsi B PerncTpauuMoHHOM [ocbe Ha
3aperncTpMpoBaHHbIN NekapCTBEHHbIN Npenapart, B OTHOLLEHWUN:

1) cBEAEHWI, yKka3aHHbIX B MHCTPYKLMUM MO MEAULMHCKOMY NPUMEHEHUIO NekapCTBEHHOro npenapara:

a) JleKapCTBeHHasn daopma C YyKasaHunem HaUMEHOBaHUI U KONMUYECTBEHHOIO COCTaBa ,EI,EIZCTByIOLIJ,VIX BewectTB "
Ka4yeCTBeHHOro cocCtaBa BCromMoraTtesibHbIX BeLleCTB (I'Ipl/l HeO6XO,D,VIMOCTI/I KONnn4yeCTBeHHOIro cocCTaBa BCrNoMoraTtesibHbIX
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BeLlecTB);

6) d)apMaKO,CI,I/IHaMI/IKa n (*)apMaKOKI/IHeTI/IKa (33 UCKNKO4YeHnem d:)apMaKOKI/IHeTI/IKVI romeonaTnyeckmnx nekapCTtBeHHbIX
npenapartoB U paCTUTENbHbIX JIEKapCTBEHHbIX npenapaTOB);

B) NokasaHusa Ans NpuMeHeHus;

r) NPOTMBOMOKAa3aHUs A5 IPUMEHEHUS;

4) Mepbl NPeAOCTOPOXHOCTU NPU NPUMEHEHWN;

€) ykasaHue BO3MOXHOCTM U OCOBEHHOCTEN MPUMEHEHUSI NIeKapCTBEHHOro mpenapaTta Ans MeaWUMHCKOro NMpUMeHeHust
GepeMEHHBIMU XEHLLMHAMW, XXEHLLMHAMK B NEpUoA rpyaHOr0 BCKapMIMBaHUs, AETbMU, B3POCTbIMUA, UMEOLWMMU XPOHUYECKUE

3aboneBaHus;

XK) PexvMMm [03NpOBaHWs, Crnocobbl BBeAEHWS U MPUMEHEHUs,, MpU HeoGXoAMMOCTU BPEMS MpuUemMa eKapCTBEHHOro
npenaparta, NPoAOKUTENBHOCTL FIEYEHMs, B TOM YnCre Yy AeTel 40 U Nocne O4HOro roaa;

3) BO3MOXHbI€ NOBOYHbIE OENCTBUSA U HEXENaTeNbHblE peakuum Npy NPUMMEHEHUN NEKaPCTBEHHOIO Npenapara;
1) CUMNTOMbI NEPEAO3MPOBKM, MEPbLI MO OKa3aHWIO NOMOLLW NMpU Nepeao3npoBKeE;

K) B3aMMOAENCTBUE C APYrMMU NeKapCTBEHHbIMM NpenapaTamm 1 (Unun) NULWEBLIMU NPOAYKTaMU;

n) chopmMbl BbINyCKa NeKapCTBEHHOrO npenapara;

M) yKkasaHue (npu HeobXxoammocTn) OCOBEHHOCTEN OENCTBUS fNIEKApCTBEHHOrO npenapara npyv NepBoM npuvemMe unm npwm
€ro oTMeHe;

H) CBEOEHUst O BO3MOXHOM BIUSIHUM JIEKAPCTBEHHOMO Mpenapata Ans MeauMUMHCKOTO MpUMEHEHMs Ha CrnocoBHOCTb
yNpaBnsiTb TPAHCMOPTHBLIMU CPEACTBaMU, MEXaHU3MaMMK;

0) CPOK rogHOCTM 1 yKa3aHWe Ha 3anpeT NpYMEHEHUs IeKapCTBEHHOrO npenapara no UCTe4YeHUn cpoka rogHoCTy;
M) yCroBUsi XPaHEHUS;

p) YCNOBWsI OTMYCKa;

2) cocTaBa nekapCcTBEHHOro npenapara Ans MeguuUMHCKOro NMPUMEHEHWS;

3) uaMeHeHnst MecTa NPOM3BOACTBA JlIEKAPCTBEHHOMO Npenapara 4N MeaMLUHCKOro NPUMEHEHNS;

4) N3MEHEeHNs1 nokasaTernen kKadyecTtsa NeKkapCTBeHHOro npenapara Aanda mMeguunHCKOro npuMmeHeHua wu (MJ'IM) MeToa0B
KOHTPOJA Ka4YeCTBa JieKapCTBEHHOIo npenapata aAnda MeaununHCKOro npuMeHeHuna;

5) N3MeHEeHNA CpoKa rogHOCTU NekapCTBEeHHOIo npenaparta anda MeauunHCKOro npuMeHeHuna,;

6) cBegeHMn O HeobXxOQMMOCTM BHECEHUSI WHBIX M3MEHEHWA B WHCTPYKUMIO MO  MELULMHCKOMY MPUMEHEHUIO
NeKapCTBEHHOro nNpenapaTta, a Takke B UHble AOKYMEHTbI, CoaepKallmMecs B permcTpaumoHHOM AOChE Ha 3aperMcTpMpoBaHHbIN
nekapcTBeHHbIM npenapart. [Mpy 3TOM pelleHne O NPOBEAEHMM IKCNEPTM3bl KadeCTBa JEKAPCTBEHHbIX CpeactB u (Mnu)
3KCMNepTU3bl OTHOLUEHWUS] OXWOAEeMOW MoNnb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUs IeKapCTBEHHOro npenapata Ansi
MEOVLNHCKOTO MNMPUMEHEHUST NMPUHMMAETCS B COOTBETCTBUM C YTBEPXKAEHHOW YMONHOMOYEHHbIM deaepanbHbiM OpraHoM
WCMONHUTENbHOM BnacTu Knaccudukaumen n3aMeHeHUn, BHOCUMbIX B JOKYMEHTbI, coaepallmMecss B PErMcTpaumMoHHOM LOCkbe
Ha 3aperncTpmpoBaHHbIN eKapCTBEHHbIV Npenapar.

(YacTb B pepakuun, BBegeHHon B aericteue ¢ 1 aHBapsa 2016 roga ®enepanbHbiM 3akoHOM OT 22 nekabpa 2014 rona N
429-®3. - Cm. NpeablAyLLYIO PeAaKLmio)
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3. 3asButenb BnpaBe nNpeacTaBUTb MO COOCTBEHHOW WHMUMATUMBE BMECTe C 3asiBMEHMEM O BHECEHUN WU3MEHEHUN B
OOKYMeHTbl, codepXalimecs B pPerMcTpauuMoHHOM [OCbe Ha 3apermcTpupoBaHHbIA  NEeKapCTBEHHbIM npenapat  And
MEOULUUHCKOTO MPUMEHEHMUS, KONUU OOKYMEHTOB, MOATBEPXKAAKOLWMUX YNnaTy rocyaapCTBEHHOW MOLWMMHLI 3a BHECEHWE B
OOKYMEHTbl, codepXalimecs B pPerMcTpauuMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIA  fIEKapCTBEHHbIM npenapat  Aand
MEOULUHCKOrO NPUMEHEHUS, N3MeHeHUI, TpebyloLmx NpoBeaeHNsa 3KCNepPTU3bl SIEKApPCTBEHHbIX CPEACTB B YAaCTU 3KCNepTU3bI
KayecTBa NeKkapCTBEHHOro cpeactsa v (MNn) aKCNepTU3bl OTHOLLEHNS OXMAAEMOM NOfb3bl K BO3MOXHOMY PUCKY NMPUMEHEHMS
NeKapCTBEHHOro npenaparta Ans MeOULMHCKOrO MNPUMEHEHUS!, rOCyAapCTBEHHOW MOLUMIMHbI 32 BHECEHME B [OKYMEHTbI,
cogepXawmeca B pPerucTpauMoHHOM [OCbe Ha 3aperMcTpUpoOBaHHbIA fEKapCTBEHHbIM npenapaTr Ansa  MeguuUHCKOro
NPUMEHEHNSI, U3MEHEHUN, He TPeOYHLIMX MPOBEAEHUSA SKCMEPTU3bl NIEKAPCTBEHHOrO CPEACTBa, a Takke BblgaBaeMble
(npepocTtaBnsieMble) YMNOMHOMOYEHHbIMW  dbedeparnibHbIMU - OpraHamMu  MCMOSTHUTENbHOW BracTu  LOKYMEHTbl (CBeaeHus ),
yKkasaHHble B YacTtax 1_1 n 1_2 HacTosulen ctatbun. B cnyvae ux HenpegctaBneHMs YNonHOMOYEHHbIM dbefepanbHbIn opraH
WCMONHUTENbHOM  BMacTM  3anpalMBaeT  yKasaHHble  [AOKYMEHTbl (CBeAeHMs1) B MNOpPsiAKE  MeXBEeOOMCTBEHHOro
MHGOPMALMOHHOIO B3aMMOOEeNCTBIS.

(Yactb B pegakuun, BBeaeHHon B gencteue ¢ 1 sHeapsa 2021 roga PenepanbHbiM 3akoHOM OT 27 aekabps 2019 rona N
478-03. - CM. mpeablayLLy0 PEAAKLIMIO)

4. B TeueHvne pecatn pabounmx AHEN CO OHA MOCTYMNIEHWs yKas3aHHOro B YacTu 1 HACToAUleN CTaTbu 3asiBMEHUS U
HeobXoANMbIX JOKYMEHTOB YNOMHOMOYEHHbIV deiepanbHbIi OpraH UCMONMHUTENbLHOM BNacTu:

1) npoBOOUT NPOBEPKY NONMHOTblI M AOCTOBEPHOCTU cBedeHun, cogepxawuxca B npencrtaBlieHHbIX 3adaBUTENEM
mMmaTtepunanax;,

2) NpUMHMUMaET peweHne O npoBedeHUn YyKasaHHbIX B Y4actu 2 HacTodulen cTaTbu COOTBETCTBYHOLLKNX 3KCNepTus
NeKkapCTBeHHOro cpeacTea unn 006 oTkase B ux nposeneHunu;

3) yBeooMIisieT B 3MIEKTPOHHOW UMW NMUCbMEHHON ¢hopme 3asiBUTENS O MPUHATOM PELUEHMM UMK B Criydae MNPUHATUS
pelleHnst 06 oTkase B NpoBeAeHMM COOTBETCTBYHOLLIEN SKCNEPTU3bI C yKasaHWeM NpUYmMH Takoro oTkasa.

(MyHKT B pegakuun, BBegeHHon B aencteume ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabpa 2014 rona N 429-
®3. - C™. npeapiayLLyo PeAAKLNI0)

4 1. B crnyyae BbISIBNIEHMSI HEOOCTOBEPHOCTM CBEOEHWI, COOEPXKaLUMXCS B MpeacTaBeHHbIX 3asiBUTENeM maTtepuanax,
YMONMHOMOYEHHbIN (oeaepanbHblii opraH UCMONHUTENbHOW BRAacTU HanpaBnsieT 3asiBUTEN0 3anpoc 06 YTOMHEHUWN YKa3aHHbIX
cBefeHun. [aHHbIA 3anpoc MoXeT ObiTb nepedaH YnoNHOMOYEHHOMY MPEeAcTaBUTENO 3asiBUTENSI JIMYHO Mogd, Pacrucky,
HarnpasrieH Mo NnoyTe 3akasHbIM MUCbMOM UMW NepeaaH B aMeKTPOHHOW (POpMe MO TeNeKOMMYHUKALMOHHBIM KaHanam cBsasn. B
crny4vae HanpasneHus JaHHOro 3anpoca Nno novTe 3aka3HbiM NMMCbMOM OH CHMTAETCH MOMYyYEHHbIM MO UCTEYEHUN LLUECTU OHEN C
AaTbl HanpaBneHusi 3aKasHoro NMcbMa.

(YacTtb gononHuTENbHO BKMOYeHa PeaeparnbHbiM 3akoHOM OT 25 Hosbps 2013 rona N 317-93)

4 2. 3asButenb 06s13aH NPeACTaBUTb OTBET HA 3aNpoC YNONTHOMOYEHHOro heeparnbHOro opraHa UCMONMHUTENBLHOM BNAacTu
B CPOK, He MpeBbIWaKLLNA AeBSHOCTa paboymx AHEeN CO AHSA MNonyyYeHust JaHHoro 3anpoca. Cpok, ykasaHHbIi B Yactu 4
HacToAlleN cTaTbu, NPUOCTAHABNMBAETCS CO AHSI HAaNpaBneHunsl 3asBUTENNIO 3anpoca yNoNIHOMOYEHHOro dhefeparnbHOro opraHa
WCMOMHUTENBHOW BnacT A0 AHS MONyYeHUss MM OTBETA Ha LaHHBLIA 3anpoC U He YYMTbIBAETCA MPWU UCUYUCIIEHUMM CPOKa
MPUHSATUS  peLleHUsl O BHECEHUW W3MEHEHMM B [OOKYMEHTbI, COAepXaliMecss B PErMcTpauMoHHOM [ocbe Ha
3aperMcTpMpoBaHHbIN NIEKapCTBEHHbIN Npenapar Ans MEAULMHCKOTO NMPUMEHEHUS.

(Yactb gononHuTensHO BKkNtoveHa PeaepanbHbiM 3akoHOM OT 25 HoAbpsa 2013 roga N 317-93)

5. OcHoBaHMeM ans oTkasa B NMPOBEAEHMM YKa3aHHbIX B YacTW 2 HACTOSALLIEN CTaTbW 3KCNEPTU3 ABMSETCA NPeacTaBreHne
OOKYMEHTOB, NepedncrieHHblX B Yactax 1 M 3 HacTosulen crtatbu, B HEMOIHOM oObeMe, HenpeacTaBleHne 3asiBUTENeM B
YCTaHOBIEHHbIN CPOK OTBETA Ha YKa3aHHbIN B YacTu 4_1 HacTosuwlen CTaTby 3anpoc YNoHOMOYEHHOro degepansHoro opraHa
WCMONMHUTENbHOM BacTh, a Takke OTCYTCTBME B MpeacTaBfeHHbIX OOKYMEHTaX AOCTaTOYHbIX CBEAEHMWM, NOATBEPXKOALLNX
HEeobXOAMMOCTb BHECEHUSI U3MEHEHWIA, UM OTCYTCTBME WHOpMauuu, NoaTBepxgaolen dakT ynnaTtbl rocygapCTBEHHbIX
NOLUSINH, YKa3aHHbIX B YacTu 3 HaCcTo4LLEN CTaTbM.

(Yactb B pepakumu, BBegeHHoW B aewnctBue PenepancHbiM 3akoHOM OT 25 Hoabpsa 2013 rona N 317-03; B pegakumy,
BBefAeHHou B genctame ¢ 1 nonsa 2015 roga ®eaepanbHbiM 3akoHOM OT 22 Aekabps 2014 rona N 429-93. - CM. npeablayLyo

peaakumio)

6. YKkasaHHble B YacTu 2 HACTOsALLEN CTaTby 3KCNEPTU3bl MPOBOAATCS B NOPSiAKE, YCTAHOBNEHHOM CTaTber 23 HacToAulero
PepnepanbHOro 3akoHa.
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7. B cpok, He npeBblwaLWnii AecaTn pabounx gHEN CO AHSA NONyYeHUs 3aKMioYEeHUN KOMUCCUIA SKCNEPTOB MO pesyrnbraTam
YKa3aHHbIX B YacTW 2 HacTosLLIEl CTaTbW IKCNEPTU3, YNONMHOMOYEHHBIN dhedepanbHbli OpraH UCMOMHUTENBbHOW BRacTy:

(A63aL B pegakuuun, BeegeHHon B gencteue ¢ 1 nona 2015 roga ®enepanbHbiv 3akoHoM OT 22 aekabpsa 2014 rona N 429-
®3. - Cm. NpeapblayLLyo PeaaKLmIo)

1) NpUHMMaEeT pelleHne O BHECEHWM WU3MEHEHWA B [OOKYMEHTbl, codepXaluMecsi B PerMcTpauMoHHOM [OCbe Ha
3aperMcTpUpPOBaHHbIA NEKapCTBEHHbIN npenapat Ans MeauUMHCKOro MNPUMEHEHUs, UM 06 oTkase BO BHECEHUWM TaKux
U3MEHEHUN;

2) BHOCUT B [OCYAAPCTBEHHbIM PEECTP NEKapCTBEHHbIX CPEACTB Ha OCHOBAaHUWM PELUEHUS O BHECEHUM WU3MEHEHWUI B
OOKYMEHTbI, Ccofepaliuecsl B PErncTpauMoHHOM [OCbe Ha 3aperucTpupoBaHHbI  JIeKapCTBEHHbIM npenapat  Aans
MeOMLMHCKOrO NMPUMEHEHUS, HEOBX0AMMbIE 3MEHEHMS U BO3BpaLLaeT UX 3asiBUTENHO;

3) BblOaeT 3asiBATEMO HOBOE PErncTpauuoHHOE YOOCTOBEPEHME NEKApCTBEHHOrO npenapata B Cry4vyae M3MeHeHus
cBedeHun, coaepXaLlmxcs B HEM.
(MyHkT gononHuTeneHO BKMNtodeH ¢ 1 nonsa 2015 roga PenepanbHbiM 3akoHOM OT 22 nekadpa 2014 rona N 429-03)

8. OcHoBaHueM ans oTkasa BO BHECEHUN W3MEHEHW B OOKYMEeHTbI, coepxalwunecd B permctpaunMoHHOM OOCbe Ha
3apeFI/ICTpVIpOBaHHbIIZ J'IeKapCTBeHHbIIZ npenapar and MeamunHCKOro npuMeHeHud, ABndeTcd 3akrovyeHne ynoriHOMOYeHHOro
d)ep,epaanoro opraHa WCMOMHUTENBbHOM BMAAacTM O BO3MOXHOCTM CHMXEHUSA 6630I'IaCHOCTVI, Ka4yecTBa, Sd)(beKTVIBHOCTI/I
NNeKapCTBEHHOro cpeactea B Cllydae BHECEHUA TakKux N3MEHEHUI.

9. lonyckaeTtcsi obpalleHme nekapCTBEHHbIX NpenapaToB Ans MeAUMUUHCKOrO NPUMEHEHUST 10 UCTEYEHMUS CPOKa rOAHOCTH,
Npou3BedeHHbIX B TeYeHMe cTa BOCbMWUAECSTU [HEW Mnocre AaTbl MPUHSATUST YNOMHOMOYEHHbIM defeparnbHbIM opraHoM
WCMOMHUTENBHON BNacTM peLleHust 0 BHECEHWM W3MEHEHWI B [OKYMEHTbl, CoAepKallMecsi B PerucTpaumMoHHOM [OCbe, B
COOTBETCTBMM C MHpOpMaUMel, cogepkallencst B JOKYMEHTax pPerncrpauuoHHOro 4OCbe Ha NeKapCTBEHHbIN npenapaTt Ao
AaTbl NPUHATUS TAKOTO PeLLEHMS.

(YacTtb B pegakuuun, BBegeHHoun B aenctene ¢ 1 nonsa 2015 roga degepanbHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-
@3. - Cm. npeablayLyo peaakuuo)

10. MpaButenbctBo Poccuiickon Pepepaunm BnpaBe YCTaHOBUTbL OCOBEHHOCTM BHECEHUSI U3MEHEHUN B OOKYMEHTHI,
cogepXawmecs B pPerucTpauMoOHHOM [OCbe Ha 3aperMcTpuUpoBaHHbIA NIEKAapCTBEHHbIM npenapaTr Ans MeguuUHCKOro
NPUMEHeEHNs1, B cryvae aedekTypbl UNn pucka BO3HUKHOBEHWST AeDeKTYypbl NIEKApPCTBEHHbIX NpPenapaToB B CBA3M C BBEOEHUEM
B OTHoLIeHnn Poccurckon ®enepaumm orpaHmyunTenbHbIX MEP 3KOHOMMYECKOIO Xapakrepa.

(YacTb gononHuTenbHO BkNoveHa PenepanbHbiM 3akoHOM oT 8 mapTa 2022 rona N 46-93)

KommeHTapun k ctatbe 30

CTATbA 31. BHECEHUE I/I3MEI:|EHI/II7I B IOKYMEHTbI, COOEPXALLUMECS B PETUCTPALIMOHHOM NOCbLE
HA 3APET'MCTPUPOBAHHbLIN NEKAPCTBEHHbIV NPEMNAPAT ONnA BETEPUHAPHOIO MPUMEHEHUA

1. B uensx BHeceHUs U3MeHeHW B OOKYMEHTbI, cogepXallmecs B permctpaumoHHOM [0Cbe Ha 3apermcTpupoBaHHbIN
nekapcTBEHHbIN NpenapaT Ansi BETEPUHaApHOro NpUMEHEHWs, AepxaTenb Unu Bnagenel perMcTpaumoHHOro yOOCTOBEPEHUS
neKkapCTBEHHOro npenapata unv ynoriHOMOYEHHOE UM OpYroe lopuanyeckoe nuuo (ganee B HacCTosILLEN CTaTbe - 3asiBUTENb)
npencTaBnsieT B YNONHOMOYEHHbIA (hefepanbHbli OpraH UCTMOMHUTENBHON BracT 3asiBIEHNE O BHECEHUWN TakmMx U3MeHEeHUn
no ¢opme, YCTAHOBIIEHHOW YMOMHOMOYEHHbIM hefdeparnbHbiM OpraHOM WCMOMHUTENbHOW BRacTW, U Npunaraemble K Hemy
N3MEHEHWSI B YKa3aHHble AOKYMEHTbI, @ Takke OOKYMEHTbI, MoATBEpXAatoLwme HeobXxoauMOCTb BHECEHUST TakMX U3MEHEHUA.
Mpn HeobxogMMOCTM BHECEHMSI W3MEHEHUM B  OOKYMEHTbl, codepXawumecs B  perucTpauMoHHOM OOCbe  Ha
3aperncTpupoBaHHbIA  NEKapCTBEHHLIN Npenapat Afs BETEPMHAPHOIO MPUMEHEHUSA, B Clydasx W3MeHeHus u  (1Mnn)
OOMONMHEHNA NpPOM3BOACTBEHHOM MMOLWAAKN JIEKApCTBEHHOIO CPEACTBa, a TakKe W3MEHEHUs MokasaTernen Kadvectsa
NeKapCTBEHHOro npenapaTta ANns BETEePUMHAPHOro NPUMEHEHUss U (MNK) METOOOB KOHTPOMsS KavecTBa J1IeKapCTBEHHOMO
npenapata Ansa BETEPUHAPHOrO MPUMEHEHUS 3asiBUTENb OOMOMHUTENBbHO NPEeACTaBNsAeT B YNOMHOMOYEHHbIN dhenepanbHbIn
OopraH UCMNOSTHMTENBHON BRacTy CneaylLlmne A0KYMEHTLI (CBeaeHNs):

(AB3aL B pepakuun, BBegeHHon B genctemne ¢ 1 saHBapsa 2021 roga PenepanbHbiM 3akoHOM oT 27 nekabpsa 2019 rona N
478-®3. - CM. mpeablayLLyo PeAaKLn)
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06 obpalLeHun nekapcTBEHHbIX CpeacTB (C M3MeHeHusAMM Ha 19 aekabps 2022 ropa) (pegakums, gercTeytolas ¢ 1 mapta 2023 CTtpanuua 60
roga)
®edeparnbHblli 3akoH om 12 anpens 2010 e. Ne 61-@3

1) cBegeHusa o gate npedocTaBrieHnsa U perMcTpauuoHHOM HoMepe NULEH3UN Ha NPOU3BOACTBO JIeKapCTBEHHbIX CPEACTB,
npenocTaBleHHOW MNPOM3BOAMTENKD JNEKapCTBEHHOIO Mpenapata Afis BETEPUMHAPHOrO MPUMEHEHUs, LA  POCCUMCKUX
npoussoanTenen;

(MyHKT B pegakumn, BBeaeHHon B aenctane ¢ 1 aHBapsa 2021 rona PenepanbHbiM 3akoHOM OT 27 aekabps 2019 rona N
478-03. - CM. NpeabIAyLLYI0 DEAAKLIMIO)

2) cBefeHMsi 0 AaTe npegocTaBneHnsl U PErmMcTpaLMoHHOM HOMepe MMLEH3MN Ha NPOM3BOACTBO NeKapCTBEHHbIX CPEACTB,
npenocTaBneHHON NpousBoanTento hapMaleBTUYeckon cybcTaHuum, BXoasille B COCTaB fekapCTBEHHOro npenapata ans
BETEPUHAPHOr0o NPUMEHEHUS], Ansi POCCUMCKMUX NPON3BOANTENEN;

(MyHKT B pegakumn, BBeaeHHoM B aenctene ¢ 1 aHBapsa 2021 roga PenepanbHbiM 3akoHOM OT 27 anekabps 2019 rona N
478-®3. - CM. mpeablayLLy0 PDeAAKLM)

3) KonMsi OOKYMEHTA, BblOAHHOMO YMOSHOMOYEHHbLIM OpPraHOM CTpaHbl NPOM3BOAUTENS ANS KaXXOoW MPOU3BOACTBEHHOW
nnowanky1 nekapcTBEHHOro npenapara Ansi BETepMHapHOro NpYMEHEHUs U NoATBEepXKAaloLWEero COOTBETCTBNE NPoU3BoanUTENs
nekapcTBEeHHOro npenapara TpeboBaHMaM NpaBui Hagnexallen NPOU3BOLACTBEHHOW MPAKTUKM, U €ro NepeBof Ha PyCCKui
A3bIK, 3aBEPEHHbIE B YCTAHOBMEHHOM MOPSIAKE, @ TakKe KOMUSl 3aKMOYEHUss O COOTBETCTBMU MPOU3BOAUTENS NEKAPCTBEHHbIX
cpencts TpeboBaHMAM MNpaBwn Hagnexalle NpPOM3BOACTBEHHOW MPAKTUKM, BbIGAHHOMO YMOMHOMOYEHHBIM (deaepanbHbIM
OpraHoM UCMOSNHUTENBHOW BNAcTW AN KaX 4o NpoM3BOACTBEHHOM MMOLWAAKN NEKAapCTBEHHOro npenapaTa Afsi BETepMHapHOro
NPUMEHeHNs, MO0 KOMUSI pPeLleHnst O NPOBEAEHUM MHCMNEKTUPOBAHUS NMPON3BOAUTENS JIEKAPCTBEHHbIX CPeAcTB, MPUHATOro
YMONHOMOYEHHbIM  befeparnbHbiM  OpPraHOM  UCMOMHUTENBHOM BMAcTM  ANst  KaXOOW  MNPOM3BOACTBEHHOW  NIOLLALKM
NeKkapcTBEHHOrO Mpenaparta Afis BETepUHapHOro MNpuMMeHeHusl. Yka3aHHble OOKYMEHThl MpeacTaBnsloTcs B cryvyae, ecnm
NpoM3BOACTBO NEKaApCTBEHHOrO Mpenapara Afs BeTEpUMHAPHOro MPUMEHEHUS] OCYLLECTBRSETCA 3a npegenamu Poccuinckon
depepauuy;

4) konusi JOKYMEHTa, BblAAHHOIO YMOSIHOMOYEHHBIM OPraHOM CTpaHbl Npou3BoanTens dapMaleBTUYeckon cybcTaHumm u
NOATBEPXKOAIOLLErO COOTBETCTBME MNpOU3BOAUTENST hapMaLeBTUYECKOM cybCcTaHUMM, BXOAsLIEN B COCTaB JflEKapCTBEHHOMO
npenapaTta Ansi BETEPUHAPHOro MNpUMeHeHusl, TpeboBaHMsSIM NpaBun Haafexalleh NpOoM3BOACTBEHHOM MNpPaKTUKU, U ero
nepeBoq Ha PYCCKUIA SA3blK, 3aBEpeHHble B YCTAHOBMEHHOM Mopsiake, B Cry4Yae, ecniv MpOu3BOACTBO dhapMaLleBTUYecKomn
cybcTaHuum ocyllecTBnsieTcs 3a npegenamu Poccuiickon degepauun.

(Yactb B pepakumn, BBegeHHon B genctene ¢ 15 uoHa 2018 roga PenepanbHbiv 3akoHoM oT 4 mioHa 2018 roga N 140-
@3. - Cm. npeablayLyo peaakuuo)

1_1. B cnyyae M3MeHeHUst U (UNKn) OOMNONHEHMS NPOU3BOACTBEHHONW MIOWAAK/A NeKapCTBEHHOrO cpeacTBa OOKYMEHTHI,
yKasaHHble B YacTu 1 HacTosulen cTaTbu, NPEACTaBNSATCS 3asBUTENEM B OTHOLUEHWMM U3MEHSeMon U (Mnn) OONOMHSAEMON
NpPOM3BOACTBEHHON MIOLWAAKN NIEKapCTBEHHOIO cpeacTsa. PelleHne 0 BHECEHUM U3MEHEHWI B JOKYMEHTbI, cooepKalunecs B
perncTpaumoHHOM [OOCbe Ha 3aperncTpUMpOBaHHLIN NEKapCTBEHHbLIN npenapaTt Ansi BETEPUHAPHOro NpuUMeHeHus, unn ob
OTKa3e B MX BHECEHUU MPUHUMAETCH B cryyae HeOOXO4MMOCTU NPOBEOEHUS SKCNEPTU3bI NTEKAPCTBEHHOIO CPEACTBA B CPOK, HE
npeBbILIaLLNA AeBsAHOCTa pabounx AHEN, a B OCTanbHbIX CMyYasax B CPOK, HE MPEBbILLAOLLNA TpuauaTi paboumx AHeN co OHs
NMPUHATUS YNONMHOMOYEHHBIM (pefiepanbHbIM OpraHoOM UCMONHUTENBHOW BNAcTy 3asiBNEHUSA O BHECEHUM TakUX U3MEHEHWIA.

(Yactb gononHuTensHO BktodeHa ¢ 15 noHa 2018 roga ®enepanbHbiv 3akoHoM 0T 4 mioHa 2018 rona N 140-93)

1_2. B cnyyae peopraHvsauuu pgepxarend unuv Bragenbua perucTpauuoHHOro YAOCTOBEPEHUS JeKapCTBEHHOro
npenapata [Ans BETEPUHAPHOrO NPUMEHEHUsi, pas3paboTyMka WM NPOU3BOAMTENS JIEKAPCTBEHHOIO npenapata Aans
BETEPUHAPHOrO NMPUMEHEHUS B 3a8BNEHUM O BHECEHUN U3MEHEHUIN B JOKYMEHTbI, coaepXalumMecs B perncTpaumMoHHOM A0Cbe
Ha 3aperMcTpMpoBaHHbIN NEKapCTBEHHbIN npenapaTt Ans BETEpUMHAPHOrO MPUMEHEHWS, YKa3blBalOTCA AaHHble OOKYMEHTa,
NoATBEPXKOAKLEro BHECEHWE COOTBETCTBYIOLUMX M3MEHEHWN B EAWHBIN rocyaapCTBEHHBIN pPeecTp topuauydecknx nuy (ans
opraHusauun, 3aperMcTpmpoBaHHbIX Ha TeppuTopuu Poccunckon ®epepaumm), UM MHOMO AOKYMEHTa, NOATBEPXAaoLLero
peopraHn3aunio Ipuan4eckoro nuua (4ns opraHu3auun, He 3aperMcTpupoBaHHbIX Ha TeppuTopun Poccuinckon ®enepaumn).
3asBreHne O BHECEHWW WU3MEHEHUN B OOKYMEHTbI, CoaepxaliMecs B perncrpaumoHHOM [OCbe Ha 3aperucTpupoBaHHbIN
nekapcTBeHHbIN npenapat Ans BETEPUHAPHOro NPUMEHEHWs, WU npunaraemble K Hemy [AOKYMEHTbl NpPeaCcTaBnsioTcs B
YNOSTHOMOYEHHbIN hefepanbHbIi OpraH UCMOMHUTENBHON BMAcTU He Mo3gHee 4eM yepes3 TpuauaTb pabdounmx gHen co AHs
BHECEHUNS] COOTBETCTBYIOLUMX W3MEHEHM B EOWHBIA rocygapCTBEHHLIN peecTp topuanyeckux nuy (ons opraHusauun,
3aperucTpMpoBaHHbiXx Ha TeppuTtopumn Poccuiickon ®depepaumm) nnyv co OHSA NPUHATUSE COOTBETCTBYIOLLEro [OKYMEHTa,
NOATBEPXKOAIOLLErO PEOPraHn3aLmio pUaNYeckoro nuua (Ona opraHMsauun, He 3aperMcTpyMpoBaHHbIX Ha TeppuTopum
Poccuiickon ®enepaumm). B cnyvae peopraHusaumm fpepxaTtenss unu Bnagenbla pPerucTpalyoHHOro yAOCTOBEPEHMS
nekapCTBEHHOro npenapata AnS BETEPUHAPHOro MPUMEHEHUS 3asiBleHWe O BHECeHUM U3MEHEHWA B [OKYMEHTbI,
codepxalimecs B pPerncTpauMoHHOM [0Cbe Ha 3aperMcTpupoBaHHbIM NeKapCTBEHHbI npenapat Ans BeTepuHapHoro
npUMEeHeHWsi, noJaeTcs pUAMYECKMM IULOM, KOTOPOMY B XO4e peopraHusaumm nepefjaHo npaBo BRadeHUs Takum
perncTpaumoHHbIM Y4OCTOBEPEHMEM.
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06 obpalLeHun nekapcTBEHHbIX CpeacTB (C M3MeHeHusAMM Ha 19 aekabps 2022 ropa) (pegakums, gercTeytolas ¢ 1 mapta 2023 CrtpaHuua 61
roga)
®edeparnbHblli 3akoH om 12 anpens 2010 e. Ne 61-@3

(Yactb gononHuTensHO BkNtodeHa ¢ 13 asrycta 2019 roga ®enepancHbiM 3akoHoM OT 2 asrycta 2019 rona N 297-93)

2. B cnyyae BHeceHUs M3MEHEHW B OOKYMEHTbI, cogepalumecs B permcTpaunoHHOM AO0Cbe Ha 3aperncTpupoBaHHbIN
neKkapCTBEHHbIM npenapaT 415 BETEPUHAPHOIO MPUMEHEHUS, B OTHOLLEHUN CBEAEHUN, YKa3aHHbIX B noanyHkrax "e", "x", "k",
"n", "W", "c", "x" nyHkta 7 4vactm 3 ctatbum 17 HacTosaulero denepanbHOro 3akoHa, U3MEHeHUss U (unu) OOoNOrHeHus
NPOM3BOACTBEHHON NNOWAAKA FeKapCTBEHHOrO cCpeactBa, a Takke B Criydyae W3MEHeHMs nokasaTenen KavecTBa
NeKapCTBEHHOro npenapaTta ANns BEeTEepUMHAPHOro NPUMEHEHWUss U (MNK) METOOOB KOHTPOMsS KavecTBa JlIeKapCTBEHHOMO
npenapata Ans BeTEepMHAPHOro NPUMEHEHUs NPOBOOMTCA SKCMNepTM3a NEKapCTBEHHOrNO cpeacTBa Ansd BETEpUHAPHOro
npumeHeHns. B cnydae HeobxoauMOCTM BHECEHNS MHBLIX UIBMEHEHUI B JOKYMEHTbI, COAEpXalmecs B permcTpaLMoHHOM 4OCkbe
Ha 3apermcTpUpoBaHHbIA NEKApPCTBEHHbIV NpenapaTt Ansi BETEPMHAPHOrO NPUMEHEHUS, 3KCNepTU3a NeKkapCcTBEHHOIO CpeaCcTBa
AN BETEPMHAPHOro NPUMEHEHNS HE MPOBOAUTCS.

(Yactb B pegakuun, BBegeHHon B aencteme ¢ 1 aHBapsa 2015 rona PenepanbHbiM 3akoHOM OT 22 okTsaopa 2014 rona N
313-93; B pegakumm, BBegeHHon B gencteme ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-
@3. - Cm. npeablayLyo peaakuuio)

3. 3asButenb BnpaBe npeacTaBUTb MO COBCTBEHHOW WMHMUMATUBE BMECTe C 3asiBMEHMEM O BHECEHUN WU3MEHEHUN B
OOKYMEHTbI, CcofepXallnecss B PErucTpauMoHHOM [0Cbe Ha 3aperucTpMpoOBaHHbI IEKapCTBEHHbIM npenapaTr Ans
BETEPUHAPHOIO MPVMEHEHWS, KONMUW [OOKYMEHTOB, MOATBEpPXAaloLWmMX ynnarty rocyqapCTBEHHOW MOLWMMHbI 33 BHECEHUE B
OOKYMEHTBI, coaepXallmecss B PEerucTpauMoHHOM [0Cbe Ha 3aperMcTpvpoBaHHbBIN NEKAapCTBEHHbIA npenapaTt Ans
BETEPUHAPHOIO NMPUMEHEHUS!, UBMEHEHWI, TPEDOYIOLLMX NPOBEAEHNST SKCNEPTU3bl NIEKAPCTBEHHOIO CPEACTBA, UMM U3MEHEHWU,
He TpebyLwux npoBeAeHNst 3KCNepTU3bl JEeKapCTBEHHOro cpeacTBa. B cnyvyae HeobGXOOMMOCTU W3MEHEHWUsI CBEeLEHUN,
cofepXaluxca B pPerucTpauMoHHOM YOOCTOBEPEHWM JIeKapCTBEHHOrO Mpenapata AN BETEepUHApPHOro MpPUMEHEHUs, C
3asiBfieHMEM, yKka3aHHbIM B YacTu 1 HacTosulen cTaTby, 3asiBUTENb BNpaBe NpeAcTaBUTb N0 COOCTBEHHOW UHMLMATMBE KOMUIO
OOKYMEHTa, MNOATBEPXOALWEro Yynnaty rocyAapCTBEHHOW MOLWMMHLI 3a Bbidady PerMcTpauMoHHOro  yAOCTOBEpPEHUs!
nekapcTBEHHOro npenapata. 3asBuTeNb BNpaBe MNPeAcTaBUTb MO COOCTBEHHOM WMHUUMATUBE CBEOEHMSI O JULEH3MSX,
yKkasaHHble B NyHKTax 1 1 2 Yactn 1 HacTosLen cTaTby, a Takke BbldaBaeMble YNONMHOMOYEHHbIMU heaepanbHbIMU OpraHamm
WCMONHUTENbHOW BracTM OOKYMEHTbl, YKa3aHHble B NyHkTe 3 yactu 1 Hactosuwen crtatbun. B cnydyae HenpegctaBneHus
yKa3aHHbIX [OKYMEHTOB (CBedeHWIA) YNOMHOMOYEHHbIN heaepanbHbll OpraH WCMOMHUTENbHOM BRacTu 3anpaluvBaeT
yKkasaHHble JOKYMEHTbI (CBeAeHWs1) B NOPSAKE MEXBEAOMCTBEHHOIO NMHGOPMALIMOHHOIO B3aMMOAENCTBUS.

(Yactb B pepakuun, BBeaeHHon B gencteue ¢ 1 sHeapsa 2021 roga PenepanbHbiM 3akoHOM OT 27 aekabps 2019 rona N
478-®3. - CM. mpeaplayLLyo PeAaKLn)

4. B cpoKk, He NpeBbiIAWMIA OECATU paboymx OHEW CO OHS MOCTYMNNEHNS yKasaHHOro B YacTu 1 HacTosulen cratbu
3asBneHns N HeobxoaNMbIX JOKYMEHTOB, YNONHOMOYEHHbIN deaepanbHbIi OpraH UCNONMHUTENBHOW BNAacTy:

1) npoBOAWUT NPOBEPKY MOMHOTEI M [OOCTOBEPHOCTU CBEOEHMWI, COAEPXaLLMXCs B NpPeACTaBneHHbIX 3asiBuTernemM
AOKYMEHTaXx;

2) NnpuHMMaeT pelleHne o0 npoBedeHUn 3KCNnepTudbl J1eKapCTBEHHOIO cpeancTea Ald BETepUHAPHOro npuMeHeHuna mnumn 00
OTKa3e B ee npoBegeHunu;

3) yBEOOMITAET B NMUCbMEHHOM d)opme 3adaBuTend O NPUHATOM peLleHUn unn B criydae npuHATUA pelleHund 00 oTkase B
npoeegeHnn aKCnepTun3bl NIeKapCTBEHHOIO cpencTBa ANnAa BeTepuHapHOro npuMeHeHna ¢ ykasaHmem npmnynH Takoro otkasa.

4 1. B cnyyae BbISIBNEHUS1 HEJOCTOBEPHOCTU U (MNN) HEQOCTAaTOMHOCTM CBEOEHWI, COAepXKaLLMXCs B NpeacTaBeHHbIX
3asBUTENEM [OKYMEHTax, YNONHOMOYEHHbIN dheaepanbHbIi opraH MCNOMHUTENbHOW BracTu HanpaenseT 3asiBUTEN0 3anpoc 0o
YTOYHEHMM YKa3aHHbIX cBeaeHui. 3anpoc MoXeT ObITb NepeaaH YrnorIHOMOYEHHOMY NPEACTaBUTEND 3asiBUTENS Mof, Pacrnucky,
HarnpasrieH Mo NoyTe 3akasHbIM MMCbMOM UMW NepeaaH B 3MeKTPOHHOM (hOpMe Mo TENEKOMMYHMKALMOHHBIM KaHanam cBsasn. B
crny4yae HarnpaereHus 3anpoca 06 YTOMHEHUN YKa3aHHbIX CBEAEHWUI MO NoYTe 3akasHbIM MMCbMOM OH CYMTAaEeTCsl MoSyYeHHbIM
Mo UCTEYEHMU LLIECTN AHEN ¢ AaTbl HanpaBneHns 3akasHoro nMcbma.

(Yactb gononHuTenbHO BktodeHa ¢ 15 noHa 2018 roga ®enepansHbiv 3akoHoM 0T 4 mnioHa 2018 roga N 140-93)

4 2. 3asButenb 06s13aH NpeacTaBUTb OTBET HA 3aMnpoc YNOSIHOMOYEHHOTo heaeparbHOro opraHa UCMONTHUTENbHOM BnacTu
B CPOK, HE MpEeBbILAKLWMIA OeBAHOCTa pabounx OHel Co OHsSI nonyyveHust JaHHoro 3anpoca. Cpoku, ykasaHHble B Yactn 1_1
HacTosLlen cTaTby, MPMOCTAHABMBAKOTCA CO AHS HaMnpaBneHns 3asaBUTENtO 3anpoca YNoTHOMOYEHHOro doeepansHOro opraHa
UCMONHUTENbLHOW BNacTn A0 AHS MNOfyvYeHUs OTBETa Ha AaHHbIA 3anpoc U He YYUTbIBAKOTCA MPU UCYUCIIEHUN CPOKa NPUHATUSA
pelweHnss 0 BHECEHUM U3MEHEeHWA B AOKYMEHTbl, cogepXallnecd B perncTpaumoHHOM [0Cbe Ha 3aperncTpuvpoBaHHbIN
nekapcTBeHHbIN npenapaTt Ans BeTepuHapHOro NpUMeHeHus.
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06 obpalLeHun nekapcTBEHHbIX CpeacTB (C M3MeHeHusAMM Ha 19 aekabps 2022 ropa) (pegakums, gercTeytolas ¢ 1 mapta 2023 CTtpaHuua 62
roga)
®edeparnbHblli 3akoH om 12 anpens 2010 e. Ne 61-@3

(YacTtb gononHutenbHo BkNtoveHa ¢ 15 noHsa 2018 roga PenepanscHbiM 3akoHoM OT 4 nioHa 2018 rona N 140-93)

5. OcHoBaHMeM Ans oTKkasa B NPOBEOEHUN 3KCMepPTU3bl NEKapCTBEHHOIO CPeAcTBa ANl BETEPMHAPHOro MPUMEHEHMS
ABMAETCA NpeacTaBneHne A0OKYMEHTOB, yKasaHHbIX B YacTax 1 U 3 HacTosuleln cTatbu, B HEMOIHOM OObeMe U OTCYTCTBUE B
npeacTaBneHHbIX [OKYMEHTaxX [OCTaTOYHbIX CBeAEHWN, MOATBepXAalWwmnx HeobXoOAMMOCTb BHECEHWUs M3MEHeHun, nunbo
HenpeacTaBrneHne 3asiBUTENEM B YCTAHOBIEHHbLI CPOK OTBETa Ha YykasdaHHbIA B Yactu 4 1 HacTosulen cratbu 3anpoc
YMNONMHOMOY€eHHOro deiepanbHOro opraHa UCMosIHUTENbHON BriacTu.

(Yactb B pepakumn, BBegeHHon B genctane ¢ 15 uoHa 2018 roga PenepanbHbiM 3akoHOM oT 4 nioHa 2018 roga N 140-
®3. - C™. npeapiayLLyo PeAAKLnI)

6. OkcnepTm3a nekapCcTBEHHOro CpeacTBa Ansl BETEPUHAPHOIO NPUMEHEHMUS B LIEMNsiX BHECEHUS U3MEHEHUN B JOKYMEHTbI,
cofepxawmecs B perucTpalMoHHOM [OCbe Ha 3apermcTpyMpoBaHHbIN IEeKapCTBEHHbIN npenapaTr Ans BeTepUMHapHOro
NPUMEHEHNS, OCYLLECTBISETCSA B NOpsaaKe, YyCTaHOBEHHOM cTaTben 24 HacTodulero deaepanbHOro 3akoHa.

6_1. B cpok, He npeBbllawWun gecatn paboumx OHEW CO OHS MOMNyYeHUs 3aKMOYEeHWst KOMUCCUMM 3KCMEPTOB MO
pesynbsrataM yKkasaHHOW B YacTu 2 HaCTO4LLeN CTaTbW 3KCNEepPTU3bl, YNOMTHOMOYEHHbIN deaepanbHbIi opraH UCNOMHUTENBHON
BnacTu:

(AB3ay B pegmakumu, BBeneHHoun B fenctame ¢ 13 aBrycta 2019 roga PenepanbHbiv 3akoHoM ot 2 aerycta 2019 roga N
297-03. - CM. NpeAblayLLy0 Penakumio)

1) npuHMMaeT pelleHne O BHECEHUUM MW3MEHEHWA B [AOKYMEHTbl, codepXalimecd B peructpauumoHHOM [oCbe Ha
3aperncTpupoBaHHbIi NEKapCTBEHHbIM NpenapaT AN BeTepUHAPHOro MPUMEHEHUs, MM 00 OTKa3e BO BHECEHUN Takux
U3MEHEHUI;

2) BHOCUT B @yﬂaDCTBeHHbIﬁ pPeecTp JeKapCTBEHHbIX CPEeACTB Ha OCHOBaHWW pelleHUA O BHeCeHUn N3MEHeHN B
OOKYMEeHTbl, coaepXalimeca B pernctpaunoHHOM [ocbe Ha 3aperl/ICTpVIpOBaHHbll7l ﬂeKapCTBeHHblﬂ npenapar aonda
BETEPUHAPHOIro NpUMeHeHus, HeobxoaMMble U3MEHEHNST 1 BO3BpalLlaeT 3T AOKYMEHTbI 3aABUTENIO;

3) BblgaeT 3asBUTEN0 HOBOE perncTpauuoHHOe YOOCTOBEPEHWE JleKapCTBEHHOrO npenapaTta Anst BeTepuHapHOro
NPUMEHEHNs1 B criydae HeobXoOMMOCTM WM3MEHEHUSI CBeOEHWI, COAEepXKalUMXCsi B HEM, C COXpPaHeHMeM HoMmepa paHee
Bbl@HHOIO PerncTpaLnoHHOro yaoCTOBEPEHNS NNEKapCTBEHHOIO Npenapara A BETEPMHAPHOIO NMPUMEHEHMS.

(MyHKT gononHuTenbHo BkModeH ¢ 13 aBrycta 2019 roga ®enepanbHbiM 3akoHoM 0T 2 aBrycta 2019 roga N 297-03)
(Yactb 6_1 gononHutenbHO BKModeHa ¢ 22 Hosbps 2014 rona PenepanbHbiM 3akoHOM 0T 22 okTabps 2014 rona N 313-
3)

6_2. B cny4yae BHeCeHVs U3BMEHEHUI B AOKYMEHTbI, cogepXallmecs B permcTpaumoHHOM JOCbe Ha 3aperncTpupoBaHHbIN
NeKapcTBEHHbIN npenapat AN BETEPUHAPHOro MNPMMEHEHWS, B 4acTW, KacalweWcss U3MEHeHUs U (Mruv) [OMOSHEHUs
NpOM3BOACTBEHHON MMOLWAAKM NEKapCTBEHHOro npenapara, npu npeacTtaBneHun 3asiBUTeneM B COOTBETCTBMM C OYHKTOM 3
yactu 1 HacToALlen cTaTby KoMK peLLeHnst YNONHOMOYEHHOrO doedeparnbHOro opraHa UCMONHUTENBbHOW BNacTh O NPOBEAEHUN
WHCMEKTUPOBaAHUST MPOU3BOAUTENST JIEKAPCTBEHHLIX CPEACTB CPOK, YKa3aHHbIA B 4Yactu 6 1 HacTosulel crarbu,
NPUOCTaHaBMNMBAETCA CO [OHSA TMOMyYeHUst 3aKIoYEeHWst KOMUCCUM SKCMEPTOB [0 [AHS  MPUHATUS  YMONTHOMOYEHHbLIM
denepanbHbIM OpraHOM UCMONMHUTENBHOW BNAcTU PeLleHNs O Bblgave unm o6 oTkase B Bblgave 3aKMioYeHUs 0 COOTBETCTBUM
NPOu3BOANTENSA NEKapCTBEHHbLIX CpeacTB TpeboBaHNAM NpaBun Hagnexalien Nnponu3BoACTBEHHON NPaKTUKK, HO He Gonee Yem
Ha CTO BOCEMbAECAT paboymx gHEN.

(Yactb gononHutensHO BktodeHa ¢ 15 noHa 2018 roga ®enepanbHbiv 3akoHoM oT 4 mnioHa 2018 rona N 140-93)

7. OcHoBaHMeM AN OTKa3a BO BHECEHUW W3MEHEHUA B OOKYMEHTbl, coaepXalluMecs B perncTpauMoHHOM [OCbe Ha
3aperMcTpupoBaHHbIN NekapCcTBEHHbIN nNpenapaT Ans BETePUHapHOro NPUMEHEHUs, B cny4vasx, He Tpebyowmnx npoBegeHus
3KCMepTn3bl NeKapCTBEHHOTO CpeACcTBa, ABNAETCH NpeacTaBneHne JOKYMEHTOB, yKa3aHHbIX B YacTax 1 n 3 HacTosllen cTatbu,
B HenonHom obbeme unum OTCYTCTBME B NpeAcTaBMeHHbIX JOKYMEeHTax CBEAEHWN, KOTopble OOMKHbl ObiTb B HUX OTPaXeHbl,
nnbo HenpepncTaBneHne 3asiBUTENIEM B YCTAHOBIEHHbLIA CPOK OTBETA Ha YKa3aHHbIA B YacTu 41 HacTosulen CcTaTby 3anpoc
YMONMHOMOYEHHOro doeepanbHOro opraHa UCMOMNHUTENbHOW BracTu.

(YacTb B pepakuum, BBegeHHow B aencteue ¢ 15 uoHa 2018 roga PenepanbHbiv 3akoHoM OT 4 mioHs 2018 rona N 140-
@3. - Cm. npeablayLyo peaakuuo)

7_1. OcHoBaHuem ONs OTKasa BO BHECEHUM M3MEHEHWUN B OOKYMEeHTbI, cogepxalwunecd B permctpalMoOHHOM OOCbE Ha
3apeFI/ICTpVIpOBaHHbII7I J'IeKapCTBeHHbIIZ npenapar anda BEeTepUHaApHOro rnpuMeHeHud, B Cliyyadx, Tpe6y+ou.u/|x nposegeHnA
9KCNepTn3bl JNIEKapCTBEHHOIo cpencTBa, ABNAETCA 3akrio4veHune yYrnormHOMOYeHHOro cbep,epaanoro opraHa MCMNOMHNTENBHON
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06 obpalLeHun nekapcTBEHHbIX CpeacTB (C M3MeHeHusAMM Ha 19 aekabps 2022 ropa) (pegakums, gercTeytolas ¢ 1 mapta 2023 CTtpanuua 63
roga)
®edeparnbHblli 3akoH om 12 anpens 2010 e. Ne 61-@3

BNacTM O BO3MOXHOCTU CHMXEHUsI 6e3onacHOCTM, kadecTBa, 3dp(eKTUBHOCTM NEKapCTBEHHOro npenaparta BCreacTBue
BHECEHUS] U3MEHEHUIN B yKa3aHHble JOKYMEHTbI, OTKa3 YMONHOMOYEHHOro defeparnibHOro opraHa MCMONMHUTENBHOW BnacTu B
Bbldaye 3aKkfYeHUst O COOTBETCTBMM MNPOU3BOAUTENS NEeKApCTBEHHbIX CpeacTB TpeboBaHMAM nNpaBuil  Haanexaien
NPOW3BOACTBEHHON MPaKTUKU B Cllydae M3MEHeHUs u (Unu) LOMONHEHMS1 NPOM3BOACTBEHHOW NOLWAAKMA FEKapCTBEHHOMO
npenapaTta, €cnvM MNpOM3BOACTBO JIEKAPCTBEHHOrO npenapata Afs BEeTepUHapHOro MNPUMEHEHUsI OCYLLECTBISIETCA 3a
npegenamu Poccuiickon degepauunn, nnm oTCyTCTBME STOMO 3aKNIOYEHUS.

(Yactb gononHuTensHO BktodeHa ¢ 15 noHa 2018 roga ®enepanbHbiv 3akoHoM 0T 4 mnioHa 2018 rona N 140-93)

8. [onyckaeTtca obpalleHve rnekapCTBEHHbIX MpenapatoB ANA BETEPUHAPHOrO MPUMEHEHUS [0 MWCTEYeHMsT Ccpoka
rogHOCTW, NPOU3BEeOEHHbIX B TeYeHue CTa BOCbMWAECATU AHEN nocne AaTbl NPUHATUSA YMNONHOMOYEHHbIM denepanbHbIM
OpraHoM UCMONHUTENBHOW BNACTW PeLUeHNss O BHECEHUN U3MEHEHMIN B AOKYMEHThI, coAepXallmecs B permctpaLMoHHOM 4OCbe
Ha NeKapCTBEHHbIN Npenapar, B COOTBETCTBUM C UHOPMaLMEN, coaepXKallencs B AOKYyMEHTax perncTpaumoHHOro Aocbe Ha
nekapcTBEHHbIV Npenapar 40 AaTbl NPUHATUS TaKkoro peLueHus.

(YacTtb B pegakuuun, BBegeHHom B aencrtene ¢ 1 nons 2015 roga PegepanbHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-

®3. - Cm. mpeaplAyLLY0 PEAAKLIMIO)

KommeHTapun k ctatbe 31

CTATbA 32. OTMEHA rOCYOAPCTBEHHOM PEMMCTPALMU NEKAPCTBEHHOIO MPEMAPATA

PelweHne o6 OTMeHe rocyOapCTBEHHOW PEerMcTpauuMn neKkapcTBeHHOro npenapara M WUCKMHYEeHUM NeKapCTBEHHOMo
npenapara 13 rocyaapCTBEHHOI0 PEecTpa NeKapCTBEHHbIX CREACTB NPUHUMAETCH YNOMHOMOYEHHbIM deaeparnbHbIM OpraHom
MCMOMHUTENBLHON BNacTu B Cryyae:

1) NpeacTaBneHns COOTBETCTBYIOLLMM YNONTHOMOYEHHBLIM pefepanbHbIM OpraHOM UCMOMHUTENBHOW BAaCTW 3aKMOYEHNs O
pucke wnu o6 yrpose 300POBbIO, KWU3HW 4YeroBeKa WM >KMBOTHOMO MpY MPUMEHEHWM feKapCTBEHHOro rnpenapara,
MpeBbILALLNX ero 3dEKTUBHOCTb, MO Pe3ynbTataM OCYLLECTBIAEMOro UM MOHUTOPUHIra Ge30nacHOCTU NeKapCTBEHHOro
npenapara;

2) nopauyn pgepxateneM wWnvM BnagenbLeM pPerncrpauuoHHOro YAOCTOBEPEHUS JIEKapCTBEHHOro npenapata  unu
YMNONMHOMOY€EHHbLIM UM APYTM OPUONYECKMM NULIOM 3asiBNeHnss 06 OTMeHe rocydapCTBEHHOW perMctpaumm riekapCTBEHHOMO
npenapara;

(MyHKT B pegakuun, BBegeHHon B gencteume ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-
@3. - Cm. npeablayLyo peaakuuo)

3) HenogTBepPXKAEHUS TOCYOapCTBEHHOW perucTpauuy rekapCTBEHHOro mnpernapaTta Mo WCTeYeHUM cpoka [OeUcTBust
PErncTpaumMoHHOrO YaA0CTOBEPEHUS, BblAAHHOMO Ha NSAThL JET;

4) HenpenacTaBneHns 3asiBUTENeM MHopMaLun, KoTopasi MOXET MOBMeYb 3a COO0N HEOOXOAMMOCTb BHECEHUS N3MEHEHMWN
B [OKYMEHTbI, cogepxalmeca B perncrpaumoHHOM O0Cbe Ha 3aperMcTpuMpoBaHHbLIN NeKapCTBEHHbLIA Mpenapart, B TevyeHue
TpuauaTtu pabounx OHEW CO AHSA HACTYNINEHUS 3TUX U3MEHEHUN;

5) ocyliecTBneHnss rocygapCTBEHHOW perncTpauum NekapCcTBEHHOro mnpenapata Mnof TOpProBbiM  HaMMEHOBaHWEM
3aperncTpupoBaHHOrO paHee nog 3TUM  TOProBbiM HauMMEHOBaHMEM JlIEKapCTBEHHOro npenapaTta, OTnu4atoLlerocs
Ka4yeCTBEHHbIM COCTaBOM [AENCTBYHLLUNX BELLECTB;

(MyHkT B pegakuun, BBeaeHHon B aencteue ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-

®3. - Cm. NpeapblayLLyo PeAaKLMIo)

6) OCyLLEeCTBNEHUSI rOCYAapCTBEHHOM perncTpaLmm ogHOro 1 TOro e NeKapCcTBEHHOro npenapaTta B OTHOLLUEHUM OHOMO U
TOro XXe Aepxartens wunu enagenbla perncTpalnoHHOro yAOCTOBEPEHUS NEKAapCTBEHHOro npenapaTta B BuAe ABYX U Gonee
nekapcTBeHHbIX NpenapaTtoB nog pasnnyHbIMU TOProBbIMM HAMMEHOBaAHNUSIMMU;

(MyHKT B pegakumu, BBeaeHHoM B aenctene ¢ 15 noHsa 2018 roga PenepanbHbiv 3akoHoOM OT 4 nioHa 2018 roga N 140-
®3. - CMm. NpeapiayLLyo PeAaKLn)

7) BbIHECEHUSI CyOOM pELUEHMs] O HapYyLLIEHUM NpaB NpaBoobnagaTens 06bEeKTOB MHTENNEKTYanbHON COBCTBEHHOCTH MNpu
obpalleHnmn nekapCcTBEHHbIX CPEACTB;
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06 obpalLeHun nekapcTBEHHbIX CpeacTB (C M3MeHeHusAMM Ha 19 aekabps 2022 ropa) (pegakums, gercTeytolas ¢ 1 mapta 2023 CTtpaHuua 64
roga)
®edeparnbHblli 3akoH om 12 anpens 2010 e. Ne 61-@3

8) oTCyTCTBUS NekapCTBEHHOrO nNpenaparta B obpalleHun B Poccuiickon ®enepaumm B TedeHne Tpex u bonee ner;
(MyHkT gononHuTensbHo BkNtoYeH ¢ 1 uons 2015 roga ®enepansHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-93)

9) HeBbINOMHEHUSI AepXXaTenem WUnu BnagenbLeM perMcTpauMoHHOro YOOCTOBEPEHUS NEKapCTBEHHOro npenapara nuobo
YMONIHOMOYEHHLIM VMW OPYrMM  IOPUOUYECKMM JIMLOM MEPONPUSTUA No obecnedeHnto 6e30nacHOCTU  NeKapCTBEHHbIX
npenapaToB, YCTAHOBMEHHbIX YNOMHOMOYEHHbLIM dheepanbHbiM OPraHOM MCMOMHUTENBHOWM BNacTu B COOTBETCTBUM C YacTaMU
3 1 4 ctatbu 64 HacTosAulero PeaepanbHOro 3akoHa, B paMkax OCyLLECTBNEHMS hapmakoHaa3opa;

(MyHKT gononHuTenbHo BkoYeH ¢ 1 nons 2015 roga ®enepanbHbiv 3akoHOM OT 22 Aekabpsa 2014 rona N 429-03)

10) oTkasa [JepxaTens WNU Bnagenbla pPerncTpaumMoHHOro YOOCTOBEPEHMSI NEeKapCTBEHHOro npenapata nmMbo
YMONTHOMOYEHHOIO UMW APYroro pUANYecKoro nuua oT BHECEHWUSI UBMEHEHUI B MHCTPYKLMIO MO MPUMEHEHUIO IEKapCTBEHHOMO
npenapaTa, KacalLMXCs HOBbIX MOATBEPXKAEHHbIX OAHHbIX O TOM, YTO PUCK MPUYMHEHWUs Bpeda 300pOBbI0 YernoBeka unuv
YKMBOTHOIO BCreacTBME Nprema nekapcTBeHHOro npenapara npeBblaeT 3ddeKTUBHOCTb €ro NPUMEHEHNS.

(MyHKT gononHUTEnNbLHO BKNtoYeH ¢ 1 nona 2015 roga PenepanbHbiM 3akoHOM OT 22 nekabps 2014 roga N 429-93)

C 1 aHBaps 2026 ropa PenepanbHbiM 3akoHOM OT 27 nekabpa 2019 rona N 475-03 (C M3MeHeHUsIMU, BHECEHHbIMU
denepanbHbiM 3akoHoOM OT 28 moHa 2022 rona N 204-93) cratbs 32 HacToswero ®enepansHoro 3akoHa Gyaer gononHeHa
nyHkTom 11.

KommeHTapum Kk ctatbe 32

CTATbS 33. FTOCYOAPCTBEHHbIW PEECTP NEKAPCTBEHHbIX CPEAICTB

1. FocynapCTBEHHbIN PEecTp NekapCTBEHHbIX CPEACTB COAEPXUT MepeveHb NeKapCTBEHHbIX Mpenaparos, MPOLLEALLnX
roCyoapCTBEHHYIO perucTpauuio, nepedyeHb apMaueBTUYECKUX CyOCTaHUMiA, BXOOAWMX B COCTaB NEKapCTBEHHbIX
npenaparos, 1 criedyoLLyo UHOPMAaLIMIO:

1) B OTHOLUEHUW NEKAPCTBEHHbIX NPENapaToB:

a) HaMMeHOBaHWe JlekapCTBEHHOro npenapata (MexayHapoaHoe HenaTeHTOBaHHOe, WU FpynnMpoBOYHOE, WUNnn
XMMUYECKOe N TOProBoe HauMeHoBaHMs);

(MognyHKT B pepakumun, BBegeHHon B gencteune ¢ 1 nona 2015 roga ®enepanbHbiv 3akoHOM oT 22 aekabpa 2014 roga N
429-®3. - CM. mpeaplayLLyo PDeAAKLn)

6) nekapcTBeHHas hopMa C ykazaHWEM [JO3MPOBKW JIEKapCTBEHHOMO MpenapaTta U ero KonmMyectsa B NOTPEOUTENLCKON
YNaKoBKe;

B) HaMMeEHOBaHME JepxaTtens Wnu Brnagenbla pPermcTpauuoHHOro YOOCTOBEPEHMSI JIEKApPCTBEHHOrO npenapata wu
cBeleHus O perncrtpauun aepxartens unu Brnagenbla perucTpauMoHHOro yAOCTOBEPEHMS NEKapCTBEHHOro npenapara ans
MEeJVLIMHCKOrO MPUMEHEHUS] B Ka4eCcTBe HarnoronnartenbliyMka B CTpaHe perucrpauumn (4ns poCCUNCKUX HOPUANYECKMX Nul, -
NOEHTUMVKAUMOHHBIA HOMep Hanoronnatenswimka (MHH), ons vHOCTpaHHbIX HOPUAMYECKMX MWL - CTpaHa perucrpauuu,
HaVMMEHOBAHNE PErncTPUPYIOLLIErOo OpraHa, PerucTpaumMoHHbIA HOMEpP, KOO Hanoronnartenblivka B CTpaHe perucrpauuv
(MHKOpNOpauMK) UnNKu ero aHanor);

(MognyHKT B pegakumu, BBegeHHon B gencteue ¢ 1 niona 2015 roga PenepansbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N
429-03; B pegakuun, BeegeHHon B gencteune ¢ 1 aHeapsa 2018 roga PenepanbHbiM 3akoHOM oT 28 aekabpa 2017 rona N 425-
®3. - CM. mpeabIAyLLY0 PEAAKLIMIO)

r) HaumeHoBaHME W afpec NPOV3BOAMTENS IEKApCTBEHHOro npenaparta U CBeAEeHWs O perucrpauum npousBoguTens
nekapCTBEHHOro npenapara Ans MeauMUUHCKOro NpUMEHEHUs B KadecTBe Hanoronnartenbliuka B cTpaHe peructpauuu (ans
POCCUICKUX HOPUONYECKMX NUL, - MOAEHTUMUKALUMOHHBIN HOMep Hanoronnatenbwuka (MHH), ana nHoCTpaHHbIX HpUANYECKNX
1L, - cTpaHa perncrpaumun, HaMMeHOBaHWe PEerncTpUpyLLEro opraHa, perMcTpaLMoHHbIN HOMep, Ko Hanoronnarenblumka B
CTpaHe perncrTpaumm (MHKopnopaumm) unm ero aHarnor);

(MognyHKT B pegakumu, BBegeHHon B gencrteme ¢ 1 sHeapsa 2018 rona PenepanbHbiM 3akoHOM OT 28 nekabpsa 2017 roga
N 425-03. - CM. npeablayLLyto peaakLmio)

O) dapmakoTepaneBTMyeckas rpynna, KoA FeKapCTBEHHOro mnpenapata Mo aHaToMO-TepaneBTUYECKO-XMMUYECKON
Kraccudgukaumm, pekomeHgoBaHHON BcemumpHoM opraHusanmen 34paBoOXpaHeHns;
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06 obpalLeHun nekapcTBEHHbIX CpeacTB (C M3MeHeHusAMM Ha 19 aekabps 2022 ropa) (pegakums, gercTeytolas ¢ 1 mapta 2023 CTtpanuua 65
roga)
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(MognyHKT B pegakumun, BBeaeHHon B aerictene ¢ 1 uonst 2015 roga ®PenepanbHbiM 3akoHoM oT 22 aekabpsa 2014 rona N
429-03. - CM. NpeabIAyLLYI0 PEAAKLIMIO)

€) NoKasaHusi U NPOTMBOMOKa3aHWs K MPUMEHEHUIO NNeKapCTBEHHOrO npenapara;
) NOBGOYHbIE AEUCTBMSA NIeKapCTBEHHOrO NpenapaTa;

3) CpOK rOAHOCTM NeKapCTBEHHOro npenapara;

1) YCNOBWUsSi XpaHEHUs NekapCTBEHHOrO nNpenapara;

K) yCroBums oTnycka nekapcTBeHHOro npenapara;

1) Homep hapMaKkoneHon CTaTby UK B Clly4ae ee OTCYTCTBUSI HOMep HOPMAaTUBHOW JOKYMeHTauum nnbo HopMaTUBHOIO
LOKYMEHTa;

M) OaTta rocygapCTBEHHOW perucTpauvu NekapCTBEHHOro npenapata M ero perncrpauuoHHbIi HOMep, AaTa 3aMeHbl
PErMcTpaLmnoOHHOrO  yAOCTOBEPEHUSI IEKapCTBEHHOro mnpenapata Ha 6eccpodyHoe perucTpauvMoHHOe YOOCTOBEpEeHue
nekapcTBEHHOro npenapata, fgata nogayn 3asiBreHust O NOATBEPXAEHWM TOCYAapCTBEHHOW perMctpaumm NekapCcTBEHHOro
npenapaTta, faTta OTMEHbI roCy4apCTBEHHOW perncTpauum nekapCTBEHHOrO npenapara;

(MoanyHKT B pegakumun, BBeaeHHon B Aerictene ¢ 1 uonst 2015 roga ®PenepanbHbiv 3akoHoM ot 22 aekabpsa 2014 rona N
429-03. - CM. npeablayLLy0 peaakLmio)

H) Ka4eCTBEHHbIA COCTaB M KONMMYECTBEHHbIA COCTaB AENCTBYHOLIMX BELLECTB M KAYECTBEHHbIA COCTaB BCriOMOraTerbHbIX
BELLECTB JIeKapCTBEHHOIO Npenapara;
(MognyHKT gononHuTenbHo BktodeH ¢ 1 niona 2015 roga ®epepanbHbiM 3akoHOM 0T 22 Aekabpa 2014 rona N 429-93)

0) nHbopMaLma 060 BCeX pa3peLLEHHbIX BUAAxX BTOPUYHOW (NOTPEOMTENBCKON) YNaKoBKMY;
(MoanyHKT gononHuTenbHO BKMtodeH ¢ 1 uona 2015 roga PenepanbHbim 3akoHom o1 22 fnekabpsa 2014 rona N 429-93)

n) pata MpUHSATUS pelleHnsl O BO3MOXHOCTM paccMaTpuBaTb JlEeKapCTBEHHbINM Mpenapat npu rocyaapCTBEHHOM
peructpaummM B KadecTBe OpdpaHHOro feKapCTBEHHOro npenaparta (ans fekapCTBeHHbIX NpenapaToB Ans MeauLMHCKOro
NPUMEHEHNS);

(MognyHKT gononHuTeneHo BktoveH ¢ 1 nionsa 2015 rona ®enepancHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-03; B
pepakuuu, BBegeHHoun B gevicteme ¢ 1 mapta 2020 roga PeaepanbHbiM 3akoHoOM OT 27 aekabpsa 2019 roga N 475-93. - Cwm.
TREAbIAYLLYIO PEAaKLNIO)

p) HanMMuMe nekapCTBEHHOrO Mnpenaparta B NepevHe XU3HEHHO HEODXOAMMBIX U BaXKHEMLLMX NEeKapCTBEHHbIX MpenapaToB
(Bnst nekapCTBEHHbIX NPenapaToB 4115 MEAMLMHCKOIO NPUMEHEHNS);

(MoanyHKT gononHuTensHo BkntoveH ¢ 1 nonsa 2015 roga ®enepansHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-03; B
penakumu, BBeaeHHon B aenctene ¢ 1 mapta 2020 roga PenepanbHbiM 3akoHoM oT 27 aekabpsa 2019 rona N 475-93. - Cwm.
NREALIAYLLYI0 PEAAKLMI)

C) HanuuvMe B FeKapCTBEHHOM Mpenapate HapKOTUYEeCKMX CPeACTB, MNCUMXOTPOMHbIX BELIEeCTB M UX MPEeKypcopoB,
nognexaiwmx KoHTponto B Poccuiickon Pepepauun, B COOTBETCTBUM C 3akoHogaTenbCcTBOM Poccuiickon depepauun,
MexayHapogHbiMu gorosopamu Poccuiickon degepauunn, B TOM Ymucne EAMHON KOHBEHLMEN O HApKOTUYeckmx cpeacteax 1961
rona n KoHBeHLmen o NcnxoTponHbix BeulectBax 1971 roaa;

(MopgnyHKT gononHuTenbHO BrtodeH ¢ 1 ntona 2015 roga ®epepanbHbiv 3akoHOM 0T 22 Aekabpsa 2014 rona N 429-93)

T) MHCpOpMaUUS O TOM, SIBMISIETCS N AaHHbIN NeKapCTBEHHbIN Npenapat pedepeHTHbIM NleKapCTBEHHbIM NpenapaToMm;
(MognyHKT gononHWUTensbHO BKMtoYeH ¢ 1 uonsa 2015 roga PenepanbHbim 3akoHom 0T 22 fnekabpa 2014 rona N 429-93)

y) cBefeHus o nopade 3asiBMeHUsI O BHECEHUM U3MEHEHWIA B OKYMEHTbI, codepallmecs B perncTpaLMoHHOM AoCke Ha
neKkapcTBEHHbIN npenapar;
(MoanyHkT gononHuTensHo BktoyeH ¢ 1 nionsa 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-93)

d) noanyHKT AononHUTenbHO BKItodeH ¢ 1 uionsa 2015 roga PenepanbHbiM 3akoHoOM OT 22 Aekabpa 2014 rona N 429-93;
yTpatun cuny ¢ 1 mapta 2020 roga - ®efepanbHbiit 3akoH OT 27 aekabpa 2019 rona N 475-03 - cm. npeablayLLy peaakLmio;
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X) CPOK BBEEHUS NEKAPCTBEHHOMO Npenapata B rpaxgaHckmin obopor;
(MognyHkT gononHuTenbHo BktodeH ¢ 1 niona 2015 roga ®epepanbHbiM 3akoHOM 0T 22 Aekabpa 2014 rona N 429-93)

2) B OTHOLLEHUM hapMaLeBTUYeCKMX cybCcTaHUniA:

a) HauMeHoBaHWe (apMaleBTUYeckon cybcTtaHumm (MexayHapoaHoe HenaTeHTOBaHHOe, WM rpynnMpoBOYHOE, UK
XMMUYECKOE N TOProBoe HauMeHoBaHMs);

(MognyHKT B pepakumun, BBegeHHon B gencteune ¢ 1 nona 2015 roga ®enepanbHbiv 3akoHOM oT 22 aekabpa 2014 roga N
429-®3. - CM. mpeablayLLyo PDeAAKLn)

0) HanMeHOBaHWe 1 agpec NpoussoauTenst papmaueBTUYECKON CybCcTaHLuN;
B) CPOK rogHOCTU hapmaLeBTUYEeCKon cybcTaHumm;
r) ycrnoBusi XxpaHeHus chapMaLeBTU4ecKon cybcTaHumy;

[) HoMep hapmakoneHow cTaTby UMW B CllyYae ee OTCYTCTBUSI HOMEP HOPMAaTMBHOW AOKYMeHTauuuM nmbo HopMaTUBHOIO
OOKYMEHTA;

e) Hanuune dapMaLeBTU4eCcKoW cybCcTaHUMM B NepevyHe HapKOTUYECKUX CpPeacTB, MCUXOTPOMHbIX BELLECTB U WX
NpeKkypcopoB, nognexawmx KoHTpono B Poccuitickon Pegepaumn, B COOTBETCTBMM C 3aKoHO4aTenbCTBOM Poccumnckon
depepauun, mexagyHapogHeiMn gorosopamu Poccuiickon ®egepauun, B TOM Ynicne EQuHOW KOHBEHLMEN O HApPKOTUYECKUX
cpenctBax 1961 roaa n KoHBeHLMEN 0 NCMXOTROMNHLIX BellecTBax 1971 roaa.

(MognyHKT gononHuTenbHO BKtoveH ¢ 1 uona 2015 rona PeaepanbHbiM 3akoHOM OT 22 fekabpa 2014 roaa N 429-93)

2. dapmaueBTuYdeckas cybcTaHuus, npovusBeeHHasa Ang peanusauum, MOXeT ObiTb BKIHOYEHa B FOCYAaPCTBEHHbIN peecTp
fIeKapCTBEHHbIX CPeACcTB Ha OCHOBaHWM 3asdBrneHus paspaboTumka unu NpousBOAMTENS NeKapCTBEHHOro cpeacTtsa nubo
YNONMHOMOYEHHOIo MW KPUANYECKOro Nuua npu ycnosmMu NpoBeaeHns B OTHOLLEHUN Takon dhapmaleBTudeckon cybetaHuum
3KCMnepTu3bl Kadyectsa hapmaueBTUYECKON CyOCTaHUMM B nopsigke, YCTaHOBNEHHOM cTatben 34 Hacrtosulero deaepanbHoro
3aKkoHa. B oTHoweHuun capmaueBTMyeckux cybCcTaHUMA, NPOM3BEAEHHbIX ANA peanusauun, B [OCyAapCTBEHHOM peecTpe
NIeKapCTBEHHbIX CREACTB COAEPXKUTCS creaytoLlas MHpopmMauns:

1) HaumeHoBaHue papMaueBTMYECKOW cybcTaHuMu (MexayHapogHoe HemnaTeHTOBaHHOE, WM rPynnMpOBOYHOE, WK
XUMUYECKOe 1 TOProBoe HaMMeHOBaHUS);

2) HaMMeHOoBaHWe, afpec Mpou3BoaAMTENs (apMaLeBTUYECKOW CyOCTaHUMM, a Takke B OTHOLUEHMU NEKAPCTBEHHbIX
cpencTs Ans MeOUUMHCKOTO MPUMEHEHMST CBEAEHUS O perucrpauumu npovssogutens dapmaleBTU4eckon cybcTaHumm B
Ka4yecTBe Hamnoronnatenbliuka B CTpaHe perucrpaumm (ons pOCCUACKUX HOPUANYECKMX MWL - MOEHTUMUKALMOHHBIA HOMEpP
Hanoronnatenbwmka (MHH), ons MHOCTpaHHbIX OPUONYECKNX NULL - CTpaHa perncTpauum, HammMeHOBaHUE PEermcTpypyroLLEero
opraHa, permcTpauuoHHbIA HOMEp, KOA HanoronnartenbLmka B CTpaHe pernctpaummn (MHKoprnopauum) unm ero aHarnor);

(MyHkT B pegakunn, BBeaeHHon B aencteue ¢ 1 aHBaps 2018 roga ®enepanbHbiM 3akoHoM OT 28 nekabpa 2017 roga N
425-®3. - CM. mpeaplayLLyo peaaKLmio)

3) cpok rogHoCcTU thapMaLeBTUYECKON CyDbcTaHuuu;
4) ycnoBus XxpaHeHust hapmavueBTU4eCKkon cybcTaHumm;

5) Homep hapmakonerHon ctaTbn NMBO B Criydae ee OTCYyTCTBMSI HOMEP HOPMAaTMBHOW OOKYMEHTaLUM Unnm HopMaTUBHOMO
OOKYMEHTa;

6) Hanuuue dapmaleBTUYecKoW CcybCTaHUMM B NepevyHe HapKOTUYECKUX CPeAcTB, MCUXOTPOMHbIX BELECTB U UX
NpekypcopoB, nognexawmx KoHTporno B Poccuitckon Pegepaumn, B COOTBETCTBMM C 3akoHodaTernbCTBOM Poccumnckon
depepauun, mexgyHapodHsiMn gorosopamu Poccuiickon ®egepauumn, B TOM vucne EAMHONW KOHBEHLIMEN O HapKOTUYECKUX
cpenctBax 1961 roga v KoHBeHLeN 0 NCMXOTPoNHbIX BewlecTBax 1971 roaa;

7) [aTa BKhoYeHusi chapmaueBTMYeckol cybcTaHUMM B [OCYAaRCTBEHHLIN PEeecTp NeKapCTBEHHbIX CReAcTB, AaTta
BHECEHUS M3MEHEHUI B JOKYMEHTbI hapmaLeBTMYeckor cyGCcTaHumm, AaTa UCKMoveHns dhapMaueBTUYecKkon cybecTaHummn ns
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rOCy[0apCTBEHHOIO peecTpa NeKapCTBEHHbIX CPEACTB.
(YacTtb 2 B pepakuvn, BBeaeHHou B genctaue ¢ 1 uons 2015 roga PenepanbHbiv 3akoHOM OT 22 fekabpsa 2014 rona N
429-03. - CM. npeablayLLY0 peaakLmio)

3. Mopsigok BeOeHWUst rocyAapCTBEHHOIO pPeecTpa NeKapCTBEHHbIX CREACTB AN MEAMLMHCKOrO NMPUMEHEHMST U NopsidoK
BEEHUS [OCYOApCTBEHHOIO peecTpa NEeKapCTBEHHbIX CREACTB ANl  BETEPUHAPHOIO MPUMEHEHUs  YTBEpXKAalTCA
COOTBETCTBYIOLLMM YMNONHOMOYEHHbIM heepanbHbIM OpraHOM UCMONHUTENBHON BNacTu.

KommeHTapui k ctatbe 33
CTATbS 34. BKNIOYEHUE B TOCYNAPCTBEHHbLIVW PEECTP JIEKAPCTBEHHbIX CPEACTB U UCKNIOYEHUE
M3 rOCYONAPCTBEHHOIO PEECTPA NEKAPCTBEHHbIX CPEACTB ®APMALIEBTUYMECKOWU CYBCTAHLIUU,
NPOU3BEOQEHHOW ONA PEANTU3ALIUU

(HanmeHoBaHue B pegakuun, BeegeHHon B genctaume ¢ 1 niona 2015 roga ®enepanbHbiv 3akoHOM 0T 22 Aekabpa 2014 rona N
429-®3. - CM. mpeaplayLLyo PeAaKLn)
1. Ona BkntoyeHns chapmaueBTMYeckon cybcTaHumMM, NpoOu3BEOEHHOW AONs peanu3auun, B FOCYAAPCTBEHHbLIV PEeecTp
NEKapPCTBEHHbIX CREACTB, NPOBOAUTCS 3KCNEpPTM3a ee KadecTaa.
(YacTb B penakumm, BBegeHHon B gencteue ¢ 1 uonsa 2015 rona PenepanbHbiM 3akoHOM oT 22 aekabpsa 2014 roqa N 429-
@3. - Cm. npeablayLyo peaakuuo)

2. JkcnepTm3a KayecTBa Yykas3aHHOM B YacTtv 1 HacTosuleh cTatby apMaueBTUYECKOM CyOCTaHUMKW, COCTaBreHue
KOMUCCUEN IKCMEPTOB 3aKNOYEHUN NO pesynsraTtam 3TOWM IKCNepTU3bl U MX HanpasreHue B YNONHOMOYEHHbIN dheaepanbHbIn
OpraH NCMOMHUTENBHOW BMAacTU OCYLLECTBSIOTCA B CPOK, HE MPEBbILLAOWMNI WECTUAECATU pabounx AHEN CO OHSI NonyyYeHus
3KCMEepPTHbIM yuYpexaeHnem COOTBETCTBYIOLLEro 3aaHus YNorTHOMOYEHHOro dheaepanbHOro opraHa UCMNONHUTENBbHOW BNacTn u
cnepylowmx JOKYMEHTOB (CBeAeHUI):

(AB3au B pegakumun, BBegeHHon B aericteue ¢ 1 siHBapst 2021 roga PenepanbHbiM 3akoHOM oT 27 fekabpsa 2019 rona N
478-03. - CM. NpeabIAyLLYI0 PDEAAKLIMIO)

1) cBegeHus o aaTe nNpegocTaBeHUs U PErMCTPaLMoOHHOM HOMepe NMULEH3MN Ha MPOU3BOACTBO NEKAPCTBEHHbLIX CPEACTB
UNN cBefeHWst O [aTe NpefoCTaBneHUss M PermcTpauvMoHHOM HOMEpEe 3akK/loMeHUsl O COOTBETCTBUM MpPOU3BOAUTENS
neKkapcTBEHHbIX CPeAcTB TpeboBaHMAM MpaBuIl Haanexallen Npou3BOACTBEHHOW MPAaKTUKKU, BblAaHHbIX (MpesoCcTaBneHHbIX)
YMNONMHOMOY€EHHbIM  hefeparnbHbiM OpraHOM WCMONHUTENbHOW BRacTtu, B Clydae, ecn MpPOW3BOACTBO JlEKapCTBEHHOMO
cpeacrtBa ocyulectensaetcsa B Poccuiickon ®epepaunm;

(MyHKT B pegakumu, BBegeHHoW B aenctene ¢ 15 noHsa 2018 roga PenepanbHbiv 3akoHoM OT 4 uioHa 2018 roga N 140-
®3; B pegakumm, BBegeHHon B aencteme ¢ 1 aHBaps 2021 roga ®enepansHbiv 3akoHoM oT 27 aekabpsa 2019 rona N 478-93. -
CM. NpeablAyLLYIo peaakLmio)

2) KOnusi OOKYMEHTa, BblAAHHOMO YMOMHOMOYEHHbIM OpraHoM CTpaHbl MPOM3BOAWUTENS FeKapCTBEHHOrO CPeacTBa U
NMOATBEPXKOAOLWErO paspelleHne Npon3BOACTBa NEKAapPCTBEHHOIO CPEACTBa, U ero nepeBod Ha PYCCKUIN S13blK, 3aBEpPEHHbIE B
YCTaHOBINEHHOM MOpPSAKE, a TakKe KOMUS 3aKIYeHUsl 0 COOTBETCTBMU NPOM3BOANTENS NEKAPCTBEHHbIX CPEACTB TpeboBaHUAM
npaBun Hagnexallem Npon3BOLACTBEHHOW NPAKTUKM, BbIAAHHOIO YMOMHOMOYEHHbIM dhefepanbHbiM OpraHoOM MCMONMHUTENBHOM
BMactTu, nuMbOo KOMUS peLUeHNst YMONMHOMOYEHHOro deepansHOro oOpraHa MCMOMHUTENbHOM Bnactu O MNpoBeeHuU
WHCMNEKTUPOBaAHUSI MPOU3BOAUTENST NEKAPCTBEHHONO CpeacTBa. YKal3aHHble [OKYMEHTbl MPeACTaBnslTcA B Crny4vae, ecnv
Npon3BOACTBO JIEKAPCTBEHHOIO CPpeaCcTBa OCYLLECTBNsETCs 3a npeaenammn Poccunckon ®enepaunu;

(MyHkT B pegakumn, BBegeHHon B genctane ¢ 15 uioHa 2018 roga PenepancHbiM 3akoHoM OT 4 mioHa 2018 roga N 140-
®3. - CM. mpeabIAyLLY0 PEAAKLIMIO)

3) OOKYMEHT, coaepxaluuin criegyowme cBeaeHms o hapmaueBTnyeckon cybcraHumm:

a) HaMMeHoBaHWe hapMaLeBTUYECKON CyBCTaHLMN, ee CTPyKTypa, obLine CBONCTBA;

0) HanMeHOBaHWe 1 agpec NPou3BoanTENS;

B) TEXHOMOISI NPON3BOACTBA C ONMUCAHWEM CTaAWIA NMPOU3BOACTBA U METOAO0B KOHTPOMS Ha BCEX CTaAMsX NPOM3BOACTBA;

r) onnucaHue paspaboTku npoLuecca NpoM3BOACTBa;
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[) onMcaHue KOHTPONs KpUTUYECKUX CTafuli npouecca NPON3BOACTBA U MPOMEXYTOYHON NPoayKLMK;

€) AOKYMeHTanbHoe noaTeepxaeHue (Banvaaums) npoLeccoB U (Un) UxX OLEHKa;

) CBOMCTBA U CTPYKTYpa AENCTBYIOLLNX BELLECTB;

3) XapakTepucTuka npumecen;

n) cneumdukaumsa Ha hapmaueBTUYECKYO CyOCTaHUMI0 1 ee 000CHOBaHNE;

K) aHanuTuyeckMe MeToanku, NCNonb3yemble Npu OCYLLECTBNEHUN KOHTPONSA KayecTBa hapmaueBTMYecKon cybcTaHumuy;

n) OOKyMeHTanbHOoe MOATBepXAeHVe (Banupauusi) aHanuMTUYecKUX MEeTOAMK, MCMofMb3yeMblX MpU  OCYLLEeCTBNEHUU
KOHTpOIs KayecTBa hapMaLeBTUYECKOM CyOCcTaHLuu;

M) pe3ynbTaThl aHanM3a cepuyin papmMaueBTUYECKON cyOCcTaHLmuy;

H) NepeyeHb CTaHOAPTHbIX OOPa3LOB MK BELLECTB, UCMOMNb3yEMbIX NPY OCYLLECTBNEHWUN KOHTPOIS Ka4ecTBa;
0) onMcaHne xapakTepuUCTUK U CBOMCTB YNaKoOBOYHbLIX MaTepmnanoB 1 YKYNOPOYHbIX CPeacTB;

n) 4aHHble O CTabUNbHOCTU hapmaLEeBTUYECKON CybCTaHLMu;

p) CPOK rOAHOCTM;

4) DOKYMEHT, codepXalluMn CBeAeHUs O perncrpaumm nNpousBOAUTENS JeKapCTBEHHbIX CPeacTB ANA MeaULMHCKOro
NPUMEHEHNsT B KayecTBE HaroronnatenbliMka B CTpaHe perncrpaumm (ana pPOCCUMUACKMX  IOpUONYECKMX Nuy, -
NOEHTUMKALMOHHBIA HOMep Hanoronnatenswuka (MHH), ona mMHOCTpaHHbIX HOPUAMYECKMX MWL - CTpaHa permcrpauum,
HaUMEHOBaHNE PErncTpPUPYIOLLEro opraHa, PerncTpauMOHHbI HOMEpP, KOoA Hamoronfartenbliuka B CTpaHe perumcrpauun
(MHKOpPNOpaLUMK) UNK ero aHanor).

(MyHKT gononHuTensbHo BKMoYeH ¢ 1 sHBaps 2018 roga PenepanbHbiv 3akoHoMm OT 28 fekabpa 2017 rona N 425-03)

(Yactb B pegakuun, BBeaeHHon B gencteue ¢ 1 sHeaps 2016 roga PenepanbHbiM 3akoHOM OT 22 nekabps 2014 rona N
429-®3 (c M3MeHeHussMK, BHeceHHbiMM PenepanbHbiM 3akoHom oT 13 wionga 2015 roga N 241-03). - Cm. npenbiayLyto
peaakumio)

3. Ona npoBefeHWst 3KCMepTu3bl KayecTBa Yka3aHHOW B Yactu 1 HacTodulen craten dapMaueBTUYecKon cybcTaHuum
3asBUTENb NPeaCcTaBnseT B YNONHOMOYEHHbIM dhefepanbHblii opraH UCNOMHUTENBHOW BNACTU:

1) 3asBneHWe O BKMOYEHUM B [OCYAAPRCTBEHHbIM PEeecTp MeKapCTBEHHbIX CPREACTB [AaHHOW dapmaueBTU4eCKOn
cybcTaHuuu;

2) konusi JOKYMeHTa, NOATBEPKAAILLErO YNnaTy rocy4apCTBEHHOW MOLUMUHBLI 3@ BKIOYEHME B [OCYAaPCTBEHHLIN PEecTp
NIEKapPCTBEHHbIX CReACTB hbapMaLueBTUYEeCKOW CcybCcTaHuMW, nNpousBedeHHOM Ans peanu3auun, nmbo no cobCTBEeHHOWM
WMHMLUMATMBE YKa3aHHbIA OOKYMEHT. B cnyyae ero HenpencTaBreHusi 3asiBUTENEM YMONHOMOYEHHbIM dheaepanbHbIl opraH
WCMOMHUTENBHOWN BNacTy npoBepsieT akT ynnaTbl rocy4apCTBEHHON MOLUMMHbI 3asiBUTENIEM C UCMONb30BaHNEM MHopMaLnm
06 ynnate rocyaapCTBEHHON NOLUNUHBI, coAepxallencs B FocyagapcTBeHHON MHAOPMALIMOHHOM CUCTEME O FOCYAapPCTBEHHbIX U
MYHULUMMNAnNbHbLIX MraTtexax, Ha OCHOBaHWWM MNpPeacTaBleHHON 3asiBUTENneM Komnuv [OKYMeHTa, MoaTBepXKaatowero ynnaTy
rocyaapCTBEHHOM MOLUSNHBI,

(MyHKT B pegakuun, BBegeHHon B gencteme ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-
@3. - Cm. npeablayLyo peaakuuo)

3) OOKYMEHTbI, yKa3aHHble B YacTu 2 HACTOALLIEN CTaThby;
(MyHkT B pepakumu, BBegeHHoM B Aenctaeume ¢ 1 nonsa 2015 roga ®enepaneHbiM 3akoHOM OT 22 nekabps 2014 rona N 429-
@3. - Cm. npeablayLyo peaakuuo)

4) 3asaBlieHne O Bblaa4ve paspelleHnAa Ha BBO3 B POCCI/II?ICKyPO CDep,epaLu/uo KOHerTHOVI napTmm He3apermcTpnpoBaHHOIo
JNIeKapCTBeHHOro cpeacrtea, npeaHasHa4eHHOoro and nposeaeHnA YKaSaHHOVI SKCNepTun3bl.
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06 obpalLeHun nekapcTBEHHbIX CpeacTB (C M3MeHeHusAMM Ha 19 aekabps 2022 ropa) (pegakums, gercTeytolas ¢ 1 mapta 2023 CTtpanuua 69
roga)
®edeparnbHblli 3akoH om 12 anpens 2010 e. Ne 61-@3

(MyHkT gononHuTensbHo BkNtoYeH ¢ 1 uons 2015 roga ®enepanbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-93)

3_1. B cny4ae HenpeacTaBneHus C 3asiBNEHWEM O BKIIHOYEHUU B rOCYAApPCTBEHHbIA PeecTp NeKapCTBEHHbLIX CPeacTs
dapmavneBTMYecKon cybCcTaHLMM AJOKYMEHTOB, NOATBEPXKAAILWNX YNNaTy rocyaapCTBEHHOM MOLUSIMHbI U YKa3aHHbIX B OYHKTE 2
yacTu 3 HacTosuler CcTaTbM, a Takke BblgaBaeMblx (NPeaocTaBnsAemMblX) YMNOMHOMOYEHHbIMWU deaepanbHbIMKM OpraHamm
NCMONHUTENbHOM BNAacTN AOKYMEHTOB (CBeAEHMI), YKa3aHHbIX B OyHKTax 1 1 2 Yactu 2 HacTosAulen cTaTby, YNOMHOMOYEHHbIN
denepanbHbIn - opraH  MCMOMHUTENbLHOW  BRacTM  3anpaluMBaeT YKa3aHHble [AOKYMEHTbl (CBegeHus)) B nopsake
MEXBEAOMCTBEHHOIO MHAPOPMALIMOHHOIO B3aUMOLENCTBUS.

(Yactb gononHuTensbHO BKNtodeHa ¢ 1 aHBapst 2021 roga PenepanbHbiM 3akoHOM OT 27 aekabpa 2019 rona N 478-03)

4. B Te4yeHne gecatn paboumx OHEN CO OHSA NPUHATMSA 3asiBMNEHMS O BKIIOYEHUN YKa3aHHOW B YacTu 1 HacTosUlen cTaTbu
dapmaueBTMYECKOM CyOCTaHLMN B rOCYAaRCTBEHHLIN PEECTP NEKAPCTBEHHbLIX CREACTB M AOKYMEHTOB, NEPEYMCIIEHHbIX B YacTun
1 v nyHKTe 2 YyacTu 3 HacTodLLEN CTaTbW, YNOTHOMOYEHHbIN befepanbHbIi opraH UCNONMHUTENLHOW BNacTu:

(AB3aL B pegakuun, BBegeHHon B gencteme ¢ 1 niona 2015 roga PenepansHbiv 3akoHoM OT 22 aekabpsa 2014 rona N 429-
®3. - Cm. mpeaplAyLLY0 PEAAKLIMIO)

1) NpoBOAUT NPOBEPKY NMOMHOThI 1 AOCTOBEPHOCTM AAHHbIX, COAEPXKALLMXCA B NPEACTABMEHHbIX 3asBUTENEM JOKYMEHTAX;
(MyHkT B pepakumu, BBeaeHHoM B genctBue PenepanbHbiM 3akOHOM OT 25 Hos6pa 2013 roma N 317-93. - Cwm.
0ReblAyLLYI0 PefaKLmio)

2) NpYHMMAaET peLleHMe O HanpaBfieHMM B 3KCMEPTHOE yupexaeHue 3afaHus Ha NpoBedEeHMEe 3KCMepPTU3bl KayecTBa
yKka3aHHOW B YacTu 1 HacTodLlen cTaTby hapMaLeBTUYECKON CyOCTaHLUMM unmn 06 oTkase B TaKOM HanpaeBneHuu;

3) yBeooMnsieT B 3MEeKTPOHHOW WM MUCbMEHHON ¢hopme 3asiBUTENS O MPUHSATOM PELUEHUMU UMM B CryYae oTkasa C
yKasaHvWeM MpUYnH Takoro oTkasa.

(MyHkT B pegakuunn, BBegeHHon B aencteume ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM oT 22 Aekabpa 2014 rona N 429-
®3. - C™. npeapiayLLyo PeAaKLn)

4 1. B crnyyae BbIsIBNIEHUSI HEOCTOBEPHOCTM CBEOEHUI, COOEpXKaLLUMXCSl B NpeacTaBeHHbIX 3asiBUTENEM maTtepuanax,
YMNONMHOMOYEHHbIN (oeaepanbHblii opraH UCMONHUTENbHOW BRAcTU HanpaBrnsieT 3asiBUTENH0 3anpoc 06 YTOMHEHUWN yKa3aHHbIX
cBefeHun. [aHHbIA 3anpoc MOXeT ObiTb nepedaH YnoNHOMOYEHHOMY MpPEeACcTaBUTENO 3asiBUTENSI JIMYHO Mogd Pacrucky,
HarnpasrieH Mo NnoyTe 3akasHbIM MMCbMOM UMY NepeaaH B aMeKTPOHHOW (POPMe MO TENEeKOMMYHUKALMOHHLIM KaHanam cBsasn. B
crny4yae HanpasneHust JaHHOro 3anpoca Mo noYTe 3akasHbliM NMUCbMOM OH CYMTAETCS MONYyYEHHbIM MO UCTEYEHUN LLIECTUN OHEN C
AaTbl HanpaBneHNsl 3aka3Horo NUCbMa.

(YacTtb pononHuTEnNbHO BKtoYeHa PeaeparnbHbiM 3akoHOM OT 25 Hosbps 2013 ropa N 317-93)

4 2. 3asBuTtene 06s13aH NpeaCcTaBUTb OTBET HA 3aNpocC YMONMHOMOYEHHOro doeaepanbHOro opraHa UCMONMHUTENBHOM BNAacTu
B CPOK, He MpeBbIIALLINA AeBSHOCTa paboymx AHEeM CO AHSA MNonyyYeHus JaHHoro 3anpoca. Cpok, ykasaHHbIi B Yactu 4
HacTodLlen cTaTbu, NPUOCTAHABNMBAETCA CO AHS HanpaBreHUsa 3asiBUTEN0 3anpoca YrnofIHOMOYeHHoro doegeparnsHOro opraHa
WCMONHUTENbHOW BnacTu A0 AHS NONydYeHUs UM OTBETa Ha AaHHbI 3anpoC W He YYMTbIBAEeTCA MpPU MCYUCIIEHUU CpokKa
3KCMepTuU3bl KayecTBa hapmaLeBTUYECKO CybCTaHLuumM, HEMCNONb3yeMOM NPU NPON3BOACTBE NEKApCTBEHHbIX NPenapaTos.
(Yactb gononHuTensHO BKkNtoveHa PeaepanbHbiM 3akoHOM OT 25 Hoabpsa 2013 roaa N 317-93)

5. OcHoBaHMeM Ans oTkasa B HanpasrieHuM B 3KCMEPTHOE yypexdeHue 3adaHus Ha NpoBefeHue IKCMEePTU3bl KavyecTBa
yKasaHHOW B 4YacTu 1 HacTosulen cTatbu hapmaueBTMyeckon cybcTaHumMm SABNSieTCA HenpeacTaBreHne LOKYMEHTOB,
YKa3aHHbIX B 4acTu 2 HacTosulen cTaTtbl, OTCYTCTBME WHOpMaumu, noaTBepxAaalwen akT ynnatbl rocygapCTBEHHOMN
NOLUMMHbI 3a BKIOYeHMEe dhapMaLeBTUYECKON cybCcTaHuMM, NPOM3BEAEHHON ANSA peanusaumn, B FOCYOaRCTBEHHbLIN pPeecTp
NIEKapCTBEHHbIX CPEeAcTB, HenpeacTaBfneHve 3asBuTeneM B YCTAaHOBMEHHbIM CPOK OTBETa Ha yKasaHHbin B 4Yactm 4_1
HacTodAlen cTaTbl 3anpoc YMNOSIHOMOYEHHOro dedepanbHOro opraHa WCMOMHUTENbHOW BRactM WM npeacTaBneHne
OOKYMEHTOB, HE coepXKallmx NCHEpPnbIBatoLLEro NepevyHs HeOOXoAMMbIX CBEOEHUI.

(YacTtb B pegakuuun, BBegeHHon B aencrtene ¢ 1 unons 2015 roga degepanbHbiM 3akoHOM OT 22 Aekabpsa 2014 roqa N 429-
®3. - Cm. mpeaplAyLLY0 PEAAKLIMIO)

6. B TeueHne naTHaguatu paboumx OHEW CO AHA MONMyYeHUs peLUeHUst YNorHOMOYEHHOro dedepanbHOro opraHa
UCMONHUTENbLHOMW BMACTU O HanpaBfeHMW B 3KCNepTHOe YyupexaeHue 3adaHus Ha MpoBedeHMe JKCNepTu3bl KavecTBa
yKkasaHHOMW B Yactn 1 HacTodulen cTatbu apmMaueBTU4EeCKOW CcyOCcTaHUuMM 3asBUTENb MPEACTaBMSET B 3KCMNEpTHOe
yupexaeHue Ons npoBedeHUsl AaHHOW aKcnepTusbl obpasubl hapMaLeBTUYeCcKOW CyOCcTaHUMM B KONMMYECTBE, HEOOXOOAMMOM
ONs BOCMPOU3BEAEHUS METOAOB KOHTPONS KayecTBa. JKCNEPTHOE yUYpexaeHne npu nonyvyeHnn obpasLoB ykasaHHOM B Yactu 1
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06 obpalLeHun nekapcTBEHHbIX CpeacTB (C M3MeHeHusAMM Ha 19 aekabps 2022 ropa) (pegakums, gercTeytolas ¢ 1 mapta 2023 Ctpanuua 70
roga)
®edeparnbHblli 3akoH om 12 anpens 2010 e. Ne 61-@3

HacTosilen cTatbM hapmaueBTUYEeCcKOW CyOCTaHuMM BbiAaeT 3asBUTEN LOKYMEHT, MOATBEPXOaloWwui MonyvyeHne 3Tux
00pasuoB, 1 B CPOK, HEe MPEeBbIALWMI Tpex paboumx OHEN, yBeAOMISET B 3NIEKTPOHHOW MUK MUCbMEHHOW dopme 06 aToM
YNOMHOMOYEHHbIV dhefepanbHbli OpraH MCNONMHUTENBHOW BNAacTW. OTU CPOKWM He BKMOYalTCs B CPOK NpoBedeHUst AaHHOW
3KCnepTU3bl.

(YacTb B penakumm, BBegeHHon B gencteune ¢ 1 uwonga 2015 rona PeaepanbHbiM 3akoHOM 0T 22 aekabpa 2014 rona N 429-
®3. - CM. mpeaplAyLLY0 PEAAKLIMIO)

7. [OKyMeHTbI, MOCTYNMBLUME B 3KCMEPTHOE YyYpexAeHue Arnsi NpPoBeOeHUs 3KCMepTU3bl KadyecTBa ykasaHHOW B Yactu 1
HacTosWen cratbu apmaueBTMYeckon cybcTaHuum, noanexar BO3BpaTy B YMNOMHOMOYEHHbIM deaepanbHblil  opraH
WCMOMNHWTENBbHOM BNacT OAHOBPEMEHHO C 3aKMHHYEHUSIMU MO pe3yrnbTatam NPOBeAEHHOW SKCNepPTU3bI.

8. B cpok, He npeBblLalOWnA NATN paboumx OHEN CO AHSI NOMYyYEHMS 3aKMOYEHMUST KOMUCCUMM SKCMEPTOB MO pesynbratam
3KCMepTM3bl KavyecTBa YyKa3aHHOW B YacTm 1 HacTodulen cTatbu apmaueBTUHeckon cybcTaHuMKn, YNONMHOMOYEHHbIN
bepepanbHbI OpraH UCNOMHUTENBHOW BNacTu:

1) OCyLUECTBMNSAET OLEHKY TaKoro 3akroveHust ANs onpederieHvsl ero COOTBETCTBMS 3a4aHui0 Ha MpoBedeHuWe AaHHOW
3KCMepTn3bI;

2) MpUHMMAaET pelUeHNe O BKITHYEHMM YKaszaHHOW B YacTu 1 HacTosulen cTatbu dapMaueBTUYECKOW cyOcTaHuuu B
rOCyAapCTBEHHBIN PEECTP NEeKaPCTBEHHbIX CPEACTB NN pelleHne 06 oTkase B TaKOM BKITHOUYEHUN;

3) BHOCWUT MNpU MNPUHATUU pPELUEeHUS O BKIOYEHUUM YKasaHHOM B Yactu 1 HacTodulen cratbu hapmaueBTUYecKon
CcyOGCTaHUMN B [OCYAAPRCTBEHHbIM PEEeCTP NEKaPCTBEHHbLIX CREACTB NPedyCMOTPEHHYI YacTbio 2 cratbu 33 HacTodulero
denepanbHOro 3akoHa MHOPMaLMIo 1 yBeAoOMASeT 06 3TOM B 3NEKTPOHHOW UMK NMCbMEHHON hopme 3asBuTens.

(MyHKT B pegakuuun, BBeageHHon B genctane ¢ 1 nona 2015 rona depgepanbHbiM 3akoHOM 0T 22 aekabpsa 2014 rona N 429-
®3;_B pegakunn, BBeaeHHoW B aenctane_c 28 nekabpsa 2019 roga ®enepanbHbiM 3akoHoM oT 27 aekabps 2019 rona N 462-
@3. - Cm. npeablayLyio peaakuuo)

9. OcHoBaHMeEM ANsi OTKa3a BO BKIMOYEHUWN yKa3aHHOM B YacTm 1 HacTosulen cratbu papmaueBTU4ECKON CybCcTaHuun B
[OCYOAPCTBEHHbIV __PEecTp  MeKapCTBEHHbIX CPEACTB  SABNSAETCA  3akfoyYeHue COOTBETCTBYHOLLEro  YMONHOMOYEHHOro
denepanbHOro opraHa MCMOMHUTENBHON BNacT O TOM, YTO Ka4yecTBO (papMauleBTUYECKOM CyOCTaHLMM He MOoATBEPXKAEHO
nonyyYeHHbIMU AaHHbIMU.

(YacTb gononHMTEnbHO BKMoYeHa ¢ 22 Hosbpsa 2014 roga PenepanbHbiM 3akoHOM OT 22 okTaAbpsa 2014 rona N 313-93; B
penakumu, BeBeaeHHon B genctene ¢ 15 uioHa 2018 roga PenepanbHbiM 3akoHOM OT 4 mioHa 2018 roga N 140-93. - Cwm.

npeabiayLy PeAAKLINI)

10. He ponyckaeTca BKMOYEHWE B [OCYOApPCTBEHHbIN peecTp feKapCTBEHHbIX CPEeACTB OAHOW dhapmaueBTU4eCKOn
cybCcTaHuum, Npou3BeNeHHON AN peanusauun U BbIMYCKAeMOW OOHWM U TEeM >Xe Mpou3BoaMTENEM, B Buae AByX M Oonee
peecTpoBbIX 3anncen.

(YacTtb pononHuTenbHO BrtoveHa ¢ 1 utons 2015 roga PenepanbHbiM 3akoHOM OT 22 fekabpsa 2014 roaa N 429-03)

11. BHeceHue u3MeHeHW B [OKYMEHTbl Ha (hapMaueBTUYECKYD CyOCTaHUMIO, MPOWM3BELAEHHYI ANs peanusauum u
BKIMIOYEHHYIO0 B FOCYJaPCTBEHHbIN PEECTP NIEKAPCTBEHHbIX CREACTB, OCYLLECTBNAETCA B NOpsiAKe, YCTaHOBNEHHOM cTatbamu 30
n 31 Hactosulero denepanbHOro 3akoHa, C YNfaTtol rocyaapCTBEHHOW MOLUMAMHBI, MPegyCMOTPEHHOW 3aKOHOAAaTENbCTBOM
Poccuinckon ®enepaumm o Hanorax n cbopax.

(YacTb gononHutenbHo BkNtoveHa ¢ 1 uona 2015 rona PeaepanbHbiM 3akoHOM OT 22 fekabpa 2014 roaa N 429-93)

12. [onyckaetcs obpalieHne dapmaueBTU4eCckmx cybCcTaHuMi, NpPOU3BEOEHHbIX ANs peanu3auuu, B TeveHue cTta
BOCbMUOECSATU OHEN OO0 W Nocne NPUHSTUA YNONMHOMOYEHHbIM dheaepanbHbiM OpraHOM UCMOMNHUTENBHON BRACTU peLleHust o
BHECEHUWN U3MEHEHWI B AOKYMEHTbI Ha hapmaLeBTUYeECKyl0 CyOCTaHUMIo, NPOM3BEAEHHYIO ANA peanu3aunm 1 BKIIOYEHHYHO B
[OCYNapCTBEHHbIN PEECTR NeKapCTBEHHbIX CPEACTB.

(YacTtb pononHuTenbHO BrtoveHa ¢ 1 uions 2015 roga PenepanbHbiM 3akoHoM OT 22 fekabpsa 2014 roaa N 429-03)

13. PeweHune o6 ncknoveHnn U3 roCyAapCTBEHHOr0 peecTpa NeKapCTBEHHbIX CREACTB (hapMaueBTUYECKON CybCcTaHLmK,
npounssBedeHHOW ANS peanu3auuun, NpuUHMMaeTcs YNonHOMOYEHHbIM dieaepanbHbIM OpPraHoOM WCMOMHUTENbHOW BRactu B
cnyJae:
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06 obpalLeHun nekapcTBEHHbIX CpeacTB (C M3MeHeHusAMM Ha 19 aekabps 2022 ropa) (pegakums, gercTeytolas ¢ 1 mapta 2023 CrtpaHuua 71
roga)
®edeparnbHblli 3akoH om 12 anpens 2010 e. Ne 61-@3

1) npeacrasneHna CooTBeTCTBYOLWMM YINOJTHOMOYEHHbIM d)ep,epaanblm opraHom NCMOSTHUTENBbHON BNACTU 3aKSYeEHNs O
PuUcke nnun ob Yrpose Xn3Hun nnu 3gopoBbio YeroBeka nnbo XNBOTHOIO npn ncnonb3oBaHn N1eKapCTBEHHOIO CpencTea,

2) nopauyn pas3paboTyMKOM JIEKAPCTBEHHOIO CpeacTBa WNM  Mpou3BoauTENEeM riekapCTBEHHOro cpefdcTtBa nnbo
YMNOSTHOMOYEHHbIM UMW APYIMM  IOPUONYECKUM  FIMLIOM  3asiBrieHuss 06  MCKMYeHMUM U3  [OCYAapCTBEHHOrO peecTpa
NIeKapCTBEHHbIX CPEACTB (hapMaLeBTUYeCcKoi cybcTaHuUM, Npon3BedeHHON Ans peanusaumy;

3) oTcytcTBMA hapmaueBTUYECKOM CyOCTaHUMW, MNPOM3BEAEHHON Ana peanusaumn, B obpauwleHum B Poccumnckon
denepauun B Te4eHne Tpex 1 bonee ner.
(Yactb gononHutensbHO BKNtodeHa ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 nekabps 2014 rona N 429-93)

KommeHTapum k ctatbe 34

CTATbA 35. NOBTOPHOE NMPEAOCTABIEHUE NNEKAPCTBEHHOI'O NMPENAPATA, HE NMPOLUEALLENO
rOCYOAPCTBEHHOW PEMMCTPALIUM NEKAPCTBEHHbIX NPEMAPATOB, HA FOCYOAPCTBEHHYIO
PEMMCTPALIUIO NEKAPCTBEHHbLIX NMPEMNAPATOB

(YTpatnna cuny ¢ 1 nionsa 2015 roga - PeaepanbHbi 3akoH 0T 22 aekabpa 2014 rona N 429-93. - Cm. npeablayLuyo
penakumio)

KommeHTapun k ctatbe 35

CTATbA 36. OBXKANTOBAHUE PELLEHNA OB OTKA3E B BbIAAYE PA3PELUEHUA HA NMPOBEOEHUE
KIMMHUYECKOIO MCCNEOQOBAHUA NEKAPCTBEHHOI'O NPENAPATA, PELLEHUA OB OTKA3E B
rOCYOAPCTBEHHOW PEMMCTPALUN NEKAPCTBEHHOIO NPENAPATA, 3AKITIOYEHUSA KOMUCCUU
OSKCMNEPTOB 3KCMNMEPTHOIO YYPEXOEHUA U 3AKINKOYEHUA COBETA MO 3TUKE

PelueHne cooTBETCTBYOLLETO YNOMHOMOYEHHOrO doefepanbHOro opraHa WUCMOMHUTENBHOW Bnactu o6 oTkase B Bbigade
paspeLleHnst Ha NpoBeAeHUe KITMHUYECKOrO NCCnefoBaHWs NeKapCTBEHHOIO Npenapara, peLleHre ykasaHHoro deepanbHoro
opraHa MCNoOMHUTENbHOM BnactM ob oTkase B roCyqapCTBEHHOW perncrpauuyM NeKapCTBEHHOro npenapara, 3akruveHue
KOMWUCCUWN SKCMEPTOB 3KCMEPTHOrO YYpeXZeHUsl UM 3akmveHne COoBeTa MO 3TMKE MOXET OblTb 0OXanoBaHO B MoOpsiake,
YyCTaHOBMNEHHOM 3akoHopaTenbcTBOM Poccuiickon ®enepaumm. 3aknoveHme KOMUCCUN 3KCNEPTOB SKCMEPTHOIO YUPEXAEHMS O
B3aMMO3aMEHSAEMOCTU JIEKAPCTBEHHLIX MpenapaToB AN MEeOUUMHCKOTO NPUMEHEeHUst NMbo O TOM, YTO FeKapCTBEHHbIN
npenapaT Ans MeauuUMHCKOrO NMPUMEHEHMUST He SIBNSIETCS B3auMMO3aMeHSIEMbIM, MOXET ObiTb 0BXanoBaHO AepxaTenem unu
BNafenbLemM pPerncTpaumoHHOro YAOCTOBEPEHUS JIEKAPCTBEHHOIO npenapata B YMNOMHOMOYEHHbIN edeparnbHbii opraH
WCMONHUTENbHOM BracTh, KOTOPbIM MPUBMEKAET K PAaCCMOTPEHWUI0 YKa3aHHOW Xanobbl NOABEAOMCTBEHHbLIE €My HayudHble
opraHusaumMm u obGpasoBaTenbHble OpraHM3auun BbiCLLEro 0Opa3oBaHUSA, OCYLUECTBRAKOWMNE OEATENbHOCTL B cdepe
obpalleHns nekapCTBEHHbIX CpeacTB. 3aKoYeHNe KOMUCCUMM IKCNEPTOB SKCMEPTHOIO yUpexaeHus, opopMneHHoe No ntoram
nepecmoTpa 06XarnoBaHHOrO 3akNYEHUS aKCnepTa, MOXET ObITb OCMOPEHO AepXKaTenem unu snagenbLemMm perncTpaunoHHoOro
YOOCTOBEPEHUST  JIEKAPCTBEHHOro npenapata JiMbo  ynoOMHOMOYEHHbIM MMW  JMUOM B NOpsigke, YCTAHOBMEHHOM
3akoHogatenscTBom Poccuiickon depepaumn. pu obxanoBaHWM peELLUEHUS YNONMHOMOYEHHOro denepanbHOro opraHa
WCMONHUTENbHOM BNacTW, 3aKITOYEHMS KCnepTa UM KOMUCCUM SKCMEPTOB 3KCNEPTHOMO YYpEeXaeHUs, 3aknioveHns coBeTa no
3TMKe gepkartenb Unu Briageney, perucTpaLoHHOro yaooCTOBEPEHNS NIEKAPCTBEHHOMO npenapaTa nMbo yNnonHOMOYEeHHOEe UMK
nMLo BNpaBe NPeACTaBUTb pe3ynbTaTbl SKCNEPTU3bl NEKApCTBEHHONO Npenapara, NPOTOKOMbl NOMYYeHHbIX aKKpeAMTOBaHHbIMMN
ucnbeiTatenbHeIMU Nabopatopusimu (LeHTpamMm) pe3ynsTaTtoB UCCreoBaHWi, UCTbITaHUNA.

(CtaTtbsa B pepakuun, BBegeHHon B gencteue ¢ 1 nona 2015 roga PenepanbHblM 3akoHOM OT 22 aekabpsa 2014 roga N
429-93; B pegakumm, BBegeHHol B genctene ¢ 1 mapta 2020 roga PeaepanbHbiM 3akoHoM OT 27 nekabps 2019 roga N 475-

.- CM. npenplayLLyo peaakLuio)

2
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CTATbA 37. UHOOPMALIUA, CBA3SAHHAS C OCYLLUECTBNIEHUEM FrOCYOAPCTBEHHOW PEFTMCTPALIUMU
JIEKAPCTBEHHbIX NMPENAPATOB, UH®OPMALIUA O 3APETMCTPUPOBAHHbIX JIEKAPCTBEHHbIX
MPEMAPATAX U NEKAPCTBEHHbIX NMPEMAPATAX, UCKITIOYEHHbBIX U3 TOCYNAPCTBEHHOIO PEECTPA
JIEKAPCTBEHHbIX CPEICTB

1. CoOTBETCTBYIOLWNA YMONTHOMOYEHHbI dbeaeparnbHbIi  OpraH MWCMOSMIHUTENbHOW BRacTy pas3MellaeT Ha CBOeM
odmumansHom cante B cetu "WHTepHeT" nHOpMaLmio, CBA3aAHHYD C OCYLLECTBIEHWEM FOCYAapCTBEHHOW perncrpauum
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neKkapCTBeHHbIX npenapaToB, B TOM 4YuCne MpoBedeHMeM 3IKCMepTU3bl NeKapCTBEHHbIX CPEeACTB (BKMYas pesynbrathl ee
nposefeHns), WHpoOpMaUMlo O 3aperucTpuMpoBaHHbLIX JIeKapCTBEHHbLIX Mpenapatax W fekapCcTBEHHbIX npenapaTax,
WCKITIOMEHHbIX U3 FOCYNARCTBEHHOIO peecTpa MeKapCTBEHHbIX CReACTB, HE no3gHee Yem 4vepes NATb paboumx AHeWn co OHS
nony4eHns yNnorHOMOYeHHbIM begepanbHbIM OpraHOM UCMONMHUTENBHON BAcTM COOTBETCTBYOLLEN MHChOpMaLUN.

(Yactb B pegakuuu, BBegeHHon B aenctene ¢ 1 nonga 2015 rona PegepanbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-
®3; B pegakumm, BBeaeHHon B gencteune ¢ 13 asrycta 2019 rona ®eaepanbHbiv 3akoHoM ot 2 asrycta 2019 rona N 297-93. -
CM. NpeablAyLLYIo penakLmio)

2. CpokM u nopagok pasMelleHns yka3aHHOW B Yactu 1 HacTosulen cratbM MHGOPMauuM  yCTaHaBNUBAKOTCA
YNONTHOMOYEHHbIM hefepanbHbIM OpPraHoOM UCMOMHUTENBHON Bnactu. MHopmauums, ykasaHHasa B Yactu 1 HacTosulen cTtaTbu,
SABNSAETCSA OTKPbLITOM U OOLLEAOCTYNHOM U NPeaoCTaBAETCs 3aMHTEPECOBAHHbLIM fMLiAM B COOTBETCTBUM C 3aKOHOA4ATENIbCTBOM
Poccuinckon ®eanepaumm.

(YacTtb B pegakuuun, BBegeHHom B aenctene ¢ 1 nwons 2015 roga degepanbHbiM 3akoHOM 0T 22 Aekabpsa 2014 rona N 429-
@3. - Cm. npeablayLyo peaakuuo)
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MABA 7. KNTMHWYECKUE UCCINEOOBAHUA NEKAPCTBEHHbIX NMPEMNAPATOB And MEOULMHCKOIO
NMPUMEHEHWA, 0OIOBOP OB UX NPOBEOEHUN, NMPABA NALUWEHTOB, YHACTBYHOLWUX B 3TUX
MCCNEOQOBAHUAX

CTATbA 38. KNMMHUWYECKUE UCCINEOOBAHUA NEKAPCTBEHHbIX NMPEMAPATOB Al MEAULUMHCKOIO
NMPUMEHEHUA

1. KnuHuyeckne wuccrnenoBaHWs NEKapCTBEHHbIX MNpenapaToB AN  MEOUMUUHCKOTO MPUMEHEHWsl, B TOM 4ucre
MeXayHapoaHble MHOFOLEHTPOBbIE, MHOMOLEHTPOBbIE, MOCTPErMCTPALMOHHbLIE, MNPOBOAATCA B OAHOM WU  HECKOMbKUX
MELMLMHCKMX OpraHM3auusix B COOTBETCTBMM C MpaBUaMu Hagnexallen KiMHUYECKOW NpPaKkTUKW, YTBEpPXOEHHbIMU
YMONMHOMOY€EHHbIM dhefeparnbHbIM OPraHOM UCMONMHUTENBHOW BNACTU, COOTBETCTBEHHO B CreAyHLLMX Lensix:

(AB3au B pegakumm, BBefeHHoM B AencTeume ¢ 1 nonsa 2015 roga PeneparnbHbiM 3akoHOM 0T 22 nekadpa 2014 rona N 429-
®3. - CM. mpeabIAyLLY0 PEAAKLIMIO)

1) ycTaHoBneHne 6e30MacHOCTU fNekapCTBEHHbIX NpenapaToB A8 340POBbLIX 4OOPOBOMLLUEB U (M) NEPEHOCMMOCTU UX
300pOBbIMM  JOOPOBONbLAMKW, 3a MUCKMIOYEHWEM TaKUX WCCNEAOBaHW IeKapCTBEHHbLIX MpenapaToB, MNPOM3BEAEHHbIX 3a
npegenamu Poccuiickon ®egepaunn;

2) nogbop onTUmarnbHbIX AO3MPOBOK FIEKAPCTBEHHOIO Mpenaparta U Kypca fnedeHus ans nauueHToB C onpeferneHHbIM
3aboneBaHneM, onTMMarnbHbIX 403 M CXEM BaKUMHALMU MMMYHOBMOMOrMYECKUMI NIeKapCTBEHHBbIMM MpenapaTtamMmu 300pOoBbIX
nobpoBonbLEB;

3) yctaHoBneHve Ge3onacHOCTU fekapCTBEHHOrO npenapaTta U ero 3deKTUBHOCTM AN MalLMEeHTOB C OnpeaeneHHbIM
3aboneBaHuemM, npogunakTnyeckon apeKTMBHOCTU MMMYHOOUOMOMMYECKNX NeKapCTBEHHbIX MpenapaTtoB Ansl 300pPOBbIX
0obpoBonbLEB;

4) n3yyeHve BO3MOXHOCTM PacCLUMPEHUs MoKasaHWin Ans MeQULMHCKOTO NMPUMEHEHUS U BbISIBIIEHUSI paHee Hen3BECTHbIX
NoGOYHBIX AENCTBUIA 3apErnCTPUPOBAHHbIX JTIEKAPCTBEHHBLIX NPEnapaTos.

2. B oTHOWweHun BOCMpPOn3BeOEHHbIX JeKapCTBEHHbLIX TMpenapatoB And MeaUUMHCKOro npuMeHeHuA npoBOAATCA
uccnenoBaHns  GUO3KBMBANEHTHOCTM 1 (I/IJ'IVI) TepaneBqueCKon OKBMBAleHTHOCTM B nNopddke, YCTaHOBJIEHHOM

YNOJTHOMOYEHHbIM (pe,qepaanHM opraHom MCMNOMHNTENBHOM BNAcTu.

3. OpFaHI/I3aLI,I/II-O npoeeneHna KIinmHN4YeCKnx nccnenoBaHUn NIeKapCTBeHHOro npenapara ana meanunHCKoro npuMmeHeHus
BrnpaBe OCYLUeCTBIATb:

1) pa3paboTymk nekapcTBEHHOrO Npenapara Unm ynorHOMOYeHHOe UM fnLO;

2) obpasoBaTternbHble oOpraHM3auuyM BbiCLIErO OOpa3oBaHUsl, OpraHu3aumMu OOMOMHUTENBHOTO MPOECCUOHANBHOTO
obpasoBaHus;
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(MyHKT B pegakumun, BBeAeHHoM B aerictene ¢ 1 ceHTaopsa 2013 roga PenepanbHbiM 3akoHoM ot 2 utons 2013 rona N 185-
®3. - CM. mpeabIAyLLY0 PEAAKLIMIO)

3) Hay4YHo-MccnegoBaTenbCckue opraHn3aunm.

4. KnuHnyeckme nccnenoBaHust fiekapCTBEHHOrO npenapata Anst MeauUMHCKOro NpMMeHeHUs1 NPOBOASITCA Ha OCHOBaHMU
paspelleHnss Ha NpPOBEAEHME KITMHUYECKOro MWCCreaoBaHUsA NEeKapCTBEHHOro npenaparta, Bbl4aHHOMO  YMONTHOMOYEHHbIM
denepanbHbIM OpraHOM WUCMNOSHUTENBHOM BNacTU. YNOMHOMOYEHHbIN doeaeparnbHbIi OpraH WUCMONMHUTENbHOW BracTu BedeT
peecTp BblAaHHbLIX paspelleHui Ha MNpoBedeHME KIMHUYECKUX WCCReaoBaHMI NEKapCTBEHHOro npenapara, CoAaepaliui
yKasaHue Ha uX Lienb Unn Lenu, B yCTAaHOBIIEHHOM 3TUM OpraHoOM MopsiaKe.

(Yactb B pegakuuun, BBegeHHom B aenctene ¢ 1 nonsa 2015 roga PegepanbHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-
®3; B pemakummn, BBeageHHon B gencteue PenepanbHbiv 3akoHoM OT 13 utonga 2015 roaa N 241-93. - CM. mpenbiaoyLyto
peakumio)

5. Yactb ytpatuna cuny ¢ 1 wona 2015 roga - PedepanbHbli 3akoH 0T 22 aekabpsa 2014 roga N 429-93. - Cwm.
npeablAyLIyo pefakLmio.

6. K OopraHmsaumnmn nposeaeHna KnnMHNYeCcKmnx ncenegoBaHum NNIeKapCTBEeHHOro npenaparta and MmeauuuMHCcKoro npumMmeHeHunsa
pa3pa6OT'~IVIKOM NNeKapCTBEHHOro npenapara MOryT npusriekatbCA opungndeckne nuua nobow OpFaHVI3aL|,I/IOHHO-I'IpaBOBOIZ
(*)OprI npun ycnosun obecneyvyeHns COOTBETCTBUSA 3TUX UCCIEL0oBaHNIA Tpe6OBaHI/|9|M HacTtodLllero CDe,u,epaanoro 3aKoHa.

7. KnnHnyeckme nccnegoBaHus nekapCcTBEeHHbIX NpenapartoB AN MeguLMHCKOro NPpUMEHEHNs NPOBOAATCA B MeANLMHCKMUX
opraHuMsaumsax, akKpeaUTOBaHHbLIX YMNOMHOMOYEHHbIM beaepanbHblM  OpraHOM  UCMOMHUTENBbHOW BnacTM B NOPSAKE,
ycTaHoBneHHoM [NpasutensctBoM Poccuiickon ®egepauun.

8. lMepeyeHb MeOMUMHCKMX OpraHu3auuin, UMeloWwmnx nNpaBo MNPOBOAUTb KIMHUYECKME UCCrefoBaHWUs neKapCTBEHHbIX
npenapaToB Anst MeAULIMHCKOro NPUMEHEHWs, U peecTp BblAaHHbIX paspeLLeHnid Ha NpoBeaeHne KMMHUYECKUX uccrnegoBaHuni
nekapcTBeHHbIX npenapaToB  OMNybnMKOBLIBAOTCA W pasMellalnTcs  YNONHOMOYEHHbIM  dedeparnbHbiM - OpraHoM
MCMNOMHUTENBHOW BNacTy B YCTAHOBIIEHHOM MM NOPsiAKe Ha cBoeM oduumanbHOM canTe B ceTh "MIHTepHeT".
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CTATbA 39. PELLEHUE O NPOBEAEHUU KTMHWYECKOIO UCCNEQOBAHUA NEKAPCTBEHHOIO
NPENAPATA And MEOULUMHCKOIO NPUMEHEHUA

1. KnuHuyeckoe nccrnenoBaHne nekapCTBEHHOro npenaparta afs MeauumMHCKOro NPMMEHEHUS NMPOBOAMTCS HAa OCHOBaHWM
paspelleHns Ha NpOBEAeHUE KIMHUYECKOTO WCCIefoBaHus JlekapCTBEHHOro npenapaTta, BblAaHHOMO YMOMHOMOYEHHbIM
henepanbHbIM OpraHoM WCTOSTHUTENbBHONM BRacTy Mo pesynsTatam 3KCnepTU3bl L4OKYMEHTOB, HEOOXOAMMBIX AN NofyyYeHust
paspeLleHns Ha NpoBeaeHne KIMHUYECKOTO UCCreoBaHUs IEKAPCTBEHHOO NpenapaTta W 3TUYECKOW 3KCNepTUsbl.

2. Onga nony4yeHna paspelleHna Ha npoBeaeHune KIMHUYeCKOoro uccrnenoBaHna nekapcTBeHHOro npenapara and
MeONLNHCKOro npuMeHeHunsa 3adaBuTernb npeacrtaBndeT B yl'lOJ'IHOMOHGHHbII?I cbep,epaanbu?l opraH NCMONMHNTENbHOWN BNAcTu:

1) 3aaBlieHne O Bblaade paspelleHna Ha npoBedeHune KIMMHUYEeCKOro unccrnenoBaHuda nekapCTtBeHHOro npenapara Aand
MeaNLUNHCKOIo NpMMeHeHus;

2) KOMUU OOKYMEHTOB, MOATBEPXKAAOLWMX YNnaTy rocyAapCTBEHHONM MOLMMHLI 3a NPOBeAEHUE 3TUYECKOW 3KCMepTu3bl,
3KCMEepTU3bl [OKYMEHTOB Ha JlekapCTBEHHbIM npenapaT Ans MOoNnyyYeHWUsl paspelleHus Ha MNpPoBEeAEHUE  KIMHWUYECKOro
uccrnefoBaHUsl NEKApCTBEHHOrO Mperapata Ans MeAWMUMHCKOTO MPUMMEHEHUs, 3a Bblaady paspelleHust Ha npoBeneHue
KMUHWYECKOrO WCCREefoBaHUS NEKAPCTBEHHOrO MpenapaTta Ans MeOWMUMHCKOTO MpUMEHEHMUsl, 3a MNPOBEAEHWE 3KCMepTUsbl
AOKYMEHTOB Ha NEKapCTBEHHbIV NpenapaT Ans NonyYeHUst pas3peLleHust Ha NpoBedeHNe MeXAYHAPOAHOrO MHOMOLEHTPOBOO
KIMMHWYECKOrO WCCREfoBaHUS JEKAPCTBEHHOMO MpenapaTta Ans MeAWMUMHCKOrO MpUMEHEHMsl, 3a Bblaavy paspelleHust Ha
NMpoBeAEHNEe  MEXOYHApOAHOr0  MHOMOLEHTPOBOMO  KIMMHUYECKOTO  WCCINEOOBaHWUS  JIeKapCTBEHHOMO npenapaTta  Ans
MeOMLMHCKOTO NMPUMEHEHWs], 3a NPOBEAEHUE STUYECKOWN IKCMepTU3bl, IKCNEPTU3bl OKYMEHTOB Ha NEKapCTBEHHbIM Npenapar
ANt MOMNyYeHUs paspelleHus Ha MpoBefdeHVWe MNOCTPErncTpaurMoHHOTO KIMHUYECKOrO UCCredoBaHUS JNIeKapCTBEHHOMO
npenapara Ans MeauuMHCKOro NMpYMEeHEeHUs], 3a BblAadvy paspelleHnsl Ha NpoBeAeHne MOCTPErMCTPaLMOHHOMO KIMHUYECKOTO
nccrneaoBaHus IekapcTBEHHOMO Npenaparta Ansk MEAULMHCKOTO NPUMEHEHWS;
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(MyHkT B pegakuun, BBeaeHHon B aencteune ¢ 1 aHBapa 2021 roga ®enepanbHbiM 3akoHOM OT 27 nekabpa 2019 ropa N
478-®3. - CM. mpeaplayLLyo peaakLmio)

3) NPOTOKON KMMHUYECKOro UCCrefoBaHWs NiekapCTBEHHOMO npenapara Anst MeanuUMHCKOro NpuMeHeHUs;
4) 6poLutopy uccnegosaTens;
5) NHOPMALMOHHbBIN NIMCTOK NaLUMEHTa;

6) cBegeHns o6 onbiTe pa6OTbI uccregosaTenen No COOTBETCTBYHOLWMM CneuuanbHOCTAM U UX OnbITe pa60TbI no
NPOBEAEHUNIO KITMHUYECKUX NCCneoBaHni;

7) cBegeHus O MeOUUMHCKUX OpraHu3auusx, B KOTOpbIX npegnonaraercs npoBedeHMe KIUMHUYECKOro WCCneaoBaHus
nekapcTBEHHOro npenapara Ans MeguuUMHCKOrO MPUMMEHEHUsT (MOMHOE WM COKpalleHHOe HauMeHOBaHMWsl, OpraHu3auMOHHO-
npasoBas hopmMa, MeCTO HaxOXAEeHWUs U MeCTO OCyLlecTBrneHus AeaTenbHoCTW, TenedoH, Tenedakc, agpec 3NeKTPOHHON
NOYThl KaXO0N MEANLIMHCKOW OpraHn3auun);

8) cBefeHnda O npepgnonaraemMbiX CpoKax npoBedeHuna KIMHUYeCKoro uccrnegoBaHUA JeKapCTBEeHHOro npenaparta Aana
MeaNLUNHCKOIro NpMMeHeHus;

9) KOMno goroeopa obsi3aTenbHoro CTpaxoBaHud, 3aKnt4YeHHOro B COOTBETCTBUM C TUNMOBLIMU NpaBunamMun o0bs13aTenbHoro
CTpaxoBaHUA, C YKa3aHuem npe,qeanon YUCIMEHHOCTN nNnauuneHToB, Y4YacTBywOWMUX B KIIMHMYECKOM UccrengosaHumn
NeKapCTBEeHHOro npenaparta ona MmeguumHCKOro npuMeHeHus;

10) nHdopMaLuIo 0 cocTaBe JiekapCTBEHHOro npenapara Ans MeaUUMHCKOTO NPUMeHEeHUs!;

11) OOKYMEHT, COCTaBIEHHbIN npounssoguTeneM JnekapcTtBeHHOro npenapara And MeauuumHCKOro npuMeHeHuna u
cogepxawmi nokasatenu (XapaKTepMCTMKM), a TaKke cBedeHnAa O JieKapCTBeHHOM npenaparte Aanda MeanunHCKOro
NPUMEHeHNS, NPon3Be4eHHOM 1151 NPOBEAEHUSA KIMHUYECKUX UCCIeaoBaHUN;

12) cBegeHnst 0 gate NpeaoCcTaBeHNs N PErMCTpauMoOHHOM HOMEpPE NULIEH3UN Ha NPOM3BOACTBO NIEKapPCTBEHHLIX CPEACTB
B Cry4vae, ecnv Npou3BOACTBO fIeKapCTBEHHOIo npenapaTta ocyuwecTtensierca B Poccuinckon ®egepaumm, nunm ceegeHns o gare
NPEeAoCTaBNEHN N PErNCTPaUMOHHOM HOMEpPE 3aKITl4YeHMsI O COOTBETCTBUM MPOM3BOAMTENS NEKapCTBEHHOro npenapara
TpeboBaHMsAM MNpaBui Hagfexallen nNpon3BoACTBEHHOW MPaKTUKW, NPEAOCTABNEHHOro YMNOIHOMOYEHHLIM OPraHOM CTpaHbl
NpPon3BOANTENSA NEKapCTBEHHOMO Npenapara.

(MyHkT B pegakuun, BBeaeHHOW B gericteue ¢ 15 uoHs 2018 roga PenepanbHbiM 3akoHoM oT 4 mtoHa 2018 roga N 140-
®3; B pegakumm, BBegeHHon B gencteue ¢ 1 aHBaps 2021 roga PenepansHbiv 3akoHOM oT 27 aekabpsa 2019 rona N 478-93. -
CM. NpeAblayLLYI0 Pefakumio)

2 1. B cnyyae HenpeacTaBreHnsi C 3asiBNIeHWEM O Bblgayve pas3pelleHusi Ha NpoBeAeHUe KITMHMYECKOro UCCreaoBaHus
NeKapcTBEHHOrO npenapata Anst MeaMUMHCKOro MNPUMEHEHUs! [OOKYMEHTOB (CBedeHWin), NOATBEPXOAWMX ynnaty
rocyAapCTBEHHOM MOLUMMHBI U YKa3aHHbIX B NYHKTE 2 YacTu 2 HACTOsALLEeN CTaTbU, a Takke BblgaBaeMbix (NpegocTaBnsieMbixX)
YMONTHOMOYEHHbIMU oefepanbHbIMU opraHaMu UCMOSIHUTENbHOW BNacTM OOKYMEHTOB (CBeAEHMI), yKasaHHbIX B NyHkTe 12
YacTM 2 HacTosulel CcTaTbu, YNOSIHOMOYEHHbIN dheaeparnbHblil OpraH WCMOMHUTENbHOW BRacTU 3anpallvBaEeT yKasaHHble
OOKYMEHThI (CBeAeHUs) B Nopsiake MeXBe4OMCTBEHHOIO MHpOPMaLMOHHOMO B3anMOLeNCTBMS.

(Yactb gononHuTensHO BKNtodeHa ¢ 1 aHBapst 2021 roga ®enepanbHbiM 3akoHOM OT 27 aekabpa 2019 rona N 478-93)

3. B cpok, He npeBblaloWmi AT pabounx gHEen co AHA NPUHSTUSA yKa3aHHOrO B NyHKTe 1 yacTu 2 HacTodulen cTatbu
3asABneHns N HeobxoanMbIX JOKYMEHTOB, YNONHOMOYEHHbIN deaepanbHbIi OpraH NCNONHUTENbHOW BNacTu:

1) nNpoBoOAWT MPOBEPKY MOMHOTbI W [OCTOBEPHOCTU CBEAEHWIA, codepXKaliuxcsl B MpeacTaBlieHHbIX 3asiBUTENem
AOKYMEHTaXx;

2) NpUHUMaET pelleHne O TMPOBEOEHUM IKCNEepTU3bl LAOKYMEHTOB [AJ1S MOMyYeHWUs paspelleHus Ha MpoBefeHue
KINMMHUYECKOrO UCCNefoBaHusl nekapcTBEHHOMo npenaparta s MeanLMHCKOrO NMPUMEHEHMUST U 3TUYECKOW 3KCNepTM3bl unn ob
oTKase B NPOBEAEeHNM yKasaHHbIX 9KCNepTus;
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3) yBEOOMIIAET B SJ'IGKTDOHHOIZ d)opme nnn Ha 6yMa)KHOM HOcuUTene 3adaBuTend O NPpUHATOM peLlueHnn nnbo B cny4yae
MPUHATUA peLueHnA 00 oTKase Takxke C YKa3aHnem npu4vnH Takoro oTkasa,

4) noarotaeBnnBaeT U HanpaBnAeT B 3KCNepTHOe Yy4pexaeHne U CoBeT No J3TUKe 3adaHune Ha npoBeneHue
COOTBETCTBYHOLLKMX 3KCNEepPTU3.

4. B cny4ae BbISIBNeHUS HEMOMHOTbI U (MNM) HEeOOCTOBEPHOCTUM WHGOPMaUMK, codepxallencs B npeacTaBeHHbIX
3aABUTENEM JOKYMEHTaX, YNONHOMOYEHHbIN heaepanbHbIi opraH MCNOMHUTENLHON BracTn HanpaenseT 3asgBuTenio 3anpoc ob
YTOYHEHUMN yKa3aHHOW MHdopMauun. JaHHbIN 3anpoc MoxeT ObiTb NepeaaH ynorHOMOYEHHOMY MpeAcTaBUTENo 3adBUTENs
NNYHO MoJ  pacnucKy, HanpaefneH Mo MNoyTe 3akasHbIM MUCbMOM WNW  nNepejaH B ANEKTPOHHOW dopme no
TENEeKOMMYHUKALMOHHLIM KaHanam cBs3u. B cnyyae HanpaBneHus OaHHOro 3anpoca Mo noyTe 3akasHbiM MUCbMOM OH
CUYMTaETCA NOMYYEHHbIM NO UCTEYEHUN LLIECTU OHEW C AaTbl HAaNpaBneHUs 3akas3Horo nucbma. 3asButens obs3aH NpeacTaBuTb
OTBET Ha 3anpoc YNornHOMOYEHHOro defepanbHOro opraHa UCMONMHUTENBHOW BMAacTu B CPOK, HE MpeBbilLaloWmi AeBAHOCTa
paboymx gHenm co gHA ero nonydeHusi. Cpok, yKasaHHbIM B YacTu 3 HACTOsLEN cTaTbW, MPUOCTAHABIIMBAETCA CO [OHS
HanpasneHns 3aaBUTENto 3anpoca YNonHOMOYEHHOro deaeparnbHOro opraHa UCNOMHUTENBHOW BNAcTN A0 AHS NOMyYeHUs v
COOTBETCTBYIOLLIEr0 OTBETA U HE YYUTbIBAETCA MPU UCYUCIIEHUM CPOKa MPUHATUS YNONTHOMOYEHHbLIM beaepanbHbiM OpraHoM
UCMONHUTENbLHOM BNAcTU pelleHus O NPOBeOEeHUN 3KCMepTusbl JOKYMEHTOB Afis MOy4YeHus paspelleHns Ha npoBedeHue
KITMHUYECKOro 1cCreqoBaHMs nekapCTBEHHOro npenapaTa Ans MeanumHCKOro NpuMeHeHus!.

5. OcHoBaHVMeM AN OTKasa B MNPOBEOEHUM IKCMEepTM3bl [OKYMEHTOB AN MofyyeHusl paspelleHus Ha npoBefeHue
KIMMHWUYECKOro UCCNeaoBaHnsa NlekapCTBeHHOro npenaparta Ans MeauUMHCKOro NPUMEHEHUS U 3TUYECKON SKCNepTu3bl ABNSETCS
npeacTaBneHne OOKYMEHTOB, MPEeOYyCMOTPEHHbIX YacTbio 2 HACTOsLIEN CTaTbi, B HeMoriHoM obbeme, HenpeacTaBneHue
3aABUTENEM B YCTAHOBMEHHbIN CPOK OTBETa Ha YKasaHHbIi B YacTu 4 HacTosduleil CcTaTby 3anpoc YMNoHOMOYEHHOro
dhenepansLHOro opraHa UCNONHUTENBHOM BNacTy NMMB0 OTCYTCTBUE B NpeAcTaBrneHHbIX AOKYMEHTaxX 1cUeprblBatoLLero nepeyHs
HeobxoauMon MHdopMauum unu MHopMaLum, KoTopas AOMKkHa ObliTb OTpaXKeHa B HUX, a Takke OTCYTCTBME WHcopmaumw,
noaTBepxaatoLLelt pakT ynnaTbl rocyfapCTBEHHON NOLUMMHBI 3a NPOBEAEHME STUYECKON IKCNEPTU3bl, SKCNEPTU3bI JOKYMEHTOB
Ha nekapcTBEHHbIA MpenapaT Ansi NonyvyeHusi paspelleHnst Ha NPOBEAEHUE KIMHWMYECKOrOo WCCNENOBaHNS feKapCTBEHHOIO
npenapata Ans MEOUUMHCKOrO MNPUMEHEHWS, 3a Bblaady paspelleHns Ha MpoBefdeHMEe KIMHUYECKOTO UccredoBaHus
neKapcTBEHHOro npenapaTta Ans MeaVUMHCKOrO NMPUMEHEHWS, 3a NMpPOBeAEHNE 3KCMepTU3bl AOKYMEHTOB Ha NeKapCTBEHHbIN
npenapar gns nonyvyeHuss paspelleHusl Ha NpPoBeAeHME MeXOYHapOAHOro MHOTOLEHTPOBOIO KIIMHUYECKOrO UcCredoBaHUs
neKapCcTBEHHOro npenapaTta Ans MeaMLMHCKOrOo MpUMeEHeHWsl, 3a Bblgady paspelleHusl Ha MpoBefdeHVe MeXayHapoOHOro
MHOFOLIEHTPOBOIO KIMMHUYECKOTO UCCNENOBaHNSA NEKAPCTBEHHOMO Npenaparta Ans MeauuuMHCKOro NpUMEHEHWs, 3a NpoBeaeHne
3TNYECKOWN 3KCMEepTM3bI, IKCMEePTU3bl JOKYMEHTOB Ha JIeKapCTBEHHbIN npenapat Ans NonyvyeHusl pas3peLleHnsl Ha npoBedeHue
MOCTPErMCTPALMOHHOTO KITMHUYECKOTO UCCNedoBaHUs NeKapCTBEHHOO NpenapaTta Ans MeauUMHCKOro NPUMEHEHUS], 3a Bblaady
paspelleHnss Ha NpoBeAeHUEe MNOCTPErMCTPALMOHHOMO KITMHWYECKOTO WCCREfoBaHUs JeKapCTBEHHOro npenaparta Ans
MeOMLMHCKOTO NMPUMEHEHUSI.

6. MNpoBeneHue akcnepTu3bl OOKYMEHTOB AN MOMyYEeHWUst paspeLleHusl Ha MpoBeAEeHME KIMMHUYECKOro WCCNeaoBaHust
nekapcTBEHHOrO npenaparta Anst MEAULMHCKOTO NPUMEHEHUS U 3TUYECKOWN SKCNEepTU3bl, COCTABNEHNE KOMUCCUEN SKCMEPTOB U
COBETOM MO 3TUKE 3aK/MOYEHUN O BO3MOXHOCTU WUINM HEBO3MOXHOCTM MPOBEAEHMST TAKOTO KIMMHUYECKOro MCCMefoBaHUs u
HarnpaBreHne 3TUX 3aKMYEHUA B YNONTHOMOYEHHBIN dedepanbHbIi OpraH MCNOMHUTENbHOW BNACTW OCYLLECTBISIOTCS B CPOK,
He MpeBbIlWaWMA Tpuauatn paboumx OHENW CO AOHS MOMyYeHUst SKCMEPTHbIM yupexaeHMem 3adaHusi YNONMHOMOYEHHOro
denepansHOro opraHa MCMOMHUTENBHON BRacTU C NPUIOXEHNEM AOKYMEHTOB, YKa3aHHbIX B nyHkTax 3, 4, 10 n 11 yactun 2
HacToslle CTaTbW, U COBETOM MO 3TWKE 3a4aHus YNONHOMOYEHHOro deaepanbHOro opraHa WCMOMHUTENbHOW BNactu c
NPUNOXeHNeM OOKYMEHTOB, YKa3aHHbIX B NyHKTax 3-6, 8 n 9 4yacTtn 2 HacTosLleln cTaTbu.

7. B cpok, He npeBblWaWNA NATKU pabounx OHEN CO OHS NONyYeHUs 3aKMOYEeHWU, YKa3aHHbIX B 4acTtu 6 HacTodulen
CTatby, YNOMHOMOYEHHbIN doefeparnbHbi OpraH UCMOMHUTENbHOW BNAacTu:

1) OCyLLEeCTBNSIET OLEHKY MOCTYMMBLUMX 3aKIOYEHWA ONs ONpeaeneHnsl X COOTBETCTBUS 3afaHusiM Ha MnpoBedeHune
COOTBETCTBYHOLLMNX IKCMEPTUS;

2) NPUHUMAET peLleHre O Bbidaye paspeLleHnst Ha NpoBedeHWe KITMHUYECKOro UCCNenoBaHNs NiekapCTBEHHOro npenapara
AN MEAMLMHCKOrO NPUMEHEHNs uni o6 oTkase B Bblgaye yka3aHHOro paspeLleHus;

3) BblJAET pa3pelleHne Ha npoBegeHne KIMMHUYeCKOoro mccrnegoBaHnd NeKapCTBEeHHOro npenapara and mMeanumuHCKOro
NMPpUMEeHeHnA unn pelueHne 00 oTkasze B Bbla4ye yKa3aHHOIo paspelleHnd ¢ ykadaHnem npmuymH oTkasaa.
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8. OcHoBaHvem Ons oTkasa B Bblgade paspelweHna Ha npoBeaeHune KIMHU4YeCKoro uccnegoBaHuA InekapCcTtBeHHOro
npenaparta ana MmeanunHCKoro npuMeHeHuna AsndaeTca Halndme 3akiio4eHnAa KOMUCCUM SKCNepToB Ui 3aKIto4YeHna coBeTa no
9TMKEe O HEBO3MOXHOCTWU npoBeaeHuna KIMHU4YeCKoro wuccnenoBaHnda JnekapCTBeHHOro npenapara Aand mMeaunuunHCKoro
NnpMeHeHnA No pesyrbratamM NpoBeneHHbIX 3KCNepTn3, NpeayCMOTPEeHHbIX YacTbio 6 HacTodLlen cTaTbu.

9. PeweHne 06 oTkaze B MNPOBEAEHUWM IKCMEPTU3bl [OKYMEHTOB ANs MOSlyYeHWUsl paspelleHnuss Ha npoBedeHue
KIMMHWYECKOrO UCCreaoBaHns NekapCTBEHHOro npenaparta Anst MeauuUMHCKOro MPUMEHEHUS U 3TUYECKOW 3KCNepTM3bl U B
Bblgaye paspelleHnsi Ha npoBedeHMe KIMHUYECKOro WCCINEeAOoBaHUS NeKkapCTBEHHOro npenapata Aans MeguuMHCKOro
NpUMeHeHMs1 MOXeT ObITb 06kanoBaHoO B Nopsiake, YCTaHOBIIEHHOM 3akoHodaTenscTBoM Poccuiickon ®epepaumm.

(Ctatbsa B pepakumn, BBeaeHHon B gencteme ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM oT 22 aekabpa 2014 rona N
429-®3. - CM. mpeablayLLyo PeAAKLN)

KommeHTapum k ctatbe 39

CTATbSA 39_1. 3TUYMECKAA SKCNEPTU3A

1. OTnyeckas 3KCnepTtn3a npoBoanNTCA COBETOM NO 3TUKe, COo3aAaHHbIM B nopsaake, yCTaHOBTIEHHOM YMNOJIHOMOYEHHbIM
(benepaanblM opraHom WCNOMNHUTENBHOM BNacTu, B LENSX Bblgadn 3aknodeHns 06 aTm4eckon 060CHOBaHHOCTU BO3MOXHOCTM
npoBegeHna KnnHNM4eCcKoro nccriegoBaHnda nekapcTtBeHHOro npenapara gnd MmeanumMHCKoro npuMmeHeHus.

2. Dkcneptamm coBeTa MO 3TUKE MOryT ObiTb NPEeOCTaBUTENM MEOULMHCKUX OpraHv3auui, HayuYHbIX OpraHusauun,
obpasoBaTernbHbIX OpraHM3aLmi BeicLero obpasoBaHusi, a Takke npeacTaBUTeNn OOLLEeCTBEHHbLIX OpraHn3aunin, penmnrnosHbixX
opraHusauui U CpeacTB MaccoBov nMHdopmauuun. [JaHHble 3KCNepTbl HE OOMKHbI HAXOAUTLCSA B Kakon-nnbo 3aBMCMMOCTM OT
pa3paboTyMKOB NEKAPCTBEHHbBIX NPENAPATOB U APYIMX NUL, 3aMHTEPECOBaHHbIX B pe3yrsTatax 3TUYECKON IKCNepTU3bI.

3. Onnara ycnyr 3KCneptoB coOBeTa MO J3TUKEe OCyLeCTBNAeTCA Ha OCHOBaHWUM O0roBopa, 3akKJlo4YeHHOro Mexany
YNOJTHOMOYEHHbIM cbep,epaanblM opraHom WCMOMHNTENbHOW BNacTu, KOTOPbIM CO34aH COBET NO 3TUKe, 1 3KCnepToM coBeTa no
3TUKe, 3a cyeT BHOOKETHBLIX aCCUrHOBaHWUN, npegycMoTpeHHbIX YNONTHOMOYEHHOMY d)e,qepaanomy opraHy MCMNOMHNTENBHON
BNnacTtn, KOTOPbIM CO3AdaH COBET MO 3TUKEe, B (benepaanOM Ologxete Ha COOTBeTCTByPOLLI,I/IIZ rogq Ha obecnevyeHue ero
0eATenbHOCTU, B pa3mMmepax, yCTaHOBJTIEHHbIX npaBVITeJ'IbCTBOM Poccuinckon d)ep,epauvwl.

4, 3KCI'IeprI COBETa No 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOOATENNbCTBOM Poccunckon Cbe,u,epau,mm.

5. CoctaB coBeTa No 3TuKe, NornoxeHue ob 3TOM cCoBeTe, NOPAOOK ero AeATenbHOCTW, TpeboBaHusa K KkBanudukaumm mn
onbiTy paboTbl NO 3SKCNEpPTHOM OLEHKE Hay4HbIX, MEAULMHCKMX W ITUYECKUX acrekTOB KIUHUYECKUX WCCredoBaHum
nekapcTBeHHbIX MpenapaTtoB ANA MEeOUUUHCKOrO NPUMEHEHWsi, NpeabsBrsieMble K 3KCnepTam cOBeTa No 9Tuke, MOPSAoK
opraHusauMum U nNpoOBEedeHWs 3TMYECKOW SKCNepTusbl, opmMa 3akM4veHUs CcoBeTa Mo 3TWKe YCTaHaBMNMBaloTCHA
YNONMHOMOYEHHbIM doeaeparnbHbIM OpraHOM MCMOMHUTENBHOW BriacTu. Ynucno npegcraButenen MeguumMHCKUX opraHu3auuin He
MOXET MpeBbILLaTh MONOBMHY OT 06LLEro Yncna aKCnepToB COBETA MO 3TUKE.

6. WHdopmauma o cocTtaBe coBeTa NO 3TUKE, NnaHax ero paboTbl U Tekylewn AesATENbHOCTM pasMeLlaeTcs Ha
oduumnansHOM cante ynonHOMOYEHHOro dpedeparnbHOro opraHa UCNOoMHUTENBHON BNacTu B ceTu "MIHTepHeT" B yCTaHOBMNEHHOM
UM nopsiake.

(CtaTtbsa gononHuTenbHo BkMtoveHa ¢ 1 nionsa 2015 roga ®enepanbHbiM 3akoHOM OT 22 nekabps 2014 rona N 429-93)

KommeHTapun k ctatbe 39 1

CTATbA 40. NPOBEOEHUE KITMHWYECKOIO UCCINEAOBAHUA NEKAPCTBEHHOIO NPENAPATA ANA
MEAOWLMHCKOIO NPUMEHEHWUA

1. PykoBoguTenb MeOWLUMHCKOW oOpraHvM3aumu, KoTopasi MpOBOAWUT KIMHUYECKOE WCCNefoBaHMe IeKapCTBEHHOro
npenapata Ans MeOWLWHCKOrO MPUMEHEHUS, Has3Ha4YaeT WuccrnegoBaTtensl, OTBETCTBEHHOrO 3a MNPOBeOEeHWe TaKoro
nccrnenoBaHns M MMeoLWero fevebHyo cneumanbHOCTb, COOTBETCTBYIOLLYIO MPOBOAMMOMY KIMHUYECKOMY MCCregoBaHuIo
nekapCcTBEHHOrO Npenapara, Co CTakeM paboThl Mo NporpaMMaM KIMHUYECKMX UCCIEA0BaHUA NEKAPCTBEHHLIX NpenapaToB He
MeHee 4Yem TpW roga M MO ero NPeanoXeHW HasHadaeT couccriegoBaTtenied M3 4ucra Bpaderd 3TON MeLMUUHCKON
opraHusaLuu.

(YacTtb B pegakuun, BBegeHHown B aenctene ¢ 1 nonsa 2015 roga degepanbHbiM 3akoHOM oT 22 aekabpa 2014 rona N 429-
®3. - Cm. npeapiayLLyo PeAAKLNI)
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2. NccnepoBaTtenb ocyulecTenaer Bbl60p nayneHToB, KOTOpPbIE MO MeOUUMHCKMM NoKa3aHUAaM MOryT ObITb npuerevYeHbl K
y4acTuio B KIMMHNYECKOM nccriegosaHnmn nekapCTtBeHHOro npenapara gnda MmeauumHCKOro npuMmeHeHu4.

3. UccneposaTtenb 1 couccrnegoBatenu AOMKHbI OblTb O3HAKOMIIEHbI C pe3ynbrataMn OOKITMHUYECKOro uccnengoBaHuA
NeKapCTBeHHOro cpeactea, cogepXxawmmMmmca B 6p0Lurope ncenenosarersid, NPOekKToOM NMPOTOKOSa KIMMHNYEeCKOro nccrnenoBaHna
NeKkapCTBeHHOro npenapara anda MeaunuumHCKOro npuMeHeHud, pa3pa60TaHHblM pa3pa60T‘-Il/1KOM NIeKapCTBEHHOro npenaparta
Unn MHbIM KPUANYECKMM NLOM, NpuBrekaemMbiM K opraHnsaunm nposeneHua KrnnHnM4Yeckoro nccrieaosaHua nekapcreBeHHoOro
npenapara gna MeauumMHCKoro npuMeHeHund, n apyrnMmm matepuanamMmm Takoro nccrnegoBaHuA.

3_1. PykoBoauTenb MEOULMHCKOW OpraHuM3auum B CPOK, He MNPEBbILWAKWUA Tpex pabounMx OHen co OHA Havana
nNpoBeaeHNs KNMHNYECKOro NCCeqoBaHNs NEKAPCTBEHHOIO npenapara Ans MeauumHCKOro npuMeHeHns, coobulaet o6 aTom B
YNONMHOMOYEHHbIN  (beepanbHbli  OpraH WCMOMHUTENbHOWM BNacTW, BbIOABLIWA paspelleHre Ha MpoBedeHue Takoro
nccneaoBaHUs, MO YCTaHOBMNEHHOMW MM ¢opme (4YacTb AononHuTenbHO BkrtodeHa ¢ 1 aHBapst 2011 roga PenepanbHbiv
3akoHOM oT 29 Hoabpa 2010 roaa N 313-93).

4. OpraHu13aunm, OCyLLECTBSOLLME OpraHN3aLuio NPoBEeAEHNST KITMHUYECKOTO UCCrneoBaHns NeKkapCTBEHHONO npenapara
ANs MeOULMHCKOrO MPUMEHEHMST U ykasaHHble B 4Yactu 3 crtatbu 38 HacTosuwlero denepanbHOro 3akoHa, B criyvae
HEeOOXOAMMOCTU BHECEHMSI W3MEHEHWA B MNPOTOKON KIMHUYECKOrO WCCNeaoBaHUs NeKapCTBEHHOro npenapaTta  Ans
MEANLIMHCKOrO MpUMEHEeHUs coobLaT 00 3TOM B YMOMHOMOYEHHbIV dedepanbHbii OpraH WCMOMHUTENBHOW BRacTH,
BblJaBLUM/A paspelleHne Ha MNpoBeOEeHME Takoro MCCreqoBaHWsl, MO YCTaHOBIEHHOM MM ¢opme (4acTb JonorfHeHa ¢ 26
okTs16ps 2010 roga PenepanbHbiM 3akoHOM oT 11 okTabpa 2010 rona N 271-93 - cM. npefbiayLLyo peaakuuio).

4 1. dopma coobLleHNss O BHECEHMN U3MEHEHUIN B NPOTOKOM KIIMHUYECKOro UCCMEeAoBaHUS NEeKapCTBEHHOro npenapara
ANa MeanUMHCKOro NpUMEHEHNs LOSMKHA coaepKaTh Creayowme ceeaeHuns:

1) HanMeHoBaHue, VID,eHTVI(*)MKaLI,VIOHHbIVI HOMep 1 gaTta NpoToKoa KIMMHN4YeCKOoro nccrenoBaHus,;
2) JaTa BHECEHUS U3BMEHEHWI B MPOTOKON KITIMHMYECKOro UccrnenoBaHus;
3) HanMeHOBaHWEe N MeCTO HaxoXXaeHna 3adaBuUTend,

4) HaMMeHoBaHWe opraHM3aLun, NpUBEYEHHON pa3paboTyYMKOM NIeKapCTBEHHOMO NpenapaTta K opraHv3auumy npoBeaeHns
KITMHUYECKOrO NCCrenoBaHms (Mpu Hanu4mm);

5) HanMeHOBaHUA N MeCcTa HaxoXXgeHna MmeaunumHCKnX OpFaHI/I3aLI,VII7I, B KOTOPbIX MPOBOAUTCA KINNMHNYECKOE UCcreaoBaHne,
6) AaTta Bblgayu pa3pelleHna Ha nposegeHne KInnMHN4eckKoro nccrnengoBaHna n HOoMep 3Toro pa3peLleHuns;

7) N3AMEHEHUS, BHOCMMbIE B MPOTOKON KITMHUYECKOTO UCCINELOBaHUS.
(YacTtb 4_1 pononHuTenbHO BkIodeHa ¢ 26 okTabps 2010 rona PenepansHbiM 3akoHoM oT 11 okTa6pa 2010 rona N 271-
3)

5. B cpoK, He MpeBblaWnMn Tpuauatu paboumx OHEeW Co OHA MOMy4YeHUs yKasaHHOro B YacTu 4 HacTodulen cratbu
CcoobLLEeHNs, YMONHOMOYEHHbIV hbedepanbHbli  OpraH MCMOMHUTENBbHOW BAacTM paccmatpuBaeT 3710  cooblieHve B
YCTaQHOBMEHHOM UM MOpPsSAKe U NPUHMMAET pelleHWe O BHECEHMU WM3MEHEHWM B MPOTOKOSM KIIMHWYECKOro WCCrenoBaHus
NEeKapCTBEHHOro npenapata Ans MEeOUUMHCKOrO MPUMMEHEHUA unum 00 OTka3e BO BHECEHMM Takmx u3MeHeHun. [lpu
pacCMOTpPEHUN CcoobLeHMs O HeobXOOUMOCTM BHECEHMSI W3MEHEHWA B MNPOTOKON  KIIMHUYECKOrO  MUCCrenoBaHus
NeKapCTBEHHOro npenapata aAng MeauuMHCKOro NpMMEHEHUS B LIENSX OLEHKM 060CHOBAHHOCTM NpeanaraeMbiX U3MEHEHWUA Y
onpegeneHns CTENeHn pucka Ana naumeHToB, MPUHMMAOLWMX ydacTue B KIMHUYECKUX WUCCRenoBaHMsAX, YNOMHOMOYEHHbLIM
denepanbHbIM OpraHOM UCMOSNTHUTENBHOW BIIACTM MOTYT NPUBMEKATLCS 9KCNEPTbI COBETA MO 3TUKE.

(Yactb B pegakumm, BBegeHHou B gerictaue ¢ 1 uons 2015 roga ®enepaneHbiM 3akoHoM oT 22 nekabps 2014 rona N 429-
®3. - Cm. mpeaplAyLLY0 PEAAKLIMIO)

6. KnuHuyeckoe wuccnegoBaHue NNIeKapCTBEHHOro npenaparta pana MeauuunHCKOro npuMeHeHna MOXeT ObITb
NPUOCTaHOBIIEHO WKW NpeKpalleHOo, ecrnin B npoLlecce ero nposeaeHud 06Hapy>|<eHa OnacHOCTb AnA XW3HWU, 300pOBbA
nauymeHTtos. B Ccny4yae BO3HUKHOBEHUA ONaCHOCTU O5nA XXU3HW, 300pO0BbA MauuneHTa, ydacTBywuwlero B KIIMHNYECKOM
ncenengoBaHM nNekapCTtBeHHOro npenapara anda meanunHCKoro npuMeHeHusa, nccnegoBartenu 00s13aHbI I'IpOI/IH(bOpMI/IpOBaTb
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06 3TOM pyKoBOAUTENs MeOWMLMHCKOM oOpraHusaummM W OpraHu3aumio, MoNyYMBLLYK paspelleHne  YnorIHOMOYEHHOro
hepepanbHOro opraHa UCMONMHUTENBHOW BACTM Ha OpraHM3aLmio NPOBEAEHUs! KITMHUYECKOro UCCNefoBaHmusl NieKkapCTBEHHOIO
npenapata. PelueHWe O NPUOCTAHOBMNEHUU KIIMHUYECKOTO WCCNELOBaHWS rekapCTBEHHOro npenapata Ans MeauLMHCKOro
NMPUMEHEHMST TMPUHUMAaOT PYKOBOAMTENb MEAMUMHCKOW opraHusaumm u (Mnu) opraHusauusi, noryumBluas paspeLleHue
YNOMTHOMOYEHHOro  bedepanbHOro opraHa  WCMOMHUTENbHOW BRAacTM  Ha  OpraHusauuio  NPOBeAEHUs  KIUMHWUYECKOro
MCCneqoBaHWs NIeKapCTBEHHOroO nNpenapara Ans MeauLMHCKOro NPMMEHEHWS, pelleHre O NpeKpaleHun Takoro NccrneaoBaHns
NMPUHUMAET YNONMHOMOYEHHbIN (heaepanbHblil opraH UCMOMHUTENBHON BNAcT! Ha OCHOBaHWM COOBLLEHMS B NUCbMEHHON dhopme
pYyKoBOAUTENS MEAMLMHCKOW OpraHusauuy UM opraHusauusi, rnonyyvBlIasi paspelleHne YnorHOMOYEHHOro denepanbHoro
opraHa WUCMOSHUTENbHOW BMACTU Ha OpraHM3aumMio NPOBeAeHMs! KMMHUYECKOTO UCCNEAOBaHNS NekapCTBEHHOMO Npenapara Aans
MeOMLMHCKOTO NMPUMEHEHUSI.

7. B cpok, He npeBbllalWUA NATU pabounx OHEW CO [OHS 3aBEPLUEHUsl, MPUOCTAHOBMNEHWUS WU MpPEKpaLLeHus
KIMHUYECKOTO WCCNELOBaHUSA eKapCTBEHHOro mnpenapata Ans  MeOuUMHCKOTO NpUMEHEeHWsi, cooblleHne o6 3Tom
HanpaensaeTcs opraHn3auunsiMy, ykasaHHbiMM B YacTu 3 ctatbk 38 Hactosdulero PenepanbHOro 3akoHa, B YNOMHOMOYEHHbIN
denepanbHbIn opraH UCNONHUTENBHOW BNACTU MO YCTaHOBEHHOW UM chopMe.

8. CDopma coobueHns o 3aBeplieHnn, npuocTaHoBIEHUN WM NpeKpaweHUn KIMMHU4YeCcKoro wumccnegoBaHnA
NIeKapCTBEeHHOro npenaparta gna MeauumHCKoro npuMeHeHna gormkHa coaepxaTtb:

1) I/IH(*)OpMaLI,I/HO 0 MeaULMHCKOM opraHunsaunm nnn MeagmumnHCKmnX opraHmn3auunax, npoBoauBLLNX AaHHOE UccleaoBaHue;

2) onncaHmne gaHHoro nccregoBaHud;

3) paHHble uccnegoBaTtens (amunus, UMsi, OTYECTBO, MECTO paboThl, 3aHMMaemMasi LOIMKHOCTb, CNeUManbHOCTb, CTax
paboTbl Mo NporpaMmamM KIMHUYECKUX WUCCIEeAoBaHUI NEeKapCTBEHHbLIX NpenapaToB, NepeyveHb KIMHUYECKUX UccrnenoBaHui
neKkapcTBEHHbIX NpenapaToB, B KOTOPbIX OH MpPUHMMan y4vacTue (nepuofbl y4YacTusi) B KavecTBe uWccrnegoBaTens unm
counccnepoBarens) (NyHKT gononHeH ¢ 26 oktabpsa 2010 roga PenepanbHbiM 3akoHOM OT 11 okTabpsa 2010 ropa N 271-P3 -
CM. NpeabIayLLYy peaakumio);

4) pesynsTaT OaHHOIO WCCNEAOBaHWSA (3aBEPLUEHUE, MPUOCTAHOBMEHVE UMM MpeKpalleHne OaHHOro UccrnefoBaHus ¢
yKasaHuem WX NMPUYUH U BIUSIHUS Ha OLEHKY €ro pesyrbraToB, OGLLYH OLEHKY puUcka M OXMOAEMOW Mosb3bl OT NPUMEHEHUs!
1ccrneayemoro nekapcTBEHHOro Npenapara, a Takke npegnonaraeMble AansHenwme geincTeus).

8 1. lNpwn BbigBneHnn denepanbHbIM OpPraHoM WCNOMHUTENBHOW BNAcTW, OCYLLECTBNSAOWMM (PYHKUUN MO KOHTPOMIO U
Hagsopy B cdepe 30paBOOXPAHEHWsl, HApPYLWEHWA MpaBurn Hagnexawlen KIMHWYECKOM NpakTUKU Npu  npoBegeHUU
KIMHWYECKOTO WCCNEeAOoBaHMS IEeKapCTBEHHOro npenapara, BhUSAKLWMX Ha MOMHOTY U (MnNn) OOCTOBEPHOCTb [OAHHOMo
KITMHWYECKOTO MCCNeaoBaHust, yKasaHHbIM dhenepanbHbIl opraH MCNOMHUTENbHOW BracTy MPUOCTaHaBNUBAET MNpPOBELEHWE
AAHHOIO KITMHUYECKOro MCccneaoBaHUs U BbIHOCUT MEOULMHCKOW opraHM3auuun, B KOTOPOW MPOBOAMTCS AaHHOE KNMHM4Yeckoe
uccrnenoBaHue, npegnucaHue 06 yCTpaHeHWM BbISIBIIEHHbLIX HapylleHui. [pyu HeycTpaHeHWU MEeAWLMHCKOM opraHusauunen
BbISIBITIEHHbIX HAPYLUEHUI B YCTAHOBIEHHLIN B MPEAnMCaHnM CPOK yKasaHHbIN dheagepanbHbIl opraH MCMONMHUTENBHOW BNacTu
NPUHUMAET PeLLeHNe O NpeKpalleHnn NpoBeaeHNst KNMMHUYECKOro UCCreaoBaHNst NEKapCTBEHHOMO Npenapara U HanpaenseT B
efepanbHbIi OpraH UCMOMHUTENBHOW BNAcTW, OCYLLECTBSAWMNA pyHKUMM MO BbipaboTke M peanu3aumy rocygapCTBEHHOW
NONUTUKN U HOPMATUBHO-MPABOBOMY PErYNMPOBaHNIO B chepe 30paBOOXpaHEHNS, 3aKodeHne O BbIIBIEHUN NPU NPOBEAEHUN
OAHHOIO KIMHWYECKOro UCCrenoBaHMsa HapyLIEHUI NpaBun Hagnexalwen KNMHUYEeCKOn NpakTUKM Ons nNpuHATUS pelleHnst ob
OTMEHe paspelleHnsl Ha OpraHM3auuio NPOBEAEHUS OAHHOMO KIMHUYECKOrO WUCCNeaoBaHUA C AaTtbl MPUHATUS peLleHus o
NPUOCTaHOBNEHNM NMPOBEAEHUSA KIMHUYECKOTO NCCNEAOBaHNA NNEKapCTBEHHOIO Npenapara.

(MacTb gononHuTenbHO BKMoveHa ¢ 1 nionsa 2015 roga PenepanbHbiM 3akoHOM OT 22 fekabps 2014 rona N 429-93; B
penakumu, BBegeHHom B genctene PenepansHbiv 3akoHoM oT 13 mtona 2015 roga N 241-93. - CM. npeablayLLyio peaakLmio)

9. YNOnHOMOYEHHbIN deaeparnbHbIi OpraH WCMOMHUTENBHON BRacTM ONyOnuKOBLIBAET W pa3MELlaeT Ha CBOEM
oduumnanbHoMm canTte B ceTn "MIHTepHeT" coobluieHne O 3aBepLUeHUN, NPUOCTAHOBMEHUM WNN MPEKpaLLEHU KIMHUYECKOrO
nccrnenoBaHns NekapcTBEHHOIO npenapara Ans MeAULMHCKOro MPUMEHEHUS B CPOK, HE MPEBbILLAoLLUA NATN pabounx gHel co
OHS1 ero noryyeHusl, B yCTaHOBMEHHOM UM MOpPsiaKe.

10. YnonHoMo4eHHbI dhefeparnbHbIi OpraH MCMONMHUTENbHOW BNacTu OCYLLECTBSET BeAeHe peecTpa uccnegosaTenen,
NPOBOAALLMNX UNN NPOBOAMBLUNX KITMHUYECKME NCCNEenoBaHNS NTEKAPCTBEHHbIX NpenapaToB A9 MEAULNHCKOIO NPUMEHEHUS], B
COOTBETCTBUWN C YTBEPXOAEHHbIMW UM MpaBunamMu 1 pasmMellaeT ero Ha cBoem oduumansHoOM camte B cetu "UHTepHeT" B
YCTaHOBMNEHHOM MM MNOpsiAKe. YKasaHHbIA peecTp CoaepXuUT uHdopmMaumio, NpeaycMOTpeHHY NyHKTOM 3 Yyactu 8 HacTosulen
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cTaTtbu.

11. OT4yeT 0 pe3ynbratax KINMHUYECKOro WMCCnefoBaHMs NeKapCTBEHHOrO npenapata Afis MeQUUUHCKOrO MPUMEHEHMS
COCTaBrsieTCs OpraHn3aumen, ykazaHHom B Yactu 3 ctatbu 38 HacTosulero denepanbHOro 3akoHa, Ha OCHOBaHWUM 3aKoYeHun
MEeANLIMHCKUX OpraHv3auui, NpoBOAMBLUMX 3TO WUCCIELOBaHWe, N NpeAcTaBnsieTcsi B YNOMHOMOYEHHbIN defeparnbHblii opraH
WCMOMHUTENBHOW BracTu, BblAaBLUMIA paspelleHne Ha NpoBEedeHUe 3TOro0 UCCredoBaHusl, B CPOK, He MpeBbILLAOWMA Tpex
MecsiLleB CO [HSl ero 3aBepLUeHUsl, NPUOCTAHOBIIEHUS UMM MNpeKpalleHusl, B MOpsiaKe, YCTaHOBMEHHOM YMNOHOMOYEHHbIM
deepanbHbIM OpraHoOM UCMONHUTENbHOW BNAacTy.

12. HapyweHne npaBun Hagnexawenm KIMHUYECKOM NpakTuKK, danbcudukaunsa pesynstaToB  KIMHUYECKOro
nccneaoBaHUA NeKapCTBEHHOrO npenapata  Aansg MeOuUMHCKOTO MNPUMMEHEHMST BNEKYyT 3a cobol OTBETCTBEHHOCTL B
COOTBETCTBUM C 3aKoHOAAaTeNbLCTBOM Poccuiickon Pepepaunn.

(YacTtb B pegakuuun, BBegeHHom B aencrtene ¢ 1 nons 2015 roga PegepanbHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-
@3. - Cm. npeablayLyo peaakuuo)

13. Tpu npoBegeHWM KIMHWYECKOTO WCCNELOBaHUSA NeKapCTBEHHOrO npenaparta Ans MeOULMHCKOTO MNPUMEHEHMS
ponyckaeTtca 3abop y nmaumeHToB Buonornyeckux marepuanoB (oOpasubl OMONOrMyeckux XWAKOCTEW, TKAHEW, CEKPETOB W
NPOOYKTOB XWU3HEOEATENbHOCTU 4YenoBeka, U3MOoMNorMyeckux M naTornorMvyecknx BblAENeHUN, MasKoB, COCKOOOB, CMbIBOB,
MUWKPOOpPraHM3mMoB, BMONCUIHbIA MaTepuan) ans ux usydeHus B Poccuickon ®egepauum n (Mnu) 3a npegenamm Poccuinckon
degepaumm.

(Yactb B pegakuuu, BBegeHHou B aenctene ¢ 1 nonga 2015 rona PegepanbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-
®3. - CM. mpeabIAyLLY0 PEAAKLIMIO)

14. TMopsgok BBo3a B Poccunckyto degepaumio u BbiBO3a 3a npegensl Poccuiickon Pegepaumm GUonornveckmx
mMaTtepuanoB, MOfyYeHHbIX MPW MPOBEAEHUU KIIMHUYECKOTO WCCreAoBaHWA NeKapCTBEHHOro npenapata Ans MeavuuHCKOro
npumMeHeHnsi, yctaHaenmeaeTcs [paBuTtensctBom Poccuickon ®epepaumm.

(YacTtb B pegakuuun, BBegeHHoun B aenctene ¢ 1 nons 2015 roga degepanbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-
®3. - C™. npeapiayLLyo PeAAKLNI0)

KommeHTapum k ctatbe 40

CTATbS 41. AOrOBOP O NPOBEOEHUN KITMHUYECKOIO UCCIEAOBAHUSA JIEKAPCTBEHHOIO
NPENAPATA And MEOULUMHCKOIO NPUMEHEHUA

1. KnuHnyeckoe nccnegoBaHue niekapCTBEHHOIo npenapaTta Anst MeauUMHCKOro NpyMeHeHUsl MPOBOAUTCS B COOTBETCTBUM
C [OroBOPOM O MPOBEAEHUW KITMHWYECKOrO WCCIEAOBaHWUA JIeKapCTBEHHOro npenaparta Ans MeAUUMHCKOrO NPUMEHEHWS,
3akstovyaeMbiM Mexay opraHv3aumneint, nonyymBlLLEl paspelleHne YnorIHOMOYEHHOro dedepanbHOro opraHa UCMONMHUTENBHOM

BMacTW Ha opraHM3aLuio NPOoBeAEeHNs Takoro UCCNeaoBaHNs, U MeOULIMHCKOW opraHu3aluveid, ocyLLecTBNAWLLLEN NpoBeaeHe
TaKOro UccrnegoBaHus.

2. ,D,OFOBOp O npoBegeHun KrnHN4ecKoro uccrieqoBaHua JNeKapCTBEeHHOro npenaparta and MeaunuuHCKOro npmMeHeHud
OOIMKeH coaepXaTb:

1) YCInoBua U CPOKM npoBeaeHna aHHOro nccnegoBaHuA;

2) onpeneneHne 06u.|,e|7| CTOMMOCTHK nNporpamMmmbl OaHHOIoO UccnenoBsaHnd € ykadaHem CyMmbl, I'Ipe,Cl,Ha3Ha‘-Iai0LLl,eﬁCF| ana
BbIM1aT nccriegoBarenam, comccrnegoBaTensam;

3) onpeaenexHne opMbl NPeACcTaBeHnst pesynsTaToB 4aHHOMO UCCNenoBaHUs B YNOMHOMOYEHHbIN deaepanbHblii opraH
MCMOSTHUTESNBHON BNacTu.

KommeHTapum k ctatbe 41

CTATbA 42. PUHAHCOBOE OBECINEYEHUE KITMHWYECKOIO UCCINEAOBAHUA NEKAPCTBEHHOIO
MPENAPATA And MEAULUMHCKOIO NPUMEHEHUA
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durHaHcoBoe obecneveHne KNMHUYECKOro MccrnenoBaHust JIeKapCTBEHHOIo npenapara and MeauMunMHCKOro npumMeHeHud
OCYLUECTBIIAETCA 3a CHET:

1) cpencTs heaepansHoro GroaxeTa;

2) cpencTse opraHmaau,MVl, nonyymBwlnNX paspelleHne Ha opraHm3auuto nposeaeHnda OaHHOro wuccnenosaHud, B
COOTBETCTBMU C YCInOBUAMK OroBopa O ero nposeneHnu;

3) MHbIX He 3anpeLleHHbIX 3akoHogaTenscTBOM Poccuickon deaepaLmm MCTOYHUKOB.

KommeHTapum k ctatbe 42

CTATbA 43. NMPABA NAUMEHTOB, YHYACTBYHOLWWX B KIMHUYECKOM UCCIEAOBAHUN NEKAPCTBEHHOIO
NPENAPATA Ansd MEAULUMHCKOIO NPUMEHEHUA

1. Yyactme naumeHToB B KIMHWYECKOM MWCCriegoBaHMu NNeKapCTBeHHOro npenapara gnda mMeguunHCKOro npumMeHeHusa
ABNAeTCcA ﬂ,OGpOBOJ’IbeIM.

2. TauneHT nnm ero 3aKkoHHbIV NpeacTaBuUTENb AOMKEH ObiTb MH(OPMNPOBAH B MMCbMEHHOW hopMeE:

1) O nekKapCTBeHHOM npenaparte AnAa MeaAUUUMHCKOro npumMeHeHua U CYLHOCTU KIMHUYeCKOro wuccnenoBaHuda 3TOro
NeKapCTBEHHOro npenapara;

2) o 6e30nacHOCTM feKapCTBEHHOro npenapata Ans MeAMUMHCKOrO MpPUMEHEHUs, ero oxuaaemorn 3deKTUBHOCTU U
CTEeneHu pycka Ans naunueHTa;

3) ob ycnosuax y4dyactua nadueHTta B KIMMHUYECKOM WcCnenoBaHUMM JNeKapCTBEHHOro npenapara Aand MeguunHCKOro
NPpUMEeHeHnA;

4) O uenu nnn uendax n npoaosikKUTENbHOCTU KIMMHUYECKOro nccrieaosaHuna nekapCTtBeHHOro npenapara gna MmeamumHCKoro
NpUMEeHeHnd;

5) O OENCTBUAX NauMeHTa B cny4yae HenpeaBnageHHbIX Sd)(peKTOB BIMMAHNA NEeKapCTBEHHOIO npenapara Ana MeanumHCKoro
NnpMMeHeHnA Ha COCTOoAHME ero 340p0BbA;

6) 06 ycrnoBusix 06s13aTeNbHOr0 CTPaxoBaHMS XU3HW, 300POBbS NALMEHTA;

7) 0 rapaHTUsAX KOHUOEHUMANbHOCTU yYacTUs NaumMeHTa B KINMHNYECKOM UCCrefoBaHUN NekapCcTBEHHOro npenapara ans
MeOMLMHCKOTO NMPUMEHEHUSI.

3. [lobpoBonbHOe cormacue nauuMeHTa Ha ydacTve B KITMHUMYECKOM MCCIiedoBaHWM eKapCTBEHHOro npenaparta ans
MeOMLUMHCKOTO MPUMEHEHNUS TOATBEPXOAeTCs ero MOAMWACLI0  UINM  MOAMUCHI0  Eero  3aKOHHOrO  MpeacTaBuTens  Ha
MHPOPMALIMOHHOM NUCTKE MauueHTa.

4. MauMeHT unm ero 3akoHHbIN npeacrasuTerlb UMEET npaBo OTKa3aTtbCA OT y4acCcTua B KIIMHUMYECKOM uccnenoBaHuin
JNIeKapCTBeHHOro npenapara ana MmeguumHCKOro npuMmeHeHna Ha nobon cTaaunn nposegeHna Takoro nccregoBaHuA.

5. MNpoBeaeHne KNMHUYECKOrO UCCNEeAOBaHNS NIeKapCTBEHHOrO npenaparta Ans MeQUUUHCKOro NPUMEHEHUS C y4acTMeM B
KayecTBe NauMeHTOB AeTeln JONYCKAeTCs TOSMbKO C COornacus B MMCbMEHHON hopMe UX poguTenen, ycelHoBuTenen. et moryt
paccmaTtpumBaTbCsa B KAa4eCcTBe MOTEHUManbHbIX NALUMEHTOB Takoro UCCreaoBaHus, TONMbKO €Cnu ero npoesefeHne Heobxoanmo
ONA yKpensneHus 300poBbs AeTer Unn NpounakTukm MHPEKUMOHHbIX 3aboneBaHun B ETCKOM Bo3pacTe nMbo ecnu Lenbto
TaAKOro MCCNeaoBaHUA SIBNAETCA MOMyYeHUEe OaHHbIX O Haunydllen [O03UPOBKE JEKApCTBEHHOrO npenaparta Aansd neyeHust
aeten. B aTux cnydasx TakOMy WCCRNeqoBaHWIO OOSPKHO MpeawecTBoBaTb KIMHUYECKOE WCCrefoBaHWE JeKapCTBEHHOMO
npenapata gnsi MEOUUMHCKOrO MPUMEHEHMSI Ha COBEPLUEHHONMETHUX rpaxdaHax, 3a WCKYEHWEM CrnydaeB, €ecnu
ncenegyemblin NEKApCTBEHHbIN NpenapaT Ans MeAULMHCKOrO NPMMEHEHUS NpegHa3HayYeH NCKMI0YNMTENBHO AN UCNONb30BaHMS
HECOBEPLUEHHONETHUMW rpaXkgaHamu.

(Yactb B pepakumu, BBeaeHHON B genctene ¢ 22 Hosbps 2014 roga PenepanbHbiM 3akoHOM OT 22 okTa6pa 2014 roga N
313-®3. - Cm. npeablayLLyio peaakLuio)
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6. 3anpeu.LaeTc;| npoeegeHne KrnmHn4ecKkoro nccrnegoBaHnAa nekapCTtBeHHOro npenapara gna meanunHCKoro npuMeHeHunsa
C y4yactmem B Ka4vyecCTBe NauneHToB:

1) neten-cupoT 1 geTen, octaBlumxca 6e3 noneveHnsa poamTenen;

2) XeHWWUH B nepuos 6epeMeHHOCTU, XEHLUMH B Mepuop rpyaHoro BCKApMIMBaHUS, 3a WCKIOYEHWEM CrydYaeB, ecnu
NMPOBOANTCS KIIMHUYECKOE WCCEeAoBaHWe NeKkapCTBEHHOrO npenapaTa, npegHa3Ha4YeHHOro Ansl YKasaHHbIX KEHLWWH, npu
YCNoBUM HeoBXoaMMOCTM MOSyYeHUst MHOpMaLuM TOSMbKO BO BpPeMsi MPOBEAEHUS COOTBETCTBYIOLUMX  KIMUHUYECKUX
uccrnefoBaHWii U MPUHATMS BCEX HEOOXOOMMBIX Mep MO WCKIOYEHUID puUcka HaHECEHWs Bpeaa >KEeHWWHe B nepuosd
6epeMEHHOCTH, KeHLLUMHE B Nepyog, rpyaHOro BCKapMiMBaHuWs, nrogy unm pebexky;

3) BOEHHOCNYXaLLUMX, 32 UCKIIOYEHMEM CryYaeB NpOBeAeHUs KITMHUYECKOro UCCNefoBaHUS NekapCTBEHHOrO npenapara,
cneumanbHO pas3paboTaHHOro Ansi NPUMEHEHNST B YCIOBUSIX BOEHHbIX OENCTBUN, Ype3BblYaliHbIX CUTYaLuUA, NPOUNaKTUKLA 1
nevyeHus 3aboneBaHUN N NOPAXEHUA, NOMYYEHHbIX B pe3ynbTaTe BO3AEeNCTBMSA HEONAronpuATHbIX XMMUYECKMX, BUONornyeckux,
paguauunoHHbIx hakTopoB. KnvHuyeckoe nccnegoBaHne Takoro fiekapCTBEHHOro npenapara MOXeT NpoBoAUTLCS € ydacTueM B
KayecTBe MauMeHTOB BOEHHOCITYXalUMX, 3a WCKITHOYEHUEM BOEHHOCMYXaLuux, MPOXOASLIMX BOEHHYK cryxby no npusbiy, C
cobniogeHnem TpeboBaHui, yCTaHOBMEHHbIX HAcToALWMM PeaepanbHbIM 3aKOHOM B OTHOLLEHUU FPaXaaHCKUX NuL;

4) COTPYOHMKOB NMpaBOOXPaHUTENbHbIX OPraHOB;

5) nuu, oTObLIBAKOLLIMX HAKa3aHWe B MecTax NULLEHNUA CBOBObI, @ TaKKe MWL, HAXOAALMXCA MO CTPAXeN B CNeACTBEHHbIX
nsonaTopax.

7. OonyckaeTca npoBefeHWe KMMHUYECKOrO UCCIea0BaHUS NIekapCTBEHHOro npenapara A/l MeaMUMHCKOrO NPUMEHEHWS,
npeaHasHayYeHHOro Ansi JIeYeHUst NCUXMYECKMX 3aboneBaHWi, C y4acTMeM B KayecTBe MauWMeHTOB fvL C MCUXUYECKUMU
3aboneBaHUsAMM, NMPU3HAHHbIX HEAEECNOCOBHEIMM B NOPSiAKE, YCTAHOBIIEHHOM 3aKkoHoAaTenbCcTBOM Poccuiickon depepaumn.
KrnmHnyeckoe uccriefoBaHue NEKapCTBEHHOMO MpenapaTa B 9TOM Criydae NPOBOAUTCS NMPU HanMuuy cornacusi B NUMCbMEHHOM
hopMe 3aKOHHbIX NMPeacTaBUTENEN YKadaHHbIX NnL,.

KommeHTapum k ctatbe 43

CTATbS 44. OBA3ATEJIbHOE CTPAXOBAHME XXU3HWU, 300OPOBbA NMALMUEHTA, YHACTBYIOLLEIO B
KNMMHWYECKOM UCCNEOOBAHUU NEKAPCTBEHHOI'O NMPENAPATA AnsdA MEANUUWHCKOIO NPUMEHEHUA

1. OpraHusauusi, nonyyvBLIas paspeLleHre Ha OpraHM3auuio NPOBEAEHUS KIMHUYECKOTO UCCNEAOBaHNS NEKapCTBEHHOMO
npenapara ans MeauLUMHCKOro NpuMeHeHusl, 00si3aHa B KayecTBe CTpaxoBaTensl CTpaxoBaTb PUCK NPUYMHEHUSI Bpeda XU3HW,
30POBbI0 NALUMEHTA B pedynkTaTe NPOBEAEHUS! KIMHUYECKOTO MCCINEAoBaHNs NEKapCTBEHHOMO npenaparta afs MeamuUMHCKOro
NpUMEHeHWs1 3a CBOW CHET MyTeM 3aKioYeHWsl oroBopa 06A3aTeNlbHOr0 CTPaxoBaHus.

2. O6beKkToM 00s13aTENbHOr0 CTPaxoBaHUS ABMSETCS MMYLLECTBEHHbI UHTEpPEC nauMeHTa, CBA3aHHbIA C NMPUYUHEHVEM
Bpeda €ro >XW3HW WNKN 300pOBbl0 B pesynbrate NPOBEOEHUs KIMHUYECKOro MCCRedoBaHUst NekapCTBEHHOro npenapaTta Aans
MEANLIMHCKOIO NMPUMEHEHUS.

3. CtpaxoBblM criy4aem Mo [oroBopy o6si3aTernibHOro CTpaxoBaHWUsi SIBMSIETCS CMepTb NauveHTa Wnv yxygleHue ero
3[10pOBbsi, B TOM 4uUcrie Briekyliee 3a coboil yCTaHOBMNEHWE WHBANMAHOCTU, MPU HanNM4YuM NPUYMHHO-CNEACTBEHHON CBA3U

Mexay HactynineHunem 3T1oro cobbIThsA 1 y4qyacTtnem nauymeHTa B KInnmHM4eCkoM nccrnenoBaHum nekapCTtBeHHOro npenapara.

4, Tpe6OBaHVI$-| O BO3MelleHUn Bpeaa, NpUYNHEHHOIro XU3Hn nnn 34opoBblo NauneHTa, NnpeabAaBnATCA B Te4eHNEe CPOKOB
MNCKOBOW AaBHOCTH, YCTaHOBJTE€HHbIX rpaXaaHCKMM 3akoHOOaTeIbCTBOM.

5. Pa3mep cTpaxoBoii BbinnaTel N0 4OrOBOPY 06513aT€NbHOrO CTPaxoBaHWsl COCTaBIISIET:

1) B crniy4yae cMepTU nauveHTa OBa MWNANMOHA pybnen Ha Kaxaoro nauMeHTa, y4yacTBOBABLUENO B KIMHUYECKOM
nccrneaoBaHUM NEKApCTBEHHOTO Npenapara;

2) Npu yxyaLweHUn 300poBbs NaumeHTa:

[okyMeHT coxpaHeH ¢ noptana docs.cntd.ru — anekTpoHHoro coHaa us 6onee 25 000 000 HopMaTUBHO-NPABOBbLIX U HOPMATUBHO-TEXHUYECKUX JJOKYMEHTOB


http://docs.cntd.ru/
http://docs.cntd.ru/document/420321621#A8K0NH

06 obpalLeHun nekapcTBEHHbIX CpeacTB (C M3MeHeHusAMM Ha 19 aekabps 2022 ropa) (pegakums, gercTeytolas ¢ 1 mapta 2023 CTtpanuua 82
roga)
®edeparnbHblli 3akoH om 12 anpens 2010 e. Ne 61-@3

a) noBrekwemM 3a cobon yCTaHOBIIEeHNe MHBaNMgHoOCTU | rpynnbl, OAUH MUIUJTMOH NATbLCOT TbICAY py6J'|el7| Ha Kaxgoro
nauneHTa, ydactBoBaBLUEro B KIMMHNYECKOM nccrnenoBsaHnn NiekapCTtBEeHHOIo npenapara;

6) noenekwem 3a coboi ycTaHOBNeHWe WHBanuaHocTw Il rpynnbl, OAMH MWUANWOH pybnelr Ha Kaxaoro nauueHTa,
y4aCTBOBAaBLUErO B KNMHUYECKOM 1CCIeqoBaHUN eKkapcTBEHHOIO Npenapara;

B) noBnekwem 3a cobow ycrtaHoBneHue wuHBanuagHoctu Il rpynnbl, NATbCOT ThicAd pybnen Ha Kaxgoro naumeHTa,
y4acTBOBAaBLUETO B KIIMHUYECKOM MCCIegoBaHUM NeKapCcTBEHHOIO Npenapara;

r) He noBnekwem 3a coboln YCTaHOBMEHUA MHBaNUOHOCTU, He Gonee 4Yem TpucTa TbicaY pybnen Ha Kaxaoro naumeHTa,
Y4aCTBOBABLLETO B KITMHUYECKOM UCCNEAOBAHNN NIEKAPCTBEHHOMO Npenaparta, UCxoas M3 HOPMaTUBOB, OTPaKatoLLMX XapakTep
N CTENEeHb MOBPEXOEHWUs] 340POBbs, a Takke (PAKTUYECKM MOHECEHHLIX MaUMEHTOM PaCXOAOB, BbI3BaHHbLIX MOBPEXOEHUEM
30,0pPOBbS, HA MEANLIMHCKYIO MOMOLLb, MPUOBPETEHNE NEKAPCTBEHHbLIX NPenapaToB.

(MognyHKT B pepakumun, BBegeHHon B gencteune ¢ 1 unonsa 2015 roga PenepansHbiv 3akoHOM oT 22 aekabpa 2014 roga N
429-03. - CM. mpeablayLLyI0 PEAAKLIMIO)

6. Yactb ytpatuna cuny ¢ 1 wona 2015 roga - PedepanbHbii 3akoH o1 22 aekabpa 2014 roga N 429-93. - Cwm.
npeabiAyLLYo pefakLmio.

7. CpOK aoroeopa obsi3aTenbHoro CTpaxoBaHUda He MOoXeT ObITb MeHee, 4eM CpPOK npoBeaeHuna KIMHU4YeCcKoro
ncenenoBaHnAa nekapCcTtBeHHOro npenapara.

8. Ycnosua gorosopa o6a3aTenbHOr0 CTpaxoBaHWS, B TOM YMUCIe CTpaxoBble Tapudbl No ob6A3aTenbHOMY CTpaxoBaHWUIo,
nepeyeHb HeobXOAMMbIX OOKYMEHTOB AN OCYLUECTBMEHMS CTPaAxOBOW BbiNfaTbl, MOPSAOK YCTAHOBMEHMS CTpaxoBaTenem
MHOVBMAOYANbHOMO WOEHTU(MKALMOHHOIO Koda naumMeHTa, NOpPsSAOK MHAOPMUPOBAHUA CTpaxoBaTeneM CTpaxoBLiMKa O
NPUBIEYEHHbIX K KITMHUYECKOMY WCCReLoBaHWIO NEKapCTBEHHOrO npenaparta Ans MeauuMHCKOro MpUMMEHEHUs nauueHTax,
NOpsiAOK ynnaTtbl CTPaxoBOW MpemMuu, NOPALOK peanuaauum onpeaeneHHbix Hactosawmm degepanbHbiM 3aKOHOM U ApYTrMK
denepanbHbIMK 3aKOHaMu MpaB M 06s1I3aHHOCTEN CTOPOH MO JOroBopy 00A3aTeNbHOrO CTPaxOBaHWs, a Takke HOpPMaTuBbl,
OTpaxkalolimMe XapakTep M CTeneHb MOBPEXOEeHUA 300pOBbsl, YCTAHABMMBAKTCA TUMOBbIMW NpaBunamu o006a3aTenbHOro
CTpaxoBaHusi.

(YacTtb B pegakuuun, BBegeHHom B aenctene ¢ 1 nons 2015 roga degepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-
®3. - CMm. npeapiayLwLyo PeAaKLnio)

9. B cnyyae npuinHeHnda Bpeaa X1U3HMW nauneHTa, ydacTBoBaBLUEro B KIIMHWYECKOM WccneagoBaHUM JnekapCTBEHHOIo
npenapara, BbIFOﬂ,OI'IpI/IO6peTaTeJ'I$|MVI no Ooroesopy obsi3aTensHoro CTpaxoBaHUA 4ABNAKTCA rpaxjgaHe, nMmerLline npaBo Ha
BO3MeLleHMe Bpena B clydae CMepTu KopMuibLUa B COOTBETCTBUN C rpaXaaHCKMM 3aKOHOA4ATENMbCTBOM, NMPU OTCYTCTBUN TaAKUX
rpaxgaH - pogutenu, cynpyr, Aetu ymepulero nauuveHTa, y4vacTtBoBaBLUEro B KIIMHUYECKOM UccCregoBaHUM nekapcTBeHHOro
npenapara, B Cliydae CMepTu nauumeHTa, ydacTBoBaBLUEro B KIMHUYECKOM UCCregoBaHUM NeKapCTBEHHOro npenapara U He
MMEBLLEro CaMOCTOATENNbHOINO Aoxopaa, - rpaxpaHe, Ha WXAMBEHUN KOTOpPbIX OH Haxoauncd, B OTHOLWIEeHWM BO3MeLlleHUd
pacxogoB Ha norpe6eHV|e nauuneHTa, ydacrtBoBaBLUEro B KIMMHUYECKOM UccrnenoBaHun nekapCcTtBeHHOro npenapara, - nmuo,
NMoHecLllee Takme pacxogbl.

10. CTanOBaFI Bblnjiata B CHET BO3MelleHuA Bpeaa, NpU4YnHEeHHOro XM3Hun nauuneHTta, y4YactBoBaBLUEro B KIIMHN4YECKOM
nccnengosaHNMM  NekapCTBeHHOro npenaparta, pacnpegendetca  mexay BbIFO,D,OﬂpVIO6peTaTeﬂﬂMVI nponopunoHanbHO UX
KONnn4ecTBY B paBHbIX O0NAX.

11. Mpu HacTynneHUn CTPaxoBOro criyyasi MauueHT, Y4acTBOBaBLUMIA B KIMHUYECKOM WCCNEOoBaHWM NEKapCTBEHHOIO
npenapara, BblrogonpuobpeTaTtenb BrnpaBe NPeabsBUTbL HEMOCPEACTBEHHO CTPAxOBLUMKY TpeGoBaHME O BO3MELLEHUU
npuyvHeHHoro Bpepa. CTpaxoBasi BbiMnata OCYLIECTBASIETCS CTPaxOBLUMKOM B TedeHVWe Tpuauaty [Heid co  OHs
NpeacTaBneHnss HeobXxoauMbIX OOKYMEHTOB. [lauueHT, yyacTBOBaBLUMIA B KIMHUYECKOM WCCred0BaHUWU J1eKapCTBEHHOrO
npenaparta, WnIu BblrogonpuobpeTtaTenls 00513aH COOGLWMTbL CTPaxXOBLUWKY [Afsl OCYLECTBIIEHWS CTPaxOBOMW BbiMmaThl
VHOUBMAYANbHBLIA MOEHTUMWKALMOHHBLIA KOA NauueHTa, YCTAHOBMEHHbLIN CTpaxoBaTerneM B COOTBETCTBMM C TUMOBLIMU
npaeuiamy o6a3aTernibHOr0 CTPaxoBaHMs.

12. Jo nonHoro onpeaeneHna pasmMmepa noarnexallero Bo3MeLleHUI0 Bpeda CTPaxOBLUMK MO 3adBNEeHU0 MnauueHTa,
y4YacTBOBaBLUEro B KIIMHUYECKOM UCCriegoBaHUM NeKapCTBEHHOIo npenaparta, Unn 3asaBrneHunto BbIFOﬂ,OI'IpI/IO6p6TaTeJ'IF| BrnpaBse
OCyLLUeCTBUTb 4YacCTb CTanOBOVI BbIMNJ1aTbl, COOTBETCTBYHOLLYIO d.)aKTI/I\-IeCKVI onpe/J,eneHHoﬁ YacTn NpUYNHEHHOTIO Bpeaa.
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13. CTanOBaﬂ BblMJjlata B COOTBETCTBMKA C OOroBOpOM 0bs3aTenbHOro CTpaxoBaHuA OCyLUeCTBIAeTCA He3aBUCUMMO OT
BblInmaTt, npuynTarolmnxca no apyrmm sugam CtpaxoBaHUA.

14. He gonyckaetcda yyYactue nauueHta B npoBeaeHUn KIMMHUYEeCKOro uccnenoBaHUA JNeKapCTBEHHOro npenapara npu
OTCYTCTBUM Ooroeopa obsizaTenbHOro CTpaxoBaHuA.

15. KoHTponb 3a UCNOSIHEHMEM OpraHu3aumen, NonyyMBLUEN pa3peLleHne Ha OpraHu3aumito NPOBEAEHMS KIMHUYECKOrO
MUCCNeaoBaHUA IeKapCTBEHHOrO npenapata  Ans MeaMUMHCKOro MPUMEHEHUs, YCTaHOBMEHHOW HacCTosWen cTaTtben
06a3aHHOCTM NO 06s13aTENBbHOMY CTPaXOBAHUIO XKM3HW, 300POBbA NaUMeEHTa, y4acTByoLero (y4acTBOBaBLUEro) B KITMHNYECKOM
nccneaoBaHUM NEKapCTBEHHOIO npenapara, OCYLECTBAETCS YNOMHOMOYEHHbIM doedeparibHbiM OpraHOM WCMOMHUTENBHON
BNacT, BblJaBLUMM paspelleHne Ha MpOoBEeAeHME KIMHUYECKUX WCCIEeAOBaHUA NEeKapCTBEHHbLIX MNpenapaTtoB  Anis
MEOVNLNHCKOrO NPUMEHEHNS.

(Ctatbsa B penakumm, BBegeHHon B genctene ¢ 1 sHeapsa 2011 roga PeaepanbHbiM 3akoHOM 0T 29 HoAbps 2010 rona N
313-03. - Cm. NpeablAyLLYIo peaakLmio)

KommeHTapun k ctatbe 44

MMABA 8. NPON3BOACTBO U MAPKUPOBKA INNEKAPCTBEHHbIX CPEACTB

CTATbA 45. NPON3BOACTBO JIEKAPCTBEHHbIX CPEACTB

1. TNpoun3BoacTBO  NEKAPCTBEHHbIX CPEACTB  AOMKHO COOTBETCTBOBATb TpeboBaHWsSM  MpaBun  Hagnexaiien
NPOVN3BOACTBEHHON MPAKTUKW, YTBEPXKOAEHHBLIM YMOMHOMOYEHHbIM  doegepanbHbIM  OPraHOM  UCMOMHMTENBHON  BnacTu.
OcobeHHOCTM nepexoga MpPOM3BOACTBA OTAENbHbIX JIEKAPCTBEHHBLIX CPeacTB K WX MPOU3BOACTBY B COOTBETCTBMM C
TpeboBaHMAMW nNpaBuN Hagnexailen MNpPOU3BOACTBEHHOW NPaKTUKU ycTaHaenuealoTcs [lpaButenscTtBoM Poccuiickom
depepauun. Bblgada 3akflOYEHMM O COOTBETCTBUM NPOU3BOAUTENS JIEKApPCTBEHHLIX cpeactB TpeboBaHWsIM  npaBuil
Hagnexawlen npou3BOACTBEHHOM MPAKTUKM  OCYLIECTBRSETCA MO  pesynbrataM  WHCNEKTUPOBaHWUS  NpousBoauTenen
nekapcTBeHHbIX cpeacTB B nopsgke, ycraHoBrneHHoM [paButensctBoM Poccuiickon ®epepaumun. Pasmep nnatbl 3a Bbigady
3aKIH04YEHUS O COOTBETCTBUMN NPOM3BOAUTENS NEKAPCTBEHHbLIX CPEACTB TpeboBaHUSAM NpaBuIl Hagnexallen Nnpon3BoaCTBEHHOMN
npakTukn yctaHaenueaeTcs [lpaButensctBoMm Poccuiicko ®epepauuun. [lopsgok  opraHusaumMmM UM NpoBedeHust
WMHCNEKTUPOBAHUS MNPOU3BOAUTENEN NEKAPCTBEHHbIX CPEACTB Ha COOTBETCTBME TpeboBaHWsSM npaBun  Haanexaien
Npoun3BoACTBEHHON NPaKTUKM ycTaHaenueaetcd NpasutensctBoM Poccuiickon ®egepaunn.

(Yactb B pegakunn, BBegeHHon B genctane ¢ 25 uwoHa 2012 roga PenepanbHbiM 3akoHoM oT 25 uioHa 2012 roga N 93-
®3; B pegakumm, BBeaeHHON B Aencteue ¢ 22 Hos6psa 2014 roga PeaepanbHbiM 3akoHOM OT 22 okTa6psa 2014 rona N 313-93;
B pegakuun, BBegeHHon B gencteue ¢ 1 nonga 2015 rona PenepanbHbiM 3akoHoOM OT 22 Aekabpa 2014 roaa N 429-93. - Cwm.
OReabIAyLLYI0 pefaKLmio)

2. [MpomsBogcTtBo rfekapcTBeHHbIX cpeacte B Poccuiickon ®depepaumm  OCYLLECTBRASETCS  MPOM3BOAUTENSMMU
NEeKapCTBEHHbIX CPeACTB, UMEHOLMMN JIMLEH3NI0 Ha NPOM3BOACTBO fIeKapCTBEHHbIX cpeacTB. NoaTBepXaeHne COOTBETCTBUSA
nuueH3MaTa npasunam Hagnexaiien NpPousBOACTBEHHOW MPAKTMKU OCYLLECTBASETCA B pamMKaxX NMLUEH3NOHHONO KOHTpONs B
COOTBETCTBUM C 3akoHodaTenbCcTBoM Poccuiickon ®enepaumm ¢ y4eTOM OCOBGEHHOCTEN, yKasdaHHbIX B YacTu 1 HacTtosulen
cTartbM.

(Yactb B pepakumu, BBeaeHHON B genctene ¢ 22 Hosbps 2014 roga PenepanbHbiM 3akoHOM OT 22 okTa6psa 2014 roga N
313-93; B pegakumm, BBegeHHon B gencteme ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-

®3. - Cm. mpeaplAyLLY0 PEAAKLIMIO)

2 1. Ona uenenm nUUEH3MPOBAHUA MPOM3BOACTBA JIEKAPCTBEHHbIX CPeacTB AN MEeOUUMHCKOTO MNPUMEHEHUS W
WHCMNEKTUPOBaHUSI CyOBbEKTOB OOpallleHUss NeKapCTBEHHbIX CPeACTB Ha COOTBETCTBME TpeboBaHWsM MpaBun Haanexallen
NPON3BOACTBEHHON MNPaKTUKN dedepanbHbli  OpraH  UCMOMHUTENbHOW  BRacTW, OCYLUECTBSIOWNA  FOCYAapCTBEHHYHO
permcTpaumio NeKkapCTBEHHbIX MpenapaTtoB Ans MeAMUMHCKOro MpUMEHEHUs, npefocTaBngaeT deaepanbHOMY oOpraHy
NCMNONHUTENbBHOW BNacTW, OCYyLLeCTBRsLWeMy deaepanbHbll rocyaapCTBEHHbIA FIMLEH3NOHHBIN KOHTPOMb OeATEeNbHOCTU Mo
NPOu3BOACTBY fEKapCTBEHHbIX CPeACTB ANA MeOMULMHCKOrO NPUMEHEHWs, MO ero 3anpocy B paMKax MeXBegOMCTBEHHOro
WHOPMALIMOHHOIO B3aMMOLENCTBUA B MNOpsiAKe, YCTaHOBNEHHOM dhedeparnbHbiM  OpraHoM WCMOMHUTENBHOM BRacTy,
OCYLLECTBIIAOWMM  NMLUEH3NPOBaAHNE MNPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB  ANd  MEOULMHCKOTO MPUMEHEHMS, U
denepanbHbIM - OpraHOM  MCMOSNTHUTENBLHOW BMACTWU, OCYLLECTBASAOWMM FOCYAAPCTBEHHYO PErucTpauuio fnekapCcTBEHHbIX
npenapaTtoB Ansi MEOMLMHCKOIO NPUMEHEHUs, CBeAEHWUs O JEeKapCTBEHHbIX CpeAcTBax, yKasaHHble B 4actv 5 ctatbu 18
HacTosuwero PenepanbHOro 3akoHa, B TOM YUCIE B CriyYae, eCniv TakMe CBeAEHUsI COCTaBNSAOT KOMMEPYECKYIO TalHy.

[okyMeHT coxpaHeH ¢ noptana docs.cntd.ru — anekTpoHHoro coHaa us 6onee 25 000 000 HopMaTUBHO-NPABOBbLIX U HOPMATUBHO-TEXHUYECKUX JJOKYMEHTOB


http://docs.cntd.ru/
http://docs.cntd.ru/document/902247741#7DU0KB
http://docs.cntd.ru/document/902248577#8Q00LU
http://docs.cntd.ru/document/420321621#A8Q0NJ
http://docs.cntd.ru/document/902353938#8PA0LU
http://docs.cntd.ru/document/420227433#7DM0KC
http://docs.cntd.ru/document/420241318#A720N6
http://docs.cntd.ru/document/420272335#8QO0M6
http://docs.cntd.ru/document/902209774#8QO0M6
http://docs.cntd.ru/document/420227433#7DO0KD
http://docs.cntd.ru/document/420241318#A760N7
http://docs.cntd.ru/document/420272335#8QQ0M7
http://docs.cntd.ru/document/902209774#A8I0NK

06 obpalLeHun nekapcTBEHHbIX CpeacTB (C M3MeHeHusAMM Ha 19 aekabps 2022 ropa) (pegakums, gercTeytolas ¢ 1 mapta 2023 CTtpanuua 84
roga)
®edeparnbHblli 3akoH om 12 anpens 2010 e. Ne 61-@3

(YacTtb gononHutenbHo BkNtoveHa ¢ 25 uonga 2022 ropga PenepansHbiM 3akoHoM oT 14 uiong 2022 roaa N 311-93)

3. rlpOI/I3BOﬂ,CTBO NNeKapCTBEHHbIX CpeaCTB OCYLLUEeCTBNAETCA C cobniogeHnem Tpe6OBaHVIIZ NPOMBbILUITIEHHOIO pernamMeHTa,
KOTOprVI yTBEpPXOAaeTCAaA pykoBoguTenemMm npousBoaunTeENA JieKapCTBEHHbIX CpeacTB W BKMKO4YaeT B cebsi nepeyeHb
NCNOJ1b3yEMbIX (*)apmaueBqueCKmx Cy6CTaHLlI/II7I M BCnomMorarteribHbliX BeWweCTB C yKa3aHMeM KOoJim4vecTBa KaXAaoro m3 HUX,
OaHHble 06 ncnoJjib3yemMmom 060pyLI,OBaHI/IVI, onncaHne TexHOormM4eckoro npouecca M MeTogoB KOHTPOSiA Ha BCEeX 3dranax
npon3BoACTBaA JNIEKapCTBEHHbLIX CPeACTB.

4. Tpy NpPomn3BOACTBE feKkapCTBEHHbIX CPeAcTB MCNOMb3ylTca dapmMaueBTuyeckme cybCcTaHumMW, CBEAEHUA O KOTOPbIX
cogepxarcs B [OCYyNapCTBEHHOM peecTpe MeKapCTBEHHbIX CPEACTB, 3a WCKMYeHueM dapmaueBTUHecknx cybctaHumm,
Npon3BOANMbIX AMsi NPOBEAEHUS KITMHUYECKUX UCCnefoBaHui n ans akcnopta. K npoueccy npovssoacTea apmMaLeBTU4eckomn
cybcTaHuum oTHocATcs  nobble  CTagun  TEXHONMOrMYecKoro npouecca, MO3BONSAKLINE MNOMYyYUTb T[OTOBbIA  NPOAYKT,
COOTBETCTBYIOLWMI TpeboBaHMAM ¢apMaKkoneHon cTaTbu, B TOM 4ucne depMeHTaums, 3KCTpaKkumsi, O4YUCTKa, BbiOeNeHune,
nepekpucTannusauus, BbiCyLUMBaHWe, U3MmenbdyeHne. B cnyyae HeobxoaMMOCTM MCMONb30BaHWUSA 3TUIOBOrO CNMpTa, B TOM
yncne dpapmMaueBTUYECKON CybCTaHUumM cnupTa 3TUNOBOro (3TaHona), Npy NPOU3BOACTBE NEKAPCTBEHHbLIX CPEACTB B Ka4ecTBe
OENCTBYIOLLEro U (MNK) BCMOMOraTenbHOro BELEeCTBa, a Takke B UHbIX TEXHOMOIMYECKUX Liensx AOMKHa ObiTb MCMOnNb3oBaHa
TONbKO hapmaLieBTM4eckas cybcTaHuusa cnvupTta 3TUNOBOro (3TaHon).

(YacTb B pegakunm, BBegeHHow B aenctaue ¢ 1 uonsa 2015 rona PenepanbHbiv 3akoHOM 0T 22 nekadpa 2014 rona N 429-
®3; B pegakunn, BBeaeHHom B aenctene_c 28 nekabps 2019 roga PenepanbHbiv 3akoHoM oT 27 aekabps 2019 rona N 462-
®3; B pegakunn, BBegeHHom B aenctene ¢ 29 gekabpsa 2020 roga PenepanbHbiM 3akoHoM oT 27 aekabps 2019 rona N 481-
®3. - Cm. NpeaplayLLyo peaaKkLmio)

4 1. MNepeyeHb NEKapCTBEHHbLIX MpenapaToB Ans MeQULMHCKOrO NPUMMEHEHWs!, B OTHOLLEHUM KOTOPbLIX YCTaHaBNMBaOTCA
TpeboBaHMs K OObemy Tapbl, YNakoBKE W KOMMMEKTHOCTU, MEpeYeHb JeKapCTBEHHbLIX MpenapaToB AN BeTepUHApPHOro
NPUMEHEHMS1, B OTHOLLEHNM KOTOPbIX YCTaHaBNMBaloTCA TpeboBaHUS kK oO6beMy Taphbl, a Takke TpeboBaHMs K 0ObeMy Tapbl,
YyMaKoBKE WM KOMMMEKTHOCTM JleKapCTBEHHbLIX MpenapaToB ANs MeOULUMHCKOrO NpuMeHeHusi, TpeboBaHus kK obbeMy Tapbl
neKkapcTBEHHbIX NpenapaToB ANsi BETEPUHAPHOTO MNPUMEHEHUsI OMNPeaensitoTCss COOTBETCTBYOLWMUMU  YNOMHOMOYEHHbLIMA
deepanbHbIMK OpraHamm UCMNOSNHUTENbLHOW BRacTu B Nopsigke, yctaHoBneHHoM MNpaeutensctBoM Poccuiickon ®egepaumn.

(YacTe pononHutensHo BkNtodeHa ¢ 1 nionsa 2015 roga PenepanbHbIM 3akoHOM OT 22 fekabps 2014 rona N 429-93; B
penakuun, BBefeHHoN B genctene ¢ 15 aekabps 2015 roga PenepanbHbiv 3akoHoM ot 14 aekabpa 2015 rona N 374-93. - Cwm.

npeabiayLy PeAakLno)

4 2. OpraHnsaumm, OCyLLECTBNsIOWME NPON3BOACTBO hapMaLeBTMYECKOM CyOCTaHUMM cnupTta STUIOBOro (dTaHona) ans
Nnpon3BOACTBa CNMPTOCOAEPXALLUX NEKapCTBEHHbIX NpenapaToB, 006s13aHbl OCYLLECTBNATbL y4eT B MOPSAKe, YyCTaHOBMEHHOM
ctatbamun 8 n 14 PepepanbHOro 3akoHa oT 22 Hoabpa 1995 roga N 171-®3 "O rocynapcTBEHHOM perynvpoBaHum
NpPOV3BOACTBA M 0OOPOTa STUNOBOIO CMVPTA, aNKOronbHOW 1 CNMPTOCOAEKALLEeN NPOoayKLMK 1 06 orpaHnyeHun notpebnenns
(pacnutug)__ankoronebHow npoaykumun”. [MpousBoacTBo apmaueBTMyeckon cybcTaHumm cnvpTa 3TUMAOBOro  (3TaHona)
OOMyCKaeTcs TONMbKO OpraHu3aLlumen, OCYLLIEeCTBMSILWEN NPOU3BOACTBO PEKTU(MKOBAHHOIO 3TUIIOBOIO CNMpTa M3 MULLIEBOIO
Cblpbsi HA OCHOBaHMU JIMLUEH3UN Ha MPOW3BOACTBO ITWUMOBOMO CnNupTa Anis npousBoacTBa dapMaueBTUYECKON cybcTaHuum
crnupTa 3TUIOBOrO (3TaHoma) B COOTBETCTBUM C TpeboBaHusMy PenepanbHoro 3akoHa ot 22 Hoa6pa 1995 ropga N 171-93 "O
[OCyAapCTBEHHOM _perynvMpoBaHuy MPOM3BOACTBA M 000poTa STWOBOIO CMAWPTA,_ ankorofbHOW WM CNMPTOCOAepXallewn
npoayKuMn 1 0B orpaHMYeHrn NoTpedbneHunsa (pacnuTusa) ankoronbHoOW NPoAyKUMK", METOOAOM pa3BedeHUs BOAOW OYULLEHHOWM
Takoro 3TUNOBOrO  CNMpTa, MNPOM3BEOEHHOr0 [OaHHOW opraHusauuend Mo MeCTy OCyLeCTBMeHWs MpOu3BOACTBA
dapmaLeBTMYECKOM CybGCTaHUmMM cnupTa STUNOBOIO (3TaHona).

(HacTtb gononHutensHo BkNtodeHa ¢ 1 aHBapsa 2017 roga PenepanbHbiM 3akoHoM oT 3 umionsa 2016 roga N 261-93; B
penakuun, BBefeHHoW B aencTene ¢ 29 aekabps 2020 roga PenepanbHbiv 3akoHoMm ot 27 Aekabpa 2019 rona N 481-93. - Cwm.

0ReAbIAYLLYI0 PeAaKLmio)

4 3. WNHgmBupayanbHble npeanpuHUMaTeny W lopuanyeckne nuua, OCYLUEeCTBASKLWME 3akynky W UCNonb3oBaHue
dapmaueBTMyeckor cybcTaHuMM cnnpTa STUMOBOMO (3TaHomna), a Takke MPOW3BOACTBO, M3roToBreHMe M (Mnu) obopoT (3a
WCKIIOYEHMEM PO3HUYHOW MNPOAAXW) CNMPTOCOAEpPXKaLUMX NeKapCTBEHHbIX npenapatoB, 06s3aHbl OCYLUECTBNATbL UX YYET U
JeKrapupoBaHue B nopsiake, yCTaHOBMEHHOM cTatbsamMu 8 u 14 denepanbHOro 3akoHa ot 22 Hosbpa 1995 rona N 171-93 "O
[OCYNapCTBEHHOM pEerynupoBaHuM  Npou3BoAcTBa M- oBopoTa  3TMIIOBOIO CNMPTA,  anKOronbHOW WM COMPTOCOoAepXKallewn
npoaykumu n o6 orpaHMyeHnmn NoTpednerHns (PacnUTUN ) ankoronbHON NPOAYKLMK".

(YacTtb pononHuTenbHO BKMoYeHa ¢ 1 sHBapsa 2018 roga PenepanbHbiM 3akoHoM OT 29 uions 2017 rona N 278-93)

4_4. anI npon3BoaCTBE JIEKapCTBEHHbIX npernaparoB Ald BETepUHapHOro npMMeHeHuA OonycKaeTCA ucnorb3oBaHue
npon3BeaeHHbIX Ana peann3augnm qaapmaueBqueCKle CyGCTaHLI,VIIZ, BKMIOYEHHbIX B FOCY4APCTBEHHbIN PEECTR NIEKAPCTBEHHbIX
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06 obpalLeHun nekapcTBEHHbIX CpeacTB (C M3MeHeHusAMM Ha 19 aekabps 2022 ropa) (pegakums, gercTeytolas ¢ 1 mapta 2023 Crtpanuua 85
roga)
®edeparnbHblli 3akoH om 12 anpens 2010 e. Ne 61-@3

CREeACTB YNONMHOMOYEHHbIM (hefeparnbHbiM OpraHOM UCMONHUTENBHOW BNACTW, OCYLLECTBNSALWMM BeAeHe roCyaapCTBEHHOI0
peecTpa NeKapCTBEHHbIX CPEACTB A9 MEeOULMHCKOrO MPUMEHEHUS.
(YacTb gononHutenbHo BkNtoveHa ¢ 13 aBrycta 2019 roga PenepansbHbiM 3akoHoM OT 2 aBrycta 2019 roga N 297-93)

5. 3anpeLyaetcs Npou3BOACTBO:

1) NneKapCcTBEHHbIX CPeACTB, HE BKIOYEHHbLIX B [OCYAPCTBEHHbIN PEECTP NEKAapPCTBEHHbIX CPEACTB, 3a WCKIYEHUEM
NeKapCTBEHHbIX CpeacTB, NPOU3BOAUMBIX ONA npoBeAeHNA KIMNHNYECKNX nccneaoBaHnin n ang JKcnopTa,

2) hanbcmduUuMpoBaHHbIX NEKAPCTBEHHbLIX CPEACTB;
3) nekapcTBeHHbIX cpeacTB 6e3 NMuUeH3nn Ha NPOU3BOACTBO FEKAapPCTBEHHLIX CPEACTB;

4) nekapCTBEHHbIX CPEACTB C HapyLUeHWEM MpaBWIT OpraHM3aLMy NPOM3BOACTBA M KOHTPOMS KavyecTBa NeKapCTBEHHbIX
CpeacTs;

5) nyHKT gononHuTenbHO BKMoYeH ¢ 1 aHBapsa 2018 roga PenepanbHbiM 3akoHoM oT 29 wond 2017 roga N 278-93,
yTpatun cuny ¢ 29 pekabps 2020 roga - PenepanbHbii 3akoH OT 27 aekabps 2019 rona N 481-03 - cm. npenplayLuyo
penakLuto;

6) cnupTocodepXallMx FeKapCTBEHHbIX MpenapaTtoB MO MeCTy OCYLUeCTBNEeHUs MNpou3BoAcCTBa (hapmaLeBTUYeCKon
cybCcTaHuum cnvpTta STUMOBOIO (3TaHoMa) U (MK) No MECTY OCYLLECTBNEHMSI NPOM3BOACTBA 3TUMOBOIO CNMPTA;
(MyHKT gononHUTENbHO BKMOYEH ¢ 29 aekabpsa 2020 roga ®enepanbHbiv 3akoHoM OT 27 aAekabpa 2019 rona N 481-93)

7) dapmaueBTU4eCckoM cybCTaHuMM cnvpTa 3TUMAOBOMO (3TaHona) u  (UnNu) CNUPTOCOAEPXKaLUUX NeKapCTBEHHbIX
npenapaToB Ha OCHOBHOM TEXHONOrmdeckom obopyaoBaHUM NS NPOM3BOACTBA 3TUMOBOrO CNUPTA, YKasaHHOM B OyHkTe 1 1
cratbu 14 1 denepanbHoro 3akoHa ot 22 Hosa6pa 1995 rona N 171-®3 "O rocynapcTBEHHOM perynMpoBaHny NPOU3BOACTBA U
obopoTa 3TMNOBOrO CNUPTA, ankoroNbHOW WM cnvpTocodepXallen NpoayKuuMn M 06 orpaHuMyeHuy notpebnexHvs (pacnuTus)
anKoronbHoW NpoayKumm'.

(MyHKT gononHUTENbHO BKOYEH ¢ 29 aekabpsa 2020 roga ®enepanbHbiv 3akoHoM oT 27 aekabpsa 2019 rona N 481-93)

6. Mpn BBOOE NEKapCTBEHHbIX CPEACTB B rpaKaaHCKU obopoT yrnorHOMOYEHHOE NULIO MPOM3BOAMTENS NEeKapCTBEHHbIX
CpencTB OCYLIEeCTBNSIET MNOATBEPXKAEHME COOTBETCTBUSA IEKAapCTBEHHbIX CpeacTB TpeboBaHMSM, YCTaHOBIEHHbIM MpU KX
rocyapCTBEHHOW perncrpauun, 1 rapaHTUpyerT, YTO NeKkapCTBEHHbIE CpeacTBa NPOM3BeaeHbl B COOTBETCTBUM C TpeboBaHUSIMU
npaBun Hagnexallen npon3BoACTBEHHOW NPAKTUKN.

(YacTb B penakunm, BBegeHHow B aenctaue ¢ 1 uonsa 2015 rona PenepanbHbiv 3akoHOM 0T 22 nekadpa 2014 rona N 429-
®3. - CM. npeaplayLLyio peaakLmio)

7. YNONMHOMOYEHHbLIM JULOM MPOU3BOAUTENS NEKAPCTBEHHbIX CPEACTB SBNSETCA ero pabOTHWUK, aTTeCTOBaHHbIA B
YCTAHOBIIEHHOM YMOSIHOMOYEHHbLIM hefeparnbHbiM OpraHoOM UCMOMHUTENBHOW BMacTy Nopsake M MMeKLWNA CTax paboTbl He
MeHee 4YeM MATb NeT B 0b6nactu Npou3BoACTBa U (MM) KOHTPONS KavyecTBa NeKapCTBEHHbIX CPEACTB, Bbicliee obpasoBaHue
COOTBETCTBEHHO MO OAHOW U3 crneuuanbHoOCTEW WU (MNM) OQHOMY M3 HanpaBfeHUN MOAroTOBKWU: Guomnorusi, GuotexHonorus,
BeTEpUHapusi, BeTepuHapHO-caHUTapHas 3KCNepTn3a, KNMHMYeckas MeguumHa, pagnaumoHHas, Xxumudeckas n buonornyeckasi
3awmTa, hapmaums, dyHaameHTanbHas MeguumHa, XMMmmnyeckast TEXHOMOrMsl, XMMust.

(Yactb B pepakummn, BBeaeHHoON B gencrteme ¢ 22 Hosbps 2014 roga PenepanbHbiM 3akoHOM OT 22 okTa6pa 2014 roga N
313-93; B pegakumm, BeegeHHon B gencteme ¢ 13 asrycta 2019 roga PenepanbHbiM 3akoHoM OT 2 aBrycta 2019 roga N 297-
®3. - CMm. npeapiayLLyo PeAAKLNI)

8. lMpousBoanTenn nekapcTBEHHbIX CpeacTB (3a MUCKNoYeHMeM dapMaueBTUYECKOM cyBcTaHUMM cnupTa 3TUIOBOIO
(3TaHona) MoryT OCyLLeCTBNATb NPOAAXY NeKapCTBEHHbIX CPeacTB Uinv nepeaaBaTb UX B YCTAHOBMEHHOM 3aKoHOOATENIbCTBOM
Poccuinckon ®egepaumm nopsigke:

(A63ay B pegakumu, BBeAeHHou B gencteue ¢ 1 aHBapsi 2018 roga ®enepanbHbiM 3akoHoM OT 29 mond 2017 roga N 278-
®3. - Cm. mpeaplAyLLY0 PEAAKLIMIO)

1) APYrYIM NPOU3BOAUTENSIM NIEKAPCTBEHHbIX CPEACTB AN MPOM3BOACTBA JIEKAPCTBEHHbIX CPECTB;

2) opraHn3auunam ONTOBOWN TOProsJin NekapCTtBeHHbIMN CpeacTBamMu;
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3) anTe4yHbiM opraHm3aunam, BeTepuHapHbIM anTe4YHbiM OpraHu3auuam, uHamBuayaribHbiM MNpeanpuHuMMarenam,
MMELWNM NMNUEH3NK0 Ha cbapmaueBqueCKyro 0eATenbHOCTb U NUUEH3NK Ha MeQUUMHCKYH0 OEeATEeNTbHOCTb;

4) Hay4HO-MCCrenoBaTenbCKUM OpraHU3aLmMsam A8 Hay4YHO-MUCCneaoBaTensCKon paboThl;

5) MEAULIMHCKUM OpraHn3aLuam U BETEPUHAPHbLIM OpraHn3auuam;

6) opraHuM3auMsM ¥ UHOMBMAYANbHbIM  NPEANPUHMMATENSIM, OCYLLECTBRSIOWMM pa3BedeHve, BblpalivBaHue WU
cofepkaHue XMBOTHbIX (3a UCKIIOYEHNEM NPoAaxKN UM hapMaLeBTUYECKUX CyGCTaHUmMiA Unn ux nepegaun).

(MyHKkT B pepakunn, BBeaeHHon B aencteme ¢ 13 asrycta 2019 roga ®enepanbHbiM 3akoHoM oT 2 asrycta 2019 roaa N
297-®3. - CM. NpeablayLLYI0 PEAAKLINI)

9. MpowussoguTenn apmaueBTUYECKON CyOCTaHUMK cnMpTa STUIOBOrO (3TaHona) o0bs3aHbl OCYLECTBMASATbL peanusauuto
(nepepayy B yCTaHOBNEHHOM 3akoHogaTenbCcTBOM Poccunckon denepauunn nopsake) dpapmaueBTUdeckon cybctaHumm cnmpTa
3TMNOBOro  (dTaHona) MpOW3BOAMTENSM  JIEKapCTBEHHbIX CPeACcTB O MPOW3BOACTBA  NEKApCTBEHHbIX  CPEACTB,
npou3BoanTENSM (M3roTOBUTENSAM) MEAMLMHCKUX W3OEenuiA Ons Npov3BOACTBA M W3FOTOBMEHWUS MEOMLUUWHCKMX W3genui B
eMKoCTsIX 06bemMom He Gonee 1 nutpa n (Mnu) He meHee 1000 NUTPOB, a opraHM3aumsiM, yKkazaHHbIM B NyHKTax 3-5 yactu 8
HacToAllen cTaTbu, B Tape obbemom He bGonee 1 nuTpa.

(Hactb pononHutensHo BkroveHa ¢ 1 aHBaps 2018 roga PenepanbHbiM 3akoHoMm OT 29 urona 2017 roga N 278-93; B
penakumu, BBedeHHon B genctene PenepanbHbiv 3akoHOM oT 22 Aekabps 2020 rona N 444-93; B pegakunn, BBEAEHHOW B
gencrteue ¢ 29 gekabpsi 2020 roga PepepanbHbiM 3akoHoOM oT 27 aekabpa 2019 roga N 481-93. - Cm. npenplayLLyto
penakumio)

10. Peanusauna (nepegada B YCTaHOBNEHHOM  3akoHogaTtenbcTBoM  Poccuiickon  ®Pepepauum  nopsake)
hapmaueBTnyecko cybcTaHuuM cnupTa STWMOBOMO (3TaHoMa) OpraHvM3auusM OMTOBOW TOPrOBMM  JlIeKapCTBEHHbLIMU
CpeAcTBaMu He AonyckaeTcs.

(MacTb gononHutensHo BKNoveHa ¢ 29 aekabps 2020 rona PenepanbHbiM 3akoHoMm ot 27 fekabpsa 2019 rona N 481-93)

11. TepeBo3kn GapmaueBTMYECcKOM cyObCcTaHuMM cnmMpTa 3TUIMOBOrO (3TaHoMa) OCYLeCTBnAWTCA ¢ cobnogeHnem
TpeboBaHuI, yCTaHOBNEHHbIX ab3alem YyeTBepTbiM NyHKTa 3 cTatbu 9 PenepanbHOro 3akoHa ot 22 Hosabpa 1995 rona N 171-
®3 "O rocynapCTBEHHOM perynMpoBaHMM NPOW3BOACTBa M 06opoTa 3TUNOBOIO CNMpPTAa, ankOoronbHOW W cnupTocoaepXallen
npoaykummn n 06 orpaHnMyeHnmn NoTpednerHns (PacnUTUA ) ankoronbHON NPOAYKLMK".

(MacTb gononHuTensHo BKNoveHa ¢ 29 aekabps 2020 roga PenepanbHbiM 3akoHom ot 27 Aekabpsa 2019 rona N 481-93)

KommeHTapun k ctatbe 45

CTATbSA 46. MAPKUPOBKA NNEKAPCTBEHHbLIX CPEOCTB

1. JlekapcTBeHHble nMpenapaTtbl, 3a WCKIOYEHMEM JEKAPCTBEHHbIX MpenapaToB, W3rOTOBMEHHbIX —anTeYHbIMM
opraHusauusiMy, BETepUHApHbIMU  anTeYHbIMM  OpraHU3auMsIMU, WUHOVBUAYaNbHBIMA  MPEanPUHUMATENSAMU, UMEKLUMU
NMLEH3NI0 Ha hapMaLEBTUYECKYIO AeSTENBHOCTb, AOMKHbI NOCTYNaTh B obpalleHne, ecnu:

1) Ha VX NepBUYHOW YyMNakoBKe (3@ MWCKITHYEHWEM MNEPBUYHOW YMAKOBKM NEKAPCTBEHHbIX PaCTUTENbHbIX MpenapatoB)
XOPOLLO YMTaeMbIM LIPUEPTOM Ha PYCCKOM A3blke yKa3aHbl HaMMEHOBaHWE NEeKapCTBEHHOro npenapara (MexayHapogHoe
HenaTeHTOBaHHOE, UMK rPYNMUMPOBOYHOE, UMM XMMUYECKOE, UM TOProBOE HaUMEHOBAaHUE), HOMEP cepuu, AaTa Bbinycka (ans
MMMYHOBUNOMOrMYECKNX NeKapCTBEHHbIX NMpenapaToB), CPOK FOAHOCTM, AO3UPOBKA UMM KOHLEHTpauusi, o6bemM, akTUBHOCTb B
eQuHULax AeNCTBUS UM KONMMYECTBO A03;

(MyHKT B pegakumn, BBeageHHoW B aencrteme ¢ 26 oktabpsa 2010 rona ®enepanbHbiv 3akoHom oT 11 okTabpa 2010 roga N
271-93; B pegakumm, BBegeHHon B aencrtene ¢ 1 uona 2015 roga ®enepanbHbiv 3akoHoMm oT 22 nekabps 2014 rona N 429-
@3. - CM. NpeablayLLyo peaakLnio)

2) Ha uxX BTOPWUYHOM (NOTPEOUTENLCKON) YMNAKOBKE XOPOLIO YMTaeMbiM LIPUEDPTOM Ha PYCCKOM NA3blke yKasaHbl
HaMMeHOBaHWe NeKapCTBEHHOro npenaparta (MexayHapoaHoe HenaTeHTOBaHHOE, UMW rPYNnMPOBOYHOE, UMM XMMUYECKOE U
TOProBOoe HaMMEHOBaHWS1), HAUMEHOBaHME MPOU3BOAMTENS NEKapCTBEHHONO Mpenaparta, HOMep cepuu, AaTa Bbinycka (4ns
UMMYHOBUNONOrMYECKNX NEeKapCTBEHHbIX MpenapaToB), HOMEP PEerucTpauMoOHHOrO YOOCTOBEPEHMUS, CPOK FOAHOCTM, cnocob
NPUMEHEHWS, NO3UPOBKA UMM KOHLEHTpauus, 06beM, akTUBHOCTb B eAMHULAX AelcTBUS NMBO KONMYecTBO [03 B YNaKOBKe,
nekapcTBeHHasi popma, yCroBUusi OTNycKa, YCNoBUst XpaHEHUs!, NpeaynpeanTerbHble Haanucu.
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06 obpalLeHun nekapcTBEHHbIX CpeacTB (C M3MeHeHusAMM Ha 19 aekabps 2022 ropa) (pegakums, gercTeytolas ¢ 1 mapta 2023 Ctpanuua 87
roga)
®edeparnbHblli 3akoH om 12 anpens 2010 e. Ne 61-@3

(MyHKT B pegakuun, BBeAEHHOM B Aencteue ¢ 26 okTabps 2010 roga PenepanbHbiv 3akoHoM ot 11 okTabpsa 2010 roaa N
271-93; B pegakumm, BBegeHHon B aenctene ¢ 1 uonsa 2015 roga PenepanbHbiv 3akoHoM oT 22 nekabps 2014 roga N 429-
®3. - Cm. NpeapblayLLyo peaaKkLmio)

2. dapmaueBTUdeckne cybCcTaHUMM AOMKHbI MOCTynaTb B OOpalleHWe, ecnu Ha WX MNEPBUYHOM YMaKOBKE XOPOLUO
yMTaemMbiM WPUATOM Ha PYCCKOM $3blKE YyKalaHbl HavMeHoBaHuWe apMaueBTUYecKko cybcTaHuum (MexagyHapogHoe
HenaTeHTOBaHHOE, WNKU TPYMNMNMPOBOYHOE, WM XMMUYECKOE M TOProBOE HAMMEHOBaHWS), HaAMMEHOBaHWE MNpPOU3BOAUTENS
(hapmaLeBTUYECKOM CyOCTaHUMM, HOMEp cepuM W [ata M3rOTOBMEHMS, KOMMYECTBO B YMaKOBKE WM €A4MHULBLI M3MEepeHUst
KOnm4yecTBa, CPOK rOAHOCTU U YCIIOBUS XPaHEHMS.

(YacTtb B pegakuuun, BBegeHHon B aenctene ¢ 1 nonsa 2015 roga degepanbHbiM 3akoHOM OT 22 aekabpa 2014 rona N 429-
®3. - CM™. NpeapiayLLyo PeAAKLNI)

3. lekapcTBEHHbIE CPEACTBa B KAYECTBE CbIBOPOTOK AOMKHbI MOCTYNaTh B 0bpalleHne C ykazaHUEM XUBOTHOIO, U3 KPOBMU,
nnasmMbl KpOBW, OPraHOB U TKaHel KOTOPOro OHW MOJyYeEHbI.

4. Ha BTOpMYHytO (NOTpebuTenbCcKyt) ynakoBKy NeKapCTBEHHbIX CPEACTB, NOMyYEeHHbIX U3 KPOBU, Nina3Mbl KPOBW, OPraHoB
M TKaHeW 4eroBeka, OOMMKHa HaHocWUTbCA Hagnuck: "AHTuTena k BUY-1, BUY-2, k Bupycy renatuta C M NOBEPXHOCTHbIN
aHTUreH Bupyca renaTtuta B oTcytcTByioT".

5. Ha nepBuuyHyt0 ynakoBKY W BTOPUYHYH (MOTPEBUTENbCKYI) YrnakoBKy paavodapMaueBTUYECKMX JEKapCTBEHHbIX
CpeacTB AOSMKEH HAHOCUTLCS 3HaK paauaumnoHHON ONacHoOCTy.

6. Ha BTOpuYHylo (NOTPEOUTENbLCKYHD) YNakoBKY rOMeOnaTU4ecKUX fNeKapCTBEHHbIX npenapaTtoB AOMKHa HaHOCUTLCSA
Hagnuck: "MomeonaTuyecknin”.

7. Ha BTOpM4YHyl0 (MOTPeOUTENbCKYD) YMAaKOBKY JEKapCTBEHHbLIX PacCTUTENbHBLIX MpenapaToB [AOMKHA HaHOCUTbCS
Hagnuce: "MNpoaykums npoLuna paguMaLoHHbIA KOHTPOMb".

8. Ha nepBuMYHYyIO yNakoBKy (ecnu gnsi 3TOro CyLIEeCTBYEeT TEXHMYECKAss BO3MOXHOCTb) M BTOPUYHYHO (MOTPEOUTENLCKYHO)
YyNaKOBKY NeKapCTBEHHbIX MpenapaTtoB, npegHasHayYeHHbIX AMs KNMHWYECKUX UCCNeaoBaHUNM, AOMMKHA HAHOCUTLCS HaAMUCh:
"[Ins KNMMHUYECKNX nccnegoBaHnn".

(YacTtb B pegakuuun, BBegeHHon B aencrtene ¢ 1 nonsa 2015 roga PegepanbHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-
®3. - CM™. npeapiayLLyo peaaKLmio)

9. YnakoBKa NnekapCTBEHHbIX CPEACTB, NpeAHa3HauYeHHbIX UCKIMIYMTENbHO ANst 9KCNopTa, MapKMpyeTcsi B COOTBETCTBUM C
TpeboBaHMsSIMK CTpaHbI-MMIopTepa.

10. Ha TpaHcnopTHyto Tapy, koTopasi He npefHasHadeHa Ans notpebuTeneit U B KOTOPYH MOMELLEHO rieKapCTBEHHOE
CpeAcTBo, AOMKHA HAHOCUTBLCS UHGOPMALIMS O HAMMEHOBAHUW, CEPUUN NEKAPCTBEHHOIO CPeACTBa, AaTe Bbinycka, KOnnM4ecTBe
BTOPUYHBIX (NMOTPEOUTENBCKNX) YNAKOBOK NEKApPCTBEHHOIO CpeacTBa, NpousBoauTene rekapcTBEHHOro CPeacTBa C yKazaHuem
HaMMEHOBaHMS U MECTOHAxXOXAEHUSI NMPOU3BOAUTENS NIEKAPCTBEHHOrO CPEeAcTBa (agpec, B TOM Yucre cTpaHa v (Mnun) Mecto
NpoM3BOACTBA NEKAPCTBEHHOMO CPEACTBA), @ Takke O CPOKE rOAHOCTU JIEKapCTBEHHOIO CpeacTBa U 06 YCroBUSIX €r0 XpaHeHUs!
1 NepeBo3kU, HeobXxoauMble NpeaynpeauTenbHble HAAMUCU U MaHUMYNSTOPHbLIE 3HAKW.

11. Ha nepBuYHyt0 ynakoBKy M BTOPWUYHYIO (NMOTPEOUTENbCKYD) YNakoBKY JEKapCTBEHHbLIX CPEACTB ANs BETEPUHAPHOro
NPUMEHEHNs [OIMKHA HAHOCUTLCA HaaNuCk: "[Ns BETepUHAPHOro NpUMeEHeHns".

12. Ha BTOpnYHYyto (NOTpebUTENbCKYH0) YNakoBKY NEKAPCTBEHHONO nNpenapaTta HaHOCUTCS LUTPUXOBOW Kog,.

KommeHTapum k ctatbe 46

MABA 9. BBO3 JIEKAPCTBEHHbIX CPE[ICTB B POCCIv/II7ICK¥|O ®EOEPALINIO N BbIBO3 JIEKAPCTBEHHbIX
CPEACTB U3 POCCUNCKOU PEOEPALIUN

(HaumeHoBaHuWe rnaBbl B pefakunm, BBEAEHHON B AencTBme ¢ 7 sHBapsa 2012 rona PepepanbHbiM 3aKoHOM OT 6 fekabpa 2011
rona N 409-03. - CM. NpeablayLLYIo PeAAKLNI)
CTATb4 47. NOPAOOK BBO3A NEKAPCTBEHHbLIX CPEACTB B POCCUNCKYIO ®EQEPALIMIO U BbIBO3A
NEKAPCTBEHHbIX CPEACTB U3 POCCUNCKOW ®EOEPALIUNA
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06 obpalLeHun nekapcTBEHHbIX CpeacTB (C M3MeHeHusAMM Ha 19 aekabps 2022 ropa) (pegakums, gercTeytolas ¢ 1 mapta 2023 CTtpanuua 88
roga)
®edeparnbHblli 3akoH om 12 anpens 2010 e. Ne 61-@3

(HanmeHoBaHue B pegakumm, BBeAeHHOM B AencTteume ¢ 7 sHeapsa 2012 roga PeaepanbHbiM 3akoHOM OT 6 Aekabpa 2011 roaa
N 409-03. - CM. NpeabIAyLLY0 peaakumio)

1. BBO3 nekapcTBeHHbIX cpeactB B Poccunckyio ®Pegepaumio ocyllectsnsgeTca B Mopsigke, YCTaHOBMEHHOM
MpaButensctBom Poccuinckon degepaumun, B COOTBETCTBUM C TaMOXEHHbIM 3aKOHOOATENbCTBOM TaMOXEHHOro cotos3a B
pamkax EBpA3IC (oanee - TamoxeHHbIN COO3) 1 (MNK) 3akoHodaTenbCcTBoM Poccuiickon degepaumm 0 TaMOXEHHOM aene.

(Yactb B pegakumu, BBeaeHHon B gencteune ¢ 7 sHBapsa 2012 roga denepanbHbiM 3akoHOM OT 6 aekabpa 2011 ropa N
409-®3. - Cm. mpeaplayLLyo PeaaKLnio)

2. Beosnmble B Poccuiickyto degepaumnio nekapcTBeHHbIE CpeacTBa AOMKHbI COAEPKATLCS B FOCY4aRPCTBEHHOM peecTpe
NEeKapCTBEHHbIX CREACTB.

(Yactb B pepakumn, BBeaeHHon B gencteune ¢ 7 siueaps 2012 roga PeanepanbHbiM 3akoHOM OT 6 aekabpsa 2011 ropa N
409-93; B pepakumm, BBeOeHHOM B gencteue ¢ 28 gekabps 2019 roga PenepanbHbiM 3akoHOM OT 27 aekabpsa 2019 rona N
462-®3. - CM. mpeaplayLLyo PDeAaKLni)

3. [Honyckaetca BB03 B Poccuiickyto ®depepaumio  KOHKPETHOWM  MapTMM  3aperncTpupoBaHHbIX U (Mnu)
He3apermcTpUpPoOBaHHbIX JEKapPCTBEHHbLIX CPEACTB, MpeaHasHadeHHbIX AONs NpoBeAeHUs KIMHUYECKUX MCCneaoBaHun
NeKkapCcTBEHHbIX MpenapaTtoB, MPOBEOEHUST IKCMEPTU3bl NEKAPCTBEHHbIX CPEACTB NS OCYLLECTBMEHUS rocyaapCTBEHHOM
perncTpaunm nekapCcTBeHHbIX NpenapaTtoB UNu Ans OkasaHnst MeANLMHCKOM MOMOLLM MO XU3HEHHbIM NOKa3aHUSIM KOHKPETHOro
nauMeHTa Ha OCHOBaHWM pa3pelUeHusi, BbIAAHHOIO YMONHOMOYEHHbIM defeparnbHbIM OpraHoOM WCMOSMHUTENBHOW BNAacTu Mo
3asBNeHMAM NuL, ykasaHHbIX B cTatbe 48 HacTosAuwero deaepanbHOro 3akoHa. PaccMoTpeHre Takoro 3asiBfieHuUst U NpUHATHE
pelleHns O Bblgave paspelleHnss Ha BBO3 KOHKPETHOW napTuy 3aperucTpupoBaHHbIX W (MnM) He3aperncTpyMpoBaHHbLIX
NeKapCTBEHHbIX CpeacTB, NpedHasHayeHHbIX ANS MPOBEAEHUSst KMMHUYECKUX MCCNedoBaHW NeKapCcTBEHHbLIX MpenapaTtos,
NPOBEAEHUs] 3KCNEPTU3bl JIEKAPCTBEHHBLIX CPEACTB AN OCYLLECTBIEHUsI TOCYAapCTBEHHOW peructpaumm INekapCcTBEHHbIX
npenapaToB Unu ANs oKasaHUs MEAULMHCKONW MOMOLLM MO KU3HEHHBLIM MOKa3aHWsAM KOHKPETHOro nauueHTta nubo ob oTkase B
BblAaye yKasaHHOro paspeLlueHus NPon3BoaATCA B CPOK, HE NpeBbIWakowmnn natn pabodmx gHen. MNnarta 3a Bblgady ykasaHHOro
paspeLleHns He B3MaeTcs.

(HYactb B pepakumu, BBeaeHHon B genctene ¢ 7 siHapsa 2012 roga deanepanbHbiM 3akoHOM OT 6 aekabpsa 2011 rona N
409-®3. - CMm. mpeablayLLy0 PeAAKLN)

3_1. [onyckaetrca BB03 B Poccuiickyto Penepaumio KOHKPETHOW MNapTUM HE3apermcTpUpOBaHHbLIX JEKApCTBEHHbIX
npenapaTtoB, COAEepXallMX HapKOTUYEeCKMEe CpeacTBa WM MCUXOTPOMHbIE BeELWLeCTBa, B MNopsiake, YCTAHOBIIEHHOM
MpaeutensctBoMm Poccuiickon depepauun, ons okasaHUs MEAULMHCKON MOMOLLM MO KU3HEHHbLIM MOKa3aHUSIM KOHKPETHOrO
naumeHTa unu rpynnbl NauMeHTOB B Crlydae, eCn UMEeeTCsl pelleHne BpavyebHOM KOMUCCUMM MEOMLMHCKOW opraHuMsauumn o
HE3(EKTUBHOCTN UM HEBO3MOXXHOCTU MPUMEHEHUST Y KOHKPETHOrO MaumMeHTa WMHbIX 3aperncTpupOBaHHBLIX JIEKAaPCTBEHHbIX
npenapaToB, B TOM 4WCMNe COAepXaliux OpyrMe [OEencTBylollMe BellecTBa, M O HeoOXOAMMOCTM BBO3a OMpPEAENeHHOro
HEe3aperMcTpMpoOBaHHOIO FEKApCTBEHHOIO Mpenapata C YyKasaHMeM €ero MeXAyHapOoOHOro HenaTeHTOBaHHOro (Mnuv
XUMWYECKOTO, UNn rpynnmMpoBOYHOIO) HAMMEHOBAHWS, POPMBI BbiNycka U KonmnyecTea. NepeyeHb 3aboneBaHnii 1 COCTOSIHUIA U
COOTBETCTBYIOLLMX fNeKapCTBEHHbIX NpenapaToB, cogepXallnx HapKkoTUdeckne CpeacTsa M NCUXOTPONHbIe BELecTBa, B Lensax
OCYLLECTBIEHNS WX BBO3a B COOTBETCTBMM C TpebOBaHWSIMM HACTOSILLEN 4YacTu YTBEPXKOAETCS YMNONMHOMOYEHHBIM
denepanbHbIM OpraHOM UCMOMHUTENbHOW BNAcTu.

(HYactb gononHutenbHo BkntoyeHa ¢ 1 mapta 2020 roga PenepanbHbiM 3akoHoOM OT 27 aekabpsa 2019 roga N 475-93,
npumensieTcsa go 31 gekabpsi 2023 ropa)

3_2. [lo 31 gekabpsa 2024 roga gonyckaroTca BBO3 Ha TeppuTtoputo Poccuiickon ®eaepaumm n obpalleHme B Poccumnckon
depepaunn ¢ y4eTtoMm 0OCOBGEHHOCTEN, ycTaHoBNeHHbIX [paButensctBoM Poccuiickon depepauummn, 3aperncTpupoBaHHbIX
nekapcTBeHHbIX npenapaToB Ans MeOUUMHCKOTO MNPUMEHEHWss B YynakoBKaX, nNpedHasHavyeHHblX Ans obpalleHus B
WHOCTpaHHbIX rocyaapcTBax, B criyvyae gedekTypbl nekapCTBEHHbIX MpenapaTtoB UMW pucka ee BO3HWKHOBEHWSI B CBA3WN C
BBEeJeHMEM B OTHowWweHun Poccuiickon ®egepaumy OrpaHUYMTENbHLIX Mep 3KOHOMWYECKOro Xapaktepa npu YcroBuu
COOTBETCTBUSI BBO3UMbIX NEKAPCTBEHHbIX NpenapartoB TpeboBaHUSIM, YCTAHOBMEHHbLIM MPU UX perncTpalmu, 3a UCKMYeHnem
TpeboBaHMIA K NEPBMYHOM YMaKOBKE, BTOPUYHOM (NOTPEOUTENLCKOW) ynakoBKE, a TakKe MNpW HanmuuMm Ha BTOPUYHOWM
(moTpebutenbckon) ynakoBKE NeKapCTBEHHbIX MpenapaTtoB, HaxoOsAWwuxcs B OOpalleHun, CaMOKIEesALEencs 3TUKETKM,
cofepxallen nHopMauuo 0 NIeKapCTBEHHOM Mpenapare Ha PyCCKOM S3bIKe.

(Yactb pononHuTenbHO BktoveHa PeneparnbHbiM 3akoHOM OT 26 mapta 2022 rona N 64-93; B pegakuumn, BBEOEHHON B
nenicteue ¢ 1 aHBaps 2023 roga PenepanbHbiv 3akoHoM oT 19 nekabpa 2022 rona N 519-93. - CM. npeablayLLy0 PenakLmio)

4. B POCCVIVICKy}O CDe,qepau,vno MOXHO BBO3UTb J€KapCTBEHHble CpeacTtBa, KaydeCTBO KOTOPbIX MnoaoTBepXOeHO
CepTI/IdI)I/IKaTOM npon3sogunTernd NekapCTBeHHbIX CpencTs, yaoCToBepALWMM COOTBETCTBME BBO3UMDbIX JIEKAQPCTBEHHbLIX CPencTB
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06 obpalLeHun nekapcTBEHHbIX CpeacTB (C M3MeHeHusAMM Ha 19 aekabps 2022 ropa) (pegakums, gercTeytolas ¢ 1 mapta 2023 Ctpanuua 89
roga)
®edeparnbHblli 3akoH om 12 anpens 2010 e. Ne 61-@3

TpeboBaHMAM hapMakonemnHblx cTtaTer nNMbo B cryvyae UX OTCYTCTBUS HOPMATMBHOMW AOKYMEHTauuW WnM HOPMAaTUBHOIO
OOKYMeHTa.

(HYactb B pegakumu, BBeaeHHon B fgencteune ¢ 7 sHeapsa 2012 roga ®enepanbHbiM 3akoHOM OT 6 aekabpa 2011 ropa N
409-03. - CM. npeablayLLYI0 peaakLmio)

5. Banpewaetca BBo3 B Poccunckyto  ®degepaumio  panbCuULMPOBAHHBIX  NEKApCTBEHHbIX  CPEeAcCTB,
HeoOpoKa4YeCTBEHHbIX NTeKaPCTBEHHbIX CPeACTB, KOHTPaaKTHbIX NIEKAaPCTBEHHbLIX CPEACTB.

(Hactb B pegakumu, BBeaeHHon B genctene ¢ 7 sHeapsa 2012 roga denepanbHbiM 3akoHOM OT 6 aekabpsa 2011 rona N
409-®3. - Cm. mpeaplayLLyo peaaKLnio)

6. danbcudununpoBaHHble NeKapcTBeHHble cpeacTBa, HegobpokayecTBeHHble fekapCTBEHHble CPeacTBa noanexar
U3BATUIO 1 MOCeayoLLEeMy YHUUTOXEHMIO NN BbIBO3Y M3 Poccuickon degepauun, KOHTpadakTHble NekapcTBEeHHbIE CpeacTea
- U3BATUIO N MOCMEAYIOWEMY YHUUTOXEHUIO. YHUYTOXEHNE MM BbiBO3 U3 Poccuiickon depepaummn danbcnumumpoBaHHbIX
neKkapcTBEHHbIX CpeacTB, HeLoOpOKavyeCTBEHHbIX FNeKapCTBEHHbIX CPEeACTB, KOHTpadakTHbIX FeKapCTBEHHbIX CpPeacTB
OCYLLECTBNSAETCA 3a CYET nuua, OCYyLeCTBMBLUETO UX BBO3. [lopsgoK YHUUTOXEHMS U3BATBHIX hanbCnULMPOBaHHbIX
NeKapCcTBEHHbIX CPeAcTB, HeOoOpPOKaYeCTBEHHbIX IEKAPCTBEHHbIX CPEACTB, KOHTPadakTHbIX IEeKapCTBEHHbIX CpPeacTB
yctaHaenuaaetcs [pasutenscTsom Poccunckon ®egepaumu.

(YacTtb B pepakuun, BBegeHHON B AerictBue ¢ 7 aHBapsa 2012 roga ®enepanbHbiM 3aKkoHOM OT 6 aekabps 2011 rona N
409-03. - CM. MpeabIAyLLYI0 PDEAAKLIMIO)

7. Jlwua, ocyuwectBnsiowmne BBo3 B Poccuickylo ®depepauunio  hanbCUUUMPOBAHHBLIX eKapCTBEHHbLIX CpPeacTs,
HeoOpPOKa4YeCTBEHHbBIX NEKAPCTBEHHbIX CPEACTB, KOHTpadhakTHbIX JEKAapCTBEHHBLIX CPEeAcTB, HECyT OTBETCTBEHHOCTb B
COOTBETCTBMM C TAMOXEHHbIM 3aKoHOAATENbLCTBOM TaMOXEHHOro coto3a 1 (Mnn) 3akoHodaTenbcTBoMm Poccuiickon ®enepauum
O TaMOXXEHHOM fene.

(Yactb B pegakumu, BBeaeHHon B gencteune ¢ 7 sHBapsa 2012 roga ®enepanbHbiM 3akoHOM OT 6 aekabpa 2011 ropa N
409-®3. - Cm. mpeaplayLLyo peaaKLmio)

8. BbIBO3 nekapcTBeHHbIx cpenctB u3 Poccuiickon depepauum ocyllecTBnserca 0e3 MpUMEHEHUSA OrpaHuYeHun,
YCTaHOBINEHHbIX TAMOXEHHbIM 3aKOHOAATENBbCTBOM TaMOXEHHOro coto3a u (Mnun) 3akoHogatenbcTBomM Poccuiickon ®epepaumm
0 rocy4apCTBEHHOM PErynMpoBaHMM BHELLHETOPrOBOWN AEATENbHOCTMW.

(Yactb B pepakumun, BBeaeHHon B genctene ¢ 7 siueaps 2012 roga PeanepanbHbiM 3akoHOM OT 6 aekabpsa 2011 ropa N
409-93; B pemakuuun, BBeAeHHON B genctBue PenepanbHbiM 3akoHOM OT 25 Hosbpsa 2013 roga N 317-93; B pepakumm,
BBedeHHow B genctame ¢ 1 nionsa 2015 roga ®eaepansHbiM 3akoHOM OT 22 Aekabps 2014 rona N 429-93. - Cm. npeablayLyto
penakuuio)

9. BBog B rpaxgaHckuii 000poT NEKapCTBEHHbIX NMpenapaToB A1 MEOULMHCKOrO NPUMEHEHUS, BBE3EHHbIX B POCCUMICKY1O
denepaumio, OCyLIeCTBAsieTCs C cobniogeHnem TpeboBaHWI, YCTaHOBMEHHbIX cratben 52 1 Hactosulero PenepanbHoOro
3aKoHa.

(YacTb gononHuTenbHO BkNoYeHa ¢ 29 Hosbps 2019 roga PenepanbHbiM 3akoHOM OT 28 Hos0paA 2018 roaa N 449-93)

KommeHTapum Kk ctatbe 47

CTATbA 48. OPUOANYECKUE JTULIA, KOTOPbIM PA3PELLEH BBO3 JIEKAPCTBEHHbLIX CPEACTB B
POCCUUCKYIO ®EAEPALINIO

(HammeHoBaHue B pegakuuu, BBegeHHoM B aencteue ¢ 7 sHeapsa 2012 roga ®enepanbHbiM 3akoHOM 0T 6 Aekabpsa 2011 roaa
N 409-03. - CM. NpeabIAyLLY0 peaakumio)

NekapcTBeHHblE cpeacTBa B Poccuiickyto ®egepaunto MoryT BBO3UTb:
(AB3aL B pegakumu, BBeaeHHon B aencteue ¢ 7 aHBapsa 2012 roga PenepanbHbiM 3akoHoM oT 6 Aekabpsa 2011 rona N
409-93. - CM. NpenbiayLlyo pegakumio)

1) NPOVM3BOAUTENM NEKAPCTBEHHLIX CPEACTB AS1s Leneit cobCTBEHHOTO NPOM3BOACTBA JIEKaPCTBEHHbIX CPEACTB;

2) VHOCTpaHHble pa3paboTYNKK NeKapCTBEHHbIX CPEACTB M MHOCTPaHHbIE MPOU3BOAUTENM NEKapCTBEHHbLIX CPeACTB Unu
Apyrve topuandeckme nuvua Mo nopyyYeHuto paspaboTumka JieKapCTBEHHOro CpeacTBa [Afsl MPOBedeHMs!  KIMHUYECKUX
uccrnefoBaHWii NEeKapCTBEHHOTO MpenapaTa, OCYLUEeCTBNEHUs] FoCyAapCTBEHHONW perucTpaumu rekapcTBEHHOro npenapara,
BKIOYEHUS] hapMaLEeBTUYECKON CyOCTaHUMM B TOCYAaRCTBEHHbLIN PEeecTp JeKapCTBEHHbIX CPEeACTB, KOHTPONS KayecTea
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06 obpalLeHun nekapcTBEHHbIX CpeacTB (C M3MeHeHusAMM Ha 19 aekabps 2022 ropa) (pegakums, gercTeytolas ¢ 1 mapta 2023 Ctpanuua 90
roga)
®edeparnbHblli 3akoH om 12 anpens 2010 e. Ne 61-@3

JNNIEKapCTBEHHbIX CpencTtB npu Hanndnm paspeweHunda yrnosiHoOMO4YeHHOro cbe,u,epaanoro opraHa MCMNOMHNTENBbHOW BNactu Ha
BBO3 KOHerTHOI?I napTun nNekapcTtBeHHbIX CPencCTB;

3) opraHunsauum OnTOBOW TOProBIn NekapCTBeHHbIMU CpeacTBamMu;

4) Hay4yHO-UccregoBaTenbCkne opraHu3aumm, obpasoBaTefibHble OpraHM3auuu BbiCLLEro 06pasoBaHWsi, NPOU3BOAMTENU
neKkapcTBEHHbIX CPeACcTB Ans  pas3paboTkv, wuccnefoBaHUM, KOHTpons 6GesonacHOCTW, KadvecTBa, 3pdEeKTUBHOCTU
neKkapcTBEHHbIX CPEACTRB NPU HAaNMYMK paspeLLeHnst YNoNmHOMOYEHHOro dhefeparnbHOro opraHa UCMONMHUTENBHOW BNacTu;

(MyHKT B pegakuun, BBeageHHOM B fencteune ¢ 1 ceHtabps 2013 rona PenepanbHbiM 3akoHoM OT 2 utongd 2013 rona N 185-
@3. - Cm. npeablayLyo peaakuuio)

5) meguuMHCKME oOpraHM3aumu, WHble yKasaHHble B MyHKTax 1-4 HacTosulen CTaTbyM OpraHu3auum Ang oKasaHus
MEOVLNHCKON MOMOLUM MO >KM3HEHHLIM MOKa3aHUSM KOHKPETHOrO MauueHTa npuv HanuMyuum paspelueHust YnorTHOMOYEHHOro
denepanbHOro opraHa WCNOMHUTENbHOM BNacTU Ha BBO3 KOHKPETHOW MapTUM JIEKAapCTBEHHOro npenapara, BbldaHHOrO B
YCTaHOBMNEHHOM nopsiake B hopMe 3NEKTPOHHOrO AOKYMEeHTa, MOAMUCaHHOIO YCUITEHHOW KBanvUUUpOBaHHOW 3reKTPOHHOM
NoanuckIo.

(MyHKT B pegakummn, BBeAeHHOM B AericTBue PenepanbHbiM 3akoHoM OT 12 mapTa 2014 rona N 33-93. - Cm. npeaplayLLyo
peaakumio)

6) rocydapCTBEHHblE YHUTApHble MPeanpuaTus, UMYLLECTBO KOTOPbIX Haxooutcst B dhenepanbHOl COBCTBEHHOCTH,
onpegensieMble NpasutensctBom Poccunckon ®enepaumm, B Yactn BBo3a B Poccuiickyto ®egepaumio HesapermcTpupoBaHHbIX
NneKapCTBEHHbIX MpernapaTtoB, COAepXaluux HapKoTMYeckne cpeactBa WM MNCUXOTPOMHbIE BellecTBa, ANd OKasaHud
MEOULMNHCKON MNOMOLLM MO KU3HEHHbIM MOKa3aHUSIM KOHKPETHOro naumMeHTa unu rpynnbl NaunMeHToB B COOTBETCTBUMN C YACTbIO
3_1 ctatbu 47 HacTosiwero ®eaepanbHOro 3akoHa.

(MyHkT gononHuTenbHo BkModeH ¢ 1 mMapTta 2020 roga PenepanbHbiM 3akoHOM OT 27 Aekabpsa 2019 rona N 475-93,
npumeHsaetca go 31 aekabpsa 2023 roga)

KommeHTapui kK ctatbe 48

CTATbA 49. AOKYMEHTbI, MPEACTABIAEMbIE B TAMOXEHHbIE OPTAHbI POCCUACKOW ®EOEPALINKA
NPU BBO3E NEKAPCTBEHHbIX CPEACTB B POCCUACKYIO ®EAEPALIUIO

(HammeHoBaHue B pegakuun, BBegeHHoM B aencteue ¢ 7 sHeapsa 2012 roga ®enepanbHbiM 3akoHOM 0T 6 Aekabpa 2011 rona
N 409-03. - Cm. OpeablAyLLYIO peaakLmio)

1. MNpwn BBO3e nekapcTBEHHbLIX cpeacTB B Poccuiickyto depepaunio B TaMOXeHHble opraHbl Poccunckon ®depepaumm
Hapsgy ¢ AOKYMEHTaMW, NpeAcTaBrieHne KOTOpbIX NPEAYyCMOTPEHO TaMOXEHHbIM 3aKOHOA4ATEeNbCTBOM TaMOXEHHOro coto3a 1
(nnn) 3akoHodaTtenbcTBOM Poccuiickon degepaumm o TaMoXXeHHOM aere, NpeacTaBnstoTCs creayroLme JOKYMEHTbI:

(AB3aL B pegakumu, BBeaeHHon B aenctene ¢ 7 siHBapsa 2012 roga PenepanbHbiM 3akoHOM oT 6 aekabpsa 2011 rona N
409-®3. - CM. mpeaplayLLyo PeAaKLn)

1) cepTudmkaT Npomn3BOAUTENS NIEKAPCTBEHHOMO CPEeACTBa, YAOCTOBEPSIOLWMNA COOTBETCTBME BBO3MMOIO NIEKAPCTBEHHOIO
cpeacteBa TpebGoBaHMsIM bapmakonenHon cTatbM nMBO B criyyae ee OTCYTCTBUSI HOPMAaTMBHOW [OKYMEHTauuu wunu
HOPMaTUBHOIO [OKYMEHTA;

2) paspelleHve YMnoriHOMOYEHHOro dhedepanbHOr0 opraHa WCMOMHMTENbHOM BRactM Ha BBO3 KOHKPETHOM napTuu
rnieKkapCTBEHHOrO CpefCcTBa B Cry4asiX, yCTaHOBMNEHHbIX YacTbto 3 cTatbu 47 HacTosulero deaepansHoOro 3akoHa.

2. [OKyMeHTbI, yka3aHHble B OyHkTax 1 n 2 4actu 1 Hacrosien cTaTbu, NPeacTaBnsiloTCs B TaMOXEHHble opraHbl
Poccuinckon ®enepaumm npy NpubbITUK NekapcTBeHHbIX CpeacTB B Poccuiickyto ®eaepaumio.

(HYactb B pegakumu, BBeaeHHon B genctene ¢ 7 sHBapsa 2012 roga denepanbHbiM 3akoHOM OT 6 aekabpa 2011 ropa N
409-®3. - Cm. mpeaplayLLyo peaaKLmio)

KommeHTapum k ctatbe 49

CTATbSA 50. BBO3 JIEKAPCTBEHHbIX NPEMAPATOB B POCCUUCKYIO ®EOEPALIUIO ANSA NTIUYHOIO
NUCMONb30BAHUA U MHbIX HEKOMMEPYECKUX LIENEN, A TAKXE AN UCMONMb30OBAHUA HA
TEPPUTOPUN MEXXOYHAPOOHOIO MEAWLIMHCKOIO KNACTEPA
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(HanmeHoBaHue B pegakummn, BBeAeHHOM B AencTeume ¢ 7 sHeapsa 2012 roga PenepanbHbiM 3aKkOoHOM OT 6 Aekabpa 2011 roaa
N 409-93; B pegakuuu, seeaeHHon B gencteue ¢ 30 nona 2015 roga PenepansHbiM 3akoHoM oT 29 moHa 2015 roga N 160-
®3. - CM. npeaplAyLLyo PeaaKLmIo)

1. JlekapcTBeHHble npenapaTtbl MoryT ObiTb BBe3eHbl B Poccuiickyto ®Pepepaumio 6e3 yueta TpeboBaHWA,
npeaycMOTPeHHbIX YacTamu 1-4 ctatbun 47, ctatbamu 48 n 49 HacTodulero PenepanbHOro 3akoHa, eCrnm OHU npegHasHadeHbl
ans:

(AB3aL B pegakumu, BBeaeHHon B aencteue ¢ 7 aHBapsa 2012 roga PenepanbHbiM 3akoHoM oT 6 aekabpsa 2011 rona N
409-®3. - Cm. mpeaplayLLyo PeaaKLnio)

1) nNu4Horo wucnonb3oBaHusa U3NYECKUMKM nuuamun, npubbiBWMMK B Poccuiickyto ®epepaumto. Mpyn aTOM BBO3 B
Poccuinckyto depepaunto NnekapCTBEHHbIX MpenapartoB, CoAep’allumMx CUIbHOAEWCTBYHOLIME U (UNK) SAO0BUTbIE BELLECTBA,
BKJ1HOMEHHbIE COOTBETCTBEHHO B CMUCOK CUITbHOAENCTBYIOLLMX BELLECTB ANd Lenen yronoBHOro 3akoHogartenbctea Poccunckon
degepauum M B CNUCOK SO0BUTHIX BELLECTB [AM1S LIENen YroroBHOrO 3akoHodartenbcrtBa Poccuiickon ®denepaumm,
yTBepxaeHHble NMpaButensctBom Poccuiickon Pepepaumm, OCYLLECTBASETCS NPU HaNU4MM LOKYMEHTOB (3aBEPEHHbLIX KOMui
OOKYMEHTOB WNWN  3aBEpPEeHHbIX BbIMUCOK W3 HUX), MOATBEPXKAAKLWNX Ha3HayeHne U3NYEeCKOMy T§uLy YyKal3aHHbIX
nekapcTBEHHbIX NpenapaToB (3a UCKIMYEHNEM NEKapCTBEHHbIX NPenapaToB, 3aperncTpnpoBaHHbix B Poccuiickon ®enepauum
n otnyckaembix B Poccunckonn ®efepaunm 6e3 peuenTta Ha nekapcTBeHHbIV npenapat). [NoaTrBepxaarolime OOKYMEHThbl (X
3aBEPEHHbIE KOMUM WM 3aBEpPEHHble BbIMUCKU M3 HUX) OOMKHbI copepXaTb CBEAEHUS O HAaMMEHOBaHWW U KONuM4ecTBe
Ha3Ha4YeHHOro reKapcTBeHHOro npenapata. B cnydae, ecnu nogTBepxaawowime AOKYMEHTbl (MX 3aBepeHHble Konuu WUnu
3aBepeHHble BbINMUCKU U3 HMX) COCTaBMeHbl HA UHOCTPAHHOM 3blKe, K HUM npunaraeTcs HoTapuanbHO 3aBEepPEeHHbIV NepeBos
Ha PYCCKUM A3bIK;

(MyHkT B pegakumu, BBegeHHon B aenctene ¢ 13 uoHa 2016 roga PenepanbHbiM 3akoHOM OT 2 uioHa 2016 roga N 163-
®3. - Cm. NpeapblayLLyo PeaaKLmio)

2) ncnonb3oBaHus paboTHMKaMM OUMNIOMaTUYECKOro Kopryca unu npeacraBuTensaMun MeXayHapOAHbIX OpraHu3auun,
akkpeguToBaHHbIX B Poccuiickon ®egepauuu;

3) nevyeHnss MaccaXXMpoB U YNEHOB 3KUMaXeN TPaHCMNOPTHbIX CpeacTB, Moe3gHbix Gpurag v BoaMTENen TPaHCMOPTHbLIX
cpeacTts, NnpubbiBwKx B Poccuiickyto degepaumio;

(MyHKT B pepakumun, BBeaeHHON B aenctene ¢ 7 aHeapsa 2012 roga PenepanbHbiM 3akoHOM OT 6 aekabpsa 2011 roaa N
409-93. - CM. npenbiayLlyo pegakumio)

4) neyeHUst YYaCTHWKOB MEXOYHAPOAOHbLIX KYFNbTYPHbIX, CMOPTUBHBLIX MEPOMNPUSATMA N YYaCTHMKOB MEXAYHAPOLHbIX
aKcneanunim;

5) neyeHus KOHKPETHBIX XMBOTHBIX B 300Mapkax, 300cajax, Uupkax, okeaHapuymax, AenbUHapusiX, NeYeHUs OUKMX
XXUBOTHbIX, MOCTOSIHHO WM BPEMEHHO Hacenawwux Tepputoputo Poccunckon Pepepaumm, HaxogsaMXCA B COCTOSHUM
ecTecTBeHHOW cBoboabl N NpUHaanexawmx K Bugam, saHeceHHbsiM B KpacHyto kHury Poccuickon ®egepaummn u (unu) KpacHble
KHUMM cybbektoB Poccuiickon ®depepaumun, a Takke XMBOTHbIX, BBO3MMbIX B Poccuiickyto depepaumio ons yyactms B
CMOPTUBHbLIX U 3PENULLHBIX MEPOMNPUATUSX;

(MyHKT B pepakuumun, BBegeHHoN B aenctene ¢ 7 aHBapsa 2012 roga PeaepanbHbiM 3akoHOM OT 6 Aekabpa 2011 rona N
409-93; B pegakuuu, BBegeHHon B gencteune ¢ 13 asrycta 2019 roga ®eaepanbHbiv 3akoHoM oT 2 asrycta 2019 rona N 297-
®3. - Cm. NpeaplayLLyo PeAaKLMIo)

6) Mcnonb3oBaHUS Ha TEPPUTOPUN MEXOYHAPOAHOIO MEAMLIMHCKOrO KnacTepa.
(MyHkT gononHuTensHo BkAodeH ¢ 30 noHa 2015 roga PenepanbHbiv 3akoHoM OT 29 mioHa 2015 rona N 160-93)

2. B cnyyasx, npegyCcMOTpeHHbIX 4YacTbto 1 HacTosulen cTaTbu, Aonyckaetcsa BBo3 B Poccuiickyio dPegepauuio
NeKapCTBEHHbIX MpenapaToB, He 3aperncTpmpoBaHHbIX B Poccuickon degepaumu.

(Yactb B pepakumu, BBeaeHHon B genctene ¢ 7 siiBapsa 2012 roga deanepanbHbiM 3akoHOM OT 6 aekabpsa 2011 ropa N
409-®3. - CM. mpeaplayLLyo PeAAKLN)

3. JlekapcTBeHHble npenapaTtbl, NpegHasHavYeHHble AN TyMaHWTapHOW MoMowM (COQeNcTBUSA) MMM MOMOLUM NpU
ypesBblYalHbIX CUTyauusix, BBO3ATCA B Poccuiickyto Pegepaunto B nopsigke, yctaHoerneHHoM [MpaBuTtensctBoM Poccuiickon
depepauun. 3anpelwjaetca BBo3 B Poccuiickyto ®depepaumio  HE3apErMcTPUPOBAHHBIX  MEKAPCTBEHHbIX Mpenapartos,
npegHasHa4YeHHbIX AN9 'YMaHUTApHOW NOMOLLM (COAENCTBUS) UMW NMOMOLLM MPU Ype3BbIYaHbIX CUTYaLUSIX.

(Yactb B pepakuum, BBegeHHON B AerictBue ¢ 7 aHBapsa 2012 roga ®enepanbHbiM 3akoHOM OT 6 aekabps 2011 rona N
409-®3. - Cm. NpeablAYLLYIO PeAaKLMI0)
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KommeHTapum k ctatbe 50

CTATbA 51. COTPYOQHUYECTBO ®ELEPAJIbHOIO OPIAHA UCTMONMHUTENLHOW BIIACTH,
YNOJIHOMOYEHHOI'O B OBJIACTU TAMOXEHHOI'O AIENA, U APYTUX YNONMHOMOYEHHbIX
®EAEPAJIbHbIX OPTAHOB UCMOJIHUTENBbHOU BITACTU

1. YNONHOMOYEHHbIE dJe,qepaanble opraHbl MCMNOMHUTENBLHOW BNacTu npenocTaBnAl0T B pacnopsaXXeHune cbe,qepaanoro
opraHa NCMOSMHUTENbLHON BracTy, YNOJTHOMOYEHHOIO B obnacTtu TaMOXXeHHOro aena, myﬂaDCTBeHHbIVI PeecTp NEKAPCTBEHHbIX
CpencTB, a Takke I/IH(*)OpMaLI,VII-O O BblaHHbIX pa3peleHndax Ha BBO3 KOHerTHOVI napTumn nekapCrtBeHHbIX CpeacCTB B CllyvadX,
YCTaHOBJT1€HHbIX YaCTbio 3 cTtatbu 47 HacTOALErO d)ep.gpaanoro 3aKoHa.

2. ®epepanbHbI OpraH WCMOMHUTENBHON BRacTh, YMNOMHOMOYEHHbIM B 0OMacTM TaMOXEHHOro Aena, WMHdopMupyet
yKkasaHHble B 4Yactv 1 HacTosule cTaTbW YNONHOMOYEHHblE denepanbHble OpraHbl WCMOMHUTENLHOW BNactTu O BBO3e
nekapcTBeHHbIX cpeacTs B Poccunckyto degepauuio 1 BelBO3e NekapCTBEHHbIX cpeacTs n3 Poccuiickon degepauum no oopme
1 B Nopsigke, KOTopble yCcTaHoBMeHbI NMpaButenbctBoM Poccuiickon denepauunn.

(Yactb B pegakumun, BBeaeHHon B genctene ¢ 7 siueaps 2012 roga PeanepanbHbiM 3akoHOM OT 6 aekabpsa 2011 roaa N
409-®3. - CM. mpeaplayLLyo PeAAKLM)

KommeHTapum k ctatbe 51

MABA 10. PAPMALIEBTUYECKAA OEATENIbHOCTb
CTATbSA 52. OCYWECTBINEHUE ®APMALIEEBTUYECKON OEATENIbHOCTU

1. dapmaueBTUYECKas AeATENBHOCTb OCYLLECTBMNAETCSH OpraHM3aLnsiM1M ONTOBOW TOProBMNW fIeKapCTBEHHBIMU CpeacTBamu,
anTeyHbIMW  OpraHu3auusiMi, BETEPUMHAPHBIMU  anTeYHbIMKW  OpraHM3auusiMu, WHAMBUAYANbHBIMW  NPeanpuHMMaTensMu,
UMELLMMUN NIULIEH3NIO Ha (hapMaueBTUYECKYD OeATENbHOCTb, MEAULMHCKUMY OpraHnsaumsm, UMEeLWUMy NULEH3NI0 Ha
(hapmaLeBTUYECKYD [OeATeNnbHOCTb, U KX 060COGNEeHHbIMU noapasgeneHvsMyu  (ambynaTopusamu, enbaLepcKUMn 1
denbAliepcKo-akyLLePCKUMKU  MyHKTaMK,  UeHTpamu  (oTdeneHusimu)  obuwenr  BpadvebHOMm  (CEMENHOW)  MpakTUKM),
pPacnonoXeHHbIMU B CEMbCKUX HACENEHHbIX MYyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHusauuu, U BeTepuHapHbIMU
OopraH13aLnsiM1, UMELWUMK IMLEH3NIO HA (hapMaLEeBTUYECKYHO OESTENBHOCTD.

(acte B pepakumu, BBegeHHOW B genctBue PenepanbHbiM 3akoHOM OT 25 Hoabpsa 2013 roma N 317-93. - Cwm.

NpenbIAYLYI0 PEAKLnI0)

2. ®dusnyeckne nuua MOryT OCYyLLEeCTBNATb (papMaueBTUYECKYl OeATeNbHOCTb MPUM HanuyMu BbICLLErO UMW cpedHero
dapmaueBTMyYeckoro obpasoBaHusa U cepTudMKkata cneumanucta, BbICLUErO WM cpeaHero BeTepuHapHoro obpasoBaHusi 1
cepTudumkata crneumanuicTa, a Takke BbICLUEFO UMW CPeaHero mMeauumMHckoro obpasoBaHusi, cepTudukata cneuuanucta um
[ONONHUTENBHOrO MNpodeccnoHanbHOro o6pasoBaHNA B 4YacTM PO3HUYHOW TOProBAWM NEKApCTBEHHLIMW Mpenapatamy npu
ycnosun nx pabotbl B 060COBNEHHbIX NogpasaeneHnax MeauuMHCKMX opraHM3aumnin, ykasaHHbIX B YacTu 1 HacTosLen cTaTbun
(4yacTtb B pegakumun, BBegeHHoun B genctame ¢ 29 mniona 2010 roga PenepansbHbiM 3akoHoM OT 27 mons 2010 roga N 192-93, -
CM. MPEAbIAYLLYI0 PeOaKLIno).

KomMmeHTapui k ctatbe 52

CTATbA 52_1. BBO[ B N'PAXXOAAHCKUA OBOPOT JIEKAPCTBEHHbIX MPEMNAPATOB A1 MEOULIMHCKOIO
NMPUMEHEHWA

1. MNMepen BBOOAOM B rpaxkgaHCKun 0DOPOT KaXK4oN Cepum N Kaxkaon napTum npounssegeHHoro B Poccuiickon ®enepaumm
neKapCTBEHHOro npenaparta gns MeLULMHCKOTO MNPUMEHEHUS, 3a WUCKIIYEHMEM MMMYHOBWONOIrMYECKUX FeKapCTBEHHbIX
npenapaTtoB, NPOWM3BOAMUTENb TaKOro JIEKApCTBEHHOrO npenapaTta NpeacTtaBnseT B dpedeparnbHbli OpraH WMCMNOMHUTENBHON
BNacTu, OCYLLECTBNALWMIA YHKUMN MO KOHTPOMK W Hagl3opy B cdepe 30paBOOXPaHEHUs, OOKYMEHT NpOW3BOAUTENS
NEeKapCTBEHHOrO CPeACcTBa, MOATBEPXOAMLWMNIA KadeCTBO NEKapCTBEHHOIO npernaparta, M nogTBEPKAEHME YMONTHOMOYEHHOMO
nuua Npoun3BoOANTENS NEKAPCTBEHHbLIX CPEACTB COOTBETCTBMUS JIEKAPCTBEHHOMO Npenaparta TpeboBaHWsM, YCTaHOBIEHHBIM Npu
€ro rocyaapCTBEHHOW permcTpaumu.

2. MNepen BBOAOM B rpaxaaHCKMii 0GOPOT KaXkAoOW Cepum Wiy Kaxkaow naptum BBO3MMOro B Poccuiickyto denepauuio
nekapcTBEHHOro npenapara And MeOWLUUHCKOrO MPUMEHEHUs, 3a WCKMIOYEHUMEM WMMMYHOOMONMOrMYECKMX NeKapCTBEHHbIX
npenapaToB, OpraH13aLus, OCyLLEeCTBsoLAsa BBO3 NeKapCTBEHHOro npenapata B Poccuiickyio Penepauuio, NpeacTaBnseT B
defepanbHbli  OpraH  UCMOMHUTENBHOW  BNacTW, OCYLLECTBRSOWUA (OYHKUMM MO  KOHTPOMK W Hagsopy B cdepe
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30paBOOXpPaHEHNsl, cepTucmKaT MPOU3BOAMTENS IEKAPCTBEHHOrO CpeacTBa, YOOCTOBEPSIOLUA COOTBETCTBME BBO3MMOIO
NneKkapcTBEHHOrO npenapaTta TpeboBaHUSAM apMakonenHol cTaTbM, a B Clnydae OTCyTCTBMS (hapMakoneriHoW CcTaTbu
TpeboBaHMSAM HOPMAaTMBHOM AOKYMEHTauuW, M MNOATBEPXKAEHWE MpeacTaBUTENsl OpraHu3auuu, OCYLUEeCTBMSHLWEN BBO3
nekapcTBeHHOro npenapara B Poccuiickyto Pegepaunto 1 ynoriHOMOYEHHOW UHOCTPaHHbLIM NMPOU3BOAUTENEM NEKAPCTBEHHbIX
cpencTB, COOTBETCTBUSI BBO3MMOIO JEKAapCTBEHHOroO npenaparta TpeboBaHUsIM, YCTAHOBMEHHbIM MPU €ro rocygapCTBEHHOW
perucTpaumn.

3. TMopspok npencTaBneHWs B COOTBETCTBUM C YacTamu 1 v 2 HacTosuwled cTaTbW [OKYMEHTOB W CBEOEHUA O
nekapcTBeHHbIX NpenapaTtax, BBOAVMbIX B rpaxaaHckuin oboporT, yctaHasnmeaetcs NMpasutensctBom Poccuiickon degepavmu.

4. B OTHOLLUEHUWN MEPBbLIX TPEX CEPUN UM NapPTUA NEKAPCTBEHHOrO npenapaTta, BnepBble NpoM3BeAeHHOro B Poccumnckon
depepauun unu Brnepsble BBO3MMOro B Poccuiickyto deaepauumio, B deaepanbHbii OpraH MCMOMHUTENBLHOW BracTwy,
OCYLLECTBNALWNA DYHKLUN NO KOHTPOMIO 1 HAaA30py B cdepe 3a4paBoOOXpaHeHUs, JOMONHUTENBHO NpeacTaBnAeTca NpoToKon
UCMbITaHUN O COOTBETCTBUM CEPUM UMW NapTUM NeKapCTBEHHOro npenapata Ans MEeAMLMHCKOro MpUMEHEHUs nokasartensiM
KayecTtBa, NpegyCMOTPEHHbIM  HOpPMaTMBHOW  [JOKyMeHTauuen (goanee - MPOTOKON — WUCMbITaHW), NPOBOAMMbIX
aKKkpeauUTOBaHHbIMW B COOTBETCTBMM C 3akoHogaTenbcTBoM Poccunckon degepaumm o6 akkpeaudTaumm B HaUMOHanNbHOW
cucteme  akkpeguTauuu  cpegepanbHbIMU - TOCYOAPCTBEHHBIMU — BIOKETHLIMU  yUpEXOEHUSAMWU, MOABEOOMCTBEHHbLIMU
denepanbHOMY OpraHy WUCMONMHUTENbHOW  BNacTu, OcyllecTBngwlweMmy ¢yHkuMM no  BblpaboTke w©  peanusauum
rocyapCTBEHHOM MONUTUKA N HOPMATMBHO-MPABOBOMY PErynvpoBaHuio B cdepe 30paBoOXpaHeHus, u degepansHOMy opraHy
WCMONMHUTENBHON BNacTu, OCyLLECTBNSALEMY (PyHKLMM NO KOHTPOIO 1 Haa30py B cdpepe 3apaBooxpaHeHus. MNopsigok Bblaaum
yKa3aHHbIMY dpefiepanbHbIMU rOCYAapCTBEHHBIMU OHOMKETHBIMU YUPEXAEHUSMU AaHHOrO MPOTOKONa M pasMep nnarbl 3a ero
Bblaayvy ycTtaHaBnmBatoTtcs [paBuTtenscTBom Poccunckon ®enepaumm.

5. ExxerogHo He no3gHee 1 cheBpans Npou3BoanTENN NEKapPCTBEHHbLIX CPEACTB UMM OpraHn3aLmu, OCyLLECTBISIIOLWME BBO3
nekapcTBeHHbIX npenapaTtoB B Poccuiickyto Pepepauunto, NpeacTtaBnsioT B eaepanbHbii OpraH MCNOMHUTENbHOW BRacTw,
OCYLLECTBNSALWNA PYHKLUMM MO KOHTPOSO U Haasopy B cdepe 34paBOOXPaHEHUs, NMPOTOKON MCMbITaHWIA MOCTYNMBLLETO B
TeYeHVe rofga B rpaxaaHckuiA 0BOpPOT NeKapCTBEHHOrO npenaparta KOHKPETHOro Mpou3BoauTens (Ha OOHY Ceputo KaXkaoro
TOProBOro HAMMEHOBaHUS C Y4ETOM JTIEKaPCTBEHHOW (POPMbI U JO3MPOBKM), MPOBOAUMbIX aKKpeaUTOBaHHLIMU B COOTBETCTBUM C
3aKkoHogatenbcTBoM Poccuiickonn ®efepaumm o6 akkpeauTaumm B HaUMOHarbHOW CUCTEME aKKpeauTauuMu UchbiTaTenbHbIMU
naboparopusamu (LeHTpamu).

6. MNpownsBoanTenu nekapcTBEHHbIX CPEACTB UMW OpraHn3auun, OCyLLEeCTBNSALWMEe BBO3 NeKapCTBEHHbIX MpenapaTtoB B
Poccuickyto ®efepaumio, He MeHee YeM 3a OAWH rof, A0 NNaHUPYeMbIX NMPUOCTAHOBMEHUS UNKU MpeKpaLleHns Npon3BoaCcTBa
NeKapCTBEHHbIX MpenapatoB wunn ux BBo3a B Poccunckyto Pepepaunto yBegoMnawT o6 3ToM dedeparnbHbli  opraH
MCMNOMHNTENBHOW BAcTW, OCYLLECTBASALWNA PYHKLUUU MO KOHTPOSKO N Hag30py B chepe 3opaBooxpaHeHus un denepanbHbin
OpraH UCMONMHUTENBbHOW BNACTW, OCYLLECTBASIOWMI PYHKLUM NO NULIEH3MPOBaHNIO NPOM3BOACTBA NEKAaPCTBEHHbIX CPEACTB.

(Yactb gononHuTenbHO BKNtoveHa PeaepanbHbiM 3akoHOM OT 28 Hosbps 2018 roga N 449-93)

7. BBOA, B rpaxgaHCkuin o6OpOoT KaXaon Cepym Unu Kaxkaon napTum MMMyHOBMONornyeckoro nekapCcTBEHHOro npenapara,
npoussegeHHoro B Poccuiickon ®depepaumn nnuv Beo3vMoro B Poccuickyio ®Pegepaumio, OCYyLLECTBNSETCH Ha OCHOBaHWUU
paspeLlleHns, BbldaHHOroO denepanbHblM OpPraHOM MCMOMHUTENbHOW BRacTu, OCYLLEeCTBNALWMM (YHKLUUU MO KOHTPOSO U
Hagsopy B cdepe 30paBOOXpPaHEHMS, Ha OCHOBaHMM BblOAHHOTO dedepanbHbIMU  FOCY4APCTBEHHBIMU - OHOMKETHBIMU
yUpeXOeHUAMN, YKa3aHHbIMM B 4YacTu 4 HacTodulen CcTaTbW, 3aKMyYeHUss O COOTBETCTBMM CepuuM WNU  naptuu
MMMYHOBKNONOrMYecKoro fiekapcTBEHHOrO npenaparta TpeboBaHWsIM, YCTAHOBIMEHHBIM MPU €ro rocy4apCTBEHHOW perucTpaumm.
Mopsiaok BbiAaum paspeLleHust Ha BBOA B rpakaaHCKuii 060poT cepun UM napTmm MMMYHOBUOMOrMYeCcKoro fekapCTBEHHOMO
npenapata, a Takke MOpPsSAOK BblOa4M YKa3aHHOro 3aKkfyeHWss U pasMep nnatbl 3a ero Bblgady ycCTaHaBnuBalOTCA
MpaButensctBom Poccuiickon degepaumu.

8. 3a HenpeacTaBneHve UM HeCBOEBPEMEHHOE NpeacTaBneHne JOKYMEHTOB U CBeAEHUIN, NpegyCMOTPEHHbIX YacTamu 1,
2, 4, 5 n 6 HacTosulen cTaTtbl, NPOU3BOAUTENM NEKAPCTBEHHbLIX CPEACTB M OpraHmsauuu, OCYLLECTBMsOLWME BBO3
nekapcTBeHHbIX MnpenapatoB B Poccuiickylo degepauunto, HeCyT OTBETCTBEHHOCTb B COOTBETCTBMU C 3aKOHOAATENbCTBOM
Poccuickon ®enepaumm.

9. MNpeacTaBneHne OOKYMEHTOB M CBEAEHUN, NPedyCMOTPEHHbIX Yactamu 1, 2 n 4 HacTosAuwlen CcTatbW, U MOMyYeHue
npeagycMOTPEHHOro YacTbio 7 HACTodLle CTaTbu paspeLleHns Ha BBO4 UMMYHOBUONOrMYeckoro nekapCcTBeHHOro npenapara B
rpaxgaHckni obopoT He TpebylTcsa B OTHOLLEHMU NEKapCTBEHHbIX MpenapatoB, NpefHas3HaYeHHbIX AN NPOBeLAeHUs!
KNMMHUYECKUX WCCNENOBAHUN NEeKapCTBEHHbIX MpenapaTtoB, MNPOBEOEHUs] 9KCMEPTU3bl JEKAapCTBEHHbIX CPEeAcTB  Ans
OCYLLECTBIEHNS FOCY0APCTBEHHOW PEerncTpauum nekapCTBEHHbIX MPEnaparoB, a Takke B OTHOLUEHUM HE3aperncTprpoBaHHbIX
NnekapcTBEHHbIX MpenapaTtoB, MpeAHa3HaYeHHbIX ANS OKa3aHWs MEOMLUMHCKOMW MOMOLUM MO >KU3HEHHbIM MOKa3aHUAM
KOHKPETHOro nauueHTa unu rpynnbl nauMeHToB, BBO3UMbLIX B Poccuickyto degepaunio B cooTBeTCTBMM C Yactamu 3 n 3_1
cTtatby 47 HacTosulero PenepanbHOro 3akoHa.

(YacTb B pemakumun, BBegeHHow B gencteue ¢ 1 mapta 2020 roga ®enepanbHbiM 3akoHOM oT 27 fekabpsa 2019 rona N
475-®3. - Cm. NpeablAyLLYI0 PeAaKLmio)
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10. Mpu BbISIBNEHUN B rpaxgaHCKOM 006OpOTe cepun UM NapTuM NEeKapCcTBEHHOrO npenapara, AOKYMEHThl U CBEAEHUS O
KOTOPbLIX, NPeayCMOTPeHHbIe YacTamu 1, 2 1 4 HacTosLLEe CTaTbk, He NPeAcTaBneHbl B hegeparnbHbIi opraH UCNOMHUTENBHON
BNacTu, OCYLLEeCTBNAWMIA YHKUUM NO KOHTPOMK U Haasopy B cdepe 3gpaBooOXpaHeHus, nubo cepum mnm naptuu
MMMYHOBNOMOrMYECKoro NeKapCTBEHHOro Mpenaparta, He MWMeWuX paspelleHMss Ha BBOA4 B rpaxaaHckui o6opor,
npeaycMOTPEHHOIO YacTblo 7 HACToMALEeN CTaTbu, hedepanbHblii OpraH UCNONHUTENBHOW BNACTW, OCYLLECTBNALWMIA (DYHKLUN
Nno KOHTPOMO U Haa3opy B cdepe 30paBooxpaHeHus, B Nopsiake, yctaHoBneHHoM pasuTensctBom Poccunckon ®eaepaunm,
NPYHUMAET peLleHVe O MpeKpalleHWWM rpaxgaHCcKoro obopoTa TakuxX Cepun unu naptum Ao NpeacTaBrneHus yKasaHHbIX
AOKYMEHTOB U CBeAEHU NBOo NonyyeHns ykasaHHOro paspeLleHuns.

(Ctatbsa gononHuTenbHO BKtodeHa ¢ 29 HosAbpst 2019 roga PenepanbHbiM 3akoHOM OT 28 Hos6pa 2018 rona N 449-03)

CTATbA 53. NPOOAXA, NEPEOQAYA NEKAPCTBEHHbLIX CPEACTB OPFAHU3ALIMAMU ONTOBOW TOPIrOBIU
NEKAPCTBEHHbIMW CPEACTBAMU

1. OpraHusaumyn ONTOBOW TOPrOBMM JIEKAPCTBEHHLIMW CPEACTBAMW MOTYT OCYLUECTBMATb NPOAaXy JeKapCTBEHHbIX
cpencTB UNKU nepegasBaTbh MX B YCTaHOBNEHHOM 3akoHopaTenbcTtBoM Poccuiickon degepauun nopsigke (3a UCKIOYEHUEM
dapmaLeBTMYECKOM CyBCTaHUMM cnupTa 3TUNOBOIO (3TaHona):

(AB3aL B pegakuun, BBeaeHHon B aerictBue ¢ 1 sHBapsa 2018 roga PenepanbHbiM 3akoHoM OT 29 mtona 2017 roga N 278-
®3; B pegakumn, BBegeHHom B genctene ¢ 29 nekabpsa 2020 roga PenepansHbiv 3akoHoM oT 27 aekabps 2019 rona N 481-

®3. - Cm. mpeaplAyLLY0 PEAAKLIMIO)

1) Apyrum opraHnsaLusiM ONTOBOW TOPrOBMW NEKapCTBEHHBIMU CPeACTBaMU;

2) Npov3BoanUTENSM NeKapCTBEHHbIX CPeACTB ANs Lernei NponsBoacTBa NekapCTBEHHbIX CPEACTB;
3) anTeYyHbIM OpraHM3aLUusaM U BETepMHaPHBLIM anTeYHbIM OpraH13aLusaM;

4) Hay4YHO-MCCedoBaTENbCKUM OpraHM3aumnsam Anst Hay4YHO-MCCrefoBaTenbCKoi paboTh;

5) nHameunayarnbHbIM npeanpuHnmMmartenam, nMmerowmnm NnMUeH3no Ha (bapmaueBqueCKyro AeAaATernbHOCTb U NNUEeH3no Ha
MEONLNHCKYH O0eATENTIbHOCTb;

6) MegUUMHCKUM OpraHn3aumsam, B TOM YMChe CO30aHHbIM U 3aperncTpupoBaHHbIM B COOTBETCTBMM C 3aKOHOA4ATENBLCTBOM
MHOCTPAHHOro rocygapcTtea - YneHa OpraHusaumm 3KOHOMWUYECKOro COTPYAHMYECTBA U Pa3BUTUA MHOCTPaAHHBLIM HOPUANYECKNM
nuuam, MHAMBUAYanbHbIM NpeanpuHMMaTensMm, SBMASOWUMCS ydYacTHMKaMyM npoekTa B COOTBETCTBUM C DenepanbHbIM
3akoHoOM "O MexayHapoaAHOM MeOULIMHCKOM KNacTepe W BHECEHUW W3MEHEHWW B OTAENbHbIE 3aKOHOAATENbHbIE aKTbl
Poccuiickon denepaumn”, n BeTepUHaApHbLIM OpraHu3aumsm;

(MyHKT B pepakummn, BBegeHHon B gencrtene ¢ 6 aBrycta 2019 roga PeanepanbHbiM 3akoHOM OT 26 mtonsa 2019 roga N 240-
@3. - Cm. npeablayLyo peaakLuo)

7) opraHuM3aumMsiM M UHAMBUAyanbHbIM NpPeAnpUHUMATENsM, OCYLLECTBMSAWUM pa3BedeHue, BblpalluBaHNe W
cofepXaHue XNBOTHbIX (32 UCKIIOYEHVEM Npoaaxn UM apMaLeBTUYECKMX CyDCTaHLuiA Unn ux nepeaaydn).

(MyHkT B pegakumun, BBeaeHHoM B fencteme ¢ 13 asrycta 2019 roga ®enepanbHbiM 3akoHoM OT 2 aerycta 2019 roga N
297-93. - CM. NpeAblayLLyI0 Penakumio)

2. OpraHusauuu OMTOBOW TOPrOBMM NEKApCTBEHHbIMW CpPeACTBaMM He BrpaBe OCYLLECTBNATbL Mpodaxy (nepepady B
YCTaHOBIIEHHOM 3akoHodaTenbcTBOM Poccuiickon ®efepaumm nopsake) hapmaueBTUYeckon cybcTaHuum cnupTta STUINOBOMO
(aTaHona).

(Yacte gononHuTenbHo BkNtoveHa ¢ 1 aHBapsa 2018 roga PenepanbHbiM 3akoHoM OT 29 wutonga 2017 ropga N 278-93; B
penakumu, BBegeHHon B gencteue ¢ 29 gekabps 2020 roga PenepanbHbiM 3akoHOM OT 27 aekabps 2019 rona N 481-93. - Cwm.
0ReablAYyLLYI0 pefakumio)

KommeHTapum k ctatbe 53

CTATbA 54. NPABUJIA ONMTOBOW TOPIOBIN NEKAPCTBEHHbIMU CPEACTBAMMU

1. OnTtoBas TOproena nekapCTBeHHbIMKM CcpenctBaMum OCYLLUECTBNAETCA npoun3BoauTenaMn INeKapCTBEHHbIX CpeacTB U
opraHun3aumammn OnTOBON TOProBIn NnekapCcTBeHHbIMM cpencTtBamMun No npasunam Hagnexatwiemn ﬂ,MCTpM6bPOT0pCKOVI NPaKTUKnN "
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npaBunaMm Haanexaiien NpakTUKU XpaHeHUs 1 NepeBO3KU NieKapCTBEHHbIX NpenapaToB, YTBEPXAEHHbIM COOTBETCTBYHOLLMMU
YNONTHOMOYEHHbIMU heaeparnbHbIMY OpraHaMm UCNOMHUTENBHON BMacTy.

(Yactb B pepakumun, BBegeHHou B agenctene PenepanbHbiM 3akoHOM OT 26 mapTa 2022 roaa N 64-93. - CM. npeablayLyto
penakuuio)

2. OpraHunzauus OnTOBOW TOProBNW NEKApCTBEHHbIMU CpeacTBamu obsasaHa cobniogatb npegenbHble CPOKM OTIPY3KU
3aTpeboBaHHbIX anTe4YHOW oOpraHuM3auMen IeKapCTBEHHbIX MpenapaTtoB AN MEOUUUHCKOTO MNPUMEHEHUss M He Brnpase
OTKasblBaTb anTE4YHOW OpraHvM3auuun, ¢ KOTOPOW y Hee 3aKiioyeH COOTBETCTBYIOLLMI AOroBOP O MOCTaBKax NEKapCTBEHHbIX
npenapaTtoB AN MeANLMHCKOro NpUMEHEHWs, B NOCTaBKe NIEKAPCTBEHHbIX NpenapaToB AN MeaMLMHCKOro NPUMEHEHWst npu
Hanuumm 3aTpeboBaHHbIX NIEKAPCTBEHHbIX NpenapaToB ANd MEOULUHCKOrO MPUMEHEHUS Yy OpraHu3auvm OnTOBOM TOProBMU
nekapcTBeHHbIMKU cpeacTBamu. [pedenbHble CPOKM OTIPY3KM 3aTpeboBaHHbIX anTeYHOW oOpraHuM3auven fekapCTBEHHbIX
npenapaToB A5 MEOULWNHCKOTO NPUMEHEHNST B 3aBUCMMOCTM OT PachoNiOKEHUs MecTa OTrPy3KM JIEKAapPCTBEHHbIX NpenapaTtoB
ANS MEeOULMHCKOro NPUMEHEHNS YCTaHaBNMBAOTCS YMONTHOMOYEHHbIM hefeparnbHbIM OpraHoM UCNONHUTENBHOW BNACTU.

(Yactb gononHuTenbHO BKNtoveHa PeaepanbHbIM 3akoHOM OT 26 MapTa 2022 roaa N 64-93)

(CtaTtbs B pepakuun, BBegeHHon B gencteue ¢ 1 nonsa 2015 roga PenepanbHblM 3akoHOM OT 22 aekabpsa 2014 roga N
429-03. - CM. mpeablayLLY0 PEAAKLIMIO)

KommeHTapun k ctatbe 54

CTATbA 55. NOPAAOK PO3HUYHOW TOPIrOBITN NEKAPCTBEHHbBIMU NPEMNAPATAMU

1. Po3Hmn4Hasa TOProens fekapCTBEHHbIMW MpenapataMmu B KONM4YecTBax, HeobxoaWMbIX AN BbIMOMHEHWS BpayvebHbIX
(dbenbalepcknx) HasHaYeHWm WNM Ha3Ha4YeHWn crneuMannctoB B 0ONacTu BeTeprHapuK, OCYLLECTBASETCA anTeYHbIMU
OopraHv3auusMu, BeTEepUHapHbIMKM  anTeYHbIMW  OpraHM3auusiMu, WHAMBUAYANbHbIMW  NpeanpuHUMaTensM1, MMeLWwnMn
nMueH3nio  Ha apMaueBTUMYECKYl0  OEeATeNbHOCTb, MEOULMHCKMMU  OpraHuM3auvsMv, WMeWUMKW  JIMUEH3MI0  Ha
hapmaueBTUYECKYO [OeATenbHOCTb, U KX 000COONEeHHbIMW noapasgeneHvsmy  (amOynatopusamu, enbawepckuMmn 1
dhenbaluepcKko-aKyLepckMMn  MyHKTamn,  UeHTpamu  (oTAeneHnamn) obwer  BpayebHOW  (CeMeMHOW)  NpaKTuKK),
pacnonoXeHHbIMU B CEMbCKUX HACENEHHbIX MYyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHusauuu, U BeTepuHapHbIMU
OopraHv3auusMu, VMeLWUMN NMLEH3NI0 Ha dapmaleBTUYeCcKylo AeaTenbHOCTb. PaspelleHa po3HWYHasi TOProBnsi TOMbKO
nekapcTBEeHHbIMK MpenapaTamMu, 3aperucTpupoBaHHbiMM B Poccuiickon ®egepaumv unu  M3roTOBMEHHBIMU  anTeYHbIMU
opraHv3auusMi, BeTEPUHAPHbIMKM  anTeYHbIMW  OpraHM3auusiMu, WHAMBUAYaNbHbIMU NpeanpuHUMaTensMy, MMeLWwuMn
NMUEH3No Ha dapmaueBTUYECKYI0 OeaTenbHOCTb. PO3HMYHasA TOProens nekapcTBeHHbIMU npenapaTaMy OCyLLEeCTBNSAETCS No
npaBunaMm Haganexalien antevyHoW MNpaKkTUKW, YyTBEePXOEHHbIM YMNOMHOMOYEHHbIM deaepanbHbiM OpraHoM WMCMONHUTENbHON
BMNacTu.

(HYactb B pemakuuun, BBegeHHon B gencteue PeaepanbHbiM 3akoHOM oT 25 Hoabpa 2013 ropa N 317-P3; B pepakumm,
BBefdeHHou B genctame ¢ 1 nionsa 2015 roga ®eaepansHbiM 3akoHOM OT 22 Aekabps 2014 rona N 429-93. - Cm. npeablayLyto
peakumio)

1_1. Po3HMYHasi TOProBnsl neKkapCTBEHHbIMW Mpenapatamu Ans MeOUUMHCKOTO MPUMEHEHUS (3a UCKIOYEHMEM
NneKkapcTBEHHbIX NpenapaToB, OTMYCKAeMbIX MO pPeuenTy Ha NeKapCTBEHHbIA Mpenapart, HAapKOTUYECKUX NeKapCTBEHHbIX
npenapaToB WM MCMXOTPOMHBIX JEKAPCTBEHHBIX MpenapaToB, a Takke CMMPTOCOAEPXalUMX JeKapCTBEHHbIX MNpenapaToB C
obbemHOV [fonew 3TMIOBOrO CnupTa CBbile 25 MPOUEHTOB) MOXET OCYLUECTBNATLCS anTeyHbIMWM  OpraHu3aumsMu
ONCTaHUMOHHBIM  CMOCOOOM. PO3HWYHYIO TOProBMIO JIEKApPCTBEHHBIMU MNpenapartamMyv AN  MEOULMHCKOrO MNpUMEHeHUs!
AVNCTaHUMOHHBIM CNocoboM MOryT OCYLLECTBMATb anTevHble OpraHv3auuu, MMeloLwmne nvueH3nio Ha dapmaueBTUYEeCKyHo
AeATENbHOCTE U COOTBETCTBYIOLLEE paspelleHne defaeparnbHOro opraHa WCMOMHUTENbHOW BRacTW, OCYLLECTBASIOWEro
YHKLMM NO KOHTPOMIO M HaA3opy B cdpepe 3gpaBooxpaHeHus. Nopsaok Bbidavyn paspeLlleHunst Ha OCyLUeCTBIIEHEe PO3HUYHOMN
TOProBnM IeKapCTBEHHbIMW MpenapaTtaMmyM AMCTaHUMOHHBIM cnocobom, TpeboBaHMS K anTeYHbIM OpraHu3auusiM, KOTopble
MOryT OCYLUECTBNATb TaKyld TOProBMO, WM MOPSOOK €e OCYLIECTBIEeHUsl, a Tawkke npaBuna [[OCTaBKM JleKapCTBEHHbIX
npenapaTtoB rpaxgaHam YyctaHaenueatoTcs [MpaButensctBoMm Poccuiickon ®Pepepaumn. WNHdopmaumsa o6 onnaveHHbIX
(OTNyLWEeHHBbIX) U MOMNyYeHHbIX NeKapCTBEHHbIX MpenapaTtax BHOCUTCA B CUCTEMY MOHWUTOPUHIa ABUXEHWS NeKapCTBEHHbIX
npenapaToB AN MeauLMHCKOro NpUMeHeHns B nopsake, npedycMoTPeHHOM YacTblo 7 cTatbu 67 HacTosuwero PefepanbHOro
3aKoHa.

(Yactb gononHuTenbHO BKNtoveHa PeaepanbHbiM 3akoHoM oT 3 anpens 2020 roga N 105-93)

2. Buabl anTeyHbiX opraHuM3auuii U npaBuna OTrycka feKapCTBEHHbIX MpernapaTtoB AN MEAUUMHCKOrO NpUMeHeHust
anTeYyHbIMM OpraHu3auusaMn, UHOMBMAYaANbHLIMU NPeanpUHMMATENSMU, UMELWVMU JIMUEH3NI0 Ha dapMaueBTUYeCcKyHo
AesTenbHOCTb, a Takke MpaBuna OTNycka JfieKapCTBEHHbIX MpenapatoB Ans MeAWUUMHCKOTO MpUMEHEHUS MEeAULMHCKUMM
opraHusauusMu, UMEeKLLMMN NULEH3MI0 Ha dapMaLeBTUYECKYO AEeATENbHOCTb, U MX 060COONEHHbIMM Moapas3aeneHnsMn
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(ambynatopusimu, denbawepcknm n denbaLepCcKo-aKyLIEPCKUMIN NMyHKTaMK, LeHTpamu (oTaeneHusamu) oblien BpavebHom
(cemenHom) NpakTUKN), PpacronOXEeHHbIMU B CENbCKUX HAaCerNeHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTe4YHble opraHvM3auuu,
YTBEPXKOAKTCA YNONMHOMOYEHHbIM dheaepanbHbIM OpraHOM UCNOMHUTENBHOM BNacTw.

(Yactb B pepakuuu, BBeaeHHOM B genctene PenepanbHbiM 3akoHOM OT 25 Hoabpsa 2013 ropa N 317-93. - Cwm.
OpenplAyLWYIo peaakLuio)

3. TlpaBuna oTnycka HapKOTUYECKUX CPeacTB U MCUXOTPOMHbIX BELIEeCTB, 3aperncTpupoBaHHbIX B KayecTBe
NeKkapcTBEHHbLIX MpenapaTtoB, JEKapCTBEHHbIX MNpPenapaToB, CoAepXallMx HapKOTUYeckMe cpeactBa W MCUXOTPOMHbIE
BELUECTBA, YTBEPXKOAIOTCS YMNONMHOMOYEHHbIM deaeparnbHbiM OpraHOM MCMOMHUTENbHOM BRacTM Mo COrfacoBaHWUl C
eepanbHbIM OpraHoOM UCMONMHUTENBHOW BNAacTy, YNOMHOMOYEHHbIM B chepe BHYTPEHHUX Oer.

(Yactb B pegakumu, BBeaeHHon B gencrteune ¢ 4 mionsa 2016 roga PenepanbHbiM 3akoHoM 0T 3 uionga 2016 roga N 305-93.
- CM. npeablayLwyo peaakLmio)

4. JlekapcTBeHHble npenapaTtbl Ans BETePUHapPHOro MPUMEHEHWUs TMOANeXaT OTNYCKy BeTepUHapHbIMW anTeYHbIMU
opraHv3auusiMi, BETepPUHAPHbLIMU OpraHM3auusMK, WHAMBMAYANbHBIMW NPEeanpUHUMAaTENs MU, UMEOLWMMUN JNIMLEH3NI0 Ha
papmaLeBTUYECKYI0 AeaTenbHOCTb. OTMNYCK NeKapCTBEHHbIX NpenapaToB AN BETEPUHAPHOIO NMPUMEHEHUS OCYLLECTBIISIETCS B
COOTBETCTBUM C NpaBUiiaMy Hagnexallen anTe4HoN NpaKkTUKK NEKapCTBEHHbIX NpenapaToB A BETEPUHAPHOIO NPUMEHEHNS,
YTBEPXKAEHHBIMU YINOIMTHOMOYEHHBIM defeparnbHbIM OpraHOM UCTIONMHUTENBHOW BNacTy.

(YacTb B pepakumu, BBegeHHon B genctane ¢ 13 asrycta 2019 roga ®enepancHbiM 3akoHoM OT 2 aBrycta 2019 rona N
297-93. - CM. NpeAblayLLy0 PenakLmio)

5. TepeyeHb MeOUUMHCKUX OpraHu3auui, WMEKLWMX MUUEeH3No Ha dapMaueBTUYEeCKy0 OeATeNbHOCTb, U WX
06ocobneHHbIX noapasaeneHuin (ambynaropun, denbalepckux 1 denbalepcko-akyLepCckuxX NyHKTOB, LEHTPOB (OTAeNeHnn)
o6uwern BpayebHON (CeMenHON) NPaKTUKK), PaCMONOXEHHbIX B CEMbCKMX HACENEHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYHOT
anTeyHble opraHuM3aumMM, a Takke MepeyeHb eKapCTBEHHbIX MpenapaTtoB, npoda)xa KOTOpbIX MOXET OCYLEeCTBNSATLCS
yKasaHHbIMW opraHm3aumsamMmn n nx 060cobneHHbIMY NoapasfneneHns MU, YyCTaHaBNMBAKOTCS OpraHamMmy UCMONHUTENbHOM BriacTu
cybbekToB Poccuiickon degepaunn.

(HYactb B pemakuuun, BBegeHHon B gencteue deaepanbHbiM 3akoHOM OT 25 Hoabpa 2013 ropa N 317-93; B pepakumm,
BBeOEeHHOW B fenctene deaepanbHbiM 3akoHoM oT 3 anpens 2020 roga N 105-03. - Cm. npenbiayLLyo peaakLmo)

6. ANTeuyHble oOpraHu3auun, UWHOUBMAYanbHblE nNpeanpuHMMaTenn, WUMEeKLWMe JMUEH3NK Ha dapMaueBTUYECKYHO
OeaTenbHoCTb, 00sa3aHbl obecneunBaTb YTBEpPXKAEHHLIN [MpaButenbctBoM Poccuiickon degepaumm n bopMupyeMbin B
YCTaQHOBMNEHHOM WM MOPSiAKE MWHMMAarbHbIA aCCOPTUMEHT JlIeKapCTBEHHbIX MpenapatoB, HeoOXOoaUMbIX Afsl OKalaHusi
MeONLMHCKOW NMOMOLLM.

(HYactb B pepmakumu, BBegeHHOM B pencteve PenepanbHbiM 3akoHOM OT 25 Hoabpa 2013 roga N 317-93. - Cwm.
TREAbIAYLLYIO PEAaKLNIO)

7. AnTeuyHble oOpraHusauuu, WHAMBUAyanbHble NPEeAnpPUHMMATENW, WMeKLWMe TNUUEH3NK Ha dapMaLeBTUYECKYHo
OeATenbHOCTb, Hapsigy C NeKapCTBEHHbIMWM MpenapataMyM WMEKT MpaBo npuobpetatb M npogaBaTb, B TOM u4uUcne
OVNCTaHUMOHHBIM CMOCO60M, MeaULMHCKNE U3nenuvs, Ae3uHuuupyowmne cpeacTea, NpeameTbl U cpeacTBa JIMYHON TUIMEHBI,
nocyay Ons MeauvUMHCKUX Lenen, npegMeTbl U cpecTBa, npegHasHayeHHble anst yxoda 3a G0NnbHbIMU, HOBOPOXAEHHBIMU U
OEeTbMU, He OOCTUrMMK BO3pacTa Tpex IeT, OYKOBYH) ONMTUKY W CPEACTBa yxoda 3a HeW, MuHeparbHble BOAbl, NMPOAyKThbl
ne4yeBHOro, AETCKOro N ANETUYECKOIO NMUTaHUs!, BMoNorMyeckn akTuBHbIE 406aBKkN, NapdOMeEpPHbIE M KOCMETUYECKNE CPeCTBa,
MeOULIMHCKME U CaHUTapHO-MPOCBETUTENbHbIE MeYaTHble M3daHusl, NpedHasHadeHHble Ans nponaraHabl 340poBoro obpasa
KU3HW.

(Yactb B pegakuun, BBegeHHon B gericteue ¢ 29 mnonsa 2010 roga PeaepanbHbiM 3akoHoM oT 27 utona 2010 rona N 192-
®3; B pegakumn, BBeaeHHON B aenctene PenepanbHbiM 3akoHOM 0T 25 HoAbps 2013 roaa N 317-93; B peaakuuun, BBeOEHHOM
B Aenctene PenepansbHbiM 3akoHoM oT 3 anpensa 2020 rona N 105-93. - CM. npeablayLLyio peaakLmio)

8. [eAaTenbHOCTb anTeyHblX opraHu3auuin BoopyxeHHbix Cwun Poccuitickon ®depepaumm, Apyrnx BOWCK, BOWHCKMX
GOopMMPOBaHMIN U OPraHOB, B KOTOPLIX 3aKoHoAaTenbCTBOM Poccuiickon Pegepaumm npegyCMoTPEHO NPOXOXOEHNE BOEHHOMN
cnyxbbl unu  denepanbHOM  rOCYyOapCTBEHHOM  CNyXObl, CBS3aHHOM C  MPaBOOXPAHUTENBHOM  OEeATENbHOCTLIO,
pernameHTupyeTca Hactoawum denepanbHbIM 3aKOHOM U YTBEPXKAEHHBIMU COOTBETCTBYHOLLMMUK defepanbHbiMU opraHaMuy
WCMONMHUTENBHOW BriacTu nonoxeHusamn. KoHTpornb 3a cobnioieHneM yKasaHHbIMU anTeYHbIMU OpraHu3aumsiMmM NonoXeHun
HacTodwero ®egepanbHOro 3akoHa OCYLECTBMASETCA COOTBETCTBYOLWMMU (hedepanbHbiMM  opraHamMu  UCMNOMHUTENBHON
BnacTu.

(YacTtb B pegakumu, BBeaeHHow B Aencteume ¢ 1 aHBaps 2016 roga PenepanbHbiv 3akoHom ot 13 monga 2015 roga N 262-
@3. - CM. npeabIayLyo penakLmio)
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9. YacTtb gononHutenbHO BkNtodeHa PenepanbHbiM 3akoHoM OT 3 anpend 2020 roga N 105-03, He npumeHseTcs ¢ 1
aHBapsa 2021 roga - nyHKT 2 ctatbn 3 PeaepansHoro 3akoHa o1 3 anpens 2020 roga N 105-3. - Cm. opeabiayLLyo peaakLmio.

KommeHTapum K ctatbe 55

CTATbA 55_1. NOPAOOK OCYLUECTBNEHMUA PO3HUYHON TOPIOBIN NNEKAPCTBEHHbLIMU NMPENAPATAMU
ana MEAULIMHCKOIo NPUMEHEHUA, OTIYCKAEMbIMU MO PELUENTY HA NNEKAPCTBEHHbIU MPEMNAPAT,
ANCTAHUMOHHbLIM CINTOCOBOM

1. B nepuog ¢ 1 mapta 2023 roga go 1 mapta 2026 roga B ropoge cdegepansHoro 3HadeHmsa Mockse, B benropoackon n
MockoBckon obnacTtax (ganee B HacToswen crtatbe - cybbekTbl Poccuiickon denepaumm) npegycmatpuBaeTca npoBeneHune
3KCMEepPUMEHTa MO OCYLLUECTBIIEHUIO PO3HUYHOW TOProBMNM fEeKapCTBEHHbIMU MpenapataMmu Ans MeaULUHCKOro MpUMEHEHUS,
oTnycKaembIMM MO peuenTy Ha fiekapCTBEHHbIV Npenapart, AUCTaHUMOHHBIM CNocoboM (Qanee - 3KCNePUMEHT).

2. B pamkax akcnepumeHTa €ro y4yacTHUKWM BrpaBe AMCTaHUMOHHbIM CNOCOBOM OCYLLECTBNATb PO3HUYHYKO TOProOBIiO
nekapcTBeHHbIMKU NpenapaTaMmu Ans MeguLUMHCKOro NPUMEHEHNs1, OTMyCKaeMbIMU MO peLenTy Ha NekapCcTBEHHbIN npenapar (B
TOM 4ucre cqOpMUPOBaAHHOMY B (HOPME IMEKTPOHHOIO AOKYMEHTa B JIMYHOM KabWHeTe rpaxgaHvHa B dhenepanbHon
rocyapCTBEHHON UHPOPMALIMOHHON cucTeme "EAMHBIN NopTan rocyaapCTBEHHbIX MU MyHULMNAMNbHbLIX YCryr (QyHKUMRA)" u (1nu)
Ha pervoHanbHbIX MopTanax rocygapCTBEHHbIX U MyHMUMNANbHbBIX YCIYr) U BKMAOYEHHbIMU B MEpevYeHb NEeKapCTBEHHbIX
npenapaToB 1 ¢apmMakoTepaneBTUYECKNX TPyMn FeKapCTBEHHbIX MpenapaTtoB, paspelleHHbIX K peanu3aumm B pamMKax
3KCMEepUMEHTa, YTBEPXKOEHHbIA YMNONMHOMOYEHHbIM heaepanbHblM OpraHOM WCMOMHUTENBHOW BNactvM (3a WCKMYEHUEM
nekapCTBeHHbIX npenapaToB, coAepXalluMx HapKoTMYecKMe cpeacTBa, MCUXOTPOMHble BewecTBa W KX  NPeKypcopsl,
neKkapCTBeHHbIX MpenapaTtoB, COAepXalmx CUMNbHOOEWNCTBYIOLLME BellecTBa, paguodapmMaueBTUYecKuX rekapCTBEHHbIX
npenapaToB, MMMYHOOMONMOIMYECKMX FNEKAPCTBEHHbIX MPEnapaToB, a TakKke NeKapCTBEHHbIX MpenapaTtoB, ANs KOTOpbIX B
COOTBETCTBUN C MHCTPYKUUEN NO MPUMEHEHMUIO NEeKapCTBEHHOro npernapata YCTaHOBMEH TemnepaTypHbI PexuM XpaHeHus
Hwke 15 rpagycoB Llenbcus, cnuptocoaepalunx nekapcTBEHHbIX NpenapaTtoB ¢ 06bLEMHOW Aonen 3TUOBOro cnupTta CBbIle
25 NpoUEeHTOB W NeKapCTBEHHbIX MpenapartoB, W3rOTOBMEHHbLIX anTeYHbIMW opraHusaumamun). Kputepum BKAKOYEHUS
NeKapCTBEHHbIX MpenapatoB M apmakoTepaneBTUYECKUX rPYMNn feKapCTBEHHbIX NpenapaToB B YyKasaHHbI NepeyeHb
yctaHaBnueatoTca [lpaButensctBom Poccuiickon ®enepaumn. NMonoxeHUs HacToslen CTaTbM He pacnpoCTpaHATCA Ha
nekapcTBeHHble npenapaTtbl, OTMyckaemble 6ecnnaTHO UMM CO CKMAKOW rpaxgaHam, MMerlMM npaBo Ha obecnevyeHue
nekapcTBeHHbIMW NpenapaTamMu 3a CYET cpecTB BIOMKETHbIX acCUrHOBaHU peaepanbHoro 6ioaxeta 1 6ooKeToB CyObekToB
Poccuinckon ®enepaumm.

3. YyacTHuKamMu 9KCNepuMeHTa 4ABMSKOTCSA  YMNONTHOMOYEHHbIN  (bedepanbHbli  OpraH  UCMOMHUTENbHOM  BNacTu,
YMONMHOMOYEHHbIE OpraHbl UCMOMHUTENbHOM Bnactu cybobektoB Poccuiickon ®depepaumu, MeguUMHCKUE oOpraHusauum wu
anTeyHble opraHn3auum, COOTBETCTBYIOLNE TPeOOBAHUAM, YCTAaHOBINEHHbLIM B COOTBETCTBMM C YacCTbio 4 HACTOSLLEN CTaTbU.

4. MonoxeHne O MopsaKe NPOBeAEeHUs JKCMepuMeHTa, B TOM 4ucrie TpeboBaHuMA K MEAMLMHCKUM OpraHv3auusM U
anTeyHbIM OpraHusauuaM, SBRASIOWMMCS YYaCcTHUKaMK 3KCMNEPUMEHTa, MNOPSiAOK OCYLLECTBMEHUS] PO3HWYHOW TOProBmu
nekapcTBEHHbIMW MNpenapataMu Afs MeQULMHCKOTO NPUMEHEHWs!, OTINYCKaeMbIMMU MO PELENTY Ha fekapCTBEHHbIN npenapar,
OVNCTaHUMOHHBbIM cnocobom, TpeboBaHUS K [OOCTaBke TakuX TEeKapCTBEHHbIX MpenapaTtoB rpaxaaHam, npasBuna Bbloayuu
paspeLleHnNsi Ha OCYLLUEeCTBIEHME PO3HUYHONM TOPrOBMM IEKAPCTBEHHLIMW Mpenapatamu Ans MeAWMUMHCKOrO MpUMEHEHUS,
OTnyckaembiMM MO PeLenTy Ha rfekapCTBEHHbIM npenapaTt, AWCTaHUMOHHbLIM cnocobom, yTBepxaaeTtcs [lpaBUTenbCTBOM
Poccuiickoii denepaumun. TpeboBaHNUs K anTe4YHbIM OpraHU3aumsaM, SBASIOWMMCS Y4aCTHUKaMM 3KCnepuMeHTa, He MoryT BbiTb
HWKke TpeboBaHWiA, YCTAHOBIEHHbIX K anTeyHbIM OpraHusaumsiM B COOTBETCTBUM C 4YacTbto 1_1 cratbu 55 HacTosulero
denepanbHOro 3akoHa.

5. YnonHomoueHHbI cheaepanbHbI OpraH UCMOMHUTENBHON BRacTu:

1) oCyLLEeCTBMSIET METOANYECKOE COMPOBOXAEHUE IKCMEPUMEHTA, BKIHOYasi METOAMYECKOE COMPOBOXAEHUE AESTENbHOCTM
MeOMLMHCKMX OpraHusauunii U anTeuHbIX opraHvM3auui, y4acTBYIOWMUX B SKCMEPUMEHTE, MO OPOPMIIEHMIO, UCTIONB30BAHUIO U
XpaHEHUIO PeLIeNTOB Ha NEKAPCTBEHHbIV Npenapart, B TOM Yncre chOPMUPOBaHHbLIX B DOPME 3MEKTPOHHBIX [OKYMEHTOB;

2) npeacraenset B lNpaButenbctBo Poccuiickon Pepepaunm npegsapuTenbHbIi (B NepUog NPOBEAEHUS 3KCNIEPUMEHTA, HO
He nosgHee Yem 3a [iBa MecsiLia 4O UCTEYEHUS CPOKa MpoBeAeHUs IKCNEPUMEHTa) U UTOTOBbIN (MO OKOHYaHUKN IKCNEPUMEHTA,
HO He Mo3gHee 4YeM Yepe3 [Ba Mecsua Mocre UCTEYeHUs CpoKa MpoBedeHMs SKCMepuMeHTa) AoKnagbl O pesynbrarax
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MpoBeAEeHNs 3KCNepUMEHTa U MPEAnoXeHNss O BHECEHUN W3MEHEHWI B 3aKOHO4aTenbLCTBO 06 o6palleHUn NeKkapcTBeHHbIX
cpeacTs.

6. YNOonNHOMOYEHHbI opraH UCMNoNHUTENbHOM Bnactu cybbekta Poccuiickon ®egepaunm:

1) BNpaBe ycTaHOBUTb OCOBEHHOCTM NPOBEAEHNS IKCMIEPUMEHTA;

2) yTBepXgaeT nopsgok otbopa MeaMUMHCKMX OpraHu3aumini U anTedHblX OpraHu3aumi ns yvyactusi B 9KCMepuUMeEHTe, a
Takke MPOBOAMT TakoW OTOOp M yTBEpXKOaeT nepedyeHb MEOMLMHCKUMX OpraHM3auuin M nepeyvyeHb anTedHbIX OpraHusauun,

COOTBETCTBYHOLNX TpeﬁOBaHMHM, YCTaHOBMNEHHbIM B COOTBETCTBUM C YacTblo 4 HacTosuwlen cTatbu, W SABMSKOLWMXCA
y4aCTHUKaMUN SKCNepuMeHTa,

3) ocywecTBnAeT MOHUTOPUHI MPOBEAEHUS 3JKCMepuMeHTa W NpeacTaBrnsieT ero pesynstatbl B YNOMHOMOYEHHbIN
bepepanbHbI OpraH UCMOMHUTENBHOW BNacTu;

4) obecneumBaeT MHOPMALMOHHO-TEXHUYECKOE obecneveHne NpoBeaeHNst SKCNEPUMEHTA NMOCPEACTBOM MCMONb30BaHMS
rocyapCTBeHHON MHAOPMaLMOHHON cucTeMbl B cdepe 3a4paBooxpaHeHus cybbekta Poccuiickon ®epepaumm n (unu)
MEOUUUHCKMX WMHEOPMALMOHHBIX CUCTEM MEAWNUMHCKUX OpraHvsauumn, SBRSIOLWMXCA Y4YaCTHUKaAMW 3KCNepuMeHTa, U KX
B3aMMOAENCTBUSA C eANHON rocyaapCTBEHHON UHPOPMALIMOHHON CMCTEMOM B chepe 30paBOOXPaHEHNS.

7. MegunumHckMe opraHuM3auun M anTeyHble OpraHv3auuu BrpaBe OTKasaTbCHA OT y4acTus B 3KCNEepUMEHTe, nodas B
YMONMHOMOYEHHBIN OpraH WCMONMHUTENbHOM BracTu cybbekta Poccuiickon ®Pepepaumm cooTBeTCTBYOLEe obpalleHne B
NUCbMEHHOW dhopme.

8. AnTeuHble opraHu3aumu, SBRSIOLLMECS YY4aCTHUKaMKU SKCnepumeHTa, 06si3aHbl Npy Npogaxe AUCTaHUMOHHBIM CNocobom
nekapCTBEHHOro npenaparta Ons MeAULMHCKOrO MpUMEHEHUS, OTMYCKAeMOoro Mo PeLenTy Ha feKapCTBEHHbIN npenapar,
obecrneynTb MpU OCYLLECTBMEHUM OOCTaBKU UAEHTUMUKALUIO JNIMYHOCTU TpadkaaHWHa, MOosyyatolero Takol rekapCTBEHHBbIN
npenapar, B LensiX YCTaHOBMEHUSI COOTBETCTBUS €ro NINYHOCTU M NnLA, YKa3aHHOro B peLenTe Ha JiekapCTBEHHbIN npenapat
(ero 3akoHHOro npeacTaBuTens), NMMGO nMua, YNoNHOMOYEHHOMO NMLIOM, yKa3aHHbIM B peLernTe Ha NekapCTBEHHbIN npenapat
(ero 3aKoHHbLIM NpeAcTaBUTENEM), HA NOSyYeHWUE NEKAPCTBEHHOMO NpenapaTa (fanee B HacTOsILLEN cTaTbe - MU0, ykasaHHoe
B peLenTe (3aKOHHbIN NpeacTaBUTeSb, YNOTHOMOYEHHOE N1LO).

9. Jlvuo, ocyllecTBnsolllee OOCTaBKY NeKapCTBEHHOro npenaparta Ans MeOULMHCKOrO MPUMEHEHUs, OTryckaemoro no
peLenTy Ha NeKapCcTBEHHbIN nNpenapart, o6s3aHo NoTpe6oBaTh y rpaxaaHuHa, NonyvaroLLero Takon NekapcTBeHHbI Npenapar,
npeabsBUTb LOKYMEHT, YAOCTOBEPSIOWMA €ro fIMYHOCTb, ANS UAEHTU(UKALMN FIMYHOCTM STOrO rPaXgaHWHa U YCTaHOBMEHNS
COOTBETCTBUS €0 NIMYHOCTM U fMua, YKa3aHHOro B peLenTe (3aKOHHOro npeacTtaBuTens, YNomHOMOYeHHoro nuua). B cnyyae
BbISIBNIEHNUS1 HECOBNaAeHUs1 NIMYHOCTU FpakgaHWHa, Nony4vatoLlero fekapcTBeHHbIN npenapart, U nuua, ykasaHHoro B peuente
(3akOHHOrO MpeacTaBUTENsl, YNONIHOMOYEHHOMO NLA), a Takke B cliyyae oTkasa rpakgaHuHa, nornyvarowero rekapcTBeHHbIN
npenapat, NpeabsBUTb OOKYMEHT, YOOCTOBEPSIOWMA €ro fIMYHOCTb, NULO, OCYLUECTBIsolWee AOCTaBKy JleKapCTBEHHOro
npenapata Ans MegUUMHCKOIro NPYMEHEHUs!, OTMYCKaeMoro no peuenTy Ha NekapCTBEHHbIN nNpenapart, 0653aHo BEpHYTb Takou
rnekapCTBEHHbIV NpenapaT B anTe4Hyto opraH13aumio.

10. MoaTeepxaeHneM (pakTa nepeaadn nekapcTBEHHOro npenaparta Ans MeAMLMHCKOro NpUMEHEHUs, OTMycKaemoro no
peLenTy Ha riekapCTBEHHbIN npenapar, nuuy, ykasaHHOMY B pelenTe (3aKOHHOMY NpeacTaBUTENO, YNOMHOMOYEHHOMY NnLy),
ABNSIIOTCS| KACCOBbIM YeK 1 MOAMWCH NvLa, NONYYMBLLETO TAKOW NEKapCTBEHHLIN Npenapart, Ha JOKYMEHTEe O MOMyYeHUn Takoro
neKkapcTBEHHOro npenaparta no opme, yTBepxaaemMol YynonHOMOYeHHbIM deaeparibHbIM OpraHOM MCMOSTHUTENBHON BracTy.
Mocne nepepayn nekapcTBEHHOrO Mperaparta vy, ykasaHHOMY B pelenTe (3akOHHOMY MpeacTaBUTENtO, YNOSIHOMOYEHHOMY
nnuy), 9TOT AOKYMEHT Nepenaetcsl JIMUOM, OCYLLECTBMBLUMM AOCTaBKY TaKOro feKapCTBEHHOro npenaparta, B anTeyHyo
opraHusaLmio, OCyLECTBUBLLYIO OTNYCK NEKAPCTBEHHOrO npenapara. B cnyyae BbiIBNEHUs Npu nepeade nvuy, ykasaHHOMY B
peuente (3aKOHHOMY NpPeaCTaBUTENO, YMNOSIHOMOYEHHOMY JMUYy), JleKapCTBEHHOro npenapata akToB MeXaHU4YecKoro
MOBPEXOEHNS €ro WM €ero YnakoBKM TaKoW JEeKapCTBEHHbIA npenapaT JMUOM, YKasdaHHbIM B peuenTte (3aKOHHbIM
npeacTaBuTenem, YnolHOMOYEHHbIM NMLIOM), He NMpUHMMAaeTcs M Bo3Bpallaetcs 6e3 ero onnatbl NULy, OCYLLECTBUBLLEMY
[AOCTaBKy NekapCTBEHHOTO npenapaTa 1 obecneyrBaloLLemMy ero Bo3BpaT B anTeyHylo opraHvM3aumio.

11. 3a HapyweHusa 3akoHopatenbcTBa Poccuiickon ®depepaumu, COBEPLUEHHbIE MPU MPOBEOEHUM SKCMIEPUMEHTA, €ro
YYaCTHUKN HECYT OTBETCTBEHHOCTb, YCTAHOBIIEHHYIO 3akoHoAaTenbcTBOM Poccuiickon degepauuu.
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12. KoHTponb 3a ncnonHeHnem TpeboBaHWUi, CBA3aHHbIX C NPOBEAEHUEM SKCMIEPUMEHTA, OCYLLECTBNSAETCA heaeparnbHbIM
OpraHoM WCMOMHUTENbHOM BNacTu, OCYLLeCTBASWUM (YHKUUX MO KOHTPOMO W Haas3opy B cdepe 34paBOOXpaHeHud, B
nopsiake, ycraHosneHHoMm ®eanepanbHbiM 3akoHoM OT 31 mronga 2020 roga N 248-93 "O rocynapcTtBeHHOM KOHTRone (Haasope)
M MyHULMNansHOM KoHTpone B Poccunckon ®enepatimmn”.

(Ctatbsa gononHuTenbHO BktodeHa ¢ 1 mapTa 2023 rona PeaepanbHbiM 3akoHOM 0T 20 okTsabpa 2022 rona N 405-93)

MonoxeHus ctatbn 55 1 HacTosiwero PeaepanbHOro 3akoHa npumeHstoTes 4o 1 mapta 2026 roga - CM. NYHKT 2 cTatbu 2
®denepansHoro 3akoHa ot 20 okTabpa 2022 roga N 405-93.

CTATbA 56. U3rOTOBJIEHME U OTNYCK NIEKAPCTBEHHbBIX NMPEMAPATOB

1. N3roToBneHne nekapcTBEHHbIX NpenapaTtoB anTe4YHbIMU OpraHu3aunsiMu, BeTEPMHAPHBLIMU anTeYHbIMU OpraHn3aunsaMu,
WHAMBUAYanNbHbIMU NpeanpuHUMaTeEnsa M1, UMELWMMU NULEH3NI0 Ha papMaueBTUYECKYO0 OeATeNbHOCTb, OCYLLECTBNAETCH Mo
peuenTaMm Ha nekapcTBeHHble npenapaTtbl, No TpeboBaHWAM MEAMUUHCKMX OpraHu3auuin, BeTepuUHapHbIX opraHusauui B
COOTBETCTBMM C NpaBuUnamm W3roTOBMEHUS W OTMNyCKa NeKapCTBEHHbIX MpenapaTtoB, YTBEMKAEHHbIMU YMNOMHOMOYEHHbIM
tenepanbHbIM OpraHOM UCMOMHUTENbHOW BNacTu.

2. TMpv M3roToBNEHUM FEKAPCTBEHHBbIX MPENapaToB anTeYHbIMKW  OpraHU3auusiMK, BETEPUHaPHBLIMU  anTeYHbIMU
opraHusauusMu, UHAUBWUAYanbHLIMU NpeanpuHUMaTensamM, UMeLMMU NIMLEH3NI0 Ha (hapMaLeBTUYECKYlo OesiTeNbHOCTb,
MCMonb3yloTca (hapMaleBTUYeckme CcyGCTaHLMM, BKIIOYEHHbIE COOTBETCTBEHHO B [OCYAAPCTBEHHbIM PEECTR NEKAPCTBEHHbIX
CPeAcTB AN MEeOULMHCKOrO MPUMEHEHUS U T[OCYNAPCTBEHHbIA PEecTp NekapCTBEHHbIX CPEACTB ANs BeTepuHapHOro
NPUMEHEHMST B YCTAHOBMEHHOM nopsake. He ponyckaeTcs M3roToBRiEHME anTedHbIMM OpraHusaumsiMun, BeTepuHapHbIMU
anTeyHbIMM OpraHM3auusiMu, WHAMBUAYaNbHbIMW NpeanpuHMMaTEnsMu, UMEWMMU NULEH3NI0 Ha dapmMaLleBTUYecKyto
AesTernbHOCTb, NeKapCTBEHHbIX NpenapaTtoB, 3aperncTpupoBaHHbIxX B Poccuiicko ®epepaunn.

3. MapKI/IpOBKa JIeKapCTBEHHbIX MnMpenapartoB, UM3roToOBJIEHHbLIX anTe4YHbIMU OpraHn3aundamun, BeTepuHapHbiMM anTevYHbIMn
opraHnsaumamun, nHamsunayanbHbiMU npeanpuHnmMmatenaMmm, nMerowmmMmn NMMUeH3nto Ha qaapmaueBqueCKyro AeATenbHOCTb, U
O(bOpMJ'IeHI/Ie Taknx npenaparoB AOJMKHbl COOTBETCTBOBATL NMpaBuiiam, yKa3aHHbIM B Hactu 1 HacTosLLIEN CTaTbW.

4. AnTeyHble opraHunsauumn, BeTepuHapHble anTeYHble opraHu3auun, nHounsuayasrbHble npeanpuHuMartenu, uMmelrwine
JNTMUEH3UI0 Ha cbapmau,eBTw-leCKyro AeATeNnbHOCTb, HECYT OTBETCTBEHHOCTb 3a HecobntogeHne npasun N3roTtoBneHna n oTnycka
NNeKapCTBEHHbIX NpenapaTtoB B COOTBETCTBUM C 3aKOHOOAATENTbCTBOM Poccunckon cbe/:l,epau,mm.

KommeHTapui kK ctatbe 56

CTATbA 57. SAMNPELLEHUE NMPOOAXU ®ANIbCUOULIMPOBAHHBLIX NEKAPCTBEHHbBIX CPE[CTB,
HEOOBPOKAYECTBEHHbIX NEKAPCTBEHHbIX CPEACTB, KOHTPA®AKTHbIX IEKAPCTBEHHbIX CPEACTB

Mpogaxa anbCMULMPOBAHHBIX JIEKAapCTBEHHbIX CPeAcTB, HenoOpoKayYeCTBEHHbIX NEeKapCTBEHHbIX CPeacTs,
KOHTpadaKTHbIX TEKapCTBEHHBLIX CPEACTB 3anpeLlaeTcs.

KommeHTapum k ctatbe 57

CTATbA 58. XPAHEHUE NEKAPCTBEHHbLIX CPEOCTB

1. XpaHeHne nekapCTBEHHbIX CPeACTB OCYLUECTBMSETCS MPOU3BOAUTENSIMM NEKapCTBEHHbIX CPEeAcTB, opraHM3aumsiMmn
ONTOBOW TOProOBfM NEeKapCTBEHHbIMW CPEACTBaMM, anTeYHbIMU OpraHn3aunsMn, BETEPUHAPHBIMU anTEYHbIMU OpraHn3aumsMu,
WHAMBMAYaANbHBIMY NPeanpUuHUMATENSMA, UMELWUMN FIMLEH3NI0 HA dapMaueBTUYECKY OEATENbHOCTb MM MMLEH3MIO Ha
MELMLMHCKYIO AesiTeNbHOCTb, MEAULMHCKAMU OpraHu3aumsiMu, BETEPUHAPHLIMK OpPraHM3auusMM U UHLIMWA OpraHM3aLusiMu,
OCyLLeCTBNSAWNMN  ODpalleHMe nekapCTBEHHbIX CpeacTB. XpaHeHWe TNeKapCTBEHHbIX CpeacTB Ans BETEPMHApPHOro
NPYMEHEHWS OPraHN3auUsaMn Y MHOMBUAYAlNbHLIMU NPeanpuHUMaTensiMm B Criyyasix, €Crnv OHU UCMOMNb3YTCA UCKMIOYUTENBHO
npv pas3BedeHuU, BbipallMBaHUN, COOAEPXKAHUMA N NIEYEHUUN XUBOTHBIX, MOXET OCYLLECTBNATbCA 6e3 MonyyYeHus NuuLeH3nn Ha
papmMaLeBTUYECKYI0 AeATENbHOCTD.

(YacTb B pegakumu, BBeOeHHON B Aerctere ¢ 22 HosAbpsa 2014 roga PenepanbHbiM 3aKkOHOM OT 22 okTs6pa 2014 rona N
313-03. - CM. MpeabIAyLLYI0 PEAAKLIMIO)
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2. I'Ipanma XpaHEeHuA IneKapCTBEeHHbIX CpencCTB YTBepXAakTCcA COOTBETCTBYHOLWMM YMNOJTHOMOYEHHbIM d)e,qepaanblm
opraHom MCMNOMHNTENBHOM BNACTW.

3. XpaHeHue HaPKOTUYECKNX NeKapCTBEHHbIX cpeacTs, MCUXOTPOMHbIX NeKapCTBEHHbIX cpeacTs,
pagnodapMaLeBTUYECKNX JIEKapCTBEHHbLIX CPEACTB OCYLLIECTBMSIETCA B COOTBETCTBMM C 3akoHOOATENbCTBOM Poccuickon
depepaumu.

KommeHTapui kK ctatbe 58

CTATbA 58_1. NPEAMETHO-KONMMYECTBEHHbIN YYET JIEKAPCTBEHHbIX CPEACTB ANA MEOULUMHCKOIo
NMPUMEHEHWA

1. I'Iepequb NeKapCTBEHHbIX cpeacTts And MeauUMHCKOro npuMmeHeHud, noanexawunx npeamMmeTHO-Konn4ecTtBeHHOMY
y4yeTy, yrBepxaaetca ynoJiIHOMO4YEHHbIM c*)e,qepaanblM opraHom NCNONHUTENBHOW BNacTu.

2. MNMopsaok BKITOYEHMS NTEKAPCTBEHHbLIX CPEACTB AN MEOULMUHCKOrO MPUMEHEHUS B MEpPeYeHb NIEKapCTBEHHbIX CPeacTB
ONs MeOMUMHCKOIO MPUMEHEHWS, Nnoanexawmx npeamMeTHO-KONMYECTBEHHOMY YYeETY, YCTaHaBMBAETCS YMNONHOMOYEHHbLIM
denepanbHbIM OpraHOM MCMOSTHUTENbHOM BNacTU MO COrnacoBaHuto ¢ depepanbHbiM OpraHoOM WCMONHUTENBHON BracTwy,
YNOSTHOMOYEHHbIM B Chepe BHYTPEHHUX Aer.

(YacTb B pepakuun, BBegeHHon B aencteure ¢ 4 nionga 2016 roga PenepanbHeiM 3akoHoM ot 3 vtong 2016 rona N 305-93.
- CM. mpeablayLLyo PeAaKLIMIO)

3. ﬂpeﬂMeTHO-KOJ’IVI‘-IeCTBeHHbIVI y4eT NneKapCTBeHHbIX cpencTs And MeAUUMHCKOro npumMmeHeHus BeayTt npoussoauTenn
NNeKapCTBeHHbIX CpencTs, oOpraHun3aunm OnTOBOW TOproenn nekapcTtBeHHbIMM CpeacTBaMu, antedyHble OopraHun3auuu,
nHameBuayarnbHblie npeanpuHuMmartenn, uMewline JMUeH3NKo Ha QJapmaueBqueCKyro AeATernbHOCTb Wi NUUEeH3NK Ha
MEONUNHCKYH OEeATEeNIbHOCTb, N MeOMUMHCKMe opraHun3aunmn, ocyllecteidrolne o6pau.|,eH|/|e JleKapCTBEeHHbIX CpeAcTB AnAd
MEONLMNHCKOIO NpuUMeHeHua, nytem perncrtpadmn noBbIX CBSI3AHHbLIX C UX o6pau.|,eH|/|eM OﬂepaLLMVI, NpU KOTOPbIX N3MEHAETCA
NnX KONnnM4ecTBo " (I/IJ'IVI) COCTOdAHME, B cneunanbHbIX XypHanax yyeTta onepau,w?l, CBA3aHHbIX C 06pau.LeH|/|eM NeKapCTBEHHbIX
cpencTe Ana MeanumMHCKOro npuMeHeHuaA (,u,anee - cneunanbHble )KypHaJ'IbI).

4. I'Ipanu'la pernctpadmn onepau,vu7|, CBA3aHHbLIX C o6pau.1eH|/|eM NeKapCTBEeHHbIX cpeacTts nOna mMegumunHCKoro
NpUMEeHEeHNA, BKIMIOYEHHbIX B Nepe4yeHb J1eKapCTBEeHHbIX CcpeacTB Ana MeauUNHCKOro npnMeHeHud, nognexawmnx npeameTHo-
KOnn4yecTtBeHHOMY Y4YeTy, B cneunanbHbIX XXypHanax n npasuna BegeHna n XxpaHeHua cneunarnbHbIX XypHaroB yTBePXOakTCA
YNOJTHOMOYEHHbIM (bep,epaanblM OpraHoM NCNOSTHUTENBLHOW BracTu.

5. KoHTpornb 3a cobntogeHnem npaBun peructpauum onepaumnii, cBsa3aHHbIX ¢ obpalleHnemM nekapCTBEHHbIX CpeacTB ans
MEANLIMHCKOrO MPUMEHEHUS!, BKIIOYEHHbIX B MepeyYeHb JlIeKapCTBEHHbIX CPEACTB AN  MeOULMHCKOIO MNPUMEHEHWS,
noanexatimx npegMeTHO-KONMYEeCTBEHHOMY YYeTY, B CrieLmanbHbIX XypHarnax, a Takke 3a cobniogeHuemM npaBui BeaeHust 1
XpaHeHus1 crieumanbHbIX XXYpHanoB BO3faraeTcsl Ha YNorHOMOYeHHble dedeparbHble opraHbl UCMOMHUTENbHOW BRactu u
OpraHbl MCNOMHMTENbLHON BriacTn cybobekTtoB Poccuiickon demepaunv, OCyLLECTBNSKOLWME NULEH3UPOBAHME MPOU3BOACTBA
NeKapCcTBEHHbIX CPEACTB, (hapmMauleBTUYECKON AESTENbHOCTU U MEOVLUHCKON OeATENbHOCTU, U OCYLLECTBMASETCA B pamkax
TNNLEH3MOHHOIO KOHTPOIS.

(CtaTtbsa gononHuTenbHO BkMoveHa ¢ 25 uioHa 2013 roga ®enepanbHbiM 3akoHOM OT 25 fekabpsa 2012 rona N 262-93)

KommeHTapun k ctatbe 58 1

MABA 11. YHUMTOXEHUE NNEKAPCTBEHHbIX CPEOCTB

CTATbA 59. OCHOBAHUA U NOPAOOK YHUYTOXEHUA NEKAPCTBEHHbBIX CPEOCTB

1. HepobpokayecTBeHHble NEKapCTBEHHblE CPeAcTBa, (hanbCUUUUPOBaHHbIE EeKapCTBEHHbIE CPEACTBa nogrexar
U3BATUIO U3 OOpaLLIEHNS U YHUUTOXEHUIO B MOPSiAKe, ycTaHoBMNeHHOM [NpaButenscTBoM Poccunckon denepaummn. OcHoBaHWEM
ONA  YHUYTOXEHUA NeKapCTBEHHbIX CpedcTB 4HABMsSieTCA pelleHve Bnagenbla fekapcTBEHHbIX CPeacTB, pelleHve
COOTBETCTBYIOLLEro YNOfIHOMOYEHHOro hefeparnbHOro opraHa UCMONHUTENbHOW BNacTu UNu peLleHne cyaa.

(MacTb B pegakumn, BBeaeHHow B Aerictane ¢ 1 nions 2015 roga PenepansHbiM 3akoHoM ot 22 Aekabpsa 2014 rona N 429-
®3. - CM. mpeabIAyLLY0 PEAAKLIMIO)

2. KOHTpaCbaKTHbIe NeKapCTBeHHble cpeacTtBa noaliexar U3bATUo U3 o6pa|.|.|,eH|/|;| N YHUYTOXEHNID NOo pelleHunto cyaa.
I'Iop;mOK YHUYTOXEHUA KOHTpad)aKTHbIX NNeKapCTBEHHbIX CpencTtB YyCTaHaBJIMBaAETCA npaBMTeJ’IbCTBOM Poccuiickon
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depepauuu.
(YacTb B pegakumm, BBeaeHHou B gericteue ¢ 1 uons 2015 roga ®enepansHbiM 3akoHOM OT 22 nekabps 2014 rona N 429-
®3. - CM. mpeabIAyLLY0 PEAAKLIMIO)

3. Pacxogbl, cBsi3aHHble C YHUYTOXEHNEM KOHTpad)aKTHbIX JNeKapCTBeHHbIX CpeacTs, HeﬂOGpOKa‘-IeCTBeHHbIX
NeKapCTBEHHbIX CPeACTB, (*)aJ'IbCI/I(*)VILI,VIpOBaHHbIX NeKapCTBEHHbIX CpeacTB, BO3MELWaTCA UX BriagenbueMm.

4. Bnapgenely, NeKapCTBEHHbIX CpencTB AOJDKEH NpencrtaBuTb B yﬂOJ'IHOMO‘-IeHHbIlZ q)e,u,epaanbm opraH NCNONHUTENBHOMN
BNactn AOOKYMEHT W1 3aBEepeHHYo B YCTAaHOBIIEHHOM nNopsAdke ero Konuw, noareepXxaaklline (*)aKT YHUYTOXEHUA
NeKapCTBEHHbIX CpeaCTB.

5. COOTBETCTBYIOLMIA YMNOIHOMOYEHHBLIN hbeaepanbHbli OpraH WUCNOSIHUTENbHOW BMACTWU, NPUHSIBLLUMIA pelueHne o6
YHUYTOXEHUWN NEKapPCTBEHHbIX CPEACTB, OCYLLECTBMASET KOHTPOMb 38 UX YHUUTOXEHUEM.

6. YHUUYTOXEHNE NeKapCTBEHHbIX CPEACTB NMPOU3BOAMNTCS OpraHvM3aumsiMv, UMEKLLUMU COOTBETCTBYIOLLYIO MNMULIEH3MIO, Ha
crneumnanbHO 0O0OpPYAOBaHHbLIX MMOLWaAKax, MONWIoHax M B creunanbHO O00OpyAOBaHHbIX MOMELLEHUAX C cobniogeHnem
TpeboBaHMM B 06racTu oxpaHbl OKpYXXatoLLlen cpeaibl B COOTBETCTBMM C 3aKkOHoAaTenbCTBOM Poccuinckon ®enepaunn.

7. HapKOTVI‘-IeCKI/Ie NNeKapCTBeHHble CpeacTtBa, MNCUXOTPOMNHble JieKapCTBeHHble CpeacTBa, pa,lJ,VIO(bapMaLl,eBTVNeCKVIe
NNeKapCTBEHHble CpeacTBa YHNYTOXAaKTCA B COOTBETCTBUN C 3aKOHOAATES1IbCTBOM Poccuiickon CDe,D,epau,MVl.

KommeHTapum k ctatbe 59

MABA 12. TOCYAAPCTBEHHOE PEINYJIMPOBAHUE LIEH HA JIEKAPCTBEHHbDIE MNMPEMNAPATbI A1
MEAWLMNHCKOIO NPUMEHEHWUA

CTATbA 60. FTOCYOAPCTBEHHOE PEIYNMPOBAHUE LIEH HA NEKAPCTBEHHbIE NPEMNAPATbI ANA
MEOAWLMWHCKOIO NPUMEHEHUA

1. TlocymapcTBeHHOe perynupoBaHUE LEeH Ha JekapCTBEHHble npenapaTtbl AN MEAWULMHCKOrO  MPUMEHEHUS
OCYLLECTBNSAETCHA NOCPELCTBOM:

(AB3au B pegakumm, BBEAEHHOM B AelicTBne PenepanbHbiM 3akoHoM oT 26 mapTta 2020 rona N 67-93. - CM. npeaplayLLyo
penakuuio)

1) ytBepxaeHua [MpasutensctBoMm Poccuinckon Pegepauum nNepedHss XM3HEHHO HEOoBXOAWMBIX W BaKHEWMLINX
nekapcTBEHHbIX MpenapaToB, KOTOPbIA (hOPMUPYETCS U HE peXe OAHOro pasa B rof nepecMaTpuBaeTCcsl B YCTAHOBIEHHOM UM
nopsiike Ha OCHOBE KOMMSIEKCHOW OLIEHKM JEKApCTBEHHbIX MpenapartoB, BKIOYas aHanui CBEAEHUM O CpaBHUTENbHON
KNUHUYeCKon achppekTMBHOCTM 1 6E30NacCHOCTN NEKAaPCTBEHHOIO CPeacTBa, OLEHKY SKOHOMUYECKMX NOCNeACTBUA NPUMEHEHMS
NeKapCTBEHHOro cpeacTBa 1 U3yyYeHne A0MONHUTENbHbLIX MOCNEACTBUIA NPUMEHEHWS NTEKAPCTBEHHOIO CPEACTBA;

(MyHKT B pegakuun, BBeaeHHon B gencteume ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabpa 2014 rona N 429-
®3; B pemakumun, BBegeHHon B gencteue PenepanbHbiv 3akoHoM oT 13 utonga 2020 roaa N 206-93. - Cm. npeablayLyto
penakuuio)

2) yTBEPXXOAEHMSI METOOMKM pacyeTa npefenbHbIX OTMYCKHbIX LEH Mpou3BOAMTENEN Ha NEeKapCTBEHHblE npenaparhbl,
BKMIOYEHHbIE B MEpPeYeHb XM3HEHHO HEOOXOAMMBLIX M BaXKHEWLUMX JeKapCTBEHHbIX MNpenapaToB, a Takke BHEAPEHMs
MEeXaHN3MOB (DOPMUPOBAHUS CUCTEMbI PpePEPEHTHBIX LIEH;

(MyHkT B pepakumun, BBeaeHHoM B Aencteure ¢ 1 nona 2015 roga ®enepaneHbiM 3akoHOM OT 22 nekabps 2014 rona N 429-
®3; B pepakumun, BBeaeHHoW B gencrtene ¢ 7 uoHa 2019 roga PeaepanbHbiM 3akoHOM OT 6 nioHsa 2019 roaa N 134-93. - Cm.
npenplAyLLYIo peakLmio)

3) rocymapCTBEHHOW peructpauuun npegeribHbiX OTNYCKHbIX LieH Mpous3BoguTenen Ha fekapcTBEeHHble npenaparthbl,
BKIMIOYEHHbIE B NEPEYeHb XXU3HEHHO HEOOXOAUMbIX U BaXXKHEMLLUNX NEKapCTBEHHbIX NpenapaTos;

(MyHKT B pepakumun, BBegeHHon B aencteme ¢ 7 uoHa 2019 roga PenepansbHbiM 3akoHOM 0T 6 uioHa 2019 rona N 134-93.
- CM. mpeablayLLyo peaakLmio)

4) BeAeHNA rocyaapCTtBeHHOro peectpa npeneribHbIX OTMYCKHbIX LUEeH I'IpOI/I3BO,D,VITeI'IeI7I Ha neKapCTBeHHbIE npenaparbl,
BKIMHOYEHHblEe B nepe4vYeHb XXU3HEHHO HEeOBXOAMMbBIX U BaXKHENLLINX NeKapCTBEHHbIX NpenapaToB;
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5) yTBepXOeHus METOAMKM YCTAHOBMEHUS OpraHamu UCMOMHUTENbHOM Bractu cybbekToB Poccuiickon ®epepauun
npenenbHbiX pa3mMepoB OMTOBbIX HAA0ABOK M MpeaerbHbIX Pa3MepoB PO3HUYHbIX HaA0ABOK K (DAKTUYECKUM OTMYCKHbIM LieHaM,
YCTaHOBMNEHHbLIM NPOU3BOAUTENAMM NIEKApCTBEHHbIX MpenapartoB, Ha fleKapCTBEHHbIE NpenapaThbl, BKNIOYEHHbIE B NepeyeHb
XU3HEHHO HEOOXOAMMBIX U BaKHENLUNX NEKAPCTBEHHbLIX NPenaparos;

6) YCTaHOBINEeHUA npeaernbHblX pa3MepoB ONTOBbIX HagbaBoK K npegenbHbIX pa3mMepoB PO3HUYHbLIX HagbaBoK K
(*)aKTMLleCKVIM OTNYCKHbIM LUeHaM, YCTaHOBJIEHHbIM MNMPOU3BOANTENAMN JEKapCTBEHHbLIX NpenapaTtoB, Ha JeKapCTBEHHbIe
npenaparbl, BKIlO4YEHHbIE B NepevyeHb XN3HEeHHO HEeOBXOAMMBIX 1 BaXKHENLLNX NeKapCTBEHHbIX Npenapartos;

7) yTBEPXOEHUNS NOpsiAKa Bbl4avv NPeanucaHuin opraHam MCNonHMTENbHON Bnactu cyobektoB Poccuiickon degepaumm o
npuBegeHUn B COOTBETCTBME C 3akoHoAaTenbCTBOM Poccuiickon depepauumn pelueHun o6 YCTaHOBMNEHWM MpegenbHbIX
pasMepoB OMTOBbIX HagbaBOK W MpefenbHbIX pPa3MepoB PO3HMYHBLIX HaA0aBoOK K (DAKTUYECKMM OTMYCKHbIM LieHaM,
YCTaHOBMNEHHbIM NPOU3BOAUTENSAMW NEKAPCTBEHHbIX NpenapaToB, Ha NEeKapCTBEHHblEe Nnpenapartbl, BKIHOYEHHbIE B NepeveHb
XMU3HEHHO HEOOXOOMMBIX U BaXKHEWLIMX NEKapCTBEHHbIX MpenapaTtoB, €CnyM OHU NPUHATbI C HapyLUeHUEeM 3akoHoAaTenbCTBa
Poccuickon ®eanepaumu, B nopsgke, yctaHosneHHoMm [NpasutensctsoM Poccuiickon egepaunu;

8) HanpaBneHus ynonHOMoYeHHbIM deaeparnbHbIM OpraHOM UCMONMHUTENBHOW BNAcTM OpraHam UCTONMHUTENBHOW BriacTu
cybbektoB Poccuiickon ®epepauum npegnucaHvin O NpYMBEOEHUM B COOTBETCTBME C 3akoHoaatenbCcTBOM Poccuiickon
denepauun NpUHATLIX C HapyLlleHneM 3akoHopaTtenscTea Poccunckon denepauum pelleHuin 06 yCTaHOBNEHUU npenenbHbIX
pa3mepoB ONTOBbLIX HaAbOaBOK M MpedernbHbIX pa3mMepoB PO3HUYHLIX HAA0ABOK K LEHaM Ha JekapCTBEHHble npenaparthbl,
BKIMIOYEHHbIE B NEPeYeHb XXU3HEHHO HEOOXOAUMbIX U BaXXKHEMLLUNX NEKaPCTBEHHbIX NpenapaTos;

9) ocywlecTBneHns deaepanbHOro rocygapCcTBEHHONO Haasopa B cdepe obpalleHuss NeKapCTBEHHbIX CPeacTB U
pPEervoHarnbHOro rocygapCTBEHHOIO KOHTPOMsS 3a MNPUMMEHEHMEM UEH Ha JeKkapCTBEHHble npenapaTtbl COOTBETCTBEHHO
YMONTHOMOY€EHHbIMU hbeaepanbHbIMU OpraHamMmu UCMOSNHUTENBHOW BMacTU M OpraHamu UCMOSHUTENbHOW BracTu CyObLEKTOB
Poccuinckon ®enepaLmm cornacHo nx KOMNeTEHLMU B nopsake, yctaHoBneHHoM [NpasutensctBoM Poccuiickon ®egepaunn;

(MyHKT B pegakumu, BBegeHHOM B aenctene ¢ 25 noHa 2012 roga PenepanbHbiv 3akoHoM oT 25 uioHa 2012 roga N 93-
®3. - CMm. npeaplayLLyo PeAaKLn)

10) npumMeHeHNs1 NpeayCMOTPEHHbIX 3akoHogaTenbcTBOM Poccunckon depepauum mep OTBETCTBEHHOCTU 3@ HapyLleHue
nopsiaka ueHoobpasoBaHMs Ha NekapCTBEHHbIE NMpenaparbl, BKMYEHHbIE B NepeveHb XU3HEHHO HEOOXOOUMBIX U BaXHENLLINX
nekapcTBeHHbIX NpenapaTos.

(MyHKT B pemakuuun, BBegeHHon B gencteue ¢ 1 mapta 2020 roga PenepanbHbiM 3akoHOM OT 27 aekabps 2019 rona N
475-®3. - CM. mpeablayLLyo PDeAaKLM)

2. B ycnoBusix 4pesBblMakHOM CcuTyauuu W (Unn) npyu BO3HUKHOBEHUWM Yrpo3bl PacnpoCTpaHeHus 3aboneBaHus,
NPeACcTaBrsoLWEero onacHOCTb AN OKPYXalLmMx, a Takke B Criydyae, ecnu B TedeHue Tpuauatu KaneHgapHblx AHeW nocne
npuHatua [NpaButensctBom Poccuiickorn defepaumy  pelleHuss O MpOBEAEHMUM MOHUTOPUHIA PO3HUYHBIX LEH Ha
nekapcTBeHHble Mpenaparbl, He BKIHOYEHHble B MepeYeHb >XM3HEHHO HEOOXOAMMBLIX W BaXKHEMWLIMX NeKapCTBEHHbIX
npenapaToB, Ha Tepputopusix cybobektoB Poccuiickorr degepaummn BbISIBIIEH POCT PO3HUMYHBLIX LEH Ha yKal3aHHble
nekapcTBeHHbIE MpenapaTtbl Ha TpuauaTtb NpoueHToB u Gonee, MpaBuTenbcTBo Poccuiickon depepaumm BrnpaBe YCTaHOBUTb
npeaenbHble OTNYCKHbIE LieHbl NPOM3BOAUTENEN Ha YKa3aHHble NeKkapcTBeHHble npenapatbl, npeaenbHble pasMepbl ONTOBbIX
Han6aBoK U NpefenbHble pa3mepbl PO3HUYHbIX HAAbaBOK K PaKTUYECKUM OTMYCKHbIM LieHaM NPOu3BOAUTENEN Ha YKa3aHHble
nekapcTBeHHble npenapaTbl. [NepedyeHb NekapcTBEHHbIX NpenapaToB, He BKMKYEHHbIX B NepeyYeHb XXU3HEHHO HeOBXoaANMBbIX U
BaXXHEWLUMX feKapCTBEHHbIX MpenapaToB, W MNOpsAok ero dopmupoBaHus onpegenstotcs [paBuTenscTBom Poccumnckon
depepaumu.

(Yactb gononHuTensbHO BKNtoveHa PeaepanbHbiM 3akoHOM OT 26 MapTa 2020 roaa N 67-93)

3. B TeueHue geBsHOCTA KaneHOapHbIX OHen co aHs yTeepxxaeHus lMpaButensctBoMm Poccunckon denepaumm nepevns,
YKa3aHHOro B 4acTu 2 HacTodAWlen CTaTbW, HE OOMyCcKalTCs peanu3auus M OTNYCK BKMOYEHHbLIX B HEr0 NeKapCTBEHHbIX
npenapaTtoB MO LEHaM, MNPEBbILWAKLWUM MNpeaenbHble OTMYCKHbIe LieHbl NPOU3BOOUTENEN Ha YKal3aHHble JfIeKapCTBEHHbIE
npenapatbl, NpeaernbHble pas3Mepbl ONTOBbIX HagbaBOK M MNpedenbHble pasMepbl PO3HMYHBLIX Ha40aBOK K (haKTUYECKUM
OTMNYCKHbIM LIEHaM NPON3BOAUTENEN Ha yKa3aHHble NeKapCTBEHHbIE NpenapaThl C y4ETOM Harnora Ha 4o06aBneHHY CTOMMOCTb.

(YacTb gononHutensHo BknoveHa PenepanbHbiM 3akoHOM oT 26 mapTa 2020 rona N 67-93)

KommeHTapun k ctatbe 60

[okyMeHT coxpaHeH ¢ noptana docs.cntd.ru — anekTpoHHoro coHaa us 6onee 25 000 000 HopMaTUBHO-NPABOBbLIX U HOPMATUBHO-TEXHUYECKUX JJOKYMEHTOB


http://docs.cntd.ru/
http://docs.cntd.ru/document/902353938#8PC0LV
http://docs.cntd.ru/document/902354953#A760NC
http://docs.cntd.ru/document/564069028#7DK0K8
http://docs.cntd.ru/document/542661528#A780ND
http://docs.cntd.ru/document/564525727#6540IN
http://docs.cntd.ru/document/902209774#BPQ0P5
http://docs.cntd.ru/document/564525727#6540IN
http://docs.cntd.ru/document/420321621#A9U0NO

06 obpalLeHun nekapcTBEHHbIX CpeacTB (C M3MeHeHusAMM Ha 19 aekabps 2022 ropa) (pegakums, gercTeytolas ¢ 1 mapta 2023 Crtpanuua 103
roga)
®edeparnbHblli 3akoH om 12 anpens 2010 e. Ne 61-@3

CTATbA 61. TOCYOAPCTBEHHASA PETUCTPALIUA U NEPEPETUCTPALIUA NPEOENIbHBIX OTMYCKHbIX LIEH
NMPOU3BOOUTENEN HA NEKAPCTBEHHbIE NMPEMNAPATbI, BKITIOYEHHbIE B NEPEYEHb XKU3HEHHO
HEOBXOAUMbIX U BAXXHEULUMX NEKAPCTBEHHbIX NPEMAPATOB

1. lMpegenbHaa OTNYCKHas LeHa MPOM3BOAMUTENS Ha NEeKapCTBEHHbLIN Mpenapar, BKIOYEHHbIA B MepeveHb XU3HEHHO
HEOOXOAMMbIX U BaXHEWLIMX NEeKapCTBEHHbLIX MpenapaTtoB, MOAMEXUT roCyO0apCTBEHHOW peructpauuM B nopagke,
yctaHoeneHHoMm [lpaeutenbctBom Poccuiickoii  dedepaumn, Ha OCHOBaAHMM MPEOCTABMEHHOMO B  YMNOMHOMOYEHHbI
dbeqiepanbHbIii OpraH MCMOMHUTENLHOW BMNacTV 3asiBMEHUA OepXatens Wnv Bnagenbla PerMcTpauyoHHOMo YOOCTOBEpeHust
nekapcTBeHHOro npenapara (YnonHOMOYEHHOro UM nuua).

2. 3aperucTpupoBaHHasi npeaenbHas OTMNYCKHAs LeHa NpPOV3BOAMTENS Ha NEeKapCTBEHHLIA Mpenapar, BKIOYEHHbI B
nepeyeHb XU3HEHHO HEeOBXOOMMbIX U BaXXHEWLLNX NEeKapCTBEHHbIX MpernaparoB, MOXeT BbiTb NepeperncTprpoBaHa B CTOPOHY
YBENUYEeHUs oaWH pa3 B KarleHgapHoOM rofy Ha OCHOBaHMM MPeACTaBIIeHHOro B YMOSIHOMOYEHHbI heaeparnbHblii opraH
ucnonHUTenbHOM BracT Ao 1 OKTAOpS Kakaoro roga 3asBneHusl [AepxaTtens Wnu  Bragenbla perncTpauyoHHOro
Y[OCTOBEPEHUS NIeKapCTBEHHOTO npenapara (YNoTHOMOYEHHOMo UM Nuua).

3. 3apeructpupoBaHHasi npedenbHasi OTMyCKHas LeHa MPOU3BOAUTENS Ha JIeKapCTBEHHbIN Mnpenapar, BKIOYEHHbI B
nepeYeHb XM3HEHHO HEOOXOAMMBIX U BaXKHEWLLIMX FEKapCTBEHHBIX NMPenapaToB, MOXET OblTb NepeperncTpupoBaHa B CTOPOHY
CHV)XEHUS] HA OCHOBaHUW MPEACTaBMNEHHOTO B YNOMHOMOYEHHbI deaeparnbHblii opraH UCMOMHUTENbHOW BNacTu 3asiBrieHust
AepxaTtens unv Bnagenbla perncTpauuoHHOro yaA0CTOBEPEHUS NIEKapCTBEHHOMO Npenapata (YNomHOMOYEHHOMo UM fuua).

4. [lepxatenb nnv Bnagenew, perucTpaLmMoHHOro ya4OCTOBEPEHUS NEeKapCTBEHHOMO npenapara (YNnonHOMOYEHHOEe UM NALLO)
0653aH MpeacTaBUTb B YMNOMHOMOYEHHbIM defepanbHbii opraH MCMOMHUTENbHOM BracTy 3asiBNEHVME O nepeperncrpauum
3aperncTpmpoBaHHOM NpeaenbHOM OTNYCKHOW LeHbl MPou3BOAMTENS Ha NeKapCTBeHHbIM npenapart, BKMOYeHHbIM B nepeyeHb
XN3HEHHO HEOOXOAMMbIX N BaXKHENMLLUX NEKAapCTBEHHbLIX NPenapaToB, B CTOPOHY CHUXEHMUS B CreAyHLLIMX CyYasX:

1) CHMXeHue LeHbl B I/IHOCTpaHHOVI BanwTe Ha J'IeKapCTBeHHbIVI npenapart B CTpaHe npoun3sogutend mn (VIJ'II/I) B CTpaHax, B
KOTOpPbIX J'IeKapCTBeHHbIIZ npenapar 3apermcTtpmupoBaH u (VIJ'II/I) B KOTOpPbIE€ NOCTaBIIAETCA Npon3BoAnNTENEM;

2) CHUWXeHne LeH Ha pe(bepeHTHble NNeKapCTBEeHHble npenapartbl B COOTBETCTBUN C MYHKTOM 1 HacTosllen Yactu (AJ'IFI
COOTBETCTBYHOLLKMX BOCNpoOn3BeaeHHbIX, ©rnoaHanoroebIx (6I/IOFIOJJ,O6HI:>IX) JNeKapCTBEHHbIX npenapaTOB);

3) npeBblleHMEe npeaenbHON OTMYCKHOW LeHbl Ha MepBbli BOCMPOM3BEAEHHbIW, OuoaHanorosbii (6Monoao6HbIN)
neKapCTBEHHbIA MpenapaTt WMHOCTPaAHHOrO NPOW3BOACTBA Haj NpedenbHOM OTMYCKHOW LEHOW MNpOW3BOAWUTENS Ha BTOPOW
BOCMPOM3BEAEHHbIN, BruoaHanorosbi (6MONOAOOHLIN) NEKAPCTBEHHbIN Npenapat, pacCYnTaHHON B COOTBETCTBMM C METOLAMKON,
yTBepxaeHHoun MNpasutenbctBoM Poccuiickon ®egepaunm;

4) npeBbilleHWE NpPenenbHOM OTNYCKHOW LEHbl Ha MNEepBbI  BOCMPOM3BEAEHHbIN, OMoaHanoroBbin (61Monogo6HbIN)
NeKapCcTBEHHbIN npenapat Npou3BOAUTENS rocygapctBa - uneHa EBpasnnckoro SKOHOMWYECKOro cOt3a Hag npenesibHon
OTMNYCKHOW LeHOW NPOM3BOANTENS HA BTOPOW BOCMPOM3BEAEHHbI, BruoaHanoroBbi (61nonogobHbIi) NekapCTBEHHLIN Npenapar
npomnssBoanTens rocygapcTea - YrneHa EBpasnMiCKOro SKOHOMWYECKOro COl3a, pacCyYUTaHHOW B COOTBETCTBUWM C METOAMKOW,
yTBepxaeHHou MNpasutensctBoM Poccuiickon ®egepaunn.

5. MNMopsagok nepeperncTpaunn 3apermcTpupoBaHHbIX MpeaernbHbIX OTMAYCKHbLIX LeH MpOou3BOAMTENeN Ha fekapCTBEHHbIE
npenapaTtbl, BKMOYEHHbIE B MEPEYEHb XM3HEHHO HEOOXOAMMbBIX M BaXKHEMLUMX NEeKapCTBEHHbIX MpenapaTtoB, B Cryyasi,
npeaycMOTPEHHbIX YacTamu 2-4 HacTodLlen cTatby, ycTaHasnueaeTcs Npasutensctsom Poccuiickon Pegepauun.

6. DKOHOMMYECKUI aHanu3 npegenbHON OTMYCKHOM LieHbl NPOU3BOAUTENS Ha NeKapCTBEHHbIM npenapart, BKIYEHHbIA B
nepeyeHb XM3HEHHO HEOBXOAUMbIX U BaXKHENLWMX NEeKapCTBEHHbIX Npenapartos, NpW ee rocyaapCTBEHHOW perncrpaumm unm
nepepermcTpauumn ocyuiectenserca denepanbHblM OpPraHOM  MCMOMHUTENBHOW BacTh, OCYLECTBASAWUM  yHKUMKM No
NPUHATUIO HOPMAaTMBHbIX MPaBOBLIX aKTOB M KOHTPOMK 3a cobniogeHnem 3akoHogaTenbcTBa B cdepe rocyaapCTBEHHOro
perynupoBaHus LieH (TapudoB) Ha ToBapbl (ycryru).

7. PacyeT npepgenbHbIX OTNYCKHbIX LEH, YKa3aHHbIX B 4actax 1 M 2 HacTosuwewn cTaTbu, MpU MX rocygapCTBEHHON
perucTpaumm wnm nepeperucTpaumm OocyLecTBNAEeTC B COOTBETCTBMM C METOAMKOW, YTBEpXOEHHOW [lpaBUTENbLCTBOM
Poccunckon ®egepaumm 1 yuntbiBatoLen B TOM YUCHIE:

1) cobniogeHne GanaHca MHTEpPecoB MOTPebUTENEen nekapCTBEHHbIX NpPenapaToB, BKIHOYEHHbIX B NEPEYEHb >KU3HEHHO
HeobXoaMMbIX M BaXKHEWLUMX NEKApCTBEHHbLIX NpenapaTtoB, U MPOW3BOAMTENEN NEeKapCTBEHHbIX MpenapaToB, BKMHOYEHHbLIX B

[okyMeHT coxpaHeH ¢ noptana docs.cntd.ru — anekTpoHHoro coHaa us 6onee 25 000 000 HopMaTUBHO-NPABOBbLIX U HOPMATUBHO-TEXHUYECKUX JJOKYMEHTOB


http://docs.cntd.ru/
http://docs.cntd.ru/document/902209774#A740NA
http://docs.cntd.ru/document/902209774#A6U0N7
http://docs.cntd.ru/document/902209774#A720N9
http://docs.cntd.ru/document/902209774#A6S0N6
http://docs.cntd.ru/document/902209774#A6U0N7

06 obpalLeHun nekapcTBEHHbIX CpeacTB (C M3MeHeHusAMM Ha 19 aekabps 2022 ropa) (pegakums, gercTeytolas ¢ 1 mapta 2023 Crtpanuua 104
roga)
®edeparnbHbil 3akoH om 12 anpens 2010 e. Ne 61-®3

nepe4vyeHb XM3HeHHO HeOGXO,CI,I/IMbIX N BaXKHEeNLWnNX JIeKapCTBEHHbIX NMpenapartoB;

2) dhakTUYecKyto OTNYCKHYIO LieHYy Ha nekapCcTBeHHble npenapathbl B Poccuiickon degepauum, LeHy BBO3a NeKapCTBEHHbIX
npenapaTtoB B Poccuiickyto Pefepauuio, a Takke LEHbl Ha aHanornyHble neKapCTBEHHble Mpenaparbl, Haxogsuecs B
obpalueHnn B Poccunckon denepauum;

3) 3aTpaTbl Npon3BOANTENA NEKAaPCTBEHHOIO npenapara Ha Nnpon3BoACTBO U peann3aunto JiekapCTBEHHOIO npenaparta;

4) ueHy Ha nekapcTBEHHbI Mpenapart, ero LeHy B CTpaHe Npou3BoauTens M B CTpaHax, B KOTOPbIX NEKapCTBEHHbIN
npenapar 3aperMcTpMpoBaH 1 (UNn) B KOTOpbIE NOCTABMSETCS NpouU3BOaUTENEM.

8. He ponyckatotcsl peanusaums 1 oTnyck fekapCTBEHHbIX NpenapaToB, BKMHOYEHHbIX B NepeYeHb XU3HEHHO HEOBXOaNMbIX
M BaXHEWWWUX JIeKapCTBEHHbIX MNpenapaTtoB, Ha KOTOpble MPOM3BOAUTENSIMA  JIEKAPCTBEHHbLIX MNpenapaTtoB  He
3aperucTpypoBaHa npefenbHas OTMyCKHas LeHa, peanusauusi NpousBOAMTENSMU FeKapCTBEHHbIX NpenapaToB Mo LeHam,
MPEBLILIAILWMM  3apPEerCTPMPOBaHHbIE UMM MEePepPerncTpMpoBaHHble MpeaernbHble OTMYCKHblE LeHbl Ha JeKapCTBEHHble
npenaparbl C y4eTOM Hanora Ha J4o6aBeHHYH CTOMMOCTb.

9. OcoBeHHOCTU rOCyAapCTBEHHOIO perynmpoBaHus NpefernbHbIX OTMYCKHbIX LEH MPOW3BOAMTENEN Ha NeKkapCTBEHHble
npenapaTbl, BKITIOYEHHbIE B NEPEYEHb XXU3HEHHO HEODXOOUMbBIX U BaXXHENLLMX NeKapCTBEHHbIX NpenapaToB, B 3aBUCUMOCTM OT
3KOHOMUYECKMX U (MK) CoLMaAnbHbIX KPUTEPUEB (M3MEHEHUE YCNOBUIA, MOPSIAKA M CTOUMOCTU NPOU3BOACTBA NEKAPCTBEHHbIX
npenapaToB, NUCMOMb30BaHNE HOBbLIX POPM, METOAOB U CNOCOBOB rOCYAapCTBEHHOIO PErynMpoBaHus LIeH Ha NeKapCTBEHHbIE
npenapatbl, B TOM YMCIle Ha OCHOBE MexaHuM3Ma pedepeHTHOro LeHoobpa3oBaHUs, WU3MEHEeHWU nopsigka oKasaHus
MEeANLIMHCKOM MOMOLLM, U3MEHEHUE Kypca WMHOCTPAHHOW BankTbl U WHble M3MEHEHUs!) ycTaHaenuearoTcs [MpaBUTENbLCTBOM
Poccuiickon degepavmu.

(Yactb B pegakuun, BBeaeHHOM B Aenctene PenepansHbiM 3akoHoMm OT 8 mapTta 2022 roaa N 46-93. - CM. npeabiayLyto
penakLuio)

(Ctatbsa B pepakumm, BBegeHHon B aencteme ¢ 7 uoHsa 2019 roga PenepanbHbiv 3akoHOM OT 6 uioHa 2019 roga N 134-
®3. - CMm. npeaplayLLyo PeAaKLn)

KommeHTapum k ctatbe 61

CTATbSA 62. FTOCYQAPCTBEHHbIA PEECTP NPEAESNbHbIX OTMYCKHbIX LEH MPOU3BOOUTENEW HA
NEKAPCTBEHHbIE MPEMNAPATbI, BKITKOYEHHBIE B NEPEYEHb XKU3BHEHHO HEOBXOAUMBIX U
BAXHENLIUX NEKAPCTBEHHbIX NMPENAPATOB

1. 3aperncrtpmpoBaHHbIe UNN NepeperncTPUpoBaHHbIE NPEAENbHBIE OTMYCKHbIE LieHbl NPON3BOANTENEN HA NEKAPCTBEHHbIE
npenapaTtbl, BKIIHOYEHHbIE B MEpPeYeHb XM3HEHHO HEOOXOOQMMbBIX M BaXKHEWLLMX JEKapCTBEHHbIX MpenapartoB, Moanexar
BKIMIOYEHNIO B FOCYOAPCTBEHHbIA peecTp npenenbHbiX OTMYCKHbIX LEH NPOM3BOAUTENEN Ha JeKapCTBEHHble npenaparhbl,
BKIIOYEHHbIE B MEPEYEHb XXN3HEHHO HEOOXOOUMbIX U BaXXHENLLUNX NEKAPCTBEHHbLIX NpenapaTos.

(YacTb B pepakuun, BBeaeHHon B aencteue ¢ 7 nioHa 2019 roga ®enepanbHbiM 3akoHOM OT 6 vtoHa 2019 rona N 134-93.
- CM. mpeablayLLyo PeAaKLmIo)

2. locygapcTBeHHbIN peecTp npeaernbHbIX OTAYCKHbIX LeH Npon3BoauTernen Ha nekapcTBEeHHbIe npenapaTthl, BKOYEHHbIE
B MepeyeHb XM3HEHHO HEOOXOAMMbBIX W BaXKHEWLUMX JEKapCTBEHHbIX MNpenapaToB, CcOOepXMT B cebe creayoLlyo
MHopMaLunto:

1) HaumeHOBaHWEe [epXaTens WM Bnagenbla perucTpauMoHHOrO YOOCTOBEPEHWUsI JEeKapCTBEHHOro npenapara,
HaVMMeEHOBaHWE NPOM3BOAMUTENS JIEKAPCTBEHHOrO Mpenaparta, CBeAeHMs O perucTpauumn gepxatens wnu Bnagenbua
PErMCTPaLMOHHOIO YAOCTOBEPEHMS FIEKAPCTBEHHOMO MNpenapaTa, CBeAEeHUs O perncTpauumn npousBOaUTEns fekapCTBEHHOMO
npenapaTta ANnsi MEeQUUMHCKOTO MPWMEHEHUsI B KayecTBe Hanoronnaternbliuka B CTpaHe peructpaumm (ons pOCCUMINCKUX
OPUONYECKUX NUL - MAEHTUMUKALMOHHBI HOMep Hanoronnartensiwmka (MHH), Ana nHoCcTpaHHbIX KPUONYECKMX MWL, - CTpaHa
peructpaumm, HamMMeHOBaHWE PErMCTPUPYIOLLErO OpraHa, PervcTpauMoOHHBI HOMEP, KOA Harnoronnatenblivka B CTpaHe
peructpauum (MHKOpNopauum) Unm ero aHaror), MECTO HaXOXAEHWNS NPON3BOACTBEHHbIX NMOLWAA0K, y4aCTBYOLLMX B NpoLecce
npoun3BoACTBa NeKapCTBEHHOIO Npenapara, ¢ ykasaHWeMm cTaguy npoLecca npou3BoacTBa;

(MyHKT B pegakumn, BBeaeHHOM B aenctene ¢ 1 aHeapsa 2018 roga PenepanbHbiM 3akoHoM OT 28 nekabps 2017 rona N
425-®3. - CM. mpeaplayLLyo PDeAaKLni)
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2) HavMMeHOBaHVe neKapCTBEeHHOro npenapata (MexayHapogHoe HenaTeHTOBaHHOe, WNW  FPynnUpoBOYHOE, WUNU
XMMUYECKOE U TOProBOe HauMeHoBaHus);

(MyHkT B pegakuun, BBeaeHHon B aenctaeue ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-
®3. - Cm. NpeapblayLLyo PeAaKLMIo)

3) HoMep perycTpaLMoHHOIo YA0CTOBEPEHUS NeKapCTBEHHOrO npenapara;

4) nekapcTBeHHasi dopma C ykasaHMeM [OO03MPOBKM eKapCTBEHHOrO npenapata WU ero Konuyectsa BO BTOPUYHON
(noTpebuTenbCcKom) ynakoBke, a Takke KOMMIEKTHOCTb;

(MyHKT B pegakuun, BBeageHHon B aencteue ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabpa 2014 rona N 429-
®3. - CM. NpeapbiayLLyo PeAAKLNI)

5) 3apernctpupoBaHHas npegenbHasa OTNyCKHas LleHa Ha NeKapCTBEHHbIN npenapat B pyonsx;
(MyHKT B pemakuuun, BBegeHHon B agencteue ¢ 1 mapta 2020 roga PenepanbHbiM 3akoHOM OT 27 aekabps 2019 rona N
475-03. - CM. mpeablayLLyo PeAAKLIMIO)

6) mata u HOMep npukasa YMONMHOMOYEHHOro defepanbHOro opraHa WCMONMHUTENBHOW BNacTM O rocyaapCTBEHHOW
perucTpaummM unu nepeperncrpauum npenensHom OTMYCKHOW LEeHbl HAa NEKapCTBEHHBIN Mpenapar, BKIOYEHHbIV B NepeveHb
XN3HEHHO HEOBXOAMMbIX N BaXKHEMLLNX NTeKapCTBEHHbIX NpenapaTtos;

(MyHKT B pepakumun, BBeaeHHoN B Aenctaume ¢ 1 nonsa 2015 roga ®enepansHbiM 3akoHOM OT 22 nekabps 2014 rona N 429-
®3; B pepakunn, BBegeHHon B genctene ¢ 7 nioHs 2019 roga PepepanbHbiM 3akoHOM OT 6 mioHa 2019 roaa N 134-93. - Cwm.
npenplAyLWYIo peaakLuio)

6_1) pata BCTynneHuss B CUNy Mpuvkasa YNomHOMOYEHHOro defeparnibHOro opraHa WCNONMHUTENbHOM BRactu o
rocyAapCTBEHHOW perncrpauum wunum nepeperncrpauum npeaenbHON OTMYCKHOM LieHbl NPOoM3BOAUTENS Ha NeKapCTBEHHbIN
npenapart, BKIMOYEHHbIN B NEPEYEHb XXU3HEHHO HEOBXOANMBIX U BaXKHEWLLUNX FIeKapCTBEHHbLIX NpenapaTtos;

(MyHKT gononHUTEeNbHO BKMOYEH ¢ 7 nioHa 2019 roga ®enepanbHbiv 3akoHoM 0T 6 mtoHa 2019 roaa N 134-03)

7) WTPUXOBOW KO, HAHECEHHbIN Ha BTOPUYHYIO (NOTPEOMTENBCKYHO) YNaKOBKY NIEKapCTBEHHOMO Npenapara;
(MyHKT gononHuTensHo BkMoYeH ¢ 1 nons 2015 roga ®enepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-03)

8) Koa nekapCTBEHHOro mnpenapara Mo aHaTOMO-TepaneBTUYECKO-XMMUYECKON Kraccudpmkaumm, pekomMeHOoBaHHON
BcemupHon opraHusaumen 3gpaBoOXpaHeHns.
(MyHKT gononHuTenbHo BkMoYeH ¢ 1 nions 2015 roga PenepansHbiv 3akoHOM OT 22 aekabpsa 2014 rona N 429-03)

3. locymapcTBeHHas perucTpauus Unv nepeperucTpaums npefaenbHbIX OTMYCKHbIX LIeH Ha NEKapCTBEHHblE Mpenaparbl,
BKITOYEHHbIE B MEpeYEHb XU3HEHHO HEOOXOAMMBIX M BaXXHEWMLUUX NEeKapCTBEHHbIX MpenapartoB, BeAeHWEe rocyqapCTBEHHOMO
peecTpa npefenbHbIX OTMYCKHbIX LEH MPOU3BOAMTENEN Ha NEKapCTBEHHbIE MpenapaTthbl, BKMOYEHHbIE B NMEPEYEHb XXU3HEHHO
HeoOXoOMMBIX M BaXXHEWMLUUX NeKapCTBEHHbIX MPenapaToB, OCYLLECTBMSATCA B Nopsake, YCTaHOBMNEHHOM [1paBUTENLCTBOM
Poccuickon ®enepaumu.

(Yactb B pegakumu, BBegeHHon B aencrtane ¢ 7 nioHa 2019 roga PenepanbHbiM 3akoHOM 0T 6 uioHa 2019 rona N 134-93.
- CM. npeablayLLy0 PeAaKLmio)

KommeHTapum K ctatbe 62

CTATbA 63. YCTAHOBJIEHUE OPFAHAMUW UCTMONMHUTENBHOW BIIACTU CYEBLEKTOB POCCUUCKOM
OEAEPALNU NPEAEJIbHBLIX PASMEPOB OMNTOBbLIX HAOBABOK U NPEAEJIbHBLIX PASMEPOB
PO3HUYHbIX HAOBABOK K ®PAKTUHECKUM OTMNMYCKHbIM LLEHAM, YCTAHOBJIEHHbIM
NMPOU3BOOUTENAMU NNIEKAPCTBEHHbIX MPENMAPATOB, HA NIEKAPCTBEHHbIE NPEMNAPATDI,
BKIMKOYEHHbIE B NEPEYEHb XXU3HEHHO HEOBXOAUMbIX N BAXHEULNX NEKAPCTBEHHbIX
NMPEMNAPATOB

(HammeHoBaHue B pegakuun, BBegeHHomn B aencteme ¢ 1 mapta 2020 roga ®enepanbHbiv 3akoHOM 0T 27 aekabpsa 2019 rona
N 475-03. - Cm. OpeablAyLLYI0 peaakLmio)

1. OpraHbl UCNoNHUTENbHONM BriacTn cybbekToB Poccuiickon degepaumm ycTaHaBnmBaloT npeaenbHble pa3Mepbl ONTOBbIX
HanbaBoK M npedenbHble pasMepbl PO3HUYHbIX HaabaBoK K (QaKTUYECKMM OTMYCKHbIM LieHam (6e3 y4yeTa Hanora Ha
0o6aBneHHyY0 CTOMMOCTb), YCTAaHOBINEHHBbIM MPOU3BOAMTENSAMU NEKapPCTBEHHLIX MpenapaTtoB, Ha NeKapCTBEHHbIe npenaparhl,
BKIIOYEHHbIE B MepeyYeHb XXM3HEHHO HEeobXoOUMbIX W BaXXHEWLUMX JeKapCTBEHHbIX MpenapatoB, B COOTBETCTBUM C
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yTBEPXOEeHHOW B nopsiake, yctaHoBrieHHoM [lpaButensctBomM Poccuitckon depepaummn, METOAUKON YCTAHOBIEHUS opraHamu
WCMONMHUTENBHON BriacTn cyobekToB Poccuiickon depepaumn npefenbHbiX pa3mMepoB OMTOBbIX HaAOaBOK M NpederbHbIX
pasMepoB PO3HMYHBLIX HAA0aBOK K (DAKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBIEHHbIM MNPOU3BOAUTENSMU NEKAPCTBEHHbLIX
npenapaToB, Ha neKapcTBEHHble npenapaTbl, BKMOYEHHbIe B MEepedYeHb XU3HEHHO HEeoOXoOAUMbIX U  BaXKHEMLINX
nekapcTBeHHbIX npenapaTtoB. [1poekTbl peLleHuin opraHoB MCMOMHUTENLHOW BriacTn cybobekTtoB Poccuiickon depepaumm ob
YCTAHOBMNEHUMN U (UNN) U3MEHEHUN NpefenbHbIX pa3MepoB ONTOBLIX HAA0ABOK M NpeferbHbIX Pa3MepoB PO3HUYHBLIX Hagb6aBoK
K haKTMYeCKMM OTMYCKHbIM LieHaM, YCTAHOBMIEHHbIM MPOM3BOAUTENAMWU JEKAPCTBEHHbLIX NpenapaToB, Ha JfleKapCTBEHHbIE
npenapaTtbl, BKIIOYEHHbIE B MEpeYeHb XM3HEHHO HEOOXOOMMBIX UM BaXKHEWLLMX JEeKapCTBEHHbIX MpenapartoB, Mnoanexar
COrMacoBaHUIO C YMOMIHOMOYEHHbIM doedeparibHbiM OpraHoOM MCMOSTHUTENbHOW BMACTW, OCYLLECTBNALWMM  (YHKUMM MO
NPUHATUIO HOPMAaTMBHbIX MPaBOBLIX aKTOB M KOHTPOMK 3a coOniogeHnem 3akoHogaTenbcTBa B cdepe rocyaapCTBEHHOro
perynupoBaHus LieH (TapudoB) Ha ToBapbl (ycnyru), B nopsiake, yctaHoBneHHoM [NpasutenbctBoM Poccuiickon ®egepaunn.

(Yactb B pepakumun, BBEOeHHOW B AenictBue PepepanbHbiM 3akoHoMm oT 13 utona 2015 roga N 241-93; B pepakumm,
BBeOeHHoM B gencteue ¢ 1 mapta 2020 roga ®enepansHbiv 3akoHOM OT 27 aekabps 2019 roga N 475-93. - CM. npeablayLLyo
penakumio)

2. OpraHusauuu OMTOBOW TOProOBMM JI€KAPCTBEHHbIMW CpeAcTBaMK, anTevHble OpraHusauuu, WHOMBUAYarbHblE
npegnpvHUMareny, umelLlme nUUeH3MIo Ha dgapMaueBTUYECKYD OeATENbHOCTb, MEOMLUUHCKME OpraHu3auuu, uMeroLime
nMUeH3nio Ha dapmaleBTUYECKYHO AeATenbHOCTb, U Mx 0bocobreHHble noppasgeneHus (ambynatopuun, denbaliepckue u
enbAllepcKo-aKyLlepCckue MNyHKTbl, LEHTpbl (oTaeneHusi) obLlier BpavyebHON (CeMEenHOM) NPakTWKW), PacrofoXeHHble B
CEenbCKMUX HACEeNeHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYHOT anTeYHblE OpraHM3aLmm, OCyLLECTBNSAT peanu3aumio NeKapCTBEHHbIX
npenapaToB, BKIMOYEHHBLIX B MEpPeYeHb >XU3HEHHO HEOOXOAMMbBIX U BaXKHEWLUMX JEKapCTBEHHbIX MpenapaTtoB, MO LeHaM,
KoTopble (DOPMUPYIOTCSA B COOTBETCTBUM C NMOPSAKOM, YCTAHOBNEHHbIM [paButensctBoM Poccuiickon ®epepaumm, n ypoBeHb
KoTopbiX (6e3 yyeTa Hanora Ha Oo00OaBMeHHY CTOMMOCTb) He OOMMKEH NpeBblwaTb CyMMY (hakTUYECKOW OTMYCKHOW LIEHBI,
YCTAHOBMIEHHON  MPOU3BOAMTENEM  IEeKapCTBEHHOrO  Mpenapata, He  MNpeBbllalllen  3aperMcTpMpoBaHHOM — Unn
nepeperMcTpUpoBaHHOM NpeaeribHoM OTMYCKHOM LieHbl Npov3BoauTens (Ha gaty peanusauum nekapCTBEHHOro npenaparta
npoussoauTenem), U pasmepa onToBon HaabaBkn U (MNK) pasmepa PO3HNYHOWM HaabaBKK, HE NPEBbLILIAOLINX COOTBETCTBEHHO
pasmepa npegenbHoOn onToBoW Hagbaekn M (Mnn) pasmepa NpenenbHONM PO3HUYHOM HagbaBKM, YCTAHOBIEHHbLIX B CyObekTe
Poccuickon ®enepaumm.

(Yactb B pepakumun, BBegeHHon B aencteme ¢ 1 mapta 2020 roga PeanepanbHbiM 3akoHOM OT 27 aekabpsa 2019 rona N
475-®3. - CM. mpeabiayLLyo PeAaKLn)

3. OpraHbl ncnonHuTensHon BriactTu cybbekToB Poccuickon depepauun pasmewatrot B cety "MIHTepHeT" nHdopmauuio o
3aperucTpupoBaHHbIX MpedenbHbIX OTMYCKHbIX LieHax npov3BoamMTENner Ha nekapCTBEHHble Mpenaparbl, BKIHOYEHHble B
nepeyeHb XM3HEHHO HEOOXOAMMbBIX U BaXXHEWLLNX NeKapCTBEHHbIX MpenapaTtoB, 00 yCTaHOBMEeHHbIX B cyobekTe Poccumnckon
denepauun npegenbHbIX pasmMepax OMTOBbIX HaabaBok U (Unn) npedernbHbIX pa3mMepax PO3HUYHbIX HaabaBok K
YCT@HOBMNEHHbIM MPOU3BOANTENSIMU FEKAPCTBEHHbIX MpenapartoB (PaKTUYECKUM OTMYCKHbIM LieHaM Ha neKapCTBEHHbIEe
npenapatbl, BKIIOYEHHbIE B NepeYeHb XMU3HEHHO HEOBXOAUMBIX U BaXXHENLLMX NEKAapPCTBEHHbIX NMPenapaToB, a Takke 0 CyMMe
3aperMcTpMpOBaHHbIX NPeAerbHbIX OTMYCKHbIX LIeH MPOU3BOAMTENEN Ha NEKapCTBEHHbIE Npenaparbl, BKITHOYEHHbIE B NepeYeHb
XU3HEHHO HEOOXOAMMbIX M BaXKHEMLLMX JNEKapCTBEHHbIX NpenapaToB, YCTaHOBMEHHbIX B cyObekTe Poccuiickon depepauum
npenenbHbiX pa3mMepoB OMTOBbLIX HaAbaBOK W MnpefernbHbiX pasMepoB PO3HUYHbIX HagbaBOK M Hamora Ha Ao0aBreHHy
ctoumocTb. NHopmaums, npeaycMoTpeHHas HacTOsILLEN YacTbl, AOIMKHA HaxXxoouTbCs TakkKe B anTeYHbIX opraHv3aumsx B
OOCTYMHOW ANt BCEX 3aUHTEPECOBAHHbLIX NUL, dopMe 1 OBHOBMATHCA NO Mepe ee pa3MeLLeHNsi opraHamn UCMONMHUTENBHOW
BnacTtun cybbektoB Poccuiickon degepauunm B cetn "UHTepHeT".

(Yactb B pepakumun, BeegeHHon B aencteme ¢ 1 mapta 2020 roga PeanepanbHbiM 3akoHOM OT 27 aekabpsa 2019 rona N
475-®3. - CM. mpeapblayLLyo peaaKLmio)

4. Yactb ytpatvna cuny ¢ 1 mapta 2020 roga - PenepanbHbin 3akoH oT 27 aekabpsa 2019 roga N 475-93. - Cwm.
OREAbIAYLLYI0 PeaaKLnio.

KommeHTapum k ctatbe 63

MABA 13. MOHUTOPUHI 9®PEKTUBHOCTU N BE3OMNACHOCTW JIEKAPCTBEHHbIX NMPEMNAPATOB,
HAXOOALWKUXCA B OBPALLEHMXA B POCCUMCKOU ®EOEPALIUA

(HanmeHoBaHue B pegakuuu, BeegeHHon B gencrtame ¢ 1 niona 2015 roga ®enepanbHbiv 3akoHOM 0T 22 aekabpsa 2014 rona N
429-®3. - CM. mpeaplayLLyo PeAAKLNI)
CTATbA 64. PAPMAKOHALO3O0OP
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06 obpalLeHun nekapcTBEHHbIX CpeacTB (C M3MeHeHusAMM Ha 19 aekabps 2022 ropa) (pegakums, gercTeytolas ¢ 1 mapta 2023 Crtpanuua 107
roga)
®edeparnbHblli 3akoH om 12 anpens 2010 e. Ne 61-@3

1. JlekapcTBeHHble npenapaTbl, Haxogdwwmecs B obpaweHun B Poccuiickon Pepepauuu, Noanexat MOHUTOPUHIY
acpdekTMBHOCTM 1 Ge30MacHOCTM B LENsX BbISBMEHUS BO3MOXHbIX HEraTUBHbIX MOCNEACTBUA WX NPUMEHEHNS,
MHOMBUAYaNbHOW HENEepPeHOCMMOCTU, NMpeaynpexaeHnst MeguUNHCKUX paboTHMKOB, CneuManucToB B obrnactu BeTepuHapuu,
NnawuMeHTOB UIK BragenbLEB XMUBOTHbIX U X 3aLLMTbI OT NPUMEHEHUS TakuX NEeKapCTBEHHbIX NpenapaToB.

(Yactb B pepgakuun, BeeaeHHon B gencteme ¢ 13 aBrycta 2019 roga ®enepanbHbiM 3akoHoM oT 2 asrycta 2019 roaa N
297-®3. - CMm. NpeaplayLLyo peaaKLmio)

2. dapmMakoHaa30p OCYLLECTBMAETCA COOTBETCTBYIOLUMM YMNOMHOMOYEHHBIM (heaepanbHbiM OpraHoM MCMOMHUTENBHOM
BMacTW B YCTAHOBIIEHHOM UM MOpPSiAKE MyTEM aHanvsa npefocTaBrsieMoil cyGbekTamm obpalleHns nekapCTBEHHbIX CPeacTs
MHOPMaLMKN O MOBOYHBIX AENCTBUSIX, HEXEMATENbHBIX PEaKUMsX, CEPbE3HbIX HEXenaTenbHbIX peakuusx, HenpeasuaeHHbIX
HexenaTerbHbIX peakuusix Npu NpUMEHEeHUU JeKapCTBEHHbIX rnpenapatoB, 06 WHAMBMAYaArbHOW HENepeHOCMMOCTH,
oTCyTCTBUMMN 3D(PEKTUBHOCTU JIEKAPCTBEHHLIX NMpenapaToB, a Takke 06 MHbIX (hakTax U 0BGCTOSTENbCTBaX, NPEACcTaBnsOWMNX
Yrpo3y >WU3HW UK 300POBbI0 YernoBeka MBo KMBOTHOMO MPY NPUMEHEHUN NEKAPCTBEHHBIX NPenapaToB U BbISIBIIEHHbIX HA BCEX
aTanax obpalleHunsi nekapcTBEHHbIX NpenapaTtoB B Poccuiickoi degepaumm u apyrmx rocygapcTsax.

3. CyObekTbl 0b6palleHNsi nekapCTBEHHbIX CpeacTB B MNOpsSAKe, YCTAHOBMEHHOM YMOMHOMOYEHHbIM deaepanbHbIM
OpraHoM WCMONHUTENBHOW BNacTy, 06si3aHbl coobLaTth B YNONMHOMOYEHHBIN heaeparnbHbii opraH MCNOMHUTENBHOW Bractu O
NoOOYHbIX OENCTBUSIX, HEXENATENbHbIX PeakunsiX, CEPbE3HbIX HeXenaTenbHbIX peakumsix, HenpeaBUAEHHbIX HexXenaTernbHbIX
peakuusix npuv MPUMEHEHUN TIEKApPCTBEHHbIX MpenapatoB, 006 WHAMBUAOYANbHOW HEMEPEHOCUMOCTU, OTCYTCTBUM
3(PhEKTUBHOCTN NEKAPCTBEHHBIX NMPenapaTtoB, a Takke 00 MHbIX hakTax U OBCTOATENLCTBAX, MPEACTABMSIOLLMX YrPO3Yy XKU3HU
UNU 300POBbLI0 YEroBeka MO0 >XMBOTHOTO MpU MPUMEHEHUU FNEKAPCTBEHHbIX MPEnapaTtoB W BbISIBMEHHbIX Ha BCexX aTanax
obpalLeHns nekapcTBeHHbIX NpenapaToB B Poccuiickon ®epgepaumm n apyrmx rocyaapcreax.

4. Oepxatenu vnu Brnagenblbl PErMcTpaLnoHHbIX YOOCTOBEPEeHUIn NekapCTBEHHbIX NpenapaTos, opuandeckue nuua, Ha
MUMSl KOTOpbIX BbldaHbl paspelleHVs Ha NpoBedeHMe KIMHWYEeCKUX wuccrnedoBaHuii B Poccuiickonn ®degepauum, nvéo
YNONMHOMOYEHHbIE UMUK ApYyrue opuandeckMe nuua B pamkax obecrnedeHns Ge3onacHOCTU NeKapCTBEHHbIX Npenapatos B
nopsike, yCTaHOBNEHHOM COOTBETCTBYHOLLUM YMNOMHOMOYEHHbIM dhefeparnbHbIM OpraHOM UCMOMHUTENbHOW BracTy, obs3aHsbl
OCYLLECTBNSATL NpPUEM, Yy4eT, obpaboTky, aHanM3 M XpaHeHWe MocTynawwux B WX agpec OT cybbekToB obpalleHust
neKapCTBEHHbIX CPeCTB M OpraHOB roCyjapCTBEHHON BMacTU COOBLLEHMI O MOGOYHbIX AENCTBUSIX, HEXENATENbHbIX peakuusix,
Cepbe3HbIX HeXenaTerbHbIX U HEMPEABUAEHHbIX HEXENaTENbHbIX peakumsix Npu NpUMEHEHUN ieKapCTBEHHbIX NpenapaTtos, 06
0COBEHHOCTSIX MX B3aMMOAEWCTBUSI C APYTMMW JIEKapCTBEHHbIMU NpenapaTamu, UHAMBUOYaNbHON HEMepeHOCUMOCTH, a Takke
00 WHbIX (hakTax M 0b6CTOATENbCTBAX, MPEACTaBNSAOLMX Yrpo3y XU3HW WNU 300POBbI0 YeroBeka NMBO KMBOTHOMO WU
BMUSIOLLMX HA U3MEHEHWE OTHOLLEHMS! 0XXMOAeMOoM Nomb3bl K BO3MOXHOMY PUCKY NMPYMEHEHUs NEKapCTBEHHbIX NpenapaTtos.

5. MNpwn BbIIBNEHUN MHOPMALIMM O CEPbE3HbIX HEXenaTenbHbIX Peakumsix U HEMPeABUOEHHbIX HeXenaTenbHbIX peakumsix
nNpu MNPUMEHEHUN INEeKapCTBEHHbIX MpenapaTtoB, 006 OCOBEHHOCTAX WX B3aMMOLEWCTBUSA C APYIMMW  feKapCTBEHHbIMM
npenapaTamv, UHAMBUAYaNbHOW HENEPEHOCUMOCTH, a Takke 00 MHbIX paKkTax n 0O6CTOATENbCTBAX, BAUAIOWMX HA U3MEHEHNE
OTHOLLEHUS OXMAAEMOW MOrb3bl K BO3MOXHOMY PUCKY NPUMEHEHNST NIeKapCTBEHHbIX NPenapaToB, AepXaTtenu unu enagenblpl
PEervcTpaumnOHHbIX YOOCTOBEPEHUIA NEKAPCTBEHHBLIX NpenapaToB, IOPUAMYECKUE MNWLA, HA UMSsT KOTOPbIX BblAaHbl pa3peLueHust
Ha NpoOBefEeHMNe KMNMHUYECKUX uccnegoBanui B Poccuiickon ®enepaumm, nnbo ynorHOMOYEHHbIE UMK OpYyrie opuandeckmne
nvua obs3aHbl MPUHATL Mepbl, HanpaBleHHbIE HA YCTPAHEHUE HEraTUBHbLIX MOCNEACTBUA NPUMEHEHUS TaKMX NEKapCTBEHHbIX
npenapaToB, NpeaynpexaeHne npuUUMHEHUs Bpeda XM3HU UMM 300pOBbH YeroBeka MO0 XKMBOTHOMO, 3aluTy MX OT
NPUMEHEHNST TaKUX NEeKaApPCTBEHHbIX MpenapaTtoB, Ha AOMOMHUTENbHLIN cOOp AaHHbIX 006 3ddekTMBHOCTM M Be3onacHOCTM
TaKMX NeKapCTBEHHbIX NpPenapaTos.

6. 3a HecoobLleHne unu cokpbiTMe WHOopMauMK, NPeayCMOTPEHHON YacTbio 3 HaCToAUWleW CTaTbM, AepXKaTenu unu
BragenbLbl PErMCTpaUMOHHbIX YAOCTOBEPEHMUI NEKApCTBEHHbIX NPenapartoB, pUAMYECKMEe Nuua, Ha UMS KOTOPbIX BblAaHbI
paspeLleHns Ha MpoBeAeHMEe KIUMHUYECKMX uccnegosaHuin B Poccuiickon ®epepaunm, nnbo ynonHOMOYEHHbIE UMW Apyrue
topuanyeckue nuua, a Takke OOMMKHOCTHbIE N1La, KOTOPbIM 3Ta MHpOpMaLUs cTana U3BecTHa No poay Mx NpogeccmoHansHom
AeATENbHOCTU, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3akoHoZaTenbcTBoM Poccuiickon ®egepaunm.

7. Mpn nonyyYyeHnn ynornHOMOYEHHbIM chefeparnibHbIM OpraHoM WCMOMHUTENbHOW BNacT B pamMKax OCYLLECTBIEHUS UM
(hapmakoHaa3opa [oka3aTenbCTB O HECOOTBETCTBUM JleKapCTBEHHOro npenapaTta yCTaHOBMEHHbIM TpeGoBaHUSIM Unu Mnpu
Mosly4eHnn MHAOPMaLUM O HEeCOOTBETCTBUM AaHHbIX 06 3EKTMBHOCTU U O Ge30omacHOCTM JieKapCTBEHHOro npenapara
AaHHbIM O NEeKapCTBEHHOM MpenapaTe, coaepXXalyMMcs B MHCTPYKLMU MO ero NprMeHeHuo (B TOM YKCHe BbISIBIIEHHbIX B XO4e
OCYLLEeCTBINEHUS (hapmMakoHaA30pa KOHTPOSbHO-HAA30PHbIMKM  OpraHaMuM  WHOCTPaHHbIX TOCYAApCTB), YMNOHOMOYEHHbIN
hepepanbHbil OpraH UCMOSMHUTENBHOM BNactTu B YCTAHOBMEHHOM MM MOpsidke paccMaTpuBaeT BOMPOC O MPUOCTaHOBIEHWUU
NPUMEHEHMST TAKOrO NIeKapCTBEHHOro npenapara.
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06 obpalLeHun nekapcTBEHHbIX CpeacTB (C M3MeHeHusAMM Ha 19 aekabps 2022 ropa) (pegakums, gercTeytolas ¢ 1 mapta 2023 Crtpanuua 108
roga)
®edeparnbHbil 3akoH om 12 anpens 2010 e. Ne 61-®3

(CtaTtbsa B pepakuun, BBegeHHon B gencteue ¢ 1 nonsa 2015 roga PenepanbHblM 3akoHoM OT 22 nekabpsa 2014 rona N
429-03. - CM. NpeabIAyLLYI0 DEAAKLIMIO)

KommeHTapun Kk ctatbe 64

CTATbA 65. TIPUOCTAHOBIIEHUE MPUMEHEHUA NIEKAPCTBEHHOIO MNMPEMNAPATA

1. Mpn nonydyeHun wHcoOpMaLMM O HexenaTenbHbIX peakuusax MNpu MNPUMEHEHMU FfEeKapCTBEHHOro npenapara, He
yKa3aHHbIX B WHCTPYKUMM MO MNPUMEHEHUIO IEeKapCTBEHHOro MpenapaTta, CepbesHblX HeXemnaTeNbHbIX peakuusix, o0
0COBEHHOCTAX ero B3anmoaencTBmsa ¢ ApYrMMy NeKkapcTBEHHbIMU NpenapaTtaMu, KOTopble MOryT NPeacTaBnATb Yrpo3y XU3Hu
MM 300POBbI0 YerioBeka NMOO KMBOTHOrMO, a Takke O HECOOTBETCTBMM AaHHbIX 06 adhdekTMBHOCTM M O 6GesonacHoCTM
neKkapCTBEHHOro npenapara AaHHbIM O TEKapCTBEHHOM npenapare, coaepXalmMMcsa B UHCTPYKLUMMK MO ero NPUMEHeEHMIo, B TOM
ynucrne OT YMOSTHOMOYEHHbIX OPraHOB WMHOCTPaHHbIX rocygapcTs, OOMeH KOTOpPOM OCYLIECTBASETCS B COOTBETCTBUWN C
cornaweHnsaMn Mexay ynonHOMOYEeHHbIM dheaeparnbHbIM OpraHOM UCNOMHUTENBHOM BRAcTM U YNONHOMOYEHHBIMU OpraHamm
MHOCTPaHHbIX FOCyAapCTB, YMOSIHOMOYEHHbIM dedepanbHbli opraH WCMNOMHUTENbHOM BracTM paccMaTpuBaeT BOMPOC O
BO3MOXHOCTM  MPUOCTAHOBMNEHMS OOpalleHWst Takoro JieKapCTBEHHOro npenapata B NOpsiAke, YCTAHOBIIEHHOM
YNOSTHOMOYEHHbIM heaepanbHbIM OpraHoOM UCNONHUTENBHOM BNAcTu.

2. Tlpy HEWUCMNONMHEHUN WM HEHaOSeXalWeM WCMNOSIHEHUN OepXaTensaMu WnuM  Brnagenbuamu  PerncTpaumoHHbIX
YOOCTOBEPEHUI NEKapCTBEHHbIX NPenapaToB, PUANYECKMMU NMLEAMU, HA UMS KOTOPbIX BblAaHbl pa3pelleHnst Ha NpoBeaeHNe
KNUHUYeCknx uccnegosaHuin B Poccuinckon depepauun, UnM YNOFTHOMOYEHHLIMU UMW APYTMMW  IOPUAMYECKUMU nvLLAMU
006513aHHOCTEN, YCTaHOBMNEHHbIX YacTamn 3 u 4 ctatbun 64 HacToswero PeaepanbHOro 3akoHa, NMMbo B cnyyasx npeactaBneHust
COOTBETCTBYIOLLUM YMOMHOMOYEHHbIM hefepanbHbiM OpPraHoM WUCMONMHUTENBHOW BNAcTU 3aKIOYEHUMS O HeJOCTOBEPHOCTU
pes3ynbTaToB KMMHMYECKOrO MCCrefoBaHWUs NeKapCTBEHHOro npenapara And MeuLMHCKOro NpuMeHeHUsi, KOTOpoe OCHOBaHO
Ha pesynbratax NpoBEpPKM MEeOULUHCKOW OpraHvM3alu, NpOBOAMBLLEN YKa3aHHOE KIIMHWYeCcKoe UccregoBaHme C HapyLleHnem
npaBun Hagnexalwen KIUHUYECKON MPaKTUKW, WU MPUBENO K MOMYYEHUIO HEeLOCTOBEPHbIX pe3yneratoB, OO B criyyae
HEeBbINOMHEHWA NpeanuCcaHnd, BblAaHHOMO YMOSTHOMOYEHHbLIM beaeparnbHbiM OpPraHOM WCMOMHWUTENBHOW BMAcTW NO UTOram
OCYLLECTBINEHNS BbIOOPOYHOTO KOHTPOMSi KayecTBa JIekapCTBEHHOrO npenapara, YNONIHOMOYEHHbIM defepanbHblii opraH
WCMONHUTENbHOM BflacTM B YCTAHOBIEHHOM MM Mopsigke paccmaTtpuBaeT BOMPOC O NPUOCTAHOBEHUM MPUMEHEHUS TaKoro
nekapCcTBEHHOro npenapara.

3. YnonHoMmouyeHHbI dedepanbHbli  OpraH  WCMAOMHUTENbHOW BRacTM nNpwW  NpeacTaBneHMM emy CBeAeHun o
HECOOTBETCTBMM NPON3BOAUTENS FNIEKAPCTBEHHbIX CpeacTB TpeboBaHNSAM NpaBun Hagnexawen Npon3BoaACTBEHHON NPAKTUKNA U
(V) O HapylweHUn nUUEH3NOHHLIX TpeboBaHWi, KOTOpble ObiNM BbISBMEHbI B XO04€ NPOBEOEHUA WHCNEKTMPOBAHMS
NPOVN3BOANTENSA NEKAPCTBEHHbLIX CPEACTB WM OCYLLECTBMEHUS JULEH3MOHHOIO KOHTPONst B cdepe NpPOM3BOACTBA
NeKapCTBEHHbIX CPEACTB U MPUBENW MM MOTYT NPUBECTU K NPOM3BOACTBY SIEKAPCTBEHHbLIX NpenapaToB ANsi MEeQULUHCKOro
NPUMEHEHNS, NMPUYUHUBLUMX WU CMOCOOHbLIX MPUYUHUTL BPEn, >KU3HW MW 300POBbLI0 rpaXdaH, paccmaTpyMBaeT BOMPOC O
NPWOCTAHOBMNEHNN MPUMEHEHNS NIEKAPCTBEHHBIX NPenapaToB AN MeaULMHCKOro NPUMEHEHNSI B YCTAHOBITEHHOM UM NOpPSiaKe B
cnegyrowmx crny4vasx:

1) coctaB 1 (MnM) TEXHONOINS NPOM3BOACTBA NEKAPCTBEHHOrO Npenapara Afis MEAULMHCKOIo NpUMEHeHUs (C onucaHmem
CTagui Npon3BOACTBA) OTNINYAKOTCS OT 3asIBMEHHbIX B PEMMCTPALNMOHHOM 0ChE;

2) nekapCTBEHHbIN npenapaTr Ans MeOUUUHCKOTO MpUMEHEHUs Mnpou3BedeH Ha NpPOM3BOACTBEHHOM Mrollazke, He
yKa3aHHOW B perncTpaumoHHOM AOChE;

3) y npou3BoauTENs neKapCTBEHHbIX CPeACTB OTCYTCTBYIOT [OOKYMEHTbI, MOATBEpXAalllue COOTBETCTBME KayecTBa
neKkapCcTBEHHOro npenapata Ans  MeauUMHCKOro MNpPUMMEHEHUs, BBOAMMOINO B rpaxdaHckui obopoT, TpeboBaHusM,
YCTaHOBMNEHHbLIM NPWU €ro rocygapcTBEHHON perncTpaumu,;

4) npousBoguTeENeM feKkapCTBEHHbIX CPeACTB B COMlaCoBaHHbIA C COOTBETCTBYIOLLMM YNONMHOMOYEHHbIM deaeparnbHbIM
OpraHoOM MCMOSHUTENBHOW BNAcTM CPOK He YCTPaHeHbl HapylleHusi TpeboBaHUIM NpaBun Hagnexalleh Mpon3BOACTBEHHOW
NPaKkTUKN K (UNK) JIMUEH3NOHHBLIX TpeboBaHMK, KOTOpble OblM BbISBMEHbI B XO4e NPOBEOEHUA WHCNEKTMPOBaHMS
NpPoOun3BOANTENSA NEKAPCTBEHHbLIX CPEACTB WU OCYLLEeCTBNEHUS JULEH3MOHHOIO KOHTPONs B cdepe NpOM3BOACTBA
NeKapCTBEHHbIX CPEACTB U MPUBENW MM MOTYT NPUBECTU K NPOM3BOACTBY fIEKAPCTBEHHbIX NpenapaToB Ans MeOULUHCKOro
NPUMEHEHNS, NPUYNHUBLLNX MM CMOCOOHBLIX NPUYMHUTD BPea X13HWU UK 300POBLI0 rpaXaaH.

(Yactb gononHuTensHO BktodeHa ¢ 15 noHa 2018 roga ®enepanbHbiv 3akoHoM oT 4 mnioHa 2018 rona N 140-93)

4. YNonHoMoueHHbI heaeparnbHblili OpraH UCMOMHUTENBHOW BRACTU MPU Hanmu4MM y HEro CBeAeHW O HECOOTBETCTBUU
NMPOV3BOAUTENS NEKapCTBEHHbIX CPeAcTB TPeboBaHWMSIM NpaBuil Haanexalel MpouM3BOACTBEHHOW NpPakTUKM M (Mnn) o
HapyLleHUN NULEH3NOHHbIX TpeGoBaHWIi, KOTopble Obinv BbiSIBNEHbl B XOAE NPOBEAEHUS] MHCMEKTMPOBaHWS MPOU3BOAUTENS
NeKapCTBEHHbIX CPeACTB MMM OCYLLECTBIEHUS NINLEH3VOHHOTO KOHTPONS B cdiepe NpOu3BOACTBA NeKapCTBEHHbIX CPeacTB M
NpUBENW UM MOTYT MPUBECTU K NPOU3BOACTBY NEKapCTBEHHbIX NpenapaTtoB Arsl BETEPUHAPHOMO NPUMEHEHUS, MPUYNHUBLLNX
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WIN CNOCOBHBIX MPUYNHUTL BPEL KN3HU UK 340POBbLI0 XKMBOTHLIX, pacCMaTPMBaAET BOMPOC O NPUOCTAaHOBMEHWUM peanu3auumn u
NPYMEHEHUS NEKAPCTBEHHbIX MpenapaToB AN BETEPUHAPHOIO MPUMEHEHUS! B YCTAHOBIIEHHOM MM MOPSIAKE B CreayoLmnx
cnyJasx:

1) cocTtaB 1 (MNn) TEXHONOTMS NPOM3BOACTBA NEKAPCTBEHHOIO NpenapaTa Ans BETEpMHAPHOrO NPUMEHEHUS (C onncaHmem
CTagui NPoOM3BOACTBA) OTINYAIOTCS OT 3asBMEHHBLIX B PErMCTPaLNOHHOM [0Che;

2) nekapcTBEHHbIA MpenapaTr Afs BEeTepUHapHOro MpUMEHEHUS MPOM3BEAEH Ha MNPOM3BOACTBEHHOW Nrowanke, He
yKka3aHHOW B permcTpaLMoHHOM [OCbE;

3) y npousBoauTens nekapCTBEHHbIX CPeaCcTB OTCYTCTBYIOT [OKYMEHTbl, MOATBEpXAalolmne COOTBETCTBME KayecTBa
NeKapCTBEHHOrO npenapata AN BETEPUMHAPHOIO MNPUMEHEHWsl, BBOAMMOIO B rpaxdaHCckuiA 06opoT, TpeboBaHusM,
YCTaHOBMEHHbIM MPU €ro rocygapCTBEHHON perncTpauuu;

4) npovsBoauTeNneM neKkapCTBEHHbIX CPeACTB B COMMacoBaHHbIA C COOTBETCTBYIOLMM YMNONMHOMOYEHHbIM dhedeparnbHbIM
OpraHoM MCMOSIHUTENbHON BNAacTM CPOK He YCTpaHeHbl HapylleHust TpeboBaHUI NpaBun Hagnexallen Npon3BOACTBEHHOW
npakTMKU W (MNM) NUUEH3NOHHLIX TpeboBaHWi, KOoTopble OblNM BbiSIBIEHbl B XO4€ MpPOBEeOEeHUst WHCMEeKTUPOBaHUS
npou3BoANTENs JEKAPCTBEHHbIX CPEACTB WINN  OCYLLIECTBMNEHUS JIMLUEH3MOHHOTO KOHTpons B cdepe npou3BoacTea
neKapCTBEHHbIX CPeACTB W MPUBENM MU MOFYT NPUBECTU K MPOM3BOACTBY fIEKaPCTBEHHbIX MpPenapaToB Ansi BETEPUHAPHOIO
NMPUMEHEHMS, MPUYNHUBLLMX UITN CMIOCOOHBIX MPUYNHNUTL BPEM XXMU3HW UITN 300POBbIO XXUBOTHbIX.

(YacTb gononHutensHo BkntoveHa ¢ 15 noHa 2018 rona PenepanbHbiv 3akoHoM oT 4 uoHa 2018 rona N 140-93)

C 1 auBaps 2026 roga PenepanbHbiM 3akoHoM oT 27 Aekabps 2019 roga N 475-9P3 (C n3MeHeHWsMW, BHECEHHBbIMU
®denepanbHbiM 3akoHOM OT 28 moHa 2022 rona N 204-93) ctatbst 65 HacToswero ®enepansHoro 3akoHa Gyaoer gononHeHa
yactamu 5 n 6.

(Ctatbsa B pepakuun, BBeaeHHon B gencteme ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM oT 22 Aekabpa 2014 rona N
429-03. - CM. NpeablAyLLYI0 DEAAKLIMIO)

KommeHTapum K ctatbe 65

CTATbA 66. UHPOPMALIUA O PE3YJNIBTATAX ®APMAKOHAI3OPA

YNOMHOMOYEHHbIN  dhedepanbHbli  OpraH  UCMNOMHUTENBHOM  BRiacTW, OCYLUEeCTBRsWMA  dapMakoHaasop, MO  ero
pesynbrataMm pasMeLlaeT Ha CBoeM ochmumanbHoMm canTe B cetu "HTepHeT" nHdopmaumio o:

1) BbIABJIEHNN HOBbIX NOATBEPXAOEHHbIX OaHHbIX O NOGOYHBIX AEUCTBUAX, HexXenaTenbHbIX peakunax, cepbe3HblX
HeXenaTtenbHbIX peakunax, HenpeaBuaeHHbIX HeXenaTelnbHbIX peakunax npu npuMeHeHnn nekapCTtBeHHoro npenapara, B TOM
yucrne BAUSOLWMNX Ha OTHOLLEHME OXMOAEMOW NoSb3bl K BO3MO>XHOMY PUCKY NMpUMEHEHNA OaHHOro fieKapCTBEHHOIO npenapara;

2) MPUHATBIX PELUEHUAX O BHECEHWM WU3MEHEHWUIA B WHCTPYKLMIO MO MPUMEHEHWUIO JIEKAapCTBEHHOrO npenapaTa, o
NPWOCTAHOBNEHNN NPUMEHEHMUS NIEKAPCTBEHHOIO npenapata, 06 M3bsaTMM M3 obpalleHns NekapCTBEHHOro npenapara unm o
BO306HOBMNEHMM NPUMEHEHMWS NTEKAPCTBEHHOrO Npenapara.

(CtaTtbs B pegakumm, BBefeHHon B aencteue ¢ 1 mapta 2020 rona ®enepanbHbiM 3akoHOM OT 27 fekabpa 2019 roga N
475-03. - CM. mpeablayLLy0 PEAAKLIMIO)

KommeHTapun k ctatbe 66

MABA 14. UH®OPMALUA O NEKAPCTBEHHbIX NMPEMAPATAX. CACTEMA MOHUTOPUHIA OBWXXEHUA
NEKAPCTBEHHbIX NMPENAPATOB And MEOULUMHCKOIO NPUMEHEHUA

(HanmeHoBaHwue B pegakumu, BBegeHHon B aencteue ¢ 1 aHBapsi 2018 roga ®enepanbHbiM 3akoHoM OT 28 nekabpa 2017 rona
N 425-®3. - CM. IpeablAyLyo peaaKLmio)
CTATbA 67. UHOPOPMALUNA O NEKAPCTBEHHbIX MPENAPATAX. CUCTEMA MOHUTOPUHIA ABUWXEHUA
JIEKAPCTBEHHbIX MPENAPATOB ONA MEOUMUMHCKOIO NPUMEHEHUA

(HanmeHoBaHwue B pegakumu, BBegeHHon B aencteue ¢ 1 aHBapsi 2018 roga ®enepaneHbiM 3akoHoM OT 28 nekabpa 2017 rona
N 425-03. - CM. NpeAblAyLLYI0 PeAakLmio)

1. WHdopmaums o nekapCTBEHHbIX Mpenapartax, OTnyckaembiX MO peuenTy Ha neKkapCTBeHHbIM npenapat, AormxHa
cogepxaTbCs TOMbKO B CAEUManu3vMpoBaHHbIX W3AAHUAX, MpPeAHa3HaYeHHbIX Ans MeOUUMHCKUX, dapMaueBTUYecKnx
paboTHMKOB, CMEUManucToB B obnacTn BeTepuHapun. MHgopmaums o NekapCTBEHHbIX Mnpenapartax Ans chneuuanuctoB B
obnactn obpalleHnss NnekapcTBEHHbIX CPEACTB MOXET coAepXaTbCs B MOHorpadusix, CNpaBOYHMKAX, HAy4YHbIX CTaTbsiX, B
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JoKnagax Ha KoHrpeccax, KOHepeHUMsX, CUMMO3MyMax, Hay4HbIX COBETaX, a TakKe B WMHCTPYKUMUSX MO NPUMEHEHUIO
NeKapCTBEHHbIX NpenapaToB.

(Yactb B pepakuun, BeeaeHHon B aencteme ¢ 13 aBrycta 2019 roga ®enepanbHbiM 3akoHoM oT 2 asrycta 2019 roaa N
297-®3. - CMm. npeaplayLLyo peaaKLmio)

2. MHd)OpMaLLI/IFI O JeKapCTBEHHbIX npenapartax, OTNyCKaeMbIX be3 peuenTta Ha ﬂeKapCTBeHHbIVI npenapar, MOXeT
cogepxartbca B ny6nvn<au,m;|x n o6bABNEHMAX cpencTs MacCcoBOM VIHd)OpMaUMVI, cneynanm3npoBaHHbIX U o0LWmnXx nevaTHbIX
n3gaHnAax, WHCTPYKUMAX NO MNPUMEHEHUIK0 JeKapCTBEHHbIX npenapartoB, WHbIX W3OaHUAX Cy6'beKTOB 06paLU,eHMFI
NNeKapCTBEHHbIX CpeacTB. PeknamHble mMaTtepumanbl O neKapCTBeHHOM npenapare, OoThnyckaeMom bes peuenta Ha
neKkapcTBEHHbIN Npenapar, AOSMKHbI COOTBETCTBOBATb MHCTPYKLMM NO NPUMEHEHUIO NNeKapCTBEHHOIO npenapara.

3. [lonyckaeTcst ucrnonb3oBaHue NMobbix MaTepuarnbHbIX HOCUTENE, NO3BOMNSALWMNX XPaHUTb, NepegaBaTe U UCNONb30BaTb
MHOPMAaLIMIO O NeKapCTBEHHbIX NpenapaTax 6e3 ee NnckaxeHus.

4. Ona uenen vaeHTUdUKALMM YNaAKOBOK fleKapCTBEHHbIX NpenapaToB A1 MeAULMHCKOro NpUMEHeHUs npou3BOAUTENU
nekapCTBeHHbIX CPeAcTB B Mopsake, yctaHoBrneHHoM [lpaBuTtensctBom Poccunckon ®degepaumun, HAHOCAT Ha MEPBUYHYHO
YMaKoBKy (B OTHOLUEHWW FEKApPCTBEHHbIX NpenapaTtoB AN MeOULMHCKOrO MPUMEHEHMWsl, ONsi KOTOpbIX He MnpefycMOoTpeHa
BTOPMYHAs YMaKoBKAa) M BTOPUYHYHD (MOTPEOUTENbCKYK) YMAKOBKY JIEKApCTBEHHbIX MpenapaTtoB Ans  MeOULMHCKOro
NPUMEHEHNS CpeacTBa MAEeHTUMKaUUK, 3a MUCKNIOYEHMEM JeKapCTBEHHbIX MpenapatoB ANd MEOUMUMHCKOro MpUMEHEHMS,
NPOV3BOANUMbBIX ANS MNPOBELEHUST KITMHUYECKMX WUCCredoBaHWUW, 3KCNopTa, NEKapCTBEHHbIX npenapaTtoB Afd MeguLMHCKOro
npUMEHeHns, ykasdaHHblX B 4actax 5 u 8 crtatbum 13 HacToswero degepanbHOro 3akoHa, pagnodapmaueBTUYeCKUX
NeKapCTBEHHbIX NpenapaToB, NMUSIBOK MEAULIMHCKUX U ra30B MEeULIMHCKNX.

(Yactb gononHutensHo BkntoveHa ¢ 1 uiona 2020 roga PenepanbHbiM 3akoHoM oT 28 aekabpa 2017 roga N 425-93 (c
M3MEHEHNAMN BHeCEHHbIMM PenepanbHbiM 3akoHOM OT 28 Hosabpsa 2018 roga N 449-03, depepanbHbiM 3akoHOM OT 27
aekabpsa 2019 rona N 462-93))

5. XapaktepucTukm cpenctea uaeHTUdUKaALMKW, NOPSOOK €ero HaHeceHWss U TpeboBaHus K CTpyKType u dopmary
MHOpMaLMK, KOTOPYIO COOEPXKNUT CPEACTBO naeHTndmkauumn, onpegenstotcs NpasmtensctBom Poccunckon ®enepaumm.

(Yactb gononHuTenbHO BKNtodeHa ¢ 1 aHBapsi 2018 roga PenepanbHbiM 3akoHOM OT 28 aekabpa 2017 rona N 425-03)

6. lMNopsgok co3gaHus, pasBUTMSA, BBOOA B IKCMMyaTauuio, 3KCMnfyatauMvM W BbiBOAA W3 3KCMnyatauum CUCTEMbI
MOHWUTOPWHIa [BWXEHUS MNeKapCTBEHHbIX MpenapaToB Ans MEeOUUUHCKOrO MNpUMEHeHUs, MopsaoK NpefocTaBneHus
WHopMaLMM, codepXallencs B CUCTEME MOHWUTOPMHIa [ABWKEHUS feKkapCTBEHHbIX npenapaTtoB ANd  MeguuMHCKOro
NPUMEHEHMWS, U NOPSAOK B3aMMOAEWCTBUS YKa3aHHOW CUCTEMbI C MHBIMU FOCYAAPCTBEHHLIMU MHPOPMALMOHHBIMU CUCTEMaMK
N MH(OPMALMOHHBIMKA CUCTEMAMM OPUANYECKUX MWL, U UHOMBUAYaANbHbIX NpeanpuHUMarener, ykasaHHbiX B yactsax 7 u 10
HacTodllen cTatbu, ycTaHaBnueawTcs [lpaButenbctBoM Poccuiickon ®Pepepauun. Onepatopamu CUCTEMbI MOHUTOPUHrA
OBWKEHUS NEeKapCTBEHHbIX MpenapaTtoB Ans MeOULMHCKOrO MPUMEHEHUs sSBMAKTCA denepanbHbli OpraH UCMOMHUTENBHOW
BMacTu u (unu) opraHnsauusi, ynonHomoueHHble [NpaButensctsom Poccuiickon ®enepaumm.

(Yactb gononHuTensHO BktodeHa ¢ 1 aHBaps 2018 roga ®enepansHbiM 3akoHOM OT 28 aekabpsa 2017 rona N 425-03)

7. KOpugnyeckne nuua M MHOUBMAYanbHble NPEANnPUHMMATENN, OCYLLECTBRSIOWME MPON3BOACTBO, XpaHEHWe, BBO3 B
Poccuiickyto Penepaunto, OTnycK, peanusauuto, nepegady, NpUMEHEHNE U YHUYTOXEHWE JlekapCTBEHHbIX NpenapaToB Ans
MeAMLIMHCKOro NpuMeHeHusl, obecnevmBaloT B NOpsiAke M B cocTaBe, KOTOpble yCTaHOBMeHbl [paButensctBoM Poccuiickon
degepauum ¢ y4eTomM Bua OCYLLECTBNSIEMON UMW OEATENBHOCTU, BHECEHUE MHGOPMALIMM O NeKapCTBEHHbIX NpenapaTax ans
MEeANLIMHCKOro NMPUMEHEHUS B CUCTEMY MOHUTOPUHIA OBWKEHNSI NTEKAPCTBEHHbLIX NpenapaToB ANt MEAMUNHCKOrO NPUMEHEHNS.

(Yactb gononnHutenbHo BkNtoveHa ¢ 1 miona 2020 roga PenepanbHbiM 3akoHoM oT 28 aekabpsa 2017 roga N 425-93 (c
N3MEHEHNSIMN BHECEHHbIMN DeaepanbHbiM 3akoHOM OT 27 aekabpa 2019 roaa N 462-93))

7_1. llekapcTBeHHble NpenapaTtbl AN MEQULMHCKOrO NMPUMEHEHMS, NpeaHas3HavYeHHble Ans obecnevyeHns nuuy, 60nbHbIX
remocpununen, MyKOBMCLUMAO30M, rnnodusapHbiM HaHU3MOM, OonesHbito [ouwe, 3rMoka4YeCcTBEHHbIMU HOBOOOpPa30BaHUAMMU
nMmMdOoNaHOM, KPOBETBOPHOM M POACTBEHHLIX UM TKaHEW, pacCesiHHbIM CKIepo30M, MWL, MOCMe TPaHCNaHTauuM OpraHoB n
(vnn) TkaHewn, npomsBeneHHble 0o 31 gekabps 2019 roga, a Takke MHbIE NEKApCTBEHHbIE Npenaparbl Ans MeguuMHCKOro
npumeHeHus, npoussegeHHole Ao 1 mona 2020 roga, nognexar XpaHeHuto, nepeBo3Ke, OTMNYCKy, peanus3auuu, nepegade,
NpUMEHeHNI0 0e3 HaHeceHus CpeacTB MAEHTUMUKALMM OO0 UCTEYEHUs] Cpoka KX rogHoctu. [NpaButensctBo Poccumnckon
denepauun BNpaBe yCTaHOBUTbL OCODEHHOCTY BBOAA B MPaXKAaHCKWI 000POT NEKapCTBEHHBbIX NpenapaToB A5s MeaULUHCKOro
npumeHeHusi, NnponsBeneHHbix B nepuog ¢ 1 uona 2020 roga no 1 oktsa6psa 2020 roga. B uensix BBoga B rpaxaaHckuii o6opoT
NneKkapcTBeHHble npenapatbl AN  MEAWUWHCKOrO MNPUMEHEHMS, 3a  WCKIIOYEHMEM  FNEeKapCTBEHHbIX Mpenaparos,
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npegHasHayYeHHbIX anst obecneyeHus nuu, 6onbHBIX reModunmMen, MyKkoBUCUMO030M, rMnodu3apHbiM HaHU3MOM, B0Mnes3Hbro
lowe, 3nokayecTBEHHbLIMM HOBOOOpPa3oBaHUAMW NUMAONOHOW, KPOBETBOPHOW W POACTBEHHbLIX MM TKaHeW, pacCesiHHbIM
CKIepo30oM, N1l Mocre TpaHCMnaHTaluuMm opraHoB U (Mnn) TKaHew, Npou3BEeAEHHbIe 3a npegenamu Tepputopun Poccuiickom
depepauunn oo 1 oktabps 2020 roga, moryT ObiTb BBe3eHbl B Poccuiickyto depepaumto go 1 siHeaps 2021 roga B nopsigke,
ycTtaHoBneHHoM [NpasutensctBoM Poccuiickon ®egepaunn, 6e3 HaHeCeHUst cpeacTB naeHTudmKauun.

(Yactb gononHuTenbHO BKNtoYeHa ¢ 29 Hoabpa 2019 roga PenepanbHbiM 3akoHOM OT 28 HoA6ps 2018 roga N 449-93; B
pefakumu, BBeLeHHoN B aericteue ¢ 28 gekabpa 2019 rona denepanbHbiM 3akoHoM 0T 27 aekabpa 2019 roga N 462-93; B
pedakumu, BBegeHHon B genctBue PenepanbHbiv 3akoHoMm oT 13 wmona 2020 ropa N 206-93, pacnpocTpaHsieTcs Ha
NpaBoOOTHOLWEHWNS, BO3HUKLWIME ¢ 1 utonga 2020 roga. - CM. OpeabiayLLyo peaakLmio)

8. Opranusaumst "HHPOPMALMOHHOIO B3aMMOAENCTBUA CUCTEMbI MOHUTOPUHIA ABUXKEHMSA NEKAPCTBEHHbLIX NpenapaToB Anis
MEOVLUMNHCKOTO NMPUMEHEHUSI C MHBbIMU FOCYO4APCTBEHHBIMU MHEAOPMALMOHHBIMU CUCTEMamMK obecneynmBaeTca B TOM 4uche
nocpeacTBOM MHAPACTPYKTYpbl, obecnednBaroweri MHPOPMALMOHHO-TEXHONOMMYECKOE B3anMOogeNCcTBNE WMH(OPMALMOHHbBIX
cUcTeM, MCNoMb3yeMblX NSt NPEAOCTaBNEHNS TOCY4apCTBEHHbLIX U MyHULMNANbHbBIX YCAYr U UCMONTHEHUS TOCY4apCTBEHHbLIX U
MYHUUMNANbHbIX YHKLMIA B 9NEKTPOHHOW hopme.

(YacTb gononHutensHo BkntoyeHa ¢ 1 aHBapsa 2018 roga PeneparnbHbiM 3akoHOM OT 28 nekabpa 2017 rona N 425-93)

9. O6wepocTynHasa nHpoOpMaLms, coaepxallasca B CUCTEME MOHUTOPUHIA ABWXEHUS NEeKapCTBEHHbIX NpenapaTtoB Ans
MEANLIMHCKOrO NPUMEHEHNs, pasMeLLaeTcsl B MH(OPMaLMOHHO-TENEKOMMYHUKALUOHHON ceTn "UHTepHeT" (B TOM uucrne B
opMe OTKPbITbIX AaHHbIX) B Nopsiake, ycTaHoBneHHoM NpaButenscTBom Poccuinckon ®enepaunn.

(YacTb gononHuTensHo BkNtoyeHa ¢ 1 aHBapsa 2018 roga PeneparnbHbiM 3akoHOM 0T 28 nekabpa 2017 rona N 425-93)

10. TlpousBoguTenn nekapCTBEHHbIX CPEACTB MOMy4yalT COoAepXKallylocss B CUCTEME MOHWUTOPWMHIa  OBMXKEHUS
neKkapCcTBEHHbIX NpenapaToB AN MEAULVHCKOIO NPUMEHEHUSI MHCpOpMaLMI0 O CEPUSIX U NapTUSIX NIEKAapPCTBEHHLIX NpenapaTos,
Npon3BOANMBIX UMW N HaxXodsaLWmUXCs B rpaxxgaHckoM obopoTe B Poccuickon Pefepauun, 6e3so3mesgHo.

(Yactb gononHuTensHO BkNtoveHa ¢ 1 aHBaps 2018 roga ®enepanbHbiM 3akoHoM OT 28 aekabpa 2017 rona N 425-03)

11.3a Nnpor3BOACTBO MK NPOAAXY JNIEKAaPCTBEHHLIX NPenapaToB ANs MEAULMHCKOrO NpMMeHeHnst 6e3 HaHeCeHUs! CPeacTB
naeHTUmrKaLmm, ¢ HapylweHmemM yCTaHOBNEHHOIO Nopsaaka UX HaHeCeHUsl, a Takke 3a HECBOEBPEMEHHOE BHECEHME AaHHbIX B
CUCTEMY MOHWUTOPUHIa OBWXKEHUS JEeKapCTBEHHbIX MNpenapatoB ANs MEAWMUMHCKOro NPUMEHEHUs WNn BHECEHWEe B Hee
HEeOOCTOBEPHbIX OAHHbLIX lOpUANYEeCcKue nuua n MHaMBMAyanbHble NPeanpuUHUMATENM, YKa3aHHble B YacTax 4 1 7 HacTodulen
CTaTbu, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHoAaTeNbCTBOM Poccuiickon ®egepaumn.

(Yactb gononnHutenbHo BkNtoveHa ¢ 1 miona 2020 roga PenepanbHbiM 3akoHOM oT 28 aekabpsa 2017 roga N 425-93 (c
N3MEHEHNSIMN BHECEHHBbIMN DeaepanbHbiM 3akoHOM OT 27 aekabpa 2019 roaa N 462-93))

12. lMpasutenbctBo Poccuiickon depgepauun BnpaBe YCTaHOBUTb OCOOEHHOCTU BHEAPEHUSI CUCTEMbI MOHUTOPWHra
OBWKEHUS1 NEeKapCTBEHHbIX npenapaTtoB Afs MEAUUMHCKOrO MPUMEHEHMUs, BKMOYasi CPOKWM e€e BHeOpeHusi, B OTHOLLEHUW
NEeKapCTBEHHbIX MnpenapaToB ANs MEOMUMHCKOTO MNPUMEHEHUS, BKITHOYEHHbIX B MEpeYeHb >XU3HEHHO HeobXoauMbIX W
BaXKHEMLUNX JIeKapCTBEHHbIX MpenapaToB, NeKapCTBEHHbLIX MpenapartoB, NpeaHasHa4YeHHbIX Anst obecneveHus nuu, 60NbHbIX
remounmnern, MyKOBUCUUAO30M, TMNou3apHbiM HaHM3MOM, OonesHbko [ouwe, 3nokavyecTBEHHbIMM HOBOOOPA30BaHUSIMU
nuMdOonaHON, KPOBETBOPHOM N POACTBEHHbLIX MM TKAHEW, pacCesiHHbIM CKMEepo30M, NUL, Nocne TpaHcniaHTauMm OpraHoB U
(Mnn) TKaHew, MHBIX NeKapCTBEHHbIX NpenapaToB A1 MegULUHCKOTO NPUMEHEHNS.

(Yactb gononHuTensHO BktodeHa ¢ 1 aHBaps 2018 roga ®enepansHbiM 3akoHOM OT 28 aekabpsa 2017 rona N 425-93)

KommeHTapum K ctatbe 67

MABA 14_1. OrPAHUYEHUA, HANNTATAEMbIE HA OPTAHU3ALIUU, OCYLLECTBINAIOLWIWE OEATENIBHOCTb
MO OBPALLEHUMIO JIEKAPCTBEHHbIX CPEACTB

(Mnaea gononHutenbsHoO BkNoYeHa PeaepanbHbiM 3akoHOM OT 25 HoA6pa 2013 rona N 317-P3)

CTATbA 67_1. OTPAHUYEHUA, HAINATAEMbBIE NMPU OCYLWECTBIEHUN OEATEINIbHOCTU B COEPE
OBPALLEHUA NEKAPCTBEHHbIX CPEOCTB

1. OpraHusauun, 3aHumatolmecs paspaboTkoi, NPOU3BOACTBOM M (MNK) peanusaunen nekapcTBEeHHbIX npenapaTtoB Ans
MELMLMHCKOrO NPUMMEHEeHWs, opraHusaumu, obnagatowme npaBamMy Ha  WCMONb3oBaHME TOProBOrO  HaMMEHOBaHWS
rniekapCTBEHHOro npenapaTa Anst MeauLMHCKOro NMPUMEHEHWS!, OpraH13aLum onTOBOW TOPIroBMY fieKapCTBEHHbIMU CpeacTBamu,
anTeyHble opraHM3aumn (MX NpeacTaBUTENN, NHble U3NYECKUE U lOPUAMYECKMEe NULLA, OCYLLECTBISOWME CBOK AeATeNbHOCTb
OT MMEHW 3TUX OpraHusauuii) B OTHOLUEHUN MEOULMHCKUX PabOTHMKOB M PYKOBOAMTENEN MEOULMHCKMX OpraHu3auui He
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06 obpalLeHun nekapcTBEHHbIX CpeacTB (C M3MeHeHusAMM Ha 19 aekabps 2022 ropa) (pegakums, gercTeytolas ¢ 1 mapta 2023 Crtpanuua 112
roga)
®edeparnbHblli 3akoH om 12 anpens 2010 e. Ne 61-@3

Brpaee:

1) Bpy4daTb nodapKu, BbinfiadymBaTb AOEHEXHble cpencrtea (38 UCKINMo4YeHnem BO3Hana)K,D,eHVII7I no gorosopamM npu
npoeegeHnn KIMMHNYECKUX nccrnegoBaHum JNIeKapCTBEHHbIX MnpenapartoB AnAd MeauunHCKOro npuMeHeHud, BO3Hana)K,D,eHI/IVI,
CBA3aHHbIX C ocyLlecTBieHnemMm MeauLUHCKUM pa6OTHI/IKOM negarorm4yeckon u (I/IJ'II/I) Haquon ﬂeﬂTeJ'leOCTI/I), B TOM 4ucne
onnaynBatb pasBlievyeHud, OTAbIX, MNpoe3n K MeCTy O0TAblXa, a TaKke npueliekatb K Yy4aCTUio B pa3BriekaTellbHbIX
MeponpuAaTnax, NpoBoAMMbIX 3a CHET CBOUX CPENCTB;

2) 3aKno4aTh CornalleHusi 0 HasHaYeHNM UM peKoOMeHAaLMN NauueHTaM NeKapCTBEHHbIX NpenapaToB Ans MeAVLMHCKOrO
NMPUMEHeHMs1 (3a WCKMIOYEHWEM [OrOBOPOB O MPOBEAEHWUM KIMHUYECKMX WCCRELOBaHWUIA JlekapCTBEHHbIX MpenapaToB Ans
MeOMLMHCKOTO NMPUMEHEHUS);

3) npenocTaBnsATh 06pasLbl NekapCTBEHHbIX NPenapaToB AN MeAULMHCKOTO NPUMEHEHNS B LIENAX BPyYEHUs naumeHTam
(3a UCKnioYeHVMEM cryyaeB, CBSI3aHHbIX C MPOBEAEHVMEM KIMHUYECKUX MCCIedOBaHW NEKAPCTBEHHbIX MpenapaToB Ans
MeOMLMHCKOTO NMPUMEHEHUS);

4) npenocTaBnsATb HEQOCTOBEPHYIO U (MNK) HEMOMHYI MHOPMaLMIO O NEKapCTBEHHBIX MpenapaTtax Ans MeauLUMHCKOro
NPUMEHEHWS;

5) nocewartb UX B paGoqee BpemMA Ha p860‘-IVIX MecCTax, 3a WCKIKYeHunem CliyydyaeB, CBA3aHHbIX C npoBedeHUEM
KITMHUYECKMUX UccnegoBaHni NNeKapCTBEHHbIX npenapartoB Alid MEeOUUMHCKOro npuMmeHeHud, C y4dyactnem B TMnopdake,
YCTaHOBJITIEHHOM pyKoBOOUTENEM MEANLNHCKOMN opraHmn3auuu, B 006paH|/|9|x MeaNLUNHCKNX paGOTHI/IKOB N NHbIX MeponpuATudx,
HanpasJlieHHbIX Ha MNoBbilLEeHNe WuX I'IpO(*)eCCI/lOHaJ'IbHOFO YPOBHA WM Ha npeanocTtaBlieHne I/IHCbOpMaLI,I/WI, CBSI3aHHOM C
ocyuiecTBlieHneM MOHUTOPUHIa 6esonacHocTH NeKapCTBEHHbIX NpenapartoBs;

6) no6y>|<,anb K BbINMNCbIBaHUIO J1€KapCTBEHHbIX npenapartoB And MeaAUUMHCKOro npuMeHeHua Ha OnaHkax, cogepxawunx
MH(*)OpMaLI,VIPO peKknaMHOro xapakrtepa, a Takke Ha peuenTypHbIX OnaHkax, Ha KOTOpPbIX 3apaHee Hane4YataHoO HanMeHoBaHue
NeKapCTBeHHOro npenaparta gna MmeguumHCKoro npuMeHeHu4.

2. OpraHusaumu, ykasaHHble B ab3aue nepBoM 4acTv 1 HacTosulel cTatbW, M WX NPeacTaBUTENU B OTHOLUEHMM
hapmaueBTUYEeCKMX paboOTHUKOB M PYKOBOAMTENEN anTeYHbIX OpraHn3aLuii He Bnpase:

1) Bpy4aTb nogapku, BbiNa4ynBaTh AEHEXHbIE CPEACTBA, B TOM YWCIEe OnnaymBaTth pasBrievyeHus, otablx, Npoess K MecTty
oTabIxa, U NpUBMeKaTb K y4acTuIo B pasBriekaTernbHbIX MeponpUATUSIX, MPOBOAMMBIX 32 CHET CBOUX CPEACTB;

2) npegocTaBnsaTb 06pasLbl NeKapCTBEHHbIX NpenapaToB Anst MEAULMHCKOTO NPUMEHEHWST AN BPYYEHUS HACENEHUIO;

3) 3aKn4aTb cornawleHna o npearnoXxXeHnn HacereHuo onpeaeneHHbIX nekapcTtBeHHbIX npenapartoB And MeaulmHCKoro
NMPUMEeHeHUA;

4) npenocrtaenATb HEOOCTOBEPHYHO U (I/IJ'II/I) HEenoJIHyto I/IHdI)OpMaLI,I/HO O NleKapCTBEHHbIX npenapartax aAna MeaunumHCKOro
NpUMEeHeHnA, B TOM 4Yucrie MMerLwmnx ognHakoBoe MexagyHapoaHoe HenateHToBaHHOE HanMeHoBaHue.

KommeHTapui K ctatbe 67 1

CTATbA 67_2. TPEBOBAHUA K OPFTAHU3ALMU U NPOBEOEHUIO HAYYHbBIX MEPOMNPUATUN, UHbIX
MEPONPUATUIA, HANPABJIEHHbIX HA NOBbILUEHUE MPO®ECCUOHANBHOIO YPOBHA MEOULIMHCKNX
PABOTHUKOB U HA NPEOOCTABJIEHUE UHOOPMALIMK, CBA3AHHON C OCYLLECTBIIEHUEM
MOHUTOPUHIA BE3ONMACHOCTU NIEKAPCTBEHHbIX NMPEMNAPATOB

1. Mpw nNpoBefeHNN Hay4HbIX MEPOMNPUSATUNA, MHBbIX MEPOMNPUATUIA, HanpaBreHHbIX Ha MOBbILEHWE NpodeccuoHanbHOro
YPOBHSI MEOULMHCKMX PabOTHMKOB WM Ha NPegoCTaBiEHME CBSI3AHHOW C OCYLLECTBMEHWEM MOHUTOPMHra GesonacHocTu
neKapCTBEHHbIX NpenapaToB UHGOPMaLMK, OpraHM3yemMblX OopraHusaumnsiMu, ykasaHHbiMu B ab3aue nepBomM 4Yactu 1 cratbu
67_1 nacrosuiero ®eaepanbHOro 3akoHa, UX npeacraButendamu u (Mnn) uHaHCMpyeMbix 3a CHET CpeacTB 9TUX OpraHn3auui
N UX npeactaBuUTENen, 3anpellaeTcs NPensTCcTBOBaTb Y4aCTMIO B YKa3aHHbIX MEPOMPUATUAX WHBLIX OpraHusauui, KoTopble
NPOU3BOOST MWNN PeanusyloT fekapcTBeHHble npenapaTtbl Ans MEeAWMUUHCKOrO MPUMEHEHMSI CO CXOXMM  MEXaHU3MOM
(hapmakonormyeckoro AewncTeusi, NMbo cosgaBaTb AUCKPUMUHALIMOHHBIE YCNOBUS AN OOHWUX YYACTHWKOB MO CPaBHEHWUIO C
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OpyrmuMmn yd4aCtHMKkamm, a UMeHHO:

1) npenocTaBnATb pa3sindHoOe KOJIM4eCTBO BpeMeHU OAnd BbICTyFIﬂeHI/IIZ Yy4aCTHUKOB, pa3findHblie No pa3mepy 3aHMMaemMoun
nnowagun Mmecrta anda aemMoHCTpaunn 06p83L|,0B JleKapCTBEHHbIX npenapaTtoB AnAd MeanunHCKOro npuMmeHeHna nnn peknamMHbiX
MaTepuarioB 0 NneKapCTBEHHbIX npenaparax Aanda MeOMUUHCKOro npMMeHeHuA Ha 3KCno3nuundx, cteHaax, 3a WUCKIoYeHUem
cny4yaeB, ecl Takue YCIoBUA 3akpensieHbl B cornawleHnax 3Tux opraHmsaLu/uh, nx I'Ipe,ClCTaBI/ITeJ'Ieﬁ [0} (*)VIHaHCI/IpOBaHI/II/I
YKa3aHHbIX MepOI'IpVIHTVIVI n O6yCJ'IOBJ'IeHbI pa3nnyHbIMK 3aTpaTaMn YyH4aCTHUKOB Ha UX opraHn3auuio;

2) ycTaHaBnvBaTb pasMep B3HOCA A1 YYaCTHMKOB MEpOMNPUSTUIA, ykasaHHbIX B abs3aue nepBoM HacTosiliel 4acTu,
NpeBbIlAWMA CyMMY 3aTpaT Ha opraHusauuio ykasaHHbIX MeponpuUSTWA M Beaylimii K HeOBOCHOBAHHOMY OrpaHUYeHUIo
ymcna Mx y4acTHUKOB.

2. OpraHusauun, ykasaHHble B ab3aue nepBom 4Yactu 1 cratbm 67_1 Hactosulero depepanbHOro 3akoHa, WX
npeacTaBUTENN, OCYLLECTBSAIOWME OpraHM3aumio u (Mnm) puHaHcMpoBaHMe MEpPONPUSATUIA, YKasaHHbIX B YacTu 1 HacTodulen
cTatby, 0bsA3aHbl 0bGecneumBaTh OOCTYN K MHopMauum O gate, MecTe U BPEMEHU MPOBEAEHMST yKa3aHHbIX MEpPOnpUSTUNA,
nnaHax, nporpamMmmax MpPOBEAEeHUSs YKa3aHHbIX MepOonpuaTUA U Temax, NraHupyembiX And PacCMOTPeHWs, cocTaBe WX
Y4aCTHMKOB MNyTEM pa3MeLleHWss COOTBETCTBYOLENn MHOPMauun Ha CBOMX oduumanbHbiX canTax B cetn "UHTepHeT" He
nosaHee AByX MecsiLeB 40 Hayana npoBedeHus yKasaHHbIX MeponpuaTum.

3. ViHdopmaLmsa o npoBeaeHUM MeponpuATUI, ykasaHHbIX B 4acTn 1 HacTosllen cTaTbu, B CPOK, YCTAHOBMNEHHbIN YacTbio 2
HacTosLlen cTaTbu, AOMKHA ObiTb HanpaBneHa B dyeaeparnbHbli OpraH UCMOMHUTENBHOW BNACTW, OCYLLECTBASIOWMA (YHKLMN
Nno KOHTPOM0 M Haasopy B cdepe 30paBOOXpaHeHud, And nocreayowero pasMmelleHns ee Ha oduumanbHOM canTe 3Toro
opraHa B ceTu "UHTepHeT".

KommeHTapui K ctatbe 67 2

IMABA 15. OTBETCTBEHHOCTb 3A HAPYLLEHUE 3AKOHOOATENLCTBA POCCUUCKON ®ELQEPALIUN NPU
OBPALLEHWU NEKAPCTBEHHbIX CPEACTB U BOSMELLWEHUE BPEOA, NPUHUHEHHOIO 300OPOBbIO
FPAXKOAH BCNEACTBUE NMPUMEHEHUA NEKAPCTBEHHbIX NMPENAPATOB

CTATbS 68. OTBETCTBEHHOCTb 3A HAPYLLEHUE 3AKOHOOATEIbCTBA POCCUACKON ®EQEPALIUM MPU
OBPALLEHUA NEKAPCTBEHHbIX CPEACTB

1. HapyweHue 3akoHogaTtenbctBa Poccuiickon ®eagepaumm npu obpalleHnun nekapcTBEHHbIX CpeacTB BrieyeT 3a cobon
OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKoHoAaTenbcTBoM Poccuiickon ®egepaumn.

(Yactb B pegakuuu, BBegeHHon B aenctene ¢ 1 nonga 2015 rona PegepanbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-
@3. - Cm. npeablayLyio peaakuuio)

2. 3a HenpeacTaBneHne UM HECBOEBPEMEHHOE NpeacTaBneHne nHdopmaummn u (Mnn) 4okymeHToB NnMbo npeacraBrneHne
HEeoCTOBEpPHbIX WHdopMauMM U (MnKM) AOKYMEHTOB, NPEeAyCMOTPEHHbIX HacToswum ®PegepanbHbIM 3aKOHOM, CyObeKTbl
ob6palleHns NekapcTBEHHbIX CPeaCcTB HECYT OTBETCTBEHHOCTbL B COOTBETCTBUM C 3akoHoAaTeNnbCTBOM Poccuickoin ®eaepaunn.

(Yactb gononHuTensbHO BkMoveHa ¢ 1 nionsa 2015 roga PenepanbHbiM 3akoHOM OT 22 fAekabps 2014 rona N 429-93; B
penakumn, BeBeageHHon B genctemne ¢ 15 uioHa 2018 roga PepnepanbHbiM 3akoHOM OT 4 mioHa 2018 roga N 140-93. - Cwm.
NREeAbIAYLLYI0 PefaKLmio)

KommeHTapun k ctatbe 68

CTATbA 69. BOSMELWWEHUE BPEOA, MPUYMUHEHHOIO 300POBbLIO NPAXKOAH BCNEACTBUE NPUMEHEHUA
NEKAPCTBEHHbIX NMPEMNAPATOB

1. MpounsBoauTenb NekapCTBEHHOro npenapaTa 06s13aH BO3MECTUTL Bpef, NMPUYMHEHHbIN 300POBbIO rpaXaaH BCreacTeune
NpUMeHeHWs1 NeKapCTBEHHOTO Npernapara, ecny AokasaHo, YTo:

1) neKkapCTBEHHbIN Mpenapat MPUMEHANCA MO HAa3HAYeHW0 B COOTBETCTBUM C  WHCTPYKUMEA MO MPUMEHEHMIO
neKapcTBEHHOro npenapara y NpUYMHON Bpeaa ABUIMCA BBOJ B rpaKaaHCKuin 060poT HeqobpokayecTBEHHOMO NeKapcTBEHHOo
npenapara;

2) Bpen 300pOoBbO NMPUYUHEH BCeacTemne He,D,OCTOBepHOI;I I/IHCbOpMaLI,I/II/I, co,qep>|<a|.|.|,e|7|c;| B UHCTPYKUUN MO NMPUMEHEHUIO
NeKapCTBEHHOro npenapara, n3gaHHoOM npoun3soguTenem fiekapCTtBeHHOro npenapara.
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2. B cnyyae, ecnu Bped 300POBbH paxaaH MpPUYMHEH BCMNEACTBME NPUMEHEHWUsI TNEeKapCTBEHHOro Mpenapara,
npuyLeLero B HErOAHOCTb B pe3ynbraTte HapyLleHUss NpaBuil XpaHeHUs NeKapCTBEHHbIX CPeacTB, NpaBui ONTOBOW TOProBnu
neKkapcTBEHHbIMW MNpenapaTaMmu, MpaBuIl  OTMYCKa JIeKapCTBEHHbIX MNpenapaToB, MNpPaBUil  U3rOTOBMEHUS W OTMNycka
NekapcTBEHHbIX MpenapaTtoB, BO3MELLEHWE Bpeda OCYLUECTBMSETCS COOTBETCTBEHHO OpraHuW3auuer OnTOBOWM TOProBmnu
NeKkapcTBEHHLIMU CpeacTBaMM, anTeYHOW opraHvusaumern, UHAMBMAYanbHbIM NpeanpuHUMaTenemM, UMELWUMN NINLEH3NIO Ha
hapmaLeBTUYECKYHD AEATENbHOCTb UMW NULEH3NIO HA MEQULMHCKYI OESTENbHOCTb, MEAULMHCKOW opraHu3auuen, nMerLemn
NUUEH3MI0 Ha (hapMaueBTUYECKYD AeATenbHOCTb (ee 060cobneHHbIM noapasgeneHnem (ambynaTtopuen, denbalepckum n
denbaLlepcko-akyLepcknm NyHKTamMm1, LEHTPOM (oTAeneHnem) obuen BpavyebHON (CEMENHOM) NPaKTUKK), PacnoNOXEHHbIM B
CenbCKOM HacerneHHOM MyHKTe, B KOTOPOM OTCYTCTBYET anTevHasi opraHusaums), JONyCTUBLUMMUK NPOAaxy UMK OTMYCK TaKoro
nekapcTBEHHOro npenapara.

(Hactb B pepakumu, BBeAeHHOW B penctBue PenepanbHbiM 3akoHOM OT 25 Hoabpa 2013 roga N 317-03. - Cwm.
NREeAbIAYLLYIO PeAaKLMIO)

3. Bo3amelleHre Bpeda, NPUYMHEHHOrO 300POBbLI0 rpaxdaH BCreACTBUE MPUMEHEHMS NeKapCTBEHHbIX MpenapaTtoB unu
COBepLUEHMS NPOTMBOMNPAaBHbIX AEWCTBUI CyObekTaMu 0bpaLleHns NekapCTBEHHbIX CPEACTB, OCYLLECTBMSETCS B COOTBETCTBUM
C 3aKkoHofaTtenbcTBoM Poccuiickon ®egepaunn.

KommeHTapun k ctatbe 69

MABA 16. 3AKINIOYUTEINBbHBLIE NMONOXEHUA

CTATbA 70. O MPU3HAHUU YTPATUBLLUMU CUNY OTAOENIbHbIX 3AKOHOOATENbHbLIX AKTOB
(MONOXEHWN 3AKOHOOATESIbHbIX AKTOB) POCCUUCKOW ®ELEPALIUA

Mpu3HaTb yTpaTMBLUNMU CUMY:

1) ®enepanbHbivi 3akoH oT 22 utoHa 1998 rona N 86-P3 "O nekapcTBeHHbIx cpeactBax” (CobpaHune 3akoHoaaTenbCTBa
Poccuiickon depepaumm, 1998, N 26, cT.3006);

2) ®epepanbHebIn 3akoH oT 2 sHBapsa 2000 roga N 5-03 "O BHeceHUM 3MeHeHUs 1 JononHeHun B PenepanbHbivi 3akoH "O
nekapcTBeHHbIX cpeacTeax” (CobpaHue 3akoHopaTtensctea Poccuiickon denepaumu, 2000, N 2, ¢cT.126);

3) cratbio 40 dPenepanbHoro 3akoHa oT 10 aHneapa 2003 roaa N 15-®3 "O BHECEHUW WM3MEHEHUWN W AONONHEHUW B
HEeKoTopble 3akoHoaaTenbHble akTbl Poccuiickon  Penepaumm B cBA3W ¢ npuHatvem PenepanbHoro  3akoHa "O
NuLIeH3MpoBaHMK OTAeNbHbIX BUAoB AeatenbHocTn" (CobpaHue 3akoHogatensctBa Poccuiickon depepaumm, 2003, N 2,
CcT.167);

4) cratbto 31 PepnepanvHoro 3akoHa oT 30 wuwoHa 2003 roga N 86-®3 "O BHECEHMM WM3MEHEHWN W [ONOMAHEHWN B
HEKOTOpble 3akoHoAaTeNnbHble akThl Poccuiickon Penepaunm, NpusaHaHUM YTPATUBLUMMU CUITY OTAENbHbIX 3aKOHOAATENbHbIX
akToB Poccuinckon Penepauunn, NPeaocTaBneHUN OTAENbHbLIX rApaHTUN COTRYAHMKAM OPraHoB BHYTPEHHMX [eN, OpraHoB Mo
KOHTROM 3a 0BOpPOTOM HapKOTUYECKMX CPEACTB W MCUXOTPOMHbIX BeWeCcTB U ynpasgHsaemblxX denepanbHbiX OpraHos
HaNOroBOW MONULMW B CBA3M C OCYLLECTBNEHMEM MER MO COBEPLUEHCTBOBAHUIO rocyaapcTBeHHoro ynpaenexnus” (Cobpanue
3akoHogatenbcTBa Poccuiickon degepauum, 2003, N 27, ¢1.2700);

5) ctatbto 101 PenepanbHoro 3akoHa o1 22 asrycta 2004 roga N 122-93 "O BHeCEHUWN M3MEHEHUI B 3aKOHOAATENbHblE
akTbl Poccuiickon denepaumm u npusHaHnmM yTpaTMBLLIMMK CUY. HEKOTOPbLIX 3aKOHOAATEeNbHbIX akToB Poccuiickon denepavmm
B CBA3U C NpUHATUEM dhedeparnbHbix 3akoHOB "O BHECEHUN U3MEHEeHUI W aononHeHun B PenepanbHbit 3akoH "O6 obLLmnx
NPUHLIMNAX OpraHnsaLuy _3aKkoHoAaTenbHbIX (MPeaAcTaBUTENbHbIX) U UCMONHUTENbHbLIX OPraHoOB TOCYAapCTBEHHOW BNacTu
cyb6bekToB Poccunckon Pepepaumn” 1 "O6 obLLUMX NPUHLIMNAX OpraHusaLuuM MeCTHOro camoynpasneHus B Poccuiickon
®denepauunn” (CobpaHue 3akoHopatenscTea Poccuiickon ®epepaumm, 2004, N 35, ¢1.3607);

6) crtatbio 28 denepanbHoro 3akoHa ot 18 nekabpsa 2006 roga N 231-903 "O BBEeaeHUM B AeNCTBME YacTv YETBEPTON
[paxnaHckoro koaekca Poccunckon ®Penepaummn” (CobpaHue 3akoHogatenbctBa Poccuiickon ®egepauun, 2006, N 52,
cT.5497).

KommeHTapui k ctatbe 70
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CTATbA 71. BCTYNNEHUE B CUNY HACTOSALUEIO ®EOQEPAINIbHOIO 3AKOHA

1. Hactosawumn ®enepanbHbiin 3akoH BCTynaet B cuny ¢ 1 ceHtabpsa 2010 roga.

2. neKapCTBeHHble cpencrtea, 3aperncTtpupoBaHHble 0O OHA BCTYMJIEHUA B CUITy HaCTOALlero CDe,u,epaanoro 3aKOHa,
noanexar BKIMKYEeHUK B FrOCyNapCTBEHHbIE peeCTPbl JIEKAPCTBEHHbIX CPEACTB C BHECEHMEM YKa3aHHbIX B YaCTu 1 ctatbn 33
HacTosuwero denepanbHOro 3akoHa CBeAeHUN 00 atmx NeKapCTBEeHHbIX cpeacrTBax oe3 npoxoxaeHnAa BHOBb npouenypbl
FOC)/,D,apCTBeHHOIZ perncTpaunn nekapCTtBeHHbIX npenapaTtos.

3. TocymapcTBeHHasi perncrtpaumsi NekapCTBEHHBIX MpenapaToB, 3a WCKIIOMEHMEM JleKapCTBEHHbIX NpenapaTtoB Ans
MEANLIMHCKOrO MPUMEHEHUsI, NMpPeACTaBMEHHbIX Ha YKa3aHHYH perncTpauuio 40 AHs BCTYMMEHWSs B CUNY HacTOsILEro
denepanbHOro 3akoHa, OCyLLECTBMSAETCS B COOTBETCTBMM C HAcTosLWMM PefeparnbHbiM 3aKOHOM Ha OCHOBaHUMU LOKYMEHTOB U
OaHHbIX, NpeacTaBreHHbIX A0 OHS BCTYNeHMst B cuny HacTosiwero defeparnbHOro 3akoHa (4acTb ononHeHa ¢ 26 okTsops
2010 roga PenepanbHbiM 3akoHoM OT 11 okTsabpa 2010 roaa N 271-93 - cMm. NpeabiayLLyo pegakuuio).

3_1. lNocynapcTBeHHasn perncrTpaumsi NekapCcTBEHHbIX NpenapaToB AMsi MEAULUMHCKOrO NPMMEHEHUS, NpeacTaBreHHbIX Ha
rocygapCTBEHHYK PerncTpaumio 0o AOHs BCTYMNNeHWst B cuny Hactodwero PepepanbHOro 3akoHa, M rocygapcTBEHHas
perncTpauns iekapCTBEHHbIX NpenapaToB Ans MeAMUMHCKOro NPUMEHEHNS, NPEACTABIEHHbIX HA 3KCNEpPTU3Y NEKapCTBEHHbIX
CpeacTB OO OHS BCTyNNeHWss B cuiy Hactosiwero degepanbHOro 3akoHa B LENsX MX MNOCregylowen rocygapCTBEHHON
pervcTpaumm, OCYLUECTBMSAOTCA Ha OCHOBaHWW [OOKYMEHTOB W [OaHHbIX, MPeACTaBMeHHbIX [0 OHA BCTYNNEHUS B cCuny
HacTosilero defepanbHOro 3aKkoHa, a Takke 3asiBNEHMs O roCy4apCTBEHHOW perucTpaummM NekapcTBEHHOro npenapara,
npencTaBneHHOro MNpou3BOAMTENEM JIEKAPCTBEHHbIX MpenaparoB WM YrNOMHOMOYEHHbIM UM MWLOM B COOTBETCTBUM C
HacTodAwmMm deaeparnbHbIM 3aKOHOM B YMOMHOMOYEHHbIM dhegepanbHbI opraH McrnonHuTernbHon Bractu go 1 maprta 2011
roga, 6e3 TpeboBaHUA ynnaThl rocy4apCTBEHHOW MOLLMMHBI, NPEAYCMOTPEHHOW 3akoHoaaTenscTBoM Poccuiickon ®enepauum o
Hanorax u cbopax (4acTb OOMOMHUTENbLHO BKMtodeHa ¢ 26 okTsaopsa 2010 roga PenepanbHbiM 3akoHoOM oT 11 okTabpsa 2010
rona N 271-93; B pegakumm, BBeaeHHon B aenctene ¢ 3 aekabps 2010 roga PenepanbHbiM 3akoHOM 0T 29 Hosbpsa 2010 roaa
N 313-®3, pacnpocTpaHsieTcsl Ha NPaBOOTHOLLEHUs], BO3HUMKLLME ¢ 1 ceHTabpsa 2010 roga, - CM. NpeablayLLYI0 PpeakLmio).

3_2. lNoateepxaeHWe rocyqapCTBEHHOM perucTpauuu fnekapCcTBeHHbIX npenapaTtoB And MeOUUMHCKOTO MpPUMEHEHMS,
npeacTaBrieHHbIX A8 NOATBEPXKAEHUSA rOCyAapCTBEHHOW perucTpaumm 4o AHS BCTYNNeHMs B cuny Hactoswero degepanbHoro
3aKoHa, M NoaTBEPXAEHUE roCyaapCTBEHHOW perucTpaumu NekapCTBEHHbIX MpenapaTtoB AN MEeOUUUHCKOrO NPUMEHEHNs,
NPeACTaBIIEHHbIX HA 3KCMEPTU3Y NEKAPCTBEHHbIX CPEACTB A0 AHS BCTYMSEHMS B cuiy Hactosiwero denepansHoOro 3akoHa B
Lensax nocriegylowero NOATBEPXKAEHUS UX rOCyAapCTBEHHOW perncrpaumm, OCyLLeCTBMASIOTCA HAa OCHOBaHMM AOKYMEHTOB U
OaHHbIX, MpeacTaBneHHbIX L0 AHS BCTYNNeHus B cuny Hacrtoswero denepanbHOro 3akoHa, a Takke 3asiBNeHust o
NoaTBEPXKOEHUN  FOCYQAPCTBEHHOM  perncTpauum  nekapCTBEHHOro  npenapara, npeacTaBfeHHOro  MPOM3BOAMTENEM
NEeKapCTBEHHbIX MpenapaToB MM YMOSIHOMOYEHHBIM MM NULOM B COOTBETCTBMM C HacTosiwumm depeparnbHbiM 3aKOHOM B
YMNOSTHOMOYEHHbIN  (hedepanbHbli OpraH ucnonHutenoHo Bractu go 1 mapta 2011 roga, 6e3 TpeboBaHusa ynnathbl
rocygapCTBEHHON MOLUNWMHBLI, NPenyCMOTPEHHON 3akoHoaaTtenscTBom Poccuiickon Pepepaumm o Hanorax u cbopax (4actb
OOMNONHUTENBHO BKMNtoYeHa ¢ 26 okTsopsa 2010 roga PenepanbHbiv 3akoHoM oT 11 okTabps 2010 roga N 271-93; B pegakumm,
BBeOeHHoM B pJenctBue ¢ 3 pgekabpa 2010 roga PenepanbHbiM - 3akoHOM OT 29 Hosabpa 2010 roga N 313-93,
pacnpocTpaHseTCs Ha NPaBOOTHOLLEHUS, BO3HUKLWIME ¢ 1 ceHTabpsa 2010 roga, - cM. IpeablayLLYI0 PeAKLIMIO).

3_3. lpuHaTME pelleHns O BHECeHUW W3MEHEeHWn B [AOKYMEHTbl, codepXaliMecs B PerncrpauMoHHOM [OCbe Ha
3aperMcTpMpPOBaHHbIN NEKAPCTBEHHbIN NpenapaT Ans MeauUMHCKOro NPUMEHEHUS U NpeacTaBneHHble A0 OHsSI BCTYMNieHus B
cuny Hactoswero ®enepanbHOro 3akoHa, M MPUHSATUE PELUEHUSI O BHECEHUU U3MEHEHWM B LOKYMEHTbI, COoAepXalimecs B
PErMcTpaLMOHHOM [OCbe Ha 3aperMcTpyMpoBaHHBLIN JNEKAPCTBEHHbIA NpenapaTt Ans MeOUUMHCKOTO MPUMEHEHUs U
npencTaBreHHble Ha 3KCMepTU3y NeKapCTBEHHbIX CPEACTB A0 OHsSI BCTYMMEHUst B CuIy Hactosilero ®eaepanbHOro 3akoHa,
OCYLLECTBISAOTCA Ha OCHOBaHUW [AOKYMEHTOB W [aHHbIX, MNPEACTaBMEHHbIX [0 [AHS BCTYMNEHWS B CUITy HACTOSILLEro
defepanbHOro 3akoHa, a Takke 3asBfieHUs O BHECEHNM U3MEHEHUIN B JOKYMEHTbI, CoAepXalnecs B permcTpaumoHHOM AOCbe
Ha 3aperMcTpMpoBaHHbIN NEKapCTBEHHbIN MpenapaTt Ans MeAUMUUHCKOro NPUMEHEeHWs, MpeacTaBneHHOro npownssoauTenem
nekapcTBeHHbIX MpenapaTtoB UMW YNONHOMOYEHHBIM UM NULIOM B COOTBETCTBMM C HacToawmum denepanbHbIM 3aKOHOM B
YNOSTHOMOYEHHbIV  (hedepanbHbli OpraH ucnonHutenoHo Brnactu go 1 mapta 2011 roga, ©6e3 TpeboBaHusa ynnathbl
rocygapCTBEHHOW MOLUNWMHBLI, MPEeQYCMOTPEHHON 3akoHoaaTtenscTBoMm Poccuiickon Pepepaumm o Hanorax u cbopax (4actb
OOMNONMHUTENBbHO BKNtoYeHa ¢ 26 okTsabpsa 2010 rona ®enepanbHbiv 3akoHoM oT 11 okTabps 2010 roga N 271-93; B pegakumm,
BBEeOEHHOW B pJenctBue ¢ 3 pgekabpa 2010 roga PepepanbHbiM - 3akoHOM OT 29 Hosbpa 2010 roga N 313-93,
pacnpocTpaHsieTCsa Ha NPaBOOTHOLLEHNS, BO3HMKLWKE € 1 ceHTabpa 2010 roaa, - CM. NpeablAyLLYI0 PeAaKLIMIO).
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3_4. Bblgaya paspelueHuin Ha npoBeaeHne KNMHUYECKUX UCCregoBaHMI NeKapCTBEHHbIX NpenapaToB Ans MeauMUMHCKOro
NPUMEHEHNS MO 3asBMEHWUsIM, MOAAHHBbIM [0 [OHS BCTYMNEHMS B cuny HacTosiwero ®denepanbHOro 3akoHa, a Takke Mo
3as8BMNeHMAM, MOAAaHHbIM NOocne OHA BCTYNMEeHWs B cury Hactosiwero degepanbHOro 3akoHa Ha OCHOBaHMM 3KCNEepTuUs,
nNpoBeAeHHbIX 40 AHA BCTYNNEHUs B cuny Hactoswero degepanbHOro 3akoHa, OCYyLLECTBISAETCS B COOTBETCTBUN C HACTOSALLNM
dPegeparnbHbIM 3aKOHOM Ha OCHOBAHWMU LOKYMEHTOB U AaHHbIX, NPeACcTaBNeHHbIX UK NOSYyYEHHbIX OO OHSA BCTYNNEHUS B CUIY
HacTodwwero PenepanbHOro 3akoHa, a Takke Ha OCHOBaHUWM KONMUW NpeaBapuUTEnbHOro AoroBopa ob6a3aTenbHOro CTpaxoBaHus
XW3HW, 300POBbsS MAUMEHTOB, YYaCTBYIOLMX B KITMHUYECKOM UCCNEAOBaHUM NEKapCTBEHHOIO npenapaTta Ans MeguuUHCKOro
NPUMEHEHNS, UM KOMWUM JOroBopa 06583aTenbHOr0 CTPaxoBaHWS XU3HWU, 340POBbS NALMEHTOB, Y4aCTBYHOLUNX B KIMHUYECKOM
nccneaoBaHUM NEKapCTBEHHOrO npenapaTta Ans MeauuUHCKOro npuMmeHeHusi, nubo npeacTaBneHHOW Komuu [oroBopa
oba3aTenbHOro CTpaxoBaHUsl, 3aKMOYEHHOro B COOTBETCTBMM C TUMOBLIMM MpaBuiamm 00A3aTenbHOrO CTpaxoBaHUA, C
yKasaHnem npenenbHOM YMCNEHHOCTM MaLMEHTOB, YYaCTBYIOLWNX B KITMHUYECKOM MUCCIegoBaHMU NIEKAapCTBEHHOMO npenapara
AN MeOUUMHCKOro  npumMeHeHusl, ©0e3  TpeboBaHWst  ynnaTtbl  rOCyO4apCTBEHHOW  MOLWSWHBI,  MPeayCMOTPEHHOM
3akoHogatenscTBoM Poccuiickon degepaumm o Hamnorax u cbopax (4acTb OONOMHUTENBHO BKItodeHa ¢ 26 okTabpsa 2010 roga
®denepanbHbiM 3akoHoM oT 11 okTabpa 2010 ropa N 271-P3; B pegakumm, BBegeHHoOW B aenctene ¢ 3 gekabpsa 2010 roga
®denepanbHbiM_3akoHOM OT 29 Hoabpa 2010 roga N 313-P3, pacnpocTpaHsieTcs Ha NpPaBOOTHOLLUEHMS, BO3HUKWME C 1
ceHTa6psa 2010 roga, - cM. IpeablAyLLY0 PeAaKLKMIo).

3_5. 3apernctpupoBaHHble B MHOCTPaHHOW BarniTe OO0 OHA BCTYNNeHWs B cury Hactosiwero denepanbHOro 3akoHa
npefenbHble OTMNYCKHblE LieHbl MHOCTPaHHbLIX NPOU3BOAMUTENEN Ha neKapCTBEHHble npenapaThl, BKMAOYEHHble B NepeveHb
XKM3HEHHO HeobXoaMMbIX U BaXXHENMLWMNX NeKapCTBEHHbIX NpenapaToB, NoAnexar nepecyety B pybnu no kypcy LieHTpanbHoro
b6aHka Poccunckonn ®epepaumm Ha paty, yCTaHOBMeHHywo [paButenbctBoMm Poccuiickon ®epepaumun, 6e3 npeactaBneHusi
3asdBNeHMa O nepecyeTe LEeHbl C BHECEeHMEM COOTBETCTBYIOLUMX W3MEHEHWA B rOCYQapCTBEHHbIVM peecTp npeaenbHbIX
OTMYCKHbIX LEeH npou3BoauMTenen Ha neKkapCTBEHHble Mpenaparbl, BKMAYEHHble B MepeyeHb XU3HEHHO HeobXxoauMbiX W
BaXXHEWLUNX NeKkapCTBEHHbIX NpenapaTtoB (Y4acTb AOMOMNHUTENBHO BKIoYeHa ¢ 26 okTsabps 2010 roga PenepanbHbiM 3aKOHOM
ot 11 okts6psa 2010 rona N 271-03).

3_6. 3apernctpupoBaHHble 40 AHA BCTYNNeHUs B cuny HacToswero ®eaepanbHOro 3akoHa npeaernbHble OTNYCKHbIE LEHbI
POCCUIACKMX NPOU3BOAUTENEN Ha NEeKapCTBEHHblE Mpenapatbl, BKIIOYEHHbIE B MNEepeyYeHb KU3HEHHO HeobXxoouMbIX W
Ba)XKHEMLUNX NEKAPCTBEHHbIX NpenapaTtoBs, nognexar nHgekcauum ¢ 1 Hoabps 2010 roga Mcxoast U3 NPOrHO3MPYEMOro YPOBHS
MHNSUMK, ycTaHoBNeHHoro deaepanbHbiM 3akoHOM OT 2 aekabpsa 2009 rona N 308-93 "O dhenepanbHom GroaxeTe Ha 2010
ron_w Ha nnaHosbii nepuoa_ 2011 n 2012 ropos" Ha 2011 rog (4acTb AOMOMHUTENLHO BKIOYEHA ¢ 26 okTsiopsa 2010 roga
denepanbHbiM 3akoHoM OT 11 okTs6psa 2010 rona N 271-93).

3 7. Nocne 1 mapta 2011 roga He [onNycKakTCA NPOM3BOACTBO M BBO3 B Poccuiickyio demepaumio NnekapCTBEHHbIX
npenapaToB B ynakoBKaxX C MapKUPOBKOM, KOTopas Obina HaHeceHa A0 [HS BCTYMNeHusl B cuny Hactoswero denepansHOro
3aKkoHa. 1o ucTevyeHUM ykasaHHOro cpoka AdaHHble NeKapCTBeHHble npenapaTtbl MOryT OTMyCKaTbCs, peann3oBbiBaTbhbCA,
nepegaBaTtbCAa Y NPUMEHATLCA 0O UCTEYEHUSA UX CPOKa FOAHOCTH.

(YacTe pononHuTenbHO BkItoyeHa ¢ 26 okTsa6pst 2010 roga PenepanbHbiM 3akoHOM oT 11 okTabpsa 2010 rona N 271-93; B
penakumm, BeegeHHon B genctene ¢ 1 aHueapsa 2011 roga PenepanbHbiM 3akoHOM OT 29 Hod6pa 2010 roaa N 313-93; B
penakumm, BBegeHHon B gencreme ¢ 7 saHBaps 2012 roga PenepanbHbiv 3akoHoOM OT 6 aekabpa 2011 roaa N 409-93. - Cwm.
npenplAyLWYyIo peaakLuio)

4. Co gHsa BCTyNneHus B cuny Hactoswero efepansHoro 3akoHa 1 no 30 anpensa 2011 roga BKNOYUTENBHO A0OMYyCKaeTcs
npoBefeHne IKCMepTM3bl NEKapCTBEHHbIX CPEACTB IKCMepTaMmn IKCNEPTHOTO YUYpexaeHNs A0 NPOXOXAEHUS UMK atTecTaummn B
nopsiake, yCTaHOBNEHHOM YNONMHOMOYEHHbIM dheAepanbHbIM OpraHoOM UCMOSTHUTENBHON BNacTy.

5. Co pgHa BcTynneHua B cuny Hacrtoswero PepepanbHoro 3akoHa u no 31 gekabpa 2013 roga BKMOYUTENBHO
OCYLLECTBIISAETCS NEPEXOA K NPON3BOACTBY NIEKAPCTBEHHbLIX CPEACTB B COOTBETCTBUM C NpaBuiaMu opraHM3auumn npomsBoacTea
N KOHTPOMNsl KayecTBa JfIEKapCTBEHHbIX CPeacTB, yKasaHHbIMM B Yactu 1 crtatbm 45 Hactodulero PenepanbHOro 3akoHa, B
nonHom ob6veme. CpokM nepexoda NPOM3BOACTBA JIEKAPCTBEHHbLIX CPEACTB K UX MPON3BOACTBY B COOTBETCTBMM C KOHKPETHBLIMU
TpeboBaHMAMM LaHHbIX MpaBus, BKIOYAs CPOKU aTTecTaumm YMONTHOMOYEHHbIX AL, YKa3aHHbIX B YacTtax 6 u 7 cratbu 45
HacTosulero PeaepanbHOro 3akoHa, ycraHasnuaatoTcs NpasuTtenscTBom Poccuickon degepauun.

6. JlnueHanm Ha Npom3BOACTBO NEKAPCTBEHHbLIX CPEACTB, BblgaHHble A0 1 aHBaps 2014 roga, gencTtsyloT nocne 1 sHeap4
2014 roga fo nctedeHus cpoka ux AerMCcTBUSA Npy YCNoBUM COOTBETCTBUSA NULEH3MaTa NnpaBunamM opraHMsauumu nponssoacTsea u
KOHTPOJIS KayecTBa fekapcTBEHHbIX CPEACTB, Yka3aHHbIM B Yactu 1 ctatbu 45 HacTosuwero PenepanbHOro 3akoHa.
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7. ®opMupoBaHME roCyQapCTBEHHOIO 3aaHus Ha NPOBEAEHUE 3KCNepTusbl NEKApPCTBEHHBLIX CPEACTB deaepanbHOMY
rocyapCTBEHHOMY OHOIKETHOMY YUYPEXOEHUK MO MNPOBEAEHUIO 3KCMEpTU3bl JEKAPCTBEHHBLIX CpeacTB U (bmHaHCOoBoOe
obecneyveHne BbINOMHEHNSI 3TOMO 3afaHnsl OCYLLECTBNSATCA B NOPSAKe, yCcTaHoBNeHHOM PefepanbHbiM 3akoHOM OT 12 gHBaps
1996 roma N 7-®3 "O HekoMMepyeckux opraHusauuax” (4acTb LONOMNHUTENbHO BKMMeHa ¢ 3 gekabpss 2010 roga
®denepanbHbiM 3akoHOM 0T 29 HoA6ps 2010 roga N 313-93).

KommeHTapui k ctatbe 71

Mpe3ngeHt
Poccunckon ®enepaumm
[0.MenBeenes

Mockea, Kpemrnb
12 anpens 2010 roga
N 61-03

Pemakia IOKyMEHTa C yJueToM
VSMEHEHMI ¥ IOTOJIHEHVI TIOOT'OTOBRJIEHA
AO "Komexc"
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