06 ob6palLeHun nekapcTBEHHbIX CPEACTB (C u3MeHeHnsMmn Ha 4 aBrycTta 2023 roga) (pepakuusi, aencreytowas ¢ 1 ceHTabpsa 2023 Crtpanuua 1
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

POCCUUCKAA ®EQEPALMA
®EQEPANbHbIA 3AKOH

OB OBPALLEHUU NEKAPCTBEHHbLIX CPEOCTB

(c nameHeHnsaMu Ha 4 aBrycta 2023 roga)

NHdopmaumnsa 06 n3aMeHsoLWnX JOKyMeHTax

D,OKyMeHT C NBMEHEHNAMN, BHECEHHbIMU:

®denepanbHbiM_3akoHom oT 27 wonsa 2010 roga N 192-903 (Poccuiickaa raseta, N 166, 29.07.2010) (o nopsake
BCTYNIIEHNA B CUIYy CM. cTaTbto 4 PenepanbHoro 3akoHa ot 27 uonga 2010 roaa N 192-93);

®denepanbHbiM 3akoHoM 0T 11 okTabpa 2010 roga N 271-d3 (Poccuinckas 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
BCTYNIIEHUSI B CUITYy 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 MHGOPMAaLIMK
www.pravo.gov.ru, 07.12.2011) (o nopsigke BCTYNIeHns B cury cM. cTaTbio 26 ®enepanbHoro 3akoHa ot 6 aekabpa 2011 rona
N 409-93);

®denepanbHbiM _3akoHoM 0T 25 utoHa 2012 roga N 93-903 (OdwmumanbHbIi UHTEPHET-NOpPTan NpaBoBOW MHGOPMAaLMK
www.pravo.gov.ru, 25.06.2012);

denepanbHbiM 3akoHOM OT 25 fekabpsa 2012 rona N 262-93 (OdwmumanbHbI MHTEPHET-NOPTan NpaBoBON MHGOPMaLMu
WWW.pravo.gov.ru, 26.12.2012);

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

®denepanbHbiM 3aKkoHOM OT 25 Hos6pa 2013 roga N 317-03 (OdmumanbHbIi MHTEPHET-MOPTaN NPaBoBOW MHGOPMAaLIMK
www.pravo.gov.ru, 25.11.2013) (o nopsigke BCTynneHusi B cuiy cM. cTatblo 64 PefepanbHOro 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 3akoHOM OT 22 okTabpsa 2014 roga N 313-®3 (OdmumnanbHbin MHTEPHET-NopTan nNpaBoBON MHGOPMaLMK
www.pravo.gov.ru, 22.10.2014, N 0001201410220022) (o nopsiake BCTYNSIEHUS B CUiy CM. cTaTblo 2 deaepanbHOro 3akoHa ot
22 ok1a6pga 2014 rona N 313-93);

denepanbHbiM 3akoHOM OT 22 fekabpsa 2014 rona N 429-93 (OdmumanbHbI MHTEPHET-NoOpTan NpaBoBON MHOPMaLMK
www.pravo.gov.ru, 23.12.2014, N 0001201412230021) (c u3ameHeHNsMK, BHECEHHbIMN PefeparnbHbiM 3aKOHOM OT 8 mapTa
2015 ropa N 34-93, denepansbHbiM 3akoHoM oT 13 mions 2015 roaa N 241-93) (o0 nopsiake BCTYNNEHUS B CUIY CM. CTaTtbio 4
denepansHoro 3akoHa ot 22 aekabpa 2014 rona N 429-03);

®depepanbHbiM_3akoHoM oT 8 Mapta 2015 roga N 34-®3 (OdwmumanbHbI MHTEPHET-NOPTan NpaBoBOW WHOpMaLumm
www.pravo.gov.ru, 09.03.2015, N 0001201503090043) (o nopsake BCTynfeHUs B cuny cM. ctatblo 3 deaepanbHOro 3akoHa ot
8 mapta 2015 rona N 34-93);

®denepanbHbiM _3akoHoM oT 29 utoHa 2015 ropa N 160-03 (OdwuumanbHbeIl MHTEPHET-NOPTan NpaBoBON MHGOPMAaLIMU
www.pravo.gov.ru, 30.06.2015, N 0001201506300055);
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06 ob6palLeHun nekapcTBEHHbIX CPEACTB (C u3MeHeHnsMmn Ha 4 aBrycTta 2023 roga) (pepakuusi, aencreytowas ¢ 1 ceHTabpsa 2023 Crtpanuua 2
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

®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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06 ob6palLeHun nekapcTBEHHbIX CPEACTB (C u3MeHeHnsMmn Ha 4 aBrycTta 2023 roga) (pepakuusi, aencreytowas ¢ 1 ceHTabpsa 2023 Ctpanuua 3
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

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 CPEACTB (C u3MeHeHnsMmn Ha 4 aBrycTta 2023 roga) (pepakuusi, aencreytowas ¢ 1 ceHTabpsa 2023 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 474-03 (OdmumnaneHbii MHTEPHET-NOPTaN NpaBoOBOM MHGOPMAaLIMU
www.pravo.gov.ru, 04.08.2023, N 0001202308040083).

MpuHaT
lNocynapcteeHHon ymon
24 mapta 2010 roga

OpobpeH
Cosetom deaepaumm
31 mapta 2010 roga

KommeHTapui k PenepansHomy 3akoHy ot 12 anpens 2010 rona N 61-$3 "O6 o6pallieHnr NnekapCTBEHHbIX cpeacTB”

MABA 1. OBLWUE NONOXXEHUA
CTATbA 1. NIPEOMET PEINYNIMPOBAHUA HACTOSALLETO ®EAEPATIBHOMO 3AKOHA

1. HacTtoawun ®denepanbHbli 3aKOH PerynupyeT OTHOLLEHMS, BO3HMKalOLWME B CBSA3M C obpalieHnem - paspaboTkoMn,
OOKIMUHUYECKMMM UCCREeaoBaHUAMU, KIMHUYECKMMU UCCreaoBaHUSAMKU, 3IKCMEePTU3OW, rOoCyAapCTBEHHOW peructpaumen, co
cTaHgapTusauuen 1 ¢ KOHTPOreM KavecTsa, NPON3BOACTBOM, U3rOTOBMEHNEM, XPaHEHNEM, NEPEBO3KON, BBO3OM B Poccuimnckyto
depepaunio, BbIBO3oM K3 Poccunckon depepauun, peknamor, OTNYCKOM, peanusaumen, nepenavern, NpUMEHEHUEM,
YHUYTOXEHNEM NEKapCTBEHHbIX CPEACTB.

(HacTtb B pepakuun, BBegeHHOM B genctBue ¢ 7 aHBaps 2012 roga ®enepanbHbiv 3akoHOM oT 6 aekabps 2011 roga N
409-®3. - Cm. mpeablAyLLYI0 PEAAKLIMIO)

2. Hactoswun ®epepanbHbIi 3aKOH yCTaHaBMMBAET MNPUOPUTET TOCYAApPCTBEHHONO perynupoBaHus ©e3onacHocTw,
KayecTBa 1 3¢pheKTUBHOCTM NIEKAPCTBEHHbIX CPeACTB NpU UX OOpaLleHun.

(YacTtb B pepakumu, BBegeHHon B aericteue ¢ 25 mioHs 2012 roga PenepanbHbiM 3akoHOM 0T 25 uioHs 2012 rona N 93-
®3. - CM. mpeabIAyLLY0 PEAAKLIMIO)

KommeHTapui k ctatbe 1

CTATbA 2. COEPA MNPUMEHEHUA HACTOALLENO ®EAEPAJIBHOIO 3AKOHA

Hactoswuin degepanbHbii 3aKOH NPUMEHSIETCS K OTHOLLEHUSIM, BO3HMKAKOLMM NMpU 0bpalleHnn NekapcTBEHHbIX CpeacTs
Ha TeppuTopumn Poccuinckon deaepauuu.

KommeHTapui K ctatbe 2

CTATbA 3. 3AKOHOOATEJIbCTBO Ob OBPALLEHWUU JIEKAPCTBEHHbIX CPEACTB

1. 3akoHogaTenbcTBO 06 o6pau.LeH|/w| JNeKapCTBeHHbIX CpeacTB COCTOUT U3 HaACTodALlero d>e,qepaanoro 3akKOHa, Opyrux
(bep,epaanblx 3aKOHOB U UHbIX HOPMAaTUBHbIX MPAaBOBbLIX aKTOB Poccuiickon d)e,u,epau,mm.

1_1. 3akoHopatenbcTBO 00 obpalleHun NEKapCTBEHHbIX CPEACTB B OTHOLUEHUW HOPUONYECKUX MWL, U MHOMBUAYaIbHbIX
npegnpvHUMaTenen, OCYLLECTBNSIOWMX OEATENbHOCTb Ha TEeppuUTOpUM  MEXAYHAPOOHOr0  MEAMLUMHCKOro  Kractepa,
NPUMEHSAETCA C Y4eTOM OCOBEHHOCTEN, yCTaHOBMNEHHbIX PenepanbHbiM 3akoHoM oT 29 uioHa 2015 ropa N 160-¢3 "O
MEXAyHapoAHOM MEAMWLIMHCKOM KMacTepe W BHECEHWW W3MEHEHW B OTAeNbHble 3akoHoAaTenbHble akTbl Poccuickon
Penepaumn”.
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06 ob6palLeHun nekapcTBEHHbIX CPEACTB (C u3MeHeHnsMmn Ha 4 aBrycTta 2023 roga) (pepakuusi, aencreytowas ¢ 1 ceHTabpsa 2023 Ctpanuua 5
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

(Yactb pononHuTenbHo BkrntodeHa ¢ 30 mioHA 2015 roga PenepanbHbiM 3akoHOM OT 29 uioHa 2015 roaa N 160-93; B
pefakumu, BBeaeHHOM B aenctene ¢ 1 ceHtabpsa 2023 roga PenepansbHblM 3akoHoM oT 4 asrycta 2023 rona N 428-93. - Cwm.

npeablayLyo PeaakLno)

2. [eiictBMe HacTosiwero ®enepanbHOro 3akoHa pacnpocTpaHsieTcs Ha obpalleHWe HapKOTMYECKUX NeKapCTBEHHbIX
CPEACTB U NCUXOTPONHbLIX NTEKAPCTBEHHbIX CPEACTB C YYETOM OCOGEHHOCTEN, YCTaHOBINEHHbIX 3aKOHOA4ATENLCTBOM Poccuiickoi
depepaumnn o HAPKOTUYECKUX CPEACTBAX, MCUXOTPOMHbIX BeLecTBax U 06 UX Npekypcopax.

3. [encteBne Hactosiwero ®demepanbHOr0o 3akOHa pacnpocTpaHsieTcs Ha obpalleHne paanodapmMaueBTUYECKUX
nekapcTBEHHbIX CPeACTB C YY4ETOM OCOBGEHHOCTEN, YCTaHOBIEHHbIX 3akoHoAaTenbcTBoM Poccuiickon ®epepauun B obnactm
obecneveHust pagnaumoHHon 6e3onacHoOCTH.

4. Ecnn MexXayHapoaHbiM  OroBOPOM Poccuiickon CDeﬂ,epaLl,Vll/l YCTaHOBJI€Hbl WHbIE TMNpaBuna, 4Y4eM Te, KOTOpble
npeaycMoTpeHbl HaCToALW MM CDe/J,epaanblM 3aKOHOM, NMPUMEHAKOTCA NpaBuiia MexxagyHapogHoro gorosopa.

4 1. PelweHnss MexXrocygapCTBEHHbIX OpPraHoB, MPUHATbIE Ha OCHOBAHMM MOMOXEHWMN MeXOyHapoOHbIX AOroBOpOB
Poccuinckon depepaumm B MX WUCTONKoBaHWKM, npoTuBopevaweMm KoHctutyuum Poccuiickon Pepepauumn, He noanexar
ucnonHeHnto B Poccunckon depepauuun. Takoe npoTMBopedne MOXET OblTb YCTAHOBMEHO B MOpsake, onpeaesieHHOM
denepanbHbIM KOHCTUTYLMOHHBIM 3aKOHOM.

(Yactb gononHuTensHO BKNtoveHa PeaepanbHbiM 3akoHOM OT 8 aekabpa 2020 rona N 429-03)

5. B Poccunckon degepauumn B COOTBETCTBUM C MEXAyHapoaHbiMu goroBopamu Poccuickon ®depepauum m (Mnu) Ha
OCHOBEe MNpuHUMNA B3aMMHOCTWU MPU3HAKTCA pes3ynbraTbl KMMHWYECKUX WCCreqoBaHWA FekapCTBEHHbIX MpenapaTtoB Ans
MeANLIMHCKOro NpUMEeHeHUs, NPOBEAEHHbIX 3a Npeaenamun Tepputopum Poccuiickon Gegepaumu.

KommeHTapum k ctatbe 3

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

Onsa ueneit HacTosLlero ®eaepanbHOro 3akoHa UCMOMNb3YTCS CNEAYOLLIME OCHOBHbIE NMOHATUS:

1) JleKapCTBEeHHble cpeacTtBa - BellectBa UM UX KOMOUHaLun, BCTynawuwie B KOHTAKT C OpraHM3MoM 4erioBeka unu
XMBOTHOIO, MpoOHMKaKwLWKMe B OpraHbl, TKaHW oOpraHM3mMma 4erioBeka Win >XMBOTHOIO, NpUMeHdAemMble AOnd I'IpOCbI/IJ'IaKTI/IKVI,
ONarHOCTUKKN (33 WCKITIOYEHNEM BELLECTB UM UX KOMOMHaUMK, He KOHTaKTUPYHOLLKNX C OPraHM3MoM 4ernoBeKka unu )KI/IBOTHOFO),
neyeHunss 3aboneeaHus, pea6|/|nv|TaL|,V||/|, ana coxpaHeHuaA, npenorBpalleHnsa unn npepbiBaHUA 6epeMeHHOCTI/I N Nony4eHHbIe
13 KpOoBU, nina3mbl KPOBU, N3 OpraHosB, TKaHewn OopraHn3ma 4erioBeka Ui XmBoTHOIO, paCTeHVII7I, MMUHEpParos MeTtogamMmmn CMHTe3a
nnn ¢ npuMeHeHnem Guonoruyeckmx TexHonornn. K NeKapCTBeHHbIM cpencTtBaM OTHOCATCA CbapMaLl,eBTI/IHeCKI/Ie Cy6CTaHLI,I/II/I n
JNeKapCTBeHHbIe Mnpenaparbl;

2) dapMaueBTnyeckas cybcTaHuus - NekapCTBEHHOe CpeacTBO B BMAE OOHOMO WM HECKOMNbKUX obnagaroLumx
(bapMaKkosiorm4eckon akTUBHOCTbIO AENCTBYHOLIMX BELEeCTB BHE 3aBUCUMOCTW OT NpUpoAbl MPOUCXOXAEHWUSI, KOTOPOE
npegHasHa4eHo 4115 MPON3BOACTBA, M3rOTOBMIEHUS! NTEKAPCTBEHHbIX MPenapaToB 1 onpeaenseT ux apeKTMBHOCTD;

(MyHkT B pegakuunn, BBegeHHon B aencteue ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-
@3. - Cm. npeablayLyo peaakuuo)

3) BCnomorarternbHble BelleCTBa - BelleCTBa HeOopraHM4YecKoro unn opraHun4eckoro npoucxoxgeHuda, Ucnofib3yemble B

npouecce NpPOM3BOACTBA, M3rOTOBMEHNS NIEKAPCTBEHHbLIX MPenapatoB AN NpuaaHnusa MM HeobXxoammbix PU3NKO-XMMUYECKNX
CBOWCTB,;

4) nekapcTBeHHble npenapaTbl - JeKapCTBEHHble CpeacTBa B BUAE JIEKApPCTBEHHbIX (POPM, MpUMeHsieMble ans

NpoMNakTUKN, OUarHOCTUKK, Nnedvenns 3abonesaHus, peabunutaumm, ons CoxpaHeHus, NpeaoTBpaLLeHUs UM NpepbiBaHKS
GepemMeHHOCTY;

5) nekapctBeHHasi popmMa - COCTOSIHME FEeKapCTBEHHOrO npenaparta, COOTBETCTBYOLLee crocobam ero BBEAEHUS W
npuMeHeHnst 1 obecneynBatoLLlee AOCTUXKEHNE HEOOXoaANMOro ne4edHoro addekTa;
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06 ob6palLeHun nekapcTBEHHbIX CPEACTB (C u3MeHeHnsMmn Ha 4 aBrycTta 2023 roga) (pepakuusi, aencreytowas ¢ 1 ceHTabpsa 2023 Ctpanuua 6
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

5 1) posvpoBKa - coAepXaHue OOHOro MM HECKONbKMX AEWUCTBYHOLMX BELLECTB B KONMMYECTBEHHOM BbIPAXEHMM Ha
€OMHULY [03bl, UK eanHnly obbema, UnNu eauHULYy Maccbl B COOTBETCTBMM C NIEKAPCTBEHHON (hopMOK NMBO AN HEKOTOPbIX
BWOOB JIEKAPCTBEHHbIX (POPM KONMMYECTBO BbICBODOXOAEMOro W3 IeKapCTBEHHOW (OpMbl OEWCTBYHOLLErO BellecTBa 3a
€0MHULY BPEMEHMN;

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

6) nepeyeHb XM3HEHHO HEOOXOAMMbBIX U BaKHENMLUMX NEKAPCTBEHHbLIX MpenapartoB - yTBepXAaemblin [1paBUTENLCTBOM
Poccunckon ®egepaumm nepeyveHb JEKapCTBEHHbIX MpenapatoB AN MEeOUUMHCKOrO MpUMEHeHus, obecnevmBatolmx
NPUOPUTETHLIE MNOTPEOHOCTU 34PaBOOXPAHEHMST B LENsX nNpodunaktukm u rnedeHus 3aboneBaHUin, B TOM 4ucne
npeobnagaroLlLmx B CTpykType 3aboneBaemocTtu B Poccuiickon depepaumu;

(MyHkT B pegakuun, BBeaeHHon B fencrteme PenepanbHeiM 3akoHom ot 13 utong 2020 roaa N 206-P3. - CM. npeaplayLLyo
peaakumio)

6_1) opchaHHble nekapCTBEHHble Mpenapartbl - JIEKapCTBEHHblE MnpenapaTbl, NPeOHA3HAYEHHbIE WUCKIIOYUTENBHO ANs
ONarHoCTUKM WM NaTOreHETUYECKOrO FNeYeHust (NedYeHus, HanpaBMeHHOro Ha MexXaHW3M pasBuTUs 3aborneBaHusl) pemkmx
(opdhaHHbIX) 3aboneBaHni;

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

6_2) Ouomnornyeckne neKkapCTBEHHble npenapaTbl - feKapCTBEHHble NpenapaTbl, AEeNCTBYHOLWEE BELIECTBO KOTOPbIX
Nnpon3BeAEeHO UIN BbIAENEHO U3 BMONOrMYECKOro NCTOMHUKA U ANs onpeaeneHnss CBOMCTB M KadecTBa KOTOpbIX Heobxoanma
KOMOMHaumsi Guonormyecknx n U3NKo-xmMmdecknx metodoB. K Guonormyecknm rekapcTBeHHbIM npernapataM OTHOCATCS
MMMYHOBMONOrMYeckne reKkapcTBEHHbIE Mpenaparbl, NlekapCTBEHHble MnpenapaTtbl, MOMy4YeHHble M3 KPOBW, MfasmMbl KPOBU
YyernoBeka W KMBOTHbIX (3@ WCKMOYEHMEM LENbHOM  KpoBM), OMOTEXHOMOrM4eckne JriekapCTBEHHble Mpenaparbl,
reHoTepaneBTUYECKmNe NekapCTBEHHbIE Npenaparhl;

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

7) VMMyHOGMONOrMyeckme neKapCTBEHHblEe npenapaTtbl - JIEKApCTBEHHble Mpenapartbl, MpegHa3Ha4YeHHble Ans
GOpPMMPOBaAHMSA aKTUBHOTO WM MACCUBHOMO WMMMYyHMUTETA NMOO OMArHOCTUKU HanMuuMs WUMMYHUTETA WU OUArHOCTUKM
crneundunyeckoro NpMOBPETEHHOTO M3MEHEHUS MMMYHOIOIMMYECKOro OTBeTa Ha anneprusvpyiowime BewectBa. K
UMMYHOOMONMOIrMYECKMM  NEKaApCTBEHHbIM  MpenapatamM  OTHOCATCS  BaKUMHbI, AHATOKCWMHbI, TOKCWHbI,  CbIBOPOTKM,
UMMYHOTNOOYMMHbI U annepreHsbi;

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

7_1) OuWOTEXHONMOrM4Yeckne nekapCTBEHHble MpenapaTtbl - JIeKapCTBEHHble npenapatbl, NPOM3BOACTBO KOTOPbIX
OCYLLECTBINSIETCA C WCMONb30BaHMEM OUOTEXHONMOMMYECKUX MPOLLEeCCOB U MeTodoB (B ToM umcne [HK-pekomOuHaHTHOWM
TEXHOSOMNKN, TEXHONOMMN KOHTPOMNMPYEMOW IKCMPECCUN FEHOB, KOOUPYIOLWMX Bronormyeckn akTuBHble 6ernku B npokapuoTax u
ayKapmoTax, BKMNoYas U3MEHEHHbIE KNETKM MNeKonuTaoLwmx), rmépnaomMHoOro Metoda 1 Metoga MOHOKMOHArbHbIX aHTUTEN;

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

7_2) reHoTepaneBTUYeCkNe NiekapCTBEHHbIE NMpenaparTbl - NlekapCcTBeHHbIE NpenapaTbl, dapMaueBTuyeckas cybcTaHums
KOTOPbIX ABNAETCH PEKOMOGUHAHTHOWM HYKNEeWHOBOW KUCMOTON MK BKMOYaeT B cebsl peKOMGUHAHTHYIO HYKNEMHOBYHO KUCIIOTY,
NO3BOMSAIOLLYI0  OCYLLECTBMSATb perynupoBaHWe, penapauuio, 3ameHy, pgoGaBrneHve wWnu yaaneHne reHeTUYecKom
nocrnenoBaTenbHOCTH;

(MyHKT gononHuTensHo BkMoYeH ¢ 1 nons 2015 roga PenepansHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-03)

8) HapkoTMyeckme nekapcTBeHHble CpPeACTBa - IeKapCTBeHHble npenapatbl M dapmaleBTudeckne cybctaHuum,
cofepXaline HapKoTUYecKkne cpeacTBa W BKIMOYEHHble B [lepedyeHb HAPKOTUYECKUX CPEACTB, MCUXOTPOMHbIX BELLECTB U KX
NPEeKypcopoB,_noanexaiimx KoHtponto B Poccuiickon ®Pepepauumu, B COOTBETCTBUM C 3akoHodaTenbCTBOM Poccuinckon
depepauun, mexagyHapogHoeiMn goroBopamu Poccuiickon ®epepaunmn, B TOM uucne EAnHON KOHBEHLIMEN O HapKOTUYECKUX
cpencreax 1961 roaa;

9) NCUXOTPOMNHbIE JeKapCTBEHHble CpeacTBa - JieKapCTBeHHble npenapaTtbl U cbapmaueBqueCKme Cy6CTaHL|,I/IVI,
coaepXxalimne ncmnxoTponHble BellectBa U BKIMHOYEHHbIE B [MepeyeHb HapKOTUYECKMX CpRencCTB,_MNCUXOTPOMHbLIX BELLECTB U UX

degepauun, mexagyHapoaHsiMu gorosopamu Poccuiickon ®egepaumm, B TOM Ynucne KoHBeHLIMEN O NCUXOTPROMHbIX BellecTBax
1971 ropa;

10) pagvodapmMaLeBTUYEeCKMe NeKapcTBEHHbIe CpeACcTBa - JIeKapCTBEeHHbIE CPEACTBa, KOTopble codepkaT B roTOBOW Ans
1cnosnb3oBaHusi hopMe OAMH PaAWOHYKIUA UIM HECKOMNBKO PaanoHYKNUAOB (PaaMoakTMBHBIX M30TOMOB);
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06 ob6palLeHun nekapcTBEHHbIX CPEACTB (C u3MeHeHnsMmn Ha 4 aBrycTta 2023 roga) (pepakuusi, aencreytowas ¢ 1 ceHTabpsa 2023 Ctpanuua 7
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

10_1) opurmMHanbHbIN NeKapCTBEHHbIA MpenapaTt - feKapCTBEHHLIN Mnpenapar C HOBbIM OENCTBYIOLWMM BELLECTBOM,
KOTOpbIN NepBbIM 3aperncTpupoBaH B Poccuiickon ®enepauum nnm B MHOCTPaHHbIX rOCY4apCTBax Ha OCHOBaHWW pe3ynsraToB
AOKINMHUYECKUX UCCNELOBAHWI FEKApPCTBEHHbIX CPEACTB WM KIMMHWYECKUX WCCNEeQoBaHUA JIEKAPCTBEHHbLIX MpenapaTos,
noaTBEPXKOAOLLMX ero Ka4yecTBo, 3hHEKTUBHOCTL U 6€30MaCHOCTb;

(MyHKT gononHuTenbHo BktodeH ¢ 1 mapTta 2020 roga PenepansHbiv 3akoHoM OT 27 aekabpsa 2019 rona N 475-03)

11) pedepeHTHbIi NEeKapCTBEHHbIN MpenapaTr - NEeKapCTBEHHbIN npenapar, KOTOpbI MCMOMb3yeTcd Ans  OLEHKU
OWO3KBUBANEHTHOCTU UMW TepaneBTUYECKOW  3KBMBANEHTHOCTWM, KavecTBa, addekTmBHOCTM 1 Be3onacHoOCTU
BOCMPOM3BEAEHHOIO TNEKapCTBEHHOro nmnpenapata wunu 6GuoaHanoroBoro (6uonogobHOro) nekapcTBEHHOro npenaparta
(bnoaHanora). B kavectBe pedhepeHTHOro rekapCTBEHHOro npenapata Ans MeOWUMHCKOrO MNPUMEHEHUS UCMOoNb3yeTcs
OpWrMHanbHbIN NTEKapCTBEHHBIN nNpenapaT nmbo, ecrnv opurMHanbHbIN TEKapCTBEHHBIN NpenapaT He 3aperMcTpyMpoBaH Unn He
HaxoguTcd B obopote B Poccuiickon ®Pegepaumm u He Haxogutcsa B 00OOpoTe B  WMHOCTPaHHbLIX TOCYy4apcCTBax,
BOCMNPOMN3BEOEHHbIN NeKapCTBEHHbIN npenapart unu bruoaHanorosbin (6nonogobHbIN) NekapcTBeHHbIN npenapat (buoaHanor),
KOTOPbIN NEpPBbIM 3aperMcTpupoBaH U3 Yucna Haxogsawmxcs B obopote B Poccuiickon degepaumm, 6MO3KBMBANEHTHOCTb WK
TepaneBTUYeckas 3KBMBAINEHTHOCTb, KayecTBO, 3pdeKTMBHOCTb U 6e30MacHOCTb KOTOPOro OLEHUBANMCb MO OTHOLUEHWIO K
OpvrMHanbHOMY NlekapCTBEHHOMY Npenapary, a Takke kayecTBo, 3h(EKTUBHOCTb M H€30MacHOCTb KOTOPOro NOATBEPXKAAITCS
pe3ynsrataMmu chapmakoHag3opa U NpoBEepOK COOTBETCTBUS NIEKaPCTBEHHbIX CPEACTB, HaXOOALMXCS B rpaxaaHckoMm obopoTe,
yCTaHOBNEHHbIM TpeboBaHMAM K MX KadvecTBy. B kayecTBe pedhepeHTHOro nekapcTBeHHOro npenapara ANnsd BeETepUMHapHOro
NPUMEHEHWS MCNOMb3yeTCH NeKapCTBEHHbIN Npenapar ANg BETEPUHapHOro NPUMeEHEeHNs, 3aperMcTpnupoBaHHbii B Poccumnckomn
degepauum Ha OCHOBAHWMM pPe3ynbTaToB  AOKMUHUYECKUX WCCNEAOBAHUM FNEeKapCTBEHHbIX CPEACTB W KIMHUYECKMX
nccrnegoBaHui eKapcTBEHHbIX NpenapaToBs, NOATBEPXAAOLMX ero Ka4ecTso, 3(eKTUBHOCTL 1 6e30NacHOCT;

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

12) BOCNpOM3BEAEHHbIN NEKAPCTBEHHbIV Npenapar - IEKapCTBEHHbIN Npenapart 48 MeQULMHCKOTO NMPUMEHEHUS, KOTOPbIA
UMEET 3KBMBArEHTHbIN pedepeHTHOMY neKapCTBEHHOMY MpenapaTty KavyeCTBEHHbIA COCTaB WM KONMUYECTBEHHBbIN COCTaB
OENCTBYIOLLUX BELLECTB B 9KBMBANEHTHOM FNeKapCTBeHHOW c¢opme, nubo nekapcTBEHHbIN npenapat Ang BeTepUHapHOro
NPUMEHeHWs, KOTOPbIN MMeeT Takme Xe, 4YTO W pedepeHTHbIi NeKapCTBeHHbI npenapart, KadeCTBeHHbld COCTaB WU
KONMWYECTBEHHbIA COCTaB [EWCTBYHOLLUMX BELUECTB B TaKkOM e IeKkapCcTBeHHou dopMe, OMOIKBMBANEHTHOCTb WX
TepaneBTUYecKas 9KBMBANEHTHOCTb KOTOPbIX COOTBETCTBYIOLLEMY pedepeHTHOMY NeKapCTBEHHOMY npenapary noaTBepxaeHa
COOTBETCTBYIOLNMU UCCNEAOBAHUAMMU;

(MyHKT B pepakumu, BBegeHHou B denctene ¢ 1 mapta 2020 roga PenepanbHbiM 3akoHOM OT 27 Aekabps 2019 roga N
475-03. - CM. NpeabIAyLLYI0 DEAAKLIMIO)

12_1) TepaneBTUYeckass SKBMBANEHTHOCTb JIEKAPCTBEHHbLIX MNpenapaToB - AOCTUMXKEHME KIMHUYECKM COMOCTaBUMbIX
TepaneBTUYeckoro acdekta 1 nokasartenen apeKTMBHOCTU 1 6E30NaCHOCTU MPU NMPUMEHEHUN NEKAPCTBEHHbIX NpenapaToB
AN MEQUUMNHCKOrO NPUMEHEHNS, UMELLMX OAHO MEXAYHapOAHOEe HenaTeHTOBAHHOE (MW XMMUYECKOe, UK TPpYMNnMpPOBOYHOE)
HaMMeEHOBaHWEe, B 3KBUBANEHTHbIX A03UPOBKAX MO OAHUM U TEM K€ MOoKa3aHUsIM K MPUMEHEHUIO U NPWU OAUMHAKOBOM cnocobe
BBEOEHUA Y OAHOM M TOW Xe rpynnbl 60MbHbIX;

(MyHkT gononHuTenbHO BKNtoveH ¢ 1 uionga 2015 roga PenepanbHbiM 3akoHOM 0T 22 nekabpsa 2014 rona N 429-93; B
pepakuuv, BBegeHHon B gencteme ¢ 1 mapta 2020 roga PefepanbHbiM 3akoHOM OT 27 Aekabpsa 2019 rona N 475-93. - Cwm.

npeabiayLy PeAaKLno)

12_2) ©OunoaHanoroBbii (61onogobHbIA) NekapCcTBEHHLIM npenapaTt (buoaHanor) - OuMonorMyeckuii nekapCcTBEHHbIN
npenapat, CXOXuUA MO mnapamMeTrpaMm KavecTBa, 3deKkTMBHOCTM U 6e3onacHocTM € pedepeHTHbIM  Bronornyecknm
nekapcTBEHHbIM NpenapaToM B TaKOM e NekapcTBEHHON hopMe 1 MMEILLMI MOEHTUYHbINA cnocob BBeOEHWS;

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

12_3) B3ammo3ameHsieMbli NEKapPCTBEHHbIN NpenapaTr - NeKapCTBEHHbIV Mpenapat C [OoKa3aHHOW TepaneBTUYECKON
9KBMBANEHTHOCTLIO UNU  OMOSKBMBANEHTHOCTbD B OTHOLIEHUMM pedepeHTHOro JIEKapCTBEHHOro npenapara, WUMeLuii
3KBUBANEHTHblE €My KayeCTBEHHbIA COCTaB W KOMUYECTBEHHbLIN COCTaB AEWCTBYHOLUMX BELLECTB, COCTaB BCMNOMOraTenbHbIX
BELLECTB, NIEKAPCTBEHHY DOPMY 1 CNOCO0 BBEAEHUS;

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

12_4) O1O3KBUBANEHTHOCTb NNeKapCTBEHHbIX MpenapatoB - AOOCTUWXeHWEe COoNnoCTaBUMbIX nokasartenen CKOpoCTHn
BCacCbiBaHuA, CTeneHn nocTyrnieHna K MecCTy OencTems u CKOpPOCTWN BbiBeOAEHUA OOHOro Wi HEeCKOJNbKUX obnagaroLmx
q)apmaKonorwquKoﬁ AKTUBHOCTbIO ﬂeVICTBnyLLI,VIX BeLwecTB Nnpu npuMeHeHn nekapCcTtBeHHbIX npenapartoB Anda MeguumHCKoro
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06 ob6palLeHun nekapcTBEHHbIX CPEACTB (C u3MeHeHnsMmn Ha 4 aBrycTta 2023 roga) (pepakuusi, aencreytowas ¢ 1 ceHTabpsa 2023 Crtpanuua 8
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

NPUMEHEHMS1, UMEIOLLIMX OOHO MeXAyHapoAHOe HenaTeHTOBaHHOE (MM XMMUYECKOoe, UK rpynnUPOBOYHOE) HAMMEHOBaHWE, B
3KBMBASEHTHbIX 4O3VPOBKaX M Npu 0AMHAKOBOM crnocobe BBeaeHus;
(MyHKT gononHuTenbHo BkAodeH ¢ 1 mapTta 2020 roga PenepansHbiM 3akoHOM OT 27 aekabpsa 2019 rona N 475-93)

13) nekapcTBEHHOE pacTUTENbHOE Chlpbe - CBEXWE UMW BbICYLUEHHbIE pPacTeHUst NMBO MX YacTW, UCMonb3yemMble Ofs
NMPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB OpraHv3auusiMy - MPOU3BOAUTENSAMU JNEKAPCTBEHHbIX CPEACTB WM WU3rOTOBMEHUS
NeKapCTBEHHbIX NpenapaTtoB anTeYHbIMKM OpraHu3auMsiMU, BETEPUHAPHBIMK anTeYHbIMU OpraHvM3aumsaMm, HAMBUAYarbHbIMM
NpeanpUHUMaTENIMU, UMEIOLLMMU NINLEH3MIO HA (hapMaLeBTUYECKYH AeSTeNIbHOCTb;

14) nekapCTBEHHbIN paCTUTENbHBIA MpenapaTt - MeKapCTBEHHbIV Mnpenapat, MPOW3BELAEHHbIN UM U3rOTOBMEHHbIA U3
OOHOro BMAa feKapCTBEHHOrO PaCTUTENbHOIO ChIPbS UMW HECKOMbKMX BUAOB TAKOro Chipbs U peanuayemblil B pacacoBaHHOM
BMAE BO BTOPUYHOW (MOTPeOUTENbCKON) YNakoBKe;

15) romeonaTU4eckMn neKapCcTBEHHbIN Mpenapar - fieKapCTBEHHbIA npenapar, Npou3BedEeHHbIN UM U3TOTOBIEHHbIA U3
papmaneBTUYeCKo cybcTaHumm unu - dapmaueBTU4eCcknx CcyocTaHUMM B COOTBETCTBUM C  TpeboBaHUAMKM  OOLLMX
dapmaKkonenHblx cTaTeil K romeonaTn4yecKknM fiekapCTBEHHbIM NpenapartamM Unu B COOTBETCTBUM C TpeboBaHUAMM ddapMakoneun
CTpaHbl NPON3BOAMTENNSA TAKOro NeKkapcTBEHHOMO Npenapara;

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

16) MexayHapoaHOe HenaTeHTOBaHHOEe HaWMeHOBaHWe JeKkapCTBEHHOIO cpeAcTBa - HaMMeHOBaHWE [OEWCTBYIOLLErO
BellecTBa hapmaLeBTU4eckon cybcTaHunm, pekoMeHgoBaHHOe BcemmnpHon opraHusaumen 3gpaBooxXpaHeHus;

(MyHKT B pegakuun, BBeaeHHon B gencteme ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-
®3. - Cm. NpeapiayLLyo PeAaKLn)

17) ToproBoe HauMeHOBaHME NIEKAPCTBEHHOIO CPeACTBa - HAaMMEHOBAHME NEKAPCTBEHHOrO CPeacTBa, MPUCBOEHHOE €ero
pa3paboTumKom, AepaTenem unv BnagenbLemM perucTpaumMoHHOro Y4oCTOBEPEHUS NEeKapCTBEHHOMO Npenapara;

(MyHkT B pegakumm, BBeaeHHou B aerictaue ¢ 1 nons 2015 roga ®enepanbHbiM 3akoHOM 0T 22 nekabpa 2014 rona N 429-
®3. - Cm. mpeablAyLLy0 PEAAKLIMIO)

17_1) rpynnupoBOYHOE HaMMEHOBaHWE JeKapCTBEHHOro Mpenaparta - HauMeHOBaHWE NeKapCTBEHHOro npenaparta, He
MMEILWEro  MeXOyHapOAHOrO  HemnmaTeHTOBAHHONO HauMMEHOBaHWs, WM KOMOMHaUMW  NEeKapCTBEHHbIX Mpenaparos,
ucrnonb3yemoe B UensXx o0beaWHeHWss WX B Tpynny Mog eAVHbIM HaMMEHOBaHWEM WCXOOs W3 OAMHAKOBOMO COCTaBa
OEeNnCTBYIOLLMX BELLECTB;

(MyHkT gononHuTensHO BkntoyeH ¢ 1 uons 2015 roga ®enepaneHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-03)

18) o6Owaa dapmakonerHas cTaTbst - [JOKYMEHT, YTBEPXOEHHbIA YMOMHOMOYEHHbIM dedepanbHbIM - OpraHoMm
WCMOMHUTENBHON BNacTv U COAepXalluin nepeyeHb nokasaTenen kavyectsa U (Mnv) METOAOB KOHTPONS KavyecTBa KOHKPETHOM
nekapcTBeHHo  OpMbl, NEKAPCTBEHHOrO  PacTUTENbHOIO  Cbipbs, OMUCaHUSA  BUOMOrMyecknx, OUOXMMUYECKMX,
MUKPOBUONOrMYecKkmx, rUsnKo-XMMmnyeckmx, uU3nNYecKMx, XMMmMYeCcKMxX 1 Apyrux METOAOB aHanM3a fekapCTBEHHOro CpeacTBa,
a Takke TpebOBaHWSI K UCMOMb3yeMbiM B LIENSX NPOBEAEHUS [AHHOIO aHanu3a peakTuBam, TUTPOBaHHbIM pacTBOpam,
MHAMKaTopam;

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

19) cbapmakonenHasa cTaTbsl - OOKYMEHT, YTBEPXOEHHbIN YNOMHOMOYEHHLIM dhegeparnbHbiM OpraHoOM WCMOSHUTENBHOMN
BMacTW U COAepXaLLMii NnepeyeHb nokasatenen kayecTsa U METOAO0B KOHTPOIS KA4eCcTBa NIEKAPCTBEHHOIO CPEACTBA;

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

19_1) ctaHgapTHble 06pasubl - BELWECTBA, NOCPEACTBOM CPaBHEHUSI C KOTOPbIMU OCYLLECTBMSIETCS KOHTPOSb KadyecTsa
nccrnenyemblx NeKapCTBEHHbIX CPEACTB C NMOMOLLBbI (DU3NKO-XMMUYECKMX N BUOMOrMYEeCcKNX MEeToaoB B LIENSX NOATBEPXKAEHUS
COOTBETCTBUSI NEKAPCTBEHHbIX CPEeACTB TpeboBaHMAM HOPMATUBHOW AOKYMEHTaLWUW, YCTAHOBMIEHHbIM MPW OCYLLECTBIEHUN
rocyqapCTBEHHOW perucrpaumu, M KOTopble MPUMEHSIOTCA ANs  KanubpoBKM CTaHOapTHbIX 06pasuoB NpousBoauTens
neKapcTBEHHbIX CPEACTB, UCMONb3yeMbIX NSt KOHTPOS Ka4ecTBa U UHbIX Lenen npu obpalleHnn nekapCTBEHHbIX CPEACTB;

(MyHkT gononHuTensbHO BkNtoYeH ¢ 1 uonst 2015 roga ®enepaneHbiM 3akoHOM OT 22 fekabpsa 2014 rona N 429-93)
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06 ob6palLeHun nekapcTBEHHbIX CPEACTB (C u3MeHeHnsMmn Ha 4 aBrycTta 2023 roga) (pepakuusi, aencreytowas ¢ 1 ceHTabpsa 2023 Ctpanuua 9
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

19_2) dapmakonenHbln CcTaHOapTHBIM obOpasey - CTaHgapTHbIM obpasel, nNpou3BedeHHbI B COOTBETCTBMM C
dapmakonenHomn crtaTben;

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

20) HopmaTVBHas JOKYMEHTaUMs - 4OKYMEHT, coaepXKallunii nepedeHb onpeaensieMblx no pesynbrataM COOTBETCTBYHOLLMX
3KCMepTU3 MokasaTenen kadecTBa NEKAPCTBEHHOIO cpefcTBa Ans MEAUUMHCKOrO MNPUMEHEHUsl, METOOOB KOHTPOMs ero
KauyecTBa W YCTaHOBIEHHbIV €ro NpoV3BOAUTENEM;

21) HOpPMaTMBHbIN [OKYMEHT - OOKYMEHT, coepXaliuii nepedyeHb onpedensieMblx No pesynbrataM COOTBETCTBYHOLLMX
3KCMepTU3 rnokasaTenei kayectsa U (MNM) METOOOB KOHTPONS KayecTBa JeKapCTBEHHON (DOPMbl, ONUCaHNUSA BGUONOTMYECKUX,
BOUOXMMUYECKNX, MUKPOBUONOTNYEecKUX, (HUUKO-XUMUYECKUX, (OU3NYECKUX, XUMUYECKUX W [OpYyrMx MeTofoB aHanvaa
neKapCTBEHHbIX CPEACTB AN BETEPUMHAPHOrO MpUMeHeHUsi, TpeboBaHNWA K MCMONb3yeMbiM B LENsX MPOBeAeHUsi OaHHOro
aHanu3a peakTiMBaMm, TUTPOBAHHLIM PacTBOPaM, MHAUKATOPaM U YCTAHOBMEHHbIN ero NPOM3BOAUTENEM;

21 1) oOWMN TEXHUYECKUA AOKYMEHT - KOMMIEKT AOKYMEHTOB M MaTepuanoB, COCTOSILUUIA U3 HECKONbKUX pasfernoB -
OOKYMEeHTaumMmM aaMUHUCTPATUBHOIO XapakTtepa, XWUMUYEeCKOoW, dapmMaueBTMYecKoM U Buonornyeckon [OKyMeHTauum,
dapMaKkornornyeckon, TOKCUKONOrMYECKON SOKYMEHTaUUN, KIMHUYECKOW OOKYMEHTaumMmM U npeacraBnsemMbliii OQHOBPEMEHHO C
3asiBNeHMEeM O TOCy4apCTBEHHOM perncTpauum nekapCTBEHHOro npenaparta Ans MeguuuHCKOro npumeHeHus B dopmarte,
YCTaHOBNEHHOM YMNOMHOMOYEHHbLIM dheaeparibHbIM OpraHOM UCMONHUTENbHOW BNacTy;

(MyHKT gononHuTensbHo BkMoYeH ¢ 1 nonsa 2015 roga ®eaepansHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-03)

22) KayeCTBO NEKApCTBEHHOr0 cpeacTBa - COOTBETCTBME JIEKApPCTBEHHOro cpeacTtBa TpeboBaHWsM hapMaKkonenHon
cTatbu NMMbO B criyyae ee OTCYTCTBUS HOPMATMBHOW JOKYMEHTALMMW UM HOPMATUBHOTO JOKYMEHTA;

23) Ge3onacHOCTb J1IeKapCTBEHHOTO CPeACcTBa - XapakTepUCTMKa JIeKapCTBEHHOrO CPeacTBa, OCHOBaHHas Ha
CpaBHUTENbHOM aHanm3se ero adeKTUBHOCTM M pUcka NPUYMHEHNUS Bpeaa 300P0OBbIO;

24) 3hbheKTUBHOCTb NEKAPCTBEHHOIO MpenapaTa - XapakTepucTuka CTerneHu NoNOXKUTENBHOTO BIIUSIHUS NIEKAPCTBEHHOO
npenapaTta Ha Te4YeHue, NPOOOIMKUTENbHOCTL 3aborneBaHUst UnNM ero npegoTBpalleHue, peabunuTaumio, Ha COXpaHeHue,
npefoTBpaLleHne unu npepbisaHue 6epeMmeHHOCTY;

25) cepuna nekapCTtBeHHOro cpenctea - KONMMYeCTBO JIeKapCTBEHHOIO cpencTtBa, npou3dBeneHHOe B pesdynbrate OA4HOro
TEXHONOrm4eCcKoro umMkna ero npomn3sogutenem;

26) perucTpaLmMoHHOe yOoCTOBepeHMe NekapCcTBEHHOro npenapara - JoKyMeHT, NoATBepXaatoLLuii hakT rocyaapCTBEHHOM
perucTpauum nekapcTBeHHOro npenapara;

26 _1) pepxaTenb wnu Briagenel PerncTpauMoHHOro YOOCTOBEPEHMS eKapCTBEHHOro npenapata - paspaboTymk
neKapcTBEHHOro cpeacTBa, NPOU3BOAUTENb NEKAPCTBEHHbIX CPEACTB WM UHOE topuanyeckoe Nuuo, obrnagatoliee npaBoMm
BMafeHUss pPerncTpauMoHHbIM YOOCTOBEPEHMEM, KOTOpPblE HECYT OTBETCTBEHHOCTb 3a KayecTBO, 3(PdEKTMBHOCTb MU
6e3onacHOCTb NekapCTBEHHOro Npenapara;

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

27) perucTpaumoHHbIi HoMep - kogoBoe o6o3HayeHve, MPUCBOEHHOE FeKapCTBEHHOMY Mpenapaty npu  ero
rocyaapCTBEHHOW perncTpaumu;

28) obpalleHne nekapcTBEHHbIX CPeacTB - paspaboTka, AOKMMHUYECKUME WUCCrenoBaHUs, KIMHUYECKUE WCCrieqoBaHus,
3KCMepTM3a, rocygapCTBEHHAs perncTpauus, CTaHgapTn3aums U KOHTPOMb KayecTBa, NPOU3BOACTBO, U3rOTOBMEHWE, XPaHEHUE,
nepeso3ka, BB0o3 B Poccunckyto ®egepaumio, BoiBo3 U3 Poccuiickon ®egepaumm, peknama, oTrnyck, peannsauus, nepegaya,
NMPUMEHEHME, YHUYTOXXEHME NeKapCTBEHHbIX CPEACTB;

(MyHKT B pemakumu, BBeAeHHOW B aencteue ¢ 7 siHBaps 2012 roga ®enepanbHbiM 3akoHOM 0T 6 Aekabps 2011 rona N
409-03. - CM. MpeabIAyLLYI0 PDEAAKLIMIO)

29) Cy6'beKTbI o6pau.|,eH|/|;| NIeKapCTBeHHbIX CpeactB - (*)I/I3I/I'~I€CKI/Ie mua, B TOM 4ucne wuHOmMBuayalnbHble
npeanpuHnmarenu, n ropungmndeckme nuua, ocyllecrtenatowme 4eATenbHOCTb Npn 06pa|.|.|,eH|/||/| NeKapCTBEHHbIX CPENCTB;

30) pa3paboTyMK NekapCTBEHHOrO CpeAcTBa - opraHusauusi, obnagawowas npaBamy Ha pesynbTaTbl AOKIMHUYECKMX
nccrneaoBaHuiA NeKapCTBEHHOMO CPeACcTBa, KMMHUYECKUX MUCCredoBaHWi NekapcTBeHHOro npenaparta U (Mnun) Ha TEXHOMOrMo
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06 ob6palLeHun nekapcTBEHHbIX CPEACTB (C u3MeHeHnsMmn Ha 4 aBrycTta 2023 roga) (pepakuusi, aencreytowas ¢ 1 ceHTabpsa 2023 Ctpanuua 10
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

Npon3BOACTBaA JIeKapCTBEHHOIO CPeACTBa;
(MyHKT B pegakuunn, BBeaeHHon B gencteue ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-

@3. - CM. NpeablayLLyo peaakLmnio)

31) NpoM3BOACTBO NEKAPCTBEHHBIX CPEACTB - AeSTENbHOCTb MO NPOU3BOACTBY JIEKAPCTBEHHbIX CPEACTB OpraHU3auMsMu -
NPOV3BOAUTENSIMU NTEKAPCTBEHHBIX CPECTB Ha OAHOW CTafAMW, HECKOMbKUX UMW BCEX CTaamsix TEXHONOMMYECcKoro npotecca, a
TaKkKe Mo XpaHEeHUIo U peanusauuy Npon3BeaeHHbIX NTEKAPCTBEHHbIX CPEACTB;

31_1) npousBoacTBEHHas nnowagka - TepputopuanbHO O60COOMNEHHbIV KOMMMEKC MPOU3BOAMTENS IEeKapCTBEHHbIX
cpencTs, NpegHasHa4YeHHbI s BbINOMHEHWS BCEro npoLecca Npov3BoACcTBa NEKapCTBEHHbIX CPEACTB UMK ero onpeaeneHHom
cTaguu;

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

32) npon3BogunTerib JNIEKapCTBEHHbIX CPEeACTB - OpraHn3auund, ocyLwecTendowad Npon3soaCTBO JIEKapCTBEHHbIX CPenCTB B
COOTBETCTBUU C Tpe6OBaHVIﬂMI/I HacTo4dLllero d)e/:Lepaanoro 3aKOHa;

33) dapmaueBTnyeckan AOeATENbHOCTb - OEATENbHOCTb, BKMNoYawlwas B cebs OnToBYH TOProsBfk JieKapCTBEHHbIMU
cpencTBamMu, KX XpaHeHue, NepeBOo3Ky U (MNM) PO3HUYHYK TOPFOBMK JIEeKAapCTBEHHbIMM Mpenapatamu, B TOM 4ucrle
AVNCTaHUMOHHBIM cnocoboM, NX OTNYCK, XpaHeHWe, NepeBo3Ky, U3rOTOBNEHME NEKAapCTBEHHbIX NpenapaTos;

(MyHkT B pepakuumn, BBeaeHHoW B aenctBue PepepanbHbiM 3akoHom oT 3 anpena 2020 roga N 105-93. - Cwm.
0ReablAyLLYI0 pefakumio)

34) opraHu3auusi ONTOBOV TOProBIW NEKapCTBEHHLIMY CPEACTBAaMU - OpraHn3aLmsi, OCYLLECTBISIOWLAas ONTOBYO TOProBIto
neKkapCTBEHHbIMU CPeAcTBaMu, UX XpaHEHWe, NEPEBO3KY B COOTBETCTBUM C TpeboBaHMsIMU HacTosiLero PeaeparnbHOro 3aKoHa;

35) anTeyHas opraHM3aums - opraHM3auusi, CTPYKTYpHOE noapasneneHne MeamumMHCKONM opraHmM3auun, OcyLeCTBRSOLNE
PO3HUYHYIO TOPrOBMO MEKApCTBEHHbIMW MNpenaparamMmv, B TOM YMCMe AUCTaHLUMOHHbIM CnocoboM, XpaHeHue, MNepeBO3KY,
W3roTOBMEHNE W OTMNYCK MEeKapCTBEHHbIX MpenapaToB AMns MEeOWLMHCKOro MPUMEHEHUS B COOTBETCTBUM C TpeboBaHUSIMU
HacToswero PenepanbHOro 3akoHa;

(MyHKT B pegakumun, BBeAeHHOW B aencTtBue PenepanbHbiM 3akoHOM OT 25 Hoabps 2013 roga N 317-93; B pegakuum,
BBeeHHOW B AelcTBne PenepanbHbiv 3akoHoM o1 3 anpens 2020 rona N 105-93. - Cm. npeablAyLLyo peaakLmio)

36) BeTepmHapHasa anTtedHas opraHu3auus - opraHusauus, CTPYKTypHOe noapasgeneHve BeTepuHapHOW opraHu3auuu,
OCYLLECTBISAOLNE PO3HUYHYIO TOProBIO NIEKAPCTBEHHBIMU NpenapaTamMu, B TOM YUCIe AUCTaHUUOHHBIM CMOCOOOM, XpaHeHue,
W3roTOBMEHME W OTNYCK NEeKapCTBEHHLIX MpenapaTtoB A BETEPUHAPHOrO NPUMEHEHWst B COOTBETCTBMM C TpeboBaHUAMMU
HacTosdwwero ®egepanbHOro 3aKoHa;

(MyHkT B pepakuumn, BBeaeHHon B Aencteue PenepanbHbiM 3akoHom oT 3 anpena 2020 roga N 105-903. - Cwm.
NREABIAYLLYIO PEAaKLo)

37) danbcupuuMpoBaHHOEe NeKapCTBEHHOE CPEACTBO - JleKapCTBeHHOe CpeacTBO, COMPOBOXAAEMOe JI0XKHOM
MHpopMaLMen o ero cocTaee W (Mnn) NpousBoauTene;

38) HepobpokayeCTBEHHOE NEKAPCTBEHHOE CPEACTBO - NIEKAPCTBEHHOE CPEACTBO, HE COOTBETCTBYlOLEE TpeGoBaHMAM
hapmakonenHoli cTatbu NGO B criydae ee OTCYTCTBUS TpeboBaHUSIM HOPMAaTMBHOW [OKYMEHTauuW WM HOPMaTUBHOIO
[AOKYMEHTa;

39) KoHTpadakTHOe NeKapCTBEHHOE CPEeACTBO - MNEeKapCTBEHHOE CpeacTBO, Haxodslleecs B 06OpoTe C HapylleHUeM
rpaXKaaHCKOro 3aKOHOAATENbCTRa;

40) [OKMMHMYECKOE  UCCRedOBaHWe  NeKapCTBEHHOro  cpeactBa -  Guornorndeckue,  Mukpobuonornyeckue,
UMMYHOINOrMYeckne, TOKCUKOMormyeckme, dapmakonornyeckne, usMdeckme, XUMUYEckMe W Apyrve  MCcCrenoBaHus
nieKkapCTBEHHOro CpefcTBa NyTemM MPUMEHEHUs] HayYHbIX METOAOB OLIEHOK B LIENSX MONyYeHust gokasatenbCcTB 6e3onacHoCcTH,
KayecTBa 1 3P HEKTUBHOCTU fIeKapCTBEHHOMO CPeACTBa;

41 ) KnnHn4yeckoe nccnenoosaHne  nekapcrBeHHOro npenapara - Mn3ydeHne  OnarHoCTu4eckux, ne4yebHbIX,
ﬂpOd)VlﬂaKTVI‘-IeCKVIX, (bapmaKonoqueCKmx CBOWNCTB J1IeKapCTBEHHOro npenapara B npouecce ero npuMeHeHua y 4enoBeka,
XMBOTHOIo, B TOM 4ucne npoueccoBs BCacbiBaHUA, pacnpegeneHna, usMeHeHna n BblBedeHusa, nytemM npuMeHeHna Hay4HbIX
METOA0B OLEHOK B LeNAX nonyvyeHna aokasaTternbCTB 6e3onacHoCTK, kKa4yecTBa U SCb(*)eKTVIBHOCTVI NNeKapCTBEHHOro npenaparta,
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06 ob6palLeHun nekapcTBEHHbIX CPEACTB (C u3MeHeHnsMmn Ha 4 aBrycTta 2023 roga) (pepakuusi, aencreytowas ¢ 1 ceHTabpsa 2023 Ctpanuua 11
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

JaHHbIX O HeXenaTemnbHbIX peakuMsix opraHuama 4YeroBeka, XMBOTHOTO Ha NPUMeHEeHWe fleKapCTBEeHHOro npenaparta u o6
adhdpekTe ero B3aMmoaencTBUsA ¢ APYrMMuY NIeKapCTBEHHbIMM NpenapaTtamu v (Mn) NULLEeBbLIMY NPOAYKTaMK1, KopMaMu;

42) MHOrOLEHTPOBOE KMMHUYECKOE MWCCrieoBaHVWe IeKapCTBEHHOro rnpenapata Ans MeAUUMHCKOrO MpPUMEHEHUs -
KMMHWYECKOe WCCneaoBaHWe IeKapCTBEHHOroO npenaparta Ans MeQULMHCKOrO MPUMEHEHWUS, MPOBOAMMOE pa3paboTyYMKoM
neKkapcTBEHHOro npenapara B AByX 1 Goree MeguLMHCKUX opraHM3aumsax no eamHoMy NpOoTOKOSY KIIMHUYECKOro CCRenoBaHuUs
neKapCcTBEHHOro npenapara;

43) MexayHapoOHOEe MHOMOLEHTPOBOE KIMHUYECKOe MUccriefloBaHWE IeKapCTBEHHOro npenaparta Ans MeavUMHCKOro
NPUMEHEHUSA - KMMHMYECKoe WccreqoBaHMe nekapcTBEeHHOro npenapata Ans MEOMLUMHCKOrO NPUMEHeHWs, MpoBoaumoe
pa3paboTuMKOM FeKapCTBEHHOTO Mpenapata B pasfMyHbIX CTpaHax Mo eavHOMY MPOTOKOMY KIMHWUYECKOro uccriefoBaHusi
rnekapcTBeHHOro npenapara;

44) NOCTPErncTpaunmoHHoOe KInHNn4Yeckoe uccnenoBaHuMe nekapCTtBeHHOro npenapara gnd MeguuuHCKOro npMMeHeHusa -
KNMHN4eckoe wuccnegoBaHne JnekapCcTtBeHHOro npenapara agnld MeaunuuHCKOro npuMmeHeHud, nposoaMmMmoe rnpou3soguTenem
JNIeKapCTBEeHHOIro npenaparta, rpa>+<p,aHCK|/||7| 060p0T KOTOPOro ocyulecrtBndaeTcd nocne rocyp,apCTBeHHoﬁ perncTpauunn, B Uendx
AOononHUTEeNnbHOro c6opa OaHHbIX O ero 6esonacHocTn 1 3d3(beKTI/IBHOCTI/I, pacwumpeHna nokasaHun K NPUMEHEHNI0 OaHHOro
NeKapCTBEHHOro npenapara, a Takke BblABI1IE€HNUA HeXenaTellbHbIX peaKLu/u7| nawuMeHTOB Ha ero AeNCcTBu1E;

45) nccnegoBaHne 6MO3KBUBANEHTHOCTU NIEKAPCTBEHHOMO Npenapara - BUA KMMHUYECKOro UCCNeaoBaHNS NeKapCTBEHHOIO
npenapata, NpPoOBEAEHME KOTOPOro OCYLLIECTBMAETCS AN onpederieHMs CKOPOCTU BCACbIBAaHUA WM BbIBEAEHUSA OAHOMO WUNn
HecKkonbkux obnagarwmnx ¢apMakonormyeckon akTUBHOCTLIO AEWCTBYHOLUMX BELLECTB, KONMMYEeCTBa JleKapCTBEHHOro
npenaparta, A4OCTUraloLLEr0 CUCTEMHOIO KPOBOTOKA, U pe3ynkTaThl KOTOPOro NO3BOMAIOT caenartb BbiBOA4 O OMO3KBUMBANEHTHOCTU
BOCMPOM3BEAEHHOIO NIEKAPCTBEHHOIO Mpenapara B OMNpederieHHbIX eKapCTBEHHOW opMe M LO3UPOBKE, COOTBETCTBYHOLLINX
dopme 1 0o3npoBke pedepeHTHOro NeKapCTBEHHONO NpenapaTa;

(MyHKT B pegakuun, BBeageHHon B gencteme ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-
®3. - Cm. mpeaplAyLLy0 PEAAKLIMIO)

46) ncenenosaHune TepaI'IeBTVILIeCKOVI OKBUBAJIEHTHOCTU JNTEKapCTBEHHbIX MpenapaTtoB - BUA KIMMHUYECKOro nccrneaoBaHusa
NeKapCTBeHHbIX npenapartoB, npoBeaeHne KOToporo OCyuwlecTBnAaAeTCcAa O5A BblABNEeHNA OOMHAaKOBbIX CBOWCTB NeKapCTBEHHbIX
npenapartos onpe,ueneHHon J'IeKapCTBeHHOVI dJOprI, a Takke Hanuuusl OAMHAaKOBbIX Mokasartenen 6esonacHocTn W
Scbd)eKTI/IBHOCTI/I JIeKapCTBEHHbIX NnpenapartoB, OANHAKOBbIX KITMHNYECKNX Sd)dl)eKTOB npun nx npuMeHeHnun;

47) NPOTOKOJ1 KIMMHUYECKOIro unccrnenoBaHnd INekapCTBEeHHOro npenapara - OOKYMEeHT, B KOTOPOM onpenendroTcd uenu,
(*)OprI opraHmsauumm un MetToosnorna npoBeaeHua KrnHM4Yeckoro wuccnenoBaHud, CTaTtuctudeckne Metobl 06pa6OTKI/I
pe3ynbraTtoB Takoro nccnegoBaHnAa U Mepbl No obecneyeHunto 6esonacHoOCTH (*)VI3I/NeCKVIX nny, ydacTBywOWmnX B KIMMHUYECKOM
ncecnenosaHM NekapcTtBeHHOro npenapara;

48) 6pou1ropa ncenenosartend - CBOAHOE WU3NOXEHWEe pe3ynbratoB AOOKIMMHUYECKOro uccnenoBaHUA neKapCTBEHHOro
cpencTtea U KIMMHUYEeCKOoro ncenegoBaHuAa nekapCcTtBeHHOoro npenaparta anda MmeguunHCKOro npuMeHeHus;

49) NHOPMAaLMOHHBIV MUCTOK NauMeHTa - AOKYMEHT, B KOTOPOM coepaTtcsi B JOCTYNMHON hopMe CBeaeHUs, kacatowmecs
NPOBOAMMOTO KIUHWYECKOrO UCCIENOBaHWS NEKapCTBEHHOIO npenapaTta, U B NUCbMEHHON dopMe A06poBONbHOE cornacue
nauueHTa Ha yvacTue B KIMHWYECKOM WCCNELOBaHWMM NeKapCTBEHHOMO npenaparta Nnocre O3HaKOMMEHWUs ¢ 0COBEHHOCTSIMM
KNMMHUYECKOTO NCCreaoBaHUsi, UMELLUMN 3HaYEHME ANsi BbIPAXKEHWUsI Takoro Cormnacus;

50) noGoyHoe aencTBme - peakumsi opraHMama, BO3HMKLIAS B CBA3M C MPYMEHEHUEM feKapCTBEHHOIO npenapaTa B Jo3ax,
PEKOMEHAYEMbIX B WMHCTPYKLMU NO €ro NpUMEHEHWo, Ans NPOMUMaKTUKK, AMArHOCTMKM, rieveHusi 3aboneBaHus unu ans
peabunutaumu;

50_1) HexenaTtenbHas peakuusi - HenpegHaMepeHHas HebnaronpuaTHas peakuusi opraHM3mMa, KoTopasi MOXET ObITb
CBsi3aHa C NPMMEHEHUEM NIeKapCTBEHHOMO Npenapara;
(MyHkT gononHuTenbHo BKMoYeH ¢ 1 nionsa 2015 roga ®eaepanbHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-03)

51) cepbesHass HexenaTtenbHasi peakuusi - HeXenaTenbHasi peakuuss opraHu3Ma, CBsi3aHHasi C  MPUMEHEHUEM
neKkapCTBEHHOro npenaparta, NpueeLas K CMepTy, BPOXAEHHbIM aHOMarnusaM Unm nopokam passutus Nnbo npeacrasnstoLlas
cobon yrposy XmsHu, Tpebywlwaa rocnuTanuMsauun wunu npueefwas K CTOWKOW yTparte TpygocnocobHocTM un (Mnn)
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06 ob6palLeHun nekapcTBEHHbIX CPEACTB (C u3MeHeHnsMmn Ha 4 aBrycTta 2023 roga) (pepakuusi, aencreytowas ¢ 1 ceHTabpsa 2023 Ctpanuua 12
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

WHBaANMOHOCTWH;

52) HenpeaBuaeHHas HexenaTtenbHasa peakunsi - HexxenaTernbHas peakunsi opraHmama, KoTopasi CBsidaHa C MPUMEHEHNEM
NEeKapCTBEHHOro npernapata B [03aX, PEKOMEeHOyeMblX B MNPOTOKOMNE €ero KIAMHWYECKOro WuccneaoBaHus, Opoluope
uccnegoBaTtens, UM C MNPMMEHEHUEM FEKapCTBEHHOro mnpernapata B [03aX, PEKOMEHAyeMblX B WHCTPYKUMW MO ero
NPUMEHEHNIO ANs NPOMUNAKTUKN, ANArHOCTUKW, fedeHust 3aboneBaHns MM MeOUMUMHCKOM peabunutaumm nauueHTta, u
CYLWHOCTb, TSDKECTb MM UCXOH KOTOPOW He COOTBETCTBYET MH(pOpMauuMM O NeKapCTBEHHOM Mpenaparte, cogeplkalleincsi B
NPOTOKOSEe ero KIMHNYECKoro nccregoBaHus, bpolutope nccnegoBartens Unm B MHCTPYKLUUU MO NMPUMEHEHNIO NIEKapCTBEHHOIO
npenapara;

(MyHkT B pegakumm, BBeaeHHou B aerictaue ¢ 1 uons 2015 roga ®enepanbHbiv 3akoHOM 0T 22 nekadbpa 2014 rona N 429-
®3. - CM. npeaplayLLyio peaaKLmio)

52_1) capmakoHansop - Bug OESATEMBHOCTUM MO MOHUTOPUHTY 3pdEKTUBHOCTM K ©e30nMacHOCTM NEeKapCTBEHHbIX
npenapaTtoB, HanpaBrieHHbI Ha BbISABMEHUE, OUEHKY W nNpedoTBpalleHWe HexenaTenbHbIX MoCcreacTBUiA NPUMEHEHMUS
NeKapCTBEHHbIX NpenapaTos.;

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

52 _2) nnaH ynpaBneHus puckamm - nogpobHoe onucaHWe MeponpusaTMA No dapMakoHaA30py, HanpaBfeHHbIX Ha
BbISIBIIEHME, OLIEHKY W NpedoTBpalleHne UM MUHUMU3aLMI0 PUCKOB, CBSI3aHHbLIX C FIEKapCTBEHHbLIMW Mpenapatamu, BkIoyasi
OLEHKY 9 EKTUBHOCTUN AAHHBIX MEPONPUATUIA;

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

53) peuenT Ha NeKapCTBEHHbIN Npenapar - MeAUUMHCKMIN OAOKYMEHT YCTaHOBIEHHOW (hOpMbI, codepXallimii HasHa4YeHne
NeKapCTBEHHOro npenaparta Ansi MeAUUMHCKOro NPUMEHEHWs], BblOaHHbIN MEOMUMHCKMM pabOoTHMKOM B LEensax oTnycka
NEeKapCTBEHHOro npernaparta Unu ero WU3roToBMEHUS U OTrnycka Ha OyMakHOM HOCUTENne WM C Corfacus nauueHta unm ero
3aKOHHOro npeacrtaBuTenss B OpPME  3MEKTPOHHOrO AOKYMEHTA, MNOAMWCAHHOIO C  WCMONb30BaHUMEM  YCUIEHHOMN
KBanuMUUUPOBAHHOW 3MNEKTPOHHOW MNOANMUCU  MEOMLMHCKOro paboTHuKa, 5nubo [JOKYMEHT YCTaHOBMEHHOW OOpMBl,
cofepkalmin Ha3Ha4YeH1e NieKapCTBEHHOrO npenapara asisi BETEPMHAPHOrO NPUMEHEHWS, BblAaHHbIA cneunannctom B obnactum
BETEPUHApUK B LIENAX OTNyCKa NekapCTBEHHOrO npenapara Unm ero U3rotToBrneHnst u oTnycka Ha GymaxHoOM HocuTene;

(MyHkT B pegakuun, BBeaeHHou B aencteme ¢ 1 sHeapsa 2018 roga PenepanbHbiv 3akoHoM ot 29 miong 2017 roga N 242-
d3; B pepakuun, BBeeHHon B aencteune ¢ 13 asrycta 2019 roga PenepanbHbiv 3akoHoM ot 2 asrycta 2019 rona N 297-93. -
CMm. npeapiayLwyo peaakLmio)

54) TpeboBaHue MEeOMLMHCKOW OpraHn3auum, BETEPMHAPHON OpraHM3aunn - JOKYMEHT YCTAHOBMEHHOW (DOPMbI, KOTOPbIV
BbINMCaH MeOULMHCKUM PabOTHMKOM MNK CneumanucToMm B 0bGnacty BeTEpMHApUY, UMEIOLWMMMN Ha 3TO NpaBo, U COOEPXUT B
NMCbMEHHOI hopMe yKasaHWe anTe4yHoW OpraHu3aummn unm BeETEpMHaApHON anTe4YHON opraHmM3aumnm 06 oTnycke nekapCTBEHHOMO
npenapaTta WM O ero M3roToBfeHUMn U ob oTnycke Anst obecneveHns nevyebHOro nmpouecca B MeOULMHCKON opraHvsauuu,
BETEPUHAPHOW OpraHu3aLuu;

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

55) koMnnekcHas oueHka fnekapCTBEHHOro npenapata - OLeHKa 3aperMcTpuMpoBaHHOrO IeKapCTBEHHOro npenaparta,
BKMtovatoLlasi B cebst aHanm3 nHdopmMaLumm 0 CpaBHUTENBHON KIMHUYECKOM ahpeKTUBHOCTM 1 6€30MacHOCTM NIEKapCTBEHHOIO
npenaparta, OUEHKY 3KOHOMMUYECKUX MOCMEeACTBUA €ero NPUMEHEHWs, N3ydyeHue OOMOMHUTENbHbIX NOCNEACTBUA MPUMEHEHUS
nekapcTBEHHOro npenapara B LensiX NPUHATUSA peLleHMn O BO3MOXHOCTM BKITIOYEHMS NEKapCTBEHHOrO npenapara B nepeyeHb
XMW3HEHHO HEOoBXOOUMbIX U BaXKHEMLUUX NeKapCTBEHHbIX MpenapaTtoB, HOPMAaTMBHbIE MPABOBbIE aKTbl U WHbIE AOKYMEHThI,
onpegenstoLine Nopsagok okasaHUs MeauMLUMHCKON NOMOLLIM, UMW UCKITIOYEHUS ero U3 YKa3aHHbIX NepeyHs, akToB U JOKYMEHTOB;

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

56) cmctemMa MOHUTOPUHra OBWXEHWUSI NEKAapCTBEHHbIX NpenapaTtoB AN MEOMLUHCKOro NMpuMeHeHus - degepanbHas
rocygapctBeHHas WHQOpPMaUMOHHas CUCTEMA MOHWUTOPUHIa OBWXKEHWUS NEKapCTBEHHbIX npenapaTtoB AN MeaULMHCKOro
NPUMEHEHNsT OT NPOU3BOAUTENS OO0 KOHEYHOro NoTpedbuTensi ¢ UCNofb3oBaHMEM B OTHOLLUEHWUWN FEKapCTBEHHLIX MpenapaToB
ANs MEAULMHCKOro NPUMEHEHNS CpeacTB naeHTndmkaumum.

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

MonoxeHusa ctatbn 4 HacTodAwero ®enepanbHOro 3akoHa (B pegakumm PenepansHoro 3akoHa ot 29 utong 2017 rona N
242-93) B 4acTu, kacarowenca opMmpoBaHns 1 Bbldaun peLenToB Ha NiekapCTBEHHbIE Npenapartsbl, cogepXallme HasHayYeHne
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06 ob6palLeHun nekapcTBEHHbIX CPEACTB (C u3MeHeHnsMmn Ha 4 aBrycTta 2023 roga) (pepakuusi, aencreytowas ¢ 1 ceHTabpsa 2023 Ctpanuua 13
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

HapPKOTMYECKUX CPeaCTB UMM NCUXOTPONHbLIX BELLEeCTB, B DOPMe 3MEKTPOHHbIX LOKYMEHTOB, NpumeHstoTcs ¢ 1 siHeaps 2019
roga - cM. NyHKT 2 ctatbk 4 PenepanbHoro 3akoHa ot 29 monsg 2017 rona N 242-93.

KommeHTapui K ctatbe 4

IMABA 2. NNONTHOMO4UA ®ENEPAJIbHbLIX OPFAHOBVVICI'IOVJ'IHVITEHbHOVI BINACTWU, OPTAHOB
NMCNONHUTENIbHOU BITACTU CYBBEKTOB POCCUNCKOU ®EOEPALIUU NMPU OBPALLEHUA
JIEKAPCTBEHHbIX CPEACTB

CTATbA 5. NTONHOMO4YUA GEAEPANBbHBLIX OPFTAHOB UCMNONMHUTENBHOMN BITACTU MPU OBPALLEHUMX
JIEKAPCTBEHHbIX CPEACTB

K nonHomouuam d)e,qepaanblx opraHoB MCNOMHNTENBbHOM BNacTn npu O6pa|.|.|,eHVII/I JNeKapCTBEeHHbIX CpeacTB OTHOCATCA:

1) npoBefeHue B Poccunckon degepauunm eqnHon rocyaapCTBEHHON NONUTUKN B obnacTtn obecnedeHns nekapcTBEHHbIMMU
npenapatamu rpaxgaH B Poccuinckon depepaumu;

(MyHKT B pegakuunn, BBeageHHon B aencteume ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-
®3. - Cm. NpeablayLyo peaakLmio)

2) yTBepxaeHne obwmx dapmakonemnHbix cTateln, dapMakonerHblX CTaTel, nagaHue rocyaapCTBEHHOW hapMakonewu,
cosgaHuve 1 BeaeHue peectpa apMakonenHblX cTaHAapTHbIX 06pasLoB;
(MyHkT B pegakuun, BBeageHHon B gencteme ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-

®3. - Cm. mpeaplAyLLY0 PEAAKLIMIO)

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

(MyHkT B pegakuun, BBeAeHHOW B fencteue ¢ 25 uioHs 2012 roga PenepanbHbiM 3akoHOM oT 25 mioHs 2012 rona N 93-
®3; B pegakumn, BBegeHHon B gencteue ¢ 1 nionsa 2021 roga PenepanbHbiv 3akoHoM oT 11 mtoHsa 2021 roaa N 170-3. - Cm.
OREAbIAYLLYIO PEAaKLNIO)

4) nuueH3MpoBaHMEe MPOU3BOACTBA fEeKapCTBEHHbIX CpeacTs, B TOM 4ucne degepanbHbil  rocy4apCTBEHHbIN
NNUEH3NOHHBIA  KOHTPONb [OeATEeNbHOCTU MO NPOU3BOACTBY IE€KApPCTBEHHLIX CPEACTB, MNepuogudeckoe NOATBepXAeHME
COOTBETCTBUSA INULEH3MaTa, UMEHLWEro JUUEH3NI0 Ha MpPOM3BOACTBO JIEKAPCTBEHHLIX CpPeAcTB, U dapmaueBTUYEeCKOon
OeaTenbHOCTM B COOTBETCTBMM C 3aKoHoAaTenbCcTBoM Poccuinckon ®epepaumum;

(MyHkT B pegakumn, BBegeHHon B genctane ¢ 1 mniona 2021 rona PeaepanbHbiM 3akoHom oT 11 uioHa 2021 roga N 170-
®3. - Cm. NpeablayLyo peaakumio)

5) opraHm3saumnsa aKkcnepTusbl NEKapCTBEHHbLIX CPEACTB, STUYECKOM 3KCMEPTU3bl BO3MOXHOCTM MPOBEAEHUSA KITMHUYECKOTO
nccneaoBaHUA NeKapCTBEHHOIO npenapara Ans MeauuUmMHCKOro NpMMEHEHUS!, 3KCNepTM3bl AOKYMEHTOB, NpeaCTaBNEeHHbIX AN
onpegeneHns BO3MOXXHOCTM pacCcMaTpuBaTh JIEKapCTBEHHbIV Npenapart Anst MEAULMHCKOrO NPMMEHEHUS NPU rocy4apCTBEHHOMN
perncTpaunm B Ka4ectBe opdaHHOro fiekapCTBEHHOMO Npenapara;

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

5 1) opraHusauusi npoBedeHUS KOMMIEKCHOW OLIEHKM IeKapCTBEHHOro npenaparta B LEnsxX MNPUHATUS peLUeHun o
BO3MOXXHOCTM BKIIOYEHUS FIEKApCTBEHHOro npernaparta B NepevYeHb XM3HEHHO HeOoOXOOMMbIX M BaXKHEWLIUX NeKapCTBEHHbIX
npenapaToB, HOPMaTUBHbIE NPABOBbIE aKThbl U MHblE JOKYMEHTbI, Onpeaensiiowme nopsiaok okasaHus MeauLUMHCKOW MOMOLLIM
UINN UCKIMYEHUS €r0 U3 YKa3aHHbIX NEePeYHsi, akTOB U JOKYMEHTOB;

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

6) Bbla4va paspemeHMVl Ha npoBegeHne KIMMHUYeCKnXx nccnenoBaHUn JNIeKapCTBEeHHbIX MnpenapartoB, BedeHNe peecTpa
BblOa@HHbIX paspeLueHvuZ Ha npoesefeHne KInMHN4YeCKnx nccnenoBaHUn JNIeKapCTBEHHbIX Npenaparos,;

7) rocygapctBeHHaa perncrtpaunda rnekapCTtBeHHbIX npenapaTtoB, BeAeHUe rocyaapCTBEHHOIO peecTtpa J1eKapCTBEHHbIX
CPREACTB,;
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roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

8) opraHusaums n (unu) NpoBeaeHNe MHCMEKTUPOBaHNS CyObekTOB 0bpaLleHns nekapCTBEHHbIX CPEACTB Ha COOTBETCTBUE
npasvnamMm Hagnexaiien nadbopaTopHON NPaKTUKK, NpaBuiaM Haanexawen KIMHUYECKON NPaKTUMKKW, NpaBunaM Haanexaien
NPaKTUKN XPaHEHUS M MNEPEeBO3KM JEKapPCTBEHHLIX MpenapaTtoB And MEeOMULMHCKOrO MNPUMEHEHMUS, MpaBuiam XpaHeHus
NeKapCTBEHHbIX CPeACTB AN BETEPUHAPHOIO NPUMEHEHWS, NpaBunamM Hagnexawien ancTpnbbloTOPCKOM NpakTUKN, NpaBunam
Haanexatlen anTe4yHoON NPaKkTUKK;

(MyHKT B pegakumn, BBeaeHHoM B aenctene ¢ 1 sHeapsa 2016 roga PenepanbHbiM 3akoHOM OT 22 nekabps 2014 rona N
429-93; B pegakumm, BBeaeHHoM B gencteue ¢ 1 ceHTabps 2023 roga PepepanbHbiM 3akoHOM oT 28 anpens 2023 roga N 171-
®3. - Cm. mpeaplAyLLY0 PEAAKLIMIO)

8 1) opraHuszauua u (MnM) nNpoBEeOEHWE WHCMEKTMPOBaHUS CyObeKTOB OOpalleHusl MneKkapCTBEHHbIX CpeacTB Ha
CoOTBETCTBME TpeboBaHWSAM npaBuil Haanexawen npous3BoACTBEHHOM NPaKTWMKKW, Bbldaya 3akmloyYeHW O COOTBETCTBUM
NPOu3BOANTENS NEKAPCTBEHHbIX CpeacTB TpeboBaHMAM NpaBun Hagnexallen Npon3BOACTBEHHOW NPaKTUKY;

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

8_2) ycrtaHoBneHue nopsiaka BeOeHUA W BedeHWe TOCYAapCTBEHHOro peecTpa  3akfiYeHUMW O COOTBETCTBUM
nNpou3BoANTENSA NEKAPCTBEHHbIX CPEACTB TpeboBaHNAM NpaBu Hagnexalluen Npon3BoACTBEHHON NPAKTUKMY;
(MyHkT gononHuTenbHo BKMAoYeH ¢ 1 nionsa 2015 roga ®enepanbHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-03)

9) rocyaapCTBeHHasl peructpaumsi npefenbHbiX OTMYCKHbIX LEH NpovM3BOAUTENEN Ha JeKkapCTBEHHble Mpenaparbl,
BKITHOYEHHbIE B NepeyeHb XXM3HEHHO HEOBXOAMMBIX U BaXKHEMLLMX NEKapCTBEHHbLIX NpenapaToB, U BeAeHWe rocyqapCTBEHHOMO
peecTpa npeaesbHbIX OTNYCKHbIX LEH NPOU3BOAMTENEN Ha NekapCTBEHHble npenapaTtbl, BKOYEHHbIE B NEpPeYeHb XU3HEHHO
HeobXoaNMbIX N BaXKHEWLUUX FIeKapCTBEHHbIX NpenapaTtos;

(MyHKT B pepakumun, BBegeHHon B aencteme ¢ 7 uioHsa 2019 roga PenepanbHbiM 3akoHOM 0T 6 uioHa 2019 roga N 134-93.
- CM. npeablayLwyo penakLmio)

9 1) cornacoBaHMe MNPOEKTOB PELUEHUIN OPraHOB MWCMOMHUTENbHOM Briactu cyobektoB Poccuiickon Penepaumm 06
YCTaHOBNEHUN U (UNN) UBMEHEHUW MPEAENbHbIX Pa3MEPOB OMNTOBbLIX HAA0ABOK U NpefenbHbIX pa3MepoB PO3HUYHLIX HaabaBoK
K (haKTU4YeCKUM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM MPOM3BOAMTENSIMU NEKAPCTBEHHLIX MpenapaToB, Ha fiekapCTBEHHbIe
npenapatbl, BKIHOYEHHbIE B NEpeYEHb XN3HEHHO HEOOXOAMMbIX 1 BaXKHENLLIMX NTEKAPCTBEHHbIX NPEenapaTos;

(MyHKT gononHuTenbHO BkIoYeH PenepanbHbiM 3akoHoM 0T 13 utona 2015 rona N 241-93)

10) Bblg@ya, YCTaAHOBMNEHME Mopsiaka BblAayn paspelleHusi Ha BBO3 KOHKPETHOMW MapTUKM NeKapCTBEHHOro cpeacTsa B
Poccuiickyto ®egepaunio;

(MyHkT B pegakuuun, BeegeHHon B aenctene ¢ 13 asrycta 2019 roga ®enepanbHbiv 3akoHoM OT 2 asrycta 2019 rona N
297-®3. - CMm. NpeaplayLLyo peaaKLmio)

10_1) Bblgaya, ycTaHoBreHue rnopsigka Bblgauv M GoOpMbl JOKYMEHTa, KOTOpbI NOATBEpXAaeT, YTO MNpOouM3BOACTBO
nekapCTBEHHOro npenapata Ans MeauUMHCKOTO MPUMEHEHUS OCYLLECTBIIEHO B COOTBETCTBMM C TpeGoBaHUSIMM MpaBun
Haganexallen NpoM3BOACTBEHHON MPaKTUKN UMK YTO SleKapCTBEHHbIM Npenapart Ansi BETEPUHAPHOro NPUMEHEHUsT OONYLUEH K
ob6paleHuto B Poccuickort degepaumun, M noanexuT NpeacTaBneHnto no TpeboBaHMIo YNONHOMOYEHHOrO opraHa CTpaHbl, B
KOTOPYIO BBO3UTCS JNIEKapCTBEHHbIN Npenapar;

(MyHKT pgononHuTenbHO BkodeH ¢ 1 mionsa 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabps 2014 roga N 429-93; B
penakumu, BBegeHHon B genicteue ¢ 13 aBrycta 2019 roga ®enepanbHbiv 3akoHoM OT 2 aBrycta 2019 roga N 297-93. - Cwm.
NREeAbIAYLLYI0 PefaKLMio)

10_2) Bblgaya, yCTaHOBNEeHWe nopsaka Bblgadn U OpMbl  OOKYMEHTa, codepkallero CBedeHMst O  CTaausx
TEXHOMOrM4eCcKoro npouecca Npou3BoACTBa feKapCTBEHHOrO cpeacTea Ans MeAULMHCKOro NpUMEHEeHNs, OCyLecTBNsSEeMbIX Ha
Tepputopun EBpasninckoro 9KOHOMUYECKOro Cot3a;

(MyHkT gononHuTensHo BkntoveH ¢ 1 mona 2015 rona PenepanbHbiM 3akoHOM OT 22 fnekabpa 2014 rona N 429-03; B
pefakuuu, BBeAeHHoW B AericTBne PenepanbHbiv 3akoHoM oT 13 monsa 2015 rona N 241-03. - CM. npeabiayLLyio peaakLu)

11) co3gaHune COBETOB MO BONpocaM, CBsI3aHHbIM ¢ 0OpaLleHMeM NeKapCTBEHHbIX CPEACTB;
12) atTectauusa n ceptudukaumns cneLmanmcTos;
13) nyHkT yTpatMn cuny ¢ 1 ceHTAbps 2013 ropa - PenepanbHbin 3akoH oT 2 utona 2013 roga N 185-9d3 - cwm.

NReAbIAyLLYo peaakLmio;
14) ocywiectBneHne papmakoHaasopa;
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06 ob6palLeHun nekapcTBEHHbIX CPEACTB (C u3MeHeHnsMmn Ha 4 aBrycTta 2023 roga) (pepakuusi, aencreytowas ¢ 1 ceHTabpsa 2023 Ctpanuua 15
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

(MyHkT B pegakuunn, BBeaeHHon B aencteue ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-
@3. - Cm. npeablayLyo peaakLuo)

15) yyacTne B MexayHapogHOM COTPYOHUYECTBE;

16) nonyyeHne Mo 3anpocaM YMNONHOMOYEHHOro hefdepanbHOro opraHa WCMOMHUTENBHOM BRactT OT  OpraHoB
MCMOMHUTENBHOM BriacTu cybbekToB Poccuiickoit defepaumu, a Takke oT CyObeKToB 06palleHns IeKapCTBEHHbIX CpeacTB Ans

MELMLMHCKOIrO NpMMEHEHNs1 MHOPMaLMM Mo BOMNPOCaM YCTaHOBMEHUS U NPUMEHEHNS LEH Ha NEKapCTBEHHbIE Npenaparbl 1
HaabaBoOK K HUM;

17) npumeHeHne Mep OTBETCTBEHHOCTU 3a HapyLleHne 3akoHoaaTtenscTea Poccuiickon depepauuuy;

18) yTBEpxaeHUe npaBun Hagnexatllen nadbopaTtopHON NPaKTUKW, NPaBUN Hagnexallen KIMHUYECKON NPaKTUKKU, NpaBun
Hagnexallen npou3BOACTBEHHOM MpaKTUKM, NpaBUN Haanexawen npakTUKM XpaHeHUss U NepeBO3KM JeKapCTBEHHbIX
npenapaTtoB ANS MeOULNHCKOro NPUMEHEHWs, NpaBun XpaHeHUs NeKapCTBEHHbIX CpeacTB Afsl BETEPUHAPHOIO NMPUMEHEHMS,
npaBvMn Haanexawen OUCTPUOBLIOTOPCKOM MpakTUKM, NpaBuMn Hagnexalwen anTeYyHOW NpakTUKWM, NpaBuil Haanexaien
npakTukn hapMakoHaa3opa fekapcTBEHHbIX NpenapaToB AN MeAULMHCKOrO NPUMEHEHUS;

(MyHKT gononHuTenbHo BkNtoveH ¢ 1 uiona 2015 roga PenepansbHbiM 3akoHOM OT 22 aekabpa 2014 rona N 429-93; B
pefakumu, BBeaeHHon B gencteue ¢ 1 ceHTabps 2023 roga PenepansHbiM 3akoHom oT 28 anpens 2023 roga N 171-93. - Cwm.
OReAbIAYLLYI0 PeAaKLMIo)

19) ycrtaHoBneHne nopsigka opMMpOBaHUA PErMCTPALMOHHOIO OOCbE Ha NeKapCTBEHHbLIN npenapaT u TpeboBaHui K
[OKYMeHTaM B €ro COCTaBe;
(MyHKT gononHUTENbHO BKNtoYeH ¢ 1 nona 2015 roga PenepanbHbiM 3akoHOM OT 22 nekabps 2014 roga N 429-93)

20) yTBepxaeHue npaBuil pauuoHanbHOro BblibOopa HauMEeHOBaHMIM NeKapCTBEHHbIX MNpenapaToB Ans MeAULMHCKOro
NMPUMEHEHNS;
(MyHkT gononHuTensHO BkNtoyeH ¢ 1 uions 2015 roga ®enepaneHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-93)

21) yTBEpXXAEHNE NEPEYHS HAaMMEHOBaHUI NeKapCTBEHHbIX OPM;
(MyHkT gononHuTensHO BkNtoYeH ¢ 1 uons 2015 roga ®enepaneHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-93)

22) NyHKT, ONONHUTENBLHO BKIoYeH ¢ 1 mnionsa 2015 roga PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-03;
yTpatun cuny ¢ 1 mapta 2020 roga - PeaepanbHbii 3akoH OT 27 nekabpa 2019 rona N 475-03 - cm. NpeablayLLyo peaakLuio;

23) yTBepxaneHume Tpe6OBaHI/Il7I K MUHCTPYKUMN NO MEONLIMHCKOMY NPUMEHEHUIO NTeKapCTBEHHbIX NpenapaToB U K MHCTPYKUUN
Nno BeTeEPMHApPHOMY NPUMEHEHUIO NeKapCTBEHHbIX Npenapartos;

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

24) npuHATME peLleHun, ABMSAILWUXCA OCHOBaHWSMU ONSA BKMAYEHUS OOMEHHbIX MMeH W (Mnu) ykasatenen cTpaHul
canTtoB B WHOPMALMOHHO-TENIEKOMMYHUKALMOHHOM ceTu  "MIHTepHeT", a Takke CeTeBblX aApecoB B €4uHYH
aBTOMaTU3MPOBaHHYD MHGOPMAUNOHHYD cuctemy "EOWHBIA peecTp OOMEHHbIX WMEH, yKkasaTternen CTpaHuy, CanuToB B
MHGOPMALMOHHO-TENEKOMMYHUKALNOHHON ceTu "MIHTepHeT" n ceTeBbiX aapecoB, NO3BOMSALWNX naeHTMduUMpoBaTb CanTbl B
MHGOPMALNOHHO-TENEKOMMYHUKAUNMOHHON ceTn "MHTepHeT", cogepxawue uHGOopMauuio, pacnpocTpaHeHue KOTopou B
Poccunckon depepaummn 3anpelleHo”, B OTHOLWEHUN MHGOPMauuKW, copepXaller NpeanoXeHue O PO3HUMYHOW TOproerne
nekapcTBeHHbIMU NpenapaTaMmu, B TOM YUCME OUCTAHLUOHHBIM CNocobOM, PO3HMYHAs TOProBrisi KOTOPbIMU OrpaHUYeHa unm
3anpelleHa B COOTBETCTBMU C Hactosiwum depepanbHbiM 3aKOHOM, M (UNn) MHGOpPMaUUW, codepxallen NpeanoxeHue o
PO3HUYHOW TOProBrie feKapCTBEHHbIMKU Npenaparamu, B TOM YUCIe AWCTAHUMOHHBIM Cnocobom, nuuamu, He VMELMMU
NUUEH3NM 1 paspeLleHnss Ha OCyLLEeCTBNEHE TakoW AeaTeNbHOCTU, eCrv NonyyYeHne NMUeH3umn 1 paspeLleHus npeaycMoTpeHo
3aKoHO4aTENbLCTBOM 006 0OpaLLeHNM NeKapCTBEHHbIX CPEACTB;

(MyHkT gononHuTenbHo BktodeH ¢ 1 uiona 2015 roga PenepansbHbiM 3akoHOM OT 22 aekabpa 2014 rona N 429-93; B
pegakumu, BBegeHHon B gencteue PeaepanbHbiv 3akoHoM oT 3 anpend 2020 roaa N 105-93. - Cm. npeablayLlyo peaakLuio)

25) Bblgava paspeLleHnii Ha BBOA B rpaXkaaHCcKuii 060poT MMMYHOOMONOrMYeckUX NeKkapCcTBEHHbIX NpenapaTos.
(MyHKT gononHUTENbHO BKMAOYEH ¢ 29 HOAGpA 2019 roga PenepanbHbiM 3akoHOM OT 28 HoA6ps 2018 rona N 449-93)
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KomMmmeHTapui K ctatbe 5

CTATbA 5_1. NEPEOAYA OCYLLECTBJIEHUA NONMMHOMOYUW ®EQEPATIbHbLIX OPFTAHOB
UCNONHUTENBbHOM BITIACTU NPU OBPALLIEHUN NEKAPCTBEHHbIX CPEACTB OPTAHAM
MCNONHUTENbHOWU BITACTU CYBBEKTOB POCCUNCKOU PEONEPALIUN

MonHoMouMst  doedepanbHbIX  OpraHOB  UCMOMHUTENBbHOM  BRactM npu  obpalieHun NEeKapCTBEHHbIX  CPeacTs,
npeaycMOTpeHHbIE HacTosAWmMM PefepanbHbIM 3aKOHOM, MOTYT NepeaaBaTbCs A5 OCYLECTBIEHNSA opraHam UCMOMHUTENBHON
Bnactm cyobektoB Poccuiickon ®egepaumm noctaHoBneHusmn [lpaButensctBa Poccuiickon Pepepauum B nopsgke,
ycTaHoBneHHoM PeaepanbHbiM _ 3akoHOM 0T 6 okTabpa 1999 roma N 184-03 "O6 ob6wumx npuvHUMnax opraHvsauuun
3aKoHoAaTeNbHbIX (MPeaCcTaBUTENbHBLIX)_ U UCNOMHUTENbHbLIX OPraHOB TrOCYAAapCTBEHHOW BRactu cyobekToB Poccuiickon
Penepauun”.

(CtaTtbsa gononHuTeNbHO BkMoveHa ¢ 24 uons 2015 roga ®enepanbHeiM 3akoHom ot 13 miong 2015 rona N 233-93)

KommeHTapum k ctatbe 5 1

CTATbA 6. NTONHOMOYNA OPFAHOB UCMONMHUTENBHOW BITACTU CYEBEKTA POCCUACKOW
®EOEPALIMU NPU OBPALLEHUU NNEKAPCTBEHHbIX CPEACTB

K nonHomMoumsM opraHoB MCMONHUTENbHOW BriacTn cybbekta Poccuiickon ®epepauum npy obpalleHun nekapcTBEHHbIX
CpencTB OTHOCATCS:

1) pa3pa60TKa N peann3aumnda permoHarnbHbIX MporpamMmmv obecneyeHuss HaceneHus J1eKapCTBEHHbIMU MNMpenapaTtamMu;

2) yCTaHOBNEeHne npenerbHbiX pa3MepoB ONTOBbIX Han6aBok WU npenenbHbIX pa3mMepoB PO3HUYHbIX Han6aBoK K
(*)aKTI/I‘-IeCKVIM OTNYCKHbIM LUeHaM, YCTaHOBJIEHHbIM MPOU3BOAUTENAMN JEKapCTBEHHbLIX MNpenapaTtoB, Ha JeKapCTBEHHbIe
npenaparbl, BKIO4YEHHbIE B NepevyeHb XN3HEeHHO HeOBXOAMMBIX 1 BaXKHENLLNX NeKapCTBEHHbIX Npenapartos;

3) OCyLLeCTBMEeHNe perMoHanbHOro rocyaapCTBEHHOrO KOHTPONS 3a NPUMEHEHVWEM LiEH Ha NeKapCTBEHHbIE Mpenaparhbl,
BKIMIOYEHHbIE B MEPEYEHb XU3HEHHO HEOOXOAMMbBIX U BaXKHEWLLMX FleKapCTBEHHbIX MpenapaTtoB, OpraHuM3auMsMuM ONTOBOWN
TOProBNWN NEKapPCTBEHHbIMU CpeaCcTBaMM, anTEYHbIMU OpraHM3auusamMn, UHOANBMAYanbHbLIMU NPEANPUHUMATENSAMU, UMEKOLLUMMN
NUUEH3NID Ha  dapMaueBTUYECKYIO  OEeATENbHOCTb, MEOMUMHCKAMW  OpraHu3aumsMn, UMELWMMU  JIMUEH3NI  Ha
dapmMaLeBTMYECKYIO OEeATENbHOCTb, M UX 0060CO6NEeHHbIMM nogpasaeneHusmmu  (ambynatopusmuy, enbawepckumm 1
denbalepcko-akyLepCckuMmn — NyHKTamKn,  LeHTpamu  (OTaeneHusmu) obwen  BpadyebHOM  (CeMENHOW)  NpaKkTuKW),
pacnonoXeHHbIMU B CEMNbCKMX HACENEHHbIX MyHKTaX, B KOTOPbIX OTCYTCTBYHOT anTe4YHble OpraHn3aumm;

(MyHKT B pegakuun, BBeAeHHOW B Aenctaume ¢ 25 noHsa 2012 rona PenepanbHbiM 3akoHOM OT 25 uoHa 2012 rona N 93-
®3; B pegakumm, BBegeHHon B aevicteue ¢ 1 mapta 2020 roga PenepanbHbiM 3akoHOM oT 27 Aekabps 2019 roga N 475-93. -
CMm. npeaplayLLyio peaakLmio)

4) npuHATHE pelleHust 06 Mcnonb3oBaHUM Ha Tepputopun cybbekTa Poccuiickon Pepepauum Hapsgy € pelentamu Ha
nekapcTBeHHble npenapatbl, OMOPMIEHHbIMU Ha OyMaXHOM HOCWUTEene, peLenToB Ha IeKapCTBEHHble npenaparhbl,
chopMmpoBaHHbIX B (hopMe 3NEKTPOHHbBIX AOKYMEHTOB.

(MyHKT gononHuTenbHO BKMoYeH ¢ 1 aHBapsa 2018 roga ®enepansHbiM 3akoHoM OT 29 miona 2017 rona N 242-93)

MonoxeHusa ctatbn 6 HacTodwero ®eaepanbHOro 3akoHa (B pegakumm PenepansHoro 3akoHa ot 29 wuong 2017 rona N
242-93) B 4acTu, KacatoLLencs (hopMnMpoBaHUA 1 BblAauu peLenToB Ha NekapcTBeHHbIE Npenaparsl, CoaepXaliue HasHavyeHne
HapKOTUYECKNX CPEACTB MM MCUXOTPOMHBLIX BELLECTB, B (POPME 3MEKTPOHHbLIX AOKYMEHTOB, npuMeHstoTes ¢ 1 axsaps 2019
roga - cM. NyHKT 2 ctatbu 4 PefepanbHOro 3akoHa ot 29 monsa 2017 roaa N 242-93.

KommeHTapui k ctatbe 6

MABA 3. TOCYOAPCTBEHHASA ®APMAKOINEA
CTATbA 7. PASPABOTKA U U3OAHUE NOCYOAPCTBEHHOW ®APMAKOMNEW, PASMELLEHUE JAHHbIX O HEN
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06 ob6palLeHun nekapcTBEHHbIX CPEACTB (C u3MeHeHnsMmn Ha 4 aBrycTta 2023 roga) (pepakuusi, aencreytowas ¢ 1 ceHTabpsa 2023 Ctpanuua 17
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

1. MNopg rocyaapcTBeHHON hapMmakoneer NOHMMAETCS CBOA 06LLMX hapMakonenHbix cTaTen n oapmMakonerHbIX CTaTen.

2. PaspaboTtka oOWux dhapmakonerHbix ctaten n dapMakonenHblX cTaTeil, B TOM 4yMcne dapmMakonenHbix ctaTteil Ha
dapmakonerHble cTaHAapTHble obpasubl, U BKIOYEHME UX B rocy4apCTBEHHYIO papMakoner OCyLLeCTBNATCA B NOPSAKe,
YCTaHOBNEHHOM YMNOMHOMOYEHHbIM dhefeparibHbIM OpraHOM UCMONHUTENBLHOW BnacTu.

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

3. PaspaboTka hapmakonenHon ctatbm Ha pedepeHTHbIN NIEKapPCTBEHHbIV Npenapart 1 BKNOYEHNE ee B roCy4apCTBEHHYIO
hapmakonel B Te4YeHMe Cpoka AeNCTBUSI 3aLLMTbl UCKIOYUTENBHOIO NpaBa, Y4OCTOBEPEHHOTO MaTEHTOM Ha pedepeHTHbIN
neKkapCTBEHHbIV Npenapart, OCyLLECTBISKTCSA C cornacus ero paspabortyvka.

(YacTtb B pegakuuun, BBegeHHom B aencrtene ¢ 1 nonsa 2015 roga PegepanbHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-
®3. - Cm. mpeapiayLwLyo PeAaKLnio)

4. NocynapcTBeHHasn hapMakones n3gaeTcsa YNorHOMOYEHHbIM dhegepanbHbiM OpraHoM MCMOMHUTENBHOW BnacTu 3a cyeT
cpencTB henepanbHOro GoaxXeTa 1 NOANEXNUT NePeEN3faHnsM He pexe YeM OOUH pas B NATb FET, B Nepuom MexXay KOTopbIMu
W30alTCs MNPUMOXEHUS K rOCydapCTBEHHOM dpapmakonee, copepxawme obwme ¢apmakoneriHble cTatby W (Unu)
dhapmakonerHble cTaTby, yTBEPXKAEHHbIE NOCHe U30aHUSa Uy nepensaaHns rocygapcTBeHHON hbapmakonen.

5. YnonHomou4eHHbI cheaepanbHbI OpraH UCMOMHUTENBHOWN BracTy pasmellaeT AaHHble O rocyaapcTBEHHON hapmakonee
N NPUNOXEHUSX K HEW Ha cBoeM oduumansHOM canTte B ceTh "MIHTepHeT" B yCTAHOBNEHHOM UM nopsake.

KommeHTapui K ctatbe 7

IMABA 4. NIULIEH3MPOBAHWE NPOU3BOACTBA NNEKAPCTBEHHbLIX CPEACTB U ®APMALIEBTUYECKOW
AEATEINNbHOCTHU, TOCYOAPCTBEHHbLIUN KOHTPOJIb (HAA30P) B CPEPE OBPALLEHUA NEKAPCTBEHHbIX
CPEAOCTB

(HaumeHoBaHue B pegakuun, BBeaeHHon B aencteume ¢ 1 nona 2021 roga PeaepanbHbiM 3akoHom oT 11 mioHa 2021 rona N
170-93. - CM. NpeabIAyLLYI0 PDEAAKLIMIO)

CTATbA 8. MIMUEH3UPOBAHUE NPOU3BOACTBA JIEKAPCTBEHHbIX CPEQCTB U ®APMALIEBTUYECKOW
AEATENIbHOCTH

1. JluueHsnpoBaHve Npou3BOACTBa NeKapCTBEHHbIX CPeACTB M dpapMaLleBTUYECKOW OeATerbHOCTU OCYLLUEeCTBNSAETCS B
COOTBETCTBUM C 3aKoHoAaTenbLCcTBOM Poccuiickon egepauun.

2. Obsa3aTenbHbIM ycnosmemMm npenoctaBneHnda JMUeH3Mn Ha Npou3BOACTBO JieKapCTBEHHbIX CpeacTtB dABndeTcA
npunoXeHmne K 3adBreHUt0 couckartend JMUeH3nn nepevyHda neKapCTBEeHHbIX (*)OpM n (VIJ'II/I) B1OOB (*)apMaLl,eBTI/I‘-IeCKVIX
CyGCTaHLlMVI, KOTOpble npon3BoaunTenb NekapCTBEHHbIX CpeaCcTB HaMepeH Npon3BoAnTb.

3. B cnyyae HeobxoaMMOCTU pacLUMpeHnsi NPOM3BOACTBA JIEKAapCTBEHHbLIX CPEACTB 3a CHET HOBbIX JIEKAPCTBEHHbIX (OOPM U
BUAOB (papMaLeBTUYECKNX CyOCTaHUuii Npon3BoanTESb NEKAPCTBEHHbLIX CPEACTB AOSMKEH MoAaTh B FIULEH3MPYHOLWMIA opraH
3asiBfieHNe O BHECEHUN N3MEHEHMWI B PEECTP NIMLEH3UI HA NPOU3BOACTBO fIeKapCTBEHHbIX CPEACTB.

(Yactb B pegakuun, BeegeHHon B aencteme ¢ 13 aBrycta 2019 roga ®eanepanbHbiM 3akoHoM oT 2 asrycta 2019 roaa N
297-03; B pepakumm, BBegeHHom B gencteme ¢ 1 mapta 2022 rona ®enepanbHbiv 3akoHoM OT 11 mtoHsa 2021 roga N 170-93. -
CM. NpeablAyLLYIo peaakLmio)

4. JlnueHsusa Ha Npou3BOACTBO JIEKAPCTBEHHbIX CPEACTB (hapmaueBTUYECKOM CyOCTaHUuK cnvpTa STUIOBOro (3TaHona)
BblJAETCA NPWU YCMOBUM Hamnuuus y OpraHm3auum Ha npaBe COOCTBEHHOCTU, XO3AWCTBEHHOrO BEOEHUS UMK OMepaTUBHOMO
yrnpaBrneHnsi OCHOBHOIO TEXHOIOrMYeckoro obopyaoBaHUs Ansi NMPOU3BOACTBA 3TMITOBOrO CMUPTA, 3aperMcTpupoBaHHOMO B
cooTBeTCcTBUM CcO cTaTben 14 1 PepepanbHoro 3akoHa oT 22 Hos6pa 1995 roga N 171-d3 "O rocynapcTBEHHOM
perynvMpoBaHnM MPOM3BOACTBA M 06OpoTa 3TUMOBOIO COMPTA, ankoronbHOW W COMPTOCOAepXallen npoaykumv v ob
orpaHuveHun noTpebnenns (pacnuTrsa) ankoronbHOW NROAYKLUMK".

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

KommeHTapui k ctatbe 8
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06 ob6palLeHun nekapcTBEHHbIX CPEACTB (C u3MeHeHnsMmn Ha 4 aBrycTta 2023 roga) (pepakuusi, aencreytowas ¢ 1 ceHTabpsa 2023 Ctpanuua 18
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

CTATbA 8_1. OCOBEHHOCTU NULIEH3UPOBAHUA NMPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB
(PAPMALIEBTUYECKOU CYBCTAHLUNU CIMTUPTA 3TUITOBOIO (3TAHOIJA)

1. Jenctsne n1UEH3NN Ha NPON3BOACTBO JIEKAPCTBEHHbIX CPEACTB (hapmaueBTU4ECKOM cybCcTaHumMn cnmpTa 3TUOBOrO
(aTaHoOna) npuocTaHaBnMBaeTCs B YacTW MpaBa Ha NPOM3BOACTBO (hapMaueBTUYeCKoW cybcTaHuuMm crnupta 3TUNOBOMO
(aTaHona) NUUEH3NpYLWLMM OpraHoM B Criyydasx, onpeaeneHHblx ctatben 20 ®enepanbHoro 3akoHa ot 4 mas 2011 roga N 99-
D3 "O nuLieH3MpoBaHMK OTAENbHLIX BUAOB AEATENBHOCTM", a TakkKe Ha CPOK MPUOCTAHOBMEHMS OENCTBUS JNMLEH3UN Ha
npon3BOACTBO 3TUMOBOIO CNMpTa AN NpoM3BoacTBa chapMaLeBTuyeckon cybcTaHumm cnmpTa STUNoBoro (3taHona), BblAaHHOW
B cooTBeTCcTBUM C PenepanbHbiM 3akoHOM OT 22 Hosabpa 1995 roma N 171-®3 "O rocynapCTBEHHOM pErynavupoBaHUK
npounsBoacTBa 1 06opoTa 3TUAOBOIO CNMPTA, ankoronbHOM U CNMPTOCOAeRXallen NPoayKUMM 1 06 orpaHMYeHnn noTpedbnenns
(pacnuTuns)_ankoronbHoOWM NRoOAYKLIMK".

2. [lenctBMe NULEH3MM Ha NPOM3BOACTBO NEKApCTBEHHbIX CPeAcTB (hapmaueBTuyeckon cybCcTaHummM cnvpTa 3TUIOBOIO
(aTaHona) B YactTu npaBa Ha MPOWM3BOACTBO (papmaueBTMYEecKOn cybCTaHUMM cnvMpTa 3TUIOBOIO (3TaHoma) npekpallaercs
NUUEH3MPYIOLLUM OpraHoM B crydvasXx, onpegeneHHbix ctatben 20 PenepansHoro 3akoHa ot 4 maga 2011 roga N 99-03 "O
NVLIEH3VPOBAaHNW OTAENbHbBIX BUAOB AEATENBHOCTU", a Takke C AaTbl NPEKPaLLEHUs UNN aHHYNMPOBaHUS OENCTBUS NULEH3UN
Ha NpoOM3BOACTBO JTWUMOBOrO ChMpTa Ans MNpou3BoAcTBa (papMaleBTUYecKoW cybCcTaHumMM cnmpTa STUINOBOrO (3TaHona),
BblJaHHOW B coOTBETCTBUN ¢ PeaepanbHbiM 3akoHOM 0T 22 Hoa6psa 1995 rona N 171-93 "O rocynapCTBEHHOM PerynvpoBaHum
npom3BoACTBa U 060POTa ITUNOBOIO CAMPTA, aNKOrofbHOW U CNMPTOCOAERXKALLEN NPOAYKLNN U 06 orpaHMyeHur noTpebneHms
(pacnuTung)_ankoronbHOW NRoAYKLnN".

(CtaTtbsa gononHuTenbHO BKMtoveHa ¢ 29 aekabps 2020 rona PenepanbHbiv 3akoHOM oT 27 Aekabps 2019 rona N 481-93)

CTATbA 8_2. OCOBEHHOCTU NULIEH3UPOBAHUA ®APMALEEBTUYECKOW OEATENBHOCTU B YACTU
OCYLWECTBJIEHUA ONTOBOU TOPIrOBJIN JIEKAPCTBEHHBIMUA CPEACTBAMU

1. [eiictBne nuueHann Ha apmaueBTUYECKYD [OeATenbHOCTb B YacTU  OCYLUECTBIIEHMSI OMTOBOW TOProBmu
NeKkapcTBEHHbIMW CcpeacTBaMuM AS19 MeOUUMHCKOTO MPUMEHEHUsT MpeKkpallaeTcs JfMLEH3VMPYOLWMM OpraHoM B cry4asx,
onpegeneHHbix cratben 20 PenepancHoro 3akoHa oT 4 maga 2011 roga N 99-03 "O nuvueH3npoBaHUW OTAENbHbIX BUAOB
AeATenbHOCTA", a TakkKe MO PEeLLEHMNI0 NIULIEH3MPYIOLLEro OpraHa, MPUHATOMY B COOTBETCTBMM C HacTosLLen YacTbio. B cnydvae
BbISIBNEHNSA NpU OCYLLEeCTBMNEHUN heaeparnbHOro rocy4apCTBEHHOIO KOHTpons (Hagaopa) B cdhepe obpalleHnsi nekapCTBeHHbIX
CPEACTB HapylUeHUs opraHu3auMen ONTOBOW TOProBMnM NeKapCTBEHHbIMUM cpeacTBamm TpeboBaHmm Yacten 1-3 crtatbu 53
HacTosulero PenepanbHOrO 3akoHa AEWCTBME NULEH3UW Ha hapmaueBTUYECKYD OeATeNnbHOCTb B 4acTU OCYLLECTBMEHUs
OMNTOBOW TOPFrOBMN NEKAPCTBEHHLIMW CPEACcTBaMU A1 MEAULMHCKOrO NPUMEHEHUS MPUOCTaHaBNUBAETCS B TEYEHUE OEeCATU
pabounx OHeN co OHSA BbISIBNEHWUS yKa3aHHOro HapylleHusi. [eicTBue NULEH3MU Ha (apMaueBTUYHECKYHD OESTENbHOCTb B
YacTW  OCYLUECTBMEHMSI  OMTOBOW  TOPrOBMM  NEKApCTBEHHbIMWM  cpeacTBamMy ANl MEOWULMHCKOrO  MPUMEHEHUsI
NPUOCTaHaBMMBAETCS Ha CPOK, KOTOPbIA ONpeaensieTcss NULEH3NPYOWMM opraHoM (HO He MeHee YeM Ha oauH Mecsil), no
NCTEYEHMN KOTOPOrO AENCTBUE AAHHOW NULEH3MUN NOANEXUT NPeKpaLLeHNo Ha OCHOBaAHUN PELLEHUS MULEH3NPYIOLLENO OpraHa,
3a MCKIOYEHNEM crnyYasi, yKkasaHHOro B YacTu 2 HACTOSILLEN CTaTby.

2. [eiictBne nuueH3nM Ha ¢apmaleBTUYECKYl0 [eATENbHOCTb B YaCTW  OCYLUECTBIEHUS OMNTOBOW TOProBmu
NeKkapCcTBEHHbIMU CpeAcTBaMU ANst MEOMLUUHCKOTO MNPUMEHEHUs, OENCTBME KOTOPOW MPUOCTAHOBMEHO B COOTBETCTBUMM C
yacTblo 1 HacTosUlen cTaTbu, NOAMNEXMT BO30OOHOBMEHWUIO B Cry4vae, ecnu B Mepuop NPUOCTAHOBIIEHUS OENCTBUSA OaHHOW
NVLEH3MM B pamMkax JocyaebHoro o6anoBaHUs pelleHue KOHTPOMNbHOrO (HaA30pHOro) opraHa B 4acTu BbISIBNEHHOIO
HapyLleHus TpeboBaHui YacTen 1-3 cTatbun 53 HacTosulero PenepanbHOro 3akoHa OTMEHeEHO. B yka3aHHOM criyyae Aelncteue
NMLEH3MM Ha hapMaLEeBTUYECKYIO OeATENbHOCTb B YacTW OCYLLECTBIEHMUS ONTOBOW TOProBMNM JIEKAPCTBEHHLIMU CPEACTBaMMU
AN MeaNUMHCKOro NpuMeHeHus BO30OHOBMSIETCS He No3gHee ogHOro pabovero AHS CO AHS OTMEHbI PeLlEHUss KOHTPOMbHOIO
(Haa3opHOro) opraHa.

(Ctatbsa gononHuTenbHo BktodeHa ¢ 1 ceHTabpa 2023 roga PenepansbHbiM 3akoHoM OT 4 aBrycta 2023 roga N 428-93)

CTATbSA 9. FTOCYOAPCTBEHHbIA KOHTPOJb (HAA30P) B C®EPE OBPALLEHUA NEKAPCTBEHHbIX
CPEACTB

1. TocygapcTBEHHbIN KOHTPOMb (Hag3op) B cdepe obpalleHns nekapCTBEHHbIX CPeacTB OCYLLECTBNSETCS NOCPEACTBOM
hegepanbHOro rocyapcTBEHHOMO KOHTPOMs (Haasopa) B cdpepe 0b6palleHns NekapCTBEHHbLIX CPeacTB U dhedeparnbHOro
rocy0apCTBEHHOTO NULUEH3MOHHOTO KOHTPONS OEATENbHOCTU MO MPOWM3BOACTBY JEKAPCTBEHHBLIX CPEACTB, OCYLLECTBMSEMbIX
denepanbHbIMK OpraHaMu UCMONTHUTENbHOW BRiacTu, yNnoniHOMoYeHHbIMU [NpaButenbctBoM Poccuiickon ®egepaumn.
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06 ob6palLeHun nekapcTBEHHbIX CPEACTB (C u3MeHeHnsMmn Ha 4 aBrycTta 2023 roga) (pepakuusi, aencreytowas ¢ 1 ceHTabpsa 2023 Ctpanuua 19
roga)
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2. lMNMpeomeTom hegepanbHOro rocygapCcTBEHHOMO KOHTponsa (Haasopa) B cdepe obpalleHus nekapCTBEHHbIX CpeacTB
ABNSATCS:

1) cobnitogeHne obasatenbHbix TpeboBaHUn B cchepe obpalleHns NeKapCTBEHHbBIX CPEACTB, B TOM YMCHE:

a) TpeboBaHWn K [OKMUHUYECKMM WCCIEOOBaHWSIM  JIeKapCTBEHHbIX CPEACTB, KMUMHUYECKUM  WUCCREQOBaHUAM
neKapCTBEHHbIX NpenapaToB, U3rOTOBIIEHNIO, XpPaHeHWIo, NepeBo3ke, BBO3y B Poccuiickyto degepaumio, OTNycKy, peanvsauum,
nepenave, NpofdaXe NEeKapCTBEHHbIX CPEACTB, MPUMEHEHWI0 NeKapCTBEHHbIX MpenapaToB, YHUYTOXEHWUIO IEeKapCTBEHHbIX
CPeacTB, YCTaHOBEHUIO MPOU3BOAUTENSIMUA NEKAPCTBEHHbIX NPEnapaToB LEH Ha NeKapCTBEHHbIE Npenaparsl, BKIOYEHHbIE B
nepeYeHb XU3HEHHO HEOBXOANMbIX U BaXXHENLIMX NIEKapCTBEHHbIX NpenapaTos;

6) TpeﬁOBaHI/IVI K COOTBETCTBUIKO JI€EKApCTBEHHbIX CpeacTtB, HaxogdawWuxcAa B o6pau.|,eH|/w|, nokasartendamMm KadecTBa,
Sqi)d)eKTl/lBHOCTI/I n 6930I'IaCHOCTVI, YCTaHOBJIE€HHbIM B COOTBETCTBUN C HACTOALLNM CDep,epaanblM 3aKOHOM;

B) TpeboBaHWiA K cobnogeHuto cybbekTamm obpalleHnst NeKapCTBEHHbIX CPeacTB, YKas3aHHbIX B Yactu 1 crtatbu 67_1
HacTosuero PenepanbHOro 3akoHa, orpaHUYEHNn, Hanaraembix ctatbamm 67_1 n 67_2 HacTosuwero PegepanbHOro 3akoHa;

2) cobntogeHve nNMUEH3NOHHbIX TpeboBaHMIM K OCYLLECTBEHUIO hapMaLleBTUYECKON AeATENbHOCTY;

3) cobniopgeHne TpeboBaHUM K MpegocTaBneHuio cyObekTamu obpalleHns NeKapCTBEHHbIX CPEACTB WMHopMaumm o
NeKapCTBEHHbIX CpeacTBax M (UNKN) NEeKapCTBEHHbLIX Npenaparax, npegycMoTpeHHon ctatbamu 9 1, 52 1 n 64 HacTosulero
denepanbHOro 3akoHa;

4) cobniogeHve npegycMOTpeHHbIX cratben 55 1 Hactosulero denepanbHOro 3akoHa TpeboBaHUM K NpoBeAeHUto
3KCMEPUMEHTa MO OCYLLUECTBIIEHUIO PO3HUYHOW TOProOBNM feKapCTBEHHBLIMU MpenapaTaMmn Ans MeAULUHCKOrO NpUMEHEHUS,
OTnycKaembIMU MO pPeLenTy Ha fiekapCTBEHHbIN Npenapart, QUCTaHLMOHHBIM CrIocoGoM.

(MyHKT gononHuTensHO BkNtoYeH ¢ 1 mapTta 2023 roga PenepanbHbiM 3akoHOM OT 20 okTabps 2022 rona N 405-93)

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

3. Mpwu ocywecteneHMn cenepanbHOro rocygapCTBEHHONO KOHTpons (Hagsopa) B cdepe obpalleHusi NeKapCTBEHHbIX
CpeacTB NpoBOASTCH crefytoLme Buabl KOHTPOSbHbIX (HaA30PHbIX) MEPOMNPUSTUIA

1) LokyMeHTapHasi NpoBepKa;

2) Bble3aHasi NpoBepKa;

3) BbIGOPOYHBIN KOHTPOSb Ka4ecTBa;

4) KOHTpONbHasA 3aKymnka;

5) NHCNEKUNOHHbIN BU3NT;

6) HabntogeHne 3a cobnogeHnem obsasaTenbHbIX TpeboBaHMA (MOHUTOPUHI BGe3onacHoCTU) (hapmakoHaa30p).

4. OpraHmsauuss v oOcyLlecTBreHne denepanbHOro rocyAapCTBEHHOIO KOHTpons (Hagsopa) B cdepe obpalieHus

neKapCTBEHHbIX CpeacTB perynupytotcs PedepanbHbiv 3akoHom oT 31 wmons 2020 roga N 248-9$3 "O rocyaapCTBEHHOM
KOHTpone (Haa3ope) M MyHuLmMnanbHoOM KoHTpone B Poccuickon Penepaumn”.

5. BHennaHoBbIN Bbl60p0'~|HbIﬁ KOHTPOIb Ka4eCcTBa NpoBooNUTCA B TOM YMUCI1e Ha OCHOBaHUW nNporpamMmmbl MNpoOBEPOK.

6. MnaHoBbIN BLIDOPOYHLI KOHTPOMb Ka4ecTBa He NPOBOAUTCS.

7. Mo pesynsrataMm BbIGOPOYHOrO KOHTPOSS KadecTBa Hapsaay C peLleHnammn, NnpegycMoTpeHHbIMn PeaepanbHbiM 3aKOHOM
ot 31 wmona 2020 rona N 248-03 "O rocyaapCTBEHHOM KOHTROMEe (Haa3ope) v MyHuuuMnanbHOM KOHTpone B Poccuiickon
®denepauun”, cdegepanbHbIMKM OpraHamMn MCMNOMHMTENBbHON BNAcTW, YMNOMHOMOYEHHbIMU Ha OCyLecTBNeHue BbIGOPOYHOro
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KOHTpPOIA Ka4vecTBa, NpMHMMAaKTCA crneayrume peleHna:

1) 0 [anbHeiweMm rpaxaaHcKkom oGopoTe Ccepuu, MapTUKM COOTBETCTBYIOLLErO NEeKapCTBEHHOMO CPeacTBa B criyvae
NOATBEPXKAEHWUSA MO pesynbTataMm MPOBEAEHHbIX WCMbITaHWA COOTBETCTBMSI KayecTBa J1eKapCTBEHHOMO CpeacTBa
YCTaHOBMNEHHbIM TPeBoBaHUAM;

2) o6 m3bATMM U3 rpaxaaHckoro obopoTa cepuu, NapTUM COOTBETCTBYIOLLErO NEKapCTBEHHOrO CpeacTBa B criyyae
BbISIBNIEHNS NO pe3yrkTaTtaM NpoBeAeHHbIX UCTbITAaHWI HECOOTBETCTBUSI Ka4YeCTBa NEKAPCTBEHHOIO CPeacTBa YCTaHOBIEHHEIM
TpeboBaHusAM;

3) 0 nepeBofe NeKapCTBEHHOIO CPeAcTBa Ha MOCEPUIHLIA BbIGOPOYHbIA KOHTPOSb KaYecTBa NEKapCTBEHHbLIX CPEACTB B
cry4Yae NOBTOPHOIO BbISIBMEHWUS1 HECOOTBETCTBMS KayecTBa fiekapCTBEHHOrO CPeAcTBa YCTaHOBMEHHbIM TpeboBaHuaM 1 (npu
HeobxoaMMocTN) O npoBepke cybbekTa obpalleHusi nekapcTBEHHbIX cpefcTB. Pacxogbl, CBf3aHHble C MpoBEAeHVEM
NMocepuiHOro BbIGOPOYHOIO KOHTPOSS, OMayMBaldTCs MPOU3BOAUTENEM JIEKApPCTBEHHOIO CpeActBa nMbo aepxaTenem unm
BrajenbLemM perMcTpaLnoHHOro yaoCTOBEPEHNs NiekapCTBEHHOro Npenapara.

8. denepanbHblii rocyaapCTBEHHbIN NULEH3VMOHHBIA KOHTPOMNb AESITENbHOCTM MO NMPOU3BOACTBY JIEKAPCTBEHHLIX CPEACTB
OCYLLECTBIISIETCS B COOTBETCTBMU C 3aKoHOoA4aTenbCcTBOM Poccuitckon ®enepaumm.

(Ctatbsa B pepakuumn, BBegeHHon B gercteue ¢ 1 nons 2021 roga ®enepansHbiv 3akoHom ot 11 mioHa 2021 rona N 170-
®3. - Cm. NpeablayLyo peaakLmio)

KommeHTapum k ctatbe 9

CTATbA 9_1. MPOrPAMMA MNMPOBEPOK

1. B uensix opraHmsaumm BbIGOPOYHOIrO KOHTPOIS Ka4yecTBa fieKapCTBEHHbIX cpeacTB hopMUpYeTCst Iporpamma npoBepOK.

2. [Ona uenew peanusauun nporpaMMbl MPOBEPOK MNPOM3BOAUTENN FEKapCTBEHHbIX CPEACTB W OpraHusauumu,
OCYLLECTBNSAOLNE BBO3 NEKApPCTBEHHbIX cpeacTB B Poccunckyto degepaumio, npeocTaBnsioT B OTHOLLEHWUM NeKapCTBEHHbIX
cpenctB  OnNs  MEAWUMHCKOrO MPUMEHEHUS B YMOMHOMOYEHHbI  defepanbHbil - OpraH  MCNOMHMTENbHOW  BriacTw,
OCYLLECTBNALNA PYHKUMM MO KOHTPOMIO U HAA30py B chepe 30paBoOOXpaHEHUs, B OTHOLLEHMM NeKapCTBEHHbIX CPeacTB Ans
BETEPUHAPHOIO NPUMEHEHUS B YNONHOMOYEHHbIV dhedepanbHbli OpraH UCNOMHUTENbLHOW BRAacTU, OCYLLEeCTBASOWUA OyHKLUK
Mo KOHTPOIIO 1 Haa3opy B cdepe 0bpalleHns NekapCTBEHHbIX CPEACTB Ansi BETEPUHAPHOTO NPUMEHEHWS!, CBEAEHUS O CEepUsiX,
napTusix NIEKapCTBEHHbIX CPEeACTB, MOCTYMALWMX B rpaxaaHckuin obopoT B Poccuiickon depepauun, B nopsake, cocTaBe U
obbeme, YCTaHOBMEHHbIX YKa3aHHbIMY dhefepanbHbIMU OpraHamMu UCMOMHUTENbHOW BMacTU B OTHOLUEHUWM IEKAapCTBEHHbIX
CpeacTB Ans MeAUMUMHCKOrO MNPUMEHEHWS M B OTHOLUEHWW IeKapCTBEHHbIX CPEACTB AN BETEPUHAPHOro NpUMEHeHUs
COOTBETCTBEHHO.

3. lMporpamma npoBepok hopMUpPyeTCs Ha KaneHgapHbli rog B cpok o 30 gekabps roga, npeglwecTByOLLEro rogy
NpoBeAeHNs1 BbIBOPOYHOIO KOHTPONS.

4. B cnyyae HacTynneHusa coObITUIA, yKasaHHbIX B OoanyHkTax "6" wm "B" nyHKTa 2 4yactu 6 HacToduwlen craTbM,
degepanbHbiM  OpraHOM  WUCMOMHUTENBHOW BRAacTW, OCYLWECTBASOWMM (OYHKUMM MO KOHTPOMK M Haasopy B cdepe
34paBoOOXpaHeHns, chegepanbHbiM OpraHOM WCMOMHUTENBLHOW BMACTW, OCYLLECTBASIOWUM (PYHKLUUM NO KOHTPOIO U Haa3opy B
cpepe obpalleHusi NeKapCTBEHHbIX CPeacTB ANs  BETEPUMHAPHOTO MPUMEHEHWUsi, MNpU  HeobXoOMMOCTU  BHOCSITCS
COOTBETCTBYHOLLME U3MEHEHMS B IPOrpaMmMy NpOBEPOK.

5. B nporpammy npoBepoK MOryT BKIHOYATLCA MEPOMPUATUS C YYETOM HapyLUEHWUI, BbISIBIIEHHbIX B paMKax KOHTPOSbHbIX
(HaA30pHbIX) MEPONPUATUIA 3a NPEAbIAYLLMIA KaneHgapHbIi rogd.

6. Nporpamma NpPoOBEPOK COOEPXKMT:
1) nepeyeHb nekapcTBEHHbIX CpeacTB, 0TOOp 06pa3uoB KOTOpbIX OyAeT OCyLecTBRATbCA B pamkax BbIGOPOYHOro

KOHTpoOnsi, dOpMMPYEMbIV C Y4ETOM Pe3ynbTaToB roCy4apCTBEHHOIO KOHTPONs (Haasopa) B cdepe obpalleHus nekapcTBeHHbIX
CpeAcCTB 3a KaneHaapHbli rod, NpeaLwecTBYOLWMI rogy npoBeaeHUst BbIGOPOYHOTO KOHTPOSS;
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2) YKa3aHune Ha cobbiTue, HacCTynneHmne KoOToporo ABnAeTcAa OCHoBaHWEM anAa OoCyLlecTBneHuna BbI60pOHHOI'O KOHTpOnA:

a) nonyyeHne CBeAEeHWN, MpencTaBnsAeMblx B cocTaBe U 00beme, YCTaHOBMNEHHbIX dedeparnbHbIM  OpraHom
WCMONHUTENbHOM BNacTh, OCYLLECTBASOWMNM (OYHKLUUN NO KOHTPOM U Hag3opy B cdepe 3apaBooxpaHeHusi, doeaeparnbHbIv
OpraHoM UCMNOSHUTENBHOM BNACTW, OCYLLECTBASOWMUM YHKLUN NO KOHTPOSO 1 Haa3opy B cchepe obpalleHms NnekapCTBEHHbIX
CPEeACTB ANs BETEPUHAPHOIro NPUMEHEHNS, O CEPUAX, NAPTUSX NEKAPCTBEHHbLIX CPEACTB, MOCTYNaLWMUX B rpaxgaHckuin obopoT
B Poccunckon degepaunn, ykasaHHbIX B MyHKTe 1 HacToduler YacTu, OpraHM3auusimn, OCYLLECTBSOWMMN NPOM3BOACTBO
nekapcTBeHHbIX cpeacTs B Poccunckon degepaumm u BBO3 NekapCcTBeHHbIX cpeacTs B Poccuickyto egepauumio;

6) nonyyeHne NocTynaoLLen B Nnopsiake, yCTaHOBNEHHOM CcTaTben 64 HacTodulero denepanbHOro 3akoHa, MHgopMauum o
NoBOYHbIX OENCTBUSAX, HEXeNnaTerbHbIX peakUumsix, Cepbe3HbIX HeXernaTemnbHbIX peakumsiX, HenpeaBUAEHHbIX HexenaTenbHbIX
peakuusix npuv MPUMEHEHUN JEKApCTBEHHbIX MpenapatoB, 006 MHAMBUOYANbHOW HEMEPEHOCUMOCTWU, OTCYTCTBUM
3(PhEKTUBHOCTN NEKAPCTBEHHBIX NMPENapaToB, a Takke 00 MHbIX hakTax U OBCTOATENLCTBAX, MPEACTABMSIOLLMX YrPO3y XKU3HU
WM 300POBbI0 YernoBeka NMbO XMBOTHOMO NPU NPUMEHEHUM NEeKapPCTBEHHbIX MPenapaToB M BbISIBIIEHHbIX Ha BCex aTanax
obpalLeHns nekapcTBeHHbIX NpenapaToB B Poccuiickon ®epgepaumm n apyrmx rocyaapcreax;

B) nornyyeHue B cOOTBETCTBUN C PeaepanbHbiM 3akoHoM oT 31 monga 2020 roaa N 248-93 "O rocynapCTBEHHOM KOHTpone
(Hapsope)_K1 _MyHuuMnanbHOM koHTpone B Poccuiickon Pepepaumun” cBefeHUn O MpuydnHeHUn Bpeda unu o6 yrpose
NPUYUMHEHNSA BPEAA XWU3HW, 3A0POBbLI0 MPaxKaaH UMW XXUBOTHBIX.

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

CTATbA 9_2. FTOCYAAPCTBEHHbIA KOHTPOJb (HAA30P) 3A PEANIU3ALMEN OPFTAHAMU
WUCMONHUTENBHOW BITACTU CYBBEKTOB POCCUUCKON ®EQEPALIUM NONTHOMOYUINA B COEPE
OBPALLEHUA NEKAPCTBEHHbIX CPEACTB And MEAULMHCKOIO NPUMEHEHUA

1. locynapcTBEHHbIN KOHTPOMNb (Haa3op) 3a peanu3aunen opraHamu UCMNOMHUTENbHOM BnacTn cybbekToB Poccuiickon
degepauun nonHoMmoumn B cdepe obpalleHns nekapCcTBEHHbIX CPeACTB Ans MeAWMLMHCKOro NMpUMEHEeHUs OCyLLecTBrnsieTcs
ynonHomMo4veHHbIM MpaButensctBom Poccuiickon degepauum opraHomM UCMONHUTENbHOM BnacTu.

2. MNpeameTom rocygapCTBEHHOIO KOHTPONS (Hags3opa) 3a peanvsauvein opraHamu UCMNOMHUTENBHOM BractM cybbekToB
Poccuinckon Pegepaumm normHomMoumii B cdpepe oOpalleHusi NeKapCTBEHHbLIX CPEACTB AN MEOUULUHCKOTO MPUMEHEHUS
ABMAETCa cobniogeHne ynonHOMOYEHHbIMU OpraHamu UCNoMHUTENbHON BnacTu cyobekToB Poccuinckon denepaumm METOAMKN
YCTaHOBMNEHMS NpedernbHbIX pa3MepoB ONTOBbIX HAAOaBOK U MpedernbHbIX Pa3MepoB PO3HUYHBLIX HaAOaBOK K (haKTUHECKUM
OTMNYCKHbIM LieHaM, YCTaHOBIIEHHbIM MPOU3BOAUTENSMU JeKapCTBEHHLIX MpenapartoB, Ha NeKapCTBEeHHble npenaparhbl,
BKIMIOYEHHbIE B NepeYeHb XXU3HEHHO HEOOXOAUMbIX U BaXXKHEMLLUMX NEeKapCTBEHHbIX NpenapaTtoB.

3. lMpun ocylwecTBNeHNM rocyqapCTBEHHONO KOHTPOMNs (Hagsopa) 3a peanusaumert opraHaMyM MCMOSNTHUTENbHOW BnacTu
cybbektoB Poccuiickon ®depepaumm nonHomoum B cdepe obpalleHMst NeKapCTBEHHbIX CPEeACTB AN MeOULMHCKOro
npUMeHeHWs NPOBOAATCA cneayoLme Buabl MeponpuUaTUii:

1) LOKYMEHTapHbIE NPOBEPKY;
2) Bble3aHble NPOBEPKMU.

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

5. MNMonoxeHne o rocygapcTBEHHOM KOHTpore (Haasope) 3a peanu3aunen opraHamu UCNOMHUTENBHOW BNacTn CyObekToB
Poccuinckon degepaumm nomHomoumii B cdpepe oOpalleHnsi NeKkapCTBEHHbLIX CPEACTB AN MEOUUMHCKOTO MPUMEHEHUS
yTBepxaaetcs NpasutenscTBom Poccunckon ®enepaumm.

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

[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/902209774#BOU0OQ
http://docs.cntd.ru/document/902209774#A740N8
http://docs.cntd.ru/document/565415215#64U0IK
http://docs.cntd.ru/document/603816816#BQS0P5
http://docs.cntd.ru/document/901744603#7D20K3
http://docs.cntd.ru/document/603816816#BQS0P5

06 ob6palLeHun nekapcTBEHHbIX CPEACTB (C u3MeHeHnsMmn Ha 4 aBrycTta 2023 roga) (pepakuusi, aencreytowas ¢ 1 ceHTabpsa 2023 CTtpanuua 22
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

CTATbA 9_3. PETMOHANbHbLIA FOCYAAPCTBEHHbIA KOHTPOIb (HAA30P) 3A MPUMEHEHUEM LIEH HA
JNIEKAPCTBEHHbBIE MNPENAPATbI, BKIMIOYEHHbIE B MNEPEYEHb XXU3SHEHHO HEOBXOAUMbIX U
BAXXHEMNLLUX NEKAPCTBEHHbIX MPEMNAPATOB

1. PervoHanbHbI rocyAapCTBEHHbIN KOHTPONb (HAg3op) 3a MNPUMEHEHMEM LEH Ha JlekapCTBEHHble npenaparbl,
BKIIOYEHHbIE B NEpeYeHb XXMU3HEHHO HEeOoOXOOMMbIX U BaXKHEMLIMX NeKapCTBEHHbIX MpenapaTtoB, OCYLUECTBISETCSA OpraHom
UCMONHUTENBbHOM BnacTu cybbekta Poccuiickon ®depepaumy, YNONHOMOYEHHBIM  BbICLUMM  UCMOMHUTENbBHBLIM  OPraHoMm
rocygapctBeHHON BnacTu cyobekta Poccuinckon denepaumm.

2. TlpeameToM pervoHanbHOro rocygapCTBEHHOrO KOHTponsa (Hag3opa) 3a NpUMMEHEHVWEeM LeH Ha NeKkapCTBEHHble
npenapatbl, BKMOYEHHbIE B MNepeYeHb >XMU3HEHHO HEOOXOAMMbBIX U BaXHEWLUMX FeKapCTBEHHbIX MpenapatoB, SABNSAETCs
cobniogeHne  opraHM3auusMy  OMTOBOW  TOPrOBMU  NEKApCTBEHHbIMW  CPEACTBaMW,  anTeYHbIMU  OpraHu3auusiMu,
UHOMBUAYaNbHBIMUA NpPeanpuHUMaTensiMiM, UMEKLUMN NULEH3MI0 Ha (apMaueBTUYECKYID OeATEeNbHOCTb, MEAULIMHCKAMU
OopraHu3aumsaMmn, UMEKLLMMM NULEH3NI0 Ha (apMaLeBTUYECKYH AeATernbHOCTb, U MX 000COGNEHHbIMU MNoApasfeneHnsaMm
(ambynatopusimu, denbawepckumm n denbaLepCcKo-aKyLUEPCKUMIN NMyHKTaMK, LeHTpamu (oTaeneHusamu) obuen BpavebHom
(cemeliHOW) MpaKTUKK), PACNONOXEHHbIMWU B CEITbCKMX HACerNeHHbIX MyHKTaX, B KOTOPbIX OTCYTCTBYHOT anTe4Hble OpraHv3auuy,
npy peanusauun rneKkapcTBeHHbIX npenapaTtoB TpeboBaHWI K MPUMEHEHUIO LIEH, YPOBEHb KOTOPbIX HE OOIMKEH MpeBbILaTh
CyMMY (paKTU4YECKON OTMYCKHOW LEeHbl, YCTaHOBIEHHOW MPOW3BOAMTENEM IEKApPCTBEHHbIX MpenapaTtoB, U KOTOPbIE He
NPEBbLILIAKT 3apErnCTPUPOBAHHbIX MpeaernbHbIX OTMNYCKHbIX LEH, U pa3MepoB ONTOBLIX HAA0aBOK U (MNN) pa3mMepoB PO3HUYHBLIX
HanbaBoOK, He NpeBbIIAKLWMX COOTBETCTBEHHO Pa3MepoB NpeAeribHbIX ONTOBbIX HAA40aBOK M (MNM) pa3mMepoB MNpedernbHbIX
PO3HUYHbIX HAAbaBOK, YyCTAaHOBMEHHbIX B CyobekTe Poccuiickon degepauum.

3. OpraHusaums ¥ oCyLleCTBfieHWe pernoHanbHOro rocygapCTBEHHOIO KOHTPOns (Hagsopa) 3a NpUMEHeHWeM LeH Ha
nekapcTBeHHble npenapaTbl, BKIIOYEHHbIE B MepeyYeHb XN3HEHHO HEeOBXOoAMMbIX U BaXHEMNLMX feKkapCTBEHHbIX npenapaTos,
perynupytotca PenepanbHbim 3akoHom oT 31 umona 2020 ropa N 248-®3 "O rocynapcTBEHHOM KOHTpone (Haasope) wu
MYHULIMNAaNbLHOM KOHTpone B Poccunckon Penepauuymn”.

4. lMonoxeHne O pervoHanbHOM rOCyAapCTBEHHOM KOHTporne (Hag3ope) 3a MpPUMEHEHMEM LeH Ha NeKapCTBEHHble
npenapatbl, BKMOYEHHbIE B NepeyveHb XU3HEHHO HeOoOXOoAMMbIX M BaXXHEWLUMX NEeKapCTBEHHbIX npenapaTtoB, yTBepXaaercs
BbICLUMM MCMONTHUTENbHBIM OPraHOM rocyaapCcTBEHHON BrnacTh cybobekTa Poccuinckon degepauuu.

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

CTATbA 9_4. ®EQEPANbHbIW TOCYAAPCTBEHHbIV NIULEH3NOHHbLIW KOHTPONb AEATENBHOCTU NO
NnPOU3BOACTBY NNEKAPCTBEHHbLIX CPEOCTB

1. ®egepanbHbii FOCY4apCTBEHHbLIN NNLEH3UOHHbIN KOHTPOSb AEATENbHOCTM MO NPOU3BOACTBY FIEKAPCTBEHHbBIX CPEACTB
ocyulecTBnsieTca dedeparnbHbIMX OpraHamMu WCMOMHUTENbHOW BMACTW, YMNOMHOMOYeHHbIMKU [paButenscTBOM Poccuiickon
degepaumm.

2. ®epeparnbHbI FOCYOAPCTBEHHbIA NMULIEH3UOHHBIN KOHTPOMNb AESATENbHOCTM MO NMPOU3BOACTBY NEKAPCTBEHHbIX CPEACTB
ocyllecTBrnsieTcs B cooTBeTcTBuMM ¢ PeaepanbHbiM 3akoHoM oT 4 maga 2011 roga N 99-®3 "O nuiieH3MpoBaHMK OTAENbHbIX
BUAOB AeatensHocTn" n PenepansHbuiM 3akoHoM o1 31 mons 2020 roaa N 248-93 "O rocynapCTBEHHOM KOHTRoMe (Haasope) v
MyHUMLMNaNbLHOM KOHTpone B Poccuiickon Peaepauunn”. B pamkax denepanbHOro rocyaapCTBEHHOro NIMLEH3NOHHOIO KOHTPONSA
OEeATenbHOCTU N0 NPOM3BOACTBY JIEKAPCTBEHHLIX CPEACTB MITAHOBbLIE KOHTPOMbHblE (HAA30pPHbIE) MEpPONpUATUST  He
NPOBOAATCHA, MNpVM STOM NPOBOAUTCS MNepUoaMyeckoe 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 mioHa 2021 rona N 170-93)

MABA 5. PA3BPABOTKA, DOKNMHNYECKUE UCCIIENOBAHUA NEKAPCTBEHHbBIX CPEACTB, A TAKXE
KINMMHWYECKUE UCCINEAOBAHUA JIEKAPCTBEHHbIX MPENAPATOB ANnA BETEPUHAPHOIO NMPUMEHEHUA

CTATbA 10. PASPABOTKA JIEKAPCTBEHHbBIX CPEACTB

1. Pa3pa60TKa JIeKapCTBEHHbIX CpeacCTB BKIHOYaeT B cebsi nouck HOBbIX (*)apMaKOJ'IOFI/I'-IeCKVI aKTUBHbIX BeELLEeCTB,
nocnepywuiee ndyvyeHme nx nekapCrBeHHbIX CBOWCTB, AOKNNUHUYECKNE NccnenoBaHns, pa3pa60TKy TEXHOMNOornm npon3BoacTBa
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hapmaLeBTNYeCkUx cybCcTaHLmMin, pa3apaboTKy COCTAaBOB U TEXHOMNOIIA NPOU3BOACTBA NeKapCTBEHHbIX NpenapaTos.
2. druHaHcoBoe obecrneveHne pas3paboTkM NeKkapCTBEHHbLIX CPEACTB OCYLLECTBNSAETCA 3a CHET:
1) cpencTB hegepanbHOro GroaoxeTa;
2) cpencTB pa3paboTyYnKOB NeKapCTBEHHbIX CPEACTB;

3) cpencTtB npov3BoauTenel NIeKapCTBEHHbIX CPeACTB MPU BbIMOMHEHUM Hay4YHO-UCCIe0BaTENbCKUX paboT No AoroBopy
MeXay pa3paboTYMKOM JNIEKapCTBEHHbIX CPEeACTB 1 NPOU3BOAMTENEM NeKapCTBEHHbIX CPEACTB;

4) MHbIX He 3anpeLLeHHbIX 3aKkoHoaaTenscTBOM Poccuiickon ®efepaumm UCTOYHMKOB.
3. MNpaBa paspaboTymka NekapCTBEHHOrO CPEACTBA OXPAHSIIOTCS rPaXaAaHCKMM 3aKOHOAATENbCTBOM.

KommeHTapum k ctatbe 10

CTATbA 11. AOKNMMHNYECKOE NCCNEOQOBAHUE NNEKAPCTBEHHOIO CPELACTBA ANA MEANLUMHCKOIO
NMPUMEHEHWA

1. JoknuHuyeckoe wuccrnegoBaHue NeKapCTBeHHOro cpeacrtesa Anla MeguunHCKOro npuMeHeHua npoBoAuUTCA nyTemMm
NPUMEeHEeHNA Hay4HbIX MEeTOAOB OUEHOK B UenAax nonydyeHua OoKa3aTerlbCTB ©e3onacHOCTM, KavecTBa U Sdl)(beKTVIBHOCTI/I
NeKapCTBeHHOro cpeacrtBaa.

2. [OoKnuMHU4Yeckoe WCCeaoBaHUEe JEeKapCTBEHHOro cpeacteBa Ans  MeOWMUMHCKOrO MPUMEHEHMST MpoBOAWUTCS B
COOTBETCTBMM C MpaBunamn Hagnexailen nabopaTopHOW NpPakTUKK, YTBEPXAEHHbIMU YMNONMHOMOYEHHbIM oeaeparnbHbIM
OpraHoM UCMONHUTENBHONM BMacTu.

(YacTtb B pegakuuun, BBegeHHoun B aenctene ¢ 1 nonsa 2015 roga PegepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-
®3. - C™. NpeapbiayLLyo PeAaKLno)

3. [Ans opraHu3aumMmM M NpOBeAEHWUs OOKMMHWYECKOro MCCNeqoBaHWsi NEKapCTBEHHOro cpeacTtBa Anst MEAMLIMHCKOro
NpYMEHeHNs1 pa3paboTyMkn  NeKapCTBEHHbIX CPeACcTB MOryT MPUBMEKaTb Hay4YHO-McCrieaoBaTenbCKue OopraHv3auuy,
obpasoBaTenbHble OpraHuM3auuMu BbICLLErO 00pasoBaHusi, MMeEKLMe HeobxoauMmyr MaTepuanbHO-TEXHUYECKylo ©Gasy wu
KBanuuUUpoBaHHbIX CMeLuanucToB B COOTBETCTBYIOLLEN 0OnacTn MccnegoBaHus.

(YacTb B pegakumum, BBeaeHHou B aencteue ¢ 1 ceHTabpsa 2013 roga PenepaneHbiM 3akoHoM ot 2 utons 2013 rona N 185-

®3. - CM. npeaplayLLyio peaaKLmio)

4. [oknuHuyeckoe wuccrnegoBaHue NIeKapCTBeHHOro cpeactBa AanAa MeauunHCKOro npuMeHeHuda npoBoaAnTCA no
yTBEpPXOAEHHOMY pa3pa6OT'-WIKOM NNeKapCTBEHHOro cpencrtea nmnjaHy C BedeHnmemM nNpoToKoJsla 3JTOro uccregosaHunAa u
COCTaBJiIeHMeM OT4eTa, B KOTOPOM coAepXaTCd pe3ylnbraTbl 3TOI0 UccriegoBaHna U 3akmnodeHne 0 BO3SMOXHOCTU npoBeaeHus
KIMNMHNYECKOro nccrieqoBaHuna nekapcrBeHHOro npenapara onda MmeguumHCKoro npuMeHeHus.

5. MpoBeaeHne npoBepok cobniogeHns npasun Hagnexailen nabopaTtopHOW NPaKTUKMA U MPaBOBbLIX HOPM MCNOMbL30BaHUSA
XMBOTHbIX NpU MNPOBEAEHUM [OOKMMHUYECKUX WCCNefoBaHUA NeKapCTBEHHbIX CPeacTB ANA MeOUUMHCKOTO MNpUMEHeHUs
OCYLLECTBNAETCA YNONHOMOYEHHbIM defepanbHbiM OpraHOM UCMONHUTENBHON BRacTu.

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

6. PesynbTaTthl 4OKIMHUYECKOTO MCCIeoBaHusl NIeKapCTBEHHOMO CpeacTBa Ans MEQULMHCKOrO NPUMEHEHUS MOTYT BbiTb
npeacTaBneHbl B YNOMHOMOYEHHbIN thedeparnbHblii opraH WUCMOMHWTENbHOW BracTM B YCTAHOBMEHHOM Mopsiake B LEnsX
rocyfapCTBEHHON perucTpauum NekapcTBEHHOro Npenapara.

KommeHTapum k ctatbe 11

CTATbA 12. AOKINUHUYECKOE UCCNEAOBAHUE NEKAPCTBEHHOIO CPEACTBA U KITMHUYECKOE
MCCNEOQOBAHUE NEKAPCTBEHHOI'O NMPEMNAPATA ANnsdA BETEPUMHAPHOIO NPUMEHEHUA
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1. HoknuHuyeckoe uccrnefoBaHWe NEKApCTBEHHOrO CPEACTBa AN BETEPUHAPHOTO MPUMEHEHUS] MPOBOAUTCS MyTeEM
NMPUMEHEHMs] HayYHbIX METOAOB OLEHOK B LEMsIX MOMyYeHUs [OokasaTenbcTB 6e30nacHOCTM, kadecTBa U 3hPEKTUBHOCTU
neKapCTBEHHOIO CPeACTBa, B TOM YMCIE ONPEAENEHUs: CPOKa ero BbIBeAEHNUS U3 OpraHM3Ma >MUBOTHOTO, B LiENsIX obecrneveHus
6e30MacHOCTM NPOAYKLNM KMBOTHOTO MPOUCXOXKAEHMS! NOCE NPUMEHEHNST COOTBETCTBYIOLLETO NTIEKAPCTBEHHOTO Npenapara.

2. [loknuHUYeckoe MccrnegoBaHue NekapCTBEHHOTO CPeACcTBa U KIIMHUYECKOEe UccredoBaHWe NekapcTBEHHOMO npenapara
ANs BETEePMHapHOIo MPUMEHEHUS, UCCNeaoBaHe GMO3KBMBANIEHTHOCTM YKa3aHHOIO fleKapCTBEHHOrO npenaparta NpoBOAsATCS B
COOTBETCTBWU C NpaBuUiamu, yTBEPXXAEHHbIMM YTONMHOMOYEHHBIM hefieparibHbIM OpraHoM UCMONHUTENbHOW BNacTu.

3. [loknuHu4eckoe uccrnegoBaHne riekapCTBEHHOIO CPeACTBA U KNMHUYECKOE UCCefoBaHUe NiekapCTBEHHOro npenaparta
ONs BETEPMHAPHOIO NPUMEHEHUs1 MPOBOAATCS MO YTBEPXAEHHOMY pa3paboTyMKOM NeKkapCTBEHHOro CpeacTea MnnaHy C
BedeHMeM MpPOTOKOMOB 9TUX WCCMNedoBaHWA U COCTaBfeHMEM OTYETOB, B KOTOPbIX codepXaTcs pesynbratbl 3TUX
nccnenoBaHUi.

4. Ona opraHusauMm W npoBedeHUNs AOKMMHUMYECKOro WCCNeaoBaHUs NEeKapCTBEHHOrO CPeacTBa M KMMHUYECKOro
nccneaoBaHUs fiekapCTBEHHOro npenaparta Ans BETEPUHAPHOIO NPUMEHEHUS pa3paboTymnK NekapCTBEHHOrO cpeacTsa MOXeT
npuBenekaTb opraHMsauum, MerLLmMe HeobXoAMMY MaTepuanbHO-TEXHUYECKYHO 6a3y U KBanngMUMpOBaHHbIX CMELManNCToB B
COOTBETCTBYIOLLEN 06nacTn nccrneaoBaHus.

5. KnuHuyeckue unccrneqoBaHUA NEKapCTBEHHbLIX MNpenapatoB AN  BETePUMHAPHOrO MPUMEHEHMs MpoBOAATCA B
BETEPUHAPHBIX OpraHN3aLusax U B OpraH13auusx, OCYLLECTBNALLIMX pasBedeHWe, BblpallMBaHue U coaepXaHue XUBOTHLIX, B
Lensx:

1) ycTaHOBREHUs! NEPEHOCHMOCTM JIeKapCTBEHHbIX NPenapaToB 340POBbIMU XXUBOTHbLIMMU;

2) noabopa onTUMasbHbIX 4O3UPOBOK NEKapCTBEHHbLIX NpenapaToB U Kypca NeYeHusl Ha KOHKPETHOW rpyrmne >XMBOTHLIX C
onpepgeneHHbIM 3aboneBaHnem;

3) ycrtaHoBneHusi 6e3onacHocTM U 3(PEKTMBHOCTM NEKApCTBEHHOrO Mpenapara, npegHasHaYeHHoro Ans nedyeHus
onpepfeneHHbix 3aboneBaHun XMBOTHbIX, UNN 3PEKTUBHOCTU NEKAPCTBEHHOTO Npenaparta Ans npodunakTukn 3abonesaHui
300POBbIX XUBOTHbIX;

4) N3yvyeHnq BO3MOXHOCTEWN pacwmpeHna nokasaHun K NPUMEHEHNI0 3aperncTpnpoBaHHOIo NeKapCTBEHHOIo npenapara un
BbIABNE€HUA paHee HEN3BECTHbIX No6OYHbIX OENCTBUNA.

6. KnuHunyeckoe uccrefoBaHue fekapCTBEHHOMO npenapara Ans BETepUHapHOro NMpUMeEHeHUs OCYLLECTBMSETCA 3a cyeT
cpeacTs paspaboTymka nekapcTBeHHOro cpeacTea.

7. OT4yeTbl O pe3ynbratax OOKMUHUYECKOro uccrnegoBaHuA NeKapCTBeHHOro cpeactesa U KIMMHUYECKOro umccrnenosaHusa
NNeKapCTBeHHOro npenapara gna BeTepuHapHOro npuMeHeHua CcoCTaBNAKTCA pa3p860TLIVIKOM NeKkapCTBeHHOro cpeacrtea C
Y4ETOM 3aKM0YEHNI OpraHn3aLmin, NpMHMMaBLLMX yYacTue B OpraHu3aumu 1 npoBegeHnmn aTux uccrnegoBaHun.

8. KoHTporb 3a npoBefeHMEM OOKIMHUYECKUX WUCCRENOBaHWUI NEKapCTBEHHbIX CPEACTB M KIMUHUYECKUX UCCIedoBaHuWi
neKapCTBEHHbIX NpenapaToB ANt BETEPUHAPHOTO MPUMEHEHUS! OCYLLECTBSIETCS YMNONIHOMOYEHHbIM (hefepanbHbiM OpraHoM

MCMNOMHUTENBHON BNAcTW.

KommeHTapum k ctatbe 12

IMABA 6. OCYLECTBIEHUE FOCYOQAPCTBEHHOW PEFTMCTPALIMU NEKAPCTBEHHbIX MPEMNAPATOB
CTATbSA 13. TOCYOAPCTBEHHASA PETMCTPALINA NEKAPCTBEHHbBIX NMPEMNAPATOB

1. B Poccuiickon depepauumn gonyckarTcs nNpou3BOACTBO, M3rOTOBMEHME, XpaHeHWEe, nepeBo3ka, BBO3 B Poccumnckyto
depnepauuio, BbiBO3 U3 Poccuiickon Pepepaunn, peknama, OTNycK, peanusauuvsi, nepegaya, nNpuMeHeHue, YHUUYTOXEHue
nekapcTBEHHbIX MpenapaToB, €CN OHW 3aperncTpyMpoBaHbl COOTBETCTBYHOLLMM YMOMHOMOYEHHBIM edepansHbiM OpraHoM
WCMNOMHUTENBHOW BNacTw.

(YacTb B pegakumu, BBeAeHHoM B Aencteme PenepancHbiM 3akoHom ot 13 monga 2015 rona N 241-93. - CM. npeaplayLLyo
peaakumio)
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2. [ocyaapCTBEHHOW perncTpauun nognexar:
1) BCe nekapcTBEHHbIE NpenapaThl, BNepBble nNognexallne Beoay B odpaweHne B Poccunckon ®enepaumm;

2) nekapcTBeHHble npenapaTbl, 3aperMcTpMpoBaHHble paHee, HO Npou3BedeHHble B APYrMxX NnekapcTBeHHbIX hopMax B
COOTBETCTBUM C NEPEYHEM HAMMEHOBaHWIA NeKapCTBEHHbIX POPM, B HOBOW [A03MPOBKE MpY 4OKA3aTeNbCTBE €€ KIMHUYECKOW
3HAYNUMOCTUN N 3PPEKTUBHOCTH;

3) HOBble KOMGUHALIMW 3aPErMCTPUPOBAHHbLIX PaHee NEKapCTBEHHBIX NpenapaTos.

3. TocypapcTBeHHast perucrpaumsi fekapCTBEHHbIX MNpernapaToB OCYLECTBASETCA MO  pesynsrataM  3KCnepTusbl
rnekapCTBEHHbIX CPeACTB, a roCygapCTBEHHasi pernctpauus opdaHHbIX NeKapCTBEHHbIX NpernapaToB OCYLLECTBASETCH MO
pesyrnbTaTaM 3KCNepTu3bl LOKYMEHTOB, NMpecCTaBreHHbIX ANs OnpeaerneHns BO3MOXHOCTU paccMaTpuBaTh feKapCTBEHHbIN
npenapaTt ons MeguUMHCKOrO NPUMEHEHUs1 MPU OCYLLECTBIIEHUM TOCYAApCTBEHHON perucrpaumMm B KayecTBe opdpaHHOro
rniekapCTBEHHOro Npenapara, U no pesyrsTatamM 3KCNepTU3bl NekapcTBEHHbIX CPEACTB.

4. TocynapcTBeHHas perucrpauus NnekapCTBEHHOro npenaparta OCyLeCTBMASeTCA COOTBETCTBYIOLUMM YMONTHOMOYEHHbIM
denepanbHbIM OpraHOM MCMOSTHUTENBLHOW BAcTUM B CPOK, HE MpPEeBbilIAKOWMIA CTa LWeCTUAecATM paboumx AHeW Co AHs
NPUHATUA COOTBETCTBYIOLLIErO 3asiBNIEHNSI O FOCYAAPCTBEHHOW perncTpauumn fiekapCTBEHHOro npenaparta. B ykasaHHbI Cpok
BKIOYaEeTCs BpeMsi, HeobxoamMmMmoe Anis MOBTOPHOrO MpPOBEAEHUsT AKCNEPTMU3bl TEKAapCTBEHHONO CPEeACTBa B COOTBETCTBMM CO
cratben 25 Hactosaulero depepanbHoro 3akoHa. Cpok rocygapCTBEHHOM perucTpauuu  NeKapCTBEHHOro npenaparta
NCUYNCIIIETCST CO OHSI MPUHATMA COOTBETCTBYHOLMM YMNONTHOMOYEHHbIM deaepanbHbiM OPraHOM WCMONMHUTENbHOW BnacTu
COOTBETCTBYIOLLIENO 3asABNIEHNSA O FOCYAAPCTBEHHOW perMcTpaumm NekapcTBEHHOrO npenaparta C NpuroXeHneM Heobxoanmbix
OOKYMEHTOB MO [O€Hb Bbldadn pPermcTpaumoHHOro yAOCTOBEPEHUSI NEKApPCTBEHHOrO npenaparta. Bpewms, Heobxogumoe ans
HanpaBneHns ynormHOMOYEHHbIM dhedeparibHbIM OpraHOM MCMONTHUTENBHOW BRacTh 3anpoca O NpeacTaBneHnn Heobxoanmbix
MaTepuanoB W NpeacTaBneHns 3asiBuTenemM oTBeTa Ha AaHHbIM 3anpoc B COOTBETCTBUM cO cTaTbamu 16, 19 n 23 HacTosuero
®denepanbHOro 3akoHa, He YYMTbIBAeTCs NPy UCYUCIIEHUM CpOKa rOCyAapCTBEHHOW permcTpauumn nekapcTBeHHOro npenapara.

5. locynapcTBeHHOM perncTpaumm He nognexar:

1) NeKapCTBEeHHbIe npenaparthl, N3roToBlieHHble  anTe4YHbIMU opraHmnsaunamu, BE€TEePUHAPHbIMU anTe4YHbIMU
opraHn3aunamun, ntHognsmayanbHbIMU NpeanpuHUMartTenamMmmn, KOtopblie UMEKT JNTMUEH3NIK0 Ha cpapmaueBTqueCKyro AeATenbHOCTb,
Nno peuenTtamM Ha NnekapCTBeHHbIE npenapartbl U TpeGOBaHVIﬂM MeaNUNHCKNX opraHmaauMPl, BE€TEPUHAPHbIX OpFaHI/I3aLI,VIIZ;

2) nekapcTBeHHble npenapatbl, NpuobpeTeHHble duanyeckumm nuvuamm 3a npegenamm Poccuickon dPegepauun u
npeaHasHayvyeHHble AN IMYHOrO UCNOoNb30BaHuWS;

3) nekapcTBeHHble MpenapaTbl, BBO3UMblE B Poccuiickyto dPepepaumio Ofs OKazaHWs MeOMLMHCKOM MOMOLUM no
XKM3HEHHBbIM MOKa3aHWSIM KOHKPETHOTO NaLMeHTa Ha OCHOBaHWW paspeLleHus, BblAAHHOTO YMONHOMOYEHHbIM (heaepanbHbiM
opraHoM UCMONHUTENbHOW BNacTy;

4) nekapcTBeHHble cpefcTBa, BBO3MMble B Poccuiickyto ®efepauuio Ha OCHOBaHMM BblOAHHOMO YMOSIHOMOYEHHbLIM
denepanbHbIM  OpraHOM  MCMOSTHUTENBHOM BRAcCTU  paspelleHnsl U MnpefHasHadeHHble AN MpoBefdeHus  KIMUHUYECKUX
nccrnefoBaHuWii NekapCcTBEHHbIX MpenapaToB W (MNW) NPOBEAEHUS] SKCMepPTM3bl JIEKapCTBEHHbIX CPEACTB AN OCYLUEeCTBNEHUs!
rocyfapCTBEHHON perucTpaumum NekapcTBEHHbIX NPenapaTos;

5) dbapmavneBTuyeckme cybctaHumy;

6) pagunodapmaleBTMYECKUe FeKapCTBEHHblE MpenapaTtbl, W3roTOBMEHHble HEeMNoCPeaCTBEHHO B MeAWLMHCKUX
opraHu3auusix B nopsigke, yCTaHOBMEHHOM YMNOMHOMOYEHHbIM (hefeparnbHbiM OpraHoM UCNOMHUTENBHOWN BNACTy;

7) NnekapCTBEHHbIE NpenapaTbl, NPOM3BOAMMbIE ANS 3KCMopTa.
6. He ponyckaetcsa rocyaapCTBeHHasa permcrpauus:

1) nekapcTBeHHbIX MpenapaTos, OTNMYAILIMXCA APYr OT Apyra Ka4yecTBEHHbIM COCTAaBOM [AEMCTBYHOLUMX BELUECTB, MOA
OfMHAKOBbLIM TOPTrOBbIM HAMMEHOBaHUEM,;
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2) 0[HOrO fleKapCTBEHHOrO Npenapara, NpeAcTaBNeHHOro Ha rocyAapCTBEHHYO PErMcTpaLmio B OTHOLEHUM OO4HOIO U TOro
Xe pepxaTtens unvM Bnagenbla permcTpauuoHHOrO YAOCTOBEPEHWUsl NeKapCTBEHHOro npenapata B Buae AByX W Gornee
nekapcTBeHHbIX NpenapaTtoB nog pasnuyHbIMU TOProBbIMM HAMMEHOBaHUSIMM.

(MyHKT B pegakumu, BBegeHHon B aenctene ¢ 15 noHsa 2018 roga PenepanbHbiv 3akoHoOM OT 4 uioHa 2018 roga N 140-
@3. - Cm. npeablayLyo peaakuuo)

7. Mo 3anpocy (B aNeKTpOHHOW ¢hopme unm Ha BymaxHoM HocuTene) cybbekTa obpalleHWnsi NeKapCTBEHHbIX CPeaCTB
COOTBETCTBYHOLLMM YNONHOMOYEHHbIM (hefeparnbHbiM OPraHOM MCMONMHUTENBHOW BNacTU, OCYLLECTBASIOLNM rOCYAapCTBEHHYO
perucTpauuio fekapcTBEHHbIX NpernapaTtoB, B YCTAHOBMEHHOM UM MOPSAKE OCYLLECTBISIETCS HAay4YHOE KOHCYNLTMpOBaHME Mo
BOMpoOCaM, CBsi3aHHbIM C MNpoOBeAeHUEeM [OOKIMHUYECKUX WCCNedoBaHUN, KAMHUYECKUX WCCReqoBaHWUIA FeKapCTBEHHbIX
npenapaToB, 3KCMEpPTM3bl KadecTBa II€KAapCTBEHHbIX CPeAcTB, 3(pdeKTUBHOCTM U 6e30nacHOCTM, C OCYLLECTBIEHNEM
rocyapCTBEHHOW perncTpaummM nekapCTBEHHbIX npenapatoB. KOHCynbTMpOBaHWE OCYLLECTBNSIETCA C  MPUBMEYEHNEM
defepanbHbIX  FOCYAApPCTBEHHbIX  OHOMKETHLIX — yupexaeHun, NOABEOOMCTBEHHbIX OaHHOMY denepanbHOMy —OpraHy
WCMOMHUTENBHOWM BNacT M He Y4YacTBYHOLLMX B OpraHu3auuy npoBefeHUst 3KCMePTM3bl KaYecTBa NeKapCTBEHHbIX CPeAcTB B
Liensx OCYyLLEeCTBIEHNsI UX FOCYAApPCTBEHHON perncrpauum B COOTBETCTBUM CO cTaThbert 16 HacTosulero PeaepanbHOro 3akoHa,
B BUAe OTBETA B MUCbMEHHOW hOopMe YMNONTHOMOYEHHOTO cheaeparnbHOro opraHa UCNOMHUMTENbBHOW BNacTu Ha 3anpoc. Pasvep
B3VMaeMoW C 3asaBUTENs NnaTbl ONpedensieTcs B COOTBETCTBMM C 3akoHogatensctBoMm Poccuiickon ®epepaumm o6
opraHusauMn npenoCcTaBneHnsl roCyAapCTBEHHbLIX W MyHUUMNAanbHbIX ycnyr. VMHgopmaums o6 OCyLLEeCTBIIEHUN Hay4HOro
KOHCYNLTUPOBaHUS, B TOM Yucrie cTaTbu, 0630pbl, CpaBOYHbIe MaTepuarbsl U Has MHGopMaLums 06 OCyLLECTBNEHNN HAay4YHOrO
KOHCYNLTUPOBaHUS, pa3MeLlaeTcsl Ha ouumnansHOM caiTe YNonHOMOYEHHOro dheagepanbHOro opraHa UCMONMHUTENbHOM BNacTy
B cetn "WHTepHeT" ¢ cobniogeHneMm orpaHuMdeHui, YCTaHOBMEHHbLIX 3aKOHOAATENbCTBOM O MEPCOHArNbHbIX [aHHbIX,
KOMMEPYECKOM U (MNnN) rocyaapCTBEHHON TalHe.

8. MocymapcTBeHHas permctpauus nekapCTBEHHbIX NpenapaToB, KOTopble npegHasHadeHbl ANs MPUMEHEHNS B YCNOBUSIX
BOEHHbIX [OEWCTBUW, 4pesBblYanHbIX CUTyauuin, npeaynpexgeHus 4YpesBbldavHbIX CUTyauun, NpodunakTyku u neveHus
3aboneBaHuin, NPeACcTaBrnsALWUX OMAacCHOCTb ANS OKpyXallwmx, 3abonesaHWn W MNOpPaKeHWr, MOMNyYeHHbIX B pesynbraTte
BO34EeNCTBUS HebnaronpuaTHbIX XMMWYECKMX, BUOMOrMYecknx, paguaumoHHbIX ¢akTopoB, U KOTOpble pa3paboTaHbl B TOM
yncne no 3agaHvio dedepanbHbIX OPraHOB MCMNOMHUTENbHOW BMAcTW, YMNOMHOMOYEHHbIX B 06MacTtu OBGOpPOHbI CTpaHbl U
6e30nacHOCTU rocy4apcTBa, a Takke NekapCTBEHHbIX CPeACTB B Cryyae ux AedekTypbl UM pucka BO3HUKHOBEHUS AedeKTypbl
B CBA3M C BBegeHMeM B OTHoweHun Poccunckon dPegepauumn orpaHMYUTENbHBIX MeEp SKOHOMUYECKOro XapakTepa
OCYLLECTBISIETCS B Nopsigke, ycTaHoBneHHoM MpaButensctBom Poccuickon depgepauuu.

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

(CtaTtbsa B pepakuun, BBegeHHon B gencteue ¢ 1 nonsa 2015 roga PenepanbHblM 3akoHOM OT 22 aekabpsa 2014 roga N
429-®3. - CM. NpeablAyLLYI0 PefaKLmIo)

KommeHTapun k ctatbe 13

CTATbA 14. NPUHLUUNBI 3KCMNEPTU3bI IEKAPCTBEHHbLIX CPECTB

1. 3KcnepTn3a nekapCcTBEHHbLIX CPEACTB OCHOBLIBAETCS HA NPUHLMNAX 3aKOHHOCTU, cobritoaeHns npas 1 cBobon Yenoseka
W rpaxgaHuHa, MpaB PUAMYECKOTrO Nnua, He3aBUCMMOCTU 3KcrepTa, OBBbEeKTMBHOCTM, BCECTOPOHHOCTM W MOMHOTHI
MCCNeqoBaHuin, MPOBOAMMbBIX C  WUCMOSb30BAHWEM COBPEMEHHBLIX [OCTWMKEHUA HayKM W TEXHWUKW, OTBETCTBEHHOCTU
hegepanbHOro rocyAapCTBEHHOINO GHIKETHOrO YYPEXOEHUS MO MNPOBEAEHWUIO 3KCMepTU3bl NEKAPCTBEHHbIX CPeacTB U
9KCMEPTOB 3a NPOBEAEHNE U KAa4YECTBO 3KCNEPTU3bI.

2. 3KCFIepTI/I3a J1IeKapCTBEHHbIX npenapartoB And MeguunHCKOro npuMeHeHuna BKn4vaeT B cebs:

1) aKCnepTusy AOKYMEHTOB, NPEACTaBNEHHbIX ANS onpefeneHns BO3MOXHOCTM paccMaTpuBaTh NeKapcTBEeHHbIV npenapat
AN MEAULMHCKOTO NPUMEHEHMS! NPU OCYLLECTBINEHUM rOCYAapCTBEHHOW PerncTpaumm B KayecTse opaHHOro feKapCTBEHHOTO
npenapara;

2) aKcnepTu3y nNpeanoXeHHbIX MEeTOOOB KOHTPONS KayecTBa NEeKapCTBEHHONO CPEeACTBa M KayecTBa MNpefacTaBreHHbIX
06pa3uoB NeKapcTBEHHOrO CpeacTBa C MCMONb3oBaHMEM 3TUX METOOOB (Qanee - 3KCNepTvM3a KadecTBa J1EKapCTBEHHOrO
cpeacrtea);
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3) 3KCNepTn3y OTHOLLUEHUA OXnOaemMomn Nonb3bl K BO3MOXXHOMY PUCKY NPpUMEHEHNA NTeKapCTBEHHOIO npenapara;

4) 3kcnepTu3y pPernmcTpauMoHHOro [OCbe Ha eKapCTBEHHbLIM mpenapat B Lensx onpenerieHnst B3aumMo3aMeHseMOCTU
nekapcTBeHHbIX npenapaTtoB Ans MeanUMHCKOrO NPUMEHEHMS.
(MyHKT gononHuTenbHo BktodeH ¢ 1 mapTta 2020 roga PenepansHbiv 3akoHOM OT 27 Aekabpsa 2019 rona N 475-93)

3. OKcnepTusa nekapCTBEHHbIX NPenapaToB AN BETEPMHAPHOro NPUMEHEHUs BKIHOYaeT B cebs aKCnepTm3y KavecTBa
NeKkapcTBEHHOrO CPeACTBa M 3KCMEPTMU3Y OTHOLLEHMST OXUAAEeMON MONb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS] NEKAapCTBEHHOIO
npenapara.

(CtaTtbsa B pepakuun, BBegeHHon B gencteue ¢ 1 nona 2015 roga PenepanbHblM 3akoHOM OT 22 aekabpsa 2014 roga N
429-®3. - Cm. NpeablAyLLYI0 PeAaKLmIo)

KommeHTapun k ctatbe 14

CTATbA 15. PEAEPAJIBHOE FrOCYAAPCTBEHHOE BIOOAXETHOE YYPEXOAEHUE NO NPOBEAEHUIO
ISKCMNEPTU3bI IEKAPCTBEHHbIX CPEACTB

OKcnepTM3a rnekapCTBEeHHbIX CPeacTB npoBoauTcs dhedeparbHbiM - rOCYAaPCTBEHHLIM  OIOMKETHLIM  YYpeXxaeHnem
COOTBETCTBYIOLLErO YMNONIHOMOYEHHOTO hefeparnbHOro opraHa MCMOMHUTENBHOW BRacTW, CO34aHHbIM Ans obGecrneyeHus
MCMOSHEHMS1 NOSTHOMOYMIA 3TOoro dbedeparbHOro opraHa Mo Bblgaye paspeLleHnii Ha NPoBeaeHNE KIMHUYECKUX UCCreaoBaHui
nekapCTBEHHbIX NpenapaToB U (MnK) NO rocydapCTBEHHOW permcTpauMmn rekapCTBEHHbIX NpenapaTtoB (Oanee - aKcnepTHoe

yupexneHue).

KommeHTapun K ctatbe 15

CTATbSA 16. OPTAHU3ALNA NPOBEAEHUA 3KCNEPTU3bI IEKAPCTBEHHbLIX CPEACTB

(HammeHoBaHuve B pegakuuu, BeegeHHon B aencteume ¢ 1 niona 2015 roga ®enepanbHbiv 3akoHOM 0T 22 Aekabpa 2014 rona N
429-03. - CM. NpeablAyLLYI0 PEAAKLIMIO)

1. OkcnepTur3a fiekapCTBEHHbIX CPEACTB NMPOBOANTCS KOMUCCUEN SKCNEPTOB SKCMEPTHOIO yYpexaeHusl, HazHa4YeHHON ero
pyKOBOAMTENEM, Ha OCHOBaHMM 3aJaHuMsi Ha NpoBedeHMe SKCNepTU3bl JeKapCTBEHHOro CpeacTBa,  BblOAHHOMO
YMNONMHOMOY€EHHbIM chegepanbHbIM OpraHoM UCTONHUTENbHOM BnacT. PykoBoauTenb 3KCNepTHOro yvpexaeHust obecrneumsaet
Hagnexallee NPoBeAeHNe 3KCMNepTM3bl NeKapCTBEHHbIX CPEACTB B COOTBETCTBUM C 3afaHWEM, BblAaHHbIM YMONHOMOYEHHbLIM
eaepanbHbIM OpraHOM MCNOSHUTENBHON BNacTu, U OpraHn3yeT MOAroTOBKY CBOAHOIO 3akroveHust aTon komuccuun. B coctas
3TOWM KOMWCCUM MO PELUEHUI0 PYKOBOAMTENS SKCMEPTHOMO YYPEXAEHUS MOTYT ObiTb BKITHOYEHbI B KA4€CTBE 3KCMEepPTOB Nuua, He
paboTaloLue B JaHHOM 3KCNEPTHOM YUYPEXAEHUN, €CIU UX creunarnbHble 3HaHUs HeOOXoAMMbI A1 POBEAEHUS IKCNepPTU3bl U
Takue 3KCrepTbl OTCYTCTBYIOT B JAHHOM 3KCMEPTHOM YUpeXaeHUN.

2. OKCnepToM Mo NpPoBeOeHU0 3KCNepTU3bl NEKAPCTBEHHbIX CPeACTB SABMSIETCS aTTeCTOBaHHbLIA PabOTHMK 3KCMEPTHOro
YyUYpEeXOeHUsl, KOTOPbI UMEeET BhICLLEe MeguumuHckoe, hapMaleBTUYeCcKoe, bruonormdeckoe, BETEPUHAPHOE UMM XUMUYECKOE
obpasoBaHMe 1 NPOBOAMT SKCMEPTU3Y NEKAPCTBEHHbIX CPEACTB B MOPSIAKE MCMOMHEHUsI CBOUX [AOIMKHOCTHbIX 00sS3aHHOCTEN
(oanee - akcnepT).

3. an/I npoBeaeHnn 3KCNepTu3bl NIEeKapCTBEeHHbIX CpeacTB 3KCNepT HE MOXET HaxoOuTbCA B Kakon-nmbo 3aBMCUMOCTU OT
nnua, HadHa4dymBLLEero 3Ty 3KCnepTuay, paapa60TqMKa NeKapCTBEHHOro cpencrTsa unun opyrnx 3anHtTepeCoBaHHbIX B pe3ynbratax
9KCNepTu3bl NnL.

4. lMpu npoBegeHUN 3KCNEepPTU3bl NeKapCTBEHHbLIX CPEACTB He AonyckaeTcs ucrtpebosaTth y 3asBuTens nubo MHbIX nuu
maTepuanbl, Heobxogumble ANS MNPOBEOAEHWUs 9KCnepTusbl. B cnyyae HeOQoCTaTOMHOCTU MpPEeACTaBMEHHbIX 3KCNepTy
mMaTepuanoB ANs Aadu 3akflyveHWs 3KCMepT CTaBUMT BOMPOC O MpeacTaBfneHun emy HeobxoauMblX martepuanoB nepeg
pyKOBOAMTENEM 3KCMEPTHOrO YYpeXaeHUsl, KOTopbl obpallaeTcss C COOTBETCTBYHOLLUMM 3anpocoM B YMNOMHOMOYEHHbIV
denepanbHbIA OpraH UCMONMHUTENBHOW BNacTW, BblAaBLUWA 3ajaHWe Ha NpoBedeHMe 3KCNepTusbl NeKapCTBEHHOrO CpPeacTBa.
YKkasaHHbI dedeparnbHbii OpraH UCMOMHUTENBHOW BracTM B TedeHue NSTU pabounmx AHEW COo OHS MOCTYNeHus 3anpoca
PYKOBOAMTEMNS 3KCMEPTHOrO Yy4YpexaeHUs HarnpasrnsieT 3asiBUTEnNt0 3anpoc O npeacTaBreHuM HeoGXOAMMbIX MaTepuanos.
[aHHbI 3anpoc MOXeT ObITb nepegaH YNoNHOMOYEHHOMY MPEACTaBUTENO 3asiBUTENsI NIMYHO NMOZA PacruCcKy, HampaBsreH no
noyTte 3akasHbiM NUCbLMOM WNW MepefaH B 3NEKTPOHHOM (hopme Mo TenekKoOMMYHMKaLMOHHbIM KaHanam cBdaAsu. B cnydvae
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HanpaBreHns 4aHHOro 3anpoca Mo NoYTe 3akasHbIM NMUCbMOM OH CHUTAETCS MOSTyYEHHLIM MO UCTEYEHUUN LUECTU AHEWN C AaTbl
HanpaBreHns 3aKka3Horo N1cbMa.

(Yactb B pepakuuu, BBeaeHHoM B genctene PepepanbHbiM 3akoHOM OT 25 Hosabpsa 2013 roma N 317-93. - Cm.
NReAbIAYLLYI0 PefaKumio)

4 1. 3asButenb 06s3aH NpeacTaBUTb OTBET HA 3anpoc YNOSIHOMOYEHHOTO heaeparnbHOro opraHa UCMONHUTENbHOM BNnacTu
B CpPOK, He MNpeBbILAKLWNA OEeBAHOCTA paboynmx OHEW CO OHA ero MornyyYeHus. YNONMHOMOYEHHbIM denepanbHbid OpraH
WCMONHUTENbHOM BRacTW, BblAABLUMW 3adaHMe Ha MpPOBEAEHME 3KCMepTU3bl NIeKapCTBEHHOrO CpeacTBa, B TeYeHME NATU
pabounx OHen €O OHA MOCTYNMeHUs OT 3asiBUTeNnsl OTBETa Ha [aHHbIi 3anpoC HanpaensieT TakoW OTBET B 3KCNEpTHOEe
yupexzaeHue. B crniyyae HenpencTaBneHnsi No MCTEYEHUN OeBAHOCTA pabounx OHEeWn 3asiBUTENeM OTBETa Ha AaHHbIA 3anpoc
YNONTHOMOYEHHbIN  (befeparnbHblid  OpraH WCMOMHUTENbHOW BMAACTW, BbIOABLUMW 3agaHWe Ha MpoBedeHMe 3KChepTusbl
NeKapcTBEHHOIO CpeAcTBa, B TedeHue NATM pabounx OHEeN HanpaBnsieT B 3KCMEpPTHOE YuYpexaeHue YBEeLOMIIEHWEe O
HenpeacTaBneHnn 3asiBUTENeM OTBETa Ha 3anpoC yKas3aHHOro opraHa. Bpems co OHA HanpaBneHus 3anpoca 3KCMepTHOro
yupexaeHus B YNOMHOMOYEHHbIM dedepanbHbli OpraH UCMOMHUTENbHOM BnacTM A0 [AHSA  NOMNydeHUs  SKCNepTHbIM
yypexageHnem OoTBETa Ha 3anpoc Mnv yBeAOMSIEHNS O HenpeacTaBneHMn OTBETa Ha 3anpocC He YYUTbIBAETCH NpU UCHUCIIEHUN
CpoKa NpoBeAeHNs 3KCMNepTU3bl NEKapCTBEHHOIO CPeaCcTBa.

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

4 2. Ecnn B cocTaBe perucTpauMoHHOrO [0Cbe Ha JIeKapCTBEHHbIV npenapaTr Anst MEeAUMUMHCKOTO MNpPUMEHEHUs
coaepXxuTtes npegycmoTtpeHHas ctatbent 18, yactbto 1_1 ctatbun 30 u cTtatben 34 Hactosulero dPenepanbHOro 3akoHa Konust
peLleHns yNoNIHOMOYEHHOro cheaepanbHOro opraHa UCMoNHUTENBHON BNAcTu O NPOBEAEHNW UHCNEKTUPOBAHUS NPON3BOANTENS
neKapCTBEHHbIX CPeACTB, IKCNepTy A0 0POPMMEHNsA pe3ynbTaToB IKCNEPTM3bl NEKapCTBEHHOMO CPEACTBA NPeaoCTaBNsAeTcs B
nopsifike W Ha yCroBUsIX, KOTOPbIE NPeAYCMOTPEHbl YacTamu 4 U 4_3 HacTosLIeN CTaTby, KOMUS 3aKMHYEHUSS O COOTBETCTBUM
Npou3BOANUTENS NEKAPCTBEHHbIX CPeAcTB TpeboBaHMSIM NpaBui Hagnexallen NPOW3BOACTBEHHOW MNPaKTUKW, BblAAHHOMO
YNOMHOMOYEHHbIM hefepanbHbIM OPraHoOM UCMONMHUTENBHOW BNACTW.

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

4 3. 3aaBuTtenb 00§3aH NpeacTaBUTb B YMOMHOMOYEHHbIN defeparnbHbii OpraH MCMOMHUTENbHOW BnacTv KOMuio
3aKIMYEHUs O COOTBETCTBMM NPOU3BOANTENS NTIEKAPCTBEHHBIX CPeACTB TpPeOOBaHUSAM NpaBun Haanexallen Nnpon3BoACTBEHHOM
NPakTUKU B CPOK, HE MPEBbLILLAIOLLNA CTa BOCbMUAECATM pabounx OHEW CO AHS MOMy4YeHus 3anpoca O ee NMpeaoCTaBeHUN.
YNONMHOMOYEHHbIN hedepanbHbld  OpraH WCMNOMHUTENbHOW BRacTW, BbiAaBLWWA 3aJaHWe Ha npoBedeHWe 3KCnepTusbl
NeKapCTBEHHOIO CpeAcTBa, B TeYeHWe NsiTu paboumx OHENW CO AHS MOCTYNIEHWs OT 3asBUTEMNS KOMWM 3aKIYeHUst O
COOTBETCTBUM MPON3BOAMTENSA NEKAPCTBEHHbIX CpeacTB TpeboBaHMAM npaBun Hagnexallen Mpou3BOACTBEHHOW MPaKTUKWM,
HanpaBnseT ee B 9KCMNEPTHOe ydpexaeHue. B cnyvyae HenpeactaBneHus 3asiBUTENEM B yKasaHHbIN CPOK KOMUW 3aKN0YeHUs o
COOTBETCTBUWN MPOU3BOAMTENS NEKApPCTBEHHbLIX CPeacTB TpeboBaHWSM MpaBun Haanexailen npovu3BOACTBEHHOW MpPaKTUKK
YNOMTHOMOYEHHbIN  (befepanbHblid  OpraH WCMOMHUTENBHON BRACTW, BbIOABLUMIA 3aJaHWe Ha MpoBedeHMe 3KCNepTusbl
NeKapCTBEHHOro cpeacTBa, B TevyeHue nATu paboumx AHEeW HanpaBnsdeT B 3KCMEPTHOE YyypexaeHue yBedoMIieHue O
HenpeacTaBneHnn 3asBUTENEM KOMUU 3aKMioYeHUss O COOTBETCTBMM NPOU3BOAUTESNSA NEKAPCTBEHHbIX CPpeacTB TpeboBaHUAM
npaBun Hagnexallen Npon3BOACTBEHHOW MNpakTvku. Bpems co AHA HanpaBneHus 3anpoca 3KCNEpPTHOro YYpexaeHus B
YMNONMHOMOYEHHbIN dedepanbHbIi OpraH WCMOMHUTENBHON BNacT A0 AHS MONyYeHUs SKCNEepTHbIM yypexaeHueM Konum
3aKr4YeHns 0 COOTBETCTBMU NPOU3BOANTENS NEKapCTBEHHbIX cpeAcTB TpeboBaHUAM NpaBun Hagnexatllen Nnpon3BoACTBEHHOM
NpakTUKU UN1 yBeOOMIIEHUS O ee HenpeacTaBreHWM He YYUTbIBaeTCA MpU UCHUCMEHUW CPOKa MNPOBEAEHWUs 3KCrepTusbl
nekapcTBeHHOro cpeacTaa.

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

5. DkcnepT npu npoBegeHUN MOPYYEHHOW eMy PYKOBOAWUTENEM 3KCMEPTHOrO YYpexaeHus SKCnepTusbl NIeKapCTBEHHOMO
cpeacTBa 0653aH:

1) NnpoBecTn nonHoe mnccnefoBaHve NpeacTaBneHHbIX eMy OObEKTOB, MaTepuanos, 4aTb 060CHOBaHHOE M 0OBLEKTMBHOE
3akItoveHne No NOCTaBMNEHHLIM Nepea HUM BONPocam MM MOTUMBUPOBAHHOE 3aKSiOYeHNEe O HEBO3MOXHOCTU MPOBEAEHUST UM
3KCMnepTu3bl NIEKapCTBEHHOIO CPEACTBa, ECNN NOCTaBMNEHHbLIE BOMPOCHI BbIXOAAT 3a Npeaenb! cneumnanbHbIX 3HaHUIA 3KCnepTa,
00ObeKTbI UccrneqoBaHWiA U MaTepuarbl HENPUrogHbl UMM HeQOCTaTOuHbI NS NPOBEAEHNs UCCNEeAoBaHU N Aayn 3aKmioyeHns
nnB0o COBPEMEHHBIN YPOBEHb PA3BUTUSI HAYKN HE NMO3BOSIET OTBETUTL Ha NOCTABMEHHbIE BOMPOCHI;

2) He pasmallaTtb CBeOeHWUA, KOTopble CTann eMy U3BECTHbl B CBA3WM C NMpoBedAeHUEeM 3KCNepTu3bl JNeKapCTBEHHOro
cpencTBa, a Takke cBefeHusd, coctaBsnatolme rocygapCrBeHHY, KOMMEPYECKYH UM NMHYK0 OXpaHAEMY0 3aKOHOM TaVlHy;
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06 ob6palLeHun nekapcTBEHHbIX CPEACTB (C u3MeHeHnsMmn Ha 4 aBrycTta 2023 roga) (pepakuusi, aencreytowas ¢ 1 ceHTabpsa 2023 CTtpanuua 29
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

3) obecnevnTb COXpaHHOCTb NPeACTaBNeHHbIX 0OGLEKTOB NCCNe0BaHUA U MaTepuaros.
6. JkcnepT He Bnpase:

1) npoBoAUTbL 3KCMEPTU3Y NEKAPCTBEHHOrO cCpeacTBa MO OOpalleHMI0 HEMOCPEACTBEHHO K HEeMy OpraHusaumi unum
PM3MYEeCcKMX nuu;

2) camocTosITENbHO cobUpaTh MaTepuarbl AN NPOBEAEHUs IKCNIepPTU3bl NIEKAPCTBEHHOTO CPEACTRA;
3) NpoBOAWTL 3KCTEPTU3Y NIeKapCTBEHHOIO CPEeACTBa B Ka4ECTBE HErOCYAapCTBEHHOMO aKcnepTa.

7. B crny4yae HeO6XO,EI,I/IMOCTVI JQKCnepT Bhnpase Xxo4aTancTeoBaTb nepen pykoBoguTerieM 3KCMEepTHOro ydpexneHuda o
npuBrie4eHMN K npoBeeHN0 3KCNepTnU3bl NIeKapCTBEHHOIo cpeacTBa Apyrmx 3KCNepToB.

8. Kaxgblh akcnepT, BXOAAWMUMW B COCTaB KOMWCCUMM 3KCNEPTOB, KOTOPOW MOPYYEHO MpoBedEeHNE SKCNepTu3bl
neKkapCTBEHHOro cpeacTBa, HE3aBUCUMO M CaMOCTOSATENbHO MPOBOAUT UCCNEAOBaHUA, OLEHUBAET pe3yrnbTaTthl, NOMyYeHHbIe
UM FIMMHO W ApYrMMK 3KcrnepTamu, n OopMynunpyeT BbliBOAbI OTHOCUTENBHO MOCTAaBIEHHbIX BOMPOCOB B Mpedenax CBOMX
cneumarnbHbIX 3HaHUN.

9. PesynbTathl 3KCNepTU3bl NEKAPCTBEHHOTO CPEACTBA OPOPMITSIOTCS 3aKMHOHYEHNEM KOMUCCUM 3KCTepToB. B 3aknioueHun
KOMWUCCUUN SKCMEPTOB YKa3biBAOTCA MNepeveHb WCCRefoBaHUiA, 0O6bemM MNPOBEAEHHBLIX KaXKAbIM 3KCMEPTOM WUCCredoBaHWA,
YCTaHOBMEHHbIE KaXablM U3 HUX (PaKkTbl U COENaHHble B pesyrbraTte WCCRenoBaHUiA BbIBOAbI. JKCMEPT, MHEHME KOTOPOro He
COBMajaeT C peLleHnemM KOMUCCUM SKCNEPTOB, BpaBe Bbipa3uTb CBOe MHEHUWE B NMUCbMEHHON (hopMe, KoTopoe npuobLuaeTcs K
3aKIIOYEHNIO KOMUCCUW IKCTIEPTOB.

10. OkcnepTbl, BXOAsWME B COCTaB KOMMUCCUM, npeaynpexgarTca 00 OTBETCTBEHHOCTM B COOTBETCTBUM C
3akoHogatenbcTBoM  Poccunckonn  ®demepaumm  3a gady  3akniyeHus,  cofepXawlero  HeobGOCHOBaHHble U
danbcMdULMpOBaHHbIE BbIBOAbI, O YEM OHU AA0T NOAMUCKY.

11. OnpeneneHne ypoBHsS NpodeCCUOHANbLHON NOATOTOBKN 3KCMEPTOB M aTTecTalms UX Ha NpaBo NPOBEAEHUS SKCNEepTU3bl
NeKapCTBEHHbIX CPEeACTB OCYLUECTBNAKTCS 9KCMEPTHO-KBANMMUKALMOHHBIMU KOMUCCUAMU B MOpsSiaKe, YCTaHOBMEHHOM
COOTBETCTBYIOLLIMM YMONHOMOYEHHbIM ddefepanbHbiM - OpraHoOM  UCMONHUTENBbHOW BnacTu. YpoBeHb MpodeccMoHanbHOM
NoAroTOBKW 3KCNEPTOB MOAMNEXUT NePeCcMOTPY yKazaHHbIMU KOMUCCUAMUW HE pexe YeM OOUH pa3 B NATb NeT.

12. lpaBuna npoBedeHUs SKCNEepTU3bl IEKapCTBEHHbIX CPEACTB U OCOBEHHOCTW JKCMEepTU3bl OTAEMbHLIX BUOOB
nekapcTBeHHbIX npenapaTtoB (pedepeHTHbIX NeKapCTBEHHbIX NpenapaTtos, BOCNPOU3BEOEHHbIX NeKapCTBEHHbIX npenapaTos,
Buonormyecknx nekapcTBeHHbIX npenapaTtoB, GuoaHanoroBbix (6uMonodobHLIX) NekapCTBEHHbIX npenapatoB (GuoaHanoros),
roMeonaTu4ecknx rekapcTBeHHbLIX MpenapaToB, NeKapCTBEHHbIX pacTUTENbHbIX NpenapaToB, KOMOMHAUMIA NeKapCTBEHHbIX
npenapaTtoB), (OPMbl  3aKMIOYEHUA KOMUCCUW  SKCMEPTOB  YCTaHaBMMBAIOTCA  COOTBETCTBYIOLUMM  YMONTHOMOYEHHbIM
dhepepanbHbIM OPraHoM UCNONHUTENBHOW BRACTU.

(YacTtb B pegakuuun, BBegeHHom B aenctene ¢ 1 nons 2015 roga degepanbHbiM 3akoHOM OT 22 Aekabpa 2014 roqa N 429-
@3. - Cm. npeablayLyo pefakuuo)

KommeHTapum k ctatbe 16
CTATbA 17. NOAAYA U PACCMOTPEHUE 3AABITIEHUA O FOCYD,APCTBEHHOVI PErMCTPALIUUN
JIEKAPCTBEHHOI'O NMPENAPATA ANA BETEPUHAPHOIO NPUMEHEHUA

1. ns rocygapCTBEHHOW perncTpaummn nekapCcTBEHHOro npenapara Ana BeTepuHapHoro npuMeHeHns paspaboTymk Takoro
nekapcTBEHHOro npenapara unu ynorHOMOYEHHOE UM ApYroe opuanyeckoe NuUo (4anee B HACTOsILLEN CTaTbe - 3asBUTENb)
npeacraenser B YMNONHOMOYEHHbIN doefepanbHbii OpraH MCMNOMHUTENBHOW BIAcTW, OCYLUECTBASAIOWNA rOCYAapCTBEHHYHO
perucTpaumio nekapCTBEHHbIX MpenapatoB Ansi BETEPUHAPHOrO MPUMEHEHUS!, B 3MEKTPOHHOW dopme unn Ha BymakHom
HocuTene 3asiBreHve o0 rocyaapCTBEHHOM perMcTpaLmm nekapCTBEHHOro npenapara Ansi BETepMHAPHOTro NPUMEHEHWS, a Takke
B nNopsiike, YCTAHOBMEHHOM COOTBETCTBYIOLLMM YMNOMHOMOYEHHbIM deadeparnbHbiM OpraHoM WCMNOMHUTENbHOW Bnactu, B
3MNEKTPOHHOW hopme unm Ha ByMakHOM HocuTerne HeobxoauMble AOKYMEHThI, U3 KOTOPbIX hOPMUPYETCA pEerncTpaumoHHoOe
J0Cbe Ha fekapCTBEHHbIN Npenapar Ans BETePUHapHOro NpUMeHeHUs.

2. B 3asBneHun o FOCWJ,apCTBeHHOVI perncTtpaumnm nekapCTtBeHHOro npenapara Aana BeTepuHapHOro npuMeHeHusa
YKa3blBakOTCA:
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06 ob6palLeHun nekapcTBEHHbIX CPEACTB (C u3MeHeHnsMmn Ha 4 aBrycTta 2023 roga) (pepakuusi, aencreytowas ¢ 1 ceHTabpsa 2023 Ctpanuua 30
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

1) HaumeHoBaHWe W afpec 3asBUTeNs, paspaboTymka 1 NPOM3BOAUTENS NEKapCTBEHHOrO Npenapara Ansi BETEpUHAPHOro
NPUMEHeHMs1 U aapec MecTa OCYLLECTBIEHMS] MPOM3BOACTBA JIeKapCTBEHHOIO npenapaTta Ans BETEPUMHAPHOIo NpuMeHeHus (B
cryvae Hanu4msi HECKOMbKMX Y4aCTHUKOB NpoLiecca Npor3BoACTBa HEOBXOANMO YKas3aTb KaXaoro ns Hux);

2) HauMeHoBaHMWe NeKapCTBEHHOTO NpenapaTa AJ1si BETEPUHAPHOrO NPUMEHEHUS (MEXayHapoAHOe HernaTeHTOBaHHOe, UK
rPYNMNMpPOBOYHOE, UMM XMMUYECKOE U TOProBOe HaMEHOBaHNs);

3) nepeyeHb [OeWCTBYIOLIMX W BCMOMOraTenbHbIX BELLECTB, BXOASLWMX B COCTaB JEKAPCTBEHHOro rnpenaparta Aans
BETEPUHAPHOTO NPUMEHEHUS], C YKasaHUEM KONMYECTBA KaX4Ooro U3 HUX;

4) JleKapCTBeHHasn (bopma, AO03npPOBKa, cnocobbl BBeAEHNA N NPpUMEHEHUNA, CPOK rogHOCTU JNeKapCTBEHHOIo npenaparta
Aana BeTepunHapHOro NnpuMeHeHus;

5) cbapmakoTepaneBTU4ecKas rpynna;

6) HEOBXOAMMOCTb NMPUMEHEHUA YCKOPEHHOM MPOoLIeaYypPbl 3KCNEPTM3bl NEKapCTBEHHbLIX CPEACTB B LIEMsAX rocyaapCTBeHHON
pervcTpaummn nekapcTBEHHOro npenapara;

7) KON AOKYMEHTOB, NOATBEPXKAAIOLMX YNNaTy rocyaapCTBEHHOM NOLWSUHbI:
a) 3a npoBedeHVe 3KCMNEPTU3bl KayecTBa JIeKapCTBEHHOTO CPEACTBa W 3KCNEepTU3bl OTHOLLEHWUS OXMAAEMOW Mofb3bl K
BO3MOXHOMY PUCKY MPUMEHEHMsI NeKkapCTBEHHOro npenapara Ans BeTEPUHAPHOro MPYMEHEHUSI MPU ero rocyaapCTBEHHOM

perucTpaumu;

6) 3a Bblgady permcTpaumroHHOro yA0CTOBEPEHMS NTEKAapCTBEHHOTO Npenapara;

8) Hannume cornacus, NPegyCMOTPEHHOrO YacTblo 7 HaCTodLle CTaTbW, €CNM C MOMEHTAa perucrpaunm pedepeHTHOro
NeKapcTBEHHOrO npenapara ans BeTepuHapHOro NPUMEHEHUs NPOoLLIO MEHee YEM LLIECTb JieT.

(MyHKT B pegakumu, BBeAeHHON B Aencteme PenepaneHbim 3akoHom ot 13 mtonga 2015 rona N 241-93. - CM. npeaplayLLyo
penakumio)

3. PernctpaumoHHoe pfocbe B LEnsX 9SKCNepTU3bl JIeKapCTBEHHOro npenaparta Ans BETepPUHAPHOro NPUMEHEHUS
dopmmpyeTcs U3 crneayoLmx AOKYMEHTOB 1 CBEAEHUN:

(AB3aL B pegakuun, BBegeHHon B genctane ¢ 1 aHBapsa 2021 roga PenepanbHbiM 3akoHOM OT 27 aekabpa 2019 rona N
478-03. - CM. NpeablAyLLYI0 PDEAAKLIMIO)

1) cBeaeHus o gate NpefocTaBneHUs U PErMCTPauMoOHHOM HOMEPE NULIEH3MM Ha NPOM3BOACTBO SIEKAPCTBEHHbLIX CPEACTB,
npenocTaBnNeHHON MPOU3BOAUTENIO PErMCTPUPYEMOrO feKapCTBEHHOIO Mpenaparta Ans BETEPUMHAPHOrO MPUMEHEHUs, Ans
POCCUIACKMUX MPOn3BOaUTENEN;

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

2) cBegeHuns 0 gaTe NPeaoCTaBneHns U permcTpaunoHHOM HOMepe NMLEH3UN Ha NPOU3BOACTBO JIEKapPCTBEHHbIX CPEACTB,
NpeaoCTaBneHHOM NMPOM3BOAMTENO hapMaueBTUYEeCKOn cybcTaHumMM, BXOOSILLEN B COCTaB PErmcTPUPYEMOro fiekapCTBEHHOIO
npenaparta 4nsi BETEPMHAPHOIro NPUMEHEHNS, 5151 POCCUNCKUX NPON3BOAUTENEN;

(MyHkT B pegakuun, BBeaeHHoW B gercteue ¢ 15 uoHs 2018 roga PenepanbHbiv 3akoHoM oT 4 mtoHa 2018 roga N 140-
®3; B pegakumm, BBegeHHon B Agencteme ¢ 1 aHBaps 2021 roga PenepansHbiv 3akoHOM oT 27 aekabpsa 2019 rona N 478-93. -
CM. NpeablAayLLYI0 penakLmio)

MoanyHKT 2 YacTu 3 HacTosiwen ctaTbu BCTynumn B cuny ¢ 1 aHBaps 2017 roga - cMm. NyHKT 3 crtatbu 4 PenepansHOro
3akoHa ot 22 nekabpa 2014 rona N 429-03.

2_1) Konuna OOKYMeHTa, BblAaHHOIO ynoJIHOMOYEHHbIM OpraHOM CTpaHbl nNpoun3BoanTena Ona Kaxkoom I'IpOVISBOLI,CTBeHHOI;I
nnowankmn perncTtpupyemMoro JnekapCrtBeHHOro npenaparta And BeTepuHapHOro npuMMeHeHuna W noareepXxaatrollero
COOTBETCTBME Npomn3BoaunTeNna J1IeKapCTBeHHOro npenaparta Tpe6OBaHVIHM npasun Hagnexawiemn I'lpOVI3BO,D,CTBeHHOl7I NPaKTUKK,
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06 ob6palLeHun nekapcTBEHHbIX CPEACTB (C u3MeHeHnsMmn Ha 4 aBrycTta 2023 roga) (pepakuusi, aencreytowas ¢ 1 ceHTabpsa 2023 CrtpaHuua 31
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

W ero nepesof Ha PYCCKUN £3blK, 3aBEPEHHble B YCTAHOBMEHHOM MOpsfKe, a Takke KOMusA 3aKMioYeHUs O COOTBETCTBUM
npon3BoamnTeNs neKapCTBEHHbIX CPeAcTB TpeboBaHuMAM npaBwui Hagnexaiwen MNPOU3BOACTBEHHOW NPAaKTUKK, BblIAHHOMO
YMONMHOMOYEHHbIM  dbeeparnbHbiM  OpPraHOM  UCMOMHUTENbHOM BMAcTU  ANS  KaXOoW MNpOM3BOACTBEHHOW  NNOLLaAKu
pPerucTpupyemMoro riekapcTBeHHOro npenapara ANna BETEpMHAPHOrO MPUMEHEHWUs, NMBO KOMWS pelleHWss O MnpoBeaeHUU
WHCMNEKTUPOBaHUS MNPOU3BOAUTENSI NEKapCTBEHHbIX CPEACTB, MNPUHATOrO YMONMHOMOYEHHbIM heaepanbHblM  OpraHoM
WCMOMHUTENBHOW BNAacTW Afs KaXOoW NpOV3BOACTBEHHOW NMOLWAAKW PerMcTpupyemMoro nekapCTBEHHOro npenaparta Aans
BETEPUHAPHOIO MNPUMEHEHMWS. YKa3aHHble [OOKYMEHTbl MPeACTaBrsloTCA B Cry4vae, ecnv MpPOW3BOACTBO feKapCTBEHHOMO
npenaparta ocyLiecTBnsieTcs 3a npegenamm Poccuiickon ®egepaumm;

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

2_2) konusa OOKYMEHTa, BblAAHHOro YNosfIHOMOYEHHLIM OpPraHoOM CTpaHbl Npon3BoauTens apMaueBTUYEeCKOn cyOcTaHumum
1 NoATBEpPXKOAMoLEro COOTBETCTBME Mpou3BoamTens dapmMaueBTUYeckon cybcTaHLmMmn, BXoasawWwen B COCTaB PErMCTPUPYEMOro
NeKapCTBEHHOro npenaparta A BETEPUMHAPHOro MNPUMEHEHUs, TpeboBaHMAM MpaBuUN Hagnexaiwlen npon3BOACTBEHHOM
NPaKkTUKN, N ero MnepeBod Ha PYCCKUA $3blK, 3aBEPEHHblE B YCTAHOBIIEHHOM MOPsiAKe, B Clyyae, eCcnu NpOM3BOACTBO
dapmaLeBTMYECKOM CyOCTaHLMKM OCyLLEeCTBNSIETCA 3a npedenamn Poccuiickon depepauuu;

(MyHkT gononHuTensHo BkNtoveH ¢ 15 noHsa 2018 roga $enepanbHbim 3akoHoM OT 4 uioHa 2018 rona N 140-93)

3) NpoeKT HOPMaTMBHOO OKYMEHTA Ha NeKapCTBEHHbIN NpenapaT AN BETePUHAPHOMO NPUMEHEHWS;

4) [OKYMEHT, copepaliuin crefytoLyo MHdopMaumio o dapmaueBTUYeckon cyGeTaHumMM unu dapMaueBTUYeCcKmX
cybcTaHUUsIX, BXOASILUMX B COCTaB fiekapCTBEHHOro npenaparta st BETePMHAPHOro NpMMEHEHWs::

a) HaMMeHoBaHWe hapmaleBTMYeCKon cybCcTaHuMn, ee CTpYKTypa, obLime cBOMCTBA (NpY rocyqapCTBEHHOW perncrpauum
MMMYHOBKNOMNOrMYeCcKnX nekapcTBEHHbIX NpenapaToB Afsi BETEPMHAPHOro NpUMEHEHNA NPeaCcTaBnsAlTCs CBeAeHUs O LTaMme,
BKIoYas ero HameHoBaHne, MHPOPMaLUNIO O MPOUCXOXOEHMMU, €ro CBOMCTBAX, XapaKTepUCTMKax 1 MecTe AEeNOHNPOBaHNS);

(MognyHKT B pegakumun, BBeaeHHon B aencteue ¢ 13 asrycta 2019 roga PenepanbHbiM 3akoHom ot 2 asrycta 2019 rona N
297-®3. - Cm. NpeaplayLLyo peaaKLnio)

6) HanMeHOBaHWe N aapec npoun3sognTend,
B) TexXHonorna npomn3soacTea c onncaHnem cragun npon3BoacTBa U METOAOB KOHTPOIA Ha BCEX CTaguAaX Npon3BoaACTBa,

r WHopmaumss o npuMmecsax (He npeacTaBnsieTca MNpu roCyAapCTBEHHOW perncTpauum  MMMYHOOMONOrM4eCcKmx
NeKapCTBEHHbIX MpenapaToB AN BETEPUHAPHOTO NPUMEHEHUS);

(MognyHKT B pegakumu, BBeaeHHom B gencteue ¢ 13 aBrycta 2019 roga PenepanbHbiM 3akoHom oT 2 aerycta 2019 roga N
297-03. - CM. NpeAblayLLyio peaakuuio)

4) cneundukauma Ha dapMaueBTUYECKYD CybCTaHuuo (He NpencTaBnsieTcs Mpu rocyqapCTBEHHOW perucrpaumu
UMMYHOBMNONMOrMYEeCcKNX NneKkapCcTBEHHbIX NpenapaToB Ansi BETEPUHAPHOIo NpUMEHeHUS);

(MopnyHKT B pegakunn, BBeaeHHon B aencteume ¢ 13 asrycta 2019 roga ®enepanbHbiM 3akoHOM 0T 2 aBrycta 2019 rona N
297-03. - CM. NpeAblayLLy0 penakumio)

9) onncaHne MeTogukK KOHTpOIA KavecTBa,

X) pesynbraTbl aHanusa cepuin hapmaueBTMyeckon cybcTaHumMm (He NPeACTaBnNAKTCA NPU rocyaapCTBEHHOW permcTpaumm
MMMYHOBMNONOrMYECKNX riekapCTBEHHbIX NpenapaToB Ansi BETEPUHAPHOro NpUMEHeHUS);

(MognyHKT B peaakumun, BBeaeHHon B aernctaue ¢ 13 asrycta 2019 roga PenepanbHbiM 3akoHom oT 2 asrycta 2019 rona N
297-®3. - CM. NpeablayLLY0 PeAAKLN)

3) NepeyeHb CTaHgapTHbIX 06Pa3LIOB UK BELLECTB, UCMOMb3YEMbIX NMPU OCYLLECTBIEHNM KOHTPONS KaYecTBa;
1) onMcaHne xapakTepucTMK U CBOMCTB YNakoBOYHbIX MaTepUanoB 1 yKYNopoYHbIX CPEAcCTB;

K) OaHHble O CcTabunbHOCTU (HE nNPeacTaBnsAlTCA MpUM  rOCYygapCTBEHHOW perncrpaumm MMMYHOOMONMOrMYEeCKmX
nekapCTBEHHbIX NpenapaToB Arsi BETEPMHAPHOIO NPUMEHEHWS);

(MoanyHKT B pedakumuv, BBeAeHHOM B AerictBue ¢ 13 aBrycta 2019 roga PenepanbHbiM 3akoHoM OT 2 asrycta 2019 roga N
297-®3. - CM. NpeaplAyLLYI0 PeaaKLmio)
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06 ob6palLeHun nekapcTBEHHbIX CPEACTB (C u3MeHeHnsMmn Ha 4 aBrycTta 2023 roga) (pepakuusi, aencreytowas ¢ 1 ceHTabpsa 2023 Ctpanuua 32
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

1) CPOK FOAHOCTU, YCIOBUSA XpaHeHus;

5) otyeT 0 pesynbratax OOKIMHUYECKOrO WCCNEAOBaHUS NEKAPCTBEHHOrO CPeacTBa AN BETEPUHAPHOIO MPUMEHEHMS,
BKIIOYaIOLLMIA ONMcaHMe METOAO0B OnpeneneHnsi OCTaTOMHbIX KOMMYECTB AENCTBYIOLWEro BeLecTBa (OENCTBYOLWMX BELLECTB),
AocTurarowero (4OCTUrarLLMX) CUCTEMHOIO KPOBOTOKA, B NMPOAYKLUWN XMBOTHOMO MPOMCXOXAEHUSI NOCNe NPUMEHEHUS Takoro
NeKapCTBEHHOro CpeacTBa, a Takke AOKYMEHTanbHOe NOATBEPXKAEHME (Banvaaums) yKasaHHbIX METOLOB;

(MyHkT B pepakuun, BBegeHHon B gencteue ¢ 13 asrycta 2019 roga PenepanbHbiM 3akoHoM OT 2 aBrycta 2019 roga N
297-03. - CM. NpeAblayLyo peaakuuio)

6) oT4eT O pesynbTaTtax KIMHUYECKOTO MCCredoBaHUsl NEKapCTBEHHOrO npenapata Ans BETEPUHAPHOrO NMPUMEHEHUS Y
Ka)KOoro BMAa XXUBOTHbIX, YKa3aHHbIX B UHCTPYKLUUM MO BETEPUHAPHOMY NPUMEHEHWIO;

7) NPOEKT WHCTPYKUMM O BETEPMHAPHOMY TMPUMEHEHMIO IEKApCTBEHHOrO Npenaparta, cofep)kallen cnegytoume
CBefeHus:

a) HanMeHOoBaHWe NieKapCTBEHHOro npenapara ana BeTepmnHapHOro npumMmeHeHund (Me>+<,u,yHapo,u,Hoe HenaTeHToBaHHOe, Uinn
rpynnmpoBoYHOE, Ui XmMmmn4eckoe 1 Toproesoe HaI/IMeHOBaHVIﬂ);

6) NneKapcTBeHHasn (bopma C YKasaHunem HaAaUMEHOBAHUN W KONMMYECTBEHHOIO COCTaBa ﬂeVICTByPOLLIMX BewecTB u
Ka4yeCTBEeHHOIro coctaBa BCnomMoraTtesibHbIX BELWECTB;

B) onncaHne BHeELHEro Baa nekapCrtBeHHOro npenapara ana BeTepnHapHOro npuMeHeHu4;

r) dapmakoTepaneBTUdeckas rpynna NekapcTBEHHOro npenapata Ans BeTepuHapHOro MNpPUMEHEHUs WNnu ykasaHue
"romeonaTnyecknin niekapCcTBeHHbIN Npenapat”;

4) hapmakoavMHamuka U bapMakoKMHETMKA (33 WCKIOYEHUEM (hapMaKOKUHETUKM TOMEONAaTUYECKUX IeKapCTBEHHbIX
npenapaToB Y PacTUTENbHbLIX NEKAPCTBEHHBIX MpenapaToB) UMM onucaHne UMMYHOGUOMOrMYECKUX CBOMCTB fieKapCTBEHHOIO
npenapara;

€) nokasaHusl 4nsi NpUMeHeHuUs;

) NPOTUBOMNOKA3aHUsA AN NPUMEHEHUS;

3) Mepbl MPEAOCTOPOXKHOCTU NPU NPUMEHEHNM;

I/I) YKa3aHne BO3MOXHOCTU U ocobeHHocTen NPUMEHEeHNA y 6epemeHHb|x XNBOTHbIX, Y XUBOTHbIX B nepunog nakrauuu, y
NMOTOMCTBA XUBOTHbIX;

K) pexum p[os3npoBaHuA, crnocob BBeOeHusa u npuMeHeHna, npu HeobxoamMmocTu BpemMaA npuema nekapCTBeHHOro
npenapara gna BeTepnHapHoOro npuMeHeHu4d, npoaosnKUTENbHOCTb JIEYEHUA;

N) BO3MOXHble MOGOYHbIE AEWCTBUS, HEXenaTernbHble peakuuu Mpu MpYMEHEeHUWM JEeKapCTBEHHOro npenapata Aans
BETEPUHAPHOIO NPUMEHEHWS;

M) CUMNTOMbI NEpPeao3nPOBKU, MePLI MO OKa3aHWIo MOMOLLM NpY NeEPeao3NpPOBKE;
H) B3aUMOAENCTBME C OPYTMMU NEKAPCTBEHHBbIMY NpenapaTaMu 1 (Mnum) KopMmamu;
0) hopmbI BbiNycka NeKapCTBEHHOrO NpenapaTta Ans BETEPUHAPHOIo NMPUMEHEHUS;

n) ykasaHue (Mpu HeobXxoaMMOCTU) OCOGEHHOCTEN [OEWCTBUS JIeKapCTBEHHOro Mpenapata Ans  BeTepuHapHOro
NPUMEHEHUS NpU NEPBOM NpUeMe UM NpPu ero OTMEHE;

p) onucaHue (Npu Heo6xooMMOCTK) OeNCTBUI cneumanicTa B obnacTtn BetepmuHapumn, Bragenblia XMBOTHOIO Npu NPonycke
npuema O4HOM UM HECKONbKUX 403 NIeKapCTBEHHOrO NpenapaTa Ans BeTepMHapHOro NpUMeHeHus;

(MognyHKT B pegakumun, BBeaeHHon B aerncteune ¢ 13 aBsrycta 2019 roga PenepanbHbiM 3akoHom ot 2 asrycta 2019 rona N
297-®3. - Cm. NpeaplayLLyo peaaKLmio)
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C) CPOK roaHOCTU M yKa3aHue Ha 3anpeTt npuMeHeHuda NnekapCTBEeHHOro npenapara ana BeTepuHapHOro npuMeHeHua no
NUCTEeYEHNN CpOKa roaHOCTH,

T) YCNOBUS XPaHEHWS;

y) ykasaHuMe Ha HeoGXOAMMOCTb XpaHEeHWs NeKapCTBEHHOro npenapaTta [Oflsl BETEePUHApHOrO MPUMEHEHUS B MecTax,
HeOoCTYMHbIX ANs AeTen;

) ykasaHve (Npu HeoGXoOAMMOCTM) cneumanbHbIX Mep MNPEgoOCTOPOXHOCTU MPU YHUUTOXEHUM HEWCMONb30BaHHbIX
rnekapCTBEHHbIX NpenapaToB Afsi BETEPUHAPHOTO NMPUMEHEHWS;

X) CPOKM BO3MOXHOIo MuCnonb3oBaHMA NpooyKUMM  XMBOTHOIO MNMPOUCXOXKAOEHUA MNocrne BBeAEeHUA XUMBOTHOMY
JNIeKapCTBEeHHOro npenaparta ana BeTepnHapHOro npuMmeHeHus;

L) ycrnoBus OTMyckKa;

l-I) HanMeHOBaHUA W ajgpeca npoun3BoACTBEHHbIX nJfiowagokK npou3soanTena JieKkapCTBEeHHOro npenaparta Aand
BETEPUHAPHOIo NpUMeHeHnA;

LLI) HanMeHoBaHue, apgpec opraHu3auum, yI'IOJ'IHOMO‘-IeHHOﬁ gepxarenem wunn Bnagenbuem pernctpaunoHHOro
yAoOCTOBEpPEHUA NeKapCTBEHHOIO Nnpenaparta Ha NpuHATne I'IpeTeH3VIﬁ oT I'IOTpe6l/1TeJ'IFI;

8) MpoekTbl MaKeTOB MEPBMYHON YMAKOBKM WM BTOPUYHOW YMaKOBKWM NEeKapCTBEHHOro npenaparta Ans BeTepUMHapHOro
NpUMeHeHs;

9) cneaylolwme CBeAeHNs O NekapCTBEHHOM rnpenapaTe A1 BETePUHAPHOMO NPUMEHEHWS:

a) onuncaHue 1 CoCTaB NeKapCTBEHHOTO Npenaparta Ans BETEPUHAPHOIo NMPUMEHEHUS;

6) onucaHue chapmaueBTUYECKON pa3paboTky;

B) onucaHue mnpouecca Npou3BOACTBA UM €ro KOHTPOIs, NOAMUCAHHOE B MOPSiAKe, YCTAHOBIEHHOM B COOTBETCTBUM C
YyacTblo 1 HacTosLlen cTaTbu;

(MognyHKT B pegakumun, BBeaeHHon B aenctaue ¢ 13 aBsrycta 2019 roga PenepanbHbiM 3akoHom ot 2 aBrycta 2019 rona N
297-93. - CM. NpeabIAyLLYI0 PDEAAKLIMIO)

) onucaHue KOHTPONS KPUTMYECKUX CTaduiA NPOM3BOACTBA U MPOMEXYTOYHOW MNpOAYKUMM, MOANUCAHHOE B MOpPSAKeE,
YCTaHOBNIEHHOM B COOTBETCTBUM C YacTbto 1 HACTOsALLIEN CTaTbU;

(MognyHKT B peaakumun, BBeaeHHon B aerncteune ¢ 13 asrycta 2019 roga PenepanbHbiM 3akoHom ot 2 asrycta 2019 rona N
297-®3. - CM. NpeablayLLY0 PeAAKLN)

O) HauMeHoBaHMS W agpeca pas3paboTymka, aepXarena wnuM Bnagenbua perncTpaumoHHOrO  yaoCTOBEpPEHUSsI
NeKapCTBEHHOro npenaparta, NPON3BOACTBEHHbIX MMOLAA0K NPON3BOAUTENS NIEKAPCTBEHHOMO Npenapara A BETEPUHApPHOro
NPUMEHEHNs1 C yKasaHMEM CTagun TEXHOIOMMYEeCcKOro mnpouecca, OCYLLECTBNSEMbIX Ha MPOM3BOACTBEHHbLIX NroLlagkax
NPOu3BOANTENS NEKAPCTBEHHOrO NpenapaTa Ans BeTEPUHAPHOro NPUMEHEHMS;

(MoanyHKT B pedakumv, BBeAEHHOW B AencTtBne PenepanbHbiv 3akoHoM oT 13 utona 2015 roga N 241-93; B pegakuum,
BBedeHHo B pewnctBue ¢ 13 aerycta 2019 roga PenepanbHbiM 3akoHoM oT 2 aerycta 2019 roga N 297-93. - Cwm.
TREAbIAYLLYIO PEAaKLNIO)

e) hapMaLeBTMYecKkas COBMECTUMOCTb;
) MUKPOBUONOrMyeckmne xapakTepUCTUKK;
3) maTtepmanbHbIi 6anaHc Anst NPon3BoACTBa CEpUM rOTOBOIO NPOAYKTA;

VI) OonncaHne XxapakTepucTtuk n CBOWNCTB YNaKoBOYHbIX MaTtepurasnioB U YKYNnopoO4HbIX CPEACTB,
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K) LOKYMEHTanbHoe NoATBepXaeHne (Banuaaums) NpoLeccoB u (M) UX OLIEHKA;

n) TpeboBaHMsA Kk Ka4ecTBY BCMOMOraTenbHbIX BELLECTB (CepTudmkaT, cneumgmrkalms Ha BCroMoraTenbHble BELLECTBA U UX
obocHoBaHue);

M) aHannTn4eckne MeToaunkun, ncrnosrnbldyemble NMpu OCyLLECTBIIEHUN KOHTPONA Ka4yecTBa BCromMoraTesfibHbIX BELWECTB;

H) [OOKyMeHTanbHOe noATBepXAeHWe (Banvgauusl) aHanmUTUYeCcKUX MEeTOAMK, WCMOMb3yeMblX MpU  OCYLLECTBREHUN
KOHTpOMs KayecTBa BCoMOraTenbHbIX BELLECTB;

O) VIH(bOpMaLI,I/IFl 00 ncnonb3oBaHNM BCnoMoraTenbHbIX BeLleCTB YernnoBe4eCKoro " XXMBOTHOIO NPOUCXOXOEHUA;

n) mognyHKT yTpatun cuny ¢ 13 aerycta 2019 roga - PenepanbHbii 3akoH oT 2 aerycta 2019 roga N 297-93 - cwm.
OpeablAyLLY0 PEeNAKLINIO;

p) TpeboBaHMsA K Ka4eCTBYy fleKkapCTBEHHOIO nNpenapaTa Ans BETepMHapHOro npuMeHeHus (ceptudumkart, cneumdukaumna Ha
nekapcTBeHHbIN npenapaTt n nx o60cHoBaHMe);

C) aHannTn4yeckne MeToauku, UcnoribdyemMble npu OoCyLeCTBITIEHUN KOHTPONA Ka4decTBa JIeKapCTBEHHOro npenapara ana
BETEPUHAPHOIro NpUMeHeHnaA;

T) AOKYMEHTanbHOe MOATBEPXKAEHME (Banupauusl) aHanmuTUYECKMX METOAMK, WCMOMb3yeMblX MPU  OCYLLECTBIIEHWUU
KOHTPOISi Ka4yecTBa NeKapCTBEHHOro npenapara A/l BETEPUHApPHOrO NPUMEHEHWS;

y) OOKYMEHT, NOATBEPXKAAOLLMI Ka4ecTBO JIeKapCTBEHHOro npenaparta TpexX NMPOMbILWIEHHbIX cepuid (MPOTOKON aHanusa
Unn cepTuduKaT aHanusa), OgHa cepusi KOTOPOro [oSbkHa coBrafjaTb C cepuelt obpasua NekapCTBEHHOro npenapara,
noAaHHOro Ha PerncTpauuio;

) xapakTepucTuka npumMmecen;

X) nepeyeHb CTaHAapTHbIX 06p33LI,OB, MCNosnb3yeMbiX MNpun OCYLLEeCTBIIEHUN KOHTPOIA KayeCTBa J1eKapCTBEHHOIo
npenaparta ana BeTepnHapHOro npMMeHeHus;

Ll,) AdaHHble O CTabunbHOCTH JTeKapCTBEHHOro npenapara Aanda BeTepuHapHOro npuuMeHeHun4;

10) KOnuna OOKYMEHTa, cogepxXallero I/IH(t)OpMaLI,I/II-O 0 Hannyum unm ob OTCYTCTBUMN q)aKTOB perncTtpaumm nekapcTtBeHHoro
npenapara gna BeTepnHapHoOro npuMeHeHuna 3a npegenamm Poccuiickon d)ep,epaumm;

11) cornacve B NMCbMEHHOW opMe, MNPesyCMOTPEHHOE YacTblo 7 HacToAulerd CTaTbW, B Clyyae perucrpaumm
BOCMNPOWN3BEOEHHOIO NTEKapCTBEHHOIO Npenapara;

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

12) Konus LOKYMEHTa Ha PYCCKOM si3blke, 3aBEPEHHOIO B YCTAHOBNEHHOM MOPSiAKE W MOATBEPXKAAOLWErNO NPaBOMOYHOCTb
3asBrieHNs1 O roCyAaPCTBEHHOWM perncTpaumm nekapcTBeHHOro npenapara ans BETepUHapHOro NpUMeHeHUs (JOBEPEHHOCTb);

13) cBegeHns o0 rocyapCTBEHHOW pPerncrpauun reHHO-MHXeHePHO-MOANMULNPOBAHHBIX OPraHM3MoB, NpeaHa3HaYeHHbIX
ONS BbIMyCcKa B OKpPYXawllylo cpegy (npy rocyaapCTBEHHOW pervcTpaumy NekapcTBEHHbIX MpenapaTtoB Ans BETEPUHAPHOIo
NPUMEHEHWS!, MOMYYEHHbIX C MPUMEHEHUEM TF€HHO-UHXEHEPHO-MOOUMULMPOBAHHBLIX OPraHM3MOB UMW COAEPXALLUMX Takue
OpraHu3mbl).

(MyHkT gononHuTenbHO BKMoYeH ¢ 13 aBrycta 2019 roga ®enepanbHbiM 3akoHoM 0T 2 asrycta 2019 rona N 297-03)

4. Mpun NpoBeaeHUM YCKOPEHHOW NpoLeaypbl 3KCNepTM3bl NeKapcTBEHHOINO npenapaTta Afs BETEPUMHaPHOro NpUMeHeHus
(3a uckntoYeHMeM NekapcTBEHHOro npenapara Ans BEeTePUHaAPHOro NPUMEHEHWs, yka3aHHOro B Yactn 41 HacTosuien cTaTbu)
B LENsX €ro rocynapCTBEHHOW peructpauuyM BMECTO OT4yeTa paspaboTumka o pesynbratax AOKIMHUYECKOTO UccrefoBaHus
neKapCTBEHHOro cpeacTBa ANs BETEPUHAPHOTO NPUMEHEHNS MOXET ObiTb NpeacTaBrieH 0630p Hay4HbIX paboT o pesynsraTtax
JAOKMUHUYECKOTO MCCeaoBaHust pedepeHTHOro NeKapCTBEHHOro npenapara Ansi BETEPUHAPHOMO MPUMEHEHWUS, a BMECTO
oTyeTa O pesynbratax KMMHWYECKOro MccriefoBaHWsl NeKapCTBEHHOrO npenapaTta Ans BETEPUHAPHOTO MPUMEHEHUSI OTYET O
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pesynbratax uccregoBaHuii OVMOSKBMBANEHTHOCTU BOCMPOU3BEAEHHOINO FeKapCTBEHHOrO Mpenaparta Ansi BeTepMHapHOro
NPUMEHEHMS.

(Yactb B pegakuun, BeeageHHon B aencteme ¢ 13 aBrycta 2019 roga ®eaepansHbiM 3akoHoM oT 2 aBrycta 2019 roaa N
297-93; B pegakuuun, BBegeHHoM B genctene ¢ 1 ceHTabps 2023 roga PenepanbHbiM 3akoHom oT 28 anpens 2023 roga N 171-
®3. - CM. NpeapiayLLyo PeAAKLNI)

4 1. Tlpn npoBegeHUM YCKOPEHHOW npouenypbl 3KCNEepTU3bl JleKapCTBEHHOrO npenapata pAfs BeTepuHapHOro
NPYMEHEHWS, NPeLHAa3HAYEeHHOro ANS NeYeHNs AOMAaLLHMX XUBOTHbIX, onpeaeneHHbix PenepanbHbiM 3aKOHOM OT 27 Aekabps
2018 rona N 498-93 "O6 oTBETCTBEHHOM 0BpALLEHN C XXMBOTHBIMU Y O BHECEHUWN U3MEHEHUN B OTAENbHbIE 3aKOHOAATENbHbIE
akTbl Poccuiickon depepaumun”, n 3aperMcTpupoBaHHOINO B KayecTBe NeKapCTBEHHOro npenapaTta Ans MeguuuHCKOro
NPYMEHEHWs, B LIENsIX ero rocygapCTBEHHOW perncrpauum BMECTO oTdyeTa paspaboTuvka O pesyrnbratax AOKIMHUYECKOro
uccrnenoBaHnUst NEeKapCTBEHHOTO CpeacTBa ANs BETEPUMHAPHOrO MNpPUMEHEHUst MOoryT ObiTb npeacTaBneHbl pesynbraThl
OOKMMHMYECKOrO MCCrefoBaHMs COOTBETCTBYIOLLENO NeKapCTBEHHOro cpeactsa Ans MeAUUMHCKOro NpuMeHeHusi, a BMecTo
oTyeTa O pesynbratax KMMHUYECKOro UCCNeAoBaHUs NeKkapCTBEHHOrO npenaparta Ansi BETEPUHAPHOro MpuMeHeHus - ob3op
Hay4HbIX paboT O pesynbraTax KMMHUYECKUX UCCNEAOBaHUIN NEKapCTBEHHOrO npenaparta Ans MeauLUMHCKOro NpMMEHeHUs Ha
BMAax XXMBOTHbIX, KOTOPbIM NpegHa3HavYaeTcs nccrnenyemMblin ieKapCcTBEHHbIV Npenapar.

(YacTtb pononHuTEnbHO BKMoYeHa ¢ 1 ceHTsi6pa 2023 rona PenepanbHbiv 3akoHoM ot 28 anpena 2023 rona N 171-93)

5. Ha akcnepTusy pas3nunyHbix NeKapCTBEHHbIX POpM OOHOrO M TOrO Xe NIEKapCTBEHHOro npenapara Ans BETepUHapHOro
NPUMEHEHUs 3asiBUTENb NPEACTaBNSAET OTAENbHbIE 3asiBNEHUS U PEMMCTPALUOHHBIE AOChE Ha KaXayH NeKapCTBEHHYO hopmy.
Mpu ycnoBuMm OOHOBPEMEHHOW MOLAYM Ha 3SKCMEpPTU3Yy OOHOW NEKapCTBEHHOM OpMbl C  PasfnMYHbIMU  [03UPOBKOM,
KOHLeHTpauuen, 0ObeMOM 3asBUTENb NPELCTABMSET OQHO 3asBIEHME U PErucTpaLMoHHOE LOCbE C MPUIOXEHMEM MaKeToB
NepPBUYHOM YMNAKOBKM M BTOPUYHOM YMaKoBKW. Ha makeTax nepBUYHOW YMakoOBKM M BTOPUYHOWM YMaKOBKW yKa3blBatOTCS BCE
npon3BoANMbIE [03UPOBKM, KOHLUEHTpauuuM, obbeMbl UM KONMMYECTBO [03 B YMNAKOBKE Il€KApCTBEHHOro mMpenaparta Aans
BETEPUHAPHOIO NPUMEHEHMUSI.

(Yactb B pepgakuun, BeegeHHon B aencteme ¢ 13 aBrycta 2019 roga ®eanepanbHbiM 3akoHoM oT 2 asrycta 2019 roaa N
297-®3. - Cm. NpeaplayLLyo PeaaKLnio)

6. B cnyyae HenpeacTaBneHus C 3asiBlIEHWEM O TOCYyAapCTBEHHOW perncrpaumm nekapCTBEHHOro npenaparta Aans
BETEPUHAPHOIO MPUMEHEHUSA OOKYMEHTOB, MOATBEPXAAMOLWMX YNnaTy rocygapCTBEHHOM MOLUMMHBLI U yKa3aHHbIX B OYHKTE 7
YacTun 2 HacTosuleN CTaTbu, CBEOAEHUM O JIMLUEH3MSX, YKasaHHbIX B ONyHKTax 1 M 2 Yyactu 3 HacTosulen cTaTtbu, a Takke
BbldaBaembIx (NPeaoCcTaBnsieMbIX) YMNOMHOMOYEHHbIMU doedeparnbHbIMU OpraHamMn UCMOSHUTENBHON BNacTu OOKYMEHTOB
(cBegeHun), ykasaHHbIX B OyHKTe 2_1 YyacTu 3 HacTosulen cTaTbu, YNONMHOMOYEHHbIN heaepanbHbI opraH MCMONHUTENBbHOM
BNacTy 3anpalmBaeT yKasaHHble [OOKYMEeHTbl (CBedeHust) B MNOpsigke  MEXBEAOMCTBEHHOrO  MHGOPMAaLVNOHHOIro
B3anUMOLENCTBUS.

(YacTtb B pegakumu, BBegeHHon B aencteue ¢ 1 aHBaps 2021 roga ®enepansHbiM 3akoHOM OT 27 nekabpa 2019 roga N
478-®3. - CM. NpeablAyLLYI0 PefaKLmIo)

7. He ponyckaeTcsi Mcnonb3oBaHME B KOMMEPYECKMX Lensix MHopMauum o pesynbratax OOKIMUHUYECKUX UCCrenoBaHui
NeKapCcTBEHHbLIX CPEACTB M KIMUHUYECKUX WCCNEAOBaHUN reKapCTBEHHbIX MpenapatoB Afs BeTepUHapPHOTO MNMPUMEHEHWS,
npefcTaBneHHon 3asiBUTeneM Ansi rocyaapCTBEHHONW perncTpauumn nekapcTBeHHbIX npenapatos, 6e3 ero cornacusi B Te4eHune
LLECTM NET ¢ AaThbl FOCyAapCTBEHHON perncTpaummn pedepeHTHOro nekapcTBeHHoOro npenaparta B Poccuiickoin degepauun.

8. [epxaTtenb wunu Brageney perncTpaLMoHHOrO YAOCTOBEPEHMST JEKApCTBEHHOro npenapaTta ANns BeTepuHapHOro
NPUMeHeHNs1 npeacTaBnsieT B YMNOHOMOYEHHbIN dedeparnbHbIi OpraH MWCMOMHUTENbHOW BriacTX OTYET MO pesynbratam
(papMakoHaz30opa OAMH pa3 B LUECTb MeCSILEB B TeYeHWe OBYX NeT MNocfie rocyaapCTBEHHOW permcTpaummn riekapCTBEHHOMO
npenapata B Poccuiickon degepauun, 3atem exeroqHo B TeHeHMe nocreayowmx 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)

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

KommeHTapun k ctatbe 17

CTATbSA 18. NOOJAYA N PACCMOTPEHUE 3AABINEHUA O TOCYOAPCTBEHHOW PEMMCTPALIUN
NEKAPCTBEHHOI'O NMPENAPATA ONnA MEAUMLUUHCKOIO NPUMEHEHUA
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(HammeHoBaHuve B pegakuuu, BeegeHHon B aencteue ¢ 1 niona 2015 roga ®enepanbHbiv 3akoHOM 0T 22 Aekabpa 2014 rona N
429-03. - CM. NpeablAyLLYI0 PDEAAKLIMIO)

1. Onsa rocyaapCTBEHHOW permcTpaumm nekapcTBEHHOro npenapara Ans MeguuuHCKOro NpMMeHeHWs pugnyeckoe nuuo,
Jencteytollee B COBCTBEHHbLIX MHTEpecax Mnu YnonHOMOYEHHOe MpPeAcTaBnsaTb MHTepechl APYroro puvaMyeckoro nuua wu
3asABnALLEee MNekapCTBEHHbIV MpenapaTr Ha roCyaapCTBEHHYIO perucTpauvio (ganee B HaACTOsILLEN cTaTbe - 3asBUTENb),
npencrasnser B YMNOSHOMOYEHHbIN doefepanbHbii OpraH MCMNOMHUTENBHOM BIacTW, OCYLUECTBNSAIOWNN rOCYyAapCTBEHHYHO
pervcTpaumio neKkapCTBEHHbIX NpenapaTtoB AN MeOULUHCKOrO MPUMEHEHUS, B SNEKTPOHHON hopMe u Ha BymakHOM HocuTene
3asBneHMe O roCyoapCTBEHHOW perncrpauum rnekapcTBEHHOro npenaparta Ans MeauuUMHCKOrO MPUMMEHEHMsl, a Takke B
nopsiake, yCTaHOBNEHHOM YMOMHOMOYEHHbIM dhefeparnbHbiM OpraHoOM MCMOMHUTENBHOW BMAcTU, B 3MNEKTPOHHOW hopMme U Ha
OymaxHOM HocuTene HeobXxoouMble OOKYMEHTbI, U3 KOTOPbIX (hOPMUPYETCA PErucTpaLvoHHOE O0Cbe Ha NeKapCTBEHHbIN
npenapart ans MegULUMHCKOrO NMPUMEHEHNS.

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

2. B 3agBneHun o FOCWJ,apCTBeHHOIZ perncTtpaunnm JnekapcTtBeHHOro npenapara pana MegunuunHCKOro npuMeHeHudA
YKa3blBalOTCA:

1) HanmeHoOBaHWe, agpec 3asBUTENS M MPOU3BOAMTENS NEeKapCTBEHHOro npenaparta Afs MegUUMHCKOTO MPUMEHEHMUS,
cBefeHusa 06 ux permctpaumu B KayecTBe Hamnoronnartenblinka B CTpaHe peructpaumm (Ans POCCUNCKMX PUANYECKUX Nuy, -
NOEHTUMKALMOHHBIN HOMep Hanoronnartenswuka (MHH), ona mMHOCTpaHHbIX OPUOMYECKMX MWL - CTpaHa perucrpauuu,
HaVMeHOBaHWe PEerncTpupyroLLlero opraHa, perucTpaumoHHbIM HOMEpP, KOO HanoronnartenbliMka B CTpaHe peructpauuu
(vHKOpnOpaLuun) unu ero aHanor) U agpec Mecta OCYLLeCTBMEHWs Npou3BOACTBa fekapcTBEHHOro npenapata (B criyyae
HanMuns HeCKONbKMX YYaCTHUKOB MpoLuecca ero npou3BoacTBa HeobxoOuMO ykasdaTb KaXaoro yyacTHMKa B COOTBETCTBUM C
OCYLLECTBNSIEMON CTagnen Npon3BoOACTBaA);

(MognyHKT B pegakumun, BBeaeHHon B gencteme ¢ 1 siHeapsa 2018 rona PepepanbHbiM 3akoHOM OT 28 nekabpsa 2017 roga
N 425-03. - CM. npeablayLLyto peaakLmio)

2) HanMeHOBaHWe neKkapcTtBeHHOro npenapara and MeamumHCKoro npuMmeHeHuns (MemyHapop,Hoe HenaTeHToBaHHOEe, Unu
rpynnnpoBoYHOE, U XMMN4YeCcKoe U Toproeoe HaI/IMeHOBaHVIH);

3) nepeyeHb ﬂeVICTBy}OU.LMX M BCrNomMoratesibHbIX BelleCTB, BXOOAWWMX B COCTaB JIeKapCTBEHHOIo npenapara Aand
MEONLNHCKOIO NpUMMEeHEeHUA, C yKa3daHeM KoJnm4decTBa KaXaoro n3 HuXx;

4) JleKapCTBeHHasn d)opma, AO03NpPOBKa, cnocobbl BBeAEHNA N NpuUMeHeHnd, CPOK rogHOCTU JNeKapCTBEHHOIo npenaparta
ana MeauumnHCKOro npuMeHeHus;

5) d:)apMaKOTepaFIeBTVI‘-IeCKaﬂ rpynna, Kog aHaTOMO-TepaI'IeBTI/I‘-IeCKO-XI/IMM‘-IeCKOVI KJ'IaCCI/I(*)VIKaLI,I/IM, peKOMeH,D,OBaHHOI;I
BCGMI/IpHOl7| opraHmaauMeﬁ 3ApaBOOXpPaHEeHUA, 3adaBidAeMble NoKa3aHua ONnA NpUuMeHeHUaA neKapCTBEeHHOro npenapara ana
MEONLIMHCKOIo NpUMeHeHUA,;

6) oTcyTcTBME HeobXoOMMOCTW MPedoCTaBleHUss OTYyeTa O pesynbraTtax KIMHWMYECKOro MCCredoBaHus, MCCreaoBaHus
6G1O3KBMBANEHTHOCTY NleKapCTBEHHOro npenapaTta, paspeLleHHoro Ans MeamuUmMHCKoro npuMmeHeHust B Poccuiickoin denepaumm
Gonee ABaaLaTU NeT, C yKasaHMEM HOPMaTMBHbIX NMPaBOBbIX aKTOB, NOATBEPXKAAIOLLIMX AAHHbIN CPOK NPUMEHEHWUS;

7) HeobxogmmocTb odopmrieHMs paspelleHuss Ha BBO3 B Poccuiickyio  depepaumio  KOHKPETHOWM  napTum
3apEerncTpupoBaHHbIX U (UNKN) He3aperncTpUpoBaHHbLIX FeKapCTBEHHbIX CPeacTB, NpeAHa3Ha4YeHHbIX Ans NpoBeaeHUust
3KCMEepTU3bl NTEKAPCTBEHHbBIX CPEACTB B LIENSAX roCyaapCTBEHHON perncrpauuu;

8) HeobxoaMMocTb npoeegeHNA 3KCNepTusbl OOKYMEHTOB, nMNpencTaBlieHHbIX Ond onpeaeneHna  BO3MOXHOCTU
paccMmaTpuBaTb J'IeKapCTBeHHbIIZ npenapatr Aand MeguuMHCKOro npuMeHeHuna Tnpu  OoCyLleCTBleHUn FOCynapCTBeHHOVI

perncTtpaunn B Ka4ecrtee Opd’.)aHHOFO JIeKapCTBEHHOIO npenaparta;

9) HeOGXO,EI,VIMOCTb npnMeHeHnA yCKOpeHHOIZ npouenypbl 3KCNepTn3bl NIEKAPCTBEHHbIX CPeAcCTB B LenAxX FOCWJ,apCTBeHHOIZ
perncTpaunn nekapCTtBeHHOro npenaparta,

10) KON JOKYMEHTOB, NOATBEPXKAAIOLMX YNNaTy rocyAapCTBEHHOWM NOLWUHLI:
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a) 3a NpoBeAEeHWe IKCMepTW3bl [OOKYMEHTOB, NPEACTaBMNEHHbIX ANS OnpedeneHns BO3MOXHOCTM paccMaTtpuBaTh
nNeKapcTBEHHbI Npenapar Ans MeAULMHCKOro NPUMEHEHWUS NMPU OCYLLECTBINEHUN rOCYAapCTBEHHOW PerucTpaummn B KayecTse
opdhaHHOro NekapcTBEHHOMO Npenapara;

6) 3a npoBeaeHWe 3KCMEPTM3bl KayecTBa JIeKapCTBEHHONO CPEeAcTBa U 3KCNEPTU3bl OTHOLUEHUS OXMOAeMOMN Momb3bl K
BO3MOXXHOMY PUCKY MPpUMEHEHMWs1 NeKapCTBEHHOrO Npenapara, pa3pelleHHoro Ans MeaULMHCKOro npuMeHeHust B Poccuiickoi
depnepaumnn Gonee ABaguaTy NET, NPU OCYLLECTBIEHNM FOCYAAPCTBEHHON PErMcTpaLmmn riekapCTBEHHOro npenapara;

B) 3a MpoBedeHVe 3KCMepTU3bl Ka4yecTBa JEKApCTBEHHOTO CPeACTBa WM 3KCMEepTU3bl OTHOLLEHWUS OXUOAEMOW MNonb3bl K
BO3MOXXHOMY PUCKY MPUMEHEHUSI NeKapCTBEHHOro npenapara Ans MeQULMHCKOTO MPUMEHEHUS MPW ero rocyaapCTBEHHOW
peructpaumy;

r) 3a npoBeaeHune 3KCnepTu3bl Ka4vecTBa J1ieKapCTBEHHOIo cpeanctBa M 3KCNEepPTU3bl OTHOLUEHUA oXngaemon nosnb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUA IneKapCTBEHHOro npenapara Aanda MeauumHCKOro rnpuMeHeHud, B OTHOLWEeHUMM KOTOpOoro
nposegeHbl MeXxXayHapodHble MHOIMoUEeHTPOBbIE KIMMHUYEeCKne uccnenoBaHuAa, 4acTb M3 KOTOPbLIX npoBedeHa B Poccuiickon
d)e,u,epau,mm, npu ocyLlecTBiieHnn FOCWJ,apCTBeHHOIZ perncTtpaunn nekapCTtBeHHOro npenaparta,

11) Hanun4yme cornacna npou3BoauTend JieKapCTBEHHOIo npenapara, npoun3BoACTBO KOTOPOro OCYLIeCTBNdeTcA 3a
npegenamm Poccuickon fDe,u,epau,MM, Ha npoBegeHne UHCNEeKTUpoBaHUA Npou3BoAauUTENA Ha COOTBETCTBUE TpeﬁoBaHMﬂM
npasun Hagnexatwlen FIpOVI3BOLlCTBeHHOI71 NPaKTUKU;

12) Hanuume cornacus, NpeaycMOTPEHHOIO YacTbio 18 HacTosLeln cTaTby;

13) ykasaHne BMAa NEKapCTBEHHOrO npenapara, NPeacTaBleHHOro Ha perncTpaunto (pedepeHTHbIN NeKapCTBEHHbIN
npenapaTt, BOCMNPOV3BEAEHHLIN NEKAPCTBEHHbIA npenapaTt, OMONOorM4eckMin neKkapCTBEHHbIM npenapaT, OmoaHanoroBbIN
(6ronogo6HbIN) NekapCTBEHHLIN npenapaTt (buoaHanor), romeonaTtuyeckuii NEKapCTBEHHbIA Mpenapar, feKapCTBEHHbLIN
pacTuTenbHbIN Npenapar).

(YacTb 2 B pegakumum, BBefeHHoun B aencteue ¢ 1 uona 2015 rona PenepanbHbiv 3akoHOM OT 22 fekabpa 2014 rona N
429-03. - CM. mpeablayLLY0 PEAAKLIMIO)

3. PernctpaumoHHoe JoCcbe Ha NEeKapCTBEHHbIM npenapaTt Ans MeguuMHCKOro npuMeHeHUs npegocraBnsercs B dpopme
06LLEero TEXHNYECKOrO AOKYMEHTA.

(YacTb B pepakuun, BBegeHHon B aericteue ¢ 1 sHeapsa 2016 roga ®epnepanbHbiM 3akoHOM OT 22 nekabpa 2014 rona N
429-03. - CM. NpeabIAyLLYI0 PDEAAKLIMIO)

4. Pasgen OOKyMeHTaunn agMMHUCTPaTUBHOIO XapakTepa BKIHO4aeT B cebs:

1) 3asiBNeHMe O roCcydapCTBEHHOM perncrTpauum NekapcTBEHHOro npenapata Ans MeOuUMHCKOTO MPUMEHEHUs B
3NEKTPOHHOM hopMe 1 Ha ByMaKHOM HOoCUTene;

2) KONUK JOKYMEHTa Ha PYCCKOM si3blKe, 3aBEPEHHOrO B YCTAHOBMEHHOM MOpsigke M NOATBEPXAAOLLEr0 NPaBOMOYHOCTb
3asBATENs MoJdaBaTb 3asiBNieHWe O T[OCYJApPCTBEHHOW pernctpauum rekapcTBEHHOro npenapaTta Ans  MeauuLMHCKOro
NpUMeHeHNs (4OBEPEHHOCTD);

3) cBegeHust 0 gate NpedoCcTaBneHns U perncTpaumoHHOM HOMEPE NULEH3UM Ha NPOM3BOACTBO NEKAPCTBEHHbLIX CPEACTB
UNN CcBedeHWss O aaTe NpedoCTaBneHUss U PerncTpauvMoHHOM HOMEpEe 3aKMioYeHUs O COOTBETCTBUM MpPOM3BOAUTENS
nekapcTBeHHbIX cpefcTB TpeboBaHMAM MpaBuIl Haanexallen MpPOM3BOACTBEHHOW MPAaKTWUKU, BblAaHHbIX (MPefoCTaBMEHHbIX)
YMONMHOMOYEHHbIM  (befepanbHbiM  OpraHOM  UCMONMHUTENBHOW BMAacTM B OTHOLUEHWM MPOU3BOACTBEHHOW NIOLLALKU
pPEerMcTpupyeMoro nekapcTBEHHOro npenapara, B criyyae, ecrnv npou3BOACTBO NEKAPCTBEHHOMO npenapara OCyLLEeCTBNSAETCH B
Poccuiickon depepaunn;

(MyHKT B pegakumu, BBegeHHon B aencrtene ¢ 15 uoHsa 2018 roga PenepanbHbiM 3akoHoM OT 4 uioHa 2018 roga N 140-
®3; B pegakuun, BBeaeHHom B gencteme ¢ 1 aHBapsa 2021 roga ®enepanbHbiM 3akoHOM 0T 27 aekabpa 2019 rona N 478-93. -
CM. npenpiayLwyo peaakLmio)

4) Konuto I'Ipe,D,OCTaBﬂeHHOVI YNOJTHOMOYEHHbIM OpraHoOM CTpaHbl npou3BoauTena JuUueH3nnm Ha npou3BoOACTBO
NeKapCTBEHHOro npenapara un ee nepesod Ha pyCCKVIl71 A3blK, 3aBe€peHHble B YCTaAHOBJIEHHOM MNopdAKke, a TakKXKe KOonuko
3aKI4eHna O COOTBETCTBUN NPON3BOANTENA NTEKapCTBEHHbIX CPenCcTB Tpe6OBaHVIF|M npasun HagnexaLwlemn I'IpOM3B0£I,CTBeHHOI71
NPaKTUKKN, BblAHHOIO YMNOJIHOMOYEHHbIM (be,qepaanblM OpraHom WCNONHUTENBHOM BNAacTU B OTHOLUEHUMN I'IpOM3B0LI.CTBeHHOI71
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nnowankM perucTpupyemMoro JNiekapCTBEHHOro npenapara, UM KOMUKI0 peLleHWst YNoNHOMOYEHHoro dedepanbHoro opraHa
WCMONMHUTENbHOW BNactM O MNPOBEAEHUN WHCMNEKTUPOBaHWUS MNPOU3BOAUTENSI JEKAapCTBEHHbLIX CPEACTB, B Cly4vae, €cnv
Npon3BOACTBO JIEKAapCTBEHHOIO Npenapara ocyLLecTBRseTcs 3a npeaenamm Poccuiickon ®epepaumu;

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

5) NPOEKT MHCTPYKLMM MO MEAULIMHCKOMY NMPUMEHEHWIO NTEKAapCTBEHHOTO Npenaparta, coAepkallel creayolme cBeaeHus:

a) HauMMeHOBaHVEe JleKapCTBEHHOro mnpenapaTta (MexayHapogHoe HenaTeHTOBaHHOoe, WM  rpynnMpoBOYHOE, UMK
XMMUYECKoe 1 TOProBoe HanMeHOBaHUS);

6) nekapcTBeHHass dopma C yKasaHWEeM HaMMEHOBAHWA W KOMWYECTBEHHOrO COCTaBa [EWCTBYIOLLUX BELLECTB W
KayeCTBEHHOrO COCTaBa BCMOMOraTerbHbIX BELLEeCTB (Npy HeobXxOOUMOCTU KONMMYECTBEHHOIO COCTaBa BCMOMOraTerbHbIX
BeLlecTB);

B) Onu1caHne BHELLUHEro B1aa fieKapCTBEHHOIo npenaparta A MeAMUUHCKOro NPUMEHEHNS;

r) PU3NKO-XMMUYECKNE CBOMCTBA (4Ns pagnodapmMaLeBTUYECKUX NTEKAPCTBEHHbLIX NpenapaToB);

) dapmakoTepaneBTM4eckasa rpynna, Kog rnekapcTBEHHOro npenapata Ansg MeAuMLMHCKOro NpMMEHEHUS Mo aHaToMo-
TepaneBTUYECKO-XUMUYECKOW  Knaccudukaumm, pekoMmeHaoBaHHOM BcemupHon opraHusauven 34paBOOXPaHeHus, unm

yKasaHue "romeonaTtnyeckuii nekapcTBeHHbIN npenapar”;

e) (papmakoaMHaMuka M apMakoOKMHETUKA (3a WCKMoYeHMEM (apMakoKMHETMKM TFOMEONaTUYecKUX IeKapCTBEHHbIX
npenapaTtoB U pacTUTENbHbLIX JIEKAPCTBEHHbIX NMpenapaToB);

) NokasaHusa ans NPUMEHEHNS;

3) NPOTMBOMOKa3aHWs ANns NPUMEHEHUS;

1) Mepbl NPeAoCTOPOXHOCTU NMPU NPUMEHEHUN;

K) ykazaHue BO3MOXHOCTU M OCOGEHHOCTEW MPUMEHEHMsST NeKapCTBEHHOro npenaparta Anst MegUUMHCKOro NMpUMeEHEeHMs
GepeMEHHBIMU XEHLLMHAMM, KEHLLMHAMMK B Nepuo rpygHoro BCKapMnnBaHus, 4eTbMU, B3POCTbIMUA, UMEILWNMU XPOHUYecKe

3aboneBaHus;

J'I) pexum n0o3npoBaHuA, cnocobbl BBEAEHUA U NpUMEeHeHnA, npu HeobxoQMmMocTun BpemMA npuema JrnekapCTtBeHHOro
npenapara gna MeaunumMHCKoOro npuMeHeHud, npoaoimnKNTeNbHOCTb J1Ie4eHUA, B TOM 4Yucrne 'y AeTen 0o n nocne o4HOro roga;

M) BO3MOXHbIE HeXernaTernbHble peakuuy npu NpUMeHeHUU NekapCcTBEHHOTO NpenapaTa Ans MeauUMHCKOro NPUMEHEHHNS;
H) CMMMNTOMbI NepPeao3MPOBKN, MEPbI MO OKa3aHWI0 NOMOLLY NP NEPEao3NPOBKE;

0) B3aMmogencTBme C ApyrumMu NekapcTBEHHbIMU NpenapaTtamy U (Unn) NULLEBLIMY NPOAYKTaMU;

n) dbopMbl BbiNycka fiekapCTBEHHOrO npenapara;

p) ykasaHue (npu HeobXxoaAMMOCTU) OCODEHHOCTEN OEeNCTBUSA NEKAPCTBEHHOrO nNpenaparta Ans MeguumMHCKOro NpUMEHEHNs!
npu NepBoM Npveme Unu Npu ero OTMEHE;

C) onucaHue (Npu HeOOXoOAMMOCTM) OEACTBUIA Bpada (dhenbalwepa) n (unu) naumMeHta npy nponycke npyemMa ogHoOW unm
HEeCKOMNbKUX 403 NleKapCTBEHHOro npenapaTa Ans MeanumHCcKoro npuMeHeHus:;

T) BO3MOXHO€ BIIUAHWE IEeKapCTBEHHOro npenaparta And MeaunuuMHCKOro npuMeHeHua Ha CnocobHOCTb ynpaenaTtb
TPaHCNOPTHbIMK CcpeacTBaMn, MexaHn3Mmamu;
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y) CPOK roAgHOCTU U yKa3aHume Ha 3anpet npuMeHeHua nekapCcTtBeHHOro npenaparta gnd MmeguumHCKOro npnMmeHeHuda no
NUCTEYEHNN CpOKa roaHOCTH;

&) ycnoBusi XxpaHeHus:;

X) ykaszaHue Ha HeobXOAMMOCTb XpaHEHWsi NEKApCTBEHHOro npenapaTta Ans MeaVMUMHCKOro MpYMEHeHUst B MecTax,
HeOoCTYMHbIX ANs AeTen;

1) ykasaHue (Npu HEOGXOAMMOCTU) CreumarnbHbiX Mep MPefOCTOPOXKHOCTA MPU  YHUUTOXKEHUM HEWUCTIONb30BaHHbIX
NeKapCTBEHHbIX NpenapaToB A1t MeAULMHCKOTO NPUMEHEHNSI;

4) ycnoBusi oTnycka;
L) HAMMEHOBaHWA 1 agpeca NPOW3BOACTBEHHbIX NNOLWAaA0K NPOM3BOAMTENS NIEKAapCTBEHHOTO NpenapaTa;

LIJ,) HanMmeHoBaHue, afgpec opraHn3auuu, yI'IOJ'IHOMOLIeHHOVI aepxarenem wunn  BnagenbuemMm perncTtpaumoHHOro
yAoCTOBEpEeHUA neKkapCTBeHHOoro npenaparta and MeguunHCKOro npuMeHeHna Ha NpuHATne npeTeH3|/u7| oT ﬂOTpeGVITeI'Iﬂ;

6) WHCTPYKUMIO NO MEAMLMHCKOMY MPMMEHEHUI0 WM KpaTKyld XapaKTepuUCTMKY JekapCTBEHHOro npenapara,
yTBEpXXAEHHbIE B CTpaHe NpousBoanTens;

7) NPOEKTbl MaKeToB I'IepBVI‘-IHOﬂ ynakoBkKn U BTOpW—IHOVI YNakKoBKU JeKapCTBEHHOro npenaparta Aana MeguumHCKOoro
NnpuMeHeHnsa;

8) NpoeKkT HOpMaTUBHOW AOKYMEHTaLUW UM HOPMAaTMBHOIO AOKYMEHTa Ha NeKapCTBEHHbIN npenapaTt Ans MeAULMHCKOro
NpPUMeHeHNs1 TMOO yKka3aHne COOTBETCTBYIOLLEN hapMaKONENHON CTaTbu;

9) [OKYMEHT, cofepXallum MHGOpPMaUUKD O HanmuuMm wunu o6 OTCYTCTBUM (DAKTOB perucTpaumm nekapcTBEHHOro
npenaparta 4ns MeauuuHCKOro npuMeHeHnsa 3a npegenammu Poccuinckon degepauuu;

10) KOMMKN JOKYMEHTOB, 3aBEPEHHbLIX B YCTAHOBIIEHHOM MOpsiAKe U NOATBEPXKAALWMX (DaKT perncTpaummn nekapcTBeHHOro
npenapaTta B MHOCTPaHHLIX rocyfapcTBax B kayecTBe opdaHHOro fiekapcTBEHHOro Npenapara;

11) nraH ynpasneHna puckamm ansa Ouronornyeckmx NeKapCTBeHHbIX npenapaTtoB AnAa MeaunumMHCKOro npuMeHeHua,

12) [OKYMEHT 0 cucTeMe hapMakoHagsopa fepxatens wWnu Bragenbua pervcTpaumoHHOro  Y4oCTOBepeHus
nekapcTBeHHOro npenapara;

13) AOKYMEHT, NoATBEPKAAOLWMIA Ka4eCTBO NIeKapCTBEHHOIO npenapaTta TPeX NPOMbILLNEHHbIX cepuid (MPOTOKO aHanmsa
unu ceptudmkart aHanusa), ogHa cepusi KOTOPOro AOSPKHA CoBrnagaTb C cepuelt obpasua fiekapcTBEHHOro npenaparta ans
MeANLIMHCKOro NpUMEHEHUS], NPEACTaBNEHHOrO Ha rocy4apCTBEHHYO peErncTpaLumio.

(Yactb B pepakuun, BBeaeHHon B gencteue ¢ 1 sHeapsa 2016 roga PenepanbHbiM 3akoHOM OT 22 nekabps 2014 rona N
429-®3. - CM. mpeablayLLyo PeAAKLM)

5. Pasgen xumu4yeckon, oapmaueBTUYecKon 1 B1onormyeckon JoKyMeHTaumm BkNovaeT B cebst AOKYMEHTLI, CoaepKaLlmne
MHopMaLMo 0 hapmMaLeBTUYECKON CyOCTaHLMM 1 NIeKapCTBEHHOM npenapaTte Ans MeauMUMHCKOro NMpUMEHEeHus, npouecce
€ro Npon3BoACTBa U METOLAX KOHTPOMS KayecTBa, B TOM YnChE;

1) konuw [OOKYMeHTa, cogep)kallero cregyllyr UHgopMauuto o dapmaueBTMYeckon cybecTaHuum — unu
papMaLeBTUYECKNX CYOCTaHUMAX, BXOASLWMX B COCTaB JleKapCTBEHHOro npenapata, 3a WUCKMoYeHMeM WHdopmauum o
dapmMaLeBTMYECKNX CYOCTaHUMAX, BKMOYMEHHBLIX B [OCYAAPCTBEHHbLIW PEEecTR NEKAPCTBEHHbIX CRPEACTB B COOTBETCTBMM CO
ctarben 34 HacTodulero PeaepanbHOro 3akoHa:

(AB3aL B pegakumm, BBeAeHHON B AencTteume ¢ 28 nekabps 2019 rona PenepanbHbiM 3akoHOM OT 27 aekabps 2019 rona N
462-03. - CM. mpeablayLLY0 PEAAKLIMIO)

a) HaMmeHoBaHWe hapmMaLeBTU4ecKon cybcTaHumm, ee CTpykTypa, obLLme CBOMCTBA;
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6) HaumeHoBaHWe 1 agpec NPon3BoAUTENS;

B) TEXHOMOIMA NPOU3BOACTBA C ONUCAHUEM CTaZMi NPOU3BOACTBA U METOA0B KOHTPOMS Ha BCEX CTaausAXx NPON3BOACTBA;
r) onnucaHue paspaboTku npoLecca NpoM3BOACTBa;

[) onMcaHue KOHTPONs KPUTUHECKUX CTaMn NPOU3BOACTBA M MPOMEXYTOYHOW NPOAYKLUNN;

€) JOKyMEHTanbHoe NoATBepXAeHne (Banuaaums) npoLeccoB n (Unn) nx OLEHKa;

) CBOMCTBA U CTPYKTYpa AENCTBYIOLLNX BELLECTB;

3) XapaKTepucTuka npumecen;

n) cneundukaumsa Ha papmaueBTUYECKYO cybCTaHUMo U ee 060CHOBaHME;

K) aHanuMTnyeckme MeToauku, NCMosb3yemble Npu OCYLLECTBIIEHUN KOHTPONMS kavyecTBa hapmMaLeBTUYECKON CcyOCcTaHLmu;

n) [OKyMeHTanbHOe MoaTBepXaeHue (Banuaauusl) aHanuMTUYeckux MeToauK, WCMOSb3yeMblX MpPU  OCYLLECTBNEHUM
KOHTpOIs KayecTBa hapMaLeBTUYeckoi cybcTaHumm;

M) pe3ynbTaThbl aHannsa cepui hapmauleBTUYECKON cybCcTaHumm;

H) NepeYeHb CTaHAapTHLIX 0Opa3L0B UMK BELLECTB, UCNOMb3yEMbIX MPU OCYLLECTBIEHUN KOHTPONS KayecTsa;
0) ONMcaHWe XapakTePUCTMK U CBOWCTB YNaKOBOYHbLIX MaTepuanoB 1 YKYNOpPOYHbIX CPeACTB;

n) OaHHble O CTabUNbHOCTU hapmaLeBTUYECKON CybCTaHLMu;

p) CPOK rogHOCTY;

1_1) B OTHOWeEHUM hapMaLeBTUYECKUX cyBCcTaHUMIA, BXOASLMUX B COCTaB fiekapCTBEHHOro npenapaTta v BKIOYEHHbIX B
FOCYaRCTBEHHLIN PEeecTp fekapCTBEeHHbIX CPeACTB B COOTBETCTBUM cO cTaTbel 34 HacTosulero denepanbHOro 3akoHa, -
Konusi JOKYMEHTa, CodepKaLlero creaytoLlyto MHdopMauuto:

a) HanmeHoBaHWe hapmMaveBTudeckon cybcTaHumn, ee CTpykTypa, obLume CBOMCTBA;
6) HaumeHoBaHWe 1 agpec NPon3BoAUTENS;
B) pe3ynbraThl aHanu3a cepui gapmMaLeBTMYECKOM CybCcTaHLuu;

) CPOK FOAHOCTMU;
(MyHkT 1_1 gononHuTenbHO BKItoYeH ¢ 28 nekabpst 2019 roga PenepanbHbiM 3akoHOM OT 27 fekabpa 2019 rona N 462-

|6
@

2) DOKYMEHT, codepkallmi cneayoLwme ceeaeHnsi o iekapCTBEHHOM npenapaTte ans MeanumHCKOro NpUMeHeHus:

a) onucaHne 1 cocTaB feKapCTBEHHOIO Npenapara Anst MEOULMHCKOTO NPUMEHEHMS;

6) onucaHue chapmaueBTMYeckon pa3paboTkm (06ocHOBaHME BbibOpa cCocTaBa, MEPBUYHON YNAKOBKN U UHOTO);

B) TEXHOJ10IrnA Nnpon3BoacTea C onncaHnem CTa,lJ,I/IIZ npon3BoacTBa U METOA0B KOHTPOA Ha BCeX CTaanAaxX Npon3BOACTBA;
F) onncaHmne KOHTPOnAa KPpUTU4YeCKmnx CTaﬂMVI npouecca npon3soactea u1 I'IpOMe)KyTOHHOIZ npoaykuunu;

,D,) HanMeHOBaHME WU agpec MecTa OCYyLIeCTBIeHUA npou3BOoACTBa JI€KapCTBEHHOro npenapara Agnda mMeanunHCKOro
NnpuMeHeHnA (B cny4ae Halm4dna HECKONbKUX y4aCTHUKOB npolecca npon3soacrtea Heobxoanmo YKa3aTb KaXxaoro n3 HVIX);

[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/499025507
http://docs.cntd.ru/document/902209774#8QG0M8
http://docs.cntd.ru/document/564069058#6560IO

06 ob6palLeHun nekapcTBEHHbIX CPEACTB (C u3MeHeHnsMmn Ha 4 aBrycTta 2023 roga) (pepakuusi, aencreytowas ¢ 1 ceHTabpsa 2023 CrtpaHuua 41
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

e) hapmaLeBTUYeckasi COBMECTUMOCTb;

) MUKPOBMONOrnYeckne XxapakTepuCTUKK;

3) MaTepuanbHbIi GanaHc Ansi NPoM3BOACTBa CEPUM FOTOBOIO NPOAYKTa;

1) onncaHne xapaKkTepUCTUK N CBOMCTB YNakoBOYHbIX MaTEPMAsioB U YKYNOPOYHbIX CPELCTB;

K) JOKYMeHTanbHOe NoATBEPXKAEHME (BanuaaLums) NpoLeccoB NPOM3BOACTBA U (MNN) UX OLIEHKA;

n) TpeboBaHuMs Kk Ka4ecTBy BCMOMOraTeNnbHbIX BeLecTB (cepTudukaT, cneumdurkanms Ha BcrioMoraTernbHble BeLLecTsa n ux
0obocHoBaHue);

M) aHalMMTU4eCKne MeToanKkun, NCnosb3dyemMble NMpu OCyLLECTBIIEHUN KOHTPONNA KavyeCcTBa BCroMoraTesibHbIX BELWEeCTB;

H) OOKyMeHTalnbHOe noaTBepXxaeHue (BaJ'IVIﬂ,aLLI/IFI) aHalmMTU4eCKnX MeToduK, Uucnonb3yemMbliX MNMpu OCyLeCTBIIEHNN
KOHTpONA Ka4yeCcTBa BCNoOMOrateribHbIX BELWEeCTB;

O) VIH(*)OpMaLI,MFI 06 ncnonb3oBaHMM BCNnoMoraTenbHbIX BELLECTB YENTOBEYECKOro U XXMBOTHOMO NPOUNCXOXOEHUA;
I'I) VIH(bOpMaLIMFI 00 Mcnonb3oBaHMM HOBbLIX BCOMOraTesfibHbIX BELLECTB;

p) TpeboBaHMs K Ka4ecTBy NekapCTBEHHOrO npenapara AN MeguLMHCKOro NpuMeHeHus (ceptudukart, cneundukaumsa Ha
neKkapCTBEHHbIM npenapaTt n nx 060CHOBaHKE);

C) aHanuTU4yeckne MEeTOAMKU, UCMONb3yeMble MPU OCYLLECTBNEHUN KOHTPOMSA KayecTBa NeKapCTBEHHOroO rnpenapara ans
MeONLMHCKOTO NMPUMEHEHUS];

T) AOKYMEHTanbHOe MOATBEPXKAEHVE (Banuaauusl) aHanmUTUYEcKUX METOAMK, WCMOMNb3yeMblX MPU  OCYLLECTBIEHUU
KOHTPOMS Ka4ecTBa fekapCTBEHHOrO npenapata Ans MeauLUMHCKOro MPpUMEHEHUS;

y) pesynstaTbl aHan13oB Cepui ekapcTBEHHOro npenapara 459 MeguuUHCKOro NpUMeHeHNs;
&) XxapakTepucTuka npumecen;

X) nepeyvyeHb CTaHOapPTHbIX O6paSLI,OB, ncnonb3dyembiX npun OCYyLEeCTBIEHUN KOHTPOIA KayecCcTBa J1eKapCTBEHHOIo
npenapara gnda MeanumHCKOro npuMeHeHus;

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

6. Pasgen dapmakonormyeckon, TOKCUKONOrMYEecKOW [OOKyMEeHTauumM BKo4aeT B cebsa oT4yeTbl O pesyrnbratax
OOKITMHNYECKUX MCCNeqoBaHWUi NekapCTBEHHOrO CPeAcTBa Ans MeAULMHCKOTO NPUMEHEHMUs!, B TOM YnCHe:

1) oTyeT 0 hapmakoANHAMNYECKUX UCCNEAOBAHUSX;
2) oT4eT 0 hapMaKOKUHETUYECKMX UCCNENOBAHUSX;
3) OTYET O TOKCUKOINOTMYECKMX UCCNENOBAHNSAX.

(YacTtb gononHMTENbLHO BKMYeHa ¢ 26 okTsopsa 2010 roga PenepansHbiM 3akoHoM oT 11 okTabps 2010 rona N 271-93; B
penakumm, BeegeHHon B gencteme ¢ 1 aHBaps 2016 roga PepepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-93. - Cwm.

0RebIAyLLYI0 PeAaKLMIo)

MonoxeHua 4vactn 6 HacTosiwen ctatbu (B pegakumm depepanbHoro 3akoHa oT 11 okTabpa 2010 roaa N 271-03)
NPUMEHSAIOTCA K NPaBOOTHOLUEHMAM, BO3HUKLIMM MOcne AHA BCTynneHus B cuny ana Poccuiickon degepaumu npotokona o
npucoeanHexnmm Poccuiickon ®enepaumm k BcemupHo ToproBor opraHmsaumm - cMm. ctatblo 2 deaepanbHoro 3akoHa ot 11
okTa6ps 2010 roga N 271-93.
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7. Pasgen KNMHMYECKOM [OOKYMEeHTauuMu BKMo4YaeT B cebsa oTyeTbl O pesynbratax KIMHUYECKUX UCCreaoBaHui
nekapcTBEHHOro npenaparta Ans MeAMLUHCKOro NPUMEHEHNs, B TOM Yucne:

1) oT4eTbl 06 UccneagoBaHUAX BMOQOCTYMHOCTU U BUO3KBMBANEHTHOCTU, UCCIEQOBaHMAX, YCTaHABNNBAIOLNX KOPPENSLMIO
pesynbraToB, NOMy4YeHHbIX B YCMOBUSX in Vitro u in vivo;

2) oT4eTbl 0 PapPMaKOKMHETUHECKNX UCCNEAOBAHUSAX;
3) oTyeTbl 0 hapMakoAMHAMUYECKNX UCCNENOBAHUSIX;
4) OTYEeThI O KITMHUYECKUX MccneqoBaHusix 3pdeKTUBHOCTU 1 Ge3onacHoCTy;

5) oT4yeT 0 NOCTpEerncTpaLMoHHOM OMbiTe MPUMEHEHUS (NPY HaNn4YuK).
(Yactb gononHuTensHO BkNtoveHa ¢ 1 aHBapst 2016 roga PenepanbHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-03)

8. TpeboBaHus k 06beMy MHPOPMAaLMKN, NPeOCTaBNsSEMON B COCTaBE PErMCTPALMOHHOIO AoCckbe, ANs OTAeNbHbIX BUAOB
neKkapcTBEHHbIX MpenapaToB AN MeaUUMHCKOrO NMPUMEHEHUS YCTaHABMMBAKOTCS YMNOMHOMOYEHHbIM (hefeparnbHbiM OpraHoM
WCMONHUTENbLHOW BnacTu.

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

9. B OTHOLLEHUN NeKkapCTBEHHbLIX NPenapaToB, pa3peLUeHHbIX Ansg MegULMHCKOro npumeHeHns B Poccunckon depgepauun
bonee pgBaguatM NeT U B OTHOLUEHUM KOTOPbIX HEBO3MOXHO MPOBEAEHME WCCNEAOBAHUA MX OMOIKBMBANEHTHOCTU (3a
WCKITOYeHMeM  OMOMOrMyecknx  NEKapCTBEHHbIX  MpenapartoB), AOMyCKaeTcsa  BKMKYEHME B COCTaB  pasfgena
hapmaKkonorn4eckon, TOKCUKONOIMMYECKON [AOKYMeHTauMmM W pasgena  KIMHUYEeCKOW [AOKyMeHTauMM BMecTO oTyeTta
paspabotuMka O pe3ynbratax COOCTBEHHbIX [OOKMUHWYECKUX WCCNEAOBaHUN NeKapCTBEHHbIX CPeACTB UM KIMHUYECKUX
uccrnenoBaHuiA  NeKapCTBEHHbIX MPenapaToB Ans MEeOWLMHCKOro npuMeHeHust ob3opa HayyHbix paboT o pesynbrarax
OOKIMMHUYECKNX NCCRefoBaHWI NEKapPCTBEHHbIX CPEACTB U KMMHMYECKUX UCCNeaoBaHUM AaHHbLIX NIeKapCTBEHHbIX NpenapaTtos,
B TOM YMUCre BKOYas ONbIT UX MOCTPErNCTPALMOHHOIO NPUMEHEHNS.

(YacTtb pononHuTensHo BktoveHa ¢ 1 aHBaps 2016 roga PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-93; B
pepakuun, BBegeHHon B gevicteme ¢ 1 mapta 2020 roga PeaepanbHbiM 3akoHOM 0T 27 Aekabpsa 2019 roga N 475-93. - Cwm.
npenplAyLWYIo peaakLuio)

10. MNpw rocynapcTBEHHOWM perMcTpaunm BOCNpoN3BeaEHHbIX JTIEKAPCTBEHHBIX NPEnapaToB A MeANLMHCKOro NPUMEHEHUS
[0nycKaeTcs BKIOYEHWE B COCTaB pasfena dpapMakonormyeckon, TOKCMKONOrMYECKON JOKyMeHTauum M pasaena KnmHUYeckon
AOKYMEHTaLuM BMECTO OTyeTa pas3paboTuMka O pesyrbTaTax COOGCTBEHHbIX AOKIMMHUYECKUX WCCIEeQoBaHMIN NeKapCTBEHHbIX
cpencTB 063opa HayuHblx paboT o pesynbraTax AOKMMHUYECKUX UCCIeOoBaHMIN pedhepeHTHOro NiekapcTBEHHOro npenapara u
NnpeacTaBrneHne BMECTO KIMHWYECKMX WCCIenoBaHWM B MOMHOM OGbeMe, YCTAHOBIIEHHOM Pasfenom  KIMHWUYECKOoW
AOKYMEHTaLUMmW, oT4YeTa O pesyrnbratax uccriefoBaHuii GUO3KBUBANEHTHOCTU BOCNPOU3BEAEHHOIO NEKAPCTBEHHOMO Mpenaparta
ANs MeaUUMHCKOro npumMeHeHusi. He TpebyeTca npeacTaBneHne otyeta o0 pesynbratax uccrefoBaHuin GUOIKBUBaANEHTHOCTM
BOCMPOU3BEAEHHOMO NIEKAPCTBEHHOMO Npenapara Ans MEAULMHCKOrO NPUMEHEHUs, eCNi PErMcTPUPYHTCS BOCNPOU3BEAEHHbIE
nekapcTBeHHble Npenapatbl A5 MeauLMHCKOTO MPUMEHEHUS], KOTOpPbIE:

1) npegHasHadeHbl [Ans  NapeHTepanbHOro  (MOAKOXHOMO, BHYTPUMBILLEYHOTO, BHYTPUBEHHOTO, BHYTPUIIA3HOrO,
BHYTPUMOOCTHOIO, BHYTPUCYCTaBHOIO, BHYTPUKOPOHAPHOTO) BBEAEHWS! U NpeACcTaBnsaoT co6oi BoaHble pacTBOpbI;

2) NpeacTaBnsOT cOOON pacTBOPbLI ANsi NepopansHOro NPUMEHEHUS;

3) npou3BeneHsl B hOpMe NOPOLLKOB UINU NMMOMUNN3ATOB ANsl NPUroTOBIEHNSI PACTBOPOB;

4) aBNat0TCA rasamu;

5) ABNAOTCA YLWHBIMY UKW TNa3HbIMU NIEKAPCTBEHHBIMU NpenapaTtamMu, NPpou3BeAeHHbIMU B (POPMe BOLHbIX PacTBOPOB;

6) npegHa3HavYeHbl 4na MeCTHOro npuMeHeHna U NpurotoBieHbl B (bopme BOOHbIX PaCTBOPOB;
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7) npeacTaenaloT cobor BOOHbIE pacTBOPbLI ANA UCNONb30BaHMA B (bOpMe MHransumm ¢ nomoLllbto Hebynansepa nnm B
KayecTBe HasarnbHbIX CNPEEB, MPUMEHSAEMbIX C NMOMOLLIbIO CXOAHbIX YCTPONCTB.
(Yactb gononHuTenbHO BKNtodeHa ¢ 1 aHBapsi 2016 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-03)

11. Ana cny4aes, ykasaHHbIX B NyHkTax 1-3, 5-7 4actm 10 HacToswen cTatbW, BOCMPOU3BEAEHHLIN NEKAPCTBEHHbLIN
npenapaTt gns MeOMLMHCKOrO MPUMMEHEHUS [OOIMKEH cogepXaTb TaKMe Xe BCrnoMoraTefibHble BELecTBa B TaKUX e
KOnmM4yecTBax, Kak U pedepeHTHbI NEeKapCTBEHHbIM npenapat. Ecnyn coctaBbl BCnomMoraTenbHbIX BELLECTB pasnuyaroTcs,
3asBUTENb AOMKEH NpeacTaBuTb JoKasaTenbCTBa TOrO, YTO WUCMOSb3yemMble B AaHHbIX KOHLEHTpauusix BCrOMOraTernbHble
BELLEeCTBa He BNUAIT Ha 6e3onacHoCTb 1 (Mnn) 3PEKTMBHOCTbL NEKApPCTBEHHOMO Npenapara AN MegULUHCKOTO NMPUMEHEHMUS.
B cnyuae, ecnu 3asBuTenb He MOXET NpPeacTaBUTb TakMe AoKasaTenbCTBa U (Mnv) He MMEeeT JOCTyMa K COOTBETCTBYOLLUM
OaHHbIM, OH [OMKeH MpOBECTU COOTBETCTBYIOLUME WCCMedoBaHWS And [JoKasaTenbCTBa OTCYTCTBUMS BAUSHUS  pasHbIX
BCMOMOraTernbHbIX BELLECTB MM BCMOMOraTernbHbIX YCTPOMCTB Ha 6e30nacHocTb U (Mnu) acpdPeKTUBHOCTL NEKapCTBEHHOMO
npenaparta Ans MeANULUHCKOro NPUMEHEHNS B COOTBETCTBUMN C akTaMu, COCTaBnsOLWMMKN NpaBo EBpasninckoro akKoHOMMYEeCKOoro
coto3a.

(Yactb gononHuTenbHo BkNtoveHa ¢ 1 aHBapsa 2016 rona PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-93; B
pegakumu, BBedeHHoW B aenctBue PenepanbHbiM 3akoHOM OT 22 aekabpa 2020 roga N 444-03. - CMm. npeablayLulyio
penakuuio)

12. lpn rocygapCTBEHHOW perucTpaumMm KOMOMHaUMIN paHee 3aperncTpyMpoBaHHbLIX FEKapCTBEHHbIX MNpenapaTtoB Ans
MEOWUMHCKOTO MPUMEHEHUA [OOMyCKaeTCsl BKIKOYEHME B COCTaB pasgena  (apMakonormvyeckon, TOKCUKOMOrMyeckom
OOKYMEeHTaumMmM W pasgena KIMHUYECKOM [OOKYMEeHTauMmM BMECTO OTdeTa paspaboTumka O pesynbratax CoOOCTBEHHbIX
OOKMNNHMYECKNX UCCINEAOBaHNI NEKapCTBEHHbIX CPeACcTB 0630pa Hay4HbIX paboT 0 pesyrnbratax AOKMMHUYECKUX UCCEAOBaHNI
pedepeHTHbIX NEKAPCTBEHHbLIX MpenapaToB, BXOASLMX B COCTaB KOMBMHALMM NEKapCTBEHHbLIX NpenapaTtoB, U 06 OTCYTCTBUK
MX B3aMMOOeNcTBUS B OQHOWN fiekapCTBEHHOW (bopMme.

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

13. Ha akcnepTnsy pasnuyHbIX fekapcTBEHHbIX (POPM OOHOMO U TOrO Xe fieKapCTBEHHOro npenapara ans MeguuuHCKoro
NPYMEHEHWs 3asiBUTENb NPEeACTaBNsAeT OTAeNbHbIE 3asiBMEHUS U PEMMCTPALMOHHBIE OChE Ha KaXayH NEeKapCTBEHHYO hopmy.
Mpu ycnoBuM OOHOBPEMEHHOW MOJAa4M Ha 9IKCMepTU3y OAHOM NeKkapCTBEHHOW opMbl C  pPasfuyHbIMU  OO3UPOBKOWN,
KOHLeHTpauuen, 0ObeMOM 3asBUTENb NPELCTABMSET OQHO 3asBNEHME M PErucTpaLUoHHOE LOCbe C MPUIOXEHWEM MakeToB
YMaKOBOK Ha KaXayH [03MPOBKY, KaXAYH KOHLEHTpaumio, Kaxabl 06beM 1 KaXaoe KonmMyecTBO 403 B YNaKOBKE.

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

14. lNpun rocyaapCTBeHHOW perucTpaumm opdaHHOro riekapCcTBEHHOro npenapaTa 3assuTenb NpeacTasnseT nHpopmMaumio,
Heobxoammylo Ana opMMpoBaHUS pasgena KIUHUYECKOW AOKYMeHTauuu, B oObeme, YCTaHOBIEHHOM YMONTHOMOYEHHbIM
denepanbHbIM OpraHOM UCMONTHUTENBHOW BRacTy.

(Yactb gononHuTensHO BKNtoveHa ¢ 1 aHBaps 2016 roga ®enepansHbiM 3akoHOM OT 22 aekabpa 2014 rona N 429-03)

15. |_|pl/l permncrpauunmn Buonoruyeckoro NIeKapCTBEHHOro npenaparta, nofly4eHHoOro n3 Kposu, nias3mbl KpOBU 4eroBeka, B
COoCTaBe perncrtpaumoHHOro pnocbe Ha J'IeKapCTBeHHbIﬁ npenapar Aanda MeaguumHCKOro npuMeHeHuAa OOJXHbI ObITb
npeacrtasneHbl JOMONTHUTENbBbHO!

1) B pasgene [OOKyMeEHTaUMM agMUHUCTPATMBHOIO XapakTepa [OKYMEHT, coepXawmid MHpopMaumio o cybbekTax
obpalleHnsi JOHOPCKOW KpOBU U (MnN) ee KOMMOHEHTOB, O TOM, rae Obina ocyllecTBneHa goHauus (KpoBu u (Mnn) nnasmbl
KPOBM), a Takke [AaHHble 00 WMHMEKUMOHHbIX 3aboreBaHusX, Nepefaroluxcss napeHTepanbHbIM MNyTem, MHGopMauus o
cybbekTax obpalleHusi OOHOPCKOW KPOBU WU (MNK) ee KOMMOHEHTOB, B OTHOLUEHMM KOTOPbIX OCYLLECTBRASIETCS KOHTPOIb
AOHOPCKOM KPOBU U (MNN) €€ KOMMOHEHTOB;

2) B pa3gerne XxMmn4eckom, hapmaueBTU4ECKON U BUONOrnMYeCcKon JOKYMEHTaLNN:
a) kpuTepum 1 cnocobbl oTbopa, TPAaHCNOPTMPOBAHMS N XPaHEHUSI OHOPCKOWM KPOBU U (MNN) €€ KOMMOHEHTOB;
6) pesynbraThl UccregoBaHuin 0ToB6paHHbIX JOHOPCKOWM KPOBW U (MNn) Nna3mbl KPOBU M MyNOB Ha Hanu4dve Bo30yautenewn

WHEeKLWIA, BKIoYasi MHOpMaLnio 06 UCMoNb30BaHHbLIX METOAMKAX UCCIefoBaHWn U B cryYae uccrnefoBaHusl MyrioB niasmbl
KPOBM pe3ynbTaThbl AOKYMEHTaNbHOro NoATBEPXKAEHUS (Banuaauum) Ncnornb3oBaHHbIX METOAMK;
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B) TEXHUYECKME XapaKTEPUCTMKN YNaKOBKM AN 0TOOpa LOHOPCKOM KPOBU M (MNK) Niasmbl KPOBW, BKOYas MHopmaLmio
06 1Cnonb3oBaHHbLIX pacTBOpax aHTUKOArynsaHTOB.
(Yactb gononHuTenbHO BKNtodeHa ¢ 1 aHBapsi 2016 roga PenepanbHbiM 3akoHOM OT 22 aekabpa 2014 rona N 429-03)

16. KnuHuyeckme wnccnegoBaHMs FNEKapCTBEHHONO npenapaTta  Ans  MeAUUMHCKOrO MNPUMEHEHUss B LEensix  ero
rocygapctBeHHoM peructpauum nposogatca B Poccuickon degepaumm B nopsigke, YCTAHOBMEHHOM cTatbamu  38-44
HacToswero ®enepansHoro 3akoHa. OTYET O MPOBEAEHHLIX WUCCENOBaHMAX BKIOYAETCA B COCTaB pasdena KIMHUYECKOW
OOKYMEHTaLMM pPerMcTpaLMoHHOro 4OCbe Ha NIeKapCTBEHHbIN npenapaTt Ans MeaULUMHCKOro NpuMeHeHus. [1ns nekapcTBeHHbIX
npenapaToB A1 MEANLMHCKOrO NPUMEHEHUS, B OTHOLLEHNM KOTOPbIX B pe3yrnbraTte 3KCnepTu3bl JOKYMEHTOB, NPELACTaBNEHHbIX
Ans onpeneneHns BO3MOXHOCTU paccMaTpuBaTb NEKapCTBEHHbIM MpenapaTt Ans MeauuMHCKOro NMpuMEeHeHUst B KayecTBe
opcaHHOro nekapCTBEHHOrO npenapara, Takad BO3MOXHOCTb MpuU3HaHa M B OTHOLUEHUM KOTOPbIX NPOBEAEHbI KIMHUYECKMNE
MUCCreaoBaHus, BbIMOMHEHHbIE 3a npegenamu Poccuinckon dPepgepauum B COOTBETCTBUM C NpaBuiiaMn  Hagnexailen
nabopaTopHON NPaKTUKX M NpaBuUNamMy Haanexallen KIMHUYECKOW MpakTWKKW, OOMYCKaeTCsi BKMYeHMEe B COCTaB pasgena
KIIMHNYECKON OOKYMEeHTauuM BMEeCTO OTveTa O pesyrnbraTtax KIMHUYECKMX MCCneaoBaHun fnekapCTBEeHHOro npenapara Aans
MEeOULUHCKOrO NpuMeHeHusi, npoBedeHHbIx B Poccuiickon degepaumn, otdyeTa O pesynbratax KIMHUYECKUX MCCnegoBaHumn,
BbINOMHEHHbIX 3a npegenamu Poccuiickon ®enepaumm.

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

17. B cnyyae HenpeacTaBneHus ¢ 3asiBNieHMEM O TFOCY4ApPCTBEHHOW perncrpauum nekapCTBEHHOro npenaparta Ans
MEeANLIMHCKOrO MPUMEHEHUS OOKYMEHTOB, NOATBEpXAaloLWmMX ynnaTy rocyqapCTBEHHOW MOLMMHbI U yKasaHHbIX B NyHkTe 10
YacTu 2 HacTosAuler CcTaTbM, a TakkKe BblgaBaeMblxX (NPeaoCTaBnAeMblX) YMNOMHOMOYEHHbIMKU deaepanbHbIMKM OpraHamm
WCMNONHUTENbHOM BNacTN AOKYMEHTOB (CBEAEHMI), YKa3aHHbIX B OyHKTaxX 3 1 4 4YacTu 4 HacTosAulen cTaTby, YNOMHOMOYEHHbIN
doepepanbHbli  OpraH  WUCMONMHUTENbHOW  BMacTWU  3anpallMBaeT  yKasaHHble [OOKYMEeHTbl (CBedeHusl) B nopsigke
MeXBeAOMCTBEHHOIO MHOPMALIMOHHOIO B3aMMOOENCTBUS.

(YacTtb gononHuTensHo BkntodeHa ¢ 1 sHeBaps 2016 roga PeaepanbHbiM 3akoHoM OT 22 fekabpa 2014 rona N 429-93; B
pegakumu, BBegeHHoM B gencteune ¢ 1 aHeapst 2021 roga PenepanbHbiM 3akoHOM OT 27 gekabpa 2019 rona N 478-93. - Cwm.

npeaplayLLYIo peaakLmio)

18. He ponyckaetca ucnonb3oBaHMe B KOMMEPYECKUX Lensx MHopMaunn o pesyrnsratax JOKNMHUYeCKUX nccrnegoBaHum
NEeKapCTBEHHbIX CPEeACTB W KIMHUYECKUX WCCNeaoBaHW NEeKapCTBEHHbIX MpenapaToB ANd MEAUUMHCKOro MpPUMEHEHUs,
npencTaBneHHoON 3asBUTENEM AN roCyAapCTBEHHOM perucTpaumm nekapCTBEHHOro npenaparta, 6e3 ero cornacusi B Te4eHune
LIeCTM NeT ¢ AaTbl rocy4apCTBEHHOM perncTpaunmn pedepeHTHOro nekapcTeBeHHoro npenapata B Poccunckon ®egepaumm.

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

19. [epxatens unu Bnagenew perMcTpauMoHHOroO yAOCTOBEPEHUsT NEKApCTBEHHOMO nMpenaparta Ha BUOTEXHONOTMYECKUI
unn opdaHHbIN NekapcTBeHHbIN npenapaT obs3aH NpefocTaBnATb Ha BO3Me3dHOM OCHoBe 06pasubl pedepeHTHOro
nekapCTBEHHOro npenaparta 3asBUTeNsM A NPOBeAeHUs KIMMHUYECKMX uccrnegoBaHuin. CToMmMocTb o6pasua pedepeHTHoro
nekapCTBEHHOro npenaparta, BKIIOYEHHOTO B NEPEYEHb XKU3HEHHO HEOOXOAUMBIX U BaXKHEWLIMX NeKapCTBEHHbLIX NpenapaTos,
He QOoMmKHa MpeBbIlLaTh 3aperMcTpMpPoBaHHYO NpeaenbHY0 OTNYCKHYO LieHY Ha peddepeHTHbIN NeKapCTBEHHbIN Npenapar unm
LieHY Ha NekapcTBEHHbIN NpenapaTt B CTpaHe Npon3BoaMTeNs.

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

20. 3asBneHve O rocygapCTBEHHOW perncrpauum BOCNPOM3BEOEHHOrO NeKapCTBEHHOrO npenaparta And MeavLMHCKOro
NPUMEHEHNST MOXET OblTb NMOAAHO B YMONMHOMOYEHHbIN begepanbHbIi OpraH WUCMOMHUTENBHOM BACTW, OCYLLECTBSHOLWUNA
rocyapCTBEHHYI0 PErucTpauuio INeKapCTBEHHbIX MpenaparoB, MO WUCTEYEHUW YeTbipex neT C AaTbl rocyaapCTBEHHOMN
perucTpaunmn pedepeHTHOro nekapcTBeHHoro npenapata B Poccunckon ®enepaumm.

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

21. 3asiBneHne O rocygapCTBEHHOW perucTpaumm ©HuoaHanoroBoro (6vonogoGHOro) nekapcTBEHHOro mnpenapara
(broaHanora) MoxeT OblTb NOAAHO B YMNONHOMOYEHHbIM (befeparnbHbli OpraH MCMOMHUTENbLHON BMACTU, OCYLLECTBNSNLLNA
rocyAapCTBEHHYIO PErMCTPaLMIO NEKAPCTBEHHBIX NPenapaToB, N0 UCTEYEHUUN TPEX NET C AaTbl rocyAapCTBEHHOW perucTpaumum
pedepeHTHOro nekapCcTBEHHOro npenaparta B Poccunckon denepaummn.

(Yactb gononHuTensHO BkNtodeHa ¢ 1 aHBaps 2016 roga ®enepanbHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-93)

22. ,Elep>+<aTenb unn Bnapgeney perncTtpaunoHHOro yaocCTtoBepeHuA JeKapCTBEHHOIo npenaparta npeacraBnder B
yl'IOJ'IHOMOl-IeHHbIVI cbe,qepaanblﬁl opraH MCMNOMHNTENBLHOW BNacTH, OcyLIJ,eCTBﬂﬂPOIJ.LI/IVI beHKLI,VII/I No KOHTPOJ1I0O U Haa30opy B
cdaepe 34paBOOXpaHEeHUA, OTHET MO pedysibTatam (*)apmaKOHamopa OOWH pa3 B WWEeCTb MecdAueB B TedeHue OBYyX NneT nocne
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rocyaapCTBEHHOW perncrTpauumn nekapcTBeHHoro npenapata B Poccuiickon Pepepaumm, eXXerogHo B TeYeHWe MocneayroLmx
Tpex fneT 1 B AarbHeNLWeM OuH pa3s B NsiTb eT.
(Yactb gononHuTenbHO BKNtodeHa ¢ 1 aHBapsi 2016 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-03)

KommeHTapum k ctatbe 18

CTATbA 19. NPUHATUE PELLUEHUA O BbIOAYE 3KCNEPTHOMY YYPEXOEHUIO 3A0AHUA HA
NMPOBEOEHUE SKCMNEPTU3bIl NTIEKAPCTBEHHOIO CPECTBA

1. B TeueHne pgecsatn paboumx AHEM CO AHA MPUHATUMSA 3asiBNEHUS O rocy4apCTBEHHOW permcrpaumm nekapCcTBEeHHOro
npenapata COOTBETCTBYIOLUNN YNONHOMOYEHHbIV hefeparibHbIi OpraH UCNOMHUTENBHOW BRAcTU NPOBOAUT MPOBEPKY MOMHOTHI,
OOCTOBEPHOCTM U NPaBUNBHOCTN OPOPMIIEHNST NPeacTaBNeHHbIX AOKYMEHTOB PErucTpaumMoHHOrO AOChbe Ha NeKapCTBEHHbIN
npenapart 1 NPYHUMAET peLleHne O Bbldave 3aJaHus Ha NpoBeaeHe:

1) aKcnepTM3bl JOKYMEHTOB, NpeACTaBNeHHbIX Ars onpeaeneHns BO3MOXHOCTU paccMaTpuBaTh NeKapCTBEHHbI Npenapar
ANs MEAMLMHCKOrO NMPUMEHEHUSI MPW OCYLLECTBIEHMUN FOCYAapCTBEHHOW perncTpauum B ka4ectse opdaHHOro fekapcTBEHHOIO
npenapara;

2) 9KCNepTn3bl JN1eKapCTBEHHOro cpeactBa B 4aCTU 3KCNEPTU3bl KavyeCTBa J1€KapCTBEHHOro cpeanctBa W 3KCNepTusbl
OTHOLUEHNS OXMOaemon Mnonb3bl K BO3MOXHOMY PUCKY MNPpUMEHEHUA JeKapCTBEeHHOro npenapara nna meguunHCKoro
NPpUMeHeHunA;

3) aKCMepTM3bl NEeKapCTBEHHOTO CPEACcTBa B 4YaCTU SKCMEPTU3bl KayecTBa NEeKapCTBEHHOrO CPeacTBa W 9KCMepTu3bl
OTHOLUEHUS] OXWAAeMoi Nofb3bl K BO3MOXHOMY PWUCKY MPUMEHEHMSI JIeKapCTBEHHOrO npenaparta ans MeauUMHCKOro
NpYMEHEHMSI B MOPSiAKE YCKOPEHHOW Mpouedypbl 3KCMEepTUsbl NEKapCTBEHHbLIX CPEeACTB B COOTBETCTBMM CO cTaTben 26
HacTosuero deaepansbHOro 3aKoHa;

4) aKcnepTM3bl NTEKapCTBEHHOTO CPeACTBA B OTHOLLEHWUW NEKapCTBEHHOTO NpenapaTa Ans BETePMHapHOro NpUMeEHEHWS.

2. YNONHOMOYEHHLIN denepanbHbIl OpraH WCMONHUTENbHOW BRacTM YBEAOMISIET B 3NEKTPOHHOM dopmMe unn Ha
OymaxHOM HocuTerne 3asiBUTENs M 3KCMNEepTHOE YyuypexaeHue O MPUHSATOM pelleHuMM O Bbiade 3afaHui Ha npoBedeHue
3KCMepTun3, NpeayCMOTPEHHbIX YacTbio 1 HACTOAUleN CTaTbu, U B Cryvyae HeOOXOAMMOCTU O Bbigade paspelleHusi Ha BBO3 B
Poccuiickyto depepaunio KOHKPETHON NapTuv, CEpUKN 3apermcTpyMpoBaHHbIX U (MNKN) HE3APErMCTPUPOBAHHbBIX NEKAPCTBEHHbIX
cpencTs unu o6 oTkase B NpoBeaeHMM NPegyCMOTPEHHbBIX SKCNEPTU3 C yKa3aHWeM NpUYMH Takoro oTkasa.

3. B Clniydae BbIABEHUA OTCYTCTBUA UMM  HEOO0CTOBEPHOCTU I/IHd)OpMaLI,I/IVI, co;:l,ep>|<au.|,el7|c9| B npencrtaBlieHHbIX
3adaBuTenemM OKyMeHTax, yI'IOJ'IHOMO'-IeHHbIVI d)ep,epaanbM opraH WCMOMHNTENBbHON BNacTun HanpaBnaeT 3adaBUTENo 3anpoc 00
YTOYHEHUN aTon VIHdI)OpMaLI,I/II/I (,D,anee - 3anpoc ynoJiIHOMO4YeHHOro dae,qepaanoro opraHa NCMOSTHUTENBbHON BJ'IaCTI/I), KOTOprIZ
MOXeT ObITb nepegaH ynosiHOMO4YeHHOMY npenctaBuUTento 3aaBuUTenda NMYHO Nnoa pPacnucky, HamnpasieH No novYTte 3aka3HbIM
NMMCbMOM UN nepenaH B 3ﬂeKTpOHHOI7I cbopme Nno TelfTeKOMMYHUKaUMOHHbIM KaHanam CBA3N. B Ccny4ae HanpaBlneHua 3anpoca
YNOJIHOMOYEHHOIo (be,u,epaanoro opraHa NCMOJSTHUTENBbHON BNAcTW Mo NoyvTe 3akasHbiM MMCbMOM OH CYMTaeTcs Nony4yeHHbIM
Nno UCTEYEHNN LLECTN OHEN C AaTbl HanpaslieHnA 3aKa3Horo n1ucbma.

4. 3asBuTenb 06513aH NpeacTaBUTb OTBET HA 3anpoc YNONMHOMOYEHHOTo dhefeparnibHOro opraHa MUCMonHUTENbBHOW BnacTu B
CpOK, HE NpEBbLILWAKLWNA OeBsHOCTA paboymx AHEN co OHA ero nonyyeHus. Cpok, yKasaHHbI B YacTu 1 HacTosllen cTaTbM,
NPUOCTaHaBMMBAETCS CO OHS HanpaeneHus 3asBUTENIO 3anpoca YMNoSfIHOMOYEHHOrO pefepanbHOro opraHa UCMONHUTENBHON
BMacTy OO AHS NOMyYEHNst UM COOTBETCTBYHOLLIETO OTBETA.

5. OcHoBaHMeEM fOnsi OTKasa B OpraHusaumMm 3KCNepTu3, NpedyCcMOTPEHHbIX YacTbio 1 HacTodwlen craTbu, SIBNSAETCA
npeacTaBrieHne HeobXoauMbIX ONS MPOBEAEHUS MPEayCMOTPEHHbIX 3KCMEepTU3 AOKYMEHTOB B HEMONHOM obbeme wunu
HenpeacTaeneHMe 3asdBUTENEM B YCTAHOBMEHHbIN CPOK OTBETa Ha 3anpoc YNoSIHOMOYEHHOro dyegeparnbHOro opraHa
WCTONMHUTENBHOW BNacTu, a Takke npeacTaBneHvMe AOKYMEHTOB, HE COAepXallMxX MCYEPMbIBAOLWEro nepeyHs HeobXoaAMMbIX
cBeaeHun.

6. MNpn oTkase B opraHuM3auun IKCMEPTU3bl, NPEAYCMOTPEHHOM NyHKTOM 4 4Yactu 1 HacTosuwlen CcTaTbu, AOKYMEHThI,
BXOZSLLME B COCTaB PErucTpaumoHHOro A0ChbEe Ha NEeKapCTBEHHbIV MpenapaTt AN BETEPUHAPHOro MPUMEHEHUs!, MOryT BbiTb
BO3BpalleHbl 3aaBUTENnto Ha OCHOBaHMN ero NMCbMeHHOro 3anpoca, HanpaerneHHOro B ynOﬂHOMOHeHHbIVI (benepaanbn?l opraH
MCMOMHUTENBbHOW BNacTu B TeYEeHue TpuguaTtn pa6oqu Ll,HeI7I CO OHA NPUHATUA YNOJTHOMOYEHHbIM d’.)eﬂ,epaj'leblM OopraHom
WCMOMHUTENBbHOW BRacTu peweHuna o6 oTkase B opraHmn3auumn Takon SKCNepTu3bl. YNonHOMOYEHHbIN (benepaanbM opraH
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MCMOMHUTENbHOW BMacTu BO3BpaLL@eT 3asiBUTENI0 YKa3aHHble AOKYMEHTbI B TEYEHNE AecsATU pabounx OHEN CO OHS MonyveHust
COOTBETCTBYIOLLENO 3anpoca 3asiBUTens.
(Yactb gononHutenbHO BKNtodeHa ¢ 13 aBrycta 2019 roga ®enepansHbiv 3akoHoM oT 2 aBrycta 2019 rona N 297-93)
(Ctatbsa B pepakumn, BBeaeHHon B gencteme ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM oT 22 aekabpa 2014 rona N
429-®3. - CM. mpeablayLLyo PeAAKLN)

KommeHTapun k ctatbe 19

CTATbA 20. SKCMEPTU3A OKYMEHTOB, NPEACTABIIEHHbIX AN ONPEAENIEHNA BO3MOXHOCTH
PACCMATPUBATb NNEKAPCTBEHHbIU NPENAPAT ANnA MEOULUUHCKOIO NPUMEHEHUSA MNMPU
OCYLWECTBNEHUU rOCYOAPCTBEHHOW PEM'MCTPALIUN B KAYUECTBE OP®AHHOIO JIEKAPCTBEHHOIO
NMPENAPATA

1. JKcnepTm3a OOKYMEHTOB, NPeaCcTaBieHHbIX ANs onpeaerneHns BO3MOXHOCTM paccMaTpmBaTh JIEKapCTBEHHbIN nNpenapar
AN MeOWLUHCKOro NMPpUMEHEHUS MpU OCYLLECTBNEHUUN rOCYAapCTBEHHON perncrTpauun B kayectse oppaHHOro nekapcTBEHHOro
npenapata, COCTaBfE€HME KOMWUCCUEN 3IKCMEPTOB 3aKIOYEHUS O BO3MOXHOCTM WM HEBO3MOXHOCTM paccMaTtpuBaTtbh
nekapCTBeHHbIM npenapaTt Ang MeauuuHCKOro NpUMeHeHWs Npu OCYLLEeCTBIEHUN rocygapCTBEHHOW perncTpaumm B KadecTse
OpdaHHOro fekapCTBEHHOro npenaparta W HamnpasneHwe OaHHOro 3akrtyeHWs B YMONHOMOYEHHbIM bedepanbHbli opraH
WCMOMHUTENBHOW BNacT OCYLUECTBNSAKTCA B CPOK, HE MpPEeBbIWAKWMA Tpuauatu paboumMx AHeW CO OHSA MonyveHusi
3KCMEePTHbIM yypexaeHnem 3afaHus YrnofHOMOYEHHOro hefgepanbHOro opraHa WCNOMHUTENbHOM BracTM U B 3NEKTPOHHOM
dopmMe 1M Ha ByMaxKHbIX HOCUTENSX HeOOXOoAMMbIX OOKYMEHTOB, yKasaHHbIX B nyHkTax 1, 2, 5, 6, 10 yactn 4 n B Yactn 7
ctatbu 18 HacTosuero PenepanbHOro 3aKoHa.

2. [JOKyMeHTbI, coaepXalymecs B permcTpaumoHHOM OOCbe Ha NeKapCTBEHHLIN npenapaTt U NoCTynMBLUME HA BYyMaXHbIX
HOCUTENSIX B 3KCNEPTHOE YYpEeXaeHWe ANsi OCYLLECTBIIEHUS UX 3KCMEPTM3bl ANs OnpenerieHns BO3MOXHOCTM paccMaTpuBaTh
neKkapcTBEHHbIA NpenapaTt Ans MeauUMHCKOro NpUMEHeHUs1 B kavecTBe opdaHHOrO fieKapCTBEHHOro Mpenapara, nognexar
BO3BpaTy B YMNOSIHOMOYEHHLIN defeparnbHblii  OpraH  UCMOMHUTENbHOM BNacTM OAHOBPEMEHHO C  3aKMH4YeHUsIMU
COOTBETCTBYIOLNX IKCNEPTUS.

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

KommeHTapun k ctatbe 20

CTATbA 21. PELULEHUE O BO3MOXHOCTU PACCMATPUBATb NEKAPCTBEHHbIN MPEMNAPAT MPU
OCYLWUECTBNEHUWMN TOCYOAPCTBEHHOW PETMCTPALIMXA B KAMECTBE OP®AHHOIO JIEKAPCTBEHHOIO
NMPENAPATA

1. B cpok, He MpeBbIaWUin NAaTh pabounx OHEN CO OHsSI MOMyYeHus1 3aknioyeHusl, ykasaHHoro B yactm 1 crtatbu 20
HacTosuwero PenepasnbHOro 3akoHa, YNOHOMOYEHHbIW hefepanbHbIi OpraH UCMONMHUTENbHOW BracTU OCYLLECTBNSAET OLEHKY
Nony4YeHHOro 3akrioveHus Ansa onpegeneHvus ero COOTBETCTBUA 3adaHWi0 Ha NpoBedeHWe COOTBETCTBYIOLLEW 3KCMepTusbl U
YBEOMMSIET 3asBUTENS B SMEKTPOHHON hopMe unmn Ha OymMaKHOM HOCUTEne O pesynbraTtax MpPOBeAEHHOW 3KCNepTusbl C
NPUMNOXEHNEM KOMUU SKCMIEPTHOIO 3aKMOYEHMST (C COXpaHEHMEM KOHMMAEHUMANbHOCTU MHpOpMaLMn O COCTaBe SKCMNEPTHOMN
KOMWUCCUN) U O BO3MOXHOCTM MUITM HEBO3MOXHOCTW paccMaTpuBaTth NEKapCTBEHHbIN Npenapar Ans MeguUMHCKOrO NMPUMEHEHUSI
npw OCYLLECTBMEHUN rOCYyAapCTBEHHOWN perncTpaLmm B kKadectse opdaHHOro nekapCTBeHHOro npenapara.

2. Mpn BbIHECEHUU KOMUCCHEN IKCMEPTOB 3aKIHOYEHUS O BO3MOXHOCTM paccMaTpuBaTb NEKapCTBEHHLIN npenapart ans
MEANLIMHCKOrO NMPUMEHEHNsI MPU OCYLLECTBIIEHMM FOCYOAPCTBEHHON perncrtpauum B KadectBe opchaHHOro nekapCTBEHHOro
npenapaTa yrnofIHOMOYeHHbIN heeparnbHbIi OpraH UCMONMHUTENBHOW BNAcTW B CPOK, HE NPEBbILLALWMIA NSTU paboynx gHel co
OHS MOMyYeHNsl OaHHOMo 3aKrYeHUsl, MPUHMMAaeT pelleHue O Bblgave 3adaHusi Ha NPOBEAEHWe 3KCMepTU3bl KaydecTBa
NeKapCTBEHHOIO CPEACTBA W SKCNEPTU3bl OTHOLLEHWUS OXXMOAEMOM MOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NIEKaPCTBEHHOIO
npenapaTta Ans MeauuMHCKOro NMpUMEHEHUs1 B MOpsiAKe YCKOPEHHOW npoueaypbl 3KCNepTu3bl NIekapCTBEHHOINO CPeacTBa B
COOTBETCTBUM CO cTaTben 26 HacTodulero PeaepanbHOro 3aKkoHa.

3. B cnyyae nNpuHATMSA pelleHWss O HEBO3MOXHOCTM paccMmaTpuBaTb fleKapCTBEHHbI npenapaTt Ans MeAMLIMHCKOro
NPYMEHEHNS NPW rOCyAapCTBEHHOW perucTpaumMu B kKavecTBe OpdaHHOro fekapCcTBEHHOro npenapata YrnorHOMOYEHHbIN
cbepepanbHbid OpraH MCMNOMHUTENBHOM BlacTM MpeKkpawaeT npouenypy rocyqapCTBEHHOW perncrpaumm nekapcTBEHHOro
npenapata. 3asBUTENb BrnpaBe 0OOpaTUTbCS B PErnCTPUPYIOLLUIA OpraH C 3asiBNIeHMEM O TOCy4apCTBEHHOW perucrpauuv
yKa3aHHOro fiekapcTBEHHOro npenapara B COOTBETCTBUM co cTatben 18 HacTosuwero deaepansHOro 3akoHa.
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(Ctatbsa B pepakuun, BBeaeHHon B gencteme ¢ 1 nons 2015 roga PenepansbHblM 3akoHOM oT 22 aekabpa 2014 rona N
429-®3. - Cm. mpeaplayLLyo peaaKLnio)

KommeHTapum k ctatbe 21

CTATbA 22. PELLEHUE O NPOBEAEHUU KITMHWYECKOIO UCCNEAOBAHUA NEKAPCTBEHHOIO
NPENAPATA And MEOQULUMHCKOIO NPUMEHEHUA

(YTpatnna cuny c 1 nionsa 2015 roga - PeaepanbHbi 3akoH oT 22 fekabpa 2014 rona N 429-93. - Cm. npeablayLLyo
penakumio)

KommeHTapum k ctatbe 22
CTATbA 23. 3KCNEPTU3A KAYECTBA NEKAPCTBEHHOIO CPEACTBA U SKCNEPTU3A OTHOLUEHUA
O)KI/I,D,AEMOVI Nnonb3bl K BOSMOXXHOMY PUCKY MPUMEHEHUA NEKAPCTBEHHOIO MPENAPATA ONA
MEOMUMHCKOIO NPMMEHEHUA

1. DkcnepTusa KayecTBa NEKapCTBEHHOMO CPEACTBA U 3KCMEPTM3a OTHOLLEHWUS OXMAAEMOW MOMb3bl K BO3SMOXHOMY PUCKY
NpUMeHeHWs1 NekapCTBEHHOro npenaparta Ans MeguUMHCKOro NPUMEHEHWs!, COCTaBNEHNE KOMUCCUSIMU SKCMEPTOB 3aKIOYEHWIA
no pesynbTataM MPOBedeHHbIX JKCMepTU3 W HanpaBreHne 3TUX 3aKMioYeHWn B YMOMHOMOYEHHbIN dedeparnbHblii opraH
WCMOMHUTENBbHON BNacTU OCYLLECTBNSIOTCS B CPOK, He MpeBbILAOWMA cTa AecsaTM paboumx OHeil co AHS Momny4vyeHust
3KCMEepPTHbIM YYPEXAEeHUEM COOTBETCTBYHOLLErO 3a4aHunsl YNONTHOMOYEHHOO chefeparibHOro opraHa WCMoSTHUTENBHOW BRacTu U
HeobxoaNMbIX LOKYMEHTOB B 3/IEKTPOHHOM hOpME MMM Ha ByMakHbIX HOCUTENSIX.

2. B TeyeHne pgeBsiHOCTa AHeW CO OHSA nony4yeHuna peweHuna yrnornHOMO4YeHHOro cbe,qepaanoro opraHa MNCMNOMHNTENBHOMN
Bnacthn O npoBedeHUn 3KCnepTunsd, npegyCcMoTpPEeHHbIX YacTbio 1 HacTodulen cTatbu, 3asdBUTENb npencrtaBndeT B 3KCNepTHoe
yypexageHme aOnd nposeneHusa 3KCNnepTtu3bl KadecTBa J1eKapCTBEHHOro cpencrtsea 06pa3u,b| NeKapCTBeHHOro npenapara and
MeONUNHCKOIo TrMnpuMeHeHuda, npoun3BeaeHHoOro B COOTBETCTBUM C Tpe6OBaHVIF|MI/I OMNbITHO-MPOMBILLUTIEHHOIO WU (I/IJ'II/I)
NPOMBbILUNEHHOINo pernamMeHToB, YTBEPXAEHHbIX pyKoBOOAUTENEM MNpPOU3BOAUTENA J1€KapCTBEHHbIX CpeAcTB, a TaKkKe B
COOTBETCTBYHOLKNX Cly4daax o6pa3u,b| d)apmaueBqueCKon Cy6CTaHL|,I/II/I, TeCT-lWWTaMMma MWUKPOOPraHM3MOB, KYyJIbTypbl KIETOK,
O6p83Ll,bI BewecTB, MNpUMEeHAeMbIX O5d KOHTPOJNA KadecTBa JeKapCTBEHHOro cpeancrtBa nytem cpaBHEHUA C  HUMU
ncecnenyemoro nekapcTtBeHHoOro cpeacrtea, B KonnyecTBax, HeobxoaMMbIx ang BOoCnpousBeaeHNA MeToaoB KOHTPOJ1A KadecTBa.

3. Mpu nony4eHnn ob6pasLOB nekapCTBEHHOro npenapata u dapmaueBTUYECKOoN CyBGCTaHLMKM 3KCMepTHoe yupexaeHue
BblJAET 3asBUTENO JOKYMEHT, NOATBEPXKAAOLLMIA NoNyYeHne yKkazaHHbIX 06pa3LoB, U B CPOK, HE MPEBbILLALLni Tpex paboumnx
OHeW, yBeOOMNSET B 3NEKTPOHHOW chopme unm Ha BymakHOM HocuTene o6 3TOM YNONIHOMOYEHHbIM dheagepanbHbIi opraH
WCMNOMHUTENBHOW BNacTw.

4. Yka3aHHble B YacTax 2 1M 3 HacTodulel CTaTbu CPOK ANS NPeACTaBreHust 3asiBuTernieMm 0o6pasLoB NEKapCTBEHHOro
npenapata v apmMaleBTU4eckon cybCcTaHumm M CpoK yBeOOMIEHMS 3KCMEPTHbIM y4ypexaeHvem o6 3ToM Ha OymakHom
HocuTEne ynornHOMOYEHHOro hefepanbHOro opraHa UCMOMHUTENBHOM BNAcTW HE BKITKOYAKOTCA B CPOK NPOBEAEHUS SKCMEPTUS,
npeayCcMOTPEHHbIX YacTblo 1 HacTodLLen CTaTbu.

5. [lokyMeHTbl, NOCTYNUBLUME B ISKCMEPTHOE yypexaeHue Ans NpoBedeHUs 3KCnepTus, NpeayCcMOTPEeHHbIX YacTbio 1
HacTosLlen cTaTby, NoAnexar Bo3BpaTy B YNOMHOMOYEHHLIN heaepanbHbii OpraH MCNOMHUTENBHON BriacTu OAHOBPEMEHHO C
3aKNYEHUAMU, NOMYYEHHbIMW MO pe3yrnsTaTtaM COOTBETCTBYHOLLUMX SKCNEPTUS.

(Ctatbsa B pepakuun, BBeaeHHon B gencteme ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM oT 22 Aekabpa 2014 rona N
429-03. - CM. MpeablAyLLYI0 DEAAKLIMIO)

KommeHTapun Kk ctatbe 23

CTATbA 24. SKCINMEPTU3A KAYECTBA NNEKAPCTBEHHOIO CPE[JICTBA U 3KCNEPTU3A OTHOLLUEHUA
OXWOAEMOMU MNMOJib3bl K BOSMOXHOMY PUCKY NPUMEHEHUA NEKAPCTBEHHOIO MNMPEMAPATA AN
BETEPUHAPHOIO NPUMEHEHUA

1. SKcnemesa KayecTBa J1eKapCTBEHHOro cpeacTtea MU 3KCnepTnui3a OTHOLWEeHUA OXMOaeMomn Nonb3bl K BO3MOXXHOMY PUCKY
NnpMMEeHeHNA neKapCTBEHHOro npenapara Ana BeTepuHapHOro npuMeHeHua, CcocCTaBlieHne KOMUCCUAMU 3KCNepToB
3aKMIOYEHUN MO pe3ynbrataM yKal3aHHbIX 3KCNepTn3 U HanpaeneHne Takux 3aKNIOYEHUN B yI'IOﬂHOMOHeHHbIVI cbep,epaanbM
opraH NCNONHUTENbHOM BNacTn OCYLLECTBINMAKTCA B CPOK, HE I'IpeBbILuaPOLU,Mﬁ CTa aecdatu pa6oqu OHen co gHsA nony4yeHuna
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06 ob6palLeHun nekapcTBEHHbIX CPEACTB (C u3MeHeHnsMmn Ha 4 aBrycTta 2023 roga) (pepakuusi, aencreytowas ¢ 1 ceHTabpsa 2023 CTtpaHuua 48
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

3KCMEPTHBLIM YUYpeXaeHNeM 3afaHusl YNoSIHOMOYEHHOro dedepanbHOro opraHa WCMOMHUTENbHOM BNAcTU C OOKYMEHTaMW,
yKa3aHHbIMK B YacTu 3 ctatbu 17 HacTodulero degepanbHOro 3akoHa.

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

2. B TeuyeHue TpmauatM paboumMx OHEW CO [OHS MONyYeHUs peLleHnst YNOoNTHOMOYEHHOro deaepanbHOro opraHa
WCMONMHUTENBHON BMAacTu 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
pernamMmeHToB, YTBEPXAEHHBIX 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
METOOB 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 o6pasLOB NekapCTBEHHOrO npenapata u dapmaueBTUYECKON CyOCTaHLUMN 3KCMEePTHOE 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
WCTOMHUTENBHOW BMacTu, yKasaHHble B YacTax 2 U 3 HacTosulen CTaTbi, He BKIOYaTCA B CPOK MPOBEAEHUs YKasaHHbIX B
YacTu 1 HacTosLLEN CTaTby 3KCNEPTU3.

5. [lokyMeHTbl, MOCTYNUBLUME B IKCTIEPTHOE y4pexadeHue Ons MpoBedeHWsl yKasdaHHbIX B YacTu 1 HacTosuwlei cratbu
3KCMepTu3, noanexaT BO3BpaTy B YMNONMHOMOYEHHbIN deaepanbHbii opraH MWCMOMHUTENBHOM BNacT OOHOBPEMEHHO C
3aKIIIOYEHUSIMU MO pe3yrnbTaTam yKkasdaHHbIX 3KCNepTus.

KommeHTapun Kk ctatbe 24

CTATbA 25. NOBTOPHOE NMPOBEAEHUE 3KCMNEPTU3bl IEKAPCTBEHHbIX CPEOCTB

(HanmeHoBaHue B pegakumm, BBeeHHol B Aenctaure ¢ 1 nonsa 2015 roga PenepanbHbiM 3akoHOM 0T 22 nekabpa 2014 rona N
429-®3. - CM. NpeablAyLLYI0 PeAaKLMI0)

1. B cny4yasx HegocTaToyHOW OBGOCHOBAHHOCTU WM HEMOSHOTbI 3aKIMKYEHUS KOMUCCUM 3KCMEPTOB, HaNMUuusl B HEM
NPOTUBOPEUMBBIX AaHHbIX, hanbcndukaLmm BbIBOLOB 3KCNEPTU3bl NTEKAPCTBEHHOIO CPEACTBA, COKPbLITUS OT YNOMHOMOYEHHOMO
denepanbHOro opraHa MCMNOMHUTENbHOW BlAacTM OCHOBaHMIA ONsi OTBoAA 3KCrnepTa BCNeAcTBME ero 3aMHTepecoBaHHOCTU B
pesynbratax COOTBETCTBYIOLLEN 3KCMEPTU3bl, HanmMuMs AaHHbIX O NPsiMOM NGO KOCBEHHOM BMeELLATENbCTBE B MpoLecc
COOTBETCTBYIOLLEN 3KCMEPTM3bl ML, HE Y4acTBYIOLNX B €e NPOBEAEHUN, HO OKa3aBLUMX BIIUSIHWE HA MPOLIECC U pe3ynbTaTbl ee
NpoBeAEeHUs], YMNONTHOMOYEHHbIM defepanbHbiM OpPraHOM WCMONMHUTENbHOW BlacTUM Ha3Ha4YaeTCcs MOBTOpHas 3KcnepTusa
nekapcTBEHHOrO cpeacTBa U (Unn) aTnyeckasi akcnepTusa.

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

2. NoBTOpHasi akcnepTU3a NekapCTBEHHOro CpeacTBa NPOBOANTCA C YH4ETOM pe3ynbTaToB paHee NPOBEAEHHON SKCNEPTU3bI
B CPOK, YCTAHOBMNEHHbIA YMNOTHOMOYEHHbIM (hefeparnbHbIM OpraHOM WUCMOMHUTENBHOM BNAacTU U He MPEBbIWAKLWNA TpMauaTu
paboymx [OHEW CO [OHS MNONyYEeHUs SKCMEPTHLIM YYpPEeXOAEHMEM 3aJaHus Ha NpoBedeHWe MOBTOPHOM 3KCMEepTU3bl
NEeKapCTBEHHOro cpeacTaa.

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

3. ®uHaHcoBOEe obecnevyeHne BbIMOMHEHMS 3a4aHus Ha NpoBedeHNe NOBTOPHOW 3KCMEepTU3bl NeKapCTBEHHOrO CPeacTBa
He OCyLLeCTBNSETCS.

(YacTb B pegakunun, BBeaeHHow B aenctaue ¢ 1 uonsa 2015 rona PenepanbHbiv 3akoHOM 0T 22 nekadpa 2014 rona N 429-
®3. - CM. mpeabIAyLLY0 PEAAKLIMIO)
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KommeHTapun K ctatbe 25

CTATbSA 26. YCKOPEHHASA NMPOLIEAYPA 3KCNEPTU3bIl IEKAPCTBEHHbLIX CPEACTB

1. YckopeHHas npoueaypa 3KCnepTuabl NIeKapCTBEHHbIX CPEACTB B LENsX rocygapCTBEHHON permcTpauumn nekapcTBeHHbIX
npenapaToB NPUMEHSIETCA B OTHOLLEHMM OpdaHHbIX NIEKAapPCTBEHHbIX NpenapaToB, NEPBbIX TPEX NEKAPCTBEHHbIX NpenapaTtos,
pernctpupyemblix B Poccuickon dPepepauum B KayeCTBE BOCMPOM3BELAEHHbIX FEKApPCTBEHHbIX MNpenapaToB, OYepeaHOCTb
KOTOPbIX OMNpPeAensieTcss B COOTBETCTBMM C HOMEPOM W [ATOW BXOOSALUMX 3asiBNEHUA O TOCYAapCTBEHHOW permcrpauun
NEKapCTBEHHbIX MpenapaTtoB B pamMKaxX OOHOMO MEXAYHAPOAHOro HenaTeHTOBaHHONO HaWMEHOBaHMSA JeKapCTBEHHOMO
npenapata unuM rpynnMpoBOYHOrO HaMMEHOBaHWSA JNEKAPCTBEHHOro Mpenapara, JIeKapCTBEHHbIX npenapaToB  Ans
BETEPUHAPHOIO NPUMEHEHUS, NPeQHAa3HaYEHHbIX 4N1S NIeYeHNst JOMALLHMX XMUBOTHbIX, onpeaeneHHbix PeaepanbHbiM 3aKOHOM
oT 27 pekabps 2018 roga N 498-93 "O6 0oTBETCTBEHHOM O6pPALLEHUN C KMBOTHBIMU U O BHECEHUU U3MEHEHWUN B OTAENbHbLIE
3aKoHoaateneHble akTbl Poccunckon Penepaumn”, M 3aperMcTpMpoBaHHbIX B KadecTBe NeKapCTBEHHbIX npernapaTtoB Ans
MEOVUMHCKOTO TMPUMEHEHUS, U JeKapCTBEHHbIX MpenapaTtoB, NpPeAHa3Ha4YeHHbIX WCKYUTENBHO AN MPUMEHEHUs
HECOBEPLUEHHONETHUMU rpaXkgaHamu.

(YacTb B pegakumm, BBegeHHow B aenctaue ¢ 1 uonsa 2015 rona PenepanbHbiv 3akoHOM 0T 22 nekadpa 2014 rona N 429-
d3; B pegakumm, BBegeHHon B gencreme PenepanvHbiM 3akoHom OT 13 utona 2015 roaa N 241-93; B pegakumm, BBE4EHHOW B
aevicteue ¢ 1 ceHTabpst 2023 roga PenepaneHbiM 3akoHoM oT 28 anpens 2023 rona N 171-93. - CM. npeabiayLLyo peaakLu)

2. yCKOpeHHaFI npouenypa 3KCnepTuabl TIEKAPCTBEHHbIX CpeacCTB B Lendax rocyp,apCTBeHHon perncTtpaunmn nekapCrBeHHbIX
npenapartoB He NPpUMEHAETCA B OTHOLLUEHUWN:

1) GuoaHanorosbIx (6nonogobHbIX) ekapcTBEHHLIX NpenapaTos (bnoaHanoros);
2) pedepeHTHbIX NekapCTBEHHbIX NpenapaToB (3a UCKIYeHneM opdaHHbIX NNeKapCTBEHHbIX NpenapaTos);

3) BOCNpOU3BEOEHHbIX NEKAPCTBEHHbIX MpenapatoB (3@ MCKMAYEHMEM MNEPBbIX TPEX pPerucTpmpyembix B Poccumnckon
depepauunn B Ka4eCcTBe BOCMNPOU3BEAEHHLIX NIEKAPCTBEHHbLIX NPEnapaTtoB M NEKApPCTBEHHbIX NpenapaToB, NpegHasHauYeHHbIX
WUCKITKYNTENBHO AN NPUMEHEHUS HECOBEPLUEHHOMNETHUMM TpaxdaHamu, a Takke JEeKapCTBEHHbIX MpenapaTtos,
npeaHasHa4YeHHbIX AN1S NeYeHUsa OOMaLLHMX XXMBOTHLIX, onpeaeneHHbix PenepanbHbiM 3akoHOM OT 27 nekabps 2018 roga N
498-9»3 "O6 OTBETCTBEHHOM 0OpaLleHUN C XUBOTHBIMU U O BHECEHUU U3MEHEHWW B OTAENbHble 3aKOoHOAAaTElbHbIE aKTbl
Poccuiickon Penepauuun”, n 3aperncTpMpoBaHHbIX B KAYECTBE NeKapCTBEHHbIX NpenapaTtoB Anst MeAULMHCKOTO NMPUMEHEHMS);

(MyHKT B pegakumum, BBegeHHoM B gencteue ¢ 1 ceHTabpsa 2023 roga PenepanbHbiv 3akoHom o1 28 anpena 2023 roaa N
171-®3. - Cm. mpeablayLLY0 PEAAKLIMIO)

4) HOBbIX KOMOUHAaLMIA 3apErMCTPUPOBAHHLIX paHee NekapCTBEHHbIX NPenaparos;

5) NNeKapCTBEHHbIX npenapartoB, 3apernCTtpmpoBaHHbIX paHee, HO Npon3BEAEeHHbIX B OPYrnx nekapCTBEHHbIX d)opmax B
COOTBETCTBUU C NepevHHeM HauMeHOBaHWM JNIeKapCTBEHHbIX (*)OpM M B HOBOWM AO03NPOBKE;

6) NnekapCTBEHHbLIX NpPenapaToB Ans MEAULMHCKOrO NPUMEHEHMWs, rOCyAapCTBEHHas perncTpaumst KOTopbiX OTMEHEHa, Npwu
UX perMcTpaumm B kKa4ecTBe JIeKapCTBEHHbIX NpenapaToB A1 BETEPMHAPHOIO NPUMEHEHNS.

(MyHKT gononHUTEeNbHO BKMAOYEH ¢ 1 ceHTsabpsa 2023 roga PeaepanbHbiM 3akoHoM oT 28 anpens 2023 rona N 171-93)

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

3. YckopeHHas npoueaypa 93KCMepTusbl NEKAPCTBEHHbIX CPeacTB MNPOBOAUTCA MO  PELUEHU0 COOTBETCTBYIOLLENO
YyNOSTHOMOYEHHOro oeaepanbHOro opraHa MCMONTHUTENbHOW BlacTU Ha OCHOBaHWM 3asiBIIEHUST 3asBUTENS B CPOK, He
npeBbILWAaLWNn BocbMmnaecaTn pabounx gHen. MNMpu 3TOM aKkcnepTnsa AOKYMEHTOB, COAEPXALLUXCS B PErMCTPALMOHHOM LOChe
Ha JeKapCTBEHHbIN npenapart, MNPOBOAUTCA B CPOK, He MNPEBLILWAKLWNA OecATn paboymx OHEeRn, 3KcrnepTu3a KavecTBa
NEeKapCTBEHHOrO CpeacTBa U 3KCMepTU3a OTHOLLEHUSA OXWUOAEMOWN MOb3bl K BO3MOXHOMY PUCKY NPUMEHEHUST NTIEKapCTBEHHOTO
npenapaTta NPOBOAATCS B CPOK, HE MPEBbILLAIOLLNIA WecTnaecaTn pabounx gHen.

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

3_1. B oTHoweHun Op(baHHbIX NNEKapCTBEHHbIX npenapartoB MOryT ObITb npencrtaeneHbl pe3ylbratbl OOKITUMHUYECKUX
nccnegoBaHum JNNeKapCTBeHHbIX CpeacTtB U KIMHUYECKUX nccnegoBaHUn JIeKapCTBEeHHbIX npenapaTtoB Anld MeaunuunHCKOro
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06 ob6palLeHun nekapcTBEHHbIX CPEACTB (C u3MeHeHnsMmn Ha 4 aBrycTta 2023 roga) (pepakuusi, aencreytowas ¢ 1 ceHTabpsa 2023 Ctpanuua 50
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

NPUMEHEeHWs1, BbIMOMHEHHbIX 3a npegenamu Poccuiickon ®egepaumm B COOTBETCTBUM C  MpaBuiiamu  Hagnexatlen
nabopaTopHON NPaKTUKMN U NpaBUnaMm Hagnexallen KNMHUYECKON NpPaKkTUKK.
(Yactb gononHutenbHO BKNtodeHa ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 nekabps 2014 rona N 429-93)

4. YckopeHHas npouegypa aKcnepTuabl SiekapCTBEHHbIX CPeaCcTB NPOBOAUTCS B Nopsaake, YCTaHOBEHHOM cTtatbamu 17-20,
23 n 24 Hacrtosaulero PenepanbHOro 3akoHa, M He O3HA4YaeT CHWMXKeHus TpeboBaHu kK 6e30MacHOCTU, KadecTBy W
3 PEKTUBHOCTU NEKAapCTBEHHbIX NpenapaTos.

KommeHTapun k ctatbe 26

CTATbA 27. PELLEHUE O TOCYOAPCTBEHHOW PETMCTPALIUM IEKAPCTBEHHOIO NPEMAPATA

1. B cpok, He npeBbIwakowmnin gecatn pabounx gHen co AHs NonyvYeHus 3aknioYeHNn KOMUCCUN SKCMEePTOB MO pesyrbTatam
3KCMepTu3bl KayecTBa NeKapCTBEHHOrO CPEACTBA M IKCMEPTU3bl OTHOLUEHUSA OXWOAEMOW MONb3bl K BO3MOXHOMY PUCKY
NPUMEHeHUs1 NeKapCTBEHHOro npenapaTta, COOTBETCTBYIOLUMA YNONMHOMOYEHHbIM defepanbHbli opraH WCNOMHUTENBHON
BNacTu:

(AB3au B pegakumm, BBeeHHoM B AencTeume ¢ 1 nonsa 2015 roga PenepanbHbiM 3akoHOM 0T 22 nekabpa 2014 rona N 429-
®3. - CM. NpeaplayLLyio peaaKLmio)

1) pasmeLyaeTt Ha cBoeM odumumanbHOM canTe B ceTu "MIHTepHeT" COOTBETCTBYIOLLME 3aKMOYEHNSS KOMUCCUM IKCNEPTOB U
OCYLLECTBISIET UX OLEHKY A8 onpeaeneHnsa COOTBETCTBUA 3aaHuNI0 Ha NpOBeAeHMEe aTUX IKCNepPTUs;

(MyHkT B pegakuunn, BBeaeHHon B aenctaue ¢ 1 nons 2015 roga PenepansbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-
@3. - CM. NpeabIayLLyo peaakLnio)

2) NpUHMMAaET peLleHre O roCyAapCTBEHHOWM perncTpauum nekapcTBEHHOro npenapara unn o6 oTkase B rocyapCTBEHHOM
pervcTpaumm fnekapcTBEHHOro Npenapara;

3) BHOCUT nNpW MNPUHATUN pPELUEHUST O TOCYAAPCTBEHHOW perucTpauum neKkapcTBEHHOrNO npenapaTta [OaHHble O
3aperncTpupoBaHHOM NeKapCTBEHHOM npenapate, B TOM 4yucne o hapMaueBTUYECKOW CyOCTaHLuMKW, BXOAsSLWEN B COCTaB
NeKapCTBEHHOro npenaparta, B roCyAapCTBEHHbIV PEEcTR JNIEKAPCTBEHHbIX CREACTB M BblAAET 3asdABUTEN PErmcTpaunuoHHoe
YAOCTOBEPEHME NEKAPCTBEHHOrO npenapara, oopma KOTOPOro YTBEpPXOAaeTcsl YMNOMHOMOYEHHbIM dheneparnbHbiM OpraHoM
WCMONMHUTENbHOM BIacTW, COMMacoBaHHblE HOPMATUBHYIO [OKYMEHTAUM0, HOPMATMBHBLIA OOKYMEHT, WHCTPYKLUMIO MO
NPYMEHEHWIO NEKapCTBEHHOIO Mpenapara M MakeTbl MEepPBUYHOM YMaKOBKM M BTOPUYHOM (MOTPEOUTENBCKONM) YyNakoBKU C
yKa3aHMeM Ha HUX HOMepa PerucTpauMOHHOrO yAOCTOBEPEHWsI MEeKapCTBEHHOrO npenapata M AaTbl ero rocygapCTBEHHOW
peructpaummM unv B criydae NpuHsTUS pelleHus o6 oTkase B rocygapCTBEHHOW perucTpaumv NekapcTBEHHOro npenaparta
yBEOMMSIET B NMUCbMEHHOW (hopme 3asiBUTeNst 06 3TOM C yKasaHWeM MPUYMH Takoro OTkasa. 3a Bblgadvy perucrpalyoHHOro
YOOCTOBEPEHUS NEKapCTBEHHOro npenaparta B3MMaeTcs rocygapcTBeHHas MoLufiMHa B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuiickon denepauum o Hanorax u cbopax.

(MyHKT B pepakumun, BBeaeHHoN B Aencteure ¢ 1 nonsa 2015 roga ®enepanbHbiM 3akoHOM OT 22 nekabps 2014 rona N 429-
®3. - Cm. NpeapblayLLyo PeaaKLmIo)

2. OcHoBaHMeM pfns oTkasa B [OCyAapCTBEHHOW perncTpauuy nekapCTBEHHOrO npenapata Afs MeAUMLMHCKOro
NPUMEHEHNS SIBMSIETCA 3aKIKOYEHNE COOTBETCTBYHOLLErO YNONHOMOYEHHOro defeparnibHoro opraHa UCMOSHUTENBHOW BNacTu o
TOM, YTO KayecTBO U (UNn) acbheKTUBHOCTL PEFMCTPUPYEMOTO NIEKAPCTBEHHOMO Npenapara A1 MEAULMHCKOrO NPUMEHEHUST He
NOATBEPXKAEHbI MOMYyYEeHHbIMU [AaHHBIMM WM YTO PUCK MPUYMHEHMSI Bpeda 300POBbK YerioBeka BcreacTBue npuema
nekapcTBEHHOro npenapata Anst MeanUMHCKOro NpMMeHeHUs! NpeBbIaeT 3ddEKTUBHOCTb €ro NPUMEHEHNS.

(Yactb B pepakumn, BBegeHHon B genctane ¢ 15 uoHa 2018 roga PenepanbHbiM 3akoHoM oT 4 mioHa 2018 roga N 140-

®3. - C™. NpeapiayLLyo PeAaKLn)

3. lNoBTOpHOE NpeAcTaBreHne B COOTBETCTBYHOLLMIA YMNOMHOMOYEHHbIN (bedepanbHblii OpraH MCHOMHUTENBHOW Bactu
nekapcTBEHHOrO npenapara, B OTHOLIEHWM KOTOPOro MOMnydYeH oOTka3 B [OCYOapCTBEHHOM peructpaumm u  KOTOpbI
BMOCNEACTBMU NOABEPICS M3MEHEHUIO B 4YaCTU €ro cocTaBa, pacCMaTpuBAETCs Kak MpeacTaBleHne HOBOrO NeKkapCTBEHHOMO
npenaparta Ha ero rocygapCTBEHHY PErMcTpaLuio He3aBUCMMO OT COXPaAHEHUS €ro NEPBUYHOIO HAMMEHOBAaHKS.

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

4. I'Ip|/| npenoctaBneHnn 3adasuterneMm B COCTaBe pernctpaunoHHOro Aocbe Ha J'IeKapCTBeHHbII?I npenapar ansa
BETEPUHAPHOIo nNpMMEeHeHunA Konunm peweHna YnosIHOMOYEeHHOro cbep,epaanoro opraHa MCMNOMHNTENBbHON Bractm o
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NPOBEAEHUN WHCNEKTUPOBAHWS MNPOM3BOAUTENS JIEKAPCTBEHHbLIX CPEACTB CPOK MPUHSATMS PELUEHUMSt O ToCyAapCTBEHHOM
perucTpaummM nekapCTBEHHOIO npenapata AN BETEePUHAPHOTO MPUMEHEHUS MPUOCTAHABIIMBAETCS CO [OHS MONyYeHUsi
3aKIMIOYEHUN, YyKasdaHHbIX B 4Yactm 1 HacTosuleh CcTatbW, A0 OHA MPUHATUS YMNONTHOMOYEHHbIM deaepanbHbIM OpraHoM
WCMOMHUTENbHOW BNacTM pelleHus O Bblgadye unu o6 oTkase B Bblgadve 3akillo4eHuUst O COOTBETCTBUMM MpOM3BOAUTENS
neKkapcTBeHHbIX CPeACcTB TpeboBaHMAM MpaBun Hagnexallel MNpou3BOACTBEHHOM MpaKTUKM, HO He 6oree 4Yem Ha CTO
BOCEMbAECAT pabounx gHEN.

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

5. OcHoBaHMeM pfnsi OTka3a B rOCYAApPCTBEHHOW pernctpauum JekapCTBEHHOrO npenapata Ansd BETEPUHAPHOro
NPYMEHEHMS ABNSAETCA 3aKIoYeHMe YNOMHOMOYEHHOTO oeiepanbHOro opraHa UCMONMHUTENBHOW BNAacT O TOM, YTO Ka4ecTBO 1
(vnn) adbpeKTUBHOCTb PErMCTPUPYEMOrO NEKapCTBEHHOrO npenaparta Ansi BETEPMHAPHOIO MPUMEHEHUS] HE MOATBEPXAEHbI
MonyyYeHHbIMW [AaHHBIMU WM YTO PUCK MPUYMHEHWUs Bpeda 340POBbI0 XXMBOTHOIO BCINEACTBME MpUMeMa feKapCTBEHHOMO
npenapata Onsi BETEPUHAPHOrO MPUMEHEHUS npeBblaeT 3(PPEKTUBHOCTb €r0 MPUMEHEHUS, OTKa3 YMNOMHOMOYEHHOro
denepanbHOro opraHa WCMOMHUTENbHON BRacTM B Bblgave 3aKMOYEeHUs O COOTBETCTBUM NMPOU3BOAUTENS! NEKapCTBEHHbIX
cpeacTtB TpeboBaHMSM MpaBuil Haanexalwlen npou3BOACTBEHHON MNPakTUKM ONS KaXKOOW NPOM3BOACTBEHHOW MNoLLaaKm
PErMCTPUPYEMOrO  FIEKapCTBEHHOIO Mpenapata [Ans  BEeTepMHApHOro MpUMEHeHUs B Ccry4Yyae, €ecnv MPOW3BOACTBO
nekapCcTBEHHOro npenapata Ans BeTepuMHapHOro NpMMeHeHUst ocyLLecTBNsAeTca 3a npegenamm Poccuickon depepaunn, nnm
OTCYTCTBME TAKOrO 3aKIOYEHUS.

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

KommeHTapum K ctatbe 27

CTATbA 27_1. BSBAUMO3AMEHAEMOCTDb JIEKAPCTBEHHbIX MPENAPATOB AnA MEOULMHCKOIO
NMPUMEHEHWA

1. BsanmosameHseMOCTb NEKAPCTBEHHbIX NpenapaToB 4S9 MEANLMHCKOIrO NpUMEHEHNs1 onpeaenseTcs ynonHOMOYEHHbIM
denepanbHbIM  OpraHOM  MCMOMHUTENLHOW BMACTWU, OCYLLECTBASAOWMM FOCYAAPCTBEHHYIO PErMcTpauuio  fnekapCcTBEHHbIX
npenapaToB 4515 MEQULUHCKOTO NPUMEHEHWS, B paMKax Of4HOIo MeXayHapOAHOro HernaTeHTOBaHHOMO (MM XMMMUYECKOro, Unn
rPynnMPOBOYHOr0) HaMMEHOBAHWSI Ha OCHOBE  3aK/HOYEHUSI KOMWUCCUMM  SKCMEPTOB  IKCMEPTHOrO  ydpexaeHuss o
B3aMMO3aMEHSEMOCTM JIEKAPCTBEHHOro npenapata Ans MeaMUMHCKOro NpUMEHEHWss NnMbo O TOM, YTO J1EeKapCTBEHHLIN
npenapat ans MeauuuHCKOro NpuMMeEHeHUs He SBNSIETCS B3aMMo3aMeHsieMbiM. [opsagok onpegeneHms B3aMMO3aMEHSIEMOCTH
NEeKapCTBEHHbIX NpenapaToB Afs MEOULMHCKOrO MPUMEHEHMST U popma 3aKIYeHUs] KOMUCCUM SKCMEpPTOB 3KCMEPTHOro
yUYpEeXOeHUss O B3aMMO3aMEHSIEMOCTM TeKapCTBEHHbIX MpenapaTtoB AN MEeOWULUMHCKOro MNpUMEHeHust nmbo o TOM, 4TO
nekapcTBeHHbI npenapar Anst MEAMLMHCKOrO MNPUMEHEHWst He SBNSeTCs B3avMO3aMEHsieMbIM, YCTaHaBMNMBaKOTCA
MpasutenbcTBoM Poccuiickon degepavmn.

2. Komuncceums QKCMNEepTOB 3KCMEePTHOIo y4ypexageHnA gaet 3akrn4veHmne 0 B3anMOo3aMeHAEMOCTHU JNTIeKapCTBEHHOIO Nnpenaparta
ana MegmumnHCKoro npuMmeHeHud nmbo o TOM, 4YTO J'IeKapCTBeHHbIIZ npenapart ona mMeanunHCKoOro npuMeHeHusa He ABnAeTCA
B3anMmo3aMeHAEeMbIM, Ha OCHOBaHUWM Cneayrumnx Kputepmes (XapaKTepI/ICTI/IK)I

1) akBuBaneHTHOCTb (Ana ©OuoaHanoroBbiX (6MonNodobHbIX) rfekapCcTBeHHbIX npenapatoB  (buoaHanoros) -
COMOCTaBUMOCTb) Ka4eCTBEHHbIX U KOMUYECTBEHHbIX XapaKTepUCTUK hapMaLeBTUYECKNX cybCcTaHuMi Mnn conocTaBMMOCTb
aHTUreHHOro cocTasa BaKUWH. cnonb3oBaHme pasnuyHbIX Conen, ahmnpoB, KOMMIEKCOB, N30MEPOB, KpUCTannnyeckux opm m
OpYrMx MpomM3BOAHbLIX OOHOMO W TOro Xe [AEWCTBYHLIEero BellecTBa He HABNAETCH MpensTcTBMeM ANs  onpeaeneHus
B3aMMO3aMEHAEMOCTU NeKapCTBEHHbIX MpenapatoB, €ecnv npuv NpoBedeHUun wuccrnefoBaHus BGUO3KBMBANEHTHOCTU
nekapcTBEHHOro npenapara unuM uccrnegoBaHus TepaneBTUYECKOW 3KBUBANEHTHOCTWU feKkapCTBEHHOrO npenapaTta AokasaHo
OTCYTCTBUE KIMUHUYECKN 3HAYUMbIX pasnuMuuni papMakoKMHETUKN K (Mnun) adpdeKkTUBHOCTM 1 6e30NacHOCTU fneKkapCTBEHHOMO
npenapata Ans MeanLMHCKOro NpUMeEHeHNs;

2) 9KBMBANEHTHOCTb JleKapCTBEHHOW hopMbl. Mof SKBUMBANEHTHBIMW NEKAPCTBEHHBbIMM POPMaMM MOHUMAIOTCS pasHble
nekapcTBeHHble OpMbl, UMEIOLLME OOUHAKOBbIE CMOCO6 BBeAeHUs M cnocob npumeHeHwsi, obnagaiollme conocTaBUuMbIMU
(PapMakoKMHETUHECKMMI XapaKTepucTnkamm 1 ¢apmakonormyeckum AencTBMemM U obecnedvBarolimne Takke [OOCTXKEHWE
HeobxoaMMoro KnuHuyeckoro addpekta. Pasnnumsi nekapcTBeHHbIX hOpM He SABNSAKTCHA NPEensaTcTBMEM AN onpefeneHusi
B3aUMO3aMEHAEMOCTU JIeKapCTBEHHbIX MpPEnapaToB, €Crnv npyv MPOBEAEHUN UccrefoBaHusi OUO3KBMBANEHTHOCTU
nekapCTBEHHOro npenapata WM UccreqoBaHMs TepaneBTUYECKOW 3KBMBANEHTHOCTM NeKapCTBEHHOro npenapara gokasaHo
OTCYTCTBUE KITMHWYECKM 3HAYUMBbIX Pas3nuumii hapMakoKMHETUKU U (Mrn) adpeKTUBHOCTM 1 BE30NacHOCTU NEeKapCTBEHHOMO
npenapata ang MeauumnHCKOro NpuMeHeHus:;
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3) 3KBMBANIEHTHOCTb MNW COMOCTABMMOCTb COCTaBa BCMOMOraTenbHbIX BELLECTB FEKApCTBEHHOrO mnpenapata Ans
MeOMLMHCKOTO MpuMeHeHusl. Pasnuumna coctaBa BCriomoraTerlbHbIX BELLECTB fEeKapCTBEHHOrO rMpenaparta He siBstoTcs
NpensTCTBUEM AN ONPeneneHns B3anMo3aMeHSIEMOCTM NEKaPCTBEHHbIX NMPenapaTtoB, ecnv Npyu NPoOBEAEHUN UCCIedoBaHUS
GV1OSKBMBANIEHTHOCTY NEKAPCTBEHHOMO Mpenapata WUn UccriefoBaHusl TepaneBTUYECKON 3KBUBANEHTHOCTM fieKapCTBEHHOIO
npenapata [oOKas3aHO OTCYTCTBME KIMHUYECKM 3HAYMMbIX pPasfvunii  (hapMakoKMHETUKU U (Mnn) 3dppeKkTUBHOCTU 1
6e30nacHOCTM NekapCTBEHHOMO npenaparta Ans MeaUUMHCKOro npuMeHeHus. MNpy HannyMm KNUHUYECKU 3HaAYUMbIX Pasnvyunii
hapMaKOKMHETUKN U (Mnn) 3DPEKTUBHOCTU M GEe30MacHOCTM NEKAPCTBEHHOrO MpenapaTta Afs MegULMHCKOro NpuMeHeHust
B3aMMO3aMeEHSIEMOCTb OnpeaensieTcs C ykasaHMeM Ha UCKITIYEHNEe OTAENbHbIX rpynn NauueHToB;

4) nOeHTNYHOCTb cnocoba BBeaeHNs n cnocoba NpUMEHEHUS;

5) COOTBETCTBME MNMpomn3BoaUTENA JIeKapCTBEeHHOro cpencrtea Tpe6OBaHI/IF|M npasun Hagnexawlen I'IpOI/I3BO,D,CTBeHHOI7I
MPaKTUKN.

3. OnpepeneHve B3aMMO3aMEHSEMOCTU BOCMPOU3BEOEHHbIX FIeKapCTBEHHbIX npenapatoB AN MeAMLUMHCKOro
NPUMeHeHWs1, yka3aHHbIX B Yactn 10 ctatbu 18 HacTosulero denepanbHOro 3akoHa, OcyllecTBrnsieTcs 6e3 HeobxoanmocTu
JokasaTenbCcTBa Ux OMO3KBMBANEHTHOCTH.

4. OcoBeHHOCTN onpeaeneHns B3anMo3aMeHSIEMOCTN BMONOrMYEecKMX NeKapCTBEHHbIX MpenapaTtoB, KOMOWHUMPOBAHHbIX
nekapcTBEHHbIX NpenapaToB (coAepXallumx KOMOMHaUMIo AByX 1 Bornee OenCTBYHOLMX BELLECTB), IeKapCTBEHHbIX NpenapaTos
ONS NapeHTepanbHOro nuUTaHus WM Hedo3UPOBaHHbIX JEKAapCTBEHHbLIX MpenapaTtoB ycTaHaBnueBaloTcst [1paBUTENbCTBOM
Poccuickon ®eanepaumm.

5. OnpeneneHme B3anMo3aMeHAEMOCTN HE OCYLUECTBNAETCA B OTHOLUEHUN NEeKAaPCTBEHHbIX pacTUTEelNbHbIX npenaparTos,
romeonaTtn4ecKknx nekapCTBeHHbIX npenapartos.

6. dopmMupoBaHMEe TNepeyHs B3aMMO3aMeHSIEMbIX JEeKapCTBEHHbIX MpenapaToB Ans MeaWUMHCKOTO NpUMeHeHus!
OCYLLECTBISIETCS AKCMEPTHBIM YYpeXAeHNEM NOCPeACTBOM 0ObeAMHEHUS NTEKAPCTBEHHbIX NpenapaToB B OTAeNbHbIE pynmbl, B
KaXK0MN 13 KOTOPbIX NeKapCTBEHHbIE Npenaparhbl SBMSTCA B3auMO3aMeHSAEMbIMMU.

7. B cny4ae BKMIOYEHUS B WHCTPYKUMIO MO MeAUUMHCKOMY MNPUMEHEHUIO NeKapCTBEHHOro npenapara Ha OCHOBaHUU
pes3ynsTaTtoB COOTBETCTBYIOLIMX MCCNeAOBaHUM MNOKasaHUM AN MNPUMEHEHUS, KOTOpble OTMAMYaloTCA OT MoKa3aHui Ans
npUMeHeHUss ApYrux nekapCTBeHHbIX MpenapatoB M3 rpynnbl B3auMo3aMeHSeMblX NeKapCTBEHHbIX npenapaToB, B nepevHe
B3aUMO3aMeHSAEMbIX JIEKapCTBEHHBIX NpenapaToB AN MEAMLUHCKOrO NPUMEHEHNsT JOIMKHA ObITb yKasaHa COOTBETCTBYHOLLAst
WMHpopMaums.

8. TllepeyeHb B3aMMO3aMEHSIEMbIX JEKAPCTBEHHbIX MpPenapaTtoB AN MeOULUMHCKOTO MpPUMEHEeHUsT pasmMellaeTcst
YMOSTHOMOY€EHHbIM hefepanbHbiM OpraHOM WCTONMHUTENBHOW BNAacTW, OCYLLECTBRASIOWMM FOCYAapCTBEHHYID perncTpaumio
NEeKapCTBEHHbIX NpenapaToB ANs MEAUMUMHCKOrO NPUMEHEHUsl, Ha CBOeM oduuunansHoM cante B cetn "WHTepHet".
MHdopMauus B nepedHe B3aMMO3aMeHSIEMbIX FEeKapCTBEHHbIX NpenapaToB Afs MeAMUMHCKOro npuMeHeHusi obHoBRsieTcs
yKkasaHHbIM defepanbHbiM OpraHoM WCMOMHUTENbHOM BMactM C YYETOM HOBbIX 3aperMcTpuMpOBaHHbLIX JeKapCTBEHHbIX
npenapaToB AN MeQULMHCKOTO NMPUMEHEHUST U BHECEHHbIX U3MEHEHWUA B OOKYMEHTbI, COAepXKallMecs B PermcTpaumoHHbIX
A0Cbe Ha 3aperncTpmMpoBaHHbIe fiekapCTBEHHbIe NpenapaThl Anst MeAULIMHCKOTO NMPUMEHEHUS.

9. TlNopsigok ucnonb3oBaHMs MHOpMaLMM O B3aMMO3aMEHSIEMbIX J€KapCTBEHHbIX Mpenapatax Ans MeAuLMHCKOro
NMPUMEHEHMST U MNOPAOOK [ayum pasbsCHEHM MO BOMPOCaM B3aMMO3aMEHSIEMOCTU JEeKapCTBEHHbLIX MpenapaTtoB Ans
MeOULUHCKOro NpuMeHeHns yctaHaenueatotcs [NpasutenscTBom Poccuinckon ®egepaumu.

(Ctatbs gononHuTenbHO BktoyeHa ¢ 1 mions 2015 roga PeaepanbHbiM 3akoHoM 0T 22 Aekabpa 2014 rona N 429-93; B
penakumu, BBegeHHon B genctene ¢ 1 mapta 2020 roga PenepanbHbiM 3akoHoM OT 27 aekabpsa 2019 rona N 475-93. - Cwm.
TREAbIAYLLYIO PEAaKLNIO)

KommeHTapun k ctatbe 27 1

CTATbA 28. PETUCTPALUIMOHHOE YOOCTOBEPEHUE NEKAPCTBEHHOIO MPEMAPATA

1. PeFI/ICTpaLI,I/IOHHOG yooCToBepeHne IeKapCTBeHHOrNo npenapara C yKa3aHMEeM JIeKapCTBEHHbIX (bOpM n AO031NPOBOK
BbloaeTca 6eccpquo, 3a WUCKIo4YeHnemM pernmcTtpaumoHHOro ynoctoBepeHua NnekKapCTBEeHHOro npenapara, BbldaBaemMoro co
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CPOKOM AENCTBUS MSATL NET, Ha BnepBble percTpupyemslie B Poccuiickot ®efepauum nekapcTBeHHble npenaparsi.

2. To ucTeYeHMM ykasaHHOTO B 4YacTu 1 HacTodAuwlel cTaTbW CpoKa BblaaeTcs 6eccpoyHoe perncTpaumoHHoe
yOOCTOBEpPEHVE NEKapCTBEHHOTO NpenapaTa npu YCrnoBuUM NOATBEPXKAEHMUS €r0 roCyapCTBEHHONW perncTpaumm.

3. B cnyyae BHeceHusa B cooTBeTcTBUM cO cTatbamm 30 M 31 HacTosuero PenepanbHOro 3akoHa WM3MEHEHWI B
coaepalmecs B permctpaunmoHHOM JOCbe Ha 3apermcTpuMpoBaHHbIN NeKapCTBEHHbIV NpenapaT AOKYMEHTbl, 3aTparMBaroLLmX
CBEOEHUs!, OTpaXKeHHbIe B PErMcTpaLMOHHOM YyOOCTOBEPEHMUM NEKapCTBEHHOIO Mnpenaparta, YnoNHOMOYEHHbIM dedeparnbHbIi
opraH MCMOMHUTENbBHON BMacTU BblOAeT HOBOE PErMcTpauMoHHOE YOOCTOBEpPEHUE NEKapCTBEHHOro rnpenaparta, cogepkallee
BHECEHHbIE B HEr0 N3MEHEHMS.

(YacTb gononHutensHo BkntoveHa ¢ 1 urona 2015 roga PenepanbHbiM 3akoHOM OT 22 fekabpsa 2014 roaa N 429-03)

4. B cny4ae yTpaTbl Unu noBpexaeHnst permcTpaLoHHOro yaoCTOBEPEHUST NIEKapCTBEHHOIO npenapara Mo 3asiBMEeHNIO B
NMCbMEHHON hopMe JepxaTtens unu Briagenbla perncrpauuoHHOr0 YyAOCTOBEPEHUS JIEKAapCTBEHHOrO npenapara wnu
YMONTHOMOYEHHOIO MMY APYIoro PUAMYECKOro nvua o Bbigade aybnvkara permcTpaumMoHHOro yA40CTOBEPEHUS NEKAPCTBEHHOMO
npenapaTa ynofIHOMOYEHHbIN dhefeparnbHbli OpraH UCMONHUTENBHOW BNAcTM B CPOK, HE MPEBbILALMIA AecATU pabounx gHen
CO [OHsI MOCTYNNeHus 3asBreHusl, BblaaeT AybnukaT perncrTpaumoHHOro YAOCTOBEPEHUS NEKapCTBEHHOro npenapata. 3a
Bblgavy Aybnvkarta permcTpauMoHHOro yAOCTOBEPEHUS NIEKAPCTBEHHOIO npenaparta B3MMaeTCs rocyqapCTBEHHAs MOLMMHa B
COOTBETCTBUM C 3aKoHoAaTeNbLCTBOM Poccuiickon degepaunm o Hanorax u coopax.

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

KommeHTapun Kk ctatbe 28

CTATbA 29. NOATBEPXXAEHME NOCYOAPCTBEHHOW PEFMCTPALIMK NEKAPCTBEHHOIO NPEMAPATA

1. TNoaTBepxaeHWe rocyaapCTBEHHOW perncrpauumM fekapcTBEHHOrO Mpenaparta  OCYLIEeCTBASeTCA Npu  Bblgadve
GEeCcCpOYHOro perncTpaumoHHOro YAOCTOBEPEHMST NEKApCTBEHHOrO Mpenapata B crydae, ykasaHHOM B 4actu 2 cratbu 28
HacTosaulero ®eaepanbHOro 3akoHa, B CPOK, He MpeBbllAlWMA LWecTnaecsaTn pabounmx [OHeW CO [OHS  MOMyYeHus
COOTBETCTBYIOLUM YMOMTHOMOYEHHbIM beeparnbHbiM OpraHoOM MWCMOMHUTENbHOM BriacTM 3asiBNieHWst O MOATBEPXKAEHUU
rocyapCTBEHHOW perucTpauMn JekapcTBEHHOro npenapaTta. He ocyulecTBnsieTca NoATBEPXKAEHUE TrOCYyAapCTBEHHOM
peructpaummM B OTHOLUEHMM JIEKApPCTBEHHOro npenapara, He Haxoguslerocs B obpalieHun B Poccuiickon depepaumun B
TeyeHne Tpex K Goree neT, a Takke B OTHOLEHWM NEKapCTBEHHONO CPEACTBA, NPOM3BEAEHHOMO C HapyLLleHneM TpeboBaHus,
YCTaHOBMNEHHOro YacTbto 3_7 crtatbu 71 HacTodulero denepanbHOro 3akoHa.

2. 3asBneHve O noATBEPXAEHUW TrOCYyAApPCTBEHHOW perncrtpauum nekapCTBEHHOro npenapata Ans MeAULMHCKOro
NPUMEHeHNs NPeacTaBNAeTCa B COOTBETCTBYIOLLMIA YNOSTHOMOYEHHbIN doeaepanbHbi OpraH UCNOMNHUTENBHOM BIacTn He paHee
YeM 3a CTO BOCEMbAECAT AHEN OO NCTEYEHNsI CpoKa AeCTBUSI PErncTpaLmoHHOro yaoCTOBEPEHNSI MeKapCTBEHHOTO npenapara
AN MeQULMHCKOTO NPUMEHEHNS.

(Yactb B pemakuun, BBegeHHon B gencteme ¢ 13 aBrycta 2019 roga ®eaepanbHbiM 3akoHoM oT 2 aerycta 2019 roga N
297-03. - CMm. NpeAblayLyio peaakuuio)

2 1. 3agBneHve O MNOATBEPXOEHUU FOCYAapCTBEHHOW perncrpauuy fekapcTBEHHOrO npenapara ans BeTepuHapHOro
npUMeHeHWs NPeaCcTaBnsaeTcs B COOTBETCTBYOLLMI YNIOTHOMOYEHHbIN hbefeparibHbi OpraH UCNOMHUTENBHON BNAcTn He paHee
YeM 3a CTO BOCEMbAECAT AHEeN 00 UCTeYeHUs cpoka OEeNCTBUS perMcTpaLMoHHOro YAOCTOBEPEHMUS NeKapCTBEHHOrO npenapara
051 BETEPMHAPHOIO NPUMEHEHNS N HE NMO34HEE OKOHYaHMS CpoKa ero Aencraus.

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

3. MoateepxaeHne rocyaapCTBEHHOW perncrTpauum nekapCTBEHHOrO rMpenapata OCYLUECTBASETCS Mo  pesynbratam
3KCMEepTM3bl OTHOLLEHMST OXUAAEMON MOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHMS1 NeKapCTBEHHOrO Mpenapata Ha OCHOBaHUM
pes3ynbTaTtoB MOHUTOPUHra 3chdeKTUBHOCTU M Ge30MacHOCTM JNeKapCTBEHHOIO npenaparta, NPOBOAMMOrO AepxaTenem unm
BnafenbLemM perucTpaumoHHOro YOOCTOBEPEHWUSI FleKapCTBEHHOrO Mpenaparta fMbo YNOMHOMOYEHHLIM UMW HOPUANYECKUM
NMLOM, a Takke COOTBETCTBYHOLUMM YMONHOMOYEHHbIM dheaeparibHbiM OpraHOM MCMOSIHUTENbHOW BracT B COOTBETCTBUM C
TpeboBaHMAMM cTaTb 64 HacTosulero PenepanbHOro 3akoHa.

4. K 3asBneHu0 O MOATBEPXOEHUM TOCYAapCTBEHHOW PEerncTpaumMu NekapcTBEHHOrO npenapaTta Ans MeavUMHCKOro
NpUMEHeHWs1 NpunaratTcs:
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1) BOKYMEHTbI, coaepallme pesynsraTbl MOHUTOPUHIa 3pEKTMBHOCTU U BE30MacHOCTY NIeKapCTBEHHOro Npenapara Ans
MEOMLIMHCKOrO  MPUMEHEHWUsl, NPOBEOEHHOro  AepXaTenem wnvM  BrnagenbUeM  PerncrpauyoHHOro  yAOCTOBEPEHMS
nekapcTBEHHOro npenapata Ans MeauUMHCKOro NpUMeHeHUst NGO yrorTHOMOYEHHBIM UM KOPUANYECKMM NIMLOM, Mo dopme,
YTBEPXXAEHHOW YNOMHOMOYEHHbIM dheeparbHbiM OpraHoM UCMOMHUTENBHOW BNacTW;

2) cBeaeHust o gaTe npeaocTaBreHnsl U perncTpaumoHHOM HOMepe NIMLEH3UN Ha NPOM3BOACTBO NIEKAPCTBEHHbLIX CPEACTB
UNN cBedeHWss O aaTe NpedoCTaBneHUss U PermcTpauvMoHHOM HOMeEpe 3aK/oYeHUsl O COOTBETCTBUM Mpou3BoAUTENSs
NeKkapcTBeHHbIX CcpeacTB TpeboBaHWAM  MpaBuIl  Hagnexawen MNpou3BOACTBEHHOM  MPaKTUKW, NPeooCTaBEHHbIX
YMONMHOMOYEHHbIM  hbegepanbHbiM  OPraHOM  UCMONHUTENbHOW BrnacTM B OTHOLIEHWM NPOU3BOACTBEHHOW MIIOLLEAAKA
rNeKapcTBEHHOro npenapara afis MeAWULMHCKOro MPMMEHEHMs!, focyqapCTBEeHHas permcTpaums KOToporo NoaTBEP)XOaeTcsl B
cnyyae, ecrnv NPOW3BOACTBO JIEKAPCTBEHHOrO MnpenapaTta Ans MeguUMHCKOro NpuMMeHeHus ocyllecTehsieTcs B Poccuiickon
denepaumu;

(MyHkT B pepakuun, BBeaeHHon B aenicteue ¢ 1 aHBapsa 2021 roga ®enepanbHbiM 3akoHOM OT 27 nekabpa 2019 roga N
478-®3. - Cm. NpeablAyLLYI0 PenakLmio)

3) konuMa nNpegoCTaBreHHOW  YMOMIHOMOYEHHBIM OpPraHOM CTpaHbl MPOWU3BOAMTENS JULEH3UM Ha NPOU3BOACTBO
nekapcTBEHHOrO npenaparta A5 MegULMHCKOTO NPUMEHEHUsI U ee NepeBo Ha PYCCKUI A3blK, 3aBEPEHHbIE B YCTAHOBNEHHOM
nopsiake, a TakkKe KOMus 3aKMYeHWst O COOTBETCTBMM MPOU3BOAUTENS NEKapCTBEHHbIX CPeacTB TpeboBaHWsM npaBun
Haanexallen NpoM3BOACTBEHHON NPaKTUKK, BblAAHHOTO YMONIHOMOYEHHbIM ddefeparnbHbIM OpraHoOM UCMOMHUTENBHOW BracTu B
OTHOLLUEHUN MPOU3BOACTBEHHOW MIOWAAKM NeKapCTBEHHOrO npenaparta Ans MEeAUMLMHCKOro NMpUMEHEHUsl, rocynapCTBeHHast
perucTpaunsi KOTOporo MoATBEPXKAAETCS, UMM KOMUS PeLUeHUst YrNoNHOMOYEHHoro dedeparnbHOro opraHa WMCMNONHUTENbHOM
BMacTM O TMPOBEAEHUN WHCNEKTUPOBAHMS MPOM3BOAUTENS JIEKAPCTBEHHbIX CPeAcTB B Ccriyyae, €cnv  MpOW3BOACTBO
nekapcTBEHHOro npenapara Ans MeauuMHCKOro NpMMeHeHUs OCyLLLEeCTBISIETCS 3a nNpegenamu Poccuiickon depepaumu.

(MyHKT B pegakumn, BBeaeHHoM B genctene ¢ 1 sHeapsa 2021 roga PepepanbHbiM 3akoHOM OT 27 aekabps 2019 rona N
478-®3. - CM. mpeablayLLyo PeAAKLN)

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

4 1. B oTHOWEHNM OKNOMNOrMYECKNX JIeKapCTBEHHbLIX MpenapaTtoB Afs MEeOUUMHCKOro MpUMEHEHUs 3asBUTEnNb
OOMNOMHUTENBbHO NPeAcTaBnsAeT pesynsraTbl MeponpUATUIA, NPEAYCMOTPEHHbIX MaHOM yrnpaBneHUss puckamu, yTeepXaeHHbIM
YMOSTHOMOYEHHbIM hedeparnbHbIM OpraHoOM WCMOMHUTENBbHON BMACTW MPU OCYLLECTBNEHUN roCcyaapCTBEHHOW perucrpaumm
NnekapcTBEHHOro npenapara ans MeaMLUHCKOro NPUMEHEHMS.

(YacTb gononHutenbHo BkntoveHa ¢ 15 noHa 2018 roga PenepansHbiM 3akoHoM OT 4 noHa 2018 rona N 140-93)

4 2. K 3aaBrneHui0 0 NOATBEPXKOEHUM roCcydapCTBEHHOW perncTpauum nekapCTBeHHOro npenapata And BeTepuHapHOro
NPUMEHeHNs npunarawTca OOKYMEHTbl, COAepXaline pesynbratbl MOHUTOpPUHra addekTMBHOCTM U GesonacHoCTU
NneKkapCTBEHHOro npenapata [Ans  BETEPUHApPHOrO  MPUMEHEHMs, MNPOBOAMMOrO  Aepxarenem uwnv  Bnagenbuem
perncTpaumoHHOro yaoCTOBEPEHMS NEKApPCTBEHHOrO npenapara 415 BeTepMHaApPHOro npyMeHeHns Nnnbo ynormHOMOYEHHbIM UM
OPUONYECKMM NNLIOM, MO opMe, YTBEPXKAEHHON YNOMHOMOYEHHbIM deaepanbHbiM OpPraHoOM MCMONHUTENBbHOW BriacTu, U
OOKYMEHTbI, YyKasaHHble B nyHkTax 1, 2-2_2, nognyHktax "a", "6", "k", "n" nyHkta 4 4actm 3 crtatbu 17 HacTosulero
®denepanbHoro 3akoHa. B oTHOLWIEHMM MMMYHOBMONOMMYECKUX FIEKAapCTBEHHbIX NMpenapaToB 4S9 BETEPUHAPHOIO MPUMEHEHUS
He NPeACTaBNATCS CBeOeHUS, yKaszaHHble B noanyHkTe "K" nyHkTa 4 Yyactn 3 ctatbun 17 HacToduwlero PeaepansHoro 3akoHa. B
OTHOLLEHUWN NEKapCTBEHHbIX NPenapaToB AN BETEPMHAPHOrO NPUMEHEHUS, MOMYYEHHbIX C NPUMEHEHNEM FE€HHO-UHXEHEPHO-
MOOVMULNPOBAHHBLIX OPraHU3MOB WNN  COAEPXKALUMX TaKMe OpraHu3mbl, OOMOMHUTENBHO NPEACTaBMATCA CBEOEHMS,
yKasaHHble B nyHkTe 13 yactu 3 ctatbun 17 HacTodulero PeaepanbHOro 3akoHa.

(Yactb gononHutenbHO BkNtoYeHa ¢ 15 uoHsa 2018 roga PenepanbHbiM 3akoHOM OT 4 umioHa 2018 rona N 140-93; B
penakumu, BBegeHHon B gencteue ¢ 13 aBrycta 2019 roga ®enepanbHbiv 3akoHoMm oT 2 aBrycta 2019 roga N 297-93. - Cwm.

NpeabIAYLLYIO peaaKLuio)

4 3. 3asBATENb BrpaBe MpeacTaBuUTb C 3asiBIIEHNEM O MOATBEPXAEHWUU FOCYOAPCTBEHHON permcTpaumm nekapcTBEHHOro
npenapata Konuio AOKYMeHTa, noATBepXxaaloLero ynnarty rocygapCTBEHHOW MOLLMMHBI 3a NoATBepXKAeHUe rocygapCcTBEHHON
perncTpaumn nekapcTBEHHOro npenapara, a Takke BbldaBaemble (NpedocTaBrisieMble) YNONMHOMOYEHHbIMU dheaepanbHbIMU
opraHamu UCMONHUTENbHOW BNAcTU AOKYMEHTHI (CBeAeHUs), yKa3aHHble B NyHKTax 2 1 3 yactun 4 HacTosulen ctatbu. B crnyyae
MX HenpeacTaBneHnsa ynornHOMOYEHHbIN hefeparnbHbll opraH UCMONMHUTENbHOW BNnacTu 3anpalmnBaeT YKasaHHble AOKYMEHThI
(cBegeHus) B nopsgke MexxsegoMCTBEHHOMO MHOPMALIMOHHOIO B3anMOOENCTBUS.

(HYactb gononHutensHo BkNtoYeHa ¢ 15 uoHsa 2018 roga PenepanbHbiM 3akoHoM oT 4 uioHa 2018 rona N 140-93; B
pegakumu, BeegeHHon B gencteune ¢ 1 aHBaps 2021 roga ®enepanbHbiM 3akoHoOM OT 27 aekabpa 2019 roaa N 478-93. - Cwm.
0RebIAyLLYI0 peaaKLmio)
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5. B TeueHue gecsaTv paboumx OHEN CO AHS MPUHSATUS 3asiBNEeHUs O MOATBEPXOEHWM rOCyAapCTBEHHOMN perncTpaumu
NeKapCcTBEHHOro npenapaTta M [OOKYMEHTOB, COAEepXKaluMxX pesyrbraTbl MOHWUTOPWMHra 3EMEKTUBHOCTM U ©Ge30nacHOCTM
neKkapCcTBEHHOro npenapara, NpoBOAMMOro AepXXaTeneM Unu BragenbLeM perMcTpauoHHOro yaoCTOBEPEHUS NIEKAPCTBEHHOMO
npenaparta nM6Go YMNorHOMOYEHHbIM VMU OPUANYECKMM JIMLOM, YMOMHOMOYEHHbIN (eaepanbHblii opraH UCMONMHUTENbHOW
BNacTu:

1) NpoOBOAUT NPOBEPKY MOSTHOTLI CBEAEHWI, COAEPXKALLMXCS B MPEACTaBIIEHHbIX 3asiBUTENEM JOKYMEHTAX;

2) NpUHMMAaET pelleHne O NpoBedeHUM unu ob oTkase B NPOBEAEHUM 3KCMEpPTU3bl OTHOLIEHWUSI OXWUOAEMOW Mosb3bl K
BO3MOXXHOMY PWCKY NMPUMEHEHWS NeKapCTBEHHOrO Mnpenapara Ha OCHOBaHWW pPesynkTaToB MOHUTOPUHIa 3dpeKTUBHOCTM U
Ge3onacHOCTY fekapCTBEHHOMO npenaparta, NPOoBOAMMOro AepxaTtenemM Wnu BnagernbLeM perMcTpaumoHHOro YOoCTOBEpPeHNs
riekapCTBEHHOro npenapaTta nMBo YNOMHOMOYEHHBIM MMWU  OpUOMYECKMM FNMUOM, a Takke dedeparnbHbiM OpraHom
MCMOSMHUTENBHOM BNacTh B COOTBETCTBUN C TpebGoBaHUSIMU cTaTbu 64 HacTosulero dPenepanbHOro 3akoHa;

3) yBegomnsieT B 3MEeKTPOHHOW hopMe UMM MUCbMEHHOW chopMe 3asiBUTENS U 3KCMEPTHOE YYpeXAeHUe O MPUHATOM
pelleHnn Nnbo B criydae NPUHATUS pelleHnst o6 oTkase B MPOBEAEHMMN SKCNEPTU3bl YKa3blBaET NMPUYMHBLI TAKOro OTKasa.

6. B crnyyae BbISIBNEHUA HEOOCTOBEPHOCTU M (MNK) HEOOCTAaTOMHOCTM MHDOPMAaLIMK, CoaepXKallencs B NpeacTaBneHHbIX
3asiBUTENeM JOKYMEeHTaXx, YNONMHOMOYEHHbIN dheeparibHblii opraH UCMOSNHUTENbHOM BNacTU HanpaenseT 3asBUTerto 3anpoc 06
YTOUHEHUM yKa3aHHOWN MHOopMaumMK. 3anpoc YNorHOMOYEHHOTO defepalibHOro opraHa UCMONMHUTENBHOW BACTU MOXET ObiTb
nepeaaH ynorHOMOYEeHHOMY NPEeACTaBUTESNIO 3asiBUTENS JIMYHO NOA PacruUCKy, HamnpaeneH no noyte 3akasHbiM MUCbMOM Ui
nepegaH B 3MEKTPOHHOW popMe MO TeNleKOMMYHMKaLMOHHBIM KaHanam cBsisn. B cnyyae HanpaeneHus 3anpoca
YMOSMHOMOYEHHOO (heaepanbHOro opraHa UCMOMHUTENBHOW BAacTX MO NoYTe 3akasHbiM NMUCbMOM OH CHUTAETCS MOSyYeHHbIM
MO UCTEYEHUM LIEeCTN AHeN C AaTbl HanpaBrieHWs 3aKasHoro Nucbma.

7. 3asBuTenb 0653aH NpeacTaBUTb OTBET Ha 3anpoc YNONMHOMOYEHHOIO dheaeparnbHOro opraHa UCMNOoNHUTENBHON BNacTu B
CpOK, He MpeBbIlIaLLINA AeBsiHOCTa pabounx oHen co AHSA ero nomnyyeHus. Cpok, yka3aHHbIA B YacTv 5 HacTosdluleln cTaTby,
NpUOCTaHaBMNMBAETCH CO [HSA HanpaBlieHWsl 3adBUTENIO 3anpoca YNonHOMOYEHHOro cheaeparnbHOro opraHa MCMONMHUTENbHOM
BNacTU OO0 [OHSA MOMyYeHMs MM COOTBETCTBYIOLLEIO OTBETAa W HE Y4YUTbIBAETCS MPU WCUYUCIIEHMM CpOKa MNOATBEPXKAEHUS
rocygapcTBeHHOW perncrpaumm nekapcTBEHHOro npenapara.

8. OcHoBaHMem p[ns OTKasa B NpPOBeAEHUN IKCNepTU3bl OTHOLUEHUS OXUOAEeMOW MNofb3bl K BO3MOXHOMY PUCKY
NpUMEHeHNst NeKkapCcTBEHHOIo npenapata SBNAeTca npeacTaBrieHne OOKYMEHTOB, codepKallmx pesyrnbraTbl MOHUTOPUHra
3beKTUBHOCTM U ©E30MacHOCTU FEeKapCTBEHHOIO npenapata, M (MnM) B OTHOLIEHWM OWMONMOrMYyeckux IeKapCTBEHHbIX
npenapaToB pe3ynbTaToB OCYLIECTBEHUS MEPOMNPUSATUN B COOTBETCTBMM C MNSIAHOM YMpaBfieHUs pUCKaMu, YTBEPXKAEHHBIM
YNONTHOMOYEHHbIM heaeparnbHbIM OpPraHoOM WCMOMHUTENBbHON BMACTW MpPU OCYLLECTBIIEHUN FOCYyAapCTBEHHOW perucrpaumm
neKkapCcTBEHHOro npenapata, B HeMNnormHOM o0Obeme, OTCYyTCTBME MHOpMauun, noaTeepxpatrwen dakt ynnatbl
rocygapCTBEHHON MOLWMMHBLI 3a NOATBEPXAEeHWEe rocyaapCTBEHHOW perncTpaumm nekapCcTBEHHOro npenaparta, numbo
HenpeacTaBneHne 3asiBUTENEM B YCTAHOBMEHHbIM CPOK OTBETA Ha yKasaHHbI B YacTy 6 HacTodulend CcraTbu 3anpoc
YMONMHOMOYEHHOro deepanbHoro opraHa WCMNONMHUTENbHOW BMAAacTW, a Takke OTCYTCTBUME B YyKa3aHHbIX [JOKYMeHTax
WHopMaLmK, KoTopas AomKHa OblTb B HUX OTpaXeHa.

9. 3kcnepTnsa OTHOLIEHUS OXUAAEMON MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS fiekapCTBEHHOrO npenapara B Lensix
NOATBEPXKOEHMSA rOCYAapCTBEHHON perncTpaummu nekapcTBEHHOro npenapara npoBoAUTCS KOMUCCUEN 9KCMEPTOB 3KCMEPTHOro
yupexneHus B CpokK, He NpeBbiLatoLL i copoka pabounx gHen.

10. B cnyyae HeOCTAaTOMHOCTW MpeAcCTaBMeHHbIX 3KCMepTy MaTtepuarnoB ANs Aadvu 3akmodeHus akcnepT obpallaercs K
PYKOBOOAUTENIO 3KCMEPTHOro y4dpexaeHna o npeanoctaBiieHnun emy HeOGXOJJ,VIMbIX mMaTepunarnos. PyKOBO,D,VITerIb 9KCnepTHoro
yupexaeHusi obpallaercsi C COOTBETCTBYHOLLMM 3arnpoCOM B YMOMHOMOYEHHbIN heeparnbHbli opraH UCMONHUTENBHOW BracTy,
Bbl,l:l,aBLIJI/II7I 3afjaHne Ha npoBeaeHne J3KCnepTusbl OTHOLUEeHUA O>KI/IJJ,aEMOl7I nonb3bl K BO3MOXHOMY pPWUCKY NpPUMEHEeHNA
NNeKapCTBEHHOro npenaparta Ha OCHOBaHMWM [OOKYyMEeHTa, coaepiallero pesyrnbratbl MOHUTOPUHIa Sd)cbeKTVIBHOCTI/I 7]
©e3onacHocTn JIeKapCTBEeHHOro npenaparta. B TeyeHue natm pa60qv|x ,D,Hel7| CO OHA nOoCTynJjieHMnA 3anpoca pyKoBOAUTENA
QKCNEepPTHOro y4dpexaeHud yKa3aHHbIl7I (be,u,epaanblPl opraH WCMNONHUTENBLHOW BNacTu Hanpasndaetr 3adaBUTeNno 3anpoc o
npencraBriieHnn HeOGXO,lJ,I/IMbIX mMartepuanos, KOTOprI7I MOXET OblTb nepegaH ynoriHOMOYeHHOMY MNpeacTtaBUTENO 3adaBUTENA
JNIMYHO NoA4 pacnucKy, HanpasjlieH No no4yYte 3aka3HbiM nnucbMOM WM nepefaH B SﬂeKTpOHHOI7I (bopme no
TENEeKOMMYHUKALMOHHLIM KaHanaMm cBs3n. B cryyae HanpaeneHus 3anpoca YrnorHOMOYEHHOro hegepanbHOro opraHa
WCMOMHUTENBHOW BracTM MO NOYTE 3aKa3HbIM MUCbMOM OH CYMUTAETCA MOMYYEHHbIM MO UCTEYEHUW LWecTW AHen ¢ AaTbl
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HanpaBlieHnA 3aka3Horo nncbma.

11. 3asButenb 0bs3aH NpeacTaBUTb OTBET Ha 3anNpoC YNOMHOMOYEHHOIO doeaepansHoOro opraHa UCNOSTHUTENBHOW BracTyh
B CpPOK, He MpEBbLILAKLWINA LIeCTUaecaTn paboumx OHEeN CO AHS MONyYeHUs YKa3aHHOro 3anpoca. YMNOAHOMOYEHHbLIN
depepanbHblA OpraH UCNOSTHUTENBHOW BriacTW, BblAaBLUWW 3aJaHWe Ha MNpoBefeHMEe IKCNepTU3bl OTHOLUEHWA OXnaaemomn
Nnosnb3bl K BO3MOXXHOMY PUCKY NPUMEHEHUSsT NTEKapCTBEHHOMO NpenapaTta Ha OCHOBaHUKM OOKYMEHTa, COAepKaLlero pesynbsrarhbl
MOHUTOPUHra 3pdeKkTMBHOCTM M ©e30MacHOCTM IeKapCTBEHHOrO npenapaTta, B TeYeHue nATMm paboumx OHEeW co OHS
NOCTYMNIEHUS OT 3asiBUTENS1 OTBETA Ha 3anpoc YNorHOMOYEHHOrO heaeparnbHOro opraHa UCMOMNHUTENBHOW BNacTu HanpaBnseT
3TOT OTBET B 3KCMEPTHOE yupexaeHue. B cnyyae HenpeacTaBneHus No UCTEYEHUN LLECTUAECATN paboyunx OHeNn 3asiBUTenem
OTBETa Ha yKasaHHbIA 3anpoc YMNOSTHOMOYEHHbLIN (befgeparnbHbid OpraH MCMOMHUTENbHOW BRacTW, BbiAaBLWUWA 3adaHve Ha
npoBefeHne 3KCNepTM3bl OTHOLLIEHUS OXMOAEeMOWN NoMb3bl K BOSMOXHOMY PUCKY NPUMEHEHWs1 NekapCTBEHHOro npenapara Ha
OCHOBaHWM [OKYMEHTa, cogepKallero pesynbraTbl MOHUTOPUMHra 3(QEKTUBHOCTM U 0E30NMacHOCTU MeKapCTBEHHOMO
npenapata, B TeyeHuMe NATU pabounx OHel HanpaensieT B 3KCMEPTHOE y4ypexAeHue YBEOOMIIEHWEe O HenpencTaBreHuu
3asiBMTENEeM OTBEeTa Ha 3anpoc yKasaHHOro opraHa. Bpemsi co OHS HanpaBneHus 3anpoca 3KCNepTHOro yypexaeHus B
YNONTHOMOYEHHbIN dheaepanbHbI OpraH UCMOMHUTENBHON BRacTM OO OHA NONYyYEeHUs SKCMEepTHbIM yypexaeHnem oTBeTa Ha
3anpoc unu yBegOMIEHUS O HenpeacTaBneHMUM OTBETA Ha 3anpoc He Y4uMTbiBaeTCA NpU MCHUCIEHUUM CpOKa MNpoBedeHust
3KCMNepTU3bl OTHOLUEHUSI OXMOAEMOWN NMOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NEKaApCTBEHHOro npenapata Ha OCHOBaHWMK
OOKYMeHTa, coaepallero pesynsraTbl MOHUTOPUHIa 3dEKTUBHOCTU 1 6e30MacHOCTU NekapCTBEHHOIO npenapara.

12. B cpok, He npesBblwakowmi gecatn paboumx [HEeN CO AHS MOMyYeHUst 3aKrYeHMst KOMUCCUMM 3KCMEPTOB MO
pesynbrataM 3KCMepTU3bl OTHOLLIEHUS OXWAAEMOW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHWUsI NeKapCTBEHHOro npenapara,
COOTBETCTBYIOLLNIA YNONTHOMOYEHHbIN dbeaeparnbHbI opraH UCMONMHUTENBHOW BNacTy:

1) OCYLLECTBNSIET OLEHKY 3TOrO 3aKmoYeHWsl Ans onpeferieHnst ero COOTBETCTBUSA 3a[aHUI0 Ha NpoBefdeHWE yKka3aHHOM
3KCMepTn3bI;

2) NpUHUMaET peLleHne O NOATBEPXKAEHUW roCydapCTBEHHOW perucTpauuy nekapcTBeHHOro npenaparta unmM o6 oTkase B
NoATBEPXXOEHUM rOCYAaPCTBEHHON perncTpauum nekapcTBeHHOro npenapara;

3) BHOCUT MpY MPUHSATUM pPEeLleHNs O MOATBEPXKAEHUN TOCYAapCTBEHHOW perucTpauuy IekapcTBEHHOro npenapara
CBefleHNUs1 B [OCYNAPCTBEHHbIA PEECTp NEeKapCTBEHHbIX CPeACTB WM BblAaeT 3asButento 6GeccpoyHoe perncTpaumoHHoe
yOOCTOBepeHre NekapcTBEHHOTo npenapara.

13. OcHoBaHueM Ans OTKasa B MOATBEPXOEHWW FrOCyAapCTBEHHOW perMctpauuu nekapcTBEHHOro npenapara sABnsieTcs
3aKoYeHNe COOTBETCTBYHOLLErO YMOMHOMOYEHHOrO doefepanbHOro opraHa WCMNOMHUTENbHOMW BAAcTM O TOM, YTO PUCK
NpUYMHEHNs Bpeda 300pOBbLI0 YenoBeka MMM XKMBOTHOMO BCNEeACTBME MpuemMa feKkapCTBEHHOro npenapata npesblllaeT
3(pPeKTUBHOCTb Er0 NPUMEHEHNS.

(Yactb B pepakumn, BBegeHHon B genctane ¢ 15 uoHa 2018 roga ®enepanbHbiM 3akoHoM OT 4 uioHda 2018 roga N 140-
®3. - Cm. NpeablayLyo peaakLmio)

14. B nepviog npoBeaeHust npoueaypbl NOATBEPXKOEHUS] TOCyAapCTBEHHOW perucTpaumn nekapcTBeHHoro npenapara ero
obpalueHue B Poccuiickoin denepaumm He npMocTaHaBIMBaEeTCs.

15. JonyckaeTcsi obpalleHne nekapCTBEHHbIX NpenaparToB 4O UCTEYEHUS CpoKa rOAHOCTM, MPOU3BEOEHHbBIX B TEYEHME CTa
BOCbMWAECATU KaneH4apHbIX OHEN nocne Aatbl NPUHATUSA YNONMHOMOYEHHbLIM dhedeparibHbIM OpraHOM UCMONMHUTENbHOM BNacTu
peLleHns 0 NoaTBEPXXAEHUN rocyaapCTBEHHON perncrpaumm, B COOTBETCTBMM C MHGOpMaUnen, cogepXallencsa B JOKYMeHTax
perncTpaumoHHOro 4oCbe Ha NleKapCTBEHHbIV Npenapar 40 AaTbl MPUHATUSI TAKOro peLLeHUs.

(YacTb B pepakumu, BBegeHHon B gencteme ¢ 13 aBrycta 2019 roga ®enepanbHbiM 3akoHoM OT 2 aBrycta 2019 roga N
297-®3. - CM. NpeablAyLLYI0 PeaKLMIO)

(CtaTtbsa B pegakuun, BBeeHHol B aerictene ¢ 1 aHBapsa 2017 roga ®enepanbHbiM 3akoHOM OT 22 nekabpa 2014 rona N
429-03. - CM. NpeabIAyLLYI0 PDEAAKLIMIO)

KommeHTapum k ctatbe 29

CTATbA 30. BHECEHUE M3MEI-[EHMI7I B NOKYMEHTbI, COOEPXALUMECSH B PETUCTPALIMOHHOM IOCbE
HA 3APETMCTPUPOBAHHbLIU JIEKAPCTBEHHbIW NMPEMNAPAT ANnA MEOUUUHCKOIO NPUMEHEHUA
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1. B uensix BHECEHUA U3MEHEHUI B LOKYMEHTbI, cogepKalimecs B permcTpaumoHHOM [0Cbe Ha 3apermcTpupoBaHHbIN
NneKapCTBEHHbIM npenapaTt Ans MeauUMHCKOro NpUMEHeHWs, AepxaTenb Mnu Brageney perncTpaumoHHOro yaoCcTOBEPEHUS
NeKapCTBEHHOro npenapata UM yrnorTHOMOYEHHOE UM OPYroe HpUAMYECcKoe NUUO (ganee B HACTOsILLEN CTaTbe - 3asiBUTENb)
npencrasnseT B YNONMHOMOYEHHbIM beaeparnbHbli OpraH UCMOMHUTENbHOW BIlacT 3asiBfieHNWe O BHECEHUW TakuMX U3MeHeHUn
no ¢opme, YCTAHOBIIEHHOW YMOMHOMOYEHHbIM doedeparibHbiM OpraHOM WCMOSHUTENbHOW BNacTu, U MNpuiaraemble K HEMY
M3MEHEHNS B YKa3aHHbIE JOKYMEHTbI, @ TakKe AOKYMEHTbI, MOATBEPXKAAoLWmMe HEOOX0ANMMOCTb BHECEHNS TAKNX N3MEHEHWIA.

(Yactb B pegakuun, BBeaeHHon B gencteue ¢ 1 sHeaps 2017 roga PenepanbHbiM 3akoHOM OT 22 nekabps 2014 rona N
429-03 (¢ uameHeHnsiM1, BHeceHHbIMK PeaepanbHbiM 3akoHoM oT 13 mona 2015 rona N 241-93); B pegakumm, BBeAEHHON B
penicteue ¢ 15 noHa 2018 rona PenepanbHbiv 3akoHOM oT 4 uioHa 2018 rona N 140-93. - Cm. npeablayLLyo peaakLmi)

1_1. MNpu HeobGXo04MMOCTN BHECEHMS B OOKYMEHTHI, coaepXalunecsi B permcTpauuoHHOM JOChE Ha 3apermcTpupoBaHHbIN
nekapcTBEHHbIN npenapaT ANs MEAULUHCKOrO NPUMEHEHMUS!, U3MEHEHWI, YKa3aHHbIX B MYHKTE 3 YacTu 2 HacTogdLlen CTaTby U
TpebyoLWnX NPOBEAEHUS SKCMEPTU3bl KayecTBa FeKapCTBEHHbIX CPeAcTB, 3asiBATENb AOMNOMHUTENbHO MpPEeAcTaBnsieT B
YMONMHOMOYEHHBIN (befiepanbHbli OpraH UCMONMHUTENbHOW BMAcTU CBEAEHUS O [aTe MpedoCTaBMEHUs U PerucTpaLMoHHOM
HOMEpE NULEH3UN Ha MPOU3BOACTBO JIEKAPCTBEHHbLIX CPEACTB WM CBEAEHUS O AaTe NpenoCTaBrieHUs U PermcTpaumoHHOM
HOMepe 3aKMlYeHUss O COOTBETCTBMM NPOU3BOAUTENS JeKApPCTBEHHbIX CpeacTB TpeboBaHMSM nNpaBuil  Haanexaien
NPOW3BOACTBEHHON NPAKTUKK, BbIAAHHBLIX YMNOIHOMOYEHHBIM hedeparnbHbiM OpPraHOM WCMOMHUTENBHOW BMAcTU B OTHOLLUEHWUU
N3MEHEHHOM 1 (Mnn) AONONHEHHOW NPOM3BOACTBEHHOW NNOLLAAKM NeKapCTBEHHOrO npenapara, B cryyae, ecrnv NnpoM3BOACTBO
nekapCcTBEHHOro npenapara ocyuwecTtensietca B Poccuiickon ®epepaumm, nubo cBegeHna o Aate nNpenocTaBreHvs wn
permcTpaumoHHOM HOMeEpEe BblgaHHOW (NPeaoCcTaBreHHbIX) YNOMTHOMOYEHHbBIM OpPraHOM CTpaHbl NPOU3BOAUTENS NNLEH3UN Ha
NPOM3BOACTBO JIEKAPCTBEHHOMO Npenapata U ee NepeBod Ha PYCCKUN A3blK, 3aBEPEHHbIE B YCTAHOBIEHHOM MOPSAKe, a Takke
cBeOeHuns o gate NpegocTaBneHnsa U permcTpauuoHHOM HOMEPE 3aKoYEHNsT O COOTBETCTBUN NPOU3BOAUTENS NEKAPCTBEHHbIX
cpeactB TpeboBaHMAM NpaBwil Hagnexailen nponsBOACTBEHHOM NPAKTMKKW, BblAAHHOMO YMNOMHOMOYEHHLIM denepanbHbIM
OpraHoM WCMOMHWTENBbHON BractTM B OTHOLIEHUU W3MEHEHHOMW W (MNKM) OOMOSNTHEHHOW NPOW3BOACTBEHHOM MNNOLLAAKM
NeKapCTBEHHOro npenapaTta, Unn CBeAeHUs 0 gaTe NpegocTaBneHns U permcTpaumoHHOM HOMEpPE peLleHnst YNOSTHOMOYEHHOTO
denepanbHOro opraHa MCMoNIHUTENbHOW BNacTy O NPOBEAEHNN MHCNEKTUPOBAHWST NPOM3BOAUTENS FIEKAapCTBEHHbLIX CPEACTB B
cny4yae, ecnv NpoOU3BOACTBO NeKapCTBEHHOro npenapaTa ocyLlecTBnseTcs 3a npegenamu Poccuiickon ®egepaumn.

(Yactb gononHutensHO BkntoyeHa ¢ 15 moHa 2018 ropa PenepanbHbiv 3akoHOM OT 4 uioHa 2018 roga N 140-93; B
penakumu, BBegeHHon B gencteune ¢ 1 aHeaps 2021 roga PenepanbHbiM 3akoHOM OT 27 gekabpa 2019 rona N 478-93. - Cwm.
npeaplayLLYIo peaakLmio)

1_2. MNpun HeobXoAMMOCTN BHECEHMS B JOKYMEHTHI, coaepXalunecsi B permctpauuoHHOM OOCbe Ha 3aperMcTpupoBaHHbIN
nekapcTBEHHbIN NpenapaT Ans MeAULUHCKOrO NPUMEHEHUS!, U3MEHEHWUI, YKa3aHHbIX B MYHKTE 4 4acTu 2 HacTogdLle CTaTby U
TpebyloLWnxX NPOBEAEHUS SKCMEPTU3bl KayecTBa IeKapCTBEHHbIX CPeacTB, 3asiBATENb AOMNOMHUTENbHO MpPeAcTaBnsieT B
YNOMTHOMOYEHHbIN doefeparnbHbI OpraH UCMNONHUTENBHOW BNacTW CBeAEHWUs O AaTe npefocTaBfeHust U perncrpaumoHHOM
HOMepe NULEH3MM Ha NPOU3BOACTBO NEKapCTBEHHbLIX CPeACTB UMW CBeAeHWUs O AaTe NpefoCTaBfeHus U pernctTpaLmMoHHOM
HOMepe 3aKMYeHUss O COOTBETCTBMM NPOU3BOAUTENSA JeKapCTBEHHbIX Cpeacts TpeboBaHMAM npaBuil  Haanexaien
NPOM3BOACTBEHHON MPAKTUKK, BblAaHHbLIX (NPEAOCTaBMEHHbIX) YMNOMHOMOYEHHbIM defeparnbHbiM OpraHoM WCMONHUTENBHOM
BNacTM B OTHOLIEHWN MPOU3BOACTBEHHOM MNMOLWAAKA JEeKapCTBEHHOro mnpenaparta, B Chnyyae, €Cnu  NpPOM3BOACTBO
nekapCcTBEHHOro npenapara ocyuwecTtensietca B Poccuiickon ®epepaumm, nubo cBegeHua O Aate nNpenocTaBreHvs wn
permcTpaumoHHOM HOMeEpEe BblOAHHOW YMNOSIHOMOYEHHbIM OpPraHOM CTpaHbl MPOM3BOAUTENS JIMLUEH3UM Ha NPOM3BOACTBO
NeKapCTBEHHOro npenapara U ee NepeBO4 Ha PYCCKUMIN A3blK, 3aBEPEHHbIE B YCTAaHOBIIEHHOM MOpsAKe, a Takke CBeAEHMs O
Aarte npeaocTaBneHnss U pPerncTtpaumoHHOM HOMEpPE 3aKMYEHUS O COOTBETCTBMM MPOU3BOAUTENS NEKAPCTBEHHbLIX CPEACTB
TpeboBaHMAM nNpaBun Hagnexalwen NPOM3BOLACTBEHHOW MPaKTUKK, BblAAaHHOMO YMOMHOMOYEHHbLIM dedeparibHbIM OpraHoM
WCMONHUTENbHOW BRacTM B OTHOLUEHWMM MPOM3BOACTBEHHOM MMOLLAAKM NEKAPCTBEHHOro npenapara, WM CBEAeHus O Jarte
NPeAoCTaBNEHN U PErMcCTpaLMoOHHOM HOMEpPE peLleHus YNOTHOMOYEHHOro dheaepanbHOro opraHa UCMONTHUTENBLHOW BNacT O
NPOBEAEHNN MHCNEKTUPOBAHMS MPOU3BOANTENSI NEKApCTBEHHOrO CpeacTBa B Criyyae, €Cnv NMPOM3BOACTBO NEKapCTBEHHOMO
npenapaTta ocyLlecTBnsieTcs 3a npegenamu Poccuiickon ®egepaunn.

(Yactb gononHutensHO BkntoyeHa ¢ 15 moHa 2018 ropa PenepanbHbiv 3akoHoM OT 4 uioHa 2018 roga N 140-93; B
penakumu, BBegeHHon B gencteune ¢ 1 aHeaps 2021 roga PenepanbHbiM 3akoHoOM OT 27 gekabpa 2019 roqa N 478-93. - Cwm.
npenplAyLYIo peaakLuio)

1_3. anIHFITI/Ie pelweHna o BHeCeHn M3MEHEeHW nnn o oTKase BO BHECEHUWN N3MEHEHWI B OOKYMEHTbI, coaepXallnecsd B
perncTpaumMoHHOM [OOCbe Ha 33peFI/ICTpI/IpOBaHHbIIZ J'IeKapCTBeHHbIIZ npenapar anda MeguumHCKOro npuMeHeHud, B Cliy4dae
HeobxooMmocTun npoeseneHna 3KCNepTu3bl Ka4vecTBa JieKapCTBEHHbIX CpeacTtB U (I/lﬂl/l) 9KCNepTn3bl OTHOLLUEHUA oXxngaemom
Nnonb3bl K BO3MOXHOMY PUCKY NMPpUMEHEHWUA NeKapCTBEHHOro npenapara and MeaumunHCKOro npumMeHeHua OCyLLeCTBIIAETCA B
CPOK, He I'IpeBbILIJaPOLLI,VIVI neBAHOCTa pa60lw|x OHen, a B ocTasbHbIX cny4adx B CpPOK, He I'IpeBbILLIaI'OLIJ,VIVI TpuguaTtun pa60lw|x
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OHEN CO OHA NPUHATUS YNOTHOMOYEHHbIM dheaepanbHbiM OpraHoM WCMOMHUTENBHOW BNacTy 3asiBNEHUss O BHECEHUU TakuX
U3MEHEHUN.

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

1_4. YNonHOMOYeHHbIN heaepanbHbii OpraH WCMOMHUTENBHOM BAAcTM C YY4eTOM pe3ynbratoB dapmMakoHagsopa M
NPOBEPOK COOTBETCTBUSA NTIEKAPCTBEHHbIX CPEACTB, HAXOOSALMXCA B rpaXkaaHCKoOM 060poTe, YCTaHOBEHHbIM TPEBOBaHUAM K NX
KayecTBy B TedyeHMe OecaTn paboumx AHeW CO OHS MOCTYMNEeHMs1 COOTBETCTBYHOLLEN MHOPMaUMM pasmellaeT Ha CBOEM
oduuymnanbsHoMm camnte B cetn "WHTepHeT" cBedeHMst O HeoOXOOAMMOCTM BHECEHWS B WHCTPYKUMIO MO MEAULMHCKOMY
NPUMEHEHNIO TEKAPCTBEHHOro npenapata W3MEHEHWIA B OTHOLUEHUW CBEOEHM O TMoKasaHusX AN MNPUMEHEHUS U
NPOTMBOMOKAa3aHNsIX ANsi NPUMEHEHMS1 NEKAapCTBEHHOro npenapara, BbISIBIIEHHbIX MOBGOYHbLIX OENCTBUSIX, HeXenaTenbHbIX
peakuusix npu NpMMEHEHMU NEeKapCTBEHHOro npenapata M yBedoMnsieT 06 S9TOM B 3MeKTPOHHOW (hopMe UMM MUCbMEHHOMN
dopme (Ha BymaKHOM HOCUTENE) AepXKaTens unu Bnagensla perMcTpauuoHHOro yA0CTOBEPEHMS NTIEKAPCTBEHHOIO Npenapara
(MM yNormHOMOYEHHOE UM Jpyroe lpuanyeckoe mnuuo), a Tawkke Jepxatene’i wunu BnafenbLeB permcTpauyoHHbIX
YOOCTOBEPEHUIN NEKapCTBEHHbIX NpenapaTtoB (MW YNOMHOMOYEHHbIX UMK APYruX HOPUAMYECKUX NUL), KOTOpble SBNSAOTCSA
B3aNMO3aMEHAEMbIMMU.

(Yactb gononHuTensHO BKkNtoveHa ¢ 1 mapta 2020 roga PenepanbHbiM 3akoHOM OT 27 Aekabps 2019 rona N 475-93)

1_5. Oepxatenb unu BnageneL, perucTpaumMoHHOro yaoCToBepeHUs fiekapCTBEHHOro npenapara, a Takke gepxarenu unu
Bnagenblbl perncTpaLmoHHbIX YOOCTOBEPEHWUIA NeKapCTBEHHbIX NpenapaToB (UK YNoMHOMOYEHHbIE UMW ApYrue lopuandeckne
nuua), KoTopble SABMAKTCA B3aMMO3aMeHseMbiMU, 0053aHbl NpeacTaBUTb B YNOMHOMOYEHHbIN  defepanbHbli - opraH
WCMOMHUTENBHOW BNAacTu 3asiBNEeHUs O BHECEHWUM U3MEHEHWA B AOKYMEHTbI, CoaepXXallmecs B permcTpauMoHHbIX AOCbe Ha
3aperncTpupoBaHHble NeKapcTBEeHHble npenapaTtbl ANA MEeQUUUHCKOrO NPUMEHEHWs, B OTHOLUEHUW CBeAEeHUN, yKa3aHHbIX B
WHCTPYKUUN MO MEOMLUHCKOMY MPUMEHEHMWIO FeKapCTBEHHbIX MpenapaTtoB, B TeyeHWe copoka pabouux AHenW co OHs
pasmMeLLeHnst YNONHOMOYEeHHbIM (hbedepasnbHbIM OpraHoM WCMOMHUTENBbHOW Bnactu uMHdopmauuun, ykasaHHou B Yactu 1 4
HacTodulen crtatbu. [aHHoe TpeboBaHWe He pacnpOCTPaHSETCA Ha Cnyvyaun BHECEHWS B WHCTPYKUMIO MO MEeAULIMHCKOMY
NPYMEHEHMIO NEeKapCTBEHHOrO Mnpenaparta WM3MEHEHWI B OTHOLUEHMU HOBbIX MOKasaHWi Ans NpYMEHEHWs1 neKkapCTBEHHOro
npenapara Ha OCHOBaHUW Pe3ynbTaToB COOTBETCTBYHOLLNX UCCNEAOBAHUN.

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

2. JkcnepTnsa nekapcTBEHHbIX CPEACTB B YaCTU 3KCMEPTU3bl KayecTBa NEKapCTBEHHOINO CPeAcTBa U (Mnn) SKCnepTm3bl
OTHOLUEHUS] OXWOAEMOMW MONb3bl K BO3MOXHOMY PWUCKY MNPUMEHEHMST NeKapCTBEHHOro npenapaTta Ans MeauLMHCKOro
NPUMEHEHMST NPOBOAUTCS B CIyvyae BHECEHWSI M3MEHEHMI B [OKYMEHTbI, COAepXalluMecsi B pPerncTpauuMoHHOM [ocbe Ha
3aperncTpMpoBaHHbIN NekapCTBEHHbIN Npenapart, B OTHOLLEHWUN:

1) cBeAEeHWI, ykazaHHbIX B MHCTPYKLMUM NO MEAULMHCKOMY NPUMEHEHUIO NekapCTBEHHOro npenapara:
a) nekapcTBeHHasi hopMa C YyKasaHWeM HaUMEHOBaHUA W KONWYECTBEHHOIO COCTaBa [EWCTBYIOLLUX BeELLECTB U
Ka4eCTBEHHOrO coCTaBa BCrOMOraTeribHbIX BELECTB (MpU HEeoBXOAMMOCTM KONMMYECTBEHHOIO COCTaBa BCMOMOraTeNbHbIX

BeLlecTB);

6) d)apMaKO,EI,I/IHaMI/IKa n (*)apMaKOKI/IHeTI/IKa (38 UCKINMo4YeHnem d:)apMaKOKI/IHeTI/IKVI romeonaTnvyeckmnx nekapCTtBEeHHbIX
npenapaTtoB N paCTUTESIbHbIX NTEKAPCTBEHHbIX npenapaTOB);

B) NokasaHus Ansi NPUMEHEHUS;

r) NPOTMBOMOKA3aHUs AJ1s1 IPUMEHEHUS;

4) Mepbl NPeAOCTOPOXHOCTU NPU NPUMEHEHUN;

€) ykasaHue BO3MOXHOCTM U OCOOEHHOCTEN MPUMEHEHUSI NIeKapCTBEHHOro mpenapaTta Ans MeaWUMHCKOro NpUMeHeHust
6epeMEHHbIMU XXEHLLMHAMW, XXEHLLMHAMK B Nepuoa rpyaHOro BCKapMMBaHus, 4ETbMU, B3POCTbIMU, UMEIOLWMMU XPOHUYECKME

3aboneBaHus;

XK) PexuMm [03NpOBaHWs, Cnocobbl BBeAEHWS U MPUMEHEHUs, MpU HeoGXOoAMMOCTU BPEMS MpuemMa feKapCTBEHHOTO
npenapaTta, NPoAOKUTENBHOCTL fIEYEHMs, B TOM YnCre y AeTel 40 U Nocne O4HOro roaa;
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3) BO3MOXHblEe NMOGOYHbIE AENCTBUSA U HEXeNaTenbHble peakuuy npu NpUMeHeHUN NekapCcTBEHHOIO nNpenapara;
1) CUMNTOMbI NePeao3UPOBKU, MEPbI MO OKa3aHWI NOMOLLU NPU NEPENO3UPOBKE;

K) B3aMMOAEWNCTBUE C APYIMMU NEKAPCTBEHHBLIMM NpenapaTamu U (Unun) NULWEBLIMU NPOAYKTaMU;

n) opMbl BbiMycKa NleKapCTBEHHOIO Npenapara;

M) ykasaHue (npu HeobxooumocTn) ocobeHHOCTelN AENCTBUSA NeKapCTBEHHOrO npenaparta npu NepBoM npveme unu npuv
ero oTMeHe;

H) cBegeHnda O BO3MOXHOM BIMMAHUW NeKapCTBEHHOro npenaparta gna mMeanunHCKoOro npuMeHeHuda Ha cnocobHoCTb
ynpaenATb TPAHCNOPTHbIMU CpeaCTBaMU, MEXaH3MaMu,

0) CPOK rOAHOCTU M yKasaHue Ha 3anpeT NPUMEHEHUsi NEKApCTBEHHONO npenapaTa no UCTeYEHUN Cpoka roaHOCTY;
M) YCroBUsa XpaHeHus,

p) yCroBUsi OTMYyCKa;

2) cocTaBa NnekapcTBEHHOrO Npenapata Anst MEAULMHCKOrO NPUMEHEHWS;

3) n3MeHeHus MecTa NPOU3BOACTBA fleKapCTBEHHOro nNpenapara afsi MeauuMHCKOro NpYMeHEeHUs;

4) n3MeHeHWs1 MokasaTernen kadecTBa fieKapCTBEHHOro npenapata Ans MeauMUMHCKOro MpuMeHeHus U (Mnu) MeToaoB
KOHTPOIS Ka4yecTBa fleKapCTBEHHOro npenapara afsi MeauUUHCKOro NPUMEHEHUS;

5) nameHeHusa cpoka rogHOCTM NlekapCTBEHHOIO Npenapara Ans MeAULMHCKOTO NPUMEHEHWS;

6) cBegeHWA O HeOoOXOAMMOCTU BHECEHUS WHbIX WM3MEHEHWA B MHCTPYKUMIO MO MEOULMHCKOMY MPUMEHEHUIO
nekapCTBEHHOro npenapaTta, a Takke B UHble AOKYMEHTbI, coaepallmecs B permctpaumoHHOM A0Cbe Ha 3apermcTpupoBaHHbIn
nekapcTBeHHbl npenapart. [Mpy 9TOM pelleHWe O MNpOBEeAEeHMM 3KCNepTU3bl KadecTBa MNeKapCTBeHHbIX cpeactB W (Mnu)
3KCMepTU3bl OTHOLWIEHWUS OXWOaemMon Monb3bl K BO3MOXHOMY PUCKY MNPUMEHEHWUs IekapCTBEHHOro npenapaTta Ans
MEOULUHCKOrO NPUMEHEHUs NPUHMMAETCA B COOTBETCTBUM C YTBEPXAEHHOW YMNOMHOMOYEHHbIM deaepanbHbiM OpraHoM
NCMNONHUTENBHOM BNacTu Knaccudukaumen N3sMeHeHUn, BHOCUMbIX B JOKYMEHTbLI, cogepXallmMecss B permcTpaumoHHOM 4OCbe
Ha 3aperMcTpMpoBaHHbIV NeKapCTBEHHbIN Npenapar.

(Yactb B pegakuun, BBeaeHHon B gencteue ¢ 1 auBapsa 2016 roga PenepanbHbiM 3akoHOM OT 22 nekabps 2014 rona N
429-03. - CM. NpeabIAyLLYI0 PDEAAKLIMIO)

3. 3agButenb BnpaBe npeacTaBUTb MO COBCTBEHHOW MHWUMATVMBE BMECTE C 3asBNEHMEM O BHECEHUM WU3MEHEHU B
OOKYMEHTbI, cogepxalumecs B PerucTpaumMoHHOM [O0Cbe Ha 3aperucTpupoBaHHbIN NEeKapCTBEHHbIN npenapaTt And
MeAVLIMHCKOrO NPUMEHEHUs, KOMWM [OOKYMEHTOB, MNOATBEPXAAlLWMX ynnaTy rocyqapCTBEHHOM MOLWMUHBI 38 BHeCeHue B
OOKYMEHTbI, cofepxallmecss B perucTpauMoHHOM [J0Cbe Ha 3aperucTpupoBaHHbIN NEeKapCTBEHHbIN npenapaTt And
MEeAVLIMHCKOro NPUMEHEHNs, N3MeHeHUN, TpebytoLmnx npoBeaeHns 3KCnepTusbl NeKapCTBEHHbIX CPEACTB B YaCTU SKCNEPTU3bI
KayecTBa fnekapCTBEHHOro cpeacTsa U (Mnu) 3KCNepTU3bl OTHOLLEHUS OXWOAEMOWN MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
nekapcTBEHHOro npenapara And MeOWLUHCKOrO MPUMEHEHUs!, rocyaapCTBEHHOW MOLUNUHbI 3a BHECEHWE B [AOKYMEHThI,
codepxalimecs B perucTpauMoHHOM [OCbe Ha 3aperMcTpupoBaHHbI feKapCTBeHHbIM npenapaTr Ans  MeguuuHCKOro
NPUMEHEHWS, U3MEHEHWA, He TPeOylLNX NpoBeOEeHUs SKCNepTusbl NEeKapCTBEHHOTO CpPeAcTBa, a Takke BblAaBaemble
(MpepocTtaBnsiemble) YMONMHOMOYEHHBIMU  (beaepanbHbIMU - OpraHaMu  UCMONMHUTENBHOW BMAacTM [OKYMEHTbl (CBeaeHust),
yKasaHHble B YacTtax 1_1 n 1_2 HacTosulen ctatbu. B cnyvae vx HenpegctaBneHMs YNONHOMOYEHHbIW dbefepanbHbIi opraH
MCMONHUTENbLHOM  BMAacTM  3anpalmBaeT  yKasaHHble [OOKYMeHTbl (CBedeHusl) B MNopsiake  MeXBeOOMCTBEHHOro
WMHOPMaLIMOHHOIO B3aUMOOENCTBUS.

(Yactb B pegakuun, BBeaeHHon B gencteue ¢ 1 aHBapsa 2021 roga PenepanbHbiM 3akoHOM OT 27 nekabps 2019 rona N
478-03. - CM. NpeabIAyLLYI0 DEAAKLIMIO)

4. B TeuyeHue pgecaTtu pa60l-||/|x OHen co OHsA NOCTYNJeHnA YyKa3aHHOINo B 4acTtu 1 HacTodulen cTaTbu 3asiBMEHUS U
HeobxoamMMbIX AOKYMEHTOB yl'lOﬂHOMO‘-IeHHbIVI qoe,u,epaanblﬁ opraH WCNONHUTENBHOW BNacTu:
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06 ob6palLeHun nekapcTBEHHbIX CPEACTB (C u3MeHeHnsMmn Ha 4 aBrycTta 2023 roga) (pepakuusi, aencreytowas ¢ 1 ceHTabpsa 2023 CTtpanuua 60
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

1) npoBOOUT NPOBEPKY MNONMHOTbI WM OOCTOBEPHOCTU cBefeHun, cogepxawunxca B npencrtabBlieHHbIX 3adaBUTENEM
MaTtepuanax;

2) NpVYHMMaeT pelleHne O NPOBEAEHUM YKa3aHHbIX B YacTM 2 HaCTosulen CTaTbW COOTBETCTBYIOLMX 3KCMEPTU3
neKkapCcTBEHHOro cpefcTBa Unu 06 oTkase B UX NPOBEAEHUN;

3) yBeooMnsieT B 3NEKTPOHHOW MM MUCbMEHHOW opMe 3asiBUTENS O MPUHSTOM PELLUEHUN UMM B ClydYae NPUHATUS
pelueHus 06 oTkase B NpPOBeAEHNN COOTBETCTBYIOLLIEN SKCMEPTU3bI C yKazaHMeM NPUYMH Takoro oTkasa.

(MyHkT B pegakumm, BBeaeHHou B aerictaue ¢ 1 unons 2015 roga PenepanbHbiv 3akoHOM 0T 22 nekabpa 2014 rona N 429-
@3. - Cm. npeablayLyo peaakuuio)

4 1. B cnyyae BbiBNeHNA HeOOCTOBEPHOCTU CBEAEHUWN, coaepXallMxca B NpedcTaBrneHHbIX 3adBuTeneM marepuanax,
YMONMHOMOYEHHBIN (befiepanbHbli OpraH UCMONMHUTENBHOW BMACTU HaMpaBrsieT 3asBMTEN0 3anpoc 06 YTOYHEHUM YKa3aHHbIX
cBefeHun. [aHHbIA 3anpoc MOXeT ObiTb nepefaH YNOoNHOMOYEHHOMY MpPEeACTaBUTENO 3asBUTENS JIMYHO MOA4 PachmCKy,
HanpasneH No NoyTe 3akasHbiM MMCbMOM WK NepefaH B ANeKTPOHHOM dhopMe No TENEKOMMYHUKALMOHHBLIM KaHanam ceasu. B
cny4yae HanpaerneHus 4aHHOro 3anpoca no noyTe 3akasHbIM MUCbMOM OH CYMTAETCS NOMyYEeHHbIM NO UCTEYEHUN LIECTU OHEN C
AaTbl HaNpaBreHMs 3aKa3Horo NUCbMa.

(YacTb gononHutenbsHo BkNtoveHa PeaepanbHbiM 3akoHOM OT 25 Hoa6pa 2013 roaa N 317-93)

4 2. 3asBuTtenb 0bsi3aH NPeACcTaBUTb OTBET HA 3aMNpoC YNONIHOMOYEHHOro dedeparnbHOro opraHa UCMONMHUTENBLHOM BNacTu
B CPOK, He MpeBblllallniA AeBsSHOCTa paboymx AHEeN cO AHSA MNonyyYeHust gaHHoro 3anpoca. Cpok, ykasaHHbld B Yactu 4
HacTodLLEeN cTaTbl, NPUOCTAHABMBAETCA CO AHS HanNpaBreHUsa 3asiBUTENIO 3anpoca YNoSIHOMOYEHHOro doegepanbHOro opraHa
WCMONMHUTENbHOW BnacTy A0 AHSA MONyYeHUs MM OTBETA Ha AaHHbIM 3anpoc U He Y4YUTbIBAETCS MPU UCHUCIIEHUMM CpoKa
MPUHSATUS  peLleHUsl O BHECEHUW W3MEHEHMN B [OOKYMEHTbl, COAepXallMecss B PEerucTpauMoHHOM [docbe Ha
3aperMcTpupoBaHHbIN NeKapCTBEHHbIN Npenapar Anst MEAULIMHCKOrO NPUMEHEHUS.

(YacTtb gononHutenbHo BkNtoveHa PenepanbHbiM 3akoHOM OT 25 Hos6pa 2013 rona N 317-93)

5. OcHoBaHueM O oTkasa B MPOBEAEHMUN YKa3aHHbIX B YACTU 2 HACTOALIEN CTaTbW SKCNEPTU3 ABNSAETCH NpeacTaBrneHue
OOKYMEHTOB, MepeYncrneHHbiX B Yactax 1 v 3 HacToduler CcTtatbU, B HEMONMHOM OObeMe, HenpeacTaBrneHue 3asiBUTEnem B
YCTaHOBIEHHbIN CPOK OTBETA Ha YKa3aHHbIN B YacTu 4_1 HacTosulen cTaTby 3anpoc YNonHOMOYEHHOro dhefgepansHoro opraHa
WCMNONHUTENbHOM BacTu, a Takke OTCYTCTBUE B MpeacTaBreHHbIX AOKYMEeHTaxX AOCTaTOYHbIX CBEAEeHMMW, NoATBepXXaatoLmx
HeoOX0OMMOCTb BHECEHUS U3MEHEHWNA, UMM OTCYTCTBME WMHGOPMAaLMKU, NOATBEPXAANLEN (akT ynnaTbl roCcyaapCTBEHHbIX
MOLUSINH, YKAa3aHHbIX B YacTu 3 HACTOALLIEN CTaTbu.

(Yactb B pemakumu, BBegeHHon B fencteue PenepanbHbiM 3akoHOM 0T 25 Hoabps 2013 roga N 317-93; B pegakuum,
BBeOeHHown B aenctaue ¢ 1 nona 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 roaa N 429-93. - CM. npeablayLLyo
penakuuio)

6. YkasaHHble B YacTu 2 HacTosALlen CTaTbh SKCNEPTU3bl MPOBOAATCA B NOPsiAKE, YCTAHOBNEHHOM cTaTben 23 HacTodAulero
denepanbHOro 3akoHa.

7. B cpok, He npeBblwaoLWnii AecsaTn paboumnx gHel co AHS NOoNyYeHUs 3aKioYeHNn KOMUCCUIA SKCNEPTOB MO pesynbraTam
yKasaHHbIX B YacTu 2 HaCTOsLIEN CTaTbW SKCNEPTU3, YNONHOMOYEHHbIN deaeparnbHbIi opraH UCMONMHUTENbHOW BNacTy:

(A63au B pegakumm, BBegeHHon B aenctene ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-
®3. - CM™. mpeapiayLLyo PeAAKLMI)

1) NpuHMMaeT pelleHMe O BHECEHWM W3MEHEHWN B [AOKYMEHTbI, CoAepXalmecs B pPermcTpauumoHHOM [oCbe Ha
3aperncTpupoBaHHbI NEKApPCTBEHHLIN MNpenapat ans MegUUUHCKOrO NpUMEHeHus, unn o6 oTkase BO BHECEHUM Takux
M3MEHEHWUI;

2) BHOCUT B [OCYAAPCTBEHHbLIN PEECTR NEKaPCTBEHHbLIX cpenctB Ha OCHOBaHMM pelleHnda O BHeCeHUu N3MEHEHUI B
OOKYMEeHTbl, coAepXxalwumeca B pernctpaunoHHOM [ocbe Ha 3apeFI/ICTpI/IpOBaHHbIIZ ﬂeKapCTBeHHbII;I npenapar ansa
MeaNUNHCKOIro npMMeHeHus, HeO6XO£I,I/IMbIe N3MEHEeHUA 1 Bo3BpaLlaeT X 3adaBUTENIO;

3) BblgaeT 3asABUTEN0 HOBOE perucTpaLMoHHOEe YAOCTOBEpPeHWe neKapCTBEHHOro npenapata B Criydyae WU3MEHeHMUs
cBeOeHW, coaepKaLlMxcs B HEM.
(MyHkT gononHuTensbHo BKMoYeH ¢ 1 nons 2015 roga ®enepansHbiv 3akoHOM OT 22 Aekabpa 2014 rona N 429-03)
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06 ob6palLeHun nekapcTBEHHbIX CPEACTB (C u3MeHeHnsMmn Ha 4 aBrycTta 2023 roga) (pepakuusi, aencreytowas ¢ 1 ceHTabpsa 2023 CtpaHuua 61
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

8. OcHoBaHMeM AN OTKa3a BO BHECEHUW W3MEHEHWA B OOKYMEHTbl, codepxalumMecs B perucTpauMoHHOM [0Cbe Ha
3aperncTpupoBaHHbIN NekapCTBEHHbIM Npenapar Ans MeAUMUUHCKOrO NMpUMEHeEHUs, SBMSeTCs 3akmnioyYeHune YNnonHOMOYEHHOro
denepanbHOro opraHa WCMNOMHUTENBHOM BIacTM O BO3MOXHOCTM CHWXKEHWs 6e30nacHOCTW, KadecTBa, 3pPeKTUBHOCTM
nekapcTBEHHOro cpefcTBa B Cryyae BHECEHUS TaKUX U3MEHEHUIA.

9. fonyckaeTtcsi ob6palleHne nekapCcTBeHHbIX NpenapaToB AN MegUMUUHCKOro NPUMEHEHNST 0 UCTEYEHUS CPOKa rOAHOCTH,
Npou3BedeHHbIX B TeYeHMe CTa BOCbMWAECSATU OHEW Mnocne AaTbl NPUHATUSA YNOMHOMOYEHHbIM deneparnbHbiM OpraHoM
WCMONMHUTENBHOW BNacTu peLleHus O BHECEHWM W3MEHEHWI B JOKYMEHTbl, COAepXallMecs B perucTpauMoHHOM [OCbe, B
COOTBETCTBUM C MHOpMaUMen, cogepxallencs B SOKYMEHTax permctpaumoHHOro OOCbe Ha NeKapCTBEHHbIW npenapar Ao
OaTbl NPUHATUS TAKOTO PELLEHMS.

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

10. MpaButensctBo Poccuiickon depepaumu BrnpaBe YCTAHOBUTb OCOOEHHOCTUM BHECEHWUS U3MEHEHWUA B [OKYMEHTHI,
cogepxawmecs B PermcTpauMoHHOM [0Cbe Ha 3aperMcTpupoBaHHbIA  NEKApPCTBEHHbIM npenapat Ans  MeguuMHCKOro
nNpUMeHeHWs, B criydae aedekTypbl NN pucka BO3HUKHOBEHUST AeDeKkTypbl NIeKapCTBEHHbIX NpenapaToB B CBA3M C BBEOEHNEM
B OTHoLeHnn Poccuirickon ®egepaumm orpaHnyunTeNnbHbIX MEP 3KOHOMMYECKOIO Xapakrepa.

(Yactb gononHuTensHO BKNtoveHa PeaepanbHbiM 3akoHOM OT 8 MapTa 2022 roaa N 46-93)

KommeHTapun K ctatbe 30

CTATbSA 31. BHECEHUE U3MEHEHWW B JOKYMEHTbI, COOEPXALLMECS B PETUCTPALIMOHHOM JOCBE
HA 3APETMCTPUPOBAHHbIN NNEKAPCTBEHHbIW NMPENAPAT AN BETEPUHAPHOIO MPUMEHEHUSA

1. B uensx BHeCEHUs U3MEHEHUN B AOKYMEHTbI, CoAaepXallimMecs B PerncTpaumoHHOM AOCbe Ha 3aperncTpupoBaHHbIN
nekapcTBeHHbIN npenapaT Ans BeTepuHapHOro nNpuMeHeHWs, aepxatens Unu Bnagenel, perncTpaumoHHOro yAOCTOBEPEeHUS
rniekapCTBEHHOro npenapara unu ynoriHOMOYeHHOEe UM ApYroe lopuanyeckoe NnUo (danee B HACTOSILLEN cTaTbe - 3asBUTENb)
npencrasnseT B YNONMHOMOYEHHbIM beaepanbHbii opraH UCMOMHUTENbHOW BIlacTu 3asiBfieHNWe O BHECEHUW TakuX U3MeHeHUn
no doopme, yCTaHOBMEHHOW YNOMHOMOYEHHbIM bedepanbHbiM OpraHOM WCMONMHUTENbHOW BRacTW, U npunaraemble K Hemy
NU3MEHEHNs1 B YKa3aHHble AOKYMEHTbI, a Takke OOKYMEHTbl, noaTBepXaatolme HeobxoauMoCTb BHECEHUSA Takmx U3MeEHEHUN.
Mpn HeobXxoOMMOCTM BHECEHUS WU3MEHEHWW B [OKYMEHTbl, CoAepXaluecs B  perncrpaumoHHOM [[OCbe Ha
3aperMcTpypoOBaHHbIN  NEKApPCTBEHHbIN Mpenapat Ans BETepPUHapHOro MPUMEHEHUS, B Cnydasx W3MEHeHWss u  (unu)
OOMOMHEHUsT MNPOM3BOACTBEHHOM MIOLWAAKMA IeKapCTBEHHOrO CPeACTBa, a Takke MW3MEHEHUs nokasaTenen KayecTBa
NeKkapcTBEHHOrO npenaparta [Ansi BETEPUHAPHOro MNpuUMeHeHus U (MnM) METOAOB KOHTPONSA KayecTBa NEeKapCTBEHHOro
npenapaTta Ans BETEPUHAPHOIO NMPUMEHEHUsI 3asiBUTENb OOMONMHUTENbHO NPEACTAaBrsSET B YNOMHOMOYEHHbIN beaepanbHbii
OpraH UCMONMHUTENBHOW BNAcTK criefytoLLme JOKYMEHTbI (CBeaeHus):

(AB3au B penakuun, BBeageHHoW B gericteue ¢ 1 aHBaps 2021 roga PenepanbHbiM 3akoHOM OT 27 fAekabpsa 2019 rona N
478-®3. - Cm. NpeablAyLLYI0 PenakLmio)

1) cBegeHusa o gate npeaocTaBreHnsa U perMcTpauuoHHOM HoMepe NMULEH3UN Ha NPOU3BOACTBO JIeKapCTBEHHbIX CPEACTB,
npenocTaBleHHOW MNPOM3BOAMTENO JNEKapCTBEHHOIO Mpenapata Afis BETEPUMHAPHOro MPUMEHEHUs, ONA  POCCUMCKUX
npoussoaunTenen;

(MyHKT B pegakumm, BBeaeHHon B aenctane ¢ 1 aHBapsa 2021 rona PenepanbHbiM 3akoHOM OT 27 aekabps 2019 rona N
478-®3. - CM. mpeaplayLLyo PeaaKLnio)

2) cBefeHMsi 0 AaTe npegocTaBneHnsl U PErmMcTpaLMoHHOM HOMepe NMLEH3MN Ha NPOM3BOACTBO NeKapCTBEHHbIX CPEACTB,
npenocTaBneHHON NpousBoanTento dapMaleBTUYeckon cybcTaHuum, BXoAsien B COCTaB fekapCTBEHHOro npenapata ans
BETEPUHAPHOro NPUMEHEHUS!, Ansi POCCUMCKMX NPON3BOANUTENEN;

(MyHKT B pegakumn, BBeaeHHOM B aenctene ¢ 1 aHeapsa 2021 roga PenepanbHbiM 3akoHOM OT 27 aekabps 2019 rona N
478-®3. - CM. mpeablayLLyo PeAAKLN)

3) KOMUSI JOKYMEHTA, BblAaHHOMO YMONTHOMOYEHHbIM OpraHOM CTpaHbl MPOU3BOAUTENS ONS KaXdoW NpOu3BOLACTBEHHOM
nnowiagky NekapcTBeHHOro npenaparta Ans BeTepUHAPHOro NpMMEHeHUs U NoATBEpPXAaloLero CooTBeTCTBME Npon3BoauTens
nekapCTBEHHOro npenapata TpeboBaHWAM MpaBun Haanexalleh Npou3BOACTBEHHOM MPAaKTUKW, U ero NepeBof Ha PYCCKUi
A3blK, 3aBEPEHHbIE B YCTAaHOBINEHHOM MOPSAKE, a TAKKe KOMUS 3aKMOYEHUs O COOTBETCTBUM MPOU3BOAUTENS FeKapCTBEHHbIX
cpeacte TpebGoBaHMSAM NpaBWUn Hagnexallen Npou3BOACTBEHHON MPAKTUKW, BblOAHHOMO YMOMHOMOYEHHbIM (eaeparnbHbIM
OpraHoM UCMONHUTENbHOW BNacTy AN KaXX4oN Npon3BOACTBEHHOW MOLLAAKM NEKapCTBEHHOro npenapara Ans BeETepuHapHOro
NPUMEHeHUs!, NMMBO KOMUS peLLeHNs O MPOBeAEeHMN WHCMEKTUPOBaHUS MPOU3BOAUTENS JeKapCTBEHHbIX CPeACTB, MPUHATOro
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06 ob6palLeHun nekapcTBEHHbIX CPEACTB (C u3MeHeHnsMmn Ha 4 aBrycTta 2023 roga) (pepakuusi, aencreytowas ¢ 1 ceHTabpsa 2023 CTtpaHuua 62
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

YNOSTHOMOYEHHbIM  befeparnbHbiM - OpraHOM — UCMOMHUTENbHOW  BRAcTM  ANs  KaXOoW MNpOU3BOACTBEHHOM  MNNOLLaaKM
NeKapCTBEHHOro npenaparta Ansi BETEPUHAPHOrO NPUMEHEHWs. YKasaHHble OOKYMEHTbl MpeacTaBnsiloTCA B cryvyae, ecnu
NPOM3BOACTBO JIEKAPCTBEHHOrO Mnpenapara Afs BETEPUHAPHOINO NPUMEHEHUsT OCYLLECTBNSIETCA 3a npegenammn Poccumnckon
depepauuy;

4) Konusa JOKYMEHTa, BblAAHHOIO YNOSIHOMOYEHHLIM OpraHoM CTpaHbl NMPOM3BOANTENS hapMaueBTUYECKON CyOCTaHLmMmn K
noATBEPXKAAMOLEro COOTBETCTBME Mpou3BoauTenst hapmMaueBTMYECKOW CyOCTaHUUKM, BXOASILEN B COCTaB JIEKapCTBEHHOro
npenapata ans BETEPUMHAPHOrO NPUMEHeHusl, TpeboBaHMAM nNpaBun Haanexawen npou3BOACTBEHHOW MNPaKTUKA, U €ero
nepeBoq Ha PYyCCKUA A3blK, 3aBEPEeHHble B YCTAHOBIEHHOM MOpsiAKe, B Criyyae, ecnu MpPOM3BOACTBO (hapMaLeBTUYECKON
cybcTaHuum ocyllecTBnsieTca 3a npeaenamm Poccuiickon egepaunn.

(YacTb B pepakuum, BBegeHHow B aencteue ¢ 15 uoHa 2018 roga PenepanbHbiv 3akoHoM OT 4 mioHs 2018 rona N 140-
®3. - CM. npeaplayLyio peaaKLmio)

1_1. B cnyyae M3MeHeHus 1 (Unu) JONONHEHUS NPOWU3BOACTBEHHOW MIOLLAAKMA NEKapCTBEHHONO CpeacTBa [OKYMEHTHI,
yKa3aHHble B Yactu 1 HacTodulen cTaTbU, NPEACTaBMAKTCA 3asiBUTENEM B OTHOLUEHUM U3MEHSIEMOW U (UNn) OOMOMHSAEMOW
NpPOW3BOACTBEHHON MIOLLAAKN IeKapCTBEHHOMO cpeacTBa. PelleHne 0 BHECEHUM U3MEHEHWIA B OOKYMEHTbI, coaepxalumecs B
perncTpaLmoHHOM [OOCbe Ha 3aperncTpUpOBaHHLIN NEKapPCTBEHHLIN NpenapaT Ansi BETEPUHAPHOro NpUMEeHeHus, unn ob
OTKa3e B MX BHECEHUUN MPUHUMAETCH B Ccryvyae HeOOXO4MMOCTU NPOBEOEHUS SKCNEPTU3bI NTEKAPCTBEHHOIO CPEACTBa B CPOK, He
npeBbIWaLLNA AeBsHOCTa pabounx AHEN, a B OCTanbHbIX CryYasx B CPOK, HE MPeBbILLAOLWMIA TpuauaTi paboumx aHen co aHs
NPUHATUS YNONMHOMOYEHHBIM doeiepanbHbIM OpraHoOM UCMONMHUTENBHOW BNacTy 3asiBNIEHUS O BHECEHUM TakUX U3MEHEHWIA.

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

1_2. B cny4yae peopraHusauum pgepxaTtens unu BrnagenbLa perncrpauuoHHOro YAOCTOBEPEHUS FeKapCTBEHHOro
npenapata [And BeTEPUHApPHOro nNpuMeHeHusi, paspaboTumka wnuM NpPOU3BOAMTENS FlEeKapCTBEHHOrO npenapata Ans
BETEPUHAPHOro NPUMEHEHUs B 3asIBNeHUM O BHECEHUN U3MEHEHUN B JOKYMEHTbl, coaepXallumMecs B perucTpaumMoHHOM 4OCbe
Ha 3aperMcTpMpoOBaHHbIN NEKAPCTBEHHbIN MpenapaTt Ans BETEPMHAPHOIO MPYMEHEHWS, YKa3blBalOTCA AaHHble OOKYMEHTa,
NOATBEPXKOAKLLEr0 BHECEHWE COOTBETCTBYIOLLUMX W3MEHEHW B EAWHBIN rocyaapCTBEHHBIN PEEecTp opuanydecknx nuy (ans
OopraHusaLuun, 3aperucTpupoBaHHbIX Ha TeppuTopuu Poccunckon ®Penepaumm), UM MHOTO OOKYMEHTA, NMOATBEPXKOAMLLEro
peopraHM3aumio IpUaNYecKoro nuua (4na opraHu3auuin, He 3aperMcTpupoBaHHbIX Ha Tepputopun Poccuickon depepaumn).
3asBrneHne O BHECEHWW W3MEHEHUN B LOOKYMEHTbI, COAepXalliMecs B PerncrpaumoHHOM [OCbe Ha 3aperucTpupoBaHHbIN
nekapCTBeHHbIM npenapaTt Ans BeTepUHApPHOro MpUMEHEHWs, W npunaraemble K Hemy [OOKYMEeHTbl MNpeacTaBnsawTcs B
YMONMHOMOYEHHBIN cheaepanbHbIl OpraH UCMOMHUTENbHOM BMAcTU He MO34Hee 4Yem 4vepes3 TpuauaTb pabounx OHen co OHS
BHECEHUS COOTBETCTBYIOLUMX W3MEHeHMN B EOuWHbIA rocydapCTBEHHBLIN peecTp topuanyeckux nvy (4ns opraHvsauun,
3aperncTpmpoBaHHbiXx Ha Tepputopum Poccunckon ®epepauumn) mnnm co OHSA MNPUHATUS COOTBETCTBYIOLLENO OOKYMEHTA,
NnoATBepXKAAKLero peopraHnsauuio lpuaudeckoro nuua (4ns opraHus3auumii, He 3aperMcTpuMpoBaHHbLIX Ha Tepputopun
Poccuinckon depepauun). B cnyvyae peopraHusaumm gepxatens wnv Brnagenbla perucTpalMoHHOrO yOoCTOBEPEHUS
neKkapCTBEHHOro npenapata AnsS BETepPUHApPHOro MNPUMEHEHUs 3asiBleHMe O BHECEHUUM U3MEHEHWA B [OKYMEHTbI,
cogepXawmecsa B pPerncrpauMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIA NeKapCTBEHHbIV npenapat Ans BeTepUHapHOro
NPUMEHEHNs, NodaeTcs PUAMYECKMM NULOM, KOTOPOMY B XO4e peopraHusaumm nepefaHo npaBo BradeHUs Takum
pervcTpaumoHHbIM YOOCTOBEPEHNEM.

(Yactb gononHutensHO BKkNtodeHa ¢ 13 aBrycta 2019 roga ®enepansHbiv 3akoHoM OT 2 aerycta 2019 rona N 297-93)

2. B cnyyae BHeceHUs M3MEHEHWU B OOKYMEHThI, coaepKalumecs B pPermcTpaunmoHHOM AOCbe Ha 3aperncTpupoBaHHbIN
NneKkapcTBEHHbIN npenapaTt gns 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) OOMNONTHEeHUS
NPOM3BOACTBEHHON NNOLWAAKA JIeKapCTBEHHOrO CpeacTBa, a Takke B CliydYae W3MEHEHMst MNokasaTenen KavecTBa
NEeKapCTBEHHOro npenapaTta Ans BEeTEepUMHAPHOro NPUMEHEHUst U (MNK) METOOOB KOHTPOMsS KavyecTBa JleKapCTBEHHOMO
npenapata Ans BeTEpMHAPHOro NPUMEHEHUs NPOBOOUTCS SKCMepTM3a IeKapCTBEHHOro cpeacTBa AN BeTepUHapHOro
npumMmeHeHus. B cnyyae HeobxoaMMOCTM BHECEHUS MHBIX UBMEHEHMI B AOKYMEHThI, COAEPXAaLLMECs B PErMcTpaLMoOHHOM 4OChe
Ha 3aperncTpupoBaHHbIA NEKAPCTBEHHbIV NpenapaTt Ans BEeTePMHApPHOro NPMMEHEHUS!, 3KCNepTu3a NekapCcTBEHHOIO CpeacTBa
AN BETEPMHAPHOro NPUMEHEHNS1 He MPOBOAUTCS.

(YacTb B pepakumu, BBegeHHon B gencteme ¢ 1 aHBapst 2015 roga PenepanbHbiM 3akoHOM OT 22 okTabps 2014 roga N
313-93; B penakumm, BBegeHHon B gencteune ¢ 1 uiona 2015 roga PenepanbHbiM 3akoHOM OT 22 fekabps 2014 rona N 429-
®3. - CM. mpeabIAyLLY0 PEAAKLIMIO)

3. BasaButennb Bnpase npeacrtasuUTb no COBCTBEHHON MHMUMATMBE BMECTE C 3asiBNIEHWEM O BHECEHMM WU3MEHEHUN B
OOKYMEeHTbl, coaepXalwmeca B pernctpaunoHHOM [ocbe Ha 3apeFI/ICTpI/IpOBaHHbII7I ﬂeKapCTBeHHblﬁ npenapar aonda
BETEPUHAPHOIo NMpUMeHeHua, Konnunm AOKYMEHTOB, noaTBepXaarwwmx ynnaty I'OCWJ,apCTBeHHOﬂ NOoLwsinHbl 3a BHeceHune B
OOKYMEeHTbl, coaepXalimeca B pernctpaunoHHOM [ocbe Ha 3aperV|CTpVIpOBaHHbIl7| ﬂeKapCTBeHHblﬂ npenapar anda
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06 ob6palLeHun nekapcTBEHHbIX CPEACTB (C u3MeHeHnsMmn Ha 4 aBrycTta 2023 roga) (pepakuusi, aencreytowas ¢ 1 ceHTabpsa 2023 CTtpanuua 63
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

BETEPUHAPHOrO NMPUMEHEHUS, N3SMEHEHWIN, TPpebyoLWnX NPOBEAeHNsT SKCNepTU3bl NeKapCTBEHHOIO CPEACTBA, UM U3MEHEHUN,
He TpebyoWwmux nNpoBeAeHNs 3KCNepTusbl NeKapCTBEHHOro cpeacTtBa. B cnyvyae HeoBGXoAMMOCTU WM3MEHEHUs CBeAeHWN,
cofepxawuxca B perucTpauMoHHOM YOOCTOBEpPEHWM IeKapCTBEHHOro mnpenapata ANnd BeTepUHApHOro MnpUMEHeHus, C
3asABneHneM, ykasaHHbIM B YacTu 1 HacTosllen cTaTbn, 3asBUTENb BNpaBe NpeacTaBuTb N0 COBCTBEHHOW MHULMATMBE KOMUIO
OOKYMeHTa, MNOATBepXOatlLero ynnaty rocygapCTBEHHOW MOLWMMHbI 3a Bbigayy pPerMcTpaumMoHHOro  yOOCTOBEpeHUs
nekapcTBeHHOro npenaparta. 3asBuTeNb BNpaBe MNPeAcTaBUTb MO COBCTBEHHOW WHUUMATMBE CBEeOEHUS O MNULEH3MSX,
yKasaHHble B NyHkTax 1 un 2 yactu 1 HacTosllen cTaTtby, a TaKkke BbldaBaeMble YNONHOMOYEHHbIMY heaeparbHbIMU opraHamu
WCMONHUTENbLHOM BracTM AOKYMEHTbl, yKa3aHHble B MOyHkTe 3 yactu 1 HacTosuwen crtatbu. B cnyyae HenpegctaBneHus
yKa3aHHbIX [OKYMEHTOB (CBedeHWA) YNOMHOMOYEHHbIV hbeaepanbHbIi OpraH WCMOMHUTENBHOW BRAcTu  3anpaluvBaet
yKa3aHHble JOKYMEHTbI (CBeeHWs1) B MOPSAKE MEXBEAOMCTBEHHOIO MHOPMALIMOHHOIO B3aMMOAENCTBUSI.

(Yactb B pepakuun, BBeaeHHon B gencteune ¢ 1 sHeapsa 2021 roga PenepanbHbiM 3akoHOM OT 27 aekabps 2019 rona N
478-®3. - CM. mpeablayLLyo PeAaKLn)

4. B cpoK, He NpeBbIIALWMIN OECATU paboymx OHEW CO OHS MOCTYMNNEHNS yKa3aHHOro B YacTu 1 HacTosulen cratbu
3asBneHns N HeobxoaNMbIX JOKYMEHTOB, YNONHOMOYEHHbIN deaepanbHbIi OpraH UCMONMHUTENBHOW BNacTy:

1) npoBOAWT NPOBEPKY MOMHOTEI M [OOCTOBEPHOCTU CBEOEHWI, COAEPXALLMXCA B NPeACTaBneHHbIX 3asiBUTenemM
AOKYMEHTaXx;

2) NnpuHMMaeT pelleHne o0 nNpoBedeHUn 3KCNnepTusbl 1IeKapCTBEHHOIO cpeancTea Ald BETEPUHAPHOINo npuMeHeHuna mnumn 00
OTKa3e B ee npoBeneHunu;

3) yBEOOMITAET B NUCbMEHHOM (*)opme 3adaBuTend O NPUHATOM peLlleHun unn B criydae nNpuHATUA pelleHuna 06 oTkase B
npoBegeHnn aKkCnepTun3bl NIeKapCTBEHHOIO cpeacTBa OANnAa BeTepnHapHOro npuMeHeHuna ¢ ykasaHmem npmnynH Takoro otkasa.

4 1. B cnyyae BbISIBNEHUST HEJOCTOBEPHOCTU U (MNN) HEQOCTAaTOMHOCTM CBEOEHWI, COAEpXKaLLMXCA B NpeacTaBleHHbIX
3asBUTENEM JOKYMEHTaXx, YNONMHOMOYEHHbIN dheaepanbHbIil opraH MCNOSHUTENbHOW BracTu HanpaenseT 3asiBUTeNo0 3anpoc ob
YTOYHEHMM YKa3aHHbIX cBeaeHui. 3anpoc MOXeT ObITb NepeaaH YNorHOMOYEHHOMY NPEACTaBUTEND 3asiBUTENS Nof, Pacrmcky,
HanpaBrieH No NoyTe 3akasHbIM MMCbMOM UMW NepeaaH B 3MeKTPOHHOM hOpMe Mo TENEKOMMYHUKALMOHHLIM KaHanam cesasu. B
crny4yae HarnpaereHus 3anpoca 006 YTOMHEHUWN YKa3aHHbIX CBEAEHWUI MO NoYTe 3akasHbIM MUCbMOM OH CYMTAETCsl MOSTyYeHHbIM
Mo UCTEYEHMU LLIECTN AHEN C AaTbl HanpaBneHns 3akasHoro nMcbma.

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

4 2. 3assutenb 06s13aH NpeacTaBUTb OTBET Ha 3anpoc YNOSIHOMOYEHHOTO heaeparnbHOro opraHa UCMONTHUTENbHOM BnacTu
B CPOK, HE MpEBbILAKLWMIA OeBAHOCTa pabounx OHel CO OHsI nonyyveHust gaHHoro 3anpoca. Cpoku, ykasaHHble B Yactn 1_1
HacTodLlen cTaTby, NPUOCTaHaBNMBAKOTCH CO AHSA HanpaBreHUs 3asBUTENIO 3anpoca YnonHOMOYEHHOro begepansHoro opraHa
WCMONHUTENbLHOM BNacT! A0 AHS MOMyYeHUs OTBETa Ha [aHHbIA 3anpoc U He YYUTbIBAKOTCA MPU UCYUCIIEHUN CPOKa NPUHATUSA
pelweHnss 0 BHECEHUMM U3MEHEHWA B AOKYMEHTbl, cogepXallMecs B perncTpaumoHHOM [OCbe Ha 3aperncTpypoBaHHbIN
NeKapcTBEHHbIN npenapar 4515 BETEPMHAPHOIO NPUMEHEHNS.

(YacTb gononHutenbHo BkNtoveHa ¢ 15 noHa 2018 roga PenepansbHbiM 3akoHoM OT 4 nioHa 2018 roga N 140-93)

5. OcHoBaHMeM Ans OTKkasa B NPOBEOEHUN 3KCMEePTU3bl NEKapCTBEHHOrNO CPeAcTBa AOSil BETEPMHAPHOr0 MPUMEHEHMS
ABMAETCA NpeacTaBneHne AOKYMEHTOB, yKasaHHbIX B YacTax 1 U 3 HacTosuleln cTatbu, B HEMOIHOM OObeMe M OTCYTCTBUE B
npeacTaBneHHbIX [OKYMEHTaxX [OCTaTOYHbIX CBeAEHWN, MOATBEpXAalWwmnx HeobXxoOAMMOCTb BHECEHWUs M3MEHeHun, nunbo
HenpeacTaBrneHne 3asiBUTENEM B YCTAHOBIEHHbLI CPOK OTBETa Ha YykasaHHbIA B Yactu 4 1 HacTosulen craTbu 3anpoc
YMNONTHOMOY€EHHOro dheiepanbHOro opraHa UCMoSIHUTENbHOW BracTu.

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

6. OkcnepTm3a nekapCcTBEHHOro cpeacTBa Ansl BETEPUHAPHOIO NPUMEHEHUS B LIEMNsiX BHECEHUS U3MEHEHUN B JOKYMEHTbI,
cofepxalwmecs B peructpalMoHHOM [OCbe Ha 3apermcTpyMpoBaHHbIN NEeKapCTBEHHbIN npenapaTr Ans BETEePUMHApHOro
NPUMEHEHNS, OCYLLECTBISIETCA B NOpSAKe, YyCTaHOBEHHOM cTaTben 24 HacTodulero deaepanbHOro 3akoHa.

6_1. B cpok, He npeBblWAWMIN AecaTn paboumx AHEW CO OHSA MONyYeHUs 3aKOYEeHUs KOMMUCCUM 3KCMEPTOB MO
pesynsrataM yKkazaHHOW B YacTu 2 HACTO4LLeN CTaTbl 3KCNEePTU3bl, YNOMTHOMOYEHHbIN deaepanbHbIi opraH MCNOMHUTENBHON
BNacTu:
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06 ob6palLeHun nekapcTBEHHbIX CPEACTB (C u3MeHeHnsMmn Ha 4 aBrycTta 2023 roga) (pepakuusi, aencreytowas ¢ 1 ceHTabpsa 2023 CTtpaHuua 64
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

(AB3aL B pegakuun, BBegeHHon B gencteme ¢ 13 asrycta 2019 roga ®enepansHbiM 3akoHoM OT 2 asrycta 2019 rona N
297-®3. - Cm. NpeaplayLLyo PeaaKLnio)

1) NpuHMMaeT pelueHMe O BHECEHWM W3MEHEHWN B [AOKYMEHTbI, CoAepXXalmecs B PEermcTpauumoHHOM [OoCbe Ha
3aperncTpupoBaHHbIA NEKAPCTBEHHbIM NpenapaT AN BETEPUHAPHOIr0 MPUMEHEHUS, MM 00 OTKa3e BO BHECEHUN Takux
N3MEHEHUI;

2) BHOCUT B [OCYAAPCTBEHHbIA PEECTP NEeKapCTBEHHbIX CPEACTB Ha OCHOBAaHUW PELUEHUS O BHECEHUM WU3MEHEHWUI B
AOKYMEHTbI, CofepXallMecss B PErnMcTpauMoHHOM [OCbe Ha 3aperucTpupoBaHHbI  NIeKapCTBEHHbIM npenapat  Aans
BETEPUHAPHOTO NPUMEHEHUs, HeobXoaMble U3MEHEHUS! U BO3BPAaLLAET 3TN JOKYMEHTbI 3asiBUTENIO;

3) BblOaeT 3asiBATEM0 HOBOE pPErncTpauuoHHOE YLOOCTOBEPEHWE FEeKapCTBEHHOrO npenapaTta Ans BeTepUHapHOro
NPUMEHEHNST B Criydyae HeoOXOOMMOCTM WM3MEHEHUS CBEOEHWI, COAEPXALUMXCS B HEM, C COXPaHEHMEM HOMepa paHee
BblAaHHOIO PerMcTpaLmoHHOro yqoCcToBepeHUs nekapCTBEHHOro npenaparta aAng BeTepUHapHOro NpuMeHeHus:.

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

(YacTtb 6_1 pononHuTenbHO BKoYeHa ¢ 22 Hosbps 2014 roga PenepanbHbiM 3akoHOM OT 22 okTabpsa 2014 roga N 313-
®3)

6_2. B cnyyae BHeCEHUSI IBMEHEHWUI B JOKYMEHTbI, coaepXallnecss B perMcTpaumMoHHOM AOCbe Ha 3aperncTpyMpoBaHHbIN
NeKkapcTBEHHbIA npenapat Afsl BETEPUHApPHOro MNPUMMEHEHUs, B 4acTW, KacaloweWcss U3MEHeHUst U (Mnun) [OMNOSNIHEHUs
NpPOM3BOACTBEHHON MrioWaAKMN NEeKapCTBEHHOro npenapara, Npu NpeacTaBfeHun 3asiBUTeNnemM B COOTBETCTBMM C MYHKTOM 3
YacTu 1 HacTodALEeN CTaTbM KONMUN PeLLEHNS YNONMHOMOYEHHOIO dheaeparnbHOro opraHa UCNOMHUTENBHON BNAcTh O NPOBEAEHWMN
WHCMEKTUPOBaHUS MPOU3BOAUTENSI JIEKapCTBEHHbIX CPEACTB CPOK, YKasaHHbIA B 4Yactu 6 1 HacTosulel cTaTbMm,
npuocTaHaBnMBaeTCs CO [OHS MNOSyYeHWUsl 3aKMoYeHWst KOMUCCUM SKCMNEpPTOB [0 [AHS  MPUHSATUS  YNONHOMOYEHHbLIM
depepanbHbIM OPraHOM UCMOSNHUTENBHONM BRAcTU peLleHns O Bblaade unm o6 otkase B Bblgaye 3akiiodYeHUst O COOTBETCTBUM
npon3BoAnNTENs NeKapCTBEHHbIX CpeacTB TpeboBaHNAM NpaBun Hagnexallen Npon3BoACTBEHHOW NPaKkTUKKU, HO He Bonee yem
Ha CTO BOCEMbAECAT paboumx gHen.

(YacTtb pononHuTenbHO BtoveHa ¢ 15 noHsa 2018 roga PenepanbHbiM 3akoHOM OT 4 mioHs 2018 rona N 140-93)

7. OcHoBaHMEM AONS OTKa3a BO BHECEHUN M3MEHEHUA B OOKYMEHTbl, CoAepXalliMecsl B perucTpauMoHHOM [OCbe Ha
3aperMcTpMpPOBaHHbIN NEKApPCTBEHHbIN NpenapaT Ansi BETEPUHAPHOIO NPUMEHEHUS, B Cry4vasx, He Tpebyolmux npoBeaeHus
3KCMNepTU3bl NEKapCTBEHHOro CPeacTBa, ABMSETCH nNpeacTaBneHme AOKYMEHTOB, yKa3aHHbIX B YacTax 1 u 3 HacTodllen cTaTbM,
B HEMONHOM o6beme unm OTCyTCTBME B MPEeACTaBMNEHHbIX JOKYMEHTaX CBEAEHWUN, KOTOpble OOMKHbI ObiTb B HUX OTPaXEHHI,
nnbo HenpeacTaBneHVe 3asiBUTENIEM B YCTaHOBIEHHbIA CPOK OTBETA HA yKa3aHHbIN B YacTv 41 HacTosuleln cTaTby 3anpoc
YNONTHOMOYEHHOro dheaepanbHOro opraHa UCNOMHUTENBHON BRacTy.

(Yactb B pepakunn, BBegeHHon B genctane ¢ 15 uoHa 2018 roga PenepansHbiM 3akoHoM OT 4 nioHda 2018 roga N 140-
®3. - CM. mpeablAyLLY0 PEAAKLIMIO)

7_1. OcHoBaHMEM Afsi OTkas3a BO BHECEHUW M3MEHEHUI B OOKYMEHTbI, Coaepaljmecs B permcTpalyMoHHOM [OCbe Ha
3aperMcTpMpoOBaHHbIA NeKapCTBEHHbIA MpenapaT AN BEeTepUHapHOro MNMpUMMEHEHUs, B Criyyasix, Tpebylowmux npoBedeHust
3KCMepTn3bl JIEKAPCTBEHHOIO CPEACTBa, SIBMSETCA 3aKMoYeHWe YMNOoNHOMOYEHHOro (oefepanbHOro opraHa WCMONHUTENbHOWM
BMacTM O BO3MOXHOCTM CHWXEHUsi ©Ge3onacHoCTW, kadecTBa, 3heKTMBHOCTM NekapCTBEHHOrO npenaparta BCeACTBUE
BHECEHUS] U3MEHEHUI B yKasaHHble JOKYMEHTbI, OTKa3 YMNONHOMOYEHHOro deaeparibHOro opraHa WCMOMHUTENbHOW BnacTu B
Bblgaye 3akfioYeHMsl O COOTBETCTBMM MPOU3BOAUTENS NEKapCTBEHHbIX CPeAcTB TpeboBaHWAM MpaBwuil  Hagnexallen
NPOM3BOACTBEHHON MPAaKTUKW B Clydae M3MEHeHUs U (Unu) AOMOSHEHUSI MPOM3BOACTBEHHOW MNMOLWAAKA FeKapCTBEHHOMO
npenapaTta, €cnvM MNpPOM3BOACTBO IJI€eKapCTBEHHOro mnpenapata Ans BEeTepUHapHOro MpPUMEHEHUSI OCYLLECTBISIETCA 3a
npegenamu Poccuiickon ®egepauun, Nnm oTCyTCTBME STOMO 3aKNoYeHUs.

(YacTtb pononHuTenbHO BKoYeHa ¢ 15 noHsa 2018 roga PenepanbHbiM 3akoHOM OT 4 mioHs 2018 rona N 140-93)

8. [onyckaeTtca oOpalleHve nekapCTBEHHbIX MpenapatoB AN BETEPUHAPHOrO MPUMEHEHUS [0 MWCTEYEHMsT Cpoka
rOAHOCTW, NMPOU3BEOEHHbIX B TeYeHWe CTa BOCbMUOECATU OHEeW nocne Aatbl NPUHATUSA YNOMHOMOYEHHbIM dedeparnbHbIM
OpraHoM UCMNOMHUTENBHOM BNAacTU peLleHns 0 BHECEHUM UBMEHEHUI B JOKYMEHThI, coaepXallmecs B permctpaumoHHOM 40Cke
Ha nekapCcTBEHHbIW Npenapar, B COOTBETCTBMM C MHGOpMaLMen, cogepxallenca B JOKYMEHTaxX perucTpaLmMoHHOro 4ocke Ha
NeKapCcTBEHHbIN Npenapar 4o AaTbl NPUHATUS TAKOro peLUeHNs.

(Yactb B pegakuuu, BBegeHHon B aenctene ¢ 1 nonga 2015 rona PegepanbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-
®3. - Cm. npeablayLLyo peaakuuo)
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KommeHTapui Kk ctatbe 31

CTATbA 32. OTMEHA rOCYOAPCTBEHHOW PEMMCTPALIMU NEKAPCTBEHHOI O MPEMAPATA

PelwweHne 06 oTmeHe rocynapCTBeHHon pernctpaumm nekapcCTtBeHHOro npenapara u WUCKMKYeHUn rneKkapCTBeHHOro
npenapara 13 rocyaapcrBeHHOro peectpa fekapcTBeHHbIX cPencTB NpUHUMaEeTCA YyNnoJIHOMOYEHHbIM ¢)ep,epaanb|M OpraHom
MCMNOMHUTENBHOMN BNacTu B Clyyae:

1) npeacTaBrneHns COOTBETCTBYHOLLMM YMONHOMOYEHHbIM dheepanbHbIM OpraHOM MUCTIONTHUTENBHOM BNAcTU 3aKnioYeHWst O
pucke unu 06 yrpose 300pOBbLI0, XU3HWM YerioBeka MMM KMBOTHOMO MpW MPUMMEHEHUM FEKApCTBEHHOrO npenapara,
NpeBbILLaWMX ero 3EKTUBHOCTL, NO pe3yrnbTaTaM OCYLLECTBIIIEMOTO UM MOHUTOPMHra 6e30MacHOCTU fieKapCTBEHHOrO
npenapara;

2) nogaun pJepxatenem Wnu BriaJenbLeM pPerncTpauMoHHOrO YAOCTOBEPEHWUs IEKapCTBEHHOro npenapara Wnu
YMONMHOMOYEHHBIM UM APYITM OPUONYECKMM NULIOM 3asiBNeHuss 06 OTMeHe rocyaapCTBEHHOW perucTpaumm rnekapcTBEHHOro
npenapara;

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

3) HenoaTBepXaeHnA rocyp,apCTBeHHon perncTtpaummn nekapCTtBeHHOro npenaparta no WuUcte4eHnn cpoka OencTems
perncTpaumMoHHOro ygoctoBepeHus, BbiAaHHOIo Ha NATb JET;

4) HenpeacTaBneH1s 3aaBmTenem nHopMaLmm, KoTopas MOXET NoBrnedb 3a cobor He0BXOANMMOCTb BHECEHNSA N3MEHEHUN
B [OKYMEHTbI, Copepalimecs B perncrpaumoHHOM [OCbe Ha 3aperMcTpMpOBaHHbLIN NeKapCTBEHHbIA Npenapar, B TevyeHune
TpuauaTtn paboumx gHew co AHS HacTYNNeHNst 3TUX U3MEHEHUN;

5) ocyllecTBneHnss rocydapCTBEHHOW perncTpauum nekapcTBEHHOro npenapata Mnog TOpProBbiM  HaMMeHOBaHWEM
3aperMcTpypoBaHHOrO paHee noa 3TMM  TOProBbIM  HaMMEHOBAHMEM JEeKapCTBEHHOro npenaparta, OoTfMyaroLlerocs
Ka4eCTBEHHbIM COCTaBOM AENCTBYIOLLUNX BELLECTB;

(MyHKT B pegakuun, BBeageHHon B gencteme ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-

®3. - Cm. mpeaplAyLLY0 PEAAKLIMIO)

6) ocyLLecTBMNEHMs rocyaapCTBEHHOW perncTpaumm ogHOro M TOro e NeKapCTBEHHOIO npenapaTta B OTHOLUEHUU OJHOIo U
TOro Xe AepXaTens unu Bnagenbla pPerucTpaumoHHOro YAOCTOBEPEHUS NEKAPCTBEHHOrO npenapata B Buae AByX W Gonee
neKapCTBeHHbIX NpenapaToB Nog pasfnnyHbIMU TOProBbIMM HAaMMEHOBaHUAMU;

(MyHkT B pegakuun, BBeaeHHoW B gericteue ¢ 15 uoHs 2018 roga PenepanbHbiv 3akoHoM oT 4 mtoHa 2018 roga N 140-
®3. - CM. mpeabIAyLLY0 PEAAKLIMIO)

7) BbIHECEHMS1 CYAOM peLLeHMs O HapyLleHun npas npaBoobnagatens o6beKToB UHTENNEKTYarbHON cOBCTBEHHOCTU MpU
o6palleHnM NekapCTBEHHbIX CPeCTB;

8) oTcyTCTBUA NEekapCcTBEHHOro npenapata B obpatleHun B Poccuiickon Penepauum B Te4eHne Tpex u bonee ner;
(MyHKT gononHuTensHo BkAoYeH ¢ 1 nonsa 2015 roga ®enepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-03)

9) HeBbINOMNHEHMSA OepXaTenem Wnu BnagenbueM perncTpaumoHHOro Y4OCTOBEPEHMS flEKapCTBEHHOro npenapara nnbo
YNOMTHOMOYEHHbIM UMW APYTMM  HOPUOUYECKMM JIMLOM MeponpusaTuin no obecneveHntio 6e30MacHOCTU NeKapCTBEHHbIX
npenapaToB, YCTAHOBMEHHbIX YNOTHOMOYEHHbIM ddegepanbHbIM OPraHOM UCMOMHUTENBHON BNacTu B COOTBETCTBUU C YacTAMMU
3 1 4 cTtatbun 64 HacTosuwero PenepanbLHOro 3akoHa, B paMKax OCYLLEeCTBIeHUsa hapMakoHaa3opa;

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

10) oTkasa pJepxatens unu Bragenbla perncTpaumoHHOro YAOCTOBEPEHMSI TNEKapCTBEHHOro npenapara nvbo
YMONMHOMOYEHHOIO UMW APYroro puamnyecKkoro nuua OT BHECEHWUSI UBMEHEHUI B MHCTPYKLMIO MO MPUMEHEHMNIO NEKapCTBEHHOMO
npenapaTta, KacalLMXCA HOBbIX MOATBEPXKAEHHLIX AaHHbIX O TOM, YTO PUCK MPUYMHEHWUS Bpeda 300POBbLI0 YeroBeka Unu
XMBOTHOrO BCNeacTBME Npuema NiekapCTBEHHOMO npenapara npeblaeT 3pdeKTUBHOCTb ero NPUMEHEHMS.

(MyHkT gononHuTensbHo BkNtoYeH ¢ 1 uons 2015 roga ®enepansHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-93)
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C 1 anBapsa 2026 roga PenepanbHbiM 3akoHOM oT 27 aekabpsa 2019 roga N 475-903 (C M3MEHEHUAMW, BHECEHHbIMU
®denepanbHbiM 3akoHoM OT 28 uioHa 2022 roaa N 204-93) ctatba 32 HacTodwero ®enepanbHOro 3akoHa byaeT AononHeHa
nyHKTOM 11.

KommeHTapum k ctatbe 32

CTATbS 33. FTOCYOAPCTBEHHbIW PEECTP NEKAPCTBEHHbIX CPE[ICTB

1. [ocynapcTBeHHbIN peecTp NeKapCTBEHHbIX CREACTB COAEPXKUT MepedeHb NEKAPCTBEHHbIX MpenapaTtoB, MpoLleLmx
rocyfapCTBEHHYI0 permctpaumio, nepedeHb apMaueBTUYECKUX CYOCTaHUMIA, BXOASAWMX B COCTaB JlEKAPCTBEHHbIX
npenaparos, U creaytoLyo MHopMaLuio:

1) B OTHOLLEHUW NEKAPCTBEHHbIX NPEnapaToB:;

a) HaVMeHOBaHWE IeKapCTBEHHOro npenaparta (MexayHapoaHOoe HenaTeHTOBaHHOEe, WU FpynnyMpoBOYHOE, UM
XUMNYECKOE U TOPrOBOE HAMMEHOBAHWSA);

(MognyHKT B pegakumu, BBeaeHHoW B aerictane ¢ 1 uonst 2015 roga ®PenepanbHbiM 3akoHoM oT 22 aekabpsa 2014 rona N
429-®3. - CM. NpeablAyLLYI0 PeAakLmio)

6) neKkapcTtBeHHada cbopMa C YKa3aHneM [OO3UPOBKM JNIEKapCTBEHHOIO npenapara U ero Konm4yecrtsa B FIOTpe6I/ITeJ'IbCKOIZ
ynakoBKe;

B) HauMeHOBaHWe [AepXaTens unu Brnagenbua PperucTpauyMoHHOro YAOCTOBEpPEHMS NeKapCTBEHHOro mnpenapata wu
CBefieHMs1 O perucrpauun gepxartens unu Bnagenbla perucTpauvoHHOro YAOCTOBEPEHMS feKkapCTBEHHOro npenaparta ans
MELMLMHCKOIO NMPUMEHEHMS B Ka4ecTBe Harnoronnarenbliyka B CTpaHe permcrpaumm (4ns poCCUNCKMX HopUaMYEecKUx nuy -
NOEHTUMKALMOHHBIN HOMep Hanoronnartenswuka (MHH), ona mMHOCTpaHHbIX OpPUAMYECKMX MWL - CTpaHa perucrpauuu,
HaMMeHOBaHWE PErMCTPUPYIOLLErO OpraHa, PerncTpauMoHHbIA HOMep, KOA Hanoronnartenblyyka B CTpaHe perucrpaumu
(MHKOpPNOpAaLUMK) UNKN ero aHanor);

(MognyHKT B pepakumun, BBegeHHon B gencteune ¢ 1 nonsa 2015 roga PenepanbHbiv 3akoHOM 0T 22 aekabpa 2014 roga N
429-03; B pegakuun, BBegeHHon B gencteme ¢ 1 sHeaps 2018 ropga ®enepansHbiv 3akoHOM oT 28 nekabps 2017 rona N 425-

®3. - Cm. mpeaplAyLLY0 PEAAKLIMIO)

r) HaMMeHOBaHWE W aapec NPou3BOAUTENS MEeKapCTBEHHOrO npernapata M CBEAEHUs O perucTpauvm npous3BoguTensi
nekapcTBEHHOro npenapata Ay MeQULMHCKOrO NMPUMEHEHMS B KavyeCTBE Haroronnartenbliyka B CTpaHe peructpauuun (ons
POCCUMCKMX HOPUONYECKUX NUL, - OAEHTUMKALMOHHBIN HOMep Hanoronnartenswumka (MHH), ona nHocTpaHHbIX HopUaMYeckux
nuy - cTpaHa peructpaumm, HauMeHoBaHWe PEerMcTpUpYoLLLEro opraHa, perucTpaLmoHHbIi HOMEp, KoA4 HanoronnarenbsLimka B
CTpaHe perncrTpaumm (MHKopnopaumm) unm ero aHanor);

(MopgnyHKT B pedakumu, BBegeHHon B genctame ¢ 1 sHBapsa 2018 roga PenepanbHbiv 3akoHoM 0T 28 nekabpa 2017 roaa
N 425-03. - Cm. npeablayLLy0 peaakLuio)

O) dapmMakoTepaneBTMYeckas rpynna, KOA JeKapCTBEHHOro mnpenapata Mo aHaToOMO-TepaneBTUYECKO-XMMUYECKON
Knaccudmkauumn, pekoMeHgoBaHHoM BcemnpHom opraHmsaumven 3apaBooxpaHeHmns;

(MognyHKT B pepakumun, BBegeHHon B gencteune ¢ 1 mona 2015 roga ®enepanbHbiv 3akoHOM 0T 22 aekabpa 2014 roga N
429-®3. - Cm. mpeaplayLLyo peaaKLnio)

e) nokasaHusl U NPOTUBOMOKa3aHWUsi K NPUMEHEHWIO NeKapCTBEHHOTO Npenapara;
) NOOOYHbIE AENCTBMSA NNEKAPCTBEHHOrO Npenapara;

3) CPOK rOAHOCTM NeKapCTBEHHOIO Npenapara;

1) yCrNOBWsI XpaHEHUS NeKapCTBEHHOTO Npenapara;

K) yCrioBus OTnycka nekapCTBEHHOrO npenapara;

n) HoMep cbapmakonerHoN cTaTbh UNN B Criy4ae ee OTCYTCTBUS HOMepP HOpMaTUBHOM LOKYMeHTauum nmbo HopMaTUBHOMO
OOKYMEHTa;
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M) OaTa rocyqapCTBEHHOW perMctpaumu NekapCTBEHHOro npenapaTta M ero perncrpauuoHHbii HOMep, AaTa 3aMeHbl
PErMCTPaLMOHHOIO  YAOCTOBEPEHUSI JIEKApCTBEHHONO rpenapata Ha 6eccpodyHoe perucTpauvMoHHOe YOOCTOBEpPEeHue
nekapcTBEHHOro npenapaTa, fata fnogadyn 3asiBrieHUsi O NOATBEPXAEHWM TOCYyAapCTBEHHOW perMctpaumm nekapcTBEHHOro
npenapata, faTta OTMeHbl rocy4apCTBEHHOW perncTpauum nekapcTBeHHOro npenapara;

(MopnyHKT B pegakumu, BBeaeHHon B gencteue ¢ 1 nona 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N
429-®3. - CM. mpeablayLLyo PeAaKLn)

H) Ka4YeCTBEHHbIN COCTaB U KOMMYECTBEHHbLIN COCTAB AEWCTBYIOLIMX BELLECTB M KaYeCTBEHHbI COCTaB BCrnoMoraTernbHbIX
BELLECTB NeKapCTBEHHOrO npenapara;

(MoanyHkT gononHuTensHo BktoyeH ¢ 1 nionsa 2015 roga PenepanbHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-93)

0) nHdpopMauus 060 Bcex paspeLLeHHbIX BUOAX BTOPUYHON (MOTPeBUTENBLCKOM) YNaKoBKY;
(MoanyHKT pononHuTenbHO BKtoveH ¢ 1 uions 2015 roga ®enepansHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-93)

n) Aata MpPUHATUS PELUeHUss O BO3MOXHOCTWM paccMaTpuBaTb JEKapCTBEHHbLIN npenapat npu rocyaapCTBEHHOW
perucTpaumMm B KayecTBe opcpaHHOrO feKapCTBEHHOIO npenapaTta (Ans NEeKapCTBEHHbIX MpenapaToB AN MeaWLMHCKOro
NPUMEHeHUs);

(MognyHkT gononHuTensHO BkntodeH ¢ 1 nons 2015 roga ®eaepanbHbiM 3akoHOM OT 22 fekabpa 2014 roaa N 429-93; B
pepakuuu, BBegeHHon B gencteme ¢ 1 mapta 2020 roga PefepanbHbiM 3akoHOM OT 27 Aekabpsa 2019 rona N 475-93. - Cwm.
OpenplAyLYI0 peaakLuio)

p) Hanuune nNekapcTBEHHOro npenaparta B NepeyHe XU3HEHHO HeOOXOOMMbIX M BaXKHEMLINX NeKapCTBEHHbIX NpenapaToB
(Ans nekapcTBEHHbIX NpenapartoB A1 MEAVNLMHCKOTO NPYMEHEHNS);

(MognyHkT gononHutensHO BktodeH ¢ 1 nonsa 2015 roga ®eaepanbHbiM 3akoHOM 0T 22 fekabpa 2014 roaa N 429-93; B
pepakumu, BeeaeHHon B gencteme ¢ 1 mapta 2020 roga PenepanbHbiM 3akoHOM OT 27 Aekabps 2019 roga N 475-93. - Cwm.
penpIAYLLYIo pefakLuio)

C) Hanuume B neKapCTBEHHOM npenapaTe HapKOTUYECKMX CPeacTB, MCUXOTPOMHbIX BELECTB U WX MNPEKYPCOPOB,
nognexawmx KoHTponto B Poccuiickon Pepepauun, B COOTBETCTBUM C 3akoHogatenbCcTBOM Poccuiickon depepauun,
MexayHapogHbIMu gorosopamu Poccuiickon degepauunn, B TOM Ynucne EaMHON KOHBEHUMEN O HApPKOTUYeCckMx cpeacTeax 1961
roga v KoHBeHLnen o NcMxoTponHbix Bewlecteax 1971 roaa;

(MopgnyHKT gononHuTenbHO BtodeH ¢ 1 ntona 2015 roga ®epepanbHbiM 3akoHoOM 0T 22 Aekabpsa 2014 rona N 429-93)

T) MHbOPMaLMS O TOM, SIBMSIETCS MW AaHHbIN NeKapCTBEHHbIN NpenapaTt pedepeHTHLIM NlekapCTBEHHbIM NpenapaToMm;
(MoanyHkT gononHuTensHo BktoyeH ¢ 1 nionsa 2015 roga PenepanbHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-93)

y) cBegeHnst 0 nogaye 3asiBNeHNs1 O BHECEHUU U3MEHEHUI B JOKYMEHTbI, COAepXallMecs B perucTpaumMoHHOM OOCbe Ha
neKkapCTBEeHHbI npenapar;
(MognyHKT pononHuTenbHO BKtoveH ¢ 1 uions 2015 roga ®enepansHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-93)

&) noanyHKT gononHuTensHo BktoyeH ¢ 1 uonsa 2015 roga PenepansbHbiv 3akoHoM oT 22 aekabps 2014 rona N 429-03;
yTpatun cuny ¢ 1 mapta 2020 roga - efepanbHblil 3akoH oT 27 aekadbpsa 2019 rona N 475-03 - cMm. npeablayLLy ReAaKLINID;

X) CPOK BBEEHUS NIEKAPCTBEHHOMO NpenapaTa B rpaxxgaHckmin oboporT;
(MognyHKT gononHuTenbHo BktodeH ¢ 1 niona 2015 roga ®epepanbHbiM 3akoHOM 0T 22 Aekabpa 2014 rona N 429-93)

2) B OTHOLLEHUN hapMaueBTUHECKNX CyBCTaHLMIA:

a) HaMMeHOBaHuMe apMaLeBTMYECKOM CyOCTaHUMKM (MeXOyHapOoAHOE HeMnaTeHTOBaHHOE, MMM TPynnUMpOBOYHOE, UMK
XUMUYECKOE M TOProBOE HaMMEHOBaHWS);

(MopgnyHKT B pegakumu, BBeaeHHon B gencteue ¢ 1 nona 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N
429-®3. - CM. mpeaplayLLyo PeAaKLn)

6) HaMMeHoBaHVe 1 agpec NpounsBoaANTENs hapMaLeBTUYeCKON cybcTaHLmu;
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B) CPOK rogHOCTU hapmaLeBTU4eckon cybctaHumm;
r) yCnoBusi XxpaHeHusa oapmMaLeBTUHECKON CyOCcTaHuuu;

4) Homep hapMakoneHon cTaTbu UMK B Clly4ae ee OTCYTCTBMS HOMep HOPMaTUBHOW JOKYMeHTauum nnbo HopMaTUBHOIO
AOKYMEHTa;

e) Hanuune apmaLeBTU4ecKon CcybCTaHUMM B nNepevyHe HapKOTUYECKUX CPeAcTB, MCUXOTPOMHbIX BELECTB U UX
NpeKkypcopoB, nognexawmx KoHTporo B Poccuinckon Pepepaumn, B COOTBETCTBMM C 3akoHodaTenbCTBOM Poccumnckon
depepauun, mexgyHapogHeiMn gorosopamu Poccuiickon ®egepaumn, B TOM vucne EAnHON KOHBEHLIMEN O HapKOTUYECKUX
cpenctBax 1961 roga v KoHBeHLMeN 0 NCMXOTPONHbIX BewlectBax 1971 roaa.

(MoanyHkT gononHuTensHo BktoyeH ¢ 1 nionsa 2015 roga PeaepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-93)

2. d>apmaL|,eBT|/|quKaﬂ Cy6CTaHLLI/I9|, npoun3BeaeHHaa anda peann3auumn, MoOXeT ObITb BKIOYEHA B FOCYAARCTBEHHbIN PEECTR
JNeKapPCTBEHHbIX CPEeNCTB Ha OCHOBaHWUW 3adABIIEHUA paspa60Tq|/|Ka nnn npou3BoguTena nekapctBeHHOro cpeacrtea nnbo
YNOJTIHOMOYEHHOIoO UMM ropngn4eckoro nuuda npu ycnosun nposeneHnAa B OTHOLWEHUN Takomn d)apmaueBqueCKon Cy6CTaHLLI/II/I
QKCNepTn3bl Ka4vyecTBa cbapmau,eBTqueCKon CyGCTaHLI,I/IVI B nopdake, yCtTaHOBJIEHHOM cratben 34 Hactosulero PenepanbHOro
3akoHa. B oTHoweHun (bapmauesmqecmx Cy6CTaHLI,I/IIZ, npoun3BeneHHbIX Ona peanu3auun, B rocyaapcCrBeHHOM peecTtpe
JNEKAaPCTBEHHbLIX CPENCTB COAEPXUTCA cneayrolan VIH(bOpMaLJ,M‘ilI

1) HaMmeHoBaHWe (papMaLeBTUYECKON cybcTaHuuM (MeXayHapoaHoe HenaTeHTOBaHHOe, WM TpynnyMpoBOYHOE, UMK
XMMMWYECKOE U TOProBoe HaMMeHoBaHUSA);

2) HaMMeHoBaHue, agpec npous3BoauTens apmaueBTUYECKON CyOCTaHUMKM, a Takke B OTHOLUEHUWN JeKapCTBEHHbIX
CpeacTB Ansi MEOULMHCKOTO NMPUMEHEHUsI CBEOEHUS O perucTpaumMm npovsBoauTens apmMaueBTUYecKon cybcTaHuumn B
KayecTBe HanoronnaTenblinka B CTpaHe permcrpauumn (4ns poCCUIACKMX IOPUANYECKUX NN - MOEHTUPUKALMOHHBLIA HOMEP
Hanoronnatenbwmka (MHH), ona nHOCTpaHHbIX IOPUOUYECKUX NULL - CTpaHa perncTpauum, HamMeHOBaHUe PerncTpypyroLLero
opraHa, permcTpaLuoHHbIA HOMEP, KO HanoronnarenbLimka B CTpaHe peructpawmm (MHKoprnopauum) unm ero aHarnor);

(MyHkT B pegakuun, BBeaeHHon B aenicteue ¢ 1 aHBapa 2018 roga ®enepanbHbiM 3akoHOM OT 28 nekabpa 2017 roga N
425-03. - CM. mpeablayLLy0 PeAAKLIMIO)

3) CpoK rogHOCTU (hapmMaLeBTUYECKON CyOCTaHLMuY;
4) ycnoBus XxpaHeHus bapmaueBTUYECKON CybCcTaHLmMu;

5) Homep hapmakoneiHol cTaTby NMBO B Criyyae ee OTCYTCTBMS HOMEP HOPMAaTUBHOW JOKYMEHTaUMW UM HOPMaTUBHOIO
[OKYMEHTa;

6) Hanuune apmaueBTUYecKon cybcTaHuMM B NepevyHe HapKOTUYECKUX CpeacTB, MCUXOTPOMHbIX BELECTB U UX
NPEeKypcopoB, nognexawmx KoHTpono B Poccuinckon Pegepaumm, B COOTBETCTBMM C 3aKOHOOATENbLCTBOM Poccumnckon
dPegepauunn, mexgyHapogHbiMu goroBopamu Poccuiickon depepauun, B Tom yncne EOMHON KOHBEHLIMEN O HaRPKOTUYECKMX
cpeactBax 1961 roga n KoHBeHUmMelN 0 NcuxoTponHbix Bewecteax 1971 roaa;

7) pata BKNOYEHUs dapMaLeBTMYECKOW CyOCTaHUMW B [OCYAAPCTBEHHbLIM PEECTP JEKapPCTBEHHbLIX CPeacTB, AaTa
BHECEHUS] UBMEHEHUI B OOKYMEHTbI hapMaLeBTMYECKOM CyOCTaHUuK, gaTta UCKoYeHns dapmMaleBTUYeckon cybcTtaHumm ma
rOCYy[apCTBEHHOIO peecTpa NeKapCTBEHHbIX CREACTB.

(YacTtb 2 B pepakuvn, BBeaeHHoun B fenctaue ¢ 1 uona 2015 roga PenepanbHbiv 3aKkoHOM OT 22 fekabpsa 2014 rona N
429-®3. - Cm. NpeablAyLLYIO PefaKLmIo)

3. Mopsigok BeAeHWst FOCyAapCTBEHHOIO peecTpa NeKapCTBEHHbIX CREACTB AN MEAMUMHCKOrO MPUMEHEHMST U NOPSiLoK
BeEHUs] [OCY[apCTBEHHOIO peecTpa NeKapCTBEHHbIX CREACTB ANl  BETEPUHAPHOIO MPUMEHEHUs  YTBepXKAalTCs
COOTBETCTBYHOLLMM YMNONHOMOYEHHBLIM dheaepanbHbIM OpraHOM UCMONHUTENbHON BNacTu.

KommeHTapum k ctatbe 33
CTATbA 34. BKITIOYEHUE B FOCYNAPCTBEHHbIV PEECTP NEKAPCTBEHHbIX CPE[ICTB U UCKIMTIOYEHUE
U3 TOCYNAPCTBEHHOIO PEECTPA NEKAPCTBEHHbIX CPEACTB ®APMALIEEBTUYECKOW CYBCTAHLIUM,
NMPOU3BEOQEHHON ONA PEANU3ALUU
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06 ob6palLeHun nekapcTBEHHbIX CPEACTB (C u3MeHeHnsMmn Ha 4 aBrycTta 2023 roga) (pepakuusi, aencreytowas ¢ 1 ceHTabpsa 2023 CTtpaHuua 69
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

(HammeHoBaHuve B pegakuuu, BeegeHHon B aencteue ¢ 1 niona 2015 roga ®enepanbHbiv 3akoHOM 0T 22 Aekabpa 2014 rona N
429-03. - CM. NpeablAyLLYI0 PDEAAKLIMIO)
1. Ona BkntoyeHus capmaueBTMyeckon cybcTaHumMu, NPoOu3BEOEHHOW ONs peanu3auun, B [OCYAAPCTBEHHbLIV PEeecTp
NEKapPCTBEHHbIX CREACTB, NPOBOAUTCS 3KCNEpPTM3a ee KadecTaa.
(YacTtb B pegakuuun, BBegeHHomn B aencrtene ¢ 1 nonsa 2015 roga degepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-
@3. - Cm. npeablayLyo peaakuuo)

2. JkcnepTm3a KayecTBa yka3aHHOM B Yactv 1 HacTosdulel cratby dapMaueBTUYECKOM CyOCTaHUMKW, COCTaBreHue
KOMUCCUEN IKCMEPTOB 3aKNOYEeHUN Mo pesynsratam 3TOW 3KCNEepTU3bl U MX HanpasrieHue B YMNONTHOMOYEHHbIN dhefepanbHbIn
OpraH NCMONMHUTENbHOW BMAacTU OCYLLECTBSIOTCA B CPOK, HE MPEBbILLAOWMNI WEeCTUAECATU pabounx AHEN CO OHSI NonyyYeHus
3KCMEepPTHbIM yuYpexaeHNneM COOTBETCTBYIOLLEro 3aaHus YNOorTHOMOYEHHOro dheaepanbHOro opraHa UCMNONHUTENbHOW BNacTn u
crnegyloLwmnx AOKYMEHTOB (CBeAeHWI):

(AB3au B pegakumu, BBegeHHon B aericteue ¢ 1 sHBaps 2021 roga PenepanbHbiM 3akoHOM OT 27 fekabpsa 2019 rona N
478-03. - CM. NpeabIAyLLYI0 PDEAAKLIMIO)

1) cBegeHus o gaTe nNpengocTaBeHUs U PErMCTPaLMOHHOM HOMepe NMULEH3MN Ha MPOU3BOACTBO NEKAPCTBEHHbLIX CPEACTB
UMM CcBedeHus O aaTte npedocTaBreHusl U pPerucTpauyoHHOM HOMepe 3akfiYeHUs O COOTBETCTBUM MNPOU3BOAUTENS
neKkapcTBEHHbIX CPefcTB TpeboBaHMAM MpaBuIl Haanexallen NpPoOU3BOACTBEHHOW MPaKTUKKU, BblAaHHbIX (MPesoCTaBneHHbIX)
YMNONMHOMOY€EHHbIM  dhefeparnbHbiM  OpraHOM WUCMONHUTENbHOW BNacTtu, B Clydae, ecn MPOW3BOACTBO JflEKAapCTBEHHOMO
cpeacTtBa ocyulectengaetcsa B Poccuiickon ®egepaunn;

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

2) Konusi OOKYMEHTa, BblAAaHHOMO YMOMHOMOYEHHbIM OpraHoM CTpaHbl MPOM3BOAMUTENS JeKapCTBEHHOrO CPeacTBa U
NMOATBEPXKOAOLWWEro paspelleHne Npon3BOACTBa NIEKAapPCTBEHHOIO CPEACTBa, U ero nepeBof Ha PYCCKUIN S13blK, 3aBEpPEHHbIE B
yCTaHOBINEHHOM MOpPsiAKE, a TaKKe KOMWS 3aKMoYeHMs1 O COOTBETCTBUM NMPOU3BOANUTENS NEKAPCTBEHHBLIX CPeACTB TpeboBaHUSM
npaBun Hagnexalien NPoU3BOACTBEHHOW NPaKTUKK, Bbl4AHHOMO YMNOMHOMOYEHHBIM dbeaepanbHbiM OpraHOM UCMONHUTENBHON
BMactu, nuMbo KOMUS peLUeHnst YMONMHOMOYEHHOro (efepanbHOro oOpraHa MWCMOMHUTENbHOM Bnactu O MNpoBeeHuu
WHCMNEKTUPOBaHUS MPOU3BOAUTENST NEKAapPCTBEHHONo CpeacTBa. YKalaHHble [OKYMEHTbl MPeACTaBnsloTCA B Cryvae, ecnv
Npon3BOACTBO NIEKaPCTBEHHOIO CpeacTBa OCYLLECTBNSETCs 3a npeaenamu Poccunckon ®enepaunu;

(MyHkT B pegakunn, BBegeHHon B aenctane ¢ 15 uioHa 2018 roga PenepancHbiM 3akoHoM OT 4 uioHa 2018 roga N 140-
®3. - CM. mpeabIAyLLY0 PEAAKLIMIO)

3) OOKYMEHT, coaepxaluuin criegytowme cBeaeHns o hapmaueBTnyeckon cybcraHumm:

a) HaMMeHoBaHWe hapmaLleBTUYECKOM cybCTaHLMN, ee CTPyKTypa, obLine CBONCTBA;

6) HaumeHoBaHWe 1 agpec NPon3BoAUTENS;

B) TEXHOMOIMSA NPOU3BOACTBA C ONUCAHUEM CTaZMn NPOU3BOACTBA U METOL0B KOHTPOMSA Ha BCEX CTaausax NPON3BOACTBA;
r) onnucaHue paspaboTku npoLecca NpoM3BOACTBa;

[) onMcaHue KOHTPONs KPUTUYECKUX CTafuMn npouecca Npon3BOACTBA U MPOMEXYTOYHON NPOAYKLMK;

€) DOKyMeHTarnbHoe NoATBepXXaeHWe (Banugauusi) NnpoLeccoB U (Mn) UX OLEHKa;

) CBOMCTBA U CTPYKTypa AENCTBYIOLLNX BELLECTB;

3) xapaKkTepucTuka npumecen;

1) cneundukaLmsa Ha hapmMmaueBTUYECKYO cybCTaHUmo U ee 060CHOBaHME;

K) aHanMTU4Yeckne METOAMKM, UCNOMb3yeMble NPY OCYLLECTBIIEHNM KOHTPOSS KadyecTBa hapmMaLeBTUYeckon cybctaHuuu;

N) [OKyMeHTallbHOe MoATBepXAeHue (Banuaauusl) aHanuMTUYeckux MeToauK, WCMOSb3yeMblX MpU  OCYLLECTBNEHUM
KOHTpOs KayecTBa hapMaLeBTUYecKoi cybcTaHLmm;
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06 ob6palLeHun nekapcTBEHHbIX CPEACTB (C u3MeHeHnsMmn Ha 4 aBrycTta 2023 roga) (pepakuusi, aencreytowas ¢ 1 ceHTabpsa 2023 Ctpanuua 70
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

M) pesynbTaThbl aHannsa cepui hapmauleBTU4ECKOM cybCcTaHumm;

H) NepeYeHb CTaHAapTHLIX 0Opa3L0B UMK BELLECTB, NCNOMb3yEMbIX MPU OCYLLECTBIEHUN KOHTPONS KayecTsa;
0) ONMcaHne XapakTePUCTMK U CBOWCTB YNaKOBOYHbLIX MaTepuanoB 1 YKYNOpPOYHbIX CPeACTB;

n) 4aHHble O CTabUNbHOCTU hapmaLueBTUYECKON CybCTaHLmMu;

p) CPOK rogHOCTY;

4) [OOKYMEHT, coepxalluMii CBedeHWst O perncrpauum npov3BOOUTENS NEKaApCTBEHHbIX CPeacTB Ans MEAMLIMHCKOro
NPMMEHEHMST B KadecTBe HamoronmatenbliMka B CTpaHe peructpauum (Ons  POCCUMCKMX — IOPUOUYECKUX nul -
MaeHTUMUKaLMOHHbIN HOoMep Hanoronnatenswuka (MHH), ona vHOCTpaHHbIX OpuaMYecKMX nul - cTpaHa perucrpauuu,
HanMeHOBaHWe pPerncTpupyroLlero opraHa, PerucTpauMOHHbIA HOMeEp, KoA Hanoronfartenbliuka B CTpaHe perucrpauuu
(MHKOpPNOpaUMK) UnNKn ero aHanor).

(MyHKT gononHUTENBLHO BKNtoYeH ¢ 1 aHBaps 2018 roga PenepanbHbiM 3akoHOM OT 28 aekabpsa 2017 rona N 425-93)

(HacTb B pegakuuun, BBegeHHon B gericteue ¢ 1 aHsaps 2016 roga ®enepanbHbiM 3akoHOM OT 22 aekabpa 2014 roga N
429-®3 (c M3MeHeHuaMU, BHeceHHbiMM PenepanbHbiM 3akoHom OT 13 wwonga 2015 roaa N 241-03). - Cm. npeabiayLyto
penakuuio)

3. [Ina npoBedeHnst 3KCNepTu3bl KavecTBa ykasaHHOM B Yactu 1 HacTosuler ctatbn hapmaueBTUYECKOM CyOCcTaHuum
3asBUTENb NpeacTaBndaeT B YNOMHOMOYEHHbLIN doegeparnbHbIi OpraH UCMOSTHUTESNbHOW BNacTu:

1) 3asBneHWe O BKIOYEHUM B [OCYAAPCTBEHHbLIM PEECTP JEKapPCTBEHHbLIX CPREACTB [AaHHOW dhapmauleBTU4ECKON
cybcTaHuup;

2) konus JOKYMeHTa, NOATBEMKAAILLEro ynnaTy rocyaapCTBEHHOW MOLLUNUHBI 3@ BKIOYEHWE B [OCYAaPCTBEHHBIN PEECTp
TIEKaPCTBEHHbIX CcpeacTB apmaueBTMYeckon cybcTaHumMM, Npou3BedeHHOW Ans peanusauun, nubo no cobCcTBEHHOW
MHUUMATMBE YyKasaHHbIM OOKYMEHT. B crnyvae ero HenpeacTtaBneHus 3asBuUTernemM YMNONHOMOYEHHbIV dhefepanbHbii opraH
MCMNONHUTENbLHOW BNacTu NpoBepseT dakT ynnathl rocy4apCTBEHHON MOLUNUHBI 3agBUTENEM C UCMOMb30BaHNEM MHGOPMaLUK
06 ynnarte rocyaapCTBEHHOM NOLUNUHBI, coAepxallencsa B [ocyaapcTBEHHON MHOPMALIMOHHOM CUCTEME O rOCYAapPCTBEHHbIX U
MYHMUMNAnNbHbIX NraTexax, Ha OCHOBaHUW NpeACcTaBMneHHOM 3asdBUTENEM KOMUW [OOKYMeEHTa, MOATBepXdatollero ynnarty
rocygapcTBeHHON MOLUSINHBI;

(MyHKT B pegakuuun, BBegeHHon B genctane ¢ 1 uonga 2015 rona PeaepanbHbiM 3akoHOM 0T 22 Aekabpsa 2014 rona N 429-
®3. - Cm. NpeapblayLLyo PeaaKLmIo)

3) AOKYMEHTbI, YKa3aHHble B YacTW 2 HACTOsLeN CTaTbu;
(MyHKT B pegakunn, BBegeHHon B aencteume ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM oT 22 aekabpa 2014 rona N 429-
@3. - Cm. npeablayLyo peaakuuio)

4) 3asiBNeHne o Bblaaye paspelleHust Ha BBO3 B Poccuiickyto denepaumio KOHKPETHONM NapTUN He3aperncTpupoBaHHOIO
rnekapcTBEHHOro cpeacTBa, NpeAHasHa4YeHHoro s NpoBeaeHUsl ykasaHHOW 3KCnepTurabl.
(MyHKT gononHUTENBLHO BKNtoYeH ¢ 1 nona 2015 roga PenepanbHbiM 3akoHOM OT 22 nekabps 2014 roga N 429-93)

3_1. B cnyyae HenpeacTaBneHWs C 3asiBIEHMEM O BKITHOYEHUW B FOCYAAPCTBEHHbLIN pPEecTp NeKapCTBEHHbIX CPeacTB
(papmaLieBTU4ECKOW CybCTaHLMN JOKYMEHTOB, NOATBEMKAAIOLLMX YNnaTy rocyAapCTBEHHOW MOLUMMHbBI U YKa3aHHbIX B OyHKTE 2
yactM 3 HacTosulel CTatbu, a Takke BblAaBaeMblX (NMPeLoCTaBNSAEMbIX) YMOMHOMOYEHHbIMU dedepanbHbIMU OpraHamm
WCMOMHMTENBHON BNacTu AOKYMEHTOB (CBeAEeHWUN), yKasaHHbIX B OyHKTax 1 M 2 YacTu 2 HacTosWen CTaTbu, YNOTHOMOYEHHbIN
denepanbHbIi  OpraH  WUCMONMHUTENBHOW  BMAcTU  3anpallMBaeT  yKasaHHble [OOKYMEHTbl (CBedeHus) B nopsiake
MEeXBEeAOMCTBEHHOrO MHAOPMALMOHHOIO B3auMOgeNCTBUS.

(YacTtb pononHutenbHoO BkNtoveHa ¢ 1 aHBapa 2021 roga PenepansbHbiM 3akoHOM OT 27 aekabps 2019 rona N 478-93)

4. B TeyeHue gecst pabounx gHeN Co OHA NPUHATUS 3asiBNIEHNSI O BKIIOYEHMM yKa3aHHOW B YacTy 1 HacTosien cTaTbu
hapmaLeBTNYeCckon cybcTaHLMM B FOCYAaPCTBEHHbIV PEECTP NEeKapCTBEHHbIX CREACTB U JOKYMEHTOB, NEPEUYNCIIEHHBIX B YacTu
1 v nyHKTe 2 YacTun 3 HacTosLlen CTaTby, YNONHOMOYEHHBIN defeparnbHbIi OpraH UCNONHUTENBHOW BNACTU:

(AB3aL B pegakuuun, BeegeHHon B gencteume ¢ 1 nona 2015 roga ®enepanbHbiv 3akoHoM OT 22 aekabpsa 2014 rona N 429-
@3. - CM. NpeablayLLyo peaakLmnio)
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06 ob6palLeHun nekapcTBEHHbIX CPEACTB (C u3MeHeHnsMmn Ha 4 aBrycTta 2023 roga) (pepakuusi, aencreytowas ¢ 1 ceHTabpsa 2023 CrtpaHuua 71
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

1) NpoBOAUT NPOBEPKY NOMHOTHLI 1 AOCTOBEPHOCTM AaHHbIX, COAEPXKALLMXCA B NPEACTaBNEHHbLIX 3asBUTENEM AOKYMEHTAX;
(MyHKT B pemakuun, BBeAeHHoW B AencTene PenepanbHbiM 3akoHOM OT 25 HoAbpsa 2013 roga N 317-93. - Cm.
NREeAbIAYLLYI0 PeAaKLMIo)

2) NnpuHMMaeT pelleHMe O HanpasneHuM B 3IKCMEepTHOe yupexaeHue 3afaHus Ha npoBedeHMe 9KCMepTU3bl KayecTsa
yKka3aHHoOW B YacTu 1 HacToALIeN cTaTby hapMaLeBTUYECKON CyOCcTaHLUMM unm o6 oTkase B TaKOM HanpaBneHuu;

3) yBeooMnsieT B 9MEKTPOHHON WM MUCbMEHHON hopme 3asiBUTENs O MPUHATOM pELUEeHUU UMM B CryYae oTkasa C
yKa3aHueM Npu4YMH Takoro otkasa.

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

4_1. B Clny4yae BbldBIIeHNA HeOgOCTOBEPHOCTU cBeaeHun, coaepxaluxca B npencrtaBlieHHbIX 3adBuUTernemMm martepuanax,
yl'IOJ'IHOMO'-IeHHbII7| cbe,u,epaanbn?l opraH NCMOSTHUTENBLHON BRAcTU HanpaendaeTt 3adaBUTENO 3anpoc ob YTOYHEHUN YKa3aHHbIX
CBEAEHNN. ﬂaHHbII;I 3anpoc MOXeT ObITb nepegaH ynofIHOMOYEeHHOMY npeactaBUTENo 3adaBuUTenada InNUYHO No4 pPacnucky,
HanpaeneH no no4vte 3aka3HbiM MMCbMOM U nepegaH B 3ﬂeKTpOHHOI7I d)opme Nno TeNIeKOMMYHUKAUNOHHbIM KaHanam CBA3N. B
Cny4yae HanpaeneHnda OaHHOro 3anpoca no no4vte 3aka3HbiM MMCbMOM OH CHUTAETCA NOJTy4YEeHHbIM MO NCTEYEHUN LLEeCTn OHen ¢
OaTtbl HanpaBleHnA 3aKa3Horo n1ucbma.

(YacTtb gononHUTENbLHO BKoYeHa PeaeparnbHbiM 3akoHOM OT 25 Hosbps 2013 rona N 317-93)

4 2. 3asBuTenb 06s13aH NPeACTaBUTb OTBET HA 3aNpoC YNONHOMOYEHHOro heeparnbHOro opraHa UCMONMHUTENBHOM BNAacTu
B CPOK, He MpeBblIaKLWNiA AeBSHOCTa paboymx AHEeM CO AHA MNonyyYeHust faHHoro 3anpoca. Cpok, ykasaHHbIi B Yactu 4
HacToAlUleN cTaTbu, NPUOCTAHABNMBAETCS CO AHSI HAaNpaBneHusl 3asiBUTESNIO 3anpoca ynoSIHOMOYEHHOro dheaeparnbHOro opraHa
WCMOMHUTENBHOW BnacTy A0 AHS MOSNyYeHUss MM OTBETA Ha [aHHbLIA 3anpoCc M He YYUTbIBAETCS NPWU UCHUCIIEHUMM CpPOKa
3KCMepTn3bl KayecTBa hapmaLeBTUYeCcKon CybCcTaHuumM, HEMCNoNb3yeMOon NPU NPON3BOACTBE NeKapCTBEHHbIX NPenapaTos.
(Yactb gononHuTensbHO BKkNtoveHa PeaepanbHbiM 3akoHOM OT 25 HoAbps 2013 roga N 317-93)

5. OcHoBaHVeM Ans OTKasa B HanpaBfeHUM B 3KCMEPTHOE yypexaeHue 3adaHus Ha npoBedeHue 3KCnepTusbl KayecTsa
ykasaHHOW B Yactu 1 HacTosulen cTatbu apmMaueBTUYECKON CyOCcTaHuMM SABNAETCS HenpeacTaBneHue OOKYMEHTOB,
yKasaHHbIX B 4acTu 2 HacTosulen cTaTtbl, OTCYTCTBME WHOpMauuu, noaTeepxparLlen gakT ynnatbl rocygapcTBeHHOMN
NOLLMMHbI 3a BKIlOYeHMEe dapMaLeBTMYECKON cybCcTaHUMM, NPOM3BEAEHHON ANS peanusaumn, B FOCYOARCTBEHHbIN pPEecTp
NIEKapCTBEHHbIX CPeacTB, HenpeacTaBfeHWe 3asBuTeneM B YCTAHOBMEHHbIM CPOK OTBETa Ha yKasaHHbin B 4Yactm 41
HacToAlleNn CcTaTbM 3anpoc YMNONMHOMOYEHHOro dheaepanbHOro opraHa WCMONHUTENbHOW BRAcTM WNW NpeacTaBrneHune
OOKYMEHTOB, HE COAEPXALLMX NCYEPNbIBAIOLLENO NEpPeYHsi HEOOXOANMbIX CBEAEHUN.

(YacTb B penakunm, BBeaeHHow B aenctaue ¢ 1 uionsa 2015 rona PenepanbHbiv 3akoHOM 0T 22 nekadpa 2014 rona N 429-
®3. - CM. npeapIayLLyio peaakLmio)

6. B TeueHne naTHaguatu paboumx OHEW CO AHA MONyYeHUs peLueHust YMorHOMOYEHHOro dedepanbHoro opraHa
WCTONMHUTENBHOW BRAcTU O HanpaBMNeHUM B IKCMEPTHOE YYpexXAeHUe 3adaHus Ha MpoBedeHMEe 3KCMepTu3bl KavecTBa
yKka3aHHOMW B YacTy 1 HacTodulen cTratbu ¢apmMaueBTU4ecKoW cyOCcTaHUuMM 3asiBUTENb MPEACTaBMsieT B 3KCMNepTHOe
yupexaeHue Ons nNpoBeAeHUsl AaHHOW 3KcnepTusbl obpasubl hapMaLeBTUYeCKOW CyOCcTaHUMM B KONMYECTBE, HEOOXOOAMMOM
ONsi BOCNPOU3BEAEHUS METOA0B KOHTPOSS KayecTBa. JKCNEPTHOE yuYpexaeHne npu nomnyvyeHnn obpasLoB ykasaHHOM B Yactu 1
HacTosAulen cTatbu (apMaueBTUYECKOM CcyOCTaHUMM BblOaeT 3asiBUTENO AOKYMEHT, MOATBEPXKOAIOLWMUA MONyyYeHne 3ThX
obpa3uyos, 1 B CPOK, HE NPEBbLILAKLWNA Tpex pabounx gHeNn, yBeAOMIISAET B SMEKTPOHHOW MW NUCbMEHHON dhopme 06 3ToM
YNOMHOMOYEHHbIV dhefepanbHbIi OpraH MCMONMHUTENBHOW BNacTW. OTU CPOKWM He BKMKOYalTCs B CPOK NpoBeAeHUst OaHHOW
3KCNepTM3bI.

(YacTtb B pegakuuun, BBegeHHoun B aenctene ¢ 1 nonsa 2015 roga degepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-
®3. - C™. npeapiayLLyo PeAAKLNI)

7. [lOKyMeHTbI, NOCTYMNMBLLWE B 3KCMNEPTHOE y4ypexaeHue Ansi NpoBeAeHMs 3KCNepTusbl KavyecTBa ykasaHHOM B Yactu 1
HacTosulen cratbu apmaleBTMYeckon cybcTaHuum, noanexar BO3BpaTy B YMNOMHOMOYEHHbIM deaepanbHblil  opraH
WCMOMHUTENBHOW BNacTh OQHOBPEMEHHO C 3aKMOYEeHUAMN NOo pesyrnsratam NpoBeAeHHON 3KCNepTU3bl.

8. B cpok, He npeBbIIALWUA NATU paboumx OHEN CO OHS MOMyYeHUs 3aKIMOYEHUsT KOMUCCUM SKCMEPTOB MO pesyrbratam
3KCMepTu3bl KavyecTBa YyKa3aHHOW B YacTm 1 HacTodulen cTatbu apMaueBTUYEeCKOW CyOCcTaHUMKM, YMNONMHOMOYEHHbIN
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denepanbHbIi OpraH UCNOMHUTENBHON BNACTU:

1) oCyLEeCTBNAET OLEHKY Takoro 3akfiouyeHust ONns onpeferieHnusl ero COOTBETCTBMSA 3adaHuio Ha MnpoBefeHune AaHHOW
3KCMNepTU3bI;

2) NpuHMMaeT pelleHne O BKIKYEHWMM YyKaszaHHOW B YacTu 1 HacTosuwlen cratbu dapMaueBTUYecKkon cybcTaHumu B
rOCYy1apCTBEHHbIN PeecTp NEKAPCTBEHHbIX CREACTB UNM peLleHne 06 oTkase B TAaKOM BKITHOYEHWN;

3) BHOCUT MpU NPUHATAM pPELUEHUs O BKIIOYEHMM YKa3aHHOW B YacTn 1 Hactodulen cratby ¢apmaleBTU4EeCcKown
cybCcTaHuuM B TOCYAaPCTBEHHBIN PEECTR NEKapPCTBEHHbIX CPEACTB MPeoyCMOTPEHHYH0 YacTbito 2 cTatb 33 HacTosAulero
denepanbHOro 3akoHa MHGMOPMALIMIO 1 YBEAOMIISIET 06 STOM B 3NIEKTPOHHOW MW NMMCbMEHHON hopMe 3asBuUTens.

(MyHkT B pegakumm, BBeaeHHou B aericteue ¢ 1 uonst 2015 roga PenepanbHbiM 3akoHOM 0T 22 nekadpa 2014 rona N 429-
®3;_B pepakumu, BBegeHHoN B aenicteune_c 28 nekabps 2019 rona ®enepanbHbiM 3akoHOM OT 27 nekabpa 2019 rona N 462-
®3. - CM. npeaplayLLyio peaaKLmio)

9. OcHoBaHVeM Ansi OTKa3a BO BKIHOYEHWUM yKka3aHHOW B YacTu 1 HacTosuleln cTtatby hapmaleBTUYECKON CyOCTaHUMK B
[OCYOAPCTBEHHbIV PEECTP  NIEKapPCTBEHHbIX CREACTB  SIBMSIETCA  3aK/OMeHMEe COOTBETCTBYHOLLErO  YMONTHOMOYEHHOro
defepanbHOro opraHa WUCMONHUTENBHOW BRacT O TOM, YTO KayecTBO hbapmaleBTUYECKON CyOCTaHUMM He MOATBEPXOEHO
Nony4YeHHbIMU AaHHbIMM.

(HacTtb pononHUTenbHO BKNoYeHa ¢ 22 Hoabpa 2014 roga PeaepanbHbiM 3akoHOM OT 22 okTabpa 2014 rona N 313-93; B
pefakumu, BeeaeHHon B genctesne ¢ 15 uoHa 2018 roga PenepanbHbiM 3akoHOM OT 4 umioHa 2018 roga N 140-93. - Cwm.
0ReAbIAYLLYI0 pefakumio)

10. He ponyckaeTcsa BKOYMEHWE B TOCYAAPCTBEHHbLIN PEECcTp NEeKapPCTBEHHbLIX CPEACTB OA4HOM (hapMaLeBTUYECKOMN
cybCcTaHuMKn, NpoOM3BEAEHHON ONsi peanu3auun U BbiNyCKaeMOW OOHUM M TEeM Xe npousBoguTenem, B Buae AByx u bonee
peecTpoBbIX 3anncen.

(YacTtb pononHuTenbHO BrtoveHa ¢ 1 utons 2015 roga PenepanbHbiM 3akoHoM OT 22 fekabpsa 2014 roaa N 429-03)

11. BHeceHue u3ameHeHWi B [OKYMEHTbl Ha (apMaueBTUYECKYD CyOCTaHUMIO, MPOM3BELAEHHYI Ans peanusauum u
BKITHOUYEHHYIO B FOCYAAaPCTBEHHbIV PEECTP NEKARPCTBEHHbIX CREACTB, OCYLLECTBNSAETCA B NOpsaKe, yCTaHOBNEHHOM cTatbamu 30
n 31 Hactodulero denepanbHOro 3akoHa, C YNnaTton rocyaapCTBEHHOW MOLUMAMHBI, NPegyCMOTPEHHOW 3akoHOAaTenbCTBOM
Poccuiickon denepauum o Hanorax u cbopax.

(YacTtb pononHuTenbHO BrtoveHa ¢ 1 utons 2015 roga ®enepansHbiM 3akoHoM OT 22 fekabpsa 2014 rona N 429-03)

12. [onyckaetcs obpalleHne dapmaueBTU4eckmx cybcTaHuMi, Npou3BEeOEeHHbIX ANs peanu3auuu, B TevyeHue cTa
BOCbMWUAECATU OHEW 00 M NMOcne NPUHATUSA YNONHOMOYEHHbIM hedeparnbHbIM OpraHoOM UCMOMHUTENBHOW BNAcTU peLlueHus o
BHECEHUN U3MEHEHWN B AOKYMEHTbI Ha chapmaLleBTUYECKY0 CyOCTaHLMI0, NPON3BEAEHHYI0 AN peanu3aunn U BKIKOYEHHYO B
[OCYAAPCTBEHHbIN PEECTR NIEKARPCTBEHHbIX CREACTB.

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

13. PeweHne 06 MCKMOYEHUM U3 TOCYLAPCTBEHHOIO pPEEeCcTpa NEKAPCTBEHHbLIX CREACTB hapmMaueBTMYeckon cybcTaHumum,
npou3BedeHHON Ans peanusaumu, NpUHUMaeTCs YMNONHOMOYEHHbIM defeparbHbIM OpraHOM WCMONMHUTENBbHOW BRactu B
cnyvae:

1) npeAcTaBneHns COOTBETCTBYHOLLMM YNOMHOMOYEHHbIM heiepanbHbIM OPraHOM MUCTIOSNTHUTENBHONM BMACTU 3aKoYeHWst O
pvicke Unmn 06 yrpose XMU3HU UMK 300POBbI0 YernoBeka NGO XMBOTHOTO NPY UCMNONb30BaHUM NTEKAPCTBEHHOTO CPEACTBa;

2) nopayn pa3paboTyMKOM JIEKAPCTBEHHOIO CpeacTBa WNM  MpousBoauTENEeM FiekapCTBEHHOro cpefcTtBa  nnbo
YMNOMHOMOYEHHbIM UMW APYIMM  OPUANYECKUM FMLOM  3asiBreHuss o6  MCKMYeHMM K3  [OCYAapCTBEHHOrO peecTpa
fIeKapCTBEHHbIX CPEACTB (hapMaLeBTUYeckon cybcTaHuum, NponsBedeHHON Ansi peanusauuy;

3) otcyTcTBUS (hapMaueBTUYecKon cybcTaHuum, npov3BeeHHoM Ang peanusauum, B obpalweHun B Poccuiickon
denepauun B Te4eHne Tpex 1 bonee ner.
(YacTtb gononHuTenbHO BrtoveHa ¢ 1 utons 2015 roga PefnepansHbiM 3akoHOM OT 22 fekabpsa 2014 roaa N 429-03)

KommeHTapun Kk ctatbe 34
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CTATbA 35. NOBTOPHOE NPEACTABINEHUE NIEKAPCTBEHHOI'O NPEMNAPATA, HE MPOLUEALIENO
roOCYAAPCTBEHHOU PErMCTPALUU NEKAPCTBEHHbIX NMPEMAPATOB, HA TOCYOAPCTBEHHYIO
PEMMCTPALIUIO NEKAPCTBEHHbIX NMPEMAPATOB

(YTpatnna cuny ¢ 1 niona 2015 roga - PeaepanbHbin 3akoH oT 22 aekabpa 2014 rona N 429-93. - Cm. npeablayLuyo
peaakuuio)

KommeHTapum k ctatbe 35

CTATbA 36. OBXXANTOBAHUE PELLEHUA OB OTKA3E B BbIAAYE PA3PELUEHUA HA NMPOBEOEHUE
KNMAMHUWYECKOIO MCCNEOQOBAHUA NEKAPCTBEHHOI'O NPENAPATA, PELLEHUA OB OTKA3E B
rOCYOAPCTBEHHOW PEMMCTPALIUM NIEKAPCTBEHHOIO NPEMNAPATA, 3AKITIOYEHUSA KOMUCCUU
OKCMNEPTOB 3KCMNMEPTHOIO YYPEXOEHUA NI 3AKINTIOYEHUA COBETA MO 3TUKE

PelueHne cooTtBeTCTBYOLLErO YNOMHOMOYEHHOrO dpedepanbHOro opraHa UCMONHUTENbHOW Bnactu o6 oTkase B Bblgade
paspelleHnst Ha NpoBeJeHne KIMHUYECKOro 1ccneaoBaHns nekapCTBEHHOro npenapara, pelleHve ykasaHHoro degepansHoro
opraHa MCNonHUTENbHOW BnacTM ob oTkasze B rocygapCTBEHHOW perncrpauumM nekapCcTBEHHOro npenapara, 3akruveHue
KOMMCCUWN SKCMEPTOB 3KCMEPTHOrO yYpexaeHUs Unu 3aknveHne coBeTa Mo 3TMKe MOXeT OblTb 0bXxanoBaHO B Mopsiake,
YCTaHOBNEHHOM 3akoHopaTenbcTBOM Poccuiickon ®enepaummn. 3aknoveHme KOMUCCUN 3KCNEPTOB SKCMEPTHOIO YUPEXKOAEHMS O
B3aUMO3aMEHAEMOCTU JEKApPCTBEHHbIX MpenapaToB AN MEeOULUHCKOTO NPUMEHEeHWst nMubo O TOM, YTO FeKapCTBEHHbIV
npenapar Ans MeuUMHCKOrO MPUMEHEHMST HE SABNSAETCSH B3aUMO3aMEHSAEMbIM, MOXET ObiTb 06XanoBaHO AepxaTtenem unv
BNafenbLemM perncTpaumoHHOro YOOCTOBEPEHUS IEKApPCTBEHHOrO Mpenapata B YMNOMHOMOYEHHbIN dedeparnbHbii opraH
WCTONMHUTENBHOW BMacTU, KOTOPbIA MPUBMEKAEeT K PacCMOTPEHMIO YKa3aHHOW Xarnobbl MOOBEOOMCTBEHHbIE €My Hay4Hble
opraHusauuMm un obpasoBaTeNbHblE OpraHM3auunM BbICLLEro 0Opa3oBaHMsl, OCYLUECTBRSOWNE AeATeNbHOCTL B cdepe
obpalLeHns NekapCTBEHHbIX CPeACTB. 3aKoYeHNe KOMUCCUMUN SKCMEPTOB 3KCMEPTHOMO yupexaeHusl, obopMIIeHHOE No utoram
nepecMoTpa 06XarnoBaHHOMO 3aKMYEHUs 3KCNepTa, MOXET ObITb OCMOPEHO AepXXaTernem unu BragenbLeMm perncTpaLMoHHOro
YOOCTOBEPEHUS  NIEKApPCTBEHHOrO Mpenapata Nunbo  YNONMHOMOYEHHBIM  MMW  NMLUOM B NOPsSiAKe, YCTAHOBMEHHOM
3akoHogatenbctBom Poccuiickon ®depepaumn. Npu obxanoBaHWM peLLeHUA YNONMHOMOYEHHOro denepanbHOro opraHa
WCMOMHUTENBHOW BNACTW, 3aKIOYeHNs aKcnepTa Unm KOMUCCUM SKCMEePTOB IKCNEPTHOrO yUpexaeHUs, 3aknoveHns coseta no
3TUKe gepXaTenb unu Bnagenew perncTpaumoHHOro yaoCcToBepeHns fekapCTBEHHOro npenapara nMbo ynonHOMOYEHHOE UMK
nnuo BrnpaBe NpPeacTaBUTb pes3ynbTaThl KCNEPTU3bl NeKapCTBEHHOro npenapara, NPOTOKOMbl NOMYYEHHbIX aKKpeaUTOBaHHbLIMN
ucnbltTatenbHeiMK Nabopatopusmum (LeHTpamMm) pesynsTaTtoB uccrneoBaHui, UCIbITaHUN.

(Ctatbsa B pepakumn, 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. - Cm. npeablayLyo peaakuuo)

KommeHTapun k ctatbe 36

CTATbA 37. UHOOPMALUA, CBA3AHHASA C OCYLWECTBNEHUEM rOCYOQAPCTBEHHON PEMMCTPALIMA
NEKAPCTBEHHbIX NMPENAPATOB, UH®OPMALUA O 3APETMCTPUPOBAHHbIX NNTEKAPCTBEHHbIX
MPENAPATAX U NEKAPCTBEHHbIX NMPEMNAPATAX, UCKITIOYEHHbIX U3 TOCYOAPCTBEHHOIO PEECTPA
JIEKAPCTBEHHbIX CPE[ICTB

1. CoOOTBETCTBYIOLMIA YNONMHOMOYEHHbIA beaeparnbHbIii  OpraH UCMOMHUTENBHON BMAacTM  pas3MeLlaeT Ha CBOEM
oduuymnansHoMm cante B cetu "MHTepHeT" uHopmauuio, CBA3aHHY C OCYLLEeCTBNEHWEM rocydapCTBEHHOM perucrpaumm
NekapcTBEHHbIX MpenapartoB, B TOM 4ucre MNpoBeOEHWEM 3SKCMEepPTU3bl NEKApCTBEHHbIX CPeACTB (BKMoYas pesynsraTtbl ee
npoBefeHnst), WHoOpMaLND O 3aperucTpMpOBaHHbIX JIEKAPCTBEHHBIX Mpenapatax W JIeKapCTBEHHbIX Mpenaparax,
WCKITIOYEHHbIX M3 FOCYNARCTBEHHOIO pPeecTpa NeKapCTBEHHbIX CPeACTB, HE Mno3gHee Yem 4vepes NATb paboumx OHen co OHs
nony4eHns ynornHOMOYeHHbIM coegepanbHbiM OpraHoOM UCMONMHUTENBHON BNAacTM COOTBETCTBYOLLEN MHGhopMaLUN.

(Yactb B pegakuuu, BBegeHHon B aenctene ¢ 1 nonsa 2015 roga PegepanbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-
®3; B pegakumun, BBeaeHHon B gencteune ¢ 13 asrycta 2019 rona ®enepancHbiv 3akoHoM ot 2 asrycta 2019 rona N 297-93. -
Cm. mpeablayLyo pesakLmio)

2. CpokM ¥ nopsgok pasMelleHusl ykasaHHOW B 4actu 1 HacTosulen cratbu WMHGOPMaLuM yCcTaHaBnMBaloTCS
YMNONMHOMOY€EHHbIM dheieparbHbiM OpraHOM MCNOMHUTENbHOM BnacTu. MHdopmaums, ykasaHHasi B YacTu 1 HacTosLeN cTaTbu,
ABMNSAETCA OTKPLITOM 1 0BLLEeOCTYNHON U NPpeaoCcTaBNseTcsl 3aMHTepPecoBaHHbIM NMLaM B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuickon ®eanepaumn.
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(Yactb B pegakuuu, BBegeHHoun B aenctene ¢ 1 nonsa 2015 roga degepanbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-
@3. - Cm. npeablayLyo peaakLuio)

KommeHTapuu k ctatbe 37

MABA 7. KNMHUWYECKUE UCCIIEAOBAHUA NEKAPCTBEHHbBIX NMPEMNAPATOB And MEOAULIMHCKOIO
NMPUMEHEHWA, 0OIOBOP Ob UX NPOBEOEHUN, NMPABA NALUWEHTOB, YHACTBYHOLWUX B 3TUX
MCCNEOQOBAHUAX

CTATbA 38. KNMMHUWYECKUE UCCIEAOBAHUA NNEKAPCTBEHHbBIX NMPEMAPATOB Al MEAULUMHCKOIO
NMPUMEHEHWA

1. KnuHuyeckne wuccrnegoBaHWs NEKapCTBEHHbIX MNpenapaToB AN MeAUMUMHCKOTO MNPUMEHEHWsl, B TOM 4ucrne
MeXayHapodHble MHOIOLEHTPOBbLIE, MHOFOLEHTPOBLIE, MNOCTPErncTpaLMoHHble, MPOBOAATCS B OAHOM WM  HECKOSbKUX
MEAULIMHCKMX OpraHuM3aumsix B COOTBETCTBMM C MpaBuiiaMy Hagnexawenh KIMHUYECKOW MpaKTUKK, YTBEPXAEeHHbIMU
YMNONMHOMOY€EHHbIM dhefeparibHbIM OpPraHOM UCMONHUTENBHOM BNAcTW, COOTBETCTBEHHO B CreayHoLLmMX Lensix:

(AB3aL B pegakuun, BBegeHHon B gencteme ¢ 1 nona 2015 roga ®enepansHbiv 3akoHoM OT 22 aekabpsa 2014 rona N 429-
®3. - CM. npeaplayLLyo PeAaKLn)

1) ycTtaHoBneHue 6e3onacHOCTM nekapcTBEHHbIX NpenapaToB Afis 340pOBbIX 4OOPOBOMbLUEB U (MM) NEPEHOCMMOCTU UX
300pOBbIMM  AOOPOBONbLAMU, 33 WCKMHOYEHUMEM TakUX WCCNeNOBaHWA EeKapCTBEHHbIX NpenapaToB, MNPOM3BEAEHHbIX 3a
npegenamu Poccuiickon ®epepaunm;

2) noabop onTMManbHbIX OO3MPOBOK FEKAPCTBEHHOMO MpenapaTta M Kypca NedeHus Ansi NauuMeHToB C ornpenerieHHbIM
3aboneeaHneM, onTMMarbHbIX 403 U CXEM BaKUMHaLUW MMMYHOGMONMOrMYECKMMUN FEeKapCTBEHHBIMU NpenapaTaMu 340pOBbIX
A0bpoBoONbLEB;

3) ycTtaHoBneHve 6e3onMacHOCTU NeKapCTBEHHOrO npenapaTta U ero 3gEeKTUBHOCTM ANS NaLMEHTOB C ONpeAerneHHbIM
3aboneBaHuemM, npodunakTnyeckon apdeKTMBHOCTU MMMYHOOUOMOMMYECKNX FNeKapCTBEHHbLIX MpenapaTtoB Afis 340pOBbIX
AobpoBonbLEB;

4) n3yyeHne BO3MOXHOCTM PacCLUMPEHUs MoKa3aHWn Ans MeauLUMHCKOTO NMPUMEHEHWS! U BbISIBIIEHUS paHee HEU3BECTHbIX
NoGOYHbIX AENCTBUIA 3aperMcTPUPOBaHHbIX JIEKaPCTBEHHbLIX NpenapaTos.

2. B oOTHOWeEHMM BOCNPOU3BEAEHHbIX FEKAPCTBEHHBIX MpenapaToB Ans MeOUUMHCKOTO MpUMEHeHMs1 MpoBoaATCs
uccriefoBaHus  GMO3KBMBANEHTHOCTM U (MNKM)  TepaneBTUYECKOW 3KBMBANEHTHOCTM B  MOpsSiAKe, YCTAHOBMEHHOM
YNONMHOMOYEHHbIM (hefeparnbHbIM OPraHOM UCMONMHUTENBHON BMacTU.

3. OpraHusaumio NPoBEAEHUS KITMHUYECKUX UCCIeNO0BaHWI NekapCTBEHHOro npenaparta Ans MeaUUMHCKOro NpuMeHeHust
BNpaBe OCYLLECTBNSATh:

1) pa3pa60TqV||< NeKapCTBEHHOro npenapara uin yrnoysiHoMmo4eHHOe UM JNnulo;

2) obpa3soBaTenbHble OpraHu3auuu BbICLLIEr0 00pa3oBaHUs, OpraHM3auuM OOMOMHUTEMLHOMO NPOMECCMOHaNbLHOro
obpasoBaHus;

(MyHKT B pepgakumun, BBeAeHHou B aenctene ¢ 1 ceHTaops 2013 roga PenepanbHbiM 3akoHoM oT 2 utonsg 2013 roga N 185-
®3. - CM. mpeablAyLLY0 PEAAKLIMIO)

3) Hay4HO-nccnegoBartesnbCkme opraHn3aduin.

4. KnnHunyeckne nccnegoBaHusa NekapCTBEHHOro npenapata ang MeauumHCKOro NnpMMeEHeHMs NpoBOASATCS HA OCHOBaHUK
paspelleHnss Ha NpPOBEeAEHME KIIMHUYECKOro WCCreaoBaHus NEeKapCTBEHHOro npenaparta, Bbl4aHHOMO  YMONTHOMOYEHHbIM
tepgepanbHbiM OpPraHOM UCMOMHUTENBHOM BNAcTU. YMNOMHOMOYEHHbIN hefepasibHbIi OpraH WUCMOMHUTENbHOW BracTu BeadeT
peecTp BblaHHbLIX paspelleHuidi Ha NpoBedeHMEe KIMMHUYECKUX WCCReqoBaHWMI NEKapCTBEHHOro npenapara, COoAaepaliuini
yKasaHue Ha MX Lernb Unn LUenu, B yCTaHOBITIEHHOM 3TUM OpraHOM MopsigKe.

(YacTtb B pegakuuun, BBegeHHom B aenctene ¢ 1 nonsa 2015 roga degepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-
®3; B pemakumun, BBegeHHon B gencteue PenepanbHbiv 3akoHoM oT 13 utonga 2015 roaa N 241-93. - CM. npenblayLyto

[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#A7S0NG
http://docs.cntd.ru/document/420272335#8Q80M3
http://docs.cntd.ru/document/420321621#A7A0N8
http://docs.cntd.ru/document/420241318#A800NI
http://docs.cntd.ru/document/420272335#8QE0M6
http://docs.cntd.ru/document/499030936#ABS0O5
http://docs.cntd.ru/document/499037947#A920NN
http://docs.cntd.ru/document/420241318#A820NJ
http://docs.cntd.ru/document/420287116#7DA0K5
http://docs.cntd.ru/document/420288129#8Q40M0

06 ob6palLeHun nekapcTBEHHbIX CPEACTB (C u3MeHeHnsMmn Ha 4 aBrycTta 2023 roga) (pepakuusi, aencreytowas ¢ 1 ceHTabpsa 2023 Ctpanuua 75
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

penakuuio)

5. Yactb ytpatuna cuny ¢ 1 monsa 2015 roga - PenepanbHbii 3akoH OT 22 pekabpa 2014 roga N 429-93. - Cwm.
OREAbIAYLLYI0 PeAaKLnIO.

6. K opraHusauum npoBeaeHust KIMHUYECKMX UCCredoBaHuWii NiekapCTBEHHOro npenapaTa Ans MeaUUMHCKOro NpuMeHeHust
pa3paboTyMKOM JeKapCTBEHHOro npenapata MOryT MpUBREKaTbCs lopuandeckMe nuua nobol opraHvM3auMoHHO-NPaBoOBOW
hopMbl Npu ycroBum obecrnedeHrst COOTBETCTBMS 3TUX UccrefoBaHuii TpeboBaHuaM HacToswero degepanbHoro 3akoHa.

7. KnuHnyeckue ncenenoBaHns nekapcTBeHHbIX NpenapaTtoB AN MEOULMHCKOTO NPUMEHEHNS NPOBOAATCS B MEAMLIMHCKMX
opraHusaumsax, akKpeauTOBaHHbLIX YMNOMHOMOYEHHbIM beaepanbHblM  OpraHOM  UCMOMHUTENbHOW BnacTm B NOPSAKe,
ycTaHoBneHHoM [NpasutensctBoM Poccuiickon ®egepauun.

8. lNepeyeHb MeOMUMHCKMX OpraHv3auun, MMelLWwux npaBo MNPOBOAUTL KIMHUWYECKME WUCCMEedOoBaHWUS NeKapCTBEHHbIX
npenapaToB 4S9 MEAULMHCKOro NMPUMEHEHUS, U PeecTp BblAaHHbLIX paspeLleHnid Ha NpoBeaeHUe KIMHUYECKUX UccnegoBaHun
NeKkapcTBEHHbIX MNpenapaToB  OMNyOMMKOBLIBAOTCA W pasMeLlalTcs  YNONHOMOYEHHbIM  dhedeparnbHbiM  OpPraHoM
WCMNONHUTENBHOM BNacTu B YCTAHOBIEHHOM MM MopsaKke Ha cBoeM odhuumansHoOM cavte B ceTu "MIHTepHeT".

KommeHTapun K ctatbe 38

CTATbA 39. PELLEHUE O NPOBEAEHUU KITMHWYECKOIO UCCNEAOBAHUA NEKAPCTBEHHOIO
MPENAPATA And MEAULUUMHCKOIO NPUMEHEHUA

1. KnuHnyeckoe nccnegosaHne NNeKapCTBEeHHOro npenaparta gna MmeanumHCKoro npuMeHeHuna npoBoanTcA Ha OCHOBaHUU
pa3pewieHna Ha npoBegeHune KIMHUYECKOro uccnenoBaHna JekapCTBEHHOro npenapara, BblAaHHOIO YMNOJIHOMOYEHHbIM
c*)ep,epaanblM opraHom NCNONHUTENbBHOM BNacTn no pe3ynbratamM 3KCnepTu3bl OOKYMEHTOB, HeobxoammbIx And nony4yeHuna
pa3pelleHna Ha npoBegeHmne KnmMHN4ecKoro ncenegoBaHna nekapCTtBeHHOro npenaparta u 3TUYECKOWN 9KCNepTu3bl.

2. Ona nonyyeHust paspelleHus Ha NpOBEAeHME KIIMHWYECKOro WCCREeqoBaHUs JieKapCTBEHHOro npenapata Ans
MeOMLMHCKOro NMPUMEHEHUS 3asiBUTESb NpeACTaBnseT B YNONHOMOYEHHbIN dhefeparnbHblii OpraH UCNOSNHUTENBHON BRacTy:

1) 3asiBreHMe O BbiJaye paspelleHUsl Ha NMpPoBefeHME KIMHUYECKOTO MCCriefoBaHWs fieKapCTBEHHOro npenaparta ans
MeOMLMHCKOTO NMPUMEHEHUS;

2) KOMUN OOKYMEHTOB, MOATBEPXKOAAIOWMX YNnaTy rocyAapCTBEHHOMW MOLMMHBI 3a NpoBeAEeHUe 3TUYECKOW 3KCnepTusbl,
3KCMepTu3bl OOKYMEHTOB Ha JIEKapCTBEHHBIN npenapaTr Ans MOMyYeHWs paspelleHus Ha MpoBedeHMe  KITMHUYECKOro
uccrnenoBaHnst NMeKapCTBEHHOro npenapaTta Ans MeOUUUHCKOTO MPUMEHEHUs, 3a Bblgayy paspelleHus Ha npoBedeHue
KITMHUYECKOrO MCCneaoBaHUs NeKapCTBEHHOrO npenapaTta Ans MeOuUWHCKOTO MPUMEHEHMUs, 3a MNPOBedEHME SKCMepTU3bl
OOKYMEHTOB Ha NeKapCTBEHHbIV npenapaT Ans MonyvyeHusl paspelleHnst Ha NpoBeAeHne MexXayHapoaHOro MHOrOLEHTPOBOIO
KITMHWYECKOTO WCCNEeAoBaHUs NeKapCTBEHHOrO npenaparta Afs MeOUUMHCKOrO MPUMEHEHUs, 3a Bbigady paspelleHuss Ha
NpoBeAeHNEe MEeXAyHapOOHOro  MHOFOLIEHTPOBOIO  KIMHWYECKOTO  MCCMeOoBaHWsl  NIeKapCTBEHHOro  npenaparta  Aansi
MEeANLIMHCKOro NMPUMEHEHMS, 3a NpoBedeHMe STUYECKOM 3KCMepTU3bl, SKCNepTU3bl 4OKYMEHTOB Ha NeKapCTBEHHbIA npenapar
ONS MONyYeHus paspelleHnss Ha NpoBeAeHWe MNOCTPErMCTPaLMOHHOIO KIMHUYECKOrO WCCneaoBaHUsT JIeKapCTBEHHOIO
npenapaTta ans MeAuLMHCKOro NMpUMMEHEHMs!, 3a Bbiady paspelleHnss Ha NPOBEAEHUE MOCTPErUCTPALMOHHOIO KIMHUYECKOro
nccnenoBaHns NekapcTBEHHOro nNpenapara Ans MeguUMHCKOro NpUMEHeEHMS;

(MyHKT B pegakumm, BBeaeHHon B aenctene ¢ 1 aHeapsa 2021 roga PepepanbHbiM 3akoHOM OT 27 aekabps 2019 rona N
478-®3. - CM. mpeablayLLy0 PDeAAKLNI)

3) NPOTOKON KIIMHUYECKOrO MCCIegoBaHMs NeKapCTBEHHOrO npenapaTa ans MeanumHCKOro NpUMeHeHs:;
4) 6poLutopy muccnegosaTens;
5) MHpopMaLIMOHHBIN NUCTOK NALUEHTa;

6) cBegeHnss 06 omnbiTe paboTbl MccnegoBaTenen No COOTBETCTBYIOLIUM CMEeUnanbHOCTAM M UX onbiTe paboTbl no
NPOBEAEHNIO KIMHUYECKUX UCCMeSOoBaHNI;
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7) cBegeHus O MeOUUMHCKUX OopraHu3auusx, B KOTOpbIX npegnonaraetcs npoBedeHue KIMHUYECKOro WccneaoBaHus
nekapcTBEHHOro npenapara Ansg MeguuUMHCKOro NPUMEHEHUs1 (NOMHOoe W COKpalleHHOe HauMeHOBaHMWS, OpraHu3auMOHHO-
npasoBasi popma, MeCTo HaxoXOeHWUst U MECTO OCYLUECTBIEHUS AeATerbHOCTU, TenedoH, Tenedakc, agpec areKTPOHHON
NOYTbI KXA0W MEANLIMHCKON OpraHm3auun);

8) cBegeHus o npegnornaraemMbiX CPOKax MPOBEAEHUsS] KIMHUYECKOTO WCCREefoBaHUs NeKkapCTBEHHOro npenapaTa Aans
MeOMLMHCKOTO NMPUMEHEHUS;

9) Konuto gorosopa obsi3aTensbHoro CTpaxoBaHu4d, 3aKit4YeHHOro B COOTBETCTBUN C TUMNOBbIMU NpaBunamMmmn obsi3aTenbHoro
CTpaxoBaHuda, C YyKasaHuem npe,qeanon YUCNEHHOCTN nauueHToB, Yy4yacTBYyHOWMX B KIMHUWYECKOM KnccnegoBaHUn
NeKapCTBeHHOro npenaparta gna MmeauumMHCKOro npuMeHeHu4;

10) MHdOpMaLMIO O COCTaBe fekapCTBEHHOrO npenapaTa Ans MeAuLMHCKOro NpUMEHEHUS;

11) [QOKYMEHT, COCTaBIEHHbI MPOM3BOAMTENIEM JIEKapCTBEHHOrO nMpenapata Ans MeAWMUMHCKOrO MNPUMEHeHuUs U
cogepxaluii  nokasatenu (XxapakTepUCTMKM), a TakkKe CBEOEHUS O IeKapCTBEHHOM npenapaTte Ans MeAULMHCKOro
NPUMEHEHUS, MPOU3BEAEHHOM AN NPOBeAeHNUs KNMHUYECKUX UCCTenoBaHui;

12) cBegeHus o gate nNpegocTaBneHns U perncTpalMoHHOM HOMEpPE NMULEH3MN Ha MPOU3BOACTBO SIEKAPCTBEHHbIX CPEACTB
B Cryyae, ecniv Npov3BOACTBO NleKapCTBEHHOMO Npenapara ocyulectensietcs B Poccuiickon ®efgepaumm, unu ceefeHnst o gate
npenocTaBneHnst U PermcTpaumMoHHOM HOMeEpe 3aK/loMeHUs] O COOTBETCTBUWM MPOU3BOAMTENS JEKapCTBEHHOro npenaparta
TpeboBaHMsAM npaBun Hagnexawen Npou3BOACTBEHHOW MPaKTUKW, NPedoCTaBNEeHHOro YMNONIHOMOYEHHbIM OpraHOM CTpaHbl
npou3BoanTens nekapcTBEHHOro npenapara.

(MyHKT B pegakumu, BBegeHHoW B aenctene ¢ 15 noHsa 2018 roga PenepanbHbiv 3akoHoOM OT 4 uioHa 2018 roga N 140-
®3; B pegakumm, BBegeHHom B aencteme ¢ 1 aHBaps 2021 roga ®enepanbHbiv 3akoHoM oT 27 aekabpsa 2019 rona N 478-93. -
CM. NpeablAyLLYIo peaakLmio)

2_1. B cnyyae HenpencTaBneHnsi C 3asiBNIeHWEM O BblJayve paspelleHus Ha NpoBeAeHUe KITMHMYECKOro UCCreaoBaHus
NeKkapcTBEHHOro npenapata Anst MeOWUMHCKOrO MNpPUMEHEHUs! [OOKYMEHTOB (CBedeHWi), NOATBEPXOALWMX ynnaty
rocyapCTBEHHOMW MOLUMMHBI U YKa3aHHbIX B OyHKTE 2 4acTu 2 HACTOsALLEN CTaTbU, a Takke BblgaBaeMbIxX (MpegocTaBnsieMbiX)
YMONHOMOYEHHBIMU (befiepanbHbIMU OpraHaMu UCMOMHUTENbHOM BNacTM OOKYMEHTOB (CBEAEHMUN), yKa3aHHbIX B NyHkTe 12
YacTu 2 HacTosLllel CcTaTbW, YNONMHOMOYEHHbIN dedeparnbHbIi opraH WCMNOMHUTENbHOW BRacTu 3anpallvBaeT YyKa3aHHble
OOKYMeHTbl (CBeeHUs) B nopsake MexXBefOMCTBEHHOr0 MHOPMaLMOHHOIO B3auMogencTBuS.

(YacTb gononHuTensbHo BkNtoveHa ¢ 1 aHBapsa 2021 roga PeneparnbHbiM 3akoHOM 0T 27 nekadpa 2019 rona N 478-93)

3. B cpok, He npeBblalowWmi AT pabounx gHen co AHA NPUHATUSA yKa3aHHOro B NyHKTe 1 yacTu 2 HacTodulen cratbu
3asBNeHMs N HeobXoaUMbIX JOKYMEHTOB, YNONHOMOYEHHbIN befeparnbHbIi opraH UCNONHUTENBHOW BNacTu:

1) npoBOOUT NPOBEPKY NONMHOTbI WM AOCTOBEPHOCTU cBefeHun, cogepxalwunxca B npencrtabBlieHHbIX 3adaBUTENEM
OOKYMEeHTaXx;

2) NpUHMUMaET peleHne o npoBeaeHn IKCNepTudbl OOKYMEHTOB And nonyyvyeHuna paspeleHna Ha npoBeaeHune
KITMHUYECKOro UccrneaoBaHus NekapcTBEHHOro npenapata Ansg MeguuMHCKOro NpUMEHEHUsT N 9TUYECKOM 3KCMePTU3bl Unm 00
OTKa3e B nposeaeHnn ykal3aHHbIX 3KCNepTuns;

3) yBeOoMnsieT B 3MEKTPOHHON ¢hopMe unv Ha GyMakHOM HocuTerne 3asiBUTenst O MPUHATOM pelleHun nubo B criyyae
NPUHATUS peLleHns 06 oTKase Takke C ykasaHnem NpUYuH TaKoro OTKasa;

4) noarotaBnMBaeT W HanpaBnseT B OKCMNEpTHOE yYpexOeHWe M COBEeT MO OTMKe 3ajaHne Ha nposedeHue
COOTBETCTBYHOLLMX SKCMEPTUS.

4. B Cny4yae BbiABII€HUA HENONHOTbl U (I/IJ'II/I) HEeOOoCTOBEPHOCTU I/IHCbOpMaLLI/IVI, conepmal.u,elhc;l B npeacTtaBJieHHbIX
3adasuTenemM OKyMeHTax, yI'IOJ'IHOMO'-IeHHbII7I cbep,epaanblﬁ opraH WCMOMHUTENBbHON BNacTn HanpaBnaeT 3adaBUTENo 3anpoc 00
YTOYHEHUN yKaSaHHOVI VIHCbOpMaLI,I/II/I. [aHHbIN 3anpoc MOXeT ObITb nepegaH ynoyiHOMOYeHHOMY MnpeacTtaBUTENO 3adaBUTENA
JNIMYHO NoA4 pacnucKy, HanpasjlieH No no4yYte 3aka3HbiM nnucbMOM WM nepefaH B 3ﬂeKTpOHHOI7I (bopme no
TeNNeKOMMYHUKaUMOHHbIM KaHalnamM CBA3N. B CcnyyYyae HanpaslneHuAaA OaHHOro 3anpoca no no4vYte 3aka3HbiM NMUCbMOM OH
CHUTaETCA Nony4vYeHHbIM NO UCTEYEHUN LLEeCTUn OHewn ¢ pathbl HanpaslieHnAa 3aka3Horo nncbma. 3asButens 0b6a3aH npencraBnuTb
OTBET Ha 3anpoc ynosIHOMOYeHHOro d)e,u,epaanoro opraHa WCNONHUTENBHOW BNacTu B CPOK, He I'IpeBbILLIaPOLLI,VIVI OeBAHOCTa
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paboumx OHei co AHA ero nonydveHusi. Cpok, ykasaHHbI B YacTu 3 HacTosllel cTaTbl, NPUOCTAHABIIMBAETCA CO [AHS
HarpaereHusi 3asiBUTENO 3arnpoca YNoNHOMOYEHHOro dhefiepanbHOro opraHa UCMONMHUTENBHOM BRACTU A0 AHS NOMyYeHUs UM
COOTBETCTBYIOLLErNO OTBETA U HE YYUTLIBAETCS MPU UCHUCIEHUU CPOKa MPUHSATUS YNONMHOMOYEHHBIM hefeparnibHbIM OpraHoM
UCMOMHUTENBHOM BacTU pPeLleHnst O MPOBEAEHWMU SKCNEPTU3bl [AOKYMEHTOB [AJ1si MONyYeHUsl paspelleHns Ha npoBeneHue
KIMMHWUYECKOro UCCreaoBaHusl NEKapCTBEHHOTO Npenaparta Ans MeaMUMHCKOro NPUMEHEHWS.

5. OcHoBaHueM Onsi OTKasa B MPOBEAEHWM IKCMEepTM3bl AOKYMEHTOB Afs MOMyYEeHUs! paspelleHns Ha npoBeneHue
KITMHUYECKOrO NUCCreaoBaHNs NIeKapCTBEHHOIO npenapaTta ans MeguuUHCKOro NMPUMEHEHNS N 3TUYECKO SKCNepPTU3bl SIBNSAETCS
npeacTaBreHne LOKYMEHTOB, MPEAYCMOTPEHHbIX YacTblo 2 HAcCTosAUIEeW CTaTbW, B HEMNonHOM obbeme, HenpeacTaBneHue
3asiBUTENEM B YCTAHOBMEHHbIM CPOK OTBETa Ha YyKasaHHbI B 4YacTm 4 HacTosuwlen CTaTbW 3anpoc YMNOfHOMOYEHHOro
defepanbHOro opraHa UCMONMHUTENBHOW BracTn Nnbo OTCYTCTBME B MPEACTaBMNEHHbIX JOKYMEHTaX NCHEPMbIBAIOLLENO NEPEYHS
Heobxoanmon MHdopMauum unu nHdopmaLlmMm, Kotopasi AOrbkHa ObITb OTpaXeHa B HUX, @ Takke OTCYTCTBME MHbopmaumu,
noareBepKaatoLLen akT ynnaTbl rocyaapCTBEHHOW MOLWMNNHBI 32 NpoBeAeHUe STUYECKOM IKCNepTU3bl, IKCNEepPTU3bl JOKYMEHTOB
Ha neKapCTBEHHbIN MnpenapaTt Ans nofnyvyeHus paspelleHns Ha NpoBefdeHue KIMHUYECKOro UCCredoBaHWUs rnekapCTBEeHHOro
npenapata Ans MeaWUMHCKOro MNpUMEHEeHWs, 3a Bbldayy paspelleHns Ha MpoBeAeHMe KIMHMYECKOro KcCregoBaHus
nekapCcTBEHHOro npenapata And MeauUMHCKOro NpUMEHEHUs, 3a MpOBeAEeHMEe IKCMNepTU3bl JOKYMEHTOB Ha JieKapCTBEHHbIN
npenapat Ang nofyvYeHus paspelleHus Ha NpoBedeHVME MEeXOYHapoOHOro MHOFOLIEHTPOBOIO KIMHUYECKOro MCCregoBaHus
neKkapCTBEHHOro npenapata And MeauUMHCKOro MpUMEHEHMs, 3a Bblgadyy paspellueHus Ha npoBedeHue MeXayHapogHoro
MHOMOLIEHTPOBOIO KITMHUYECKOIO MCCNeaoBaHUS NIeKapCTBEHHOMO npenapaTta Ans MeauUMHCKOro NpUMEHEeHNs, 3a NpoBeaeHne
3TMYECKOWN 3KCNEPTU3bI, IKCMEPTU3bI AOKYMEHTOB Ha NEKapCTBEHHLIN Npenapar Ans NonyyYeHust paspeLleHnst Ha npoBedeHne
NOCTPErNCTPALMOHHOIO KMMHUYECKOrO MCCNeaoBaHNA NeKapCTBEHHOro npenapaTa ans MeguuuHCKOro NpUMeHeHus, 3a Bblgady
paspelleHnss Ha npoBedeHne MOCTPErMCTPaLMOHHOIO KAMHMYECKOrO WCCreaoBaHMsA NEKapCTBEHHOrO npenapata  Ans
MEOVLMNHCKOrO NPUMEHEHNS.

6. MNMpoBegeHne akcnepTn3bl LOKYMEHTOB AfNS NOMNyYEHUs paspelleHns Ha NPOBEeAEHME KITMHUYECKOro MCCrenoBaHus
NeKapCTBEHHOro npenapara ans MeguuMHCKOro NPUMEHEHNST N 3TUYECKOW 3KCMNepTM3bl, COCTaBIIEHNE KOMUCCUEN SKCMEPTOB U
COBETOM MO 3TMKE 3aKIYEHUIA O BO3MOXHOCTM MM HEBO3MOXHOCTM MPOBEAEHUS] TaKOro KIIMHUYECKOro MCCneaoBaHus u
HanpasneHne 3TUX 3aKNiYeHU B YNONMHOMOYEHHbIN dheaeparbHbii opraH UCNOMHUTENBHOW BAAcTU OCYLLECTBASATCA B CPOK,
He MpeBbllaWMIA Tpuauatn paboumx OHEN CO OHS MOMyYeHWst SKCMEpPTHbIM y4ypexaeHuem 3afaHusi YNormHOMOYEHHOro
denepanbHOro opraHa UCMOMHUTENBHOW BNacTu C NPUNOXeHNWeM AOKYMEHTOB, YKa3aHHbIX B nyHKTax 3, 4, 10 u 11 yactun 2
HacTosLleNn cTatbW, U COBETOM MO 3TUKE 3afaHusa YNONMHOMOYEHHOro defepanbHOro opraHa WCMOMHUTENbHOW Bractu C
NpUNoXeHNeM JOKYMEHTOB, yKa3aHHbIX B NyHKTax 3-6, 8 n 9 yacTtn 2 HacTosLleln cTaTbu.

7. B cpok, He npeBbllAWUA NATM paboumx OHENW CO OHS MOMyYeHUs1 3aKIOYEHUN, yKa3aHHbIX B YacTu 6 HacTosulewn
CTaTtbu, YNONTHOMOYEHHbIV dheaepanbHbIi OpraH UCNONHUTENBHOW BNacTu:

1) OCyLUEeCTBNAET OLEHKY NoCTynmMBLLUNX 3aKnYeHnn ans onpeneneHna nx cooTBeTCTBuUA 3adaHUAM Ha npoBeaeHue
COOTBETCTBYHOLLKNX S3KCNEePTU3;

2) NpMHUMaET pelleHne O Bblaaye pa3pelleHna Ha nposeneHne KInnHM4eCcKoro nccrnenoBaHnda nekapCcTtBeHHOro npenaparta
ana MeguumHCKOro npuMeHeHna nnm 00 oTKase B Bblgaye YKa3aHHOIo pa3peLlleHnd;

3) BblgaeT paspelleHVe Ha NpPoBeAeHUe KIUMHUYECKOTrO UccriedoBaHUsl NEeKapCTBEHHOrO npenapaTta Ans MeaUUMHCKOro
NpUMeHeHnsl Unn pelleHne o6 OTkase B Bblaaye yKasaHHOTO paspeLleHmnst ¢ yKka3aHWeM NMPUYMH OTKasa.

8. OcHoBaHveM [Anisl OTkasa B Bblgaye paspelleHnst Ha npoBedeHWe KIMHUYECKOrO MCCIeaoBaHuUs feKapCTBEHHOro
npenapara Ans MeavmuMHCKOro NpUMEeHEeHUs SIBNSETCS Hanuyme 3aKmoyeHUst KOMUCCUM SKCTIEPTOB MK 3aKIoYeHUsl coBeTa no
39TVKE O HEBO3MOXHOCTM NPOBEAEHUS KIMHUYECKOTO WCCNEAOBaHNA JeKapCTBEHHOrO npenapata Ans  MeaMUMHCKOro
NpUMeHeHWs1 No pesynsTaTam NPoBeAEHHbIX 3KCNEPTU3, MPEeaYCMOTPEHHBIX YacTbio 6 HACTOALLEN CTaTbU.

9. PeweHne 06 oOTkaze B NPOBEOEHUWN IKCMEPTU3bl [OKYMEHTOB ANs MOMyYEeHWs paspelleHuss Ha npoBedeHue
KITMHWYECKOro MCCredoBaHMs NEKapCTBEHHOrO npenaparta Ans MeguuMHCKOrO NMPUMMEHEHUS M STUYECKOM 3KCnepTusbl U B
BblJaye paspelleHnMsi Ha MNpoBedeHMEe KIMHUYECKOro WCCneaoBaHWsa INeKapCTBEHHOro npenapata Ans MeguumMHCKOro
NPUMEHEHU MOXET ObITb 06kanoBaHo B Nopsiake, YCTAaHOBINIEHHOM 3akoHoaaTenscTBoM Poccuiickon ®epepaumm.

(Ctatbsa B pepakunn, BBeaeHHon B gencteme ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM oT 22 aekabpa 2014 rona N
429-03. - CM. mpeablayLLYI0 peaakLmio)
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KommeHTapun K ctatbe 39

CTATbA 39_1. 3TUHECKAA IKCNEPTU3A

1. OTnyeckas 3KCnepTn3a npoBoanTCA COBETOM NO 3TUKE, COo3adaHHbIM B nopdaake, yCTaHOBJTIEHHOM YMNOJIHOMOYEHHbIM
cben.epaanblM opraHom NCNOMNHUTENBHOM BNacTu, B LENsx Bblgadn 3akntodeHms 06 atnyeckon 060CHOBaHHOCTU BO3MOXHOCTM
nposegeHna KInnHNM4eCcKoro nccrnenoBaHna nekapCcTtBeHHOro npenapara gnda MeanumMHCKoOro npuMmeHeHus.

2. OKkcneptamu coBeTa MO 3TMKE MOryT ObiTb MpeacTaBUTENU MEOULMHCKMX OpraHv3auui, HaydHbIX OpraHusauun,
obpasoBaTernbHbIX OpraHM3aLuMi BeiCLLEro 06pa3oBaHus, a Takke npeacTaBuTeNn OOLLECTBEHHbLIX OpraHn3aunin, pennrnosHbIxX
opraHusauum n CpeacTB MaccoBov MHopmauun. [JaHHbIe 3KCNepPTbl HE OOMKHbI HAXOAUTLCHA B Kakon-nnbo 3aBMCMMOCTM OT
pa3paboTyMKOB NEKAPCTBEHHbLIX NPenapaToB 1 APYrMxX NL, 3aMHTEPECOBaHHbIX B pe3yrbTaTtax 3TUYECKOM 9KCNepTU3bl.

3. Onnarta ycnyr 3SKCMepToB coBeTa MO 3TMKE OCYLLECTBIISIETCS Ha OCHOBaHWM [OroBOpa, 3aKMOYEHHOro Mexay
YNONHOMOYEHHbIM doefepanbHbIM OpraHOM MCTONHUTENBHOM BNacTu, KOTOPbLIM CO3aH COBET MO 3TUKE, U 3KCNepTOM COBETa Mo
3TVKe, 3a CYET GHOMKETHLIX aCCUMrHOBaHWI, NPedyCMOTPEHHbIX YNONMHOMOYEHHOMY dedepanbHOMY opraHy MCMONMHUTENbHOM
BacTW, KOTOPbIM CO34aH COBET Mo 3Tuke, B dbeaepansHoM GlofkeTe Ha COOTBETCTBYWOLUMIA rof Ha obecneveHue ero
AesTenbHOCTHM, B pasMepax, ycTaHoBMNeHHbIX [MpaeuTtenscTeoM Poccuiickoii denepauum.

4. 3|<cr|epr| COBeTa No 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOOATENNbCTBOM Poccuinckon (Deﬂ,epaLl,VII/I.

5. CocTaB coBeTa Mo 3TUKe, MNoroXeHue o6 3TOM CoBeTe, NOopAOOoK ero AeATeNnbHOCTU, TpeboBaHua K KBanudukaumm un
onbITy paboTbl MO 3KCMEPTHON OLEHKe HayyHblX, MeOWULMHCKUX W ITUYECKUX acnekToB KIMHUYECKUX WCCrnenoBaHui
nekapcTBeHHbIX NpenapaTtoB Ans MEeAMUMHCKOrO NPUMEHEHWs, NMpeabsiBnsemMble K aKcnepTam COBeTa Mo 3TuKe, NOopsiaok
opraHvM3auMnm U NpPoOBeAEHUs 3TUYECKOW IKCNepTu3bl, ¢opma 3akniyYeHUss coBeTa Mo ITUKE YCTaHaBNMBaOTCSH
YNOMHOMOYEHHbIM doefepanbHbIM OpraHoM UCMONMHUTENbHOW BnactTu. Yucno npeacraButenein MeguUMHCKUX opraHusauuii He
MOXET MNpeBbILaTh NOMOBUHY OT OBLLErO YMCna 3KCNepTOB COBETA MO ITUKE.

6. WHdopmauma o coctaBe coBeTa NO 3TUKe, NnaHax ero paboTbl U Tekywewn OesATENbHOCTM pasMellaeTcs Ha
omumanbHOM canTe yrnorTHOMOYEHHOro doefepanbHOro opraHa UCMNONMHUTENBHOW BracTu B ceTh "MIHTepHeT" B yCTaHOBIEHHOM
UM nopsake.

(CtaTtbs gononHuTenbHO BkMtoveHa ¢ 1 nionga 2015 roga PenepanbHbiM 3akoHOM OT 22 nekabps 2014 rona N 429-93)

KommeHTapun k ctatbe 39 1

CTATbA 40. NPOBEOEHUE KTMHWYECKOIO UCCINEAOBAHUA NEKAPCTBEHHOIO NPENAPATA AnNsA
MEOWLMHCKOIO NPUMEHEHUA

1. PykoBoguTenb MEOMUMHCKOW OpraHu3auum, KoTopasi MPOBOAUT KMAWMHWYECKOE UWCCrefoBaHWe JeKapCTBEHHOrO
npenapata Ans MeOWLMHCKOrO TMNPUMEHEHWs, HasHa4YaeT WCcCcrieqoBaTens, OTBETCTBEHHOIO 3a MpoBedeHMEe Takoro
nUccrnenoBaHns M MMEHLLEero nevyebHyo cneumanbHOCTb, COOTBETCTBYIOLLYHO MPOBOAMMOMY KIMHUYECKOMY WCCNeqoBaHMIO
nekapCcTBEeHHOro npenapaTta, co CTaxxeM paboTbl No NporpaMMam KIMHUYEeCKUX UCCIegoBaHUI NeKkapcTBEHHbLIX NpenapaToB He
MeHee 4YemM TpM roga WU MO ero NpPeanoXeHul HasHavyaeT couccregoBaTtene M3 4ucrna Bpadven 3ToM MeaULMHCKOWM
opraHusaumu.

(Yactb B pegakuuu, BBegeHHou B aenctane ¢ 1 nonga 2015 rona PenepanbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-
®3. - Cm. NpeapblayLLyo peaaKLmio)

2. NccnepoBaTtenb ocyulecTenaeTr Bbl60p nauyneHToB, KOTOpble N0 MeOUUMHCKMM NoKa3aHnAaM MOryT ObITb npuBreYvyeHbl K
y4acTuio B KIMMHNYECKOM nccrieaosaHnmn nekapCTtBeHHOro npenapara gna MmeauumHCKoro npuMmeHeHu4.

3. WccnepoBatenb M covccrenoBaTeny OOMmkHbl ObiTb O3HaKOMIIEHbI C pe3ynbTaTamyn JOKIUMHUYECKOTO MCCenoBaHust
neKapCcTBEHHOrO CpeAcTBa, coaepxalimmumcs B GpoLutope uccrefoBaTtensl, NPOEKTOM NPOTOKoma KMMHUYECKOrO UCCREenoBaHUs
neKkapcTBEHHOro npenapaTta Ans MeAUUMHCKOro NMpuMeHeHusl, pa3paboTaHHbIM pa3paboTyMKOM fekapCTBEHHOTO Mpernaparta
UMM UHBIM IOPUANYECKUM NIULIOM, MPUBIIEKAEMbIM K OpraHu3aumMmn NpoBeAeHUsl KIMHWYECKOro UCCNEenoBaHNs ieKapCTBEHHOrO
npenapara st MeQULUMHCKOTO NPYMEHEHUS, 1 ApYrMMU MaTepuanamy Takoro UCCreqoBaHus.

3_1. PykoBogutenb MeEOMLUVHCKON OpraHm3auum B CpPOK, He MpeBbIlalowuin Tpex pabounx OHe’W co AOHs Havana
npoBeaeHns KNMHNYECKOro NCCrnegoBaHns NeKapCTBEHHOro npenapara Ans MeauumnHCKoro npuMeHeHns, coobuaet od aTom 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 WCMONMHUTENbHOW 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 MeAULMHCKUMX OpraHn3aumii, B KOTOPbIX NPOBOAMUTCS KIIMHUYECKOE UCCIeOBaHVE;
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 npeBblaWuUA Tpuauatu padboumx OHEW CO OHS MOMyYeHUs1 yKasaHHOro B YacTu 4 HacTosulel cTatbu
coo6LLeHNsl, YMNONMHOMOYEHHbIM )eadeparnbHbli  OpraH  MCMOMHUTENbHOW BMAcTU  paccMaTpuBaeT 3TO COOOLleHue B
YCT@HOBMIEHHOM MM MOpsiAKE W MPUHMMAET pELUeHUE O BHECEHWM M3MEHEHUA B MPOTOKON KITMHWYECKOTO WCCIEeAoBaHUs!
NeKkapcTBEHHOrO Mpenaparta Ans MeaMUMHCKOro MNpUMEHeHMst unun ob oTkase BO BHECEHMM Takux U3MeHeHuin. [Mpwu
paccMOTPEeHUN COODLLEHNsT O HeoOXOOAMMOCTM BHECEHMSI M3MEHEHUA B MNPOTOKON  KIMHWYECKOro  MCCreqoBaHust
nekapcTBEHHOrO npenapara Anst MeaUUMHCKOro NMPUMEHEHUS B LIENsIX OLEeHKM 060CHOBAHHOCTM npeasiaraeMbiX U3MEHEHUI U
onpefeneHusl cTeneHyn pucka Ans NauueHTOB, MPUHUMAOLWUX yyYacTue B KIMHUYECKUX WUCCIELOBaHUSIX, YMNONMHOMOYEHHbIM
beepanbHbIM OpraHoOM UCMONHUTENBHOW BNacT MOMyT NPUBIEKATbCSt SKCNepPThbl COBETA MO 3TUKE.

(YacTtb B pegakuuun, BBegeHHoun B aenctene ¢ 1 nonsa 2015 roga degepanbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-
®3. - C™. npeapiayLLyo PeAAKLNI)

6. KnuHuyeckoe wccrnefoBaHMe NEKapCTBEHHOrO Mpenapata  Ans  MeAWUMHCKOTO  MPWMEHEHUst MOXeT ObiTb
NMPUOCTaHOBIEHO WM MPEKpaLLeHo, ecnm B MpoLecce ero npoBeaeHust obHapy)KeHa OmnacHOCTb ANS XKM3HW, 300POBbs
nauuMeHToB. B crnyyae BO3HWKHOBEHWSI OMACHOCTU AN KM3HW, 300POBbsl MauUWMeHTa, Y4YacTBYIOLWEro B  KIUMHUYECKOM
nccrnefoBaHUM NIeKapCTBEHHOMO mpenapaTta Ans MeauUMHCKOro MpUMEHEHUs], uccrenoBatenu obsizaHbl NPOMHGOPMMPOBaTHL
06 3TOM pyKoBOAMTENs MeOWULMHCKOM opraHusaummM W OpraHu3auuio, MONyYMBLLYK paspelleHne  YnofIHOMOYEHHOro
hepepanbHOro opraHa UCMONMHUTENBHOW BRACTM HA OpraHM3aumio NPOBEAEHUsT KITMHUYECKOro UCCNEefoBaHmWsl NIEKapCTBEHHOIO
npenapata. PelueHne O NPUOCTAHOBMEHUM KIMHUYECKOTO WCCELOBaHWS fiekapCTBEHHOro npenapata Ans MeauLMHCKOro
NMPUMEHEHMST MPUHUMAKOT PYKOBOAMTENb MEOMUMHCKOW oOpraHusaumm u (Mnu) opraHusauusi, MonyumBlias paspeLleHue
YNOSTHOMOYEHHOro  befepanbHOro  opraHa  WCMOMHUTENbHOW BRacTM  Ha  OpraHu3auuio  NPOBeAEeHUs  KIUMHWUYECKOro
MCCneqoBaHus NIekapCTBEHHOro npenapara Anst MeaunLMHCKOro NPMMEHEHWs, peLleHre O NpekpalleHun Takoro NccrnenoBaHus
NMPUHMMAET YNONHOMOYEHHbIV chegepanbHbIil opraH UCNONMHUTENBHOW BNAacTh HA OCHOBaHUM COOBLLEHNUSI B MUCbMEHHON dhopme
pyKOBOOUTENSA MEAULMHCKON OpraHu3auuyM WUnu opraHusaumsi, nonyyvmBllasi paspelleHue YrnonHOMOYeHHoro deaepanbHOro
opraHa MCMONHUTENBHOW BNacTW Ha opraHn3aumio NPoBeAEHUs KITMHWYECKOro 1CCreqoBaHus NnekapcTBEHHOro npenapara ans
MELMLMHCKOIo NpMMEHEeHUs1.
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7. B cpok, He npeBblWwawWmi NaTM pabounmx OHEN CO AHA 3aBepLUeHWsi, MPUOCTaHOBIEHWUS WK npekpalleHus
KNMMHWYECKOTO UCCNEeAOoBaHUSA NeKkapCTBEHHOro mnpenapata Ans  MeOuUMHCKOrO NpUMeHeHus, cooblleHne o6 3aTtom
HanpaBsnseTcs opraHn3auusaMuy, ykasaHHbiMU B YacTtu 3 ctatbn 38 HacTosuwero PeaepanbHOro 3akoHa, B YNOMHOMOYEHHbIN
dbepepanbHbIA OpraH UCMOMHUTENBbHOW BNAcTy MO YCTaHOBEHHOW UM dhopMe.

8. ®dopma cooOlieHMss O 3aBepLUEHUM, MPUOCTAHOBNEHUM WM  MPEKPaLEHUN  KIMHUYECKOrO  MCCrenoBaHust
neKkapCcTBEHHOro npenapara ans MeauUMHCKOro NPUMEHEHUS A0IKHA codepXKaTh:

1) MHOPMaLMIO 0O MEONLMHCKON OpraHn3aLm Unvm MeauLUHCKMX opraHn3aumsix, NpoBOAVBLUMX AaHHOE UCCredoBaHME;
2) onvcaHve A4aHHOro uccrnenoBaHus;

3) AaHHble nccneposatens (Hamunus, Ms, oT4eCTBO, MecTo paboTkl, 3aHMMaeMas OOMKHOCTb, CrleuManbHOCTb, CTax
paboTbl MO MporpaMmaM KIMHUYECKUX WCCIegoBaHUM MeKapCTBEHHbIX NpenapaTtoB, MepeyveHb KIUMHWYECKUX MCCreaoBaHun
neKapCTBEHHbIX MpenapatoB, B KOTOPbIX OH MpWMHMMan ydacTue (nepuoabl y4vacTusl) B KayecTBe MWccregoBaTens unm
couccneposatens) (MyHKT gonornHeH ¢ 26 oktadpsa 2010 rona PenepanbHbiM 3akoHoMm OoT 11 okTs6ps 2010 rona N 271-93 -
CM. NpeabIayLLyio peaakumio);

4) pe3ynbrat gaHHONo wuccnegoBaHUA (3aBepu.|eHme, npuocTtaHoBneHne unn npekpaweHmne OaHHOro unccnegoBaHuA C
YKasaHnem mx npuynH n BrinAHUA Ha OLEHKY ero pesynbratos, 06m,yro OLIEHKY puUCKa ”n OXMAaeMoun nornb3bl OT NPpUMEeHeHnA
ncecneayemoro nekapCrtBeHHOro npenaparta, a Takke npegnonaraemMble AanbHenwmne Ll,eVICTBVIFI).

8 1. lMNpwn BbisBNeHnn cenepanbHbiM OPraHOM MCMOMHUTENBbHON BNACTW, OCYLLECTBNALWMM (PYHKLMM MO KOHTPOSIO U
Haasopy B cdepe 34paBOOXpaHEHWUd, HapyLleHWA npaBun  Hagnexawen KIMHMYEeCKOM nNpakTUKM npyu  npoBegeHumn
KITMHWUYECKOTO MCCNeaoBaHUSA FEeKapCTBEHHOrO npenapaTta, BAUSAKOWMWX Ha MOMHOTY M (MnM) AOCTOBEPHOCTb AaHHOro
KITMHUYECKOTO WMCCNefoBaHWs, YKa3aHHbIA doedeparibHbli OpraH UCNOMHUTENbHOM BnacTu NpUOCTaHaBNMBAET MPOBEAEHME
OAHHOTO KITMHUYECKOro MCCNeaoBaHUs U BbIHOCUT MEOULMWHCKOW OopraHM3auun, B KOTOPOW MPOBOAMTCS AAHHOE KIMHM4YeCcKoe
uccrnenoBaHve, npegnucaHue 06 yCTpaHeHWW BbISIBIIEHHbIX HapylleHui. [py HeycTpaHeHMU MEeAMLIMHCKOW opraHusauunen
BbISIBNIEHHbIX HapyLeHWiA B YCTAHOBMNEHHbIN B NpeanMcaHuyM CPoK yKasaHHbIA hegeparbHblid opraH UCNOMHUTENBHOW BRnacTu
NPUHUMAET peLLEHNE O NpeKpaLLEeHM NPOBEAEHNS KITMHUYECKOrO UCCNeoBaHNs ekapCTBEHHOrO npenaparta u HanpaensieT B
denepanbHbIi OpraH UCMOMHUTENBHOM BNAcTW, OCYLLECTBNSALWUA pyHKUMM MO BbipaboTke 1 peanu3aumy rocygapCTBEHHOW
NOMNUTUKN U HOPMAaTUBHO-MPaABOBOMY PeryrnnpoBaHnio B cpepe 30paBOOXpaHeHns, 3aKnodeHme O BbIIBEHUN NPy NpoBeaeHUN
OaHHOIo KINMHWUYECKOTO UCCMNeaoBaHNs HapyLUEHUI NpaBun Hagnexallen KIMMHUYECKON NPaKTUKU AN NPUHATUS pelleHns ob
OTMEHE paspeLLeHnsi Ha OpraHn3auuio NPOBEAEHUS OAHHOMO KIMHWUYECKOrO MCCredoBaHWs C AaTbl MPUHATUS peLleHus o
NPWOCTaHOBNEHNM NPOBEAEHUS KIMMHUYECKOTO UCCNEAOBaHNA NekapCTBEHHOIO nNpenapara.

(Yactb gononHutensHo BkntodeHa ¢ 1 nons 2015 ropga PeaepanbHbiM 3akoHOM 0T 22 aekabps 2014 rona N 429-93; B
pefakumu, BBegeHHon B genctene PeaepanbHbiv 3akoHoM oT 13 miona 2015 rona N 241-93. - CM. npeaplayLLyo peaakLmto)

9. YNonHOMOYEeHHbIN deaeparnbHbIi OpraH WCMOMHUTENBHON BRacTM OnyobnukoBbIBaeT WM pa3MeLllaeT Ha CBOEM
oduumnansHoM camte B cetn "MIHTepHeT" cooblieHne O 3aBepLUEeHUN, NPUOCTAHOBMEHUM WNN NPEKPaLLEHUU KIMHUYECKOrO
nccnenoBaHus nekapcTBEHHOMo npenaparta Anst MeAMLMHCKOTO NPUMEHEHNUSI B CPOK, HE MPEBbILIAIOLLMIA NATU paboynx AHeN co
[HS1 ero nony4eHusl, B yCTaHOBMEHHOM MM MOPSsiAKe.

10. YnonHoMouYeHHbIN heaepanbHbii OpraH UCMOMHUTENBHOW BAcTM OCYLECTBNSET BeJeHMe peecTpa uccriegosarenen,
NPOBOAALLMX NN NPOBOAUBLLUNX KIMHUYECKUE UCCEe0BaHNS NeKapCTBEHHbIX NpenapaToB ANns MeOULMHCKOrO NpuMeHeHus, B
COOTBETCTBUM C YTBEPXKOEHHbIMM UM MpaBuiamMuM M pasMeLlaeT ero Ha csoeM oduumanbHoM cante B cetu "UHTepHeT" B
YCTaHOBMNEHHOM MM MNOpSAKe. YKasaHHbIA peecTp CoaepXuUT UHgopmaumio, npeaycMoTpeHHY NyHKTOM 3 Yyactu 8 HacTosuwlen
CcTaTbu.

11. OT4yer O pesynbratax KIMHUYECKOrO WCCNEeAOBaHUSA fEKapCTBEHHOrNO npenapara Ans MegUUUHCKOTO NPUMEHEHUsI
COCTaBIsieTCa opraHu3aumnen, ykasaHHOW B Yactu 3 ctatbn 38 HacTosuero deaepanbHOro 3akoHa, Ha OCHOBaHMM 3aKnNioYeHnn
MEOVUNHCKNX OpraHu3aLumi, NPpOBOAMBLLMX 3TO MCCNeaoBaHUe, U NpeacTaBnsieTcs B YNONMHOMOYEHHbIA denepanbHbiin opraH
WCMONHUTENbHOM BacTv, BblOABLUMIA paspeLleHne Ha npoBedeHWe 3TOro MUCCreaoBaHus, B CPOK, He MPEBbILAWMNn Tpex
MecsiLleB CO [HS €ero 3aBepLUeHUs, NPUOCTAHOBMEHUS UMM MNpeKkpalleHus, B MOpsaKe, YCTaHOBMEHHOM YMOMHOMOYEHHbIM
denepanbHbIM OpraHOM UCMOMHUTENbHOW BNAcTu.
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12. HapyweHue npaBun Hagnexalwlenm KIMHUYECKOM NpakTuKK, danbcudurkaunsa pesynstaToB  KIMHUYECKOro
nuccrnenoBaHns  fekapCTBEHHOro npenapata  And MeOMUUMHCKOro MNpUMEHEeHUs BreKkyT 3a COOOW OTBETCTBEHHOCTb B
COOTBETCTBUM C 3aKoHOAATENbLCTBOM Poccuiickon Pepepauun.

(YacTtb B pegakuuun, BBegeHHomn B aenctene ¢ 1 nonsa 2015 roga degepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-
®3. - CMm. NpeapbiayLLyo PeAAKLMI)

13. TMpu npoBefeHUM KIMHUYECKOrO WCCreaOoBaHUsi JEKAPCTBEHHOrO npenapaTta Ans MeaWULMHCKOro MpUMEHEHUs
ponyckaetca 3abop y naumeHToB 6uonornyeckmx martepuanoB (obpasiubl OMONOrMyeckux XWAKOCTEW, TKaHeW, CEKPETOB WU
NPOL4YKTOB XU3HEAEATENbHOCTU YerioBeka, (PU3MONorMyeckux M MaToriorMyeckux BblOENeHW, MasKoB, COCKOOOB, CMbIBOB,
MUKpPOOPraHM3mMoB, B1oncuiiHbld Matepuan) ansa ux usydeHus B Poccunckon depepauum n (unu) 3a npegenamu Poccuinckon
depepauuu.

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

14. Mopspok BBO3a B Poccuickyto Pepepaumio M BbiBo3a 3a npegensl Poccuickon depepaummn OMonorndeckux
MaTepuanoB, MOSyYeHHbIX NPW NPOBEOEHUWN KIMHUYECKOro MCCreoBaHMs feKkapCTBEHHOro npenapara ang MeauuMHCKOro
npumeHeHusi, yctaHaenmeaeTcs [paBuTtenscTBom Poccuickon ®epepaumm.

(Yactb B pegakuuu, BBegeHHon B aenctene ¢ 1 nonga 2015 roga PegepanbHbiM 3akoHOM oT 22 Aekabpa 2014 rona N 429-
®3. - Cm. NpenblayLLyo peaakuuio)

KommeHTapun K ctatbe 40

CTATbSA 41. AOTOBOP O NPOBEAEHUN KITMHUYECKOIO UCCITEAOBAHUSA JIEKAPCTBEHHOIO
NPENAPATA And MEAULMHCKOIO NPUMEHEHUA

1. KnuHnyeckoe vccnegoBaHue nekapcTBEHHOro npenapata Anst MeauUMHCKOro NpYMeHEeHUst MPOBOAUTCS B COOTBETCTBUM
C [OroBOPOM O MPOBEAEHUW KITMHWYECKOrO WCCREAOBaHWUA JIeKapCTBEHHOro npenaparta Ans MeAUUMHCKOrO NPUMEHEHWS,
3akstovaeMbiM Mexay opraHvsaumneit, nonyymBlLLEl paspelleHre YnorIHOMOYEHHOro defepanbHOro opraHa UCMONMHUTENBHOM

BMacTW Ha opraHM3aLuio NPOoBeAEeHUs Takoro UCCrNeaoBaHNs, U MeOULMHCKOW opraHM3aluuneii, ocyLLeCTBNAWLEN NpoBeaeHe
TaKoro UccrnegoBaHus.

2. JoroBop 0 NpoBedeHUM KIMHUYECKOro UCCedoBaHWA NeKapCTBEHHOro npenaparta Ans MeOULMHCKOTO NpUMeHeHus
JOIKEH coflepXaThb:

1) yCrnoBus 1 CpoKM NpoBefeHVs1 4aHHOTO UCCNefoBaHus;

2) onpeneneHne O6LIJ,6IZ CTOMMOCTHK nporpamMmmbl OaHHOIoO nccnenoBaHnA € ykadaHMem CyMmbl, npenHasHaqarou.l,eVlcyl ana
BbIMiaTt nccriegoBarenam, comccrnengoBaTensam;

3) onpepeneHve opMbl NpeaCcTaBneHns pesynsTaToB AaHHOMO UCCIeqoBaHUs B YNOMHOMOYEHHbIN dheaepanbHbIiA opraH
NCMONHMTENbHON BNacTy.

KommeHTapun Kk ctatbe 41

CTATbA 42. PUHAHCOBOE OBECINEYEHUE KITMHWYECKOIO UCCINEAOBAHUA NEKAPCTBEHHOIO
MPENAPATA And MEAULUMHCKOIO NPUMEHEHUA

duHaHcoBoe obecneveHne KIMHUYECKOro MccneaoBaHus J1IeKapCTBEHHOro npenaparta Aand MeauuunHCKOro npuMeHeHuaA
OCYLLECTBIIAETCA 3a CHET.

1) cpencTB hepgepanbHOro GroaoxeTa;

2) cpedcTB oOpraHvM3auui, MOMYyYMBLUMX paspelleHne Ha opraHusauuilo NpoBedeHWUst OAaHHOTO WCCRefoBaHusi, B
COOTBETCTBMU C YCIOBUSIMM [JOrOBOPa O Ero NPOBEAEHUN;

3) MHBIX HEe 3anpeLleHHbIX 3aKkoHoaaTenscTBoM Poccuiickon ®efepaumm UCTOYHMKOB.
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KommeHTapun K ctatbe 42

CTATbA 43. NMPABA NAUMEHTOB, YHYACTBYHOLWWMX B KIMHUYECKOM UCCIEAOBAHUN NEKAPCTBEHHOIO
NPENAPATA And MEAULMHCKOIO NPUMEHEHUA

1. Yyactue naumeHToB B KIMHWYECKOM MWCCriegoBaHMm NeKapCTBeHHOro npenapara gnda mMeguunHCKOro npumMeHeHusa
ABNAeTCA ,D,OﬁpOBOJ'IbeIM.

2. MNauneHT nnm ero 3aKkoHHbIV NpeacTaBuUTENb AOMKEH ObITb MH(OPMNPOBAH B MUCbMEHHOW hOpME:

1) 0 nekapcTBeHHOM MpenapaTte Ans MeOWLUMHCKOTO MPUMEHEHWS U CYLLHOCTU KIMHUYECKOTrO WCCREeqoBaHUs 3TOro
neKkapCcTBEHHOro npenapara;

2) o 6e3onacHOCTU NeKapCTBEHHOrO npenapara Anst MeOUUUHCKOrO MPUMEHeHUs, ero oxuaaemon 3p@OekTMBHOCTU U
CTeneHn pucka ans nauneHTa;

3) ob ycnoBuax y4yacTtua nauneHta B KIMHUYEeCKOM uccnenoBaHWUW JieKapCTBEHHOro npenaparta and mMeguumHCKOro
NMPUMEeHEeHNA;

4) O uenn nnun uenax n npoaormkKnTennlbHOCTU KIMMHNYECKOro nccriegoBaHuaA nekapCTtBeHHOro npenapara ana meanumnHCcKoro
NPpUMEeHeHUnA;

5) O AENCTBUAX NaumeHTa B cny4yae HenpeaBnaeHHbIX SdDCt)eKTOB BIMNAHNA NeKapCTBEHHOIO npenaparta and MmeanmumnHCKoro
NnpMMeHeHnA Ha COCToAHME ero 340p0BbA;

6) 06 yCcnoBuaAx obsa3arenbHoro CTpaxoBaHUA XNU3HU, 300POBbA NaUNeHTa;

7) 0 rapaHTUsX KOHMOEHUMANBbHOCTU y4acTUs NaumMeHTa B KNMHUYECKOM UCCreoBaHMN NekapCTBEHHOro npenapara ans
MeOMLMHCKOTO NMPUMEHEHUSI.

3. JobpoBonbHoe cormacue nauuMeHTa Ha ydacTve B KIMHUMYECKOM MCCrieqoBaHWM JfieKapCTBEHHOro npenaparta ans
MeOMLMHCKOTO MPUMEHEHNUS TOATBEPXOAeTcs ero MOAMWCbIO UMM MOAMUCHI0  €ero  3aKOHHOrO  MpeacTaBuTens  Ha
VH(OPMAaLIMOHHOM NUCTKE NauueHTa.

4. TauMeHT unn ero 3akOHHbIN npeancrtaBuTenb UMeeT npaBO OTKa3aTbCA OT y4YaCTua B KIIMHUYECKOM uccnenoBaHUn
NeKapCTBeHHOro npenapara ana MmeguumnHCKOro npuMmeHeHna Ha nobow ctagnn nposegeHna Takoro nccrnegoBaHunA.

5. NpoBeneHne KNMHMYECKOrO UCCNeaoBaHMs NeKapCTBEHHOTO nNpenaparta Ans MeauLUMHCKOro NPUMEHEHUsT C y4acTUeM B
KayecTBe NaLVeHTOB AETelN OOMNYCKaeTCsl TOMNbKO C Cornacus B MMCbMEHHOW (hOpMe UX poauTenen, ycbiHoBUTenen. [letn moryt
paccmaTtpuBaTbCs B Ka4yecTBe MOoTeHUManbHbIX NaLUMEHTOB Takoro UCCreaoBaHusl, TONMbKO €Cnn ero nposeaeHne Heobxoanmo
ONS YKpenneHus 300poBbs AeTel Unn nNpodmnakTukn MHEKLMOHHBLIX 3aboneBaHuii B 4EeTCKOM BO3pacTe fMbo ecrnin Lenbio
TaKOro MCCrefoBaHUsl SIBNSIETCA MNOSyYeHWe OaHHbIX O Haumydlleln [O3MPOBKE JFIekapCTBEHHOrO npenapaTta Ans NiedeHust
aeTtei. B aTux cnyvasix TakoMy MCCrnefoBaHWIO [AOMKHO NPeALecTBOBaTb KIMMHWYECKOE WCCrefoBaHWE NeKapCTBEHHOIO
npenapata Ans MeauLUMHCKOrO MNPUMEHEHWs Ha COBEPLUEHHOSNETHUX T[paXpaHax, 3a WCKIYeHUEeM CryYyaeB, €cnv
nccnegyemblii iekapCTBEHHbIV NpenapaT AN MEAULUHCKOrO NPpUMEHEHUs NpeaHa3HavYeH UCKMYMTENBHO AMS UCMONb30BaHUs
HeCcoBepLUEHHONETHUMI rpaxaaHamu.

(Yactb B pegakummn, BBeaeHHoN B gencrteue ¢ 22 Hosbps 2014 roga PenepanbHbiM 3akoHOM OT 22 okTa6pa 2014 roga N
313-03. - Cm. NpeablAyLLYIo peaakLmio)

6. 3anpeu.|,aeTc;| nposegeHne KrnnHN4ecKoro nccrieqoBaHmna nekapcTtBeHHOro npenapara and MmeamumnHCKoro npuMeHeHuna
C y4yactmem B Ka4yecTBe NauneHToB:

1) OeTen-cupoT 1 geTen, ocTaBLUMXca 6e3 noneyeHns poauTenew;

2) XeHWWUH B nepuos 6epeMeHHOCTY, XEHLUMH B Mepuod rpyaHOro BCKAPMIMBAHMWS, 3@ UCKMYEHMEM CrlyYaeB, eCriu
NpoBOAWTCS KMUHWYECKOe WCCreqoBaHWe NEKapCTBEHHOrO npenaparta, NpegHasHa4YeHHOro AN YKasaHHbIX JKEHLUMH, Mpu
YCNOBMM HEOOXOAMMOCTU MOfyYeHuss MHopMauun TONMbkO BO Bpemsi MPOBEAEHMSI COOTBETCTBYIOLUMX KIUHUYECKUX
uccrnenoBaHUini U NMPUHATUS BCEeX HeobXoOUMbIX Mep MO WCKIIOYEHWI0 pucka HaHeceHusl Bpeda XeHlWuHe B nepuof
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6epeMeHHOCTH, XXeHLLMHe B NEpPUOoA rpyAHOro BCKapMInBaHus, Ninogy Ui pebexky;

3) BOEHHOCNYXaLLUMX, 32 UCKIIOYEHMEM CryYaeB NpPOBeAEHUs KIMHUYECKOro UCCefoBaHUSa nekapCTBEHHOrO npenapara,
cneumanbHO pa3paboTaHHOro Ans NPUMEHEHNST B YCNOBUSIX BOEHHbIX OENCTBUN, Ype3BblYaiHbIX CUTYyaLUA, NPOUNaKTUKL 1
neyeHus 3abonesBaHUN N NOPaXeHU, NOMNyYEHHbIX B pe3ynbTaTe BO3AeNCTBUSA HeBNaronpuATHbIX XMMUYECKUX, Bruonornyeckux,
pagmaLmoHHbIX hakTopoB. KnmHnyeckoe uccrnegoBaHve Takoro ieKapCTBEHHOro npenapara MOXeT NpoBOAUTLCS C y4acTMeM B
Ka4yecTBe MauMeHTOB BOEHHOCITYXalUMX, 3a WCKIHOYEHUEM BOEHHOCMYXaLuuX, MPOXOASALIMX BOEHHYK cryxby no npusbiy, C
cobniogeHnem TpeboBaHui, yCTaHOBMEHHbIX HAacTosAwWwmMM PeaepanbHbIM 3aKOHOM B OTHOLLEHUW FPaXK4aHCKUX Nl

4) coOTpyOHMKOB NPaBOOXPAHUTENbHbLIX OPraHoB;

5) nny, 0T6bIBaIOLIJ,VIX HakKa3aHne B MeCTax JIMeHnA CBO60ﬂbI, a TakXe Inny, HaxoaAwmnxca nog CTpa>|<e|7| B CNneacCTBEeHHbIX
n3ondaropax.

7. ,D,OI'IYCKaeTCFI npoeegeHmne KrnnmHn4ecKoro nccrengoBaHua nekapCTtBeHHOro npenapara ana meagnumuHCKoro npuMeHeHus,
npegHa3Ha4YeHHOro And nedyeHuna MNCUXnYecKnx 3aboneBaHnin, c y4yactmeMm B KadecTtBe nauneHToB JIML C NMCUXUYECKUMU
3aboneBaHnsMu, NPU3HaHHbIX HegeecnocobHbIMU B nopsagke, ycraHoBlI€HHOM 3akoHOOAaTeNbCTBOM Poccuiickon dJep,epauvm.
KnnHnyeckoe nccnegosaHune NNeKapCTBEHHOro npenapara B 3TOM Cliy4ae npoBOAUTCA NMpuU Hanu4yun cornacua B NUCbMEHHOM
(*)opme 3aKOHHbIX ﬂpeﬂ,CTaBMTeﬂeﬂ YKa3aHHbIX JTnL.

KommeHTapun K ctatbe 43

CTATbS 44. OBA3ATEJNIbHOE CTPAXOBAHMUE XXU3HWU, 30OPOBbA NALMEHTA, YHACTBYIOLLEIO B
KNMMHWYECKOM UCCNEOOBAHUU NEKAPCTBEHHOI'O NMPENAPATA AnA MEANUUHCKOIO NPUMEHEHUA

1. OpraHusauusi, nonyyMBLIas pa3peLleHe Ha OpraHM3auuio NPOBEAEHUS KIMHUYECKOTO UCCNEAOBaHNS NEKAPCTBEHHOIO
npenapara ansa MeauLMHCKOro NpuMeHeHusi, 06si3aHa B KaueCTBe CTpaxoBaTensl CcTpaxoBaTb PUCK NPUUUHEHUSI Bpeaa KU3HW,
300POBbIO NALUMEHTa B pedynkTaTe NPOBEAEHUS KIMHUYECKOTO MCCNEAOBaHNS NEKApCTBEHHOMO Npenaparta afsi MeavuMHCKoro
NMPUMEHEeHMs 3a CBOW CHET MyTeM 3aKMioYeHWsl oroBopa 06A3aTeNlbHOr0 CTPaxoBaHus.

2. O6beKTOM 0653aTENbHOIO CTPaxXOBaHUS SIBMSETCS MMYLLECTBEHHbLIN MHTEPEC MauMeHTa, CBA3aHHbIN C MpUYMHEHUEM
Bpeaa ero >XusHW WUNn 340pPOBblo B pesyrnbrate NpoBedeHWs KIIMHUYECKOro MCCIeqoBaHus NekapCTBEHHOro npenaparta ans
MeOMLMHCKOTO NMPUMEHEHUSI.

3. CtpaxoBblM cry4aem Mo [oroBopy o06si3aTernbHOroO CTpaxoBaHWUsi SIBMASIETCS CMeEpTb NauueHTa Wnu yxygleHue ero
310pOBbsi, B TOM 4uUcrie Briekyliee 3a coboil yCTaHOBMEHWE WHBANMAHOCTU, MPU HaNUYUM NPUYMHHO-CNEACTBEHHON CBA3U

Mexay HactynineHunem 31oro cobbIThsA 1 y4qyacTtnemM nauymeHTa B KInMHM4YeCkoOM nccrnenoBaHum nekapCTtBeHHOro npenapara.

4. TpeGOBava O BO3mMelleHun Bpena, npu4nHEeHHOro XXU3Hu nnm 3gopoBbio NauneHTa, NnpeabAaBliAal0TCA B Te4eHe CPOKOB
MCKOBOW AaBHOCTH, YCTaHOBJI€HHbIX rpa*XAaHCKUM 3aKoHO4aTe lbCTBOM.

5. Pasmep CTanOBOI;I BblNfiaTtbl N0 4OroBopy obsazaTtenbHoro CTpaxoBaHWNA COCTaBIIAET:

1) B Cny4dae CMepTu nauumeHTa agsa MWUIIJIMOHa py6nel71 Ha KaXagoro nauueHTa, ydacTtBoOBaBLUEro B KIMMHUWYECKOM
ncecnenosaHM NeKkapcTBeHHOro npenapara;

2) Npv yXyaweHuy 300poBbs NaumeHTa:

a) nosnekwem 3a coboi ycTaHOBMNEHWE WMHBanUZHOCTU | rpynnbl, OAUH MWISIMOH MSATLCOT ThiCAY pyOner Ha Kaxporo
nauueHTa, y4acTBOBABLUETO B KIMHWUYECKOM MCCIe0BaHWUN NEKapCTBEHHOTO Npenapara;

6) noBnekwem 3a cobol ycTaHOBMEHWe uHBanuAHoctu Il rpynnbl, oguH MUNNUOH pybnen Ha Kaxaoro nauueHTa,
y4acTBOBABLLEIO B KITMHUYECKOM UCCIe0BaHMM NIeKapCTBEHHOrO Npenapara;

B) moBrekweM 3a cobow ycTtaHoBneHwe uHBanuaHoctu |l rpynnbl, NATbCOT Thicsd pybnen Ha KakOoro nauueHTa,
y4yacTBOBaBLUErO B KNMHUYECKOM UCCreoBaHUM NeKkapCcTBEHHOro npenapara;
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r) He noBnekweM 3a cobol YCTaHOBMNEHUSI UHBANMAHOCTU, He Boree 4YeM TpucTa ThicsY pybnen Ha Kaaoro naumeHTa,
y4acTBOBABLUENO B KIIMHMYECKOM UCCINEAOBAHUN NIEKApPCTBEHHOIO Npenapara, UCXOAsi U3 HOPMaTUBOB, OTPaXatoLMX XapakTep
N CTeneHb MOBPEXAEHWS1 300pOBbs, a Takke (PaAKTUYECKN MOHECEHHbIX NaUMEeHTOM PacxXodoB, Bbl3BaHHLIX MOBpPEXOeHWEeM
300pOBbsl, HAa MEANLIMHCKYH MOMOLLb, NTpUobpeTeHne nekapCcTBEHHbIX Npenaparos.

(MognyHKT B pepakumun, BBegeHHon B gencteune ¢ 1 monsa 2015 roga ®enepanbHbiv 3akoHOM oT 22 aekabpa 2014 roga N
429-®3. - CM. mpeablayLLyo PeAaKLn)

6. YacTtb ytpatuna cuny ¢ 1 mons 2015 roga - PenepanbHbii 3akoH OT 22 aekabpa 2014 roga N 429-93. - Cwm.
NREAbIAYLLYI0 PEAAKLINIO.

7. CpOK gorosopa obsi3aTenbHoro CTpaxoBaHNUA He MOXeT OblTb MeHee, 4eM CPOK npoBegeHna KIMHn4YecKkoro
ncernenoBaHnda nekapCcTtBeHHOro npenapara.

8. Ycnosusa goroeopa 0bs3aTenbHOro CTpaxoBaHWsi, B TOM YMCre CTpaxoBble Tapudbl Mo 06s3aTeNnbHOMY CTpPaxoBaHUio,
nepevyeHb HeOOXOAMMbIX LOKYMEHTOB AnNsi OCYLUECTBIIEHMSI CTPaxOBOMW BbINMaThbl, NOPSAOK YCTaHOBIEHUSI CTpaxoBaTenem
MHOMBUAOYANbHOIO WAEHTUMMKALUMOHHOIO KOoAa nauueHTa, nopsidok WHAOPMMPOBAHUS CTpaxoBaTeNleM CTpaxoBLMKa O
NMPUBMEYEHHbIX K KITMHUYECKOMY MCCMefoBaHWMIO NEKapCTBEHHOro npenaparta Ans MeauUMHCKOro MPUMEHEHUs nauueHTax,
nopsAoK ynnaTbl CTPaxoBOW MpemMun, NOpPsSiAOK peanu3auum onpedeneHHbiX HacToswmum PegepanbHbiM 3aKOHOM U APYrMMU
depepanbHbIMU 3aKOHaMKU MpaB M 00s1I3aHHOCTEN CTOPOH MO AOroBopy 00si3aTenbHOro CTpaxoBaHWs, a Takke HOPMaTuBbI,
oTpaxallime xapaktep M CTeMeHb MOBPEXAEHWUs 3[40POBbs, YCTaHaABMMBAKTCA TUMOBLIMW MpaBuiiaMu 00si3aTenbHOro
CTpaxoBaHus.

(YacTtb B pegakuuun, BBegeHHoun B aenctene ¢ 1 nonsa 2015 roga degepanbHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-

®3. - CM. npeabiayLLyo PeAAKLMI)

9. B cnyyae npuuvHeHVs1 Bpeaa XKW3HW MauMeHTa, Y4acTBOBABLUErO B KIWMHWMYECKOM WCCREAOBaHUM JeKapCTBEHHOrO
npenapara, BbirogornpuobpetatensMmu no 4oroBopy 06si3aTernlbHOr0 CTpaxoBaHUS SBMSIOTCS rpaxdaHe, MMelolye npaBo Ha
BO3MELLEHVE Bpeaa B Criy4yae CMEpPTU KOPMUIbLia B COOTBETCTBUM C rpaXK4aHCKUM 3aKoHOAAaTeNbCTBOM, MPY OTCYTCTBUU TaKUX
rpaxkgaH - poguTenu, cynpyr, AeTM yMepLlero nauueHTa, y4acTBOBABLUErO B KIMHWYECKOM MCCIeoBaHUM 1eKapCTBEHHOTO
npenapara, B cryyae CMepTV MauMeHTa, y4acTBOBABLUErO B KIIMHUYECKOM UCCredoBaHUW JIeKapCTBEHHOro npenapaTa v He
MMEBLLENO CaMOCTOATENbHOrO AOXOAa, - rpaXJaHe, Ha WKOVBEHUW KOTOPbIX OH HAaxoAWmncsl, B OTHOLUEHWM BO3MELLEHUSN
pacxonoB Ha norpebeHve nauueHTa, y4acTBOBaBLUEro B KIMHWMYECKOM WUCCIeqoBaHUMKM NekapCTBEHHOro npenapara, - fvuo,
MOHeCLLEE TaKne Pacxofbl.

10. CTanOBaFl BblfnJjiata B CHET BO3MeLleHuA Bpeaa, NpUu4YnHEeHHOro XM3Hu nauueHTta, ydactBoBaBLUEro B KIIMHUYECKOM
nccnegosaHnMM  NekapCTBeHHOro npenapara, pacnpegendetcda  mMexay BbIFO,EI,OﬂpI/IOGpeTaTeﬂﬂMI/I nponopunoHanbHO UX
KOnn4ecTBY B paBHbIX O0NAX.

11. Mpu HacTynmneHUM CTPaxoBOro Cryyasi NauMeHT, y4acTBOBaBLUMI B KIMHWYECKOM WCCreOoBaHUM JeKapCTBEHHOrO
npenapara, BblrogonpuobpeTaTtenb BrpaBe NPeabsBUTbL HEMOCPEACTBEHHO CTPAxOBLUMKY TpeGoBaHME O BO3MeLLEeHUU
npuyvHeHHoro Bpepa. CTpaxoBasi BbIMnata OCYLIECTBASIETCS CTPaxOBLUMKOM B TeYeHWe Tpuauatym [Heid Cco  AHs
NpeacTaBneHnss HeobXxoauMbIX OOKYMEHTOB. [laumeHT, yyacTBOBaBLUMIA B KIMHUYECKOM WCCIEeOO0BaHUWU eKapCTBEHHOIO
npenaparta, Wnu BblrogonpuobpeTtatens 00513aH COOGLWMTbL CTPaXOBLUWMKY Al OCYLECTBIIEHUS CTPaxOBOW BbIMfaThl
WHOVBMAYANbHBLIN MOEHTUMWKALMOHHBIA KOA NauueHTa, YCTAHOBMEHHbLIN CTpaxoBaTerneM B COOTBETCTBMM C TUMOBLIMU
npaeunamy o6s3aTenlbHOr0 CTPaxoBaHus.

12. [o nonHoro onpefeneHus pasmepa MoAnexallero BO3MELLEHVI0 Bpeda CTPaxOBLUMK MO 3asBMeHuto nauueHTa,
y4YacTBOBaBLLErO B KIMHWYECKOM UCCredoBaHUM NIEKapCTBEHHOO Npenapara, Ui 3asiBfieHnio BbirogonprobpeTaTens Bnpase
OCYLLIEeCTBUTb YaCTb CTPAxXOBOW BbINMaThl, COOTBETCTBYIOLLYIO (DAaKTUYECKM ONpeaerneHHoN YacT NpUYMHEHHOTO Bpeaa.

13. CTanOBaﬂ BbifMyiata B COOTBETCTBMU C OONOBOPOM obsi3aTenbHOro CTpaxoBaHUA OCYyLLeCTBNnAeTCcA He3aBUCUMMO OT
BbInJaTt, NPUHNTAOLWNXCA MO APpYyrMM BUaamM CTpaxoBaHUA.

14. He Jonyckaetcda yyYactue nauueHta B npoBeaeHUn KIMMHUYECKOro uccnenoBaHUA JNeKapCTBEHHOro npenapara npu
OTCYTCTBUM OoroBopa obsi3aTensbHoro CTpaxoBaHu4.

15. KOHTpOJ‘Ib 3a ncnornHeHnem OpFaHI/I3aLLI/IeI7I, I'IOJ'Iy‘-II/IBLIJeVI pa3pelieHne Ha opraHm3aunito nposefeHua KImMHU4YecKoro
nccnenosaHna  nekapcTtBeHHOro npenapara  and  MeguunHCKOro npuMeHeHud, yCTaHOBﬂeHHOVI HacTosWwen craTben
obsazaHHOCTM MO o6ﬂ3aTeanomy CTpaxoBaHUKO XU3HW, 300POBbA NauneHTa, y4acTByroLllero (y‘-laCTBOBaBLLIerO) B KITMHNY€CKOM
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nccrnenoBaHUM NEKapCTBEHHOIO MnpenapaTa, OCYLIEeCTBMASIETCS YNONMHOMOYEHHbIM dhegepanbHbiM OpraHoM WCMONHUTENBHOM
BMacTW, BblAaBWUMM paspelleHne Ha nNpOoBeAeHUe KIMMHWYECKUX WCCINEAOBaHUM NeKapCTBEHHbIX MNpenapaToB  Ans
MEeANLIMHCKOIO NMPUMEHEHMUS.

(Ctatbsa B penakumm, BBegeHHon B genctene ¢ 1 aHeapsa 2011 roga ®eaepanbHbiM 3akoHOM 0T 29 HoA6ps 2010 rona N
313-03. - Cm. NpeablAyLLYIo peaakLmio)

KommeHTapun k ctatbe 44

FMABA 8. MPON3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbIX CPEACTB
CTATbA 45. NPON3BOACTBO JIEKAPCTBEHHbIX CPEACTB

1. Tlpou3BoACTBO NeKapCTBEHHbIX CpPeacTB [OSMKHO COOTBETCTBOBaTb TpeboBaHMAM  MpaBun  Haanexailen
NPOM3BOACTBEHHON NPAKTUKW, YTBEPXKOEHHbIM YNOMHOMOYEHHbIM dedepanbHbiM  OpraHoOM  UCMOMHUTENbHOW  BNAacTy.
OcobeHHOCTM nepexoda NpPOU3BOACTBA OTAEMbHbIX NEKapCTBEHHbIX CpPeacTB K WX NpPOM3BOACTBY B COOTBETCTBUU C
TpeboBaHMAMM nNpaBuil  Haanexawen npou3BOACTBEHHOM MpPaKTUKM ycTaHaenueatoTcs [MpaButensctBoMm Poccuickonm
depepauun. Bblgava 3aknoyveHWi O COOTBETCTBUM NPOU3BOAMUTENS NEKapCTBEHHbIX cpeactB TpeboBaHusM npasun
Hagnexallen npou3BOACTBEHHOW MNPAaKTUKUW  OCYLLECTBRSIETCA MO pe3ynbraTtaM  MHCMNEKTUPOBaHUSA  npou3BoauTenen
NneKkapCTBEHHbIX CpeacTB B nopsigke, ycraHoerneHHoM [MpaButensctBoMm Poccuiickon ®eagepaumun. Pasmep nnatbl 3a Bblgady
3aKIM4YEeHUs 0 COOTBETCTBMM NPOU3BOANTENS NTIEKAPCTBEHHbBIX CPeACTB TpebOBaHUSAM NpaBun Haanexallen npon3BoACTBEHHOM
npakTukn yctaHaenueaeTcs [lpaButensctBoMm Poccuiickon ®epepauuun. [lopsgok  opraHusaumMmM UM NpoOBedeHust
WHCMNEKTUPOBaAHUSI MPOU3BOAUTENEN INEKAPCTBEHHbIX CPEACTB Ha COOTBETCTBME TpeboBaHUSIM NpaBwun  Haanexatlen
Npoun3BoACTBEHHON NPaKTUKK ycTaHaenueaetcd [NpasutensctBoM Poccuiickon ®egepauun.

(YacTtb B pepakumu, BBegeHHon B aericteue ¢ 25 mioHs 2012 roga PenepanbHbiM 3akoHOM 0T 25 uioHs 2012 rona N 93-
®3; B pegakumm, BBeAeHHOW B AeicTBue ¢ 22 Hosiops 2014 roga PeaepanbHbiM 3akoHOM OT 22 okTa6ps 2014 rona N 313-93;
B peaakuun, BBegeHHon B genctene ¢ 1 nons 2015 roga PeaepanbHbiM 3akoHoM oT 22 nekabpsa 2014 rona N 429-93. - Cwm.
0penplAyLWYIo peaakLuio)

2. Tlpon3BoacCTBO NekapCTBEHHbIX cpedcTB B Poccuiickon  ®epepaumm  OCyLLECTBNSIETCS  MPOU3BOAUTENSIMU
NeKapcTBEHHbIX CPeaCcTB, MMEILWMMUN NIMLEH3NI0 Ha NPOM3BOACTBO NeKapCTBEHHbIX CpeacTB. MoaTBepXaeHne COOTBETCTBUS
nvueH3naTa npaeBunaMm Hagrexaien npou3BOACTBEHHOW MPaKTUKN OCYLLECTBASIETCS B paMKax NULEH3MOHHOTO KOHTPOSsS B
COOTBETCTBUM C 3akoHodaTenbCcTBoM Poccuiickon denepaumm ¢ y4eTOM OCOBGEHHOCTEN, yKaszaHHbIX B YacTu 1 HacTosAulen
cTaThbu.

(Yactb B pepakumun, BBeaeHHoN B gencrteue ¢ 22 Hosbps 2014 rona PenepanbHbiM 3akoHOM OT 22 okTa6pa 2014 roga N
313-93; B pegakumm, BeegeHHon B gencteme ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-
®3. - Cm. npeablayLLyo peaakLuo)

2 1. Ona uenen nuUEH3MpOBaHWS NPOM3BOACTBA IEKApCTBEHHbIX CPeacTB Ans MeOULMHCKOTO MNPUMEHEHWs WU
WHCMNEKTUPOBaHNS CybbekToB obpalleHUs neKapCTBEHHbIX CpedcTB Ha COOTBETCTBME TpeboBaHWsaM npaBun Hagnexallen
NpOoM3BOACTBEHHON NpakTukn pedepanbHblil  OpraH  MCMNOMHUTENbHOW BRAacTW, OCYLWECTBASIOWMWA rOCyAapCTBEHHYIO
perucTpaumio neKkapCTBEHHbIX MNpenapaToB Ans MEAUMLMHCKOro MpUMEHEHUs, npegocTaBnsaer degepanbHOMY OpraHy
MCMNOMHNTENBHOW BNacTu, OocyllecTBnsWweMy deaepasnbHbli TOCy4apCTBEHHbIN NINLEH3UOHHBIN KOHTPOMNb AEATENbHOCTU MO
NpoM3BOACTBY NEKAPCTBEHHbIX CPEeACTB ANS MEeOUUMHCKOrO MPUMEHEHUs, MO ero 3anpocy B pamKax MeXBeOOMCTBEHHOro
WH(OPMALIMOHHOIO B3aMMOLENCTBMA B MOPSAKe, YCTAHOBMEHHOM deaeparnbHbIM  OpraHOM WCMOMHUTENbHOW BNacTwy,
OCYLLECTBMNSANLNM  NULUEH3UPOBAHME MNPOU3BOACTBA IIEKAPCTBEHHbIX CPEACTB AN  MEAWLMHCKOrO MPUMEHEHUs, W
denepanbHbIM - OpraHoM  UCMOMHUTENbHOM BMAacTW, OCYLLECTBNSALWNM [OCYOapCTBEHHYO PErmcTpauumio NeKapCTBEHHbIX
npenapaToB ANA MeOULUMHCKOTO MPUMEHEHUs!, CBEAEHUSA O NEKapCTBEHHbIX CPEACTBax, yka3aHHble B Yactm 5 craten 18
HacTodulero ®eaepanbHOro 3akoHa, B TOM YUCHe B Criyvae, ecriv TakMe cBeeHNsi COCTaBNsAT KOMMEPYECKYO TalrHy.

(YacTtb gononHutenbHo BkNtoveHa ¢ 25 uonga 2022 ropga PenepansHbiM 3akoHoM oT 14 uiong 2022 roaa N 311-93)

3. npOI/I3BO£I,CTBO JNNeKapCTBEHHbIX CpeacTB OCYLLUEeCTBINAETCA C cobntogeHnem TpeGOBaHVIIZ NPOMBbILUITIEHHOIO pernamMeHTa,
KOTOprVI yTBEpPXOAaeTCA pykoBoguTenem npoun3BoauTena JeKapCTBEeHHbIX CpeactB W BKMKOYaeT B cebs nepeyeHb
NCNOJ1b3yEMbIX cbapmaueBqueCKmx Cy6CTaHLlI/II7I M BCnomMorarteribHbliX BeWweCTB C yKa3aHMeM KoJim4vecTBa KaXAaoro n3 HUX,
OaHHble 06 ncnoJjib3yemMmom 060pyﬂOBaHI/II/|, onncaHne TexXHOormM4eckoro npouecca M MeTogoB KOHTPOJiA Ha BCEeX 3ranax
npon3BoOACTBaA JNIEKapCTBEHHbLIX CPeaCTB.

4. MNpn Npon3BOACTBE NEeKapCTBEHHbIX NpenapaToB AnA MeauLMHCKOTO NpUMeHeHUs UCMOoNb3yoTes dapmaleBTudeckme
cyBCcTaHUuM, CBEAEHUs O KOTOPLIX COOepXaTCA B [OCYAapCTBEHHOM PEeecTpe MeKapCTBEHHbLIX CPeACTB AN MEeAMLMHCKOro
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NPUMEHEHNS U (UNN) €OUHOM peecTpe 3apernMcTpMpOBaHHBIX JIEKAPCTBEHHbIX CPEACTB EBpasmMimnckoro aKOHOMMUYECKOro COHo3a,
3a UCKNYeHnem capmaLeBTUYECKNX CyOCTaHUMIN, NPON3BOAUMbBIX A4S NPOBEAEHUSA KITMHUYECKUX UCCEeaoBaHUA 1 (unu) ons
akcnopTa. lNpn Npon3BOACTBE NEKAPCTBEHHbIX CPEACTB AMs1 BETEPUHAPHOIO NPUMEHEHUST UCMONb3YyoTCs dhapMaLeBTMYECKE
cyGCTaHUMKN, CBEAEHMSI O KOTOPbIX COAEepXaTcsl B FOCYyAapPCTBEHHOM PEEecTpe NEeKAapPCTBEHHbIX CREACTB AN BETEPUMHAPHOro
NpPUMEHeHNs1, 1 (MN) rocynapcTBEHHOM PEECTRE NEKAPCTBEHHbLIX CPEACTB AN MEAULMHCKOrO NPUMEHEHMS, U (M) eguHOM
peecTpe 3aperMcTpMpoBaHHbIX BETEPUMHAPHbLIX JIEKAPCTBEHHbLIX NpenapaToB EBpasvMiCcKOro SKOHOMWYECKOro coko3a, U (Mnun)
€[MHOM peecTpe 3aperncTpupoBaHHLIX JNIEKAPCTBEHHbIX CPeAcTB EBpasvMiCKOro 3KOHOMMYECKOrO COH3a, 3a WUCKITHYEeHMEM
apmaLeBTU4ECKNX CybCTaHuuMin, NPOM3BOAMMBIX AN NPOBEAEHUS KNMHUYECKUX WUCCnedoBaHun u (unu) ansa akcnopra. K
npoueccy npou3BoAcTBa (papMaLeBTUYeCKoW CybCcTaHuum OTHOCATCA nobble CTaguMu  TeXHOMNOrMdyeckoro npotecca,
Nno3BOMSOLLME MOMYYUTb FOTOBBLIM MNPOAYKT, COOTBETCTBYWOLUM/A TpeboBaHWsM apmMakonerHon cTaTtbW, B TOM 4uchne
depMeHTaUmsl, 9SKCTpPaKUMsl, OYMCTKA, BblOENEHUe, nepekpucTannnsauus, BbICylUMBaHWE, U3MenedeHve. B criyyae
HeobXoOMMOCTM UCMONb30BaHWA 3TUIIOBOMO CNUpTa, B TOM 4ucne dapMaueBTUYECcKOn cybCcTaHuum cnupTa STUIOBOMO
(3TaHona), Npu NPOM3BOACTBE NEKAPCTBEHHBLIX CPEACTB B Ka4eCTBe OEWCTBYIOLLEro M (Mrv) BCMOMOraTenbHOro BeLlecTBa, a
Takke B MWHbIX TEXHOMOrMYEeCcKUx Lensix AOoMmkHa ObITb UCMOnb3oBaHa TOMbKO hapmaleBTudeckas cybcTaHums cnupTa
3TUNOBOro (3TaHon).

(YacTb B peagakumm, BBegeHHow B aencteue ¢ 1 uions 2015 rona PenepansbHbiv 3akoHoM 0T 22 nekadpsa 2014 rona N 429-
®3; B pegakunn, BBeaeHHon B aectene_c 28 nekabps 2019 roga PenepanbHbiM 3akoHoM oT 27 aekabps 2019 rona N 462-
®3; B pegakumn, BBegeHHon B aencrtane ¢ 29 gekabpsa 2020 roga PenepanbHbiM 3akoHoM oT 27 aekabps 2019 rona N 481-
®3; B pegakumn, BBegeHHoM B aenctene ¢ 4 asrycta 2023 roga ®enepanbHbiM 3akoHoM oT 24 uiongd 2023 roga N 341-93. -
CM. NpeablAyLLYIo peaakLmio)

4 1. lNepeyeHb NeKkapCTBEHHbIX NpenapaToB ANA MeAULMHCKOro NPUMEHEHUs, B OTHOLLEHUM KOTOPbIX yCTaHaBNMBAKOTCA
TpeboBaHMa K obbemy Tapbl, yNakoBKE W KOMMMEKTHOCTW, MepevYeHb NEKAPCTBEHHbIX MpenapatoB AN BETEPUMHAPHOro
NPUMEHEHNS, B OTHOLLEHMM KOTOPbLIX YCTaHaBnMBaloTCs TpeboBaHUs K 0ObeMy Tapbl, a Takke TpeboBaHus K 0Obemy Tapbl,
YNaKoBKE WM KOMMMEKTHOCTM JIEKAPCTBEHHbIX MpenapaTtoB Ans MEeOULMHCKOro MpuMeHeHusl, TpeboBaHus k obbemy Tapbl
NEKapCTBEHHbIX MNpenapaTtoB AN BETEPUHAPHOIO MNPUMEHEHMS ONPedensitoTCa COOTBETCTBYIOLUMMU  YNONTHOMOYEHHBIMN
degepanbHbLIMU OpraHaMuy UCMONHUTENBLHOW BNacTu B nopsake, yctaHoeneHHoM [NpasutensctBoM Poccuiickon ®egepaunn.

(YacTte pononHutensHo BktodeHa ¢ 1 nionda 2015 roga PenepanbHbIM 3akoHOM 0T 22 fekabps 2014 rona N 429-93; B
penakumn, BBegeHHou B aencrene ¢ 15 aexkabps 2015 roga PenepanbHbiv 3akoHom oT 14 aekabpsa 2015 rona N 374-93. - Cwm.
TREAbIAYLLYIO PEAaKLNIO)

4 2. OpraHusauun, OCyLLEeCTBNSALIME NPOM3BOACTBO hapMaLeBTUYECKON CybCTaHLMM cnupTa 3TUMOBOro (3TaHona) Ans
Npon3BOACTBA CNMPTOCOAEPXKALLUX NEKAaPCTBEHHBIX NpenapaToB, 00s13aHbl OCYLLECTBNATL y4eT B MOPSAKEe, YCTaHOBIEHHOM
cratbamMu 8 n 14 denepanbHoro 3akoHa oT 22 Hos6ps 1995 ropa N 171-3 "O rocynapCTBEHHOM perynupoBaHum
npou3BoAcTBa 1 060pOTa 3TUIOBOIO CAMPTA, ankoronbHOW WU CNNMPTOCoAERXKaLLen NpoayKumMmM u 06 orpaHuyeHumn notpebneHns
(pacnuTug)__ankoronbHon npoaykuuun”. [NponsBoacTBO hapmaueBTUYEeCKon CyOGCcTaHuuM cnvpTa 3TUMMOBOrO (3TaHona)
OOMycKaeTcs TONMbKO OpraHu3auuen, OCyLLEeCTBRAIOWEN NPOM3BOACTBO PEKTU(MKOBAHHOIO 3TMUIIOBOIO CnMpTa M3 MULLIEBOIO
Cblpbsi HA OCHOBaHMWU JIMLEH3UN HA MPOW3BOACTBO ITWUMOBOMO CnNupTa Anis npousBofcTBa dapMaueBTUYecKon cybcTaHuum
cnmpTa 3TWUIOBOro (3TaHona) B COOTBETCTBMM € TpeboBaHuaMn PeaepanbHOro 3akoHa ot 22 Hosabpa 1995 rona N 171-93 "O
[OCYAapPCTBEHHOM perynvMpoBaHvyM Npov3BoAcTBa W ob6opoTa  3TWUMAOBOIO CMMPTA,  anKOronbHOW W CNWPTOCOAERKALLIEN
npoaykumn 1 o6 orpaHnmyeHun noTpebneHunsa (pacnuTua)_ankorofbHon NPOAyKUMK", METOAOM pPa3BeLEeHUS BOAOW OYULLEHHOWM
Takoro 3TWMOBOrO CAMpTa, MPOU3BEOEHHOrO [aHHOW OpraHM3aumMend no MeCTy OCYLUECTBNEHWS NpPoOu3BOACTBA
dapmaLeBTMYECKOM CyBCTaHUMM cnupTa 3TUNOBOIO (3TaHona).

(HacTtb gononHutenbHo BktodeHa ¢ 1 aHBaps 2017 roga PenepanbHbiM 3akoHoM oT 3 umtonsa 2016 roga N 261-93; B
penakuun, BBegeHHoN B aencTene ¢ 29 aekabps 2020 roga PenepanbHbiv 3akoHoM ot 27 Aekabpa 2019 rona N 481-93. - Cwm.
NReAbIAYLLYI0 PeAaKLmio)

4 3. WhouemgyanbHble npegnpuHMMaTtenu W opuauMdeckue nvua, OCYLLECTBRSOWME 3akyrnky W UCMofb3oBaHWe
papmaLieBTU4ECKOM CyObCTaHLMU cnupTa STUMOBOrO (3TaHona), a Takke MpPOM3BOACTBO, U3roToBrneHue m (Mnm) obopot (3a
WCKMOYEHMEM PO3HWUYHOW NPOJAXKM) CMMPTOCOAEPKAaLLMX NeKapCTBEHHbIX NnpenapartoB, 06s3aHbl OCYLUECTBNSATb UX YYET U
OeKrnapvpoBaHue B nopsiake, yCTaHOBMEHHOM cTatbsamMu 8 u 14 denepanbHoro 3akoHa ot 22 Hosaopa 1995 rona N 171-93 "O
rOCyAapCTBEHHOM _perynvMpoBaHuy MPOM3BOACTBa M 000poTa 9TWOBOIO CMWPTa,_ ankKorofbHOW WM CMMPTOCOAepXallewn
npoayKumu n o6 orpaHMyeHn NoTpednerHns (PacnUTUN ) ankoronbHON NPOAYKLMK".

(YacTtb gononHutenbsHo BkNtoveHa ¢ 1 aHBapsa 2018 rona PenepanbHbiM 3akoHOM oT 29 uiongd 2017 rona N 278-93)

4_4. I'Ipm npon3BoACTBE JIEKapCTBEHHbIX npenapartoB And BE€TepUHapHOro npMMeHeHua OonycKaeTcA ucnonb3oBaHue
npoun3BedeHHbIX Ona peann3aunm q:)apmaueamqecmx Cy6CTaHLIMl7|, BKIMIOYEHHbIX B FOCYAAPCTBEHHbLIN PEECTR NEKaPCTBEHHbIX
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CPEACTB YNONHOMOYEHHbIM heeparnbHbiM OpraHOM UCMOMHUTENBHONM BRACTW, OCYLLECTBSOLWNM BEeAEeHNE rOCyAapCTBEHHOrO
peecTpa NeKapCTBEHHbLIX CREACTB ANA MEAULMHCKOrO NPUMEHEHMS.
(YacTb gononHutenbHo BkNtoveHa ¢ 13 aBrycta 2019 roga PenepansbHbiM 3akoHoM OT 2 aBrycta 2019 roga N 297-93)

5. 3anpeluaeTca NpoM3BOACTBO:

1) nekapcTBEHHbIX CPeACTB, CBEAEHUSI O KOTOPbIX HE coaepXaTcsl B [OCYapCTBEHHOM peecTpe NeKapCTBEeHHbIX CPEACTB
ANS MEeOMLUMHCKOTO MNPUMEHEHWUs,, W (UNM) [OCYNApCTBEHHOM PEecTpe JIeKapCTBEHHbIX CPEACTB AN BEeTepuMHapHOro
NpUMeHeHus1, 1 (UNn) eaUHOM peecTpe 3aperncTpPUMpoBaHHbIX NEKAPCTBEHHbIX CPEACTB EBPa3ninckoro aKOHOMUYECKOro Coto3a,
n (MNn) eguHOM peecTpe 3aperMcTpupoBaHHbIX BETEPUMHAPHbIX JIeKapCTBEHHbIX npenapaTtoB EBpa3niickoro 3KOHOMUYECKOro
COl03a, 32 UCKIIOYEHMEM FeKapCTBEHHbIX CPEACTB, NMPOWM3BOAMMbBIX AfS MPOBEAEHUS KITUHWYECKUX UCCNEdOBaHWA Wiu Ans
3KCMopTa;

(MyHKT B pegakummn, BBEAEHHON B AelncTane ¢ 4 asrycta 2023 roga PenepanbHbiM 3akoHoM OT 24 viona 2023 rofa N 341-
®3. - CM. npeaplayLLyio peaaKLmio)

2) hanbcmduunpoBaHHbIX NEKAPCTBEHHbIX CPEACTB;
3) nekapCTBEHHbIX cpeacTB 6e3 NUUEH3nMM Ha NPOM3BOACTBO fIEKapPCTBEHHbLIX CPeaCTB;

4) NNeKapCTBEHHbIX CpeaCTB C HapyLleHnem npaBui opraHun3aumm npon3BoACTBa M KOHTPOSA KadecTBa J1IeKapCTBEHHbIX
CcpencTs;

5) nyHKT gononHuTenbHO BKtodeH ¢ 1 sHBaps 2018 roga ®enepanbHbiv 3akoHoM oT 29 utona 2017 roga N 278-93,
yTpatun cuny ¢ 29 pekabpst 2020 roga - PenepanbHbli 3akoH 0T 27 aekabpsa 2019 roga N 481-®3 - cm. npeablayLyo
penakumio;

6) cnupTocodepXalumx IeKapCTBEHHbIX NpernapaTtoB MO MECTY OCYLLECTBMEHUS MNpPOM3BOACTBA hapmMaLeBTUYEeCcKon
cybCcTaHuum cnvpTta STUMOBOIO (3TaHoMa) 1 (Mnn) N0 MECTY OCYLLECTBMNEHNSI NPOM3BOACTBA STUMOBOIO CNUPTA;
(MyHKT gononHUTEnNBHO BKNOYEH ¢ 29 aekabpsa 2020 rona PenepanbHbiM 3aKkoHOM OT 27 Aekabpst 2019 rona N 481-93)

7) apmaueBTMdeckon cybCcTaHUMM ChMpTa 3TUIMOBOrO (3TaHona) v (unu) cnuMpTocodepXalumx IeKapCTBEHHbIX
npenapaToB Ha OCHOBHOM TEXHONormyeckom obopyaoBaHWM AN NPOU3BOACTBA 3TUIIOBOMO CMMpTa, Yka3aHHOM B nyHkTe 1_1
ctatbn 14 1 ®epepanbHoro 3akoHa ot 22 Hos6ps 1995 rona N 171-P3 "O rocyaapCTBEHHOM PErynnpoBaHMu NPOM3BOACTBA U
obopoTa 3TMNOBOro cnupTa, ankoronbHOW WM COUPTOCOAepXallen mpoaykuum n o6 orpaHuveHun notpebnexus (pacnutus)
arkoronbHoOW NPOAYKLUN".

(MyHKT gononHUTENBLHO BKNtoYeH ¢ 29 aekabps 2020 roga ®enepanbHbiv 3akoHoM OT 27 aekabpa 2019 rona N 481-93)

6. Mpn BBOOE NEKAPCTBEHHbLIX CPEACTB B rpaXKgaHCKMN 0OOpPOT YNMOMHOMOYEHHOE NULIO MPOU3BOAUTENS NEKapCTBEHHbIX
CpencTB OCYLUECTBMSIET MOATBEPXKAEHWE COOTBETCTBUS NEKAPCTBEHHbLIX CPeAcTB TpeboBaHMSIM, YCTaHOBIEHHbIM MPU KX
rocyAapCTBEHHOW perncrpauun, 1 rapaHTUpYeT, YTO fekapCTBEHHbIE CpeacTBa NPoM3BeaeHbl B COOTBETCTBUN C TpeboBaHUSIMU
npaBun Hagnexalien Npou3BOACTBEHHOW NPaKTUKK.

(YacTtb B pegakuuun, BBegeHHon B aenctene ¢ 1 nonsa 2015 roga degepanbHbiM 3akoHOM OT 22 aekabpsa 2014 roqa N 429-
®3. - CMm. NpeapbiayLLyo PeAAKLMI)

7. YNOnHOMOYEHHbLIM JMLOM MNPOU3BOAUTENS IEKapCTBEHHbIX CPEACTB SIBMSIETCA ero paboTHUK, aTTeCTOBaHHbLIN B
YCTaHOBNEHHOM YMOSIHOMOYEHHbIM (heaeparnbHbiM OpraHoOM UCMOMHUTENBHON BracTh Nopsake M UMELWNA cTax paboTbl He
MeHee 4YeM MATb neT B 0b6nactu Npou3BoACTBa U (MM) KOHTPONSA KavyecTBa NeKapCTBEHHbIX CPEACTB, Bbicliee obpasoBaHue
COOTBETCTBEHHO MO OAHOW U3 crneuuanbHOCTEW WM (MNM) OOHOMY M3 HanpaBleHUn MOAroToBKWU: Guomnorusi, GuotexHonorus,
BETEPUHAPUS, BETEPUHAPHO-CaHUTapHas 3KCNepTn3a, KNMHM4Yeckas MeguumHa, pagmaunoHHas, Xummdeckast n buonornyeckas
3awmTa, apmaums, dpyHaaMmeHTanbHast MeguumMHa, XMMmnyeckasi TEXHOMOrusl, XMusl.

(YacTtb B pepakuun, BBeLeHHOM B aerictene ¢ 22 Hosi6psa 2014 roga PenepanbHbiM 3akoHOM OT 22 okTs6pa 2014 rona N
313-93; B pegakumun, BeBegeHHon B gencteme ¢ 13 asrycta 2019 roga PenepanbHbiM 3akoHOM OT 2 aBrycta 2019 roga N 297-
®3. - CM. mpeabIAyLLY0 PEAAKLIMIO)

8. lMpousBognTenM nekapcTBEHHbIX CPeAcTB (3a MUCKMoYeHMeM dapMaueBTUYECKON cyOCcTaHUMM cnupTa 3TUIOBOIO
(3TaHona) MoryT oCyLLeCTBNATL NPOAAXY NEKapCTBEHHbLIX CPeaCcTB Un NepeaaBaTh UX B YCTAHOBMEHHOM 3aKOHOAATENILCTBOM
Poccuickon ®eanepaumm nopsigke:
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(AB3aL B pegakuun, BBegeHHoun B aericteue ¢ 1 aHBapa 2018 roga PenepansbHbiM 3akoHoM OT 29 miona 2017 roga N 278-
@3. - Cm. npeablayLyo peaakLuio)

1) ApyrMM Npou3BOAMUTENSIM NTEKAPCTBEHHBLIX CPEACTB AN NPOU3BOACTBA NEKAPCTBEHHBIX CPEACTB;
2) opraH13aumsam onTOBOKN TOProBNM NEKApCTBEHHLIMU CPeacTBaMM;

3) anTeyHbiM oOpraHM3auusiM, BETEPMHapPHbLIM anTeyHbIM OpraHu3auusM, WHAMBMAOYanNbHbIM  NpeanpuHUMaTensm,
VMEIOLLMM JIULEH3MI0 Ha hapMaLIeBTUYECKYIO AESATENbHOCTb UM NIULEH3MI0 HA MEQULMHCKYIO AeATENbHOCTD;

4) Hay4YHO-MCCrefoBaTeNbCKUM OpraHu3aunsmM Ans Hay4Ho-MccrenoBaTenbckon paboTsl;

5) MEAMUMHCKMM OpraHM3aumusM U BETEpUHaAPHbLIM OpraHn3aLusim;

6) opraHuM3auMsM W UMHOMBUZYanbHbIM MPEANpPUHMMATENSM, OCYLLECTBNSIOWMUM pas3BedeHne, BblpalluvBaHue U
coaepkaHue XXMBOTHbIX (3@ UCKIOYEHNEM NPoAaXn MM dbapMaLleBTUYECKMX CyGCTaHLMIA Unu UX nepegaydn);

(MyHkT B pepakuun, BeegeHHon B gencrteme ¢ 13 asrycta 2019 roga ®enepanbHbiv 3akoHoM OT 2 asrycta 2019 rona N
297-93. - CM. NpeabIAyLLYI0 DEAAKLIMIO)

7) ncnbiTatenbHbIM Nabopatopusim (LeHTpam), NPOBOASILLMM UCMbITaHUSA B 06NacTy KOHTPOSS KavyecTBa NeKapCTBEHHbIX
cpencTB, aKKpeauMTOBaHHbIM B COOTBETCTBUM C  3akoHopaTenbCTBOM Poccuiickon Pepepaumm o6  akkpeguTaumm B
HaUMOHarbHOM CUCTEME akKpeauTaLuu.

(MyHKT gononHuTensHo BKMtoYeH ¢ 1 ceHTAbpsa 2023 roga PenepanbHbIM 3akoHoM OT 4 asrycta 2023 rona N 428-93)

9. MpowussoguTenn hapmaueBTUYECKON CyOCTaHUMK cnMpTa STUIOBOrO (3TaHona) o0bs3aHbl OCYLECTBMASATbL peanuaauuto
(nepepayy B yCTaHOBNEHHOM 3akoHogaTenbCcTBOM Poccunckon degepauunn nopsake) gpapmaueBTudeckon cybcraHumm cnmpra
3TMNOBOro  (dTaHona) MpOW3BOAMTENSAM NEKapCTBEHHbIX CpPeAcTB  Onis  MPOW3BOACTBA  NEKApCTBEHHbIX  CPEAcCTB,
npou3BoanTENSM (M3roTOBUTENSAM) MEOMLIMHCKMX W3OenuiA Ons npov3BOACTBA M W3FOTOBMEHWUS MEOMLUUWHCKMX W3oenui B
eMKOCTSX 06bemMoM He 6onee 1 nutpa u (unn) He meHee 1000 NUTPOB, a opraHn3aunsM, ykasaHHbIM B NyHKTax 3-5 n 7 yactu 8
HacToslen cTaTbu, B Tape obbemom He bGonee 1 nuTpa.

(Yactb gononHuteneHo BkrtoveHa ¢ 1 sHBaps 2018 roga PenepanbHbiM 3akoHoM OT 29 utona 2017 rona N 278-03; B
penakumu, BBeaeHHon B genctene PenepanbHbiM 3akoHOM oT 22 Aekabps 2020 rona N 444-93; B pegakunn, BBEAEHHOW B
denictene ¢ 29 aekabps 2020 rona PenepanbHbiv 3akoHOM oT 27 aekabpa 2019 rona N 481-93; B pefakumm, BBEAEHHON B
penicteue ¢ 1 ceHTabpst 2023 roga PenepanbHbiM 3akoHOM OT 4 aBrycta 2023 roga N 428-03. - CM. npeablayLlyo peaakLmio)

10. Peanusauua (nepegada B YCTaHOBNEHHOM  3akoHogaTtenbcTBOM  Poccuiickon  ®Pepepauum  nopsake)
hapmaLeBTUYECKO CcybCcTaHUMK cnupTa 3TUIOBOrO  (3TaHona) oOpraHu3auusiM  OMTOBOW TOPFOBMWM  FIEKAPCTBEHHbLIMU
cpencTBamMu He fonycKaeTcs.

(Yactb gononHuTensbHO BKNtoveHa ¢ 29 aekabps 2020 roga PenepansHbiM 3akoHOM OT 27 aekabpa 2019 rona N 481-93)

11. TlepeBo3kn apmaueBTMYecKon cybCcTaHuMM cnmMpTa 3TUMOBOrO (3TaHoMa) OCYLeCTBNAWTCA ¢ cobnogeHnem
TpeboBaHuI, ycTaHOBNEHHbIX ab3alem YyeTBepTbiM NyHKTa 3 cTatbu 9 PenepanbHOro 3akoHa ot 22 Hosabpa 1995 rona N 171-
®3 "O rocynapCTBEHHOM perynMpoBaHMM NPOW3BOACTBa M 06opoTa 3TUNOBOIO CNMPTAa, ankOoronbHOW W cnupTocoaepXallien
npoaykumn n o6 orpaHnMyeHnmn NoTpednerHns (PacnUTUA ) ankoronbHON NPOAYKLMK".

(YacTb pononHuTenbHO BKMtoYeHa ¢ 29 aekabps 2020 roqa $enepanbHbimM 3akoHoM oT 27 Aekabpa 2019 rona N 481-93)

KommeHTapun k ctatbe 45

CTATbSA 46. MAPKUPOBKA NNEKAPCTBEHHbLIX CPEOCTB

1. JlekapcTBeHHble npenapaTtbl, 3a WCKIOYEHUEM JEKAPCTBEHHbIX MpenapaToB, W3rOTOBMEHHbIX —anTeYHbIMM
opraHusauusiMy, BETEPUHAPHLIMU  anTeYHbIMM  OpraHU3auMsMU, WUHOMBUAYaNbHBIMA  NPEaNnPUHUMATENSAMMU, UMEKLUMU
NMLEH3NI0 Ha hapMaLEBTUYECKYIO AeSTENBHOCTb, AOMKHbI NOCTYNaTh B obpalleHne, ecnu:

1) Ha UX NEPBUYHOW YMNaKoOBKE (3a MCKMIOYEHWEM MEPBUYHOW YMNaKOBKMA JEKAPCTBEHHbIX PacTUTENbHbIX MNpenapartos)
XOPOLUO YMTaAEMbIM LIPUPTOM Ha PYCCKOM $3blke YykasaHbl HauMeHOBaHWE NeKapCTBEHHOro npenapata (MexayHapoaHoe
HemnaTeHTOBaHHOE, UMW FPyNNMPOBOYHOE, UMU XUMWUYECKOE, NN TOProBoe HaMMEHOBaHMWE), HOMEP cepuu, aaTa Bbinycka (ans
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MMMYHOBMNONOMMYECKNX NeKapCTBEHHbIX NMpenapaToB), CPOK FOAHOCTM, A03MPOBKA UMM KOHLEHTpauusi, o6beM, akTUBHOCTb B
euHULax AeNCTBUS UM KONMYECTBO A03;

(MyHKT B pegakumn, BBeaeHHOW B aencrteme ¢ 26 oktabpsa 2010 roga PenepanbHbiv 3akoHom oT 11 okTabpa 2010 roga N
271-93; B pegakumm, BBegeHHom B genctene ¢ 1 uona 2015 roga ®enepansHbiv 3akoHoM oT 22 nekabps 2014 rona N 429-
®3. - CMm. NpeapbiayLLyo PeAAKLMI)

2) Ha wux BTOpPUYHOW (MOTPEOUTENBCKOW) YMaKoBKE XOpPOLIO YMTaeMbiM LIPUEPTOM Ha PYCCKOM HA3bIKEe YyKa3aHbl
HaMMeHOBaHWe NeKapCTBEHHOro npenapata (MexayHapoaHoe HenaTeHTOBaHHOE, UMW rPYNnMPOBOYHOE, UMM XMMUYECKOE U
TOProBOoe HaMMEHOBaHWS1), HAMMEHOBaHME MPOW3BOAMTENS NEKapCTBEHHONO Mpenaparta, HOMep cepuu, AaTa Bblinycka (4ns
UMMYHOBUNONOrMYECKUX feKapCTBEHHbIX MpenapaToB), HOMEP PEerucTpauMoOHHOMO YAOCTOBEPEHUs, CPOK FOAHOCTM, Cnocob
NPUMEHEHWS, O3UPOBKA UMM KOHLEHTpaLuusl, o6beM, akTUBHOCTb B €A4MHULAX OEACTBUSA NMbO KONUYEeCTBO A03 B YMAKOBKE,
nekapcTBeHHas oopma, yCnoBusl OTMycKka, YCroBUsS XpaHeHUs1, npeaynpeauTernbHblie Haanmcu.

(MyHKT B pegakumun, BBeAEHHOW B Aerncteue ¢ 26 oktabps 2010 roga PenepanbHbiv 3akoHom ot 11 oktabpsa 2010 roaa N
271-93; B pegakumm, BBegeHHon B aenctene ¢ 1 uwonsa 2015 roga PenepanbHbiv 3akoHoM oT 22 nekabps 2014 rona N 429-
®3. - CM. mpeabIAyLLY0 PEAAKLIMIO)

2. dapmaueBTudeckne cybCcTaHUMM OOIMKHbI MOCTynaTb B OOpalleHWe, ecnu Ha WX MNEPBUYHOM YMaKOBKE XOPOLUO
yMTaembiM WPUEPTOM Ha PYCCKOM $3blKE YyKa3aHbl HavMeHOBaHue apMaleBTUYecKko cybcTaHuum (MexgyHapogHoe
HenaTeHTOBaHHOE, WNKN TPYMNMMPOBOYHOE, WM XMMUYECKOE M TOProBOE HAMMEHOBaHWS), HaAMMEHOBaHWE MNPOU3BOAUTENS
hapmaLeBTUYECKOM CyOCTaHUMM, HOMEp cepuM U [ata M3rOTOBMEHMWS, KOMMYECTBO B YMaKOBKE WM €A4MHULLI M3MEepPeHUs!
KOnm4yecTBa, CPOK rOAHOCTU U YCIIOBUS XPaHEHMS.

(YacTtb B pegakuuun, BBegeHHoun B aenctene ¢ 1 nonsa 2015 roga degepanbHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-

®3. - CM. npeabiayLLyo PeAAKLMI)

3. lekapcTBEHHbIE CPEACTBa B KAYECTBE CbIBOPOTOK AOMMKHbLI MOCTYNaTh B obpalleHne C ykazaHUEM XUBOTHOIO, U3 KPOBMU,
nnasmMbl KpOBW, OPraHOB U TKaHel KOTOPOro OHW MOJyYeEHbI.

4. Ha BTOpMYHytO (NOTpebnTenbCcKyl) ynakoBKy NeKapCTBEHHbIX CPEACTB, NOMyYEHHbIX U3 KPOBU, Nna3Mbl KPOBW, OPraHoB
M TKaHem 4eroBeka, [OMMKHa HaHocWUTbCHA Hagnuck: "AHTuTena k BUY-1, BUY-2, k Bupycy renatuta C M NOBEPXHOCTHbIN
aHTUreH Bupyca renaTtuta B oTcyTtcTByioT".

5. Ha nepBu4yHyt0 ynakoBKYy W BTOPUYHYH (MOTPEBUTENbCKY) yrnakoBKy paavodapMaueBTUYECKMX JEKapCTBEHHbIX
CpeAcTB AOMKEH HAHOCUTLCS 3HaK paanaumnoHHON OnacHoOCTy.

6. Ha BTOpuYHylo (NOTPEOUTENbLCKYD) YNakoBKY rOMeonaTUYecKUX NeKapCTBEHHbIX npenapaTtoB AOMmKHa HaHOCUTbLCS
Hagnuck: "MomeonaTuyecknin”.

7. Ha BTOpM4YHylO (MOTPeOUTENbCKYD) YMAKOBKY JEKapCTBEHHbLIX PaCTUTENbHLIX MpenapaToB [AOMMKHA HaHOCUTbCS
Hagnuce: "MNpoayKums npoLuna paguMauoHHbIA KOHTPOMb".

8. Ha nepBunYHYylO yNnakoBKy (eCnun gnsi 3TOro CyLIEeCTBYET TEXHMYECKass BO3MOXHOCTb) M BTOPUYHYHO (MOTPEOUTENLCKYHO)
YMNaKoBKY fnekapCTBEHHbIX MpenapaTtoB, npegHasHayYeHHbIX ANs KNMHWYECKUX UCCNeAoBaHUNM, AOMMKHA HAHOCUTLCS HaAMUCh:
"[Ina KNMMHUYECKNX nccnegoBaHnn".

(YacTtb B pegakuuun, BBegeHHom B aencrtene ¢ 1 nons 2015 roga degepanbHbiM 3akoHOM 0T 22 Aekabpsa 2014 rona N 429-
®3. - CMm. mpeapiayLwLyo PeAaKLn0)

9. YnakoBKa NnekapCTBEHHbIX CPEACTB, NpefHa3HauYeHHbIX UCKIMIOYMTENBHO AMst 9KCNopTa, MapKMpyeTcsi B COOTBETCTBUM C
TpeboBaHMsIMK CTpaHbI-MMNopTepa.

10. Ha TpaHcnopTHyl Tapy, koTopasi He MnpegHasHayeHa Ans noTpeduTenen m B KOTOPYH MOMELLEHO NEKapCTBEHHOEe
CpeacTBO, A0MKHa HAHOCUTLCA MHGPOPMaLUA O HaMMEHOBaHWUMW, CepUnN NeKapCcTBEHHOMO CpeacTBa, AaTe BblMycka, KonvyecTee
BTOPUYHBIX (MOTPEOUTENBCKNX) YNAKOBOK NEKAPCTBEHHOIO CPEACTBa, MPOU3BOAUTENE NEKAPCTBEHHOIO CPeacTBa C yKasaHueM
HaMMEeHOBaHUSA U MEeCTOHaXOXOEeHNsS NMPOU3BOAMTENS NEeKapCTBEHHOro cpeacTsa (agpec, B TOM yucne cTpaHa u (Unm) mMecto
Npoun3BOACTBa NeKapCTBEHHOMO CPpeacTBa), a TakkKe O CPOKe rOAHOCTM NEKapCTBEHHOIO CpeacTBa U 06 YCMOBUSAX ero XpaHeHus
1 NepeBo3kn, HeobxoamMMble NpeaynpeauTenbHbIe HAAMUCU U MaHUNYNATOPHbIE 3HAKMU.

11. Ha nepBuYHyt0 ynakoBKy M BTOPWUYHYIO (NMOTPEOUTENbCKYO) YNakoBKY JEKAapPCTBEHHbLIX CPEACTB ANs BETEPUHAPHOro
NPUMEHEHNs [OSMKHA HAHOCUTLCA HagNuck: "[ns BETepUHApPHOro NpUMeEHeHns".
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12. Ha BTopnyHyto (NOTpebuTenbCcKyro) ynakoBKy NEKapCTBEHHOrO npenapaTta HaHOCUTCS LITPUXOBOW Kog,.

KommeHTapun Kk ctatbe 46

FMABA 9. BBO3 NIEKAPCTBEHHbIX CPEACTB B POCCUNCKYIO ®EOEPALMIO U BbIBO3 JIEKAPCTBEHHbIX
CPEACTB U3 POCCUUCKOW ®EAEPALIUMK

(HaumeHoBaHuWe rnaBbl B pefakunm, BBeAeHHON B Aencteue ¢ 7 aHBapsa 2012 rona PeaepanbHbiM 3aKoHOM 0T 6 Aekabpa 2011
rona N 409-®3. - CM. mpeablAyLLY0 PEAAKLIMIO)
CTATbA 47. NOPAOOK BBO3A JIEKAPCTBEHHbLIX CPEACTB B POCCUNCKYIO OEOEPALIUIO N BbIBO3A
JIEKAPCTBEHHbBIX CPEOCTB U3 POCCUNCKON SEOEPALIMA

(HammeHoBaHuve B pegakuuu, BBegeHHoM B aencteue ¢ 7 sHeapsa 2012 roga ®enepanbHbiM 3akoHOM 0T 6 Aekabpsa 2011 roaa
N 409-03. - CM. NpeAbIAyLLYI0 peaakumio)

1. BBO3 nekapcTBeHHbIX cpeactB B Poccunckyio ®degepaumio ocyllecTsBnsgeTca B Mopsigke, YCTaHOBMEHHOM
MpasuTtenbctBom Poccuiickon ®egepauun, B COOTBETCTBUM C TaMOXEHHbIM 3aKOHOOATENbCTBOM TaMOXEHHOro cots3a B
pamkax EBpA3IC (aoanee - TaMoXeHHbIN COO3) 1 (MNK) 3akoHodaTenbCTBOM Poccuiickon degepaumm 0 TaMOXXEHHOM aene.

(HYactb B pegakumun, BBeaeHHon B gencteune ¢ 7 sHeapsa 2012 roga deaepanbHbiM 3akoHOM OT 6 aekabpsa 2011 ropa N
409-®3. - Cm. mpeaplayLLyo PeaaKLnio)

2. BBosnmble B Poccuiickyto degepaumnio nekapcTBEHHbIE CpeacTBa AOMKHbI COAEPKATLCS B [OCYNaRPCTBEHHOM peecTpe
NEeKapCTBEHHbIX CREACTB.

(Yactb B pegakumu, BBeaeHHon B genctene ¢ 7 siueaps 2012 roga PeanepanbHbiM 3akoHOM OT 6 aekabpsa 2011 rona N
409-93; B pegakumm, BBeOeHHOM B gencteue ¢ 28 gekabps 2019 roga PenepanbHbiM 3akoHOM OT 27 aekabpsa 2019 rona N
462-03. - CM. mpeablayLLY0 PEAAKLIMIO)

3. [Honyckaetca BB03 B Poccuiickyto ®depepaumio  KOHKPETHOWM  MapTMM  3aperncTpupoBaHHbIX U (Mnu)
He3aperMcTpUpPoOBaHHbIX FEKapCTBEHHbIX CPEACTB, MpeaHas3HadYeHHbIX AONs NpoBeAeHUs KIMHUYECKUX MCccneaoBaHun
NneKapcTBEHHbIX MpenapaTtoB, MPOBEOEHUST IKCMEPTU3bl JNEKAPCTBEHHbIX CPEACTB AMsl OCYLLECTBMEHUS TocyaapCTBEHHOW
perncTpaunn nekapCcTBeHHbIX NpenapaTtoB UNu Ans okasaHns MeaANUMHCKOM MOMOLLM MO XKU3HEHHbLIM NOKa3aHUSIM KOHKPETHOro
nauMeHTa Ha OCHOBaHWW pa3pelUeHusi, BbIAAHHOIO YMOMHOMOYEHHbIM defeparnbHbiM OpraHoOM WCMOMHUTENBHOW BNacTu Mo
3asBEHMAM ML, yKasaHHbIX B cTatbe 48 HacTosuero ®enepansHoro 3akoHa. PaccMOTpeHue Takoro 3asiBNeHUs U NpUHATUE
peLleHns O Bblgave paspelleHnss Ha BBO3 KOHKPETHOW NapTUM 3aperncTpupoBaHHbIX U (MKM) He3aperMcTpupoBaHHbIX
NeKapCcTBEHHbIX CPeAcTB, NpeAHa3HaYeHHbIX Ansi NPOBedEeHUs KIMHUYEeCKUX WUCCreaoBaHWiA fekapCTBEHHbIX MNpenapaTos,
NPOBEAEHUs] 3KCNEPTU3bl JIEKAPCTBEHHBLIX CPEACTB AN OCYLLECTBEHUsI TOCYAapCTBEHHOW peructpaumm nekapcTBEHHbIX
npenapaTtoB UNn Ans okasaHust MEQULUHCKOW NOMOLLM MO XU3HEHHbIM MOKa3aHWsIM KOHKPETHOro naumeHTa nnbo o6 oTkase B
BblAaye ykasaHHOro paspeLlueHust NPon3BoaATCA B CPOK, HE NpeBbILWaoWwmnin natn padodmx gHen. MNMnarta 3a Bblgady ykasaHHOro
paspeLleHns He B3MMaeTcs.

(HYactb B pegakumu, BBeaeHHon B genctene ¢ 7 sHeapsa 2012 roga deanepanbHbiM 3akoHOM OT 6 aekabpsa 2011 ropa N
409-®3. - CM. mpeablayLLyo PeAAKLNI)

3_1. [onyckaetrca BB03 B Poccuiickyto Penepaumio KOHKPETHOW MNapTUM HE3apermcTpUpOBaHHbLIX JEKApCTBEHHbIX
npenapaTtoB, COAEPXaLMX HapPKOTUYECKMEe CPeacTBa WM MCUXOTPOMHbIE BELWECTBa, B MNopsake, YCTAHOBIIEHHOM
MpasutenbctBoM Poccurickon denepaumm, Ans okasaHUs MeguUMHCKON NMOMOLLM MO XM3HEHHBIM MOKa3aHUsIM KOHKPETHOIo
nauvMeHTa unu rpynnsl NauMeHTOB B Cry4vae, ecnv MMEEeTCsl peLleHne BpavyebHOM KOMMCCUM MELMLUHCKOW opraHmsauum o
HeaHEKTUBHOCTN UMN HEBO3MOXXHOCTU MPUMEHEHUS Y KOHKPETHOrO naumeHTa WMHbIX 3aperncTpupoOBaHHbIX FeKapCTBEHHbIX
npenapaToB, B TOM 4WCNe COAepXaliux OpyrMe [OencTBylollMe BellecTBa, M O HeobXOAMMOCTM BBO3a OMpPEeAErNeHHOro
He3aperMcTpupoBaHHOIO fEeKapCTBEHHONo Mpenapara C YKa3aHWeM ero MeXAyHapOA4HOro HenaTeHTOBaHHOoro (unu
XMMUYECKOrO, UM rpynnMpoBOYHOr0) HaMMeHOBaHKs, hOPMbI Bbinycka U KonmyecTea. NepedeHb 3aboneBaHnii 1 COCTOSIHUIA U
COOTBETCTBYIOLLMX NeKapCTBEHHbIX NpenapaToB, CoaepXKallnx HapKoTUYeckne CpeacTsa M NCUXOTPONHbIe BELeCcTBa, B Lensax
OCYLLECTBIEHMS WX BBO3a B COOTBETCTBMM C TpebOBaHWSIMM HACTOSILLEN 4YacTW YTBEPXKOAETCS YMNONMHOMOYEHHBIM
denepanbHbIM OpraHOM UCMONTHUTENBHOW BRacTy.

(Yactb gononHuTenbHo BkNtoyeHa ¢ 1 mapta 2020 roga PenepanbHbiM 3akoHoM OT 27 aekabpa 2019 roga N 475-93,
npumeHsaetcsa oo 31 aekabpsa 2023 roga)

3_2. [lo 31 pnekabpsa 2024 roga gonyckaroTcsa BBO3 Ha TeppuTtoputo Poccuiickon ®eaepaumm n obpalleHme B Poccumnckon
denepaumn ¢ y4yeToM 0ocobOeHHOCTEN, ycTaHOBMneHHbIX [MpaButenbcTBoMm Poccuiickon degepaumun, 3aperncTpupoBaHHbIX
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nekapcTBeHHbIX npenapaToB Ans MeOUUMHCKOTO MNPUMEHeHWss B YynakoBKaxX, nNpedHasHavyeHHblX Ans obpalleHus B
WHOCTPaHHbLIX rocygapcteax, B crniyvyae gedekTypbl fnekapCTBEHHbIX MpenapaTtoB UMW pucka ee BO3HWKHOBEHUS B CBA3WU C
BBeJeHMEeM B OTHowweHun Poccuiickon ®egepaumy OrpaHUYMTENbHLIX Mep 3KOHOMWYECKOro Xapaktepa npu YcroBuu
COOTBETCTBUS BBO3UMbIX NEKApCTBEHHbIX NpenapatoB TpeboBaHUSAM, YCTAHOBMEHHBIM MPU UX perncTpalmu, 3a UCKMYeHnem
TpeboBaHMIA K NEPBMYHOM YMaKOBKE, BTOPWUYHOM (NOTPEOUTENLCKOW) YyNakoBKE, a TakKe MNpWU HanmuMumm Ha BTOPUYHOWM
(noTpebuTenbcKkom) ynakoBKE NEKAPCTBEHHbIX MpenapaTtoB, HaxoOsLWMXCA B OOpalleHMM, CaMOKNEsLenca 3TUKETKM,
cofepxallen nHopMauuo 0 IeKapCTBEHHOM Mpenapare Ha PyCCKOM S3bIKe.

(Yactb gononHuTenbHO BkModeHa PefepanbHbiM 3akOHOM OT 26 mapTa 2022 rona N 64-93; B pegakumu, BBEOEHHON B
nenicteue ¢ 1 aHBaps 2023 roga PenepanbHbiv 3akoHoM oT 19 nekabpa 2022 rona N 519-93. - CM. npeablayLLYy0 pefakLmio)

4. B Poccunckyto degepaumio MOXHO BBO3UTb NEeKaApCTBEHHble CpeacTBa, KavyeCcTBO KOTOPbIX NOATBEPXKAEHO
cepTudnKaTomM NPon3BoaANTENS NleKapCTBEHHbIX CPeACTB, yAOCTOBEPAIOLLMM COOTBETCTBME BBO3MMbIX NEKAPCTBEHHbIX CPEACTB
TpeboBaHMAM hapMakonemnHblx cTtaTer nNMbo B cryvyae UX OTCYTCTBUS HOPMATMBHOM AOKYMEHTaUUW WUNu HOPMAaTUBHOIO
OOKYMeHTa.

(HacTtb B pepakuun, BeegeHHon B gencteue ¢ 7 aHBaps 2012 roga ®enepanbHbiM 3akoHoM oT 6 aekabps 2011 rona N
409-03. - Cm. npeablayLLYI0 peaakLmio)

5. Banpewaetca BB03 B Poccuickyto  depepaumio  hanbCMULMPOBAHHBIX — NIEKAPCTBEHHbIX  CPeacTs,
HegobpoKavyeCTBEHHbIX NIEKAPCTBEHHBIX CPEACTB, KOHTPA(aKTHbIX NEKapCTBEHHbIX CPEACTB.

(HYactb B pepakumu, BBeaeHHon B gencteune ¢ 7 sHeapsa 2012 roga ®enepanbHbiM 3akoHOM OT 6 aekabpsa 2011 rona N
409-®3. - Cm. npeaplayLLyo peaaKLnio)

6. danbcuduunpoBaHHble NeKapcTBeHHble cpeacTBa, HegobpokayecTBeHHble feKkapCTBeHHble CPeacTBa noanexar
U3BATUIO 1 MOCneayoLLEeMy YHUUTOXEHMIO NN BbIBO3y M3 Poccuickon degepauun, KOHTpadakTHble NekapcTBEeHHbIE CpeacTea
- U3BATUIO N MOCMEAYIOWEMY YHUUTOXEHUIO. YHUYTOXEHNE MK BbiBO3 U3 Poccuiickon depepaummn danbcnmumpoBaHHbIX
NeKapCcTBEHHbIX CPeacTB, HeLoOpOKavYeCTBEHHbIX IEKApCTBEHHbIX CPEACTB, KOHTPadakTHbIX IEeKapCTBEHHbIX CpPeacTB
OCYLLECTBNSETCA 3a CYET nuua, OCYyLLeCTBMBLUETO UX BBO3. [lopsgoK YHUUTOXEHMST M3BATBHIX hanbCnULMPOBaHHbIX
NeKapcTBEHHbIX CPeacTB, HeLoOpOKaYeCTBEHHbIX IEKAPCTBEHHbIX CPEACTB, KOHTPadakTHbIX IEeKapCTBEHHbIX CpPeacTB
yctaHaenuaaetcs [pasutenscTsom Poccunckon ®egepaumu.

(Yactb B pepakuun, BBegeHHON B AerictBue ¢ 7 aHBaps 2012 roga ®enepanbHbiM 3akoHOM OT 6 Aekabps 2011 rona N
409-03. - CM. MpeabIAyLLYI0 DEAAKLIMIO)

7. Jlvwua, ocyuwecTtBnswowmne BBo3 B Poccuickyio ®depepauunio  hanbCUUUMPOBAHHBLIX eKapCTBEHHbLIX CpeacTs,
HeobpoKayYeCTBEHHbIX JIEKApPCTBEHHbIX CPEeACTB, KOHTpPadaKTHbIX J1eKapCTBEHHbIX CPeacTB, HECYT OTBETCTBEHHOCTb B
COOTBETCTBMM C TAMOXEHHbIM 3aKoHOAATENbLCTBOM TaMOXEHHOro coto3a 1 (Mnn) 3akoHodaTenbcTBoM Poccuiickon ®egepauum
O TaMOXXEHHOM ferne.

(HYactb B pepakumu, BBeaeHHon B gencteune ¢ 7 sHBapsa 2012 roga ®enepanbHbiM 3akoHOM OT 6 aekabpa 2011 rona N
409-®3. - Cm. mpeaplayLLyo PeaaKLnio)

8. BbIBO3 nekapcTBeHHbIx cpenctB u3 Poccuiickon depepauumn ocyllecTBnserca ©0e3 MpUMEHEHUSA OrpaHuYeHun,
YCTaHOBINEHHbIX TAMOXEHHbIM 3aKOHOA4ATENBbCTBOM TaMOXEHHOro coto3a u (Mnun) 3akoHogatenscTBomM Poccuiickon ®enepaumm
0 rocy4apCTBEHHOM PEryrMpOBaHMM BHELLHETOPrOBOWN AEATENBHOCTMY.

(HacTtb B pepakuun, BBegeHHOM B genctBue ¢ 7 aHBaps 2012 roga ®enepanbHbiv 3akoHoM oT 6 aekabps 2011 roga N
409-93; B pemakuuun, BBeAeHHON B genctBue PenepanbHbiM 3akoHOM OT 25 Hos6psa 2013 roga N 317-93; B pepakumm,
BBeadeHHou B genctame ¢ 1 nionsa 2015 roga ®eaepanbHbiM 3akoHOM OT 22 Aekabps 2014 rona N 429-93. - CM. npeablayLyto
peaakumio)

9. BBog B rpaxzaHckuii 000poT NEKapCTBEHHbIX MpenapaToB A1 MEOULMHCKOrO NPUMEHEHUs, BBE3EHHbIX B POCCUMICKYHO
denepauuio, ocyllecTBnsieTcs ¢ cobniogeHnem TpeboBaHWI, YCTaHOBMEHHbIX cTatben 52 1 HacTosulero PenepanbHoOro
3aKoHa.

(YacTtb gononHMTENbHO BKOYeHa ¢ 29 Hosbps 2019 roga PenepanbHbiM 3akoHOM OT 28 HoA6pa 2018 rona N 449-93)

10. Bog B rpaxgaHckmii 0OOpPOT NEKapCTBEHHbIX MpenapaTtoB Afs BETEPUMHAPHOIO MPUMEHEHUS!, BBE3EHHbIX
(nepemeleHHbix) B Poccuiickyto degepaumio, ocyLlecTBnseTcs ¢ cobnogeHnem tpeboBaHuiA, YCTaHOBMNEHHbIX cTaTben 522
HacTosero PefepanbHOro 3akoHa.

(Yactb gononHuTensHO BKNtoveHa ¢ 1 ceHTsabpsa 2023 roga PenepanbHbiv 3akoHoM oT 2 monsa 2021 roga N 317-93)
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HenictBne nonoxeHuit yactn 10 HacTosiLen cTaTbl He pacrnpoCTPaHSETCS Ha CEpPUN FlekapCTBEHHbIX MpenapaTtoB Aris
BETEPUHAPHOr0O NPUMEHEHWS!, BBEAEHHbIE B rpaXxgaHCKMin 060poT Ha TeppuTopumn Poccuiickon ®eanepaumm Ao AHA BCTYNNEHUs
B cuny ®enepansHoro 3akoHa ot 2 uonga 2021 rona N 317-P3, - cm. nyHKT 2 cTtatbn 2 PepepanbHOro 3akoHa ot 2 monsa 2021
rona N 317-93.

KommeHTapun k ctatbe 47

CTATbA 48. OPUONYECKUE JIULIA, KOTOPbIM PA3PELLUEH BBO3 NNEKAPCTBEHHbLIX CPEACTB B
POCCUUCKYIO ®EOEPALINIO

(HanmeHoBaHue B pegakuuu, BBegeHHoM B aencteume ¢ 7 sHaps 2012 roga ®enepanbHbiv 3akoHOM 0T 6 Aekabpsa 2011 rona
N 409-®3. - Cm. npeaplAyLLYy0 PEAAKLMIO)

JlekapcTBeHHble cpeacTtBa B Poccunckyto degepauuio MoryT BBO3UTL!
(AB3ayu B pegakuum, BBegeHHoN B gericteue ¢ 7 aHBapst 2012 rona PenepanbHbiM 3akoHOM OT 6 aekabpa 2011 rona N
409-93. - Cm. npeablayLLylo peaakumio)

1) npon3BoanTenu riekapCTtBeHHbIX CpeacTs ansa uenen cobCTBEHHOro npon3BoOACTBa J1IeKapCTBEHHbIX CPeaCTB;

2) MHOCTpPAaHHbIE pa3pa60Tq|/|KV| JleKapCTBEHHbIX CpeacTB N MHOCTPaAHHbIE NMPOU3BOOUTENN JNNIEKAPCTBEHHbLIX CpeactB unn
apyrne wpuagndeckne numda no nopyvYeHuro pa3pa60Tq|/|Ka NeKkapCTBeHHOro cpeactea AnAa nposedgeHna KIHNUYeCKnX
nccnegoBaHum NeKapCTBEHHOro npenaparta, OCYyLleCTBIIeHUA rocy,u,apCTBeHHon perncTtpaunnm nekapCTtBeHHOro npenaparta,
BKITHOYEHUA d)apmaueBqueCKoﬁ CyGCTaHLI.VIM B mnaDCTBeHHbIVI PeecTp NeKapCTBEHHbIX CPEeNCTB, KOHTPONA KadecTBa
NNeKapCTBEHHbIX CpencTB npu Hanndnn paspeleHna ynosiHoOMoO4YeHHOro daep,epaanoro opraHa WCNONHUTENbHOM BNacTu Ha
BBO3 KOHerTHOl71 napTun nekapCcTBeHHbIX CPEACTB;

3) opraHu3aummn oNTOBOIM TOProBNM NEKAPCTBEHHLIMU CPEACTBAMMU;

4) Hay4HO-UccnegoBaTenbCckne opraHusaumm, obpasoBaTenbHble OpraHvM3auuun BbiCLIEro 00pas3oBaHUSA, NPOVM3BOAUTENN
NEeKapCTBEHHbIX CPeacTB And  pas3paboTky, WUCCNedoBaHWA, KOHTpons 0e3onacHOCTM, kKavecTBa, 3QEKTMBHOCTU
nekapcTBEHHbIX CPEACTB NPU HAaNMYMK paspeLLeHnst YNornHOMOYEHHOro dhefepanbHOro opraHa UCTNONMHUTENBHOWM BNacTy;

(MyHKT B pegakumu, BBeAeHHoM B aenictene ¢ 1 ceHTabpsa 2013 roga PenepanbHbiM 3akoHom ot 2 utonsa 2013 rona N 185-
®3. - Cm. mpeaplAyLLY0 PEAAKLIMIO)

5) mMeouuMHCKMe opraHu3auMu, WHble yKasaHHble B NyHkTax 1-4 HacTodulel CcTaTbuM OpraHu3auMu [Ansi oKasaHus
MEOULUHCKON MOMOLUU MO >KM3HEHHbIM MOKa3aHUAM KOHKPETHOrO nauueHTa npuv Hanvyuum paspelueHus YnorHOMOYEHHOro
denepanbHOro opraHa WCMNOMHUTENbHOW BMAacTM Ha BBO3 KOHKPETHOW MapTUM NEKapCTBEHHOroO npenapaTta, BblAaHHOMO B
YCTaHOBMNEHHOM nopsiake B hOpMe 3NEKTPOHHOIO AOKYMEeHTa, MOAMUCaHHOMO YCUITEHHOW KBanMUUUPOBaHHOW 3MeKTPOHHOMN
NOANUCHIO.

(MyHKT B pegakuun, BBegeHHoM B genctane PeaepanbHbiM 3akoHoM OT 12 mapTta 2014 rona N 33-93. - Cm. npeabiayLyto
penakuuio)

6) rocynapcCTBeHHble YHUTapHble MpeanpuATUS, UMYLLECTBO KOTOPbIX Haxogutcs B denepanbHOM COBCTBEHHOCTH,
onpegensiemble NpaButensctBom Poccunckon ®enepaumm, B 4actn Beo3a B Poccuiickyto ®enepaumio He3apermcTpupoBaHHbIX
nekapcTBeHHbIX MpenapaTtoB, codepXalluMx HapKOTUYecKMe CcpeacTBa WM NCUMXOTPOMHble BeLlecTBa, ANA  OKasaHud
MeANLIMHCKOW MOMOLLM MO XU3HEHHBIM MOKa3aHUSM KOHKPETHOro nauueHTa wunm rpynnbl NauMeHToB B COOTBETCTBUM C YacTblo
3_1 cratbu 47 HacTosulero PenepanbHOro 3akoHa.

(MyHKT gononHuTenbHo BktodeH ¢ 1 mapTta 2020 roga PenepanbHbiM 3akoHOM OT 27 aekabpsa 2019 ropa N 475-93,
npumeHsieTcs oo 31 gekabpsa 2023 roga)

KommeHTapun k ctatbe 48

CTATbA 49. AOKYMEHTbI, MPEACTABJIAEMbIE B TAMOXXEHHbIE OPIAHbI POCCUNCKON ®EQEPALIUN
NMPU BBO3E NNEKAPCTBEHHbIX CPEACTB B POCCUNCKYIO ®EAOEPALINIO

(HanmeHoBaHue B pegakumm, BBe4eHHOM B AencTteume ¢ 7 sHeapa 2012 rona PenepanbHbiM 3aKoHOM OT 6 Aekabpa 2011 roaa
N 409-®3. - Cm. npeaplayLLyo PeAaKLMIO)
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1. MNpwn BBO3e nekapcTBeHHbLIX cpeacTB B Poccuiickyto depepaunio B TaMOXeHHble opraHbl Poccunckon depepaumm
Hapsay ¢ OOKYMeHTamu, NpefAcTaBrieHne KOTOPbIX NPegyCMOTPEHO TaMOXEHHbIM 3aKOHOAATENbCTBOM TaMOXEHHOro co3a U
(vnu) 3akoHogaTenscTBOM Poccuiickon ®enepaumm o TaMOXKXEHHOM Aene, NPeACTaBnsioTCs cneayowme JOKYMEHTbI:

(AB3aL B pegakumu, BBeaeHHon B aencteue ¢ 7 sHBapsa 2012 roga PenepanbHbiM 3akoHOM oT 6 aekabpsa 2011 rona N
409-®3. - CM. mpeablayLLyo PeAaKLn)

1) cepTudmkat nponsBoguTens NekapcTBEHHOro CpeacTBa, YOOCTOBEPSIOLLMI COOTBETCTBME BBO3UMOTO NEKapCTBEHHOMO
cpeactBa TpeboBaHMSIM (hapMaKOMEenHOW cTaTbM NMOO B Crnydae ee OTCYTCTBUMS HOPMaTUBHOM [OOKyMEHTauun unm
HOPMAaTMBHOIO JOKYMEHTA;

2) paspelleHvne YMNorIHOMOYEHHOro dhedepanbHOr0 opraHa WCMOSMHMTENbHOMW BRactM Ha BBO3 KOHKPETHOM napTuu
rnieKkapCTBEHHOro CpefCcTBa B Cry4asiX, yCTaHOBMEHHbIX YacTbto 3 cTatbu 47 HacTosulero ®enepansHoOro 3akoHa.

2. [lokymeHTbl, yka3aHHble B OyHKTax 1 v 2 4yactnm 1 HacTosulen cTatbu, NPEACTaBstOTCA B TaMOXEHHbIe OpraHbl
Poccuiickon degepauum npu npubbiTUn NekapCcTBEHHbIX cpeacTe B Poccuiickyto ®eepaumio.

(Yactb B pegakumu, BBeaeHHon B genctene ¢ 7 sHeapsa 2012 roga denepanbHbiM 3akoHOM OT 6 aekabpsa 2011 rona N
409-03. - CM. NpeabIAyLLYI0 PDEAAKLIMIO)

KommeHTapun K ctatbe 49

CTATbA 50. BBO3 JIEKAPCTBEHHbIX NMPEMNAPATOB B PO(}CVIVICKYI-O SEOEPALIMIO ANA JINHHOIO
NCnoNnb30BAHUA U UHbIX HEKOMMEPYECKUX LIENIEW, A TAKXE ANA UCMNMOJNIb3OBAHUA HA
TEPPUTOPUN MEXXOAYHAPOOHOIO MEANLIMHCKOIO KINACTEPA

(HammeHoBaHue B pegakuuu, BBegeHHoM B aencteue ¢ 7 sHeapsa 2012 roga ®enepanbHbiv 3akoHOM 0T 6 Aekabpsa 2011 rooa
N 409-93; B pegakuun, BBeaeHHon B aenctame ¢ 30 uioHa 2015 roga PepepanbHbiM 3akoHOM oT 29 uioHa 2015 roga N 160-
®3. - C™. mpeaplayLLyo peaaKLuio)

1. JlekapctBeHHble npenapatbl MOryT ObiTb BBe3eHbl B Poccuiickyio ®Pegepaumio 6e3 ydeta TpeboBaHMMN,
npeaycMOTpeHHbIX Yactamun 1-4 ctatbu 47, ctatbamu 48 n 49 Hactosulero denepanbHOro 3akoHa, ecriv OHU NpeaHasHaveHbl
ans:

(AB3aL B pegakumu, BBeaeHHon B aencteme ¢ 7 siHBapsa 2012 roga PenepanbHbiM 3akoHoM oT 6 aekabpsa 2011 rona N
409-®3. - Cm. mpeablayLLYI0 PEAAKLIMIO)

1) nuyHOro wucnonb3oBaHua dusmMyeckummn nuuamu, npubsiBuMu B Poccuiickyto Pepepauuto. lNpu sTOM BBO3 B
Poccuiickyto ®epepaumio nekapcTBeHHbIX NpenapaToB, COAEepXalUMX CUIMbHOOEWCTBYyKLLME W (UNnN) SO0BUTbIE BELLECTBA,
BKIMOYEHHbIe COOTBETCTBEHHO B CMUCOK CUMbHOAENCTBYIOLLMX BELLECTB ANA uenen yronoBHOro 3akoHodatenscTea Poccumnckon
degepauum M B CNUCOK SO0BUTLIX BeLECTB [ANfS  Lenen YroroBHOro 3akoHodatensctBa Poccuiickon ®epepauuum,
yTBepxaeHHble paButensctBoM Poccuiickon Penepauun, ocyLLECTBNAETCS NPU HanmMuMmM OOKYMEHTOB (3aBEPEHHbBIX KOMuii
OOKYMEHTOB WM  3aBEPEHHbIX BbIMUCOK W3 HUX), MOATBEPXKAAKLNX Ha3HayeHue U3NYECKOMY T§uLy  YKal3aHHbIX
neKkapCTBEHHbIX NpenapaToB (3a UCKIYEHMEeM NeKapCTBEHHbIX NpenapaTos, 3apernctpmpoBaHHbix B Poccuickon degepaun
n otnyckaembix B Poccuiickon ®egepaumm 6e3 peuenta Ha nekapCcTBeHHbIM npenapat). MNoareepxgatolime OOKYMEHTbI (MX
3aBepeHHble KOMUM WUNU 3aBEpPEHHbIE BbIMUCKU M3 HWUX) OOSMDKHbI COAepXaTb CBEAEHMS O HaMMEHOBaHUM M KonuyecTBe
Ha3Ha4YeHHOro feKkapcTBEHHOro npenapata. B cnydae, ecnu nogTBepxaawowme AOKYMEHTbl (MX 3aBepeHHble KOmuu WUnu
3aBepeHHbIe BbINNCKM U3 HMX) COCTaBMneHbl Ha MHOCTPaHHOM fA3blKe, K HAM npunaraeTcs HoTapuarnbHO 3aBepeHHbIV NepeBos
Ha PYCCKU A3bIK;

(MyHKT B pegakumu, BBegeHHon B aenctene ¢ 13 uioHsa 2016 roga PenepanbHbiv 3akoHOM OT 2 uioHa 2016 roga N 163-
@3. - Cm. npeablayLyo peaakLuo)

2) ncnonb3oBaHWst pabOoTHMKaMM OUNNIOMaTUYECKOro Kopryca Wnu npeactaBUTENSMU MeEXOYHAPOAHbIX OpraHu3auuin,
aKKpeauToBaHHbIX B Poccuiickon dPepepaunu;

3) nevyeHuss MaccaxXupoB U YMEHOB 3KUMAXEW TPaHCMOPTHbIX CPeacTB, Moe3aHbix Opurag v BoAMTENEN TPAHCMOPTHbIX
cpepncTs, NnpubbiBLIKX B Poccuiickyo ®enepaumio;

(MyHkT B pepakuun, BBegeHHON B Aenicteue ¢ 7 sHeaps 2012 roga ®enepanbHbiM 3aKkoHOM OT 6 Aekabps 2011 rona N
409-93. - CM. npenbiayLLyo peaakuuio)

4) neyeHWs YYaCTHWKOB MeXOYHapOAOHbIX KYMbTYPHbIX, CMOPTUBHBLIX MEPOMNPUSATMA W YYaCTHUKOB MEXAYHapOAHbIX
akcneguuni;
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5) nevyeHMs KOHKPETHbIX XMBOTHbLIX B 300Mapkax, 300cajax, UMpKax, okeaHapuymax, AenbuHapuax, rnedeHus OuKux
XWBOTHbIX, MOCTOSIHHO WNW BPEMEHHO Hacenswwmx TeppuToputo Poccuinckon Pegepaumm, HaxogAaWMXCA B COCTOSIHUW
€CTEeCTBEHHOM cBOOOAbLI U NpUHaanexalumx K Buaam, 3aaHeceHHbIM B KpacHyto kHury Poccunckon ®egepaumm n (Mnm) KpacHble
KHUrM cybbekToB Poccuickon degepaumm, a TakKe XMBOTHbIX, BBO3UMbIX B Poccuiickyto depepauunio gna yydactms B
CMOPTUBHbLIX U 3PENULLHBIX MEPOMNPUATUSAX;

(MyHKT B pemakumuv, BBeAeHHOW B aencteue ¢ 7 sHBaps 2012 roga PenepanbHbiM 3akoHOM 0T 6 aekabps 2011 rona N
409-93; B pegakuun, BBegeHHon B gencteue ¢ 13 asrycta 2019 roga ®enepanbHbiv 3akoHoM oT 2 aerycta 2019 rona N 297-
®3. - Cm. mpeaplAyLLY0 PEAAKLIMIO)

6) NCNonNb30BaHNs Ha TEPPUTOPUM MEXOYHAPOAHOTO MEAULIMHCKOrO Knacrtepa.
(MyHkT gononHuteneHo BkMoyveH ¢ 30 noHsa 2015 roga PenepansHbiv 3akoHom ot 29 mioHsa 2015 roaa N 160-93)

2. B cnyyasx, npegyCMOTPEHHbIX 4YacTblo 1 HacTodulen cTatbul, gonyckaerca BBo3 B Poccunckyio depepauuio
neKkapCTBEHHbIX NpenapaToB, He 3aperncTpmupoBaHHbIX B Poccuiickon degepaumu.

(Yactb B pegakumu, BBeaeHHon B genctene ¢ 7 sHeapsa 2012 roga denepanbHbiM 3akoHOM OT 6 aekabpsa 2011 rona N
409-03. - CM. NpeabIAyLLYI0 PDEAAKLIMIO)

3. JlekapcTBeHHble npenapaTtbl, npegHasHaYeHHble AN FyMaHuTapHoOW MoMoLWM (CO4eNCTBULA) MMM MOMOLUM npu
ypesBblyalHbIX CUTyaUusix, BBO3ATCA B Poccuiickyio degepaunto B nopsigke, ycraHosneHHoM [MpasutensctBoMm Poccuiickon
®depepauun. 3anpewaetca BB03 B Poccunckyto depepauuio  He3aperucTpupoBaHHbIX JleKapCTBEHHLIX NpenapaTos,
npeaHasHayvyeHHbIX AN8 ryMmaHuTapHon nomoLLm (CogencTans) Mnm NOMOLLM NpW YpesBblbarHbIX CUTYaLmMsX.

(HYactb B pegakumun, BBeaeHHon B gencteune ¢ 7 sHBapsa 2012 roga ®enepanbHbiM 3akoHOM OT 6 aekabpa 2011 ropa N
409-03. - CM. NpeabIAyLLYI0 DEAAKLIMIO)

KommeHTapum Kk ctatbe 50

CTATbA 51. COTPYAHUYECTBO ®EQEPAIIbHOIO OPFAHA UCIMONHUTENBLHOW BIIACTMH,
YNOJIHOMOYEHHOI'O B OBJNIACTU TAMOXEHHOI'O AIENA, U APYTUX YNONMHOMOYEHHbIX
®EAEPAJIbHbIX OPTAHOB UCMNMOJNHUATENBHOW BITACTU

1. YnonHomoueHHble deaepanbHble opraHbl UCMOMHUTENBHOM BNacTy NpedocTaBnsAloT B pacrnopskeHue deaepansHoro
opraHa WUCMNOMHUTENBLHOM BNAacTy, YNONHOMOYEHHOIO B 06MacTi TaMOXKEHHOro Aena, rocyAapCTBEHHbI PEECTP NEeKaPCTBEHHbIX
CREACTB, a Takke UHAOPMALIMIO O BblAAHHBLIX Pa3pelleHNaX Ha BBO3 KOHKPETHOW MapTMK NekapCTBeHHbLIX CPEACTB B crydasx,
YCTaHOBMEHHbIX YacTbio 3 cTaTbhk 47 HacToslero defepanbHOro 3akoHa.

2. ®depepanbHbI OpraH WCMOMHUTENBHOW BracTh, YMOMHOMOYEHHbIM B 00OMacTtM TaMOXEHHOro aena, WMHGopMupyeT
yKasaHHble B 4actu 1 HacTosuwlen CTaTtbl YNOMHOMOYEHHble dyedeparnbHble OpraHbl WCMOMHUTENBHOW BNAcTM O BBO3e
nekapcTBeHHbIX cpeacTB B Poccunckyto degepaunio 1 BeiBO3e NeKapCTBEHHbIX cpeacTs n3 Poccuiickon depgepauumn no oopme
1 B nopsgke, KOTopble ycTaHoBMneHsb! [NpaButensctBoM Poccuiickon degepauun.

(YacTtb B pepakuun, BBegeHHon B genicteue ¢ 7 siHeaps 2012 roga ®enepanbHbiM 3aKkoHOM OT 6 aekabps 2011 rona N
409-@3. - Cm. NpeablAYLLYIO PefaKLmMI0)

KommeHTapun k ctatbe 51

MABA 10. PAPMALIEBTUYECKAA OEATENBbHOCTDb
CTATbSA 52. OCYLWECTBNEHUE ®APMALIEEBTUYECKON OEATENbHOCTU

1. dapmaueBTUYECKasa AeATENbHOCTb OCYLLECTBASAETCH OpraHM3aunsMm ONTOBON TOProBNN NeKapCTBEHHBIMU CPeacTBamy,
anTeyHbIMM  OpraHu3aumMsamMn, BeTEePVHAPHbBIMU  anTeYHbIMKM  OpraHu3auusiMu, WHAMBMAYANbHBIMU  NpegnpuHMMaTensamu,
UMEILLIMMU JIULIEH3MI0O Ha (hbapMaueBTUYECKYI0 OeATEeNbHOCTb, MEeAWLMHCKUMY OpraHn3auvsmy, MMeWwnuMy NMUEH3No Ha
hapmaueBTUYECKYI0 [OeAaTenbHOCTb, U KX 000COONeHHbIMW noapasgeneHusamy  (ambynatopusamn, enbawepckumMm 1
dbenbaluepcko-akyLepckMMn  NyHKTamn,  UeHTpamu  (oTAeneHnamn) obwer  BpayebHOW  (CEMEeMHOWM)  MpaKTuKK),
pPacnonoXeHHbIMN B CEMbCKUX HACENEHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHu3auvu, U BeTepuHapHbIMU
opraHusaumaMm, UMerLWMMN NULEH3NIO Ha (bapMaLeBTUYECKYIO OeATENbHOCTb.

(Yactb B pepakuuu, BBegeHHoOM B Aenctene PenepanbHbiM 3akoHOM OT 25 Hoabpsa 2013 roma N 317-93. - Cwm.
OpenplAyLWYyIo peaakLuio)
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2. dusnyeckne nuua MOryT OCyLLEeCTBNATb dhapMaueBTUYECKYD OeATeNnbHOCTb NPW HanuyuuyM BbICLLErO UMW cpegHero
dapmavneBTMyecKkoro obpasoBaHnst U cepTudmkaTta cneumanncta nmbo NPoNaeHHOW akKpeauTauuu cneunanucTa, BbiCLLEro
UNu cpefgHero BeTepuMHapHoOro obpasoBaHus U ceptudmkata cneumanucta nubo NPorMAeHHON akkpeauTauMm cneumanucTa, a
Takke BbICLUEro UNu cpeaHero MeguuuHCKOro obpasoBaHus, cepTudpmkarta cneumanucta nnbo npowaeHHOW akkpeamutauum
cneunanucta U [OMNONMHUTENBHOrO MpodeccnoHaneHOro obpas3oBaHUA B 4YacTW PO3HUYHOW TOProBMU feKapCTBEHHbIMU
npenapatamv Ons MeOWLMHCKOro MpUMMEHEHMsT NPy yCnoBuu ux paboTbl B 060COONEHHbIX NoapasaeneHusx MeguumMHCKUX
opraHu3aumin, ykasaHHbIX B YacTu 1 HacTosLlen cTaTbu.

(actb B pepakumu, BBegeHHoM B pgenctBue PepepanbHbiv 3akoHom oT 28 anpens 2023 roga N 149-93. - Cwm.
npeaplayLLYIo peaakLmio)

MonoxeHus Yactu 2 HacTosweln cTatbm (B pedakumm ®enepanbHoro 3akoHa ot 28 anpens 2023 roga N 149-93) B yactu
aKkkpeauTaummM crneuuannctoB B 06nacTtM BETEpUMHApUKM, OCYLLECTBNSAKLINX hapMaLeBTUYECKYD AEATENbHOCTb U MMEHLLMX
BbICLUEE UIN cpefiHee BeTepuHapHoe obpasoBaHue, npumMmeHsitotcsa ¢ 1 mapta 2026 roga - cM. nyHKT 3 cTatbu 4 PenepansHoro
3akoHa ot 28 anpensa 2023 roaa N 149-93.

KommeHTapum K ctatbe 52

CTATbA 52_1. BBOJ B FPAXXOAHCKUA OBOPOT NIEKAPCTBEHHbIX MPENAPATOB AN MEAULMHCKOIO
NMPUMEHEHWA

1. NMepen BBOAOM B rpaxkaaHCKUI 000OPOT KaXKOoW cepum N Kaxkaon napTum npounssedeHHoro B Poccuiickon ®enepaumm
neKapCcTBEHHOro npenaparta 4ns MeOMLMHCKONO MPUMEHEHUS, 3a WUCKNIYEHUMEM MMMYHOBUONOIMYECKUX MeKapCTBEHHbIX
npenapaTtoB, NPOM3BOAMUTENb TaKOro JIEKApCTBEHHOrO npenaparta NpeacTtaBnsdeT B deaepanbHbld OpraH WUCMOMHUTENBHON
BNacTu, OCYLLEeCTBNAWMIA YHKUMN NO KOHTPOMK U Hag3opy B cdepe 30paBOOXPaHEHUs, OOKYMEHT MNpou3BOAUTENS
NeKapCTBEHHOro CpPeACcTBa, MOATBEPXAAKWMIA KadeCTBO NEKapCTBEHHOrO npenaparta, M nogTBEPXKAEHME YMOSTHOMOYEHHOTO
nuua Npoun3BoANTENSA NEKAPCTBEHHbLIX CPEACTB COOTBETCTBMUS NIEKAPCTBEHHOMO Npenaparta TpeboBaHWsM, YCTaHOBIEHHBIM Npu
€ro rocyaapCTBEHHOW permcTpawmu.

2. MNepen BBOOOM B rpaKgaHCKMn O0DOPOT Kakaow cepum UNn Kakgon naptum BeBo3uMoro B Poccunckyto depepauuio
NeKapCTBEHHOro npenaparta gns MEOULMHCKONO MPUMEHEHUS, 3a WUCKIKOYEHMEM MMMYHOBWONOIrMYECKUX JeKapCTBEHHbIX
npenapaToB, OpraHu3auus, OCYyLLECTBsOLLAs BBO3 NIeKapCTBEHHOro npenapata B Poccuinckyto ®egepaumnto, npeacrasnseTr B
denepanbHbIn - OpraH  UCMOMHUTENBHOW BNAcTW, OCYLLEeCTBASALWMIA  YHKUMM MO  KOHTPOMIO UM Haasopy B cdepe
30paBOOXpPaHeHnsl, cepTudmKaTt MPOU3BOAMTENS IEKApCTBEHHOrO CpeacTBa, YOOCTOBEPSIOLUA COOTBETCTBME BBO3MMOIO
nekapcTBEHHOro npenapaTta TpeboBaHUSAM apMakonenHon cTaTbM, a B Crnydae OTCyTCTBMS (hapMakonerHowm CcTaTbu
TpeboBaHMAM HOPMATMBHOM OOKyMEHTauuW, U MNOATBEPXOEHWE MpeACTaBUTENsl OpraHu3aluu, OCYLUEeCTBMSHOWEN BBO3
nekapcTtBeHHoro npenapata B Poccuiickyto ®egepaumio U ynosIHOMOYEHHON MHOCTPaHHbLIM NPOU3BOAUTENEM fleKapCTBEHHbIX
cpencTB, COOTBETCTBUSI BBO3MMOIO IIEKAPCTBEHHOrO npenapara TpeboBaHUSIM, YCTAHOBMEHHBbIM MPU €ro rocyaapCTBEHHOW
peructpauum.

3. lMopagok npeacTaBneHUs B COOTBETCTBUMM C YacTtamu 1 M 2 HacTosuwlen cratbM LOKYMEHTOB W CBEAEHUW O
nekapcTBeHHbIX Npenapartax, BBOAMMbIX B rpaXaaHCKuin 06opoT, ycTaHasnmeaetcs MpaButenbcTtBom Poccuiickon depepaumu.

4. B OTHOLLUEHUWN NepBbIX TPEX CEPU UMM NapTUA NEKaApCTBEHHOro npenapaTta, BnepBble Npou3BeaeHHOro B Poccumnckon
degepauumn unu Brnepsble BBO3UMMOro B Poccuiickyio depepauumio, B deaepanbHbii OpraH MCMOMHUTENBHOW BRacTwy,
OCYLLECTBIAOLWLMIA hYHKLUMM NO KOHTPOMO U Haa30py B cdepe 30paBOOXpaHEeHUs, 4ONONHUTENBHO NPEACTaBNAETCS NPOTOKON
MCMNbITaHMN O COOTBETCTBMM CEPUM MIM NapPTMM NEKAPCTBEHHOrO npenapara Ans MeQMLMHCKOrO MPUMEHEHUs nokKasatensam
KayecTBa, MpegyCMOTPEHHbIM  HOPMaTUBHOM  [OKYMEHTaumen (ganee -  NPOTOKON  WUCMbITaHWA),  NPOBOAUMbIX
aKKpeoMTOBaHHbIMW B COOTBETCTBUM C 3akoHogaTenbcTBoM Poccuickon Pepepauum o6 akkpeauTauum B HaLMOHaNbHOMN
cucteme  akkpegutaumm  dbegepanbHbiMM - FOCYAAPCTBEHHBIMU — BIOIKETHLIMU  YYPEXOEHUAMW,  NOABEAOMCTBEHHLIMMU
denepanbHOMy OpraHy  WCMOMHUTENbHOM  BNacTW, ocywecTehswowemMy ¢QyHkuMM no BbipaboTke W peanusaumm
rocygapCTBEHHON MOSIMTUKMA N HOPMAaTUBHO-NPaBOBOMY PErynMpoBaHunio B cdhepe 3apaBooxpaHeHunst, U hegepanbHOMY opraHy
MCMONMHUTENbHONM BNacTu, ocyllecTehsowemMy OyHKLUUN NO KOHTPOSO 1 Haa3opy B cdepe 3apaBooxpaHeHus. MNMopsagok Bbigayn
yKa3aHHbIMY dpefiepanbHbIMU roCyAapCTBEHHBIMU OIOMKETHBIMU YYPEXAEHUSMU OaHHOrO MPOTOKONa M pasMep nnarbl 3a ero
Bblgayvy ycTtaHasnmBatoTcs [paBuTtenscTBom Poccunckon denepaumm.

5. ExerogHo He nosgHee 1 cdeBpans NPOM3BOAUTENN NeKapCTBEHHbIX CPEACTB UMW OpraHn3aunm, OCyLLEeCTBRSIOLWNE BBO3
nekapcTBeHHbIX npenapatoB B Poccuickyio degepaumio, npeactaBnsaoT B dyedeparnbHbli opraH UCMOMHUTENbHOW BRACTW,
OCYLLECTBIAOWNA (PYHKUMM MO KOHTPONIO M Haas3opy B cdepe 34paBOOXpaHEHUs, NPOTOKOM MCMbITaHWMA MOCTYNMBLUErO B
TeYeHVe rofa B rpaxaaHCKMiA O0DOPOT NMeKapCTBEHHOrO npernaparta KOHKPETHOro Mpou3BoauTens (Ha OOHY Cepuio KaXkaoro
TOProBOro HAMMEHOBaHMUS C Y4ETOM NeKapCTBEHHOW (DOPMbl U JO3NPOBKN), NPOBOAUMbIX aKKpeaMTOBaHHbIMW B COOTBETCTBUM C
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3akoHogatenbcTBoM Poccuiickon Pegepaummn o6 akkpeouTauMu B HaUMOHAmNbHOW CUCTEME akKpeaMTauum UCTbITaTenbHbIMU
naboparopusamun (LeHTpamn).

6. MNponsBoanTenu NekapcTBEHHbIX CPEACTB UMW OpraHm3auum, OCyLLEeCTBNAOLWME BBO3 NeKapCTBEHHbIX MpenapaTtoB B
Poccuickyto ®efepaumio, He MeHee YeM 3a OAVH rof, A0 NNaHUPYeMbIX MPUOCTAHOBMEHNS UNKU MpeKpaLleHnss NpoM3BoaCcTBa
NeKapCTBEHHbIX MpenapatoB wunn ux BBo3a B Poccunckyto Pepepaunto yBegoMnawT o6 3ToM dedepanbHbli  opraH
MCMOMHNTENBHOW BIIACTU, OCYLLECTBNSAIOLWNA PYHKLUKX MO KOHTPOSO U Hag30py B chepe 3gpaBooxpaHeHus n denepanbHbin
OpraH UCMONMHUTENBHOW BNAcTW, OCYLLECTBASIOWMIA PYHKLMM NO NULIEH3MPOBaHNIO NPOM3BOACTBA NEKAPCTBEHHbIX CPEACTB.

(YacTb gononHuTensHO BknoveHa PenepanbHbiM 3akoHOM OT 28 HoAbpsa 2018 rona N 449-03)

7. BBOA, B rpaXxgaHCKuin o6OpOT KaXaom CepyM UK KaxXaon napTum MMMyHOBMONMOrnyecKkoro nekapCTBEHHOro npenapara,
npounssegeHHoro B Poccuiickon ®egepaumm mnv BeBO3uMMOro B Poccunckyto degepaumio, OCYLLECTBRSETCHS Ha OCHOBaHUU
paspelleHns, BbiAaHHOTO chenepanbHblM OPraHOM MCMOMHUTENBHOW BNAcTW, OCYLLECTBASIIOWMM (OYHKLUUU MO KOHTPOSO U
Hagsopy B cdepe 30paBOOXpPaHEHMS, Ha OCHOBaHWMM BblOAHHOTO dedepanbHbIMU  FOCY4AapPCTBEHHBIMU - OHOMKETHBIMU
YUpPEXOEHUAMN, YKa3aHHbIMM B 4YacTu 4 HacTodulen CcTaTbW, 3aKMyYeHuss O COOTBETCTBMM CepuuM WNU  naptuu
MMMYHOBKNONOrMYecKoro fiekapcTBEHHONO npenapaTta TpeboBaHNsIM, YCTAHOBMEHHLIM MPU €ro rocy4apCTBEHHOW perncTpaumm.
Mopsiaok Bbigaum paspeLleHusl Ha BBOA B rpakaaHCckuii 06opoT cepun UM napTmm MMMYHOGMOMOrMYeCcKoro fiekapCTBEHHOMO
npenapata, a Takke MOPsAOK Bbl4auM YKa3aHHOro 3aKkmyeHWss U pasMep nnatbl 3a ero Bblgady ycCTaHaBnuBalOTCSA
MpaButensctBom Poccuiickon degepaumu.

8. 3a HenpeacTaBneHne unm HECBOEBPEMEHHOE NpeacTaBneHMe AJOKYMEHTOB U CBEAEHUN, NPeayCMOTPEHHbIX YacTtamu 1,
2, 4, 5 n 6 HacTosulen cTaTtbl, NPOU3BOAUTENM FNEKAPCTBEHHbLIX CPEACTB M OpraHmsauuu, OCYLLECTBMSOLWME BBO3
nekapcTBeHHbIX npenapatoB B Poccuiickyio Pepepaumio, HeCyT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOOATENbCTBOM
Poccuickon ®eaepaumm.

9. MNpeacTaBneHne OOKYMEHTOB M CBEAEHUN, NPedyCMOTPEHHbIX Yactamu 1, 2 n 4 HacTosAuwlen CcTatbW, U MOMyyYeHue
NpPeayCcMOTPEHHOIO YacTblo 7 HACTOSLEN CTaTbW pa3peLLeHns Ha BBOS MMMYHOBNONOIrMYECKoro NiekapCTBEHHOrO nNpenapara B
rpaXgaHckmuin oOOpOT He TpebyrTcA B OTHOLWEHWM JEKapCTBEHHLIX NpenapaToB, NpeAHasHa4YeHHbIX AN MpOoBEeAeHMs
KITMHUYECKMX WUCCNEAOBaHUA JEeKapCTBEHHLIX MpenapaTtoB, MNPOBEAEHUSI 3KCMEepTU3bl JIEKApPCTBEHHbIX CPeacTB  Anis
OCYLLECTBIEHNS FOCY0APCTBEHHOW PErmcTpaLumn NekapCTBEHHbIX MPENapaToB, a Takke B OTHOLUEHUW HE3aperncTpUpoOBaHHbIX
NeKapCTBEHHbIX MpenapatoB, MNpeAHasHa4YeHHbIX ONS OKasaHUs MEeOUUWHCKOM MOMOLUM MO KM3HEHHbIM MOKa3aHWUsIM
KOHKpPETHOro nauueHTa unuv rpynnbl nauMeHToB, BBO3UMbLIX B Poccuickyto degepaunio B cooTBEeTCTBMM C Yactamu 3 n 3_1
cTatbn 47 HacTosulero PenepanbHOro 3akoHa.

(YacTb B pemakumu, BBeaeHHow B fgencteue ¢ 1 mapta 2020 roga ®enepanbHbiM 3akoHOM oT 27 fekabpsa 2019 rona N
475-03. - CM. NpeabIAyLLYI0 PDEAAKLIMIO)

10. Mpu BbISIBNEHUN B rpaxxgaHCKoOM 0b6OpoTe cepum UM NapTuM NeKapCTBEHHOrO npenapara, AOKYMEHThl U CBEAEHUS O
KOTOpbIX, NPeAYCMOTPEHHbIE YacTamu 1, 2 U 4 HacToALLeN cTaTbu, He NpeacTaBneHbl B hegepanbHbI opraH UCMONHUTENBHOM
BMacTh, OCYLUECTBNSAKWMA (YHKUMM MO KOHTPOMK W Haa3opy B cdepe 34paBoOXpaHeHusl, nubo cepun unu naptum
MMMYHOBMNONOrMYECKoro JieKapCTBEHHOrO MpenapaTta, He WMEeKLWMX paspelleHnss Ha BBOA B rpaxaaHCkuin obopor,
npenycMOTPEHHOIO YacTbio 7 HACTOsLIEN cTaTbu, dheaepanbHbIl OpraH UCNOMHUTENBHOW BNacTW, OCYLLECTBASALWNA pyHKLUN
Mo KOHTPOSIO W Hag3opy B cdhepe 30paBoOXpaHeHUs, B Nopsiake, ycTaHoBNeHHOM MpaBuTenbcTBom Poccuickon ®eaepaumm,
NPYHUMAET pelleHne O MpeKpalleHUM rpaxaaHckoro obopoTa TakuMX Cepun UNM napTumM OO0 NpeacTaBfeHus ykasaHHbIX
OOKYMEHTOB U CBEAEHWUI OO NONyYeHUs yKasaHHOTO paspeLLeHus.

(Ctatbss gononHuTenbHO BKItodeHa ¢ 29 Hosbpst 2019 roga PenepanbHbiM 3akoHOM OT 28 Hos6pa 2018 rona N 449-03)

CTATbA 52_2. BBOA B N’PAXXOAHCKUA OBOPOT JIEKAPCTBEHHbIX MPEMAPATOB )19 BETEPUHAPHOIO
NMPUMEHEHUA

1. Nepen BBOAOM B rpakgaHCKuin obOpoT Kaxaowm cepum npousBeneHHoro B Poccuiickon depepauunmn nekapCTBEHHOMO
npenapaTta AnNsi BETEPUHAPHOrO MPUMEHEHUS, 3a WUCKMOYEHUMEM WMMMYHOOMONOrnMyecKkoro rnekapcTBEHHOro npenaparta Aans
BETEPUHAPHOro NMPUMEHEHUS, NMPOU3BOANTENb TaKOro NeKapCTBEHHOMO npenaparta npeacTaBnsaeT B yBeAOMUTENbHOM nopsiake
B (benepanbHbIf opraH UCMONMHUTENBLHOW BNACcTW, OCYLLECTBNALWNA OYHKLMU MO KOHTPONO (Haasopy) B cdepe obpalleHust
NeKkapCcTBEHHbIX CPEACTB AN BETEPMHAPHOIO NPUMEHEHNS:

1) [OKYMEHT NPOMW3BOAMUTENSI NEKAPCTBEHHbLIX CPEACTB, MOATBEPXKAAlOLWUA COOTBETCTBME KaAYecTBa J1EKapCTBEHHOrO
npenapaTta Ansi BETEPMHAPHOrOo MPUMEHEHUsI, BBOAMMOIO B rpaXgaHCKuii oGopoT, TpeGoBaHUSIM, YCTAHOBMEHHLIM MpPU ero
rocynapCTBEHHOW perncTpauuu;
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2) noareepXaeHne ynosIHOMOYEHHOro nuua npounsBoguTend JieKapCTBEHHbIX CpenCcTB COOTBETCTBUA JI€eKapCTBEHHOIo
npenapara gna sBeTtepunHapHoro npuMeHeHuna Tpe60BaHMFIM, YCTaHOBIEHHbIM Npu ero rocyp,apCTBeHHoﬁ permncrpaumnn.

2. MNepen BBOOOM B rpaxgaHCKmin oBOpOT Kakgowm cepum BBO3MMOro (nepemeltaemoro) B Poccunckyto depepauuio
nekapcTBEHHOro npenapaTta Ans BeTepMHApHOro NPUMEHEHUS, 3a WCKMYEeHneM MMMYHOBMOMOrM4eckoro nekapcTBEHHOro
npenapata Ans BETEPUMHAPHOIO MPUMEHEHWs, OpraHum3auus, OcCyLlecTBrnsowaa BBO3 (MepemelleHne) neKkapCTBEHHOro
npenapata Ansg BeTepuMHapHOro npumeHeHus B Poccunckyto depepaunio, NpenctaBnsieT B YBEAOMUTENbHOM MoOpsiake B
denepanbHbIi OpraH UCMONMHUTENBHOW BNacTW, OCYLLECTBASALWNA OYHKLUMM MO KOHTpOMo (Haasopy) B cdepe obpallieHus
NeKkapCcTBEHHbIX CPEACTB AN BETEPMHAPHOIO NPUMEHEHNS:

1) [OKYMEHT NPOU3BOAMUTENsI NEKAPCTBEHHbLIX CPeACTB, MOATBEPXKAAlOLWMUA COOTBETCTBME Ka4yecTBa J1€KapCTBEHHOrO
npenapaTta Ansi BETEPMHAPHOrOo MPUMEHEHUsi, BBOAMMOIO B rpaXgaHCkuii o6opoT, TpebGoBaHUsIM, YCTAHOBIEHHLIM MpU ero
rocynapCTBEHHOW perncTpauuu;

2) noareepXxaneHne nuua, YnoriHOMOYEHHOro AepXarenem unn BnagenbuemMm pernctpaumoHHOro yaocrtoBepeHud
JNIeKapCTBEHHOro npenapara ana setTepnHapHoro npyuMmeHeHud, CooTBeTCTBMA N1eKapCTBEHHOIO npenapara Aanda BeTepuHapHoro
npnMeHeHnA Tpe6OBaHWr'|M, YCTaHOBJTI€HHbIM Npu ero rocyp,apCTBeHHoﬁ perncrtpauunn.

3. Beog B rpaxagaHckui obopoT BBO3MMOro (nepemertaemoro) B Poccuickyto ®enepaumio nekapcTBeHHOro npenapara
ANs BETEPMHAPHOIO NPUMEHEHWS OCYLLECTBMAETCS NPU Hanuuum 3aknioYeHusi 0 COOTBETCTBUM NPOU3BOAUTENS NIEKAPCTBEHHbIX
cpeacts TpeboBaHMSAM NpPaBWm Haanexallen Mpou3BOACTBEHHOW MPaKTWKW, BblAHHOTO YMOMHOMOYEHHbIM defepanbHbiM
OpraHoM WCMOMNHUTENbHOW BracTM A MPOM3BOACTBEHHOW MIOWAAKM JIEKAPCTBEHHOrO npenaparta Ans BeTEepUMHApHOro
NPUMEHEHWS!, BBOAMMOIO B rpaXaaHCK1in 06opoT.

4. Jlvuo, ynonHomMo4eHHoe AepxKaTenem unu BragesbLem perucTpaLMoHHOro YA0CTOBEPEHNS NIeKapCTBEHHOIO npenapara
ANt BETEPUHAPHOTO NMPUMEHEHWs, JOIMKHO OblTb aTTECTOBAHO B YCTAHOBIIEHHOM YMOMHOMOYEHHbIM heeparbHbIM OpraHoM
MCMOMHUTENBHOM BNacTy Nopsiake U UMETb CTax paboTbl HE MeHee YeM NSATb NeT B 06nacTy Npou3BoACcTBa U (MNK) KOHTPONS
KayecTBa J1IeKapCTBEHHbIX cpeAcTB NGO B 06ractu MOHMTOpPUHra 3EEKTUBHOCTM U GE30MacHOCTU IEeKapCTBEHHbIX
npenapatoB [/l BETEPUHAPHOrO MPUMEHEHUs,, TMPOBOAMMOrO AepXaTenem WnvM  BrafdenblemM  pPerncTpauroHHOro
YyOOCTOBEPEHUSI NEKapCTBEHHOIO Mpenaparta Afis BETEPUMHAPHOrO NMPUMEHEHUst NMGO YNONMHOMOYEHHBIM UMW OPUANYECKUM
nMuomMm, Beicliee 06pa3oBaHWe COOTBETCTBEHHO MO OAHOM U3 cneuunanbHOCTEN U (UnK) OOHOMY M3 HampaBleHUA NOATrOTOBKMU:
Guonorus, GUOTEXHONOrMsl, BETEPUHAPWUS, BETEpPUHAPHO-CaHUTapHas 3KCnepTu3a, KIuHU4Yeckas MeauuuHa, paavauuoHHas,
XMMU4yeckas u Guonormyeckas sawmTa, papmauus, pyHaaMmeHTansHas MeguumHa, XuMmnyeckas TEXHONMOMUS, XUMUS.

5. lMopagok npeacTaBneHUs B COOTBETCTBUMM C YacTtamu 1 M 2 HacTosulen cratbyM LOKYMEHTOB W CBEAEHUMN O
NeKapCTBEHHbIX npenapaTtax Ans BEeTEepMHApPHOrO MPUMMEHEHUS, BBOAMMBIX B rpaxgaHckui o60opoT, ycTaHaBnuBaeTcd
MpaButensctBom Poccuiickon degepaumu.

6. B oOTHOweHMM nepBbIX OBYX Cepwuii NEeKapCTBEHHOro npenapata ANA BeTepuHapHOro npUMEHEeHWs, BhepBble
npounssegeHHoro B Poccuickon depepauumn mnm Bnepsble BBO3MMOro (nepemeitaemoro) B Poccuiickyio Pepepaunto, B
depepanbHbIA OpraH UCMONMHUTENBHOW BNacTW, OCYLLECTBRSALWNA YHKUMM MO KOHTPOMo (Haasopy) B cdepe obpalleHus
nekapcTBeHHbIX CpeacTB ANS BETEPUMHAPHOIO MPUMEHEeHUs, Hapsgy C AOKYMEeHTamu, NpedyCMOTPeHHbIMK Yactamun 1 n 2
HacTosdLlen CTaTbyu, NPeACTaBMsOTCS NPOTOKOfMbl UCTbITAHMI O COOTBETCTBUM 3TUX CEepui NekapCTBEHHOro npenapata Ans
BETEPUHAPHOrO MNPUMEHEHWs1 Nnoka3aTensiM KavyecTBa, NPedyCMOTPEHHbIM HOPMAaTWMBHbIM JOKYMEHTOM (Janee - MpoTOKOr
MCMbITaHMI), NPOBOAMMLIX aKKpeOUTOBaHHbIMW B COOTBETCTBUM C 3akoHodaTenbctBoM Poccuiickon ®epepaumm o6
aKkkpeauTaumm B HaUMOHAarNbHON CUCTEME aKKpeauTaLmMm UcnblTaTenbHbIMU NabopartopusiMun (LeHTpamu).

7. ExxerogHo He nosgHee 1 cheBpans NpoOM3BOAMTENN NeKapCTBEHHbIX CPEACTB UMW OpraHn3aumm, OCyLLEeCTBRSIOLWE BBO3
(nepemelleHne) nekapCTBEHHbIX MpenapaToB Ans BETEPUHApHOro npumeHeHus B Poccuiickyto ®enepauumio, npeactaBnsoT B
denepanbHbIi OpraH UCMONMHUTENBHOW BNacTW, OCYLLECTBSALWNA (OYHKUMM MO KOHTpOMto (Haasopy) B cdepe obpalieHus
neKapCTBeHHbIX CpeacTB Ans BeTepUMHapHOro MPUMEHEHUS, MPOTOKONM WCMNbITaHWM MNOCTYNMBLUErO B TeyeHWe roga B
rpaxkgaHcknii o6opoT NEeKapCTBEHHOrO npenapara A8 BETEPUMHAPHOIO NPUMEHEHUSI KOHKPETHOrO NpousBoauTens (Ha opHy
Cepuyio Kaxaoro TOProBOro HauMMEHOBaHMS C Y4eTOM JieKapCTBEHHOW dopMbl, a ANs JfleKapCTBEHHOro npenaparta Ans
BETEPUHAPHOIO MPUMEHEHUS, He SABMAKOWErocs WMMYHOOMOMOrMYECKNM, Takke C Yy4eToM [O3MPOBKM), MNPOBOAMMbBIX
aKKpeOMTOBaHHbIMM B COOTBETCTBUM C 3akoHogaTensctBoM Poccunckon Pepepauum o6 akkpeauTauun B HaLMOHANbHOMN
cucTeMe akkpegutauumn ncnbiTatenbHbIMY nabopaTopusamm (LeHTpamu).
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8. Bog B rpaxxgaHckum obopoT MMMYHOBMOMOrMYeCcKoro NekapCTBEHHOro npenapara Ansg BeTepMHapHOro NpUMEHEHMS,
npousseneHHoro B Poccuinckon depepaumm nnm Beo3mmoro (nepemeltaemoro) B Poccunckyto degepaumio, ocyLecTBnaeTcs
Ha OCHOBaHWWN pa3pelLeHunsi, BbiGAaHHOro deaeparnbHbIM OpraHoM WUCMOMHUTENBHOM BRacTh, OCYLLECTBAALWMM (PYHKLUN Mo
KOHTpOMNto (Hag3opy) B cdepe ob6palleHMs NeKkapCTBEHHbLIX CPEACTB AN BETEPMHAPHOrO MPUMEHEHUs. YkasaHHoe
paspelleHne BbIJAETCST HAa OCHOBaHMM MNPOTOKOMAa MWCMbITaHWA, MNPOBOAMMBIX aKKPEAWTOBaHHbIMM B COOTBETCTBUM C
3akoHogatenbcTBom Poccuiickon degepaumm 06 akkpeautaumm B HaUMOHANbHOW CMCTEME aKKpeauTauuu OpraHmsaumsmu,
noaBegoMCTBEHHbIMM  ddegepanbHOMYy OpraHy MCMONMHUTENbHOW BracTv, ocyllecTensawowemMy ¢QyHKUMM no BblipaboTke
rocygapCTBEHHON MOMUTUKUA M HOPMaTUBHO-NPaBOBOMY PEryNMpoBaHuio B cdepe arponpoMbILLIIEHHOIO KOMMMEKCca, BKIHOYas
obpalleHne nekapCTBEHHbIX CPeACTB 4151 BETEPUHAPHOIO NpUMeEHeHUs, unu degepanbHOMy OpraHy UCMOSNTHUTENbHOW BacTH,
ocyuecTensoweMy yHKLUM NO KOHTPOMO (Haasopy) B ccepe obpalleHuss nekapCTBEHHbIX CpeAcTB Ansi BETEPMHAPHOIO
NPYMEHEHMS, a TaKkKe JOKYMEHTOB U CBEAEHMWI, MpeayCMOTPEHHBIX YacTbio 1 (Anst npenapaToB, Npon3BeaeHHbIX B Poccuinckomn
denepauun) unm YacTeto 2 (4N Npenapartos, BBO3MMbIX (NepemMellaemMbix) B Poccunckyto ®egepaumio) HacTosILLEN CTaTby.

9. Cpok Bblgayn paspelleHusi, yKasaHHOro B yYacTtu 8 HacTosduler CTaTbW, COCTaBMsieT NsTb paboynx OHEeW Co OHSA
npeacTaBneHnsa npousBoguTenemM neKapCTBEHHbIX CPeACTB MMM opraHv3auuven, OCyLlecTBRsHLWen BBO3 (MepemelleHue)
neKkapCTBEHHOro npenapata Ans BeTepuHapHOro npuMmeHeHus B Poccuitckyio depepauunio, B depepanbHbid  opraH
NCMNONHUTENBHOM BNACTU, OCYLLECTBNALWMI (PYHKLUN MO KOHTPONO (Haa3opy) B cdepe obpalleHus nekapCTBeHHbIX CpeacTs
ONA BeTepMHAPHOro NPUMeEHeHUs, LOKYMEHTOB, NPeayCMOTPEHHbIX YacTbio 8 HacTosALLEen CTaTbu.

10. PaspelueHune, ykasaHHOe B YacTu 8 HacTosAuwlen CTaTbW, BbIAETCA B OTHOLUEHMM KaXKOOMW M3 MEpBbIX OBYX Cepui
UMMYHOBMOMOrMYECKOro fekapCcTBEHHOro npenapata Ans BeTEepUMHAPHOrO NPUMEHEHWs, BMepBble MPOU3BEAEHHOMO B
Poccuinckon ®epepaunm unu Bnepsble BBO3MMOro (nepemewiaemoro) B Poccuiickyio depepauunio. Takoe paspelueHune
BblJAETCA Ha BeCb CPOK oObpalleHuWss cepum MMMYHOOMOMNOrMyeckoro neKkapCcTBEHHOro npenaparta Ans BeTepUMHapHOro
NPUMEHEHWs1, B OTHOLLEHUN KOTOPOM OHO BblAaHO. B OTHOLWEHMM nocreylowmx cepui OQHOr0 TOProBOro0 HaMMeHOBaHWS
MMMYHOBMONOrMYEeCcKoro nekapCTBEHHOrO npenaparta Ans BEeTepUHapHOro npuMeHEeHWsi, npou3seneHHoro B Poccumnckon
depepauunn unu BBO3MMOro (nepemellaemoro) B Poccuiickyto ®enepaumio, Takoe paspeLleHme Bbl4aeTcs CPOKOM Ha Tpw roga.
Mopsigok Bblgaun paspelleHusl Ha BBOA, B rpaxaaHCkui ob6opoT MMMYHOBMONMOrM4yeckoro nekapCTBEHHOro npenapara Ans
BETEPUHAPHOIO MPUMEHEHMS!, MOPSAOK BbiAayn MPOTOKOMNAa WMCMbITAHUNA, yKa3aHHbIX B YacTu 8 HACTodAulen CTaTbu, a Takke
MeToAMKa onpeeneHnst pa3MepoB NnaTthbl 3a BblAavy yKasaHHOro NPOTOKONa UCMbITaHUi ycTaHaBnueBaeTcs [MpaBUTENbLCTBOM
Poccuiickon depepaunn.

1. |/|MMyH06VIOJ'IOFVI‘-IeCKI/Ie NIeKapCTBeHHble npenapatbl OnA BEeTepUHapHOro npuMMmeHeHud, BBeAeHHbIe B Fpa)K,El,aHCKI/IIZ
060p0T B COOTBETCTBMM C YacTbio 8 HacTosulen cTaTtbu, nognexar XpaHEeHuo, nepeBo3Ke, OTNYyCKy, peanu3auun, nepenaye,
NMpUMeHeHno 40 NCTeYEeHNA CpOoKa X roAHOCTH.

12. 3a HenpeacTaBneHWe UMM HECBOEBPEMEHHOE NPEACTaBMNEHNE OOKYMEHTOB W CBEAEHWIN, NPeayCMOTPEHHbIX YacTaMu
1-3, 6 n 7 HacTtoAauwlel cTaTbW, NPOU3BOAMTENMU JEKAPCTBEHHbLIX CPEACTB W OpraHusauuu, OCYLLECTBMSOLME BBO3
(nepemMelleHne) nekapcTBEHHbIX MpenapaTtoB [Ans BETEPUHApPHOro rnpuMeHeHusi B Poccuiickyto depnepaunto, HecyTt
OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKoHoAaTeNnbLCTBOM Poccuiickol deaepaumm.

13. lMNpencraBneHne OOKYMEHTOB M CBEAEHUN, NPeayCMOTPEHHbIX Yactamu 1-3, 6 n 7 HacTosAwlen CTaTbu, U NONyyYeHne
paspeLleHnsi, yKkasaHHOro B YacTu 8 HacTosulen cratbl, He TpebykoTcs B OTHOLUEHWM FfEKAapCTBEHHbIX MpenapatoB ANis
BETEPMHAPHOIO MPUMEHEHUS!, MpefHa3HadYeHHbIX ANna BbiBo3a u3 Poccunckon Pepepaumn, npoBeneHUs OOKMMHUYECKNX
NCCNEeaoBaHU JEKAPCTBEHHbIX CPEACTB, KIMHUYECKMX WCCNELOBaHWIA NEKAPCTBEHHbIX MpenapaTtoB Ansi BETEPUHAPHOro
NPUMEHeHNa 1 BBO3a AN Uenewn, ykasaHHbIX B OyHKTe 5 yactn 1 ctatbm 50 HacTtodulero denepanbHOrO 3akoHa, a Takke
00pasuyoB NeKkapCTBEHHbIX MpenapaToB A4Sl BETEPUHAPHOIO MPUMEHEHUS, NpefHa3HayYeHHbIX AN NPOBEAEHUsT SKCMepPTU3bl
NeKapCcTBEHHbIX CPeACTB B LEMsiX OCYLIECTBIEHUS TrOCyAapCTBEHHOW perucrpaumn rekapcTBeHHbIX MNpenapaToB Ans
BETEPUHAPHOIO MPUMEHEHUS WM BHECEHUSI U3MEHEHWA B PErncTpaumMoHHOe [OOCbe Ha JNEeKapCTBeHHbI npenapaT Aans
BETEPUHAPHOIO MPUMEHEHUS.

(Ctatbst gononHUTENbLHO BKIoYeHa ¢ 1 ceHTabpsa 2023 roga PenepanbHbiM 3akoHOM oT 2 mionsa 2021 roga N 317-93)

[enctBme nonoxeHunn ctatbn 522 Hactoswero PenepanbHOro 3akoHa He pacnpoCTPaHSIETCA Ha CEpUU fNieKapCTBEHHbIX
npenapaToB Ans BETEPUHAPHOro NPUMEHEHNs, BBEAEHHbIE B rpa)kgaHCcKuin o6opoT Ha Tepputopumn Poccuiickon denepauunn oo
OHS BcTynneHus B cuny ®eaepanbHoro 3akoHa ot 2 utonsa 2021 roga N 317-®3, - cm. OyHKT 2 cTatbn 2 deaepanbHOro 3akoHa
ot 2 niong 2021 rona N 317-93.
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CTATbA 53. NPOAAXA, NEPEOQAYA NNEKAPCTBEHHbIX CPEACTB OPFAHU3ALMAMU ONTOBOW TOPrOBNU
JIEKAPCTBEHHbIMW CPEACTBAMMU

1. OpraHusauyym ONTOBOW TOPrOBMM JIEKAPCTBEHHLIMW CPEACTBAMW MOFYT OCYLLUECTBMAATb NPOAaXy JeKapCTBEHHbIX
cpencTB unNu nepepaeBaTh MX B YCTaHOBEHHOM 3akoHopaTenbcTBoM Poccuiickon Pepepauun nopsgke (3a UCKMYEHUEM
dapmaLeBTMYECKOM CyBCTaHUUN cnnpTa STUNOBOIO (3TaHona) ¢ y4eTom TpeboBaHW YacTu 3 HaCTOSALLIEN CTaTbU:

(AB3aL B pegakuun, BBegeHHoun B gericteue ¢ 1 aHBapsa 2018 roga PenepanbHbiM 3akoHoM OT 29 miona 2017 roga N 278-
®3; B pepgakumn, BBegeHHon B aencrtene ¢ 29 gekabpsa 2020 roga PenepanbHbiv 3akoHoM oT 27 aekabps 2019 rona N 481-
d3; B pegakuunn, BBegeHHon B gencteume ¢ 1 ceHTsbps 2023 roga PenepanbHbiM 3akoHOM OT 4 aBrycTta 2023 rona N 428-93. -
Cm. NpeablAyLLYIo penakLmio)

1) Apyrum opraHunsaLmsiM ONTOBOW TOPrOBMW NEKaPCTBEHHLIMU CPpeACTBaMU;

2) Npon3BOANTENSIM NEKaPCTBEHHbIX CPEACTB AN Liernei Npou3BoACTBa NEKapCTBEHHbIX CPEACTB;
3) anTeyHbIM opraHM3auusiM U BETepMHapPHbIM anTeYHbIM OpraH13auusiv;

4) Hay4HO-MCCnenoBaTenbCKUM OpraHM3aLmMam Ans Hay4YHo-UccrnenoBaTesibckoi paboThl;

5) uHguBMAYyanbHLIM NPEANPUHUMATENAM, UMEIOLUM NTMLIEH3UIO Ha hapMaLeBTUYECKYH AeATENbHOCTb UMK NINLEH3MIO Ha
MeONLMHCKYI0 OesATENbHOCTb;

6) MEAMLMHCKMM opraHM3auusiM, B TOM YMCMe CO30aHHbIM U 3aperncTpypoBaHHbIM B COOTBETCTBMM C 3aKOHOLAATENbCTBOM
WHOCTPAHHOrO rocyaapcTaa - uneHa OpraHn3auum SKOHOMUYECKOrO COTPYOHUYECTBA U pa3BUTUS MHOCTPAHHBIM HOPUANYECKUM
nuuam, vHAMBUAYanbHbIM npeanpuHMMaTensaMm, SBMASKWUMCS Yy4YacTHUKaMyM npoekTa B COOTBeTCTBUM C¢ DeaepanbHbiM
3akoHom oT 29 utoHa 2015 rona N 160-93 "O mexayHapoaAHOM MeOULIMHCKOM KacTepe Y BHECEHUM U3MEHEHUN B OTAEMbHbIE
3akoHopatenbHble akTbl Poccuinckon Peaepauunn”, n BETEPUHAPHLIM OpraHM3aumsm;

(MyHKT B pegakumm, BBeaeHHoN B aenctene ¢ 6 asrycta 2019 roga ®eaepanbHbiM 3akoHOM OT 26 mtona 2019 roaa N 240-
®3; B peaakunn, BBeaeHHon B aencteme ¢ 1 ceHTabpa 2023 roga PenepanbHbiM 3akoHoM OT 4 aBrycta 2023 rona N 428-93. -
CMm. npenplayLwyto peaakuuio)

7) opraHuMsaumMsMm U UHAMBUAYyanbHbIM - NpeanpuUHUMAaTEnsM, OCYLLECTBISOWMUM pasBedeHue, BblpaliuBaHue W
copepkaHue XMBOTHbIX (3a UCKIIOYEHEM Npogaxn UM dapMaLeBTUYeCKMX CybCTaHuuin Unn nx nepegaydn).

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

2. OpraHusaumu OMTOBOW TOProBMAM NeKapCTBEHHbIMW CpeacTBaMu He BrpaBe OCYLLEeCTBNATb Mpodaxy (nepegady B
YCTaHOBNEHHOM 3akoHogaTenbcTBoM Poccuiickon Pepepaunm nopsake) dapmMaueBTUHECKOW CcyOCcTaHumMM cnvpTa 3TUIOBOMO
(aTaHona).

(Hactb gononHutensHo BkntoveHa ¢ 1 aHeaps 2018 roga PenepanbHbiM 3akoHom oT 29 uona 2017 rona N 278-93; B
penakuumn, BBeeHHON B aencTame ¢ 29 aekabpa 2020 rona ®enepanbHbiM 3akoHoM oT 27 nekabpa 2019 rona N 481-03. - Cwm.
TREAbIAYLLYIO PEAaKLNIO)

3. OpraHusauum ONTOBOM TOProBMAM JieKapCTBEHHbIMU CpeacTBaMuM MOMYT OCYLEeCTBAATbL npodaxy (nepegayy B
YCTaHOBMNEHHOM 3akoHodaTenbCcTBoM Poccuiickon Pegepaumn nopsgke) nekapcTBEHHOro npenaparta Ans MeguuuHCKOro
NPUMEHeHNsi C MeXayHapoaHbIM HenaTeHTOBaHHbIM HauMeHoBaHeM "OT1aHon":

1) lopUAMYECKMM §MUAM, WMELWMM JULUEH3NIO Ha dapMaueBTUYeCKylo [eaTenbHOCTb B cdepe obpalleHus
neKapCcTBEHHbIX CPEACTB AN MeANLIMHCKOTO NPUMEHEHUS;

2) vHAVBUAYanbHLIM NPEeAnpUHUMATENsIM, MMEKLMM JIMUEH3NI0 Ha (hapMaueBTUYecKylo [AesTenbHOCTb B cdepe
o6palleHNs NekapcTBEHHbIX CPEeACTB AN MeANLMHCKOTO NPUMEHEHUS!;

3) uHaMBMAayanbHbIM NPeanpUHUMaTENaM, UMEIOLLMM NULIEH3NI0 HA MeOULIMHCKYI0 NeATeNbHOCTb;

4) 1opUaANYECKMM NLLAM, UMEIOLLIMM NMLIEH3MI0 HA MEOULIMHCKYIO AeATeNbHOCTb;
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5) MHOCTPaAHHLIM KPUANYECKMM NMLAM U MHOMBUAYANbHBIM NPEeANnPUHUMATENSAM, CO34aHHbIM M 3aperMcTPUPOBaHHLIM B
COOTBETCTBUM C 3aKOHOAATENbCTBOM WMHOCTPAHHOMO rocygapcrtea - yneHa OpraHusaumm 3KOHOMUYECKOro 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
CPEeAcTB, aKKpeAMTOBaHHbLIM B COOTBETCTBMM C 3akoHopaTenbcTBoM Poccuiickon ®epepauum o6 akkpeauTauum B
HaLMOoHanbHON cUCTEME akkpeauTaumu.

(YacTtb pononHuTenbHO BKMtoveHa ¢ 1 ceHTsiopa 2023 rona PenepanbHbiv 3akoHOM OT 4 aBrycTta 2023 rona N 428-93)

KommeHTapum k ctatbe 53

CTATbA 54. NPABUIIA ONTOBOW TOPrOBIN NEKAPCTBEHHBLIMU CPEACTBAMM

1. OnToBasi TOproBns NEKapCTBEHHbIMU CPEACTBaAMU OCYLLECTBNSAETCA MPOU3BOAMTENSMU NEKAPCTBEHHBIX CPEACTB U
opraHu3aumsiMM ONTOBOW TOPrOBMNW NEKAPCTBEHHbIMW CcpeacTBaMy MO MpaBunam Hagnexallen aucTpubbloTOPCKOM MpakTUKK,
npaBunaM Hagnexawen npakTUKM XpaHeHWs U NepeBO3KM JeKapCTBEHHbIX MpenapaTtoB AN MeaULMHCKOro MpUMEHEHMS,
npaBunaMm XpaHeHWs TeKapCTBEHHbIX CPeACTB AN BETEPUHAPHOIO MPUMEHEHUS!, YTBEPXAEHHbIM COOTBETCTBYHOLLMMU
YMONTHOMOY€EHHbIMU cheaepanbHbIMU OpraHaMy UCTMONHUTENBHOW BNacTy.

(Yactb B pepakumu, BBedeHHon B fenctBne PeaepanbHbiM 3akoHOM OT 26 mapta 2022 ropna N 64-93; B pepakumu,
BBeAeHHo B peictBue ¢ 1 ceHTsbps 2023 roga PepepanbHbiM 3akoHoMm oT 28 anpens 2023 roaa N 171-03. - Cwm.
OpenplAyLWYyIo peaakLuio)

2. OpraHunzauua OnTOBOW TOProBNW NEKAPCTBEHHbIMU CpeacTBamu obsasaHa cobniogatb npegenbHble CPOKM OTIPY3KU
3aTpeboBaHHbIX anTe4YHOW oOpraHuM3auMen IeKapCTBEHHbIX MpenapaTtoB Afs MEOUUUHCKOTO MNPUMEHEHUss U He Brnpase
OTKasblBaTb anTE4YHOW OpraHvM3auuun, C KOTOPOW Yy Hee 3aK4YeH COOTBETCTBYIOLMI OOrOBOP O MOCTaBKaX feKapCTBEHHbIX
npenapaTtoB Ans MeANLMHCKOro NpPUMEHEHWs, B NOCTaBKE JIEKAPCTBEHHbIX NPenapaToB AN MeaMLMHCKOro NPUMEHEHUsT npu
Hanuumm 3aTpeboBaHHbIX NIEKAPCTBEHHbIX NpenapaToB AN MEOULMUHCKOrO MPUMEHEHUS Yy OpraHuM3auvm ONTOBOW TOProBMU
nekapcTBeHHbIMKU cpeacTBamu. [pedenbHble CPOKM OTIPY3KM 3aTpeboBaHHbIX anTeYHOW oOpraHuM3auven rfekapCTBEHHbIX
npenapaToB A5 MEOULWNHCKOTO NPUMEHEHNST B 3aBUCMMOCTM OT PachoNiOKEeHUs MecTa OTrPy3KM NIEKapCTBEHHbIX NpenapaTtoB
ANs MEeQULMHCKOro NPUMEHEHNS YCTaHaBNMBaOTCS! YMONTHOMOYEHHbIM hefeparnbHbIM OpraHoM UCMOMNHUTENBHOW BNACTU.

(YacTb gononHutensHo BknoveHa PenepanbHbiM 3akoHOM 0T 26 mapTa 2022 rona N 64-93)

(CtaTtbsa B pepakuun, BBegeHHon B gencteue ¢ 1 nonsa 2015 roga PenepanbHblM 3akoHOM OT 22 aekabpsa 2014 roga N
429-03. - Cm. mpeablayLLy0 PEAAKLIMIO)

KommeHTapun k ctatbe 54

CTATbA 55. NOPAAOK PO3HUYHOW TOPIrOBJIN NEKAPCTBEHHbBIMU NPEMNAPATAMU

1. Po3Hmn4yHasa TOProemns fekapCcTBEHHbIMW MpenaparaMmu B KONMYecTBax, HeobxoAMMbIX AN BbIMOMHEHWS BpayvebHbIX
(dbenbalepcknx) Ha3HaYeHWm WNM Ha3HavYeHWn crneuManucTtoB B 0ONacTu BeTeprHapuK, OCYLLECTBASETCA anTeYHbIMU
opraHv3auusMu, BeTEepUHapHbIMKM  anTeYHbIMW OpraHM3auusiMu, WHAMBUAYaNbHbIMW  NpeanpuHUMaTensaM1, KMeLWwnMn
nMueH3nio  Ha  apMaueBTMYECKYl0  OEeATeNbHOCTb, MEOULMHCKMMU  OpraHuM3auvsMy, WMeWUMKW  JIMUEH3MI0  Ha
hapmaueBTUYECKY0 [OeATenbHOCTb, U KX 000COONEeHHbIMW noapasgeneHvsMy  (ambynatopusamu, enbaepckuMmn 1
henbaluepcko-aKyLepckMMM  NyHKTamu,  LeHTpamu  (oTAeneHnamn) obwer  BpayebHOW  (CeMeMHOM)  NpaKTUKK),
pacnonoXeHHbIMU B CEMbCKUX HACENEHHbIX MYyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHusauuu, U BeTepuHapHbIMU
OopraHv3aunsMu1, VUMeLWUMKN NMLEH3NI0 Ha dapMaleBTUYECKyl0 AeATenbHOCTb. PaspelleHa po3HWYHash TOProBnsi TOMbKO
nekapcTBeHHbIMW MpenapaTtamMu, 3apermcTpupoBaHHbiMM B Poccuickon Pegepauum Mnv U3rOTOBMEHHBIMU  anTeYHbIMU
opraHusaumamn, BeTEPUHAPHBLIMW anTeYHbIMW  OpraHM3auusaMu, WHAMBUAyanbHbIMWA NpeanpuHUMaTensMu, UMeLnMm
NMUEeH3No Ha dapmaueBTUYECKYI0 OeaTenbHOCTb. PO3HMYHAasA TOProens nekapcTBeHHbIMU npenapaTaMy OCyLLEeCTBNAETCS No
npaBunaMm Haanexalien anTtevyHoW MNpPaKkTUKW, YTBEePXOEHHbIM YMNOMHOMOYEHHbIM deaeparnbHbiM OpraHoM WCMONHUTENBbHON
BNacTu.

(Yactb B pemakuuun, BBegeHHon B genctBue PeaepanbHbiM 3akoHOM oT 25 Hoabpa 2013 ropa N 317-D3; B penakumm,
BBefdeHHow B genctame ¢ 1 nionsa 2015 roga ®enepansHbiM 3akoHOM OT 22 Aekabps 2014 rona N 429-93. - CM. npeablayLyto
penakumio)
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06 ob6palLeHun nekapcTBEHHbIX CPEACTB (C u3MeHeHnsMmn Ha 4 aBrycTta 2023 roga) (pepakuusi, aencreytowas ¢ 1 ceHTabpsa 2023 Ctpanunua 101
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

1_1. Po3HWYHas TOProens nekapCTBEeHHbIMW MpenapataMu A MeOUUMHCKOTO MPUMEHEHUS (3a UCKIYEeHMeM
nekapcTBeHHbIX npenapaToB, OTMyCKaeMblX MO peuenTy Ha fneKapCTBEHHbIM npenapar, HapKOTUYECKUX neKapCTBEHHbIX
npenapaToB W MNCUXOTPOMHbIX EKAPCTBEHHbIX MpenapaToB, a Takke CNMPTOCOAEepXalux NeKapCTBEHHbIX npenapaTtoB C
obbemMHOV [fonen 9TUMOBOro cCnupta CBbile 25 npOLEHTOB) MOXET OCYLUEeCTBNSATLCH anTeYHbIMU  OpraHusaunsamm
ONCTaHUMOHHBIM  CNOCOBOM. PO3HWYHYIO TOProBMni0 NeKapcTBEHHbIMW nNpenapatamMyv  Ang  MEOULMHCKOro npuMeHeHus
ONCTaHUMOHHBIM CNOCOBOM MOTYT OCYLLECTBASATb anTeyHble OpraHu3auuun, Umetolue FnUUEH3NI0 Ha dapMaLeBTUYeCcKyto
OeATenbHOCTb M COOTBETCTBYIOLLEE paspelleHne deaepanbHOro opraHa WCMOMHUTENbHOW BNacTu, OCYLUECTBNSLLEro
OYHKLMN MO KOHTPONIO 1 Haa3opy B cdepe 3gpaBooxpaHeHus. Mopsaok Bbigadum paspelleHns Ha OCyLecTBIieHME PO3HUYHOMN
TOProBMNM NeKapCTBEHHbIMY NpenaparamMv AUCTaHUMOHHbIM CMocobom, TpeboBaHMA K anTeYHbIM opraHv3auusiM, KOTopble
MOTyT OCYLUECTBNATb TaKyld TOProOBMKO, U MOPSOOK €e OCYLUECTBIEHMS, a Takke npaBuna [OCTaBKM NEKapCTBEHHbIX
npenapaToB rpaxpaaHam YycTaHaenmeatTcs [lpaButensctBoM Poccuiickon Pepepauun. UHdopmauus o6 onnavyeHHbIX
(OTNYLLEHHbIX) U MOMYy4YeHHbIX NEKapPCTBEHHbIX Mpenapartax BHOCUTCSH B CUCTEMY MOHUTOPUHIA OBWXEHUS! NEKapPCTBEHHbIX
npenapaToB Ans MEAULIMHCKOrO NPUMEHEHUsT B Nopsiake, NpeayCMOTPEHHOM YacTbio 7 cTatbu 67 HacTosulero denepanbHoro
3aKoHa.

(Yactb gononHuTensHO BKkNtoveHa PeaepanbHbiM 3akoHoM oT 3 anpeng 2020 roaa N 105-93)

2. Bugbl anTeyHbIX OpraHu3auuii U npaBuia OTMycka feKapCTBEHHbIX MpenapaToB Af MeOULUMHCKOro MPUMEHEHMS
anTeYHbIMM OpraHu3auusamMun, WHAMBUAYaNbHbIMU NPEeAnpPUHMMATENSMU, MMEILWMMU JULEH3NI0 Ha dapMaueBTUYECKYHO
AeATENbHOCTb, a Takke MnpaBuna OTMycka JeKapCTBEHHbLIX MpenapaTtoB Anst MeAWMLUHCKOrO MPUMEHEHUS MeOULMHCKUMMU
OopraHv3auusMu, MMeLMM NULEH3NI0 Ha dapMaleBTUYECKY0 OeSTENbHOCTb, U MX 000COBNEHHbIMU NoapasgeneHusaMu
(ambynatopusamu, denbawepckumm n denballepcko-akyLIepCKMMU NyHKTaMu, LeHTpamn (otgeneHnsmun) obien spavebHon
(cemMewHOW) NpakTMKK), PacnonoXeHHbIMU B CEMbCKMX HACENEHHbIX MyHKTaX, B KOTOPbIX OTCYTCTBYIOT anTe4YHble opraHn3auuu,
yTBEPXKAATCSA YNONMHOMOYEHHbLIM (hefeparnbHbIM OpraHoM UCMONMHUTENBHOW BRACTW.

(Yactb B pepakuuu, BBeaeHHoM B genctene PenepanbHbiM 3akoHOM OT 25 Hosabpsa 2013 roma N 317-93. - Cwm.
NREeAbIAYLLYI0 PeAaKLMIo)

3. MMpaBuna oTnycka HapKOTUYECKUX CPEACTB M MCUXOTPOMHbIX BELLECTB, 3aperncTpupoBaHHbIX B  KavecTse
NeKkapcTBeHHbIX MpenapaTtoB, JNEKapCTBEHHbIX MpenapaToB, COAEpPXallUMX HapKOTUYEcKMe CpeacTsa U MCUMXOTPOMHbIE
BELLECTBa, YTBEPXOAIOTCA YMONMHOMOYEHHbIM defepanbHbiM OpraHOM  UCMOMHUTENBHOM BnacTM Mo  COrnacoBaHWi C
denepanbHbIM OpraHoM UCTONMHUTENBHOW BNACTM, YNOMHOMOYEHHBIM B chepe BHYTPEHHUX Aen.

(YacTb B pegakuum, BBegeHHoM B aerictane ¢ 4 nons 2016 roga ®eaepansHbiM 3akoHoM 0T 3 mionsa 2016 roga N 305-93.
- CM. npeablAyLLYyI0 PeAaKLMIo)

4. JlekapcTBeHHble npenapaTtbl ANs BETEPUHAPHOro MPUMEHEHUs] MOAMeXaT OTNYCKy BEeTEepPUHapHbIMM anTeYHbIMU
opraHusauusiMm, BETEPUHAPHBIMU OpraHuM3auns MK, WMHOUBMAYAnNbHLIMU NPeanpuHUMaTENns MM, UMEKLUMU JULEH3U Ha
(papmaLeBTUYECKy0 aesaTenbHocTb. OTNYCK NeKapCTBEHHbIX NpenapaToB A1 BETEPUHAPHOIO NMPUMEHEHUS OCYLLECTBIISIETCS B
COOTBETCTBMM C NpaBUiaMn Haanexallen anTe4vHom NpakTUKN NeKapCTBEHHbIX NpenapaToB Ansi BETEPUHAPHOIO NPUMEHEHMS,
YTBEPXAEHHBIMU YNOMTHOMOYEHHbIM doedeparnbHbIM OpraHoOM UCTONMHUTENBHOW BNacTy.

(Yactb B pegakuun, BeeaeHHon B aencteme ¢ 13 aBrycta 2019 roga ®eanepansHbiM 3akoHoM oT 2 asrycta 2019 rona N
297-®3. - Cm. NpeaplayLLyo PeaaKLnio)

5. TepeyeHb MEOUUMHCKMX OpraHu3auun, UMEKLWMX JNULEH3NI0 Ha (apMaueBTUYECKYD AEeATENbHOCTb, U UX
0bocobneHHbIX noapasgenexHuii (ambynatopun, genbawepckmx 1 enbalepcko-aKyLwepCcknx NyHKTOB, LLEHTPOB (OTAENEHWN)
obuwen BpavyebHOM (CEMEWNHO) MNPaKTUKM), PACMONOXEHHbIX B CEMbCKMX HACENEHHbLIX MYyHKTax, B KOTOPbIX OTCYTCTBYIOT
anTeyHble oOpraHM3auuKn, a TakkKe MepeyvYeHb EeKapCTBEHHLIX MNPenapaToB, MNpoAaXa KOTOPbIX MOXET OCYLLUECTBNATHCS
YyKa3aHHbIMW opraHM3aunsmMmn n nx o60cobneHHbIMMN noapasgeneHnsiMm, yCTaHaBMBaKOTCS OpraHaMmn UCNONHUTENbHOM BracTyh
cybwekToB Poccuiickon ®epepaumm.

(Yactb B pemakumu, BBegeHHon B fencteue PenepanbHbiM 3akoHOM OT 25 Hoabps 2013 roga N 317-93; B pegakuum,
BBeEHHOW B AericTBne PenepanbHbiv 3akoHoM o1 3 anpend 2020 rona N 105-93. - Cm. opeaplayLlyo peaakLmio)

6. AnTeuyHble opraHu3auun, uHOUBMAYyanbHble npeanpuHUMaTenn, UMelrLlne JIUUEH3NK0 Ha dapMaueBTUYECKYHo
OesTenbHOCTb, 06a3aHbl obecneumBaTh yTBepXAeHHbIM [paBuTenbcTBom Poccuiickon Pepepauumn 1M GOPMUPYEMBIA B
YCTAHOBMIEHHOM WM NOPSAKE MWHMMArbHBIA aCCOPTUMEHT JIEKapCTBEHHbIX MNPEnapaToB, HEOOXOAMMBIX [AfiS OKa3aHus
MEeOULUHCKOW MOMOLLM.

(Hactb B pepakuuu, BBeaeHHoM B genctene PenepanbHbiM 3akoHOM OT 25 Hoabpsa 2013 roma N 317-93. - Cwm.
OpenplAyLWYIo peaakLuio)
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06 ob6palLeHun nekapcTBEHHbIX CPEACTB (C u3MeHeHnsMmn Ha 4 aBrycTta 2023 roga) (pepakuusi, aencreytowas ¢ 1 ceHTabpsa 2023 Crtpanuua 102
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

7. AnTeuyHble opraHu3auum, UWHOUBMAYyanbHblE MpeanpuHMMaTenn, WUMerLMe JIUUEH3NI0 Ha (apMaueBTUYECKYHO
OedaTenbHOCTb, Hapsagy C NekapcTBEHHbIMM MpenapataMmy MMEKT npaBo npuobpetatb M NpogaBaTb, B TOM 4ucne
ONCTaHUMOHHBLIM Cnocobom, MeguUMHCKME n3genuvs, Ae3nHduumpyowme cpeacTea, NpeameTbl U CPeacTBa JIMYHOW TUIMEeHb!,
nocyay 4ns MeauMUMHCKMX Lenen, npegMeTbl U cpeacTBa, nNpeaHasHayveHHble angd yxopa 3a 60mbHbIMKU, HOBOPOXAEHHBIMU U
OEeTbMW, HE OOCTUIUMMKM BO3pacTa Tpex JeT, OYKOBYK OMTMKY U CpeacTBa yxoda 3a HeW, MMHeparnbHble BOAbl, MPOAYKTbI
neyebHOro, 4ETCKOro U OMETUYECKOro NUTaHMs, BMONOrMYEeCcKn akTUBHbIE A06aBKN, NapdiOMepPHbIE 1 KOCMETUYECKME CpeacTBa,
MEOVUVHCKME N CaHUTapPHO-MPOCBETUTENbHLIE NeYaTHble M3OaHus, NpegHasHadYeHHble Ans nponaraHabl 30opoBoro obpasa
YKU3HW.

(YacTb B pegakumu, BBegeHHow B aenctaue ¢ 29 mnionga 2010 rona PenepansHbiM 3akoHoM Ot 27 utonga 2010 rona N 192-
®3; B pegakumm, BBeaeHHONM B aenictBue PenepanbHbiM 3akoHOM OT 25 Hoabps 2013 rona N 317-93; B peaakuumn, BBeOeHHOM
B Aericterne PenepanbHbiM 3akoHoM ot 3 anpens 2020 rona N 105-93. - Cm. npeablayLLyo penakLmio)

8. [esTenbHOCTb anTevHbIX opraHu3aumii BoopyxeHHbix Cun Poccuiickon ®depepauuun, Opyrvx BOWCK, BOWHCKMX
dopMMpPOBaHMI U OPraHOB, B KOTOPbIX 3aKkoHoAaTenbCcTBoM Poccuiickon degepaumm npegyCMOTPEHO NPOXOXAEHWE BOEHHOMN
cnyx6bbl unu  cegepanbHON  rOCYAApPCTBEHHOM  CNyxObl, CBSI3aHHOW C  MPaBOOXPAHUTENbHOW  OEeATENbHOCTbIO,
pernameHTupyeTca Hactoswum PegepanbHbiM 3aKOHOM U YTBEPXKAEHHBIMW COOTBETCTBYHOLUMMU dhedepanbHbIMU OpraHamu
NCMONHUTENbHOM BriactTu nonoxeHmsmn. KoHTponb 3a cobniogeHnem ykasaHHbIMUM anTeYHbIMU OpraHu3aumsiMn NONOXEHUN
HacTodwero denepanbHOro 3akoHa OCYLLECTBASETCA COOTBETCTBYHOLWMMU hegepanbHbiMM  opraHamu  UCMNOMHUTENBHON
BNacTu.

(Yactb B pegakuun, BBegeHHon B gencteme ¢ 1 aHBapsa 2016 roga ®enepanbHbiv 3akoHom oT 13 utonga 2015 roga N 262-
@3. - Cm. npeablayLyo peaakuuio)

9. YacTtb gononHutenbHO BkNtoveHa PeaepanbHbiM 3akoHoM OT 3 anpensa 2020 roga N 105-93, He npumeHsieTcs ¢ 1
saHBapsa 2021 roga - nyHKT 2 ctatbu 3 PenepanbHoro 3akoHa ot 3 anpens 2020 roga N 105-3. - Cm. npeabiayLLyo peaakLmio.

KommeHTapum k ctatbe 55

CTATbA 55_1. NOPAAOK OCYLWECTBNEHUA PO3HUYHOW TOPIOBITU NEKAPCTBEHHbBIMU NPENAPATAMU
anda MEQULUMHCKOIO NPUMEHEHUA, OTNYCKAEMbIMU MO PELUENTY HA NEKAPCTBEHHbIU NMPEMNAPAT,
ANCTAHUMNOHHbLIM CITOCOBOM

1. B nepuoa ¢ 1 mapta 2023 roga go 1 mapta 2026 roga B ropoge denepanbHoro 3HadyeHus Mockse, B benropogckon m
MockoBckon obnacTtax (ganee B HacToslen ctatee - cybbekTbl Poccuiickon denepaunm) npegycmaTprBaeTcs npoBegeHve
3KCMeprMeHTa MO OCYLUECTBIEHMIO PO3HUYHOW TOPrOBMM NEKAPCTBEHHbIMW Mpenaparamu Ans MeAWLMHCKOro NpUMEHEeHUs,
OTMyCKaeMbIM/ MO PeLEnTy Ha NeKkapCTBEHHbIN Npenapar, ANCTaHUMOHHBIM cnocoboMm (Janee - 3KCNepUMEHT).

2. B pamkax 3KCnepuMeHTa ero y4acTHMKM BrpaBe AMCTaHUMOHHBLIM CNOCOOOM OCYLUECTBNSATb PO3HWUYHYHO TOProBMO
neKapCTBEHHbIMM NpenapaTaMu A MeAULMHCKOro NPMMEHEHNs, OTNyCKaeMbIMK MO peLenTy Ha NekapCTBEHHbIN npenapar (B
TOM 4ucre cOpMUPOBAHHOMY B DOpME 3MEKTPOHHOrO AOKYMeHTa B NWYHOM KabuHeTe rpaxgaHuHa B defeparnbHoun
rocyaapcTBeHHON UHPOPMaLIMOHHOW cucTeme "EAMHBIN nopTan rocyaapCTBEHHbIX U MyHULMMANbHbLIX YCryr (PyHKUMRI)" 1 (Mnu)
Ha pervoHarnbHbIX MopTanax rocyAapCTBEHHbIX W MYHULMNAaNbHbIX YCNYr) WM BKMOYEHHBIMU B MepeveHb JeKapCTBEHHbIX
npenapaTtoB 1 dapmakoTepaneBTU4eCKNX rpynn nekapCTBEHHbIX MNpenapaToB, paspelleHHbIX K peanusauum B pamkax
3KCMepuMeHTa, YTBEPXKOEHHbIA YMNONHOMOYeHHbIM heaepanbHbiM OpraHoOM WCMOMHUTENBHOW BNacTu (3a WCKMYEeHUeM
nekapcTBeHHbIX nNpenapaToB, COAepXaluxX HapKoTUYeckMe cpeacTBa, MNCUXOTPOMHbIE BellecTBa M WX MPeKypcopsl,
nekapcTBeHHbIX MpenapaToB, coAepXalluuMx CurbHOOENCTBYIOLIME BellecTBa, paavodapMaueBTUYECKMX NeKapCTBEHHbIX
npenapaToB, MMMYHOBMONOrMYECKMX NEeKapCTBEHHbIX MpenapaTtoB, a Takke neKapCTBEHHbIX MpenapaTtoB, ANS KOTOpbIX B
COOTBETCTBUM C MHCTPYKUMEN MO NPUMEHEHWI0 NeKapCTBEHHOrO npenapaTta yCTaHOBMEH TeMnepaTypHbI PEXUM XpaHeHUs
Hwke 15 rpagycoB Llenbcus, cnnpTtocoaepKalimnx NekapCTBEHHbIX NpenapaTtoB ¢ 00bEMHOW AOnen STUIOBOro CnupTa CBbILe
25 npoueHTOB W neKapCTBEHHbIX MpenapaTtoB, W3roTOBMEHHbIX anTevHbIMW opraHudaumsmm). Kputepuu BknoyeHUs
nekapcTBeHHbIX MpenapaTtoB M papmakoTepaneBTMYECKUX TPynMn NeKapCTBEHHbIX MNPEenapaTtoB B YKa3aHHbIA MepeyeHb
yctaHaenueatotca [lpaButensctBom Poccuiickon ®epepaumun. NMonoxeHUs HacTosAWen CTaTbW He pacnpoCTpaHAlTCA Ha
nekapcTBEHHble npenaparbl, OThnyckaemble OecnnaTHO WM CO CKMOKOW rpakgaHam, MMeloWuUMm npaBo Ha obecneveHue
nekapcTBeHHbIMU NpenapaTamMu 3a CYET CpeacTB OIOMKETHbIX aCCUTHOBaHUM heaepanbHOro 6loaxeTa 1 BomKeTOB CyObeKTOB
Poccuickon ®egepaumu.

3. YuacTHukamm QKCnepumMmeHTa ABIAKOTCA yI'IOJ'IHOMO'vleHHbIIZ cpep,epaanbM opraH WCMOSNMHUTENbLHON  BRacTy,
YNOJIHOMOYEHHbIE OpraHbl WCMONMHUTENBLHON BRacTu Cy6'beKTOB Poccuinckon d)ep,epau,mm, MeaUUNHCKMe opraHmsaumm u
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anTe4yHble opraHn3auunn, cCoOoTBETCTBYHOLLNE Tpe6OBaHVIFIM, YCTaHOBJIEHHbIM B COOTBETCTBUWN C HaCTblO 4 HacTosALleN CTaTb.

4. MNonoxeHne O nopsake NPoOBEAEHUs 3KCMEPUMEHTa, B TOM 4ucrne TpeboBaHUA K MEeOUUMHCKAM OpraHu3auusm u
anTeyHbIM OpraHM3auusaM, SBNSAWMMCA YYaCTHUMKaAMW 3KCMEPMMEHTAa, MOpPSAOK OCYLLECTBIEHUS PO3HUYHOM TOProBmuv
neKkapCcTBEHHbIMW NpenapaTtaMmy Ans MeguMUMHCKOro NpUMEHeEHUs, OTNyCKaemMbIMK NO peulenTy Ha NeKapCTBEHHbIN npenapar,
ONCTaHUMOHHBLIM CcnocoboMm, TpeboBaHMA K AOCTaBKE TakUX JEKApPCTBEHHbLIX MNPenapaToB rpaxgaHam, npasBurna Bblgadn
paspeLleHnss Ha OCYLLeCTBIIEHWE PO3HUYHOM TOProBMU JeKapCTBEHHbLIMM MpenapartamMy Ons MeOULMHCKOrO MNPUMEHEHMS,
OTNycKaemMbIMW MO peuenTy Ha JIekapCTBEHHLIN Mpenapar, OMCTaHUMOHHLIM crnocobom, yTBepxpaetcsa [lpaBuTENbCTBOM
Poccunckon ®epepaunn. TpeboBaHUSA K anTe4YHbIM OpraHu3aumnsam, SBASIOLUMCS y4aCTHUKaMK 3KCNepUMeEHTa, He MoryT BbiTb
HWKe TpeboBaHWIA, YCTAHOBIEHHbIX K anTeYyHbIM OpraHu3auusiM B COOTBETCTBUM C YacTbio 1 1 ctatbm 55 Hacrosuiero
denepanbHOro 3akoHa.

5. YnonHomoueHHbIM cheaeparnbHbI OpraH UCMOMHUTENBHON BRacTu:

1) OCyLleCTBINndAeT MeTogn4ecKoe COoNnpoBOXAEeHME 3KCNnepnumMeHTa, BKno4dYaa MeTogny4eckoe ConpoBoXxaeHune AeATeNibHOCTU
MeaNUNHCKUX opraHmsaLlel N anTeYHbIX opraHM3au,m7|, y4yacTByrOLWKNX B SKCNepumMeHTe, no OdJOpMJ'IeHVII-O, MCNonb30BaHUIKO U
XpaHeHnto peLenToB Ha J'IeKapCTBeHHbIIZ npenapart, B TOM 4ucne C(*)OpMVIpOBaHHbIX B cbopme ANEKTPOHHbIX JOKYMEHTOB;

2) npeacrtaenset B lNpaButensctBo Poccuiickon egepaunm npegsapuTenbHbIn (B Nepuog NpoBeaeHUs aKCNepuMeHTa, HoO
He no3gHee YeM 3a [iBa MecsLa A0 UCTEYEHNs CPOKa NPOBEAEHUS IKCMEPUMEHTA) U UTOTOBBIN (MO OKOHYAHWM 3KCMEPUMEHTA,
HO He Mo3gHee 4YeM 4Yepe3 OBa Mecsila MOCIe WUCTEYEHWs CPOKa MPOBEAEHUST IKCMepuMMeHTa) Ooknadbl O pesyrbratax
NpoBeAEHNs1 IKCMEPUMEHTA U NPEaNioKEHUS O BHECEHUWM M3MEHEHWUI B 3aKOHOA4ATENbCTBO 06 obpalleHun nekapcTBEHHbIX
CpeacTs.

6. YNONHOMOYEHHbI OpraH UCMONHUTENbHOW Bnactu cybbekta Poccuiickon ®egepaunm:

1) BNpaBe ycTaHOBUTb OCOBEHHOCTY NPOBEAEHUS SKCNEPUMEHTA;

2) yTBepxaaeT nopsaok otbopa MeauUMHCKMX OpraHM3auuii U anTeyHblX OpraHu3auun Anis y4acTusi B 9KCNepuMeHTe, a
Takke MpPOBOAUT TakOW OTOOp M yTBepXAaeT nepevYeHb MeOMUMHCKMX OpraHuM3auui U nepeveHb anTeyHbiX OpraHm3auumn,

COOTBETCTBYHOLLNX Tpe6OBaHI/I9|M, YCTaHOBJIEHHbIM B COOTBETCTBMM C 4acCTbiO 4 HacTodwen cTatbu, UM SABAAOLWUXCS
Y4aCTHUKaMUN SKCNEepuMeHTa,

3) ocCyLecTBMNs€T MOHUTOPUHI MNPOBEAEHUs SKCMEepMMEHTa W MpPEeAcTaBnsieT ero pesynstatbl B YNONHOMOYEHHbIN
denepanbHbIi OpraH UCMONHUTENbHOW BNacTy;

4) obecne4mBaeT MHOPMALMOHHO-TEXHUYECKOe obecnevyeHne NpoBeaeHNs aKCNepuMeHTa NocpeacTBOM MCMONb30BaHUSA
rocyaapcTBeHHOW MHAOPMaLUOHHON cucTeMbl B cdepe 3apaBooxpaHeHus cybbekta Poccuiickon depepaumm n (Mnu)
MEAULIMHCKMX WMH(OPMAaLMOHHBIX CUCTEM MEAULMHCKMX OpraHvM3aunin, SBNAIOWNXCSA YYaCTHMKaMW SKCMEepUMEHTa, U KX
B3aMMOAENCTBUSA C eANHON rocy4apCTBEHHOM MHPOPMALIMOHHON CMCTEMOM B chepe 30paBOOXPaHEHNS.

7. MeguunHckne opraHmszauumm 1 antedyHble opraHu3aunn BnpaBe OTKa3aTbCA OT y4YacTua B J3KCNepuMmeHTe, nogaB B

YMNOSTHOMOYEHHbI OpraH WCNONHUTENbHOM Briactu cybbekta Poccuiickorn ®enepaumm COOTBETCTByHOWEe obpalleHve B
NUCbMEHHOW hopme.

8. AnTeyHble opraHusauun, SBMSOLLMECS Yy4aCTHUKaMW 3KCNEePUMEHTA, 06s3aHbl NpU Npoaaxe AUCTaHLMOHHBIM CNoco6oMm
NeKapCTBEHHOro npenapata Ans MeaVMUMHCKOrO MpPUMEHEHWsl, OTMYCKAaeMoro Mo PeLenTy Ha IeKkapCTBEHHbIV npenapar,
obecneunTb NpY OCYLLECTBNEHUM AOCTaBKU UAEHTUMKALMIO FIMYHOCTM TpaaaHWHa, Mony4valolwero Takol NekapCTBEeHHbIN
npenapart, B LensiX YCTaHOBIIEHUSI COOTBETCTBUSI €70 JIMYHOCTU M NULa, YKasaHHOro B peuenTe Ha NekapCTBEHHbIN npenapar
(ero 3akoHHoro npeacraBuTens), NM6o nuua, YNornHOMOYEHHOIO NMLOM, YKasaHHbIM B peLenTe Ha feKapCTBEHHbIN npenapar
(ero 3akoHHbIM MpeacTaBUTENeM), Ha NoNyyYeHUe riekapcTBEHHOro npenapaTa (ganee B HacTosILWen cTaTbe - NULO, yKasaHHoe
B peuenTe (3aKOHHbIN NpeacTaBUTENb, YNONHOMOYEHHOE NNULLO).

9. Jlvuo, ocyllecTBnsollee OOCTaBKY NeKapCTBEHHOro npenaparta Ans MeOULMHCKOTO MPUMEHEHUs, OTryckaemoro no
peLenTy Ha NeKapcTBEHHELIN npenapat, 06si3aHo NoTpeboBaTh y rpaxaaHuHa, NonyyatoLero Takon NekapCTBEHHbIV Npenapar,
npesbsBUTb LOKYMEHT, YAOCTOBEPSIOWMIA €ro fIMYHOCTb, ANS UAEHTU(MKALMA FIMYHOCTM STOrO rPaXkgaHWHa M yCTaHOBMEHNS
COOTBETCTBUS €0 NIMYHOCTM U fMua, YKa3aHHOro B peLenTe (3aKOHHOro npeacTtaBuTens, YNonHOMOYeHHoro nuua). B cnyyae
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BbISIBNEHNS HECOBMNAAEHWS NIMYHOCTM rpaxaaHuHa, nosyyatolero nekapcTBEHHbIV Npenapar, U nuua, ykasaHHoro B pelente
(3aKOHHOrO MpeacTaBUTENS!, YNOMHOMOYEHHOTO NMLa), a Takke B Crydae oTkasa rpaxkgaHuHa, Nnonyyarollero nekapcTBEHHbI
npenapar, NpeabsiBUTb OOKYMEHT, YOOCTOBEPSIOWMIA €ro JIMYHOCTb, NULO, OCYLLECTBISIOLLEE [OCTaBKYy J1eKapCTBEHHOrO
npenapara Ans MeaMLMHCKOro NPUMEHEHUS!, OTMYCKAaEMOro Mo peLenTy Ha NeKapCTBEHHbIN npenapart, 06513aHO BEPHYTb TaKow
neKapCTBEHHbIN NpenapaT B anTe4YHy opraHu3aumio.

10. MNopgTBepxaeHMem dakta nepegayn fnekapCTBEHHOro npenaparta Ansg MeauUMHCKOro NpUMEHEHNS, OTNyCcKaemMoro no
peLenTy Ha NekapCcTBEHHbIN npenapar, Nuuy, ykasaHHoOMY B peuenTe (3aKOHHOMY NpeacTaBUTENO, YNOMHOMOYEHHOMY NuLly),
ABMAOTCA KACCOBbIN YEK Y NOAMNUCh NMLA, NOMYYMBLLErO TAaKOM NEKapCTBEHHbIVM Npenapar, Ha JOKYMEHTE O MONy4YeHUn Takoro
nekapcTBEHHOro npenapara no opme, yTBepXaaemMon yNnormHOMOYEHHbIM dhefepanbHbiM OpraHoM MCMONMHUTENBHOW BNacTU.
Mocne nepegaun nekapcTBEHHOrO npenapara nuuy, ykasaHHoMy B peLenTte (3aKOHHOMY MpeacTaBUTENIO, YNONTHOMOYEHHOMY
nuuy), 3TOT OOKYMEHT nepefaeTcs IULOM, OCYLUEeCTBMBLUMM [OOCTaBKY TaKOro NeKapCTBEHHOrO Mpenapara, B anTeyHyHo
opraHusaumio, OCyLLEeCTBMBLLYIO OTMYCK NleKapCTBEHHOro npenapara. B crniyyae BbisiBNeHWs nNpu nepegade nudy, ykasaHHOMY B
peuenTe (3aKOHHOMY npeACTaBUTENO, YMOMHOMOYEHHOMY JMLy), FfleKapCTBEHHOro npenapata akToB MexaHW4ecKoro
NOBPEXOAEHUA €ro WM €ero YnakoBKW TakOW JleKapCTBEHHbI npenapaT NUUOM, YyKasaHHbIM B peuente (3aKOHHbIM
npencrtaBuTeneM, YMNONIHOMOYEHHbIM NULOM), He MPUHUMAaeTCs M BO3BpallaeTcs 6e3 ero onnartbl fvuy, OCYLLECTBMBLUEMY
[OCTaBKy fnekapCTBEHHOro npenapata n obecneynsaroLemMy ero Bo3spaTt B anTeUYHY opraHn3aLmio.

11. 3a HapyweHusa 3akoHogaTtenbcTBa Poccuiickon degepauun, coBepLUeHHble NPU NPOBEAEHWMM 3KCMEPUMEHTA, ero
YYaCTHWKWN HECYT OTBETCTBEHHOCTb, YCTAHOBMEHHYH0 3aKoHoA4aTeNnbLCTBOM Poccuiickon Penepaumu.

12. KoHTponb 3a ncnonHeHnem TpeboBaHun, CBA3aHHbLIX C NPOBEAEHNEM IKCMEPMMEHTA, OCYLLECTBNAETCS deaepanbHbIM
OpraHoM WCMNOMHUTENBHOM BNacT, OCYLLECTBASAWMUM (YHKUUK MO KOHTPOMO W Haas3opy B cdepe 34paBOOXpaHEHUs, B
nopsiake, ycraHoeneHHoMm PeaepanbHbiM 3akoHoM OT 31 utonsa 2020 roga N 248-93 "O rocynapcTBEHHOM KOHTRone (Haa3ope)
M MyHULIMNansHOM KoHTpone B Poccuiickon ®enepammn”.

(Ctatbsa gononHuTenbHO BktodeHa ¢ 1 mapTa 2023 roga PenepanbHbiM 3akoHoM 0T 20 okTsa6pa 2022 rona N 405-93)

MonoxeHusa ctaten 55 1 HacTosawero PegepanbHOro 3akoHa npumeHsitoTes Ao 1 mapta 2026 roga - cM. NYHKT 2 cTatbn 2
denepanbHoro 3akoHa ot 20 okTabpsa 2022 roga N 405-P3.

CTATbA 56. U3rOTOBIEHME U OTNYCK NIEKAPCTBEHHbBLIX MPEMAPATOB

1. NaroToBneHne nekapcTBEHHbIX NpenapaTtoB anTe4YHbIMU OpraHu3aLnsiMy, BETEPMHAPHBIMI anTeYHbIMU OpraHn3aLusMu,
UMELLMMU NMLEH3NI0 Ha (hapMaLeBTUYECKYO AeATENbHOCTb, OCYLLECTBISETCS NO peLenTam Ha NeKkapCTBEHHbIE npenaparsl,
no TpeboBaHUAM MELMLMHCKUX OpraHu3auuii, BETEpPUHAPHbLIX OpraHU3auuii B COOTBETCTBMM C NpaBuMiaMm U3rOTOBIEHUS U
OTMyCKa NeKapCTBEHHbIX NpenapaToB, YTBEPXAEHHBIMU YNONMHOMOYEHHbIM heaeparnbHbIM OPraHOM MCMOMHUTENBHOW BracTu.

(YacTtb B pepakuun, BBefeHHOM B aericteue ¢ 1 ceHTabpsa 2023 roga PenepanbHbiM 3akoHOM OT 5 aekabpa 2022 rona N
502-®3. - Cm. OpeablayLLYo peaakLuio)

2. [lpyn WM3roTOBNEHUN IEKapCTBEHHLIX MPEnapaTtoB anTeYHbIMUM OpraHM3auuMsiMn, BETEPUHAPHLIMKU  anTEeYHbIMU
opraHuMsaumaMu, UMELUMUN NIMLEH3NI0 Ha hapMaLeBTUYECKYI0 OeATeNbHOCTb, UCMOMb3YHTCA NeKapCTBEHHbIe npenapaTtbl 1
(nnn) dapmaueBTudeckne cybcTaHLmMK, BKAOYEHHbIE COOTBETCTBEHHO B [OCYAARCTBEHHbLIM PEECTP fEKapCTBEHHbIX CREACTB
ONa  MeauUMHCKOro NPUMEHEHWs, TOCYOARCTBEHHbIN PEECTR MEKaPCTBEHHbLIX CPREACTB ANs BETEPUHAPHOIO MPUMEHEHUS,
€0VHbI peecTp 3aperMcTPUPOBaHHbIX JTIEKAPCTBEHHbIX CPeacTB EBpasvMiCcKOro SKOHOMWYECKOro COK3a B YCTAaHOBMEHHOM
nopsigke. He ponyckaetcsi W3roToBNEHWE anTeYHbIMW OpraHu3aunsMn, BETEPUMHAPHBIMW anTEeYHbIMU  OpraHM3auusimMu,
UMEKLNMN  FIMLEH3NI0 Ha apMaueBTUYECKYHD AEeATENbHOCTb, JIEKAPCTBEHHbIX MpenapaTtoB, 3aperncTpMpoBaHHbIX B
Poccuickon ®eanepaumu.

(Yactb B pegakumu, BBeaeHHon B gencrtene ¢ 1 ceHtabpsa 2023 roga denepanbHbiM 3akoHOM OT 5 aekabpsa 2022 roga N
502-03. - Cm. NpeablAyLLYIO PeAaKLmIo)

3. MapkupoBKa NeKkapCTBEHHbIX MpenapaToB, U3rOTOBMEHHbIX aNTEYHbIMU OPraHU3aUusMn, BETEPUHAPHBbIMK anTeYHbIMU
OpraHM3aLnsiM1, UMEOLLMMMK NMLEH3NI0 Ha hapMaLeBTUYECKYI0 AESTENbHOCTb, U 0DOPMIIEHME TakUX npenapaToB AOSMKHbI
COOTBETCTBOBATL NpaBunam, ykasaHHbIM B 4acTu 1 HacToslLlel CTaTby.

(YacTtb B pepakuun, BBefeHHOM B aenicteue ¢ 1 ceHTabpsa 2023 roga PenepanbHbiM 3aKoHOM OT 5 aekabpa 2022 rona N
502-@3. - Cm. NpeablayLLYo peaakLuio)
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4. AnTeuyHble opraHusauun, BeTEepUHAapPHbIE anTe4YHble OpraHu3auuu, MMelLlMe NUUEH3MI0 Ha dapMaLeBTUYECKYHO
OesTenbHOCTb, HECYT OTBETCTBEHHOCTb 3a HecobnogeHvue npaBuil U3rOTOBMIEHUS M OTMNycKa NeKapCTBEHHbIX MpenapaTtoB B
COOTBETCTBUM C 3aKoHoAaTenNbLCTBOM Poccuiickon depepauun.

(Yactb B pepakumm, BBeaeHHon B gencrteme ¢ 1 ceHtabpsa 2023 roga denepanbHbiM 3akoHOM OT 5 aekabpsa 2022 roga N
502-03. - Cm. NpeablAyLLYI0 peaakLmio)

KommeHTapum k ctatbe 56

CTATbA 57. SAMNPELLEHUE NMPOOAXU ®ANIbCUNOULIMPOBAHHBLIX NIEKAPCTBEHHbBIX CPE[CTB,
HEOOBPOKAYECTBEHHbIX NEKAPCTBEHHbIX CPEACTB, KOHTPA®AKTHbIX NTEKAPCTBEHHbIX CPEACTB

Mpogaxa anbCMULMPOBAHHBIX JIEKAapCTBEHHbIX CPeACTB, HEeLoOpoKayYeCTBEHHbIX NEeKapCTBEHHbIX CPeacTs,
KOHTpadhaKTHbIX NTeKapCTBEHHbIX CPEACTB 3anpeLlaeTcs.

KommeHTapun k ctatbe 57

CTATbA 58. XPAHEHUE NEKAPCTBEHHbLIX CPEOCTB

1. XpaHeHne neKkapCTBEHHbIX CPeACTB OCYLUECTBMNSETCS MPOU3BOAUTENSIMM NEKapCTBEHHbLIX CPEeACTB, opraHM3aumsiMun
ONTOBOW TOProBIM NEKapCTBEHHbLIMW CPEACTBaMM, anTe4YHbIMU OpraHn3aunsiMn, BETEPUHAPHBIMU anTEYHbIMN OpraHn3aLmsiMu,
VUHOMBUAYaNbHBIMUA NPEeANPUHUMATENSMU, UMEIOLLUMU NULEH3NIO Ha (apMaLeBTUYECKYD OeATEeNbHOCTb UMK MULEH3NI0 Ha
MEAVLIMHCKYIO OEeSATENbHOCTb, MEAWLMHCKAMU OpraHu3auusiMn, BETEPUHAPHBIMU OPraHM3auusMn U MHbIMW OpraHvM3aumusmu,
OCyLLECTBNSAWNMN  ODpalleHe neKkapCTBEHHbIX CpeacTB. XpaHeHuWe IeKapCTBEHHbIX CpeacTB Ans BETEPMHAPHOro
NPUMEHEHNS OPraHN3auusaMn Y MHOMBUAYANbHLIMU NPeanpUHUMaTENsIMU B Criyyasix, €Criv OHU UCMOMNb3YTCS UCKMIOYUTENBHO
npu pas3BegeHuu, BbipallMBaHUN, COOAEPXKAHUM N NIEYEHUUN XUBOTHBLIX, MOXET OCYLLECTBMATLCA 6e3 Nony4YeHus NUuUeH3nn Ha
hapmMaLeBTUYECKYI0 AeATENbHOCTD.

(YacTb B pegakumu, BBegeHHON B Aercteue ¢ 22 Hos6psa 2014 roga PenepanbHbiv 3akoHOM OT 22 okTs6psa 2014 rona N
313-®3. - Cm. mpeaplayLLyo peaaKLmio)

2. I'Ipanma XpaHeHUA IneKapCTBEHHbIX CpencTB YTBEpXOakTCA COOTBETCTBYHOLMM YNONTHOMOYEHHbIM d)e,qepaanblm
OpraHom WCMONHUTENbHOW BNacTu.

3. XpaHeHune HapKOTMUYECKUX neKapCTBEHHbIX cpeacTs, NMCUXOTPOMHbIX neKapCTBEHHbIX cpeacrTs,
pagnohapmaueBTUYECKNX NEeKapCTBEHHbIX CPeACTB OCYLIECTBNSAETCA B COOTBETCTBMM C 3aKoHoAdaTenbCcTBOM Poccunckon
depepauymu.

KommeHTapun k ctatbe 58

CTATbA 58_1. NPEAMETHO-KONUYECTBEHHbIN YYET JIEKAPCTBEHHbIX CPEACTB ANA MEQULMHCKOIO
NMPUMEHEHUA

1. MNepeyeHb NeKapCTBEHHbIX CPEACTB AN MeOWULIMHCKOrO MPUMEHEeHWs, noanexalux npeamMeTHO-KOrnnM4ecTBEHHOMY
yyeTy, yTBepXaaeTcsa YNnonHOMOYEeHHbIM dbefepanbHbiM OpraHoM UCTNONMHUTENBHOW BNACTU.

2. MNMopsaok BKITOYEHMST NTEKAPCTBEHHbLIX CPEACTB AN MeOULUHCKOrO MPUMEHEHUS B MepeveHb NeKapCTBEHHbIX CPeacTB
ONS MEeOWLIMHCKOTO MPUMEHEHWS, MOAMEXaliMx MNpegMEeTHO-KONMMYECTBEHHOMY Y4eTy, YCTaHaBMMBAETCS YMOMHOMOYEHHBIM
denepanbHbIM OpraHOM MCMONMHUTENbHOWM BNacTW MO COrnacoBaHuto C¢ degepanbHbiM OpraHoOM WCMOMHUTENBbHOM BRacTH,
YMONTHOMOYEHHBIM B cdoepe BHYTPEHHUX Aen.

(Yactb B pegakumu, BBegeHHon B aenctaeue ¢ 4 niona 2016 roga PenepansHbiM 3akoHoM 0T 3 uiongd 2016 rona N 305-93.
- CM. npeablayLLYyI0 PeAaKLMIo)

3. MNpeamMeTHO-KONMMYECTBEHHbIN YYET NEKAPCTBEHHbLIX CPEACTB ANs MEAMUMHCKOro NpUMEHeHWUs BedyT Npou3BoAUTENM
NeKapCTBEHHbIX CPEACTB, OpraHuW3auuyM OMNTOBOM TOPrOBMM JIEKAPCTBEHHBLIMU CPeACcTBaMu, arTedHble opraHu3auuu,
VUHOVBMAYanbHbIE NPeanpUHUMAaTEN, WMELME JUUEH3NI0 Ha (apMaleBTUYECKYlD [AesTENbHOCTb MNW NULEH3NIO Ha
MeOMLMHCKYO AeSTeNbHOCTb, M MeAVUMHCKUE OpraHu3aumu, OCyLLECTBRsioWME obpalleHne NekapCTBEHHbIX CPeacTB Afis
MeOMLMHCKOTO MPUMEHEHUS, NYTEM pPermcTpaumm nobbix CBA3aHHLIX C MX 0bpalleHneM onepaunii, Npu KOTOPbIX M3MEHSIETCS
UX KONMMYECTBO M (MNN) COCTOSIHME, B CreLManbHbIX XypHanax ydeta onepauuii, CBA3aHHbIX C oOpalleHUeM NeKapCTBEHHbIX
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cpencTe Ana MeanumMHCKOro npuMeHeHunaA (,u,anee - cneunarnbHble )KypHaJ'IbI).

4. TMMpaBuna peructpauuy onepauui, CBSI3aHHbIX C OOpalleHUMeM J1eKapCTBEHHbIX CPEACTB NS  MeaWMUMHCKOro
NPUMEHEHMS], BKITIOYEHHBIX B NepeYeHb NeKapCTBEHHbIX CPEACTB AN MeQULMHCKOTO NpUMEHEHUs, Noanexawmnx npeaMeTHo-
KOSIMYECTBEHHOMY YYETY, B CreumanbHbIX XypHanax v npaBuia BeOeHUs U XpaHeHWsl crneLmanbHbIX XXypHanoB yTBEpXAaTCs
YNONMHOMOYEHHbLIM (hefeparnbHbIM OPraHOM UCMONMHUTENBHON BMacTu.

5. KoHTpornb 3a cobntogeHnem npaBun peructpauum onepaunii, CBsi3aHHbIX ¢ obpalleHnemM nekapCTBEHHbIX CpeacTB ans
MEONLIMHCKOTO MPUMEHEHUS!, BKIIOYEHHbIX B MepeyYeHb JIeKapCTBEHHbIX CPEACTB AN  MEOULMHCKOTO MPUMEHEHWS,
nognexalmx npeaMeTHO-KONMYECTBEHHOMY YYeTy, B CrieumanbHbIX KypHanax, a Takke 3a cobniogeHvem npaBui BegeHUs U
XpaHeHWs1 creumanbHbIX XXYpHanoB BO3MaraeTcsl Ha YNONMHOMOYEHHble defeparnbHble OpraHbl WCMONMHUTENBHOW BRAacTu u
OpraHbl MCNOMHMTENbBHON BriacTn cybobekTtoB Poccuiickon denepaumv, OCYLLECTBASOLWNE NULEH3UPOBAHME MPOU3BOACTBA
NeKkapCcTBEHHbIX CPEACTB, hapMauleBTUYECKON AESATENbHOCTU U MEOVLUHCKON OeATENbHOCTU, U OCYLLECTBMASETCS B pamKax
NNLEH3MOHHOIO KOHTPOIS.

(Ctatbsa gononHuTenbHO BKtodeHa ¢ 25 uoHda 2013 roga PenepanbHbiM 3akoHOM OT 25 aekabpsa 2012 roga N 262-93)

KommeHTapui K ctatbe 58 1

MABA 11. YHUMTOXEHUE NEKAPCTBEHHbLIX CPELACTB
CTATbSA 59. OCHOBAHUA U NOPAOOK YHUYTOXEHWUA NEKAPCTBEHHbLIX CPELOCTB

1. HepobpokayecTBeHHble NEKapCTBEHHblE CPeAcTBa, (anbCUUUUPOBAHHbIE EeKApCTBEHHbIE CPEACTBa nogrnexar
U3BATUIO U3 OOpaLLIEHUS] U YHUUTOXEHUIO B MOPSiAKe, ycTaHoBMNeHHOM NpaButenscTBoM Poccuickon denepavummn. OcHoBaHWEM
ONS YHUYTOXEHUSI NEeKapCTBEHHbIX CPEACTB SBMSIETCS pelleHve Bragenbla JfeKkapCTBEHHbIX CPEACTB, peLleHue
COOTBETCTBYIOLLErO YNOMHOMOYEHHOTO dhefeparibHOro opraHa UCMONHUTENBHOW BNACcTU UMK peLLeHne cyaa.

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

2. KoHTpachbakTHble nekapCTBEHHble cpeacTBa noafiexaT U3bATUI0 M3 ODpalLeHNss U YHUUYTOXEHUIO MO peLLeHuto cyaa.
MopsiAOK  YHUYTOXEHUS KOHTpadhakTHbIX JeKapCTBEHHbIX CPeAcTB YycTaHaBnuBaeTcs [MpaBuTenbcTBoM  Poccuiickon
depepaumu.

(YacTtb B pegakuuun, BBegeHHoun B aencrtene ¢ 1 nonsa 2015 roga PegepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-
®3. - CMm. npeapbiayLLyo PeAaKLn)

3. Pacxopgbl, CcBsi3aHHble C YHUYTOXEHMEM KOHTpadaKTHbIX JIeKapCTBEHHbIX CPEeACTB, HegobpokayecTBEHHbIX
neKapCTBEHHbIX CPeacTB, hanbCcuULMPOBaHHbIX NeKapCTBEHHbIX CPEACTB, BO3MELLAIOTCS UX BNagenbLeM.

4. Bnagenew nekapcTBEHHbIX CPEACTB OOSMKEH NPeacTaBUTb B YNOMHOMOYEHHbIN dedepanbHbli opraH UCNOMHUTENBHON
BNacTU [OOKYMEHT WU 33aBEPEHHYID B YCTAHOBMEHHOM MOpsSiAKE €ero KOMmuio, MoATBepxaarwme (akT YHUUTOXEHUS
NeKapCTBEHHbIX CPEACTB.

5. CoOTBETCTBYIOLLMIA YMONMHOMOYEHHbIN defepanbHbIi OpraH MWCMNOMHUTENbHOW BNacTv, MNPUHSABLLMIA pelleHne o6
YHUYTOXEHUM NTeKapCTBEHHbIX CPeACTB, OCYLLECTBMASET KOHTPOrb 3a UX YHUYTOXEHUEM.

6. YHUUTOXEHME NeKapCTBEHHbIX CPeACTB MPOM3BOAMUTCH OPraHM3auusMu, UMELWUMIN COOTBETCTBYHIOLLYIO NMLEH3MIO, Ha
cneumanbHo 06OpydoOBaHHbLIX Mroliaakax, MonmuroHax W B cneuuanbHO 060pyAOBaHHbIX MOMELLEHUSX C CcoOnodeHneM

TpeGoBaHMi1 B 06nacTn oxpaHbl OKpy»KatoLLen cpeabl B COOTBETCTBUM C 3akoHodaTenbcTBoM Poccuiickoi degepaunn.

7. HapKOTVI‘-IeCKVIe NeKapCTBEeHHble CcpencTtBa, NCUXOTPOMNHble JeKapCTBEeHHble CpencTBa, pauwo@apmaueamqecme
NeKapCTBeHHble CcpeacTBa YHNYTOXAKTCA B COOTBETCTBUN C 3aKOHOAATENTbCTBOM Poccuickon d)e/:l,epauvlm.

KommeHTapum k ctatbe 59

MABA 12. TOCYOAPCTBEHHOE PEIYJIMPOBAHUE LIEH HA JIEKAPCTBEHHbDIE MNMPEMNAPATbI AJ15
MEAOWLMHCKOIO NPUMEHEHUA
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CTATbA 60. TOCYOAPCTBEHHOE PETYNIMPOBAHUE LIEH HA NNEKAPCTBEHHbIE NPENAPATbI ANA
MEOAWLMHCKOIO NPUMEHEHUA

1. TocymapcTBeHHOe perynupoBaHME LEH Ha JekapCTBEHHble npenapaTtbl AN MEAULMHCKOrO  NMPUMEHEHMS
OCYLLECTBNSIETCSA NOCPEACTBOM:

(AB3aL B pepakumun, BBeaeHHoM B aenctene deaepanbHbiM 3akoHoM 0T 26 mapTta 2020 rona N 67-93. - CM. npeablayLyto
peaakuuio)

1) ytBepxaeHusa [MpaButensctBoMm Poccuickon depepauum nepeyHss KU3HEHHO HEeobXOOAMMbBIX U BaXKHEWLLMX
NeKapCTBEHHbIX NpenapaToB, KOTOPbIN (DOPMUPYETCS U HE pexe O4HOro pasa B rof nepecmMaTpmBaeTcsl B YCTAHOBIEHHOM MM
Nnopsiike Ha OCHOBE KOMMJIEKCHOW OLIEHKM JEeKApCTBEHHbIX MpenapartoB, BKIOYas aHanui CBEAEHUM O CpaBHUTENbHON
KNUHU4Yeckon acpdekTUBHOCTM 1 6E30NaCHOCTN NIEKAPCTBEHHOIO CPeacTBa, OLEHKY SKOHOMUYECKMX NOCNeACTBUA NPUMEHEHMS
NeKapCTBEHHOro cpeacTBa 1 U3yyYeHne AoMNONHUTENbHbLIX NOCNEACTBUIA NPUMEHEHWS NTEKAPCTBEHHOIO CPEACTBA;

(MyHkT B pepakumu, BBeaeHHo B Aencteume ¢ 1 nonsa 2015 roga ®enepaneHbiM 3akoHOM OT 22 nekabps 2014 rona N 429-
®3; B pepakumun, BBegeHHon B gencteue PenepanbHbiv 3akoHoM OT 13 utonga 2020 roaa N 206-93. - CM. npeabiayLyo

peaakumio)

2) yTBEepXOEHWst METOAMKM pacyeTa npeferbHbIX OTMYCKHbIX LieH NPOM3BOOAUTENEN Ha FNeKapCTBEHHble npenaparhbl,
BKMIOYEHHbIE B MEpeYvYeHb XM3HEHHO HeOoOXOOMMbIX M BaXKHEWLUMX FeKapCTBEHHbLIX MNpenapaToB, a Takke BHeApPEeHMUs
MeXaHN3MoB DOPMUPOBAHUSA CUCTEMbI PpeDEPEHTHbIX LIEH;

(MyHkT B pegakuun, BBeaeHHon B aenctaeue ¢ 1 nons 2015 roga PenepanbHbiM 3aKoHOM OT 22 Aekabpa 2014 rona N 429-
®3; B pepakunn, BBegeHHon B genctene ¢ 7 nioHs 2019 roga PepepanbHbiM 3akoHOM OT 6 nioHa 2019 roga N 134-93. - Cwm.
NREALIAYLLYIO PEAaKLo)

3) rocyoapCTBEHHOW perucTpaumm npeferbHbiX OTMYCKHbIX LEeH NpoM3BOAUTENEN Ha JekapCTBEHHble npenaparbl,
BKITHOYEHHbIE B NepeYeHb XN3HEHHO HEOOXOAMMBIX U BaXKHEMLLMX NeKapCTBEHHbIX Npenaparos;
(MyHKT B pepakummn, BBegeHHon B aencteme ¢ 7 nioHa 2019 roga PenepanbHbiM 3akoHOM 0T 6 uioHa 2019 rona N 134-93.

- CM. npeablayLwyo penakLmio)

4) BefeHus rocydapCTBEHHOIO peecTpa npeferibHbIX OTMYCKHbIX LieH NMPOoU3BOAUTENEN Ha NeKapCTBEHHble mnpenapars,
BKJTIOYEHHbIE B NMepeYeHb XU3HEHHO HEOBXOAUMbBIX U BaXXHEMLUMX NeKapCTBEHHbIX NpenapaTos;

5) yTBepXOeHus METOAMKM YCTAHOBMEHUS OpraHamMu UCMOnMHUTENbHOM Bnactu cybbektoB Poccuiickon ®epepauumn
npenenbHbiX pa3mMepoB OMTOBbIX HAA0ABOK M MpeaerbHbIX Pa3MepoB PO3HUYHbIX HaA0ABOK K (DAKTUHECKUM OTMYCKHbIM LieHaM,
YCTaHOBMNEHHbLIM NPOU3BOAUTENSAMM NeKapCTBEHHbIX MpPenapartoB, Ha fekapCTBEHHbIE npenapaThbl, BKMIOYEHHbIE B nepeyeHb
XN3HEHHO HEOBXOAMMbIX N BaXKHEMLLNX NTeKapCTBEHHbIX NpenapaTtoe;

6) yCTaHOBINEHUA npeaeribHblX pa3MepoB ONTOBbIX Ha,lJ,6aBOK N npegenbHbIX pa3MepoB PO3HUYHbIX Haﬂ6aBOK K
d:)aKTI/NeCKVIM OTNYCKHbIM LUEeHaM, YCTaHOBJIEHHbIM MPOU3BOAUTENAMN JEKapCTBEHHbLIX MNpenapartoB, Ha J1eKapCTBEHHbIe
npenapartbl, BKIMlO4YEeHHbIE B NepevyeHb XXN3HEHHO HEeoOXo4MMBbIX U BaXKHENLINX JNNeKapCTBEeHHbIX npenapaToB;

7) yTBEPXAEHMS Nopsaka Bblgayu NpeanucaHuid opraHamM MCNonHUTeNnbHoOM Brnactu cybbektoB Poccuiickon ®enepaumm o
npvBEAEHUN B COOTBETCTBME C 3akoHopaTenbCTBOM Poccuiickon Pegepauum pelleHuin o6 ycTaHOBNEHWMM npenernbHbIX
pasMepoB ONTOBbIX HagbaBOK W MpedenbHbIX pPa3MepoB PO3HMYHbLIX HaAnbaBoOK K (QaKTUYECKMM OTMYCKHbIM  LieHaM,
YCTaHOBMNEHHbIM NPOM3BOAUTENSIMW NEeKAPCTBEHHbIX NPenapaToB, Ha NekapCTBEHHbIE NpenapaTbl, BKIOYEHHbIE B NepeveHb
XU3HEHHO HEOobXoOMMbIX U Ba)KHEWLUMX NeKapCTBEHHbLIX MpenapaTtoB, eCiivM OHU NPUHATbI C HApyLUEHWMEM 3akOHOoAaTenbCTBa
Poccuinckon ®eanepaumm, B nopsgke, yctaHoneHHom lNpasutensctBoM Poccuiickon Pepepaunm;

8) HanpaBneHnst yNormHOMOYEHHbIM doeeparnbHbiM OpraHoOM UCMOMHUTENBHOM BNacTuU opraHaM UCMOMHUTENbHOW BnacTu
cybbektoB Poccuiickon degepaumm npegnucaHvii O NpyMBEOEHWM B COOTBETCTBME C 3aKoHOOATENbCTBOM Poccuiickon
depepauunn NPUHATBLIX C HapyLleHMeM 3akoHodaTenbcTBa Poccuiickonn ®enepaumm pewweHnii 06 yctaHOBNEHMM npegenbHbiX
pa3mepoB ONTOBLIX HAAOaBOK M MpedernbHbIX pa3mMepoB PO3HUYHbLIX HAQ0aBOK K LEHaM Ha JleKapCTBEHHble npenaparhbl,
BKIIOYEHHbIE B MEpPeYeHb XXN3HEHHO HEOOXOOUMbIX U BaXXHEMLUNX NEKAPCTBEHHbIX Npenaparos;

9) ocywecTBneHus deaepanbHOro rocyAapCTBEHHOrO Hag3opa B cdepe oOpalleHus NeKapCTBEHHbIX CPEACTB W
pernoHanbHOro rocy4apCTBEHHOMO KOHTPONSA 3a MpPUMEHEeHWEM UeH Ha fekapcTBeHHble mnpenapatbl COOTBETCTBEHHO
YMONMHOMOYEHHbIMU beaepanbHbIMU OpraHamMmu UCMOSNHUTENBHOW BMAcTU M OpraHamu MCMOMHUTENbHOW BriacTn CyObekToB
Poccuickon ®eanepalmm cornacHo Ux KoMneTeHuun B nopsake, yctaHoeneHHoM NpasutensctBoM Poccuiickon ®egepaunu;
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(MyHKT B pegakumu, BBegeHHoW B aencrtene ¢ 25 uoHa 2012 roga PenepanbHbiv 3akoHoM oT 25 uioHa 2012 roga N 93-
@3. - Cm. npeablayLyo peaakLuo)

10) npumMeHeHNs1 NpeayCMOTPEHHbIX 3akoHogaTenscTBOM Poccuinckon depepauum mep OTBETCTBEHHOCTU 3@ HapyLleHue
nopsiaka ueHoobpa3oBaHWs Ha NekapCTBEHHbIE Npenaparbl, BKMYEHHbIE B NepeveHb XU3HEHHO HEOBXOOUMBIX U BaXHEMLLINX
nekapcTBeHHbIX NpenapaTos.

(MyHKT B pemakuuun, BBegeHHon B agencteue ¢ 1 mapta 2020 roga PenepanbHbiM 3akoHOM OT 27 aekabps 2019 rona N
475-®3. - CM. mpeablayLLyo PDeAaKLn)

2. B ycnoBusix 4pesBblMaiHOM cuTyaumu W (Unn) npyv BO3HUKHOBEHWWM Yrpo3bl pacnpocTpaHeHus 3aboneBaHus,
npencTaBnsloLLEro ONacHOCTb AMsl OKPYXXalLuX, a Takke B Clny4vae, ecrnv B Te4YeHue TpuauaTu KaneHaapHblX OHeW nocne
npuHATMa  lMpaButensctBoM Poccuiickon depepauum  pelleHus O MNPOBEAEHUM MOHMTOPUHIA PO3HMYHBLIX LEH Ha
nekapcTBeHHblE Mpenaparbl, He BKIKYEHHble B MepeYeHb >XU3HEHHO HEOOXOAMMbIX U BaXKHEWLUMX NeKapCTBEHHbIX
npenapaToB, Ha Tepputopusix cybobektoB Poccuiickori ®degepaumu BbISIBIEH POCT PO3HMYHBLIX LEH Ha YyKal3aHHble
nekapcTBeHHble MpenapaTtbl Ha TpuauaTtb NpoueHToB u Gonee, MpaBuTenbcTBo Poccuiickon denepaummn BrnpaBe yCTaHOBUTL
npenenbHble OTMYCKHbIE LieHbl MPON3BOAMTENEN HAa yKasaHHble NeKkapCTBEHHbIE Mpenaparbl, npedernbHble pasmepbl ONTOBbIX
HanbaBoK U NpefenbHble pa3mepbl PO3HUYHBIX HaAbaBOK K DAKTUYECKMM OTMYCKHbIM LieHaM MPou3BOAUTENEN HA yKa3aHHble
nekapcTBeHHble npenapaTbl. MNepeyeHb NeKapCcTBEHHbIX NpenapaTtoB, He BKMKYEHHBLIX B NepeYeHb XXM3HEHHO HEOOXOANMBIX U
BaXXHEWLUMX feKapCTBEHHbIX MpenapaToB, W MNOpsAok ero dopmupoBaHus onpegenstotcs [paBuTenscTBom Poccumnckon
depepaumu.

(Yactb gononHuTensbHO BKNtodeHa PeaepanbHbiM 3akoHOM OT 26 MapTa 2020 roaa N 67-93)

3. B TeueHue geBsHOCTA KaneHOapHbIX AHen co aHs yTeepxxaeHus lMpaButensctBoMm Poccunckon degepaumm nepedns,
yKasaHHOro B YacTu 2 HacTosulen CTaTbW, He LOMycKalTCs peanmsaums U OTMYCK BKITHOYEHHBIX B HEro JeKkapCTBEHHbIX
npenapaTtoB MO LEHaM, MNPEBbLILWAKLWUM NpeaenbHble OTMYCKHbIE LiEeHbl NPOU3BOOUTENEN Ha YKa3aHHble JfIeKapCTBEHHbIE
npenapaTtbl, NpeaernbHble pasmepbl ONTOBbIX HaabaBOK M MNpedenbHble pasMepbl PO3HMYHBLIX HaA40aBOK K (haKTUHECKUM
OTMYCKHbIM LieHaM Npou3BoauTENen Ha ykasdaHHble NekapCcTBEHHbIE NpenapaTbl C y4eTOM Hanora Ha Jo6aBNeHHy0 CTOMMOCTb.

(Yactb gononHuTensbHO BKNtoveHa PeaepanbHbiM 3akoHOM OT 26 MapTa 2020 roaa N 67-93)

KommeHTapui kK ctatbe 60

CTATbA 61. TOCYOAPCTBEHHASA PETUCTPALIUA U NEPEPETUCTPALIUA NPEAENIbHBIX OTMYCKHbIX LIEH
NMPOU3BOAMTENEWN HA NIEKAPCTBEHHBbIE INPEMNAPATbI, BKINKOYEHHBIE B NEPEYEHb XKU3HEHHO
HEOBXOAUMbIX N BAXHEULWINX NEKAPCTBEHHbIX MPEMAPATOB

1. MNpenenbHasi OTNyCKHas UeHa MNPOU3BOAUTENS Ha feKapCTBEHHbIV Mpenapar, BKIIOYEHHbI B MNepeyeHb XU3HEHHO
HeobXoOMMbIX W BaXHEWWMX feKapCTBEHHbIX MpenapaToB, MOANEXUT [OCy4apCTBEHHOW peructpaumm B MNOpsiaKe,
yctaHoBneHHoMm [lpaButenbctBoM Poccuiickon ®egepauumn, Ha OCHOBaHWM NPEeACTaABMEHHOTO B YMNONTHOMOYEHHbIN
depepanbHbIi OpraH UCMONHUTENbHOW BnacTv 3asiBNEHUS AepxaTens unu Bnagenbla perncrpaunoHHOro y4OCTOBEpeHUs
nekapcTBeHHOro npenapara (ynornHOMOYEHHOro UM Nuua).

2. 3apeructpupoBaHHasi npegenbHas OTMNYCKHas LieHa NPOM3BOAUTENS Ha NEKapCTBEHHbIN Mpenapar, BKIOYEHHbIA B
nepeyeHb XM3HEHHO HEOOXOAUMBIX Y BaXKHEWLLMX NEKapCTBEHHbIX NpenapaTtoB, MOXET ObiTb MepeperncTtpupoBaHa B CTOPOHY
yBENUYEHUs OAWH pa3 B KaneHdapHOM rogy Ha OCHOBaHUW MpeAcTaBfeHHOro B YMONMHOMOYEHHbIN defepanbHblii opraH
UCMOMNHMTENbHOM Bractu o 1 OKTAOpS KaxOgoro roga 3asiBNeHus JdepxaTtens unu Bnagenbua perucTpauyoHHOro
YAOCTOBEPEHUSA NeKapCTBEHHOTO npenapata (YNorTHOMOYEHHOTo UM Nnua).

3. 3aperI/ICTpVIpOBaHHaﬂ npenenbHada OTNyCKHaA uUeHa npoun3BoauTena Ha J'IeKapCTBeHHbIVI npenapar, BKIHOYEHHbIA B
nepe4vyeHb XXU3HEeHHO HEOOXOANMBIX U BaXKHEMLLNX NNIeKapCTBEHHbIX NpenapaTtoB, MOXET ObITb nepeperncTtpmpoBsaHa B CTOPOHY
CHMXXEeHNA Ha OCHOBaHWW NpencTtaBriieHHOro B yﬂOJ'IHOMO‘-IeHHbIVI cbe,qepaanblﬁl opraH NCMOSTHUTENBLHON BNacTu 3asBrieHns
aepxarena nnum snagenbua permcTtpalMoHHOro yaoCctoBepeHud nekapCTtBeHHOro npenapara (yI'IOJ'IHOMOl-IeHHOFO nm nmua).

4. [epxatenb unv Bnagernew perncTpaunoHHOro yaAoCTOBEPEHNS NTEKAPCTBEHHOro npenapara (YNofHOMOYEHHOe UM ML)
06s13aH NpeacTaBUTb B YMNOMHOMOYEHHbI dheaeparnbHblii opraH WCMOMHUTENBHOWM BacTu 3asiBfieHne O nepeperncrpaumm
3aperncTpupoBaHHOM NpeaesibHoM OTMYCKHOW LieHbl NPOW3BOAMTENS Ha JleKapCTBEHHbIN Npenapar, BKMHYEHHbI B NepeyeHb
XN3HEHHO HEOBXOAMMBIX U BaXXHEWLLNX JIeKapCTBEHHbIX NpenapaToB, B CTOPOHY CHWKEHWUS B CrieayoLmnx cryyasx:
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1). CHWXXeHMe LieHbl B MHOCTPaHHOW BantoTe Ha JfiekapCTBEHHbIN NpenapaT B CTpaHe Npou3BoanTens v (Mnu) B cTpaHax, B
KOTOPbIX NTEKAPCTBEHHbIN Npenapar 3apericTpupoBaH v (M) B KOTOPbIe NOCTaBIAETCS NPOU3BOAUTESNIEM;

2) CHWXeHVe LeH Ha pedepeHTHblEe NeKapCTBEHHbIE NpenapaTtbl B COOTBETCTBUM C MYHKTOM 1 HacTosAulen Yactu (ans
COOTBETCTBYIOLLMX BOCMPON3BEOEHHbIX, BroaHanoroBbix (61nonogo6HbIX) NekapCcTBEHHLIX NpenapaTos);

3) npeBbllleHME nNpedenbHON OTMYCKHOW LeHbl Ha MepBbli BOCMPOM3BEAEHHbIW, OuoaHanorosbli (6MonogobHbIN)
NeKapCcTBEHHbIN npenapaTt MHOCTPaHHOrO MPOW3BOACTBA Hag npedenbHOM OTMYCKHOW LEeHOW NpOou3BOAUTENS Ha BTOPOW
BOCMpPOU3BeAEHHbIN, BrioaHanoroBbIv (6MONOA06HbLIN) NeKapCTBEHHbIN Npenapat, pacCYUTaHHOW B COOTBETCTBMM C METOLMKOWN,
yTBepxaeHHou MNpasutensctBoM Poccuiickon ®egepaunu;

4) npeBbllUeHNEe NpeaenbHOM OTMYCKHOW LieHbl Ha NepBbli BOCMPOU3BEAEHHbIN, OuoaHanoroBbin (61MonoaoGHbIN)
nekapcTBeHHbIM npenapaT NpouM3BOAMTENS rocydapcTBa - yneHa EBpasumnckoro SKOHOMUYECKOrO co3a Hag npeaernbHom
OTMYCKHOW LIEHON NpOM3BOAUTENS HA BTOPOW BOCMPOU3BEAEHHBIN, BuoaHanoroBbii (6uonogobHbIN) nekapCTBEHHbIM Npenapat
npomnsBoanTeEns rocygapctea - yrieHa EBpasuiicKOro SKOHOMWYECKOro COH3a, pacCyYUTaHHOW B COOTBETCTBUM C METOAMKOWN,
yTBepxaeHHoun MNpasutensctBom Poccuiickon ®egepaumn.

5. Mopsigok nepeperncrTpauun 3aperMcTpupoBaHHbIX NpeaeribHbIX OTMYCKHbIX LeH NPOM3BOAUTENEN Ha NEKapCTBEHHbIE
npenapartbl, BKIOYEHHbIE B MNEpeYeHb XU3HEHHO HEOOXOOMMbIX W BaXKHEWLIMX NeKapCTBEHHbIX NpenapartoB, B cry4asix,
NpeayCcMOTPEHHbIX YacTamu 2-4 HacTodLlen cTatbk, ycTaHaBnmeaeTcs NpasutensctBom Poccuiickon Pepepauun.

6. DKOHOMMUYECKUI aHanm3 npegenbHON OTMYCKHOM LieHbl MPOU3BOAUTENS Ha NEKApCTBEHHbIM Npenapar, BKIYEHHbIA B
nepeyeHb XN3HEHHO HEOBXOAMMBIX U BaXKHENLMX NEKApPCTBEHHbLIX MpenapartoB, NPW ee rocyaapCTBEHHOW perncrpaumm unm
nepeperucTpauumn ocylwectensietcs denepanbHblM OpraHOM MCMOMHUTENBHOW BacTh, OCYLLECTBASWUM  YyHKUMM NOo
NPUHSTUIO HOPMAaTMBHbIX MPABOBLIX aKTOB M KOHTPOMO 3a cOONiogeHnem 3akoHogaTenbCcTBa B cdepe rocyaapCTBEHHOro
perynupoBaHus LieH (TapudoB) Ha ToBapbl (ycryru).

7. PacyeT npegenbHbIX OTNYCKHbIX LEH, YKasaHHblX B 4actax 1 M 2 HacTosulen cTaTtbu, MpU UX rocygapCTBEHHOW
peructpaumM unu nepeperncTpaumyM OCYLIECTBMSIETCS B COOTBETCTBMU C METOAMKOW, yTBepXAeHHow [lpaBuTensCcTBOM
Poccuinckon ®egepaumm 1 yuntbiBatoLLen B TOM YUCHIE:

1) cobntogeHne GanaHca UHTEpPecoB MoTpebuTenei nekapcTBEHHbIX NpenapaTtoB, BKIOYEHHbIX B MepevYeHb KU3HEHHO
HeoOXoaMMbIX M BaXKHEWLUMX NEKAPCTBEHHbIX NpernapaTtoB, U MPOV3BOAMTENEN NEKApCTBEHHbIX MpenapaToB, BKMHOYEHHbLIX B
nepeyveHb XN3HEHHO HEOOXOAMMbIX U BaXKHEMLLNX NeKapCTBEHHbIX NpenapaTos;

2) dhakTn4ecKyto OTNYCKHYIO LieHYy Ha NnekapcTBeHHble npenapathbl B Poccuiickon degepauum, LeHy BBO3a NeKapCTBEHHbIX
npenapaTtoB B Poccuiickyto Pefepauuio, a Takke LEHbl Ha aHanornyHble neKapCTBEHHble Mpenaparbl, Haxogsuecs B
obpauieHnn B Poccunckon depepaumu;

3) 3aTpaTbl Npon3BOANTENA NEKAPCTBEHHOIO npenapara Ha Nnpon3BoACTBO U peann3aunto iekapCTBEHHOIO npenaparta;

4) ueHy Ha nekapcTBEHHbI Mpenapart, ero LeHy B CTpaHe Npou3BoauTens M B CTpaHax, B KOTOPbIX NEKapCTBEHHbIN
npenapar 3aperMcTpMpoBaH 1 (UNn) B KOTOpbIE NOCTABMSETCS NPoU3BOAUTENEM.

8. He ponyckatotcsl peanusaums 1 oTrnyck eKapCTBEHHbIX NpenapaToB, BKIHOYEHHbIX B NepeYeHb XU3HEHHO HEOBX0aNMbIX
M BaXHEWWWUX JIeKapCTBEHHbIX MNpenapaTtoB, Ha KOTOpble MPOM3BOAUTENSIMA  JIEKAPCTBEHHbLIX MpenapaTtoB  He
3aperucTpypoBaHa npegenbHas OTMYCKHas LeHa, peanusauusi Npou3BOAMTENAMU FeKapCTBEHHbIX NpenapaToB Mo LeHam,
MPEBLILIAILWMM 3apPEerCTPMPOBaHHbIE UMM MEePepPerncTpMpoBaHHble MpeaernbHble OTMYCKHblE LEeHbl Ha JeKapCTBEHHble
npenapaTtbl C y4eTOM Harnora Ha 406aBneHHY0 CTOUMOCTb.

9. OcoBeHHOCTU rOCYyAapCTBEHHOIO PEeryrnmpoBaHus npefernbHbIX OTMYCKHbIX LEH MPOW3BOAMTENEN Ha NeKapCTBEHHble
npenapaTbl, BKITIOYEHHbIE B NEPEYEHb }KU3HEHHO HEODXOOUMbBIX U BaXXHENLLMX NeKapCTBEHHbIX NpenapaToB, B 3aBUCUMOCTM OT
9KOHOMMUYECKMX M (MM) coLManbHbIX KpUTEPUEB (M3MEHEHUE YCINOBUIA, MOPSIAKA M CTOMMOCTU NPOM3BOACTBA NEKAPCTBEHHbIX
npenapaToB, UCMOMb30BaHNE HOBbLIX POPM, METOAOB U CNOCOOOB rOCYAapCTBEHHOIO PErynMpoBaHus LIeH Ha NeKapCTBEHHbIE
npenapaTtbl, B TOM 4YWUCIlE Ha OCHOBE MexaHu3ma pedepeHTHOro LeHOooOpa3oBaHUsl, WM3MEHEHUIN Mopsiaka oOKasaHust
MEeANLIMHCKOM MOMOLLM, U3MEHEHUE KypCca WMHOCTPAHHOW BankoTbl U WHble M3MEHEHUs!) ycTaHaenuearoTcs [MpaBUTENbLCTBOM
Poccuiickon degepavmu.

(Yactb B pegakuun, BBeaeHHOM B Aenctene PenepansHbiM 3akoHoMm OT 8 mapTta 2022 roaa N 46-93. - CM. npeabiayLyto
penakuuio)
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(Ctatbs B pepakumm, BBegeHHon B aencteme ¢ 7 uoHsa 2019 roga ®enepanbHbiv 3akoHoOM OT 6 uioHa 2019 roga N 134-
@3. - Cm. npeablayLyo peaakLuio)

KommeHTapum k ctatbe 61

CTATbSA 62. FTOCYQAPCTBEHHbIA PEECTP NPEAEJNbHbIX OTMYCKHbIX LLEH MPOU3BOAUTENEW HA
NEKAPCTBEHHbIE MPEMNAPATbI, BKITKOYEHHBIE B NEPEYEHb XKU3BHEHHO HEOBXOAUMBIX U
BAXHENLUUX NEKAPCTBEHHbIX NMPENAPATOB

1. 3aperncrtpmpoBaHHble NN NepeperncTpUpoBaHHbIE NPeaernbHbIE OTMYCKHbIE LeHbl NPON3BOAUTENEN HA NNEKAPCTBEHHbIE
npenapaTtbl, BKIIIOYEHHbIE B MNEpPeYeHb XM3HEHHO HEOOXOOQMMBIX M BaXKHEWLLMX JNEKapCTBEHHbIX MpenapartoB, Mnoanexar
BKIIOYEHNIO B FOCYOAPCTBEHHbIA peecTp npedenbHbiX OTMYCKHbIX LEH NPOM3BOAUTENEN Ha JeKapCTBEHHble npenaparhbl,
BKIIOYEHHbIE B MEPEYEHb XXN3HEHHO HEOOXOOUMbIX U BaXKHEMNLLUMNX NEKAPCTBEHHbLIX NpenapaToB.

(YacTb B pepakuun, BBeaeHHon B aenctaue ¢ 7 nioHa 2019 roga PenepanbHeiM 3akoHOM OT 6 mtoHa 2019 rona N 134-93.
- CM. mpeablayLLyo PeAaKLMIo)

2. locynapcTBeHHbIN peecTp npeaernbHbIX OTAYCKHbIX LeH NPon3BoauTernen Ha fekapcTBeHHbIe npenapaTthl, BKIOYEHHbIe
B MepeyeHb XMU3HEHHO HEOOXOAMMbBIX W BaXKHEWLUMX JEKapCTBEHHbIX MpenapaToB, COOEPXMT B cebe creayoLlyo
MHopMaLnto:

1) HaumeHOBaHWEe [epXaTens WM Bnagenbla perucTpauMoHHOrO YOOCTOBEPEHWsI JeKapCTBEHHOro npenapara,
HaUMeHOBaHMEe NPOU3BOAUTENS IeKapCTBEHHOrO Mpenaparta, CBeOeHWs O perucrTpaumMmM gepxatens wnu Brnagenbua
PErMcTpaLmMoOHHOrO YAOCTOBEPEHMUS FIEKAPCTBEHHOIO MNpenapaTa, CBeAEeHWUs O perncTpauumn npousBOauTens rekapCTBEHHOMO
npenapaTta Ans MeQUUMHCKOrO MPUMMEHEHMSI B KayecTBe Haroronnatenbliyka B CTpaHe perucrtpauum (Ons pOCCUMCKMX
OPUONYECKUX NUL - MAEHTUMUKALMOHHBI HOMep Hanoronnatenswmka (MHH), ana nHoCcTpaHHbIX KPUONYECKMX NUL, - CTpaHa
perucTpaumm, HavMMeHOBaHWE PErnCTPUPYIOLLErO OpraHa, PEerncTpaumoHHbIA HOMEpP, KOA HanoronnartesnbliMka B CTpaHe
perucTpaumm (MHKoprnopaumm) Unu ero aHanor), MECTO HaxoXAeHUs MPOU3BOACTBEHHbIX MIOWAA0K, YH4aCTBYHOLMX B NpoLecce
npon3BoACTBa JlekapCTBEHHOro Npenapara, ¢ ykasaHueM ctaguy npouecca npov3BoAcTBa;

(MyHKT B pegakumn, BBeaeHHoM B genctene ¢ 1 sHeapsa 2018 roga PenepanbHbiM 3akoHoM OT 28 nekabps 2017 rona N
425-®3. - CM. mpeaplayLLyo PeAaKLni)

2) HaMMeHOBaHWe IeKapCTBEHHOro mnpenaparta (MexayHapodHOe HenaTeHTOBaHHOe, WM IPYNnMpPOBOYHOE, UIU
XUMNYECKOE U TOPrOBOE HAMMEHOBAaHWS);

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

3) HOMep PEerncTPaLIMOHHOIO YAOCTOBEPEHNSA NEKAPCTBEHHOMO Npenapara;

4) nekapcTBeHHad ¢opMa C yKasaHuMeM [O3UPOBKU NeKapCTBEHHOro npenapata W ero Konuyectsa BO BTOPWUYHON
(noTpebuTenbCcKom) ynakoBke, a Takke KOMMMEKTHOCTb;

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

5) saperucTpmpoBaHHas npegenbHas OTNycKHasi LieHa Ha NeKapCcTBEHHbIN Npenapat B pyonsx;
(MyHKkT B pemakuuun, BBegeHHon B aencteue ¢ 1 mapta 2020 roga PenepanbHbiM 3akoHOM OT 27 aekabps 2019 rona N
475-®3. - CM. mpeablayLLyo PDeAAKLN)

6) gata U Homep npukasa YNONHOMOYEHHOro degepanbHOro opraHa WCMOMHUTENBHOM BRacTM O rocygapCTBEHHON
perucTpauum unm nepeperucrTpaumm npeaenbHOM OTMYCKHOM LiEHbl Ha JIEKApPCTBEHHbIN Mpenapart, BKIIYEHHbIN B NepeyeHb
XN3HEHHO HEOOXOQMMbBIX N BaXKHENLLNX NTEKAPCTBEHHbIX NpenapaTtos;

(MyHKT B pegakuun, BBeaeHHon B genctene ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-
®3; B pepakumun, BBeaeHHon B gencrtene ¢ 7 uoHa 2019 roga PenepanbHbiM 3akoHOM OT 6 nioHsa 2019 roaa N 134-93. - Cm.
npeaplayLLYIo peaakLmio)

6_1) para BCTynneHuss B Cuny npuvkasa YNornHOMOYEHHOro defepansHOro opraHa WCMNONMHUTENbHOW BMactu o
rocygapcTBeHHON perucTpauum unu nepeperucrpaumm npegenbHon OTMYCKHOM LieHbl NPOM3BOAUTENS Ha feKapCTBEHHbIN
npenapart, BKIMOYEHHbINA B NEPEYEHb XXU3HEHHO HEOBXOANMBIX N BXXHEWLLUNX FNIeKapCTBEHHbLIX NpenapaTtos;
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(MyHKT gononHUTENbHO BKMOYEH ¢ 7 nioHa 2019 roga ®enepanbHbiv 3akoHoM 0T 6 mtoHa 2019 roaa N 134-93)

7) WTPUXOBOW KO, HAHECEHHbIV Ha BTOPUYHYIO (NOTPEOMTENBCKYHO) YNaKOBKY JIEKapCTBEHHOMO Npenapara;
(MyHKT gononHuTenbHo BkAoYeH ¢ 1 nons 2015 roga ®enepansHbiv 3akoHOM OT 22 aekabpsa 2014 rona N 429-03)

8) Koa nekapCTBEHHOro mnpenapara Mo aHaTOMO-TepaneBTUYECKO-XMMUYECKON Kraccudmkaumm, pekomMeHO4oBaHHON
BcemupHon opraHusaumen 3gpaBoOXpaHeHuns.
(MyHKT gononHuTenbHo BkMoYeH ¢ 1 nions 2015 roga PenepansHbiv 3akoHOM OT 22 aekabpsa 2014 rona N 429-03)

3. TocynapcTBeHHas perucTpauus unu nepepeructpauust npeaernbHbIX OTAYCKHbIX LeH Ha NEeKapCTBEHHbIE mnpenapatsbl,
BKITOYEHHbIE B MEpPEeYEHb XU3HEHHO HEOOXOAMMBIX M BaXXHEWMLUUX NEeKapCTBEHHbIX MpenapartoB, BeAeHWEe rocyqapCTBEHHOMO
peecTpa npefenbHbIX OTMYCKHbIX LEH MPOU3BOAMTENEN HA NEKapCTBEHHbIE MpenapaTthbl, BKMOYEHHbIE B NMEPEYEHb XU3HEHHO
HeoOXOOMMBIX M BaXHEWMLLUX NeKapCTBEHHbIX MpPenapaToB, OCYLLECTBMSATCA B Nopsiake, YCTaHOBMNEHHOM [1paBUTENLCTBOM
Poccuickon ®enepaumu.

(Yactb B pegakumu, BBegeHHon B aencrtane ¢ 7 nioHa 2019 roga PenepanbHbiM 3akoHOM 0T 6 uioHa 2019 rona N 134-93.
- CM. npeablayLLYy0 PeAaKLmio)

KommeHTapum K ctatbe 62

CTATbA 63. YCTAHOBJIEHUE OPFTAHAMUW UCTMONMHUTENBHOW BIIACTU CYEBLEKTOB POCCUACKOM
OEAEPALMU NPEAEJIbHBLIX PASMEPOB OMNTOBbIX HAOBABOK U NPEAEJIbHLIX PASMEPOB
PO3HUYHbIX HAOBABOK K ®AKTUHECKUM OTMYCKHbIM LLEHAM, YCTAHOBJIEHHbIM
NMPOU3BOOUTENAMU NNIEKAPCTBEHHbIX MPENMAPATOB, HA NIEKAPCTBEHHbIE NPEMNAPATDI,
BKIMKOYEHHbIE B NEPEYEHb XXU3HEHHO HEOBXOAUMbIX N BAXHEULNX NEKAPCTBEHHbIX
NMPEMNAPATOB

(HammeHoBaHue B pegakuuu, BBegeHHomn B aenctame ¢ 1 mapta 2020 roga ®enepanbHbiv 3akoHOM 0T 27 aekabpa 2019 rona
N 475-03. - Cm. OpeablAyLLYIo peaakumio)

1. OpraHbl ucnonHUTENbHOM BractTu cybbekToB Poccuiickon ®enepaumm yctaHaBnmMBatoT NpeaerbHble pa3Mepbl ONTOBbIX
Hag6aBoOK M npeaenbHble pasMepbl PO3HMYHBLIX HagbaBOK K (PaKTUYECKMM OTMYCKHbIM LeHam (6e3 ydyera Hanora Ha
006aBNeHHYI0 CTOMMOCTb), YCTaHOBMEHHbIM NMPOU3BOAUTENSAMM JIEKAPCTBEHHbIX NPENapaToB, Ha NIeKapCTBEHHbIE npenapaTbl,
BKMIOYEHHbIE B MEPEYEeHb XXU3HEHHO HEeOoOXOOMMbLIX M BaXKHEWLWWUX JIeKapCTBEHHbIX MpenapaTtoB, B COOTBETCTBUM C
yTBEPXOEHHOW B Nnopsiake, ycTtaHoBreHHoM [lpasutensctBomM Poccuinckon depepaummn, METOAUKON YCTAHOBEHUS opraHamu
WCMONMHUTENBHOW BriacTn cybobekToB Poccuiickon depepaumn npefenbHbiX pa3mMepoB OMTOBbIX HaAbaBOK M npefderbHbIX
pasMepoB PO3HMYHbIX HAA0aBOK K (DAKTUHECKMM OTMYCKHbIM LieHaM, YCTaHOBIEHHbIM MNPOU3BOOAUTENSAMU NEKAPCTBEHHbIX
npenapaToB, Ha JeKapCTBEHHble npenapaTbl, BKMIOYEHHble B MepedYeHb XU3HEHHO HeobXoOUMbIX W BaKHEWLWKnX
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 (pakTMyeckMM OTMYCKHbIM LieHaM, YCTaHOBIEHHbIM MPOM3BOAUTENSMY NEKAPCTBEHHbIX MPEenapaTtoB, Ha NeKapCTBEHHbIE
npenapaTtbl, BKIIOYEHHbIE B MEPeYeHb XU3HEHHO HeOoOXOOQMMbIX UM BaXKHEWLLIMX NEeKapCTBEHHbIX MpenapaTtoB, Moanexar
COIMacoBaHM0 C YMOSIHOMOYEHHbLIM efeparnbHbiM OpraHoM UCMOMHUTENBHOM BNAcTW, OCYLLECTBSOWUM  YHKUUA MO
NMPUHSATUIO HOPMATMBHBLIX MPaBOBbIX aKTOB WM KOHTPOSM 3a cobnogeHnemM 3akoHopaTenbCTBa B cdpepe rocygapCTBEHHOMO
perynupoBaHus LieH (TapudoB) Ha ToBapbl (ycnyru), B nopsake, yctaHoeneHHoM [NpasutensctBomM Poccuiickon ®egepaunn.

(HYactb B pepakummn, BBeaeHHoW B aerictBue PepepanbHbiM 3akoHom ot 13 uona 2015 roga N 241-93; B pepakumm,
BBeAeHHon B gencteue ¢ 1 mapta 2020 roga ®enepansHbiv 3akoHOM OT 27 aekabps 2019 ropa N 475-93. - CM. npeablayLLyo
penakuuio)

2. OpraHusaumu ONTOBOW TOProBMM J€KapCTBEHHbIMWM CpeacTBamMK, anTedHble OopraHusauuu, WHAMBUAYarnbHble
npegnpvHUMareny, umetlome nuUeH3nIo Ha dapmMaueBTUYEeCcKYl0 AeATEeNbHOCTb, MeAMLUUHCKME opraHu3auuu, uMeroLime
NUUEH3NIO Ha dhapMaueBTUYECKYID OeATENbHOCTb, U MX 060COOneHHble nogpasgeneHvs (ambynaTtopuu, denbalepckie n
denbalepcko-akylwepckne nyHKTbl, LEHTpbl (oToeneHusi) obuien BpadebOHON (CeMENHOW) NpakTUKWM), pacrnofioXeHHble B
CenbCKNUX HACEeNeHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeYHblE OpraHM3aLm, OCYLLECTBNSAT peanu3aumio NeKapCTBEHHbIX
npenapaToB, BKIMOYEHHbIX B MepeYeHb >XU3HEHHO HEOOXOAMMbIX U BaXKHEWLUMX JeKapCTBEHHbIX MpenapaTtoB, MO LeHaM,
KoTOpble (hOPMUPYIOTCA B COOTBETCTBUM C MOPSOKOM, YyCTaHOBrEHHbIM [NpaButensctBoM Poccuiickon ®egepaunn, U ypoBeHb
KoTopbiX (6e3 yyeTa Hamnora Ha O00OaBMEHHYH CTOMMOCTb) HE OOMKEH MNpeBbllaTb CyMMY (hakTUYECKOW OTMYCKHOW LIEHBI,
YCT@HOBMNEHHON  MPOM3BOAMTENEM  IEKapCTBEHHOro Mpenapata, He  MNpeBbllallle  3aperucTpMpoBaHHOM — Unn
nepeperMcTpUpoOBaHHON NpeaenbHOM OTMYCKHOM LeHbl Npov3BoauTens (Ha gaty peanusauum nekapCTBEHHOro npenaparta
npou3BoauTenem), U pasmepa onToBon HaabaBku 1 (MNK) pasmepa PO3HUYHOW HaabaBKKU, HE MPEBLILIAKLLINX COOTBETCTBEHHO

[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/554801542#7DO0KC
http://docs.cntd.ru/document/420241318#A7S0NC
http://docs.cntd.ru/document/420241318#A7S0NC
http://docs.cntd.ru/document/554801542#7DQ0KD
http://docs.cntd.ru/document/542647771#A7C0NE
http://docs.cntd.ru/document/420321621#AAA0NT
http://docs.cntd.ru/document/564069028#7DQ0KB
http://docs.cntd.ru/document/542661528#A6U0N6
http://docs.cntd.ru/document/420287116#7DE0K7
http://docs.cntd.ru/document/564069028#7DS0KC
http://docs.cntd.ru/document/542661528#A700N7

06 ob6palLeHun nekapcTBEHHbIX CPEACTB (C u3MeHeHnsMmn Ha 4 aBrycTta 2023 roga) (pepakuusi, aencreytowas ¢ 1 ceHTabpsa 2023 Crtpanuua 112
roga)
®edeparnbHbili 3akoH om 12 anpens 2010 . Ne 61-@3

pasmepa npegenbHOn onToBoW Hagbaeku M (MnK) pasmepa NpenenbHOM PO3HUYHOWM HagbaBKM, YCTAHOBIEHHbLIX B CyObekTe
Poccuickon ®eanepaumm.

(Yactb B pepakumum, BBegeHHon B aencteme ¢ 1 mapta 2020 roga PeanepanbHbiM 3akoHOM OT 27 aekabps 2019 rona N
475-®3. - CM. mpeapiayLLyo PeAaKLn)

3. OpraHbl ncnonHuTensHon Bracth cybwekToB Poccuickon depepauun pasmewarot B cety "MIHTepHeT" nHdopmauuio o
3aperucTpupoBaHHbIX MpedernbHbIX OTMYCKHbIX LieHax npou3BoamMTENner Ha nekapCTBEHHble Mpenaparbl, BKIHOYEHHble B
nepeyeHb XM3HEHHO HEOOXOAMMbBIX U BaXXHEWLUMX NeKapCTBEHHbIX MpenapaTtoB, 00 yCTaHOBMEHHbIX B cyobekTe Poccumnckon
depepauun npegenbHbIX pasmMepax OMTOBbIX HaabaBok U (unn) npedernbHbIX pa3mMepax PO3HUYHbIX HagbaBok K
YCT@HOBMNEHHbIM MPOU3BOANTENSMU FEKAPCTBEHHbIX MpenapaTtoB (PaKTUYECKUM OTMYCKHbIM LieHaM Ha neKapCTBEHHbIE
npenapatbl, BKIIIOYEHHbIE B NepeYeHb XU3HEHHO HEOBXOOUMBIX U BaXXKHENLLMX NIEKAPCTBEHHBIX NMPenapaToB, a Takke 0 CyMMe
3aperMcTpMpoOBaHHbIX MPeAeNbHbIX OTMYCKHbIX LIeH MPOU3BOAMTENEN HA NEKapPCTBEHHbIE Npenaparbl, BKITHOYEHHbIE B NepeYeHb
XU3HEHHO HEOOXOAMMbBIX M BaXKHEWMLLMX JTEKapCTBEHHbIX NpenapaToB, YCTaHOBMEHHbIX B cyObekTe Poccunckon depepauumn
npenenbHbiX pa3mMepoB OMTOBbIX HaAbaBOK W MnpefenbHbiX Pa3MepoB PO3HUYHbIX HagbaBOK M Hamora Ha A00aBreHHy
ctoumocTb. NHopmaums, npeaycMoTpeHHas HacTosILLEN YacTbio, AOSMKHA HaxoguTbCs TakkKe B anTeyHbIX opraHvM3aumsx B
OOCTYMHOWM ONsi BCEX 3aUHTEPEeCOBaHHbLIX NuL, dopMe M OBHOBNATHCA NO Mepe ee pa3MeLLeHWUsi opraHamn UCTONMHUTENBHOW
BnacTtun cybbektoB Poccuinckon degepauunu B cetn "UHTepHeT".

(Yactb B pepakumum, BeegeHHon B aencteme ¢ 1 mapta 2020 roga PeanepanbHbiM 3akoHOM OT 27 aekabpsa 2019 rona N
475-®3. - CMm. mpeapblayLLyo PeaaKLinio)

4. Yactb ytpatuna cuny ¢ 1 mapta 2020 roga - PenepanbHbint 3akoH oT 27 aekabpsa 2019 roga N 475-93. - Cwm.
OREeAbIAYLLYI0 peaaKLuio.

KommeHTapum k ctatbe 63
MABA 13. MOHUTOPUHIr 3OPEKTUBHOCTU U 5E30I'IACHO§TM HFKAPCTBEHHbIX NMPENAPATOB,
HAXOOALWMXCA B OBPALLEHUN B POCCUNCKOU ©EQOEPALINA

(HanmeHoBaHue B pegakuuu, BBegeHHon 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, Haxogswmecss B obpaweHun B Poccuiickon Pegepaumn, noanexar MOHUTOPUHIY
adppekTMBHOCTM M 6e30nacHOCTM B LENsX BbIABMEHUS BO3MOXHbLIX HEraTUBHbIX MOCMEACTBMA WX MPUMEHEHUS,
WHAMBMAOYaANbHON HENEPEHOCUMOCTU, NPEAYNPEXOAEHUS MEAMUMHCKUX pabOTHUKOB, CneuuanucToB B obracTtn BeTepuHapuu,
nauneHToB UNK BNagenbLeB XXUBOTHbBIX U MX 3aLUUTbI OT MPUMEHEHMS TakUX NekapCTBEHHbIX Npenaparos.

(Yactb B pemakuun, BBeageHHon B gencteme ¢ 13 aBrycta 2019 roga ®eanepanbHbiM 3akoHoM oT 2 aerycta 2019 roaa N
297-03. - CM. NpeAblayLLy0 peaakuuio)

2. dapMakoHaa30p OCYLLECTBMAETCA COOTBETCTBYIOLUMM YMOTHOMOYEHHbIM (hefepanbHbiM OpraHoM MCMONMHUTENBHOM
BMacTU B YCTAHOBIIEHHOM UM MOpPSiAKE MyTEM aHanvaa npefocTaBrnsieMoil cyGbekTamm obpalleHns NekapCTBEHHbIX CPeacTB
MHGOpMaLMM 0 NOBOYHLIX AENCTBUAX, HEXenaTenbHbIX peakuusix, CepbesHblX HexenaTerbHbIX peakuusix, HenpeaBuaeHHbIX
HexxenaTerbHbIX peakuusix Mnpu NPUMMEHEeHWM feKapcTBEHHbIX MpenapaTtoB, 006 WHAMBMAYanNbHOW HEnepeHOCUMOCTH,
OTCYTCTBUMN 3(PPEKTUBHOCTU NEKAPCTBEHHbIX MpenapaToB, a Takke 06 UHbIX hakTax U obCcTosTENbLCTBAX, NPEeACTaBnSOLLNX
Yrposy XWU3HW Unu 300POBbLI0 YenoBeka NMBOo KMBOTHOTO NPU NPUMEHEHUN NEKapPCTBEHHbLIX NPenapaToB U BbISIBNEHHbIX Ha BCeX
aTanax obpalleHus NekapcTBeHHbIX NpenapaTtoB B Poccuiickon Penepaumm n opyrux rocygapcreax.

3. CybbekTbl obOpalleHnsi nekapCTBEHHbIX CPeACTB B MNOPsiAKe, YCTAHOBMEHHOM YMNOMHOMOYEHHbIM deaeparnbHbIM
OpraHoM WUCMOMHUTENBHOW BnacTn, 06si3aHbl coobLuaTb B YNOMHOMOYEHHbIN hefeparnbHbld opraH UCNOMHUTENBHOW BRactTu O
NoBOoYHbIX OENCTBUSAX, HEXenaTernbHbIX peakumsiX, Cepbe3HblX HexenaTenbHbIX peakumsx, HenpeaBuaeHHbIX HexenartenbHbIX
peakunsx npuv  MPUMEHEHUN IeKapCTBEHHbIX npenapaTtoB, 06 uWHAMBUOYANbHOW HEMEepPeHOCUMOCTW, OTCYTCTBUM
3P HEKTUBHOCTU NEKAPCTBEHHbIX NpenapaToB, a Takke 06 MHbIX hakTax u 0BCToATENbCTBAX, NPEACTaBMASIOLLMX YrPO3Y XKU3HN
UNU 300pOBbLI0 YeroBeka NMBO >XMBOTHOTO MPU NMPUMEHEHUU NeKapCTBEHHbIX MpenapaTtoB W BbISIBNIEHHbIX Ha Bcex aTanax
obpalleHns nekapcTBEHHbIX NpenapaTtoB B Poccuiickon depgepauun n gpyrnx rocygapcreax.

4. Oepxatenn unu Bnagenblbl PErMCTPALMOHHBIX YAOCTOBEPEHMWI NEKAPCTBEHHLIX NpenapaToB, puanYeckue nuua, Ha
MMSI KOTOpbIX BbldaHbl pas3pelleHnss Ha MpOBEAEHME KMMHMYECKMX uccnedoBaHun B Poccuiickon Pegepaumm, nubo
YMONMHOMOYEHHbIE VMU Opyrve topuaudeckne nuua B pamkax obecnedeHus 6e30nmacHOCTU NMeKapCTBEHHbIX NpenapaTtoB B
nopsiake, yCTaHOBMEHHOM COOTBETCTBYIOLLMM YMONMHOMOYEHHBIM beaeparnbHbIM OpraHoM MCMNOMHUTENbBHOW BNacTu, 06A3aHbl
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OCYLLECTBNSATL NpUEM, YyyeT, ob6paboTky, aHanM3 M XpaHeHue MNocTynawLwmx B WX agpec OT cybbekToB obpalleHust
neKapCTBEHHbIX CPeCTB M OpraHOB roCyapCTBEHHON BMacTU COOBLLEHMI 0 MOGOYHbIX AENCTBUSIX, HEXENaTENbHbIX peakuusix,
Cepbe3HbIX HeXenaTerbHbIX U HEMPEeABUAEHHbIX HEXENaTeNbHbIX peakumsix Npy NpUMEHEHN ieKapCTBEHHbIX NpenapaTtos, 06
0COBEHHOCTSIX MX B3aMMOAEWCTBUSI C APYTMMU JIEKapCTBEHHBIMU NpenapaTamu, UHAMBUOYaNbHON HEMEPEHOCUMOCTH, a Takke
00 WHbIX (hakTax M 0b6CTOATENbCTBAX, MPEACTABMAOLMX Yrpo3y XU3HW WNU 300POBbI0 YeroBeka NMBO KMBOTHOMO Unu
BIUSIIOLLMX HA U3MEHEHWE OTHOLLEHMS! 0XXMAAeMO Nomb3bl K BO3MOXHOMY PUCKY NMPYMEHEHUs NEKapCTBEHHbIX NMpenapaTos.

5. MNpw BbISIBNEHUN MHOPMALUM O CEPbE3HbIX HEXemNaTeNbHbIX peakumsix 1 HenpeaBUOeHHbIX HeXenaTesbHbIX peakumsix
npu MNPVYMEHEHUM IEKapCTBEHHbIX NpenapaTtoB, 06 OCOGEHHOCTAX WX B3aMMOOEWCTBUA C APYIMMU NeKapCTBEHHbIMU
npenaparamu, UHOVBUAYaNbHOW HEMEPEHOCMMOCTU, a Takke 06 MHbIX pakTax U 0GCTOSTENbCTBAX, BAUSIOWMX HA U3MEHEHWe
OTHOLLEHUS OXUOAEeMOM MOoSb3bl K BO3MOXHOMY PUCKY NMPUMEHEHMUSI NIEKAPCTBEHHbIX NpenapaToB, AepXKaTenu unm snagenbupi
perucTpaumoHHbIX YAOCTOBEPEHWUI NEKapCTBEHHBIX NMpenapaToB, pUaMYeckme nuua, Ha MM KOTOPbIX BbiAaHbl paspeLleHus
Ha MpoBefeHMe KNMHUYEeckUx uccriegosaHuin B Poccuiickon depepaumm, nubo ynonHOMOYEHHbIE UMW Opyrye topuandeckue
nmua o06s13aHbl NPUHATE Mepbl, HarnpaBfieHHblE HA YCTPaHEHWE HeraTUBHLIX MOCNEACTBUI NPUMEHEHNS TakUX riekapCTBEHHbIX
npenapaToB, MNpeaynpexaeHue MpUYnMHEeHUsT Bpeda >KM3HUM WNW 300POBbI0 YernoBeka nMbOo KMBOTHOMO, 3aluTy WUX OT
NMPUMEHEHMST TaKMX NeKapCTBEHHbLIX NpenapaTtoB, Ha AOMOSMHUTENbHLIN cOop AaHHbIX 06 3ddekTMBHOCTU 1 Ge3onacHoOCTU
TaKUX rieKapCTBEHHbIX NpenapaTos.

6. 3a HecoobLleHMe Ny COoKpbITME UHGOPMALMK, MPEedyCMOTPEHHOM YacTbio 3 HACTOAUleN CTaTbW, AepXaTenu unm
Bnafenblbl pPerMcTpauuoHHbIX YOOCTOBEPEHUIN NEKapCTBEHHbIX NpenapaTos, puandeckme nuua, Ha UMs KOTOpbIX BblAaHbl
paspelleHnss Ha NpoBedeHUE KIMHUYECKUX uccneqoBaHun B Poccuiickon depepauumn, nnbdo ynonHOMOYEHHbIE MU Opyrue
ropuandeckme nuua, a Takke JOMKHOCTHbIE Nyua, KOTOpbIM 3Ta MHopMaUna cTana nssectHa no poay ux npodgeccuoHansHon
OeaTenbHOCTU, HeCyT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKoHoAaTenbCcTBoM Poccunckon ®enepaumu.

7. Mpwn nony4YeHUn ynonHOMOYEHHbIM doefepanbHbiM OpraHOM WCMOMHUTENBHOW BNacTh B paMKaxX OCYLUECTBIIEHUS UM
(bapmakoHaf3opa [oKkasaTeNbCTB O HECOOTBETCTBUM JIEKAPCTBEHHOMO Mpenaparta YCTaHOBMEHHbIM TpeboBaHWsaM unu npwm
nonyyYeHnn MHPOPMAaLMN O HECOOTBETCTBUM AaHHbIX 006 3dhheKTMBHOCTUM M O Ge3onacHOCTU NekapCTBEHHOro npenaparta
OaHHbIM O NleKapCTBEHHOM MNpenapaTe, coaepKalluMMCsl B MHCTPYKLMK NO ero NPUMEHEHUIO (B TOM YUCIE BbISIBIIEHHbLIX B XOA€
OCyLLeCcTBNeHNs apmMakoHaa3opa KOHTPOSbHO-HAA30PHbIMKM  OpraHaMM  MHOCTPaHHbLIX FOCyAapcCTB),  YNOSHOMOYEHHbI
doefepanbHblii opraH MCMOSIHUTENBHOW BNacTW B YCTaHOBMIEHHOM WM MOPSiAKE paccMaTpyBaeT BOMPOC O MPUOCTaAHOBMEHUU
NPUMEHEHMS TaKoro NiekapCTBEHHOro Npenapara.

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

KommeHTapum k ctatbe 64

CTATbA 65. NTPUOCTAHOBIEHME NMPUMEHEHUA NEKAPCTBEHHOIO MNMPEMNAPATA

1. Mpy nonyyeHun WHGPOPMaUMM O HeXenaTenbHbIX peakuusix Mpyu NPUMEHEHWM IEKapCTBEHHOrO npenapara, He
yKa3aHHbIX B WHCTPYKUUM MO MPUMEHEHMWI0 JIeKapCTBEHHOrO rpenaparta, CepbesHbiX HeXenaTenbHbIX peakuusix, 06
0COBEHHOCTSIX €ro B3aUMOAENCTBUSA C APYTMMU NEKAPCTBEHHLIMM NpenapaTtamy, KOTopble MOFYT NPeAcTaBnATb Yrpo3y XKWU3HU
WM 300pOBLI0 YerioBeka NGO XMBOTHOMO, a TakKkKe O HECOOTBETCTBMM AaHHbIX 06 3ddeKTMBHOCTM M O GesonacHoOCTU
rnekapCTBEHHOro npenapaTa AaHHbIM O fleKapCTBEHHOM MpenapaTte, CoaepXallMMCs B MHCTPYKLMW MO ero NPUMEHEHUIO, B TOM
yucrne OT YNONMHOMOYEHHBLIX OpraHOB WMHOCTPaHHLIX rocygapcTs, OBMEH KOTOpPOW OCYLLUEeCTBMSIETCA B COOTBETCTBUU C
cornalleHusIMmn Mexay YNorHOMOYeHHbIM defepanbHbiM OpraHOM MCMOMHUTENBHOW BNacT U YNONHOMOYEHHBIMU opraHamu
WMHOCTPaHHbIX FOCYOapcTB, YMOMHOMOYEHHbI (efepanbHblii opraH WCMOMHUTENbHOW BRacTM paccMaTpyBaeT BOMPOC O
BO3MOXHOCTW  MPUOCTAHOBINEHUS OOpalleHusi Takoro JEeKapCTBEHHOro npenapata B Mopsake, YCTaHOBIEHHOM
YNOMTHOMOYEHHbIM hefepanbHbiM OpraHoOM UCMONHUTENBHOWM BRACTW.

2. [pu HeucnomHeHuM wnNM HeHagnexawem WCMONHEHUN AepXaTensMu wnu  Brnagenblamu  perncrpaunoHHbIX
YOOCTOBEPEHUI NEKAaPCTBEHHbLIX NPenapaToB, PUANYECKUMU NULEAMU, HA UMS KOTOPbIX Bbl4aHbl pa3pelleHnst Ha NpoBeaeHNe
KNUHUYECKMX uccnegosaHun B Poccuinckon depepauun, vnmv YNOHOMOYEHHBIMU UMW OPYTUMW  IOPUAMYECKMMU NLLAMI
0653aHHOCTEN, YyCTaHOBMNEHHbIX YacTamu 3 1 4 cTatbu 64 HacToguwero eaepanbHOro 3akoHa, nMMbo B crnyyasax npeacTaBneHus
COOTBETCTBYIOLLMM YMONHOMOYEHHbIM dhefeparnbHbIM OpPraHoOM MWCMOMHUTENBHOW BMAcTU 3aKMYEHUS O HeJOCTOBEPHOCTU
pe3ynsTaToB KMMHWYECKOr0 UCCIENOBaHWS JIEKAPCTBEHHOMO npenaparta AN MeguUMHCKOro MPYMEHEHUs, KOTOPOe OCHOBaHO
Ha pesynbraTax NPOBEPKM MeOMULIMHCKOM opraHn3auuy, NPOBOAUBLLEN YKa3aHHOE KIMUMHWYECKOE MCCMNeAOBaHNE C HapyLUEHNEM
npaBun Hagnexalwen KrMHUYECKoW MNPaKTUKX, WM MPUBENO K MOMyYEHMIO HELOCTOBEPHbLIX pesynsratoB, nNMbo B cnyyae
HEBBIMNOMHEHNS NPeANUCaHns, BblAAaHHOIO YMOSIHOMOYEHHbLIM dheaeparnbHbIM OpraHOM MCMONMHUTENBHOW BRactu No utoram
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OCyLLEeCTBNEHNS BbIGOPOYHOrO KOHTPOMS KayecTBa rfekapCTBEHHOro npenapara, YnONHOMOYEHHbIM defepanbHbli opraH
WCMOMHUTENBHOW BRacTu B YCTAHOBMEHHOM UMM MOpsSAKe paccMaTpuBaeT BOMPOC O MPUOCTAHOBEHWMU MPUMEHEHUS Takoro
nekapcTBeHHOro npenapara.

3. YNonHOMOYeHHbI deaepanbHbli  OpraH  MCMOMHUTENbHOW BracTM NpuW  NpeacTaBneHMM emMy CBEeAEeHUR o
HECOOTBETCTBUM MPON3BOAUTENS NEKAPCTBEHHbIX CPEACTB TpeboBaHWSAM NpaBun Hagnexallen Npon3BOACTBEHHOW MPAKTUKK U
(vnn) o HapylleHun nUUEH3NOHHbIX TpeboBaHui, KOoTopble ObiNM BbISIBMEHbl B XO4E€ MPOBEOEHUS WHCMEKTUPOBaHWUS
npov3BOaANTENS NEKApCTBEHHbIX CPEACTB UMW  OCYLIECTBMNEHUS MMULEH3MOHHONO KOHTpond B cdepe npousBoacTBa
NeKkapCcTBEHHbIX CPEeACTB M MPUBENU MMM MOTYT MPUBECTM K NMPOU3BOACTBY NEKAPCTBEHHbIX MpenapaTtoB Ans MEAMLIMHCKOro
NPUMEHEHNS, MPUYUHMBLLMX UMW CMOCOBHBIX MPUYMHUTE BpEen XM3HW UMW 300POBbK TPaX[aH, paccMaTpvBaeT BOMpoc O
NPUOCTaHOBMNEHUN MPUMEHEHUS NEKAPCTBEHHbIX NMpenaparoB Anst MEAULMHCKOrO NPMMEHEHMS B YCTAHOBINIEHHOM UM MOPSAKe B
cnegyrowmx crnydvasx:

1) coctaB u (UnNn) TeXHONOrnst NPOU3BOACTBA NEKAPCTBEHHOIO Npenapara Ans MeAULUHCKOro NpMMeHeHus (C onncaHmem
CTagui NPoOn3BOACTBA) OTNINYAKOTCS OT 3asBMEHHBIX B PEMMCTPALUOHHOM [0ChE;

2) nekapcCTBEHHbIN Mpenapar Ans MeOWMUMHCKOro NpUMEeHeHWss Mpou3BedeH Ha MNpou3BOACTBEHHOW nrowagke, He
yKa3aHHOW B permcTpaumoHHOM A0ChE;

3) y npousBoaMTeNns feKapCTBEHHbIX CPEeACTB OTCYTCTBYIOT AOKYMEHTbI, MOATBepXAatoliMe COOTBETCTBME KavecTBa
NeKkapcTBEHHOrO npenapata Ans MeAWMLMHCKOro MNPUMEHEHWs, BBOAMMOINO B rpaxaaHckuii obopoT, TpeboBaHusM,
YCTaHOBMNEHHbLIM NPWU €ro rocygapcTBEHHON perncTpaumm;

4) npou3BoguTeneM nekapCTBEHHbIX CPeACTB B COMMacoBaHHbIA C COOTBETCTBYIOLMM YMNONMHOMOYEHHbIM hedeparnbHbIM
OpraHoMm MCMOMHUTENLHON BNAcTU CPOK He YCTpaHeHbl HapylleHus TpeboBaHui npasun Hagnexallenh npons3BOACTBEHHOW
nNpakTMKU u (MnM) NUUEH3NOHHbIX TpeboBaHui, KoTopble ObiNM BbISBMEHbl B XO4Ee MPOBEOEHUS WHCMEKTUPOBaHWUS
npon3BoaNTENS NEeKapCTBEHHbIX CPEACTB UMW  OCYLIECTBNEHUS FULEH3MOHHONO0 KOHTpond B cdepe npousBoacTBa
nekapcTBeHHbIX CPEeACTB M MPUMBENW MMM MOrYT MPUBECTM K NMPOU3BOACTBY NEKapCTBEHHbIX NpenapaTtoB Ans MEeAULIMHCKOro
NPUMEHEHMS, MPUYNHUBLLMX UINN CMIOCOOHBIX MPUYNHUTDL BPEL XXU3HWU UMK 340POBbLI0 rPaXxaaH.

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

4. YNonHOMOYEHHbIN dhedepanbHbli OpraH UCMOMHUTENbHOW BNacTU MPU HanNu4uuMM y Hero cBedeHuii 0 HECOOTBETCTBUU
npou3BOANTENS NEKAPCTBEHHbIX CpeacTB TpeboBaHWsIM MpaBur Hagnexallen npou3BOACTBEHHOW NPakTUKM U (unun) o
HapyLUEHUN NULIEH3NOHHBIX TpeboBaHU, KOoTopble ObiNM BbISIBNEHbI B XOAE NPOBEAEHWUS] UHCMEKTUPOBAHWUS NPOU3BOAUTENS
neKapCTBEHHbIX CPeacTB UMM OCYLLECTBEeHNS NUUEH3MOHHOMO KOHTPONSA B cdepe MPOM3BOACTBA NeKapCTBEHHbIX CPEAcTB U
npuBenu Unu MoryT NPMBECTM K NMPOM3BOACTBY feKapCTBEHHbIX NpenapaToB AN BETEPUHAPHOro NPUMEHEHUS, MPUYUHUBLUNX
UK CNOCOBHbBIX NPUYMHUTE BPES, XKU3HU UMM 300POBbI0 XMBOTHbBIX, paCCMaTpmBaeT BONPOC O MPUOCTAHOBIEHWUN peanu3aunm 1
NpUMeHeHNsi NekapCTBeHHbIX MpenapaTtoB AMS BETepUMHapHOro MPUMEHEHUA B YCTAHOBMEHHOM VM MOPSAKe B cnefyroLimnx
cny4yasix:

1) cocTtaB 1 (MnK) TEXHONOrMA NPON3BOACTBA NIEKAPCTBEHHOrO Npenapara Ans BETEPUHAPHOro NpUMeHeHUs (C onucaHmem
CcTagui NPon3BOACTBA) OTNMYAOTCS OT 3asiBNIEHHbIX B PErMCTPaUMOHHOM OChE;

2) nexkapCcTBEHHbI Npenapat And BeTepuMHapHOro NPUMEHEHWUs NpousBegeH Ha MPOM3BOACTBEHHOW nrowiagke, He
yKa3aHHOW B perncTpaumoHHOM AOChE;

3) y npousBoauTensa neKkapCTBEHHbIX CpPeacTB OTCYTCTBYIOT [OOKYMEHTbl, MOATBepXAallue COOTBETCTBME KayecTBa
nekapcTBEHHOro npenapata ANd BETEPUMHAPHOrO MNPUMEHEHWs, BBOAMMOIO B rpaxaaHckui o6opoT, TpeboBaHusAM,
YCTaHOBMNEHHbIM MPU ero rocygapCcTBEHHOW perncrpawuu;

4) npou3BoguTeneM nekapCTBEHHbIX CPeACTB B COMMacoBaHHbIA C COOTBETCTBYIOLMM YMNONHOMOYEHHbIM heaeparnbHbIM
OpraHoMm MCMOMHUTENbHON BNAacTM CPOK He YCTpaHeHbl HapylleHus TpeboBaHuM npaBun Hagnexallenh npon3BOACTBEHHOW
NpakTMKU u (MnNM) NULEH3NOHHbIX TpeboBaHui, KOoTopble ObiNMM BbISBMEHbI B XO4E€ MPOBEOEHUS WHCMEKTUPOBaHUS
npon3BOaANTENS NEKapCTBEHHbIX CPEACTB UMW  OCYLIEeCTBMNEHUS MULEH3MOHHONO KOHTpond B cdepe npou3BoacTBa
nekapcTBEHHbIX CPeACTB M MPUMBENU UMW MOTYT MPUBECTM K NPOM3BOACTBY NEKApPCTBEHHbIX MpenapartoB AN BETEPUHAPHOro
NPUMEHEHMS, MPUYNHMBLLMX UITN CMIOCOOHBIX MPUYNHNUTL BPEL XMU3HU UIU 340POBbIO XXUBOTHbIX.

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

C 1 sHBaps 2026 roga PenepanbHblM 3akoHOM OT 27 nekabpa 2019 rona N 475-03 (C M3MeHeHUsIMU, BHECEHHbIMU
denepanbHbiM 3akoHOM OT 28 moHa 2022 rona N 204-93) ctatbst 65 HacToswero ®PenepansHoro 3akoHa Gyaer gononHeHa
yactamu 5 n 6.

7. B nopsigke, npegycMOTPEHHOM YacTbio 4 HacTosulelr CTaTtby, YNONTHOMOYEHHbIN dheaepanbHbli opraH MCNOMHUTENBHON
BNacTM paccMmatpuBaeT BOMPOC O MPUOCTAHOBMEHUU peanu3auum u NPUMEHEHUs FeKapCTBEHHOro npenapaTta Ans
BETEPUHAPHOIO MPUMEHEHNS B Criyvae BbISBMEHUA B rpaxgaHckom o6opoTe cepuy NekapCTBEHHOro npenapara Ans
BETEPUHAPHOIO MNPUMEHEHUS, AOKYMEHTbl UM CBEAEHMS O KOTOPOW, MNpedycMOTpeHHble 4Yactamun 1-3 u 6 cratbn 52 2
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HacTosuwero ®denepanbHoOro 3akoHa, He nMpeacTaBneHbl B yKasaHHbI  opraH, nvbo cepum  MMMYHOBMONOrMYECKOro
NeKapCTBEHHOro npenaparta A BETEPMHAPHOIO MPUMEHEHUSA, HE MMEIOLLEN paspelleHnsi, NpegyCMOTPEHHOro YacTbio 8
ctatbn 52 2 Hactosauwero ®PenepanbHoro 3akoHa. B ykasaHHOM cnydae ynornHOMOYEHHbIN hegepanbHbin - opraH
WCMONHUTENbHOM BRacTM MNPUHUMAET peLlleHne O MPUOCTAHOBIIEHUN peanu3auum W MNPUMEHEHUs Takux cepun [o
NpeAcTaBneHNs yKadaHHbIX JOKYMEHTOB U CBEAEHMI NTMOO 40 NOSyYeHMs yKa3aHHOro paspeLueHms.

(Yactb gononHuTenbHO BKNtoveHa ¢ 1 ceHTsa0psa 2023 roga PenepansHbiv 3akoHoM oT 2 mionsa 2021 roga N 317-93)

(Ctatbs B pepakuun, BBeaeHHon B gencteme ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM oT 22 aekabpsa 2014 rona N
429-03. - CM. mpeablayLLY0 PEAAKLIMIO)

KommeHTapun k ctatbe 65

CTATbA 66. UHPOPMALIUA O PE3YIIbTATAX ®APMAKOHA30OPA

YNONHOMOYEHHbIN  doefepanbHbil - OpraH  UCMOSTHUTENbHOW  BRacTW, OCyLecTBRsWwmun  (apmakoHagsop, Mo  ero
pesynbratam pasmMeLLaeT Ha cBoeM oduumnanbHoM cante B cetn "UHTepHeT" nHgpopmaumio o:

1) BbIABJIEHUN HOBbLIX NOATBEPXAOEHHbIX OaHHbIX O No6OYHbIX OEeNCTBMAX, HexXenaTternbHbIX peakunax, cepbe3HbIX
HeXenaTternbHbIX peakunax, HenpeaBuaeHHbIX HeXXenaTernbHbIX peakunax npu npuMeHeHnn nekapCTtBeHHOoro npenapara, B TOM
yucne BAUSAOLWNX HA OTHOLLEHMNE OXNOAEMOW NOfb3bl K BO3MOXXHOMY PUCKY NMPUMEHEHNA OAaHHOIo JNIeKapCTBEHHOIO npenapara;

2) NPUHATBIX PELIEHUsIX O BHECEHWM W3MEHEHWA B MWHCTPYKLUMIO MO MPUMEHEHUIO JTeKapCTBEHHOro npenapara, o
NPWUOCTaHOBNEHNN NMPUMEHEHMUS NIEKAapPCTBEHHOIO npenapaTa, 06 U3bATMM U3 obpalleHNs NekapcTBEHHOro npenaparta unm o
BO30OHOBMNEHMM NPUMEHEHUS NTEKapPCTBEHHOrO Npenapara.

(Ctatbsa B pepakumu, BeegeHHon B gencteme ¢ 1 mapta 2020 roga PenepanbHbiM 3akoHOM OT 27 aekabps 2019 rona N
475-®3. - CM. mpeapblayLLyo PeaaKLnio)

KomMmmeHTapum K ctatbe 66

MABA 14. UH®OPMALUA O NEKAPCTBEHHbIX NMPEMAPATAX. CACTEMA MOHUTOPUHIA ABWXEHUA
NEKAPCTBEHHbIX NMPENAPATOB And MEOAULUMUWHCKOIO NPUMEHEHUA

(HaumeHoBaHue B pegakunn, BBeaeHHon B aencteme ¢ 1 sHBapsa 2018 rona PepepanbHbiM 3akoHOM OT 28 nekabpa 2017 roga
N 425-03. - Cm. OpeablAyLLYIO peaakLmio)
CTATbA 67. UHOPOPMALUNA O NEKAPCTBEHHbIX MPEMNAPATAX. CUCTEMA MOHUTOPUHIA ABUWXEHUA
JIEKAPCTBEHHbBIX NPENAPATOB OANA MEOUMUMHCKOIO NPUMEHEHUA

(HaumeHoBaHue B pegakunm, BBeaeHHon B aencteme ¢ 1 sHBapsa 2018 rona PepepanbHbiM 3akoHOM OT 28 nekabpa 2017 roga
N 425-03. - Cm. OpeablAyLLYIo peaakLmio)

1. WHdopmaumss 0 nekapCTBEHHbIX Mpernapartax, OTNyckaemblX MO pPeuenTy Ha JNeKapCTBEHHbIA npenapat, AOMmKHa
cogepatbCa TOMbKO B CMELManuM3vpoOBaHHbIX M3OaHWsX, MNpPeAHa3HaYeHHbIX AN MeAUUMHCKMX, hapMaueBTUYECKNX
paboTHMKOB, CMELManMCcToB B obnactn BetepuHapun. MHgopmaumss 0 NeKkapCTBEHHbIX Mpenapartax Ansi cneuuanuctoB B
obnactn obpalleHnsa nekapCcTBEHHbLIX CPeACTB MOXET cogepXaTbCsl B MOHorpadusx, cnpaBOYHMKAX, Hay4HbIX CTaTbsiX, B
AOoKnagax Ha KOHrpeccax, KOHEepeHUMsX, CUMMO3MyMax, Hay4YHbIX COBETaX, a TakKe B WHCTPYKUUSIX MO MPUMEHEHUIO
NeKapCTBEHHbIX NpenapaToB.

(YacTb B pepakumu, BBegeHHon B gencteme ¢ 13 asrycta 2019 roga ®enepanbHbiM 3akoHoM OT 2 aBrycta 2019 roga N
297-®3. - CM. NpeapAyLLY0 PeaaKLmio)

2. MHCbOpMaLI,I/IFl O JeKapCTBEHHbIX npenaparax, OTMyCKaeMbIX oes peuenta Ha J'IeKapCTBeHHbIVI npenapart, MOXeT
coaepxartbCca B I'IY6J'II/IKaLI,I/I9|X N 0ObABNEHMUAX cpencTe MaccOBOW I/IHd)OpMaLI,I/IVI, cneunann3npoBaHHbIX U O6LIJ,I/IX nevyaTHbIX
N30aHnAx, UHCTPYKUMAX NO MNPUMEHEHUIKO JeKapCTBEeHHbIX npenapartoB, WHbIX W3OaHUAX Cy6'b6KTOB o6pau.|,eH|/|9|
NeKapCTBeHHbIX CpeacTB. PeknamHble MaTtepuanbl O neKapCTBeHHOM npenapare, O0TnyCcKkaeMoM oes peuenta Ha
J'IeKapCTBeHHbIIZ npenapart, 4OJIXHbl COOTBETCTBOBATb MHCTPYKUUK MO NPUMEHEHUIO JNTeKapCTBEHHOIO npenapara.

3. ,D,OI'IyCKaeTCH ncnonb3oBaHue nobbix MaTepunarbHbIX HocuTenemn, NO3BONSOLLNX XpaHuUTb, NepenaBaTb U UCMNONb30BaTb
MH(*)OpMaLI,VIPO O NNeKapCTBEHHbIX NpenapaTtax 6e3 ee UCKaxeHus.

4. Ins uenew naeHTUdmKaummM ynakoBoK NeKapcTBEHHbIX MpenaparoB ANA MeaULUMHCKOro NPUMEHEHWs Npou3BOAUTENU
NeKapCTBEHHbIX CPEACTB B Mopsiake, yctaHoBneHHOM [lpaButensctBom Poccuickon depepaummn, HAHOCAT Ha MEPBUYHYHO
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ynakoBKy (B OTHOLUEHWM NeKapCTBEHHbIX MpenapaToB ANs MeAWLUUHCKOro NPUMEHEHWs, ANS KOTOpbIX He npedycMoTpeHa
BTOPUYHAA YMNakoBKa) W BTOPWUYHYK (MOTPEOMTENbCKYID) YNakoBKY JIeKApCTBEHHbLIX MpenapaToB ANs MeOWLMHCKOro
NPUMEHEHUST CpeacTBa WAEHTUMMKALMKN, 3a UCKIHYEHWEM NeKapCTBEHHbIX MpenapaToB Ans MeOWMLMHCKOTO MpUMEHEHUS,
NPOU3BOAUMBIX AN NMPOBEAEHWUSI KIMHUYECKMX WUCCNeAOBaHUiA, 3KCNopTa, NeKapCTBEHHbIX MpenapaTtoB Ans MeaWLMHCKOro
NPUMEHEHNs!, YKaldaHHbIX B 4acTtsax 5 u 8 crtatbm 13 HacTosiwero depepanbHOro 3akoHa, pagnodapmaueBTUHECKNX
nekapCTBEHHbIX NpenapaToB, NUSBOK MEANLIMHCKUX U ra30B MeQULIMHCKMX.

(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
nekabps 2019 rona N 462-93))

C 1 anpensa 2024 ropga roga PepepanbHbiM 3akoHOM OT 4 aBrycta 2023 roaa N 428-03 B yacTb 4 HacTosiLen ctaTbn
OyOyT BHECEHbI U3MEHEHUS

5. XapaktepucTuku cpenctea MAaeHTUUKALMKM, MNMOPSAOK €ro HaHeceHWss U TpeboBaHus K CTPyKType M cdopmary
MHopMaLMK, KOTOPYIO COAEPXKUT CPEACTBO naeHTudmkauumn, onpegenstotcs MNpasmtensctBom Poccunckon ®epepaumm.

(Yactb gononHuTensHO BkNtodeHa ¢ 1 aHBapst 2018 roga ®enepansHbiM 3akoHoM OT 28 aekabpa 2017 rona N 425-03)

6. lNMopagok cosgaHvs, pasBuTUA, BBOAA B IKCNyaTauuio, 3KCnnyatauMM W BbiBO4A M3 3KCMfyaTauun CUCTEMbI
MOHUTOPMHIa [ABWXEHUSA JEKApCTBEHHbIX MpenapaTtoB And MEOULMHCKONO MNPUMEHEHWs, NOpAOOK nNpeaocTaBneHus
MHOpMaLMK, codepXallencss B CUCTEME MOHUTOPUHIA [OBWMXXEHMS JeKapCTBEHHbIX NpenapaToB AnS  MeauLMHCKOro
NPUMEHEHNS, N NOPSAOK B3aMMOLENCTBUSA YKa3aHHOW CUCTEMbI C UHBIMU FOCY4apPCTBEHHLIMU MHOPMAaLMOHHBIMN CUCTEMAMMU
N MHPOPMALMOHHBIMW CUCTEMAMWN HOPUANYECKUX NUL, U UHOUBMAYANbHbLIX NPeAnpUHUMATENen, yKasaHHbIX B Yactax 7 n 10
HacTosllen craTbu, ycTtaHaBnueatlTca [NpasButenbctBom Poccuiickon ®depepaummn. Onepatopamu cUCTEMbl MOHUTOPUHIa
OBWXXEHMS1 NEKApPCTBEHHbLIX MpenapaToB Af1 MEAMLMHCKOrO NMPUMEHEHU ABMSTCA diedeparnbHbli OpraH MCMONTHUTENbHOWM
BMacTu n (unu) opraHnsauus, ynonHomoueHHsle [NpaButensctsom Poccuiickon ®enepaumm.

(YacTtb pononHuTenbHO BItoveHa ¢ 1 aHBapsa 2018 rona PenepanbHbiM 3akoHOM OT 28 nekabpa 2017 rona N 425-03)

7. KOpuguyeckne nuua M vHOUBMAyarnbHble MPEANPUHMMATENN, OCYLLECTBSOLME MPOU3BOACTBO, XpaHEHWEe, BBO3 B
Poccuickyto ®egepauuio, OTNycK, peanusaumio, nepegadvy, npyMeHeHMe U YHUYTOXEHWe NeKapCTBEHHbIX npenapaTtoB And
MeJNLIMHCKOro MpUMeHeHus, obecneumBaloT B MOPSAKE M B COCTaBe, KOTOpble YCTaHOBMeHbl [paButensctBoM Poccuiickon
degepauuu € y4eToM BMAa OCYLLECTBASEMON UMW OeATENbHOCTUN, BHECEHME NHGOPMAaLIMM O NEeKapCTBEHHbIX npenapatax Ans
MEeOULUHCKOrO NPUMEHEHNSI B CUCTEMY MOHUTOPUHIA ABUXEHUSA NIeKapCTBEHHbIX NpenapaToB AN MeAUUMHCKOro NPUMEHEHUS.

(Yactb gononHutensHo BkntoveHa ¢ 1 uiona 2020 roga PenepanbHbiM 3akoHoM oT 28 aekabpa 2017 roga N 425-93 (c
N3MeHeHNsIMN BHeCceHHbIMN DeaepanbHbiM 3akoHOM oT 27 Aekabpa 2019 rona N 462-93))

7_1. llexapcTBeHHblE NpenapaTtbl AN MEQULMHCKOrO NMPUMEHEHUS, NpeaHa3HavyeHHble ana obecneveHnsa nuuy, 60mnbHbIX
remocpunuen, MyKOBMCLMAO30M, rMnodu3apHbiM HaHU3MOM, OGonesHbio [ouwe, 3noKkadYeCTBEHHbIMW HOBOOOpPa3oBaHUAMMU
nMmMdonaHoON, KPOBETBOPHOM M POACTBEHHLIX UM TKaHEWN, pacCcesiHHbIM CKEepPO30M, MWL, MOCne TpaHCniaHTauum opraHoB u
(nnn) TkaHen, npousBeadeHHble 0o 31 gekabpa 2019 roga, a Takke MHble NEKapCTBEHHbIE MpenapaTtbl AN MeauUMHCKOro
npumeHeHns, npouaseneHHole oo 1 mons 2020 roga, nognexar XpaHeHuto, NepeBo3Ke, OTMNYCKY, peanu3auuun, nepegade,
npuMeHeHnto 6e3 HaHeceHust CPeACTB WAEHTMUKAUMW OO WUCTEYEeHMst Cpoka Mx rogHocTwu. [MpaBuTtenbcTtBo Poccumnckon
depepauunn Bnpase yCTaHOBUTbL 0COOEHHOCTM BBOAA B rpaXkaaHCKMi 060pOT NeKapCTBEHHbIX NpenapaToB Ansi MEOULNHCKOTO
npumeHeHnsi, NnponaseneHHbix B nepmog ¢ 1 nona 2020 roga no 1 oktsadpsa 2020 roga. B uensx BBoaga B rpaxgaHckuii o6opoT
nekapcTBeHHble npenapatbl  ANS  MeOWULWHCKOTO  MPUMEHEHUS, 3a  UCKMIOYMEHWEM  JIeKapCTBEHHbIX Mpenapartos,
npegHasHa4YeHHbIX ans obecneyeHus nuu, 6onbHbIX reModunmuen, MykoBUCUMO030M, runodusapHbiM HaHU3MOM, 60Mnes3Hbro
lowe, 3nokayecTBEHHbIMU HOBOOOpa3oBaHMAMU NUMEONOHON, KPOBETBOPHOW WM POACTBEHHbIX MM TKaHEW, PacCesiHHbIM
CKIEepOo30M, NuL, MOCre TPaHCMNaHTaLMm OpraHoB U (Mnu) TKaHew, Npou3BeAeHHbIe 3a npedenamu Tepputopun Poccuiickom
depepauunn 0o 1 oktabps 2020 roga, moryT ObiTe BBe3eHbl B Poccuiickyto depepaumnio go 1 sHeaps 2021 roga B nopsigke,
ycTaHoBneHHom lMpasuTenbcTBom Poccuiickon Penepauun, 6€3 HaHeceHUs cpeacTB MaeHTUdMKaLum.

(Yactb gononHutensHo BkMveHa ¢ 29 Hosbps 2019 roga PenepanbHbiM 3akoHOM OT 28 HosA0pa 2018 rona N 449-03; B
pedakumu, BBeeHHOW B deiicTue ¢ 28 gekabpsa 2019 rona PenepanbHblM 3akoHoM ot 27 aekabpsa 2019 rona N 462-93; B
pedakumu, BBegeHHon B penictBue ®PenepanbHbiv 3akoHoMm oT 13 wmona 2020 ropa N 206-93, pacnpocTpaHserca Ha
npaBoOOTHOLEHNS, BOo3HUKLWME ¢ 1 utonga 2020 roga. - CM. OpeabiayLLyo peaakLmio)

8. OpraHusaumsi UHPOPMALMOHHOIO B3aMMOAENCTBUS CUCTEMbI MOHUTOPUHIA ABWKEHNS NEKAPCTBEHHbIX NpenapaToB Ans
MEOVUMNHCKOTO NPUMEHEHUSI C MHBbIMU FOCYAAPCTBEHHBIMW MHGAOPMALMOHHBIMU cUCTeMamMmn obecneynmBaeTca B TOM 4uche
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nocpeacTBOM WMHGPACTPYKTYpbl, obecnevmBatoLlert MHHOPMaLMOHHO-TEXHOMOMMYECKOe B3aMMOOENCTBME MH(OPMALMOHHBLIX
CUCTEM, UCMOoNb3yeMblX ANs NPeAoCTaBeHUs rOCYy4apCTBEHHbIX U MyHULMNASbHbLIX YCIYr U UCTOMHEHWST FOCYAapCTBEHHbIX U
MyHULMNAnNbHbIX QYHKLUA B 9NIEKTPOHHOM hopMme.

(Yactb gononHuTenbHO BKNtodeHa ¢ 1 aHBapsi 2018 roga PenepanbHbiM 3akoHOM OT 28 aekabpa 2017 rona N 425-03)

9. ViHdbopmMaumsa, cogepxalasaca B CUCTEME MOHUTOPUHIa OBWMXXEHMSI NEKAPCTBEHHbIX NMpenapaTtoB Ansi MEeAULMHCKOro
NPUMeEHeHNs, ABNAeTCA UHOPMaLMen OrpaHUYeHHOro A0CTyna B COOTBETCTBUM CO cTaTben 9 PenepanbHOro 3akoHa ot 27
utong 2006 roga N 149-93 "O6 mnHdopmaLmm, MHDOPMALIMOHHBLIX TEXHOMOIMNAX U O 3allumTe MHdopmaLmu”, 3a UCKIToYeHnem
MHpOpMaLMN, HeZoNMyCTUMOCTb OrpaHMYEHUs OOCTyna K KOTOPOW YCTaHOBreHa deaepanbHbIMU 3aKoHaMKM, a Takke
MHdopmMauun, oTHeceHHou MNMpasuTtenbctBomM Poccunckon degepaumm B COOTBETCTBUM € HacToAWwmMM degeparnbHbIM 3aKOHOM K
obwenocTtynHon wmHdopMauun. OO6LlenocTynHas MHGoOpMauus, cojepxallascs B CUCTEME MOHUTOPUHra [ABWXKEHUS
neKkapCcTBeHHbIX MpenapaTtoB Ans MeAUUMHCKOro NpUMeHeHus, pasmellaeTcs B WH(OpMaUMOHHO-TENeKOMMYHUKaLMOHHOW
cetn "VIHTepHeT" (B TOM 4yncrne B hopme OTKpbITbIX OaHHbIX) B MOpsiAKe, ycTaHoBneHHom [paBuTenbctBoM Poccuiickom
depepauuu.

(Yactb gononHuTenbHo BkNtoveHa ¢ 1 aHBapsa 2018 rona PenepanbHbiM 3akoHoM oT 28 aekabpa 2017 rona N 425-93; B
pefakumu, BeBegeHHon B gencteue ¢ 15 asrycta 2023 roga ®enepanbHbiv 3akoHoM OT 4 asrycta 2023 roga N 474-93. - Cwm.
NREAbIAYLLYIO PeAaKLio)

9 1. Joctyn K WHopmMaumn, copepkallencss B CUCTEME MOHUTOPUHIra ABMXKEHUSA IeKapCTBEHHbLIX MpenapaTtoB ANis
MEOVUMNHCKOrO MPUMEHEHUs, obecneymBaeTcs onepaTtopomM CUCTEMblI MOHUTOPUHIa ABWXKEHUS NEKapCTBEHHbLIX Mpenapartos
ONa MeauuUMHCKOro nNpuMeHeHua B nopsiake, yctaHoBneHHoMm [lpasutenbctBoM Poccuiickon degepaunm, B COOTBETCTBUM C
3akoHogatenbcTBom Poccunckon ®eapepaumm o6 nMHopmaumm, MHPOPMALMOHHBLIX TEXHOMOMMAX M O 3aluTe uHdopmMaumu,
3akoHogaTtenscTBoM Poccuiickon depepauumn o rocygapCTBEHHOW TalHe, 3akoHogaTenbcTBoM Poccuiickon depepaumm o
KOMMEPYECKON N MHOW OXpaHSeMOW 3aKOHOM TalHe N C YY4eTOM MONOXEHUN HacTodwen ctatbl. MNpaButensctBo Poccumnckon
depepauun BrnpaBe yCTaHaBNMBaTb NEpPeYeHb NEKAPCTBEHHbIX MpPenapaTtoB A1 MEOULMHCKOrO NPUMEHEHUs u (Mnu) rpynn
NeKapCTBEHHbIX NpenapaToB A1 MeAULMHCKOrO NPUMEHEHNS U OCOBEHHOCTI JOCTYNa K MHOPMaLMK O TaKMX JIEKapCTBEHHbIX
npenapatax, coAepXxallencss B CUCTEME MOHUTOPMHIa [OBWXEHMSI JEeKapCTBEHHbIX MpenapatoB Ans MeauuMHCKOro
NPUMEHEHNS.

(YacTb gononHuTensHO BkNtoyeHa ¢ 15 aBrycta 2023 roga PenepanbHbiv 3akoHOM 0T 4 aBrycTta 2023 rona N 474-03)

9 2. lNMonb3oBaTtenyM CUCTEMbl MOHUTOPMHIa ABWXXEHUS NEKapCTBEHHbLIX MpenapatoB ANs MEAWMLMHCKOro NpUMEHEHNS
obnagaloT npaBoM JOCTyna K MHpOpMaLUun, CoAepPXKaLLencs B CUCTEME MOHUTOPUHIA ABWKEHUS NeKapCTBEHHbIX NpenaparTos
AN MeONLMHCKOro MPUMEHEHUS, C Y4ETOM OrpaHWYeHuin AOCTyNa K yKazaHHOM nHdopmMaummn 1 ee nocneayowlen obpadotke,
YCTaHOBMNEHHbIX HacToAWwmMM deaepanbHbIM 3aKOHOM U UHBIMW HOPMaTUBHBIMU NPaBOBLIMK akTamu Poccunckon ®enepaumu.

(Yactb gononHuTensHO BKNtoveHa ¢ 15 aerycta 2023 roga ®enepanbHbiM 3akoHoM OT 4 asrycta 2023 rona N 474-93)

9 3. depepanbHble oOpraHbl WUCMOMHUTENBHOW BflaCTM W OpraHbl UCMNOMHUTENbHOM BRAcTn cybGbekToB Poccumnckon
depepauun B uensx, onpegenenHoix lNMpasutensctBom Poccuiickon depepaumm, MMeKOT nNpaBo AocTyna K uHdopmMaumm o
cybObekTax obOpalleHMs NeKapCTBEHHbIX CPEACTB, O NEKapCTBEHHbLIX Mpenapatax M 06 obopoTe Takux neKkapCTBEHHbIX
npenapaTtoB, HeOGXOAMMOW ONA BbIMNOSIHEHUST 3a4ad M OCYLLECTBMNEHUA (OYHKLWA, BO3NOXEHHbIX Ha denepanbHble opraHbl
WCMONHUTENbHOM BNacTM W oOpraHbl WUCNOMHUTENBHOM BNacTn cyobekToB Poccunckon ®egepaumm, CTaTUCTUHECKON
MHOpMaLMM O NeKapCTBEHHbIX npenapatax M 06 mx obopoTe, a Takke K obLiedocTtynHon mHgopmauumn. CoctaB 3Ton
MHpopMaLMn onpeaensieTcsi cornalieHnsamm o6 MHPoOpMaLMOHHOM B3anMOAENCTBMMW, 3aKMOYEHHLIMU OMEpPaTopoM CUCTEMbI
MOHUTOPMHIa [OBWXEHUS JNEKAPCTBEHHbIX MpenapatoB And MEAUMUMHCKOrO MNpUMEHEHust C depepanbHbiMM - opraHamm
WCMONHUTENbHOM BMNacTM WM opraHaMu WUCNOMHUTENbHOM BRacTn cybbekToB Poccuickon depepauumn n deneparnbHbIv
OpraHoM MCMOSTHUTENbHOW BRacTW, OCYLLECTBASIOWNM QYHKLUUN NO BbIpaboTKke M peanusaumm rocygapCTBEHHOW MOMUTUKU 1
HOPMAaTUBHO-NPaBOBOMY PErynmpoBaHuio B cepe 30paBoOXpaHeHMs.

(YacTb pononHuTenbHO BkMtoveHa ¢ 15 asrycta 2023 roga PenepanbHbiM 3akoHOM oOT 4 asrycta 2023 roaa N 474-93)

9 4. CybbekT oOpalleHnsi neKapCTBEHHbIX CPeACTB MMEeT npaBo [ocTyna K MHdopmaumm o6 onepauuax c
neKkapCTBEHHbIMW NpenapatamMmu Anst MEAULMHCKOIO NPUMEHEHUS!, COBEPLUEHHbIX 3TUM CyObeKTOM 0bpalleHnst nekapCcTBEHHbIX
CpeAcTB, a Takke K obLenocTynHon nHpopmaumm.

(Yactb gononHuTenbHO BKMNtoveHa ¢ 15 aBrycta 2023 roga ®enepansHbiv 3akoHoM OT 4 aBrycta 2023 rona N 474-93)

9_5. OnepaTop CMCTEMbI MOHUTOPWHIA ABUKEHNS NeKapCTBEHHbIX NpernapaToB AN MeQULMHCKOro NpuMeHeHus obnagaer
npaBoM [OCTyrna K MHGOpMauuu, copepXkalleics B CUCTEME MOHUTOPUHIa OBWKEHUS NEeKapCTBEHHbIX MpernapaTtoB Ans
MeOMLMHCKOTO NMpYMEHEHUs!, BKIoYas MHGOPMaLuio orpaHMYeHHOro 4oCTyna, ¢ BO3MOXHOCTbI0 ee 06paboTku, B TOM Yucre ee
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npenocTaBneHnst M pacnpocTpaHeHusl, obecrnedeHnss OOoCTyna K Hel W oKkasaHus YCrnyr C ee MCNosfib3oBaHMEM (danee -
obpaboTka).
(Yactb gononHuTenbHO BKNtodeHa ¢ 15 aBrycta 2023 roga PenepansHbiv 3akoHoM OT 4 asrycta 2023 rona N 474-93)

9 6. OnepaTop CMCTEMbI MOHUTOPUHIA OBWXKEHUSI NEKAPCTBEHHbIX NpenapaToB A7 MeAMLMHCKOrO MPUMEHEHUA MOXET
OCYyLLECTBNATbL 06paboTKky MHOPMaLUM OrpaHUYEHHOro AOCTyMNa, COoAepXKalencs B CUCTEME MOHUTOPWUHIra OBWKEHUSI
NEeKapCTBEHHbIX NpenapaToB AN MEAMUMHCKOTO MNPUMEHEHMs!, MpU  YCrOBUKM 00s3aTenbHOro o06e3nnynmBaHus  Takowm
MHpopMaUMM B COOTBETCTBMM C YTBepXAaembiMn degepanbHbiM OpPraHoOM WCMOMHUTENbHOW BNacT, OCYLLECTBISIOLWNM
dyHKUMM NO BbipaboOTKe M peanu3auum rocyaapCTBEHHOW MONMUTUKA M HOPMaTMBHO-NPABOBOMY PErynvpoBaHuIi0 B cdepe
30paBOOXPaHEHUs, MO COrnacoBaHuio € degeparnbHbIM OPraHOM MCMONTHUTENBLHOW BRACTW, OCYLLUECTBSIOWNM OYHKUMM MO
KOHTPOIO U Haa3opy B cdepe MHPOPMAaLMOHHbBIX TEXHOMOMMIA U CBA3U, U dbegepanbHbiM OpraHOM UCMONHUTENbLHOW BNacTu B
obnactu obecneyeHuss Ge3onacHOCTU TpeboBaHUSIMM K 0DOe3NMuMBaHWIO TakoW MHAOPMaLUM M MeTogamMu 06e3nuuMBaHus
Takon mHdopmauun. ObesnuyeHHas MHGOpMaLMs, NofyvyeHHas B pesynbrate yka3aHHoW o0paboTkuM M copepXkalwascst B
cucTeMe MOHUTOPUHra OBWXEHUSI NeKapCTBEHHbIX MpenapatoB AN MeOULMHCKOro NpUMeHeHus, aBnsieTcss MHdopmaumen
orpaHu4eHHoro goctyna. O6esnuyeHHast MHopmaLms, JOCTYN K KOTOPOW Obin obecneyeH onepaTtopoM CUCTEMbI MOHUTOPUHTA
OBWKEHUST NEKAaPCTBEHHbIX MpenapaTtoB AN MeAULMHCKOrO NMPUMEHEHUST B LENsSX OKasaHWsi YCNyr ¢ ee MCNofb30BaHUEM,
NoanexuT XpaHeHUIo B CUCTEME MOHUTOPUHIa OBUMXXEHMSI NeKapCTBEHHbIX MpenapaTtoB ANl MeOULMUHCKOrO NPUMEHEHUs] He
MeHee NSATU NeT C Aatbl NpegocTaBreHusl JocTyna K 00e3nuMyeHHOW MHopmauuM, U Ha Hee He pacrnpoCTpaHsaTCS
TpeboBaHMs K MHGhOPMaLUKN OrpaHUYEHHOro A0CTyNa, YCTAaHOBIEHHbIE HACTOSLLEN CTaTbeN.

(Yactb gononHuTensHO BKNtoveHa ¢ 15 aBrycta 2023 roga ®enepansHbiv 3akoHoM OT 4 asrycta 2023 rona N 474-93)

9 7. Onepatop CUCTEMbI MOHUTOPMHIA OBWKEHUSI NIEKapCTBEHHbLIX NPenapaToB AN MeAULMHCKOro NPUMEHEHUSI MOXET
ocyLlecTBNATbL 006paboTKy MHopMauuM OrpaHUYeHHOro AOCTyna, copepXallencss B CUCTEME MOHUTOPWUHra ABUXEHUS
nekapcTBeHHbIX NpenapaToB A1 MEANULMHCKOIO NPUMEHEHUS, NOSly4YeHHON OT cyObekTa obpalleHunsi nekapCTBEHHbIX CPEACTB,
3aperMcTpupoBaHHOrO B CUCTEME MOHUTOPMHIa OBWXKEHMSI NEKapCTBEHHbIX NpenapaToB Afs MeOULUMHCKOro MpUMEHeHUs n
npeacTaBMBLLENO B HEE CBeAEHUS, B MHTEpecax M Mno nopy4YeHuto Takoro cybbekta obpalleHnst ekapCcTBeHHbIX cpeacTB 6es
06e3nnyrBaHNa MHGOPMAaLMN OrpaHUYEHHOTO AOCTYMa.

(YacTb gononHuTensHO BkntoveHa ¢ 15 aBrycta 2023 roga PenepanbHbiv 3akoHOM 0T 4 aBrycta 2023 rona N 474-03)

9 8. Onepatop cUCTEMbI MOHUTOPVHIa ABWXEHUS NEKapPCTBEHHbIX NpenapaToB Afs MeOWULIMHCKOro NMpMMEeHEeHMs Brpase
oKasblBaTb Ha HEOAWCKPUMMHALMOHHOW OCHOBE YCMyrM C WCMONb30BaHWEM O0e3NMYeHHOW WHGOpMaLMK, COAepXallencs B
CUCTEME MOHWUTOPWHIa [OBWXEHWUsI NEeKapCTBEHHbIX MpenapaTtoB Afs MeOWMUMHCKOro NpuUMeHeHus, cybbektam obpalleHust
NeKapCTBeHHbIX CPeacTB, MOPSAOK WU CTOMMOCTb OKasaHUS KOTOPbLIX OMNpenensitoTcsi onepaTtopoM CUCTEMbl MOHUTOPUMHra
OBWKEHUS NEeKapCTBEHHbIX MpenapaTtoB A5 MEeOULUUHCKOrO NMPUMEHEHUS!, C YY4ETOM OrpaHuMYeHun goctyna K obe3nnyeHHom
MHOPMaLIMK, YCTAHOBINEHHbIX HACTOsILLEN cTaTbel. YkasaHHble NMopsidoK M CTOMMOCTb OKasaHWs Takux YCryr pasmMeLuaroTcsi
onepaTtopomM CUCTEMbI MOHUTOPMHIa ABWXEHUS NeKapCTBEHHbIX npenapaToB ANs MeOWULMHCKOrO NMPUMEHEHUs Ha canTte
CUCTEMbI MOHWUTOPUHIA [ABWKEHUSI JEKAapCTBEHHbIX MpenapatoB AN MEOULUMHCKOrO MNpUMEHeHust B MHAOPMaLVOHHO-
TENEKOMMYHUKALMOHHON ceTh "MIHTepHEeT" 1 nognexart KOHTPOS B COOTBETCTBMM C aHTUMOHOMOIMbHbLIM 3aKOHOL4ATENbCTBOM
Poccuiickon depepauunn. YkasaHHble MOPSAOK M CTOMMOCTb OKa3aHWsl Takux YCNyr OOMKHbl ObiTb eauHbIMU Ons BCeX Ny,
obGpalLaoLLmMXCs 32 OKa3aHMEeM YCNyrn B OTHOLUEHUW OAMHaKOBbLIX BuAa, obbema M cocTaBa npenocTaBnsieMoin nHdopMauun.
Cybbektam o0OpalleHus neKkapCTBEHHbIX CPEACTB 3arnpellaeTcs NpefocTaBnsATb W pacnpocTpaHaTb  MHopmaumio,
Norny4YeHHy0 B COOTBETCTBUM C HACTOSILLEN YaCTblo.

(Yactb gononHuTenbHO BKNtodeHa ¢ 15 aBrycta 2023 roga ®enepansHbiv 3akoHoM OT 4 aBrycta 2023 rona N 474-93)

10. [lMpousBoauTenb NEKapCTBEHHbIX CPeacTs, AepxaTenb nmMbo Bnageney pPerucTpaumMoHHOro  yaoCTOBEPEHUSI
NEeKapCTBEHHOro npenapata WU NPEACTaBUTENLCTBO WMHOCTPAHHOW oOpraHuM3auun, SBRsKWenca gepxarenem nmbo
BnagenbLeM perucTpaLMoHHOro yAOCTOBEPEeHUs neKkapCTBEHHOro npenaparta, Ha TeppuTtopun Poccunckon depepauuu,
3aperncTpupoBaHHble B CUCTEME MOHMTOPUHIa ABMXKEHUS NeKapCTBEHHbIX NpenapaToB ANs MEAMLMHCKOrO MPUMEHEHMST U
npeacTaBMBLLME B Hee CBEAEHUS O HaHeCeHUW cpeacTB MAeHTUdMKaLUMM Ha YNakoBKU fiekapCTBEHHbIX npenapaTos, Hapsagy C
WHopMaumen, ykaszaHHOW B Yactv 9 4 HacTosulen cTatbu, MOMyyYaeT COAepXallylocs B CUCTEME MOHUTOPMHra OBUXEHUS
nekapCTBeHHbIX NpenapaToB ANs MegULUHCKOro NpUMeHeHNss MHAOpMaLMio OrpaHUYeHHOro A0CTyna O Cepusax U NapTusax aTux
nekapcTBeHHbIX MpenapaTtoB 6Ge3BO3ME3[HO M BrpaBe OCYLECTBMATb CAMOCTOATENBHO MMM nopyvaTb 0bpaboTky Takow
MHopMaLMM TONbKO B COBCTBEHHbIX MHTepecax. [Npu 3TOM JOCTYN K Takon MHpopmaumm unu pesynsratam ee 06paboTku
MMEET TONbKO AAHHbIA CyObeKT obpalleHNsi NnekapCcTBEHHbIX CPeaCcTB UMK NMLUO, KOTOPOMY OH nopyynn obpabotky. Coctas
npeaocTaBnsiemMon B COOTBETCTBMM C HaACTosLLEN 4YacTbio uHdopmaumm onpegensierca [MpasutensctBom Poccuinckon
depepauymu.

(Yactb gononHuTenbHo BkNtoveHa ¢ 1 aHBapsa 2018 roga PenepanbHbiM 3akoHoM oT 28 aekabpa 2017 rona N 425-93; B
penakumu, BeegeHHon B gencteue ¢ 15 asrycta 2023 roga ®enepanbHbiv 3akoHoM OT 4 asrycta 2023 roga N 474-93. - Cwm.
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OReabIAyLLYI0 peaakumio)

11.3a Nnpor3BOACTBO MMM NPOAaXY NEKapCTBEHHbIX NPenapaTtoB Ans MEAWULWMHCKOro npMMeHeHust 6e3 HaHeCeHUsl CpeacTB
naeHTUgMKaUum, ¢ HapyLleHMeM YCTaHOBINEHHOMO nopsiaka UX HaHEeCeHUs!, a Takke 3a HECBOEBPEMEHHOE BHECEHWNE AaHHbIX B
CUCTEMY MOHMUTOPUHrA ABWKEHUS FeKapCTBEHHbLIX NpenapaToB Ans MeOMUMHCKOrO MPUMEHEHUSI UMW BHECEHWe B Hee
HEOCTOBEPHbIX AaHHbLIX OPUANYECKME NULA U MHOMBMAOYaANbHbIE NPeanpuHMMaTenn, ykasaHHble B Yactax 4 1 7 HacTosulen
cTaTbW, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKkoHoAaTenbcTBoM Poccuiickon degepaumu.

(Yactb gononHutenbHo BkNtoveHa ¢ 1 uiona 2020 roga PenepanbHbiM 3akoHOM oT 28 aekabpsa 2017 roga N 425-93 (c
U3MeHeHNsIMM BHeCeHHbIMU PefepanbHbiM 3akoHOM OT 27 Aekabpsa 2019 rona N 462-93))

12. MpaButensctBo Poccuiickon ®enepauny BnpaBe YCTAaHOBUTb OCODEHHOCTU BHEOPEHUS CUCTEMbI MOHUTOPUHra
OBWKEHNS1 NEeKapCTBEHHbIX MnpenapaTtoB Afs MEAULUMHCKOrO MPUMEHEHUs, BKOYasi CPOKWM e€e BHEeOpeHusi, B OTHOLUEHUW
NeKapCTBeHHbIX npenapaToB ANs MEOWMUMHCKOTO MNPUMEHEHUS, BKITHOYEHHbIX B MEepeYeHb >XU3HEHHO HeobXoauMbIX W
Ba)XKHENLUNX JleKapCTBEHHbIX MpenapaToB, NeKapCTBEHHbLIX MpenapartoB, NpeaHasHa4YeHHbIX Anst obecneveHus nuu, 60MNbHbIX
remounnern, MyKoBUCUMOO30M, MNodu3apHbiM HaHM3MOM, OonesHbko [ouwe, 3MokavyecTBEHHbIMM HOBOOOGpPA30BaHUSIMU
numMdOonaHON, KPOBETBOPHOW N POACTBEHHbLIX MM TKAHEW, pacCesiHHbIM CKMepo30M, NUL, Nocne TpaHcniaHTauMm OpraHoB U
(Mnn) TKaHew, MHbIX NeKapCTBEHHbIX NpenapaToB A1 MeOULUHCKOTO NPUMEHEHNS.

(Yactb gononHutensHO BkNtoveHa ¢ 1 aHBaps 2018 roga ®enepansHbiM 3akoHoM OT 28 aekabpa 2017 rona N 425-03)

KomMmmeHTapum K ctatbe 67

MABA 14_1. OrPAHUYEHUA, HANNATAEMbIE HA OPTAHU3ALIUU, OCYLLECTBNAIOWUE OEATENIBHOCTb
MO OBPALLEHWMIO JIEKAPCTBEHHbIX CPEACTB

(Mnaea gononHutenbHoO BkNoYeHa PeaepanbHbiM 3akoHOM OT 25 Hoabpa 2013 rona N 317-93)

CTATbA 67_1. OrTPAHUYEHUA, HANATAEMBIE NPU OCYLWLWECTBINEHUN OEATEJIbHOCTU B COEPE
OBPALLEHUA NEKAPCTBEHHbIX CPEACTB

1. OpraHusauun, 3aHumatolmecs paspaboTkoi, NPOU3BOACTBOM M (MNK) peanusaumeit nekapcTBEeHHbIX npenapaTtoB Ans
MEOMLMHCKOrO NPUMEHEHWs, opraHusauuu, obnagatolme npaBamMy Ha  WCMONb3oBaHME TOProBOrO  HaMMEHOBaHWS
rniekapCTBEHHOro npenapaTa ans MeauLMHCKOro NMPUMEHEHWS!, OpraH13aLum onToBOW TOProBMM fieKapCTBEHHBIMU CpeacTBamu,
anTeyHble opraHM3aummn (MX NpeacTaBUTENN, Hble U3NYECKUE U IOpUAMYECKMEe NULA, OCYLLECTBISAOLWME CBOK AEATEeNbHOCTb
OT WMEHMW 3TUX OpraHu3auui) B OTHOLUEHUM MEOMLMHCKMX PabBOTHUKOB M PYKOBOAMTENEN MEAULMHCKMX OpraHv3auuin He
BnpaBe:

1) BpyyaTb nodapku, BbIMfayMBaTh [AEHEXHble CpPeAcTBa (3a WCKIOYEHUMEM BO3HArpaXxJeHWin Mo [oroBopaM npu
NPOBEOEHUN KITMHWYECKUX WUCCREQOBAHWUI NEKAPCTBEHHbIX MpPenapaTtoB AN MEAMLMHCKOrO MPUMEHEHUS, BO3HarpaxaeHuit,
CBAI3aHHbIX C OCYLLECTBNEHNEM MEAMLMHCKUM paGOoTHMKOM Neaarornyeckon u (MUnm) HayyHoi OeATenbHOCTU), B TOM Yuche
onnayMBaTb pasBrievYeHus, OTAbIX, MNPOe3n K MeCTy OTAblxa, a Takke MpuBMeKaTb K y4acTUio B pasBriekaTeNlbHbIX
MepPONPUSTUSX, MPOBOAUMbIX 38 CHET CBOMX CPEACTB;

2) 3aKno4aTh CorMalleHusi O HasHaYeHNM U peKoMeHZaumMn NauueHTam NekapCTBEHHbIX NpenapaToB Ans MeavUMHCKOro
NpUMeHeHMs1 (3a WCKMHYEHNEM [OrOBOPOB O MPOBEAEHWUM KIMHUYECKMX WCCRELoBaHWUiA JieKapCTBEHHbIX MnpenapaToB Ans
MELMLMHCKOro NPUMEHEHNs);

3) npegocTaBnaTb 06pasLbl eKapCTBEHHLIX NPenapaToB Ans MeaULUMHCKOrO NPUMEHEHUs B LIeNsX BpyYeHUs nauveHTam
(3a uckntodeHMeM crny4vaeB, CBsi3aHHbIX C MPOBEAEHWEM KIMHWYECKUX WCCNEeqoBaHW fekapCTBEHHbIX NpenapaToB Ans
MELMLMHCKOIo NPUMEHeHNs);

4) npenocrtaBnATb HeOOCTOBEPHYHO U (VIJ'II/I) HEenoJrHyto I/IHdI)OpMaLI,I/I}O O J1eKapCTBEHHbIX npenapartax aAna MeguumHCKOro
NPpUMeHeHnA;

5) nocewatb ux B pabodee BpeMs Ha paboumx MecTaX, 3a WCKMIOYEHWEM CryyaeB, CBSI3@HHbIX C MPOBEAEHUEM
KMUHWYECKUX WCCNENOBAHWUIA JEKApCTBEHHbIX MNPEenapaTtoB Ans MEOULMHCKOTO TMPUMEHEHMsl, C ydacTMeM B MOpsiakKe,
YCTaHOBMEHHOM PYKOBOAUTENEM MEOMLIMHCKON opraHusauum, B coObpaHusax MeaMUMHCKUX pabOTHUKOB M UHLIX MEPONPUSATUSX,
HarnpaBreHHbIX Ha MOBbIWEHME WX NpodeccUoHarnbHOrO YPOBHA UMW Ha NpefdocTaBrieHne MHdopmauum, CBSA3AHHOW ¢
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ocyuiecTBlieHneM MOHUTOPUHra BesonacHocTn NNeKapCTBEHHbIX NpenapartoBs;

6) nobyxaaTb K BbIMUCHIBAHUIO NEKAPCTBEHHbIX NpenapaToB Ans MeaWLMHCKOTO NMpUMEHeHUs Ha GrnaHkax, codepalymnx
MHOPMALIMIO PEKITAMHOTO XapakTepa, a Takke Ha peLenTypHbIx GriaHkax, Ha KOTOpbIX 3apaHee HamneyaTaHo HauMeHoBaHWe
neKkapcTBEHHOro npenapara afst MeauuUHCKOro NpUMeHEHMs.

2. OpraHusauuu, ykasaHHble B ab3aue nepBoM 4actv 1 HacTosulel cTatbu, M WX NPeacTaBUTENU B OTHOLUEHMM
hapmaLeBTUYeCKMX paboTHNKOB M PyKOBOAMTENEN anTeYHbIX OpraHn3aLmnii He Brpase:

1) Bpy4daTb NodapKu, BbiNfladnBaTb AeHEXHble CpencTBa, B TOM HYUCHE onfladnBaTtb pa3BriedeHnd, oTablX, npoesa K Mecty
oTAbIXa, U NpuBMekaTb K y4aCTUo B pa3BriekaTerlbHbIX MepornpuaTmnax, npoBoanMbIX 3a CHET CBOUX CPEACTB;

2) npenocTaBnATb o6pa3u,b| NeKapCTBEHHbIX npenapartoB A4 MeOUUNHCKOIo NpuMeHeHuna Ona BpyYeHnd HaCcerneHuio,

3) 3aKrnk4aTb cornaleHna o npeanoXeHnn HaceneHunto onpeneneHHblX NeKapCTBeHHbIX npenapartoB Anda MmeaunuunHCKoro
NPUMEeHeHUA;

4) npenoctaBnATb HEOOCTOBEPHYHO U (VIJ'II/I) HEenoJriHyto I/IHd)OpMaLI,I/HO O J1eKapCTBEHHbIX npenapartax Ana MeguumHCKOro
NnpuMeHeHndA, B TOM 4Yucre nMerwmnx oanHakoesoe MexagyHapoaHoe HenateHToBaHHOe HanMeHoBaHue.

KommeHTapui K ctatbe 67 1

CTATbA 67_2. TPEBOBAHUA K OPTAHU3ALIMU U MPOBEOEHUIO HAYYHbIX MEPOMPUATUNA, UHbIX
MEPONPUATUIN, HANPABJIEHHbIX HA NOBbILUEHUE MPO®ECCUOHANBHOIO YPOBHA MEOULIMHCKNX
PABOTHUKOB U HA NPEOOCTABJIEHUE UHOOPMALIMK, CBA3AHHON C OCYLLECTBIIEHUEM
MOHUTOPUHIA BE3OMNACHOCTU NNIEKAPCTBEHHbIX NMPEMNAPATOB

1. Mpn nNpoBegeHUM HayYHbIX MEPONPUSATUA, UHBIX MEPOMPUATUI, HaNpaBMneHHbIX Ha MOBbIEHWE NPOdEeCCUOoHaNLHOro
YPOBHA MEeAMUMHCKUX PabOTHMKOB UMM Ha npefocTaBfieHMe CBSA3aHHOW C OCYLLEeCTBNEHMEM MOHUTOPUHra GesonacHocTu
nekapcTBeHHbIX MpenapatoB MHAOPMAaLMK, OpraHu3yeMblX opraHv3aumMsamu, ykasaHHbiMyu B ab3aue nepBom Yactu 1 cratbu
67_1 Hacrosuiero ®eaepanbHOro 3akoHa, UX npeacraButTendamu u (Mnn) UHaHCMpyeMbix 3a CHET CpeacTB 9TUX OpraHn3auum
W X NMpeacTtaBuTener, 3anpellaeTtcsl NpPensaTCTBOBaTb YYacTMIO B YKa3aHHbIX MEPOMNPUATUSX MHbIX OpraHM3auun, KoTopble
Npou3BOAAT WM peanuayloT NekapcTBeHHble npenapaTbl ANS MEAWULMHCKOrO MNPUMEHEHUS CO CXOXUM  MEXaHW3MOM
(papmakonorm4eckoro AencTems, Nnbo cosgaBaTh OUCKPMMMHALMOHHBIE YCMOBUSI NSl OOHMX YYACTHWKOB MO CPABHEHMWIO C
OPYrMMM y4aCcTHUKaMM1, a UMEHHO:

1) npenocTaBnATb pa3fin4HoOEe KOJTIM4EeCTBO BpeMeEHU And BbICTyI'IJ'IeHI/IIZ Yy4aCTHUKOB, pa3rfindHblie NO pa3mepy 3aHMMaemMoun
nnowanun mecrta anda aeMoHCTpaunn 06p33LI,OB JIeKapCTBEHHbIX npenapaTtoB And MeanunHCKOro npuMmeHeHna nnn peknamMHbixX
mMatepunanoB O JNeKapCTBEHHbIX npenapartax AnAa MeauuunHCKOro npMMeHeHua Ha 3KCno3nuuax, cteHaax, 3a WUCKIHYeHUneEM
cny4yaeB, ecl Takume YCIoBUA 3akpensieHbl B cornawleHnax 3Tux opraHmsaLu/uh, nx HpeﬂCTaBI/ITeJ'IeI;I o (*)VIHaHCI/IpOBaHI/II/I
YKa3aHHbIX MepOI'IpVIﬂTMVI n OGyCJ'IOBJ'IeHbI pa3nnyHbIMK 3aTpaTaMn YH4aCTHUKOB Ha UX opraHn3aunio;

2) ycTaHaBnuBaTb pasmMep B3HOCa AN YYaCTHWKOB MEPOMPUSTUN, yKa3aHHbiX B abs3aue nepBoM HacTosiel 4acTu,

NpeBbILAWNA CyMMY 3aTpaT Ha opraHusauuio ykasaHHbIX MepOonpuUSTMA U Beaylimii K HeOGOCHOBAHHOMY OrpaHUYeHUIo
yucna Mx y4acTHUKOB.

2. OpraHusauun, ykasaHHble B ab3aue nepBom 4Yactu 1 cratbm 67 1 Hactosulero depepanbHOro 3akoHa, WX
npeacTaBUTENN, OCYLLIECTBAIOWME OpraHM3aumio u (Mnm) puHaHcMpoBaHMe MEPONPUSATUIA, YKasaHHbIX B Yactu 1 HacTosdulen
cTatbu, 0bsA3aHbl obecneumBaTb AOCTYN K MHoOpMauun O gate, MecTe U BPEMEHU MPOBEAEHMST yKa3aHHbIX MEepPOnpUSTUi,
nnadax, nporpammax nNpPOBEAEHUS YKa3aHHbIX MEepOonpuSaTUA U Temax, MraHWpyembiX AN PacCMOTPEeHWs, cocTaBe WX
YYaCTHUKOB MyTEM pasMeLleHUs COOTBETCTBYHOLLENW MHGOPMaUUM Ha CBOMX ouumnanbHbiX cantax B cetn "MHTepHeT" He
nosgHee AByX MeCALEB 10 HaYana NpoBeAEHUs YKa3aHHbIX MEPONPUATUN.

3. IHdopmaLmsa o npoBeaeHUM MeponpuATUi, ykasaHHbIX B YacTn 1 HacTosLen cTaTbu, B CPOK, YCTAHOBMNEHHbIN YacTbio 2
HacTosLlen cTaTbu, AOMKHA ObITh HanpaBneHa B denepanbHbii OpraH UCTMONMHUTENBHOW BNAcTW, OCYLLECTBASIOWMA (YHKLMN
Nno KOHTPOMO M Haasopy B cdepe 30paBOOXpaHeHud, And nocrneayowero pasMmelleHns ee Ha oduumManbHOM canTe 3Toro
opraHa B cetn "UIHTepHeT".
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KomMmmeHTapui K ctatbe 67 2

IMABA 15. OTBETCTBEHHOCTb 3A HAPYLLEHUE 3AKOHOOATENbLCTBA POCCUUCKON ®ELQEPALIUN NPU
OBPALLEHWU NEKAPCTBEHHbIX CPEACTB U BOSMELLWEHUE BPEOA, NPUYUHEHHOIO 30OPOBbIO
FPAXKOAH BCNEACTBUE NMPUMEHEHUA NEKAPCTBEHHbIX NMPENAPATOB

CTATbS 68. OTBETCTBEHHOCTb 3A HAPYLLEHUE 3AKOHOOATEJIbCTBA POCCUACKON ®EQEPALIUM MPU
OBPALLEHUU NEKAPCTBEHHbIX CPEACTB

1. HapyweHue 3akoHogaTtenbctBa Poccuiickon ®eagepaumm npu obpalleHnn nekapcTBEHHbIX CpeacTB BreyeT 3a cobon
OTBETCTBEHHOCTL B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuiickorn ®enepaumn.

(Yactb B pegakuuun, BBegeHHou B aenctene ¢ 1 nonsa 2015 roga degepanbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-
®3. - CMm. npeapiayLLyo PeAaKLn)

2. 3a HenpeacTaBneHne MM HECBOEBPEMEHHOE NpeacTaBneHme nHopmauun m (Mnu) OKYMeEHToB NMbo npeacTaBneHne
HEedoCTOBEpPHbIX WHdopMauMM U (MnKM) AOKYMEHTOB, NPEeAyCMOTPEHHbIX HacToswum PegepanbHbiM 3aKOHOM, CyObeKTbl
ob6palleHns NekapCTBEHHbIX CPeACTB HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3akOHOAaTeNbCTBOM Poccuickoin ®eaepaunn.

(MacTb gononHuTensHO BkMtoveHa ¢ 1 nionsa 2015 roga PenepanbHbiM 3akoHOM OT 22 fAekabps 2014 rona N 429-93; B
penakumm, BeBeaeHHon B genctene ¢ 15 uioHa 2018 roga PenepanbHbiM 3akoHOM OT 4 mioHa 2018 roga N 140-93. - Cwm.
NReAbIAYLLYIO pefaKLmio)

KommeHTapum k ctatbe 68

CTATbA 69. BOSMELWWEHUE BPEOA, NPUHMUHEHHOIO 300POBbLIO N'PAXKOAH BCNEACTBUE NPUMEHEHUA
NEKAPCTBEHHbIX NMPEMNAPATOB

1. MpounssoanTenb NekapcTBEHHONO Npenaparta 0b6s3aH BO3MECTUTb Bpe[d, NMPUYMHEHHbIN 300POBbI0 rpaXaaH BcrneacTeme
NMPUMEHEHMS NEKapPCTBEHHOIO Npenapara, ecrv gokasaHo, YTo:

1) neKkapcTBEHHbIN Mpenapar MPUMEHANCA MO HAasHAYeHW0 B COOTBETCTBUM C  WHCTPYKUMEN MO MPUMEHEHMIo
neKapcTBEHHOro npenapara y NpPUYMHON Bpeaa ABUICA BBOJ, B rpaKaaHcKuin 06opoT HeqobpokayecTBEHHOMO NeKapCTBEHHOO
npenapara;

2) Bpen 300pOoBbHO NMPpUYUHEH BCreacTemne He,D,OCTOBepHOI‘/'I |/|H¢)opmau|/|m, co,qepmau.u,eﬁcq B UHCTPYKUUN MO NMPUMEHEHUIO
NeKapCTBeHHOro npenapara, n3gaHHomn npounseoguTenem nekapCTtBeHHOro npenapara.

2. B cny4yae, ecnu Bped 340POBbI rpaxgaH MpUYMHEH BCMEeACTBME NPUMEHEHWs feKkapCTBEHHOro mnpenapara,
npuvLeLlero B HEroAHOCTb B pe3ynbraTte HapyLleHUs npaBui XpaHeHUs nekapCTBEHHbIX CPpeacTB, NpaBui ONTOBOW TOProBnuv
nekapcTBeHHbIMW npenapataMmu, MpaBun OTMyCKa feKapCTBEHHbIX MNpenapaToB, MNpaBWil  U3rOTOBMEHUS W OTnycka
nekapcTBeHHbIX MpenapaTtoB, BO3MeLleHWe Bpeda OCYLLEeCTBNSEeTCs COOTBETCTBEHHO OpraHusauueri OnToBOWM TOProsnu
nekapcTBeHHbIMW CpeacTBaMM, anTeYHON opraHu3aumen, UHAMBUAYanbHbIM NpearnpuHUMaTenemM, UMenLWuMn NUUEH3NI0 Ha
apMaLeBTUYECKYI0 AEATENbHOCTb UMW FIMLEH3NI0 Ha MEOULIMHCKYIO OeATENbHOCTb, MEAMLUHCKON opraHu3aunen, umetoLlemn
NNUEH3NIO Ha (hapMaLeBTUYECKYD OeATenbHOCTb (ee 060cobneHHbIM noapasgeneHnem (ambynaTtopuen, denbaepckum n
denbalepcko-akyLepcknm NyHKTamMu, LEHTPOM (OoTAeneHnem) obwen BpavyebHON (CEMENHO) NPaKTUKK), PacnoNOXEHHbIM B
CenbCKOM HacerneHHOM MyHKTe, B KOTOPOM OTCYTCTBYET anTevyHas opraHusauus), 4oMyCTUBLUMMW NPOLAXY WUIKN OTMYCK Takoro
nekapcTBEHHOro npenapara.

(Hactb B pepakumu, BBegeHHOW B pgenctBue PenepanbHbiM 3akoHOM OT 25 Hoabpsa 2013 roma N 317-93. - Cwm.
TREAbIAYLLYIO PEAaKLNIo)

3. Bo3amelleHre Bpeda, NPUYMHEHHOrO 300POBbLI0 rpaXdaH BCMEeACTBUE MPUMEHEHMS JNeKapCTBEHHbIX MpenapaTtoB uUnu
COBEpLUEHMS MPOTMBOMNPAaBHbIX AEWCTBUI CyObekTaMu obpaLleHns NekapCTBEHHbLIX CPEACTB, OCYLLECTBSETCA B COOTBETCTBUM
C 3aKkoHofaTtenbcTBoM Poccuiickon ®egepaunn.

KommeHTapum K ctatbe 69

MMABA 16. SAKNTIOYUTEJIbHBIE NMOJTIOXEHUA

CTATbA 70. O MPU3HAHUU YTPATUBLLUUMU CUNY OTAEJNIbHbIX SAKOHOLOATEJIbHbIX AKTOB
(MONOXEHWN 3AKOHOAATEJIbHbIX AKTOB) POCCUNCKOW ®ELQEPALIUA
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Mpu3HaTb yTpaTMBLLUMU CUMTY:

1) PenepanbHbin 3akoH oT 22 mnoHa 1998 ropa N 86-®3 "O nekapcTBeHHbIx cpeacteax” (CobpaHue 3akoHogaTenbCcTBa
Poccunckon ®eapepaumm, 1998, N 26, c1.3006);

2) ®enepanbHbIvi 3akoH oT 2 siHeaps 2000 roga N 5-903 "O BHeceHMM U3MEHEHUS 1 AononHeHn B PegepanbHbiin 3akoH "O
nekapcTBeHHbIx cpeacTBax” (CobpaHue 3akoHopartensctea Poccuiickon ®enepaumu, 2000, N 2, cT.126);

3) cratbio 40 denepancHoro 3akoHa oT 10 aHeaps 2003 roga N 15-®3 "O BHECEHWM WM3MEHEHUW W [JQMOMHEHWUNA B
HEKOTopble 3akoHoaaTenbHble akTbl Poccuiickon  Penepaumm B CBA3W € npuHatveM PenepanbHoro  3akoHa "O
NVLIEH3MPOBaHNK OTAENbHbIX BUAOB AedtensHocTtu" (CobpaHue 3akoHopatenbcTtBa Poccuiickon ®epepaumm, 2003, N 2,
cT.167);

4) cratbtio 31 PenepanvHoro 3akoHa oT 30 uwoHa 2003 roga N 86-®3 "O BHeCeHMM WU3MEHEeHWN W [ONOMNHEeHWUW B
HEKOTOpble 3akoHoAaTenbHble akTbl Poccuickon depepauunu, NpU3HAHUW YTRATUBLUMMUK CUITY OTAENbHbLIX 3aKOHOAATENbHbIX
akToB Poccuiickon Penepauun, NpeaocTaBneHnn oTAeNbHbIX FaRaHTUN COTRYAHUKAM OpPraHoB BHYTPREHHWX AeM, OpraHoB Mo
KOHTROMO 3a 0BOpPOTOM HapKOTUYECKMX CREACTB WM MNCUXOTPROMHbLIX BELLeCTB W yNpasgHaemblx deaepanbHbIX OpraHoB
HarnoroBon NoauLMK B CBA3W C OCYLLECTBNEHWEM MER MO COBEPRLUEHCTBOBAHWMIO TOCYAARCTBEHHOro ynpaeneHusa" (CobpaHue
3akoHogatenbcTBa Poccuickon degepauun, 2003, N 27, ¢1.2700);

5) cratbio 101 PenepanpHoro 3akoHa ot 22 asrycta 2004 roga N 122-93 "O BHeCeHWM U3MeHeHW B 3aKOHoAaTeNbHbIE
akTbl Poccunckon denepaumm n npuaHaHMn yTRATMBLUMMK CUIY HEKOTORbLIX 3aKOHOAATENbHbIX akToB Poccuickon deaepaummn
B CBA3U C NpUHATUEM dheaeparbHbiXx 3akoHOB "O BHECEHUN M3MEHEeHUr W aononHeHun B PenepanbHbit 3akoH "O6 obLimnx
NPUHLIMNAX opraHnsauuu 3akoHoaaTenbHbIX (NREACTaBUTENbHbLIX)_ U UCMNONHUTENbHbLIX OPraHOB rOCYAapCTBEHHOW BNAcTU
cyb6bekToB Poccuinckon Pepepaummn” n "O6 obLumx NpuUHLIMNAX OpraHu3aLuyM MEeCTHOro camoynpaBneHuss B Poccuiickon
®denepaummn” (CobpaHne 3akoHogatenscTBa Poccuinckon ®eaepaumm, 2004, N 35, c1.3607);

6) ctatbio 28 ®PenepanbHoro 3akoHa or 18 aekabpsa 2006 rona N 231-®3 "O BBeaeHUM B AENCTBME YacTu YETBEPTOW
[paxxnaHckoro kopekca Poccuiickon Pepepauun” (CobpaHune 3akoHogatenbcTBa Poccunckon ®Pegepaumu, 2006, N 52,
c1.5497).

KommeHTapum k ctatbe 70

CTATbA 71. BCTYIMJIEHUE B CUITY HACTOALLUEINO ®EQEPAJIbBHOINO 3AKOHA
1. Hactosiwmn ®epepanbHbiil 3aKoH BCTynaet B cuny ¢ 1 ceHtabps 2010 roga.

2. neKapCTBeHHble cpencrtea, 3apernctpupoBsaHHble OO0 OHA BCTYMJIEeHUA B CUJTy HacToAlero CDe,u,epaanoro 3aKOHa,
noanexar BKIMKYEeHUK0 B IrOCyNapCTBEHHbIE peeCTpbl JIEKAPCTBEHHbLIX CPEeACTB C BHECEHMEM YKa3aHHbIX B YaCTu 1 ctatbn 33
HacTodulero denepanbHOro 3akoHa CBeAeHWNn 06 aTtmx JNeKapCTBEeHHbIX cpencTBax oes npoxoxageHna BHOBb npouenypbl
FOC)/,D,apCTBeHHOVI perncTpaunn neKkapCcTtBeHHbIX npenapaTos.

3. TocymapcTBeHHas perncrpaumsi NekapCTBEHHbIX MpenapatoB, 3a WCKIOYEHMEM FeKapCTBEHHbIX MpenapaTtoB AN
MEANLIMHCKOrO MPUMEHEHUs, MPEeACTaBMNEHHbIX Ha YKa3aHHYH perncrpauuio OO0 AOHs BCTYMMEHWS B CUNY HacTOSALLEro
denepanbHOro 3akoHa, OCyLLIECTBMSETCS B COOTBETCTBMM C HACTOAWMM PefepanbHbiM 3aKOHOM Ha OCHOBaHUU LOKYMEHTOB U
OaHHbIX, NMpeacTaBrneHHbIX A0 OHS1 BCTYNNEHMS B cuny HacTosiwero ®efeparnbHOro 3akoHa (4acTb JOMOnHeHa ¢ 26 okTaops
2010 roga ®enepanbHbiv 3akoHoM 0T 11 okTabpsa 2010 rona N 271-93 - cM. npeabiayLLyo peaakuuto).

3_1. TocynapcTBeHHasa perncrpauus nekapCTBeHHbIX NpenapatoB Ans MeAWUMHCKOro NpUMEeHeHUs, NpeacTaBneHHbIX Ha
rocyfapCTBEHHYI0 perucTpaumio A0 AHS BCTyNfneHus B cuny HacToswero PegepanbHOro 3akoHa, W rocygapcTBeHHas
pervcTpaums nekapcTBeHHbIX NpenapartoB A8 MeQULMHCKOro NpUMEeHeHUs, NpeacTaBneHHbIX Ha 3KCNepTU3y NeKkapCTBEHHbIX
cpencTB OO0 OHA BCTYNneHWs B cuny Hactosuwero degepanbHOro 3akoHa B LensxX MX nocrnegylollen rocygapCTBeHHOW
peructpaumm, OCYLLECTBNSAIOTCA Ha OCHOBaHWW [OOKYMEHTOB W [AaHHbIX, NpeAcTaBneHHbIX [0 OHA BCTYNNEeHus B cuny
HacTosiwero ®defepanbHOro 3aKkoHa, a Takke 3asiBfeHuWs O rocygapCTBEHHOW peructpaummM nekapcTBEHHOro npenapara,
npeacTaBneHHoOro Npou3BOAMTENEM NEKapCTBEHHbIX MpenapartoB WM YNOMHOMOYEHHbIM UM fWLOM B COOTBETCTBUM C
HacTosAwmMm deaepanbHbIM 3aKOHOM B YMONIHOMOYEHHbIM ddegepanbHbIi opraH MCnonHuTenbHoW Briactu 4o 1 maprta 2011
roga, 6e3 TpeboBaHus ynnatbl rocy4apCTBEHHONM MOLWNMHBLI, NPeayCMOTPEHHON 3akoHodaTenbcTBoM Poccuiickon degepauum o
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Hanorax u cbopax (4acTb AOMONHUTENbLHO BKMOYeHa ¢ 26 okTabpsa 2010 roga PenepanbHbiM 3akoHOM oT 11 okTabpsa 2010
rona N 271-93; B peaakumm, BBeaeHHon B aenctene ¢ 3 aekabps 2010 roga PenepanbHbiv 3akoHOM 0T 29 Hosbpsa 2010 roaa
N 313-93, pacnpocTpaHsieTca Ha NPaBOOTHOLLEHWS], BO3HMKLIME C 1 ceHTabps 2010 roga, - cM. NpeabIAYLLYI0 PEAaKLMIO).

3_2. MNoareepxaeHne rocygapCTBEHHON perucTpauum NekapcTBEHHbIX NpenapaToB Ans MEeOWLUHCKOro MnpuUMEeHeHUs,
npeacTaBneHHbIX As NoATBEPXAeHWS rocy4apCTBEHHON perncTpaumm 4o AHA BCTYNNEHUs B cuny Hactosiwero denepansHoro
3aKOHa, W MNOATBEPXAEHWE rOCYOapCTBEHHOM permcTpaumm NnekapcTBEHHbIX MpenapaTtoB AN MeAMUMHCKOrO MpUMEHeHUs,
npencTaBreHHbIX Ha 9KCMepTU3y NeKapCTBEHHbIX CPEACTB 4O AHSA BCTYMNEHWs B cuny HacTosiwero ®egepanbHOro 3akoHa B
Lenax nocreayoLwero NoATBEPKAEHUST UX FOCYAapCTBEHHOW pErucTpaumu, OCYLLECTBASIOTCS HA OCHOBAHWU LOKYMEHTOB U
OaHHbIX, MPEACTaBMEHHbIX OO [OHA BCTynneHus B curny HacTosiwero ®denepanbHOro 3akoHa, a Takke 3asiBNeHust o
NoATBEPXKOEHUN  rocygapCTBEHHOW — perucTpauum  niekapcTBEHHOro  npenapara, npeacTaBreHHOro  Mpou3BoauTenem
neKkapCTBeHHbIX npenapaToB MMM YMNOMHOMOYEHHbIM MM MWLOM B COOTBETCTBMM C HacToswmm deaeparnbHbiM 3aKOHOM B
YMONMHOMOYEHHBIN  dhefepanbHbIl OpraH UCMonHWTenbHoW Bnactu o 1 mapta 2011 roga, ©6e3 TpeboBaHus ynnatbl
rocyapCTBEHHOW MOLUMMHbI, NPeayCMOTPEHHON 3akoHoaaTenbcTBoM Poccuinckon depepaumm 0 Hamorax u cbopax (4acTb
AOMNOoNHUTENbHO BKNtoYeHa ¢ 26 okTsaopsa 2010 ropa PenepanbHbiv 3akoHoM oT 11 okTabps 2010 roga N 271-93; B pegakuuu,
BBeOeHHoW B AaeiictBue ¢ 3 pgekabpsa 2010 roga PenepanbHbiM - 3akoHOM OT 29 Hos6pa 2010 roga N 313-93,
pacnpocTpaHsieTca Ha NpaBOOTHOLLEHNS, Bo3HMKWKE ¢ 1 ceHTAabpa 2010 roaa, - cM. NpeabIAYLLYI0 PeAAKLIMIO).

3_3. lpuHATME pelleHnss O BHECEHUW W3MEHEHWN B AOKYMEHTbI, codepXalmMecss B PerncrpauMoHHOM [OCbe Ha
3aperncTpmpoBaHHbIf NIEKapCTBEHHbIN NpenapaTt Ansg MeauUMHCKOro NPUMEHEHNSA 1 NPeACTaBfeHHble A0 OHA BCTYNNEHUs B
cuny Hactosiwero denepanbHOro 3akoHa, U MPUHATUE PELUEHUS O BHECEHMM U3MEHEHUN B OOKYMEHTbI, cogepalimecs B
permcTpaumoHHOM [OCbe Ha 3aperMcTpUpOBaHHbIA  NEKAPCTBEHHbIM npenapat Afs MEeAUUMHCKOrO MPUMEHEHNa WU
NpeAcTaBrieHHbIE Ha 3KCNEepTM3Y NEKApCTBEHHbIX CPeACTB A0 AHS BCTYMNNEHWs B CUNy HacTodwero denepanbHOro 3akoHa,
OCYLLECTBIAOTCA Ha OCHOBaHMM [OKYMEHTOB M [AaHHbIX, MNPEACTaBMNEHHbIX A0 AHs BCTYNNEHUS B CWUIY HACTOSILLEro
depepanbHOro 3akoHa, a Takke 3asiBfieHUst O BHECEHUN U3MEHEHWUI B LOKYMEHTbI, CoAepKalumMecs B PErMCTPaUMOHHOM OCbe
Ha 3aperMcTpMpOBaHHbIA FIEKAPCTBEHHLIN MNpenapat And MeauuUMHCKOro MPUMEHEHMUS, NPenCTaBIEHHONO0 MPOM3BOAUTENEM
NeKapcTBEHHbIX MpenapartoB UMM YNONMHOMOYEHHBIM UM NULIOM B COOTBETCTBMM C HacTosawum denepanbHbiM 3aKOHOM B
YMONMHOMOYEHHBIN  dhefepanbHbIl opraH KcrnonHuTenbHoW Bnactu o 1 mapta 2011 ropa, 6e3 TpeboBaHus ynnatbl
rocyapCTBEHHOW MOLUMMHbI, NPeayCMOTPEHHON 3akoHoaaTtenbcTBoM Poccuinckon depepaumm 0 Hamorax u cbopax (4acTb
AOMNONHUTENBbHO BKNtoyeHa ¢ 26 okTsopsa 2010 roga ®enepanbHbiv 3akoHoM oT 11 okTabps 2010 roga N 271-93; B pegakumm,
BBeOeHHoM B pdenctBue ¢ 3 pgekabpsa 2010 roga PepepanbHbiM  3akoHOM OT 29 Hosbpa 2010 roga N 313-93,
pacnpocTpaHseTCs Ha NPaBOOTHOLLEHUS, BO3HUKLWIME ¢ 1 ceHTAbpsa 2010 roga, - cM. NReAbIaYLLYI0 PeaaKLIMIO).

3 4. Bblgaya paspelueHuin Ha NpoBeaeHne KNMHUYECKUX UCCegoBaHMI NeKapCTBEHHbIX NpenapaToB Ans MeauUMHCKOro
NPUMEHEHNA MO 3asiBMEHUsIM, MoAaHHbIM [0 [OHS BCTYMNEHUMS B cCuNy HacTosiwero ®egepanbHOro 3akoHa, a Takke Mo
3asBIEHMAM, MOAaHHbIM MOCre AHS BCTYMNEeHUs B cuiy Hactosiero ®epeparnbHOro 3akoHa Ha OCHOBaHMU 3KCMepTus,
NPOBEAEHHLIX A0 AHS BCTYMMEHWUsI B CUIy HacTosilero ®egepanbHOro 3akoHa, OCYyLLECTBISIETCA B COOTBETCTBUN C HACTOSILLMM
degepanbHbIM 3aKOHOM Ha OCHOBAHWMMW LOKYMEHTOB U AaHHbIX, NPeACTaBNEHHbIX UK NOSYyYEHHbIX OO OHSA BCTYNNEHUS B CUMy
HacTodawero PenepanbHOro 3akoHa, a Takke Ha OCHOBaHWUWM KOMUW NpeaBapuUTENbHOro 4oroBopa 0b6a3aTenbHOro CTpaxoBaHms
XWU3HW, 300POBbsS MALUMEHTOB, YYaCTBYIOLMX B KITMHUYECKOM UCCNEAOBaHUM NEKapCTBEHHOrO npenaparta Ans MeguuuHCKOro
NPUMEHEHNS, UMM KOMUM AOroBopa 06583aTenbHOr0 CTPaxoBaHWS XMU3HWU, 340POBbsS NALMEHTOB, Y4aCTBYHOLUNX B KIMHUYECKOM
nccneaoBaHUM NEKapCTBEHHOrO npenapaTta Ans MeauuMHCKOro nNpuMeHeHusi, nubo npeacTaBneHHOW Komuu [oroBopa
0obs3aTenbHOro  CTpaxoBaHMsl, 3aKMOYEHHOro B COOTBETCTBMM C TUMOBLIMM MpaBuiiamn 00A3aTENbHOrO CTpaxoBaHUA, C
yKasaHuem npenenbHOM YMCNEHHOCTM MaLMEHTOB, Y4aCTBYHOLWNX B KITMHUYECKOM MCCIegoBaHMU NIEKAapCTBEHHOMO npenapara
ans  MeOUUMHCKOro  npumeHeHusl, ©0e3  TpeboBaHWs  ynnaTtbl  rOCyO4apCTBEHHOW  MOLWSWHBI,  MPeayCMOTPEHHOW
3akoHogatenscTBom Poccuiickon degepaunm o Hanorax u cbopax (4acTb OONOMHUTENBHO BKItodeHa ¢ 26 okTabps 2010 roga
®denepanbHbiM 3akoHoM 0T 11 okTabpa 2010 ropa N 271-P3; B pegakumn, BBegeHHo B aenctene ¢ 3 gekabpsa 2010 roga
®denepanbHbiM_3akoHOM OT 29 Hoabpa 2010 roga N 313-P3, pacnpocTpaHsieTca Ha NpPaBOOTHOLLUEHMS, BO3HUKWME C 1
ceHTa6psa 2010 roga, - cM. IpeabIAYLLYI0 PeAaKLMIO).

3_5. 3apernctpupoBaHHble B MHOCTPaHHOW BamnTe OO0 OHS BCTYNNEHWst B cuny Hactosiero degepanbHOro 3akoHa
npenenbHble OTMYCKHbIE LIEHbl MHOCTPaHHbIX NMPOU3BOAMUTENEN Ha NeKapCTBEHHble NnpenapaTbl, BKMYEHHbIE B NepeveHb
XM3HEHHO HEOOXOAMMbIX U BaXKHEMLLMX NEKapCTBEHHbIX MpenapaTtoB, Noagnexar nepecyeTy B pybnu no kypcy LleHTpanbHoro
b6aHka Poccuinckonn ®epepaumm Ha paty, yYCTaHOBMeHHyw [paButenbctBoMm Poccuiickon ®epepaunun, 6e3 npeactaBneHusi
3as1BIEHNST O NepecdeTe LeHbl C BHECEHMEM COOTBETCTBYHLUMX W3MEHEHWA B TOCYOAPCTBEHHbIA peecTp npenenbHbIX
OTMYCKHbIX LEH MNpoM3BOAUTENEN Ha IEeKapCTBEHHble Mpenaparbl, BKMYEHHbIE B MEepevYeHb >XU3HEHHO HeobXoAMMBIX W
Ba)XKHEMLUNX NEeKapCTBEHHbIX NpenapaTtoB (YacTb AOMNOMHMTENBbHO BKIoYeHa ¢ 26 oktabps 2010 roga deaepanbHbIM 3aKOHOM
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o1 11 okts6psa 2010 roga N 271-93).

3_6. 3apernctpupoBaHHble 40 AHSA BCTYNNEHUs B cuny HacToswero ®eaepanbHOro 3akoHa npeaerbHble OTNYCKHbIE LIEHbI
POCCUMACKMX NPOU3BOAUTENEN Ha NEKapCTBEHHblE MpenapaTbl, BKIIOYEHHbIE B MNEpeyYeHb KU3HEHHO HeobXxoouMbIX W
BaXKHEMLUNX NEKAPCTBEHHbIX NpenapaTtoBs, nognexar uHgekcauum ¢ 1 Hoabps 2010 roga Mcxoast U3 NPOrHO3MPYEMOro YPOBHS
WMHNSUMK, ycTaHoBneHHoro deaepanbHbiM 3akoHOM OT 2 Aekabpsa 2009 rona N 308-93 "O dhenepanbHom GroaxeTe Ha 2010
roa_v Ha nnaHosbii nepuoa_2011 n 2012 rogos" Ha 2011 roa (YacTe JOMONHUTENBHO BKModeHa ¢ 26 okTabpsa 2010 roga
PenepanbHbiM 3akoHoM OT 11 okTsa6psa 2010 rona N 271-93).

3_7. Nocne 1 mapta 2011 roga He JonyckalTCa NPOM3BOACTBO M BBO3 B Poccuiickyto degepaumnio nekapCTBEHHbIX
npenapaToB B yNakoBKaxX C MapKUPOBKOM, KOTopasi Obina HaHeceHa A0 [AHS BCTYMNeHust B cuny Hactoswero ®enepansbHoro
3aKkoHa. 1o ucTevyeHUM YykasaHHOro cpoKa [daHHble NeKapCTBeHHble npenapaTbl MOryT OTMyCKaTbCs, peann3oBbiBaThbCS,
nepegaBatbCAa N NPUMEHATLCSA OO MCTEYEHUS UX CPOKa FrOAHOCTH.

(YacTtb gononHUTENbHO BKModeHa ¢ 26 okTabpsa 2010 roga PenepanbHbiv 3akoHoM oT 11 okTa6pa 2010 rona N 271-93; B
penakumm, BeegeHHon B genctene ¢ 1 aHeapsa 2011 roga PenepanbHbiM 3akoHOM OT 29 Hodb6pa 2010 roaa N 313-93; B
penakumm, BBegeHHon B gencreme ¢ 7 saHBaps 2012 roga PenepanbHbiv 3akoHoM OT 6 aekabpa 2011 roaa N 409-93. - Cwm.
OpenplAyLWYyIo peaakLuio)

4. Co gHs BCTynneHus B cuny Hactoswero ®eaepanbHoro 3akoHa 1 no 30 anpensa 2011 roga BKAYUTENBHO AOMyCcKaeTcs
NpoBeAEHNE 3KCMEPTU3bI NIEKAPCTBEHHbLIX CPEACTB 3KCNepTaMm SKCNEPTHOrO yUpeXaeHus 40 NPOXOXAEeHUst MMU aTTecTauun B
nopsiake, yCTaHOBIIEHHOM YMNONHOMOYEHHbIM dhefeparbHbIM OpraHOM UCMONHUTENBHOW BNacTU.

5. Co pHa BctynneHus B cuny Hacrtosiwero PepepanbHoro 3akoHa u no 31 gekabpsa 2013 roga BKOYUTENBHO
OCYLLECTBIISIETCS NEPEXOA K NPON3BOACTBY JNIEKAPCTBEHHbLIX CPEACTB B COOTBETCTBMM C NpaBuiaMm opraHM3auumn npomsBoacTea
N KOHTPOMNSsl KayecTBa JIEKapCTBEHHbIX CPeAcTB, yKasaHHbiIMM B Yactu 1 crtatbm 45 Hactodulero PenepanbHOro 3akoHa, B
nonHom obbeme. Cpokm nepexoaa NPOM3BOACTBA JIEKAPCTBEHHbLIX CPEACTB K UX MPON3BOACTBY B COOTBETCTBMM C KOHKPETHBLIMU
TpeboBaHMAMU AaHHbIX NPaBWr, BKMKYas CPOKW aTTecTaumu YrNONMHOMOYEHHbIX MWL, yKa3aHHbIX B Yactax 6 u 7 crtatbu 45
HacTodulero ®eaepanbHOro 3akoHa, ycraHasnmeatotces [paButensctBoM Poccuiickon ®egepaunn.

6. JInueH3un Ha NPOM3BOACTBO flekapCTBEHHbIX CpeacTs, BblAaHHble Ao 1 aHBaps 2014 roga, AencTBylOT nocne 1 saHBaps
2014 roga [0 nctedeHus cpoka ux AerCTBUSA Npy YCNoBUM COOTBETCTBUSA NULEH3MaTa NpaBunamM opraHMsauumn nponssoacTsea u
KOHTPOIS KayecTBa fekapCcTBEHHbIX CPEACTB, Yka3aHHbIM B Yactu 1 ctatbu 45 HacTosuwero PenepansHOro 3akoHa.

7. ®opMupoBaHMEe roCygapCTBEHHOIO 3adaHus Ha NPOBEAEHUE 3KCMepTusbl JNIEKAapCTBEHHBLIX CPEACTB dedeparnbHOMY
rocyAapCTBEHHOMY OHOIKETHOMY YUpPEXOEHUK MO MNPOBEAEHUIO 3KCMEepTM3bl JIEKAPCTBEHHLIX CpeacTB U (buMHaHCOBOE
obecneveHne BbINOMHEHNSI 3TOMO 3afaHNsl OCYLLECTBNSATCA B NOPsiAKe, ycTaHoBNeHHOM PefepanbHbiM 3akoHOM OT 12 sgHBaps
1996 roma N 7-®3 "O HekoMMepyeckux opraHusauuax" (4acTb LONONHUTENbHO BKModeHa ¢ 3 gekabps 2010 roga
denepanbHbiM 3akoHOM 0T 29 Hos0pa 2010 rona N 313-93).

KommeHTapum k ctatbe 71

Mpe3ngeHT
Poccunckon ®enepaumm
[0.Mengenes

Mocksa, Kpemrnb
12 anpens 2010 roga
N 61-®3

Penmakiupa JOKyMeHTa C yUdeToM
UIMEHEHMY U JIOTOJIHEHMM TIOOT'OTOBRJIEHA
AO "Komexc"

[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/902239803#7DI0K9
http://docs.cntd.ru/document/902187895#64U0IK
http://docs.cntd.ru/document/902239803#7DI0K9
http://docs.cntd.ru/document/902239803#7DI0K9
http://docs.cntd.ru/document/902247741#7E40KE
http://docs.cntd.ru/document/902316095#8Q20M2
http://docs.cntd.ru/document/902320995#A7K0ND
http://docs.cntd.ru/document/902209774#8QM0M5
http://docs.cntd.ru/document/902209774#8R20MB
http://docs.cntd.ru/document/902209774#8PI0LQ
http://docs.cntd.ru/document/902209774#8QM0M5
http://docs.cntd.ru/document/9015223#64U0IK
http://docs.cntd.ru/document/902247741#7E40KE
http://docs.cntd.ru/document/420321621#AA20NN

