06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 Crtpanuua 1
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

POCCUUCKAA ®EQEPALMA
®EQEPANbHbIA 3AKOH

OB OBPALLEHUU NEKAPCTBEHHbLIX CPEOCTB

(c nameHeHusaMn Ha 30 sHBaps 2024 rona)
(pepakuus, gencreytowlas ¢ 1 anpens 2024 rona)

MHdopmaumnsa 06 N3MeHsIIoLWNX 4OKyMeHTax

D,OKyMeHT C NBMEeHEHNAMUN, BHECEHHbIMU:

®denepanbHbiM_3akoHom oT 27 wonsa 2010 roga N 192-9d3 (Poccuiickaa raseta, N 166, 29.07.2010) (o nopsake
BCTYNIIEHUSA B CUIYy CM. cTaTbto 4 PenepanbHoro 3akoHa ot 27 wionga 2010 roaa N 192-93);

®denepanbHbiM 3akoHoM 0T 11 okTabpa 2010 roga N 271-d3 (Poccunckas raseta, N 234, 15.10.2010);

®denepanbHbiM _3akoHOM OT 29 Hoabps 2010 ropa N 313-9®3 (Poccwuiickas raseta, N 274, 03.12.2010) (o nopsigke
BCTYN/IEHUSI B CUITY CM. CTaTbio 17 PefepanbHoro 3akoHa o1 29 Hos6psa 2010 roga N 313-93);

®denepanbHbiM 3akoHOM OT 6 aekabps 2011 rona N 409-93 (OduumanbHbI MHTEPHET-NOPTaN NPaBoBoOW MHGOPMAaLIMU
www.pravo.gov.ru, 07.12.2011) (o nopsigke BCTyMneHWs B CUIy CM. CTaTbio 26 PeaepanbHOro 3akoHa ot 6 Aekabpda 2011 roaa
N 409-93);

®denepanbHbiM _3akoHoM oT 25 utoHa 2012 roga N 93-03 (OdwmumanbHbIi UHTEPHET-NopTan nNpaBoBOW MHGOPMAaLMK
www.pravo.gov.ru, 25.06.2012);

denepanbHbiM 3akoHoM OT 25 fAekabpsa 2012 rona N 262-93 (OdmumanbHbI MIHTEPHET-NOPTaN NpaBoBON MHGOPMaLMK
WWW.pravo.gov.ru, 26.12.2012);

®enepanbHbiM_3akoHoMm OT 2 uiona 2013 roga N 185-03 (OdmumanbHbii MHTEPHET-NopTan npasoBOM WHOpMaLumm
www.pravo.gov.ru, 08.07.2013) (o nopsake BCTynneHus B cuny cM. ctatbio 163 PenepanbHoro 3akoHa ot 2 mong 2013 rona N
185-93);

®denepanbHbiM 3aKkoHOM OT 25 Hos6pa 2013 roga N 317-®3 (OdmumanbHbIi MIHTEPHET-MOPTaN NPaBoBOW MHGOPMAaLIMK
www.pravo.gov.ru, 25.11.2013) (o nopsigke BCTynneHusi B cuny cM. cTatblo 64 PenepanbHOro 3akoHa o1 25 Hosabpsa 2013 roaa
N 317-93);

®denepanbHbiM 3akoHoM 0T 12 mapta 2014 roga N 33-®3 (OdwmumanbHbIi MHTEPHET-MOPTaN NPaBoBOW MHGOPMAaLIMU
www.pravo.gov.ru, 12.03.2014) (o nopsigke BCTyNneHns B cuiy cM. ctatbio 21 PenepanbHoro 3akoHa ot 12 mapta 2014 rona N
33-03);

denepanbHbiM 3akoHoOM OT 22 okTa6psa 2014 roga N 313-®3 (OdmumanbHbIn MHTEPHET-NoOpTan npaBoBON MHGOPMaLMK
www.pravo.gov.ru, 22.10.2014, N 0001201410220022) (o nopsiake BCTYNsfIEHUs B CUIy CM. cTaTblo 2 deaepanbHOro 3akoHa ot
22 ok1a6pga 2014 rona N 313-93);

®denepanbHbiM 3akoHOM OT 22 fekabpa 2014 rona N 429-93 (OdmumanbHbI MHTEPHET-NOPTaN NpaBoBON MHGOPMaLMK
www.pravo.gov.ru, 23.12.2014, N 0001201412230021) (c uameHeHnsiMn, BHECEHHbIMM DefepanbHbiM 3aKOHOM OT 8 mapTta
2015 ropa N 34-93, denepanbHbiM 3akoHoM oT 13 mions 2015 roaga N 241-93) (o0 nopsiake BCTYNNEHUS B CUIY CM. CTaTtbto 4
®denepansHoro 3akoHa ot 22 aekabpa 2014 rona N 429-03);

®denepanbHbiM_3akoHoM oT 8 Mapta 2015 roga N 34-®3 (OdwmumanbHbIn MHTEPHET-NOPTaNn NpaBoBOW WHOpMaLumm
www.pravo.gov.ru, 09.03.2015, N 0001201503090043) (o nopsake BCTynsfieHUs B cuiy cM. cTatblo 3 deaepanbHOro 3akoHa ot
8 mapta 2015 ropga N 34-93);

®denepanbHbiM _3akoHoM oT 29 utoHa 2015 ropa N 160-03 (OdwuumanbHbeIl MHTEPHET-NOPTaNn NpPaBoBON MHGOPMAaLMK
www.pravo.gov.ru, 30.06.2015, N 0001201506300055);
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®denepanbHbiM_3akoHom oT 13 wtong 2015 ropga N 233-03 (OduumanbHbI UHTEPHET-NOPTan NpaBoBON MHGOPMaLMK
www.pravo.gov.ru, 13.07.2015, N 0001201507130077);

®denepanbHbiM_3akoHoM oT 13 uiona 2015 ropga N 241-03 (OdwmumanbHbI UHTEPHET-NopTan npaBoBoW WHOpMaLumm
www.pravo.gov.ru, 13.07.2015, N 0001201507130051);

®denepanbHbiM _3akoHoMm oT 13 wtons 2015 ropa N 262-03 (OduumanbHbIl MHTEPHET-NOPTan NpaBoBON MHGOPMAaLMU
www.pravo.gov.ru, 13.07.2015, N 0001201507130067) (Bctynun B cuny ¢ 1 aHBaps 2016 roga);

denepanbHbiM 3akoHoM OT 14 fnekabpsa 2015 rona N 374-03 (OdmumanbHbIi MHTEPHET-NOPTaN NpaBoBON MHGOPMAaLIMK
www.pravo.gov.ru, 15.12.2015, N 0001201512150001) (o nopsioke BCTYNsfieHUst B CUIy CM. cTaTblo 5 ®eaepanbHOro 3akoHa ot
14 nexkabpa 2015 rona N 374-93);

denepanbHbiM 3akoHoM OT 29 fekabpsa 2015 rona N 389-93 (OdmumanbHbI MHTEPHET-NOPTaN NpaBoBON MHAOPMAaLMK
www.pravo.gov.ru, 29.12.2015, N 0001201512290018) (sctynun B cuny ¢ 1 sHeapsa 2016 roga);

®denepanbHbiM_3akoHOM OT 2 uioHa 2016 roga N 163-903 (OdmumanbHbli MHTEPHET-NOpPTan npaBoBOM WHOpMaLumm
www.pravo.gov.ru, 02.06.2016, N 0001201606020015);

®denepanbHbiM _3akoHoM oT 3 umiong 2016 roga N 261-®3 (OdmumanbHbIi UHTEPHET-NopPTan NpaBoBOW MHGOpPMaLMu
www.pravo.gov.ru, 04.07.2016, N 0001201607040127) (o nopsake BCTYNfeHUs B Cuny CM. cTatblo 9 deaepanbHOro 3akoHa ot
3 viona 2016 rona N 261-93);

®denepanbHbiM _3akoHoMm ot 3 umiong 2016 roga N 305-903 (OdmumanbHbIi UHTEPHET-NopTan npaBoBOW MHGOPMAaLMu
www.pravo.gov.ru, 04.07.2016, N 0001201607040146);

®denepanbHbiM _3akoHoMm oT 3 umiong 2016 roga N 350-03 (OdmumanbHbIi UHTEPHET-NOPTan nNpaBoBOW MHGOPMaLMK
www.pravo.gov.ru, 04.07.2016, N 0001201607040122);

®depepanbHbiM_3akoHoM oT 29 uiona 2017 ropga N 242-03 (OdwmumanbHbIl HTEPHET-NopTan npaBoBoW WHdopMaumm
www.pravo.gov.ru, 30.07.2017, N 0001201707300032) (scTynun B cuny ¢ 1 aieaps 2018 roga);

®denepanbHbiM_3akoHoM OT 29 uiona 2017 ropga N 278-03 (OdwmumanbHbIn MHTEpPHET-NopTan npaBoBoW WMHGOpMaumm
www.pravo.gov.ru, 31.07.2017, N 0001201707310022) (o nopsiake BCTYMfeHUs B CUy CM. cTaTblo 8 deaepanbHOro 3akoHa ot
29 viona 2017 rona N 278-93);

®denepanbHbiM 3akoHoM OT 28 fekabpsa 2017 rona N 425-03 (OdwmumanbHbIi MHTEPHET-NOPTaN NpaBoBON MHGOPMAaLIMK
www.pravo.gov.ru, 29.12.2017, N 0001201712290006) (c nameHeHnsiM1 BHeCeHHbIMM PenepanbHbiM 3aKOHOM OT 28 HoA0psA
2018 rona N 449-03, denepanbHbiM 3akoHOM OT 27 aekabpsa 2019 rona N 462-®3) (0 nopsiake BCTYMNEHNUSI B CUMY CM. CTaTbio
2 ®enepanbHoro 3akoHa ot 28 nekadpa 2017 rona N 425-03);

®denepanbHbiM _3akoHoM oT 4 uioHs 2018 ropa N 140-®3 (OdwmumanbHbIi UHTEPHET-NOpPTan NpaBoBOW MHGOPMAaLMK
www.pravo.gov.ru, 04.06.2018, N 0001201806040061);

denepanbHbiM 3akoHOM OT 28 Hos6psa 2018 roga N 449-03 (OdumumanbHbIi MIHTEPHET-NOPTaN NPaBoBOW MHGOPMAaLMK
www.pravo.gov.ru, 28.11.2018, N 0001201811280057) (o nopsiake BCTYNfeHst B CUNYy CM. cTatbio 5 deaepanbHOro 3akoHa ot
28 Hos16ps 2018 rona N 449-93);

®denepanbHbiM 3akoHOM OT 27 Aekabps 2018 roga N 511-93 (OdmumanbHbIi MHTEPHET-NoOpTan NpaBoBon MHdopMaLumm
www.pravo.gov.ru, 27.12.2018, N 0001201812270067);

®denepanbHbiM _3akoHoM oT 6 uioHs 2019 rona N 134-03 (OdwmumanbHbIi UHTEPHET-NOPTan NpaBoOBOW MHGOPMAaLMu
www.pravo.gov.ru, 07.06.2019, N 0001201906070020);

®denepanbHbiM _3akoHoM oT 26 wtons 2019 roaa N 240-03 (OdwuumanbHbIl MHTEPHET-NOPTan NpaBoBON MHGOPMAaLIMU
www.pravo.gov.ru, 26.07.2019, N 0001201907260109);

denepanbHbiM 3akoHoM oT 2 asrycta 2019 roga N 297-93 (OdmumanbHbil MHTEPHET-NOPTan NpaBoBOW WMHGOPMaLMK
www.pravo.gov.ru, 02.08.2019, N 0001201908020069);

®denepanbHbiM 3akoHOM 0T 27 aekabpsa 2019 roaa N 462-03 (OdmumanbHbIi MHTEPHET-NOPTaN NpaBoBon MHdopMaLumm
www.pravo.gov.ru, 28.12.2019, N 0001201912280029);
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denepanbHbiM 3akoHoM OT 27 fekabpsa 2019 rona N 475-93 (OdwmumanbHbI MHTEPHET-NOPTaN NpaBoBON MHGOPMaLMK
www.pravo.gov.ru, 28.12.2019, N 0001201912280038) (o nopsiake BCTynsieHUst B CUiy CM. cTaTblo 4 deaepanbHOro 3akoHa ot
27 nexkabpsa 2019 rona N 475-93);

®denepanbHbiM 3akoHOM 0T 27 aekabpsa 2019 roaa N 478-03 (OdmumanbHbIi MHTEPHET-NOPTaN NpaBoBol MHdopMaLumm
www.pravo.gov.ru, 28.12.2019, N 0001201912280025) (sctynun B cuny ¢ 1 aHeaps 2021 roga);

®denepanbHbiM 3akoHOM OT 27 fekabpsa 2019 rona N 481-93 (OdwmumanbHbI MIHTEPHET-NOPTaN NPaBoBON MHGOPMAaLIMK
www.pravo.gov.ru, 28.12.2019, N 0001201912280034) (o nopsiake BCTynfeHUs B cuny CM. cTatblo 5 ®eaepanbHOro 3akoHa ot
27 nexkabpsa 2019 rona N 481-93);

®denepanbHbiM 3akoHoM 0T 26 mapta 2020 roga N 67-®3 (OdwmumanbHbIi MHTEPHET-MOPTaN NPaBoBOW MHGOPMAaLMK
www.pravo.gov.ru, 26.03.2020, N 0001202003260030);

®denepanbHbiM 3akoHoMm oT 1 anpenga 2020 roga N 98-®3 (OdmumanbHbIi MHTEPHET-MOPTaN NPaBoBOW MHGOPMAaLMK
www.pravo.gov.ru, 01.04.2020, N 0001202004010072);

®denepanbHbiM 3akoHoM oT 3 anpens 2020 roga N 105-03 (OdwmumanbHbIi MHTEPHET-NOPTan NpaBoBoON WMHOpMaLumm
www.pravo.gov.ru, 03.04.2020, N 0001202004030060) (o nopsifike BCTYMMeHUs B cury CM. cTatbio 3 PeaepanbHOro 3akoHa ot
3 anpens 2020 rona N 105-93);

®epepanbHbiM_3akoHoM oT 13 uiona 2020 ropga N 206-903 (OdwuumanbHbIn MHTEpPHET-NopTan npaBoBoW WMHGOpMaumm
www.pravo.gov.ru, 13.07.2020, N 0001202007130048) (o nopsake BCTynfeHUs B CUy CM. cTaTblo 4 deaepanbHOro 3akoHa ot
13 urong 2020 roga N 206-93);

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

®denepanbHbiM 3akoHOM OT 22 fekabpsa 2020 rona N 444-93 (OdumumanbHbIi MIHTEPHET-NOPTaN NpaBoBON MHGOPMAaLIMK
www.pravo.gov.ru, 22.12.2020, N 0001202012220029);

®denepanbHbiM_3akoHoMm oT 11 wmoHa 2021 roga N 170-93 (OduumanbHbIl MHTEPHET-NOPTan nNpasoBoW MHGOpMaLMu
www.pravo.gov.ru, 11.06.2021, N 0001202106110081) (o nopsiake BCTynneHuss B cuny cMm. ctatbio 138 denepanbHOro 3akoHa
ot 11 nioHa 2021 roga N 170-$3);

®enepanbHbiM_3akoHoMm oT 2 uiona 2021 roga N 317-03 (OcdmumanbHbli MHTEPHET-NopTan npasoBoOM WHOpMaLumm
www.pravo.gov.ru, 02.07.2021, N 0001202107020024) (sctynun B cuny ¢ 1 ceHTabpsa 2023 roga);

®denepanbHbiM _3akoHoM 0T 8 mapTta 2022 ropna N 46-®3 (OduumnanbHell MHTEPHET-MOPTAN NPaBOBOM MHGOPMAaLMU
www.pravo.gov.ru, 08.03.2022, N 0001202203080001);

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

®denepanbHbiM_3akoHoMm oT 14 umiong 2022 rona N 311-9d3 (OduumanbHbIn MHTEPHET-NOPTan nNpaBoBON WMHGOPMaLMK
www.pravo.gov.ru, 14.07.2022, N 0001202207140119);

®denepanbHbiM 3akoHoM OT 20 okTsabpa 2022 rona N 405-®3 (OduumansHbIn MHTEPHET-NopTan npaBoBon MHGopMaLumm
www.pravo.gov.ru, 20.10.2022, N 0001202210200012) (sctynun B cuny ¢ 1 mapta 2023 roga);

®denepanbHbiM 3akoHOM OT 5 aekabpsa 2022 rona N 502-03 (OdumumaneHbil MIHTEPHET-NOPTaN NPaBoBOW MHGOPMAaLIMK
www.pravo.gov.ru, 05.12.2022, N 0001202212050043) (Bctynun B cuny ¢ 1 ceHTabpsa 2023 roga);

®denepanbHbiM 3akoHoMm OT 19 aekabpsa 2022 rona N 519-93 (OdmumanbHbIi MHTEPHET-NOPTaN NpaBoBON MHGOPMAaLIMK
www.pravo.gov.ru, 19.12.2022, N 0001202212190006) (sctynun B cuny ¢ 1 siHeapsa 2023 roga);

denepanbHbiM 3akoHoM OT 28 anpens 2023 roga N 149-03 (OdmumnanbHbIi MIHTEPHET-NOPTaN NPaBoBoOW MHGOPMaLMK
www.pravo.gov.ru, 28.04.2023, N 0001202304280033);

®denepanbHbiM 3akoHoMm oT 28 anpens 2023 roga N 171-03 (OdumumanbHbln MHTEPHET-NOPTan npaBoBov WMHGOopMaLumm
www.pravo.gov.ru, 28.04.2023, N 0001202304280024) (sctynun B cuny ¢ 1 ceHtabpa 2023 roga);
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06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 Crtpanuua 4
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

®denepanbHbiM_3akoHOM OT 24 uiona 2023 ropga N 341-03 (OdwmumanbHbIl MHTEPHET-NOpTan npaBoBOW WHOpMaLmm
www.pravo.gov.ru, 24.07.2023, N 0001202307240004);

®denepanbHbiM 3akoHoM oT 4 asrycta 2023 roaa N 428-93 (OduumnansbHbIl MHTEPHET-NOPTaN NpaBoBon WHdOopMaumm
www.pravo.gov.ru, 04.08.2023, N 0001202308040023) (o nopsifike BCTYMMEHUs B cuIy CM. cTatbio 3 PeaeparnbHOro 3akoHa ot
4 aBrycta 2023 rona N 428-93);

®denepanbHbiM 3akoHoM oT 4 aBrycta 2023 rona N 466-9P3 (OdmumnaneHbii MHTEPHET-NOPTaN NpPaBoOBOW MHGOPMAaLIMU
www.pravo.gov.ru, 04.08.2023, N 0001202308040067) (sctynun B cuny ¢ 1 anpens 2024 roga);

®denepanbHbiM 3akoHoM oT 4 asrycta 2023 rona N 474-03 (OdmumaneHblii MHTEPHET-NOPTaN NpaBoBOM MHGOPMAaLIMU
www.pravo.gov.ru, 04.08.2023, N 0001202308040083);

®denepanbHbiM 3akoHoM OT 19 okTsabpa 2023 roga N 503-®3 (OdumumansbHbIn MHTEPHET-NopTan NpaBoBon MHGoOpMaLmm
www.pravo.gov.ru, 19.10.2023, N 0001202310190012) (Bctynun B cuny ¢ 1 sHeapsa 2024 roga);

®denepanbHbiM_3akoHoMm oT 30 aHBapa 2024 roaa N 1-®3 (OdwmumnansbHbIn MHTEPHET-NOPTaNn nNpaBoBOM WHOpMaLumm
www.pravo.gov.ru, 30.01.2024, N 0001202401300032) (o nopsifike BCTYMMEHUS B CUIy CM. cTaTtbio 4 PenepanbHOro 3akoHa ot
30 auBapsa 2024 rona N 1-®3).

MpuHat
lNocypapcTBeHHON [ymon
24 mapta 2010 roga

OpobpeH
Cosetom deaepaumm
31 mapta 2010 roga

KommeHTapuit kK PepepansHomy 3akoHy ot 12 anpensg 2010 roga N 61-$3 "O6 o6pallieHnn NekapcTBEeHHbIX cpeacTB”

MABA 1. OBLWUE NONOXXEHUA

CTATbA 1. NIPEOMET PEIMNYNIMPOBAHUA HACTOALLEIO ®EOEPATIbHOMO 3AKOHA

1. HacTtoswun ®depepanbHblii 3aKOH PErynupyeT OTHOLLUEHMS, BO3HMKalOLWME B CBSA3M C obpallieHnem - paspaboTkoMn,
OOKIMUHUYECKMMM  UCCNeOoBaHNAMM, KIMHUYECKUMWU WCCINEAOBAHUSAMU, 3KCMEpPTU30M, rOCyAapCTBEHHOW peructpauuern B
COOTBETCTBUMM C HacToswmMm PeneparnbHbiM 3aKOHOM (Janee - rocyAapCTBEHHas peructpauusl) unu peructpauven B
COOTBETCTBUM C MEXAyHapOOHbIMU [OroBOpaMuM M akTamu, COCTaBMsiiOWMMMK MpaBo EBpasnMiickoro 3KOHOMUYECKOro Ccok3a
(nanee - perucTtpauus), CO CTaHOapTM3auMel U C KOHTPONEM KayecTBa, MPOU3BOACTBOM, M3rOTOBIEHMEM, XPaHEHUEM,
nepeBo3KoM, BBO30M B Poccunckyto degepauuio, BbiBo3oM 13 Poccuiickon degepauuu, peknamon, oTnyckoM, peanusaumnen,
nepegayem, NPUMEHEHNEM, YHUHTOXEHNEM NEKAPCTBEHHbIX CPELCTB.

(YacTtb B pepakuun, BBegeHHon B gencteue ¢ 7 aHBaps 2012 roga PenepanbHbiM 3akoHoM oT 6 aekabps 2011 rona N
409-93; B penakummn, BBefeHHon B Aencterne PenepansHbiM 3akoHoM oT 30 sHBaps 2024 roga N 1-93. - CM. npeablayLLyio
penaKuuio)

2. Hactoswuin ®epnepanbHbii 3aKOH yCTaHaBMMBAET MNPUOPUTET TOCYAAPCTBEHHONO perynupoBaHusi ©6e3onacHocCTH,
Ka4yecTBa 1 3hEKTUBHOCTM NeKapCTBEHHbIX CPeaCcTB Npu Ux obpalleHnm.

(Yactb B pepakumn, BBegeHHon B genctane ¢ 25 uoHa 2012 roga ®enepanbHbiM 3akoHoM oT 25 uioHa 2012 roga N 93-
®3. - Cm. NpeablayLyo peaakLuio)

KommeHTapum k ctatbe 1

CTATbA 2. COEPA NPUMEHEHUA HACTOALLENO ®EAEPAJIBHOIO 3AKOHA

HacTtosawun ®epepanbHbii 3aKOH NPUMEHSAETCHA K OTHOLLEHUSIM, BO3HMKAIOLWMM Npy obpaLleHMn nekapcTBEHHbIX CpeacTs
Ha TeppuTopun Poccuiickon depepauun.
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06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 Ctpanuua 5
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

KomMmmeHTapui K ctatbe 2

CTATbAA 3. 3AKOHOOATEJNIbCTBO OB OBPALLEHWUU JIEKAPCTBEHHbIX CPEACTB

1. 3akoHogaTtenbcTBo 06 o6pau.|,eva| NNeKapCTBEHHbIX CpenCTB COCTOUT U3 HaACToALlero d)e,qepaanoro 3akKOHa, Opyrux
(bep,epaanblx 3aKOHOB U UHbIX HOPMATUBHbIX NPaBOBbIX aKTOB Poccuinckon cbep,epau,mm.

1_1. 3akoHogatenbcTBo 06 OOpalleHnn NeKkapCTBEHHbLIX CPEeACTB B OTHOLUEHUM HPUAMYECKMX NUL U MHOMBUAOYATbHbIX
npeanpuHUMaTenen, OCYLUECTBAAIOWNX AEATENbHOCTb Ha TEppUTOPMM  MEXOYHaApPOAHOro MEeAMUMHCKOro  Kracrtepa,
NPUMEHSETCA C Y4ETOM OCOBEHHOCTEN, YCTaHOBNEHHbIX PenepanbHbiM 3akoHoM oT 29 uioHa 2015 roga N 160-®3 "O
MEXOYHAPOAHOM MEAULIMHCKOM _KIacTepe W BHECEHUU W3MEHEHUW B OTAEeNbHble 3akoHoAaTenbHble akTbl Poccumnckon
Penepauun”.

(Yactb pononnuteneHo BkmtoveHa ¢ 30 uoHa 2015 roga PenepanbHbiM 3akoHoM OT 29 moHa 2015 roga N 160-93; B
penakumu, BBeAeHHOM B aenctene ¢ 1 ceHTsabpsa 2023 roga PenepanbHbiM 3akoHoM oT 4 aerycta 2023 roga N 428-93. - Cwm.

TREAbIAYLLYIO PeAaKLuto)

2. [OewnctBme Hactosiwero denepanbHOro 3akoHa pPacnpoCTpaHseTcsl Ha obpalleHMe HapKOTMYECKUX JeKapCTBEHHbIX
CpencTB M NCUMXOTPOMHbIX NTEKAPCTBEHHbBIX CPEACTB C YY4ETOM 0COOEHHOCTEN, YCTaHOBIEHHBIX 3aKOHOAaTeNbLCTBOM Poccuiickom
degepauun 0 HApPKOTUYECKUX CPEACTBAX, MCUXOTPOMHBLIX BELLECTBAxX M 06 NX Npekypcopax.

3. [enctene Hactosiwero ®demepanbHOro 3akoHa pacnpocTpaHseTcs Ha obpalleHne pagnodapmMaueBTUYEeCKUX
nekapcTBEHHbIX CPeACcTB C YY4ETOM OCOBEHHOCTEN, YCTaHOBIEHHbIX 3akoHoAaTenbCTBOM Poccuiickon ®enepauun B obnactm
obecneveHus pagnaumoHHon 6esonacHoOCTH.

4. Ecnu wmexpgyHapogHbimM  goroBopom  Poccuiickon ®Pepepaumn, MeXoyHapogoHbIMM - AOrOBOpaMM U akTamu,
COCTaBnAwLMMM NpaBo EBpasMinckoro sKOHOMUYECKOro COto3a (fanee - akThbl, cocTaBnsiowme npaso Coto3a), yCTaHOBEHbI
WHble npaBufa, 4YeM Te, KOTopble MpeaycMoTpeHbl Hactosiwmm PegepanbHbIM - 3aKOHOM, NPUMEHSOTCA  MNpaBuna
MeXayHapodHOro Aorosopa, npasusa, cogep)kallmnecst B akTax, coctasnsiowmx npaso Cotosa.

(Yactb B penakumm, BBegeHHoM B aencteme PenepanbHbiM 3akoHoMm oT 30 sHBapsa 2024 roga N 1-93. - CM. npenbiayLyto
penakumio)

4 1. PeweHns MexrocygapCTBEHHbIX OpPraHoB, MPUHATbIE Ha OCHOBaHMM MOMOXEHUN MeXOyHapoOHbIX AOroBOpOB
Poccuinckon degepaumm B MX WUCTONKOBaHWW, npoTuBopevawiem KoHctutyuuu Poccuinckon Pepepauunn, He noanexar
ucnonHeHnto B Poccuiickon ®Pepepauun. Takoe npoTuBopevMe MOXET OblTb YCTaHOBMEHO B MOpsiAKe, ornpeaereHHOM
denepanbHbIM KOHCTUTYLMOHHBIM 32KOHOM.

(YacTtb pononHuTenbHO BKtoYeHa PenepanbHbiM 3akoHOM OT 8 nekabpa 2020 rona N 429-03)

5. B Poccunckon degepauumn B COOTBETCTBUM C MeXAyHapoaHbiMu goroBopamu Poccuinckon ®depepauum n (Unu) Ha
OCHOBE MNpUHUMMA B3aMMHOCTU MNPU3HAKOTCA pesynbTaTbl KIMHUYECKUX WCCMefoBaHWA NEeKapCTBEHHbIX npenapaTtoB Ans
MEeOULUHCKOrO NPUMEHeHWs1, NpoBeAeHHbIX 3a npegenamu Tepputopum Poccuinckon ®egepaumn.

KommeHTapui K ctatbe 3

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

[nsa uenen HacTosALLero dJe,u,epaanoro 3aKOHa UCNOoJ1Ib3yHTCA crneayrune OCHOBHbIE NOHATUA:

1) nekapcTBEHHblE CPeACTBa - BELEecTBa WM UX KOMOMHaUMW, BCTynawolve B KOHTAKT C OpPraHWM3MOM YerioBeka Wnu
)KMBOTHOTO, MPOHUKAOLLUME B OpraHbl, TKAHW OpraHM3ma YernoBeka WiM XUBOTHOMO, MpUMEHsieMble AN NPOUNaKTUKK,
ANarHoCTUKM (32 UCKMIOYEHMEM BELLECTB UMM MX KOMOWHALMIA, HE KOHTaKTUPYHOLLMX C OPraHM3MOM YerioBeka Un XXUBOTHOTO),
neyeHus 3abonesaHusi, peabunuTaumm, Ansi CoxpaHeHusl, NPenoTBPaLLEeHMs] UNn NpepbiBaHs GEPEMEHHOCT U MOMyYeHHble
13 KPOBW, Nra3Mbl KPOBU, U3 OPraHoOB, TKaHEN OpraHM3Ma YernoBeka UM XXUBOTHOIO, PaCcTEHWI, MMHEpParnoB MeTodamn CUHTE3a
Unn ¢ NpuMeHeHnemM Guonornyecknx TexHonorui. K nekapctBeHHbIM cpeacTBaM OTHOCATCS dapmaLleBTUdeckue cybctaHumm u
neKkapcTBeHHble Npenaparsl;
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06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 Ctpanuua 6
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

2) dapMaueBTnyeckass cybcTaHuust - NekapcTBeHHOe CpeacTBO B BMAE OAHOMO WMIIM  HECKONbKMX ObnagaroLumx
(PhapMaKkosiorM4eckon akTUBHOCTbIO AENCTBYHOLIMX BELECTB BHE 3aBUCUMOCTW OT NpUpoAbl MPOUCXOXKAEHWUS, KOTOPOEe
npegHasHa4eHo A51s NPON3BOACTBA, M3rOTOBIIEHUS IEKAPCTBEHHbIX NPenapaTtoB U onpeaensieT ux agpeKTMBHOCTD;

(MyHKT B pegakuunn, BBeageHHon B gencteme ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-
®3. - C™. NpeapiayLLyo PeAaKLn)

3) BcrnomoraTenbHble BELLeCTBa - BELIECTBA HEOPraHW4eCKoro WM OpPraHMYeckoro MPOUCXOXAEHMWS, UCMOMNb3yeMble B
npouecce NPOM3BOACTBA, M3rOTOBMEHNS NIEKAPCTBEHHbLIX MPenapaTtoB AN NpuaaHnusa UM HeobXxoamMblX OU3NKO-XMMUYECKNX
CBOWCTB,;

4) nekapcTBeHHble rpenapaTbl - feKapCTBEHHble CpeacTBa B BUAE JIEKAPCTBEHHbLIX POpM, NpUMeEHsieMble Ans
NPoMUNakTUKX, AMArHOCTUKK, nedeHus 3abonesaHus, peabunutaunm, AN CoXpaHeHus, NPeaoTBpaLleHNs UMK NpepbiBaHUs
GepeMeHHOCTY;

5) nekapctBeHHasi popmMa - COCTOSIHME JleKapCTBEHHOrO npenaparta, COOTBETCTBYOLEe criocobam ero BBeAEHUS W
npuMeHeHnst 1 obecneynBatoLLee AOCTUXKEHNE HEOOXoaANMOro ne4edHoro addekTa;

5 1) posvpoBKka - cogepkaHue OfHOro WM HECKONbKUX AEWCTBYHLUMX BELLECTB B KONUYECTBEHHOM BbIP@XEHUM Ha
€OMHULY [03bl, UK eanHnly obbema, UnNn eauMHULYy Maccbl B COOTBETCTBMM C NIEKAPCTBEHHON (hopMOK NMBO AN HEKOTOPbIX
BWOOB JEKapCTBEHHbIX (POPM KONMMYECTBO BbICBODOXOAEMOro W3 IeKapCTBEHHOW (OpMbl OEWUCTBYHOLLErO BellecTBa 3a
€0MHULY BPEMEHN;

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

6) nepeyeHb XM3HEHHO HEOOXOAMMbBIX U BaXKHENMLUMX NEKAPCTBEHHbLIX MpenapartoB - yTBepXAaemblin [1paBUTENbLCTBOM
Poccunckon ®denepaumm nepeyveHb JEKapCTBEHHbIX MpenapatoB AN MEOULMHCKOrO MpUMEHeHus, obecnevmBatolmx
NPUOPUTETHLIE MNOTPEOHOCTU 34PaBOOXPAHEHMST B LENAX Npodunaktukm u  nedeHus 3aboneBaHuin, B TOM 4ucne
npeobnagatowmnx B CTPYKType 3aboneBaemocTn B Poccuiickon ®egepaunm;

(MyHKT B pegakumm, BBeAeHHOM B Aencteme PenepancHbiM 3akoHom ot 13 monga 2020 rona N 206-P3. - CM. npeaplayLuyo
peaakumio)

6_1) opchaHHble nekapCTBEHHble Mpenapartbl - NEeKapCTBEHHble MnpenapaTbl, NPeOHa3HAYeHHblE WUCKMIOYUTENBHO AN
ONarHoCTUKN, 3TMOMNATOreHEeTUYECKOro UNM MaToreHEeTUYECKOro fnevYeHust (NeYeHusl, HanpaBneHHOro Ha MexXaHu3Mm pasBUTUS
3aboneBaHus) penknx (opdaHHbIX) 3aboneBaHui;

(MyHkT gononHuTensHo BkNtoveH ¢ 1 monsa 2015 rona PenepanbHbiM 3akoHoM OT 22 faekabpa 2014 rona N 429-03; B
pefakumu, BBegeHHon B genctene PeaepanbHbiv 3akoHoM 0T 30 sHBapsa 2024 rona N 1-93. - CM. npeablayLLYyo peaakumo)

6_2) Guornornyeckne neKapCTBEHHble MpenapaTtbl - FeKapCTBEHHblE Npenaparbl, OEWCTBYIOLLEE BELLECTBO KOTOPbIX
Npou3BeaeHoO Unv BbIAENEHO U3 GUOMOrMYECKOro NCTOMHMKA M ONs onpefeneHus CBOMCTB M KayecTBa KOTOpbIX Heobxoduma
KOMGUHaUMA Buonormyecknx n U3NKo-xMmMmuyecknx meTtogoB. K GMOMOrnyecknM nekapcTBEHHbIM npenapaTtamM OTHOCATCS
MMMYyHOGUONOrMYeckne InekapCTBEHHbIE MpenapaTbl, feKapcTBeHHble npenapaThbl, MOMyYeHHble U3 KPOBW, Mia3mbl KPOBM
YyernoBeka W KMBOTHbIX (33 WCKMOYEHMEM LENbHOM  KpoBM), OMOTEXHOMOrM4eckne JriekapCTBEHHble Mpenaparbl,
reHoTepaneBTUYeCKNe fekapCTBEHHbIE NpenapaTbl, IeKapCTBEHHbIE NpenapaThl Ha OCHOBE COMATUYECKUX KMEeTOoK;

(MyHKT pgononHuTenbHO BkModeH ¢ 1 miona 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 roga N 429-93; B
penakumu, BBefeHHon B gencteme ¢ 1 anpensa 2024 roga ®enepanbHbiv 3akoHOM OT 4 asrycta 2023 rona N 466-93. - Cwm.

npeabiayLy PeAakLno)

6_3) BbICOKOTEXHOMOMMYHbLIA JIEKApPCTBEHHbI nNpenapaT - reHOTepaneBTUYECKUA JEKapCTBEHHbLIN Mpenapar  Aans
MEAVLIMHCKOrO MNPMMEHEHWS, WNW NEeKapCTBEHHbIN nNpenapar Ha OCHOBE COMAaTMYECKMX KMeTOoK Ans  MeauLUMHCKOro
NPUMEHEHWS, NN TKAHEUHXXEHEPHbIV NeKapCTBEHHbIV Npenapar (npenapaT TKaHEBOW MHXeHepUn);

(MyHKT gononHuTenbHO BktoveH PeaepanbHbiM 3akoHoM OT 30 aHBapsa 2024 rona N 1-93)

7) uMMyHOOMOMOrMyeckne nekapcTBEHHble npenapaTtbl - JIeKapCTBEHHble Npenaparbl, MnpegHasHayYeHHble Ans
(POPMMPOBAHNST AKTMBHOTO WM MACCUBHOIO WMMMYHUTETA MO0 AOMArHOCTUMKM Hanuuus WMMYHUTETa WU OUarHOCTUKM
crneundunyeckoro  NpUOBPETEHHOTO  M3MEHEHUST MMMYHOIOTMYECKOro OTBeTa Ha anneprusvpyriowme Belectea. K
UMMYHOOMNONMOrMYECKMM  NIEKAPCTBEHHbIM  MpenapatamM  OTHOCATCS  BaKUMHbl, AHATOKCWMHbI, TOKCWHbI,  CbIBOPOTKM,
UMMYHOTTOOYMWHBLI U annepreHsbi;

(MyHkT B pegakuun, BBegeHHon B aencteue ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-
@3. - CM. NpeablayLyo peaakLnio)
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06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 Ctpanuua 7
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

7_1) OuWoTexHomornmyeckne rekapcTBeHHble MpenapaTbl - JleKapCTBEHHble npenapaTbl, MPOU3BOACTBO KOTOPbIX
OCYLLECTBISAETCSA C WCMNOMb30BaHMEM OMOTEXHONOrM4Yecknx npoueccos M metogoB (B Tom umcne [OHK-pekomGuHaHTHOMN
TEXHOMOMN, TEXHONOTMM KOHTPONMPYEMOW IKCMPECCUM FeHOB, KOaUPYOLWKNX BUoNornyeckn akTuBHble GENkn B NpokapuoTtax u
ayKapuoTax, BKIHo4Yas USMEHEHHbIe KINEeTKM MITEKONUTaoLLMX), TMOpUOAOMHOro MeToga 1 MeTofa MOHOKITOHA bHbLIX aHTUTEN;

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

7_2) reHoTepaneBTUYECKME NeKapCTBEHHblE MpenapaTthbl - fleKapCTBEHHbIE NMpenapaTbl, hapMaleBTuyeckas cybcTaHums
KOTOPbIX SIBMNSAETCS PEKOMOUHAHTHOWM HYKIEWHOBOW KMUCMOTOM UK BKIOYaET B cebs pEKOMBUHAHTHYH HYKMEWHOBYIO KUCHOTY,
MO3BOSSIOLLYI0  OCYLUECTBNATb  PErynvpoBaHue, penapauuio, 3ameHy, pgobaeneHve unv  yganeHWe reHeTu4eckoi
nocrnenoBaTenibHOCTH;

(MyHkT gononHuTensbHO BkNtoYeH ¢ 1 uonst 2015 roga ®enepanbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-93)

8) HapkoTMyeckMe nekapCTBEHHblE CPEACTBA - JIEeKapCTBEHHble Mpenapatbl M dapmaueBTudeckne cybctaHuum,
cogepxalime HapkoTU4ecKkne cpencrtBa M BKMOYEHHbIe B [lepeyeHb HApKOTUYECKMX CREACTB, MCUXOTROMHbLIX BELECTB U UX
NREKYPCOpOoB,_noanexaiimx KoHtponto B Poccuiickon ®Pepepauumu, B COOTBETCTBUM C 3akoHodaTenbCTBOM Poccuiickon
depepauunn, mexagyHapogHeiMu gorosopamu Poccuiickon degepauun, B TOM Ynicne EQuHOW KOHBEHLMEN O HapKOTUYECKUX
cpencrtBax 1961 roaa;

9) NCUXOTPOrNHbIE NEKApPCTBEHHbIE CPEACTBA - JleKapCTBEHHble mpenapatbl ¥ hapmaueBTMYeckue cybcTaHumm,
coaepxallume NCUXOTPONHbIe BELLECTBa U BKMOYeHHbIe B [lepedeHb HAPKOTMYECKUX CREACTB, MCUXOTPOMHbLIX BELeCTB U UX

depepauunn, MexagyHapoaHsiMu gorosopammn Poccuiickon ®enepaumm, B TOM Yncne KoHBeHuMen 0 NCUXOTRONHbLIX BELeCcTBax
1971 rona;

10) pagnocdapmaLeBTMYECKNE NEKAPCTBEHHbLIE CPEACTBA - JIEKAPCTBEHHbLIE CPEACTBA, KOTOPbIE COAepXaT B roTOBOW AMsi
NCNomnb30BaHUsA YopMe OAWNH PaavoOHYKNNA UM HECKONbKO PaaMOHYKNNAOB (paanmoakTUBHbIX U30TOMOB);

10_1) opurMHanbHbI NEKapCTBEHHbIN NpenapaTr - NeKapCTBEHHbIA Mpenapar C HOBbIM [OEWCTBYIOLLUM BELLECTBOM,
KOTOPbLIA NepBbIM 3apernctTpupoBaH B Poccunckon degepauun unmv B MHOCTPaHHbLIX rocygapcTBax Ha OCHOBaHWUW pe3yrnbTraToB
OOKIMUHUYECKUX WCCreaoBaHUn eKapCTBEHHbIX CPeAcTB W KIMHUYECKUX WCCNEedoBaHUM IeKapCTBEHHbIX npenapaTos,
nogTBEPXKOaloLLMX ero ka4ecTBo, 3hEKTUBHOCTb U 6€30MacHOCTb;

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

11) pedpepeHTHbI NeKapCTBEHHbIN MpenapaT - JeKapCTBEHHbIA Mpenapat, KOTOpbl WCMOMb3yeTcd AN OUEHKM
OMO3KBMBANEHTHOCTM UMW TepaneBTUYECKONW  3KBMUBANEHTHOCTWM, KavecTBa, 3ddeKkTMBHOCTM UM Be3onacHoCTu
BOCMPOU3BEAEHHOIO JIEKApPCTBEHHOrO Mpenapata wunu GuoaHanoroeoro (6uonogobHOro) nekapcTBEHHOro npenaparta
(bnoaHanora). B kayectBe pedhepeHTHOro NneKapCTBEHHOro npenapata Ans MeaMUMHCKOro MPUMEHEHUS MCMoSb3yeTcs
OpUrMHanbHbIA NEKapCTBEHHbLIN npenapaT nMbo, ecrnv OpuUrnHanbHbIA NIEKapCTBEHHbIN NpenapaTt He 3aperMcTpUpoBaH Unn He
HaxoguTca B obopote B Poccunckon Pepepauum M He Haxogutcs B 0BOpoTe B MHOCTPaHHbLIX rocydapcTsax,
BOCMPOM3BEAEHHbIN NEKAPCTBEHHbINM npenapaT unu tuoaHanorosbli (6rnonogo6HbIN) NekapcTBEHHbIN npenapat (buoaHanor),
KOTOpPbIN NepBbIM 3aperMcTpupoBaH 13 Ymcna Haxogdawmxcsa B obopote B Poccunckon ®enepaunm, GMO3KBUMBANEHTHOCTb UMU
TepaneBTU4ecKkass 3KBMBANEHTHOCTb, KayecTBO, aPGeKTMBHOCTb M 6e30nacHOCTb KOTOPOro OLEHMBAanmMCb MO OTHOLUEHMIO K
opurMHanbHOMY fiekapCTBEHHOMY Mpenapary, a Takke Ka4ecTBo, a(pdeKTUBHOCTb 1 6e30nacHOCTb KOTOPOro noaTBepXaatTcs
pesynsratamu hbapmakoHaa3opa U NPoBEPOK COOTBETCTBUSA NeKapCTBEHHbIX CPeACTB, HAaXoOSALWMXCA B rpaxaaHckoMm oboporTe,
yCTaHOBNEHHbIM TpeboBaHMsAM K MX KadecTBy. B kauecTBe pedhepeHTHOro nekapcTBeHHOro npenapara AN BETEPUMHApPHOro
NPUMEHEHNS UCNOMb3YeTCs NIeKapCTBEHHbIN Npenapart A9 BETEPUHAPHOIO NPUMEHEHUS, 3aperMcTpmpoBaHHbIn B Poccuinckon
denepauum Ha OCHOBaHMM pEe3ynbTaToB  [AOKIUHUYECKMX WCCNEAOBAHUN IEKAPCTBEHHbIX CPEACTB UM KITMHUYECKMX
uccrnenoBaHuiA NeKapCTBEHHbBIX NpenapaToB, NOATBEPXAAKLLUMX ero Ka4ecTBo, 3P (EeKTUBHOCTb 1 6E30NaCHOCTS;

(MyHkT B pemakumy, BBeaeHHoW B aencteue ¢ 1 mapta 2020 roga ®enepansHbiM 3akoHOM OT 27 fekabpsa 2019 rona N
475-®3. - Cm. NpeablAyLLYI0 PefaKLmIo)

12) BOCNpPOM3BELEHHbIV NEKAapCTBEHHBIN Npenapar - NIekapCTBEeHHbIA Npenapar N8 MeauLMHCKOro NPUMEHEHMS, KOTOPbIN
UMeeT 3KBMBAarEeHTHbIN pedepeHTHOMY FeKapCTBEHHOMY MpenapaTy KayeCTBEHHbIA COCTAB W KOMUYECTBEHHbLI COCTaB
OENCTBYIOLMX BELLECTB B 9KBMBAINEHTHOW NEKapCTBEHHOM copme, NGO nekapCTBEHHbIN npenapaT Ansi BeTepuHapHOro
NMPUMEHEHMWS!, KOTOPbIi MMEET Takue Xe, YTO U pedepeHTHbI NeKapCTBEHHbI Npenapar, KayeCTBEHHbI CoCTaB U
KONMYECTBEHHbLIN COCTaB [AEWNCTBYIOLUMX BELLECTB B TaKOW e nekapcTBEHHON dopmMe, OUOIKBMBANEHTHOCTL UMK
TepaneBTUYeCKasi 9KBMBANEHTHOCTb KOTOPbIX COOTBETCTBYIOLEMY pedepeHTHOMY NekapCTBEHHOMY MpenapaTy noaTBepxaeHa
COOTBETCTBYHOLUMMMU UCCNEQOBAHNUSMMY;
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06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 Crtpanuua 8
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

(MyHkT B pemakuuun, BBegeHHon B gencteue ¢ 1 mapta 2020 roga PeaepanbHbiM 3akoHOM OT 27 aekabps 2019 rona N
475-®3. - CM. mpeaplayLyo peaaKLnio)

12_1) TepaneBTU4eckasd 9SKBMBANEHTHOCTb I€KAPCTBEHHbIX MNpenapaToB - AOCTMXKEHUE KIMHUYECKM COMOCTaBUMbIX
TepaneBTU4eckoro adycpekta 1 nokasarenen apPekTMBHOCTM U 6Ge30NacHOCTU NpPY NPUMEHEHNN NIEKAapPCTBEHHLIX NpenapaToB
AN MeQUUUHCKOrO NPUMEHEHNS, UMEeIoLLMX OOHO MEXAYyHapOo4HOe HenaTeHTOBaHHOE (MM XMMUYEeCKoe, UMnn rpynnmMpoBOYHOE)
HaVMEHOBaHWE, B 3KBUBANEHTHbIX J03UPOBKAax MO OAHUM U TEM Xe MOoKa3aHUsIM K MPUMEHEHUIO 1 NPpWY OOUHAKoBOM cnocobe
BBEOEHUSA Y OAHOM 1 TOW Xe rpynnbl 60MbHbIX;

(MyHkT pononHuTenbHO BkModeH ¢ 1 uonga 2015 roga PenepaneHbiM 3akoHOM 0T 22 Aekabpsa 2014 rona N 429-03; B
pepakuuv, BBegeHHoun B genicteme ¢ 1 mapta 2020 roga PenepanbHbiM 3akoHOM OT 27 Aekabpsa 2019 roga N 475-93. - Cwm.
TREAbIAYLLYIO PEAAKLNIO)

12_2) 6uoaHanorosbii (OMOMOAOGHBIN) NekapCTBeHHbIV npenapaTt (buoaHanor) - OWONOrMYecKkun nekapCcTBEHHbIN
npenapar, CXOXWW MO napameTpam KayecTBa, 3ddeKkTMBHOCTM M 6e3onacHocTM € pedepeHTHbIM  Bronormyeckum
neKapCTBEHHbIM NpenapaToM B TAKOW e nekapCTBEHHOW hopMe 1 MMeKLWUA MOEHTUYHBIA Cnocob BBeOEHUS;

(MyHkT gononHuTenbHO BKMAoYeH ¢ 1 nionsa 2015 roga ®enepanbHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-03)

12_3) B3anmo3ameHsieMbli NeKapCTBEHHbIN npenapaT - NekapCTBEHHbIM npenapat C [OoKa3aHHOW TepaneBTUYEeCKOW
SKBMBANIEHTHOCTBLIO UMM BUOSKBMBANEHTHOCTLIO B OTHOWEHUN pedepeHTHOro MeKapcTBEHHOro npenapara, WMeLwwni
SKBMBANEHTHbIE €MY Ka4yeCTBEHHbI COCTaB W KOMWYECTBEHHbLIM COCTaB AENCTBYIOLMX BELLECTB, COCTaB BCMOMOraTerbHbIX
BELLEeCTB, NIeKapCTBEHHYI0 (hopMy M cnocob BBEAEHNS;

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

12_4) OWNO3KBMBANEHTHOCTb JeKAPCTBEHHbIX MNpPenapaToB - [OOCTMKEHWE COMOCTaBMMbIX MoKasaTene CKOpoCTU
BCacCblBaHUS, CTEMEHW MOCTYMNMEHUs K MeCTy OeNCTBUSI M CKOPOCTU BblBEAEHWSI OAHOIO WIM HEecKombkuxX obragatoLmx
(PapMaKkosriorm4eckon akTMBHOCTbIO AEMCTBYIOLNX BELLECTB MPU NPUMEHEHMN NeKapCTBEHHbIX NpenapaToB Anst MeauLUHCKOro
NMPUMEHEHMS!, UMEIOLLMX OQHO MEXAYHAPOAHOE HenaTeHTOBaHHOE (UMW XMMMUYecKoe, UMK rpynnMpoBOYHOE) HaMeHOoBaHWe, B
3KBUBAsIEHTHbIX JO3UPOBKaxX U Npy O4MHaAKOBOM criocobe BBeoeHUs;

(MyHkT gononHuTensHO BkntoyeH ¢ 1 mapTta 2020 roga ®enepanbHbiM 3akoHOM OT 27 fekabpsa 2019 rona N 475-93)

13) J1IeKapCTBEHHOE paCTUTESIbHOE Cbipbe - CBEXue WU BbICYLUEeHHbIE paCTeHuA nmbo unx 4YacTun, uncnonb3yemMmble OnA
npon3BoacTBa J1eKapCTBEHHbIX CpenCTB OpraHn3aunaMm - npoun3soaunTendamMun nekapCTBeHHbIX CpeacTB U U3rotoBlieHUA
NNEKapCTBEHHbIX npenapartoB anTe4HbIMW OpraHn3aunamMmun, BeTepuHapHbIMW anTe€4HbIMU OpraHn3aunamMmun, nHomsugyaribHbIMU
npegnpnHnMmartenamm, MUMerLwnmMmn nmueH3no Ha cbapmaueBqueCKyro 0eATernbHOCTb;

14) nekapCTBEHHbIN pacTUTENbHBLIN MpenapaTt - NeKapCTBEHHbIM npenapart, NPOU3BEAEHHbIA UMW U3rOTOBMEHHBLIN K3
OOHOro BMAa NeKapCTBEHHOrO PaCTUTENbHOIO ChIPbSA UMW HECKOMbLKMX BUOOB TAKOrO Chbipbs U peanu3yemblil B pacacoBaHHOM
BYAE BO BTOPUYHOM (MNOTpebuTensckom) ynakoske;

15) romeonaTU4eCcKkMin NeKapCTBEHHbIN Npenapar - NeKapCTBEHHbIN Npenapar, NPOU3BEAEHHbLIN UNN NU3rOTOBIEHHbIA U3
(hapmaueBTUYecko cyObCcTaHumMM unu  papmMaueBTUYeckux cybcTaHuuii B COOTBETCTBUM C  TpebGoBaHusMKM  0BLIMX
(hapMakonenHbIX cTaTen K roMeonaTuYecknM NekapCTBEHHbIM NpenapaTtam Unv B COOTBETCTBUU ¢ TpeboBaHMsMK hbapmakoneun
CTpaHbl NPOU3BOAMUTENS TAKOro NEKapCTBEHHOIO Npenapara;

(MyHKT B pegakuunn, BBegeHHon B aenctaeume ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-
@3. - CM. NpeablayLLyo peaakLmnio)

16) mexagyHapogHOe HenaTeHTOBaHHOE HavMeHOBaHWe feKapCTBEHHOrO cpeacTBa - HauMeHOBaHWe [OeWCTBYIOLLEro
BellecTBa hapMaLeBTUYECKON CyOCTaHUUKN, peKOMeHAOBaHHOE BcemMmnpHO opraHmMsaumven 3apaBooxXpaHeHms:;

(MyHKT B pegakuun, BBeageHHon B aencteume ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-
@3. - Cm. npeablayLyo peaakuuo)

17) ToproBoe HauMeHoOBaHMEe NEKAapCTBEHHOIO CPeACcTBa - HaMMEHOBAHME NEKAPCTBEHHOrO CpeacTBa, MPUCBOEHHOE ero
pa3paboTymkoM, AepKaTenem Unu BriagenbLemM perMcTpaLmMoHHOro YA40CTOBEPEHMS NIEKAapCTBEHHOTO Npenapara;

(MyHkT B pepakumu, BBegeHHoM B Aenctaeume ¢ 1 nonsa 2015 roga ®enepaneHbiM 3akoHOM OT 22 nekabps 2014 rona N 429-
®3. - CM. npeaplayLLyio peaaKLmio)
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06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 Ctpanuua 9
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

17_1) rpynnnpoBOYHOE HaMMEHOBaHWE NEKapCTBEHHOrO npenaparta - HavMeHOBaHWE NEeKapCTBEHHOro npenapara, He
MMEILLEr0o  MEeXAYHapoOHOro  HEenaTeHTOBAHHOMO HAaWMEHOBaHMSA, WM KOMOWHAUMW  NEeKapCTBEHHbLIX MpenapaTtos,
ncnonb3yemoe B UenAX oObeguHeHWss ux B rpynny no4 €eAuHbIM HauMeHOBaHMEM WCXOAS W3 O[MHAKOBOro COCTaBa
OEeNCTBYIOLLMX BELLECTB;

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

18) o6waa dapmakonenHas cTaTbst - [JOKYMEHT, YTBEPXOEHHbIA YMNOMHOMOYEHHbIM dedepanbHbIM - OpraHoMm
WCMONMHUTENBHON BnacTv U COAepXalluin nepeyeHb nokasatenen kavyectsa U (Mnv) METOOOB KOHTPONS KavyecTBa KOHKPETHOM
neKkapCcTBeHHOW (OpPMbl, NIEKAPCTBEHHOIO PaCTUTENbHOMO Cbipbs, BCMOMOraTenbHbIX BELLUEeCTB, OMMcaHusi OMONOrm4eckumx,
OUOXMMUNYECKMX, MUKPOBUONOTNMYECKMX, (PUUKO-XUMNYECKMX, (PUNYECKNX, XUMUYECKUX W [OpYyrMx METOAOB aHanusa
NeKapcTBEHHOIO CPeACTBa, a Takke TpeboBaHMs K MCMONb3yeMbIM B LENSX NPOBEAEHWS OaHHOrO aHanv3a peakTuBam,
TUTPOBaHHbLIM pacTBopam, MHANKATOpawM;

(MyHkT B pegakumm, BBeaeHHou B aerictaue ¢ 1 uons 2015 roga ®PenepanbHbiM 3akoHOM 0T 22 nekadpa 2014 rona N 429-
®3; B pegakumu, BBegeHHon B genctene PenepanbHbiM 3akoHoMm oT 30 guBaps 2024 roaa N 1-®3. - Cm. OpeabiayLyto
penakuuio)

19) cbapmakonenHas cTtaTbsl - OOKYMEHT, YTBEPXOEHHbIN YNOMHOMOYEHHbIM dhedeparibHbiM OpraHoOM WCNOSHUTENBHOMN
BMacTU M codepxalluMi nepedyeHb MokasaTenen kavyecTBa W METOAOB KOHTPONS KayecTBa JeKapCTBEHHOrO CPeAcTBa,
NEeKapCTBEHHOrO PacTUTENbHOIO Chipbsi, BCMIOMOraTenbHbIX BELLECTB,;

(MyHKT B pegakuun, BBeaeHHon B aencteume ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-
®3; B pegakumn, BBeaeHHon B genctene PenepanbHbiv 3akoHoM oT 30 guBaps 2024 rona N 1-93. - Cm. npeabiayLyto
penakuuio)

19_1) ctaHgapTHble 06pasubl - BELWECTBa, NOCPEACTBOM CPaBHEHMSI C KOTOPbIMU OCYLLECTBMSETCA KOHTPOSb KayecTBa
nccnegyembix nekapCTBEHHbIX CPEACTB C NMOMOLLbI (PU3NKO-XMMUYECKMX N BMOMNOrMYeckux METOAOB B LIENSIX NOATBEPXKAEHNS
COOTBETCTBUS NEKAPCTBEHHbLIX CPeACTB TPeboBaHMSM HOPMAaTUBHON [AOKYMEHTaUWW, YCTAHOBIEHHBLIM MPU OCYLLECTBIEHUN
rocyqapCTBEHHOW perucrpaumu, W KOTopble MPUMEHSIOTCA Ans  KanubpoBKM CTaHOapTHbIX 06pasuoB NpousBoauTens
neKapCTBEHHbIX CPEACTB, UCMONb3YEMbIX Afsi KOHTPOIS KAYecTBa U MHbIX Lenei npu obpalleHnn nekapcTBeHHbIX CPeacTB;

(MyHkT gononHuTensHO BkNtoyeH ¢ 1 uions 2015 roga ®enepaneHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-03)

19_2) dhapmakonenHbin CTaHOapTHeIM obpasel, - CTaHAapTHbIM oOOpasel, NpPOU3BEAEHHbIN B COOTBETCTBMM C
dapmaKkonenHom ctaTben;
(MyHkT gononHuTensbHo BkNtoYeH ¢ 1 utons 2015 roga ®enepansHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-93)

20) HOpMaTuMBHaA OOKYMEeHTaUuA - OOKYMEHT, co,u,ep»(au.l,mﬁ nepeyeHb onpegendemMblX No pedyribtTataM COOTBETCTBYHOLUNX
JKCnepTn3 nokasarenen KadectBa NNeKapCTBeHHOro cpeactea OnAa MeauUMHCKONo npmuMeHeHuda, MeTodoB KOHTpOIA ero
KayecTtBa “ yCTaHOBJ'IeHHbII7I €ro npon3soguTenem;

21) HOPMaTMBHbLIA OOKYMEHT - OOKYMEHT, codepallui nepeyeHb onpeaensieMbliX No pesyristataM COOTBETCTBYHOLLMX
3KCnepTU3 nokasaTeneit kayectsa v (MNU) METOAOB KOHTPOIS KayecTBa NEeKapCTBEHHOW (hOpMbl, ONMCaHUA BGUONOrMYecKuX,
BUOXMMMUYECKMX, MUKPOBMOMNOrMYECKNX, (DUINKO-XUMUYECKMX, (OU3NYECKMX, XUMWUYECKMX W APYrMX METOAOB aHanvsa
NEeKapCTBEHHbIX CPEACTB ONA BETEPUHAPHOrO NpUMEHeHWsl, TpeBoBaHMsl K MCMonb3yeMbiM B LEMsSX NpPoBedeHUsl OaHHOro
aHanusa peakTMBaM, TUTPOBAHHbIM PacTBOpaMm, UHAMKATOPaM W YCTAHOBIEHHbIM €ro NPOU3BOAUTESNEM;

21 1) obWmniA TEXHNYECKNIA OOKYMEHT - KOMMIEKT OOKYMEHTOB M MaTepuanoB, COCTOSALLMI M3 HECKONbKUX pasdernoB -
OOKYMEHTauMM aaMUHUCTPATUMBHOIO XapakTepa, XUMW4YEeCKOW, dapmMaueBTMYECcKOM U  BUOoNorMyeckon [OKyMeHTauum,
dhapmaKkonornyeckon, TOKCUKONOrMYECKON OOKYMEHTaUUN, KIMHUYECKON OOKYMEeHTaumMM U npeacrasnsemMbli OQHOBPEMEHHO C
3asiBNeHMeM O rocydapCTBEHHOM perucTpauum nekapcTBEHHOro npenapaTta Ans MeguuuHCKOro npumMeHeHus B dopmarte,
YCTaHOBMNEHHOM YMNOMHOMOYEHHbIM dhedeparnbHbIM OpraHOM UCMONMHUTENLHOW BNacTy;

(MyHkT gononHuTensbHO BkNtoyeH ¢ 1 uons 2015 roga ®enepaneHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-93)

22) KayeCTBO J1eKapCTBEHHOIo cpeacrtBa - COOTBETCTBME JeKapCTBEHHOro cpeactBa TpeGOBaHI/IFIM cpapmakonethoPl
ctatbu nnbo B cny4ae ee OTCyTCTBUA HOpMaTI/IBHOVI AOOKyMeHTauun nin HOpMaTnBHOIoO AOKYMEHTA,

23) BesonacHoCTb NNeKapCTBEHHOro cpeactBa - XapakTepuctuka JeKapCTBeHHOro cpencrea, OCHOBaHHaA Ha
CpaBHUTENbHOM aHalnnae ero QQ)QJGKTVIBHOCTM N pucka npndnHeHna spena 3g0opoBbio;
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06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 Ctpanuua 10
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

24) 3hpeKTUBHOCTb NEKAPCTBEHHOIO MpenapaTa - XapakTepucTuka CTEMNeHN MONOKUTENBHOMO BIIUSIHUSI NIEKAPCTBEHHOO
npenapara Ha TeYeHWe, MPOOOIMKUTENBHOCTL 3aboreBaHUs UM ero npefoTBpalleHve, peabunutaumio, Ha COXpaHeHMe,
npenoTBpaLleHre unu npepbiBaHme 6epeMeHHOCTY;

25) cepus NeKkapCTBEHHOro CPedcTBa - KOMWYECTBO fEKapCTBEHHOrO CPeacTBa, NpovsBedeHHOe B pesynsTaTte OAHOro
TEXHOMOrMYECKOro LMKIa ero npoussoauTenem;

26) perncrpauuoHHoe yaAOCTOBEPEHME NEKAapCTBEHHOIO Npenapara - OKYMEHT, NOATBEPXAAOLMI (hakT rocyaapCTBEHHON
pervcTpaumm nekapCcTBEHHOro npenapara;

C 1 auBapsa 2025 ropa PenepanbHbiv 3akoHoM oT 30 aHeaps 2024 rona N 1-®3 nyHkT 26 Hactosiwen crtatbu Gyger
M3NOXEeH B HOBOW peaakuun.

26_1) gepxarenb wunn Bnageney perncTtpauMoHHOro yaocTtoBepeHua IneKapCTBEeHHOro npenapara - pa3pa6OT'~IVIK
JNIeKapCTBeHHOIro cpeacrtea, Npoun3BoauTerb JNEeKapCTBEeHHbIX CpeacTtB UM MHOEe puanyeckoe nuuo, obnapgatoLee npasom
BnageHna perncTpaunMoHHbIM  yOooCTOBEepeHmeMm, KOTopble HEeCYyT OTBETCTBEHHOCTb 3a KadecCTBo, 3PPEKTUBHOCTL M1
6e3onacHocTb NeKapCTBEHHOro npenapara;

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

27) perucTpauMoHHbLIn HOMep - KodoBoe 0003HayeHMe, NPUCBOEHHOE JliekapCTBEHHOMY Mpenapaty npu  €ero
rocyAapCTBEHHOM perncTpaumm unu perncTpauuu;

(MyHKT B pegakuun, BBegeHHoM B gencteue PenepanbHbiM 3akoHoM oT 30 sHeapa 2024 roga N 1-93. - CM. npenbiayLyto
penakumio)

28) obpalleHne nekapCTBEHHbIX CpeacTB - pa3paboTka, AOKMMHMYECKME WCCRELOBaHWS, KIMHWYECKUE WUCCIEeLoBaHus,
3KCMepTu3a, rocygapCTBEHHasi perucTpaumsi Unv perucTpauusl, cTaHgapTv3aumsi M KOHTPONb KadecTBa, MPOU3BOACTBO,
W3roToBneHne, xpaHeHue, nepeso3ka, BBO3 B Poccunckyto ®egepaumio, BbiBo3 U3 Poccunckon degepaumum, peknama, OTnyck,
peanusaums, nepegaya, NpUMMeEHeHUe, YHUHTOXEHNe nekapCTBEeHHbIX CPeACTB;

(MyHKT B pepakuun, BBegeHHON B genicteue ¢ 7 sHeaps 2012 roga ®enepanbHbiM 3akoHOM OT 6 Aekabps 2011 rona N
409-93; B penakumun, BBefeHHoN B Aenctere PenepansHbiM 3akoHoM oT 30 sHBapa 2024 ropa N 1-®3. - Cm. npeabiayLuyi
Renakumio)

29) Cy6'beKTbI o6pau.|,eH|/|9| NNeKapCTBeHHbIX CpeactB - (*)I/I3I/I‘-IeCKI/Ie muda, B TOM 4ucne wuHOuMBuayalbHble
npeanpuHnmarenu, n ropungndeckme nuua, ocyllecrtendatowine 4eATeNbHOCTb Npn 06pau.|,eHV||/| NeKapCTBEHHbIX CPENCTB;

30) pa3paboTuMK NekapCTBEHHOro cCpeacTBa - opraHu3auud, obnagarwowias npasaMu Ha pesynbraTbhl AOKAMHUYECKMX
nccrnenoBaHuiA NeKapCTBEHHOMO CPEACTBA, KIMHUYECKMX UCCNEAOBAHUIN NeKapCTBEHHOrO npenapaTta u (Mnun) Ha TEXHOMOrMo
npoun3BoACcTBa NeKapcTBEHHOMO CPeaCTBa;

(MyHKT B pegakuun, BBegeHHon B aencteume ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-
®3. - CMm. npeapiayLLyo PeAaKLn)

31) NpoM3BOACTBO NEKAPCTBEHHBIX CPEACTB - AeSTENIbHOCTb MO NPOU3BOACTBY JIEKAPCTBEHHbIX CPEACTB OpraHU3auMsMu -
NPOV3BOAUTENSMU NTEKAPCTBEHHBIX CPEACTB Ha OAHOW CTafAMW, HECKOMbKUX UMW BCEX CTaamsx TEXHONOMMYECcKoro npotecca, a
TakKkKe Mo XpaHEeHUIo U peanusauuy Npon3BeOeHHbIX NTEKAPCTBEHHbIX CPEACTB;

31_1) npousBoACTBEHHas nnowagka - TepputopuanbHO OO0COOMNEHHbIV KOMMMEKC MPOU3BOAMTENS IEKapCTBEHHbIX
CpeacTB, NpeAHa3HaYeHHbI ANS BbIMNOSIHEHNS BCEro npoLecca Npou3BoacTBa NeKapCTBEHHbIX CPEACTB UMY ero onpeaeneHHomn
cTtaguu;

(MyHkT gononHuTensHO BkNtoyeH ¢ 1 uonst 2015 roga ®enepaneHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-93)

32) npon3BogunTerib JNIeKapCTBEHHbIX CPEeACTB - OpraHn3auund, oCcyLlecTendowad Nnpon3soaCTBO JIEKapCTBEHHbIX CpenCTB B
COOTBETCTBUU C Tpe6OBaHVIF|MI/I HacTodLlero d>e/:Lepaanoro 3aKOHa;

33) dapmaueBTUYecKas AeATenbHOCTb - AeATENbHOCTb, BKM4Yawowas B cebs OnToBYHD TOProBrl MeKkapCTBEHHbLIMU
CpPeAcTBaMW, WX XpaHeHue, NepeBO3Ky M (MMM) PO3HWMYHYIO TOPrOBMIO JIeKapCTBEHHbIMKW Mpenaparamu, B TOM u4ucre
ANCTaHLMOHHBIM CNOCOOOM, UX OTNYCK, XpaHeHWe, NepeBo3Ky, N3rOTOBIIEHWE NeKapCTBEHHbIX NpenapaTos;
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06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 Ctpanuua 11
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

(MyHkT B pepakuumn, BBeaeHHoM B aenctBue PenepanbHbiM 3akoHoMm oT 3 anpena 2020 roga N 105-93. - Cwm.
OReAbIAYLLYI0 PeAaKLMIo)

34) opraHu3auusi ONTOBOV TOProBIM NEKAPCTBEHHLIMY CPEACTBAMU - OpraHn3aLmsi, OCYLLECTBISIOWAas ONTOBYO TOProBIto
neKapCTBEHHbIMU CPeACcTBaMu, UX XpaHEHWe, NEPEBO3KY B COOTBETCTBUM C TpeboBaHMsIMU HacTosiLero PeaeparnbHOro 3aKoHa;

35) anTeyHas opraHu3auusi - opraHnsauus, CTPYKTypHoe nogpasfgerneHne MeamumMHCKOM opraHusaLmm, OCyLLecTBrsowmne
PO3HUYHYIO TOPrOBMO fEKapCTBEHHbIMW MNpenapartamMmyv, B TOM YMCMe AUCTaHUMOHHbIM CrocoboM, XpaHeHue, MepeBO3KY,
W3roTOBMEHNE W OTMNYCK NEeKapCTBEHHbIX MpenapaToB Ans MEeOWLMHCKOro MPUMEHEHUS B COOTBETCTBUM C TpeboBaHUSIMU
HacToswero ®egepanbHOro 3aKoHa;

(MyHKT B pepakuun, BBeAeHHOW B AerictBne denepanbHbiM 3akoHOM OT 25 Hoabpsa 2013 roaa N 317-03; B pegakumy,
BBeAeHHoW B AencTene PeaepanbHbiM 3akoHom oT 3 anpend 2020 roaa N 105-93. - Cm. npeaplayLUyo peaakLmio)

36) BeTepunHapHasa anTtedHas opraHu3auusi - opraHusauus, CTPYKTypHOe noapasgeneHve BeTepuMHapHOW opraHu3auuu,
OCYLLECTBNSAOLNE PO3HUYHYIO TOProBIO NIeKapCTBEHHBLIMU NpenapaTamMu, B TOM YMCrie AUCTaHUMOHHBIM CNOCOOOM, XpaHeHue,
W3roTOBMEHNE M OTNYCK fEKApCTBEHHbLIX MpenapaTtoB ANs BETEPUHaAPHOro MPUMEHEHUsI B COOTBETCTBUM C TpeboBaHUSIMU
HacTosiwero PenepanbHOro 3akoHa;

(MyHkT B pepakuumn, BBeaeHHoW B Aencteue PenepanbHbiM 3akoHom oT 3 anpena 2020 roga N 105-93. - Cwm.

OReAbIAYLLYI0 PeAaKLmio)

37) danbcMdmunpoBaHHOE NeKapCTBEHHOE CPeacTBO - JleKapCTBEHHOE CpPefcTBO, COMPOBOXOAEMOE  FIOXKHOM
MHOpMaLmel 0 ero coctase 1 (Unn) NponsBoanTene;

38) HepobpokayeCTBEHHOE NEKAPCTBEHHOE CPEACTBO - JNIEKAPCTBEHHOE CPEACTBO, HE COOTBETCTBYlOLEE TpebGoBaHMAM
hapmakonenHol cTatbu NGO B criydae ee OTCYTCTBUS TpeboBaHUSIM HOPMAaTMBHOW [OKYMEHTauuW WM HOPMaTUBHOIO
AOKYMEHTa;

39) KoHTpadakTHoe fiekapCTBEHHOe CPEeACTBO - NeKapCTBEHHOe CPedCcTBO, Haxoaslleecs B 0GOpoTe C HapylieHMem
rpaxgaHCKoro 3aKoHO4aTenNbCTBa;

40) OOKITNMHN4YeCcKoe nccnenooBsaHue JIeKapCTBEeHHOIro cpeactea - 6VIOJ'IOFVI‘-IeCKI/Ie, MI/IKpOGI/IOJ'IOFI/I'vIeCKI/Ie,
MUMMYHOJI0OrM4eckme, TOKCUKOIorm4eckue, (bapMaKOJ'IOFVILIeCKI/Ie, d.)VI3I/NeCKVIe, XmMmundeckne w  gpyrme  uccnenoBaHuA
NeKapCTBEHHOro cpencrtea nytemMm npmmMmeHeHnsa Hay4HbIX MEeTOL4O0B OUEHOK B Lendx nonyvyeHna 0oKa3aternbCTB 6630I'IaCHOCTVI,
KavyecTtBa u Sd)CbeKTI/IBHOCTVI JIeKapCTBEHHOIo cpencTBea,

41) KNUHWYECKOE UCCreaoBaHMe  NEeKapCTBEHHOro  fpenapata -  M3yyeHue  AMarHoCTUYeckuX,  nedvebHbIX,
NpPoUNakTUYECKnX, PapMaKonorMiecknx CBOMCTB NEKapCTBEHHOro npenaparta B NPOLIECCe ero NMpUMEHEHUs Yy YeroBeka,
)XMBOTHOTO, B TOM 4/CIEe MPOLECCOB BCACbIBAHUA, PACNPEEneHnsl, M3MEHEHNS N BbIBEAEHUS, NyTEM NMPUMEHEHWUA HayYHbIX
METOZI0B OLIEHOK B LieNsiX MosyyYeHust okasaTenbCTe 6e30nacHoCTU, kayecTBa U apEKTUBHOCTU NEeKapCTBEHHOro npenapara,
JaHHbIX O HeXenaTemnbHbIX peakuMsiXx opraHuMama 4eroBeka, XMBOTHOTO Ha NpUMeHeHWe NeKapCTBEeHHOro npenaparta v o6
adhdpekTe ero B3aMmoaencTBuUsA ¢ ApYrMMuM NleKapcTBeHHbIMM NpenapaTtamu v (Mn) NULLEeBbIMK NPOAYKTaMM1, KopMaMu;

42) MHOrOLEHTPOBOE KIMHUYECKOE MWCCrieoBaHVe IEeKapCTBEHHOrO npenapara Ans MeAUUMHCKOrO MPUMEHEHUs -
KIMMHWYECKOe WCCreaoBaHne IeKapCTBEHHOroO npenaparta Ans MeAULMHCKOrO MPUMEHEHUS, MPOBOAMMOE pa3paboTyYMKoM
neKkapCcTBEHHOro npenapara B AByX U Goree MeguLMHCKUX opraHM3aumsax no eamHoMy NpoTOKOIY KIIMHUYECKOro CCrenoBaHus
neKkapCcTBEHHOro npenapara;

43) mMexayHapoaHOEe MHOTOLIEHTPOBOE KMMHUYECKOe MCCrefoBaHue MeKkapCTBeHHOro npenapara ans MeOuuMHCKOro
MPUMEHEHMS - KIMMHWYECKOEe WCCrenoBaHue IEeKapCTBEHHOro npenapara Ans MEOMLMHCKOrO MPUMEHEHUs, MpoBoanMoe
pa3paboTuMKOM NeKapCTBEHHOro npenapara B PasfuuHbiX CTpaHax Mo eauHOMY MPOTOKOMY KIMHUYECKOro WCCreqoBaHus
neKapcTBEHHOro rnpenapara;

44) NOCTpEerncTpaunmoHHoe KInHn4Yeckoe uccrnenoBaHmMe nekapCTtBeHHOro npenapara and MeguuuHCKOro npMMeHeHusa -
KNMHn4ecKkoe wuccnegoBaHne JnekapCTtBeHHOro npenapara agnld MeauuunHCKOro npuMmeHeHud, nposoaMmMmoe npou3soguTenem
NeKapCTBeHHOro npenaparta, Fpa)K,D,aHCKI/IVI O60pOT KOTOPOro OcCyulleCTBIIAEeTCA nocne rocy,qapCTBeHHoﬁ perncTtpaumn unu
perncTtpauunn, B Uenax OONONMHUTENbHOIo c6opa OaHHbIX 0 ero 6e3onacHoCcTU 1 (Bct)d)eKTl/lBHOCTMY pacwmpeHuna NnoKasaHun K
NPMMEeHEeHNK0 OaHHOro JeKapCTBEHHOro npenapara, a TakKkKe BbIABIEHUA HeXenaTerbHbIX peaKum7| nauyneHToB Ha ero
OencTeune;
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06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 Ctpanuua 12
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

(MyHKT B peaakuuun, BBeaeHHoM B aenctene PeaepanbHbiM 3akoHoM oT 30 aHBapsa 2024 rona N 1-93. - Cm. npeablayLyto
penakuuio)

45) nccnegoBaHne 6MO3KBUBANEHTHOCTU NIEKAPCTBEHHOMO Npenapara - BUA4 KMMHMYECKOro UCCNeaoBaHNs NIeKapCTBEHHOIO
npenaparta, NpPoOBEAEHME KOTOPOro OCYLLECTBMSETCS ANSA onpederieHMs CKOPOCTU BCACbIBAaHUA WM BbIBEAEHUS OAHOIMO WUNn
HecKonbkux obnagarwmnx ¢apMakonormyeckon akTUBHOCTLIO AEWCTBYHOLUMX BELLECTB, KONMMYECTBa JIEKapCTBEHHOro
npenaparta, AOCTUraloLLEr0 CUCTEMHOIO KPOBOTOKA, U pe3ynkTaThl KOTOPOro NO3BOMSAIOT caenartb BbiBOA4 O OMO3KBMBANEHTHOCTU
BOCMPOM3BEAEHHOIO FIEKAPCTBEHHOIO Mpenapara B OMNpederieHHbIX NeKapCTBEHHOW opme 1M LO3UPOBKE, COOTBETCTBYHLLNX
dopme 1 0o3npoBke pedepeHTHOro NeKapCTBEHHOrO Npenapara;

(MyHkT B pepakumu, BBeaeHHoM B Aenctaure ¢ 1 nonsa 2015 roga ®enepaneHbiM 3akoHOM OT 22 nekabps 2014 rona N 429-

®3. - CM. npeaplayLLyio peaaKLmio)

46) ncenenoBaHue Tepal'leBTVI‘-IeCKOIZ SKBMBAJTIEHTHOCTU J1eKapCTBEHHbIX npenapaTtoB - BUO KIMMHUYECKOro nccrnegoBaHusa
NNeKapCTBEHHbIX npenapartos, npoBeaeHne KOTOPOro OCYLUeCTBIAETCA AONA BblABIEHUA OOMHAKOBbIX CBOWCTB JNIeKapCTBEHHbIX
npenapartos onpe,qeneHHoﬁ J'IeKapCTBeHHOI;I d)OprI, a TakKe Hanuuusa OOWHAaKOBbIX MNoKaslaTenemn ©e3onacHoOCTM 1
Sq)(beKTI/IBHOCTI/I JIeKapCTBEHHbIX NnpenapartoB, OANHAKOBbIX KITMHNYECKNX Sdl)q)eKTOB npun nx npuMeHeHuu;

47) NpOTOKON KMMHWUYECKOro WUCCrefoBaHUA NeKapCTBEHHOro mpenapara - AOKYMEHT, B KOTOPOM OMpeaensoTcs Lenu,
dopMbl  OpraHusauuMM M METOLONOrMSl NPOBEAEHUs] KIIMHUYECKOTO WCCReaoBaHus, CTaTUCTUYeckne MeToabl 06paGoTku
pesynbTaToB Takoro UCCreaoBaHus U Mepbl No obecneyeHnto 6e3onacHoCTM MU3NYECKMX UL, YHACTBYIOWMX B KIMHUYECKOM
1ccregoBaHuy NiekapcTBeHHOro npenapara;

48) Gpolutopa wuccrieqoBaTensi - CBOAHOE W3MOXEHMEe pesysbTaToB AOKIMMHUYECKOTO MCCIEeoBaHWUs NeKapCTBEHHOMO
CpPeacTBa U KIMHUYECKOro UCCNEfoBaHNSA eKapCTBEHHOro npenapara afisi MeauuMHCKOro NpyMeHeHus;

49) NHOOPMAaLMOHHBIV TUCTOK NaUMeEHTa - AOKYMEHT, B KOTOPOM CoAep»aTcsi B JOCTYMHON hopMe CBeaeHUs, kacatowmecs
NPOBOAMMOrO KIMHWUYECKOrO UCCReAoBaHWs NeKkapCTBEHHOro npenapara, U B nNMcbMeHHON dopme O06poBonbHOE cornacue
nauveHTa Ha yyacTve B KIMHMYECKOM UCCreAoBaHWM NEKapCTBEHHOrO npenapara Mnocre O3HaKOMMEeHUss ¢ 0COBEHHOCTSAMM
KIMHWUYECKOro NccrnefoBaHus, UMELLMMU 3HaYeHe ANS BblpaXeHWs Takoro cornacus;

C 1 auBaps 2025 ropa PenepanbHbiM 3akoHoM 0T 30 sHBapa 2024 rona N 1-®3 B nyHKT 49 HacToswwen ctatbu byayTt
BHECEHbI U3MEHEHUS.

50) noboyHoe AencTBMe - peakumus opraHMama, BO3HMKLLAS B CBA3W C NPUMEHEHWEM flekapCTBEHHOMO npenaparta B 403aX,
pPEKOMEHAYEMbIX B MHCTPYKLUMU MO €ro MpUMEHEHWUI0, ANs NPOUnaKkTUKM, OUArHOCTUKK, nedeHus 3aboneBaHus wunu ans
peabunutaumu;

50_1) HexenaTtenbHas peakuus - HenpegHaMepeHHas HeGnaronpusiTHas peakuusi opraHvuama, KoTopasi MOXeT ObiTb
cBsizaHa C NPYMEeHEHNEM NeKapCTBEHHOrO Npenapara;
(MyHKT gononHuTenbHo BKMAoYeH ¢ 1 nons 2015 roga ®enepansHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-03)

51) cepbesHan HexenatenbHas peakuusi - HexenaTtenbHas peakuusi OpraHvMama, CBsi3aHHas C  NPUMEHEHVEM
nekapCTBEHHOro npenapaTta, npueeaLlas K CMepTu, BPOXAEHHLIM aHOManusiM Unn nopokam passutus Nnbo npeacrasnstoLlas
cobon yrposy Xm3Hu, Tpebywlwasa rocnutTanuMsauunm wnu npuveBeflwasl K CTOWKOM yTparte TpygocnocobHoctn u (unn)
WHBaNMOHOCTY;

52) HenpenBuaeHHasi HexxenaTernbHas peakuus - HexenartenbHas peakums opraHnu3ma, KoTopas CBsi3aHa C MPUMEHEHUEM
NeKkapcTBEHHOrO nMnpenapata B [03aX, PEKOMEHAyeMblX B MPOTOKOME €ero KIWHWYECKOro uccrnenoBaHusi, Bpolutope
uccnegosaTtens, uUnuM C MNpUMMEHEHUEeM FeKapCTBEeHHOro mnpernapata B [03aX, pPekoMeHAyeMblX B WHCTPYKUMW MO  ero
NPUMEHeHN0 AN NPodUNakTUKN, ANArHOCTUKW, fedYeHus 3aboneBaHns MNM MeOMUMHCKOW peabunutaumMm nauueHTta, u
CYLHOCTb, TSXKECTb MMM UCXOL KOTOPOM He COOTBETCTBYeT WHopMauum O nekapCcTBEHHOM npenaparte, cogepalleincs B
NPOTOKONE €ro KIMHUYECKOro UCCrnefoBaHus, GpoLuope uccrnenoBatens UM B MHCTPYKUUM MO MPUMEHEHUIO NEKAPCTBEHHOMO
npenapara;

(MyHkT B pegakuun, BBegeHHon B aencteue ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-
@3. - CM. NpeablayLyo peaakLnio)
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06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 Ctpanuua 13
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

52_1) capmakoHaasop - BWO LEATENbHOCTU MO MOHUTOPUHIY 3eKTUBHOCTM M 6e30MacHOCTU NeKapCTBEHHbIX
npenapaTtoB, HarpaBfeHHbI Ha BbISIBIIEHWE, OLEHKY W NpedoTBpalleHne HexenaTtenbHbIX MNOCNeacTBUA NPUMEHEHNS
neKkapCTBEHHbIX Npenaparos;

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

52_2) nnaH ynpaeneHus puckamu - noapobHOe OonucaHne MeponpuAaTUA No apMakoHaa3opy, HarnpaBreHHbIX Ha
BbISIBIIEHVE, OLIEHKY U NpeaoTBpalleHue UM MUHUMKU3aLMI0 PUCKOB, CBA3aHHBIX C NEKapCTBEHHbIMW Mpenaparamu, BKIoyasi
oLeHKy 9EKTUBHOCTN AaHHBIX MEPONPUATUIN;

(MyHkT gononHuTeneHO BKNtodeH ¢ 1 nonsa 2015 roga PenepanbHbiM 3akoHOM OT 22 nekabpa 2014 rona N 429-03)

53) peuenT Ha NeKapCTBEHHbIN Npenapar - MeAUUMHCKUIN AOKYMEHT YCTAHOBEHHOW (hOpMbl, codepXalimii HasHa4YeHne
NeKapCTBEHHOro npenaparta Ansi MeAUUMHCKOro NPUMEHEHWs], BblOaHHbIN MEOMUMHCKMM pabOoTHMKOM B LENnsax oTnycka
NEeKapCTBEHHOrO Mnpenaparta Unu ero U3roToBMEeHUS M OTMNycka Ha OyMaXkHOM HOCUTEeNne WM C Corfacus nauueHta unm ero
3aKOHHOro npeacrtaBuTenss B OpPME  3MEKTPOHHOrO AOKYMEHTA, MNOAMWCAHHOrO C  WUCMOMb30BAaHUMEM  YCUIEHHOMN
KBanuMUUUPOBAHHOW 3MNEKTPOHHOW MOANMUCU  MEAMLMHCKOro paboTHuKa, nubo [JOKYMEHT YCTaHOBMEHHOW OpMBl,
cofepkalmin Ha3Ha4YeHne NieKapCTBEHHOrO npenapara asisi BETEPMHAPHOrO NPUMEHEHWS, BblAaHHbIA cneunannctom B obnactum
BETEPUHApPUK B LiENAX OTNyCKa NekapCTBEHHOrO npenapara WUnm ero U3rotoBrneHunsi u oTnycka Ha GymaxHoM HocuTene;

(MyHkT B pepakunn, BBeaeHHoM B aencteue ¢ 1 aHBapsi 2018 roga ®enepansHbiM 3akoHoM OT 29 utonsa 2017 rona N 242-
d3; B pepakuun, BBefeHHon B aencteune ¢ 13 asrycta 2019 roga PenepanbHbiv 3akoHoM oT 2 asrycta 2019 rona N 297-93. -
CM. npenpiayLwyo peaakLmio)

54) TpeboBaHue MEOMLMHCKON OpraHn3auum, BETEPMHAPHON OpraHu3auuy - JOKYMEHT YCTAHOBMEHHOW (DOPMbI, KOTOPbI
BbIiNMCaH MeOULMHCKUM PabOTHMKOM MINU CNeumanucToMm B 00nacTty BeTepMHapUY, UMEKLWMMM Ha 3TO NpaBo, U COOEPXUT B
NMCbMEHHOI hopMe ykasaHWe anTe4yHoW opraHu3aummn unm BeETeEpMHaApHON anTedHon opraHmM3aumm 06 oTnycke rekapCTBEHHOMO
npenapaTta UM O ero M3roToBfeHMU U o6 OTnycke Anst obecneveHus nevyebHOro nmpouecca B MeQULMHCKON opraHv3auuu,
BETEPUHAPHOW OpraHu3aLuu;

(MyHkT B pepakunn, BBeaeHHon B aencteue ¢ 13 asrycta 2019 roga PenepanbHbiM 3akoHoM oT 2 aerycta 2019 roaa N
297-®3. - CM. NpeablayLLY0 PeAAKLN)

55) komMnnekcHas oueHka fekapCTBEHHOrO npenapata - OUeHKa 3apercTpyMpoBaHHOrO NeKapCTBEHHOro npenaparta,
BKMtovatoLlasi B cebst aHanms3 nHdopmaLmm 0 CpaBHUTENBHON KIMHUYECKOM ahpeKTUBHOCTM 1 6€30MacHOCTM NIEKapCTBEHHOIO
npenaparta, OUEHKY 3KOHOMWMYECKUX MOCMEeACTBUA €ero NPUMEHEHWs, n3ydyeHue OOMOMNHUTENbHbIX NOCNEACTBUA MPUMEHEHUS
nekapcTBEHHOro npenapara B LensiX NPUHATUSA peLleHnn O BO3MOXHOCTM BKITKOYEHMS NIEKapCTBEHHOrO npenapara B nepeyeHb
XN3HEHHO HEOoBXOOUMbIX U BaXKHEMLUUX NeKapCTBEHHbIX MpenapaTtoB, HOPMAaTMBHbIE MPAaBOBbIE aKTbl U WHbIE AOKYMEHThI,
onpegenstoLine Nopsaaok okasaHUs MeauMLUMHCKON MOMOLLIM, UKW UCKIIOYEHUS ero U3 YKa3aHHbIX NepeyHs, akToB U JOKYMEHTOB;

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

56) cmctema MOHUTOPUHra OBWKEHWUsI NEKAapCTBEHHbIX NPenapaTtoB AN MEOMLUHCKOro NMpuMeHeHus - degepanbHas
rocygapctBeHHas WHGOpPMaUMOHHas CUCTEMA MOHWUTOPUHIa OBWXKEHWUS NEeKapCTBeHHbIX npenapaTtoB AN MeaULMHCKOro
NPUMEHEHNsT OT NPOU3BOAUTENS OO0 KOHEYHOro MoTpedbuTensi ¢ UCNofb3oBaHMEM B OTHOLLEHWUWN FEKapCTBEHHbLIX MpenapaToB
ANs MEAULMHCKOro NPUMEHEHNS CpeacTB naeHTndmkaumum.

(MyHKkT gononHuTenbHO BkMoYeH ¢ 1 aHBaps 2018 roga ®enepansHbiM 3akoHOM OT 28 aekabpsa 2017 rona N 425-93)

MonoxeHusa ctatbn 4 HacTodAwero ®eaepanbHOro 3akoHa (B pegakumm PenepansHoro 3akoHa ot 29 wuonga 2017 rona N
242-03) B 4acTu, kacaroLwenca opMmpoBaHns 1 Bbldaun peLenToB Ha NiekapCTBEHHbIE Npenaparthbl, cogepXallme HasHadYeHne
HapKOTUYECKNX CPEeOCTB MMM MCUXOTPOMHBLIX BELLECTB, B (hOPMeE 3MEKTPOHHbIX AOKYMEHTOB, NpuMeHsitoTcs ¢ 1 aHBapst 2019
roga - cM. NyHKT 2 ctatbn 4 PenepanbHoro 3akoHa ot 29 mnona 2017 rona N 242-93.

KommeHTapum k ctatbe 4

IMABA 2. NNONTHOMO4UA ®ENEPANIbHbIX OPFAHOBVVICI'IOVJ'IHVITEJ'IbHOVI BINACTWU, OPTAHOB
NMCNONHUTENIbHOU BITACTU CYBBEKTOB POCCUNCKOU ®EOEPALIUU NMPU OBPALLEHUA
NEKAPCTBEHHbIX CPEACTB

CTATbA 5. NONTHOMOYNA GEOQEPAIIbHBLIX OPFTAHOB UCMONMHUTENIbHOW BITACTU NPU OBPALLEEHUA
NEKAPCTBEHHbIX CPEACTB
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06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 Ctpanuua 14
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

K nonHomounsam Q)e,qepaanblx OopraHoB NCMONHUTENbHOM BNacTu npu O6paL1J,eHVIVI NeKapCTBEHHbIX CpeNCTB OTHOCATCA:

1) npoBegeHue B Poccunckon degepaunm eqnHon rocyaapCTBEHHON NONUTUKN B obnacTtn obecnedeHnst nekapcTBEHHLIMM
npenapatamu rpaxaaH B Poccuinckon denepaumu;
(MyHKT B pegakuun, BBeageHHon B gencteme ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-

®3. - Cm. mpeaplAyLLY0 PEAAKLIMIO)

2) yTBepxaeHvne obwux dapmakonerHblix ctaten, dapMakonenHbix CTaTer, usgaHue rocygapCTBEeHHOW dhapmakonew,
cosfaHve 1 BegeHue peectpa hapmakonenHbix CTaHgapTHLIX 06pasLoB;

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

3) ocywecTBneHve henepanbHOro rocyaapCTBEHHOrO KOHTpors (Haa3opa) B cepe obpalleHrs NekapCTBEHHbIX CPEACTB;

(MyHKT B pegakumu, BBeaeHHoW B aencrtene ¢ 25 uoHsa 2012 roga ®eaepanbHbiv 3akoHoM oT 25 uioHa 2012 roga N 93-
d3; B pegakumm, BBegeHHoun B gencteme ¢ 1 nions 2021 roga PenepanbHbiM 3akoHom oT 11 mioHa 2021 roga N 170-93. - Cm.
NREAbIAYLLYIO PEAaKLo)

4) nuueH3MpoBaHME MNPOM3BOACTBA J1E€KAPCTBEHHbIX CPeacTB, B TOM 4ucne dheaepanbHbil  rocyAapCTBEHHbIN
NNLEH3UOHHBIN  KOHTPONb AesATEeNIbHOCTM MO NPOM3BOACTBY JIEKAPCTBEHHbLIX CpPeAcTB, Nepuoauyveckoe noaTBepXaeHue
COOTBETCTBUSI NULEH3MaTa, MMERLero JnMUEH3N0 Ha NpPOM3BOACTBO JIEKAPCTBEHHbLIX CpeacTB, M dapmaueBTU4eCcKomn
OesTenbHOCTU B COOTBETCTBMM C 3aKOHOAaTeNnbCcTBOM Poccuickorn ®eaepaunu;

(MyHKT B pegakumn, BBeaeHHom B genctane ¢ 1 mniona 2021 roga PepepanbHbiM 3akoHoM oT 11 uioHa 2021 roga N 170-
®3. - Cm. NpeapiayLLyo PeAaKLn)

5) opraHm3auuns aKCnepTU3bl NNEKAPCTBEHHLIX CPEACTB, STUYECKOM 3KCMEPTU3bl BO3MOXHOCTM MPOBEAEHUS KITMHUYECKOTO
uccrnenoBaHns NekapcTBEHHOro npenapara Ans MeAWMLMHCKOTO NPUMEHEHUs!, 9KCNEepPTU3bl JOKYMEHTOB, NPeaCcTaBnNeHHbIX Ans
onpegeneHns BO3MOXHOCTM paccMaTpmBaTb JleKapCTBEHHbIA nNpenapaT Ans MeAMUMHCKOrO MPUMMEHEHUS B KayecTBe
opcaHHOro fekapCTBEHHOrO npenapara;

(MyHkT B pegakumm, BBeAeHHou B aerictaue ¢ 1 uonst 2015 roga PenepanbHbiM 3akoHOM 0T 22 nekabpa 2014 rona N 429-
®3; B pegakumu, BBeaeHHon B genctene PenepanbHbiM 3akoHoMm oT 30 guBaps 2024 roaa N 1-®3. - Cm. OpeabiayLlyo
Renakumio)

5 1) opraHmsaumsi npoBefeHUS KOMMMEKCHOW OLEHKM JeKapCTBEHHOro npenapata B Uensx MNPUHATUS peLleHui o
BO3MOXHOCTU BK/OYEHUS NEKapCTBEHHOro npenapata B nepevyeHb XU3HEHHO HeOoOXOOMMbIX U BaXKHEWLIUX NeKapCTBEHHbIX
npenapaToB, HOPMaTUBHbIE NPABOBbLIE aKTbl U MHblE OOKYMEHTbI, Onpeaensiowme nopsagok okasaHus MeauMuMHCKON MOMOLLM
WITN UCKITIOMEHMS €ro U3 YKa3aHHbIX NepPeYHs, akToB U JOKYMEHTOB;

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

6) Bblga4va pa3peu.|eHM17| Ha nposefeHne KIMHU4eCKux nccnenoBaHui NNeKapCTBEHHbIX npenapartoB, BeAeHWE peecTpa
BblJaHHbIX pa3peLleHnin Ha NPoBEeAEHNE KITMHNYECKUX NCCeaoBaHNN NeKapCTBEHHbIX NpenapaTos;

7) rocynapcTBeHHasi perucTpauusi nekapCTBEHHbIX NMpenapaTtoB, BEAeHUE [OCYAapCTBEHHOIO peecTpa NEeKapCTBEHHbIX
CREACTB;

7_1) peructpaums, nogTeepxaeHme peructpaumm (nepeperncrpaunsi), BHeECEHME N3MEHEHUI B permcTpaLMoHHoe 4ocke, a
TaKke NpoBedeHue npoueayp, CBA3aHHbIX C perncTpaumen, B COOTBETCTBUN C yTBEPXAEHHbIMW EBpa3nincko 3KOHOMUYECKOW
KOMUCCHEN MpaBunamu permctpauum u 3KCnepTusbl NeKapCTBeHHbIX CpeacTB A MeAMUMHCKOro NpUMEHeHUs U npasunamu
perynMpoBaHnsi obpalleHusi BeTepuMHAapHbIX JTEeKapCTBEHHbIX CPEACTB Ha TaMOXEHHOW Tepputopuu EBpaswuiickoro
9KOHOMMYECKOr0 COH033;

(MyHKT gononHUTEnNbHO BKNtoveH PeaepanbHbiM 3akoHoM 0T 30 aHBapsa 2024 roaa N 1-93)

7_2) npepcTtaerneHne MWHopMauuMM O perucTpaumu, nNOATBEPXKOEHUM perucTpauum (nepepermcrpauum), BHECEHUM
N3MEHEHWUI B perncTpaumMoHHoe [0oCbe, a Takke O Mpoledypax, CBS3aHHbIX C perucTpaunen, B EBpasuinickyto SKOHOMUYECKYHO
KOMMUCCUIO C UCMOSb30BaHNEM WHTEIPUPOBaHHON WHGOPMALMOHHOW cUCTEMbl EBpasvinckoro 3KOHOMMWYECKOro coto3a B
COOTBETCTBMU C YTBEPXKAEHHBIMU EBPasniCKOn 3KOHOMUYECKOW KOMWUCCUEN MOPSAKOM (DOPMUPOBAHWUA WM BEAEHUS €OUHOrO
peecTpa 3aperncTpMpoBaHHbIX NEKAPCTBEHHBLIX CPeAcTB EBpa3ninckoro SKOHOMUYECKOTO CO3a M NpaBuiiaMun peryrnvpoBaHus
obpalleHns BETEPMHAPHbLIX NIEKAPCTBEHHbIX CPECTB HAa TaMOXEHHOWN TepPUTOPUN EBPasninckoro 3kKOHOMMUYECKOTO COH3a;
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06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 Ctpanuua 15
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

(MyHKT gononHUTENbHO BKMoYeH PeaepanbHbiM 3akoHoM oT 30 aHBapa 2024 roaa N 1-93)

C 1 ceHTa6ps 2024 roga PenepanbHbiM 3akoHoM OT 30 aHBapa 2024 rona N 1-®3 crtatbda 5 HacTosiwero PegepanbHOro
3aKkoHa ByaeT JononHeHa nyHKTom 7_3.

8) opraHusaums n (unu) npoBeAeHUe NHCMNEKTMPOBaHUS CyObekToB obpalleHns nekapcTBEHHbIX CPEeACTB Ha COOTBETCTBUE
YyTBEPXOEHHbIM EBpPa3niickon SKOHOMMYECKOW KOMMCCMEN MNpaBunaMm Hagnexailen nabopaTopHOW NpakTUKM, npaBunam
Hagnexallen KIMHUYECKOW MpaKTUKW, MNpaBuiiaM Hagnexawen OUCTPUOBLIOTOPCKOM MpakTWKW, npaBunaM Haanexaien
npakTnku hapMakoHaa3opa, a Takke YTBEPXKAEHHbIM YMONMHOMOYEHHbIMU ddefepanbHbIMU OpraHaMu UCMOMNHUTENbHON BNacTy
npaBunamMm Haanexallen anTe4yHon NpakTUKn, NpaBmnnam XpaHeHUsl NekapCcTBEHHbLIX CPeACTB;

(MyHKT B pegakumy, BBeaeHHoW B fencteme PenepansHbiM 3akoHoM oT 30 aHeapsa 2024 roga N 1-93. - Cm. npeaplayLuyo
peaaKumio)

8 1) opraHusauus u (MnM) nNpoOBEAEHWE WHCMEKTMPOBaHWS CyObeKTOB 0OpalleHusi feKapCTBEHHbIX CpPeacTB Ha
cooTBETCTBME TpeboBaHMsM NpaBwun Hagnexalle NPOu3BOACTBEHHOW MNPaKTUKW, Bblgada 3akfIlOMEeHWM O COOTBETCTBUMU
npou3BoANTENS NEKapPCTBEHHbIX CPeACTB TpeboBaHNAM NpaBu Hagnexallen Npon3BoOACTBEHHON NPAKTUKY;

(MyHKT gononHUTENbHO BKNtoYeH ¢ 1 nonga 2015 roga PenepansHbiM 3akoHOM OT 22 nekabps 2014 rona N 429-93)

8 2) ycTaHoBneHWe nopsiaka BeAeHWss W BeAeHWe [oCyQapCTBEHHOIO peecTpa  3ak/lYeHUn O COOTBETCTBUM
Npon3BOANTENS NeKapCTBEHHbIX CpeacTB TpeboBaHMSAM NpaBuIl Haanexallen Npon3BoACTBEHHON NPaKTUKK;
(MyHKT gononHuTenbHo BkAoYeH ¢ 1 nions 2015 roga ®enepansHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-03)

9) rocymapCTBEHHas permctpauusi npefenbHbIX OTMYCKHbIX LiEeH Npou3BoAUTENEN Ha JeKapCTBEHHblE Mpenaparhbl,
BKIIOYEHHbIE B NEpPeYeHb KU3HEHHO HEOOXOAMMbBIX M BaXXHEMLUNX NEKAPCTBEHHbIX NpenapaToB, U BeAeHNEe rocyaapCTBEHHOIo
peecTpa npeaernbHbIX OTMYCKHbIX LIEH MPOU3BOAMTENEN Ha NEKapCTBEHHbIE Mpenaparbl, BKIIOYEHHbIE B NEPEYEHb XU3HEHHO
HEeOBXOAMMBIX N BaXKHEWLLMX NTEKapCTBEHHLIX NpenapaTos;

(MyHKT B pegakunn, BBegeHHoN B aerictaue ¢ 7 noHa 2019 roga ®enepansHbiM 3akoHOM OT 6 mioHa 2019 roga N 134-03.
- CM. mpeablayLLyo PeAaKLMIo)

9 1) cornacoBaHvWe NPOEKTOB pELUEHUI OpPraHOB WCMONMHUTENBHOW Brnactn cybobektoB Poccuiickon depepauumn o6
YCT@HOBMNEHUUN U (UNWN) U3MEHEHUN NpefenbHbIX pa3MepoB ONTOBLIX HAA0ABOK 1 NpeaernbHbIX Pa3MepoB PO3HUYHBIX HagbaBoK
K aKTM4YeCcKMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM MPOM3BOAUTENAMWU JeKapCTBEHHbIX NpenapaToB, Ha feKkapCTBEHHbIe
npenapaTbl, BKNOYEHHbIE B NEPEYEHb KN3HEHHO HEOOXOOUMbIX U BaXKHENLUNX NEKAPCTBEHHbIX NpenapaTos;

(MyHKT gononHUTENbHO BKNtoveH PeaepanbHbiv 3akoHoM oT 13 mtona 2015 rona N 241-93)

10) Bblgaya, yCTaHOBMEHME Mopsiaka Bblayn paspelleHnst Ha BBO3 KOHKPETHOMW MapTUKM NeKapCTBEHHOro cpeacTBa B
Poccuickyto degepaumio;

(MyHkT B pepakunn, BBeaeHHon B aencteme ¢ 13 asrycta 2019 roga PenepanbHbiM 3akoHoM oT 2 aBrycta 2019 roaa N
297-93. - CM. NpeablayLLY0 PeAAKLN)

10_1) Bblgaya, ycCTaHOBfEeHWe nopsigka Bblgadn M popMbl LOKYMEHTA, KOTOPbIM MOATBEPXKAAET, YTO NPOM3BOACTBO
nekapcTBEHHOro npenapaTta Ans MeOWUMHCKOro MPUMEHEHUS OCYLLECTBIIEHO B COOTBETCTBMM C TpeboBaHWSIMM MNpaBwurl
Haanexallen NpoM3BOACTBEHHON MPaKTUKN UMM YTO FieKapCTBEHHbIM Npenapart Ans BEeTEPUHAPHOro NMpUMeHEeHUsT OONYLIEH K
ob6paulleHutio B Poccuickort degepaummn, 1 NoanexuT NpeactaBneHntio no TpeboBaHMIo YNoNHOMOYEHHOro opraHa CTpaHbl, B
KOTOPYIO BBO3UTCS NEKapCTBEHHbIN Npenapar;

(MyHkT gononHuTensHo BkntoveH ¢ 1 mona 2015 rona PenepanbHbiM 3akoHoM OT 22 fnekabpsa 2014 rona N 429-03; B
pefakumu, BBedeHHoln B aencteue ¢ 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, codepallero cBedeHuMs O CcTagusx
TEXHOOrMYEeCKOro npouecca Npou3BOACTBA NIEKapCTBEHHOrO cpeacTsa Ans MeaULMHCKOro NpUMEHeHNs, ocyLLecTBNsSeMbIX Ha
Tepputopun EBpasninckoro 9KOHOMUYECKOro Cot3a;

(MyHKkT gononHuTenbHo BkNtodeH ¢ 1 uiona 2015 roga PenepansbHbiM 3akoHOM OT 22 aekabpa 2014 rona N 429-93; B
pefakumu, BBegeHHon B genctene PeaepanbHbiv 3akoHoM oT 13 miona 2015 rona N 241-93. - CM. npeablayLLyio peaakLmio)

11) co3aaHmne CoBeTOoB Mo BOMpocam, CBA3aHHbIM C o6pau.|,eHMeM J1IeKapCTBEHHbIX CPEACTB;
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06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 CTtpaHuua 16
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

12) atTectauusa n ceptudukaumns cneLmanmcTos;

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

14) ocywiecteneHne papmakoHaasopa;

(MyHKT B pegakuuun, BBeageHHon B genctane ¢ 1 nonsa 2015 roga PepgepanbHbiM 3akoHOM 0T 22 aekabpsa 2014 rona N 429-

®3. - Cm. mpeaplAyLLY0 PEAAKLIMIO)

15) yyacTtne B MeXOyHapOaAHOM COTPYOHUYECTBE;

16) nonyyeHMe nO 3anpocaM YMOfIHOMOYEHHOro (efeparnbHOro opraHa WCMOMHMTENbHOW BrRacT OT  OpraHoB
MCMoNHMTENbHOM BrnacTh cyobekToB Poccuiickon ®epgepaunm, a Takke oT cybbekToB 06palleHns NekapCTBEHHbIX CPeaCcTB Ans
MELMLMHCKOro NpMMeHeHNs1 MHopMaL M1 Mo BOMNpocam YCTaHOBMEHUS U MPUMEHEHNs! LEH Ha NeKapCTBEHHbIE npenaparbl 1
HaabaBoOK K HUM;

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

18) yTBepxaeHne npasun Hagnexawen nabopaTtopHOW NPakTUKK, NPaBMI Hagnexallen KNMHUYECKOW NPaKTUKK, NpaBus
Hagnexallen npou3BOACTBEHHOW MPaKTUKK, NpaBUN Haanexawen npakTUKM XpaHeHUss M NepeBO3KM NeKapCTBEHHbIX
npenapaTtoB ANA MeOULMHCKOrO NPUMEHEHUs, NPaBui XpaHeHUs1 NeKapCTBEHHbIX CPeACTB A1 BETEPUHAPHOIO NMPUMEHEHMS,
npaBvn Hagnexawen OUCTPUOBIOTOPCKOM MpakTUKK, NpaBui Hagnexalwewm anTe4yHOW NpakTUKWM, npaBuil Haanexawen
NpakTuKn hapmakoHaa3opa NekapCTBEHHbLIX NpenapaToB ANst MEAULMHCKOrO NMPUMEHEHNS;

(MyHKT gononHuTenbHO BKNtodeH ¢ 1 utona 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 roga N 429-93; B
penakumu, BBeaeHHon B gencteue ¢ 1 ceHTabps 2023 roga PenepanbHbiM 3akoHom oT 28 anpens 2023 roga N 171-93. - Cwm.
NREeAbIAYLLYIO PeAaKLMIO)

C 1 ceHTtabps 2024 rona PenepanbHbiM 3akoHoM 0T 30 saHBapa 2024 rona N 1-®3 nyHkT 18 HacToswen ctatbu byger
M3I0XEH B HOBOW pefaKkumu.

19) yctaHoBneHve nopsiika (oopMMPOBaHUSA PErMCTPALMOHHOIO AOCkE HA NEKapCTBEHHbIN Npenapar Ans BETEPUHAPHOro
NnpUMeHeHns 1 TpeboBaHMIM K JOKYMEHTaM B €ro COCTaBe;

(MyHkT gononHuTenbHo BkNtoveH ¢ 1 monsa 2015 roga PepepansHbiM 3akoHOM OT 22 fAekabpsa 2014 rona N 429-03; B
pefakumu, BBegeHHon B gencteue PeaepanbHbiv 3akoHoM 0T 30 sHBapsa 2024 rona N 1-93. - CM. npeablayLLYyo peaakumo)

20) nyHKT pgononHuTenbHO BkModeH ¢ 1 uionga 2015 roga PefepanbHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-93;
yTpatun cuny - PenepanbHbin 3akoH ot 30 aHBapa 2024 rona N 1-O3 - cM. npeablayLLY0 PeAaKLVIo;

21) NyHKT gononHuTensHo BktodeH ¢ 1 nons 2015 roga PenepanbHbiv 3akoHOM oT 22 aekabpsa 2014 ropa N 429-03;
yTpatun cuny - PenepanbHbin 3akoH ot 30 aHBapa 2024 rona N 1-O3 - cM. npeablAyLLYI0 PEAAKLVIO;

22) NyHKT, gononHutenbHo BkrtodeH ¢ 1 nons 2015 rona ®epepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-03;
yTpatun cuny ¢ 1 mapta 2020 roga - PenepanbHbint 3akoH oT 27 aekadpsa 2019 roga N 475-93 - cm. npeablayLLyio peaakLmio;

23) yTBepxxaeHune TpeboBaHWI K MHCTPYKLMM NO BETEPUHAPHOMY NPUMEHEHMIO NEKapCTBEHHbIX Npenaparos;
(MyHkT pononHuTenbHo BkmtoveH ¢ 1 miong 2015 roga PenepanbHbiM 3akoHOM OT 22 Aekabpsa 2014 roga N 429-93; B
pefakumy, BBeAeHHow B aerictene PenepanbHbiv 3akoHoM oT 30 aHBapda 2024 rona N 1-03. - Cm. npeabiayLLyio peaakLmi)

24) NpUHATME pELUEHUN, SBMSIIOLUXCS OCHOBAHWSIMM ONS BKMOYEHUS OOMEHHbIX MMEH U (Mnv) ykasaTenemn CTpaHul
cahnTtoB B WHMOPMAaLMOHHO-TENEKOMMYHUKAUMOHHOM ceTu  "VIHTepHeT", a Takke CeTeBblX aApecoB B eAuHYH
aBTOMaTU3UPOBAHHYIO WMHMOPMAaLMOHHYIO cucTeMy "EAMHBIN peecTp OOMEHHbIX WMEH, yKasaTenen CTpaHuy, calToB B
MHOPMaLIMOHHO-TENEKOMMYHMKaLMOHHOW ceTu "HTepHeT" 1 ceTeBbIX agpecos, NO3BOMAIOLWNX NAEHTUMULNPOBaTL CanTbl B
MHOPMaLIMOHHO-TENEKOMMYHMKaLMOHHON ceTu "WIHTepHeT", cogepxawue WHgopmaumio, pacnpocTpaHeHue KOTOopou B
Poccuiickon Pepepaumn 3anpelleHo", B OTHOLEHWUM WHOpMaLMK, coaepXallein nNpeanoxeHne O PO3HUYHOW TOoprosrne
nekapCcTBEeHHbIMW npenapaTtaMmy, B TOM YMCne OUCTaHUMOHHLIM CNOCOBOM, pO3HUYHAA TOProBfist KOTOPbIMU OrpaHu4eHa wnm
3anpelyeHa B COOTBETCTBUM C HacTosAwmMm PepepanbHbiM 3aKOHOM, U (M) MHOpPMaLMK, codepXallen npeariokeHne o
PO3HMYHOW TOProBrie NeKapCTBEHHbIMW MpenaparamMu, B TOM 4YuUCre OUCTaAHUMOHHLIM CMOCOOOM, nMuaMn, HEe UMEHLLMMU
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06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 Ctpanuua 17
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

NNLIEH3MM U pa3peLLEHMs Ha OCYLLECTBIIEHME TakoW AesTeNbHOCTU, €Cnu NonyyYeHne NIMLEH3NN U paspeLLeHns NpeaycMOTPeHO
3aKoHo4aTeNbLCTBOM 06 0OpalLeHNM NeKapCTBEHHbIX CPeACTB;

(MyHKT pgononHuTenbHO BKModeH ¢ 1 mionsa 2015 roga PenepanbHbiM 3akoHOM OT 22 nekabps 2014 roga N 429-93; B
penakumu, BBegeHHom B genctene PenepansHbiv 3akoHoM oT 3 anpend 2020 roaa N 105-93. - Cm. npeablayLuLyo penakLmnio)

25) Bblgava paspeLleHnin Ha BBOA B rpaxkgaHCKuii 060poT MMMYHOBMONOMMYECKMX NEKapCTBEHHLIX NpenapaTos.
(MyHKT gononHUTensHO BKMNoYeH ¢ 29 Hos6psa 2019 roga PenepanbHbiM 3akoHOM OT 28 Hos6pa 2018 ropa N 449-93)

26) perynnposaHmne BOMPOCOB, CBA3AHHbIX C B3aMMO3aMEHAEMOCTbIO JIeKapCTBEHHbIX MpenapatoB And MeauunHCKOro
NnpuMeHeHnA.

(MyHKT gononHuTensHo BKMtodeH ¢ 1 aHBaps 2024 rona PenepanbHbiM 3akoHoM 0T 19 okTabpsa 2023 rona N 503-93)

KommeHTapum k ctatbe 5

CTATbA 5_1. NEPEAOAYA OCYLLECTBJIEHUA MONMHOMOYUA ®EQEPANIbHbIX OPTAHOB
UCNOJIHUTENBbHOM BITACTU NMPU OBPALLEEHUN NEKAPCTBEHHbIX CPEACTB OPTAHAM
MCNONHUTENBbHOW BITACTU CYBBLEKTOB POCCUNCKOWU ®EONEPALIUN

MonHoMounst  oedepanbHbIX  OpPraHOB  WCMOMHUTENBHOM  BRacTM npu  obpalleHun NEeKapCTBEHHbIX  CPeacTs,
npenycMoTpeHHble HacToswmM denepanbHbiM 3aKOHOM, MOTYT NnepeaaBaThCs A11S OCYLLECTBIEHUS opraHaM UCMONMHUTENbHOM
Bnactu cybwektoB Poccuiickon ®epepauunm noctaHoBneHusamu [lpaButensctBa Poccuiickon ®epepaunm B nopsiake,
ycTaHoBneHHom ®PenepanbHbiM 3akoHOM OT 6 okTabpa 1999 roma N 184-®3 "O6 obuiux nNpuHLMOax opraHvsaumu
3aKoHoAATENbHbIX (MREACTABUTENbHBIX) WM WCNOMHUTENbHbLIX ORraHOB rOCYAapCTBEHHOW Bnactu cybbekToB Poccuiickon
denepauun”.

(Ctatbsa gononHuTensHO BkMoYeHa ¢ 24 uiona 2015 roga ®eaepancHbiv 3akoHoM oT 13 miona 2015 roga N 233-93)

KommeHTapum k ctatbe 5 1

CTATbSA 6. TONHOMO4YUA OPFAHOB UCMONTHUTENBLHOW BNACTU CYEBLEKTA POCCUNCKOW
SELNEPALIMK NPU OBPALLEHUU JIEKAPCTBEHHbIX CPEACTB

K nonHomMo4msim opraHoB MCMNONHUTENbHOW Bnactu cybbekta Poccuiickon ®enepaumm npy obpalleHun nekapCTBeHHbIX
CPeACTB OTHOCATCS:

1) pa3paboTka 1 peanusaums perroHanbHbIX NporpamMmmM oGecrneyeHnss HaceneHus NekapcTBeHHbIMU NpenapaTamu;

2) yCTaHOBNEeHne npenernbHbiX pa3MepoB ONTOBbIX Hapn6aBoK M npegenbHbIX pa3mMepoB PO3HUYHbIX Han6aBoK K
(*)aKTM‘-IeCKVIM OTNYCKHbIM UeHaM, YCTaHOBJIEHHbIM MPOU3BOANTENAMN JEKapPCTBEHHbLIX MNpenapaTtoB, Ha JeKapCTBEHHbIE
npenaparbl, BKIO4YeHHbIE B NepevyeHb XXN3HEeHHO HEOBXOAMMBIX N BaXKHEMLLINX NNeKapCTBEHHbIX NpenapaTtos,;

3) ocyulecTBneHne pervoHanbHOro rocyLapCTBEHHOIO KOHTPOMS 3a NPUMMEHEHWEM LIEH Ha NEKapCTBEHHbIE Mpenapatsbl,
BKIMIOYEHHbIE B MEPEYEHb XU3HEHHO HEOOXOOQUMBIX M BaXKHEWLUMX FeKapCTBEHHbIX NpernapaTtoB, OpraHM3auusiMM OMTOBOM
TOProBNY NEeKapCTBEHHbIMU CpeACcTBaMM, anTeYHbIMU OpraHu3aumsiMu, UHAMBMAYaNbHbIMY NpeanpuHumaTensMm, UMeoLLMMn
nueHsnio  Ha  apmaleBTUYECKYlD [OesATENbHOCTb, MEOUUUHCKMMU  OpraHvM3auusiMiM, WUMEKLWUMU  NULEH3NK  Ha
papmMaLeBTUYECKY0 [OeATenbHOCTb, U ux 060cobneHHbIMU nogpasgeneHusamn  (ambynatopusmu, enbalepckumm wu
denbaluepcko-akyLepckMMn  MyHKTamn,  UeHTpamu  (oTAeneHnamn) obwer  BpadyebHOW  (CEMEeMHOWM)  MpaKTuKK),
pPacnonoXeHHbIMU B CEMbCKUX HAaCEMNEHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT anTe4YHble opraH13auny;

(MyHKT B pegakumn, BBegeHHon B aenctane ¢ 25 uioHa 2012 roga PenepansHbiM 3akoHoM OT 25 uioHga 2012 roga N 93-
d3; B pepakummn, BBegeHHon B Aenctene ¢ 1 mapta 2020 roga PefepanbHbiM 3akoHoM oT 27 Aekabps 2019 rona N 475-93. -
CM. npeapiayLwyo peaakLmio)

4) npuHATHE pelleHnsa o6 ncnonb3oBaHUM Ha Tepputopun cybbekta Poccuiickon ®epepauum Hapsagy € peuentamu Ha
nekapcTBeHHble npenapaTbl, OMOPMIEHHbIMY Ha OyMaXHOM HocuTene, peuenToB Ha feKkapCTBEHHble npenaparhbl,
CHOPMUPOBAHHbLIX B (POPME 3NEKTPOHHbLIX [OKYMEHTOB.

(MyHKT pononHuTensbHo BKIoYeH ¢ 1 sHBaps 2018 roga PenepanbHbiv 3akoHom ot 29 monsa 2017 rona N 242-93)
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06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 Ctpanuua 18
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

MonoxeHusa ctatbn 6 HacTodAwero ®eaepanbHOro 3akoHa (B pegakumm PenepanbHoro 3akoHa ot 29 wuonga 2017 rona N
242-®3) B 4acTu, kacatoLlencs hopMnpoBaHUS 1 Bblga4n peLenToB Ha NiekapCTBEHHbIE Npenaparhbl, CoaepXKaline HasHavyeHne
HaPKOTUYECKMX CPeacTB MMM MCUXOTPOMHbIX BELLECTB, B DOPME 3MEKTPOHHbIX AOKYMEHTOB, NpUMeHsitoTca ¢ 1 sHBapsa 2019
roga - cM. NyHKT 2 ctatbn 4 PenepanbHoro 3akoHa ot 29 mnona 2017 rona N 242-93.

KommeHTapui kK ctatbe 6

MABA 3. TOCYOAPCTBEHHASA ®APMAKOINEA
CTATbSA 7. PASPABOTKA U U3OAHUE NOCYJAPCTBEHHOW ®APMAKOINEW, PASMELLEHUE JAHHbIX O HEN

1. MNopg rocygapcTBeHHON hapMakoneer NOHMMaETCsl CBOA 06LLMX hapMakonenHbix cTaTen n doapMakonerHbIX CTaTen.

2. PaspaboTtka obWwmnx gpapmakonernHbix ctaterh n apMakonenmHbliX CTaTtei, B TOM 4Mcne apMakonemnHblix cTaTten Ha
hapmakonemnHble cTaHgapTHble obpasubl, U BKIOYEHWE UX B rOCYLApPCTBEHHYIO dhapMakonel OCyLLEeCTBASATCA B Nopsiake,
YCTaHOBNEHHOM YMNOMHOMOYEHHbIM dpefeparnbHbIM OpraHoOM UCTIONHUTENBHOW BNAaCTy.

(YacTb B pegakumm, BBeaeHHou B gerictaue ¢ 1 uons 2015 roga ®enepansHbiM 3akoHOM OT 22 nekabps 2014 rona N 429-
@3. - Cm. npeablayLyo peaakuuo)

3. Paspabotka chapmakonenHom ctatbm Ha pebepeHTHbIN NTIEKApCTBEHHbIN NpenapaT 1 BKIIOYEHME €€ B TOCYAapCTBEHHYHO
(papmakonelo B TeYEHNEe CpoKa AEWCTBUS 3alUUThl UCKITYMTENBHOIO NpaBa, YAOCTOBEPEHHOrO NMaTeHTOM Ha pedepeHTHbIN
nekapCcTBEHHbIV Npenapar, OCYLLECTBSIOTCA C Cornacus ero paspaboryuka.

(Yactb B pegakuuu, BBegeHHou B aenctane ¢ 1 nonga 2015 rona PegepanbHbiM 3akoHOM 0T 22 Aekabpa 2014 rona N 429-
®3. - CM. mpeabIAyLLY0 PEAAKLIMIO)

4. l'ocymapcTBeHHas hapMakones M3gaetcst YNorHOMOYEHHbIM dhefeparnbHbiM OpraHoM MCMONHUTENBHOM BracTu 3a cyeT
cpeacTts pegepanbHOro Orogxkera 1 NOANEXUT NepensfaHnsaM He pexe YeM OAMH pas B MATb JET, B NEpMog Mexay KoTopbIMU
n3gatTcs NPUNOXEHWs K rocygapCTBEHHOW dhapmakonee, coepxaiwime obwue ¢apmakonenHsle ctatb U (Mnn)
hapmakonenHble cTaTby, YyTBEPXKAEHHbIE NOCIEe N3AaHust UnNu Nepen3naHns rocyaapcTBEHHON hapmakonen.

5. YnonHomo4eHHbIM hefepanbHblid OpraH UCNOMHUTENBbHOW BNacTy pasMeLlaeT AaHHble O rocygapcTBeHHoM dhapmakonee
M NPUMOXEHNAX K HeN Ha cBoeM oduumnanbHoM cante B ceTn "VHTepHeT" B YCTAaHOBNEHHOM UM NOpSKe.

KommeHTapum k ctatbe 7

IMABA 4. NIMLIEH3MPOBAHWE NMPOU3BOACTBA NNEKAPCTBEHHbLIX CPEACTB U ®APMALIEBTUYECKON
OEATENbHOCTU, TOCYOAPCTBEHHbBIUN KOHTPOJIb (HAO30P) B CPEPE OBPALLEHUA NEKAPCTBEHHbIX
CPEAOCTB

(HaumeHoBaHue B pegakuum, BBeaeHHon B gencteme ¢ 1 nonsa 2021 roga PeaepanbHbiM 3akoHoM oT 11 mtoHa 2021 rona N
170-®3. - Cm. mpeablAyLLY0 PEAAKLIMIO)

CTATbA 8. IMLUEH3UPOBAHUE NPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB U ®APMALIEBTUYECKOW
AEATENBbHOCTH

1. JlnueHanpoBaHMe NPOU3BOACTBA JIEKAPCTBEHHLIX CPEACTB M hapMaLeBTUYECKON AeATEeNbHOCTU OCYLLIECTBASIETCS B
COOTBETCTBUM C 3aKoHoAaTenNbLCTBOM Poccuiickon Pepepauun.

2. OO6si3aTenbHbIM YCNOBMEM MPEOoOCTaBMNeHUs JIULEH3MM Ha MPOM3BOACTBO JIEKAPCTBEHHbLIX CPEAcTB SBMSETCs
NPUNoOXeHWe K 3asiBEHUIO COMCKaTensl JNMLUEH3UWM TMepeyHst NeKapCTBeHHbIX copM u (Mnn) BUOOB hapMaLeBTUYECKUX
cy6CcTaHLMiA, KOTOpble NPOU3BOAMTENb NeKapCTBEHHbIX CPEACTB HAMEPEH NPOU3BOAUTb.

3. B cnyyae HeobxoamMMoCTn pacluMpeHns NPon3BOaCTBa NEKAPCTBEHHbLIX CPEACTB 3a CHET HOBLIX IEKAPCTBEHHLIX (DOPM U
BUAOB (papMaLeBTUYECKNX CybCTaHUuii Npon3BoanTENb NEKapCTBEHHbIX CPEACTB AOIMKEH MOAaTh B MULIEH3MPYHOLWMIA opraH
3asiBeHne 0 BHECEHUM U3MEHEHNI B PEECTP NULEH3MIA Ha NPOM3BOACTBO JIeKapCTBEHHbIX CPeacTB.

(YacTb B pepakumu, BBegeHHon B gencteme ¢ 13 aerycta 2019 roga ®enepanbHbiM 3akoHoM OT 2 aBrycta 2019 roga N
297-93; B pegakumm, BBegeHHon B genctene ¢ 1 mapta 2022 roga PenepanbHbiM 3akoHom oT 11 mnioHa 2021 rona N 170-93. -
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06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 Ctpanuua 19
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

CM. NpeablAyLYIo penakLmio)

4. JlnueH3nsa Ha Npon3BOACTBO JNIEKAPCTBEHHbIX CPEACTB (hapmaueBTUYECKOM CyOCTaHuuK cnvpTa TUIOBOro (3TaHona)
BblJAeTCs NPV YCMOBUM Hanuumsi y OpraHu3auum Ha npaBe COOGCTBEHHOCTU, XO3SWCTBEHHOrO BEAEHWS UMM onepaTUBHOMO
yrnpaBreHnst OCHOBHOIO TEXHOIOrMYeckoro obGopyaoBaHUS Ansi NMPOW3BOACTBA 3ITMIIOBOrO CRMPTA, 3aperMcTpupoBaHHOMO B
cooTBeTCcTBUM CcO cTatben 14 1 PepepanbHoro 3akoHa oT 22 Hos6pa 1995 rogpa N 171-d3 "O rocynapcTBEHHOM
perynvMpoBaHnM _MpPouM3BOACTBa M 06opoTa 3TUMOBOIO COMPTAa,_  anKoronbHOW W COMPTOCOAepXallen npoaykumm v ob
orpaHnYeHun NoTpebnenns (pacnuTrs) ankoronbHOW NRPOAYKLMUN".

(YacTb gononHuTenbHO BKMtoYeHa ¢ 29 gekabps 2020 roga $enepanbHbimM 3akoHoM oT 27 Aekabpa 2019 rona N 481-93)

KommeHTapui k ctatbe 8

CTATbA 8_1. OCOBEHHOCTU NULIEH3UPOBAHUA NMPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB
(PAPMALIEBTUYECKOU CYBCTAHLINU CINMTUPTA 3TUIMOBOIO (3TAHOIJA)

1. OdelicTBME NMLIEH3UM Ha NPOU3BOACTBO NIEKAPCTBEHHbLIX CpeacTB (dhapMaueBTUYECKON CybCTaHuumM cnupTa STUIMOBOMoO
(sTaHOna) npuocTaHaBnMMBaEeTCsl B 4acTM MpaBa Ha NpPOM3BOACTBO (PapMaLeBTUYECKOW CyOCTaHUMM chnvpTa STUIOBOMO
(3TaHona) NUUEH3NPYIOLMM OPraHoM B Crydasx, onpeneneHHbix ctatben 20 ®enepansHoro 3akoHa ot 4 maga 2011 rona N 99-
®3 "O nuLieH3MpoBaHMK OTAENbHbLIX BUAOB AEATENbHOCTU", a Takke Ha CPOK MPUOCTAHOBMEHMSI OENCTBUS NMUEH3UN Ha
Npon3BOACTBO STUMOBOIO CNUpTa ANns Npom3BoacTea hapMaLleBTUYECKOM cybCcTaHLmMy cnvpTa STUMOBOIO (3TaHona), BblAaHHOM
B cooTBeTCcTBUM C PeaepanbHbiM 3akoHOM OT 22 Hosabpa 1995 roma N 171-®3 "O rocynapcTtBEHHOM peryavpoBaHuu
Npom3BoACTBa U 060POTa ITUNOBOIO CAMPTA, aNKOrofbHOW U CAMPTOCOAERXKALLEN NPOAYKLINMN U 06 orpaHMyeHur noTpebneHus
(pacnuTung)_ankoronbHOW NpoayKLmun'”.

2. [lencTtBne nNUUEH3MM Ha NPOM3BOACTBO NIEKAPCTBEHHbIX CPeacTB (hapmaueBTNUYEeCKon CybGCTaHuumM cnvpTa 3TUOBOro
(sTaHona) B YactTu npaBa Ha MPOWM3BOACTBO (papmaueBTMYeckon cybCcTaHuMM cnvMpTa 3TUMOBOrO (3TaHomna) npekpaliaercs
NVLIEH3MPYIOLWMM OpraHoM B criyyasix, onpegeneHHbix cratben 20 PenepanpHoro 3akoHa ot 4 maga 2011 roga N 99-93 "O
OVLIEeH3MPOBaHNW OTAENbHbIX BUAOB AeATENbHOCTU", a Takke C AaTbl NPeKpalleHUs Unu aHHyNMpoBaHWS OEeNCTBUS NULEH3UN
Ha nNpov3BOACTBO JTWUMOBOrO ChNMpTa AN npou3BoacTBa hapmaueBTUdeckon cybcTaHumM cnmvpTa 3TUNOBOrO (3TaHona),
BblJaHHOW B cOOTBETCTBUN ¢ PenepanbHbiM 3akoHOM 0T 22 HosA6psa 1995 rona N 171-93 "O rocynapCTBEHHOM PErynvMpoBaHum
nNpounsBoacTBa 1 06opoTa 3TUAOBOIO CNMPTA, ankoronbHOM U CNMPTOCOAeRXKallen NpoayKumum 1 06 orpaHMyeHnn notpebnenns
(pacnuTuns)_ankoronbHOW NROAYKLN".

(Cratbst pononHuTenbHO BkNtodeHa ¢ 29 gekabpsi 2020 roga PenepanbHbiM 3akoHOM 0T 27 Aekabps 2019 rona N 481-93)

KommeHTapum k ctatbe 8 1

CTATbA 8_2. OCOBEHHOCTU NULEEH3UPOBAHUSA ®APMALIEBTUYECKOW OEATENBHOCTU B YACTU
OCYLWECTBJIEHUA ONMTOBOU TOPIrOBJ1A NEKAPCTBEHHbLIMW CPEACTBAMU

1. [OenctBue nuueH3MM Ha dapmaleBTUYECKYl0 OeATeNbHOCTb B YacTU  OCYLIECTBMEHUS ONTOBOW TOProsnuv
nekapcTBeHHbIMW CpeacTBaMu AN MeOMLMHCKOrO MpUMEHEHWs npekpawaeTcs JMUEH3VPYOLWMM OopraHoM B crnydasix,
onpegeneHHbix crtatben 20 PenepanbHoro 3akoHa ot 4 masa 2011 roga N 99-03 "O nuueH3nMpoBaHUU OTAENbHbIX BUAOB
AedTenbHOCTU", a Takke Mo peLleHnto NULUEH3MPYIOLEro opraHa, NPUHATOMY B COOTBETCTBUM C HacTosILeln YacTbio. B cnyyae
BbISIBITEHMS NMPY OCYLLECTBNEHWM dhefeparnbHOro rocyaapcTBEHHOIO KOHTpons (Haasopa) B cdhepe obpalleHust NekapCTBEHHbIX
CPEeACTB HapyLlUeHUs opraHusauven OnTOBOW TOProBMnM NekapCTBEHHbIMUM cpeacTBamm TpeboBaHmn yYacten 1-3 ctatbu 53
HacToduero denepanbHOro 3akoHa AEWCTBUE NUUEH3MM Ha dhapMaueBTUYECKYID AeSATEeNbHOCTb B YacTU OCYLLEeCTBMAEHMS
ONTOBOW TOProBfW NeKapCTBEHHbIMU CPeacTBaMu AN MEOULMUHCKOTO NPUMEHEHUS NMPUOCTaHaBMNMBAETCS B TEYEHWE AeCATU
paboymx OHeW CO OHA BbIABMNEHMSA YKa3aHHOro HapyleHus. [enctene nNuuUeH3MnM Ha apMaueBTUYECKYD OeATENbHOCTbL B
YacTU  OCYLUECTBNEHUA  OMTOBOW  TOProBNM  JNIEKAPCTBEHHbIMW  CPeACcTBaMM AN MEAMUMHCKOrO  NPUMEHEHUst
NpPMOCTaHaBNNBAETCA Ha CPOK, KOTOPbIA ONPEeAenaeTcs NUUEH3UPYIOWNM OpraHoM (HO He MeHee YeM Ha OAWH Mecsu), no
NCTEYEHUN KOTOPOro AEUCTBUE LAaHHOW NIMLEH3MM NOASIEXUT NPEKPALLEHMIO HA OCHOBAHMM PELLIEHMS NTMLEH3NPYIOLLEro opraHa,
3a UCKITOYEHMEM Cy4asi, YKa3aHHOro B YacTu 2 HACTOSILLEN CTaTby.

2. [enctBue nuueH3n Ha dapmaueBTUYECKYID [OeATeNbHOCTb B 4YacTM  OCYLECTBIIEHMS ONTOBOW  TOProBnu
nekapcTBeHHbIMU cpeAcTBamMu ANst MEOWLUUHCKOro MNpUMEHEHWs, OeNCTBME KOTOPOW MPUMOCTAHOBMEHO B COOTBETCTBUMM C
yacTblo 1 HacTosllen CTaTbu, NOAMNEXMT BO30OOHOBMEHWUIO B Cry4vyae, ecnu B Mepuop NPUOCTAHOBIEHMS OENCTBUSA OaHHOW
NMLEH3M B paMkax JocyaebHoro o6xkanoBaHUS peLleHue KOHTPOMNbHOro (HaA30pHOro) opraHa B 4acTu BbISIBNEHHOIO
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06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 Ctpanuua 20
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

HapyweHusa TpeboBaHun Yacten 1-3 ctatbm 53 HacTosulero eaepanbHOrO 3akoHa OTMEHeHO. B ykasaHHOM cnyvae aencTeume
NMUEH3NM Ha dhapMaLEeBTUYECKYHD AEATENbHOCTb B YacTU OCYLLECTBMEHMS ONTOBOW TOProBMW fieKapCTBEHHbIMWU CPEACTBAMMU
ANsi MEQULMHCKOTO NpUMeEHEHUs BO30OHOBNAETCS He NO34HEE O4HOro paboyvero AHS CO AHA OTMEHbI PELLUEHUST KOHTPOIBHOIO
(Haa3opHoro) opraHa.

(CtaTbs gononHuTenbHO BKkMoveHa ¢ 1 ceHTabpa 2023 rona PenepanbHbiv 3akoHOM 0OT 4 aBrycTta 2023 roaa N 428-93)

MonoxeHus ctatb 8 2 Hactosiwero ®PegepanbHOro 3akoHa Ha Tepputopusx [loHeukon HapogHow Pecnyonuku,
Jlyranckon HapogHown Pecny6nuku, 3anopoxckor obnact, XepcoHckon obnactn npumeHsoTes ¢ 1 ceHTsopsa 2024 roga - cm.
nyHKT 3 cTtatbu 3 PenepanbHoro 3akoHa ot 4 asrycra 2023 rona N 428-93.

KommeHTapum k ctatbe 8 2

CTATbSA 9. FTOCYOAPCTBEHHbIA KOHTPONb (HAA30P) B COEPE OBPALLEHUA NEKAPCTBEHHbIX
CPEAOCTB

1. FocyaapcTBEHHBIN KOHTPOMb (Haas3op) B cdepe obpalleHus nekapCcTBEHHbIX CPELACTB OCYLUECTBMSETCS NMOCPEACTBOM
defiepanbHOro rocy4apCTBEHHOrO KOHTponsi (Hags3opa) B cdpepe obpalleHusi nekapcTBEHHbIX cpeacTB v deaepanbHoro
rocygapCcTBeHHOro MULEH3UOHHOrO KOHTPONSA AeATernbHOCTU MO MNPOU3BOACTBY NEeKapCTBEHHbIX CPeacTB, OCYLEeCTBSeMbIX
denepanbHbLIMU OpraHaMuy UCMOSTHUTENbHOW BRiacTu, ynonHoMo4YeHHbIMy [paButensctBomM Poccuiickon ®egepaumn.

2. Mpegmetom dedepansbHOro rocyAapcTBEHHOrO KOHTpOns (Hagsopa) B cdiepe obpalleHust NeKapCTBEHHbLIX CPencTB
ABMNATCA:

1) cobrniogeHne obaszatenbHbix TpeboBaHun B cchepe obpalleHns NekapCTBEHHbIX CPEACTB, B TOM YMChE:

a) TpeboBaHWA K [OKMUHUYECKMM WCCIEOOBaHWUsSIM  JIEKapCTBEHHbIX CPEACTB, KMUHUYECKUM  WUCCNEAOBaHUAM
neKapCTBEHHbIX NpenapaToB, U3roTOBIIEHNIO, XpaHeHWIo, NepeBo3ke, BBO3y B Poccuiickyto deaepaumio, OTNycky, peanvsauum,
nepenave, NpofaXke NEKapCTBEHHbIX CPEACTB, MPUMEHEHMWI0 NeKapCTBEHHbIX MpenapaToB, YHUYTOXEHWUIO IEKapCTBEHHbIX
CPeACTB, YCTaHOBMEHUIO MPOU3BOAUTENSIMUA NEKAPCTBEHHbIX NMPEnapaToB LEH Ha NeKkapCcTBEHHbIE npenaparsl, BKIOYEHHbIE B
nepeYeHb XU3HEHHO HEOBXOANMbBIX U BaXXHEMLIMX NIeKapCTBEHHbIX MpenapaTos;

6) TpeboBaHMN K COOTBETCTBUIO TEKAPCTBEHHbIX CPEACTB, Haxogdwuxcs B obOpalleHuu, nokasaTensm KayecTBa,
3pdeKTUBHOCTN M BE30MACHOCTH, YCTAHOBINEHHBLIM B COOTBETCTBMU C HacToslum PenepanbHbIM 3aKOHOM;

B) TpeboBaHuii Kk cobnogeHuto cybbekTammn obpalleHNst NeKapCTBEHHbIX CPeacTB, YKa3aHHbIX B Yactu 1 cratbu 67_1
HacToduero ®eaepanbHOro 3akoHa, orpaHMyYeHnin, Hanaraemblx ctatbamu 67_1 1 67_2 HacTosuero PenepanbHOro 3aKoHa;

2) cono,u,eHme JNIMUEH3NOHHbIX Tpe6OBaHVII7I K OCyLLEeCTBIIEHUNIO cbapmaueBqueCKon AeATeNnbHOCTH;

3) cobniogeHve TpeboBaHMW K NpefocTaBneHuio cybbekTamu obpalleHust fekapCTBEHHbIX CPeAcTB MHgopmauum o
neKkapCTBEHHbIX cpeactBax W (Mnn) nekapcTBEHHbIX Mpenapartax, npegycMoTpeHHow crtatbamu 9 1, 52 1, 52 2 n 64
HacTosulero PeaepanbHOrO 3aKOHa;

(MyHKT B pegakuun, BBeaeHHoOM B aencteue PeaepanbHbiM 3akoHoM oT 30 aHBapa 2024 roga N 1-93. - Cm. npeabiayLyto
penakuuio)

4) cobniogeHve npegycMOTPeHHbIX cratbent 55 1 Hactosulero dPenepanbHOro 3akoHa TpeboBaHU K NpoBeAeHuto
3KCMEPUMEHTa MO OCYLLUECTBIIEHUIO PO3HUYHOW TOPrOBMNM feKapCTBEHHBLIMU Mpenapatamu Ans MEeAULMHCKOrO MpUMEHEHUS,
oTnycKaembIMU1 MO PeLenTy Ha fiekapCTBEHHbIN Npenapart, QUCTaHLMOHHBIM CrIocoGoM.

(MyHKT gononHuTenbHO BKoYeH ¢ 1 mapTta 2023 roga PenepansHbiv 3akoHoM OT 20 okTabps 2022 roga N 405-93)

lMonoxeHus nyHkTa 4 YacTum 2 HacTosilwen cTaTtbu npumeHsalTca Ao 1 mapta 2026 roga - CM. OYHKT 2 cTatbu 2
denepanbHoro 3akoHa ot 20 okTabpsa 2022 roga N 405-P3.

2 1. B uensix obecneyeHusi rocymapCTBEHHOro KOHTpons (Hag3opa) B cdepe obpalleHusi NekapCTBEHHbIX CPEACTB
denepanbHbIn - OpraH  MCMOMHUTENbHOW  BNacTW, OCYLLECTBASIOWMNA rOCygapCTBEHHYO pPerncTpaumio  fekapCTBEHHbIX
npenapaToB, NPeaocTaBnsaeT deaepanbHOMY OpraHy MCMOSHUTENbHOW BiacTu, OCyLLecTBRALWeMY (PyHKLMM NO KOHTPOSO U
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06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 CrtpaHuua 21
roga)

®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

Haa3opy B c¢)epe 3ApaBOOXpaHeHnd, No ero 3arnpocy B pamMkax MexsegoMCTBEHHOro MH(*)OpMaLI,VIOHHOFO B3aMMOLENCTBUA B
nopsaake, yCTaHOBJIEHHOM YyKa3aHHbIMU (beﬂ,epafleblMM opraHamu WCNONHUTENbHOM BnacTu, cnegywuime csegeHuna o
neKkapcTBEHHbIX CpeacTBax, B TOM YMchne B Criydae, ecriv Takue cBefeHnsi COCTaBNAT KOMMEPYECKYO TalHy:

1) cBegeHuns o hapmaueBTUYECKon cybcTaHumm:

a) HanmeHoBaHue hapmaLieBTU4ecKon cybcTaHumm, ee CTpykTypa, obLime CBOMCTBA;

6) HaumeHOBaHWe 1 agpec NPon3BOAUTENS;

B) CBOMCTBA U CTPYKTypa AENCTBYHLLNX BELLECTB;

r) XapakTepucTuka npuMecen;

4) cneundukaumsa Ha papmaueBTUYECKYO cybCTaHUMo U ee 060CHOBaHME;

€) aHanuTM4eckne MeToauKM, UCTIONb3yeMble NPU OCYLLECTBIEHUM KOHTPOMNS KadecTBa hapMaLeBTUYecKon cybcTaHunm;
X) pe3ynbrathl aHaNn30B cepuin hapmaueBTUYeckon cybcTaHumm;

3) nepeyveHb CTaHOapTHbIX 0OpasLoB MMM BeLeCTB, MWCMOMb3yeMbiX MpPU  OCYLUECTBIIEHUM KOHTPONSA KayecTsa
dapmaLeBTMYECKOM CyBCTaHUuK;

1) onMcaHne xapakTepuCcTMK U CBOMCTB YNakoBOYHbIX MaTepUanoB 1 YKYNopoYHbIX CPEACTB;

K) A@aHHble 0 cTabunbHOCTN hapMaLueBTUYeCcKon cybcTaHumu;

) CPOK rogHoCTY;

2) cBegeHUs 0 NekapCcTBEHHOM npenaparte Anst MEAULMHCKOTO NPUMEHEHWS:

a) onucaHne 1 cocTaB NeKapCTBEHHOIO Npenapara Ans MeguUMHCKOro NpUMeEHEHUS;

0) onucaHne dapmaueBTU4eckorn paspaboTkm (06ocHOBaHMeE BbibOpa cocTaBa, NEPBUYHON YNAKOBKN);

B) HanMeHoBaHMe 1 agpec MecCTa OCyLlleCTBlieHUA npou3BoACTBa JieKapCTBEHHOro npenapata Anda MeauunHCKoro

NnpUMeHeHnA (B Ccliydae Hannyma HecCKONbKUX y4YaCTHUKOB Mpouecca npouseoactea HeO6XOJJ,VIMO YKasaTb HanMeHoBaHue u
afpec Kaxaoro u3 Hux);

F) MI/IKpO6I/IOJ'IOFI/I‘-IeCKVIe XapaKTepPUCTUKN;

ﬂ,) onncaHmne Xxapaktepuctumk n CBOWCTB YNaKoOBOYHbIX MaTtepunasnioB U YKYNnopO4HbIX CPEOCTB,

e) Tpe6OBaHVI$-| K Ka4eCTBY BCrnomMoraTtesnbHbIX BELECTB;

)K) aHannTn4yeckne MeToaunku, ncnonbdyemMble Npu OCyLLEeCTBIIEHNN KOHTPOIA Ka4eCTBa BCnomMoraTtesibHbIX BELEeCTB;
3) cBegeHns 06 Mcnonb3oBaHMM BCMOMOraTerbHbIX BELLECTB YENOBEYECKOIO N XKMBOTHOIO NPOUCXOXOEHUA;

I/I) cBegeHns 06 Mcnonb3oBaHMM HOBbLIX BCOMOraTefbHbIX BELLECTB;

K) TpeboBaHUsI K Ka4ecTBY NeKkapCTBEHHOro npenaparta Ans MeAULMHCKOro NpUMeHeHUst (cepTudmkart, cneundpukaums Ha
nekapcTBEHHbI Npenapar u nx o6ocHoBaHue);

n) aHanUTU4YecKMe MeTOAUKM, UCMOorb3yeMble MPU OCYLLECTBIIEHUM KOHTPOMS KayecTBa JiekapCTBEHHOro rnpenapaTta ans
MEANLIMHCKOIO MPUMEHEHUS;
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M) pe3yrbTaThl aHanM3oB cepuii NekapCTBEHHOIO Npenapara Ans MeauLUMHCKOro NPpUMEHEHUS;
H) XapakTepucTmKa npumecen;

0) nepeyeHb CTaHOAPTHbLIX O0OpPAa3sUOB, WCMOMb3YEMbIX MPW OCYLLECTBMEHUM KOHTPOMS KayecTBa JleKapCTBEHHOO
npenapara ansi MeauuUHCKOro NpUMEHEHUs;

M) AaHHble O CTabWUbLHOCTY NeKapCTBEHHOIO Npenapara Ans MeaUUMHCKOrO NPUMEHEHUS;
3) OTYEThI O OKNMHUYECKUX UCCTEeA0BaHMSX;

4) OTYEThI O KITMHUYECKUX NCCNENOBaHUSIX;

5) macTep-thain cuctemMbl hapmakoHaa3opa;

6) NNaH ynpasneHusi puckamm.
(Yactb gononHuTensHO BKNtoveHa PeaepanbHbiM 3akoHoM oT 30 aHBapsa 2024 roaa N 1-93)

3. MNpu ocywiecTBneHnn deaepanbHOro rocyaapCTBEHHOrO KOHTponst (Hag3opa) B cdepe obpaleHns nekapCTBEHHbIX
CpeacTB NPoBOASATCH criedytoLlme Buabl KOHTPOmMbHbIX (HaA30PHBLIX) MEPOMNPUATUIA

1) LoKyMeHTapHasi NpoBepKa;

2) Bble3gHasi NpoBepKa;

3) BbIBOPOYHBIN KOHTPOIb Ka4ecTBa;

4) KOHTPONbHAaA 3aKyrkKa;

5) MHCNEKUNOHHBIV BU3UT;

6) HabnogeHve 3a cobniogeHnem obs3aTenbHbIX TpeboBaHW (MOHMTOPUHE Be3onacHocTu) (hapmakoHaasop).

4. OpraHmsaums 1 ocyllecTBneHne dedepanbHOro rocygapCTBEHHOrO KOHTponsi (Hagsopa) B cdepe obOpalleHus

nekapcTBeHHbIX cpeacTB perynupytotcs PenepanbHbiv 3akoHoMm oT 31 uona 2020 roga N 248-903 "O rocynapcTtBeHHOM
KOHTpone (Haa3ope) 1 MyHuLmMnanbHOM KoHTpone B Poccuickon Peaepauun”.

5. BHennaHoBbIN BbIGOPOYHbIA KOHTPOSb KavyecTBa NPOBOAMTCS B TOM YMCIle HA OCHOBaHUW NPOrpamMMbl MPOBEPOK.
6. MnaHoBbIN BbIGOPOYHBIN KOHTPOSb Ka4ecTBa He NPOBOAUTCA.

7. Mo pesynbraTtam BbIGOPOYHOrO KOHTPOMS Ka4ecTBa Hapsidy C pelleHnsiMu, npegycMoTpeHHbIMK PefepanbHbiM 3akoHOM
ot 31 mona 2020 roga N 248-03 "O rocyaapCTBEHHOM KOHTROMNE (Haa3ope) M MyHuuMnanbHOM KOHTpone B Poccuiickon
denepaumun”, degepanbHbIMUM OpraHamn MCMOMHUTENbHOW BMAacTW, YMNONHOMOYEHHbIMU Ha OCYLLECTBeHWe BblIGOPOYHOro
KOHTPONS Ka4ecTBa, NPUHMMAIOTCS Criedylolme peLleHus:

1) o panbHelweM rpaxgaHckom obopoTe cepuK, MapTUM COOTBETCTBYHOLLETO feKapCTBEHHOrO cpefcTBa B Cryyae
MOATBEPXKOEHWUS MO pesynbratam MPOBEAEHHbIX WCMbITAHWA COOTBETCTBMSI KayecTBa J1eKapCTBEHHOMO CpeacTsa
yCTaHOBMNEHHbLIM TPeBGoBaHUAM;

2) 06 u3bATMM U3 rpaxgaHckoro obopoTa cepuu, MapTUM COOTBETCTBYIOLLErO NeKapCTBEHHOrO CpeacTBa B cryyae
BbISIBIEHNS NO pe3yrkTaTaM NpoBeAeHHbIX UCTbITaHWIn HECOOTBETCTBUSI Ka4YeCTBa NEKapCTBEHHOMO CPeacTBa YCTaHOBIEHHbLIM
TpeboBaHusaMm;

3) 0 nepeBoae NEKapCTBEHHOIO CPEACTBa Ha MOCEPUIiHBIN BbIOGOPOYHbIA KOHTPOMb KaYecTBa NEKapCTBEHHLIX CPEACTB B
cryyae NOBTOPHOMO BbISIBNIEHNSI HECOOTBETCTBUSI Ka4eCTBa NEKAPCTBEHHOMO CPeACTBa YCTAHOBIEHHbLIM TpeboBaHusM U (Npu
HeobXxoauMOCTM) O rnpoBepke cybbekTa obpalleHusi JlekapcTBeHHbIX cpeacTB. Pacxodbl, CBsi3aHHble C NpPoBEAEHUEM
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06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 CTtpanuua 23
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

ﬂOCGpVIVIHOI'O Bbl60p0‘-IHOFO KOHTpOI4, onna4vynBakoTcAa npoun3BoanTenemM JeKapCTBeHHOro cpeactea nmbo aepxarenem unm
Bnagenbuem permcTtpaulmnoHHOro yaoctoBepeHund nekapCcTtBeHHOro npenapara.

C 1 ceHTa6ps 2024 roga PenepanbHbiM 3akoHoMm oT 30 saHBapsa 2024 rona N 1-P3 B yacTb 7 HacTosilen ctatbn byayt
BHECEHb! U3MEHEHNS.

8. ®epneparnbHbIN roCyaAapCTBEHHbIN JIMLEH3NOHHBIA KOHTPOSb OEeATENbHOCTU MO NPOM3BOACTBY JIEKAPCTBEHHbLIX CPEACTB
OCYLLECTBSIETCH B COOTBETCTBMU C 3aKoHoAaTenbcTBOM Poccuitckon ®egepaumn.

(CtaTtbs B pegakuun, BBedeHHol B gerictane ¢ 1 nonsa 2021 roga ®enepanbHbiv 3akoHoM oT 11 mioHs 2021 rona N 170-
®3. - CM. NpeaplayLyio peaakLmio)

KommeHTapui k ctatbe 9

CTATbA 9_1. MPOrPAMMA MNMPOBEPOK

1. B uensx opraHusaumm BbIGOPOYHOrO KOHTPONS KAYeCcTBa NeKapCTBEHHBIX cpeAcTB (hOpMUPYETCs NporpaMma npoBepoK.

2. [Ona uenen peanusauuy nporpamMmMbl MPOBEPOK MPOU3BOAWUTENM NEKAapCTBEHHLIX CPEeOcTB W opraHu3auuu,
OCYLIECTBNAOLIME BBO3 NeKapCTBeHHbIX cpeacts B Poccuiickyto ®enepaumio, NpeaocTaBnsioT B OTHOLLEHUN NEKapCTBEHHbIX
CPeacTs AN MEOWLUMHCKOTO MPUMEHEHWS B YMNOMHOMOYEHHbI  dhedeparnbHblit  OpraH  WCMOMHWUTENbHOM  BracTw,
OCYLLECTBNSIOLLMIA (OYHKLMM MO KOHTPOIIO M HaA30py B chepe 3apaBoOXpaHeHUsl, B OTHOLLEHUW NEKAPCTBEHHbIX CPeacTB Ans
BETEPUHAPHOTO NPYMEHEHMSI B YNOMTHOMOYEHHbIN heaepanbHbliii opraH UCMOMHUTENBHOWM BacTu, OCYLECTBSIOWMIA PyHKLUM
Mo KOHTPOSO 1 HaA30py B cdepe obpalleHnsi NIeKapCTBEHHbIX CPEACTB AN BETEPUHAPHOIO NPUMEHEHUs!, CBeeHUs O CEpUSIX,
NapTUsIX NeKapCTBEHHbIX CPEeACTB, MOCTyNallWmUX B rpaxaaHckuii o6opoT B Poccuiickoin defepauum, B Nopsiake, cocTaBe U
o6beMe, YCTaHOBIMEHHbIX yKasaHHbIMU dedeparibHbIMU OpraHamy UCMOMHMTENBHOW BMAacTU B OTHOLIEHUW NEKAapPCTBEHHbIX
CpeacTB ONs MEAUUMHCKOrO MPUMEHEHWSI M B OTHOLUEHWM NEKapCTBEHHbLIX CPeACTB [ONA BEeTEPUHAPHOrO MNpUMEHEHUs
COOTBETCTBEHHO.

3. MNporpamma npoBepok POpMMPYETCA Ha KarneHnaapHbii rog B cpok o 30 gekabps roga, npedllecTBYHOLWEro rogy
npoBeaeHNs BbIGOPOYHOIrO KOHTPOIS.

4. B cnyyae HacTynneHus coObITMW, ykasaHHbIX B [oAmyHkTax "6" m "B" nyHkTa 2 4yactu 6 HacTosulen CcraTtby,
defepanbHbIM - OpraHoM  UCMOMHUTENBLHON BNacTW, OCYLLECTBASIOWMM  YHKLUUMW NO KOHTPOM W Hapsopy B cdepe
30paBooxpaHeHuns, deaeparnbHbIM OpraHoOM UCTONMHUTENBHOW BNAacT, OCYLLECTBAAWNM (DYHKLMU MO KOHTPOMO U Haa3opy B
chepe obpalleHns neKapCTBEHHbIX CpeacTB AN BETEPUMHApPHOrO MPMMEHEHWs, MNpu  HeobOXOOMMOCTM  BHOCSITCS
COOTBETCTBYIOLLNE U3MEHEHUSA B MPOrpaMmMy NpoBEPOK.

5. B nporpammy npoBepoK MOryT BKNOYaTbCS MEPOMNPUSATUSA C YY4ETOM HAPYLUEHUN, BbISBIIEHHbIX B paMKaX KOHTPOMbHbIX
(Haa30pHbIX) MEpPONPUATUIA 3a NPeabIAYLLMIA KaneHgapHbIn rog.

6. NMporpamma NpoBEPOK COOEPXKUT:

1) nepeyeHb NeKapCTBEHHbIX CPeacTB, OTOOp 06pasLoB KOTOPbIX OGydeT OCYLEeCTBNATbCA B pamMKkax BblGOPOYHOro
KOHTPOSsS, (DOPMUPYEMBIN C YY4ETOM Pe3yNibTaToB rocy4apCTBEHHOIO KOHTPONS (Haasopa) B cchepe oGpalleHnst NekapCTBEHHbIX
CpeacTB 3a kaneHaapHblii rod, NPeALecTByoLWUA rogy NpoeeaeHUst BbiIGOPOYHOro KOHTPOSS;

2) ykaszaHue Ha cobObITME, HAaCTYMNEHNE KOTOPOro SIBMSIETCS OCHOBaHWMEM AJ1S1 OCYLLECTBIEHMS] BbIGOPOYHOIO KOHTPOS:

a) noryyeHWe CBEOEHWiA, NpeacTaBnsiemMblx B cocTaBe M OObeme, YCTAHOBIEHHbIX dedeparnbHbIM  OpraHoM
WCMOMHUTENBHON BRAcTW, OCYLLECTBRSOWMM (DYHKLMM NO KOHTPOM U Hag3opy B cdpepe 3apaBooxpaHeHus, dheaeparnbHbIM
OpraHoOM UCMONHUTENbHOM BRACTM, OCYLLECTBASIOWMUM DYHKLUM NO KOHTPOIO 1 Haa30py B cdhepe obpalleHmst nekapCTBEHHbIX
CPEeAcCTB Ansi BETEPMHAPHOIo NPUMEHEHWS!, O CepusiX, NapTUsIX NeKapCTBEHHbIX CPEACTB, NOCTYNAaLWMX B FpaXaaHCKkuin o6opoT
B Poccuiickon defnepaumu, ykasaHHbIX B NyHkTe 1 HacTosiwei 4acTu, opraHu3auusiMu, OCYLUECTBRSIOWMMA NPOU3BOACTBO
nekapcTBeHHbIX cpefcTB B Poccuiickot depepauum 1M BBO3 NeKapCTBEHHbIX cpedactB B Poccuiickyto depepaumto, 3a
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06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 CTtpanuua 24
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

WCKITIOMEHMEM CEPUI UMK NapTUIA JIeKapCTBEHHbLIX MPenapaToB, yKasaHHbIX B YacTn 4 ctatbn 52 1 u Yactm 6 cratbun 52_2
HacTosulero ®eaepanbHOro 3aKoHa;

(MognyHKT B pepakuun, BBegeHHow B aAenctene PepepanbHbiM 3akoHoM OT 30 sHBapa 2024 ropa N 1-93. - Cwm.
NReAbIAYLLYI0 PefaKumio)

©0) nony4eHne NocTynawLwen B Nopsiake, yCTaHOBNEHHOM cTaTben 64 HacTosulero denepanbHOro 3akoHa, MHpopmaumm o
NoBOOYHbIX OENCTBUSX, HEXENATENbHbIX peakunsix, CEPbE3HbIX HeXenaTenbHbIX peakumsix, HenpeaBUAEHHbIX HexXenaTernbHbIX
peakuusix npyv MPUMEHEHUN TEKapCTBEHHbIX MpenapaTtoB, 06 uWHAMBUAOYANbHOW HEMEPEHOCUMOCTW, OTCYTCTBUM
3P hEKTUBHOCTN NEKAPCTBEHHBIX NPENapaToB, a Takke 06 MHbIX hakTax U OBCTOATENLCTBAX, MPEACTABMSALLMX YrpO3y XKU3HU
UNU 300pPOBbI0 YeroBeka NMOO >XMBOTHOTO MpU MPUMEHEHUM NEKApCTBEHHbIX MPEenapaTtoB WM BbISIBNEHHbIX Ha BCex aTanax
ob6palLeHns nekapcTBeHHbIX NpenapaToB B Poccuiickon ®egepaumm n apyrux rocyaapcrseax;

B) monyyeHue B cootBeTCcTBMU C PeaepanbHbiM 3akoHom oT 31 mons 2020 roaa N 248-®3 "O rocyaapCTBEHHOM KOHTRONe
(Hap3ope) v MyHuUMnanbHOM KoHTpone B Poccuiickon Pepepauun” cBegeHUn O NpUYMHEHUM Bpeda wnn ob yrpose
NPUYMHEHNS Bpeaa XN3HW, 300POBbLI0 rpaXkaaH UM XXUBOTHbIX.

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

KommeHTapum k ctatbe 9 1

CTATbA 9_2. I'QCY.D,APCTBEHHbIVI KOHTPOI1b (HAA3O0P) 3A PEANU3ALINEN OPrAHAMU
MCNONHUTENIbHOU BJIACTU CYBBEKTOB POCCUNCKOU ®EAEPALIUM NMOJTHOMO4YMNU B COEPE
OBPALLEHWA NEKAPCTBEHHbBIX CPEACTB And MEAULUMHCKOIO NPUMEHEHUA

1. locynapcTBEHHbIN KOHTPOMNb (Haa3op) 3a peanu3aumen opraHamu UCMNOMHUTENbHOM BnacTn cybbekToB Poccuiickon
denepaumn nonHoMouui B cdepe 06paLleHns NekapCTBEHHbIX CPEACTB AN MEeAULUMHCKOrO NPUMEHEHWUsI OCYLLECTBMAETCS
ynornHomMouveHHbIM MpaButensctBom Poccuiickon degepauum opraHom UCMONHUTENbHOM BNacTu.

2. MNpeameTom rocygapCTBEHHOIO KOHTPOMsA (Hags3opa) 3a peanvsauuein opraHamu UCMOMHUTENBHON BracTM cybbekToB
Poccuinckon Pegepaumm nonHomoumii B cdpepe oOpalleHnsi NeKapCTBEHHbLIX CPEACTB AN MEOULMHCKOTO MpPUMEHEHUS
ABNAeTca cobnogeHne ynonHOMOYEHHBIMM OpraHamMu UCNONHUTENBHOM BracTu cybbekToB Poccuiickon depepauum MeToankm
YyCTaHOBMNEHMS NpedenbHbIX pa3MepoB ONTOBbIX HAAGaBOK W NpedernbHbIX Pa3MepoB PO3HUYHbLIX HaAbaBOK K (haKTUHECKUM
OTMYCKHbIM LEHaM, YCTaHOBIEHHbIM MNPOU3BOAUTENSAMM IEKAapCTBEHHbIX MpenapaTtoB, Ha IeKapCTBEHHbIE Mpenaparsl,
BKIIOYEHHbIE B NEpPeYeHb XXN3HEHHO HEOOXOOUMbIX U BaXXHEMLLUNX NEKAPCTBEHHbIX NpenapaTtoB.

3. Mpu ocyllecTBNEHMN rOCYNapCTBEHHOTO KOHTPOMs (Hag3opa) 3a peanusauueint opraHamu UCMOMHWUTENbHOW BRacTu
cybbektoB Poccuiickon defepaumm norHoMouMin B cdpepe obpalleHusi rekapCTBEeHHbIX CPeacTB Ans MeAULMHCKOro
NpUMEHEHWs NPOBOASATCS criedytoLwmne Buabl MepPONpPUSTUIA;

1) LOKyMeHTapHbIe NPOBEPKY;
2) Bble3gHble NPOBEPKMU.

4. OpraHusaumst 1 OCyLLEeCTBNEHNE roCydapCTBEHHOIO KOHTPONs (Hag3opa) 3a peanusauven opraHaMmm UCMNOMHUTENBHON
BnacTn cybwektoB Poccuiickon ®enepaumm nonHOMoOYMA B cdepe obpalleHns NeKkapCTBEHHbIX CPeacTB ANs MeaULMHCKOro
npumeHeHns perynupytotcs PenepanbHbiM 3akoHOM 0T 6 okTsa6pa 1999 roga N 184-93 "O6 obuimx npuUHLIMNax opraHvMsammn
3aKoHoAaTeNbHbIX (MPeaCcTaBUTENbHBIX) U WCNOMHUTENbHbLIX ORraHOB TrOCYAAaRCTBEHHOW BRactu cyobekToB Poccuiickon
Penepauun”.

5. MNMonoxeHne o rocygapCcTBEHHOM KOHTpore (Haasope) 3a peanu3aunen opraHamn UCNONHUTENBHOM BNacTu CyObeKToB
Poccunckon degepaumm nomHomoumii B cdpepe oOpalleHusi NeKapCTBEHHbLIX CPEACTB AN MEOUUUHCKOTO MpPUMEHEHUs
yTBepxaaetcs [paButenscTBom Poccunckon ®egepaumu.

(Cratbst gpononHuTeneHo BkMNtodeHa ¢ 1 nonsa 2021 rona PenepansHbiv 3akoHoM oT 11 uioHa 2021 rona N 170-93)

KommeHTapum k ctatbe 9 2

CTATbA 9_3. PETMOHANbHbIVN TOCYAAPCTBEHHbIAN KOHTPOIb (HAQ30P) 3A MPUMEHEHUEM LIEH HA
NEKAPCTBEHHbBIE NMPENAPATbI, BKITFOYEHHbIE B MNEPEYEHb XXUBHEHHO HEOBXOOUMbIX U
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06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 Ctpanuua 25
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

BAXHEWLUUX NEKAPCTBEHHbIX MPENAPATOB

1. PervoHanbHbIi rocyAapCTBEHHbIN KOHTPONb (HAg3op) 3a MNPUMEHEHMEM LEH Ha JekapCTBEHHble npenaparbl,
BKITIOYEHHbIE B NEpeYeHb XXM3HEHHO HEeoOXOOMMbIX U BaXKHEMLIMX NeKapCTBEHHbIX MpenapaTtoB, OCYLUECTBISIETCS OpraHom
UCMONHUTENbHOM BnacTu cybbekta Poccuiickon ®Pegepaumy, YNOMHOMOYEHHBIM  BbICLUMM  UCMOMHUTENbBHBIM  OPraHoMm
rocygapctBeHHoON Bnactu cybbekta Poccuickon denepaumm.

2. lNpeOMeToM pervoHanbHOro rocyqapCTBEHHOTO KOHTPONs (Haasopa) 3a NPUMEHEHWEM LEeH Ha fekapCTBEHHble
npenapatbl, BKIOYEHHbIE B MEPEYEHb >XU3HEHHO HEOOXOAMMBIX W BaXKHEMLUMX JIEKAPCTBEHHbLIX MpenapaTtoB, ABMSAETCA
cobnogeHne  opraHuMsauMsiMM - OMNTOBOW  TOPrOBMWM  FIEKAPCTBEHHbIMWM  CPEACTBAMW,  anTeYHbIMW  OpraHmM3aumsMu,
WHAMBMAOYANbHBIMY NPeanpUHUMATENSMMU, MMELWUMM NINLEH3NIO Ha apMaLeBTUYECKY0 OEeSTENbHOCTb, MELUUMHCKAMM
OopraHv3auusiM1, MMEeLMMM NULEH3UI0 Ha (apMaLeBTUYECKY0 OESTENbHOCTb, U MX 060COBNeHHbIMU NoapasgeneHmsaIMm
(ambynatopusimu, denbawepcknMy n enbaLepcKo-akyLIEPCKUMWN NyHKTaMK, LeHTpamu (oTaeneHusamu) obuien BpavebHom
(ceMeiHo) NpakTWKK), PacnonOXeHHbIMU B CEMbCKMX HAaceneHHbIX NMyHKTaxX, B KOTOPbIX OTCYTCTBYHOT anTe4YHble opraHu3auuu,
npy peanusauun rnekapcTBEHHbIX npenapaTtoB TpeboBaHWI K MPUMEHEHUIO LIEH, YPOBEHb KOTOPbIX HE OOIMKEH MpeBbIaTh
CyMMY (paKTU4YECKOM OTMYCKHOW LEHbl, YCTAaHOBIEHHOW MPOM3BOAMTENEM JEKAPCTBEHHbLIX MpenapaTtoB, U KOTOpble He
NPEeBbILIAKT 3apernCTPUPOBAHHbIX MpeAerbHbIX OTMYCKHbIX LEH, U pa3MepoB ONTOBbLIX HAAOaBOK U (MNN) pa3mMepoB PO3HUYHBLIX
HanbaBoOK, He NpeBbILIAKLWMNX COOTBETCTBEHHO Pa3MepoB NpederbHbIX ONTOBbIX HAA0aBOK M (MnM) pa3mMepoB MNpedernbHbIX
PO3HUYHbIX HAA0aBOK, YyCTAHOBMEHHbIX B CyObekTe Poccuiickon degepauun.

3. OpraHu3aumsi 1 OCYyLLEeCTBIIEHUME PEernoHanbHOro rocygapCTBEHHOIO KOHTpons (Hags3opa) 3a MPUMEHEHWEM LEH Ha
nekapcTBeHHble MpenapaTbl, BKIOYEHHbIE B MepeyYeHb XN3HEHHO HEOOXOAMMBIX U BaXKHEMLIMX FleKapCTBEHHbLIX NpenapaTos,
perynupytotca PenepanbHbim 3akoHom oT 31 uona 2020 ropa N 248-®3 "O rocynapcTBEHHOM KOHTpone (Haasope) u
MYyHULMNansLHOM koHTpone B Poccunckon ®enepavimmn”.

4. lMonoxeHne O pervoHanbHOM rOCyAapCTBEHHOM KOHTporne (Hag3ope) 3a MpUMEHEHMEM LeH Ha NeKapCTBeHHble
npenapaTtbl, BKMOYEHHbIE B NepeYveHb XU3HEHHO HeOobXOoAMMbIX M BaXKHEWLUMX NEeKapCTBEHHbIX npenapaToB, yTBepXaaercs
BbICLLUMM MCMONHUTENBHBLIM OPraHOM rocyaapCcTBEHHON BrnacTh cybobekTa Poccuickon degepauuu.

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

KommeHTapum k ctatbe 9 3

CTATbA 9_4. ®EQEPANbHbIA TOCYOAPCTBEHHbIW NIULEH3UOHHbLIW KOHTPOMNb AEATENBHOCTU NO
NnPOU3BOACTBY NEKAPCTBEHHbLIX CPEOCTB

1. ®egepanbHbI rOCyAapCTBEHHbIW NMNLEH3MOHHbBIA KOHTPOMb AESTENbHOCTM MO NPOU3BOACTBY NeKapCTBEHHbLIX CPEACTB
ocyulecTBnsieTca dedeparnbHbIMXU OpraHamMu WUCMOMHUTENbHOW BMACTW, YMNOMHOMOYeHHbIMKU [paBuTenscTBOM Poccuiickon
degepaumm.

2. ®epeparnbHbI FOCYOAPCTBEHHbIA NMULIEH3UOHHBIN KOHTPOMNb AEATENBbHOCTM MO NMPOU3BOACTBY NEKAPCTBEHHbIX CPEACTB
ocyLlecTBrnsieTcs B cooTBeTcTBuMM ¢ PeaepanbHbiM 3akoHoM oT 4 maga 2011 roga N 99-®3 "O nuiieH3MpoBaHMM OTAENbHbIX
BUAOB AeatensHocTn" n PenepansHbuiM 3akoHoM o1 31 mons 2020 roaa N 248-93 "O rocynapCTBEHHOM KOHTRoMe (Haasope) v
MyHULMNaNbLHOM KOHTpone B Poccuiickon Peaepauun”. B pamkax denepanbHOro rocyaapCTBEHHOro NIMLEH3NOHHOIO KOHTPONSA
OEeATenbHOCTU MO NPOM3BOACTBY JIEKAPCTBEHHLIX CPEACTB MITAHOBbIE KOHTPOMbHble (HAO30PHbIE) MEpPONpUATUS  He
NPOBOAATCHA, MNpVM STOM NPOBOAUTCS MNepUoaMYecKkoe MOATBEPXKAEHWE COOTBETCTBUS JULEH3MATOB  JINLIEH3UOHHBIM
TpeboBaHuaM B cooTBeTCcTBUMN ¢ PeaepanbHbiv 3akoHoM oT 4 mas 2011 roga N 99-03 "O nuvueH3npoBaHnn oTAeNbHbIX BUAOB
nesarenbHocTun".

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

KommeHTapum k ctatbe 9 4

MMABA 5. PA3BPABOTKA, DOKINTMHNYECKUE UCCIJIEAOBAHUA NEKAPCTBEHHbBIX CPEACTB, A TAKXE
KIMMHWYECKUE UCCINEAOBAHUA JIEKAPCTBEHHbIX MPENAPATOB ANA BETEPUHAPHOIO MPUMEHEHUA

CTATbA 10. PASPABOTKA NNIEKAPCTBEHHbIX CPEACTB

[okymeHT coxpaHeH ¢ nopTana docs.cntd.ru — anekTpoHHoro coHaa n3 6onee 70 000 000 HOpMaTUBHO-NPABOBbLIX Y HOPMATUBHO-TEXHUYECKUX AOKYMEHTOB


http://docs.cntd.ru/
http://docs.cntd.ru/document/565415215#64U0IK
http://docs.cntd.ru/document/603816816#BQS0P5
http://docs.cntd.ru/document/1304557472#7E40KC
http://docs.cntd.ru/document/902276657#7D20K3
http://docs.cntd.ru/document/565415215#64U0IK
http://docs.cntd.ru/document/902276657#7D20K3
http://docs.cntd.ru/document/603816816#BQS0P5
http://docs.cntd.ru/document/1304557472#7EE0KH

06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 CTtpaHuua 26
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

1. Pa3spaboTka nekapCTBEHHbIX CpPEeACTB BKIOYAeT B CeOsi MOMCK HOBbIX (DapMakonornyecks akTUBHbIX BELLECTB,
nocregytoLlee U3y4yeHne ux fekapcTBEHHbIX CBOWCTB, AOKIIMHUYECKME UCCNENOBaHMSA, pa3paboTKy TEXHONMOrMi NPOM3BOACTBA
(hapmaLeBTUYecknx cybCcTaHLmMin, pa3apaboTKy COCTAaBOB U TEXHOMOIMIA NPON3BOACTBA NeKapCTBEHHbIX NpenapaToB.

2. dMHaHcoBoe obecrneveHne pas3paboTkM NeKkapCTBEHHbLIX CPEACTB OCYLLECTBNSAETCS 3a CHET:

1) cpencTts cbenepansHOro GroaxeTa;

2) cpencTB pa3paboTyunKoOB NEeKapCTBEHHbIX CPEACTB;

3) cpencTe r|p0|/|3|30,u,|/|Ter|e17| NNeKapCTBEHHbIX CpencTB Npu BbIMONTHEHNN HAayYHO-UCCneaoBaTelibCKNX pa60T no gorosopy
Mexay pa3p860T'~II/IKOM JIeKapCTBEHHbIX CpeacTB U Npon3BognuTeNeM nekapCTBeHHbIX CPeancCTB;

4) nHbIX He 3anpeLLeHHbIX 3akoHoaaTensCcTBoM Poccuickon ®egepaumm MCTOMHUKOB.
3. lNpaea pa3paboTymka NnekapCTBEHHOIO CpeacTBa OXPAHSTCA rpaX4aHCKMM 3aKOHOAATENbCTBOM.

KommeHTapun k ctatbe 10

CTATbA 11. AOKINMHNYECKOE NCCINIEQOBAHUE NNEKAPCTBEHHOIO CPEACTBA ANA MEANLUMHCKOIO
NMPUMEHEHWA

1. [oKnuMHMYeckoe uccrnegoBaHME IEeKapCTBEHHOrO CpPeAcTBa AN MEAMUMHCKOrO MNpUMEHEeHUst MNpoBOAUTCA nytem
NpMMEeHEeHNA Hay4HbIX MEeTOAOB OLEHOK B UenAax nonydeHua OoKa3aTeslbCTB ©e3onacHoOCTH, kavecTBa U 3d3¢)eKTVIBHOCTM
NeKapCTBeHHOro cpeactea.

2. [oknunHnyeckoe WuccrnenoBaHWe NEKApCTBEHHOrO CpeacTBa Ans MeOMUMHCKOro NPUMEHEHWst MpOBOAMTCA B
COOTBETCTBUM C MNpaBunaMy Hagnexawlen nabopaTopHOM MpaKTUKK, YTBEPXKOEHHbIMW EBpasniicKO 3KOHOMWYECKOMN
KOMUCCUHEN.

(YacTtb B pegakuuun, BBegeHHown B aencrtene ¢ 1 nonsa 2015 roga PegepanbHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-
®3; B pegakumm, BBeaeHHon B genctene PenepanbHbiv 3akoHoMm oT 30 gHeaps 2024 rona N 1-93. - Cm. mpenbiayLyto

peaakumio)

3. [na opraHmM3aumMmM u NpOBEAEHMS1 OOKIMHUYECKOrO WCCredoBaHWUsl JNeKapCTBEHHOrO cpeacTBa Ansd MeAMLMHCKOro
NpYMeEHeHNs1 pa3paboTumMKM NeKapCTBEHHbIX CPEACTB BMNpaBe MNpuBNeKaTb Hay4yHble oOpraHusauun, obpasoBaTeribHble
OpraHusauumu BbICLLIEro OOpa3oBaHUSA M WHbIE OpPraHM3auun, MMEeLLMe HeobXoauMMyl MaTepuarbHO-TEXHUYECKyo 6asy wu
KBanMUUUPOBaHHbIX CMeLnanncToB B COOTBETCTBYIOLLEN 00nacTn uccnegoBaHus.

(Yactb B pepakumm, BBegeHHon B gencteme PenepanbHbiM 3akoHoM oT 30 aHBapsa 2024 roga N 1-93. - Cm. nopeabiayLyo
penakumio)

4. [oknuHuyeckoe wuccrnenoBaHue NeKapCTBeHHOro cpeacrtea nOnad MeaguumnmHCKOro npuMmeHeHuda nposoguTtcd no
yTBEpPXOAEHHOMY pa3pa6OT‘-II/IKOM NNIeKapCTBEHHOro cpencrtea nyaHy C BeaeHnmemMm nNpoToKoJsla 3JTOoro uccrnegosaHuna u
COCTaBJieHMeM OT4eTa, B KOTOPOM coAepXaTCd pe3yrnbraTbl 3TOr0 UccregoBaHna U 3akmnodeHne 0 BO3SMOXHOCTU npoBeaeHus
KIMUMHNYECKOro nccrieaoBaHmna nekapcrBeHHOro npenapara ona MmeguumHCKoro npuMeHeHus.

5. NpoBeneHne npoBepok cobniogeHns npaBun Hagnexawen nadbopaTtopHoON NPaKTUKX U NPaBOBbLIX HOPM UCNONb30BaHMS
XWBOTHBIX MPWU MNPOBEAEHUM LOKITMHUYECKMX MWCCNEeOOBaHUM NEKapCTBEHHbIX CPEeAcTB AN MEAUMUMHCKOrO MpUMEHEHUS
OCYLLECTBIISIETCS YMOSTHOMOYEHHbBIM hefepanbHbiM OpraHoM UCMONMHUTENBHON BRacTMy.

(MyHKT B pegakuun, BBeageHHon B gencteme ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-
®3. - CM™. mpeapiayLwLyo PeAaKLn)

6. Pesynbratbl JOKIMHUYECKOTO UCCNEAOBaHUS NIEKapCTBEHHOIO cpeacTBa ANst MEOULUHCKOrO NPUMEHEHUsT MOryT ObITb
npeacTaBrieHbl B YMOMHOMOYEHHbIN dedepanbHbli opraH WUCMOMHUTENbHOW BracTM B YCTAHOBMEHHOM Mopsake B Uensax
permcTpauumn nekapcTBEHHOro npenapara.

(YacTb B pegakumum, BBegeHHow B aencteme ®enepaneHbiM 3akoHoM oT 30 aHeapsa 2024 rona N 1-93. - Cm. npeaplayLLyo

penaKuuio)
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KommeHTapum k ctatbe 11

CTATbA 12. AOKITUMHUYECKOE UCCIEAOBAHUE NIEKAPCTBEHHOIO CPEACTBA U KITMHUYECKOE
NMCCNEOOBAHUE NNEKAPCTBEHHOI'O MNMPEMNAPATA AN BETEPUHAPHOIO NPUMEHEHUA

1. [HoknuHuyeckoe wuccrnefoBaHWE NEKAPCTBEHHOrO CPEACTBa AN BETEPUHAPHOTO MPUMEHEHUS] MPOBOAUTCS MyTeM
NMPUMEHEHMs] Hay4HbIX METOAOB OLEHOK B LEMsIX MOMyYeHUs OokasaTenbcTB 6e3onacHOCTM, kadecTBa U 3hPEKTUBHOCTU
neKapCcTBEHHOIO CPeAcTBa, B TOM YMCIE ONPEAENEHUst Cpoka ero BbiBeAEHNUS U3 OpraHM3Ma >XMUBOTHOTO, B LiENsIX obecrneveHns
6e30MacHOCTM NMPOAYKLMUM KMBOTHOTO MPOUCXOXKAEHMS! NOCIE NPUMEHEHNST COOTBETCTBYHOLLETO NTIEKAPCTBEHHOMO Npenapara.

2. [oknnHUYecKoe MccrnegoBaHWe NekapCTBEHHOTO CPeACcTBa U KIIMHUYECKOEe UccrefoBaHWe NekapcTBEHHOMO npenapara
ANs BETEPMHapPHOIO NPUMEHEHUS, UCCNEefoBaHe GMO3KBMBANIEHTHOCTM YKa3aHHOIO fleKapCTBEHHOrO npenaparta NpoBOAsATCS B
COOTBETCTBMU C MNpaBuUiamu, yTBepXAEHHbIMM YNONMHOMOYEHHbLIM hefeparibHbIM OpraHoM UCMOMHUTENbHOW BNacTu.

3. [JoknuHn4eckoe uccrieaoBaHne NekapCcTBEHHONO CpeacTBa M KIMHUYECKOe MCCrefoBaHME NIEKapCTBEHHOMO npenapara
ONS BETEPMHAPHOIO MNPUMEHEHWS1 MPOBOAATCS MO YTBEPXAEHHOMY pa3paboTyMKOM NeKapCTBEHHOro CpeacTea MnnaHy C
BedeHMeM MPOTOKOMOB 9TUX WCCMedoBaHWA U COCTaBfeHUEM OTYETOB, B KOTOPbIX codepXaTtcs pesynbratbl 3TUX
nccnegoBaHU.

4. Ona opraHusauMm W npoBedeHVs AOKMMHUMYECKOrO MWCCNeaoBaHUs NEeKapCTBEHHOrO CPeacTBa M KMMHUYECKOro
nccneaoBaHUs fiekapCTBEHHOIO npenaparta Ans BETEPUHAPHOIO NPUMEHEHUS pa3paboTyumnK NekapCTBEHHOrO cpeacTsa MOXeT
npuBenekaTb opraHMsauum, MeLL e HeoBXoAMMY0 MaTepuanbHO-TEXHUYECKYHO 6a3y U KBannMUMpOBaHHbIX CNELManNCTOB B
COOTBETCTBYIOLLEN 06nacTn nccrneaoBaHus.

5. KnuHuyeckue unccrnegoBaHUA NEKapCTBEHHbIX MpenapatoB AN BETePUHAPHOrO MPUMEHEHMs MPOBOAATCA B
BETEPUHAPHBLIX OPraHN3aLusax U B OpraH13aumsx, OCYLLECTBNALLIMX pasBedeHue, BbipallMBaHue U coaepXaHue XUBOTHLIX, B
Lensx:

1) ycTaHOBREHUs! NEPEHOCHMOCTM JIeKapCTBEHHbIX MPenapaToB 340POBbIMU XXUBOTHbLIMMU;

2) noabopa onTUMasbHbIX 4O3UPOBOK NEKapCTBEHHBLIX NpenapaToB U Kypca NeYeHUsl Ha KOHKPETHOW rpyrne >XMBOTHLIX C
onpepgeneHHbIM 3aboneBaHnem;

3) ycrtaHoBneHusi 6e3onacHocTM K 3EKTUBHOCTM NEKApCTBEHHOrO Mpenapara, npegHasHaYeHHoro Ans nedyeHus
onpepfeneHHbix 3aboneBaHun XMBOTHbIX, UNN 3PEKTUBHOCTM NEKApCTBEHHOTO Npenaparta Ans npodunaktukn 3abonesaHui
300POBbIX XUBOTHbIX;

4) N3yvyeHnq BO3MOXHOCTEMN pacwumpeHna nokasaHun K NPUMEHEHNI0 3aperncTpnpoBaHHOIo NIeKapCTBEHHOIo npenapara un
BbIABNE€HUA paHee HEN3BECTHbIX NoB6OYHbIX OENCTBUNA.

6. KnuHunyeckoe uccriefoBaHue NekapCTBEHHOMO npenapara Ans BETepUHapHOro NMpUMEHeHUs OCyLLECTBMSETCA 3a cyeT
cpeacTs paspaboTymka nekapcTBeHHOro cpeacTea.

7. OT4yeTbl O pe3ynbratax OOKIMUHUYECKOro uccrnegoBaHuA NeKapCTBeHHOro cpeactesa U KIMMHUYECKOro uccriegosaHusa
NNeKapCTBEHHOro npenapara gna BeTepuHapHOro npuMeHeHua CcoCTaBNAKTCA pa3p860TLWIKOM NeKkapCTBeHHOro cpeactea C
y4yeTom 3aKNIOYEHWUN opraHmsaumﬂ, NPpUHUMaBLUMX y4acTue B opraHnsaumn n nposeaeHnn atnux nccnenoBaHui.

8. KoHTporb 3a npoBefeHMEM OOKIMHUYECKUX WUCCREQoBaHWUI NeKapCTBEHHbIX CPEACTB M KIMUHUYECKUX MCCIedoBaHuWiM
neKapCTBEHHbIX NpenapaToB Ansi BETEPUHAPHOTO MPUMEHEHUS! OCYLLECTBSIETCS YMONIHOMOYEHHBIM (hefepanbHbiM OpraHoM

MCMNOMHUTENBHOMN BNAcTW.

KommeHTapum k ctatbe 12

IMABA 6. OCYLWECTBNEHME FOCYOAPCTBEHHOW PETMCTPALIMKU, PETUCTPALIMU NNEKAPCTBEHHbIX
NMPEMNAPATOB

(HanmeHoBaHue B pegakumu, BBeAeHHoM B fencteme PenepaneHbiM 3akoHom oT 30 aHBaps 2024 rona N 1-P3. - Cwm.
npeaplAayLLYIo peaakLmio)
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CTATbA 13. TOCYOAPCTBEHHAA PETCTPALINA, PETUCTPALIMA NEKAPCTBEHHbBIX NMPEMAPATOB

(HanmeHoBaHuWe B pegakuun, BBeaeHHON B Aencteme PenepanbHbiM 3akoHoM oT 30 aHeaps 2024 roga N 1-93. - Cwm.

npenplAyLWYIo peaakLuio)

1. B Poccuinckon ®epepaumm gonyckaroTcs NponsBoACTBO, XpaHeHue, nepeBo3ka, BBo3 B Poccunckyto degepauuio, BbiBO3
n3 Poccuickon depepaumu, peknama, OTNycK, peanusauus, nepegada, NnpMMeHeHUe NeKapCTBEHHbIX NpenapaToB, eCrin OHU
3aperMcTpupoBaHbl  YNONIHOMOYEHHbIM (defepanibHbiM OpraHoOM MWCMOMHUTENBHOM BracT B COOTBETCTBMM C HACTOSILLUM
depepanbHbiM 3aKOHOM NGO B COOTBETCTBUM C akTaMu, cocTasnsaowmmm npaso Coto3sa.

(HYactb B pepakuuun, BBeaeHHoW B aenictBue PepepanbHbiM 3akoHoMm oT 13 uona 2015 roga N 241-93; B pepakumm,
BBeOEeHHOW B fenctene PeaepansHbiM 3akoHoM oT 30 aHBapsa 2024 roaa N 1-93. - CM. npeablayLLyio peAaKLmio)

2. [ocyaapCTBEHHOW perncTpauun nognexar:

1) BCe nekapCTBEHHbIE NpenapaThl, BNepBble Nognexallne BeBoay B odpaleHne B Poccunckon ®enepaumm;

2) nekapcCTBeHHble npenapatbl, 3aperMcTpMpoBaHHble paHee, HO Npou3BeAeHHble B APYrMx NnekapcTBEHHbIX hopMax B
COOTBETCTBUM C NEPEYHEM HaMMEHOBaHWI NeKapCTBEHHbIX POPM, B HOBOW [A03MPOBKE NpY LOKA3aTeNbCTBE €€ KIMHUYECKOW
3HAYNUMOCTN N AP PEKTUBHOCTH;

3) HoBble KOMBVHALMN 3aperncTPUPOBaHHbLIX PaHee NekapCTBEHHLIX NpenapaTos.

3. TlocypapcTBeHHas perucTpauus nekapCcTBEHHbIX MpenapatoB OCYLEeCTBASeTCAa Mo pesynsrataM  3KCnepTu3bl
NeKapCTBEHHbIX CPEACTB.

(Yactb B pegakumm, BBegeHHon B gencteme PenepanbHbiM 3akoHom oT 30 aHBapsa 2024 roga N 1-93. - Cm. npeabiayLyto
penakuuio)

4. TocymapcTBeHHas perucrtpauus nekapCTBEHHOro npenaparta OCyLeCTBASeTCA COOTBETCTBYIOLMM YMONTHOMOYEHHbIM
denepanbHbIM OpraHOM MCMOSTHUTENBLHOW BMAcTU B CPOK, HE MpeBbillAloWMN CTa LWeCcTUaecaTM paboumx AHenW co AHs
NPUHATUSA 3asiBNEHNSI O rOCY4apCTBEHHOW perncTpaumm nekapcTBEHHOro npenapara Ans MeaMUMHCKOro NMPUMEHEHUS, N B CPOK,
He npeBbIWAKLWNA CTa ABaguatv pabounMx OHEeW CO [HA NPUHATUA 3asiBNEeHWss O TOCYAapCTBEHHOW permcrpauun
NeKapCTBEHHOro npenapara Aans BETEPUHAPHOrO NpUMeEHeHusi. B ykasaHHbIA CPOK BKIOYaeTCs Bpems, Heobxogumoe Ans
NOBTOPHOIO NPOBEOEHUSA IKCNEPTM3bl NIEKAPCTBEHHOIO CpeacTBa B COOTBETCTBUM CO cTaTben 25 Hactosulero denepanbHOro
3akoHa. Cpok rocyaapCTBEHHOW perMcTpauumn nekapCcTBEHHOMO npenapara UCHUCNSAETCA CO AHS NPUHSATMS COOTBETCTBYHOLUM
YNOSTHOMOYEHHbIM hedeparnbHbIM OpPraHoOM MCMONHUTENbHOW BIlacTM COOTBETCTBYIOLLENO 3asiBNEHUs O ToCy4apCTBEHHOMN
perucTpaumm nekapcTBEHHOro npenapaTta C NpUoXeHWeEM HeobXOoaUMbIX LOKYMEHTOB MO AEHb Bbl4avuM PEermcTpauvoHHOro
YOOCTOBEPEHUST NEKAPCTBEHHOrO npenaparta. Bpewms, HeobGxoaumoe Ans HanpaBreHUs YMNONTHOMOYEHHbIM denepanbHbIM
OpraHoM WCMOMHUTENbLHOW BMacTW 3anpoca O MNPeACTaBNeHUN HeobXoauMbIX MaTepuarioB M MNPeAcTaBleHUs 3asiBUTENeM
OTBETa Ha JaHHbIM 3anpoc B COOTBETCTBUM CO cTatbamu 16, 19 u 23 HacTosuwlero PeaepanbHOro 3akoHa, He y4MTbIBaeTcs npu
WCYMCMNEHUN CpOKa rocyaapCTBEHHOWM perncTpaumumn nekapcTBEHHOro npenapara.

(YacTb B pegakuun, BBegeHHon B gencteme PenepanbHbiM 3akoHoM oT 30 aHeapsa 2024 rona N 1-93. - Cm. npeaplayLLyo
peaaKumio)

5. FocyaapcTBeHHOM perucTpaumm He noanexar:

1) NeKapCTBEeHHblIe npenaparthl, N3roToBlieHHble  anTe4YHbIMU opraHmnsaunamu, BeTEPUHAPHbIMU anTe4YHbIMU
opraHn3aunamun, ntHognsmayanbHbIMU NpeanpuHUMartTenamMmmn, Kotopblie UMET JNTMUEH3NI0 Ha dJapmaueBqueCKyro AeATenbHOCTb,
Nno peuenTtamM Ha nekapCTtBeHHbIE npenapartbl 1 Tpe60BaHVIﬂM MeaNUNHCKUNX OpFaHVI3aLI,I/Il7I, BETepUHapHbIX OpraHI/I3aLI,VII7I;

2) nekapcTBeHHble npenapatbl, NpPUobpeTeHHble duanyeckumm nuuamm 3a npegenamm Poccuiickon dPepepauun u
npegHasHa4YeHHble A NIMYHOMO NCNOMb30BaHUS;

3) nekapcTBeHHble npenapaTtbl, BBO3NMble B Poccuinckyio Pegepaumio ansg okasaHust MEOULMHCKOM MOMOLLM Mo
XW3HEHHbIM MOKa3aHWSIM KOHKPETHOro MauMeHTa Ha OCHOBaHWM paspeLleHusi, BblAaHHOMO YMNOSTHOMOYEHHbIM heaeparnbHbIM
OpraHoM MCMNOMHUTENBHON BNacTy;

4) nekapcTBeHHble CpencTBa, BBO3WMble B Poccunckyto ®degepaumio Ha OCHOBaHUWM BbIAAHHOMO YMOMHOMOYEHHbIM
denepanbHbIM  OpPraHOM  MCMONHUTENBbHOW BacTM  paspelleHns W npegHasHavyeHHble Ans MPOBEAEHUST  KIMMHUYECKUX
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nccreaoBaHuiA NeKapCTBEHHLIX MpenapaTtoB U (UnKn) NpoBeaeHNsl 3KCNepTU3bl NIeKapCTBEHHbIX CPEACTB A1l OCYLLECTBIEeHUS
rocyAapCTBEHHOW permcTpaumm NekapCTBEHHbIX Npenaparos;

5) cbapmaneBTMYECKNE CyGCTaHUNN;

6) pagunochapMaueBTMUECKME NEKApCTBEHHble Mpenapatbl, W3rOTOBMEHHbIE HEMOCPEACTBEHHO B MEAMLMHCKUX
opraHusauusix B nopsiake, yCTaHOBIEHHOM YNOMHOMOYEHHbIM doefeparnbHbIM OPraHOM UCTONHUTENBHON BlacTy;

7) NekapcTBeHHble NpenapaTbl, NPOM3BOANMbIE AN JKCropTa.

C 1 ceHTabpsa 2024 ropa PenepanbHbiv 3akoHoMm OT 30 aHeapsa 2024 roga N 1-®3 yactb 5 HacTosweln ctaten byger
OOMoMnHeHa NyHKToM 8.

C 1 ceHTa6psa 2024 ropga PenepanbHbiv 3akoHoM oT 30 aHBapa 2024 roga N 1-P3 ctatbs 13 HacTosiwero PegepanbHOro
3akoHa byger gononHeHa yactamu 5_1-5 3.

6. He ponyckaeTcs rocyaapcTBeHHast pervcrpauus:

1) NNeKapCTBEHHbIX MnpenapaTtoB, OTIMYarLWKUXca Opyr oT Agpyra Kad4eCTtBeHHbIM COCTaBOM /J,eI7ICTBleLLIMX BelwecTs, nog
OANHaAKOBbIM TOProBbiIM HaMMeHOBaHUNEM;

2) 0gHOro NeKapCTBEHHOro npenaparta, NPeACTaBNeHHOro Ha rocy4apCTBEHHYIO PErMCTPaLMIO B OTHOLLIEHUN OQHOMO N TOro
Xe gepxkartens vnv Bnagenbua pernctpaumoHHOrO YAOCTOBEPEHMSI JNEKApPCTBEHHOrO npenapata B Buae AByx n 6onee
NEeKapCTBEHHbIX MpenapaToB Nog, pasfnyHbIMU TOProBbIMM HAMMEHOBaHUSIMU.

(MyHkT B pegakuun, BBeaeHHoW B fencteue ¢ 15 uioHs 2018 roga PenepanbHbiv 3akoHoM ot 4 mtoHa 2018 roga N 140-
®3. - Cm. mpeaplAyLLY0 PEAAKLIMIO)

7. lo 3anpocy B 9nekTpoHHOW dopMe cybbekTa 0OpalleHUs NeKapCTBEHHbIX CPEeACTB  COOTBETCTBYHOLLUM
YMOMTHOMOYEHHbLIM (hefeparnbHbiM OpraHoOM WCMNOMHUTENbHOW BMAACTWU, OCYLLUECTBASIOWMM FOCYAapCTBEHHYIO perncrpaumio
neKkapCTBeHHbIX npenapaToB, B YCTAHOBNEHHOM MM MOpSAKe OCYLLEeCTBNAETCA Hay4yHoe KOHCYMbTMpOBaHMe MO BOnpocaMm,
CBA3aHHbIM C MpoBedeHNeM AOKMMHUYECKMX MWCCNeaoBaHUN, KAMHUMYECKMX WCCneaoBaHUM neKapCTBeHHbIX npenapaTos,
3KCMepTn3bl KayecTBa IeKapCTBEHHbIX CpeacTs, 3hdekTUBHOCTU M 6e30nmacHOCTU, C OCYLLECTBIIEHWEM TOCy4apCTBEHHOW
perucTpaumm nekapcTBeHHbIX npenapaTtoB. KOHCYNbTMpOBaHME OCYLUECTBASIETCS C MpuBReYeHnemM degepanbHbIX
rocygapCcTBEHHbIX BIOKETHBIX YUpeXXaeHUn, NogBeAOMCTBEHHbIX JaHHOMY deaepanbHOMY OpraHy UCMNOMHUTENBHOW BRAcTh U
He y4yacTBYHOLMX B OpraHM3auum NpoBEAEHMS IKCMEePTU3bl KayecTBa fieKapCTBEHHbIX CPEACTB B LEMsX OCYLUECTBMEHUA WX
rocygapCcTBeHHON perncrpaumm B COOTBETCTBMM CO cratben 16 HacTtodulero denepanbHOro 3akoHa, B BuAe OTBeTa B
NUCbMEHHOK hopMe YMONTHOMOYEHHOrO beaepanbHOro opraHa WUCMNOMHUTENbHOW BnacTu Ha 3anpoc. Pa3mep B3vmaemown C
3aaBUTENSA NnaTtbl OMNpeaensieTcs B COOTBETCTBMM C 3akoHogatenbcTBOM Poccuiickon ®depepaumm 006 opraHusaumm
NPeaoCTaBnNeHNs rocygapCTBEHHbIX U MyHUUMNANbHbIX YCnyr. MHpopmaumst 06 oCyLLeCcTBIEHUN HAaYyYHOro KOHCYNbTMPOBaHMS,
B TOM 4Mcne ctatby, 0630pbl, CnpaBoYHble MaTepuanbl U MHas MHopMaums 06 OCYLLECTBNEHNN HAYYHOIO KOHCYSBTMPOBaHMS,
pasmeLLaeTtcs Ha omumanbHOM canTe YNoNHOMOYEHHOro doeaeparnbHOro opraHa UCMoNTHUTENbHON BriacTn B cetn "MIHTepHeT"
C cobniogeHneM OrpaHuMYeHui, YCTaHOBIMEHHbLIX 3aKOHOAATENbCTBOM O MNEPCOHAsnbHbLIX AaHHbIX, KOMMepYeckonm u (1nn)
rocyaapCTBEHHOWN TanHe.

(Yactb B pegakumm, BBegeHHom B gencteme PenepanbHbiM 3akoHoMm oT 30 sHBapsa 2024 roga N 1-93. - CM. npenbiayLyo

peaakumio)

8. lNocypapcTBeHHasi perncTpaunsi NekapCTBEHHbIX MpenapaToB, KOTOpble NpegHasHayYeHbl AN MPUMEHEHUS B YCMOBUSIX
BOEHHbIX [OENCTBUW, Ype3BblYaviHbIX CUTyauun, npegynpexneHns 4YpesBbldalHbliX CUTyauuin, NpOUNaKTUKU U feveHus
3aboneBaHun, NPeACTaBMSAOWMUX OMACHOCTb ANs OKPYXXalLwmX, 3aboneBaHuWi M MOPaXeHWI, MONyYeHHbIX B pesyrnbraTe
BO3OENCTBUSI HEONAronpuaTHLIX XUMWYECKMX, BUOMOrMvecknx, paguaumMoHHbIX (hakTOpoB, U KOTOpble pa3paboTaHbl B TOM
yncne no 3agaHvio dedepanbHbIX OPraHOB MCMOMHUMTENbHOW BMACTM, YMOMIHOMOYEHHbIX B 06MacTtu 0OOpOHbI CTpaHbl U
6e30nacHOCTU rocy4apCTBa, a TakKe NeKapCTBEHHbIX CPEACTB B CryyYae Ux AedeKTypbl UM pucka BO3HUKHOBEHUST AedekTypbl
B CBA3M C BBegeHMeM B OTHoweHun Poccuiickon Pepepauum orpaHUYmUTENbHBIX Mep 3KOHOMMYECKOrO XapakTepa
OCYLLeCTBISIETCA B Nopsaake, yctaHoBneHHoM MpaButensctBom Poccuiickon degepauuu.

(Yactb B pepakumn, BBeaeHHon B gencteue PenepanbHbiM 3akoHom oT 1 anpensa 2020 roga N 98-93; B pepakumn,
BBeOEeHHOW B fenctane deaepanbHbiM 3akoHoM 0T 8 mapTa 2022 roaa N 46-93. - CM. npeablayLLYyio peAakLmnio)

[okymeHT coxpaHeH ¢ nopTana docs.cntd.ru — anekTpoHHoro coHaa n3 6onee 70 000 000 HOpMaTUBHO-NPABOBbLIX Y HOPMATUBHO-TEXHUYECKUX AOKYMEHTOB


http://docs.cntd.ru/
http://docs.cntd.ru/document/1304778181#7E20KC
http://docs.cntd.ru/document/1304778181#7E40KD
http://docs.cntd.ru/document/557585270#64U0IK
http://docs.cntd.ru/document/542625050#AA60NT
http://docs.cntd.ru/document/902209774#8P40LR
http://docs.cntd.ru/document/1304778181#7EA0KG
http://docs.cntd.ru/document/578351783#AA80NU
http://docs.cntd.ru/document/564567949#7DQ0KA
http://docs.cntd.ru/document/728383312#7DC0K6
http://docs.cntd.ru/document/578309070#AAA0NV

06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 Ctpanuua 30
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

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

KommeHTapum k ctatbe 13

CTATbA 14. NPUHLUNBI SKCMNEPTU3bI IEKAPCTBEHHbBIX CPEACTB

1. OKcnepTm3a NnekapCcTBEHHbIX CPEACTB OCHOBLIBAETCSA HA NMpMHLMNAX 3aKOHHOCTH, cobnogeHmns npae 1 cBobog venoseka
W TpaxgaHuHa, MpaB PUAMYECKOTO Nuua, He3aBUCMMOCTW 3KcrnepTa, OOBbEKTMBHOCTM, BCECTOPOHHOCTM W MONHOTHI
UCCNeqoBaHWi, MNPOBOAMMBIX C  WCMOMb30BAHWEM COBPEMEHHBLIX [OOCTMXKEHUA HayKM W TEXHWKW, OTBETCTBEHHOCTU
hegepanbHOro rocyapCTBEHHOINO GHOIXKETHOrO y4YpeXOeHUst Mo MNPOBEAEHUIO 3KCMEPTU3bl NEKAPCTBEHHbIX CPeAcTB U
9KCNEepPTOB 3a NPOBEAEHNE N KAa4YECTBO IKCNEPTM3bI.

2. JKcnepTu3a NekapcTBEHHbIX NpenapaToB Ans MeaVUMHCKOro NMPYMEHEHNUS BKIHOYaEeT B cebs:

1) aKcnepTU3y AOKYMEHTOB, NPeACTaBMNeHHbIX ANs onpeeneHus BO3MOXXHOCTM paccMaTprBaTh NeKapCTBEHHbI Npenapat
ANs MEAULMHCKOrO NPUMMEHEHMs1 B kayecTBe opdaHHOro fiekapcTBEHHOro Npenapara;

(MyHKT B pegakuun, BBegeHHoOM B aencteue PenepanbHbiM 3akoHoM oT 30 sHBapsa 2024 rona N 1-93. - Cm. npenbiayLyto
peakumio)

2) akcnepTusy npenrioKeHHbIX METOOOB KOHTPONs KadecTBa NpenCTaBreHHbIX OOpasLoB NEKapCTBEHHOro cpeactsa C
UCMOmNb30BaHNEM 3TUX METOAOB (Aarnee - 3KCrnepTn3a kayecTBa NeKapCTBEHHOIo CpeacTea);

(MyHkT B pegakunn, BBeaeHHon B fencteme ®enepaneHbiM 3akoHoM oT 30 aHeapsa 2024 roga N 1-93. - Cm. npeapiayLuyo
peaaKumio)

3) JKCNepTn3dy OTHOLLEeHUA oXnaaemon nonb3abl K BO3MOXXHOMY PUCKY NMPUMEHEHNA JNTEKapCTBEHHOIO npenapara;

4) 3KcnepTn3y pernmcTpaLuoHHOro OOCbe Ha eKapCTBEHHbIM mpenapaTt B Lensax onpefeneHus B3auMo3aMeHAEeMOCTU
nekapcTBeHHbIX NpenapaToB Ans MegnUMHCKOro NPUMEHEHMS.
(MyHKT gononHuTensHo BkNtoYeH ¢ 1 mapta 2020 roga PenepanbHbiM 3akoHOM OT 27 aekabpa 2019 rona N 475-93)

3. OkcnepTusa nekapCcTBEHHbIX MpenapaTtoB AN BETEPMHAPHOIO MPUMEHEHUsI BKIoYaeT B cebsl aKcrnepTu3y KadecTBa
NeKapCTBEHHOIO CPEeACTBa M 3KCMEPTMU3Y OTHOLLEHMST OXKMAAEMON MONb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI NNEKaPCTBEHHOIO
npenaparta.

(Ctatbsa B pepakuun, BBeaeHHon B gencteme ¢ 1 nons 2015 roga PenepanbHblM 3akoHOM oT 22 aekabpa 2014 rona N
429-®3. - CM. mpeaplayLLy0 PDEAAKLNI)

KommeHTapum k ctatbe 14

CTATbA 15. PEAEPAJIbHOE FOCYAAPCTBEHHOE BIOOXETHOE YYPEXOEHUE NO NPOBEOEHUIO
SKCMNEPTU3bI NEKAPCTBEHHbIX CPEACTB

OkcnepTu3a neKkapcTBEHHbIX CPEACTB NPoBOAUTCA deaepanbHbiM - FOCYAapCTBEHHbIM  BIOMKETHBIM  yUpexaeHnem
COOTBETCTBYIOLLENO YMNOMHOMOYEHHOTO heaepanbHOro opraHa WCMONMHUTENbHOW BMacTW, CO3A4aHHbIM Ans obecneyeHus
WCTOIMHEHNS MONMHOMOYMI 3TOro dhefiepanbHOro opraHa no BblAavye paspeLleHuin Ha NPoBeAEHME KITMHUYECKUX UCCrnenoBaHni
nekapcTBEHHbIX MpenapartoB U (Unu) No rocy4apCTBEHHON perncrTpauumn (peructpawmm) nekapCcTBeHHbIX npenapaTos (ganee -
3KCMEPTHOE yUpexXaeHue).

(Ctatba B pepakuun, BBedeHHoM B gencteue PepepanbHbiM 3akoHom oT 30 aHeapa 2024 ropa N 1-®3. - Cwm.
npenplAyLWYIo peaakLuio)

KommeHTapun k ctatbe 15

CTATbA 16. OPTAHU3ALUA NPOBEAEHUA 3KCNEPTU3bI NEKAPCTBEHHbLIX CPEACTB

(HanmeHoBaHue B pefakumm, BBegeHHoN B Aenctaure ¢ 1 nonsa 2015 roga PeaepanbHbiM 3akoHOM 0T 22 nekabpa 2014 rona N
429-03. - CM. NpeabIAyLLYI0 PDEAAKLIMIO)

[okymeHT coxpaHeH ¢ nopTana docs.cntd.ru — anekTpoHHoro coHaa n3 6onee 70 000 000 HOpMaTUBHO-NPABOBbLIX Y HOPMATUBHO-TEXHUYECKUX AOKYMEHTOB


http://docs.cntd.ru/
http://docs.cntd.ru/document/420241318#7E20KC
http://docs.cntd.ru/document/420272335#8OS0LO
http://docs.cntd.ru/document/1304557472#8OK0LM
http://docs.cntd.ru/document/1304778181#7EE0KI
http://docs.cntd.ru/document/578351783#A900NG
http://docs.cntd.ru/document/1304778181#7EG0KJ
http://docs.cntd.ru/document/578351783#A940NH
http://docs.cntd.ru/document/564069028#7DA0K6
http://docs.cntd.ru/document/420241318#7EC0KF
http://docs.cntd.ru/document/420272335#8PA0LV
http://docs.cntd.ru/document/1304557472#8OM0LM
http://docs.cntd.ru/document/1304778181#7E20KB
http://docs.cntd.ru/document/578351783#8P20LQ
http://docs.cntd.ru/document/1304557472#8OU0LQ
http://docs.cntd.ru/document/420241318#8OG0LL
http://docs.cntd.ru/document/420272335#8P40LR

06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 CrtpaHuua 31
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

1. DKcnepTu3a rnekapCcTBEHHbIX CPEACTB NPOBOAUTCS KOMUCCUEN IKCTIEPTOB SKCMEPTHOMO YUYPEXAEHUs, HAa3HaYEeHHON ero
pykoBogWTENEM, Ha OCHOBaHMM 3afaHUsi Ha NPOBEAEHUE  SKCMEepTM3bl NEKAPCTBEHHOTO CPEACTBa, BblAAHHOIO
YNONMHOMOYEHHbIM heieparnbHbIM OpraHoM UCMOSHUTENBHON BracTu. PyKOBOAMTENb SKCMEPTHOIO yupexaeHus obecrneyvBaet
Hapnexallee NpoBefAeHMe 3KCMePTM3bl JIEKapCTBEHHbIX CPeACTB B COOTBETCTBUM C 3a4aHWEM, BbldaHHbIM YNOMHOMOYEHHbIM
dhenepanbHbIM OpraHoOM MCTOSNTHUTENBHOW BMACTU, U OpraHU3yeT MOArOoTOBKY CBOAHOIO 3aKMHYeHus 3Toi komuccun. B coctas
3TON KOMUCCUU MO PELLEHNIO PYKOBOAMTENS SKCMEPTHOIO YUPEXaeHUs MOryT GbiTb BKIOYEHbI B KAYeCTBe 3KCMepToB nuua, He
paGoTaloLme B JaHHOM 3KCNEePTHOM YUYPEXAEHUN, ECIN VX CrieumarnbHble 3HaHUs HeobxoaMMbl A NPOBeAeHWs SKCNepTH3bl U
Takue 3KCrepTbl OTCYTCTBYIOT B JAHHOM 3KCTIEPTHOM YUYPEXAEHUN.

2. JKCrnepToM MO NPOBEAEHUI0 SKCTEepTM3bl NEKAPCTBEHHbLIX CPEACTB ABMAETCA aTTeCTOBaHHbIA PaBoTHMK 3KCMNEpPTHOro
yypexneHusi, KoTopblii UMEeT BbicLLee MeauuMHckoe, dhapmaueBTMyeckoe, Guonormyeckoe, BETEpUHAPHOE MINU XUMUYECKOe
obpa3oBaHMe M NPOBOAUT 3KCMEPTU3Y NeKapCTBEHHbIX CPeACTB B MOPSAKE WCMOMHEHUS CBOWMX OOMKHOCTHLIX 00si3aHHOCTEN
(nanee - akcnepr).

3. an/I npoBeaeHnn 3KCNepTu3bl NIEKapCTBEHHbIX CpeacTB 3KCNepT HE MOXET HaxoOuTbCA B Kakon-nmbo 3aBMCUMOCTU OT
nnua, HadHa4dymBLLEero 3Ty 3KCnepTunay, paapaGOTqMKa NeKapCTBEHHOro cpencTsa unn gpyrnx 3anHTepeCoBaHHbIX B pe3ynbratax
QKCNepTn3bl Nnu.

4. MNMpun nNpoBeaeHNM 3KCnepTU3bl NeKapCTBEHHbIX CPeacTB He AOonyckaeTcs uctpeboBaHne aKCnepToM y 3assutens nubo
WHbIX NUL, MaTepuanos, HEOBXoAMMBIX AN NPoBeAeHUsa akcnepTusbl. B cnyyae HegoCTaTOMHOCTU NPEACTaBMAEHHbIX 3KCNepTy
MaTepuanoB B JMYHbIA  KabWHET 3asBUTens B €4WHOW TroCyqapCTBEHHOM WHMOPMaUMOHHON cucTteme B cdepe
30paBoOXpaHeHMs (Oanee - eduvHasd cucTema) 9KCMepTHbIM  yupexaeHuem HanpaBnseTcs 3anpoc O MpeacTtaBneHun
HeobxoaAMMbIX MaTepuanos, MOAMNWCAHHbIA pykoBoauTenemM (YNONMHOMOYEHHbIM MMLOM) 3KCMEePTHOro ydpexaeHus C
MCMNOMb30BaHNEM YCUITEHHOM KBaNMULMPOBAHHOW 31EKTPOHHOW NOAMNUCH.

(Yactb B pepakummn, BBegeHHoM B aencteme PenepanbHbiM 3akoHoMm oT 30 sHBapsa 2024 roga N 1-93. - Cm. npenbiayLyo
peakumio)

4 1. 3asBuTen ob6s3aH HanpaBWTb B MNWNYHBIN KaOWMHET 3KCMEPTHOrO YYPEXOEHUS B €O4MHOM CUCTEME MOoAMUCaHHbIN
YCUNEHHOW KBanuMUUMPOBAHHOW 3NEKTPOHHOW MOAMUCHI0 OTBET Ha 3anpoC OKCMEPTHOro YyypexaeHWs B CPOK, He
npeBbIIALLNA OEeBAHOCTA pabouMx OHEW CO AHS MONMYyYEHUS SKCMEPTHbIM YYPEXAEHWEM 3SMEKTPOHHOro yBEeAOMIIEHMS O
nonyyeHumn 3asiButenem 3anpoca. Bpemsi co gHA HanpaBneHust SKCNEPTHbIM yupexaeHUeM B NMYHbIA KabUHET 3asaBuTens B
eQMHON cucTeme 3anpoca O npeacTaBfneHuMuM OOMOMHUTENbHbLIX MartepuanoB A0 OHA HanpaBneHus 3asBUTENeM B FUYHbIN
KabVMHET 3KCMEPTHOTO YYpEXAeHUs B €OUHON CUCTEME OTBETA Ha 3anpoC He YYMTLIBAETCS MPU UCHUCIIEHNM CPOKA NPOBELAEHUSI
3KCMNepTU3bl NekapcTBEHHOIO CpeacTBa.

(Yactb pononHuTenbHO BkMoveHa PeaepanbHbiM 3akoHOM 0T 25 Hoabpa 2013 rona N 317-93; B peaakumun, BBEAEHHOW B
aencteme PenepanbHbiM 3akoHoM oT 30 aHeapsa 2024 roga N 1-@3. - Cm. OpeablayLLyo peaakLno)

4 2. Ecnu 3assutenem B coOTBETCTBUM C YacTbto 1_1 cratbu 30 unm Yactbio 2 crtatbu 34 Hactoswero denepanbHOro
3aKoHa NpeacTaBneHa Konus pelleHUs YNOSTHOMOYEHHOrO dedeparnbHOr0 opraHa MCMOMHUTENbHOW BNacT O NPOBEAEHMMU
dapmaLeBTMYECKOM MHCNEKLMN NPOU3BOACTBA JIEKAPCTBEHHbLIX CPeACTB AN MEAMLMHCKOrO MPMMEHEHMS Ha COOTBETCTBME
TpeboBaHMAM NpaBun Hagnexawen npou3BOACTBEHHOM MpakTUKM EBpPasnMCKoOro SKOHOMWYECKOro COH3a, 3KCNepTy Ao
0POpMIIEHUS PE3YNbTaTOB 3KCMEPTU3bl NEKAPCTBEHHOINO CPeacTBa MNPEACTaBMSETCS KOMUS 3aKMioYeHWss O COOTBETCTBUM
NPOM3BOANUTENSA JEKAPCTBEHHbLIX CPeacTB TpeboBaHMAM npaBui Hagnexawen MNpPpOU3BOACTBEHHOW MNPaKTUKW, BblOAHHOIO
YNOSTHOMOYEHHbIM dheaepanbHbIM OPraHOM UCMOMHUTENbHOW BNacTu, UNn Konusa ceptudurkata COOTBETCTBUSA NPON3BOAUTENS
NeKapCTBEHHbIX CpeacTB AN MeOULUHCKOro NpUMMeHeHust TpeboBaHUAM npaBui Hagnexallen NpoM3BOACTBEHHOW MPaKTUKM
EBpasnnckoro 9KOHOMUYECKOro CoH3a.

(Yactb gononHutensHO BkntoveHa ¢ 15 moHa 2018 ropa PenepanbHbiv 3akoHOM OT 4 uioHs 2018 roga N 140-93; B
pefakumu, BBeAeHHow B aerictene PenepanbHbiv 3akoHoM oT 30 aHBapa 2024 roaa N 1-03. - Cm. npeabiayLLyio penakLmi)

4 3. 3asBuTenb o0b6si3aH HanpaBWUTb B NINYHBIA KAOWMHET SKCMEePTHOrO yUpeXxaeHusi B eQuHOM CUCTEME KOMUKO 3aKStodeHns
UM KOMNuio cepTudukara, ykasaHHbIX B YacTu 4_2 HacTosiLIel CTaTbu, B CPOK, HE MPEBbILIAOLWMIA CTa BOCbMUAeCATN pabounx
OHEeWN CO OHS NOMyYeHUst 3KCMEPTHbIM YYpeXOEeHUEM SNEKTPOHHOTO YBEAOMIIEHUS O NOMyYeHUM 3asiBUTENIEM MOAMUMCAHHOIO
pykoBoguTenem (YrnonHOMOYEHHbIM JIULOM) SKCMEPTHOIO YYPEXAEHUs C UCMONb30BaHNEeM YCUINEHHON KBannuUMpOBaHHOM
3MEeKTPOHHOM MoAnucK 3anpoca O MPEeAOoCTaBneHWU AOKyMeHTa. Bpemsi co OHsi HampaBneHus 9KCMepTHbIM YyypexaeHUnem
3anpoca B NMYHbIN KabMHET 3asBUTenNsi B e4MHOM CUCTEME 40 AHS HarnpasreHusl 3asiBUTENeM B NUYHbIN KaBUHET 3KCNepTHOro
yyYpexneHnst B eQuHON cucTemMe KOMuu 3akrioveHust nu Konum ceptudmkaTa, ykasaHHbIX B Yactu 42 HacTosllen cTaTbU, He
YUMTbIBAETCS NPU UCHUCTIEHWMMN CpOoKa NPOBEAEHUSI SKCNEPTU3bI NTEKAPCTBEHHOIO CPEACTBA.
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06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 Ctpanuua 32
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

(HYactb gononHutenbHo BkNtoYeHa ¢ 15 uioHsa 2018 roga PenepanbHbiM 3akoHoM oT 4 umioHa 2018 roaa N 140-93; B
pegakumu, BBegeHHon B genctene PeaepansHbiv 3akoHoM oT 30 aHBapsa 2024 rona N 1-93. - Cm. npeablayLLyo peaakumo)

5. 3kcnepT npu npoBedeHUN MOPYYEHHOW eMy PYKOBOAMTENeM 3KCMEPTHOro YUYpexaeHUs 3KCnepTusbl NeKapCTBEHHOro
cpeacTBa 0bs3aH:

1) npoBecTn nonHoe nccnefoBaHve NpeacTaBneHHbIX eMy O0ObEKTOB, MaTepuanoB, AaTb 060CHOBaHHOE M 0ObEKTMBHOE
3aKMYEHNE NO NOCTaBMIEHHLIM Nepes HUM BOMPOCaM MMM MOTMBMPOBAHHOE 3aKIio4YeHWe O HEBO3MOXXHOCTM MPOBELAEHUST UM
3KCMEepPTM3bl NIEKapCTBEHHOMO CPEACTBa, ECMM NOCTaBMEHHbIE BOMPOCHI BLIXOAAT 3a Npeaenbl cneuunarnbHbIX 3HaHWUA 3KecnepTa,
06BbEKTLI MCCrenoBaHUii U MaTepuanbl HENPUIOA4Hb! UMM HEQOCTATOYHbI ANS MPOBEAEHWS UCCreAoBaHUA U fayn 3aKMHYeHUs
nnB0o COBPEMEHHBIN YPOBEHb PA3BUTUSI HAYKN HE NMO3BONSIET OTBETUTb Ha NOCTABMEHHbIE BOMPOCHI;

2) He pasmalatb CBeOeHUA, KOTOpble CTann eMy U3BECTHbl B CBA3M C MNMpoBeAEHMEeM 3J3KCNepTu3bl J1eKapCTBEHHOro
cpencTBa, a Takke cBefjeHudA, coctaBndaowme rocyqapCrBeHHYH, KOMMEPYECKYH UM UMHYK0 OXPaHAEMYIO0 3aKOHOM TaIZHy;

3) 06ecneunTb COXPaHHOCTb NPEACTaBMNEHHbIX 06 BLEKTOB UCCeg0BaHNA U MaTepmarnos.
6. SKcnepT He Brpase:

1) npoBoOAWTbL 3KCNEepTU3y JIeKapCTBEHHOTO cpedcTBa Mo OGpalleHWio HEMOCPeACTBEHHO K HEMY OpraHvsauuii unu
pU3MYEeCcKMX nuy;

2) camocTosITENbHO coGUpaTh MaTepuarsl 4 NPOBEAEHUS SKCNIEPTU3bl NIEKAPCTBEHHOTO CPEACTRA;
3) NpoBOAMTL 3KCMEPTU3Y FIeKapCTBEHHOIO CPEACTBa B KA4YECTBE HErOCYAapCTBEHHOMO aKcnepTa.

7. B cnyyae HeoGxoOMMOCTU 3KCMepT BrpaBe XoaaTalcTBOBaTb MNepen PYKOBOAUTENEM 3KCMEPTHOMO YYPEXOEHUs O
NPUBMEYEHNN K MTPOBEAEHNI0 SKCNEePTU3bl NIEKapCTBEHHOMO CPEeACTBa ApPYruX aKCMNepToB.

8. Kaxgblh oakcnepT, BXOAAWMUMW B COCTaB KOMWCCUMM 3KCNEPTOB, KOTOPOW MOPYYEHO MpoBedeHne SKCnepTusbl
nekapCTBEHHOro cpeacTBa, HE3aBUCUMO M CaMOCTOSTENbHO MPOBOAUT UCCNEAOBaHUSA, OLEHUBaET pe3ynbraTthl, NOMyYeHHble
UM FIMYHO W ApPYrMMK 3KcrnepTamu, n opMynupyeT BblBOAbl OTHOCUTENbHO MOCTAaBIEHHbIX BOMPOCOB B Mpedenax CBOMX
crneumanbHbIX 3HaHUN.

9. PeSyJ'IbTaTbI 9KCNepTn3bl NNeKapCTBEHHOro cpeacrea Od)OpMJ'IFlIOTCF-I 3aKro4YeHnemM KOMNUCCun SKCnepToB. B 3akntoueHnn
KOMUCCUN 3KCNEepToB YKa3biBAKOTCA nNepeyeHb nccnenoBaHun, obbem npoBeAeHHbIX KaXXAblM 3KCNepToMm nccrnegoBaHuim,
YCTaHOBJII€HHbIE KaXXObIM U3 HUX (*)aKTbI N caoenaHHble B pesynbrate nccneqoBaHUN BbIBOAbI. SKCFIepT, MHEHNEe KOTOpOro He
coBnajaet C peleHnemMm KOMMccuim aKkCcnepToB, BnpaBe Bblpa3nTb CBOE MHEHUE B NUCbMEHHOM d)opme, KOTOpOoe np|/|06u.LaeT09| K
3aKJTHO4EHNID KOMNCCUKN SKCNEPTOB.

10. OkcnepTbl, BXoAsWME B COCTaB KOMMUCCUM, Mpedynpexparotcs o6 OTBETCTBEHHOCTM B COOTBETCTBUM C
3akoHopaTtenscTBoM  Poccuiickoin  depepaumm  3a  Jady  3aKMOYEHWs,  cofepkallero  HeobOCHOBaHHble  Unu
hanbcUULMPOBaHHbIe BbIBOAbI, O YEM OHU AOT NOAMMCKY.

11. Onpegenenne ypoBHS NpodeccnoHanbHOM NOAroTOBKM SKCNEPTOB M aTTeCcTaums UX Ha NpaBo NPOBEAEHUsT SKCNEPTU3bI
NneKkapcTBEHHbIX CPeACTB OCYLUECTBNATCA 3KCNEPTHO-KBANMMUKALMOHHBIMA KOMUCCUSMU B NOpsiake, YCTaHOBMEHHOM
COOTBETCTBYIOLUMM YMOMHOMOYEHHbIM ddefepanbHbIM  OpraHoOM  UCMOMHUTENBbHOW BnacTu. YpOBeHb MpodeccMoHansHom
NoAroTOBKW 3KCNEPTOB MOAMNEXUT NEPECMOTPY yKazaHHLIMU KOMUCCUSIMU He pexke YeM OOUH pa3 B NATb NeT.

12. TlpaBuna npoBeOeHUsT SKCNEPTU3bl IEKAPCTBEHHbIX CPEOCTB U OCOOEHHOCTU JKCMEepTU3bl OTAEMbHLIX BUOOB
nekapcTBEHHbIX NpenapaTtoB (pedepeHTHbIX NEKapCTBEHHbBIX MpenapaTtoB, BOCNPOM3BEOEHHbIX NEKApCTBEHHbIX NpenapaTos,
Buonormyecknx nekapcTBEHHbIX NpenapaTtoB, GuoaHanoroBbix (6MoNoAoOHbLIX) NeKkapCTBEHHbIX NpenapaTtoB (GuMoaHanoros),
romMeonaTu4ecknx reKapCTBEHHbIX MPenapaToB, NEeKApPCTBEHHbIX PaCTUTENbHbIX NpenapaToB, KOMOWHALMN NEKapCTBEHHbIX
npenapaTtoB), OPMbl 3aKMHOYEHUA KOMWCCUM  3KCMEPTOB YCTaHABMUBAKOTCS COOTBETCTBYHOLUMM  YMONTHOMOYEHHbLIM
eepanbHbIM OpraHoM UCMONHUTENBHOW BNACTy.

(Yactb B pegakuuun, BBegeHHon B aencrtene ¢ 1 nonsa 2015 roga PegepanbHbiM 3akoHOM oT 22 Aekabpa 2014 rona N 429-
@3. - CM. NpeablayLLyo peaakLmnio)
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06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 Ctpanuua 33
roga)
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MonoxeHus ctatbn 16 HacToswero ®eaepanbHOro 3akoHa (B pegakumm PenepansHoro 3akoHa ot 30 aHeaps 2024 rona N
1-®3), kacarwLmeca npeocTaBneHns rocygapCTBEHHbIX YCnyr npy obpalleHnM nekapCTBeHHbIX CPEACTB AN MEeAULIMHCKOro
NPUMEHEHNsT MOCPEACTBOM €OUHOW roCyAapCTBEHHON WHM(OPMaUMOHHOM cucTeMbl B cdepe 30paBOOXpPaHEeHUs u (Mnwm)
tegepanbHOM rocyaapCTBEHHOM WMHAOPMAaLMOHHON cucTeMbl "EOWHBIMG nopTan rocygapCTBEHHbIX M MyHUUMMANbHbIX YCNyr
(dbyHKUMRN)", npumeHstoTea ¢ 1 aHBapsa 2025 roga - cM. OyHKT 5 ctatbn 4 PenepansHoro 3akoHa ot 30 aHeapsa 2024 rona N 1-
D3.

MonoxeHus ctatbmn 16 HacTodAwero ®enepansHoOro 3akoHa (B pegakumm ®enepansHoro 3akoHa ot 30 aHBapsa 2024 rona N
1-93), kacawwmecss NpegocTaBneHns rocy4apCTBEHHbIX YCNyr npy obpalleHMn nekapcTBeHHbIX CPeACTB ANst BETEPUHAPHOIO
npuMeHeHnst nocpeacTBoM deaepanbHON rocyaapCTBEHHOW MHPOPMaLMOHHON cucTeMbl "EQUHBIM nopTan rocy4apCTBEHHbIX U
MyHULMNanbHbIX ycnyr (dyHKUMRn)", npumeHstoTes ¢ 1 aHBapsa 2026 roga - cMm. NyHKT 6 cTatbn 4 PeaepanbHoro 3akoHa ot 30
aHBapa 2024 rona N 1-93.

KommeHTapum Kk ctatbe 16
CTATbA 17. NTOOAYA N PACCMOTPEHUE 3AABJIEHUA O I'OCVD,APCTBEHHOVI PEMMCTPALUN
JIEKAPCTBEHHOI'O NMPENAPATA ONAd BETEPUHAPHOIO NPUMEHEHNUA

1. ns rocyaapcTBEHHOW perucTpauum nekapcTBEHHOMo npenaparta Ans BETEPMHApPHOro NpUMeHeHNs pa3paboTymk Takoro
nekapcTBEHHOro npenapara unm ynoriHoMOYeHHOe UM ApYroe lopuanyeckoe NUUo (Janee B HACTOsILEN cTaTbe - 3asBUTENb)
HanpaenseT NOCpeacTBOM heaepanbHOM rocyaapCTBEHHOW MHOPMALMOHHON cucTemsl "EQUHBIA NopTan rocyaapCTBEHHbIX U
MyHUUMNanbHbIX yenyr (dbyHKUMRn)" (ganee - eavHbld nopTtan) B YNOMHOMOYEHHbIN deaepanbHblii opraH MCNOMHUTENbLHON
BMacTW 3asiBfieHne O rocydapCTBEeHHOW perucTpaummM IekapCcTBEHHOro npenaparta Ans BeTepUHapHOro MpUMeEHeHus,
noAnucaHHoe YCUINeHHOW KBanuuuMpOBaHHOW 3MNEKTPOHHOW MNOAMUCHLIO, a Takke AOKYMEHTbI, M3 KOTOpbIX opmupyercs
pervcTpaumoHHOE AOChe Ha flekapCTBEHHbIV Npenapar Ans BeETepMHAPHOro NPUMEHEHNS.

(Yactb B penakumm, BBeaeHHoM B gencteme PenepanbHbiM 3akoHom oT 30 sHBapsa 2024 roga N 1-93. - Cm. npenbiayLyto
penakuuio)

2. B 3asABneHWM O rocydapCTBEHHOM perucTpauun nekapcTBEHHOro mnpenapata Ans BeTepMHapHOro MNpUMeHeHWUs!
yKasblBatoTCA:

1) HaumeHoBaHWe W afpec 3asiBUTeNsl, paspaboTymka 1 NPOM3BOAUTENS NeKapCTBEHHOro npenapara Ans BeTepuHapHoro
NpUMEeHeHNs1 U adpec MecTa OCYLLEeCTBIEeHMs] NPOV3BOACTBA fIeKapCTBEHHOrO npenapaTa Ans BETEPUMHAPHOIO NpyMeHeHus (B

Ccny4dae Hann4ma HeCKONbKUX yH4aCTHMKOB npoLuecca npomn3BoncTea HeobxoamMmo YKasaTb Kaxgoro u3 HVIX);

2) HaunMeHOBaHWe NeKapCTBEeHHOro npenapara ana BeTepnHapHOro npuMmeHeHund (Me>+</:|,yHapo,u,Hoe HenaTteHToBaHHOe, Unn
rpynnmpoBoYHOE, Ui XmuMn4eckoe 1 Toproesoe HaI/IMeHOBaHVIﬂ);

3) nepeyeHb ﬂeﬁCTByI-OLLLI/IX 1N BCNomMoratesibHbIX BelleCTB, BXOOAWWMX B COCTaB JIeKapCTBEHHOIo npenaparta Aand
BETEPUHaAPHOIro NpUMeHeHus, C yKa3aHnem Kornn4ecTBa Kaxgoro U3 HuX;

4) nekapcTBeHHasi hopma, [03UpoBKa, Crocobbl BBEAEHUS U MPUMEHEHUS], CPOK FOAHOCTW NEKApCTBEHHOrO Mpenapara
Ansi BETEPUHAPHOIO NMPUMEHEHWS;

5) dhapmakoTepaneBTuyeckas rpynna;

6) HeOBXOAMMOCTb NMPUMEHEHMS] YCKOPEHHOM NMPOoLEAYpPbl 9KCNEPTU3bl NIEKaPCTBEHHbIX CPEACTB B LIENSIX rOCYAapCTBEHHON
perucTpaummn nekapcTBEHHOro nNpenapara;

7) KoMK JOKYMEHTOB, NOATBEPXKAAOLLMX YNNaTy rocyaapCTBEHHOW MOLLMMHGI:
a) 3a MpoBefeHMe IKCMEepTU3bl KayecTBa fekapCTBEHHOrO CPeacTBa M 3KCMNEPTU3bl OTHOLLEHUS OXWMAAEMOMW Monb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUS rieKapCTBEHHOro npenapaTta Ans BETePMHAPHOro MPUMEHEHUsI NPU ero rocyAapCTBEHHON

peructpauuy;

6) 3a Bblaa4vy perncrtpayMoHHOro ygqoCctoBepeHuna nekapCTtBeHHOro npenapara,;
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8) Hannume cornacusi, NPeAYCMOTPEHHONO YacTblo 7 HacTosdule CTaTbW, €CliM C MOMEHTa pernctpauum pedepeHTHOro
nekapcTBEHHOroO nNpenaparta Assi BETEPUHAPHOro NPUMEHEHUS NPOLLIIO MEHee YeM LLECTb feT.

(MyHKT B pegakumn, BBeAeHHON B aenctBre PenepanbHbiM 3akoHoM OT 13 mnions 2015 roga N 241-93. - Cm. npeabiayLyo
penakumio)

3. PeructpaumoHHoe [oCcbe B LENAX 9KCNepTu3bl IEeKapCTBEHHOrO mnpenapata Afns BETEPUHAPHOIO MNPUMEHEHMS
cdopmupyeTcsa U3 cregyowmx JOKYMEHTOB U CBEAEHNNA:

(AB3au B penakuun, BBegeHHoW B genctere ¢ 1 aHBaps 2021 roga PenepanbHbiv 3akoHOM OT 27 fAekabpsa 2019 rona N
478-®3. - CM. mpeablayLLy0 PEAAKLIMIO)

1) cBegeHus o gare NpefoCTaBnNeHUs U PEMMCTPALUOHHOM HOMEPE NULIEH3MM Ha NPOM3BOACTBO NEKAPCTBEHHbLIX CPEACTB,
npeaocTaBneHHoW MNPOU3BOAUTENIO PErMcTpUpyemMoro NekapCTBEHHOro npenapata Ans BETepUHApPHOro npuUMEeHeHus, Ans
POCCUNCKMX NPON3BOAUTENEMN;

(MyHkT B pegakunn, BBegeHHon B aenctane ¢ 15 uioHa 2018 roga PenepancHbiM 3akoHoM OT 4 mioHa 2018 roga N 140-
®3; B pegakuun, BBeaeHHon B aencteme ¢ 1 aHBapsa 2021 roga PenepanbHbiM 3akoHOM 0T 27 aekabpa 2019 rona N 478-93. -
CMm. npenplayLwyto peaakuuio)

2) cBefeHMsi 0 AaTe NpegocTaBneHns U PErmMcTpaLMoHHOM HOMepe NMUMLEH3MN Ha NPOM3BOACTBO NEeKapCTBEHHbIX CPEACTB,
npenocTaBneHHON Npou3BoanTento hapMaLleBTUYecKo cybcTaHumn, BXoasilen B COCTaB PErMCTPUPYEMOTO FIEKapPCTBEHHOMO
npenapata Ans BeTepUHapHOro NpuMeHeHusl, Ans POCCUACKNX NPOU3BOAUTENEN;

(MyHKT B pegakumu, BBeaeHHon B aenctene ¢ 15 noHsa 2018 roga PenepanbHbiv 3akoHoM OT 4 nioHa 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 ctatbn BCTynun B cuny ¢ 1 aHBaps 2017 roga - cm. nyHKT 3 cratbn 4 PenepanbHoro
3akoHa ot 22 aekabpsa 2014 rona N 429-93.

2_1) Konusi 4OKYMEHTa, BblAAHHOMO YNONIHOMOYEHHBIM OpraHOM CTpaHbl NMPOM3BOAUTENS ANA KaXKAoW Npoun3BOACTBEHHOM
Nrowagky permcTpupyemMoro nekapcTBEHHOrO npenapata Afis BETepuHApHOro NPUMEHEeHWst W NoATBepXKAatoLiero
COOTBETCTBME NPOU3BOAUTENS FIeKapCTBEHHOro npenapara TpeboBaHUsiM NpaBui Hagnexallen Npon3BoACTBEHHON NPAKTUKK,
N ero nepeBof Ha PYCCKUIA 5i3blK, 3aBEPEHHbIE B YCTAHOBMEHHOM MOpsike, a Takke KOMusl 3akfoYeHWsi O COOTBETCTBUM
Npoun3BOaNUTENS NEKAPCTBEHHbIX CPeAcTB TPebGoBaHMSIM NpaBuil Hagnexallen NPOM3BOACTBEHHOW NPaKTUKW, BblgaHHOMO
YMNOMTHOMOYEHHbIM  dbefepanbHbiM — OpraHOM  MUCTIONHUTENbHOW  BRacTu  ANns  KaXkOoW MNpOWM3BOLCTBEHHOM  MrioLLagKu
PErMCTPUPYEMOrO JIEKAPCTBEHHOIO Npenaparta A1 BETEPMHAPHOIO MPUMEHEHUs), MO0 KOMWUsl pelleHnst O MNpoBeaeHUU
WHCMNEKTUPOBAHMS MPOU3BOAUTENS JEKApPCTBEHHbLIX CPEACTB, MPUHATOIO YMOSIHOMOYEHHbIM dhedeparbHbIM  OpraHoM
WCMOMHUTENBHOW BMNacTW Ansl KaXgoW NpOM3BOACTBEHHOM NroWadKkW PerMcTpyMpyemoro nekapCTBEHHOrO npenaparta Aansi
BETEPUHAPHOIO MNPUMEHEHUSI. YKasaHHble [OOKYMEHTbl MPEeACTaBMsloTCA B Crlyvyae, ecnv MPOW3BOACTBO J1EKAPCTBEHHOMO
npenapaTta OCyLLeCcTBnaeTcs 3a npeaenamm Poccuiickon ®epepaunm;

(MyHKT gononHuTenbHo BKMoYeH ¢ 15 noHa 2018 roga PenepanbHbiv 3akoHOM OT 4 mnioHa 2018 rona N 140-93)

2_2) Konust JOKYMeHTa, Bbl4AHHOIO YNOIHOMOYEHHbLIM OpraHoOM CTpaHbl NpoM3BOANTENS hapMaueBTUYECKON CyOCTaHLMK
1 NOATBEPXAALWEro COOTBETCTBME NpousBoanTenst hapMaLleBTUYeckon cybcTaHumm, BXoAsiLLEN B COCTaB pPerMcTpupyemMoro
NeKkapcTBEHHOrO npenapata AN BETEPUHapHOro NpUMeEHeHWsi, TpeboBaHMsSIM NpaBuN Hagfnexalwenh NpPon3BOACTBEHHOW
npakTUKW, U ero nepeBod Ha PYCCKUA N3blK, 3aBEPEeHHble B YCTAHOBIEHHOM MOPSiAKe, B Criydae, ecnn Npou3BOACTBO
dapmaLeBTMYECKOM CyOCTaHUMKM ocyLlecTBnsieTcqa 3a npegenamm Poccuiickon depepauuu;

(MyHKT gononHuTenbHo BkoYeH ¢ 15 noHa 2018 roga PenepanbHbiv 3akoHoM OT 4 mnioHa 2018 roaa N 140-93)

3) NpoeKT HoOpMaTUBHOMO AOKYMEHTA Ha NeKapCTBEHHEIN Npenapar A5s BETEPUHAPHOrO NPUMEHEHWS;

4) pOKyMEHT, coepXaliuMi crneayoLwy WHdopMmaumio o dapmaueBTUYecKorn cybCcTaHuum mnmn dapmaueBTUYECKnX
cybCcTaHuusx, BXOASLLNX B COCTaB NIeKapCTBEHHOrO npenapara AN BETEpMHAPHOIO NPUMEHEHNS:

a) HaMMeHoBaHue hapmaleBTMYeckon cybecTaHumn, ee CTpykTypa, obLime cBOMCTBA (NpY rocyqapCcTBEHHOW perncrpauum
MMMYHOBKNOMNOrMYeCKNX fiekapCTBEHHbLIX NpenapaToB Afsi BEeTEPMHAPHOro NPUMEHEHNS NPEeACTaBNSATCS CBEAEeHUS O LiTaMme,
BKITKOYas ero HauMeHoBaHue, MHAOPMaLUIO O MPOUCXOXKAEHMM, EF0 CBOMCTBAX, XapakTEPUCTUKAX U MECTE AENOHMPOBAHNS);

(MoanyHKT B pedakumuv, BBeAeHHOM B Aericteue ¢ 13 aBrycta 2019 roga PenepanbHbiM 3akoHoM OT 2 asrycta 2019 roga N
297-®3. - CM. NpeapAyLLYI0 PeaaKLmio)
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6) HanMeHOBaHWe N aapec npoun3sognTend,
B) TexXHoNnorna npomn3eoacTea Cc onncaHnem cragun npon3BoAacTBa U METOAOB KOHTPOIA Ha BCEX CTaguAX Npon3BoaACTBa,

r WHopmaumss o npuMmecsax (He npeacTaBnsieTca Mnpu roCyaapCTBEHHOW pernctpauum  MMMYHOOMONOrMYECKMX
nekapcTBEHHbIX NpenapaToB Afs BETEPUHAPHOrO NpUMEHeHs);

(MoanyHKT B pegakummn, BBeAeHHoN B gercteue ¢ 13 aBrycta 2019 rona PenepanbHbiv 3akoHoM OT 2 asrycta 2019 roga N
297-03. - CM. NpeAblayLLy0 peaakuuio)

4) cneundukauma Ha dapMaueBTUYECKYD CybCTaHuuo (He NpenCcTaBnsieTcs Mpu rocy4apCTBEHHOW perucrpauuu
UMMYHOBUNONOrMYECKNX NeKkapCTBEHHbIX NpenapaToB Ansi BETEPUHAPHOro NpUMEHeHUs);

(MoanyHKT B pedakumuy, BBeAeHHOM B Aericteue ¢ 13 aBrycta 2019 roga PenepanbHbiM 3akoHoM OT 2 asrycra 2019 rona N
297-93. - CM. NpeAblayLLy0 Penakumio)

e) onncaHne MeToaukK KOHTpOIA Ka4vecTBa,

X) pesynbraThl aHanu3a cepuin papmaueBTMYeckon cybcTaHumMm (He NPEACTaBNAKTCA NPU rocyaapCTBEHHOW perncTpaumm
MMMYHOBMNONOrMYECKNX riekapCTBEHHbIX NpenapaToB Afsi BETEPUHAPHOro NpUMEHeHUs);

(MognyHKT B peaakumun, BBeaeHHon B aencteue ¢ 13 aBsrycta 2019 roga PenepanbHbiM 3akoHoM oT 2 aBrycta 2019 rona N
297-®3. - Cm. npeaplayLLyo PeaaKLnio)

3) NepeyeHb CTaHgapTHbIX 06Pa3LOB UMK BELLECTB, UCMOMb3YEMbIX NMPU OCYLLECTBEHNN KOHTPONSA KaYecTBa;
1) onMcaHne xapakTepuUCTMK U CBOMCTB YNakoBOYHbIX MaTepUanoB 1 YKYNopoYHbIX CPEACTB;

K) OaHHble O CTabunbHOCTU (He nNPEACTaBMAKTCA MpPU  FOCYAAPCTBEHHOM perucTpaumm  MMMYyHOOMONOrnyecKkmx
nekapcTBEHHbIX NpenapaToB sl BETEPUHAPHOrO NPpUMEHeHUS);

(MoanyHKT B pedakumuy, BBeAeHHOMW B Aerictue ¢ 13 aBrycta 2019 roga PeneparnbHbiM 3akoHoM OT 2 asrycra 2019 roga N
297-03. - CM. NpeAblayLyio peaakLuio)

J'I) CPOK rogHOCTH, yCINoBUA XpaHEHUA,

5) oTyer o pesynbratax AOKIUMHWYECKOTO WUCCINEAOBAHUS NEKApPCTBEHHOINO CPEACTBa AN BETEPUHAPHOIO MPUMEHEHMS,
BKITHOYAIOLLMIA OMNMCaHNe METOLOB OMNpeneneHnss OCTaTOuHbIX KONMUMYeCTB AEVCTBYOLLErO BeELECTBa (AENCTBYHOLINX BELLECTB),
JoCTuraloLwero (0oCTuraroLmx) CUCTEMHONO KPOBOTOKA, B NMPOAYKLMN KUBOTHOIO MPOUCXOXAEHUS MOCHe NPUMEHEHUsT TaKoro
nekapcTBEHHOrO CPeACcTBa, a Takke JOKYMeHTarlbHOe NOATBEPXXAEHME (Banuaaums) ykasaHHbIX METOA0B;

(MyHkT B pegakuun, BBeaeHHon B aencteue ¢ 13 asrycta 2019 ropa PenepanbHbiM 3akoHoM oT 2 asrycta 2019 roaa N
297-®3. - Cm. npeaplayLLyo peaaKLmio)

6) OT4HET O pe3dynbraTtax KIUMHU4YECKOro mnccrnegoBaHuA JNekapCTBEHHOIo npenaparta And BeTepuHapHOro npuMeHeHua y
KaXKgoro Buaa XmBOTHbIX, YKa3aHHbIX B MUHCTPYKUUK MO BETEPUHAPHOMY NMPUMEHEHUIO;

7) NPOEKT MHCTPYKUMM MO BETEPMHAPHOMY MPMMEHEHUIO JEKApCTBEHHOrO MpenapaTta, CcopepXallein cregyoume
cBefeHus:

a) HanMeHOBaHWMe NeKapCTBEHHOIo rnpenapara ana BeTepnHapHoro npuMmeHeHns (Me)Kﬂ,yHapO,D,HOG HenaTteHToBaHHOe, UIn
rpynnnpoBoYHOE, U XMMN4YeCcKoe U Toproeoe HaI/IMeHOBaHVIﬂ);

6) nekapcTBeHHasi opMa C yKa3aHWeM HaUMEHOBaHUM W KONMWYECTBEHHOIO COCTaBa [JEWCTBYHOLLUX BeELLECTB U
Ka4eCTBEHHOro CoCTaBa BCMOMOraTerbHbIX BELLECTB;

B) onncaHwme BHeLHero snaa nekapCTtBeHHOoro npenapara gna BeTepmMHapHOro npuMeHeHus;

r) dapmakoTepaneBTUdeckas rpynna JekapCTBEHHOro npenapata Ansi BETEPUMHAPHOIO MPUMEHEHUSI UM yKasaHue
"romeonaTnyeckuin NekapCcTBEHHbIM Npenapart”;
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4) capmakoguHaMuka UM hapMakokMHeTMKa (3a WUCKIoYeHUMEM (PapMakOKMHETVMKM TOMeonaTUyeckmx IekapCTBEHHbIX
npenapaToB U pPacTUTENbHbIX NEKAPCTBEHHbLIX NpenapaToB) WM onucaHne UMMYHOBMOMOTMYECKUX CBOWCTB JIeKapCTBEHHOro
npenapara;

€) nokasaHusi aAns NpUMeEHeHs;

X) MPOTMBOMNOKa3aH!sA A NPUMEHEHMS;

3) Mepbl NPEAOCTOPOXHOCTU NPU NPUMEHEHUMU;

I/I) YKa3aHne BO3MOXHOCTU U ocobeHHocTen NPUMEHEHNA y 6epeMeHHbIX XNBOTHbIX, Y XUBOTHbIX B nepuon nakrauuu, y
NMOTOMCTBA XUBOTHbIX;

K) pexnm O03npoBaHuA, crnocob BBeAEHNA N NpPpUMEHEHUd, Mnpu HeOﬁXOﬂ,I/IMOCTI/I BpemMaA npuemMa JnekapCTtBeHHOro
npenaparta ana BeTepnHapHOro npuMeHeHund, NnpoaoinkKUTeNIbHOCTb JNTEYEeHUA;

J'I) BO3MOXHble MOOOYHblE OENCTBUSA, HexenaTerbHble peakuun npun npuMeHeHMn JIneKapCTBeHHOro npenaparta Aand
BETEPUHAPHOIo NpUMeHeHnaA;

M) CUMNTOMbI NEPEAO3NPOBKM, MEPbI MO OKa3aHWIo NMOMOLLM NPY Nepeao3npOBKE;
H) B3aMMoZeWCcTBME C APYrMMM NeKapcTBEeHHbIMM NpenapaTtamu U (M) Kopmamu;
0) chopMbl BbINycka NekapCTBEHHOro npenapara Ans BETEPUHaAPHOTo NPUMeHEeHUs!;

n) ykasaHue (nNpy HeobGXoOMMOCTM) OCOBEHHOCTEN [OENCTBUSA JIEKApCTBEHHOro npenapata fAnsi BETEPUHAPHOrO
NMPUMEHEHMS NPY NEPBOM NPUEME UMW NPU €50 OTMEHE;

p) onucaHue (Npu HeOBXOAMMOCTIN) AENCTBMIA crieumanucTa B obnacTtn BeTepMHapuvm, BriagenbLa XMBOTHOIO Npu Nponycke
nprvemMa OfHOW UMY HECKONbKUX 403 NEKapCTBEHHOrO npenaparta A5is BETePUHAPHOro NPUMEHEHNS;

(MognyHKT B pegakumu, BBegeHHown B aenctaue ¢ 13 asrycta 2019 roga PenepanbHbiM 3akoHoM ot 2 asrycta 2019 rona N
297-03. - CM. NpeAblayLLy0 PenakLmio)

C) CPOK rogHOCTU M yKa3aHue Ha 3anpet npuMmeHeHud NekKapCTBEeHHOro npenapara anda BeTepuHapHOro npuMeHeHusa no
NCTEeYEeHNN CpOKa rogHoCTH;

T) YCNOBUS XpaHEHWS;

y) ykasaHue Ha HeoGXOOMMOCTb XpaHeHWs NeKapCTBEHHOro npenapaTta O BeTepuHapHOro MPUMEHEHUS B MecTax,
HeOoCTYMHbIX AN AeTein;

®) ykasaHve (NpuM HEOBGXOAUMOCTW) creumasnbHbiX Mep MPedOCTOPOXKHOCTA MPU  YHUUTOXKEHUM HEUCMONb30BaHHbIX
NeKapCTBEHHbIX NpenapaTos AN BETePUHAPHOMO NPUMEHEHUS;

X) CPOKM BO3MOXHOIO MCMOSIb30BAHUS MPOAYKLMM XXKMBOTHOMO TMPOUCXOXOAEHUS MOCMe BBEOEHUS KMBOTHOMY
neKkapcTBEHHOro npenapara afisi BETepUHapHOro NpUMEHEHUS;

Lj) yCroBusi OTNycKa;

‘~I) HanMMeHOBaHUA W ajgpeca npou3BOACTBEHHbLIX MJfioWagoK npou3BoaNTENA J1eKapCTBEHHOro npenapata Aand
BE€TEePUHApPHOIro NnpuMeHeHun4A;

LIJ) HanmMeHoBaHue, apgpec opraHn3auum, yI'IOJ'IHOMO‘-IeHHOIZ gepxarenem wunn  BrnagenbuemMm pernctpaumoHHOro
yAoCTOBEpEeHUA NneKkapCTBeHHOIo npenapara Ha NpuHATne npeTeH3|/||7| oT n0Tpe6|/|Tens=|;

8) NpoekTbl MaKeToB MEPBWYHOM YNaKOBKM WM BTOPUYHOW YMAKOBKW NEKApCTBEHHOrO npenapata Ans BeTepUHapHOro
NpYMEHEHNS;
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9) cneayolwme cBeAEHNS O NEKAapCTBEHHOM NpenapaTe 418 BETEPUHAPHOro NPUMEHEHNS:

a) onucaHne 1 CoCcTaB NeKapCTBEHHOIO Npenapara Ans BETEPUHaAPHOr0 NPUMEHEHUS;

0) onucaHne hapmaueBTUYECKON pa3paboTku;

B) onucaHue npouecca MPOM3BOACTBA WM €ro KOHTPOSs, NOANWCaHHOEe B MOpsiAKe, YCTaHOBNEHHOM B COOTBETCTBMM C
YyacTbio 1 HacTosLlen cTaTbuy,;

(MoanyHKT B pedakumuy, BBeAeHHOM B Aerictue ¢ 13 aBrycta 2019 roga PenepanbHbiM 3akoHoM OT 2 asrycra 2019 roga N
297-03. - CM. NpeAblayLLyio peaakuuio)

) onucaHue KOHTPONSA KPUTMYECKUX CTaaui NPOM3BOACTBA U MPOMEXYTOYHOW MNpPOAYKUMM, MOAMUCAHHOE B MOpPSAKeE,
YCTaHOBIIEHHOM B COOTBETCTBUM C YacTbio 1 HACTOSALLIEN CTaTh;

(MognyHKT B pegakunn, BBeaeHHon B aencteue ¢ 13 asrycta 2019 roga ®enepanbHbiM 3akoHoM 0T 2 asrycta 2019 rona N
297-®3. - CMm. NpeaplayLLyo peaaKLmio)

O) HavMMeHoBaHuMs U agpeca paspaboTuvka, gepxatens wnu  Brnagenbla pPerncrpauuoHHOro  yAOCTOBEPEHMS
nekapcTBEHHOrO npenapara, NPOM3BOACTBEHHbLIX MMOLWLAA0K NPOM3BOAUTENS NEKapCTBEHHOMO npenapata Ans BeTepuHapHOro
NPUMEHEHNS1 C YKasaHMEM CTaaui TEXHOSIOrMYECKOro MpoLiecca, OCYLUECTBASIEMbIX Ha MNPOM3BOACTBEHHbLIX MroLlagkax
npoun3BoanUTENs NekapCTBEHHOrO Nnpenaparta Ans BeTepUHapHOro NpUMeEHeHNS;

(MognyHKT B pedakumu, BBeAeHHOW B aencteue PenepanbHbiM 3akoHoM OT 13 utonga 2015 ropga N 241-93; B pegakumm,
BBeOoeHHon B genctBue ¢ 13 asrycta 2019 roga PepepanbHbiM 3akoHOM oT 2 asrycta 2019 ropa N 297-903. - Cwm.

NReAbIAYLLYI0 PefaKumio)

e) bapmaLeBTMyYecKkass COBMECTUMOCTb;

) MUKPOBUONOrMyeckne XxapakTepUCTUKY;

3) MaTepuvanbHbI BanaHc Anst NPou3BOACTBa CEPUM FOTOBOIO NPOAYKTa;

1) ONUcaHue XxapakTepUCTUK U CBONCTB YNAKOBOYHbIX MaTepMarioB 1 YKYNOpPOYHbIX CPEACTB;
K) 4OKYMeHTanbHoe NoaTeepXaeHune (Banuaaums) npoLeccoB U (MNKN) UX OLIEHKA;

n) TpeboBaHus K Ka4ecTBY BCMoMoraTesibHbIX BELECTB (cepTudmkar, cneumdpukaums Ha BCromMoraTernbHble BELWECTBa U UX
obocHoBaHue);

M) aHalnnTun4eCcKne MeToankum, ncrnonbdyemblie Npu OCyLLECTBIIEHUN KOHTPONA Ka4yecTBa BCromMoraTesibHbIX BELWECTB;

H) OOKyMeHTallbHOoe noaTBepXxaeHune (Banmp,au,m) aHalmMTU4eCKnX MeToduK, Uucnonb3yemMbliX MNpu OcCylleCTBEHNN
KOHTpPOIA Ka4ecTBa BCnomMoraTtesibHbIX BELWECTB;

O) VIHC*)OpMaLI,I/Iﬂ 00 ncnonb3oBaHMM BCNOMOraTefbHbIX BELLECTB YENTOBEYECKOIO U XKMBOTHOIO NPOUNUCXOXAOEHUA;

n) nognyHkT yTpatun cuny ¢ 13 aerycta 2019 roga - PenepanbHbli 3akoH oT 2 aBrycta 2019 roga N 297-03 - cwm.
npeablayLlyto penakumio;

p) TpebGoBaHNA K Ka4ecTBY NeKapCTBEHHOrO Nnpenaparta Ans BeTepuHapHoro npuMeHeHus (ceptudmkart, cneundukaumns Ha
neKkapCTBEHHbI Npenapar 1 ux o06ocHoBaHMWe);

C) aHanmTn4yeckne MeToauKn, Ucnorib3dyemMble npu OCyLeCTBITIeHUN KOHTPONA Ka4decTBa JIeKapCTBEHHOro npenapara ana
BE€TEePUHAPHOIro NpuMeHeHun4A;

T) OOKYMEeHTarnbHOEe noaTBepXxaeHue (Banm,u,au,m) aHalMMTU4eCKNX MeToOuK, WUCNOJIb3yeMbIX Mpun OCyLleCTBIIEeHUn
KOHTPOJIIA Ka4YecCTBa JIeKapCTBEHHOIo npenaparta Aand BeTepuHapHOro npuMeHeHus,;

y) AOKYMEHT, NoATBEPXKAAIOWMIA KayecTBO JIeKapCTBEHHOIO Npenaparta Tpex NPOMbILLINEHHbIX Cepuii (MPOTOKoN aHanvsa
WM cepTudMKaT aHanusa), odHa Ccepust KOTOpOro [OOSkHa coBnafaTtb C cepueil obpasua fiekapCTBeHHOro npenapara,
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nogaHHOro Ha perncTpaumio;
) XxapakTepucTnka npumMecen;

X) nepeyeHb CTaHOapTHbIX 06pasuoB, MCMONMb3yeMblX NPV OCYLLECTBIIEHUM KOHTPOMS KadyecTBa JleKapCTBEHHOO
npenapara afisi BETEpUHapHOro NPYMEHEHUS;

L) AaHHble 0 CTAabMNBHOCTYM NIEKapCTBEHHOIO Npenapara Ans BETEpUHAPHOTO NPYMEHEHUS;

10) Konusa OOKYMeHTa, codepKallero MHopMaLmMio 0 HamMuuM un o6 oTCyTCTBUM (DaKTOB PerncTpauum fekapcTBEHHOTO
npenapata Ansi BETePUHAPHOIro NpuMeHeHus 3a npeaenamu Poccuiickon ®epepauuu;

11) cornacne B NMCbMEHHOW bopme, MPEedyCMOTPEHHOE YacTbl 7 HACTodulel CTaTbW, B Cryvae perucrpauuu
BOCMNPOM3BEAEHHOMO NNeKapCTBEHHOIO nNpenapara;

(MyHKT B pegakumn, BBeaeHHon B aericterne PenepancHbiM 3akoHoM OT 13 mons 2015 roga N 241-93. - Cm. npeabiayLyo
penakuuio)

12) KONMs [OKYMEHTa Ha PYCCKOM A3bIKe, 3aBEPEHHOr0 B YCTaHOBMNEHHOM MOPSAAKE M MOATBEPXXAAloLEero npaBoMoOYHOCTb
3asIBNEHNSA O rocyaAapCTBEHHON perncTpauum nekapcTBeHHOro npenapara Ans BeTepMHapHOro NpUMeHeHus (LOBEPEeHHOCTb);

13) cBegeHnst 0 rocyaapCTBEHHOW perncrTpauum reHHo-MHXeHepHO-MoANMULNPOBAHHbBIX OpraHM3MoB, NpeaHa3HaYeHHbIX
ONs BbiNycka B OKpy)katolyto cpegy (npv rocyaapCTBEHHOW perMctpaumm NekapcTBEHHbIX npernapaTtoB Ansi BeTepuHapHOro
NPUMEHEHMUS1, MOMYYEHHbIX C MPUMEHEHUEM TFeHHO-UHXEHEPHO-MOANMMLMPOBAHHBLIX OPraHM3MOB WM codepXallumx Takue
opraHuambl).

(MyHKT gononHuTenbHo BkMoYeH ¢ 13 aBrycta 2019 roga ®enepanbHbiv 3akoHoM 0T 2 aBrycta 2019 rona N 297-93)

4. Mpn NpoBeaeHUN YCKOPEHHOW MpoLEeaypbl SKCNEPTU3bl NTEKAPCTBEHHONO npenapara Ans BETEPUHApPHOro NpYMeEHEHUs
(3a vcknoyeHeM nekapcTBEHHOrO npenaparta Ansi BETEpMHAPHOIO NMPUMEHEHUS, yKa3aHHOro B YacTn 4_1 HacTosleln cTaTbu)
B LensX ero rocygapCTBEHHOW perucrpauum BMeCTO OT4yeTa pa3paboTuuka O pesynsratax LOKIMMHUYECKOTO MCCreqoBaHust
NneKkapcTBEHHOrO CpeAcTBa Ansl BETEPUHAPHOro NpUMEHeHUss MOXeT BblTb nNpeacTaBneH 0630p Hay4vHbIX paboT O pesynbratax
OOKITMHMYECKOro mnccnefoBaHns pedepeHTHOro feKapCTBEHHOrO npenapata Afd BEeTEPMHApPHOro MPUMEHEHUs, a BMECTO
oT4yeTa O pesynbratax KIUMHUYECKOro MUCCregoBaHus NeKkapCTBEHHOro npenaparta ANns BeTepuHapHOro NpuMeEHeHUs OT4YeT O
pesynbratax uccregoBaHuin OVMOSKBMBANEHTHOCTU BOCMPOU3BEAEHHOINO FEKApCTBEHHOrO Mnpenapara Ans BETEpMHApHOro
NPUMEHEHNS.

(Yactb B pepgakuun, BeegeHHon B aencteme ¢ 13 aBrycta 2019 roga ®enepanbHbiM 3akoHoM oT 2 asrycta 2019 roaa N
297-03; B pegakuuun, BBegeHHon B genctene ¢ 1 ceHTabps 2023 roga PenepansbHbiM 3akoHom oT 28 anpens 2023 roaa N 171-
®3. - Cm. NpeapblayLLyo PeaaKLmIo)

4 1. Tpn npoBedeHWM YCKOPEHHONW npouedypbl 3KCNepTU3bl JEeKapCTBEHHOro npenapata [Aafis  BeTepuHapHOro
NPUMEHEHUs1, NPeAHa3HaYeHHOro AN fleYeHnsl AoOMaLLlHMX XMBOTHbIX, onpeaeneHHbix PenepanbHbiM 3akoHOM OT 27 Aekabps
2018 rona N 498-93 "O6 0TBETCTBEHHOM 00pALLEHNM C XKMBOTHBLIMU U O BHECEHUN N3MEHEHWI B OTAENbHbIE 3aKOHOAATENbHbIE
akTbl Poccuiickon depepaumn”, n 3aperMcTpMpoBaHHOINO B KayecTBE JleKapCTBEHHOro npenapaTta Ans MeguuuHCKOro
NMPUMEHEHNs1, B LIENsIX ero rocyqapCTBEHHOW perncrpauum BMECTO OTdyeTa paspaboTyvMka O pesyrnbratax AOKIUMHUYECKOro
nuccrnenoBaHNsl NeKapCTBEHHOTO CpeacTBa Ans BETEePUMHAPHOro MNpPUMMEHeHuMst MoryT OblTb npedcTaBneHbl pesynbraTbl
OOKITMHNYECKOIO MCCreaoBaHusi COOTBETCTBYIOLLETO NEKAapCTBEHHOIrO0 CPeAcTBa AN MEAMLMHCKOrO MpUMEHEHUsl, a BMEeCTO
oTyeTa O pesynbTatax KMMHUYECKOro UCCNeaoBaHUsl fiekapCTBEHHOro npenapaTta Ansi BeTepUHapHOro npumMeHeHus - o63op
Hay4HbIX paboT O pe3ynbraTax KMMHUYECKUX UCCNEAOBAHUN NEKapCTBEHHOro npenapara Ans MeaULUMHCKOro NpMMEHeHUs Ha
BUaX XMBOTHBIX, KOTOPbIM NpeAHa3Ha4YaeTcsl uccriefyemblii NeKapCTBEHHbIN Npenapar.

(Yactb gononHuTenbHO BKNtoveHa ¢ 1 ceHTsa0psa 2023 roga PenepansHbiM 3akoHoM oT 28 anpens 2023 roga N 171-93)

5. Ha akcnepTtusy pasnunyHbix NekapCcTBEHHbIX POpM OOHOrO M TOrO Xe NEKapCTBEHHOro npenapara Ans BeTepuHapHOro
NpYMeHeHWs 3asiBUTeNb NPeacTaBnseT oTaenbHble 3asiBNEHUS U PErMCTPaLUOHHbIE AOChE Ha KaXayH NeKapCTBEHHYO hopmy.
Mpn ycnoBun OQHOBPEMEHHOW NOdAa4YM Ha 9IKCNepTUdy OOHOW JeKapCTBEHHOW OOpMbl C  pPasnUYHbIMK  JO3UPOBKOW,
KOHLeHTpauuen, o0ObeMOM 3asBUTENb NPELCTABMSET OQHO 3asdBMNEHME U PErucTpaLuoHHOE LOChbe C MPUIOXEHWEM MakeToB
NepBMYHOM YMaKOBKM M BTOPUYHOW YynakoBKW. Ha mMakeTax MepBMYHOM YMakoBKW M BTOPUYHOW YMAKOBKW yKa3blBalOTCA BCe
npou3BoOANMbIE [O03UPOBKM, KOHLUEHTpauuuM, obbeMbl M KOMMYECTBO 003 B YMAKOBKE IEKApCTBEHHOro mnpenapara Aansi
BETEPUHAPHOIO MPUMEHEHNS.
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(Yactb B pepgakuun, BeeaeHHon B aencteme ¢ 13 aBrycta 2019 roga ®eaepanbHbiM 3akoHoM oT 2 asrycta 2019 roaa N
297-®3. - Cm. NpeaplayLLyo PeaaKLnio)

6. B cnyyae HenpegcTaBneHust C 3asiBlIEHWEM O TOCYyAapPCTBEHHOW perncrpaumm JfekapCTBEHHOro npenaparta Aans
BETEPUHAPHOIO MPMMEHEHUS OOKYMEHTOB, MOATBEPXAAMOLWMX YNnaTy rocygapCTBEHHOM MOLUMMHBbI U yKa3aHHbIX B OYHKTE 7
YacTn 2 HacTosuleN CTaTbu, CBEOAEHUW O JIMLEH3MSX, YKasaHHbIX B OyHKTax 1 M 2 4yactu 3 HacTosulen cTaTtbu, a Takke
BblaBaembIxX (MpefoCcTaBnsieMbix) YMOMHOMOYEHHbIMU dedepanbHbIMU OpraHaMyv UCMONMHUTENbHOW BracTu [LOKYMEHTOB
(cBegeHun), ykasaHHbIX B OyHKTe 2_1 YyacTu 3 HacTosulen cTaTbu, YNONMHOMOYEHHbIN heaeparnbHbIi opraH MCMONMHUTENbHOM
BMacTW 3anpallMBaeT yKasaHHble [JOKYMeHTbl (CBedeHus)) B MNopsigke  MEXBELOMCTBEHHOro  MHMOPMAaLMOHHOIO
B3aMOOENCTBUS.

(YacTtb B pegakumu, BBegeHHon B gencteue ¢ 1 aHBaps 2021 rona ®enepansHbiM 3akoHOM OT 27 nekabpa 2019 roga N
478-®3. - Cm. NpeablAyLLYI0 PeAakLmio)

7. He O0onyckaeTca UCnoJjib30BaHNE B KOMMEPYECKUX Uenax VIHCbOpMaLI,I/II/I O pegynbratax OOKIMUMHUYECKUX nccrnegoBaHum
NeKapCTBeHHbIX CcpeactB U KIMHUYECKUX nccrnegoBaHum NNEeKapCTBEeHHbIX MnpenapatoB A4 BETEPUHAPHOIo MnpuMeHeHus,
ﬂpe,D,CTaBﬂeHHOVI 3aasuTenemM and rOC)/ﬂapCTBeHHOI;I perncTtpaunmn nekapCTtBeHHbIX npenapartos, 0e3 ero cornacusi B Te4eHue
LeCTn neT Cc Aatbl FOCWJ,apCTBeHHOIZ perncTpaumnm ped)epeHTHoro J1leKapCTBEHHOIO npenaparta B Poccuinckon d)e,qepaumvl.

8. [epxaTtenb wunu Bragenel perncTpaumMoHHOrO YAOCTOBEPEHMST JEKApCTBEHHOro npenapaTta Ans BeTepuHapHOro
NPUMeHeHns1 npeacTaBnseT B YNOSIHOMOYEHHbIN dedepanbHbli OpraH MWCMOMHUTENbHOW BriacTX OTYET MO pesynbratam
(papMakoHaz30opa OAMH pa3 B LUECTb MeCSILEB B TeYeHWe ABYX NeT Mocne rocyaapCTBEHHOW perMctpaummn riekapCTBEHHOMO
npenapata B Poccuiickon ®egepauun, 3atem exeroqHo B TeHeHMe nocnegyowmx Tpex feT U B ganbHenwem oguH pas B Tpu
roga.

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

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

MonoxeHus ctatbmn 17 HacTosawero ®enepansHoro 3akoHa (B pegakummn ®enepansHoro 3akoHa ot 30 aHBapa 2024 rona N
1-®3), kacawowmecss NpegocTaBneHns rocy4apCTBEHHbIX YCNyr npy obpalleHun nekapcTBeHHbIX CPeACTB ANsi BETEPUHAPHOIO
npuMeHeHnst nocpeacTBoM deaepanbHON rocyaapCTBEHHON MHPOPMaLMOHHON cucTeMbl "EQUHBIM nopTan rocy4apCTBEHHbIX U

MyHULUMNanbHbIX yenyr (pyHKUMn)", npumeHsiotes ¢ 1 aHBapsa 2026 roga - cM. NyHKT 6 ctatbn 4 PefepansHoro 3akoHa ot 30
aHBapa 2024 rona N 1-93.

KommeHTapum Kk ctatbe 17

CTATbA 18. NOOAYA U PACCMOTPEHUE 3AABIIEHUA O TOCYOQAPCTBEHHOW PETMCTPALIMA
JIEKAPCTBEHHOI'O MNMPEMNAPATA OANnA MEAMUUMHCKOIO NPUMEHEHUA

(HammeHoBaHue B pegakuuu, BeegeHHorn B gencteume ¢ 1 niona 2015 roga ®enepanbHbiv 3akoHOM 0T 22 Aekabpa 2014 rona N
429-03. - CMm. npeablayLLYI0 peaakLmio)

1. [lns rocygapcTBEHHON permcTpauumn nekapCTBeHHOro npenapara ans MeauumHCKoro NpMMeHeHUs lopuanyeckoe nmuo,
aencreylollee B COBCTBEHHbLIX MHTEpecax UMW YNOfHOMOYEHHOE MPeacTaBnsATb MHTEpechbl OPYroro HpvANYeckoro nuua wm
3aABNSOLLEE NEKAPCTBEHHbIM Mpenapat Ha roCydapCTBEHHYK perMctpauuio (ganee B HacTosILLEN CTaTbe - 3asiBUTENb),
npeacTaBnseT B YNOMHOMOYEHHbIM dedeparnbHbli OpraH WCNOSHUTENBHOM BNAcTW, OCYLLECTBASIOLNA FOCYAAPCTBEHHYHO
perncTpaumio nekapCTBEHHbIX NpenapaToB ANsi MEAULIMHCKOIO NPUMEHEHMS, B ANEKTPOHHON hopme 1 Ha ByMaHOM HocuTene
3asiBNeHME O rOCygapCTBEHHOW perncTpaumm nekapCTBEHHOro npenapaTta ans MeOUUMHCKOrO NPUMEHEHUsl, a Takke B
nopsiake, YCTaHOBNEHHOM YMNOSIHOMOYEHHbIM chegeparnbHbiM OpraHOM MCMONTHUTENBHOW BMACTU, B 3NEKTPOHHON hopMe U Ha
OyMaxHOM HocuTene HeobxoauMMmble LOKYMEHTbI, M3 KOTOpbIX (DOPMUPYETCHA PErMcTpaLMoOHHOE O0Cbe Ha JeKapCTBEHHbLIN
npenapart ans MeguULUHCKOro NPUMEHEHNS.

(YacTtb B pegakuuun, BBegeHHom B gencrtene ¢ 1 nons 2015 roga PegepanbHbiM 3akoHOM 0T 22 aAekabpsa 2014 rona N 429-
®3. - Cm. mpeaplayLLY0 PEAAKLIMIO)

2. B 3asiBneHunM o rocyaapCTBEHHOW perucTpaumMv nNekapCTBEHHOro npenaparta Ans MEAUUMHCKOrO NpUMEHeHUs
yKa3blBaoTCS:

1) HanmMmeHoBaHue, agpec 3adaBUTeNd U Npou3BoauTena JnekKapCTtBeHHOro npenaparta gnd MeauMumHCKOro npumMmeHeHusd,
cBeaeHnA 00 unx perncTtpaunmn B Ka4ecCctBe Harnoronmnartenblnka B CTpaHe pernctpaunn (,EI,J'IH pOCCI/IIZCKVIX ropngn4ecknx nmuy -
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NOEHTUMKALMOHHBIN HOMep Hanoronnatenswuka (MHH), ona mMHOCTpaHHbIX OpUMOMYECKMX MWL - CTpaHa perucrpauuu,
HaVMeHOBaHWEe PEerncTpypyroLLero opraHa, perucTpaumoHHbIM HOMEp, KO HanoronnartenbliMka B CTpaHe peructpauuu
(MHKOpNOpauMKM) NN ero aHanor) u agpec Mecta OCYLLEeCTBMEHWs NPOU3BOACTBA NEKAPCTBEHHOrO npenapara (B cry4vae
HanMuns HeCKONbKMX YYaCTHUKOB MpoLuecca ero npou3BoacTBa HeobxoouMO ykasdaTb KaXaoro yyacTHMKa B COOTBETCTBUM C
OCYLLECTBNSIEMON CTagnen Npon3BoACTBa);

(MognyHKT B pegakumun, BBegeHHon B aencteme ¢ 1 siHeapsa 2018 rona PenepanbHbiM 3akoHOM OT 28 nekabpsa 2017 roga
N 425-®3. - Cm. IpeaplayLLyo PEAAKLIMIO)

2) HanMeHOBaHue nekapcTtBeHHOro npenapara and MeanumHCKoro npuMeHeHuns (MG)K,EI,yHapOﬂ,HOG HenaTeHToBaHHOE, Unu
rpynnnpoBoYHOE, U XMMN4eCcKoe U Toproeoe HaI/IMeHOBaHVIH);

3) nepeyeHb ﬂeVICTBy}OLLLI/IX M BCNomMoratesibHbIX BelleCTB, BXOOAWWMX B COCTaB JIeKapCTBEHHOIo npenapara Aand
MEONLNHCKOIo NpUMMEeHEeHUA, C yKasdaHMeM KoJlmdecTBa KaXaoro n3 HuXx;

4) leKkapCcTBeHHasnA c*)opma, AO03NpPOBKa, cnocobbl BBeAEHNA N NPUMEHEHUNA, CPOK roaHOCTU NeKapCTBEHHOIro npenaparta
ana MmeanunHCKOro npuMeHeHu4d;

5) cbapmaKOTepaneBqueCKaﬂ rpynna, Kog aHaTOMO-TepaI‘IeBTI/I‘-IeCKO-XI/IMI/NGCKOVI Kl'IaCCI/I(*)VIKaLI,I/IM, peKOMeH,D,OBaHHOVI
BCGMMpHOﬂ OpI'aHM3aLI,VIeﬁ 3ApaBOOXpaHEeHUA, 3aaBnAeMble NoKa3aHua AOnA NpuMeHeHua nekapCTBeHHOro npenapara Aana
MEONLIMHCKOIo NpUMeHeHUA;

6) oTcyTcTBME HeobXoOMMOCTW MpPedoCTaBleHUss OTYeTa O pesynbraTtax KIMHWMYECKOro MCCredoBaHus, MCCreaoBaHus
6G1O3KBMBANEHTHOCTY NeKapCTBEHHOro npenapaTta, paspeLleHHoro Ans MeamUmuHCKOro npumeHeHust B Poccuiickoin denepavumm
Gonee ABaaLaTU NeT, C ykasaHMEM HOPMaTMBHbIX NMPaBOBbIX aKTOB, NOATBEPXKAAIOLLMX AAHHbIN CPOK NPUMEHEHWUS;

7) HeobxogmmocTb ocdopmrieHMs paspelleHuss Ha BBO3 B Poccuiickyio  depepaumio  KOHKPETHOW  napTum
3aperncTpupoBaHHbiX U (UNKN) He3aperncTpUpoBaHHbLIX FeKapCTBEHHbIX CPeacTB, NpeAHasHa4YeHHbIX Ans npoBeaeHUust
9KCMEepTU3bl NTEKAPCTBEHHbBIX CPEACTB B LIENSAX roCcyaapCTBEHHON perncrpauuu;

8) HeobxoaMMocCTb npoeegeHNA 3KCNepTusbl [OOKYMEHTOB, nMNpencTaBlieHHbIX Ona onpeaeneHna  BO3MOXHOCTU
paccmMmaTpuBaTb ﬂeKapCTBeHHbII;I npenapar Anda MeguunHCKOro npuMeHeHuAa npu  ocCylleCTBIIEHUN FOCWJ,apCTBeHHOIZ
perncTtpaumn B Ka4ectee Opd)aHHOFO JIeKapCTBEHHOIO npenaparta;

9) HEeOBXOAMMOCTb NMPUMEHEHUA YCKOPEHHOM MPOoLIeAYypPbl SKCNEPTU3bl NEKapCTBEHHbLIX CPEACTB B LIEMsAX rocyaapCTBeHHOM
pervcTpaummn nekapcTBEHHOro npenapara;

10) kONUK JOKYMEHTOB, NOATBEPXKAAOLLMX YNNaTy rocyaapCTBEHHOW MOLLMMHBI:

a) 3a NpoBedeHWe IKCMepTW3bl [OOKYMEHTOB, NPEACTaBMNEHHbIX ANS OnpedeneHns BO3MOXHOCTM paccMaTtpuBaTh
nNeKapcTBeHHbI npenapar Ans MeAULMHCKOro NPUMEHEHWUS NMPU OCYLLECTBIEHUN rOCyAapCTBEHHOW PerucTpaumm B Kayectse
opdbaHHOro NekapCTBEHHOMO Npenapara;

6) 3a npoBeaeHUe 3KCMEPTM3bl KayecTBa JIeKapCTBEHHONO CPEeACcTBa U 3KCMEPTU3bl OTHOLUEHUS OXMOAeMOWN Momb3bl K
BO3MOXXHOMY PUCKY MPUMEHEHMWs1 NeKapCTBEHHOrO Npenapara, pa3pelleHHoro Ans MeaULMHCKOro npuMeHeHust B Poccuiickoi
depnepaumnn Gonee ABaguaTy NET, NPU OCYLLECTBIEHNW FOCYAAPCTBEHHON PErMcTpaLmm riekapCTBEHHOro npenapara;

B) 3a NpoBefeHNe 3KCNepTM3bl KayecTBa NEKAPCTBEHHOINO CPeACTBa M 3KCMEPTM3bl OTHOLUEHWUSI OXXMOAEMOW Mofb3bl K
BO3MOXHOMY PUCKY MPUMEHEHWUsI NeKapCTBEHHOro npenapata Ansi MeAWLMHCKOrO MPUMEHEHUst MpW ero rocyaapCTBEHHON
perucTpauuu;

r) 3a npoBeneHne 3KCnepTu3bl Ka4vecTBa J1IeKapCTBEHHOIo cpeactBa M 3KCNEpPTU3bl OTHOLLUEHUA oXngaemon nosnb3bl K
BO3MOXHOMY PUCKY MNMPUMEHEeHUA IneKapCTBEeHHOro npenapara Agna MeauumHCKOro npuMeHeHud, B OTHOLWEeHUMM KOTOpOoro
nposegeHbl MexXayHapoAHble MHOIMoOUEeHTPOBbIE KIMTMHUYEeCKMe uccnenoBaHuAa, 4acTb M3 KOTOPbLIX nMpoBedeHa B Poccuiickon
d)e,u,epau,mm, npu ocyLlecTBiieHnn FOCWJ,apCTBeHHOIZ perncTpaunn nekapCTtBeHHOro npenaparta,

11) Hanun4yne cornacna npou3BoauTend JeKapCTBEHHOIo npenapara, npon3BoACTBO KOTOPOro OCYLIEeCTBdeTcA 3a
npegenamm Poccuinckon dDe,uepau,MM, Ha npoBegeHne UHCNEeKTnpoBaHUA Npou3BoauTeNnda Ha COOTBETCTBUE TpeﬁoBaHWilM
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npaBun Hagnexallen Npon3BOACTBEHHOW NPaKTUKK;
12) Hanuume cornacus, NpeaycMOTPEHHOIO YacTbio 18 HacTosLen cTaTbuy;

13) ykasaHune BMAa NEKapCTBEHHOrO npenapara, NPeacTaBreHHOro Ha perncTpaumto (pedepeHTHbIN NeKapCTBEHHbIN
npenapaTt, BOCMNPOU3BEAEHHLIN NEKAPCTBEHHbIA npenapaTt, OMONOrM4eckMin nekapCTBEHHbIM npenapaT, OmoaHanoroBbIn
(bronogo6GHbIN) nekapCcTBeHHbIN npenapat (6uoaHanor), romMeonaTtu4eckuii feKapCTBEHHbI Mpenapar, neKapCTBEHHbIN
pacTuTenbHbIN Npenapar).

(YacTtb 2 B pepakuvn, BBeaeHHou B fenctaume ¢ 1 uona 2015 roga PenepanbHbiv 3akoHOM OT 22 fekabpsa 2014 rona N
429-03. - CM. mpeablayLLy0 PEAAKLIMIO)

3. PerncrpaumoHHoe OOCbe Ha NEeKapCTBEHHbIM npenapaTt Ans MeguuMHCKOro npuMeHeHus npegoctaBnsercs B doopme
06LLero TEXHNYECKOro AOKYMEHTA.

(YacTtb B pegakumu, BBegeHHon B aencteue ¢ 1 aHBaps 2016 roga ®enepansHbiM 3akoHOM OT 22 nekabpa 2014 rona N
429-03. - CM. NpeablAyLLYI0 PDEAAKLIMIO)

4. Pasgen OOKyMeHTaunn agMMHUCTPaTUBHOIO XapakTepa BKITHO4aeT B cebs:

1) 3asBNeHne O rocygapCTBEHHOW perncTpauum rekapcTBEHHOro npenapaTta Ans MeOUUMHCKOTO MNPUMEHEHWs B
3NEKTPOHHOM hopMe 1 Ha BymMaKHOM HOCUTENE;

2) KONUK JOKYMEHTa Ha PYCCKOM si3blKe, 3aBEPEHHOr0 B YCTAHOBMEHHOM MOpsiAke W NOATBEPXAAKLLEr0 NPaBOMOYHOCTb
3asiBATENs1 noJdaBaTb 3asiBNieHWe O T[OCYAAapPCTBEHHOW pernctpauum rekapCcTBEHHOro npenapaTta Ans MeauuMHCKOro
NpUMeHeHNs (4OBEPEHHOCTD);

3) cBeaeHust 0 gate NpedoCcTaBneHns U perncTpaumoHHOM HOMepe NULEH3UN Ha NPOM3BOACTBO NEKAPCTBEHHbLIX CPEACTB
WUNN CcBedeHWss O [aTe NpedoCTaBMNeHUss UM PerncrpauyoHHOM HOMEpPE 3aKMiYeHUs O COOTBETCTBUM MPOU3BOAUTENS
neKapCTBEHHbIX CPeAcTB TpeboBaHUsIM MpaBwUi Hagnexallen NPOM3BOACTBEHHOW MPaKTUKM, BblAaHHbIX (MPegoCTaBneHHbIX)
YMONMHOMOYEHHbIM  (befepanbHblM  OpraHOM  UCMONMHUTENBHOW BMAacTM B OTHOLIEHWM MPOU3BOACTBEHHOW NIOLLALKU
pPEerMcTpupyeMoro nekapcTBEHHOro npenapara, B criyyae, ecrnv npousBoACTBO NEKapCTBEHHONO npenapara OCyLLEeCTBNSAETCH B
Poccuiickon depepaunn;

(MyHkT B pegakunn, BBegeHHon B aenctane ¢ 15 uioHa 2018 roga PenepancHbiM 3akoHoM OT 4 uioHa 2018 roga N 140-
®3; B pegakumm, BBeaeHHon B Aaencteme ¢ 1 aHBaps 2021 roga PenepanbHbiv 3akoHoM oT 27 aekabpsa 2019 rona N 478-93. -
CM. npenpiayLwyo peaakLmio)

4) KonuK NpPedoCTaBMNEHHOMW YMOMHOMOYEHHLIM OpraHoM CTpaHbl NPOM3BOAUTENS FMUEH3MM Ha MNPOU3BOACTBO
NeKapCTBEHHOrO Mpenapata U ee MepeBof Ha PYCCKUA s3blK, 3aBEPEHHbIE B YCTAHOBIIEHHOM MOpsiAKe, a Takke KOmMuio
3aKIYEHUST O COOTBETCTBMM NPOU3BOANTENS NTIEKAPCTBEHHbLIX CPeACTB TPeOoBaHUSM NpaBun Hagnexallen Npon3BoACTBEHHOM
NPaKTMKN, Bbl4AHHOTO YNOMHOMOYEHHbLIM doedeparnbHbiM OpraHOM WUCMOMHUTENBHON BNAcTW B OTHOLLUEHUU NPOWU3BOACTBEHHOMN
nnowagkm permcTpupyemoro nekapCTBEHHOrO npenapata, UM KOMUIo peLUeHns YNONMHOMOYEHHOro dedeparnbHOro opraHa
WCMONHUTENbHOM BNacT O NPOBEOEHUN WMHCMNEKTUPOBAHUA NPOU3BOAUTENS IEKAPCTBEHHbLIX CPeacTB, B Cry4ae, ecnu
NpPoOM3BOACTBO NIEKAPCTBEHHOIO Npenapara ocyLecTBnaeTcs 3a npegenammn Poccuinckon degepauuu;

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

5) NPOEKT MHCTPYKLUMU MO MEQULIMHCKOMY NMPUMEHEHMIO NeKapCTBEHHOIO Npenapara, CoaepXallen crneayolme cBeaeHus:

a) HavMeHoBaHME eKapCTBEHHOro npenapata (MeXaoyHapooHOe HernaTeHTOBaHHOEe, MMM IPYMnMPOBOYHOE, WK
XMMWUYECKOE M TOProBOE HAaMMEHOBaHMS);

6) NeKkapCcTBeHHad cbopma C YKa3aHunem HauMeEHOBaHMM W KONMWUYECTBEHHOrO COCTaBa ,D,eIZCTByIOLIJ,I/IX BelwectTB "
Ka4yeCTBEeHHOro cocCTtaBa BCroMoraTtesibHbIX BeLleCcTB (I'Ipl/l HeO6XO,D,VIMOCTI/I KONnMnM4yeCTBeHHOro cocCTaBa BcCrnoMoraTtesibHbIX

BeLLecTB);

B) onncaHne BHeLWHero Bnaa nekapCcreBeHHOro npenapara ana MmeanumHCKoro npuMeHeHus;
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r) PU3NKO-XMMUYECKME CBOMCTBA (4Ns pagnodapMaLeBTUYECKUX NTEKAPCTBEHHbLIX NpenapaToB);
) cdapmakoTepaneBTM4eckas rpynna, Ko rnekapcTBEHHOro npenapata Ans MeAuLMHCKOro NpYMEHEHMS Mo aHaToMo-
TepaneBTUYECKO-XMMMUYECKOM  Knaccudukauum, pekoMmeHOoBaHHOW BceMunpHoOW opraHusaumen 34paBOOXPaHEeHus, unm

yKasaHue "romeonaTtnyeckuii nekapcTBeHHbIN npenapar”;

e) (papmakoguvHaMuka M (apMakKOKMHETUKA (3a WCKMoYeHMEM (apMakoKMHETMKM TFOMEeomnaTU4ecKUX IeKapCTBEHHbIX
npenapaTtoB U pacTUTENbHbLIX JIEKAPCTBEHHbIX NpenapaToB);

) nokasaHusa ans NPUMEHEHNS;

3) NPOTMBOMOKa3aHWs Ans NPUMEHEHUS;

1) Mepbl NPeaoCTOPOXHOCTU NMPU NPUMEHEHUN;

K) ykazaHue BO3MOXHOCTU M OCOGEHHOCTEW MPUMEHEHMST NeKapCTBEHHOro npenaparta Anst MegUUMHCKOro NMpUMEHEeHMUs
GepeMEHHbIMU XEHLLMHAMMU, KEHLLMHAMMK B Nepuo rpygHoro BCKapMnnBaHus, 4eTbMU, B3pOCTbIMUA, UMEILWNMU XPOHUYecKe

3aboneBaHus;

J'I) pexum [o3npoBaHuA, cnocobbl BBEOEHUS 1 NnpuMeHeHna, npu HeobxoamMmocTn BpemMA npuema rnekapCTtBeHHOro
npenapara gna MeaunumMHCKoro npuMeHeHud, npoaoimnkKNTeNIlbHOCTb J1Ie4eHnA, B TOM 4Yucne 'y AeTen 0o n nocne ogHoro roaa;

M) BO3MOXHbIE HeXernaTernbHble peakuuy npu NpuMeHeHUU NekapcTBEHHOTO NpenapaTa Ans MeauUMHCKOro NPYMEHEHNS;
H) CMMMNTOMbI NepPeao3MPOBKN, MEPbI MO OKa3aHWI0 NOMOLLY NP NEPeao3nPOBKE;

0) B3aMmogencTBme ¢ ApYrumu NekapcTBEHHLIMU NpenapaTtamy U (Unn) NULLEBLIMY NPOAYKTaMU;

n) chopMbl BbiMycKa NeKapcTBEHHOrO Npenapara;

p) ykasaHue (npy HeobxogumocTn) ocobeHHOCTEN AeCTBUS NIEKAPCTBEHHOMO Npenapara Ans MeauLMHCKOro NpuMeHeHust
npu NepBoM Npveme U Npu ero OTMeHE;

C) onucaHue (Npu HeOOXoOAMMOCTM) OENCTBUIA Bpada (chenbawepa) n (unu) naumMeHTa npy nponycke npyemMa ogHoOn unm
HEeCKOMNbKUX 403 fleKapCTBEHHOro npenapaTa Ans MeanumHCKoro NpuMeHeHus:;

T) BO3MOXHO€ BITUAHWE §EeKapCTBEHHOro npenaparta And MeaunuuMHCKOro npuMeHeHua Ha CnocobHOCTb ynpaenaTtb
TPaHCNOPTHbIMK CcpeacTBamMn, MexaHn3Mmamu;

y) CPOK rogHOCTUN U yKa3aHue Ha 3anpeTt npuMeHeHua nekapCcTtBeHHOro npenaparta gnda MmeguumHCKoro npnMmeHeHuda no
NUCTEYEHNN CpOKa rogHoCTH;

&) ycnoBusi XxpaHeHus;

X) ykaszaHuWe Ha HeoOGXOOAMMOCTb XpaHEHWs! NEKApCTBEHHOro npenapaTta Ans MeaVMUMHCKOro MpYMEHeHUst B MecTax,
HeOoCTYMHbIX ANs AeTen;

U) ykasaHue (npu HeobxoOMMOCTM) cheumarnbHblX Mep NPEegoOCTOPOXKHOCTU MPU  YHUYTOXEHMM HEWUCMONb30BaHHbIX
neKapCTBEHHbIX NpenapaToB Anst MEAULMHCKOIO NPUMEHEHNS;

4) ycrnoBusi oTnycka;
L) HAMMEHOBaHWSA 1 agpeca NPOW3BOACTBEHHbIX NOLWAaA0K NPOM3BOAMTENS NIEKapCTBEHHOTO NpenapaTa;

LIJ,) HanMmeHoBaHue, afpec opraHnsauum, yI'IOI'IHOMO‘-IeHHOI7I gepxarenem unn Bnagenbuem pernctpaunoHHOro
yAoCTOBEepEeHUA nekapCTBeHHOoro npenaparta and MmeguunHCKOro npuMeHeHmna Ha NpuHATne ﬂpeTeH3Ml7I oT I'lOTpeGVITeﬂFI;
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6) WHCTPYKUMIO NO MEeAMLMHCKOMY MPVMMEHEHUI0 WM KpaTKyld XapaKTepuUCTMKY JekapCTBEHHOro npenapara,
yTBEpXXAEHHbIE B CTpaHe NpousBoauTens;

7) NpOeKTbl MakeTOB MEPBUYHON YMaKOBKM M BTOPUYHOW YMAKOBKM NEKAPCTBEHHOrO npenaparta Ans MeaUUMHCKOro
NpUMeHeHs;

8) NpoeKkT HOpMaTUBHOWM AOKYMEHTaLUN UM HOPMAaTMBHOIO AOKYMEHTa Ha NeKapCTBEHHbIN npenapart Ans MeAWLMHCKOro
npuMeHeHus Nbo ykazaHue COOTBETCTBYIOLLEN (DapMaKonenHon CTaTby;

9) [OKYMEHT, cofepXallunm MHGOpMaUUK O HanmuuMm unu o6 OTCYTCTBUM (DAKTOB perucTpaumm nekapcTBEHHOro
npenapata Ang MeauumMHCKOro NnpuMeHeHus 3a npegenamun Poccuinckon ®egepauumu;

10) KOMMKN JOKYMEHTOB, 3aBEPEHHbLIX B YCTAHOBIIEHHOM MOpsiAKe U NOATBEPXKAALWMX (DaKT perncTpaumm nekapcTBeHHOro
npenapaTta B MHOCTPaHHbIX rocydapcTBax B kayecTBe opdaHHOro fiekapcTBEHHOro Npenapara;

11) nrnaH ynpasneHna puckamum ansa Ouronornyeckmx NeKapCTBeHHbIX npenapaTtoB AnAa MegunumHCKOro npuMeHeHua,

12) [OKYMEeHT 0 cucTeMe hapMakoHagsopa fepxatens wWnu Bragenbua pervcTpaumoHHOro  Y4oCTOBepeHUs
nekapcTBeHHOro npenapara;

13) QOKYMEHT, NoATBepXKOAaKLWNA Ka4eCTBO flekapCTBEHHOIO npenapara TpexX NPOMbILLIIEHHbIX Cepuii (MPOTOKON aHanusa
unu ceptucmkaTt aHanusa), ogHa cepusi KOTOPOro AOShbkHA coBnafaTb C cepuelt obpasua nekapcTBEHHOro npenapara ansi
MEeOULNHCKOrO NPUMEHEHNs1, NPeACTaBEHHOro Ha roCcy4apCTBEHHYIO perncTpaumio.

(Yactb B pegakuun, BBeaeHHon B gencteue ¢ 1 sHBapsa 2016 roga PenepanbHbiM 3akoHOM OT 22 nekabps 2014 rona N
429-03. - CM. mpeablayLLYI0 peaakLmio)

5. Pasgen xumu4yeckon, papmaueBTUYECKOM 1 BMONorMyeckon OKyMeHTaumMm BKNoYaeT B cebst AOKYMEHTLI, COAepKaLlmne
MHopmaumio o hapMaLeBTUYECKON CyOCTaHUMM U NeKapCTBEHHOM NpenapaTte Ansi MeQMLMHCKOro NMpUMEHeHUs1, npouecce
€ro NpPov3BoACTBa U METOAAX KOHTPOSS KayecTBa, B TOM YUCIE:

1) KomM OOKYMeHTa, codepXXallero cregywowy unHdopmMaumio o apmaueBTnyeckon cybctaHumm  mnm
dapmMaLeBTMYECKNX CYOCTaHUMSX, BXOASALWMX B COCTaB JI€KApPCTBEHHOrO npenaparta, 3a WUCKIIYeHueM uHdopmauumn o
dapmMaLeBTMYECKMX CYOCTaHUMAX, BKMOYMEHHbLIX B [OCYAAPCTBEHHbLIV PEEecTR NEKAPCTBEHHbIX CRPEACTB B COOTBETCTBMM CO
ctatben 34 HacTosulero PenepanbHOro 3akoHa:

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

a) HaMmeHoBaHWe hapmMaLieBTU4ecKon cybcTaHumn, ee CTpykTypa, obLLme CBOMCTBA;

6) HaumeHoBaHWe 1 agpec NPoOU3BOAUTENS;

B) TEXHOMOIMS1 NPOU3BOACTBA C ONUCAHUEM CTaZMIi NPOU3BOACTBA U METOL0B KOHTPOMS Ha BCEX CTaausIX MPON3BOACTBA;
r) onucaHue paspaboTku npoLecca NPou3BOACTBA;

[) onMcaHne KOHTPONs KPUTUYECKUX CTafMn NPOn3BOACTBA U NPOMEXYTOYHOW NPOAYKLUNN;

€) AOKYMeHTanbHOe noaTeepXaeHue (Banvgaums) npoLeccoB U (Un) Ux OLEHKa;

)K) CBOMCTBA M CTPYKTYpa AENCTBYIOLLNX BELLECTB;

3) XapaKkTepucTuka npMmecen;

n) cneundukaumsa Ha papmaueBTuyeckyto cybecTaHumio u ee 060CHOBaHME;

K) aHanMTn4Yeckne METOAMKM, UCMOMb3yeMble NPY OCYLLECTBIEHNM KOHTPOSS KadyecTBa (hapmaLeBTnyeckon cybctaHumu;
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N) [OKyMeHTanbHOe MoATBepXAeHue (Banuaauusl) aHanuMTUYeckux MeToauK, WCMOSb3yeMblX MpU  OCYLLECTBNEHUM
KOHTpOs KayecTBa hapMaLeBTUYecKoi cybcTaHLmm;

M) pe3ynbTaTbl aHannsa cepui hapmauleBTUYECKON cybCcTaHumu;

H) NnepeyeHb CTaHOAPTHLIX 06Pa3LOB UM BELLECTB, UCMOMb3yeMbIX NPW OCYLLECTBIIEHUN KOHTPOSS KayecTBa;

0) onucaHve xapakTepUCTUK U CBONCTB YNMakOBOYHbIX MaTtepuaros 1 YKYNOPOYHbIX CPEACTB;

n) gaHHble O CTabUNbHOCTU hapmaLeBTUYECKON CybCTaHLMu;

p) CPOK rogHOCTY;

1_1) B OTHOLWEHMM hapmMaLeBTUYECKNX CYyOCTaHUMIA, BXOOAALWMUX B COCTaB JIEKAPCTBEHHOIO npenapaTta v BKITHYEHHbIX B

rOCyJapCTBEHHbIN PEECTP NIEKAPCTBEHHbIX CPEACTB B COOTBETCTBMU CO cTaTben 34 HacTosulero denepanbHOro 3akoHa, -
Konusi JOKYMEHTa, CodepKaLlero crneaytoLlyto MHdopMauuio:

a) HaumeHoBaHWe hapmMaveBTudeckon cybcTaHumn, ee CTpykTypa, obLume CBOMCTBA;
6) HaMMeHOBaHWe 1 agpec NPoN3BOANTENS;
B) pe3ynbraThl aHanusa cepuii apmMaLleBTMYECKOM CybGCcTaHLuu;

) CPOK rOAHOCTMU;
(MyHkT 1_1 gononHuTenbHo BkNtoYeH ¢ 28 aekabpst 2019 roga PenepanbHbiM 3akoHOM OT 27 fekabpa 2019 rona N 462-

®3)
2) LOKYMEHT, cofep)kallmin cregyroLme CBegeHust o NekapCTBEHHOM npenapaTte Ans MEAULMHCKOrO NPpUMEHEHMST:
a) onucaHme 1 CoCTaB NeKapCTBEHHOIO Npenapata Ans MeAULIMHCKOrO MPUMEHEHUS;
0) onucaHue chapmaueBTMYeCKON pa3paboTkm (060cHOBaHME BbIbOpa cocTaBa, MEPBUYHON YNAKOBKN U UHOTO);
B) TEXHOMOIMS NPOU3BOACTBA C ONUCAHUEM CTafuMIi NPOU3BOACTBA U METOL0B KOHTPOMS Ha BCEX CTaausIX MPON3BOACTBA;

r) ONMCaHne KOHTPOIA KPUTUYECKNX cTagun npouecca npon3soacTtea un npomemyTquoﬁ npoaykunu;

,D,) HanMeHOoBaHME WU agpec MecTta OCYyLIeCTBIeHUA npou3BOACTBa JI€KapCTBEHHOro npenapara Agnda mMeanumHCKOro
NnpUMeHeHnA (B cny4yae Haln4dmna HECKONbKMX y4aCTHUKOB npolecca npon3soacrtea Heobxoanmo YKa3aTb KaXxaoro n3 HVIX);

e) hapmaneBTMYECKasi COBMECTUMOCTb;

) MUKPOBNONOrnYeCcKne XxapakTepuUCTUKK;

3) MaTepuanbHbIil 6anaHc Ans Npou3BoAcTBa CEPUM FOTOBOMO NPOAYKTa;

1) onMcaHue XapakTepUCTMK 1 CBOWCTB YNMaKOBOYHbIX MaTepurarnoB 1 YKYNOPOYHbIX CPEACTB;

K) JOKYMeHTanbHOe NoATBEPXKAEHME (BanuaaLuus) NpoLeccoB NPOM3BOACTBA U (UNN) UX OLIEHKA;

n) TpeboBaHMs Kk Ka4ecTBy BCOMOraTenbHbIX BeLecTB (cepTudukaT, cneumdgmrkalms Ha BcrioMoraTernbHble BeLecTsa 1 nx
obocHoBaHue);

M) aHalnnTU4eCKne MeToankum, ncnosrnbdyemble Npu OCyLLECTBIIEHUN KOHTPONA Ka4yeCTBa BCroMoraTesibHbIX BELEeCTB;

H) OOKyMeHTalnbHOEe noaTBepXxaeHune (BaJ'II/I,D,aLI,I/I‘iI) aHalmMTU4eCKnX MeToduK, Uucnonb3yemMbliX MNpu OCyLleCTBIIEHNN
KOHTpPOIA Ka4ecTBa BCnomMoraTtesibHbIX BEeLEeCTB;
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0) UHpopMaumsi 06 UCMONb30BaHMN BCMOMOraTENbHbLIX BELLECTB YENOBEYECKOMO U KMBOTHOMO MPOUCXOXAEHWS;
n) MHOpMaums 06 MCNOSb30BaHUM HOBbIX BCTIOMOraTeSbHbIX BELLECTB;

p) TpeboBaHMs K Ka4ecTBy NekapCTBEHHOrO npenapara AN MeguLMHCKOro NpUMeHeHUs (ceptudukart, cneundukaumsa Ha
neKkapCTBEHHbIN npenapaTt n nx 060CHoBaHKE);

C) aHannTn4yeckne MeTogunku, Ucnonb3yemble Mpu OCyLLeCTBNEHUN KOHTPONA KadecTBa NeKapCTBEHHOro npenapara and
MeANLIMHCKOIro NpuMeHeHus,

T) OOKyMEeHTarnbHOE noaTBepXxaeHue (BaJ'II/I,D,aLI,VIﬂ) aHaNMUTU4YeCKUX MeEeTOOAMUK, WUCNOoNb3yeMblX MNpu OCYyLLeCTBIIEeHUN
KOHTpONA Ka4vecCcTBa JieKapCTBEHHOIO npenaparta gnd MmeanumnHCKoro npuMeHeHus;

y) pesynstaTbl aHan13oB Cepui iekapcTBEHHOro npenapara 4519 MeguUUHCKOro NpUMeHeHNs;
&) XxapakTepucTuka npumecen;

X) nepeyvyeHb CTaHOapPTHbIX o6pa3u,0|3, ncnonb3dyembiX npun OCYyLEeCTBIEHMN KOHTPOIA KayecCcTBa J1eKapCTBEHHOIo
npenapara gnda MmeanumHCKOro npuMeHeHus;

L) AaHHble O CTAabWUNBbHOCTM NeKapCTBEHHOIO npenaparta A5ist MEAULMHCKOrO NPUMEHEHHS.
(Yactb B pepakuun, BBeaeHHon B gencteune ¢ 1 sHeapsa 2016 roga PenepanbHbiM 3akoHOM OT 22 nekabps 2014 rona N
429-®3. - CM. mpeablayLLyo PeAaKLn)

6. Pasgen dapmaKkonormyeckon, TOKCUKONOrMYEecKOM [OOKyMEeHTauumM BKoHaeT B ceba oTyeTbl O pesynbratax
OOKITMHNYECKMX MCCNeqoBaHWUi NekapCTBEHHOrO CpeacTBa Ans MeAULMHCKOTO NPUMEHEHMs!, B TOM YnCne:

1) oT4eT 0 hapMakoaAMHAMUYECKNX UCCNENOBAHUSX;
2) oT4eT 0 hapMaKOKUHETUYECKMX UCCNENOBAHUSX;
3) OTYET O TOKCMKONMOMMYECKMX UCCIeqOBaHUNAX.

(YacTtb gononHUTENbHO BKModeHa ¢ 26 okTabpsa 2010 roga PenepanbHbiv 3akoHoM oT 11 okTsa6pa 2010 rona N 271-93; B
penakumu, BeegeHHon B gencteme ¢ 1 aHBaps 2016 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-93. - Cwm.

npeablayLyo PeAaKLInIo)

MonoxeHua 4vactn 6 HacToswen ctatbu (B pegakumm depepanbHoro 3akoHa oT 11 oktabpa 2010 roaa N 271-03)
NPUMEHSIIOTCS K NPaBOOTHOLUEHMSIM, BO3HUKLIMM MOCMe AHSA BCTynneHus B cuny ans Poccuiickon depepaummn npotokorna o
npucoeanHexHmn Poccuiickon ®enepaumm k BcemmpHoOm Toproeor opraHmsaumm - cMm. ctatbtlo 2 deaepanbHoro 3akoHa ot 11
okTs6ps 2010 rona N 271-93.

7. Pasgen KNMHMYECKOW [OOKyMEeHTauuMu BKMo4YaeT B ceba oTyeTbl O pesynbratax KIMHUYECKUX UCCreaoBaHui
nekapcTBEHHOro npenaparta Ans MeauLUHCKOro NPUMEHEHNs, B TOM Yucne:

1) otyeThbl 06 MccneaoBaHNaX BUOJOCTYNHOCTU U BUOSKBUBANEHTHOCTM, UCCNEAOBAHMSAX, YCTaHABNMBAIOLWMNX KOPPENSaLmio
pesynbLTaToB, MOMy4YeHHbIX B YCNOBUSAX in Vitro 1 in vivo;

2) oT4eThl 0 PAapPMaKOKMHETUHECKNX UCCNEAOBAHUSX;
3) oT4eTbl 0 hapMakoANHAMNYECKUX UCCNEeaOBaHUSAX;
4) OTYEeThI O KITMHUYECKUX MccrneqoBaHusix 3hdeKTUBHOCTU U Be3onacHoCTy;

5) oT4eT 0 NOCTPErMCTPaLMOHHOM ONbITE NPUMEHEHUS (MPU HaNM4YKK).
(Yactb gononHuTensHO BKNtoveHa ¢ 1 aHBapst 2016 roga PenepanbHbiM 3akoHOM OT 22 aekabpa 2014 rona N 429-03)
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8. TpeboBaHus k 06beMy MHGPOPMAaLMKN, NPeAOoCTaBNsSeMON B COCTaBe PErMCTPaLMOHHOIO Aockbe, ANs OTAeNbHbIX BUAOB
neKkapcTBEHHbIX MpenapaToB AN MeaUUMHCKOrO NMPUMEHEHUSI YCTaHaBMMBAKTCA YMNOMHOMOYEHHbIM (hefdeparnbHbiM OpraHoM
WCMONMHUTENbHOW BnacTu.

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

9. B OTHOLWEHUN NekapCTBEHHLIX NPenapaToB, pa3peLUeHHbIX Ana MeQULMHCKOro npumeHeHns B Poccunckon depgepauun
bonee pgBaguaTy NeT M B OTHOLUEHUU KOTOPbIX HEBO3MOXHO MNpPOBEAEHWE uccrnenoBaHui ux OUO3KBMBaNEHTHoOCTM (3a
UCKINoYeHMeM  BMONOrMyeckMx  NeKapCTBEHHbIX  MpenapaToB), [[OMyCKaeTCcsi  BKIKYEHWe B COCTaB  pasgena
dhapmMakonorn4yeckon, TOKCUKOMOMMYECKOM [AOKYMEeHTauuu W pasgena  KAMHUYEeCKOW [OOKYMEeHTauuMuM BMecTo oTyeTta
paspabotuMka O pe3yneratax COOCTBEHHbIX [OOKMMHWYECKUX WCCNEAOBAHUN NEeKapCTBEHHbIX CPeACTB U KIMHUYECKUX
nccrnenoBaHniA  NEKapCTBEHHBIX MPenapaToB Ans MEeAWULMHCKOro MNpuMeHeHusi ob3opa HayyHblx paboT o pesynbrarax
OOKITMHMYECKMX UCCMEAOBaHNA NEKApPCTBEHHbBIX CPEACTB U KIMMHNUYECKUX UCCIEeAOBaHNM AaHHbIX TEKapCTBEHHbIX NpenapaTos,
B TOM YMCrle BKOYas ONbIT UX MOCTPErNCTPALMOHHOIO NPUMEHEHNS.

(YacTtb pononHuTensHo BkMtoveHa ¢ 1 aHBaps 2016 roga PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-93; B
pepakumu, BeefdeHHon B Aencteue ¢ 1 mapta 2020 roga PenepanbHbiM 3akoHOM OT 27 Aekabps 2019 roga N 475-93. - Cwm.
NREALIAYLLYIO PEAaKL0)

10. Mpwu rocynapcTBeHHON perncTpaLmmn BoCnponaseaeHHbIX ekapcTBEHHbIX NpenapaTos Ans MeaULUHCKOro NpUMEHEeHNs
[0nycKaeTcs BKIOYEHWE B COCTaB pasaena papMakonormyeckon, TOKCMKONOrMYECKOon AoKyMeHTaUum U pasaena KnmHUYeckom
JOKYMEHTauuMM BMECTO OTyeTa paspaboTumka o pesynbratax COOGCTBEHHbIX AOKIMHUYECKMX UCCNedOBaHUA NEKapCTBEHHbIX
cpencTB 063opa Hay4yHblX paboT o pesynbraTax AOKMMHUYECKUX MCCIefoBaHM pedhepeHTHOro NiekapcTBEHHOrO npenapara u
npeacTaBrneHne BMECTO KIMHWYECKMX WCCIenoBaHW B MOMHOM OGbeMe, YCTAHOBIIEHHOM Pasfenom  KIMHWUYECKOW
AOKYMEHTauMmM, oT4yeTa O pesyrnbratax uccriefoBaHuii GUO3KBMBANEHTHOCTU BOCMPOU3BEAEHHOIO NEKAPCTBEHHOMO Mpenapara
AN MedUUMHCKOro npumMeHeHusi. He TpebyeTcs npeacTaBneHne otyeta o pesynbratax uccrefoBaHuii GUOIKBUMBANEHTHOCTM
BOCMPOU3BEAEHHOO NIEKAPCTBEHHOTO Npenapara Ans MEAULMHCKOrO NpUMEHEHUs, eCni PermcTpuUpyTCs BOCNPOU3BEAEHHbIE
neKkapcTBeHHble Npenapatbl A5 MeauLUHCKOTO NMPUMEHEHUS], KOTOpPbIE:

1) npegHasHadyeHbl [AnS  NapeHTepanbHOro  (MOAKOXHOMO, BHYTPUMBILLEYHOTO, BHYTPUBEHHOTO, BHYTPUIIA3HOrO,
BHYTPUMOOCTHOIO, BHYTPUCYCTaBHOIO, BHYTPMKOPOHAPHOTO) BBEAEHWS U NpeAcTaBnsaoT co6oi BogHble pacTBOpbI;

2) NpeacTaBnsOT cOOON pacTBOpPbI Ansi NepopansHOro NPUMEHEHUS;

3) npou3BeneHsbl B hOpMe NMOPOLLKOB UNN NMOMUNN3ATOB ANsl NPUrOTOBIEHNSI PACTBOPOB;

4) aBnsaTCH rasamu;

5) ABNAOTCA YWHBIMW UKW TNa3HbIMU JIEKapCTBEHHLIMU NpenapaTtamMu, NPon3BeAeHHbIMU B (POPMe BOAHbIX PacTBOPOB;

6) npefHasHayeHbl ANs MECTHOrO NPUMEHEHUS 1 NPUrOTOBNEHbI B (hOpPMe BOAHLIX paCcTBOPOB;

7) npeacTaBnaloT cobor BOOHbIE pacTBOPbLI AN UCNONb30BaHMA B (bopMe MHransumm ¢ nomoLlbio Hebynarnsepa mnm B

Ka4yecTBe HasaslbHbIX CPeeB, MPUMEHSIEMbIX C MOMOLLIbIO CXOAHbIX YCTPONCTB.
(Yactb gononHuTenbHO BKNtodeHa ¢ 1 aHBapsi 2016 roga PenepanbHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-03)

11. Ons cnyyaes, ykasaHHblX B nyHkTax 1-3, 5-7 yactnm 10 HacTosulen CTaTbu, BOCMPOU3BEOEHHbIN JleKapCTBEHHbIN
npenapaTt gns MeOMLMHCKOrO MPUMMEHEHUS [OOIMKEH coaepaTb TaKue Xe BCrnoMoraTefibHble BeLecTBa B TaKUX Xe
KONMYecTBax, Kak U pedepeHTHbIN NeKapCTBeHHbIN npenapat. Ecnn coctaBbl BCnoMoraTtenbHbIX BELECTB pasnuyaroTcs,
3asBuUTENb AOMKEeH NpeacTaBuTb JoKasaTenbCTBa TOro, YTO WUCMOfb3yemMble B AaHHbIX KOHLEHTpauusax BCroMoraTerbHble
BELLEeCTBa He BNUAKT Ha 6e3onacHoCTb U (Mnn) ahPEKTMBHOCTbL NEKAPCTBEHHOMO Npenapara AN MeAULUHCKOTO MPUMEHEHMUS.
B cnyuae, ecnu 3asButenb He MOXET NpPeAcTaBUTb TakvMe AoKasaTenbCTBa U (MnvM) He UMEEeT JOCTyMa K COOTBETCTBYIOLLUM
OaHHbIM, OH [OMKeH MpOBECTU COOTBETCTBYIOLUME WCCMedOoBaHWS ANd [JoKasaTenbCTBa OTCYTCTBUMS BAUSHUS  pasHbIX
BCMOMOraTernbHbIX BELLECTB MM BCMOMOraTenbHbIX YCTPOMCTB Ha 6e3onacHocTb U (Mnu) acpdeKTUBHOCTL NEKAPCTBEHHOMO
npenaparta 4ns MeanULUHCKOro NPUMEHEHNS B COOTBETCTBUMN C akTaMu, COCTaBnsoLWMMKN NnpaBo EBpasninckoro akKoHOMM4YeCKoro
coto3a.

(Yactb gononHuTenbHo BkNtoveHa ¢ 1 aHBapsa 2016 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-93; B
pegakumu, BBeAeHHoOW B pgenctBue PenepanbHbiM 3akoHOM OT 22 aekabpa 2020 roga N 444-03. - Cm. npeablayLlyio
penakuuio)
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12. lpn rocynapCTBEHHOW perucTpaumm KOMOMHaUMIMN paHee 3aperncTpyMpoBaHHbLIX FEKapCTBEHHbIX MNpenapaTtoB Ans
MEOWUMHCKOTO MPUMEHEHUA [OOMyCKaeTCsl BKMKOYEHME B COCTaB pasgena  (apMakonormvyeckon, TOKCUKOMOrMyeckom
OOKYMEHTaumMmM W pasgena KIMHUYEeCKOM [OOKYMEeHTauMM BMECTO OTdeTa paspaboTumka O pesynbratax COOCTBEHHbIX
OOKINMMHMYECKNX UCCINEAOBaHNI NEKAaPCTBEHHbBIX CPEACTB 0030pa Hay4HbIX paboT 0 pesyrnbratax AOKMMHUYECKUX UCCIEA0BaHNI
pedepeHTHbIX NEKAPCTBEHHbIX MpenapaToB, BXOASLMX B COCTaB KOMOMHALMM NEKapCTBEHHbLIX NpenapaTtoB, U 06 OTCYTCTBUK
MX B3aMMoOencTBus B OQHOWN fiekapCTBEHHOW bopMme.

(YacTb gononHuTensHO BkntoyeHa ¢ 1 aHBapsa 2016 roga PeneparnbHbiM 3akoHOM OT 22 nekabpa 2014 rona N 429-93)

13. Ha akcnepTnsy pasnuyHbIX fekapcTBEHHbIX (POPM OOHOMO U TOrO Xe fieKapCTBEHHOro npenapara ans MeguuuHCKoro
NPYMEHEeHWs 3asiBUTENb NPeACTaBNsAeT oTAeNbHbIE 3asiBMEHUS U PEMMCTPALMOHHBIE OChE Ha KaXayH NeKapCTBEHHYO hopmy.
Mpu ycnoBuMM OOHOBPEMEHHOW MoJayM Ha 9IKCMepTU3y OAHOM NeKapCTBEHHOW opMbl C  pPasfuMyHbIMU  OO3UPOBKOW,
KOHLeHTpaunen, 0ObeMOM 3asBUTENb NPELCTABMSET OQHO 3asiBNEHME WM PErucTpaLMoOHHOE LOCbe C MPUIOXEHMEM MakeToB
YMaKOBOK Ha KaXayH J03MPOBKY, KaXAYH KOHLEHTpaUmIo, KaXabli 06beM 1 KaXaoe KonmyecTBO 03 B YNaKOBKE.

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

14. MNpwn rocynapCTBEHHON perMcTpaumm opdaHHOro ekapCTBEHHOMO Npenapara 3asBuTenb NPeACcTaBnseT MHpopmaumio,
Heobxogumyto Onst chopmMupoBaHus pasgena KIMHWYECKOW [OKyMeHTauuu, B ob6beme, YCTaHOBMEHHOM YMONTHOMOYEHHbLIM
eepanbHbIM OpraHoOM UCMONHUTENBHOW BNACTy.

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

15. I'IpM pernctpaunmn Ouonoruyeckoro JNNIeKapCTBEHHOro npenaparta, nofy4eHHoOro n3 Kposu, nias3mMbl KPOBU 4erioBeka, B
COCTaBe pernctpaunoHHOro aocbe Ha J'IeKapCTBeHHbIIZ npenapat Ana MeauUMHCKOro npuMeHeHuna OOJDKHbI ObITb
npeacrtasieHbl JOMONTHUTENbHO!

1) B pasgene AOKYMEHTauum aaMWHUCTPATUBHOIO XapakTepa [AOKYMEHT, coAaepXaliMin WHdopmaumi o cybbekTax
obpalleHnss JOHOPCKOW KpOoBWU U (MNN) ee KOMMOHEHTOB, O TOM, rae Obina ocyllecTBneHa goHauusa (Kposu u (Mnn) nnasmbl
KPOBM), @ Takke [JdaHHble 00 WMHMEKUMOHHbIX 3aboneBaHusaX, Nepedarluxcsl napeHTepanbHbIM MnyTem, MHdopMauus o
cybbekTax obpalleHus OOHOPCKOW KpPOBU WU (MNK) ee KOMMOHEHTOB, B OTHOLUEHMU KOTOPbIX OCYLLECTBMASETCS KOHTPOIb
OOHOPCKOM KPOBM 1 (M) ee KOMMNOHEHTOB;

2) B pa3gerne XMmmn4eckom, hapmaueBTU4ECKON U BUONOrNYeCcKon JOKYMEHTaLNN:

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

6) pesynbraThl UccregoBaHuin 0TOB6paHHbIX JOHOPCKOWM KPOBW U (MNK) Nna3mbl KPOBU M MyNOB Ha Hanu4dve Bo30yautenemn
WHpEKUMI, BKNoYyas nHopMaLmio 06 MCnonb30BaHHbIX METOAMKAX MCCNeQoBaHUA U B Cryvyae UCCrnefoBaHUs MyrnoB Mrasvbl
KpOBW pe3ynbTaThl LOKYMEHTANbHOMO NOATBEPXKAEHMS (Banvaauum) NCNONb30BaHHbIX METOAUK;

B) TEXHUYECKME XapaKTEPUCTMKN YNaKOBKM AN 0TOOpa LOHOPCKOM KPOBU M (MNKU) Niasmbl KPOBW, BKIOYAs MHopMaumio

06 1Cnonb3oBaHHbLIX PacTBOpax aHTUKOArynsiHTOB.
(Yactb gononHuTensHO BktodeHa ¢ 1 aHBaps 2016 roga ®enepanbHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-93)

16. KnuHuuyeckne uccrneqoBaHUsl JeKApCTBEHHOTO Mpenapata  Ans  MeAWMUMHCKOro MPUMMEHEHMsT B LEeNsiX ero
rocygapctBeHHoON peructpauum nposogatca B Poccuickon degepaumm B nopsgke, YCTAaHOBMEHHOM cTatbamu  38-44
HacToswero ®enepancHoro 3akoHa. OTYET O MPOBEAEHHLIX UCCRENOBaHMAX BKIOYAETCA B COCTaB pasfena KriMHUYECKOWm
OOKYMEHTaUMM perMcTpaLmMoHHOro 40Cbe Ha NeKapCTBEHHbIN nNpenapaTt ANns MeanUMHCKOro npumMmeHeHns. [1na nekapcTBeHHbIX
npenapaToB AN MEAULMHCKOrO NPUMEHEHWS!, B OTHOLLEHNM KOTOPbIX B pe3ynbraTe aKCnepTu3abl LOKYMEHTOB, NPeacTaBNeHHbIX
ana onpeneneHnss BO3MOXHOCTU paccMaTpuBaTh NEKAapPCTBEHHbLINM MpenapaTt And MeauMuUMHCKOro NpuMeHeHUs B KadyecTBe
OpdhaHHOro NeKkapCTBEHHOro npenapaTa, Takasd BO3MOXHOCTb NpuM3HaHa U B OTHOLUEHUWM KOTOPbLIX NMPOBEAEHbI KNMHMYECKME
nccnenoBaHus, BbINOMHEHHbIE 3a npegenamu Poccunckon depepauum B COOTBETCTBMM C MpaBunamu  Haanexawen
nabopaTopHOW MPaKTUKM U NpaBuilaMn Hagnexawlen KIMHUYEeCKOM NpaKTMKW, AOMyCKaeTCs BKIIOYEHWE B COCTaB pasgena
KITMHUYECKON OOKYMEHTauuMM BMECTO OTYeTa O pesyrbraTtax KIMHUYECKMX MCCNedoBaHUM NeKapCTBEHHOro npenapara Aans
MEOVLIMHCKOro NpuMeHeHus, npoBedeHHbIX B Poccuinckon depgepauumn, otyeTa O pesyrnbratax KIIMHUYECKMX MccnegoBaHuim,
BbINOMHEHHbIX 3a npegenamu Poccuiickon ®enepaumm.

(YacTb gononHuTensbHO BkNtoyeHa ¢ 1 aHBapsa 2016 roga PeneparnbHbiM 3akoHOM 0T 22 nekabpa 2014 rona N 429-03)
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17. B cnyyae HenpeacTaBneHUs C 3asiBNEHMEM O TOCYAapCTBEHHOW perncrpaumm nekapcTBEHHOro npenapata Ans
MEOULMNHCKOrO NPUMEHEHNS OOKYMEHTOB, NOATBEPXKOAOLWMNX ynnaTy rocyqapCTBEHHOW MOLUMHBI U yKa3aHHbIX B OyHkTe 10
YacTu 2 HacTosAuler CcTaTbM, a TakkKe BblgaBaeMblx (NPeaoCTaBNsAeMblX) YMNOMHOMOYEHHbIMKU deaepanbHbIMUM OpraHamm
WCMNOMHUTENBHOW BNacTu AOKYMEHTOB (CBeAEeHWI), YKa3aHHbIX B OyHKTax 3 u 4 yactn 4 HacTosLlen CTaTbu, YNONMHOMOYEHHbIN
denepanbHbIn - OpraH  MCMOMHUTENbLHOW  BRacTM  3anpaluMBaeT YKa3aHHble [OOKYMEHTbl (CBegeHus)) B nopsake
MEXBEAOMCTBEHHOIO MHPOPMALIMOHHOIO B3aUMOLENCTBUS.

(YacTtb gononHuTensHo BkntodeHa ¢ 1 sHBaps 2016 roga PefepanbHbiM 3akoHOM OT 22 fekabpa 2014 rona N 429-93; B
penakumu, BBegeHHoM B gencteune ¢ 1 aHeaps 2021 roga ®enepanbHbiv 3akoHOM OT 27 gekabpa 2019 rona N 478-93. - Cwm.
0peaplayLYIo peaakLmio)

18. He gonyckaeTcs ucnonb3oBaHne B KOMMEPYECKUX Liensix MHOpMaLmMmn 0 pe3ynbratax AOKITMHUYECKMX UCCneaoBaHUN
NeKapCTBeHHbIX CPeacTB W KIMHUYECKMX WCCIEedOBaHWA NEeKapCTBEeHHbIX npenapaTtoB Ans MeOULUHCKOrO MpUMEHEeHUs,
npencTaBneHHON 3asBUTENEM NS rOCyAapCTBEHHOW perucTpaumm nekapCTBEHHOro npenaparta, 6e3 ero cornacusi B Te4eHune
LLIeCTU NeT C AaTbl rocyAapCTBEHHOW perncrpauumn peepeHTHOro NekapcTBEHHOro npenapara B Poccuiickon ®epepaumu.

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

19. Oepxatenb nnu Bnagenew, permcTpaurMoHHOro yAoCTOBEPEHMS NIeKapCTBEHHOMO npenapara Ha GuoTexHonornyeckui
unn opdaHHbIN NekapcTBeHHbIN npenapaT obs3aH NpefocTaBnATb Ha BO3Me3dHOM OcHoBe o06pasubl pedepeHTHOro
neKapcTBEHHOro npenaparta 3asBuTensaM AN NPoBeAeHUs KNMHMYeckux uccnegosaHun. CToumocTb obpasua pedepeHTHoro
neKapcTBEHHOro npenapara, BK/IOYEHHOTO B NepeyeHb XU3HEHHO HEOBXOAUMBIX U BaXHEWLUMX NeKapCTBEHHbIX npenapaTos,
He JorhKHa NpeBbIllaTh 3aperncTpMpoBaHHyo NPeaernbHYI0 OTNYCKHYIO LeHY Ha pedepeHTHbIN NeKapCTBEHHbIM npenapar unm
LieHy Ha NnekapCcTBEHHbIN Npenapar B CTpaHe NpousBoauTens.

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

20. 3asBneHve O rocygapCTBEHHOW perncrpauum BOCNPOM3BEOEHHOrO NeKapCTBEHHOrO npenaparta And MeAvLMHCKOro
NPUMEHEHNsT MOXET OblTb NMOAAHO B YMONMHOMOYEHHbIN beaepanbHbI OpraH WCMNOMHUTENBHON BACTW, OCYLLECTBSHOLWNNA
rocylapCTBEHHYIO PErucTpauuio IEeKapCTBEHHbIX MpenaparoB, MO WUCTEYEHUW YeTbipex neT C AaTbl rocyaapCTBEHHOMN
permctpauumn pedepeHTHOro fiekapcTBeHHOro npenaparta B Poccunckon degepauumn.

(YacTb gononHuTensHO BkNtoyeHa ¢ 1 aHBapsa 2016 roga PeneparnbHbiM 3akoHOM 0T 22 nekabpa 2014 rona N 429-93)

21. 3asBneHne O rocygapCTBEHHOW peructpaumm ©GuoaHanoroBoro (6uonogoGHOro) rnekapcTBEHHOro Mpenapara
(brnoaHanora) MoxeT OblTb NOAAHO B YMONMHOMOYEHHbIM (befepanbHbii OpraH MCMOMHUTENbHON BMACTU, OCYLLECTBNSILNA
rocygapCTBEHHYIO perncTpaumio nekapcTBeHHbIX NpenapaTos, N0 UCTEeYEHUN Tpex NeT ¢ AaTbl rocyAapCTBEHHOW pernctpauuu
pedepeHTHOro nekapCcTBEHHOro npenaparta B Poccunckon denepaummn.

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

22. [epxaTtenb wnv Bnageney perucTpaumoHHOIO YOOCTOBEPEHUSI FeKapCTBEHHOro npenapaTta npeacTaBnser B
YNOMTHOMOYEHHbI defeparnbHblii opraH UCMOMHUTENbHOW BNACTW, OCYLLUECTBMSIOWMA DYHKLUM MO KOHTPOMO UM Haa3opy B
cdepe 3apaBoOXpaHEHUs!, OTYET MO pesynbratam apMakoHaa3opa oAMH pa3 B LWEeCTb MECSLEB B TEYEHWE ABYX eT nocre
rocyqapcTBEHHOW perncrpaummn nekapcTBeHHoro npenaparta B Poccuiickoli denepaumnn, exerooHo B TeYEHUE MOCNEAYIOLLIMX
Tpex NeT ¥ B AanbHelleM oauH pas B NSTb NET.

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

C 1 ceHTa6psa 2024 roga PenepansHbiv 3akoHoM oT 30 aHBapa 2024 roga N 1-P3 ctatbs 18 HacTosiwero PegepanbHOro
3aKoHa yTpauMBaeT curly.

KommeHTapun k ctatbe 18

CTATbA 19. NPUHATUE PELLUEHUA O BbIOQAYE 3KCINEPTHOMY YYPEXOEHUIO 3A0AHUA HA
NMPOBEOEHUE 3KCMNMEPTU3bIl IEKAPCTBEHHOIO CPE[CTBA

1. B TeyeHne gecstn paboumx OHEN CO [OHSA MPUHATMS 3asiBNEHUs O rocy4apCTBEHHOW perucrpaumm nekapCTBEHHOro
npenapata WnNu 3asdBfeHUs O MNPU3HaHUW FeKapCTBEHHOrNo npenapata opdaHHbIM — JeKapCTBEHHbLIM  NpenapaTom
COOTBETCTBYIOLLMIA  YMNOMHOMOYEHHbIN  dedeparnbHbld  OpraH WCMOMHUTENbHOW BRacT MNPOBOAUT MPOBEPKY MOSHOTHI,
OOCTOBEPHOCTU W NpaBUibHOCTU OOPMMEHNs NpeacTaBneHHbIX AOKYMEHTOB PEerMcTpauuoHHOro OOChbe Ha JieKapCTBEHHbIN
npenapaTt 1 NpUHUMAaET peLleHne O BblAade 3ajaHus Ha npoBeaeHue:
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(AB3aL B pepakumm, BBeaeHHOM B aernictene PenepansHbiv 3akoHoM OT 30 aHBapa 2024 roaa N 1-93. - Cm. npeabiayLyto
penakuuio)

1) aKkcnepTU3bl JOKYMEHTOB, NpeACcTaBNeHHbIX NS onpeaeneHnst BO3MOXHOCTU paccMaTpuBaTh fiekapCTBEHHbIV Npenapar
AN MeauLUMHCKOro NpUMeHeHUs1 B kavecTBe opdaHHOro NiekapCcTBEHHOro Npenapara;
(MyHKT B pegakuun, BBegeHHoM B aencteue PenepanbHbiM 3akoHoM oT 30 aHBapa 2024 roga N 1-93. - CM. npenbiayLyo

peaakumio)

2) aKCnepTW3bl NEKAPCTBEHHOIO CPeACTBa B YacTU 3KCMepTU3bl KadecTBa NeKapCTBEHHOrO CpeacTBa M 3KCMepTM3bl
OTHOLUEHUS] OXMOAeMOM MNonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS IEKapCTBEHHOro npenapata Ans MeaWUMHCKOro
NPUMEHEHWS;

C 1 auBaps 2026 roga ®enepancHbiM 3akoHoM 0T 30 sHBapsa 2024 rona N 1-®3 nyHKT 2 HacTosWen YyacTn yTpadnmBaet
cuny.

3) aKCMepTM3bl NEeKapCTBEHHOTO CPEACcTBa B 4YaCTU SKCMEPTU3bl KayecTBa NEeKapCTBEHHOrO CPeacTBa M 9KCMepTu3bl
OTHOLLUEHUSI OXWUOAEeMOi MoMb3bl K BO3MOXHOMY PWUCKY MPUMEHEHWsI NeKapCTBEHHOro npenapara Ons MeauUUHCKOro
NpYMEHEHNS] B MOPSiAKE YCKOPEHHOW Mpouedypbl 3KCMEepTUsbl NEKapCTBEHHbLIX CPEeACTB B COOTBETCTBMM CO cTaTben 26
HacTosuero dPenepanbHOro 3aKoHa;

C 1 auBaps 2026 roga ®enepanbHbiM 3akoHoM OT 30 sHBapsa 2024 roga N 1-®3 nyHKT 3 HacTosALWEN YacTn yTpadnBaet
cuny.

4) aKcnepTM3bl TEKapCTBEHHOTO CPeACTBA B OTHOLLEHWUW NTEKapCTBEHHOTO NpenapaTa Ans BETePMHapHOro NpUMEHEHWS.

2. YNONHOMOYEHHbIN defepanbHblii OpraH WCMOMHUTENBHOW BMAcTU HanpaBsrnsieT B JUYHbIA KabWHET 3SKCMEepPTHOro
yypexageHusa B eOMHOM cucTeMe MOAMMCaHHOEe YCUITEHHOW KBanuuLMPOBaHHOW 3NEKTPOHHOW MOoAnuChbio 3ajaHue Ha
NnpoBeAEHNe IKCNEPTU3, NPegyCMOTPEHHbIX YacTbio 1 HacTodLllel CcTaTbu, B NMYHbIA KabWHET 3asiBUTeNnst B €ANHON CUCTEME -
noanMcaHHoe YCUIEeHHOW KBanvUUUPOBaHHOW 3MEKTPOHHOW MOAMUCHI0 yBeOOMIEeHMe O MPUHATOM pelleHun O Bbigaye
3a4aHvsa Ha NpoBefEeHME 3KCNepPTU3, NPegyCMOTPEHHbIX YacTbio 1 HacTogdulen cTatbi, U B criydyae HeobxoaMMOCTU O Bbiaade
paspelwleHns Ha BBo3 B Poccuickyio dPegepaumio  KOHKPETHOW NapTuM, Cepun  3apermcTpupoBaHHbIX U (Mnn)
He3apermcTpMpPOBaHHbIX NEKAPCTBEHHbIX CPeacTB U 06 O0TKase B NPOBEAEHMM TakUX SKCMEPTU3 C YKa3aHUEM MPUYMH OTKas3a.

(Yactb B pepakumm, BBegeHHon B aencteme PenepanbHbiM 3akoHoMm oT 30 sHBapsa 2024 roga N 1-93. - Cm. npeablayLyto
penakLuio)

3. B cnyyae BbISBNeHWs OTCYTCTBUS MMM HEOOCTOBEPHOCTU WHGOpMaLMK, COAepXallenca B NpeacTaBrieHHbIX
3aaBUTENEM LOKYMEHTAX, YNONTHOMOYEHHbIV heaepanbHbIi OpraH UCMONTHUTENbHOW BNacTU HanpaBnseT 3asBMTENto 3anpoc 06
YTOYHEHMM 3TOM MHpopMaumn (ganee - 3anpoc ynosIHOMOYEHHOro cdeaepanbHOro opraHa UCMOSIHUTENbHOW BNAcTn), KOTOPbIN
MOXET ObITb NepegaH ynorTHOMOYEHHOMY NPeAcTaBUTENO 3asBUTENSA FIMYHO NOA PacnMCKy, HanpaBfneH No noyvte 3akasHbIM
NUCbMOM UMW NepeaaH B 3NeKTPOHHON hopMe MO TENEKOMMYHUKALUMOHHbIM KaHanam ces3un. B cnyvyae HanpaBneHus 3anpoca
yNOSTHOMOYEHHOro doeaepanbHOro opraHa UCMNOMHUTENBHON BAcTM NO NOYTE 3aKasHbiM MUCbMOM OH CYUTAETCS MOYyYEHHbLIM
Nno UCTEYEHNM LLECTN OHEN C AaTbl HaNpaBeHNs 3aKka3Horo nNucbma.

(Yactb B pegakumm, BBegeHHom B gencteme PenepanbHbiM 3akoHoMm oT 30 sHBapsa 2024 roga N 1-93. - CM. npenbiayLyo
penakumio)

4. 3asBuTenb 00s3aH HanpaBuTb MNOCPEACTBOM €4MHOrO nopTana B YNOMHOMOYEHHbI dedepanbHbii  OpraH
WCMOINMHUTENBHOW BMACTU UMW B MUYHBIA KaOMHET YNONMHOMOYEHHOro oejeparnbHOro opraHa UCTMOMHUTENBHOW BMacTu B €OUHON
cuctemMe MOAMNUCaHHbBIA YCUMNEHHON KBanuUUUMPOBAHHOW SMEKTPOHHOW NOAMUCHbI0 OTBET Ha 3anpoc YNOSHOMOYEHHOro
defepanbHOro opraHa WMCMOMHUTENBHOW BNacTM B CPOK, HE MpPEBbILWAKLWMA OeBAHOCTA pabounx OHEN CO AOHS MOnydYeHust
YNOSTHOMOYEHHbIM befepanbHbiM OpraHOM WCMOMHUTENBHOW BNACcTU 3NEKTPOHHOrO YBEAOMSIEHUS O MOMyYeHMn 3asButenem
AaHHoro 3anpoca. Cpok, ykasaHHbIM B YacTu 1 HacTosulen cTaTtby, NPUOCTAHABMBAETCA CO OHSA HanpasreHus nocpeacTtBoOM
€0WHOro nopTana Wnu B NMYHbIA KabMHET 3as8BUTENS B €4MHOM CUCTEME 3anpoca YNoSIHOMOYEHHOro defeparnbHOro opraHa
WCMONHUTENbHOM BRAacTM [0 [AHS HanpasrneHus 3asBuTenemM MNOCPEeACTBOM €AMHOro noptana WNu B fNYHbIA KabuHeT
YNONTHOMOYEHHOrO hefepanbHOro opraHa UCNOMNHUTENBHON BNAacTu B eQUHOM CcucTeme OTBETa.

(Yactb B pepakumm, BBegeHHon B aencteme PenepanbHbiM 3akoHom oT 30 sHBapsa 2024 roga N 1-93. - CM. npeabiayLyto
penakuuio)
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06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 Ctpanuua 50
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

5. OcHoBaHMeM fOns OTKasa B OpraHmsaumm 3KCNepTu3, NpeaycMOTPEeHHbIX YacTbito 1 HacTodulen craTbu, SIBNAETCSA
npeacTaBreHne HeobXoauMbIX ONA MPOBEAEHUS MPEeayCMOTPEHHbIX 3KCMEepTU3 AOKYMEHTOB B HEMONHOM obbeme wunu
HenpeacTaBneHne 3asiBUTENEM B YCTAHOBMEHHbLIA CPOK OTBETA Ha 3anpoc YMNOIHOMOYEHHOro dyedepanbHOro opraHa
WCMONHUTENbHOW BMacTW, a Takke NpeacTaBrieHne OOKYMEHTOB, HE COAEPXalUX UCHEPNbIBAKOLWEro NepevyHs Heobxoanmbix
CBEEeHUN.

6. lNpn oTkaze B opraHuM3auun IKCMEPTU3bl, NPEAYCMOTPEHHOM NyHKTOM 4 4Yactu 1 HacTosuwlen cTatbu, AOKYMEHThI,
BXOASLLME B COCTaB PErMCTPaLMOHHOIO AOCbe Ha FIeKapCTBEHHLIN Mpenapart Afisi BETEPUHAPHOIO MPUMEHEHUs, MOryT ObITb
BO3BpALLEHbl 3a8BUTENI0 HAa OCHOBaHMM €ro 3anpoca, NoANMCaHHOrO YCUIMEHHON KBannuUnMpoBaHHOW 3NEKTPOHHOW NOAMUCHIO
W HarnpaBIieHHOro NMOCPELACTBOM €AMHOro rnoprana B YMNONMHOMOYEHHbIM ddeeparnbHbli OpraH UCMONMHUTENBHOW BnacTn Unv
NNYHBIN KAOWHET YNOMHOMOYEHHOrO heeparnbHOro opraHa UCMONMHUTENBHOW BracTu B eAVHON CUcTeMe, B TedeHue TpuauaTm
pabounx OHEN CO AHS MPUHATMS YNOMHOMOYEHHbIM hefepanbHblM OpraHOM UCTONMHUTENBHOW BracTu pelleHus o oTkase B
opraHM3aumm Takon 3KCnepTu3sbl. YNONMHOMOYEHHbIN dedepanbHbii OpraH WUCMOMHUTENbLHON BNacTyM BO3BpaLLaeT 3asiBUTEMHO
yKa3aHHble JOKYMEHTbI B TEYEHNE AecaTn pabounx AHEN CO OHSI NOMyYeHUs COOTBETCTBYHOLLErO 3anpoca 3asiBUTenNs.

(Yactb pononHuTensHo BktodeHa ¢ 13 aBrycta 2019 roga PenepanbHbiM 3akoHoM oT 2 asrycta 2019 roaa N 297-93; B
pefakumu, BBegeHHon B genctene PeaepanbHbiv 3akoHoM 0T 30 aHBapsa 2024 rona N 1-93. - CM. npeablayLLYyo peaakumo)

(Ctatbsa B pepakuun, BBeaeHHon B gencteme ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM oT 22 aekabpa 2014 rona N
429-03. - CM. peablayLLYI0 peaakLmio)

MonoxeHus ctatbn 19 HacToswero ®eaepanbHOro 3akoHa (B pegakumm PenepansHoro 3akoHa ot 30 aHeaps 2024 rona N
1-93), kacatwLmecs npeocTaBneHns rocygapCTBEHHbIX YCnyr npy obpalleHnM nekapCTBeHHbIX CPEACTB ANA MEeAULIMHCKOro
NPUMEHEHNsT MOCPEeaCTBOM €OUHOW roCyAapCTBEHHON WHM(OPMaUMOHHOM cuUCTEMbl B cdepe 30paBOOXpaHEeHns u (Mnum)
tbegepanbHOM rocyaapCTBEHHOM WMHAOPMaLMOHHON cucTeMbl "EOWHBIMG nopTan rocygapCTBEHHbIX M MyHMUMMANbHbIX YCNyr
(dbyHKUMRN)", npumeHstoTea ¢ 1 aHBapsa 2025 roga - cM. OyHKT 5 ctatbn 4 PenepansHoro 3akoHa ot 30 aHeapsa 2024 rona N 1-
D3.

MonoxeHus ctatbn 19 HacTodAwero PenepansHoOro 3akoHa (B pegakumm ®enepansHoro 3akoHa ot 30 aHBapa 2024 rona N
1-®3), kacawoLumecss NpegocTaBneHnsl rocyAapCTBEHHbIX YCNyr npy obpalleHMn nekapcTBeHHbIX CPeACTB ANsi BETEPUHAPHOIO
npuMeHeHnst nocpeacTBoM deaepanbHON rocyaapCTBEHHON MHPOPMaLMOHHON cucTeMbl "EQUHBIM nopTan rocy4apCTBEHHbIX U
MyHULMMIanbHbIX ycnyr (dyHKuMRn)", npumeHstoTes ¢ 1 aHBapsa 2026 roga - cMm. NyHKT 6 cTatbn 4 PefepanbHoro 3akoHa ot 30
aHBapa 2024 rona N 1-93.

KommeHTapun Kk ctatbe 19

CTATbA 20. 9KCMEPTU3A IOKYMEHTOB, NMPEACTABIEHHbIX ANA ONPEAENEHMA BO3MOXHOCTU
PACCMATPUBATb JIEKAPCTBEHHbIU NPEMNAPAT AnA MEOULUUHCKOIO NPUMEHEHUA MNMPU
OCYLWECTBNEHUN rOCYOAPCTBEHHOW PEM'MCTPALIUN B KAYECTBE OP®AHHOIO JIEKAPCTBEHHOIO
MPEMAPATA

1. OKcnepTmsa AOKYMEHTOB, NpeacTaBrneHHbIX Ang onpeaeneHs BO3MOXHOCTM paccMaTpmBaTth NIeKapCTBEHHbIN Npenapar
ANa MegMLMHCKOro NPMMEHEHUS NPU OCYLLECTBIEHWUM FOCYAapCTBEHHOM perncTpaumm B Ka4ectTse opdpaHHOro fieKapCTBEHHOMO
npenapaTta, COCTaBMEeHME KOMMUCCMEN SKCMepTOB 3aKMYEeHWss O BO3MOXHOCTM UMM  HEBO3MOXHOCTM paccMaTpuBaTb
nekapcTBeHHbIN NpenapaTt Ansg MegMuUHCKOro MPUMEHEHUS MPKU OCYLLECTBNEHUN FOCYAapCTBEHHON pernctpaumm B KayecTse
ophaHHOro nekapcTBEHHOro npenaparta M HanpaBfeHue OaHHOrO 3aKMYeHWs B YNONMHOMOYEHHbIM defepanbHbln opraH
WCMOMHUTENBHON BNacTM OCYLUECTBNSATCA B CPOK, He MpeBbllalowmin Tpuguatm paboymx AHeW €O AHA MonyveHus
3KCMEPTHBLIM yYpexaeHneM 3agaHus YNonHOMOYEHHOro defepanbHOro opraHa WMCMONHUTENbHOW BNacTv M B 3NEKTPOHHOW
dopme UM Ha ByMaKHbIX HOCUTENSAX HEOOXOAMMBIX LOKYMEHTOB, yKasaHHbIX B nyHkTax 1, 2, 5, 6, 10 yactm 4 n B yactn 7
cratbu 18 HacToduero PenepanbHOro 3akoHa.

2. [JoKyMeHTbI, coaepxallmecs B permcTpauuoHHOM JOCbE Ha NEKapCTBEHHBIN npenapaTt U NOCTyNMBLLUME Ha ByMaXHbIX
HOCUTENSIX B 3KCMEpPTHOE ydpexaeHue ANS OCYLEeCTBEHUA X 3KCNepTusbl Ans onpeaeneHyus BO3MOXHOCTU paccMmaTpuBaTth
nekapcTBeHHbIM npenapat And MeauUMHCKOro NpUMMEHEHUs B KayecTBe OpdhaHHOro NnekapcTBEHHOro npenaparta, nognexar
BO3BpaTy B YMNOMHOMOYEHHbIN (bedepanbHbid - OpraH  WCMOMHUTENbHOW BriacTM  OAHOBPEMEHHO C  3aKMiYeHUsMU
COOTBETCTBYIOLLMX 3KCNEePTU3.

(Ctatbs B pegakuun, BBegeHHon B genctame ¢ 1 monsa 2015 roga ®enepanbHbiM 3akoHOM OT 22 aekabps 2014 roga N
429-03. - CM. NpeabIAyLLYI0 PDEAAKLIMIO)
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06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 CrtpaHuua 51
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

C 1 ceHTa6psa 2024 ropga ®enepanbHbiM 3akoHoM oT 30 aHBapa 2024 roga N 1-®3 ctatbs 20 HacToswero PegepanbHOro
3aKkoHa byaeT n3noxeHa B HOBOW pedaKkLui.

MonoxeHus ctatbkn 20 HacToswero PegepanbHOro 3akoHa (B pegakumm PenepansHoro 3akoHa ot 30 aHeaps 2024 rona N
1-®3), kacarwLmecs npegoCcTaBneHUs rocyaapCTBEHHbIX YCIyr npy obpalleHnM nekapCTBEHHbIX CPEACTB AN MEAULIMHCKOro
NPYMEHEHNs MOCPeACTBOM €4MHON roCyAapCTBEHHONW WHMOPMAaUMOHHOW cucTeMbl B cdepe 30paBoOXpaHeHust U (unu)
denepansHON rocygapcTBeHHON MHAOPMAaUUOHHOM cucTembl "EAUHBIA nopTan rocygapCTBEHHbLIX U MYyHUUMNAMbHLIX YCNyr
(dpyHKUMRN)", npumeHstoTea ¢ 1 aHBapsa 2025 roga - cM. OyHKT 5 ctatbn 4 PenepanbHoro 3akoHa ot 30 aHeapsa 2024 rona N 1-
3.

KommeHTapun k ctatbe 20

CTATbA 21. PELLEHUE O BO3MOXHOCTU PACCMATPUBATb NEKAPCTBEHHbIW NPEMAPAT NPU
OCYLUECTBNEHUN TOCYOAPCTBEHHOW PETUCTPALIMN B KAMECTBE OP®AHHOIO JIEKAPCTBEHHOIO
NMPEMAPATA

1. B cpok, He MpeBbIWaWun NATM pabounx OHEN CO OHsI MOMyYeHus 3akniYeHusl, ykasaHHoro B yactm 1 cratbu 20
HacTosulero denepanbHOro 3akoHa, YNOSTHOMOYEHHbIV befepanbHbI OpraH UCMOSIHUTENbHOW BlacTU OCYLLECTBNSAET OLEHKY
Nony4YeHHOro 3aKkrtvYeHus ansa onpegerneHvus ero COOTBETCTBUS 3adaHWMI0 Ha NpoBedeHWe COOTBETCTBYIOLLEN 3KCMEPTU3bl U
yBEAOMISIET 3asBUTENS B SMEKTPOHHOM hopMe unn Ha OymaXHOM HOcUTene O pesynbratax MpPoBedEeHHOW 3KCNepTusbl C
NPUNOXEHNEM KOMUN SKCMEPTHOrO 3aKNOYEHUSA (C COXpaHEHMEM KOHMUOEHUNANbHOCTM MHAOPMaLUN O COCTaBe 3KCNEPTHON
KOMUCCUM) N O BO3MOXKHOCTU MMM HEBO3MOXXHOCTW pacCcMaTpuBaTh JIEKapCTBEHHbIVM Npenapar Ans MeguLMHCKOro NpMMeHeHUs
Npw OCYLLECTBEHUN rOCY4apCTBEHHOWN perncTpaLmm B Kadiectse opdhaHHOro NiekapCTBEHHOro npenapara.

2. MNpwn BbIHECEHMM KOMUCCUMEN IKCMEPTOB 3aKMYEHUss O BO3MOXHOCTM paccMaTtpuBaTb NekapCTBEHHbIA npenapat Ans
MEeAVLIMHCKOro NPUMEHEHUst Mpu OCYLLECTBNEHUM FOCYQapCTBEHHON perncrtpauum B KadectBe opcpaHHOro nekapCTBEeHHOro
npenapaTta ynosiHOMOYEHHbIN hefgepanbHbi opraH UCMONMHUTENbHONM BNacTU B CPOK, HE MPEBbILLAIOLWNIA NATU pabounx gHen co
OHS MOMyYeHWst OaHHOro 3akmMoYeHus, MPUHMMAaeT pelleHue O Bblgade 3aJaHus Ha NpoBedeHWe 9KCMepTU3bl KayecTBa
NeKkapcTBEHHOrO CPEACTBA M AKCNEPTU3bl OTHOLLEHWUS OXMOAEMOW MOMNb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NEKapCTBEHHOIO
npenapaTta Ang MeAWLMHCKOro MpPUMMEHEHUS1 B MOPSAKE YCKOPEHHOW npolenypbl 3KCMepTu3bl NEeKapCTBEHHOrO CPencTsa B
COOTBETCTBUM CO cTaTben 26 HacTosuwero PeaepansHOro 3akoHa.

3. B cnyyae npuHATMS pelLeHns O HEBO3MOXHOCTW paccMaTpuBaTb NeKapCTBEHHbIM npenapaTt And MeauuUMHCKOro
NpUMEHeHUss NpU rocygapCTBEHHOW peructpauun B KadyecTBe OpdaHHOro rekapCcTBEHHOro npenapara YrnorHOMOYEHHbIN
denepanbHbI OpraH WUCMOMHUTENBHOW BMRACTU NpekpalwaeT npoueaypy rocyAapCTBEHHOW permcrpauuun nekapcTtBeHHOro
npenapata. 3asBUTENb BrnpaBe 0OpaTUTLCS B PErNCTPUPYIOLLMIA OpraH C 3asiBNIEHMEM O TFOCYOApCTBEHHOW pervctpauum
yKa3aHHOro fiekapCcTBEHHOro Npenapara B COOTBETCTBUM co cTatben 18 HacTosAuwlero PeaepansHOro 3akoHa.

(Ctatbsa B pepakuun, BBeaeHHon B gencteme ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM oT 22 aekabpa 2014 rona N
429-03. - CM. npeablayLLYI0 peaakLmio)

C 1 ceHTs6psa 2024 ropga PenepanbHbiM 3akoHoM oT 30 aHBapa 2024 roga N 1-P3 ctatbs 21 HacTosiwero PegepanbHOro
3aKoHa yTpadmBaeT cuny.

KommeHTapun Kk ctatbe 21

CTATbA 22. PELUEHUE O NPOBEAEHUU KITMHWYECKOIO UCCNEAOBAHUA NEKAPCTBEHHOIO
NMPENAPATA Anda MEAULMHCKOIO NPUMEHEHUA

(YTpatnna cuny ¢ 1 niona 2015 roga - PeaepansHbin 3akoH 0T 22 Aekabpa 2014 rona N 429-03. - Cm. npeablayLLyo
peaakuuio)

KommeHTapum k ctatbe 22
CTATbA 23. SKCMNEPTU3A KAYECTBA JIEKAPCTBEHHOIO CPEACTBA U 3KCINEPTU3A OTHOLUEHUA
O)KVI.D,AEMOVI Nnonb3bl K BOSMOXXHOMY PUCKY MPUMEHEHUA NEKAPCTBEHHOI'O NMPENAPATA OANA
MEOUMUMHCKOIO NPMMEHEHUA
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06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 Ctpanuua 52
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

1. OKcnepTtm3a KavecTBa fieKapCTBEHHOINO CpPeacTBa M IKCNEPTU3A OTHOLLEHUSA OXMAAEMOM MOMNb3bl K BO3MOXHOMY PUCKY
NPUMEHEHNS NIEKapCTBEHHOrO npenapaTa M5 MEAULMHCKOrO NPUMEHEHUS, COCTaBEHNE KOMUCCUSMWN SKCMEPTOB 3aKITHOYEHUN
no pesynbratam MPOBEAEHHbLIX 3JKCMEPTU3 U HampaereHue  3TUX  3aKlYeHW, NOAMUCAHHBLIX  YCUIEHHBbIMU
KBanM@PUUUPOBAHHBLIMWN  3NEKTPOHHBbIMW  MOAMUCAMM, B JINMYHbIA  KaOMHET yMNomHOMOYEHHOro dheaepanbHOro opraHa
WCMONHUTENbHOM BNacTu B €OMHOM CUCTEME OCYLLECTBISATCA B CPOK, HE MpeBbillaloWmMi cTa AeCcATn paboumx OHEN CO OHSA
HanpaBneHns B NINYHbIA KaOMHET SKCMEPTHOIO YyUYpeXaeHnsl B €0MHON CUCTEME COOTBETCTBYHOLLLErO 3a4aHUSA YNOSTHOMOYEHHOro
denepanbHOro opraHa UCMNOMHUTENBHON BNAcT U HEOOXOAMMBIX JOKYMEHTOB.

(YacTb B pegakunm, BBegeHHow B aencreme ®enepaneHbim 3akoHoM o1 30 aHBapsa 2024 rona N 1-93. - Cm. npeaplayLLyo
peaakumio)

2. B TeyeHue OeBAHOCTA AHEN CO OHSI MOJydeHUs YNMONMHOMOYEHHbIM befepanbHbiM OpraHOM UCTONMHUTENBHOW BNAacTu
YBEIOMIEHUS B 3MEKTPOHHOW hopmMe O MONyYeHun 3asiBUTENEM peLUeHMsT O MPOBEAEHUU IKCMEpPTU3, NpPesyCMOTPEHHbIX
yacTblo 1 HacTosuleln cTaTbU, 3asBUTENb MPEACTaBMSIET B 3KCMEPTHOE YUYpeXOAeHue AN NPOBELEHWs] 3KCMepTU3bl KayecTBa
nekapcTBEeHHOro cpeactea oOpasubl flekapCTBEHHOro npenapata Anst MeguUMHCKOTrO MNPUMEHEHWsi, Npou3BedeHHOro B
COOTBETCTBUM C TPebOBaHUSIMM  OMbITHO-MPOMBILLNIEHHOTO U (UNK)  MPOMBILLNIEHHOTO  PEernaMeHToB, YTBEPXXAEHHbIX
pyKOBOAMTENEM NPOM3BOANTENS NEKAPCTBEHHbIX CPEACTB, a Takke B COOTBETCTBYHOLLMX Cny4vasx obpasubl hapMaLeBTU4ecKomn
cybcTaHuum, TecT-lTaMMa MUKPOOPraHM3MOB, KyrbTypbl KNETOK, 0Opasubl BELWECTB, NPUMEHSIEMbIX AN KOHTPONs KayecTea
NeKapCTBEHHOIO CPeACTBa MyTEM CPaBHEHMSI C HUMW UCCedyeMOoro nekapCTBEHHOIO CPEACTBa, crneuuduyeckme peareHThbl,
HeobxoauMble ANsi NPOBeAEHMSI UCMbITaHW 00pa3sLoB JEKapCTBEHHbLIX MpenapaTtoB, B KOMMYecTBax, HeOOXOAMMbIX Ansi
BOCMNPOU3BEAEHNSI METOAOB KOHTPOSS KayecTsa.

(Yactb B pepakumm, BBegeHHom B gencteme PenepanbHbiM 3akoHoMm oT 30 sHBapsa 2024 roga N 1-93. - Cm. npenbiayLyo
peaakuuio)

3. Mpwn nonyyeHnn obpa3LOB NEKAPCTBEHHOIO Mpenapara U apMaueBTUYEeCKOon CyOCTaHLMM SKCMEPTHOE y4ypexaeHue
HanpaBnsieT B NWYHbIA KabOMHET 3asiBUTENS B €OWHOW cucTeme YyBeAOMIIEHME, MOATBEPXOANLee MOoNyyYeHne ykKasaHHbIX
obpasuos.

(YacTb B pegakuun, BBegeHHon B gencteme PenepanbHbiM 3akoHoM o1 30 aHBapsa 2024 rona N 1-93. - Cm. npenplayLLyo
peaakumio)

4. Yka3aHHbI B YacTu 2 HaCTOsLelN CTaTby CPOK Ansi NPEACTaBnNeHns 3asBuTernemM ob6pasLoB nekapcTBEHHOrO npenapara
1 dhapMaLeBTUYECKON CyOCTaHUUM He BKIMOYAETCsl B CPOK MPOBEAEHMUS SKCNEPTU3, NPeAyCMOTPEHHbIX YacTbio 1 HacTosulen
cTartbMm.

(YacTb B pegakunn, BBegeHHon B Aenctene PeaepanbHbiM 3akoHoM OT 30 aHBaps 2024 rona N 1-93. - Cm. npeablayLyo
penakumio)

5. Yactb yTpatuna cuny - PenepansHbint 3akoH ot 30 aHBapsa 2024 roaa N 1-93. - CM. npeablayLLYyo peaakLmio.
(Ctatbsa B pepakuun, BBeaeHHon B gencteme ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM oT 22 aekabpa 2014 rona N
429-03. - CM. NpeabIAyLLYI0 PDEAAKLIMIO)

MonoxeHus ctatbmn 23 HacToswero ®eaepanbHOro 3akoHa (B pegakumm PenepansHoro 3akoHa ot 30 aHeaps 2024 rona N
1-®3), kacatLmeca npeocTaBneHns rocygapCTBEHHbIX YCnyr npy obpalleHnM nekapCTBEHHbIX CPEACTB AN MEeAULIMHCKOro
NpUMEHeHs MNoCcpeacTBOM €eAWHON roCyAapCTBEHHOMW WHM(OPMaUMOHHOW cucTeMbl B cdepe 30paBoOXpaHeHus U (Unu)
tenepanbHOM rocyaapCTBEHHOW WMHAOPMaLMOHHON cucTeMbl "EOWHBIMG nopTan rocygapCTBEHHbIX M MyHUUMMANbHbIX YCNyr
(dpyHKUMRN)", npumeHstoTea ¢ 1 aHBapsa 2025 roga - cM. OyHKT 5 ctatbn 4 PenepansHoro 3akoHa ot 30 aHeapsa 2024 rona N 1-
3.

KommeHTapun k ctatbe 23

CTATbA 24. 9KCNEPTU3A KAYECTBA JIEKAPCTBEHHOIO CPEOCTBA U 3KCMNEPTU3A OTHOLLEHUA
OXWOAEMOW NOJb3bl K BO3MOXHOMY PUCKY NPUMEHEHUSA NEKAPCTBEHHOIO NPEMAPATA ANs
BETEPUHAPHOIO NPUMEHEHUA

1. 3Kcnemesa Ka4vecTBa J1eKapCTBEHHOro cpeactsa U 3KCnepTu3a OTHOLUEeHUA oXmngaemon nonb3bl K BO3MOXXHOMY PUCKY
NPpUMEeHEeHNA JNeKapCTBEHHOro npenapara And BeTepuHapHOro rmnpuMeHeHuda, CcoCTaBlieHne KOMUCCUAMU 3KCNepToB
3aKMYeHun no pe3ynbrataM YKa3aHHbIX 3KCNepTun3 U HanpaelieHNEe TaKux 3aKMYeHUn B yI'IOJ'IHOMO'-IGHHbIVI CbeﬂepaﬂbellZ
opraH MCMNOMHNTENBbHOW BNacTun OCYLUECTBIIAKTCA B CPOK, HE I'IpeBbILIJa}OLLLI/II7I CTa gecatum pa60lw|x OHen co gHs nony4yeHuna
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3KCMEPTHBLIM YUYpeXaeHNeM 3afaHusl YNoSIHOMOYEHHOro dedepanbHOro opraHa WCMONHUTENbHOM BRAacTU C [OKYMEHTaMW,
ykasaHHbIMK B YacTu 3 ctatbu 17 HacTosulero ®efepansHOro 3akoHa.

(Yactb B pegakumm, BBeaeHHoN B gencrteue ¢ 22 Hosbps 2014 roga PenepanbHbiM 3akoHOM OT 22 okTa6pa 2014 roga N
313-93; B peaakumm, BBeaeHHou B aenctene PenepanbHbiM 3akoHoM OoT 13 utona 2015 roaa N 241-03. - Cm. npeablayLyto
penakumio)

2. B TeuyeHue TpmauatM paboumMx OHEW CO [OHS MONyYeHUs peLleHnst YNOoNTHOMOYEHHOro deaepanbHOro opraHa
WCMONMHUTENBHON BMAacTuU O MPOBEAEHMU YKa3aHHbIX B YacTu 1 HACTosLlel CTaTbu 3KCMepTM3 3asBUTENb MpeacTaBnsieT B
3KCMEepTHOE yupexaeHue ANnd MpoBedeHMs IKCMepTU3bl KadyecTBa NEKapCTBEHHOrO cpeactsa obpasubl NekapCTBEHHOMO
npenapata AnNs BETEPUHAPHOrO MNPUMEHEHUS!, MPOU3BEAEHHOr0O B COOTBETCTBMM C TpeboBaHMAMM TEXHOMNOrMYeCcKUx
pernamMeHToB, YTBEPXAEHHbBIX PYKOBOAMTENEM NPOM3BOANTENS NEKAPCTBEHHbIX CPEACTB, a TakkKe B COOTBETCTBYHOLLMX CIyvasx
TECT-LUTaMMbl  MWKPOOPraHM3MOB, KynbTypbl KIeTok, obpasupl dapmaueBTuyeckorn cybctaHumm, obpasubl BeLlecTs,
NpYMeHsieMble [Nsi KOHTPONS KadyecTBa NeKapCTBEHHOrO CPEACTBA, B KOMMYECTBAax, HEOOXOOAMMBIX ANl BOCMPOWU3BELEHUSI
METOAOB KOHTPOIS Ka4yecTsa.

(Yactb B pepakuun, BeegeHHon B aencteme ¢ 13 aBrycta 2019 roga ®eanepanbHbiM 3akoHoM oT 2 asrycta 2019 rona N
297-®3. - CMm. NpeaplayLLyo peaaKLmio)

3. Mpu nony4eHun 06pasLOB NekapCTBEHHOrO npenapata u dapmaueBTUYECKON CyOCTaHLUMN 3KCMEPTHOE y4ypexaeHue
Bbl@eT 3asBUTENO0 LOKYMEHT, NOATBEPXKAAIOLLMIA NONyYeHne ykasaHHbIX 06pasLoB, U B CPOK, He NPeBbILLaoLLMIA Tpex pabovmx
OHen, yBeoomMnsieT B MMCbMEHHOM hopme 06 3TOM YNONHOMOYEHHbIN dheaepanbHbli OpraH MCNOMHUTENBHON BRacTMy.

4. Cpok Ans npeacrtaBreHvs 3asBuTenem o6pasLoB NekapCTBEHHOrO npenapaTta M dapMaueBTUYecKon cybctaHumMm u
CPOK YBEOOMIEHUsI 3KCMEPTHbIM yypexaeHnem o6 3ToM B NUCbMEHHOW hopme YNONHOMOYEHHOro deaepanbHOro opraHa
WCTOIMHUTENBHOW BMacTu, yKasaHHble B YacTax 2 U 3 HacTosulen CTaTbyi, He BKIOYAOTCA B CPOK MPOBEAEHUS YKasaHHbIX B
YacTu 1 HacTosLLEN CTaTby 3KCNEPTU3.

5. [lokyMeHTbl, MOCTYNUBLUME B 3KCTIEPTHOE y4pexndeHue Ons NpoBedeHWsl yKadaHHbIX B YacTu 1 HacTosuwlei cratbu
3KCMepTu3, noanexaT BO3BpaTy B YMNONMHOMOYEHHbIN deaepanbHbii opraH MWCMOMHUTENBHOM BNacT OOHOBPEMEHHO C
3aKIIIOYEHUSIMU MO pe3yrnbTaTam yKkasdaHHbIX 3KCNepTus.

MonoxeHus ctatbmn 24 HacToswero PenepansHoOro 3akoHa (B pegakumm ®enepansHoro 3akoHa ot 30 aHeapa 2024 rona N
1-®3), kacawowumecss NpegocTaBneHnsl rocyAapCTBEHHbIX YCNyr npy obpalleHMn NnekapCcTBEHHbIX CPeACTB ANsi BETEPUHAPHOIO
npuMeHeHnst NnocpeacTBoM deaepanbHON rocyaapCTBEHHON MHPOPMaLMOHHOW cucTeMbl "EQUHBIA nopTan rocy4apCTBEHHbIX U
MyHULUMNanbHbIX yenyr (pyHKUMRN)", npumeHstotes ¢ 1 aHBapsa 2026 roga - cM. NyHKT 6 ctatbn 4 PenepansHoro 3akoHa ot 30
aHBapsa 2024 rona N 1-93.

KommeHTapun K ctatbe 24

CTATbA 25. NOBTOPHOE NMPOBEAEHUE 3KCMNEPTU3bl IEKAPCTBEHHbIX CPEACTB

(HammeHoBaHuve B pegakuuu, BeegeHHon B gencteue ¢ 1 niona 2015 roga ®epepanbHbiv 3akoHOM 0T 22 Aekabpa 2014 rona N
429-03. - CMm. npeablayLLYI0 peaakLmio)

1. B cnyvaax HegoctaToyHOM OBGOCHOBAHHOCTM WMNM HEMOMHOTHI 3aKMYEHUS KOMUCCUWM 3SKCMEPTOB, HaNU4YMs B HEM
NPOTMBOPEYMBLIX AaHHbIX, (hanbcuduKkaLmm BoIBOAOB 3KCNEPTU3bl IEKAPCTBEHHOMO CPEACTBA, COKPLITUSA OT YNOSIHOMOYEHHOIo
denepanbHOro opraHa MCNOMHUTENBbHOW BracTM OCHOBaHMI ONs OTBoAA 3KCnepTa BCNEACTBME €ro 3aMHTepecoBaHHOCTU B
pesynbratax COOTBETCTBYIOLLEN IKCMEPTU3bl, HaNMMuus AaHHbIX O MPSAMOM NGO KOCBEHHOM BMeLUaTeNnbCTBE B MNpoLecc
COOTBETCTBYIOLLIEN IKCNEPTU3bI NNL, HE YYHACTBYIOLLMX B €€ NPOBEAEHUN, HO OKa3aBLUMX BMMUSIHUE Ha NPOLIECC U pe3ynbTaThl ee
NpoBeOEeHNs, YNONHOMOYEHHbIM deaepanbHbiM OpraHOM WUCMOMHUTENbHOW BracTM HasHavaeTcs MNOBTOpPHasi 3KcnepTtmaa
NEeKapCTBEHHOro cpeacTea v (MNK) aTndeckas akcnepTuaa.

(YacTtb B pegakuuun, BBegeHHon B gencrtene ¢ 1 nons 2015 roga PegepanbHbiM 3akoHOM 0T 22 aekabpsa 2014 rona N 429-
®3. - Cm. mpeaplAyLLY0 PEAAKLIMIO)

2. MNoBTOpHas aKcnepTH3a NeKapcTBEHHOMO CPEACTBA NPOBOAUTCS C YYETOM Pe3ynbTaToB paHee NpoBeAEHHO aKCNepTH3bI
B CPOK, YCTaHOBIEHHbI/ YNONHOMOYEHHbIM (hefieparnbHbIM OpraHoM UCMONHUTENBHOWM BRacTU 1M He MpeBbIWalowmin TpuauaTtu
paboumx OHei Co OHA NonyYeHUs! SKCNepTHbIM YYpeXaeHnemM B TIMYHOM KabuHeTe B eMHON cucTeMe 3afaHus Ha NpoBeaeHue
NMOBTOPHOW 9KCNEPTU3bl NTEKAPCTBEHHOIO CPeACTBa, NoANUCaHHOMO YCUIIEHHOW KBannUUMPOBaHHOW NEKTPOHHOM NoANUCHHO.
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(Yactb B pegakuuu, BBegeHHoun B aenctene ¢ 1 nonsa 2015 roga degepanbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-
®3; B pegakumu, BBeaeHHon B genctene PenepanbHbiv 3akoHoMm oT 30 guBaps 2024 rona N 1-93. - Cm. mpeablayLyto

penakuuio)

3. dnHaHcoBoOe obecneyeHne BbINOMHEHUS 3a4aHMs Ha NPOBEAEHME NMOBTOPHOW 3KCMEPTU3bl IEKAPCTBEHHOIO CPeACcTBa
He OCYLLEeCTBMSIETCA.

(YacTb B pegakunun, BBegeHHow B aenctaue ¢ 1 nionga 2015 rona PenepanbHbiv 3akoHOM 0T 22 nekadpa 2014 rona N 429-
®3. - Cm. mpeaplAyLLY0 PEAAKLIMIO)

MonoxeHus ctatbmn 25 HacTodAwero PenepansHoro 3akoHa (B pegakumm ®enepansHoro 3akoHa ot 30 aHBapa 2024 rona N
1-®3), kacarwLumecs NpegoCTaBNeHUs rocyaapCTBEHHbIX YCIyr npy obpalleHnM NeKapCTBEHHbIX CPEACTB AN MEAMLIMHCKOro
NPUMEHEHNST MOCPeACTBOM €4WHON rOCYyAapCTBEHHONW WHM(OPMAUMOHHOW CcuUCTeMbl B cdepe 30paBOOXpaHEHMsT U (Unu)
denepansHON rocyqapcTBEHHOM MHAOPMAUUOHHOW cucTembl "EAUHBIA nopTan rocyAapCTBEHHbIX U MyHUUMNAMbHBIX YCNyr
(dbyHKUMRN)", npumeHstoTea ¢ 1 aHBapa 2025 roga - cM. OyHKT 5 ctatbu 4 PenepansHoro 3akoHa ot 30 aHsapsa 2024 roga N 1-
3.

MonoxeHus ctatbun 25 HacToswero ®egepanbHOro 3akoHa (B pegakumm PenepansHoro 3akoHa ot 30 aHeaps 2024 rona N
1-93), kacarowmecs npegocTaBneHns rocyaapCTBEHHbIX YCnyr npy obpalleHMn nekapcTBeHHbIX CPeACcTB ANs BETePUHapHOro
nNpUMeHeHNst NocpeacTBoOM deaepanbHON rocyaapCTBEHHOW MHOPMaLMOHHON cucTeMbl "EQUHBIA nopTan rocy4apCTBEHHbIX U
MyHULUMNanbHbIX yenyr (pyHKUMn)", npumeHsiotes ¢ 1 aHBapsa 2026 roga - cM. NyHKT 6 ctatbn 4 ®enepansHoro 3akoHa ot 30
aHBaps 2024 rona N 1-93.

KommeHTapum k ctatbe 25

CTATbSA 26. YCKOPEHHASA NMPOLIEAYPA 3KCNEPTU3bI IEKAPCTBEHHbLIX CPEACTB

1. YckopeHHasi npoueaypa 3KCnepTuabl JIeKapCTBEHHbIX CPEACTB B LENsIX rocy4apCTBEHHON PerncTpauumn rnekapcTBeHHbIX
npenapaToB NPUMEHSIETCA B OTHOLLEHMM OpdaHHbLIX NIEKAPCTBEHHbIX MPenapaToB, NEPBbIX TPEX NIEKAPCTBEHHbIX NpenapaTtos,
pernctpupyembix B Poccuinckon dPepepauum B KadeCTBE BOCMPOM3IBELAEHHbIX JIEKAPCTBEHHbLIX MNPenapaToB, OYepeAHOCTb
KOTOPbIX OMNpedensieTcss B COOTBETCTBMM C HOMEPOM W [ATOW BXOOSLUMX 3asiBNIEHUA O TOCYAapCTBEHHOW permcrpauun
NeKkapcTBEHHbIX MpenapatoB B paMKax OAHOr0 MeXAyHapoOHOro HenaTeHTOBAHHOIO HavMEHOBaHWsSi NEKapCTBEHHOrO
npenapata wnu rpynnMpoBOYHOTO HAUMEHOBAHUS NEKAapCTBEHHOro npenapaTa, feKkapCcTBEeHHbIX nNpenapaToB Ansi
BETEPUHAPHOIO NPUMEHEHUS], NpeQHa3HaYeHHbIX NS NeYeHnst JOMALLHUX XXMUBOTHbIX, onpeaeneHHbix PeaepanbHbiM 3aKOHOM
oT 27 nekabpa 2018 rona N 498-93 "O6 0TBETCTBEHHOM OOpALLEHUN C XKMBOTHBIMU U O BHECEHUU WU3MEHEHWIN B OTAENbHbIE
3akoHopatenbHble akTbl Poccuiickon depepauun”, M 3apermcTpMpoBaHHbIX B KayecTBe fEeKapCTBEHHbIX npenapaTtoB And
MEOVLMHCKONO MPUMEHEHUS, W JNEeKapCTBEHHbIX MNpenapaTtoB, MNpegHa3HaYeHHbIX WCKITYNTENbHO ANd  MPUMEHEHUs
HECOBEPLUEHHONETHUMM rpaXkgaHamu.

(YacTb B penakumm, BBegeHHon B gencteune ¢ 1 uonga 2015 rona PepepanbHbiM 3akoHOM 0T 22 Aekabpa 2014 rona N 429-
®3; B pegakumm, BBegeHHoun B gencreme PenepanvHbiM 3akoHom ot 13 urong 2015 roaa N 241-93; B pegakumm, BBEAEHHOW B
aewncteue ¢ 1 ceHTabpa 2023 ropa PeaepanbHbiM 3akoHoM ot 28 anpensa 2023 rona N 171-93. - CM. npeablayLLyio peaakLmio)

2. yCKOpeHHaﬂ npouenypa sKkCnepTuabl NIEKAPCTBEHHbIX CpeACcTB B LEenaAx rocynapCTBeHHon pernctpaumn nekapCrTBeHHbIX
npenaparoB HeE NpUMEHAETCA B OTHOLLUEHUNN:

1) GuoaHanoroBbIx (6nonogobHbIX) NekapCTBEHHbIX NpenapaToB (6noaHanoros);
2) pedbepeHTHbIX NTIEKAPCTBEHHBIX NPENapaToB (3a UCKNoYEHNEM OpdaHHbIX NIeKapCTBEHHbIX NPenapartoB);

3) BOCMpOU3BEOEHHbIX NEKAPCTBEHHbIX MpenapatoB (3a MCKMYEHWEM MEPBbIX TPEX PEerucTpupyembix B Poccumnckon
depepauun B Ka4ecTBe BOCMPOU3BEAEHHLIX NEKAPCTBEHHbIX NPenapaTtoB M NEeKapCTBEHHbIX NpenapaToB, NpegHa3HauYeHHbIX
WCKINIOYMTENBbHO AN MPUMEHEHMS HECOBEPLUEHHOMNETHMMWU TpaxgaHamn, a Takke JeKapCTBEeHHbIX npenapartos,
npeaHasHa4YeHHbIX OIS NeYeHns OOMaLLHMX XXMBOTHLIX, onpeaeneHHbix PeaepanbHbiM 3akoHOM OT 27 nekabps 2018 roma N
498-9»3 "O6 OTBETCTBEHHOM 0OpaLlEeHUN C XUBOTHBIMU U O BHECEHUU WU3MEHEHWW B OTAEeNbHble 3aKoHOAaTerbHble aKTbl
Poccuickon ®enepaummn”, n 3aperncTpupoBaHHbIX B Ka4eCTBe NeKapCTBEHHbIX NpenapaTtoB AN MeanLMHCKOro NpUMeEHeHUs);

(MyHKT B pegakumm, BBegeHHon B gencteme ¢ 1 ceHTabpsa 2023 roga PenepanbHbiv 3akoHom oT 28 anpena 2023 roaa N
171-®3. - CM. NpeabIAyLLYI0 PEAAKLIMIO)
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4) HOBbIX KOMBMHALMIA 3aPErMCTPUPOBAHHbBIX PaHee NEKapCTBEHHbIX NPenapaTos;

5) nekapcTBEHHbIX NpenapaToB, 3aperMcTPUpPOBaHHbIX paHee, HO MPOM3BEAEHHbIX B OPYrMX NneKapCTBEHHbIX hopMax B
COOTBETCTBUM C NepeyHeM HaMMEHOBaHWI NekapCTBEHHbIX POPM U B HOBOW AO3MPOBKE;

6) NekapCTBEHHbIX NpenapaToB AN MEAMLMHCKOrO NPUMEHEHWs, roCyaapCTBEHHas perncrpaumst KOTopbiXx OTMEHEHa, Npu
MX perncTpauum B Ka4ecTBe NIeKapCTBEHHbIX NpenapaToB Ans BETEPUHAPHOIO NPUMEHEHMS.

(MyHkT gononHuTenbHo BkNtoveH ¢ 1 ceHTabpsa 2023 roga PenepanbHbiM 3akoHom o1 28 anpensa 2023 roaa N 171-93)

(YacTb B pegakunun, BBegeHHow B aenctaue ¢ 1 uionsa 2015 rona PenepanbHbiv 3akoHOM 0T 22 nekadpa 2014 rona N 429-
®3. - CM. npeaplayLyio peaaKLmio)

3. YckopeHHas npouedypa 9KCrnepTusbl NEeKapCTBEHHbIX CPEACTB MPOBOAUTCSA MO PELUEHMIO COOTBETCTBYHLLEIO
YMONMHOMOYEHHOro (efiepanbHOro opraHa WCMOMHUTENbHOW BMAcTUM Ha OCHOBaHWWM 3asiBNEHUS 3asiBUTENsl B CPOK, He
npeBbIWaKLLNA BOCbMUAECATU pabdoymx aHen. Mpu 3Tom aKkcnepTu3a AOKYMEHTOB, COAEPXKALLMXCS B PEMMCTPALNOHHOM [OChE
Ha neKkapCTBEHHbI npenapaTt, MNPOBOAUTCA B CPOK, He MPEBLILAKLWUA OecATM paboymx OHEeRn, 3KcrnepTu3a KavecTsa
NeKapCTBEHHOIO CPEACTBA M 3KCMEepTM3a OTHOLLEHNS] OXXMAAEMOW MOMb3bl K BOSMOXHOMY PUCKY MPUMEHEHUSI NIEKaPCTBEHHOIO
npenapaTa NPOBOAATCS B CPOK, HE NPEBbILIALLNIA LIeCTUAECATU pabounx aHeN.

(Yactb B pegakuuun, BBegeHHoun B aenctene ¢ 1 nonsa 2015 roga degepanbHbiM 3akoHOM OT 22 Aekabpa 2014 roaa N 429-
®3. - Cm. NpeablayLyo peaakLmio)

3_1. YacTtb gononHutenbHo BktodeHa ¢ 1 uona 2015 roga PenepanbHbiv 3akoHOM 0T 22 aekabpsa 2014 rona N 429-93;
yTpatuna cuny - PeaepansHbiv 3akoH oT 30 aHBapa 2024 roaa N 1-93. - CM. npeablAyLLYI0 PeAaKLmIo.

4. YckopeHHas npoueaypa aKCnepTusbl eKapCTBEHHLIX CPeacTB NPOBOANTCHA B NOPsSiAKe, YCTAHOBNEHHOM cTaTtbamu 17,
19, 20, 23 n 24 Hactodulero denepanbHOrO 3akoHa, M He O3Ha4YaeT CHWKEHUst TpeboBaHMIM Kk ©e30MacHOCTU, KadecTBy U
3 PEKTUBHOCTU NEKapCTBEHHbLIX NpenapaTos.

(YacTb B pegakuun, BBeaeHHon B gencteme PenepanbHbiM 3akoHoM oT 30 aHeapsa 2024 rona N 1-93. - Cm. npeaplayLuyo
peaakumio)

MonoxeHus ctatbmn 26 HacToswero ®enepansHoro 3akoHa (B pegakummn ®eaepansHoro 3akoHa ot 30 aHeapa 2024 rona N
1-®3) ¢ 1 saHBaps 2026 roga He pacnpoCTPaHSATCA Ha NMPAaBOOTHOLLEHMWS, BO3HUKAKLWME Npu obpalleHun NekapCTBEHHbIX
cpeacTB Angd MeguuUMHCKOro NPUMEHEeHUs!, - CM. NYHKT 7 ctatbn 4 PeaepanbHoro 3akoHa ot 30 aHeapa 2024 roga N 1-93.

KommeHTapum K ctatbe 26

CTATbA 27. PELUEHUE O FTOCYQAPCTBEHHOW PEMMCTPALIMU NEKAPCTBEHHOIO NPEMAPATA

1. B cpoK, He NpeBbILALWMIA AeCATM paboumx AHEN CO OHSI NMOMyYeHUs 3aKIKYEeHNIA KOMUCCUM SKCMEPTOB NO pesyrkTaTtam
3KCMepTu3bl KadecTBa NeKapCTBEHHOrO CPEACTBA M IKCMEPTU3bl OTHOLUEHUS OXWOAEMOW MOMb3bl K BO3MOXHOMY PUCKY
NPUMEHEHNS1 NEKapCTBEHHOro npenapata, COOTBETCTBYHLLUMA YMNONMHOMOYEHHBIN dheaepanbHbiil OpraH WCMONMHUTENBHOM
BNacTu:

(AB3aL B pegakuun, BeegeHHon B gencrteume ¢ 1 nona 2015 roga ®enepanbHbiv 3akoHoM OT 22 aekabpsa 2014 rona N 429-
®3. - Cm. NpeablayLLyo PeaakLmio)

1) ocylecTBNSIET OUEHKY 3aKOYEHMUIN KOMUCCUN SKCNEPTOB AN ONpefereHnss COOTBETCTBUS 3afaHnio Ha npoBeaeHue
3TUX SKCNEPTUS;

(MyHKT B peaakummn, BBeAeHHON B AencTeme PenepanbHbiM 3akoHoM oT 30 aHBaps 2024 roaa N 1-93. - Cm. npeablayLyto
peakumio)

2) NpUHMMAaET peLleHre O roCyAapCTBEHHOWM perncTpauum nekapcTBEHHOro npenapara unm o6 oTkase B rocyapCTBEHHOM
pervcTpaumm nekapcTBEHHOro npenapara;

3) BHOCUT NpU MPUHATAU pPELUEHUS O TOCYAAPCTBEHHON perucTpauuyM JeKkapcTBEHHOMO mMpenapaTta [aHHble o
3aperMcTpypoBaHHOM JIEKApCTBEHHOM NpenapaTte, B TOM 4Yucrie O dhapMaleBTUYecKon cyGCcTaHumM, BXOAseid B cOoCTaB
neKapCTBEHHOro npenapaTa, B roCyqapCTBEHHbIN PEECTP JIeKapCTBEHHbIX CPEACTB W BblAAET 3asiBUTENIO perncTpaumoHHoe
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06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 CTtpanuua 56
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

YAOCTOBEPEHME NEKAPCTBEHHOrO npenapara, oopmMa KOTOPOro YTBEpXOaeTcst YMNOnHOMOYEHHbIM dheneparnbHbiM OpraHom
WCMONHUTENbHOM BfacTW, COMMacoBaHHbIE HOPMATUBHYIO [OKYMEHTAUM0, HOPMATMBHbBIA OOKYMEHT, WHCTPYKLUMIO MO
NPUMEHEHNIO NEKAPCTBEHHOrO Mnpenaparta U MakeTbl MEPBUYHOM YMAKOBKM W BTOPMYHOM (MOTPEOUTENbCKOW) YNakoBKM C
yKasaHMem Ha HMX HOMepa PErncTpauMoOHHOrO yOOCTOBEPEHUS NEKAapCTBEHHOrO npenapaTta W gaTtbl ero rocygapcTBEHHOMN
perucTpaumm unu B criydae MpUHATUS pelleHns o6 oTkase B rocygapCTBEHHOW perMcTpauumn fiekapCTBEHHOro npenapara
yBEeOOMMSIET B NUCbMEHHON hopMe 3asiBUTens 00 3TOM C yKasaHMEM MPUYMH TaKoro OTkKasa. 3a Bbigayy perucrpauyMoHHOro
YOOCTOBEPEHUST NEKAPCTBEHHOIO Mpenaparta B3MMaeTCsl rocyqapCTBEHHAs MOLUNMHA B COOTBETCTBMM C 3aKOHOOATENIbCTBOM
Poccunckon ®egepaumm o Hanorax n cbopax.

(MyHkT B pepakumu, BBeaeHHoM B Aenctaume ¢ 1 nonsa 2015 roga ®enepanbHbiM 3akoHOM OT 22 nekabps 2014 rona N 429-
@3. - Cm. npeablayLyo peaakuuio)

C 1 aHBaps 2025 ropa PenepanbHbiM 3akoHoM OT 30 sHBapa 2024 rona N 1-®3 B nyHKT 3 yactn 1 HacTosiLen cTaTbn
OyayT BHECEHbI UBMEHEHMS.

2. OcHoBaHMeM pfns oTKasa B [OCyAapCTBEHHOW perncrtpauuyM nekapCTBEHHOrO npenapata Afs MeAULMHCKOro
NPUMEHEHNSA SIBMSIETCS 3aKIOYEHNe COOTBETCTBYHOLLEIO YNONMHOMOYEHHOro defeparnibHoro opraHa UCMOSHUTENBHOM BNacTu O
TOM, YTO KayecTBO U (Unn) acbheKTUBHOCTL PEMMCTPUPYEMOTO NIEKAPCTBEHHOMO Npenapara A1 MeAULMHCKOrO NPUMEHEHUST He
NOATBEPXKAEHbI MOMYYEHHbIMU [AaHHbIMM WM YTO PUCK MPUYMHEHMSI Bpeda 300POBbK YerioBeka BcreacTBMe npuema
nekapcTBEHHOrO npenapara Aanst MeanUMHCKOro NpuMeHeHUs! NpeBbIaeT 3ddEKTUBHOCTb €ro NPUMEHEHNS.

(Yactb B pepakumn, BBegeHHon B genctene ¢ 15 uoHa 2018 roga PenepanbHbiM 3akoHoM oT 4 nioHa 2018 roga N 140-
@3. - Cm. npeablayLyo peaakLuo)

3. lNoBTOpHOE MpeacTaBrneHne B COOTBETCTBYHOLLMIA YNOMHOMOYEHHbIN (bedepanbHbli OpraH MCHOMHUTENBHOM BRactu
nekapcTBEHHOrO npenapara, B OTHOLIEHWM KOTOPOro MOfydYeH oOTka3 B [OCYOapCTBEHHOM perucrpaumm u  KOTOpbI
BMOCNeACTBMU NOABEPICS M3MEHEHUI0 B YacTU ero cocTaBa, pacCMaTpuBaEeTCs Kak npeacTaBfieHne HOBOro fekapCTBEHHOMO
npenaparta Ha ero rocyqapCTBEHHY perMcTpaLmio He3aBMCMMO OT COXPaAHEHUS €ro NEPBUYHOIO HAMMEHOBaHWS.

(YacTb B pegakumm, BBeaeHHou B gerictaue ¢ 1 uons 2015 roga ®enepansHbiM 3akoHOM oT 22 nekabps 2014 rona N 429-
®3. - Cm. mpeaplAyLLY0 PEAAKLIMIO)

4. Tlpn npegocTaBneHUN 3asiBUTENEM B COCTaBe pPerMcTpauuoHHOro [O0Cbe Ha JleKapCTBEHHbIM npenapaTt Aans
BETEPUHAPHOIO MPUMEHEHUST KOMUW PELUEHUs YMONHOMOYEHHOro chbeaepanbHOro opraHa WCMOMHUTENBHOW Bnactn o
NPOBEAEHUN WHCMEKTUPOBAHUS MNPOM3BOAUTENST NEKAPCTBEHHbLIX CPEACTB CPOK MPUHATMS PELLEHUMS O TOCYyAapCTBEHHOM
perucTpaumM nekapCTBEHHOIO npernapata ANns BETEPUMHAPHOTO MPUMEHEHUS MPUOCTAHABIMBAETCA CO [OHSA MONyYeHUsi
3aKIMOYEHUN, yKal3aHHbIX B 4acTtu 1 HacTosule cTaTtbW, A0 AHSA MPUHATUS YNOMTHOMOYEHHbIM dhenepanbHbBIM OpraHoM
WCMONMHUTENBHON BNacTM pelleHus O Bblgave unm 06 oTkase B Bblgade 3akilo4YeHuUst O COOTBETCTBMM MPOU3BOAUTENS
NeKkapCcTBEHHbIX CPeACcTB TpeboBaHMAM NpaBun Haafexallel MNpou3BOACTBEHHOM MpaKTUKM, HO He 6oree 4Yem Ha CTO
BOCEMbECAT pabounx AHeNn.

(Yactb gononHuTensHO BkNtodeHa ¢ 15 noHa 2018 roga ®enepanbHbiv 3akoHoM 0T 4 mnioHa 2018 rona N 140-93)

5. OcHoBaHMEM pfnsl OTkasa B rOCydapCTBEHHOW perucTpauuu JekapCTBEHHOrO npenapata Ans BeTepuHapHOro
NPUMeEHeHUs SBNSIETCS 3aKtoMeHMe YNOoNMHOMOYEHHOro oeepanbHOro opraHa UCNONMHUTENBHOM BNacT O TOM, YTO Ka4ecTBO 1
(Mnn) adppeKTUBHOCTb PErMCTPUPYEMOrO NeKapCTBEHHOrO npenapaTta Ansi BETEPMHAPHOIO MPUMEHEHUS He MOATBEPXXAEeHbl
Mofy4YeHHbIMW AaHHbIMW UMM YTO PUCK MPUYMHEHWUS Bpeda 300pOBbI0 XXMBOTHOIO BCINEACTBME Mpuema JfiekapCTBEHHOMO
npenapata Ansi BETEPUHAPHOro MpPUMEHEHUs npeBblaeT 3PPEKTUBHOCTb €ro MNMPUMEHEHUs, OTKa3 YNOMHOMOYEHHOro
pefepanbHOro opraHa WCMOMHUTENbHOW BrnacTM B Bbldave 3akrioYeHWst O COOTBETCTBMM MPOM3BOAUTENS JeKapCTBEHHbLIX
cpeacTtB TpeboBaHMSM MpaBuIl Haanexaiwlen npou3BOACTBEHHON MPaKTUKM ANl KaXKOOW MNPOM3BOACTBEHHOM MNoLLaaKm
pPErMcTpuUpyeMoro rekapcTBEHHOro npenapara [Ans  BETepMHApHOro MpUMEHeHUs B Ccryyae, ecnM NpOu3BOACTBO
nekapCcTBEHHOro npenapata Ans BeTepuMHapHOro NpMMeHeHus ocyLlecTBnsaeTca 3a npegenamu Poccunckon ®epepaunn, nnm
OTCYTCTBUE TAKOrO 3aKMOYEHUS.

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

MonoxeHus ctatbu 27 HacToqwero ®eaepanbHOro 3akoHa (B pegakumm PenepansHoro 3akoHa ot 30 aHeaps 2024 rona N
1-®3), kacarwLmecs NpeoCTaBNeHUss rocy4apCTBEHHbIX YCIyr npy obpalleHnM NekapCTBEHHbIX CPEACTB AN MEAULIMHCKOrOo
NpPUMEHeHNst NocpeacTBOM €OUHOW roCyAapCTBEHHON WHM(OPMaUMOHHON CcUCTEMbl B cdepe 30paBOOXpaHeHns u (Mnu)
dhepepansHON rocyfapcTBEHHON WMHAOPMALIMOHHON cuUcTeMbl "EAMHBIN nopTan rocyfapCTBEHHbLIX U MYHUUMMAnbHbIX YCryr
(cbyHkuMR)", npumeHsatoTca ¢ 1 aHBapsa 2025 roga - cMm. NyHKT 5 ctatbn 4 PeaepanbHoro 3akoHa ot 30 sHBapsa 2024 roga N 1-
3.
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MonoxeHus ctatbk 27 HacToswero ®egepanbHOro 3akoHa (B pegakumm PenepansHoro 3akoHa ot 30 aHeaps 2024 rona N
1-93), kacawowmecs npegocTaBneHns rocyaapCTBEHHbIX YCnyr npy obpalleHMn nekapcTBeHHbIX CPeacTB ANs BETEPUHapHOro
npUMeHeHNs nocpeacTBoM efeparibHON rocyaapcTBeHHON MHAOPMAaLUNOHHON cnucteMbl "EAUHBIN nopTan rocyaapCTBEHHbIX U
MyHMUMNanbHbIX yenyr (dyHKUMiA)", npumenstoTea ¢ 1 aHeapsa 2026 roga - cM. NyHKT 6 ctatbn 4 PenepanbHoro 3akoHa ot 30
aHBapsa 2024 rona N 1-93.

KommeHTapun k ctatbe 27

CTATbA 27_1. BSBAUMO3AMEHAEMOCTb JIEKAPCTBEHHbIX NMPENAPATOB AnA MEOULMHCKOIO
NMPUMEHEHUA

1. B3aumMo3ameHsAeMOCTb JIeKapCTBEHHbIX NpenapaToB AN MeQULMHCKOTO NMPUMEHEHUS ONpeaensieTcs YNnorHOMOYEHHbIM
denepanbHbIM - OpraHoM  UCMOMHUTENLHOM BMAacTW, OCYLLECTBNALWNM [OCYOapCTBEHHYO PErmcTpauui NeKapCTBEHHbIX
npenapaToB AN MeQULIMHCKOTO NPUMEHEHUS!, B paMKax OLHOr0 MeXAyHapoOHOro HenaTeHTOBAHHOMO (MMM XUMUYECKOro, Unu
rpynnUMpPOBOYHOIO) HauMEHOBaHMS Ha OCHOBE  3aKIMOYEHWs KOMMCCUM  3KCMEPTOB  3KCMEPTHOTO  yypexaeHus o
B3aMMO3aMEHSIEMOCTM JIeKapCTBEHHOro npenapata Ansi MeaWUMHCKOro NpUMeHeHUs NuMbo O TOM, YTO J1eKapCTBEHHbLIN
npenapaTt Ans MeauuUuHCKOro NpuMMeHeHUs1 He SBNSIETCS B3aMMo3aMeHsieMbiM. [opsgok onpedeneHnst B3aMMo3aMeHSEMOCTH
NeKapCcTBEHHbIX npenapaToB Ansi MEOULMHCKOrO MPUMEHEHMST U opMa 3aKMYEHUS] KOMUCCUM IKCMEPTOB 3KCMEPTHOro
YUYpEXOeHUss O B3aMMO3aMEHSIEMOCTM JEeKapCTBEHHbIX MpenapaToB A MEeOWULUMHCKOro MNpPUMEHeHUst NMbo O TOM, 4TO
NeKkapcTBeHHbI npenapaT Anst MeAWLMHCKOrO MNPUMEHEHWs He SBNSeTCs B3avMO3aMEHsieMbIM, YCTaHaBMNMBaOTCS
degepanbHbIM - OpraHOM — UCMOMHMTENbHOM  BRACTW,  OCYLLECTBASOWMM  (YHKUMM NO  BblpaboTke M peanusauum
rocyAapCTBEHHOW MOMUTUKM U HOPMaTMBHO-MPABOBOMY PErYNIMPOBaHUI0 B cdhepe 34paBOOXpPaHEHUs, MO COrfacoBaHUo C
depepanbHbIM  OpraHOM  UCMONHUTENbHOW  BRAcTW, OCYLLECTBASKOWMM  (YHKUMM MO JIMLEH3MPOBaHUIO MPOU3BOACTBA
NeKkapCcTBEHHbIX CPEACTB.

(Yactb B pegakuun, BBegeHHon B aencteme ¢ 1 aHBapsa 2024 rona PenepanbHbiM 3akoHoM oT 19 okTabpa 2023 roaa N
503-03. - Cm. NpeablAyLLYI0 peaakLmio)

2. KoMuceusi aKcnepToB 9KCNepTHOrO yYpeXkaeHns AaeT 3aknioveHne 0 B3auMo3aMeHsIeMOCTU NeKapcTBEHHOro npenapara
AN MEAMLIMHCKOMO MpUMeHeHMst NGO O TOM, YTO fieKapCTBEHHbIN npenapar Ans MeOMLUMHCKOTO MPUMEHEHUSI HE SBNSeTCA
B3aMMO3aMEHSEMbIM, HA OCHOBAHWUMN CMEAYIOLLMX KPUTEPUEB (XapaKTepPUCTUK):

1) oakBMBameHTHOCTb (ans 6uoaHanoroBbix (6nonogobHbIX) NekapcTBEeHHbIX npenapatoB  (GuoaHanmoroBs) -
COMOCTaBUMOCTb) Ka4YE€CTBEHHBIX M KOMMYECTBEHHbIX XapaKTEpPUCTUK hapMaLeBTUYECKUX CyOCTaHLMI UnmM COnoCTaBMMOCTb
aHTUIeHHOro cocTaBa BaKUMH. Micnonb3oBaHme pasnnyHbIX cornemn, anpoB, KOMMIIEKCOB, M3OMEPOB, KpUCTaNIMYeckmx opm n
Apyrmx MpOU3BOAHbLIX OAHOMO M TOr0 e [AEeWCTBYHLIEro BellecTBa He $SBMASETCA NpensTcTBMEM AN onpeaerneHud
B3aMMO3aMEHSIEMOCTM JIeKapCTBEHHbIX MpenapaTtoB, ecnv npu MNPOBEAEeHMM UccrenoBaHuMst  OMO3KBMBANEHTHOCTU
NeKapcTBEHHOrO npenapara Unu MUCCrneaoBaHUs TepaneBTUYECKOW SKBUBANEHTHOCTM NEKapCTBEHHOro npenapara AokasaHo
OTCYTCTBUE KMMHMYECKM 3HAYMMbIX pasnnyunMin papMakoKMHETUKM M (M) 3PPEKTUBHOCTU M 6e30NacHOCTM NeKapCTBEHHOMO
npenapata ansg MeauumnHCKOro NpUMeHeHus:;

2) SKBMBANIEHTHOCTL NEeKapCTBEHHON (PopMbl. Mof SKBMBaNEHTHBIMU NEKAPCTBEHHLIMU (hOpMaMy MOHUMAIOTCS pasHble
nekapcTBeHHble hOPMbI, UMetoLLME OAMHaKOBble CMocoG BBeAEHMSI U cnocob NpUMeHeHWs, obnagatolime ConocTaBUMbIMM
hapMaKOKMHETUYECKMMUN XapaKTEPUCTMKaMN U apMakoriorMyeckum AencTBreM U obecnedvBaioliMe Takke AOCTUXKEHME
HeobXoauMOro KrmMHu4eckoro adhdekta. Pasnuums nekapcTBeHHbIX (POPM He ABMSIOTCS NPensaTcTBUEM ANs OnpefeneHust
B3aMMO3aMEHSIEMOCTU  IEKAPCTBEHHbIX MpenapatoB, €ecrnv Npu  MpoBedeHWU UccriejoBaHus  OUO3KBMBANIEHTHOCTU
neKapCcTBEHHOro mpenapaTta WUnu WUCCreaoBaHns TepaneBTUHECKON 3KBMBANEHTHOCTM JIeKapCTBEHHOMO Mnpenaparta AoKasaHo
OTCYTCTBME KIMHUYECKN 3HAYMMBbIX Pasnuumii hapMakoOKUHETUKN U (M) apdeKTUBHOCTM M 6e30MacHOCTU NeKapCTBEHHOMO
npenapara ansi MeauuUHCKOro NpUMEHEHUS;

3) 9KBMBANEHTHOCTb WM COMOCTABMMOCTb COCTaBa BCMOMOraTerbHbIX BELEeCTB IEKapCTBEHHOro mnpenapara Ans
MeOULUUHCKOrO MpuMeHeHus. Pasnuvuna coctaBa BCrMOMOraTernbHbIX BeELLEeCTB feKapCTBEHHOro npenapaTta He SABMsTcA
nNpensTCcTBMEM ONS onpedereHns B3auMo3amMeHAEeMOCTN NeKapCTBEHHbIX NpenapaToB, ecrniv Npu nposedeHnn nccreqoBaHus
OUO3KBUBANEHTHOCTN NEKAPCTBEHHOIO Npenapara WM UcCcreaoBaHUs TepaneBTUYECKON 3KBUBANEHTHOCTU NEKapCTBEHHOMO
npenapata [oOKa3aHO OTCYTCTBME KIWHUYECKM 3HAYUMMbIX pPasnmMyunin  papMakokMHETUKU U (Mnn) 3deKkTUBHOCTU WU
6e30MacHOCTU NEKapCTBEHHOIO npenaparta Ans MeaUUMHCKOro npuMeHeHus. Mpu HanMumm KNUHUYECKM 3HAYMMBIX pasnuynii
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dhapMakoKMHETUKM U (MNn) 3pPEKTUBHOCTM M 6e30NacHOCTU NEeKapCTBEHHOro npenapara Ans MeauUMHCKOro npuMeHeHus!
B3aMMO3aMEHSIEMOCTb OMNPEAENSeTCs C ykasaHUeM Ha UCKIoYeHUe OTAeNbHbIX rpynn NauueHToB.;

4) ngeHTN4YHOCTb cnocoba BBeAeHUNA 1 cnocoba NpMMeEHeHUs;

5) cooTBeTCTBME NPOU3BOAMTENS JIEKAPCTBEHHOMO CpeAcTBa TPeGoBaHWMAM NpaBuil Haanexalleid Npou3BOLACTBEHHON
NpaKTUKK.

3. Bbe3 Heob6xoOAMMOCTV [OoKasaTenbCTBa OMO3KBUBANEHTHOCTM OCYLLECTBMNAETCA OonpeaeneHne B3anMo3aMeHseMOCTU
BOCMNPOU3BeAEeHHbIX NEKAPCTBEHHbIX NPenapaTtoB, KOTopble:

1) npegHa3Ha4vyeHbl AOnd  napeHTeparibHoro (HOﬂ,KO)l(HOFO, BHYTPUMbILLEYHOIo, BHYTPUBEHHOIO, BHYTPWUITIA3HOIO,
BHYTPUMNOJIOCTHOIO, BHYTPUCYCTaBHOIO, BHyTpI/IKOpOHapHOFO) BBeAEHNA U NpeacTtaBnAaloT cobowm BOAHbIE PaCTBOpPbI;

2) NpeacTaBnstoT COOON pacTBOpPbI Ansi NepoparnbHOro NPUMEHEHUS;

3) npou3BeneHbl B hopme NOPOLLKOB UMW NMOUNN3aToB AN NPUroToBNEHMS pacTBOPOB;

4) aBnsaTCH rasamu;

5) ABNAOTCA YLWHBIMY UMW FMa3HbIMU NEeKapCTBEHHbIMU NpenapaTtamMu, NpousBeaeHHbIMU B (hOpMe BOAHbIX PacTBOPOB;

6) npegHa3HayeHbl AN MECTHOTO U (MNN) HapYXXHOrO NPUMEHEHNS U MPUrOTOBIEHbI B hopMe BOAHbLIX PaCTBOPOB;

7) npeacTaBnalT coO0M BOOHbIE pacTBOPbLI AN UCNONb30BaHMSA B (bOpMe MHransiumm ¢ nomMoLlbio Hebynansepa mnm B
KayecTBe HasanbHbIX CNpeeB, MNPUMEHAEMbIX C MOMOLLBbK CXOOHbIX (MOXOXMX, aHanorMyHbIX) YCTpOWCTB (Npnbopos,
annaparoB).

(YacTb B pegakumum, BBegeHHow B gencteme ®enepaneHbiM 3akoHoM o1 30 aHBapsa 2024 rona N 1-93. - Cm. npeaplayLLyo
peaakumio)

4. OcobeHHOCTM onpeaeneHnst B3aMMO3aMeHSIeMOCTM OMONMOrMYeCcKMX NeKapCTBEHHbIX MpenapatoB, KOMOMHMPOBAHHbLIX
nekapcTBEHHbIX NpenapaToB (coAepXallmx KOMOMHaUMIO AByX 1 Bornee OeNCTBYHOLMX BELLECTB), NEKAPCTBEHHbIX NpenapaTtos
ANa napeHTepanbHOro NUTaHMs M HeQO3UPOBaHHbLIX JIeKapCTBEHHbIX NpenapaToB ycTaHasnueakTca dedepanbHbIM OpraHoM
WCTONMHUTENBHOW BMNacTh, OCYLLEeCTBRAAIOWMM ¢yHKUMM MO BbIpaboTke W peanu3auum rocyaapCTBEHHOW MONMUTUKU U
HOPMaTMBHO-NPABOBOMY perynMpoBaHnio B cdpepe 30paBOOXpaHEeHUsd, MO corfacoBaHuio ¢ denepanbHblM - OpraHom
NCMNONHUTENbBHOM BNAcTU, OCYLLECTBASIOWNUM OYHKLMM MO NIMLEH3MPOBaHMIO NPON3BOACTBA NIEKaPCTBEHHbIX CPEACTB.

(Yactb B pegakuun, BBegeHHon B aencteme ¢ 1 aHBapsa 2024 rona PenepanbHbiM 3akoHoM oT 19 okTabpa 2023 roaa N
503-®3. - Cm. mpeaplayLyo peaaKLmio)

5. Onpe/:l,eneHme B3anMO3aMeHAEMOCTN HE OCYLUECTBNAETCA B OTHOLUEHUN NEKAPCTBEHHbIX paCTUTElNbHbIX nNpenapartos,
romeonaTtn4ecKknx nekapCTBeHHbIX npenapartos.

6. dopmMupoBaHME NepeyHs B3aMMO3aMEeHSIEMbIX FEeKapCTBEHHbIX MpenapaToB Ans MeaWUUHCKOTO MNpUMeHeHus!
OCYLLECTBINSETCS 3KCMEPTHBIM YYpeXaeHNEM NOCPEACTBOM 0ObeAMHEHMUS NEKAPCTBEHHBIX NpenapaToB B OTAesNbHbIE pynrbl, B
KXo 13 KOTOPLIX NleKapCTBEHHbIE Npenapathbl SBMSTCA B3auMO3aMeHAEMbIMU.

7. B cny4ae BKMIOYEHUS B MHCTPYKUMIO MO MeAMUMHCKOMY MNPUMEHEHMUIO NeKapCTBEHHOro npenapara Ha OCHOBaHUU
pes3ynsTaTtoB COOTBETCTBYIOLIMX MCCNeAOBaHUM MNOKasaHUM AN MNPUMEHEHUS, KOTOpble OTMAMYaloTCa OT MoKasaHui Ans
nNpUMeHeHUss OpYyrMx nekapCTBeHHbIX MpenapatoB M3 rpynnbl B3auMo3aMeHSeMblX NeKapCTBEHHbIX npenapaToB, B nepevHe
B3aUMO3aMEHSAEMbIX NEKapCTBEHHbBIX NpenapaToB AN MEAMLUHCKOrO NPUMEHEHNUsT OOIMKHa ObITb yKasaHa COOTBETCTBYHOLLAs
WHopmaums.

8. [lepevyeHb B3anMMO3aMeHSEMbIX JIEKAPCTBEHHbIX MNpenapaTtoB ANs MEAULUMHCKOrO MNPUMEHEHUs pasMeLlaeTcsd
YNONTHOMOYEHHbLIM  hefeparnbHbiM OpraHOM WCMOMHUTENBHOW BMAACTWU, OCYLLECTBSIOWMM FOCYAapCTBEHHYIO perncrpaumio
NeKapCTBEHHbIX nNpenapaToB ANs MEAWMUMHCKONO NPUMEHEeHWsl, Ha CBoeM oduuuansHoM cante B cetun "WHTepHet".
MHdopmaumusa B nepeyHe B3aMMO3aMeEHSIEMbIX FIEKapCTBEHHbIX MpenapaTtoB ANd MeOULUHCKOrO MpUMeHeHus oGHoBnsieTcA
yKasaHHbIM hbefepanbHbiM  OpraHoOM WUCMOMHUTENBHOW BRacTU C YYETOM HOBbIX 3aperncTpvpoOBaHHbLIX fEeKapCTBEHHbIX
npenapaTtoB NS MEOULMHCKOIO MPUMEHEHUSA U BHECEHHbIX M3MEHEHUN B AOKYMEHTbI, coaepKallmecs B PerncrpaumoHHbIX

[okymeHT coxpaHeH ¢ nopTana docs.cntd.ru — anekTpoHHoro coHaa n3 6onee 70 000 000 HOpMaTUBHO-NPABOBbLIX Y HOPMATUBHO-TEXHUYECKUX AOKYMEHTOB


http://docs.cntd.ru/
http://docs.cntd.ru/document/1304778181#8P80LU
http://docs.cntd.ru/document/578351783#A8G0NC
http://docs.cntd.ru/document/1303428625#7E20KC
http://docs.cntd.ru/document/578347012#A8M0ND

06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 CTtpanuua 59
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

0O0Cb€ Ha 3aperncTpunpoBsaHHble JNieKapCTBeHHble npenapartbl A4N1A MeanumMHCKOro npuMmeHeHuA.

9. lMopsagok wucnonb3oBaHUA MHGOPMaLMM O B3aMMO3aMEHSIEMbIX JIEKAPCTBEHHbIX Mpenapatax Ans MeULUMHCKOro
NPUMEHEHNST X MNOPSIAOK [avM pPasbsACHEHUWA MO BOMpPOCaM B3aMMO3aMEHSEMOCTU JIEKApCTBEHHbIX MpenapatoB Anis
MEOVLMHCKOrO NPUMEHEHNS yCTaHaBNMBaTCA dheaeparnbHbIM OPraHOM UCMOMHUTENBHOM BNACTW, OCYLLECTBASIOLWNM OYHKLNN
no BbipaboTke ” peanu3auum rocygapCTBEHHOMW MNOMAUTUKM U HOPMATMBHO-MPABOBOMY perynupoBaHuMio B cdepe
30paBOOXPaHEHNs, MO COrnacoBaHuio € degepanbHbIM OpraHOM MCMONMHUTENBLHOW BRACTW, OCYLLUECTBSIOWNMM OYHKUMM MO
NNLUEH3MPOBAHMIO NPON3BOACTBA JIEKAPCTBEHHLIX CPEACTB.

(YacTb B pepakumu, BBegeHHon B gencteue ¢ 1 aHBapst 2024 roga PenepaneHbiM 3akoHoM OT 19 okTabpsa 2023 roga N
503-®3. - Cm. npeablayLLyio peaakLuio)

(Cratbsa pononHuTensHo BkntoveHa ¢ 1 niona 2015 roga PenepanbHbiM 3akoHom o1 22 aekabpsa 2014 rona N 429-93; B
pepakuun, BBegeHHon B gevicteme ¢ 1 mapta 2020 roga PeaepanbHbiM 3akoHoM OT 27 aekabpsa 2019 roga N 475-93. - Cwm.
TREAbIAYLLYIO PEAaKLNIO)

KommeHTapun k ctatbe 27 1

CTATbA 28. PETUCTPALUMOHHOE YO OCTOBEPEHUE NNEKAPCTBEHHOIO MNMPEMAPATA

1. PeFI/ICTpaLI,I/IOHHOG yOooCTOoBepeHue JIeKapCTBeHHOro npenapara C yKa3aHuem JeKapCTBEHHbIX (bOpM n AO031NPOBOK
BbloaeTcsa 6eccpquo, 3a WUCKI4YeHnemM perncTtpaumoHHOro ynocrtoBepeHua nekKapCTBEeHHOro npenapara, BbldaBaeMoro co
CPOKOM OENCTBUS NATb NET, Ha BnepBble perncTpnupyemboie B Poccuiickon dJenepau,MM JIeKapCTBEeHHbIEe npenapaTbl.

MonoxeHusa yactn 1 HacTosLwen cTaTtbm ¢ 1 AaHBaps 2026 roga He pacnpoCTPaHSOTCS Ha NPaBOOTHOLLEHNS, BO3HMKAOLWME

npw obpalleHnn NekapcTBEHHbLIX CPEACTB AS1 MEOULMHCKOrO NPUMEHEHMS, - CM. NYHKT 7 cTatbn 4 PenepanbHOro 3akoHa ot
30 auBapsa 2024 rona N 1-93.

2. To ucTeyeHWM ykasaHHOTO B 4YacTu 1 HacToduwler cTaTbW Cpoka BblaaeTcs 6eccpoyHoe perncTpaumoHHoe
yOOCTOBEpeHVe NekapCTBEHHOTO NpenapaTa npu YCrnoBUM NOATBEPXKAEHUS €ro roCyapCTBEHHONW perncTpaumm.

MonoxeHus yactn 2 HacTosiwen ctatbm ¢ 1 sHBaps 2026 roga He pacnpoCTPaHAKTCA Ha NPaBOOTHOLLEHNS, BO3HMKAIOLLNE

npu obpalleHnn NeKkapcTBEHHbIX CPEeACTB ANs MEAULIMHCKOrO NMPUMEHEHUS, - CM. NYHKT 7 cTatbn 4 denepanbHOro 3akoHa ot
30 aHBapsa 2024 rona N 1-$3.

3. B cnyyae BHeceHus B cooTBeTcTBUM co cTatbamu 30 M 31 HacTosulero dPenepanbHOro 3akoHa WM3MEHEHUN B
cofepxalimecs B permcTpauuoHHOM A0Cbe Ha 3aperMcTpuMpoBaHHbIN NeKapCTBEHHbIN npenapaTt AOKYMEHTbI, 3aTparnsatoLmnx
CcBeOeHNd, OTpaxeHHble B PerMcTpauuoHHOM YAOCTOBEPEHUU NeKapCTBEHHOro npenaparta, YNonHOMOYEeHHbIM dedeparnbHbii
opraH UCNOMHWUTENbLHOM BlacTu BbiAAeT HOBOE PerncrpaumMoHHOe YOOCTOBEpeHMe feKkapCTBEHHOro npenapata, cogepallee
BHECEHHbIE B HEMO N3MEHEHMSI.

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

MonoxeHus yactu 3 HacTosiwen ctaTbm ¢ 1 aHBapsa 2026 roga He pacnpoCTPaHAKTCA Ha NPaBOOTHOLLEHNS, BO3HMKalOLLNE

npu obpalleHnn NekapcTBEHHbLIX CPEeACTB AN MEAULMHCKOrO NPUMEHEHMS, - CM. NYHKT 7 cTatbn 4 PenepanbHOro 3akoHa ot
30 auBapsa 2024 rona N 1-93.

4. B cny4ae yTpaTbl unu noBpexaeHnst permcTpaLmoHHOro yaoCcTOBepeHNsi NekapCcTBEHHOro npenapara no 3asiBMeHnto B
nnuceMeHHon dpopme JepxaTtend unu Briagenbla perncrpauuoHHOro YAOCTOBEPEHWUSt NEKapCTBEHHOro npenapara wnu
YMONMHOMOYEHHOIo MMY APYroro pUAMYECKOro nuua o Bbigade aybnvkara permctpaumMoHHOro yaA0CTOBEPEHUS NeKapCTBEHHOMO
npenapaTta ynorHOMOYEHHbIN dheaeparnbHbIi OpraH UCNOMHUTENBHONM BNacTu B CPOK, He MpeBbILLaloLWLmMiA AecaTn pabounx gHen
CO [OHS1 MOCTYNNeHus 3asBrneHus, BblaaeT AybnukaTt perncrpaumoHHOro YAOCTOBEPEHUS NEKapCTBEHHOro npenapata. 3a
Bblgayy aybrnvkara permctpauMoHHOro yaAOCTOBEPEHUS NEKAPCTBEHHOrO npenapara B3UMaeTCs rocyqapCTBEHHAs MOLMMHa B
COOTBETCTBUM C 3akoHoAaTenbCcTBoM Poccuickon ®enepaunm o Hanorax n cbopax.

(YacTtb pononHuTenbHO BrtoveHa ¢ 1 utons 2015 roga ®enepanbHbiM 3akoHOM OT 22 fekabpsa 2014 rona N 429-03)

C 1 auBapa 2026 roga PenepanbHbiM 3akoHoM OT 30 aHeapa 2024 roaa N 1-®3 yacTb 4 HacTosILel cTaTbl yTpaynBaet
cuny.
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KommeHTapum k ctatbe 28

CTATbSA 29. NOATBEPXXAEHWE FOCYOAPCTBEHHOW PETMCTPALIMU IEKAPCTBEHHOIO NPEMAPATA

1. TlNoaTeBepxaeHwe rocygapCTBEHHOW perncrpauum rfekapcTBEHHOro npenaparta OCYyLeCTBAseTcsa npu  Bblgadve
6ecCpoYHOro perucTpaLMoHHOrO yOOCTOBEPEHUS FIEKAapCTBEHHOINO Mpenapara B Cryvae, ykasaHHOM B Yactu 2 cratbu 28
HacTosulero PenepanbHOrO 3akoHa, B CPOK, HE NpeBbILLaloWuii copoka pabounx AHen co AHSA HanpaBneHus nocpeacTsoM
€[MHOro noprana B YyNonmHOMOYEHHbIN doeaepanbHbii OpraH UCNOSTHUTENBHOM BIACTM U FINYHbLIA KaOMHET YNONTHOMOYEHHOTO
degepanbHOro opraHa WCNOSIHUTENbHOW BNactTM B €OWHOW CucTeMe 3asBfeHWs O MNOATBEPXKOAEHWU T[oCy4apCTBEHHOM
perucTpauumn nekapCTBEHHOrO npenapara, MOAMUCAHHOIO YCUMEHHON KBanuUUUMPOBAHHOW 3MNEKTPOHHOW nognuceio. He
OCYLLECTBNSAETCA MOATBEPXAEHUE T[OCYQapCTBEHHOW perucrpauMm B OTHOLUEHUW TNEeKapCTBEHHOro npenapara And
BETEPUHAPHOIO NPUMEHEHUs, HE HaxoamBLuerocs B obpauwleHun B Poccunickon depepaummn B TedeHne Tpex u bonee ner, a
Takke B OTHOLUEHUWN NEKAPCTBEHHOrO CPEeACTBa, MPOM3BEAEHHOrO C HapylleHuem TpeboBaHUS, YCTaHOBMEHHOro YacTeto 3_7
cTtatby 71 HacTosulero PegepanbHOro 3akoHa.

(YacTb B pegakuun, BBeaeHHon B gencteme PeaepanbHbiM 3akoHoM oT 30 aHeapsa 2024 rona N 1-93. - Cm. npeaplayLLyo
peaakumio)

2. 3asiBneHve o NoaTBEPXAEHUN FOCYAapPCTBEHHON perMcTpaumm nekapCTBEHHONo npenaparta HanpaBsnsieTcs NoCPeacTBOM
€OUHOro nopTana B YNOSIHOMOYEHHbIN doefieparnbHbli OpraH UCMONMHUTENBHONM BNACTU UMK JINYHLIA KAOWHET YNONMHOMOYEHHOTO
denepanbHOro opraHa UCNOMHUTENbBHOM BNacTu B eANHONW CUCTEME He paHee YeMm 3a CTO BOCEMbAECHAT AHEW OO0 UCTeYeHUst
cpoka [OeWCTBUS PEermcTpauvoHHOrO YAOCTOBEPEHUS JIEKAPCTBEHHOrO npenapata M He Mo3gHee OKOHYaHUs cpoka ero
nencTeus.

(YacTb B pegakunu, BBeaeHHon B Aencterne PeaepanbHbiM 3akoHoM OoT 30 auBaps 2024 rona N 1-93. - Cm. npeablayLyo
penaKuuio)

2 1. YacTb gononHuTensHo BkodeHa ¢ 13 aBrycta 2019 roga PenepansbHbiM 3akoHoM ot 2 aBrycta 2019 rona N 297-93;
yTpatuna cuny - PeaepansHbi 3akoH oT 30 aHBapa 2024 rona N 1-93. - CM. npeablayLLY0 peaakLuio.

3. MoateepxaeHne rocyaapCTBEHHOW perncrTpauuy nekapCTBEHHOrO rMpenapata OCYLUECTBMSETCS Mo pesynbratam
3KCMEepTM3bl OTHOLLEHMST OXMAAEMOM MOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHMS1 NeKapCTBEHHOrO Mpenapata Ha OCHOBaHWUU
pes3ynbTaToB MOHUTOPUHra 3dpdeKTUBHOCTU M Ge30nacHOCTM NekapCTBEHHOro npenaparta, NpPOBOAMMOrO AepxaTenem unm
BrnagenbLemM perucTpaumoHHOro YOOCTOBEPEHWUSI FleKapCTBEHHOrO Mpenaparta fMbo YNOMHOMOYEHHbIM UMW HOPUANHECKUM
NMLOM, a Takke COOTBETCTBYHOLUMM YMONHOMOYEHHbIM dheaeparibHbiM OpraHOM MCMOSIHUTENbBHOM BracT B COOTBETCTBUM C
TpeboBaHnsaMu cTaTbn 64 HacToswero PegepanbHOro 3akoHa.

4. K 3asBneHno O MNOATBEPXKOEHWM FOCYOapCTBEHHOW perncTpauuy nekapcTBEHHOro npenapata Aans MeAauLMHCKOro
NMPUMEHEHMs NpunararTcs:

1) BOKYMEHTbI, coepKallme pesynsratbl MOHUTOPUHIa 3pEKTMBHOCTU U BE30MACHOCTY NEKAapPCTBEHHOrO npenapara Ans
MEVLIMHCKOrO  MPUMEHEHWsl, MPOBEOEHHOr0 AepXaTernem wnv  BragenbleM  PerncrpauuoHHOr0  yAOCTOBEPEHMS
nekapcTBEHHOro npenapata Ang MeauLUMHCKOro NPUMEHEHUs NMMBO YNONMHOMOYEHHBIM UM KOPUOUYECKMM NULOM, No dopme,
YTBEPXAEHHOWN YNOMHOMOYEHHbIM beieparbHbIM OpPraHoM UCTMOMHUTENBHOW BNacTy;

2) cBefeHnsi 0 AaTte NpegocTaBneHusl U PeErmMcTpauMoHHOM HOMepe NMULEH3MN Ha NPOM3BOACTBO NEKAPCTBEHHbIX CPEACTB,
WUNM CcBedeHus o aaTte npedocTaBreHUsl U PerucTpauvoHHOM HOMepe 3akfiYeHUs O COOTBETCTBUM MPOU3BOAUTENS
neKkapCcTBeHHbIX cpeacTB TpeboBaHWSM MpaBuN Hagnexaleh MNPOM3BOACTBEHHOW MPaKTUKW, WNM Konust cepTudmkaTa
COOTBETCTBUSA NMPON3BOAUTENS NEKAPCTBEHHbLIX CPEeACTB ANt MEeOULMHCKOrO NpUMeHeHUst TpeboBaHUAM NpaBun Hagnexallemn
NPOM3BOACTBEHHON MNpPakTUKM EBPasuncKOro 3KOHOMWYECKOro CO3a, NPeAoCTaBMEHHbIX YMOMIHOMOYEHHLIM dheaepanbHbIM
OpraHoM MCMOSIHWUTENbHON BNAacTM B OTHOLUEHWM MPOWU3BOACTBEHHOW MIOWAAKA JIEKApPCTBEHHOro npenapata Ans
MEANLIMHCKOrO MNPUMEHEHUS!, TOCYAapCTBEHHasi perucTpaumsi KOToporo MOATBEPXKOAETCs B Clyvae, ecrv npou3BOACTBO
nekapcTBEHHOrO nNpenapara Aanst MeanumMHCKOro NnpuMeHeHust ocyLuecTernsietTcs B Poccuiickon depepauuu;

(MyHKT B pegakumn, BBeaeHHon B aenctene ¢ 1 aHBapsa 2021 roga PenepanbHbiM 3akoHOM OT 27 aekabps 2019 rona N
478-93; B pegakumm, BBeaeHHon B aenctene deaepanbHbiM 3akoHoM 0T 30 sHBapa 2024 rona N 1-®3. - CM. npeabiayLyto
penakuuio)

3) Kkonusi npPedoCTaBIEHHOM YMONIHOMOYEHHBIM OpPraHOM CTpaHbl MPOW3BOAMTENS FNULEH3UM Ha NPOU3BOACTBO
neKkapCTBEHHOro npenapara Ans MegULMHCKOTrO NMPUMEHEHUSI U ee NMepeBOod Ha PYCCKUiA Si3blK, 3aBEPEHHbIE B YCTaHOBIEHHOM
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nopsioke, a TakkKe KOMus 3aKMYeHWst O COOTBETCTBMM MPOM3BOAUTENS JfIEKAapCTBEHHbIX CPeacTB TpeboBaHWaM npaBun
Hagnexallen Npon3BoACTBEHHOM NPAKTUKN, UMU KONUSA cepTUudmkaTa COOTBETCTBUS MPOM3BOAMTENS NEKAPCTBEHHbLIX CPeacTB
ans  MeaMuUMHCKOro MnpuUMeEHeHMs TpeboBaHMsM nNpaBwil  Hagnexalwen Mnpou3BOACTBEHHOM npakTukum EBpasuinckoro
3KOHOMMYECKOTO COH3a, BblAAHHbLIX YMNOMHOMOYEHHbIM deaepanbHbIM OpraHOM MCMOMHUTENbHOW BAAcTU B OTHOLUEHWM
NPOM3BOACTBEHHON NIOLWAOKN NIEKAPCTBEHHOMO npenaparta Ans MeaMUMHCKOrOo NPUMEHEHWs, TOCYAapCTBEHHAsi perncrpaums
KOTOPOro MNOATBEPXKOAETCSA, MM KOMUSA pPELUEeHNs YMNOMHOMOYEHHOro dedeparnbHOr0 opraHa WCMNOSIHUTENbHOM BnacTu o
npoesegeHnn apMaueBTUHECKON MHCMEKLUUN MPOM3BOACTBA JIEKAPCTBEHHbLIX CPeACcTB AN MEeOULMHCKOro NPUMEHEHUsT Ha
COOTBETCTBME TPeOOBaHMSIM MpaBui Hagnexallenh NpPoOu3BOACTBEHHOW NPAKTUMKM EBpPasMMCKoro 3KOHOMWYECKOro cok3a B
cny4vae, ecnv nNpov3BOACTBO JNEKAPCTBEHHOrO npenapara Ans MeAMUUHCKOro NPUMEHEHWst OCYLLEeCTBASIETCS 3a npegenamm
Poccuiickon depepaunn.

(MyHKT B pegakuny, BBeaeHHoW B fencteme ®enepaneHbiM 3akoHoM oT 30 aHeapsa 2024 rona N 1-03. - Cm. npenplayLLyo
peaakumio)

(YacTtb B pepakumu, BBegeHHon B aericteue ¢ 15 mioHs 2018 roga PenepanbHbiM 3akoHoM oT 4 mtoHa 2018 roga N 140-
®3. - CM. npeaplayLLyio peaaKLmio)

4 1. B oTHOWEHNM OUNOMOrMYECKNX JleKapCTBEHHbIX MpenapaTtoB Ans MeOULUHCKOro MpPUMEHEHUs 3asBUTEnNb
OOMOSNHUTENBHO NPEACTaBNsSeT pe3ynbraTtbl MEPONPUATUA, NPEeSYCMOTPEHHbIX NITAaHOM YNpaBeHUs puckamMu, yTBEpPXOEHHbIM
YMOSTHOMOYEHHbIM hefeparibHbiM OpraHoOM WCMONMHUTENBHOW BNacTu NP OCYLLECTBIEHNM TOCyAapCTBEHHOW perncrpauum
nekapcTBEHHOro npenapara Anst MeanUMHCKOro NpUMEeHeEHMS.

(Yactb gononHutensHO BKNtodeHa ¢ 15 noHa 2018 roga ®enepanbHbiv 3akoHoM 0T 4 mnioHa 2018 rona N 140-93)

4 2. K 3a9BneHn0 0 NOATBEPXKOEHUM TOCYOapCTBEHHOW perncTpauum nekapCTBEHHOro npenapata And BeTEpUHapHOro
NPUMEHEHNST NpuUnaralwTcs OOKYMEHTbl, COAEpXaline pesynbratbl MOHUTOPUHra 3ddekTMBHOCTM U Ge3onacHoOCTU
NEeKapCTBEHHOro npenapata [Agns  BETEPUHAPHOTO  MPUMEHEHMS, MNPOBOAMMOrO  AepXatenem uWnv  Bnagenbuem
pPErMcTpaumoHHOro yaAOCTOBEPEHMS NEKAPCTBEHHONO npenapara 4515 BEeTEPMHAPHOro NpMMeEHeHUs NMMbo yNOTHOMOYEHHBIM UM
OPUONYECKMM NNLIOM, MO dhopMe, YTBEPXKAEHHON YMONHOMOYEHHbIM degeparnbHbiM OpPraHoOM MCMONTHUTENbLHOW BracTu, U
OOKYMEHThI, yKasaHHble B OyHkTax 1, 2-2_2, nmoanyHktax "a", "6", "k, "n" nyHkta 4 yactm 3 cratbu 17 HacTosulero
denepanbHoro 3akoHa. B oTHOLWEHNM MMMYHOBMOMNOrMYECKUX NEKapCTBEHHbBIX NPenapaToB Afs1 BETEPUHAPHOro NpUMeHeHUs
He NPeacTaBnATCA CBeeHNs, yKkadaHHble B noanyHkTe "k" nyHkTa 4 yactu 3 ctatbu 17 HacToduwero ®eaepansHoro 3akoHa. B
OTHOLLEHUN NeKapCTBEHHbLIX NpenapaToB AN BETEPMHAPHOro NPUMEHEHWs, MOSyYeHHbIX C NPUMEHEHNEM reHHO-UHXEHEPHO-
MOANMMUMPOBAHHbLIX OPraHM3MOB WU  COAepXaliMx Takue OpraHM3Mbl, [OOMOSHUTENbHO MNPEenCTaBnslTCsa CBedeHUus,
yKa3aHHble B NyHkTe 13 yactu 3 ctatbun 17 HacTosuwero PenepanbHOro 3akoHa.

(Yactb pononHutenbHo BkntoveHa ¢ 15 uoHa 2018 ropa PepepanbHbiM 3akoHoM oT 4 uioHa 2018 rona N 140-93; B
pepakuuu, BBeAeHHoON B Aenctene ¢ 13 asrycta 2019 roga PenepansHbiM 3akoHom ot 2 asrycta 2019 rona N 297-03. - Cwm.

npeablayLyo ReAAKLINI)

4 3. 3asBuTenb BrnpaBe NpeacTaBUTb C 3asiBIEHNEM O MOATBEPXKAEHWUU FOCYAAPCTBEHHON perncTpaumm nekapcTBEHHOro
npenapata peKkBM3UTbl [OKYMEHTa, MOATBEPXAAlLWEro Yynnaty roCyAapCTBEHHOM MOLWMWHbI 332 NOATBEPXAEHWE
rocyqapCTBEHHOW perncrpaummn NekapCcTBEHHOMO npenaparta, a Takke BblaaBaeMble (MpefocTaBnsieMble) YNONHOMOYEHHBIMM
denepanbHbIMU OpraHamMmn UCMOMHUTENBHOW BracTy JOKYMEHTbI (CBEAEHUS), yKasdaHHble B NyHKTax 2 1 3 Yyactu 4 HacTosAulen
cTatbu. B cnyyae ux HenpegcTaBneHusi YNONMHOMOYEHHbIN dhedeparnbHbii OpraH WCMOMHUTENBbHON BracTy 3anpaluvBaet
yKasaHHble JOKYMEHTbI (CBEAEHMS) B NOPSAKE MEXBELOMCTBEHHOIO MHPOPMAaLMOHHOIO B3aMOAENCTBUSI.

5. B TeyeHne nsatTM pabouMx [OHEM CO [OHS HanpaBneHWs MOCPEACTBOM €AMHOro noprtana B YNOMHOMOYEHHbLIN
denepanbHbIn - OopraH  WUCMOMHUTENBHOM BMacTU WM JIMYHBIN - KAaOMHET  YNoNHOMOYEHHOro degepanbHOro opraHa
WCMOMHUTENBHOW BNacTu B €4MHOW CUCTEME 3asiBNeHUs O NOATBEPXAEHUWN roCyAapCTBEHHOW perncTpaumu rnekapcTBeHHOro
npenapata M [OKYMEHTOB, COAEepXalUuMx pesynbraTbl MOHUTOPWMHra 3(PdEKTUBHOCTM M GE30MacHOCTU NEeKapCTBEHHOMO
npenapata, NPOBOAMMOrO AepXartenem unv BriagenbueM perncTpauroHHOro yAOCTOBEPEHWS NeKapCTBEHHOro npenapara
nnbo yNnonHOMOYEHHbIM UMW KOPUANYECKMM FNMLIOM, YNONTHOMOYEHHbIN dhefepanbHbI opraH UCMOMHUTENBHOW BNACTu:

(A63au B pegakuun, BBegeHHoM B aencteue PenepanbHeiM 3akoHoM oT 30 aHBapa 2024 rona N 1-®3. - CM. npeaplayLLyo
Renakumio)

1) npoBOOUT NPOBEPKY MOJTHOTbI cBeLeHun, cogepXxalmnxca B npeacrtaBrieHHbIX 3aaBUTeNneM JOKYMEeHTax;

2) NnpMHMUMaET pelleHne o nposBeaeHun unm 006 oTkasze B npoBeneHnn 3KCnepTu3bl OTHOLUEHUA oXmngaemon nonb3bl K
BO3MOXHOMY PUCKY NpUMEHEHUA JeKapCTBEHHOro npenapara Ha OCHOBaHUM pe3ynbratoB MOHUTOPUHIa S(Zb(*)eKTI/IBHOCTI/I n
6esonacHocTn NNeKapCTBEHHOro npenapara, NnpoBoAMMOro gepxarenem unu snagenbuemMm pernctpaumMoHHOro ygoctoBepeHus
NeKapCTBeHHOro npenapara nm6o YNONTHOMOYE€HHBbIM UMW  KPUOANYECKMM §NULOM, a TaKxke d)e,u,epaanblM OpraHom
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MCMONHUTENbHOM BNacTu B COOTBETCTBUM C TpeGOBaHMﬂMM cTatbu 64 HacTogulero PeaepanbHOro 3akoHa;

3) HanpaBnseT B NWUYHbIA KaBWHET 3KCMEepPTHOr0 YYPEeXOAEeHWs B eAMHOW CcucTemMe MOANMCaAHHOE  YCUIEHHOW
KBaNnnMuUUMpOBaHHOW 3MNEKTPOHHOM NOAMUCHLIO 3aJaHne Ha NpoBedeHne 3KCnepTusbl, MPeayCcMOTPEHHOM NYHKTOM 2 HacTosulen
4YacTu, a Takke HanpaenseT 3asgBUTENIO NOCPeACTBOM €QUHOro nopTana Unu B NMYHbIN KabuHeT 3asaBuUTeNs B eAMHON cucteme
noAnucaHHoe YCUIEHHON KBanuULMPOBaAHHON 3MEeKTPOHHOW MOAMUCLI0 YBEOOMIIEHME O MPUHSATOM peLleHuM O Bblaade
3aJaHvsa Ha NpoBedeHne yka3aHHOW aKcnepTusbl NMMbo o6 oTkase B MPOBEAEHMU YKa3aHHOW 3KCNepPTU3bl C yka3aHUeM NMpPUYuH
oTKa3sa.

(MyHKT B pegakumm, BBeAeHHoW B aencrteue PenepanbHbiM 3akoHoM oT 30 aHBapsa 2024 rona N 1-93. - Cm. npeaplayLuyo
peaakumio)

6. B crnyyae BbIsIBNeHUS HEQOCTOBEPHOCTU U (UNN) HEAOCTATOYHOCTU MHAOPMAaLMK, coaepXallencs B NpeacTaBneHHbIX
3asBuTENeM [OOKYMEHTax, YMONMHOMOYEHHbIV dedepanbHbli OpraH WCMAOMHUTENbHOW BRacTW HanpasnseT 3asBUTENto
nocpeacTBOM €AMHOro noprana UnmM B JNIUMYHbIA KabWHET 3asiBUTENs B €4MHOW cucTeMe 3anpoc 06 YTOYHEHUM yKazaHHOW
MHopMaLmn, NogNNCaHHbIN YCUNEHHON KBaNMMULNPOBAHHOW 3NEKTPOHHON NOANUCHIO.

(Yactb B pegakumm, BBegeHHon B aencteme PenepanbHbiM 3akoHom oT 30 aHBapsa 2024 roga N 1-93. - Cm. npeabiayLyto
penakuuio)

7. 3asButenb o06s3aH HanpaBuMTb MNOCPEACTBOM €4MHOIO nopTana B  YNOMHOMOYEHHBIN dhedeparnbHbIi  OpraH
WCMONHUTENbHOM BNACTU UMK JINYHbBIA KAOUHET YNOMTHOMOYEHHOrO doeaepanbHOro opraHa UCNOMHUTENBHOW BNacTn B €4UMHON
cuctemMe MOAMNUCAHHBIA  YCUIEHHON KBanNUUUMPOBAHHOW 3MEKTPOHHOW NOAMMUCBbID OTBET Ha 3anpoc YMNOSIHOMOYEHHOro
denepanbHOro opraHa WCNOMHUTENbHOM BRAacTW, YKa3aHHOMO B YacTuM 6 HacTodAwlen CTaTbW, B CPOK, HenpesblwatoLimin
AeBaHoCTa pabounmx [HEM €O [OHSA MOMyyYeHus YMNONHOMOYEHHbIM doedeparibHbiM  OpraHOM  UCMOMHUTENBHON BRacTu
3MNEKTPOHHOrO YBEAOMSIEHMSI O MOMyYeHUN 3asBUTENEM Takoro 3anpoca. Cpok, ykasaHHbI B YacTu 5 HacTosulen craTbM,
NPUOCTaHaBNNBAETCA CO OHSA HanpaBreHus 3asBUTEN MNOCPEACTBOM €4UHOro noprana unv B NMYHBIN KabUHET 3asaBuTeNst B
€[VHON CUCTEME TaKOoro 3anpoca [0 AHS HanpaBneHus 3asBUTENEM MOCPeACTBOM €4MHOr0 mnoprana B YNONHOMOYEHHbIN
denepanbHbIi  OpraH  MCMOMHUTENbHOW  BMAcTU UMW  NUYHBIA  KAaOWHET  yMONHOMOYEHHOro  dedepansHOro opraHa
WCTIONHUTENBHOW BracT B €OMHOW CUCTEMEe OTBEeTa Ha TaKoW 3anpoc M He Y4YUTbIBAETCS NPU MCUYUCIIEHMU CpPOKa
noATBepXKOeHUSA rocyaapCTBEHHOW permcTpauumn nekapcTBeHHOro npenapara.

(YacTb B pegakuun, BBegeHHon B aencteme PenepanbHbiM 3akoHoM oT 30 aHeapsa 2024 rona N 1-93. - Cm. npeaplayLuyo

penakuuio)

8. OcHoBaHMem p[ns OTKasa B NpPOBEAEHUN IKCNEepTU3bl OTHOLUEHUS OXUOAEeMOW MNofb3bl K BO3MOXHOMY PUCKY
nNpUMEeHeHNst fNeKkapcTBEHHOIO npenapata SBNAeTcA npeacTaBreHne OOKYMEHTOB, codepXallmx pesynbraTbl MOHUTOPUHra
apcpekTBHOCTM M 6e30MacHOCTU NEeKapCTBEHHOro npenapaTta, M (MnNn) B OTHOLWIEHUM OMONOrMYECKMX FEeKapCTBEHHbIX
npenapaToB pe3ynbTaToB OCYLIECTBEHUA MEPOMNPUSATUN B COOTBETCTBMM C MNSIAHOM YMpaBfieHUs pUCKaMu, YTBEPKAEHHbIM
YNOSTHOMOYEHHbIM heaeparnbHbIM OpPraHoOM WCMOMHUTENbHON BMACTW MpPU OCYLLECTBEHUN FOCYyAapCTBEHHOW perucrpaumm
neKkapCcTBEHHOro npenapata, B HemnormHOM o0beme, OTCyTCTBME MHOpMauunW, noaTBepxpatrwen dakt ynnatbl
rocyAapCTBEHHOMW MOLWNWHbI 32 MOATBEPXAEHME TrOCyQapCTBEHHOW perncTpauun nekapcTBeHHOro npenapara, nvnbo
HenpeacTaBneHne 3asiBUTENEM B YCTaAHOBMEHHbIA CPOK OTBETA Ha YyKa3aHHbI B YacTu 6 HacTodulend craTbu 3anpoc
YMONMHOMOYEHHOro dedepanpHoro opraHa WCMONMHUTENbHOW BMAAacTW, a Takke OTCYTCTBUME B YyKa3aHHbIX [JOKYMeHTax
WHopMaLMK, KoTopas AomKHa ObITb B HUX OTpaXeHa.

9. DKcnepTu3a OTHOLLUEHMSI OXNOAEMOWN NOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHMS NIEKAPCTBEHHOMO Npenapara B Lensx
noaTBEPXKOEHUSA TOCYAapCTBEHHOW permcTpauumn nekapCTBEHHOro npenapata NPoBOAMTCA KOMUCCUEN SKCMEPTOB SKCMEPTHOIO
yupexaeHus B CpokK, He MpeBbillatoWwmi Tpuguatn paboumnx gHem.

(YacTb B pegakuun, BBegeHHon B gencteme PenepanbHbiM 3akoHoM oT 30 aHeapsa 2024 rona N 1-93. - Cm. npeapiayLuyo
peaakumio)

10. B cnyyae HeOoCTaTOMHOCTWM NPELCTaBMEHHbIX JKCNEPTYy MaTepuanoB AN Aady 3aKMOYEHUs B NUYHBIA KaOuHET
3asBUTENS B €OWHOW CcuUCTeMe HanpaBnseTcsl 3anpoc O MNpeAcTaBneHUM HeobXoauMMbIX MaTepuanoB, MOANMUCAHHbLIN
pykoBoguTenem (ynoriHOMOYEHHbIM FfIMLIOM) 3KCMEPTHOro yypexaeHnss C UCMNofb3oBaHUEM YCUINEHHOW KBannuLmMpoBaHHON
3NEKTPOHHON NOAMNUCH.

(Yactb B pepakumm, BBegeHHon B aencteme PenepanbHbiM 3akoHoM oT 30 aHBapsa 2024 roga N 1-93. - Cm. nopeabiayLyo

penakuuio)

11. BasButenb 06a3aH HanpaBUTb B JIMYHBLIN KaOWMHET 3KCMEPTHOro YYPEXAEHMS B €AMHOW cucTemMe MOANUCAHHbLIN
YCUMEHHOW KBaNUULMPOBAHHON 3MEKTPOHHON MOAMMUCLI0 OTBET Ha 3anpoc SKCMEPTHOrO YYpeXOeHust B CPOK, He
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NPEBLILWAKLWNA LEeCTUAECATU pabounx OHEn CO OHS NOSyYeHMsT KCNEPTHbIM YYPEXAEHUEM 3FIEKTPOHHOrO YyBEAOMIEHUS O
nony4yeHnMn 3asBuUTENEM yKasdaHHOro 3anpoca. Bpemsi co gHA HanpaBneHus B NWYHbIA KabBUHET 3asBUTENs B €4MHON cucteme
3anpoca 3KCNepPTHOro yyYpexaeHnss 00 OHA HanpaBneHns 3asBUTENEM B NINYHbLIA KaOMHET SKCMEPTHOIO YYPEXOAEHMS B €ANHON
cucTemMe OTBETa Ha YKa3aHHbIA 3anpoC He Y4YMTbIBAETCS NPWU UCHUCIIEHWM CPOKa MNpPOBEAEHUs] SKCMEPTU3bl OTHOLUEHWUSI
OXMAAeMOM NOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHMS NEKAPCTBEHHOrO Npenapara Ha OCHOBaHWM OOKYMEHTa, COAepXallero
pe3ynbraTbl MOHUTOPUHIa 3 dEKTMBHOCTU N 6€30MacHOCTM fIeKapCTBEHHOIO npenapara.

(Yactb B pegakummn, BBegeHHom B gencteme PenepanbHbiM 3akoHoMm oT 30 sHBapsa 2024 roga N 1-93. - CM. npeabiayLyo
peaakumio)

12. B cpok, He npeBblWaKWMN NaTK pabounx OHEN CO [AHA HanpaBneHus B NWUYHbBIN KabWHET yNONHOMOYEHHOro
defepanbHOro opraHa MCMOMHUTENbHOW BNacTM B €OVMHOW CUCTEME 3aKIIIOYEHMSI KOMWCCUM SKCMEPTOB MO pesyrnbratam
3KCMEepTu3bl  OTHOLUEHUS OXUOAEMOW Mofb3bl K BO3MOXHOMY PUCKY MPUMEHEHWs NEeKapCTBEHHOrO npenaparta,
COOTBETCTBYIOLLUIA YMONTHOMOYEHHBIN beaeparbHbI OpraH UCMONMHUTENBHOW BNacTy:

(AB3au B pegakuun, BBegeHHON B aencteme PenepanbHbiM 3akoHoM oT 30 aHeapa 2024 rona N 1-@3. - CM. npeaplayLLyo
penakumio)

1) OCYyLUECTBINAET OUEHKY 3TOro 3akyoHeHud Onda onpeneneHna ero CoOoTBeTCTBuA 3adaHUK Ha npoBefeHune yKa3aHHOIZ
9KCNepTu3bl;

2) NPMHUMMAET pelleHre O NOATBEPXKAEHUN FOCYAAPCTBEHHON perucTpaummn fnekapcTBEHHOro npenaparta unn o6 oTkase B
NOATBEPXKAEHUWN FOCYAAPCTBEHHOM perncTpaummn NnekapcTBeHHOro npenapara;

3) BHOCMT NpU MNPUHATUN PELLUEHUS O NOATBEPXKAEHWM TOCYOApCTBEHHOW pernctpauumn InekapCTBEHHOrO npenapara
CBEOEHNA B [OCYAAPCTBEHHbLIM PEEecTp JEKAapPCTBEHHbLIX CPEACTB W BbliOaeT 3asBUTEN0 0eCccpoyHOe pernmcrpaunoHHoe
YAOCTOBEPEHME JEKAPCTBEHHOrO Mpenapara nocpeacTBOM HanpaBneHns 4vepe3 eauHbld nopTan UM JNINYHbIA KabuHeT
3asBUTENS B €OUHOWN CUCTEME BbIMUCKM N3 TOCYOAPCTBEHHOIO peecTpa feKapCTBEHHbIX CPREACTB, NOAMNWCAHHOW YCUIEHHOMN
KBaNnnMuUUMpPOBaHHOWN 3MEKTPOHHOW NOAMMUCHIO.

(MyHkT B pegakumy, BBeaeHHon B fencteme ®enepaneHbiM 3akoHoM oT 30 aHeapsa 2024 rona N 1-93. - Cm. npeaplayLuyo
peaakumio)

13. OcHoBaHMeM Ons oTkasa B MOATBEPXXAEHUWM rOCy4apCTBEHHOW pPEerncrpauum rekapcTBEHHOrO npenapara siBnsieTcs
3aKkniovYeHne COOTBETCTBYHOLEro YMNONHOMOYEHHOrO diefepansHOro opraHa WCMNOMHUTENbHOW BAAcTM O TOM, YTO PUCK
NPUYNHEHNS Bpeda 300POBbI0 YEnoBeKa WM XUMBOTHOMO BCMNEACTBME MpMeMa FfeKapCTBEHHOrO npenaparta MpeBbilaeT
3 PEKTUBHOCTL €ro NPUMEHEHNS.

(Yactb B pegakumn, BBegeHHon B genctane ¢ 15 uoHa 2018 roga PenepanbHbiM 3akoHoM OT 4 nioHda 2018 roga N 140-
®3. - CM. mpeablAyLLYI0 PEAAKLIMIO)

14. B nepvog npoBeaeHus npoueaypbl NOATBEPXKOEHUS rOCYAapCTBEHHON perncrpauuy riekapcTBEHHOrO npenapara ero
obpauleHne B Poccuinckon deaepaumm He NpMoCcTaHaBNMBaeTCS.

15. JonyckaeTcs obpalleHne nekapCTBEHHbIX NpenaparoB 4O UCTEYEHUS CpoKa rOAHOCTM, NPOU3BEAEHHbIX B TEYEHME CTa
BOCbMWAECATU KaneH4apHbIX AHen nocne Aatbl NPUHATUSA YNONMHOMOYEHHbIM dheaeparibHbIM OpraHoOM UCMONMHUTENbHOM BNacTu
peLleHns 0 NoaTBepPXXAEeHUN rocyaapCTBEHHOW perncrpaumm, B COOTBETCTBMM C MHGOpMaUnen, cogepXallencs B JOKYMeHTax
perncTpauUmoHHOro A0Cbe Ha NIeKapCTBEHHbIV Npenapar 40 AaTbl MPUHATUSI TAKOro peLLEHNS.

(Yactb B pemakuun, BBegeHHon B gencteme ¢ 13 aBrycta 2019 roga ®eaepanbHbiM 3akoHoM oT 2 aerycta 2019 rona N
297-03. - CM. NpeablayLLY0 PeAAKLNI)

(Cratbs B pegakuuu, BBeaeHHow B aenicteue ¢ 1 aHBapsa 2017 roga ®enepanbHbiM 3akoHOM oT 22 nekabpa 2014 rona N
429-03. - CM. mpeablayLLYo PEAAKLIMIO)

MonoxeHus ctatbmn 29 HacTodAwero PenepansHoOro 3akoHa (B pegakumm ®enepansHoro 3akoHa ot 30 aHBapa 2024 rona N
1-®3), kacarwLymecs NpeoCTaBNeHUs rocyAapCTBEHHbIX YCIyr npy obpalleHnM NekapCTBEHHbIX CPEACTB AN MEAULIMHCKOrOo
npUMeHeHUss NocpeacTBOM €OUHOW roCyAapCTBEHHON WHM(OPMaUMOHHOW CUCTEMbl B cdepe 30paBOOXpaHeHUs u (Mnu)
denepansHON rocyqapCTBEHHOM MHMOPMAaUUOHHOW cuctembl "EAUHBIA nopTan rocygapCTBEHHbIX U MyHUUMNAMbHbIX YCNyr
(dbyHKUMRN)", npumeHstoTea ¢ 1 aHBapa 2025 roga - cM. OyHKT 5 ctatbn 4 PenepansHoro 3akoHa ot 30 aHeapsa 2024 rona N 1-
3.
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06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 CTtpaHuua 64
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

MonoxeHus ctatbkn 29 HacToswero ®eaepanbHOro 3akoHa (B pegakumm PenepansHoro 3akoHa ot 30 aHeaps 2024 rona N
1-93), kacarowmecs npegocTaBneHns rocyaapCTBEHHbIX YCnyr npy obpalleHMn nekapcTBeHHbIX CPeAcTB ANs BETePUHapHOro
npUMeHeHNs nocpeacTBoM efeparibHON rocyaapcTBeHHON MHOPMAaLNOHHON cnucteMbl "EAUHBIN nopTan rocyaapCTBEHHbIX U
MyHMUMNanbHbIX yenyr (dyHKUMiA)", npumenstoTea ¢ 1 aHBapsa 2026 roga - cM. NyHKT 6 ctatbn 4 PenepanbHoro 3akoHa ot 30
saHBapa 2024 rona N 1-P3.

MonoxeHus ctatbmn 29 HacTodAwero PenepansHoOro 3akoHa (B pegakumm ®enepansHoro 3akoHa ot 30 aHBapsa 2024 rona N
1-®3) ¢ 1 aHBaps 2026 roga He pacnpoCTPaHATCA Ha MPAaBOOTHOLLEHMWS, BO3HUKAKLWME Npu obpalleHun nekapCTBEHHbIX
CpeacTB Anst MEAMLMHCKOrO NMPUMEHEHUS, - CM. NYHKT 7 cTatbk 4 ®eaepanbHoro 3akoHa ot 30 aHBapsa 2024 rona N 1-93.

KommeHTapun k ctatbe 29

CTATbA 30. BHECEHUE M3MEI-[EHMI7I B NOKYMEHTbI, COOEPXALUMECAH B PETUCTPALIMOHHOM IOCbE
HA SAPETMCTPUPOBAHHbLIU NIEKAPCTBEHHbIW NMPEMAPAT AnA MEOUUUHCKOIO NPUMEHEHUA

1. B uensix BHECEHUS U3MEHEHUIN B OOKYMEHTbI, COAEpXallMecsl B PErMcTpauMOHHOM OOChbe Ha 3aperMcTpupoOBaHHBIN
NeKapcTBEHHbIN MpenapaTt Anst MEQULMHCKOTO NMPUMEHEHWS, OepXaTenb UM Bnagernel, perucTpalMoHHOro yOOCTOBEPEHUS
NeKkapcTBEHHOrO npenapara Wnm ynoriHOMOYeHHOE UM ApYroe puanyeckoe NuUo (danee B HACTOsILLEN CTaTbe - 3asBUTENb)
HanpasnseT nocpeacTBOM eAMHOro noprana B YNofIHOMOYEHHbIN dbeaeparnbHbIi opraH UCNOMHUTENBHOW BACTU UMK B NIUYHbIN
KabWHEeT ynornHoMo4YeHHOro cheaepanbHOro opraHa WCMOMHUTENBHOW BNacTM B €4MHOW CUCTEME MOANUCAHHOE YCUMEHHOMN
KBanNMMUUUPOBAHHOW 3MEKTPOHHOW MOAMNUCHID 3asiBNeHMe O BHECEeHWUM TakuxX W3MeHeHu no dopMme, YCTaHOBMEHHOM
YMONMHOMOY€EHHbIM dheieparnbHbIM OpPraHOM MCMOMHUTENbHOM BMacTu, M Mpunaraemble K HEMY W3MEHEHUs B yKal3aHHble
OOKYMEHThbI, a Takke JOKYMEHTbI, NoATBEpXKaatowme HeobxoauMoCTb BHECEHNSI TaKUX U3MEHEHWIA.

(Yactb B pepakuumn, BBeaeHHon B gencteue ¢ 1 sHBapsa 2017 roga PenepanbHbiM 3akoHOM OT 22 nekabps 2014 rona N
429-03 (¢ nameHeHnsamun, BHeceHHbIMM PenepanbHbiv 3akoHom OT 13 niong 2015 ropna N 241-93); B peaakumm, BBEAEHHON B
pewncteue ¢ 15 moHsa 2018 roga PenepanbHbiM 3akoHOM OT 4 mioHa 2018 rona N 140-93; B pegakuumn, BBEOEHHOW B AENCTBME
®denepanbHbiM 3akoHoM 0T 30 aHBapsa 2024 rona N 1-93. - CM. npeablayLLYy0 PeAaKLMIO)

1_1. Tpn HeOOXOOMMOCTM BHECEHWNS B OOKYMEHTbI, COAepXKallMecs B PerMcTpaLMoHHOM OOCbEe Ha 3apermcTpupoBaHHbIN
NeKapCTBEHHbIA Npenapar Anst MegULUHCKOrO NPUMEHEHUS!, UIBMEHEHUIN OTHOCUTENLHO MecTa NPOM3BOACTBA JIeKapCTBEHHOMO
npenapata Ansg MEOWLUHCKOrO MNpUMEHeHus, TpebylLux npoBedeHUs 3KCMepTM3bl KadecTBa IEKapCTBEHHbIX CPeAcTs,
3a8BUTENb [JOMOMNHUTENBHO HanpaBnsgeTr MnocpeacTBOM €A4MHOro noprana B YMNOMHOMOYEHHbIM  dbedeparnbHbIi - opraH
WCTONMHUTENBHOWN BNACTU UMK NUYHbIA KabMHET yNONHOMOYEHHOro heeparnbHOro opraHa MCMONMHUTENbHOW BNacTu B eOUHON
cucteme:

1) cBeeHUst 0 gaTe NpefoCTaBeHUst U PErMCTPaLMOHHOM HOMEpPE NULIEH3UN Ha NPOU3BOACTBO NEKAPCTBEHHBLIX CPEACTB,
a TaKkke KOMUIO 3aKMHYEHUS O COOTBETCTBMW MPOM3BOAMTENS MEeKapCTBEHHbIX CPeACTB ANs MEeAMUMHCKOrOo MpUMeHeHUs
TpeGoBaHMSIM NpaBWi Hagnexallel NpPou3BOACTBEHHOW MPAKTUKWU, MU KOMUIO cepTudmMKaTa COOTBETCTBMS MPOM3BOAMTENS
neKapCTBEHHbIX CPeACTB AN MEAULMHCKOrO NpUMeHeHUst TpebGoBaHUsSM NpaBui Hagfexallen NpoM3BOACTBEHHON MpaKTUKK
EBpasniickoro aKOHOMWYECKOrO CO03a, BblAAHHbLIX YMOMHOMOYEHHbIM deaepanbHbIM OpraHOM WCMOMHUTENbHOW BRacTu B
OTHOLLEHUN U3MEHEHHOW U (MNK) AOMONHEHHON NPON3BOACTBEHHON MNIOLWAAKN NekapcTBEHHOro npenaparta Ans MeauLMHCKOro
NMPUMEHEHWSl, UMM KOMWIO PELLEHMS YNONMHOMOYEHHOro dedepanbHOro opraHa WCMOMHWUTENBbHOW BRacTM O NpPOBEAEHUU
hapmaLeBTUYECKON MHCMEKUMU NPOU3BOACTBA NEKapCTBEHHbLIX CPeACTB AN MEAULMHCKOrO NMPUMEHEHUSI HA COOTBETCTBME
TpeboBaHMSIM MpaBun Hagsexalled NpoU3BOACTBEHHOW NpPaKTUKM EBpPasvMCKOro 3KOHOMMYECKOrO COH3a B OTHOLUEHWU
MU3MEHEHHON W (MnK) [OMONHEHHOW MNPOU3BOACTBEHHOW NIOLWLAAKM JIeKapCTBEHHOrO MpenapaTta Ans MeAUUMHCKOro
NpUMeHeHWs1 B criydae, ecriv Npon3BOACTBO NEKapCTBEHHOTO NpenapaTa ocyllecTensieTcs B Poccuiickon denepaumu;

2) KOMWK NPEedoCTaBIEHHOW YMOMHOMOYEHHbIM OPraHOM CTpaHbl MNPOW3BOAMTENS JULEH3UM Ha MPOU3BOACTBO
neKkapCcTBEHHOro npenapara Ans MegULMHCKOro NPUMEHEHUSI 1 ee NMepeBOd Ha PYCCKUiA Si3blK, 3aBEPEHHbIE B YCTaHOBIEHHOM
nopsiake, a Takke KOMUI0 3aKMYEHWS O COOTBETCTBUM MPOW3BOAUTENS IEKApPCTBEHHLIX CPeacTB TpeboBaHUsSIM MpaBun
Hagnexalleln Npou3BoACTBEHHOW MPAKTUKA, UMK KOMWIO cepTudukaTa COOTBETCTBUS NPOU3BOAUTENS eKapCTBEHHbIX CPeacTB
Ans  MeaWLMHCKOrO NpUMEeHeHWst TpeboBaHUsSIM MpaBuil  Hagnexallen npou3BOACTBEHHOM MpakTuku EBpasuiickoro
9KOHOMWYECKOTO CO03a, BblAaHHbIX YMNONHOMOYEHHBIM bedeparnbHbiM OpraHOM MWCMONMHUTENBHOW BactT B OTHOLUEHWUU
M3MEHEHHON W (Unu) [OMONHEHHOW MPOU3BOACTBEHHOM MNOWAAKN NeKapCTBEHHOrO rMpenapaTta, WM KOMUIo peLleHus
YNOfTHOMOYEHHOro  cbeeparnibHOr0 opraHa WCMOMHUTENbHOW BMactu O MNpoBedeHUM apmaLeBTUYECKOW UHCMEeKUUn
Npoun3BOACTBa NeKapCTBEHHbIX CPEACTB AN MeANLMHCKOrO MPUMEHEHUS HA COOTBETCTBME TpeboBaHMAM NpaBui Hagnexallen
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06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 CTtpanuua 65
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

NpPOM3BOACTBEHHON MpaKkTUKM EBpasMNcKOro 3KOHOMWMYECKOro CO3a B CriyYyae, €Cnn NpoM3BOACTBO JIEKAPCTBEHHOMO
npenapaTta OCyLlecTBnseTcs 3a npeaenamm Poccuiickon ®epepaumn.

(HYactb gononHutenbHo BkNtoYeHa ¢ 15 uioHsa 2018 roga PepepanbHbiM 3akoHoM OT 4 umioHa 2018 rona N 140-93; B
pegakumu, BBegeHHom B genctene PenepansHbiv 3akoHoM oT 30 sHBapsa 2024 rona N 1-93. - CM. npeablayLLyo peaakumo)

1_2. Npn HeoBGXoAMMOCTU BHECEHWS B [OKYMEHTHI, COAepXalnecs B PErMcTpauMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIN
NeKapcTBeHHbI npenapaTt Ans  MeAWUMHCKOTO NPUMEHEHWUs, UW3MEHEHWA OTHOCUTENbHO MokasaTenen kadectsa
nekapcTBEHHOro npenapaTa Ans MeauUMHCKOro NPUMEHEHUs 1 (MIM) METOAO0B KOHTPONS KadyecTBa NekapcTBEHHOMo npenapara
AN MeOWUMHCKOTO MpUMEHEHMWs, Tpebylowwmx MpOBEAEHUs 3KCMEpPTU3bl KavyecTBa NEeKapCTBEHHbLIX CPeACTB, 3asBUTErb
[OMOMHUTENBHO HanpaeBnsieT MOCPeACTBOM €AMHOro nopTtana B YNOMHOMOYEHHbIN chedepanbHblii OpraH WUCMONHUTENbHON
BNacTW UNW NNYHBIV KABUHET YNONHOMOYEHHOO dhefiepanbHOro opraHa UCNONHWUTENbHOWM BNacTy B eAMHOW cUcTeMe:

1) cBegeHus 0 gaTe NpeaoCcTaBleHUs U PErMCTPaLMOHHOM HOMEPE NULIEH3UN Ha NPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB
WM CBeAeHus O pJaTte npedocTaBrieHUs U PEermcTpauuoHHOM HOMeEpe 3akfiYeHUs O COOTBETCTBUM MNPOU3BOAUTENS
NeKapCTBeHHbIX cpeactB TpeboBaHWAM npaBun Haanexawen npous3BOACTBEHHOW MPaKTUKM MM KOMUIO cepTudmkaTa
COOTBETCTBUSA NMPON3BOAUTENS NTEKAPCTBEHHbIX CPEeaCTB ANt MEQULMHCKOrO NpUMeHeHnst TpeboBaHNAM NpaBun Hagnexaliemn
NPOM3BOACTBEHHON MpPaKTMKM EBpPa3snnCKOro 3KOHOMMYECKOrO COH3a, BblAaHHbIX (MPeAOCTaBMEHHbIX) YMONMHOMOYEHHbBIM
denepanbHbiM OPraHoOM MCMOMHUTENBHOM BNAcTWM B OTHOLLEHUN MPOM3BOACTBEHHOMW NMOLWAAKM NIEKAapCTBEHHOIO nNpenapara, B
cny4yae, ecnv NPoOM3BOACTBO NleKapCTBEHHOro npenapaTa ocyLlecTansercsa B Poccunckon ®enepaumu;

2) KOMWK NpPeaoCTaBMEHHOW YMOMHOMOYEHHbIM OpraHoM CTpaHbl NPOM3BOAUTENS NULUEH3MM Ha MPOU3BOACTBO
nekapcTBEHHOrO npenaparta Afsi MEQULMHCKOTO NPUMEHEHUSI U ee NepPeBo] Ha PYCCKUI A3biK, 3aBEPEHHbIE B YCTAHOBMEHHOM
nopsake, a Takke CBeOeHWss O pgaTe npenocTaBfieHUsl UM PerMcTpauMoHHOM HOMEpEe 3akfi4YeHWss O COOTBETCTBUM
Nnpon3BOANTENST NEKAPCTBEHHbLIX CPeacTB TpeboBaHWAM MNpaBun Haanexallen MpPOU3BOACTBEHHOW MNPaKTUKU, WM KOMUIO
cepTudukaTa COOTBETCTBUS NPOU3BOAUTENS NIEKAPCTBEHHbLIX CPEACTB AN MEAMUMUHCKOrO NpUMeHeHst TpeboBaHNsM nNpaBu
Hagnexallen npov3BOACTBEHHOM NPakTUKM  EBpPasMiiCKOro  3KOHOMWYECKOrO  COH3a, BblgaHHbIX  YMONTHOMOYEHHbLIM
depepanbHbIM OpraHOM WCMONHUTENbHOW BNacTu B OTHOLLUEHUWM MPOM3BOACTBEHHOWM NIOLLAAKU FleKapCTBEHHOro npenapara,
WUNN CBEAEeHUs O faTe NpedoCTaBMNeHUst U PErvcTpauMoHHOM HOMepe pelUeHWUsl YroNHOMOYEHHoro dedepanbHOro opraHa
WCMOMHUTENbHOW BriacT O npoBedeHun apmMaLeBTUYECKON WMHCMEKUMM NPOM3BOACTBA JIEKAapCTBEHHbIX CpeacTB Ans
MeANLIMHCKOro NpMMEHeHMs1 Ha COOTBETCTBME TPeOboBaHUSIM NpaBuIl Haanexalleln NpoM3BoACTBEHHON NpakTukn EBpasuiickoro
39KOHOMMYECKOrO COl03a, €CnvM NPOoM3BOACTBO JeKapCTBEHHOro npenapaTta OcCyLlecTBRsieTcss 3a npeaenamu Poccuiickomn
depepauyuu.

(Yactb gononHuTenbHO BkNtoYeHa ¢ 15 uoHsa 2018 roga PepepanbHbiM 3akoHOM OT 4 umioHa 2018 rona N 140-93; B
pegakumu, BBegeHHom B genctene PeaepansHbiv 3akoHoM oT 30 sHBapsa 2024 rona N 1-93. - CM. npeablayLLyo peaakumo)

1_3. MNpuHsTUE peLLeHnst 0 BHECEHUM U3MEHEHNI UNu 06 OTKa3e BO BHECEHUU U3MEHEHMWI B JOKYMEHTbI, CoAepXXalimecs B
PErvcTpaumoHHOM [OCbe Ha 3aperucTpUpOBaHHbBIN MEKApCTBEHHbIN npenapaTt Anst MeAWLUMHCKOro NMPUMEHEHUs, B criyyae
HeobXoOMMOCTM NPOBEAEHUS 3KCMEPTM3bl Ka4ecTBa MEKApCTBEHHbIX CPeACTB M (MNn) SKCNepTusbl OTHOLLUEHUS OXUOAEMOMN
nomnb3bl K BO3MOXHOMY PUCKY MPUMEHEHMST NTEKApCTBEHHOIO npenapara Ans MeauUMHCKOro NPYMEHEHUsT OCYLLECTBNSIETCS B
CPOK, HE MPEBbILAKLLMIA NSTUAECATU paboumx OHEW, a B OCTalbHbIX CIy4Yasix B CPOK, HE MPEeBbILLAILLMIA AECATU paboumx gHew
CO [OHS HanpaeneHus NOCPEACTBOM eAMHOrO nopTana B YNONHOMOYEHHbIV heaepanbHbI OpraH UCMOMHUTENBHOW BNacTu unm
NNYHBIN KaOMHET YNOMHOMOYEHHOrO (befepanbHOr0 OpraHa MWCMOMHUTENbHOMW BMAcTU B €OUHOW CUCTEME 3asiBNEHUST O
BHECEHUU TaKNX U3MEHEHUIA.

(HYactb gononHutensHo BkNtoveHa ¢ 15 uoHsa 2018 roga PenepanbHbiM 3akoHoM oT 4 umioHa 2018 rona N 140-93; B
pefakumu, BBegeHHon B genctene PeaepanbHbiv 3akoHoM oT 30 aHBapsa 2024 rona N 1-93. - CM. npeablayLLyo peaakumo)

1_4. YNonHOMOYeHHbIN heaepanbHbii OpraH WCMOMHUTENBHOM BNAcTU C Y4eTOM pe3ynbratoB dapmMakoHagsopa M
NPOBEPOK COOTBETCTBUSA JTIEKAPCTBEHHbIX CPEACTB, HAXOOALMXCA B rpaXkaaHCKkoM 060poTe, YCTAaHOBEHHbIM TPEBOBaHNAM K NX
KayecTBy B TedeHue OecAaTn paboumx AHEeW CO OHSA MOCTYMMEeHMS COOTBETCTBYHOLLEN MH(OPMaUMM pasmellaeT Ha CBOEM
oduuymnanbHoMm camte B cetn "WHTepHeT" cBeaeHMst O HEeOoBXOOAMMOCTM BHECEHWSS B WHCTPYKUMIO MO  MEAULMHCKOMY
NPUMEHEHNIO TNEKAPCTBEHHOro npenapata W3MEHEHWA B OTHOLUEHUW CBEAEHMM O TMoKasaHusX AN MNPUMEHEHUS U
NPOTMBOMOKAa3aHNsIX ANsi NPUMEHEHUS1 NEKAPCTBEHHOrO npenapara, BbISIBIIEHHbIX MOBGOYHbLIX OENCTBUSIX, HeXenaTenbHbIX
peakumsix npuv MNPUMMEHEHUN JeKAapCTBEHHOrO npenapata WM HanpaensieT MNOAMMCaHHOE YCWUIEHHOW KBannduumMpoBaHHON
3MNEKTPOHHOM MOAMNUCBLI0 YBEOOMIIEHME B JIMYHbIA KaOWHET 3asiBUTENs B €4WHOW CUCTEME, a TakKe B JIMYHble KabWHETbI
3asBuUTENEen B €OUHOW CUCTEMe, SABMAWUXCA AepxaTensMy Wnu Bnagenbuamy  perncTpaumoHHbIX  YAOCTOBEPEHUI
B3aUMO3aMEeHAEMbIX NIEKaPCTBEHHbBIX NPenapaToB (MW YNOMHOMOYEHHbIX UMW APYTUX IOPUANYECKUX NNLL).
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06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 CTtpaHuua 66
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

(Yactb gononHuTensHO BktodeHa ¢ 1 mapta 2020 roga PenepanbHbiM 3akoHOM OT 27 aekabps 2019 rona N 475-03; B
pegakumu, BBegeHHon B genctene PeaepansHbiv 3akoHoM oT 30 sHBapsa 2024 rona N 1-93. - CM. npeablayLLyo peaakumo)

1_5. [lepxarenb unu Bnagenew permcTpaumoHHOro yaqoCcToBEPEHUS NIEKAPCTBEHHOMO Npenapara, a Takke gepxXxarenun mnm
Bnagenblbl PEMMCTPALMOHHbBIX YOOCTOBEPEHUIN NEKAPCTBEHHbIX NPenapaToB (MNN YNOSTHOMOYEHHbIE UMW Opyrue pugndeckme
nuua), KoTopble ABNAIOTCS B3anMO3aMeHsieMbiMUK, 0083aHbl HANPaBUTb B JINYHbLIN KAaOWHET YNONMHOMOYEHHOro deaepanbHOro
opraHa UCNONHUTENBbHOM BracTy NOAMUCaHHbIE YCUIEHHbIMU KBANMUMPOBaHHLIMU 3NEKTPOHHBIMU NOANUCAMWN 3asiBNEHMS O
BHECEHUM U3MEHEHMIN B OOKYMEHTbI, COAepXalluMecss B PEermcTpauuoHHbIX OOCbEe Ha 3apermcTpuUpoBaHHbLIE FIEKAPCTBEHHLIE
npenapatbl ANs MEOWLUMHCKOrO MNPUMEHEHUS, B OTHOLUEHWM CBEAEHWUW, YKa3aHHbIX B WHCTPYKUUW MO MEOWULIMHCKOMY
NPYMEHEHMIO TEKApCTBEHHbIX MpenapatoB, B Te4yeHue copoka paboumx AHeMm CO [OHA MONyYeHUs YMONMHOMOYEHHbIM
denepanbHbIM OpraHOM UCMOMHUTENBHOW BNACTU 3NEKTPOHHOrO yBEAOMIEHUS O NOMydYeHuu Aepxartenem unu snagenbLlem
PErMcTpaLmnoHHOro Y4OCTOBEPEHUS NEKAapCTBEHHOro npenapara (MM ynorHOMOYEHHBIM UM APYrMM HOPUOUYECKUM FMLOM)
WHopmaLmK, ykasaHHoW B Yactu 1_4 HacTosulen ctatbu. [laHHoe TpeboBaHWe He pacnpOCTPAHSIETCS Ha Clyvyan BHECEHUS B
WHCTPYKLUMIO MO MeOMULMHCKOMY MPUMEHEHWUI0 NEeKapCTBEHHOro npernaparta U3MeHeHW B OTHOLUEHWMM HOBbIX NoKasaHun Ans
NpUMeHeHNs TIeKapCTBEHHOMo Npenapara Ha OCHOBaHWM Pe3ynbTaToB COOTBETCTBYOLLMX UCCIeN0BaHMWMN.

(Yactb gononHuTensHO BkMtodeHa ¢ 1 mapTta 2020 roga PenepanbHbiM 3akoHOM OT 27 aekabps 2019 rona N 475-03; B
pefakumu, BBegeHHon B genctene PeaepanbHbiv 3akoHoM oT 30 aHBapsa 2024 rona N 1-93. - CM. npeablayLLYyo peaakLumo)

2. PelueHne 0 NpoBeAeHUN 3KCNepTM3bl KayecTBa JIeKapCTBEHHbLIX CPeACTB U (MnM) 3KCMepTM3bl OTHOLLEHUSI OXUOAaeMOon
nomnb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro npenapata Ans MeguuUMHCKOro MpPUMEHEHMsT MPUHMMaeTcs B
COOTBETCTBUM C YTBEPXKOAEHHOM YMNONMHOMOYEHHBbIM (edeparnibHbiM OpraHoOM WCMONHUTENBHOM BRacTu Knaccudukaumen
N3MEHEHW, BHOCUMbIX B JOKYMEHTbI, CoAepallmnecs B pPerncTpaumoHHOM AOCbe Ha 3apermcTpUpOBaHHLIN fekapCTBEHHbIN
npenapar.

(Yactb B pegakumm, BBegeHHoM B aencteme PenepanbHbiM 3akoHoMm oT 30 sHBapsa 2024 roga N 1-93. - CM. npenbiayLyto
peakumio)

3. 3asButenb BnpaBe npeacTaBUTb MO COBCTBEHHOW WMHMUMATUMBE BMECTE C 3asiBMEHMEM O BHECEHUN WU3MEHEHUN B
OOKYMEHTbI, CcofepXallnecss B PEerucTpauMoHHOM [0Cbe Ha 3aperucTpMpoBaHHbI INEKapCTBEHHbIM npenapaTr And
MEAVLIMHCKOrO NMPUMEHEHWS!, PEKBU3UTBI AOKYMEHTOB, MOATBEPXKAAKLNX yNnaTy rocyqapCTBEHHON MOLUNMHBLI 3a BHECEHME B
OOKYMEHTbI, CcofepXallnecss B PEerucTpauMoHHOM [0Cbe Ha 3aperucTpMpoOBaHHbI IEKAapCTBEHHbIM nNpenapaTr Ans
MEANLIMHCKOrO NPUMEHEHNs, 3MEHEHWIN, TpebyoLnX NpoBeAeHUs] SKCNepTU3bl NEKAPCTBEHHbLIX CPEACTB B YACTU SKCNEPTU3bI
KayecTBa NeKkapCTBEHHOrO cpeacTBa U (Mnu) 3KCNePTU3bl OTHOLLEHUS OXUOAEMON MOSMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI
NeKkapcTBEHHOrO npenaparta Ans MeLOWLUHCKOrO MPUMEHEHUs!, FOCYyAapCTBEHHOW MOLWUNUHbI 3a BHECEHWE B [AOKYMEHTHI,
cogepXalmecss B pPeErucTpauMoOHHOM [OCbe Ha 3aperMcTpuUpoBaHHbIA NEKapCTBEHHbI npenapaTt Ans MeguuUHCKOro
NPUMEHEHNS, U3MEHEHWA, He TPeOdylLnxX NpoBeaeHUst 3KCNepTusbl NeKapCTBEHHOTO CpPeAcTBa, a Takke BblhaBaemble
(NpepocTaBnsiemMble) YMONHOMOYEHHBIMU  (befepanbHbIMU - OpraHaMu  UCMONMHUTENBbHOW BMacTM [OKYMeEHTbl (cBeaeHust),
ykasaHHble B Yactax 1_1 n 1_2 HacTosulen ctatbu. B cnyvae ux HenpeacTtaBneHUs YNONHOMOYEHHbBIN deaepanbHbIi opraH
WCMOMHUTENBHOM  BracTU  3anpallnMBaeT  YKas3aHHble  [OOKYMEHTbl (CBedeHus) B MOpsSAKke  MEeXBeOOMCTBEHHOMO
MHOPMALIMOHHOIO B3aNMOAENCTBUS.

(Yactb B pepakunn, BBeaeHHon B gencteune ¢ 1 sHeapsa 2021 roga PenepanbHbiM 3akoHOM OT 27 aekabps 2019 rona N
478-93; B pepakummn, BBeaeHHou B aenctene deaepanbHbiM 3akoHoM 0T 30 sHBapa 2024 rona N 1-®3. - CM. npeabiayLyto
penakuuio)

4. B TeyeHMe nsATM paboumx OHEN CO AHA MNOCTYNNEHWUs yKasaHHOro B Yactu 1 HacTosulen cTaTbu 3asiBNEHUs U
HEeOBX0AMMBIX OOKYMEHTOB YNONTHOMOYEHHbIN dheaepanbHbli OpraH MCMONTHUTENBHOW BraCTU:
(AB3aL B pepakumm, BBeOeHHOM B aenctene PenepansHbiv 3akoHoM OT 30 aHBapsa 2024 rona N 1-93. - Cm. npeabiayLwyto

peaakumio)

1) npoBOAWUT MNPOBEPKY MOMHOTEI M [OOCTOBEPHOCTU CBEOEHMWI, COAEPXALLMXCS B NpPeACTaBfeHHbIX 3asiBUTenemM
maTepuanax;

2) NPpUMHUMaeET peweHne O npoBedeHUN YyKa3aHHbIX B Y4actu 2 HacTodulen cTatbu COOTBETCTBYHOLLNX 3KCNepTus3
NeKapCTBeHHOro cpeactea unun 00 oTKase B nx nposegeHnn,

3) HanpaBnaeT B NUYHBLIN KaOWHET 3asBUTENs B €4MHOM CUCTEME MNOAMMCaHHOE YCWUMEHHOM KBannduLMpoBaHHON
3MNEKTPOHHOW MOANUCHI0 YBEAOMSIEHWE O MPUHSATOM pEeLleHMM UIKM B Criyvyae MNpUHATUSA pelleHnss 06 oTkase B NpoBeAeHuMU
COOTBETCTBYIOLLIEN IKCNEPTU3bI C YKa3aHNEM NPUYUH TaKOro OTKasa.
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06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 CTtpanuua 67
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

(MyHkT B pegakuunn, BBegeHHon B aenctaeue ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-
®3; B pegakumu, BBeaeHHon B genctene PenepanbHbiv 3akoHoMm oT 30 guBaps 2024 rona N 1-93. - Cm. mpeablayLyto
penakuuio)

4 1. B cnyyae BbIIBNEHUS HEOOCTOBEPHOCTU CBEOEHWN, CoAepXallMXCs B NpeacTaBneHHbIX 3adBUTeNneM martepuanax,
YNOSTHOMOYEHHbIN doeaepanbHbIi OpraH MCMOMIHUTENbHOWM BMacTU HanpaensieT B NMYHbIA KaOWHET 3asBuTens B e€4WHOMN
cucteme 3anpoc 006 YTOYHEHWM YKa3aHHbIX CBEOEHWUN, MOAMNWCAHHbLIA YCUIEHHON KBanNUUUMPOBAHHOW 3nEeKTPOHHOMN
NOANUCHIO.

(YacTtb gononHuTensHo BknioveHa PenepanbHbiM 3akoHOM OT 25 Hoabpsa 2013 rona N 317-93; B pegakuun, BBEOEHHON B
enictene PenepanbHbiv 3akoHoM oT 30 aHBapa 2024 roaa N 1-93. - CM. npeabiayLLyio peaakLmio)

4 2. 3asButenb 06s13aH HaNpPaBWTb B JINYHbINA KAOBMHET YNONMHOMOYEHHOro doeaepanbHOro opraHa UCMONMHUTENBHOM BNAcTu
B €OVMHOW CcucTeMe MOAMUCaHHBIN  YCUIEHHOW KBanuULUMPOBAHHOW 3MEKTPOHHOW MOAMUCBHID OTBET Ha  3anpoc
YMONMHOMOYEHHOro chegepanbHOro opraHa MCNOMHUTENbHOW BMAcTU B CPOK, HE MPEBbILLALLMIA AeBAHOCTa pabounx OHen co
OHS  MONyYeHUs YMNONHOMOYEHHbIM heaepanbHbiM  OpraHoOM  UCTONMHUTENBHOW BMAacTM  SNEKTPOHHOIO YBEAOMIIEHUS] O
nonyyeHun 3asiBUTENEM OaHHOro 3anpoca. Cpok, ykasaHHbI B YacTu 4 HacTosduleh cTaTbu, NPUOCTaAHaBMMBAETCSA CO OHSI
HanpaBreHnss B JWYHbIN KaOWMHET 3asiBUTenst B €AMHOW CUCTeMe 3arnpoca YrNoNHOMOYEHHOro defeparnbHOro opraHa
WCMONMHUTENBHOWM BNAcTU 4O AHS HAMpaBeHUs B NIMYHbIA KaOMHET YNONHOMOYEHHOro dhegepanbHOro opraHa MCNoNHUTENBHOM
BMacTU B €OQWHOM CUCTEMe OTBeTa Ha [aHHbl 3anpoc M He Y4YUTbIBAETCst MPU MCYUCIIEHUM CpoKa MPUHATUS peLueHnst o
BHECEHUN M3MEHEHUIN B AOKYMEHTbI, cOoAepXaliMecs B PerncrpaumoHHOM [0Cbe Ha 3aperncTpUpOoBaHHbIA NeKapCTBEHHbIN
npenapat ans MeguLUMHCKOro NPUMEHEHNS.

(Yactb pononHuTenbHO BkModeHa PeaepanbHbiM 3akoHOM OT 25 Hosabpa 2013 rona N 317-93; B peaakummn, BBEAEHHOW B
aenctene PenepanbHbiM 3akoHoM oT 30 aHBaps 2024 roga N 1-93. - Cm. npeablayLLyo penakLuno)

5. OcHoBaHMeM Ons oTkasa B MPOBEAEHMM YKa3aHHbIX B YacTW 2 HACTOSALLIEN CTaTbW 3KCNEPTU3 ABMSIETCS NPEeACTaBeHne
OOKYMEHTOB, MepedvncrieHHblix B Yactax 1 M 3 HacTosulen ctatbW, B HEMONIHOM OoObeMe, HenpeacTaBleHne 3asiBUTENEM B
YCTaHOBIMNEHHbIN CPOK OTBETA Ha YKa3aHHbIN B YacTu 4_1 HacTosuleln CTaTby 3anpoc YNONHOMOYEHHOro dhegepansHoro opraHa
WCMOIMHUTENBHOW BNacTW, a Takke OTCYTCTBME B NPEACTaBMEHHbIX OOKYMEHTaxX OOCTaTOYHbIX CBEAEHWA, NMOATBEPXOALLUX
HeobX0OAMMOCTb BHECEHUS U3MEHEHWWA, UMM OTCYTCTBME WMHGOPMAaLMKU, NOATBEPXAAKLWeNn (akT ynnaTel rocyaapCTBEHHbIX
MOLLIMWH, YKa3aHHbIX B YacTu 3 HacTosLLEeN CTaTbu.

(Yactb B pemakumu, BBegeHHon B fencteue PenepanbHbiM 3akoHOM 0T 25 Hoabps 2013 roga N 317-93; B pegakuum,
BBeAeHHow B fenctame ¢ 1 nonga 2015 roga PenepansHbiM 3akoHOM OT 22 Aekabps 2014 rona N 429-03. - CM. npeablayLyo
Renakumio)

6. YkasaHHble B YacTu 2 HacTosLlen CTaTbh SKCNEPTU3bl MPOBOAATCA B NOPsiAKE, YCTAHOBNEHHOM cTaTben 23 HacTodAulero
denepanbHOro 3akoHa.

7. B cpok, He npeBbllAlOWMA NATM paboumx [AOHEW CO AHS HanpaBneHuss MNocpeAcTBOM €AMHOro noprana B
YMONMHOMOYEHHbIN doefepanbHbli OpraH WUCMOMHUTENBHOW BNAacTM WKW NUYHbIA KaOMHET yrnonHOMoYeHHoro denepanbHOro
opraHa WCMOSIHUTENbHOW BracTM B €OWHOM CUCTEME MOAMUCAHHBLIX YCUMEHHbIMU KBanNMUUUPOBAHHBLIMU 3NEKTPOHHBLIMMU
NMOANUCSAMM  3aKIMHOYEHUIA KOMUCCUMI 3KCMEpTOB MO pe3ynbTaTaM YyKasaHHbIX B YacTv 2 HACTOsUEeN CTaTbW 3IKCMepTus,
YMNONTHOMOY€EHHbIN heaepanbHbI opraH UCMONMHUTENBHOW BNacTU:

(A63au B penakumm, BBegeHHon B aenctene ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-
®3; B pegakumm, BBeaeHHon B genctene PenepanbHbiv 3akoHoMm oT 30 gHBaps 2024 rona N 1-93. - Cm. mpenbiayLyto
penakuuio)

1) NpuHMMaeT pelleHne O BHECEHWM U3MEHEHWA B [OOKYMEHTbl, CoAepXalliMecsl B PpervcTpauMoHHOM [0Cbe Ha
3aperncTpupoBaHHbI NEKApPCTBEHHLIN MNpenapat ans MegUUUHCKOrO NpUMEHeHus, unn ob oTkase BO BHECEHUM Takux
M3MEHEHWUI;

2) BHOCUT B [OCYAAPCTBEHHbIV PEeecTp JeKapCTBEHHbIX CPEACTB Ha OCHOBAHWM pelleHUs O BHECEHUU U3MEHEHW B
OOKYMeHTbl, codepXalimecs B pPerMcTpauuMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIA  NEeKapCTBEHHbIM npenapat  And
MEeANLIMHCKOrO MPUMEHEHUS, HEOOXOONMbIE N3MEHEHMS;

(MyHKT B pegakumun, BBeaeHHoW B Aencteme PeaepanbHbiM 3akoHoM 0T 30 auBaps 2024 roaa N 1-93. - Cm. npeablayLyo
penakuuio)

3) BblAaeT 3aABUTENO HOBOE perncrpauuMoHHOe yaoCToBepeHue IneKapCTBeHHOro npenaparta B CliyYae WU3MEeHeHUdA
cBeaeHun, cofepxawunxcda B HeM, nyTemMm HanpaeneHua 3adaBUTEN0 NocpeacTtBoOM e€aAUMHOro noprtana unm B NNYHBIV KaBUHET
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06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 CTtpaHuua 68
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

3asBUTENS B €4MHOW CUCTEME BbINMUCKM U3 FOCYAapPCTBEHHOIO PEECTpa JIEKAPCTBEHHbLIX CPEeACTB, NMOANMUCAHHOW YCUNEHHOW
KBanM@pUUUPOBaHHOW 3NEKTPOHHON NOANUCHIO.

(MyHKT pgononHuTenbHO BkModeH ¢ 1 mionsa 2015 roga PenepanbHbiM 3akoHOM OT 22 nekabps 2014 roga N 429-93; B
pegakumu, BBegeHHom B genctene PenepansHbiv 3akoHoM oT 30 sHBapsa 2024 rona N 1-93. - CM. npeablayLLyo peaakumo)

8. OcHoBaHMeM AN OTKa3a BO BHECEHUW W3MEHEHUA B OOKYMEHTbl, codepXalliMecsl B permcTpauMoHHOM [OCbe Ha
3aperucTpMpoBaHHbIN NeKapCTBEHHbIVM Mpenapar Ans MeAULUHCKOrO NMpUMEHEHUs, SBMSIETCS 3aKMnioyeHune YnonHOMOYEHHOro
denepanbHOro opraHa WCMNOMHUTENBHOM BIacTM O BO3MOXHOCTM CHWXKeHWs Ge3onacHoCTW, KadecTBa, 3¢peKTUBHOCTM
nekapcTBEHHOrO CpeAcTBa B Cyyae BHECEHUS TaKUX U3MEHEHUIA.

9. JonyckaeTtcst 06palLleHre NnekapCTBEHHbIX NMpenaparToB Anst MeAULUHCKOrO NPUMEHEHUST 10 UCTEYEHMS CPOKA FOAHOCTH,
npounsBedeHHbIX B TeyeHWe cTa BOCbMMOECATW AOHEeW nocne AaTbl NPUHATUSA YMNONHOMOYEHHbIM defeparnbHbIM OpraHoM
WCMONHUTENbHOM BNacTn pelleHnss O BHECEHUU U3MEHEHWA B JOKYMEHTbl, cogepallMecs B perucTpalMoHHOM [OCbe, B
COOTBETCTBUM C MHAOpMaUMen, coaepxallencs B SOKYMEHTax permcTpaumoHHOro OOCbe Ha NeKapCTBeHHbIW npenapart Ao
AaTbl MPUHATUS TaKOro peLLEeHUs.

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

10. MpasutenbctBo Poccuiickon Pepepaumm BnpaBe YCTaHOBUTb OCOBEHHOCTM BHECEHUSI U3MEHEHUN B [OKYMEHTHI,
cogepxalmecs B PErucTpauMoHHOM [OCbe Ha 3aperMcTpuMpOBaHHbIN NEeKapCTBEHHbINM npenapart Ans MeauuMHCKOro
NPUMEHEeHWs, B cnyvae AedeKkTypbl U pUcka BO3HUKHOBEHNSA OedEKTYPbI NIEKAPCTBEHHbLIX NMPenapaToB B CBA3W C BBEAEHVEM
B OTHOLWeHUN Poccuiickon defepaummy orpaHNYnTENbHBIX MEP 3KOHOMUYECKOro XapakTepa.

(Yactb gononHuTenbHO BKNtoveHa PeaepanbHbiM 3akoHOM OT 8 MapTa 2022 roaa N 46-93)

MonoxeHus ctatbn 30 HacToswero ®eaepanbHOro 3akoHa (B pegakumm PenepansHoro 3akoHa ot 30 aHeaps 2024 rona N
1-93), kacalLmecs npegocTaBneHns rocyaapCTBEHHbIX YCnyr npy obpalleHnM nekapCTBEHHbIX CPEACTB AN MEAULIMHCKOro
NPYMEHEHNs MOCPeACTBOM €4MHON roCyAapCTBEHHONW WH(OPMAaUMOHHOW cucTeMbl B cdepe 30paBoOXpaHeHust U (Unu)
denepansHON rocygapcTBeHHOM MHMOPMAaUUOHHOM cucTembl "EAWHBIA nopTan rocygapCTBEHHbLIX U MYyHUUMNAMbHLIX YCNyr
(dbyHkuUMRN)", npumeHstoTea ¢ 1 aHBapsa 2025 roga - cM. OyHKT 5 ctatbn 4 PenepanbHoro 3akoHa ot 30 aHeapsa 2024 rona N 1-
3.

KommeHTapun k ctatbe 30

CTATbA 31. BHECEHUE VI3MEI:IEHVII7I B NOKYMEHTbI, COOEPXALUMECAH B PETUCTPALIMOHHOM IOCbE
HA SAPET'MCTPUPOBAHHbLIN NIEKAPCTBEHHbIV NMPEMNAPAT OJ1A BETEPUHAPHOIO NMPUMEHEHUA

1. B uensix BHECEHUS U3MEHEHUIN B OOKYMEHTbI, COAEpXallMecsl B PErMcTpauMOHHOM O0Chbe Ha 3aperMcTpupoOBaHHbIN
neKapcTBEHHbIN NpenapaT Ansi BETEPUHApPHOro NpUMEHEHWs, AepXxaTenb Unu Bnagenel perMcTpaumoHHOro yOOCTOBEPEHUS
NlekapCTBEHHOrO npenapara WUnm ynorHOMOYeHHOE UM APYroe opuanyeckoe NnUo (anee B HACTOsILLEN cTaTbe - 3asBUTENb)
HanpaBsrsieT NOCPeACTBOM €4MHOro noprana B YNONHOMOYEHHbIV doedepanbHbIi opraH UCMONHUTENBHOM BNacTu NognMcaHHoe
YCUMNEHHOW KBanUMUMPOBAHHOW 3MEKTPOHHOW MOAMUCLIO 3asiBlieHMe O BHECEHWM Takux WU3MeHeHWh no dopme,
YCTaHOBMEHHOWN YNOMHOMOYEHHbLIM dheeparnibHbIM OpPraHOM MCMOMHUTENBHOM BMacTu, U Npunaraemble K HEMY WM3MEHEHUs B
yKkasaHHble [JOKYMEHTbl, a Takke [AOKYMEHTbl, MNOATBeEpXAalowme HeobxoauMMOCTb BHECEHMSI Takux W3MeHeHui. [pwu
HeobXoOMMOCTM BHECEHUS M3MEHEHUN B LOKYMEHTbI, COAepXallMecs B PerncrpaumoHHOM [OCbe Ha 3aperncTpupoBaHHbIN
nekapcTBEHHbIN Npenapar As BETePUHAPHOro NPUMEHEHUS, B Cly4vasix U3MEHEeHUst U (UNKn) OOMNONHEHMST MPON3BOACTBEHHOM
nnowankM rnekapcTBEHHOrO CPEeACTBa, a Takke W3MEHeHMs1 rokasaTenell KadecTBa JlekapCTBEHHOro npenapata Aans
BETEPUHAPHOrO MPUMEHEHUss U (MNK) METOAOB KOHTPOMNSl KayecTBa JIeKapCTBEHHOrO Mpenaparta Ansi BeTepuMHapHOro
NPUMEHeHUs1 3asiBUTENb AOMNOSHUTENbHO HanpaBnsieT MOCPEeACTBOM €A4MHOro nopTtana B YNOMHOMOYEHHbI (heaepanbHbli
opraH UCMONMHUTENbHOW BacTyh crieaytolme JOKYMeHTbl (CBeaeHus):

(AB3avL B pepakuun, BBegeHHon B genctene ¢ 1 siHBapsa 2021 roga PenepanbHbiM 3akoHOM oT 27 nekabpsa 2019 rona N
478-93; B pepakumu, BBegeHHon B genctene PeaepanbHbiM 3akoHoMm oT 30 gHBapsa 2024 roga N 1-®3. - CM. npeabiayLyto
peaakumio)

1) cBeaeHna o aate npegocrtaBrneHnda n permctpaunoHHOM HoMepe NMMUEH3NN Ha Npon3BOACTBO NIEKAPCTBEHHbLIX CPeACTB,

npenoocTaBnNeHHON NPOM3BOAUTENIO EKApCTBEHHOrO rpenapata AN BETEepUHApPHOro MPUMEHEHWsl, Ans POCCUACKUX
npoussoanTenei;
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06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 CTtpaHuua 69
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

(MyHKT B pegakumn, BBeaeHHon B aenctane ¢ 1 aHBapsa 2021 roga PenepanbHbiM 3akoHOM OT 27 aekabps 2019 rona N
478-®3. - CM. mpeapblayLLyo PeaaKLnio)

2) cBefeHust 0 gaTte nNpegocTaBneHns U perMcTpaumoHHOM HOMepe NMULEH3MN Ha NPOM3BOACTBO NeKapCTBEHHbIX CPEACTB,
NPeAoCTaBNEHHON MPOM3BOAMTENIO (hapMaLeBTUYECKON CyOCTaHLUMW, BXOASLIEN B COCTaB JIEKAPCTBEHHOro npenapata Ans
BETEPUHAPHOro NPUMEHeHUs, Ansi POCCUNCKMX NPOoM3BOaNTENEN;

(MyHkT B pepakuun, BBegeHHow B genctene ¢ 1 sHBaps 2021 roga PenepanbHbiM 3akoHOM OT 27 aekabpa 2019 ropa N
478-®3. - CM. mpeablayLLY0 PEAAKLIMIO)

3) KonMs OOKYMEHTA, BbIAAHHOMO YMOMHOMOYEHHbIM OpPraHOM CTpaHbl NPOM3BOAUTENS ANSA KaXOOW MPOU3BOACTBEHHOW
nnowiagkmM nekapcTBeHHOro npenapaTa Ans BeTepUHApPHOro NPUMEHEHNs U NOATBEPXKAAOLWEro COOTBETCTBUE NPON3BOANTENS
nekapcTBEHHOro npenapara TpeboBaHMAM NpaBui Hagnexallen NPOU3BOLACTBEHHOW MPAKTUKM, U €ro NepeBod Ha PyCCKuii
A3bIK, 3aBEPEHHbIE B YCTAHOBMEHHOM MOPSIAKE, @ TaKKe KOMUsSl 3aKMOYEHUss O COOTBETCTBMU MPOU3BOAUTENST NEKAPCTBEHHbIX
cpenctB TpeboBaHMSAM MNpaBun Hagnexalle NpPOM3BOACTBEHHOW MPAKTUKM, BbIGAHHOMO YMOMHOMOYEHHBIM (deaepanbHbIM
OopraHoM UCMNONHUTENBHOW BNACcTW AN Ka)aon NpoM3BOACTBEHHOM MMOLWAAKN NEKApCTBEHHOro NpenapaTa Ans BEeTepUHapHOro
NPUMEHeEHNs, MO0 KOMUSI PEeLLIEHUsT O NPOBEAEHUM MHCMNEKTUPOBAHUS NPOU3BOAUTENS NIEKAPCTBEHHbIX CPeACTB, MPUHATOro
YMOSIHOMOYEHHbIM  cbeeparnbHbiM  OpPraHOM  UCMOMHUTENbHOM  BMacTU  ANst  KaXOoW  MNPOM3BOACTBEHHOW  NIOLLALKM
NeKkapcTBEHHOrO Mpenaparta [Afis BEeTepuHapHOro npuMeHeHusl. YkasaHnHble OOKYMEHThl MpeacTaBnsiloTcs B cryvae, ecnu
NPOM3BOACTBO JIEKAPCTBEHHOrO npenaparta Ans BETEPUHAPHOrO NPUMEHEHUsI OCYLLECTBRSieTCa 3a npegenamm Poccumnckon
depepauuy;

4) Konusa JOKYMEHTa, BblAAHHOIMO YNOSIHOMOYEHHBIM OpraHoM CTpaHbl NPOM3BOAUTENS hapMaueBTUYeCKOn CcybCcTaHLmMmn un
noATBEPXKAAMOLEro COOTBETCTBME Mpou3BoanTens dapmMaueBTMYECKOW CyOCTaHUuKM, BXOASIWEN B COCTaB JfleKapCTBEHHOro
npenapata ans BETEPUMHAPHOrO NPUMEHEeHUsl, TpeboBaHMAM nNpaBun Haanexawen npou3BOACTBEHHOW MPaAKTUKA, U €ero
nepeBos Ha PYyCCKUA A3blK, 3aBEPEHHble B YCTAHOBMEHHOM MOpsiAKe, B Criydae, ecnu MNpPOM3BOACTBO (hapMaLeBTUYECKON
cybcTaHuum ocyllecTBnsieTca 3a npeaenamu Poccuiickon egepaunn.

(Yactb B pepakumn, BBegeHHon B genctene ¢ 15 uroHa 2018 roga PenepanbHbiM 3akoHOM oT 4 mioHa 2018 roga N 140-
®3. - Cm. mpeaplAyLLY0 PEAAKLIMIO)

1_1. B cnyyae mM3mMeHeHus u (unu) JONONHEHUS NPOWM3BOACTBEHHOW MIOLLAAKMA NEKAapCTBEHHOrO CpeacTBa [OKYMEHTHI,
yKka3aHHble B Yactu 1 HacTosAulen cTaTbu, NPEACTaBMAKTCA 3asiBUTENEM B OTHOLLUEHUM U3MEHSIEMOW U (UNn) OOMOMHSEMOW
NpPoOn3BOACTBEHHON MMOLLaAKN NeKapCTBEHHOro cpeacTtsa. PelleHne 0 BHECEHUM M3MEHEHWU B JOKYMEHThI, coaepalimnecs B
perncTpaumoHHOM [OOCbe Ha 3aperncTpUpOBaHHLIN NEKapCTBEHHLIN NpenapaTt Ansi BETEPUHAPHOro NpUMEeHeHus, unn ob
OTKa3e B MX BHECEHUUN MPUHUMAETCH B CryYyae HeOOXO4MMOCTU NPOBEOEHMS SKCNEPTU3bI NTEKAPCTBEHHOIO CPEACTBA B CPOK, He
npeBbIaLLNA AeBsSHOCTa pabounx OHEN, a B OCTanbHbIX Cry4Yasx B CPOK, HE MPEBbILLAOLWNA TpuauaTi paboumx AHen co aHs
HanpasneHns NocpeacTBOM eANHOro noprana B YyNofHOMOYEHHbIN dheaeparnbHbIi OpraH UCNOMHUTENBHON BNACcTW 3asBreHus O
BHECEHUM TaKNX N3MEHEHUN.

(Yacte gononHutensHo BkNtoveHa ¢ 15 uoHa 2018 roga PenepanbHbiM 3akoHoMm oT 4 uioHa 2018 rona N 140-93; B
pegakumu, BBegeHHon B genctene PeaepanbHbiv 3akoHoM oT 30 aHBapsa 2024 rona N 1-03. - CM. npeablayLLYyo peaakumo)

1_2. B cny4yae peopraHusauum pfepxaTtens unu Brnagenbua perncrpauuoHHOro YAOCTOBEPEHMS FeKapCTBEHHOro
npenapata [And BeTEPUHApPHOro npuMeHeHusi, paspaboTumka wnM NpPOU3BOAMTENS FlEeKapCTBEHHOrO npenapata Ans
BETEPUHAPHOro NPUMEHEHUS B 3asIBNeHUM O BHECEHUN U3MEHEHUN B JOKYMEHTbI, coaepXallumMecs B perncTpaumMoHHOM AOCbe
Ha 3aperMcTpMpoOBaHHbIN NEKApPCTBEHHbIN MpenapaTt Ans BETEPMHAPHOIO MPYMEHEHWS, YKa3blBalOTCA AaHHble OOKYMEHTa,
NOATBEPXKOAKLLEr0 BHECEHUE COOTBETCTBYIOLLUMX W3MEHEHWU B EAWHBIN rocyaapCTBEHHBIN PEecTp opuauydecknx nuy (ans
opraHusauui, 3aperMcTpuMpoBaHHbIX Ha TeppuTopum Poccuiickon Pegepaunn), Unum MHOro OOKyMEHTa, NoaTBEpXXAatoLero
peopraHm3aunio IpUaN4eckoro nuua (ons opraHu3auun, He 3aperMcTpupoBaHHbIX Ha TeppuTopun Poccuinckon denepaumn).
3asBrneHne O BHECEHWW WU3MEHEHUN B LOOKYMEHTbI, COAepXalliMecs B PerncrpaumoHHOM [OCbe Ha 3aperucTpupoBaHHbIN
nekapCTBeHHbIN npenapart Ans BeTepuHapHOro NPUMEHeHWs, U npunaraemble K HeMy JOKYMEHTbI HanpasnsTcs NocpeacTBOM
eQMHOro nopTtana B YNOMHOMOYEHHbIM defepanbHbIi opraH WUCMOMHUTENbHOW BRAcTW He Mno3gHee 4YeMm 4Yepes TpuauaTb
pabounx AHeN co OHsi BHECEHWUsSI COOTBETCTBYHOLUMX U3MEHEHUIN B EQUHBIN rocyqapCTBEHHbIV PEecTp puanyeckmx nuuy, (ans
opraHusauuin, 3apermcTpupoBaHHbIX Ha Tepputopum Poccuinckon depepauun) nMnm co OHA MNPUHATUSA COOTBETCTBYHOLLENO
OOKYMeHTa, noATBepXxaaloLero peopraHm3auuio opuanmyeckoro nuua (4ns opraHvsauuin, He 3aperMcTpupoBaHHbIX Ha
Tepputopumn Poccuiickon Pepepaumn). B cnydae peopraHusaumm gepxaTtens wnu  BnagenbLa peructpaumoHHOro
YOOCTOBEPEHUS FEKapCTBEHHOro rnpenapata Ang BeTepuMHapHOro MpPUMEHEHWs 3asiBfieHVe O BHEeCEeHUU U3MEHeHWn B
OOKYMEHTbI, codepXalimecs B pPEerMcTpauuMoHHOM [OCbe Ha 3apermcTpupoBaHHbIA  NIEKAapCTBEHHbIM npenapat Aand
BETEPUHAPHOIO MPUMEHEHUS, NOAaeTCsa PUANYECKMM NULIOM, KOTOPOMY B XOA4e peopraHnsauvu nepefaHo npaBo BrnageHus
TakMM pPerncTpaumoHHbIM YOOCTOBEPEHNEM.
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06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 Ctpanuua 70
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

(Yactb pononHuTenbHo BktodeHa ¢ 13 aBrycta 2019 roga ®enepanbHbiM 3akoHoM oT 2 asrycta 2019 rona N 297-93; B
pegakumu, BBegeHHon B genctene PeaepansHbiv 3akoHoM oT 30 sHBapsa 2024 rona N 1-93. - CM. npeablayLLyo peaakumo)

2. B cnyyae BHeCEHWs U3MEHEHWI B JOKYMEHTbI, COAepXKaluMecs B perMcTpaurMoHHOM AOChbe Ha 3aperncTpypoBaHHbIN

NeKkapcTBEHHbIN npenapaTt Ans BETEPUHAPHOIO NPUMEHEHUS, B OTHOLUEHUN CBeOEeHUN, YKaszaHHbIX B noanyHkTax "e", "x", "k",
"n", "W", "c", "x" nyHkta 7 4Yactm 3 cTatbum 17 Hacrtosaulero PenepanbHOro 3akoHa, WU3MEHeHUss U (Unu) OOMNONHEeHus
NPOM3BOACTBEHHON NNOLWAAKA JIeKapCTBEHHOrO CpeacTBa, a Takke B Cliyd4ae W3MEHeHMst MnokasaTenen KavecTBa
neKkapcTBEHHOro npenaparta Afsi BETEPUHAPHOro MNpuMeHeHus 1 (MnM) METOAOB KOHTPONSA KayecTBa NEeKapCTBEHHOro
npenapata Ans BeTEepMHAPHOro NPUMEHEHUs NPOBOOAUTCS SKCMepTM3a JeKapCTBEHHOrO cpeacTBa AN BETEpUHApPHOro
npumMmeHeHus. B cnyyae HeobxoaMMOCTU BHECEHUS MHBIX UBMEHEHMI B AOKYMEHThI, COAEPXaLLMECcs B PermcTpaLMoHHOM JOChe
Ha 3aperncTpupoBaHHbIA NEeKapCTBEHHbIV NpenapaTt Ans BEeTepMHapHOro NPUMEHEHUS!, 3KCrepTu3a NekapcTBEHHOIO CpeacTBa
ONs BETEPMHAPHOro NPUMEHeEHNs1 He MPOBOAUTCS.

(YacTtb B pegakumum, BBefeHHol B Aencteue ¢ 1 sHBaps 2015 roga ®enepanbHbiM 3akoHOM OT 22 okTsa6pa 2014 roga N
313-93; B pegakumm, BBegeHHoln B gencteme ¢ 1 nons 2015 roga PeaepanbHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-

®3. - CM. mpeabIAyLLY0 PEAAKLIMIO)

3. BasBuTenb BnpaBe nNpeacTtaBUTb MO COOCTBEHHOW WHULMATUMBE BMECTE C 3asiBIEHWEM O BHECEHUN WU3MEHEHUN B
OOKYMEHTbl, codepXalimecs B pPerMcTpauuMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIA  fIEKapCTBEHHbIM npenapat  And
BETEPUHAPHOIO MPUMEHEHUSA, PEKBU3UTBLI JOKYMEHTOB, NOATBEPXKAAIOLWMX yNnaTy rocy4apCTBEHHOW MOLWSNHBI 32 BHECEHME B
OOKYMEHTbI, codepXalimecss B PErMcTpauuMoHHOM [OCbe Ha 3apermcTpUpoBaHHbIA  NIEKApCTBEHHbIM Mpenapat  Aand
BETEPUHAPHOIO MPUMEHEHUS, N3MEHEHMNI, TPEOYIOLLMX NPOBEAEHMSA SKCMEPTU3bl NEKAPCTBEHHOIO CPeAcTBa, UM U3MEHEHUN,
He TpebyLmx NpoBedeHUst 3KCMEepPTU3bl fleKapCTBEHHOro cpeactea. B cnyyae HeobGXoOMMOCTM M3MEHEHWS CBELEHUN,
cogepXKalmxcsi B PerucTpaumMoHHOM YOOCTOBEPEHUN NEKAPCTBEHHOrO npenapaTta Ansd BETEPUHAPHOro MNPUMEHEHMUS, C
3asBMEeHMEM, yKasaHHbIM B YacTu 1 HacTosulen cTaTtbu, 3asBUTENb BNpaBe NPEACTaBUTb MO COOCTBEHHOW WHMUMATUBE
PEKBM3UTLI JOKYMEHTA, NOATBEPXKAAOLLEro ynnaTy rocyaapCTBEHHOM MOLUSMHbLI 3a Bblgady permcTpaunoHHOro yaoCTOBEPEHMS
neKkapCcTBEHHOro npenapata. 3asBMTeNb BApaBe MNPeACcTaBUTb MO COOCTBEHHOW MWHULMATMBE CBEAEHMSI O JULEH3USIX,
yKasaHHble B OyHkTax 1 un 2 yactu 1 HacTosllen cTatby, a Takke BblAaBaeMble YNONHOMOYEHHbIMY heaeparnbHbIMU opraHamm
WCMONHUTENbLHOW BracTM AOKYMEHTbl, yKa3aHHble B fOyHkTe 3 yactu 1 HacTtosuwen crtatbu. B cnyyae HenpegctaBneHus
yKa3aHHbIX [OKYMEHTOB (CBeAeHWA) YMNOMHOMOYEHHbIV dhbeaepanbHbIi OpraH WCMOMHUTENBHOW BMAAcTu  3anpaluvBaeT
yKa3aHHble JOKYMEHTbI (CBeEeHWS1) B MOPSIAKE MEXBEAOMCTBEHHOIO MHOPMALIMOHHOIO B3aMMOAENCTBUSI.

(YacTtb B pegakumu, BBegeHHon B gencteue ¢ 1 aHBaps 2021 roga ®enepansHbiM 3akoHOM OT 27 nekabpa 2019 roga N
478-93; B pegakumu, BBegeHHou B aenctene denepanbHbiM 3akoHoM 0T 30 sHBapsa 2024 rona N 1-®3. - CM. opeabiayLyo
Renakumio)

4. B cpok, He npeBbilWaWmMn ecaTn paboumx OHer Co OHSA MOCTYNMEeHWsa yKasaHHOro B YacTu 1 HacTosulen cratbu
3asBNeHMs N HeobXoaUMbIX JOKYMEHTOB, YNONHOMOYEHHbIN befeparnbHbIi opraH UCNONHUTENBHOW BNacTu:

1) npoBOOUT NPOBEPKY MNONHOTblI WM AOOCTOBEPHOCTU cBedeHun, cogepxawunxca B npencrtaBlieHHbIX 3adaBUTENEM
OOKYMEeHTaXx;

2) NPUHUMAET pelleHne O npoBeaeHNN 3KCNePTU3bl NeKapCTBEHHOIoO cpencTtsa AnA BETEPUHAPHOro npuMMeHeHna unn 06
OTKa3e B ee nposeneHnu;

3) HanpaBnsieT NOCPEeACTBOM €4MHOro noprana 3asBuUTeEnNto NognucaHHoe YCUNEHHOW KBanMUUMPOBaHHON 3NEKTPOHHON
NOANUCHID YBEAOMSIEHWE O MPUHATOM pPEeLIeHUN WM B Cnyvae NPUHATUS pelleHnst 06 OTKase B MpOBeOEeHMM IKCMepTu3bl
nekapcTBEHHOro cpefcTBa AN BETEPMHAPHOIO NPUMEHEHWS C yKazaHWeM NPUYNH Takoro oTkasa.

(MyHKT B pegakumy, BBeaeHHon B fencteme ®enepaneHbiM 3akoHoM oT 30 aHeapsa 2024 rona N 1-93. - Cm. npeapiayLuyo
peaakumio)

4 1. B crniyyae BbISIBNEHUS HEQOCTOBEPHOCTU U (UNKN) HEOOCTATOMHOCTM CBEOEHWI, COAEPXALLUMXCS B MpeacTaBeHHbIX
3asgBUTENEM MaTtepuanax, YrnorHOMOYEHHbIM denepanbHbll OpraH WUCMONMHUTENBHOW BMacTM HanpaenseT MOCPELCTBOM
€OUHOro noprana 3asiBMTENo 3anpoc 00 YTOYHEHMU yKa3aHHbIX CBEAEHWA, MOAMUCAHHBIA YCUIEHHOW KBanuuuupoBaHHOM
3NEKTPOHHON NOAMNUCHIO.

(Yacte gononHutensHo BkNtoveHa ¢ 15 uoHa 2018 ropga PenepanbHbiM 3akoHoM oT 4 umioHa 2018 rona N 140-93; B
pegakumu, BBegeHHon B genctene PeaepanbHbiv 3akoHoM oT 30 sHBapsa 2024 rona N 1-93. - Cm. npeablayLLYyo peaakumo)

4 2. 3assutenb o06s3aH HanpaBWTb MNOCPEACTBOM €4MHOIO MnopTana B YMNOSHOMOYEHHbI defepanbHbIi  OpraH
WCMONHWTENBHOM BNacTW MOAMUCAHHBIN  YCUMEHHOW KBanudULUMPOBaHHOW 3MEKTPOHHOM MOAMUCBHI0 OTBET Ha 3anpoc
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06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 CrtpaHuua 71
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

YMNONTHOMOY€EHHOro chegepanbHOro opraHa MCNofHMTENbHOW BMAacTu B CPOK, HE MpEeBbILLAOLWMIA AeBAHOCTA pabounx AHen co
OHS MONydeHus YNofiHOMOYeHHbIM hbeaepanbHblM  OpraHoOM  UCTONHUTENBbHOM BracTM  SNEKTPOHHOIO YBEAOMIIEHUS] O
nony4YeHumn 3asiBUTeENeM gaHHoro 3anpoca. Cpoku, ykasaHHble B Yactu 1_1 HacTosulen ctatbu, NPMOCTaHABNMBAKOTCS CO OHS
HanpaBreHsi NocpeacTBOM eQUHOro nopTarna 3asiBUTENo 3anpoca YNorHOMOYeHHOro doeepanbHOro opraHa UCNONHUTENbHOM
BMacTU A0 OHSA HanpaBneHus NocpedcTBOM eOMHOro rnoptana B YMNONHOMOYEHHbIN dheaeparnbHbli opraH UCNONHUTENbHOM
BMacTW OTBETA Ha AaHHbIM 3aMpoc U He YYUTbIBAIOTCS MPU UCHUCIIEHUM CpoKa NPUHSATUS PELLEHUSI O BHECEHUN U3MEHEHUI B
OOKYMEHTbl, cogepXallMecss B PEerucTpauMoHHOM [OCbe Ha 3aperMcTpvpoBaHHbI JeKapCTBEHHbIM npenapaTl Aans
BETEPUHAPHOIO NMPUMEHEHUS.

(Yactb gononHutensHO BkntoyeHa ¢ 15 moHa 2018 ropa PenepanbHbiv 3akoHoM OT 4 uioHa 2018 ronpa N 140-93; B
pefakumu, BBeeHHow B aerictene PenepanbHbiv 3akoHoM oT 30 aHBapda 2024 rona N 1-03. - Cm. npeabiayLLyio peaakLmi)

5. OcHoBaHMeM Aans oTkasa B NPOBEOEHUN 3KCMepTU3bl NEKapCTBEHHOIO CPeAcTBa AOSil BETEPMHAPHOro MPUMEHEHMS
ABMAETCA NpeacTaBneHne A0KYMEHTOB, yKa3aHHbIX B YacTax 1 v 3 HacTodlulel cTatbu, B HEMOMHOM OObeMe UIu OTCYTCTBUE B
npeacTaBrneHHbIX OOKYMEHTax [OCTaTOYHbIX CBEAEHUN, MOATBEPXAAlLmUX HeobXoOAMMOCTb BHECEHWUs M3MEHeHun, nunbo
HenpeacTaBneHne 3asBUTENeM B YCTaHOBMEHHBLIN CPOK OTBETA Ha yKasaHHbI B Yactu 4 1 HacTosuler cTatbu 3anpoc
YNONTHOMOYEHHOro dhegepanbHOro opraHa UCNOMHUTENBHON BRacTy.

(Yactb B pepakumn, BBegeHHon B genctane ¢ 15 uoHa 2018 roga PenepanbHbiM 3akoHOM OT 4 nioHda 2018 roga N 140-
@3. - CM. NpeabIayLLyo peaakLnio)

6. 3KCFI€pTVI3a NeKapCTBeHHOro cpeactea Ad BeTepuHapHOro npuMeHeHuna B LenAax BHeCeHUsA N3MEHEHWI B OOKYMEHTHI,
cogepxailimeca B perncrtpauMoHHOM [JoCbe Ha 3apeFMCTpMpOBaHHbIﬁ J'IeKapCTBeHHbIﬂ npenapar nna BeTepuHapHOoro
NPUMEHEHNS, OCYLLECTBSETCS B NopsAaKe, YCTaHOBIIEHHOM CTaTben 24 Hactogdulero denepanbHOro 3akoHa.

6_1. B cpok, He npeBblwaloWmi OecATM paboumMx OHEW CO [HS HanpaBreHust NocpeacTBOM eAMHOro noprana B
YNOMHOMOYEHHbIN  (beepanbHbli  OpraH  MCMNOMHUTENBHOW  BRAacTM  MOAMWCAHHOIO  YCUIEHHOW  KBannuumnmpoBaHHOM
3MNEKTPOHHOW MNOAMUCHIO 3aKMOYEHUS KOMUCCMU 3SKCMEpPTOB MO pesynbTaTtaMm yKasaHHOMW B YacTv 2 HacTosulen cTatbu
3KCMNepTU3bl, YNOITHOMOYEHHbLIN befeparnbHbIi OpraH UCNONMHUTENLHOW BNacTu:

(AB3au B pegakumun, BBeneHHoun B fenctame ¢ 13 aBrycta 2019 roga PenepanbHbiv 3akoHoM ot 2 aerycTta 2019 roga N
297-03; B pegakuun, BBegeHHoM B aenctene PenepanbHbiM 3akoHoMm oT 30 aHBapa 2024 roaa N 1-93. - CM. npeablayLuyo
peaakumio)

1) npuHMMaeT pelleHMe O BHECEHUM MW3MEHEeHWA B [AOKYMEHTbl, codepXalimecd B peructpauumoHHOM [oCbe Ha
3aperncTpupoBaHHbI NeKapCTBEHHbI NpenapaT AN BeTepUHAPHOro MPUMEHEHUs, MM o0 OTKa3e BO BHECEHUN Takux
M3MEHEHUI;

2) BHOCWUT B [OCYAAPCTBEHHbLIV PEECTR JIEKAPCTBEHHbIX CREACTB Ha OCHOBAHWM PELUEHUS] O BHECEHWUM U3MEHEHWUA B
OOKYMEHTbI, CcoAepXallmecss B PErucTpauMoHHOM [OCbe Ha 3aperMcTpvpoBaHHbIN NEeKapCTBEHHbIM nNpenapaT  Aans
BETEPUHAPHOIO NPUMEHEHUS, HeobXoaNMbIe N3MEHEHNS;

(MyHKT B pegakuun, BBeaeHHOM B aerncteue PeaepanbHbiM 3akoHoM oT 30 aHBapa 2024 roga N 1-93. - CM. npeabiayLyto
penakuuio)

3) BblgaeT 3asBUTEN0 HOBOE pPEerncTpauuoHHOe YOOCTOBEPEHWE JleKapCTBEHHOrO npenapaTta Ans BeTepuHapHOro
NPUMEHeHNs1 B criydae HeobXoOMMOCTM WM3MEHEHUSl CBeOEeHWI, COAEpXKalUMXCs B HEM, C COXpaHeHMeM Homepa paHee
Bbl@HHOIO PerncTpaLnoHHOro yA0CTOBEPEHNS NTIEKapCTBEHHOIO Npenapara A BETEPMHAPHOIO NPUMEHEHNS.

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

(Yactb 6_1 gononHutenbHO BKModeHa ¢ 22 Hosbps 2014 ropa PenepanbHbiM 3akoHOM 0T 22 okTabps 2014 rona N 313-
®3)

6_2. B cny4yae BHeCeHVs U3BMEHEHUI B AOKYMEHTbI, cogepXallmecs B permcTpaumoHHOM JOCbe Ha 3aperncTpupoBaHHbIN
NeKapcTBEHHbI npenapat AN BETEPUHAPHOro MNPUMMEHEHWS, B 4acTW, KacalleWcss M3MEHeHUs U (Mnuv) [OMONHeHUus
NPOun3BOACTBEHHON MNIMOLLAAKM NeKapCTBEHHOrO npenapara, nNpy npeacTaBnieHun 3asiBUTENneM B COOTBETCTBMM C MYHKTOM 3
YacTu 1 HacTodLlen cTaTbu KONUKU peLleHns YyNnonHOMOYEHHOro dpeaeparnbHOro opraHa UCNOMHUTENBHON BNAcTh O NpoBeAeHUn
WHCNEKTUPOBAHUS MNPOU3BOAUTENSA NEKApCTBEHHbIX CPEeACTB CPOK, YKasaHHbIn B 4Yactm 6 1 HacTodulen cratby,
NpMOCTaHaBNMBaeTCA CO [OHA MOMyYeHUs 3aKMyYeHUs KOMUCCUM 3IKCMEPTOB A0 [AHA MPUHATUS  YNONTHOMOYEHHBIM
denepanbHbIM OpraHoOM UCMONHUTENBHOW BNACcTU peLleHnst O Bblgave unm ob oTkase B Bblgave 3aKnioYeHWs O COOTBETCTBUM
NpPon3BOANTENS NeKapCTBEHHbLIX cpeacTB TpeboBaHNSAM NpaBun Hagnexatllien Nnponu3BoACTBEHHON NPaKTUKK, HO He Gonee Yem
Ha CTO BOCEMbECAT paboumx gHeN.
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(Yactb gononHutensHO BktodeHa ¢ 15 noHa 2018 roga PenepanbHbiv 3akoHoM oT 4 mnioHa 2018 rona N 140-93)

7. OcHoBaHMeM AN OTKa3a BO BHECEHUW W3MEHEHWA B OOKYMEHTbl, coaepXalluMecs B perncTpauMoHHOM [OCbe Ha
3aperncTpupoBaHHbIN NlekapCcTBEHHbIN nNpenapaT Ans BETePUHaApHOro NPUMEHEHUs, B crny4asx, He Tpebyowmnx npoBegeHus
3KCMepTn3bl NeKapCTBEHHOTO CPeACcTBa, ABNAETCHA NpeacTaBneHne JOKYMEHTOB, yKa3aHHbIX B YacTax 1 n 3 HacTosllen cTaTbu,
B HenonHom obbeme unm OTCYTCTBME B NpeAcTaBMeHHbIX OOKYMEeHTax CBEAEHWI, KOTopble OOMKHbl ObiTb B HUX OTPaXeHbl,
nnbo HenpepncTaBrneHne 3asiBUTENIEM B YCTAHOBIIEHHbLIA CPOK OTBETA Ha YKa3aHHbIA B YacTu 41 HacTosuleln CcTaTby 3anpoc
YMONMHOMO4Y€EHHOro oeepanbHOro opraHa UCMOMNHUTENbHON BracTu.

(YacTb B penakuum, BBegeHHow B aencteue ¢ 15 uoHa 2018 roga PenepanbHbiv 3akoHoM OT 4 mioHs 2018 rona N 140-
@3. - Cm. npeablayLyo peaakuuio)

7_1. OcHOBaHMEM [Ansi OTka3a BO BHECEHUW U3MEHEHUIN B OOKYMEHTbI, COAepXaliuecss B PeructpalMoHHOM [OCbe Ha
3aperMcTpMpPOBaHHbIA NEKApCTBEHHbIM MpenapaTt ANg BEeTePUHapHOro MpPUMMEHEHUs, B Criyyasix, TpebywoLlux npoBeseHust
3KCMepTU3bl NEKAPCTBEHHOIO CPEACTBa, SBMSETCA 3aKMYeHWe YMNONHOMOYEHHOro (oefiepanbHOro opraHa WCMONMHUTENBHOW
BNacTM O BO3MOXHOCTU CHMXEHUS 0e3onacHOCTM, kadecTBa, 3dP(eKTUBHOCTM NEKapCTBEHHOro npenaparta BCreacTBue
BHECEHUS] U3MEHEHUIN B yKa3aHHble JOKYMEHTbI, OTKa3 YMOSIHOMOYEHHOro defeparibHoro opraHa UCMONHUTENbHOW BnacTu B
Bbldaye 3aKkfYeHUst O COOTBETCTBMM MNPOU3BOAUTENS NEeKAPCTBEHHbIX CpeacTB TpeboBaHMAM nNpaBuil  Haanexailen
NPOW3BOACTBEHHON MPaKTUKU B Clydae M3MEHEHUs M (Unu) LOMONHEHUS1 NPOM3BOACTBEHHOW NOLWAAKMA FEKapCTBEHHOMO
npenapaTta, €cnvM NpOM3BOACTBO IJIEKAPCTBEHHOrO npenapata Ans BEeTepUHapHOro MNpPUMEHEHUsI OCYLLECTBISIETCS 3a
npenenamu Poccuiickon ®epepaumm, Unm oTCyTCTBUE 3TOMO 3aKMOUEHUS.

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

8. [onyckaeTtca obpalleHue rnekapCTBEHHbIX MpenapaTtoB ANd BETEPUHAPHOrO MPUMEHEHUS [0 MWCTEYEeHMs Ccpoka
rogHOCTW, NPOU3BEeOEHHbIX B TeYeHue CTa BOCbMWAECATU OHEN nocne AaTbl MNPUHSATUSA YMONHOMOYEHHbIM denepanbHbIM
OpraHoM UCMONMHUTENbHOW BNACTW PeLUeHNss O BHECEHUN U3MEHEHMIN B AOKYMEHThI, coAepXallmecs B permctpaLMoHHOM 4OCbe
Ha NeKapCTBEHHbIN Npenapar, B COOTBETCTBUM C UHOPMaLMEN, coaepXKallencs B AOKYMEHTax perncTpaumoHHOro Aocbe Ha
nekapCcTBEHHbI Npenapar 4o AaTbl NPUHATUS TaKoro peLueHust.

(YacTb B penakunun, BBegeHHow B aenctaue ¢ 1 uionsa 2015 rona PenepanbHbiv 3akoHOM 0T 22 nekabpa 2014 rona N 429-
®3. - Cm. mpeaplAyLLY0 PEAAKLIMIO)

MonoxeHus ctatbn 31 HacToswero PenepanbHOro 3akoHa (B pegakumm ®enepansHoro 3akoHa ot 30 aHeapa 2024 rona N
1-93), kacaoLwmecs NpeaoCcTaBneHns rocyaapCTBEHHbIX YCNyr Npu ob6palleHny NnekapCcTBEHHbIX CPEACTB AN BETePUHAPHOro
npuMeHeHnst NnocpeacTBoM deaepanbHON rocyaapCTBEHHON MHPOPMaLMOHHOW cucTeMbl "EQUHBIA nopTan rocy4apCTBEHHbIX U
MyHULUMNanbHbIX yenyr (pyHKUMRN)", npumeHstotes ¢ 1 aHBapsa 2026 roga - cM. NyHKT 6 ctatbn 4 PenepansHoro 3akoHa ot 30
aHBapsa 2024 rona N 1-93.

KommeHTapun Kk ctatbe 31

CTATbA 32. OTMEHA rOCYOAPCTBEHHON PEMMCTPALIMU NNEKAPCTBEHHOI O MPEMAPATA

PeweHne 06 oTmeHe rOC)/D,apCTBeHHOVI perncTtpaumm nekapCTtBeHHOro npenapara M WCKIMKYeHUN rneKkapCTBeHHOro

npenapara 13 rocyaapCrBeHHOro peectpa fekapcTBeHHbIX cPencTB NpUHUMaETCA YyNnoJIHOMOYEHHbIM cbep,epaanblM OpraHom
WCMONHUTENbHOW BNacTu B cny4ae:

1) npeAcTaBreHns COOTBETCTBYHOLLMM YNONHOMOYEHHbIM heiepanbHbIM OpraHOM MUCTIOSNTHUTENBHOM BMACTU 3aKMOYeHWs O
pucke unu 06 yrpose 300pOBbI0, XU3HWM YerioBeka MMM KMBOTHOMO MpW MPUMMEHEHUM FEKApCTBEHHOrO npenapara,
npeBbILaWmMX ero 3MEKTUBHOCTL, NO pe3yrnbraTtaM OCYLLECTBIISIEMOTO UM MOHUTOPWHra 6e30MacHOCTU fieKapCTBEHHOTO
npenapara;

2) nopauu pgepxarteneM wWnvM BnagenbLUeM pPerncrpauuoHHOro YOOCTOBEPEHUS TEKapCTBEHHOro mnpenapata  unu
YMONMHOMOYEHHBIM UM APYITM OPUONYECKMM NULIOM 3asiBNeHuss o6 OTMeHe rocyaapCTBEHHOW perucTpaumm nekapcTBEHHOro
npenapaTta, NO4NNUCaHHOro YCUNEHHON KBanuuULMpPOBaHHON 3MEeKTPOHHOW NOAMNUChIo, NyTEM ero HanpasneHus nocpeacTBoM
€[0UHOro nopTana B YNONMHOMOYEHHbIN befiepanbHbli OpraH UCMONMHUTENBHOM BNAcT UMK NINYHbIA KAOUHET YNOMHOMOYEHHOIO
denepanbHOro opraHa MCNOMHUTENBbHOW BNacTy B €4MHON CUCTEME;

(MyHkT B pegakumm, BBeaeHHou B aerictaue ¢ 1 uonst 2015 roga ®enepanbHbiM 3akoHOM 0T 22 nekadpa 2014 rona N 429-
®3; B pegakumu, BBeaeHHon B Aenctene PenepanbHbiM 3akoHoMm oT 30 guBaps 2024 rona N 1-93. - Cm. OpeabiayLyto
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penakuuio)

3) HenogTBeEPXKAEHUS TOCYOapCTBEHHOW pEerMcTpauuy JfekapCTBEHHOro npenapaTta Mo WCTEYEHUM cpoka [OeUcTBuUS
PEerncTpaumMoHHOro yaoCTOBEPEHUS, BblAAHHOMO Ha NSATh JET;

MonoxeHus nyHkTa 3 HacTtosAwen ctatbM c¢ 1 sHBapa 2026 roga He pacnpoCTPaHAKTCA Ha MPaBOOTHOLLEHUS,
BO3HMKAMOLWME Npu OOpalleHnu NEKAPCTBEHHBLIX CPEACTB ANs MeOWULUMHCKOTO MPUMEHEHUsl, - CM. NYHKT 7 cTatbn 4
denepanbHoro 3akoHa ot 30 aHBapsa 2024 rona N 1-93.

4) HenpeacTtaBlieHNUA 3adaBUTENEM I/IH(*')OpMaLI,I/II/I, KOTOpaaA MOXET nosrieYb 3a cobow HeO6X0,EI,VIMOCTb BHECEHMNSI UBMEHEHUN
B OOKYMEHTbI, coepxalunecd B peructpayMoHHOM OOCbe Ha 3apeFI/ICTpI/IpOBaHHbIIZ J'IeKapCTBeHHbIVI npenapat, B Te4eHune
Tpunguatu pa6ow|x OHen co gHs HaCTynieHna 3Tux N3MEHEHWUI;

MonoxeHus nyHkTa 4 Hactodwen ctatbM ¢ 1 saHBapa 2026 roga He pacnpoCTPaHAKTCA Ha MPaBOOTHOLLEHUS,
BO3HMKaWOLWME Npu obpalleHnn neKapCTBEHHbIX CPEeACTB ANs MeAMUMHCKOrO MPUMEHEHUs, - CM. MNyHKT 7 cTatbun 4
denepanbHoro 3akoHa ot 30 aHBaps 2024 rofa N 1-P3.

5) ocyliecTBneHNss rocyaapCTBEHHOW perncTpauum NekapcTBEHHOro npenapata Mnof TOpProBbiM  HaMMeEHOBaHWEM
3aperMcTpypoBaHHOrO paHee nNog 3TMM  TOProBbIM  HaUMEHOBAHMEM JIEKapCTBEHHOrO npenaparta, OoTfMyaroLlerocs
Ka4eCTBEHHbIM COCTaBOM AENCTBYHOLLNX BELLECTB;

(MyHKT B pegakuun, BBeageHHon B genctene ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-
®3. - CM™. NpeapbiayLLyo PeAAKLNI)

MonoxeHna nyHkTa 5 Hactoswen ctatb C¢ 1 aHBaps 2026 roga He pacnpoCTPaHAKTCA Ha MPaBOOTHOLLEHUS,
BO3HMKaWLMe npu obpalleHun neKapCTBEHHbIX CPeACTB AN MEeOMUMHCKOrO MPUMEHEHUsl, - CM. MNyHKT 7 cTatbun 4
denepanbHoro 3akoHa ot 30 aHBapsa 2024 rona N 1-P3.

6) ocyLLeCcTBNEHUs rocyaapCTBEHHON PerncTpaLmm ogHOro 1 TOro e NeKapCTBEHHOro npenapara B OTHOLLIEHUW OfHOMO U
TOrO Xe JAepXxaTens unu Bnagernbla perucTpauMoHHOro yOOCTOBEPEHUSI NEKAPCTBEHHOrO npenapara B Buae ABYX U bornee
NeKapCcTBEHHbIX NpenapaTtoB Nog PasfnnYyHbIMU TOProBbIMM HAaMMEHOBaHUAMU;

(MyHKkT B pegakumn, BBegeHHon B genctane ¢ 15 uioHa 2018 roga PenepancHbiM 3akoHoM OT 4 uioHa 2018 roga N 140-
®3. - CM. mpeablAyLLY0 PEAAKLIMIO)

MonoxeHna nyHkTa 6 Hactodwen ctate ¢ 1 aHBapa 2026 roga He pacnpoCTPaHAKTCA Ha MNpPaBOOTHOLLEHMS,
BO3HMKalLWmMe npu obpalleHnn nekapCTBEHHbIX CPeACTB AN MeOMUMHCKOrO MPUMEHEHUs, - CM. MNYHKT 7 cTtatbun 4
PenepanbHoro 3akoHa ot 30 aHBapsa 2024 rona N 1-P3.

7) BbIHECEHUS CYOOM PELLEHUSA O HapyLueHUM npas npasBoobnanatens 0GbEeKTOB UHTENNeKTyanbHoN coOGCTBEHHOCTM Npu
o6palleHNn NeKapCTBEHHbIX CPeACTB;

8) oTcyTCTBUA NEKapCTBEHHOro npenaparta B obpatlleHun B Poccuiickon Penepaunm B Te4eHne Tpex u bonee ner;
(MyHKT gononHUTEnNbHO BKNtoYeH ¢ 1 nona 2015 roga PenepanbHbiM 3akoHOM OT 22 nekabps 2014 roga N 429-93)

MonoxeHus nyHkTa 8 HacTtodwen ctatbM ¢ 1 aHBapa 2026 roga He pacnpoCTPaHAKTCA Ha MPaBOOTHOLLEHUS,
BO3HMKaWLME Npu obpalleHun neKapCTBEHHbIX CPeACTB AN MEeOUUMHCKOTO MPUMEHEHUs, - CM. MNyHKT 7 cTatbun 4
denepanbHoro 3akoHa ot 30 aHBapsa 2024 roga N 1-P3.

9) HeBbINOMHEHUSI AepXXaTenem WUnu BnagenbLeM pPervcTpauMoHHOro yOOCTOBEPEHUS NEKapCTBEHHOro npenapara nmbo
YMONHOMOYEHHBIM VMU OpPYrMM  IOPUOUYECKMM JIMLOM  MEepOonpusiTUA no obecnedeHnto 6e30MacHOCTU  NeKapCTBEHHbIX
npenapaToB, YCTAHOBMEHHbIX YNOMHOMOYEHHbLIM dheeparnbHbiM OPraHOM MCMOMHUTENBHOWM BNacTu B COOTBETCTBUM C YacTaMuU
3 n 4 cTtatbun 64 HacTosulero PenepanbHOro 3aKkoHa, B paMKax OCYyLLEeCTBeHUsa bapMakoHaa3opa;

(MyHKT gononHuTenebHo BKMoYeH ¢ 1 nions 2015 roga ®enepanbHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-03)
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10) oTkasa [Jepxatens unNu Bnagenbla pPerncTpaumoHHOro YOOCTOBEPEHMSI JIEKapCTBEHHOro npenapata nvMbo
YMNONTHOMOYEHHOIO UMW APYroro pUANYECKOro nnua OT BHECEHWUSI UBMEHEHWUI B MHCTPYKLMIO MO NMPUMEHEHUIO IEKAapPCTBEHHOMO
npenapaTta, KacalLMXCs HOBbIX MOATBEPXAEHHbIX OaHHbIX O TOM, YTO PUCK MPUYMHEHWUsS Bpeda 300pPOBbI0 YernoBeka unu
KMBOTHOIO BCreacTBME Nprema fekapcTBeHHOro npenapara npeBbilaeT 3ddeKTUBHOCTb €ro NPUMEHEHNS.

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

C 1 aHBaps 2026 ropa PenepanbHbiM 3akoHOM OT 27 aekabpa 2019 rona N 475-03 (C M3MeHeHUsIMU, BHECEHHBLIMU
denepanbHbiM 3akoHoOM OT 28 mioHa 2022 roga N 204-93) ctatbs 32 HacTodwero ®enepansHoro 3akoHa Gyaer gononHeHa
nyHkTom 11.

MonoxeHus ctatbkn 32 HacToswero ®eaepanbHOro 3akoHa (B pegakumm PenepanbHoro 3akoHa ot 30 aHeaps 2024 rona N
1-®3), kacalwLmecs npegocTaBneHns rocyaapCTBEHHbIX YCnyr npy obpalleHnM nekapCTBEHHbIX CPEACTB AN MEAULIMHCKOro
NPUMEHEHNsT MOCPEOCTBOM €OUHOW roCyAapCTBEHHON WHM(OPMAaUMOHHON cuUCTeEMbl B cdepe 30paBOOXpaHEeHUs un (Mnwm)
denepansHON rocygapcTBeHHONM MHMOPMAaUUOHHOM cucTembl "EAWHBIA nopTan rocygapCTBEHHbLIX U MYyHUUMNAMbHLIX YCNyr
(dbyHkuUMRN)", npumeHstoTea ¢ 1 aHBapsa 2025 roga - cM. OyHKT 5 ctatbn 4 PenepansHoro 3akoHa ot 30 aHeapsa 2024 rona N 1-
3.

MonoxeHus ctatbun 32 HacTodwero ®eaepanbHOro 3akoHa (B pegakumm PenepansHoro 3akoHa ot 30 aHeapsa 2024 rona N
1-93), kacaowmecs NpeaoCcTaBneHns rocyaapCTBEHHbIX YCyr Npu 0b6palleHny NekapCcTBEHHbIX CPEACTB AN BETEPUHAPHOro
npuMeHeHnst nocpeacTBoM deaepanbHON rocyaapCTBEHHOW MHPOPMaLMOHHON cucTeMbl "EQUHBIM nopTan rocy4apCTBEHHbIX U
MyHULUMNanbHbIX yenyr (pyHKUMn)", npumeHsiotes ¢ 1 aHBapsa 2026 roga - cM. NyHKT 6 ctatbn 4 PefepansHoro 3akoHa ot 30
aHBapsa 2024 rona N 1-93.

KomMmeHTapum k ctatbe 32

CTATbS 33. FTOCYOAPCTBEHHbIW PEECTP NEKAPCTBEHHbIX CPE[ICTB

1. FocynapcTBEHHbIN PEEeCTp NeKapCTBEHHbIX CPEACTB COAEPXWUT MepeveHb NeKapCTBEHHbIX Mpenaparos, MpOLLEeALnX
rOCyAapCTBEHHYID perucTpauuio, nepeyeHb (apMaLeBTUYECKUX CyOCTaHUuiA, BXOAAWMX B COCTaB  JleKapCTBEHHbIX
npenaparos, 1 criedytoLLyo NHOPMaLMIo:

1) B OTHOLLUEHWUM NeKapCTBEHHbIX NPenapaTos:

a) HauMMeHOBaHME IeKapCTBEHHOrO npenapata (MeXayHapooHOe HenaTeHTOBaHHOE, WNU  FPYNnUPOBOYHOE, UMK
XUMMUYECKOE M TOProBOE HaMMEHOBAHWS);

(MopnyHKT B pegakumu, BBeaeHHon B gencteue ¢ 1 nona 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 roga N
429-03. - CM. mpeablayLLYI0 PEAAKLIMIO)

6) nekapcTBeHHas hopMa C yKasaHMeM [03MPOBKM NlekapCTBEHHOro npenapara M ero Konuyectsa B NOTpeGuUTernbCKon
yMaKoBKe;

B) HauMMeHOBaHWe [AepXaTens wunv Bnagenbua PerucTpauyMoHHOro YAOCTOBEpPEHMS NeKapCTBEHHOro npenapata wu
CBefeHMs O perucrtpauuu gepxarens unu Bnagenbla perncTpauvoHHOIO YAOCTOBEPEHMS feKapCTBEHHOro npenaparta Ans
MELMLMHCKOIO NMPUMEHEHMS B KadecTBe HarnoronnarenbLlyyka B CTpaHe permcrpaumv (4ns poCCUCKMX HOpUaMYEecKnx nuy -
NMOeHTUMUKaAUMOHHBIN HOMep Hanoronnatenswmka (MHH), ong vHOCTpaHHbIX OPUAMYECKMX MWL - CTpaHa perucrpaumu,
HaMMeHOBaHMWe PErMCTPUPYIOLLEro OpraHa, PerncTpauMoHHbI HOMep, KOA Hanoronnartenblyka B CTpaHe perucrpaumu
(MHKOPNOpaUMK) NN ero aHanor);

(MognyHKT B pepakumun, BBegeHHon B gencteune ¢ 1 nona 2015 roga ®enepanbHbiv 3akoHOM 0T 22 aekabpa 2014 ropga N
429-93; B pegakuun, BBegeHHon B genctame ¢ 1 aHBapsa 2018 roga ®enepanbHbiv 3akoHOM oT 28 nekabps 2017 rona N 425-
®3. - Cm. npeapiayLLyo PeAaKLn)

r) HaMMeHoBaHWEe W agpec NPOoV3BOAUTENS feKkapCTBEHHOro npenapata M CBEAEeHWs O perucTpaumm npoussoguTens
nekapcTBEHHOro npenapata Afs MegULMHCKOro NMPUMEHEHMS B KavyecTBe Hamnoronmnartenbliyka B CTpaHe peructpauuun (ons
POCCUIACKMX HOPUONYECKMX NUL, - MOAEHTUMUKALUMOHHBIN HoMmep Hanoronnartenswuka (MHH), ana MHoCTpaHHbIX PUANYECKNX
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vy - cTpaHa perucTpauum, HaMeHoBaHWe PErMcTPUPYIOLLErO opraHa, perMcTpaunoHHbIii HoMep, Kog HamnoronnaresbLivka B
cTpaHe perucTpaumm (MHKopnopawummn) Unu ero aHanor);

(MognyHKT B pegakumun, BBeaeHHon B aencteme ¢ 1 sHBapsa 2018 rona PenepanbHbiM 3akoHOM OT 28 nekabpa 2017 roga
N 425-03. - CM. NpeablAyLwYo peaakLmio)

4) dapmakoTepaneBTMyeckas rpynna, KOA4 FeKapCTBEHHOro mnpenapata Mo aHaToMO-TepaneBTUYECKO-XMMUYECKON
Kraccudgukaumm, pekomeHgoBaHHON BcemupHoOM opraHusanmen 34paBoOXpaHeHns;

(MopgnyHKT B pegakumun, BBegeHHow B aerictane ¢ 1 uonst 2015 roga ®PenepanbHbiv 3akoHoM oT 22 aekabpsa 2014 rona N
429-03. - CM. mpeablayLLy0 PEAAKLIMIO)

€) NokasaHusl U NPOTUBOMNOKA3aHUs K MPUMEHEHUIO NIeKapCTBEHHOTO Npenapara;
) NoGoYHbIE AeCTBUS NNeKapCTBEHHOrO Npenapara;

3) CPOK roAHOCTM NeKapCTBEHHOro npenapara;

1) YCroBUS XpaHeH sl NekapcTBEHHOro npenapara;

K) YyCroBusa OTNycKa nekapCcTBeHHOro npenapara;

) HoMep hapMaKonerHoW CTaTbu UMK B CllyYae ee OTCYTCTBUS HOMEP HOPMAaTUBHOWM JOKYMeHTauun Nbo HopMaTUBHOTO
[AOKYMeHTa;

M) OaTa rocyhapCTBEHHOW perucTpauuy NekapcTBEHHOro nperapata M ero permcTpauuoHHbIN HOMep, AaTta 3aMeHbl
PErncTpauMoHHOrO YAOCTOBEPEHUSI JIeKapCTBEHHOrO npenapata Ha GeccpodyHoe perucTpauMoHHOE YAOCTOBEpeHue
neKkapCcTBEHHOro npenapaTa, gata nodayn 3asiBfieHvsi O NOATBEPXOEHWW TroCyoapCTBEHHOW pervcTpauun NekapcTBEHHOro
npenapara, ata OTMeHbl rocyAapCTBEHHOW perucTpaLmm nekapcTBEHHOro npenapara;

(MognyHKT B pegakumu, BBeaeHHon B aerictane ¢ 1 uonst 2015 roga ®PenepanbHbiv 3akoHoM oT 22 aekabpsa 2014 rona N
429-03. - Cm. mpeablayLLY0 PEAAKLIMIO)

H) Ka4eCTBEHHbIN COCTAB U KOMMYECTBEHHbLIN COCTAB AEWCTBYIOLUMX BELLECTB M KaueCTBEHHbIN COCTaB BCMOMOraTerbHbIX
BELLECTB NEeKapCTBEHHOIO npenapara;

(MoanyHkT gononHuTenebHo BktoyeH ¢ 1 nionsa 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-93)

0) nHopMaumsa 060 BCeX pa3peLLeHHbIX BUAax BTOPUYHON (NOTPEeOUTENBCKON) YNaKoBKMY;
(MognyHkT gononHuTenbHo BktodeH ¢ 1 niona 2015 roga ®epepanbHbiM 3akoHOM 0T 22 Aekabpa 2014 rona N 429-93)

n) AaTta MpPUHATMS PELUEHUss O BO3MOXHOCTW paccMaTpuBaTb J€KapCTBEHHLIN nNpenapat npu rocyaapCTBEHHOW
peructpaummM B KadecTBe OpdpaHHOro feKkapCTBEHHOro npenapata (anst fekapCTBEHHbIX NpenapaToB Ans MeauuMHCKOro
NPUMEHEHNS);

(MognyHKT gononHuTensHo BKItoveH ¢ 1 nons 2015 roga PeaepanbHbiM 3akoHOM OT 22 fekabpa 2014 ropa N 429-93; B
pepakuuu, BBegeHHon B gencteme ¢ 1 mapta 2020 roga PefepanbHbiM 3akoHOM OT 27 Aekabpsa 2019 rona N 475-93. - Cwm.
NReAbIAYLLYI0 pefaKumio)

p) Hanuune nekapCcTBEHHOro rnpenapata B NepeyHe XU3HEHHO HEOOXOAMMbIX U BaXKHEMLLMX NeKapCTBEHHbIX NpenapaToB
(ans nekapCTBEHHbIX NPenapaToB 4SS MEAMLMHCKOIO NPUMEHEHNS);

(MognyHKT gononHuTeneHo BktoveH ¢ 1 nonsa 2015 rona ®enepancHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-03; B
penakumu, BBeaeHHon B genctene ¢ 1 mapta 2020 roga PenepanbHbiM 3akoHoM OT 27 aekabpsa 2019 rona N 475-93. - Cwm.
TREAbIAYLLYIO PEAaKLNIO)

C) Hanuuve B rnekapCTBEHHOM npenapaTe HapKOTUYECKMX CpeacTB, MCUXOTPOMHbIX BELECTB U WX MPEeKypcopos,
nognexawmx KoHTponto B Poccunckon ®degepaumm, B COOTBETCTBMM C 3akoHogaTenbCcTBOM Poccuitickon Pegepauum,
MexayHapoaHbIMu gorosopamu Poccuiickon degepauun, B TOM Yucne EAMHON KOHBEHLMEN 0 HapKoTu4eckux cpeacteax 1961
rona v KoHeeHLiMen o NncnxoTponHbix BellectBax 1971 roaga;

(MognyHKT gononHuTenbHO BKtoveH ¢ 1 uonsa 2015 rona PeaepanbHbiM 3aKoHOM OT 22 fekabpa 2014 rona N 429-93)

T) MHOPMALIMS O TOM, SIBIISIETCS N AaHHbIN NEKapCTBEHHbLIN NpenapaTt pedepeHTHbIM JIeKapCTBEHHbLIM NpenapaToM;
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(MognyHKT gononHuTenbHO BKtoveH ¢ 1 uona 2015 rona PeaepanbHbIM 3akoHOM OT 22 fekabpa 2014 roaa N 429-93)

y) cBegeHus o nogaye 3asiBNeHnst O BHECEHUN U3MEHEHUIN B JOKYMEHTbI, COAepXXallmecs B perncTpaumMoHHOM OOCbe Ha
neKkapcTBEHHbIN nNpenapar;

(MognyHKT gononHuTenbHO BkNtoveH ¢ 1 utonsa 2015 roga PegepanbHbIM 3akoHOM OT 22 fekabpa 2014 ropa N 429-93)

&) noanyHKT gononHuTensHo BkntoyveH ¢ 1 uionga 2015 roga PenepanbHbiv 3akoHOM oT 22 aekabpsa 2014 rona N 429-03;
yTpatun cuny ¢ 1 mapta 2020 roga - PeaepanbHbiv 3akoH OT 27 aekabpsa 2019 rona N 475-93 - cMm. NpeablayLLY0 PeAaKLNIO;

X) CPOK BBEEHUS NEeKapCTBEHHOrO Npenapara Ansi BETEPUHApHOro NpUMEHEHUs B rpaxxgaHckmin obopor;
(MognyHkT AononHuTensHo BkModeH ¢ 1 niona 2015 roga PeaepansHbiM 3akoHom ot 22 Aekabpsa 2014 rona N 429-93; B
pedakumu, BBeAeHHoW B Aerictene PenepanbHbiv 3akoHoM oT 30 aHBapa 2024 roaa N 1-93. - Cm. npeabiayLLyio peaakLmi)

U) nHdopMauus o TOM, SIBMSETCA M [aHHbIN NEKapCTBEHHbIN npenapaTr opcaHHbIM NEeKapCTBEHHBIM MpenapaToM,
MMMYHOOMONOrMYECKMM  NIEKapCTBEHHbIM  NpenapaToM,  pagvodapMaueBTUYECKMM  NEKAPCTBEHHbIM  MpenapatoM,
romeonaTu4yeckMM JIeKapCTBEHHbIM nNpenapaToMm, OMONOrM4YeckMM IeKapCTBEHHbIM MpenapaToM, BbICOKOTEXHOMOMMYHbIM
NneKapcTBEHHbIM MpenapaTtoM, Bnepeble 3apernctpmpoBaHHbIM B Poccuickon ®epepaumm B COOTBETCTBUM C HACTOALLMM
degepanbHbiM 3aKOHOM UMK akTamu, cocTaensaowmmm npaso Cotosa;

(MognyHKT gononHUTenbHO BKNtoveH PeaepansHbiM 3akoHoM OT 30 aHBaps 2024 rona N 1-03)

2) B OTHOLLEHUN thapMaueBTUYECKNX cybCTaHLmIA:

a) HaumeHoBaHWe (apMaleBTUYeckon cybcTaHumm (MexayHapoaHoe HenaTeHTOBaHHOe, WM rpyrnnMpoBOYHOE, UNnn
XUMUYECKOE 1 TOProBOe HaMMeHoBaHMs), opMa Bbinycka (C ykasaHneM 403MPOBKM (Mpy Hanmumm), acoBKM U YNaKOBKN);

(MopnyHKT B pegakumu, BBeaeHHon B gencteue ¢ 1 nona 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N
429-03; B pegakumm, BBeaeHHon B aenctene deaepanbHbiM 3akoHoM oT 30 aHBapsa 2024 rona N 1-®3. - CM. npeabiayLyo
peaakumio)

0) HavMeHOBaHVWe K agpec Mpou3BoauTeEns apMaLeBTUYEeCcKoW cyOCcTaHumMu (ONA POCCUMCKUX HOPUOUYECKUX nuy, -
NOEHTUMVKAUMOHHBIA HOMep Hanoronnatenswmka (MHH), ons MHOCTpaHHbIX HOPUAMYECKMX MWL - CTpaHa perucrpauuu,
HaVMMEHOBAHWE PErnCcTPUPYIOLLIErO OpraHa, PerncTpaumMOHHbIA HOMEpP, KO Hanoronnartenblivka B CTpaHe perucrpauuv
(MHKOpNOpauMK) UnNu ero aHanor);

(MognyHkT B pepakumu, BBegeHHon B Aenctsne PenepanbHbiv 3akoHoMm oT 30 gueapsa 2024 rona N 1-93. - Cwm.
npenplAyLWYIo peaakLuio)

B) CPOK rogHOCTU hapmaLeBTnyeckon cybctaHumm;
r) yCnoBusi XxpaHeHusa oapmMaLeBTMyYecKkon cybcTaHuuu;

A) HoMep dpapmaKkonerHoW cTaTbu UK B CriyYae ee OTCYTCTBUS HOMEP HOPMaTWMBHOMN JAOKYMEHTauum nMbo HopMaT1BHOIO
[AOKYMeHTa;

€) Hannune apmaueBTUYEeCKON CyOCTaHUMM B NepevyHe HapKOTUYECKUX CPEACTB, MNCUXOTPOMHbIX BELECTB U WX
NPEeKypcopoB, nognexawmx KoHTponto B Poccuickon Pepepaumm, B COOTBETCTBMM C 3aKoHOOATENbLCTBOM Poccumnckon
depepauun, mexagyHapodHeiMn goroBopamu Poccuiickon ®epepaumn, B TOM umcne EOnHONM KOHBEHLMEN O HApPKOTUYECKUX
cpenctBax 1961 roaa v KoHBeHUMEN 0 NCMXOTPONHbIX BellecTBax 1971 roaa.

(MopgnyHKT pononHuTenbHO BktoveH ¢ 1 uions 2015 roga ®enepansHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-93)

2. ®apmaueBTnyeckas cybctaHums, Npou3BedeHHas Ans peanusaummn, MoXeT OblTb BKIIOYEHA B FOCYAaRCTBEHHLIN PeecTp
NEKaPCTBEHHbIX CPEeACTB Ha OCHOBaHWM 3asiBNeHus paspaboTyvka Unv Npou3BOAMTENS NEeKapCTBEHHOro cpedcTBa Moo
YMNOSTHOMOYEHHOTO MMM HOPUONYECKOTO N NPU YCIOBUM NPOBEAEHNS B OTHOLLEHUM Takow dhapmaueBTuyeckon cybctaHumm
9KCNepTM3bl KayecTBa hapMaLeBTUYECKON cyGCcTaHUMM B MOPSiAKe, YCTAHOBMEHHOM cTaTtben 34 Hactosulero denepansHoro
3akoHa. B oTHoweHun dapmaueBTUYeckux cyOCcTaHUMI, NPOM3BEAEHHbIX ANS peanusaumun, B FOCyOapcCTBEHHOM peecTpe
NIeKapCTBEHHbIX CPEACTB COAEPXKUTCA crieaytowasi MHopmaLums:

1) HaumeHoBaHWe (papMaLeBTUYECKON cyBcTaHuuM (MeXayHapoaHOoe HenaTeHTOBaHHOe, UMM TPynnMpOBOYHOE, WNU
XMMMWYECKOE U TOProBOe HaMMeHoBaHUs), hopMa Bbinycka (C ykasaHWeM A03MPOBKU (MPU Hanuymm), pacoBKM U YNaKoBKK);
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(MognyHKT B pepakuun, BBegeHHou B Aenctene PepepanbHbiM 3akoHoM OT 30 sHBapa 2024 ropa N 1-93. - Cwm.
0RebIAYLLYI0 peaakumio)

2) HaMMeHoBaHue, agpec npou3BoauTens apmaueBTUYECKON CyOCTaHuMKM, a Takke B OTHOLUEHUWN FEeKapCTBEHHbIX
CpeacTB Ansi MEOULMHCKOrO MNMPUMEHEHUsI CBEOEHWUS O perucTtpaumm npovsBoauTens dapmMaueBTUYecKon cybcTaHuumn B
KayecTBe HanoronnaTenblinka B CTpaHe permcrpauumn (4ns poCCUACKMX HOpUANYECKUX NN - MOEHTUUKALMOHHBLIN HOMEP
Hanoronnartenswuka (MHH), ona MHOCTPaHHLIX KPUANYECKUX UL, - CTpaHa perncrpaumm, HaMMeHoOBaHWE PErMcCTPUPYIOLLLEro
opraHa, permcTpaLuoHHbIA HOMEP, KO HanoronnartenbLimka B CTpaHe pernctpawummu (MHKoprnopauum) unm ero aHanor);

(MyHkT B pegakuun, BBeaeHHon B aencteune ¢ 1 aHBapa 2018 roga ®enepanbHbiM 3akoHOM OT 28 nekabpa 2017 roga N
425-03. - CM. mpeablayLLyo PeAAKLIMIO)

3) CpoK rogHOCTU (hapmMaLEeBTUYECKON CyOCTaHLMuY;
4) ycnoBus XxpaHeHus hbapmaueBTUYECKON CybCcTaHLmuy;

5) Homep hapmakonenHon cTaTbu NMMBO B Cryvyae ee OTCYTCTBUS HOMEP HOPMAaTMBHOW JOKYMEHTaLUUn UM HOPMaTUBHOIO
OOKYMEHTa;

6) Hanunune hapmaueBTMYEeCKONn cCyOCTaHUMM B NepevyHe HapKOTUYECKUX CPEACTB, MCUXOTPOMHbIX BELECTB U UX
NPeKypcopoB, nognexawmx KoHTpono B Poccuickon Pegepaumm, B COOTBETCTBMM C 3aKoHOOATENbLCTBOM Poccumnckon
depepauunn, mexagyHapogHeiMn gorosopamu Poccuiickon depepauun, B TOM Ynicne EQUHON KOHBEHLMEN O HApPKOTUYECKUX
cpeactBax 1961 roga n KoHBeHUmMeN 0 NcuxoTponHbix Bewecteax 1971 roaa;

7) pata BKNOYeHUs dapMaleBTMYECKOM CyOCTaHUMW B [OCYAAPCTBEHHbLIM PEECTP JEeKapCTBEHHbLIX CPeacTB, Aara
BHECEHUS] UBMEHEHUI B OOKYMEHTbI hapMaLeBTMYECKOM CyOCTaHUuK, gaTta UCKoYeHns dapMaleBTUYecKon cybcTaHumm 3
FOCY[0apCTBEHHOIO peecTpa NeKapCTBEHHbIX CPEACTB.

(YacTtb 2 B pepakuvn, BBeaeHHou B genctaue ¢ 1 uona 2015 roga PenepanbHbiv 3aKkoHOM OT 22 fekabpsa 2014 rona N
429-03. - Cm. mpeablayLLY0 PEAAKLIMIO)

3. MNopsanok BeoeHWst rOCYoapPCTBEHHOIO RPEECTPAa NEKARCTBEHHbIX CPEACTB ANS MEAMLMHCKOrO NMPUMEHEHUs U Nopsaok
BeleHUs [OCY[apCTBEHHOrO peecTpa NeKapCTBEHHbIX CREACTB ANl  BETEPUHaAPHOrO MPUMEHEHUs  YTBEpXKAalTCs
COOTBETCTBYHOLLMM YMNONHOMOYEHHbLIM dheaepanbHbIM OpraHOM UCMONHUTENbHON BNacTu.

KommeHTapum k ctatbe 33
CTATbS 34. BKITIOYEHUE B FOCYNAPCTBEHHbLIV PEECTP NEKAPCTBEHHbIX CPEAICTB U UCKIMIOYEHUE
U3 TOCYNAPCTBEHHOIO PEECTPA NEKAPCTBEHHbIX CPEACTB ®APMALIEEBTUYECKOW CYBCTAHLIUM,
NMPOU3BEOEHHON ONA PEANU3ALUU

(HanmeHoBaHue B pegakumm, BBeeHHoM B Aenctaure ¢ 1 nonsa 2015 roga PenepanbHbiM 3akoHOM 0T 22 nekabpa 2014 rona N
429-03. - CMm. npeablayLLY0 peaakLmio)
1. Ona BkntoyeHns capmaueBTnyeckon cybcTaHumu, Npou3BeOeHHOW ONns peanu3auunm, B [OCYAAPCTBEHHbIV peecTp
NeKapCTBEHHbIX CPeACTB, NPOBOANTCS SKCMNepTM3a ee KayecTBa.
(YacTb B penakumm, BBeaeHHon B genctaune ¢ 1 uonga 2015 rona PeaepanbHbiM 3akoHOM 0T 22 Aekabpa 2014 rona N 429-
®3. - Cm. NpenblayLLyo peaakLmio)

2. 3JkcnepTm3a KayecTBa ykasaHHOM B Yactu 1 HacTosdulen cTatbu dapMaueBTUYecKon cyBcTaHuuu, cocTaBreHue
KOMWCCMEN IKCMEPTOB 3aKIOYEHU Mo pesynbrataM 3TOM 3KCMepTu3bl, NOAMMCaHNE UX YCUIEHHbIMU KBannduumpoBaHHbIMU
3MNEeKTPOHHbIMW NOAMNUCSAMU, HanpaBneHue AaHHbIX 3aKMOYEHU B NNYHBIN KabUHET ynonHOMOYeHHOro defepansHOro opraHa
WCMOINMHUTENBHOW BNacTu B €AMHOWN CUCTEME OCYLLECTBMSAOTCA B CPOK, HE NpeBblaloWwmii Tpuauatn paboumx gHewn co OHs
HarnpaBsreHns B NMYHbIA KabMHET 3KCNepTHOrO YYpEeXaAeHUs B eANHON CUCTEME COOTBETCTBYIOLLEro 3a4aHus YNONMHOMOYEHHOMO
tbepepanbHOro opraHa MCMNONHUTENBHOW BacTu, NOANUCAHHOIO YCUIEHHOW KBanMUUMPOBaHHOW 3NIEKTPOHHOW NOAMUCKIO, U
crnefywoLNX AOKYMEHTOB (CBeAeHUI):

(A63au B pegakuum, BBegeHHon B aencteme PenepanbHeiM 3akoHom ot 30 aHBapa 2024 rona N 1-®3. - CM. npeaplayLLyo
peaakumio)

1) cBegeHnda o gate npegocrtaslieHnda U permctpauMoHHOM HOMepe NNUeH3nn Ha npon3BoACTBO JIEKapCTBEHHbIX CpencTB
nnn ceegeHnda o pare npenocrtaBneHnAa u permcTtpaumMoHHOM HOMepe 3akito4YeHUA O COOTBEeTCTBUM  NMpou3BoauTeENA
NeKapCTBeHHbIX CpeacTB Tpe6OBaHI/I9|M npasun Hagnexawen FlpOVIBBO,EI,CTBeHHOVI MPaKTUKN, BblOaHHbIX (I'Ipeﬂ,OCTaBJ'IeHHbIX)
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06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 CTtpaHuua 78
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

YMONMHOMOY€EHHbIM  dhefeparnbHbiM  OpraHOM WCMONMHUTENbHOM BNacTtu, B Clydae, €cn MpPOW3BOACTBO JIEKAPCTBEHHOMO
cpeacrtBa ocyulectengaetca B Poccuiickon ®epepaunn;

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

2) Konusi OOKYMEeHTa, BblAAHHOMO YMOMHOMOYEHHbIM OpraHoM CTpaHbl MPOM3BOAUTENS FEeKapCTBEHHOrO CPeacTBa U
NMOATBEPXKOAIOLWErO paspelleHne Npon3BoACTBa NEKAaPCTBEHHOIO CPEACTBa, U €ro nepeBod Ha PYCCKUIN S3blK, 3aBEPEHHbLIE B
YCTaHOBIEHHOM MOPsIAKE, a TAKKe KOMWUS 3aKMoYeHMst O COOTBETCTBUM NMPOU3BOAUTENS NIEKAPCTBEHHBLIX CPeacTB TpeboBaHUsM
npaBun Hagnexalien NPoU3BOACTBEHHOW NPaKTUKK, Bbl4AHHOMO YMNOMHOMOYEHHBIM dbeaepanbHbIM OpraHOM UCMOMNHUTENBHON
BMactTu, nuMbo KOMUS peLUeHNst YMONHOMOYEHHOro defepanbHOro oOpraHa MCMOMHUTENbHONW Bnactu O MNpoBegeHUU
dapmMaLeBTMYECKOM MHCMEKLMN NPON3BOACTBA NEKAPCTBEHHbLIX CPeacTB Ol MEAMLMHCKOrO MPUMMEHEHMS1 HA COOTBETCTBME
TpeboBaHMAM MpaBuN Hagnexailerh MNpPOU3BOACTBEHHOW MpaKkTUKM EBpPasuMCKoOro SKOHOMMYECKOro cok3a. YKasaHHble
OOKYMEHTbl NPEeACTaBrnstoTCa B Crydae, ecrnv Npov3BOACTBO NEKApCTBEHHOIO CpeacTBa OCYLUECTBNSAETCA 3a npedenammu
Poccuinckon degepaunm;

(MyHKT B pepakuun, BBeAeHHoW B Aenctame ¢ 15 noHa 2018 rona PenepanbHbiM 3akoHOM OT 4 mioHs 2018 rona N 140-
®3; B pegakumm, BBeaeHHon B genctene PenepanbHbiv 3akoHoM oT 30 gHeaps 2024 roga N 1-93. - Cm. mpenbiayLyto
peaakumio)

3) OKYMEHT, coaepxalluii crieqytoLLme ceeaeHns o doapmaLeBTU4eCcKon cybcTaHumum:

a) HaumeHoBaHWe hapMaLeBTUYecKon cybcTaHumm, ee CTpykTypa, obLLme CBOMCTBA;

0) HavMeHoOBaHWe 1 agpec NpoussoauTens;

B) TEXHOMOIMS1 NPOU3BOACTBA C ONUCAaHNEM CTafuMI NPOU3BOACTBA U METOA0B KOHTPOMS Ha BCEX CTaausiX MPON3BOACTBA;
r) onucaHue paspaboTku npoLecca Npon3BOACTBA;

[) onMcaHue KOHTPONs KPUTUYECKNX CTafun npouecca NPpon3BOACTBA M MPOMEXYTOYHON NPoAyKLMK;

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

)K) CBOMCTBA M CTPYKTYpa AENCTBYIOLLNX BELLECTB;

3) XapaKTepucTuka npumecen;

1) cneundukaLmsa Ha papmauleBTUYECKyo cybCcTaHumo U ee 060CHOBaHKE;

K) aHanuMTnyeckMe MeToauku, NCMosb3yemble Npu OCYLLECTBIEHUN KOHTPONSA KayecTBa hapmMaLleBTUYECKON CyOcTaHLmuy;

J'I) OOKyMeHTallbHOe noAaTBepXxaeHue (Banw:\au,vm) aHalmMTn4eCKnx MeToaukK, WUCnosib3dyemMblX MNpu OCyLlecCTBIieHUn
KOHTpPOIIA Ka4yecTBa CbapMaLl,eBTI/l‘-leCKOI;I Cy6CTaHLI,I/IV|;

M) pesynbTaThbl aHannsa cepui chapmaueBTU4ECKOM cybcTaHumm;

H) NepeYeHb CTaHAapTHLIX 0Opa3L0B UMW BELLECTB, UCMNOMb3yEMbIX MPU OCYLLECTBIEHUN KOHTPONS KayecTBa;
0) ONMcaHne XapakTEPUCTMK U CBOWCTB YNaKOBOYHbLIX MaTepuarnoB 1 YKYNOpOYHbIX CPeaCTB;

n) AaHHble 0 CTabMNbLHOCTU hapMaueBTUYECKON CyOCTaHLmK;

p) CPOK rOAHOCTMU;

4) [OOKYMEHT, coepxalluMi CBefeHWst O perncrpauum npov3BOOUTENS NeKapCTBEHHbIX CPeacTB ANs MEAMLIMHCKOro
NPMMEHEHMS B KayecTBe HamoronmatenbliMka B CTpaHe peructpauuy (Ons  POCCUMCKMX — IOpUOUYECKUX nul -
MOEHTUMVKAUMOHHBIA HOMep Hanoronnatenbwmka (MHH), ons vHOCTpaHHbIX HOPUAMYECKMX MWL - CTpaHa perucrpauuu,
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06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 CTtpanuua 79
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

HaMMeEHOBaHWE PErncTPUPYIOLLIEro opraHa, PerncTpaumMoHHbIA HOMeEpP, KO HanoronnartenbliMka B CTpaHe perucrpaumm
(MHKOPNOpaUMK) NN ero aHanor).
(MyHkT gononHuTensHo BrNtoveH ¢ 1 auBapsa 2018 roga PenepanbHbimM 3akoHoM oT 28 fekabpsa 2017 rona N 425-93)
(YacTb B pemakuun, BBegeHHon B genicteme ¢ 1 aHBapst 2016 roga PenepanbHbiv 3akoHOM OT 22 aekabpa 2014 roga N
429-®3 (c M3MeHeHusaMK, BHeceHHbiMM PenepanbHbiM 3akoHom oT 13 wwonga 2015 roaa N 241-03). - Cm. npenbiayLyto
peakumio)

3. [Ina npoBedeHnst 3KCNepTu3bl KayecTBa ykasaHHOM B YacTu 1 HacTosulen cTatbn dhapmaueBTUYECKON CyOCcTaHuum
3a8BUTENb HanpaenseT NOCPEACTBOM €OUHOro noprana B YMONMHOMOYEHHbIN deaeparnbHbIi OpraH UCMOMHUTENbHOM BriacTu
UMK NNYHBIN KabWHET YNONMHOMOYEHHOTO dhefepanbHOro opraHa UCMONMHUTENBHOW BNAcTy B €OUHON CUCTEME:

(AB3au B pegakuun, BBegeHHoM B aencteme PenepansHeiM 3akoHoM oT 30 aHeapa 2024 rona N 1-@3. - CM. npeaplayLLyo
peaakumio)

1) 3asgBneHWe O BKMOYEHUM B [OCYAAPCTBEHHbLIM PEeecTp MeKapCTBEHHbIX CPEeACTB [AaHHOW (apmaueBTU4eCKOn
cybcTaHuum, NoanMcaHHoe YyCUNeHHoN kBanMuULUMPOBaAHHOW 3NEKTPOHHON MOAMMUCHIO;

(MyHKT B pegakummn, BBegeHHoN B aencTteme PeaepanbHbiM 3akoHoM oT 30 aueaps 2024 roaa N 1-93. - Cm. npeablayLyo
penakuuio)

2) peKkBM3UTbl OOKYMEHTa, NOATBEPXOAKLWero ynnaTty rocy4apCTBEHHOW MOLUMMHbLI 3a BKIHOYEHUE B [OCYAAPCTBEHHLIN
PEECTR NEKARPCTBEHHbLIX CPEACTB hapMaueBTMYecKon cybcTaHumm, Npon3BeAEHHON NS peanu3auun, nmbo no cobcTBEHHON
MHULUMATMBE YKa3aHHbIN OOKYMEHT. YNOMHOMOYEHHLIN dheaepanbHbii OpraH UCNOMHUTENBHON BriacTu NpoBepsEeT hakT ynnarhbl
rocygapCTBEHHON MOLWMMHBI  3asBUTENEM C  MCMONb30BaHWEM WHopMaumm 06 ynnaTe rocygapCTBEHHOW MOLUMMHLI,
cogepxawenca B locygapcTBeHHOM WMHMOPMALMOHHOM CUCTEME O [OCYOAPCTBEHHbLIX WM MyHUUMManbHbIX nnatexax, Ha
OCHOBaHWM NpeaCTaBMEHHbIX 3assBUTENEM PEKBU3UTOB AOKYMEHTA, NOATBEPXKAAMOLLEro yNaTy rocygapCTBEHHON MOLUSMHBDI;

(MyHKT B pepakuuun, BBegeHHon B genctane ¢ 1 nonsa 2015 roga PepgepanbHbiM 3akoHOM 0T 22 aekabpsa 2014 rona N 429-
®3; B pegakumm, BBeaeHHon B genctene PenepanbHbiv 3akoHoMm oT 30 gHeaps 2024 rona N 1-93. - Cm. mpenbiayLyto

peaakumio)

3) OOKYMEHTbI, yKa3aHHble B YacTu 2 HACTOALLIEN CTaThy;
(MyHkT B pegakumm, BBeAeHHou B aerictaue ¢ 1 uons 2015 roga ®PenepanbHbiM 3akoHOM 0T 22 nekabpa 2014 rona N 429-
®3. - Cm. NpeapblayLLyo PeaaKkLmi)

4) 3asiBNeHNe O Bblaaye paspelleHus Ha BBO3 B Poccuiickyto denepaumio KOHKPETHOM NapTUM He3aperncTpupoBaHHOIO
neKkapcTBEHHOrO CpeacTBa, NpeHa3Ha4YeHHoro Ans NpoBeAeHUsl yka3aHHOM 3KCNepTU3bl.
(MyHKT gononHuUTenNbHO BKNtoYeH ¢ 1 nonga 2015 roga PenepansHbiM 3akoHOM OT 22 nekabps 2014 rona N 429-93)

3_1. B cnyyae HenpeactaBneHusi ¢ 3asiBIEHNEM O BKMYEHUW B FOCYAAPCTBEHHLIN PEECTP JIEKAapPCTBEHHBLIX CPEACTB
(papmaLeBTUYECKO CcybCTaHuuM BbldaBaeMblX (MPEAOCTaBSiEMbIX)  YMNOMHOMOYEHHbIMU — ddedeparibHbIMKU - opraHamm
WCMOMHUTENBHOWN BNacTu AOKYMEHTOB (CBeAeHWI), YKa3aHHbIX B NyHKTax 1 n 2 yactn 2 HacTosulen CTaTbu, YNONMHOMOYEHHbIN
oeepanbHbli  OpraH  WUCMONMHUTENbHOW  BMacTWM  3anpallMBaeT yKasaHHble [OOKYMEHTbl (CBedeHusl) B nopsigke
MeXBEAOMCTBEHHOTO MHOPMALIMOHHOIO B3aMMOOENCTBUS.

(YacTtb gononHuTensHo BktodeHa ¢ 1 aHBapsa 2021 roga PenepanbHbiM 3akoHOM oT 27 aekabpsa 2019 rona N 478-93; B
pegakumu, BBegeHHom B genctene PeaepansHbiv 3akoHoM oT 30 sHBapsa 2024 rona N 1-93. - CM. npeablayLLyo peaakumo)

4. B TeyeHne nsatu paboumx gHEM CO OHSA NPUHSTUS 3asiBITIEHUS O BKIMIOYEHUWM YKal3aHHOM B YacTu 1 HacTosulen cTatbu
apmavrieBTU4ECKOM cybCcTaHuumn B TOCYAaRCTBEHHbIN PeeCTp NeKapCTBEHHbIX CREACTB U AOKYMEHTOB, NEPEYMNCNEHHbIX B YacTu
1 v nyHKTe 2 YacTu 3 HacTosLIEeN CTaTbW, YNOMHOMOYEHHbIN befepanbHbI opraH UCNONHUTENLHOW BNacTu:

(A63au B pegakumm, BBeaeHHow B aericteue ¢ 1 uona 2015 roga ®enepanbHbiM 3akoHOM OT 22 fekabpsa 2014 rona N 429-
®3; B pepakuun, BBegeHHoON B AenictBne PenepanbHbiM 3akoHoMm oT 30 auBapsa 2024 roga N 1-®3. - Cm. npeabiayLuyio
peaakumio)

1) npoBOAUT NPOBEPKY MOSMHOTHI U JOCTOBEPHOCTU AaHHbIX, CoOAepXKallUMXCs B NPeACcTaBeHHbIX 3asBUTENeM AOKYMEHTaX;
(MyHKT B pepakumu, BBegeHHoM B AencTBue PenepanbHbiM 3akoHOM OT 25 Hos6pa 2013 roma N 317-93. - Cwm.
NREABIAYLLYI0 PEAaKLI)

2) NpPYHMMAET peLleHMe O HanpaBfieHWM B IKCMEPTHOE yuypexaeHue 3adaHus Ha NpoBedeHMEe 3KCMepTU3bl KadvecTBa
yKka3aHHoOW B YacTu 1 HacTosLen cTaTbu hapMaueBTUYeCKOn cybcTaHumMm unmn o6 otkase B TaKOM HanpaBneHuu;
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06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 Ctpanuua 80
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

3) HanpaBnsaeT B NUYHBLIN KaOWHET 3asBUTENA B €4MHOM CUCTEME MNOAMMCAHHOE YCWUSIEHHOM KBannduLMpoBaHHON
3MEeKTPOHHOM NOANUCHI0 YBEAOMIIEHME O NMPUHATOM PELLUEHMN UK B CIly4ae 0Tkasa C yKasaHueM NpUYMH Takoro oTkasa.

(MyHKT B pegakuun, BBeageHHon B aencteme ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-
®3; B pegakumm, BBeaeHHon B genctene PenepanbHbiv 3akoHoMm oT 30 gHBaps 2024 rona N 1-93. - Cm. npenbiayLyto
penakumio)

4 1. B crniyyae BbISIBNEHUS HEQOCTOBEPHOCTU U (UNKN) HEOOCTAaTOYHOCTM CBEOEHWI, COAEepXKaLUMXCS B MpeacTaBneHHbIX
3asBUTENEM MaTtepuanax, YMNONTHOMOYEHHbI deaepanbHbli OpraH WCMNOMHUTENbHOW BracTM  HanpaensieT 3asiBUTENO
nocpeacTBOM €AMHOro nopTana WnvM B MWYHBbIN KabMHET 3asBUTEnNs B €4MHOW cucTeme 3anpoc 06 YTOYHEHUWM yKa3aHHbIX
cBegeHun, NognucaHHbIA YCUNeHHoM KBanuuumpoBaHHOW 3NEeKTPOHHOW NOANUCHIO.

(YacTtb gononHuTeneHo BknoveHa PenepanbHbiM 3akoHOM oT 25 Hoabpa 2013 rona N 317-93; B pegakuun, BBEOEHHON B
aenictene PenepanbHbiv 3akoHoM oT 30 aHBapa 2024 roaa N 1-93. - CM. npeablayLLyi peaakLmio)

4 2. BasButenb o0a3aH HanpaBuUTb MNOCPEACTBOM €AMHOrO fopTana B YMNOMHOMOYEHHbIN deaepanbHbIi  opraH
WCMOMHUTENBHON BNACTU UMK NUYHbIA KAabWHET YNONHOMOYEHHOro cheeparnbHOro opraHa UCMNONHUTENBHOW BNacTu B eOUHOMN
cuctemMe MOAMNUCAHHBIA  YCUMEHHON KBanUUUMPOBAHHOW 3MEKTPOHHOW NOAMUCBbID OTBET Ha 3anpoc YMNOSIHOMOYEHHOro
denepansHOro opraHa MCMOMHUTENbHOM BracTM B CPOK, He MPEBbIWAWUN AeBAHOCTa paboyvmx OHEW CO AHS MonyyYeHus
YNOSTHOMOYEHHbLIM dhefeparnbHbiM OpraHOM WUCMOMHUTENBHON BNACTU 3IEKTPOHHOrO YBEAOMSIEHUS O MOMyYeHMN 3asBUTeENem
AaHHoro 3anpoca. Cpok, yKasaHHbI B YacTu 4 HacTosALIeN CTaTbu, NPUOCTaHaBNMBAETCHA CO AHA HanpaBreHus 3asiBUTENHO
nocpeacTBOM eAMHOro noprtana WMnvM B NUYHbIA KabuHeT 3asButensa B eOuHOM cucTeme 3anpoca  YnosIHOMOYEHHOro
denepanbHOro opraHa MWCMONMHUTENbHOW BracTM OO0 [OHA HanpasBneHus 3asiBuTeNeM NocpeacTBOM €4UHOro noptana B
YNOMTHOMOYEHHbIN dheaepanbHbI OpraH MCNOMHUTENBHON BRacTU UKW NNYHBIA KAOMHET YMONHOMOYEHHOro dheaepanbHOro
opraHa MCMONHUTENbLHOM BNacTu B €QUHOW CUCTEME OTBETA Ha [aHHbIA 3anpoC U He yYUTbIBAETCA MPU UCHUCIIEHUN CpOKa
3KCMNepTu3bl kavyecTBa hapmaueBTUYECKON cybCcTaHLmMmM, NPON3BEAEHHON ANs peanuaaunn.

(YacTtb gononHmTenbHO BKNtoveHa PeaepanbHbiM 3akoHOM OT 25 HosA6psa 2013 roaa N 317-93; B peaakummn, BBEAEHHOW B
aencrtene PenepanbHbiM 3akoHoM oT 30 aHBaps 2024 roga N 1-93. - Cm. npeablayLLyo penakLuno)

5. OcHoBaHneM Ons OTKa3a B HanpaBleHUM B 3KCMEPTHOE yupexAeHue 3aJaHus Ha NpoBedeHue 3KCNepTu3bl KayecTBa
yKka3aHHOM B 4actu 1 HacTosulen cTatbu (papMaueBTUYECKON CyOCTaHUMM SABNSAETCSH HenpeacTaBrneHue [OOKYMEHTOB,
yKa3aHHbIX B 4acTuv 2 HacTosulen cTaTtbl, OTCYTCTBME WH(opmauuu, noaTeepxparollen dakT ynnatbl rocygapcTBEeHHOMN
MOLUNWHBLI 3a BKMYEHWe chapmaueBTMYecKkon cybCcTaHuun, NMPOU3BEOEHHOW ANs peanusauuu, B [OCYAapCTBEHHbLIN PEEecTp
NIEKapCTBEHHbIX CPeacTB, HenpeacTaBfeHuWe 3asiBUTENeM B YCTAHOBMEHHbIM CPOK OTBETa Ha YyKasaHHbin B 4Yactm 4 1
HacTodllen cTatbW 3anpoc YMNONHOMOYEHHOro dedepanbHOro opraHa WCMONHUTENbHOW BractM WM npeacraBneHne
OOKYMEHTOB, HE COAEPXALLMX NCHYEPNbIBAIOLLENO NEPEYHst HEOOXOANMBIX CBEAEHUN.

(YacTb B penakumm, BBegeHHon B gernctaune ¢ 1 uonga 2015 rona PeaepanbHbiM 3akoHOM 0T 22 Aekabpa 2014 rona N 429-
®3. - CM. mpeablAyLLY0 PEAAKLIMIO)

6. B TeueHue nsaTHaguatn paboumx OHEN CO AHS MONYYEHUs peLleHUs YMONTHOMOYEHHOro doeaepanbHOro opraHa
WCMONHUTENbHOM BMAcTM O HanpaBfeHMM B 3KCNEPTHOE Y4YpeXAeHue 3adaHus Ha NpOBedeHME JKCNepTu3bl KavecTBa
yKasaHHOM B 4Yactm 1 HacTodAulen cratbu ¢apmaueBTMYecKon cybCcTaHumMM 3asiBUTENb NpeacTaBnseT B 9IKCMEpPTHOe
yupexneHue ansa npoBefeHuns JaHHOW aKcnepTusbl obpasubl hapMaueBTUYecKon cybCcTaHumMM B KONUYecTBe, HeobXxoanmom
ONs BOCMPOU3BEAEHUSA METOA0B KOHTPONS KadecTBa. DKCNEPTHOE ydpexaeHe npu nonyvyeHun obpasLoB ykasaHHOM B YacTu 1
HacTodwen crtatbu apMaLeBTMYECKOM CyOCTaHLMM B TOT XXe OeHb HanpaBnsieT B JINYHbIA KaOWHET 3asBUTENs B €4MHON
cucTeme yBeAOMIEHME, NOATBEPKAAOLLEE NOSlyYeHne 3TUX 06pasLoB. DTM CPOKN HE BKIIOYAKOTCS B CPOK NPOBEAEHNSA OaHHOMN
3KCMNepTU3sbl.

(YacTb B penakumm, BBeaeHHon B gencteune ¢ 1 uonsa 2015 rona PenepanbHbiM 3akoHOM oT 22 aekabpsa 2014 roqa N 429-
®3; B pegakumn, BBeaeHHon B genctene PenepanbHbiv 3akoHoM oT 30 gHeaps 2024 rona N 1-93. - CMm. mpeablayLyto
peaakumio)

7. YacTtb yTpatnna cuny - PenepanesHeint 3akoH o1 30 aHBapsa 2024 roaa N 1-®3. - Cm. npeablayLLyo peaakUmo.

8. B cpok, He npeBblwawWwuin NAaTM pabodMx [OHEW CO [OHS HafpaBleHWss NocpedCTBOM eAuHOro nopTana B
YNOMHOMOYEHHbI defdeparnbHbIi OpraH UCMOMHUTENBbHOW BNAacTu UMW NUYHBIA KabUHET yMnonHOMOYeHHOro dedeparnbHOro
opraHa MCnornHUTENLHOW BNacTu B €AVHON CUCTEME 3aKMioYeHUs KOMUCCUM SKCNEPTOB MO pesyrbraTtam 3KCnepTu3bl KayecTsa
yKkasaHHoOW B 4Yactu 1 Hactosulen crtatbn apMaueBTUYeckon cybcTaHummn, YMONHOMOYEHHbIN dedepanbHbii opraH
WCMNOMHUTENBHOW BNACTu:

(AB3aL B pepakumm, BBeaeHHOM B gernctene ®enepansHbiv 3akoHoM OT 30 aHeapa 2024 rona N 1-93. - Cm. npeabiayLyto
penakuuio)
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06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 CrtpaHuua 81
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

1) OCYLUECTBNAET OLEHKY TaKOro 3aKn4eHua Ond onpenerneHuna ero cooTBeTCTBuA 3adaHUo Ha npoBegeHue OaHHON
9KCNepTu3bl;

2) NpUHMMaeT pelleHWe O BKIKYEHWM YyKaszaHHOW B YacTu 1 HacTosuwlen cTatbu dapMaueBTUYecKon cybcTaHuuu B
[OCY0apCTBEHHbIV PEECTR NEKAPCTBEHHbIX CREACTB MK peLleHne 06 oTkase B TaKOM BKIOYEHUH;

3) BHOCUT MpU NPUHATAM pPELUEHUS O BKIIOYEHMM YKa3aHHOW B YacTm 1 HacTodulen cratby ¢apmaleBTU4EeCKOown
cybCcTaHuuM B TOCYAaPCTBEHHbIN PEECTp NEKapCTBEHHbIX CPEACTB MPeoyCMOTPEHHYH0 YacTbito 2 cTatb 33 HacTosAulero
®denepanbHOro 3akoHa MHGOPMaUMIO M HanpaernsieT 3asBUTEN0 MOCPEACTBOM €4MHOro noprana WUnu B JINYHbIA KabuHeT
3a8BUTENSA B €QUHOWN CUCTEME BbINUCKY M3 FOCYAapCTBEHHOIO peecTpa eKapCTBEHHbIX CPeACTB.

(MyHkT B pegakumm, BBeaeHHou B aericteue ¢ 1 uonst 2015 roga PenepanbHbiM 3akoHOM 0T 22 nekadpa 2014 rona N 429-
®3; B pepakumu, BBeaeHHon B aevicteune_c 28 nekabps 2019 rona PenepanbHbiM 3akoHoOM OT 27 nekabpa 2019 rona N 462-
®3; B pegakumu, BBeaeHHon B geunctene PenepanbHbiv 3akoHoMm oT 30 guBaps 2024 roaa N 1-®3. - Cm. OpeabiayLyto
penakuuio)

9. OcHoBaHVeM Ansi OTka3a BO BKITHOYEHWUM YKa3aHHOW B YacTu 1 HacTosuleln cTatby hapmaleBTUYECKON cyOCcTaHUMK B
[OCYOAPCTBEHHbIV PEEeCcTp  NEeKapCTBEHHbIX CREACTB  SIBMSIETCA  3aK/OMEeHMEe COOTBETCTBYHOLLErO  YMONTHOMOYEHHOro
oeiepanbHOro opraHa WUCMOSTHUTENbHOM BracT O TOM, YTO KayecTBO hapmaleBTMYECKON CyOCTaHUMM He MOATBEPXKOEHO
Nony4YeHHbIMU AaHHbIMM.

(HacTtb gononHUTenbHO BKMNoYeHa ¢ 22 Hoabpa 2014 roga PeaepanbHbiM 3akoHOM OT 22 okTAbpa 2014 rona N 313-93; B
penakumu, BeeaeHHon B genctene ¢ 15 uioHa 2018 roga PenepanbHbiM 3akoHOM OT 4 mioHa 2018 roga N 140-93. - Cwm.

NReAbIAYLLYI0 PeAaKLmio)

10. He ponyckaeTcs BKOYMEHWE B TOCYAAPCTBEHHbLIN PEECcTp NEeKapPCTBEHHbIX CPEACTB OA4HOM (hapMaueBTUYECKOMN
cyGCcTaHuMN, NPOM3BEAEHHON ONsi peanu3auun U BbiNyCKaeMOW OOHUM M TEM Xe npousBoguTenem, B Buae AByx u bonee
peecTpoBbIX 3anncen.

(YacTtb pononHuTenbHO BrtoveHa ¢ 1 utons 2015 roga ®enepanbHbiM 3akoHOM OT 22 fekabpsa 2014 rona N 429-03)

11. BHeceHue u3ameHeHWi B [OKYMEHTbl Ha (hapMaueBTUYECKYKD CyOCTaHUMIO, MPOM3BEAEHHYI Ars peanusauum u
BKITHOUYEHHYIO B FOCYJaPCTBEHHbIV PEECTP NEKARPCTBEHHbIX CREACTB, OCYLLECTBNSETCA B NOpsaKe, yCTaHOBNEHHOM cTatbamu 30
n 31 Hactodulero denepanbHOro 3akoHa, C YNnaTton rocyaapCTBEHHOW MOLUMAMHBI, NPegyCMOTPEHHOW 3akoHOAaTenbCTBOM
Poccuiickon ®degepauum o Hanorax u cbopax.

(YacTtb pononHuTenbHO BKtoveHa ¢ 1 uons 2015 roga PenepansHbiM 3akoHOM OT 22 fekabpsa 2014 roaa N 429-03)

12. OonyckaeTtcs obpaweHne chapmaueBTnyeckon cybCcTaHuMM OO MCTEYEHUS cpoka rOAHOCTU, MPOM3BEAEHHOW Ans
peanusauMmM B TeYeHMe CcTa BOCbMUOECATVM [OHEeN Mocne p[aTtbl NPUHATUS YNONIHOMOYEHHbIM deaepanbHbIM - OpraHoM
WCMONHMTENbHOM BNacTu peLlleHus O BHECEeHWM W3MEHEeHWM B [OKYMEHTbl Ha dapmaleBTMYeckylo cyGcTaHumio, B
COOTBETCTBUM C MHGOPMaLMER, coaepkalliecs B AOKYMeHTax Ha papMaLeBTUYeCKyto cyOCcTaHLUMIO 40 AaTbl NPUHATUS Takoro
peLueHus.

(Yactb gononHutenbHo BkntoveHa ¢ 1 nions 2015 roga PenepanbHbiM 3akoHOM 0T 22 nekabps 2014 ropna N 429-03; B
pefakumu, BBegeHHom B genctene PeaepansHbiv 3akoHoM oT 30 sHBapsa 2024 rona N 1-93. - CM. npeablayLLyo peaakumo)

13. PeweHne 06 MCKMOYEHNN U3 TOCYLAPCTBEHHOIO PEECTPa NEKAPCTBEHHbLIX CREACTB hapmMaueBTMYeckon cybcTaHumum,
Npoun3BedEeHHON ANS peanu3auun, NpUHMMAaeTCs YMNOSIHOMOYEHHbIM deaepanbHbiM OpPraHOM WCMONHUTENBHON BRactu B
cnydae:

1) npeactaereHna cooTBeTCTBYHOWMM YNOJTHOMOYEHHbIM (bep,epaanblM OpraHom WCMOSTHUTENBbHON BNACTU 3aKSoYeHNs o
puUcKke nnmn ob yrpose XX1U3Hu unm 3gopoBbio YeroBeka nnbo XNBOTHOTO Npuv NCNonb3oBaHNKN NMEKAPCTBEHHOIO CPeacTBa;

2) HanpaBneHusi pa3paboTyMKOM IeKapCTBEHHOrO CpeAcTBa UMM NPOM3BOAUTENEM NEKApCTBEHHOTO cpeacTsa numbo
YNOSTHOMOYEHHbIM UMK OPYrUM OpUAMYECKM NULOM MOCPEACTBOM €OWHOro noprtana B YNOAHOMOYEHHbIN deaeparnbHbin
OpraH UCMONHUTENBHOW BMACTU UMM JNINYHbLIA KabUHET YNONMHOMOYEHHOro deaepanbHOro opraHa UCMOMHUTENBHOW BNacTu B
€OWHON CUCTEME MOAMUCAHHOIO YCUMEHHOW KBanMMMUUUPOBAHHOW SEKTPOHHOW MOAMMUCHI0 3asiBNeHUs 00 WCKIHoYeHun u3
[OCYAapPCTBEHHOIO peecTpa NeKapCTBEHHbIX CREACTB hapMaLEeBTMYECKOM CyOCTaHUMmN, NPOM3BEAEHHOWN ANA peanusaumu;

(MyHKT B peaakummn, BBegeHHON B aencTteme PeaepanbHbiM 3akoHoM oT 30 auBaps 2024 rona N 1-93. - Cm. npeablayLyo
penakuuio)
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06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 CTtpanuua 82
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

3) oTcytcTBMA hapmaueBTUYECKON CyOCTaHUMW, NpOM3BEAEHHOW Ans peanusaumn, B obpaweHun B Poccumnckon
denepauun B TedeHne Tpex 1 6onee ner.

MonoxeHusa nyHkta 3 YacTn 3 HacTodAwen ctatbh ¢ 1 aHBapsa 2026 roga He pacnpOCTPAHATCS Ha MPaABOOTHOLLEHUS,
BO3HMKAMOLWME NpU OOpaLleHU NEKAPCTBEHHBLIX CPEACTB ANs MeOWMLUMHCKOTO MPUMEHEHUsl, - CM. NYHKT 7 cTatbn 4
denepanbHoro 3akoHa ot 30 aHBapsa 2024 rona N 1-P3.

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

MonoxeHus ctatbn 34 HacTodAwero PenepansHoOro 3akoHa (B pegakumm ®enepansHoro 3akoHa ot 30 aHBapsa 2024 rona N
1-®3), kacarwLumecs NpegoCTaBNeHUs rocyaapCTBEHHbIX YCIyr npy obpalleHnM NeKapCTBEHHbIX CPEACTB AN MEAMLIMHCKOro
NPUMEHEHNST MOCPeACTBOM €4WHON rOCYyAapCTBEHHONW WHM(OPMAUMOHHOW CcuUCTeMbl B cdepe 30paBOOXpaHEHMsT U (Unu)
denepansHON rocyqapcTBeHHONM MHMOPMAaUUOHHOW cucTembl "EAUHBIA nopTan rocygapCTBEHHbIX U MyHUUMNAMbHLIX YCNyr
(dbyHKUMRN)", npumeHstoTea ¢ 1 aHBapa 2025 roga - cM. OyHKT 5 ctatbu 4 PenepansHoro 3akoHa ot 30 aHsapsa 2024 roga N 1-
3.

MonoxeHus ctatbn 34 HacTodAwero PenepansHoOro 3akoHa (B pegakumm ®enepansHoro 3akoHa ot 30 aHBapa 2024 rona N
1-®3), kacarowmecst NpegocTaBneHnsl rocyAapCTBEHHbIX YCNyr npy obpalleHMn nekapCcTBEHHbIX CPeACTB ANsi BETEPUHAPHOIO
npuMeHeHnst nocpeacTBoM deaepanbHON rocyaapCTBEHHON MHPOPMaLMOHHOW cucTeMbl "EQUHBIM nopTan rocy4apCTBEHHbIX U
MyHULUMNanbHbIX yenyr (pyHKUMR)", npumeHsiotes ¢ 1 aHBapsa 2026 roga - cM. NyHKT 6 ctatbn 4 PefepansHoro 3akoHa ot 30
aHBapa 2024 rona N 1-93.

KommeHTapun Kk ctatbe 34

CTATbA 35. NOBTOPHOE NPEACTABINEHUE NIEKAPCTBEHHOI'O NMPEMNAPATA, HE MPOLUEALWIENO
rOCYAAPCTBEHHOMU PErMCTPALUN NEKAPCTBEHHbIX NMPEMAPATOB, HA TOCYOAPCTBEHHYIO
PEFMCTPALIUIO NEKAPCTBEHHbIX NMPEMAPATOB

(YTpatnna cuny ¢ 1 niona 2015 roga - PeaepansHbin 3akoH 0T 22 aekabpa 2014 rona N 429-03. - Cm. npeablayLyo
peaakuuio)

KommeHTapum k ctatbe 35

CTATbA 36. OBXXKANNOBAHUE PELLEHNA OB OTKA3E B BbIAAYE PA3PELUEHUA HA NMPOBEOEHUE
KNMMHUYECKOIO MCCNEOQOBAHUA NEKAPCTBEHHOI'O NPENAPATA, PELLEHUA OB OTKA3E B
rOCYOAPCTBEHHOW PEMMCTPALIUM IEKAPCTBEHHOIO NPEMNAPATA, 3AKITIOYEHUSA KOMUCCUU
OKCMNEPTOB 3KCMNMEPTHOIO YYPEXOEHUA NI 3AKINTIOYEHUA COBETA MO 3TUKE

PelleHne coOOTBETCTBYHOLLENO YNOMHOMOYEHHOIO hbeaepanbHOro opraHa MCMOMHUTENbHOM BriacTM 06 OTKase B Bblgade
paspeLleHnss Ha NPOBeaEHNE KITMHUYECKOrO MCCNeaoBaHUs NeKapCTBEHHOMO nNpenapaTta, pelleHne ykasaHHoro degepanbHoro
opraHa WCMoOSNHUTENbHOM BnactTn 00 OTKka3e B roCcydapCTBEHHOW perMcTpauumn nekapCTBEHHOro npenapara, 3akmyeHue
KOMMCCUWN SKCMEPTOB 3KCMEPTHOrO YYpeXZeHUs UMM 3akmveHne COBEeTa Mo 3TMKe MOXET OblTb 0OXanoBaHO B MOpsiaKe,
yCTaHOBMNEHHOM 3akoHoAaTenbcTBoM Poccunckon ®egepaummn. 3aknoveHne KOMMCCUM IKCMEPTOB SKCMIEPTHOIO YUYpEXaeHUs O
B3aMMO3aMEHSIEMOCTM JIEKAPCTBEHHbLIX NpenapaToB AN MEAUUMHCKOrO MNpUMEHeHMst NMBo O TOM, YTO J1IeKapCTBEHHbLIN
npenapat ans MeauuUuHCKOro NMpUMEHEHUsI He SABNSIETCS B3aMMO3aMeHsIeMbIM, MOXET OblTb OOXanoBaHO Aep)kaTenem unm
BNafenbLemM perncTpaumoHHOro YOOCTOBEPEHUS IEKApPCTBEHHOrO npenapata B YMNOMHOMOYEHHbIN dedeparnbHbii opraH
WCMOMHUTENBHON BMacTW, KOTOPbIA MPUBMEKAeT K PacCMOTPEHMIO YKa3aHHOW Xarnobbl NMOOBEOOMCTBEHHbIE €My Hay4Hble
opraHusaumMm un obOpasoBaTeNbHbIE OpraHM3auunM BbICLLErO 0Opa3oBaHMsl, OCYLLECTBRSOWMNE AeATeNbHOCTb B cdepe
obpalLeHVs NekapCTBEHHbIX CPeACTB. 3aKIOYEHNE KOMUCCUMUN SKCMEPTOB 3KCMEPTHOMO yupexaeHusl, obopMIIeHHOE No utoram
nepecMoTpa 06XarnoBaHHOIO 3aKM4YeHUs 3KCnepTa, MOXET ObITb OCMOPEHO AepXKaTenem uUnu BrnagenbLeMm perncTpaLMoHHOro
YOOCTOBEPEHUS]  JIEKAPCTBEHHOTO Mpenapata Nunbo  YNONMHOMOYEHHBIM  MMW  fMLOM B NOPsSiAKe, YCTAHOBMEHHOM
3akoHogatenbctBom Poccuiickon ®depepaumn. [pu obxanoBaHWM peLLeHUs YNONMHOMOYEHHOro dheaepansHOro opraHa
WCMOMHUTENBHOWM BNAcTW, 3aKIOYEHNs 3KCnepTa UMM KOMUCCUN SKCMEPTOB SKCMNEPTHOIO YYPEXAEHUS, 3aKMOYEeHNsI coBeTa MNo
3TMKe AepXaTtenb unu Brageney perucTpaLMoHHOro yaooCTOBEPEHUSA NEKAPCTBEHHOMO npenapaTa nMbo yNnonHOMOYEHHOE UMK
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nMLOo BrpaBe NPeACTaBUTb pesynbTaThl 3KCNEPTU3bl eKapCTBEHHOrO Npenapara, NPOTOKOMbl NOMYYEHHbIX aKKpeaUTOBaHHbLIMU
ucnblTatenbHbIMU NabopaTopusiMu (LeHTpaMmn) pesynsTaToB UccreoBaHui, UCTbITaHUA.

(Ctatbsa B pepakunn, BBeaeHHon B gencteme ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM oT 22 aekabpa 2014 rona N
429-93; B peaakumm, BBegeHHon B genctane ¢ 1 mapta 2020 roga PenepanbHbiM 3akoHoM OT 27 nekabps 2019 roga N 475-
®3. - CMm. NpeapbiayLLyo PeAAKLMI)

KommeHTapun k ctatbe 36

CTATbA 37. N(HOOPMALMUA, CBA3AHHASA C OCYLECTBNIEHUEM rOCYOQAPCTBEHHOM PEFTMCTPALIMU UINA
PEFMCTPALIUUN NEKAPCTBEHHbIX NMPEMNAPATOB, MH®OPMALINA O SAPETMCTPUPOBAHHbIX
NEKAPCTBEHHDbIX NMPENAPATAX U NEKAPCTBEHHbIX NMPEMNAPATAX, MCKINOYEHHbIX U3
rOCYONAPCTBEHHOIO PEECTPA JNIEKAPCTBEHHbIX CPEICTB

(HanmeHoBaHue B pegakumu, BBeAeHHON B Aencteme PenepaneHbiM 3akoHom oT 30 aHBaps 2024 rona N 1-P3. - Cwm.

0peaplayLYo peaaKkLmio)

1. COOTBETCTBYIOLMIA YMNONMHOMOYEHHbIA beaeparnbHbIi OpraH UCMOMHUTENBHON BMAacTM pas3MeLlaeT Ha CBOEM
oduumnansHoMm cante B cetn "MHTepHeT" MHdopmMaumio, CBA3aHHYIO C OCYLLECTBNEHNEM rocygapCTBEHHOW perucrpauun munm
perucTpaummM InekapcTBEHHbIX MpenapaToB, B TOM YMCMe MNpPOBEOEHVMEM 3KCMepTU3bl NEeKapCTBEHHbIX CpeacTB (BKMtoyasi
pesynbratbl €e MNpoBeAeHWs), WHGOPMALMI O 3aperucTpUpPOBaHHbIX JIEKAPCTBEHHbIX Mpenapatax W NeKapCTBEHHbIX
npenapaTax, UCKIOYEHHbIX M3 FOCYNAPCTBEHHOIO PEECTpa NEKARPCTBEHHbLIX CREACTB, HE MO3AHEeEe YeM Yepe3 MATb paboumnx
OHEN CO [OHs MONyYeHUs YMNONHOMOYEHHbIM hbeaepanbHblM  OpraHoOM  UCMOSHWUTENBHOM BNAacTM  COOTBETCTBYHOLLEWN
MHopMaumn.

(Yactb B pegakuuu, BBegeHHon B aenctene ¢ 1 nonsa 2015 roga PegepanbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-
®3; B pegakumm, BBegeHHon B aencteme ¢ 13 aBrycta 2019 rona ®eaepanbHbiM 3akoHoM OT 2 asrycTta 2019 roga N 297-93; B
pegakumu, BBegeHHon B genctene PeaepansHbiv 3akoHoM oT 30 aHBapsa 2024 rona N 1-93. - Cm. npeablayLLyo peaakumo)

2. CpokM u nopagok pasMelleHnss yka3aHHOW B Yactu 1 HacTosulen cratbM MHGOPMauUM  yCTaHaBMUBAKOTCSA
YNONTHOMOYEHHbIM hefepanbHbIM OPraHoOM UCMONMHUTENBHON Bnactu. MHgopmauums, ykasaHHasa B Yactu 1 HacTosulen cTtaTbum,
SABNAETCSA OTKPbLITOM N OOLLEAOCTYNHOM U NPeaoCTaBAETCs 3aMHTEPECOBaHHbLIM fMLIAM B COOTBETCTBUM C 3aKOHOOATENIbCTBOM
Poccuickon ®eanepaumn.

(YacTtb B pegakuuun, BBegeHHown B aencrtene ¢ 1 nonsa 2015 roga PegepanbHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-
@3. - Cm. npeablayLyo peaakLuo)

KommeHTapun k ctatbe 37

MABA 7. KNTMHUWYECKUE UCCIEOOBAHUA NEKAPCTBEHHbIX NMPEMNAPATOB And MEOULMHCKOIO
NMPUMEHEHUA, 0OIOBOP Ob UX NPOBEOEHUN, NMPABA NALUWEHTOB, YHACTBYHOLWUX B 3TUX
MCCNEOQOBAHUAX

CTATbA 38. KNMMHUWYECKUE UCCINEOOBAHUA NEKAPCTBEHHbBIX NMPEMAPATOB Al MEAULUMHCKOIO
NMPUMEHEHUA

1. KnuHuuyeckme wuccnenoBaHWs §NEKApPCTBEHHbIX MpenapatoB AN MEOUUMHCKOTO MPUMEHEHUs, B TOM u4ucne
MeXOyHapoaHble MHOIOLEHTPOBbIE, MHOIOLEHTPOBbLIE, MOCTPErNCTPALUMOHHbIE, MPOBOAATCA B OOHOM WM  HECKONbKMUX
MEANLIMHCKNX OpraHn3aumsax B CreayroLmx Lensx:

(AB3au B pegakumm, BBefeHHoM B Aencteume ¢ 1 nonsa 2015 roga PeneparnbHbiM 3akoHOM 0T 22 nekabpa 2014 rona N 429-
®3; B pepakuun, BBegeHHON B AenictBne PenepanbHbiM 3akoHoMm oT 30 aHuBapsa 2024 roga N 1-®3. - Cm. npeabiayLuyio
peaakumio)

1) ycTtaHoBneHne 6e30MacHOCTM NeKkapCTBEHHbIX NpenapaToB Afis 340POBbIX 4OOPOBOMbLUEB U (MNM) NEPEHOCMMOCTU UX
300pOBbIMM  [OOPOBONbLAMKW, 3a WCKMIOYEHWEM TaKUX WCCNEAOBaHW IeKapCTBEHHbLIX MpenapaToB, MNPOM3BEAEHHbLIX 3a
npegenamu Poccuiickon ®egepaunm;

2) nogbop onTUMmarnbHbIX AO3MPOBOK FIEKAPCTBEHHOIO Mpenapara U Kypca fnedeHus ans nauueHToB C onpeferneHHbIM
3aboneBaHneM, onTMMarnbHbIX 403 M CXEM BaKUMHaALMU MMMYHOOMOMOrMYECKUMM NeKapCTBEHHbIMM MpenapaTtammn 340poBbIX
aobpoBonbLEB;

3) ycraHoBrneHve Ge3onacHOCTU NeKapCTBEHHOrO npenapata M ero apeKTUBHOCTM ANs NaUMEHTOB C ONpeaeneHHbIM
3aboneBaHnem, npocmnakTuiyeckon 3PMEKTUBHOCTY MMMYHOOMONOIMYECKUX JIeKapCTBEHHbIX NpenapaTtoB A1 340POBbIX
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nobpoBonbLEB;

4) n3yyeHve BO3MOXHOCTM PacCLUMPEHUS MoKa3aHWn Ans MEQULMHCKOTO NMPUMEHEHUS U BbISIBIIEHUSI paHee HEeU3BECTHbIX
NOoGOYHbIX AeNCTBUIA 3aperMcTpMpOBaHHbIX NIeKapCTBEHHbIX NpenapaTos.

1_1. KnuHunyeckme wnccnepoBaHMs neKapCTBEHHbIX MpenapaToB ANA MEAUMUUHCKOrO MPUMEHEHWs NpoBOAATCA B
COOTBETCTBUM C NpaBuiamMmu Hagnexawlen KNMHUYeCcKon NpakTukn, yTeep>KaeHHbIM1 EBpasninckon SKOHOMNUYECKON KOMUCCUEN.
(YacTb gononHutensHO BknoveHa PenepanbHbiv 3akoHoM oT 30 aHBapa 2024 roaa N 1-93)

2. B oOTHOWeEHMM BOCMPOM3BEAEHHbIX JIEKAPCTBEHHbLIX NpenapaToB Afi MEeOULUMHCKOro MPUMEHEHUST MPOBOASTCS
nuccrnenoBaHnst OMOSKBMBANEHTHOCTU U (MKM) TepaneBTUYECKOW SKBMBANEHTHOCTM B MOPSAKE, YCTAaHOBIEHHOM akTaMmu,
cocTasnsowmmn npaeo Cotosa.

(YacTb B pegakuun, BBegeHHon B gencteme PeaepanbHbiM 3akoHoM oT 30 aHeaps 2024 rona N 1-93. - Cm. npenplayLuyo
penakumio)

3. OpraHVlsau,mo npoeegeHna KInmHU4YeCcKnx nccnenoBaHUn NeKapCTBeHHOro npenapara ana meanunHCcKoro npuMmeHeHuA
BrnpaBe OCYLIeCTBIATb:

1) pa3paboTymK NieKkapCTBEHHOIO Npenapara U yrnoiHOMOYEHHOE UM JULIO;

2) obpasoBaTenbHble OpraHM3auMu BbICLIErO 00pa3oBaHUs, OpraHM3auun OOMOSHUTENLHOMO NPOMECCMOHaNbLHOIo
obpasoBaHus;

(MyHKT B pegakuun, BBeAgeHHOW B fencteune ¢ 1 ceHTabps 2013 rona PenepanbHbiM 3akoHoM OT 2 uionga 2013 rona N 185-
®3. - CM™. NpeapbiayLLyo PeAAKLNI)

3) Hay4Hble opraHu3aumm.
(MyHkT B pegakumn, BBeaeHHon B fencteme ®enepaneHbiM 3akoHoM oT 30 aHeapsa 2024 rona N 1-93. - Cm. npeaplayLuyo
peaakumio)

4. KnnHnyeckme nccrnegoBaHus NeKapCTBEHHONO npenaparta Ansa MeguuMHCKOro NpUMMEHEeHUs NPOBOASATCA Ha OCHOBAHUK
paspelleHns Ha npoBedeHuEe KIIMHWYECKOro WCCreaoBaHus feKapCTBEeHHOro npenaparta, BblAaHHOMO  YMOSTHOMOYEHHbIM
denepanbHbiM OpPraHOM WCMNOMHUTENbHOW BNACTU. YMOMHOMOYEHHbI dhedeparibHbIi OpraH UCNOMHUTENbHOW BracTu BeAET
peecTp BblOaHHbIX paspelleHnn Ha NPOBEAEHME KAMHUYECKMX UCCNedoBaHWM FeKapCTBEHHOrO npenaparta, codepkaliumn
yKasaHue Ha uX Lerb Unn uenu, B yCTaHOBIIEHHOM 3TUM OpraHoM Mopsiake.

(Yactb B pegakuuu, BBegeHHon B aencteue ¢ 1 nonga 2015 rona PegepanbHbiM 3akoHOM oT 22 Aekabpa 2014 rona N 429-
®3; B pemakumun, BBegeHHon B gencteue PenepanbHbiv 3akoHoM OT 13 utongd 2015 roaa N 241-93. - Cm. mpeabiayLyto
penakuuio)

5. Yactb ytpatuna cuny ¢ 1 monsa 2015 roga - PenepanbHbii 3akoH OT 22 aekabpa 2014 roga N 429-93. - Cwm.
OREeAbIAYLLYI0 peaaKLnio.

6. K opraHusaumm npoBeaeHUst KIMHUYECKMX UCCreoBaHWii NlekapCTBEHHOro npenapaTa Ans MeAULMHCKOro NpUMeHeHuUs!
pa3paboTyMKOM JeKapCTBEHHOro npenapata MOryT MpUBMEKaTbCs lopuandeckMe nuua nobol opraHvM3alMoHHO-NPaBOBOW
hopMbl Npu ycroBum obecrnedeHnst COOTBETCTBUS 3TUX UCCrefoBaHuii TpeboBaHuaM HacToswero degepanbHOro 3akoHa.

7. Yactb yTpatuna cuny - PenepanbHiint 3akoH ot 30 aHBapsa 2024 roqa N 1-93. - CM. npeablayLLyo peaakumio.

8. MNepeyeHb MeOUUUHCKMX OpraHu3auui, NPOBOAALMX KIMHUYECKME UCCMEedOoBaHUS NeKapCTBEHHbIX npenapaToB Anis
MEeOULUHCKOrO NPUMEHEHNS, U peecTp BbldaHHbIX paspeLlleHnii Ha npoBeaeHUe KNMHUYECKUX UCCneaoBaHuin NekapCTBEHHbIX
npenapaToB OMybrnMKOBLIBAOTCA U pas3MeLLalnTCsa YNONMHOMOYEHHbIM heaeparnbHbiM OpraHOM WCMONMHUTENBHOW BriacTn B
YCTaHOBNEHHOM MM Mopsiake Ha cBoeM oduumnansHOM cante B ceTu "VIHTepHeT".

(YacTb B pegakumu, BBeaeHHon B aenctene PeaepanbHbiM 3akoHoM 0T 30 aHBaps 2024 rona N 1-93. - Cm. npeablayLyo
penakumio)

KommeHTapun Kk ctatbe 38

CTATbA 39. PELLEHUE O NPOBEAEHUU KITMHWYECKOIO UCCNEAOOBAHUA NEKAPCTBEHHOIO
NMPENAPATA And MEAULUMHCKOIO NPUMEHEHUA
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1. KnuHuuyeckoe nccrnenoBaHne nekapCTBEHHOro npenapara afsi MeUUMHCKOrO NPUMEHEHNSI NPOBOAMTCS HAa OCHOBaHWM
paspelleHnsl Ha NpPOBEAEHUE KIMHUYECKOTO WCCIenoBaHUs JIekapCTBEHHOMO npenapaTta, BblAaHHOMO YMOMHOMOYEHHbIM
dhenepanbHbIM OpraHoM WCMOSTHUTENBHONM BRacTy MO pesynsTatam 3KCMepTU3bl 4OKYMEHTOB, HEOOXOAMMBIX A NOfyyYeHust
paspeLleHns Ha NPoBeAEHNE KIMHUYECKOTO UCCeoBaHUS NIEKAPCTBEHHOMO NpenapaTta WU 3TUYECKON 3KCNepTUsbl.

2. [nsa nonyyeHws paspelleHns Ha npoBedeHue KIMHUYECKOro WCCMefoBaHWs rekapCTBEHHOro npenaparta Ans
MeJVLIMHCKOro NPMMEHEHWs 3asiBUTENb HanpaBnsieT NOCPEACTBOM €OMHOro noprana B YNONMHOMOYEHHbIN dhefepanbHblii OpraH
WCMONHUTENbHOM BNAacTU UMK JINYHbLIA KAOUHET YNONTHOMOYEHHOro doegepanbHOro opraHa UCMOMHUTENbHOW BNacTn B €4MHON
cucteme:

(A63au B pepakuun, BBegeHHon B aencreme PenepanbHeiM 3akoHom oT 30 aHBapa 2024 rona N 1-®3. - CM. npeaplayLuyo
peaakumio)

1) 3asBneHve O Bbldaye paspeLleHnd Ha NpoBedeHue KIMHUYECKOro MCccrneaoBaHus nekapCcTBEHHOro npenapata Ans
MEeOULUHCKOrO NPUMEHEHNs, NoANMCaHHOE YCUINEHHON KBanMULnMpoBaHHOW 3NEKTPOHHOW NOANUCHIO;

(MyHKT B pegakuun, BBeaeHHon B aencteue PenepanbHbiM 3akoHom oT 30 aHBapsa 2024 rona N 1-93. - Cm. nopeablayLyto
penakuuio)

2) NyHKT yTpaTtun cuny - PeaepansHbin 3akoH ot 30 aHBapa 2024 rona N 1-93 - cMm. NpeabIayLLY0 PeAaKLIN;

3) NPOTOKON KIIMHUYECKOrO UCCNEAOBaHNSA NeKapCTBEHHOIO npenapara afsi MeauLUHCKOro NPUMEHEHUS;

4) 6poLutopy mccnegosaTens;

C 1 ceHTa6pst 2024 roga PenepanbHbiv 3akoHoM OT 30 aHBapa 2024 roaa N 1-®3 B NyHKT 4 4acTu 2 HaACTOsILLEN CTaTby
OyayT BHECEHbI M3BMEHEHNS.

5) MHbOpMALMOHHBIN NUCTOK NALUEHTa;

6) cBegeHus o6 onbiTe pa6OTb| vucecnegosaTtenen no COOoTBETCTBYHOLLMM CcneuynarnibHOCTAM N UX OnblTe pa6OTbI no
nposegeHno KMMHN4YEeCKNnxX nccnegoBaHum;

7) NYHKT yTpaTtun cuny - ®eaepaneHbivi 3akoH oT 30 aHeapa 2024 roga N 1-P3 - cM. OpeabiayLLyo peaakumio;

8) nyHKT yTpaTtun cuny - ®eaepancHbivi 3akoH oT 30 aHeapa 2024 roga N 1-P3 - cM. OpeabiayLLYo peaakUmio;

9) Konuto gorosopa obsasarenbHoro CTpaxoBaHud, 3aKn4YeHHOro B COOTBETCTBMKN C TUNOBbIMU NpaBunamMmmn obsa3arenbHoro
CTpaxoBaHuA, C YKa3aHuem npe,qeanoﬂ YNUCNMEHHOCTN nauuneHToB, Y4YacTBywOWMUX B KIIUMHMYECKOM uUccrnegosaHun
NeKapCTBeHHOro npenaparta gna MmeguumHCKoro npuMeHeHus;

10) nHcpopmMaumio 0 cocTaBe NeKapCTBEHHOro npenapaTa ansg MeanumHCKOro NpUMeEHeHNs;

C 1 ceHTa6pa 2024 rona PenepanbHbiM 3akoHoM OT 30 sHBapsa 2024 roaa N 1-P3 B nyHKT 10 yacTy 2 HACTOSILLEN CTaTby
OyayT BHECEHbI UBMEHEHMS.

11) OOKYMEHT, COCTaBIEHHbIN npoun3BoauTenemMm nexKkapCTtBeHHOro npenaparta Aana MeauUunHCKOro TmnpuMeHeHua wu
co,qep>|<au.l,v||7| nokasartenu (XapaKTepVICTI/IKVI), a TaKke cBegeHna O JeKapCTBeHHOM npenaparte Aand MeagunumHCKOro
npunmMmeHeHunda, npon3seaeHHoOM And nposeaeHnA KIMMHN4YeCckKnx nccnegoBaHuiy;

C 1 ceHTa6ps 2024 ropa PenepanbHbiM 3akoHoM oT 30 aHBapsa 2024 roaa N 1-®3 B nyHKT 11 YacTu 2 HaCTOsLLEN cTaTbu
OyayT BHECEHbI MU3MEHEHNS.

C 1 ceHTa6ps 2024 ropga PenepancHbiM 3akoHoMm OT 30 aHBapa 2024 roaa N 1-®3 yacTb 2 HacTosiwen ctatbn Oyger
AONOornHeH nyHktom 11_1.
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12) cBegeHnst 0 gate NpeaoCcTaBeHNsa N PErMCTpaumMoOHHOM HOMEpPE NMULIEH3UN Ha NPOM3BOACTBO NEKaPCTBEHHLIX CPEACTB
B Cry4ae, ecnu npou3BOACTBO JIEKAPCTBEHHOro npenapaTta ocyuwecTtenserca B Poccunckon depepaumn, unu SOKYMEHT,
cogepXalwmn ceegeHnsa o gate NpeaocTaBneHnst N permcTpaumoHHOM HOMEpPE 3aKMYeHUst O COOTBETCTBMM NMPOU3BOaUTENS
NeKkapCcTBEHHOro npenapata TpeOOBaHWsIM NpaBUN  Hagnexalwlen NPOM3BOACTBEHHOW MpPakTUKWA, NpegoCcTaBlEHHOro
YMOSTHOMOYEHHbIM OPraHOM CTpPaHbl MPOM3BOAMTENS FIEKAaPCTBEHHOIO Npenapara.

(MyHkT B pepakuvn, BBeaeHHou B fenctame ¢ 15 noHa 2018 rona PenepanbHbiM 3akoHOM OT 4 mioHs 2018 rona N 140-
®3; B pepakumu, BBegeHHom B gencteune ¢ 1 sHBapsa 2021 rona ®enepanbHbiM 3akoHOM OT 27 aekabps 2019 roga N 478-93; B
pefakumu, BBeeHHow B aerictene PenepanbHbiv 3akoHoM oT 30 aHBapda 2024 rona N 1-03. - Cm. npeabiayLLyio peaakLmi)

2 1. CepgeHus, nogTeepxaawwmne akT ynnatbl rocyAapCTBEHHONM MOLUNUHBI 3a MPOBeAEHME 3TUYECKOM SKCNepTU3bl,
3KCMepTu3bl OOKYMEHTOB Ha JIEKapCTBEHHBIN npenapaTr Ans MOMyYeHWs paspelleHuss Ha MpoBedeHMe  KITMHUYECKOro
nccrnenoBaHnst NMEeKapCTBEHHOrO npenapaTta Ans MeOMUUHCKOTO MPUMEHEHUs, 3a Bblgayy paspelleHus Ha npoBedeHue
KITMHUYECKOrO MCCneaoBaHUs NeKapcTBEHHOrO npenapaTta Ans MeOUUWHCKOTO MPUMEHEHMUs, 3a MNPOBEedEHME SKCMepTU3bl
OOKYMEHTOB Ha NeKapCTBEHHbIV npenapaT Ans NofyvYeHusl paspelleHnst Ha NpoBedeHe MeXayHapoaHOro MHOrOLEHTPOBOIO
KITMHWYECKOTO WCCNeAoBaHUs NeKapCTBEHHOrO npenaparta Afs MeOUUMHCKOrO MPUMEHEHUs, 3a Bbigady paspelueHuss Ha
NpoBeAeHNe MeXAyHapOOHOro  MHOFOLIEHTPOBOIO  KIMHWYECKOTO  MCCrefoBaHWsl  NEKapCTBEHHOro  npenaparta  Aansi
MEOWUMNHCKOrO MPUMEHEHUS, 3a NPOBEeAEHNE ITUYECKON IKCMEPTU3bI, IKCNEPTU3bl JOKYMEHTOB Ha NEKapCTBEHHLIN npenapat
ONA  nonyvYeHus paspelleHns Ha npoBedeHMe MOCTPErMCTPALMOHHOIO  KIMHUYECKOro UCCNeaoBaHUA JeKapCTBEHHOMO
npenapata gns MeauUMHCKOro NpUMEHeHWs:, 3a Bblgadvy paspelleHnss Ha NpoBedeHne NOCTPErMCTPaALNOHHOIO KIMHUYECKOro
UccneaoBaHUA NEKapCTBEHHOro npenapata  Ans  MeOUUMHCKOTO MPUMEHEHUs, a TakkKe CBeAeHMs O BbldaBaembiX
(NnpepocTaBnsieMbiX) YNOAHOMOYEHHBIMM  doedeparibHbIMU  OpraHamMu UCNOMHUTENbHOW BNacT OOKYMEHTax (CBeaeHusX),
yKasaHHbIX B MOyHKTe 12 4acTnm 2 HacTosulen CraTbu, YNOMHOMOYEHHbIM dedeparibHbli opraH WMCMNOMHUTENbHOW Briactu
3anpalumBaeT B NOpsiAKE MEXBEAOMCTBEHHOIO 3NIEKTPOHHOIO B3anMOAENCTBUS.

(YacTtb gononHuTtensHo BkntodeHa ¢ 1 sHBaps 2021 roga PeaepanbHbiM 3akoHoM OT 27 Aekabpa 2019 rona N 478-93; B
pefakumv, BBeAeHHow B aerictene PenepanbHbiv 3akoHoM oT 30 aHBapda 2024 rona N 1-03. - Cm. npeabiayLLyio penakLmi)

3. B cpok, He npeBbllawwun Tpex pabounx OHeW CO OHS HanpaBMEHUS B MNWYHbIA KaOMHET YMONMHOMOYEHHOro
degepanpHOro opraHa MCMOMHUTENbHOW BNacTu B €QUHOW CUCTEME yKas3aHHOro B MOyHKTe 1 yacTu 2 HacTosuwlen craTtbu
3asBNeHNs N HeobXOANMbIX JOKYMEHTOB, YNONHOMOYEHHbIN dheaepanbHbIi OpraH UCMONMHUTENBHOW BNAacTy:

(AB3aL B pepakumm, BBeOeHHOM B aenctene PenepanbHbiv 3akoHoM OT 30 aHBapa 2024 roaa N 1-93. - Cm. npenbiayLyto
penakumio)

1) npoBOAWUT NPOBEPKY MOMHOTHI M [OOCTOBEPHOCTU CBEOEHWI, COAEPXKALLMXCA B NPeACTaBMeHHbIX 3asiBUTenemM
AOKYMEHTaXx;

2) NpuHMMaeT pelweHne O npoBeaeHUn IKCNepTU3bl AOOKYMEHTOB A51d nonyvYeHua paspelleHna Ha npoBeneHune
KINMMHUYECKOro mnccrnenoBaHuna nekapCTtBeHHOro npenapara and meanunHCKoro npumeHeHna mn 3TUYECKON QKCNepTn3bl nnn 00
OTKa3e B npoBeeHNN YKa3aHHbIX 3KCMNEepPTUs;

3) HanpaenseT 3asBUTEN MOCPEACTBOM €AMHOrO noprtana WM B JIMYHbIA KaOWHET 3asBuTenst B eQMHOW CcuUcTeme
NnoAnucaHHoe YCUNEHHOM KBanmguULMPOBaHHOW 3NEKTPOHHOM MOAMUCHI0 YBEAOMSIEHUE O MPUHATOM pelueHun nubo B criyyae
NPUHATUSA pelleHnst 06 oTkase Takke C yKkasaHWeM NMpUYMH Takoro 0TKasa;

(MyHKT B pegakuun, BBeaeHHoM B genctene PenepanbHbiM 3akoHoM oT 30 aHBapa 2024 roga N 1-93. - Cm. npeablayLyto
penakuuio)

4) HanpaBnsAeT B NINYHbIN KaOMHET 3KCMNEepPTHOro YyYpEeXAeHUs B €AMHON CUCTEME U NINYHbIN KabuMHET coBeTa MO 3TuKe
3a[aHusa Ha NpoBedeHME COOTBETCTBYIOLLUMX 3KCMNEPTU3, NOAMNMCaHHbIE YCUNEHHbIMU KBanMULMPOBaHHbIMU 3NEKTPOHHLIMMW
noanucsiMun.

(MyHKT B pegakuun, BBegeHHon B gencteue PenepanbHbiM 3akoHoM oT 30 sHBapsa 2024 roga N 1-93. - CM. npenbiayLyo
penakumio)

4. B cnyyae BbISIBNEHMSI HEMOMHOTbI U (MNM) HEOOCTOBEPHOCTM WHOPMaLMK, coAepXallencs B npeacTaBneHHbIX
3aABUTENEM [AOKYMEHTaX, YMONMHOMOYEHHbIA beaeparnbHbIi OpraH UCMOMHUTENbHOW BNacTy HanpaenseT B NMUYHbIA KabuHeTt
3a9BUTENS B €QMHON cUcTeMe 3anpoc 06 YTOYHEHUN yKa3aHHOW MHGOPMAaLIMK, NOANNCAHHbBIA YCUIEHHON KBanuuuupoBaHHomM
SMNEKTPOHHOW noanuchlo. 3asButenb 06s3aH HanNpaBUTb B JIUYHbIA KabWMHET YMONMHOMOYEHHOro deaeparnbHOro opraHa
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06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 Ctpanuua 87
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

NCMONHUTENbHONM BracTu B €4UHOM cucteme NoanncaHHbIN YCUNEHHON KBanMULMPOBaHHON 3NeKTPOHHOM NOAMNNCBI0 OTBET Ha
3anpoc ynosiIHOMOYEHHOro chefgepanbHOro opraHa MCMOMHUTENBHON BRacTM B CPOK, HE MpeBbllalowmi geBaHOCTa paboumx
OHEeN Co OHA NOMy4YeHust YNonHOMOYEHHbIM dbegepanbHbiM OpraHoM UCMOSHUTENBHOW BNACTU 3NEKTPOHHOIO YBEAOMIEHUS O
nony4eHumn 3aasutenem 3anpoca. Cpok, ykasaHHbIN B YacTn 3 HacTosllen CTaTbu, NPUOCTaHABNMBAETCS CO AHSI HanpaBneHus
B ITMYHbIN KaOVHET 3asaBUTENSI B €AMHON CUCTEME 3anpoca YNoSIHOMOYEHHOro dhefgepanbHOro opraHa MCNOMHUTENBHON BNacTu
00 [OHA HanpaereHus B IMYHbIA KabMHET YNONHOMOYEHHOro degepanbHOro opraHa WCMNOMHUMTENbHOW BnacT B €4UHOWN
cucTemMe OTBETa Ha 3anpoc M He YYUTbIBAETCSl MPU MCHUCIIEHUN CpOKa NMPUHSITUS YMONTHOMOYEHHbIM dheaeparnbHbIM OpraHoM
WCMONHUTENbHOM BMacTW pelleHust O NPOBEeOEeHUN 3KCMepTU3bl OOKYMEHTOB Afsi MONyYeHUs paspelleHns Ha MnpoBedeHue
KITMHUYECKOrO NCCIeqoBaHMs NeKapCTBEHHOMO NpenapaTa ans MeanumMHCKOro NpUMeHeHust.

(YacTb B pegakunm, BBeageHHow B gencteme ®enepaneHbiM 3akoHoM o1 30 aHBapsa 2024 rona N 1-93. - Cm. npenplayLLyo

peaakumio)

5. OcHoBaHMeM [Ons oTkasa B MPOBEAEHMU 3SKCMepTusbl AOKYMEHTOB NS MOMyYeHUs1 paspelleHuns Ha npoBedeHue
KITMHWYECKOro UccriegoBaHus NekapcTBEHHOMO npenaparta 4nsi MeguuUMHCKOro NMpUMEHEHNS 1 3TUYECKON 3KCNepTusbl ABAsSeTCS
npencTaBneHne AOKYMEHTOB, MPedyCMOTPEHHbIX YacTbi 2 HACTOAUleN CcTaTbW, B HEMNONHOM obbeme, HenpencTaBreHue
3asBMTENEM B YCTAHOBMIEHHbIM CPOK OTBETA Ha YyKasaHHbI B 4YacTn 4 HacTosAuwlerW CTaTbW 3anpoc YMNOSIHOMOYEHHOro
beepanbHOro opraHa UCMONMHUTENBHOW BnacTn NMMbo OTCYTCTBME B MPeACTaBMEHHbIX JOKYMEHTaX NCHYEPMbIBAOLLENO NEPEYHS
HeobxoaMmon MHdopMauun Unn MHOpMauuKn, KoTopast OOSMkHa ObiTb OTpaXKeHa B HWMX, a Takke OTCYTCTBUE CBELAEHUN,
KOTOpble B AanbHenlleM MNOATBEPXKOAKTCS MOCPEACTBOM MEXBEOOMCTBEHHOrO 3fIEKTPOHHOrO B3auMMOAENCTBUS, O dakTe
ynnatbl rocygapCTBEHHOM MOLUWHBI 3a MPOBEAEHUE ITUYECKOW 3KCMEpPTU3bl, SKCNEPTMU3bl AOKYMEHTOB Ha NEeKapCTBEHHbIN
npenapat ans nonyvyeHus paspelleHnMsl Ha MpOBEAEeHME KIIMHUYECKOro WCCReaoBaHMsA JeKapCTBEHHOrO npenaparta Ans
MEOVUMHCKOrO MPUMEHEHMS, 3a Bblgady paspelleHnss Ha npoBedeHne KITMHUYECKOro MWCCNeaoBaHUs eKapCTBEHHOMO
npenapata Ans MeOWLMHCKOrO NPUMEHEHWs, 3a MPOBEAEHME IKCNEpPTM3bl OOKYMEHTOB Ha JEeKapCTBEHHbIA Mpenapart Aans
nony4yeHns paspelleHns Ha NpPoBeAEHNE MEXAYHapOOHOrO MHOFOLIEHTPOBOIO KIMHUYECKOro UCCrenoBaHMs fieKapCTBEHHOIO
npenapata gfs MeAMUMHCKOIO MPUMEHEHWs, 3a Bblgady paspelleHusi Ha MpPOBEAEHME MEXAYHAPOAHOr0 MHOrOLEHTPOBOIo
KITMHWUYECKOTO WUCCNEAOBaHUSA NEKApCTBEHHOrO mnpenaparta Ans MeauUMHCKOro MPUMEHEHWUS, 3a MNpPOBEedEHME 3TUYECKON
3KCMepTu3bl, IKCNEPTU3bl [OKYMEHTOB Ha feKapCTBEHHbI Mnpenapar Ans MonyyYeHusl paspelleHusl Ha npoBedeHue
NOCTPErMCTPaLMOHHOTO KITMHUYECKOrO MCCNefoBaHNs NTEKapCTBEHHOIO nNpenaparta Ans MeAULMHCKOro NpuMeHeHus, 3a Bblaady
paspelleHnss Ha npoBedeHne MOCTPErMCTPaLUMOHHOIO KIMHMYECKOrO WCCreaoBaHMs JeKapCTBEHHOro npenapata  Aans
MEANLMHCKOro NPUMEHEHMUS.

(YacTb B pegakumm, BBegeHHow B aencteme ®enepansHbiM 3akoHoM oT 30 aHBapsa 2024 rona N 1-93. - Cm. npenplayLLyo
penakumio)

6. MNMpoBeaeHve akcnepTusbl OOKYMEHTOB AMSA MNOMNyYeHUs paspelleHnss Ha NpoBedeHuEe KIIMHWYECKOro MCcrefoBaHus
NneKapCcTBEHHOro npenapara Ans MeguUMHCKOro NPUMEHEHNS U STUYECKOM 3KCNEPTM3bl, COCTaBEHNE KOMUCCUEN SKCNEPTOB U
COBETOM MO 3TUKE 3aKMiYeHWA O BO3MOXHOCTM WMN HEBO3MOXHOCTU NPOBEOEHUS TaKoro KIMHWYECKOro WUcCcregoBaHus,
noanucaHue 3akmnioyYeHWn YCUNEHHbIMU  KBanMMUUUPOBAHHBIMA  3MIEKTPOHHBIMU  NOAMUCAMW U HanpaBfeHne AaHHbIX
3aKMIOYEHUN B NNYHBIA KaBWHET YNOMHOMOYEHHOro deaepanbHOro opraHa WCNOMHUTENbHOM BRacTu B e4WHOW cucTeme
OCYLLECTBIAOTCA B CPOK, HE MpeBbllalWMA ABaguatv natv paboumx OHeW CO OHSA HanpaBreHUs B JUYHbIA KabWHET
3KCMEPTHOrO yYpPEXAEHMA B €OUHOW CUCTEME 3adaHusi YNONMHOMOYEHHOro dheaepanbHOr0 opraHa MCMONMHUTENbHOW BRNacTu C
KabWHET coBeTa MO 3TUKE B €AMHON CUCTEME 3aJaHusa YNOSIHOMOYEHHOro doeepanbHOro opraHa MCMONHUTENbHOW BNacTh ¢
NPUNoXXeHNeM JOKYMEHTOB, YKa3aHHbIX B yHKTax 3-6 1 9 YacTu 2 HacToALen cTaTbu.

(Yactb B pegakumm, BBegeHHoM B aencteme PenepanbHbiM 3akoHoMm oT 30 sHBapsa 2024 roga N 1-93. - CM. npenbiayLyto
penakumio)

7. B cpok, He npeBblllawWuin Tpex pabounx OHEeW CO [OHS HanpaBneHUs B MNUYHbIA KaOMHET YMONMHOMOYEHHOro
degepansHOro opraHa UCMOMHUTENBHON BNacTy B €QUHOW CUCTEME 3aKMioYeHWUN, yKasaHHbIX B YacTu 6 HacTosulen cTaTbM,
YNONTHOMOYEHHbIN befeparnbHbl opraH UCMONHUTENbLHOW BNacTu:

(AB3au B pemakumum, BBeAeHHoW B aencteue PenepanbHbiM 3akoHoM oT 30 sHBapa 2024 rona N 1-®3. - CMm. npeaplayLLyo

penaKuuio)

1) OCyLUeCTBINAEeT OLEeHKY NnoCTynmuBLLUNX 3aKn4eHnn ans onpegerneHna mx cooTBeTCTBMA 3agaHUAaAM Ha npoBeneHune
COOTBETCTBYHOLLKNX SKCNEePTU3;

2) NnpMHNUMaeET pelleHne O Bblaade pas3pelleHna Ha nposeneHne KInnHM4eCcKoro nccrnenoBaHnd nekapCTtBeHHOIo npenaparta
aona MeaumunHCKOro npuMmeHeHud, BHOCUT B peecTp BblAaHHbIX paspeLueHvM Ha npoBeaeHne KINHN4YeCKnx nccneaoBaHni
NeKapCTBEHHOro npenapara COOTBETCTBYIOLLYHO Manopmau,mo N HanpaBndeT nocpeacTtsoM eQuHOro noprana 3adaBUTeNto Unn B
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06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 CTtpanuua 88
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

NNYHBIN KabWHET 3asBUTENS B €OMHON CUCTEME BLIMUCKY U3 peecTpa BbiAaHHbIX paspelleHuin Ha NpOoBeAeHNe KIMMHUYECKUX
nccrnegoBaHuiA NIeKapCcTBEHHOIO Npenapara, NoANMCaHHY YCUNEHHOW KBanMgULMPOBAHHON 3NEKTPOHHOM NOAMNUCHIO;

(MyHKT B peaakuun, BBeaeHHOM B aencteue PeaepanbHbiM 3akoHom oT 30 sHeapa 2024 rona N 1-93. - CM. npenblayLyto
penakumio)

3) npuHMMaeT peleHne 06 oTkase B Bblgaye paspeLleHns Ha NpoBEAEHNE KITMHUYECKOro UCCneaoBaHUs NeKapCTBEHHOMO
npenaparta ans MeguLMHCKOro NMPMMEHEHUS U HanNpaBnsieT NOCPEeACTBOM €QMHOrO nopTana 3asiBUTENO Ui B NINYHbIN KabUHET
3asBUTENA B €4MHON CUCTEME JaHHOe pelueHue, NoanncaHHoe YCUIEHHOW KBannduuMpOBaHHON 3NEKTPOHHOW MOAMUCHIO, C
yKa3aHueMm Npu4vH oTkasa.

(MyHKT B pegakumm, BBeAeHHoW B aencrteue PenepanbHbiM 3akoHoM oT 30 aHBapsa 2024 rona N 1-03. - Cm. npeaplayLLyo
penakuuio)

8. OcHoBaHuem ana OTKa3a B Bbladye pas3pelleHunda Ha npoBegeHune KIMHNUYeCKOoro uccnegoBaHuA JieKkapCTBeHHOro
npenaparta ana MmeaununHCKOro npuMeHeHunda ABndaeTca Hanndme 3akito4eHnAa KOMUCCUM SKCNepToB Ui 3aKIt4YeHna coBeTa no
9TUKEe O HEBO3MOXHOCTWU npoBeaeHuna KIMHU4YeCKoro wuccnenoBaHnda JneKkapCTBeHHOro npenapara Aand mMeaunuuHCKoro
NnpMeHeHnA No pesyrnbraTtaM NpoBeaeHHbIX SKCNepTn3, NpeayCMOTPEeHHbIX YacCTbio 6 HacTodLlen cTaTbu.

9. PeweHne o006 oTkaze B MNPOBEAEHUWN IKCMEPTU3bl [OKYMEHTOB ANsl MOSlyYeHWUs paspelleHuss Ha npoBedeHue
KIMHWYECKOrO UCCreaoBaHns NIekapCTBEHHOro npenaparta Anst MeauuMHCKOro MPUMEHEHUS U 3TMYECKOW 3KCNepTu3bl U B
Bblgaye paspelleHnsi Ha MpoBedeHMe KIMHUYECKOro WCCIEeAOBaHUS feKapCTBEHHOrO npenapata Ans MeaguumHCKOro
NpUMeHeHMs1 MOXeT ObITb 06kanoBaHoO B Nopsiake, YCTaHOBIIEHHOM 3akoHoaaTensctBoM 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)

MonoxeHus ctatbn 39 HacToswero ®eaepanbHOro 3akoHa (B pegakumm PenepansHoro 3akoHa ot 30 aHeaps 2024 rona N
1-93), kacalLmecs npegocTaBneHns rocyaapCTBEHHbIX YCnyr npy obpalleHnM nekapCTBEHHbIX CPEACTB AN MEAULIMHCKOro
NPYMEHEHNs MOCPeACTBOM €4MHON roCyAapCTBEHHONW WH(OPMAaUMOHHOW cucTeMbl B cdepe 30paBoOXpaHeHust U (Unu)
denepanbHON rocygapcTBeHHOM MHAOPMAaUUOHHOM cucTembl "EAWHBIA nopTan rocygapCTBEHHbIX U MYyHUUMNAMbHLIX YCNyr
(dbyHkuUMRN)", npumeHstoTea ¢ 1 aHBapsa 2025 roga - cM. OyHKT 5 ctatbn 4 PenepanbHoro 3akoHa ot 30 aHeapsa 2024 rona N 1-
3.

KommeHTapun k ctatbe 39

CTATbA 39_1. 3TUHECKAA IKCNEPTU3A

1. OTudyeckas JKCnepTn3a npoBoguTCA COBETOM MO 3TUKEe, CO3OaHHbIM B MNMopAnke, YCTaHOBJNIEHHOM YMNOJTHOMOYEHHbIM
cbenepaanblM opraHom WCMNONMHNTENbHON BNAacTh, B LENAX Bbldayun 3aKnoyeHns 006 aTnyeckonn 060CHOBAHHOCTM BO3MOXHOCTH
npoeegeHnAa KnmHnM4eCcKoro nccnegoBaHnAa nekapCTtBeHHOro npenaparta and MeamumnHCKOro npuMeHeHu4.

2. 3|<cr|epTaM|/| coBeTa no 3TUKE MOryT ObITb npeacrasutTenn MeaununHCKUX OpFaHI/ISaLLI/IIZ, Hay4HbIX OpFaHI/I3aL|,I/Il7I,
O6pa30BaTeﬂbelX OpFaHI/I3aLl,I/IIZ BbICLUETrO O6paSOBaHVIF|, a TaKkxe npencraButTenu 00LLEeCTBEHHbIX opraHmsaLu/uZ, PENMUrMo3HbIX
OpFaHI/I3aLI,VII7I n cpencTte MacCcOoBOW I/IHCbOpMaLlI/II/I. [aHHble 9KCNepTbl HE OOJMKHbl HAaXo4UTbCA B Kakon-nnbo 3aBMCMMOCTM OT
pa3pa60T‘-|MKOB NeKapCTBEHHbIX NpenapartoB U ApYyrux nnu, 3anHTepecoBaHHbIX B pe3dynbratax 3TMYECKOM 9KCNepTu3bl.

3. Onnata ycnyr 3KCrnepToB COBETa MO 3TUMKE OCYLLECTBNSAETCHA Ha OCHOBaHWM [OroBOpa, 3aKMYEHHOro Mexay
YNONHOMOYEHHbIM defeparnbHbIM OPraHOM UCMONHUTENBHOW BNAacTU, KOTOPbLIM CO3[aH COBET MO 3TUKE, U AKCNEPTOM COBeTa Mo
3TUKe, 3a cyeT OIOXKETHbIX acCUrHOBaHWM, NPeayCMOTPEHHbIX YNONHOMOYeHHOMY dedepanbHOMY OpraHy WCMONMHUTENbHOW
BMacTu, KOTOPbIM CO34aH COBET Mo 3Tuke, B dedepanbHOM Oloaxere Ha COOTBETCTBYHOLMI rog Ha obecnedeHue ero
OEeATenbHOCTH, B pa3Mepax, yCTaHOoBMNEeHHbIX NpaButenbcTtBoM Poccuiickon ®egepaumn.

4. JkcnepTbl COBETA MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBUU C 3aKoHOAaTenscTBOM Poccuiickon ®epepaumm.

4 1. lNpu npoBeAeHUN 3TUYECKOW IKCMEPTM3bl HE OOMYyCKaeTcsl UCTpeboBaHME IKCNEPTOM Y 3asBUTENS NMMOO MHbIX NuL
mMaTepuanoB, HEOOXoANMbIX AN NPOBEAEHNS 3TUYECKON aKcnepTusbl. B criyyae HeqoOCTaTOMHOCTM MpeacTaBeHHbIX SKCNepTy
MaTepuanoB B NUYHbIA KabWHET 3asBUTENs B €4MHOW CUCTEME YMOMHOMOYEHHBLIM FMLOM COBETa MO 3TUKE HanpaBnsieTcs
3anpoc o npeacTaBneHun HeobXoouMbIX MaTepuarnos, NOAMUCAHHBIN PyKOBOAMTENEM (YMONMHOMOYEHHBIM MMLIOM) COBETa Mo
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3TMKE C MCMONb30BaHNEM YCUIEHHOW KBaNUULMPOBAHHOWN 3NEKTPOHHOW MOAMMUCK, a Takke HanpaBnseTcs yBeaoMreHne ob
yKka3aHHOM 3anpoce B NINYHbIN KaOWMHET YNONHOMOYEHHOrO dhefeparnibHOro opraHa UCMNONMHUTENBHOW BNacT B €4UHON CUCTEME.
(Yactb gononHuTenbHO BKkNtoveHa PeaepanbHbiM 3akoHoM oT 30 aHBapsa 2024 roaa N 1-93)

4 2. 3aaBuTenb 06s13aH HanpaBUTb B JINYHbIN KAaOMHET COBETa MO 3TMKE B €OUHOW CUCTEME MOAMNMCAHHbLIA YCUIEHHON
KBanMMUUMpPOBaHHOW 3NEeKTPOHHOW NOAMMCHI0 OTBET Ha 3anpoc O NpeacTaBeHun HEOBXOAMMbIX MaTepuanoB COBETY MO 3TUKE
B CpPOK, He MpeBbillaloWmiA AeBAHOCTa paboumx OHEeW CO OHS MOIyyYeHUsl COBETOM MO3TUKE 3MEKTPOHHOro yBeAOMIEeHUs O
nornyyYeHumn 3agBUTENEM YKa3aHHOro 3anpoca. Bpemsi co oHs HanpaBneHus COBETOM MO 3TUKE B NMUYHbIA KaOWHET 3aaBUTENS B
€OUHOI cMcTeme 3anpoca O nNpeacTaBneHMn HEOOXOAMMbIX MaTepmanoB 40 OHS HanpaBreHnst 3agBUTENEM B NNYHbBIN KabuHeT
COBETa MO 3TMKE B €OMHOM CUCTEME OTBETa Ha YKasaHHbIN 3arnpoc He YYUTbIBAETCA MPU MCYUCIIEHUM CPOKa MpoBedeHUs
3TUYECKOWN IKCNEPTU3bI.

(YacTb gononHuTenbHO BkNoveHa PenepanbHbiv 3akoHoM oT 30 aHBapa 2024 rona N 1-93)

5. CoctaB coBeTa Mo 3TuKe, MoroXeHue o6 3TOM coBeTe, NMOpSOOK ero AeATeNbHOCTU, TpeboBaHusa K KBanudukaumum un
onbITy paboTbl MO 3KCMEPTHON OLEHKe HayyHblX, MeOWULMHCKUX W ITUYECKUX acnekToB KIMHUYECKUX WCCrenoBaHui
nekapcTBeHHbLIX MpenapaTtoB ANS MeOULMHCKOTO NMPUMEHEHUs, NpeabsBrseMble K 3KCcrepTamM cOBeTa Mo 3TWKe, MOPSAoK
opraHuM3auMm U NpPOBeAEHUs 3TUYECKOW IKCNepTM3bl, ¢opma 3aKkniYeHUss coBeTa MO STUKE YyCTaHaBnMBaloTcs
YNOMHOMOYEHHbIM dhefepanbHbiM OpraHoM UCMONMHUTENbHOW Bnactu. Yucno npegctaButenein MeguUMHCKUX opraHusauuii He
MOXET MNpeBbIaTh MNOMOBUHY OT OBLLEro YMcna 3KCNepToB COBETA MO ITUKE.

6. WHdopmaumuss o coctaBe coBeTa NO 3TMKe, NNaHax ero paboTbl M TeKylenh AeATENbHOCTM pasMellaeTcs Ha
oduumnanbHOM canTe ynonHOMOYEHHOro doeaepanbHOro opraHa UCNOMHUTENBHON BNacTu B ceTh "VIHTEpHET" B YCTaHOBMNEHHOM
UM nopsiake.

(Ctatbsa gononHuTenbHo BrtodeHa ¢ 1 uionsa 2015 roga PeaepanbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-93)

MonoxeHus ctatbkn 39_1 HacToswero PegepanbHOro 3akoHa (B pegakumm PepepanbHoro 3akoHa ot 30 aHeaps 2024 roaa
N 1-®3), kacaroLmecs npeaocTaBneHnst rocyAapCTBEHHbIX YCNyr npu obpalleHun NekapcTBEHHbIX CPeACcTB ANns MEeAULIMHCKOrO
NPYMEHEHMS MOCPeACTBOM €4MHON rOCyAapCTBEHHONW MWHM(OPMAUMOHHOW CcuCTeMbl B cdepe 30paBoOXpaHeHust U (Unu)
denepansHON rocygapcTBEHHOM MHMOPMAaUUOHHOW cucTembl "EAWHBIA nopTan rocygapCTBEHHbIX U MyHUUMNAMbHLIX YCNyr
(dbyHkUMRN)", npumeHstoTea ¢ 1 aHBapsa 2025 roga - cM. OyHKT 5 ctatbn 4 ®enepanbHoro 3akoHa ot 30 aHeapsa 2024 rona N 1-
3.

KommeHTapun k ctatbe 39 1

CTATbA 40. NPOBEOEHUE KITMHWYECKOIO UCCINEAOBAHUA NEKAPCTBEHHOIO NPEMNAPATA ANA
MEOAWLMHCKOIO NPUMEHEHUA

1. PykoBoguTenb MeOWLUMHCKOW oOpraHvM3aumu, KoTopasi MpoBOAWUT KIMHUYECKOE WCCNefoBaHMe IeKapCTBEHHOro
npenapata Ans MeOWLWHCKOrO MPUMEHEHUs, Has3HayaeT WcchnegoBaTens, OTBETCTBEHHOrO 3a MNpPOBedEeHWe TaKoro
nccrnegoBaHns M MMeroLero fevebHylo cneumanbHOCTb, COOTBETCTBYIOLLYIO MPOBOAMMOMY KIMHUYECKOMY MCCeqoBaHMI0
nekapCcTBEHHOrO Nnpenapara, Co CTakeM paboThl Mo NporpaMMaM KIMHUYECKMX UCCIEA0BaHUA NEKAPCTBEHHLIX NpenapaToB He
MeHee 4YeM TpW roga M MO ero NPeanoXeHWK HasHadaeT couccriegoBaTtenied M3 4ucra Bpaderh 3TOM MeLMUUHCKON
opraHusaLuu.

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

2. ViccnepoBarenb ocyulecTenaeTr Bbl60p nauyneHToB, KOTopble MO MeJULUMHCKMM NoKa3aHUAM MOryT ObITb npuBrneYyeHbl K
y4acTuio B KIMMHNYECKOM nccreaoBaHUn nekapCTtBeHHOro npenapara gnda MmeauumHCKoro npuMmeHeHus.

3. WccnepoBatenb M covccrniegoBaTeny OOMmkHbl GbiTb O3HaKOMIIEHbI C pesynbTaTamy JOKIUMHUYECKOTO MCCrenoBaHust
neKapCTBEHHOro CpefcTBa, coaepXalummumcs B GpoLutope uccrefoBaTtens, NPOEKTOM NPOTOKoma KMMHUYECKOTO UCCRenoBaHUs
rnekapCTBEHHOro npenaparta Ans MeauUMHCKOro MpUMeEHeHUsi, pa3paboTaHHbIM pa3paboTynMkom nekapcTBEHHOro npenapara
U MHBIM IOPUANYECKUM FMLOM, NPUBREKaeMbIM K OpraHM3aummn NpoBeAeHUsT KIMHUYECKOrO UCCreaoBaHus NekapCTBEHHOMO
npenapata gns MeauLMHCKOro MPUMEHEHUS, U APYTMMX MaTepuanamu Takoro uccrnegoBaHus.

3_1. PykoBoguTenb MEOMWLUWHCKOM OpraHu3auum B CpPOK, He MpeBbIaloWuin Tpex pabounx OHeW co AHs Hadana
NPOBEAEHUST KITMHUYECKOTO UCCreoBaHMs NeKapCTBEHHOMO Npenapara s MeauUMHCKOro NpuMeHeHusi, coobuaet ob sTom B
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YMONIHOMOYEHHbIN  doefeparnbHbli  opraH WUCMOMHUTENbHOW  BRacTh, BblAaBLUMA paspelleHMe Ha NpoBedeHue Takoro
NccneaoBaHUsa, MO YCTaHOBMNEHHOM MM ¢hopme (4YacTb AgononHutenbHO BkrtodeHa ¢ 1 aHBaps 2011 roga PenepanbHbiv
3akoHOM 0T 29 Hosa6psa 2010 rona N 313-3).

4. OpraHu3aunu, OCyLLEeCTBSOLLME OpraHn3auunio NpoBeaeHNs KITMHUYECKOro uccrneoBaHns nekapCTBEHHOrO npenapara
ANs  MeOMUMHCKOrO MNMPUMEHEHWss U yKasaHHble B Yactu 3 crtatbu 38 HacTosuwlero PenepanbHoOro 3akoHa, B Crydae
HeobXoOMMOCTM BHECEHWs WU3MEHEHWA B MPOTOKON KIMHUYECKOr0 WUCCreaoBaHusl TNEeKapCTBEHHOro npenapara  Aans
MEAVLIMHCKOrO MpUMEHeHUs cooblaT o0 3TOM B YNOMHOMOYEHHbIV dedepanbHbii OpraH WCMOMHUTENbHOW BRacTw,
BblJaBLUM/A paspelleHne Ha MNpoBedeHVE Takoro MCCrNefoBaHWs, MO YCTaHOBMEHHOM MM ¢opme (4acTb JononHeHa ¢ 26
okTs16ps 2010 ropa PenepanbHbiM 3akoHOM oT 11 okTabpa 2010 rona N 271-93 - cM. npeabiayLLyo peaakuuio).

4_1. CDopma COO6LLI,€HI/I9| O BHECEHMM U3MEHEHWI B MPOTOKOJT KIMMHNYECKOIro nccnegoBaHuna nekapCTtBeHHOro npenapara
Ona MeuumMHCKOro npuMeHeHuna OormkHa cogepikaTtb cnegyruine cseageHus:

1) HanmMmeHoBaHue, I/I,D,eHTI/I(*)I/IKaLI,VIOHHbIIZ HOMep 1 AaTta NpoToKoJ1a KIMMHU4YeCKoro nccrnegoBaHunA;
2) faTa BHECEHUSI UBMEHEHUI B NPOTOKOJ1 KIMTMHNYECKOIro nccrnenoBaHus;
3) HanMeHOBaHUE N MeCTO HaxoXXAeHUA 3adaBUTend,

4) HanMeHoBaHWe opraHm3auuu, anBnequHoﬁ pa3pa6OT‘-II/IKOM NeKapCTBEHHOro npenapara K opraHmsauun nposegeHunaA
KIMNMHU4YEeCKoro nccrnenosaHuna (I'IpM HaJ'IVILIVII/I);

5) HaMeHOBaHUS 1 MecTa HaXOXAEHUS1 MeAULMHCKMX OpraHn3aumii, B KOTOPbIX NPOBOAMUTCS KITMHUYECKOE UCCIedOBaHVE;
6) AaTa Bblaaym paspeLleHust Ha NPOoBeAeHNE KITMHUYECKOTO UCCIEQOBaHNS Y HOMEp 3TOrO paspeLleHus:;
7) NU3MEHEHWS, BHOCUMbIE B NMPOTOKON KITMHWUYECKOrO UCCIeoBaHus.

(YacTtb 4_1 pononHuTenbHO BkModeHa ¢ 26 oktabpsa 2010 rona PenepaneHbiM 3akoHoM oT 11 okTa6pa 2010 rona N 271-
®3)

5. B cpok, He npeBblaWUA ABaALATU BOCbMU paboynx AHEN CO OHS MONYyYEeHUs YKa3aHHOro B YacTu 4 HacTtosulewn
CTaTb COOOLLEHMS, YMOMHOMOYEHHbIM (bedeparnbHbli OpraH WCMOMHUTENBHOW BnacTy paccMaTpuBaeT 3TO coolLlleHue B
YCT@HOBMIEHHOM MM MOpsiAKE W MPUHMMAET pELUeHUE O BHECEHWM M3MEHEHUA B MPOTOKON KITMHWYECKOTO WCCIEeAoBaHUs!
nekapcTBEHHOrO npenapata Ans MeguuMHCKOro NMpUMEHeHUs unmn ob OTKase BO BHECEHUU Takmx M3MEHEHWR, NognucaHHoe
YCUMNEHHOW KBanMUUMPOBAHHOW 3MEeKTPOHHOW MoAMNMUChI0, NMOCPEACTBOM HaMpaBfeHWsi COOTBETCTBYHOLLETO peLUeHuUs B
NUYHBIA KabWHET 3aaBuUTENd B eanHOM cucteme. Npu paccmoTpeHnn coobLleHnst 0 HeobxoaUMOCTU BHECEHUSA U3MEHEHUI B
NPOTOKON KIMMHWYECKOTO WCCINEAOBaHUS JIeKapCTBEHHOrO npenapata Ans MeguUMHCKOTO MPUMEHEHUS B LENsIX OLEHKM
0DOCHOBAHHOCTM MpegnaraemblXx U3MEHEHW U onpeneneHns CTeneHn pucka Ans NauveHToB, NPUHUMAaloOWMX ydacTue B
KITMHUYECKMX WCCNEAOBaHUAX, YMNOMHOMOYEHHbIM deaepanbHbiM OpraHoM WCMOMHUTENBHOM BracTM MOrYT MpUBMeKaTbes
3KCMNepTbl COBETA MO 3TUKE U (UNKN) AKCNEPTbI IKCNEPTHOIO YUPEXKAEHUS.

(YacTtb B pegakuuun, BBegeHHon B aenctene ¢ 1 nonsa 2015 roga degepanbHbiM 3akoHOM OT 22 Aekabpsa 2014 roqa N 429-
®3; B pegakumm, BBeaeHHon B genctene PenepanbHbiv 3akoHoMm oT 30 gHBaps 2024 rona N 1-93. - Cm. mpenbiayLyto
penakumio)

6. KnuHuyeckoe wccnenoBaHMe nekapcTBEHHOro npenapaTta  Ans  MEOULMHCKOTO MNPUMEHEeHUs MOXeT ObiTb
NMPUOCTaAHOBMEHO UMM MNpeKpalleHo, ecrnv B MNpoLecce ero npoBedeHunst OOHapyXeHa OMacHOCTb ASst XKM3HMW, 300pOBbS
nauueHToB. B cnyyae BO3HWKHOBEHWSI OMACHOCTU ANsl JKWM3HW, 340POBbs MaUMEHTa, Y4YacTBYKOLIEro B KIMHUYECKOM
uccrnenoBaHnM NeKapcTBEHHOro npenaparta Ans MeaMUUHCKOro NMPUMEHEHUs!, uccrnegoBaTenu obs3aHbl NpoMHAOopMUpoBaTh
06 3TOM pyKoBOAMTENs MeOWULMHCKOM oOpraHusaummM W OpraHu3aumio, MONyYMBLLYK paspelleHne  YnorIHOMOYEHHOro
defiepanbHOro opraHa UCMONMHUTENbHOW BMAcTU Ha OpraHu3aumio NPoBedeHUs! KITMHUYECKOro UCCreoBaHns NekapCTBEHHOMo
npenapata. PelleHne O NMPUOCTAHOBMNEHUWN KIMHUYECKOrO WUCCredoBaHus NeKapCTBEHHOro npenapaTta Ans MeaulUHCKOro
NMPUMEHEHMST TMPUHUMAaOT PYKOBOAMTENb MEAMUMHCKOW opraHusaumm u (Mnu) opraHusauusi, MonyumBlUas paspeLleHue
YNOSTHOMOYEHHOro  hefepanbHOro  opraHa  WCMONMHUTENbHOW BRacTM  Ha  OpraHu3auuio  NPOBeAEHUs  KIUMHWUYECKOro
MCCneqoBaHus NIeKapCTBEHHOMoO npenapara Ans MeauLMHCKOro NPMMEHEHWS, pelLleHre O NpekpaleHun Takoro NccrneaoBaHns
NMPUHMMAET YNONHOMOYEHHBIV cheaepanbHbIil opraH UCNOMHUTENBHOW BNAacTh Ha OCHOBaHUM COOBLLEHNSI B MUCbMEHHON hopme
pyKOBOOUTENSA MEAULMHCKON opraHusauuyM WUnu opraHusauusi, nonyymBllasi paspelleHue YronHOMOYeHHoro deaepanbHoro
opraHa MCMONMHUTENBHOW BNacTu Ha opraHn3aumio NPoBeAEHUs KIMHUYECKOro 1ccreqoBaHus NekapcTBEHHOro npenapara ans
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MEONLIMHCKOIo NpUMeHeHuA.

7. B cpok, He npeBblwaWnUn NATKU pabodunx OHEW CO OHS 3aBepLUEHUsl, MPUOCTAHOBMEHWUS UMW MpPeKpaLLeHus
KNMHWYECKOTO WCCNEedOBaHUSA eKapCTBEHHOro mnpenapata Ans  MeguUMHCKOTO NpUMeHeHusi, coobuleHne o6 3Tom
HarnpaBsnseTcs opraHn3auusaMuy, ykasaHHbiMU B YacTu 3 ctatbn 38 HacTosuwero deaepanbHOro 3akoHa, B YNOMHOMOYEHHbIN
tbeqepanbHbI OpraH UCMOMHUTENBHOW BNAcTh MO YCTaHOBEHHON UM dhopMme.

8. ®dopma cooblieHMs O 3aBEepLUEeHUW, MPUOCTAHOBIEHUM WM  MPEKPaWEeHUM  KIMHUYECKOrO  MCCreaoBaHust
neKapCcTBEHHOro npenapara ans MeauuUHCKOro NPUMEHEHUS A0IKHA codepXaTh:

1) MHbopMaLMIO O MeaULIMHCKON OpraHM3aLMmn U MeauLMHCKUX opraHnsaumsax, NPoBoAMUBLLMX AaHHOe NCCrneaoBaHue;
2) onvcaHve AaHHOro UccrnenoBaHus;

3) paHHble uccriegoBartens (amMunus, UMsi, OTYECTBO, MeCTO paboThl, 3aHMMaemMas OOIMKHOCTb, CNeLUMarnbHOCTb, CTax
paboTbl MO MporpaMmaM KIMHUYECKUX WUCCIeqoBaHU NeKapCTBEHHbIX NpernapaTtoB, NepeyveHb KIMHWYECKMX MCCrenoBaHui
NneKkapcTBEHHbIX NpenapaToB, B KOTOPbIX OH MpPUHMMan y4vacTue (nepvofbl yyacTusi) B KavyecTBe MWccrnegoBaTens unm
couccneposatens) (MyHKT gonomnHeH ¢ 26 okta6psa 2010 roga PenepancHbiM 3akoHoMm OT 11 okTs6ps 2010 rona N 271-93 -

CM. NpeablayLLyio peaakumio);

4) pesynsTaT OaHHOTO MCCNEeAoBaHWs (3aBeplueHue, NPUOCTAHOBMEHWE WMV NpeKkpalleHWe OaHHOro WCCreaoBaHusl C
yKazaHMeM WX MPUYUH U BIUSHUA HA OLEHKY €ro pesyrnbraTtoB, OOLLyl0 OLEHKY pUCKa M OXWMOAeMOW MoMb3bl OT NMPUMEHEHUsI
uccnedyemoro fekapcTBeHHOro npenapara, a Takke npeanonaraemble aansHenwme 4encTemns).

8_1. lMNpwn BbisBNeHuM cenepanbHbiM OPraHOM MCMAOMHUTENBbHON BNACTW, OCYLLECTBAALWMM (PYHKLMM MO KOHTPOSO U
Hag3opy B cdepe 30paBOOXpPaHEHWs, HapyLIeHW npaBui  Hagnexawewn KrIMHWUYECKOW MpPakTUKM nNpu  npoBeLeHUn
KIMHWYECKOTO WCCNeaoBaHMSA IeKapCTBEHHOro npenapaTta, BRUAWWMX Ha MNOMHOTY U (Mnn) AOCTOBEPHOCTb [JAHHOro
KNMHWYECKOrO MCCNeaoBaHus, yKasaHHbIM dhegepanbHbll opraH MCNOMHUTENbHOW BriacTy MpUOCTaHaBNUBAaET NpoBeAeHue
AaHHOrO KIUHWYECKOro MccrefoBaHus U BbIHOCUT MEAMLMHCKOM OpraHu3auuun, B KOTOPOW NPOBOAMTCH OaHHOE KNMHUYecKoe
uccnepoBaHve, npegnucaHue 06 YCTpaHeHWW BbISIBIIEHHbIX HapylleHui. [pyu HeycTpaHeHMU MeAMLMHCKOW opraHusauunen
BbISBIIEHHbIX HapPYyLUEHUN B YCTAHOBMEHHbIN B NpeanucaHnm CpoK yKasaHHbIn doefeparnbHbli OpraH UCNOMHUTENBHOW BNacTu
NPYHUMAET peLleHne O NpeKpaLleHun NPoBeAEeHNsT KITMHUYECKOro UccrnenoBaHns NekapcTBEHHOMO nNpenaparta U HanpasnseT B
denepanbHbIn opraH UCMOMHUTENBHON BNAcTW, OCYLLECTBAOWMA PyHKLMM Mo BblpaboTke M peanu3auumn rocygapcTBeHHON
NONMUTUKN U HOPMAaTUBHO-NPaBOBOMY PErynMpoBaHnio B chepe 30paBoOOXpaHeHUs, 3aKrnodeHne O BbIIBIEHUN NpU NpoBeaeHnn
OaHHOIO KINMHUYECKOTO UCCMNeaoBaHNs HapyLUEHUI NpaBun Hagnexallen KIMMHUYECKON NPaKTUKU AN NPUHATUS pelleHns ob
OTMEHe paspelleHusl Ha opraHvM3auuvio NpoBedeHUs OAHHOMo KIMHUYECKOro UCCNeaoBaHWsA C AaTbl MPUHATUS peLLeHus O
NPUOCTaHOBNEHNM NPOBEAEHUSA KIMMHUYECKOTO UCCNEAOBaHNA NekapCTBEHHOrO npenapara.

(MacTtb gononHuTenbHO BkMoveHa ¢ 1 nionga 2015 roga PenepanbHbiM 3akoHOM OT 22 fAekabps 2014 rona N 429-93; B
pedakumu, BBegeHHon B gencteue PeaepanbHbiv 3akoHoM oT 13 miona 2015 rona N 241-93. - CM. npeablayLLyio peaakLmio)

8 2. lNpn npoBedeHMM KIMHUYECKOro UCCNefoBaHWSA NEeKapCTBEHHOro npenaparta Ans MeuUMHCKOro MpUMEHEHUsT B
cnyyae YTOYHEHMSI (M3MEHEHUS) [OaHHbIX, COoAepXalluMxCA B paspelleHun Ha npoBedeHne AaHHOro  KIMHUYECKOro
nccneaoBaHUs, Ha OCHOBAHMM HaMpaBeHHOro B NINYHbIA KaBUHET YyNOMHOMOYEHHOIO doeepanbHOro opraHa NCMNoMHUTENBHON
BMacTu B eAMHON cucTeme obpalleHns 3asaBuTens, nognmMcaHHOro yCUneHHon KBanmuumMpoBaHHON 3NEKTPOHHON NOANUCHIO, C
NPUNOXeHNeM MOTMBMPOBaAHHOIO OBOCHOBAHWUA WM [OKYMEHTOB, MOATBEPXAAMOLWMX HEeOoBXoAMMOCTb YTOYHEHMS AaHHbIX,
YMONMHOMOYEHHbIN dheaepanbHbld OpraH UCMONMHUTENBLHOM BNACTU B CPOK, HE NpeBbilalowmii ABaguati BoCbMu1 pabounx gHewn
CO [HSA NOCTYNneHus Takoro obpalleHnsi, BHOCUT M3MEHEHUS B paspelleHne Ha MnpoBedeHMe KMMHUYECKOro MccneaoBaHus
nekapcTBeHHOro npenaparta A MeQULMHCKOrO NPUMEHEHMS U peecTp BblAaHHbIX paspeLLeHnid Ha NpoBeaeHNe KIMHUYECKNX
nccnenoBaHui NekapcTBEHHbIX NpenapaToB, a Takke HanpasnsaeT B MUYHbIN kKabuHeT 3asBuTens B €QnHON CUCTEME BbIMUCKY
13 peecTpa BblAaHHbIX pa3peLleHnin Ha NpoBedeHne KINMHUYECKMX NCCNeAoBaHUIN NekapCTBEHHbIX NpenapaToB, NOAMUCaHHYIO
YCUNEHHOW KBanNnuUMpoBaHHOW 3fIEKTPOHHOM MOANUCHI0, NMMBO NPUHMMAET pelueHne o6 OTkase BO BHECEHUU U3MEHEHU B
paspelleHne Ha MpoBedeHMEe KINMHUYECKOr0 UCCreaoBaHWs NeKapCTBEHHOro npenaparta Anis MeAWULMHCKOro MpUMEHeHUs 1
HanpaBnsieT B NMNYHbIA KaOVMHET 3asBUTENS B €OMHON CUCTEME 3TO peLLeHne, NoANUCaHHOe YCUNEHHOW KBannduumMpoBaHHON
3MNEeKTPOHHOW NOAMUCHIO, C YKa3aHNeM NpPUYnH OTKa3a.

(YacTb gononHuTensbHo BkNoveHa PenepanbHbiv 3akoHoM oT 30 aHBapa 2024 rona N 1-93)
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9. YNonHOMOYeHHbI deaeparnbHbIi OpraH WCMOMHUTENBHON BRacTM OnyobnukoBbIBaeT WM pa3MeLlaeT Ha CBOEM
oduymnansHoM camte B cetn "MIHTepHeT" cooblieHne O 3aBepLUeHUN, NPUOCTAHOBMEHUU WNN NPEKPaLLEHUU KIMHUYECKOTO
nccnenoBaHus nekapcTBEHHOMO nNpenaparta Anst MeAMLMHCKOrO NPUMEHEHUSI B CPOK, HE MPEBbILIAIOLLMIA NATU paboynx gHen co
[HS1 ero nony4eHusl, B yCTaHOBMEHHOM MM MOPSiAKeE.

10. YNnonHOMOYEeHHbI dheaeparibHbIi OpraH MCMONMHUTENbHOW BNacTU OCYLLECTBSET BEAEHMNE PeeCcTpa uccnegoBaTenen,
NPOBOAALLMX UMM NPOBOAUBLLUNX KIMHUYECKUE UCCEA0BaHNS NeKapCTBEHHbIX NpenapaToB Ans MeOULUHCKOrO NpUMEeHeHus, B
COOTBETCTBUN C YTBEPXOAEHHbIMW UM MpaBunamMu 1 pasmMellaeT ero Ha cBoem oduumansHoM camte B cetu "UHTepHeT" B
YCTaHOBMEHHOM UM MNOpsAKe. YKasaHHbIA peecTp CoaepXnUT UHdopmaumio, npeaycMOTPeHHY NyHKTOM 3 Yyactu 8 HacTosuwen
CTaTbu.

11. OT4yeT 0 pe3ynbratax KMMHUYECKOr0 WMCCrefoBaHMs NEeKapCTBEHHOrO npenapata Afis MEeOUUUHCKOTO MPUMEHEHMS
COCTaBrSIeTCHA opraHm3auuen, ykasaHHoW B Yactu 3 cTatbu 38 Hactosulero PenepanbHOro 3akoHa, M NpeacTtaBnsdeTcs B
YMONMHOMOYEHHBIN  befepanbHbIil  OpraH  WUCMOMHUTENBLHOM BMAacTW, BbIOABLUMA paspelleHne Ha NpOBEOEeHWe 3TOro
MUccneaoBaHUs, B CPOK, He MNpeBbllUalWMin ABeHaduatM MecsileB CO [OHS ero 3aBepLUeHWUs, MPUOCTAHOBIEHUS WK
npekpalleHus, B Nopsiake, yCTaHOBMEHHOM YMOIHOMOYEHHbIM hefepanbHbIM OpraHOM UCMOSNHUTENBHON BracTu.

(Yactb B pepakumm, BBegeHHon B aencteme PenepansbHbiM 3akoHoMm oT 30 sHBapsa 2024 roga N 1-93. - CM. nopeabiayLLyto
penakuuio)

12. HapyweHne npaBun Hagnexawenm KIMHUYECKOM NpakTuKK, danbcudukaunsa pesynstaToB  KIMHUYECKOro
nuccrnegoBaHWst NekapCTBEHHOrO npenapata  Ans  MeAMUMHCKOrO MpUMEHEeHUst BreKkyT 3a CoOOM OTBETCTBEHHOCTb B
COOTBETCTBUM C 3aKoHOAaTeNbLCTBOM Poccuiickon Penepaunn.

(YacTtb B pegakuuun, BBegeHHom B aenctene ¢ 1 nonsa 2015 roga PegepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-
®3. - Cm. mpeapiayLwLyo PeAaKLn)

13. TMpy npoBefeHUM KIMHUYECKOrO WCCreaoBaHUsi NEKAPCTBEHHOrO npenapaTta Ans MeaWULMHCKOro MpUMEHEHUs
ponyckaetca 3abop y naumeHToB Guonornyeckux marepuanoB (oOpasiubl OMONOrMyeckux XWAKOCTEW, TKaHeW, CEKPETOB W
NPOL4YKTOB XU3HEAEeATEeNbHOCTU YeroBeka, (PU3MONormyeckux M MaTororMyeckux BblOEneHWin, MasKoB, COCKOOOB, CMbIBOB,
MUKPOOPraHM3mMoB, G1oncuiiHbIA MaTtepuan) ansa ux usydeHus B Poccunckon depepauum n (unu) 3a npegenamu Poccuiickon
depepauuu.

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

14. Mopsgok BBO3a B Poccuiickyto Pepepaumio M BbiBo3a 3a npegensl Poccuickon depepaummn Ouonorndeckux
MaTepuarnoB, MOSyYeHHbIX NPW NPOBEOEHUN KIMHUYECKOro MCCreaoBaHMs feKapCTBEHHOro npenapara ans MeauuMHCKOro
npuMeHeHus, yctaHaesnusaetcs lNpasuTtenscTBom Poccuinckon ®egepauun.

(Yactb B pegakuuu, BBegeHHon B aenctene ¢ 1 nonga 2015 rona PegepanbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-
@3. - CM. NpeabIayLyo peaakLnio)

MonoxeHus ctatbn 40 HacToswero ®eaepanbHOro 3akoHa (B pegakumm PenepansHoro 3akoHa ot 30 aHeaps 2024 rona N
1-®3), kacaloLmecs npeocTaBneHns rocygapCTBEHHbIX YCnyr npy obpalleHnM nekapCTBeHHbIX CPEACTB ANA MEeAULIMHCKOro
NPUMEHEHNsT MOCPEACTBOM €OUHOW roCyAapCTBEHHON WHM(OPMAaUMOHHOM CcUCTEMbI B cdepe 30paBOOXpPaHEeHUs u (Mnwm)
begepanbHOM rocyaapCTBEHHON MHAOPMaLMOHHON cucTeMbl "EOWHBIMG nopTan rocygapCTBEHHbIX M MyHUUMMANbHbIX YCNyr
(dpyHkUMRN)", npumeHstoTea ¢ 1 aHBapsa 2025 roga - cM. OyHKT 5 ctatbn 4 PepepansHoro 3akoHa ot 30 aHeapsa 2024 rona N 1-
D3.

KommeHTapun k ctatbe 40

CTATbS 41. AOIOBOP O NPOBEOEHUN KITMHUYECKOIO UCCINEAOBAHUA NEKAPCTBEHHOIO
NPENAPATA And MEOQULUMHCKOIO NPUMEHEHUA

1. KnuHnyeckoe nccnegoBaHue nekapcTBEHHOMO nNpenapara Ans MeauuMHCKOro npuMeHeHUst NpoBOAMTCA B COOTBETCTBUM
C [OroBOpPOM O MPOBEAEHMU KITMHUYECKOro UCCNefoBaHWSA NeKapCTBEHHOro npenaparta Ans MeAWLMHCKOro npuMeHeHus,
3akniovaeMbiM Mexay opraHusaumen, nonyymslLEN paspelleHue YNOorTHOMOYEHHOro hefdeparnbHOro opraHa UCNONMHUTENLHOM
BNacT! Ha opraHn3aumio NPOBEAEHUSA TaKOro MccrnegoBaHus, U MeQULIMHCKON opraHu3aumei, ocyLLeCcTBRSIOLWeN npoBegeHne
TaKkoro uccrnegoBaHus.
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2. ,D,OFOBOp O npoBegeHun KIiMHM4ecKoro uccrieqoBaHuna JekapCTBeHHOro npenaparta and MeaunuuHCKOro npuMmeHeHud
OOIMKeH coaepxaTb:

1) yCcnoBus 1 CPoKM NpoBeAeHWs1 4aHHOTO UCCREenoBaHUs;

2) onpegeneHve obLiei CTOMMOCTM NporpamMmMbl JAHHOTO UCCNEAOBAHNS C yKa3aHWEM CyMMbl, NpeaHasHadatoLencs ans
BbINSAT UccrienoBaTensiM, COMCCreaoBaTensm;

3) onpeneneHue opMbl NpeAcTaBneHns pesynbLTaToB AAaHHOIO UCCNeaoBaHus B YNOMHOMOYEHHbIA dbedepanbHbli opraH
WCMOIMHUTENBHOW BNacTu.

KommeHTapun k ctatbe 41

CTATbA 42. PUHAHCOBOE OBECINEYEHUWE KTMHWYECKOIO UCCINEQOBAHUA NEKAPCTBEHHOIO
MPENAPATA And MEAULUMHCKOIO NPUMEHEHUA

durHaHcoBoe obecnedeHne KMMHMYECKOro MccrenoBaHust JlIeKapCTBEHHOro npenaparta And MegumuunHCKOro npuMeHeHuda
OCYLUECTBIIAETCA 3a CHET:

1) cpencTts cdeaepanbHOro GroaXeTa;

2) cpencTe opraHmaau,MVl, nonyymBlLNX paspelleHne Ha opraHm3auuio npoeseaneHnda OaHHOro wuccnenosaHud, B
COOTBETCTBMU C yCrnOoBUAMKU OroBopa O ero nposeneHnu;

3) MHbIX He 3anpeLleHHbIX 3akoHoaaTenscTBOM Poccuickon degepaLmm UCTOYHUKOB.

KommeHTapum k ctatbe 42

CTATbA 43. NMPABA NAUMEHTOB, YHYACTBYHOLWWX B KIMHUYECKOM UCCIEAOBAHUN NEKAPCTBEHHOIO
NPENAPATA And MEAULMHCKOIO NPUMEHEHUA

1. Yyactne naumeHToB B KIMHWYECKOM MWCCriegoBaHMm NeKapCTBeHHOro npenapara anda mMeguunHCKOro npuMeHeHusa
ABNAeTCA ﬂ,OGpOBOJ’IbeIM.

2. auneHT nnm ero 3akoHHbIV NpeacTaBUTENb AOMKEH ObiTb MH(OPMNPOBAH B MMCbMEHHOW hOopME:

1) 0 nekapcTBEHHOM Mpenaparte AN MeOWUMHCKOrO MPUMEHEHUSI W CYLLHOCTM KIMHUYECKOro WCCriedoBaHus 3TOro
nekapcTBeHHOro npenapara;

2) o 6e30nacHOCTM NeKapCTBEHHOro npenapata Ans MegMUMHCKOrO MpUMEHEHUs, ero oxuaaemorn 3deKTUBHOCTU U
CTEeNeHn pucka Ans naunueHTa;

3) 0ob ycnosuax y4dyactuda nadueHTta B KIMMHUYECKOM WcCnenoBaHMM NeKapCTBEHHOro npenapara Aand MeguunHCKOro
NPpUMEeHeHnA;

4) O uenn nnu uenax n npoaormknTenbHOCTU KIMMHNYECKOro nccregoBaHua rekapCTtBeHHOro npenapara ana meanumnHCcKoro
NpUMEeHeHnA;

5) O OEeNCTBUAX NauMeHTa B cny4dyae HenpeaBnaeHHbIX 3d3¢)eKTOB BIMMAHNA NEeKapCTBEHHOIO npenapara Ana MeanumHCKoro
NnpMMeHeHnA Ha COCToAHME ero 340p0BbA;

6) 06 ycnoBusx o6s13aTenbHOro CTpaxoBaHMs XXU3HW, 300POBbS NAUMEHTA;

7) 0 rapaHTUsaX KOHMOEHUMANbHOCTU y4acTUs NaumMeHTa B KINMHUYECKOM MCCrefoBaHMN NekapCTBEHHOro npenapara ans
MeOMLMHCKOTO NMPUMEHEHUSI.
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3. JobpoBonbHoe corfacue nauuMeHTa Ha ydacTve B KIMHUMYECKOM MCCIeoBaHWU JfleKapCTBEHHOro npenaparta Aans
MeOMLMHCKOTO MNPUMEHEHWUS TMOATBEPXAAETCs ero MOAMWCbI WM  MOAMUCHI0  €ro  3aKOHHOMO  MpPeAcTaBuUTENs Ha
VH(OPMAaLIMOHHOM JIMCTKE NaumeHTa.

4. TlauneHT uUnu ero 3aKoHHbIN MNpedcTaBUTENlb MMEET MpaBO OTKasaTbCs OT Y4acTusl B KIMHUYECKOM MCCreaoBaHuu
nekapcTBEHHOro npenapara Ans MeauLUUHCKOro NpUMeHeHns Ha nioGoit cTaamMu NpoBeaeHMsl TaKoro UccrnenoBaHus.

5. MNpoBeaeHne KNMHUYECKOrO UCCIeaOoBaHNs NIeKapCTBEHHOMO npenaparta Ans MeAULUHCKOrO NPUMEHEHUS C y4acTMEM B
KayecTBe NauMeHTOB AeTeln JonycKaeTCs TOMbKO C cornacus B MMCbMEHHOW chopme ux poguTenen, ycolHoButenen. etn moryt
paccmaTtpumBaTbCs B Ka4ecTBe MOTeHUMarnbHbIX NALUMEHTOB TaKoro MCCreaoBaHusl, TONMbKO €Cnn ero nposeaeHne Heobxoanmo
ONS YKpenneHus 300poBbs AeTeN Unn npodunakTuku MHPEKLMOHHBbIX 3aboneBaHuii B JETCKOM BO3pacTe nNMbo ecrniv Lenbio
Takoro uccnefoBaHUsA SBNAETCA MOMyYeHue AaHHbIX O Haunydllen O03UpOoBKe NeKapCTBEHHOro npenaparta And neyeHus
geten. B aTux cnyvasx TakOMy WCCRegoBaHWIO OOSMKHO MpewecTtBoBaTb KIWMHUMYECKOe uccrefoBaHue feKkapCTBEHHOro
npenapata AnsS MEOUUUHCKOrO TMPUMEHEHMS Ha COBEPLUEHHOMETHUX rpaxdaHax, 3a MCKYEeHVeM CchnyvaeB, ecnu
nccnegyemblin NeKapCTBEHHbIN NpenapaTt Ans MeaMLUMHCKOro NpMMEHeHUs npegHa3HayeH UCKMIoYUTENbHO A5 UCNOMNb30BaHMs
HECOBEPLUEHHONETHUMM rpaXkgaHamu.

(Yactb B pepakumun, BBeaeHHoON B gencrteue ¢ 22 Hosbps 2014 rona PenepanbHbiM 3akoHOM OT 22 okTa6pa 2014 roga N
313-03. - Cm. npeablayLLYI0 peaakLmio)

6. 3anpeLu,aeT0ﬂ nposeneHne KInnHN4eCcKoro nccrieqoBaHmna nekapCcrBeHHOro npenapara and MmeamumnHCKOro npuMeHeHuna
C y4yactmem B Ka4ecTBe NauneHToB:

1) peren-cMpoT n geTen, octaBLuMxca 6e3 noneveHns poamTenen;

2) XeHWWH B nepuos 6epemMeHHOCTU, XEHLUMH B Mepuop rpyaHOro BCKapMIMBaHWS, 3a WCKIIOYEHWEM CrlydYaeB, ecnu
NMPOBOAUTCS KITMHUYECKOE WCCIeaoBaHne NeKkapCTBEHHOro npenapaTa, npegHa3HayYeHHOro Ansl YKasaHHbIX KEHLWWH, npu
YCNoBUM HeobXoauMOCTM MorydYeHus WHOpMauuM TONbKO BO Bpemsl TMPOBEOEHUS COOTBETCTBYIOLUMX  KITMHUYECKUX
nuccrnefoBaHUii U MPUHATMS BCEX HEOOXOOMMBIX Mep MO WCKIIOYEHUID puUCKa HaHEeCEeHWs Bpeaa >KeHWWHe B nepuod
GepeMEeHHOCTH, KEHLLUMHE B Nepyog, rpyaHOro BCKapMIMBaHuWs, nNiody unm pebeHky;

3) BOEHHOCYyXallnx, 3a UCKIIOHYEeHNEM CriydaeB npoBeaeHnd KIMHUYEeCKOro nccneaoBaHunAa nekapCTtBeHHOro npenapara,
cneyunanbHO pa3pa60TaHHoro ona npuMmeHeHna B yCrnoBUAX BOEHHbIX OEencTBun, '-Ipe3BbNal7leIX CVITyaLI,I/IIZ, I'IpOd.)VIJ'IaKTVIKI/I n
neyeHns 3aboneeaHun u nopa>|<eHV||7|, NONy4YeHHbIX B pegdynbrate BO34EeNCTBUSA HeGJ'IaFOFIpI/IFITHbIX XUMUYECKUX, 6VIOJ'IOFVI"IECKI/IX,
pagnaunoHHbIX (baKTOpOB. KnnHnyeckoe nccnegosaHmne Takoro NNeKapCTBEHHOro npenapara MOXeT NpoBoAUTbCA C y4aCcTuemM B
KayvyecTBe nauMeHTOB BOEHHOCHYyXallnx, 3a MUCKINMK4YeHneM BOEHHOCYyXallnXx, npoxogdawmnx BOEHHYIO CJ'Iy)K6y no npu3biBy, C
cobniogeHnem Tpe6OBaH|/Il7|, YCTaHOBJTI€HHbIX HAaCToALLUM d)e,qepaanblM 3aKOHOM B OTHOLUEHUU rpaXXaaHCKUX nnL;

4) cOTpYOHMKOB NPaBOOXPAHUTENbHbLIX OPraHoB;

5) nuu, oTobIBalOLWMX Haka3aHne B MecTax nmieHns cBoboabl, a Takke Nuu, Haxo4aLmMxcsa nog CTpa)KeVI B CIeACTBEHHbIX
n3ondartopax.

7. onyckaeTcs npoBefieHne KMMHUYECKOro UCCneaoBaHus NekapcTBEHHOro npenapara Ans MeauLUUHCKOro NpUMeHeHuNs,
npefHasHaYeHHOro Ans NeyYeHus NCUXMYecknx 3aborneBaHuil, C ydyacTeM B KayecTBe MaLMeHTOB MUl C MCUXUYECKUMMU
3aboneBaHNsaMM, NPU3HAHHbLIX HEeAeecnocobHbIMM B NOpsAAKe, YCTaHOBMNEHHOM 3akoHoaaTenbcTBoM Poccuiickolri denepauun.
KnuHuyeckoe nccnenoBaHne NekapcTBEHHOrO npenaparta B 3TOM crny4vae NpoBOAWUTCA MPU HanMuMu cornacus B NUCbMEHHOM
hopMme 3aKOHHbIX NpeacTaBUTENEN YKasaHHbIX N,

C 1 anBaps 2025 ropa ®enepanbHbiv 3akoHoM oT 30 aHBapa 2024 roga N 1-®3 B ctathio 43 HacTosiwero PegepanbHoOro
3aKkoHa byoyT BHECEHbBI MU3MEHEHUSI.

KommeHTapun k ctatbe 43

CTATbA 44. OBA3ATEJIbHOE CTPAXOBAHUE XXU3HWU, 30OPOBbA NALMEHTA, YHACTBYIOLLEIO B
KMMHWYECKOM UCCNEOOBAHUU NNEKAPCTBEHHOIO NMPENAPATA AnA MEANLUWHCKOIO NPUMEHEHUA
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1. OpraHusauusi, nonyyMBLIas pa3peLleHe Ha OpraHM3auuio NPOBEAEHUS KIMHUYECKOTO UCCNEAOBaHNS NEKAPCTBEHHOIO
npenapara ans MeauUMHCKOro NpuMeHeHusi, 06si3aHa B kKaueCTBe CTpaxoBaTensl CTpaxoBaTb PUCK MPUUUHEHUSI Bpeaa XU3HW,
300POBbIO NaUMEHTa B pedynkTaTe NPOBEAEHUS KITMHUYECKOTO MCCNEAOBaHNS NEKAPCTBEHHOMO Npenaparta Afsi MeamuUMHCKOro
NPUMEHEHWs 3a CBOW CHET MyTEeM 3aKIoYeHWsl oroBopa 06A3aTeNlbHOMO CTPaxoBaHus.

2. O6beKTOM 0653aTeNbHOIO CTPaxoBaHWUS SIBMSETCS MMYLLECTBEHHbLIN MHTEPEC MauMeHTa, CBA3aHHbIN C NPUYMHEHUEM
Bpeaa ero >XusHW WUnn 340pOBblo B pesyrnbrate NpoBedeHWs KIIMHUYECKOro MCCreqoBaHusl NekapcTBEHHOrO npenaparta ans
MeOMLMHCKOTO NMPUMEHEHUSI.

3. CTanOBbIM cny4yaemMm no goroesopy 06s3aTenbHOro CTpaxoBaHuA 4ABNAETCA CMepTb nauuneHTa unu yxyaleHue ero
300p0BbA, B TOM 4uCre BlneKkyllee 3a cobowm yCTaHOBIl€Hne WMHBanngHoOCTU, npu Hanuydnm I'IpVIHI/IHHO-CJ'Ie,EI,CTBEHHOVI CBA3N
MeXxay HacTtynieHmem 3Toro cobbIThsA 1 y4YyacTtnem nauuneHTa B KIMMHNYECKOM 1ccrnenoBaHnn NekapCTBeHHOro npenapara.

4. TpeGOBava O BO3mMelleHun Bpena, npud4nHEeHHOro XXU3Hu nnm 3aopoBbio NauneHTa, NnpeabABliAdl0TCA B Te4EeHEe CPOKOB
MCKOBOW OaBHOCTH, YCTaHOBJI€HHbIX rpa*XaHCKUM 3aKOoHO4aTes1bCTBOM.

5. Pasmep CTanOBOIZ BblNfiaTtbl N0 4OroBopy obsasaTenbHoro CTpaxoBaHUA COCTaBIIAET:

1) B Crny4ae CMepTu nauumeHtTa asa MWUIIJIMOHa py6nel71 Ha KaXagoro nauueHTa, y4acTtBoBaBLIEro B KITMHUWYECKOM
ncecnenosaHM NekapcTBeHHOro npenapara;

2) Npu yxyaweHuy 300poBbs NaumeHTa:

a) nosnekwem 3a coboi ycTaHOBNEHWE WMHBanNUZHOCTU | rpynnbl, OAUH MWIMIMOH MSATLCOT ThiCAY pybnen Ha Kaxgporo
nauueHTa, y4acTBOBaBLUETO B KIMHWYECKOM MCCIeOBaHWUN NEKapCTBEHHOTO Npenapara;

6) noenekwem 3a cobor ycTaHOBMNEHWe uHBanuaHoctu Il rpynnbl, oguH MUNMUWOH pybnen Ha Kaxgoro nauueHTa,
y4aCcTBOBABLUETO B KNIMHUYECKOM UCCIeqoBaHUM NekapcTBEHHOIO Npenapara;

B) noBrekwem 3a cobon ycTaHoBneHwue uHBanuaHocTu Il rpynnbl, NSTBCOT ThicAY pybner Ha KaXZoro nauueHTa,
y4acTBOBaBLLErO B KIIMHUYECKOM UCCrieJoBaHMM NieKapCTBEHHOMO npenapara;

r) He NoBneklweM 3a CoOON YCTAaHOBMNEHUS UHBANMAHOCTU, He Boree 4YeM TpucTa ThicaYy pybnen Ha Kaxaoro naumeHTa,
y4acTBOBaBLLErO B KITMHUYECKOM UCCIEAOoBaHUN NIeKapCTBEHHOMO npenapaTta, UCxoas U3 HOPMaTUBOB, OTPaXKatoLLMX XapakTep
MU CTeNeHb NOBPEXOEHUS 340pOBbsl, a Takke (PaKTUYEeCKU MOHECEHHbIX MauMEHTOM PaCXOAOB, Bbi3BaHHbIX MOBPEXAEHWEM
300pPOBbS, HA MEANLIMHCKYIO MOMOLLb, MPUobpeTeHne nekapCTBEHHbIX NpenapaTos.

(MognyHKT B pepakumun, BBegeHHon B gencteune ¢ 1 nona 2015 rona ®enepanbHbiv 3akoHOM 0T 22 aekabpa 2014 rona N
429-03. - CM. npeablayLLYI0 peaakLmio)

6. Yactb ytpatuna cuny ¢ 1 monsa 2015 roga - PenepanbHbii 3akoH OT 22 aekabpa 2014 roga N 429-93. - Cwm.
OREeAbIAYLLYI0 peaaKLnio.

7. Cpok poroBopa o06s3aTeNlbHOrO CTPaxoBaHUS He MOXET OblTb MeHee, YeM CpPOK MPOBEOEHUS KIMHUYECKOTo
1ccrnefoBaHus ekapcTBEHHOTO Npenapara.

8. Ycnosua gorosopa o6a3aTenbHOr0 CTpaxoBaHWs, B TOM YMCIe CTpaxoBble Tapudbl No ob6A3aTenbHOMY CTpaxoBaHWUIo,
nepeyeHb HeobXOAMMbIX OOKYMEHTOB AN OCYLUECTBMEHMS CTPaAXOBOW BbiNfaTbl, MOPSAOK YCTAHOBMEHMSA CTpaxoBaTefniem
MHOVBMAOYANbHOMO WOEHTUMUKALMOHHOIO Koda naumMeHTa, MNOpPsiAOK MHAOPMUPOBAHUA CTpaxoBaTeneM CTpaxoBLiMKa O
NPUBIIEYEHHbIX K KITMHUYECKOMY WCCREeLOBaHUIO NEKApPCTBEHHOrO npenaparta ans MeauuMHCKOro MpMMEHEHUs nauueHTax,
NopsiAOK ynnaTtbl CTPaxoBOW MpemMuu, NOpPSLOK peanuaauum onpeaeneHHbix Hactoswmm degepanbHbiM 3aKOHOM U APYTrMK
denepanbHbIMK 3aKOHaMu npaB M 06siI3aHHOCTEN CTOPOH MO JOroBopy 00SA3aTENbHOrO CTPaxOBaHWs, a Takke HOpPMAaTuBbl,
OTpaxkalolMe XapakTep M CTeneHb MOBPEeXOeHUsA 300pOBbsl, YCTAHABMMBAKOTCA TUMOBbIMW MpaBunamum o006sa3aTenbHOro
CTpaxoBaHusi.

(YacTtb B pegakuuun, BBegeHHom B aenctene ¢ 1 nonsa 2015 roga degepanbHbiM 3akoHOM OT 22 Aekabpsa 2014 roqa N 429-

®3. - CM. npeapIayLLyio peaaKLmio)
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9. B cnyyae npuuvMHeHWs1 Bpega KM3HW NauMeHTa, Y4acTBOBABLUErO B KMWMHWUYECKOM WCCREAOBaHUM feKapCTBEHHOrO
npenapara, BbirogornpuobperatensMu no 4oroBopy 06si3aTernbHOr0 CTpaxoBaHUS SBASIOTCS rpaxzaHe, MMeloLwme npaBo Ha
BO3MELLEHVE Bpeaa B Ciy4yae CMEPTU KOPMUSIbLia B COOTBETCTBUM C rPpaXaaHCKMM 3aKoHOAATENbCTBOM, MPY OTCYTCTBUM TaKUX
rpaxkgaH - poguTenu, Cynpyr, AeTM yMepLlero nauueHTa, y4yacTBOBAaBLUErNO B KIMHWYECKOM WCCIEeqoBaHUM feKapCTBEHHOIO
npenapara, B cryyae CMepTV nauueHTa, y4acTBOBABLUErO B KIIMHUYECKOM UCCredoBaHMM JIeKapCTBEHHOro npenapaTta W He
MMEBLLErO CaMOCTOATENbHOMO A0X0Aa, - rpaXkaaHe, Ha WKOMBEHUM KOTOPbIX OH HaxOAuscsi, B OTHOLIEHWM BO3MELLEHUS
pacxofoB Ha norpebeHve nauueHTa, y4yacTBOBABLUErNO B KIMHWMYECKOM WCCredoBaHUM JleKapCTBEHHOro npenapara, - nvuo,
MOHecLLEee TaKue Pacxofbl.

10. CTanOBaﬂ Bbinfiata B CHET BO3MeELleHUA Bpena, NpUH4NHEHHOro XX1U3Hn nauuneHTa, ydactesoBaBLUEero B KIIMHUYECKOM
ncecnenoBaHMM  NekapCTBeHHOro npenaparta, pacnpegenderca  mexay BbIFO,EI,OI'IpVIO6peTaTeJ'IF|MI/I nponopunoHanbHO UX
KOInnM4ecCTBY B PpaBHbIX ONAX.

1. I'Ile HacCTynrieHnn CTpaxoBOro criyyvyad nauueHT, y'-IaCTBOBaBLIJI/IIZ B KINMHUYECKOM uccriegoBaHnn nekapctBeHHOro
npenaparta, BbIrO,D,OI'IpI/IO6peTaTeI'Ib Brnpaese npeaobAaBUTb HENOCpeACTBEHHO CTPaXOBLUUKY TpeGOBaHI/Ie O BO3MelWeHnn
NMPUYNHEHHOIo Bpeaa. CTanOBaﬂ BbifNjlata OCYLEeCTBAETCA CTpaxoBLMKOM B TeYeHue TpuaguaTtun OHen co [fgHs
npencraBneHnda HeobxoQMMBbIX OOKYMEHTOB. MauueHT, y‘-IaCTBOBaBLIJI/IIZ B KIIMHMYECKOM MuccnegoBaHun JrekapcTtBeHHOro
npenapara, wum BberﬂOl’Ipl/lO6peTaTeJ'lb 06s13aH coobLwnTb CTpaxoBLUMKY AOnAa  OCyLeCTBleHUA CTanOBOI7I BbInnaTtbl
VIHD,MBVID,yaJ'IbeIVI MﬂeHTVI(pVIKaLlMOHHbIVI Ko4 nauueHTa, yCTaHOBﬂeHHbIVI CTpaxoBaTtenemMm B COOTBETCTBMUA C TUNOBbIMU
npasunamm obsa3arenbHoro CTpaxoBaHu4.

12. [o nonHoro onpenerneHvsi pasmepa MOAMEXaLlero BO3MELLEHNIO Bpeaa CTPaxOBLLMK MO 3asBEHU0 MauMeHTa,
y4YacTBOBaBLLENO B KIMHWYECKOM UCCredoBaHMM JIekapCTBEHHOMO Npenapara, Ui 3asiBfieHnio BbirogonprobpeTatens Bnpase
OCYLLECTBUTb YacCTb CTPaxXOBOM BbIMNfaThbl, COOTBETCTBYIOLLYIO (DAaKTUYECKN ONPEeaENEeHHON YacTh NPUYMHEHHOIO Bpeda.

13. CtpaxoBas Bbinnata B COOTBETCTBUM C [OrOBOPOM 0OGSI3aTeNIbHOTO CTPAaxOBaHWsS OCYLUECTBMSIETCS HE3aBWCUMO OT
BbINMAT, NPUYUTAIOLLMNXCS MO APYTUM BMOAM CTpaxoBaHUs.

14. He ponyckaetca y4acTue nauueHTa B NPOBEAEHUM KIMHWYECKOro WCCIEeoBaHWs feKapCTBEHHOro npenaparta npu
OTCYTCTBMW JOroBopa 06s3aTenbHOro CTpaxoBaHus.

15. KoHTponb 3a UCNofHeHMeM opraHu3auumen, nonyymBlUEen paspelleHne Ha opraHu3aumio NpoBeAeHUsT KIMHUYECKOro
uccneaoBaHUA NeKkapCTBEHHOro npenapata  Ans  MeauuMHCKOro MpPUMEHEHUs, YCTaHOBMEHHOW HacToslen cTaTtben
00653aHHOCTM NO 06s13aTENBHOMY CTPAXOBAHMWIO XXM3HW, 300POBbs NaLMEHTa, y4acTBYHOLLEro (Yy4acTBOBABLUENO) B KIMHUYECKOM
nccneaoBaHUM NeKkapCTBEHHOIO npenapara, OCYLEeCTBSETCS YNONHOMOYEHHbIM dedeparibHbIM OpraHoOM WCMOMHUTENBHON
BNacTi, BblJaBLIMM paspelleHne Ha MpoBedeHMe KIUMHUYECKUX WCCredoBaHWA NeKapCTBEHHbLIX MNpenapaTtoB  Ans
MEOULNHCKOrO NPUMEHEHNS.

(Ctatbsa B penakummn, BBegeHHon B gencrtene ¢ 1 aHeapsa 2011 roga ®enepanbHbiM 3akoHoM 0T 29 Hoa6psa 2010 rona N
313-03. - Cm. NpeablayLLYio peaaKLmio)

KommeHTapum k ctatbe 44

MABA 8. NPON3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbIX CPEACTB
CTATbA 45. NPON3BOACTBO JIEKAPCTBEHHbIX CPEACTB

1. [Npou3BoacTBO NEKapCTBEHHbIX CPeAcTB  AOMKHO COOTBETCTBOBATb  TpeboBaHWsSM  NpaBun  Hagnexailen
NPOUN3BOACTBEHHON MPAaKTUKW, YTBEPXKOEHHbIM YMOMHOMOYEHHbIM  deaepanbHbiM - OpraHoOM  UCMOMHMTENBbHOW  BRacTu.
OcobeHHOCTN nepexoda NPOU3BOACTBA OTAEMbHbIX fEeKapCTBEHHbIX CpeacTB K WX NPOM3BOACTBY B COOTBETCTBUU C
TpeboBaHMAMW nNpaBun Haanexailen npPOU3BOACTBEHHOMW NPakTUKW ycTaHasnueatoTcs [lpaButenscTtBoM Poccuiickomn
depepauun. Bblgava 3aknoyveHWn O COOTBETCTBUM NPOU3BOAUTENS NEeKapCTBEHHbIX cpeacTB TpebosBaHuAM npaswn
Hagnexallen npou3BOACTBEHHOW NPaKTUKW  OCYLLECTBRSIETCA MO pe3ynbraTaM  MHCMNEKTUPOBaHUSA npou3BoauTenen
neKkapCTBEHHbIX CPeacTB B nopsgke, ycraHoeneHHoM [MpaButensctBom Poccuiickon ®eaepaumun. Pasmep nnatbl 3a Bblgady
3aKr4YeHns 0 COOTBETCTBMMN NPOU3BOANTENS NEKAPCTBEHHbIX CpeAcTB TpeboBaHUAM NpaBun Haanexatlen Nnpon3BoACTBEHHOW
npakTukn yctaHaenmBaeTcs [lpaButenbctBom Poccuiickon  ®depepauuun. [lopsgok  opraHM3aumMmM M NPOBEAEHMS
WHCMEKTUPOBaHUS MNpou3BoAMTENEN NEKapCTBEHHbIX CPEACTB Ha COOTBEeTCTBME TpeboBaHMSM npaBwun  Haanexallen
Npon3BoACTBEHHOWN NPaKTUKM ycTaHaenueaetca [NpasutensctBoM Poccuiickon ®egepaunn.
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(Yactb B pepakumn, BBegeHHon B genctane ¢ 25 uoHa 2012 roga ®enepanbHbiM 3akoHoM oT 25 uioHa 2012 roga N 93-
®3; B pegakumm, BBeaAeHHON B Aencteue ¢ 22 Hos6psa 2014 roga PeaepanbHbiM 3akoHOM OT 22 okTa6ps 2014 rona N 313-93;
B penakumn, BBegeHHon B gencteue ¢ 1 nonsa 2015 rona PepepanbHbiM 3akoHOM OT 22 aekabpa 2014 rona N 429-93. - Cwm.
NReAbIAYLLYI0 PefaKLmio)

2. [MpomnsBogcTBO rekapcTBeHHbIX cpeactB B Poccuiickon ®degepaumm  OCYLUECTBRSETCS  MPOM3BOAUTENSMMU
NEeKapCTBEHHbIX CPeacTB, UMEHLMMN JIMLEH3NI0 Ha NPOM3BOACTBO JIEKAapCTBEHHLIX cpeacTB. MoaTBepXaeHne COOTBETCTBUSA
nuueH3naTa npasunam Hagnexailen NpousBoACTBEHHOW MPAKTUMKU OCYLLECTBMSIETCA B pamMKaxX NMLUEH3NOHHOIO KOHTpONs B
COOTBETCTBMM C 3akoHopaTenbcTBoM Poccunckon depepaummn ¢ y4eToMm OCOBEHHOCTEWN, yKa3aHHbIX B YacTu 1 HacTtosulewn
cTaTthbM.

(YacTtb B pepakuum, BBeLEeHHOM B aelicteue ¢ 22 Hosi6psa 2014 roga PenepanbHbiM 3akoHOM OT 22 okTs6pa 2014 rona N
313-93; B pegakumm, BBegeHHoln B gencteme ¢ 1 nons 2015 roga PeaepanbHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-
®3. - CM. mpeabIAyLLY0 PEAAKLIMIO)

2 1. Ons uenein nMUEH3UPOBAHUS NPOU3BOACTBA E€KApPCTBEHHbIX CPEACTB AN MeOWLUMHCKOTO MPUMEHEHUS U
WHCNEKTUPOBaHMs CyObeKkToB obpalleHUsi NeKkapCTBEHHbIX CPEACTB Ha COOTBETCTBME TpeGOoBaHUSIM MpaBwuil Haanexallen
NPON3BOACTBEHHOW MpaKTUKM defepanbHbli  opraH  UCMOMHWUTENbHON BMacTW, OCYLLECTBMSIOWMIA  roCyaapCTBEHHYO
perucTpaumio nekapcTBEeHHbIX NpernapaToB Ans MeAULMHCKOTO MPUMEHEHMsl, npedocTaBnseT denepanbHOMy opraHy
UCMOMHUTENBHOM BNacTu, OCYLLECTBRsIOWEMY defeparnbHblii rocyaapCTBEHHbIA NULEH3NOHHBIN KOHTPOMNb AESTENBHOCTM MO
NMPOM3BOACTBY JIEKAPCTBEHHbIX CPEACTB AN MEAMUMHCKOrO MPUMEHEHMUs, MO ero 3anpocy B pamkax MeXBELOMCTBEHHOrO
WHOPMALIMOHHOTO B3aUMOLENCTBMS B MNOpsiake, YCTaHOBMEHHOM dbefepasnibHbiM  OpraHoM  WCMOMHUTENbHOW  BRacTy,
OCYLLECTBNSIOWMNM  NULEH3NPOBAHWE MNPOWU3BOACTBA JEKAPCTBEHHbLIX CPEACTB AN MEOUUMHCKOrO MPUMEHEHWsl, WU
denepanbHbIM  OpPraHOM  UCMOSHUTENBHOM BracTW, OCYLUECTBASIOWMM FOCYAAPCTBEHHYIO PErMcTpauuio  NeKapcTBEHHbIX
npenapaTtoB Ans MEAULMHCKOrO NMPUMEHEHUS, CriedytolmMe CBEAEHUSI O NIEKapCTBEHHbIX CPEACcTBax (B TOM 4WCre B Crydyae,
€CInv TaKue CBeeHWs1 COCTaBIISIOT KOMMEPYECKYH TalHy):

1) B oOTHOWeEHuM dapmaLeBTUYecKon cybcTaHumMnm unu dapmaleBTU4eckux cybCcTaHuun, BXOOsAWMX B COCTaB
nekapcTBEHHOro npenaparta (3a ucknoyeHvem dapmaueBTU4ecknx cybCcTaHuuii, BKIHOYEHHbIX B [OCYAAPRCTBEHHbLIV PEECTp
TNIeKapPCTBEHHbIX CREACTB B COOTBETCTBMM CO CTaTben 34 HacToswero PeaepansHOro 3akoHa):

a) HauMeHoBaHWe papmMaLieBTU4ecKor cybcTaHumm, ee CTpykTypa, obLLme CBOMCTBA;

6) HaumeHoOBaHWe 1 agpec NPoON3BOAUTENS;

B) TEXHOMOIMS1 NPOU3BOACTBA C ONUCAaHNEM CTafuMi NPOU3BOACTBA U METOA0B KOHTPOMS Ha BCEX CTaausiX MPON3BOACTBA;
r) onucaHue pa3paboTky npoLecca Npon3BoOACTBa;

[) onMcaHue KOHTPONS KPUTUYECKUX CTaZMn NPOU3BOACTBA U NPOMEXYTOYHOW NPOAYKLNN;

€) AOKYMeHTanbHoe noaTeepxaeHue (Banvagaums) npoLeccoB U (Un) UX OLEHKa;

)K) CBOMCTBA M CTPYKTYpa AENCTBYIOLLNX BELLECTB;

3) XapaKkTepucTuka npMmecen;

n) cneundukaLmsa Ha papmaueBTUYeCKyo cybcTaHumio U ee 060CHOBaHME;

K) aHanuMTnyeckMe MeToamku, NCMonb3yeMble Npu OCYLLECTBIEHUN KOHTPONSA KayecTBa hapmMaLleBTUYECKON CyOCcTaHLmuy;

J'I) OOKyMeHTallbHOe noaTBepXxaeHue (Banw:\au,vm) aHalnnMTn4eCKnx MeToaukK, WUCnosib3dyemMbliX MNpu OCyLlecCTBIIeHUn
KOHTpONA Ka4ecTBa d)apMaLl,eBTVNeCKOIZ CyGCTaHLI,VII/I;

M) pe3ynbTaThl aHanMsa cepui hapmMaueBTUYECKON CcyOCcTaHLmu;

H) nepeYyeHb CTaHOapTHbIX 06pa3u03 nnn BeLlecTB, NCMOJIb3yeMbIX NMPU OCYLLEeCTBITEHNN KOHTPONA Ka4yeCTBa,
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0) ONMcaHne XapakTEPUCTMK U CBOWCTB YNakOBOYHbLIX MaTepuarnoB 1 yKYNOpPOYHbIX CPeaCTB;
n) A4aHHble 0 CTabunbHOCTU hapMaueBTUYECKON CyOCcTaHLmy;

p) CPOK rOAHOCTMU;

2) B OTHOLIEHUN hapMaLEeBTMYECKMX CYyOCTaHUMA, BXOASLWMX B COCTaB JIEKAPCTBEHHOrO npenapaTta W BKITHOYEHHbIX B
FOCYOapCTBEHHbIN PEECTP NIEKAPCTBEHHbIX CPEACTB B COOTBETCTBMM CO cTaTben 34 HacTosiwero ®enepanbHOro 3akoHa:

a) HanmeHoBaHue apmaLieBTU4ecKon cybcrTaHumm, ee CTpykTypa, obLume CBOMCTBA;

6) HaumeHOBaHWe 1 agpec NPoOU3BOAUTENS;

B) pe3ynbTaTthl aHanusa cepuii papmaLeBTu4ecKon cybctaHumu;

) CPOK FOAHOCTMU;

3) B OTHOLLEHMW NNEKAaPCTBEHHOIO Npenapara A MeguuUmMHCKOro NPUMEHEHUS:

a) onucaHne 1 cocTaB NeKkapCTBEHHOrO nNpenapaTa Ans MeauLUMHCKOro NpUMeHeHUs;

©) onucaHne chapmaueBTU4eckon paspaboTkm (06ocHoBaHMe BbibOpa cocTaBa, NEPBUYHON YNAKOBKM);

B) TEXHOMOIMSA NPOU3BOACTBA C ONUCAHUEM CTaZMn NPOU3BOACTBA U METOAO0B KOHTPOMNS Ha BCEX CTaausAX NPON3BOACTBA;
r) onMcaHne KOHTPONs KPUTUYECKUX CTaZui npouecca NPon3BOACTBA U MPOMEXYTOYHON NPOAYKLMM;

[) HaMMeHOBaHWe W agpec MecTa OCYLLECTBIIEHWS MPOM3BOACTBA JeKapCTBEHHOro npenaparta Aans MeauuMHCKOro
NpUMeHeHns (B criydae Hanmmumns HECKOMbKMX YYaCTHUKOB NpoLiecca Npou3BOACTBA YKa3blBAETCS KaXObI U3 HUX);

e) dhapmaLeBTMyeckasl COBMECTUMOCTb;

) MUKPOGUONOrMyeckmne XapakTepUCTUKY;

3) MaTepuanbHbIii 6anaHc Ans NPou3BOACTBa CepUM roTOBOIO NPOAYKTA;

1) onMcaHne xapakTepuCcTMK U CBOMCTB YNakoBOYHbLIX MaTepuanos 1 yKynopovHbIX CPeAcTs;

K) 4OKYMeHTarnbHoe noATeepxxaeHne (Banuaaumns) npoLeccoB NpousBOACTBa M (UNK) MX OLeHKa;

n) TpeGoBaHUsA K Ka4eCcTBy BCMOMOraTebHbIX BELLECTE;

M) aHanMTMYeckme MeTOANKA, UCMOSb3yeMble MPW OCYLLECTBIEHNM KOHTPOMSA KayecTBa BCroMOoraTesibHbIX BELLECTB;

H) [OOKyMeHTanbHoe noATBepXAeHWe (Banvgauusi) aHanmuTUYECKUX METOAMK, WCMOMb3yemblX MpU  OCYLLECTBREHUN
KOHTPOISl Ka4yecTBa BCMOMOraTebHbIX BELLECTB;

O) VIHCbOpMaLI,I/Iﬂ 00 ncnonb3oBaHNM BCNoMoraTenbHbIX BELLECTB YeNTOBEYECKOro U XKUBOTHOMO NPOUNUCXOXAOEHUA;

n) nHcpopmaumsi 06 MCNonb3oBaHUM HOBbLIX BCMOMOraTenbHbIX BELLECTB;

p) TpebGoBaHMs K Ka4ecTBy fekapCTBEHHOro npenapata Ans MeaULMHCKOro NpUMeHeHus (ceptudmkart, cneumndukaums Ha
nekapCTBeHHbIV npenapaTt 1 ux o6ocHoBaHue);

C) aHannTn4yeckne MeToauku, Ucnorib3dyemMble npu OCyLeCTBIIEHUN KOHTPONA Ka4decTBa JIeKapCTBEHHOro npenapara ana
MEONLIMHCKOIo NpUMEeHEeHUA;
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T) OOKYMeHTarnbHoe noaTBepxageHue (Banm,qau.m) aHalnMmMTU4eCKnX MeToauK, WUCNnoJSib3yeMbiX Mpun OCyLlecTBIieHnn
KOHTPOJA Ka4ecCTBa JiIeKapCTBEHHOIo npenapata aAnda MeanunHCKOro npuMeHeHuna;

y) pe3ynbTaThbl aHan1M3oB Cepuii IEKapCTBEHHOTO NpenapaTa Ans MeauLUHCKOro NPUMEHEHUS;
&) XxapakTepucTuka npumMecen;

X) nepeyeHb CTaHOapTHbIX 06pasuoB, MCMONMb3yeMbIX NPV OCYLLECTBIIEHUM KOHTPOMS KayecTBa JeKapCTBEHHOO
npenapara ansi MeauuUHCKOro NpUMEHEHUS;

L) faHHble O CTAabUNBHOCTM NEKApCTBEHHOIO Npenaparta A8 MEAULMHCKOTO NPUMEHEHUS.
(Yactb gononHutensHO BkMtodeHa ¢ 25 uonga 2022 roga PepepanbHbiv 3akoHoM oT 14 mona 2022 rona N 311-93; B
pedakumu, BBeAeHHow B aerictene PenepanbHbiv 3akoHoM oT 30 aHBapa 2024 roaa N 1-93. - Cm. npeabiayLLyio peaakLmi)

3. MNpon3BOACTBO NeKapCTBEHHbIX CPEACTB OCYLLIECTBNAETCA C cobniofgeHnemM TpeboBaHWi NPOMBbILLNEHHOTO perfnaMeHTa,
KOTOpbIA YTBEPXKOAETCA PYKOBOAMTENEM MPOW3BOAMTENS NEKapCTBEHHbIX CPEACTB U BKMovaeT B ceba nepeveHb
ncrnonb3yemblx apmaLeBTUHecknx cybeTaHUMin U BCrioMOoraTeribHbIX BELIECTB C YKasaHWeM KOMMYECTBa KaXOoro U3 HUX,
AaHHble 06 ucrnonb3ayeMoM 0GOopydoBaHWM, OnucaHue TEXHOMOrMYeckoro Mpouecca M MeTOAOB KOHTPONsA Ha BCexX aTanax
NPOU3BOACTBA NIeKapCTBEHHbIX CPEeaCTB.

4. lNMpn Npon3BOACTBE NEKAPCTBEHHLIX MpenapaToB ANs MEeAUUMHCKOro NpUMEHEHNss NCNonb3yTca dapmaueBTUieckme
cyGCTaHUMKN, CBeOEHUsI O KOTOPbIX COAEPXaTCA B [OCYNARCTBEHHOM PEECTPE NEKAPCTBEHHbIX CREACTB ANA MEOULMUHCKOro
NPUMEHEHNS U (UNN) €OUHOM PEeeCTpe 3apernCcTpPMpPOBaHHLIX NIEKAPCTBEHHbIX CPEACTB EBpa3smMimnckoro sSKOHOMMUYECKOro COHo3a,
3a UCKNYeHnem dapmMaLeBTUHECKNX CyOCTaHLMIN, NPON3BOAUMbBIX OJ1S NPOBEAEHUSA KITMHNUYECKMX UCCIEAoBaHNA 1 (unu) ons
akcnopTta. lNpn Npon3BoaCTBE NEKAPCTBEHHbIX CPEACTB Afsl BETEPUHAPHOIO NPUMEHEHUST UCMONb3YOTCs hapMaleBTMYECKME
cyGCTaHUMKN, CBEAEHMSI O KOTOPbIX COAEepXaTcsl B FOCYyAapPCTBEHHOM PEEecTpe NEKAPCTBEHHbIX CREACTB AN BETEPUMHAPHOrO
NPUMEHeHWs, N (UNn) rocyAapCTBEHHOM pPeecTpe NeKapCTBEHHbIX CPEACTB AN MEeOULMHCKOrO NPUMEHEHWs, 1 (unu) eaquHom
peecTpe 3aperncTpuMpoBaHHbIX BETEPUHAPHbBIX NEeKapCTBEHHbIX MpenapartoB EBpasumnckoro 3KOHOMMYECKOro cosa, U (unu)
€[VHOM peecTpe 3aperncTpupoBaHHLIX JNEKAPCTBEHHbIX CPEeAcTB EBpasvMiCKOro 3KOHOMMYECKOrO COH3a, 3a WUCKITHYeHMEM
papmaLieBTU4ECKNX CybCTaHuuin, NpoM3BOAMMbIX AN NPOBEAEHUS KNMHUYECKUX WUCCNedoBaHun u (unu) gnsa akcnopra. K
npoueccy npou3BOACTBa (papMaLeBTUYECKOW CyOCTaHuumM OTHOCATCA nNobble CTaauMu  TEXHONOrMyeckoro npotecca,
NMo3BOMSOLLME MOMYYUThH TOTOBBLIM MNPOAYKT, COOTBETCTBYWOLUMIA TpeboBaHWsAM apMakonerHon cTaTtbu, B TOM 4uche
depMeHTaUmsl, 9SKCTpPaKUMsl, OYMCTKA, BblOENEeHUe, nepekpucTannnsauus, BbICylUMBaHWE, U3MenedeHve. B crniyyae
HeobXoOMMOCTM WCMONb30BaHUA 3TUITOBOMO CNUpTa, B TOM 4ucre dapMaueBTMYECKON cybCcTaHuumM cnupta STUIOBOMO
(3TaHona), Npu NPOM3BOACTBE JIEKAPCTBEHHLIX CPEACTB B Ka4eCTBe OEWCTBYHOLLEro M (Mnv) BCMOMOraTenbHOro BellecTBa, a
Takke B MHbIX TEXHOMOrMYECKUX LEensiXx AOoMmkHa ObITb UCMOnb3oBaHa TOMbkOo hapmaueBTuveckas cybcTaHuus cnupTa
3TUNOBOrO (3TaHon).

(Yactb B pegakuuu, BBegeHHon B aenctene ¢ 1 nonsa 2015 rona PegepanbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-
®3; B pepgakumn, BBegeHHon B aenctene_c 28 nekabpsa 2019 roga ®enepanbHbiv 3akoHoM oT 27 aekabps 2019 rona N 462-
®3; B pegakumn, BBegeHHon B aenctene ¢ 29 gekabpsa 2020 roga PenepanbHbiv 3akoHoM oT 27 aekabps 2019 rona N 481-
®3; B pegakumn, BBeaeHHOM B aenctene ¢ 4 aerycta 2023 roga ®enepanbHbiv 3akoHoM oT 24 uiongd 2023 roga N 341-93. -
CM. NpeablAyLLYIo peaakLmio)

4 1. Nepe4yeHb nekapcTBEHHbIX NpenapaToB AN MEAWLMHCKOrO MPUMEHEHUS, B OTHOLLEHNM KOTOPbIX YCTaHaBNMBalTCA
TpeboBaHMa Kk OoObemy Tapbl, YNakoBKe M KOMMMEKTHOCTWU, NepeveHb FeKapCTBEHHbIX MpenapaToB Ans BEeTepUHapHOro
NPUMEHEHMWS1, B OTHOLLEHUM KOTOPbIX yYCTaHaBnuBakTca TpeboBaHus k o6bemMy Tapbl, a Takke TpeboBaHMsa K 06bemy Tapsl,
YMaKoBKE WM KOMMIEKTHOCTM FEeKapCTBEHHbIX MpenapaToB Ans MeOULMHCKOrO NpUMeEHeHusi, TpeboBaHusa Kk obbeMy Tapsbl
NneKkapcTBEHHbIX NpenapaToB [Ans BETEPUHAPHOTO MNPUMEHEHWUs OMNpenensitoTCsl COOTBETCTBYIOLUMU  YNOMHOMOYEHHbIMA
denepanbHbLIMU OpraHaMuy UCMONHUTENBLHOM BNacTu B nopsake, yctaHoeneHHoM [NpasutensctBomM Poccuiickon ®egepaunn.

(YacTte pononHutensHo BktodeHa ¢ 1 nionda 2015 roga PenepanbHbIM 3akoHOM 0T 22 fekabps 2014 rona N 429-93; B
pedakuuu, BBeeHHoW B Aeictane ¢ 15 gekabps 2015 roga PeaepanbHbiM 3akoHoMm OT 14 Aekabpa 2015 roga N 374-93. - Cw.
npenplAyLWYIo peaakLuio)

4 2. OpraHusauuu, oCyLLEeCTBNSALLME NPOM3BOACTBO hapMaLeBTUYECKON CybCTaHLMM cnupTa 3TUMOBOrO (3TaHona) Ans
nNpon3BoACTBa CNMpPTOCOAEPXKALLMX NEKapCTBEHHbIX npenapaTtoB, 00s3aHbl OCYLLECTBNATL YYeT B Mopsiake, YyCTaHOBIEHHOM
cratbamu 8 un 14 depnepanbHoro 3akoHa OT 22 Hos6pa 1995 roga N 171-®3 "O rocynapCTBEHHOM perynvpoBaHvuv
npom3BoAcTBa M 060pOTa ITMNOBOIO CAMPTA, aNKOrofbHOW M CAMPTOCOAERXKALLEeN NRoayKLnn u 06 orpaHmyeHun noTpebneHms
(pacnuTng) ankoronbHon npoaykuuun”. [NpomsBoacTBO hapmaueBTUYECKOW CyOCTaHUuuM cnvpTa 3TUMMOBOrO (3TaHona)
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OOMyCcKaeTca TONbKO OpraHum3aumen, OCYLLECTBAIOWEN NPOM3BOACTBO PEKTU(MKOBAHHOIO 3TUMOBOMO CiMpTa U3 MULLIEBOTO
CblpbS Ha OCHOBaHMM FULIEH3UMW HA MPOU3BOACTBO 3TMIIOBOrO CNMpTa AN NPOM3BOACTBA (hapMaueBTMYEecKon cybcTtaHumm
cnmpTa 3TWUIOBOroO (dTaHomna) B COOTBETCTBMM € TpeboBaHuamMn PeaepanbHOro 3akoHa ot 22 Hosabpa 1995 rona N 171-93 "O
[OCYAaPCTBEHHOM pEerynvMpoBaHvyM Npov3BoAcTBa W oBopoTa 3TWUAOBOIO CNMPTA,  anKOroNbHOW W CNUPTOCOAERKALLIEN
npoaykumn 1 o6 orpaHnyeHun NoTpebneHuns (pacnuTua)_ankoronbHoON NPOAyKUMK", METOAOM pPa3BEeAEeHUS BOAOW OYULLEHHOWM
Takoro 93TWUMOBOrO CAMpTa, MPOU3BEOAEHHOrO [aHHOW OpraHM3aumMend no MeCTy OCYLUECTBNEHUS NpOU3BOACTBA
dapmaueBTMYECKOM CybCcTaHUMM cnupTa 3TUNOBOIO (3TaHona).

(YacTtb gononHutenbHo BktodeHa ¢ 1 sHBaps 2017 roga PenepanbHbiM 3akoHoM oT 3 umtonsa 2016 roga N 261-93; B
penakumn, BBefeHHoN B aencTene ¢ 29 aekabps 2020 roga PenepanbHbiv 3akoHom ot 27 Aekabpsa 2019 rona N 481-93. - Cwm.
npeaplayLLYIo peaakLmio)

4 3. WhouemgyanbHble npegnpuHMMaTtenn v topuauMdeckue nvua, OCYLLECTBMSIOWME 3akyrnky W UCMofb3oBaHue
(papmaLieBTU4ECKOM CybCTaHLMU cnupTa STUMOBOrO (3TaHona), a Takke MpPOM3BOACTBO, U3roToBrneHue u (Mnm) obopot (3a
WCKITIOYEHMEM PO3HMYHOWM MPOAAXWN) CMMPTOCOAEPXKALUMX NEKapCTBEHHbIX MpenapatoB, 06si3aHbl OCYLUECTBNATb UX YYET U
JeKrnapvpoBaHue B nopsiake, yCTaHOBMEHHOM cTatbsamMu 8 u 14 denepanbHoro 3akoHa ot 22 Hos6pa 1995 rona N 171-93 "O
rOCyapCTBEHHOM _perynvMpoBaHuy MPOM3BOACTBA M 000poTa 9TWMOBOIO CMAVPTA,_ ankKorofbHOW WM CNMPTOCOAepXKallewn
npoayKuuu n 06 orpaHMyYeHnmn NoTpednerHns (PacnuUTUs ) ankoronbHON NPOAYKLMK".

(YacTtb pononHuTenbHO BKMoveHa ¢ 1 sHBapsa 2018 roga PenepanbHbiM 3akoHoM OT 29 wions 2017 rona N 278-93)

4 4. Tpyn Npou3BOACTBE NEKAPCTBEHHbIX MpenapartoB A7 BETEPUMHAPHOIO MPUMEHEHMST AOMNycKaeTCs MCNonb30BaHue
npou3BedeHHbIX ANa peanu3auun dhapMaLeBTUYECKUX CYyOCTaHLMI, BKIMIOYEHHbIX B TOCYA3RCTBEHHBIN PEECTR NEKARCTBEHHbIX
CPEOCTB YNONMHOMOYEHHbIM heeparnbHbiM OpraHoM UCMOMHUTENBHOM BMACTU, OCYLLECTBNSALINM BEOEHNE TOCYAapCTBEHHOIO
peecTpa NeKkapCTBEHHbIX CRPEACTB ANs MEAULMHCKOrO NPUMEHEHMS.

(YacTb gononHutenbHo BkNtoveHa ¢ 13 asrycta 2019 roga PenepansHbiM 3akoHoM OT 2 aBrycta 2019 rona N 297-93)

5. 3anpeLyaetcs Npon3BOACTBO:

1) nekapCcTBEHHbIX CPEACTB, CBEOEHNSA O KOTOPbIX HE COAepXaTca B [OCYNaRPCTBEHHOM pPEEecTpe NEeKAPCTBEHHbLIX CREACTB
ANa  MeOMUMHCKOro npuUMEHeHMs, U (Mnu) [OCYyAapCTBEHHOM PEECTPE JEKaPCTBEHHbLIX CREACTB AN BETEPUMHAPHOro
NPUMEHEHNS, 1 (MNK) eOUHOM PeecTpe 3apermcTPUPOBAHHbLIX NTEKAPCTBEHHbIX CPeACTB EBPa3ninckoro aKOHOMMYECKOro Coto3a,
M (MNKM) eguHOM peecTpe 3aperncTpupoBaHHLIX BETEPUMHAPHbLIX NIEKAPCTBEHHbLIX NpenapaToB EBpasunckoro akOHOMUYECKOro
COt03a, 3a MCKIMYEHNEM NEKAPCTBEHHbLIX CPEeAcCTB, MPOU3BOAMMBIX ANSA MPOBEAEHMST KITMHUYECKUX MCCNeaoBaHUn unu gnsi
3KCnopTa;

(MyHKT B pegakumm, BBeaeHHoN B aenctene ¢ 4 aerycta 2023 roga PeaepanbHbiM 3akoHOM OT 24 utona 2023 roga N 341-
®3. - CM. npeaplayLLyio peaakLmio)

2) hanbCndPULMPOBaHHBIX NTEKAPCTBEHHbBIX CPEACTB;
3) nekapCTBEHHbIX cpeacTB 6e3 NMLEeH3MM Ha NPOM3BOACTBO NIEKAPCTBEHHbLIX CPEACTB;

4) nekapcTBEHHbIX CPEACTB C HapyLUEHWeM MpaBui OpraHvM3aumy NPOU3BOACTBA W KOHTPOMS KavyecTBa NeKapCTBEHHbIX
CpeacTs;

5) nyHKT gononHuTensHO BKModeH ¢ 1 aHBaps 2018 roga ®enepanbHbiv 3akoHoM oT 29 utona 2017 rona N 278-93,
yTpatun cuny ¢ 29 gekabps 2020 roga - ®enepanbHbli 3akoH 0T 27 aekabpsa 2019 rona N 481-®3 - cm. npeablayLLyo
ReaakLuto;

6) cnupTocogepXalux IeKapCTBEHHbIX NpenapatoB MO MECTy OCYLLEeCTBMEHUS MNpou3BoACTBa hapmaleBTUHECKON
cyGCcTaHuMM cnupTa aTUNOBOIO (3TaHona) 1 (MnNKn) No MeCTy OCYLLECTBMNEHNSA NPOM3BOACTBA 3TUIOBOIO CNUPTa;
(MyHKT gononHUTENBLHO BKNtoYeH ¢ 29 aekabps 2020 roga PenepanbHbiv 3akoHoM OT 27 aekabpa 2019 rona N 481-03)

7) dapmaueBTU4ECKOM CcyOCTaHUMM cnupTa STUMOBOMO (3TaHona) u  (UNKu) CNUPTOCOAEPXKaLMX JNeKapCTBEHHbIX
npenapaToB Ha OCHOBHOM TEXHOMNOrm4yeckom obopyaoBaHWM ANt NPOU3BOACTBA 3TUIOBOMO CNMPTA, YKa3aHHOM B NyHkTe 1_1
ctatbk 14_1 PenepanbHoro 3akoHa o1 22 Hos6ps 1995 rona N 171-93 "O rocynapCTBEHHOM PErynvMpoBaHUM NPOM3BOACTBA U
obopoTa 3TMNOBOro CnupTa, ankoronbHOW WM COUPTOCOAepXallen npoaykumum n o6 orpaHuveHun notpebnenus (pacnutus)
arnkKoronbHoOwm NpoayKLmun".
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(MyHKT gononHUTENbHO BKMOYEH ¢ 29 aekabpsa 2020 roga ®enepanbHbiv 3akoHoM OT 27 aAekabpa 2019 rona N 481-93)

6. MNpwn BBOAE NEKAPCTBEHHLIX CPEACTB B rpakaaHcknii 06opoT ynOrHOMOYEHHOE NULIO MPOU3BOAMTENS NEKAPCTBEHHbIX
CPEeACTB OCYLLECTBNSAET NOATBEPXKAEHME COOTBETCTBUS JIEKAPCTBEHHbIX CPeAcTB TPeboBaHUSIM, YCTAHOBIEHHBLIM MpPU UX
rocygapCTBEHHON perncTpaunm, n rapaHTUpPYET, YTO NIEKAPCTBEHHbIE CPEACTBA NPOM3BEAEHbI B COOTBETCTBUM C TpebGOBaHUAMM
npaswus Hagnexawen NPon3BoACTBEHHOW NPAKTUKK.

(YacTb B penakummn, BBegeHHow B gencteune ¢ 1 uonsa 2015 rona PenepanbHbiM 3akoHOM 0T 22 aekabpsa 2014 roqa N 429-
®3. - Cm. mpeaplAyLLY0 PEAAKLIMIO)

7. YNONMHOMOYEHHbLIM JULOM MPOU3BOAUTENST NEKAPCTBEHHbIX CPEACTB SBNSETCA ero pabOTHWUK, aTTeCTOBaHHbIA B
YCT@HOBINEHHOM YMOMHOMOYEHHbIM befepanbHbiM OpraHoM MCMOMHUTENBHON BMAcTW Nopsiake M MMEKLNA CTax paboTbl He
MeHee 4yeM MATb NeT B 06nacTu Npou3BoACTBa U (M) KOHTPONSA KavyecTBa NeKapCTBEHHbIX CPEACTB, Bbicllee obpasoBaHue
COOTBETCTBEHHO MO OAHOW U3 crneuuanbHOCTEW WU (MNM) OOHOMY W3 HanpaBleHUN MOAroTOBKWU: Guornorusi, GuotexHonorus,
BETEPUHApPUS, BETEPUHAPHO-CaHUTapHas 3KCNepTn3a, KNMHM4Yeckas MeguumHa, pagmaunoHHas, Xummdeckas n buonornyeckas
3awuTa, papmauus, pyHaameHTanbHas MeavumHa, XuMmyeckas TEXHONOMMS, XUMUS.

(YacTtb B pepakuum, BBefeHHOM B aerictene ¢ 22 Hosibpsa 2014 roga PenepanbHbiM 3akoHOM OT 22 okTs6psa 2014 rona N
313-93; B pegakumun, BeegeHHon B gencteme ¢ 13 asrycta 2019 roga PenepanbHbiM 3akoHOM OT 2 aBrycta 2019 roga N 297-
®3. - Cm. npeablayLLyo peaakuuo)

8. lMpounsBognTenu nekapcTBEHHbIX CPeAcTB (3a MUCKMoYeHMeM dapMaueBTUYECKONM cyOcTaHUMM cnupTa 3TUIOBOIO
(3TaHona) MoryT OCyLLeCTBNATL NPOAAXY NeKapCTBEHHbLIX CPeacTB Un NepeaaBaTh UX B YCTAHOBMEHHOM 3aKOHOOATENIbCTBOM
Poccuinckon ®enepaummn nopsigke:

(AB3aL B pegakuun, BBegeHHoM B aericteue ¢ 1 sHBapsa 2018 roga PenepanbHbiM 3akoHoM OT 29 mtona 2017 roga N 278-
®3. - CM. npeabiayLLyo PeAAKLMI)

1) ApyrMM Npou3BOAMUTENSIM FTEKAPCTBEHHBIX CPEACTB AN NPOU3BOACTBA NEKAPCTBEHHbIX CPEACTB;
2) opraH13aLmsam ONTOBOKN TOProBNy NeKapCTBEHHLIMU CpeacTBaMMy;

3) anTedyHbiM OpraHus3auunaMm, BeTepUuHapHbIM anTe4yHbIM oOpraHusaumam, wHOomBuayasrnbHbIM NpegnpuHUMaTtenam,
MMELNM NTNUEH3UI0 Ha (bapMaLl,eBTl/NeCKer 0eATenbHOCTb U NNUEH3NK Ha MeQUUMNHCKYH0 OEeATENIbHOCTb;

4) Hay4HbIM OpraHM3auuam Aris HaydHO-UCCNenoBaTeNbCKON paboThl;
(MyHKT B peaakumun, BBegeHHoW B AencTteme PeaepanbHbiM 3akoHoM 0T 30 auBaps 2024 rona N 1-93. - Cm. npeablayLyo
penakuuio)

5) MeOUUNHCKUM OpraHn3aumam n BeTepunHapHbIM opraHmn3aunam;

6) opraHuMsaumMsM W UHAMBUAYyanbHbIM  NpeanpUHUMATENsM, OCYLLECTBISOWMUM pasBedeHue, BblpaliuBaHue W
copepkaHue XMBOTHbIX (3a UCKIIOYEHEM Npogaxn UM dapMaLeBTUYeCcKMX cybCcTaHuuin Unm nx nepegaydn);

(MyHkT B pepakunn, BBeaeHHon B aencteue ¢ 13 asrycta 2019 roga PenepanbHbiM 3akoHom oT 2 aBrycta 2019 roaa N
297-®3. - CM. NpeablayLLY0 PeAAKLN)

7) ucnbiTaTenbHbIM nabopatopusim (LEHTpaM), NPOBOASALLUMM UCMNbITaHUSA B 06acTy KOHTPONS KavecTBa NeKapCTBEHHbIX
CpPeAcTB, aKKpeaMTOBaHHbIM B COOTBETCTBMM C 3akoHopatenbcTBoM Poccuiickon ®epepauum o6 akkpeauTauum B
HaLMOHanbHON cUCTEME aKkkpeauTaLmu.

(MyHKT gononHUTEnNbHO BKIOYEH ¢ 1 ceHTs6psa 2023 rona PenepanbHbiM 3akoHOM OT 4 aBrycTa 2023 roaa N 428-93)

9. lMNpoussogutenn apmMaueBTUYECKON CyOCTaHUuM cnupTa STUMNOBOrO (3TaHona) 0653aHbl OCYLLECTBNATE peanunsauuio
(nepemavy B yCcTaHOBMEHHOM 3akoHogaTenscTBoM Poccuiickon ®enepaunm nopsake) bapmaueBTMyYeckon cybcTaHumm cnmpta
3TUMOBOrO  (3TaHomna) npomM3BOOUTENSM  fEeKapCTBeHHbIX CPeAcTB  ANA  MNPOM3BOACTBA  fEeKapCTBEHHbIX  CPEeACTB,
npou3BoanTENsIM (M3roTOBUTENSAM) MEAULMHCKUX W3Oenui Onsi nNpou3BOACTBA M WU3FOTOBMEHWUS MEOVMLUMVHCKMX WU3genui B
€eMKOCTsIX 06beMoM He bonee 1 nuTpa u (unun) He meHee 1000 NUTPOB, a opraHN3auusaM, ykasaHHbIM B NyHkTax 3-5 n 7 yactun 8
HacTosllen cTaTbu, B Tape o6bemom He Gonee 1 nuTpa.

(Yactb gononHuTenbHo BkNtoveHa ¢ 1 aHBapsa 2018 roga PenepanbHbiM 3akoHoM OT 29 utonga 2017 ropga N 278-93; B
pedakumu, BBeaeHHoN B Aenctene PenepanbHbiM 3akoHOM OT 22 Aekabpsa 2020 ropna N 444-03; B pegakumv, BBEAEHHON B
aencteme ¢ 29 gekabpsa 2020 roga PenepanbHbiM 3akoHOM OT 27 aekabps 2019 rona N 481-93; B pegakumu, BBEAEHHOW B
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aewncteme ¢ 1 ceHTabpa 2023 roga PenepanbHbiM 3akoHOM OT 4 asrycTta 2023 roaa N 428-93. - Cm. npeablayLLyo peaakLunio)

10. Peanusauma (nepegada B YCTaHOBMNEHHOM  3akoHodaTenbCcTBoM  Poccuiickon  dPepepauum  nopsgke)
papmaLeBTUYecko cybcTaHUMM cnupTa 3TUMOBOrO (3TaHona) opraHu3auusiM  OMTOBOW TOPrOBMAWM  flEKApPCTBEHHbLIMU
cpencTBamMm He fonyckaeTcs.

(MacTb gononHuTensHo BKNoveHa ¢ 29 aekabps 2020 roga PenepanbHbiv 3akoHom oT 27 fekabpsa 2019 rona N 481-93)

11. TNepeBo3kn apmaLeBTMHECKON CyOCTaHUMM CcnupTa STUMOBOMO (3TaHomna) OCYLUIEeCTBAAKTCA C cobrniogeHnem
TpeboBaHuWI, yCTaHOBMNEHHbIX ab3alem YeTBepTbiM NyHKTa 3 cTatbu 9 ®enepanbHOro 3akoHa ot 22 Hosbpa 1995 rona N 171-
®3 "O rocynapCTBEHHOM perynvpoBaHMM NPou3BoACcTBa M 0bopoTa 3TUNOBOIO CNMpTAa, ankOoronbHOW W cnupTocoaepXallen
npoaykumu n o6 orpaHMYeHn NoTpednexHns (PacnuUTUN ) ankoronsHON NPOAYKLMK".

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

KommeHTapun k ctatbe 45

CTATbA 46. MAPKMPOBKA JIEKAPCTBEHHbBIX CPELCTB

1. JlekapcTBeHHble npenapaTthbl, MNpoleawe rOCyOapCTBEHHYD perncTpaumio B COOTBETCTBUM C  TpeboBaHMsMU
HacTosiwero defepanbHOro 3akoHa, 3a WCKIMHOYEHWEM JIEKAPCTBEHHbBIX MNpenapaTtoB, M3roTOBMEHHbLIX anTeYHbIMU
opraHusauusamMu, BeTEePUHApPHbIMW anTeYHbIMWM  OpraHM3auuaMKu, WHOUBMAYANbHbIMWU NPeAnpUHUMAaTENSMU, UMEoLWUMM
NVLEH3MI0 Ha (hapMaLeBTUYECKYH AesTenbHOCTb, AOSMKHbBI MOCTYnaTh B obpalleHne, ecnu:

(A63au B pegakuum, BBegeHHoM B aencteme PenepanbHbiM 3akoHoM oT 30 sHeapa 2024 roaa N 1-93. - CM. npeablayLLyo
penakuuio)

1) Ha WX NepBUYHOW YNakoBKe (3a WCKIHOYEHMEM MNEPBUYHOM YMAKOBKM NEKAPCTBEHHbIX PacTUTENbHbIX MpenapaToB)
XOPOLLO YMTaeMbIM LIPUEDTOM Ha PYCCKOM £A3blke yKasaHbl HaMMeHOBaHWEe NeKapCTBEHHOro npenaparta (MexayHapogHoe
HenaTeHTOBaHHOE, UMK rPYMNMNMPOBOYHOE, UMK XMMUYECKOe, UM TOProBoe HauMeHOoBaHWE), HOMep cepuu, AaTa Bbinycka (ans
MMMYHOBMNONOMMYECKNX NeKapCTBEHHbIX NpenapaToB), CPOK FOAHOCTM, A03MPOBKA UMW KOHUEHTpauusi, o6bemM, akTUBHOCTb B
euHULax AeACTBUSA UM KONMYECTBO [03;

(MyHKT B pegakuun, BBEAEHHON B AencTBue ¢ 26 oktsopsa 2010 roga PenepanbHbiM 3akoHoM OT 11 okTsa6pa 2010 rona N
271-93; B pegakumm, BBegeHHom B genctene ¢ 1 uona 2015 roga ®enepanbHbiv 3akoHoM oT 22 nekabps 2014 rona N 429-
®3. - Cm. mpeaplAyLLY0 PEAAKLIMIO)

2) Ha wux BTOpPUYHOW (MOTPEOUTENBCKOW) YMaKOBKE XOpPOLIO YMTaeMbiM LIPUEPTOM Ha PYCCKOM A3bIKE YyKa3aHbl
HaVMMEHOBaHWE NeKapCTBEHHOro npenapata (MexayHapogHOe HenaTeHTOBaHHOE, UMK rpynmnMpoBOYHOE, MMM XMMUYECKoe U
TOProBO€ HaMMEHOBAaHWsI), HAUMEHOBaHME MPOU3BOAWTENS NEKAPCTBEHHOro Mnpenapara, HOMep cepuu, AaTta Bbinycka (4ons
MMMYHOOMOMOrMYECKNX JEKAapCTBEHHbBIX MpenapartoB), HOMeEpP PEerncTpauuoHHOr0 YAOCTOBEPEHUS, CPOK TOAHOCTW, Cnocod
NPUMEHEHWS!, O3UPOBKA UMM KOHLEHTpaLusl, o6beM, akTUBHOCTb B eA4MHULAX OEACTBUS NMBO KONUYecTBO J03 B YMAKOBKE,
nekapcTBeHHast opma, yCroBus OTNycKka, YCNoBUsS XpaHeHus, npeaynpeanTensHble Haanmcu.

(MyHKT B pepakumun, BBEAEHHOW B Aencteue ¢ 26 oktabps 2010 roga PenepanbHbiv 3akoHoM oT 11 okTabpsa 2010 roaa N
271-93; B pegakumun, BBegeHHon B aencrtene ¢ 1 uwonga 2015 roga ®enepancHbiM 3akoHoMm oT 22 fnekabps 2014 rona N 429-
®3. - Cm. NpeapblayLLyo PeaaKLmio)

2. ®apmaueBTnyeckne cybcrtaHuMM AOMKHbI NOCTynatb B obpalleHne, ecrnm Ha uX NepBMYHOWM YNaKOBKE XOPOLUO
YynTaemMbiM LWPUAPTOM Ha PYCCKOM SNA3blke YKa3aHbl HaMMeHOBaHWe hapmMaueBTUYeCKon cybCcTaHumm (MexayHapogHoe
HenaTeHTOBaHHOE, WM TPYNNMPOBOYHOE, MMM XMMWYECKOE W TOProBoe HavMeEHOBaHWs), HaMMEHOBaHWE MNPOU3BOAUTENS
dapmavueBTMyeckon cybcTaHumMmM, HOMEpP CepuuM W aarta W3roTOBMEHWs), KONMMYECTBO B YMAKOBKE U €OUHWLbI U3MEepeHust
KONM4YecTBa, CPOK rOAHOCTU U YCIOBUSI XPaHEHUS.

(YacTb B penakummn, BBeaeHHom B gencteue ¢ 1 uonsa 2015 rona PenepanbHbiM 3akoHOM oT 22 aekabpsa 2014 rona N 429-
®3. - CM™. npeapiayLwLyo peAaKLnio)

3. ”eKapCTBeHHbIe cpefcTBa B Ka4eCTBe CbIBOPOTOK OOJDKHbI NOCTyNnaTb B 06pa|.|.|,eHV|e C yKasaHueM X1UBOTHOIO, U3 KPOBMU,
nna3mbl KpOBK, OpraHoB U TKaHewn KOTOPOro OHW Nnosy4YeHbl.

4. Ha BTOpMYHytO (NOTpebnTenbCcKyt) ynakoBKy NeKapCTBEHHbIX CPEACTB, MOMyYEeHHbIX U3 KPOBU, Nina3Mbl KPOBW, OPraHoB
N TKaHel yenoBeka, OOIMKHA HaHocuTbCA Hagnuck: "AHTuTena Kk BUY-1, BUY-2, k Bupycy renatuta C 1 NOBEpPXHOCTHLIN
aHTUreH Bupyca renatuta B oTcyTcTByioT".
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5. Ha nepBuYHyl0 yMNakoBKY M BTOPUYHYH (NMOTPeOUTENbCKyo) YnakoBKy paavodapMaueBTUYecKUX NeKapCTBEeHHbIX
CPeaCTB JOSKEH HAHOCUTLCS 3HaK paAnaLUMOHHON ONacHOCTM.

6. Ha BTOpMuYHylO (NOTPEOUTENbLCKYH) YMNaKOBKY FOMeEONaTUYeCKUX NEKAapCTBEHHbIX MnpenapaTtoB AOMmKHa HaHOCUTLCSA
Hagnuck: "lomeonaTmnyecknin'.

7. Ha BTOpMYHyto (NOTpPeOUTENbCKYH) YMaKOBKY IE€KApPCTBEHHbIX pacTUTENbHLIX MpenapaTtoB AO/MKHA HaHOCUTLCS
Haanuce: "MNpoaykuma npowna pagnaumoHHbIN KOHTPOnb".

8. Ha nepBuYHyl0 yNakoBKy (ecnv Ansl 3TOrO CyLIEeCTBYET TEXHUYecKasi BOSMOXHOCTb) M BTOPUYHYLO (MOTPEOUTENBCKYHO)
YNakoBKy MeKapCTBEHHbIX MpenapaToB, NpedHa3HayYeHHbIX AMS KIMHWYECKUX UCCefoBaHWN, AOMKHA HAHOCWUTLCA HaAMuUCh:
"1 KNMHUYECKNX UCCregoBaHnm".

(YacTb B pegakunm, BBegeHHow B aenctaue ¢ 1 uonsa 2015 rona PenepanbHbiv 3akoHOM 0T 22 nekadpa 2014 rona N 429-
®3. - CM. npeaplayLLyio peaakLmio)

9. YnakoBka NnekapCTBEHHbIX CPEACTB, NpeAHa3HauYeHHbIX UCKIMYMTENbHO ANs 39KCnopTa, MapKMpyeTcsi B COOTBETCTBUM C
TpeboBaHMAMK CTpaHbI-MMNopTepa.

10. Ha TpaHcnopTHyto Tapy, KoTopas He npedHasHadyeHa Ans noTpebutenei M B KOTOPYH MOMELLEHO NekapCTBEHHOe
CPeacTBO, AOMKHA HAHOCUTLCS MHGOPMaLMS O HaUMEHOBaHUK, CEPUM JNIEKapCTBEHHOIO CpeacTBa, AaTe Bbinycka, KonMyecTse
BTOPUYHbIX (MOTPEGUTENBCKIX) YNAKOBOK NEKAPCTBEHHOMO CpedCcTBa, NpoM3BoaMTENE JIeKapCTBEHHOIO CpeacTea C ykasaHuem
HaMMEHOBaHUS Y MECTOHaXOXAEHUS! NMPOU3BOAMTENS JIeKapCTBEHHOIO CPeAcTBa (adpec, B TOM uucrne cTpaHa U (Mnu) mecTo
NPOU3BOACTBA JIeKapCTBEHHOro CPEACTBa), a Takke O CPOKe rOAHOCTU NEKapCTBEHHOMO cpeacTea M 06 YCMNOBUSIX €ro XpaHeHus
1 NepeBo3KU, HeoBXxoanMble NpeaynpeanTenbHble HaANMCH U MaHUNYNATOPHbIE 3HaKK.

11. Ha nepBu4YHYI0 yNakoBKY M BTOPUYHYHO (MOTPEOMTENbCKYI) YNakoBKY NEKapCTBEHHLIX CPEACTB OS11 BETEPUHAPHOrO
NPUMEHEHNS 0MKHA HAHOCUTBLCA HaaNUck: "[ns BeTepnHapHOro NpMMeHeHns".

12. Ha BTOprYHyto (NOTPEOUTENBCKYHO) YNaKoBKY NEKapCTBEHHOrO npenapara HaHOCUTCS LUTPUXOBOW KOf.

KommeHTapun k ctatbe 46

MABA 9. BBO3 JIEKAPCTBEHHbIX CPEACTB B POCCIU/II7ICK¥IO ®EOEPALIMIO U BbIBO3 JIEKAPCTBEHHbIX
CPEAOCTB U3 POCCUNCKOU ®EOEPALIUN

(HanmeHoBaHue rmaebl B pefakumm, BBeAeHHOM B AencTeure ¢ 7 sHeapsa 2012 rona PenepanbHbiM 3aKOHOM 0T 6 Aekabpa 2011
rona N 409-®3. - Cm. npeablAyLLYo peaaKLmio)
CTATbA 47. NOPAOOK BBO3A JIEKAPCTBEHHbLIX CPEAOCTB B POCCUMUCKYIO OEOEPALINIO N BbIBO3A
JNNEKAPCTBEHHbIX CPEOCTB U3 POCCUNCKOW OEOEPALIUA

(HanmeHoBaHue B pegakumm, BBeAeHHOM B AencTeure ¢ 7 sHeapsa 2012 roga PenepanbHbiM 3aKkoHOM OT 6 Aekabpa 2011 roaa
N 409-®3. - Cm. npeapIAyLLY0 peaaKLmio)

1. BBO3 nekapcTBeHHbIX cpeactB B Poccunckyio ®degepaumio ocyllecTBnsgeTca B nopsake, YCTaHOBMEHHOM
MpaButensctBom Poccuickon depepaumm, B COOTBETCTBMM C akTamu, cocTtaBnsiowmmu npaso Cotos3a, u  (unu)
3akoHogaTenbcTBoM Poccunckon ®enepaLumm o TaMOXEHHOM PerynmpoBaHum.

(Yactb B pegakumu, BBeaeHHon B genctsune ¢ 7 sHBapsa 2012 roga denepanbHbiM 3akoHOM OT 6 Aekabpa 2011 rona N
409-93; B pepakumun, BBegeHHou B genctene deaepanbHbiM 3akoHoM 0T 30 aHBapsa 2024 rona N 1-®3. - CM. npeabiayLyto
penakLuio)

2. Beosumble B Poccuiickyto degepaLmio nekapcTBEHHbIE CPEACTBa AOMKHbI CoaepKaTbCsl B FOCYapPCTBEHHOM peecTpe
NIEKapPCTBEHHbIX  CPEACTB, WM €OMHOM  peecTpe  3aperMcTpuMpoBaHHbIX  JIEeKapCTBEHHbIX cpeacts  EBpasuickoro
3KOHOMMYECKOTO COK3a, WM  €OMHOM peecTpe 3aperncTpyMpoBaHHbLIX BETEPUHAPHBLIX NEKApPCTBEHHbLIX NpenapaToB
EBpasnnckoro 9KOHOMMYECKOro cor3a.

(Yactb B pegakumun, BBeaeHHon B genctene ¢ 7 siieaps 2012 roga PeanepanbHbiM 3akoHOM OT 6 aekabpsa 2011 rona N
409-93; B pegakumm, BBeOeHHOM B gencteue ¢ 28 gekabps 2019 roga denepanbHbiM 3akoHOM oT 27 aekabpsa 2019 rona N
462-93; B pepakumm, BBeageHHon B aenctene deaepanbHbiM 3akoHoM oT 30 aHBapsa 2024 rona N 1-®3. - CM. npeabiayLyto
peaakumio)
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3. [Honyckaetca BB03 B Poccuickyio degepaumio  KOHKPETHOM  NapTMM  3apermcTpupoBaHHbIX U (Unn)
He3aperMcTpMpoBaHHbIX JIEKAPCTBEHHbLIX CPeACTB, MpefHa3HaYeHHbIX [ANns MPOBEAEHUS KIUHWYECKUX UCCReaoBaHum
NeKapCTBEHHbIX NpenapaTtoB, MPOBEAEHUS 3KCNEPTU3bl NEKAPCTBEHHbLIX CPeACTB AN OCYLUECTBNEHUSI TOCY4apCTBEHHOW
perucTpaumm NekapCTBEHHbIX NPenapaToB UKW ANsi OKa3aHUst MeAULUHCKOM NOMOLLM MO XXWU3HEHHBIM NMOKa3aHWUSM KOHKPETHOTO
nauueHTa Ha OCHOBaHWM paspelleHus, BblJaHHOIO YNONMHOMOYEHHbIM dheaeparbHbIM OpraHOM WCMOSMHUTENBHOW BRacTy no
3asABneHnaM nuu, ykasaHHbIX B cTatbe 48 Hactosulero ®enepansHoro 3akoHa. PaccMoTpeHue Takoro 3asiBNeHUs U NpuHaTue
pelleHnss O Bbiavye paspeLleHNst Ha BBO3 KOHKPETHOW NapTUM 3aperMcTpyMpoOBaHHbIX W (MNKU) He3aperncTpupoBaHHbIX
neKapCTBEHHbIX CPEeACTB, MpefHasHaYeHHbIX ANs NPOBEAEHUst KIMHUYECKUX WCCNEAOBaHWA NEKAPCTBEHHLIX MpenapaTos,
NpoBEAEHNs1 3KCMEPTU3bl NEKapPCTBEHHbLIX CPeACTB [Afsi OCYLECTBMNEHUs1 FoCyAapCTBEHHON perncTpauum nekapCTBEHHbIX
npenapaToB MUNW ANs OKa3aHWs MeaULIMHCKON NMOMOLLM MO >KU3HEHHLIM MOKa3aHWsIM KOHKPETHOro nauueHTa nnubo o6 oTkase B
BblJaye yKazaHHOro pa3peLleHuns Mpou3BoasiTC B CPOK, HE NMpeBbiakLLmi naTM pabounx gHel. MNnaTa 3a Bbigavy ykasaHHOMO
paspeLLeHns He B3MMageTCs.

(Yactb B pepakuum, BBeoeHHON B AerictBue ¢ 7 aHBaps 2012 roga ®enepanbHbiM 3akoHOM OT 6 Aekabps 2011 rona N
409-03. - CM. MpeabIAYLLYI0 PDEAAKLIMIO)

C 1 ceHTs6psa 2024 rona PenepanbHbiM 3akoHoM oT 30 sHBapsa 2024 rona N 1-®3 B yacTb 3 HacTosiwen ctatbn OyayT
BHECEHbI U3MEHEHUS.

3_1. Yactb gononHutensHo BkNtoveHa ¢ 1 mapta 2020 roga ®eaepanbHbiM 3akoHOM OT 27 aekabpa 2019 roga N 475-93;
He npumeHseTca ¢ 31 aekabpa 2023 roga - PenepanbHbi 3akoH OT 27 aekabpsa 2019 ropa N 475-903. - Cm. npeablayLyto
penakumio.

3_2. o 31 pnekabpsa 2024 roga gonyckarTcsa BBO3 Ha TeppuTtoputo Poccuiickon ®eaepaumm n obpalleHme B Poccumnckon
depepauun ¢ y4eTtom 0OCOBGEHHOCTEN, ycTaHOBNEHHbIX [paButenbctBoM Poccuiickon depepauun, 3aperMcTpupoBaHHbIX
nekapcTBeHHbIX npenapaToB Ans MeOUUMHCKOTO MNPUMEHEHWst B YyNakoBKaX, NpedHasHayeHHblX Ans obpalleHus B
WHOCTPaHHbIX rocyaapcTBax, B crny4vae gedekTypbl NeKapCTBEHHbIX MpenapaTtoB UMM pyucka ee BO3HWKHOBEHMSI B CBS3U C
BBeJeHMeM B OTHoweHun Poccuiickon degepauumn OrpaHUYUTENbHBIX Mep 3KOHOMWYECKOro Xapaktepa npu ycroBuu
COOTBETCTBUSI BBO3UMbIX NEKAPCTBEHHbIX MpenaparoB TpeboBaHUsIM, YCTAHOBMNEHHBIM MPY UX PErucTpaLmu, 3a UCKMYEeHNeM
TpeboBaHMN K MEepPBUYHOW YMaKOBKE, BTOPUYHOW (MOTpebUTENnbCKOW) YMaKoBKEe, a TakkKe MNpyM HanmMuMm Ha BTOPUYHOW
(moTpebuTenbckon) ynakoBKE NEKApCTBEHHbIX MpPenapaTtoB, HaxoOsAWwuxcs B OOpalleHUW, CaMOKMESALLENCss 3TUKETKM,
copepxalien MHopmMauuio 0 NNiekapcTBEHHOM Mpenapare Ha PycCKOM si3bIKe.

(Yactb gononHutenbHO BkNtoveHa PenepanbHbiM 3akoHOM OT 26 MapTa 2022 rona N 64-93; B pegakunn, BBEAEHHON B
aencteue ¢ 1 aHBapsa 2023 roga PeaepanbHbiM 3akoHOM OT 19 aekabpsa 2022 rona N 519-903. - CM. npeablayLLyo penakLuno)

C 1 ceHTa6psa 2024 rona PenepanbHbiM 3akoHoM OT 30 aHBaps 2024 roga N 1-®3 HacToswasa cratesd Oyget AOMNOMHeH
yacTtbio 3_3.

4. B Poccunckyto degepaumio MOXHO BBO3UTb JleKaApCTBEHHble CpeacTBa, KavyeCcTBO KOTOPbIX NOATBEPXKAEHO
cepTudmKaTomM NPon3BoANTENS NieKapCTBEHHbIX CPEACTB, yAOCTOBEPAOLLMM COOTBETCTBME BBO3MMbIX NIEKAPCTBEHHbIX CPEACTB
TpeboBaHWAM, YCTaHOBIEHHBLIM MPU UX PErMcTpaLmMmn unm NPoBeAeHUN NPoLeayp, CBA3aHHbIX C perncrpaumnen.

(HYactb B pegakumu, BBeaeHHon B gencteune ¢ 7 sHBapsa 2012 roga denepanbHbiM 3akoHOM OT 6 aekabpsa 2011 rona N
409-93; B pepakummn, BBegeHHou B aenctene deaepanbHbiM 3akoHoM 0T 30 aHBapsa 2024 roaa N 1-®3. - CM. npeablayLyto
peaakuuio)

5. Banpewaetca BB03 B Poccuiickyto  depepaumio  hanbCMULMPOBAHHBIX  NIEKAPCTBEHHbIX  CPeacTB,
HeaobpoKa4YeCTBEHHbIX NTeKapCTBEHHbIX CPeACTB, KOHTPaaKTHbIX NEeKapCTBEHHbIX CPEACTB.

(Yactb B pegakumu, BBeaeHHon B genctene ¢ 7 siieapsa 2012 roga PeanepanbHbiM 3akoHOM OT 6 aekabpsa 2011 rona N
409-®3. - CM. mpeablayLLy0 PeAAKLMI)

6. danbcuduunpoBaHHble NEKapCTBEHHble CpeacTBa, HegobpokayecTBEHHble FeKapCTBEHHble CPeacTBa noanexar
N3BbATUIO 1 NOCNEOYIOLWEMY YHULMTOXEHMIO UK BbiBO3Y 13 Poccuiickon depgepauuu, KoOHTpadakTHbIe NeKkapCTBEHHbIE CPeacTBa
- U3BATUIO N MOCMeayLWeMy YHUUTOXEHUIO. YHUYTOXEHNe unu BbiBO3 U3 Poccuinickon depepaumun danbcnuumpoBaHHbIX
NeKapCTBEHHbIX CPeAcTB, HeLoOpPOKaYeCTBEHHbIX IEKAPCTBEHHbIX CPEACTB, KOHTPadakTHbIX IEeKApCTBEHHbIX CPEeACTB
OCYLLEeCTBMSIETCA 3a CYeT nuua, ocyllecTBuBLUEero WX BBO3. [lOpsSAoOK YHUUTOXEHUS U3bATbLIX danbCUULMPOBaHHbIX
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neKapCTBEHHbIX CPEeAcTB, HenoOpOKa4YeCTBEHHbIX J1EKapCTBEHHbIX CPeacTB, KOHTpadakTHbIX JeKapCTBEHHbIX CPEeacTB
yctaHaBnuaaetcs [NpasutensctBom Poccunckon ®enepaumm.

(HYactb B pegakumun, BBeaeHHon B genctene ¢ 7 siiBapsa 2012 roga PeanepanbHbiM 3akoHOM OT 6 aekabpsa 2011 ropa N
409-®3. - CM. mpeablayLLy0 PDeAAKLN)

7. Jwua, ocywectensiowme BBO3 B Poccuiickyto depepauunio  danbCnrUMpoBaHHbIX JIEKApPCTBEHHbLIX CPeacTs,
HegobpoKayYeCTBEHHbIX JIEKAPCTBEHHbIX CPeAcCTB, KOHTpadaKTHbIX JeKApCTBEHHbIX CPEeacTB, HECYT OTBETCTBEHHOCTb B
COOTBETCTBUM C 3aKkoHOAATeNbLCTBOM Poccuiickon Penepaunn.

(YacTtb B pepakuun, BBegeHHON B AerictBue ¢ 7 aHBapsa 2012 roga ®enepanbHbiM 3akoHOM OT 6 aekabpsa 2011 rona N
409-93; B pepakumu, BBeaeHHon B aenctene PeaepanbHbiM 3akoHoMm oT 30 aHBapsa 2024 roga N 1-®3. - CM. npeabiayLyo
peaakumio)

8. BbIBo3 nekapcTBeHHbIX cpeacts M3 Poccunckon depepauumn OCyLIECTBRASETCA B COOTBETCTBUM C  akTamuy,
cocTtaensawwmmMmm npaso Corosa, n (unn) 3akoHogatenscTBoM Poccuiickon ®enepaumm 0 rocyaapCTBEHHOM perynmpoBaHum
BHELLUHETOProBOM AEATENBHOCTW.

(YacTb B pegakumn, BBeaeHHon B aenctene PeaepanbHbiM 3akoHoM 0T 30 auBapsa 2024 rona N 1-93. - Cm. npeablayLyo
penakuuio)

9. BBog B rpaxgaHckuii 000poT NekapCTBEHHLIX NpenapaToB 4S8 MeaULMHCKOrO NpUMEHEHUs, BBE3EHHbLIX B POCCUMICKYHO
depepaunio, ocywlecTBnseTcs ¢ cobniogeHnem TpeboBaHWIM, yCTaHOBMNEHHbIX cTatben 52 1 Hacrtosulero deaepanbHoOro
3aKoHa.

(YacTb gononHuTenbHO BKtoYeHa ¢ 29 Hoabpa 2019 rona PepepanbHbiM 3aKoHOM OT 28 HoA6psa 2018 rona N 449-03)

10. BBog B rpaxgaHCKuin 0OOpPOT IEeKapCTBEHHbLIX NpenapatoB Ans BETEPUMHAPHOrO MPUMEHEHUS!, BBE3EHHbIX
(nepemeleHHbIx) B Poccuiickyto degepaumto, OCyLLeCTBRSETCS ¢ cobniogeHnem TpebdoBaHuiA, YCTaHOBMNEHHLIX cTaTben 522
HacToswero PefaepanbHOro 3akoHa.

(YacTtb pononHuTenbHO BKMoveHa ¢ 1 ceHTs6pa 2023 rona PenepanbHbiv 3akoHoM oT 2 uonsa 2021 rona N 317-93)

Hencteme nonoxeHnn vyactn 10 HacTosLWeENn cTaTbM He pacnpOCTPaHSETCS Ha Cepun NEeKapCTBEHHbIX npenapaTtoB Ans
BETEPUHAPHOIO NPUMEHEHWS, BBEAEHHbIE B rpaXxgaHCKMn 06opoT Ha TeppuTtopumn Poccuiickon ®enepaunm A0 AHA BCTYMNEHNUS
B cuny ®enepansHoro 3akoHa o1 2 uong 2021 rona N 317-®3, - cM. NyHKT 2 cTatbn 2 deaepanbHOro 3akoHa ot 2 uonsg 2021
rona N 317-93.

KommeHTapum Kk ctatbe 47

CTATbA 48. OPUANYECKUE JNTULIA, KOTOPbIM PA3PELLUEH BBO3 NIEKAPCTBEHHbBIX CPEACTB B
POCCUUCKYIO ®EAEPALINIO

(HammeHoBaHue B pegakuuu, BBegeHHoW B aencteue ¢ 7 sHeapsa 2012 roga ®enepanbHbiM 3akoHOM 0T 6 Aekabpa 2011 roaa
N 409-03. - CM. NpeabIAyLLY0 peaakumio)

INekapcTtBeHHble cpeacTaa B Poccuiickyto ®eaepaumio MOryT BBO3UT!

(AB3aL B pegakumu, BBeaeHHon B aencteue ¢ 7 aHBapsa 2012 roga PenepanbHbiM 3akoHoM oT 6 aekabpsa 2011 rona N
409-93. - CM. npenbiayLLyo pegakumio)

1) npoun3sBognTenun nekapCcTtBeHHbIX cpeacTB ansa uenen cobCTBEHHOroO npon3BoACTBa JIEKapCTBEHHbLIX CPEeACTB;

2) VHOCTpaHHble PaspaboTYMKK NeKapCTBEHHbIX CPEACTB M MHOCTPaHHblE MPOU3BOAUTENM NEKapCTBEHHbLIX CPeACTB UMK
Apyrve topuandeckme nuua Mo nopyyveHuto paspaboTumka JieKapCTBEHHOro CpeacTBa ANl MPOBedeHMS!  KIMHUYECKUX
uccrnefoBaHWii EKapCTBEHHOTO MpenapaTa, OCYLUEeCTBNEHUs] FoCyAapCTBEHHOW perucTpaumu rekapCcTBEHHOro npenapara,
BKIOYEHUS] hapMaLEeBTUYECKON CyOCTaHUMM B TOCY[apCTBEHHbLIN PEecTp JeKapCTBEHHbIX CPEeACTB, KOHTPONSA KadecTea
NeKapCTBEHHbIX CPEACTB MPY HanM4uu paspeLleHnst YroSIHOMOYEHHOro deaeparnbHOro opraHa WCMOMHUTENbHOW BacTu Ha
BBO3 KOHKPETHOW MapTuUM NeKapCTBEHHbIX CPEACTB;

C 1 ceHTsa6ps 2024 ropa ®enepanbHbiM 3akoHoM oT 30 aHBapa 2024 rona N 1-P3 B nNyHKT 2 HacToswen ctatbn OyayT
BHECEHbl U3MEHEHUS.
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3) opraHu3auumn oNTOBOWM TOProBNW NEKAPCTBEHHLIMU CPEACTBAMMU;

4) Hay4yHble opraHusauuu, obpasoBaTenbHble OpraHMsauMuM BbICLLErO OOpa3oBaHUA, NPOU3BOAUTENM JEKAPCTBEHHbIX
cpeacTB Anst pa3paboTku, nccrnenoBaHuim, KOHTpona 6e3onacHoOCTU, KadecTBa, apEKTUBHOCTU NIEKAPCTBEHHbIX CPEeACTB Npu
Hanu4uMM paspeLLeHns ynorHOMOYEHHOro degepanbHOro opraHa UCNONHUTENBHOW BNAacTy;

(MyHKT B pegakumu, BBeaeHHow B aencteue ¢ 1 ceHTabpsa 2013 roga PenepanbHbiv 3akoHoM ot 2 miong 2013 rona N 185-
®3; B pegakumn, BBeaeHHon B genctene PenepanbHbiv 3akoHoMm oT 30 gHeaps 2024 rona N 1-93. - CMm. mpeabiayLyto
peaakumio)

5) meOuuMHCKME opraHu3auMu, WHble yKasaHHble B NOyHkTax 1-4 HacTodulel CcTaTbu OpraHu3auMu Ansi oKasaHus
MEOULUHCKON MOMOLUU MO >KM3HEHHbIM MOKa3aHUAM KOHKPETHOrO nauueHTa npuv Hanvyuum paspelueHus YnorHOMOYEHHOro
denepanbHOro opraHa WCMNOMHUTENbHOW BMacTM Ha BBO3 KOHKPETHOW MapTMM NEKapCTBEHHOro npenapaTta, BblAaHHOMO B
YCTaHOBMNEHHOM nopsiake B hOpMe 3NEKTPOHHOIO AOKYMEHTa, MOAMUCAHHOMO YCUITEHHOW KBanvUUUPOBaHHOW 3neKTPOHHOMN
NOANUCHIO.

(MyHKT B pepakummn, BBeaeHHOW B genctene PenepanbHbiM 3akoHoM oT 12 mapTa 2014 rona N 33-93. - Cm. npeablayLyo
penakuuio)

6) NyHKT gononHuTenbHO BKtoveH ¢ 1 mapta 2020 roga PenepanbHbiM 3akoHOM OT 27 aekabpa 2019 roga N 475-93; He
npumeHsaeTca ¢ 31 gekabpa 2023 roga - PenepanbHbli 3akoH OT 27 Aekabps 2019 roga N 475-03 - cm. npeablayLlyio
penakumio;

7) Npou3BoaMTENN MEANLNHCKUX N3AENUIA AN Lenen Npon3BoacTsa MeEANLNHCKUX N3OENUNA.
(MyHKT gononHUTENBLHO BKNtoveH PeaepanbHbiM 3akoHoM 0T 30 aHBapsa 2024 roaa N 1-93)

KommeHTapun k ctatbe 48

CTATbA 49. AOKYMEHTbI, MPEACTABJIAEMbIE B TAMOXXEHHbIE OPIAHbI POCCUNCKON ®EQEPALIUN
NMPU BBO3E NEKAPCTBEHHbIX CPEACTB B POCCUNCKYIO ®EAOEPALINIO

(HanmeHoBaHue B pegakumm, BBe4eHHOM B AencTtaue ¢ 7 sHeapsa 2012 rona PenepanbHbiM 3aKOoHOM OT 6 Aekabpa 2011 roaa
N 409-®3. - Cm. npeaplAyLLy0 PeAaKLMIO)

1. MNpu BBO3e nekapcTBeHHbIX cpeacTB B Poccuiickyto depepauunio B TaMOXeHHble opraHbl Poccunckon depepaumm
Hapagy C [OOKyMeHTaMu, npeacTaBrieHvMe KOTOpbIX MpedyCMOTPEHO akTamu, coctaBnswowmMmu npaBo Coto3a, u (unu)
3aKkoHogatenbCcTBoM Poccuiickon Pepepauum 0 TaMOXEHHOM PEerynupoBaHUK, NPeacTaBnsAlTCca criegylolime OOKYMEHTbl B
3NEeKTPOHHOW hopme:

(AB3ayu B pegakuum, BBegeHHoN B gericteue ¢ 7 saHBapst 2012 rona PenepanbHbiM 3akoHOM OT 6 aekabpa 2011 rona N
409-93; B penakumun, BBefeHHon B Aenctere PenepansHbiM 3akoHoM oT 30 sHBapa 2024 roga N 1-93. - Cm. npeabiayLuyio

penakuuio)

1) cepTudmkaT nNpou3BOAUTENS NEKAPCTBEHHOTO CpeacTBa ANsi BETEPUMHAPHOTO MPUMEHEHUs, Y4OCTOBEPSHOLLMNA
COOTBETCTBME BBO3MMOTO JIEKAPCTBEHHOIO CpeAcTBa Afsl BETEPUHAPHOro NpUMeHeHust TpeboBaHnaM hapmMakoneiHom cTaTbu
nnbo B crny4vae ee OTCYTCTBUSI HOPMATUBHOIO JOKYMEHTA;

(MyHKT B pepakuun, BBeaeHHoM B aencteue PenepanbHbiM 3akoHom oT 30 sHBapsa 2024 roga N 1-93. - Cm. npeablayLyto
penakuuio)

2) paspelleHue YNOTHOMOYEHHOrO (hefepanbHOro opraHa WCMONMHWUTENBHOM BRacT Ha BBO3 KOHKPETHOW MapTvu
neKapCTBEHHOro CpefcTBa B crlyyasix, yCTaHOBINEHHbIX YacTbto 3 cTaThu 47 HacTosulero defepansHOro 3akoHa.

2. [lokymeHTbl, yka3aHHble B OyHKTax 1 u 2 4Yactm 1 HacTosulen cTatbW, NPEeACTaBNsAlTCS B TaMOXEHHble opraHbl
Poccuiickon denepauum npu npubbiTun nekapcTBeHHbIX cpeacTs B Poccuiickyto ®egepaumtio.

(YacTtb B pepakuum, BBegeHHON B AerictBue ¢ 7 aHBapsa 2012 roga ®enepanbHbiM 3akoHOM OT 6 aekabps 2011 rona N
409-®3. - Cm. mpeablayLLYI0 PEAAKLIMIO)

KommeHTapum k ctatbe 49
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CTATbA 50. BBO3 JIEKAPCTBEHHbBIX NMPEMNAPATOB B PO(}CVIVICKYI-O SOEOEPALIVIO ANA INHHOIO
NCcnoNb30BAHUA U UHbIX HEKOMMEPYECKUX LIENIEW, A TAKXE ANA UCMNMOJNIb3OBAHUA HA
TEPPUTOPUN MEXOAYHAPOOHOIO MEANLIMHCKOIO KINACTEPA

(HammeHoBaHue B pegakuuu, BBegeHHoM B aencteume ¢ 7 sHeapsa 2012 roga ®enepanbHbiv 3akoHOM 0T 6 Aekabpsa 2011 rona
N 409-93; B pegakuun, BBeaeHHon B aenctaume ¢ 30 uoHa 2015 roga PeaepanbHbiM 3akoHOM oT 29 uioHa 2015 roga N 160-
®3. - C™. mpeaplayLyo peaakLuio)

1. JlekapctBeHHble npenapatbl MoOryT ObiTb BBe3eHbl B Poccuiickyto ®Pegepaumio 6e3 ydeta TpeboBaHuM,
npeaycMOTpeHHbIX Yactamun 1-4 ctatbu 47, ctatbamu 48 n 49 Hactosuero denepanbHOro 3akoHa, €Criv OHU NpeaHasHavYeHbl
ans:

(AB3aL B pegakumu, BBeaeHHon B gencteue ¢ 7 siHBapsa 2012 roga PenepanbHbiM 3akoHOM oT 6 aekabpsa 2011 rona N
409-®3. - CM. mpeablayLLyo PeAAKLM)

1) nuyHOro wucnonb3oBaHua du3Mdeckummn nuuamn, npubsiBwuMu B Poccuiickyto ®Pepepauuto. lNpu aTOM BBO3 B
Poccuiickyto ®efepaumio nekapcTBEHHbIX NpenapaToB, COAepXallMX CUIMbHOOEWCTBYyKLLME W (UNn) SA0BUTbIE BELLECTBA,
BKIMOYEHHbIe COOTBETCTBEHHO B CMUCOK CUMBbHOAENCTBYIOLLMX BELLEeCTB ANA uenen yronoBHOro 3akoHodatenscTea Poccumnckon
degepauum M B CNMCOK SO0BUTLIX BeLECTB [AMS  Lenen YrornoBHOro 3akoHodaTtensctBa Poccuiickon ®depepauuum,
yTBepxaeHHble [paButensctBoM Poccuiickon Penepauun, ocyLLECTBNAETCS NPU HanMuMmM OOKYMEHTOB (3aBEPEHHbIX KOnuii
OOKYMEHTOB WNW  3aBEPEHHBbIX BbIMUCOK W3 HUX), MOATBEPXKAAKLWNX Ha3HayeHne U3NYECKOMY T§uLy  yKal3aHHbIX
nekapcTBEHHbIX NpenapaToB (3a UCKIMYEHNEM NIEKapPCTBEHHLIX NPEnapaToB, 3aperncTpnpoBaHHbiX B Poccuiickon ®egepauum
nnbo 3aperncTpupoBaHHbIX B COOTBETCTBUM C akTamu, cocTaBrnsowumu npaBo Coros3a, M oTnyckaemblx B Poccuiickon
dPepepauun 6e3 peuenta Ha nekapCTBEHHbIM Mpenapart). lMogTeepxaawowme [OKYMEHTbl (MX 3aBEPEHHble Konuuv unm
3aBEpPEHHbIE BbIMUCKN U3 HNX) OOIMKHbI COAepXaTb CBEAEHUSI O HAMMEHOBAHMM U KONMYECTBE Ha3Ha4YEeHHOro fiekapCTBEHHOMO
npenapata. B cnyyae, ecnu nogTrBepxaawlme AOKYMEHTbl (MX 3aBepeHHble KOMUUM WU 3aBEPEHHbIE BbIMUCKA M3 HUKX)
COCTaBIEHbl Ha MHOCTPAHHOM S3bIKe, K HUM npunaraeTca HoTapuarnbHO 3aBEePEHHBIN NePEBO Ha PYCCKU A3bIK;

(MyHKT B pegakumu, BBegeHHon B aenctene ¢ 13 uoHsa 2016 roga PenepanbHbiv 3akoHOM OT 2 uioHa 2016 roga N 163-
®3; B pegakumu, BBeaeHHon B genctene PenepanbHbiv 3akoHoMm oT 30 guBaps 2024 roaa N 1-93. - Cm. npeabiayLyto

penakuuio)

2) uncnonb3oBaHWst paboTHMKaMM OUMNNIOMaTUYECKOro Kopryca Wnu npeactaBuTENSAMU MeEXOyHAPOAHbIX OpraHu3auuin,
aKkpeguToBaHHbIX B Poccuiickon Pepepaunu;

3) ne4yeHnss MaccaxXupoB U YMEHOB 3KUMAXEW TPaHCMOPTHbIX CPeacTB, Moe3aHbix Opurag v BoAMTENEN TPaHCMOPTHbIX
cpepncTs, NnpubbiBLIKX B Poccuiickyto ®enepaumio;

(MyHKT B pepakuun, BBEOeHHON B denictBue ¢ 7 sHeaps 2012 roga ®enepanbHbiM 3akoHOM OT 6 Aekabps 2011 rona N
409-93. - Cm. npeablayLLylo peaakumio)

4) neyeHWs YYaCTHWKOB MeXOYHapOoAHbIX KYMbTYPHbIX, CMOPTUBHBLIX MEPOMNPUSATUA W YYaCTHUKOB MEXAYHapPOAHbIX
akcneguuni;

5) neyeHusi KOHKPETHBLIX XXMBOTHbIX B 300Mapkax, 300cajax, Lupkax, okeaHapuymax, Aenb@UHapUsix, NeYeHus OUKUX
XMBOTHbIX, MOCTOSIHHO WINM BPEMEHHO Hacenswowux Tepputoputo Poccuiickon ®Pegepauum, HaxodsiLLMXCA B COCTOSIHUM
eCcTeCcTBeHHOWN cBoboabl 1 NpUHaAnexalmx K Buaam, 3aHeceHHbIM B KpacHyto kHury Poccuiickon ®epepaumm u (Mnu) KpacHole
KHUrM cybobekToB Poccuickon Pegepaumm, a TakKe XMBOTHbIX, BBO3UMbIX B Poccuickyio depepauunio gna yyactms B
CMOPTUBHbLIX U 3PENULLHBIX MEPOMNPUATUSAX;

(MyHKT B pepakumun, BBeaeHHON B aenctene ¢ 7 aHeapsa 2012 roga denepanbHbiM 3akoHOM OT 6 aekabpsa 2011 ropa N
409-93; B pegakuun, BBegeHHon B gencteune ¢ 13 asrycta 2019 roga ®enepanbHbiv 3akoHoM oT 2 asrycta 2019 rona N 297-
®3. - C™. NpeapiayLLyo PeAaKLn)

6) NCNoNbL30BaHUA Ha TEPPUTOPUN MEXAYHAPOOAHOIO MEAMLIMHCKOrO KrnacTepa.
(MyHkT pononHutensHo BkoyveH ¢ 30 noHsa 2015 roga PenepanbHbiv 3akoHom ot 29 mioHsa 2015 rona N 160-93)

2. B cnyyasx, npegyCMOTPEHHbIX 4YacTblo 1 HacTodulen cTatbul, gonyckaerca BBo3 B Poccunckyio depepauuio
NeKapCTBEHHbIX nNpenapaToB, He 3apermcTpupoBaHHbiXx B Poccuiickon Pepepauum nnbo He 3aperucTpyMpoBaHHbIX B
COOTBETCTBUM C aKTaMu, CocTaBnsoWmmn npaeo Cotosa.

(YacTtb B pegakuum, BBegeHHON B AenictBue ¢ 7 aHBaps 2012 roga ®enepanbHbiM 3akoHOM OT 6 Aekabps 2011 rona N
409-93; B penakummn, BBefeHHon B Aenctere PenepansHbiM 3akoHoM oT 30 sHBaps 2024 roga N 1-93. - CM. npeabiayLuyio
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penakuuio)

3. JlekapcTBeHHble npenapartbl, NpedHasHa4YeHHble AN FyMaHWTapHOW MoMoLWM (COQEeNCTBUSA) MMM MOMOLUM MpU
ypesBblYalHbIX CUTyauusix, BBO3ATCA B Poccuiickyto denepaunto B nopsigke, ycraHosrneHHoM [MpaButensctBom Poccuiickon
®epepauun. 3anpeuwiaetca BBo3 B Poccuickyio ®depepaumio  He3aperMcTpupoBaHHbIX  MEKApCTBEHHbIX MpenapaTtos,
npegHasHa4YeHHbIX ANS ryMaHUTapHOW NOMOLLM (COAENCTBUS) UM NOMOLLM MPU Ype3BblYanHbIX CUTYaLUSX.

(Yactb B pegakumu, BBeaeHHoN B genctene ¢ 7 siieaps 2012 roga PeaepanbHbiM 3akoHOM OT 6 aekabpsa 2011 ropa N
409-®3. - CM. mpeablayLLyo PeAAKLMI)

KommeHTapum k ctatbe 50

CTATbA 51. COTPYAHUYECTBO ®EQEPANIbHOIO OPFAHA UCMONHUTENBLHOW BIACTMH,
OCYLUECTBNAIOLWENO ®YHKUUM NO KOHTPOJIO N HAA3OPY B OBJIACTU TAMOXEHHOI'O [IENA, U
APYTUX YNONHOMOYEHHbLIX ®EAEPANIbHbLIX OPFTAHOB UCTNOJNTHUTENBbHOU BITACTU

(HanmeHoBaHue B pegakumu, BBeAeHHON B Aencteme PenepanbHbiM 3akoHoM oT 30 aHeaps 2024 rona N 1-P3. - Cwm.
OReAbIAYLLYI0 PEAAKLNIO)

1. YnonHomo4eHHble deaepanbHble opraHbl MCMOMHUTENBHOW BNacTu NpeaoCTaBnsaloT B pacrnopsikeHne deaepanbHOro
opraHa WCMONMHUTENbHOW BacTW, OCYLLECTBRSOLWEro (yHKUUM MO KOHTPOMK M Haa3opy B obracTu TaMOXEHHOro gena,
[OCYNAapPCTBEHHbIV PEECTR NEKAPCTBEHHbLIX CREACTB, a Takke WHMOPMALMIO O BblAaHHbLIX pa3peLleHusiX Ha BBO3 KOHKPETHOW
napTun NekapCTBEHHbIX CPEACTB B CIydasiX, YCTAHOBMNEHHbIX YacTbto 3 cTatbu 47 HacTodulero PenepansHoOro 3akoHa.

(Yactb B pegakumm, BBegeHHon B gencteme PenepanbHbiM 3akoHoMm oT 30 aHBapsa 2024 roga N 1-93. - Cm. nopeabiayLyo
penakuuio)

2. ®epepanbHbli OpraH MCMOMHUTENbHOM BRAacTW, OCYLLECTBASIOWMA (OYHKUMM MO KOHTPOM W Hag3opy B obnactu
TaMOXEHHOTo Aena, MHPOPMUPYET yKa3aHHble B YacTv 1 HaACTOsLIEN CTaTbW YMNOSIHOMOYEHHble edeparnbHble opraHbl
WCMOMHUTENBHOWN BNacTu O BBO3e NeKapCTBEHHbIX cpeacTB B Poccuiickyo ®egepaumio U BbiBO3e NEKapCTBEHHbBIX CPEACTB U3
Poccuinckon ®eanepaumm no popme 1 B nopsagke, KOTopble yctaHoBneHbl MNMpaButensctBom Poccuiickon depgepaumu.

(Yactb B pegakumu, BBeaeHHon B genctene ¢ 7 siueapsa 2012 roga PeanepanbHbiM 3akoHOM OT 6 aekabpsa 2011 rona N
409-93; B pepakumm, BBegeHHon B aenctene denepanbHbiM 3akoHoM oT 30 aHBapsa 2024 rona N 1-®3. - CM. npeabiayLyto
penakuuio)

KommeHTapun k ctatbe 51

MABA 10. PAPMALIEBTUYECKAA OEATENIbHOCTb
CTATbSA 52. OCYLWECTBINEHUE ®APMALIEEBTUYECKON OEATENbHOCTU

1. ®apmaueBTMyeckas AesaTeNbHOCTb OCYLLECTBMSETCA opraHM3aunsiMm ONTOBOW TOProBny fiekapCTBEHHbIMWN CPeACTBaMMU,
anTe4yHbIMU  OpraHu3auusaMn, BeTEPUHAPHBLIMW anTeYHbIMW  OpraHu3auuaMn, WHOUBMAYaNbHbIMW  MpeanpuHMMaTensamu,
UMELWUMN NULEH3MI0 Ha dapMaLeBTUYECKYO AeATeNbHOCTb, MEAULMHCKMMU OpraHuM3aumsmMu, MMEeKLWMMU NULEH3NI0 Ha
hapmaLeBTUYECKYI0 [OeATenbHOCTb, M ux 060cobneHHbIMM nogpasgeneHuamn  (ambynatopusimu, denbaliepckumm wu
denbalepcko-akyLepCckuMmn — NMyHKTamKn,  LeHTpamu  (OTaeneHusimu) obwen  BpadvyebHOM  (CeMErHON)  NpaKTuKW),
pacnonoXeHHbIMU B CEMNbCKUX HACENeHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTevHble opraHv3auuv, U BeTepUHapHbIMU
OopraHusaLmsaMmn, UMERLLIMMU NINLEH3NIO Ha (bapMaLeBTUYECKYH0 OEeATENbHOCTb.

(Hactb B pepakumu, BBegeHHOW B pgenctBue PenepanbHbiM 3akoHOM OT 25 Hoabpsa 2013 roma N 317-93. - Cwm.
TREAbIAYLLYIO PEAaKLNIo)

2. ®dusunyeckne nuua MOryT OCYLLECTBNSATb hapMaLEeBTUYECKYIO OEATENbHOCTb NMPWU HanMMyuuyM BBICLLIENO UMW CpeaHero
dapmaLueBTMYeckoro obpasoBaHns U cepTudmkaTa cneumanncta nnMbo NponaeHHOW akkpeauTauuu crneuuanucTa, BbiCLLEro
WU CpeaHero BeTepuMHapHoOro obpasoBaHusa U cepTudukata crneumanucta nMbdo NponaeHHOW akkpeauTauumn crneyuanucta, a
Takke BbICLUErO WUNKU cpeagHero mMeauuuHcKoro obpasoBaHus, cepTudmkaTta cneumanucta nMbo nNponaeHHOW akkpeauTaumm
cneuvManucta W OonofHUTENBHOTO MNpPodeccMoHanbLHOro obpasoBaHMs B 4YacTU PO3HUYHOM TOProBMWM JeKapCTBEHHbIMMU
npenapatamv Ons MeAuMLMHCKOro MpUMEHEHUsT MpU YCNoBMM MX paboTbl B 060COBNEHHbIX NnogpasfeneHnsax MeguLUHCKMX
opraHusaumn, ykasaHHbIX B 4acTu 1 HacTosLen CTaTbu.

(Hactb B pepakuuu, BBeaeHHom B genctsne PenepanbHbiM 3akoHoM oT 28 anpens 2023 roga N 149-93. - Cwm.
OReAbIAYLLYI0 PeAaKLMIO)
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MonoxeHusa YyacTn 2 HacTosiwen ctaTbm (B pegakumm PenepanbHoro 3akoHa ot 28 anpens 2023 roga N 149-d3) B Yactu
akkpeguMTaummM crneunannctoB B 06nactv BeETEpMHApUKM, OCYLLECTBASKOWNX hapMaLeBTUYECKYD AEATENbHOCTb M MMEHLLMX
BbICLLEE UIN CpefHee BeTepuHapHoe obpa3oBaHue, npumeHsaTesa ¢ 1 mapTta 2026 roga - cM. nyHKT 3 cTtatbu 4 denepanbHoOro
3akoHa ot 28 anpensa 2023 rona N 149-93.

KommeHTapum k ctatbe 52

CTATbA 52_1. BBO[ B N'PAXXOAAHCKUA OBOPOT JIEKAPCTBEHHbIX MPEMNAPATOB 414 MEOULIMHCKOIO
NMPUMEHEHUA

1. MNepen BBOOAOM B rpakgaHCKM 0DOPOT KaXKOoW Cepum UNK Kaxkaon napTum npounssegeHHoro B Poccuiickon ®egepaumm
nekapcTBEHHOro npenapara And MeOWLUHCKOrO MPUMEHEHUs, 3a WCKMIOYEHUMEM WMMMYHOOMONOrMYECKMX NeKapCTBEHHbIX
npenapaToB, NMPOU3BOAMTENb TaKOro IEKapCTBEHHOro npenaparta npeacraBnsdeT B denepanbHbli OpraH WCMONMHUTENbHOM
BMacTu, OCYLUECTBNAKWNA (YHKLUMU MO KOHTPOMK W Haas3opy B cdepe 30paBoOOXpaHEHMsl, OOKYMEHT MNpou3BoauTenst
neKkapCTBEHHOro CpeacTBa, NOATBepXOallWmnii KadeCTBO NeKapCTBEHHOro npenaparta, M nogTBepXxaeHue YnofIHOMOYEHHOro
nya Npou3BOaUTENS NEeKapCTBEHHbBIX CPEACTB COOTBETCTBUSA NIEKAPCTBEHHOrO npenaparta TpeboBaHUSAM, YCTaHOBMEHHbLIM Npwu
€ro rocyaapCTBEHHOW permctpawmu.

2. MNepen BBOAOM B rpaxaaHCKMiA 0OOPOT KaXAoW Cepum WM Kaxaow napTuu BBO3MMOro B Poccuiickyto ®egepauuio
NeKkapcTBEHHOrO npenaparta Ans MeOWMUUHCKOTO MPUMEHEHUs), 3a WCKIOYEHUMEM WMMYHOOMONOIMYECKMX NEeKapCTBEHHbIX
npenapaToB, opraHM3aund, OCyLLEeCTBsAOLLAs BBO3 NeKapCTBEHHOro npenapata B Poccuitckyto ®enepaumio, npeacrasnseTt B
denepanbHbIn - OpraH  UCMOMHUTENBHOW BNAacTW, OCYLLEeCTBNALWMIN  QYHKUMM N0  KOHTPOMK M Haasopy B cdepe
30paBOOXpaHeHns, cepTudmkaT Npoun3BoANTENSA NEeKapCTBEHHONO CpPeACTBa, YAOCTOBEPSIOLIMA COOTBETCTBME BBO3UMOIO
nekapcTBeHHOro npenapata TpeboBaHuAM dapMakonenHon cTaTbW, a B Cry4yae OTCYTCTBMS apMaKonenHom craTtbu
TpeboBaHMAM HOpPMaTMBHOW AOKYMEHTauuu, U MNOATBEPXAEHWe MpeacTaBuTens opraHusauuu, OCYLLeCTBMSILWENn BBO3
nekapcTBeHHOro npenapara B Poccuiickyto ®egepaunio U ynorHOMOYEHHON UHOCTPAHHBLIM MPOU3BOAUTENEM NEeKapCTBEHHbIX
cpencTs, COOTBETCTBUSA BBO3MMOrO JEeKapCTBEHHOro npenapara TpeboBaHUAM, YCTAHOBMEHHbIM MpU ero rocygapCTBEHHOW
perucTpauuu.

3. lMopsagok npeacTaBneHUs B COOTBETCTBUMM C YacTamu 1 M 2 HacTosuwen CcraTbM [OKYMEHTOB W CBEAEHMM O
NeKapCTBEHHbIX Npenaparax, BBOOMMbIX B rpaxgaHckui 060poT, yctaHaBnmBaetcs [NpaBuTtenscTBom Poccuiickon ®enepaumm.

4. B OTHOLWEHMN NePBLIX TPEX CEPU UNU NapTUIN NleKapCTBEHHOrO npenaparta, BnepBble npousBegeHHoro B Poccuickon
degepaunn mnn Bnepeble BBO3UMMOro B Poccuickyto Pepepaumio, B dedeparnbHblii OopraH WCMOMHUTENbHON BRacTu,
OCYLLECTBNALWNA DYHKLUN NO KOHTPOMO 1 HAaA30py B cdepe 3apaBoOOXpaHeHUs, JOMONHUTENBHO NpeacTaBnsaeTcsa NpoToKon
UCMbITAHMN O COOTBETCTBUM CEPUM UMW NapTUM NEeKapCTBEHHOro npenapata Ans MEeAMLMHCKOrO MPUMEHEHUS nokas3aTtensiM
KayecTBa, MNpegyCMOTPEHHbIM  HOPMAaTMBHOW  [JOKYMeHTauuen (ganee - MPOTOKON — WUCMbITaHWA),  NPOBOAMMbBIX
aKKpeaWTOBaHHbBIMU B COOTBETCTBMM C 3akoHogaTenbcTBOM Poccunckont depepaummn o6 akkpeauTaumyM B HaUMOHANbHOW
cuctemMe  akkpeguTauuu  chegepanbHbIMU - TOCYOAPCTBEHHBIMU  OHOKETHBIMU  yUpeXaeHUsIMU,  NoABEAOMCTBEHHbIMU
denepanbHOMY OpraHy UCMONMHUTENbHOW  BNacTW, OCYLUECTBNSwLWeEMYy ¢yHKUMM no  BbipaboTke ©  peanusauum
rocygapcTBeHHON MONMUTUKMA U HOPMAaTUBHO-NPaBOBOMY perynmpoBaHuio B chepe 3apaBooxpaHeHuns, U begepansHOMY opraHy
MCMNONHUTENBHOM BNacTu, ocylecTtensowemMy OyHKLUX MO KOHTPOMO 1 Haa30py B cdepe 3apaBooxpaHeHus. MNMopsagok Bbigayu
yKasaHHbIMW doefepanbHbIMU roCyaapCTBEHHBIMU OOMKETHBIMU YUPEXAEHUSMU AaHHOMO NMPOTOKONa M pasMep nnatbl 3a ero
Bblaayy yctaHaenueatoTcs [pasutenscteom Poccuinckon ®egepaumu.

5. ExxerogHo He nosgHee 1 deBpansg NPoOM3BOAUTENN NIEKAPCTBEHHbIX CPEACTB UMW OpraHn3aumm, OCyLLECTBRSAIOLWNE BBO3
nekapcTBeHHbIX npenapaTtoB B Poccuiickyto Pegepauunto, npeacrtaBnsioT B deaepanbHbli OpraH MCNOMHUTENbLHON BRacTw,
OCYLLECTBNALWNA (PYHKLUMM MO KOHTPOMO U Haasopy B cdepe 34paBOOXPaHEHWs, NPOTOKON MCMNbITaHWA MOCTYNMBLLErO B
TeyeHne roga B rpaxaaHckuii 0BopoT neKkapCTBEHHOro npenaparta KOHKPEeTHOro npousBoauTens (Ha OOHY Cepuio KaXkaoro
TOProBOro HaMMEeHOBaHUS C Y4ETOM NleKapCTBEHHOW (hOPMbl U J03MPOBKM), MPOBOAUMbIX aKKpeaAUTOBaHHbIMU B COOTBETCTBUM C
3akoHogatenbcTBoM Poccunckon ®enepaumm o6 akkpeauMTaumm B HaUMOHaNbHOW CUCTEME aKKpeauTauuu UchbiTaTenbHbIMU
naboparopusmMu (LeHTpamn).

6. lNMpousBoanTenn NekapCTBEHHbIX CPEACTB UMM OpraHvM3auuu, OCyLLEeCTBRSLWME BBO3 feKapCTBEHHbLIX NpenapaToB B
Poccuickyto degepaunio, He MeHee YeM 3a OAMH rog A0 MraHMpyeMblX NPUOCTAHOBNEHUS UK nNpekpaleHns npon3BoacTea
nekapcTBeHHbIX MpenapaTtoB unuM wMx BBO3a B Poccunckyto ®depepauunio yBegoMnsalT 06 SToM dedepanbHbid opraH
WCMONHUTENbHOM BNacTu, OCYLLEeCTBAALWMN YHKUMM MO KOHTPOSIO M HAA30py B cepe 3opaBooxpaHeHnsa un denepanbHbIn
opraH UCMNOMHUTENBHOW BRacTu, OCYLLECTBNSALWLMIA OYHKLMUM MO NIMLEH3NPOBaHNIO NPOU3BOACTBA NEKaPCTBEHHbIX CPEACTB.

(YacTb gononHuTensbHO BkNoveHa PenepanbHbiM 3akoHOM oT 28 Hosbpsa 2018 rona N 449-03)
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7. BBog B rpaxkgaHCckuin 060pOT KaXKaon Cepun unv Kaxgon naptmm nMMyHOBMOnornyeckoro nekapCcTBEHHOro npenapara,
npousseneHHoro B Poccuiickon ®enepaumm mnm BeBO3MMOro B Poccunckyto depepaunto, OCYLIECTBMSAETCS HA OCHOBaHUU
paspelleHns, BblgaHHOro denepanbHbiM OpPraHOM MCMONHUTENBbHOW BACTW, OCYLLECTBNALWMM (OYHKLUMW MO KOHTPOSIHO U
Hag3opy B cdiepe 34paBOOXPAHEHMS,, HA OCHOBaHMM BblAAHHOTO dheaepanbHbIMU  FOCYAAPCTBEHHBIMU  BHOOKETHBIMU
YUPEXKOEHUAMN, YKa3aHHbIMM B 4YacTu 4 HacTodwlen CTaTbW, 3aKMYeHUss O COOTBETCTBMM CEpUM WUNKU  NapTum
MMMYHOBKNOMOrMYECcKOro fiekapCcTBEHHOMO npenapaTta TpeboBaHUSAM, YCTAHOBIEHHBIM MPU €ro rocy4apCTBEHHOW perncrpauumn.
Mopsgok BblgavM paspelleHus Ha BBOA B rpakdaHCKM obopoT cepun nnn napTum MMMYHOBMONOrM4ecKoro fiekapcTBEHHOMO
npenapata, a Takke MOPSAOK BblAa4M YKa3aHHOro 3aKkMlYeHWst U pasMep nnatbl 3a ero Bblgady yCTaHaBNUBAKOTCS
MpasutenbcTBoM Poccuiickon degepaumm.

8. 3a HenpepacTaBneHve UM HECBOEBPEMEHHOE NMpeACTaBNeHNe JOKYMEHTOB U CBEAEHUN, NPegyCMOTPEHHbIX YacTamu 1,
2, 4, 5 n 6_HacTodulen cTaTbu, NPOWU3BOAUTENM FEKapCTBEHHbIX CPEACTB M OpraHm3auuu, OCYLLEeCTBrsiolWMe BBO3
nekapcTBeHHbIX MnpenapatoB B Poccuiickyto Penepauuto, HECYT OTBETCTBEHHOCTb B COOTBETCTBMU C 3aKOHOLATENbCTBOM
Poccuickon ®enepaumu.

9. MNpegcrtaBneHne AOKYMEHTOB M CBEAEHUN, NpedyCMOTPeHHbIX Yactamu 1, 2 n 4 HacTosuwlen cTatbW, U MOryyYeHue
npenycMOTPEHHOIO YacTbio 7 HacTosLle CTaTbu pa3pelleHnst Ha BBO4 UMMYHOBNONOrMYecKoro fiekapCTBEHHOro npenapara B
rpaxkgaHckmii obopoT He TpebykTcs B OTHOLLEHMM JIEKApPCTBEHHbLIX MpenapatoB, NpefHasHa4YeHHbIX AN NPOBELAeHUsI
KIMHUYECKMX WUCCNEAOBaHUA FeKapCTBEHHbIX MpenapaToB, MPOBEAEHUSI 3KCMNEepTU3bl NEeKapCTBEHHbIX CPeacTB AN
OCYLLECTBIEHNSA FOCYNAPCTBEHHON perncTpauum nekapCTBEHHbIX MPEnapaToB, a Takke B OTHOLLUEHUWN HE3aPEerncTpPUPOBaHHbIX
NeKapCTBEHHbIX MpenapatoB, MNpeAHa3Ha4YeHHbIX ANA OKasaHUs MEeOUUUHCKOM MOMOLUM MO KM3HEHHbIM MOKa3aHWUsM
KOHKPETHOro nauueHTa unu rpynnbl NauMeHToB, BBO3UMbIX B Poccuiickyto denepaunto B cCOOTBETCTBMM C YacTtamum 3 n 3_1
cTatbu 47 HacTosulero PenepanbHOro 3akoHa.

(Yactb B pepakumun, BeegeHHon B aencteme ¢ 1 mapta 2020 roga PenepanbHbiM 3akoHOM OT 27 aekabpsa 2019 rona N
475-®3. - CM. mpeablayLLyo PeAaKLni)

10. MNpn BbISABNEHUN B rpaXkgaHCKOM 0BOpOTE CEpUN UK NapTUKM NEKAPCTBEHHOrO npenaparta, 4OKYMEHTbl U CBEOEHUSA O
KOTOPLIX, NPeayCMOTPeHHble YacTamu 1, 2 1 4 HacTodLLen CTaTbk, He NPeacTaBneHbl B doegepanbHbIi opraH NCNOMHUTENBHON
BMacTu, OCYLUECTBNAKWNA (YHKLMU MO KOHTPOMNMK W Haasopy B cdepe 34paBooxpaHeHus, nubo cepun unu napTum
MMMYHOBMOMOrMYECKOro JeKapCTBEHHOrO npenaparta, He WMeKLWMX paspelleHnss Ha BBOA4 B rpaxgaHckum o6opor,
npeaycMOTPEHHOIO YacTblo 7 HaCToMdLEeN CTaTby, hedeparnbHblid OpraH UCMOSTHUTENBbHOW BNACTW, OCYLLECTBNSALWMIA (DYHKLUN
Nno KOHTPOMO M HaA30py B cdepe 34paBoOXpaHeHusl, B Nopsake, yctaHoBneHHoM [MpasuTtensctBom Poccuiickon depgepauun,
NPYHUMAET peLleHne O MpeKpalleHUM rpaXaaHCKoro obopoTa TakuMX Cepuu Unu naptmm A0 NpeacTaBreHus yKasaHHbIX
OOKYMEHTOB U CBEAEHUI NMOO NOyYeHUs yKa3aHHOTO paspeLLeHunst.

(CtaTtbsa gononHuTenNbHO BKMYeHa ¢ 29 Hosibpsa 2019 roga PenepanbHbiM 3akoHOM oT 28 Hosbpsa 2018 rona N 449-93)

C 1 ceHTabpsa 2024 ropa PepepanbHbiM 3akoHoM oT 30 aHeapa 2024 roga N 1-®3 B crtathio 52_1 HacToswero
depfepansbHOro 3akoHa 6yayT BHECEHbI U3MEHEHNS.

KommeHTapui K ctatbe 52 1

CTATbA 52_2. BBO[ B N'PAXXOAHCKUA OBOPOT JIEKAPCTBEHHbIX MPEMAPATOB )19 BETEPUHAPHOIO
NMPUMEHEHWA

1. Nepen BBOAOM B rpaxkgaHCckuin ob6OpOT Kaxaowm cepun npousseneHHoro B Poccuiickon depepauunmn nekapCTBEHHOMO
npenapata ans BETEPMHAPHOrO NPUMEHEHUs, 3a WCKIOYEHWEM MMMYHOOMONMOrMYECKOro NeKapCTBEHHOro npenaparta Ans
BETEPUHAPHOIO NPUMEHEHUS, NPOU3BOANTESNb TAKOro JIEKApCTBEHHOrO Npenapata NpeacTaBnseT B yBeOOMUTENIBHOM NOpsiaKe
B dpeepanbHblii OpraH UCMNOMHUTENbHOM BacTh, OCYLLECTBSAOWMIA DYHKUUK NO KOHTpOno (Haasopy) B cdepe obpalleHus
NeKapCTBEHHbIX CPEACTB AN BETEPUHAPHOIO NPUMEHEHMS:

1) OOKYMEHT nNpoOu3BOAUTENSI NEKAPCTBEHHbLIX CPEACTB, NOATBEPXKAAMOLIUA COOTBETCTBME KayecTBa JleKapCTBEHHOrO
npenapaTta Ans BETEPUHAPHOIO MPUMEHEHMUS, BBOAMMOrO B rpaxaaHckuin obopot, TpeboBaHMsIM, YCTAHOBMEHHBIM MpU €ro
rocygapcTBeHHOW perncrpaumu;

2) noareepXxageHne yrnorHOMOYEeHHOro numua npou3BoauTeNA JeKapCTBEeHHbIX CPeacTB COOTBETCTBUA JeKapCTBEHHOIo
npenaparta ona BeTepnHapHOro npMMeHeHunsa TpeﬁOBaHVIﬂM, YCTaHOBJTI€HHbIM Npu ero FOCWJ,apCTBeHHOIZ perncrtpauunn.
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2. MNepen BBOOOM B rpagaHCKmin obOpPOT Kakgom cepuu BBO3MMOro (nepemeltaemoro) B Poccunckyto depepauuio
nekapcTBEHHOro npenapaTa Ans BeTepUHaAPHOro NPUMEHEHUs, 3a WCKMYEHNEeM MMMYHOBWOMOrM4eckoro nekapcTBEHHOro
npenapata Ans BETEPUMHAPHOIO MPUMEHEHWs, OpraHm3auus, OcCyLlecTBrsowaa BBO3 (MepemelleHne) rnekapCTBEHHOro
npenapaTta Ansg BeTepuHapHOro npumeHeHus B Poccunckyto depepaumio, NpeactaBnseT B YBeAOMUTENbHOM nopsiake B
denepanbHbIn OpraH MCMONHUTENbHOW BAcTW, OCYLLUECTBSAOWMIA DYHKLUUN NO KOHTpONt (Hagsopy) B cdepe obpalleHus
nekapCcTBEHHbIX CPEACTB AN BETEPUHAPHOIO NPUMEHEHNS:

1) [OOKYMEHT NpOM3BOAUTENS IEKAapCTBEHHbIX CPEACTB, MOATBEPXOAloWMiA COOTBETCTBUE KayecTBa JEKapCTBEHHOIO
npenaparta Ans BETepMHapHOro MPVYMEHEHWUs, BBOAMMOIO B FpakgaHCKuii 060poT, TpeboBaHMSIM, YCTAHOBIIEHHLIM MPU €ro
rocyapCTBEHHON perncTpauum;

2) noaTeepxgeHne nuda, YynornHOMOYEHHOro aAepxarenem wunu Bnagenbuem pernctpaynuoHHOro yaoctoBepeHUus
JNIeKapCTBEeHHOIo npenapara ana BetTepnHapHoOro npyuMeHeHusd, CoOoTBeTCTBUA NNeKapCTBEHHOIO npenapara Aand BeTepuHapHoro
NnpUMeHeHnA Tpe6OBaHI/I9|M, YCTaHOBJ1€HHbIM Npu ero FOCWJapCTBeHHOI;I perncrtpauunn.

3. Beoa B rpaxagaHckuin 06opoT BBO3UMOro (nepemeluaemMoro) B Poccuiickyio ®epgepaumio nekapcTBEHHOro npenapara
ONsi BETEPMHAPHOTO NPUMEHEHUS OCYLLECTBISIETCS NPU HANMYUM 3aKINOYEHUS O COOTBETCTBUM NPOU3BOANTENS NEKAPCTBEHHbIX
cpencTB TpeboBaHMSAM MpaBun Hagnexalwe NPOU3BOACTBEHHOW MPAKTUKM, BbIGAHHOTO YMOSIHOMOYEHHBIM (deaepasibHbIM
OpraHoM WCMOMTHUTENbHOW BracTu AN NPOU3BOACTBEHHOW MMOLWAAKM JeKapCTBEHHOro npenapaTta Ansi BeTepuMHapHOro
NPUMEHEHNs1, BBOAMMOTO B rpaXJaHCKUin 000poT.

4. Jluuo, ynonHoMo4eHHoe AepxaTenem unm BragesibLem perucTpaLMoHHOro YA0CTOBEPEHNS IeKapCTBEHHOIO npenapara
ANt BETEPUHAPHOTO NMPUMEHEHWs, JOMKHO OblTb aTTECTOBAHO B YCTAHOBIIEHHOM YMOMHOMOYEHHbIM heeparibHbIM OpraHoM
UCMOMHUTENBHOM BNacTu Nopsiake U UMETb CTax paboTbl HE MeHee YeM NSATb feT B 06nacTy Npou3BoACcTBa U (MNN) KOHTPONS
KayecTBa JieKapCTBEHHbIX cpeAcTB NGO B 06rmacTm MOHMTOPUHra 3EEKTUBHOCTM U GE30MacHOCTU IEKaPCTBEHHbIX
npenapatoB [/l BETEPUMHAPHOrO MPUMEHEHUs,, TPOBOAMMOrO AepXaTernieM Wy BrafenblemM  pPerncTpaumoHHOro
YOOCTOBEpPEHMs1 NIeKapCTBEHHOro npenapata Al BETEPUHAPHOTO NMPUMEHEHUS NGO YNONTHOMOYEHHBIM UMK HOPUANYECKUM
nmuom, Bbicllee o6pa3oBaHMe COOTBETCTBEHHO MO OAHOM M3 cneuuanbHOCTeN U (M) OOHOMY M3 HanpaBrieHWI MOATOTOBKM:
Guonorusa, GrMoTexHonorusi, BeTepuHapusi, BETEpUHAPHO-CaHWTapHasi 3KCMepTu3a, KIMHMYeckas mMeauuumHa, paguauvoHHas,
XUMUYeckas 1 bronorvyeckas sawmTta, hapmaums, pyHaameHTanbHas MeguumHa, XMmmndeckasi TEXHOSNOIUS, XUMUSL.

5. lMopagok npeacTaBneHUs B COOTBETCTBUM C YacTtamu 1 M 2 HacTosulen cratbyM OOKYMEHTOB W CBEAEHUW O
NekapcTBEHHbIX NpenapaTtax [Afs BETEPUHAPHOro MNPUYMEHEHWS, BBOAMMBLIX B rpaXdaHckuii 0OO0poT, yCTaHaBnmMBaeTcs
MpasutenscTBoM Poccurickon Gegepaumm.

6. B oTHOWweHWM nepBbIX OBYX CeEpuUi NeKapCTBEHHOro npenapaTta Ans BETEPUMHAPHOro MPUMEHEHWs, BrepBble
npounssegeHHoro B Poccuickon depepauumn mnun Brnepsble BBO3UMMOro (nepemertaemoro) B Poccuiickyio ®depepaunto, B
depepanbHbIi OpraH UCMONMHUTENBHOW BNAcTW, OCYLLECTBNSALWNA DYHKUMK NO KOHTPOMo (Haasopy) B cdepe obpalleHus
neKapCTBEHHbIX CPeACTB ANs BETEPWHAPHOrO NPUMEHEHWS, Hapsily C LOKYMEHTamW, MpesycMOTpeHHbIMU Yactamu 1 un 2
HacTosAlle cTaTbu, NPEACTaBNSOTCA NPOTOKOMbI UCMBLITAHUA O COOTBETCTBMM 3TUX CEPUI NEKapCTBEHHOro npenapara Aans
BETEPMHAPHOIO MPUMEHEHUsI NoKasaTensiM KadecTBa, NpedyCMOTPEHHbIM HOPMAaTMBHbLIM [OOKYMEHTOM (Jaree - NpOTOKOn
UCMbITAHWI), NPOBOAMMBIX aKKpeaAWTOBaHHBIMWU B COOTBETCTBUM C 3akoHodaTenbcTBoM Poccuiickon ®epepaunm 06
aKkkpeguTauMmn B HaLMOHarbHOW CUCTEME akKpeauTaL MK UcnblTaTenbHbIMU nabopatopusiMy (LeHTpamm).

7. ExxerogHo He no3agHee 1 dheBpans NPON3BOAUTENMN NEKAPCTBEHHbIX CPEACTB UM OpraHM3aunm, oCcyLLeCTBSAIOWNE BBO3
(nepemelleHne) nekapcTBEHHbIX NpenapaToB A5 BETEPUHAPHOIO NpuMeHeHusa B Poccuiickyto degepaumio, NpeacTaBnsaoT B
denepanbHbIi OpraH UCMONMHUTENBHOW BNacTW, OCYLLECTBRSALWNA (OYHKLUMM MO KOHTpOMo (Haasopy) B cdepe obpalieHus
neKkapCTBeHHbIX CcpeacTB Ans BeTepuMHapHOro MPUMEHEHUs, MPOTOKOM WCMbITaHUMW MNOCTYNMBLUEr0O B TeyeHwe roga B
rpaxaaHcknii o6opOT NEeKapCTBEHHOro npernapara Ang BETEPUMHAPHOIO NPUMEHEHUsI KOHKPETHOrO npousBoauTens (Ha opHy
Cepuyio Kaxaoro TOProBOro HauMMEHOBaHMSI C Yy4eTOM JrieKkapCTBeHHOW dOopMbl, a ANA NekapCTBEHHOro npenapara Ans
BETEPUHAPHOIO MPUMEHEHMWS, He SABMAIOLWErocs WUMMYHOOMOMOrMYECKNM, Takke C Yy4eTOM [O3MPOBKM), NPOBOAMMbBIX
aKKpeaMTOBaHHbIMW B COOTBETCTBUM C 3akoHogaTenbcTBoM Poccuiickon Pepepauum o6 akkpeauTauum B HaLMOHaNbHOMN
crUcTeME akKpeauTauun ncnbiTaTenbHbIMK nabopaTtopusiMm (LeHTpamu).

8. BBog B rpaxgaHckuii o6opoT MMMYHOOMONOrMYECKOro NIEKapCTBEHHOIO npenapata Ansi BETEPUHAPHOIO NpUMEHEHUs,
npoussegeHHoro B Poccuinckon depepaumm nnm Beo3mmoro (nepemeltaemoro) B Poccunckyto degepaumio, ocyLLecTBngeTcs
Ha OCHOBaHWM pa3spelleHusi, BblAaHHOrO defeparbHbIM OPraHoM MCMOSNHUTENBHOM BNacTh, OCYLUECTBNSAWMM (OYHKUUA MO
KOHTponio (Hagsopy) B cdpepe obpalleHus neKapCTBEHHbIX CPEeACTB ANA BETEPUHAPHOIO MpUMEHEeHUs. YKasaHHoe
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paspelleHVe BbIJAETCA Ha OCHOBaHUM MPOTOKOMa WCMbITaHUA, MNPOBOAMMbBIX aKKpeOUTOBaHHbIMU B COOTBETCTBUMM C
3aKkoHogatenbcTBoM Poccuiickon ®epepaunn ob akkpeoutauum B HaLMOHaNbHOM CUCTEME aKKpeauTauuum opraHusaumsmu,
NnoaBeAOMCTBEHHbIMU  heaepanbHOMy OpraHy MWCNOMHUMTENbHOW BnacTW, ocylecTBngawweMmy ¢QyHKuMM no BblpaboTke
rocyaapCTBEHHOW NOMWUTUKMA M HOPMAaTUBHO-NPABOBOMY PEryrMpoBaHunilo B cdepe arponpoMbiLLIEHHOro KOMMeKca, BKnoyas
obpalleHre nekapCTBEHHbIX CPEACTB ANS BETEPUHAPHOrO NPYMEHEHUs, unu degepanbHOMY opraHy UCMONMHUTENBHOW BriacTy,
ocyuecTensowemy yHKLUM N0 KOHTPONto (Haasopy) B cdepe obpalleHus nekapcTBEHHbIX CpeAcTB Ans BETEPUMHAPHOro
NPUMEHEHNs!, a TaKkKe JOKYMEHTOB M CBEOEHWUI, MPenyCMOTPEHHbIX YacTbio 1 (Ans npenapaTtoB, Npon3BeaeHHbIX B Poccuinckon
denepauun) unm YacTeto 2 (4N Npenapartos, BBO3MMbIX (NepemMellaemMbix) B Poccunckyto degepaumio) HacTosLWEN CTaTby.

9. Cpok BbldauM paspelleHusi, yKa3aHHOro B YacTu 8 HacTosllen cTatbu, COCTaBnsieT NsaTb pabounx OHeEn co OHSA
npencTaBneHnsl NMpPoOU3BOAMTENEM ITEKAapCTBEHHbIX CPEACTB UMM OpraHu3aluen, OCYLLEeCTBNSAKLIEA BBO3 (MepemMelleHune)
neKkapCcTBEHHOro npenapata QAns BeTepuHapHOro npumeHeHuss B Poccuickyio Pepepauuio, B edeparnbHbid  opraH
WCTOMHUTENBHOWM BNACTW, OCYLLECTBNSALWUA hYHKUUM NO KOHTPOIO (Haa3opy) B chepe obpalleHns nekapCTBEHHbIX CPpeacTB
ONa BeTepMHapHOro NpUMeHeHus, OKYMEHTOB, NpeayCMOTPEHHbIX YacTbio 8 HacTosLen CTaTbu.

10. PaspelueHne, yka3aHHOe B 4acTu 8 HacTosulel cTaTbW, BbIAAETCS B OTHOLUEHWMM KaxAoW M3 NepBbIX OBYX CEpuUn
MMMYHOOMNOMOrMYEeCcKoro JieKapCTBEHHOrO npenapaTta Ansi BETEPUMHAPHOTO MNPUMEHEHWs, BMEepBble MPOU3BEAEHHOMO B
Poccuinckon ®epepauum unu Bnepsble BBO3MMOro (nepemewiaemoro) B Poccuiickyio depepauuio. Takoe paspelueHue
BblJ@eTCA Ha BeCcb CpPOK obpalleHusi cepuv MMMYHODMOMOrMYecKoro rekapCcTBEHHOro npenaparta Ansi BeTepUHapHOro
NPUMEHEHMS, B OTHOLLUEHMM KOTOPOW OHO Bbl4aHO. B OTHOWeHWM nocnegyowmx cepuii OQHOrO TOProBOrO HavMEHOBaHWS
MMMYHOBMONOrMyYeckoro NekapCcTBEHHOrO npenapaTta Ans BeTepuMHapHOro MpUMEHeHUsi, NpousBegeHHoro B Poccuickon
denepaumm nnu BBo3nMoro (nepemertaemoro) B Poccuiickyto defiepaumio, Takoe paspeLleHne BblgaeTcst CPOKOM Ha Tpu roaa.
Mopsgok BblgayM paspelleHuss Ha BBOA B rPaXgaHCKuiA 06opoT MMMYHOBMOMOrMYeckoro nekapcTBEHHOro npenapaTta ans
BETEPMHAPHOIO NPUMEHEHWS, MOPAAOK BbiAa4M MPOTOKONA WMCMbITAHWIA, yKasaHHbIX B YacTu 8 HacTosulen cTaTbW, a Takke
MeToauKa onpeaeneHns pasmMepoB nnathl 3a BbiAavy yKa3aHHOrO MPOTOKOMa UCMbITaHW ycTaHaenmeaeTcs [1paBuUTensCTBOM
Poccuinckon ®eaepaumm.

11. immyHoGMOnormyeckne rnekapcTBeHHble npenapatbl AN BETEPUHAPHOIO MPUMEHEHUS, BBEAEHHbIE B rpaKdaHCKUM
060pOT B COOTBETCTBUM C YacTbio 8 HACTOsLIEN CTaTbW, NoAMeXaT XpaHeHUo, NepeBo3ke, OTMYCKY, peanusaumun, nepegade,
NMPUMEHEHMIO [0 UCTEYEHUSI CPOKA UX FOQHOCTH.

12. 3a HenpeacTaBneHne UM HeCBOEBPEMEHHOE MpeacTaBreHne 4OKYMEHTOB U CBEAEHWUN, NPedyCMOTPEHHbIX YacTamu
1-3, 6 n 7 HacTosulen cTaTbW, MNPOU3BOAUTENM FEKAapPCTBEHHbIX CPEACTB M OpraHM3auuu, OCYLLECTBASIOLWMNE BBO3
(nepemelleHne) nekapcTBEHHbIX MNpenapatoB Afs BeTepuMHapHoOro npumeHeHuss B Poccuiickyto degepaumnto, HecyT
OTBETCTBEHHOCTbL B COOTBETCTBMU C 3akoHogaTtenbcTBoM Poccuiickon degepauun.

13. MNpepacTaBneHne AOKYMEHTOB U CBEAEHWW, NPeayCMOTPEHHbIX YacTtamu 1-3, 6 n 7 _HacTosulen ctatbu, U nornyyeHve
paspelleHns, yKaszaHHOro B Yactu 8 HacTosulen cTatbl, He TpebyloTcA B OTHOLIEHWM NeKapCTBEHHbIX MpenapatoB Ans
BETEPUMHAPHOIO NPUMEHEHUs, NpeaHasHavYeHHbIX AN BbiBo3a M3 Poccuiickon Pepepauun, nNpoBedeHUs OOKIMHUYECKUX
UccnefoBaHUM NEeKapCTBEHHbIX CPEeACTB, KIUMHWUYECKUX WCCNefoBaHW NEeKapCTBEHHbLIX MpenapaTtoB ANS BETEpUHaPHOro
NPUMEHEeHUs 1 BBO3a ANS Lenew, ykasaHHbIX B OyHKTe 5 yactn 1 ctatbm 50 Hactosulero defepanbHOro 3akoHa, a Takke
06pasLoB feKapCTBEHHbIX MpenapaToB Afs BETEPUHAPHOrO NPUMEHEHWs, NPeAHa3HavYeHHbIX AnS MPOBEAeHUS 3KCNepTU3bl
NeKapCTBEHHbIX CPEeAcTB B LEMAX OCYLUECTBNEHUS TOCYAapCTBEHHOW perucTpauum nekapCTBEHHbIX MpenapaToB AN
BETEPVMHAPHOIO MNPUMEHEHUS WU BHECEHWUS W3MEHEHUMI B PErucTpauMoHHOE OOCbEe Ha NeKapCTBEHHbIV npenapaTt Ans
BETEPMHAPHOIO NPUMEHEHNS.

(Ctatbs gononHuTenbHO BKItodeHa ¢ 1 ceHTabps 2023 roga PenepanbHbiM 3akoHoM oT 2 uionga 2021 roaga N 317-93)

OencTtere nonoxeHun ctatbm 52_2 HacTtosiwero ®egepanbHOro 3akoHa He pacrnpoCTPaHAETCs Ha cepun nekapCTBEHHbIX
npenapaToB 411 BETEPUHAPHOro NpMMEHEHUs, BBEAEHHbIE B rpaXaaHckuii 060poT Ha Tepputopumn Poccuiickon ®enepauun ao
OHS BCTynneHus B cuny PenepanbHoro 3akoHa ot 2 utong 2021 roga N 317-®3, - cm. OyHKT 2 cTatbn 2 dPeaepanbHOro 3akoHa
o1 2 nong 2021 roga N 317-93.

KommeHTapun k ctatbe 52 2

CTATbA 53. NPOOAXA, NEPEOQAYA NNEKAPCTBEHHbIX CPEACTB OPFAHU3ALMAMM ONTOBOW TOPrOBNU
JIEKAPCTBEHHbIMW CPEACTBAMU
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1. OpraHusaumy ONTOBOW TOPrOBMM JIEKAPCTBEHHLIMW CPEACTBAMW MOFYT OCYLUECTBMATb NPOAaXy JeKkapCTBEHHbIX
cpencTB uUnu nepepaeBaTh MX B YCTaHOBMEHHOM 3akoHopaTenbcTBoM Poccuiickon Pegepauum nopsigke (3a UCKMYEHUEM
dapmaLeBTMYECKOM CyOCTaHLMM cnnpTa STUIOBOIO (3TaHona) ¢ y4eTom TpeboBaHU YacTu 3 HACTOSLLIEN CTaTbU:

(AB3aL B pegakuun, BBegeHHon B aericteue ¢ 1 sHBapsa 2018 roga PenepanbHbiM 3akoHoM OT 29 miona 2017 roga N 278-
®3; B pegakumn, BBegeHHon B aenctene ¢ 29 gekabpsa 2020 roga PenepanbHbiv 3akoHoM oT 27 aekabps 2019 rona N 481-
®d3; B pegakuunn, BBegeHHon B genctaume ¢ 1 ceHTsbps 2023 roga PenepanbHbiM 3akoHOM OT 4 aBrycTta 2023 rona N 428-93. -

Cm. NpeablAyLLYIo peaakLmio)

1) Apyrum opraHnsaLusiM ONTOBOW TOPrOBMW NeKapCTBEHHLIMU CPeACTBaMU;

2) Npou3BOAUTENSIM NIEKAPCTBEHHbIX CPEACTB ANs Lenel Npou3BoLACTBa NeKapCTBEHHbLIX CPeACTB;
3) anTe4HbIM opraHu3auusiM U BeTEpUHaPHbLIM anTeYHbIM OpraHM3aLnsMm;

4) Hay4YHbIM OpraHM3aLMsaM A4S Hay4YHO-UCCreaoBaTeNbCKon paboThi;

(MyHKT B peaakummn, BBeaeHHon B aencteme PeaepanbHbiM 3akoHoM 0T 30 aueaps 2024 rona N 1-93. - Cm. npeablayLyo
penakuuio)

5) nHameunayanbHbIM npeanpuHnmMmartenam, nMmerowmnm nNnueH3no Ha q)apmau.eBTquCKyro AEeATEeNbHOCTb UM NMNUEH3UI0 Ha
MEONLNHCKYH0 O0eATENTbHOCTb;

6) MegUUMHCKUM OpraHmnsaumsm, B TOM YMChe CO30aHHbIM U 3aperncTpupoBaHHbIM B COOTBETCTBMM C 3aKOHOA4ATENBLCTBOM
MHOCTPAHHOro rocygapcTtea - YneHa OpraHusaumm 3KOHOMWYECKOro COTPYAHMYECTBA U Pa3BUTUS MHOCTPaAHHBLIM KOPUANYECKNM
nuuam, MHAMBUAYanbHbIM NpeanpuHMMaTensMm, SBMASOWUMCS ydYacTHMKaMyM MNpoekTa B COOTBETCTBUM C DenepanbHbIM
3akoHom oT 29 umtoHsa 2015 roaa N 160-93 "O mexayHapoaAHOM MEOMULIMHCKOM KNacTepe U BHECEHUM M3MEHEHUN B OTAENbHbIE
3aKoHoaaTenbHble akTbl Poccuiickon Penepauun”, n BETEPUHAPHBLIM OpraHn3aLmsam;

(MyHKT B pepakumm, BBegeHHON B aencrteme ¢ 6 aBrycta 2019 roga PeaepanbHbiM 3akoHOM OT 26 utona 2019 roga N 240-
®3; B pepakumm, BBegeHHom B aericteue ¢ 1 ceHTsdopsa 2023 roga PenepanbHbiM 3akoHoM oT 4 asrycta 2023 roga N 428-93. -
CM. NpeablAyLLYIo peaakLmio)

7) opraHuM3auMaM U MHAMBUAYanbHbIM - MpeanpuHMMaTensM, OCYLUECTBMSOWMM pa3BefeHne, BblpallMBaHue WU
cofepkaHne XXMBOTHbIX (32 UCKITOYEHMEM NPOoAaXN MM hapMaLeBTUYECKUX CyOCTaHLMIA N UX nepegayn).

(MyHKkT B pemakuun, BBegeHHon B genctene ¢ 13 aerycta 2019 roga ®enepanbHbiv 3akoHoM OT 2 aBrycta 2019 roga N
297-®3. - CM. NpeablayLLYIo PeAAKLNI)

2. OpraHusauuu OMTOBOW TOPrOBMM NEKApCTBEHHbIMW CpeacTBaMu He BrpaBe OCYLLECTBMNATb Mpodaxy (nepepayy B
YyCTaHOBNEHHOM 3akoHodaTenbcTBoM Poccunckont ®enepaumm nopsake) apmaueBTMYeckon cybCcTaHuum cnupTta STUIOBOMO
(aTaHona).

(Hactb pononHutensHo BkroveHa ¢ 1 aHBaps 2018 roga PenepanbHbiM 3akoHoMm oT 29 urona 2017 roga N 278-93; B
penakuuu, BBeAeHHow B Aencteue ¢ 29 gekabps 2020 roga PegepanbHbiM 3akoHOM 0T 27 fekabps 2019 rona N 481-93. - Cwm.
npenplAyLWYIo peaakLuio)

3. OpraHusauum ONTOBOM TOPrOBMAM JIEKAPCTBEHHBLIMW CPeAcTBaMM MOMYT OCYLECTBASATb npofdaxy (nepedayy B
YCTaHOBMNEHHOM 3akoHodaTenbcTBoM Poccuiickon Pegepaumm nopsgke) nekapcTBEHHOrO npenaparta Ans MeguuuHCKOro
NPUMEHEHNsI C MeXAyHapOoAHbIM HenaTeHTOBaHHbIM HaMMeHoBaHueM "OTaHon":

1) lOpMAMYECKMM JNMUAM, WMELWMM INULEH3NI0 Ha apmauleBTMYeckylo [OesiTeNlbHOCTb B cdepe obGpalleHust
NeKapCTBEHHbIX CPeACTB AN MeAMLMHCKOTO NPUMEHEHNS;

2) vHOVMBMAYyanbHbIM NpPeanpUHMMATENSM, WMEWUM NULEH3NI0 Ha apMaueBTUYECKYI0 AEATENbHOCTL B cdepe
obpalleHns nekapCcTBEHHbIX CPEACTB ANsl MeAULMHCKOTO NPUMEHEHUS;

3) uHaMBMAyanbHbIM NPeanpUHUMAaTENAM, UMEIOLLMM NMULIEH3NI0 HA MeOULIMHCKYI0 NeATeNbHOCTb;

4) 1OPUANYECKMM NULLAM, UMEIOLLMM FIMLIEH3NIO HA MEOULIMHCKYHO OEATENbHOCTD;
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5) MHOCTPaAHHLIM KPUANYECKMM NMLAM U MHOMBUAYANbHBIM NPEeANnPUHUMATENSAM, CO34aHHbIM M 3aperMcTPUPOBaHHLIM B
COOTBETCTBUM C 3aKOHOAATENBbCTBOM WMHOCTPAHHOMO rocygapcrea - yneHa OpraHusaumm 3KOHOMMYECKOro COTpyaHMYecTBa u
pasBUTUS, ABMAIOWMMCS Y4aCTHUKaMM NpoekTa B COOTBETCTBUM ¢ PeaepanbHbiM 3akoHoM oT 29 mioHa 2015 roga N 160-93 "O
MEXAYHAPOAHOM MEAULIMHCKOM _KIacTepe W BHECEHUU W3MEHEHUW B OTAEeNbHble 3akoHoAaTenNbHble aKkTbl Poccumnckon
Penepaumn’;

6) ucnbiTatenbHbIM nabopatopusim (LEHTpaM), NPOBOASLLUMM UCMNbITaHUSA B 00acTU KOHTPONS KavecTBa NeKapCTBEHHbIX
CPEeOCTB, aKKpeouTOBaHHbIM B COOTBETCTBMM C 3akoHodaTenbCctBoM Poccuiickon ®Pegepaumm 00 akkpeguTauum B
HaUMNOHAarbHON cucTeMe akkpeauTauum.

(YacTtb pononHuTenbHO BKMtoveHa ¢ 1 ceHTsiopa 2023 rona PenepanbHbiv 3akoHOM OT 4 aBrycTta 2023 rona N 428-93)

MonoxeHust 4yactu 3 HacTodAwen cTatbM Ha Tepputopuax [oHeukor HapopHow Pecny6nuku, JlyraHckonm HapopgHoi
Pecny6nuku, 3anopoxckon obnactu, XepcoHckon obrnactu npumeHstotcs ¢ 1 ceHTabpst 2024 roga - ¢M. OyHKT 3 cTatbu 3
denepansHoro 3akoHa ot 4 aBrycta 2023 roaa N 428-93.

KommeHTapun Kk ctatbe 53

CTATbS 54. NPABUITA ONTOBOW TOPIrOBJIN NNEKAPCTBEHHbLIMU CPELCTBAMMU

1. OnToBasi TOProBns NEKapCTBEHHbLIMU CPEACTBAMU OCYLLECTBISETCA MPOU3BOAMTENSMU NIEKAPCTBEHHBLIX CPEacTB U
opraHusaumsiMM ONTOBOW TOPrOBMNW NEKAPCTBEHHbIMW cpeacTBaMy Mo NpaBunam Hagnexalleh aANcTpubbOTOPCKOM NpakTUKK,
npaBvMnaM Hagnexalwen npakTUKM XpaHeHUs U NepeBO3KM JeKapCTBEHHbLIX MpenapaTtoB ANs MeaULMHCKOro MpUMEHEHMS,
npaBunaMm XpaHeHWs JeKapCTBEHHbIX CPeACTB ANs BETEPUHAPHOIO MNPUMEHEHUs!, YTBEPXAEHHbIM COOTBETCTBYHOLLMMU
YMONMHOMOY€EHHbIMK cheaepanbHbIMU OpraHaMy UCTMONHUTENBHOWM BNacTy.

(HYactb B pegakumu, BBeaeHHon B genctene PenepanbHbiM 3akoHOM OT 26 mapta 2022 ropa N 64-93; B pepakumm,
BBEeOEHHOW B aAencTteue ¢ 1 ceHTabps 2023 roga PenepanbHbiM 3akoHom oT 28 anpensa 2023 roga N 171-903. - Cwm.
NReAbIAYLLYI0 PefaKLmio)

C 1 ceHTa6ps 2024 roga PenepanbHbiM 3akoHoMm oT 30 aHBapa 2024 roaa N 1-®3 yacTb 1 HacTosilen ctatbun Oyger
M3rioXXeHa B HOBOW pefaKkLmu.

2. OpraHunsauus onTOBOW TOProBMM IEKapCTBEHHbIMM CpeAcTBaMy 0bsidaHa cobnopatb npefenbHble CPOKM OTrPy3KU
3aTpeboBaHHbIX anTe4YHoOW OpraHuM3auMeln IeKapCTBEHHbIX MNpenapaTtoB A1 MEOUUWHCKOTO MNPUMEHEHUss M He Brnpase
OTKasblBaTb anTe4YHOW OpraHv3auuun, ¢ KOTOPOW Yy Hee 3aknioyeH COOTBETCTBYIOLLMI AOroBOpP O MOCTaBKax feKapCTBEHHbIX
npenapaTtoB 4S19 MEOULMHCKOrO NPUMEHEHUS], B NOCTABKe JIEKAPCTBEHHbIX NpenapaToB 4151 MEeQULMHCKOrO NPUMEHEHUS Npu
HanMuun 3aTpebOoBaHHbIX NEKAPCTBEHHbIX MpenapaTtoB AN MEOMLMHCKOrO MPUMEHEHUS y OpraHM3auum OMTOBOW TOProBMuv
nekapcTBeHHbIMU cpeacTBamu. [lpegenbHble CPOKM OTrpy3ku 3aTtpeboBaHHbIX anTeYHOW oOpraHu3auuMen neKapCTBEHHbIX
npenapaToB Afs MeOULUUHCKOTO NPUMEHEHWSI B 3aBUCMMOCTM OT PacnorioKeHUs MecTa OTrpy3Ku NeKapCTBEHHbIX npenapaToB
ANA MeanUMHCKOro NpUMEHEHUs YCTaHaBNMBaloTCS YNOSTHOMOYEHHbIM hefeparnibHbIM OpraHoOM UCMOMHUTENBHON BNACTU.

(Yactb gononHuTensHO BKNtoveHa PeaepanbHbiM 3akoHOM 0T 26 MapTa 2022 roaa N 64-93)

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

KoMmMmeHTapun K ctatbe 54

CTATbA 55. NOPAOOK PO3HUYHOM TOPIrOBITN NEKAPCTBEHHbBIMWU NPEMNAPATAMU

1. Po3HMYHasa TOproens nekapcTBEHHbIMW NpenapataMy B KONMYeCcTBax, HeobxoAmMbiX OfiS BbINOMHEHWUs BpayvebHbIX
(dbenbaliepcknx) HasHaYeHUn WM HasHayYeHun chneuuanncToB B 0BNacTu BeTepuHapuu, OCYLLECTBNSAETCA anTeYHbIMU
opraHusaumsMn, BeTEPUHAPHBLIMW anTeYHbIMW  OpraHM3auusaMu, WHAMBUAOYanNbHbIMW NpeanpuHUMaTensMu, UMeLWnMm
nvueHsnio  Ha  dapmaueBTUYeCKyld OeSATEeNbHOCTb, MEAWMUUHCKMUMU  OpraHvM3aumsiMi, WUMEWUMW  NULEH3UI0  Ha
hapmaLeBTUYECKYI0 [OeaTenbHOCTb, U ux 060cobneHHbIMU nogpasfgeneHuamn  (ambynatopusmu, denbaliepckumm u
denbalepcko-akyLepCckuMmn — NyHKTamn,  LeHTpamu  (oTaeneHusimu)  obwen  BpadvyebHOM  (CeMENHOW)  NpaKkTuKW),
pacnonoXeHHbIMY B CEMNbCKUX HAaCEMNeHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyvHble opraHv3auuv, U BeTepUHapHbIMU
OpraHusauusaMn, MMELMMU TNMLEH3NI0 Ha (apMaLeBTUYeCKyl0 OesTenbHOCTb. PaspelleHa po3HMYHasi TOProBnsi TOMbKO
neKkapCcTBEeHHbIMW MpenapatamMu, 3aperncTtpupoBaHHbiMM B Poccuiickon degepauumn nmvbo B COOTBETCTBUM C  aKTaMu,
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coctaenaowmmMm npaeo Coto3a, WM U3rOTOBMEHHLIMU  anTeYHbIMU  OpPraHM3auusiMM, BETEPUHAPHBLIMW  anTeYHbIMU
opraHusaumsiMm, MHOVBMAYaNbHLIMU MPeanpuHUMaTEnsaMn, UMELWMMA NMLEH3NI0 Ha (apMaLeBTUYECKY0 OesTENbHOCTDb.
Po3HMYHas Toproernsi nekapCTBEHHbIMK MpenapataMu OCYLLECTBISIETCS MO NpaBuniaM Hagnexallen anTedyHon NpakTuku,
YTBEPXXAEHHBLIM YNOMHOMOYEHHbIM dheieparbHbIM OpraHoM UCMONMHUTENBHOW BNacTy.

(Yactb B penakumm, BBegeHHoM B gencteme PenepanbHbiM 3akoHoM oT 30 sHBapsa 2024 roga N 1-93. - CM. npenbiayLyo
peakumio)

1_1. Po3HM4yHasi TOProBnsl neKapCTBEHHbIMW Mpenapatamu Ans MeOUUMHCKOTO MPUMEHEHUS (3a UCKIIOYEHMEM
nekapcTBEHHbIX NpenapaToB, OTMYCKAaeMbiX MO peuenTy Ha NeKapCTBEHHbIM Mpenapar, HapKOTUYECKUX NeKapCTBEHHbIX
npenapaToB M MNCUXOTPOMHbIX JTEKAPCTBEHHbIX MpenapaToB, a Takke CNMPTOCOAEpXallux FeKapCTBEHHbIX MpenapaTtoB C
obGbeMHOV [onen 3TUMOBOrO CnupTa CBbile 25 nNpOLEHTOB) MOXET OCYLUECTBNSATLCS anTeYHbIMU  OpraHu3auusivMm
ONCTaHUMOHHBIM  CMOCOOOM. PO3HWYHYIO TOProOBMIO JIEKAPCTBEHHBIMM MNpenapartamMv AN  MEOVLMHCKOrO MNpUMEHeHUs!
ONCTaHUMOHHBIM CNOCOOOM MOTYT OCYLLECTBMSITb anTeYHble OpraHu3auuu, UMelLue IUUEH3NI0 Ha (apMaLeBTUYECKYHo
OedTenbHOCTb U COOTBETCTBYHOLLEE paspelleHne deadepanbHOro opraHa WCMNOMHUTENbHOW BRacTW, OCYLeCTBASLWEro
dYHKUMM NO KOHTPOMO M Haa3opy B cdepe 3apaBooxpaHeHus. Nopsaok Bbigaun paspelleHms Ha ocyLecTBneHne po3HUYHOM
TOProBMNM NeKapCTBEHHbIMM NpenapatamMmm AUCTaHUMOHHBIM CrMocobom, TpeboBaHMs K anTeYHbIM opraHv3aumsMm, KoTopble
MOryT OCYLLECTBMSATb Takyl TOProeBro, M MOPSOOK €e OCYLIECTBEeHWs, a Takke npaBunia [OCTaBKU JleKapCTBEHHbIX
npenapaTtoB rpaxgaHam YyctaHaenusatoTcs [MpaButensctBom Poccuiickon ®depepaummn. WNHdopmauma o6 onnadeHHbIX
(OTNyLWEeHHBbIX) U MOMNyYeHHbIX NeKapCTBEHHbIX MpenapaTtax BHOCUTCA B CUCTEMY MOHUTOPUHIa OBUXEHWS NeKapCTBEHHbIX
npenapaToB AN MeAuLMHCKOro NpUMeHeHns B nopsiake, npeaycMOTPeHHOM YacTblo 7 cTatbu 67 HacTosuwero PenepanbHoro
3aKoHa.

(Yactb gononHuTensbHO BKNtoveHa PeaepansHbiM 3akoHoM oT 3 anpensa 2020 roga N 105-93)

2. Buabl anTeuyHblX opraHu3auui M npasBuna OTMycka JeKapCTBEHHbIX MpenapaTtoB Ans MEOULMHCKOTO NpUMEHEHNS
anTeyHbIMW OpraHM3auusiM1, WHAMBUAOYaNnbHbIMW NPeanpuHMMaTEnsMU, UMELWMMU NULEH3NI0 Ha apmaleBTMYECKYo
AeATENbHOCTb, a Takke MnpaBuna OTNycka JeKapCTBEHHbLIX MpenapaTtoB Ans MeAWLUHCKOrO MPUMEHEHUS MeOULMHCKUMMU
OpraHv3auusiM1, UMEeLMMM NULEH3NI0 Ha apMaLeBTUYECKY0 OESTENbHOCTb, U MX 060COBnNeHHbIMU NoapasgeneHmsIMm
(ambynatopusimu, denbawepcknMm n denbaLepcKo-akyLIEPCKUMN NyHKTaMK, LeHTpamu (oTaeneHusamu) obuien BpavebHom
(cemeliHOWM) MpaKTUKK), PacnoNOXEHHbIMWU B CENbCKMX HAaCemneHHbIX MyHKTaxX, B KOTOPbIX OTCYTCTBYHOT anTe4Hble opraHv3auny,
YTBEPXKAAKTCSA YNOMHOMOYEHHbIM ddeeparnbHbIM OpraHoM UCTONMHUTENBHOW BNacTy.

(HYactb B pepmakumu, BBegeHHOM B paencteuve PenepanbHbiM 3akoHOM OT 25 Hosabpa 2013 roga N 317-93. - Cwm.
npenplAyLWYIo peaakLuio)

3. TpaBuna oTnycka HapKOTUYECKUX CPeacTB U MCUXOTPOMHbIX BELIEeCTB, 3aperncTpupoBaHHbIX B KayecTBe
NeKkapcTBEHHbIX MpenapaTtoB, JIEKAPCTBEHHbLIX MNpenapaToB, COAEepPXallMX HapKOTUYecKMe cpeactBa W MCUXOTPOMHbIE
BELLECTBa, YTBEPXOAIOTCA YMNONHOMOYEHHbIM defeparnbHbiM  OpraHOM  MCMOMHUTENBHOM BRacTM Mo  COrnacoBaHWU C
depepanbHbIM OpraHoM UCMONMHUTENBHOW BNACTH, YNOMHOMOYEHHbLIM B chepe BHYTPEHHUX Aer.

(Yactb B pegakumu, BBeaeHHon B aenctaeue ¢ 4 niona 2016 roga PenepansHbiM 3akoHoM 0T 3 utonga 2016 rona N 305-93.
- CM. npeaplayLyo peaakLmio)

4. JlekapCTBEHHble MpenapaTtbl AN BETEPUMHAPHOrO NPUMEHEHUsI noanexar OTMyCKy BEeTEpUHAPHbIMU anTeYHbIMU
opraHuMsauMamMu, BETEPMHAPHBLIMW OpraHMsauuMamMu, WHOMBMAYANbHbIMW NpPeanpUHUMATENAMKN, UMEKLWMMN NULEH3NI0 Ha
dapmaueBTMYeCKy0 AeaTenbHOCTb. OTNYCK NeKapCTBEHHbIX NpenapaToB Afs BETEPMHAPHOro NPUMEHEHNST OCYLLECTBISETCH B
COOTBETCTBUM C NpaBMiiaMy Hagnexallen anTe4Hon NpaKkTUKK NEKAaPCTBEHHbIX NpenapaToB AN BETEPUHAPHOIO NPUMEHEHNS,
YTBEPXKOEHHBIMW YNONMHOMOYEHHbLIM dhedeparibHbIM OpraHOM UCMONHUTENbHOM BnacTu.

(Yactb B pemakuun, BeegeHHon B gencteme ¢ 13 aBrycta 2019 roga ®eanepanbHbiM 3akoHoM oT 2 aerycta 2019 roga N
297-03. - CMm. NpeAblayLLyio peaakLuio)

5. TllepedyeHb MeOUUUHCKUX OpraHu3auuin, UMeKLWMX MNUUEH3NI0 Ha QapMaueBTUYecKylo AeATenbHOCTb, U KX
060cobneHHbIX noapasaeneHvn (ambynaropuii, dpenbalepckux n genbawepcKo-akyLLepCKUX NMyHKTOB, LEHTPOB (OTAENEHWN)
obuwern BpayebHON (CeMEenHON) NPaKTUKK), PACMONOXEHHbIX B CEMbCKMX HACEMEHHbIX MyHKTaX, B KOTOPbIX OTCYTCTBYHOT
anTeyHble oOpraHM3auun, a Takke MepeyeHb NeKkapCTBEHHbIX MNpenapaToB, MNpoAdaxa KOTOPbIX MOXET OCYLLEeCTBAATLCS
yKa3aHHbIMY OpraHm3aumsiMu n nx 000CcobNeHHbIMY NOAPa3neENeHNs MU, YCTaHABNNBAKOTCS OpraHamMmn UCMONMHUTENBHOW BriacTu
cybbekToB Poccuiickon ®epepaumm.

(HYactb B pemakuuun, BBegeHHon B agencteue deaepanbHbiM 3akoHOM OT 25 Hoabpa 2013 ropa N 317-D3; B pepakumu,
BBeOeHHoW B fAenctene deaepanbHbiM 3akoHoM oT 3 anpensg 2020 roga N 105-03. - Cm. opeabiayLLyo peaakLmo)
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6. AnTeuyHble oOpraHusauuu, wuHAMBMAyarnbHble NPeanpuHMMAaTENu, WMeloWmMe nUUEeH3NK Ha dapMaLleBTUYeCcKyo
AeatenbHoCcTb, 00a3aHbl obecneumBaTb yTBepXAEHHbIN [MpaButensctBoM Poccuinckon depepaumm u dopmMupyemMein B
YCTAHOBNEHHOM WM NOPSAKE MWHMMArbHbI aCCOPTUMEHT JeKapCTBEHHbIX NpenapaToB, HeobXoAMMbIX Afis OKa3aHud
MeaNLMHCKOW NMOMOLLM.

(Yactb B pepakuuu, BBeaeHHoM B genctene PepepanbHbiM 3akoHOM OT 25 Hoabpsa 2013 roma N 317-93. - Cwm.
nReabIAYLLYI0 PefaKLmio)

7. AnTeyHble oOpraHu3auun, UWHOUBMAOYanbHble npeanpuHMMaTenn, WUMeKrLMe JMUEH3NI0 Ha dapMaueBTUYECKYHo
OEeaTenbHOCTb, Hapsgy C NekapCcTBEHHbIMM MpenapataMmy MMEKT npaBo npuobpetatb M npogaBaTb, B TOM 4ucne
ONCTaHUMOHHBIM CMOCOOOM, MeaULIMHCKNE U3nenuvs, Ae3uHduuupyowme cpeactsa, npeameTbl U CpeacTBa NMYHOW TUIMEHBI,
nocyay Ons MeauUMHCKUX Lenen, npegMeTbl U cpeacTBa, npegHasHayeHHble Anst yxoda 3a 60nbHbIMU, HOBOPOXAEHHBIMU U
AeTbMUW, He AOCTUrIMMW BO3pacTa Tpex feT, OYKOBYK OMTUMKY U cpedcTBa yxoda 3a Hel, MuHeparnbHble BOoAbl, NPOOYKTbI
ne4yebHOro, 4ETCKOro U AMEeTUYECKOro NUTaHnsi, BMONOrMYeckn akTnBHbIE A06aBKN, NapdOMepHbIe 1 KOCMETUYeCKMe cpeacTea,
MEeOWUWHCKME N CaHMTapPHO-MPOCBETUTENbHLIE NeYyaTHble M3OaHus, npegHasHadYeHHble Ans nponaraHabl 30opoBoro obpasa
KU3HW.

(Yactb B pegakuun, BBegeHHon B gericteue ¢ 29 mnons 2010 roga PeaepanbHbiM 3akoHoM oT 27 utona 2010 rona N 192-
®3; B pegakuuu, BBegeHHon B gencteme PenepanbHbiM 3akoHOM OT 25 Hoa6pa 2013 roga N 317-93; B pegakuumn, BBEAEHHON
B Aenctene PenepanscHbiM 3akoHoM ot 3 anpensa 2020 rona N 105-93. - CM. npeablayLLyio peaakLmio)

8. [eAaTenbHOCTb anTeyHblX opraHu3auuin BoopyxeHHbix Cun Poccuitickon ®depepaumun, ApYrMx BOWCK, BOWMHCKMX
hopMMpoBaHUA U OpraHoB, B KOTOPbLIX 3akoHodaTenbcTBoM Poccuiickon depepaumm npegycMOTPEHO NPOXOXAEeHUEe BOEHHOW
cnyxbbl  unu  denepanbHOM  roCyqapCTBEHHOM  CNyXObl, CBA3aHHOM C  MPaBOOXPaHUTENBHON  OEeATENbHOCTLIO,
pernameHTupyeTtca Hactoawmum degepanbHbiM 3aKOHOM U YTBEPXKAEHHbIMU COOTBETCTBYHOLMMUK deaepanbHbiMU opraHaMu
WCMOMHUTENBHOW BriacTu nonoxeHuamun. KoHTpornb 3a cobniogeHneM ykasaHHbIMU anTeYHbIMU OpraHuM3aumsiMM NOMNOXeHUn
HacTosiwero ®degepanbHOro 3akoHa OCYLLIECTBMASETCA COOTBETCTBYWOLMMU heaepanbHbIMU  OpraHaMmyv  UCMONHUTENbHON
BMNacTu.

(YacTb B pegakuun, BBefeHHou B aencteue ¢ 1 sHeaps 2016 roga ®enepansHbiv 3akoHoM oT 13 utons 2015 rona N 262-
®3. - Cm. mpeaplAyLLY0 PEAAKLIMIO)

9. YacTtb gononHutenbHO BkNtoyeHa PeaepanbHbiM 3akoHoM oT 3 anpensa 2020 roga N 105-93, He npumeHsieTcs ¢ 1
aHBaps 2021 roga - nyHKT 2 cTatbu 3 PenepansHoro 3akoHa ot 3 anpens 2020 roga N 105-93. - Cm. OpeablayLLy0 peaakumio.

KommeHTapum k ctatbe 55

CTATbA 55_1. NOPAOOK OCYLLUECTBNEHMUA PO3HUYHOM TOPIOBJU JIEKAPCTBEHHbLIMU NMPENAPATAMU
ana MEAQULUMHCKOI O NPUMEHEHUA, OTITYCKAEMbBbIMU MO PELUENTY HA NEKAPCTBEHHbIW MPEMNAPAT,
ANCTAHUMOHHbLIM CINTOCOBOM

1. B nepuoa ¢ 1 mapta 2023 roga oo 1 mapta 2026 roga B ropoge degepanbHoro 3HadyeHus Mockee, B benropogckon n
MockoBckoln obnacTtax (ganee B HacTosiwen ctatbe - cybbekTbl Poccuiickon ®epepaumm) npegycMmaTpmBaeTcs npoBegeHve
3KCMepMMeHTa NO OCYLLECTBEHNIO PO3HUYHOW TOProBMW NEeKapCTBEHHbIMM npenapatamu Ans MeAWLMHCKOro NpUMeHeHus,
OTnycKaeMbIMU MO peLenTy Ha NeKapCTBEHHbIV Npenapat, ANCTaHLMOHHbLIM CNocoboM (fanee - 3KCNepUMeEHT).

2. B pamkax akcnepumeHTa ero y4acTHUKM BrpaBe AMCTaHLMOHHBbIM CMOCOOOM OCYLECTBMASATb PO3HUYHYKO TOPrOBIHO
neKapCTBEHHbIMM NpenapartaMu ans MeguuUMHCKOro NPMMEHEHUS, OTNYCKaeMbiMK MO PELENTY Ha fiekapCTBEHHbIN npenaparT (B
TOM 4mncrne copMUPOBaHHOMY B hOPME 3MEKTPOHHOrO AOKYMEHTA B fIMYHOM KabuHeTe rpaxgaHvHa Ha eaMHOM nopTane u
(Mnn) Ha pervoHanbHbIX NopTanax rocy4apCTBEHHbIX U MYHMLMNANbHBLIX YCNYr) N BKIIFOYEHHBIMW B NEPeYeHb NeKapCTBEHHbIX
npenapaToB M apmakoTepaneBTUYECKMX TPYMN JIEKAPCTBEHHbLIX MNPEnapaToB, pPas3pelleHHbIX K peanu3auMm B pamkax
3KCMNEepUMEHTa, YTBEPXKAEHHbIN YMNOMHOMOYEHHLIM ddedeparibHbIM OPraHoOM WCMOSTHUTENbHOWM BnacTu (3a WUCKITHOYEHMEM
NEeKapCTBEHHbIX NpenapaToB, CcoAepXalluMx HapKOTMYECKMEe CpeacTBa, MNCUXOTPOMHbIE BELWEeCcTBa W WX MPEKypcopbl,
NnekapcTBEHHbIX MNpenapaToB, COAEPXalUMX CUMNbHOOENCTBYHOLINE BeLleCcTBa, paavodapMaueBTUYECKMX NeKapCTBEHHbIX
npenapaToB, MMMYHOOMONOIMYECKMX FNEKApCTBEHHbIX MPENapaToB, a Takke NeKapCTBEHHbIX MpenapaTtoB, ANs KOTOpbIX B
COOTBETCTBUM C MHCTPYKUMEN MO NPUMEHEHWI0 NeKapCTBEHHOrO npernaparta yCTaHOBIEH TeMNepaTypHbIN PEXUM XpaHEeHUs
Hke 15 rpagycoB Llenbcusi, cnnptocogepalmx NekapcTBEHHbIX NpenapaToB ¢ 0GbeMHOV JoNne STUNOBOro cnvpTa CBbille
25 npoueHTOB W neKapCTBEHHbIX MpenapatoB, W3rOTOBMEHHbLIX anTeyYHbIMW opraHusauumamun). Kputepum BKAKOYEHUS
neKkapCTBeHHbIX MpenapaTtoB M apmakoTepaneBTUYeCKUX rpynn feKkapCTBEHHbIX NpenapaToB B YyKasaHHbI nepeyeHb
yctaHaenueatotca [lpaButenbctBom Poccuiickon ®epepaumun. NMonoxeHUs HacToslen CTaTbW He pacnpoCTpaHAlTCA Ha
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nekapcTBeHHble npenapaTtbl, OTMyckaemble 6GecnnaTHO WM CO CKMOKOW rpaxaaHam, MMewLMM npaBo Ha obecnedeHue
nekapcTBEHHbLIMW NpenapaTaMu 3a CHET CpecTB OMKETHbIX acCUrHOBaHU dheaepanbHOro GloaxeTa 1 BOIKETOB CyObeKToB
Poccuickon ®eanepaumm.

(Yactb B pegakumm, BBegeHHom B gencteme PenepanbHbiM 3akoHoMm oT 30 sHBapsa 2024 roga N 1-93. - CM. npeabiayLyto
penakumio)

3. YuyacTHuKamMu 9KCNepuMeHTa 4ABMASKOTCSA  YMNONHOMOYEHHbIN  (bedepanbHbli  OpraH  UCMOMHUTENbHOW  BNacTu,
YMNOSTHOMOYEHHbIE OpraHbl MCMONMHUTENBLHOW BnacTn cybbekToB Poccuiickon Pegepaumn, MeOULWHCKME OpraHuM3auumn um
anTeyHble opraHM3auumn, COOTBETCTBYOWMNE TPeOoBaHNSIM, YCTaHOBNEHHLIM B COOTBETCTBMM C YaCTbO 4 HACTOSALLEN CTaTbW.

4. lNMonoxeHne o nopdaake npoBegeHua JKcnepuMeHTa, B TOM 4ucne TpeﬁOBaHI/Iﬂ K MegUUUHCKUM OpraHusaumdamMm u
anTedyHbiM OpraHusaunam, ABnAKWMMCA YYaCTHUKaMU  3SKCnepumMeHTa, NopAadoK OCyLleCTBeHUA pOSHI/I'-IHOIZ TOProenun
NNeKapCTBEHHbIMU MnpenapataMn ona MeguunHCKOro npuMeHeHud, otnyckaemMmbiMn Mo peuenTty Ha J'IeKapCTBeHHbIVI npenapar,
ANCTaHUNOHHbIM CI'IOCO6OM, Tpe6OBaHI/I9| K AOO0CTaBKe TaKuMX JieKapCTBEHHbIX MpenapartoB rpaxaaHam, npasuna Bblayn
pa3peleHna Ha ocyLlecTBiieHune pOSHI/I‘-IHOIZ TOProBIinn JnekapCTtBeHHbIMU npenapatamMn And MeguumuHCKOro npuMeHeHusa,
oTnyCcKkaemMmbiMM NO peuenty Ha J'IeKapCTBeHHbIIZ npenapat, AUCTAaHUMNOHHbLIM CI'IOCO6OM, yTBEepXOaaeTcA npaBI/ITeJ'IbCTBOM
Poccuiickon d)ep,epau,mm. TpeGOBaHI/IFI K anTe4HbIM OpraHun3auuam, ABNALWLNMMCA y4aCTHUKaMN 3KCnepumMeHTa, He MOryT ObITb
HWXe Tpe6OBaHVII7I, YCTaHOBJIEHHbIX K anTe4yHbiM oOpraHu3aunamMm B COOTBETCTBUU C YaCTbHO 1_1 cratbu 55 HacTosdulero
Qe,uepaanoro 3aKOHa.

5. YnonHomou4eHHbI dheaeparnbHbIi OpraH UCNOMHUTENBHON BRacTu:

1) ocyLLecTBRsSIeT METOANYECKOE COMPOBOXAEHUE IKCMEPUMEHTA, BKIOYasi METOAMYECKOE COMPOBOXAEHWE AeSTENIbHOCTM
MeOMLMHCKMX OpraHun3auuii M anTeuHbIX OpraHvM3auui, y4acTBYIOLWUX B SKCMEPUMEHTE, MO OOPMIIEHMIO, UCTIONBb30BAHUIO U
XPaHEHUIO peLienToB Ha NeKapCTBEHHbIV Npenapar, B TOM Yucre cchopMnpoBaHHbIX B pOpMe 3MEKTPOHHbLIX JOKYMEHTOB;

2) npeacrtasnsieT B [NpaBuTenbcTBo Poccunckon Penepauun npeaBapyTenbHbIA (B MepUo NPOBEAEHNST SKCNEPUMEHTA, HO
He nosgHee YeMm 3a [Ba Mecsilia 40 UCTEYEHUS CPOKa NMPOBeAEHUS SKCNEPUMEHTA) U UTOTOBbIN (MO OKOHYaHUKN SKCNEPUMEHTA,
HO He Mo3gHee 4YeM Yepe3 [Ba Mecsua Mocrne WCTEYEeHUs CpoKa MpoBeAEeHMs SKCMepUMMEHTa) AoKnagbl O pesynbrarax
NPOBEAEHNST SKCNEPUMMEHTa M MPEOJIOKEHNS O BHECEHMU U3MEHEHWI B 3aKOoHOOATenbCTBO 006 obpalleHun nekapcTBEHHbIX
cpencTs.

6. YNONHOMOYEHHBIV OpraH UCMOMNHUTENBHOM BNacTu cyobekTa Poccuiickon depepaumu:

1) BNpaBe yCTaHOBUTb OCOOEHHOCTU NPOBEAEHUS SKCMEPUMEHTA;

2) yTBepxgaeT nopsgok otbopa MeaUMHCKMX OpraHu3aumii U anTedHblX OpraHu3auni Ans yyactusi B 9KCMepuMeHTe, a
Takke MPOBOAMT Takon OTOGOp M yTBEepXKOaeT nepedyeHb MEOMLMHCKUX OpraHM3auuin M nepeyvyeHb anTeyHbiX OpraHu3auuu,

COOTBETCTBYHOLLNX TpeﬁoBaHMﬂM, YCTaHOBMNEHHbIM B COOTBETCTBUM C YacTblo 4 HacTosuwlen cTatbu, W SABMSKOLWMXCA
y4acCTHUKaMUN SKCNepUMeEHTa,

3) ocywecTBnAeT MOHUTOPUHI MPOBEAEHUSA 3JKCMepuMeHTa W NpeacTaBrnseT ero pesynstatbl B YNONHOMOYEHHbIN
bepepanbHbIA OpraH UCNOMHUTENBHOW BNacTu;

4) obecne4ymBaeT MHOPMALMOHHO-TEXHUYECKOe obecneveHne NpoBeaeHNst SKCNepUMeHTa NOCpPeaCcTBOM MCMOMNb30BaHMWS
rocygapcTtBeHHON MHGOPMALNOHHOM cucTeMbl B cdhepe 3apaBooxpaHeHusi cybbekTa Poccuiickon depepauumn un (Mnm)
MEANLIMHCKNX WH(OPMALMOHHBIX CUCTEM MEAMLIMHCKUX OpraHu3auun, SBSOWUXCA YYaCTHMKaAMKU SKCNEpUMEHTa, U ux
B3aMMOOENCTBUSA C eAnHONM rocyaapcTBEHHON UHPOPMALIMOHHON CMCTEMOM B chepe 30paBOOXPaHEeHNS.

7. MegnumHckMe opraHuMsauun M anTeyHble OpraHv3auuu BrpaBe OTKasaTbCHA OT y4acTus B 3KCNEpUMEHTe, nodas B
YMONMHOMOYEHHBIN OpraH WCMNONMHUTENbHOM BractTu cybbekta Poccuiickon ®depepaumm cooTBeTCTBYOLEe obpalleHne B
nUcbMeHHoW chopme.

8. AnTeyHble opraHunsauuun, dasndwineca ydaCtHUMKamMm aKCneprmMeHTa, 00s13aHbI npn npoaaxe ANCTaHUMOHHbIM crnocobom
NeKapCTBeHHOro npenapara gna MeguumnHCKOro npuMeHeHuda, OoTnyckaemoro no peuenty Ha ﬂeKapCTBeHHbIVI npenapar,
obecneynTb npu ocyLlecTBiieHnn O0CTaBKu I/I,CleHTI/ICbI/IKaLI,VHO JNIMYHOCTU TpaXXKgaHuHa, nony4aroulero Takomn ﬂeKapCTBeHHbII;I
npenapart, B Uendax yCTaHOBIIEHUA COOTBETCTBUA ero NMYHOCTU U nnua, yka3aHHOro B peuente Ha ﬂeKapCTBeHHbIVI npenapar
(ero 3aKOHHOIo ﬂpe,D,CTaBMTeJ'I‘FI), nn6o nuua, YNONTHOMOYEHHOIo NMMUOM, YKa3aHHbIM B peuenTte Ha J'IeKapCTBeHHbIVI npenapar
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(ero 3akoHHbLIM NpeacTaBUTENEM), Ha NONy4YeHVe NeKapcTBEHHOro npenapara (4anee B HacTosLWen cTtaTbe - MU0, YkasaHHoe
B peuenTe (3aKoHHbIN NpeacTaBnUTesb, YNONHOMOYEHHOE NULIO).

9. Nnuo, ocyuiecTBrsOWEEe OOCTAaBKY NEKAPCTBEHHOrO Mpenapara A/l MeQULMHCKOTO NMPUMEHEHWs!, OTNycKaemMoro no
peuenTy Ha NekapcTBEHHbIN Npenapart, 06s3aHo NoTpeboBaThb y rpaxaaHuHa, NoslyyatoWwero Takon NekapCTBEHHI Npenapar,
NpeabsiBUTL JOKYMEHT, YAOCTOBEPSIOWMIA €ro NIMYHOCTb, AN UAEHTUMMKALUM FIMYHOCTM 3TOrO rpaXKdaHWHa U yCTaHOBMNEHUS!
COOTBETCTBMS €ro JIMYHOCTW U N1ua, yKa3aHHOro B peLenTe (3aKOHHOro NpeAcTaBuUTenNs, YNOMHOMOYEHHOro nvua). B cnyyae
BbISIBNIEHNS HECOBMAAEHMsl NIMYHOCTM rpaxkgaHuHa, MosyyatoLwero nekapcTBEHHbIV Npenapar, U nuua, ykasaHHoro B pelenTe
(3aKoHHOro MpeacTaBUTENS, YNOMHOMOYEHHOTO NMLa), a Takke B Criydae oTkasa rpaxkgaHuHa, NnomnyyaroLlero fekapcTBEHHbI
npenapar, NpeabsiBUTb OOKYMEHT, YOOCTOBEPSIOWMIA €ro JIMYHOCTb, NULO, OCYLLECTBISIOLEeE [OCTaBKy JieKapCTBEHHOro
npenapaTa Ans MEAULMHCKOIO NPYMEHEHUs!, OTINYCKaeMoro no peuenTy Ha NekapCTBEHHbIN npenapat, 0653aHo BEpHYTb Takou
rniekapCTBEHHbIV NpenapaT B anTe4Hyto opraH13aumio.

10. MNopgTBepxaeHMem dakta nepegayn fnekapCTBEHHOro npenapata Ansg MeauUMHCKOro NpUMEHEHNS, OTNyCcKaemMoro no
peLenTy Ha NekapcTBEHHbIN Mpenapar, Nuuy, ykasaHHoOMY B peuenTe (3aKOHHOMY NpeacTaBUTEN, YNOMHOMOYEHHOMY NuLly),
ABMAOTCA KACCOBbIN YEK Y NMOAMNUCh NMLA, NOMYYMBLLETO TAaKOM NEKapCTBEHHbIVM Npenapar, Ha JOKYMEHTE O MONy4YeHUn Takoro
nekapcTBEHHOro npenapara no gopme, yTBepXXaaeMon yNorHOMOYEHHbIM dhefepanbHbiM OpraHoM MCMONMHUTENBbHOW BNAcTU.
Mocne nepepaun nekapcTBEHHOrO npenapara nuuy, ykasaHHoMy B peLenTte (3aKOHHOMY MpeacTaBUTENIO, YNONTHOMOYEHHOMY
nuuy), 3TOT OOKYMEHT nepefaeTcs IULOM, OCYLLEeCTBMBLUMM [OOCTaBKY TaKOro NeKapCTBEHHOrO Mpenapara, B anTeyHyto
opraHu3aLmio, OCyLLIEeCTBMBLLYIO OTMYCK NeKapCTBEHHOro npenapara. B crniyyae BbisiBNeHWs Npu nepegade nudy, ykasaHHOMY B
peuenTte (3aKOHHOMY npeaCTaBUTENo, YMOMHOMOYEHHOMY JvLy), FfleKapCTBEHHOro npenapata akToB MexaHW4ecKoro
NOBPEXAEHUA €ro WNu ero YnakoBKW TakoOW NeKapCTBEHHbIW npenapaT NUUOM, YyKasaHHbIM B peuente (3aKOHHbIM
npencrtaBuTeneM, YMNONIHOMOYEHHbIM NULOM), He MPUHUMAaeTCcs M BO3BpallaeTcs 6e3 ero onnatbl nvuy, OCYLLECTBMBLUEMY
AOCTaBKy fnekapCTBEeHHOro npenapata n obecneynsaroLemMy ero Bo3spat B anTeyYHY opraHn3aLmio.

11. 3a HapyweHusa 3akoHogaTtenbcTBa Poccuiickon degepauun, coBepLleHHble NpW NPOBEAEHUMM 3KCMEpPUMEHTa, ero
YYACTHUKN HECYT OTBETCTBEHHOCTb, YCTAHOBIEHHYHO 3aKoHOA4ATeNbLCTBOM Poccuiickon depepauun.

12. KoHTponb 3a ncnonHeHnem TpeboBaHun, CBA3aHHbLIX C NPOBEAEHNEM IKCMEPMMEHTA, OCYLLECTBNAETCS dheaepanbHbIM
OpraHoM WCMNOSHUTENBHOM BNacT, OCYLLECTBASAWMM (YHKUUX MO KOHTPOMO W Haas3opy B cdepe 34paBOOXpaHEeHus, B
nopsiake, ycraHoeneHHoMm PeanepansHbiM 3akoHoM OT 31 mtonsa 2020 roga N 248-93 "O rocynapcTBEHHOM KOHTRone (Haa3ope)
n MyHUUMNanbHOM KoHTpore B Poccunckon denepauiun”.

(Ctatbsa gononHuTenbHO BktodeHa ¢ 1 mapTa 2023 roga PenepanbHbiM 3akoHOM 0T 20 okTsa6pa 2022 rona N 405-93)

MonoxeHusa ctaten 55 1 HacToswero PegepanbHOro 3akoHa npumeHsitoTes Ao 1 mapta 2026 roga - cM. NYHKT 2 cTatbn 2
denepanbHoro 3akoHa ot 20 okTabpsa 2022 roga N 405-P3.

KommeHTapun k ctatbe 55 1

CTATbA 56. U3rOTOBIEHUE U OTNYCK NIEKAPCTBEHHbBLIX MPEMAPATOB

1. Vi3rotoBneHne nekapCcTBeHHbIX NpenapaToB anTe4YHbIMU OpraHn3aunsiMn, BETEPUHAPHBLIMU anTe4YHbIMU OpraHn3aumsiMu,
UMELLMMU NMLEH3NI0 Ha (hapMaLeBTUYECKYHO AeATENbHOCTb, OCYLLECTBISETCS MO peLenTam Ha NeKapCTBEHHbIE Npenaparsl,
no TpeboBaHUAM MEOMLMHCKUX OpraHu3auuii, BETEpPUHAPHbLIX OpraHU3auuii B COOTBETCTBMM C NpaBuMMaMn U3rOTOBIEHUS U
OTMyCKa NeKapCTBEHHbIX NpenapaToB, yTBEPXAEHHBIMU YNONHOMOYEHHbLIM heaeparnbHbIM OPraHOM MCMNOMHUTENBHON BNacTu.

(YacTb B pegakumu, BBegeHHoN B aencteme ¢ 1 ceHTabpsa 2023 roga PenepanbHbiM 3akoHOM OT 5 aAekabpsa 2022 rona N
502-®3. - Cm. NpeablayLLYIo peaaKLmio)

2. [py M3roTOBNEHUM NEeKapCTBEHHbIX MPEnaparoB anTeyHbIMW  OpraHu3auusaMK, BETEPUHAPHBLIMU  anTeYHbIMM
opraHM3aunsmMm, UMeKLLMMK NMLEH3NI0 Ha (hapMaLeBTUYECKY0 AeATeNbHOCTb, UCMOSb3YITCS NeKapCTBEHHbIE Npenapatbl U
(Mnn) dapmaueBTUyeckne cyGCcTaHUMK, BKIOYEHHbIE COOTBETCTBEHHO B [OCYAAPCTBEHHbIM PEECTR NeKapCTBEHHbIX CREeACTB
AN MEOMLIMHCKOrO MPUMEHEHWs, [OCYAapCTBEHHbIN pPEeecTp NeKapCTBeHHbIX CPeACTB AN BETEPUHAPHOrO NPUMEHEeHUs,
e[MHbIN PeecTp 3aperncTpUpOBaHHbIX NeKapCTBEHHbIX CPedcTB EBpasuiickoro 3KOHOMMWYECKOro COl3a, eduHbI peecTp
3aperncTprpoBaHHbIX BETEPUHAPHBIX NEKAPCTBEHHbIX MpenapaTtoB EBpasnickoro 3KOHOMMYECKOTO COl3a B YCTAHOBMEHHOM
nopsiake. He [gOonyckaeTcs W3rOTOBREHWE anTeYyHbIMW OpraHM3auusmMy, BeTEpUHaPHbIMK  anTeyYHbIMKM  OpraHu3aLmsMu,
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UMEILWMMN  NINLEH3NIO Ha hapMaLeBTUYECKYD [esATeNbHOCTb, JIeKapCTBEHHbLIX MNpenapaToB, 3aperncTpupoBaHHbIX B
Poccuickon ®enepaumm nmbo B COOTBETCTBMU C akTaMu, CocTaBnsitowmummn npaso Cotosa.

(Yactb B pegakumm, BBeaeHHon B gencrteme ¢ 1 ceHtabpsa 2023 roga denepanbHbiM 3akoHOM OT 5 aekabpsa 2022 rona N
502-93; B penakumn, BBeaeHHon B aencteme PenepanbHbiM 3akoHoM oT 30 aHBapa 2024 roga N 1-93. - CM. npeablayLyto
penakumio)

3. MapkupoBKka NnekapCTBEHHbIX NpenapaToB, U3rOTOBMEHHbLIX anTeYHbIMKM OpraHM3aunsmmn, BETEPUHAPHLIMK anTe4YHbIMU
opraHM3aumsaMm, UMEeLLMMN NNLEH3NI0O Ha dapMauleBTUYECKY0 OEATENbHOCTb, U 0DOPMIIEHME TakuUX NpenapaTtoB OOSHKHbI
COOTBETCTBOBATL NpaBuiaM, yKkazaHHbIM B YacTu 1 HacTosLleln CTaTby.

(YacTb B pemakumu, BBegeHHon B Aencteue ¢ 1 ceHTabpsa 2023 roga PenepanbHbiM 3aKoHOM OT 5 aekabpa 2022 rona N
502-03. - CM. npeablAyLLY0 peaaKLmio)

4. AnTevHble opraHuW3auuu, BeTepuHapHble anTedHble opraHusauuu, UMmelolne IUUEeH3NK Ha dapMaueBTUYECKYHO
OeATenbHOCTb, HECYT OTBETCTBEHHOCTb 3a HecobmnogeHve npaBurl U3rOTOBMEHUS M OTMycKa NeKapCTBEHHbIX MpenapaTtoB B
COOTBETCTBUM C 3aKoHOAAaTeNLCTBOM Poccuiickon Pegepauun.

(YacTb B pegakumu, BBegeHHoN B aencteme ¢ 1 ceHTabpsa 2023 roga PenepanbHbiM 3akoHOM OT 5 Aekabps 2022 rona N
502-03. - CM. NpeabIAyLLYI0 PDEAAKLIMIO)

KomMmmeHTapum K ctatbe 56

CTATbA 57. SAMNPELLEHUE NMPOAOAXU ®ANIbCUNOULIMPOBAHHBLIX JIEKAPCTBEHHbBIX CPELCTB,
HEOOBPOKAYECTBEHHbIX NIEKAPCTBEHHbIX CPEACTB, KOHTPA®AKTHbIX JIEKAPCTBEHHbIX CPEACTB

I'Ipo,u,a»(a (baﬂbCVId)VILWIpOBaHHbIX NNeKapCTBEHHbIX CpencTs, He,D,O6pOKa‘~IeCTBeHHbIX NNeKapCTBEHHbIX CpeacTs,
KOHTpa(*)aKTHbIX NeKapCTBEHHbIX CPeACTB 3anpellaeTca.

KommeHTapum k ctatbe 57

CTATbA 58. XPAHEHUE NEKAPCTBEHHbLIX CPELACTB

1. XpaHeHue nekapCTBEHHbIX CPEACTB OCYLUECTBSAETCA MPOM3BOAUTENAMU NEKAPCTBEHHbIX CPEeACTB, OpraHuM3auvsamMu
ONTOBOW TOProBIM NEKAPCTBEHHBIMW CPEACTBAMM, anTEYHbIMU OpPraHn3aunsiMn, BETEPUHAPHBIMU anTEYHBIMW OpraHn3aLmsamu,
MHOVBMAOYaNbHEIMKM NPeanpuHMMaTENs MU, UMEKLWMMU NILEH3NI0O Ha (hapMaueBTUYECKYO OEATENbHOCTb UMW NULEH3MIO Ha
MEOVUMNHCKYI0 AeATENbHOCTb, MEOULMHCKUMU OpraHn3aumsamMu, BETEPUHAPHLIMM OpPraHn3aumsiMm U UHBIMW OpraHM3auusiMu,
OCYLLECTBIAWMMN  OOpalleHne neKapCTBEHHbIX CpeacTB. XpaHEeHWe JEeKapCTBEHHbIX CPEeACTB [Ans BETEPUMHAPHOro
NPUMEHEHNST OpraHn3aumMsaMm U MHANBUAYaNbHbIMU NPEANPUHUMATENSIMU B CIyYasix, €Crv OHU UCMONb3YHTCA UCKIIOYUTENBHO
npwv pasBegeHun, BbipalUMBaHUKN, COAEPXKAHUU U JIEYEHUN XKMBOTHbIX, MOXET OCYLLECTBNATLCA 06e3 nonyvyeHus NMUeH3nn Ha
hapmaLeBTUYECKYI0 AeATENbHOCTD.

(YacTb B pegakumu, BBegeHHON B Aencteme ¢ 22 HoAbpsa 2014 roga PenepanbHbiM 3akOHOM OT 22 okTsabpa 2014 rona N
313-03. - CM. NpeablAyLLY0 peaaKLmio)

2. I'Ipanma XpaHEeHUA IneKapCTBEeHHbIX CpencCTB YTBepXAakTCA COOTBETCTBYHOLMM YMNOJTHOMOYEHHbIM q)e,u,epaanblM
opraHom MCMNOMHNTENBbHOM BNACTU.

3. XpaHeHme HapKOTUYECKnNX J1eKapCTBEHHbIX cpeacTs, NCUXOTPOMHbIX JIeKapCTBEHHbIX cpeacTs,
paﬂ,I/IOd)apMaLl,eBTVIHeCKMX NNeKapCTBEeHHbIX CpeacCTB OCYLLEeCTBIAETCA B COOTBETCTBUM C 3aKOHOOATESIbCTBOM Poccuiickon

denepaumm.

KommeHTapum K ctatbe 58

CTATbA 58_1. NPEAMETHO-KONMYECTBEHHbIN YYET IEKAPCTBEHHbIX CPEACTB ANA MEQULMHCKOro
NMPUMEHEHWA

1. I'Iepequb NeKapCTBEHHbIX cpeacTts And MeOguUMNHCKOro npuMmeHeHud, noanexawunx npeamMeTHO-Konn4ecTtBeHHOMY
y4yeTy, yrBepxaaetca ynoJiIHOMO4YEeHHbIM c*)e,qepaanblM opraHom NCNONHUTENBHOW BNacTu.
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2. MNopsaok BKAOYEHUS NEKApPCTBEHHbLIX CPeACTB ANs MeQULMHCKOTO NPUMEHEHUsI B NepeYeHb NIeKapCTBEHHbIX CPEACTB
AN MeAULMHCKOrO NMPUMEHEHUs, NoANeXalimMx npeaMEeTHO-KONMMYECTBEHHOMY Y4eTy, YCTaHaBMnMBaETCs YMNONHOMOYEHHbIM
defepanbHbIM OpraHOM WCMONHUTENBHOM BRAcTU MO COrfacoBaHU0 C dedeparibHbiM OpraHOM WCMOMHUTENBHOW BriacTw,
YMNONMHOMOY€EHHbIM B cdhepe BHYTPEHHUX Aen.

(Yactb B pegakumu, BBeaeHHon B gencrteume ¢ 4 miona 2016 roga PenepanbHbiM 3akoHoM 0T 3 utonga 2016 roga N 305-93.
- CM. npeablayLwyo peaakLmio)

3. MpeamMeTHO-KONMYECTBEHHbIN YYET NEKapCTBEHHbIX CPEACTB AN MeAMLMHCKOrO NMPUMEHEHWS BedyT MpOV3BOAUTENU
NeKapCTBEHHbIX CPEACTB, OpraHuW3auuM OMNTOBOM TOProOBMM JIEKAPCTBEHHLIMU CPeACTBaMW, arnTedHble opraHuM3auuu,
VHOUBMAYanbHbIE NpeanpuHUMaTeny, VMEloLWMe JMUEH3MI0 Ha (apmMaueBTUYECKYlD OAeATENbHOCTb WNU NULEH3UMIO Ha
MELMLMHCKYI0 OeAaTenbHOCTb, U MeQUUMHCKME opraHu3auun, OcyLlecTBrsiiolne obpalleHne rekapCTBEeHHbIX CpeacTB Ans
MELMLMHCKOrO NMpUMEHEHMWs1, NyTemM pernctpaummn nobbix cBA3aHHbIX C X oOpaLleHneM onepauui, Mpu KOTOPbIX M3MEHSIeTCS
MX KONMUYECTBO M (MNN) COCTOsIHME, B CneLmanbHbIX XypHanax yyYeTa ornepauuii, CBA3aHHbIX C 06palleHneM neKkapCTBEHHbIX
CPEeAcTB ANs MeguUMHCKOro NpuMeHeHus (4anee - cneuuanbHble XXypHanbl).

4. I'Ipanu'la pernctpaumn onepau,w?l, CBA3aHHbLIX C o6pau.|,eH|/|eM NIeKapCTBeHHbIX cpeacts Aand MeauunHCKOro
npnMeHeHnA, BKITMIOYEHHbIX B NepevyeHb JieKapCTBeHHbIX CcpeacTB And MeaununHCKOro npumMmeHeHud, nognexawmx npegmeTHoO-
Konn4eCcTtBeHHOMY Yy4eTy, B cneunanbHbIX XXypHanax n npasuna BegeHUA N XpaHeHua cneunarnbHbIX XypHaroB yTBEPXXOakTCA
YNOJTHOMOYEHHbIM cbe,qepaanblM OpraHom WCMONHUTENbHOW BNacTu.

5. KoHTponb 3a cobniogeHnem npasui permctpauum onepauui, ceasaHHbIX ¢ obpalleHnem nekapCTBEHHbIX CPeACTB Ans
MEOVUNHCKOTO MPUMEHEHUS, BKITOYEHHbIX B MEpevYeHb JIeKApCTBEHHbIX CPeacTB [ANs MEOUMUMHCKOrO MNpPUMEHEHMS,
nognexatimx npegMeTHO-KONMMYECTBEHHOMY YYETY, B CreLmanbHbIX XypHanax, a Takke 3a cobniogeHnem npaBus BEAEHWS U
XpaHeHMs cneumnanbHbIX XYPHanoB BO3MaraeTcsl Ha YMNofHOMOYEHHblE dheaeparnbHble opraHbl UCMOMHUTENBHOM BRacTn n
opraHbl MCMONMHUTENbHOM Bnactu cybbekToB Poccunckon degepaumn, OCYLIECTBAKOWMNE NNLEH3MPOBaHME MNPOU3BOACTBA
NeKapCTBEHHbIX CpeacTB, hapMaLEeBTUHECKON OEATENbHOCTM M MEOULMHCKON OeATENbHOCTU, M OCYLLECTBMSIETCA B pamMKax
TNNLEH3MOHHOIO KOHTPOIS.

(CtaTtbsa gononHuTenbHO BkMoveHa ¢ 25 uioHa 2013 roga PenepanbHbiM 3akoHOM OT 25 nekabpsa 2012 rona N 262-93)

KommeHTapun k ctatbe 58 1

MABA 11. YHUMTOXEHUE NEKAPCTBEHHbLIX CPEOCTB
CTATbA 59. OCHOBAHUA U NOPAOOK YHUHYTOXEHUA NEKAPCTBEHHbBIX CPEACTB

1. HepobpokayecTBeHHble nekapCTBEHHble CpeacTBa, anbcuduuupoBaHHbIe feKkapCTBeHHble CpeacTBa nognexar
M3bATUIO U3 OOpaLLIEHNS N YHUUTOXEHUIO B Nopsiake, ycTaHoBneHHoM NpasutenbctBoM Poccuiickon ®eaepaummn. OcHoBaHNEM
ONS  YHUYTOXEHUS FeKapCTBEHHbIX CPEACTB SBMSETCS pelleHve Brajenbla eKkapCTBEHHbIX CPEACTB, peLleHue
COOTBETCTBYIOLLErO YNONMHOMOYEHHOTO hefeparnbHOro opraHa UCMONMHUTENBHOW BNACTW UMK peLLeHne cyaa.

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

2. KoHTpachakTHble nekapCTBEHHbIE CpeAcTBa MoanexaTr U3bsATUI0 M3 ODOpalLeHUss U YHUUTOXEHUIO MO peLLeHnto cyaa.
MopagoKk YHUUTOXEHUS KOHTpadiakTHbIX JeKapCTBEHHbIX CPeAcTB ycTaHaBnuBaeTcs [lpaButenbctBom Poccuiickomn
degepaummn.

(Yactb B pegakuuu, BBegeHHon B aenctene ¢ 1 nonga 2015 rona PegepanbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-
®3. - CM. mpeablAyLLY0 PEAAKLIMIO)

3. Pacxogbl, cBsi3aHHble C YHUYTOXEHNEM KOHTpaCbaKTHbIX NeKapCTBEHHbIX CpencTs, Heﬂ06pOKaHeCTBeHHbIX
NeKapCTBEHHbIX CPeAcCTB, (*)aﬂbCVI(*)MLI,MpOBaHHbIX NeKapCTBEHHbIX CpeacTB, BO3MELATCA UX BriagenbueMm.

4. Bnapenely, NeKapCTBEHHbIX CpencTB AOJDKEH npencrtaBnuTb B yI'IOJ'IHOMO‘-IeHHbIVI q)e,u,epaanbuZ opraH NCMNONHUTENBHOMN

BMacTu [OKYMEHT WM 3aBEPEHHYI B YCTAaHOBMEHHOM TMOpsiAKe €ro KOmuto, MnoaTBepXaalowme (akT YHUYTOXEHUS
neKkapCTBEHHbIX CPEACTB.

5. COOTBETCTBYIOLMI YMNONMHOMOYEHHBIN hbegepanbHbli OpraH WUCMOSIHUTENbHOW BRACTW, NPUHSIBLLUMIA pelueHne o6
YHUYTOXEHUUN NEKAPCTBEHHbIX CPEACTB, OCYLLECTBMSET KOHTPOIb 32 UX YHUUTOXEHNEM.
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6. YHUYTOXEHME NeKapCTBEHHbIX CPEeACTB MPOM3BOAMTCH OpraHM3aunsMu, UMELWUMN COOTBETCTBYHOLLYIO NULEH3MIO, Ha
cneumanbHO 06OpyAOBaHHbLIX Mrowagkax, MonuroHax U B cneunanbHo 060pyAoBaHHbIX MOMELLEHUSX C cobnogeHnem
TpeboBaHM B 00nacTy oxpaHbl OKPY>KaKoLLEN Cpeabl B COOTBETCTBUM C 3akoHoAaTenbcTBoM Poccuickon degepaumu.

7. HapkoTuuyeckne nekapcTBEHHble CPeACTBa, MCUMXOTPOMHbIE NEKapCTBEHHblE CPEAcTBa, paguodapMaueBTUYecKue
neKapCcTBEHHblE CPEACTBa YHUUTOXAIOTCH B COOTBETCTBUM C 3aKOHOAaTeNnbCTBOM Poccuiickoin depepaumu.

KommeHTapum k ctatbe 59

MABA 12. TOCYOAPCTBEHHOE PEIYJIMPOBAHMUE LIEH HA NNEKAPCTBEHHbDIE MNMPEMNAPATbI A5
MEOWLIMHCKOIO NPUMEHEHUA

CTATbA 60. FTOCYOAPCTBEHHOE PEIYNMPOBAHUE LIEH HA NNEKAPCTBEHHbIE NPENAPATbI ANA
MEOWLMHCKOIO NPUMEHEHUSA

1. TocymapcTBeHHOe perynupoBaHMe LEH Ha JNekapcTBeHHble npenapaTtbl ANsS  MEeAULMHCKOro  NPUMEHEHMs
OCYLLECTBNSAETCH NOCPEACTBOM:

(AB3aL B pegakumun, BBegeHHoM B aenctene deaepanbHbiM 3akoHoM oT 26 mapTta 2020 roga N 67-93. - CM. npeablayLyo
peakumio)

1) yrtBepxaeHus [paButenbcTtBoM Poccuiickon ®enepaummM nNepevHs XU3HEHHO HEeOoOXOoOMMBIX U BaXKHEMLIUX
neKkapCTBeHHbIX NpenapaToB, KOTOPbLIA (DOPMUPYETCH U HE pexe OAHOro pasa B rod nepecmMaTpuBaeTcs B YCTaHOBNEHHOM UM
nopsigke Ha OCHOBE KOMMJIEKCHOM OLEHKM NEKapCTBEHHbIX MpenapaTtoB, BKMOYasi aHanm3 CBEOEeHUN O CPaBHUTENbHOMN
KNUHUYeckon adppeKkTBHOCTM 1 6e30NacHOCTM NeKapCTBEHHOIO CPeacTBa, OLEHKY 3KOHOMUYECKNX NOCNEeACTBUA MPUMEHEHUS
neKkapCTBEHHOro cpeacTBa U U3yyYeHne AOoMNOSTHUTENbHbIX MOCNEACTBUIA NPUMEHEHUS NTEKapCTBEHHOIO CPEACTBa;

(MyHkT B pegakuun, BBeaeHHon B aenctaeue ¢ 1 nons 2015 roga PenepansbHbiM 3akoHOM oT 22 Aekabpsa 2014 rona N 429-
®3; B pemakumun, BBegeHHon B gencteue PenepanbHbiv 3akoHoM oT 13 uwong 2020 roaa N 206-93. - Cm. npeablayLyto
penakumio)

2) yTBEPXAEHWUSI METOAMKM pacyeTa npefernbHbIX OTMYCKHbIX LieH NPOM3BOAUTENEN Ha NeKapCTBEHHble npenaparhbl,
BKIMIOYEHHbIE B MNepeyeHb XXM3HEHHO HEOOXOAMMbIX W BaXKHEMLLMX JeKapCTBEHHbIX MpenapaToB, a Takke BHeApeHusi
MexaHM3MOB (hOPMUPOBAHUS CUCTEMbI PEEPEHTHBIX LIEH;

(MyHKT B pegakuunn, BBeageHHon B gencteume ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-
D3; B pegakumun, BBeAeHHoW B genctene ¢ 7 nioHa 2019 ropa PefepanbHbiM 3akoHoM OT 6 mioHa 2019 rona N 134-93. - Cwm.
NReAbIAYLLYI0 PefaKLmio)

3) rocynapCTBEHHOW perMcTpauumn npeaernbHbiX OTNYCKHbIX LEeH Mpou3BoauTeENen Ha JeKkapCTBEHHble Mpenaparhbl,
BKIOYEHHbIE B MEPEYEHb XXN3HEHHO HEOOXOAUMbIX U BaXKHEMNLLUNX NEKAPCTBEHHbLIX Npenaparos;

(MyHKT B pegakumu, BBeaeHHow B genctaume ¢ 7 nioHs 2019 roga PenepanbHbiM 3akoHoM oT 6 utoHa 2019 rona N 134-93.
- CM. mpeapIayLyo PeAaKLIMIO)

4) BeOeHUs rocyqapCTBEHHOrO peecTpa npenenbHbIX OTMNYCKHbIX LEeH Npou3BoAuTErNei Ha feKkapCcTBEHHble npenapars,
BKITIOYEHHbIE B NepeYeHb XM3HEHHO HEOOXOAMMbIX U BaXKHEWLLMX NEKApPCTBEHHBIX NPenapaTos;

5) yTBEepXaeHWs METOAMKM YCTaHOBIEHWUS OpraHamu WCMONMHUTENbHOW BnacTu cyGbekToB Poccuiickon depepaumm
npegenbHbIX pasMepoB ONTOBbIX HAA0aBOK M NpederbHbIX pa3MepoB PO3HUYHbLIX HaAGABOK K (DAKTUYECKUM OTMYCKHbLIM LieHaM,
YCTaHOBINEHHLIM MPOU3BOAUTENSIMU NEKAPCTBEHHbIX MpenapaToB, Ha NEKapCTBEHHbIE MpenapaThbl, BKMOYEHHbIE B NepeyeHb
KM3HEHHO HEOBXOAMMbIX U BaXKHEWLLUMX NEeKapCTBEHHbIX NpenapaTos;

6) YCTaHOBNEeHUA npeaenbHblX pa3MepoB ONTOBbIX Hag6aBoK M npegenbHbIX pa3mMepoB PO3HUYHbLIX HagbaBoK K
(*)aKTMLleCKVIM OTNYCKHbIM UeHaM, YCTaHOBJIEHHbIM MPOU3BOANTENAMN JEKapCTBEHHbLIX NpenapaTtoB, Ha JeKapCTBEHHbIe
npenaparbl, BKIO4YEHHbIE B NepevyeHb XXN3HEeHHO HEeOBXOAMMBIX N BaXKHENLLINX NeKapCTBEHHbIX Npenapartos;

C 1 ceHTa6ps 2024 roga PenepanbHbiM 3akoHoMm oT 30 aHBapa 2024 roaa N 1-®3 yacTb 1 HacTosilwen ctatbun Oyger
AonornHeHa nNyHKTom 6_1.
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7) yTBEPXKOEHUNS NOpsiAKa Bbl4avv NPeAnucaHuin opraHam UCNONMHUTENbHON Bnactu cybbektoB Poccuiickon denepaumm o
npvBeAeHNN B COOTBETCTBME C 3akoHopaTenbCTBoM Poccunckon Pepepauum pelleHuin o6 ycTaHOBNEHWM npenenbHbIX
pasMepoB OMTOBbIX HaAbaBOK W MpedenbHbIX pPa3MepoB PO3HMYHBLIX HaA0aBoOK K (HAKTUYECKMM OTMYCKHbIM LEeHaM,
YCTaHOBMNEHHbLIM NPOU3BOAUTENSAMW NEKApCTBEHHbIX NpenapaToB, Ha NeKkapCTBEHHble npenapartbl, BKIIOYEHHblE B nepeveHb
XMU3HEHHO HEOBXOOMMbIX U BaXKHEMWLUMX NEeKapCTBEHHbIX MpenapaTtoB, €CnyM OHU NPUHATbI C HapyLUeHUeM 3akoHoaaTenbCTBa
Poccuinckon ®eaepaumm, B nopsigke, yctaHoBneHHom lNpasutenbctBoM Poccuiickon Penepaunu;

8) HanpaBneHusa ynonHOMoYeHHbIM defeparnbHbIM OpraHOM UCMONMHUTENBHOW BNAcTM OpraHam UCMONMHUTENBHOW BracTu
cybbektoB Poccuiickon ®epepauum npegnucaHvn O NpYMBEOEHWM B COOTBETCTBME C 3akoHogatenbCcTBOM Poccuiickon
denepauun NpUHATLIX C HapyLlleHneMm 3akoHopatenscTBa Poccunckon denepauum pelleHun 06 yCTaHOBNEHUU npefenbHbIX
pa3mepoB ONTOBLIX HaAbOaBOK M MpederbHbIX pa3mMepoB PO3HUYHLIX HAA0AaBOK K LEHaM Ha IekapCTBEHHble npenaparhbl,
BKIIOYEHHbIE B NepeYeHb XXU3HEHHO HEOOXOAUMbIX U BaXXKHEMLLUNX NEeKapCTBEHHbIX Npenaparos;

9) ocywecTBneHus denepanbHOro rocyAapCTBEHHOrO Hag3opa B cdepe 0OpalleHus NeKapCTBEHHbIX CPEACTB W
pernoHanbHOro rocyqapCTBEHHOMO KOHTPONSA 3a MPUMEHEHWEM UeH Ha fekapCcTBeHHble mnpenapatbl COOTBETCTBEHHO
YNONTHOMOYEHHbIMU heaeparnbHbIMU OpraHamMn WCMNOMHUTENBHON BNACTU M OpraHamMym WUCMOMHUTENBbHOW BRacTu CyObekToB
Poccuickon ®eanepaLmm cornacHo nx KoMNeTeHuun B nopsake, ycraHoeneHHoM NpasutensctBoM Poccuiickon ®egepaunn;

(MyHKT B pegakumu, BBeaeHHon B aencrtene ¢ 25 uwoHga 2012 roga PeaepanbHbiv 3akoHoM oT 25 uioHa 2012 roga N 93-
®3. - Cm. NpeablayLyo peaakLmio)

10) npumeHeHNs1 NpenyCMOTPEHHbIX 3akoHogaTenbcTBOM Poccuinckon depepauum mep OTBETCTBEHHOCTU 3a HapylleHue
nopsifka LeHoobpa3oBaHUsi Ha NeKapCTBEHHbIE NpenapaTthl, BKIIOYEHHbIE B NepPEYEHb XU3HEHHO HEOOXOOUMBIX U BaXHENLLMX
neKkapCTBEHHbIX Npenaparos.

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

2. B ycnoBusix 4pesBblMaiHOM cuTyaumu W (Unn) npyv BO3HUKHOBEHWWM Yrpo3bl pPacnpocTpaHeHus 3aboneBaHus,
NpeacTaBnsoLWLero onacHOCTb ANA OKpYXaloLmMx, a Takke B Criydyae, ecnu B TedeHue Tpuauatu KaneHgapHblx AHeW nocne
npuHatua [NpasutensctBom Poccuiickorn defepaunmy  pelleHuss O MpPOBEAEHUMUM MOHUTOPUHIa PO3HUYHBIX LUEH Ha
nekapcTBeHHble Mpenaparbl, He BKIKYEHHble B MEepeYeHb >XU3HEHHO HEOOXOAMMbIX W BaXKHEMWLUMX NeKapCTBEHHbIX
npenapaToB, Ha Tepputopusix cybobektoB Poccuiickorn ®degepaumn BbISIBIIEH POCT PO3HUMYHBLIX LEH Ha yKal3aHHble
nekapcTBeHHbIE MpenapaTtbl Ha TpuauaTtb NpoueHToB u Gonee, MpaBuTenbcTBo Poccuiickon denepaumm BnpaBe yCTaHOBUTb
npeaenbHble OTNYCKHbIE LieHbl NPOM3BOAUTENEN Ha yKa3aHHble feKkapcTBeHHble npenapatbl, npeaenbHble pasMepbl ONTOBbIX
HanbaBoK M NpefenbHble pa3Mepbl PO3HUYHBIX HaAbaBOK K (DAKTUYECKMM OTMYCKHbIM LieHaM MpPou3BOAMTENEN HA yKa3aHHble
nekapcTBeHHble npenapartbl. [epeyeHb ekapcTBEHHbLIX NPenapaToB, He BKIIOYEHHbIX B NepeveHb XN3HEHHO HEOOXoAUMBLIX U
Ba)XKHEMLUMX JeKapCTBEHHbIX MpenapatoB, M MNOpsAoK ero copmupoBaHus onpegensiTcsa [pasutensctBom Poccumnckon
depepaumu.

(Yactb gononHuTensHO BkNtoveHa PeaepanbHbiM 3akoHOM OT 26 MapTa 2020 roaa N 67-93)

3. B TeyeHue geBsHOCTa KaneHOapHbIX OHen co AHa yTeepxxaeHus lNMpasutenbctBoM Poccunckon denepaumm nepedts,
YKa3aHHOro B 4acTu 2 HacTosdllen CTaTbW, He OOMycKalTCH peanu3auus M OTNYCK BKMOYEHHbIX B HEro NeKapCTBEHHbIX
npenapaToB MO UeHaM, NPEBbIWAKLWUM npefenbHble OTMYCKHble LieHbl Npou3BoauTenen Ha YyKasaHHble feKapCTBEHHble
npenapaTtbl, NpeaenbHble pasmepbl ONTOBbIX HaabaBoK M npedenbHble pasMepbl PO3HMYHBIX HAA0aBOK K haKTUYECKUM
OTMNYCKHbIM LIEHaM NPON3BOAUTENEN Ha yKasaHHbIe NeKapCTBEHHbIE NpenapaThl C y4ETOM Hanora Ha [06aBneHHY CTOMMOCTb.

(Yactb gononHuTensHO BKNtoveHa PeaepanbHbiM 3akoHOM OT 26 MapTa 2020 roaa N 67-93)

KommeHTapum k ctatbe 60

CTATbA 61. TOCYOAPCTBEHHAA PETUCTPALIUA U NEPEPETUCTPALIUA NPEAENIbHBIX OTMYCKHbLIX LIEH
NMPOU3BOAOUTENEN HA NEKAPCTBEHHbIE NMPEMAPATbI, BKITFOMEHHBIE B NEPEYEHb XKU3HEHHO
HEOBXOAUMbIX N BAXHEULNX NEKAPCTBEHHbIX NPEMAPATOB

1. MNpenenbHasi OTNyCKHas UeHa MNPOU3BOAUTENS Ha feKapCTBEHHbIA npenapar, BKMIOYEHHbI B MNepeyeHb XU3HEHHO
HeobXxoOMMbIX W BaXHEWWMX feKapCTBEHHbIX MpenapaToB, MOANEXUT rOoCy4apCTBEHHOW permctpaumm B MNopsiake,
ycTaHoBneHHoM [MpasutenbctBoM Poccuiickon dPegepaunn, Ha OCHOBaHUM HanpaBlieHHOrO NOCPeACTBOM €4MHOro nopTtana B
YNOSTHOMOYEHHbIN dheaepanbHbI OpraH MCMONMHUTENBHON BNacTU UKW NNYHBIA KAaBMHET YMONHOMOYEHHOro deaepanbHOro
opraHa UCMoSTHUTESNbHOWN BracTn B eAUHON cucteme, NOAMMCAHHOMO YCUITEHHOW KBannguunMpoBaHHOW 3NEKTPOHHOW MOAMUCHIO
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3asABNeHns gepxaTensa unu sBnagensua perncTpaunuoHHoOro yaocToBepeHUs nekapcTBeHHOro npenapara (YynoriHOMOYE€HHOro UM
nuua).

(Yactb B penakumm, BBegeHHoM B gencteme PenepanbHbiM 3akoHom oT 30 sHBapsa 2024 roga N 1-93. - CM. npenbiayLyto
penakumio)

2. 3apeructpupoBaHHas npegenbHas OTNyCKHasd LeHa NPOoM3BOAUTENS Ha NEKapCTBEHHbIN npenapar, BKIOYEHHbIA B
nepeyeHb XU3HEHHO HEOBXOOUMBIX U BaXXHENLLMX NEKapCTBEHHbIX NpenapaToB, MOXeT OblTb NepeperncTpMpoBaHa B CTOPOHY
yBENMYEHUS OAMH pa3 B KaneHaapHOM rofy Ha OCHOBaHWM HanpaBfeHHOro A0 1 OKTSA0ps Kaxaoro roga nocpeacTBOM eanHOro
noprtana B YMONTHOMOYEHHbI doedeparnbHbIi OpraH MWCMONMHUTENbLHOW BNacTU WM JIMYHBIA  KAaOWHET YNONTHOMOYEHHOro
degepanbHOro opraHa MWCMONHUTENbHOW BracTM B €OMHOW CUCTEMEe, MOAMUCAHHOrO YCUNEHHOW KBanuduunpoBaHHOMN
9MNEeKTPOHHOW MOANUCBID 3asiBNEHUs [epxXaTens Wnu Brnajernbua perucTpauyvoHHOro yAOCTOBEPEHUS eKapCTBEHHOMO
npenaparta (ynorHOMOYEHHOIo UM nmua).

(YacTb B pegakumum, BBegeHHow B aencteme ®enepaneHbiM 3akoHoM oT 30 aHBapsa 2024 rona N 1-93. - Cm. npenplayLLyo
peaakumio)

3. 3apeructpmpoBaHHas npefernbHas OTMyCKHas LieHa MNPOM3BOAUTENS Ha JeKapCTBEHHbIA Npenapar, BKIOYEHHbIA B
nepeyeHb XM3HEHHO HEOBXOOUMBIX U BaKHENLLMX NEKAPCTBEHHLIX MpenapaToB, MOXET OblTb NepeperncTtpMpoBaHa B CTOPOHY
CHWXEHMUS1 Ha OCHOBaHMW HanpaBfieHHOro MOCPEACTBOM €AMHOro nopTana B YMNOMHOMOYEHHBIN dhenepanbHbIl  opraH
WCMOMHUTENBHOWM BNAcTW UMK NUYHbIA KAabWHET YNONMHOMOYEHHOro cheaeparnbHOro opraHa UCMNOMHUTENbHOW BNacTu B eOUHON
cucteme, MOAMNUCAHHOMO YCWUMEHHOW KBanuULMPOBAHHOW 3MEKTPOHHOW MOANUCHIO 3asiBNEHMS OepkaTens unu Bragenbua
PErMcTpaLMOHHOIo yaA0CTOBEPEHMS NIEKAapPCTBEHHOrO npenapara (YNnorHOMOYEHHOro MM nnua).

(Yactb B pepakumm, BBegeHHon B gencteme PenepanbHbiM 3akoHom oT 30 sHBapsa 2024 roga N 1-93. - Cm. npeabiayLyto
peaakuuio)

4. [epxaTenb nnv Bnagenew, permcTpaLmMoHHOro yA40CTOBEPEHUSA NekapCTBEHHOro npenapara (YNnonHOMOYeHHOe UM NALLO)
0653aH HanpaBWTb NOCPEeACTBOM €AMHOro moprtana B YNONMHOMOYEHHbIN deaeparnbHbIi OpraH MCMNOMHUTENbHOW BNacTu unm
NNYHBIN KaBWMHET YNONMHOMOYEHHOro dyedepanbHOro opraHa WCMONHWUTENbHOW BNacTM B €OMHOW CucTeMe MNOAnucaHHoe
YCUNEHHOW KBannuuMpoBaHHOW 3rEKTPOHHOM NOAMWCHIO 3asiBlieHue O nepeperncTpaunmn 3aperncTpupoBaHHON nNpeaensHomn
OTMYCKHOW LieHbl MPOU3BOAWUTENS Ha NEKAPCTBEHHbIV Mpenapar, BKMOYEHHbI B MEpevYeHb XXU3HEHHO HeobxoauMbIX W
BaXKHEWLUNX NEKAPCTBEHHbIX NPenapaToB, B CTOPOHY CHWXKEHUS B CNeAyoLLmUX Criyyasix:

(AB3au B pegakumum, BBeaeHHow B aencrteue PenepanbHbiM 3akoHoM OT 30 sHBapa 2024 rona N 1-®3. - CMm. npeaplayLuyo
peaaKumio)

1) CHWXeHue LeHbl B I/IHOCTpaHHOVI BanwTe Ha J'IeKapCTBeHHbIVI npenapart B CTpaHe npoun3sogutend un (VIJ'II/I) B CTpaHax, B
KOTOpPbIX J'IeKapCTBeHHbIIZ npenapar 3apermcTtpmnpoBaH u (VIJ'II/I) B KOTOpPbIE€ NOCTaBIIAETCA Npon3BoAUTENEM;,

2) CHUXeHne LeH Ha pe(bepeHTHble NeKapCTBEeHHble npenapartbl B COOTBETCTBUN C MYHKTOM 1 HacTosllen Yactu (AJ'IFI
COOTBETCTBYHOLKNX BOCNpoOn3BeaeHHbIX, ©rnoaHanoroBbIx (6I/IOFIOJJ,O6HI:>IX) JNIeKapCTBEHHbIX npenapaTOB);

3) npeBblleHMEe npeaenbHONn OTMYCKHOW LUeHbl Ha MepBbli BOCMPOM3BEAEHHbIW, OuoaHanorosbii (6Monoao6HbIN)
neKapCTBEHHbIA MpenapaTt WMHOCTPAHHOIO NPOW3BOACTBA Hag NpedenbHOW OTMYCKHOW LEHOW MNpOW3BOAWUTENS Ha BTOPOW
BOCMNpPOU3BeAEHHbIN, BroaHanorosbi (6MONOA0GHLIN) NEKAPCTBEHHLI NpenapaT, pacCYnTaHHONW B COOTBETCTBUM C METOAMKOW,
yTBepxaeHHon MNpasuTtenbctBom Poccuiickonn ®epepauuu;

4) npeBbilleHWE NpPenenbHOM OTNYCKHOW LEHbl Ha MNEepBbIA  BOCMPOU3BEAEHHbIN, OMoaHanoroBbin (61MonogobHbIN)
NneKkapcTBEHHbIN npenapat NpouM3BOAUTENS rocygapctBa - 4YneHa EBpasnnckoro SKOHOMWYECKOro cO3a Hag npeneribHow
OTMNYCKHOW LeHOW NpOn3BOANTENS HA BTOPOW BOCMPOM3BEAEHHbIV, OruoaHanoroBbii (61nonogobHbIi) NekapCcTBEHHLIN Npenapar
npomnssBoamnTens rocygapcTea - YrnieHa EBpasuiicKOro SKOHOMWYECKOro COl3a, pacCyYUTaHHOW B COOTBETCTBUM C METOAMKOW,
yTBepxaeHHou MNpasutensctBoM Poccuiickon ®egepaunn.

5. MNMopsagok nepeperncTpaunn 3apermcTpupoBaHHbIX MpefernbHbIX OTMAYCKHbIX LEeH MPOU3BOAMTENeN Ha fekapCTBEHHblE
npenapaTtbl, BKMOYEHHbIE B MEPEYEHb XM3HEHHO HEOOXOAMMbBIX WM BaXKHEMLLMX NEeKapCTBEHHbIX MpenapaTtoB, B Cryyasi,
npeaycMOTPEHHbIX YacTamu 2-4 HacTogdLlen cTatby, ycTaHasnueaeTcs Npasutensctsom Poccuiickon Pegepauun.

6. DKOHOMMYECKUI aHanu3 npegenbHON OTMYCKHOMW LieHbl NPOU3BOAUTENS Ha NeKapCTBEHHbIM npenapart, BKIYEHHbIA B
nepeyeHb XN3HEHHO HEOBXOAUMBIX U BaXKHENLWMX NEeKapCTBEHHbIX Mpenapartos, NpW ee roCyaapCTBEHHOW perncrpaumm unm
nepepermcTpauumn ocyuiectenserca denepanbHblM OpPraHOM MCMOMHUTENBbHOW BacTh, OCYLECTBASAWUM  yHKUMM No
NPUHATUIO HOPMAaTMBHbIX MPaBOBLIX aKTOB M KOHTPOMK 3a cobniogeHnem 3akoHogaTenbcTBa B cdepe rocyaapCTBEHHOro
perynupoBaHus LieH (TapudoB) Ha ToBapbl (ycryru).
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7. PacyeT npepenbHbIX OTNYCKHbIX LEH, YKa3aHHbIX B 4actax 1 M 2 HacTosulen cTaTbl, MpU MX rocygapCTBEHHON
perucTpaumm wnm nepeperucTpaumm OocyLlecTBNAeTCsa B COOTBETCTBMM C METOAMKOW, YTBEpXAEeHHOW [lpaBuUTenbCTBOM
Poccuinckon ®eaepaumm 1 y4ntbiBatoLen B TOM YUCHIE:

1) cobniogeHne GanaHca MHTEpecoB MOTPebUTEnen nekapCcTBEHHbIX NpenapaToB, BKIHOYEHHbIX B NEPEYEHb KU3HEHHO
HeobXoaMMbIX U BaXKHEWLUMX NEKAPCTBEHHbLIX NpenapaTtoB, U NPOW3BOAMTENEN NEKapCTBEHHbIX NMpenapaToB, BKMHOYEHHbLIX B
nepeyveHb XU3HEHHO HEOOXOAMMbIX U BaXKHENLLNX NeKapCTBEHHbIX NpenapaTos;

2) dpakTnyecKyto OTNYCKHYIO LieHy Ha nekapcTBeHHble npenapathbl B Poccuickon degepauum, ueHy BBO3a NeKapCTBEHHbIX
npenapaTtoB B Poccuickylo Pegepaumio, a Takke LUeHbl Ha aHanorMyHble feKkapCTBeHHble npenapatbl, Haxodsmecs B
obpauleHnn B Poccuinckon ®egepaunu;

3) 3aTpaThl NPOM3BOAMTENS NEKapCTBEHHOIO Npenapara Ha NPOM3BOACTBO W peanu3auunto NekapCTBEHHOTO npenapaTa;

4) LeHy Ha ﬂeKapCTBeHHbIVI npenapart, ero uUeHy B CTpaHe npou3BoguTernid U B CTpaHaxX, B KOTOPbIX J'IeKapCTBeHHbIIZ
npenapart 3apermctpmnpoBaH un (VIJ'II/I) B KOTOpbI€ NOCTaBNAETCA Npon3BoanTENEemM.

8. He O0onycKarTCd peanmn3auna U OTNnycK NNeKapCTBEeHHbIX nNpenapartoB, BKITIOYEHHbIX B Nepe4vYeHb XXN3HEHHO HeobXxoQMMBbIX
N BaXKHEMLKnX NNeKapCTBEHHbIX npenapartoB, Ha KOTOpble Npoun3BoOUTENAMU  JIEKapCTBEHHbIX MNpenapaTtoB He
3aperncTpmpoBaHa npeaenbHaa OTnyCKHaaA LeHa, peann3auna npou3sogutTendaMimn nekapCTBEHHbIX npenapartoB No LeHaMm,
npesbillaroWLMM  3aperncTtpupoBaHHble UK nepeperncTpunpoBaHHblie npegenbHble OTNYCKHble UEeHbl Ha JeKapCTBEHHbIe
npenapartbl C y4eTOM Hajiora Ha D,OﬁaBJ'IeHHyPO CTOMMOCTb.

9. OCcoBEeHHOCTM rOCyOAapCTBEHHOIO PErynMpoBaHust NpeaerbHbIX OTMYCKHbIX LEH MPOM3BOAUTENEN Ha JNEeKapCTBEHHbIE
npenapaTbl, BKITIOYEHHbIE B NEPEYEHb XXN3HEHHO HEODXOOUMbIX U BaXKHENLLMX NEKAPCTBEHHbIX NPenapaToB, B 3aBUCUMOCTM OT
3KOHOMMYECKNX U (MNK) coumarnbHbIX KpUTEPUEB (M3MEHEHWE YCNOBUIN, NOpsiAKa U CTOMMOCTU NPOM3BOACTBA JIEKAPCTBEHHbIX
npenapaToB, UCMONb30BaHNE HOBbIX POPM, METOAOB U CNOCOBOB rOCYAapCTBEHHOIO PErynmpoBaHus LIeH Ha NeKapCTBEHHbIE
npenapatbl, B TOM YMC/leé Ha OCHOBE MexaHu3Ma pedepeHTHOro LeHoobpa3oBaHUs, U3MEHEHWA nopsigka oOKasaHus
MEeANLIMHCKOWA MOMOLLM, U3MEHEHUE KypCa WMHOCTPAHHOW BankTbl U UHbIE M3MEHEHUs!) ycTaHaBnueawTcs [MpaBUTENbLCTBOM
Poccuickon ®enepaumu.

(YacTb B pepakumu, BBeAeHHoW B Aerictene denepanbHbiM 3akoHOM OT 8 MapTta 2022 rona N 46-93. - Cm. npenplayLLyo
Renakumio)

(Ctatbsa B pepakumu, BBegeHHon B aencteue ¢ 7 uwoHsa 2019 roga ®eaepanbHbiv 3akoHoM OT 6 uioHa 2019 roga N 134-
®3. - CM. mpeabIAyLLY0 PEAAKLIMIO)

MonoxeHus ctatbn 61 HacToswero ®eaepanbHOro 3akoHa (B pegakumm PenepansHoro 3akoHa ot 30 aHeapsa 2024 rona N
1-93), kacarwLmecs NpeoCTaBNeHns rocyaapCTBEHHbIX YCNyr npy obpalleHnM nekapCTBEHHbIX CPEACTB AN MEAULIMHCKOIO
NPUMEHeHNsT NocpeacTBOM €OUHOW roCyAapCTBEHHON WHM(OPMaUMOHHON cuUCTEMbl B cdepe 30paBOOXpaHEeHns u (Mnu)
denepanbHON rocyqapCTBEHHOM MHAOPMALMOHHOM cucTembl "EOWHBIA nopTan rocygapCTBEHHbIX U MyHUUMNAMbHbIX YCNyr
(dbyHKUMRN)", npumeHstoTea ¢ 1 aHBapsa 2025 roga - cM. OyHKT 5 ctatbn 4 PepepanbHoro 3akoHa ot 30 aHeapsa 2024 roga N 1-
D3.

KommeHTapum k ctatbe 61

CTATbSA 62. FTOCYQAPCTBEHHbIA PEECTP NPEAEJNbHbIX OTMYCKHbIX LLEH MPOU3BOOUTENEW HA
NEKAPCTBEHHbIE MPEMNAPATbI, BKITKOYEHHbIE B NEPEYEHb XKU3BHEHHO HEOBXOAUMbIX U
BAXHEWLLIUNX NEKAPCTBEHHbIX NMPENAPATOB

1. 3aperncTpmpoBaHHbIe NN NepeperncTpUpoBaHHbIE NPeAerbHbIE OTMYCKHbIE LeHbl NPON3BOAUTENEN HA NEKAPCTBEHHbIE
npenapaTtbl, BKIIIOYEHHbIE B MNEpeyYeHb XM3HEHHO HEeOoOXOOQMMbIX M BaXKHEWLIMX JEeKapCTBEHHbIX MpenapartoB, Moanexar
BKIMOYEHNIO B TOCYAApCTBEHHbIN PEecTp npedernbHbiX OTMYCKHbIX LeH MPOU3BOAMTENEN Ha NeKapCTBEHHble npenaparl,
BKIIOYEHHbIE B MEpPeYeHb XXU3HEHHO HEOOXOOUMbIX U BaXXKHEMLLUNX NEKAPCTBEHHbIX NpenapaTtoB.

(YacTb B pepakuun, BBeaeHHon B aencteue ¢ 7 nioHa 2019 roga ®enepanbHbiM 3akoHOM OT 6 utoHa 2019 rona N 134-93.
- CM. OpenplAyLLyio penakumio)

2. rocyﬂ,apCTBeHHbIIZ peecTp npeaeribHbIX OTMYCKHbIX UEeH I'IpOI/I3BO,EI,I/ITeﬂel7I Ha nekapcTBeHHbI€ npenapartbl, BKIMIOYEeHHbIe
B nepevyeHb XWM3HEHHO HEeobXoAMMbIX W  BaXKHEWLNX JNIeKapCTBEeHHbIX MNpenapartoB, COOEPXUT B cebe cnenyrouwyro
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06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 Crtpanuua 125
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

MHopMaLnto:

1) HanmeHOBaHWe pgepxaTens wWnu Briagenbua perncTpaumoHHOrO YAOCTOBEPEHMSI NEKApCTBEHHOro npenapara,
HaUMEHOBaHWE NPOU3BOAUTENSA JIEKAPCTBEHHOrO Mpenapara, CBeOeHWs O perncrpaumuM gepxkarensa wnu Bnagenbua
permcTpaumoHHOro yaoCTOBEPEHNSI NEKAPCTBEHHOMO npenapara, CBEAEHUS O perMctpauumn npov3BOAUTENS fIEeKapCTBEHHOIo
npenapata Ans MeOWLMHCKOrO MPUMEHEHWsT B KadecTBe HanoronnaTenblivka B CTpaHe perncrpaumm (Ons pOCCUNCKUX
OPUONYECKUX NUL - MAEHTUMUKALMOHHBIN HOMep Hanoronnatenbiimka (MHH), ana MHOCTpaHHLIX KPUONYECKMX NUL, - CTpaHa
perucTpauun, HaMMeHOBaHWE PErMCTPUPYHOLLEro OpraHa, PEerucTpauvoHHbIA HOMEpP, KOA HanoronnaTenblinka B CTpaHe
pervctpaunm (MHKoprnopaLmm) Unu ero aHanor), MeCTO HaxoXAeHUs NPOU3BOACTBEHHbIX MMOLAA0K, YHAaCTBYHOLMX B npoLecce
npon3BOACTBA NEKapCTBEHHOIO Npenapara, C ykasaHveM cTaauy npoLecca Nnpov3BoACcTBa;

(MyHkT B pegakuun, BBeaeHHon B aenicteune ¢ 1 aHBapsa 2018 roga ®enepanbHbiM 3akoHOM OT 28 nekabpa 2017 roga N
425-®3. - CM. NpeablAyLLYI0 PeAakLmio)

2) HavMMeHOBaHVe neKapCTBEeHHOro npenapata (MexayHapogHoe HenaTeHTOBaHHOe, WNW  FPyNnUPoOBOYHOE, WUNU
XMMUYECKOE U TOProBOoe HauMeHoBaHus);

(MyHKT B pegakuuun, BBegeHHoun B genctane ¢ 1 nonga 2015 rona PeaepanbHbiM 3akoHOM 0T 22 Aekabpsa 2014 rona N 429-
®3. - Cm. NpeapblayLLyo PeAaKLmIo)

3) HoMep perncTpaLMoHHOrO YAOCTOBEPEHNS NEKAPCTBEHHOMO Npenapara;

4) nekapcTBeHHasi opmMa C yKasaHWeMm [03VMPOBKM JIeKapCTBEHHOro Mpenapata M ero KonMyecTBa BO BTOPUYHON
(noTpebuTenbCcKom) ynakoBke, a Takke KOMMMEKTHOCTb;

(MyHKT B pegakuun, BBeageHHon B gencteme ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-
®3. - CM. npeabiayLLyo PeAAKLMI)

5) 3apernctpupoBaHHas npegernbHas OTNyCKHAas LleHa Ha NeKapCTBEHHbIN npenapat B pyonsx;
(MyHkT B pegakumm, BBegeHHow B aencteue ¢ 1 mapta 2020 roga ®enepansHbiM 3akoHOM OT 27 fekabpsa 2019 rona N
475-03. - CM. mpeablayLLy0 PEAAKLIMIO)

6) mata u HOMep npukasa YMONMHOMOYEHHOro defepanbHOro opraHa WCMONMHUTENBHOW BNacTM O rocyaapCTBEHHOW
perucTpaummM unu nepeperncrpauum npeaensHoM OTMYCKHOW LEeHbl Ha NEKapCTBEHHBIN Mpenapar, BKIOYEHHbIV B NepeveHb
XN3HEHHO HEOBXOAMMbIX N BaXKHEMLLNX NTeKapCTBEHHbIX NpenapaTtos;

(MyHKT B pegakumm, BBeAeHHou B aerictaue ¢ 1 uonst 2015 roga PenepanbHbiM 3akoHOM 0T 22 nekadpa 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.

npeablayuyo PeAAKLINI)

6_1) pata BCTynneHuss B CuUNy npukasa YNorHOMOYEHHOro defeparnibHOro opraHa WCMNONMHUTENbHOW Bnactu o
rocyAapCTBEHHOW perncrpauum wunum nepeperncrpauum npeaenbHON OTMYCKHOW LieHbl NPOM3BOAUTENS Ha NeKapCTBEHHbIN
npenapart, BKIOYEHHbIN B NEPEYEHb XXU3HEHHO HEOBXOANMBIX U BaXKHEWLUNX FIeKapCTBEHHbLIX NpenapaTtos;

(MyHKT gononHMTEeNbHO BKMOYEH ¢ 7 nioHa 2019 roga ®enepanbHbiv 3akoHoM 0T 6 mtoHa 2019 roaa N 134-03)

7) WTPUXOBOW KOA, HAHECEHHbIA HA BTOPUYHYIO (NOTPEBUTENBCKYI0) YNakoBKY NeKapCTBEHHOMO npenapara;
(MyHKT gononHUTENbHO BKNtoYeH ¢ 1 nona 2015 roga PenepanbHbiM 3akoHOM OT 22 nekabps 2014 roga N 429-93)

8) Koa nekapCTBEHHOro mnpenapara Mo aHaTOMO-TEpPaneBTUYECKO-XMMUYECKON Kraccudmkaumm, pekomMeHOoBaHHON
BcemupHon opraHusaumen 3gpaBoOXpaHeHns.
(MyHkT gononHuTensbHO BkNtoyeH ¢ 1 uons 2015 roga ®enepaneHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-93)

3. locymapcTBeHHas perucTpauus Unuv nepeperucTpaums npefaenbHbIX OTMYCKHbIX LIeH Ha NEKapCTBEHHblE Mpenaparbl,
BKITOYEHHbIE B MEpPEeYEHb XU3HEHHO HEOOXOAMMBIX M BaXXHEWMLUUX NEeKapCTBEHHbIX MpenapartoB, BeAeHWEe rocyqapCTBEHHOMO
peecTpa npefenbHbIX OTMYCKHbIX LEH MPOU3BOAMTENEN HA NEeKapCTBEHHbIE NpenapaTthbl, BKMOYEHHbIE B NEPEYEHb XU3HEHHO
HeoOXoOMMBIX M BaXXHEWMLUUX NeKapCTBEHHbIX MPenapartoB, OCYLLECTBMSATCA B Nopsake, YCTaHOBMNEHHOM [1paBUTENsCTBOM
Poccuickon ®enepaumu.

(YacTb B pegakuun, BBeaeHHoun B genctaue ¢ 7 noHa 2019 roga ®enepanbHbiM 3akoHOM OT 6 mioHa 2019 roga N 134-93.

- CM. OpeablayLwyto penakLmio)

KommeHTapui K ctatbe 62
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06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 CTtpanuua 126
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

CTATbA 63. YCTAHOBJIIEHUE OPFAHAMUW UCTMONMHUTENBHOW BIIACTU CYEBLEKTOB POCCUACKOM
OEAEPALMU NPEAEJIbHBLIX PASMEPOB OMNTOBbIX HAOBABOK U NPEAEJIbHLIX PASMEPOB
PO3HUYHbIX HAOBABOK K ®PAKTUHECKUM OTMYCKHbIM LLEHAM, YCTAHOBJIEHHbIM
NMPOU3BOOUTENAMU NIEKAPCTBEHHbIX MPEMAPATOB, HA NNEKAPCTBEHHbIE NPEMNAPATDI,
BKIMKOYEHHbIE B NEPEYEHb XXM3HEHHO HEOBXOAUMbIX N BAXHEULNX NEKAPCTBEHHbIX
NMPEMNAPATOB

(HanmeHoBaHue B pegakuun, BBegeHHon B aencteme ¢ 1 mapta 2020 roga ®enepanbHbiv 3akoHOM 0T 27 aekabpsa 2019 rona
N 475-03. - Cm. OpeablAyLLYIo peaakLmio)

1. OpraHbl ucnonHUTENbHOM BractTn cybbekToB Poccuiickon ®enepaumm yctaHaBnmMBatoT NpeaernbHble pa3Mepbl ONTOBbIX
Hag6aBoOK M npeaenbHble pasMepbl PO3HMYHBLIX HagbaBOK K (pakTUYECKMM OTMYCKHbIM LeHam (6e3 y4yera Hanora Ha
006aBNeHHYI0 CTOMMOCTb), YCTAaHOBMNEHHbIM NMPOU3BOAUTENSIMU JIEKAPCTBEHHbIX NPENapaToB, Ha NeKapCTBEHHbIE NpenapaTbl,
BKMIOYEHHbIE B MEPEYEHb XXM3HEHHO HEeOoOXOOMMbLIX M BaXKHEWLWWUX JIeKapCTBEHHbIX MpenapaTtoB, B COOTBETCTBUM C
yTBEPXKOEHHOW B nopsgke, yctaHoBneHHoM [lpasutensctBom Poccunckon depepaunn, METOANKON YCTAHOBMEHNA OpraHamm
MCMONHUTENbHOM Bractu cyobektoB Poccuickon Pepepaumm npepenbHbIX pasMepoB OMNTOBbIX HaA0aBOK M MpegenbHbIX
pasMepoB PO3HMYHBLIX HAA0aBOK K (DAKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBIEHHbIM MNPOV3BOOAUTENSAMU NEKAPCTBEHHbLIX
npenapaToB, Ha I€KapCTBEHHbIE TNpenaparbl, BKIOYEHHbIE B MEPEYEHb >KUBHEHHO HEODXOOUMbBIX W BaXXHEMLIUX
nekapcTBeHHbIX npenapartoB. [1poeKTbl peLleHun opraHoB MCMOMHUTENbHOW BriacTn cybowekTtoB Poccuiickon depepaumm o6
YCT@HOBMNEHUUN U (UNN) U3MEHEHUN NpefenbHbIX pa3MepoB ONTOBLIX HAA0ABOK 1 NpefernbHbIX Pa3MepoB PO3HUYHBIX HagbaBoK
K (hbakTM4YecKkMM OTMYCKHbIM LieHaM, YCTaHOBIEHHbIM MPOM3BOAUTENSMY FEKAPCTBEHHbLIX MPenapaTtoB, Ha NeKapCTBEHHblE
npenapaTtbl, BKMYEHHbIE B MEPEYEHb >XU3HEHHO HEOOXOAMMbLIX WM BaXKHEWLIUX JEeKapCTBEHHBIX NpenapaTtoB, nognexar
COIMacoBaHM0 C YMOSIHOMOYEHHbLIM defdeparnbHbiM OpraHoM WUCMOMHUTENBHOM BNAcTW, OCYLLECTBSAOWUM  YHKUUN MO
NMPUHATUIO HOPMATMBHBLIX MPAaBOBbIX aKTOB WM KOHTPOSM 3a cobniogeHnemM 3akoHopaTenbCTBa B cdhepe rocygapCTBEHHOMO
perynupoBaHus LieH (TapmdoB) Ha ToBapbl (ycnyru), B nopsake, yctaHoBneHHoM [pasutenbsctBomM Poccuiickon ®egepaunn.

(HYactb B pepakumun, BBeOeHHOW B aenictBue PepepanbHbiM 3akoHoMm oT 13 uona 2015 roga N 241-93; B pepakumm,
BBeaeHHown B gencteue ¢ 1 mapta 2020 roga ®enepansHbiv 3akoHOM OT 27 aekabps 2019 ropa N 475-93. - CM. npeablayLLyo
penakuuio)

2. OpraHusauuu ONTOBOW TOProBMM J€KApCTBEHHbIMW CpeacTBamK, anTedHble oOopraHusauuu, WHAMBUAYarnbHble
npegnpvHUmareny, umetlowmne nuUeH3nio Ha dapmMaueBTUYECKYl0 AeATEeNbHOCTb, MeAMLUUHCKME opraHu3auuu, uMeroLime
NUUEH3NIO Ha dapMaueBTUYECKYID OeATENbHOCTb, U MX 060COOneHHble nogpasgeneHvs (ambynaTtopuu, denbalepckie n
denballepcKo-akyLlepckue MyHKTbl, LEeHTpbl (oTaeneHusi) obuien BpayebHOM (CeMEenHOM) MNpPakTWKW), PacronoXeHHble B
CenbCKUX HAcEeNeHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeYHblE OpraHM3aLmm, OCYLLECTBNSAT peanu3aumio NeKapCTBEHHbIX
npenapaToB, BKIMOYEHHbIX B MepeYeHb >XU3HEHHO HEOOXOAMMbIX U BaXKHEWLUMX JeKapCTBEHHbIX MpenapaTtoB, Mo LeHaM,
KoTOpble (hOPMUPYIOTCA B COOTBETCTBUM C MOPSOKOM, YCTaHOBMEHHbIM [NpaButensctBoM Poccuiickon ®egepaunn, U ypoBeHb
KoTopbIX (6e3 yyeTa Hanora Ha O00OaBMEHHYH CTOMMOCTb) HE OOMKEH MpeBbIaTb CyMMY (hakTUYECKOW OTMYCKHOW LIEHBI,
YCT@HOBMNEHHON  MPOM3BOAMTENEM  IEKapCTBEHHOro Mpenapata, He  MNpeBblllawlleln  3aperucTpMpoBaHHOM — unn
nepeperMcTpUpoBaHHON NpeaensHOM OTMYCKHOM LeHbl Npov3BoauTens (Ha gaty peanusauum NnekapCTBEHHOro npenaparta
npou3BoauTenem), U pasmepa onToBon HaabaBku 1 (MNKn) pasmepa PO3HUYHOW HaabaBKKU, HE MPEBLILIAKLLINX COOTBETCTBEHHO
pasmepa npegenbHOn onToBon Hagbaskn M (MnK) pasmepa NpenernbHONM PO3HUYHOM HagbaBKW, YCTAHOBIEHHbIX B cyObekTe
Poccuiickon degepavmu.

(Yactb B pepakumum, BeegeHHon B aencteme ¢ 1 mapta 2020 roga PenepanbHbiM 3akoHOM OT 27 aekabpsa 2019 rona N
475-03. - CM. npeablayLLYI0 peaakLmio)

3. OpraHbl ncnonHuTensHon Brnactu cybbekToB Poccuickon depepauun pasmewatot B cety "MHTepHeT" nHdopmaumnio o
3aperncTpupoBaHHbIX MpedenbHbIX OTMYCKHbIX LieHax npou3BoamMTenen Ha nekapCTBeHHble Mpenaparbl, BKIHOYEHHble B
nepeyeHb XXM3HEHHO HEOBXOAMMbBIX U BaXXHEWLLMX NeKapCTBEHHbIX npenapaTtoB, 06 ycTaHOBMeHHbIX B cybbekTe Poccumnckon
depepauun  npegenbHbIX  pasmepax OMNTOBbIX HagbaBok M (Mnn) npeaenbHbIX pas3Mepax pPO3HUYHbIX HaabaBok K
YCTaHOBMNEHHbIM MPOU3BOAUTENSMU FEKAPCTBEHHbIX MpenapatoB (aKTUYECKUM OTMYCKHbIM LieHaM Ha neKapCTBEHHble
npenapatbl, BKINIOYEHHbIE B NepeyeHb XU3HEHHO HEOBXOAUMBIX U BaXKHENLLMX NEKapCTBEHHbIX NpenapaToB, a Takke 0 CyMMe
3aperucTpupoBaHHbIX NPeAenbHbIX OTNYCKHbIX LIeH MPON3BOAMTENEN Ha NeKapCTBEHHbIE Npenaparbl, BKITHOYEHHbIE B NepeveHb
XN3HEHHO HEOOXOAMMbBIX M BaXKHEMLLMX JEKapCTBEHHbIX NpenapaToB, YCTaHOBMEHHbIX B cybwbekTe Poccunckon depepauumn
npenenbHbiX pa3mMepoB OMTOBbIX HaAbaBOK W npefenbHbiX Pa3MepoB PO3HUYHbIX HagbaBOK M Hamora Ha [Ao00aBreHHyo
ctoumocTb. NHopmauums, npeaycMoTpeHHas HACTOSLEN YacTbl, OOMKHA HAaXOOUTbCA TaKKe B anTeYHbIX opraHv3aumsx B
OOCTYMHOW ANs BCEX 3aUHTEPECOBAHHbIX NuL, hopMe M OBHOBMATHCA MO Mepe ee pa3MeLLEeHNss OpraHamy UCTONMHUTENBHOW
BnacTu cyobekTtoB Poccunckon ®enepaunm B cetn "MIHTEpHeT".

(YacTb B pemakumu, BBeaeHHow B gencteue ¢ 1 mapta 2020 roga ®enepanbHbiM 3akoHOM oT 27 fekabpsa 2019 rona N
475-03. - CM. NpeabIAyLLYI0 PDEAAKLIMIO)
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4. Yactb ytpatuna cuny ¢ 1 mapta 2020 roga - PenepanbHbit 3akoH oT 27 aekabpsa 2019 roga N 475-93. - Cwm.
OpeablayLLyo penakLnio.

KommeHTapum k ctatbe 63
MABA 13. MOHUTOPUHIr 9PEKTUBHOCTU U BE3OMNACHOCTU JIEKAPCTBEHHbBIX NMPEMNAPATOB,
HAXOOALWMXCA B OBPALLEHUN B POCCUUCKOU OEOEPALIA

(HanmeHoBaHue B pegakuun, BBegeHHorn B gencrtaume ¢ 1 niona 2015 roga ®enepanbHbiv 3akoHOM 0T 22 aekabpsa 2014 rona N
429-®3. - CM. mpeaplayLLyo PeAAKLN)
CTATbA 64. PAPMAKOHALO3O0OP

1. JlekapcTBeHHble npenapatbl, Haxogswweca B obGpalwieHun B Poccuiickoir depepaumu, noanexar MOHUTOPUHIY
3apeKTMBHOCTM U Be3onacHOCTM B LEMsX BbISIBNIEHUS BO3MOXHbIX HEraTUBHbIX MOCNEACTBUM WX NPUMEHEHNS,
VHOVMBUAYANbHON HenepeHOCMMOCTH, MpeaynpexaeHnss MeAUMHCKMX paboTHMKOB, CreumanuctoB B 06nactv BeTepuHapuu,
NauMeHTOB UM BrafenbLeBs XUBOTHBIX M UX 3alLUTbl OT MPUMEHEHMUS TaKUX JIeKapCTBEHHbIX NpenapaTos.

(Yactb B pegakuun, BeegeHHon B aencteme ¢ 13 asrycta 2019 roga ®eaepanbHbiM 3akoHoM oT 2 asrycta 2019 roaa N
297-®3. - Cm. NpeaplayLLyo peaaKLinio)

2. ®apmakoHaa30p OCYLLEeCTBASETCS COOTBETCTBYIOLMUM YNOMHOMOYEHHbIM defepanbHbiM OpraHoM MCNOMHUTENBLHON
BNacTu B YCTAHOBMEHHOM MM nopsiake ¢ ydeToMm TpeboBaHun HacTosiero deaepanbHOro 3akoHa M aKkToB, COCTaBMSOLLUX
npaso Coto3a, nyTemM aHanu3a npegoctaBnsieMon cybbekTammn obpalleHns nekapCcTBEHHbIX CPEACTB MHApOpMaLMM 0 NOBOYHbIX
OEeNCTBUSX, HeXenaTenbHbIX peakuusax, cepbe3HbIX HeXenarternbHbIX peakunsx, HenpeaBuUAaeHHbIX HexenaTernbHbIX peakuusax
npyM NpUMEHEHUN §eKapCTBEHHbIX npenapaToB, 00 WHAVBMAYyanbHOW HENepeHOCMMOCTU, OTCYTCTBUM 3PPEKTUBHOCTU
nekapcTBeHHbIX NpenapaToB, a Takke 00 MHbIX hakTax M 0B6CTOATENbCTBAX, NPEACTaBNALUNX YrPO3Y XU3HW UIMU 300POBbIO
yerioBeka nMBO XMBOTHOIMO MNPV MPUMEHEHUWN JEKApCTBEHHbIX MpPenapaTtoB W BbISBMEHHbIX Ha BCex 3Tanax obpalieHus
nekapcTBeHHbIX npenapaTtoB B Poccunckon ®egepaumm n opyrmx rocygapcreax.

(YacTb B pegakunm, BBegeHHow B gencteme ®enepaneHbiM 3akoHoM o1 30 aHBapsa 2024 rona N 1-93. - Cm. npenplayLLyo

penakuuio)

3. CyGbekTbl 06palleHnst NeKapCTBEeHHbIX CPeacTB B MOpSOKEe, YCTAHOBMEHHOM YMOMHOMOYEHHbIM deaeparnbHbIM
OpraHoM MCMOMHUTENBLHOW BracTi, 0653aHbl coobLaTh B YNOMHOMOYEHHbLIN dheaepanbHblii OpraH UCMONMHUTENLHON BRnacTu o
NOBOYHBIX AEMCTBUAX, HEXEemnaTeNbHbIX PeakUUaX, CEPbe3HbIX HEXENaTernbHbIX PeakumsaxX, HeNpeaBuaeHHbIX HexenarternbHbIX
peakuusax npu MNPUMEHEHWM [EeKapCTBEHHbIX rnpenapatoB, 06 WHAMBUAYanbHOW HEMNepeHOCUMOCTU, OTCYTCTBUM
9P PEKTUBHOCTM NEKapCTBEHHLIX NPENapaTos, a Takke 06 UHbIX (akTax U 06CTOATENbLCTBAX, NPEACTABMNSAOLWMX YIPO3Y KNU3HU
WM 300POBbI0 YeroBeka NGO KMBOTHOMO MPU MPUMEHEHUM NEKAaPCTBEHHbLIX NPEenapaTtoB W BbIABMEHHbLIX Ha BCEX aranax
obpalleHns nekapcTBEHHbIX NpenapaTtoB B Poccuiickoii dedepauumy v Apyrux rocyaapcreax.

4. Nepxatenu unv Bnagenblbl PerMcTPaLnoHHbIX YOOCTOBEPEHUI NIEKAPCTBEHHBLIX MpenapaToBs, puandeckme nuua, Ha
UMSI KOTOPbIX BbidaHbl pa3peLleHns Ha MpoBedeHME KIMHUYECKUX uccrnedoBaHui B Poccuiickon ®depepaumun, nmnbo
YNOMHOMOYEHHbIE UMUK Apyrve topuaundeckne nuua B pamkax obecnedyeHnss 6€30nacHOCTU NeKapCTBEHHbIX MpenapaTtoB B
nopsigke, YyCTaHOBMEHHOM COOTBETCTBYHOLLUM YMONHOMOYEHHBIM (DefeparibHbiM OpraHOM WUCMOMHUTENBHOW BnacTh, 06s3aHsbl
OCYLLECTBNATL NpuemM, y4eT, obpaboTKy, aHanu3 W XpaHeHWe MNOCTynawlWmMx B WX agpec OT CyObekToB obpalleHusi
neKapCTBEHHbIX CPEACTB Y OPraHOB roCyAapCTBEHHOM BMACTU COOBLLEHU O NOBOYHBLIX OENCTBUSIX, HEXENATENbHbIX peakumsix,
Cepbe3HbIX HexenaTernbHbIX U HenpeaBUAEHHbIX HeXXenaTernbHbIX PeakUuusix Npyu NPUMEHEHUM NeKapCTBEHHbLIX NpenapaTtos, 06
0COBEHHOCTAX MX B3aMMOAENCTBUSA C APYIMMU NeKapCTBEHHbIMU nNpenapaTaMmv, UHAMBUAYaNbHON HENEPEHOCUMOCTM, a Takke
06 uvHbIX (hakTax M OOCTOATENLCTBAX, MPEACTABMSAIOLWIMX Yrpo3y XM3HU UMW 300POBbI0 YeroBeka MO0 >XMBOTHOTO U
BMMSIIOLLMX HA U3MEHEHUE OTHOLLEHUS OXXUAAEMOM MNOb3bl K BO3MOXHOMY PUCKY NMPUMEHEHMUS NEeKapCTBEHHbIX NpenapartoB.

5. MNpw BbISIBNEHUN MHOPMALMM O CePbE3HbIX HeXenaTenbHbIX Peakumsix U HEMPeaBUOEHHbIX HeXernaTenbHbIX peakumsix
nNpu MNPUMEHEHUN IEeKapCTBEHHbLIX MpenapaTtoB, 00 OCODOEHHOCTAX WX B3aMMOZEWCTBUSA C APYrUMW  MeKapCTBEHHbIMU
npenapaTamu, UHAMBUAYaNbHOW HENEPEHOCUMOCTH, a Takke 00 MHbIX hakTax n 0OCTOATENbCTBAX, BIUAIOLWMX HA U3MEHEHNE
OTHOLLEHUS OXXMAAEMOW MOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHNS NlekapCTBEHHbIX NPenapaToB, AepXaTtenu unu enagenblpl
PErMCTPaLMOHHBIX YOOCTOBEPEHUIA NIEKAPCTBEHHLIX NpenapaToB, IOPUAMYECKUE NKLA, HA UMSI KOTOPbIX BblAaHbl paspeLueHust
Ha NpoBedeHne KNMHMYECKMX uccnegosaHuin B Poccuickon ®epepaumn, nmbo ynonHOMOYEHHbIE UMW ApYyrMe lopuandeckme
nvua o6s13aHbl NPUHATE Mepbl, HaNpaBreHHblE HA YCTPAHEHWE HEraTUBHbLIX MOCNEACTBUN NPUMEHEHNST TaKMX NIeKapCTBEHHbIX
npenapaTtoB, NpeaynpexaeHue MNpUYUHEHUS Bpeda XU3HU UNW 300POBbI0 YernoBeka nMbo >KMBOTHOMO, 3aluTy WX OT
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NPUMEHEHMS TaKWX NEeKapCTBEHHbIX NpenapaTtoB, Ha AOMOMHUTENbHBIN cOOp AaHHbIX 06 addekTMBHOCTU 1 Be3onacHoCTu
TaKUX NieKkapCTBEHHbIX Npenaparos.

6. 3a HecoobLwieHne unu cokpbiTve WHdOpPMaLMK, NPeayCMOTPEHHOM YacTbio 3 HaCTOAUleW CTaTbu, OepXKaTenu unm
BrajenbLlbl PErMCTpaLMOHHbIX YAOCTOBEPEHMUI NEKAPCTBEHHbLIX NPenapaTtoB, pUAMYECcKMe nuua, Ha UMS KOTOPbIX BblAaHbI
paspeLleHns Ha MpoBEeAEHME KIUMHUYECKMX uccnegosaHuin B Poccuiickon ®epgepaunm, 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 3akoHoZaTenscTBoM Poccuiickon ®epepaunm.

7. Mpy nonyyYyeHnn ynorHOMOYEHHLIM doeaepanbHbIM OpraHOM WCMOMHUTENBHOM BMAcTU B paMKax OCYLLIECTBIIEHUS UM
(hapmakoHaz30pa [oKa3aTenbCTB O HECOOTBETCTBUM IEKAPCTBEHHOrO Mpenaparta yCTaHOBMEHHbIM TpeboBaHWAM unu npwm
nonyyYyeHunm MHPOPMAaLMN O HECOOTBETCTBUM AaHHbIX 006 3dhpeKTMBHOCTU M O Ge3onacHOCTM NeKapCTBEHHOrO npenaparta
OaHHbIM O NeKapCTBEHHOM MpenapaTe, CoOAePXKaLLUMMCSl B MHCTPYKLMU MO ero NpUMEHEHUI0 (B TOM YMCIE BbISIBIIEHHbIX B XOA4€E
OCyLLEeCTBINEHNS hapMakoHaa30pa KOHTPOIbHO-HAA30PHBIMM  OpraHaMM  MHOCTPaHHbIX FOCyAapCTB),  YMOMHOMOYEHHbI
denepanbHbI OpraH UCMOMHUTENBHON BRacTM B YCTAHOBMEHHOM UMM MOpsigke paccMaTpyBaeT BOMPOC O NPUOCTaHOBMEHUMU
NPUMEHEHNS TaKkoro fiekapCTBEHHOro npenapara.

(Ctatbsa B pepakuun, BBeaeHHon B gencteme ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM oT 22 aekabpa 2014 rona N
429-03. - CM. npeablayLLYI0 peaakLmio)

KommeHTapum K ctatbe 64

CTATbA 65. MIPUOCTAHOBJIEHUE MPUMEHEHUA NEKAPCTBEHHOIO MNMPEMNAPATA

1. Mpu nonyyeHun uHdOPMaUUM O HeXenaTenbHbIX peakuusix MNpu NPUMEHEHWM FeKapCTBEHHOro npenaparta, He
yKasaHHbIX B WHCTPYKUMM MO NPUMEHEHMWI0 JIEKapCTBEHHOMO rpenaparta, Cepbe3HblX HeXenaTenbHbIX peakuusix, 06
0COBEHHOCTSIX €r0 B3aUMOLENCTBUS C APYIMMU NEKAPCTBEHHLIMW NpenapaTtamu, KOTopble MOFYT NPeACTaBnATb Yrpo3y KWU3HU
UM 300pOBLI0 YerioBeka NGO XUBOTHOMO, @ TaKKe O HECOOTBETCTBMMU AaHHbIX 06 3ddpekTMBHOCTM M O GesonacHoCTU
neKapCTBEHHOrO nNpenapaTta AaHHbIM O JIekapCTBEHHOM Npenaparte, coaepXalliMmcsi B MHCTPYKLMKU MO ero NPUMEHEHMIO, B TOM
yucre OT YMNOMHOMOYEHHbIX OpraHOB WMHOCTPaHHLIX FOCYAApPCTB, OOMEH KOTOpOW OCYLLECTBMSETCA B COOTBETCTBUM C
cornalleHnsiMM Mexay YNoSIHOMOYEHHbIM dbeaepanbHbiM OpraHoM MCMOMHUTENBHOW BacT U YNONIHOMOYEHHBIMW OpraHamm
MHOCTPaHHbIX FOCYAapCTB, YMOMHOMOYEHHbIN dhedepanbHbli OpraH WCMONMHWUTENbHOW BRacTM paccMaTpuBaeT BOMPOC O
BO3MOXHOCTW  MPUOCTAHOBINEHUS  OOpalleHUst Takoro FEeKapCTBEHHOTO Mpenapata B MOpsSiAKe, YCTAHOBMEHHOM
YNONMHOMOYEHHbIM (hefeparnbHbIM OPraHOM UCMONMHUTENBHON BMacTU.

2. Tlpu HEeucrnorHeHWM WuNM HeHaanexalwleM WCMNOMHEHUN OepXaTensamv wWnv  BnagenbuamMu  perncTpaumoHHbIX
YOOCTOBEPEHUIA NeKapCTBEHHbLIX NPenapartoB, PUANYECKUMI NMLAMU, HA UMS KOTOPbLIX BblAaHbl paspelueHns Ha nposedeHue
KNMHUYECKUX uccnegoBaHun B Poccuinckon ®depepaumun, WM yNorHOMOYEHHBIMA UMW APYTUMU  OPUONYECKMMU NULLEAMU
00s13aHHOCTEN, YCTaHOBMNEHHbIX YacTamn 3 u 4 ctatbun 64 HacToswero PeaepanbHOro 3akoHa, NMMbo B cnyyasx npeactaBneHust
COOTBETCTBYIOLLUM YMNOMHOMOYEHHbIM heaepanbHbiM OpPraHOM WCMONMHUTENBHOW BNAcTW 3aKIOYEHUMST O HEeJOCTOBEPHOCTU
pes3ynbTaToB KIIMHUYECKOrO MCCneaoBaHus NeKapCTBEHHOro npenapara Ans MeguuMHCKOro MPUMEHEHUS, KOTOPOe OCHOBAHO
Ha pesynbraTax NPOBEPKN MeOULIMHCKOW OpraHn3auun, NPOBOAMBLLEN YKa3aHHOE KMMHUYEeCKOe UccrefoBaHne C HapyLleHnem
npaBun Hagnexawen KIMHUYECKON NpaKTUKW, WU MPUBENO K MOMYYEeHUI0 HEeQOCTOBEPHbIX pe3ynbratoB, MO0 B criyyae
HEBbLIMOMHEHUS NpPeanucaHusl, BblGAHHOMO YMOMHOMOYEHHbIM (hefdeparnibHbiM OPraHOM WCMOMHUTENBHOW BNacTu Mo uUToram
OCYLLECTBINEHNS BbIOOPOYHOTO KOHTPOMNSl KayecTBa JIeKapCTBEHHOrO npenapara, YNOoNIHOMOYEHHbIN defeparnbHblii opraH
WCMOSNHUTENBHON BMacTW B YCTaHOBIIEHHOM UM MOPSiAKE paccMaTpyBaeT BOMPOC O MPUOCTAHOBIEHWUU MPUMEHEHUS TaKoro
nekapcTBEHHOro npenapara.

3. YNonHOMOYeHHbI dedepanbHbli  OpraH  MCMOMHUTENbHOW BracTM NpuW  NpeacTaBneHMuM emy CBEeAEeHUR o
HECOOTBETCTBUM NPON3BOANTENS NIEKAPCTBEHHbLIX CPeACTB TpeboBaHUSIM NpaBuI Haanexatlen NPon3BoaCTBEHHON NPaKTUKM 1
(Mnn) 0 HapyweHUM TMUEH3NOHHBLIX TpeboBaHWI, KOTOpble ObiNM BbISIBNEHbI B XOO4€ MPOBEOEHUSI MHCMEKTMPOBaHUSA
Npou3BOANUTENS NEKAPCTBEHHbIX CPEACTB WM OCYLLECTBMEHUS JIMUEH3NOHHOIO KOHTponsi B cdepe NpOoM3BOACTBA
neKapCTBEHHbIX CPEACTB U MPUBENM UMM MOryT NPUBECTU K NMPOU3BOACTBY NEKapCTBEHHbIX MpenapaToB AN MeAWUUHCKOro
NPUMEHEHMS, MPUYUHMBLUMX UMK CMOCOBHBLIX NMPUYMHWUTL BPEA >KM3HW UMW 340POBbLI0 rpaxaaH, paccMaTtpuBaeT BOMPOC O
NMPUOCTaHOBMNEHWUN NMPUMEHEHUS NTEKAPCTBEHHLIX NpenapaToB Afsi MEOULMHCKOIO MPUMEHEHMWS B YCTaHOBNEHHOM UM Nopsiake B
crnefyoLwmx cryyasx:

1) coctaB u (UnNn) TexXHONOrnst NPOU3BOACTBA NEKAPCTBEHHOIO Npenapara Ans MegUUUHCKOro NpuMeHeHus (C onncaHmem
CTagui NPoOn3BOACTBA) OTNINYAKOTCS OT 3asIBMEHHBIX B PEMMCTPALUOHHOM [0ChE;

2) nekapCTBEHHbIA npenapar Ans MeOUUUHCKOTO MpPUMEHEHUs MNpou3BedeH Ha NpPOM3BOACTBEHHOW MIoLlajke, He
yKa3aHHOW B permcTpaLMoHHOM JOCbE;
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3) y npousBoauTens nekapCTBEHHbIX CPeACTB OTCYTCTBYIOT [OOKYMEHTbl, MOATBEpXAalolmne COOTBETCTBME KayecTBa
NekapcTBEHHOrO npenapata Ans MeAWMLUMHCKOro MNPUMEHEHWs, BBOAMMOINO B rpaxaaHckuii obopoT, TpeboBaHusMm,
YCTaHOBMNEHHbIM MPU €ro rocyaapCTBEHHON perncTpauuu;

4) npon3BoauTENeM NeKapCTBEHHbIX CPeACTB B COMMacoBaHHbIA C COOTBETCTBYOLMM YMNONMHOMOYEHHbIM dedeparnbHbIM
OpraHoM MCMOSIHUTENbHON BNAcTM CPOK He YCTpaHeHbl HapylleHust TpeboBaHUI npaBun Hagnexallienh Npon3BOACTBEHHOW
npakTMKU W (MNKM) NUUEH3NOHHLIX TpeboBaHWi, KOTopble ObiNMM BbiSIBEHbl B XO4€ MpPOBEeOEHUst WHCMEeKTUPOBaHUS
npou3BoANTENS EKAPCTBEHHbIX CPEACTB WU OCYLLUECTBMEHUS JIMLUEH3MOHHOTO KOHTpons B cdepe npou3BoacTea
NeKapcTBEHHbIX CPEACTB M MPMBENU MMM MOTYT MPUBECTM K MPOU3BOACTBY JIEKAPCTBEHHbLIX MpenapaTtoB Ans MEeAULMHCKOro
NMPUMEHEHMS, MPUYNHUBLLIMX UITN CMIOCOOHbBIX MPUYUHUTDL BPEL XWU3HW UINN 300POBbI0 rPakaaH.

(YacTtb pononHuTenbHO BKItoveHa ¢ 15 noHsa 2018 roga PenepanbHbiM 3akoHOM OT 4 mioHs 2018 rona N 140-93)

4. YNonHOMOYEeHHbIN chedepanbHbIi OpraH UCMOMHUTENbHOW BNacTU MpU HanuuuMm y Hero cBedeHuii 0 HECOOTBETCTBUU
npou3BOANTENS NEKAPCTBEHHbIX CpeacTB TpeboBaHWsIM MpaBur Hagnexaiwlen npou3BOACTBEHHOW NpakTUkM U (unun) o
HapyLUEHUN NULEH3NOHHBIX TpeboBaHU, KOoTopble ObiNM BbISIBNEHbI B XOAE NPOBEAEHWUS] UHCMEKTUPOBAHWUS NPOU3BOAUTENS
NeKapCTBEHHbIX CPeaCTB UMM OCYLLECTBIIEHNSA NULEH3MOHHOIO KOHTPONSA B cdhepe NMPOM3BOACTBA NEKapCTBEHHbLIX CPEACTB U
NpYBENM UNN MOTyT NPUBECTM K NPOU3BOACTBY FIEKAPCTBEHHbIX MPenapaToB Ansi BETEPUHAPHOrO NPUMEHEHUS, NMPUYNUHUBLLNX
MM CNOCOBHbIX MPUYUHUTL BPE XXM3HW NN 30OPOBLI0 XXMBOTHbLIX, pacCMaTpmBaeT BOMPOC O MPUOCTaHOBIEHUN peanusaunmn
NPUMEHEHNs1 NeKapCTBEHHbIX MpenapaTtoB Afs BETEePUMHAPHOro MPUMEHEHUA B YCTAHOBMIEHHOM MM MNOPSiAKE B CReayroLmx
cny4vasix:

1) cocTtaB 1 (MnK) TEXHONOrMA NPON3BOACTBA NIEKAPCTBEHHOrO Npenapara Ansi BETEPUHAPHOro NPUMEHEHUs (C onucaHmem
CTaaui NPOn3BOACTBA) OTNMYAOTCS OT 3asiBNIEHHbLIX B PEMMCTPaLMOHHOM 4OCLE;

2) nexkapCTBEHHbI NpenapaTt And BEeTEpPUMHAPHOro NPUMEHEHWUs NMPou3BeOeH Ha MNPOM3BOACTBEHHOW Mrowagke, He
yKa3aHHOW B permcTpaumoHHOM AOChHE;

3) y npousBoaMTENs NEKapCTBEHHbIX CPEACTB OTCYTCTBYIOT AOKYMEHTLI, MOATBEpPXAAloLMe COOTBETCTBME KavecTBa
NEeKapCTBEHHOro npenapata [Ans BETEPUHAPHOTO MPUMEHEHMS, BBOOMMOIO B rpaxdaHckui o00opoT, TpeboBaHMsM,
YCTaHOBMNEHHLIM NPWU €ro rocygapCTBEHHON PeErncTpaumnm;

4) npou3BOAUTENEM FNEKaAPCTBEHHbIX CPEACTB B COMMaCOBaHHbIA C COOTBETCTBYIOLUMM YMONMHOMOYEHHbIM heaeparnbHbIM
OpraHoM MCMOMHUTENbHOW BNacTM CPOK HE YCTPaHEHbl HapylleHus TpeboBaHUM NpaBun Haanexallenh Npon3BOACTBEHHOW
NpakTMKU u (MnM) NULEH3NOHHbIX TpeboBaHWIi, KOTopble ObiNMM BbISBMEHbI B XO4E MPOBEOEHUSI WHCMEKTUPOBAHUS
Npomn3BOANTENS FEeKapCTBEHHbIX CPEeACTB WNW  OCYLLEeCTBMNEHUS FULEH3MOHHOrO KOHTpoOns B cdepe MpPOM3BOACTBA
neKkapCTBeHHbIX CpeacTB M MPUBENM UNU MOTYT NPUBECTU K MPOU3BOACTBY fleKapCTBEHHbIX npenapaTtoB AN BeTepuHapHOro
NPUMEHEHNSs!, NPUYUHUBLLNX UM CMOCOOHLIX NPUYMHUTL BPe XN3HW UK 300POBbLI0 XKUBOTHbIX.

(YacTb gononHutenbHo BkNtoveHa ¢ 15 noHa 2018 roga PenepansbHbiM 3akoHoM OT 4 noHa 2018 rona N 140-93)

C 1 anBapsa 2026 roga PenepanbHbiM 3akoHOM oT 27 aekabpsa 2019 roga N 475-9®3 (C M3MEHEeHWSAMW, BHECEHHbIMU
denepanbHbiM _3akoHoM OT 28 moHa 2022 rona N 204-93) ctatbs 65 HacToswero ®egepansHoro 3akoHa byaet gononHeHa
yactamm 5 n 6.

7. B nopsigke, npegycMOTPEHHOM YacTbio 4 HACTOsALLEeN CTaTby, YNOMHOMOYEHHbIV hefeparnbHbIl opraH UCTNONHUTENBHOW
BMacTU paccmaTpuBaeT BOMPOC O MPUOCTaHOBMEHWM peanusauum U MPUMEHEHWs neKapCTBEHHOro npenapaTta Ans
BETEPUHAPHOrO MPUMEHEHUS B Crlyyae BbISBMEHWS B rpaxgaHCKOM oBopoTe cepwuy nekapCTBEHHOro npenapara Ans
BETEPMHAPHOIO MNPUMEHEHUS, OOKYMEHTbl M CBEOEeHUS O KOTOPOW, MNpedycMOTpeHHble Yactamu 1-3 u 6 craten 52 2
HacTosauwero ®denepanbHOro 3akoHa, He MNpeacTaBneHbl B yKa3aHHbIA opraH, nnbo cepum KMMMYHOOMOMNOrMyeckoro
nekapcTBEHHOro npenaparta ANa BETEPUMHAPHOIO NPUMEHEHWs, He MMEIOLen paspeLleHns, nNpeayCcMOTPEeHHOro Yactbto 8
cratbu 52 2 Hactosuwero ®depgepanbHoro 3akoHa. B ykazaHHOM criydae ynorHOMOYEHHbIM  dedeparnbHbIii  opraH
WCTIONMHUTENBHON BMAacTU MNPUHUMAET pelleHMe O MPUOCTaHOBMEHUM peanusauunm u MNpUMMEHEHUsT Takux cepui  [o
npencTaBneHns ykasaHHbIX JOKYMEHTOB U cBeAeHMI Nnbo A0 NonyyYeHus yKasaHHOro paspeLLeHust.

(YacTtb pononHuTENbHO BKMoYeHa ¢ 1 ceHTs16pa 2023 rona PenepanbHbiv 3akoHoM oT 2 uonsa 2021 rona N 317-93)

(Ctatbs B pegakuun, BBegeHHon B gencteme ¢ 1 monsa 2015 roga ®enepanbHeiM 3akoHOM OT 22 aekabps 2014 roga N
429-03. - CM. NpeabIAyLLYI0 PDEAAKLIMIO)

C 1 anBapsa 2026 roga ®enepanbHbimM 3akoHoM oT 30 aHBapa 2024 roga N 1-®3 B ctathio 65 HacToswero PegepanbHOro
3akoHa byayT BHECEHbI MU3MEHEHUSI.

KommeHTapum K ctatbe 65
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CTATbA 66. UHPOPMALIUA O PE3YJNIBTATAX ®APMAKOHAI3OPA

YNOMHOMOYEHHbIN  dhedepanbHbii  OpraH  UCMOMHUTENbHOW  BRacTu, OCYLIeCTBRsWMiA dapMakoHaas3op, MO  ero
pesyrnbrataMm pasMeLlaeT Ha cBoeM odmumanbHoM canTe B cetu "IHTepHeT" nHdopmaumio o:

1) BbIABJIEHNN HOBbIX NOATBEPXAOEHHbIX OaHHbIX O NOBGOYHBIX AEUCTBUAX, HexenaTenbHbIX peakunax, cepbe3HblX
HeXenaTtenbHbIX peakunax, HenpeaBuaeHHbIX HeXenaTeNbHbIX peakunax npu npuMeHeHnm nekapCrtBeHHoro npenapara, B TOM
yucne BNUAKLWNX Ha OTHOLLEHWE OXNOaeMon Nofb3bl K BO3MOXHOMY PUCKY NPUMEHEHUsT AaHHOrO fieKapCTBEHHOro npenapara;

2) MPUHATBIX PELUEHUSX O BHECEHWM WU3MEHEHWUA B WHCTPYKLMIO MO MPUMEHEHWUI0 JEeKapCTBEHHOro npenapaTa, o
NPWOCTAHOBNEHNN NMPUMEHEHMS NIEKAPCTBEHHOIO npenapata, 06 M3bsATMM M3 obpalleHns NekapCTBEHHOro npenapara unm o
BO306OHOBMNEHMM NPUMEHEHMWS NTEKAPCTBEHHOrO Npenapara.

(CtaTtbsa B pepakumu, BBefeHHon B aencteue ¢ 1 mapta 2020 rona ®enepanbHbiM 3akoHOM OT 27 aekabpa 2019 roga N
475-03. - CM. mpeablayLLY0 PEAAKLIMIO)

KommeHTapum k ctatbe 66

MABA 14. UH®OPMALUA O NEKAPCTBEHHbIX NMPEMAPATAX. CACTEMA MOHUTOPUHIA OBWXXEHUA
NEKAPCTBEHHbIX NMPENAPATOB And MEOULUMWHCKOIO NPUMEHEHUA

(HanmeHoBaHwue B pegakumu, BBegeHHon B gencteue ¢ 1 aHBapsi 2018 roga ®enepaneHbiM 3akoHoM OT 28 nekabpa 2017 rona
N 425-03. - CM. NpeAblAyLLYI0 PeAakLmio)
CTATbA 67. UHOPOPMALUUMA O NEKAPCTBEHHbIX MPENAPATAX. CUCTEMA MOHUTOPUWHIA ABUWXEHUA
JIEKAPCTBEHHbIX NPENAPATOB ONA MEOUMUMHCKOIO NPUMEHEHUA

(HanmeHoBaHwue B pegakumu, BBegeHHon B gencteue ¢ 1 aHeapsi 2018 roga ®enepaneHbiM 3akoHoM OT 28 nekabpa 2017 rona
N 425-03. - CM. NpeAblAyLLYI0 PeAakLmio)

1. WHdopmaums o nekapCTBEHHbIX Mpenapartax, OTnyckaemblX MO peuenTy Ha neKkapCTBeHHbIM npenapat, AormxHa
cofepxXartbCsl TOMbKO B CMeuuanu3vMpoBaHHbIX W3OaHWUSIX, MpeAHa3HaYeHHbIX Ans MeguUMHCKUX, dapMaueBTUYECKMX
paboTHMKOB, cneumanucToB B obractu BeTepuHapuu. WHgopmaumss o nekapCTBEHHbIX Npenapartax Ans cneuuanucToB B
obnactn obpalleHuss NekapCTBEHHbIX CPEACTB MOXET coAepXaTtbCs B MOHorpadusix, CrpaBOYHUKAX, HAy4YHbIX CTaTbsiX, B
JOKragax Ha KoHrpeccax, KOH(bepeHUMsIX, CUMMNO3vymax, Hay4HbIX COBETaX, a TaKkKe B MHCTPYKUUSX MO MPUMEHEHUIO
nekapcTBEHHbIX NpenapaToB.

(Yactb B pepgakuun, BeegeHHon B aencteme ¢ 13 aBrycta 2019 roga ®enepanbHbiM 3akoHoM oT 2 asrycta 2019 roaa N
297-®3. - Cm. NpeaplayLLyo peaaKLmio)

2. WHdopmaumsi o nekapcTBEHHbIX MpenapaTtax, oTnyckaembix 6e3 pelenta Ha NeKapCTBEHHbI mpenapat, MOXeT
cofepxaTtbecs B nybnukauusix U oGbsBNEHUSIX CPeacTB MacCoBOW MHopMaLuu, Creumann3MpoBaHHbIX U OBLUX NevaTHbIX
M30aHNAX, MWHCTPYKUMSIX MO  MPUMEHEHWI0 FEKapCTBEHHbIX NpenapaTtoB, WHbIX W34aHUsSX CYObEeKTOB obpalleHusi
neKapcTBEHHbIX CpeacTB. PeknamHble Matepuanbl O NEKapCTBEHHOM npenapaTte, oTnyckaemMom 6e3 peuenTta Ha
neKapCTBEHHbIN Npenapart, AOMMKHbI COOTBETCTBOBATb MHCTPYKLMM MO MPUMEHEHUIO NIEKapCTBEHHOMO Npenapara.

3. [lonyckaeTcs ucrnonb3oBaHue NMobbiX MaTepuanbHbIX HOCUTENE, NO3BOMNSAOLWUX XPaHUTb, NepegaBaTb U UCNONb30BaTb
MHOPMAaLIMIO O NeKapCTBEHHbIX NpenapaTax 6e3 ee NckaxeHus.

4. ns uenen MoeHTUMMKALMKU YNakoBOK NeKapCTBEHHbIX MpenapartoB Ans MEQULUMHCKOrO NPUMEHEHUs MpousBoauTenu
nNeKapcTBEeHHbIX CPEACTB B nopsdke, ycTaHosneHHom [pasutensctBoMm Poccuiickon dedepaumm, HAHOCAT Ha MEePBUYHYIO
YNakoBKy (B OTHOLUEHWW NEeKapCTBEHHbIX MpernaparoB ONf MeOWLMHCKOTO MPUMEHEHUs, AN KOTOPbIX He npedycMoTpeHa
BTOPUYHAA yNakoBKa) M BTOPUYHYIO (MOTPEBMTENbCKYH0) YMNAKOBKY MEKAapCTBEHHbLIX MpenapatoB Ans MeOuUMHCKOro
MPUMEHEHNSI CPEACTBA MAOEHTUMUKALIMM, 33 WCKMIOYEHMEM NEeKapCTBEHHbLIX MpenapaTtoB Ans MEAMLMHCKOTO MPUMEHEHNS,
MPOU3BOAUMbBIX AN MPOBEAEHUA KIUHUYECKUX WCCIedoBaHWi, 3KCMopTa, NeKapcTBEHHbLIX npenapaTtoB AN MeauLMHCKOro
NMPUMEHEHMs, yKasaHHbIX B 4Yactax 5 u 8 cratbu 13 HacTosaulero denepanbHOro 3akoHa, paavodapmaleBTUYECcKMX
NeKapCTBEHHbIX MPenapaTtoB, BbICOKOTEXHOMOMMYHbIX NEKapCTBEHHbIX NpenapaTos, KOTOpble Npou3BeneHsbl MarnbiM1m Cepuamm,
COCTOAT U3 OHOM UM HECKOMBbKMX 03 BbICOKOTEXHOMOMMYHOTO JIeKapCTBEHHOro npenapara, npeaHasHavyeHb! AN KOHKPETHOro
naumeHTa, UMET KOPOTKUIA CPOK rOAHOCTY (40 AEBAHOCTA KaneHaapHbIX AHeR) v (Unn) TeMnepaTypHbIid PEXUM XpaHEHUs U
TpaHCNOPTMPOBaHMs MUHYC 60 rpaaycos Lienbcusi unm Huke, NUSIBOK MeANLMHCKMX M ra3oB MeaWLMHCKMX.

[okymeHT coxpaHeH ¢ nopTana docs.cntd.ru — anekTpoHHoro coHaa n3 6onee 70 000 000 HOpMaTUBHO-NPABOBbLIX Y HOPMATUBHO-TEXHUYECKUX AOKYMEHTOB


http://docs.cntd.ru/
http://docs.cntd.ru/document/564069028#7DO0K9
http://docs.cntd.ru/document/542661528#A780NA
http://docs.cntd.ru/document/1304557472#A8K0NM
http://docs.cntd.ru/document/556175648#7D80K5
http://docs.cntd.ru/document/542608014#A7A0NB
http://docs.cntd.ru/document/556175648#7DC0K7
http://docs.cntd.ru/document/542608014#A7C0NC
http://docs.cntd.ru/document/560855147#7DK0K8
http://docs.cntd.ru/document/542651148#A7E0ND
http://docs.cntd.ru/document/902209774#A9A0NJ
http://docs.cntd.ru/document/902209774#AAA0NV

06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 Ctpanunua 131
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

Ons  nekapcTBEeHHbIX MNpenapaTtoB C MeEXAyHapoAHbIM  HENaTeHTOBaHHbIM  HaMMeHoBaHWeM "OTaHon" cpeacTso
naeHTUdMKaLMM HAHOCUTCS Ha BTOPWUYHYHO (MOTPEBMTENbCKy) YrMakoBKy B Cryvyae, €Cnv Takas yhnakoBKa siBNsieTcs
WHOVBMAYANbHOW BTOPUYHOWM (NMOTPEBGUTENBLCKON) YMaKoBKOW 3TOr0 JIeKapCTBEHHOro npenapaTta, a B cliydyae OTCyTCTBUS
BTOPWYHON (MOTPEOUTENBCKO) YNaKoBKM MMM HanMuusi yNakoBKW, B KOTOPOW HaxoguTtcs Goree ogHON eauHULbl yKa3aHHOro
neKkapCcTBEHHOro npenapara B NepBuYHON yNakoBKe, CPEACTBO MAEHTUMUKALMN HAHOCUTCSA Ha NEPBUYHYIO YNAKOBKY.

(Yactb gononHutenbHo BkNtoveHa ¢ 1 uiona 2020 roga PenepanbHbiM 3akoHOM oT 28 aekabpsa 2017 roga N 425-93 (c
M3MEHEHNAMU BHeCeHHbIMM PenepanbHbiM 3akoHOM OT 28 Hosabpsa 2018 rona N 449-03, denepanbHbiM 3akoHOM OT 27
nekabpsa 2019 ropa N 462-93); B pegakuun, BBegeHHoM B aenicterne PenepanbHbiM 3akoHom oT 30 aHeaps 2024 rona N 1-93;
B pegakuun, BBegeHHow B aenicteue ¢ 1 anpensa 2024 roga ®enepanbHbiM 3akoHoM OT 4 aBrycta 2023 roaa N 428-93. - Cwm.
TREAbIAYLLYIO PEAaKLNIO)

5. XapaktepucTukum cpenctea uAeHTUUKALMKU, MOPSAOK €ro HaHeceHuss U TpeboBaHus K CTpyKType M dopmary
WMHOpMaLIMK, KOTOPYIO COAEPXNUT CPeACTBO uaeHTndmukauuu, onpegenstotcs MNpasutensctBom Poccunckon ®epepaumm.

(YacTtb pononHuTenbHO BKtoveHa ¢ 1 sHBaps 2018 roga PenepanbHbiM 3akoHOM OT 28 nekadpa 2017 rona N 425-03)

6. Mopsimok co3gaHusl, pasBUTMS, BBOOA B IKCMyaTauuio, 3KCrfyaTauMv W BbiBOAa W3 3KCMnyaTtauum CUCTEMbI
MOHUTOPUHIa [ABWXEHUS NEeKapCTBEHHbIX MpenapaTtoB Ans MeOMUMHCKOro MNPUMEHEHUsl, Mopsaok npedocTaBreHus
MHopMauun, codepXallencss B CUCTEME MOHUTOPUHIa [OBWXKEHUSI JEeKApPCTBEHHbIX NpenapaToB ANS MeAULMUHCKOro
NPUMEHEHWS, U NOPSAOK B3aMMOAEWCTBUS YKa3aHHOW CUCTEMbI C MHBIMU FOCYAAPCTBEHHLIMU MHPOPMALMOHHBIMU CUCTEMaMu
N MHPOPMALMOHHBIMU CUCTEMAMWN HOPUANYECKNX NUL, U UHOUBMAYANbHbLIX NPeAnpUHUMaTENen, yKasaHHbIX B Yactax 7 n 10
HacTodllen cratbW, ycTaHaenueatoTca [MpaButensctBoMm Poccuiickon Pegepaumn. Onepatopamym CUCTEMbI MOHUTOPUHra
OBWXXEHMSA NEKApPCTBEHHbLIX MpenapaToB A1 MEAMLUMHCKOrO MPUMEHEHMA ABMSTCA diedeparnbHbIi OpraH MCMOSTHUTENbHOM
BNacTu n (unu) opraHnsaumsi, ynoniHomo4eHHole MNpasuTtensctBom Poccuickon ®enepaumm.

(Yactb gononHuTenbHO BktodeHa ¢ 1 aHBapsi 2018 roga PenepanbHbiM 3akoHOM OT 28 aekabpa 2017 rona N 425-03)

7. Opugnyeckme nuua 1M mMHOMBMUAOYyanbHble NPEANPUHUMATENM, OCYLLECTBASIOWME NPOU3BOACTBO, XPaHEHME, BBO3 B
Poccuickyto ®epepauuto, OTnyck, peanusauuio, nepefadvy, NpUMEHEHUE U YHUYTOXEHWE NeKapCTBEHHbIX npenapaToB A
MeJVLIMHCKOro MpumMeHeHus, obecneumBaloT B NOpsSAKe M B COCTaBe, KOTOpble YCTaHOBMeHbl [paButensctBoM Poccuiickon
denepauum ¢ y4eTomMm Bua OCyLLECTBNSIEMON UMW OEATENBHOCTM, BHECEHUE UHGOPMALIMM O NEKApCTBEHHbIX NpenapaTax Ans
MEeANLIMHCKOro MPUMEHEHUS B CUCTEMY MOHUTOPUHIA OBWKEHNSI NTIEKaPCTBEHHbIX NpenapaToB AN MeAMLUHCKOrO NPUMEHEHNS.

(Yactb gononHuTenbHo BkMoveHa ¢ 1 monsa 2020 roga PenepanbHbiM 3akoHOM OT 28 Aekabpsa 2017 rona N 425-93 (c
N3MEHEHNsIMU BHeCeHHbIMU PefiepanbHbiM 3akoHOM OT 27 Aekabpsa 2019 rona N 462-93))

7 _1. JlekapcTBeHHble npenapaTtbl AN MeQULMHCKOrO NMPUMEHEHUS!, NpedHasHavyeHHble Ans obecnevyeHns nuu, 6onbHbIX
remocpununen, MyKOBMCLUMAO30M, runodum3apHbiM HaHU3MOM, GonesHbio [ouwe, 3mokadYecTBEeHHbIMW HOBOOOpPa3oBaHUAMMU
NMMONOHON, KPOBETBOPHOWM M POACTBEHHBLIX UM TKAHEW, PacCesiHHbIM CKMepPO30M, L, NOCMe TpaHCMaHTauum opraHoB U
(nnn) TkaHen, npousBedeHHble 0o 31 gekabpa 2019 roga, a Takke MHble NeKapcTBEHHbIE MpenapaTtbl AN MeauLMHCKOro
npumeHeHns, npousseneHHole go 1 mona 2020 roga, nognexar XpaHeHuto, NnepeBo3ke, OTMNYCKY, peanu3auuun, nepegade,
npumeHeHnto 6e3 HaHeceHus CPeACTB WAEHTUUKAUMW OO UCTEYEeHMA Cpoka WX rogHocTu. [MpaBuTenbcTtBo Poccumnckon
depepauunn Bnpase yCTaHOBUTbL 0COOEHHOCTM BBOAA B rpaxaaHCKMi 060pOT NeKapCTBEHHbIX NpenapaToB ANsi MEOULUHCKOro
npumeHeHnsi, NnponaseneHHblx B nepmog ¢ 1 nona 2020 roga no 1 oktsadpsa 2020 roga. B uensax BBoaga B rpaxgaHckmii o6opoT
neKkapCcTBEHHble npenapatbl  ANS  MEOUUWHCKOTO  MPUMEHEHUS, 3a  MUCKMOYEHWEM  JIEKApPCTBEHHbLIX Mpenaparos,
npeaHasHa4vyeHHbIX ansg obecnevyeHus nuu, 6omnbHbIX reMounuen, MykoBMCLMO030M, rMNomsapHbIM HaHM3MOM, BONEe3HbLIo
lowe, 3noka4yecTBEHHbLIMM HOBOOOPA30BaHUAMW NUMAOUOHOW, KPOBETBOPHOW W POACTBEHHbLIX MM TKaHEW, pacCesiHHbIM
CKINepo3oM, Nuu, nocne TpaHChfiaHTauun opraHoB u (Mnn) TKaHEW, NPOU3BEAEHHbIE 3a npedenamn Tepputopumn Poccuiickon
depepauun go 1 oktabpsa 2020 roga, moryT 6biTb BBe3eHbl B Poccuickyto depepaunio o 1 aHBapst 2021 roga B nopsiake,
ycTtaHoBneHHom [MpaBuTenbcTBom Poccuickon denepauun, 6e3 HaHeceHUs cpeacTB aeHTUdUKaLun.

(YacTbe gononHuTensHO BKoYeHa ¢ 29 HosAbpsa 2019 roga PenepanbHbiM 3akoHOM OT 28 Hos6psa 2018 rona N 449-93; B
pedakuvu, BBeeHHOW B deicTue ¢ 28 gekabpsa 2019 rona PenepanbHbiM 3akoHoM ot 27 aekabpsa 2019 rona N 462-93; B
penakumm, BBedeHHon B genctene PenepanbHbiM 3akoHOM oOT 13 wionsa 2020 roaa N 206-P3, pacnpocTpaHaeTcs Ha
npaBoOOTHOLIEHWS, Bo3HUKLWMeE ¢ 1 utonga 2020 roga. - CM. OpeabiayLLyo peaakLmio)

8. Opranusaums MHHOPMaLMOHHOIO B3aNMOOENCTBUS CUCTEMbI MOHUTOPUHIA ABUXEHMS1 NEKApPCTBEHHLIX NpenapaToB Afis
MEANLIMHCKOTO MPUMEHEHUSI C WHBbIMWU FOCYLAPCTBEHHLIMU MHOPMALMOHHBIMKU CUCTEMaMKU ObecrneymMBaeTcss B TOM 4ucre
nocpeacTBOM MHAPACTPYKTYphl, 0becnevmBatollert MHOPMALNOHHO-TEXHONOTMYECKOE B3aMMOAENCTBUE UHEOPMALIMOHHBLIX
CUCTEM, UCMONb3yeMbIX ANs NPeAoCTaBeHUs FOCY4aPCTBEHHbIX U MyHULMNASbHbLIX YCIYr U UCTIONTHEHUST FOCYAAPCTBEHHbIX U
MYHULMNAnNbHbIX OYHKUMIA B 3NEKTPOHHOW dhopMe.
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(Yactb gononHuTensHO BkNtodeHa ¢ 1 aHBapst 2018 roga ®enepansHbiM 3akoHoM OT 28 aekabpa 2017 rona N 425-03)

9. Mndopmauus, cogepxallascs B CUCTEME MOHUTOPWHIa ABUXKEHUS NEKapCTBEHHbIX npenapaToB ANS MEAULIMHCKOro
NPUMEHEHNS, SIBNAETCA MHGPOPMaLMEN OrpaHMYEeHHOro 4oCTyna B COOTBETCTBUM CO cTatben 9 denepanbHOro 3akoHa oT 27
utong 2006 roga N 149-93 "O6 mHopmaLmm, MHDOPMALIMOHHbLIX TEXHOMOIMNAX U O 3allumTe UHdopmaLmu”, 3a UCKITIoYEeHnem
WHcopMaLMM, HeaonyCTUMOCTb OrpaHMYeHUs [OOCTyna K KOTOPOW YyCTaHoBrneHa dedepanbHbIMU 3akoHaMu, a Takke
MHdopmauun, oTHeceHHou MpasuTtenbctBom Poccuinckon denepaumm B COOTBETCTBUM € HacToAWwmMM degeparnbHbIM 3aKOHOM K
obwenocTtynHon wmHdopmauun. OO6LlegocTynHas MHGoOpMauus, cogepxallascsas B CUCTEME MOHUTOPUHra [ABWXKEHUS
nekapcTBeHHbIX MpenapaToB AN MEAMLMHCKOrO MpUMEHeHUs, pasmeLlaeTcs B MH(OPMaLMOHHO-TENEKOMMYHUKALMOHHOW
cetn "VIHTepHeT" (B TOM uncne B hopme OTKPbITbIX OaHHbIX) B MOpsiAKe, ycTtaHoBneHHom [paBuTenbctBoM Poccuiickon
depepauuu.

(Yactb gononHutensHo BkModeHa ¢ 1 sHBaps 2018 roga PenepanbHbiM 3akoHOM OT 28 nekabps 2017 rona N 425-03; B
penakuun, BBeAeHHon B aenctene ¢ 15 asrycta 2023 roga PeaepanbHbiM 3akoHOM OT 4 asrycta 2023 roga N 474-93. - Cwm.
npenplAyLWYIo peaakLuio)

9 1. Hoctyn Kk WHcopmauun, coaepXallencs B CUCTEME MOHWUTOPWHIa OBWKEHWUSI NeKapCTBEHHbIX MnpenapatoB Ans
MEeOWLMNHCKOrO MPUMEHEHUs1, obecneynmBaeTcs onepaTtopomM CUCTEMblI MOHUTOPUHIa ABMXKEHUSI NEKapCTBEHHbLIX MpenapaTos
AN MeOUUMHCKOrO NMPUMEHEHMs B Mopsiake, ycTaHoBreHHoM [MpaButensctBoM Poccuiickon denepauumn, B COOTBETCTBUMN C
3akoHogatenbcTBom Poccunckon depepaumm o6 nMHopmaumm, MHPOPMALMOHHBLIX TEXHOMOMMAX M O 3aluTe UHdopmMaumu,
3akoHogatenbcTBom Poccuiickon depepauumn o rocygapCTBEHHOW TalHe, 3akoHodatenbctBoM Poccuiickon depepaumm o
KOMMEPYECKON N MHOW OXPaHAEMOWN 3aKOHOM TaHE U C YY4ETOM MOSOXEHMI HacToswen ctatbl. MNMpaButensctBo Poccumnckon
degepauun BnpaBe yCTaHaBNMBATb NEpeYeHb NeKapCTBEHHbIX NpenapaToB AN MeQUUMHCKOro NMpUMEHEeHUst 1 (unu) rpynn
nekapcTBeHHbIX NpenapaTtoB Ans MeauuUMHCKOro NPUMeEHEHUs1 U 0COBEeHHOCTM OOCTyNa K MHGOPMAaLIMKN O TaKUX NeKapCTBEHHbIX
npenapaTtax, cogepXallencss B CUCTEME MOHUTOPWUHra [ABWXEHUS FeKapCTBEHHbIX MNpenapatoB AOfis  MeauLMHCKOro
NPUMEHEHMSI.

(Yactb gononHuTenbHO BKNtoveHa ¢ 15 aBrycta 2023 roga ®enepansHbiv 3akoHoM OT 4 aBrycta 2023 rona N 474-93)

9 2. MNonb3oBaTenu cuctembl MOHWUTOPUHIa ABWXEHMWSI NeKapCTBEHHbIX MpenapaToB Ansi MEAUUMHCKOrO NpUMEHeHUs
obnapgatlot npaBoM JOCTyna K MHpOpMaLuun, CoaepXallencs B CUCTEME MOHUTOPUHIA OBWKEHUS NeKapCTBEHHbIX Npenaparos
AN MeOULIMHCKOrO MPUMEHEHUS, C Y4ETOM OrpaHMYeHuin AOCTyNa K yKazaHHOW nHdopmMaumu 1 ee nocneayrowlen obpabotke,
YCTaHOBIMNEHHbIX HacTosAWwmm ®egepanbHbiM 3aKOHOM Y MHBIMW HOPMaTUBHBIMU NPaBoBbIMY akTaMu Poccuiickon depepavmun.

(YacTb gononHutensHo BkntoveHa ¢ 15 aBrycta 2023 roga PenepansHbiM 3akoHoM OT 4 asrycta 2023 roga N 474-93)

9 3. depepanbHble opraHbl MCMOMHUTENLHOW BNAacTM W OpraHbl WUCMONMHUTENBbHOW BRactu cybbektoB Poccuiickom
depepauun B uensx, onpegenenHbix lNMpasutensctBom Poccuiickon depepaumm, MMeOT nNpaBo AocTyna K uHdopmMaumm o
cybObekTax obOpalleHus NeKapCTBEHHbIX CPEACTB, O NEeKapCTBEHHbIX Mpenapatax M 06 obopoTe Takux nekapCTBEHHbIX
npenapaTtoB, HeobGXxoaMMOW ANS BbINOMHEHUS 3a4ad M OCYLLECTBMEHUS (OYHKLWUA, BO3NOXEHHbIX Ha denepanbHble opraHbl
WCMONHUTENbHOM BNacTM W oOpraHbl WUCNOMHUTENBHOM BRacTn cyobekToB Poccunckon ®Pepepaumm, CTaTUCTUYECKON
MHOpMaUMM O NneKapCTBEHHbIX npenapatax M 06 mx obopoTte, a Takke K obLiedocTtynHon mHgopmauun. CoctaB 3ToN
MHopMaLMn onpeaenseTcs cornalieHnamm o6 MHPopMaLMOHHOM B3anMOAENCTBMM, 3aKMOYEHHbIMU ONepaTopoM CUCTEMbI
MOHUTOPMHIa [OBWXEHUS JNEKAPCTBEHHbIX MpenapatoB And MEAUMUMHCKOro MpuMMeHeHus ¢ depepanbHbiMM - opraHamu
WCMONHUTENbHOM BNacTM UMM opraHaMu WUCNOMHUTENbHOM BRacTn cybbekToB Poccuickon depepauumn n deneparnbHbIM
OpraHoM MCMOSNTHUTENbHOW BRacTh, OCYLLECTBASIOWNM QYHKUUN NO BbIpaboTKe M peanusaumm rocygapCTBEHHOW MOMUTUKU 1
HOPMaTMBHO-NPABOBOMY PErYNMPOBaHMWIO B chepe 30paBOOXPaAHEHNS.

(Yactb gononHuTenbHO BKNtoveHa ¢ 15 aBrycta 2023 roga ®enepansHbiv 3akoHoM OT 4 aBrycta 2023 rona N 474-93)

9 4. CybGbekT oOpalleHus nekapCTBEHHbIX CpeAcTB MMEEeT npaBo AocTyna K UWHgopmaumm 06 onepaumsx ¢
nekapcTBEHHbIMU NpenapartamMmu Ans MEAULUHCKOrO NPUMEHEHUS, COBEPLUEHHbIX 3TUM CyObEKTOM obpalleHUss NekapCTBEHHbIX
cpencTs, a Takke K obLe0CTyNnHOW MHhopMaumn.

(YacTtb pononHuTenbHO BKtoveHa ¢ 15 aBrycta 2023 rona PenepanbHbiv 3akoHOM oT 4 aBrycTta 2023 rona N 474-03)

9 5. Onepatop cMCTEMbI MOHUTOPUHIA ABWXEHNS NEKaPCTBEHHbLIX NPenapaToB 4115 MEAULIMHCKOro NpuMeHeHns obnagaet
npaBoM [OCTyNa K MHopMauun, coaepxallelncss B CUCTEME MOHUTOPUHrA ABWXEHUS JIEKapCTBEHHbIX NpenapaTtoB Ansi
MeANLIMHCKOro NMPUMEHEHUS, BKMYas MHOPMaLMI0 OrpaHUYeHHOro JOCTYNa, C BO3MOXHOCTbLIO ee 06paboTku, B TOM YnCne ee
npefocTaBleHNss U pacnpocTpaHeHus, obecneyeHnss JOCTyna K Hel WM OKa3aHust yCnyr C ee WCnonb3oBaHveMm (Oanee -
obpaboTka).

(Yactb gononHuTensHO BKNtoveHa ¢ 15 aBrycta 2023 roga ®enepanbHbiM 3akoHoM OT 4 asrycta 2023 rona N 474-93)
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9 6. Onepatop CUCTEMbI MOHUTOPUHIa OBWXEHWUS feKkapCTBEHHbIX NpenapaToB ANS MeAULMHCKOro NPUMEHEHUs MOXeT
ocyuwecTBnATb 06paboTKy MHMOpMauuM OrpaHUYEeHHOro AOCTyna, coaepXalwencs B CUCTEME MOHWUTOPWHra ABWXEHUS
nekapcTBeHHbIX npenapaToB ANs MeOUUMHCKOTO MPUMEHEHUs, npu ycrnoBuu obsA3aTenbHoro o6e3nuuvMBaHus  Takow
WHoOpMaLMM B COOTBETCTBMU C YyTBEPXAaemMbiMu defepanbHbiM OpraHOM WCMOMHUTENBHOW BNAacTy, OCYLLECTBASIOLMM
yHKUMKN Mo BbipaboTke M peanusauun rocygapCTBEHHOW MOMUTUKM M HOPMAaTUBHO-NPABOBOMY PErynvpoBaHuio B cdepe
30paBOOXpaHeHns, MO cornacoBaHuio ¢ dedepanbHbIM OpraHoM WCMOMHUTENBHON BMACTU, OCYLUECTBASHOWMM (OYHKLMU MO
KOHTPOSIIO U Hag30py B cdepe MHOPMALMOHHbBIX TEXHONOMMN U CBA3N, N beaepanbHbiM OpraHOM UCNOSTHUTENBHOW BriacT B
obnactn obecneveHus 6esonacHocTn TpeboBaHUAMKU K 00e3nNUUMBaHMIO TakoW MHoOpMaumMmM n MeTogamu 00e3nuuMBaHus
Takon mHgopmauun. ObesnnyeHHass MHdopMaums, nonyvyeHHas B pesynbrate ykasaHHoW obpaboTkum m cogepkawascsa B
CUCTEME MOHUTOPUHra ABWXEHMWS NEKapCTBEHHbIX NpenapaTtoB AN MEeOWLMHCKOro NMPUMEHEHUs, SBNSETCs MHopMaLmen
orpaHu4eHHoro goctyna. O6esnmyeHHast MHopmaLms, JOCTYN K KOTOpOK Obin obecneyeH onepaTtopoM CUCTEMbI MOHUTOPUHTA
OBWKEHUS NEKapCTBEHHbIX MpenapaTtoB AN MEeAWLMHCKOrO NMPUMMEHEHUSI B LENsSX OKasaHWsi YCNyr ¢ ee MCNofb30BaHUEM,
NOANEXUT XPaHEHWIO B CUCTEME MOHUTOPUHIA OBWKEHWUSI NEKapCTBEHHBIX NMpenapaToB AN MEOULMHCKOTO NMPUMEHEHUSI He
MeHee NSTU NEeT C Aatbl NpegocTaBrneHusl JOoCTyna K 00e3nuMyeHHOW WHopmauuM, U Ha Hee He pacrnpoCTPaHsATCS
TpeboBaHUs K MHGPOPMALIMN OrpaHNUYEHHOTO JOCTYNA, YCTAHOBIIEHHbIE HACTOSILLEN CTaTbeN.

(Yactb gononHuTensHO BKNtoveHa ¢ 15 aerycta 2023 roga ®enepanbHbiM 3akoHoM OT 4 asrycta 2023 rona N 474-93)

9 7. OnepaTop CMCTEMbI MOHUTOPUHIa OBWXEHWUS] NEKAPCTBEHHbIX NpenapaToB Afs MeAULMHCKOro NPUMEHEHUS MOXET
ocyLllecTBnATL 00paboTKy MHOpMauuM OrpaHUYeHHOro AOCTyna, CoaepXkallecsi B CUCTEME MOHWUTOPWUHIa [ABWXKEHUS
neKkapcTBEHHbIX NpenapaToB AN MEAULMHCKOrO NPUMEHEHUS, NOSTyYeHHON OT cyObekTa obpallleHnst nekapCTBEHHbIX CPEACTB,
3aperMcTpMpoBaHHOIO B CUCTEME MOHWUTOPUHIa OBWXKEHMWSI JIEKApCTBEHHbLIX NpenapaToB Afs MeOULMHCKOro MPUMEHEHUs U
npeacTaBMBLLENO B HEE CBedEHUs, B MHTEpecax M Mo nopy4YeHuto Takoro cybbekta obpalleHnst NekapcTBEHHbIX cpeacTB 6e3
06e3n1M4MBaHusl MHpopMaLMn orpaHU4YeHHOro 4ocTyna.

(Yactb gononHuTenbHO BKNtodeHa ¢ 15 aBrycta 2023 roga ®enepanbHbiv 3akoHoM OT 4 aBrycta 2023 rona N 474-93)

9 8. Onepartop CUCTEMbI MOHUTOPWUHIA ABMXEHUSA NEKAPCTBEHHbIX NpenapaToB Ansi MEAULUMHCKOrO NpMMEHEHMsT BNpaBe
oKasblBaTb Ha HEAWCKPUMMHALMOHHOW OCHOBE YCMyrM C MCMONb30BaHWEM O0e3nMyeHHOW WHGOpMauuMu, COoAepXallencs B
CUCTEME MOHWUTOPWHIa [OBWXEHWUsI NEeKapCTBEHHbIX MpenapaTtoB AMs MeOWMUMHCKOro NpuMeHeHusi, cybbektam obpalleHus
NeKapCTBEHHbIX CPeacTB, MOPSAOK U CTOMMOCTb OKa3aHUs KOTOPbIX OMNpenensitoTcsi ornepaTtopoM CUCTEMbl MOHUTOPMHra
OBWKEHUS NEeKapCTBEHHbIX MpenapartoB A5s MeOULUHCKOrO NMPUMEHEHMWS, C YY4ETOM OrpaHuWdeHun JocTyna K obe3nuyeHHom
MH(OPMaLIMK, YCTAHOBINEHHbIX HACTOSsILLEN CTaTbel. YKasaHHble NOopsiAoK M CTOMMOCTb OKasaHus TakuxX YCryr pasmMeLuaroTcsi
onepaTtopoM CUCTEMbI MOHUTOPMHIa ABWXEHUS NEeKapCTBEHHbIX npenapaToB ANs MeOUUMHCKOrO MNMPUMEHEHUs Ha canTte
CUCTEMbI MOHUTOPMHIa [OBWXKEHUS IEeKapCTBEHHbIX nNpenapaToB ANl MEeAMUMHCKOrO MNpUMEeHeHnss B MHAOpMaLMOHHO-
TENEKOMMYHUKaLMOHHON ceTh "MIHTepHEeT" 1 nognexar KOHTPOS B COOTBETCTBMM C aHTUMOHOMOIMbHbLIM 3aKOHOL4ATENbCTBOM
Poccuiickon depepauun. YkaszaHHble MOPSAOK M CTOMMOCTb OKa3aHWsl Takux YCNyr OOMKHbl ObiTb eQuHbIMK Ons BCeX vy,
obpaLlatoLmxca 3a okazaHMeM ycryrm B OTHOLIEHUU OAMHAKOBbIX Buaa, obbema u coctaBa npegocraBnseMon nHdopmMaumm.
Cybbektam obpalleHns nekapCTBEHHbIX CPEACTB 3anpellaeTcsa npefocTaBnsaTb W pacnpoCTpaHATb  MHGOPMaUUIo,
Nony4YeHHy B COOTBETCTBMM C HACTOSILLIEN YaCTbIO.

(Yactb gononHuTensHO BKNtodeHa ¢ 15 aBrycta 2023 roga PenepansHbiv 3akoHoM OT 4 asrycta 2023 rona N 474-93)

10. [lMpousBoguTenb NeKapCTBEHHbIX CpeacTs, AepxaTtenb nmbo Bnagenel, pPerucTpaumMoHHOro yaAOCTOBEPEHUS
NeKapCTBEHHOro npenapata WU NPEACTaBUTENBLCTBO WMHOCTPAHHOW oOpraHu3auun, sBRswowenca gepxarenem nvbo
BnagenbLeM pPerucTpaLMoHHOro yAOCTOBEPEHUS NEKAPCTBEHHOrO npenaparta, Ha TeppuTtopum Poccunckon depepauun,
3apEerncTpupoBaHHble B CUCTEME MOHMTOPUHIA ABMXEHUS NEKAPCTBEHHbIX NpenapaToB A1 MEAMLMHCKOrO MPUMEHEHMS W
npeacTaBMBLLME B HEE CBEAEHMS O HAHECEHUM CPeacTB MAEHTUMMKALMM HA YNAKOBKUN JIEKapCTBEHHbLIX NpenapaToB, Hapsay ¢
WHopMaumen, ykazaHHOM B 4actv 9 4 HacTosulen CTatbu, MonyyYaeT COAepXallylocs B CUCTEME MOHUTOPUHra OBUXEHMUS
nekapCcTBEHHbIX NpenapaToB ANg MeAULUHCKOrO NPUMEHEeHNst UHPOPMAaLIMIO OFPaHUYEHHOrO 0CTYNa O CEpPUSIX U MapTMaX STUX
nekapcTBeHHbIX MpenapaTtoB 0Ge3BO3ME3HO U BrpaBe OCYLLECTBMATb CAMOCTOATENbHO MMM nopydaTe obpaboTky Takow
MHopMaLMM TONbKO B COBCTBEHHbIX MHTepecax. [pu 3TOM JOCTyn K Takon MHopmauuyn unu pesynsratam ee 06paboTkm
VUMEET TONbKO AaHHbIN CyObekT obpalleHnsi nekapcTBEHHbIX CPeaCcTB UMK NULO, KOTOPOMY OH nopyynn obpabotky. Coctas
npegocTaBnseMol B COOTBETCTBMM C HACTOSLEN 4acTbio MHopmaumm onpegensetca [MpasutensctBom Poccuinckon
degepaumm.

(Yactb gononHuTenbHo BkNtoveHa ¢ 1 aHBapsa 2018 roga PenepanbHbiM 3akoHoM oT 28 aekabpsa 2017 rona N 425-93; B
penakumu, BBegeHHon B gencteue ¢ 15 asrycta 2023 roga ®enepanbHbiM 3akoHoM OT 4 asrycta 2023 roga N 474-93. - Cwm.
NREAbIAYLLYIO PEAaKL0)

11.3a npon3BoACcTBO UK NpoAaXy NeKapCTBEHHbIX npenapartoB Ana MeauumMHCKOro npuMeHeHuna 6e3 HaHeceHus cpencTe
VI,D,eHTVI(bVIKaLWIVI, C HapyuwleHneM yCTaHOBJ1IEHHOIo nopsaaka nx HaHeCeHud, a Takxke 3a HecBoeBpeMeHHOEe BHeECEeHNE NaHHbIX B
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CUCTEMY MOHMUTOPUHrA ABWKEHUS JeKapCTBEHHbLIX NpenapaToB A MeOMUMHCKOrO MNMPUMEHEHUST UM BHECEHWe B Hee
HE0CTOBEPHLIX AaHHbLIX OPUANYECKME NULA U MHOUBMAOYANbHbIE NPeAnpUHMMAaTENN, yKasaHHble B YacTax 4 U 7 HacTosulen
cTaTbW, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3akoHoAaTenbcTBOM Poccuiickon degepaumu.

(Yactb gononnHutenbHo BkNtoveHa ¢ 1 uiona 2020 roga PenepanbHbiM 3akoHoM oT 28 aekabpsa 2017 roga N 425-93 (c
N3MEHEHNSIMN BHECEHHbIMUN DeaepanbHbiM 3akoHOM OT 27 aekabpa 2019 roaa N 462-93))

12. lMpasutenbctBo Poccuiickon depepauun BrnpaBe YCTaHOBUTb OCOOEHHOCTU BHEAPEHUSI CUCTEMbI MOHUTOPWHra
OBWKEHUST NeKapCTBEHHbIX MpenapaTtoB A MeOMLUMHCKOTO MPUMEHEHUs, BKIoYasi CPOKM €€ BHEeApPEeHWUsl, B OTHOLUEHUU
NeKkapcTBeHHbIX MNpenapaToB Ans MeOULMHCKOTO MPUMEHEHUS, BKIIOYEHHbIX B MEepPeYeHb >XU3HEHHO HeobxoauMmbIX W
Ba)KHEWLUNX NeKapCTBEHHbIX MpernapaToB, NEKapCTBEHHbIX NMpenapaTtoB, NpeaHa3HavYeHHbIX Ans obecrnedeHus nuu, 60rbHbIX
remounmnern, MyKOBUCUMOO30M, TMNodu3apHbiM HaHM3MOM, OonesHbko [oue, 3nokavyecTBEHHbIMM HOBOOOPA30BaHUSIMU
nnumMdonaHoN, KPOBETBOPHOM M POACTBEHHbLIX UM TKaHeW, paccesiHHbIM CKMepo30M, MWL, MOcre TpaHCniaHTauumM opraHoB u
(Mnn) TKaHeN, UHbIX NTeKapCTBEHHBIX NpenapaToB AN MeOULUHCKOIO NPUMEHEHNS.

(YacTb gononHuTensbHO BkNtoveHa ¢ 1 aHBaps 2018 roga PeneparnbHbiM 3akoHOM 0T 28 nekabpa 2017 rona N 425-93)

KommeHTapum K ctatbe 67

MABA 14_1. OrPAHUYEHUA, HANNATAEMbIE HA OPTAHU3ALIUU, OCYLLECTBINAOLWIVE OEATENBHOCTb
MO OBPALLEHWMIO JIEKAPCTBEHHbIX CPEACTB

(Tnaea gononHUTenNbLHO BKItoYeHa PeaepanbHbiM 3akoHOM 0T 25 Hoabps 2013 roga N 317-93)

CTATbA 67_1. OTPAHUYEHUA, HAINNATAEMbIE NMPU OCYLWECTBINEHUU OEATENNIbBHOCTU B COEPE
OBPALLEHUA NEKAPCTBEHHbIX CPEOCTB

1. OpraHusauumu, 3aHMMarLLmecs pa3paboTKkon, NPON3BOACTBOM U (UNWN) peanu3aunenn NeKkapCTBEHHbIX NpenapaToB A
MEIVLIMHCKOrO MPUMEHEHUsl, opraHu3aumv, obnagjawolwme npaBaMyM Ha UCMOMb30BaHME TOPrOBOrO HavMMEHOBAHMS
nekapcTBEHHOro npenaparta Anst MEAMLUHCKOrO NPMMEHEHUS!, OpraHM3auuyM ONTOBOW TOProBMNM NEKapCTBEHHBIMU CpeacTBamMu,
anTeyHble opraHusaummn (Mx NnpeactaBUTENU, UHble U3MYECKUe 1 IPUAMYECKUE NULLA, OCYLLECTBSIOLME CBOK AeATENbHOCTb
OT MMEHU 3TUX OpraHu3auuin) B OTHOLUEHUU MEAULIMHCKMX PabOTHUKOB M PYKOBOAMTENEN MEAULIMHCKUX OpraHu3auumn He
Brpase:

1) BpyyaTb nodapku, BbIMfayYMBaTh [AEHEXHble CpPeacTBa (3a WCKIOYEHUMEM BO3HArpaXJeHWn Mo [oroBopaMm npu
NMPOBEOEHUN KIUHWUYECKUX WUCCREQOBAHWUIA NEKAPCTBEHHbLIX MPenapaTtoB AN MEAMLMHCKOrO MPUMEHEHUS, BO3HarpaXaeHui,
CBAI3aHHbIX C OCYLLECTBNEHNEM MEAMLMHCKUM paBGOoTHMKOM Negarormyeckon u (Mnum) HayyHoW OeaTenbHOCTU), B TOM yuche
onnayvMBaTb pasBrievYeHusl, OTAbIX, NPOe3d K MeCTy OTAblxa, a Takke MpuBrekaTb K y4acTUo B pasBrekaTenbHbIX
MepPONpPUSTUSIX, NMPOBOAUMbIX 38 CHET CBOMX CPEACTB;

2) 3aKntoyaTh CornalleHusi 0 HasHaYeHUM UM pekoMeHZaUMN NauueHTam fekapCTBEHHbIX NpenapaToB Ans MeauLMHCKOro
NpUMeHeHMs1 (3a WCKMIYEHWEM [OrOBOPOB O MPOBEAEHWUM KIMHUYECKMX WCCREAOBaHWUIA JlekapCTBEHHbIX mpenapaToB Ans
MeONLMHCKOTO NMPUMEHEHUS);

3) npenocTaBnsATh 06pasLbl NekapCTBEHHbIX NPenapaToB AN MeAULUHCKOTO NMPUMEHEHNS B LIENSX BPyYeHUs naumeHTam
(3a uCKnoYeHEM cryyaeB, CBSI3@aHHbIX C MPOBEAEHMEM KIMHUYECKUX MWCCIefOoBaHWl NEeKapCTBEHHbIX MpenapaTtoB Ans
MELMLMHCKOIo NpUMEHeHNs);

4) npenoctaBnATb HEOOCTOBEPHYHO U (I/IJ'II/I) HEenoJIHyto I/IHq)OpMaLI,VIIO O J1eKapCTBEHHbIX npenapartax ana MegunumHCKOro
NMPUMEeHEeHNA;

5) nocewartb UX B pa6oqee BpemMA Ha pa60t4v|x MecCTax, 3a WCKIMK4YeHnem Ccliy4yaeB, CBA3aHHbIX C npoBedeHUNeEM
KITMHUYECKMUX MccnegoBaHni NeKapCTBEeHHbIX npenapartoB Ald MeOUUUMHCKOro npuMmeHeHud, C y4yactunem B TMnopdake,
YCTaHOBJITIEHHOM pyKoBoOOUTENEM MEANLNHCKOMN opraHm3auuu, B COGpaHI/IFIX MeaNUNHCKUNX pa60THI/IKOB N NHbIX MeponpuATudx,
Hanpas/ieHHbIX Ha MNoBbIilLEeHNE WX I'IpO(*)eCCMOHaJ'IbHOFO YPOBHA UMK Ha npeanocTtaBrieHne VIH(bOpMaLIMVI, CBSI3aHHON C
ocyulecTBlieHneM MOHUTOPUHIa BesonacHocTn NNeKapCTBEHHbIX NpenapaTtoBs;

6) nobyxaaTb K BbIMUCHIBAHUIO NEKAPCTBEHHbIX NPenapaToB AN MeaULUHCKOTO NMpUMEHeHUs Ha GrnaHkax, coaepalimnx
MHOPMALIMIO PEKITAMHOTO XapakTepa, a Takke Ha peLenTypHbIx GriaHkax, Ha KOTOpbIX 3apaHee HarneyaTaHo HauMeHoBaHue
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NeKapCTBeHHOro npenaparta gna MmeguumHCKOro npuMeHeHu4.

2. OpraHusauuu, ykasaHHble B ab3aue nepBoM 4acTv 1 HacTosulel cTaTbW, M WX NPeacTaBUTENU B OTHOLUEHMM
hapmaueBTUYEeCKMX pabOTHUKOB U PyKOBOAMTENEN anTeYHbIX OpraHn3aLumnii He Brpaee:

1) Bpy4aTb nodapku, BbiNflaynmBaTh AEHEXHbIE CPEACTBA, B TOM YMCHE OnnaYMBaTth pasBrieveHus, oTablx, Npoess Kk MecTty
oTabIXa, U NpUBMeKaTb K y4acTuIo B pasBriekaTerbHbIX MeponpuaTUsIX, MPOBOAMMBIX 32 CHET CBOUX CPEACTB;

2) NpegocTaBnATb 06pasLbl FIeKapCTBEHHbIX NMPenapaToB AN MEQULMHCKOTO NMPUMEHEHUS OIS BPYYEHUS HaceneHmio;

3) 3aKn4aTb cornawleHnsa o npearnoXxXeHnn HacereHuro onpeaeneHHbIX nekapCcTtBeHHbIX npenapartoB And MmeaulmHCKoro
NMPUMEeHEeHNA;

4) npenoctaBnATb HEOOCTOBEPHYHO U (I/IJ'II/I) HEenoJiHyto I/IH(bOpMaLI,I/IPO O NeKapCTBEHHbIX npenapartax aAna MegunumHCKOro
NnpMMEeHeHndA, B TOM 4Yucrie nMerLwmnx ognHakosoe MexagyHapoaHoe HenateHToBaHHOe HanMeHoBaHue.

KommeHTapui K ctatbe 67 1

CTATbA 67_2. TPEBOBAHUA K OPFTAHU3ALMWU U NPOBEOEHUIO HAYYHbIX MEPOMNPUATUI, UHbIX
MEPOMPUATUIA, HANPABJEHHbIX HA NOBbILWEHUE MPO®ECCUOHATIbHOIO YPOBHA MEOULIMHCKUX
PABOTHMUKOB U HA NPEOOCTABJIEHUE UHOOPMALIMK, CBA3AHHON C OCYLLECTBIIEHUEM
MOHUTOPUHIA BE3ONMACHOCTU NIEKAPCTBEHHbIX NMPEMNAPATOB

1. Mpw NpoBefeHNN Hay4HbIX MEPOMNPUSATUNA, WHBbIX MEPOMNPUSATUIA, HanpaBreHHbIX Ha MOBbILEHWE NpPodeccuoHanbHOro
YPOBHSI MEAULMHCKMX PabOTHMKOB WM Ha NPegoCTaBriEHME CBSI3AHHOW C OCYLLECTBMEHWEM MOHUTOPMHra GesonacHocTu
neKapCTBEHHbIX NpenapaToB UHGOpPMaLMK, OpraHM3yeMblX OpraHusauunsMu, ykasaHHbiMu B abs3aue nepBoM yYactv 1 cratbu
67_1 Hacrosulero ®efnepanbHOro 3akoHa, UX npeacraButenamu u (Mnun) uHaHCMpyeMblx 3a CHET CpeacTB 9TUX OpraHmn3auui
N UX NpeactaBuUTENen, 3anpellaeTcs NPensTCTBOBaTb Y4aCTMIO B YKa3aHHbIX MEPOMPUATUAX WHBLIX OpraHu3auui, KoTopble
NPoOu3BOOST MWNN PeanusyloT fekapcTBEHHble npenapaTtbl Ans MEeAWMUUHCKOrO MPUMEHEHUSI CO CXOXMM  MEXaHU3MOM
hapmakonormyeckoro AewncTeus, nMbo cosgaeaTb AUCKPUMUHALIMOHHBIE YCNOBUS AN OOHWUX YYACTHWKOB MO CPaBHEHWUIO C
APYTMIMX y4acTHUKaMM, @ UMEHHO:

1) NpenocTaBnsATL pasnMyHoe KONMYEeCTBO BPEMEHW AMNS BbICTYMNEHUA YY4aCTHUKOB, pasfnyHbie Mo pasmepy 3aHMMaemoMn
nnowiagm MecTa Ansa AeMOHCTpaLUuy 06pasLoB NekapCcTBEHHbIX NpenapaTtoB Ansg MeauLIMHCKOTO NPUMEHEHNU UM peknamMHbIX
MaTepunanoB O NeKapCTBEHHbIX mpenapatax Ons MEeAULMHCKOrO MPMMEHEHMSI Ha SKCMO3ULUUSX, CTeHOax, 3a WCKIYEHUEM
cryyYaeB, ecrnv Takue YCMOBMWS 3aKpenreHbl B COMMalleHUsiX 3TMX OopraHusauui, ux npeactaBuTenei o (UHaAHCMPOBaHWUU
yKa3aHHbIX MeponpusiTUii 1 0ByCrNoBREHbI Pa3fUYHbIMU 3aTpaTaMy Y4acTHUKOB Ha UX OpraHM3aLmio;

2) yCTaHaBnMBaTb pa3mMmep B3HOCa And y4YaCTHUKOB MepOﬂpVIﬂTI/IVI, YKa3aHHbIX B 363aue nepsom HacCTOsILLEN 4YacTu,
ﬂpeBbILLIaI-OLLLI/IIZ CyMMYy 3aTpaT Ha opraHum3auunio yKa3aHHbIX MepOI'IpI/IﬂTMVI n Be,lJ,yLLLI/IIZ K HeO6OCHOBaHHOMy orpaHun4eHuto
vyuycna nx y4acCtHUKOB.

2. OpraHusauun, ykasaHHble B ab3aue nepBom 4Yactu 1 cratbm 67 1 Hactosulero depepanbHOro 3akoHa, WX
npeacTaBuMTENN, OCYLLECTBAIOWME OpraHM3aumio u (Mnm) puHaHcMpoBaHMe MEpPONPUATUIA, YKasaHHbIX B Yactu 1 HacTodulen
cTaTbi, 0bsA3aHbl obecneumBaTb AOCTYN K MHopMauun O gate, MecTe U BPEMEHWU MPOBeAEeHUs yKasaHHbIX MeponpusaTui,
nnaHax, nporpammax nNpPOBEAEHUS YyKa3aHHbIX MEepOonpuSaTUA U Temax, MnaHupyembiX ONs PacCMOTPEeHUs, cocTaBe WX
YYACTHMKOB MyTEM pa3MeLLeHUs COOTBETCTBYHOLEN MHGOPMaLUM Ha CBOMX OoduumanbHbIX canmTax B cetn "MHTepHeT" He
nosgHee AByX MecsLEB 10 Ha4Yana NpoBeAeHUs Yka3aHHbIX MEPONPUATUNA.

3. Hdopmauma o npoBegeHnn MeponpuaTUi, ykasaHHbIX B YacTu 1 HacTodulen cTatbu, B CPOK, YCTAHOBMEHHbIN YacTblo 2
HacTosLlen cTaTbu, AOMKHA ObiTh HanpaBneHa B deaepanbHbl OpraH UCMOMHUTENBHOW BNAcTW, OCYLLECTBASIOWMA (YHKLMN
Nno KOHTPOMO M Haasopy B cdepe 30paBOOXpaHeHUd, And nocrneayowero pasMelleHns ee Ha oduumanbHOM canTe 3Toro
opraHa B cetn "UIHTepHeT".

KommeHTapun k ctatbe 67 2

IMABA 15. OTBETCTBEHHOCTb 3A HAPYLLEHUE 3AKOHOOATENbLCTBA POCCUUCKON ®EQEPALIUN NPU
OBPALLEHWN NEKAPCTBEHHbIX CPEACTB U BOSMELWEHWE BPEOA, NPUYUHEHHOIO 300OPOBbLIO
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rPAXKOAH BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX NMPEMNAPATOB

CTATbSA 68. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATENIbCTBA POCCUACKOW ®EQEPALUU NPU
OBPALLEHUU NNEKAPCTBEHHbIX CPEACTB

1. HapyweHnwne 3akoHopatensctBa Poccunckonn ®egepaumm npu obpalleHMn nekapCTBEHHbIX CPeACTB BreYeT 3a cobon
OTBETCTBEHHOCTb B COOTBETCTBUM C 3akoHogaTenbcTBoMm Poccuickon degepaunn.

(Yactb B pegakuuu, BBegeHHou B aenctene ¢ 1 nonga 2015 rona PegepanbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-
®3. - CM. mpeaplAyLLY0 PEAAKLIMIO)

2. 3a HenpeacTaBneHne N HeCBOEBPEMEHHOE NpeacTaBrneHne nHdopmauum 1 (Mnu) JOKyMeHToB nMbo npeacTaBneHne
HEOOCTOBEpPHbIX WHdoOpMauMM U (MnM) AOKYMEHTOB, NPEeAyCMOTPEHHbIX HacToswum PegeparnbHbIM 3aKOHOM, CyObeKTbl
ob6palleHns NekapCcTBEHHbIX CPeACTB HECYT OTBETCTBEHHOCTbL B COOTBETCTBUM C 3akOHOAaTeNbCTBOM Poccuickoin ®eaepaunn.

(Yactb gononHutenbHo BkntoveHa ¢ 1 mnions 2015 roga PenepanbHbiM 3akoHOM 0T 22 nekabps 2014 roga N 429-93; B
penakumu, BeeaeHHon B genctemne ¢ 15 uioHa 2018 roga PenepanbHbiM 3akoHOM OT 4 mioHa 2018 roga N 140-93. - Cwm.
OReAbIAYLLYI0 pefaKumio)

KommeHTapum k ctatbe 68

CTATbA 69. BOSMELWWEHUE BPEOA, MPUYUHEHHOIO 300POBbLIO NPAXKOAH BCIEACTBUE NPUMEHEHWUSA
NEKAPCTBEHHbIX NMPEMNAPATOB

1. MpounsBoauTenb NeKapCTBEHHOro npenapaTa 06s3aH BO3MECTUTb Bpef, NMPUYMHEHHbIN 300POBbIO rpaXaaH BCreacTene
NpUMeHeHWs1 NeKapCTBEHHOTO Npernapara, ecny 4okasaHo, YTo:

1) nekapcTBEHHbIA Npenapat MNpUMEHSANCA MO HasHaYeHU0 B COOTBETCTBMU C  MHCTPYKUMEN MO NPUMEHEHUIO
neKapCcTBEHHOro npenapaTta u NpPUYMHON Bpeda ABUIICA BBOA B rpaxdaHcKuii 060poT HegobpokayecTBEHHOTO NIEKAPCTBEHHOO
npenapara;

2) Bpen 340pOBbI0 NMPUYNHEH BCeacTene He,D,OCTOBepHOI7I VIH(bOpMaLI,I/II/I, co,qep>|<a|.|.|,e|7|c;| B UHCTPYKUUN MO NMPUMEHEHUIO
JNIeKapCTBEeHHOro npenapara, n3gaHHoOM npon3sBoaunTeneMm riekapCTtBeHHOro npenaparta.

2. B cnyyae, ecnu Bped 340POBbI rpaxaaH MpPUYMHEH BCNeACTBME NPUMEHEHWUsI FeKapCTBEHHOrO Mpenapara,
npuLeLero B HEroAHOCTbL B pe3ynbraTte HapyLleHUs NpaBuil XpaHEHUs1 NekapCTBEHHbIX CPeACTB, NpaBui ONTOBOW TOProBnu
nekapcTBEHHbIMW MpenapataMu, MpaBuil  OTMNycka JIeKapCTBEHHbIX MpenapaToB, MpaBwUi  W3rOTOBMEHUS W OTMycka
neKapCTBEHHbIX MNpenapaToB, BO3MELLEHMEe Bpeda OCYLLECTBMSETCA COOTBETCTBEHHO OpraHu3auuer OMTOBOW TOProBmnu
neKapCcTBEHHbIMWU CPpeacTBaMu, anTeYHOW OopraHusauuen, UHAMBMAYanbHbIM MpearnpuHMMaTeneM, UMELWUMAU NIMLEH3NI0 Ha
hapmaLeBTUYECKYHD AEATENbHOCTL UMM NULEH3NIO HA MEOULMHCKYI OESTENbHOCTb, MEAULMHCKOW OopraHM3auunen, nMerLemn
NUUEH3MIO Ha (hapMaLeBTUYECKYD AeATenbHOCTb (ee 060cobneHHbIM noapasgeneHnem (ambynaTtopuen, denbaepckum n
denbaLepcKo-akyLepckum NyHKTamMu, LEHTPOM (OTAeneHnem) obuien BpavyebHON (CEMENHOM) NPaKTUKK), PacnoNOXEHHbIM B
CenbCKOM HacerneHHOM MyHKTe, B KOTOPOM OTCYTCTBYET anTevHasi opraHusaums), JONyCTUBLUMMUK NPOAAXKY UMK OTMYCK Takoro
nekapCTBEHHOro Npenapara.

(Yactb B pepakumu, BBeaeHHoOM B genctene PenepanbHbiM 3akoHOM OT 25 Hosabpsa 2013 roma N 317-93. - Cwm.
npeaplayLLYIo peaakLmio)

3. Bo3amelleHre Bpeda, NPUYMHEHHOrO 300POBbLI0 rpaxdaH BCMeACTBUE MPUMEHEHMS NeKapCTBEHHbIX MpenapaTtoB unu
COBEpLUEHMS MPOTMBOMPAaBHbIX AEWCTBUA CyObekTaMu obpaLleHns NeKkapCTBEHHbIX CPEACTB, OCYLLECTBSETCS B COOTBETCTBUM
C 3aKkoHofaTtenbcTBoM Poccuiickon ®egepaunn.

KommeHTapum Kk ctatbe 69

MMABA 16. SAKNTIOYUTEJIbHBIE NMOJIOXEHUA

CTATbA 70. O MPU3HAHUU YTPATUBLLUMU CUNY OTAOENIbHbIX 3AKOHOOATENbHbLIX AKTOB
(MONOXEHWN 3AKOHOOATENbHbLIX AKTOB) POCCUUCKOW ®ELEPALIUA

Mpu3HaTb yTpaTMBLLNMU CUMY:

[okymeHT coxpaHeH ¢ nopTana docs.cntd.ru — anekTpoHHoro coHaa n3 6onee 70 000 000 HOpMaTUBHO-NPABOBbLIX Y HOPMATUBHO-TEXHUYECKUX AOKYMEHTOB


http://docs.cntd.ru/
http://docs.cntd.ru/document/420241318#A8O0NM
http://docs.cntd.ru/document/420272335#A760N8
http://docs.cntd.ru/document/420241318#A8Q0NN
http://docs.cntd.ru/document/557585270#7E60KG
http://docs.cntd.ru/document/542625050#AA80NM
http://docs.cntd.ru/document/1304557472#A860NE
http://docs.cntd.ru/document/499059427#A8A0NC
http://docs.cntd.ru/document/499059869#A7C0NB
http://docs.cntd.ru/document/1304557472#A8G0NH

06 ob6palleHun nekapcTBEHHbIX CPpeacTB (C uaMeHeHmsaMmn Ha 30 sHBaps 2024 roga) (pepakums, Aevictytowas ¢ 1 anpens 2024 Crtpanuua 137
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

1) PenepanbHbin 3akoH oT 22 moHa 1998 ropa N 86-®3 "O nekapcTtBeHHbIx cpeacteax” (CobpaHue 3akoHogaTenbCcTBa
Poccunckon ®epepaumm, 1998, N 26, c1.3006);

2) ®enepanbHbIvi 3akoH oT 2 siHBaps 2000 roga N 5-903 "O BHeceHMM M3MEHEHUS 1 AononHeHnn B PegepanbHbiin 3akoH "O
nekapctBeHHbIx cpeacTtBax” (CobpaHue 3akoHogatenbcTBa Poccunckon ®epepaumm, 2000, N 2, cT.126);

3) cratbio 40 dPenepanbHoro 3akoHa oT 10 aHeBapa 2003 roga N 15-®3 "O BHECEHUM WM3MEHEHUW W [OONONHEHWUI B
HEKOTopble 3akoHoaaTenbHble akTbl Poccuiickon  Penepaumm B CBA3W € npuHatveM PenepanbHoro  3akoHa "O
NVLIEH3MPOBaHNK OTAENbHbIX BUAOB AedtensHocTtn” (CobpaHue 3akoHomatenbcTtBa Poccuickon ®epepaumm, 2003, N 2,
CcT.167);

4) cratbio 31 denepanbHoro 3akoHa oT 30 uioHs 2003 roga N 86-®3 "O BHecCeHWM U3MEHEHWA W [ONOMHEHWN B
HeKoTopble 3akoHoAaTenbHble akTbl Poccuiickon Pedepaumu, NpU3HaHWMW YTRATUBLLUUMW CUIY OTAEMbHbIX 3aKOHOAATENbHbIX
aktoB Poccuiickon Penepauunm, NPefOCTaBNEeHMN OTAENbHbIX FAPaHTWUN COTRYAHMKaM OPraHOB BHYTPEHHMX Ae, OpraHoB no
KOHTpONto 3a 060pOTOM HApKOTUYECKUX CPEACTB W MNCUXOTPOMHbIX BeWecTB 1 ynpasaHaeMblx dieaepanbHblX OpraHos
HanoroBOW NOMULMK B CBA3WM C OCYLUECTBIEHMEM MeEp MO COBEPLUEHCTBOBAHWIO rocyAapcTBeHHoro ynpaenexusa” (CobpaHue
3akoHogatenbcTBa Poccunckon ®egepauun, 2003, N 27, c1.2700);

5) ctatbio 101 PenepanbHoro 3akoHa ot 22 asrycta 2004 roga N 122-93 "O BHeCeHWM U3MEHEHW B 3aKOHoAATeNbHbIE
akTbl Poccunckon denepaumm n npuaHaHMn yTRATUMBLUMMK CUY HEKOTORbLIX 3aKOHOAATENbHbIX akToB Poccuickon deaepaummn
B CBA3W C NpUHATUEM dhedeparibHbiX 3akoHOB "O BHECEHUWN M3MEHEeHUr W aononHeHun B PenepanbHbin 3akoH "O6 obuimnx
NpUHUMNaX OpraHu3auun 3akoHoaaTenbHbIX (NPeAcTaBUTENbHbIX)_ M UCMONHUTENbHBIX OPraHoB ToCyAapCTBEHHOW BNactu
cyobekToB Poccunckon depepauun” 1 "O6 oOuimMx NpuvHUMNAX OpraHu3aumnm MEeCTHOro camoynpaeneHusa B Poccuiickon
denepaummn” (CobpaHne 3akoHogatenscTBa Poccuinckon ®eaepaumm, 2004, N 35, c1.3607);

6) cratbio 28 denepanbHoro 3akoHa ot 18 aekabpsa 2006 roga N 231-03 "O BBEAeHUM B OENCTBME YacTv YETBEPTON
[paxnaHckoro konekca Poccuiickon ®Penepaumun” (CobpaHne 3akoHopaTenbcTtBa Poccuinckon ®epepaunm, 2006, N 52,
cT.5497).

KommeHTapun k ctatbe 70

CTATbA 71. BCTYNNEHUE B CUNY HACTOSALUEIO ®EOQEPAINIbHOIO 3AKOHA

1. Hactoswmn ®enepanbHbin 3aKoH BCTynaet B cuny ¢ 1 ceHtabpsa 2010 roga.

2. ﬂeKapCTBeHHble cpencrtea, 3apernctpupoBsaHHble OO0 OHA BCTYMJI1€HUA B CUJTy HacToAlero CDe/J,epaanoro 3aKOHa,
noanexar BKIMKYEeHUK0 B FrOCyapCTBEHHbIE peeCTPbl JIEKAPCTBEHHbLIX CPEeACTB C BHECEHMEM YKa3aHHbIX B YaCTu 1 ctatbn 33
HacTosulero denepanbHOro 3akoHa cCBefeHWi 06 3Tux NeKapCTBEeHHbIX cpeacrTBax 6e3 NnpoxoxaeHnAa BHOBb npouenypbl
FOCWJ,apCTBeHHOIZ perncTtpaunn nekapCTtBeHHbIX npenapaTtos.

3. TocymapcTBeHHasi perncrpaumsi NekapCTBEHHbIX MpenapatoB, 3a WCKIIOMEHMEM JleKapCTBEHHbIX NpenapaTtoB Ans
MEANLIMHCKOrO MPUMEHEHUsI, MpeACTaBMEHHbIX Ha YKa3aHHYH perncTpauuio 40 AHs BCTYMMEHWSs B CUNY HacTOsILLEro
denepanbHOro 3akoHa, OCyLLIECTBMAETCA B COOTBETCTBMM C HACTOAWMM PefeparnbHbiM 3aKOHOM Ha OCHOBaHUU LOKYMEHTOB U
OaHHbIX, NpeacTaBreHHbIX 40 OHS BCTYMNeHMst B cuny HacTosiwero ®efeparnbHOro 3akoHa (4acTb ononHeHa ¢ 26 okTsopst
2010 roga PenepanbHbiM 3akoHoM OT 11 okTsabpa 2010 roaa N 271-93 - cMm. NpeabiayLLyo pegakuuio).

3_1. lNocynapcTBeHHasn perncrTpaumsi NekapcTBEHHbIX NpenapaToB ANsi MEAULMHCKOrO NPUMEHEHUS, NpeacTaBrneHHbIX Ha
rocygapCTBEHHYK PperncTpaumio 0o AHs BCTYMNNeHWss B cuny Hactodwero PegepanbHOro 3akoHa, M rocygapcTBEHHas
perncTpauns iekapCTBEHHbIX NpenapaToB Ans MeAMUMHCKOro NPUMEHEHNS, NPEACTABIEHHbIX HA 3KCNEpPTU3Y NEKapPCTBEHHbIX
CpeacTB OO OHS BCTyNNieHWss B cuiy Hacrtosiwero degepanbHOro 3akoHa B LENsX MX MNOCregylwen rocygapcTBEHHOMN
perucTpaumn, OCYLLECTBMSATCA Ha OCHOBaHWW [OOKYMEHTOB W [OaHHbIX, MPEACTaBMNEHHbIX OO0 AHS BCTYMMEHMs B Cuny
HacTosilero defepanbHOro 3aKkoHa, a Takke 3asiBNEHMs O roCy4apCTBEHHOW perucTpaummM NekapcTBEHHOro npenapara,
npeacTaBneHHOro MNpou3BOAMTENEM JIEKAPCTBEHHbIX MpenaparoB WM YNOMHOMOYEHHbIM UM MWLOM B COOTBETCTBUM C
HacTodAwmMm deaeparnbHbIM 3aKOHOM B YMOMHOMOYEHHbIM dhefepanbHbI opraH ucrnonHuTernbHon Briactu go 1 maprta 2011
roga, 6e3 TpeboBaHUA ynnaTbl rocy4apCTBEHHOW MOLLNMHBI, NPEAYCMOTPEHHOW 3akoHoaaTenscTBoM Poccuiickon ®enepauum o
Hanorax u cbopax (4acTb OOMOMHUTENbLHO BKMtodeHa ¢ 26 okTaopsa 2010 roga PenepanbHbiM 3akoHoM oT 11 okTabpsa 2010
rona N 271-93; B pegakumm, BBeaeHHon B aenctene ¢ 3 aekabps 2010 rona PenepanbHbiM 3akoHOM 0T 29 Hosbpsa 2010 roaa
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N 313-93, pacnpocTpaHsieTca Ha NPaBOOTHOLLEHUs], BO3HMKLWIME C 1 ceHTabps 2010 roga, - cM. NpeabIAYLLYI0 PEAAKLNIO).

3_2. lNoaTBepxaeHne rocyqapCTBEHHOM PErMcTpaummn fiekapCTBEHHbIX MpenapaTtoB And MeOULMHCKOTO MPUMEHEHMS,
NpeAcTaBreHHbIX A4S NOATBEPXKOEHUSA rOCYAapPCTBEHHOW perucTpaumm 4o AHs BCTYNNeHMs B cuny Hactoswero degepanbHoro
3aKoHa, M NoATBEPXAEHUE rOCYAapPCTBEHHOW pPEerucTpaumm NeKapCTBEHHbIX MpenapaTtoB AN MEOULMHCKOrO NPUMEHEHNs,
NPeACTaBIIEHHbIX Ha 3KCMEPTU3Y NEKAPCTBEHHbIX CPEACTB 4O AHS BCTYMSIEHMS B Cuily HacTosiwero denepanbHoOro 3akoHa B
Luensax nocriegylowero NOATBEPXKAEHUSI UX FOCy4apCTBEHHOW perncrpaumm, OCyLeCTBMASIIOTCA HAa OCHOBaHMM AOKYMEHTOB U
OaHHbIX, MpeacTaBneHHbIX OO AHS BCTYMNeHust B cuny Hacrtosiwero depnepanbHOro 3akoHa, a Takke 3asiBNeHust o
NnoaTBEPXKOEHUN  FOCYOAPCTBEHHOM  perncTpauum  NekapCTBEHHOrO npenapara, npeacTaBreHHOro  MPOW3BOAMTENEM
NeKapCcTBEHHbIX MpenapartoB UMM YNONMHOMOYEHHBIM UM NULIOM B COOTBETCTBMM C HacTosawum denepanbHbiM 3aKOHOM B
YMONMHOMOYEHHBIN  dhefepanbHbIl OpraH UCMonHuTenbHoW Bnactv o 1 mapta 2011 roga, 6e3 TpeboBaHus ynnatbl
rocyapCTBEHHOW MOLUMMHbI, NPeayCMOTPEHHON 3akoHodaTenbcTBoM Poccuinckon depepaumm 0 Hamorax u cbopax (4acTb
AOMNONMHUTENbHO BKMNtoYeHa ¢ 26 okTsopsa 2010 roga PenepanbHbiv 3akoHoM oT 11 okTabps 2010 roga N 271-93; B pegakumm,
BBeOeHHoM B pJenctBue ¢ 3 pgekabpsa 2010 roga PenepanbHbiM - 3akOHOM OT 29 Hos6pa 2010 roga N 313-93,
pacnpocTpaHseTcs Ha NPaBOOTHOLLEHUS], BO3HUMKLWIME ¢ 1 ceHTAbpsa 2010 roga, - CM. NpeAbIaYLLYI0 PeAAKLIMIO).

3_3. lNpuHATME pelleHns O BHECEeHUW W3MEHEHW B [AOKYMEHTbl, codepXalimMecss B PerncrpauMoHHOM [OCbe Ha
3aperncTpmpoBaHHbIA NeKapCTBEHHbIN nNpenapaTt Ansg MeauuUMHCKOro NpUMEHEHNa 1 NpeacTaBfieHHble A0 OHSA BCTYNNEHUs B
cuny Hactosiwero denepanbHOro 3akoHa, U MPUHATUE pPELLEHNs O BHECEHMM U3MEHEHUM B LOKYMEHTbI, cogepkalimecs B
permcTpaumoHHOM [OCbe Ha 3aperMcTpUpOBaHHbIA  NIEKApCTBEHHbIM npenapat Ans  MEeAULMHCKOro MPUMEHEHUa WU
NPeAcTaBrieHHbIE Ha 3KCNEepTM3Y NEeKapCTBEHHbIX CPeACTB A0 AHSA BCTYMNNEHWs B Cuny HacTtodawero denepanbHOro 3akoHa,
OCYLLECTBIAIOTCA Ha OCHOBaHMM [OKYMEHTOB M [AaHHbIX, MNPEACTaBMEeHHbIX A0 AHS BCTYNNEHUA B CWUY HACTOSILEro
depepanbHOro 3akoHa, a Takke 3asiBfieHUst O BHECEHUN U3MEHEHWUI B LOKYMEHTbI, CoAepKaluMecs B PErMCTpaumMoOHHOM 4OCbe
Ha 3aperMcTpMpoOBaHHbIA FIEKAPCTBEHHBLIN MNpenapat Ansd MeauuMHCKOro MPUMEHEHMS, NPenCTaBEHHOro MNPOM3BOAUTENEM
NEeKapCTBEHHbIX NMpenapaToB MM YMOSIHOMOYEHHBIM MM NULOM B COOTBETCTBMM C HacTosiwmm depeparnbHbiM 3aKOHOM B
YNOSTHOMOYEHHbIV  (hedepanbHbli OopraH ucnonHutenoHon Bractu go 1 mapta 2011 roga, ©6e3 TpeboBaHusa ynnarhbl
rocyapCTBEHHOW MOLUMMHbI, NPeayCMOTPEHHON 3akoHoaaTenbcTBoM Poccunckon depepaumm 0 Hamorax u cbopax (4acTb
AOMNONMHUTENBbHO BKNtoyeHa ¢ 26 okTsopsa 2010 roga PenepanbHbiv 3akoHoM oT 11 okTabps 2010 roga N 271-93; B pegakumm,
BBEeOeHHoM B pJenctBue ¢ 3 pgekabpa 2010 roga PenepanbHbiM - 3akOHOM OT 29 Hos6pa 2010 roga N 313-93,
pacnpocTpaHseTCA Ha NPaBOOTHOLLEHUS, BO3HUKLWME ¢ 1 ceHTabpsa 2010 roga, - cM. IpeabIayLLYI0 PeAKLIMIO).

3_4. Bblgaya paspelueHuin Ha npoBeaeHne KNMHUYECKUX UCCregoBaHMIn NeKapCTBEHHbIX NpenapaToB Ans MeauUMHCKOro
NPUMEHEHUST MO 3asiBMEHWUsIM, MOAAHHbIM [0 [OHS BCTYMNEHMS B cuny HacTosiwero ®denepanbHOro 3akoHa, a Takke Mo
3asBMNEHNAM, MOAaHHBIM MOCre AHS BCTYMMEHUs B cuny Hactosiero defepanbHOro 3akoHa Ha OCHOBAHMU 3KCMepTus,
npoBeAeHHbIX 40 AHA BCTYNNEeHUsa B cuny Hactoswero degepanbHOro 3akoHa, OCYyLLECTBISAETCS B COOTBETCTBUN C HACTOSALLNM
dPegeparnbHbIM 3aKOHOM Ha OCHOBaHWMMW LOKYMEHTOB U AaHHbIX, NPeACTaBNEHHbIX UK NOSYyYEHHbIX OO OHSA BCTYNNEHUS B CUNY
HacTosdwwero PefepanbHOro 3akoHa, a Takke Ha OCHOBaHUWM KOMUW NpeaBapuUTEnbHOro AoroBopa ob6a3aTenbHOro CTpaxoBaHus
XWU3HW, 300POBbsS MAUMEHTOB, YYaCTBYIOLMX B KITMHUYECKOM UCCNEAOBaHUM NEKapCTBEHHOrO npenapaTta Ans MeguuuHCKOro
NPUMEHEHNS, UM KOMMM AOroBopa 06583aTenbHOr0 CTPaxoBaHWS XU3HWU, 340POBbS NALMEHTOB, Y4aCTBYHOLUNX B KIMHUYECKOM
nccneaoBaHUM NEKapCTBEHHOro npenapaTta Ans MeguuuHCKOro npumeHeHusi, nubo npeacTaBneHHOW Komuu [oroBopa
0oba3aTenbHOro CTpaxoBaHUs, 3aKMOYEHHOro B COOTBETCTBUM C TUMOBLIMM MpaBuiamm 00A3aTenbHOrO CTpaxoBaHUA, C
yKasaHuem npeaenbHON YMCNEHHOCTM MaLMEHTOB, YYaCTBYHOLWNX B KIIMHUYECKOM MCCIegoBaHMU NEKapCTBEHHOrO npenapara
AN MeOUUMHCKOro  npumeHeHusl, ©0e3  TpeboBaHWst  ynnaTtbl  rOCydapCTBEHHOW  MOLWSMHBI,  MPeayCMOTPEHHOW
3aKkoHogaTenscTBoM Poccuiickon degepaunm o Hanorax u cbopax (4acTb OONOMHUTENBHO BKItodeHa ¢ 26 okTabpsa 2010 roga
®denepanbHbiM 3akoHoM 0T 11 okTabpa 2010 ropa N 271-P3; B pegakumn, BBegeHHOW B aenctene ¢ 3 gekabpsa 2010 roga
denepanbHbiM _3akoHOM OT 29 Hos6pa 2010 rona N 313-®3, pacnpocTpaHseTcs Ha MPaBOOTHOLUEHWS, BO3HMKLIME C 1
ceHTa6psa 2010 roga, - cM. IpeablAyLLYI0 PeAaKLMIo).

3_5. 3apernctpupoBaHHble B MHOCTPaHHOW BarniTe OO0 OHA BCTYNNeHuWss B cury Hactosiwero denepanbHOro 3akoHa
npefenbHble OTNYCKHbIE LiEHbl MHOCTPaHHbLIX NPOU3BOAMUTENEN Ha reKapCTBEHHble npenapaThl, BKMOYEHHbIEe B NepeveHb
XKM3HEHHO HeobXoaMMbIX U BaXXHEeNMLMX NeKapCTBEHHbIX NpenapaToB, NoAanexar nepecyeTy B pybnu no kypcy LieHTpanbHoro
b6aHka Poccuinckonn ®epepaumm Ha paTty, yCTaHoOBMNeHHywo [paButenbctBoMm Poccuiickon ®epepaunun, 6e3 npeactaBneHust
3asdBNeHMa O nepecyeTe LeHbl C BHECEeHMEM COOTBETCTBYIOLUMX W3MEHEHWA B rOCYQapCTBEHHbIVM peecTp npeaenbHbIX
OTMYCKHbIX LEH NPOU3BOAUTENEN Ha JeKapCTBEHHble MpenapaThbl, BKMOYEHHbIE B MepedeHb XXM3HEHHO HeobXoauMmbiX U
BaXXHEWLLNX NeKkapCTBEHHbIX MpenapaTtoB (Y4acTb AOMONHUTENBHO BKIoYeHa ¢ 26 okTabps 2010 roga PeneparnbHbIM 3aKOHOM
ot 11 okts6psa 2010 rona N 271-93).
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3_6. 3aperncrtpmpoBaHHble 00 OHS BCTYNEHUS B cUNy HacToswero ®efepasnbHOro 3akoHa npegernbHble OTNYCKHbIE LiEHbI
POCCUMCKMX MNpPOU3BOAUTENEN Ha JlekapCTBEHHble MpenapaTtbl, BK/OYEHHblE B MepedYeHb >XU3HEHHO HeobXoaMMbIX U
BaXKHEMLUNX NEKAPCTBEHHbIX NpenapaTtoBs, nognexar nHgekcauum ¢ 1 Hoabpst 2010 roga Mcxoast U3 NPOrHO3MPYEMOro YPOBHS
MHNSUMK, ycTaHoBneHHoro deaepanbHbiM 3akoHOM OT 2 aekabpsa 2009 rona N 308-93 "O dhenepanbHom GroxeTe Ha 2010
ron_wv 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. MNocne 1 mapta 2011 roga He ponyckarTcs NPOM3BOACTBO M BBO3 B Poccuinckyto denepauunio niekapCTBEHHbIX
npenapaTtoB B yNakoBKax C MapKMPOBKOW, kOoTopasi Obina HaHeceHa A0 OHSA BCTYNNeHus B cuny Hacrtosiwero degepanbHOro
3aKkoHa. 1o ucTevyeHuM yka3aHHOrO CpoKa [aHHble IeKapCTBEHHbIE npenapaTtbl MOryT OTNyCKaTbCs, pPeanv30BbIBATbCH,
nepegaBaTbCs Y NPUMEHATLCA OO MCTEYEHUS UX CPOKa FrOAHOCTH.

(YacTtb gononHWTenbHO BKMoYeHa ¢ 26 okTsabpsa 2010 roga PeaepanbHbiv 3akoHoMm oT 11 okTabpa 2010 rofga N 271-93; B
penakumu, BeBegeHHon B aenctBue ¢ 1 aHBaps 2011 roga PenepanbHbiM 3akoHOM OT 29 Hosabpsa 2010 roga N 313-93; B
penakumu, BBegeHHow B gencteue ¢ 7 aHBaps 2012 roga PenepanbHbiM 3akoHOM OT 6 aekabps 2011 roga N 409-93. - Cwm.

0RebIAYLLYI0 PEAAKLMIO)

4. Co gHsa BCTyNneHusa B cuny Hactoswero egepansHoro 3akoHa 1 no 30 anpensa 2011 roga BkNOYUTENBHO A0OMYyCKaeTcs
npoBedeHNe 3KCNepTM3bl NeKapCTBEHHbIX CPEeACTB IKCMepTamy 3KCNEPTHOTO yYpeXaeHUst 40 NPOXOXAEHUS UMK aTTecTauum B
nopsiake, yCTaHOBNEHHOM YNONMHOMOYEHHbIM dheAepanbHbIM OpraHOM UCMOSTHUTENBHON BNacTy.

5. Co pHAa BcTynneHua B cuny Hactoswero PepepanbHoro 3akoHa u no 31 gekabpa 2013 roga BKAOYUTENBHO
OCYLLECTBIAETCS NEPEXOA K NPON3BOACTBY NIEKAPCTBEHHbLIX CPEACTB B COOTBETCTBMM C NpaBuiamMm opraHM3aumumn npomsBoacTea
N KOHTPOMSsl KayecTBa JfIEKapCTBEHHbIX CPeacTB, yKasaHHbiIMM B Yactu 1 crtatbm 45 Hactodulero PenepanbHoOro 3akoHa, B
nonHom ooveme. Cpokm nepexoda NPOM3BOACTBA JIEKAPCTBEHHbLIX CPEACTB K UX MPON3BOACTBY B COOTBETCTBMM C KOHKPETHBLIMU
TpeboBaHMAMM LaHHbIX MPaBus, BKIOYAs CPOKU aTTecTaumm YMOSTHOMOYEHHbIX NNL, YKasaHHbIX B YacTtax 6 u 7 cratbu 45
HacTosulero PeaepanbHOro 3akoHa, yctaHasnuaatoTcs NpasuTtensctBom Poccuickon degepauun.

6. JInueH3un Ha NPOM3BOACTBO flekapCTBEHHbIX CpeacTB, BblAaHHble Ao 1 aHBaps 2014 roga, AencTBylOT nocne 1 saHBaps
2014 roga Ao nctedeHus cpoka ux AercTBUS Npy YCNoBUM COOTBETCTBUSA NULEH3MaTa NnpaBnnam opraHusauumu nponssoacTsea u
KOHTPOIS KayecTBa fekapCTBEHHbIX CPEACTB, Yka3aHHbIM B Yactu 1 ctatbun 45 HacTosuwero PenepanbHOro 3akoHa.

7. ®opMupoBaHME roCyOapCTBEHHOIO 3aaHUs Ha NPOBEAEHUE 3KCNepTu3bl NEKApPCTBEHHBLIX CPEACTB dedepanbHOMYy
rocyapCTBEHHOMY OHIKETHOMY YUYPEXOEHUK MO NPOBEAEHWUIO 3KCMEpPTU3bl JIEKAPCTBEHHBLIX CPeacTB U (bmHaHCOBoe
obecneyveHne BbINOMHEHNSI 3TOrO 3afaHnsl OCYLLECTBNSATCA B NOPSAKE, yCTaHoBNeHHOM PefepanbHbiM 3aKOHOM OT 12 gHBaps
1996 roma N 7-®3 "O HekoMMepyeckux opraHusaumax” (4acTb [OMONHUTENbHO BKMovYeHa ¢ 3 pgekabpsa 2010 roga
denepanbHbiM 3akoHOM OT 29 Hos0pa 2010 rona N 313-93).
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