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POCCUNCKASA ®EOQEPALIUA
®EQEPANbHbLIA 3AKOH

Ob OBPALLUEHUU NEKAPCTBEHHbLIX CPEACTB

(c uameHeHnsimu Ha 19 okTabpa 2023 roga)

MHdopmaumsa 06 n3aMeHsIoLWnx goKyMeHTax

ﬂOKyMeHT C "AMeHeHnAMn, BHeCeHHbIMU:

PenepanbHbiM_3akoHoM o1 27 wrond 2010 roga N 192-93 (Poccuinckasa raseta, N 166, 29.07.2010) (o nopsiake
BCTYNIIEHUSI B CUITY CM. CTaTbio 4 PeaepanbHOro 3akoHa ot 27 mons 2010 rona N 192-93);

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

®denepanbHbiM_3akoHOM OT 29 Hoabpsa 2010 ropa N 313-®3 (Poccunckasa raseta, N 274, 03.12.2010) (o nopsake
BCTYNMEHUS B cuny cM. ctatbto 17 PenepanbHoro 3akoHa ot 29 HoAbpsa 2010 roaa N 313-93);

®denepanbHbiM 3akoHOM OT 6 aekabps 2011 rona N 409-903 (OduumanbHbIl MHTEPHET-NOPTaN NPaBoBOW MHGOPMAaLMK
www.pravo.gov.ru, 07.12.2011) (o nopsigke BCTYNNeHUs B cury cM. cTaTbio 26 deaepanbHoro sakoHa ot 6 Aekabpa 2011 roaa
N 409-93);

®denepanbHbiM _3akoHoM oT 25 utoHa 2012 roga N 93-903 (OdwmumanbHbIi UHTEPHET-NOPTan NpaBoOBOW MHGOPMAaLMu
www.pravo.gov.ru, 25.06.2012);

®denepanbHbiM 3akoHoM OT 25 nekabpsa 2012 rona N 262-93 (OdwmumanbHbIi MHTEPHET-NOPTaN NpaBoBON MHGOPMAaLIMK
WWW.pravo.gov.ru, 26.12.2012);

®denepanbHbiM_3akoHoM oT 2 umiong 2013 roga N 185-®3 (OdmumanbHbIi UHTEPHET-NOpTan npaBoBOW WMHGOpMaLMu
www.pravo.gov.ru, 08.07.2013) (o nopsgke BCTynneHns B cuny cMm. ctateto 163 deaepanbHoro 3akoHa ot 2 mnona 2013 rona N
185-93);

®denepanbHbiM _3akoHOM OT 25 Hoabps 2013 roga N 317-03 (OdumumanbHbii MHTEPHET-NOPTaNn nNpaBoBov WMHGOpMaLmm
www.pravo.gov.ru, 25.11.2013) (o nopsigke BCTyNneHus B cuny cM. cratblo 64 PefepanbHoro 3akoHa ot 25 Hoabps 2013 roaa
N 317-93);

®denepanbHbiM_3akoHoM oT 12 mapta 2014 roga N 33-®3 (OcdhumumanbHbid MHTEPHET-NOpTan nNpaBoBOW WHOpMaLumm
www.pravo.gov.ru, 12.03.2014) (o nopsiake BCTYNneHuUs B cuny cM. ctatblo 21 PenepanbHoro 3akoHa ot 12 mapta 2014 rona N
33-93);

®denepanbHbiM 3akoHOM OT 22 okTa6psa 2014 rona N 313-®3 (OdmumnaneHbil MHTEPHET-NopTan npaBoBON MHGOPMaLIMu
www.pravo.gov.ru, 22.10.2014, N 0001201410220022) (0 nopsiake BCTYMneHMs B cuny cM. cTatbto 2 PefepanbHOro 3akoHa ot
22 okTa6psa 2014 rona N 313-93);

®denepanbHbiM 3akoHOM OT 22 fekabpsa 2014 rona N 429-93 (OdumumanbHbIi MIHTEPHET-NOPTaN NpaBoBON MHGOPMAaLIMK
www.pravo.gov.ru, 23.12.2014, N 0001201412230021) (c uameHeHnsiMn, BHECEHHbIMM PefepanbHbiM 3aKOHOM OT 8 mapTta
2015 ropa N 34-93, denepanbHbiM 3akoHoM 0T 13 mions 2015 roga N 241-93) (o nopsiake BCTYNNEHUs B CUIy CM. CTaTbio 4
®denepanbHoro 3akoHa ot 22 aekabpsa 2014 rona N 429-03);

®denepanbHbiM_3akoHoM oT 8 mapta 2015 ropa N 34-93 (OduumanbHbln MHTEpPHET-NopTan npaBoBOM WHGOPMaLMU
www.pravo.gov.ru, 09.03.2015, N 0001201503090043) (o nopsake BCTynsieHUs B cuiy cM. ctatblo 3 deaepanbHOro 3akoHa ot
8 mapta 2015 roaa N 34-93);

®denepanbHbiM_3akoHom oT 29 uioHa 2015 ropga N 160-®3 (OduumanbHbIil MHTEPHET-NOPTan npasoBon MHAOpMaL MU
www.pravo.gov.ru, 30.06.2015, N 0001201506300055);
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®denepanbHbiM 3akoHom oT 13 wons 2015 roaa N 233-03 (OdwuumanbHbIil UHTEPHET-NOPTan NpaBoBON MHGOPMAaLIMU
www.pravo.gov.ru, 13.07.2015, N 0001201507130077);

®denepanbHbiM _3akoHom oT 13 wong 2015 ropa N 241-03 (OdwmumanbHbIi UHTEPHET-NOPTan NpaBoBON MHGOPMAaLMK
www.pravo.gov.ru, 13.07.2015, N 0001201507130051);

®denepanbHbiM_3akoHoM oT 13 uiona 2015 ropa N 262-03 (OdwmumanbHbI HTEPHET-NopTan npaBoBoW WMHOpMaLmm
www.pravo.gov.ru, 13.07.2015, N 0001201507130067) (Bctynun B cuny ¢ 1 aHBapa 2016 roga);

®denepanbHbiM 3akoHoM OT 14 fekabpsa 2015 rona N 374-03 (OdmumanbHbIi MIHTEPHET-NOPTaN NPaBoBON MHGOPMAaLIMK
www.pravo.gov.ru, 15.12.2015, N 0001201512150001) (o nopsiake BCTynfeHUs B Cuiy CM. cTatblo 5 deaepanbHOro 3akoHa ot
14 pexkabpsa 2015 rona N 374-93);

®denepanbHbiM 3akoHoM OT 29 fnekabpsa 2015 rona N 389-03 (OdwmumanbHbI MHTEPHET-NOPTaN NpaBoBON MHGOPMAaLIMK
www.pravo.gov.ru, 29.12.2015, N 0001201512290018) (sctynun B cuny ¢ 1 aHBaps 2016 roga);

®denepanbHbiM _3akoHoM oT 2 umioHs 2016 roga N 163-03 (OdwmumanbHbIi UHTEPHET-NOPTan NpaBoBOW MHGOPMAaLMK
www.pravo.gov.ru, 02.06.2016, N 0001201606020015);

®denepanbHbiM_3akoHoM OT 3 utona 2016 roga N 261-03 (OdmumanbHbli MHTEPHET-NOpTan npaBoBOM WHOpMaLmm
www.pravo.gov.ru, 04.07.2016, N 0001201607040127) (o nopsake BCTynsfieHUs B cuiy cM. cTatblo 9 deaepanbHOro 3akoHa ot
3 uionsa 2016 rona N 261-$3);

®denepanbHbiM_3akoHoMm OT 3 uiona 2016 roga N 305-903 (OdpmumanbHbii MHTEPHET-NopTan npasBoBOM WHOpMaLumm
www.pravo.gov.ru, 04.07.2016, N 0001201607040146);

®denepanbHbiM _3akoHoM oT 3 uions 2016 roga N 350-03 (OdmumanbHbIi UHTEPHET-NopTan NpaBoBOW MHGOpPMAaLMu
www.pravo.gov.ru, 04.07.2016, N 0001201607040122);

®denepanbHbiM_3akoHom oT 29 wong 2017 roaa N 242-03 (OdwmumanbHbIi UHTEPHET-NOPTan npaBoBON MHGOPMaLMK
www.pravo.gov.ru, 30.07.2017, N 0001201707300032) (Bctynun B cuny ¢ 1 sHeapa 2018 roga);

®denepanbHbiM_3akoHom oT 29 wtong 2017 roaa N 278-903 (OduumanbHbIil UHTEPHET-NOPTan npaBoBon WMHGOpMaLMu
www.pravo.gov.ru, 31.07.2017, N 0001201707310022) (o nopsake BCTYnsieHUs B CUiy CM. cTaTblo 8 deaepanbHOro 3akoHa ot
29 nionga 2017 rona N 278-93);

®denepanbHbiM 3akoHOM OT 28 fekabpsa 2017 rona N 425-903 (OdmumanbHbIi MIHTEPHET-NOPTaN NPaBoBON MHGOPMAaLIMK
www.pravo.gov.ru, 29.12.2017, N 0001201712290006) (c uameHeHnsIMM BHeCeHHbIMM PeaepanbHbIM 3aKOHOM OT 28 HosA6pA
2018 ropa N 449-93, denepanbHbivM 3akoHOM OT 27 aekabps 2019 rona N 462-d3) (o nopsagke BCTYNNEHNsS B CUIY CM. CTaTblo
2 ®enepansHoro 3akoHa ot 28 aekabpa 2017 rona N 425-93);

®denepanbHbiM _3akoHoM oT 4 uioHs 2018 roga N 140-903 (OdwmumanbHbIi UHTEPHET-NOPTan NpaBoOBOW MHGOPMaLMu
www.pravo.gov.ru, 04.06.2018, N 0001201806040061);

denepanbHbiM 3akoHOM OT 28 Hos6pa 2018 roga N 449-03 (OdmumanbHbIi MHTEPHET-MOPTaN NPaBoBOW MHGOPMAaLIMK
www.pravo.gov.ru, 28.11.2018, N 0001201811280057) (o nopsiake BCTYMNMNeHNst B CUIY CM. cTaTbio 5 PenepanbHOro 3akoHa ot
28 Hos6ps 2018 rona N 449-03);

denepanbHbiM 3akoHoM OT 27 aekabps 2018 roga N 511-93 (OdmumanbHbIi MHTEPHET-NoOpTan nNpaBoBON MHGOPMaLMK
www.pravo.gov.ru, 27.12.2018, N 0001201812270067);

®denepanbHbiM_3akoHoM oT 6 umioHsa 2019 roga N 134-03 (OdmumanbHbIi UHTEPHET-NOpTan npaBoBOW WHGOpMaLmMu
www.pravo.gov.ru, 07.06.2019, N 0001201906070020);

®denepanbHbiM_3akoHOM OT 26 uiona 2019 ropga N 240-903 (OdwuumanbHbIl UHTEPHET-NopTan npaBoBoW WMHGopMaumm
www.pravo.gov.ru, 26.07.2019, N 0001201907260109);

®denepanbHbiM 3akoHoM oT 2 asrycta 2019 roga N 297-93 (OdmumaneHbii MHTEPHET-NOPTaN NpaBoBOW MHGOPMAaLIMU
www.pravo.gov.ru, 02.08.2019, N 0001201908020069);

denepanbHbiM 3akoHoM OT 27 fekabpsa 2019 rona N 462-93 (OdwmumanbHbI MHTEPHET-NOPTaN NpaBoBON MHGOPMAaLIMK
www.pravo.gov.ru, 28.12.2019, N 0001201912280029);
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®denepanbHbiM 3akoHoM OT 27 fekabpsa 2019 rona N 475-93 (OdmumanbHbIi MIHTEPHET-NOPTaN NpaBoBON MHGOPMAaLIMK
www.pravo.gov.ru, 28.12.2019, N 0001201912280038) (o nopsiake BCTYNsfieHUs1 B CUiy CM. cTaTblo 4 ®eaepanbHOro 3akoHa ot
27 nexkabpsa 2019 rona N 475-93);

®denepanbHbiM 3akoHoM OT 27 fekabpsa 2019 rona N 478-93 (OdwmumanbHbIi MHTEPHET-NOPTaN NpaBoBON MHGOPMAaLIMK
www.pravo.gov.ru, 28.12.2019, N 0001201912280025) (sctynun B cuny ¢ 1 sHeapa 2021 roga);

denepanbHbiM 3akoHoM OT 27 fekabpsa 2019 rona N 481-93 (OdmumanbHbI MHTEPHET-NOPTaN NpaBoBON MHAOPMaLMK
www.pravo.gov.ru, 28.12.2019, N 0001201912280034) (o nopsake BCTYNsfieHUs B CUiy CM. cTaTblo 5 deaepanbHOro 3akoHa ot
27 nexkabpsa 2019 rona N 481-93);

®denepanbHbiM_3akoHoM 0T 26 mapta 2020 roga N 67-®3 (OdmumanbHblid MHTEPHET-NOpPTan nNpaBoBOW WHOpMaLumm
www.pravo.gov.ru, 26.03.2020, N 0001202003260030);

®denepanbHbiM 3akoHoM OT 1 anpensa 2020 roga N 98-®3 (OdmumanbHbIi MHTEPHET-MOPTAN NPaBoOBOW MHGOPMAaLIMU
www.pravo.gov.ru, 01.04.2020, N 0001202004010072);

®denepanbHbiM 3akoHoMm oT 3 anpenda 2020 roga N 105-03 (OdwuumanbHbI MHTEPHET-MOPTan NpaBoBOM MHGOPMAaLMK
www.pravo.gov.ru, 03.04.2020, N 0001202004030060) (o nopsiake BCTynsieHUs B cuiy cM. ctaTblo 3 deaepanbHOro 3akoHa ot
3 anpens 2020 rona N 105-93);

®denepanbHbiM_3akoHom oT 13 utong 2020 roaa N 206-93 (OduumanbHbI UHTEPHET-NOPTan nNpaBoBON MHGOPMaLMK
www.pravo.gov.ru, 13.07.2020, N 0001202007130048) (o nopsake BCTynsieHUs B CUiy CM. cTaTblo 4 deaepanbHOro 3akoHa ot
13 niona 2020 roga N 206-$3);

®denepanbHbiM 3akoHoM 0T 8 aekabpsa 2020 roaa N 429-03 (OduumnansbHbIn MHTEPHET-NOPTaN NpaBoBov WMHdopMaLumm
www.pravo.gov.ru, 08.12.2020, N 0001202012080096);

®denepanbHbiM 3akoHOM OT 22 fekabpsa 2020 rona N 444-03 (OdwmumanbHbIi MIHTEPHET-NOPTaN NpaBoBON MHGOPMAaLIMU
www.pravo.gov.ru, 22.12.2020, N 0001202012220029);

®denepanbHbiM _3akoHoMm 0T 11 wmoHa 2021 roga N 170-93 (OdwuumanbHbIl MHTEPHET-NOPTan nNpaBoBOW MHGOPMAaLMU
www.pravo.gov.ru, 11.06.2021, N 0001202106110081) (o nopsiake BCTyNneHust B cuny cMm. ctatbio 138 PenepanbHOro 3akoHa
ot 11 uioHa 2021 ropa N 170-93);

®denepanbHbiM_3akoHoMm oT 2 umiong 2021 roga N 317-®3 (OdmumanbHbIi UHTEPHET-NopTan nNpaBoBOW MHGOpMaLMu
www.pravo.gov.ru, 02.07.2021, N 0001202107020024) (sctynun B cuny ¢ 1 ceHtabpsa 2023 roga);

denepanbHbiM_3akoHoM OT 8 mapta 2022 ropga N 46-$3 (OduumnanbHbll MHTEpPHET-MopTan npaBoBOM WHGOPMaLMu
www.pravo.gov.ru, 08.03.2022, N 0001202203080001);

®denepanbHbiM _3akoHOM 0T 26 mapta 2022 roga N 64-®3 (OdwmumanbHbIi MHTEPHET-MOPTAN NPaBoBOW MHGOPMAaLIMU
www.pravo.gov.ru, 26.03.2022, N 0001202203260005) (o nopsake BCTynfeHUs B Cuiy CM. cTatblo 5 ®eaepanbHOro 3akoHa ot
26 mapTta 2022 rona N 64-93);

®denepanbHbiM _3akoHoM oT 14 uionga 2022 rona N 311-903 (OduumanbHbI MHTEPHET-NOPTaN NpaBoBOW MHGOPMAaLIMK
www.pravo.gov.ru, 14.07.2022, N 0001202207140119);

®denepanbHbiM 3akoHoM OT 20 okTabpsa 2022 rona N 405-93 (OdumumnanbHbIn MHTEPHET-NoOpTan npaBoBON MHGOPMaLMK
www.pravo.gov.ru, 20.10.2022, N 0001202210200012) (sctynun B cuny ¢ 1 mapta 2023 roga);

denepanbHbiM 3akoHoM OT 5 aekabpsa 2022 roga N 502-93 (OdumumanbHbin MHTEPHET-NOPTaNn NpaBoBoW MHOpMaLMK
www.pravo.gov.ru, 05.12.2022, N 0001202212050043) (sctynun B cuny ¢ 1 ceHtabpa 2023 roga);

®denepanbHbiM 3akoHoM OT 19 fekabpsa 2022 rona N 519-03 (OdmumanbHbI MHTEPHET-NOPTaN NPaBoOBON MHGOPMAaLIMK
www.pravo.gov.ru, 19.12.2022, N 0001202212190006) (scTynun B cuny ¢ 1 sHeaps 2023 roga);

®denepanbHbiM 3akoHoM OT 28 anpens 2023 roga N 149-03 (OdmumanbHbii MIHTEPHET-MOPTaN NPaBoBOW MHGOPMAaLIMK
www.pravo.gov.ru, 28.04.2023, N 0001202304280033);

®denepanbHbiM 3akoHoM OT 28 anpens 2023 roga N 171-®3 (OdmumnanbHbIii MIHTEPHET-NOPTaN NPaBoBoOW MHGOPMAaLIMK
www.pravo.gov.ru, 28.04.2023, N 0001202304280024) (sctynun B cuny ¢ 1 ceHTabpa 2023 roga);
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®denepanbHbiM _3akoHoM 0T 24 wions 2023 roaa N 341-03 (OdwuumanbHbIil UHTEPHET-NOPTan NpaBoBON MHGOPMAaLIMU
www.pravo.gov.ru, 24.07.2023, N 0001202307240004);

®denepanbHbiM 3akoHoM oT 4 asrycta 2023 roga N 428-93 (OdmumanbHbll MHTEPHET-NOPTan NpaBoBOW MHGOPMAaLMU
www.pravo.gov.ru, 04.08.2023, N 0001202308040023) (o nopsiake BCTynsieHUs B cuiy cM. cTatblo 3 deaepanbHOro 3akoHa ot
4 aBrycrta 2023 rona N 428-93);

®denepanbHbiM 3akoHoM oT 4 aBsrycta 2023 roaa N 474-93 (OduumnansbHbIl MHTEPHET-NOPTaN NpaBoBon WHOopMaumm
www.pravo.gov.ru, 04.08.2023, N 0001202308040083);

®denepanbHbiM 3akoHoM OT 19 okTabpsa 2023 rona N 503-03 (OdmumnanbHbii MHTEPHET-NoOPTan NpaBoBON MHGOPMAaLIMK
www.pravo.gov.ru, 19.10.2023, N 0001202310190012) (scTynun B cuny ¢ 1 sHeaps 2024 roga).

MpuHaT
lNocypapcteeHHon [ymowm
24 mapTta 2010 roga

OpobpeH
Cosetom degepaumm
31 mapta 2010 roga

KommeHTapui k PenepansHomy 3akoHy oT 12 anpens 2010 rona N 61-$3 "O6 o6pallleHnr NnekapcTBEHHbIX cpeacTB”

MABA 1. OBLWUE NONOXXEHUA
CTATbA 1. NIPEOMET PEINYNIMPOBAHUA HACTOSALLENO ®EAOEPATIbBHOMO 3AKOHA

1. HacTtoswun ®denepanbHbli 3aKOH PErynupyeT OTHOLLUEHMS, BO3HMKaKOLWME B CBSA3M C obpallieHnem - pa3paboTkoMn,
OOKIMUHUYECKMMM UCCREeAOoBaHUAMU, KITMHUYECKMMU UCCReaoBaHUsMKU, 3KCMEePTU30W, rOCyAapCTBEHHOW peructpaumen, co
cTaHgapTusauuen 1 ¢ KOHTPOreM KavecTsa, NPOU3BOACTBOM, U3rOTOBMEHNEM, XPaHEHNEM, NEePEBO3KON, BBO3OM B Poccuimnckyto
depepaunio, BbIBO3oM K3 Poccunckon depepauun, peknamor, OTNYCKOM, peanusaumen, nepenavern, NpUMEHEHUEM,
YHUYTOXEHNEM NEKAPCTBEHHbIX CPEACTB.

(Yactb B pepakuun, BBegeHHOM B AenictBue ¢ 7 aHBapsa 2012 roga ®enepanbHbiM 3akoHOM OT 6 aekabps 2011 rona N
409-®3. - Cm. mpeablayLLY0 PEAAKLIMIO)

2. Hactoswun ®epepanbHbii 3aKOH YCTaHaBMMBAET MNPUOPUTET TOCYAAPCTBEHHONO pPerynupoBaHust ©e3onacHocTH,
KayecTBa 1 3¢pheKTUBHOCTM NEKapPCTBEHHbIX CPeACTB NPU UX 0OpaLleHun.

(YacTb B pegakuun, BBeaeHHon B gencteue ¢ 25 mioHa 2012 roga PenepanbHbiM 3akoHoM oT 25 uioHga 2012 roga N 93-
®3. - CM. mpeabIAyLLY0 PEAAKLIMIO)

KommeHTapui Kk ctatbe 1

CTATbA 2. COEPA MNPUMEHEHUA HACTOALLENO ®EAEPAJIBHOIO 3AKOHA

Hactoswuin degepanbHbili 3aKOH MPUMEHSIETCS K OTHOLLEHUSIM, BO3HMKAKOLLMM NMpU 0bpalleHnn NekapcTBEHHbIX CpeacTs
Ha TeppuTopumn Poccuinckon deaepauuu.

KomMmmeHTapui K ctatbe 2

CTATbA 3. 3AKOHOOATEJNIbCTBO Ob OBPALLEHWUU JIEKAPCTBEHHbBIX CPEACTB

1. 3akoHogaTenbcTBo 06 06palleHMM NeKapCTBEHHbIX CPEACTB COCTOUT M3 HacTosiwero ®efepanbHOro 3akoHa, apyrux
cbeqepaanblx 3aKOHOB U UHbIX HOPMATUBHbIX NPaBOBbIX aKTOB Poccuickon cbe,qepau.wm.

1_1. 3akoHogaTenbCcTBO 06 ObpalleHUn NeKapCTBEHHbIX CPEACTB B OTHOLLUEHWUM IOPUAMYECKUX MWL U MHAMBUAYAbHbIX
npeanpuHUMmarenen, OCYLLECTBNSWNX OeATENbHOCTb Ha  TeppUTOpUM  MeEXAYyHapOAHOro  MeAMUMHCKOro  KnacTtepa,
NPUMEHSAETCA C Y4ETOM OCODBEHHOCTEN, YCTaHOBNEHHbIX PenepanbHbiM 3akoHoM oT 29 uioHa 2015 ropa N 160-¢3 "O
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MEXOYHAPOAHOM MEAULIMHCKOM KIacTepe W BHECEHUN W3MEHEHWW B OTAENbHbIE 3aKOHOoAATeNbHblE akTbl Poccunckom
Penepauun”.

(Yactb pononnuteneHo BkmtoveHa ¢ 30 utoHa 2015 roga PenepanbHbiM 3akoHoM oT 29 moHa 2015 roga N 160-93; B
pepakuun, BBedeHHon B gevicteme ¢ 1 ceHTsabps 2023 roga PenepanbHbiM 3akoHOM OT 4 aerycta 2023 roga N 428-93. - Cwm.
TREAbIAYLLYIO PEAaKLNIo)

2. [OewctBne Hactosiwero denepanbHOro 3akoHa pPacnpoCTpaHseTcsl Ha obpalleHue HapKOTMYECKUX NeKapCTBEHHbIX
CpencTB M NCUMXOTPOMHbIX NTEKAPCTBEHHbBIX CPEACTB C Y4ETOM 0COOEHHOCTEN, YCTAaHOBIEHHBIX 3aKoHOAaTeNbLCTBOM Poccuiickom
degepauun 0 HAPKOTUYECKUX CPEACTBAX, MCUXOTPOMHBLIX BELLECTBAxX M 06 NX Npekypcopax.

3. [encrtene Hactoswero ®degepanbHOro 3akoHa pacnpocTpaHseTca Ha obpalleHne pagnodapmMaleBTUYECKUX
NeKkapcTBEHHbIX CPeAcTB C YY4ETOM OCOBGEHHOCTEN, YCTaHOBMEHHbIX 3akoHoAaTenbCTBOM Poccuiickon ®enepauun B obnactu
obecneveHus pagnaumoHHon 6esonacHoOCTH.

4. Ecnu wmexagyHapogHbiM goroBopoM Poccuiickon ®Penepaumm yCTaHOBMEHbl WHble NpaBuia, 4YeM Te, KOTopble
npegycMoTpeHbl HacTosAwmum DefeparnbHbIM 3aKOHOM, MPUMEHSIIOTCS NpaBua MexayHapoaHoro 4orosopa.

4 1. PelleHnss MeXrocyqapCTBEHHbIX OPraHoB, MPUHATbIE HA OCHOBAHMM MOMOXEHW MEeXOyHapoOHbIX OOroBOpPOB
Poccunckon depgepauum B UX WCTONKOBaHWW, NpoTMBoOpedalleM KoHctutyumm Poccuiickon Penepaumu, He nognexat
ucnonHeHnto B Poccunckon depepauun. Takoe NPOTUBOPEYNE MOXET ObiTb YCTAHOBMEHO B MOpsigKke, OMNpeaerieHHOM
denepanbHbIM KOHCTUTYLMOHHBIM 3aKOHOM.

(YacTtb gononHuTensHO BkntoveHa PenepanbHbiv 3akoHOM OT 8 nekabpa 2020 rona N 429-03)

5. B Poccuiickonn depepauummn B COOTBETCTBMU C MeXAyHapoAHbIMu goroBopamu Poccuiickon ®epepauum u (Mnm) Ha
OCHOBE MNpuHUMMNA B3aMMHOCTU MPU3HAKOTCA pesynbTaTbl KIMHUYECKUX WCCRedoBaHWi NeKapCTBeHHbIX npenapaTtoB Ans
MEeAMLIMHCKOro NpUMEHEHNS, NPOBEAEHHbIX 3a npegenamu tepputopun Poccuiickon ®egepaumm.

KommeHTapui K ctatbe 3

CTATbA 4. OCHOBHbIE NOHATUA, UCMNMOJIb3YEMbIE B HACTOALWEM ®EOEPAJIbHOM 3AKOHE

[nsa uenei HacToswero ®eaepanbHOro 3akoHa UCMONb3YHTCS CNEAYIOLME OCHOBHbIE NMOHATUS:

1) nekapcTBeHHble CPEACTBa - BELLECTBA WM MX KOMOWHAaLWM, BCTyMawmolMe B KOHTaAKT C OPraHvM3MOM YernoBeka Wunu
)KMBOTHOTO, MPOHUKAOLLUME B OpraHbl, TKAHW OpraHM3ma YernoBeka WrM XUBOTHOMO, MpPUMEHsieMble Ans NPOgUNaKTUKK,
ANarHoCTUKM (32 UCKMIOYEHMEM BELLECTB UMM MX KOMOWHALMIA, HE KOHTaKTUPYHOLLMX C OPraHM3MOM YerioBeka UMn XXUBOTHOTO),
neyeHus 3abonesaHusi, peabunuTaumm, Ansi CoXpaHeHusl, NPefoTBPaLLEHMS] UK NpepbIBaHWs GEPEMEHHOCTU U MONYyYeHHble
13 KPOBW, Nra3Mbl KPOBU, U3 OPraHoOB, TKAHEN OpraHM3Ma YenoBeka UMM XXUBOTHOIO, PaCTEHWI, MMHEpParnoB MeTodamu CUHTE3a
UM ¢ NpuUMeHeHeM Guonornyecknx TexHonorni. K nekapcTBeHHbIM cpeacTBaM OTHOCATCS dapmaLleBTUYeckue cybectaHumm u
neKkapcTBeHHble Npenaparsl;

2) dapmaueBTMyeckaa cybCcTaHUMs - JeKapCTBEHHOE CPeACTBO B BWMAE OQHOMO MM HECKOMbKMX obnagaroLmnx
GdapMakorniorn4yeckon akTMBHOCTbIO [LEWCTBYIOLIMX BELLECTB BHE 3aBMCUMOCTM OT MNpupoAdbl MPOMCXOXOEHUs, KOTOpoe
npeaHasHa4yeHo Ansi NPOM3BOACTBA, U3rOTOBIIEHUS NEKAPCTBEHHBLIX NpenapaToB 1 onpeaensiet ux ageKkTMBHOCTL;

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

3) BcrnomoraTenbHble BELLECTBA - BELIECTBA HEOPraHWYeCKOro WM OpPraHMYeckoro MPOUCXOXAEHMWS, UCMOMb3yeMble B
npouecce NPOM3BOACTBA, W3rOTOBMNEHNS NEeKapCTBEHHbIX MpPenapaTtoB AN NpuaaHnus UM HeobXxoamMblx U3NKO-XMMUYECKNX
CBOWCTB,;

4) nekapcTBeHHble npenapaTbl - JeKapCTBEHHble CpeacTBa B BMAE EKAPCTBEHHbIX (HOpPM, NpPUMEHsiEMble A4S
NPoMUNaKkTUKX, AUArHOCTUKK, NiedeHus 3aboneBaHus, peabunutaumu, Ansi COXpaHeHus, NPeLoTBpaLLEeHNs UK NpepbiBaHNUs
GepemMeHHOCTY;

5) nekapcTBeHHasi popmMa - COCTOsIHME JleKapCTBEHHOrO npenaparta, COOTBETCTBYOLEee criocobam ero BBeAeHUS W
npumMeHeHnst 1 obecneunsatoLLee AOCTUXKEHNE HEOBXoanMOoro nevedHoro addpekTa;
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5 1) po3vpoBKa - coaepxaHue OOHOro MM HECKONbKMX AEWUCTBYHOLMX BELLECTB B KONMMYECTBEHHOM BbIPAXEHMM Ha
eauHULY [03bl, N eanHnuy obbema, Unn eguHULY Maccbl B COOTBETCTBUM C NEKApPCTBEHHOM hOpMON NMBO AN HEKOTOPbIX
BWOB INEKApPCTBEHHbIX (HOPM KOMUYECTBO BbICBOOOXOAEMOro M3 IeKapCTBEHHOW (HOpMbl OEWCTBYIOLLErO BeLlecTBa 3a
€0UHWLY BPEMEHU;

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

6) nepeyeHb >XU3HEHHO HEOOXOAMMbIX M BaXKHEMLUUX NEeKapCTBEHHbIX NpenapaTtoB - yTBepxaaewmbl [1paBUTENbCTBOM
Poccuickon ®Pegepaumm nepeyeHb eKapCTBEHHbIX MpenapatoB Ans MeOUUMHCKOrO MpUMeHeHus, obecnevmBatolmx
NPUOPUTETHLIE MOTPEOHOCTU 34PaBOOXPAHEHMSI B LENsX npodunakTukm U rfedeHust 3aboneBaHUi, B TOM 4ucne
npeobnagatoLLmx B CTpYKType 3aboneBaemoctu B Poccuiickon ®epepaumu;

(MyHKT B pegakumn, BBeaeHHoN B aericteue PenepansHbiM 3akoHoM OT 13 miong 2020 roga N 206-93. - Cm. npeabiayLyto
penakuuio)

6_1) opchaHHble nekapcTBEHHble npenapaTbl - JleKapCTBEHHbIE MpenapaTtbl, NpegHasHadYeHHble WCKMYUTENBHO ANA
ONArHOCTMKN UMM NATOreHeTUYECKOro nevYeHns (neyYeHusi, HanpaBfeHHOro Ha MexaHu3M pa3BuTUs 3aboneBaHus) peakux
(opthaHHbIX) 3aboneBaHui;

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

6_2) Ouonorvyeckne rekapCcTBeHHble npenapaTbl - NeKapCTBEHHble Npenaparbl, OENCTBYHOLIEE BELLECTBO KOTOPbIX
NPOu3BEeOEHO UMW BbIAENEHO U3 BGUOMOrMYECKOro NCTOMHMKA M ONs onpeferneHnss CBOMCTB M KavecTBa KOTOpbIX Heobxoanma
KOMGUHauma Guonormyecknx n U3NKO-xMMnYecknx metogoB. K GMonornyeckym nekapcTBEHHbIM MpenapaTtamM OTHOCATCS
UMMYHOGUONOrMyeckne neKapcTBEHHbIE MpenapaTbl, fekapCTBEHHble MpenapaThbl, MOfyYeHHble W3 KPOBW, Mia3mbl KPOBM
YenoBeka W JKMBOTHBLIX (3@ MCKMOYEHMEeM LenbHOM  KpoBW), OMOTEXHOMOMMYEcKMe FeKapCTBEHHbIE Npenaparbl,
reHoTepaneBTUYeCcKUe NekapCTBEHHbIE Npenapars;

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

7) uUMMyHOOMONOrMYeckne InekapcTBEHHble npenapaTtbl - JIeKapCTBEHHbIE Npenaparbl, MnpegHasHayeHHble Ans
(POPMMPOBaAHUST AKTMBHOTO WM MACCUBHOIO WMMMYHUTETA IMOO AOMArHOCTMKM Hanmuuus MMMYHUTETA WU OUarHOCTUKM
cneuyndunyeckoro NpUOBPETEHHOTO  M3MEHEHUST MMMYHOIOIMYECKOro OTBEeTa Ha anneprusvpyriowme Bellectea. K
UMMYHOOMONOrMYECKMM  NIEKAPCTBEHHbIM  MpenapatamM  OTHOCATCS  BaKUMHbI, AHATOKCWMHbI, TOKCWHbI,  CbIBOPOTKM,
UMMYHOTOOYNWHbLI U annepreHbi;

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

7_1) OunoTexHonormyeckne rekapcTBeHHble Mpenapatbl - JleKapCTBEHHble npenapaTbl, MPOU3BOACTBO KOTOPbIX
OCYLLECTBISAETCS C WCMNOMb30BaHMEM OMOTEXHOMOrM4Yecknx npoueccos M metogoB (B Tom umcne [OHK-pekomGuHaHTHOMN
TEXHOMOMN, TEXHONOTMM KOHTPONMPYEMOW IKCMNPECCUM reHOB, Koaupylowmnx 61onornyeckn akTuBHble Genku B npokapuoTtax u
ayKapuoTax, BKIHoYas USMEHEHHbIe KINEeTKM MITEKONUTaoLLMX), TMOPUOAOMHOro MeToga 1 MeTofa MOHOKITOHA bHbLIX aHTUTEN;

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

7_2) reHoTepaneBTMYECKNE NEKapCTBEHHbIE MpenapaThbl - NIeKapCTBEHHbIE MpenapaTbl, dhapMaueBTudeckas cybGcTaHums
KOTOPbIX SIBNSETCS PEKOMOWHAHTHOW HYKNEWHOBOW KUCMOTOW MnW BKIOYAET B cebsl peKOMOUHAHTHYIO HYKIEMHOBYIO KUCIOTY,
MO3BOMAIOLLYH0  OCYLUECTBMSATb  perynupoBaHue, penapauuio, 3ameHy, [obaBrneHve wnv yaaneHue reHeTu4ecKkon
nocrnenoBaTernbHOCTY;

(MyHkT gononHuTensbHO BkNtoYeH ¢ 1 uonst 2015 roga ®enepaneHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-03)

8) HapkoTMyeckMe nekapCTBEHHbIE CPEACTBA - JIEeKapCTBEHHble Mpenapatbl M dapmaueBTudeckne cybctaHuum,
cogepxalime HapkoTU4ecKne cpencrtBa M BKMOYEHHbIe B [lepeyeHb HApKOTUYECKMX CREACTB, MCUXOTROMHbLIX BELECTB U UX
NREKYPCOpOoB,_noanexaiimx KoHtponto B Poccuiickon ®Pepepauumu, B COOTBETCTBUM C 3akoHodaTenbCTBOM Poccuiickon
depepauunn, mexagyHapogHeiMn gorosopamu Poccuiickon ®egepauun, B TOM Ynicne EQuHOW KOHBEHLMEN O HApKOTUYECKUX
cpenctBax 1961 roaa;

9) nNCUXOTPOrMHbIE NEKApCTBEHHbIE CPEACTBA - JleKapCTBEHHble Mpenapatbl ¥ hapmaueBTMYeckue cybecTaHumm,
coaepxallume NCUXOTPONHbIe BELLECTBa U BKMOYeHHbIe B [lepedeHb HAPKOTMYECKUX CREACTB, MCUMXOTPOMHbLIX BELeCTB U UX

depepauun, MexagyHapoaHsiMu gorosopammn Poccuiickon ®enepaumm, B TOM Yncne KoHBeHunen 0 NCUXOTRONHbLIX BELeCcTBax
1971 rona;

10) pagnodapmaLeBTUYECKNE NEKAPCTBEHHLIE CPEACTBA - JIEKAPCTBEHHbLIE CPEACTBA, KOTOPbIE COAepXXaT B roTOBOW AMsi
UCMNOmNb30BaHUA YopMe OANH PaamoOHYKNNA UM HECKONbKO PaaMOHYKNNAOB (paanoakTUBHbBIX M30TOMOB);
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10_1) opurvMHanbHbI NeKapCTBEHHbIA MpenapaTt - JfeKapCTBEHHLIN npenapaTr C HOBbIM OENCTBYIOLWMM BELLECTBOM,
KOTOpbIN NepBbIM 3aperncTpmpoBaH B Poccuiickon ®egepauum unm B MHOCTPaHHbLIX roOCy4apCTBax Ha OCHOBaHWUM pe3yrnsTaToB
OOKMNHMYECKNX WCCRefoBaHUM NeKapCTBEHHbIX CPEACTB U KIMHUYECKUX WCCrefoBaHWMM NeKapCTBEHHbIX Mpenaparos,
NOATBEPXKOAILLNX €ro KayecTBo, 3¢pEKTUBHOCTb U 6e30MacHOCTh;

(MyHKT gononHuTensHO BKMtodeH ¢ 1 mapTa 2020 roga PeneparnbHbiM 3akoHOM OT 27 nekadpa 2019 rona N 475-93)

11) pedbepeHTHbI NeKapCTBEHHbIN MpenapaTt - JeKapCTBEHHbIA Mpenapat, KOTOpblM WCMOMb3yeTcd AN OUEHKM
OWO3KBUBANEHTHOCTM UMW TepaneBTUYECKONW  3KBUBANIEHTHOCTM, KavecTBa, 3ddeKTMBHOCTM UM Be3onacHoCTu
BOCMPOU3BEAEHHOIO JIEKAapCTBEHHOrO Mpenapata wunu OuoaHanoroeoro (6uonogobHOro) nekapcTBEHHOro npenaparta
(bnoaHanora). B kadecTBe pedepeHTHOro IeKapCTBEHHOro npenaparta Ans MeOULMHCKOTO MPUMEHEHUSI UCMONb3yeTcst
OpUrMHanbHbIM NeKapCTBEHHbIN npenapaT nMbo, ecrnv opurnHanbHbIA NeKapcTBEHHBIN Npenapar He 3aperucTpupoBaH Unu He
HaxoguTca B obopote B Poccuickon Pegepauum UM He Haxogutcs B 0BOpoTe B MHOCTPaHHbLIX rocydapcTsax,
BOCMPOM3BEAEHHbIN NEKAPCTBEHHbIN npenapaT unn tuoaHanorosbl (6rnonogo6HbIN) NekapcTBEHHbIN nNpenapat (buoaHanor),
KOTOpbIN NepBbIM 3aperncTpupoBaH 13 Ymcna Haxogsawmxcsa B obopote B Poccunckon ®eaepaunm, GMO3KBUBANEHTHOCTb UMU
TepaneBTUYecKas KBMBANEHTHOCTb, Ka4ecTBO, 3(PEKTUBHOCTL M 6E30MacHOCTb KOTOPOro OLEHMBAaNUCb MO OTHOLUEHUIO K
OpuUrMHanbHOMY fiekapCTBEHHOMY Mpenapary, a Takke Ka4ecTBo, apdeKTMBHOCTb 1 6e30nacHOCTbL KOTOPOro noaTBepxaatTcs
pesynsratamu hbapmakoHaa3opa U NPOBEPOK COOTBETCTBUSA NeKapCTBEHHbIX CPeACTB, HaXoAsaLWMXCHA B rpaxaaHckoMm oboporTe,
yCTaHOBNEHHbIM TpeboBaHMsAM K MX KadecTBy. B kauecTBe pedhepeHTHOro nekapcTBeHHOro npenapara AN BETEPUMHApPHOro
NPUMEHEHNS UCNOMb3YeTCs NIeKapCTBEHHbIN Npenapart A9 BETEPUHAPHOIO NPUMEHEHUS, 3aperMcTpmpoBaHHbIn B Poccuinckon
defepauum Ha OCHOBaHWMM pEe3ynbTaToB  [AOKMUHUYECKUX WCCNEAOBAHUN IEKapCTBEHHbIX CPEACTB M KIMHUYECKMX
nccrnenoBaHuii NeKapCTBEHHbBIX NpenapaToB, NOATBEPXAALLMNX ero Ka4ecTso, 3(eKTUBHOCTb 1 6e30NacHOCTb;

(MyHkT B pegakumun, BBeAeHHoW B gewncteue ¢ 1 mapta 2020 roga ®enepanbHbiM 3akoHOM 0T 27 aekabpsa 2019 rona N
475-®3. - CM. NpeablAyLLYI0 PeAakLmio)

12) Bocnpomn3BeaeHHbIV NeKapCTBEHHbIV Npenapar - NIEKapCTBEHHBIN nNpenapat AN MeAULUHCKOrO NMPUMEHEHUS], KOTOPbIN
UMEET SKBMBAlEHTHbIN pedepeHTHOMY FeKapCTBEHHOMY MpenapaTty KauyeCTBEHHbIA COCTAB WM KONMUYECTBEHHBLIN COCTaB
OENCTBYIOLNX BELLECTB B SKBMBANEHTHOW neKapCTBeHHOW copme, NuBo nekapCTBEHHbIN npenapat Ans BeTepuHapHOro
NPUMEHEHNs, KOTOPbIN MMEET TakMe e, YTO U pedepeHTHbIi NEeKaApCTBEHHbI Mpenapart, KadeCTBEHHblA COCTaB WU
KONMMYECTBEHHbIA COCTaB [OEWCTBYHOLLUMX BELIECTB B TaKOM e IekapcTBeHHoW dopMe, OWMOIKBMBANEHTHOCTbL WU
TepaneBTUYecKasi 3KBMBaNEHTHOCTb KOTOPbIX COOTBETCTBYHOLLEMY ped)epeHTHOMY NekapCTBEHHOMY Npenapary NoaTBepXaeHa
COOTBETCTBYOLUMU UCCINELOBAHUSMMU;

(MyHKkT B pemakuuun, BBegeHHon B aencteue ¢ 1 mapta 2020 roga PenepanbHbiM 3akoHOM OT 27 aekabps 2019 rona N
475-®3. - CM. mpeaplayLLyo PeaaKLnio)

12_1) TepaneBTU4ecKasd OSKBMBANEHTHOCTb I€KApPCTBEHHbIX MNpenapaToB - AOCTMXKEHUE KIMHUYECKM COMOCTaBUMbIX
TepaneBTU4Yeckoro adpdpekTa 1 nokasarenen apekTMBHOCTM U 6E30NACHOCTU NPY NPUMEHEHNN NIEKAapPCTBEHHLIX NpenapaToB
AN MeQUUUHCKOrO NPUMEHEHNS, UMEeILLMX OOHO MEeXAyHapOoaHOe HenaTeHTOBaHHOE (MM XMMUYeCKoe, Uinn rpynnmMpoBOYHOE)
HaVMeHOBaHWEe, B 3KBUBANEHTHbIX JA03UMPOBKAax MO OAHUM U TEM Xe MoKas3aHUsIM K MPUMEHEHUI0 1 NpY OOUHAKoBOM cnocobe
BBEOEHUSA Y OAHOM 1 TOW Xe rpynnbl 60MbHbIX;

(MyHkT gononHuTensHO BkMtoveH ¢ 1 uons 2015 ropa PenepanbHbiM 3akoHOM OT 22 fekabpsa 2014 roga N 429-03; B
pepakuuv, BBegeHHoun B gevicteme ¢ 1 mapta 2020 roga PeaepanbHbiM 3akoHoOM OT 27 aekabpsa 2019 roga N 475-93. - Cwm.
npeaplayLLYIo peaakLmio)

12_2) 6uoaHanorosbli (OMOMNOAOGHBIN) NekapCTBeHHbIV npenapaTt (buoaHanor) - OWONOrMYecKkun nekapCcTBEHHbIN
npenapat, CXOXWW MO napameTpam KadyecTBa, 3ddeKkTMBHOCTM M 6e3onacHocTM € pedepeHTHbIM  Bronornyeckum
neKapCTBEHHbIM NpenapaToM B TaKOW e nekapCcTBEHHOW hopMe 1 MMeLWuUi MOEHTUYHBIA CNocob BBeOEeHUS;

(MyHKT gononHuTenbHO BKMoYeH ¢ 1 nionsa 2015 roga ®enepanbHbiM 3akoHOM OT 22 Aaekabpsa 2014 rona N 429-03)

12_3) B3avmo3ameHsieMbli NeKapCTBEHHbIN npenapaTt - NekapCTBEHHbIM npenapat C [OoKa3aHHOW TepaneBTUYEeCKOW
3KBMBANEHTHOCTbIO UNU  BMO3KBMBANEHTHOCTbID B OTHOLWEHUM pedepeHTHOro NeKapCTBEHHOro npenaparta, WUMeroLwuii
SKBMBANEHTHbIE €MY Ka4yeCTBEHHbI COCTaB W KOMWYECTBEHHbLIM COCTaB AENCTBYIOLMX BELLECTB, COCTaB BCMOMOraTeribHbIX
BELLEeCTB, NlekapCTBEHHYI0 (hopMy 1 cnocob BBEAEHNS;

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

12_4) OWNO3KBMBANEHTHOCTb JIEKAPCTBEHHbLIX MNpenapaTtoB - AOCTMXKEHME COMOCTaBMMbIX MoOKasaTenem CKOpOCTH
BCacbIBaHUsl, CTEMEHW MOCTYMNNEeHUs K MecTy AEeNCTBUSI U CKOPOCTU BbIBEAEHUSI OOQHOMO WUIM HECKOmNbKUX obragaroLimx
(hapMaKkornormyeckon akTMBHOCTBIO AEWCTBYHOLLMX BELLECTB MPU NPUMEHEHUWN NEKAPCTBEHHBLIX NpenapaToB AN MeAULMHCKOro
NPUMEHEHMS, UMEIOLLMX OOHO MEXAYHAPOAHOE HenaTeHTOBaHHOE (MMM XMMMUYECKoe, UMK rPynnMpoBOYHOE) HaMEHOBaHWE, B
3KBMBANEHTHbIX JO3NPOBKaX M Npu OAMHAKOBOM crnocobe BBeaeHNus;
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(MyHKT gononHuTenbHo BktodeH ¢ 1 mapTta 2020 roga PenepansHbiv 3akoHOM OT 27 aekabpsa 2019 rona N 475-93)

13) nekapcTBEHHOE paCTUTENbHOE CbIpbe - CBEXWE WM BbICYLUEHHbIE PacTeHMs nMbO MX YacTu, Uchonb3yemble ANns
Npou3BOACTBa NEKapPCTBEHHbIX CPEACTB OpraHvM3auusMy - NPOV3BOOAUTENSAMU NEeKapCTBEHHbIX CPEOCTB MMM W3roTOBMEHUs
rnekapCTBEHHbIX MpenapaToB anTeYHbIMW OpraHu3auMsiMy, BETEPUHAPHBLIMK anTeYHbIMU OpraHM3auusMu1, UHAMBUAYATNbHEIMU
npeanpuHUMaTensMm, UMerLWUMN NMLEH3NIO Ha hapMaLueBTUYECKYHO OESTENbHOCTD;

14) nekapCTBeHHbIN pacTUTENbHBLIN MpenapaTt - NeKapCTBeHHbIM npenapart, NPOU3BEAEHHbIA UMW U3rOTOBMEHHBLIN K3
OOHOro BMAa NeKapCTBEHHOrO PacTUTENBbHOIO ChIpbS UMW HECKOMbKMX BUAOB TAKOrO Chipbs U peanu3yemblil B pacacoBaHHOM
BMAE BO BTOPUYHOW (MOTPeOUTENbCKON) YNakoBKe;

15) romeonaTU4eCcKkMn NeKapCTBEHHbIN Npenapar - NeKapCTBEHHbIN Npenapar, NPOU3BEAEHHbIN WU NU3TFOTOBIEHHbIA U3
dapmaueBTMYeCKOM CyOCTaHUuMM wunu  papmaueBTUYEeCKUX CcybCTaHUMA B COOTBETCTBUM C  TpeboBaHusMM  0OLMX
hapmakonenHbIX cTaTen K roMeonaTuyYecknM fekapCcTBEHHbIM NpenapaTtam UinmM B COOTBETCTBUU C TpeboBaHMsAMM hapmakoneun
CTpaHbl NPOU3BOAUTENS TAKOro NIeKapCTBEHHOrO Npenapara;

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

16) mexayHapooHOe HenaTeHTOBaHHOE HavMeHOBaHWe neKapCTBEHHOrO CpeAcTBa - HauMEHOBaHWE [OeWCTBYIOLLEro
BellecTBa hapMaLeBTUHECKON CyOCTaHUUKN, pekOMeHAOBaHHOEe BcemMmnpHo opraHmMsaumnen 3apaBooXpaHeHms:;

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

17) ToproBoe HavMeHOBaHME NEKapCTBEHHOIO CPeACTBa - HAUMEHOBaHWE NEKapCTBEHHONO CpeacTBa, NMPUCBOEHHOE €ro
pa3paboTymKom, AepaTenem unv BnagenbLemM perucTpaumMoHHOro Y40CTOBEPEHUS NEKapCTBEHHOMO Npenapara;

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

17_1) rpynnMpoBOoYHOE HauUMeHOBaHME FEKapCTBEHHOro npenapaTa - HavMeHOBaHWe NeKapCTBEHHOro npenaparta, He
MUMEILLEro  MeXOYHApO4HOrO HEMNaTeHTOBAHHOINO HauMMEHOBaHWs, unu  KomOuHaumm NeKkapcTBEHHbIX Mpenaparos,
ucrnornb3lyemoe B LUensax o0beanHeHWss UX B Tpynny Mo4 €eOVMHbIM HaMMEHOBAaHWEM UCXOAsl M3 OAMHAKOBOro COCTaBa
OENCTBYIOLLNX BELLECTB;

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

18) obwas dapmakonenHaa cTaTbss - [AOKYMEHT, YTBEPXAEHHbIN YNOMHOMOYEHHbIM doedepanbHbIM - OpraHom
WCMONHUTENBHOM BNacTu MU CoaepXaluin nepedeHb nokasaternen Kkadyectsa u (Mnv) METOAOB KOHTPOMS KayecTBa KOHKPETHOMN
nekapcTBeHHoOM  QOpMbl,  NIEKAPCTBEHHOrO  PacTUTENbHOMO  Cbipbs,  ONUCaHUA  BuonorMyecknx, BGUOXMMUYECKMX,
MUKPOBMONOrnyeckmx, n3NKO-XUMNYECKNX, (PU3NYECKUX, XMMUYECKMUX U APYIMX METOAOB aHanu3a fekapcTBEHHOro CpeacTBa,
a Takke TpeboBaHWS K UCMOMb3yeMbiM B LENAX NPOBEAEHUS [AaHHOrO aHanu3a peakTuBam, TUTPOBaHHbLIM pacTBOpaM,
WHAMKaTopam;

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

19) cdapmakonenHasa cTaTbsl - OOKYMEHT, YTBEPXOEHHbIN YNOMHOMOYEHHLIM dhegeparnbHbiM OpraHOM WCMOMHUTENBHOM
BMacTu 1 coaepXKallui nepedeHb nokasarenen KadyecTsa U METO0B KOHTPOMS KayeCTBa NekapCTBEHHOIO CPeacTBa;
(MyHKT B pegakuunn, BBeageHHon B genctene ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM 0T 22 aekabpsa 2014 rona N 429-

®3. - Cm. mpeaplayLLyo PEAAKLIMIO)

19_1) craHgapTHble 06pasupbl - BeLecTBa, NOCPEACTBOM CPaBHEHUSI C KOTOPbIMU OCYLLECTBMNSETCS KOHTPOIb KayecTBa
uccrnenyemblx NeKapCTBEHHbIX CPEACTB C NMOMOLLBH (PUINKO-XMMUYECKMX 1N BUONMOrMYeCcKnX MEeToaoB B LieNsxX NOATBEPXKAEHUS
COOTBETCTBUSI NIEKAPCTBEHHbLIX CPEACTB TPebOoBaHMAM HOPMATUBHOW AOKYMEHTaLWUW, YCTAHOBMEHHBLIM MPU OCYLLECTBNEHUN
rocyAapCTBEHHOW perucTpaumMm, W KOTopble MPUMEHSIOTCS ANna KanubpoBKM CTaHOAPTHbIX 00pasLoB MNpou3BoauTenst
neKapCcTBEHHbIX CPEACTB, UCMOMNb3yeMbIX AMst KOHTPOMS Ka4ecTBa M UHBIX Lenen npu obpalleHnn nekapCTBEHHbIX CPEACTB;

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

19_2) dapmakonenHbln CcTaHOapTHeIN obOpasel - CTaHgapTHbIM obpasel, npou3BedeHHbI B COOTBETCTBMU C
hapmakonemnHom ctaTben;
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(MyHKT gononHuTenbHo BkoYeH ¢ 1 nions 2015 roga ®enepansHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-03)

20) HopmaTMBHas JOKYMEHTaLMS - LOKYMEHT, CoAepKallmil nepeyeHb onpeaensieMblxX no pesynsratam COOTBETCTBYHOLLMX
9KCMepTM3 MoKasaTenen KadecTBa JEKapCTBEHHOrO CpeacTBa Ansl MEAULMHCKOrO NPUMEHEHWs, METOAOB KOHTPOMs €ero
KayecTBa U YCTAaHOBMEHHEIN ero NpousBoanTenem;

21) HOpMaTI/IBHbIIZ OOKYMEHT - [OOKYMEHT, co,uepmau.mﬁ nepeYyeHb onpenendemMbiX Mno pesyrnbrataMm COOTBETCTBYHOLMX
9KCNnepTn3 nokasarenen kadecrtea u (Vlﬂl/l) MEeTOAO0B KOHTPOIIA KayecTBa J'IeKapCTBeHHOIZ d)OprI, onucaHust BMoNorM4Yeckmx,
BMOXMMUYECKNX, MI/IKpOGI/IOJ'IOFI/IHeCKI/IX, d)I/ISI/IKO-XI/IMI/ILIeCKI/IX, d)I/ISVI‘-IECKI/IX, XUMWUYECKUX W1 [Opyrmx MeTogoB aHanumsa
NeKapCTBeHHbIX CpeacTtB Anld BETepUMHaApHOro npuMeHeHud, Tpe6OBaHI/I9| K ucnonb3yemMbiM B UeNAX npoBefeHuAa OaHHOro
aHannia peaktmBam, TUTPOBaHHbIM pacTBOpaM, UHOUKATOpaM U yCTaHOBJ'IeHHbIVI €ro npoun3soguTenem,

21 1) obwmnin TEXHUYECKMNIA OOKYMEHT - KOMMMEKT OOKYMEHTOB M MaTepuanoB, COCTOALLMN M3 HECKONbKUX pasgernosB -
AOKYMeHTauuM agMWHUCTPATUBHOIO XapakTepa, XuUMWYeckow, apmaueBTMYecKOn W BUOnorndyeckon [OKyMeHTauuu,
(hapMaKkonorm4yeckon, TOKCMKONOrMYECKON AOKYMEHTALUN, KITMHUYECKON AOKYMEHTaUUM U NpPeacTaBnsieMbli OQHOBPEMEHHO C
3asiBMEHMEM O roCyQapCTBEHHOW perMcTpaumm NEKapCTBEHHOrO npenapaTta ans MeauUUHCKOro NpUMEHeHUst B dhopmare,
YCTaHOBINEHHOM YNOMHOMOYEHHbIM heaepanbHbIM OPraHoOM UCMONHUTENBHOW BRACTW;

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

22) KayeCcTBO NEKapCTBEHHOro cpeacTBa - COOTBETCTBUE JIEKAPCTBEHHONo cpeacTtBa TpeboBaHWsIM hapmakonenHon
cTaTtby NMnbO B Cnyvae ee OTCYTCTBUS HOPMATUBHOW JOKYMEHTaLUN UM HOPMATUBHOIO JOKYMEHTA;

23) 0e3onacHOCTb J1eKapCTBEHHOrO CpeAcTBa - XapakTepucTuka JeKapCTBEHHOro CpeacTeBa, OCHOBaHHas Ha
CpaBHUTENbHOM aHanmae ero apdeKTUBHOCTM U pyUcka NPUYMHEHNS Bpeda 300POBbIo;

24) SCbeeKTI/IBHOCTb JIeKapCTBEHHOIo npenapara - Xxapaktepuctuka cterneHn NnoJioXUTeribHOro BJIIMAHUA JTEKapCTBEHHOIo
npenapara Ha TedyeHune, npoaoImnKUTErIbHOCTb 3aboneBaHust UnuM ero npenortepalleHue, pea6mn|/|TaLu/no, Ha coxpaHeHue,
npegoTBpalleHne nnmn npepbiBaHne 6€peMeHHOCTVI;

25) cepua nekapCTtBeHHOro cpenctea - KONMMYeCTBO JIeKapCTBEHHOIO cpencTtBa, npou3dBeneHHoe B pesdynbrate OA4HOro
TEeXHOJ10r’M4eCKoro Unkna ero npon3soguTernem;

26) perncTpaumoHHoe YA0CTOBEPEHWE NEKAapPCTBEHHOIO Npenapara - AOKYMEeHT, NoATBep)KAatoWMin hakT rocyAapCTBEHHOM
perucTpaumm nekapcTBEHHOro Npenapara;

26_1) pepxatenb unuM Briageney, perucTpauuoHHOro YOOCTOBEPEHMS JIEKapCTBEHHOro npenapata - paspaboTymk
neKapCTBEHHOrO CpeacTBa, NPOU3BOAUTENb NEKAPCTBEHHbLIX CPEACTB WM WHOE topuandeckoe nuuo, obnapatoliee npaBoMm
BrMafeHUsi pPerncTpaumoHHbIM YOOCTOBEPEHUEM, KOTOpPble HECYT OTBETCTBEHHOCTb 3a Ka4yecTBO, 3(PGEKTUBHOCTL U
6e3onacHOCTL NlekapCTBEHHOrO Npenapara;

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

27) perucTpaumoHHbIi HoMep - kogosBoe o6o3HadYeHvne, MPUCBOEHHOE FeKapCTBEHHOMY rMpenapaty npu  ero
rocyoapCTBEHHOW permcTpaLmu;

28) obpalleHne nekapcTBEHHbIX CpeacTB - pa3paboTka, AOKMUHMYECKME UCCReOOBaHWs, KIMHUYECKUE UCCreaoBaHus,
3KCMepTun3a, rocygapCTBeHHAs perucTpaums, cTaHgapTmM3aums U KOHTPOrb KayecTBa, MPON3BOACTBO, U3rOTOBIIEHME, XPAHEHUE,
nepeso3ka, BBo3 B Poccunckyto ®enepaumio, BoiBo3 13 Poccuiickon denepaumm, peknama, oTnyck, peanunsauus, nepegaya,
NPUMEHEHNE, YHNUTOXEHNE NTIEKapPCTBEHHbIX CPEACTB;

(MyHKT B pepakumun, BBegeHHOW B aenctene ¢ 7 aHBapsa 2012 roga PeaepanbHbiM 3akoHOM OT 6 aekabpsa 2011 ropa N
409-03. - Cm. mpeablayLLYI0 peaakLmio)

29) cybbekTbl obpalleHns nekapCTBEHHbIX CpPeacTB - uandecke nuua, B TOM  YUCRE  MHAMBMAOYyanbHblE
npeanpvHUMaTeniu, u lpuanyeckne nuua, ocyLLecTBRsALWNE AeATENbHOCTb NPU 0OpaLleHnn NekapCTBEHHbIX CPeaCTB;

30) pa3paboTuMK NekapCTBEHHOINO CpeacTBa - opraHu3auusd, obnagarowas npaBaMyM Ha pesynbTaTbl AOKAMHUYECKUX
nccneaoBaHUn NIeKapCTBEHHOMO CPeacTBa, KMMHUYECKUX MCCIegoBaHUM NIeKapCTBEHHOIMO npenaparta u (Mnn) Ha TEXHONOrnio
Npon3BOACTBA NIEKAPCTBEHHOIO CPEACTBA;

(MyHKT B pegakuunn, BBeaeHHon B genctene ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-
®3. - Cm. mpeaplAyLLy0 PEAAKLIMIO)
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31) NpoM3BOACTBO NEKAPCTBEHHBIX CPEACTB - AeSTENIbHOCTb MO NPOU3BOACTBY JIEKAPCTBEHHbIX CPEACTB OpraHU3aumsMu -
NPON3BOAUTENSIMU NEKAPCTBEHHBLIX CPEACTB Ha O4HOW CTaauu, HECKOSBbKMX UMK BCEX CTagusiXx TEXHOMOMMYECKoro npotecca, a
TaKkKe No XpaHeHWo 1 peanusaunm npounsBefeHHbIX JIEKAapCTBEHHbIX CPEACTB;

31_1) npousBoACTBEHHAs nnowaaka - TeppuTopuanbHO 0O60COOMNEHHbIV KOMMIEKC MPOU3BOAMTENS IEKAapCTBEHHbIX
CpeAacTB, NpeAHasHa4YeHHbI Ans BbIMONTHEHNS BCEro npouecca Npon3BoaCcTBa NEKapCTBEHHbLIX CPEACTB MK ero onpeaeneHHomn
cTaguu;

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

32) npoun3BogunTerb NieKapCTBEHHbIX CPeAcCTB - OpraHn3auund, ocylecTendowad Npon3soaCcTBO JieKapCTBEHHbLIX CpeACTB B
COOTBETCTBUU C Tpe6OBaHVIHMVI HacTodLlero <De,u.epaanoro 3aKOHa;

33) dapmaueBTUUeckas OeATenbHOCTb - AeATEeNbHOCTb, BKO4Yalowass B cebsi ONTOBYHD TOProBM JflekapCTBEHHbLIMU
cpeacTBamMu, KX XpaHeHue, NepeBo3Ky U (MnM) PO3HUYHYKD TOPFOBMK JEeKApCTBEHHbIMM MpenapataMmu, B TOM 4ucrle
AVNCTaHUMOHHBIM CnocobomMm, UX OTMYCK, XpaHeHWe, NePeBO3KY, U3rOTOBIEHME NIEKapCTBEHHbIX NpenapaTos;

(MyHKT B pepakuun, BBeaeHHon B aenctBue PepepanbHbiM 3akoHom oT 3 anpena 2020 roga N 105-93. - Cwm.
NReAbIAYLLYI0 PeAaKLMo)

34) opraHu3auusi ONTOBOV TOProBIW NEKapCTBEHHLIMY CPEACTBaMU - OpraHn3aLmMsi, OCYLLECTBISIOWAs ONTOBYO TOProBIo
neKapCTBEHHbIMU CPeACcTBaMu, UX XpaHEHWe, NEPEBO3KY B COOTBETCTBUM C TpebGoBaHMsAIMM HacToswero dPeageparnbHOro 3aKoHa;

35) anTeyHas opraHu3auusi - opraHusauus, CTPYKTypHoe nogpasfgerneHne MeamuUmMHCKOM OpraHu3aLmm, OCyLLecTBrsoLwmne
PO3HUYHYIO TOPrOBMK EKAPCTBEHHLIMU MpenaparaMmv, B TOM YMCMe AUCTAHLUMOHHBIM CrocoboM, XpaHeHue, MepeBO3KY,
W3roTOBMEHNE W OTMYCK NEKapCTBEHHbIX MpenapaToB AMs MEOWLMHCKOro MPUMEHEHUS B COOTBETCTBUM C TpeboBaHUSIMU
HacToswero PenepanbHOro 3aKoHa;

(MyHKT B pegakuun, BBeOeHHOW B AenctBue PenepanbHbiM 3akoHOM oT 25 Hoabpa 2013 ropa N 317-P3; B pepakumu,
BBeOeHHoW B Aenctene PeaepanbHbiM 3akoHoM oT 3 anpensg 2020 roga N 105-03. - Cm. opeabiayLyo peakLmo)

36) BeTepuHapHasi anTeyHas opraHusauus - opraHusauusi, CTPYKTypHOe NoApasferneHne BETEPUMHAPHOW OpraHumsauuu,
OCYLLECTBSAOLMNE PO3HUYHYIO TOPrOBIO NIeKapCTBEHHBbIMU NpenapaTamMu, B TOM YMCIe AUCTaHUMOHHBIM CNOCOOOM, XpaHeHue,
W3roTOBMEHNE M OTNYCK JIEKAPCTBEHHbLIX MpenapaTtoB Ans BETEepPUHapHOro NMPUMEHEHUSI B COOTBETCTBUM C TpeboBaHUSIMU
HacTosiero PegepanbHOro 3aKoHa;

(MyHkT B pepakuumn, BBeaeHHoM B aenctBue PenepanbHbiM 3akoHom oT 3 anpena 2020 roga N 105-03. - Cwm.
NReAbIAYLLYI0 PefaKLmio)

37) danbcunuMpoBaHHOE IEeKapCTBEHHOE CPEACTBO - JIEKApPCTBEHHOE CPeacTBO, COMPOBOXAAEMOE  JTOXKHON
MH(popMaLmel 0 ero coctase 1 (Unn) NPoON3BoANTENE;

38) HepobpokayeCTBEHHOE NEKAPCTBEHHOE CPEACTBO - JIEKAPCTBEHHOE CPEACTBO, HE COOTBETCTBYlOLEe TpeGoBaHMAM
hapmakonenHoli cTaTbu NGO B criydae ee OTCYTCTBUSI TpeboBaHUSIM HOPMAaTMBHOMW [OOKYMEHTauuW WM HOPMaTUBHOIO
HAOKYMEHTa;

39) KOHTpadhakTHOe NneKapCTBEHHOe CPeACTBO - NieKapCTBEHHOe CPeAcTBO, Haxogsduleecs B o6op0Te C HapyuweHunem
rpa>KgaHCKoro 3aakoHogartesnbCTBa,

40) [OOKMMHMYECKOe  uccrnedoBaHMe  NeKapCTBEHHOro  cpeactBa -  Ouomormdveckue,  Mukpobuornormuveckue,
UMMYHOMOrM4Yeckne, TOKCUKONorMyeckue, dapmakonormdeckue, usnMyeckue, XxXuMuyeckme W Apyrne  uMccrnefoBaHust
nekapcTBEHHOro cpefcTsa nyTeM NpUMeHEeHUs HayYHbIX METOAOB OLIEHOK B LieNnsxX nonyyvyeHus gokasartenbcTs 6e3onacHocTy,
KayecTBa 1 3pEKTUBHOCTY NeKapCTBEHHOTO CPEACTBa;

41) KNWHWYECKOE UCCredOBaHWE NEKApCTBEHHOrO npenapata -  M3y4YeHWe  AMarHOCTUYEcKUX,  nevebHbiX,
NpoUIaKkTUYECKMX, DapMaKororMyecknx CBOWCTB NEKapCTBEHHOrO MpenapaTta B MpoLEecce ero NpuMEHEeHUs y YernoBeka,
)KMBOTHOrO, B TOM YMCIe MPOLECCOB BCacbiBaHWs, pacnpeneneHusi, U3BMeHeHUsl U BbIBEAEHUS, NMYyTEM MPUMEHEHWUS Hay4YHbIX
METOZO0B OLIEHOK B LIeNsiX MoslydeHns gokasaTenibcTB 6e3onacHoCTU, kadecTBa 1 3hEeKTUBHOCTU NEeKapCTBEHHOTO Nnpenapara,
JAaHHbIX O HEeXenaTernbHbIX peakuMsiXx opraHM3mMa 4erioBeka, KMBOTHOIMO Ha NMPUMEHEHWEe JleKapCTBEHHOro npenapata u 06
ahpekTe ero B3auMoaenCcTBms ¢ APYrMU NeKapCTBEHHbIMM NpenapatamMu 1 (Unu) NULLEBLIMU NMPOAYKTaMMK, KOPMaMMU;
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42) MHOrOLEHTPOBOE KIMHUYECKOE MWCCrieoBaHVWe IeKapCTBEHHOro npenapara Ans MeaUUMHCKOrO MPUMEHEHUs -
KIMMHWYECKoe WCCrneaoBaHne IeKkapCTBEHHOro npenaparta Ans MeQULMHCKOrO MPUMEHEHUS, MpPOBOAMMOE pa3paboTyYMKoM
rniekapCTBEHHOrO Npenaparta B AByX M bonee MeaAMUMHCKUX OpraHM3aLmsix No eanHOMY NPOTOKOMY KIMHUYECKOro UCCNEenoBaHMS
rnekapCTBEHHOro Npenapara;

43) MexayHapoOHOe MHOMOLEHTPOBOE KIMHUYECKOe MccriefoBaHWe IeKapCTBEHHOro npenaparta ans MeavUMHCKOro
NPUMEHEHUS - KMMHWYEeCKoe WccrneqoBaHWMe nekapcTBEHHOro npenapata Ansg MEeOMLUMHCKOrO NpUMEHeHWs, MpoBoaumoe
pa3paboTuMKOM NeKapCTBEHHOro npenapata B pasfMyHbIX CTpaHax Mo eauHOMY MPOTOKOMY KIMMHWUYECKOro uccrefoBaHusi
nekapcTBeHHOro npenapara;

44) NoCTperncTpaunoHHoe KrnHn4eckoe uccriegoBaHune rnekapCTtBeHHOro npenapara anda MmeguumnHCKOro npumMmeHeHua -
KNMNMHN4YeCcKoe uccnenosaHne JekapCTBeHHOro npenapara and MeaununMHCKOro npuMeHeHud, nposogmmoe npounsBoauntenem
NeKapCTBEeHHOro npenapara, Fpa)K,D,aHCKVIl;l O60pOT KOTOPOro ocyulecTBndaeTcd nocne rocy,u,apCTBeHHoﬁ pernctpauun, B Lenax
OOMNONTHUTENDBbHOTIO c6opa AaHHbIX 0 ero 6e3onacHoOCTU U 3q3¢)eKTVIBHOCTM, pacwmpeHuna nokasaHun K NPpUMEHEeHU0 OaHHOro
NeKkapcTBEHHOrO npenapara, a Takke BbISBNEHNA HeXenaTterbHbIX peakumi naumeHToB Ha ero 4eNCTBUE;

45) nccnegoBaHne 6MO3KBUBANEHTHOCTU NIEKAPCTBEHHOMO Npenapara - BUA KMMHMYECKOro UCCNeaoBaHNS NIEKapCTBEHHOIO
npenapata, NpPoBEAEHME KOTOPOro OCYLLIECTBMAETCS AN onpederieHMs CKOPOCTU BCACbIBAaHUA WM BbIBEAEHUSA OAHOMO WUNu
HecKonbkux obnagarowmnx ¢apMakonornyeckon akTUBHOCTbIO AEWCTBYHOLUMX BELLECTB, KONMYecTBa JIeKapCTBEHHOro
npenapaTta, AOCTUraloLLEr0 CUCTEMHOIO KPOBOTOKA, U pe3ynkTaThl KOTOPOro NO3BONSAIOT caenaTtb BbiBOA4 O OMO3KBUMBANEHTHOCTU
BOCMPOM3BEAEHHOIO FIEKAPCTBEHHOIO Mpenapara B OMNpederieHHbIX eKapCTBEHHOW opMe 1M LO3UPOBKE, COOTBETCTBYHOLLNX
dopme 1 0o3npoBke pedepeHTHOro NeKapCTBEHHOrO Npenapara;

(MyHKT B pepakumu, BBeaeHHoN B Aenctaure ¢ 1 nona 2015 roga ®enepanbHbiM 3akoHOM OT 22 nekabps 2014 rona N 429-
®3. - CM. NpeaplayLyio peaakLmio)

46) ncenenoBaHue Tepal'leBTVI‘-IeCKOIZ OKBMBAJIEHTHOCTU J1eKapCTBEHHbIX npenapaTtoB - BUO KIMMHUYECKOro nccrnegoBaHusA
NeKapCTBEHHbIX npenapartos, nNpoBeaeHne KOTOPOro OCYLUeCTBIAETCA AONA BblABIIEHNA OONHAKOBbIX CBOWCTB JNIEKapCTBEHHbIX
npenapartos onpe,qeneHHoﬁ J'IeKapCTBeHHOI;I d)OprI, a TakKe HanuMuusa OOWHAaKOBbIX MNoKaslaTenemn ©e3onacHoOCTM 1
G(bdi)eKTI/IBHOCTI/I JIeKapCTBEHHbIX NnpenapartoB, OANHAKOBbIX KITMHNYECKNX Sdi)q)eKTOB npun nx npuMeHeHuun;

47) NPOTOKOJ1 KIMMHUYECKOIo unccrnenoBaHnda nekapCTBeHHOro npenapara - OOKYMEHT, B KOTOPOM onpenendAroTcd uenu,
(*)OprI opraHusauumm wun mMetTogosnorna npoBegeHuna KrnHMYeckoro wuccnenoBaHuAa, CTaTUCTuU4eckne MetToabl 06pa6OTKM
pe3ynbraTtoB Takoro nccnegoBaHuAa U Mepbl No obecneveHunio 6ezonacHoCTU (*)VI3MLleCKVIX nnd, y4acTByloOLWKnX B KIMMHUYECKOM
ncecnenosaHM NekapcTBeHHOro npenapara;

48) Gpolutopa wuccrieqoBaTensi - CBOAHOE W3MOXEHWE pesysibTaToB AOKIMMHUYECKOTO MWCCIEeoBaHWUs NeKapCTBEHHOMO
CpeacTBa U KIMHUYECKOro UCCNEfoBaHNSA NeKapCTBEHHOro npenapara afisi MeauuMHCKOro NpyMeHeHus;

49) MHpOPMaLMOHHBIN NUCTOK NaLMeHTa - JOKYMEHT, B KOTOPOM COAepXaTcs B JOCTYNHON hopMe CBeAeHWs, KacatoLmecs
NPOBOAUMOrO KIMHMYECKOrO UCCIEAOBaHNS NEKapCTBEHHOrO npenapara, U B NUCbMEHHOW hopme AobpoBonbHOE cornacue
nauMeHTa Ha yyacTve B KIMHMYECKOM UCCreAoBaHWM NEKapCTBEHHOro npenapara Mnocre O3HaKOMIEeHUss ¢ 0COBEHHOCTSAMM
KITMHUYECKOTO NCCefoBaHWs, UMEIOLMMIN 3HaYEeHNE AN BblpaXkeHWs1 Takoro cornacus;

50) noGoyHoe aencTBMe - peakumsi opraHMama, BO3HMKLLAsA B CBA3M C MPYMEHEHUEM feKapCTBEHHOIO npenapaTa B Jo3ax,
PEKOMEHAYEMbIX B MHCTPYKUMW MO €ro NpUMEeHeHWto, Ans NPOoMUNaKkTUKK, AMArHOCTMKM, rieveHusi 3aboneBaHus unu ans
peabunutaumu;

50_1) HexenaTenbHasi peakuusa - HenpegHamepeHHas HebnaronpuaTHas peakuusi opraHuama, Kotopas MoxXeT ObiTb
cBsi3aHa C NpPMMEHEHUEM feKapCTBEHHOroO npenapara;
(MyHkT gononHuTensHo BKAoYeH ¢ 1 nionsa 2015 roga ®eaepanbHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-03)

51) cepbes3Has HexenatenbHas peakuusl - HexenaTtenbHas peakuusi opraHvMama, CBsi3aHHas C NPUMEHEHVEM
neKkapCTBEHHOro npenapata, NnpuMeeaLlas K CMepTu, BPOXAEHHLIM aHOManusM Unm nopokam passutus Nnbo npeacrasnstoLlas
cobon yrposy XmsHu, Tpebywliaa rocnuTanuMsauun wnu npueeflwas K CTOWKOM yTparte TpygocnocobHoctn wn (Mnn)
WHBaNMOHOCTW;

52) HenpepBuaeHHas HexenaTernbHas peakuusl - HeXenaTenbHas peakuusi opraHMama, KoTopasi CBsidaHa C NpUMeHeHUeM
NeKapCcTBEHHOro npenapata B [03aX, PEKOMeHAYeMblX B MNPOTOKONE €ero KIMHUYECKOTro uccriedoBaHusl, Gpolutope
vccrnegoBaTtens, WM C MNpUMEHeHMEM JeKapCTBEHHOrO MNpenapata B [03aX, PEeKOMEHAYEMbIX B WHCTPYKUMM MO €ero

[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#7DS0KE
http://docs.cntd.ru/document/420272335#7E60KG
http://docs.cntd.ru/document/420241318#7DE0K6

06 ob6palleHun nekapCcTBEHHbIX CPeACTB (C u3MeHeHusMMn Ha 19 okTabpst 2023 roga) Ctpanuua 12
®edeparbHbil 3akoH om 12 anperns 2010 . Ne 61-@3

NPUMEHEHNIO AN NPOMUNaKTUKN, ANArHOCTUKW, fedeHust 3aboneBaHns WM MeOMUMHCKOM peabunutaumm nauueHTta, u
CYLWHOCTb, TSDKECTb MM UCXOL KOTOPOW He COOTBETCTBYET MH(pOpMauuMM O NeKkapCTBEHHOM Mpenaparte, cogepkalleincsi B
NPOTOKONE €ro KIMHUYECKOro UCCrnenoBaHus, GpoLuope uccrnenoBatens UM B MHCTPYKUUM MO MPUMEHEHUIO NEKapCTBEHHOMO
npenapara;

(MyHkT B pegakumm, BBeAeHHou B aerictaue ¢ 1 uonst 2015 roga PenepanbHbiM 3akoHOM 0T 22 nekadpa 2014 rona N 429-
@3. - Cm. npeablayLyo peaakuuo)

52_1) capmakoHagsop - BuA AOESATEMBHOCTM MO MOHUTOPUHTY 3hdEKTUBHOCTM K ©e30MacHOCTM NEeKapCTBEHHbIX
npenapaTtoB, HanpaBrieHHbI Ha BbISBMEHWE, OUEHKY W nNpedoTBpalleHWe HexenaTenbHbIX MoCcreacTBUii NpPUMEHEHMUS
NeKapCTBEHHbIX NpenapaTos.;

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

52 2) nnaH ynpaBneHus puckamm - nogpobHoe onucaHue MeponpusaTUA No dapMakoHag30py, HanpaBfeHHbIX Ha
BbISIBIIEHME, OLIEHKY W NpedoTBpalleHne UM MUHUMU3aLMI0 PUCKOB, CBSI3aHHLIX C FIEKapCTBEHHbIMW Mpenapatamu, BKIoyasi
OLEHKY 9 EKTUBHOCTUN AaHHbBIX MEPONPUATUIA;

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

53) peuenT Ha NeKapCTBEHHbIN Npenapar - MeAUUMHCKMIN AOKYMEHT YCTAHOBEHHOW (hOpMbI, codepXalimii HasHa4YeHne
nekapcTBEHHOro npenapara Ans MeAWLMHCKOro MNpPUMEHEHUs, BbiAaHHbIA MeOUUMHCKUM paboTHMKOM B LIENsAX oTnycka
nekapcTBEHHOro npenapara Unu ero M3roToBfeHUs M OTnycka Ha OyMaXHOM HocuTene UMM C cornmacusi nauMeHTa unu ero
3aKOHHOro npeacTaButend B OpME 3MEeKTPOHHOrO  OOKYMEHTa, MOAMWCAHHOIO C  UCMONb30BaHUEM  YCUINEHHOW
KBanuMUUUPOBAHHOW 3MNEKTPOHHOW MNOAMUCU  MEOMLMHCKOro paboTHuKa, 5nubo [JOKYMEHT YCTaHOBMEHHOW OpMbl,
cofepXaliuin HazHavYeHne NeKkapCTBEHHOrO NpenaparTa Ans BEeTEPUHApPHOro NpUMEHEHUS, BblAaHHbIN creLmannucTtoMm B obnactm
BETEPUHAPUK B LIENAX OTNyCKa NeKapCTBEHHOMO npenapara WUnm ero U3rotToBrneHunsi u oTnycka Ha GymaxxHoOM HocuTene;

(MyHkT B pegakuun, BBeaeHHou B aencteme ¢ 1 sHeapsa 2018 roga PenepanbHbiv 3akoHoM ot 29 miong 2017 roga N 242-
®3; B pegakumu, BBegeHHon B gencteue ¢ 13 asrycta 2019 rona ®enepanbHbiv 3akoHoM ot 2 asrycta 2019 rona N 297-93. -
CM. npeapiayLyo peaakLmio)

54) TpeboBaHne MeOMLMHCKOM OpraHn3auum, BETEPMHAPHON OpraHM3aunn - JOKYMEHT YCTaHOBMEHHOW (DOPMbI, KOTOPbI
BbINUCaH MeAULUMHCKMM PaboTHMKOM UNK crneumanucToM B 0bnacty BeTepuHapun, UMEKLMMN Ha 3TO NpaBo, U COAEPXMUT B
NMCbMEHHOI hopMe ykasaHWe anTe4yHoW opraHn3aummn unm BeTepMHapHON anTedHon opraHmMsaumm 06 oTnycke riekapCTBEHHOMO
npenapaTta UM O ero M3roToBMeHMM U 0B OTnycke Anst obecneveHns nevyebHOro nmpouecca B MeQULMHCKON opraHvsauuu,
BETEpPUHAPHOW OpraHu3aLuu;

(MyHkT B pepakunn, BBeaeHHon B aencteme ¢ 13 asrycta 2019 roga PeaepanbHbiM 3akoHoM oT 2 asrycta 2019 roaa N
297-®3. - CM. NpeablayLLYy0 PeAAKLN)

55) komnnekcHas oueHka feKkapCTBEHHOrO npenapata - OUeHKa 3aperMcTpyMpoBaHHOrO IeKapCTBEHHOro npenaparta,
BKMtovatoLasi B cebst aHanms3 nHdopmawmm 0 CpaBHUTENBHON KIMHUYECKOM adhpeKTUBHOCTM 1 6€30MacHOCTM fIEKapCTBEHHOIO
npenaparta, OUEHKY 3KOHOMWYECKUX MOCMNEACTBUA €ro NPUMEHEHWs, N3y4yeHue OOMOMHUTENbHbIX MOCNEACTBUA MPUMEHEHUS
nekapcTBEHHOro npenapara B LensiX NPUHATUS peLleHnn O BO3MOXHOCTM BKITKOYEHMS NTIEKapCTBEHHOIO npenapara B nepeyeHb
XN3HEHHO HEOBXOOUMBIX U BaXKHEMLUUX NEeKapCTBEHHbIX MpenapartoB, HOPMATMBHbIE MPABOBbIE aKTbl U WHbIE JOKYMEHTHI,
onpegensitoLLme NopsaoK okasaHus MEOMLMHCKON NMOMOLLM, UM UCKIMIOYEHUS €r0 M3 yKa3aHHbIX NEPEYHsi, aKTOB U JOKYMEHTOB;

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

56) cmctema MOHUTOPUHra OBWKEHWS NEeKapCTBEHHbLIX NpenapaToB ANA MEAUMLMHCKOro npumeHeHus - degepanbHas
rocyfapcTBeHHas WHMOPMaUMOHHAs cuUcTeMa MOHUTOPUHIa [OBWXKEHUS NeKapCTBEHHbIX MpenapatoB Ans MeauuMHCKOro
NPUMEHEHMS OT MPOM3BOAMTENSA OO KOHEYHOro NOTPebuTens C UCMONb30BaHWEM B OTHOLLEHUW NEKAPCTBEHHBLIX NpenaparoB
ANsS MeQULMHCKOrO NPUMEHEHUS CPeACTB naeHTudukaumm.

(MyHKT gononHuTensHo BKMNtoYeH ¢ 1 aHBapsa 2018 rona PenepanbHbIiM 3akoHOM OT 28 Aekabps 2017 rona N 425-93)

MonoxeHus ctatbn 4 HacTodAwero ®eaepanbHOro 3akoHa (B pegakumm PenepansHoro 3akoHa ot 29 uonga 2017 rona N
242-®3) B 4acTu, kacatoLlencs opMnpoBaHUS 1 Bblga4n PeLEenToOB Ha NlekapCTBEHHbIE Npenaparhbl, CoaepXaliue HasHavyeHne
HapPKOTMYECKNX CPeaCTB UMM NCUXOTPONHbLIX BeLLecTB, B dOpPMe 3MEKTPOHHbIX LOKYMEHTOB, NpumeHstoTcs ¢ 1 siHeaps 2019
roga - cM. NyHKT 2 ctatbn 4 PenepanbHoro 3akoHa ot 29 mniona 2017 rona N 242-93.

KommeHTapui K ctatbe 4
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IMABA 2. NNONTHOMO4UA ®ENEPANIbHbIX OPFAHOBVVICI'IOVJ'IHVITEJ'IbHOVI BINACTWU, OPTAHOB
MCNONHUTENIbHOU BITACTU CYBBEKTOB POCCUNCKOU ®EOEPALIUU NMPU OBPALLEHUA
NEKAPCTBEHHbIX CPEACTB

CTATbA 5. NONTHOMOYNA GEOQEPAIIbHBLIX OPFAHOB UCMONMHUTENBHOW BITACTU NPU OBPALLEEHUA
NEKAPCTBEHHbIX CPEACTB

K nonHomoumnsiM chefeparbHbIX OpraHoB UCMONHUTENBHOM BRacTh Npy o6palleHn NekapCTBEHHbIX CPEACTB OTHOCATCS:

1) npoBeneHue B Poccunckon degepaunm eqnHon rocyaapCTBEHHOM NONUTUKN B 0bnactn obecnedeHnst nekapCcTBEHHLIMM
npenapatamu rpaxaaH B Poccuickon denepaumu;

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

2) ytBepxaeHne obwux dapmakonernHbix ctaten, dhapMakonenHbix CTaTer, usgaHue rocyqapCTBEHHOW dhapmakonew,
co3gaHuve 1 BeeHue peectpa hapMakonenHblX CTaHAapTHbIX 06pasLoB;

(MyHKT B pepakumun, BBeaeHHON B Aenctaure ¢ 1 nona 2015 roga ®efnepanbHbiM 3akoHOM OT 22 nekabps 2014 rona N 429-
®3. - CM. mpeablAyLLY0 PEAAKLIMIO)

3) ocyulecTBneHue hegepanbHOro rocygapCTBEHHOIO KOHTpons (Haa3opa) B cdepe obpalleHns nekapCcTBeHHbIX CPEACTB;

(MyHKT B pegakumu, BBegeHHon B aencrtene ¢ 25 uwoHa 2012 roga PeaepanbHbiv 3akoHoM oT 25 uioHa 2012 roga N 93-
®3; B pegakumn, BeegeHHoun B aenctame ¢ 1 nona 2021 roga ®enepansHbiv 3akoHom oT 11 mioHa 2021 rona N 170-03. - Cwm.
0ReablAyLLYI0 pefakumio)

4) nuMueH3MpoBaHME MPOU3BOACTBA JIEKAPCTBEHHLIX CPeacTB, B TOM 4ucne degepanbHbil  roCcyqapCTBEHHbIN
TNNUEH3NOHHBIA  KOHTPONb [OEATENbHOCTU MO NPOWM3BOACTBY JIEKAPCTBEHHbLIX CPEACTB, MNEpPMOOUYECKOe NOATBEPXKAEHME
COOTBETCTBUA IMLEH3MATa, MMEILWEro JMUEH3NI0 Ha NPOM3BOACTBO JIEKAPCTBEHHbLIX CPEACTB, W (hapmaueBTU4ECKOMN
OEeATEeNbHOCTM B COOTBETCTBMM C 3aKOHOAaTeNbCTBOM Poccunckon ®enepaumm;

(MyHKT B pegakumn, BBeaeHHom B genctene ¢ 1 mniona 2021 rona PenepanbHbiM 3akoHoM oT 11 uioHa 2021 roga N 170-
®3. - CM. npeapiayLwLyo peAaKLnio)

5) opraHu3aums akcnepTu3bl NeKapCTBEHHbIX CPEACTB, 3TUYECKOWN 3KCMEPTU3bl BO3MOXHOCTU NMPOBEAEHUST KITMHUYECKOTO
uccrnenoBaHns NeKapcTBEHHOro npenapara Ans MEAWLMHCKOTO NPUMEHEHNs!, 9KCNEePTU3bl JOKYMEHTOB, NPeaCcTaBnNeHHbIX Ans
onpegeneHus BO3MOXHOCTM pacCcMaTpyBaTh NeKapCTBEHHbIV Npenapar AN MeAMLUHCKOro NPUMEHEHUS NpY rocyaapCTBEHHOM
perncTpauum B ka4ectBe opdaHHOro fiekapCcTBEHHOMO Npenapara,;

(MyHkT B pegakuun, BBeaeHHon B aencteue ¢ 1 nons 2015 roga PenepansbHbiM 3aKoHOM OT 22 Aekabpsa 2014 rona N 429-
®3. - CM. mpeablAyLLY0 PEAAKLIMIO)

5 1) opraHusauusi NpoBedeHUS KOMMIIEKCHOW OLIEHKM IeKapCTBEHHOro npenapata B LEnsX MNPUHATUS peLleHun o
BO3MOXHOCTU BKITKOYEHMST NIEKAPCTBEHHOrO npenaparta B nepeyeHb XU3HEHHO HEOOXOAMMbIX M BaXKHEMLLMX NEeKapCTBEHHbIX
npenapaToB, HOPMaTUBHbIE NPaBOBbIE aKTbl U MHblE JOKYMEHTbI, ONpeaensiowme nopsaok okasaHust MeauLMHCKOW MOMOLLM
WINN UCKMOYEHNS er0 U3 yKasaHHbIX NepeyHsi, akTOB U JOKYMEHTOB;

(MyHKT gononHuTensbHo BKoYeH ¢ 1 nionsa 2015 roga ®eaepanbHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-03)

6) BblJaya paspelleHuii Ha NPOBEAEHUE KITMHWYECKUX WCCRELOBaHWUI NEKAPCTBEHHbIX NpenapaTtoB, BEAEHUE peecTpa
BblJaHHbIX pa3peLleHunii Ha NPoBeaEeHNE KIMHUYECKUX UCCNed0BaHUA NEKAPCTBEHHbIX NPenapaTos;

7) rocynapcTBeHHasi perucTpauusi nekapcTBEHHbIX NMpenapaTtoB, BeAeHWEe [OCYyAapCTBEHHOIO peecTpa NEeKapCTBEHHbIX
CREACTB,;

8) opraHusaums n (unu) NpoBeAeHUe NHCMNEKTMPOBaHUS CyObekToB obpalleHns nekapcTBEHHbIX CPEACTB HA COOTBETCTBUE
npaBunaMm Hagnexaiien nabopaTtopHON NpakTUKKU, NpaBunaM Hagnexallen KNMHUYECKON NpaKkTWKuU, NpaBuraM Haanexatlemn
NPakTUKU XPaHEHUS! U MNEPEeBO3KM NEKApPCTBEHHbIX NPenapaToB Ans MEOWMLMHCKOrO MNPUMEHEHMUs, MnpaBuiaM XpaHeHusi
nekapcTBEHHbIX CPeACTB AN BETEPUHAPHOro NPUMEHEHWs], MpaBunam Hagnexallen AUCTpMObIOTOPCKON NPaKkTUKK, NpaBunam
Hagnexawlen anTe4yHon NPaKTUKK;

(MyHKkT B pegakumn, BBeaeHHon B aenctane ¢ 1 aHBapsa 2016 rona PenepanbHbiM 3akoHOM OT 22 nekabps 2014 rona N
429-93; B pegakumm, BBeaeHHom B aencteune ¢ 1 ceHTabps 2023 roga PeaepanbHbiM 3akoHoM oT 28 anpens 2023 roaa N 171-
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®3. - CM™. mpeapiayLwLyo PeAaKLMI)

8 1) opraHuszauus u (Mnu) nNpoOBEAEHWE WHCMEKTMPOBaHUS CyObEeKTOB OOpalleHusi NneKkapCTBEHHbIX CpeacTB Ha
COOTBETCTBME TpeboBaHWSAM npaBuIl Haanexawen npous3BoACTBEHHON NPaKTMKKU, Bbldaya 3akml4YeHW O COOTBETCTBUM
NPOV3BOANTENS NEKAPCTBEHHbIX CPeacTB TpeboBaHMAM NpaBun Hagnexallen Npon3BOACTBEHHOM NPaKTUKY;

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

8 _2) ycTaHoBneHue nopsiaka BeAeHWss W BeOEeHWe T[OoCyQapCTBEHHOTO peecTpa 3akMYeHUn O COOTBETCTBUM
NPOu3BOANTENS NEKAPCTBEHHbIX CpeacTB TpeboBaHMAM NpaBun Hagnexallen Npon3BOACTBEHHOM NPaKTUKY;
(MyHKT gononHUTENbHO BKNtoYeH ¢ 1 nonga 2015 roga PenepansHbiM 3akoHOM OT 22 nekabps 2014 rona N 429-93)

9) rocygapCTBeHHasl perucTpaums npefenbHbiX OTMYCKHbIX LEeH NpovM3BOAUTENEN Ha JleKapCTBEHHble Mpenaparbl,
BKITHOYEHHbIE B NepeyeHb XXM3HEHHO HEODXOAMMBIX U BaKHEMLLMX NEKAapCTBEHHbLIX NpenapaToB, U BeAeHWe rocyqapCTBEHHOMO
peecTpa npeaernbHbIX OTMYCKHbIX LEH NPOU3BOAMTENEN Ha NeKapCTBEHHblE npenapaTtbl, BKMOYEHHbIE B NEpPeYeHb XU3HEHHO
HeobXoaNMbIX N BaXKHENLLUUX FIEKapCTBEHHbIX NpernapaTtos;

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

9 1) cornacoBaHMe MPOEKTOB PELUEHUIN OPraHOB MWCMONHUTENbHOW Bractu cyobektoB Poccuiickon Penepaumm 06
YCTaHOBNEHUN U (UNN) UBMEHEHUW MPEAENbHBLIX Pa3MEPOB OMNTOBbLIX HAA0ABOK U NpefenbHbIX pa3MepoB PO3HUYHLIX HaabaBokK
K PaKTU4YeCKMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbLIM MPOM3BOAMTENSIMU NEKAPCTBEHHLIX MpenapaToB, Ha fiekapCTBEHHbIE
npenapatbl, BKIMOYEHHbIE B NEPEYEHb XKN3HEHHO HEOOXOANMBIX U BaXKHENLLNX IeKapCTBEHHbIX NpenapaTos;

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

10) Bblg@ya, yCTaAHOBMNEHME Mopsiaka Bbl4ayn paspeLleHusl Ha BBO3 KOHKPETHOMW MapTuUKM NEeKapCTBEHHOro cpeactsa B
Poccuickyto ®egepaunio;

(MyHkT B pegakuun, BeegeHHon B aenctene ¢ 13 asrycta 2019 roga ®enepanbHbiv 3akoHoM OT 2 asrycta 2019 rona N
297-93. - CM. NpeAblayLLY0 PenaKLmio)

10_1) Bblgaya, ycTaHoBreHue rnopsgka Bblgauv M OpMbl JOKYMEHTa, KOTOpPbI MNOATBEpPXKAaeT, YTO MNpOou3BOACTBO
neKkapcTBEHHOrO npenapaTta Anst MeaWUMHCKOro MPUMEHEHUS OCYLLECTBIIEHO B COOTBETCTBMM C TpeboBaHWUSIMM MNpaBwuil
Haanexallen npoM3BOACTBEHHON NMPaKTUKN UMK YTO SIEKapCTBEHHbIM Npenapar Ans BEeTEPUHAPHOro NPUMEHEHUsT OOMYLUEH K
ob6palleHnto B Poccuickor denepaumun, U noanexuT NpeacTaBneHnto no TpeboBaHMIo YNofIHOMOYEHHOrO opraHa CTpaHbl, B
KOTOPYIO BBO3UTCS JIEKAapPCTBEHHbIN Npenapar;

(MyHKT pgononHuTenbHO BkModeH ¢ 1 mionsa 2015 roga PenepanbHbiM 3akoHOM OT 22 nekabps 2014 roga N 429-93; B
penakumu, BBegeHHon B gencteue ¢ 13 asrycta 2019 roga ®enepanbHbiv 3akoHoM OT 2 aerycta 2019 roga N 297-93. - Cwm.
NReAbIAYLLYI0 PefaKLmio)

10_2) Bblgava, yCTaHOBMeHWe nopsaka Bbidadn M OPMbl  JOKYMEHTa, COAepXallero CcBefeHWss O CTaausax
TEXHOMOrM4YeCcKoro npoLecca NPou3BOACTBa NEeKapCTBEHHOIO CPeACTBa ANA MEAULIMHCKOTO NPUMEHEHMS, OCYLLECTBMASIEMbIX Ha
Tepputopun EBpasnmnckoro aKOHOMMYECKOro CoH33a;

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

11) co3gaHune COBETOB MO BONpoOcaM, CBsI3aHHbIM C 0OpaLleHMeM NeKapCTBEHHbIX CPEACTB;
12) atTectauusa n ceptudukaumns cneLmanmcTos;

13) nyHkT yTpatmn cuny ¢ 1 ceHtabps 2013 roga - PenepanbHbin 3akoH oT 2 wmona 2013 roga N 185-93 - cwm.
OREAbIAYLLIYIO peAaKLInio;

14) ocywiectBneHne papmakoHaasopa;

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

15) yyacTne B MexayHapogHOM COTPYOHUYECTBE;

16) nomny4yeHne no 3anpocaMm YMNONTHOMOYEHHOrO doedeparnibHoro opraHa WCMNOMHUTENbHOW BacTM OT OpraHoB
MCMNonHUTENBLHON BnacTn cybbektoB Poccuickon ®enepaumm, a Takke OT CyObekToB obpalleHnst nekapCTBEHHbIX CPeacTB Ansi
MEeANLIMHCKOro NMpUMEHeHUs MHopMaLumM no BONPOCaM YCTAHOBINEHMS U MPUMEHEHUS LieH Ha NeKapCTBEHHbIE npenapaTtbl U
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HaabaBoOK K HUM;
17) npumeHeHne mMep OTBETCTBEHHOCTU 3a HapyLleHue 3akoHoaartensctea Poccuiickon depepavuy;

18) yTBepxaeHue npaBun Hagnexatilen nadbopaTtopHON NPaKTMKW, NPaBUN Hagnexallen KIMHUYECKON NPaKTUKKU, NpaBun
Hagnexawlen Mnpon3BOLACTBEHHOW MPaKTUKK, MpaBu Hagnexawen nNpakTUKM XpaHeHUs U MNEepeBO3KM NEeKapCTBEHHbIX
npenapaTtoB 4151 MegULUMHCKOrO NMPUMEHEHUS, NPaBui XpaHEHUsT NEKApPCTBEHHbIX CPeacTB Af1 BETEPUHAPHOrO NPUMEHEHMS,
npaBvn Hagnexawen OUCTPUOLIOTOPCKOM MpakTUKX, NpaBun Hagnexalwen anTeYyHOW NpakTUKWM, npaBuil Haanexaien
npakTUKn hapmakoHag30pa fiekapCTBEHHbIX NpenapaTtoB ANs MeAULMHCKOro NpUMEHEHNS;

(MyHkT pononHuTenbHo BkModeH ¢ 1 miona 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabpa 2014 roga N 429-93; B
pefakumu, BBeaeHHon B aencteue ¢ 1 ceHTabps 2023 roga PenepansbHbiM 3akoHom oT 28 anpens 2023 rona N 171-93. - Cwm.
0ReablAyLLYI0 pefakLmio)

19) yctaHoBneHne nopsigka opMMpOBaHUA PErMCTPALMOHHOIO AOCbEe Ha eKapCTBEHHbIN npenapaT v TpeboBaHui K
[OKYMeHTaM B €ro COCTaBe;
(MyHKT gononHuTensHo BkMoYeH ¢ 1 nons 2015 roga ®enepanbHbiv 3akoHOM OT 22 aekabpsa 2014 rona N 429-03)

20) yTBepxaeHue npaBuN pauuoHanbHOro BblibOopa HauMeHOBaHMI NeKapCTBEHHbIX NpenapaToB Ans MeAULMHCKOro
NMPUMEHEHNS;
(MyHKT gononHuTenbHo BkoYeH ¢ 1 nons 2015 roga ®enepansHbiv 3akoHOM OT 22 aekabpsa 2014 rona N 429-03)

21) yTBEpXXAEHNE NepeyHs HanMeHOBaHUM NeKapCTBEHHbIX POPM;
(MyHkT gononHuTensbHO BkNtoYeH ¢ 1 uonst 2015 roga ®enepaneHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-93)

22) NyHKT, fononHuTensHo BkoyeH ¢ 1 mnonga 2015 roga PenepanbHbiM 3akoHOM OT 22 nekabpa 2014 rona N 429-03;
yTpatun cuny ¢ 1 mapta 2020 roga - PeaepanbHbivi 3aKkoH OT 27 nekabpa 2019 rona N 475-03 - cm. OpeablayLLyo peaakLuio;

23) yTBepxaeHne TpeboBaHUM K UHCTPYKLMM NO MEAVLMHCKOMY MPUMEHEHUIO NEKAPCTBEHHbIX MPEnapaToB U K MHCTPYKLMK
no BETEPMHAPHOMY NPUMEHEHWIO NTEKaPCTBEHHbIX NPENapaTos.;
(MyHKT gononHuTenebHo BKMoYeH ¢ 1 nions 2015 roga ®eaepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-03)

24) NpUHATNE peLleHUI, SABMAIOWNXCA OCHOBAHUAMW AN BKIHOYEHUS OOMEHHBIX MMEH W (MnW) yKasaTenen cTpaHuy
canTtoB B WHGOPMALMOHHO-TENIEKOMMYHUKALUMOHHOM ceTu  "MIHTepHeT", a Takke CeTeBblXx aApecoB B €4uHYH
aBTOMaTU3NPOBaHHYD MHAOPMAUNOHHYKD cuctemy "EOWHBIA peecTp OOMEHHbIX WMEH, yKasaTternen CTpaHuy, calToB B
MHGOPMALMOHHO-TENEKOMMYHMKALUNOHHON ceTu "MIHTepHeT" 1 ceTeBbiX aapecoB, NO3BOMSALWNX naeHTMduUMpoBaTb CanTbl B
MHGOPMALNOHHO-TENEKOMMYHUKAUNMOHHON ceTn "HTepHeT", cogepxawue uHGOpMauuio, pacnpocTpaHeHue KOTopou B
Poccunckon depepaummn 3anpelleHo”, B OTHOLWEHUN MHGOPMaUUK, coaepXaller NpeanoXeHue O PO3HUYHOW TOproere
nekapcTBeHHbIMKU npenapaTaMmu, B TOM YWCMEe OUCTaHLUOHHBIM CNOcoBOM, PO3HMYHAsS TOProBrisi KOTOPbIMU OrpaHUYeHa unm
3anpelleHa B COOTBETCTBMM C Hactoswum denepanbHbiM 3aKOHOM, U (UNn) MHGOpPMaUUW, codepxallen npeanoxeHue o
PO3HUYHOW TOProBrie feKkapcTBEHHbIMW MNpenaparamu, B TOM YUCre AUCTaHUMOHHbIM CnocoboMm, nuuamu, He VMELMMU
NMLIEH3UM U pa3peLLEHMS Ha OCYLLECTBIIEHME TakoW AeATENbHOCTU, €CNW NOMyYeHne NULEH3NN U paspeLLeHnst NpegyCMOTPEHO
3aKoHO4aTENbLCTBOM 06 0OpaLLeHNM NeKapCTBEHHbIX CPEACTB;

(MyHkT gononHuTensHo BktoveH ¢ 1 monsa 2015 rona PenepanbHbiM 3akoHOM OT 22 faekabpsa 2014 rona N 429-03; B
pegakumu, BBegeHHon B gencteue PeaepanbHbiv 3akoHoM 0T 3 anpend 2020 roaa N 105-93. - Cm. npeablayLlyo penakLuio)

25) Bblgava paspeLleHnii Ha BBOA B rpaXkaaHCcKnii 060poT MMMYHOOMONOrMYeCcKUX NeKapCTBEHHbIX NpenapaTos.
(MyHKT gononHUTENBbHO BKMOYEH ¢ 29 HoA6pA 2019 roga PenepanbHbiM 3akoHOM OT 28 HoA6ps 2018 rona N 449-93)

26) perynupoBaHue BOMPOCOB, CBSA3aHHbIX C B3aMMO3aMEHSIEMOCTbIO JIEKAPCTBEHHLIX MpPenapaToB AN MeAWLMHCKOro
NPUMEHEHMS.
(MyHKT gononHUTeNbHO BKMoYEH ¢ 1 sHBaps 2024 roga ®enepansHbiv 3akoHOM OT 19 okTabpsa 2023 roga N 503-93)

KommeHTapum k ctatbe 5

CTATbA 5_1. NEPEOAYA OCYLLECTBJIEHUA MNONMMHOMOYUU ®EQEPATIbHbIX OPFTAHOB
UCMNOJNHUTENBbHOM BITACTU NPU OBPALLIEHUN NEKAPCTBEHHbIX CPEAICTB OPTAHAM
MCNONHUTENbHOWU BITACTU CYBBEKTOB POCCUNCKOU PEONEPALIUN
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MonHoMounst  doedepanbHbIX  OpPraHOB  UCMOMHUTENBbHOM  BRacTM npu  obpalleHun NEeKapCTBEHHbIX  CPeacTs,
npeaycMOTpeHHble HacTosAwmMM defepanbHbIM 3aKOHOM, MOTYT nepefaBaTbCa 4515 OCYLEeCTBeHNA opraHamM UCMNOMHUTENBHON
Bnactu cybwektoB Poccuiickon ®epepauunm noctaHoBneHusamu [lpaButensctBa Poccuiickon ®epepauum B nopsiake,
ycTaHoBneHHom ®PenepanbHbiM 3akOHOM OT 6 okTabpa 1999 roma N 184-®3 "O6 obuiux npuHLMNax opraHvsaumu
3aKoHoAaTenbHbIX (MPeacTaBUTENbHbIX) U UCNOMHUTENbHbIX OPraHOB [OCYAAaRCTBEHHOW BRacTtu cyOobekToB Poccuiickon
Denepauun”.

(Ctatbsa gononHuTenbHO BKtodeHa ¢ 24 uionsa 2015 rona ®eaepanbHbiM 3akoHoM oT 13 mtona 2015 roaa N 233-93)

KommeHTapum k ctatbe 5 1

CTATbA 6. TONHOMO4YUA OPFAHOB UCMONTHUTENBLHOW BNACTU CYEBLEKTA POCCUNCKOW
SEOEPALIMU NPU OBPALLEHUU JIEKAPCTBEHHbIX CPEACTB

K nmonHomMo4msim opraHoB MCMNONHUTENBbHOW BnacTu cybbekta Poccuiickon ®enepaumm npy obpalleHun nekapCTBEeHHbIX
CpeaCTB OTHOCATCS:

1) pa3paboTka 1 peanusaums peroHanbHbIX NporpamMmmM oGecrnedyeHnsl HaceneHus NekapcTBeHHbIMU NpenapaTamu;

2) ycCTaHOBMeHMe npeaenbHbIX pasmMepoB ONTOBbIX HaabaBOK M MpedenbHbIX Pa3MepoB PO3HUYHLIX HagbaBoOK K
(haKTUYECKMM OTMYCKHbIM LeHaM, YCTAHOBMEHHbIM MPOU3BOAUTENSMM NEKapCTBEHHbIX MpenapaTtoB, Ha JIEKAPCTBEHHbIE
npenapatbl, BKIMOYEHHbIE B NEPEYEHb XN3HEHHO HEOOXOANMBIX Y BaXKHEMLLNX NeKapCTBEHHbIX NpenapaTos;

3) ocyllecTBneHWe pernoHanbHOro rocygapCTBEHHOIO KOHTPOMS 3a NPUMMEHEHWEM LIeH Ha NEeKapCTBEHHble mpenapatsbl,
BKIMIOYEHHbIE B MEPEYEHb XU3HEHHO HEOOXOOAUMBIX M BaXKHEWLUMX FEKapCTBEHHbIX NpernapaTtoB, OpraHM3auusiMM OMTOBOM
TOProBNY NEKapCTBEHHLIMU CPeACTBaMM, anTeYHbIMU OpraHu3aumsiMy, UHAMBMAYaNbHbIMK NpeanpuHuMaTensiMm, UMeoLLMMI
nMUeH3ni  Ha  dapmaleBTUYECKYHD OeATENbHOCTb, MEOUUUHCKMMU  OpraHvM3aumsiMiM, WUMEKLWUMU  NULEH3UK  Ha
papMaLeBTUYECKYD [OeATenbHOCTb, U ux 060cobneHHbIMU nogpasgeneHusamn  (ambynatopusmu, enbaepckumm wu
henbaluepcKo-aKyLepckMMn  MyHKTamn,  UeHTpamu  (oTAeneHunamn) obwer  BpayebHOW  (CEMEeMHOW)  MpaKTuKK),
pPacnonoXeHHbIMU B CEMbCKUX HAaCEMNEHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT anTe4YHble OpraH13aLny;

(MyHKT B pegakumu, BBegeHHoW B aencrtene ¢ 25 uoHga 2012 roga ®eaepanbHbiM 3akoHoM oT 25 uioHga 2012 roga N 93-
d3; B pepakummn, BBegeHHon B Aenctene ¢ 1 mapta 2020 roga PefepanbHbiM 3akoHoM oT 27 Aekabps 2019 rona N 475-93. -
CM. npeapiayLwyo peaakLmio)

4) npuHATNE pelueHns o6 Mcnonb3oBaHMM Ha Tepputopumn cybbekta Poccunckon depepauumn Hapagy € peuentamy Ha
nekapcTBeHHble npenapatbl, OMOPMIIEHHBIMU Ha OyMaxHOM HocWTene, PeuenToB Ha JiekapCTBEHHbIE Mpenaparhbl,
CcHOpMUPOBAHHLIX B (DOPME 3NEKTPOHHbBIX OKYMEHTOB.

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

MonoxeHus ctatbn 6 HacTodAwero ®eaepanbHOro 3akoHa (B pegakumm PenepanbHoro 3akoHa ot 29 utonga 2017 rona N
242-93) B 4acTu, kacarowenca opMmnpoBaHns 1 Bblaaun peLenToB Ha NieKapCTBEHHbIE Npenaparthbl, cogepXallime HasHadYeHne
HaPKOTUYECKMX CPEenCTB MMM MCUXOTPONMHbIX BELLECTB, B DOPME 3MNEKTPOHHbIX AOKYMEHTOB, NpuMeHsitoTca ¢ 1 sHBapsa 2019
roga - cM. NyHKT 2 ctatbn 4 PenepanbHoro 3akoHa ot 29 mniona 2017 rona N 242-93.

KommeHTapum kK ctatbe 6

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

1. MNopg rocygapcTBeHHOW hapMakoneer NoHMMaeTCst CBoA 0bLLMX hapMakonenHbix cTaTen n doapMakonerHbIX CTaTen.

2. PaspaboTtka obWwmnx hapmakonerHbix ctateri n apMakonenHbliX CTaTtei, B TOM 4Mcne apMakonemnHbix cTaTten Ha
hapmakonemnHble CTaHgapTHble 0Opasubl, U BKMOYEHWE UX B FOCYLAPCTBEHHYIO dhapMakornel OCyLLECTBSATCA B MOpsiake,
YCTaHOBNEHHOM YMNOMHOMOYEHHbIM dhedeparnbHbIM OpraHOM UCMONMHUTENLHOW BNacTu.
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(YacTtb B pegakuuun, BBegeHHom B aenctene ¢ 1 nons 2015 roga PegepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-

@3. - Cm. npeablayLyo peaakLuo)

3. Paspabotka chapmakonenHom ctatbm Ha pepepeHTHbIN NTIEKApCTBEHHbIN NpenapaT 1 BKIIOYEHWE €€ B rOCYAapCTBEHHYHO
hapmakonelo B TEYEHWEe CpoKa AEWCTBUS 3alUThl UCKIYMTENBHOIO NpaBa, YAOCTOBEPEHHOrO NMaTeHTOM Ha pedepeHTHbIN
nekapCcTBEHHbIV Npenapar, OCYLLECTBAITCA C COrnacus ero paspaboTuuka.

(Yactb B pegakuuu, BBegeHHou B aenctene ¢ 1 nonga 2015 rona PegepanbHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-
®3. - CM. mpeabIAyLLY0 PEAAKLIMIO)

4. l'ocymapcTBeHHas hapMakones M3gaercst YyNornHOMOYEHHbIM dhefeparnbHbiM OpraHoM MCMONHUTENBHOM BracTu 3a cyeT
cpencTB heaepanbHOro GloaxeTa 1 NOANEXNUT NepensgaHnsmM He pexe YemM OOuH pas B NATb FET, B Nepuog Mexay KoTopbiMu
n3gatTcs NPUNOXEHWs K rocygapCTBEHHOW dhapmakonee, coepxaiwime obwue dapmakonenHble ctatb U (Mnwn)
hapmakonenHble cTaTby, yTBEPXKAEHHbIE NOCIEe N3AaHUst Ny Nepen3naHns rocyaapcTBEHHON hapmakonen.

5. YnonHomou4eHHbI dheaeparnbHbIi OpraH UCMOMHUTENBHON BracTy pa3meLlaeT gaHHbIE O rocyaapCcTBEHHON hapmakonee
M NPUNOXEHNAX K HeN Ha cBoeM oduumnanbHoM cante B ceTn "VHTepHeT" B yCTaHOBNEHHOM UM NOpSAKe.

KommeHTapum k ctatbe 7

IMABA 4. NIULIEH3MPOBAHWE NMPOU3BOACTBA NNEKAPCTBEHHbLIX CPEACTB U ®APMALIEBTUYECKON
OEATENbHOCTHU, TOCYOAPCTBEHHbLIUN KOHTPOJIb (HAO30P) B CPEPE OBPALLEHUA NEKAPCTBEHHbIX
CPEAOCTB

(HaumeHoBaHue B pegakuunn, BBeaeHHon B gencteme ¢ 1 nonsa 2021 roga PeaepanbHbiM 3akoHoM oT 11 mtoHa 2021 rona N
170-®3. - CM. MpeablayLLyo peaakumio)

CTATbA 8. IMLEH3UPOBAHUE NPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB U ®APMALIEBTUYECKOW
AEATENBbHOCTH

1. JlnueH3npoBaHNe NPON3BOACTBA JIEKAPCTBEHHLIX CPEACTB M hapMaLeBTUYECKON AeATEeNbHOCTU OCYLIECTBASIETCS B
COOTBETCTBUM C 3aKoHoAaTenNbLCTBOM Poccuiickon Pepepauun.

2. OOGsi3aTenbHbIM YCNOBMEM MPEOOCTaBNEHUs JIULEH3MM Ha MPOM3BOACTBO JIEKAPCTBEHHLIX CPEACTB SBMSIETCS
NPUNOXeHWe K 3asiBEHUIO COMCKaTensl JNMUEH3UWM TMepeYHst NeKapCTBeHHbIX copM u (Mnn) BUOOB hapMaLeBTUYECKUX
cy6CTaHLMiA, KOTOopble NPOU3BOAMTENb NEKaPCTBEHHbLIX CPEACTB HAMEPEH NPOU3BOANTb.

3. B cnyyae HeobxoamMMoCTu pacluMpeHns Npon3BoaCTBa NEKAPCTBEHHbLIX CPEACTB 3a CHET HOBLIX IEKAPCTBEHHLIX (DOPM U
BUAOB (papMaLeBTUYECKNX CybCTaHuuini Npon3BoanTenb NEKapCTBEHHbIX CPEACTB AOIMKEH MoAaTh B MULIEH3MPYHOLWMIA opraH
3asiBeHMe 0 BHECEHUM U3MEHEHWI B PEECTP NULEH3MIA Ha NPOM3BOACTBO JIeKapCTBEHHbIX CPeacTB.

(YacTb B pepakumu, BBegeHHon B fencteme ¢ 13 aBrycta 2019 roga ®enepanbHbiM 3akoHoM OT 2 aBrycta 2019 roga N
297-93; B pegakumm, BBegeHHon B genctane ¢ 1 mapta 2022 roga PenepanbHbiM 3akoHom oT 11 mniona 2021 rona N 170-93. -
CM. npeapiayLwyo peaakLmio)

4. JInueH3usa Ha NMPOU3BOACTBO JIEKAPCTBEHHLIX CpeacTB (dhapMaueBTUYecKon cybcTaHuum cnupTa 3TUOBOro (3TaHona)
BblJAETCA NPWU YCMOBUM Hamnuums y OpraHM3auum Ha npaBe COOCTBEHHOCTU, XO3SWCTBEHHOrO BEOEHWUS UMW OMepaTUBHOMO
ynpaBneHnsi OCHOBHOIO TEXHOIOrMYeckoro obopyaoBaHUS Ansi NMPOW3BOACTBA 3TMITOBOrO CMMPTA, 3aperucTpupoBaHHOMO B
cooTBeTCcTBUM co cTatben 14 1 PepnepanbHOro 3akoHa oT 22 Hosbpa 1995 rogpa N 171-@3 "O rocynapcTtBeEHHOM
pPEerynupoBaHuUM NpPousBoacTBa M 0bopoTa  STUIIOBOMO CNMPTA,  anKorofnbHOW W ciMpTOocoAepKallen npoaykumMM un ob
orpaHnYyeHun NoTpebneHns (pacnuTna)_ankoronbHOW NPoayKLUKn”.

(MacTb gononHutensHo BKNtoveHa ¢ 29 aekabps 2020 rona PenepanbHbiM 3akoHoMm ot 27 fekabpsa 2019 rona N 481-93)

KommeHTapum Kk ctatbe 8

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

1. [enctene nUUEH3NN Ha NPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB (hapmaueBTUYECKON CyOCTaHLMK cnmpTa 3TUIOBOrO
(aTaHoOna) npuocTaHaBnMBaeTCs B 4acTM MpaBa Ha NPoOM3BOACTBO (hapMaLeBTUHECKOW CcyObCcTaHuMM cnupta 3TUNOBOrO
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(aTaHona) NUUEH3NPYIOLWLMM OpraHoM B Criyyasix, onpeaeneHHblx ctatben 20 ®enepanbHoro 3akoHa ot 4 mas 2011 roga N 99-
D3 "O nuLieH3MpoBaHMK OTAENbHLIX BUAOB AEATENLHOCTU", a TakkKe Ha CPOK MPUOCTAHOBMEHMS OENCTBUSI NIMLEH3UN Ha
npon3BOACTBO STUMOBOIO CNMpTa ANs NpoM3BoAcTBa hapMaLeBTUYecKor cybcTaHumy cnvpTa STUNOBOro (3TaHona), BblAaHHOM
B coorBeTcTBUM C PenepanbHbiM 3akoHOM 0T 22 HoAbpa 1995 roma N 171-®3 "O rocynapCTBEHHOM pErynvpoBaHuv
NPOM3BOACTBA U 060POTA 3TUNOBOIO CNMPTA, anKOrofbHOW M CNMPTOCOAERXKALLEeN NPoAYKLMM U 06 orpaHMyeHur noTpebneHus
(pacnuTung) ankoronbHOW NpoAyKLUnn”.

2. [lercTBME NMULEH3MM Ha NPOM3BOACTBO NEKAPCTBEHHbIX CPeAcTB (hapmaueBTuyeckon cybCcTaHumMmM cnvpTa 3TUIOBOIO
(3TaHona) B YacTu npaBa Ha MPOW3BOACTBO (hpapmaueBTMYECKON cybCTaHUMM cCnMpTa 3TUIOBOIO (3TaHOmna) npekpallaercst
NUUEH3MPYIOLLUM OpraHoM B cry4asx, onpegeneHHbix ctatben 20 denepansHoro 3akoHa ot 4 mada 2011 roga N 99-93 "O
NVLIEH3MPOBaHNK OTAENbHbLIX BUAOB AEATENLHOCTU", a Takke C AaTbl NPEeKpPaLLeHUs UNN aHHYNMPOBaHUS OENCTBUS NULEH3UN
Ha MNpPOM3BOACTBO JITUNOBOIO CNMpTa AN NPOM3BOACTBa hbapMaueBTMYECKOW CyOCTaHuuM cnvpTa 3TWUMoBOro (3TaHona),
BblJaHHOM B coOTBETCTBUN ¢ PenepanbHbiM 3akoHOM OT 22 Hos0psa 1995 ropa N 171-$3 "O rocyjapCTBEHHOM peryaMpoBaHumu
Nnpom3BoACTBa U 060POTa ITUNOBOIO CAMPTA, aNKOrorbHOW U CNUMPTOCoAEeRXKaLLen NPoAyKLUN U 06 orpaHMyeHur noTpebneHms
(pacnuTuns)_ankoronbHOW NROAYKLNN".

(Ctatbs gononHUTenbHO BKIoYeHa ¢ 29 aekabpsa 2020 roga PenepanbHbiM 3akoHOM OT 27 aekabpsa 2019 rona N 481-93)

CTATbA 8_2. OCOBEHHOCTU JIMLIEH3UPOBAHUA ®APMALIEBTUMECKOW OEATENIBHOCTU B YACTU
OCYLLECTBIEHUA ONTOBOW TOPIrOB/NU NEKAPCTBEHHBLIMUA CPEACTBAMU

1. [enctBne nuueHann Ha apmaueBTUYECKYlD [eATenbHOCTb B 4YacTU  OCYLUEeCTBIeHMS OMNTOBOW TOProBmnu
nekapcTBeHHbIMW CcpeacTBaMM ANA MeOUUMHCKOTO MPUMEHEHUs npekpawlaeTcs fUUEeH3MPYHOWMM OpraHoM B Crny4as,
onpegeneHHbix cratben 20 PenepansHoro 3akoHa o1 4 mas 2011 roga N 99-03 "O nuvueH3npoBaHUN OTAENbHbLIX BUAOB
0eATenbHOCTN", a Takke MO peLleHUIo NIMLEH3MPYIOLLEro opraHa, NPpMHATOMY B COOTBETCTBUM C HACTOsLLEN YacTblo. B crnyvae
BbISIBNIEHMS NPU OCYLLECTBNEHUM defepanbHOro rocyaapcTBEHHOro KOHTpons (Haasopa) B cdepe obpalleHns nekapcTBEHHbIX
CPEeACTB HapyLUEHUsI opraHu3auMen ONTOBOW TOProBMNM NeKapCTBEHHbIMM cpeacTBamun TpeboBaHun Yacten 1-3 crtatbum 53
HacTosulero PenepanbHOrO 3akoHa AEWCTBME NULEH3UM Ha hapmaueBTMYECKYD OeATEeNbHOCTb B 4acTU OCYLLECTBMEHUS
ONTOBOW TOPrOBMMW JfieKapCTBEHHbLIMU CpeAcTBaMy AN MEOULUHCKOTO NMPUMEHEHUS NMPUOCTaHaBMNMBAETCH B TeYeHWe OecaTu
pabounx OHel CO OHSI BbISIBMEHUS YKa3aHHOrO HapylleHusi. [leicTBMe NMULEH3MU Ha hapMaueBTUYECKYID OESTENbHOCTb B
YyacTU  OCYLLUEeCTBMEeHUA  OMNTOBOW  TOProBMW  FIeKapCTBEHHbIMW  CpedcTBaMuM AN MEeOMUMHCKOrO  NpUMEeHeHus
NPUOCTaHaBMNMBAETCH Ha CPOK, KOTOPbIA OnpedensieTcs NULEH3VMPYHOLWMM OpraHoM (HO He MeHee YeM Ha oauH Mecsu), Mo
NCTEYEHUN KOTOPOro AeUCTBUE JaHHOW NULEH3MM NOASNEXUT NpeKpaLLleHMI0 Ha OCHOBaHMM peLleHus NIMLEH3NPYIOLLEro opraHa,
3a UCKITKOYEHMEM Crny4asi, YKasaHHOro B YacTu 2 HACTOSLLEN CTaTbU.

2. [eiictBne nuueHsnM Ha dapmaleBTUYECKYl0 AeATENbHOCTb B YacTW  OCYLUECTBIIEHMSI OMTOBOW TOProBmu
neKapCTBEHHbIMWM CpeacTBaMU AN MEAMUMHCKOTO MPUMEHEHUS, OENCTBUE KOTOPOW MNPUOCTAHOBMEHO B COOTBETCTBUM C
YacTblo 1 HacTosAulel CTaTbu, NOAJEXMT BO30OHOBNEHMIO B Criydae, ecrnv B Mepuog MpUOCTaHOBIEHUS AENCTBUS OaHHOW
NMUEH3NM B pamKax pocyaebHoro 06xanoBaHWs pelleHVMe KOHTPOMbHOMO (HaA30pHOro) opraHa B 4acTu BbISIBIIEHHOIO
HapyweHusa TpeboBaHun Yacten 1-3 ctatbm 53 HacTosulero eaepanbHOrO 3akoHa OTMEHeHO. B ykasaHHOM cnyvae aencteue
NMUEH3NM Ha dhapMaLEBTUYECKYHO AESATENBHOCTb B YacTU OCYLLECTBMEHMS ONTOBOW TOProBnW fieKapCTBEHHbIMWU CPEACTBAMMU
ANs MEQULMHCKOTO NpUMeEHeHUs BO30OHOBNAETCS He NO34HEE O4HOro paboyvero AHS CO AHA OTMEHbI PELUEHNUST KOHTPOIBHOIO
(Haa3opHOro) opraHa.

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

CTATbSA 9. FTOCYOAPCTBEHHbIA KOHTPONb (HAA30P) B C®EPE OBPALLEHUA NEKAPCTBEHHbIX
CPEAOCTB

1. TocymapcTBEHHbIN KOHTPOSb (Hag3op) B cdepe obpalleHMs NeKapCTBEHHbIX CPeacTB OCYLLECTBNSETCS NOCPELCTBOM
defepanbHOro rocyaapCTBEHHOro KOHTponsi (Hagsopa) B cdpepe obpalleHus nekapcTBeHHbIX cpeacTB v deaepanbHOro
rocyapCTBEHHOrO MULEH3MOHHOIO KOHTPOMNS AEeATENbHOCTU NO NPOM3BOACTBY NEKApPCTBEHHbIX CPEACTB, OCYLLECTBNAEMbIX
denepanbHbIMY OpraHamn UCNOMHUTENBHOW BNacTu, ynonHoModeHHbIMK MNpasutensctBom Poccuiickon ®epepaumu.

2. MNpeometoM benepanbHOro rocygapcTBEHHOIO KOHTpons (Hagsopa) B cdpepe obpalleHusi nekapCcTBEHHbIX CPEeACTB
ABNAOTCS:

1) cobntopgeHne o6si3aTenbHbIX TpeboBaHuii B cdhepe oGpaLleHunsi NekapCTBEHHbIX CPeACTB, B TOM YUCTE:

a) TpeGoBaHMN K [OKIMHUYECKUM WCCINEdOBaHWAM FNEKapCTBEHHbIX CPEACTB, KMUHWYECKUM  WUCCReqoBaHuaMm
nNeKapCTBEHHbIX MpenapaTtos, M3rOTOBMEHWUIO, XPaHEHWO, NepeBo3ke, BBO3y B Poccuiickyo deaepaumio, OTrycKy, peanusaumm,
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nepegave, Npofdake NEKapCTBEHHbIX CPeACTB, MPUMEHEHMWI0 NeKapCTBEHHbIX MpenapaToB, YHUYTOXEHWUIO IEKapCTBEHHbIX
CPeacTB, YCTaHOBNEHUIO MPOU3BOAUTENSIMUA NEKAPCTBEHHbIX NMPEnapaToB LEH Ha NekapCTBEHHbIE npenaparsl, BKIOYEHHbIE B
nepeveHb XN3HEHHO HEOOXOAMMbIX U BaXKHEMLLNX NeKapCTBEHHbIX NpenapaTos;

6) TpeboBaHMI K COOTBETCTBUIO TEKAPCTBEHHbIX CPEACTB, Haxogsdwuxcs B oOpalleHuu, nokasaTensm KayecTBa,
3P eKTUBHOCTN M BE30MACHOCTH, YCTAHOBIEHHBLIM B COOTBETCTBMU C HacTosilmum PeaepanbHbIM 3aKOHOM;

B) TpeboBaHWiA Kk cobnogeHuto cybbekTammn obpalleHNst NeKapCTBEHHbIX CPeacTB, YKas3aHHbIX B Yactu 1 cratbu 67_1
HacTodulero deaepanbHOro 3akoHa, orpaHMyYeHnin, Hanaraemblx ctatbamu 67_1 1 67_2 HacTosuero PenepanbHOro 3aKoHa;

2) cobniogeHve NMUEH3NOHHbIX TpeBoBaHMIM K OCYLLECTBEHUIO hapMaLleBTUYECKON AEATENBHOCTY;

3) cobniogeHne TpeboBaHUM K MpegocTaBneHMio cybbekTamu obpalleHns NeKapCTBEHHbIX CPEACTB WMHopMaumm o
NeKapCTBEHHbIX CpeacTBax M (UNKN) NeKapCTBEHHbIX Npenaparax, npegycMoTpeHHon ctatbamu 9 1, 52 1 n 64 HacTosulero
denepanbHOro 3akoHa;

4) cobniogeHve npegycMOTPeHHbIX cTatben 55 1 Hactosulero denepanbHOro 3akoHa TpeboBaHUM K NpoBeAeHUto
3KCMEPUMEHTa MO OCYLLUECTBIIEHUIO PO3HUYHOW TOPrOBMNM feKapCTBEHHbIMU MpenapaTaMmn Ans MeAULUHCKOrO NpUMEHEHUS,
oTnyckaembIMUK MO peLenTy Ha fiekapCTBEHHbIN Npenapart, QUCTaHLMOHHBIM CrIocoGoM.

(MyHKT gononHUTENBLHO BKMNtoYeH ¢ 1 mapTta 2023 roga PenepanbHbiM 3akoHoM oT 20 okTabpa 2022 rona N 405-93)

lMonoxeHns nyHkTa 4 YacTm 2 HacTosilwen cTatbu npumeHsaTca Ao 1 maprta 2026 roga - CM. OYHKT 2 cTatbu 2
denepanbHoro 3akoHa o1 20 okTa6ps 2022 rona N 405-93.

3. lMpun ocywecTBneHnn deaepanbHOro rocy4apCTBEHHOMO KOHTponsi (Haasopa) B cdepe obpalleHust NnekapCTBEHHbIX
CpencTB NPOBOAATCA criefylLImne BUAbl KOHTPOMbHbLIX (HAA30PHbLIX) MEPONPUATUN:

1) LokyMeHTapHas NpoBepKa;

2) Bble3aHasi NpoBepKa;

3) BbIGOPOYHBIN KOHTPOSb Ka4ecTBa;

4) KOHTpONbHasA 3aKymnka;

5) NHCNEKUNOHHbBIN BU3WT;

6) HabnogeHve 3a cobniogeHnem obsasaTenbHbIX TpeboBaHui (MOHMTOPUHE B6e3onacHocTu) (hapmakoHaasop).

4. OpraHmsauuss u ocyLlecTBreHne denepanbHOro rocyAapCTBEHHOrO KOHTpons (Hags3opa) B cdhepe obpalieHus

nekapcTBeHHbIX cpencTts perynupytotcs PenepanbHbiM 3akoHoM oT 31 mona 2020 roga N 248-03 "O rocyaapCTBEHHOM
KOHTpOrne (Haasope) u MyHuumnnanbHoM KoHTpone B Poccuiickon Peaepauun”.

5. BHennaHoBbI BbIGOPOYHLIA KOHTPOSb Ka4yecTBa NPOBOAUTCS B TOM YMNCIe HA OCHOBaHUM NporpamMMbl NPOBEPOK.
6. MnaHoBbLIN BLIOOPOYHLIA KOHTPOMb KaYecTBa He NPOBOAUTCS.

7. Mo pesynbTaTtam BbIGOPOYHOrO KOHTPOMS KayecTBa Hapsidy C pelleHnsiMu, NpegycMoTpeHHbIMK PeaepanbHbiM 3akoOHOM
ot 31 monga 2020 ronga N 248-®3 "O rocyaapCTBEHHOM KOHTpRone (Haas3ope) v MyHuumunanbHOM KOHTRone B Poccuickon
denepaumnn”, denepanbHbIMUM OpraHamn MCMOMHUTENbHOW BAAacTW, YMNOMIHOMOYEHHbIMU Ha OCYLLECTBIEHWE BblIGOPOYHOIO
KOHTPONS Ka4ecTBa, NPUHMMAIOTCS Criedyolme peLleHus:

1) o panbHelwWweM rpaxaaHckom 06opoTe cepuM, MapTUM COOTBETCTBYHOLLErO JFIEKapCTBEHHOrO cpefctBa B Crnyyae
NMoATBEPXAEHNS MO  pesynbraTaM  MpOBeAEHHbIX UCMbITaHWA  COOTBETCTBUSI  KayecTBa  JIeKapCTBEHHOrO  CpeacTBa
YCTaHOBMEHHbLIM TpeboBaHUSM;

2) 06 u3bATUM U3 rpaxgaHckoro obopoTa cepuu, MapTUM COOTBETCTBYIOLUErO NEeKapCTBEHHOro CPeAcTea B criyvae
BbISIBNIEHNA MO pe3ynbrataM NPoBeOeHHbIX UCMbITAHUA HECOOTBETCTBUS KayecTBa NleKapCTBEHHOrO CPeacTBa YCTAHOBMNEHHBIM
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TpeboBaHuAM;

3) 0 nepeBoae NeKapCTBEHHOIO CPeacTBa Ha MOCEPUNHBIN BbIDOPOYHbIA KOHTPOMb Ka4yecTBa NeKapCTBEHHbIX CPEACTB B
Cny4dae NoBTOPHOro BbiABNEHUA HECOOTBETCTBUA KaydeCTBa JleKapCTBEHHOro cpencrtBa yCTaHOBJ/IEHHbIM TpGﬁOBaHVIﬂM n (I'Ipl/l
HeobxoOMMOCTM) O npoBepke cyObekTa obpalleHus nekapcTBEHHbIX CcpeacTB. Pacxogpl, CBf3aHHble C NpoBeaeHVEM
nocepvu?moro Bbl60p0'~|HOF0 KOHTpOmn4, onfa4vyunBalTcAa npounsBoaunTenemM JieKapCTBEeHHOro cpeactsa nuoéo gepxarenem unun
Bnagenbuem permcTtpalMoHHOro yaoCctoBepeHnd fiekapCTtBeHHOro npenapara.

8. denepanbHbI rocyqapCTBEHHbIN NULEH3NOHHBLIN KOHTPOMb OeATENbHOCTU N0 NPOU3BOACTBY NEKapCTBEHHbIX CpeacTs
OCYLLECTBISIETCH B COOTBETCTBMU C 3aKoHoA4aTenbCcTBOM Poccuitckon ®enepavmm.

(Ctatbsa B pegakuun, BBegeHHon B aerncteue ¢ 1 nons 2021 roga ®enepansHbiv 3akoHom ot 11 mioHa 2021 rona N 170-
@3. - CM. NpeablayLyo peaakLnio)

KomMmeHTapum kK ctatbe 9

CTATbA 9_1. MPOrPAMMA MNPOBEPOK

1. B uensix opraHu1saumm BbIGOPOYHOTO KOHTPOSS Ka4ecTBa flekapCTBEHHbIX CPEACTB hOPMUPYETCS MporpaMma npoBepPOK.

2. [Ona uenewn peanusauun nporpaMMbl MPOBEPOK MNPOM3BOAUTENN FEKapCTBEHHbIX CPEACTB W OpraHusauumu,
OCYLLECTBNAOLNE BBO3 NEKapPCTBEHHbIX cpeacTB B Poccunckyto degepaumio, NpeocTaBnsioT B OTHOLLEHWUM NeKapCTBEHHbIX
cpenctB  AnNs MEAWUMHCKOro MPUMEHEHUS B YMONMHOMOYEHHbI  defeparnbHbil - OopraH  MCNOMHMTENbHOW  BriacTw,
OCYLLECTBNSALNA PYHKUMM MO KOHTPOMNIO M HAA30py B chepe 30paBoOXpaHEeHUs, B OTHOLLEHWM NeKkapCTBEHHbIX CpeacTB Ans
BETEPMHAPHOIO NPUMEHEHMUS B YNOMHOMOYEHHbIN doefepanbHblid OpraH UCNONMHUTENBHOW BacTW, OCYLLECTBAIOWMIA PYHKLMN
Mo KOHTPOIIO 1 Haa30py B cdepe 0bpalLleHns NekapCTBEHHbIX CPEeACTB Ansi BETEPUHAPHOTO NPYMEHEHWS!, CBEAEHUS O CepuUsiX,
napTusix NEKapCTBEHHbIX CPEeACTB, MOCTYMaKLMX B rpaxaaHckun obopoT B Poccuiickon ®epepauun, B Nopsake, cocTaBe U
obbeme, YCTaHOBMNEHHbIX YKa3aHHbIMW defepanbHbIMU OpraHamMu UCMOMHUTENbHOM BNacTU B OTHOLUEHUWM IEKapCTBEHHbIX
CpeacTB Ans MeAWMUMHCKOrO MNPUMEHEHWS W B OTHOLLEHWW IeKapCTBEHHbIX CPEACTB AN BETEPUHAPHOro NpUMEeHeHus
COOTBETCTBEHHO.

3. MNporpamma npoBepok POpMUPYETCS Ha KarnendapHbli rog B cpok Ao 30 gekabpsi roga, npedllecTBYHOLWEro rogy
npoBeaeHns BbIBOPOYHOro KOHTPONS.

4. B cnyyae HacTynneHusa coObITUIA, yKasaHHbIX B noanyHkTax "6" wm "B" nyHKTa 2 4yactu 6 HacToduwlen cTaTbM,
denepanbHbiM  OpraHOM  WCMOMHUTENBHOW BRAacTW, OCYLECTBASOWMM (YHKUMM MO KOHTPOMK M Haasopy B cdepe
34paBoOOXpaHeHus, cegepanbHbiM OpraHOM WCMOMHUTENBLHOWM BMACcTW, OCYLLECTBASOWUM (PYHKLUUM NO KOHTPOIO U Haa3opy B
cpepe obpalleHuss eKapCTBEHHbIX CpPeacTB ANs  BETEPUMHAPHOTO MPUMEHEHWUsi, MNpu  HeobGXOOMMOCTU  BHOCSITCS
COOTBETCTBYHOLLME U3MEHEHMS B MPOrpaMmMy NpoOBEPOK.

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

6. Nporpamma NpPoOBEPOK COOEPXKMT:

1) nepeyeHb nekapcTBEHHbIX CpeacTB, OTOOp 06pasuoB KOTOpbIX OyAeT OCyLecTBRATbCA B pamkax BbIGOPOYHOro
KOHTpOns, hOpMUPYEMBIN C y4ETOM pe3yrnbTaToB roCyAapCTBEHHOrO KOHTpons (Haasopa) B cdepe obpalleHms NekapCTBEHHbIX
CpencTB 3a KaneH4apHbIv rol, NpeaLIecTBYOLLUA rogy NpoBeaeH st BIBOPOYHOro KOHTPOIS;

2) YKa3aHune Ha CO6bITI/Ie, HacCTynrneHmne KOToporo AenAeTCA OCHOBaHMEM A5d OCyLeCTBIeHuA Bbl60p0'~IHOFO KOHTpONA:

a) nonyyeHue CBeOeHW, npeacTaBnsieMblx B CcOCTaBe M 0ObeMe, YCTaHOBMEHHbIX edepanbHbIM  OpraHoM
WCMOMHUTENBHOW BMNAacTU, OCYLLECTBASIOWNM (hYHKLMM MO KOHTPOSO U Haas3opy B cdepe 3opaBooxpaHeHusi, deneparnbHbiM
OpraHoM UCMONHUTENbHOW BNACTW, OCYLLECTBASOLWNM PYHKLMM NO KOHTPOMIO U Haf3opy B cdepe obpalleHns NekapcTBEHHbIX
CpeacTB Ansi BETEPMHAPHOIO NPUMEHEHNS, O CepUsX, NapTUSX NeKapCTBEHHbIX CPEACTB, NOCTYNaLWMX B rpaXaaHCckuin o6opoT
B Poccuiickon ®epepauun, ykasaHHbIX B MyHKTe 1 HacTosuled YacTu, OpraHu3auusiMu, OCYLLECTBMSHOWMUMN NPOM3BOACTBO
nekapcTBeHHbIX cpeacTs B Poccunckon degepaumm n BBO3 NekapCTBEHHbIX cpeacTs B Poccuickyto depepaumio;
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©0) nony4eHne NocTynawLwen B Nopsiake, yCTaHOBNEHHOM cTaTben 64 HacTosulero degepanbHOro 3akoHa, MHopmaumm o
NobOOYHbIX OENCTBUSX, HEXENATENbHbIX peakunsiX, CEPbE3HbIX HeXenaTenbHbIX peakuusix, HenpeaBuAEHHbIX HexenaTernbHbIX
peakuusix npuv MPUMEHEHUN TEKapCTBEHHbIX MpenapaTtoB, 06 uWHAMBMAOYANbHOW HEMEPEHOCUMOCTW, OTCYTCTBUM
3P hEKTUBHOCTN NEKAPCTBEHHBIX NPENapaToB, a Takke 00 MHbIX hakTax U OBCTOATENLCTBAX, MPEACTABMSIOLLIMX YrPpO3y XU3HU
UNU 300pPOBbI0 YeroBeka NMbO >XMBOTHOTO MpU MPUMEHEHUU NEKAPCTBEHHbIX MPEnapaTtoB WM BbISIBMEHHbIX Ha BCex 3dTanax
ob6palLeHns nekapcTBeHHbIX NpenapaToB B Poccuiickon ®egepaumm n apyrmx rocyaapcrsax;

B) nornyyeHne B cCOOTBETCTBUN C PeaepanbHbiM 3akoHoM oT 31 monga 2020 roaa N 248-93 "O rocynapCTBEHHOM KOHTpone
(Haa3ope)_u _MyHuUMnanbHOM KoHTRone B Poccuiickon ®epepauun” cBedeHUMn O NpUYMHEHUW Bpeda wnu ob yrpose
NPUYMHEHNS Bpeada XN3HW, 300POBbLI0 rpaXkaaH UM XXUBOTHbIX.

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

CTATbA 9_2. I'QCY.D,APCTBEHHbIVI KOHTPOIb (HAA30P) 3A PEANU3ALINEN OPrAHAMU
MCNONHUTENIbHOU BITIACTU CYBBEKTOB POCCUNCKOU ®EANEPALIUMA NMOJTHOMO4YNU B COEPE
OBPALLEHUWA NEKAPCTBEHHbIX CPEACTB And MEAULMHCKOIO NPUMEHEHUA

1. locynapcTBEHHbIN KOHTPOMNb (Haa3op) 3a peanu3aunen opraHamu UCMNOMHUTENbHOW BnacTn cybbekToB Poccuiickomn
Penepaumn nonHoMouui B cdepe 06palleHns nekapCTBEHHbIX CPEACTB AN MEeOULUMHCKOrO NMPUMEHEHWUsI OCYLLEeCTBMSETCS
ynornHomo4eHHbIM MpaBuTenscTtBom Poccuiickor ®egepaumm opraHom UCNONHUTENBHOW BNACTW.

2. MNMpeameToM rocyaapCTBEHHOIO KOHTpoNs (Hags3opa) 3a peanusauuvelrt opraHaMmy UCTONMHUTENBHOW BNacTu CyObeKkToB
Poccuiickon Pegepaumm nonHomMoumii B cdhepe oOpalleHusi feKkapCTBEHHbIX CPEACTB AN MeOULUHCKOTO MPUMEHEHUs
ABnseTca cobniogeHne ynoriHOMOYEeHHbIMU OpraHamu UCNoSHUTENbHON BnacTu cybbekToB Poccuiickon ®epgepaumm METOAMKN
YCTaHOBMNEHMST NpefenbHbIX pa3MepoB ONTOBbLIX HaA0aBOK U MpedenbHbIX Pa3MepoB PO3HMYHbLIX HaabaBoOK kK haKTUYECKUM
OTMYCKHbIM LEHaM, YCTaHOBIEHHbIM MNPOU3BOAUTENSIMU JIEKAPCTBEHHLIX MpenapaTtoB, Ha JleKapCTBEHHbIE Mpenaparbl,
BKIMHOYEHHbIE B NepeYeHb XN3HEHHO HEOOXOAMMBIX U BaXKHEMLLMX NeKapCTBEHHbIX NpenapaTos.

3. lMpun ocylwecTBNeHNM rocynapCTBEHHONO KOHTPOMs (Hagsopa) 3a peanusaumert opraHaMyM MCMOSNTHUTENbHOW BRacTu
cybbektoB Poccuiickon ®depepaumm nonHomoumn B cdepe obpalleHMs NeKapCTBEHHbLIX CPEeACTB AN MeOULUHCKOro
NPUMEHEHNSI NPOBOAATCA CneaytoLme Buabl MEPONPUATUIA:

1) AOKYMEHTapHbIe NPOBEPKY;
2) Bble3aHblE MPOBEPKU.

4. OpraHusaums 1 OCyLLEeCTBIEHNE rOCyAapCTBEHHOIO KOHTpOns (Hagsopa) 3a peanv3aumen opraHaMmy UCNOMHUTENbHON
Bnactu cybwbektoB Poccunckon denepaumm nonHomMmouun B cepe obpalleHus nekapCTBEHHbIX CPEACTB ANs MeOULMHCKOro
npuMeHeHus perynupytotca PenepanbHbiM 3akoHOM OT 6 okTabpa 1999 rona N 184-93 "O6 obLmx NpuHLIMNax opraHvsaumm
3aKoHoAATENbHbIX (MREACTABUTENbHBLIX) WM WCNOMHUTENbHbLIX ORraHOB rOCYAapCTBEHHOW Bnactu cybbekToB Poccuiickom
Penepauun”.

5. MNMonoxeHne 0 rocyoapCTBEHHOM KOHTpOSe (HAaA30pe) 3a peanusauunert opraHamm UCMOSNHUTENBHOW BMAcTU CyObeKToB
Poccuinckon Pegepaumm nonHomoumii B cdhepe obpalleHns NeKkapCTBEHHbLIX CPEACTB AN MEOULUHCKOTO MpPUMEHEHUS
yTBepxaaetcs NpasutenscTBom Poccunckon ®enepaumm.

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

CTATbA 9_3. PETMOHANBbHbIA TOCYAAPCTBEHHbLIA KOHTPOIb (HAA3O0P) 3A MPUMEHEHUEM LIEH HA
NEKAPCTBEHHbIE MPEMNAPATbI, BKITKOYEHHbLIE B NEPEYEHb XKU3BHEHHO HEOBXOAUMBIX U
BAXHENLLUX NEKAPCTBEHHbIX NMPENAPATOB

1. PervoHanbHbI rocyAapCTBEHHbIA KOHTPONb (HAg30p) 3a MNPUMEHEHMEM LEH Ha JlekapCTBEHHble npenaparbl,
BKITIOYEHHbIE B NEPEYEHb XXM3HEHHO HEOOXOOMMbBIX U BaXKHEMLIMX NEeKapCTBEHHbIX MpenapaTtoB, OCYLLECTBISIETCS OpraHoM
MCMONHUTENbHOM BnacTu cybbekta Poccuiickon ®depepaumy, YNOMHOMOYEHHBIM  BbICLUMM  UCMOMHUTENBHBIM  OPraHoM
rocygapcTBeHHOW BnacTu cyobekta Poccuinckon ®enepaumn.
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2. lNNpeOmMeToM pervoHanbHOro rocygapCTBEHHOTO KOHTPONs (Haasopa) 3a NpUMEHEHWEM LeH Ha rekapCTBEHHble
npenapaTtbl, BKIOYEHHbIE B MEPEYEHb >XU3HEHHO HEOOXOAMMBIX W BaXKHEMLUMX JIEKAPCTBEHHbLIX MpenapaToB, ABMSETCA
cobniogeHne  opraHM3auusMy  OMTOBOW  TOPrOBMU  NEKAPCTBEHHbIMW  CPEACTBAMW,  anTeYHbIMU  OpraHu3auusiMu,
VUHOMBUAYaNbHBIMUA NPeanpUHUMaTENnsiMM, UMEKLUMN NULEH3MI0 Ha (apMaueBTUYECKYID OEeATENbHOCTb, MEAULIMHCKAMU
OpraHu3aumsaMmn, UMEKLLMMM NULEH3NI0 Ha (apMaLeBTUYECKYH AesTernbHOCTb, U MX 000COGNEHHbBIMU MNoApasaeneHusIMm
(ambynatopusimu, denbawepcknmy n denbaLepcKo-akyLIEPCKUMIN NMyHKTAMK, LeHTpamn (oTaeneHusamu) obuien BpavebHom
(cemeliHOWM) NpaKTMKK), PacroNOXeHHbIMU B CENTbCKMX HACeNeHHbIX MyHKTaX, B KOTOPbIX OTCYTCTBYHOT anTevHble opraHv3auuy,
npy peanusauun fekapcTBEHHbIX NpenapaTtoB TpeboBaHWI K MPUMEHEHUIO LIEH, YPOBEHb KOTOPbIX HE OOIMKEH MpeBbIaTh
CyMMY (paKTU4YECKOM OTMYCKHOW LEeHbl, YCTaHOBIMEHHOW MPOW3BOAMTENEM JIEKAPCTBEHHbLIX MpenapaTtoB, U KOTOpble He
NPEBbLILIAKT 3apernCTPUPOBAHHbIX MpeaernbHbIX OTMNYCKHbIX LEH, U pa3MepoB ONTOBbLIX HAA0aBOK U (MNN) pa3mMepoB PO3HUYHBLIX
HanbaBoOK, He NpeBbILIAKLWMNX COOTBETCTBEHHO pPa3MepoB NPeAesfibHbIX ONTOBbIX HagbaBok M (Mnn) pasMepoB NpenernbHbIX
PO3HMYHbIX HaabaBoK, yCTaHOBMNEHHbIX B cy6bekTe Poccunckon ®enepaumm.

3. OpraHusaums ¥ ocCyLleCTBfieHWe pernoHanbHOro rocygapCTBEHHOIO KOHTPOns (Hagsopa) 3a NpUMEHeHWeM LeH Ha
nekapcTBeHHble npenaparTbl, BKIIOYEHHbIE B MepeyYeHb XN3HEHHO HEOBXOoAMMbIX U BaXHEMNLMX feKkapCTBEHHbIX npenapaTos,
perynupytotca PenepanbHbiM 3akoHom oT 31 wonsa 2020 roaa N 248-®3 "O rocyaapCTBEHHOM KOHTpoOne (Haasope)_u
MYHULIMNANbLHOM KOHTpone B Poccuinckon Penepariymn”.

4. lMonoxeHne O pervoHanbHOM rOCyAapCTBEHHOM KOHTporne (Hag3ope) 3a MpPUMEHEHMEM LEH Ha NeKapCTBEHHble
npenapaTtbl, BKMOYEHHbIE B NEpPeYeHb XU3HEHHO HEOOXOAMMbIX M BaXKHEWLUMX NEKapCTBEHHbIX NpenapaTtoB, yTBepXaaercs
BbICLLUMM MCMONTHUTENbHBLIM OPraHOM rocyaapCcTBEHHON BrnacTh cybobekTa Poccuiickon degepauuu.

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

CTATbA 9_4. ®EQEPANbHbIW TOCYOAPCTBEHHbIV NIULEH3UNOHHbLIW KOHTPONb AEATENBHOCTU NO
NnPON3BOACTBY NEKAPCTBEHHbLIX CPEOCTB

1. ®egepanbHbI rOCYAAPCTBEHHbIW NMULEH3MOHHbBIA KOHTPOMNb AESTENbHOCTM MO NPOU3BOACTBY NEKapCTBEHHbLIX CPEeACTB
ocyulecTBnsieTca dedepanbHbIMXU OpraHamMu WCMNOMHUTENbHOW BMAACTW, YMNONMHOMOYEeHHbIMKU [MpaBuTenscTBOM Poccuiickon
depepauuu.

2. ®epeparnbHbI FOCY0APCTBEHHbIA NULIEH3UOHHBIN KOHTPOMNb AESATENbHOCTM NO NMPOU3BOACTBY NEKAPCTBEHHBIX CPEACTB
ocyllecTBnsieTcs B cooTBeTrcTBuM ¢ PeaepanbHbiM 3akoHoM oT 4 mada 2011 roga N 99-03 "O nuiieH3MpoBaHMK OTAENbHbIX
BuAoB aeatenbHocTn" n ®eaepanbHbiM 3akoHoM OT 31 utonga 2020 roaa N 248-93 "O rocyaapcTBeHHOM KOHTRoNe (Haasope) u
MyHULMNanbLHOM KoHTpone B Poccuiickon Peaepauun”. B pamkax denepanbHOro rocyaapCTBEHHOro NIMLEH3NOHHOIO KOHTPONSA
OeaTenbHOCTM N0  MPOU3BOACTBY JIEKAPCTBEHHbIX CPEACTB MNSIAHOBbIE KOHTPOSibHble (HaA30pHbLIE) MEPONpPUATUA  He
npoBogATCHA, NpuM 3TOM MPOBOAUTCS Mepuognyeckoe MNOATBEPXKOEHUE COOTBETCTBMSA  JIMLEH3NATOB  JIMLEH3MOHHBIM
TpeboBaHuAM B cooTBeTCTBUMN ¢ PeaepanbHbiv 3akoHoM oT 4 mas 2011 roga N 99-03 "O nuvueH3npoBaHnn oTAENbHbIX BUAOB
pesrtenbHocTun".

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

MMABA 5. PA3BPABOTKA, DOKNMHNYECKUE UCCIIEOQOBAHUA NEKAPCTBEHHbBIX CPEACTB, A TAKXE
KINMMHWYECKUE UCCINEAOBAHUA JIEKAPCTBEHHbIX MPENAPATOB ANnA BETEPUHAPHOIO MPUMEHEHUA

CTATbA 10. PASPABOTKA JIEKAPCTBEHHbBIX CPEACTB

1. Pa3spaboTka nekapCTBEHHbIX CpPEeACTB BKIOYAeT B CeOSi MOMCK HOBbLIX (DapMaKonornyecks akTUBHbIX BELLECTB,
nocrnegytoLiee U3y4yeHme ux fekapcTBEHHbIX CBOWCTB, AOKIIMHUYECKME UCCNENoBaHMSA, pa3paboTKy TEXHONMOrMin NpoM3BOACTBa
hapmaueBTUYeCckUx cybcTaHLmMii, pa3apaboTKy COCTaBOB U TEXHOMOIIA NPOU3BOACTBA NeKapCTBEHHbIX NpenapaTos.

2. drnHaHcoBoe obecrneveHne pa3paboTkM NekapCTBEHHbLIX CPEACTB OCYLLECTBNSAETCA 3a CHET:

1) cpencTB hepgepanbHOro GroaoxeTa;

2) cpeacTs pa3paboTUMKOB fIEKApPCTBEHHbIX CPEeaCTB;

3) cpeacTtB npow3BoauTenel NIeKapCTBEHHbIX CPeACTB MPU BbIMOMHEHUM Hay4YHO-UCCIe0BaTENbCKUX paboT No AoroBopy
Mexay pa3paboTyYMKOM NEKapCTBEHHBLIX CPEeACTB 1 NPOU3BOAUTENEM NIEKAPCTBEHHbLIX CPELCTB;

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


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

06 ob6palleHun nekapCcTBEHHbIX CPeACTB (C u3MeHeHusMMn Ha 19 okTabpst 2023 roga) CTtpanuua 23
®edeparbHbil 3akoH om 12 anperns 2010 . Ne 61-@3

4) NHbIX He 3anpeLLeHHbIX 3akoHodaTenbCcTBoM Poccuiickon ®egepaunm MCTOYHUKOB.
3. MNpaBa paspaboTymka NekapCTBEHHOrO CPEACTBA OXPAHSIIOTCS rPaXkaAaHCKMM 3aKOHOAATENbCTBOM.

KommeHTapun k ctatbe 10

CTATbA 11. QOKNMMHNYECKOE NCCNEOQOBAHUE NEKAPCTBEHHOIO CPEOCTBA ONA MEAWLMHCKOIO
NMPUMEHEHUA

1. [oknuHuyeckoe wuccrieqoBaHMe NeKapCTBEHHOrO CpeactBa AN MEOMUMHCKOrO MPUMEHEHWSI MPOBOOMTCA MyTeM
MPUMEHEHMSI Hay4HbIX METOAOB OLEHOK B LEMsAX MonydYeHust JokasaTtenbcTB 6esonacHocTH, kadectBa M 3pGeKTUBHOCTM
neKapcTBEHHOro cpeacTea.

2. [oknuHuyeckoe unccrnegoBaHME IEKapCTBEHHOMO CcpeacTtBa  Ans MEeOUMUMHCKOTO MNPUMEHEHUs MNpPOBOAUTCA B
COOTBETCTBMM C MpaBunamu Hagnexailen nabopaTopHOW NPaKTUKK, YTBEPXAEHHbIMU YMONHOMOYEHHBIM (eaepanbHbIM
OpraHoM MCMNOMHUTENBHON BRAcTy.

(YacTtb B pegakuuu, BBegeHHon B aenctene ¢ 1 nonga 2015 rona PegepanbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-
@3. - CM. NpeabIayLLyo peaakLnio)

3. [Ans opraHu3aumMm W NpoBeAeHWUs AOKMMHWYECKOro WCCreqoBaHWsl NEeKapcTBEHHOro cpeacTtBa Ans MeAULMHCKOro
npMMeHeHns pas3paboTuMkn fnekapCcTBEHHbIX CPeacTB MOryT MpuMBMREeKaTb Hay4yHO-MccreaoBaTenbCkue opraHvsauuu,
obpasoBaTenbHble OpraHusaumyM BbICLLEr0 0Opa3oBaHWs, UMeElLWMe HeobxooumMyto MaTepuarnbHO-TEXHUYECKY0 6asy K
KBanMMUUMpPOBaHHbIX CMeunanucToB B COOTBETCTBYIOLLEN 0BnacTn nccnegoBaHums.

(YacTtb B pepakumu, BBegeHHom B gencteue ¢ 1 ceHTabpsa 2013 roga PenepansHbiv 3akoHoM OT 2 uiond 2013 rona N 185-
®3. - CM. npeapiayLwLyo PeAaKLnio)

4. [OKNMMHMYecKoe UCCneaoBaHWe IeKapCTBEHHOINO CpeacTBa Ans  MEAMLMHCKOrO MPUMEHEHUs NpoBoAUTCA Mo
yTBEpP)XAEHHOMY pa3paboTyMKOM JeKapCTBEHHOrO CpefcTBa MfaHy C BegeHMeM NpOTOoKona 3TOro  MCCredoBaHus U
COCTaBMeHNEM OTYETA, B KOTOPOM COAEpKaTCsl pe3ynbraThbl 3TOro MCCrefoBaHus M 3akiiodeHne O BO3MOXHOCTU NpoBeaeHust
KITMHMYECKOro UCCreaoBaHns NiekapCTBEHHOIO Npenapara Ans MeguuUHCKOro NPUMeEHEeHNs.

5. MNpoBeneHne NpoBepok cobnoaeHNs NpaBun Haanexalen nadbopaTtopHON NPaKTUKX U NPaBOBbLIX HOPM UCMNONb30BaHMUS
XXUBOTHbIX MpPU NpPOBEAEHUMN AOKNUHUYECKMX WCCMeaoBaHUA NEKapCTBEHHbIX CPeacTB AfA MeOUUMHCKOrO MPUMEHEHUs
OCYLLECTBISIETCS YNONHOMOYEHHbIM befeparnbHbiM OpraHoM UCMOMHUTENBHON BMNAcTW.

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

6. PesynbraThl JOKITMHUYECKOrO MCCledoBaHWsl NEKapCTBEHHOro CPeAcTBa AN MeAMLMHCKOTO NPUMEHEHUs MOTyT GbiTb
npeacTaeneHbl B YNOMHOMOYEHHbLIN defeparbHblii OpraH MCMOMHUTENbBHOW BRacTW B YCTAHOBMNEHHOM MOpsAKE B LENsiX
rocyaapCTBEHHOW perucTpaumm nekapcTBEHHOro npenapara.

KommeHTapum k ctatbe 11

CTATbA 12. AOKINUHUYECKOE UCCIEAOBAHUE NNEKAPCTBEHHOIO CPEACTBA U KITMHUYECKOE
NCCNEOOBAHUE NEKAPCTBEHHOI'O MNMPEMNAPATA ANl BETEPUMHAPHOIO NPUMEHEHUA

1. [HoknuHuyeckoe wuccrnefoBaHWe NEKAPCTBEHHOrO CPEACcTBa AN BETEPUHAPHOTO MPUMEHEHUS MPOBOAUTCS MyTeM
NPUMEHEHMs1 Hay4HbIX METOAOB OLEHOK B LEMsIX MOSMyYeHUs OoKasaTenbCcTB 6e30nacHOCTM, kadecTBa U 3hEKTUBHOCTU
neKapCcTBEHHOrO CpeacTBa, B TOM YMCIE ONPEAENEeHUst cpoka ero BbiBeieHNUs U3 opraHvMamMa >KMBOTHOTO, B LiENsIX obecrneyeHus
6e30MacHOCTM NPOAYKLMUM KMBOTHOTO MPOUCXOXKAEHMS! NOCIE NPUMEHEHNST COOTBETCTBYIOLLETO JIEKAPCTBEHHOTO Npenapara.

2. [loknuHnyeckoe nccregoBaHue NeKapCTBEHHOIo cpeacTtBa U KIMMHUYECKoe UccnengoBaHne nekapCTtBeHHOoro npenapara
Ona BeTepuHapHOro npuMeHeHuna, nccnegosaHune OVO3KBMBANEHTHOCTU YKa3aHHOro nekapcTtBeHHOro npenapara npoBogATCcA B
COOTBETCTBUU C npaBunamu, yTteepxaeHHbIMU YNONTHOMOYEHHbIM cbe,u,epaanblM OpraHom MCMNOMHNTENBHOKW BNAcCTW.

3. [loknuHu4eckoe uccriegosaHue NeKapCTBeHHOIro cpeactea M KInMHM4YeCKoe unccriegoBaHne nekapCTtBeHHOro npenaparta
Ona BeTepuHapHOro npuMeHeHuda npoBoOATCA NO YTBEPXOEHHOMY pa3p860T'~Il/IKOM NeKapCTBEHHOro cpeacrtea niiaHy C
BedeHNEM TpPOTOKONIOB 3TUX nccrneqoBaHMM U COCTaBfiEHMEM OTYETOB, B KOTOPbIX coAepXaTcA pe3ylibratbl 3TUX
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ncenegoBaHun.

4. [Ona opraHusauumM v npoBedeHVsl OOKMMHUYECKOro WCCNenoBaHUA FEeKapCTBEHHOrO CPEeACTBa M KNMHWYECKOro
1ccreqoBaHus NeKapcTBEHHOro npenapara Ans BeTEPUHAPHOro NpUMeEHeHUst paspaboTymnK NekapcTBEHHOMo CPeacTBa MOXKeT
npuBneKaTb opraHM3aumnn, UMeroLme HeobxoamMmylo MaTepuarnbHO-TEXHNYECKYIO 6asy U KBanMMUUMPOBAHHBIX CELManUCToB B
COOTBETCTBYIOLLEN 06acTy UCCNenoBaHus.

5. KnuHuyeckue wnccnemoBaHUs NeKapCTBEHHbIX MpenapatoB Ans BeTepMHaApHOro MPUMEHEHUs MNPOBOAATCA B
BETEePMHAPHbLIX OpraHn3auusax U B OpraHM3aumsx, OCYLLECTBISOLWMX pasBedeHne, BblpalBaHue U CoaepkaHme XXUBOTHbIX, B
Luensx:

1) yCTaHOBINEHNA NepeHOCUMOCTU NNEKapCTBEHHbIX NMpenapaToB 300P0BbIMU XXUBOTHLIMWA;

2) nopgbopa onTMManbHbIX 403MPOBOK JIeKapCTBEHHbIX NPENapaToB M Kypca NeYeHns Ha KOHKPETHO rpynne >KUBOTHbIX C
onpeaeneHHbIM 3abonesaHneM;

3) yctaHoBneHuss 6e3onacHoCcTM U 3EKTUBHOCTM NeKapCTBEHHOrO npenapara, npegHasHaYeHHoro Ansg nedyeHus
onpegeneHHbIx 3aboneBaHnin XNBOTHLIX, UM 3EEKTUBHOCTU NEKAPCTBEHHOrO nNpenaparta ans npodunaktukn 3abonesaHumn
300POBbIX XXMBOTHbIX;

4) N3y4eHnst BOSMOXXHOCTEWN paclUMpeHNs nokasaHuin K MPUMEHEHUIO 3aperMcTPMPOBaHHOIO fleKapCTBEHHOIO npenaparta u
BbISIBNIEHNS paHEe HeN3BECTHbLIX MOBOYHbIX AEACTBUNA.

6. KnnHnyeckoe uccnegosaHue NlekapCTBeHHOro npenapara anda BeTepMHapHoro npuMeHeHna OCYLUECTBIAEeTCA 3a CHeT
cpencTte paspa60TqMKa JNIeKapCTBeHHOro cpeacrtBea.

7. Otyetbl O pe3ynbratax OOKIMUHUYECKOro uccrnenoBaHuA INekKapCTBEeHHOrNo cpeactesa U KIMMHUYECKOro uccrnenoBaHusa
NIeKapCTBeHHOIro npenapara Anda BeTepMHapHOro npMMeHeHua COoCTaBnATCA pa3pa6OT‘4|/IKOM JNIeKapCTBeHHOro cpenctea C
y4yeTom 3aKMYeHUN OpraHVI3aL|,I/Iﬁ, NPUHUMaBLUMX y4aCTue B opraHnsaumm n nposeaeHnn atnx nccnenoBaHun.

8. KOHTpOJ'Ib 3a nposeneHnem OOKIMNHNYECKUX nccnenoBaHui NeKapCTBEHHbIX CpeacTB U KIMMHUYECKUX nccneaoBaHni
NeKapCTBEHHbIX MnpenapaTtoB AnA BETEPUHAPHOro npuMeHeHua ocyulecTBnAeTCA YNOJIHOMOYEHHbIM (*)eﬂ,epa]'leblM OpraHom

WCMONHUTENbHOM BNacTu.

KommeHTapum k ctatbe 12

IMABA 6. OCYLWECTBJIEHUE FOCYOQAPCTBEHHOW PEFTMCTPALIMU NEKAPCTBEHHbIX MPEMNAPATOB
CTATbA 13. TOCYOAPCTBEHHASA PETMCTPALUNA NEKAPCTBEHHbDBIX NMPEMNAPATOB

1. B Poccuickon depepauumn gonyckarTcs nNpou3BOACTBO, M3rOTOBMEHWE, XpaHeHWe, nepeBo3ka, BBO3 B Poccumnckyto
®epnepaumnto, BbIBO3 U3 Poccuiickon Pepepauun, peknama, OTMyCK, peanusauus, nepegada, NpUMEHEHWE, YHUYTOXEeHue
neKapCTBEHHbIX MpenapaToB, €Cfliv OHU 3aperucTpyMpoBaHbl COOTBETCTBYIOLMM YMNONMHOMOYEHHbIM dbeaeparnbHbIM OpraHoMm
WCMOSNHUTENBHOM BNacTy.

(YacTtb B pegakuun, BBegeHHoM B Aenctemne PenepanbHbiM 3akoHoM oT 13 utona 2015 roga N 241-03. - Cm. npeablayLyo
penakuuio)

2. [ocyaapCTBEHHOW pernctpauun nognexar:

1) BCe nekapcTBEHHbIE Npenaparbl, BNepBble nognexaiiue seogy B obpatleHne B Poccuickon ®enepauny;

2) nekapcCTBeHHble npenapartbl, 3aperMcTpMpoBaHHbIE paHee, HO NMPOM3BeAEHHble B APYrMX NeKapCTBEHHbIX hopMax B
COOTBETCTBUN C NEepeYHEM HavMeHOBaHWU fiekapCTBEHHbIX (OOpM, B HOBOW 4O3UPOBKE NpU AoKa3aTenbCTBe ee KIMHUYECKOMN
3Ha4YMMOCTN U A(PPEKTUBHOCTM;

3) HOBbIE KOM6I/IHaLI,I/II/I 3aperncTpnpoBaHHbIX paHee NneKapCTBEeHHbIX NpenapaToB.

3. Focy,u,apCTBeHHaﬂ perncTtpauma nekapCTBEHHbIX MNpenapaTtoB OCYLWECTBNAETCA NOo pesylibrataM 3KCNepTu3lbl
NeKapCTBEeHHbIX CpencTB, a rocygapcrBeHHada permncrpauma Op(*)aHHbIX NEeKapCTBEHHbIX npenapaTtoB OCYLUeCTBnAeTcd no
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pesynsTaTtam 3KCMepTu3bl JOKYMEHTOB, NpeAcTaBneHHbIX AN onpederieHnst BO3MOXHOCTM paccMaTpuBaTh NEKapCTBEHHbIN
npenapart ons MeQULUMHCKOrO NMPUMEHEHWUST MPW OCYLLECTBIEHUM TOCYAapCTBEHHOM peructpaumMu B KavecTBe opdaHHOro
neKapCTBEHHOro npenapara, v no peaynsTatam 3KCrnepTu3bl JIEKapCTBEHHbIX CPeCTB.

4. TocygapcTBeHHas perucrtpauus nekapCTBEHHOro npenaparta OCyLEeCTBASeTCA COOTBETCTBYHOLIMM YMONTHOMOYEHHbIM
denepanbHbIM OpPraHOM MCMONTHUTENbLHOW BMAcTM B CPOK, He MpeBbillaloWmMi cTa LWecTuaecatTM paboumx AHel co AHs
NPUHATUS COOTBETCTBYIOLLIErO 3asiBNIeHNss O rOCyAapCTBEHHOW perucrpauum riekapCTBeHHOro npenaparta. B ykasaHHbIA Cpok
BKIMOYaeTcsl BpeMsi, HeobxoamMmMoe Ansi MOBTOPHOrO MpPOBEAEHUsI 3KCNEepTU3bl IEKapCTBEHHONO CPeAcTBa B COOTBETCTBMM CO
cratben 25 Hactosulero PepepanbHoro 3akoHa. Cpok rocygapCTBEHHOW peructpauuu  NeKkapCTBEeHHOro npenaparta
NUCYUCIIIETCS CO [OHS MNPUHATMA COOTBETCTBYIOLLMM YMNONHOMOYEHHbIM dhefeparnbHbiM OpraHOM WCMOMHUTENBHOW BnacTu
COOTBETCTBYIOLLEro 3asABfIEHNA O rOCyAapCTBEHHOW perncTpaumm nekapcTBEHHOro npenapata ¢ NpUnoXeHneMm HeobxoamMblxX
OOKYMEHTOB MO OeHb Bbldadn permcTpaumoHHOro YAOCTOBEPEHUS NeKapCTBEHHOro npenaparta. Bpewms, HeobGxognmoe ansd
HanpaBneHns ynormHOMOYEHHbIM dhedeparnbHbIM OpraHoOM MCMONMHUTENBHOW BRacTh 3anpoca O NpefcTtaBneHnn HeobXxoanmbIx
MaTepuanoB 1 NPeAcTaBeHns 3asaBMTENEM OTBETA Ha AaHHbIN 3anpoc B COOTBETCTBUM CO cTaTbamu 16, 19 n 23 HacTodulero
®denepanbHOro 3akoHa, He YYnTbIBAETCA NMPU MCHUCIIEHUN CPOKa FOCYAapPCTBEHHOW perMcTpauumn nekapcTBEHHOro npenapara.

5. [ocygapcTBEHHOM perncTpaumm He nognexar:

1) nekapcTBeHHble MpenapaTbl, W3rOTOBMEHHble anTeYHbIMU  OpraHM3auusiMM, BETEPWHAPHLIMKM  anTeYHbIMM
opraHusauusMu, MHAMBUAYyanbHbIMU NPeanpUHUMaTENsSIMU, KOTOpbIE UMEIOT NULEH3UI0 Ha hapMaLEeBTUYECKYI0 AesTENbHOCTb,
Mo peLienTaM Ha JiekapCTBeHHble NpenapaTtbl U TpeboBaHVAM MEQULMHCKMX OpraHv3auuii, BEeTepMHapHbIX OpraHu3aumi;

2) nekapcTBeHHble Mpenapartbl, NpuobpeTeHHble dusndeckumn nuuamu 3a npegenamu Poccuiickon ®depepaumm u
npeaHasHavyeHHble Ans NMYHOro UCNOoNb30BaHuUS;

3) JNIeKapCTBeHHble TMnpenapaTtbl, BBO3MMble B POCCVIIZCKyIO d)e,u,epau,mo ONs OKasaHuMs MEAWMUMHCKOM MOMOLUM Mo
XN3HEHHbIM MOKa3aHUAM KOHKPETHOro nauneHta Ha OCHOBaHWW pa3pelleHud, BblAaHHOIo ynoJIHOMOYEHHbIM d)e,u,epaanblM
opraHom MCMNOMHNTENBbHOM BNacTu;

4) nekapcTBeHHble CpEeACcTBa, BBO3MMble B Poccuickylo degepauuio Ha OCHOBAHWM BbIAAHHOMO YMOMHOMOYEHHLIM
defepanbHbIM - OpraHoM  UCMOSTHUTENBHOW  BNacTW  paspeLleHns U npedHasHayeHHble ANs NPOBEAEHUs  KIMUHUYECKUX
nccreaoBaHuiA NekapCTBEHHBIX MpenapaTtoB U (UnKn) NpoBeaeHWsl 3KCNepTU3bl NIeKapCTBEHHbIX CPEACTB A1l OCYLLECTBIEeHUS
rocyAapCTBEHHO permcTpaumm NekapCTBEHHbIX Npenaparos;

5) cbapmaneBTMYECKNE CyBGCTaHUNN;

6) pagunochapmMaueBTMYECKME NEKApCTBEHHble Mpenapatbl, W3rOTOBMEHHbIE HEMOCPEACTBEHHO B MEAULMHCKUX
opraHusauusix B nopsiake, yCTaHOBIIEHHOM YNOMHOMOYEHHbBIM (oefeparnbHbIM OPraHOM UCTONMHUTENBHON BacTy;

7) NekapcTBeHHble Npenapatbl, NPOM3BOANMbIE AN JKCropTa.

6. He ponyckaeTcsa rocygapCcTBeHHasa perucrpauus:

1) JNNIEeKapCTBEHHbIX MnpenapartoB, OTIIMYaKLWKUXCA Opyr OT Apyra Kad4eCTBeHHbIM COCTaBOM ,D,el;lCTByIOLIJ,I/IX BewecTBs, noa
OOWMHAKOBbIM TOProBbiIM HaMEHOBaHNEM;

2) ogHOro nekapCTBEHHOro npenaparta, NPeAcTaBNeHHOro Ha rocy4apcTBEHHYIO PErncTpaumio B OTHOLWEHUN OQHOMO U TOro
Xe gepxartensa vnu Bnagenbla pernctpaumoHHOro YAOCTOBEPEHUSI NeKapCTBEHHOro npenapata B Buae AByx u 6onee
neKapCTBEHHbIX NpenapaToB Nog pasfnnyHbIMU TOProBbiIMM HAaUMEHOBaHUAMU.

(MyHKT B pegakumu, BBegeHHon B aenctene ¢ 15 uoHga 2018 roga PenepanbHbiv 3akoHoM oT 4 uioHa 2018 roga N 140-
®3. - Cm. NpenblayLyo peaakumio)

7. Mo 3anpocy (B anekTpoHHOW ¢hopme mnn Ha BGymakHOM HocuTene) cybbekTa obpalleHUsa NeKapCTBEHHbIX CpeacTs
COOTBETCTBYHLLMM YNONMHOMOYEHHbIM dbefeparnbHbIM OpraHOM MCMONMHUTENBHOW BNAacTU, OCYLLECTBSIOLWNM roCyAapCTBEHHYO
perucTpauuio fekapcTBeHHbIX NpenapaToB, B YCTAHOBMEHHOM UM MOPSiAKE OCYLLECTBISIETCA HAay4YHOE KOHCYNbLTUPOBaHME MO
BOMpoOCaM, CBSI3aHHbIM C MPOBEAEHMEM [OKMUHUYECKUX WCCNEenoBaHUNM, KMMHUYECKUX WCCNELOBaHWI NEeKapCTBEHHbIX
npenapaToB, 3KCMEepPTU3bl KadecTBa IEKapCTBEHHbIX CPeAcTB, 3PEKTUBHOCTM W 6Ge30MacHOCTM, C OCYLLECTBMEHUEM
rocyqapCTBEHHOW perMcTpaumm NeKapCcTBEHHbIX MpenapatoB. KoHCynbsTMpOBaHME OCYLLECTBRASIETCS C  MpUBIIEYEHVEM
hegepanbHbiX  FOCYAapCTBEHHbLIX — OHOOKETHbIX  YYPEeXOeHWN, NOABEAOMCTBEHHbIX OaHHOMY denepanbHOMY —OpraHy
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WCMOMHUTENBHON BNAacT M He Y4YacTBYIOLLMX B OpraHu3auuy npoBefeHWsi 3KCMePTM3bl KayecTBa NeKapCTBEHHbIX CpecTB B
Lensx OCyLEeCTBNEHUS UX rocydapCTBEHHON perncTpalumm B COOTBETCTBUM CO cTaTtben 16 HacTosduero denepanbHOro 3akoHa,
B BuAe OTBeTa B NUCbMEHHOW hopme YNOnHOMOYEHHOro heaepansHOro opraHa UCNOMHUTENBHOW BnacTu Ha 3anpoc. Pasmep
B3MMaeMoW C 3aaBUTENsd nnaTbl ONpefensercss B COOTBETCTBMM C 3akoHogaTenbCTBoMm Poccuiickon ®enepaunm 00
opraHusauuu npefoCTaBMNeHUst rOCyAapCTBEHHBIX U MyHMUMNAnNbHbIX ycnyr. MHdopmaumsa o6 OCyLleCTBNEHUN Hay4yHOro
KOHCYNLTUPOBaHUA, B TOM YuCrie cTaTbu, 0030pbl, CIPaBOYHbIE MaTepuarnsl U nHas uHdopmaums 06 OCyLLIEeCTBNEHNN HAYy4YHOTO
KOHCYNbLTUPOBaHNS, pa3MeLlaeTcs Ha oumumanbHOM canTe YyNonHOMOYEHHOro befeparnbHOro opraHa UCNONHUTENBHOW BNnacTu
B cetn "WHTepHeT" c COONOAEHUEM OrpaHWYEHUR, YCTAHOBMEHHbLIX 3aKOHOOATENbCTBOM O MEPCOHarbHbIX AaHHbIX,
KOMMepYecKon 1 (Mnu) rocyaapcTBEHHON TanHe.

8. lNocypapcTBeHHasi perncTpaunsi NekapCTBEHHbIX MpenapaToB, KOTOpble NpegHasHayYeHbl AN MPUMEHEHUS B YCMOBUSIX
BOEHHbIX [OENCTBUW, Ype3BblYavHbIX CUTyauun, npegynpexneHns 4dpesBbldalHblX CUTyauuir, NpOUNaKkTUKU U feveHus
3aboneBaHuin, NPeACTaBrSOWUX OMACHOCTb AMNsl OKPYXalLWmX, 3aboneBaHWi M MOPaXeHWN, MONyYeHHbIX B pesyrnbraTte
BO30ENCTBUSA HEeONaronpUATHbLIX XMMUYECKUX, BUOMNOrnyecknx, pagnaumoHHbIX akTopoB, M KOTOpble pa3paboTaHbl B TOM
yncne no 3agaHvio dedepanbHbIX OPraHOB MCMOMHUMTENbHOW BMACTM, YMOIHOMOYEHHbLIX B 00MacTtu 0BOpOHbI CTpaHbl U
6e30MacHOCTU rocy4apcTBa, a Takke NeKapCTBEHHbIX CPEACTB B CryyYae UX AedeKTypbl UMM pucka BO3HUKHOBEHUST AedeKkTypbl
B CBSi3W C BBeAEHWEM B OTHolleHuMn Poccuiickon Pegepaunm orpaHMUUTENbHBIX Mep SKOHOMWYECKOro Xapaktepa
OCYLLEeCTBISIETCA B nopsake, yctaHoBneHHoM MpaButensctBom Poccuiickon degepauuu.

(Hactb B pepakumn, BBeaeHHon B gencteue PenepanbHbiM 3akoHoMm oT 1 anpensa 2020 roga N 98-93; B pepakumn,
BBeOEHHOW B fAenctene deaepanbHbiM 3akoHoM 0T 8 mapTa 2022 roaa N 46-93. - CM. npeablayLLyio ReAaKLINIO)

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

KommeHTapum k ctatbe 13

CTATbA 14. NPUHLUUNBI SKCNEPTU3bI JIEKAPCTBEHHbBIX CPEACTB

1. OKcnepTm3a NeKkapCTBEHHbIX CPEACTB OCHOBLIBAETCA HA NMpMHLMNAX 3aKOHHOCTH, cobnogeHms npae 1 cBobog venoseka
W rpaxgaHuHa, MpaB OPUAMYECKOTO Nuua, He3aBUCMMOCTW 3KcrnepTa, OOBbEKTMBHOCTM, BCECTOPOHHOCTM W MOMHOTHI
UCCNeqoBaHWi, MNPOBOAMMBIX C  WCMOMb30BAHWEM COBPEMEHHBLIX [OOCTMXKEHUA HAyKM W TEXHWKW, OTBETCTBEHHOCTU
hegepanbHOro  rocyAapCTBEHHOINO GHOIKETHOrO y4YpeXAeHUst Mo NPOBEAEHWUIO 3KCMEePTU3bl NEKApCTBEHHbIX CPeAcTB U
3KCNEepPTOB 3a NPOBEAEHNE N KA4YECTBO 3KCNEPTMU3bI.

2. QKcnepTn3a NekapcTBEHHBIX NpenapaToB Ans MeaVUMHCKOro NMPYMEHEHNS BKIHOYaET B cebs:

1) aKCnepTUsy OOKYMEHTOB, NPEACTABNEHHbIX AN ONPeaeneHns BO3MOXHOCTM pacCMaTpuBaTh NeKapcTBeHHbIN npenapar
AN MEQULIMHCKOrO NMPUMEHEHWS NMPU OCYLLECTBINEHUN rOCYAapPCTBEHHOW PErncTpaumum B kKayecTse opaHHOro feKapcTBEHHOo
npenapara;

2) aKcnepTv3y NpeanoXeHHbIX METOAOB KOHTPONSA KadecTBa NeKapCTBEHHOro cpeacTBa M KavecTBa MpeacTaBreHHbIX
o6pasLoB neKkapCTBEHHOrO cpeicTBa C MCMNOMb3OBaHMEM 3TUX METOAOB (Janee - 3KCnepTM3a KadecTBa fekapCTBEHHOro
cpeacrtea);

3) 3KCNepTn3y OTHOLLUEHNA OXnOaemMom Nosnb3bl K BO3MOXXHOMY PUCKY NPpUMEHEHNA NTeKapCTBEHHOIO npenapara;
4) 9KCNepTn3y perncTpaumMoHHOro Oocbe Ha J'IeKapCTBeHHbIﬁ npenapar B UenAax onpeaeneHnda B3anM0o3aMeHAEeMOCTU

nekapcTBEHHbIX NpenapaTtoB Ans MeanUMHCKOro NPUMEHEHMS.
(MyHKT gononHuTenbHo BktodeH ¢ 1 mapTta 2020 roga PenepanbHbiv 3akoHOM OT 27 Aekabpsa 2019 rona N 475-93)

3. DKcnepTtu3a nekapCTBEHHbIX NPenapaToB AN BETEPMHAPHOro NPUMEHEHUsI BKIHOYaeT B cebsi aKCnepTmay KavecTBa
NEeKapCTBEHHOrO CpeacTBa U 3KCNEepTM3y OTHOLUEHUS OXMOAEMOW NONb3bl K BO3MOXHOMY PUCKY NPUMEHEHUST NIEKAPCTBEHHOTO
npenapara.

(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 14
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CTATbSA 15. PEAEPATIbHOE FrOCYAAPCTBEHHOE BIOOXETHOE YYPEXOEHUE NO NPOBEAEHUIO
OKCMNEPTU3bI IEKAPCTBEHHbIX CPEACTB

OKkcnepTv3a nekapCcTBEHHbIX CPeacTB NPOBOAMTCA deaeparibHbIM - FOCYAapCTBEHHbIM  GIOMKETHBIM  yupeXaeHneMm
COOTBETCTBYIOLLErO YMOMHOMOYEHHOrO dhefepanbHOro opraHa WCMOMHWUTENbHOW BRacTu, cosgaHHbIM Ans obecneyeHus
MCMOMHEHNS NONIHOMOYNIA 3TOro pefepasnibHOr0 opraHa Mo BbiAaye paspeLleHWit Ha NpoBeeHVe KIMHUYECKUX UcCrneaoBaHuii
neKapCTBEHHbIX NpenapaToB U (Mnun) MO rocyAapCTBEHHOW perncrpauMu rnekapCTBEHHbIX NpenapaTtoB (ganee - aKcnepTHoe
yypexgeHue).

KommeHTapun k ctatbe 15

CTATbA 16. OPTAHU3ALUUA NPOBEAEHUA 3KCNEPTU3bI NEKAPCTBEHHbLIX CPE[ICTB

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

1. OkcnepTr3a NekapCTBEHHbIX CPEACTB MPOBOAUTCS KOMUCCUEN SKCNEPTOB SKCMEPTHOIO yupexaeHusl, Ha3Ha4YeHHON ero
PYKOBOAMTENEM, Ha OCHOBaHWM 3ajaHuMsi Ha MpoBedEeHMEe SKCNEepTU3bl JEeKapCTBEHHOrO CpeAacTBa,  BblOAHHOMO
YMONTHOMOYEHHbIM chefepanbHbIM OpraHoM UCTIONHUTENBHOWM BNacTu. PykoBogMTENb SKCMNEPTHOro yupexaeHus obecnevmBaet
Hagnexallee NpoOBeAeHNe 3KCMepPTM3bl NEKAPCTBEHHbIX CPEACTB B COOTBETCTBUM C 3afaHWEM, BblAaHHbIM YMONTHOMOYEHHbLIM
deepanbHbIM OPraHOM MCNOMHUTENBHOM BNACTW, N OPraHn3yeT NOArOTOBKY CBOAHOIO 3aKr4eHUst 3Ton komuccuun. B coctas
3TOM KOMUCCUM MO PELUEHUI0 PYKOBOAMTENS SKCMEPTHOMO YYPEXAEHUS MOryT ObiTb BKITHOYEHBI B KAYE€CTBE 3KCMEPTOB Nuua, He
paboTatoLme B JaHHOM 3KCNEPTHOM YUYpEXAEHUN, eCln UX cneumarnbHble 3HaHUsi HeOOX0AMMbI A1 TPOBEAEHUS 3KCNEePTU3bI U
Takme 3KCnepThbl OTCYTCTBYIOT B JAHHOM 3KCNEPTHOM YUYPEXAEHUN.

2. JKcrnepToM MO NPOBEOEHUIO 3KCTMEPTU3bl NIEKAPCTBEHHbLIX CPEACTB SIBMSIETCS aTTeCTOBaHHbLIA pabOoTHMK 3KCNEPTHOro
yypexaeHus, KoTopbli UMEET BbICLLEE MeaMUMHCKoe, hapmaleBTMyeckoe, Buonormyeckoe, BETEPUHAPHOE UIU XUMUYECKOE
obpa3oBaHMe M NPOBOAUT 3KCMNEPTU3Y NEKapCTBEHHbLIX CPEACTB B MOPSIAKE WCMOMHEHUS CBOWMX OOMMKHOCTHBLIX 00si3aHHOCTEN
(oanee - akcnepT).

3. Mpy NpoBeAeHNM IKCNepTU3bl NIeKapCTBEHHbIX CPEACTB 3KCNEPT HE MOXET HAxXoAWUTbCS B KaKoM-NiMbo 3aBUCUMOCTM OT
nMua, Ha3HaYMBLLIETO 3Ty 3KCMEPTM3Y, paspaboTymKa NeKapCTBEHHOMO CPeACcTBa UMK APYrMX 3aMHTepecoBaHHbIX B pesyrsraTtax
3KCNEepTM3bl NNLL.

4. lMpu npoBegeHUM 3KCMEPTU3bl NEKAPCTBEHHbIX CPEACTB HE AomnyckaeTcs ucrpeboBaTtb y 3asBUTENs nNMbO MHbIX NUL
mMatepuanbl, Heobxogumble AN MNPOBEOEHUs 3KCMepTu3bl. B cnyyae HeQoCTaTOMHOCTU MPEACTaBMEHHbIX  3KCNepTy
mMaTepuanoB Ans Aadu 3aKMYeHWst 3KCMepT CTaBMT BOMPOC O MpeAcTaBfeHun emMy HeobxoauMMblX martepuarnoB nepen
PYKOBOAMTENEM SKCMEPTHOIO YYPEXOAEHUsl, KOTOpbIA 0bpallaeTcs C COOTBETCTBYHOLLMM 3anpoCOM B  YMNONHOMOYEHHbIN
denepanbHbI OpraH UCMONMHUTENbHOW BRacTy, BblAaBLUMA 3adaHMe Ha NpoBedeHUe SKCNepTU3bl NIeKapCTBEHHOIO CPeacTBa.
YkasaHHbIi (befeparnbHbIi OpraH UCMNOMHUTENBHOM BNAacTU B TedeHue NATM paboumx OHeW co AHS NOCTynfeHus 3anpoca
PYKOBOAMTENS 3KCMEPTHOMO YYpexaeHUsl HanpaBrsieT 3asiBUTENH0 3arnpoc O NpeAcTaBreHnM HeobXOAMMbIX MaTepuasnos.
[aHHbIA 3anpoc MOXeT ObITb nepegaH YNofIHOMOYEHHOMY MPEACTaBUTEND 3asiBUTENST JIMYHO NOA pacnucKy, HampasreH no
noyTe 3akasHbIM NMUCbMOM WNW NepenaH B 3MeKTPOHHOM ¢hopme Mo TeNnekOMMYHUKAaLMOHHLIM KaHamnam cBssu. B crniyyae
HanpaBreHns 4aHHOro 3anpoca Mo Mo4YTe 3akasHbIM NMUCbMOM OH CHUTAETCS MOSTyYEHHLIM MO UCTEYEHUUN LLECTU AHEW C AaTbl
HanpaBsrieHns1 3aKka3Horo N1cbMa.

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

4 1. 3asButenb 06s13aH NpeacTaBUTb OTBET HA 3anpoc YNOSIHOMOYEHHOTo heaeparnbHOro opraHa UCMONHUTENbHOM BnacTu
B CpPOK, He MNpeBbIAKLWNA OeBAHOCTA paboumx OHEW CO OHA ero MonyyYeHus. YNONMHOMOYEHHbIM denepanbHbid opraH
WCMONMHUTENBHOW BMacTu, BblAABLUMA 3aJaHWe Ha NPOBEOEHWEe 3KCMEePTU3bl NEKapCTBEHHOro CpeacTBa, B TeYeHue nATv
pabounx OHen CO AOHA MOCTYNMeHUs OT 3asiBUTensl OTBETa Ha [aHHbIi 3anpoC HanpaensieT TakoW OTBET B 3KCNEpTHOe
yupexaeHue. B crniyyae HenpencTaBneHnst Mo UCTEYEHUN OEBAHOCTA paboumx OHEeWn 3asiBUTENeM OTBETa Ha AaHHbIA 3anpoc
YMONTHOMOYEHHbIN  (befeparnbHbld  OpraH WCMOMHUTENbHOW BRAcTW, BbIOABLUMW 3ajaHWe Ha MpoBedeHue 3KChepTusbl
NeKapCcTBEHHOIO CpeAcTBa, B TeyeHue NnATM pabounx OHEeN HanpaBnsieT B 3KCMEpPTHOE Y4YpexaeHue YBEeLOMIIEHWEe O
HenpeacTaBneHnn 3asiBUTENeM OTBETa Ha 3anpoC yKas3aHHOro opraHa. Bpems co OHA HanpaBneHus 3anpoca 3KCMepTHOro
yupexaoeHus B YNOMHOMOYEHHbIM dedepanbHbli OpraH  MUCMOMHUTENbHOW BnacT A0 [AHS  NOMydeHUs SKCNepTHbIM
yypexaeHnem oTBETa Ha 3anpoc Mnv yBeAOMSIEHNS O HenpeacTaBneHMn OTBETa Ha 3anpocC He yYUTbIBAETCH NpU UCHUCIIEHUN
CpoKa npoBeAeHUs 3KCNepTM3bl TeKapCTBEHHOro CPeACTBa.
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(Yactb gononHuTenbHO BKNtoveHa PeaepanbHbiM 3akoHOM OT 25 Hos6ps 2013 roga N 317-93)

4 2. Ecnn B cocTaBe perucTpaLMoHHOrO A0Cbe Ha fekapCcTBEHHbI npenapaTr Ans MeOuMUMHCKOro MNpUMEHEHMUs
coepxuTtca npegycMmoTtpeHHas ctatbent 18, yactbto 1_1 ctatbu 30 u ctatben 34 HacTtosuwlero PenepansHOro 3akoHa Konus
peLueHns ynonHOMOYEHHOro eaeparnbHOro opraHa UCMNONHUTENbLHOW BNacTu O NPOBEAEHUM MHCNEKTUPOBaHWS NPON3BOANTENS
neKkapCTBeHHbIX CPeacTB, KCNepTy A0 ohopMMeHns pesynbLTaToB 3KCNepTU3bl fIeKapCTBEHHOrO cpeacTsa NpeaocTaBnsaeTcs B
Nnopsiike U Ha YCNoBUsIX, KOTOpble NpegyCMOTPeHbl YacTamu 4 n 43 HacTodllen cTaTby, KOMUSA 3aKnoYeHUs O COOTBETCTBUU
NPOuN3BOANTENSA NEeKApPCTBEHHbLIX CPeAcTB TpeboBaHMSM nNpaBui Haanexalwen MNpPOoU3BOACTBEHHOW MPaKTUKW, BblOAHHOIMO
YNONTHOMOYEHHbIM heaeparnbHbIM OpraHoOM UCNOMNHUTENBHOW BNAcTu.

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

4 3. 3aasutenb 00a3aH npeactaBUTb B YNONIHOMOYEHHbIM dedepanbHbli OpraH MCMOMHUTENbHOM BNacTU  KOMUKo
3aKr4YeHUsa 0 COOTBETCTBMU NPOU3BOANTENS NEKapCTBEHHbIX CpeAcTB TpeboBaHUAM NpaBun Haanexatlen npon3BoACTBEHHOWN
NpakTUKN B CPOK, He MpeBbILLALWMNIA CTa BOCbMUAECATM pabounx AHEW COo AHA NOMyyYeHus 3anpoca O ee NpeaocTaBreHuu.
YNONHOMOYEHHbIN hbeaepanbHbIl OpraH WUCMONMHUTENbHOW BRacTW, BblAABLUMWA 3aJaHMe Ha MpoBedeHue 9KCMepTUsbl
nekapcTBEHHOroO cpefcTBa, B TeyeHne nsaTu paboumx AHEN CO AHA MOCTYNNEeHWs OT 3asBUTENS KOMWM 3aKmoYeHWUs o
COOTBETCTBMM MPON3BOAMTENSA NeKapCTBEHHbIX CpeacTB TpeboBaHMAM npaBun Haanexallen Npou3BOACTBEHHOW MPaKTUKWM,
HanpaBsrsieT ee B 3KCNepTHoe yupexaeHue. B cnyvyae HenpeacTaBneHus 3asiBUTenemM B yKasaHHbIN CPOK KOMUW 3aKIoYeHnsi O
COOTBETCTBMM MPOU3BOAUTENST NEKAPCTBEHHbIX CpeAcTB TpeboBaHWsIM NpaBun Hagnexailen nNpov3BOACTBEHHOW MNPaKTUKM
YNOMHOMOYEHHbIN  dhefeparbHbli  OpraH MWCMOMHUTENBHOW BRacTW, BbIOABLUWA 3afjaHWe Ha nNpoBedeHWe 3KCnepTusbl
NeKapcTBEHHOrO CpeAcTBa, B TeyeHue nATM paboumx [OHEeW HanpaBnsieT B 3KCMEepTHOE YyuypexaeHue YBeLOMIIEHWe O
HernpeacTaBneHun 3asiBUTENEM KOMUW 3aKIMOYEHUs O COOTBETCTBUM MPOU3BOAUTENS NEKAapCTBEHHbIX CpeacTB TpebGoBaHUSM
npaBun Haanexallen MNpou3BOACTBEHHOW MNpakTvku. Bpems co OHA HanpaBneHus 3anpoca 3KCMNEPTHOro YYpexaeHus B
YMONMHOMOYEHHbIN defepanbHbIi OpraH MCMOMHUTENbHOM BNacT L0 AOHS MOJNyYeHUs SKCMEPTHbIM ydpexaeHueM Konum
3aKIMYEHUS O COOTBETCTBMMU NPOU3BOANTENS NTIEKAPCTBEHHBIX CPEeACTB TPeOOBaHUSAM NpaBuN Haanexallen Npon3BoACTBEHHOM
NPakTUKU UNU yBEOOMJIEHUS O €€ HEeNnpeacTaBeHWM He YYUTbIBAETCS MPU UCYMCMEHUW CPOKa MPOBELAEHUS] 3KCMepTu3bl
nekapcTBEHHOro cpeacTaa.

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

5. 3KCI'IepT npn npoesegeHnn nopyquHon €My pyKoBOOUTENIEM 3KCNEepPTHOro y4ypexneHua 3KCnepTusbl NeKapCTBEeHHOro
cpencrtea obsa3aH:

1) NpoBeCTM MONHOE MCccreaoBaHNe npeacTaBneHHbIX eMy 0OLEKTOB, MaTepuanoB, AaTb 060CHOBAHHOE M OOBLEKTMBHOE
3aKMHYEHNE NO NOCTaBMEHHLIM Neped HUM BOMpocaM MMM MOTMBUPOBAHHOE 3aKIioyeHWe O HEBO3MOXXHOCTM MpOBEAEHUS UM
3KCMepTM3bl NeKkapCTBEHHOro CPeaCcTBa, eCni NocTaBleHHble BONPOCh BbIXOAAT 3a Npeaenbl cneuunanbHbIX 3HaHWUiA aKkecnepTa,
06BbEKTbI UCCreqoBaHuii U MaTepuarnsl HENPUIoAHb!I UMM HeOOCTaTOUYHbl ANS NPOBEAEHUS UCCNeaoBaHUi U Aayn 3aKYeHus
nMGo coBpeMeHHbI YPOBEHb Pa3BUTUS HAYKN He MO3BONSAET OTBETUTh Ha NOCTaBlNEeHHbIE BONPOCHI;

2) He pasrmauwlaTtb cBedeHudA, KOTopble CTann eMy U3BECTHbl B CBA3M C NpoBedeHWEeM J3KCNepTusbl JIeKapCTBEHHOIo
CpefcTBa, a TakkKe cBejleHudA, CoCTaBndaowmne rocynapCcTBeHHy0, KOMMep4YeCKyr 1Unn nHy oxpaHAemMyr 3aKOHOM TaVIHy;

3) 06ecnevnTb COXPaHHOCTb NPEACTaBMNEHHbIX 06 LEKTOB UCCNEeN0BaHNIA U MaTeprnaros.
6. JkcnepT He Bnpase:

1) npoBoOAWTbL 3KCMEepPTU3y IEeKapCTBEHHOrO cpeacTBa Mo obpalleHuio HEMoCPeACTBEHHO K HEMY opraHusauuid unu
PUNYECKMX NNL;

2) caMocTosITENbBHO coBMpaTh MaTepuanbl Ans NPOBEAEHUS SKCNEPTM3bl JIEKAPCTBEHHOMO CPeACTBa;
3) NpoBOAMTL 3KCMEPTU3Y FIEKapPCTBEHHOIO CPEACTBa B KAYECTBE HErOCYAapCTBEHHOMO 3KcnepTa.

7. B cny4yae HeobxoammocTn 9KCNnepT BMnpaBe XoAaTancTeoBaTb nepen pykoBoguTerieM 3KCNEepTHOro y4dpexnaeHua o
npuBrie4eHnn K nposegeHnto 3KkCNepTnu3bl 1IeKapCTBEHHOIo cpeacTBa Apyrmx a3KCnepToB.

8. Kaxgbin aKcnepT, BXOASLWMA B COCTaB KOMMWUCCUMM OKCMEPTOB, KOTOPOM MOPYYEHO MpOBEAEHNE IKCNepTusbl
neKkapcTBEHHOro CpeaAcTBa, HE3aBMCMMO U CaMOCTOSTENbHO MPOBOAUT UCCReaoBaHWsl, OLEHMBAET pesynbraTthbl, NOMyYeHHble
UM NNUYHO W OpYrMMM 3KcnepTamu, u OpMynupyeT BbiBOAblI OTHOCMTENbHO MOCTaBIEHHbLIX BOMPOCOB B Mpeaenax CBOUX
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crneyunanbHbIX 3HaHUNA.

9. PesynbraThl 9KCNepTU3bl NekapCTBEHHOro cpeacTBa 0hoOpMASIOTCS 3aKNioYeHnEM KOMUCCUKN 3KCcnepToB. B 3aknioveHun
KOMWUCCUM 3KCMEPTOB YKa3bIBAOTCA MepedYeHb UccrnenoBaHuid, ob6bem NpPOBEAEHHbIX KaXAblM 3KCMEpPTOM UCCNefoBaHWN,
YCTa@HOBINEHHbIE KaXObIM U3 HUX (pakTbl U cAenaHHble B pe3ynsraTe UCCreaoBaHWi BbIBOAbI. JKCNEPT, MHEHME KOTOPOro He
COBMagaeT C peLleHnemM KOMNCCUMM SKCMEePTOB, BNpaBe Bbipas3nTb CBOE MHEHME B MMCbMEHHOW hopMe, koTopoe npunobLiaercs K
3aKMYEHNI0 KOMUCCUN 3KCMEPTOB.

10. OkcnepTbl, BXOAsWME B COCTaB KOMMUCCUM, NpepynpexaalTcs 00 OTBETCTBEHHOCTM B COOTBETCTBUM C
3akoHogatenbcTBoM  Poccunckorn  ®Pepepaumm  3a gady  3akiiOYeHWs,  cofepXawero  HeobOCHOBaHHble  unwn
anbcmduLMpoBaHHbIE BbIBOALI, O YEM OHU Aat0T NOAMUCKY.

11. Onpenenexne ypoBHs NpodecCcMoHanbHON NOArOTOBKM SKCMEPTOB U aTTecTaums UX Ha NPaBo NPOBEAEHMWsI 3KCNePTM3bI
NEeKapCTBEHHbIX CPEACTB  OCYLLECTBSIOTCS  3KCMEPTHO-KBaNMMUKALNOHHBIMU  KOMUCCUSIMU B MOPSiAKE, YCTaHOBMEHHOM
COOTBETCTBYIOLMM YNOMHOMOYEHHBIM  (defeparnbHbiM  OpraHOM WCMOMHUTENbHOW BracTu. YpoBeHb MpOodeccroHansHom
MOArOTOBKW 3KCMEPTOB MOANEXUT NEPECMOTPY YKasaHHbIMU KOMUCCUSIMU HE pexe YeM OAMH pa3 B NSTb JIeT.

12. MpaBuna npoBedeHUst 3KCMEePTU3bl JEKAPCTBEHHBLIX CPEACTB U OCOBEHHOCTM 3KCMEPTM3bl OTAENbHbIX BUAOB
nekapCTBEHHbIX MpenapaTtoB (pedepeHTHLIX NeKapCTBEHHbIX MpPenapaToB, BOCMNPOM3BELEHHbIX JIEKAPCTBEHHbLIX NMpenapaTos,
BGronorn4yecknx nekapcTBeHHbIX mnpenapartoB, GuoaHanoroBbix (6MonogobHbIX) NekapCTBEHHbIX NpenapartoB (ObuoaHanoros),
roMeonaTuyeckmx NekapCTBEHHbIX NpernapaToB, NEeKapCTBEHHbIX PacTUTENbHbLIX NpPenapartoB, KOMOVMHALMIA neKapCTBEHHbIX
npenapaTtoB), OPMbl 3aKMHYEHUA KOMUCCUW  SKCMIEPTOB YCTaHABMMBAKTCS COOTBETCTBYHOLUMM  YMONHOMOYEHHBLIM
denepanbHbIM OpraHoM UCMONHUTENBHOW BNACTY.

(MacTb B pegakumn, BBeaeHHow B aenctane ¢ 1 nons 2015 roga PenepansHbiv 3akoHoMm ot 22 Aekabpsa 2014 rona N 429-
®3. - CM. NpeaplayLLyio peaaKLmio)

KommeHTapun k ctatbe 16
CTATbA 17. NTOOAYA U PACCMOTPEHUE 3AABJIEHUA O I'OCV,EI,APCTBEHHOI?I PEMMCTPALUUN
JIEKAPCTBEHHOI'O NMPENAPATA ONAdA BETEPUHAPHOIO NPUMEHEHNUA

1. Ins rocyaapCTBEHHON perncTpaumm NekapcTBeHHOro npenaparta ans BeTepUHapHOro NpuUMeHeHUst pa3paboTymnk Takoro
neKkapcTBEHHOro npenaparta Unm ynorHoMoYeHHoe UM Apyroe topuandeckoe Nuuo (Oarnee B HacTosLWel cTaTbe - 3asaBUTEND)
NpeacTaBnseT B YMNONMHOMOYEHHbIN dedepanbHblii opraH WCMOMHUTENbHOM BRAcTW, OCYLLECTBNALIMN TOCYAapCTBEHHYO
perucTpauuio fekapcTBeHHbIX NpenapaTtoB ANs BETePUMHaAPHOrO MNPUMEHeHUsl, B SNEKTPOHHON dhopMe UNU Ha ByMaxkHOM
HocuTene 3asBreHne o rocyqapCTBeHHOW perncTpaumm nekapcTBeHHoOro npenapara Ans BeTepMHapHOro NpUMeEHeHNs!, a Takke
B Nopsiake, YCTAHOBMEHHOM COOTBETCTBYHOLLMM YMOSIHOMOYEHHBLIM (hedepanbHblM OpPraHOM WCMOSNHUTENBHOW BRactu, B
3MEKTPOHHON hopMe UM Ha BymMakHOM HocuTerle HeoOXoAMMbIE [OKYMEHTbI, U3 KOTOPbIX (DOPMUPYETCS PerncTpaumoHHoe
[0Cbe Ha NeKapCTBEHHbIV NpenapaT Ans BETEPUHAPHOTO NPUMEHEHUS.

2. B 3aABneHWM O rocydapCTBEHHOM perucTpauun nekapCTBEHHOro npenapata Ans BETEPUHApPHOTO MPUMEHEHWUS
yKasblBatoTCA:

1) HaumeHoBaHWe W afpec 3asBUTeNs, paspaboTyrka 1 NPOM3BOAUTENS NeKapCTBEHHOrO npenapara Ansi BETEpUHapHOro
NpUMeHeH1s1 U adpec MecTa OCYLLEeCTBIEeHMs] NPOM3BOACTBAa JIeKapCTBEHHOro npenapaTa Ans BETEpUMHAPHOro npyMeHeHus (B

crniy4dae Hanm4yma HECKOINbKMX y4aCTHUKOB npoLecca npon3BoacTBa HeobxoamMmo YKasaTb Kaxaoro n3 HVIX);

2) HauMeHoBaHMWe NeKapCTBEHHOTO NpenaparTa Af1si BETEPUHAPHOTO NPUMEHEHUS (MEXAyHapoAHOE HemnaTeHTOBaHHOE, UK
rpPynnMpOBOYHOE, UMM XMMUYECKOE U TOPrOBOE HAMMEHOBAaHWS);

3) nepeyeHb ﬂeVICTBy}OU.LMX M BCrNomMoratesibHbIX BellecCTB, BXOOAWWMX B COCTaB JiIeKapCTBEHHOIo npenapara Aand
BETEPUHAPHOIo NPpUMEeHeHUA, C YKa3aHneM KOnn4eCcTBa KaxKgoro U3 HuX;

4) leKkapCTBeHHasnA c*)opma, AO03NpPOBKa, cnocobbl BBeAEHNA N NPUMEHEHUNA, CPOK roAHOCTU NeKapCTBEHHOIo npenaparta
ana BeTepnHapHOro NnpuMeHeHus;

5) dhapmakoTepaneBTUyeckas rpynna;

6) HeOBGXOAMMOCTb NPUMEHEHNSA YCKOPEHHOM MpoLiedypbl 3KCNEePTU3bl NEKAPCTBEHHbLIX CPEACTB B LEMsAX rocy4apcTBeHHOM
pervcTpaumm nekapcTBEHHOro Npenapara;
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7) KoMK JOKYMEHTOB, NOATBEPXKAAOLLMX YINaTy rocyaapCTBEHHOW MOLLNMHbI:

a) 3a MpoBefeHMe IKCMEepTU3bl KayecTBa fekapCTBEHHOrO CPeacTBa M 3KCMNEPTU3bl OTHOLLEHUS OXWMAAEMOMW Monb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUS rieKapCTBEHHOro npenapaTta Ans BEeTePUMHAPHOro MPUMEHEHUsI NMpU ero rocyaapCTBEHHOM
peructpauuu;

6) 3a Bblaa4vy perncrtpayMoHHOro ygqoCctoBepeHuna nekapCTBeHHOro npenapara,;

8) Hannume cornacus, NPeLyCMOTPEHHONO YacTbly 7 HacTogdule CTaTbW, €CNYM C MOMEHTa pernctpaunm pedepeHTHOro
nekapcTBEHHOrO nNpenaparta Asnsi BETEPUHAPHOro MPUMEHEHUS NPOLLIIO MEHee YeM LLECTb feT.

(MyHKT B pegakumn, BBeaeHHON B aericterne PenepanbHbiM 3akoHoM OT 13 mnons 2015 roga N 241-93. - Cm. npeablayLyto
penakuuio)

3. PeructpaumoHHoe [ocbe B LEnAX 3KCNepTu3bl IeKapCTBEHHOrO mnpenapata afns BETEPUHAPHOIO MNPUMEHEHMS
copmMmupyeTcs U3 criegyowmx JOKYMEHTOB U CBEAEHNNA:

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

1) cBegeHus o gate NpeaocTaBleHNs U PermcTpauuoHHOM HOMepe NULIEH3UN Ha NPOU3BOACTBO JIEKApPCTBEHHbIX CPEACTB,
NPeAOCTaBNEHHONW MNPOU3BOANTENIO PErMCTPUPYEMOrO JTIEKAapCTBEHHOIO Mnpenapata Al BETEPUHAPHOINO NPUMEHEHWs, Ons
POCCUNCKMX NPON3BOAMUTENEMN;

(MyHkT B pegakuun, BBeaeHHoW B gericteue ¢ 15 uoHs 2018 roga PenepanbHbiv 3akoHoM oT 4 mtoHa 2018 roga N 140-
®3; B pegakumm, BBegeHHon B aencteme ¢ 1 aHBaps 2021 roga PenepansHbiv 3akoHoM oT 27 aekabpsa 2019 rona N 478-93. -
CM. NpeAblAyLLYI0 Penakumio)

2) cBefeHnsi 0 AaTte NpegocTaBneHusl U PeErmMcTpauMoHHOM HOMepe NMUMLEH3MN Ha NPOM3BOACTBO NeKapCTBEHHbIX CPEACTB,
npenocTaBeHHON Npou3BoanTENto dhapMaleBTUYecKor cybcTaHumm, BXoasillen B COCTaB PErMCTPUPYEMOrO NEKapCTBEHHOMO
npenapaTta Ans BETEpUHAPHOro NPMMEHEHUs1, ANt POCCUIACKUX NPon3BoauTeEnen;

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

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

2_1) Konusl JOKYMEHTA, BblAaHHOMO YNOMHOMOYEHHBIM OpraHOM CTpaHbl NMPOV3BOAUTENS ANS KaXZoN NpoU3BOACTBEHHOM
NIowaakyn perucTpupyeMoro fekapCTBEHHOTO npenapata AN BETepPUMHApHOro TMpPUMEHeHWs U NoATBepXXOaloLwero
COOTBETCTBME MPOM3BOANUTENS JIEKAPCTBEHHOIO npenapaTa TpebGoBaHWsAM NpaBun Haaexallein NpousBoACTBEHHOW NPAKTUKK,
M ero nepeBofd Ha PYCCKUI S3blK, 3aBEPEHHble B YCTAHOBIIEHHOM MOPSAKE, a TaKkKe KOMWUS 3aKo4YeHWs O COOTBETCTBUM
NPOV3BOAUTENS NEKAPCTBEHHbIX CPEACTB TpeboBaHMSIM MpaBWI Haanexallel MPOM3BOACTBEHHON MPaKTUKKU, BblOaHHOTO
YNONMHOMOYEHHbIM  dbefeparnbHbiM — OpraHOM  UCTOMNHUTENbHOW  BRacTu  ANS  KakOoW MPOM3BOACTBEHHOW  Nrollaaku
perucTpupyemMoro rekapCTBEHHOro npenapata O BeTepuMHApPHOro MNpUMEHEHWUsi, NGO KOMWS pelleHUsi O MpOBEeAeHUM
WHCTEKTUPOBAHNA MPOV3BOAUTENS  NEeKapCTBEHHbIX CPEACTB, MPUHATOIO  YMONIHOMOYEHHbIM  deaeparnbHbIM — OpraHoM
WCMOMHUTENBHON BNacTM AN Kak[aoi NpOW3BOACTBEHHOW NMOLWAAKU PErucTpupyeMoro NekapcTBeHHOro npenaparta Ans
BETEPMHAPHOIO MNPUMEHEHUs. YKkasaHHble LOKYMEHTbl MPeACTaBnsloTCs B Clyyae, €cnv NPOM3BOACTBO JIEKAPCTBEHHOMO
npenapaTa ocyLlecTBnseTcs 3a npegenamu Poccuiickol degepauny;

(MyHkT gononHuTensHo BknoveH ¢ 15 noHsa 2018 roga PenepanbHbim 3akoHoM oT 4 uoHa 2018 roga N 140-93)

2_2) konusi JOKYMEHTa, Bbl4AHHOIO YNOMHOMOYEHHbIM OpraHoOM CTpaHbl NpoM3BOANTENs )apMaueBTUYECKON CyOCTaHLmMu
1 NOATBEPXAALWEro COOTBETCTBME NpousBoanTenst hapMaLleBTnyeckon cybcrtaHumm, BXoasilen B COCTaB perMcTpupyemMoro
NeKapCcTBEHHOro npenaparta Ol BETEPUMHAPHOro MNPUMEHEHUs, TpeboBaHMAM MpaBuN Hagnexailen npoM3BOACTBEHHOM
NpakTUKN, N ero nepeBod Ha PYCCKMMA £3blK, 3aBEpPEHHble B YCTAHOBMEHHOM MopsiAke, B Clyyae, eCnu MNpOM3BOACTBO
hapmaLieBTUYECKOM cybCcTaHumm ocyLecTBnsieTcs 3a npegenamu Poccuiickon degepauuu;

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

3) NPOEKT HOpMaTUBHOIO AOKyMEeHTa Ha ﬂeKapCTBeHHbIVI npenapart ona seTepuHapHOro npuMeHeHua;
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4) DOKyMEHT, codepXxalliui crneayloLwyo WHdopMmaumio o dapmaueBTUYecKon cybcTaHuum mnn dapmaueBTUYECKNX
cybCcTaHuusx, BXOASLLNX B COCTaB NeKapCTBEHHOro npenapara AN BETEPMHAPHOIO NPUMEHEHNS:

a) HaMMeHoBaHue hapmaleBTMYeckon cybcTaHumn, ee CTpyKTypa, obLimne cBOMNCTBA (NpY rocyqapCTBEHHOW perncrpauum
UMMYHOBMONOrMYECKNxX NekapCcTBEHHbIX NMPenapaToB AN BETEPUHAPHOTrO NPUMEHEHWS NPEeACTaBNATCA CBEAEHNS O LUTaMMe,
BKITKOYas ero HauMeHoBaHue, MHAOPMaLUI0 O MPOUCXOXKOEHMM, EF0 CBOMCTBAX, XapakTEPUCTUKAX U MECTE AENOHMPOBAHNS);

(MopnyHKT B pegakunn, BBeaeHHon B aencteume ¢ 13 asrycta 2019 roga ®enepanbHbiM 3akoHOM 0T 2 aBrycta 2019 rona N
297-03. - CM. NpeAblayLLY0 Penakumio)

6) HaMMeHoBaHWe 1 agpec NPou3BOAUTENS;
B) TEXHOMOMS NPOU3BOACTBA C ONUCAHWEM CTafuii MPOU3BOACTBA U METOAOB KOHTPOMS HA BCEX CTaAMsIX MPOU3BOACTBA;

r) wHpopmauuss o npumecsx (He nNpeacTaBnsieTcss Mpu  rocyAapCTBEHHOW pervctpaumm  MMMYHOBMONOrnYecKmx
nekapcTBeHHbIX NpenapaToB Ass BETEPUHAPHOIO NPpUMEHeHUs!);

(MognyHKT B peaakumun, BBeaeHHoM B gerncteue ¢ 13 aBrycta 2019 roga PenepanbHbiM 3akoHom ot 2 asrycta 2019 rona N
297-®3. - CM. NpeablayLLY0 PeAAKLNI)

n) cneumdukaumsa Ha apMaueBTUYECKYO CyOCTaHUMO (He NpPeAcTaBnsieTcs NpU rocydapCTBEHHOW perucrpaumm
MMMYHOBMNOMOrMYeCcKnX NieKapCTBEHHbIX NpenapaToB 4151 BETEPUHAPHOTO NPUMEHEHNS);

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

e) onncaHmne MeToauK KOHTPOI4d Ka4ecCcTBa,

X) pesynbraTel aHanMs3a cepuit papmaveBTMYecKon cyOcTaHUMmM (He NPEACTaBMAKTCA NPY rocyaapCTBEHHOW perucTpaumu
MMMYHOBMNONOrMYECKNX NeKkapCTBEHHbIX NpenapaToB Ansi BETEPUHAPHOIo NPpUMEHeHUS);

(MognyHKT B pegakumun, BBegeHHon B aenctaue ¢ 13 asrycta 2019 roga PenepanbHbiM 3akoHoM ot 2 asrycta 2019 rona N
297-®3. - CMm. NpeaplayLLyo peaaKLmio)

3) nepe4yeHb CTaHOapTHbIX 06pa3Ll,OB nnn BeLecTB, NCNOJ1b3yeMbIX MPU OCYLLECTBITIEHNN KOHTPOJ1A Ka4yeCTBa,
VI) OnncaHne XxapakTepuctuk n CBOWNCTB YNaKoBOYHbIX MaTepurasioB U YKYNnopo4HbIX CPEACTB,

K) OaHHble O CcTabunbHOCTU (HE nNpPeacTaBnaAlTCA MpU  rOCygapCTBEHHOM perncrpaumm  MMMYHOOMONOrMYECKMX
neKapCTBEHHbIX NpenapaToB Arsi BETEPMHAPHOIO NPUMEHEHNS);

(MognyHKT B pegakumun, BBeaeHHom B gencteue ¢ 13 aBrycta 2019 roga PenepanbHbiM 3akoHom oT 2 aBrycta 2019 rona N
297-®3. - CM. NpeablayLLYI0 PeAAKLNI)

) CPOK FOAHOCTM, YCIOBUSI XPaHEHWS;

5) oT4yeT O pesynbratax OOKMUHWMYECKOrO MCCRefOBaHWUs NEeKapCTBEHHOrO CpPeacTBa AMNsl BETEPUMHAPHOTO MPUMEHEHWS,
BKITHOYAKOLLMIA OMNMCaHUEe METOAOB OMNpefeneHnss OCTaTOuHbIX KONMUYECTB AEWCTBYOLLErO BeELeCTBa (OENCTBYHOLIMX BELLECTB),
JocTuraroLero (4oCTUrarLmx) CUCTEMHOTO KPOBOTOKA, B MPOAYKLUN XXUBOTHOIO MPOUCXOXAEHUS MOCHe NPUMEHEHUSI TaKoro
nekapcTBEHHOrO CPeACcTBa, a Takke JOKYMeHTarnbHOe NoATBEPXAeHME (Banuaaumsl) yka3aHHbIX METOO0B;

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

6) OT4HEeT O pe3dynbratax KIMHUYECKOro mnccrnegoBaHuA JeKapCTBEHHOIo npenaparta And BeTepuHapHOro npuMeHeHua y
KaxKgoro suaa XnBOTHbIX, YKa3aHHbIX B UHCTPYKUUK NO BETEpUHAPHOMY NMPUMEHEHUIO;

7) NPOEKT WHCTPYKUMWM MO BEeTepUHapHOMY TMPUMEHEHWIO NEeKapCTBEHHOro mnpenapaTa, codepxallei cregylowme
cBefeHus:

a) HanMeHoBaHWe NeKapCTBEHHOTO NpenapaTa Ans BETePUHapHOro NPUMEHEHUS (MEXayHapoAHOe HenaTeHTOBaHHOe, Unn
rPYNNMpPOBOYHOE, UIM XMMUYECKOE U TOPrOBOE HaMEHOBaHNS);

6) nekapcTBeHHass opma C yKasaHMEM HaVMEHOBaHWA W KONMYECTBEHHOrO COCTaBa [EUCTBYIOLUMX BELLECTB U
Ka4yeCTBEHHOIo CocTaBa BCMOMOraTeNbHbIX BELLECTB;
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B) Onu1caHve BHELLHero B1uaa riekapCTBeHHOro npenapara st BETepuHapHOro NpUMeEHeHUs;

r) dapmakotepaneBTU4eckas rpynna INeKkapcTBEHHOro npenapata Ans BEeTepMHAPHOrO MPUMEHEHUS WNM yKasaHue
"romeonaTn4eckuin NekapcTBeHHbIV Npenapart”;

) dhapmakoguHaMuka UM (hapMakoKMHETUKAa (3a WCKMIOYeHMEM (PapMaKOKMHETVMKM TOMEONaTUYecKMX NeKapCTBEHHbIX
npenapartoB W pPacTUTEMbHbLIX NEKAPCTBEHHbLIX NpenapaTtos) UMM onucaHne UMMYHOBMOMOTMYECKUX CBOWCTB NIeKapCTBEHHOro
npenapara;

€) nokasaHus Ans npuMeHeHus;

X) NPOTUBOMNOKAa3aHNUA AN NPUMEHeHUs;

3) Mepbl NPESOCTOPOXHOCTU NPU NPUMEHEHUMU;

1) ykazaHue BO3MOXHOCTU M OCOBGEHHOCTEW NPUMEHEHUS Y BEPEMEHHbIX KMBOTHbIX, Y XMBOTHbIX B Mepuog nakrauuu, y
MOTOMCTBA XMBOTHbIX;

K) PeXum [03MpoBaHus, crocob® BBEAEHUSS U MPUMEHEHUs, MpU HEoOXOOMMOCTU BpeMmsi Mpuema riekapCTBEHHOro
npenapara ansi BETepUHapHOro NPYMEHEHUS, MPOAOIHKUTENBbHOCTb NIEYEHUS;

n) BO3MOXHble MOGOYHbIE OEWCTBMS, HexenaTefibHble peakumMy Mnpu MpUMEHEHUWM NeKapCTBEHHOro npenaparta Aans
BETEePMHAPHOIO NPUMEHEHNS;

M) CUMMTOMbI Nepeao3npOBKX, MEPbI MO OKa3aHW0 MOMOLLY NPU NePeao3UPOBKE;
H) B3auMoAencTBme C ApYrMMiy fiekapCcTBeHHbIMM NpenapaTamu 1 (Unu) KopMmamu;
0) hopMbl BbiNycKa fekapCTBEHHOIo npenapara Ansi BETePUHAPHOro NPpUMEHEHUS;

n) ykasaHue (Npy HeobGXoAUMMOCTM) OCOBEHHOCTEN [ENCTBUSA JEeKapCTBEHHOro npenapata fAns BETEePUHApPHOro
NPUMEHEHMS NPY NEPBOM NMPUEME WM MPU €0 OTMEHE;

p) onucaHue (npu HeobxoQMMOCTM) OENCTBUI cneumanicTa B obnacTtn BeTepmMHapun, BragenbLa XMBOTHOMO Npu Nponycke
npuema ofHOW UMM HECKOSbKMX 03 NIeKapCTBEHHOrO Npenaparta 4151 BETepUHAPHOTro NPUMEHEHNS;

(MognyHKT B pegakumun, BBeaeHHom B gerncteue ¢ 13 aBrycta 2019 roga PenepanbHbiM 3akoHom oT 2 aBrycta 2019 rona N
297-®3. - CM. NpeablayLLYI0 PEAAKLINI)

C) CPOK roAHOCTU W yKasaHWe Ha 3anpeT NpUMeHeHUs! NeKapCTBEHHOro npenaparta Ans BETEPUHAPHOTO NMpUMEHEHUs No
NCTEYEHMN CpOKa rogHOCTY;

T) YCNOBMS XpPaHEHWs;

y) yKasaHue Ha HeoOXOAUMOCTb XpaHeHWs1 NeKkapCTBEHHOro npenapaTta AN BEeTepuHApPHOro MpUMEHEHUst B MecTax,
HEe[OoCTYMHbIX ANs AeTel;

d)) YKa3aHune (I'Ipl/l HeO6X0ﬂI/IMOCTI/I) cneunanbHbIX Mep npefgoCTOPOXXHOCTU NMpU  YHUYTOXEHUU HEeUCnoJib30BaHHbIX
NeKapCTBEHHbIX npenapaTtoB OJ14 BETEePUHaAPHOIo NpuMeHeHus;

X) CPOKM BO3MOXHOIo MCnonb3oBaHMA NpoayKuun XMBOTHOIO MNMPOUCXOXKAOEHUA Nocne BBeAEHUA XUMBOTHOMY
NeKapCTBEeHHOro npenaparta ona seTepuHapHOro npuMeHeHus,;

L) ycnoBus oTnycka;

4Y) HaMMEHOBaHWA W agpeca NPOW3BOACTBEHHBLIX NIOWAA0K MNPOU3BOAUTENS FEKAPCTBEHHOrO Mpenapata Aans
BETEPUHAPHOIO NPUMEHEHWS;

[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/560855147#7DK0KB
http://docs.cntd.ru/document/542651148#AAE0NU

06 ob6palleHun nekapCcTBEHHbIX CPeACTB (C u3MeHeHusMMn Ha 19 okTabpst 2023 roga) Ctpanuua 33
®edeparbHbil 3akoH om 12 anperns 2010 . Ne 61-@3

W) HaMMeHoBaHWe, appec opraHuW3auuW, YroNIHOMOYEHHOW [JepxaTenem Wnu  BragenbleM  pPernctpaumoHHOro
yOOCTOBEpEeHsl NekapCTBEHHOTO NpenapaTa Ha NPUHSTE NPETEH3UI OT NoTpeduTens;

8) NPOEKTbl MaKeToB I'IepBI/ILIHOI7I yNnakoBKN U BTOpI/IHHOI7I yNakoBKM/ IeKapCTBEHHOro npenapara and BeTepuHapHoro
NPUMEHeHNA;

9) cnepyloLne CBeAEHUs O NIEKaPCTBEHHOM Npenapare Ansi BETEPUHAPHOro NPUMEHEHUS:

a) onncaHue 1 CocTaB NeKapCTBEHHOTO NpenapaTta Ans BETePUHapPHOro NPUMEHEHUS;

0) onucaHve chapmaueBTUYECKOM pa3paboTku;

B) onucaHue npouecca MPOM3BOACTBA M €ro KOHTPOSsi, NOANWCaHHOE B MOpsiAKe, YCTAaHOBMEHHOM B COOTBETCTBUM C

YyacTbio 1 HacTosLLEN CTaThy;

(MognyHKT B peaakumu, BBeaeHHoW B gencteue ¢ 13 asrycta 2019 roga PenepanbHbiM 3akoHom oT 2 aBrycta 2019 rona N
297-®3. - CM. NpeablayLLY0 PeAAKLNI)

r) OnuUcaHue KOHTPONS KPUTMYECKUX CTagui NpoM3BOACTBA M MPOMEXYTOYHOM NPOAYKUWUW, MOAMUCAHHOE B MOpsidKe,
YCTaHOBINEHHOM B COOTBETCTBUM C YacCTbto 1 HAcTosLeln CTaTby;

(MognyHKT B pegakumu, BBeaeHHom B gencteue ¢ 13 aBrycta 2019 roga PenepanbHbiM 3akoHoM oT 2 aBrycta 2019 ronga N
297-03. - CM. NpeAblayLLy0 peaakumio)

O) HavMeHoBaHuMs © agpeca paspaboTuvka, gepxatens wnu  Bragenbla pPerncrpauuoHHOro  yAOCTOBEPEHMS
neKkapCcTBEHHOro npenaparta, NPon3BOACTBEHHbIX NMOLWAA0K NPON3BOAUTENS NIEKApPCTBEHHOMO npenapara Afisi BETepMHapHOro
NPUMEHEHUST C YyKasaHMeM CTaaui TEXHOMOrMYECKOro MpoLlecca, OCYLUECTBMASEMbIX Ha MNPOW3BOACTBEHHbIX MIOLazgKax
NPOu3BOANTENS NEKApPCTBEHHOrO npenapaTa Ans BeTepUHAPHOro NPUMEHEHMS;

(MognyHKT B pegakumu, BBeaeHHOW B aencteue PenepanbHbiM 3akoHoM OT 13 uonga 2015 ropna N 241-93; B pegakumu,
BBedeHHo B pewncteue ¢ 13 asrycta 2019 roga PenepanbHbiM 3akoHoMm o1 2 aerycta 2019 roga N 297-93. - Cwm.
NREALIAYLLYI0 PEAaKLo)

e) hapmaLeBTUYeckasi COBMECTUMOCTb;

) MUKpoBMonornyeckme xapakTepucTuki;

3) MaTepuanbHbIi GanaHc Ansi NPoM3BOACTBa CEPUM FTOTOBOIO NPOAYKTa;

N) ornMcaHne XxapakTepuUCTMK N CBOMCTB YNaKkoBOYHbIX MaTepranoB 1 YKYyNOpPOYHbIX CPeaCTB;
K) JOKYMeHTanbHOe NoATBEPXKAEHME (BanuaaLums) NpoLeccoB 1 (Mnmn) UX OLEHKa;

n) TpeboBaHus Kk Ka4ecTBy BCMOMOraTenbHbIX BeLeCTB (cepTudmkaT, cneumdmkanms Ha BCrioMoraTenbHble BELLeCTBa U UX
obocHoBaHue);

M) aHalMMTU4eCKne MeToankun, Ncnosb3yemble NMpu OCyLLECTBIIEHUN KOHTPONNA Ka4yeCTBa BCroMOraTesibHbIX BELWECTB;

H) OOKyMEeHTalnbHOE noaTBepXxaeHue (BaJ'IVIﬂ,aLLI/IFI) aHalMMTU4eCKNX MEeToAduK, UCnonb3yemMbliX TMpu OCyLEeCTBIIEHNN
KOHTpONA Ka4yeCcTBa BCNOMOraTeribHbIX BELEeCTB;

0) MH(*)OpMaLlMFI 06 ncnonb3oBaHMM BCMOMOraTeNbHbIX BELLLECTB YEN0BEYECKOrO N XXMBOTHOIO NPONUCXOXOEHUA;

n) nognyHKT yTpatun cuny ¢ 13 aerycta 2019 roga - PenepanbHbi 3akoH oT 2 asrycta 2019 roga N 297-03 - cwm.
OREAbIAYLLYI0 PeaaKLnio;

p) TpeboBaHusi K Ka4ecTBY NEKAPCTBEHHOIO Npenapara A5 BETEPUHAPHOro NpuMeHeHus (cepTudmkar, cneundukaums Ha
neKkapCTBEHHbI npenapaTt n nx 060CHoBaHKE);

C) aHanuTU4yeckne METOOMKU, UCMONb3yeMble MPU OCYLLECTBEHUN KOHTPOMSA KayecTBa NeKapCTBEHHOroO rnpenapara ans
BETEPUHAPHOIO NPUMEHEHWS;
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T) AOKYMEHTanbHoe MOATBEPXAEeHVE (Banuaauusl) aHanmuTUYecKMX METOAMK, WCMONb3yeMblX MpU  OCYLLECTBIEHUU
KOHTPOISi KayecTBa fleKapCTBEHHOro npenapara A/1si BETePUHapHOro NPUMEHEHWS;

y) OOKYMEHT, NoATBEPXKAAaOLMIN Ka4yecTBO NIeKapCTBEHHOro npenaparta TpexX NPOMbILWEeHHbIX cepuid (MPOTOKON aHanusa
Unn cepTudUKaT aHanusa), ogHa cepusl KOTOPOro [OSbkHa coBrafdaTb C cepuelt obpasua NekapCTBEHHOro npenapara,
noAaHHOro Ha perncTpauuio;

&) XxapakTepucTuka npumecen;

X) nepeyeHb CTaHAapTHbIX O6pa3LI,OB, NCNonb3yemMbliX MNpun OCYLLEeCTBNIEHUN KOHTPOIA KayecCTBa J1eKapCTBEHHOIo
npenapara gna BeTepnHapHOro NnpuMeHeHun4;

Ll) OaHHble 0 CTabunbHOCTH NNeKapCTBEHHOro npenapara anda seTepuHapHOro NnpuMeHeHus,;

10) konua gOKyMEeHTa, coaepXxallero nHpopmMaumio 0 Hanuymm unu ob oTCyTCTBMM (hakTOB perncTpaumm nekapCTBEHHOro
npenapaTta ansd BeTepuHapHOro npMMeHeHus 3a npegenammu Poccunckon ®enepaumm;

11) cornacve B NMCbMEHHOW opMe, MNPeayCMOTPEHHOE YacTblo 7 HacTosAUWleW CTaTbW, B ClyyYae perucrpaumm
BOCMPOM3BEAEHHOIO JIEKAPCTBEHHOIO Npenapara;

(MyHkT B pegakuun, BBeaeHHon B aencrteme PenepanbHeiM 3akoHom oT 13 utong 2015 rona N 241-93. - CM. npeaplayLLyo
penakumio)

12) KOnna OOKyMeHTa Ha PYCCKOM A3blke, 3aBepeHHOro B YCTaHOBIIEHHOM nopagke U noareepXgarwlero npaBoOMOYHOCTb
3adaBrneHnsa o rocyp,apCTBeHHoﬁ perncTpaumnn nekapcTtBeHHOro npenapara ana BeTepnHapHoOro npuMeHeHuns (ﬂ,OBepeHHOCTb);

13) cBegeHns o0 rocyaapCTBEHHOW PErncTpauun reHHO-MHXEeHEPHO-MOANMULNPOBAHHBIX OPraHM3MoB, NpeaHa3HaYeHHbIX
ONSA BbINycKa B OKpYXatoLlyto cpeay (Npu rocyaapCTBEHHOW perncTpauum rnekapcTBeHHbIX npenapaToB Ans BETepUHapHOro
NPUMEHEHNs, MOSTyYEHHbIX C MPUMEHEHUEM TEeHHO-UHXEeHEPHO-MOAUMULNPOBAHHBIX OPraHW3MOB UMW codepXallmx Takue
OpraHu3mbl).

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

4. lNMpn NpoBeAEHUN YCKOPEHHOW NpoLueaypbl 3KCNEepTM3bl NIEKAapCTBEHHOMO npenapara Ans BETePUHAPHOrO NpUMEHEHMS
(3a ncknoveHnem nekapCcTBEHHOro npenapara 4nsi BEeTEPMHAPHOro NPUMEHEHUS, YKa3aHHOro B YacTn 4_1 HacTodALlen cTaTbu)
B LENnsax ero rocyaapCTBEHHOW perncrpaumm BMECTO OTyeTa paspaboTyvka O pesynbratax AOKIMHUYECKOro MCCrenoBaHus
NeKapCTBEHHOro cpeacTsa Ans BETEPUHAPHOIO NPUMEHEHNS MOXET ObiTb NpeacTaBneH 0630p Hay4HbIX paboT O pesynbratax
OOKIMMHMYECKOrO MCCRenoBaHMs pedyepeHTHOro NeKapCTBEHHOrO npenapata ans BETEPUHAPHOIO MPUMEHEHMS, @ BMECTO
OoT4yeTa O pesynbratax KIMHUYECKOro MCCregoBaHMs NeKapCTBEHHOro npenaparta afns BETEPMHAPHOro NPUMEHEHUSI OTYET O
pesynbratax uccnegoBaHun OWMO3KBMBANEHTHOCTM BOCMPOU3BEOEHHOrO NEKAPCTBEHHOrO npenapata Anis BeTEpUHapPHOro
NPUMEHEHNSI.

(YacTtb B pepakumu, BBeaeHHou B gencteue ¢ 13 aBrycta 2019 roga ®enepaneHbiM 3akoHom OT 2 aBrycta 2019 roga N
297-03; B pegakuuun, BBegeHHon B genctene ¢ 1 ceHTabps 2023 roga PenepanbHbiM 3akoHoM oT 28 anpens 2023 roga N 171-
@3. - Cm. npeablayLyo peaakuuo)

4 1. Tlpun npoBedeHMU YCKOPEHHOW npoueaypbl SKCNEpPTU3bl JIEKAapCTBEHHOro npenapata s BeTepuHapHOro
NPUMEHeHNs1, NpegHa3Ha4YeHHOro Ans NevYeHns AOMaLLHUX XUBOTHbIX, onpeaerneHHblx PenepanbHbiM 3akOHOM OT 27 Aekabps
2018 rona N 498-93 "O6 0TBETCTBEHHOM 00pAaLLEHUM C XKUBOTHBLIMU U O BHECEHUN U3MEHEHWI B OTAENbHbIE 3aKOHOAATENbHbIE
akTbl Poccuiickon  depepauunun”, n 3aperMcTpMpoBaHHOIO B KayecTBe NeKapCTBEHHOro npenapaTta Ans MeguuuHCKOro
NPUMEHEHNs1, B LIENsIX ero rocygapCTBEHHOW perncrpauum BMECTO oTdyeTa paspaboTyvMka O pesynbratax AOKIMHUYECKOro
nuccrnenoBaHnst NIekapCTBEHHOTO CpeacTBa ANsi BETEPUMHAPHOTO MNPUMEHEHUst MOryT OblTb npeAcTaBneHbl pesynbraThl
OOKITMHNYECKOTO MCCreaoBaHusi COOTBETCTBYHOLLETO JIEKAPCTBEHHOIO CPEeACTBa AN MEAWLMHCKOrO MpUMEHEHUsl, a BMECTO
oTyeTa O pesynbTatax KMMHUYECKOro UCCNeaoBaHUsl fiekapCTBEHHOrO npenapaTta Ansi BEeTepUHapHOro npuMeHeHus - o63op
Hay4HbIX paboT 0 pesynbraTax KMMHUYECKUX UCCNEeAOoBaHUI NEeKapCTBEHHOro npenaparta Ans MeauUMHCKOro NpMMeHeHUs Ha
BMAAX XMBOTHBIX, KOTOPbLIM NpedHa3Ha4YaeTcsl uccriegyemblii NeKapCcTBEHHbIN Npenapar.

(YacTb gononHuTenbHo BkNtoYeHa ¢ 1 ceHTabpst 2023 roga PepepanbHbiM 3akoHoM OT 28 anpens 2023 roaa N 171-93)

5. Ha aKkcneptusy pasnuyHbiX NekapcTBEHHbIX ()OPM OAHOMO M TOTO e NeKapCTBEHHOro npenapara Ans BeTepUHaPHOro
NpYMEHEHWS 3asiBUTENb NPEACTABNSAET OTAENbHbIE 3asBIEeHUS U PErCTPaLMOHHbIE AOCHE HA KaXAYH NeKapCTBEeHHY hopMmy.
Mpu ycrnoBWM OOHOBPEMEHHOW ModayYM Ha IKCNepTU3y OHOW INEeKapCTBEHHOM (hOpMbl C  PasnUYHbIMK  [O3MPOBKOW,
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KOHLeHTpauuen, o6beMOM 3asBUTENb NPELCTABMSET OQHO 3asBMeHMEe WU PEerncTpaLuoHHOe AOCbe C MPUNOXEeHWEM MakeToB
NepBUYHON YMaKOBKM M BTOPUYHOWM YMaKOBKW. Ha MakeTax nepBUYHOM YMakoOBKM U BTOPUYHOWM YMaKOBKW YKasblBalOTCA BCe
npov3BoANMbIE [03UPOBKM, KOHLUEHTpauuvM, obbeMbl M KONMMYECTBO [03 B YMaKOBKE IEKApCTBEHHOro mnpenapara Aansi
BETEPUHAPHOIO NPUMEHEHUS.

(YacTtb B pegakumu, BBeeHHoun B aencteue ¢ 13 aBrycta 2019 roga ®enepaneHbiM 3akoHoM OT 2 aBrycta 2019 roga N
297-®3. - CM. NpeaplAyLLYI0 PeaaKLmio)

6. B cnyyae HenpeacTtaBneHusi C 3asiBNEHWEM O TOCYAApPCTBEHHOW perncrpauum nekapCTBEHHOro npenapara Aans
BETEPUHAPHOIO MPUMEHEHUST JOKYMEHTOB, MOATBEPXKAAOWMX YNnaTy rocyAapCTBEHHOM MOLWUMMHBLI U YKa3aHHbIX B NyHKTe 7
YacTu 2 HacTosulen CTaTbW, CBEAEHUM O NULEH3UAX, YKa3aHHbIX B OyHkTax 1 1 2 4yactm 3 HacTodulen cTaTtbl, a Takke
BbldaBaeMbIX (NPenocTaBnsiemMblX) YMNOMHOMOYEHHbIMU doeaepanbHbIMU OpraHamMmn UCMNOMHUTENBHON BRacTu AOKYMEHTOB
(cBegeHun), ykasaHHbIX B NyHKTe 2_1 yactu 3 HacTosLllen CTaTbW, YNOMHOMOYEHHbIM dbeaepanbHbI opraH UCNOMHUTENBHON
BNacTM 3anpawmBaeT yKasaHHble [OOKYMEHTbl (CBedeHusl) B NOpsigKe  MEXBEAOMCTBEHHOrO  MHGOPMAaLWNOHHOIro
B3aUMOOENCTBUS.

(Yactb B pepakuumn, BBegeHHon B gencteue ¢ 1 sHBapsa 2021 roga PenepanbHbiM 3akoHOM OT 27 aekabps 2019 rona N
478-®3. - CM. mpeablayLLyo PDeAAKLNI)

7. He ponyckaetcst ucnonb3oBaHMe B KOMMEPYECKMX Lensix MHopMauum o pesynbratax AOKIMMHUYECKUX UCCNedoBaHui
NeKapCcTBEHHbIX CPEACTB M KIMHUYECKUX WCCNEAOBaHUNM feKapCTBEHHbIX MpenapatoB A5 BETEPUHAPHOrO MPUMEHEHNS,
npeacTaBneHHON 3asiBuTeneM AN rocyaapCTBEHHOW permcTpaumm nekapcTBEHHbIX npenapartos, 6e3 ero cornacus B Te4eHune
LIeCTW NeT ¢ AaTbl rocy4apCTBEHHON pernctpaunmn pedepeHTHOro nekapcTBeHHoro npenapara B Poccuinckon degepavum.

8. Hepxatenb wvnu Bnagenewl perncTpauMoOHHOIO YOOCTOBEPEHUSA JieKapCTBEHHOro npenapata Ans BeTepuHapHOro
NPYMEHEHNsT NpeacTaBnsaeT B YMNOMHOMOYEHHbIN beaeparnbHbIi OpraH WCMOMHUTENBHOW BracTM OTYET MO pesynbratam
dapmakoHaa3opa OAWMH pa3 B LECTb MecsUeB B TeYeHWe ABYX FeT nocne rocygapcTBEeHHOW perucrpauum nekapcTtBeHHOro
npenapata B Poccuiickont ®efepaunm, 3ateM exerogHo B Te4eHne nocrefyowmx Tpex net n B AanbHeunwem oauH pas B Tpu
roga.

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

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

KommeHTapum K ctatbe 17

CTATbA 18. NOOAYA U PACCMOTPEHUE 3AABIIEHUA O TOCYOQAPCTBEHHOM PETMCTPALIMU
NEKAPCTBEHHOI'O MNMPENAPATA AnA MEAMUUHCKOIO NPUMEHEHUA

(HammeHoBaHue B pegakuun, BeegeHHorn B genctaue ¢ 1 niona 2015 roga ®enepanbHbiv 3akoHOM 0T 22 Aekabpa 2014 rona N
429-03. - CM. NpeablAyLLYI0 PEAAKLIMIO)

1. Onsa rocyaapCTBEHHOW perMcTpaumm nekapcTBEHHOro npenapara Ans MeguMuuHCKOro NpMMEHeHUs tpugnyeckoe nuuo,
JencTteyollee B COBCTBEHHbLIX MHTEpecax Mnu YnonHOMOYEHHOe MpeAcTaBnsaTb MHTepechl APYroro puvaMYeckoro nuua wu
3asABnALLEee MNeKkapCTBEHHbIV MpenapaTt Ha roCyAapCTBEHHYIO perucTpauvio (ganee B HaACTOsILLEN cTaTbe - 3asBUTENb),
npencraenser B YMNONHOMOYEHHbIN doefepanbHbli OpraH MCMNOMHUTENBHOW BIacTW, OCYLUECTBNSAIOWNN rOCYyaapCTBEHHYHO
pervcTpaumio nekapCcTBEHHbIX NpenapaTtoB ANA MeaULUHCKOro NPUMEHEHUS, B 3NEeKTPOHHON hopmMe U Ha BymakHOM HocuTene
3asBneHve O rocyoapCTBEHHOW perncrpauum rnekapcTBEHHOro npenaparta Ans MeauUMHCKOrO MPUMMEHEHMsl, a Takke B
nopsiike, yCTaHOBNEHHOM YMOMHOMOYEHHbIM dhefeparnbHbiM OpraHoOM MCMOMHUTENbBHOW BMacTu, B 3MNEKTPOHHOW hopMme M Ha
OymaxHOM HocuTene HeobxoouMble OOKYMEHTbI, U3 KOTOPbIX (hOPMUPYETCA PErnMcTpaLvoHHOE O0Chbe Ha NeKapCTBEHHbIN
npenapart ansg MegULMHCKOrO NPUMEHEHNS.

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

2. B 3agBneHun o FOCWJ,apCTBeHHOIZ perncTtpaunn rnekapCcTtBeHHOro npenapara ana MeguuuHCKOro npuMeHeHudA
YKa3blBakOTCA:

1) HanmeHoBaHWe, agpec 3asBUTENS M MPOU3BOAMTENS NEeKapCTBEHHOro npenaparta A MegUUMHCKOTO MPUMEHEHMUS,
cBefeHuss 06 ux permcTpaummn B Ka4ecTBe Haroronnartesblinka B CTpaHe peructpaumm (ans pOCCUMCKMX pUaNYECKUX NuL, -
NOEHTUMKALMOHHBIN HOMep Hanoronnatenswuka (MHH), ona mMHOCTpaHHbIX OpUOMYECKMX MWL - CTpaHa perucrpauuu,
HaMMeHOBaHVWEe PErMCTPUPYIOLLEro OpraHa, PerncTpauMoHHbIA HOMep, KOA Hanoronnartenblyka B CTpaHe perucrpaumun
(MHKOpMOpauun) MNM ero aHarnor) U agpec MecTa OCYLIECTBNEHMS MPOM3BOACTBA EKApCTBEHHOro npenapata (B cryyae
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Hanuunsi HECKOSbKMX Y4YaCTHMKOB MpoLecca ero npomMsBoAcTBa HEOOXOAMMO yKasaTb Kagoro y4yacTHMKa B COOTBETCTBMM C
OCYLLECTBIISIEMON CTaguen Npon3BOACTBaA);

(MoanyHKT B pegakumu, BBeaeHHon B aencteue ¢ 1 aHBaps 2018 roga PenepanbHbiv 3akoHoM 0T 28 nekabpa 2017 rona
N 425-®3. - CM. NpeablAyLLY0 PeAaKLMI0)

2) HaumMeHoBaHMWe NEeKapCTBEHHOrO Npenapara Ans MegULUMHCKOro NpUMeHeHust (MexayHapoaHoe HenaTeHTOBaHHOoe, UMK
rpPynnMpOBOYHOE, UMM XMMUYECKOE N TOPrOBOE HAaMMEHOBaHWS);

3) nepeyeHb ﬂeﬁCTByI-OLLLI/IX M BCNomMmoratesibHbIX BelleCTB, BXOOAWWMX B COCTaB JIeKapCTBEHHOIo npenapara Aand
MEONLNHCKOIo NpUMMEeHeHndA, C yKasdaHMeM Konm4decTBa KaXxaoro n3 HuX;

4) nekapcTBeHHasi oopMa, JO3UPOBKa, CNocobbl BBEAEHUS U NMPUMEHEHWS!, CPOK FOAHOCTM NeKapCTBEHHOIO npenapara
AN MeaNLMHCKOTO NPUMEHEHUS!;

5) dapmakoTepaneBTuyeckas rpynna, ko4 aHaToOMO-TepaneBTUYECKO-XMMUYECKON Krnaccudukauum, pekoMeHLoBaHHON
BcemupHoOI opraHusauveii 30paBoOXpaHeHus], 3asiBsieMble NMokasaHus A5s NMPUMEHEHWs1 rekapCTBEHHOro npenapata Aass
MeOMLMHCKOrOo NMPUMEHEHUS;

6) oTcyTcTBME HeobXOoAMMOCTW MPEedoCTaBMeHUss oTyeTa O pesynbraTtax KMMHUYECKOro MCCreaoBaHus, MCCreaoBaHus
6G1O3KBMBANEHTHOCTY NekapCTBEHHOro npenapaTta, paspeLleHHoro Ana MeavLUMHCKOro npumeHeHust B Poccuiickoin ®enepavimm
Gonee ABaaLaTL NeT, C ykasaHMEM HOPMaTMBHbIX NPaBOBbIX aKTOB, NOATBEPXKAAIOLLIMX AAHHbIN CPOK NPUMEHEHUS;

7) HeobxogumocTb oOdopMneHuss paspelleHus Ha BB0O3 B Poccuiickyto  ®degepauvio  KOHKPETHOM  napTum
3apEerucTpupoBaHHbIX U (MNKN) HE3aperncTpupoBaHHbIX NEKAPCTBEHHbIX CPeACTB, MNpeAHa3HayeHHbIX AMs NpoBedeHUus
3KCMNepTU3bl NeKapCcTBEHHbIX CPEACTB B LiensxX rocyaapCTBEHHOW pernctpauum;

8) HeoBGXOOMMOCTb MPOBEOEHMSI 9JKCMEepTU3bl [OKYMEHTOB, MPEACTaBMEHHbIX ONA  OnpeaeneHnst BO3MOXHOCTU
paccmaTtpuBaTh NeKapCTBEHHbIM npenapar Ans MEAULMHCKOrO MPUMEHEHUSt MpW  OCYLUECTBMEHUN OCYOapCTBEHHOM
perucTpaLmmn B Ka4ecTse opdaHHOro NeKapcTBEHHOTO npenapara;

9) HEOGXOAMMOCTb NPUMEHEHWS YCKOPEHHOM MpoLedypbl 3KCNEPTU3bl TEKAPCTBEHHbLIX CPEACTB B LENsAX rocy4apCTBeHHOM
pervcTpaumm fnekapcTBEHHOro Npenapara;

10) KON JOKYMEHTOB, NOATBEPXKAAIOLMX YNNaTy rocyAapCTBEHHOM NOLWSNHLI:

a) 3a npoBedeHMe SKCMepTU3bl [OKYMEHTOB, MpPeACTaBleHHbIX Afsl onpeferieHvsi BO3MOXHOCTM paccMaTpuBaTb
neKapCTBEHHbIN npenapaTt AN MeAULMHCKOrO MPUMEHEHUS MPW OCYLLECTBIIEHUM FOCYAapCTBEHHON perncTpaummn B Kadectse
ophaHHOIo NekapCTBEHHOTO NpenapaTa;

6) 3a npoBeaeHUe 3KCMEPTM3bl KayecTBa JIeKapCTBEHHONO CPEeACcTBa U 3KCMEPTU3bl OTHOLLUEHUS OXMOAeMOMN Momb3bl K
BO3MOXXHOMY PUCKY MPUMEHEHMs1 NeKapCTBEHHOrO Npenapara, paspelleHHoro Ans MeguLUMHCKOro npuMeHeHust B Poccuiickoi
depnepaumnn Gonee ABaguaTy NeT, NPU OCYLLECTBIEHNM FOCYAAPCTBEHHON PErMcTpaLum rekapCTBEHHOro npenapara;

B) 3a NpoBeeHWe 3KCNepTM3bl KayecTBa EKApCTBEHHOIO CPeACTBa M 3KCMEePTM3bl OTHOLUEHWUSI OXMOAEMOW Mofb3bl K
BO3MOXHOMY PUCKY MPUMEHEHWUsI NEeKapCTBEHHOro npenapata Ans MeAWLMHCKOro MPUMEHEHUst MpW ero rocyaapCTBEHHOM
peructpaumu;

r) 3a NpoBedeHNe 3KCMEepTM3bl KavyecTBa NEKapCTBEHHOTO CPEACTBa U 9KCMEepTU3bl OTHOLIEHUS OXMOAEMOW Morb3bl K
BO3MOXHOMY PUCKY MPUMEHEHMs NEeKapCTBEHHOro npenapara Ans MEeAULMHCKOrO MPUMEHEHUS, B OTHOLLEHWM KOTOPOro
MpoBefeHbl MEXAyHapOAHbIE MHOMOLEHTPOBbLIE KIIMHUYECKUE WCCMENoBaHus, YacTb M3 KOTOPbIX MpoBedeHa B Poccuickon
denepaumu, Npu OCyLECTBINEHUM rOCYAapCTBEHHOMN percTpauuy nekapcTBeHHoro npenapara;

11) Hanun4yne cornacna npou3BoauTena JeKapCTBEHHOIo Mnpenaparta, npon3BoACTBO KOTOPOro OCYLIEeCTBNAeTCcA 3a
npegenamm Poccuinckon fDe/J,epau,MM, Ha npoBegeHne UHCNEeKTUpoBaHUA Npou3BoauUTENA Ha COOTBETCTBUE TpeﬁoBaHMﬂM

npaswus Hagnexawen NPon3BoACTBEHHOW NPAKTUKK;

12) Hanuume cornacus, NPeaycMOTPEHHOTO YacTbio 18 HacTosLeln cTaTby;

[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/556175648#6540IN
http://docs.cntd.ru/document/542608014#A960NG

06 ob6palleHun nekapCcTBEHHbIX CPeACTB (C u3MeHeHusMMn Ha 19 okTabpst 2023 roga) Ctpanuua 37
®edeparbHbil 3akoH om 12 anperns 2010 . Ne 61-@3

13) ykasaHune BuAa NEKapCTBEHHOrO npenapara, NPeacTaBleHHOro Ha perncTpaunto (pedepeHTHbIN NeKapCTBEHHbIN
npenapaTt, BOCMPOV3BEAEHHLIN NEKaPCTBEHHbIA npenapaTt, OMONOrM4eckMin nekapCTBEHHbIM npenapaT, OumoaHanoroBbIN
(bronogo6GHbIN) NekapcTBeHHbIN npenapat (6uoaHanor), romMeonaTtu4eckuii NeKapCTBEHHbI Mpenapar, neKapCTBEHHbIN
pacTuTenbHbIN Npenapar).

(YacTtb 2 B pepakuvn, BBeaeHHou B fenctaue ¢ 1 uons 2015 roga PenepanbHbiv 3akoHOM OT 22 fekabpsa 2014 rona N
429-®3. - Cm. NpeablAyLLYIO PeAaKLmIo)

3. PeructpauunoHHoe Oocbe Ha NekapCTBEHHbI npenapaTt Ans MeauuUMHCKOro NpMMEHEeHUs npeaocTaBnsieTcss B popme
06LLEero TEXHNYECKOrO AOKYMEHTA.

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

4. Pasgen OOKyMeHTaunn agMMHUCTPaTUBHOIO XapakTepa BKIHO4aeT B cebs:

1) 3asBneHnMe O rocydapCTBEHHOM perncrTpauum nekapcTBEHHOro npenapata Ans MeOuUMHCKOTO MPUMEHEHWUs B
3NEKTPOHHOM hopMe 1 Ha ByMaKHOM HOCUTENE;

2) KONUK0 JOKYMEHTa Ha PYCCKOM si3blKe, 3aBEPEHHOrO B YCTAHOBMEHHOM MOpsiAke M NOATBEPXAAOLLErO NPaBOMOYHOCTb
3asBUTENs1 MofdaBaTb 3asiBfieHWe O T[OCYAApPCTBEHHOW pernctpauum rekapCTBEHHOro npenapaTta Ans MeauLMHCKOro
npUMeHeHnst (4OBEPEHHOCTD);

3) cBegeHust 0 gate NpeaoCTaBneHUs U permcTpaumoHHOM HOMEPEe NULEH3UN Ha NPOM3BOACTBO NEKAPCTBEHHbLIX CPEACTB
WUNM CcBedeHus O JaTte npedocTaBrieHUsl U PerucTpauyoHHOM HOMepe 3akfi4YeHUs O COOTBETCTBUM MPOU3BOAUTENS
nekapcTBeHHbIX cpefcTB TpeboBaHMAM MpaBuIl Haanexallen MpPOM3BOACTBEHHOW MPaKTWUKU, BblAaHHbIX (MPefoCTaBMNeHHbIX)
YMONMHOMOYEHHbIM  (hbefepanbHblM  OpraHOM  UCTONHUTENBHOW BMAacTM B OTHOLIEHWM MPOU3BOACTBEHHOW  NIOLLALKU
perncTpmpyemoro nekapctBeHHOro npenapara, B criyyae, ecnm nponsBoacTBO fleKapCTBEHHOro npenapaTta ocyLlecTBnaeTcs B
Poccuinckon degepaunu;

(MyHKT B pegakumu, BBegeHHon B aenctene ¢ 15 uoHga 2018 roga ®enepanbHbiv 3akoHoM OT 4 uioHda 2018 roga N 140-
®3; B pegakuun, BBegeHHon B aencteme ¢ 1 aHBapsa 2021 roga ®enepanbHbiM 3akoHOM 0T 27 aekabpa 2019 rona N 478-93. -
Cm. mpeablayLyo penakLmio)

4) KoOmui nNpPeaoCTaBiEHHOM YMNOMHOMOYEHHbIM OpraHoOM CTpaHbl MNPOM3BOAMTENSA MULEH3MM Ha NPOM3BOACTBO
NeKapCTBEHHOro npenapata U ee nNepeBoq Ha PYCCKUM A3blK, 3aBEpPEHHble B YCTAHOBMEHHOM MOPSAKE, a TaKkKe KOMuto
3aKIHOYEHUSA O COOTBETCTBUMN NPOM3BOANTENS NEKAPCTBEHHbBIX CPEACTB TPeboBaHUAM NpaBun Hagnexallen Nnpon3BoaCTBEHHOMN
NPaKTMKN, BbI4AHHOMO YNOMHOMOYEHHbIM doedeparnbHbiM OpraHOM WUCMOMHUTENBHON BNAcTW B OTHOLLUEHMU NPOWU3BOACTBEHHON
nnowagkm permcTpupyemoro nekapCTBEHHOrO npenapata, UMM KOMUIo pPeLUeHns YNONHOMOYEHHOro deaeparnbHOro opraHa
WCMONHUTENbHOM BNacT O NPOBEOEHUN WMHCMEKTUPOBAHUA NPOU3BOAUTENST IEKAPCTBEHHbLIX CPeacTB, B Cry4yae, ecnu
NPoOM3BOACTBO NIEKAPCTBEHHOIO Npenapara ocyLecTBnaeTcs 3a npegenammn Poccuinckon degepauuu;

(MyHKT B pepakuvn, BBeaeHHou B fenctame ¢ 15 noHa 2018 rona PenepanbHbiM 3akoHOM OT 4 mioHs 2018 rona N 140-
®3; B pegakumm, BBegeHHom B aencteme ¢ 1 aHBaps 2021 roga PenepansHbiv 3akoHOM oT 27 aekabpsa 2019 rona N 478-93. -
CMm. npeaplayLLyio peaakLmio)

5) NPOEKT MHCTPYKUUM MO MegUUNHCKOMY NMPUMEHEHUIO NeKapCTBEHHOIo npenapara, co,qep>|<au.l,e|7| crnepgywwme ceeaeHus:

a) HanMveHoBaHME J1eKapCTBEHHOro npenaparta (Me>|<,quaponHoe HenaTeHTOBaHHOE, WM TIpynnmpoBo4vHOE, WInN
XMUn4eckoe n Toprosoe HaI/IMeHOBaHVIﬂ);

6) nekapcTBeHHasi cdopma C yKasaHWeM HaVMEHOBaHWWA W KONMMYECTBEHHOrO COCTaBa [EWCTBYIOLUX BELLECTB W
Ka4eCTBEHHOIO COCTaBa BCMOMOraTerbHbIX BELLECTB (Mpv HeoOXOAMMOCTU KONMMYECTBEHHOrO COCTaBa BCrioMoraTterbHbIX
BeLLecTB);

B) onuncaHve BHELUHEero Br1aa fekapCTBEHHOro npenapara Ans MegMuuHCKOro NpUMeHeHus;

r) PU3NKO-XMMUYECKME CBOMCTBA (4N pagnodapMaLeBTUYECKUX NTEKAPCTBEHHbLIX NpenapaToB);

4) cdapmakoTepaneBTM4eckasa rpynna, Ko rnekapcTBEHHOro npenapata Ans MeAWLMHCKOro NMpYMEHEHMSI Mo aHaToMo-

TepaneBTUYECKO-XMMNYECKON  Kraccudmkaumm, pekomeHgoBaHHOW BcemupHon opraHusaumen 30paBOOXPaHEHus, Wnu
yKasaHue "romeonaTtnyeckuii nekapCcTBeHHbIN npenapar”;
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e) (papmakoguMHaMuka M apMakOKMHETUKA (3a WCKMoYeHMEM (apMakoKMHETMKM TFOMEeoNnaTUYecKUX IeKapCTBEHHbIX
npenapaTtoB U pacTUTENbHbLIX JIEKAPCTBEHHbIX NpenapaToB);

) NoKasaHusi ons NPUMEHEHWS;

3) NPOTMBOMOKa3aHWs Ans NPUMEHEHUS;

1) Mepbl NPeAoCTOPOXHOCTU NPU NPUMEHEHUN;

K) ykazaHue BO3MOXHOCTU M OCOGEHHOCTEW MPUMEHEHMsT NeKapCTBEHHOro npenaparta Anst MeguUMHCKOro NMpUMEHEeHMUs
GepeMEHHbBIMU XEHLLMHAMM, KEHLLIMHAMMK B Nepuop rpyaHoro BCKapMnnBaHus, 4eTbMU, B3POCTbIMUA, UMEILWNMU XPOHUYEcKe

3aboneBaHus;

Nn) PEeXuMm [03MPOBaHUs, Cnocobbl BBEOAEHUS U MPUMEHEHUS, NMpU HeobXoOMMOCTM BPEMS NMpuvema IekapCTBEHHOro
npenapara ans MeauLMHCKOro NPUMEHEHUS, NPOAOIIKUTENBHOCTb NeYeHns, B TOM Yncne y AeTel A0 1 Nocrne oaHOoro roaa;

M) BO3MOXHbIE HeXernaTernbHble peakuuy npu NpuMeHeHUU NekapcTBEHHOTO NpenapaTa Ans MeauUmMHCKOro NPUMEHEHNS;
H) CMMMNTOMbI NepPeao3MPOBKN, MEPbI MO OKa3aHWI0 NOMOLLY NPU NepPeao3npPOBKE;

0) B3aMmogencTBme ¢ Apyrumu NiekapcTBEHHLIMU NpenapaTtamy U (Unn) NULLEBLIMK NMPOAYKTaMU;

n) dbopMbl BbiNycka fiekapCTBEHHOrO npenapara;

p) ykasaHue (npv HeobxogumocTn) ocobeHHOCTEN AeCTBUS NIEKAPCTBEHHOMO npenapara Anst MeauLMHCKOro NpuMeHeHust
npu NepBoM Npveme Unu Npu ero OTMeHE;

C) onucaHue (Npu HeobXxoaAMMOCTM) OEUCTBUIA Bpada (chenbalwepa) n (unu) naumMeHTa npy nponycke npvemMa oOgHOW unm
HEeCKOMNbKUX 403 NleKapCTBEHHOro npenapaTa a4ns MeanumHCKoro NpuMeHeHus:;

T) BO3MOXXHO€ BIIUAHWE IEeKapCTBEHHOro npenaparta And MeauuuMHCKOro npuMeHeHua Ha CnocobHOCTb ynpaenaTtb
TpaHCNOPTHbIMK CcpeacTBamMn, MexaHn3Mmamu;

y) CPOK rogHOCTU U yKa3aHume Ha 3anpet npuMeHeHua nekapCcTtBeHHOro npenaparta gnda mMeguumnmHCKOro npnMmeHeHuda no
NUCTEeYEeHNN CpOKa rogHoCTH,

&) yCnoBusi XxpaHeHus;

X) ykaszaHuMe Ha HeoOXOOMMOCTb XpaHEHWsl NEKApCTBEHHOro npenapaTta Ans MeaVMUMHCKOro MpYMEHeHUst B MecTax,
HeOoCTYMHbIX ANs AeTen;

1) ykasaHue (Npu HEOGXOAMMOCTU) CreumarnbHbiX Mep NPefOCTOPOXKHOCTA MPU  YHUUTOXKEHUM HEWUCTONb30BaHHbIX
neKkapCcTBEHHbIX NpPenapaToB A5t MeAULMHCKOTO NPUMEHEHUST;

4) ycrnoBusi oTnycka;
L) HAMMEHOBaHWA 1 agpeca NPOM3BOACTBEHHbIX NOLWAaA0K NPOM3BOAMTENS NIEKAapPCTBEHHOTO NpenapaTa;

LIJ,) HanMeHOBaHue, afpec opraHunsauuu, yI'IOI'IHOMO‘-IeHHOVI gepxarenem unn Bnagenbuem pernctpaunoHHOro
yAoCTOBEpPEeHUA neKkapCTBeHHOro npenaparta and MegmunHCKOro npuMeHeHna Ha NpuHATne npeTeH3|/u7| oT ﬂOTpeGVITeJ'Iﬂ;

6) WHCTPYKUMIO MO MEeAMLMHCKOMY MPVMMEHEHUI0 WM KpaTKyld XapaKTepuUCTMKY FekapCTBEHHOro npenapara,
yTBEpXXOEHHbIE B CTpaHe NpousBoauTens;

7) NpPOEKTbl MakeTOB MEPBUYHON YMaKOBKM WM BTOPUYHOW YMAKOBKM NEKAPCTBEHHOrO npenaparta Ans MeaUUMHCKOro
NpUMeHeHs;

8) NpoeKkT HOpMaTUBHOWM AOKYMEHTaLUW UM HOPMAaTMBHOIO AOKYMEHTa Ha NeKapCTBEHHbIN npenapaTt Ans MeAULIMHCKOro
npuMeHeHus Nbo ykazaHue COOTBETCTBYIOLLEN (DapMaKonenHon CTaTby;
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9) [OOKYMEHT, copepXawmm MHPOPMAaUMIO O Hanmuuum unn o0 oTcyTcTBUM (DaKTOB pPerncrpaumm neKkapCcTBEHHOrO
npenaparta 4ns MeauuUHCKOro NnpuMeHeHnsa 3a npegenammu Poccuinckon degepauuu;

10) KONuUM JOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBMEHHOM MNopsake U NoATBEPXKAaLWMX PakT perucTpauum nekapcTBeHHOro
npenapara B MUHOCTpPaHHbIX TOCyapCTBax B Ka4yecTBe opdaHHOro fiekapCcTBEHHOTO Npenapara;

11) nraH ynpasneHna puckamm ansa Ouronorn4yeckmx NeKapCTBEeHHbIX npenapaTtoB AnAa MeguumMHCKOro npuMeHeHua,

12) OOKYMEeHT O cucrteme cbapmaKOHa,qsopa agepxarena unu  Bnagenbua perncTtpaunoHHOro ygoctoBepeHusa
NeKapCTBEHHOro npenapara;

13) QOKYMEHT, NoATBEPKAAIOLLMIA Ka4eCTBO JIEKapCTBEHHOIO npenapaTta TPeX NPOMbILLMIEHHbLIX cepuid (MPOTOKON aHanmsa
unu ceptudmkat aHanusa), ogHa cepusi KOTOPOro AOSPKHA coBrnagaTb C cepuelt obpasua fiekapcTBEHHOro npenaparta ans
MeANLIMHCKOro NPpUMEHEHUS], NPEACTaBEHHOrO Ha roCcy4apCTBEHHYIO peErncTpaLumio.

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

5. Pasgen xumu4veckon, hapmaueBTUYeCKon 1 B1onorMyeckon JoKyMeHTaumm BkNovaeT B cebst AOKYMEHTLI, Coaepaline
MHpopMaLMo 0 hapmMaLeBTUYECKON CyOCTaHLMM 1 NIeKapCTBEHHOM npenapaTte Ans MeOMUMHCKOro NMpUMEHEeHus, npouecce
€ro Npon3BOACTBA U METOAAaX KOHTPOSsl Ka4eCcTBa, B TOM YnCIe:

1) konuw [OOKYMeHTa, cogep)kallero criegylowyr UHgopMauuto o dapmaueBTMYeckon cybcTaHuum  unu
papMaLeBTUYECKNX CYOCTaHUMAX, BXOASLWMX B COCTaB JleKapCTBEHHOro npenapata, 3a WUCKMoYeHMeM WHdopmauum o
papMaLeBTUYECKNX CYyOCTaHUMSIX, BKMOYEHHbIX B [OCYAAPCTBEHHbLIN PEecTR JIEKapPCTBEHHbIX CPEACTB B COOTBETCTBUM CO
ctarben 34 Hactogdulero PeaepanbHOro 3akoHa:

(AB3au B pegakuun, BBegeHHON B fencTteue ¢ 28 nekabpa 2019 roga PenepanbHbiM 3akoHOM 0T 27 Aekabpsa 2019 rona N
462-03. - CM. mpeablayLLY0 PEAAKLIMIO)

a) HauMeHoBaHue hapmaLieBTU4ecKon cybcTaHumm, ee CTpykTypa, obLume CBOMCTBA;

0) HaumeHoOBaHWe 1 agpec NPoON3BOAUTENS;

B) TEXHOMOIMS NPOM3BOACTBA C ONUCAHUEM CTafMIi NPOU3BOACTBA MU METOA0B KOHTPOMS Ha BCEX CTaausX MPON3BOACTBA;
r) onMcaHue pa3paboTku nNpoLiecca NPoM3BOACTRA;

[) onMcaHne KOHTPOMS KPUTUYECKUX CTafuin NPON3BOACTBA M NMPOMEXYTOYHOM NPOAYKLUNN;

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

)K) CBOMCTBA M CTPYKTYpa AENCTBYIOLNX BELLECTB;

3) XapaKkTepucTuka npMmecen;

n) cneumdukaums Ha apmauleBTUYECKYO CyOCTaHUMI0 1 ee 000CHOBAHNE;

K) aHanuMTnyeckMe MeToauku, NCMonb3yeMble Npu OCYLLECTBIEHUN KOHTPONSA KayecTBa hapmMaLeBTUYECKON CcybCcTaHLmuy;

n) [OKyMeHTarbHOEe MOATBEPXAEHWE (Banupauus) aHanuMTUYECKUMX METOAMK, WUCMONb3yeMbIX MpU  OCYLLECTBMEHUM
KOHTpOnsi Ka4yecTBa (hapmaLeBTuYeckon cybctaHuuu;

M) pe3ynbTaThl aHanmsa cepui papmMaueBTUYECKON CcyOCcTaHLmuy;
H) NnepeyeHb CTaHOAPTHbLIX 06Pa3LOB MK BELLECTB, UCMOMb3yeMbIX NPW OCYLLECTBIIEHUN KOHTPOSSA KayecTBa;

0) OnncaHne XxapakTepuctuk n CBOWCTB YNaKoBO4YHbIX MaTepunanoB U YKYNOPOYHbIX CPEACTB,
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n) AaHHble 0 CTabMNbHOCTU hapMaueBTUYECKON CyOCTaHLmuy;
p) CPOK rogHOCTY;
1_1) B OoTHOLWEHMM hapmMaLeBTUYECKNX CYOCTaHLUMIA, BXOOAALWMUX B COCTaB NEKAapCTBEHHOrO npenaparta v BKITHYEHHbIX B

[OCY[aRCTBEHHLIN PEeecTp rekapCTBEeHHbIX CPeACTB B COOTBETCTBUM CO cTaTtben 34 HacTtosuero denepanbHOro 3akoHa, -
Konusi JOKYMeHTa, CodepKaLlero creaytoLlyto MHdopMaumto:

a) HaumeHoBaHWe dhapMaLeBTUYecKon cybcTaHLumK, ee CTPYKTypa, obLine CBONCTBA;
0) HaMeHoOBaHWe 1 agpec NpoussoauTens;

B) pe3ynbraThl aHanu3a cepuii apmMaLeBTUYECKOM CybCcTaHuuu;

) CPOK FOAHOCTMU;

(MyHkT 1_1 gononHuTenbHo BKNtoveH ¢ 28 aekabpst 2019 roga PenepanbHbiM 3akoHOM OT 27 aekabpa 2019 rona N 462-
3)

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

a) onncaHme n cocTaB JIeKkapCTBEHHOIO npenapata And MeanunHCKOro npuMeHeHus;

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

B) TEXHOJ10IrnA Nnpon3esoacTea C onncaHnem CTa,EI,I/IIZ npon3BoacTBa U METOO0B KOHTPOIA Ha BCeX CTaanAax Npon3BOACTBA;
F) onncaHmne KOHTpPOInA KpUTUYeCKmnxX CTaﬂMVI npouecca npon3soactsea u1 I'IpOMe)KyTOHHOIZ npoaykuunu;

ﬂ,) HanMeHOBaHMEe U1 agpec MecCTta OCyLEeCTBIeHUA npou3BOACTBa J1I€KapCTBEHHOrNo npenapara gnda mMeaununHCKOro
npnMeHeHnA (B Ccny4ae Haln4dmna HECKOINbKMX y4aCTHUKOB npolecca npon3soacrtea Heobxoanmo YKa3aTb KaXxaoro n3 HVIX);

e) hbapmaLeBTU4eckasi COBMECTUMOCTb;

) MUKpoBMOonornyeckme xapakTepucTuki;

3) MaTepuvanbHbIi GanaHc Anst NPoM3BOACTBa CEPUM FOTOBOIO NPOAYKTa;

N) onMcaHne XxapakTepuUCTMK 1 CBOMCTB YNakoBOYHbIX MaTepranoB 1 YKYyNOpOYHbIX CPeaCTB;

K) JOKYMeHTanbHOe NoATBEpXKAeHME (Banuaaums) npoLeccoB NPOM3BOACTBA U (MNN) UX OLIEHKa;

n) TpeboBaHMs K KayecTBy BCMOMOraTenbHbIX BELECTB (CepTudmKart, cneumdukaums Ha BCnoMoraTenbHble BeLecTBa U Ux
obocHoBaHue);

M) aHalMMTU4eCKne MeToankun, Ncnosbdyemble NMpu OCyLLEeCTBIIEHUN KOHTPONA Ka4yeCTBa BCroMoraTesibHbIX BELWEeCTB;

H) OOKyMeHTalnbHOe noaTBepXxaeHue (BaJ'IVIﬂ,aLl,I/IFI) aHalmMTU4eCKnX MeToduK, Uucnonb3yemMbliX MNpu OCyLeCTBIIEHNN
KOHTpONA Ka4yeCcTBa BCNOMOraTeribHbIX BELWECTB;

0) MH(*)OpMaLMFI 06 ncnonb3oBaHMM BCNOMOraTelbHbIX BELLLECTB YE€N0BEYECKOrO N XXMBOTHOIO NPOUNCXOXOEHUA;
I'I) MH(bOpMaLI,MFI 00 1Mcnonb3oBaHMM HOBbLIX BCMOMOraTefibHbIX BELLECTB;

p) TpeboBaHMs K Ka4ecTBy NekapCTBEHHOro npenapara AN MeauLMHCKOro NpuMeHeHus (ceptudmkart, cneundukaumsa Ha
neKkapCTBEHHbIN npenapaTt n nx 060CcHoBaHME);

C) aHanuTU4yeckne METOAMKU, UCMONb3yeMble MPU OCYLLECTBNEHUN KOHTPOMSA KavyecTBa NeKapCTBEHHOrO rnpenapara ans
MeOMLMHCKOTO NMPUMEHEHUS;
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T) AOKYMEHTanbHoe MOATBEPXKAEHVE (Banuaauusl) aHanmuUTUYEcKMX METOAMK, WCMOMb3yeMblX MpPU  OCYLLECTBIIEHWUU
KOHTPOISi Ka4yecTBa fleKapCTBEHHOro npenapara ansi MeauuUHCKOro NpUMEHEHUS;

y) pe3ynbrathl aHanmM3oB cepuii IEKapCTBEHHOIO Npenapara AN MegUMLUHCKOrO NPUMEHEHNS;
) xapakTepucTuka npumMecen;

X) nepeyeHb CTaHAapTHbIX O6p33LI,OB, Mcenonb3dyemMblX npun OCYyLLEeCTBNIEHUN KOHTPOIA KayecCTBa J1eKapCTBEHHOIo
npenaparta gna meanunHCKoOro npuMeHeHus;

L) AaHHble O CTAabUNBHOCTM NeKapCTBEHHOrO Npenaparta Af1s MEAULMHCKOTO NPUMEHEHMS.
(Yactb B pegakuun, BBeaeHHon B gencteune ¢ 1 sHBapsa 2016 roga PenepanbHbiM 3akoHOM OT 22 nekabps 2014 rona N
429-®3. - CMm. mpeapblayLLyo peaaKLmio)

6. Pasgen dapmakonormyeckon, TOKCUKONOrMYecKOM [OOKyMeHTauum BKo4aeT B ceba oTyeTbl O pesyrnbratax
AOKINMHUYECKUX NCCNeaoBaHUiA NEKapCTBEHHOIO CPEACTBA ANst MEAMLMHCKOTO NPUMEHEHWS, B TOM YUCHE:

1) oTyeT 0 hapmMakoANHAMNYECKUX UCCNEOOBAHUSAX;

2) oT4eT 0 hapMaKOKUHETUYECKUX NCCIIeN0BaHMSX;

3) OT4EeT O TOKCUMKONOTMYECKUX UCCIEA0BaHNSAX.

(HacTb gononHuTenbHo BkioveHa ¢ 26 oktabpsa 2010 roga PenepanbHbiv 3akoHom ot 11 oktabpa 2010 roga N 271-03; B

penakumu, BBegeHHon B gencteune ¢ 1 aHeaps 2016 roga PenepanbHbiM 3akoHOM OT 22 aekabpa 2014 roqa N 429-93. - Cwm.
NRenbIAYLLYIO PEAKLINIO)

MonoxeHnsa yactn 6 Hactosiwen cratbu (B pepakumn PenepanbHoro 3akoHa ot 11 okrabpa 2010 roga N 271-93)
NPUMEHSAIOTCA K NPaBOOTHOLUEHMAM, BO3HUKLIMM Mocne AHA BCTynneHus B cuny ana Poccuinckon denepaumu npotokona o
npucoeanHexnun Poccuiickon ®enepaumm kK BcemupHoi ToproBor opraHmsaumm - cM. ctatblo 2 deaepanbHoro 3akoHa ot 11
okTa6ps 2010 rona N 271-93.

7. Paspgen knuHuyeckom OOKyMeHTauun BKIo4aeTr B ceba otyeTbl 0O pe3ynbratax KIMHUYEeCKNX nccneaoBaHni
NeKapCTBeHHOro npenaparta gna MmeguumHCKoro npuMeHeHud, B TOM 4Ymncne:

1) oT4eTbl 06 UccneagoBaHUAX BMOQOCTYMHOCTU U BUO3KBMBANEHTHOCTU, UCCIEgOBaHMAX, YCTaHABNNBAIOLNX KOPPENSLMIO
pesynbTaToB, MNOMy4YeHHbIX B YCOBUSX in Vitro u in vivo;

2) oT4eTbl 0 PAapPMaKOKMHETUHECKNX UCCNEAOBAHUSAX;
3) oTueThl 0 hapMakoAMHAMUYECKNX UCCNENOBAHUSX;
4) OTYEThI O KITMHUYECKUX MccneqoBaHusix 3deKTUBHOCTY 1 Ge3onacHoCTy;

5) oT4yeT 0 NOCTpEerncTpaLMoHHOM OMbITe MPUMEHEHUS (NPY HaNn4yuu).
(YacTtb pononHuTenbHO BKtoveHa ¢ 1 sHBaps 2016 roga PenepanbHbiM 3akoHOM OT 22 nekadpa 2014 rona N 429-93)

8. TpeboBaHus Kk 06beMy MHPOPMaLMKN, NPeOCTaBNsSEMON B COCTaBE PErMCTPaLMOHHOIO AoCkbe, AN OTAENbHbIX BUAOB
nekapcTBEHHbIX MpenapaToB AN MeAULMHCKOTO MPUMEHEHUSI YCTaHABMMBAKTCA YMNOMHOMOYEHHbIM (hefdeparnbHbiM OpraHoM
WUCMOMHUTENbHONM BNacTu.

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

9. B OTHOLLEHUN NeKkapCTBEHHbLIX NpenapaToB, pa3peLUeHHbIX Ana MegULMHCKOro npumeHeHns B Poccunckon depepauunn
bonee pgBaguatM NeT U B OTHOLUEHUM KOTOPbIX HEBO3MOXHO MPOBEAEHME WCCNEAOBaHUA MX OMOIKBMBANEHTHOCTU (3a
MCKIOYeHMeM  OMOMOrMyeckMx  NEKapCTBEHHbIX  MpenapartoB), OOMyCKaeTcs  BKMKYEHME B COCTaB  pasgena
hapmakonorm4eckon, TOKCUKOMNOIMMYECKON AOKYMEeHTauuMmM W pasgena  KIMHUYEeCKOW [AOKyMeHTauMM BMecTO oTyeTa
paspaboTtyMka O pesynbratax COOCTBEHHbIX [AOKMIMHUYECKMX WCCNegoBaHUM JNEKAPCTBEHHbIX CPEACTB U KIMHUYECKUX
MUccneaoBaHUM NEeKapCTBEHHbIX MNpenapaTtoB Afsi MEAUMUMHCKOro npuMeHeHuMst o63opa HayyHbix paboT O pesynbratax
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AOKINMHUYECKUX UCCREeAOoBaHWUI NeKapCTBEHHbIX CPEACTB U KIMMHUYECKUX UCCNeqoBaHNM AaHHbIX NIEKApCTBEHHbIX NpenapaTos,
B TOM YMChe BKIOYas OnbIT X NOCTPErncTpaLMoHHOro NPUMEHEHWS.

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

10. MNpu rocynapcTBEHHOW perMcTpauny BOCNpON3BeAEHHbIX NTIEKAPCTBEHHBIX NPenapaToB A8 MeAULMHCKOro NPUMEHEHUS
JonyckaeTcsl BKIMOYeHMe B COCTaB pasgerna apmMakonornyeckon, TOKCUKONOrMYeCcKon JOKYMEHTaLMN U pasaena KIIMHUYeCKon
AOKYMEHTaLuM BMECTO oTyeTa paspaboTymka O pesyribTaTax COOGCTBEHHbIX AOKIMMHUYECKUX WMCCreqoBaHUiAi nekapCTBEHHbIX
cpeacTB 0630pa Hay4yHbix paboT o pesynsratax AOKIMHUYECKUX UCCRenoBaHuin pedepeHTHOro NekapCcTBEHHOro npenaparta 1
npeacTaBreHMe BMECTO KIMHUYECKUX WCCredoBaHWi B MOMHOM OObeme, YCTaHOBMEHHOM pasgernom  KIMHWYECKOM
AOKYMEHTaUMmW, oT4yeTa O pesynbratax uccriefoBaHuii GUO3KBMBANEHTHOCTU BOCNPOU3BEAEHHOIO NEKAPCTBEHHOMO Mpenaparta
ANs MeaUUMHCKOro npumMeHeHusi. He TpebyeTca npeacTaBneHne otyeta o pesynbratax uccrefoBaHuin GUOKBUBANEHTHOCTM
BOCMPOU3BEAEHHOMO NEKAPCTBEHHOMO Npenapara Afs MEAULMHCKOrO NPUMEHEHUs, eCN PErUCTPUPYHOTCS BOCNPOU3BEAEHHbIE
neKkapcTBeHHble Npenapatbl A5t MeAULUHCKOTO NMPUMEHEHUS], KOTOpbIE:

1) npegHasHadyeHbl [Ans  NapeHTepanbHOro  (MOAKOXHOMO, BHYTPUMBILLEYHOTO, BHYTPUBEHHOTO, BHYTPUIIA3HOTO,
BHYTPUMONOCTHOIO, BHYTPUCYCTaBHOIO, BHYTPUKOPOHAPHOO) BBEAEHMS U NpeACcTaBnatoT co6oi BogHble pacTBOpbI;

2) NpeacTaBnsT coboi pacTBoOpbI Aflst NepoparibHOro NPUMEHEHUS;

3) npounsBeneHbl B (hopMe NOPOLLKOB UK NMOMNN3aTOB AN NPUrOTOBMNEHNS pacTBOPOB;

4) 9BNAOTCS rasamu;

5) aBnsaTCA YWHBIMY UKW TMa3HbIMU NIEKaPCTBEHHBIMU NpenapaTtamMu, Npou3BeAeHHbIMU B (POPMe BOLHbIX PacTBOPOB;

6) npegHa3Ha4YeHbl 41 MECTHOTO NMPUMEHEHMUS Y NMPUrOTOBMNEHbI B (DOPME BOAHbIX PaCTBOPOB;

7) NpeacTaBnsAlT cOOON BOAHbIE PacTBOPbLI AN UCMOMb30BaHUSA B hopMe MHransauui ¢ NomoLlLbio Hebynansepa unu B

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

11. Ana cny4aes, ykasaHHbIX B OyHkTax 1-3, 5-7 4actm 10 HacTosulen CTatbW, BOCMPOU3BEAEHHLIN NEKAPCTBEHHbIN
npenapat gnsa MeOMLMHCKOrO MPUMMEHEHUS [OOSMKEH cogepXaTb TaKMe Xe BCrnoMoraTefibHble BeLecTBa B TaKUX Xe
Konmn4yecTBax, Kak U pedepeHTHbI NeKapCTBEHHbIM npenapar. Ecnn coctaBbl BCnomMoraTenbHbIX BELLECTB pasnuyaroTcs,
3asBUTENDb AOMKEH NpeacTaBuTb JoKasaTenbCTBa TOrO, YTO WUCMOSMb3yeMble B AaHHbIX KOHLEHTpauusiX BCMOMOraTenbHble
BeLLEeCcTBa He BnuMsOT Ha 6e3onacHOCTb M (MNKn) appeKkTUBHOCTL NIEKAPCTBEHHOIO Npenapara Ansi MEAULUMHCKOIO NPUMEHEHMS.
B cnyuae, ecnu 3asBuTenb He MOXET NpeacTaBUTb TakvMe AoKasaTenbCTBa U (Mnv) He MMEeeT JOCTyna K COOTBETCTBYIOLLUM
OaHHbIM, OH [OMKEeH NpPOBECTM COOTBETCTBYWLUME WCCNEOOBaHWs ONs [OKa3aTenbCTBa OTCYTCTBUSI BIWUSHUS Pa3HbIX
BCMOMOraTernbHbIX BELLECTB MM BCMOMOraTenbHbIX YCTPOMCTB Ha 6e30nacHocTb U (unu) acpdPeKTUBHOCTL NEKapCTBEHHOMO
npenaparta ans MeauumHCKOro NpMMeHeHMs1 B COOTBETCTBUM C aKTaMu, COCTaBMAOLLMMN NpaBo EBpasninckoro SkOHOMMUYeCKoro
coto3a.

(YacTtb pononHuTensHo BktoveHa ¢ 1 aHBaps 2016 roga PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-93; B
pedakumn, BBeAeHHOW B AencteBue PenepanbHbiM 3akoHOM OT 22 nekabpa 2020 rona N 444-03. - CM. nmpeabloyllylo
Renakumio)

12. Mpu rocyaapCcTBEHHOW perncrpaumMm KOMOWHaUWiA paHee 3aperncTpupoBaHHbIX NEeKapCTBEHHbLIX NpenapaToB Ans
MELMLMHCKOrO NPUMEHEHWUs1 [OMNycKaeTcsl BKMYEHME B COCTaB pasfgena  (apMakoriorMyeckoi, TOKCMKOMOrM4ecKom
AOKYMEHTaUUM W pasgena  KIMHWYECKOW [OKYMEeHTauuu BMecCTO oT4yeTa paspabotyvMka O pesynbraTax CoOCTBEHHbIX
OOKITMHUYECKMX MCCreqoBaHNUiA NekapCTBEHHbIX CpeacTB 0030pa Hay4HbIX paboT o pesyrnbratax AOKMMHUYECKUX UCCIEn0oBaHUIA
pedepeHTHbIX NleKapCTBEHHbIX NPenapaToB, BXOASLWMX B COCTaB KOMBMHaLUMM NekapCTBEHHbIX NpenapaToB, U 00 OTCYTCTBUM
MX B3aMMOAENCTBMSA B OQHON NekapCTBEHHOW hopMe.

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

13. Ha akcnepTtusy pasnuyHbiX NeKapCTBEHHbIX (POPM OOHOrO M TOTO K& NekapCTBEHHOro npenapara Anst MeauUMHCKOro
NpYMeHeHWs 3asiBUTeNb NpeacTaBnseT oTaenbHble 3asiBNEHUS U PErMCTpauUoOHHbIE AOChE Ha KaXayH NeKapCTBEHHYO hopmy.
Mpn ycnoBun OOHOBPEMEHHOW Noda4YM Ha 9IKCNepTudy OOHOW JieKapCTBEHHOW (OpMbl C  PasnUYHbIMU - JO3UPOBKOW,
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KOHLeHTpaunenn, o6beMoM 3asBUTENb NPEACTABMSET OQHO 3asiBNEHME M PermcTpauMoHHOe AOCbe C MPUNOXEHMEM MaKeToB
YMaKOBOK Ha KayKayH [03MPOBKY, KaXKAyto KOHLEHTpaLuio, Kaxkabli 06beM 1 Kaaoe KonM4ecTBO 403 B YNakoBKe.
(YacTb gononHuTensHO BkNtoyeHa ¢ 1 aHBapsa 2016 roga PeneparnbHbiM 3akoHOM 0T 22 nekabpa 2014 rona N 429-03)

14. INpun rocyaapCTBeHHOW perucTpaumm opdaHHOro nekapcTBEHHOro npenapaTa 3assuTenb npeacTasnseT nHpopmMaumio,
HeobOxogumytlo Ons cpopmMupoBaHMs pasgena KIUMHWYECKOW OOKyMeHTauuu, B obbeme, yCTaHOBMEHHOM YMONHOMOYEHHbBIM
denepanbHbIM OpraHOM UCMONTHUTENBbHOW BRACTL.

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

15. I'IpM pernctpaunmn ouonoruyeckoro NNIeKapCTBEHHOro npenaparta, nofy4eHHoro n3 Kposu, nia3mMbl KpOBU 4erioBeka, B
coCTaBe perncrtpaumMoHHOro paocbe Ha J'IeKapCTBeHHbII;I npenapar Aanda MeguumHCKOro npuMeHeHuAaA OOJKHbI ObITb
npeacrtasneHbl JOMONTHUTENBbHO!

1) B pasgene [OOKyMeHTaUMM agMUHUCTPATMBHOIO XapakTepa LOKYMEHT, coepXalui WHdopMauuio o cybbekTax
obpalleHns JOHOPCKOW KpOBU U (Mnn) ee KOMMOHEHTOB, O TOM, rae Obina ocyllecTBneHa goHauus (KpoBu u (Mnn) nnasmbl
KPOBM), @ Takke [JaHHble 00 WMHMEKUMOHHbIX 3aboneBaHusaX, Nepefaroluxcsl napeHTepanbHbIM MNyTem, MHGopMauus o
cybbekTax obpalleHusi OOHOPCKOW KpPOBU WU (MNK) €e KOMMOHEHTOB, B OTHOLUEHMU KOTOPbIX OCYLLECTBMASETCS KOHTPOIb
OOHOPCKOW KPOBM 1 (M) ee KOMMNOHEHTOB;

2) B pa3gene xMmmn4eckom, chapmaueBTU4ECKON U BUONOrnMYeckon JOKYyMEHTaUNK:
a) Kputepum 1 cnocobbl 0TOopa, TPAHCMOPTUPOBAHMS U XPAaHEHUS] JOHOPCKOWM KPOBU U (UNN) €e KOMMOHEHTOB;

0) pesynbraTbl UCCregoBaHMn OTOGPaHHbBIX AOHOPCKOW KPOBWU M (MNK) nNnasmbl KPOBM U MYNOB Ha Hanuyne Bo3byautenen
WHEKLUWIA, BKMoYasi MHpopmMaLmio 06 NCNonb3oBaHHbIX METOAMKAX UCCIeNoBaHUA U B Criydae UCCrnefoBaHus NyroB nnasmel
KPOBM pe3ynbTaThbl AOKYMEHTaNbHOMO NOATBEPXKAEHMS (Banuaaumnm) UCnornb3oBaHHbIX METOAMK;

B) TEXHUYECKME XapPaKTEPUCTUKN YNaKkoBKM Ans oT6opa AOHOPCKOW KPOBU U (1K) nra3mbl KpOBU, BKIOYas MHOPMaLIMIO
06 ncnonb3oBaHHbIX PacTBOpPax aHTUKOArynsiHTOB.
(YacTb gononHuTensHO BkntoveHa ¢ 1 aHBapsa 2016 roga PeneparnbHbiM 3akoHOM OT 22 nekabpa 2014 rona N 429-93)

16. KnuHuyeckme wuccnegoBaHMs FeKapCcTBEHHOro npenapata  Ans  MeAUUMHCKOro MNPUMEHEHWs B Uensx ero
rocygapctBeHHon peructpauum nposogatca B Poccuinckon depepaumm B nopsgke, YCTaHOBAEHHOM cTatbamu  38-44
HacTosuwero ®enepancHoro 3akoHa. OT4eT O MPOBEAEHHLIX WUCCReNoBaHMAX BKMOYAETCA B COCTaB pasferna KiMHUYECKOWM
OOKYMEeHTaUMn perucTpaLmMoHHOro 40Cbe Ha NeKapCTBEHHbIN npenapaTt Ans MeauUMHCKOro npumMeHeHund. [1na nekapcTBeHHbIX
npenapaToB AN MeAULMHCKOro NPUMEHEHWS!, B OTHOLLEHWM KOTOPbIX B pe3ynbrate aKCnepTuabl JOKYMEHTOB, NpeacTaBneHHbIX
ana onpeneneHns BO3MOXHOCTU paccMaTpuBaTh NEKapCTBEHHbIN MnpenapaTt And MeauuUMHCKOro nNpuMeHeHUs B KadyecTBe
OpdaHHOro NekapCcTBEHHOro npenapaTa, Takad BO3MOXHOCTb NpuM3HaHa U B OTHOLUEHWW KOTOPbIX NPOBEAEHbl KMHUYECKMe
uccrnenoBaHus, BbINOMHEHHble 3a npegenamu Poccuinckon ®Pepepaumm B COOTBETCTBUM C MpaBuniamMu  Hagnexatlen
nabopaTtopHON NPaKTUKW M NpaBunamMv Haanexailen KNMHUYECKOW NpakTWKW, OOMyCKaeTcs BKMYeHue B COCTaB pasgena
KNMHUYECKON AOKYMEHTauun BMeCTO OTyeTa O pesynbraTtax KIMHUYECKUX WUCCNEedOBaHUW nekapCTBEHHOro npenaparta Aans
MeAVLIMHCKOro MpuMeHeHus, npoBefeHHbIX B Poccuiickon depepaumm, otyeTa o pesynbratax KIMHUYECKUX uccriefoBaHun,
BbINONHEHHLIX 3a Npeaenamu Poccuiickon ®egepaunn.

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

17. B cnyvyae HenpeactaBreHuss C 3asiBieHMEM O TOCYyAapCTBEHHOW pernctpaumm rekapCTBEHHOro npenaparta ans
MEeANLIMHCKOrO MPUMEHEHUS] OOKYMEHTOB, NMOATBEPXAAKLWMX ynnaTy rocygapCTBEHHOW MOLUMMHbI U yKa3aHHbIX B OyHkTe 10
YacTM 2 HacTosulel CTatbu, a Takke BblAaBaeMblX (NPeLoCTaBnsAEMbIX) YMOMHOMOYEHHbIMU dedepanbHbIMU OpraHamm
WCMOMHMTENBHON BNacTu AOKYMEHTOB (CBeAEHWUW), yKasaHHbIX B NyHKTax 3 U 4 YacTu 4 HacToswen cTaTbu, YNOTHOMOYEHHbIN
defepanbHbIi  OpraH  WUCMONMHWUTENBbHOW  BMAcTU  3anpallMBaeT  yKasaHHble [OOKYMEHTbl (CBedeHus) B nopsiake
MEeXBeAOMCTBEHHOro MHOPMAaLMOHHOIO B3auMogenCcTBuUS.

(YacTtb pononHuTensHo BrMtoveHa ¢ 1 saHBapsa 2016 roga PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 roga N 429-93; B
penakumm, BeegeHHon B gencteme ¢ 1 aHBaps 2021 roga PepepanbHbiM 3akoHOM OT 27 aekabpsa 2019 rona N 478-93. - Cwm.
npenplAyLWYIo peaakLuio)

18. He [0onyckaeTca UCnosib3oBaHMe B KOMMEPYECKUX Lenax I/IH(*)OpMaLI,VII/I O pesynbratax AOKIMMHNYECKNX nccrnegoBaHumn
NeKapCTBEHHbIX CcpeactB U KIUMHUYECKUX nccrnegoBaHumn NNeKapCTBEHHbIX npenaparoB AnAa MeOUUUHCKOro npuMeHeHus,
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npencTaBneHHON 3asBUTENEM AN rocyaapCTBEHHOW pervcTpaumy nekapcTBeHHOro npenaparta, 6e3 ero cornacusi B Te4eHune
LLUEeCTM NEeT ¢ gaTbl rocy4apCTBEHHOM pernctpaunmn pedepeHTHOro nekapcTBeHHoro npenapata B Poccunckon ®egepaumm.
(YacTb gononHuTensHO BkNtoyeHa ¢ 1 aHBapsa 2016 roga PeneparnbHbiM 3akoHOM 0T 22 nekabpa 2014 rona N 429-03)

19. [epxatene unu Bnagenew, perucTpaurvoHHOro yaoCTOBEPEHNsSI NEKAPCTBEHHOMO npenapara Ha GUOTEXHONOrMYEeCKUN
unu opdaHHbI NEKapCTBEHHbIN npenapat obs3aH NpefoCcTaBnATb Ha BO3ME3OHOM OCHOBe 00pasubl pedepeHTHOro
NeKkapcTBEHHOrO npenapara 3asBuTeNnsM Ans NPOBeAeHUsT KIMHUYECKUX uccnegoBanunii. CTtoumocTs obpasua pedepeHTHOro
NeKkapCTBEHHOrO npenapara, BKIIFYEHHOTO B NepeYeHb XN3HEHHO HEOOXOAMMBIX U BaXKHEWLUNX NIEKAPCTBEHHLIX NpenapaTos,
He JoMmKHa NpeBbIllaTh 3aperMcTpUPoOBaHHY0 NpeaenbHy OTMYCKHYIO LeHy Ha pedepeHTHbIN NekapCTBEHHbIM npenapart unu
LleHy Ha NeKapCTBEHHbIV NpenapaT B CTpaHe Npou3BoanTENS.

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

20. 3agaBneHne o rocygapCTBEHHOW perncTpauum BOCMPOM3BEAEHHOMO NIEKAPCTBEHHOrO npenaparta Ans MeauuUMHCKOro
NPUMEHEHNsT MOXET OblTb NOAAHO B YMOMHOMOYEHHLIN beaepanbHbI OpraH WUCMOMHUTENBHON BRACTW, OCYLLECTBASOLWNNA
rocygapCTBEHHYK PErucTpauuio NEeKapCTBEHHbIX MpenapaTtoB, MO WUCTEYEHUM YETbIpex NeT C AaTbl rocygapCTBEHHON
perucTpaunmn pedepeHTHOro nekapcTBeHHoOro npenapata B Poccunckon ®enepaumm.

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

21. 3asBneHne O TroCyAapCTBEHHOW perncrpaumm 6OuoaHanorosoro (6wuonogoOHOro) nekapcTBEHHOro mnpenapara
(buoaHanora) moxeT 6bITb NOAAHO B YMNOMHOMOYEHHLIN doedeparnbHbIi OpraH UCMNONHUTENBbHON BMNACTU, OCYLLECTBSOLWUNA
rocy1apCTBEHHYI0 PErMCTpaLMIO NEKapCTBEHHbIX NpenapaTos, N0 UCTEYEHMU TpeX NMeT C AaTbl rocyAapCTBEHHOW perucTpaumum
pedepeHTHOro niekapCcTBEHHOro npenaparta B Poccunckon ®enepaumm.

(YacTb gononHuTensHO BkNtoveHa ¢ 1 aHBapsa 2016 roga PeneparnbHbiM 3akoHOM 0T 22 nekabpa 2014 rona N 429-03)

22. [epxaTten unu Bnagenel perucTpauuoHHOro yAoCTOBEPEHUs feKapCTBEHHOro npenapaTta npeacraBnser B
YMONTHOMOYEHHbIN dheaeparnbHbIi OpraH UCMOMHUTENBHOM BracTy, OCYLLECTBASKOWNA YHKUMW NO KOHTPOM U Haasopy B
chepe 30paBOOXpaHEeHns, OTYET No pesynstatam dhapmMakoHaz3opa oAuWH pas B LIeCTb MecsueB B TedeHue AByX feT nocne
rocygapCcTBeHHON permcTpauumn rnekapcTBeHHOro npenapata B Poccuiickon degepaumun, eXerogHo B TedeHune nocnenyroLmnx
Tpex NeT 1 B AanbHeNLWeM oguH pas B NATb NET.

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

KommeHTapum K ctatbe 18

CTATbA 19. NPUHATUE PELUEHUA O BbIJAYE SKCMNEPTHOMY YUYPEXOEHUIO SAOAHUA HA
NMPOBEAEHUE SKCMNMEPTU3bI IEKAPCTBEHHOIO CPEACTBA

1. B TeyeHue pecATM paboumx AHel CO AHA MPUHATUA 3asiBIeHUs O FOCYAAPCTBEHHOW perucrpauun fiekapCTBeHHOro
npenaparta COOTBETCTBYHOLLMIA YNONIHOMOYEHHBIV heaepanbHbiii opraH UCMONHUTENIbHOM BacTi NPOBOAUT NPOBEPKY MOSTHOTHI,
[OCTOBEPHOCTM W MPaBUIIbHOCT OPOPMIIEHUSI NPEACTaBNEHHbIX AOKYMEHTOB PErMcTpaLMOHHOMO [0Che Ha NeKapCTBEHHbIN
npenapar 1 NPYHUMaEeT peLleHne O Bbigade 3ajaHus Ha NPOBEAEHME:

1) aKcnepTM3bl JOKYMEHTOB, NpeACTaBNeHHbIX Ar1s onpeaeneHns BO3MOXHOCTU paccMaTpuBaTh NeKapCTBEHHbI npenapat
ANt MeULMHCKOro NPUMEHEHMUsI NPU OCYLLECTBIIEHMIN FOCYAaPCTBEHHOW perncTpauum B kadectse opdaHHOro NiekapcTBEHHOMO
npenapara;

2) aKCnepTW3bl NEKApCTBEHHOIO CPEeACTBa B YaCTU IKCMepTU3bl KadecTBa NeKapCTBEHHOrO CpeacTBa M 3KCrnepTM3bl
OTHOLUEHUS] OXMOAeMOM Monb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS IEeKapCTBEHHOro npenapata Ans MeaMUMHCKOro
NPUMEHEHWS;

3) 9KCNepTn3bl JN1eKapCTBEHHOIo cCpeactBa B 4aCTU 3KCNEpPTU3bl KavyeCTBa J1€KapCTBEHHOro cpeanctBa U 3KCNepTusbl
OTHOLUEHUS OXmMOaemon Mnonb3bl K BO3MOXHOMY PUCKY MNPpUMEHEHUA JeKapCTBEHHOro npenapara nnda meguunHCKoro
npuMeHeHnA B Mnopsaake yCKOpeHHOI;I npouenypbl 3KCNepTu3bl J1€KapCTBEHHbIX CpeacCTB B COOTBETCTBMU CO cratben 26
HacTosulero PenepanbHOro 3akoHa;

4) SKCNepTuna3bl NIeKapCTBEHHOIO CpencTBa B OTHOLLEHUN NeKapCTBEHHOro npenapara onda seTepunHapHOro npuMeHeHus.

2. YNONHOMOYEHHbIN benepanbHbI OpraH WCMNONHUTENbHOW BRacTM YBEAOMNSET B 3MEKTPOHHOM dopmMe unn Ha
OyMaxxHOM HocuTene 3asiBUTENs U 3KCMNEPTHOE YYPEXOEHUE O MPUHATOM PeELUeEHUM O Bbidave 3afaHui Ha npoBedeHue
3KCMepTun3, NpeagyCcMOTPEHHbIX YacTbio 1 HACToALlen CTaTbu, U B Criydyae HeobBXoAMMOCTU O Bblgaye paspelleHus Ha BBO3 B
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Poccuiickyto deepaumto KOHKPETHOW MapTMKU, Cepun 3aperMcTpupoBaHHbIX U (MNK) He3aperncTPUPOBaHHBIX NeKapCTBEHHbIX
cpeacTs unu o6 oTkase B NpoBeAeHUM NPedyCMOTPEHHbIX SKCMEPTU3 C YKasaHWeM NPUYNH Takoro oTkasa.

3. B cnydvae BbiSBNeHWs OTCYTCTBUS WMM HEOOCTOBEPHOCTU WHOopMauuu, copepxalwenca B npeacTaBreHHbIX
3a8BUTENEM JOKYMEHTAaX, YNONMHOMOYEHHBIN heaepanbHbI opraH MCMOMHUTENbHONW BMAcTU HanpaenseT 3asBUTENIO 3anpoc 0b
YTOYHEHMM 3TON MHpOpMaUMK (aanee - 3anpoc YNornHOMOYEHHOrO hegepanbHOro opraHa UCMOMHUTENBHOW BNAacTu), KOTOPbI
MOXeT ObITb NepenaH ynornHOMOYEHHOMY MPeaCTaBUTENI0 3asBUTENS NIUYHO NOA PachuMCKy, HanpaeneH Mo NnoyTe 3akasHbIM
NMUCbLMOM UMW NepeaaH B 3reKTPOHHON hopMe MO TenekoMMYHUKaUMOHHBLIM KaHanam ces3un. B cnyvyae HanpaeneHus 3anpoca
yNOfTHOMOYEHHOro doefepanbHOro opraHa UCMOMHUTENBHOW BAAcTU NO NoyTe 3akasHblM MUCbMOM OH CHUTAETCH NONyYeHHbIM
Nno UCTeYEHWM LIECTU OHEWN C AaTbl HanpaBneHNsa 3akasHoro nNucbMa.

4. 3anBuTenb 06s3aH NPeacTaBUTb OTBET Ha 3anpoc YNOSIHOMOYEHHOrO dhefepanbHOro opraHa UCNosIHUTENbHON BNacTu B
CPOK, He NpeBbILWaLWNn AeBsHOCTa paboymx AHen co OHA ero nonyyeHus. Cpok, yKasaHHbI B YacTu 1 HacTosllen cTaTbM,
NnpuoCTaHaBNMBAETCS CO [HS HanpaBlieHWs1 3asBUTENO 3anpoca YNorHOMOYEHHOro dheaepanbHOro opraHa MCNONHUTENBHOM
BMacTW 0 OHS MOyYeHUs UM COOTBETCTBYIOLLENO OTBETA.

5. OcHoBaHveM Ansi OTka3a B OpraHusauumn 3aKCnepTus, NpegyCMOTPEeHHbIX YacTblo 1 HacTosllen cTatbu, ABRsSieTcHd
npeacraBneHve HeobxoouMbIX ANS MpoBedeHUs NpegyCMOTPEHHbIX 3KCNepTU3 [OKYMEHTOB B HemnornHom obbeme wnu
HenpeacTaBneHne 3asiBUTENEM B YCTAHOBMEHHbI CPOK OTBETA Ha 3anpoc YMNONMHOMOYEHHOro deaepanbHOro opraHa
WCMONMHUTENBHOW BNacTu, a Takke npeacTaBneHve AOKYMEHTOB, He COoAepXallumMxX MCYEPbIBAOLWEro nepeyHs HeobXxoanMbIxX
CBEEHUN.

6. MNpn oTkaze B opraHuM3auun IKCMEPTU3bl, NPEAYCMOTPEHHOM NyHKTOM 4 4Yactu 1 HacTosuwlen cTatbu, AOKYMEHThI,
BXOZSLLME B COCTaB PErncTpaLmMoOHHOro A0ChbEe Ha NEeKapCTBEHHbIV MpenapaTt AN BETEPUHAPHOro MPUMEHEHUs!, MOryT BbiTb
BO3BpAaLLEHbl 3asBUTEN Ha OCHOBaHUM €ro MMCbMEHHOTO 3anpoca, HanpaBneHHOro B YNONMHOMOYEHHBIN dhedepanbHbli opraH
WCMONMHUTENBHOM BNacTu B TeYeHMe Tpuauatu pabounx OHEN CO OHS MPUHATUSA YMONMHOMOYEHHbIM heaeparnbHbiM OpraHoM
WCMONMHUTENBHON BMAacTU pelleHnsi 00 oTkase B OpraHu3auuu TakoW 3KCnepTusbl. YMONMHOMOYEHHBbIN doedepanbHbii opraH
WCMOMHUTENBHOW BMAcTU BO3BpALLAET 3asBUTENI0 YKa3aHHbIE AOKYMEHTbI B TEYEHNE AecsATU pabounx OHEN CO OHSI MonyveHust
COOTBETCTBYIOLLIEro 3anpoca 3asaBuTens.

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

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

KommeHTapum K ctatbe 19

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

1. OKcnepTn3a 4OKYMEHTOB, NPeACTaBMEHHbIX ANS onpeaeneHs BO3MOXHOCTM paccMaTpmBaTh JIEKapCTBEHHbIV Npenapar
ANs MeQMLMHCKOrO NPMMEHEHUS NPU OCYLLECTBIEHMNM FOCYAapCTBEHHOM perMcTpaumm B Ka4ectTse oppaHHOro fiekapCTBEHHOMO
npenapata, COCTaBfiEHME KOMUCCUEN SKCMEPTOB 3aKIHOYEHMS O BO3MOXHOCTM WM  HEBO3MOXHOCTM paccmaTpuBaTth
NeKapCTBEHHbIA npenapar Ansg MeauuuHCKOro NpUMEHEHNsT NMPU OCYLLECTBIIEHUN rOCYy4apCTBEHHON perncTpaumum B Ka4ecTBe
opchaHHOro fekapCTBEHHOro npenapara M HanpaereHwe [aHHOro 3aKknyeHusl B YNOHOMOYEHHbIM hbedepanbHbli opraH
WCMONHUTENbHOM BNacTU OCYLLECTBSTCA B CPOK, He MpeBbllalWmin Tpuauatn pabounx AgHEW CO AHS MNOfyYeHus
3KCMEPTHBIM yYpexaeHWeM 3agaHus YNOoNHOMOYEHHOro denepanbHOro opraHa WMCMOMHUTENbHOW BNacT M B 3NEKTPOHHOW
dopme nnm Ha ByMaKHbIX HOCUTENSX HeOOXOAMMbIX AOKYMEHTOB, yKasaHHbIX B nyHkTax 1, 2, 5, 6, 10 yactm 4 n B yactn 7
cTatbu 18 HacTogLllero PenepanbHOro 3akoHa.

2. [JoKyMeHTbI, coaepxallmecs B permctpauuoHHOM OOCbE Ha NEKapCTBEHHBIN npenapaTt U NOCTynNMBLLUME Ha ByMaXHbIX
HOCUTENSIX B 3KCMEPTHOE ydpexaeHue ANnS OCYLIEeCTBEHUA X 3KCNepTu3bl Ans onpefeneHus BO3MOXHOCTUM paccMmaTpuBaTth
NeKapcTBEHHbIN npenapart Ans MeAUUMHCKOro NMpUMEHEHUst B KadyecTBe opdaHHOro NekapCTBEHHOro npenaparta, nognexar
BO3BpaTy B YMNOMHOMOYEHHbIN begepanbHbid  OpraH  WCMOMHWUTENBbHOW BracTM  OAHOBPEMEHHO C  3aKHYeHUAMU
COOTBETCTBYIOLLMX IKCNEPTU3.

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

KommeHTapum K ctatbe 20
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CTATbA 21. PELULEHUE O BO3MOXHOCTU PACCMATPUBATb NEKAPCTBEHHbIN MPENAPAT MPU
OCYLWUECTBNEHUWMN TOCYOAPCTBEHHOW PETMCTPALIMU B KAMECTBE OP®AHHOIO JIEKAPCTBEHHOIO
NMPENAPATA

1. B cpok, He npeBbllWaWUA NATU paboymx AHEN CO OHS MONyYeHWst 3aKNOYeHUs, ykaszaHHoro B Yactm 1 cratbu 20
HacTosuwero PenepasibHOro 3akoHa, YNONHOMOYEHHbIV dbefepanbHbI OpraH UCMONMHUTENbHOM BNacTU OCYLLECTBNSAET OLEHKY
MONMy4YeHHOro 3aKIYeHNss AN onpeferneHns ero COOTBETCTBMS 3aJaHWUI0 Ha NPOBEeLEeHWe COOTBETCTBYHLLEN 3KCNepTusbl U
YyBEOMMSIET 3asBUTENS B 3MEKTPOHHON (hOpMeE unmn Ha OymMaKHOM HOCUTENe O pesynbraTtax MpPOBeAEHHOW 3KCNepTusbl C
NPUMNOXEHNEM KOMUU SKCMIEPTHOIO 3aKMOYEHMsT (C COXpaHEHMEeM KOHMMAEHUMANbHOCTU MHpopMaUmum O COCTaBe SKCNEPTHOMN
KOMMNCCUN) U O BO3MOXHOCTM MUIM HEBO3MOXHOCTW paccMaTpuBaTth NEKApCTBEHHbIN Npenapar Ans MegUuLMHCKOrO NMPUMEHEHUS
npw OCYLLECTBEHUN rOCyAapCTBEHHOW perucTpaLmm B KadecTse opdaHHOro nekapCTBeHHOro npenapara.

2. MNMpn BbIHECEHMM KOMUCCHEN IKCMEPTOB 3aKIHOYEHUS O BO3MOXHOCTM paccMaTpuBaTb NEKapCTBEHHbLIN Mpenapart ans
MEANLIMHCKOrO NMPUMEHEHNUsT MPU OCYLLECTBIEHMM FOCYOAPCTBEHHON perncTpauum B KayectBe OpchaHHOro nekapCTBEHHOro
npenapaTta yrnofiHOMOYEHHbIN heeparnbHbIi OpraH UCMONMHUTENBHOW BNAcTW B CPOK, HE MPEBbILLALWMIA NSATU paboynx gHeN co
OHS1 MOMyYeHNsl OaHHOMo 3aKrYeHUsl, MPUHMMAaEeT pelleHue O Bblgave 3aJaHusi Ha MNPOBEAEHWe JKCMepTU3bl KayecTBa
NeKapCTBEHHOIO CPEACTBA W SKCNEPTU3bl OTHOLLEHWUS OXXMOAEMOM MONb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NIEKaPCTBEHHOIO
npenapaTta Ans MeauuMHCKOro NMpUMEHEHMs1 B MOPsSiAKE YCKOPEHHOW npoueaypbl 3KCNepTu3bl NIekapCTBEHHOrO CPeacTBa B
COOTBETCTBUM CO cTaTben 26 HacTodulero PeaepanbHOro 3aKkoHa.

3. B cnyyae nNpuHATMSA pelueHWss O HEBO3MOXHOCTWM paccMmaTpuBaTb fleKkapCTBEHHbI npenapaTt Ans MeAULMHCKOro
NPUMEHEHWS NPW roCyAapCTBEHHOW perucTpaumMn B KavecTBe OpdaHHOro fekapCTBEHHOro npenapata YrnorHOMOYEHHbIN
bepepanbHblA OpraH MCMNOMHUTENBHOM BlacTW MNpeKkpawaeT npouenypy rocygapCTBEHHOW perncrpaumm nekapcTBEeHHOro
npenapata. 3asBuTenb BrnpaBe 0OpaTUTLCS B PErnCTPUPYIOLLUI OpraH C 3asiBfieHMeM O roCy4apCTBEHHOW pervcrpauuv
yKasaHHOro nekapcTBEHHOro npenapara B COOTBETCTBUM CO cTatben 18 HacTosuero PenepanbHOro 3akoHa.

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

KommeHTapun k ctatbe 21

CTATbA 22. PELLEHUE O NPOBEAOEHUU KTMHWYECKOIO UCCNEAOBAHUA NEKAPCTBEHHOIO
MPENAPATA Onsd MEOQUUMHCKOIO NPUMEHEHUA

(YTpatuna cuny ¢ 1 uionst 2015 roga - PenepanbHbiv 3akoH 0T 22 nekabps 2014 rona N 429-93. - Cm. npeablayLLyo
penakuuio)

KommeHTapum k ctatbe 22
CTATbA 23. SKCNEPTU3A KAYECTBA NNIEKAPCTBEHHOIO CPEACTBA U 3KCNEPTU3A OTHOLUEHUA
O)KI/ID,AEMOVI Nnonb3bl K BOSMOXXHOMY PUCKY MPUMEHEHUA NEKAPCTBEHHOI'O MPENAPATA OANA
MEOUUMHCKOIO NPMMEHEHUA

1. 3KCI'|epTI/I3a Ka4yecTBa J1eKapCTBEHHOro cpeacTtsa MU 3KCnepTu3a OTHOLUEeHUA oXngaemon nonb3bl K BO3MOXXHOMY PUCKY
NnpuMeHeHnA NekapcTBeHHOro npenapara ana MmeamumnmHCKoro npuMmeHeHna, coctaBrneHne KOMMCCAMmn aKCnepToB 3aKYeHnmn
no pegynbrataMm npoBeOEeHHbIX 3KCNepTu3 1 HanpaBleHune 3TuxX 3aKnyYeHnn B yl'IOJ'IHOMO‘-IeHHbIIZ cbe,u,epaanblﬁ opraH
MCMNOMHUTENBHOW BracTn OCYLUECTBIAKTCA B CpPOK, He FlpeBbILIJaIOLIJ,VIIZ CTa pgecatu pa60t4|/|x OHen co gHs nony4yeHuna
QKCNepTHbIM y4ypexaeHnem CcooTBeTCTByoLWero 3agaHma ynoJiIHoOMO4eHHOro q)ep,epaanoro opraHa NCMONMHUTENBLHON BRacTu n
HeobxoanmbIX OOKYMEHTOB B 3]'IeKTpOHHOI7I (*)opme nnn Ha 6yMa)KHbIX HocuTenax.

2. B TeueHne AeBsiHOCTa AHEN CO OHA MOMyYeHWs peLleHnsl YNonHOMOYEHHoro dhefepanbHOro opraHa UCMONHUTENBHON
BMacTu O NPOBEAEHUM 3KCMEPTU3, NPEOYCMOTPEHHbIX YacTbio 1 HACToAUIEN CTaTbu, 3asBUTENb NPEACTaBNSET B SKCNEpPTHOE
yupexaeHue ans npoBedeHus 3KCMepTU3bl KadecTBa NEeKapCTBEHHOTO cpefctBa o6pasupbl NekapcTBEHHOrO npenapata Ans
MeOMLMHCKOTO MPUMEHEHUS, MPOM3BEAEHHOTO B COOTBETCTBUM C TpebGOoBaHUSIMU  OMbITHO-MPOMBILNIEHHOTO U (MnK)
MPOMbILLNIEHHOTO PErfIaMEHTOB, YTBEPXKAEHHbLIX PYKOBOAMTENEM MPOU3BOAMTENS JIEKAPCTBEHHbLIX CPEACTB, a Takke B
COOTBETCTBYHOLUMX Crydasix obpasubl dapMaueBTMYeckoi cybcTaHuuM, TecT-liTaMmma MUKPOOPraHW3MOB, KyNbTypbl KMETOK,
obpasubl BELLECTB, MNPUMEHSIEMbIX A KOHTPOMNsS KayecTBa JIeKapCTBEHHOrO CpeacTBa MyTEM CPaBHEHWUS C  HUMMU
nccrnegyemoro nekapcTBeHHOro CPeACTBa, B KONMYeCTBaX, HE0GX0AMMbIX ANt BOCNPOU3BEAEHUS] METOAOB KOHTPOSS KayecTsa.

3. Mpn nonyyeHnn obpasLOB NEKAPCTBEHHOrO Mpenapara u apMaueBTUYeCcKon cybCcTaHLMM SKCMEPTHOE y4ypexaeHue
BblJAET 3asiBUTENO JOKYMEHT, MOATBEPXKAAKLLMIA NOMNyYeHne yKkazaHHbIX 06pasLoB, U B CPOK, HE MPEBbILLAKLLNA Tpex pabounx
OHEeN, yBeOOMISIET B 3MEKTPOHHON hopMe unm Ha OymMaXHOM HocuTerne 06 STOM YNOMHOMOYEHHbIV heaepanbHbI opraH
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MCMNOMHUTENBHON BNAcTW.

4. YxkazaHHble B YacTax 2 U 3 HacTosuwlen crtaTby CPOK ANs MNPeAcTaBneHust 3asiButerieM obpasuoB fekapCTBEHHOro
npenapata v dapmMaleBTU4ecKkon cybCcTaHumm M CpoK yBEOOMIEHUSI 3KCMEPTHbIM y4ypexaeHvem o6 3ToM Ha OymakHom
HocuTene YnonHOMOYEHHOro heeparnbHOro opraHa UCMOMHUTENBHON BNAacTU He BKIKOYAlOTCH B CPOK MPOBEAEHUS 3KCNepTuUs,
npeayCcMOTPEHHbIX YacTblo 1 HACTo4LLEeNn CTaTbu.

5. [lokyMeHTbl, NOCTYNUBLUME B ISKCMEPTHOE yypexaeHue Ans NpoBedeHUs 3KCNepTus, NpeayCMOTPEeHHbIX YacTbio 1
HacTodllen cTaTby, Noasiexar Bo3BpaTy B YNONMHOMOYEHHbIM dhedepanbHbli opraH UCNONHUTENBHOW BNAacTh OOQHOBPEMEHHO C
3aKHOYEHUAMU, NOMYYEHHBIMW MO pe3ynsTaTtaMm COOTBETCTBYHOLLNX SKCMEPTUS.

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

KommeHTapum K ctatbe 23

CTATbS 24. SKCINMEPTU3A KAYECTBA NNEKAPCTBEHHOIO CPE[JICTBA U 3KCNEPTU3A OTHOLLUEHUA
OXWOAEMOMU MNMOJib3bl K BOSMOXXHOMY PUCKY NPUMEHEHUA NEKAPCTBEHHOIO MPEMAPATA AN
BETEPUHAPHOIO NPUMEHEHUA

1. OKcnepTm3a KavecTBa fIeKapCTBEHHOINO CPeacTBa M SKCMEPTU3A OTHOLLEHUS OXMAAEMOM NMOMNb3bl K BO3MOXHOMY PUCKY
NPUMEHEHNs1 NEKAPCTBEHHOro npenapata Ans BETEPUHAPHOro MPUMEHEHUs, COCTaBfeHME KOMWUCCUSIMUA  IKCMEepTOB
3aKIIOYEHUIN NO pesyrbTaTaM yKasaHHbIX 3KCNepTM3 U HanpaBfeHMe TakuX 3aKMoYeHWn B YNOSIHOMOYEHHbIN dhedepanbHbii
OopraH MCMOMHUTENbHOM BMNACTW OCYLLECTBNSAOTCS B CPOK, HE MpeBblatoWmi cTa AecaTn pabounx OHEW cCO OHSA MonyyYeHust
3KCMEPTHbIM YYpEeXOAEHNEM 3adaHus YMOSIHOMOYEHHOro defepanbHOro opraHa WCMNOSHUTENbHOW BNacT C AOKYMEHTaMM,
yKa3aHHbIMK B YacTu 3 ctatbu 17 HacTodulero PefepasibHOro 3akoHa.

(Yactb B pepakumu, BBeaeHHON B gencrtene ¢ 22 Hosbps 2014 roga PenepanbHbiM 3akoHOM OT 22 okTa6pa 2014 roga N
313-93; B peaakumm, BBegeHHon B aenctene PenepanbHbiM 3akoHoM oT 13 utonsa 2015 roaa N 241-3. - CM. npeablayLyto

peaakumio)

2. B Teuyenve Tpuauatm paboumx [OHEW CO [OHA MOMyYeHWUst peLleHMsT YMONHOMOYEHHOro dheagepanbHOro opraHa
WCMONMHUTENBHON BMAacTU O MPOBEAEHMU YKa3aHHbIX B YacTu 1 HAcTosulel CTaTbW 3KCMepTM3 3asBUTENb MpeacTaBnsieT B
3KCMEepTHOE yupexaeHue AN MpoBedeHMsT 3KCMepTU3bl KayecTBa NEKApCTBEHHOIO cpeacTBa obpasubl eKkapCTBEHHOMO
npenapata [Onsi BETEPUMHAPHOrO MPUMEHEHUS!, MNPOU3BEOEHHOr0 B COOTBETCTBUM C TPeboBaHUAMU TEXHONOrMYECKUX
pernamMmeHToB, YTBEPXAEHHbLIX PYKOBOAMTENEM NPOM3BOANTENS NEKAPCTBEHHbIX CPEACTB, a Takke B COOTBETCTBYHOLLMX CIyvasx
TEeCT-WUTaMMbl  MUKPOOPraHW3MOB, KynbTypbl KINeTok, obpasubl dapmaueBTuyeckon cybctaHumm, obpasubl BeLlecTs,
npUMEHsAeMble O KOHTPONSA KavecTBa NEKapCTBEHHOrO cCpeacTBa, B KONMMYeCTBaX, HEOOXOAMMbIX ANs BOCMPOM3BEAEHMS
METOL0B KOHTPONSA KayecTea.

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

3. Mpu nony4eHun ob6pasLOB NeKapCTBEHHOro npenapata u dapmaueBTUYECKON CyOGCTaHLUUM 3KCMepTHOE yuypexaeHue
BblJAET 3asBUTENIO JOKYMEHT, NOATBEPXKAAOLLMIA NoNyYeHne yKkazaHHbIX 06pa3LoB, U B CPOK, HE NPEBbILLALLniA Tpex paboumnx
OHen, yBeooMnsieT B MMCbMEHHOM hopme 06 3TOM YNONMHOMOYEHHbI dheaeparnbHbli OpraH MCMONHUTENBHOWN BRacTMy.

4. Cpok ans npencrtaeneHus 3asaBuTenem obpasLoB NeKapCTBEHHOro npenaparta n dapMaueBTUHECKOW CyOCcTaHuumn u
CPOK YBEOOMIEHUS] 3KCMEPTHbIM yypexaeHnem o6 3ToOM B NMUCbMEHHOW hopme YNONMHOMOYEHHOro deaepanbHOro opraHa
MCMNONHUTENbLHOM BRacTW, yKasaHHble B YacTax 2 U 3 HacTodAWEen CTaTbW, HE BKIOYAKOTCH B CPOK MPOBEAEHUs yKasaHHbIX B
yactu 1 HacToALleN cTaTby IKCNEPTUS.

5. ,D,OKyMeHTbI, NoCTynmMBLLNE B 3KCMEPTHOE y4ypexaeHune aOnA nposeaeHUd YKa3aHHbIX B 4acTu 1 HacTodllen cratbu
JKCNepTn3, noanexar BO3BpaTy B yHOﬂHOMOHeHHbIVI (beﬂepa]'leblVl opraH WCMOMHNTENBHON BnacTu OOHOBPEMEHHO C
3aKIn4YeHnAaMM No pedynbrataM yKa3aHHbIX 3KCNepTus.

KommeHTapun K ctatbe 24

CTATbA 25. NOBTOPHOE NMPOBEAEHUE 3KCMNMEPTU3bl IEKAPCTBEHHbIX CPEACTB

(HammeHoBaHuve B pegakuuu, BeegeHHoun B aencteue ¢ 1 niona 2015 roga ®epepanbHbiv 3akoHOM 0T 22 Aekabpa 2014 rona N
429-03. - CM. NpeabIAyLLYI0 PDEAAKLIMIO)
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1. B cnyyasix HegocTaTo4HOMW OBGOCHOBAHHOCTU WM HEMOSHOTbI 3aKIHYEHUst KOMUCCUM 3KCMEepPTOB, HanMU4uus B HEM
NPOTUBOPEUMBLIX AaHHbIX, hanbcndukaumm BbIBOAOB KCNEPTU3bl NIEKAPCTBEHHOIO CpeacTBa, COKPbITUSI OT YNOMHOMOYEHHOIoO
denepanbHOro opraHa MCMNONHUTENBHOW BIlacTM OCHOBaHMI ONisi OTBOAA 3KCnepTa BCNEeACTBME ero 3aMHTEpecOBaHHOCTU B
pesynbratax COOTBETCTBYIOLLEN 3KCMEPTM3bl, HanmMuMs OaHHbIX O NPsiMOM NGO KOCBEHHOM BMELLATENbCTBE B MpoLECC
COOTBETCTBYIOLLEN IKCMEPTM3bI ML, HE Y4aCTBYIOLLUX B €€ NPOBEAEHUN, HO OKa3aBLUMX BIIUSHME Ha MPOLIECC 1 pe3ynkTaTthbl ee
NpOBEAEHNs], YMONMHOMOYEHHBIM doefepanbHbIM OpPraHOM WCMONMHUTENBHOW BracTU Ha3HayaeTcd MOBTOPHas 3JKcnepTusa
nekapcTBEHHOrO cpeacTBa U (Unn) aTnyeckasi akcnepTusa.

(YacTb B pegakumm, BBegeHHow B aencteue ¢ 1 uonsa 2015 rona PenepanbHbiv 3akoHOM 0T 22 nekadpa 2014 rona N 429-
®3. - CM. mpeabIAyLLY0 PEAAKLIMIO)

2. MNoBTOpHas aKcnepTn3a NekapCTBEHHOIO CPEACTBA NPOBOAUTCS C YYETOM pe3yrbTaToB paHee NpOBEAEHHON SKCNepTU3bI
B CPOK, YCTaHOBIEHHbLIN YNONHOMOYEHHbIM doedepanbHbiM OpraHoOM UCMOMHUTENBHOW BNacTu U He MpeBbILLaloWMin TpuaLaTm
pabounx OHEeRn CcO [HA MOMyYeHWs SKCMEPTHbIM yYpeXaeHWem 3adaHus Ha npoBedeHMe MNOBTOPHOW 3KCMepTuU3bl
nekapcTBEHHOro cpeacTaa.

(YacTtb B pegakuuun, BBegeHHon B aenctene ¢ 1 nonsa 2015 roga degepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-
®3. - CM™. npeapiayLLyo PeAaKLn)

3. dnHaHcoBOe obecneyeHne BbINOMHEHUS 3aaHus Ha NPOBEAEHME NMOBTOPHOW 3KCMEPTU3bl NIEKAPCTBEHHOIO CPeACcTBa
He OCYLLEeCTBMSIETCA.

(YacTb B penakummn, BBegeHHow B gencteue ¢ 1 uonsa 2015 rona PenepanbHbiM 3akoHOM oT 22 aekabpsa 2014 roqa N 429-
®3. - CMm. npeapiayLwyo peaaKLnio)

KommeHTapun k ctatbe 25

CTATbSA 26. YCKOPEHHASA NMPOLIEAYPA 3KCNEPTU3bIl IEKAPCTBEHHbLIX CPEACTB

1. YckopeHHasi npoueaypa 3KCnepTuabl JIeKapCTBEHHbIX CPEACTB B LENsiX rocygapCTBEHHOW permcTpauumn rekapcTBeHHbIX
npenapaTtoB NPUMEHSIETCA B OTHOLUEHMM OpdaHHbLIX JIeKapCTBEHHbIX MPenapaToB, NePBbIX TPEX NIEKapCTBEHHbIX NpenapaTtoe,
pernctpupyemblix B Poccuiickon depepauum B KayecTBE BOCMPOU3BEAEHHbLIX MEeKapCTBEHHbIX MnpenapaToB, OYepedHOCTb
KOTOpbIX OMpeAensieTca B COOTBETCTBMM C HOMEPOM W [OATOW BXOAALWMX 3asiBMEHUA O rOCYAapCTBEHHOW perucrpauum
NeKapCcTBEHHbIX MpenapatoB B paMKax OAHOIO MEeXAyHapoOHOro HenaTeHTOBAHHOIO HaVMEHOBAHWsSI NEKapCTBEHHOIO
npenapata wnu rpynnMpoOBOYHOTO HAUMEHOBAHUSI JIEKApCTBEHHOrO npenapaTa, JIeKapCTBEHHbIX MNpenapaTtoB  Ansi
BETEPUHAPHOIO NPUMEHEHUS, NpeQHa3HaYeHHbIX O NeYeHUss JOMALLHUX XXMUBOTHbIX, onpeaeneHHbiX PeaepanbHbiM 3aKOHOM
oT 27 nekabps 2018 rona N 498-93 "O6 oTrBeTcTBEHHOM 06pALLEHUN C XKMBOTHBLIMU U O BHECEHUU U3MEHEHWA B OTAENbHbIE
3aKoHoaaTenbHble akTbl Poccuiickon Penepauun”, N 3aperMcTpMpoBaHHbIX B KayecTBe NEKapCTBEHHbIX MnpenapaTtoB Ans
MEOWUNHCKOTO MPUMEHEHUS, U JeKapCTBEHHbIX MpenapaTtoB, NpeAHa3Ha4YeHHbIX WCKMAYUTENBHO ANS  MPUMEHEHUS
HECOBEpPLUEHHONETHUMU rpaxkgaHamu.

(Yactb B pegakuuun, BBegeHHon B aenctene ¢ 1 nonsa 2015 roga degepanbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-
®3; B pegakumm, BBeaeHHOM B aencteue PenepanbHblM 3akoHoM OT 13 mtona 2015 ropa N 241-93; B pegakunn, BBE4EHHOW B
aewncteue ¢ 1 ceHTabpa 2023 roga PenepanbHbiM 3akoHoM oT 28 anpena 2023 rona N 171-93. - CM. npeablayLLyio peaakLmio)

2. YckopeHHast mpoueaypa 3KCnepTu3bl NEKAPCTBEHHbIX CPEACTB B LENSX roCcy4apCTBEHHOW perncTpauum nekapcTBEHHbIX
npenapaTtoB He NMPUMEHSIETCS| B OTHOLLEHUM:

1) GuoaHanoroBbIx (6nonogobHbIX) ekapCTBEHHbIX NpenapaToB (bnoaHanoros);
2) pedhepeHTHbIX NIEKAPCTBEHHBIX MPENapaToB (3a UCKINoYEHNEM OphaHHbIX NIEKAPCTBEHHbIX NPenapartoB);

3) BOCMpPOU3BEAEHHBIX NEKAPCTBEHHbIX MpenapartoB (3a MCKIIYEHMEM MepPBbIX TPEX perncrpupyembix B Poccuiickomn
denepauun B Ka4ecTBe BOCMPOU3BEAEHHLIX NEKAPCTBEHHbIX NPenapaTtoB U NeKapCTBEHHbIX NpenapaToB, NpegHas3HauYeHHbIX
WUCKIKOYNTENBHO AN NMPUMEHEHUS HECOBEPLUEHHOMNETHUMM T[paxdaHaMu, a Takke JeKapCTBeHHbIX MpenapaTtos,
npeaHasHa4YeHHbIX OIS NeYeHUs AoOMaLLHUX XXUBOTHLIX, onpeaeneHHbix PeaepanbHbiM 3akoHOM OT 27 nekabps 2018 roma N
498-93 "O6 OTBETCTBEHHOM 00pAaLLEHUUN C XXMBOTHBIMU N O BHECEHUU U3MEHEHWUW B OTAENbHbIE 3aKOHOAATENbHbIE aKThbl
Poccuiickon Penepauuun”, n 3aperncTtpMpoBaHHbIX B KAYECTBE JNIekapCTBEHHbIX NpenapaTtoB Anst MeaULMHCKOTO NPUMEHEHMS);

(MyHKT B pepakumun, BBeaeHHoN B gencteme ¢ 1 ceHTabpa 2023 roga PenepansbHbiM 3akoHoM oT 28 anpens 2023 rona N
171-®3. - Cm. npeablayLLyo peaakumio)

4) HOBbIX KOMBMHALMIA 3aPErMCTPUMPOBAHHbBIX PaHEe NEKapCTBEHHbIX NPenapaTos;
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5) nekapcTBEHHbIX NMpenapaToB, 3aperMcTPUpPOBaHHbIX paHee, HO MPOU3BEAEHHbIX B OPYrMX NeKapCTBEHHbIX hopMax B
COOTBETCTBUM C NEepeYHEM HaMMEHOBaHWI NeKapCTBEHHbIX POPM 1 B HOBOW AO3MPOBKE;

6) NnekapCTBEHHbIX NpenapaToB AN MEAULIMHCKOrO NPUMEHEHWS, TOCYAapCTBEHHas perncTpaunst KOTopbiXx OTMEHEHa, Npu
UX permcTpawlmm B kKa4ecTBe NeKapCTBEHHbIX NpenapaToB AN BETEPMHAPHOIO NPUMEHEHNS.

(MyHKT gONonHUTENBLHO BKINKOYEH € 1 ceHTs0ps 2023 roga PenepansHbiM 3akoHoM ot 28 anpens 2023 rona N 171-93)

(YacTb B pegakumm, BBegeHHow B aencteue ¢ 1 uonsa 2015 rona PenepanbHbiv 3akoHOM 0T 22 nekadpa 2014 rona N 429-
®3. - CM. mpeabIAyLLYI0 PEAAKLIMIO)

3. YckopeHHas npouedypa 3KCrnepTu3bl NeKapCTBEHHbIX CPEACTB MPOBOAUTCSA MO PELUEHMIO COOTBETCTBYHLLEIO
YMONTHOMOYEHHOIO (befiepanbHOro opraHa WCMOSMHUTENBHOMW BRAcTU Ha OCHOBaHWWM 3asiBNEHUs 3asiBUTENst B CPOK, He
npeBbIWaKLLNA BOCbMUAECATN pabdoumnx aHen. Mpu 3Tom aKkcnepTu3a AOKYMEHTOB, COAEPXKALLMXCS B PEMMCTPALMOHHOM [OChE
Ha IeKapCTBEHHbIA Mpenapart, NPOBOAUTCA B CPOK, He MpeBbllaloWmi Oecsatn paboumx AHen, SKcnepTusa kavecTea
NekapCTBEHHOIO CPEACTBA M 3KCMEepTM3a OTHOLLEHNSI OXXMAAEMOW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI NNEKAaPCTBEHHOIO
npenapaTa NPOBOAATCS B CPOK, HE NPEBbILIALLNIA LIECTUAECATH pabounx aHeNn.

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

3_1. B oTHoweHnn opdraHHbIX NEeKapCTBEHHbIX MpenapaTtoB MOryT ObiTb MpeacTaBrieHbl pesynbTaThl AOKMIMHUYECKUX
McCneaoBaHUn NEKapCTBEHHbLIX CPEACTB M KIMMHUYECKUX WCCReqoBaHWIA NEKapCTBEHHbIX NpenapaToB OSi MeaUUMHCKOro
NPUMEHEHNs, BLIMOMHEHHbLIX 3a npegenamu Poccunckon depgepauum B COOTBETCTBMM C  MpaBunamu  Haanexaiwen
nabopaTopHO NPaKTUKX U NpaBuUiaMn Hagexallen KIMHUYECKO NPaKTUKN.

(YacTtb pononHuTenbHO BrtoveHa ¢ 1 utons 2015 roga ®enepansHbiM 3akoHOM OT 22 fekabpsa 2014 rona N 429-03)

4. YckopeHHas npoueypa aKcnepTu3bl NekapCTBEHHbIX CpeAcTB MPOBOAUTCS B NopsaKe, yCTaHOBMEHHOM cTatbamu 17-20,
23 n 24 Hactosulero ®PefepanbHOro 3akoHa, U He O3HavaeT CHWKeHuss TpeboBaHui K ©GesonacHOCTW, KayecTBy W
a(ppeKTUBHOCTM NeKapCTBEHHbLIX NpenapaTos.

KommeHTapum Kk ctatbe 26

CTATbA 27. PELUEHUE O FTOCYOQAPCTBEHHOW PEMMCTPALMU NEKAPCTBEHHOIO NPEMAPATA

1. B cpoK, He NpeBbILALWMA JECATU paboumx AHEN CO OHS NMOMYyYEeHUs 3aKIKYEHNIA KOMUCCUM SKCMEPTOB NO pesyrkraTtam
3KCMepTM3bl KayecTBa NeKapCTBEHHOrO CPEACTBA M 3IKCMEPTU3bl OTHOLUEHUS OXWOAEMOW MOMb3bl K BO3MOXHOMY PUCKY
NPUMEHEHNST NEKapCTBEHHOrO npenapata, COOTBETCTBYHLUMA YMONMHOMOYEHHBIN dheaepanbHbil OpraH WCMONHUTENBHOM
BNacTu:

(A63aL B pegakuuun, BeegeHHon B gencteume ¢ 1 nona 2015 roga ®enepanbHbiv 3akoHoM OT 22 aekabpa 2014 rona N 429-
®3. - CM. NpeablayLLyo peaakLmnio)

1) pasmeLyaet Ha cBoem odmumanbHOM canTe B ceTu "MIHTepHET" COOTBETCTBYIOLLME 3AKIOMEHNST KOMUCCUM 3KCNEPTOB U
OCYLLECTBNSAET UX OLEHKY ANsi onpefeneHnsi COOTBETCTBMS 3a[jaHNI0 Ha NpoBeAeHne 3TUX SKCMepTus;

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

2) NpUHMMAET peLleHne O rocyaapCTBEHHOM perncTpaumnm nekapcTBEHHOro npenapara unn o6 oTkase B rocyaapCTBEHHOM
pervcTpaummn nekapcTBEHHOro npenapara;

3) BHOCUT MpU MNPUHATAM pELIeHUss O TOCYQapCTBEHHOW perucTpaumMmM neKapCTBEHHOrO Mnpenapara [OaHHble O
3aperucTpupoBaHHOM EeKapCTBEHHOM Mpenapate, B TOM uucrie o dpapmaueBTu4eckon cybcrtaHumm, BXOOSLIEN B COCTaB
neKkapCcTBEHHOro npenaparta, B rocyAapCTBEHHbIV PeecTp NeKapCTBEHHbIX CREACTB WM BblAaeT 3asBUTEN0 perucTpaunoHHoe
YOOCTOBEPEHUE IEKapCTBEHHOro npenapata, opma KOTOpPOro YTBEPXKAAETCsl YMONHOMOYEHHbIM dedeparnbHbIM OpraHoM
WCMONMHUTENBHOW  BracTW, COrMacoBaHHble HOPMATUBHYIO [JOKYMEHTaLMI0, HOPMATMBHBLIN JOKYMEHT, WHCTPYKUMIO MO
NPUMEHEHWIO NEKaApCTBEHHOTO Mpenapara M MakeTbl MEPBUYHON YMNaKOBKM W BTOPUYHOM (MOTPEOUTENBLCKOM) YNakoBKU C
yKa3aHMeM Ha HUX HOMepa PEerMcTpauMoOHHOrO YAOCTOBEPEHWsI NeKapCTBEHHOrO npenapata M AaTtbl ero rocyaapCTBEHHOW
perucTpaummM unuM B crnydae MpuHATUS pelleHus o6 oTkase B rocygapCTBEHHOW perucTpaumm NekapCTBEHHOro npenaparta
yBEAOMIISIET B NMUCbMEHHOW hopme 3asiBuTeNst 06 3TOM C ykasaHWeM MPUYMH Takoro OTkasa. 3a Bblgayvy permcTpalyMoHHOro
YOOCTOBEPEHUS! FIEKAPCTBEHHOIO NpenapaTta B3WMaeTCsl rocydapCTBEHHasl MOLUNIMHA B COOTBETCTBUMM C 3aKOHOAATENbCTBOM
Poccunckon ®eaepaumm o Hanorax n cbopax.
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(MyHKT B pegakuunn, BBeaeHHon B genctene ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-
@3. - Cm. npeablayLyo peaakuuo)

2. OcHoBaHveM p[ns oOTKasa B [OCyAdapCTBEHHOW perncrpauuyM nekapCTBEHHOro mnpenapata Ans MeAMLMHCKOro
NPUMEHEHUS SIBMSIETCA 3aKIKOYEHME COOTBETCTBYHOLLIErO YNONMHOMOYEHHOro defepanbHOro opraHa UCMONHUTENBHOW BMacTu O
TOM, YTO Ka4yecTBO U (unun) apheKTUBHOCTbL PEMMCTPUPYEMOTO NEKAPCTBEHHOMO npenapara A1s MeAULIMHCKOrO NPUMEHEHUS He
NOATBEPXOEHbI MOMYYEHHBIMU [AaHHBIMM WM YTO PUCK MPUYMHEHMS Bpeda 300POBbK YerioBeka BcrieacTBue npuema
nekapcTBEeHHOro npenaparta aAns MeanUMHCKOro NpMMeHeHUs npeBbiaeT 3pdeKTUBHOCTb ro NPUMEHEHMSI.

(Yactb B pegakunn, BBegeHHon B genctane ¢ 15 uoHa 2018 roga PenepansHbiM 3akoHOM OT 4 uioHda 2018 roga N 140-
®3. - CM. mpeabIAyLLY0 PEAAKLIMIO)

3. lNMoBTOpHOE NpeacTaBneHne B COOTBETCTBYHOLMI YNOMHOMOYEHHbIN dhedepanbHbli OpraH MCMOSHUTENbHOW BnacTu
nekapCTBEHHOro Mnpenapata, B OTHOLIEHWW KOTOPOro MONyYeH OTka3 B T[OCYOAPCTBEHHOW perucTpauum u KOTOPbIN
BMOCNeACTBUN MOABEPICS M3MEHEHMIO B YacTM €ro cocTaBa, pacCcMaTpuBaeTcs Kak NpeacTaBneHne HOBOrO 1eKapCTBEHHOrO
npenapara Ha ero rocyapCTBEHHYIO PErMCTPALMI0 HE3ABUCUMO OT COXPaHEHWS ero NEPBUYHOTO HAUMEHOBaHUS.

(YacTtb B pegakuuun, BBegeHHomn B aenctene ¢ 1 nonsa 2015 roga PegepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-
®3. - Cm. npeapiayLLyo PeAAKLNI)

4. lpwn npegocTaBneHNM 3asiBUTENIEM B COCTaBe PErMCTPaUMOHHOINO [OCbe Ha FeKapCTBEHHbIM npenapat Ans
BETEPUHAPHOIO TMPUMEHEHMST KOMUW pPeLUeHUs YMONMHOMOYEHHOro dhedepanbHOro opraHa WCMONMHUTENbHOW Bnactn o
NPOBEAEHUN WHCMEKTUPOBAHMS MPOM3BOAUTENS NEKApPCTBEHHbIX CPeACTB CPOK MPUHATMS PELUEeHMst O TocyaapCTBEHHOM
perucTpauuM nekapCTBEHHOIO npenapata ANns BEeTepUMHAPHOTO MPUMEHEHUS MPUOCTAHABNMBAETCA CO [OHS MONy4YeHus
3aKMOYEHUN, yKal3aHHbIX B 4Yactu 1 HacTodulel CcTatbu, A0 AHA MPUHATUS YNOMHOMOYEHHbIM dhenepanbHblM OpraHoM
WCMONMHUTENbHOM BNacTU pelleHnss O Bblgade unu o6 oTka3e B Bblaye 3aKMyYeHWst O COOTBETCTBMM MNPOU3BOAUTENS
NeKapCTBeHHbIX CPeAcTB TpeboBaHMAM npaBui Hagnexallen MNpoU3BOACTBEHHOW MNpPaKTUKWM, HO He ©Ooree 4emM Ha CTo
BOCEMbJECAT pabounx OHEN.

(Yactb gononHutensHO BktodeHa ¢ 15 noHa 2018 roga ®enepaneHbiv 3akoHoM 0T 4 mioHa 2018 rona N 140-93)

5. OcHOBaHMEM [ns OTKa3a B TrOCYAapCTBEHHOW perucTpauuu rfekapCTBEHHOrO npenapata Ansi BeTepuHapHOro
NPUMEHEHUSA SBNSIETCA 3aK/toMeHMe YNOMHOMOYEHHOTO (heeparnibHOro opraHa UCMOMHUTENBHOM BNAcTM O TOM, YTO Ka4ecTBO U
(Mnn) adhpeKTUBHOCTbL PErMCTPUPYEMOrO JIEKAapCTBEHHOMO MpenapaTta Ansi BETEPMHAPHOIO MPUMEHEHUS HE NMOATBEPXAEHbI
Nony4YeHHbIMW LaHHBIMW WM YTO PUCK MPUYMHEHWUS Bpeda 340pOBbI0 XXMBOTHOIMO BCINEACTBME MNpuema JfekapCTBEHHOMO
npenapata Ansi BETEPUHAPHOro MpPUMEHEHUs npeBblwaeT 3PPEKTUBHOCTb €ro MNMPUMEHEHMUs, OTKa3 YMNOMHOMOYEHHOro
doeiepanbHOro opraHa WCMOSHUTENbHOW BNacTM B Bblgave 3akrio4YeHust O COOTBETCTBMM MPOU3BOAUTENST NEKAapPCTBEHHbLIX
cpencTB TpeboBaHMAM NpaBun Hagnexalleh MNPOU3BOACTBEHHOW MPaKTUKM AN KaXaoW NpoM3BOACTBEHHOMW NNoOLLaaKu
PErMCTPUPYEMOrO  fIeKapCTBEHHOIO Mpenapata [AOns  BeTepMHapHOro MNpUMEHeHUs B CryYae, €ecriv  NpPOW3BOACTBO
nekapcTBEHHOro npenapara Ans BeTepMHapHOro NpuMMEeHeHMs OcyLLecTBRsieTcs 3a npegenamm Poccuiickon depepaumm, unm
OTCYTCTBME TAKOro 3aKIoYeHUs.

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

KommeHTapun k ctatbe 27

CTATbA 27_1. BSBAUMO3AMEHAEMOCTb JIEKAPCTBEHHbIX NMPENAPATOB AnA MEOULMHCKOIO
NMPUMEHEHUA

1. B3anmMo3aMeHsIeMOCTb NTEKAPCTBEHHbIX NMpenapaToB Anst MEQULIMHCKOTO NMPMMEHEHUS ONpeaensieTcs YNoHOMOYEHHbIM
denepanbHbIM  OpPraHOM  MCMOSNHUTENBHOM BracTW, OCYLUECTBSIOWMM FOCYAAPCTBEHHYIO PErucTpauuio NeKapCTBEHHbIX
npenapaToB Ansi MeauLMHCKOrO NMPUMEHEHUs, B paMKax O4HOMO MeXAyHapOA4HOro HEMaTEHTOBAHHOIO (MU XMMUYECKOro, UMK
rpynnMpoOBOYHOIO) HaMMEHOBAHUSI Ha OCHOBE  3aKMYEeHUS] KOMUCCUM  OKCMEPTOB  SKCTMEPTHOMO  ydpexaeHuwss o
B3aVMO3aMEHSIEMOCTN JIEKapCTBEHHOro npenapaTta Ans MEeQUUMHCKOrO NpuMMeHeHnst nnbo o TOM, YTO JieKapCTBEHHbIN
npenapaT Anst MEQULMHCKOrO NMPUMEHEHMUS! He SBNSIETCA B3aMmo3ameHsieMbiM. [opsaaok onpeneneHnsi B3anmMo3aMeHsieMoCTH
neKapCTBEHHbIX MpenapaToB AN MEAULMHCKOTO MpPUMEHEHUs U copMa 3aKmYeHUst KOMUCCUM 9KCMEepPTOB 3KCMEPTHOro
yyYpexneHnss o B3aMMO3aMEHSIEMOCTU JeKapCTBEHHbIX NpenapatoB AN MeOUUMHCKOro NpuMeHeHust nnbo o ToMm, 4To
neKapcTBeHHbI npenapat Ans  MeaWLMHCKOrO MNPUMEHEHWUs He SBMSEeTcs B3aMMO3aMEHSIEMbIM, YCTaHaBMNMBaKTCS
degepanbHbiM  OpraHoOM  UCMOMHWUTENbHOW  BRacTW, OCYLLECTBASIOWMUM  (YHKUMM MO  BbipaboTke W peanusauuu
rocyfapCTBEHHON MOMUTMKUM WM HOPMATWBHO-NPABOBOMY PErFYNMPOBaHWUI0 B cdepe 34paBOOXPaHEHWsl, MO COrMacoBaHWUO ¢
denepanbHbIM - OpraHOM  UCMOSIHUTENBHOW  BRAcTW, OCYLLECTBNSIOWMM  (BYHKLMM MO NULEH3MPOBaHMIO MNPOU3BOACTBA
neKapCTBEHHbIX CPEACTB.
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(Yactb B pegakuun, BBegeHHon B gencteme ¢ 1 aHBapsa 2024 rona PenepanbHbiM 3akoHOM oT 19 okTabpa 2023 roaa N
503-03. - Cm. NpeablAyLLYI0 PeAaKLmIo)

2. Komuceust akenepToB 3KCNEPTHOMO YYPEXAEHMS aeT 3aKnioyeHne 0 B3aMMO3aMeHSIEMOCTY feKapCTBEHHOIO Npenapara
ANs MeauLMHCKOro NpUMEHeHNst MMbo O TOM, YTO feKapCTBEHHbIN npenapaTt Ans MeAWULMHCKOrO NPUMEHEHUs1 He SIBNsieTcsl
B3anMO3aMeHsieMbIM, HA OCHOBaHUW CrieyloLnxX KpUuTepues (XapakTepucTyK):

1) 9kBMBanNeHTHOCTb (gns  OuoaHanoroBbix (6MONOOOOHBLIX) NEKaApCTBEHHbIX MpenapaTtoB (OuoaHanoroB) -
COMOCTaBUMOCTb) Ka4YeCTBEHHBIX M KOMMYECTBEHHbIX XapakTepUCTUK dhapMaLeBTUYECKUX CyOCTaHLMI UM CONOCTaBMMOCTb
aHTUreHHOro cocTasa BaKUWH. cnonb3oBaHme pasnuyHbIX conemn, amnpoB, KOMMEKCOB, N30MEPOB, KpUcTannnieckux opm m
ApyrMx MpOU3BOAHbLIX OAHOMO M TOr0 Xe [AEWCTBYHLIEro BellecTBa He $SBMASETCa NpensTcTBUMEM ANS onpeaerneHus
B3aMMO3aMeHAEeMOCTU NeKapCTBEHHbIX MNpenapaToB, €ecrnv npuv NpoBedeHUun uccrefoBaHus  OGUO3KBMBANEHTHOCTU
nekapcTBEHHOro npenapara unuM uccrnegoBaHus TepaneBTUYECKOW 3KBUBANEHTHOCTWU MeKapCTBEHHOrO npenapaTta AokasaHo
OTCYTCTBUE KIMUHUYECKN 3HAYUMBbIX pasnuunii papMakoKMHETUKN K (Mnun) adhdekTUBHOCTM 1 6e30nacHOCTU neKkapCTBEHHOMO
npenaparta Ans MeauLMHCKOro NpUMeHeHNs;

2) 9KBMBASIEHTHOCTb NEeKapCTBEHHON (hopMbl. Mof SKBMBaNEHTHBIMU NEKAPCTBEHHLIMU (hOpMaMy MOHUMAIOTCS pasHble
nekapcTBeHHble hOPMbl, UMetoLLME OAMHaKoBble CMocoG BBeAEHMS U cnocob NpuUMeHeHusi, obnagatolime ConocTaBUMbIMM
(hapMaKOKMHETUYECKMUN XapaKTepUCTMKaMn M hapMaKkoriorMyeckum [OencTBreM UM obecnedvBaioliMe Takke LOCTUXKEHWeE
HeobXxoauMoro KrvHu4eckoro adpdgekta. Pasnuums nekapcTBeHHbIX (POPM He SABMSIOTCS NPensTcTBUEM ANs onpepeneHusi
B3aMMO3aMEHSIEMOCTU  JIEKAPCTBEHHbIX MpenapatoB, ecrnv Npu  MpOBedeHWU UccriejoBaHus  OUMO3KBMBANIEHTHOCTU
neKapCTBEHHOro npenapaTta WUiu WUCCNeaoBaHns TepaneBTUHECKON 3KBMBANEHTHOCTM JIeKapCTBEHHOMo Mnpenaparta [AoKasaHo
OTCYTCTBUE KIMHUYECKN 3HAYMMbIX Pasnuumin hapMakoKUHETUKU U (Mnn) 3pEKTUBHOCTU U GE30MACHOCTU NEKApPCTBEHHOIO
npenapata ansi MeauLMHCKOro NpUMEHEHUS;

3) 9KBMBANEHTHOCTb WM COMOCTABMMOCTb COCTaBa BCMOMOraTerbHbIX BELIECTB JIEKAapCTBEHHOro Mpenapara Aans
MEeOUUUHCKOrO MpuMeHeHus. Pasnmuna coctaBa BCrOMOraTenbHbIX BeELLEeCTB NEeKapCTBEHHOro npenapaTta He SBMsTCA
npensTCTBMEM ONS onpederneHns B3anMo3amMeHAEeMOCTWN NeKapCTBEHHbIX NpenaparToB, ecrniv Npu nposedeHnn nccrnegoBaHus
OUO3KBUBANEHTHOCTW NEKAPCTBEHHOIO Npenaparta WM UccrefoBaHus TepaneBTUYECKON 3KBUBANEHTHOCTU NEKapCTBEHHOMO
npenapata [OKa3aHO OTCYTCTBME KIMHUYECKM 3HAYUMMbIX PasnMyunin  papMakokMHETUKU U (Mnn) 3dPEeKTUBHOCTM U
6e30nacHOCTN NeKkapcTBEHHOro npenaparta Ans MeauUMHCKOro npuMeHeHus. Mpu HanMumm KNUHUYECKM 3HaYMMBbIX pasnuyni
hapMakoKMHETUKM U (Mnn) adPPEKTUBHOCTU U Be30NacHOCTM fekapCTBEHHOro npenaparta Ang MeauLMHCKOro npuMeHeHus
B3auMMO3aMeHAeMOCTb OnpeaenseTcs ¢ ykasaHneM Ha UCKMYeHne OTAeNbHbIX rpynn NauneHToB;

4) ngeHTN4YHOCTb cnocoba BBeAeHUSA 1 cnocoba NpMMeEHEeHUs;

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

3. OnpegeneHne B3aMMO3aMEHSIEMOCTU BOCMPOU3BEOEHHbIX JIEKAPCTBEHHbLIX MNpenapatoB Ans  MeAMLMHCKOro
NpYMeHeHWs1, yka3aHHbIXx B Yactu 10 ctatbu 18 HacTosulero denepanbHOro 3akoHa, ocyllecTBnseTca 6e3 HeobxoanmocTu
JokasaTenbCTBa X BUOIKBMBANEHTHOCTU.

4. OcobeHHOCTM onpeaeneHnst B3aMMo3aMeHSIeMOCTM OMONMOrMYeckMX NeKapCTBEHHbIX MpenapatoB, KOMOMHMPOBAHHbLIX
nekapcTBEHHbIX NpenapaToB (coAepXallmx KOMOMHaUMIO AByX 1 Bonee OeNCTBYHOLMX BELLECTB), NEKAPCTBEHHbIX NpenapaTtos
ANa napeHTepanbHOro NUTaHUs M HeQO3UPOBaHHbLIX JIeKapCTBEHHbIX NpenapaToB ycTaHasnueBalTca dedepanbHbIM OpraHoM
WCMOMHUTENBHOW BNacTh, OCYLLEeCTBRAAIOWMM ¢yHKUMM NO BbIpaboTke W peanu3auum rocyaapCTBEHHOW MONMUTUKU U
HOPMaTMBHO-NPABOBOMY perynMpoBaHnio B cdepe 30paBOOXpaHEeHUsd, MO CcorfacoBaHuio ¢  deaepanbHblM - OpraHom
NCMNONHUTENBHOM BNAcTU, OCYLLECTBASIOLWNUM OYHKLMM MO NIMLEH3MPOBaHMIO NPON3BOACTBA NIEKAPCTBEHHbIX CPEACTB.

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

5. Onpe/:l,eneHme B3anMo3aMeHAEMOCTN HE OCYLUECTBNAETCA B OTHOLUEHUN NEeKapPCTBEHHbIX paCTUTElbHbIX npenapartos,
romeonaTtn4ecKknx nekapCTBeHHbIX npenapartos.

6. dopmMupoBaHME NepeyHs B3aMMO3aMeHSIEMbIX FEeKapCTBEHHbIX MpenapaToB Ans MeaWLUMHCKOTO MNpUMeHeHWUs!
OCYLLECTBINSETCS 3KCMEPTHBIM YYpeXaeHEM NOCPEACTBOM 0ObeAMHEHUS NEKAPCTBEHHBIX NpenapaToB B OTAeNbHbIE Fpynrbl, B
KaX[0 13 KOTOPLIX NleKapCTBEHHbIE NpenapaThl SBMSTCA B3auMO3aMeHSAEMbIMU.
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7. B cnyyae BKNOYEHMS B MHCTPYKUUIO MO MEAMLMHCKOMY MPUMEHEHUIO NMEKApCTBEHHOrO npenapaTta Ha OCHOBaHUM
pesynsTaTtoB COOTBETCTBYIOLIMX WCCNeAoBaHWMN MOKa3aHUM OMis NPUMEHEHMWsl, KOTOpble OTNMYaloTCs OT MoKasaHwh ans
nNpUMEeHeHUs OpYrux nekapCTBeHHbIX MpenapatoB M3 rpynnbl B3auMo3aMeHsAeMblX NeKapCTBEHHbIX npenapaToB, B nepevHe
B3aUMO3aMEHSAEMbIX NEKapCTBEHHbBIX NpenapaToB AN MEAMLUHCKOrO NPUMEHEHNsT OOIMKHa ObITb yKasaHa COOTBETCTBYHOLLAs
WMHopmaums.

8. T[lepeyvyeHb B3anMO3aMeHSAEMbIX JIEKAPCTBEHHbIX npenapaTtoB Ans MEAULUMHCKOro MNPUMEHEHUs pa3MellaeTcsd
YNONTHOMOYEHHbLIM hefeparnbHbiM OpraHoOM WCMOMHUTENBHOW BMAACTWU, OCYLLECTBASIOWMM FOCYAapCTBEHHYIO perncrpaumio
NeKapCTBEHHbIX npenapaTtoB Af8 MeAUUMHCKOro MNPUMEHEHMsl, Ha cBoeM odwuumanbHoM cante B cetn "WMHTepHet".
MHdopmauus B nepeyHe B3aMMO3aMeEHSIEMbIX FEKApPCTBEHHbIX MpenapaTtoB Ans MeOULUHCKOro MpUMeHeHUsi oGHoBnsieTcs
yKasaHHbIM hefgeparnbHbiM  OpraHOM WCMOMHUTENBHOW BlaCcTU C YYETOM HOBbIX 3aperncTpypoBaHHbIX fEeKapCTBEHHbIX
npenapaTtoB NS MEOULMHCKOIO MPUMEHEHUS U BHECEHHbIX M3MEHEHUN B AOKYMEHTbI, coaepKallMecs B PerncrpaumoHHbIX
A0Cbe Ha 3aperncTpmpoBaHHbIE NIEKapCTBEHHbIE NpenapaThl ANd MeaNLMHCKOro NpUMEHEHMS.

9. lMopsagok Mcnonb3oBaHUA MHGOPMaLMM O B3aMMO3aMEHSIEMbIX JEKAPCTBEHHbIX Mpenapatax Ans MeAMLMHCKOro
NPUMEHEHNST MU MNOPSAOK [[avyM pasbsACHEHUA MO BOMpPOCaM B3aMMO3aMEHSEMOCTU JIEKAPCTBEHHbIX MpenapartoB Anis
MEOVLMHCKOrO NPUMEHEHNS yCTaHaBNMBaTCa dyeaeparnbHbIM OPraHOM UCMOMHUTENBHOM BNACTW, OCYLLECTBASIOLNM OYHKLUN
no BbipaboTke ” peanu3auum rocygapCTBEHHOMW MNOMAUTMKM U HOPMAaTMBHO-MPABOBOMY perynupoBaHuio B cdepe
30,paBOOXPaHEHNs, MO COrnacoBaHMio € degepanbHbIM OpraHOM MCMONHUTENBLHOW BRACTW, OCYLLUECTBSIOWNMM OYHKUMM MO
NNLUEH3MPOBAHMIO NPON3BOACTBA JIEKAPCTBEHHLIX CPEACTB.

(Yactb B pegakuun, BBegeHHon B gencteme ¢ 1 aHBaps 2024 rona PenepanbHbiM 3akoHOM OT 19 okTabpsa 2023 rona N
503-®3. - Cm. npeablayLLyio peaakLuio)

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

KommeHTapun k ctatbe 27 1

CTATbA 28. PETUCTPALUUMOHHOE YOOCTOBEPEHUE NNEKAPCTBEHHOI'O NMPEMNAPATA

1. PernctpaumMoHHOe yOOCTOBEpPEHWE FeKapCTBEHHOro npenapata C ykasaHUMeM JiekapCTBEHHbIX (POpM U [03UPOBOK
BblgaeTcsl 6eCCpPoYHO, 3a UCKMIOYEHWEM PErMCTPaLMOHHOMO YAOCTOBEPEHUsSI NMEKAPCTBEHHOIO Mnpenapara, BblAaBaeMoro co
CpOKOM [EeNCTBUS NSATh NET, Ha BNepBble pernctpupyemoie B Poccuiickon ®egepauum nekapcTBeHHbIe npenapars.

2. o wucreveHumn YKa3aHHOIo B 4actu 1 HacTosuwler cTaTbM CpoOKa BblAaeTcs 6eccpquoe perncrtpaymoHHoe
yaoocToBepeHune nekapCTBeHHOro npenaparta npu ycrnosun noareepXxXaeHua ero rocynapCTBeHHon perncrpaumn.

3. B cnyyae BHeceHus B cooTBeTcTBUM co cTatbamu 30 M 31 HacTosulero PenepanbHOro 3akoHa WM3MEHEHUN B
cofepxalimecs B permcTpauuoHHOM A0Cbe Ha 3aperMcTpuMpoBaHHbIN NeKapCTBEHHbIN npenapaTt AOKYMEHTbI, 3aTparnsatoLmnx
CcBeOeHNd, OTpaXeHHble B PEerMcTpauuoHHOM YAOCTOBEPEHMM NEeKapCTBEHHOrO npenaparta, YNoNHOMOYEHHbIM deaepanbHbii
opraH UCNOMHUTENBLHOM BiacTu BbiAAET HOBOE PErncrpaumMoHHOe YOOCTOBEpPEHME fieKapCTBEHHOro npenapata, cogepallee
BHECEHHbIE B HEMO N3MEHEHMSI.

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

4. B cny4ae yTpaTbl UM NOBPEXAEHUSA PErMCTPALMOHHOMO YO0CTOBEPEHUSA NIEKAPCTBEHHOrO npenaparta no 3asiBfeHnto B
NUCbMEHHOW dopMe [fepXaTena wunu Bnagenbua PerncTpaumMoHHOrO YAOCTOBEPEHUS IEKApCTBEHHOrO Mpenapara wunu
YNOSTHOMOYEHHOIO MMW OPYroro puanyecKoro nuua o Bblgade gybnvkara permcTpaunmoHHOro yaqoCcToBEPEHUS NEKapCTBEHHOMO
npenapaTta ynorHOMOYEHHLIN dheaeparnbHbIi OpraH UCNOMHUTENBHOM BNacTU B CPOK, HE MpeBbILlaloLWLmMi AecaTn pabodnx gHen
CO [HA MOCTYNIfeHus 3asBfeHus, BblgaeT AyOnukar perncrpaumMoHHOrO YOOCTOBEPEHUSI NEKapCTBEHHOro npenapata. 3a
Bblaavy oybnukaTta perncTpaurMoHHOrO yAOCTOBEPEHUST NTEKAPCTBEHHOIO Npenapara B3MMaeTCsl rocy4apCcTBEHHas NoOLUfvMHa B
COOTBETCTBUM C 3aKoHoAaTeNbLCTBOM Poccuiickon Pegepauum o Hanorax u coopax.

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

KommeHTapun k ctatbe 28

CTATbA 29. NOATBEPXXAEHWE FOCYOAPCTBEHHOW PETMCTPALIMM NNIEKAPCTBEHHOIO NPEMAPATA
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1. TlogTBepkOeHne TroCyAapCTBEHHOW perucTpaumMm JekapCTBEHHOro npenapaTta  OCYLEeCTBAsieTCs npu  Bblgadve
6ecCcpoYHOro perucTpaLMoHHOrO YOOCTOBEPEHUS FIEKAapCTBEHHOINO Mpenapara B Cryvae, ykasaHHOM B YacTu 2 cratbu 28
HacTodulero ®denepanbHOro 3akoHa, B CPOK, He MpEeBbIAWMA LWeCcTnaecsaTn pabounx [OHEW CO [OHSA  MNOMyYeHus
COOTBETCTBYIOLLUMM YNOMHOMOYEHHbIM befepanbHbiM  OpraHOM  UCMOMHUTENbHOM BNacTu 3asdBfeHns O NoATBEepXAeHUU
rocygapCcTBeHHOW perucrpaumMmM nekapcTBeHHOro npenaparta. He ocyulectBnsgeTca noaTBepXAeHWe rocygapCcTBEHHON
peructpauum B OTHOLLEHUW NEKapCTBEHHOro npenapata, He Haxoguslierocs B obOpauwieHun B Poccunckon depepaumm B
TeyeHVe Tpex u bomnee neT, a Takke B OTHOLLEHWM NEKapCTBEHHONO CPEACTBA, NPOM3BEAEHHOMO C HapylleHneM TpeboBaHus,
YCTaHOBMNEHHOro YacTbto 3_7 cratbu 71 HacTodulero deaepanbHOro 3akoHa.

2. 3asiBneHve O NOATBEPXAEHUWN TOCYAAPCTBEHHOW perncrTpauum nekapCTBEHHOrO npenapata Ans MeAULMHCKOro
NPUMEHEeHNs NpeacTaBnsAeTCcs B COOTBETCTBYHOLLMIA YNONTHOMOYEHHbIN heaeparnbHbIi opraH UCMOSTHUTENBHOW BNAacTu He paHee
YeM 3a CTO BOCEMbAECHAT AHEN OO NUCTEYEHUsI CpoKa AeACTBUSI PEMMCTPALMOHHONO YOOCTOBEPEHUSI NeKapCTBEHHOTO Npenapara
AN MeQULMHCKOrO NPUMEHEHNS.

(Yactb B pegakuun, BeegeHHon B aencteme ¢ 13 aBrycta 2019 roga ®eaepanbHbiM 3akoHoM oT 2 asrycta 2019 roaa N
297-®3. - CM. NpeablayLLYI0 PeAAKLN)

2_1. 3agdBneHve O NOATBEPXOEHWU rOCYAapCTBEHHOW perncrpauuy fekapcTBEHHOro npenapara ans BeTepuHapHOro
NPUMeEHeHNs NpeacTaBnAeTCca B COOTBETCTBYIOLLMIA YNOSTHOMOYEHHbIN doefepanbHbI OpraH UCNOMHUTENBHOM BIacTn He paHee
YeM 3a CTO BOCEMbAECAT AHEN OO0 NCTEYEHUsI CpoKa AeACTBUSI perncTpaLmoHHOro yaoCTOBEPEHNSI MeKapCTBEHHOTO npenapara
ONs BETePMHAPHOTrO NPUMEHEHMUS U He MO3AHEee OKOHYaHWS CPOKa ero OencTBuS.

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

3. lMNoateBepxaeHue rocyaapCTBEHHOW perncTpauum nekapCTBEHHOrO Mpenapata OCYLUEeCTBNSETCs Mo  pesynbraram
3KCMEepTU3bl OTHOLLEHMST OXUAAEMON MOMNb3bl K BO3MOXHOMY PUCKY MPUMEHEHMS NEKapCTBEHHOrO mpenapata Ha OCHOBaHUM
pes3ynbTaToB MOHUTOPUHra 3cdeKTUBHOCTU M BEe30MacHOCTM NEKapCTBEHHOrO npenapara, NPOBOAMMOrO AepxaTenem unv
BNafenbLeM perucTpaumoHHOrO YOOCTOBEPEHUSI NEKApCTBEHHOrO npenaparta nMbo YNOMHOMOYEHHbIM UMW HOPUANYECKUM
NMLIOM, a TakKe COOTBETCTBYHLUMM YMONHOMOYEHHBIM dhefepanbHbiM OPraHOM MCMOSHUTENBHOW BracT B COOTBETCTBUM C
TpeboBaHMAMU cTaTbk 64 HacTosulero PenepanbHOro 3akoHa.

4. K 3asiBNeHnt0 O MOATBEPXOEHWM FOCYOApPCTBEHHOW perucTpaumv NekapcTBEHHOro npenapata Aans MeauLMHCKOro
NPUMEHEHWS NpunararTcs:

1) BOKYMEHTbI, coaepallme pesynbsraTbl MOHUTOPUHIa 3pEKTMBHOCTU U BE30MaCcHOCTY NIEKapCTBEHHOrO Npenaparta Ans
MEOMLIMHCKOrO  MPUMEHEHWUsl, NpPOBEAEHHOro  gepXkaTenem wnvM  BrRagenbUeM  PerncTpauvoHHOro  yAOCTOBEPEHMS
nekapcTBEHHOro npenapata Ans MeauUMHCKOro NpUMeEHeHUst NMMBOo YNorTHOMOYEHHBIM UM HOPUANYECKMM NMLOM, Mo dopme,
YTBEPXXAEHHOW YNONMHOMOYEHHbIM dheeparibHbiM OpraHoM UCMOMHUTENBHOW BNacTy;

2) cBeaeHust o gaTe npenocTaBreHnsl U perncTpaumoHHOM HOMepe NIMLEH3UN Ha NPOM3BOACTBO NIEKAPCTBEHHbLIX CPEACTB
UNN cBedeHWss O aaTe NpedoCTaBneHUss U PernmcTpauvMoHHOM HOMeEpe 3akK/oMeHUsl O COOTBETCTBUM Mpou3BOAUTENS
nekapcTBeHHbIX cpeacTB TpeboBaHWsAM  MpaBuil  Hagnexawen MNpou3BOACTBEHHOM  NPaKTUKW,  NPeaocTaBneHHbIX
YMONMHOMOYEHHbIM  begepanbHbiM  OPraHOM  UCMONHUTENbHOW BMacTM B OTHOLEHWM NPOU3BOACTBEHHOW MNIIOLLAAKA
rNeKapcTBEHHOro npenapara O MeauULMHCKOro MpPUMMEHEHUs!, focyqapCTBEeHHas permcTpaums KOToporo NoaTBEpP)XOaeTcsl B
cnyyae, ecnv NpOW3BOACTBO JIEKAPCTBEHHOrO MnpenapaTta Ans MeguUMHCKOro NpUMeHeHus ocyllecTensieTcs B Poccuiickon
denepaumuy;

(MyHkT B pepakuun, BBeaeHHoW B gerictene ¢ 1 sHBaps 2021 roga ®enepanbHbiM 3akoHOM OT 27 nekabpa 2019 roga N
478-®3. - CM. NpeablAyLLYI0 PeAaKLmIo)

3) konuMa nNpegoCTaBMneHHOW YMONMHOMOYEHHBIM OpPraHOM CTpaHbl MPOWM3BOAMTENS JNULEH3UM Ha NPOU3BOACTBO
nekapcTBEHHOrO npenaparta A MeQULMHCKOTO NPUMEHEHUSI U ee NepPeBo Ha PYCCKUI A3blK, 3aBEPEHHbIE B YCTAHOBNEHHOM
nopsiake, a TakkKe KOMus 3aKMYeHWst O COOTBETCTBMM MPOU3BOAUTENS NEKapCTBEHHbIX CPeacTB TpeboBaHWsM npaBun
Haanexallern NpoM3BOACTBEHHOM NPaKTUKK, BblAAHHOTO YMONIHOMOYEHHbLIM ddefeparnbHbIM OpraHoOM UCMOMHUTENBHOWM BracTu B
OTHOLLUEHUN MPOU3BOACTBEHHOW MIOWaAKM NeKapCTBEHHOrO npenaparta Ans MeAUMLUMHCKOro NMpUMEHEHUsl, rocynapCTBeHHast
perucTpaunsi KOToporo MOATBEPXKAAETCS, UMM KOMUS PeLUeHUst YMNoNHOMOYEHHOro dedeparnbHOro opraHa WMCMONHUTENBbHOM
BMacTM O TMNPOBEAEHUN WHCNEKTUPOBAHMS MPOM3BOAUTENS JIEKAPCTBEHHbIX CPEeAcTB B Criyyae, €cnv  MpOW3BOACTBO
nekapcTBEHHOrO npenapara Ans MeanuMHCKOro NpMMeHeHUs OCyLLLEeCTBISIETCS 3a Npeaenamu Poccuiickon depepaumu.

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

(Yactb B pepakumn, BBegeHHon B genctene ¢ 15 uoHa 2018 roga PenepanbHbiM 3akoHOM OT 4 mioHa 2018 roga N 140-
®3. - Cm. npeapiayLLyo PeAAKLMI)
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4 1. B oOTHOWeEHMM OMOMNOrM4YecKkUX FeKapCTBEHHbIX MpenapaTtoB AN MEAMUWHCKOrO MNpUMEHEHUs 3asiBUTENb
OOMOMHUTENBHO NPeACTaBnsieT pesynbraTtbl MEPONPUATUIA, NPeayCMOTPEHHbIX NIIaHOM YMpaBreHUst puckamMu, yTBepPXOeHHbIM
YMONMHOMOYEHHbIM hefepanbHbiM OpraHoM UCMONMHUTENBHOW BNacTh NP OCYLLECTBIEHUM TOCYAapCTBEHHOW perncrpauum
neKkapCcTBEHHOro npenaparta Ans MeanuMHCKOro NpMMeEHEHUs.

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

4 2. K 3asBneHno 0 NoaTBEPXAEHUN TOCYAAPCTBEHHOW perncrpauuy nekapCTBEHHOrO npenapata LS BETepUHaApHOro
NPYMEHEHUST MpuUnaralTcs OOKYMEHThl, CoAaepXalive pesynbTaTbl MOHUTOpUMHra 3ddeKTUBHOCTM U Be3onacHOCTU
NeKkapcTBEHHOro npenapata [AOnsl  BETEPUHAPHOrO  MPUMEHEHMs, MNPOBOAMMOrO  AepXxatenem uWnvM  Bnagenbuem
PErMcTpaLnoHHOro YOOCTOBEPEHUS NTEKAPCTBEHHOIO Npenapara Ansi BEeTepUHapHOro NpUMeHeHnst Mo ynorHOMOYEHHbIM UM
ropuanYECKMM NULOM, No dopMe, YTBEPXKOEHHOW YMNONMHOMOYEHHbIM defeparnibHbiM OpraHOM WCMOMHUTENLHOW BRacTu, U
OOKYMEHTbI, YyKasaHHble B nyHkTax 1, 2-2_2, nognyHktax "a", "6", "k", "n" nyHkta 4 4actm 3 crtatbu 17 HacTosulero
®denepanbHoro 3akoHa. B oTHOLIEHMM MMMYHOBMONOMMYECKUX FIEKapCTBEHHbIX NpenapaToB A1 BETEPUHAPHOIO MPUMEHEHUSA
He NPeACTaBnATCH CBeOeHUS, yKasdaHHble B noanyHkTe "k" nyHkTa 4 yactn 3 ctatbun 17 HacTodulero PeaepansHoro 3akoHa. B
OTHOLLEHUWN NEKapCTBEHHbIX NPenapaToB AN BETEPMHAPHOrO NPUMEHEHUS, MOMYYEHHbIX C NPUMEHEHNEM FE€HHO-UHXEHEPHO-
MOOVMULNPOBAHHBIX OPraHU3MOB WNN  COAEPXKALUMX TaKMe OpraHu3mbl, OOMOMHUTENBHO NPEACTaBnATCA CBEAEHMS,
yKa3aHHble B NyHkTe 13 yactu 3 ctatbun 17 HacToswero PenepanbHOro 3akoHa.

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

NREeAbIAYLLYI0 PeAaKLMIo)

4 3. 3asBuTenb BnpasBe NpeacTaBUTb C 3asiBNIEHNEM O MOATBEPXKAEHWUM rOCYLAPCTBEHHOW perncTpaunm nekapcTBEHHOro
npenapata Konui AOKYMEHTa, NOATBEPXAAILLEro ynnaTy rocyaapCTBEHHOW MOLUNUHBI 3a NOATBEPXAEHWE rOCyaapCTBEHHOMN
pervcTpaumnM nekapcTBEHHOrO npernapara, a Takke BbldaBaeMble (MpefocTaBnsieMble) YNONMHOMOYEHHbIMU denepanbHbIMy
opraHamu UCMONHUTENBHOW BNacTu AOKYMEHThI (CBeAEeHUS), yKadaHHble B MyHKTax 2 1 3 yactun 4 HacTosdulen crateu. B criyyae
UX HEeNnpeacTaBMneHUs: YNonHOMOYEHHbIN deaeparnbHbIi OpraH UCMONMHUTENBHOW BNAacTy 3anpalluBaeT yKasdaHHble JOKYMEHTHI
(cBeaeHus) B nopsiake MeXBeAOMCTBEHHOTO MHA)OPMAaLMOHHOTO B3aUMOAENCTBUS.

(Yactb gononHutensHo BkNkoYeHa ¢ 15 uoHa 2018 ropga PenepanbHbiM 3akoHoMm oT 4 umioHa 2018 rona N 140-93; B
penakumm, BeegeHHon B gencteme ¢ 1 aHBapsa 2021 roga PegepanbHbiM 3akoHOM OT 27 aekabpsa 2019 rona N 478-93. - Cwm.
npenplAyLWYyIo peaakLuio)

5. B TeueHue gecsaTv paboumx OHEN CO AHS MPUHSATUS 3asiBNEeHUs O MOATBEPXOEHWM rOCyAapCTBEHHOW perucTpaumu
neKapCcTBEHHOro npenapaTta M [OOKYMEHTOB, COAEepXKaluMX pesyrbraThl MOHWUTOPWHra 3EEKTUBHOCTM U Ge30nacHOCTM
neKkapCcTBEHHOro npenapara, NpoBOAMMOro AepXXaTeneM Unm BrnagenbLeM perMcTpauMoHHOro YaA0CTOBEPEHUS NIEKAPCTBEHHOMO
npenapara NGO YMNONHOMOYEHHbIM VMU OPUANYECKMM JIMLOM, YMNOMHOMOYEHHbIN (beaepanbHblil opraH UCMONMHUTENbHOW
BnacTu:

1) NpOBOAUT NPOBEPKY MONMHOTLI CBEAEHWIA, COAEPXKaLLMXCS B MPEACTaBIIEHHbIX 3asiBUTENEM JOKYMEHTAX;

2) NPUHMMAaET pelleHne O NpoBeAeHUM unu ob oTkase B NPOBEAEHUM 3KCMEpPTU3bl OTHOLIEHWUSI OXWUOAEMOW MOosb3bl K
BO3MOXXHOMY PWCKY NMPUMEHEHWS NeKapCTBEHHOrO Mpenapara Ha OCHOBaHWW PesynbTaToB MOHUTOPUHIa 3peKTUBHOCTU U
6e30nacHOCTM NeKkapCTBEHHOrO MpenapaTa, NPoBOAMMOrO AepXXaTenemM unu BrnagesrblemM perncTpaumMoHHOro YaAoCTOBEpPEeHUs!
riekapCTBEHHOro npenapaTta nMBo YNOMHOMOYEHHBIM MMWU  OpUOMYECKMM §NMUOM, a Takke deaeparnbHbiM  OpraHom
MCMOSHUTENBHOM BNacTh B COOTBETCTBUN C TpebGoBaHUSIMU cTaTbu 64 HacTosulero dPenepanbHOro 3akoHa;

3) yBegomnsieT B 3MEeKTPOHHOW hopMe UMM MUCbMEHHOW chopMe 3asiBUTENSI U 3KCMEPTHOE YYpeXAeHUe O MPUHSTOM
pelleHnn Nnbo B criydae NPUHATUS pelleHnst o6 oTkase B NPOBEAEHMMN SKCNEPTU3bl YKa3blBAaET NMPUYMHBLI TAKOro OTKasa.

6. B crnyyae BbISIBNEHUS HEOOCTOBEPHOCTU U (UMW) HEAOCTAaTOMHOCTM MHPOPMaLMK, coagepkalleica B NpeacTaBneHHbIX
3asiBUTENeM JOKYMEeHTaXx, YNONMHOMOYEHHbIN dheeparibHblii opraH UCMONHUTENIbHOW BNacTU HanpaenseT 3asBUTerto 3anpoc 06
YTOUHEHUM yKa3aHHOWM MHOopMaumMn. 3anpoc YNorHOMOYEHHOTO deepalibHOro opraHa UCMONMHUTENBHOW BACTU MOXET ObiTb
nepeaaH ynoriHOMOYeHHOMY NPEeACTaBUTESNIO 3asiBUTENS JIMYHO MO PacruUCKy, HanpaeneH no noyte 3akasHbiM MUCbMOM UIU
nepegaH B 3MEKTPOHHOW popmMe MO TerleKOMMYHMKaLMOHHLIM KaHanam cBsian. B cnyyae HanpaeneHuss 3anpoca
YMNOSTHOMOYEHHOTO (hefepanbHOro opraHa UCMOMHUTENBHOW BAacTK Mo NoyTe 3akasHbiM NMUCbMOM OH CHUTAETCS MOSTyYeHHbIM
MO UCTEYEHUM LIEeCTN AHeN C AaTbl HanpaBrieHWsl 3aKasHoro Ncbma.

7. 3asBuTenb 0b6s3aH NpefcTaBUTb OTBET Ha 3anpoc YNONMHOMOYEHHOro hegepanbHOro opraHa UCNonHUTENbLHON BNacTu B
CpOK, HE MPEBbLILWAKLWNA OeBsHOCTA paboymx OHEW Co OHSA ero nonyyeHus. Cpok, yKasaHHbI B YacTu 5 HacTosulen cTaTbM,
NpUOCTaHaBMNMBAETCH CO [HSA HanpaBrieHWs 3adBUTENIO 3anpoca YNonHOMOYEHHOro cheaepanbHOro opraHa MCMONMHUTENbHOM
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BMNacTM 00 AHA MOMyYeHUs WM COOTBETCTBYIOLIErO OTBETA WM HE Y4YMTHIBAETCH MPU WUCHUUCNEHWM CpOKa MOOTBEpPXKOEHUs
rocyaapCTBEHHOWM perncTpaumm nekapcTBeHHOro npenapara.

8. OcHoBaHveM p[ns oOTKasa B MNPOBEAEHUN 3KCMEPTM3bl OTHOLUEHUS OXUAAEMOW MOomb3bl K BO3MOXHOMY PUCKY
NPYMEHEHMST NEKapCTBEHHOro npenaparta SBMsieTCs npeAcTaBneHue [OKYMEHTOB, COAEPXalUMX pe3ynbraTbl MOHWUTOPUHIa
3pdeKTUBHOCTM U OE30MacCHOCTU FEKApCTBEHHOIO npenapata, UM (MnM) B OTHOLIEHWM OWMONMOrMyecKkux IeKapCTBEHHbIX
npenapaToB pe3ynbTaTOB OCYLIECTBMEHUS MeEPONpPUATUA B COOTBETCTBMU C NITAHOM YMpPaBeHUs puckamu, yTBEPXAEHHLIM
YMONMHOMOYEHHbIM dhefeparnbHbiM OpraHoOM WCMONMHUTENBHOW BNacTh NP OCYLLECTBIEHUM TOCYAapCTBEHHOW perncrpauum
NeKapcTBEHHOrO npenapata, B HeMnonHoMm obbeme, OTCyTCcTBME WMHAOpMauun, noaTeepxXaawwen cakt  ynnarbl
rocyAapCTBEHHOM MOLWNUHBI 33 MOATBEPXKAEHWE TOCYQAPCTBEHHOW perucTpauumn NekapcTBEHHOro npenapara, nmbo
HenpeacTaBrneHne 3asiBUTENEM B YCTAHOBMEHHbIA CPOK OTBETA Ha YyKasaHHbIi B YacTu 6 HacTosuleh craTbu 3anpoc
YMONIHOMOYEHHOro befepanbHOro opraHa WCMONMHUTENbHOW BRacTW, a Takke OTCYTCTBUME B YKa3aHHbIX [OOKYMEHTax
MHopMaLMK, KoTopast AoMmKHa ObITb B HUX OTpakeHa.

9. 3kcnepTnsa OTHOLIEHUS OXUAAEMON MNOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS fiekapCTBEHHOro npenapara B Lensx
NOATBEPXKOEHMSA rOCYAapCTBEHHON perncTpaummn nekapcTBEHHOro npenapara npoBoAUTCS KOMUCCUEN 3KCMEPTOB 3KCMEPTHOro
yupexneHus B Cpok, He NpeBbiLlatoLL i copoka pabounx gHen.

10. B cnyyae HegocTaTouMHOCTY NMpefCTaBMeHHbIX SKCMepPTy MaTepuarnoB ANs Aady 3akflovyeHusl aKkcrnepT obpalyaercs K
PYKOBOAWTENIO IKCMEPTHOTO Y4YpeXaeHusl O NpedocTaBrieHnM eMy HeoGXoauMMbIX MaTtepuanoB. PykoBoauTenb 9KCMEPTHOro
yypexaeHus obpallaeTcs ¢ COOTBETCTBYIOLLMM 3arpoCOM B YMOSTHOMOYEHHbIV (hefeparnbHblii opraH UCTOSNTHUTENBHONM BRacTu,
BblJaBLUWIA 3agaHWe Ha TNPOBEAEHUE SKCMEPTM3bl OTHOLUEHMS OXMOAeMOW Monb3bl K BO3MOXHOMY PUCKY MPUMEHEHUs!
rneKkapCTBEHHOrO Mpenapata Ha OCHOBaHWMU [OKYMEHTa, CoAep)kallero pesynbratbl MOHUTOPUHra 3pdeKTUBHOCTM W
Ge3onacHOCTV NekapcTBEHHOro npenaparta. B TeueHve nstm paboumx OHEN cO AHSA MOCTYMMeHWs 3anpoca pyKoBoauTens
SKCMEpPTHOro YYpEeXAEeHNUs yKasaHHbIM dedepanbHblii opraH WCMOMHUTENbHOW BracTW HanpasnseT 3asBUTEN0 3anpoc o
NnpeacTaBneHnn HeobXoaMMbIX MaTepuanoB, KOTOPbIA MOXeT ObiTb nepeaaH YNorHOMOYEHHOMY MPeACcTaBUTENIO 3asiBUTENS
NMYHO nNOA  pacnucKy, HamnpasneH Mo MoyTe 3akasHbiM MNWCbMOM WNU  MNepegaH B SNEeKTPOHHOW dopMe Mo
TENEKOMMYHUKALMOHHbIM KaHanam cBsisu. B cnyyae HanpaeneHus 3anpoca YnofHOMOYEHHOro deaepanbHOro opraHa
MCMOMHUTENbHOM BMAcTUM MO MNOoYTe 3aKasHbIM MUCbMOM OH CYMTAETCA MOMy4YeHHbIM MO UCTEYEeHWM LecTU AHel ¢ aarthl
HanpaeBneHus 3aKkasHoro NMcbma.

11. 3agsutenb 0b6a3aH NpeacTaBnTbL OTBET Ha 3anpoc YNONMHOMOYEHHOro hefepanbHOro opraHa UCMONMHUTENBHOW BNacTu
B CPOK, He MpeBbIAWUA LWecTnaecaTM pabounx AHen CO [AOHS MONyYeHUs yKasaHHOro 3anpoca. YMNOrHOMOYEHHbIN
depepanbHbIA OpraH UCMONMHUTENbHOW BRAacTW, BblAaBLUMA 3adaHue Ha NpoBeAeHWe 3KCNepTU3bl OTHOLUEHUS OXuAaemown
nonb3bl K BO3MOXHOMY PUCKY NPYMEHEHUS NekapCTBEHHOrO npenapaTta Ha OCHOBaHWUM AOKYMEHTa, coAepallero pesynbsraTbl
MOHUTOpPUHra 3dEeKTUBHOCTM M 6e3onacHOCTM NEeKapCTBEHHOro npenapaTta, B TevyeHWe nsaTu pabounx OHeW co AHA
NoCTynneHns OT 3asiBUTENsi OTBETa Ha 3anpoc YNOrHOMOYEHHOro defeparnbHOro opraHa UCMONHUTENBLHOM BNAacTu HanpasnseT
3TOT OTBET B 3KCMEPTHOE yupexaeHue. B cnyyae HenpeacTaBneHus No UCTEYEHUN LLECTUAECATN paboumnx OHen 3asiButenem
OTBETA Ha YKa3aHHbIN 3anpoc YMOSIHOMOYEHHbIN defepanbHbii OpraH MCMNOMHUTENBHOW BRacTW, BbigaBLUMA 3ajaHue Ha
NpoBeAEHNe IKCNEepPTU3bl OTHOLLEHNST OXMAAEMON MOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHMST NEKapCTBEHHOrO npenapara Ha
OCHOBaHWM [OKYMEHTa, cogepXallero pesynbraTbl MOHUTOPMHra 3QEKTUBHOCTM M ©E30nacHOCTU MeKapCTBEHHOMO
npenapata, B TeyeHuMe NATU pabounx OHel HanpaeBnsieT B 3KCMEPTHOE yupexaeHue YBEOOMIIeHWe O HenpencTaBreHuv
3asiBUTENEeM OTBEeTa Ha 3anpoc ykKasaHHOro opraHa. Bpemsi co OHS HanpaBneHus 3anpoca 3KCMepTHOro yypexaeHus B
YNONTHOMOYEHHbIN dheaepanbHbI opraH UCMOMHUTENBHON BracTM OO OHA NONyYeHUs SKCMepTHbIM yypexaeHnem oTBeTa Ha
3anpoc unu yBedoOMIEHUS O HenpeacTaBrneHMUM OTBETa Ha 3anpoc He y4uTbiBaeTCd Npu MCHUCIEHUM CpOKa npoBedeHust
3KCMNepTU3bl OTHOLUEHUSI OXMOAEeMOWN MoNb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NeKapCTBEHHOro npenapata Ha OCHOBaHWUK
OOKYMEHTa, cofepKallero pesynsraTbl MOHUTOPUHra apeKTMBHOCTU 1 6€30NacHOCTU NIEKAapCTBEHHOIO Npenapara.

12. B cpok, He npesBblwakowmi gecatn pabodmx OHen cO AHS MONyYeHWUs 3aKkroYeHUs KOMWUCCUM 3IKCMEpPTOB MO
pesynbrataMm 3KCNepTU3bl OTHOLUEHUS OXWUOAEMOMW NOfb3bl K BO3MOXHOMY PUCKY MPUMEHEHMS fieKapCTBEHHOrO npenapara,
COOTBETCTBYIOLLMI YNOITHOMOYEHHbIN befepanbHbI opraH UCMONMHUTENbHOW BNacTu:

1) OCYLLECTBNAET OUEHKY 3TOro 3akito4HeHuda ana onpeneneHna ero CoOoTBeTCTBuA 3adaHUi Ha npoBegeHune yKa3aHHOﬁ
9KCNepTu3bl;

2) NpUHUMAET peLleHne O NOATBEPXKAEHUW rocydapCTBEHHOW perucTpauuy nekapcTBeHHOro npenaparta unv ob oTkase B
NoATBEPXXOEHUM rOCYAapCTBEHHON perncTpaLum nekapcTBEHHOro npenapara;
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3) BHOCUT MpU MPUHATUN pPELLEHUS O MOATBEPXKAEHWM TFOoCyAapCTBEHHOW perncTpaumMu nekapcTBEHHOro npenapara
CcBefeHMs1 B TOCYAapCTBEHHbIN PEecTp NEeKapCTBEHHbIX CPEACTB W BbloaeT 3asBuTenio 6eccpoyHoe perncrpaumoHHoe
yOOCTOBEPEHWE NEKAPCTBEHHOTO npenapara.

13. OcHoBaHMeM Ons oTKasa B MOATBEPXAEHUWM roCy4apCTBEHHOW pPEerncrpauum rnekapcTBEHHOrO npenapara siBnsieTcs
3aKMYeHNe COOTBETCTBYIOLLENO YMOMHOMOYEHHOTO heaepanbHOro opraHa WCMOMHWUTENbHOW BMAcTu O TOM, 4YTO PUCK
NPUYMHEHNS Bpeda 300pPOBbI0 YenoBeka MMM XKMBOTHOMO BCNEACTBME MpuMemMa JeKapCTBEHHOro npenapata npeBbllaeT
3(pHEeKTUBHOCTb EF0 NPUMEHEHNS.

(Yactb B pegakunn, BBegeHHon B genctane ¢ 15 uoHa 2018 roga PenepansHbiM 3akoHOM OT 4 uioHda 2018 roga N 140-
®3. - CM. mpeabIAyLLY0 PEAAKLIMIO)

14. B nepvoa npoBegeHns npoueanypbl NOATBEPXKAEHUS rOCyAapCTBEHHOW perncrpaumm NekapcTBEHHOrO npenapara ero
obpalleHne B Poccuinckon deaepaumm He NpMocTaHaBNMBaeTCS.

15. JonyckaeTcs obpalleHne nekapCTBEHHbIX NpenaparToB 4O UCTEYEHUS CpoKa rOAHOCTM, NPOU3BEAEHHbIX B TEYEHME CTa
BOCbMWAECATU KaneH4apHbIX AHEeN nocne Aatbl NPUHATUSA YNONMHOMOYEHHbLIM dheaeparibHbIM OpraHOM UCMONMHUTENbHOM BNacTu
peLleHus 0 NoaTBepXXAeHUN rocyaapCTBEHHOW perncrpaumm, B COOTBETCTBMM C MHAOpMaUnen, cogepXallencsa B JOKYMeHTax
perncTpauUmoHHOro A0Cbe Ha NIEKapCTBEHHbIN Npenapar 40 AaTbl MPUHATUS TAKOro peLLEeHNS.

(Yactb B pemakuun, BBegeHHon B gencteme ¢ 13 aBrycta 2019 roga ®eanepanbHbiM 3akoHoM oT 2 aerycta 2019 roga N
297-®3. - CM. NpeablayLLYo PeAaKLn)

(Ctatbs B pegakumn, BBegeHHon B gencteue ¢ 1 sHeaps 2017 roga ®enepanbHbiM 3akoHOM OT 22 nekabps 2014 roga N
429-03. - CM. mpeablayLLY0 PEAAKLIMIO)

KommeHTapum k ctatbe 29

CTATbSA 30. BHECEHUE I/I3MEHﬁHI/II7I B IOKYMEHTbI, COOEPXALLUMECS B PETUCTPALIMOHHOM NOCBE
HA 3APETMCTPUPOBAHHbLIN NEKAPCTBEHHbIU NPEMNAPAT OnA MEOUUUHCKOIO NPMMEHEHUA

1. B uensx BHeceHUs U3MeHeHWU B OOKYMEHTbI, cogepXallMecs B permctpaumoHHOM [0Cbe Ha 3apermcTpupoBaHHbIN
nekapcTBEHHbIV MpenapaTt Ans MEeQULMHCKOTO MPUYMEHEHWS, AepXaTenb WnvM Bnagernel, perucTpalyoHHOro yOOCTOBEpPEHUS
NekapCTBEHHOrO npenapara Wnu ynorHOMOYeHHOE UM ApYroe puanyeckoe NuUo (danee B HACTOsILLEN cTaTbe - 3asBUTENb)
npencTaBnsieT B YNONHOMOYEHHbIV (hefeparnbHbli OpraH UCTMOMHUTENBHOWM BrAcTU 3asiBIEHNE O BHECEHUWN TakmMx U3MeHEeHUn
no ¢opme, YCTAHOBIIEHHOW YMOMHOMOYEHHbIM hefdeparnbHbIM OpraHOM WMCMONMHUTENbHOW BRacTW, U Npunaraemble K Hemy
N3MEHEHNS B YKa3aHHble JOKYMEHTbI, a Takke AOKYMEHThI, MOATBEPXKAALLME HEOOXOAUMOCTb BHECEHUS TAKUX U3MEHEHUA.

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

1_1. TNpn HeOOXOOMMOCTM BHECEHUNS B OOKYMEHTbI, CoAepXKallmecs B perMcTpaLMoHHOM 0OCbEe Ha 3aperncTpupoBaHHbIN
NneKkapcTBEHHbIN Npenapar AN MeAUUUHCKOro NpUMEHEHUS, U3MEHEHUI, YKa3aHHbIX B NyHKTE 3 YacTu 2 HACTOosLEeN CTaTb U
TpebyoWnx NPOBEAEHMS IKCNEpTM3bl KadeCcTBa JNEKApCTBEHHbIX CPEACTB, 3asdABMTENb [OOMOMHWUTENbHO NpPencTaBnsdeT B
YNOSTHOMOYEHHbIN doeeparnbHbIi OpraH WUCMNONMHUTENbHOW BNAacTW CBEAEHWUs O daTe NpenoCTaBfeHust U pPerncTpaumoHHOM
HOMepe NULEH3MM Ha NPON3BOACTBO NEKAPCTBEHHLIX CPEeACTB UMM CBEOEHWUs O AaTe MpPeaoCTaBMNeHUst U PerncTpaLmMoHHOM
HOMEepe 3aK/YeHUss O COOTBETCTBMM NPOU3BOAUTENS JIEeKApPCTBEHHbIX CpeacTB TpeboBaHMsM nNpaBwuil  Haanexaiwen
NPOVN3BOACTBEHHON NPaKTUKKN, BblAAHHBLIX YMOIHOMOYEHHbLIM hegeparnbHbIM OpraHoOM WCMOSHUTENBHOW BacTU B OTHOLLEHUU
W3MEHEHHOM 1 (UNKn) AONOMHEHHON NPOM3BOACTBEHHOM MIOLLAAKU NeKapCTBEHHOIO npenapara, B criydae, ecrnv npon3BoACTBO
nekapcTBEHHOro npenaparta ocyulecTensietca B Poccuiickon ®epnepaunm, nnbo cBegeHus O faTe NpeaoCTaBneHus wu
pervcTpaunoHHOM HOMEpe BbiAAHHOW (NPefoCTaBMEHHbIX) YNONTHOMOYEHHBIM OpPraHOM CTpaHbl MPOU3BOAUTENS NULEH3UN Ha
Npon3BOACTBO NEKAPCTBEHHOIO Npenaparta U ee nepeBo Ha PYCCKUNM A3blK, 3aBEPEHHbIE B YCTAHOBIIEHHOM MOPSAKE, a Takke
cBeOeHus o gate NpeaocTaBneHUst U permcTpaLnoHHOM HOMepPE 3aKMioHEHNUst O COOTBETCTBUMN NPOU3BOAUTENS NIEKAPCTBEHHbIX
cpencTtB TpeboBaHMAM MpaBun Hagnexalwlen NpPOM3BOACTBEHHOW MPAKTUKM, BbIGAHHOTO YMOMIHOMOYEHHBIM (heaepasibHbIM
OpraHoM WCMOMHUTENbHOW BracTM B OTHOLUEHUW W3MEHEHHOW W (MNW) OOMOMHEHHOW NPOU3BOACTBEHHOW NIOLLALKM
nekapcTBEHHOrO npenapara, Ui cBeeHusl 0 AaTe NPeAoCTaBNeHNst U PErMcTpPaLMoOHHOM HOMEpPE PeLLeHNst YNONTHOMOYEHHOIO
denepanbHOro opraHa UCMONMHUTENbHOM BNacTX O NPOBEAEHUN MHCNEKTUPOBAHUS NPOU3BOAUTENS NIeKapCTBEHHbIX CPeacTB B
cny4vae, ecnv NpoOM3BOACTBO JIEKApCTBEHHOrO NpenapaTa OCyLIeCcTBnseTca 3a npeaenamu Poccuiickon ®egepauun.

(HYactb gononHutenbHo BkNtoveHa ¢ 15 uoHsa 2018 roga PenepanbHbiM 3akoHoM oT 4 umioHa 2018 rona N 140-93; B
pefakumu, BeegeHHon B gencteune ¢ 1 aHeaps 2021 roga ®enepanbHbiM 3akoHOM OT 27 aekabpa 2019 roaa N 478-93. - Cwm.
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npeabiayLyo PeaakLno)

1_2. MNpun HeoBXoQMMOCTN BHECEHMS B OOKYMEHTHI, coaepXalunecsi B permcTpauuoHHOM OOChE Ha 3apermcTpupoBaHHbIN
nekapcTBeHHbIM nNpenapart Ans MeguuuHCKOro NpuMeEHEHUs!, UISMEHEHWUI, YKa3aHHbIX B OyHKTe 4 4acTu 2 HacTosWen cTatbi n
TpebyoLnx nNPOBEAEHUS SKCMEepPTU3bl KayecTBa EeKapCTBEHHbIX CPeacTB, 3asiBUTENb AOMOMHUTENbHO MpPEeAcTaBnsieT B
YMOSTHOMOYEHHbIN dhefeparnbHbIi OpraH UCMNONHUTENLHOW BMacTW CBedeHWUs O AdaTe npefocTaBreHus U perncrpaumoHHOM
HOMEpE NULEH3UN Ha MPOU3BOACTBO JIEKAPCTBEHHbLIX CPEACTB WM CBEAEHUS O Aate NpenoCcTaBrieHUs U permcTpaumoHHOM
HOMepe 3aKMlYeHUss O COOTBETCTBMM NPOU3BOAUTENS JeKApPCTBEHHbIX CpeacTB TpeboBaHMSM nNpaBuil  Haanexailen
NPON3BOACTBEHHON MPAaKTUKK, BblOaHHbIX (MpefocTaBrneHHbIX) YNOSTHOMOYEHHbIM doeaepanbHbiM OpraHOM WCMOMHUTENBHON
BNacTM B OTHOLUEHWW MPOU3BOACTBEHHOM MNMOLWAAKA feKapCTBEHHOro mnpenaparta, B Chnyyae, €eCnu NpOM3BOACTBO
nekapcTBeHHOro npenapara ocyuiectensietca B Poccuiickon ®epepaumm, nubo cBegeHua o Aate npefocTaBreHus wn
permcTpaumoHHOM HOMepe BblOAaHHOW YMNOSIHOMOYEHHbIM OpPraHoOM CTpaHbl MPOM3BOAUTENS JIMLUEH3UM Ha NPOM3BOACTBO
NeKapCTBEHHOro npenaparta U ee NepeBO4 Ha PYCCKUN A3blK, 3aBEpEeHHbIE B YCTaHOBIEHHOM MOpsAKe, a Takke CBeAeHMs O
Aarte npeaocTaBneHnss U perncTtpaumoHHOM HOMEpPE 3aKMYEHUs O COOTBETCTBMM MPOU3BOAUTENS NEKAPCTBEHHbIX CPEACTB
TpeboBaHMAM npaBun Hagnexalwen NPOM3BOLACTBEHHOW MPaKTUKK, BblAAaHHOMO YMOMHOMOYEHHbLIM d)edeparibHbIM OpraHom
WCMONHUTENbHOW BRacTM B OTHOLUEHWMM MPOM3BOACTBEHHOW MMOLLAAKM NEKAPCTBEHHOrO npenapara, MM CBeAeHus O Jare
NPeAoCTaBNeEHN U PErMCTPaLMOHHOM HOMEPE peLLleHMs YNOTHOMOYEHHOro dheaepanbHOro opraHa UCMONTHUTENbLHOW BNAcTu O
NPOBEOEHNN WHCMEKTMPOBAHMSA NPOU3BOAUTENSA FEKapCTBEHHONO CpPeacTBa B Cryvae, €Ccnv NpouM3BOACTBO JIEKAPCTBEHHOIrO
npenapaTta OCyLLeCTBnseTcs 3a npeaenamm Poccuiickon ®egepaunn.

(Yactb gononHuTenbHO BkNtoYeHa ¢ 15 uoHsa 2018 roga PenepanbHbiM 3akoHoM OT 4 umioHa 2018 rona N 140-93; B
penakumu, BBegeHHon B genctene ¢ 1 aHeaps 2021 roga PenepanbHbiM 3akoHOM OT 27 aekabpa 2019 rona N 478-93. - Cwm.
npeapIAYLLYI0 peaaKLmio)

1_3. MNpuHsTUE peLLeHnNst O BHECEHWUM U3MEHEHNI UK 06 OTKa3e BO BHECEHUU U3MEHEHMWI B JOKYMEHTbI, CoAepalimecs B
pPEervcTpaumoHHOM [OCbe Ha 3aperucTpMpOBaHHBIN MEKApCTBEHHbIM npenapaTt Anst MeAWLMHCKOro NMPUMEHEHUs, B criyyae
HeoOXoOMMOCTM NPOBEAEHUS 3KCMEPTM3bl Ka4eCTBa NEKApPCTBEHHbIX CPeACTB M (MNn) SKCNepTu3bl OTHOLLUEHUS OXUOAEMOWN
nomnb3bl K BO3MOXHOMY PUCKY MPUMEHEHMST NEKapCTBEHHOIO npenapara ans MeauUMHCKOro NpUMEHEHUsT OCYLLECTBISIETCS B
CPOK, He MpeBbIaoLWuin AeBAHOCTa paboumx OHEN, a B OCTamnbHbIX Cly4vasix B CPOK, HE MPeBbIlLAWMIA Tpuauatn paboumx
OHEN CO OHS MPUHSATUS YNONMHOMOYEHHbIM heaepanbHbiM OpraHoM WCTONMHUTENBHOW BNAcTW 3asiBNEHUS O BHECEHUM TaKkuMx
U3MEHEHNI.

(Yactb gononHutensHO BktodeHa ¢ 15 noHa 2018 roga ®enepanbHbiv 3akoHoM 0T 4 mioHa 2018 rona N 140-93)

1_4. YNonHOMOuYeHHbIN heaepanbHbidi OpraH WCMOMHUMTENBbHON BMAcTU C Y4eTOM pe3ynbratoB dapmMakoHaasopa M
NpOBEpPOK COOTBETCTBUSA NEKapCTBEHHbLIX CPEACTB, HAXOAALLMXCA B rpaXkgaHCKOM 0bopoTe, yCTaHOBMEHHbIM TpeboBaHUAM K MX
KayecTBy B TeuyeHue Aecatn paboumx AHen CO OHS MOCTYMNeHWsi COOTBETCTBYHOLLEN MH(opmauuM pasmellaeT Ha CBOeM
oduuymnanbHoMm camte B cetn "WHTepHeT" cBedeHMs O HEeoBXOOAMMOCTM BHECEHWSS B WHCTPYKUMIO MO  MEAUUMHCKOMY
NPYMEHEHMIO IEeKapCTBEHHOro npenapata W3MEHEHWA B OTHOLIEHWM CBEOEeHWW O MNoKa3aHusX Ans MpUMEHeHus U
NpOTUBOMOKAa3aHUSIX AN NPUMEHEHWUS1 NeKapCTBEHHOrO Mpenapara, BbISBMEHHbIX MOBOYHbIX AEWCTBUSIX, HexXenaTernbHbIX
peakuusix npu NpMMEHEHMU NEeKapCTBEHHOro npenapata v yBedoMnsieT 06 9TOM B 3MeKTPOHHOW hopMe WM MUCbMEHHOM
dopme (Ha BymaXHOM HOCUTENE) aepXaTens unu Bnagensla perncTpauuoHHOro yaA0CTOBEPEHMS NEKapCTBEHHOIO npenapara
(v ynormHoMO4YeHHOE UM Jpyroe lopuanyeckoe mnuuo), a Takke Jepxatened wunu BhafenbLeB permcTpauyoHHbIX
YOOCTOBEPEHUI NEKapCTBEHHbIX MpenapatoB (MM YNOMHOMOYEHHbIX UMW APYrUX HOPUANMYECKUX NULL), KOTOpblE SBMSATCA
B3aUMO3aMEHAEMbIMU.

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

1_5. [lepxartenb unu Bnagenew permcTpaumoHHOro yaqoCcToOBEPEHUS NIEKAPCTBEHHOMO Npenapara, a Takke gepxXxarenun unm
BNafenbLibl pErMCTPaLMOHHbIX YAOCTOBEPEHNI NEKapCTBEHHbIX NpenapaTtoB (MK YyNoNMHOMOYEHHbIE UMW ApYrue opuandeckne
nuua), KoTopble SBMSKTCA B3aMMO3aMeHsieMbiMU, 00513aHbl NpeacTaBUTb B YMOMHOMOYEHHbIM  defepanbHblil  opraH
WCMONHUTENbLHOW BNacTu 3asiBNEeHNss O BHECEHUUM U3MEHEHW B OOKYMEHTbl, coaepXalimecs B PerMcTpauuoHHbIX AOCbe Ha
3aperncTpupoBaHHble feKkapcTBeHHble npenapaTtbl Ans MeAUUMHCKOro MPUMEHEHUS, B OTHOLIEHUW CBEeAEeHWM, YKa3aHHbIX B
WHCTPYKUUM MO MELMLUHCKOMY MPUMMEHEHMIO FEKapCTBEHHbIX MpenapaTtoB, B TeYeHWe copoka pabouvx OHelW co OHs
pasmeLlleHns ynornHOMOYeHHbIM dedeparnbHbIM OpraHOM WMCMOMHUTENbHOM BAAcTu MHdopMaumn, ykaszaHHoW B Yactu 1 4
HacTodulen cratbu. [JaHHoe TpeboBaHWE He pPacnpOCTPaHSETCS Ha Clyvyan BHECEHWs B WHCTPYKUMIO MO MEeOULMHCKOMY
NPUMEHEHNIO NEKAPCTBEHHOIO npenapata U3MEHEHW B OTHOLLUEHMM HOBbIX MOKa3aHWi A5 NPUMEHEHUS] NEeKapCTBEHHOIO
npenapata Ha OCHOBaHWM Pe3yrnbTaToB COOTBETCTBYIOLLMX UCCNegoBaHUN.

(Yactb gononHutensHO BKkNtoveHa ¢ 1 mapta 2020 roga PenepansbHbiM 3akoHOM OT 27 Aekabps 2019 rona N 475-93)
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2. JkcnepTnsa nekapCcTBEHHbIX CPeACTB B YaCTU 3KCMEPTM3bl KavyecTBa JIEKapCTBEHHOrO CPeacTBa U (MNK) SKCNepPTU3bI
OTHOLUEHUSA OXWOAeMOW Monb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUs NEKapCTBEHHOro mnpenapara Ans MeguuUHCKOro
NpUMEeHeHUss NPOBOAMTCA B Criyd4ae BHECEHVUS M3MEHEeHW B OOKYMEHTbl, coaepxaliuecs B perucrpaumMoHHOM AOoCbe Ha
3aperncTpupoBaHHbIvi NEKapCTBEHHbIN Npenapar, B OTHOLLEHWN:

1) cBegeHWi, yKasaHHbIX B MHCTPYKLMKU MO MEAULIMHCKOMY NMPUMEHEHUIO NEKapCTBEHHOrO npenapara:

a) nekapcTBeHHas opMa C YyKasaHUEM HaMMeEHOBaHWA U KONMYECTBEHHOrO COoCTaBa AEWCTBYHOLUMX BeLLeCTB WU
KayeCTBEHHOIO COCTaBa BCMOMOraTerbHbIX BELLECTB (Npy HeobXOOUMOCTU KONMMYECTBEHHOIO COCTaBa BCMOMOraTernbHbIX
BeLlecTB);

6) dhapmakogMHamvKa U hapMaKOKMHETMKa (33 MCKMoYeHneM HapMaKOKMHETUKM FOMEeoNnaTUYecKUX eKapCTBEHHbIX
npenapaTtoB 1 pacTUTENbHbIX NEKaPCTBEHHbIX NMPenapaToB);

B) nokasaHus Ansi NpUMeHeHWs;

r) NPOTMBOMOKAa3aHUs AJ1sl IPUMEHEHUS;

4) Mepbl NPeaoCTOPOXHOCTU NPU NPUMEHEHWN;

€) ykasaHue BO3MOXHOCTM U OCOBEHHOCTEN MPUMEHEHUsI NIeKapCTBEHHOro npenapaTta Ans MeaWUMHCKOro NMpuMeHeHust
GepeMEHHbIMU XEHLLMHAMW, XXEHLLMHAMK B Nepuog rpyaHOro BCKapMMBaHus, 4ETbMU, B3POCITbIMU, UMEOLWNMU XPOHUYECKUE

3aboneBaHus;

)K) pexum [o3npoBaHUA, crnocobbl BBEOEHUS U NpUMEeHeHnd, npu HeobxoamMmocTn BpemMa npumemMa reKkapCTtBeHHOro
npenapara, nNnpoaoJIKUTENbHOCTb JIEHYEeHUA, B TOM HUCIe 'y JeTen oo 1 nocne ogHoro roaa;

3) BO3MOXHble MOBGOYHbIE OENCTBUA 1 HEXenaTenbHbIe peakUun Npu NpUMEHEHNN NekapcTBEHHOo npenapara;
1) CUMMTOMbI MEPENO3NPOBKM, MEPbI MO OKa3aHWIo MOMOLLW NPV Nepeao3vnpPOBKE;

K) B3aUMOAENCTBME C APYrMMU NEKapCTBEHHbIMU NpenapaTtaMu 1 (Unn) NULLEBLIMM NPOAYKTaMU;

n) hopMmbl BbiNycka NekapCTBEHHOIO Npenapara;

M) yKkasaHune (npu HeobXxoammocTn) 0COBEHHOCTEN OENCTBUS NIEKAPCTBEHHOrO npenapara npyv NnepBomM npuemMe unm npum
€ro OTMeHe;

H) cBeageHna O BO3MOXHOM BIMUAHUM JNeKapCTBEHHOro npenapara Agnda MeanuuHCKOro npuMMeHeHua Ha CcnocobHOoCTb
ynpaenATb TDAHCNOPTHLIMU CpeAcTBaMU, MeXxaH3MamMu;

0) CPOK roAHOCTM 1 YKa3aHWe Ha 3anpeT NpUMEHEHUs NIEKapCTBEHHOIO Nnpenapara no UcTe4YeHun cpoka rogHoCTH;
M) YCNOBUSI XpaHEHUS;

p) ycrnoBusi OTMycKa;

2) cocTaBa NnekapcTBEHHOO npenapata Ans MEANLMHCKOrO NPUMEHEHNS;

3) nsmeHeHus MecTa NPOU3BOACTBA NEKapCTBEHHOIO Npenapara afst MeaULMHCKOro NpUMEHEHUS;

4) M3MEHEHNs1 MoKasaTenen kKadyecTsa NeKapCTBeHHOro npenapara Anda mMeguunHCKOro npuMeHeHua wu (MJ'IVI) MeToa0B
KOHTPOJA Ka4ecCTBa JiIeKapCTBEHHOIO npenapata Anda MeanunHCKOro npuMeHeHuna;

5) nsmeHeHusa cpoka rogHOCTM NiekapCTBEHHOIO Npenapara Ans MEAULMHCKOTO NpUMEHeHWSs;
6) cBedeHWn O HeOoOXOAUMOCTM BHECEHUSI WHbIX W3MEHEHWA B WHCTPYKUMIO MO  MeAWUUMHCKOMY MpUMEHEHMIo

neKapCTBEHHOrO rnpenapara, a Takke B MHble JOKYMEHTbI, COAepXKalluecsi B perMcTpaumMoHHOM [0Cbe Ha 3aperncTpupoBaHHbIN
neKkapcTBeHHbI npenapat. [pu 9TOM pelleHne O MNpOBEOEHWM IKCMEPTM3bl KayecTBa IEKAPCTBEHHbIX CPEACTB M (Mnn)
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3KCMNepTU3bl OTHOLWUEHWUS] OXWOAEMOW MoNnb3bl K BO3MOXHOMY PUCKY MNPUMEHEHWUs IeKapCTBEHHOro npenapaTta Ansi
MEOVLUNHCKOTO MNPUMEHEHUST NMPUHMMAETCS B COOTBETCTBUM C YTBEPXKAEHHOM YMONHOMOYEHHbIM deaepanbHbiM OpraHoM
MCMNONHUTENbLHOM BNnacTu knaccudukaumen NsMeHeHUn, BHOCUMbIX B JOKYMEHThI, cofepXallmMecs B perMcrpaumoHHOM JOCkbe
Ha 3aperMcTpuMpoBaHHbIN NeKapCTBEHHbIN nNpenapar.

(YacTb B pepakuun, BBegeHHon B aericteue ¢ 1 aHBapsa 2016 roga ®enepanbHbiM 3akoHOM OT 22 nekabpa 2014 roga N
429-®3. - Cm. NpeablAyLLYI0 PeAaKLmIo)

3. 3asButenb BnpaBe npeacTaBUTb MO COOCTBEHHOW WHMUMATUMBE BMECTE C 3asiBMEHMEM O BHECEHUN WU3MEHEHUN B
OOKYMeHTbl, codepXalimecs B pPerMcTpauuMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIA  fEeKapCTBEHHbIM npenapat  And
MEOULUHCKOTO MPUMEHEHMUS, KONUU OOKYMEHTOB, MOATBEPXKAAKOLWMUX YNnaTy rocyaapCTBEHHOW MOLWMMHbI 32 BHECEHVE B
OOKYMEHTbI, codepXalimecs B pPErMcTpauuMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIA  NIEKAapCTBEHHbIM npenapat Aand
MEOVLMNHCKOrO NPUMEHEHUS, N3MeHeHUI, TpebytoLwmx NpoBeaeHNa SKCNEPTU3bl JIEKAPCTBEHHbIX CPEACTB B YacTK 3KCNepTU3bI
KayecTBa NeKapCTBEHHOro cpeactsa M (MNKN) 3KCNEepPTU3bl OTHOLLEHNS OXMAAEMOM NOfb3bl K BO3MOXHOMY PUCKY NMPUMEHEHMS
neKkapCcTBEHHOro npenaparta Ans MeOULMHCKOrO MNPUMEHEHUS, FOCyAapCTBEHHOW MOLWUMHbI 32 BHECEHME B [OKYMEHTbI,
cogepXawmeca B pPerucTpauMoHHOM [OCbe Ha 3aperMcTpUpoOBaHHbIA fIEKAapCTBEHHbIM npenapaTr Ansa  MeguuUHCKOro
NPUMEHEHNSI, U3MEHEHUN, He TPeOYHLINMX MPOBEAEHUS SKCMEPTU3bl JIEKAPCTBEHHOrO CPEACTBa, a TaKke BblgaBaeMble
(NnpepocTtaBnsieMble) YMNOMHOMOYEHHLIMM  dbedeparibHbIMKU - OpraHamMu  MCMOSTHUTENbHOW BracTu  LOKYMEHTbl (CBeaeHust),
yKkasaHHble B YacTtax 1_1 n 1_2 HacTosulen ctatbun. B cnyvae vx HenpegctaBneHMs YNonHOMOYEHHbIM dbefepanbHbIi opraH
WCMONHUTENbHOM  BMacTM  3anpalMBaeT  yKasaHHble  [AOKYMEHTbl (CBedeHMs1) B MNOpsiAke  MeXBeOOMCTBEHHOro
MHGOPMALMOHHOIO B3aMMOOeNCTBIS.

(YacTb B pepakuun, BBegeHHon B aenictBue ¢ 1 aHBapsa 2021 roga denepaneHbiM 3akoHOM OT 27 nekabpa 2019 rona N
478-03. - CM. mpeablayLLY0 PEAAKLIMIO)

4. B TeueHvne pecatn paboumx OHEN CO OHA MOCTYMIEHWs yKasaHHOro B YacTu 1 HACToAUleN CTaTbu 3asiBNEHUS U
HeobX0ANMBIX OKYMEHTOB YNOMHOMOYEHHbIV deieparnbHbIi OpraH UCMONHUTENbLHOW BNAacTU:

1) npoBOOUT NPOBEPKY MNONMHOTbI M AOOCTOBEPHOCTU cBedeHun, coagepxawuxca B npencrtaBlieHHbIX 3aaBUTENEM
mMmaTtepunanax;,

2) NPpUHMUMaET peweHne O npoBedeHUN YyKa3aHHbIX B Y4actu 2 HacTodulen cTaTtbu COOTBETCTBYOLLNX 3KCNepTus
NeKkapCTBeHHOro cpeacTea Unn 00 oTkase B nx npoeeneHunu;

3) yBeooMIisieT B 3MEKTPOHHOW UMW NMUCbMEHHON chopme 3asiBUTENS O MPUHATOM pPELUEHMM UMK B Criydae MNPUHSATUS
pelleHnst 06 oTkase B NpoBeAEeHMM COOTBETCTBYHOLLIEN SKCMEPTU3bI C yKasaHWeM NpUYMH Takoro oTkasa.

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

4 1. B cnyyae BbIIBNEHUA HEQOCTOBEPHOCTU CBEAEHMUN, COAEpPXKaLLUMXCA B MPenCTaBMEeHHbIX 3asBMTENEM Martepuanax,
YNOSTHOMOYEHHbIN doedeparnbHbIi OpraH UCMOMHUTENBHOM BNAcTV HanpaBnseT 3asiBUTENIO 3anpoc 06 YTOYHEHMM yKasaHHbIX
cBefeHun. [aHHbI 3anpoc MoxeT ObiTb nepefaH YnONHOMOYEHHOMY MpEeAcTaBUTENO 3asiBUTENS FIMYHO MOA Pacrmcky,
HarpasrieH Mo noyTe 3aka3HbiM MUCbBMOM UMW NepefaH B SNEeKTPOHHOW (hOpMe Mo TENEKOMMYHMKALMOHHBIM KaHanam cesasu. B
crny4vae HanpasneHust JaHHOro 3anpoca Nno novTe 3aka3HbiM NMMCbMOM OH CHMTAETCH MOMYyYEHHbIM MO UCTEYEHUN LLUECTU OHEN C
AaTbl HaNpaBeHMs 3aKa3Horo NMcbMa.

(YacTb gononHuTensbHo BkNoveHa PenepanbHbiM 3akoHOM oT 25 Hoabpsa 2013 rona N 317-93)

4 2. 3asButens 06s13aH NPeACTaBUTb OTBET HA 3aNpoC YMONMHOMOYEHHOro dheeparnbHOro opraHa UCMONMHUTENBLHOM BNAacTu
B CPOK, He MpeBblIaKLWNA AeBsHOCTa paboynmx AHEeM CO AHA MNonyyYeHust faHHoro 3anpoca. Cpok, ykasaHHbIi B Yactu 4
HacTosLlen cTaTbu, NPUOCTAHABMMBAETCSI CO AHSA HanpaBleHns 3asiBUTENIO 3anpoca YNofIHOMOYEHHOro cheieparnbHOro opraHa
WCMOMHUTENBHOW BnacTy A0 AHSA MONYyYEeHUss MM OTBETA Ha LaHHBLIA 3anpoCc M He YYMTbIBAETCA MPWU UCUYUCIIEHUMM CPOKa
MPUHATUS  peLleHUsl O BHECEHUW W3MEHEHMN B [OOKYMEHTbI, COAepXaliMecss B PErMcTpauMoHHOM OoCbe Ha
3aperMcTpMpoBaHHbIN NIEKapCTBEHHbIN Npenapar Anst MEAULMHCKOrO NPUMEHEHUS.

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

5. OcHoBaHMeM ansa oTkasa B NpoBeAEeHMU YKa3aHHbIX B YaCTU 2 HACTOALIEN CTaTbW SKCNEPTU3 ABNAETCH NpeacTaBneHne
OOKYMEHTOB, MepeyncrneHHblX B Yactax 1 u 3 HacTtodulen cTtatbU, B HEMONHOM obBbeMe, HenpeacTaBneHue 3asiBuTenem B
YCTaHOBIEHHbIN CPOK OTBETA Ha YKa3aHHbIN B YacTu 4_1 HacTosuen CTaTtby 3anpoc YNoHOMOYEHHOro defepansHoro opraHa
WCMONMHUTENBHOW BNacTW, a Takke OTCYTCTBME B NPEACTaBMEHHbIX OOKYMEHTax OOCTaTOYHbIX CBeAEeHWN, NMOATBEPXKOAatoLLmnX
HeobXoaAMMOCTb BHECEHUS W3MEHEHWW, UM OTCYTCTBME WMHAOPMAaLMKU, NOATBepXAalLen ¢akT ynnaTbel rocyaapCTBEHHbIX
MOLLIMWH, YKa3aHHbIX B YacTu 3 HacTosLLen CTaTbu.

[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#8R00M5
http://docs.cntd.ru/document/420313829#8Q80M6
http://docs.cntd.ru/document/902209774#BOU0OT
http://docs.cntd.ru/document/902209774#BP00OU
http://docs.cntd.ru/document/564069057#8P20LQ
http://docs.cntd.ru/document/542681418#8QA0M7
http://docs.cntd.ru/document/902209774#8Q40M4
http://docs.cntd.ru/document/902209774#8Q40M4
http://docs.cntd.ru/document/420241318#A700N9
http://docs.cntd.ru/document/420272335#A8M0NK
http://docs.cntd.ru/document/499059427#A9Q0NQ
http://docs.cntd.ru/document/902209774#8OQ0LM
http://docs.cntd.ru/document/499059427#A9Q0NQ
http://docs.cntd.ru/document/902209774#8Q40M4
http://docs.cntd.ru/document/902209774#8Q40M4
http://docs.cntd.ru/document/902209774#8Q40M4
http://docs.cntd.ru/document/902209774#A9K0NP
http://docs.cntd.ru/document/902209774#8QA0M7

06 ob6palleHun nekapCcTBEHHbIX CPeACTB (C u3MeHeHusMMn Ha 19 okTabpst 2023 roga) CTtpanuua 60
®edeparbHbil 3akoH om 12 anperns 2010 . Ne 61-@3

(Yactb B pemakuuun, BBegeHHon B genctBue PeaepanbHbiM 3akoHOM OT 25 Hoabpa 2013 ropa N 317-P3; B penakumm,
BBefdeHHou B genctame ¢ 1 nionsa 2015 roga PeaepansHbiM 3akoHOM OT 22 Aekabps 2014 rona N 429-93. - Cm. npeablayLyto

peaakumio)

6. YkasaHHble B YacTu 2 HacTosLlen CTaTby SKCNepTU3bl MPOBOAATCS B NOPSAKE, YCTAHOBNEHHOM cTaTben 23 HacTodAulero
denepanbHOro 3akoHa.

7. B cpok, He npeBblwaoLWwnii AecsaTn pabounx gHeEN CO AHSA NONyYeHUs 3aKMioYEHUN KOMUCCUIA SKCNEPTOB MO pesyrnbraTam
yKa3aHHbIX B YacTu 2 HACTOsLIEN CTaTby SKCNEPTU3, YNONHOMOYEHHBIN dbeeparnbHbIi OpraH UCTMONHUTENBHOW BNACTy:

(AB3au B pegakumm, BBefeHHoM B Aencteume ¢ 1 nonsa 2015 roga PenepanbHbiM 3akoHoM 0T 22 nekadpa 2014 rona N 429-
®3. - Cm. NpeapblayLLyo PeAaKLMIo)

1) NpuHMMaeT pelleHne O BHECEHUUM W3MEHEHWA B [AOKYMEHTbI, codepXalmecda B pPermctpaumoHHOM [oCbe Ha
3aperncTpupoBaHHbIA NEKapCTBEHHLIN npenapat Ans MeOULMHCKOTO MpUMEHEHUd, unn ob oTkase BO BHECEHUWM TakuX
N3MEHEHUI;

2) BHOCUT B [OCYAAPCTBEHHbIA PEECTP NEKAPCTBEHHbIX CPEACTB HA OCHOBAHUWM PELUEHUS O BHECEHUM WU3MEHEHWUA B
JOKYMEHTbI, CofepXaliuecsl B PErncTpauMoHHOM [OCbe Ha 3aperucTpupoBaHHbI  JIEKapCTBEHHbIM npenapat  Aans
MeOMLMHCKOro NMPUMEHEHUs, HeOGX0AMMbIE M3MEHEHMS U BO3BpaLLaeT UX 3asiBUTENIO;

3) BblgaeT 3asBUTEN0 HOBOE pEerncTpauuoHHOEe YOOCTOBEPEHME NeKapCTBEHHOro npenapata B Crlyvyae M3MeHeHus
CBEEHUN, coaepXXalluXcsl B HEM.
(MyHKT gononHUTensHO BKMtodeH ¢ 1 nonsa 2015 roga PenepanbHbiM 3akoHOM OT 22 nekadpa 2014 rona N 429-03)

8. OcHoBaHnem Ons OTKasa BO BHECEHWN WU3MEHEHWN B OOKYMEHTbl, codepXkalimeca B perncrtpauMoHHOM OoCbe Ha
3apeFI/ICTpVIpOBaHHbII7I J'IeKapCTBeHHbII7I npenapar and MegumunHCKOro npMMeHeHud, ABrndeTCd 3akroveHune ynoriHOMOYeHHOro
cbep,epaanoro opraHa WCMOMHNTENbHOM BMAAacTM O BO3MOXHOCTM CHWXEHUSA 6930I'IaCHOCTVI, Ka4yecTBa, SCb(beKTVIBHOCTI/I
NeKapCTBEHHOro cpeactea B Cllydae BHECEHUA TaKux N3MEHEHWI.

9. [lonyckaeTtcsi obpalleHme nekapCTBEHHbIX NpenapaToB Anst MeAUUUHCKOrO NPUMEHEHUST A0 UCTEYEHUS CPOKa rO4HOCTH,
Nnpou3BedeHHbIX B TeYeHMe cTa BOCbMWUAECSTU [HEW nocre AaTbl MPUHSATUST YNOMHOMOYEHHbIM defeparnbHbIM opraHoM
WCMOMHUTENBHOM BNacTu peLleHnst 0 BHECEHWM W3MEHEHWI B [OKYMEHTbl, coAep)KallMecsi B PerucTpaumMoHHOM [OCbe, B
COOTBETCTBUM C MHGpOpMaUMeN, copepkallencsi B JOKYMEHTax PerncrpauuoHHOro AOCbe Ha JeKapCTBEHHLINM npenapaTt Ao
AaTbl NPUHATUS TAKOTO pPeLLEeHMs.

(YacTtb B pegakuuun, BBegeHHon B aencteune ¢ 1 nonsa 2015 roga degepanbHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-
®3. - CM. npeapiayLLyo PeAaKLn)

10. MpaButenbcTBo Poccuiickon Pepepaunm BnpaBe YCTaHOBUTb OCOBEHHOCTM BHECEHUSI U3MEHEHUN B [OOKYMEHTHI,
cofepxalimecs B PErmcrpauyMoHHOM [OCbe Ha 3aperucTpyMpoBaHHbIN MNEKapCTBEHHbIV npenapar And  MeauuuHCKOro
NpYMeHeHWs, B cny4vae aedekTypbl Unu prucka BO3HUKHOBEHUS AedeKTypbl NeKapCTBEHHbIX NpenapaTtoB B CBA3M C BBEAEHEM
B OTHOLeHun Poccurckon ®enepaumm orpaHmynTenbHbIX MEP 3KOHOMMYECKOIO Xapakrepa.

(YacTb gononHuTensbHO BkNoveHa PenepanbHbiv 3akoHOM oT 8 mapTa 2022 rona N 46-93)

KommeHTapun k ctatbe 30

CTATbSA 31. BHECEHVE U3MEHEHWW B JOKYMEHTbI, COOEPXALLUMECS B PETMCTPALIMOHHOM JOCLE
HA 3APEMMCTPUPOBAHHbINA NNEKAPCTBEHHbIA NPENAPAT AN BETEPUHAPHOIO NPUMEHEHUA

1. B uensix BHECEHVs1 U3MEHEHUII B JOKYMEHTbl, COAepXKallMecss B PEerMcTpaLmMoHHOM [0Cbe Ha 3apermcTpUpOBaHHbIi
NeKapcTBEHHbI npenapar Ans BETepUHApPHOro MPUMEHEHMUs, AepxaTtenb UMW Briagernew perMcTpauyoHHOMo YAOCTOBEPEHU
nNeKkapcTBEHHOro npenapara MM ynoriHoOMoYeHHOE UM OpYroe opuanMYeckoe NULO (Qanee B HacTOALLEN CTaTbe - 3asBUTENb)
NpeacTaBnsaeT B YNONHOMOYEHHbI deaepanbHbIii opraH UCTIONHUTENbHON BMAcTU 3asiBEHNe O BHECEHUU TakMX U3MEHEHWN
no opme, YCTAaHOBMEHHON YMOMHOMOYEHHbIM dedeparnbHbiM OpraHOM MCMOMHUTENBLHOW BNacTu, U npunaraemble K Hemy
N3MEHEHMUsI B yKa3aHHble JOKYMEHTbI, a TakkKe JOKYMEHTb!, MOATBEPXAatolime HeOBXOAMMOCTb BHECEHUS TaKUX U3MEHEHW.
Mpn HeoBGXOOAMMOCTM BHECEHWS W3MEHEeHM B [OKYMEHTbl, CoaepXallMecs B pPerncTpaumoHHOM [OoCbe Ha
3aperncTpypoBaHHbIA  NEKAapCTBEHHbLIM NpenapaT AN BETEPUHAPHOrO MPUMEHEHUs, B Criydyasx W3MeHeHuss u  (unu)
[OMOMHEHNst MPOM3BOACTBEHHON NMoWaAky JeKapCTBEHHOrO CpeacTBa, a Takke W3MEHEeHWs nokasaTeneil Kayectsa
nekapcTBEHHOro npenapata NS BETepUHAPHOrO MNpUMEHEHWS UM (MNK) METOLOB KOHTPONSA KayecTBa JeKapCTBEHHOrOo
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npenapaTta Ans BETEpPUHaAPHOro NMPUMEHEHUs! 3asiBUTENb AOMONHUTENBbHO NPEACTABMSAET B YNOMHOMOYEHHbIN (heaepanbHbli
opraH UCMONMHUTENbHOW BNacTy crieqytolme JOKYMeHTbl (cBeaeHus):

(AB3au B pepakuun, BBegeHHoW B gericteue ¢ 1 aHBaps 2021 roga PenepanbHbiv 3akoHOM OT 27 fAekabpsa 2019 rona N
478-®3. - CM. NpeablAyLLYI0 PefakLmio)

1) cBegeHus o gare NpefoCcTaBneHUs U PEMMCTPALUOHHOM HOMEPE NULIEH3MM Ha NPOM3BOACTBO NEKapCTBEHHbIX CPEACTB,
NPeaocTaBneHHoW Npou3BOAUTEN JIEKapCTBEHHOro npenapata Ans BETEPUHAPHOrO MNPUMEHEHUS, AONns  POCCUNCKUX
npoussoanTenen;

(MyHKkT B pegakumun, BBeaeHHon B genctane ¢ 1 aHBapsa 2021 roga PepepanbHbiM 3akoHOM OT 27 aekabps 2019 rona N
478-03. - CM. NpeabIAyLLYI0 PDEAAKLIMIO)

2) cBefeHusi 0 AaTte NpegocTaBneHnsl U PErmMcTpauMoHHOM HOMepe NMLEH3MN Ha NPOM3BOACTBO NeKapCTBEHHbIX CPEACTB,
npenocTaBneHHON Mpou3BoanTento hapMaLleBTUYeCcKon cybCcTaHuMM, BXoAsiLEen B COCTaB feKapCTBEHHOro npenapata ans
BETEPUHAPHOr0O NPUMEHEHUS], ANsi POCCUMCKMX NPON3BOANUTENEN;

(MyHKT B pegakumm, BBeaeHHoM B aenctene ¢ 1 aHBapsa 2021 roga PenepanbHbiM 3akoHOM OT 27 aekabps 2019 rona N
478-®3. - CM. mpeablayLLyo PDeAAKLNI)

3) konMsi OOKYMEHTa, BblAAHHOMO YNOSIHOMOYEHHbLIM OpPraHOM CTpaHbl NPOM3BOAUTENS ANS KaXKOoW MPOU3BOACTBEHHOW
nnowaaky nekapcTBEHHOro npenapara Ansi BETepMHapHOro NpYMEHEHUs U NoATBEepXKAaloLWero COOTBETCTBUE NPOoU3BoanUTENs
rnekapcTBEHHOro npenaparta TpeboBaHMAM MNpaBuil Hagnexallen NpPou3BOACTBEHHOW NPAKTUKM, U ero nepeBof Ha PYCCKWUiA
A13blK, 3aBEpPEHHblE B YCTAHOBNEHHOM MOPSIAKE, a Takke KOMUS 3aKMioYeHUst O COOTBETCTBMU MPOU3BOAUTENS NIEKAPCTBEHHbIX
cpencTtB TpeboBaHMAM MpaBun Hagnexalwen NPOM3BOACTBEHHOW MPAKTUKM, BblOAHHOTO YMNONHOMOYEHHbIM (deaeparnbHbIM
OpraHoM UCMNOSNHUTENBHOW BNAcTW AN KaX 4o NpoM3BOACTBEHHOM MMOWAAKN NEKapCTBEHHOro npenapaTa Af1si BETepMHapHOro
NPUMEHeHNs, MO0 KOMUsSI pelleHnst O NPOBEAEHMM MHCMNEKTUPOBAHUS NPOU3BOANTENS JIeKapCTBEHHbIX CPeacTB, MPUHATOro
YMONMHOMOYEHHbIM  befeparnbHbiM  OpPraHOM  UCTMOMHUTENBHOM BMAcTU  ANs  KaXOOW NPOM3BOACTBEHHOW  NIOLLALKM
NeKkapcTBEHHOrO Mnpenapara Anis BETepPUHapHOro npuMeHeHusl. Yka3aHHble OOKYMEHTbl MpeacTaBnsloTcA B cryvae, ecnm
NpoM3BOACTBO NEKaApCTBEHHOrO Mpenapara Ans BeTepUMHAPHOro MPUMEHEHUS] OCYLLECTBRSETCA 3a npegenamu Poccuinckon
degepauunu;

4) konusi JOKYMEHTA, BblAAHHOIO YMONIHOMOYEHHBIM OPraHOM CTpaHbl Npou3BoanTens dapMaleBTUYeckon cybcTaHumm u
NOATBEPXKOAIOLLErO COOTBETCTBME MNpou3BoAMTENst hapMaueBTUYECKOM cybCcTaHUMM, BXOASLIEN B COCTaB JfEKapPCTBEHHOMO
npenapaTta Ansi BETEPUHAPHOro MNpUMEeHeHusl, TpeboBaHMAM NpaBun Haafnexalleh NpoM3BOACTBEHHOM MNPaKTUKU, U ero
nepeBoq Ha PYCCKUIA SA3blK, 3aBEpPEHHble B YCTAHOBMEHHOM Mopsiake, B Cry4Yae, ecnv Mpou3BOACTBO dhapMaLeBTUYecKon
cyGcTaHuum ocyllecTensieTca 3a npeaenamu Poccuiickon ®egepauun.

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

®3. - CMm. npeapiayLLyo PeAaKLn)

1_1. B cny4ae M3MeHeHust U (UNKn) OONONHEHMS NPOU3BOACTBEHHONM MIlOWAAKM NEeKapCTBEHHOro cpeacTBa OOKYMEHTHI,
yKasaHHble B YacTu 1 HacTosuwlen cTaTbu, NPEACTaBNSATCS 3asBUTENEM B OTHOLUEHUMM U3MEHAEMOW U (Mnn) OONOMHAEMON
NpPOM3BOACTBEHHON MIOLIAAKN NIEKapCTBEHHOIO cpeacTsa. PelleHre 0 BHECEHUM U3MEHEHWI B JOKYMEHTbI, cooepkalunecs B
PErMcTpaLMoOHHOM [0Cb€ Ha 3aperncTpyMpoBaHHbIA NEKAapPCTBEHHbIN Mnpenapat Ofs BEeTepUHapHOro npuMeHeHus, unu ob
OTKase B MX BHECEHUW MPUHUMAETCS B Crlyvyae HEOBXOAUMOCTU NPOBEAEHUST AKCMEPTU3bI NIEKAPCTBEHHOMO CPEACTBa B CPOK, He
npeBbILaoLWmin AeBsHOCTa paboumx OHEN, a B OCTanbHbIX Cly4YasX B CPOK, HE MPEeBbILIAOLLMA TPUALATM pabounx gHeE co OHNA
NPUHATUS YNONMHOMOYEHHBIM (befiepanbHbIM OpraHoM UCMONMHUTENBHOW BNAcTy 3asiBNEHUS O BHECEHUM TakUX U3MEHEHWIA.

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

1_2. B cnyyae peopraHvsauuu pgepxatend unuv Bragenbula perucTpauuoHHOro YAOCTOBEPEHUs feKapCTBEHHOro
npenapata [Agns BETEPUHAPHOrO MNPUMEHEHUsi, pas3paboTyMmka WnM NPOU3BOAMUTENS JIEKAPCTBEHHOIO npenapata Aans
BETEPUHAPHOIO NMPUMEHEHNS B 3asiBNIEHUM O BHECEHUM U3MEHEHW B JOKYMEHTbI, COAepXallnecs B permctpaumoHHoOM 4OCkbe
Ha 3aperMcTpuMpoBaHHbIA fEeKapCTBEHHbIN Mnpenapat And BETEPUHAPHOro MpPUMMEHEHUS, yKasblBalOTCA OaHHblE AOKYMEHTa,
NnoATBEepXKAAKLLEro BHECEHNE COOTBETCTBYIOLLMX U3MEHeHW B EOWHBIA rocyaapCTBEHHbIM peecTp topuanmydeckux nuy (ans
opraHusauunn, 3aperMcTpmpoBaHHbIX Ha TeppuTopuu Poccunckon Pepepaumm), UM MHOMO AOKYMEHTa, NOATBEPXAaoLLero
peopraHM3auumio pUaNYecKkoro nuua (4na opraHu3auun, He 3aperuMcTpupoBaHHbIX Ha Tepputopun Poccuinckon degepaumn).
3asaBreHne O BHECEHWW WU3MEHEHU B OOKYMEHTbI, CoaepXaliMecs B perncrTpaumoHHOM [OCbe Ha 3aperucTpupoBaHHbIN
nekapcTBeHHbI npenapat Ans BETEPUHAPHOro NPUMEHEeHWs, U npunaraemble K Hemy [AOKYMEHTbl NPeaCcTaBnstoTcs B
YNOSTHOMOYEHHbIN hefepanbHbii OpraH UCMOMHUTENBHON BNAcTU He Mo3gHee YeM yepes3 TpuauaTb pabdoumx gHen co AHs
BHECEHUSI COOTBETCTBYIOLUMX W3MEHEHMI B EOWHBIA rocygapCTBEHHLIN peecTp topuanyeckux nuy (ons opraHuMsauun,
3aperucTpupoBaHHbiXx Ha TeppuTtopumn Poccuiickon ®depepaumm) mnv €O OHSA NPUHATUS COOTBETCTBYIOLLEro OOKYMEHTa,
NOATBEPXKOAILLEr0 peopraHn3aLmio puandyeckoro nuua (4na opraHusauun, He 3aperMcTpyvpoBaHHbIX Ha Tepputopum
Poccuiickon ®enepaumm). B cnyvae peopraHusauum pepxkaTtens unv Bnagenbla perucrpalyoHHOro yAOCTOBEPEHMS
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nekapCTBEHHOro npenapara [ANns BETEPUHApPHOrO MPUMEHEHUS 3asiBfleHne O BHECEeHUW W3MEHEHWN B LOOKYMEHTbI,
cogepxalwimecs B PerncTpaumMoHHOM [OCbe Ha 3aperMcTpyMpOBaHHbIN NEeKapCTBEHHbI npenapar Ans BeTepUMHapHOro
NPUMEHeHWs, MoJaeTCs PUONYECKMM TNULIOM, KOTOPOMY B XO4e peopraHusaumu nepefaHo npaBo BMnafeHUs Takum
perucTpaumoHHbIM YOOCTOBEPEHNEM.

(YacTb pononHuTenbHo BkMtoveHa ¢ 13 asrycta 2019 roga PenepanbHbiM 3akoHOM 0T 2 asrycTta 2019 roaa N 297-93)

2. B crniydae BHeCeHud N3MEHEHUI B OOKYMEHTbI, coaepiKawpmeca B permctpayMoOHHOM OOCbe Ha 3apeFI/ICTpI/IpOBaHHbIIZ

NeKapCcTBEHHbIN Npenapar Ans BETEPUHapHOro NpUMEHEHUsl, B OTHOLLEHWM CBEAEHWI, YKa3aHHbIX B noanyHkTax "e", "x", "k",
"n", "W", "c", "x" nyHkta 7 4Yactm 3 ctatbum 17 HacTtosulero PenepanbHOro 3akoHa, U3MEHeHUs U (Unu) OOonorHeHus
NPOM3BOACTBEHHON MIOLWAAKM IEeKapCTBEHHOrO CPEeACTBa, a Takke B ClNydae W3MEHeHWst rokasaTenen kavecTea
NlekapCTBEHHOrO npenapaTta Ansi BETEPUHAPHOro MNpPUMEHeHUst U (MKM) METOAOB KOHTPONS KayecTBa JleKapCTBEHHOIO
npenapata Ang BeTEpPMHAPHOro NPUMEHEHUsT NPOBOOUTCA SKCMepTM3a NEeKapCTBEHHOro cpeacTBa AnNa BeTepUHapHOro
npumeHeHns. B cnyyae HeobxoguMOCTM BHECEHWNS MHBIX UIBMEHEHUI B AOKYMEHTbI, COAepXalmecs B permcTpaLlmMoHHOM 4OCkbe
Ha 3aperncTpupoBaHHbIA NEKapCTBEHHbIV NpenapaTt ANAs BETEPMHAPHOrO NPUMEHEHUS, 3KCNepTU3a NeKkapCcTBEHHOIO CPeaCcTBa
0N BETEPMHAPHOro NPUMEHEHNA HE NPOBOAUTCS.

(Yactb B pegakuun, BBegeHHon B aencteme ¢ 1 aHBapsa 2015 rona PenepanbHbiM 3akoHOM OT 22 okTsabpa 2014 rona N
313-93; B pegakumm, BBegeHHon B gencteme ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-
@3. - Cm. npeablayLyo peaakuuo)

3. 3asButenb BnpaBe npeactaBUTb NO COOGCTBEHHOW WHMUMATUMBE BMECTE C 3asiBNEHMEM O BHECEHUN WU3MEHEHUN B
OOKYMEHTbI, codepXalimecs B pPErMcTpauuMoHHOM [OCbe Ha 3apermcTpupoBaHHbIA  NIEKApCTBEHHbIM Mpenapat  Aand
BETEPUHAPHOIO MPUMMEHEHUS, KOMMM OOKYMEHTOB, NOATBEPXOAWMX YNnaTy roCyAapCTBEHHOW MOLUMWHbI 3a BHECEHME B
OOKYMEHTbI, codepXalmecss B PErMcTpauuMoHHOM [OCbe Ha 3apermcTpupoBaHHbIA  NIEKAPCTBEHHbIM Mpenapat  Aand
BETEPUHAPHOIO MPUMEHEHUS, N3MEHEHMNI, TPEOYIOLLMX NPOBEAEHMS SKCMEPTU3bI TEKAPCTBEHHOIO CPEeACTBa, UM U3MEHEHUN,
He TpebyLlwmx NpoBedeHUst 3KCMEepTU3bl fIEKapCTBEHHOro cpenctBa. B crnyyae HeobGXoOMMOCTM M3MEHEHWs CBELEHUN,
coaepXKalmxcsi B PeErncTpaumMoHHOM YOOCTOBEPEHUN NEKAPCTBEHHOrO npenapaTta Ansd BETEPUHAPHOrO MNPUMEHEHMUS, C
3asiBNeHMEM, yKa3aHHbIM B YacTu 1 HacTosLlen cTaTbu, 3asiBUTENb BNpaBe NpeacTtaBuTb MO COOCTBEHHOM MHULMATUBE KOMUIO
OOKYMEeHTa, MNOATBEPXOAKLero ynnaty rocygapCTBEHHOW MOLWMMHBI 3a Bbidady pPerucTpauMoHHOro  yOOCTOBEpPEeHUs
neKkapcTBeHHOro npenapata. 3asBuTeNb BApaBe MNPeAcTaBUTb MO COOCTBEHHOW MWHUUMATMBE CBEAEHMSI O JULUEH3USIX,
yKasaHHble B OyHkTax 1 1 2 yactu 1 HacTosllen cTaTtby, a Takke BblAaBaeMble YNONHOMOYEHHbIMY heaeparnbHbIMU opraHamm
UCMONHUTENbLHOW BracTM AOKYMEHTbl, yKasaHHble B fOyHkTe 3 yactu 1 HacTosuwlen crtatbu. B cnyyae HenpegctaBneHus
yKa3aHHbIX [OKYMEHTOB (CBedeHWIA) YMNOMHOMOYEHHbIV dhbeaepanbHbIi OpraH WCMOMHUTENBHOW BMAAcTu  3anpaluvBaeT
yKa3aHHble AOKYMEHTbI (CBeeHNs) B NopsaaKke MexBeJoMCTBEHHOMO MHOPMaLMOHHOIO B3aMMOAENCTBUS.

(YacTb B pepakuum, BBeaeHHon B aericteue ¢ 1 sHeapsa 2021 roga ®enepanbHbiM 3akoHOM OT 27 nekabpa 2019 rona N
478-03. - CM. mpeablayLLYI0 peaakLmio)

4. B cpok, He npeBbiWaWmMn ecaTn paboumx AHer Co OHSA MOCTYNMEeHWsa yKasaHHOro B YacTu 1 HacTosulen cratbu
3a8BMNeHMs N HeobXoaUMbIX JOKYMEHTOB, YNONTHOMOYEHHbIN befepanbHbIi opraH UCNONHUTENBHOW BNacTu:

1) npoBOOUT NPOBEPKY MNONMHOTbI WM AOCTOBEPHOCTU cBefeHun, cogepxawunxca B npencrtaBlieHHbIX 3adaBUTENEM
OOKYyMEeHTaXx;

2) NpUHUMAET peLleHne O NPOBEAEHUN SKCMEPTM3bl TEKAPCTBEHHOIO CpeacTBa AN BETEPUHAPHOTO MPUMEHEHUS Un 06
oTKase B ee NpoBeAeHNU;

3) yBegomnsieT B MMCbMEHHOW hopMe 3asiBUTENs O NMPUHSTOM PELUeHUU UNu B Criydae NPUHATUS pelueHus ob oTkase B
NPOBEOEHUN IKCNEPTU3bI NTEKAPCTBEHHOTO CPEACTBa AN BETEPUHAPHOTO NPUMEHEHUS C yKa3aHUEM MPUYMH TaKoro oTkasa.

4 1. B crniyyae BbISIBNEHUS HEQOCTOBEPHOCTU U (UNKN) HEOOCTATOMHOCTM CBEOEHWI, COAEPXALLMXCS B MpeacTaBeHHbIX
3aABUTENEM JOKYMEHTAaX, YNONMHOMOYEHHBIN heaepanbHbI opraH MCNOMHUTENBHOW BMAcTU HanpaensieT 3asBUTENIO0 3anpoc 0b
YTOYHEHMM YKa3aHHbIX cBeaeHu. 3anpoc MOXeET ObITb NepeaaH YyNorHOMOYEHHOMY NPEACTABUTEND 3asiBUTENS NO4, PACMCKYy,
HanpasneH no NoyTe 3akasHbiM MMCbMOM UNK NepefaH B aNeKTPOHHOW dhopMe No TENEKOMMYHUKALMOHHBIM KaHanam ceasu. B
crnyvae HanpaeneHus 3anpoca 00 YTOYHEHUWN YKa3aHHbIX CBEAEHWUI MO NOYTE 3aKas3HbIM MUCbMOM OH CYMTAETCsl MOyYEHHbIM
Mo UCTEYEHNN LLECTUN OHEN C AaTbl HANpaBneHUsl 3akas3Horo NUcbMa.

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

4 2. 3assutenb 06s3aH NpeacTaBnTb OTBET Ha 3anpoc YNOfIHOMOYEHHOro dheaeparnbHOro opraHa UCMNONHUTENbHOM BNacTu
B CPOK, He MpeBbllaoLWmin AeBaHOCcTa pabounx gHen co OHS nonyyveHus gaHHoro 3anpoca. Cpoku, ykasaHHble B Yactn 1_1
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HacTosLLEeN CTaTby, NMPUOCTaHaBNMBAKOTCS CO AHSA HanpaBlieHUs 3asiBUTENIO 3anpoca ynonHOMOYEHHOro dbegepanbHOro opraHa
WCMONMHUTENBHOW BNacTu A0 AHS MONyYeHUs OTBETA Ha AaHHbIN 3anpoc M HEe YYUTbIBAOTCS MPU MCYUCTIEHMN CPpOKa MPUHATUS
peLleHNs O BHECEHUU W3MEHEHWMN B LOKYMEHTbI, COAepXaliuecs B perucTpauMoHHOM [OCbe Ha 3apervcTpupoBaHHbIN
neKkapCTBEHHbI npenapaTt Ans BeTepMHaApPHOro NPUMEHeEHMS.

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

5. OcHoBaHMeM ansi oTkasa B MPOBEOEHMM 3KCMEPTU3bl NEKAPCTBEHHOrO CPeACcTBa ANl BETEPMHAPHOIO MPUMEHEHUS
ABMAETCA NpeacTaBneHne AoOKYMEHTOB, yKa3aHHbIX B YacTax 1 U 3 HacToslulel cTatbu, B HEMOMHOM OObeMe U OTCYTCTBUE B
npencTaBneHHbIX OOKYMEHTaxX [OCTaTOYHbIX CBEAEHWN, MOATBEPXAalwmnx HeobXoOAMMOCTb BHECEHWUs M3MEHeHun, nunbo
HenpeacTaBrneHne 3asiBUTENEM B YCTAHOBIEHHbLI CPOK OTBETa Ha YyKasdaHHbIM B Yactv 4 1 HacTosulen cratbu 3anpoc
YMONTHOMOY€EHHOro dheiepanbHOro opraHa UCMoSIHUTENbHOW BracTu.

(Yactb B pepakumn, BBegeHHon B genctane ¢ 15 uoHa 2018 roga PenepanbHbiM 3akoHoM oT 4 nioHa 2018 roga N 140-
@3. - CM. NpeabIayLyo peaakLmnio)

6. DkcnepTn3a NekapcTBEHHOMO CPEeACTBa AN BETEPUHAPHOMO NMPUMEHEHMS! B LENSIX BHECEHUSI UBMEHEHWI B [JOKYMEHTHI,
cofepxalumecsi B PerucTpauMoHHOM [OCbe Ha 3apermcTpyMpoOBaHHbIN JIEKapCTBEHHbIM MpenapaTr Ans BeTepuHapHOro
NPUMEHEHWS], OCYLLIECTBIAETCA B MOPsIAKE, YCTAHOBIIEHHOM CTaTbel 24 HacTodAulero eaepanbHoro 3akoHa.

6_1. B cpok, He npeBblWAWMN OecaTn paboumx AHEW CO OHSA MONyYeHUs 3aKOYeHUs KOMMUCCUM SKCMEPTOB MO
pesynsrataM ykasaHHOW B YacTu 2 HaCTOdLLen CTaTbl 3KCNEepTU3bl, YNOMTHOMOYEHHbIN dhegepanbHbIi opraH UCNOMHUTENBHON
BNacTu:

(AB3au B pepakumu, BBegeHHon B gencteue ¢ 13 aBrycta 2019 rona ®enepanbHbiv 3akoHoM ot 2 asrycta 2019 roga N
297-®3. - CM. NpeabAyLLY0 PeaKLmio)

1) NpuUHMMaeT pelleHne O BHECEHWM U3MEHEHWA B [OOKYMEHTbl, CoAepXalluMecsl B PervcTpauMoHHOM [0Cbe Ha
3aperncTpupoBaHHbIA NeKapCTBEHHbIM NpenapaT ANns BeTepUHAPHOro MPUMEHEHUs, MnM o0 OTKa3e BO BHECEHUN Takux
M3MEHEHUI;

2) BHOCUT B myﬂ.aDCTBeHHbIVI ReecTp neKapCTBEHHbIX CpeacCTB Ha OCHOBAaHUMM pelleHnA O BHEeCEeHUU N3MEHEHUI B
OOKYMEeHTbl, coaepXalwjmeca B pernctpaunoHHOM [ocbe Ha 3apeFI/ICTpI/IpOBaHHbIIZ ﬂeKapCTBeHHbII;I npenapar ana
BETEPUHaAPHOIro NpuMeHeHus, HeobxoaMMble U3MEHEHNS 1 BO3BpaLlaeT 3T AOKYMEHTbI 3aABUTETNHO;

3) BblgaeT 3asBUTEN0 HOBOE pPEerncTpauuoHHOe YOOCTOBEPEHWE JleKapCTBEHHOrO npenapaTta Ans BeTepuHapHOro
NPUMEHEHNS1 B Criy4ae HeobXOoOMMOCTM WM3MEHEHUSI CBEOEHWI, COAEPXKaLUMXCS B HEM, C COXpaHeHMeM HoMepa paHee
Bbl@HHOIO PerncTpaunoHHOro yaoCTOBEPEHNS NNEKaPCTBEHHOIO Npenapara A BETEPMHAPHOIO NPUMEHEHMS.

(MyHKT gononHuTenbHo BkModeH ¢ 13 aBrycta 2019 roga ®enepanbHbiv 3akoHoM 0T 2 aBrycta 2019 rona N 297-03)
(Yactb 6_1 gononHuTenbHO BKModeHa ¢ 22 Hosbps 2014 roga PenepanbHbiM 3akoHOM OT 22 okTabps 2014 rona N 313-
3)

6_2. B cnyyae BHeCceHVs U3BMEHEHUI B AOKYMEHTbI, cogepXallmecs B permcTpaumoHHOM JOCbe Ha 3aperncTpypoBaHHbIN
NeKapcTBEHHbIN npenapat AN BETEPUHApPHOro MNPUMMEHEHWS, B 4acTW, KacaloleWcss M3MEHeHUs U (Mruv) [OMONHeHus
NPOMN3BOACTBEHHON MIOLLAAKM NEKapCTBEHHOrO npenapara, Npy npeacTaBreHun 3asiBUTENEM B COOTBETCTBMM C MYHKTOM 3
YacTu 1 HacTogLlen cTaTby KONMUKU peLleHns YyNonHOMOYEHHOro dheaeparnbHOro opraHa UCNOMHUTENBHON BNAcT O NpoBeAeHUmn
WHCNEKTUPOBaHUS MNPOU3BOAUTENSA NEKapCTBEHHbIX CPEeACTB CPOK, YKasaHHbIn B 4Yactm 6 1 HacTodulen cratby,
nNpMOCTaHaBNMBaEeTCA CO [OHA MOMyYeHUA 3aKMYeHUs KOMUCCUM 3IKCMEPTOB A0 [AHA MPUHATUS  YNONTHOMOYEHHbBIM
denepanbHbIM OpraHOM UCMOMHUTENbHOW BNAcTU PeLleHns O Bblgave unm o6 oTkase B Bblgave 3aKMio4eHUs O COOTBETCTBUM
NPOu3BOANTENS NEKapCTBEHHbLIX cpeacTB TpeboBaHUSAM nNpaBun Hagnexatllern Nponu3BOACTBEHHOM NPaKTUKK, HO He Gonee Yyem
Ha CTO BOCEMbAECAT paboymx AHEN.

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

7. OcHoBaHMeM AN OTKa3a BO BHECEHUW W3MEHEHWA B OOKYMEHTbl, codepXalimMecs B perncTpauMoHHOM [O0Cbe Ha
3aperncTpupoBaHHbIN NekapCcTBEHHbIN nNpenapaT Ans BETepPUHapHOro NPUMEHEHUs, B crny4vasx, He Tpebyowux nposegeHus
3KCMepTun3bl NeKapCTBEHHOTO CpeacTBa, ABNAETCHA NpeacTaBneHne JOKYMEHTOB, yKa3aHHbIX B YacTax 1 n 3 HacTosllen cTaTbi,
B HenonHoMm obbeme unm OTCYTCTBME B NpeAcTaBleHHbIX OOKYMEeHTax CBEAEHWI, KOTopble OOMKHbl BbiTb B HUX OTPaXeHbl,
nnbo HenpepncTaBneHne 3asiBUTENEM B YCTAHOBIEHHbLIA CPOK OTBETA Ha YKa3aHHbIA B YacTu 4 1 HacTosulen CTaTby 3anpoc
YMONMHOMO4YEHHOro oeepanbHOro opraHa UCMOMHUTENbHON BracTu.

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

[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#BP20OU
http://docs.cntd.ru/document/557585270#7DS0KD
http://docs.cntd.ru/document/902209774#8PI0LS
http://docs.cntd.ru/document/902209774#8PI0LS
http://docs.cntd.ru/document/902209774#BP40OV
http://docs.cntd.ru/document/557585270#7E00KF
http://docs.cntd.ru/document/542625050#8Q00M1
http://docs.cntd.ru/document/902209774#8PQ0M1
http://docs.cntd.ru/document/902209774#8PQ0LU
http://docs.cntd.ru/document/560855147#7DG0K7
http://docs.cntd.ru/document/542651148#A8Q0NG
http://docs.cntd.ru/document/499025507
http://docs.cntd.ru/document/560855147#7DG0K7
http://docs.cntd.ru/document/420227433#7DA0K6
http://docs.cntd.ru/document/902209774#BOU0OS
http://docs.cntd.ru/document/902209774#A8Q0NG
http://docs.cntd.ru/document/557585270#7DI0K7
http://docs.cntd.ru/document/902209774#8PM0LT
http://docs.cntd.ru/document/902209774#8PS0LV
http://docs.cntd.ru/document/902209774#BP40OV
http://docs.cntd.ru/document/557585270#7DK0K8
http://docs.cntd.ru/document/542625050#8Q40M3

06 ob6palleHun nekapCcTBEHHbIX CPeACTB (C u3MeHeHusMMn Ha 19 okTabpst 2023 roga) CTtpaHuua 64
®edeparbHbil 3akoH om 12 anperns 2010 . Ne 61-@3

7_1. OcHOBaHMEM Ons OTKasa BO BHECEHWUM M3MEHEHWN B AOKYMEHTbI, cogepKallMecs B pernctpaumoHHOM AOCbEe Ha
3aperncTpupoBaHHbIA NEKAPCTBEHHbIA MpenapaTt O BETEPUHAPHOro MPUMEHEHUS, B Cry4vasx, TpeOylwmx npoBedeHust
3KCMepTn3bl NEKAPCTBEHHOIO CPEACTBa, SBMSETCA 3aKMYeHWe YMNONHOMOYEHHOro oeflepanbHOro opraHa WCMONMHUTENBHOW
BNacTM O BO3MOXHOCTU CHMXKEHUSI 6e30nacHOCTM, KadecTBa, 3dp(eKTUBHOCTM NEKapCTBEHHOro npenaparta BCreACTBuE
BHECEHUS] N3MEHEHUN B yKa3aHHble JOKYMEHTbI, OTKa3 YMONMHOMOYEHHOro defeparnbHOro opraHa MCMONMHUTENBHOW BnacTu B
Bbldaye 3aKkf4dYeHUst O COOTBETCTBMM MPOU3BOAUTENS NEeKapCTBEHHbIX CpeacTB TpeboBaHMSM nNpaBuil  Haanexaien
NPOM3BOACTBEHHON MPAaKTUKU B CIydae M3MEHeHUs u (unu) LOMONHEHUs NPOM3BOACTBEHHOW NMOLLAAKA NEKapCTBEHHOMO
npenapaTta, €cnv MNpOM3BOACTBO JIEKAPCTBEHHOrO Mnpenapata Ans BEeTepUHapHOro MNpPUMEHEHUsI OCYLLECTBISIETCA 3a
npegenamu Poccuiickon ®egepauun, nm oTCYTCTBME STOMO 3aKNIOYEeHUS.

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

8. [lonyckaeTcsi oOpalleHue JekapCTBEHHbIX MpenapatoB AN BETEPUHAPHOrO MPUMEHEHUS OO MWCTEYEHMsT cpoka
rO4HOCTW, NPOM3BEOEHHbLIX B TeYeHMe CTa BOCbMWUAECSATU OHEW nocne Aatbl NPUHSATUS YMONTHOMOYEHHbIM dheaeparnbHbIM
OpraHoOM UCMOSTHUTENbHOW BNACTU PeLUEHUss O BHECEHUN U3MEHEHMI B AOKYMEHThI, CoepXallmecs B permcTpaLMoHHOM 4OCbe
Ha NekapcTBEHHbIN Npenapart, B COOTBETCTBUM C MHAOPMaLMEN, coaepXallencs B JOKYMEHTax permcTpaumMoHHOro Aocke Ha
nekapcTBEHHbI Npenapar 4o AaTbl NPUHATUS Takoro peLleHust.

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

KommeHTapum k ctatbe 31

CTATbA 32. OTMEHA rOCYOAPCTBEHHOM PEMMCTPALMU NEKAPCTBEHHOIO MPEMAPATA

PeweHne o6 OTMeHe rocydapCTBEHHON perucTpaumMu JekapCTBEHHOro npenapaTta U WUCKIOYEeHUWM JeKapCTBEHHOro
npenapara U3 rocyqapCTBEHHOIO PEecTpa NeKapCTBEHHbIX CPEACTB NPUHUMAETCS YNONHOMOYEHHBIM dhedeparnbHbIM OpraHoM
WCMOMHUTESNBbHO BracTu B Criyyae:

1) NnpeacTaBneHns COOTBETCTBYIOLLNM YNOTHOMOYEHHBLIM pefepanbHbIM OpraHOM UCMOMHUTENBHOW BAaCTW 3aKMOYEHNs O
pucke wnu o6 Yrpose 300POBbLIO, KWM3HW 4YEroBeKa WM >KMBOTHOMO MpU MPUMEHEHUM fleKapCTBEHHOro rnpenapara,
MpeBbILALNX ero 3dEKTUBHOCTb, MO pesynkrataM OCYLLECTBIAEMOro UM MOHUTOPUHIra Ge3onacHOCTM MeKapCTBEHHOro
npenapara;

2) nopauyn pepxaTteneM wnuM BnagenbLueM pPerncrpauuoHHOro YAOCTOBEPEHUS JIEKApPCTBEHHOrO mnpenapata  unu
YMONTHOMOYEHHBLIM UM APYTM OPUONYECKMM NIULIOM 3asiBNeHus 06 OTMeHe rocyaapCTBEHHOW perMcTpaumm rekapcTBEHHOMO
npenapara;

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

3) HenogTBepPXKAEHUS TOCYOapCTBEHHOW perucTpauuy JfekapCTBEHHOro npenapaTta Mo WCTEYEHUM cpoka [OeUcTBuUst
PEerncTpaumMoHHOro yaoCTOBEPEHUS, BblAAHHOMO Ha NSATh NET;

4) HenpencTaBneH1s 3asaBMTenem MHopMaLmm, KoTopas MOXET NoBredb 3a cob0o HE0BXOANMOCTb BHECEHUSA N3MEHEHUN
B [OKYMEHTbl, CofepXaliuecs B perncrpauyoHHOM [OCbe Ha 3aperMcTpMpOBaHHbIN NEKapCTBEHHbIM Npenapart, B TevyeHune
Tpuauatu pabounx gHEN CO AHSA HACTYNINEHUS 3TUX U3MEHEHUN;

5) ocyLliecTBNeHUss rocygapCTBEHHOW perncTpauumM neKkapcTBEHHOro mnpenapata nof TOProBbiM  HaMMEHOBaHMEM
3aperncTpupoBaHHOrO paHee Mog 3TMM  TOProBbiM HauMMEHOBaHMEM JlIeKapCTBEHHOro npenaparta, OTnu4aloLlerocst
Ka4yeCTBEHHbIM COCTaBOM [IENCTBYHLLNX BELLECTB;

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

6) ocyLLeCTBMNEHUS rOCyAapCTBEHHOW PerncTpaLmm ogHOro 1 TOro e NeKapCTBEHHOro npenapaTta B OTHOLUEHUM OHOTMO U
TOro XXe Aepxartens wnu enagenbla perncTpauvoHHOro yAOCTOBEPEHUS NIEKapCTBEHHOro npenaparta B Buae ABYX U Gonee
neKkapcTBEHHbIX NpenapaToB Nog PasfnnyHbIMU TOProBbIMM HAUMEHOBaHUAMU;

(MyHKT B pegakumu, BBeaeHHon B aenctene ¢ 15 uoHsa 2018 roga PenepanbHbiv 3akoHoM OT 4 uioHa 2018 roga N 140-
®3. - Cm. NpeablayLLyo peaakLmio)
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7) BbIHECEHUSI CyAOM pELUEeHMs] O HapyLIEHUM NpaB npaBoobnagaTens 06bEeKTOB MHTENNEKTyanlbHON COGCTBEHHOCTH MpU
obpalleHnmn nekapCcTBEHHbIX CPEACTB;

8) oTCcyTCTBUS NEekapCTBEHHOrO nNpenaparta B obpalueHun B Poccuickon ®enepauum B TeueHne Tpex u bonee ner;
(MyHkT gononHuTensHO BkNtoyeH ¢ 1 uionst 2015 roga ®enepaneHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-03)

9) HeBbINOMHEHUSI AepXaTenem WUnu BnagenbLeM perMcTpauMoHHOro yOOCTOBEPEHUS NEKAapCTBEHHOro npenapara nmbo
YMONMHOMOYEHHBIM VMU OpPYrMM  IOPUOUYECKMM TULOM MEpOMnpusITUA no obecnedeHnto 6Ge30MacHOCTU NeKapCTBEHHbIX
npenapaToB, YCTAHOBMEHHbIX YNOSIHOMOYEHHbIM doeaepanbHbIM OpraHOM UCMOMHUTENBHOW BNacTu B COOTBETCTBUU C YacTaAMU
3 n 4 ctatbu 64 HacTosuero PenepanbHOro 3aKkoHa, B paMKax OCYyLLeCTBReHUsa bapMakoHaasopa;

(MyHKkT gononHuTensbHo BKMoYeH ¢ 1 nons 2015 roga ®eaepansHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-03)

10) oTkasa [Jepxatens unNu Bnagenbla pPerncTpaumoHHOro YOOCTOBEPEHMSI JIEKAapCTBEHHOro npenapata nvbo
YMOSTHOMOYEHHOIO UMW APYroro pUANYECKoro nuua OT BHECEHWUS] UIBMEHEHWUI B MHCTPYKLMIO MO NMPUMEHEHUIO IEKapPCTBEHHOMO
npenapaTa, KacalLMXCs HOBbIX MOATBEPXAEHHbIX OaHHbIX O TOM, YTO PUCK MPUYMHEHWUsSI Bpeda 300pPOBbI0 YernoBeka unuv
KMBOTHOIO BCreacTBME Nprema fiekapcTBEHHOro npenapara npeBbiaeT 3deKTUBHOCTb €ro NPUMEHEHNS.

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

C 1 sanBapsa 2026 roga PepepanbHbiM 3akoHOM oT 27 aekabpsa 2019 roga N 475-03 (C M3MEHEHUSMWN, BHECEHHbIMU
®denepanbHbiM 3akoHOM OT 28 utoHa 2022 rona N 204-d3) ctaTtba 32 HacToswero ®enepanbHOro 3akoHa OydeT AononHeHa
nyHkTom 11.

KommeHTapum Kk ctatbe 32

CTATbS 33. FTOCYOAPCTBEHHbIW PEECTP NEKAPCTBEHHbIX CPE[ICTB

1. [ocynapcTBEHHbLIN pPeecTp fekapCTBEHHbIX CPEACTB COAEPXWUT NepeyeHb NeKapCTBEHHbIX NpenapartoB, NpoLUeaLImx
rocyqapCTBEHHYIO perucTpaumio, nepedeHb apmMaueBTUYEcKUX CyOCTaHUWiA, BXOOSLWMX B COCTaB  NEeKapCTBEHHbIX
npenapaToB, W CreayoLLyo NHopMaLMIo:

1) B OTHOLUEHNN NeKapCTBEHHbIX nNpenapaToB:

a) HaMMeHOBaHWe JeKapCTBEHHOro npenapata (MexayHapoaHoe HenaTeHTOBaHHOEe, WU FpynnMpoBOYHOE, UNn
XMMUYECKOEe N TOProBOE HauMeHOoBaHMs);

(MognyHKT B pepakumun, BBegeHHon B gencteune ¢ 1 nona 2015 roga ®enepanbHbiv 3akoHOM 0T 22 aekabpa 2014 ropga N
429-®3. - CMm. mpeaplayLLyo peaaKLmio)

6) nekapcTBeHHasi (hopMa C yKasaHMeM [03MPOBKM JIeKapCTBEHHOIO npenapaTa M ero Konuyectsa B NOTPeGUTENbCKON
yrnaKoBKe;

B) HaMMeEHOBaHME JepXaTtens Wnu Brnagenbua pPermcTpaunoHHOro YO4OCTOBEPEHMSI FNEKApPCTBEHHOrO npenapata wu
CBEOEeHNsa O peructpauum gepxartenst unv Bnagenbua perMcTpaunmoHHOro Y4OCTOBEPEHMS NEKApCTBEHHOMO npenapara Ansi
MEOVUMNHCKOrO NMPUMEHEHUSI B Ka4eCTBe HaroronnatenbliMka B CTpaHe perncrpaumm (4ns pOCCUMCKUX HOpUONYECKUX NnL, -
NOEHTUMVKAUMOHHBIA HOMep Hanoronnatenswmka (MHH), ons vHOCTpaHHbIX HOPUAMYECKMX MWL - CTpaHa perucrpauuu,
HaUMEHOBaHNEe PEerncTpPUpPYOLLEro opraHa, PEerncTpauMOHHbIA HOMEp, Ko Hamoronnartenbliuka B CTpaHe perucrpauun
(HKOpNOpaLMKn) Unu ero aHarnor);

(MopgnyHKT B pegakumun, BBeaeHHoW B aerictane ¢ 1 uonst 2015 roga ®PenepanbHbiv 3akoHoM oT 22 aekabpsa 2014 rona N
429-93; B pegakuun, BBegeHHol B gencteme ¢ 1 sHeaps 2018 roga ®enepanbHbiv 3akoHOM oT 28 nekabps 2017 roga N 425-
®3. - CM. NpeaplayLLyio peaaKLmio)

r) HauMeHoBaHMe W agpec NpPou3BOAUTENS NEKapCTBEHHOro npenapata U CBedeHWUs O perucTpauum npov3soauTens
nekapCcTBEHHOro npenaparta Ans MeguuUHCKOro NPUMEHEHUs B KavyecTBe HaroronnartenblivMka B CTpaHe peructpauum (ang
POCCUMCKMX HOPUONYECKMX NUL, - MOEHTUMUKAUMOHHBIA HOMep Hanoronnatenbwuka (MHH), ana nHoCTpaHHbIX pUaNYECKNX
nuy - cTpaHa permcTpaumm, HaMMeHoBaHWe PErMcCTPUPYIOLLEro opraHa, perMcTpaLmoHHbIi HOMEp, Ko HanoronnarenbLmka B
CTpaHe perncTpaumm (MHKopnopaumm) Unm ero aHanor);

(MognyHKT B pegakumu, BBegeHHon B gencteme ¢ 1 aHBapsa 2018 rona PenepanbHbiM 3akoHOM OT 28 nekabpa 2017 roaa
N 425-93. - CM. OpeablayLLYIo penakLumio)
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n) dapmakoTepaneBTU4eckass rpynna, kog JeKapCTBEHHOro mnpenapara Mo aHaToOMO-TepaneBTUYEeCKO-XMMUYECKON
Kraccudgukaumm, pekomeHgoBaHHON BcemMupHOM opraHusanmen 34paBoOXpaHeHns;

(MognyHKT B pegakumu, BBeaeHHow B aerictane ¢ 1 uonst 2015 roga PenepanbHbiv 3akoHoM oT 22 aekabpsa 2014 rona N
429-®3. - CM. NpeablAyLLYI0 PefaKLmIo)

€) nokasaHus 1 NPOTMBOMNOKa3aHUsA K MPUMEHEHUIO NEKapCTBEHHOro npenapara;
X) NoBoYHbIE AENCTBMS NeKapCTBEHHOro npenapara;

3) CPOK roqHOCTU NeKapCTBEHHOIO npenapara;

W) YCINOBUSI XpaHEHWS! NEKapCTBEHHOIO Npenapara;

K) YCIOBMs OTNycka JiekapCTBEHHOIO Npenapara;

n) Homep cbapMaKonerHoON CTaTbl UMK B Criydae ee OTCYTCTBUSI HOMEP HOPMAaTUBHOW AOKYMEHTaLMU NGO HOPMATUBHOIO
AOKYMEHTa;

M) OaTa rocyaapCTBEHHOW perucrpaumy rekapCTBEHHOro npenapata M ero pPerMcTpauuoHHbI HOMep, daTta 3aMeHbl
pPEerncTpaumoHHOro yOoCTOBEPEHUS IeKapCTBEHHOrO Mpenapata Ha 0eccpoyHOe perncrpaumMoHHOe  YOOCTOBEPEHME
NeKapCTBEHHOro npenaparta, gaTa nogayvv 3asiBleHus O NoATBEPXKAEHUM rOCyOapPCTBEHHOW pPerMctpauumn nekapCTBEHHOro
npenaparta, gata OTMeHbI FOCy4apCTBEHHOWN perncTpaumm NekapcTBEHHOrO nNpenapara;

(MoanyHKT B pegakumu, BBeaeHHoW B aerictane ¢ 1 uonst 2015 roga ®PenepanbHbiM 3akoHoM oT 22 aekabpsa 2014 rona N
429-®3. - Cm. NpeablAyLLYIO PeAaKLmio)

H) Ka4eCTBEHHbIA COCTaB M KOMMYECTBEHHbIA COCTaB AENCTBYHLUNX BELLECTB M KAYECTBEHHbIV COCTaB BCMOMOraTernbHbIX
BELLECTB NeKapCTBEHHOro npenapaTa;
(MoanyHKT pononHuTensHO BKtoveH ¢ 1 nionsa 2015 roga PeaepansHbuiM 3akoHoM OT 22 Aekabpsa 2014 rona N 429-93)

0) MHdopMaLmsa 060 BCeX paspeLleHHbIX BUAax BTOPMYHOM (MOTPEGUTENbLCKON) ynakoBKy;

(MoanyHkT gononHuTensHo BktoyeH ¢ 1 nionsa 2015 roga PenepanbHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-93)

n) Qata MpUHATUS peLlleHWss O BO3MOXHOCTM pacCMaTpvBaTb JIeKapCTBEHHbI Mpenapar npwu rocyaapCTBEHHOWM
perncTpaumm B KadyecTBe OpdaHHOro NeKapCTBEHHOro npenapata (4Nnd fekapCTBEHHbLIX MpenapaToB Ans MeaULMHCKOro
NPUMEHeHUs);

(MognyHkT gononHuTensHO BkntodeH ¢ 1 nonsa 2015 roga ®eaepanbHbiM 3akoHOM 0T 22 fekabpa 2014 roaa N 429-93; B
pefakumu, BeBegeHHon B genctene ¢ 1 mapta 2020 roga PenepanbHbiM 3akoHoM OT 27 aekabpsa 2019 rona N 475-93. - Cwm.
OpenplAyLWYIo peaakLuio)

p) Hanuyne nekapCTBEHHOro Mnpenapata B NepevHe XXU3HEHHO HEOOXOAMMBIX U BaXKHEMLLMX NeKapCTBEHHbIX NpenapaToB
(ans nekapCTBEHHbIX NPenapaToB 4151 MEAMLMHCKOIO NPUMEHEHNS);

(MognyHKT gononHuTensHo BKItoveH ¢ 1 nons 2015 roga PeaepanbHbiM 3akoHOM OT 22 fekabpa 2014 ropa N 429-93; B
pepakuuv, BBeaeHHon B genicteme ¢ 1 mapta 2020 roga PefepanbHbiM 3akoHOM OT 27 Aekabpsa 2019 roaa N 475-93. - Cwm.
NREeAbIAYLLYIO PeAaKLMIO)

C) Hanuume B IneKapCTBEHHOM npenapaTe HapKOTUYECKMX CpeacTB, MCUXOTPOMHbIX BELWECTB U WX MPEKYPCOpPOB,
nognexawmx KoHTponio B Poccunckon degepaumm, B COOTBETCTBMM C 3akoHogaTenbCTBOM Poccuitickon degepauuu,
MexayHapogHbiMu gorosopamu Poccuiickon degepauun, B TOM Yucne EAMHON KOHBEHUMEN 0 HapKkoTudeckmx cpeacteax 1961
roga v KoHBeHLMen o ncMxoTponHbix Bewecteax 1971 roaa;

(MoagnyHKT pononHuTensHO BKtoveH ¢ 1 uions 2015 roga ®enepansHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-93)

T) MHbOpMaLMs O TOM, SBNSAETCA N AaHHbIA NeKkapCTBEHHbIN npenapaTt pedepeHTHbIM NIeKapCTBEHHLIM NpenapaToM;
(MoanyHkT gononHuTenebHo BktoyeH ¢ 1 nionsa 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 roga N 429-93)

y) cBegeHns 0 nogade 3asiBNEHNss O BHECEHUVN U3MEHEHUIN B AOKYMEHTbI, coaepKallmecsa B permcTpaumoHHOM A0Ckbe Ha
neKkapCTBEHHbIN npenapar;
(MognyHKT gononHuTenbHO BKtoveH ¢ 1 uonsa 2015 rona PeaepanbHbiM 3aKoHOM OT 22 fekabpa 2014 roaa N 429-93)
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&) noanyHKT gononHuTensHo BkntoyeH ¢ 1 uionga 2015 roga PenepanbHbiv 3akoHOM oT 22 aekabpsa 2014 rona N 429-93;
yTpatun cuny ¢ 1 mapta 2020 roga - PeaepanbHblv 3akoH OT 27 aekabpsa 2019 rona N 475-93 - cMm. NpeablayLLY0 PeAaKLNIO;

X) CPOK BBEEHUS NEKapCTBEHHOIO Npenapara B rpaxgaHckmin obopor;
(MoanyHkT gononHuTensHo BktoyeH ¢ 1 nionsa 2015 roga PenepanbHbiM 3akoHOM OT 22 fekabpsa 2014 rona N 429-93)

2) B OTHOLLEHMN hapMaLLeBTUYECKUX CyDCTaHLMI:

a) HaMMeHoBaHWe apmMaleBTUYeckon cybcTtaHumm (MexayHapoaHOe HenaTeHTOBaHHOE, WM rPyMnnMPOBOYHOE, UMK
XUMEAMECKOE U TOPrOBOE HAaMMEHOBAHUS);

(MognyHKT B pegakumu, BBeaeHHon B gencteue ¢ 1 niona 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabpa 2014 rona N
429-®3. - Cm. mpeaplayLLyo peaaKLmio)

0) HanMeHoOBaHWe 1 agpec NpoussoauTens papmaueBTUYECKON cybCcTaHLmN;
B) CPOK rogHOCTU hapmaLeBTUYECKOn cybcTaHumm;
r) yCnoBusi XxpaHeHnsa oapmMaLeBTUYECKON CyOCcTaHuuu;

[) Homep hapMakoneiHon cTaTby UK B Clly4ae ee OTCYTCTBUSI HOMep HOPMaTUBHOW JOKYMeHTauum nnbo HopMaTUBHOIO
AOKYMEHTa;

€) Hanuune dapMaLeBTU4ecKon CcybCcTaHUMM B NepevyHe HapKOTUYECKUX CPeAcTB, MCUXOTPOMHbIX BELLECTB U UX
NpeKkypcopoB, nognexawmx KoHTporo B Poccuitckon Pepepaumn, B COOTBETCTBMM C 3akoHodaTenbCTBOM Poccumnckon
denepauun, mexgyHapodHeiMn gorosopamu Poccuiickon degepauumn, B TOM vucne EAnHON KOHBEHLIMEN O HapKOTUYECKUX
cpenctBax 1961 roga n KoHBeHLMeN 0 NCMXOTPoNHbIX BewlecTBax 1971 roaa.

(MognyHkT gononHuTenbHo BKtodeH ¢ 1 uiona 2015 roga @ngpaanuM 3akoHOM 0T 22 nekabpsa 2014 rona N 429-93)

\
!

2. ®apmaueBTuyeckas Cy6CTaHLLI/IF|, npoun3BeaeHHaa and [I} anM3aumm, MoXeT ObITb BKMOYEHA B [OCYOaRCTBEHHbIN PEECTP
JNEKapPCTBEHHbIX CPENCTB Ha OCHOBaHWUW 3adABIIEHUA paspa6§[qMKa nnn npou3BoguTena nekapCctBeHHOro cpeacrtbBa nméo
YNONMTHOMOY€EHHOIo M1 rpuan4yeckoro nuua npu ycnosnun nposegeHnsa B OTHOLLEHUU Takom cbapmau,eBTquCKon Cy6CTaHLI,VIM
9KCNepTun3bl Ka4ecTBa doapmaueBTquCKoﬁ Cy6CTaHLlMV| B I'IOpHﬂ.I‘(e, YCTaHOBJIEHHOM cTaTben ai
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7) pata BKNOYeHUs dapMaleBTMYECKOW CyOCTaHUMM B [OCYAAPCTBEHHbLIM PEECTP JEeKapCTBEHHbLIX CPeacTB, Aara
BHECEHUS] UBMEHEHUI B OOKYMEHTbI dapMaLeBTMYECKOM CyOCTaHUuK, gaTta UCKoYeHns dapmMaleBTUYeckon cyocTtaHumm 13
FOCY[0apCTBEHHOIO peecTpa NEeKapPCTBEHHbIX CREACTB.

(YacTtb 2 B pepakuvn, BBeaeHHoun B fenctaume ¢ 1 uons 2015 roga PenepanbHbiv 3akoHOM OT 22 fekabpsa 2014 rona N
429-®3. - Cm. NpeablAyLLYIO PefaKLmIo)

3. nOpﬂ,IJ,OK BeOeHNA roCynapCTBEHHOIO peecTpa NeKapCTBEeHHbIX CPencTB ANnA MEeOUUMHCKOro npuMeHeHua n nopAanok
BeOEeHNA TIOCyAapCTBEHHOIo peectpa JIeKapCTBEHHbIX CPEencTB OJ1d  BeTepuHapHOro npuMeHeHua YyTBepXaakTCA
COOTBETCTBYHOLLNM YNOJTHOMOYEHHbIM (.be,l:l,epaﬂbelM opraHom NCMOSTHUTENBbHON BNACTMW.

KommeHTapum k ctatbe 33
CTATbS 34. BKNIOYEHUE B TOCYOAPCTBEHHbLIVW PEECTP JIEKAPCTBEHHbIX CPEACTB U UCKNIOYEHUE
U3 TOCYNAPCTBEHHOIO PEECTPA NEKAPCTBEHHbIX CPEACTB ®APMALIEEBTUYECKOM CYBCTAHLIUM,
I'IPOVI3BED,EHHOI7I aonAa PEANTU3ALUN

(HammeHoBaHuve B pegakuuu, BeegeHHon B genctaue ¢ 1 niona 2015 roga ®eaepanbHbiv 3akoHOM 0T 22 Aekabpa 2014 rona N
429-03. - CMm. npeablayLLYI0 peaakLmio)
1. Ona BkntoyeHuns capmaueBTnyeckon cybcTaHumMu, NpPou3BEeOeHHOW ONns peanu3aunm, B [OCYAAPCTBEHHbIV PeecTp
NEeKapCTBEHHbIX CREACTB, NPOBOAUTCS 3KCNEpTM3a ee KadecTaa.
(YacTtb B pegakuuun, BBegeHHomn B aenctene ¢ 1 nonsa 2015 roga PegepanbHbiM 3akoHOM oT 22 aekabpsa 2014 rona N 429-
®3. - Cm. npeapiayLLyo PeAAKLNI)

2. 3JkcnepTm3a KayecTBa ykasaHHOM B Yactv 1 HacTosulen cTatby dapMaueBTUYecKOM cyBcTaHuuu, cocTaBreHue
KOMUCCHEN IKCMEPTOB 3aKMNIOYEHW MO pesyrbTaTtaM 3TOM 3KCMEepPTU3bl U UX HanpasreHue B YNONMHOMOYEHHbIN defgepanbHbin
OopraH NCMONHUTENbHOW BMAacTU OCYLLECTBSIOTCA B CPOK, HE MPEBbILLAOWMNIA WEeCTUAECaTU pabounx AHEN Co OHsS NonyyeHus
3KCMEPTHBIM ydpexaeHneM COOTBETCTBYIOLLErO 3aaHusi YNONTHOMOYEHHOro doeiepanbHOro opraHa UCMOMHUTENbHOM BNacTy u
cnegyroLwmx JOKyMeHTOB (CBeAeHWI):

(AB3ay B pegakumu, BBegeHHon B aericteue ¢ 1 sHBaps 2021 roga PenepanbHbiM 3akoHOM oT 27 fAekabpsa 2019 rona N
478-®3. - Cm. NpeablAyLLYI0 PefakLmio)

1) cBegeHus o gate npegocTaBneHUs U PErMcTpaLMoHHOM HOMEpe NMULEH3MU Ha MPOU3BOACTBO NEKAapCTBEHHbLIX CPEACTB
WNU cBefeHWst O [aTe MpefoCTaBMeHUst U PEerncTpauuMoHHOM HOMEpPE 3aK/loYeHUs] O COOTBETCTBUM MPOU3BOAUTENS
neKapcTBeHHbIX CpefcTB TpeboBaHMAM MpaBuIl Haanexallen NMPOU3BOACTBEHHOW MPaKTWUKKU, BblAaHHbIX (MPefoCTaBneHHbIX)
YMONMHOMOYEHHbIM  dhefiepanbHbiM  OpraHoOM WUCMONMHUTENbHOW BNacTtu, B Clyvae, €cnu MpPOU3BOACTBO fEKapCTBEHHOMO
cpeacrtea ocyllectengaetcsa B Poccuiickon ®egepaunm;

(MyHKT B pegakumu, BBeaeHHon B aencrtene ¢ 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) Konusa OOKYMEHTa, BblAAHHOIO YMNOMHOMOYEHHbIM OpPraHOM CTpaHbl MPOU3BOAMTENS NEKAPCTBEHHOINO CPEACTBa U
NnoATBEPXKAAMOLLEro paspeLLeHne Npoun3BoACTBa NIEKAPCTBEHHOrO CPEACTBA, M €ro NepeBog Ha PYCCKUM A3bIK, 3aBEPEHHbIE B
YCTaHOBMNEHHOM MOpsAAKe, a TakkKe KONUs 3akmioYeHnss 0 COOTBETCTBMU NPON3BOANTENS NEKAPCTBEHHbLIX CPEACTB TpeboBaHMAM
npaBun Hagnexawen NpoM3BOACTBEHHOW MPaKTUKK, BblAAHHOIO YNOSIHOMOYEHHbIM degepanbHbIM OpraHoOM UCMOMHUTENBHON
BNactn, nmMbo KoMusi peLUeHns YMONHOMOYEHHOro dedepanbHOro opraHa WCMNOMHUTENBHOM BracTM O MPOBEAEHUU
MHCNEKTUPOBAHUS MNPOU3BOAUTENS NEKAPCTBEHHOrO cpeacTBa. YKas3aHHble OOKYMEHTbl NPeAcTaBrnsioTCa B Criyvae, ecnu
NPOW3BOACTBO JIEKAaPCTBEHHOIO CPeACcTBa OCyLLeCcTBAsSeTCs 3a npegenammn Poccuiickon ®epepaunn;

(MyHkT B pegakuun, BBeaeHHoW B gencteue ¢ 15 uoHs 2018 roga PenepanbHbiv 3akoHoM ot 4 mtoHa 2018 roga N 140-

®3. - CM. NpeaplayLyio peaakLmio)

3) OOKYMEHT, coAepxalluii crieqytoLLme ceeaeHns o doapmaLeBTU4ecKon cybcTaHumum:

a) HaumeHoBaHWe dapMaLeBTUYecKon cybcTaHumK, ee CTPYKTypa, obLimne CBONCTBA;

6) HaMMeHOBaHVe 1 agpec NPoN3BOANTENS;

B) TEXHOMNOIUSi NPON3BOACTBA C ONUCAHWEM CTaaul MPOU3BOACTBA U METOA0B KOHTPOSS Ha BCEX CTaausX NPOM3BOACTBA;

r) onucaHune paspaboTku npoLiecca NPou3BOACTEa;
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[) onMcaHue KOHTPONs KPUTUYECKUX CTaZun npouecca NPon3BOACTBA U MPOMEXYTOYHON NPOAYKLMK;

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

) CBOMCTBA U CTPYKTypa AENCTBYIOLLNX BELLECTB;

3) XapakTepucTtuka npumecem;

1) cneundukaumsa Ha papmMaleBTUYECKYO CybCTaHLUMo U ee 06OCHOBaHME;

K) aHanuTUn4eckne MeTogmnkn, NCNOorb3yemble NPU OCYLLECTBINEHMM KOHTPOMNS KayecTBa hapMaLeBTMYeCKOn cybcTaHuuu;

N) [OKyMeHTallbHoe MoaTBepXAeHue (Banuaauusl) aHanuMTUYeckux MeToauK, WCMOSb3yeMblX MpU  OCYLLECTBNEHUM
KOHTpOIs KayecTBa hapMaLeBTUYecKoi cybcTaHLmm;

M) pe3ynbTaTbl aHannsa cepui hapmauleBTU4ECKON cybcTaHumm;

H) NepeYeHb cTaHOapPTHbIX 00pa3LOB MW BELLECTB, UCMOSb3yeMbIX NPY OCYLLECTBNEHWUN KOHTPOIS Ka4yecTsa;
0) onucaHue xapakTepUCTUK U CBOMCTB YNMaKOBOYHbLIX MaTepuarnoB 1 YKYNOPOYHbIX CPEACTB;

n) 4aHHbIe O CTabUNbHOCTU hapmaLeBTUYECKON CybCTaHLmMu;

p) CPOK rogHOCTY;

4) [OOKYMEHT, coaepxalluMi CBeOeHWst O perncrpauum npov3BOOUTENS NeKApCTBEHHbIX CPeacTB ANs MEAMLIMHCKOro
NPMMEHEHNST B KadecTBe HamoronmatenbliMka B CTpaHe peructpaumm (4ns  POCCUMCKMX  IOpUOUYECKMX nul -
MOeHTUMMKaLMOHHBIN HOMep Hanoronnatenswuka (MHH), ona vHOCTpaHHbIX OpUAMYECKMX MWL - CTpaHa perucrpauuu,
HaVMMEHOBAHNE PErnCTPUPYIOLLIErO OpraHa, PerncTpaumMoHHbIA HOMEpP, KO HanoronnartenbliMka B CTpaHe perucrpauuu
(MHKOpNOpaUMK) NN ero aHanor).

(MyHKT gononHuTenbHO BKMoYeH ¢ 1 sHBaps 2018 roga ®enepansHbiM 3akoHOM OT 28 aekabpsa 2017 rona N 425-93)

(Yactb B pegakuun, BBeaeHHon B gencteune ¢ 1 sHBapsa 2016 roga PenepanbHbiM 3akoHOM OT 22 nekabps 2014 rona N
429-®3 (c M3MeHeHuaMU, BHeceHHbiMM PenepanbHbiM 3akoHom OT 13 wwonga 2015 roaa N 241-03). - Cm. npeabiayLyto
penakuuio)

3. [Ina npoBedeHnst 3KCNepTu3bl KadecTBa ykasaHHOM B YacTu 1 HacTosulen ctatbi hapmaueBTUYECKOM CyOCcTaHuum
3asiBUTENb NpeacTaBndaeT B YNOMHOMOYEHHbLIN doegeparnbHbI OpraH UCMOSTHUTESNbHOW BNacTu:

1) 3asBneHVe O BKIMIOYEHUM B [OCYAAPCTBEHHbIN PEEecTp JEeKapCTBEHHbIX CPEACTB [AaHHOW apmMaueBTUYECKON
cybcTaHuup;

2) konus JOKYMeHTa, NOATBEMKAAILLEro ynnaTy rocyaapCTBEHHOW MOLLUNUHBI 3@ BKIMOYEHWE B [OCYAaPCTBEHHBIN PEecTp
TNIeKapPCTBEHHbIX CcpeacTB hapmaueBTMYEecKon cybcTaHUuMM, Npou3BedeHHOW Ans peanu3auun, nubo no cobCTBEHHOW
MHUUMATMBE YyKasaHHbI OOKYMEHT. B crnyvae ero HenpeacTaBneHus 3asBuTernieM YMNOSHOMOYEHHbIV dheaepanbHbI opraH
NCMONHUTENbLHOW BNacTu NpoBepsieT dakT ynnathl rocy4apCTBEHHON MOLUNUHbLI 3agBUTENEM C UCMOMb30BaHNEM MHGOPMaLUK
06 ynnarte rocyaapCTBEHHOM NOLUNUHBI, coAepxallencsa B [ocyaapcTBEHHON MHOPMALIMOHHOM CUCTEME O FOCYAapPCTBEHHbIX U
MYHMUMNAnNbHbBIX NraTexax, Ha OCHOBaHMW NpeACTaBMneHHOM 3asdBUTENEM KOMWUW OOKYMEHTa, MOATBepXdatollero ynnarty
rocygapCcTBEHHON MOLUSINHBI;

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

3) OOKYMEHTbI, YKa3aHHblE B YacTK 2 HACTOSALEN CTaTbW;
(MyHkT B pegakuunn, BBegeHHon B aencteume ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-
@3. - Cm. npeablayLyo peaakuuo)

4) 3asBneHne O Bblgaye paspelueHus Ha BBO3 B Poccuiickyto dPegepaumio KOHKPETHOM MapTUM He3aperncTpupoBaHHOro
nekapcTBEHHOro cpeacTBa, NpeaHa3HauYeHHoro ANns NpoBeaeHUs ykasaHHOW 3KCNepTum3bl.
(MyHKT gononHuTenbHo BkAoYeH ¢ 1 nons 2015 roga ®enepanbHbiv 3akoHOM OT 22 Aekabpsa 2014 rona N 429-03)
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3_1. B cnyyae HenpeacTaBneHUsa C 3asiBfIEHWEM O BKITHOYEHUW B FOCYAAPCTBEHHbLIN pPEecTp NeKapCTBEHHbIX CPeacTB
hapmaLieBTU4ECKor cybCcTaHLMN JOKYMEHTOB, NOATBEMKAAIOLLMX yNnaTy rocyaapCTBEHHOW MOLWIMWHbI U yKa3aHHbIX B OyHKTE 2
yacTM 3 HacTosulel CTaTbu, a Takke BblAaBaeMblX (NMPeLoCTaBNSAEMbIX) YMNOMHOMOYEHHbIMU dedepanbHbIMU OpraHamm
WCMOMHMTENBHON BNacTu AOKYMEHTOB (CBeAEeHWUI), yKasaHHbIX B OyHKTax 1 M 2 YacTu 2 HacTosWen CTaTbu, YNOTHOMOYEHHbIN
denepanbHbli  OpraH  WUCMONMHUTENbHOW  BMAcTU  3anpallMBaeT  yKasaHHble [OOKYMEHTbl (CBedeHus) B nopsiake
MeXBEeAOMCTBEHHOrO MHAOPMALMOHHOIO B3auMogenCcTBuUS.

(YacTb gononHutenbHoO BkNtoveHa ¢ 1 aHBapa 2021 roga PenepanbHbiM 3akoHOM OT 27 aekabps 2019 rona N 478-93)

4. B TeyeHue gecaTtu paboumx gHEWN CO OHSI NPUHATUS 3asiBNEHUS O BKIIIOMEHMU yKa3aHHOW B YacTu 1 HacTosAUlen cTaTbu
(papmaLieBTU4ECKoM CybCTaHLUm B FOCYAaRCTBEHHbIN PEECTP NEKaRPCTBEHHbIX CREACTB U AOKYMEHTOB, NEPEYMNCNEHHbIX B YacTu
1 v nyHKTe 2 YacTu 3 HacToALLEeN CTaTbW, YNOMHOMOYEHHbIN befepanbHbI opraH UCNONHUTENBHOW BNacTu:

(A63aL B pegakuuun, BeegeHHon B gencteume ¢ 1 nona 2015 roga ®enepanbHbiv 3akoHoM OT 22 aekabpsa 2014 rona N 429-
@3. - CM. NpeablayLyo peaakLmnio)

1) NpoBOAUT NPOBEPKY NOMHOThLI 1 AOCTOBEPHOCTM AaHHbIX, COAEPXKALLMXCA B NPEACTaBMNEHHbIX 3asBUTENEM AOKYMEHTAX;
(MyHKT B pemakuun, BBeaeHHoW B aencTene PenepanbHbiM 3akoHOM OT 25 HoAbpsa 2013 roga N 317-93. - Cm.
0ReAbIAYLLYI0 pefaKumio)

2) NnpuHMMaeT pelleHMe O HanpaBneHuM B IKCMEpPTHOE yupexaeHue 3afaHus Ha NpoBedeHMe 9KCMepTU3bl KayecTsa
yKka3aHHoOW B YacTu 1 HacToALlen cTaTby hapMaLeBTUYECKON CyOCTaHUMM unm o6 oTkase B TaKOM HanpaBneHuu;

3) yBeooMnsieT B 3MEeKTPOHHON WM MUCbMEHHON ¢hopme 3asiBUTENSI O MPUHSATOM PELUEHUMU UMM B Cry4ae oTkasa C
yKasaHMeM MpuYMH Takoro oTkasa.

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

4 1. B crnyyae BbISIBNEHUS HEOOCTOBEPHOCTU CBEOEHUN, COOEPXKALLUMXCS B MpeacTaBleHHbIX 3agBUTENeM martepuanax,
YMONMHOMOYEHHBIN pefiepanbHbli OpraH UCMONMHUTENBHOW BRACTU HaMpaBrnseT 3asBUMTEN0 3anpoc 06 YTOYHEHUM YKa3aHHbIX
cBefeHun. [aHHbIA 3anpoc MoXeT ObiTb nepefaH YnoNHOMOYEHHOMY MpPEeAcTaBUTENO 3asiBUTENS FIMYHO MOA PacrmcKy,
HanpasneH no noyTe 3aka3HbiM MMCbMOM WNK NepefaH B 9NeKTPOHHOW hopMe No TENEKOMMYHUKALMOHHBLIM KaHanam ceasu. B
cny4yae HanpaeneHus 4aHHOro 3anpoca no noyTe 3akasHbIM MUCbMOM OH CYMTAETCS NOMyYeHHbIM NO UCTEYEHUN LIEeCTU OHEN C
AaTbl HaNpaBreHMs 3aKa3Horo NMCbMa.

(YacTtb gononHUTENbLHO BKtoYeHa PeaeparnbHbiM 3akoHOM OT 25 Hosbps 2013 rona N 317-93)

4 2. 3assutenb obs3aH NpeacTaBUTb OTBET Ha 3anpoc YNOfHOMOYEHHOro dheaeparnbHOro opraHa UCMONHUTENbHOM BNnacTu
B CPOK, He MnpeBbllaloWmn AeBsaHocTa pabounx AHer co AHS MNonyyvyeHusa gaHHoro 3anpoca. Cpok, ykasaHHbI B Yactu 4
HacTodllen cTaTbu, NPUOCTAHaBIMBAETCA CO AHS HanpaBreHUsa 3asiBUTENI0 3anpoca YrnosIHOMOYeHHOro doegepansHOro opraHa
WCMONHUTENbHOM BnacTu A0 AHS NOMNydYeHus UM OTBETa Ha AaHHbIN 3anpoC W He YYMTbIBAEeTCA MPU MCUYUCIIEHUU CpokKa
3KCMNepTu3bl kayecTBa hapmaueBTUYECKON cybCcTaHL MM, HEMCNONb3yeMON NPy NPON3BOACTBE NIEKAPCTBEHHbLIX NpenapaToB.
(Yactb gononHuTensbHO BKkNtoveHa PeaepanbHbiM 3akoHOM OT 25 Hoabps 2013 roga N 317-93)

5. OcHoBaHVeM Ans OTKasa B HanpaBfeHUM B 3KCMEPTHOE ydpexaeHue 3adaHus Ha npoBedeHue 3KCnepTu3bl KayecTBa
yKkasaHHoOW B 4actu 1 HacTosulen cTatbu apmMaueBTUYECKON CyOCTaHuMM SABNSETCs HenpeacTtaBneHue OOKYMEHTOB,
yKasaHHbIX B 4acTu 2 HacTosulen cTaTtbl, OTCYTCTBME WHOpmMauuu, noaTeepxparlen gakT ynnatbl rocygapcTBeHHON
NOLLMMHbI 32 BKIOYeHMEe dapMaLeBTMYECKON cybCcTaHuMM, NPOM3BEAEHHON ANS peanusaunn, B FOCYOARCTBEHHbIN peecTp
JNIEKapCTBEHHbIX CPeacTB, HenpeacTaBfeHWe 3asBuTeneM B YCTAHOBMEHHbIM CPOK OTBETa Ha yKasaHHbin B 4Yactm 4 1
HacTodllen cTaTbW 3anpoc YMNOfHOMOYEHHOro dedepanbHOro opraHa WCMONHUTENbHOW BractM WM npeacTtaBneHue
OOKYMEHTOB, HE COAEPXAaLLMX NCYEPNbIBAIOLLENO NepeYHsi HEOOXOANMbIX CBEAEHNN.

(YacTb B penakunun, BBeaeHHow B aenctaue ¢ 1 uionsa 2015 rona PenepanbHbiv 3akoHOM 0T 22 nekabpa 2014 rona N 429-
@3. - Cm. npeablayLyo peaakuuo)

6. B TeueHne naTHaguatu paboumx OHEW CO AHA MONyYeHUs pelueHust YMorHOMOYEHHOro dedepanbHoro opraHa
WCMOMHUTENBHOW BRAcTU O HanpaBMNeHUM B IKCMEPTHOE YYpeXAeHUe 3adaHus Ha MpoBedeHMEe 3KCMepTu3bl KavecTBa
yKka3aHHOMW B YacTy 1 HacTodulen cratbu ¢apmMaueBTUYecKon cyOcTaHUuMM 3asiBUTENb MPEACTaBMsieT B 3KCMNEpTHOe
yyupexaeHue ans npoBeAeHUst AaHHOW 3KcnepTusbl obpasubl hapMaLeBTUYeCKOW CyOCcTaHUMM B KONMYECTBE, HEODOXOOAMMOM
ONsi BOCNPOU3BEAEHUS METOA0B KOHTPOSS KayecTBa. JKCNEPTHOE yuYpexaeHne npu nonyvyeHnn obpasLoB ykasaHHOM B Yactu 1
HacTosAulen cTaTbu apMaueBTUYECKOM cyOCTaHUMM BblOaeT 3asiBUTENO AOKYMEHT, MOATBEPXKOAIOLWMUA MONydYeHne 3ThX
obpa3uyos, 1 B CPOK, HE NPEBbLILAKLWNA Tpex pabounx gHeNn, yBedOMIISAET B SMEKTPOHHOW MU NUCbMEHHON dhopme 06 3ToM
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YNOSTHOMOYEHHbIN dbeaeparnbHbli OpraH UCMOMHUTENBHON BNAcTU. QTWM CPOKM HEe BKIIOYAalOTCsl B CPOK NPOBEOEHUs OaHHOMN
3KCnepTU3bl.

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

7. [JokyMeHTbl, MOCTYNMBLUME B 3KCMEPTHOE yypeXAeHue Orsi NPOBeOeHUs 3KCMepTU3bl KavyecTBa ykasaHHoOW B Yactu 1
HacToslen cTatbl apMaueBTUYeckon cybcTaHumM, nognexaT BO3BpaTy B YMNOSIHOMOYEHHbIV dedeparnbHbIi  opraH
MCMOMHUTENbHOM BNacT O4HOBPEMEHHO C 3aKMHYEHUSIMU MO pesyrnbTatam NPOBEAEHHOW SKCNepTu3bl.

8. B cpok, He MpeBbIWaoLWmMin NATU pabounx AHeWn Co AHS NOMyYeHUst 3aKMYeHUs KOMUCCMU SKCNEePTOB MO pe3ynbratam
3KCMepTu3bl KavyecTBa YKa3aHHOW B YacTy 1 HacToduwlen cratbu apmaueBTU4eckon cybcTaHumu, YNONMHOMOYEHHbIN
denepanbHbIn OpraH UCNOMHUTENBHON BNACTU:

1) OCYLUECTBNAET OLUEHKY TaKOro 3aKrn4eHua Ond onpenerneHuna ero CcooTBeTCTBuUA 3adaHUo Ha npoBegeHue OaHHON
9KCNepTu3bl;

2) NpUHMMaeT pelleHne O BKIKYEHWM YyKaszaHHOW B YacTu 1 HacTosuwlen cTatbu dapMaueBTUYecKkon cybcTaHumu B
[OCY0apCTBEHHbIV PEECTR NEKAPCTBEHHbIX CREACTB MK peLleHne 06 oTkase B TakKOM BKIOYEHUH;

3) BHOCUT MNpU MNPUHATUN PELUEHWS O BKIOHMEHWM YyKas3aHHOM B Yactu 1 HacToduwlen cratbu hapmMaueBTUHEeCKOn
cyOGCTaHUMN B [OCYAAPCTBEHHbLIM PEECTPR JEKAPCTBEHHbLIX CREACTB NPEedyCMOTPEHHYI YacTbio 2 cTtatbm 33 HacTosulero
denepanbHOro 3akoHa MHMOPMALIMIO 1 yBEAOMISIET 06 3TOM B 3NEKTPOHHOW MW NMMCbMEHHON hopme 3asBuUTens.

(MyHKT B pegakumm, BBeAeHHou B aerictaue ¢ 1 nonst 2015 roga PenepanbHbiM 3akoHOM 0T 22 nekadpa 2014 rona N 429-
®3;_B pepakumu, BBeaeHHon B aenictene_c 28 fekabpsa 2019 rona ®enepanbHbiM 3akoHOM OT 27 nekabpa 2019 rona N 462-
®3. - CM. NpeaplayLLyio peaakLmio)

9. OcHoBaHVeM ansi OTka3a BO BKIMHOYEHWUM yKa3aHHOW B YacTy 1 HacTosuleln cTatby hapmaleBTUYECKON CyOCTaHUMK B
[OCYO@PCTBEHHbIV PEECTp  MEeKapCTBEHHbIX CREACTB  SIBMSIETCA  3aK/OYeHUMEe COOTBETCTBYHOLLEIO  YMONTHOMOYEHHOro
defepanbHOro opraHa WUCMOMHUTENBHOW BRacT O TOM, YTO KayecTBO hbapmaleBTMYECKON CyOCTaHUMM He MOATBEPXOEHO
Nony4YeHHbIMWN AaHHbIMMU.

(HacTe gononHuTENbHO BKMoYeHa ¢ 22 Hosbpa 2014 rona PenepanbHbiM 3aKoHOM OT 22 okTAbpsa 2014 rona N 313-93; B
pegakumu, BeeaeHHon B genctaune ¢ 15 uoHa 2018 roga PenepanbHbiM 3akoHOM OT 4 mioHa 2018 roga N 140-93. - Cwm.
OReabIAYLLYI0 PeaaKLmio)

10. He ponyckaeTcs BKOYEHWE B [OCYAAPCTBEHHbLIN PEECcTp NEeKaPCTBEHHbLIX CPEACTB OA4HOM dhapMaueBTUYECKOMN
cyGCcTaHuMKn, NPOM3BEAEHHON ONsi peanu3auun U BbiNyCKaeMOW OOHUM M TEeM Xe npousBoguTenem, B Buae AByx u bonee
peecTpoBbIX 3anncen.

(YacTb gononHutenbHo BkntoveHa ¢ 1 uona 2015 ropga PepepanbHbiM 3akoHOM OT 22 fekabpa 2014 roaa N 429-93)

11. BHeceHue u3ameHeHW B [OKYMEHTbl Ha apMaueBTUYECKYD CyOCTaHUMIO, MPOM3BELAEHHYI Ans peanusauum u
BKITHOUYEHHYI0 B FOCYAaPCTBEHHbIV PEECTP NEKARPCTBEHHbIX CPEACTB, OCYLLECTBNSAETCA B NOpsaKe, yCTaHOBNEHHOM cTatbamu 30
n 31 Hactoduwlero denepanbHOro 3akoHa, C YNnaTton rocyaapCTBEHHOW MOLUMAMHBI, MPegyCMOTPEHHOW 3akoHOAaTenbCTBOM
Poccuiickon degepauum o Hanorax u cbopax.

(YacTtb pononHuTenbHO BrtoveHa ¢ 1 uons 2015 roga ®enepansHbiM 3akoHoM OT 22 fekabpsa 2014 rona N 429-03)

12. JonyckaeTtca obpalleHue capmaueBTMYECKUX CyOCTaHUuUA, MPOM3BELAEHHbIX Afs peanusauun, B Te4YeHue CcTa
BOCbMUWAECATN OHEWN OO0 U Nocne NPUHATUSE YNONTHOMOYEHHbIM ddeaepanbHbiM OpraHOM UCMONHUTENBHOW BNAcTU PELUeHUs O
BHECEHUN U3MEHEHWI B JOKYMEHTbI Ha hapMaLleBTUYECKYO CyBCTaHLUMIO, MPOU3BEAEHHYIO ANS peanu3auumn U BKITKOYEHHYHO B
[OCYAAPCTBEHHbIN PEECTR NIEKAPCTBEHHbIX CREACTB.

(YacTb gononHutenbsHo BkntoveHa ¢ 1 uona 2015 rona PeaepanbHbiM 3akoHOM OT 22 fekabpa 2014 roaa N 429-93)

13. PeweHne 06 MCKMOYEHMM M3 TOCYAaPCTBEHHOIO pPEEeCcTpa NEKAPCTBEHHbIX CReACcTB hapmaueBTnyeckon cybectaHumum,
npou3BedeHHON Ans peanusauuu, NpUHUMaeTCs YMNONHOMOYEHHbIM defeparibHbIM OpraHOM WCMOMHUTENBHOW BRactu B
cnyvae:

1) npeAcTaBrneHns COOTBETCTBYHOLLMM YNOHOMOYEHHbIM dheiepanbHbIM OpraHOM MCTIOSNTHUTENBHONM BMAcTU 3aKioYeHnst O
pvicke Unmn 06 yrpose XMU3HU UMK 300POBbIO YernoBeka NGO XMBOTHOMO NPY UCMNOMNb30BaHUM NTEKAPCTBEHHOTO CPEACTBA;
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2) nopayn pa3paboTYMKOM INEKapCTBEHHOro cpeacTBa MMM MNpousBoauTeneM rekapCcTBEHHOro cpefacTtea nnbo
YMNOMHOMOYEHHBIM UMW APYrMM  IOPUONYECKUM TMLOM  3asiBNeHuss 06 MCKMIYEeHMUM U3  [OCYNapCTBEHHOrO peecTpa
fIeKapCTBEHHbIX CPEACTB (hapMaLeBTUYeckoi cybcTaHuum, NponsBedeHHON Ansi peanusauum;

3) otcyTcTBUSA (papmaLeBTUYecKon cybcTtaHuum, npov3BeeHHoM Ana peanusauum, B obpalweHun B Poccuiickon
denepauunn B TedeHue Tpex un bonee ner.
(Yactb gononHuTensHO BkNtodeHa ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 nekabps 2014 rona N 429-93)

KommeHTapum Kk ctatbe 34

CTATbA 35. NOBTOPHOE NPEACTABINEHUE NNIEKAPCTBEHHOI'O NMPEMAPATA, HE MPOLUEALLIENO
roCYAAPCTBEHHOU PErMCTPALUUU NEKAPCTBEHHbIX NMPEMAPATOB, HA TOCYOAPCTBEHHYIO
PEMTMCTPALIUIO NNEKAPCTBEHHbIX NMPEMAPATOB

(YTpatnna cuny c 1 niona 2015 roga - PeaepancHbin 3akoH 0T 22 Aekabpa 2014 rona N 429-03. - Cm. npeablayLyo
peaakuuio)

KommeHTapun Kk ctatbe 35

CTATbA 36. OBXXKANNOBAHUE PELLEHNA OB OTKA3E B BbIAAYE PA3PELUEHUA HA NPOBEOAEHUE
KNMAHUWYECKOIO MCCNEAQOBAHUA NEKAPCTBEHHOI'O NPENAPATA, PELLEHUA OB OTKA3E B
rOCYOAPCTBEHHOW PEMMCTPALIUM IEKAPCTBEHHOIO NPEMNAPATA, 3AKITIOYEHUSA KOMUCCUU
OKCMNEPTOB 3KCMNMEPTHOIO YYPEXOEHUA NI 3AKITIOYEHUA COBETA MO 3TUKE

PelueHne cooTBETCTBYOLLENO YNOSIHOMOYEHHOTO dhedepanbHOro opraHa WCMOMHUTENBbHOW BracTu o6 oTkase B Bblgade
paspelleHnst Ha NpoBedeHUe KIMHUYECKOro 1ccneaoBaHMs NekapCTBEHHOMO Npenapara, pelleHre ykasaHHoro defepanbHoro
opraHa McnofHuTenbHOM Bnactu ob oTkase B rocyqapCTBEHHOW perncrpauuy NekapCTBEHHOro npenapara, 3aknouveHue
KOMWCCUM SKCTMEPTOB 3KCMEPTHOrO YYpexaeHUsl UNN 3akrveHne coBeTa Mo 3TMKe MOXET OblTb obXanoBaHO B Mopsiake,
yCTaHOBNEHHOM 3akoHodaTenbcTBoM Poccuickorn ®egepaummn. 3aknoyeHne KOMMCCUM IKCNEePTOB SKCMIEPTHOIO YUYPEXOAeHUs O
B3aMMO3aMeHSIeMOCTU JEKapCTBEHHbIX MpenapaToB AN MeOUUMHCKOrO MNPUMEHEHWst NGO O TOM, YTO FeKapCTBEHHbIN
npenapaT Ans MeauuMHCKOrO NMPUMEHEHMST He SIBNSIETCS B3auMo3aMeHsieMbIM, MOXET OblTb 06)XanoBaHO AepXxaTenem unm
BNafenbLemM perncTpaumoHHOro YOOCTOBEPEHUS INEKApPCTBEHHOrO npenapata B YMNOMHOMOYEHHbIN dedeparnbHbii opraH
WCTONMHUTENBHON BMacTU, KOTOPbIA MPUBMEKAET K PacCMOTPEHMIO YKa3aHHOW arnobbl NMOOBEOOMCTBEHHbIE €My Hay4Hble
opraHusaumm un oOpasoBaTenbHbIE OpraHM3auunM BbICLLErO OOpa3oBaHMs, OCYLLECTBRSOLWNE AeATEeNbHOCTb B cdepe
obpalLeHns NekapCTBEHHbIX CPEACTB. 3aKIMOYEHNE KOMUCCUMUN SKCMEPTOB 3KCMEPTHOMO yupexaeHusl, obopMIeHHOE No utoram
nepecmoTpa 06xarnoBaHHOrO 3akNYEHUS IKCnepTa, MOXET ObITb OCMOPEHO AepKaTenem unu BnagernbuemM permctTpaunuoHHoOro
YOOCTOBEPEHUS  NIEKApPCTBEHHOrO Mnpenapata Nunbo  yNONMHOMOYEHHBIM  MMW  fMLOM B MOPSAKe, YCTAHOBMEHHOM
3akoHogatenbcTBoM Poccuiickon ®epepauun. pyn obxanoBaHUM peLleHus YNONHOMOYEHHOro defdeparnbHOro opraHa
WCMOMHUTENBHOWM BNACTW, 3aKIOYEHNs 3KCNepTa UMM KOMUCCUN SKCMEPTOB SKCMNEPTHOIO YYPEXAEHUS, 3aKIOYEeHUst cCoBeTa Mno
3TUKe gepkaTenb Unu Bnagenew perncTpaumoHHOro yAoCTOBEPEHMS NeKapCTBEHHOMO Npenapara fMbo YNofIHOMOYEHHOE UMK
nMLo BrpaBe NPeACTaBUTb pesynbTaThl 3KCNEPTU3bl NeKapCTBEHHOMO Npenapara, NPOTOKOMbl NOMYYeHHbIX aKKpeaUTOBaHHbLIMU
ucnblTatenbHbIMU NabopaTopusiMm (LeHTpaMmn) pesynsTaToB UccreoBaHWi, UCTbITaHUA.

(Ctatbsa B pepakunn, BBeaeHHon B gencteme ¢ 1 nons 2015 roga PenepansbHbiM 3akoHOM oT 22 aekabpa 2014 rona N
429-93; B peaakumm, BeBegeHHon B genctane ¢ 1 mapta 2020 roga PenepanbHbiM 3akoHoM OT 27 nekabps 2019 roga N 475-
®3. - C™. npeapiayLLyo PeAAKLNI)

KommeHTapum k ctatbe 36

CTATbA 37. N(HOOPMALUA, CBA3AHHASA C OCYLWECTBNEHUEM rOCYOQAPCTBEHHON PEMMCTPALIMA
NEKAPCTBEHHbIX NMPENAPATOB, UH®OPMALIUA O 3APETMCTPUPOBAHHbIX NNIEKAPCTBEHHbIX
MPEMNAPATAX U NEKAPCTBEHHbIX NMPEMNAPATAX, UCKITIOYEHHbIX U3 TOCYANAPCTBEHHOIO PEECTPA
JIEKAPCTBEHHbIX CPE[ICTB

1. CoOOTBETCTBYIOLNA YMONMHOMOYEHHbI doedeparibHbIi  OpraH MCMOMHUTENbHOM BnacT pasMellaeT Ha CBOEM
otmumansHom cante B cetn "VIHTepHeT" uHGOopMauuio, CBA3AHHYH C OCYLUECTBNIEHMEM rOCyA4apCTBEHHOW perncrpaumm
nekapcTBeHHbIX MpenapartoB, B TOM 4uCre MNpoBeAeHWEM IKCMepTU3bl NEeKapCTBEHHbIX CPeACTB (BKModas pesynbraTtbl ee
npoBefeHnst), WHopMaLnND O 3aperucTpMpOBaHHbIX JIEKAPCTBEHHbIX Mpenapatax W NEeKapCTBEHHbIX npenaparax,
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WCKITIOYEHHbIX M3 FOCYNARCTBEHHOIO peecTpa NEeKapCTBEHHbIX CREACTB, HE Mo3gHee Yem 4vepes nATb paboumx OHEen co OHS
nony4eHns ynorHOMO4YeHHbIM doegeparnbHbiM OpraHOM UCMONMHUTENBHON BacT COOTBETCTBYIOLLEN MHCpOPMALINN.

(YacTb B pegakumm, BBeaeHHou B gerictaue ¢ 1 uons 2015 roga ®enepansHbiM 3akoHOM OT 22 nekabps 2014 rona N 429-
®3; B pepakuuu, BBeeHHol B aencteue ¢ 13 aBrycta 2019 roga PenepanbHbiv 3akoHoM OT 2 asrycta 2019 rona N 297-93. -
CM. NpeablAayLLYI0 penakLmio)

2. CpokM u nopsagok pasMelleHnss ykasaHHOW B Yactu 1 HacTosulen CcratbM MHGOpMauun ycTaHaBnuBaKTCA
YNONTHOMOY€EHHbIM hefeparnbHbiM OpraHoOM UCMOMHUTENBHON BnacTu. MHgopmauums, ykasaHHasa B Yactu 1 HacTosLlen cTaTbM,
ABMAETCA OTKPLITOM M 0BLLEeOCTYNMHON U NPefoCTaBNsAETCsl 3aMHTEPECOBAHHbLIM NMLAM B COOTBETCTBMM C 3aKOHOLATENbCTBOM
Poccuickon ®enepaumu.

(YacTtb B pegakuuu, BBegeHHon B aenctene ¢ 1 nonga 2015 rona PegepanbHbiM 3akoHOM OT 22 Aekabpa 2014 roaa N 429-
@3. - CM. NpeabIayLLyo peaakLnio)

KommeHTapum K ctatbe 37

MABA 7. KNTMHWYECKUE UCCITIEAOBAHUA NNIEKAPCTBEHHbBIX NMPEMNAPATOB And MEAULMHCKOIO
NMPUMEHEHWA, 0OFOBOP Ob UX NPOBEAEHWNU, NMPABA NMALUVEHTOB, YHACTBYHIOLWUX B 3TUX
MCCNEOQOBAHUAX

CTATbA 38. KNMMHUWYECKUE UCCITEAOBAHUA NEKAPCTBEHHbBIX NMPEMNAPATOB Al MEAULUMHCKOIO
NMPUMEHEHWA

1. KnuHuyeckue uccnegoBaHWsi NeKapCTBEHHbIX MpenapaToB Ans  MeAWUMHCKOTO MPUMEHEHUs, B TOM 4ucre
MeXayHapoAdHble MHOMOLEHTPOBbIE, MHOMOLIEHTPOBbIE, MOCTPErMCTPaUMOHHbIE, MPOBOAATCA B OAHOM WIM  HECKOMNbKUX
MEOMLMHCKAX OpraHM3auusix B COOTBETCTBMM C MpaBuUNaMu Hagnexallel KIMHUYECKOW NpaKTUKW, YTBepXOeHHbIMU
YNOMHOMOYEHHbIM dheaepanbHbiM OPraHoM MUCTONHUTENBHOW BMacTW, COOTBETCTBEHHO B CrieayoLux Lensx:

(AB3aL B pegakuun, BBegeHHon B gencteue ¢ 1 nona 2015 roga ®enepansHbiv 3akoHoM OT 22 aekabpa 2014 rona N 429-
@3. - Cm. npeablayLyo peaakuuio)

1) yctaHoBneHne 6e30nMacHOCTU NeKapCTBEHHbIX NPenapaToB AN 340POBbIX 4OOPOBOMbLLUEB U (M) NEPEHOCUMOCTU KX
300pOBbIMM  A0OpOBONbLAMKY, 3@ WCKMOYEHUMEM TakuUX WCCNeoBaHWA feKkapCTBEHHbIX NpenapaToB, MNPOM3BeAEHHbIX 3a
npegenamu Poccuiickon ®egepaunm;

2) no,q60p onTUMarlibHbIX OO3UPOBOK J1€eKapCTBEHHOro npenapara n Kypca lnedeHua Onda naugueHToB C onpeaeneHHbIM
336OJ'IeBaHVI6M, ONTUManbHbIX 003 N CXeM BaKuMHauuun VIMMyHOﬁI/IOJ'IOFI/IHeCKI/IMVI NNeKapCTBEHHbIMU MpenapaTtamMn 300pPO0BbIX
O0OpOBONbLEB;

3) ycTaHoBneHne GesonacHOCTW feKapCTBEHHOro npenaparta u ero 3adeKTMBHOCTM AN MauueHTOB C onpeneneHHbIM
3aboneeaHneM, npogunakTuyeckon 3HEKTUBHOCTU UMMYHOOMONOrMYECKMX feKapCTBEHHbIX MpenapaTtoB Ans 340pPOBbIX
A0bpoBONbLEB;

4) n3y4yeHne BO3MOXHOCTU pacLunpeHnd nokasaHun gnst MeamuUmHCKOro NPUMEHEeHUA 1N BbiABINEHUA paHee HEU3BECTHbIX
No6OYHbIX AENCTBUIA 3aperncTpnpoBaHHbIX NNeKapCTBEHHbIX NpenaparToB.

2. B oOTHOWeEHUM BOCNPOU3BEAEHHbIX FEKAPCTBEHHBLIX MpenapaToB Ans MeOUUMHCKOTO MPUMEHEHMsI MpoBOAATCS
uccriefoBaHus  GMO3KBMBANEHTHOCTM U (MNM)  TepaneBTUYECKOW 3KBMBANEHTHOCTM B  MOPSAKE, YCTAHOBMEHHOM
YNONMHOMOYEHHBLIM (hefeparnbHbIM OPraHOM UCMONMHUTENBHON BMacTU.

3. OpraHusaumio NpoBEAEHUsI KITMHUYECKUX MUCCIeNOBaHWI NekapCTBEHHOro npenaparta Ans MeaUUMHCKOro NpuMeHeHust
BNpaBe OCYLLECTBNSTh:

1) pa3paboTymK NekapCcTBEHHOTO Npenapara Ui yrnoriHOMO4YeHHoe UM JNULO;

2) obpasoBaTenbHble OpraHu3auuu BbICLLEro 00pa3oBaHUs, OpraHM3auuM OOMOMHUTENBHOMO MNPOMECCMOHaNbLHOro
obpasoBaHus;

(MyHKT B pegakumun, BBeAeHHoM B aerictene ¢ 1 ceHTaopsa 2013 roga PenepanbHbiM 3akoHoM ot 2 utonsa 2013 rona N 185-
®3. - CM. mpeabIAyLLY0 PEAAKLIMIO)
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3) Hay4HO-1CCreoBaTENbCKME OpraHn3aLum.

4. KnnHnyeckne nccrnegoBaHus NeKapCTBEHHONO npenaparta Ansa MeguLUMHCKOro NpMMEHEHUs NPOBOASATCA Ha OCHOBAHWUK
paspelleHns Ha npoBedeHuEe KIIMHWYECKOro MWCCreaoBaHus feKapCTBEeHHOro npenaparta, BblAaHHOMO  YMONTHOMOYEHHbIM
denepanbHbIM OpraHoOM UCMOMHUTENBHOW BRacTu. YNOMHOMOYEHHbIN dyefeparnbHbIi opraH UCMONHUTENbHOW BriacTu BedeT
peecTp BblOaHHbIX paspelleHnn Ha NpPOBEAEHME KAMHUYECKMX UCCNedoBaHWA FeKapCTBEHHOrO npenaparta, codepkaliumn
yKasaHue Ha uX Lerb Unn uenu, B yCTaHOBIIEHHOM 3TUM OpraHoM Mopsiake.

(YacTb B pegakumm, BBeaeHHou B gericteue ¢ 1 uons 2015 roga ®enepansHbiM 3akoHOM OT 22 nekabps 2014 rona N 429-
®3; B pemakuumun, BBeaeHHou B gencteue PenepanbHbiv 3akoHoM oT 13 utongd 2015 roaa N 241-03. - Cm. mpeabiayLyto
penakumio)

5. Yactb ytpatuna cuny ¢ 1 mionsa 2015 roga - ®enepanbHbii 3akoH OT 22 aekabpa 2014 roga N 429-93. - Cwm.
NReAablAyLyo peaakumio.

6. K opraHusaumm npoBeaeHust KIMHUYECKMX UCCreoBaHWii NiekapCTBEHHOro npenapaTa Ans MeAULMHCKOro NpUMeHeHus!
pa3paboTuMKOM JlIeKapCTBEHHOrO npenapata MOryT MpUBREKaTbCs opuandeckMe nuua nobol opraHvM3aumoHHO-NPaBOBOW
hopmbl Npu ycrnoBum obecrnedeHnst COOTBETCTBMS 3TUX UCCrefoBaHUi TpeboBaHUAM HacTosLwero degepanbHOro 3akoHa.

7. KnuHnyeckue nceneaoBaHns nekapcTBeHHbIX NpenapaTtoB AN MEOULMHCKOrO NPUMEHEHUs NPOBOAATCS B MEAULIMHCKMX
OopraHusaumsx, akKpeguTOBaHHbIX YMONMHOMOYEHHbIM hbeaepanbHblM  OpPraHOM  UCMONMHUTENBHOW BracTM B MOpsifke,
ycTaHoBneHHoM [NpasutenbctBoM Poccuiickon Pegepaunn.

8. lNepeyeHb MeONUMHCKMX OpraHu3auui, UMeKLWMX NpaBO MNPOBOAUTb KIIMHUYECKME WCCNenoBaHWUSA JNEeKapCTBEHHbIX
npenapaToB ANg MeOULMHCKOrO NPUMEHEHWS, N PeecTp BblgAaHHbIX pa3peLleHnin Ha NPoBeAeHNE KITMHNYECKUX UCCregoBaHnn
NeKapcTBEHHbIX MNpenapaToB  ONyOMMKOBBLIBAOTCA U pasMeLLlalTcs  YNONHOMOYEHHbIM  dbedeparnbHbiM  OpPraHoM
WCMONHUTENbLHOM BNacTu B YCTAHOBNIEHHOM MM Mopsiake Ha cBoeM ochuumansHOM cante B ceTu "MIHTepHeT".

KommeHTapun k ctatbe 38

CTATbA 39. PELLEHUE O NPOBEAEHUUN KITMHWYECKOIO UCCINEAOBAHUA NEKAPCTBEHHOIO
MPENAPATA And MEAULMHCKOIO NPUMEHEHUA

1. KnnHnyeckoe nccnegoeaHne JIeKapCTBeHHOro npenapara gna MmeanunHCKoro npuMmeHeHmnd nposoanTcA Ha OCHOBaHUA
pa3pewieHna Ha npoBefgeHune KIMMHUYEeCKOro uccnenoBaHna JeKapCTBEHHOro npenapara, BblAaHHOIO YMNOJIHOMOYEHHbIM
d)ep,epaanblM opraHom WCMOMHNTENbHOW BNacTu no pe3ynbrataM 3KCnepTu3bl OOKYMEHTOB, HeobxoamMmbIx Ans nony4yeHuna
pa3pelieHna Ha npoBeaeHmne KNnmHN4YeCcKoro ncenegoBaHuna nekapCTtBeHHOro npenaparta u 3TUYECKOW 9KCNepTu3bl.

2. Onsa nonyyeHna paspelweHna Ha npoBeaeHune KrMHMYeCcKoro uccnenosaHna InekapCTBeHHOro npenaparta and
MEONLIMHCKOIro NnpuMeHeHusa 3adaBuTernb NpeacTtaBndeT B yFIOﬂHOMO‘-IeHHbIVI c*)ep,epaanblﬁ opraH NCNOMNHUTENBHOW BNacTu:

1) 3asiBreHWe O BbiJaye paspelleHUsl Ha NPOBEAEeHME KIMHUYECKOTO MCCriedoBaHWsl fieKapCTBEHHOro npenapata Aass
MeOMLMHCKOTO NMPUMEHEHUS;

2) KON OOKYMEHTOB, NOATBEPXKAAMLIMX YNMaTy rocyaapCTBEHHOW MOLUMMHbI 3a NPOBedEHNEe 3TUYECKOW 3KCMepTusbl,
3KCMNepTu3bl [OKYMEHTOB Ha JIEKapCTBEHHbLIN npenapaT Ansd MnofydeHust paspelleHusl Ha MpPOBEAEHME  KIMHUYECKOro
nccneaoBaHUsa NEeKapCTBEHHOrO npenaparta Ans MeaMUMHCKOro NMPUMEHEHWs, 3a Bblgady paspelleHusi Ha MpoBedeHue
KITMHUYECKOTO MCCNeaoBaHUs NeKapCTBEHHOrO npenapaTta Ans MeOULWHCKOTO MPUMEHEHMs, 3a MNPOBEdEHME 3KCMepTu3bl
OOKYMEHTOB Ha NeKkapCTBEHHbIV npenapat Ans NonyyeHus paspelleHns Ha npoBegeHue MexayHapogHOro MHOroueHTPOBOro
KIMHWUYECKOro MccneaoBaHUsa nekapcTBEHHOro npenapaTta Ans MeOUUUHCKOTO MPUMEHEHMs, 3a Bblgady paspelleHus Ha
nposefeHne MexayHapodHOro  MHOFOLEHTPOBOrO  KMMHWYECKOro  WUCCRegoBaHMs  NeKapCTBEHHOro  npenapata  Ans
MEeOULUHCKOrO MPUMEHEHUS, 3a NpoBedeHNEe 3TUYECKON IKCMEePTU3bl, IKCNepTU3bl JOKYMEHTOB Ha feKkapCTBEHHbIN npenapat
Ona  nonyveHus paspelleHna Ha npoBedeHWe MNOCTPErucTPauUoHHOro KIMHUYECKOro UCCNeaoBaHUA NekapCTBEHHOro
npenapata gns MeauuMHCKOro NpuMeHeHus, 3a Bblgadvy paspelleHuns Ha npoBedeHne NOCTPErncTPauuoHHOro KIMHUYECKOro
MCCreaoBaHMs NekapCTBEHHOIO npenapaTa Anst MeguLMHCKOro NpMMeEHEHNS;

(MyHKT B pegakumm, BBeaeHHon B aenctane ¢ 1 aHBapsa 2021 rona PenepanbHbiM 3akoHOM OT 27 aekabps 2019 rona N
478-®3. - CM. mpeaplayLLyo peaaKLmio)
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3) NPOTOKON KIIMHNYECKOrO MCCegoBaHMs NeKapCTBEHHOrO npenapaTa ans MeanumnHCKoro NpUMeHeHus:;
4) BpoLutopy uccriegosarens;
5) MHpOpMaLMOHHBIN NUCTOK NALUEHTa;

6) cBegeHuss o6 onbiTe pa6OTb| vuccnegosaTtenen no cooTBeTCTBYHOLLMM cneuynarnbHOCTAM U UX OnblTe pa6OTbI no
npoeegeHnto KIMMHN4YEeCKnxX nccnegoBaHum;

7) cBegeHus 0O MeOUUMHCKUX OpraHu3auusix, B KOTOpbIX Npegnonaraetcss MNpoBedeHMe KIMMHWYECKOrO WCCeaoBaHus!
NekapCTBEHHOrO npenaparta Ans MeguuUMHCKOro MPUMMEHEHUs1 (MOMHOE U COKpalleHHOe HauMeHOBaHMWS!, OpraHu3auMOHHO-
npaBoBasi YOpMa, MEeCTO HaxOXOAEHWst U1 MEeCTO OCYLLUEeCTBMNEHUs AeaTenbHocTU, TenedoH, Tenedakc, agpec 3MneKTPOHHOM
NOYTbI KXA0W MEAULIMHCKON opraHm3auun);

8) cBefieHnda O npepgnonaraemMblX CpoKax npoBedeHuA KIMHUYeCKoro uccnegoBaHuA JeKapCTBEHHOro npenaparta Aana
MEeONLIMHCKOIo NpUMeHeHUA,;

9) Konuto gorosopa obsizarenbHoro CTpaxoBaHu4d, 3aKnt4eHHOro B COOTBETCTBMN C TUNOBbIMU NpaBuniamMmmn obsa3arenbHoro
CTpaxoBaHUA, C YKa3aHuem npe,qeanoﬁ YUCMNEeHHOCTNU nauneHToB, Yy4YacTBywOWMUX B KIWHMW4YECKOM uUccrnegoBaHnmn
NeKapCTBeHHOro npenaparta gna MmeauumHCKoro npuMeHeHu4;

10) nHdbopMaLuio 0 cocTaBe NekapCcTBEHHOro npenapara Ang MeguUMHCKOro NPUMEHEHNS;

11) [OKYMEHT, COCTaBIEHHbIN NPOM3BOAMTENEM JEKapCTBEHHOrO npenapaTta Ans MeAVMUMHCKOrO MNPUMEHeHus U
cogepXxalwuii  nokasatenu (xapakTepucTuku), a Takke CBeOeHUs O IeKapCTBEHHOM npenapaTte Anst MeauLMHCKOro
NPUMEHEHUS, MPOU3BEAEHHOM Ars NPOBEeAeHNS KNMMHUYECKUX UCCTea0BaHWi;

12) cBegeHns o gate NpegocTaBneHns U perncTpaLMoHHOM HOMEPE NMULEH3MN Ha MPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB
B Cryyae, ecrnv Npov3BOACTBO NEKApCTBEHHOTO Npenapara ocyllecTensietcs B Poccuiickon ®efgepaumm, unu ceefennst o gate
NPeaoCcTaBneHns U PerncTpaumMoHHOM HOMEpPEe 3akITYeHUsI O COOTBETCTBUM MPOM3BOAUTENS NEKaApCTBEHHOro npenapara
TpeboBaHMsAM NpaBun Hagnexawen Npou3BOACTBEHHOW MPaKTUKW, NPedoCTaBNEeHHOro YMOSIHOMOYEHHLIM OpraHoOM CTpaHbl
npou3BoANUTENS NekapCTBEHHOrO Npenapara.

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

Cm. NpeablAyLLYIo penakLmio)

2_1. B cnyyae HenpeacTtaBneHusi C 3asiBfieHWeM O BblJade paspelleHusi Ha NpoBeAeHue KIMHUYECKOro uccregoBaHus
nekapcTBeHHOro npenapara Ans MeaWUMHCKOro MpUMEHeHUs [OOKYMEHTOB (CBedeHui), NoATBepXAalwolmx ynnaty
rocyapCTBEHHOMW MOLUMNMHBI U YKa3aHHbIX B NyHKTE 2 YacTu 2 HACTOsALLEN CTaTbU, a Takke BblgaBaeMbixX (NMpegocTaBnsieMbIX)
YMONMHOMOYEHHbIMU befiepanbHbIMU OpraHaMu UCMOMHUTENbHOW BNacTM OOKYMEHTOB (CBeAEHMN), yKa3aHHbIX B OyHkTe 12
YacTu 2 HacTodulel CcTaTbW, YNONHOMOYEHHbIN dedeparnbHbli opraH WUCMNOMHUTENbHOW BnacTu 3anpallivMBaeT YyKa3aHHble
OOKYMEHThI (CBeAeHUS) B NOpsiAKE MEXBEAOMCTBEHHOIO MHpOPMaLMOHHOIO B3anMOLENCTBUS.

(YacTb gononHuTensHO BkNtoveHa ¢ 1 aHBaps 2021 roga PeneparnbHbiM 3akoHOM 0T 27 nekabpa 2019 rona N 478-93)

3. B cpok, He npeBbiwawwmii NATM paboumx AHEN CO OHS MPUHATMS yKasaHHOro B MyHKTe 1 YacTu 2 HacTosulen cTatbu
3asBNeHNS N HeOBXOAUMbIX JOKYMEHTOB, YNOMHOMOYEHHbIN dheaepanbHbIi OpraH UCMONMHUTENBHOW BNAacTy:

1) npoBOAWUT MNPOBEPKY MOMHOTbI M [OOCTOBEPHOCTU CBEOEHMWI, COAEPXKALLUXCA B NpPeACcTaBfeHHbIX 3asiBUTenemM
AOKYMEHTaXx;

2) NnpUHMUMaEeT peleHne o npoBeaeHn IKCNepTudbl OOKYMEHTOB And nonyyvYeHua paspeleHna Ha npoBeaeHune
KIMNMHNYECKOro nccnegoBaHuAa nekapCTtBeHHOro npenapara gna MmeamunHCKOro npuMeHeHna m 3TNYECKON KCNepTun3bl Unn 06
OTKa3e B nposeaeHnn yka3aHHbIX 3KCNepTns;

3) yBeooMnsieT B 3NEKTPOHHON hopMe unu Ha OyMakHOM HocuTene 3asiBUTeNs O MPUHATOM pelleHun nubo B crnyyae
NPUHATUA peLleHns 06 O0TKase Takke C ykasaHMeM NPUYMH TaKoro 0TKasa;

4) noprotaBnMBaeT W HanpaBnsieT B OKCMNEpPTHOE yypexaeHue M COBET MO 3TUKe 3afaHWe Ha npoBefdeHue
COOTBETCTBYHOLLMNX IKCMEPTH3.
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4. B cnyyae BbISIBNIEHUS HEMOMHOTHI U (M) HEeOOCTOBEPHOCTU WMHpOpMauMK, copepkallencs B MNpefacTaBneHHbIX
3aaBUTENEM LOKYMEHTaX, YNONHOMOYEHHbIN doeaeparnbHblii opraH UCMONMHMUTENbHOW BIacTu HaNpaBnseT 3asBUTENIO 3amnpoc 06
YTOYHEHUM yKa3aHHOW MHdopMauuu. [aHHbI 3anpoc MOXeT ObiTb nepegaH YronHOMOYEHHOMY NpeAcTaBuTENto 3asBUTENs
NIMYHO NOA  pacnucKy, HanpaeneH Mo Mo4YTe 3aka3HbiIM MUCbMOM WM  nNepedaH B 9MEeKTPOHHOW dopme Mo
TENEKOMMYHMKALMOHHBIM KaHanam cBsisu. B criydae HanpaBneHusi faHHOro 3anpoca Mo fovte 3akasHblM MUCbMOM OH
CcYMTAETCs NOSyYeHHbIM MO UCTEYEHUM LWEeCTU OAHeW C AaTbl HarnpaBneHus 3akasHoro nucbma. 3asiBuTtenb 06s3aH NpeacTaBuUTb
OTBET Ha 3anpoc YNofHOMOYEHHOro dhegepanbHOro opraHa UCMOMNHMTENbHOM BacTu B CPOK, He NpeBblllatoLlnin geBsHocTa
pabounx OHel co OHs ero nomnydeHusi. Cpok, yKasaHHbll B YacTu 3 HacToswlen cTaTbW, NPUOCTaHABIMBAETCA CO [AHS
HanpaBneHus 3asiBUTENIO 3anpoca YrNofHOMOYEHHOro deaepasnibHOro opraHa MCNONMHUTENbBHOW BRACTU A0 AHS MOMYyYeHUs UM
COOTBETCTBYIOLLIETO OTBETA U HE YYUTHLIBAETCS MPU UCYUCIIEHUM CPpoKa MPUHATMS YNONHOMOYEHHbIM ddeaepanbHbiM opraHoM
MCMOSNHUTENbHOM BMacTu PeLUeHNst O NPOBEOEHUM IKCMEepTU3bl OOKYMEHTOB AfsS MONyYeHusi paspeLleHnst Ha npoBeaeHve
KMMHWUYECKOro MCCIeaoBaHuWsl NEKAPCTBEHHOMO Npenaparta Ans MeAMLMHCKOrO NPUMEHEHWS.

5. OcHoBaHMeM [Ons oTkasa B MpoBedeHMU ISKCNepTusbl AOKYMEHTOB AN MOMyyYeHusi paspelleHWss Ha nposedeHue
KNMHWUYECKOrO UCCMefoBaHNS nekapCTBEHHOrO npenapara Ang MeauMLUHCKOro NpUMEHEHUS 1 3TUYECKON IKCNepTU3bl ABNSETCS
npeacraBneHve AOKYMEHTOB, MpedyCMOTPEHHbIX YacTbid 2 HACTOsAUleN CTaTbW, B HEernorHoMm obbeme, HenpeacTaBreHve
3asiBUTENEeM B YCTAHOBSEHHbIN CPOK OTBETA Ha YKasaHHbIM B YacTtu 4 HacToduwlel CcTatbW 3anpoc YNOSHOMOYEHHOro
defepanbHOro opraHa UCMONMHUTENBHOW BnacTn Nnbo OTCYTCTBME B MpeACTaBMeHHbIX JOKYMEHTaxX NCHYEPMbIBAOLLErO NepeYHs
Heobxoanmon nHdopMauum unu nHdopmaLmMm, Kotopasi AOrpkHa ObiTb OTpaXKeHa B HUX, @ Takke OTCyTCTBME MHopmaumu,
noaTeepxaatoLLen akT ynnaTbl rocyaapCTBEHHOM NOLLUMUHbBI 3@ NPOBEeAEHMNEe 3TUHECKOW 3KCMEePTM3bl, IKCNEepTU3bl JOKYMEHTOB
Ha NeKapCTBEHHbIN npenapaTt Ans NofyvyeHust paspelleHnsi Ha NpPoBeAeHMEe KIMMHUYECKOrO MCCNEeLOBaHUSA NneKkapCTBEHHOMO
npenapata Ans MeaWUMHCKOro MpUMEHEeHWs, 3a Bbldayy paspelleHus Ha MpoBedeHMe KMMHMYECKOro KccregoBaHus
nekapCcTBEeHHOro npenapata And MeauuUMHCKOro NpUMEHEHUs, 3a NMpoBeAeHMe IKCMepTusbl JOKYMEHTOB Ha JieKapCTBEHHbIN
npenapat AN nofyvYeHusl paspelleHus Ha NpoBedeHVe MeXOyHapoOHOro MHOFOLIEHTPOBOrO KIMHUYECKOro MccreqoBaHus
nekapcTBeHHOro npenapata And MeauUMHCKOro MpUMEHeHMs, 3a Bblgayy paspelleHus Ha npoBedeHue MexayHapogHoro
MHOMOLIEHTPOBOIO KITMHUYECKOro MCCneaoBaHUs fiekapCcTBEHHOro npenapaTta Ans MeauUMHCKOro NpuMeHeHns, 3a nposegeHune
3TMYECKOW 3KCNEPTU3bI, IKCNEPTU3bl AOKYMEHTOB Ha NeKapCTBEHHbLIN Npenapart Ans NonyyYeHus paspelleHns Ha nposedeHne
NOCTPErNCTPALMOHHOIO KMMHWYECKOro MCCNeaoBaHUA NekapCTBEHHOro npenapata Ans MeguuuHCKOro NpUMeHeHus, 3a Bblgady
paspelleHns Ha npoBedeHne MOCTPErMcTPaLMoOHHOIO KAMHMYECKOrO WCCregoBaHMsA NEeKapCTBEHHOro npenapata  Ans
MeANLIMHCKOro MPUMEHEHUS.

6. MNpoBeaeHue akcnepTu3bl OOKYMEHTOB AN NOMyyYeHWs paspelleHus Ha npoBedeHue KIMHUYECKOro WccneaoBaHus
nekapcTBEHHOro npenaparta Ans MeauMLMHCKOro NPUMEHEHUS U 3TUYECKON SKCNepTU3bl, COCTaBMNEeHNEe KOMUCCUEN SKCNepPTOB U
COBETOM MO 3TUKE 3aKMOYEHUN O BO3MOXHOCTU WM HEBO3MOXHOCTM MPOBEAEHMS TaKOro KMMHUYECKOro WCCrefoBaHus u
HanpasneHne aTUX 3aKMYeHUn B YNOMHOMOYEHHbIN heaepanbHbli OpraH UCMOSTHUTESNTbHOW BAACTU OCYLLECTBASAIOTCA B CPOK,
He npeBbllWaKWmMn Tpuauatn pabodmx OHEN CO AHS MNOMyYeHWs IKCMEepTHbIM yupexaeHuem 3afaHusi YNomHOMOYEHHOro
begepanbHOro opraHa MCMNOMHUTENBHOM BNAcTU C NPUITOXKEHUEM OOKYMEHTOB, YKa3aHHbIX B nyHkTax 3, 4, 10 n 11 yactun 2
HacTosLen cTatbW, U COBETOM MO 3TWKE 3afaHus YNONHOMOYEHHOro defepanbHOro opraHa WCMONHUTENbHOW Bractu C
NpUnoXeHnemM AOKYMEHTOB, YKka3aHHbIX B NyHKTax 3-6, 8 n 9 yactn 2 HacTosLlen CTaTbu.

7. B cpok, He npeBbllaOWUA NATM paboumx OHEW CO OHS MOryyYeHMs1 3aKIOYEHUN, yKa3aHHbIX B YacTu 6 HacTosulewn
CTaTtbu, YNONTHOMOYEHHbIV hefepanbHbI opraH UCNOMHUTENBHOW BNacTu:

1) OCyLUEeCTBINAE€T OLEHKY NOoCTynmuBLLUNX 3aKn4yeHnn ans onpegerneHna nx CooTBEeTCTBMA 3adaHAM Ha npoBeneHune
COOTBETCTBYHOLLNX SKCNEePTU3;

2) NPUHMMAET pelleHne O Bblaa4vye pa3pelleHna Ha npoBeaeHne KIMMHMYeCcKoro nccrenoBaHmna nekapCTtBeHHOro npenapara
ana MmeanunHCKOro npuMeHeHuna mnum 006 oTkase B Bblgaye YKa3aHHOIo pa3peLleHnd;

3) BblJaeT pa3pelleHne Ha nposegeHne KIMMHUYeCKoro mccrnenoBaHnda NnekapCTBeHHOro npenapara and mMeanuuHCKOro
npuMeHeHna nnn pewieHne 06 oTKase B Bblgave YKa3aHHOro pas3pelieHusa ¢ ykasaHmem npun4nH otkasa.

8. OcHoBaHveM [Anisi OTkasa B Bblgaye paspelleHns Ha npoBedeHWe KIUMHUYECKOrO WCCenoBaHWUs feKapCTBEHHOro
npenapara Ansi MeamumMHCKOro NpUMEHEHUs SIBISIETCS Hanuyme 3akmioyeHnst KOMUCCUM 3KCIEPTOB MK 3aKIoYeHUsl coBeTa no
3TVKE O HEBO3MOXHOCTM NPOBEAEHUS KIMHUYECKOTO WCCNEAOBaHNA JEKapCTBEHHOrO npenapata Ans MeaMUMHCKOro
NpUMeHeHWsl No pesynsTaTam NPOoBeAeHHbIX 9KCNEPTU3, MPEeaYCMOTPEHHBIX YacTbto 6 HACTOALLEN CTaTbU.
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9. PeweHne 00 oOTkase B NpPOBEOEHUN SKCMEPTU3bl OOKYMEHTOB Ans MNOSlyYeHMs1 paspelleHns Ha npoBeneHue
KITMHUYECKOrO MCCrenoBaHMsA NEKapCTBEHHOrO npenapaTta Ansd MeauUMHCKOrO MPUMMEHEHUST N 3TUYECKOW 3KCNepTu3bl U B
BblJaye paspelleHnMsi Ha MNpoBedeHMe KIMHWYECKOro WccneaoBaHWsa NekapCTBEHHOro npenapata  gns  MeguumHCKOro
NPUMEHEHMs MOXeT ObiTb 06kanoBaHo B Nopsiake, YCTAaHOBNEHHOM 3akoHoaaTenscTBoM Poccuiickon ®epepaumm.

(CtaTtbs B pepakuun, BBegeHHon B gencteue ¢ 1 nonsa 2015 roga PenepanbHblM 3akoHOM OT 22 aekabpsa 2014 roga N
429-®3. - Cm. NpeablAYLLYI0 PefaKLmMI0)

KommeHTapum k ctatbe 39

CTATbSA 39_1. 3TUHMECKAA SKCNEPTU3A

1. OTudyeckas JKCnepTn3a npoBoguTCA COBETOM MO 3TUKE, CO3OaHHbIM B MNMopdAnke, YCTaHOBJNIEHHOM YMNOJTHOMOYEHHbIM
daep,epaanblM opraHom WCMONMHUTENBbHON BNAacTW, B LENAX Bbldayn 3aKnoyeHns 006 aTnyeckonn 060CHOBAHHOCTM BO3MOXHOCTH
npoesegeHna KnmHn4eCcKoro nccnegoBaHnAa nekapCTtBeHHOro npenaparta and MeamumnHCKOro npuMeHeHu4.

2. Okcneptamy coBeTa MO 3TUKE MOryT ObiTb MpeacTaBuTENn MEOULMHCKUX OpraHu3auui, HaydHbIX OpraHu3auui,
o6pasoBaTenbHbIX OpraHn3aLuin BbICLLIErOo 06pa3oBaHmns, a Takke NpeacTaBuTeny obLIECTBEHHbIX OpraHU3aLmni, penurMosHbIX
opraHu3aumii U cpeacTs MaccoBoi UHAopMaumn. [laHHbIe SKCMepTbl He OOKHbI HaXoAUTbCA B KakoW-nuGo 3aBMCUMOCTM OT
pa3paboTuMKOB NeKapCTBEHHbIX NPenapaToB U APYrUX N, 3auHTEPECOBaHHbIX B pe3yrnbTaTtax 3TMHECKON 3KCNepTu3bl.

3. Onnata ycnyr 9KCrnepToB COBETa MO 3TUMKE OCYLIECTBNAETCH Ha OCHOBaHWM [OroBopa, 3aKMYEeHHOro Mexay
YNONHOMOY€EHHbIM defeparnbHbIM OPraHOM UCMONHUTENBHOW BNAcTU, KOTOPbLIM CO3[aH COBET N0 3TMKE, U AKCNEPTOM COBETa Mo
3TUKe, 3a cyeT BIoOXKETHbIX acCUrHOBaHWM, NPeayCMOTPEHHbIX YNONHOMOYeHHOMY dedepanbHOMY OpraHy WCMONHUTENbHOW
BMacTu, KOTOPbIM CO34aH COBET Mo 3Tuke, B deaepanbHOM Ologxere Ha COOTBETCTBYHOLMI rog Ha obecnedeHue ero
OeATenbHOCTH, B pa3Mepax, yCcTaHOoBMNeHHbIX [NpaButenbctBoM Poccuiickon ®egepaumn.

4. DKcnepTbl COBETA MO 3TMKE HECYT OTBETCTBEHHOCTbL B COOTBETCTBUM C 3aKoHOAaTenbLCTBOM Poccuiickon degepauunu.

5. Coctae coseTa no 3TMKe, MornoxeHue 06 3TOM COBETe, MOPAAOK ero AesATenbHOCTM, TpeboBaHua K Keanudukaumm un
onbiTy paBoTbl MO SKCMEPTHOM OLEHKE Hay4HbIX, MEOULUMHCKUX W STUYECKUX acreKTOB KIMHUYECKUX WCCreaoBaHuii
NEeKapCTBEHHbIX MpenaparoB AN MEAULMHCKOrO MpUMEHEHWsl, NpedbsBhseMble K JKCrepTtaM COBEeTa Mo 9TUKe, MOopsOoK
opraHm3auMM W MPOBEOEHUSI OTUYECKOW SKCMepTM3bl, )opMa 3akMyeHuss CoBeTa Mo  3TUKE YCTaHaBMnMBaloTCH
YMOMHOMOYEHHbLIM dpefepanbHbIM OpPraHoM UCMONMHUTENbHON BnacTh. Yucno npeacraBuTenein MequUMHCKUX opraHusauuin He
MOXET MPEeBbILLATL MOMOBUHY OT OGLLErO YNCna 9KCNepToB COBETA MO 3TUKE.

6. WHdopmauma o coctaBe coBeTa MO 3TUKe, NnaHax ero paboTbl U Tekyweh OesTENbHOCTM pasMeLlaeTcs Ha
oduumnanbHOM canTe ynonHOMOYEHHOro doeaepanbHOro opraHa UCNOMHUTENBHON BNacTu B ceTh "VIHTepHeT" B yCTaHOBMNEHHOM
UM nopsiake.

(Ctatbsa gononHuTenbHo BktodeHa ¢ 1 uona 2015 roga PeaepanbHbiM 3akoHOM OT 22 Aekabpa 2014 roaa N 429-93)

KommeHTapum k ctatbe 39 1

CTATbA 40. NPOBEAEHUE KITMHWYECKOIO UCCINEAOBAHUA NEKAPCTBEHHOIO NPENAPATA ANsA
MEOWLIMHCKOIO NPUMEHEHUSA

1. PykoBoauTenb MeOULMHCKOM OpraHuM3auuu, KoTopasi MNpoBOAWUT KITMHUYECKOE WCCrefoBaHWE NeKapCTBEHHOMO
npenapata fgns MEeOULMHCKOrO MPUMEHEHUs, Ha3Ha4YaeT wccrnegoBaTtens, OTBETCTBEHHOrO 3a MNPOBEOEHWEe TaKkoro
nccnegoBaHna U MMerowero nedvebHylo crneunanbHOCTb, COOTBETCTBYIOLLYIO NPOBOAMMOMY KITMHWMYECKOMY MWCCegoBaHuio
NeKapCTBEHHOro npenapaTta, Co CTaxeM paboTbl No NporpaMmam KIIMHUYECKUX UCCIegoBaHMIM NEeKapCTBEHHbLIX NpenapaToB He
MeHee 4YeM TpM roga M MO ero npeasioKeHWo HasHayaeT couccrnegoBaTenel M3 4Yucna Bpaden 3TON MegMUMHCKON
opraHusaumu.

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

®3. - CM. npeapIayLLyio peaakLmio)

2. NccnepoBaTtenb ocyulecTtendaer Bbl60p nauneHToB, KOTOpble NO MeANLUNHCKMM NoKas3aHuAaAM MoryTt ObITb npuBrie4vyeHbl K
y4acTuio B KITMHNYECKOM nccriegosaHUmn nekapCTtBeHHOro npenapara gnda MmeauumHCKOro npuMmeHeHu4.

3. UccneposaTtenb U couccrneqoBatenu AOMKHblI OblTb O3HAKOMIIEHbI C pe3ynbrataMn OOKITMHUYECKOro uccnenoBaHuA
NeKapCTBeHHOro cpeacrtea, cogepxawmmmnca B 6p0Lmope ncenenoBarend, NpoeKToM NpPoTOoKO1a KIMNMHNYECKOro nccrnegoBaHuna
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neKapCcTBEHHOro npenapaTta Ans MeAULMHCKOro NMpuMeHeHusl, pa3paboTaHHbIM pa3paboTyMKOM feKapCTBEHHOTO Mpernaparta
UMM UHBIM IOPUANYECKUM NTULIOM, MPUBIIEKaEMbIM K OpraHu3aumMmn NpoBefAeHUsl KIMHWYECKOro UCCNeaoBaHns riekapCTBEHHOro
npenapata anst MeauLMHCKOro MPUMEHEHUS, U APYTMMX MaTepuanamu Takoro uccrnegoBaHusl.

3_1. PykoBogutenb MEOMLUVHCKOM OpraHm3auum B CpPOK, He MpeBbIlaloWuin Tpex pabounx OHe’W co AOHs Hadana
NpoBeAeHNs KIMHUYECKOTO NCCIeA0BaHNs NEKapCTBEHHOMO npenapara Ans MeguuMHCKOro NpMMeHeHus, coobliaet 06 aToM B
YNOMTHOMOYEHHbIN  doefepanbHbIl - OpraH  UCMOMHUTENBbHOW BNacTW, BbIOABLUMA pa3pelleHMe Ha npoBedeHue Takoro
nccneaoBaHud, MO YCTaHOBMEHHOMW MM ¢hopMe (4YacTb gononHutenbHo BkrtodeHa ¢ 1 aHBaps 2011 roga PenepanbHbiv
3akoHoM oT 29 HoA6psa 2010 roaa N 313-93).

4. OpraHu3aunm, OCyLLECTBAOLME OpraHN3aLuio NPoBEAEHNS KITMHUYECKOTO UccrneoBaHns NekapCTBEHHOMO Npenapara
ONS MeOWLMHCKOrO MNPUMEHEHMS M yKasaHHble B 4Yactu 3 cratbl 38 HacTosulero ®PeaepanbHoOro 3akoHa, B criydvae
HeobXoOMMOCTM BHECEHWs! W3MEHEHWA B MPOTOKOMN KIMHUMYECKOro WCCredoBaHust JIekapCTBEHHOro npenaparta  Aans
MEANLIMHCKOrO MpUMEHEHUs coobLiaT 00 3TOM B YNOMHOMOYEHHbIV defdeparnbHbli OpraH WCMONMHUTENBHOW BRacTH,
BblAaBLUNA paspelleHne Ha MNpoBedeHMe Takoro MCCreqoBaHWsl, MO YCTaHOBMEHHOM MM dopme (4acTb AdonosfiHeHa ¢ 26
okTa6pst 2010 roga PenepanbHbiM 3akoHOM OT 11 okTa6pa 2010 rona N 271-P3 - cM. NpeabiayLLyo pegakumio).

4 1. dopma COOBLLEHNA O BHECEHUM U3MEHEHUIA B MPOTOKOSM KIMMHUYECKOTO MCCriefoBaHusl nekapCTBEHHOro npenapara
AN MEAMLMHCKOrO NPUMEHEHUs1 [oMKHa coaepkaTb crefytolmne CBEAeHUS:

1) HaMMeHoOBaHWe, OEHTUMDUKALMOHHBIA HOMEP M AaTa NPOTOKOsa KMMHUYECKOrO UCCreoBaHus;
2) fjata BHECEHUS1 UIBMEHEHWI B MPOTOKOS KIMHUYECKOrO UCCIe[0BaHus;
3) HaMmeHoBaHWe 1 MECTO HaxXOXOeHWs 3asBUTENS;

4) HanMmeHoBaHuWe opraHunsauunu, I'IpVIBJ'Ie'-IeHHOIZ paSpa6OT‘-II/IKOM JNIeKapCTBEHHOIo npenapara K opraHu3aunn nposeneHund
KNMHN4eCKoro nccrnegoBaHnA (Flpl/l HaJ'II/NVII/I);

5) HanMeHoBaHUA N MecTta HaxoxXaeHnda MeamumnHCKNX OpraHI/I3aLI,VII7I, B KOTOPbLIX NPOBOONTCA KIMNMHNYECKOE UccnegoBaHne;
6) Aarta Bblgayun pa3pelleHna Ha nposeneHne KInnHNM4eckKoro nccnengosaHna n HOMep 3Toro pa3peLleHns;
7) N3MeHEeHNA, BHOCMMbIE B MPOTOKOJT KIMHUYECKOro nccrieaoBaHuA.

(Yactb 4_1 pononHuTenbHO BKNoYeHa ¢ 26 oktabps 2010 roga PenepanbHbiM 3akoHoM oT 11 okTabpsa 2010 rona N 271-
3)

5. B cpoK, He MpeBblAWNA TpuaLatTu paboumx OHEW CO OHSA MONy4YeHUs yKazaHHOro B YacTu 4 HacTosuwlen cratbu
CcoObLLEHNs, YMONHOMOYEHHbIV hbedepanbHbli  OpraH MCMONMHUTENbHOW BRacTM paccmatpuBaeT 3TO cooblieHve B
YCTAHOBMNEHHOM MM MOpsAKe W MPUHMMAET peLleHUe O BHECEHWM M3MEHEHUA B MPOTOKON KITMHWYECKOrO WCCNeaoBaHus
NeKkapcTBEHHOrO mnpenapara Ans MeaWUMHCKOro MNpUMEHeHMs unu ob oTkaze BO BHECEHMU Takux u3meHeHun. [lpwm
paccMOTpeHnn CcoobLeHnss O HeobXOOAMMOCTM BHECEHMSI M3MEHEHU B MNPOTOKOM  KIMHWYECKOro  MCCrneqoBaHust
nekapcTBEHHOro npenapara Anst MeaULMHCKOro NpUMEHEHUs B LieNnsiX oUeHkM 060CHOBaHHOCTM npeariaraeMbiX U3MEHEHUIN U
onpefeneHusl cTeneHy pucka Ans NauueHTOB, MPUHUMAKLUX YyYacThe B KIUMHUYECKUX WUCCMNELOBaHUSX, YNONMHOMOYEHHBIM
denepanbHbIM OPraHOM UCMOSTHUTENBbHOW BrlIaCTM MOTYT NPUBMEKaTbCH SKCMEePThbl COBETA MO 3TUKE.

(YacTb B pegakumm, BBeaeHHou B aericteue ¢ 1 uons 2015 roga ®enepansHbiM 3akoHOM OT 22 nekabps 2014 rona N 429-
®3. - Cm. NpeapblayLLyo PeAaKLMIo)

6. KnuHuuyeckoe wnccnegoBaHMe NeKapCTBEHHOrO npenapata  Ans  MeaMUMHCKOro  MpUMMEHEHUs MOXeT ObiTb
NPUOCTaAHOBMNEHO UMK MpeKpalleHo, ecrnn B npouecce ero nposefeHns obHapyxeHa onacHOCTb ANSA XWU3HW, 340POBbS
nauveHToB. B cnyyae BO3HWKHOBEHMSI OMACHOCTU ANA XWM3HW, 3[40POBbS MauMeHTa, YYacTBYIOLEro B  KIUHUYECKOM
nuccnegoBaHuM NekapcTBEHHOro npenaparta Ans MeauUUHCKOro NpuMeEHeHus, uccnegosatenu obs3aHbl NpoOMHGOPMUPOBaThL
06 a3TOM pykoBOOUTENA MEOMLMHCKOW OpraHMsauum W OpraHu3auuio, MoMyumBLUYI0 paspelueHne  YNornHOMOYEHHOro
hepepanbHOro opraHa MCMONHUTENBHOW BRAcTU Ha OpraHU3aumio NPoBeAeHUs KIMHUYECKOro uccrnefoBaHus nekapcTBeHHOro
npenapata. PelleHve O NpMOCTaAHOBMEHUWM KIMHUYECKOrO UCCredoBaHWs NeKapCTBEHHOro npenapaTta Ans MeguumHCKOro
NPYMEHEHNST MPUHUMAOT PYKOBOAUTENb MEOULUMHCKOW opraHus3aumMm u (Mnuv) opraHusauus, nonyumBllas paspelueHue
YMONMHOMOYEHHOro  dhefepanbHOro OpraHa MCMNOMHUTENbHOW BMAcTM  Ha OpraHM3auuio  MpoBedeHUst  KIMHUYECKOro
nccnenoBaHys nNekapCTBEHHOTO npenapara Ans MeQULMHCKOrO NPUMEHEHWS], pelleHne O NpeKpaLleHnn Takoro nccneqoBaHns
NPVHUMAET YMNONMHOMOYEHHbIV dhefepanbHbii OpraH UCMONMHUTENbHOM BMACTU Ha OCHOBaHWUM COOBLLIEHNST B MUCbMEHHOW hopme
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pYyKOBOAUTENS MEAMLMHCKOW OpraHusauuy UM opraHusauusi, rnonyyvBlIas paspelleHne YNnorHOMOYEHHOro denepanbHoro
opraHa WCMoSHUTENbHOW BMacTW Ha OpraHn3aumio NpoBedeHVs! KIMHUYECKOTO UCCNEeaoBaHNs NekapCTBEHHOMO npenapara ans
MELMLMHCKOro NpUMEHEHMS1.

7. B cpok, He npeBbiWawWMA NSATU pabounmx OHEN CO [OHS 3aBEpLUEHWsi, MPUOCTAHOBIEHWUS WM MNpeKpalleHus
KITMHUYECKOTO UCCNeaoBaHUs IeKapCTBEHHOro mnpenapata  Aans  MeOWMUMHCKOTrO MNpuUMeHeHusi, cooblueHne o0 3Tom
HanpaBnNsAeTcs opraHusaunsMu, ykasaHHbiMM B YacTu 3 ctatbk 38 HacTodulero denepanbHOro 3akoHa, B YNOMHOMOYEHHbIN
denepanbHbI OpraH UCNOMHUTENBHOM BNACTU MO YCTaHOBEHHON UM chopMe.

8. <Dopma coolLeHns o 3aBepleHnn, npuocTtaHoBieHUn wnn npekpaweHnn KrnHn4eckoro uccnenoBaHuda
NeKapCTBEeHHOro npenaparta gna MmeauumHCKOro npuMeHeHna gormkHa coaepixKaTtb:

1) MH(*)OpMaLlVIlO 0O MeAMWLMHCKON opraHusaumn nnn MeagnumHCKNX opraHn3aumax, nposoanBLLNX AaHHOE UccrieaoBaHue;
2) onncaHne gaHHOro nccnenoBaHud;

3) AaHHble uccnegosaTens (amMunus, UMs, OTYECTBO, MECTO paboThbl, 3aHMMaeMasi OOSPKHOCTb, CrneunanbHOCTb, CTax
paboTbl MO NporpaMmamM KiMHUYECKUX WUCCNEeAoBaHUI NEeKapCTBEHHbIX NpenapaTtoB, NepeyYeHb KIMHWYECKUX UccrenoBaHui
nekapcTBeHHbIX NpenapaToB, B KOTOPbIX OH MpUHMMan ydactue (nepvodbl y4acTusl) B KayecTBe uWccriegoBaTens wunm
conccneposarens) (MyHKT gononHeH ¢ 26 oktabpsa 2010 roga PenepanbHbiM 3akoHOM OT 11 okTabpsa 2010 ropa N 271-P3 -
CM. NMpeablayLLy peaakumio);

4) pesynsTaT OaHHOIO WCCNEaoBaHusa (3aBeplUeHUe, MPUOCTAHOBMEHVE UMW MpeKpalleHne OaHHOro UccrnedoBaHusl ¢
yKasaHuem WX NMPUYUH U BIUSIHUSA HA OLEHKY ero pesyrnbraToB, OOLLYH OLEHKY puUcKa U OXWUOAEMOW Morb3bl OT NPUMeEHeHUs
vccrneayemoro nekapcTBEHHOro Npenapara, a Takke npegnonaraeMble AanbHelwme aeincTeus).

8_1. lMNpwn BbisBNeHun cbeaepanbHbiM OpPraHOM WCMAOMHUTENBbHON BNACTW, OCYLLEeCTBAALWMM (PYHKLMM MO KOHTPOM U
Hag3opy B cdepe 30paBOOXpaHEHWs, HapyLIeHWn npaBun Hagnexalwewn KrIMHUYECKOW MpPakTUKM npu  npoBegeHUn
KITMHWUYECKOro MCCNeaoBaHUsA NeKapCTBEHHOro npenapaTta, BAUSIOWUX Ha MNOMHOTY M (MnM) AOCTOBEPHOCTb AaHHOro
KITMHWUYECKOrOo WMCCNefoBaHus, YKa3aHHbI dedeparnbHbIi OpraH UCNOMHUTENbHOM BNacTu NpuOCTaHaBNMBaeT MNpoBedeHue
AaHHOTO KIMUHWYECKOro MccrnefoBaHnsa U BbIHOCUT MEAMLMHCKOM OpraHusauuu, B KOTOPOW NPOBOAMTCHA OAHHOE KINMHUYecKoe
uccrnegosaHve, npegnucaHue 06 YCTpaHeHWW BbISIBIIEHHbLIX HapylleHui. [pyu HeycTpaHeHMU MeAMLMHCKOW opraHusaumnen
BbISIBMIEHHbIX HApPYLUEHWN B YCTAHOBMEHHbIN B NpeanucaHnyM CpokK ykasaHHbIN dbegepanbHbiin opraH UCMONHUTENBbHOW BNacTu
NPUHUMAaET peLleHne O NpekpaLleHun NPpoBeAeHNs KITMHUYECKOro uccrneoBaHns nekapcTBEHHOro npenaparta U HanpasnseT B
denepanbHbIn opraH UCMOMHUTENBHON BNAcTW, OCYLLECTBAOWMIA PyHKLMM MO BbipaboTke M peanu3auumn rocygapcTBeHHON
NOMUTUKN U HOPMAaTUBHO-NPaBOBOMY PErynMpoBaHnio B chepe 34paBoOXpaHeHUs, 3aKrnodYeHne O BbISBNEHUN NpU NpoBeaeHnn
OaHHOTO KNMHWUYECKOrO UCCNeaoBaHNs HapyLLeHW NpaBun Hagnexaien KNMHUYECKON NpakTUKU AN NPUHATUS pelueHns ob
OTMEHEe pa3pelleHusl Ha OpraHu3auuio NpoBedeHUs OaHHOro KIMMHWYECKOro uccrefoBaHus C AaTbl MPUHSATUSA peLLeHus O
NPUOCTaHOBMNEHUN NPOBEAEHUS KITMHUYECKOIO UCCNEeLOBaHUA NeKkapCTBEHHOrO npenapara.

(Yactb gononHutensHo BkntoveHa ¢ 1 mnions 2015 roga PenepanbHbiM 3akoHOM 0T 22 nekabps 2014 roga N 429-93; B
penakumu, BBefeHHon B genctene PenepansHbiv 3akoHoM oT 13 mtona 2015 roga N 241-93. - CM. npeablayLLyo peaakLmio)

9. YNOnHOMOYEHHbI deaeparnbHbIi OpraH WCMOMHUTENBHON BRacTM ONyOnuKOBLIBAET W pas3MELlaeT Ha CBOEM
oduumnansHoMm camnte B ceTn "MIHTepHeT" coobLueHne O 3aBepLUEeHUN, NPUOCTAHOBMEHUM WNN NPEKPaLLEHUN KIMHUYECKOTO
nccnenoBaHns nekapcTBEHHOro npenapara Ans MeAMLMHCKOro MPpUMEHEHUs B CPOK, HE MpeBbILLaoLLni NaTn pabounx gHen co
OHS ero nornyyeHusl, B yCTaHOBMEHHOM UM NOpPsiaKe.

10. YnonHoMo4eHHbIM dhedeparnbHbIi OpraH UCMONMHUTENbLHOW BNacTu OCYLLECTBSET BeAeHMe peecTpa uccnegosaTenen,
NPOBOAALLMX MM NPOBOAMBLUNX KIMHUYECKME NCCrefoBaHUsa NeKkapCTBeHHbIX npenapaTtoB And MeguuMHCKOro NnpuMeHeHus, B
COOTBETCTBUN C YTBEPXOAEHHbIMW UM MpaBunamMu 1 pasMellaeT ero Ha cBoem oduunansHoM camte B cetu "UHTepHeT" B
YCTaHOBMNEHHOM MM NOpsiAKe. YKasaHHbIA peecTp CoaepXuUT uHdopmaumio, NpeaycMoTpeHHY NyHKTOM 3 Yyactu 8 HacTosulen
cTatbu.

11. OTyeT O pesynbTaTax KMMHUYECKOr0 WCCNenoBaHUA NEeKapCTBEHHOro npenapara Ans MEAMLIMHCKOTO MpUMEHEHUs!
COCTaBMseTCs opraHu3auueit, ykasaHHol B Yactu 3 ctatby 38 HacTodulero PenepantHOro 3akoHa, Ha OCHOBaHWK 3aKITo4eHuid
MEMLIMHCKMX OpraHusauuii, NpOBOOMBLLMX 3TO UCCReaoBaHue, W NPeAcTaBnseTcs B YNOMHOMOYEHHbIN (peaepanbHbii opraH
MCMOMHUTENBHON BMAacT, BbiAABLUWIA paspelieHne Ha NpoBedeHWe 3TOr0 WUCCMNedoBaHWsl, B CPOK, HE MPEBbILAaoLLINA Tpex
MECALEB CO [HS €ro 3aBeplUEHUsl, MPUOCTAHOBMEHMS UMW NPEeKpalleHnsl, B MopsaKe, YCTaHOBMNEHHOM YMOMHOMOYEHHLIM
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cenepanbHbIM OpraHOM UCMOMHUTENBbHOW BNacTu.

12. HapyweHue npaBun Hagnexalwlenm KIUHUYECKOM MpakTukW, danbcudukaunsa pesynstaToB  KIMHUYECKOro
uccrnenoBaHWs NMEeKapCTBEHHOro npenapata  Ang  MEOMUMHCKOrO MPUMEHEHUs BIeKyT 3a COOOM OTBETCTBEHHOCTb B
COOTBETCTBUM C 3aKoHoAaTenscTBoM Poccuiickon egepaunn.

(YacTb B pegakumn, BBegeHHow B aenictane ¢ 1 nons 2015 roga PenepansHbiv 3akoHom ot 22 Aekabpsa 2014 rona N 429-
®3. - CM. mpeablAyLLY0 PEAAKLIMIO)

13. TMpu npoBedeHWM KIMHWYECKOrO WCCMNedOBaHUsi NEKapCTBEHHOrO npenapaTta Ansd MeaWUMHCKOro MpUMEHEHUs
AonyckaeTtcsd 3abop y naumeHToB GuonorMyecknx martepuanoB (o6pasubl GUMONMOrMyecknx XUAKOCTEW, TKaHEW, CEKPEeToB U
NPOOYKTOB XU3HEAeATEeNbHOCTU YenoBeka, (PU3MOMNorMyeckux M MaTtonormyeckux BblOENEHWI, MasKoB, COCKOOOB, CMbIBOB,
MUWKpPOOpraHM3mMoB, BMoncuiHbIN MaTtepuan) ansa ux usydeHuns B Poccumnckon degepauum n (unu) 3a npegenamu Poccuinckon
depepaumu.

(YacTtb B pegakuuu, BBegeHHon B aenctene ¢ 1 nonsa 2015 roga PegepanbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-
®3. - CM™. npeapiayLLyo PeAaKLn0)

14. Topspgok BBo3a B Poccunckyto degepaumio u BbiBO3a 3a npegenbl Poccuiickon Pegepaumm GMONOrMYeCckmx
MaTepuanoB, MOSyYeHHbIX NPW NPOBEOEHUN KITMHUYECKOro MCCreoBaHMs fEKapCTBEHHOro npenapara ans MeguuMHCKOro
npumMeHeHnsi, yctaHaenmeaeTcsi [paBuTtenscTBom Poccunckon ®epepaumm.

(YacTtb B pegakuuun, BBegeHHom B aenctene ¢ 1 nonsa 2015 roga PegepanbHbiM 3akoHOM 0T 22 Aekabpsa 2014 rona N 429-
®3. - CMm. npeapiayLwyo peaaKLnio)

KommeHTapum k ctatbe 40

CTATbS 41. AOIOBOP O NPOBEOEHUN KITMHUYECKOIO UCCINEAOBAHUA NEKAPCTBEHHOIO
NPENAPATA And MEOQULUMHCKOIO NPUMEHEHUA

1. KnuHunyeckoe nccnegoBaHue nekapcTBEHHOMO npenapara Ans MeauuMHCKOro npuMeHeHUst NpoBOAMTCA B COOTBETCTBUM
C [OroBOpOM O MPOBEAEHMU KITMHUYECKOro UCCNefoBaHWSA NeKapCTBEHHOro npenaparta Ans MeAWUMHCKOro npuMeHeHus,
3akniovaeMbiM Mexay opraHusaumen, nonyymslLEn paspelleHue YNOrTHOMOYEHHOro hedeparnbHOro opraHa UCNONMHUTENLHOM
BNacT! Ha opraHn3auuio NPOBEAEHUSA TaKoro MccrnegoBaHus, U MeguULMHCKON opraHu3aumeit, ocyLLecTBRsoLWen nposegeHne
TaKoro nccneaoBaHus.

2. ,ElOFOBOp O npoBeaeHun KIMHMYeCcKoro nccnenoBaHua JNeKapCTBeHHOro npenaparta and MeamumMHCKOro npumMeHeHud
OOJDKEeH coaepxXaTtb:

1) ycnoBua U CpOKu npoBegeHnAa 0aHHOro nccnenoBaHUA;

2) onpeneneHne obLen cTonmocTn nporpamMmmbl JaHHOINo nccnegoBaHunAa ¢ ykasaHmem CymMmmbl, npeuHasHaqarou.l,eVlcn ana
BbINJ1aT nccriegoeBartendam, conccrieaosartendm,

3) onpenenexne opMbl NPeacTaBneHns pesynbTaToB 4aHHOMO UCCMNefoBaHUS B YNONHOMOYEHHbIN thedepanbHblii opraH
MCMOMHUTENBHON BRacTu.

KommeHTapun k ctatbe 41

CTATbSA 42. PUHAHCOBOE OBECINEYEHWE KITMHWYECKOIO UCCINEAOBAHUA NEKAPCTBEHHOIO
NPENAPATA And MEOQULUMHCKOIO NPUMEHEHUA

durHaHcoBoe obecneveHne KIMHMYECKOro MccneaoBaHus JleKapCTBEHHOro npenaparta Aand MeaumuunHCKOro npuMeHeHua
OCYLLECTBIIAETCA 3a CHeT.

1) cpencTtB cbeaepansHOro BroaXeTa;

2) cpencTe OpFaHI/I3aLI,VII7I, nonyymBlWNX paspeleHne Ha opraHm3auunio nposeaeHnd OaHHOro wuccnenosaHud, B
COOTBETCTBMU C yCInOoBUAMK OroBopa O ero nposeneHnu;
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3) MHbIX He 3anpeLleHHbIX 3akoHoaaTenscTBom Poccuickon deaepaumm MCTOYHUKOB.

KommeHTapum k ctatbe 42

CTATbA 43. NPABA NAUMEHTOB, YYACTBYHOLWUX B KMIMHUYECKOM UCCINEAOBAHUN NEKAPCTBEHHOIO
NPENAPATA And MEOQULUMHCKOIO NPUMEHEHUA

1. Yyactve naumeHToB B KIIMHWUYECKOM WCCegoBaHUK NNIeKapCTBeHHOro npenapara gna MeguunHCKOro npumMeHeHusa
ABNAeTcd LI,OGpOBOJ'IbeIM.

2. MaumneHT unu ero 3aKoHHbIV NPeacTaBUTENb A0MKEH ObliTb UHHOPMNPOBAH B MMCbMEHHOW hopMe:

1) 0 nekapcTBEHHOM Mpenapare AN MeOWUMHCKOrO MPUMEHEHUST UM CYLLHOCTM KIMMHUYECKOro WCCIedoBaHuUs 3TOro
nekapcTBEeHHOro npenapara;

2) o 6e3onacHOCTM feKapCTBEHHOrO npenapata Ans MeAMUMHCKOrO MPUMEHEHUS, ero oxuaaemor 3deKTUBHOCTU U
CTEeneHu pucka Ans nauueHTa;

3) 06 ycnosuax y4dactua nadueHTta B KIMMHUYECKOM WccnenoBaHWMM NeKapCTBEHHOro npenapara Anda mMeguunHCKoro
NnpUMeHeHna;

4) O uenun nnun uendax n npoaosmnkKUTENbHOCTU KIMMHUYECKOro nccrieaoBaHmna nekapcTtBeHHOro npenapara gna MmeamumnHCKoro
NpUMEeHeHna;

5) o0 pefcTBUAX NnaumeHTa B criydae HenpeaBUaeHHbIX 3MEKTOB BNUSHUS NIEKapCTBEHHOMO Npenaparta Ans MeAULIMHCKOTo
NPUMEHEHMs1 Ha COCTOSIHWE ero 3[0POBbS;

6) 06 ycrnoBusx 06513aTENbHOr0 CTPax0BaHUA XM3HU, 300POBbS MALNEHTA;

7) O rapaHTunax KOHQ)I/I,CI,EHLI,VIaJ'IbHOCTI/I y4acTtuna nauneHTa B KIMMHUYECKOM UccrneaoBaHMM nekapcTBeHHOro npenapara ansd
MeONLIMHCKOro NpuMeHeHus.

3. ,El,06pOBoanoe cornacune nauneHta Ha y4dacTtue B KIMMHUYEeCKOM uccnegoBaHMM JNEeKapCTBEHHOro npenapara Aand
MeONUNHCKOIo npuMeHeHua noareepXxaaetca ero noanucbro  unm  noanucbd  €ero  3aKOHHOIo npeacrtaButena  Ha
I/IHC*)OpMaLI,VIOHHOM JNTINCTKEe NnauneHTa.

4. MaumeHT nnn ero 3akoHHbIN npeacrtasuTerlb UMEET npaBo OTKa3aTbCA OT y4yacTua B KIIMHWYECKOM uccnenoBaHun
NeKapCTBeHHOro npenapara gna MmeaunumHCKoro npuMmeHeHna Ha nobown ctagnn npoBegeHna Takoro nccregosaHua.

5. NpoBeaeHne KNMHMYECKOrO NCCcrneaoBaHus NekapCTBEHHOrO nNpenaparta Ansg MeauLUMHCKOro NpUMEHEHst ¢ yyacTneMm B
KayecTBe NauneHToB AeTen LoMycKaeTCcs TONbKO C cornacusi B MMCbMEHHON hopMe ux poamntenen, ycelHoBuTenen. et moryt
paccmaTpmBaTbCs B KayecTBe MOTEHUManbHbIX NaUMEeHTOB Takoro MCCneaoBaHus, TOMNbKO eCnv ero nposeaeHne Heobxoanmo
ONS yKpenneHus 300poBbs AeTel unu npodunakTukn MHPEKLMOHHBbIX 3aboneBaHunii B 4eTCKOM Bo3pacTe nvbo ecnu Lenbio
TaKOro MCCrnegoBaHuUsl SIBNSIETCA MOMyyYyeHWe OaHHbIX O Haunyyllel [03MpOBKe fleKapCTBEHHOro npenapaTta Ans nedyeHus
aeTteni. B atux cnydvasx TakoMy MCCNeOoBaHWIO [OOMKHO NPeALIecTBOBaTb KIMMHWYECKOe MCCrnefoBaHWe NeKapCTBEHHOro
npenapata And MeOWLUMHCKOrO MNPUMEHEHWsI Ha COBEPLUEHHOMETHUX T[paX[aHax, 3a WCKMYEeHUEM Cry4yaeB, €ecnv
uccrnenyemblii eKapCTBEHHbIV Npenapat AN MeOWLUHCKOro NPUMEHEHUS NpeAHa3HavYeH UCKMYMTENBHO ANS UCMONb30BaHUS
HECOBEPLUEHHONETHUMIN rpaXaaHamu.

(YacTb B pegakumu, BBegeHHON B Aenctere ¢ 22 HoAbpsa 2014 roga PenepanbHbiM 3aKOHOM OT 22 okTsa6pa 2014 rona N
313-®3. - Cm. NpeablAyLLYI0 PenakLmio)

6. 3anpeu.LaeTCH npoeegeHne KrnmHn4ecKkoro nccrnegoBaHna nekapCTtBeHHOro npenapara gna meanunHCKoro npuMeHeHunsa
C y4yactmem B Ka4yeCTBe NauneHToB:

1) neten-cupoT u geTen, octaBlumxca 6e3 nonevyeHnsa pogutenen;
2) XeHWwuH B nepuog 6epeMeHHOCTU, XEHLWMH B Mepuog rpyaHOro BCKapMIMBAHUA, 3a UCKITKOYEHMEM CrlyyYaeB, ecnu

npoBOAUTCA KIMHUYECKOE WuccrnenoBaHne J1eKapCTBEHHOro npenapara, npegHa3Ha4YeHHOro And YyKa3aHHbIX JXEeHLUWH, MNpu
ycnosumn HeobxoamMmocTn nony4yeHna VIH¢)0pMaLI,VIM TONbKO BO BpemMaA npoBeaeHnAa COOTBETCTBYHOLUMX KITMHUYECKUX
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nuccrnefoBaHUii U MPUHATMS BCEX HEOOXOOMMBIX Mep MO WCKIIOYEHUIO puUCKa HaHEeCeHWs Bpeaa >KeHWWHe B nepuos
GepeMeHHOCTH, KeHLLUMHE B Nepuog, rpyaHOro BCKapMIMBaHuWs, nNiogy unm pebexky;

3) BOEHHOCNYXALLUMX, 3@ UCKIIOYEHMEM CryYaeB NPOBEAEHUS KITMHUYECKOrO UCCMNeLoBaHUS NeKkapCTBEHHOMO npenapara,
crneunanbHO pa3paboTaHHOro AN NPUMEHEHUS B YCMOBUSX BOEHHbIX OEWCTBUN, Ype3BblYalHbIX CUTYaLMN, NPOUNaKTUKL U
nevyeHus 3aboneBaHUN N NOPAXEHUA, NOMYYEHHbIX B pe3ynbTaTe BO3AeNCTBMSA HEONAronpuATHbIX XMMUYECKMX, BUONOrmMyeckux,
paguauunoHHbix hakTopoB. KnmHuyeckoe nccnegoBaHne Takoro fiekapCTBEHHOro npenapara MOXeT NpoBoANTLCS € y4yacTueM B
Ka4yecTBe MauMeHTOB BOEHHOCIYXAaLUMX, 3a WUCKIMHOYEHUEM BOEHHOCMYXaLLUX, MPOXOASALIMX BOEHHYK cryxby no npusbiy, C
cobntogeHnem TpeboBaHuiA, yCTaHOBMEHHBIX HAacTosALWMM PeaepanbHbIM 3aKOHOM B OTHOLLEHUU FpaXKgaHCKUX Nuu;

4) cOTPYOHMKOB NPaBOOXPAHUTENbHbLIX OPraHoB;

5) nuu, oTbbiBalOLWMX HaKka3aHWe B MecTax nmieHns cBoboabl, a Takke nuu, Haxo4aLWmMxca nog CTpa>|<e17| B ClieACTBEHHbIX
n3ondartopax.

7. JonyckaeTca npoBedeHWe KIMHUYECKOro UCCNefoBaHUS NeKapCTBEHHOro npenapara Ang MeguumMHCKOro npuMeHeHus,
npegHasHa4YeHHOro Ans fedYeHus MCUXMYeckmx 3aboneBaHun, C yyacTMeM B KayecTBe MauMeHTOB MuL, C MCUXUYECKMMU
3aboneBaHUAMU, NPU3HAHHBLIX HeaeecnocobHbIMU B MOPSAKe, YCTAHOBNEHHOM 3akoHogaTenbcTBoM Poccuickon degepauun.
KnuHnyeckoe nccnepoBaHve NekapcTBEHHOro npenaparta B 3TOM Crydae NpoBOAUTCSA MPU Hanuyuy cornacus B NUCbMEHHON
bopMe 3aKOHHbIX NpeacTaBuTeNnen ykasaHHbIX nNuu,.

KommeHTapun k ctatbe 43

CTATbS 44. OBA3ATEJNIbHOE CTPAXOBAHUE XXU3HWU, 300POBbA NMALMUEHTA, YHACTBYIOLLEIO B
KNMAHWYECKOM UCCNEOQOBAHUU NEKAPCTBEHHOIO NMPENAPATA AnAdA MEANMLUWHCKOIO NPUMEHEHUA

1. OpraHusauusi, nonyyvBLIas pa3peLleHre Ha opraHM3auuio NPOBEAEHUS KIMHUYECKOTO UCCNEAoBaHNs NeKapCTBEHHOMO
npenapata aons MeguUMHCKOro npuMeHeHusl, obsidaHa B Ka4ecTBe CTpaxoBaTensl CTpaxoBaTb PUCK MPUYUHEHMS Bpeaa »KN3HW,
3[J0pPOBbLIO NaUMeHTa B pe3yribTate NPOBEAEHMUsT KIMHUYECKOrO UCCReaoBaHNs NekapCTBEHHOrO npenapaTta Ans MeauuMHCKoro
NMPUMEHEHMS 3a CBOW CYET NyTeM 3aKroveHus 4oroBopa 06s3aTenbHOro CTpaxoBaHust.

2. O6bbeKTOM 00s3aTENBLHOMO CTpaxoBaHuA dABnAeTcd I/IMyLLI,eCTBeHHbIIZ MHTEpeC nauneHTa, CBSI3@HHbIN C NnpU4YNHEHnem
Bpeda ero XusHum unn 3aopoBblo B pesyrnbrate npoBedeHuA KIMMHUYEeCKOro mnccriegoBaHua JnekapCTtBeHHOro npenapara gnd
MeaNLUNHCKOIro npuMeHeHus.

3. CTanOBbIM cny4yaem no [oroesopy 0bsa3aTensbHoro CTpaxoBaHUA 4BNndAeTCA CMepTb nauueHTa unm yxygleHue ero
3400p0OBbA, B TOM 4YuCne Blekyllee 3a cobon YyCTaHOBIIEHNe WUHBANIMAHOCTU, NMPU Hann4unm I'IpVI‘-IVIHHO-CJ'Ie,D,CTBeHHOVI CBA3N
Mexay HactynneHunem 3Toro cobbIThA 1 y4qyacTtnem nauuneHTa B KInMHM4YeCkoM nccrnegoBaHum nekapCTtBeHHOro npenapara.

4. TpeGoBaHWs O BO3MELLEHUM Bpeaa, NPUYMHEHHOTO XU3HW UMK 300POBbI0 NauueHTa, NPeabsBNAOTCA B TEYEHUE CPOKOB
WCKOBOW [aBHOCTU, YCTAHOBIIEHHbIX MpaX4aHCKUM 3aKOHOAaTeNbCTBOM.

5. Pasmep cTpaxoBow BbinNnathl No 4OroBopy 06a3aTenbHOro CTpaxoBaHUs COCTaBMSIET:

1) B crniyyae cmepTu nauveHTa OBa MWINMOHA pybnen Ha KaxZoro nauueHTa, y4yacTBOBABLUErO B KIMHUYECKOM
1ccrneaoBaHUM NEKApCTBEHHOTO Npenapara;

2) Npu yxyaLweHnn 300poBbst NaumeHTa:

a) noBrekwemM 3a cobon yCTaHOBJ1IeHUe MHBaNMgHOCTU | rpynnbl, OAUH MUJUJTMOH NATbLCOT TbICAY py6r|el7| Ha KaXxgoro
nauneHTa, ydactBoBaBLUEro B KIMMHUYECKOM nccrnengoBsaHmnin NiekapCTtBEeHHOIo npenapara;

6) noerekwemM 3a coboMn yCTaHOBJIEHNe WHBaNMAHOCTU Il rpynnbl, OAWH MWIJINOH py6nel7| Ha KaXxagoro nauueHTta,
y4acTBOBaBLUEro B KITMHNYECKOM UCCnenoBaHnUn nekapCTBeHHOro npenaparta,

B) noBnekwem 3a cobow ycrtaHoBneHue uHBanuagHoctu Il rpynnbl, NATbCOT Thicad pybnen Ha Kaxgoro naumeHTa,
y4acTBOBAaBLUETO B KIIMHUYECKOM MCCIegoBaHUM NieKapCTBEHHOIO Npenapara;

[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/420321621#A8K0NH

06 ob6palleHun nekapCcTBEHHbIX CPeACTB (C u3MeHeHusMMn Ha 19 okTabpst 2023 roga) Ctpanuua 83
®edeparbHbil 3akoH om 12 anperns 2010 . Ne 61-@3

r) He noBnekwem 3a coboln YyCTaHOBMNEHUS MHBANWOHOCTWU, HEe Gonee 4Yem TpucTa TbicaAY pybrer Ha Kaxgoro naumeHTa,
y4aCcTBOBABLUETO B KIIMHUYECKOM MUCCREAOBaHNM NeKapCTBEHHOIO npenapaTa, MCXOAs M3 HOPMAaTUBOB, OTPaXXaloLwmUx Xapaktep
N CTeNeHb MOBPEXAEHUS 300POBbSA, a Takke (PAKTUYECKU MOHECEHHbIX NaLMEHTOM pPacxO[oB, BbI3BaHHbIX MOBPEXOEHMEM
300pOBbS, HA MEONLIMHCKYIO MOMOLLb, MPpUobpeTeHne nekapCTBEHHbIX Npenaparos.

(MoanyHKT B pegakumun, BBeAeHHon B Aencteue ¢ 1 uons 2015 roga ®enepanbHbiM 3akoHOM oT 22 aekabpsa 2014 rona N
429-®3. - CM. NpeablAyLLYIO PeAakLmio)

6. Yactb ytpatuna cuny ¢ 1 monsa 2015 roga - ®enepanbHbii 3akoH OT 22 fekabpa 2014 roga N 429-93. - Cwm.
NREeAbIAYLLYI0 peaaKLuio.

7. CpOK aoroesopa obsi3aTenbHOro CTpaxoBaHNA HE MOXeT OblTb MeHee, 4eMm CPOK npoBeneHna KIMHU4YecKoro
ncecnenoBsaHna nekapCTtBeHHOro npenaparta.

8. YcnoBsua gorosopa o6a3aTenbHOr0 CTpaxoBaHWs, B TOM YMUCIe CTpaxoBble Tapudbl No ob6A3aTenbHOMY CTpaxoBaHWUIo,
nepeyeHb HeobXOAMMbIX OOKYMEHTOB AN OCYLUECTBMEHMS CTPaAXOBOW BbiNfaTbl, MOPSAOK YCTAHOBMEHMSA CTpaxoBaTenem
MHOVBMAOYANbHOMO WOEHTU(UKALMOHHOIO Koda naumMeHTa, NOpPsSiAOK MHAOPMUPOBAHUA CTpaxoBaTeneM CTpaxoBLiMKa O
NPUBIIEYEHHbIX K KITMHUYECKOMY WCCREeLOBaHWIO NIEKApPCTBEHHOrO npenaparta ans MeauuMHCKOro MpMMEHEHUs nauueHTax,
NopsiAOK ynnaTtbl CTPaxoBOW MpemMuu, NOPSLOK peanuaauum onpeaeneHHbix Hactoswmm degeparnbHbiM 3aKOHOM U ApYrMn
denepanbHbIMK 3aKOHaMK npaB M 06siI3aHHOCTEN CTOPOH MO JOroBopy 00SA3aTENbHOrO CTPaxOBaHWs, a Takke HOpPMAaTuBbl,
OTpaxkalolMe XapakTep M CTeneHb MOBPEeXOeHUs 300pOBbsl, YCTAHABMMBAKOTCA TUMOBbLIMU MpaBunamu o0b6a3aTenbHOro
CTpaxoBaHusi.

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

9. B cny4yae npuynHeHua Bpeaa XuM3HuU nauuneHTa, ydacTtBoBaBLUEro B KIMHWYECKOM uccnenoBaHUU INeKapCTBEHHOro
npenaparta, BbIFOﬂ,OI'IpI/IO6p6TaTeJ'I$|MVI no orosopy obsi3aTenspHoro CTpaxoBaHUAa ABNAKTCA rpaXgaHe, nMerwine npaBo Ha
BO3MeLlleHe Bpeaa B Ciiydae CMepTu KopMusibLla B COOTBETCTBUM C rpaKAaHCKUM 3akOHOO4ATeNMbCTBOM, MPU OTCYTCTBUN TaKNX
rpaxxgaH - poautenu, cynpyr, et ymepLlero nauyueHta, ydyacrtBoBaBLUEro B KIIMHWYECKOM UccnenoBaHUM JNekapCTBEHHOro
npenapara, B Cliydae CMepTun naudueHTa, y4actBoBaBLUEro B KIIMHUYECKOM UCCeaoBaHUM NeKapCTBEHHOro npenapara u He
MMEBLLEro CaMOCTOATENBbHOINO Aoxopaa, - rpaxpaHe, Ha WXAMBEHUN KOTOpPbIX OH Haxoauncd, B OTHOLWIEHWW BO3MeLleHUd
pacxogoB Ha norpe6eHV|e nauuneHTa, ydacrtBoBaBLUEro B KIMHUWYECKOM MucCcnegoBaHuUn nekapCcTtBeHHOro npenaparta, - nuuo,
NnoHecLluee Takne pacxoibl.

10. CTanOBaFI BbinJjiata B CHET BO3MelleHuA Bpeaa, NpU4YNHEHHOro XX1U3Hun nauneHTta, ydactBoBaBLUEro B KIIMHNYECKOM

uccrnefoBaHUM NEKAPCTBEHHOTO NpenapaTta, pacrnpefensieTcs Mexay BbirodonpuobpetatensMu  NponopLUOHanbHO  UX
KONMYECTBY B paBHbIX AOMSIX.

11. Mpu HacTynneHun CTPaxoBOro criyyasi MaumeHT, Y4acTBOBaBLUMIA B KIMHUYECKOM WCCNEOoBaHWM NEeKapCTBEHHOIO
npenapara, BblrogonpuobpeTaTenb BrnpaBe NPedbsBUTbL HEMOCPEACTBEHHO CTPAxOBLUMKY TpeGoBaHME O BO3MeLLeHUU
npuyvHeHHoro Bpega. CTpaxoBasi BbiMnata OCYLIECTBRSIETCS CTPaxOBLUMKOM B TedeHWe Tpuauaty [Heid co  OHs
NpeacTaBneHnss HeobXxoauMbIX OOKYMEHTOB. [lauueHT, yyacTBOBaBLIMA B KIMHUYECKOM WCCIedOoBaHUKU J1eKapCTBEHHOro
npenaparta, WM BblrogonpuobpeTtaTens 00513aH COOGLWMTbL CTPaxXOBLUMKY ANl OCYLECTBIIEHWS CTPaxOBOW BbiMmaThl
WHOMBMAOYANbHBIA NOEHTUMMKALMOHHLIA KOA4 MauuMeHTa, YCTaHOBMEHHLIN CTpaxoBaTenemM B COOTBETCTBMM C TUMOBLIMU
npasunamm obsizaTernibHOro CTpaxoBaHusl.

12. ,D,O NONHOro onpegeneHna pasMepa nopgnexawero BO3MELWEeHUI0 Bpeda CTpaxoBLUMK MO 3adBleHu0 nauueHTta,
y4yacTBOoBaBLUEro B KIMHMYECKOM UCCI1eqoBaHNUM NEKapCTBEHHOIO npenaparta, Unn 3asaBlieHnto BbIFOﬂ,OI'IpI/IO6peTaTeJ'IFI BrnpaBse
OCyLLUEeCTBUTb 4YaCTb CTanOBOI7I BblNJjiaTbl, COOTBETCTBYHOLLYIO (*)aKTI/I‘-IeCKVI onpe,u,eneHHoﬁ YacTn NpUYNHEHHOIO Bpeaa.

13. CtpaxoBas Bbinfiata B COOTBETCTBMM C LOrOBOPOM 00A3aTENbHOr0 CTpaxoBaHWUS OCYLLECTBASETCS He3aBUCUMO OT
BbINMaT, NPUYNTaOLLMXCA NO APYrMM BUAAM CTPaxXOBaHUS.

14. He JonyckaetTcda yyYactue nauuneHta B npoBeaeHUn KIMMHUYECKOro uccnegoBaHUA NeKapCTBEHHOro npenapara npu
OTCYTCTBUM Ooroesopa obsasarensHoro CTpaxoBaHuA.

15. KoHTponb 3a UCNOSIHEHMEM OpraHu3auMen, NonyyYMBLUEN paspeLleHne Ha OpraHu3aumto NPOBEAEHMST KIMHUYECKOrO
uccrnenoBaHWs MekapCTBEHHOrO npenapata  Ans  MegUUMHCKOTO MPUMEHEHWsl, YCTaHOBIMEHHOW HaCTosilen cTaTben
0653aHHOCTM NO 06513aTENBHOMY CTPaXOBaHMIO XM3HW, 300POBbs NauMeHTa, y4acTByHoLEro (y4acTBOBaBLUENO) B KITMHUYECKOM
uccrnenoBaHUM NEKapCTBEHHOrO npenapata, OCYLIEeCTBMASETCS YMONHOMOYEHHbIM dheaepanbHblM OpraHoM WCMONMHUTENbHOM
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BNacT, BblJaBLIMM paspelleHne Ha MpoBeAeHMEe KIMHUYECKUX WCCredoBaHWA NEeKapCTBEHHbLIX MNpenapaTtoB  Ans
MEOVLNHCKOrO NPUMEHEHMNS.

(CtaTtbsa B pemakumu, BBeeHHoun B aencteue ¢ 1 aHBapst 2011 roga ®enepaneHbiM 3akoHOM OT 29 Hos6pa 2010 roga N
313-03. - CM. npeapIAyLLY0 peaaKLmio)

KommeHTapun k ctatbe 44

MMABA 8. NTPON3BOACTBO U MAPKUPOBKA NEKAPCTBEHHbIX CPEACTB
CTATbA 45. NPON3BOACTBO JIEKAPCTBEHHbIX CPEACTB

1. Tpou3BoacTBO  NEKAPCTBEHHbIX CPEACTB  AOMKHO COOTBETCTBOBATb TpeboBaHWSM  MpaBun  Hagnexaiuen
NPOM3BOACTBEHHON MNPAKTUKX, YTBEPXKOEHHbIM YMOMHOMOYEHHbIM dedepanbHbiM  OpraHoM  WUCMOMHUTENbHOW  BNacTy.
OcobeHHOCTU nepexoda NPOU3BOACTBA OTAEMbHbIX NEKAPCTBEHHbIX CPeacTB K WX MNpPOM3BOACTBY B COOTBETCTBUU C
TpeboBaHMAMW nNpaBuN Hagnexallen nNpPOU3BOACTBEHHOW NPaKTUKU ycTaHaenuealoTcs [lpaButenscTtBoM Poccuiickomn
depepauun. Bblgada 3aknlO4eHM O COOTBETCTBUM NPOU3BOAUTENST JIEKapCTBEHHLIX cpeacTB TpeboBaHWsIM npaBunl
Hagnexallen npousBOACTBEHHOM MPAKTUKM  OCYLIECTBSIETCA MO  pes3ynbrataM  WHCNEKTUPOBaHWUS  Npou3BoauTenen
nekapCTBeHHbIX cpeacTB B nopsake, yctaHosrneHHoM [paButensctBoMm Poccuiickon ®epepaumun. Pasmep nnatbl 3a Bbigady
3aKIH0YEHUS O COOTBETCTBUN NPOM3BOAUTENS NEKAPCTBEHHbLIX CPEACTB TPeboBaHUAM NpaBuIl Hagnexallen Npon3BoaCTBEHHOM
npakTukn yctaHaenueaeTcs [lpaButenbctBom Poccuiicko ®epepauuun. [lopsgok  opraHuMsaumMmM M NpoBedeHust
WHCNEKTUPOBAHUS MNPOU3BOAUTENEN NEKAPCTBEHHbIX CPEACTB Ha COOTBeTCTBME TpeboBaHWsSM npaBui  Haanexaien
Npon3BOACTBEHHON NPaKTUKM ycTaHaBnueaetca NpasutensctBoM Poccuiickon ®egepaumn.

(YacTb B pepakuum, BBegeHHow B aencteue ¢ 25 uoHa 2012 roga PenepanbHbiM 3akoHOM OT 25 utoHa 2012 rona N 93-
®3; B pegakumm, BBeAeHHOW B Aencteue ¢ 22 Hosiops 2014 roga PenepanbHbiM 3akoHOM OT 22 okTa6bps 2014 rona N 313-93;
B pedakuun, BeegeHHon B genctene ¢ 1 nons 2015 roga deaepanbHbiv 3akoHoM OT 22 nekabpsa 2014 rona N 429-93. - Cwm.
npenplAyLWYIo peaakLuio)

2. Tlpon3BOACTBO NeKapCTBEHHbIX cpeactB B Poccuiickonn  ®epepaumm  OCyLLECTBNSIETCA  MPOU3BOAUTENSIMU
NeKapCTBEHHbIX CPeACTB, MMEILWMMUN NIMLEH3NI0 Ha NPOM3BOACTBO NEKapCTBEHHbIX CPeacTB. MoaTBepXaeHne COOTBETCTBUS
nvueH3naTa npaeBunaMm Hagrexaien npou3BOACTBEHHOW MPaKTUKU OCYLLECTBASIETCS B paMKax NULEH3MOHHOTO KOHTPOSsS B
COOTBETCTBUM C 3akoHodaTenbCcTBoM Poccuiickon denepaumm ¢ y4eTOM OCOBGEHHOCTEN, yKasaHHbIX B YacTu 1 HacTosulen
cTaTtbMu.

(Yactb B pegakummn, BBeaeHHon B gencrteme ¢ 22 Hosbps 2014 roga PenepanbHbiM 3akoHOM OT 22 okTa6pa 2014 roga N
313-93; B pegakumm, BBegeHHon B gencteme ¢ 1 nons 2015 roga PeaepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-
®3. - CMm. npeapiayLLyo PeAAKLn)

2 1. Ona uenenm nUUEH3MPOBAHUA MPOM3BOACTBA JIEKAPCTBEHHbIX CPeacTB AN MEeOUUMHCKOTO MNPUMEHEHUS W
MHCNEKTMPOBaHUS CyObLEKTOB obpalleHUst nekapCTBEHHbIX CPEACTB Ha COOTBETCTBME TpebOoBaHWsIM MpaBwui Haanexaien
NPOW3BOACTBEHHON MpakTUKU pedepanbHbli  OpraH  MCMOMHUTENBbHOMW  BMAcTW, OCYLLECTBASIOWNA  FOCYAAapPCTBEHHYHO
perucTpaumio NeKapCTBEHHbIX MNPenapaToB Ans MEAMLMHCKOrO MPUMEHEHUs, npefocTaBnsaer denepanbHOMY OpraHy
MCMONHUTENbLHOM BNacTW, OCYyLLeCTBRsLWeMy deaepanbHblii rocy4apCTBEHHbIM FIMLEH3NOHHBIN KOHTPOMb OeATENbHOCTU Mo
NPOn3BOACTBY fEeKapCTBEHHbIX CPeacTB ANd MeOMULMHCKOro NpUMEHEeHUs, MO ero 3anpocy B paMKax MeXBegOMCTBEHHOro
WHOPMALMOHHOIO B3aMMOOENCTBUA B MNOpsAke, YCTaHOBNEHHOM dedeparibHbiM OpraHoM WCMOMHUTENbHOW BRacTy,
OCYLLECTBSAOWMM  NMLEH3NpOBaHNE MNPOM3BOACTBA JleKapCTBEHHbIX CPeacTB ANnd  MeOMULMHCKOrO MNpPUMEHEHMUs, U
denepanbHbIM - OpraHOM  MCMOSMHUTENbHOW BAACTW, OCYLLECTBASIOWUM FOCYAApPCTBEHHYIO pPerncTpaumnio  feKkapCTBEHHbIX
npenapaTtoB Ans MeOULMHCKOIO NpUMEHEHWs, CBeAeHWs O JeKapCTBEHHbIX CpeacTBax, yKasaHHble B 4actm 5 ctatbu 18
HacTosulero PenepanbHOro 3akoHa, B TOM YUCHIE B Criyyae, eCrnin TakMe CBeAeHUsi COCTaBNSAT KOMMEPYECKYHO TalHy.

(Yactb gononHuTensHO BKNtoYeHa ¢ 25 nonsa 2022 roga $enepansHbiM 3akoHoM OT 14 mnions 2022 rona N 311-93)

3. Mpoun3BoacTBO NekapCcTBEHHbLIX CPEACTB OCYLLECTBNSETCH C COONoAeHNEM TPeGoBaHW NPOMBILLIIEHHOMO pernameHTa,
KOTOpbIA YTBEPXOAETCs PYKOBOAMTENIEM MNPOWU3BOAMTENS FEKAPCTBEHHbIX CPEeACTB W BKMYaeT B ceba nepeveHb
ucnonb3yemMbix hapmaLeBTUYEeCKMX cybCTaHUMA U BCMOMOraTesibHbIX BELLECTB C yKa3aHWEM KOMUYECTBA KaXZOro U3 HWX,
AaHHble 06 ucrnonb3yemMom 060pyaoBaHWMM, OMMCaHWEe TEXHOMOrMYEecKoro mpolecca M MeTOAOB KOHTPOMsS Ha BCex aranax
NMPOM3BOACTBA NIEKaPCTBEHHbIX CPEACTB.

4. MNpwv Npou3BOACTBE NeKapCTBEHHbLIX NMPenapaToB Ans MeaULMHCKOTO NMPUMEHEHUs NCNonb3yoTes hapmaLleBTuydeckme
cybcTaHuuK, CBeAEeHMsI O KOTOPbIX COAepXXaTCsi B [OCYapCTBEHHOM PEEcTpe NEKapCTBEHHbIX CREACTB AN MeAULMHCKOro
NpUMeHeHMst 1 (MNN) eUHOM PEeEecTpe 3aperMcTpUPOBaHHbIX JIEKaPCTBEHHbIX cpeacTB EBpasuiickoro 3kOHOMMYECKOro Coto3a,
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3a MCKIioYeHneM chapmaleBTUYECKUX CyOCTaHLMIM, NPOM3BOAUMBIX AN NPOBEAEHNST KITMHUYECKUX UCCrenoBaHui 1 (Mnu) ans
akcriopTa. lMpu NponsBoacTBe NEKapCTBEHHbIX CPeACTB ANsl BETEPUHAPHOrO NMPUMEHEHUST UCTIONb3YoTCcs hapMaleBTudeckne
cybCcTaHuun, cBeleHUs O KOTOpbIX COAEPXaTCs B [OCYAAapPCTBEHHOM PEECTpe NEKAaRPCTBEHHbIX CREACTB AN BETEPMHAPHOIO
NPUMEHeHUs, N (UNn) rocyAapCTBEHHOM pPeecTpe NeKapCTBEHHbIX CPEACTB AN MEeQULMHCKOrO NPUMEHEHUs, 1 (unu) eaquHom
peecTpe 3aperncTpuMpoBaHHbIX BETEPUHAPHBIX NEKapCTBEHHbIX MpenapartoB EBpasuinckoro 3KOHOMMYECKOro cok3a, u (Unu)
€[VHOM peecTpe 3aperncTpupoBaHHLIX JIEKAPCTBEHHbIX CPeAcTB EBpasvMiCKOro 3KOHOMMYECKOrO COH3a, 3a WUCKITHYeHMEM
papmaLeBTUYECKNX CyOCTaHUUiA, NPOM3BOAMMBIX ONS NPOBEAEHUS KIMHUYECKUX WUCCNEedoBaHUn u (unu) gns skcropta. K
npoueccy npou3BOACTBa (papMaLeBTUYECKOM CyOCTaHuuM OTHOCATCA nobble CTaguMuM  TEXHOMNOrMdyeckoro npotecca,
Mo3BOMSOLLME MOMYYUTL TOTOBBLIN MNPOAYKT, COOTBETCTBYHOLIMIA TpeboBaHWsAM papMakoneHon cTaTtbu, B TOM 4ucre
epMeHTaumsl, 9SKCTpPaKUMsl, O4YMCTKA, BblOENEHNe, MepekpucTanIn3auus, BbiCylUMBaHWe, uU3MenbdeHne. B crniyyae
HeobXoOMMOCTM UCMONb30BaHUA 3JTUIIOBOIMO CNUpTa, B TOM 4ucre dapMaueBTUYECKONM cybcTaHuumM cnupta 3TUIOBOMO
(3TaHona), Npu NPOM3BOACTBE JIEKAPCTBEHHLIX CPEACTB B Ka4eCTBe OEWCTBYHOLLEro U (Mnv) BCMOMOraTenbHOro BellecTBa, a
Takke B MHbIX TEXHOMOMMYECKUX LEeNsXx AoMmKkHa ObiTb UCMonb3oBaHa TONbko dhapmaueBTudeckass cybcTaHums cnupTa
3TWUMOBOrO (3TaHon).

(YacTtb B pegakuuun, BBegeHHon B aenctene ¢ 1 nonsa 2015 roga degepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-
®3; B pegakumn, BBeaeHHoM B aenctene_c 28 nekabpsa 2019 roga ®enepanbHbiv 3akoHoM oT 27 aekabps 2019 rona N 462-
®3; B pegakumn, BBegeHHon B aenctene ¢ 29 gekabpsa 2020 roga PenepanbHbiv 3akoHoM oT 27 aekabps 2019 rona N 481-
®3; B pegakumn, BBeaeHHOM B aenctene ¢ 4 aerycta 2023 roga ®enepanbHbiv 3akoHoM oT 24 uionga 2023 rona N 341-93. -
CM. NpeablAyLLYIo peaakLmio)

4 1. Nepe4veHb nekapcTBEHHbIX NpenapaToB AN MEANLUMHCKOrO NMPUMEHEHUS!, B OTHOLLEHNM KOTOPbIX yCTaHaBNMBaloTCS
TpeboBaHMs K 0Obemy Tapbl, YNakoBKE M KOMMMEKTHOCTWU, MepevYeHb eKapCTBEHHbIX MpenapaTtoB Afsl BEeTepuHapHOro
NPYMEHEHMS!, B OTHOLLEHNM KOTOPbIX YCTaHaBnmMBakTca TpeboBaHUs k ob6bemMy Tapbl, a Takke TpeboBaHMsa K 0Obemy Tapsl,
YMaKOBKE WM KOMMIEKTHOCTM FEKapCTBEHHbIX MpenapaToB Ans MeOULMHCKOrO NpUMeEHEeHusi, TpeboBaHusa Kk obbeMy Tapbl
NeKapCcTBEHHbIX NpenapaToB Ans BETEPUHAPHOTO MNPUMEHEHWUsI OMNpenensitoTCsl COOTBETCTBYIOLUUMU  YNOMHOMOYEHHBLIMA
denepanbHbIMU OpraHamm UCMOMNHUTENBHOW BMAacTu B Nopsiake, yctaHoBNeHHoM NpaButenscteom Poccuiickon ®enepaumm.

(Yactb gononHuTenbHO BkodeHa ¢ 1 nona 2015 roga ®enepanbHbiM 3akoHOM OT 22 fnekabpa 2014 rona N 429-03; B
pefdakumu, BBedeHHowm B aericteue ¢ 15 nekabpsa 2015 rona PenepanbHbiv 3akoHoM oT 14 aekabpsa 2015 rona N 374-93. - Cwm.
0penplAyLWYIo peaakLuio)

4 2. OpraHnzauumu, ocyLLecTBNsAOLWME NPON3BOACTBO (hapMaLeBTMYECKOM CyOCcTaHuun cnupTta 3TUMOBOro (dTaHona) aons
Npon3BOACTBa CNUPTOCOAEPXaLLUX NeKapcTBEHHbIX npenapaToB, 06s3aHbl OCYLLECTBNATL y4eT B MOpsake, yCTaHOBMEHHOM
cratbamu 8 un 14 depnepanbHoro 3akoHa oT 22 Hos6pa 1995 ropma N 171-®3 "O rocynapCTBEHHOM perynvpoBaHvm
npounseoacTBa 1 06opoTa 3TUA0BOIO CNMPTA, ankoronbHOM U CNMPTOCOAERXaLlen NPoAyKLMM U 06 orpaHMyeHnn notpedbnenns
(pacnutug)__ankoronbHow npoaykumun”. [MpoussBoacTtBo apmaueBTnyeckon cybctaHumm cnvpTa 9TMNoBOro (3TaHona)
JOMycKaeTcs TONMbKO OpraHusalunen, OCyLLIeCTBASAILWEN Npon3BOACTBO PEKTU(MKOBAHHOIO 3TUMOBOIO CNMpTa M3 MULLIEBOrO
CblpbSi HA OCHOBaHMWU FMLUEH3UN Ha MPOW3BOACTBO ITWUMOBOrO CNUpTa Ans npousBoacTBa dapMaueBTUYecKon cybeTaHuum
cnmpTa 3TWUIOBOro (dTaHona) B COOTBETCTBMM € TpeboBaHuaMn PenepanbHoOro 3akoHa ot 22 Hosbpa 1995 rona N 171-93 "O
[OCYNapCTBEHHOM pEerynupoBaHuM  Npou3BoAcTBa M obopoTa  3TWMIIOBOrO COMPTA,_ alKOronbHOW WM COMPTOCOAepXKallewn
npoayKumn 1 o6 orpaHnMYeHun NoTpedneHuns (pacnuTua)_ankoronbHoON NPOAyKUMK”, METOAOM pa3BeLeHUst BOAOW OYULLEHHOWM
Takoro 3TUIIOBOTO CNMpTa, MNPOM3BEAEHHOrO [OaHHOW OpraHuMsauuerd Mo MeCTy OCyLLIeCTBMEHWss MNpPOU3BOACTBA
papmaLieBTU4ECKor cybcTaHumum cnmpTta STUNOBOro (3TaHona).

(Yactb gononHuTenbHO BkntodeHa ¢ 1 aHBaps 2017 roga PenepanbHbiv 3akoHoM oT 3 uiong 2016 rona N 261-93; B
pepakuun, BBeAeHHow B gencteue ¢ 29 gekabps 2020 roga PegepanbHbiM 3akoHOM 0T 27 Aekabps 2019 rona N 481-93. - Cwm.
TREAbIAYLLYIO PEAaKLNIO)

4 3. WNHomBuayanbHble npeanpuHUMaTteny W Opuanydeckne nuua, OCYLUECTBASKLWME 3akynky W UCNonb30BaHue
(hapmaLeBTUYECKOM CyOGCTaHLMM cnupTa STUMOBOrO (3TaHomna), a Takke MpPOM3BOACTBO, U3roTOBMeHMe u (Mnm) obopoT (3a
WCKITIOYEHMEM PO3HMYHOWM MPOAAXWN) CMMPTOCOAEPXKALUMX NeKapCTBEHHbIX MpenapatoB, 0b6si3aHbl OCYLLECTBNSATbL UX YYET U
AeknapvpoBaHue B nopsigke, yCTaHOBMEHHOM cTatbamun 8 u 14 denepanbHOro 3akoHa ot 22 Hosa6pa 1995 rona N 171-93 "O
rocynapCTBEHHOM _perynupoBaHumM nNpousBoacTBa M obopoTa 3TMIOBOIO COMPTa,_ anKOrofnbHOW W CMPTOCOAepXKallewn
npoaykumun n 06 orpaHnMyeHnmn NoTpednerHns (PacnUTUA) ankoronbHON NROAYKLMK".

(Yactb gononHutensbHO BKNtoveHa ¢ 1 aHBapst 2018 roga PenepanbHbiM 3akoHoM OT 29 mnons 2017 roga N 278-93)

4 4. MNpy Npou3BOACTBE NEKAPCTBEHHBLIX NpenapartoB Ans BeTepUHaAPHOrO NPUMEHEHUs O0MycKaeTcs WCMonb3oBaHue
npounsBeaeHHbIX Ana peanusauun dapMaLeBTUYEeCKUX CyOCTaHLMIM, BKNOYEHHbIX B FOCYNAPCTBEHHbIV PEECTR NEeKapPCTBEHHbIX
CPREeACTB YNOMHOMOYEHHbIM dbeieparnbHbIM OpraHOM UCMONMHUTENLHOWM BMacTW, OCYLLECTBMALINM BeEHNe rocy1apcTBEHHOIO
ReecTpa NeKapCTBEHHbIX CPEACTB Ans MEAULMHCKOIO NPUMEHEHNS.
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(YacTb gononHutenbHo BkNtoveHa ¢ 13 aBrycta 2019 roga PenepanbHbiM 3akoHoM oT 2 aBrycta 2019 roga N 297-93)

5. 3anpeluaercs Npon3BoaCTBO:

1) nekapcTBEHHbIX CPeACTB, CBEAEHNS O KOTOPbIX HE COAEepXaTcs B [OCYAapCTBEHHOM peecTpe NeKapCTBEHHbIX CPEACTB
ANS  MeAWLMHCKOTO MNPUMEHEeHWs, W (Unu) [OCyAapCTBEHHOM peecTpe NeKapCTBEeHHbIX CPEeACTB AN BeTepuHapHOro
NpUMeEHEeHWs, 1 (UNW1) eAMHOM peecTpe 3aperncTpUpoBaHHbIX NEKApCTBEHHbLIX CPeACcTB EBpa3ninckoro 3koHOMMYECKOro cot3a,
n (Mrn) eguUHOM peecTpe 3aperMcTpMpOBaHHbIX BETEPUHAPHbBIX NEKapCTBEHHbIX NpenapaToB EBpasuickoro SKOHOMUYECKOTO
COl03a, 32 UCKIIYEHMEM FNEeKapCTBEHHbIX CPEACTB, NMPOM3BOAMMbBIX Afsi MPOBEAEHUS KIUHWYECKUX UCCNEAOBaHWA Wnu Ons
3KCnopTa;

(MyHkT B pegakuunn, BBeaeHHON B Aernctene ¢ 4 asrycta 2023 roga PeaepanbHbiM 3akoHOM OT 24 mona 2023 roga N 341-
@3. - Cm. npeablayLyo peaakLuo)

2) hanbcmduUunpoBaHHbIX NEKAPCTBEHHbLIX CPEACTB;
3) nekapcTBEHHbIX cpeacTB 6e3 NMuUeH3nn Ha NPoOU3BOACTBO JEKAapPCTBEHHbLIX CPEACTB;

4) nekapcTBEHHbIX CPEACTB C HapyLUeHWEM MpaBWI OpraHM3aLuy NPOM3BOACTBA M KOHTPOMS KavyecTBa NeKapCTBEHHbIX
CpeacTs;

5) nyHkT gononHuTeneHo BkModeH ¢ 1 sHBaps 2018 roga PenepanbHbiM 3akoHoM OT 29 utona 2017 rona N 278-03,
yTpatun cuny ¢ 29 pekabpst 2020 roga - PenepanbHbli 3akoH oT 27 aekabpsa 2019 roga N 481-®3 - cm. npeablayLlyto
penaKumio;

6) cnupTocogepXawux JeKapCTBEHHbIX NpenapartoB MO MeCTy OCYLeCTBMeHMs MNpou3BoACTBa hapmaueBTU4eCcKon
cybcTaHuum cnupTa 3TUIOBOTO (3TaHoma) 1 (Unu) No MecTy OCYLLECTBMNEHNS MPOM3BOACTBA STUIOBOMO CNMPTA;
(MyHKT gononHWTEenbLHO BKMoYeH ¢ 29 aekabps 2020 roga PepepanbHbiM 3akoHOM OT 27 Aekabpsa 2019 roga N 481-93)

7) dapmaueBTUYecko cybcTaHUuMM chnvpTa 3TMINOBOMO (3TaHonma) M (MnM) cnupTocodEepPXalux JeKapCTBEHHbIX
npenapaToB Ha OCHOBHOM TEXHONOIMYECKOM 06OpYAOBaHUM AN MPOU3BOACTBA 3TUITOBOrO CMMpPTa, YKa3aHHOM B NyHkTe 1_1
cratbu 14 1 denepanbHoro 3akoHa ot 22 Hoabpa 1995 rona N 171-®3 "O rocynapcTBEHHOM perynvpoBaHny NPOV3BOACTBA U
obopoTa 3TMNOBOrO CNUPTA, ankorofbHOW WM CcivpTocodepXallen NpoayKuun M 06 orpaHuyeHuu notpebneHvs (pacnuTug)
anKoronbHoOM NpoaykKLmn".

(MyHKT gononHUTENbHO BKOYEH ¢ 29 aekabpsa 2020 roga ®enepanbHbiv 3akoHoM 0T 27 aekabpsa 2019 roaa N 481-93)

6. MNpun BBOAE NEKAPCTBEHHLIX CPEACTB B rpakgaHcknii 06opoT ynorHOMOYEHHOE NULIO MPOU3BOAMTENS NEKAPCTBEHHbIX
CPEeACTB OCYLLECTBNSAET MNOATBEPXKAEHME COOTBETCTBUSI JIEKAPCTBEHHbIX CPEeAcTB TPebOBaHUSIM, YCTAHOBIEHHBLIM MPU UX
rocygapCTBEHHOW perncTpauum, n rapaHTUPYET, YTO NIEKaPCTBEHHbIE CPEACTBA NPOM3BEAEHbI B COOTBETCTBUM C TpeboBaHUAMM
npaswus Hagnexawen NPon3BoACTBEHHOW NPAKTUKN.

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

7. YNOMHOMOYEHHbIM TMLOM MNPOU3BOAUTENS IEKapCTBEHHbIX CPEACTB SBMSIeTCA ero paboTHUK, aTTeCTOBaHHLIA B
YCT@HOBINEHHOM YMOMMHOMOYEHHbIM befepanbHbiM OpraHoM UCMOMHUTENBHOW BMAacTW Nopsiake M MMEKLNA CTax paboTbl He
MeHee 4YeM MATb NeT B 0b6nacTu Npou3BoACTBa U (MM) KOHTPONSA KavyecTBa NeKapCTBEHHbIX CPEACTB, Bbicllee obpa3oBaHue
COOTBETCTBEHHO MO OAHOW U3 crneuuanbHOCTEW WU (MNM) OOHOMY M3 HanpaBfeHUn MOAroToBKWU: Guomnorusi, GuotexHonorus,
BETEpUHapusi, BETepuHapHO-caHUTapHas 3KCNepTn3a, KNMHMYeckas MeguumHa, pagnaumoHHas, xumudeckas n buonornyeckasi
3awmTa, hapmaums, dyHaameHTanbHas MeguumHa, XuMmmyeckasi TEXHOMOrsl, XMMusl.

(HacTb B pegakumu, BBegeHHOW B gencteue ¢ 22 Hoabpa 2014 roga PenepanbHbiM 3akoHOM oT 22 okTabpsa 2014 rona N
313-93; B pegakumun, BeegeHHon B gencteme ¢ 13 asrycta 2019 roga PenepanbHbiM 3akoHoM OT 2 asrycta 2019 roga N 297-
@3. - Cm. npeablayLLyo peaakLuio)

8. lMpousBoanTenn nekapcTBEHHbIX CpeacTB (3a MUCKNoYeHMeM dapMaueBTUYECKOM cyOCcTaHUMM cnupTa 3TUOBOIO
(3TaHoOna) MOryT OCyLLEeCTBNATL NPOAAXY NEKapCTBEHHbLIX CPeacTB Ui NepeaaBaTh UX B YCTAHOBMEHHOM 3aKOHOOATENIbCTBOM
Poccuinckon ®enepaumm nopsigke:

(A63au B pegakuun, BBegeHHon B gencteme ¢ 1 siHeaps 2018 roga PenepanbHbiM 3akoHoM OT 29 mtona 2017 roga N 278-
®3. - Cm. npeapiayLLyo PeAaKLn)
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1) ApyrMM Npoun3BOAMTENSIM FTEKAPCTBEHHBLIX CPEACTB AN NPOU3BOACTBA NEKAPCTBEHHbIX CPEACTB;
2) opraH13aLusiM ONTOBOW TOPrOBIW fiekapCTBEHHBIMU CpeacTBaMu;

3) anTevyHbiM OpraHusauunam, BeTepUHapHbIM anTe4yHbIM oOpraHusaumam, wuHomBuayanbHbIM npegnpuHUMaTtenam,
MMEeLNM NMULUEH3NI0 Ha (bapmau,eBqueCKyro OeATeNnbHOCTb Ui NUUEeH3NI0 Ha MeONLIMHCKY0 0eATEeNIbHOCTb;

4) Hay4YHO-MCCreaoBaTeNnbLCKMM OpraH13aLmnam Ans Hay4dHO-MCCreaoBaTenbCKoi paboThi;

5) MEAULIMHCKUM OpraHn3aLuam U BETEPUHAPHbLIM OpraHn3auuam;

6) opraHuM3auvsM ¥ UHOMBMAYANbHBIM  NPEANPUHMMATENSIM, OCYLLECTBRSIOWMM pasBefeHve, BblpalivBaHue WU
cofepkaHue XMBOTHbIX (3a UCKIIOYEHNEM NPoaaKu UM hapMaLeBTUYECKUX CyGCTaHLUMiA Unn X nepegaudn);

(MyHkT B pepakuun, BBeaeHHon B aencteme ¢ 13 asrycta 2019 roga PenepanbHbiM 3akoHoM oT 2 asrycta 2019 roaa N
297-®3. - CM. NpeablayLLYo PeAAKLN)

7) ucnbiTatenbHbiM nabopatopusm (LEHTpaM), NPOBOASALLMM UCMNbITaHUSA B 06acTU KOHTPONS KavecTBa NeKapCTBEHHbIX
CpPeAcTB, aKKpeAMTOBaHHbLIM B COOTBETCTBMM C 3akoHopatenbcTBoM Poccuiickon ®epepauum o6 akkpeauTauum B
HaLMOHanbHON cUCTEME akkpeauTaLmu.

(MyHKT gononHWTEnbLHO BKMoYeH ¢ 1 ceHTabpsa 2023 roga PeaepanbHbIM 3akoHOM OT 4 asrycta 2023 roga N 428-93)

9. MNpoussogutenn apmMaueBTUYECKON CyBCTaHUuuM cnupTa STUMNOBOro (3TaHona) 065a3aHbl OCYLLECTBNATE peannsauuio
(nepemavy B yCcTaHOBMEHHOM 3akoHogaTenscTBoM Poccuiickon ®enepaunm nopsake) bapmaueBTMyeckon cybcTaHumm cnmpta
3TMNOBOrO  (3TaHona) MpOW3BOAMTENSAM  JIEKAapCTBEHHbIX CPeACTB AN MPOW3BOACTBA  NEKAPCTBEHHbIX  CPEACTB,
npon3BoanTENsIM (M3roTOBUTENSAM) MEAULMHCKUX W3Oenuii Ons Npou3BOACTBA M WU3FOTOBMEHWUS MEOMUUVHCKMX WU3genui B
€eMKOCTsIX 06beMoM He bonee 1 nuTpa u (unu) He meHee 1000 NUTPOB, a opraHN3auusaM, ykasaHHbIM B NyHkTax 3-5 n 7 yactu 8
HacTosllen cTaTbu, B Tape o6bemom He Gonee 1 nuTpa.

(YacTtb pononHuTenbHo BkNtoveHa ¢ 1 sHBapsa 2018 roga PenepanbHbiM 3akoHoM OT 29 wiong 2017 rona N 278-93; B
penakumm, BBegeHHon B gencteme PenepanbHbiM 3akoHoMm OT 22 aekabpsa 2020 ropa N 444-93; B pegakuumm, BBeOEHHOM B
pencteue ¢ 29 aekabps 2020 roga PenepanbHbiv 3akoHOM OT 27 aekabps 2019 roga N 481-93; B pegakumm, BBeAeHHOW B
aewncteme ¢ 1 ceHTabpa 2023 roga PenepanbHbiM 3akoHOM OT 4 asrycta 2023 roaa N 428-93. - CM. npeablayLLyo peaakLunio)

10. Peanusauma (nepegada B YCTaHOBMNEHHOM  3akoHodaTenbCcTBoM  Poccuiickon  ®Pepepauum  nopsgke)
hapmaLeBTUYeCKo CcybcTaHUMM cnupTa 3TUIOBOrO  (3TaHona) opraHu3auusiM  OMTOBOW TOPFOBMAWM  FIEKAPCTBEHHbLIMU
cpencTBamMmu He fonyckaeTcs.

(MacTb gononHuTensHo BKMNoveHa ¢ 29 aekabps 2020 rona PenepanbHbiM 3akoHoMm ot 27 fekabpsa 2019 rona N 481-93)

11. TepeBo3kn dapmaueBTMYecKon cybCcTaHUuMM cnmMpTa STUMOBOrO (3TaHoma) OCYLECTBNAWTCA ¢  cobnogeHnem
TpeboBaHuWI, yCTaHOBNEHHbIX ab3alem YeTBepTbiM MyHKTa 3 cTatbu 9 PenepansHoOro 3akoHa ot 22 Hosbpa 1995 rona N 171-
®3 "O rocynapCTBEHHOM perynvpoBaHMM NPOu3BOACTBa M 06opoTa 3TUNOBOIO CNMPTAa, ankOoronbHOW W cnupTocoaepXatlemn
npoaykumu n o6 orpaHnMyeHnmn NoTpednerHns (PacnuUTUN ) ankoronsHON NPOAYKLMK".

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

KommeHTapum k ctatbe 45

CTATbSA 46. MAPKMPOBKA JNNIEKAPCTBEHHbLIX CPEOCTB

1. neKapCTBeHHble npenapartbl, 3a WCKINKYEHNEM TJIeKapCTBEHHbIX nMpenapartoB, W3roTOBMEHHbIX anTe4YHbIMU
opraHusauunamun, BeTepUHAPHbIMMU anTeYHbIMKW OpraHuMsaumamMu, wuHOMBUAyanbHbIMW NpeanpuHuMmaTtenavmy, umMerwnMmn
JNIMUEH3UIK0 Ha (bapmau,eBTquCKylo 0eATeNnbHOCTb, AOJTKHbI MOCTYMNaThb B 06pa|.|.|,eHV|e, ecnu:

1) Ha WX NepBUYHOW YMNaKoBKe (33 MWCKIMHYEHWEM MNEPBUYHOW YMAKOBKM NEKAPCTBEHHbIX PaCTUTENbHbIX MpenapaToB)
XOPOLLO YMTaeMbIM LIPUEDTOM Ha PYCCKOM A3blke YyKa3aHbl HaMMeHOBaHWE JEeKapCTBEHHOro npenaparta (MexayHapogHoe
HenaTeHTOBaHHOE, UMK rPYMNMMPOBOYHOE, UMM XMMUYECKOe, UM TOProBOEe HAaUMEHOBaHWE), HOMEP cepuu, AaTa Bbinycka (ans
MMMYHOBMNONOrMYECKNX NeKapCTBEHHbIX NMpenapaToB), CPOK FOAHOCTM, AO3UPOBKA UMM KOHLEHTpauusi, o6beM, akTUBHOCTb B
eavHuUax OeNCTBUS MU KONMYECTBO 403;

(MyHKT B pegakumn, BBegeHHoOW B aencteme ¢ 26 oktabpsa 2010 rona ®enepanbHbiv 3akoHoMm oT 11 okTabpa 2010 roga N
271-93; B pegakumm, BBegeHHon B aencrtene ¢ 1 uonga 2015 roga ®enepansHbiM 3akoHoMm oT 22 nekabps 2014 rona N 429-
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®3. - CM. NpeapiayLwLyo PeaaKLno)

2) Ha uX BTOpUYHOW (NOTPEOUTENBLCKOW) YMakoBKE XOPOLWO YWTaeMbiM LWPUATOM Ha PYCCKOM A3blKe YyKasaHbl
HaVMMEHOBaHWE NeKapCTBEHHOro npenapata (MexayHapoaHOe HenaTeHTOBaHHOE, UMK FpynmnMpoOBOYHOE, MMM XMMUYECKOe U
TOProBO€ HavMEHOBaHWS), HaMMEHOBaHUE MPOU3BOAMTENS INEKAPCTBEHHOrO Mnpenapara, HOMep cepuu, AaTta Bbinycka (Ans
UMMYHOOMOMOrMYECKNX JEKAapCTBEHHbBIX MpenaparoB), HOMEp PEerncTpauuoHHOr0 YAOCTOBEPEHUS, CPOK TOAHOCTW, Crnocod
NPUMEHEHWS, O3UPOBKA UMM KOHLEHTpaLuusl, o6beM, akTUBHOCTb B eAMHULAX OEeACTBUS NMbO KONMYecTBO A03 B YMAKOBKE,
nekapcTBeHHas copma, yCrnoBusl OTMycKa, YCIoBUS XpaHeHUs1, NpeaynpeauTernbHble Hagmnmcu.

(MyHKT B pegakuun, BBeAeHHOM B Aencteue ¢ 26 okTabps 2010 roga PenepanbHbiv 3akoHoM ot 11 okTabpsa 2010 roaa N
271-93; B pegakumn, BeegeHHon B gencreme ¢ 1 nona 2015 roga PenepanbHbiM 3akoHOM oT 22 aekabpa 2014 roga N 429-
®3. - Cm. NpeapblayLLyo PeAaKLMIo)

2. dapmaueBTUdeckne cybCcTaHUMM AOMKHbI MOCTynaTb B OOpalleHWe, ecnu Ha WX MNEPBUYHOM YMaKOBKE XOPOLUO
yMTaembiM WPUATOM Ha PYCCKOM $3blke YyKasaHbl HavMeHoBaHuWe apMaueBTUYeckon cybcTaHuum (MexgyHapogHoe
HenaTeHTOBaHHOE, WNKU TPYMNMNMPOBOYHOE, UMW XMMUYECKOE M TOProBOE HAMMEHOBaHWS), HaMMEHOBaHWe MNpPOoU3BOAUTENS
(hapmaLeBTUYECKO CyOCTaHUMM, HOMEp cepuM W [aTa M3rOTOBMEHMWS, KOMMYECTBO B YMaKOBKE WM €A4MHULBLI M3MEepeHUst
KOnm4yecTBa, CPOK rOAHOCTU U YCIOBUS XPaHEHMS.

(YacTtb B pegakuuun, BBegeHHomn B aenctene ¢ 1 nonsa 2015 roga degepanbHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-
®3. - CM™. mpeapiayLwLyo PeAaKLn)

3. JlekapcTBEHHbIE CPEACTBa B KAYECTBE CbIBOPOTOK AOMMKHbI MOCTYNaTh B 0bpalleHre C ykazaHUEM XUBOTHOIO, U3 KPOBMU,
nnasmMbl KpOBW, OPraHOB U TKaHel KOTOPOro OHU MOJTyYeEHbI.

4. Ha BTOpMYHytO (NOTpebnTenbCKyr) ynakoBKy NeKapCTBEHHbIX CPEACTB, NOMyYEeHHbIX U3 KPOBU, Nna3Mbl KPOBW, OPraHoB
M TKaHem 4yeroBeka, OOMMKHa HaHocuUTbCA Hagnuck: "AHTuTena k BUY-1, BUY-2, k Bupycy renatuta C M NOBEPXHOCTHbIV
aHTUreH Bupyca renatuta B oTcytcTByioT".

5. Ha nepBuuYHyt0 ynakoBKY W BTOPUYHYH (MOTPEOUTENbCKY) ynakoBKY paavodapMaueBTUYECKMX JEKapCTBEHHbIX
CpeAcTB AOMKEH HAHOCUTLCS 3HaK paanaumoHHON ONMacHoOCTY.

6. Ha BTOpu4YHylo (NOTPebMTENbCKYH) YNakoBKY rOMeonaTUYeckuMxX JieKapCTBEHHbIX MpenapaToB AOSKHa HaHOCUTbCA

Hagnuck: "MomeonaTuyecknin”.

7. Ha BTOpuuHytlo (NOTpebuTenbCKyro) YMakOBKY I€KApPCTBEHHbIX PaCTUTENbHbIX MNpenapartoB AOS/MKHA HaHOCUTLCS
Haanuce: "MNpoaykuma npowna pagunaumMoHHbIN KOHTPOnb".

8. Ha nepBuMYHYyl0 yNakoBKy (€Cnun gnsi 3TOro CyLIEeCTBYET TEXHMYECKAss BO3MOXHOCTb) M BTOPUYHYHO (MOTPEOUTENLCKYHO)
YNaKoOBKY fneKapCTBEHHbIX MpenapaTtoB, npegHasHayYeHHbIX AMs KNUMHWYECKUX UCCNeaoBaHUNM, AOMMKHA HAHOCUTLCS HaAMuCh:
"[Ins KNMMHUYECKNX nccnegoBaHnn".

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

9. YnakoBKa NnekapCTBEHHbIX CPEACTB, NpefHas3HauYeHHbIX UCKIMIOYMTENbHO ANst 9KCnopTa, MapKMpyeTcsi B COOTBETCTBUM C
TpeboBaHMsSIMK CTpaHbI-MMMIopTepa.

10. Ha TpaHcnopTHylo Tapy, kOTopasi He npedHasHavyeHa Ansi noTpeduTenen n B KOTOPYH MOMELLEHO fEKapCTBEHHOE
CpencTBo, A0MKHA HaHOCUTLCA MHPOPMaLIMS O HAaUMEHOBaHUK, CEpPUM NEKapPCTBEHHOIO CPeACTBa, AaTe Bbinycka, KOrnM4ecTse
BTOPUYHBIX (MOTPEOUTENBCKNX) YNAKOBOK NEKApCTBEHHOIO CPeACTBa, MPOU3BOAUTENE NEKApCTBEHHOIO CpeacTBa C ykasaHuem
HaVMMEHOBAHNSI 1 MECTOHaXOXJEHMS NMPOU3BOAMNTENS NEKAPCTBEHHOIO CpeacTBa (agpec, B TOM 4Mcne cTpaHa u (Mnv) mecto
Npoun3BOACTBa NeKapCTBEHHOMO CPeACcTBa), a TakkKe O CPOKE rOAHOCTM NEKapCTBEHHOIO CpeacTBa 1 06 YCrMOBUSAX ero XpaHeHns
1 NepeBOo3kU, HeobxoauMmble NpeaynpeauTernbHblE HAONMUCKU U MAHUMYNATOPHBbIE 3HAKW.

11. Ha nepBuYHyl0 ynakoBKy M BTOPWUYHYIO (MOTPEOUTENbCKYH) YNaKOBKY NEKapCTBEHHbLIX CPEACTB ANs BETEPUHAPHOro
NPUMEHEHNS O0IMKHA HAHOCUTBLCA HagnNuck: "[1ns BeTepnHapHOro NpMMeHeHns".

12. Ha BTopuyHyto (NoTpebutenbckyro) ynakoBKy NeKapCTBEHHOro npenapaTta HaHOCUTCS LITPUXOBOW Kog,.
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MABA 9. BBO3 JIEKAPCTBEHHbIX CPE[JCTB B POCCIU/II7ICK¥|O ®EOEPALIMIO U BbIBO3 JIEKAPCTBEHHbIX
CPEACTB U3 POCCUNCKOU PEOEPALIUN

(HaumeHoBaHuMe rnaBbl B pefakuum, BBEAEHHON B AenctBue ¢ 7 sHBaps 2012 rona PepepanbHbiM 3aKoOHOM OT 6 fekabpa 2011
rona N 409-03. - CM. NpeablayLLYIo PeAAKLINI)
CTATbA 47. NTOPAOOK BBO3A JIEKAPCTBEHHbIX CPEAOCTB B POCCUMUCKYIO ®EOEPALINIO N BbIBO3A
JNNEKAPCTBEHHbIX CPEOCTB U3 POCCUNCKOWU OEOEPALIUA

(HanmeHoBaHue B pegakuum, BBegeHHON B aencteue ¢ 7 sHeapsa 2012 roga ®enepanbHbiv 3akoHOM 0T 6 Aekabpsa 2011 rona
N 409-03. - Cm. NpeablAyLLYIO peaakLmio)

1. BBO3 nekapcTBeHHbIX cpeactB B Poccunckyio ®Pegepaumio ocyllecTBnsgeTca B nopsgke, YCTaHOBMEHHOM
MpasutenbctBoM Poccuickon Pepepaumm, B COOTBETCTBMM C TaMOXEHHbIM 3aKOHOL4ATENbCTBOM TaMOXEHHOro cok3a B
pamkax EBpA33OC (ganee - TaMOXeHHbIN COK3) 1 (UNn) 3aKoHOAAaTeENbLCTBOM Poccuickon ®egepaumm 0 TaMOXEHHOM dene.

(YacTtb B pepakuum, BBegeHHON B AerictBue ¢ 7 aHBapsa 2012 roga ®enepanbHbiM 3akoHOM OT 6 aekabps 2011 rona N
409-03. - CM. MpeabIAyLLYI0 PDEAAKLIMIO)

2. Beosnmble B Poccuickyto degepaumnio nekapcTBeHHble cpeacTBa AOMKHbI COAepXaTbCH B [OCY0apPCTBEHHOM peectpe
NEeKapPCTBEHHbIX CPEACTB.

(HYactb B pegakumu, BBeaeHHon B gencteune ¢ 7 sHBapsa 2012 roga ®enepanbHbiM 3akoHOM OT 6 aekabpa 2011 rona N
409-93; B pepakumm, BBegeHHoW B gencteue ¢ 28 gekabps 2019 roga denepanbHbiM 3akoHOM oT 27 aekabpa 2019 rona N
462-®3. - CM. mpeaplayLLyo PeaaKLnio)

3. [Jonyckaetca BB03 B Poccuickyto depepaumio  KOHKPETHOM  NapTMM  3aperncTpuMpoBaHHbIX U (Unn)
HE3apermcTPUPOBaHHbIX JEKAPCTBEHHbLIX CPEACTB, MpegHasHadeHHbIX AONA NPOBEAEHUs]  KIMHUYECKUX MCCnegoBaHun
NeKapCTBEHHbIX MpenapaTtoB, NPOBEAEHUs] 3KCMEpPTU3bl NIEKAPCTBEHHbIX CPeacTB AMs OCYLUECTBIEHUSA roCyAapCTBEHHOM
perncTpaumm nekapCTBEHHbIX NpenapaTtoB Unu Anst OkasaHnst MEANLMHCKOMW MOMOLLM MO KU3HEHHbIM NOKa3aHUAM KOHKPETHOro
naumeHTa Ha OCHOBaHUW pa3speLleHusi, BblAAHHOIO YMNOIHOMOYEHHBIM doeaepanbHbIM OpraHOM MCMOSTHUTENBHOW BracTy no
3asBIEHMAM NnL, yKasaHHbIX B cTatbe 48 HacTosuwero denepanbHOro 3akoHa. PaccMoTpeHne Takoro 3asiBfieHUst U NpUHATUE
peleHns O Bblgavye paspelleHMst Ha BBO3 KOHKPETHOW MapTuM 3aperMcTpuMpoBaHHbIX M (MNM) He3aperMcTpupoBaHHbIX
NEeKapCTBEHHbIX CPeacTB, NpedHasHavyeHHbIX ANs NPOBEAEHUSI KIMMHUMYECKUX MCCNEedoBaHUM NeKapCTBEHHbLIX Mpenapartos,
NPOBEAEHNS] IKCNEPTU3bl NEKAPCTBEHHbIX CPEACTB ANS OCYLLECTBNEHUS TOCYLApPCTBEHHOW pEerucTpauuu nekapCTBEHHbIX
npenapaTtoB UNn Ans okasaHusi MegULUHCKOM NOMOLLM MO KU3HEHHbIM MOKa3aHWsIM KOHKPETHOro naumeHTa nnbo o6 oTkase B
BblJaye yKazaHHOro paspeLleHuns Npou3BoasiTCA B CPOK, HE NMpeBbiakLLni naTM pabounx aHel. MNnaTa 3a Bbigavy ykasaHHOMo
paspeLleHns He B3MMaeTcsl.

(Yactb B pegakuun, BBegeHHON B AenictBue ¢ 7 aHBapsa 2012 roga ®enepanbHbiM 3akoHOM OT 6 Aekabps 2011 rona N
409-03. - CM. NpeabIAyLLYI0 PDEAAKLIMIO)

3_1. YacTtb gononHutensHo BrnoveHa ¢ 1 mapta 2020 rona PeaepanbHbiM 3akoHOM OT 27 nekabpa 2019 rona N 475-03;
He npumeHsaeTca ¢ 31 aekabpsa 2023 roga - PenepanbHbi 3akoH oT 27 aekabpsa 2019 ropa N 475-903. - Cm. npeablayLuyio
penakuuio.

3_2. [lo 31 gekabpsa 2024 roga gonyckaroTca BBO3 Ha TeppuTtoputo Poccuiickon ®eaepaumm n obpalleHme B Poccumnckon
degepauun ¢ y4eTtoM ocobeHHOCTel, ycTaHoBMeHHbIX [paBuTenbcTBoMm Poccunckon ®epepauun, 3apermcTprpoBaHHbLIX
nekapcTBeHHbIX npenapaToB Ans MeOUUMHCKOTO MNPUMEHEHWst B YnakoBKaX, nNpedHasHayeHHblX Ans obpalleHus B
WHOCTPaHHbIX rocyaapcTeax, B criyvyae gedekTypbl nekapCTBEHHbIX MpenapaTtoB UMW pucka ee BO3HWKHOBEHUSI B CBA3WN C
BBeJeHMEM B OTHowWweHun Poccuiickon ®egepaumy OrpaHUYMTENbHLIX Mep 3KOHOMWYECKOro Xapaktepa npu YcroBuu
COOTBETCTBUSI BBO3UMbIX NEKAPCTBEHHbIX NpenapatoB TpeboBaHUsIM, YCTAaHOBMEHHbBIM MPU UX perncTpalmu, 3a UCKMYeHnem
TpeboBaHMIA K NEPBUMYHOM YMaKOBKE, BTOPUYHOM (NOTPEOMTENLCKOM) ynakoBKE, a TakKe MNpW HanmuMuMm Ha BTOPUYHOWM
(noTpebuTenbcKkom) ynakoBKE INEKAPCTBEHHbIX MpenapaTtoB, HaxogslMXCs B OOpalleHMM, CaMOKNEsLWencs 3STUKETKHU,
cofepxallen nHopMauuo 0 NIeKapCTBEHHOM Mpenapare Ha PyCCKOM S3bIKe.

(Yactb gononHuTenbHO BkModeHa PefepanbHbiM 3akoHOM OT 26 mapTa 2022 rona N 64-93; B pegakuvu, BBEOEHHON B
nenicteue ¢ 1 aHBaps 2023 roga PenepanbHbiv 3akoHoM oT 19 nekabpa 2022 rona N 519-93. - CM. npeablayLLYy0 PEAaKLIMIO)

4. B POCCI/IVICKy}O cbe,qepau,wo MOXHO BBO3UTb Je€KapCTBEHHble CcpeacTtBa, KaydeCTBO KOTOPbIX MnoATBepXAeHO
CepTI/I(*)I/IKaTOM npon3BogunTernd nekapCTBeHHbIX CpencTs, yaoCToBepALWMM COOTBETCTBME BBO3UMDbIX JIEKAQPCTBEHHbLIX CPencTB
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TpeboBaHMaM papMakonenHbix ctaterh NuMbo B crnydae UX OTCYTCTBMS HOPMAaTWBHOW AOKYMEHTaLMW WIN HOPMAaTUBHOMO
OOKYMEHTa.

(YacTtb B pepakuun, BBegeHHOM B AenictBue ¢ 7 aHBapsa 2012 roga ®enepanbHbiM 3akoHOM OT 6 aekabps 2011 rona N
409-®3. - CM. NpeablAYLLYIO PeAaKLMIO)

5. Banpewaetrcs BBo3 B Poccunckyto  ®depepaumio  panbCcnULMPOBAHHBIX  NEKAPCTBEHHbIX  CPEACTB,
HeobpokayYeCTBEHHbIX NEKAPCTBEHHbIX CPEACTB, KOHTpadakTHbLIX NIeKapCTBEHHbLIX CPEACTB.

(YacTtb B pepakuun, BBegeHHon B gencteue ¢ 7 aHBaps 2012 roga ®enepanbHbiM 3akoHoM oT 6 aekabps 2011 ronga N
409-03. - CM. NpeabIAyLLYI0 PDEAAKLIMIO)

6. danbcuuunpoBaHHble NeKkapcTBEeHHble cpeacTBa, HegobpokayecTBeHHble feKapCTBEHHble CPeacTBa noanexar
U3BATUIO 1 MOCneayoLemMy YHUYTOXEHMIO NN BbIBO3Y M3 Poccuinckon degepauun, KOHTpadakTHble nekapcTBeHHbIe cpeacTea
- U3BATUIO N MOCMNEAYIOWEMY YHUUTOXEHUIO. YHUUTOXEHWE nnn BbiBO3 U3 Poccuickon depepaumm danbcumumpoBaHHbIX
nekapcTBeHHbIX CpeacTB, HedoOpOKavyeCTBEHHbIX FeKapCTBEHHbIX CPEeACTB, KOHTpadakTHbIX FeKapCTBEHHbIX CPeacTs
OCYLLECTBNSAETCA 3a CYeT nuua, OCyLlecTBMBLUErO UX BBO3. [lopsagoK YHUUTOXEHMS W3BATBLIX anbcnULMpOoBaHHbIX
nekapcTBeHHbIX CpeacTB, HedoOpOKavyeCTBEHHbIX FNeKapCTBEHHbIX CPEeACTB, KOHTpadakTHbIX FeKapCTBEHHbIX CPeacTB
ycTaHaBnuaaetcs [NpasutenscTBom Poccunckon ®enepaumm.

(Yactb B pegakumu, BBeaeHHon B genctene ¢ 7 siueapsa 2012 roga PeanepanbHbiM 3akoHOM OT 6 aekabpsa 2011 rona N
409-®3. - CM. mpeaplayLLyo PeAaKLni)

7. Twua, ocywecTtensiowme BBO03 B Poccuiickyio depepaumnio  danbcnuUMpoBaHHbIX JEKAPCTBEHHbLIX CPeacTs,
He0OpOKa4YeCTBEHHbIX NEKAPCTBEHHbIX CPEeACTB, KOHTpadhakTHbIX NEKapCTBEHHbIX CPEeACTB, HECyT OTBETCTBEHHOCTb B
COOTBETCTBMM C TAMOXEHHbIM 3aKOHOOATENLCTBOM TaMOXEHHOro coto3a u (Mnu) 3akoHogaTtensctBomM Poccunckon ®egepaunmn
O TaMOXXeHHOM fene.

(Yactb B pepakuum, BBegeHHON B AerictBue ¢ 7 aHBaps 2012 roga ®enepanbHbiM 3akoHOM OT 6 aekabps 2011 rona N
409-®3. - Cm. NpeablAYLLYI0 PeAaKLMIo)

8. BbIBO3 nekapCTBEHHbIX cpeactB u3 Poccuiickon ®depepaummn ocylecTBnsieTcss 0e3 NpUMEHEHUST OrpaHuYeHUn,
YCTaAHOBIEHHbIX TAMOXEHHbIM 3aKOHOAATENbLCTBOM TaMOXEHHOro coto3a U (Mnu) 3akoHodaTenbcTBoM Poccuiickon ®enepauum
0 rocyAapCTBEHHOM perynmpoBaHun BHELLHETOPIOBOW AEeATENBHOCTY.

(Hactb B pegakumun, BBeaeHHon B genctene ¢ 7 sHBapsa 2012 roga denepanbHbiM 3akoHOM OT 6 aekabpa 2011 ropa N
409-93; B pegakuuun, BBegeHHON B gencteue PenepanbHbiM 3akoHOM OT 25 Hosbpa 2013 roaa N 317-93; B pepakumn,
BBeaeHHon B aenctaeme ¢ 1 nona 2015 roga PenepansHbiM 3akoHOM OT 22 aekabpsa 2014 roaa N 429-03. - Cm. npeablayLLyo
penakuuio)

9. BBog B rpaxkgaHckuii 060poT NekapcTBEHHbIX NpenapaToB A4S MegULMHCKOrO NpUMEHeHUs, BBE3EHHbIX B POCCUMICKYHO
depepaunio, ocyllecTBnseTcs ¢ cobniogeHnem TpeboBaHUI, yCTaHOBMNEHHbIX cTatben 52 1 Hacrtosulero deaepanbHoro
3aKoHa.

(YacTtb pononHuTenbHO BKMoYeHa ¢ 29 Hosbps 2019 roga ®enepanbHbiM 3akoHOM OT 28 HoA6pa 2018 rona N 449-93)

10. BBoa B rpaxgaHCckuiA 0OOOPOT JeKapCTBEHHbIX MpenapaTtoB AN BETePUHAPHONO0 MPUMEHEHUS!, BBE3EHHbIX
(nepemeLneHHbIX) B Poccunckyto degepaumio, ocyllecTBnseTcs ¢ cobnogeHnem TpeboBaHMN, yCTaHOBIMEHHbIX cTatben 52 2
HacTodulero ®eaepanbHOro 3akoHa.

(YacTtb gononHuTENbHO BKMoYeHa ¢ 1 ceHTs16pa 2023 rona PenepanbHbiv 3akoHoM ot 2 uonsa 2021 rona N 317-93)

Hencteme nonoxeHnn vyactn 10 HacTosLWEN CTaTbW HE pPacnpOCTPaHSIETCS Ha Cepun NEeKapCTBEHHLIX MpenapaTtoB Ans
BETEPUHAPHOIO NPUMEHEHWS, BBEAEHHbIE B rpaXXgaHCKMn 060poT Ha TeppuTopumn Poccuiickon ®enepaumm Ao AHS BCTYNNEHUsI
B cuny ®enepancHoro 3akoHa ot 2 uong 2021 rona N 317-®3, - cMm. NyHKT 2 cTatbn 2 dPeaepanbHOro 3akoHa ot 2 monsg 2021
roga N 317-93.

KoMmMmeHTapun Kk ctatbe 47

CTATbA 48. OPUANYECKUE JIULA, KOTOPbIM PA3PELLEH BBO3 JIEKAPCTBEHHbIX CPEACTB B
POCCUNCKYIO ®EAEPALINIO

(HammeHoBaHue B pegakuuu, BBegeHHOM B aencteue ¢ 7 sHeapsa 2012 roga ®enepanbHbiM 3akoHOM 0T 6 Aekabpa 2011 rona
N 409-®3. - Cm. npeablayLLyo peaakumio)
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JlekapcTBeHHble cpeacTBa B Poccuinckyto degepaunio MoryT BBO3UTb:
(AB3aL B pegakumu, BBeaeHHon B gencteue ¢ 7 siHeaps 2012 roga PenepanbHbiM 3akoHOM oT 6 aekabpsa 2011 rona N
409-93. - CM. npenpiayLLyo peaakuuio)

1) npon3BoAMTENN NEeKapCTBEHHLIX CPEACTB ANs Lene CoOGCTBEHHOro NPOU3BOACTBA feKapCTBEHHbIX CPEACTB;

2) MHOCTPaHHbIE pa3p360Tq|/|K|/| J1eKapCTBEeHHbIX CpeacTB M MHOCTpPaAHHbIE NMPONU3BOOUTENN JIEKAPCTBEHHbLIX CpenctB unn
apyrme wpugmndeckne numuda no nopyvYeHuro paspa60Tq|/|Ka NeKapCTBeHHOro cpeactea AnAa nposedgeHna KIMHNUYeCKnX
nccnegoBaHum NeKapCTBEHHOro npenapara, OCyLleCTBIIeHUA rocy,qapCTBeHHon perncTtpaunn nekapCTtBeHHOro npenaparta,
BKIlOYEeHUA d)apMaLl,eBTI/ILIeCKOIZ CyGCTaHLI,I/II/I B TOCYAApPCTBEHHbLIV PEECTR JEKAapPCTBEHHbIX CPEeACTB, KOHTpONA Ka4vecTBa
NNeKapCTBEHHbIX CpencTtB npu Hanndnm paspeleHuna ynosiHoOMO4YeHHOro cbe,u,epaanoro opraHa WCNONHUTENbHOM BNacTn Ha
BBO3 KOHerTHOﬁ napTumn nekapCTBeHHbIX CPEACTB;

3) opraHusauunm ONTOBOWN TOProBIn nekapCTBeHHbIMU CpeacTBamMu;

4) Hay4HO-uUccnegoBaTenbCckue opraHusaumm, obpasoBaTenbHble OpraHvM3auuun BbiCLIEro obpas3oBaHUSA, NPOM3BOAUTENU
NEeKapCTBEHHbIX CPeacTB  And  pas3paboTky, WUCCNedoBaHWA, KOHTpons ©0e3onacHOCTM, KavecTBa, 3QEKTMBHOCTU
NeKapCTBEHHbIX CPEACTB NPU HaNM4Mn paspeLleHnst YNorTHOMOYEHHOrO oeepanbHOro opraHa UCMONHUTENBHOWN BRacTy;

(MyHKT B pegakuun, BBEAEHHONM B fencteue ¢ 1 ceHTabps 2013 rona PenepanbHbiM 3akoHoM OT 2 uiongd 2013 rona N 185-
®3. - CMm. npeapiayLwyo peaaKLnio)

5) meouuMHCKMe opraHu3auMu, WHble yKa3aHHble B OyHkTax 1-4 HacTodulel CTaTbuM OpraHu3auMu Ansi okasaHus
MEOULUHCKON MOMOLUU MO KM3HEHHbIM MOKa3aHUAM KOHKPETHOrO nauueHTa npuv Hanuvyuum paspelueHus YnorHOMOYEHHOro
degepanbHOro opraHa WCMNOMHUTENbHOW BMacTM Ha BBO3 KOHKPETHOW MapTMM NEKapCTBEHHOro npenapaTta, BblAaHHOMO B
YCTaHOBMNEHHOM nopsiake B hOpMe 3NEKTPOHHOIO AOKYMEeHTa, MOAMUCaHHOMO YCUIIEHHOW KBanvUUUpOBaHHOW 3MeKTPOHHOM
NOANUCHIO.

(MyHKT B pegakuun, BBegeHHoW B Aenctene PeaepanbHbiM 3akoHoM OT 12 mapTta 2014 rona N 33-93. - Cm. npeabiayLyto
penakumio)

6) NyHKT gononHutensHo BkoveH ¢ 1 mapta 2020 roga ®efepanbHbiM 3akoHOM OT 27 Aekabpsa 2019 rona N 475-93; He
npumeHsaetca ¢ 31 gekabpa 2023 roga - ®epepanbHbli 3akoH OT 27 Aekabpsa 2019 roga N 475-03 - cm. npeablayLlyio
REeAAKLNIO.

KommeHTapum K ctatbe 48

CTATbA 49. AOKYMEHTbI, MPEACTABJIAEMBIE B TAMOXEHHbIE OPIAHbI POCCUNCKON ®EOQEPALIUN
NMPU BBO3E JNNIEKAPCTBEHHbIX CPEACTB B POCCUNCKYIO ®EAEPALINIO

(HammeHoBaHue B pegakuuu, BBegeHHoM B aencteue ¢ 7 sHeapsa 2012 roga ®enepanbHbiv 3akoHOM 0T 6 Aekabpa 2011 rona
N 409-03. - Cm. OpeablAyLLYIO peaakLmio)

1. MNpwn BBO3e nekapcTBEHHbLIX cpeacTB B Poccuiickyto depepaunio B TaMOXeHHble opraHbl Poccunckon depepaumm
Hapsay C AOKYMeHTaMu, NPeAcTaBfieHNe KOTOPbIX MPegyCMOTPEHO TaMOXEHHbLIM 3aKOHO4ATENbLCTBOM TaMOXEHHOro cok3a U
(nnn) 3akoHogaTenscTBoM Poccuickon degepaumm o TamoXXeHHOM Aerne, NPEeACTaBnAoTCs Creayowme AOKYMEHTbI:

(AB3au B pepakuun, BBegeHHon B gencteue ¢ 7 aHBaps 2012 roga PepepanbHbiv 3akoHOM OT 6 aekabpa 2011 rona N
409-®3. - Cm. mpeablAyLLYI0 PEAAKLIMIO)

1) cepTndmKaT NPON3BOAMTENS NIEKapCTBEHHOIO CPEeACTBa, YAOCTOBEPSIIOWMNIA COOTBETCTBME BBO3VMMOTIO FEKAPCTBEHHOIO

cpeactea TpeGoBaHMsIM bapmakonenHon cTatbM nMbO B criyyae ee OTCYTCTBUSI HOPMAaTMBHOW [OKYMEHTauuu wunu
HOpPMaTUBHOIO [OKYMEHTA;

2) paspelleHvne YMNorHOMOYEHHOro dhedeparnibHOr0 opraHa WCMOMHMTENbHOMW BRacTM Ha BBO3 KOHKPETHOW napTuu
nekapCTBEHHOro CpefCcTBa B Cry4asX, yCTaHOBMNEHHbIX YacTbto 3 cTatbu 47 HacTosulero deaepansHoOro 3akoHa.

2. [okymeHTbl, yKa3aHHble B OyHKTax 1 M 2 yactu 1 HacTosdulen cTaTbW, NPeaCcTaBMsioTCA B TaMOXEHHbIE OpraHbl
Poccuickon ®egepauun npu npubbiTn NnekapcTBeHHbIX cpeacTs B Poccuickyto ®epepaumio.

(HYactb B pepakumu, BBeaeHHon B gencteune ¢ 7 sHeapsa 2012 roga deaepanbHbiM 3akoHOM OT 6 aekabpsa 2011 rona N
409-®3. - Cm. mpeaplayLLyo PeaaKLnio)
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KommeHTapun k ctatbe 49

CTATbA 50. BBO3 JIEKAPCTBEHHbIX NMPEMNAPATOB B PO(}CVIVICKYIO ®EOEPALIMIO OANA IMYHOIO
Mcnonb3oBAHUA U UHbIX HEKOMMEPYECKUX LIENEW, A TAKXE ANnA UCMNMOJNb30BAHUA HA
TEPPUTOPUN MEXXOYHAPOOHOIO MEAWLIMHCKOIO KNACTEPA

(HammeHoBaHue B pegakuumn, BBegeHHoM B genctene ¢ 7 sHeapsa 2012 roga ®enepanbHbiv 3akoHOM 0T 6 Aekabpsa 2011 rona
N 409-93; B pegakuun, BBeaeHHon B aencteme ¢ 30 uoHa 2015 roga PenepanbHbiM 3akoHOM oT 29 uioHa 2015 roga N 160-
®3. - Cm. NpeapIAyLLY0 peaaKLmio)

1. JlekapctBeHHble npenapatbl MoryT ObiTb BBe3eHbl B Poccuiickyto ®Pepepaumio 6e3  yuera TpeboBaHW,
npeaycMOTPeHHbIX YacTamu 1-4 ctatbun 47, ctatbamu 48 n 49 HacTodulero PenepanbHOro 3akoHa, eCrnv OHU npegHasHadeHbl
ans:

(AB3ayu B pegakuun, BBegeHHon B gericteue ¢ 7 saHBapst 2012 roga PenepanbHbiM 3akoHOM OT 6 aekabpa 2011 roga N
409-03. - CM. MpeabIAyLLYI0 PDEAAKLIMIO)

1) nn4HOro wucnonb3oBaHua usMdeckumn nuuamn, npubsiBwmuMu B Poccuinckyto ®Pepepauuto. MNpu 3ToM BBO3 B
Poccuickyto ®efepaumio nekapcTBeHHbIX NpenapaToB, coAepxallmx CUMbHOOEWCTBYyLlMe n (Unn) SA0BUTbIE BeLLECTBa,
BKIMOYEHHbIE COOTBETCTBEHHO B CMNCOK CUIMbHOOENCTBYIOLLMX BELLECTB ANs Lenern yronoBHOro 3akoHogatensctea Poccumnckon
degepauumn u B CNUCOK AO0BUTHIX BeLeCcTB ANA LUenei YronoBHOro 3akoHogartenbctBa Poccuiickon ®egepauun,
yTBepxaeHHble [pasutensctBoM Poccuiickon defepauun, ocyLeCTBNAETCSA NPU HanmMuMm OOKYMEHTOB (3aBepeHHbIX KOonui
OOKYMEHTOB WNW  3aBEepeHHbIX BbIMUCOK W3 HUX), MOATBEPXKAAKWMNX Ha3HayeHne U3NYecKoMy nuLly YyKa3aHHbIX
nekapcTBeHHbIX NpenapaToB (3a UCKIYeHNEM NekapCTBEHHbIX NpenapaToB, 3aperncTpnpoBaHHbix B Poccuickon ®egepauum
n otnyckaembix B Poccuiickon Pegepaumm 6e3 peuenTta Ha NekapCTBEHHbIM npenapat). MNoareepxgatolime OOKYMEHTbI (MX
3aBepeHHbIE KOMUM WMWK 3aBepeHHble BbIMUCKU M3 HUX) OOMKHbI cogepXaTb CBeAEeHMS O HaMMEHOBaHWW W KOnum4ecTBe
Ha3Ha4YeHHOro rekapcTBEHHOro npenapata. B cnydvae, ecnu nopreepxpatolime OOKYMEHTbl (MX 3aBEpPEHHble KONMUW WU
3aBepeEHHbIE BbINMNCKMA U3 HMX) COCTaBMneHbl Ha UHOCTPaAHHOM $3blKe, K HAM npunaraeTcs HoTapuanbHO 3aBEPEHHbIV NepeBof
Ha PYCCKUN A3bIK;

(MyHkT B pegakuun, BBeaeHHoW B gericteue ¢ 13 uioHs 2016 roga PenepanbHbiM 3akoHOM oT 2 mtoHa 2016 rona N 163-
®3. - CM. npeaplayLLyio peaakLmio)

2) ucnonb3oBaHWst paboTHUKaMXM AMNNOMATMYECKOrO KOpryca WnvM NPeacTaBUTENSAMU MeXOyHapOOHbIX OpraHu3auun,
akkpeguToBaHHbIX B Poccuiickon ®egepaumm;

3) nevyeHnss MaccaXXupoB U YMEHOB 3KUMAXEN TPaHCMOPTHbLIX CPeacTB, Moe3aHbix Opurag v BoaMTENEN TPAHCMOPTHLIX
cpepncTs, NpubbiBLKX B Poccuiickyto ®epgepaumio;

(MyHKT B pepakumun, BBegeHHON B aenctene ¢ 7 aHBapsa 2012 roga PenepanbHbiM 3akoHOM OT 6 aekabpsa 2011 ropa N
409-93. - CM. NpenbiayLlyo pegakumio)

4) neyeHWst YYaCTHWKOB MEXOYHAPOAHbIX KYMbTYPHbIX, CMOPTUBHLIX MEPOMNPUSATMA WM YYACTHUKOB MEXOYHAPOOHbIX
3Kkcneanunm;

5) ne4yeHMs KOHKPETHbIX XXMBOTHbLIX B 300Mapkax, 300cajax, UMpKax, okeaHapuymax, AenbuHapusax, rneyYeHuss OuKnx
XWMBOTHbIX, MOCTOSIHHO WNW BPEMEHHO Hacenswwmx TeppuToputo Poccuinckon Pegepaumm, HaxogAaWMXCA B COCTOSIHAW
€CTeCTBEHHON CBOOOABI 1 MPUHaANexallmx K BuaaM, 3aHeceHHbIM B KpacHyto kHury Poccuiickon ®enepaumm u (Mnm) KpacHble
KHUrM cybbekToB Poccuiickon Pegepaumm, a TakKe XMBOTHbIX, BBO3UMbIX B Poccuiickyto depepauuio gns yydactms B
CMOPTUBHbIX U 3PENULLHBIX MEPOMNPUATUSX;

(MyHKT B pemakumuv, BBeAeHHOW B aencteue ¢ 7 sHBaps 2012 roga ®enepanbHbiM 3akoHOM 0T 6 Aekabps 2011 rona N
409-93; B pegakumun, BeBeeHHoun B genctere ¢ 13 asrycta 2019 roga PenepanbHbiM 3akoHoM OT 2 asrycta 2019 rona N 297-
®3. - CM. NpeaplayLLyio peaaKLmio)

6) CNonb30BaHNs Ha TEPPUTOPUM MEXOYHAPOAHOTO MEAULMHCKOrO Knacrtepa.
(MyHkT gononHuTensHo BrtodeH ¢ 30 nioHsa 2015 rona PenepansHbiM 3akoHom o1 29 mtona 2015 rona N 160-93)

2. B cnyyasax, npegyCMOTPEHHbIX 4YacTblo 1 HacTodulen cratbul, gonyckaerca BBo3 B Poccunckyio depepauuio
nekapcTBEHHbIX NpenapaToB, He 3aperncTpmMpoBaHHbIX B Poccuiickon ®epepaumm.

(HYactb B pepakumu, BBeaeHHon B gencteune ¢ 7 sHeapsa 2012 roga deaepanbHbiM 3akoHOM OT 6 aekabpsa 2011 rona N
409-®3. - Cm. mpeaplayLLyo PeaaKLnio)
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3. JlekapcTBeHHble npenapaTtbl, NpegHasHa4YeHHble ANl TyMaHWTapHOW MoMoLwM (COQencTBUSA) MMM MOMOLUM NpU
ypesBblYalHbIX CUTyauusix, BBO3ATCA B Poccuiickyto degepaunto B nopsigke, ycraHoerneHHoM [MpaButensctBoMm Poccuiickon
depepauun. 3anpewjaetca BBo3 B Poccuiickyto ®depepaumio  HE3aperMcTpUpOBaHHbIX  MEKAPCTBEHHbIX Mpenapartos,
npegHasHa4YeHHbIX ANS r'yMaHUTApHOW NOMOLLM (COAENCTBUS) UMM NMOMOLLM MPU Ype3BbIYalHbIX CUTYaLUSIX.

(YacTtb B pepakuun, BBegeHHon B gericteue ¢ 7 siHeaps 2012 roga ®enepanbHbiM 3aKkoHOM OT 6 aekabps 2011 rona N
409-®3. - Cm. NpeablAYLLYIO PeAaKLmMIo)

KommeHTapun k ctatbe 50

CTATbA 51. COTPYQHUYECTBO ®ELEPAJIbHOIO OPIAHA UCTMONMHUTENIbHOW BIIACTH,
YNOJIHOMOYEHHOI'O B OBJIACTU TAMOXEHHOI'O AIENA, U APYTUX YNONMHOMOYEHHbIX
®EAEPAJIbHbIX OPTAHOB UCMNMOJNIHATENBHOU BITACTU

1. YnonHomouyeHHble dheaeparnbHble opraHbl UCMONMHUTENbHOW BRacTy NpeaocTaBnsAloT B pacrnopsikeHue dpeaeparnbHoro
opraHa UCMONHUTENBHONM BNacTu, YNOMHOMOYEHHOro B 06acT TaMOXXEeHHOTo Aena, rocyAapCTBEHHbIN PEECTP NeKapCTBEHHbIX
CPEeACTB, a Takke MHGOPMAaLMIO O BblAaHHbIX pa3pelleHnsix Ha BBO3 KOHKPETHOWM NMapTMK NeKapCTBEHHbIX CPEeACTB B Criyyasix,
YCTaHOBINEHHbIX YacTbio 3 cTaTbu 47 HacTosAwero PeaepanbHOro 3akoHa.

2. ®epepanbHbI OpraH WCMOMHUTENBHON BRacTh, YMNOMHOMOYEHHbIM B 0OnactTM TaMOXEHHOro Aena, WMHdopMupyet
yKkasaHHble B YacTn 1 HacToswen cTatbu YNOMHOMOYEHHble dedepanbHble OpraHbl MCMNOMHUTENbLHOW BracTM O BBO3e
nekapCcTBEHHbIX cpeacTB B Poccunckyto degepauuio 1 BeiBO3e NeKapCTBEHHbIX cpeacTs n3 Poccuiickon degepauum no oopme
1 B Nopsigke, KOTopble yCcTaHoBMeHbI NMpaButensctBoM Poccuiickon denepauunn.

(Yactb B pegakumu, BBeaeHHon B genctene ¢ 7 siueapsa 2012 roga PeanepanbHbiM 3akoHOM OT 6 aekabpsa 2011 rona N
409-®3. - CM. mpeaplayLLy0 PeAAKLMI)

KommeHTapum k ctatbe 51

MABA 10. PAPMALIEBTUYECKAA OEATENIbHOCTb
CTATbSA 52. OCYLWECTBINEHUE ®APMALIEEBTUYECKON OEATENbHOCTU

1. dapmaueBTUYECKas AeATENBHOCTb OCYLLECTBNAETCS OpraHM3aLusiM1M ONTOBOW TOProBMNW fIeKapCTBEHHBIMU CPeacTBaMy,
anTeyHbIMW  OpraHu3auusiMi, BeTEPUMHAPHBIMU  anTeYHbIMKW  OpraHM3auusiMu, WHAMBUAYANbHBIMU  NPeanpuHMMaTensMu,
UMELLMMUN NIULIEH3NIO Ha (hbapMaueBTUYECKYD AeATENbHOCTb, MEAULMHCKUMY OpraHn3aumsmy, UMEeLWnMy NULEH3NI0 Ha
(hapmMaLeBTUYECKYD [OeATenbHOCTb, U KX 060COGNeHHbIMU noapasgeneHvsiMyu  (ambynaTopusamn, enbaepckuMm 1
denbalepcko-akyLepCckuMmn — NyHKTamKn,  LeHTpamu  (OTaeneHusimu) obwen  BpadyebHOM  (CeMErHOW)  MNpaKkTuKn),
pPacnonoXeHHbIMU B CEMbCKUX HACENEHHBbIX MYHKTax, B KOTOPbLIX OTCYTCTBYIOT anTeyHble OpraHusauuu, U BeTepuHapHbIMU
OpraHusaLusaMmn, UMERLLIMMU NIULIEH3UIO Ha (bapMaLeBTUYECKYH0 OEATENbHOCTb.

(actb B pepakumu, BBeAeHHOM B pgenctBue PenepanbHbiM 3akoHOM OT 25 Hoabpsa 2013 roma N 317-93. - Cwm.
TREAbIAYLLYIO PEAaKLNIO)

2. ®dusunyeckne nuua MOryT OCYLLECTBNATb hapMaueBTUYECKYIO OeATENbHOCTb NPW HanMMyYuyM BBICLLENO WU CpegHero
dapmaLueBTMYecKoro obpasoBaHns U cepTudmkaTa cneumanncta nmbo NponaeHHOW akkpeauTauuu crneuuanucTa, BbiCLUEro
WU CpeaHero BeTepuMHapHoOro obpasoBaHus U cepTudukarta crneumanucta nMbdo NponageHHOW akkpeauTauumn crneuuanucta, a
Takke BbICLLErOo UNKU cpegHero mMeauuuHcKoro obpasoBaHus, cepTudmkaTta cneuuanucta nmbo nNponaeHHOW akkpeautaumm
cneunannucta M [OMONMHUTENBHOMO MNpodheccnoHanbHOro obpa3oBaHUs B YacTM PO3HUYHOWM TOPFOBMWU FIEKAPCTBEHHbLIMU
npenapatamv Ons MeAuMLMHCKOrO NMPUMEHEHUST MpU YCNoBMM MX paboTbl B 060COBMEHHLIX nogpasfeneHnsax MeguUUHCKMX
opraHusauumn, ykasaHHbIX B 4acTu 1 HacTosLen CTaTbi.

(Hactb B pepakuuu, BBeaeHHom B genctene PenepanbHbiM 3akoHoM oT 28 anpens 2023 roga N 149-93. - Cwm.
0ReAbIAYLLYI0 pefakumio)

lMonoxeHusa YyacTn 2 HacTosiwen ctaTbm (B pegakumm PenepanbHoro 3akoHa ot 28 anpens 2023 roga N 149-d3) B Yactu
akkpeguTauum cneunanuctoB B obnactm BeTepuMHapum, OCyLLECTBASOWUX hapMaLeBTUYECKYHO AEATENbHOCTb U UMEHLLNX
BbICLLEE UITN CpeaHee BeTepuHapHoe obpasoBaHue, npumeHsioTea ¢ 1 mapTta 2026 roga - cM. nyHKT 3 cTtatbu 4 denepanbHoro
3akoHa ot 28 anpensa 2023 rona N 149-93.

KommeHTapum k ctatbe 52
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CTATbA 52_1. BBO[ B NrPAXXOAAHCKUA OBOPOT JIEKAPCTBEHHbIX MPEMNAPATOB 414 MEOULIMHCKOIO
NMPUMEHEHUA

1. MNepen BBOOAOM B rpakgaHCKM 00OPOT KaXK4oW CEepyM UK KaxKAon napTum npomnssegeHHoro B Poccuiickon ®egepaumm
nekapcTBEHHOro npenapara And MeOWLUHCKOrO MPUMEHEHUs, 3a WCKMIOYEHUMEM WMMMYHOOMONOrMYeCcKMX neKapCTBEHHbIX
npenapaToB, NMPOU3BOAMTENb TaKOro INEeKapCTBEHHOro npenaparta npeacraBnsdeT B denepanbHbid OpraH WCMONHUTENbHON
BMacTu, OCYLUECTBNAKWNA (YHKLUMU MO KOHTPOMKO W Haas3opy B cdepe 34paBoOOXpaHEHMsl, OOKYMEHT Mnpou3BoauTenst
neKkapCTBEHHOro CpefcTBa, NOATBepXOalowWmnii KadecTBO NeKapCTBEHHOro npenapara, M nogTBepXxaeHne YnofIHOMOYEHHOro
nva npou3BoOaUTENS NEeKapCTBEHHbBIX CPEACTB COOTBETCTBUSA NEKAPCTBEHHOrO npenaparta TpeboBaHUsAM, YCTaHOBMEHHbIM Npu
€ro rocyaapCTBEHHOW permctpawmu.

2. MNepen BBOAOM B rpaxaaHCKMiA 06OPOT KaXkAOW Cepum Wiy Kaxaow napTuu BBO3MMOro B Poccuiickyto degepauuio
NeKkapcTBEHHOrO npenaparta Ans MeOWMUUHCKOTO MPUMEHEHUs), 3a WCKMOYEHUMEM WMMYHOOMONMOIMYECKMX NEKapCTBEHHbIX
npenapaToB, opraHu3auund, OCyLLeCTBsAOLAas BBO3 NeKapCTBEHHOro npenapata B Poccuitckyto ®efepaumio, npeacrasnseTt B
denepanbHbIn - OpraH  WUCMOMHUTENBHOW BNAacTW, OCYLLECTBNALWMIA  QYHKUMM N0  KOHTPOMK UM Haasopy B cdepe
30paBOOXpaHeHns, cepTudumkat nNpomn3BoAUTENS fEeKapCTBEHHOrO CpPeACcTBa, YAOCTOBEPSIOLINA COOTBETCTBME BBO3UMOIO
nekapcTBeHHoro npenapata TpeboBaHuAM dapMakonenHon cTaTbW, a B Cryvyae OTCyTCTBMS hapMaKonenHom craTtbu
TpeboBaHMAM HOPMaTUBHOM [AOKYMEHTaLMK, W NOATBEPXAEHWE NpPeacTaBuUTENs OpraHv3auuu, OCYLLECTBMSLWEN BBO3
nekapcTtBeHHoro npenapata B Poccuiickyto ®egepaumio 1 ynosIHOMOYEHHON MHOCTPaHHbLIM NPOU3BOANTENEM NEKapCTBEHHbIX
cpencTs, COOTBETCTBUSA BBO3MMOrO IeKapCTBEHHOro npenapara TpeboBaHUAM, YCTAHOBMEHHbIM MpU ero rocygapCTBeHHOW
perucTpauuu.

3. lMopsagok npeacTaBneHUs B COOTBETCTBUMM C YacTamu 1 M 2 HaAcTosuwen craTbM LOKYMEHTOB W CBEAEHUMN O
NeKapCTBEHHbIX Npenaparax, BBOOMMbIX B rpaXgaHckui 060poT, yctaHaenmueaetcs NpaBuTtensctBom Poccuickon ®enepaumm.

4. B OTHOLEHMN NePBbIX TPEX CEPU UNU NapTUI NIeKapCTBEHHOrO npenapaTta, BnepBble npousBegeHHoro B Poccuickon
depepauun unu Brnepsble BBO3UMMOro B Poccuiickyto degepaumto, B deaepanbHblii OpraH MCMONHUTENBLHOW BracTHy,
OCYLLECTBNALWNA DYHKLUN NO KOHTPOMO 1 HAaA30py B cdepe 3a4paBoOXpaHeHUs, JOMONHUTENBHO NpeacTaBnsaeTcsa NpoToKon
UCMbITAHWN O COOTBETCTBUM CEPUM WUMX NapTUM NeKapCTBEHHOro npenapata Ans MEeAWMLMHCKOro MpUMEHEHUs nokasaTtensiM
KayecTBa, MNpegyCMOTPEHHbIM  HOPMAaTMBHOW  [JOKyMeHTauuen (ganee - MPOTOKON  WUCMbITaHWA), NPOBOAMMbIX
aKKpeaWTOBaHHbIMU B COOTBETCTBMM C 3akoHogaTenbcTBOM Poccuinckont depepaummn o6 akkpeauTaumyM B HaLMOHANbHOW
cuctemMe  akkpegutauuu  cpegepanbHbIMU  TOCYOAPCTBEHHBIMU  OIOKETHLIMU  yUpEXOEHUSMWU,  MOABEOOMCTBEHHbLIMU
denepanbHOMY  OpraHy WCMONMHUTENbHOW  BNacTW, OCYLLEeCTBNSwleMy ¢yHKUuMM no  BbipaboTke ©  peanusauum
rocygapcTBeHHON MONUTUKM U HOPMAaTUBHO-NPaBOBOMY peryrnmpoBaHuio B cdhepe 3apaBooxpaHeHus, U begepansHOMY opraHy
MCMNONHUTENBHOM BNacTu, ocyllecTensowemMy OyHKLUX NO KOHTPOMO 1 Haa30py B cdepe 3apaBooxpaHeHus. MNopsagok Bbigayu
yKasaHHbIMY befepanbHbIMU FoCyAapCTBEHHBIMU OIOMKETHBIMU YUPEXAEHUSMU AaHHOMO MPOTOKONa M pasMep nnarbl 3a ero
Bblaavy yctaHaBnumBatoTcs [pasuTtenscTBom Poccunckon ®enepaumm.

5. ExxerogHo He nosgHee 1 deBpans NPOM3BOAUTENN NIEKApPCTBEHHbIX CPEACTB UMW OpraHn3aumm, OCyLLECTBSAIOLNE BBO3
nekapcTBeHHbIX npenapaTtoB B Poccuiickyto Pepepauunto, NpeacrtaBnsaioT B deaepanbHbli OpraH MCNOMHUTENbLHOW BRacTw,
OCYLLECTBNALWNA (PYHKLUMM MO KOHTPOMO U Haasopy B cdepe 34paBOOXPaHeHWs, NPOTOKON MCMNbITaHWA MNOCTYNMBLLErO B
TeyeHne roga B rpaxaaHckmii 0BopoT neKapCTBEHHOro npenaparta KOHKPEeTHOro MpousBoauTens (Ha OOHY Cepuio KaXaoro
TOProBOro HAaMMEHOBaHUS C Y4ETOM NeKapCTBEHHOW (hOPMbl U J03MPOBKM), MPOBOANMbIX aKKpeaUTOBaHHLIMU B COOTBETCTBUM C
3aKkoHogatenbcTBoMm Poccunckon ®epnepaumm o6 akkpeauvTaumm B HaUMOHaNbHOW CUCTEME aKKpeauTauuu UchbiTaTenbHbIMU
naboparopusmMu (LeHTpamn).

6. NponsBoguTenu NekapcTBEHHbIX CPEACTB UMW OpraHm3auum, OCyLLEeCTBNAOLME BBO3 NeKapCTBEHHbIX MpenapaTtoB B
Poccuickyto ®efepaumio, He MeHee YeM 3a OAVH rof, 4O MNaHUPYEMbIX NMPUOCTAHOBMEHNST UMK MpeKpaLLeHnss NpoM3BoACTBa
NeKapCTBEHHbIX MpenapatoB wunn ux BBo3a B Poccunckyto Pepepaunto yBegoMnawT o6 3Tom dedepanbHbli  opraH
UCMONHUTENbLHOM BNacTu, OCYLLEeCTBAAWMN YHKUMM MO KOHTPOSIO M HAA30py B cpepe 3gpaBooxpaHeHnsa v degepanbHbIn
OpraH UCMOMHUTENBHOW BNAacTW, OCYLLECTBASIOWMIA PYHKLMM NO NULIEH3MPOBAHNIO NPOM3BOACTBA NEKAPCTBEHHbIX CPEACTB.

(YacTb gononHuTensbHO BkNoveHa PenepanbHbiM 3akoHOM oT 28 Hoabpsa 2018 rona N 449-03)

7. BBOA, B rpaXkgaHCKuin o6OpOT KaXaom CepyM UK Kaxaon napTum MMMyHOBMONornyeckoro fiekapCcTBEHHOro npenapara,
npounssegeHHoro B Poccuiickon ®egepaumm mnv BeO3uMMOro B Poccunckyio degepaumio, OCyLLECTBRSETCHS Ha OCHOBaHUU
paspelleHns, BblAaHHOrO denepanbHblM OpPraHOM WCMOMHUTENbHOW BRacTW, OCYLLECTBAALWMM (OYHKLUMU MO KOHTPOSIO U
Haasopy B cdepe 30paBOOXpPaHEHMS, Ha OCHOBaHWM BblOAHHOTO dedepanbHbIMU  FOCY4AapPCTBEHHBIMU  OHOMKETHBIMU
YUpPEXOEHUAMN, YKa3aHHbIMM B 4YacTu 4 HacTodulen CcTaTbW, 3aKfyYeHuss O COOTBETCTBMM CepuuM WNU  naptuu
MMMYHOBKNOMNOrMYecKoro fiekapcTBEHHOrO npenapaTta TpeboBaHUAM, YCTaHOBIIEHHBIM MPU ero rocy4apCTBEHHOW perncrpauuu.
Mopagok BblgauM paspelleHus Ha BBOA B rpaXkaaHCKMn obGopoT cepun v napTum MMMYHOBMONOrM4ecKkoro nekapcTBEHHOMO
npenapata, a Takke MNOPsAOK Bbl4AYM YKa3aHHOro 3akfyeHWss U pasMep nnatbl 3a ero Bblgady ycCTaHaBnuUBaKTCA
MpaButensctBom Poccuiickon degepaumu.
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8. 3a HenpeacTaBneHne unum HECBOEBPEMEHHOE NpeacTaBneHne AJOKYMEHTOB U CBEAEHUN, NPeayCMOTPEHHbIX YacTamu 1,
2, 4, 5 n 6 HacTosulen cTaTbW, NPOM3BOAUTENN FEKAPCTBEHHbIX CPEACTB M OpraHuMsaumm, OCYyLIEeCTBNsOWMNE BBO3
nekapcTBeHHbIX MnpenapatoB B Poccuiickyto depepauuto, HECYT OTBETCTBEHHOCTb B COOTBETCTBMU C 3aKOHOLATENbCTBOM
Poccuickon ®enepaumu.

9. MNpegcTaBneHne AOKYMEHTOB M CBEAEHUN, NpedyCcMOTpeHHbIX Yactamu 1, 2 n 4 HacTosuwlen CcTatbW, U MOrnyyYeHune
npenycMOTPEHHOIO YacTbio 7 HACTOdLlE CTaTbu pa3peLleHnst Ha BBO4 UMMYHOBMONOrMYecKoro nekapCTBEHHOro npenapara B
rpaxgaHcknii obopoT He TpebyTcsa B OTHOLLEHMM JEKApPCTBEHHbLIX MpenapatoB, NpefHas3HaA4YeHHbIX AN NPOBELAEHUsI
KIMHUYECKMX UCCNEAOBaHUA JeKapCTBEHHbIX MpenapaToB, MPOBEAEHUSI 3KCMNEepTU3bl NEeKapCTBEHHbIX CPeacTB  Ans
OCYLLECTBIEHNS FOCY0APCTBEHHON PErMcTpauumn nekapCTBEHHbIX MPENapaToB, a Takke B OTHOLUEHUWN HE3APErMcTPUPOBaHHbIX
NeKapCTBeHHbIX MpenapaTtoB, MpeAHasHa4YeHHbIX AONS OKasaHUs MEeOULMHCKOM MOMOLUM MO KM3HEHHbIM MOoKa3aHUsM
KOHKPETHOIO naumeHTa unu rpynnbl NauMeHToB, BBO3MMbIX B Poccuiickyto dPegepauuio B cooTBETCTBUM ¢ YacTamu 3 m 3_1
cratbu 47 HacTosulero deaepanbHOro 3akoHa.

(Yactb B pepakumun, BBegeHHon B aencteme ¢ 1 mapta 2020 roga PeanepanbHbiM 3akoHOM OT 27 aekabpsa 2019 rona N
475-®3. - CM. NpeaplayLyo peaaKLmio)

10. MNpwn BbISABNEHUN B rpakgaHCKoM ob6OpoTe cepumn Unu nNapTumn NekapCTBEHHOro npenaparta, 4OKYMEHTbl U CBEOEHUSA O
KOTOPLIX, NPeayCMOTPeHHble YacTamun 1, 2 1 4 HacTosLLen CTaTtby, He NPeacTaBneHbl B doefepanbHbI opraH NCNOMHUTENBHON
BMacTh, OCYLUECTBNSAWNA (YHKUMU MO KOHTPOMK W Haasopy B cdepe 3apaBooxpaHeHus, nubo cepun unu napTum
MMMYHOBMONOrMYECKOro IeKapCTBEHHOro npenapaTta, He WMeKLWMX paspelleHns Ha BBOA4 B rpaxgaHckun obopor,
nNpeaycMOTPEHHOIO YacTblo 7 HaCTodALWEN CTaTby, pedeparnbHblid OpraH UCMOSTHUTENBHOW BNACTW, OCYLLECTBNALWMIA DYHKLUN
Nno KOHTPOSO 1 Hag3opy B cdepe 3apaBoOXpaHeHUsl, B Nopsiake, ycTaHoBneHHoM [MpaBuTtensctBom Poccuiickon depepauun,
NPYHUMAET peLleHre O MpeKpalleHUM rpaxaaHCKoro obopoTa TakuxX Cepuu unu naptmm A0 NpeacTaBrneHus yKasaHHbIX
OOKYMEHTOB U CBEAEHUI NMOO NONyYeHUs yKa3aHHOTO paspeLLeHust.

(CtaTtbsa gononHWTENbHO BKMYeHa ¢ 29 Hosibpsa 2019 roga PenepanbHbiM 3akoHOM oT 28 Hosbpsa 2018 rona N 449-93)

CTATbA 52_2. BBOA B N’PAXXOAHCKUA OBOPOT JIEKAPCTBEHHbIX MPEMAPATOB 19 BETEPUHAPHOIO
NMPUMEHEHUA

1. MNepen BBOOOM B rpaxaaHCcKnii 0b6OpOT Kaxaow cepum npousseneHHoro B Poccuinckon ®enepauny nekapCTBEHHOMO
npenapaTta AnNsi BETEPUHAPHOrO MPUMEHEHUS!, 3@ WUCKIIOYEHUEM WMMMYHOOMONMOrMYECKOro fnekapCTBEHHOrO npenaparta Aansi
BETEPUHAPHOIO NPUMEHEHNs, NPOU3BOANTESNb TAKOro SieKapCTBEHHOrO npenapata npeacTaBnseT B yBeOOMUTENbHOM nopsiake
B (begepanbHbI opraH UCMONMHUTENBHOM BNACTW, OCYLLECTBNALWMIA (DYHKLUMU MO KOHTPONO (Hagsopy) B cdepe obpalleHust
neKapCTBEHHbIX CPEACTB ANd BETEPUHAPHOIo NPUMEHEHMS:

1) [OKYMEHT Npou3BOAUTENs NEeKapCTBEHHbIX CPeAcTB, MOATBEpXKAaloWMiA COOTBETCTBME KayecTBa JieKapCTBEHHOro
npenaparta Afsi BETEPUMHAPHOrO MPUMEHEHUs!, BBOAMMOIO B rpaXaaHCKuUin 06opoT, TpeGoBaHWsIM, YCTaHOBMEHHBIM MPU ero
rocyAapCTBEHHOI permcTpaumu;

2) noaTBepXAEHUE YNOSTHOMOYEHHOTO NMua MPOU3BOAUTENS NEKAPCTBEHHBLIX CPEACTB COOTBETCTBUSI JIEKAPCTBEHHOMO
npenapara afisi BETEpUHapHOro NPUMEHEHUS! TPEGOBaHNSM, YCTaHOBIEHHbLIM MPU €10 roCyAapCTBEHHOWM PerncTpaumm.

2. MNepen BBOOOM B rpagaHCKuin obOpOT Kakgow cepum BBO3MMOro (nepemewaemoro) B Poccunckyto depepauuio
nekapcTBEHHOro npenapaTta Afs BETEPMHAPHOrO NPUMEHEHUS, 3a WCKMYEHNEM MMMYHOBMOMOrM4eckoro nekapcTBEHHOro
npenapata [Ans BETEPMHAPHOIO MPUMEHEHWs, OpraHm3auus, OCyLLecTBrsowaa BBO3 (MepemelleHne) neKkapCTBEHHOMO
npenapaTta Ansg BeTepuMHaApHOro npumeHeHus B Poccunckyto denepaunio, NpenctaBnseT B YBEAOMUTENbHOM Mopsiake B
denepanbHbIi OpraH UCMONMHUTENBHOW BNacTW, OCYLLECTBRSALWNA OYHKUMM MO KOHTPOMo (Haasopy) B cdepe obpalleHus
NeKapCTBEHHbIX CPEACTB A1 BETEPMHAPHOIO NPUMEHEHNS:

1) [OKYMEHT NPOU3BOAMUTENsI NEKAPCTBEHHbLIX CPeACTB, MOATBEPXKAAlOLWMUA COOTBETCTBME Ka4yecTBa Jl€KapCTBEHHOrO
npenapaTta Ansi BETEPMHAPHOrO MPUMEHEHUsI, BBOAMMOIO B rpaXgaHCKuii oGopoT, TpeGoBaHUSIM, YCTAHOBMEHHLIM MpPU ero
rocynapCTBEHHOW perncTpauuu;

2) noaTBepXOeHWe nuua, YMNONHOMOYEHHOro [OepXaTenem WnvM  BrafenbLueM PerMcTpauMoHHOMO Ya0CTOBEpeHUs
nNekapcTBEHHOTo npernapara Ans BETEPUHAPHOTO NMpUMEHEHUS!, COOTBETCTBMS NEKapCTBEHHOrO npenapara Ans BeETepMHapHOro
npuMeHeHnst TpeboBaHUAM, YCTaHOBMEHHbIM NPW ero rocyaapCTBEHHON perucTpauum.

3. Beog B rpaxagaHckui obopoT BBO3UMMOro (nepemelyaemoro) B Poccuickyto denepaumio nekapcTBeHHOro npenapara
ANs BETEPMHAPHOIO NPUMEHEHUS OCYLLECTBMSETCS NPU Hanuuum 3akioYeHusi 0 COOTBETCTBUM NPOU3BOAUTENS NIEKAPCTBEHHbIX
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cpeacTB TpeGoBaHMSIM MpaBun Hagfexallei Npou3BOACTBEHHOW MPaKTUKW, BbI4AHHOTO YMNOSIHOMOYEHHbIM deaepanbHbIM
OpraHoM WCMONHWUTENBbHOW BracTu Ans MNPOW3BOACTBEHHOM MOWankM JeKkapcTBEHHOro npenapata Ans BeTepuHapHOro
NMPUMEHEHWS!, BBOAMMOIO B rpaXaaHCcKuin 0oGopoT.

4. Ilnuo, ynonHOMOYEeHHOe AepXaTtenemM unu ernagenbuem perncTpaumMoHHOro yA0CTOBEPEHUS NNeKapCTBEHHOro rnpenapara
ANs BETEPUHAPHOIO NMPUMEHEHWS, OOIMKHO ObiTb aTTeCTOBaHO B YCTAHOBMEHHOM YMOMHOMOYEHHbIM hedepanbHbIM OpraHoMm
WCMOMNHMTENBbHON BNAacTu Nopsiake U UMeTb CTax paboTbl HE MeHee YeM NSATb feT B obnactu Npou3BOACTBA U (MM) KOHTPONS
KadecTBa NeKapCTBEHHbIX cpeAcTB nubo B obnactu MoHuTopuHra 3dEKTMBHOCTM M Ge30MacHOCTU FeKapCTBEHHbIX
npenapaToB ANA BETEPUMHAPHOTO MNPUMEHEHUs, MPOBOAMMOrO Jdepxatenem unuM  Bragenbuem perncTpaloHHOro
yOOCTOBEPEHNS NeKapCTBEHHOIO npenapata AN BETEPUMHAPHOro NPUMEHEHUst MBO YMOMHOMOYEHHBIM UMW OPUANYECKUM
nvuom, Bbicllee obpasoBaHNe COOTBETCTBEHHO MO OAHOW U3 creumanbHOCTEN U (UNK) OOHOMY M3 HanpaBreHWA NOArOTOBKU:
6uonorusa, BUOTEXHONOMNS, BETEPUHAPUS, BETEPUHAPHO-CAHUTApHas 3KCMepTus3a, KIUHWYecKas MefuuuHa, pagvaumoHHas,
XMMuyeckas un bruonormdeckas sawmTa, papmauus, pyHaaMmeHTanbHaa MeguumHa, Xummyeckast TEXHONMOrMs, XUMUS.

5. lMopsagok npeacTaBneHUs B COOTBETCTBUMM C YacTamu 1 M 2 HaAcToswen craTbM LOKYMEHTOB W CBEAEHMN O
NeKapCTBEHHbIX npenapaTtax Ans BETEPMHAPHOrO MNPUMMEHEHUS, BBOAMMBLIX B rpaxgaHcKui o60poT, ycTaHaBnmMBaeTcA
MpaButensctBom Poccuiickon degepaumu.

6. B oOTHOWweHMM nepBbIX [OBYX Cepwuii NEKapCTBEHHOro npenapata ANA BETepUHapHOro MNpUMEHEHWs, BhepBble
nponssegeHHoro B Poccuickon depepauumn mnn BrnepBble BBO3MMOro (nepemeiiaemoro) B Poccuiickyto depepaunto, B
denepanbHbI OpraH MCMONHUTENbHOWM BIAcTW, OCYLLECTBSAOWMIA OYHKUUN NO KOHTpONnto (Hagsopy) B cdepe obpalleHust
nekapcTBEHHbIX CPeACTB ANl BETEPMHAPHOIO MPUMEHEHUsl, Hapsay C AOKYMEHTaMu, NpedyCMOTPEeHHbIMK Yactamu 1 n 2
HacTosdLleN CTaTby, NPeACTaBMsItOTCS NPOTOKOMblI UCTBITAHMA O COOTBETCTBUM 3TUX CEPUA NeKapCTBEHHOro npenapata Ans
BETEPUHAPHOrO MPUMEHEHNsI MoKa3aTensiM KavyecTBa, NPedyCMOTPEHHbIM HOPMAaTWMBHBIM [JOKYMEHTOM (Jarnee - MpoTOKOr
UCMbITaHWIN), MNPOBOOUMBIX AKKPEOMTOBAHHbIMW B COOTBETCTBMM C 3akoHogaTtenbcTBOM Poccunckon ®depepaumm 00
aKkkpeauTauum B HaUWOHAIbHOW CUCTEME aKKpeaMTaLMmM UcnblTaTeNbHbIMU NabopaTtopusiMun (LeHTpamu).

7. ExxerogHo He no3gHee 1 cheBpans Npou3BoanTENN NEKapCTBEHHbLIX CPEACTB UMM OpraHn3aLmu, OCyLLECTBISIIOWME BBO3
(nepemelleHne) NekapCTBEHHbIX NpenapaToB Ansi BETEPUHapHOro npumeHeHus B Poccuiickyto ®efepaumio, NnpeactaBnsioT B
deepanbHbIi OpraH UCMONMHUTENBHOW BNacTW, OCYLLECTBRSOWNA OYHKUMM MO KOHTpomto (Haasopy) B cdepe obpalleHust
neKapCTBEHHbIX CPeACTB ANl BETEPUHAPHOrO MPUMEHEHUS!, MPOTOKON WCMbITAHWMIA MOCTYNMBLUENO B TeYeHWe roda B
rpaxxgaHckuii obopoT fnekapCTBEHHOro npenaparta Afsi BETEPMHAPHOIrO NPUMEHEHNUS1 KOHKPETHOTO MpPOu3BOAUTENS (Ha OAHYy
CEepuo Kaxgoro TOProBOro HavMEHOBaHWsi C Y4ETOM JleKapCTBEHHOW (hopMbl, a Ans feKkapCTBEHHOro npenapata Aans
BETEPMHAPHOIO MNPUMEHEHWs, He SBMAIOLWErocss WUMMYHOOMONOrMyecknM, Takke C Y4eTOM [JO3UPOBKW), NPOBOOUMBIX
aKKpeaouToBaHHbIMM B COOTBETCTBUM C 3akoHopaTenbCcTBOM Poccuiickon ®epepaunm 06 akkpeguTauun B HaUMOHanbHOM
cUcTeMe akKkpeauTaLmm ucnbitTatenbHbIMn nabopatopusamm (LeHTpamu).

8. BBog B rpaxgaHckuii o60poT MMMYHOBMONOrMYECKOro NekapcTBEHHOro npenapata Ans BeTePUHaAPHOro NpUMEHeHUs,
npousBegeHHoro B Poccuickon depepaummn unm Beo3umoro (nepemeltaemoro) B Poccunckyio ®enepaumio, ocyllecTBnsaercs
Ha OCHOBaHWM paspeLlleHusi, BbiAaHHOIO deaeparnbHbIM OpraHoOM WCMONMHUTENBHOW BMACTU, OCYLLECTBRSOWMUM PyHKLMM No
KOHTponto (Hag3opy) B cdhepe oOpalleHnss neKapCTBEHHbIX CPEeACTB AN BETEPMHAPHOTO MPUMEHEHUs. YKaszaHHoe
paspelleHne BbIJAETCA Ha OCHOBAHUM MPOTOKOMA WCMbITAHUA, MNPOBOAMMbIX aKKPEOUTOBaHHbIMM B COOTBETCTBMM C
3aKkoHogatenbcTBoM Poccuiickon ®epepauum ob akkpeoutauuu B HaLMOHaNbHOW CUCTEME aKKpeauTauuMum OpraHusauusivu,
NoABELOMCTBEHHBIMU  hefepanbHOMy OpraHy MWCMOMHUMTENbHOW BrnacTW, OCyLUeCcTBnSAwLWeMy ¢QyHKUMM No  BblpaboTke
rocygapcTtBeHHON NONUTUKU U HOPMaTUBHO-MPaBOBOMY PErynnmpoBaHunio B cdepe arponpoMbILLNIEHHOTO KOMMMEKeca, BKIoYas
obpalLeHre NekapCTBEHHbIX CPEACTB A1 BETEPUHAPHOIO NPUMEHEHUS, Unu degepanbHOMY OpraHy UCMONMHUTENBHOW BriacTw,
ocyulecTensioweMy yHKLUUU MO KOHTPOMO (Haasopy) B ccepe obpalleHuss nekapCTBEHHbIX CPeACTB Ansi BETEPUMHAPHOIO
NpPUMEHeHWs, a Takke JOKYMEHTOB U CBEOEHWUIA, MpeayCMOTPEHHbIX YacTbio 1 (Ans npenapaTos, NponsBeaeHHbIX B Poccumnckon
depepauunn) nu YacTelo 2 (4N9 NpenapaTtos, BBO3MMbIX (NepemeLlaemMbix) B Poccuiickyto ®enepaumio) HacTosLEN CTaTbu.

9. Cpok Bblauus paspelleHusl, ykasaHHOro B YacTW 8 HacTodulei cTaTbW, COCTaBMseT NATb paboyvx OHen co AHA
npeacTaeneHns NPOU3BOAMUTENIEM JIeKapCTBEHHbIX CPEeACTB MM OpraHu3auuen, OcylecTBrsiowen BBo3 (nepemelleHue)
neKkapcTBEeHHOro npenapata [AOns BeTepuHapHoro npuMeHeHust B Poccuiickyto depepaunio, B defepanbHblii  opraH
MCMOSTHUTESNBbHON BNAacTW, OCYLLECTBAIOLMIA (OYHKLMM MO KOHTPOSO (Haa3opy) B cdepe obpalleHns nekapCcTBEHHbIX CPeacTB
ANsi BETEPUMHAPHOMO NPUMEHEHNS, JOKYMEHTOB, NPeayCMOTPEHHbIX YacTbio 8 HACToALLIeN CTaTbu.

10. PaspelweHune, ykasaHHOe B YacTu 8 HacTosilen CTaTbW, BblOAeTCH B OTHOLIEHUU KaKAOW U3 MepBbiX OBYX cepui
MMMYHOBMONOrMYECKoro IeKapCcTBEHHOro npenapata Ansi BeTEPUMHApPHOrO MNPUMEHEHWs, BMepBble MPOU3BEOEHHOMO0 B
Poccuiickon ®depepaumm vnv BnepsBble BBO3MMOro (nepemeltaemoro) B Poccuiickyio ®Pepepauuto. Takoe paspelleHve
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BbldaeTcs Ha BeCb CPOK OOpalleHust cepum MMMYHOOMONMOrMYECKOro JIeKapCTBEHHOro npenapara Ans BeTepUHapHOro
NpUMEeHeHnA, B OTHOLUEeHUn KOTOpOVI OHO BblAaHO. B oTHoweHnn nocnegyrowmx cepvu7| OAHOro TOproBoro HamMmMeHoBaHUA
MMMYHOBMONOrMYECKoro neKapCTBEHHOrO npenaparta [Ans BEeTepUHApHOro nNpuUMEHEHWsi, npou3BeneHHoro B Poccunckon
denepauun nnu BBO3NMOro (nepemelliaemoro) B Poccunckyto dengepaumio, Takoe paspeLleHue BbiAaeTca CPOKOM Ha Tpu roaa.
Mopsimok Bblg@uu paspelleHusl Ha BBOA, B rpaXaaHCkui ob6opoT MMMYHOOMOMOrM4yeckoro nekapCTBEHHOro npenapara Ans
BETEPUHAPHOIo NpMMeHeHuda, nopAaoK BblAadyn MPOTOKOma I/ICI'IbITaHVII7I, YKa3aHHbIX B 4acTtu 8 HacTodllen ctaTbU, a TaKkke
METOA4MKa onpenerneHna pasmMmepoB niartbl 3a BblAadyy YKa3aHHOIo npoTtokona MCNbITAHUN YyCTaHaBIIMBaETCA |-|paBI/ITeJ'IbCTBOM
Poccuickon ®enepaumu.

1. MMMyHOGVIOJ'IOFVNeCKVIe NeKapCTBeHHble npenapatbl Ona BeTepuHapHOro npuMMmeHeHud, BBeAeHHbIe B Fpa)Kﬂ,aHCKI/IIZ
060p0T B COOTBETCTBUM C YacTbio 8 HAcTosALleN cTatbu, Noanexar XpaHeHuto, nepeBo3Ke, OTNYyCKy, peanusauun, nepenaye,
NPpUMEeHEeHN0 40 NCTEeYEeHNA CpOoKa NX roaHOCTU.

12. 3a HenpeacTaBneHne nnM HecBoeBpeMeHHoe npeAcTaBneHne OOKYMEHTOB U CBeAeHUIN, NpegyCMOTPEHHbIX YacTamu
1-3, 6 n 7 HacToslen cTaTbl, MPOU3BOAMTENU fleKapCTBEHHbIX CPeacTB W OpraHu3auuu, OCyLecTBRsoWwue BBO3
(nepemelleHne) nekapCTBEHHbIX MpenapatoB Afs BETEpPMHApHOro npumeHeHmss B Poccuiickyto ®depepauumio, HecyT
OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKoHoAaTeNbCTBOM Poccuiickon ®egepaumn.

13. MNpegcraBsneHMe OKYMEHTOB U CBEAEHU, NpegyCMOTPEHHbIX Yactamu 1-3, 6 1 7 HacTodulen cTatbn, U NonyyeHne
paspeLleHnsi, yKasaHHOro B YacTu 8 HacTosuwlen cratbl, He TpebykTcs B OTHOLIEHWM JNEKAapPCTBEHHbLIX MpenapatoB Afis
BETEPUHAPHOIO MPUMMEHEHUs!, MpefHa3HayYeHHbIX Ana BbiBo3a u3 Poccuickon depepaumn, npoBeneHUs OOKMMHUYECKNX
MCCneaoBaHUn INEKapCTBEHHbIX CPEACTB, KIMHUYECKMX WCCMELOBaHWUIA NEKapCTBEHHbIX MpenapaTtoB Ansi BETEPUHAPHOro
npuMeHeHUss U BBO3a ANA Uenen, ykasaHHbIX B NyHkTe 5 yactu 1 crtatbm 50 Hactodulero deaepanbHOro 3akoHa, a Takke
00pasuoB NekapCTBEHHbIX MpenapatoB Afisl BETEPUHAPHOIO MPUMEHEHUs!, NpefHasHayYeHHbIX Ans NpPOBeAeHUst SKCNepTu3bl
NneKapCTBeHHbIX CPeACTB B LENsX OCYLLeCTBEHUs rocygapCTBEHHOW peructpaumm nekapCcTBEHHbIX MpenapatoB And
BETEPMHAPHOIO MPUMEHEHUS WM BHECEHUS W3MEHEHWA B PErNCTpaLMOHHOE [O0Cbe Ha feKapCTBEHHbI npenapart Aans
BETEPMHAPHOIO NPUMEHEHUS.

(CtaTtbsa gononHuTenbHO BKMoveHa ¢ 1 ceHTa0psa 2023 rona PenepansbHbiv 3akoHoM oT 2 utons 2021 rona N 317-93)

HelictBne nonoxeHun ctatbn 52_2 Hactoswero ®efepanbHOro 3akoHa He pacnpoCTPaHSETCA Ha CEPUMN NIEKAPCTBEHHbIX
npenapaToB Afsi BETepUHAPHOIo NPUMEHEHUs!, BBEAEHHbIE B rpaxaaHckuii o6opoT Ha Tepputopumn Poccuiickon ®enepauum oo
OHS BCTynneHua B cuny ®eaepansHoro 3akoHa ot 2 utona 2021 roga N 317-P3, - cm. NyHKT 2 cTatbn 2 PeaepanbHOro 3akoHa
o1 2 nonsa 2021 roga N 317-93.

CTATbA 53. NPOOAXA, NEPEOAYA NEKAPCTBEHHbLIX CPEACTB OPFAHU3ALIMAMW ONTOBOW TOPIrOBIU
NEKAPCTBEHHbIMW CPEACTBAMU

1. OpraHusaumy ONTOBOW TOPrOBMM JIEKAPCTBEHHLIMW CPEACTBAMWU MOFYT OCYLLECTBMATb NPOAaXy JeKapCTBEHHbIX
cpencTB UNM nepepasBaTbh MX B YCTaHOBMEHHOM 3akoHopaTenbcTtBoM Poccuiickon degepauum nopsigke (3a UCKIOYEHUEM
dapmaueBTMYECKOM CyGCTaHLMM cnnpTa 3TUOBOIO (3TaHona) ¢ y4eTom TpeboBaHU YacTu 3 HaCTOSALLIEN CTaTbU:

(AB3aL B pegakuun, BBegeHHoN B aericteue ¢ 1 aHBapsa 2018 roga PenepanbHbiM 3akoHoM OT 29 mtona 2017 roga N 278-
®3; B pegakumn, BBegeHHon B genctene ¢ 29 gekabpsa 2020 roga PenepanbHbiv 3akoHoM oT 27 aekabps 2019 rona N 481-
®d3; B pegakuun, BBeageHHon B gencteume ¢ 1 ceHTsops 2023 roga PenepanbHbiM 3akoHOM OT 4 aBrycTta 2023 rona N 428-93. -
CMm. npeaplayLyio peaakLmio)

1) Apyrum opraHunsaLusiM ONTOBOW TOPTrOBMW NEKAPCTBEHHLIMU CPeACTBaMK;

2) NpoV3BOANUTENSM NEKaPCTBEHHbIX CPEACTB AN Lierneil Npou3BoaCTBa NeKapCTBEHHbIX CPEACTB;
3) anTe4HbIM opraHM3auusiM U BETePMHaPHbIM anTeYHbIM OpraH13auusiv;

4) Hay4HO-MCCnenoBaTenbCKUM OpraHM3aLmMam Ans Hay4YHo-UCCreqoBaTeribCkoi paboThbl;

5) MHaMBMAYanbHbIM NpeanpUHUMATENSIM, MEIOLLMM NMLEH3NIO Ha (hapMaLeBTUYECKYIO OESTENBHOCTb UMW NINLIEH3UIO Ha
MELMLMHCKYIO AESTENbHOCTD;
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6) MegUUMHCKUM OpraHmnsaumsmM, B TOM YMCNe CO30aHHbIM U 3aperncTpupoBaHHbIM B COOTBETCTBMM C 3aKOHOAATENLCTBOM
MHOCTPaHHOro rocygapcTtBa - YneHa OpraHusaumm 3KkOHOMUYECKOro COTPYAHMYECTBA U Pa3BUTUS MHOCTPaAHHBLIM KOPUANYECKNM
nuuam, vHAMBUAyanbHbIM npeanpuHMMaTensM, SBMASWUMCH Yy4YacTHUKaMyM npoekTa B COOTBeTCTBUM C¢ DeaeparibHbiM
3akoHoM oT 29 mioHsa 2015 roga N 160-$3 "O mexayHapoaHOM MEAULIMHCKOM KNacTepe M BHECEHUU U3MEHEHUN B OTAENbHbIE
3akoHopatenbHble akTbl Poccuinckon depepauunn”, n BETEPUHAPHLIM OpraHM3aumsm;

(MyHKT B pegakuun, BBeOeHHON B Aericteue ¢ 6 aBrycta 2019 roga ®enepanbHbiM 3akoHoM OT 26 monsa 2019 roga N 240-
®3; B pegakumm, BBegeHHowm B aericteme ¢ 1 ceHTs0psa 2023 roga PenepanbHbiM 3akoHoM oT 4 aerycta 2023 roga N 428-93. -
CM. npeapiayLwyo peaakumio)

7) opraHuMzaumMsiM UM UHAMBUAyanbHbIM  NpeanpuUHUMAaTEnsM, OCYLLECTBISOWUM pas3BedeHue, BblpalluBaHNE W
cogepkaHue XMBOTHbIX (3@ UCKIIOYEHNEM NPOAaXN UM bapMaLleBTUHECKMX CyOCTaHLMIA Nnu nux nepegaqdn).

(MyHkT B pepakunn, BBeaeHHon B aencteme ¢ 13 asrycta 2019 roga ®eaepanbHbiM 3akoHoM oT 2 asrycta 2019 roaa N
297-®3. - Cm. NpeaplayLLyo peaaKLnio)

2. OpraHusaumm OMNTOBOW TOPrOBMW JIEKAPCTBEHHLIMU CPEACTBAaMM HE BMpaBe OCYLECTBMSATb Npopaxy (nepedady B
YCTaHOBNEHHOM 3akoHogaTenbcTBOM Poccuiickon Pepepaunm nopsake) dapmMaueBTUHECKOW CcybCcTaHumMM cnvpTa 3TUIOBOMO
(aTaHona).

(Yactb gononHuTenbHo BkNtoveHa ¢ 1 aHBapsa 2018 roga PenepanbHbiM 3akoHoM OT 29 utonga 2017 roga N 278-93; B
penakuun, BBefeHHONW B aencTene ¢ 29 aekabps 2020 roga PenepanbHbiv 3akoHoM ot 27 Aekabpsa 2019 rona N 481-93. - Cwm.
NREeAbIAYLLYI0 pefaKLmio)

3. OpraHu3aumm ONTOBOW TOProBMM JEKAPCTBEHHbIMWM CPEACTBaMM MOIYT OCYLIEeCTBNSATb npodaxy (nepedady B
YCTaHOBMNEHHOM 3akoHogaTensCcTBOM Poccuiickon ®depepaumn nNopsake) NEeKapCTBEHHOro npenapata Ans MeguuuHCKOro
NPUMEHEHMNS C MEXOYHapPOOHbIM HEMATEeHTOBaHHbIM HaMMeHoBaHUeM "OTaHon":

1) lOpUAMYECKMM §MLAM, WUMEWMM JUUEH3N0 Ha dapMaueBTUYeckylo [fesTernbHocTb B cdepe obpalleHus
neKapCTBEHHbIX CPEACTB AN MeANLMHCKOTO NPUMEHEHUS;

2) uvHAMBMAYaNbHbIM MPEAnpUHUMATENsM, WMEeLWUM NUMUEH3NI0 Ha dapMaleBTMYecKylo aesTenbHocTb B cdepe
o6palleHns NekapcTBEHHbIX CPeacTB A MEAULUHCKOTO NPUMEHEHNS;

3) nHamemayanbHbIM NpegnpuHuMartenam, MMerLwnm nNnueH3nio Ha MeauUMHCKYI0 OEeATENTbHOCTb;
4) ropngn4eckum nmuam, MMerLwmnm nnMueH3nto Ha MeguUnHCKY0 0eATeNIbHOCTb;

5) MHOCTPaAHHLIM KPUANYECKMM NULAM U MHOMBUAYAINbHBIM NPEeAnPUHUMATENSAM, CO34aHHbIM M 3aperMcTPUPOBaHHLIM B
COOTBETCTBUM C 3aKOHOAATENBbCTBOM MHOCTPAHHOIO rocygapcrtea - uneHa OpraHusaumm 3KOHOMUYECKOrO COTpyAHMYecTBa 1
pasBUTUS, ABMAIOWMMCS Y4aCTHUKaMM NpoekTa B COOTBETCTBUMN ¢ PenepanbHbiM 3akoHoM oT 29 mioHa 2015 roga N 160-93 "O
MEXOYHAPOAHOM MEAULIMHCKOM _KIacTepe W BHECEHUU W3MEHEHUW B OTAEeNbHble 3akoHoAaTenbHble akTbl Poccumnckon
Penepauun’;

6) ncnbiTatenbHbIM nabopatopusim (LEHTpaM), NPOBOASLUMM UCMbITaHUS B 06MacTu KOHTPOMsi KayecTBa NeKapCTBEHHbIX
CpeacTB, aKkkpeauToBaHHLIM B COOTBETCTBMM C 3akoHogaTtenbctBoM Poccuiickon ®Pegepaunm 00 akkpeguTauum B
HaUMOHarbHOM cucTemMe akkpeauTauuu.

(YacTtb pononHuTENbHO BKoYeHa ¢ 1 ceHTsi6psa 2023 rona PenepanbHbiM 3akoHOM oT 4 aBrycTta 2023 rona N 428-93)

KommeHTapum Kk ctatbe 53

CTATbS 54. NPABUITA ONTOBOW TOPIrOBJIN NNIEKAPCTBEHHbIMW CPEACTBAMMU

1. OnToBasi TOproBns NEKapCTBEHHbLIMU CPEACTBAMU OCYLLECTBISETCA MPOU3BOAMTENSMU NEKAPCTBEHHBLIX CPEACTB U
opraHusauMsmMuM ONTOBOW TOProBMNM NEKAPCTBEHHbLIMWU CcpeacTBaMy MO NpaBunam Hagnexalleh aANcTpubbOTOPCKOM NpakTUKK,
npaBvMnaM Hagnexalwen npakTUKM XpaHeHUs U NepeBOo3KM JeKapCTBEHHbLIX MpenapaTtoB ANs MeaULMHCKOro MpPUMEHEHMS,
npaBunaMm XpaHeHWUs JeKapCTBEHHbIX CPeACTB AN BETEPUHAPHOIO MNPUMEHEHUs!, YTBEPXAEHHbIM COOTBETCTBYHOLLMMU
YMOSTHOMOY€EHHbIMU cheaepanbHbIMU OpraHaMy UCTIONTHUTENBHOWM BNacTy.

(Hactb B pepakumu, BBeaeHHon B genctene PenepanbHbiM 3akoHOM OT 26 mapta 2022 roga N 64-93; B pepakumm,
BBEeOEHHON B gencteue ¢ 1 ceHTabps 2023 roga PenepanbHbiM 3akoHom oT 28 anpensa 2023 roga N 171-903. - Cwm.
0ReabIAyLLYI0 pefakumio)
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2. OpraHnsauus ONTOBOW TOPrOBMWN NEKAPCTBEHHbIMU CpeacTBamMu obs3aHa cobniogatb npegenbHble CPOKM OTIPY3KU
3aTpeboBaHHbIX anTe4YHOW oOpraHM3auMen IeKapCTBEHHbIX MpenapaTtoB A1 MEOUUUHCKOTO MNPUMEHEHUss M He Brnpase
OTKa3blBaTb anTe4YHOW opraHv3auuv, C KOTOPOW Yy Hee 3aKmnyeH COOTBETCTBYHOLUMA AOroBOP O MOCTaBKax IEKapCTBEHHbIX
npenapaToB AN MeaNLMHCKOro NPUMEHEHWs!, B NOCTaBKE JIEKapCTBEHHbIX NpenapaToB AN MeanLMHCKOro NpUMEeHeHUst npu
HanMuun 3aTpebOoBaHHbIX NEKAPCTBEHHbIX MpenapaTtoB ANA MEOMLMHCKOrO MPUMEHEHUS y OpraHm3auum OnTOBOW TOProBnuv
nekapcTBeHHbIMU cpeacTBamu. [lpegenbHble CPOKM OTrpy3ku 3aTtpeboBaHHbIX anTeYHOW OpraHuM3auuMen neKapCTBEHHbIX
npenapaToB Afs MeOUUUHCKOTO NPUMEHEHWsI B 3aBUCMMOCTU OT PachoriOKeHUs MecTa OTrpy3KM NeKapCTBEHHbIX npenapaToB
AN MeQULMHCKOTO NPUMEHEHMWS YCTaHaBMMBAKOTCS! YNONHOMOYEHHbIM cheaeparnbHbiM OpraHOM MCMOMHUTENbHON BracTu.

(Yactb gononHuTensHO BKNtoveHa PeaepanbHbiM 3akoHOM OT 26 MapTa 2022 roaa N 64-93)

(Ctatbsa B pepakuun, BBeaeHHon B Aencteme ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM oT 22 Aekabpa 2014 rona N
429-03. - CM. npeablayLLY0 peaakLmio)

KommeHTapum K ctatbe 54

CTATbA 55. NOPAOOK PO3HUYHOM TOPIrOBITN NEKAPCTBEHHbLIMU NPEMNAPATAMU

1. Po3HMYHas TOproBnsi fiekapCTBEHHLIMW NpenapatamMy B KONMYECTBax, HeobXxoaAMMbIX ASiS BbINOMHEHWUs] BpavebHbIX
(dbenbalepcknx) HasHa4YeHUn WM HasHa4YeHUI chneuuanncToB B 00NacTu BeTEPUHAPUKM, OCYLLECTBMSIETCA anTeYHbIMU
opraHuMsaumamMu, BeTEPUHAPHLIMU aNnTEYHbIMWM  OpraHM3auMaMK, WHOUBMAYANbHLBIMW NPEAnpPUHUMATENSMU, MMELWUMMN
NUUEH3NIO  Ha  apMaueBTMYECKYID  OeATENbHOCTb, MEAMUMHCKAMW  OpraHu3aumsMn, UMELWMMU  JIMUEH3NI0  Ha
dapmMaLeBTMYECKYIO OEeATENbHOCTb, M UX 0060CO6NeHHbIMM nogpasaeneHusammu  (ambynatopuamu, enbawepckumm 1
denbalepcko-akyLepCckuMmn — NyHKTamu,  LeHTpamu  (OTaeneHusmu) obuwen  BpadyebHOM  (CeMENHOW)  npaKkTuKu),
pPacnonoXeHHbIMU B CENTbCKMX HACENEHHbIX MyHKTaX, B KOTOPbIX OTCYTCTBYKT anTe4Hble OpraHuM3auun, U BETEPUHAPHbLIMU
opraHuM3aumsamMu, MMeKLWUMM NULEH3NI0 Ha dapMauleBTUYECKYI0 OeATeNbHOCTb. PaspelleHa po3HUMYHas TOProBns TOSbKO
NeKkapCcTBEHHbIMW MpenapaTtaMu, 3aperMcTpupoBaHHbiMM B Poccunckon depepauum unum  M3roToBfIEHHLIMK - anTeYHbIMU
opraHuMsauusamMu, BETEPUHAPHLIMW anTeYHbIMKM OpraHM3auusMK, WHOUBMAYANbHLIMK NPEANPUHUMATENSMU, MMEKLWUMMN
NUUEH3NIO Ha apMaLeBTUYECKYIO OAeaATeNnbHOCTb. PO3HMYHaa TOproensi NekapcTBEHHLIMM NpenapaTamMmn OCyLLecTBAsieTCs MNo
npaBunaMm Haanexallen anTte4yHOW MNPaKTUKW, YTBEPXOAEHHbIM YMOMHOMOYEHHbIM defepanbHbiM OpraHoM WCMONMHUTENbHOM
BNacTu.

(YacTtb B pepakumu, BBeaeHHoOW B aenictBue PenepanbHbiM 3akoHOM oT 25 Hoabpa 2013 rona N 317-03; B pegakumy,
BBeAeHHow B fenctaume ¢ 1 nionga 2015 roga ®enepansHbiM 3akoHOM OT 22 Aekabps 2014 rona N 429-93. - Cm. npeablayLyo

penakuuio)

1_1. Po3HM4Hasa ToOproens rfekapcTBEHHbIMW MpenapataMmyv Afs MeaWLMHCKOro MpUMEHeHUsa (3a UCKIYeHnem
neKkapCTBEHHbIX MnpenapaTtoB, OTMNycKaeMblX MO peuenTy Ha NeKapCTBEHHbI npenapart, HapKOTUYECKUX FeKapCTBEHHbIX
npenapaToB W MNCUXOTPOMHbIX EKApCTBEHHbIX MpenapaToB, a Takke CnMpTOcOoAepXalmx eKapCTBEHHbIX npenapaTtoB C
obbemMHOM [fonen 3TUMOBOrO Cnupta CBbile 25 npPOLEHTOB) MOXET OCYLUEeCTBNATLCH anTeYHbIMU  OpraHusaunamm
ONCTaHUMOHHBIM  CNOCOBOM. PO3HWYHYIO TOProBMi0 NeKapcTBEHHbIMW nNpenapaTtamMv  Ang  MeOULUHCKOro npuMeHeHUs
ONCTaHUMOHHBIM CNOoCOBOM MOTYT OCYLLECTBASATb anTeyHble OopraHm3auun, UMmetolue FUMLEH3NI0 Ha dapMaLeBTUYeCKyHo
JesTenbHOCTb M COOTBETCTBYIOLLEEe paspelleHne dedepanbHOro opraHa WCMOMHUTENbHOW BNacTu, OCYLUECTBASOLLEro
OYHKLMN MO KOHTPOMIO N Haas3opy B cdepe 3gpaBooxpaHeHus. Mopsaok Bbigadum paspelleHns Ha OCyLecTBIeHUE PO3HUYHOMN
TOProBnn neKapCcTBEHHbIMM MNpenapataMmyv AMCTaHUMOHHbIM cnocobom, TpeboBaHMSA K anTeYHbiM OpraHu3auusiM, KOoTopble
MOryT OCYLUEeCTBNSATb TaKyld TOProBfo, W MNOpPsOOK €e OCYLUEeCTBMEeHMs, a Takke npaBuna [OCTaBKM NeKapCTBEHHbIX
npenapaTtoB rpaxgaHam YyctaHaBnmBatoTcs [MpaButensctBom Poccuiickon Pegepaumn. WMHdopmaumnsa o6 onnadeHHbIX
(OTNyLEHHBbIX) U MOMNyYeHHbIX NEKapCTBEHHbIX Mpenapartax BHOCUTCH B CUCTEMY MOHUTOPUHIA OBWXEHWUS! NEKapCTBEHHbIX
npenapaTtoB ANA MeguLMHCKOrO NpUMEHEHNA B nopsaake, NpeaycMOTPEHHOM YacTblo 7 ctatbk 67 HacTodulero PenepanbHOro
3aKoHa.

(YacTb gononHuTensbHO BkntoveHa PenepanbHbiv 3akoHoM oT 3 anpens 2020 rona N 105-93)

2. Bugpl anTeuyHbIX opraHuM3auui M npaBuna OTMycka eKapCTBEHHLIX MpenapaToB ANs MeOMLMHCKOro MpUMEHEHMUS
anTeyHbIMW OpraHu3auuamun, WHOuBMAYyanbHbIMWU MApegnpuHUMaTensaMu, MMeWUMM NULEH3NI0 Ha dapMaueBTUYecKyto
OedaTenbHOCTb, a TakkKe npaBufa OTNycKa JeKapCTBEHHbIX NpenapaToB AN MEeOUUMHCKOrOo MNpUMEHEHUs MeaULMHCKAMN
OpraHu3auusiMm, UMERLLMMM JIMLEH3NIO Ha (apMaLeBTUYECKYH AesTenbHOCTb, U UX 0B0COBNEHHbIMU MNoApasfAeneHusIMm
(ambynatopusimu, denbawepcknmm n denbalepcKo-akyLIEPCKUMMN NMyHKTaMK, LeHTpamn (oTaeneHuammn) oben BpavebHom
(cemenHon) NpakTUKK), pacronOXEHHbIMU B CENbCKUX HACENEeHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTe4YHble opraHmM3auuu,
YTBEPXAAITCA YNOMHOMOYEHHbLIM dheeparnbHbIM OpraHOM UCTNOMHUTENBHOW BNACTW.

(Hactb B pepakuuu, BBeaeHHom B genctsne PenepanbHbiM 3akoHOM OT 25 Hoabpsa 2013 ropa N 317-93. - Cwm.
0ReabIAyLLYI0 pefaKLmio)
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3. TllpaBuna oTnycka HaPKOTMYECKNX CPEACTB W TMCUXOTPOMHLIX BELECTB, 3apPErncTpupoBaHHLIX B Ka4yecTBe
NEeKapCTBEHHbIX MpenapaToB, JeKapCTBEHHbIX NPenapaToB, COAepXaluxX HapKOTUYEecKne cpeactBa WM MCUXOTPOMHbIE
BellecTBa, YTBEpXOalTCA YMNOMHOMOYEHHbIM dedeparnbHbIM  OpraHOM WUCMOMHUTENbHOW BNacTu MO COrMacoBaHUio C
denepanbHbIM OPraHOM UCMOSTHUTENBHOW BlacTu, YNONHOMOYEHHbIM B cdhepe BHYTPEHHUX Aern.

(YacTb B pegakuum, BBegeHHoM B aerictane ¢ 4 nions 2016 roga ®enepansHbiv 3akoHoM 0T 3 mionsa 2016 roga N 305-93.
- CMm. OpenplAyLLyio peaakumio)

4. JlekapcTBeHHble npenapartbl ANs BETEPUHAPHOr0 MPUMEHEHUs] MOAMeXaT OTNYCKy BeTepPUHapHbIMU anTeYHbIMU
OopraHusauusiMm, BETEPUHAPHBIMU OpraHuM3aumMsiMu, WMHOUBMAYAnNbHbIMU NPeanpuHUMATENSMU, UMEKLMMU JULEH3U Ha
(papmaLeBTUYECKYI0 AesaTenbHOCcTb. OTNYCK NeKapCTBEHHbIX NpenapaToB A1 BETEPUHAPHOIO NMPUMEHEHUS OCYLLECTBIISIETCS B
COOTBETCTBMM C NpaBUiaMn Haanexallen anTe4Hom NpakTUKN NekapCTBEHHbIX NpenapaToB Ansi BETEPUHAPHOIO NPUMEHEHUS,
yTBEPXXAEHHBLIMW YNONHOMOYEHHbBIM cheieparnbHbIM OpraHOM UCMONHUTENBHOM BNacTy.

(Yactb B pepakuun, BeeaeHHon B aencteme ¢ 13 aBrycta 2019 roga ®enepanbHbiM 3akoHoM oT 2 asrycta 2019 roaa N
297-®3. - Cm. NpeaplayLLyo peaaKLmio)

5. TllepedyeHb MeOULMHCKMX OpraHu3auui, WMELWMX JIMUEH3UI0 Ha qapMaueBTUYECKYD OeATeNbHOCTb, U KX
obocobneHHbIX nogpasgenexHui (ambynatopun, genbaepckux 1 enbalepcko-akyLepcknx NyHKTOB, LLEHTPOB (OTAENEHWN)
obuwen BpavyebHOM (CEMEWNHON) MPaKTUKM), PaACMONOXEHHbIX B CEMbCKMX HACENEHHbIX MYHKTax, B KOTOPbIX OTCYTCTBYIOT
anTeyHble oOpraHM3auuKn, a Takke MepeyYeHb JeKapCTBEHHLIX MNpenapaToB, MNpoAdaXxa KOTOPbIX MOXET OCYLUECTBNATHCS
yKa3aHHbIMW opraHM3aunsmMmn n nx o60cobneHHbIMN noapasgeneHnsiMm, yCTaHaBMBaKOTCS OpraHaMmn UCNONHUTENbHOM BracTy
cybbekToB Poccuiickon Pegepaunn.

(Yactb B pemakumu, BBegeHHon B fencrteue PenepanbHbiM 3akoHOM OT 25 Hoabps 2013 roga N 317-93; B pegakuum,
BBeEHHOW B AericTBne PenepanbHbiv 3akoHoM o1 3 anpend 2020 roaa N 105-93. - Cm. opeaplayLLyo peaakLmio)

6. AnTeuyHble opraHu3auun, uHOUBUAyanbHble npeanpuHUMaTenn, UMerLlne JIUUEH3NK0 Ha dapMaueBTUYEeCKYHo
OesTenbHOCTb, 06a3aHbl 0becneumBaTh yTBepXAeHHbIM [paBuTenbcTBoMm Poccuiickon Pepepauumn v OpMUPYEMBIA B
YCTAHOBMIEHHOM WM NOPSAKE MWHMMArbHBIA aCCOPTUMEHT JEKapCTBEHHbIX MNPEnapaToB, HEOOXOAMMBIX [AfiS OKa3aHusl
MeOULWHCKOW MOMOLLM.

(Yacteb B pepakuuu, BBeaeHHoM B genctene PenepanbHbiM 3akoHOM OT 25 Hoabpsa 2013 ropa N 317-93. - Cwm.
OpenplAyLWYIo peaakLuio)

7. AnNTeuyHble opraHu3auun, UWHOUBMAYyanbHblE nNpeanpuHMMaTenn, WUMerLWMe JIUUEH3NI0 Ha dapMaueBTUYECKYHO
OEeATenbHOCTb, Hapsagy C NekapcTBEHHbIMM MpenapataMmy MMEKT npaBo npuobpetatb U NpogaBaTb, B TOM 4ucne
ONCTaHUMOHHBLIM CnOcoboM, MeguLMHCKME U3genuvs, Ae3nHduumpyowme cpeacTea, NpeameTbl U CPeacTBa NIMYHOW TUIMEHb!,
nocyay 4ns MeauMUMHCKMX Lenen, npegMeTbl U cpeacTBa, nNpeaHasHayveHHble and yxopa 3a 60mbHbIMKY, HOBOPOXAEHHBIMU U
OEeTbMW, HE OOCTUIUMMWM BO3pacTa Tpex JeT, OYKOBYK OMTMKY U CpeacTBa yxoda 3a Hel, MMHeparnbHble BOAbl, MPOAYKTbI
neyebHOro, 4ETCKOro U OMETUYECKOro NUTaHMs, BMONOrMYeckn akTUBHbIE A06aBKN, NapdOMepHbIE 1 KOCMETUYECKME CpeacTBa,
MEOVUWHCKME N CaHUTapPHO-MPOCBETUTENbHLIE NeYaTHble M3OaHUSA, NpegHasHadYeHHble As nponaraHabl 30opoBoro obpasa
YKU3HW.

(YacTb B pegakumu, BBegeHHow B aenctaue ¢ 29 mnionga 2010 rona ®enepanbHbiM 3akoHoM Ot 27 utong 2010 rona N 192-
®3; B pegakumn, BBeaeHHONM B aenictene PenepanbHbiM 3akoHOM OT 25 Hoabps 2013 rona N 317-93; B peaakuumn, BBeOeHHOM
B Aerictere PenepanbHbiM 3akoHoM ot 3 anpens 2020 rona N 105-93. - Cm. npeablayLLyio penakLmio)

8. [eaTenbHOCTb anTeyHbIX opraHu3auun BoopyxeHHbix Cun Poccuitickon ®depepaumu, Apyrnx BOWCK, BOWHCKUX
¢opMMpPOBaHMI U OPraHOB, B KOTOPbIX 3aKoHoAaTenbCcTBoM Poccuiickon degepaumm npegyCMOTPEHO NPOXOXAEHUE BOEHHOMN
cnyx6bbl  unu  cegepanbHON  rOCYOAPCTBEHHOM  CNyXObl, CBSI3aHHOW C  MNPaBOOXPAHUTENbHOW  OeATENbHOCThIO,
pernameHTupyeTca Hactoswum PegepanbHbiM 3aKOHOM U YTBEPXKOEHHBIMW COOTBETCTBYHOLUMMU dhedepanbHbIMU OpraHamu
NCMNONHUTENbBHOM BriactTu nonoxeHnsmn. KoHTponb 3a cobniogeHnem ykasaHHbIMUM anTeYHbIMU OpraHu3aumnsiMyn NONOXEHUN
HacTodwero degepanbHOro 3akoHa OCYLLECTBASETCA COOTBETCTBYHOLWMMU hegepanbHbiMM  opraHamu  UCMOMHUTENBHON
BNacTu.

(Yactb B pegakuun, BBegeHHon B gencteme ¢ 1 aHBapsa 2016 roga ®enepanbHbiv 3akoHom oT 13 utonga 2015 roga N 262-
®3. - Cm. NpeablayLLyo peaakLmio)

9. YacTtb gononHutenbHO BkNtoveHa PeaepanbHbiM 3akoHoMm oT 3 anpensa 2020 roga N 105-93, He npumeHsieTcs ¢ 1
saHBapsa 2021 roga - nyHKT 2 ctatbn 3 PenepanbHoro 3akoHa ot 3 anpens 2020 roga N 105-93. - CM. npeabiayLLyo penakLmio.

KommeHTapum k ctatbe 55
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CTATbA 55_1. NOPAAOK OCYLECTBNEHUSA PO3HUYHOW TOPIOBIU NEKAPCTBEHHbBIMU NMPEMNAPATAMU
ansa MEQULUMHCKOIo NPUMEHEHUA, OTNYCKAEMbIMU MO PELUENTY HA NEKAPCTBEHHbIU MPEMNAPAT,
ANCTAHUMNOHHbLIM C[TOCOBOM

1. B nepuoa ¢ 1 mapta 2023 roga go 1 mapta 2026 roga B ropoge denepanbHoro 3HadyeHus Mockse, B benropoackon n
MockoBckon obrnacTtax (ganee B HacToswen crtatbe - cybbekTbl Poccuiickon ®enepaumm) npegycMmatpuBaeTcs npoBeneHne
3KCMEeprMeHTa MO OCYLUECTBIEHMIO PO3HUYHOW TOPrOBMM NEKAPCTBEHHbIMW Mpenaparamu Ans MeAWLMHCKOro NMpUMEHeHUs,
OTMyCKaeMbIM/ MO PELENTY Ha NeKkapCTBEHHbIN Npenapar, ANCTaHUMOHHBIM CnocoboMm (Janee - 3KCNEepUMEHT).

2. B pamkax 9KCMepuMeHTa ero y4acTHMKM BrpaBe AMCTaHUMOHHBLIM CMNOCOOOM OCYLUECTBMNSATb PO3HWYHYIO TOProBMO
nekapcTBeHHbIMK NpenapaTtaMu Ansg MeguuUmMHCKOro NPUMEHEeHNs, OTNycKkaeMbIMU No peLenTy Ha NekapCcTBeHHbIN npenapar (B
TOM 4ucre cOpMUPOBaAHHOMY B DOpMEe 3MEeKTPOHHOr0 AOKYMeHTa B NMYHOM KabuHeTe rpaxgaHuHa B degeparnbHon
rocyaapcTBeHHON UHPOPMaLIMOHHOW cucTeme "EAMHBIN nopTan rocyaapCTBEHHbLIX U MYHULMMAnNbHBLIX YCryr (DyHKUMRA)" 1 (Mnu)
Ha pervoHarnbHbIX MopTanax rocygapCTBEHHbIX WU MyHUUMNAnbHbBIX YCRYr) U BKAKOYEHHbIMWU B NepeveHb NeKkapCTBEeHHbIX
npenapaTtoB K dapmakoTepaneBTU4EeCKNX rpynn nekapCTBEHHbIX MNpenapaToB, paspelleHHbIX K peanusauum B pamKax
3KCMepuMeHTa, YTBEPXKOEHHLIA YMNONMHOMOYEHHbIM eaepanbHbiM OpraHOM WUCMOMHUTENBHOW BNAacTu (3a WCKMAYEeHneM
nekapcTBeHHbIX nNpenapaToB, COAepXalux HapKoTUYeckMe cpeacTBa, MNCUXOTPOMHbIE BelecTBa M WX MPeKypcopsl,
nekapcTBeHHbIX MpenapaToB, coAepXalluMx CurnbHOAENCTBYIOLIME BelecTBa, paavodapMaueBTUYECKMX neKapCTBEHHbIX
npenapaToB, MMMYHOBMONOIMYECKMX NEeKapCTBEHHbIX MpenapaToB, a Takke NeKapCTBEHHbIX MpenapaTtoB, ANS KOTOpbIX B
COOTBETCTBUM C WMHCTPYKUMEN MO NPUMEHEHWI0 NeKapCTBEHHOrO npenapaTta yCTaHOBMEH TeMnepaTypHbI PEXUM XpaHeHUs
Hwke 15 rpagycoB Llenbcus, cnnpTtocogepKalunx NekapCTBEHHbIX NpenapaTtoB ¢ 00bEMHOW A0Onen 3TUOBOro cnupTta CBbIlle
25 npouUeHTOB W neKapCTBEHHbIX MpenapaTtoB, W3roTOBMEHHbIX anTevHbIMW opraHudaumsmm). Kputepum BkoyYeHUs
nekapcTBeHHbIX MpenapaTtoB M papmakoTepaneBTMYECKUX TpPynmn NeKapCTBEHHbIX MNPEenapaTtoB B YKa3aHHbI MepeyeHb
ycTaHaenueatotcsa [lpaButensctBom Poccuiickon ®enepaumn. NMonoxeHUs HacTosien CTaTbM He pacnpoCTpaHATCA Ha
nekapcTBeHHble MnpenapaTtbl, OTMyckaemble 6ecnnaTHO MMM CO CKMOKOW rpaxgaHam, MMEeKLWMM npaBo Ha obecnevyeHue
nekapcTBEHHbIMU NpenapaTamMu 3a CYET cpeacTB OIOMKETHbIX aCCUrHOBaHUM henepanbHOro 6ioaxeTa 1 B0mKeToB CyObeKToB
Poccuickon ®enepaumu.

3. Y4yacTHMKamyn aKCnepumeHTa 4BMSIOTCH  YNOMHOMOYEHHbIN defepanbHblii  opraH  WUCMOMHUTENbHOW  BRacTw,
YMONMHOMOYEHHbIE OpraHbl UCMOMHUTENLHOM Bnactu cybobektoB Poccuiickon ®depepaumv, MeguUMHCKUE OpraHusauum wu
anTeyvHble opraHn3auum, COOTBETCTBYIOLLNE TPEOOBAHUSAM, YCTAaHOBIEHHbLIM B COOTBETCTBMM C YACTbiO 4 HACTOSALEN CTATbU.

4. TlonoxeHne O Mnopsiake NPOBEAEHWUs] SKCMEepUMEHTa, B TOM uucrie TpeboBaHWs K MEAULMHCKAM OpraHusaumsam u
anTeyHbIM OpraHuM3auusaM, SBNSAOLWMMCA YYaCTHUKaAMW 3KCMEepuMMeHTa, MOpPsSAOoK OCYLLECTBIEHUS PO3HUYHOW TOProsmnuv
nekapcTBeHHbIMKU npenapaTaMmu Ans MeAULUHCKOro MPUMEHEHUs, OTNyCcKaeMbIMW MO peuenTy Ha fekapCTBEHHbIM npenapar,
ONCTaHUMOHHBbIM cnocobom, TpeboBaHUA K OOCTaBke Takux feKkapCTBEHHbIX MpenapaToB rpaxgaHam, npasuna Bblgauu
paspelleHNss Ha OCYyLUeCTBfieHWe PO3HUYHOW TOProBMM feKapCTBEHHbIMW MnpenapataMmu Ans MeQUUMHCKOrO MPUMEHEHNS,
OTMycKkaembIMV MO peLenTy Ha NeKkapCTBEHHbIN Mpenapar, AUCTaHUMOHHbIM cnocobom, yTeBepxaaetca [1paBuUTenbCTBOM
Poccuickon ®enepaummn. TpeboBaHMsa K anTeYHbIM OpraHM3aumaM, ABASIOWLMMCS yY4acTHUKaMKN IKCNePUMEHTa, He MOryT ObiTb
HWKe TpeboBaHWIN, YCTAHOBMEHHbLIX K anTe4YHbIM OpraHvM3auusiM B COOTBETCTBMM C YacTbto 1 1 cratbm 55 Hacrtosulero
denepanbHOro 3akoHa.

5. YnonHomo4eHHbIV begepanbHbii OpraH UCNOMHUTENBHOKW BNacTu:

1) ocyLLecTBMSIeT METOANYECKOE COMPOBOXAEHUE SKCMEPUMEHTA, BKIHOYash METOAMYECKOE COMPOBOXAEHUE AeSTeNIbHOCTM
MeOMLMHCKMX OpraHu3auuii M anTeYHbIX OpraHu3auuii, y4acTBYIOLUX B SKCMEPUMEHTE, MO 0DOPMIIEHMIO, UCTIONB30BAHUIO U
XPaHEHWIO PELLENTOB Ha fieKapCTBEHHbIN Npenapart, B TOM Y1cne choOpMMPOBaHHLIX B hOPME SNEKTPOHHBIX LOKYMEHTOB;

2) npeacrtaensieT B NpaBuTenbcTBo Poccunickon Penepauum npeaBapuTenbHbIA (B Mepuos NpOBEAEHNS] SKCNEPUMEHTA, HO
He no3gHee YeMm 3a [Ba MecsiLia 40 UCTEYEHUS CPOKa MPOBEAEHUS SKCNEPUMEHTA) U UTOTOBbLIN (MO OKOHYaHUKU SKCNEPUMEHTA,
HO He nosgHee 4eM 4epe3 [Ba Mecsla Mocre WUCTEeYEeHWs CpoKa MpoBedEeHUs 3KCNepuMeEHTa) AoKnagbl O pesynbratax
NPOBEAEHUST SKCMEPUMEHTA U NMPELSIOKEHNS O BHECEHWM U3MEHEHWUA B 3aKOHOAATENbCTBO 006 oOpalleHuMn NnekapCTBEHHbIX
cpencTs.

6. YNONHOMOYEHHbI OpraH UCMONHUTENbHOM Bnactu cybbekta Poccuiickon ®egepaunm:

1) BNpaBe yCTaHOBUTb OCOGEHHOCTU NPOBEAEHUS SKCMEPUMEHTA;
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2) yTBEpXKOaeT Nopsidok oT6opa MeAULMHCKMX OpraHv3aumii U anTeyHblX opraHuM3auuid ons y4actusi B 9KCnepuvMeHTe, a
Takke NPOBOAUT Takoil OTOOP W yTBEPXKOAET NepevyeHb MeOMLUMHCKMX OpraHu3auuii U nepeyveHb anTeyHbIX OopraHu3auui,
COOTBETCTBYIOLMX TpeboBaHUSIM, YCTAHOBMIEHHBIM B COOTBETCTBUM C 4YacTblo 4 HacTosAulel CTaTbW, W SBMASIOWUXCS
yYaCTHMKaMW 3KCNIEPUMEHTA;

3) ocylecTBNAeT MOHUTOPUHI MPOBEAEHUS 3JKCMEPUMEHTa W NPEACTaBrnsieT ero pesynsratbl B YNONMHOMOYEHHbI
denepanbHbI OpraH UCNOMHUTENBHOW BNAcTu;

4) obecneumBaeT MHpOPMALMOHHO-TEXHUYECKOEe obecneveHne NpoBeaeHNst IKCNEPUMEHTA NOCPEACTBOM MCMONb30BaHMS
rocyaapCTBEHHONW MHAOPMaLNOHHON cucTeMbl B cdepe 3apaBooxpaHeHus cybbekta Poccuiickon Pepepaumm mn (Mnu)
MEANLIMHCKNX WHMOPMALMOHHBIX CUCTEM MEAMUMHCKUX OpraHu3auui, SIBRSOWUXCS YydYacTHMKaAMW 3KCNEpPUMEHTa, U UX
B3aMMOAENCTBUSA C eANHON rocyaapCTBEHHON MHPOPMALIMOHHON CMCTEMOM B cdhepe 30paBOOXPaHEHNS.

7. MegouumHckvMe opraHvM3auMn M anTeyHble opraHu3auuy BnpaBe OTKas3aTbCA OT yvacTus B 3KCNEpUMEHTe, ModaB B
YNOSTHOMOYEHHbIN OpraH WCNOMHUTENbHOM Briactu cybbekta Poccuiickon ®enepaumm COOTBETCTByHOWEe obpalleHve B
NUCbMEHHON dhopme.

8. AnTeuHble opraHu3aumu, SBRSIOLLMECS YH4aCTHUKAMK IKCNepuMeHTa, 0bs3aHbl Npy Npofaxe AUCTaHUMOHHBIM CNOCcCOBoM
nekapCTBEHHOro npenaparta Afns MeQULMHCKOrO MpUMEHEHUs), OTMYCKAeMOro Mo peLenTy Ha NeKapCTBEHHLIN npenapar,
obecneunTb Npy OCYLLECTBNEHUM AOCTaBKU UAEHTUMKALMIO FIMYHOCTM TPaKaaHWHa, Mony4valowwero Takol NekapCTBEHHbIN
npenapart, B LensiX YCTaHOBIIEHUSI COOTBETCTBUS €70 JIMYHOCTU M NULA, YKa3aHHOro B peuenTe Ha NeKapCTBEHHLIM npenapar
(ero 3akoHHOro npeacraBuTens), NMbo nuua, yNonHOMOYEHHOIO NMLOM, yKasaHHbIM B peLenTe Ha NeKapCcTBEHHbIN npenapar
(ero 3akOHHbBIM MpeaAcTaBUTENEM), HA NOMyYeHe NeKkapCTBEHHOMO Npenaparta (ganee B HaCTOSALWEN CTaTbe - NULO, YKa3aHHoe
B peuenTe (3aKOHHbIN NpeacTaBUTENb, YNOMHOMOYEHHOE MULLO).

9. Nnyo, ocyulecTBrnsoWEee OOCTaBKY NEKAPCTBEHHOrO Mpenapara Afs MegULMHCKOTrO NMPUMEHEHUsl, OTnyckaemoro no
peuenTy Ha NekapcTBEHHbIN Npenapart, 06s3aHo noTpeboBaThb y rpaxaaHuHa, NnoslyyatoWwero Takol ekapCcTBEHHI npenapar,
NpeabsiBUTL OOKYMEHT, YAOCTOBEPSIOWMIA €ro NIMYHOCTb, AN UAEHTUMMKALUM JIMYHOCTM 3TOrO rpaXKdaHWHa U yCTaHOBMEHUS!
COOTBETCTBMS €ro JNIMYHOCTM U N1ua, yKa3aHHOro B peLenTe (3aKOHHOro NpeacTaBUTenNs, YNOMHOMOYEHHOro nvua). B cnyyae
BbISIBNIEHNS HECOBMAAEHMs! NIMYHOCTM rpaxkgaHuHa, MosyyaloLero ekapcTBEHHbIV Npenapar, U nuua, ykasaHHoro B pelente
(3akOHHOrO MpefcTaBUTENsl, YNONIHOMOYEHHOMO NLA), a Takke B cliyyae oTkasa rpakgaHuHa, norny4varowero rekapcTBeHHbIN
npenapat, NpeabsBUTb OOKYMEHT, YOOCTOBEPSIOLMA €ro fIMYHOCTb, NNLO, OCYLUECTBRsolWee AOCTaBKy JlekapCTBEHHOro
npenapata Ans MEAULMHCKOIO NPYMEHEHUs!, OTMYCKaeMoro Nno peuenTy Ha NekapCTBEHHbIN nNpenapart, 0653aHo BEpHYTb Takou
nekapCTBEHHbIV NpenapaT B anTe4Hyo opraH13aumio.

10. MoaTeepxaeHneM (pakTa nepegadM nekapcTBEHHOro npenaparta Ans MeAMLMHCKOro MpUMEHEHUs, OTrycKaemoro no
peuenTy Ha neKapCTBeHHbIN npenapar, nuuy, ykasaHHOMY B pelLienTe (3aKOHHOMY NpeacTaBUTento, YNoMHOMOYEHHOMY NnL),
ABNAIOTCA KACCOBbIV YeK 1 MOAMNMUChL N1ua, NOoNy4YnBLLErO TAKoW NeKapCTBEHHbIN Npenapar, Ha JOKYMEHTe O Mony4YeHUn Takoro
neKkapCcTBEHHOro npenaparta no opme, yTBepxaaemMol YnonHOMOYEHHbIM deaeparibHbIM OpraHOM MCMOSTHUTENBHON BracTy.
Mocne nepefayn nekapCTBEHHOrO Mpenaparta vy, ykasaHHOMY B pelenTe (3akOHHOMY MpeacTaBUTENHO, YNOSHOMOYEHHOMY
nnuy), 9TOT AOKYMEHT Nepenaetcsl JIMUOM, OCYLLECTBMBLUMM AOCTaBKY TaKOro feKapCTBEHHOro npenaparta, B anTeyHyo
opraHusaLmio, OCyLECTBUBLLYIO OTNYCK NEKAPCTBEHHOrO npenapara. B cnyyae BbisSIBNeHUs Npu nepegade nvuy, ykasaHHOMY B
peuente (3aKOHHOMY NpPeaCTaBUTENIO, YMNOSIHOMOYEHHOMY JMUy), JleKapCTBEHHOro npenapata (akToB MeXaHU4YecKoro
MOBPEXAEHNST €ro WM €ero YnakoBKW TaKkOW JEeKapCTBEHHbIA nNpenapaT IuMUOM, YKasdaHHbIM B peuenTte (3aKOHHbIM
npeacTaBuTenem, YnoiHOMOYEHHbIM NMLIOM), He NMpUHMMAaeTcs M Bo3Bpallaetcs 6e3 ero onnatbl NULy, OCYLLECTBUBLLEMY
[AOCTaBKy NekapCTBEHHOTO npenapaTa 1 obecneyrBatoLLeMy ero Bo3BpaT B anTeyHylo opraHmM3aumio.

11. 3a HapyweHusa 3akoHopatenbcTBa Poccuiickon ®depepauumu, COBEPLUEHHbIE MPU MPOBEOEHWUM SKCMIEPUMEHTA, €ro
Y4aCTHUKN HECYT OTBETCTBEHHOCTb, YCTAHOBIIEHHYIO 3akoHoAaTenbcTBOM Poccuiickon degepauun.

12. KoHTponb 3a ncnonHeHnem TpeboBaHWUi, CBA3aHHbIX C NPOBEAEHUEM SKCMIEPUMEHTA, OCYLLECTBNSAETCA heaeparnbHbIM
OpraHoM WCMOMHUTENbHOM BNacTu, OCyLLecTBASWUM (YHKUUX MO KOHTPOMO W Haas3opy B cdepe 34paBOOXpaHeHud, B
nopsiake, ycraHosneHHoM ®eaepanbHbiM 3akoHoM OT 31 uionga 2020 rona N 248-d3 "O rocynapcTtBeHHOM KOHTpRone (Haasope)
M MyHULMNansHOM KoHTpone B Poccurickon ®enepavmmn”.

(Ctatbsa gononHuTenbHo BktodeHa ¢ 1 mapTa 2023 rona PeaepanbHbiM 3akoHoM oT 20 okTabpa 2022 rona N 405-93)

MonoxeHusa ctatbn 55 1 HacTosiwero PenepanbHOro 3akoHa npumeHsoTes Ao 1 mapta 2026 roga - CM. NYHKT 2 cTatbu 2
denepanbHoro 3akoHa ot 20 okTa6ps 2022 rona N 405-P3.
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CTATbA 56. U3rOTOBIEHME U OTNYCK NNIEKAPCTBEHHbBLIX NMPEMAPATOB

1. i3rotoBneHne nekapCcTBeHHbIX NpenapaToB anTe4YHbIMU OpraHn3aunsiMn, BETEPUHAPHBIMU anTe4YHbIMU OpraHn3aumsmMu,
MMEKLNMUN NNLIEH3NIO HA dhapMaLeBTMYECKYIO AeATENbHOCTb, OCYLLECTBMSIETCA NO peuenTamM Ha NeKapCTBEHHbIE npenaparbl,
no TpeboBaHNAM MELMLMHCKUX OpraHusauui, BETEPUHAPHbLIX OpraHu3auuii B COOTBETCTBMM C NpaBuiaMm U3rOTOBIIEHUS U
OTnycKa NnekapCTBEHHbIX NpenapaToB, YTBEPKAEHHbLIMU YNONHOMOYEHHbIM doegepanbHbIM OpraHOM UCMONTHUTENBHOW BriacTy.

(YacTtb B pepakuun, BBefeHHOM B aenicteue ¢ 1 ceHTabpsa 2023 roga denepanbHbiM 3aKoHOM OT 5 aekabpa 2022 rona N
502-03. - CM. NpeabIAyLLY0 peaaKLmio)

2. Tlpn W3roToBNeHWM IEKApPCTBEHHbIX MpPenapaTtoB anTeYHbIMU OpraHu3aumMsiMM, BETEPUHAPHBLIMU  aNTEYHbIMU
OopraHusauusMmn, UMEHLLMMM NULEH3NI0 Ha (bapMaLeBTUYECKYO OEATENbHOCTb, CMONb3YHTCS NIEKapCTBEHHbIE NpenapaTtbl u
(vnn) dapmaveBTUYECKNE CyOCTaHLMK, BKIIIOYEHHbIE COOTBETCTBEHHO B [OCYAARCTBEHHbIN PEECTR NEKAaPCTBEHHbLIX CREACTB
ANna MeauuUMHCKOro NpUMEHEHWs, FOCYAaRCTBEHHbLIN PEecTp MeKapCTBEHHbIX CREACTB ANs BETEPUHAPHOIO MPUMEHEHUS,
€OUHBIN peecTp 3aperncTpuMpoBaHHbIX JIEKapCTBEHHbLIX CpeacTB EBpPasuickoro 3KOHOMUYECKOro COok3a B YCTAHOBMEHHOM
nopsigke. He pgonyckaeTcss M3roTOBMIEHME anTEYHbIMU OpraHM3auusiMM, BETEPUHAPHBIMM - anTeYHbIMKM  OpPraHM3auUsSMK,
UMEKLWMMN  NINLEH3NIO Ha hapMaLeBTUYECKYD [esATEeNbHOCTb, JIeKapCTBEHHbLIX MNpenapaToB, 3aperncTpupoBaHHbIX B
Poccuickon ®enepaumm.

(Yactb B pegakumm, BBeaeHHon B gencrteme ¢ 1 ceHtabpa 2023 roga denepanbHbiM 3akoHOM 0T 5 aekabpsa 2022 roga N
502-03. - Cm. NpeablAyLLYIO peaakLmio)

3. MapkupoBka NneKkapCTBEHHbIX NpenapaToB, U3rOTOBMEHHbLIX anTeYHbIMKM OpraHM3aunsammn, BETEPUHAPHLIMK anTe4YHbIMU
OopraHM3aumsaMm, UMEeLLNMN NLEH3NIO Ha dapMaLeBTUYECKYI0 OEeATENbHOCTb, U 0DOPMIIEHME TakuUX NpenapaTtoB AOSMKHbI
COOTBETCTBOBATL NpaBuiaM, yKkazaHHbIM B YacTu 1 HacTosLleln CTaTby.

(Yactb B pepakumu, BBeaeHHon B genctene ¢ 1 ceHtabpsa 2023 roga PenepanbHbiM 3akoHOM 0T 5 aekabpsa 2022 rona N
502-03. - CM. NpeablAyLLYIO PeAaKLmio)

4. AnTeyHble oOpraHu3auuy, BETEPWHApPHbIE anTeYHble OpraHu3auuu, MMeEeKLLMe FNUUEH3MI0 Ha dapMaLeBTUYECKYHo
OeATenbHOCTb, HECYT OTBETCTBEHHOCTb 3a HecobrnogeHve npaBurl U3rOTOBMEHUSA M OTMycKa NEeKapCTBEHHbIX MpenapaTtoB B
COOTBETCTBUM C 3aKkoHoAaTenbLCcTBOM Poccuiickon egepauun.

(YacTb B pegakumum, BBegeHHoN B Aencteme ¢ 1 ceHTabpsa 2023 roga PenepanbHbiM 3akoHOM OT 5 aekabpsa 2022 rona N
502-®3. - Cm. NpeablayLLYo peaakLuio)

KommeHTapum Kk ctatbe 56

CTATbA 57. SAMNPELLEHUE NMPOAOAXU ®ANIbCUOULIMPOBAHHBLIX JIEKAPCTBEHHbBIX CPELCTB,
HEOOBPOKAYECTBEHHbIX NIEKAPCTBEHHbIX CPEACTB, KOHTPA®AKTHbIX IEKAPCTBEHHbIX CPEACTB

I'Ipo,u,a>+<a d:)aﬂbCVId)VILWIpOBaHHbIX NNeKapCTBEHHbIX CpencTs, He,D,O6pOKa‘~IeCTBeHHbIX NeKapCTBEHHbIX CpenacTs,
KOHTpa(*)aKTHbIX NeKapCTBEHHbIX CPeACTB 3anpeLllaeTcA.

KommeHTapum K ctatbe 57

CTATbA 58. XPAHEHUE NEKAPCTBEHHbLIX CPELACTB

1. XpaHeHne nekapCTBEHHbIX CPEACTB OCYLUECTBSAETCA MNPOU3BOAUTENAMU NEKAPCTBEHHbIX CPeACTB, OpraHuM3auMsamMu
ONTOBOW TOProBMM NIEKapCTBEHHBIMW CPEACTBAMM, anTEYHbIMU OpraHn3aunsiMm, BETEPUHAPHBIMU anTEYHBIMW OpraHn3aLmsamu,
MHOVBMAOYanNbHbIMKM NpeanpuHMMaTensiMi, UMELWMMU NNLEH3NI0 Ha (hapMaueBTUYECKYO OEATENbHOCTb UMW NULEH3WIO Ha
MEOVUMNHCKYI0 AeATENbHOCTb, MEOULMHCKUMU OpraHn3aumsamMu, BETEPUHAPHBIMU OpPraHn3aums M U UHBbIMW OpraHM3auusiMu,
OCYLLECTBIAWMMN  OOpalleHne neKapCTBEHHbIX CpeacTB. XpaHEeHWe feKapCTBEHHbIX CPeACTB s BETEPUMHAPHOro
NPUMEHEHNST OpraHn3aumMsaMm U MHANBUAYaANbHbIMU NPEANPUHUMATENSIMU B CIlyYasx, €Crv OHU UCMOMb3YHTCA UCKNIOYUTENBHO
npwu pasBegeHnn, BbipalMBaHUKN, COAEPXKAHUU U NIEYEHUN XKMBOTHbIX, MOXET OCYLLECTBNATLCA 6e3 nonyvyeHus nMuUeH3nn Ha
dapmMaLeBTMYECKYIO OEATENbHOCTb.

(Yactb B pepakumu, BBeaeHHoW B gencrtene ¢ 22 Hosbps 2014 roga PenepanbHbiM 3akoHOM OT 22 okTa6pa 2014 roga N
313-®3. - Cm. npeablayLLyio peaakLuio)
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2. MpaBuna xpaHeHUs NEKapCTBEHHbIX CPEACTB YTBEPXOAlTCH COOTBETCTBYHOLUMM YNOMHOMOYEHHbIM dedepanbHbIM
opraHoM UCMONHUTENbHOW BNacTu.

3. XpaHeHue HaPKOTUYECKNX neKapCTBEHHbIX CpeacTs, NMCUXOTPONMHbIX neKapCTBEHHbIX CpeacTs,
paguodapmaLeBTUYeCKUX NeKapCTBEHHbIX CPeacTB OCYLLUECTBNSETCS B COOTBETCTBUM C 3aKoHogaTernbCTBOM Poccumnckon
degepauuu.

KommeHTapun k ctatbe 58

CTATbA 58_1. NPEAMETHO-KONMUYECTBEHHbIN YYET IEKAPCTBEHHbIX CPEACTB ANA MEQULUMHCKOIo
NMPUMEHEHWA

1. I'Iepequb NNeKapCTBEHHbIX cpencts And MeOUUNHCKOro npuMmeHeHud, noanexawunx npeamMeTHO-KOnn4eCcTtBeHHOMY
y4yeTy, yrBepxagaetca ynoJiIHOMO4YEHHbIM cbep,epaanblM opraHom NCMOMHNTENbHON BNAcTu.

2. MNopsaok BKMOYEHUS NEKApPCTBEHHbLIX CPeACTB ANst MeQULMHCKOTO NPUMEHEHUsI B NepeYeHb NeKapCTBEHHbIX CPEACTB
ONS MeAWLMHCKOrO MNMPUMEHEHWS, NoANeXalimx npeaMeTHO-KONMMYECTBEHHOMY Y4eTy, YCTaHaBMMBAETCS YMNONMHOMOYEHHbIM
defepanbHbIM OpraHoOM WCMOSMHUTENBHOM BRAcTU MO COMMacoBaHUo C dedeparibHbIM OpraHOM MCMOMHUTENLHOW BriacTw,
YMONTHOMOY€EHHbLIM B cdhepe BHYTPEHHUX Aen.

(Yactb B pegakumu, BBegeHHon B genctaeume ¢ 4 miona 2016 roga PenepansbHbiM 3akoHoM 0T 3 utonga 2016 rona N 305-93.
- CM. npeablayLwyo penakLmio)

3. MpeaMeTHO-KONMYECTBEHHbIN YYET NEKAPCTBEHHBbIX CPEACTB ANS MeAMLMHCKOrO NMPUMEHEHWS BedyT Mpov3BOAUTENU
NeKapCTBEHHbIX CPEACTB, OpraHW3auuM OMNTOBOW TOProOBMM JIEKAPCTBEHHbIMU CPeACTBaMW, arTedHble opraHuM3auuu,
VHOUBMAYanbHbIE NpeanpuHUMaTenv, VMeloLMe JMUEH3MI0 Ha (apmMaleBTUYECKylo OesATENbHOCTb WMNU NULEH3NIO Ha
MeOMLMHCKYI0 AesTeNbHOCTb, M MeAMUMHCKME OpraHu3auuu, OCYLLECTBRsoLmMe obpalleHne nekapCTBEHHbIX CPpeacTB Afs
MeOMLMHCKOTO MPUMEHEHUS, NyTEM pPErmcTpaumm mnobbix CBA3aHHLIX C MX obpalleHnem ornepaunii, Npu KOTOpbIX M3MeHsIeTCs
MX KONUYECTBO M (MNK) COCTOsIHME, B CneLmarnbHbIX XypHanax yyeTa ornepauuii, CBA3aHHbIX C 0OpalleHneM neKkapCTBEHHbIX
CpPeAcTB Ans MeQUUMHCKOro NpuUMeHeHus (4anee - cneunanbHble XXypHanbl).

4. I'Ipanma pernctpadun onepau,vu7|, CBA3aHHbLIX C o6pau.|,eH|/|eM JNIeKapCTBeHHbIX cpeactB And MeauunHCKOro
npnMeHeHnA, BKITIOYEHHbIX B NepevyeHb JieKapCTBeHHbIX CpeacTB And MeaAnUunHCKOro npumMmeHeHud, nognexawmx npegmMmeTHO-
KOnn4eCcTBeHHOMY Y4eTy, B cneunarnbHbIX XXypHanax n npasuna BegeHUA U XpaHeHUda cneunarbHbIX XypHarioB yTBEPXXOakTCA
YNOJTHOMOYEHHbIM dae,qepaanuM opraHom MCMNOMHNTENBHOM BNACTU.

5. KoHTponb 3a cobniogeHnem npasui permctpauum onepauui, ceasaHHbIX ¢ obpalleHnem nekapCTBEeHHbIX CPeACTB ANis
MEOWUNHCKOTO MPUMEHEHUS, BKITHOYEHHbIX B MEpevYeHb JIeKapCTBEHHbIX CPeacTB [Ans MEOUMUMHCKOrO MpPUMEHEHMS,
noanexatimx npegMeTHO-KONMYECTBEHHOMY YYETY, B CreumanbHbIX XypHanax, a Takke 3a cobniogeHnem npasus BEAEHWS U
XpaHEeHUs cneumarnbHbIX XYpHANoOB BO3MaraeTcs Ha YNONHOMOYEHHble beaepanbHble OpraHbl UCMOMHUTENBHON BRactn um
opraHbl MCMONMHUTENbHOM Bnactu cybbekToB Poccunckon Pegepaunn, OCYLIECTBAKOWMNE NULEH3MPOBaHME MNPOM3BOACTBA
NeKapCTBEHHbIX CPeacTs, hapMaLeBTUHECKON OEATENbHOCTM U MEOULMHCKON OeATENbHOCTU, M OCYLLECTBRSETCA B pamMKax
TNNLEH3MOHHOIO KOHTPOIS.

(Ctatbsa gononHuTenbHO BktodeHa ¢ 25 uioHa 2013 roga PenepanbHbiM 3akoHOM OT 25 nekabpsa 2012 roga N 262-93)

KommeHTapun k ctatbe 58 1

MABA 11. YHUMTOXEHUWE NEKAPCTBEHHbLIX CPEACTB

CTATbA 59. OCHOBAHUA U NOPAOOK YHUHYTOXEHUA NEKAPCTBEHHbBIX CPEACTB

1. HepnobpokayecTBeHHble NEKapCTBEHHbIE CpeacTBa, anbcMUUMpPOBaHHbIE IEKApPCTBEHHbIE CpeacTBa noanexar
U3BATUIO U3 OBpaLLIEeHNs U YHUYTOXEHUIO B MOpsiAKe, ycTaHoBneHHOM NpaButensctBoM Poccunckon degepaummn. OcHoBaHeM
AN YHUYTOXEHUSA feKapCTBEHHbIX CPEeACTB $BMSETCS pelleHve Bragenbla fekapcTBeHHbIX CPEeAcCTB, pelleHue
COOTBETCTBYIOLLErO YNOMHOMOYEHHOTO hefeparnbHOro opraHa UCMONMHUTENBHOW BNACTW UNK peLleHne cyaa.

(YacTtb B pegakuuun, BBegeHHom B aencrtene ¢ 1 nons 2015 roga PegepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-
®3. - CM™. npeapiayLLyo PeAaKLnio)

2. KoHTpachakTHble nekapCTBEHHbIE CpeAcTBa Moanexar U3bATUI0 M3 ODOpalleHUss U YHUUTOXEHUIO MO peLleHuto cyaa.
Mopagok YHUUTOXEHUS KOHTpadiakTHbIX JeKapCTBEHHbIX CPeAcTB ycTaHaBnuBaeTcs [lpaButenbctBom Poccuiickon
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depepauyuu.
(YacTtb B pegakuuun, BBegeHHom B aenctene ¢ 1 nons 2015 roga PegepanbHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-
®3. - CM. npeapIayLLyio peaaKLmio)

3. Pacxogpbl, cBsfi3aHHble C YHUYTOXEHMEM KOHTpadpaKTHbIX JEKAPCTBEHHBLIX CPeAcTB, HeOoOpPOoKaYeCTBEHHbLIX
neKapCTBEHHbIX CPEACTB, hanbCUdULNPOBaHHbIX NEKapCTBEHHbLIX CPEACTB, BO3MELLAOTCS MX BnagesnbUeM.

4. Bnageneu JNIeKapCTBeHHbIX CpeACTB AOOJMKeH npencrtaBuTb B YI'IOJ'IHOMOLIeHHbIIZ cbep,epaanbM opraH MCNOMHNTENBHOMN
BNnact OOKYMEHT W1 3aBEepeHHY B YCTaHOBJIEHHOM nNopdAdke ero Konuw, noareepXaaklline (*)aKT YHUYTOXEHUA
JNIeKapCTBEeHHbIX CpeacTB.

5. CooTBETCTBYIOLWMI YNONHOMOYEHHbIN hedepanbHbIi opraH MWCNOMHUTENbHOW BNAcTW, MNPUHSABLLMIA pelueHne o6
YHUUTOXEHUN NTeKapCTBEHHbIX CPEACTB, OCYLLECTBNAET KOHTPOMb 3a UX YHUYTOXEHNEM.

6. YHUUTOXEHME NeKapCTBEHHbIX CPeACTB MPOM3BOAMUTCHA OpraHM3auusMy, UMELUMIN COOTBETCTBYIOLLYIO NULEH3MIO, Ha
cneuvanbHO 06OpydOBaHHbLIX Mrolladkax, MonuroHax W B cneumanbHo 060pYAOBaHHbIX MOMELLEHUSAX C cobnogeHnemM

TpeboBaHMI B 00nacTy oxpaHbl OKPY>KatoLLEN Cpeabl B COOTBETCTBUM C 3akoHopaTenbcTBoM Poccuickon degepaumu.

7. HapkoTuuyeckne nekapcTBEHHble CPeACTBa, MCUMXOTPOMHbIE NeKapCTBEHHble CPeacTBa, paguodapmMaleBTUdecKue
neKapCTBEHHblE CPEACTBa YHUUTOXAKOTCS B COOTBETCTBUM C 3aKOHOAaTeNnbCTBOM Poccuiickoin depepaumu.

KommeHTapum k ctatbe 59

MABA 12. TOCYOAPCTBEHHOE PEIYJIMPOBAHMUE LEEH HA NEKAPCTBEHHbDIE MNMPEMNAPATbI 151
MEOWLMHCKOIO NPUMEHEHUA

CTATbA 60. FTOCYOAPCTBEHHOE PEIYNMPOBAHUE LIEH HA NNEKAPCTBEHHbIE NPENAPATbI ANA
MEOWLIMHCKOIO NPUMEHEHUA

1. TocymapcTBeHHOe perynupoBaHME LUEH Ha JleKapCTBeHHble npenapatbl Ans  MeOMUMHCKOrO  MPUMEHEHUS
OCYLLECTBNSIETCS NOCPEACTBOM:

(AB3aL B pegakumun, BBegeHHoM B aenctene deaepanbHbiM 3akoHoM 0T 26 mapTta 2020 roga N 67-93. - CM. npeabiayLyo
peaakumio)

1) yrtBepxaeHus [paButenbcTtBoM Poccuiickon ®enepaummM nepevHs XU3HEHHO HEeOoOXOoOMMBIX U BaXKHEMLIUX
neKkapCTBeHHbIX NpenapaToB, KOTOPbLIA (DOPMUPYETCH U HE pexe OAHOro pasa B rod nepecmMaTpuBaeTcs B YCTAHOBEHHOM UM
nopsigke Ha OCHOBE KOMMJIEKCHOW OLEHKM NEKapCTBEHHbIX MpenapaTtoB, BKMOYasi aHanm3 CBEOEeHUN O CPaBHUTENbHOMN
KNUHMYeCcKon adppekTUBHOCTM 1 6e30NacHOCTM NeKapCTBEHHOIO CPeacTBa, OLEHKY 3KOHOMUYECKUX NOCNEeACTBUA MPUMEHEHUS
neKkapCTBEHHOro cpeacTsa U U3yyYeHne AOonoSTHUTENbHbIX MOCNEACTBUIA NPUMEHEHUS NTEKapCTBEHHOIO CPEACTBa;

(MyHkT B pegakuun, BBeaeHHon B aenctaeue ¢ 1 nons 2015 roga PenepansbHbiM 3aKoHOM oT 22 Aekabpsa 2014 rona N 429-
®3; B pemakumun, BBegeHHon B gencteue PenepanbHbiv 3akoHoM oT 13 uwongd 2020 roaa N 206-93. - Cm. npeabiayLyto
penakuuio)

2) yTBEPXAEHWUsI METOAMKM pacyeTa npefernbHbiX OTMYCKHbIX LieH NPOM3BOAUTENEN Ha NeKkapCTBEHHble npenaparhbl,
BKIMIOYEHHbIE B MepeyeHb XXM3HEHHO HEOOXOAMMbIX W BaXKHEMLLMX JeKapCTBEHHbIX MpenapaToB, a Takke BHeApeHusi
MeXaHM3MOB (hOpPMUPOBAHUS CUCTEMbI PEPEPEHTHBIX LIEH;

(MyHKT B pegakuun, BBeaeHHon B aencteume ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-
D3; B pegakumun, BBeAeHHoW B aencrene ¢ 7 nioHa 2019 roga PefepanbHbiM 3akoHOM OT 6 mioHa 2019 roga N 134-93. - Cwm.
NREeAbIAYLLYIO PeAaKLmio)

3) rocygapCTBEHHOW peructpaumyM npepenbHbiX OTMYCKHbIX LeH NpoM3BOAUTENEN Ha INeKkapCTBEHHble Mpenaparbl,
BKIOYEHHbIE B MEPEYEHb XXN3HEHHO HEOOXOOUMbIX U BaXKHEMNLLUNX NEKAPCTBEHHbIX Npenaparos;

(MyHKT B pegakumu, BBeaeHHoW B fenctaume ¢ 7 uioHs 2019 rona PenepanbHbiM 3akoHOM OT 6 utoHa 2019 rona N 134-93.
- CMm. OpenplAyLLyio peaakumio)

4) BeAeHNA rocyaapCTtBeHHOro peecrtpa npeneribHbIX OTMYCKHbIX LUeH I'IpOVI3BOJJ,VITeJ'IeIZ Ha JeKapCTBeHHblEe npenaparhl,
BKIMlOYEHHbIe B nNepe4vyeHb XXN3HEeHHO HeO6XO,EI,I/IMbIX N BaXKHENLWNX JNeKapCTBEeHHbIX npenapaToB,;
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5) yTBEpXOEHUST METOOUKN YCTAHOBMEHMSI OpraHaMym WCMOMHUTENbHOW BriactM cyobektoB Poccunckon depepauun
npenenbHbIX Ppa3mMepoB OMTOBbIX HAA0ABOK M MpeaerbHbIX Pa3MepoB PO3HUYHbIX HaAOABOK K (DAKTUHECKUM OTMYCKHbIM LieHaM,
YCTaHOBMNEHHbIM NPOU3BOAUTENSAMM NEeKapCTBEHHLIX MpenapartoB, Ha feKkapCTBEHHbIe npenapaThbl, BKNIOYEHHbIE B NepeyeHb
XN3HEHHO HEOOXOAMMbIX N BaXKHEMLLUX NEKapCTBEHHbIX NpenapaTos;

6) ycTaHOBMNEHUs MnpedenbHblX PasmMepoB OMTOBbIX HAg0aBOK WM NpefderbHbiX pPasMepoB PO3HUYHBLIX HaabaBoK kK
(PaKTUYECKMM OTMYCKHbIM LEHaM, YCTaHOBMEHHbIM MPOU3BOAUTENSAMU NeKapCTBEHHbIX MpenapaTtoB, Ha JlEKapCTBEHHbIE
npenapaTbl, BKIMOYEHHbIE B NEPEYEHb KN3HEHHO HEOOXOANMbBIX U BaXKHEMLLNX feKapCTBEHHbIX NpenapaTos;

7) yTBEpXAEHMS nopsaka Bblgayn NpeanucaHuii opraHamM UCNonHUTeNnbHoW Bractu cybbektoB Poccuiickon ®enepaumm o
npvBeAeHNN B COOTBETCTBME C 3akoHopaTenbCTBOoM Poccunckon Pepepauum pelleHuin o6 ycTaHOBNEHUM npenenbHbIX
pasMepoB OMTOBbLIX HaAbaBOK W MpedenbHbIX pa3MepoB PO3HMYHBLIX HaA0aBoOK K HAKTUYECKMM OTMYCKHbIM - LeHaM,
YCTaHOBMNEHHbLIM NPOU3BOAUTENSAMW NeKapCTBEHHbIX NpenapaToB, Ha NeKkapcTBEHHble npenapathbl, BKIIOYEHHblIE B nepeveHb
XMU3HEHHO HEOBXOoAMMbIX U BaXKHEWLUMX NEeKapCTBEHHbIX NpenapaTtoB, €Cnv OHU NPUHATBI C HapyLleHWeM 3akoHoAdaTenbCTBa
Poccuinckon ®eanepaumm, B nopsigke, yctaHoneHHom lNpasutensctBoM Poccuiickon Penepauum;

8) HanpaBneHnsi yNormHOMOYEHHbIM doeeparnbHbiM OpraHOM UCMOMHUTENBHOW BNacTu opraHaM UCMOSHUTENbHOW BNacTu
cybbektoB Poccuiickon degepaumm npegnucaHvii 0 NpuMBEOEHWM B COOTBETCTBME C 3aKoHOOATENbLCTBOM Poccuiickon
depepauunn NPUHATLIX C HapyLlleHMeM 3akoHodaTtenbcTBa Poccuiickonn ®egepaumm peweHnii o6 yctaHoBNEHMM npegenbHbIX
pa3mepoB ONTOBLIX HAAOaBOK M MpedernbHbIX pa3MepoB PO3HUYHbLIX HAQ0aBOK K LEHaM Ha JeKkapCTBEHHble npenaparhbl,
BKIOYEHHbIE B MEPEYEHb XXN3HEHHO HEOOXOAUMbIX U BaXKHEMNLLUNX NEKAPCTBEHHbLIX Npenaparos;

9) ocywecTBneHus denepanbHOro rocyAapCTBEHHOrO Hags3opa B cdepe o0OpalleHus NEeKapCTBEHHbIX CPEACTB W
pervoHanbHOro rocygapCTBEHHOIO KOHTPOMs 3a MNPMMEHEHVMEM LEH Ha feKapCTBEHHble npenapaTtbl COOTBETCTBEHHO
YMONMHOMOYEHHBIMU (befepanbHbIMU OpraHamMmu WUCMOSNHUTENBHOW BMAcTU M OpraHamu MCMOMHUTENbHOW BriacTn CyObEeKToB
Poccuickon ®eanepaLmm cornacHo nx KoMneTeHuuun B nopsake, yctaHoeneHHoM NpasutensctBoM Poccuiickon ®egepaunn;

(MyHKT B pegakumu, BBegeHHon B aencrtene ¢ 25 uwoHga 2012 roga ®eaepanbHbiv 3akoHoM oT 25 uioHga 2012 roga N 93-
®3. - CM. mpeablAyLLY0 PEAAKLIMIO)

10) npumeHeHNs1 NpegyCMOTPEHHbIX 3akoHogaTenbCcTBOM Poccuinckon depepauum mep OTBETCTBEHHOCTU 3a HapylleHue
nopsiaka LueHoobpa3oBaHUSA Ha NeKapCTBEHHbIe Npenaparbl, BKNOYEHHbIE B NEPEYEHb XN3HEHHO HEOOXOONMBIX N BaXKHENLLNX
NeKapCTBEHHbIX NpenapaToB.

(MyHKT B pemakuuun, BBegeHHon B gencteue ¢ 1 mapta 2020 roga PeaepanbHbiM 3akoHOM OT 27 aekabps 2019 rona N
475-®3. - Cm. mpeaplayLLyo PeaaKLnio)

2. B ycnoBusx u4pesBbldaiHOM cutyauum u (UnNu) nNpyv BO3HUKHOBEHMM Yrpo3bl pPacnpocTpaHeHust 3aboneBaHus,
npeacTaBnsloLLEero ONnacHOCTb AMs OKPYXXalLuX, a Takke B Cry4vae, ecnv B TedeHue TpuauaTu KaneHgapHblX OHeW nocne
npuHsatus [NpaButensctBom Poccuiickon ®Pegepaumn  pelieHnss O MPOBEAEHMM MOHUTOPUHIA PO3HMYHBIX LEH Ha
nekapcTBeHHble Mpenaparbl, He BKIHOYEHHble B MepeyYeHb >XU3HEHHO HEOOXOAMMbIX W BaXKHEMWLUMX NeKapCTBEHHbIX
npenapaToB, Ha Tepputopusix cybobektoB Poccunckorn ®degepaumu BbISIBMEH POCT PO3HMYHBLIX LEH Ha YyKal3aHHble
nekapcTBeHHbIe MpenapaTtbl Ha TpuauaTtb npoueHToB u 6onee, MNMpaBuTtenbcTBo Poccuiickon denepaummn BrnpaBe yCTaHOBUTb
npeaenbHble OTNYCKHbIE LieHbl NPOM3BOAUTENEN Ha yKasaHHble fekapcTBeHHble npenapatbl, npefenbHble pasMepbl ONTOBbIX
HanbaBoK M NpefenbHble pa3Mepbl PO3HUYHBIX HaAbaBOK K DAKTUYECKMM OTMYCKHbIM LieHaM Npou3BOAMTENEN HA yKa3aHHble
nekapcTBeHHble npenapatbl. [epevyeHb NeKapCTBEHHbBIX NPenapaTtoB, HE BKIKYEHHBIX B NEPEYEHb XXU3HEHHO HEOOXOANMBIX U
BaXKHEMLIMX JeKapCTBEHHbIX MpenapaTtoB, M MNopsaok ero opmupoBaHus onpegensiTcsa [paButensctBom Poccumnckon
degepaumm.

(Yactb gononHuTensHO BKNtoveHa PeaepanbHbiM 3akoHOM 0T 26 MapTa 2020 roaa N 67-93)

3. B TeyeHne gessaHOCTa KaneHAapHbIX OHEW Co AHA yTBepxaeHus lMpasuTtenscTtBoMm Poccuiickon depepaumm nepevns,
YyKa3aHHOro B YacTtu 2 HacToduleh CTaTbW, He [AOMYyCKalTCs peanu3aums M OTMYCK BKIOYEHHbIX B HEro INeKapCTBEHHbIX
npenapaToB Mo LeHaMm, MNpeBbIaloWmM npefenbHble OTMYCKHblEe LieHbl NPOU3BOAUTENEN Ha YyKasaHHble feKapCTBEHHbIe
npenapartbl, NpegernbHble pasMepbl ONTOBbIX HaAbaBoOK WM MpeAenbHble pasMmepbl PO3HUYHBIX HaAbaBoK K hakTuyeckum
OTNYCKHbIM LieHaM NPOU3BOAMTENEN Ha YKasaHHbIe NeKapCTBEHHbIE NpenapaTthbl C y4eTOM Hanora Ha 406aBneHHy0 CTOMMOCTb.

(Yactb gononHuTensHO BKNtoveHa PeaepanbHbiM 3akoHOM OT 26 MapTa 2020 roaa N 67-93)

KommeHTapum Kk ctatbe 60
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CTATbA 61. TOCYOAPCTBEHHAA PETUCTPALIUA U NEPEPETUCTPALIUA NPEAENIbHBIX OTMYCKHbIX LIEH
NMPOU3BOAOUTENEN HA NEKAPCTBEHHbIE NMPEMAPATbI, BKITFOMEHHBIE B NEPEYEHb XKU3HEHHO
HEOBXOAUMbIX N BAXHEULWNX NEKAPCTBEHHbIX NPEMAPATOB

1. MNpepenbHasi OTNyCKHas UeHa MNPOU3BOAUTENS Ha fEeKapCTBEHHbIA Mpenapar, BKIKYEHHbI B MNepeyeHb XU3HEHHO
HeoOXoOMMbIX M BaXHEWWMX feKapCTBEHHbIX MpenapaToB, MOANEXUT [OoCyqapCTBEHHOW permcTpaumm B MNOpsiaKe,
yctaHoBneHHoMm [lpaButenbctBoM Poccuiickon ®egepauumn, Ha OCHOBaHWM NPeACTaBMEHHOTO B YNONTHOMOYEHHbIN
defepanbHbIi OpraH UCMONMHUTENBHOW BracTv 3asiBMEHUS AepXaTens unu Bnafenbla perncrpauuoHHOro yOOCTOBEpPEeHUS
nekapcTBEHHOro npenapara (YNnosIHOMOYEHHOro UM Nnua).

2. 3apeructpvMpoBaHHas npegernbHas OTMYCKHAas LeHa MpOW3BOAWTENS Ha JeKapCTBEHHbIN npenapar, BKIYEHHbIN B
nepeveHb XM3HEHHO HEOOXOAUMBIX Y BaXKHEWLLMX NEKapCTBEHHbLIX NpenapaTtoB, MOXET ObiTb MepeperncTpupoBaHa B CTOPOHY
yBENnMYeHNs OAWH pa3 B KaneHdapHOM rogy Ha OCHOBaHUWM MpeacTaBfieHHOro B YMOMHOMOYEHHbIN deaepanbHbln opraH
UCMOMNHMTENBbHOM Bractu o 1 OKTAOpS KaxOgoro roga 3asiBNeHus JdepxaTend unu Bnagenbua perucTpauyvoHHOro
YAOCTOBEPEHUSA NeKapCTBEHHOTO npenapata (YNorHOMOYEHHOTo UM Nnua).

3. 3aper|/|CTpV|pOBaHHa‘i| npegenbHada OTnyCKHaA uUeHa npoun3BoauTena Ha ﬂeKapCTBeHHbIVI npenapar, BKINKOYEHHbIA B
nepe4vyeHb XXU3HEeHHO HEOoOXOAMMBIX U BaXKHEMLLNX JNNIeKapCTBEHHbIX NpenapaTtoB, MOXET ObITb nepeperncTtpupoBsaHa B CTOPOHY
CHMXXEeHUA Ha OCHOBaHWW NpencTtaBrieHHOro B yﬂOJ'IHOMO‘-IeHHbIVI qaep,epaanblPl opraH NCMOSTHUTENBLHON BNacTu 3asiBrieHust
aepxarena nnun snagenbua permcTtpalMoHHOro yaoCctoBepeHud nekapCcTtBeHHOro npenapara (yI'IOJ'IHOMO‘-IeHHOI'O nm nmua).

4. [epxaTenb nnu Bnagenew, perucTpauMoHHOro yA0CTOBEPEHUSA NeKkapCTBEHHOMO npenapara (YNnonHOMOYeHHOe UM NALLO)
0653aH npeacTaBUTb B YMNOMHOMOYEHHbIM defepanbHbldi opraH MCNOMHMTENbBHON BracTi 3asiBNeHve O nepeperncrpauum
3aperncTpupoBaHHON NpeaesibHon OTMYCKHOM LeHbl NPOU3BOAUTENSA Ha fIeKapCTBEHHbIA npenapart, BKOYEHHbIN B NepeyeHb
XN3HEHHO HEOOXOAMMbIX N BaXKHEMLLNX NEKapCTBEHHbIX NpenapaToB, B CTOPOHY CHUXEHMWS B CreAyloLLmMX CnyYasx:

1). CHWXEHMWE LeHbl B MHOCTPaHHOW BartoTe Ha NeKapCTBEHHbIV NpenapaTt B CTpaHe Npou3BoauTens u (Unu) B cTpaHax, B
KOTOPbIX FEKAPCTBEHHbI NpenapaT 3aperucTpupoBaH 1 (Un1) B KOTOPbIE NOCTaBIISIETCS MPOM3BOAUTENEM;

2) CHWXEeHNe UeH Ha pedepeHTHbIe NeKapCTBEHHbIE MpenapaTtbl B COOTBETCTBUM C MYHKTOM 1 HacTosulen 4actu (4ns
COOTBETCTBYIOLLUX BOCNPOM3BEAEHHbIX, OM0aHanoroBbix (6MonogobHbIX) NeKapCTBEHHbBIX NPEnapaToB);

3) npeBbllEHNE MpeaenbHOM OTMYCKHOM LEeHbl Ha MNepBbI BOCMPOU3BEAEHHbLIN, GuoaHanoroBbin (6MONOAOGHbIN)
neKkapCTBeHHbIM npenapaT MHOCTPaHHOrO MNPOWM3BOACTBA Hag NpederbHOM OTMYCKHOW LIeHOW MpOou3BOAMTENS Ha BTOPOW
BOCMPOU3BEAEHHbIN, BrioaHanoroBbIv (6MONOA0OHbLIN) NeKapCTBEHHbIN Npenapat, PacCYUTaHHOW B COOTBETCTBMM C METOLMKOMN,
yTBepxaeHHou MNpasutensctBom Poccuiickon ®egepaunu;

4) npeBbllleHWe NpenenbHOM OTNYCKHOW LEeHbl Ha MNepBbli BOCNPOU3BEAEHHbIN, OuoaHanorosbin (61Monogo6HbIN)
nekapcTBeHHbIA npenapaTt npousBoauTeNs rocydapcTBa - yneHa EBpasmMnckoro aKOHOMWYECKOro coto3a Hag npeaenbHown
OTMNYCKHOW LeHOW NpOn3BOAUTENS HA BTOPOW BOCMPOM3BEAEHHbIN, BuoaHanorosbl (61onogobHbIi) NnekapcTBEHHLIN nNpenapar
npoussBoauTena rocygapcrea - yneHa EBpasuMiicKoro aKOHOMUYECKOro COH3a, pacCYMTaHHOW B COOTBETCTBMM C METOOMKOMN,
yTBepxaeHHown MNpasutenbctBoM Poccuiickon ®egepaumn.

5. MNopsigok nepeperncrTpaunn 3aperucTpupoBaHHbIX NpeaernbHbIX OTMYCKHbIX LeH NPOM3BOAUTENEN Ha NeKkapCTBEHHble
npenapaTtbl, BKMOYEHHbIE B MNEpPeYeHb XM3HEHHO HeOoOXOAMMbIX M BaXKHEMLLMX NeKapCTBEHHbIX MpenapaTtoB, B Criyyasi,
npeaycMOTPEHHbIX YacTamu 2-4 HacTogdLlen cTatby, ycTaHaBnueaeTcs NpasutensctBom Poccuiickon egepaunn.

6. DKOHOMUYECKUI aHanm3 npegenbHON OTMYCKHOM LieHbl MPOU3BOAUTENST Ha NEKAPCTBEHHbIM Npenapar, BKITYEHHbIA B
nepeyeHb XMU3HEHHO HEOOXOAMMBIX M BaXKHEWLUMX NEKAapCTBEHHbIX MpenapartoB, Npu ee rocyaapCTBEHHOW pervcrpauum unu
nepeperucTpauumn ocyuiectesnserca denepanbHblM OpPraHoOM MWCMONHUTENBbHOW BacTy, OCYLEeCTBASWUM yHKUMU No
NMPUHATUIO HOPMATMBHBIX MPaBOBbIX aKTOB WM KOHTPOMK 3a cobnogeHveM 3akoHoOaTenbCTBa B cdpepe rocygapCTBEHHOMO
perynupoBaHus LeH (TapudoB) Ha ToBapbl (ycryru).

7. PacyeT npegenbHbIX OTNYCKHbIX LEH, YKa3aHHblX B 4actax 1 M 2 HacTosulen cTatbu, NpU UX rocygapCTBEHHON
peructpaumm wnuM nepeperucTpaumm OcyLlecTBNaeTcsa B COOTBETCTBMM C METOAMKOW, YTBepXAeHHoW [lpaBuTenbCTBOM
Poccuinckon ®egepaumm 1 yuntbiBatoLLen B TOM YUCHIE:

1) cobntogeHne GanaHca NHTEPECOB I'IOTpeﬁMTeJ'IeVI NNeKapCTBEHHbIX npenapartoB, BKJIIOYEHHbLIX B NepedyeHb XM3HEHHO
HEeObXOANMBIX M BaXKHEMLINX NNeKapCTBEHHbIX npenapaTtoB, U npomssop,meneﬂ NNeKapCTBEHHbIX npenapartoB, BKIMKOYEHHbIX B
nepe4yeHb XXN3HEHHO HEOBXOAMMbBIX U BaXKHENLLNX J1IeKapCTBEHHbIX Npenapartos,;
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2) dhaKTN4YecKyto OTNYCKHYIO LiEHY Ha flekapCTBEHHbIe npenapatbl B Poccuiickon degepaumu, LeHy BBO3a NIEKAapPCTBEHHbIX
npenapaTtoB B Poccuiickyto denepauuio, a Takke LEHbl Ha aHarornyHble neKapCTBEHHble Mpenaparbl, Haxogswuecs B
ob6paeHumn B Poccuickon ®eanepauny;

3) saTparbl NPOV3BOAMTENS NEKAPCTBEHHOIO Npenapara Ha NPoV3BOACTBO U peann3auunio NekapcTBeHHOro npenapara;

4) LEeHy Ha J'IeKapCTBeHHbIVI npenapart, ero uUeHy B CTpaHe npousBoguTernid U B CTpaHaX, B KOTOPbIX J'IeKapCTBeHHbIIZ
npenapart 3apermctpmnpoBaH un (VIJ'II/I) B KOTOpPbIE€ NOCTaBNIAETCA Npon3BoanNTENEM.

8. He O0nycKarTCd peanmn3auna N OTnycKk JieKapCTBEHHbIX npenapartoB, BKITIOYEHHbIX B Nepe4vYeHb XXN3HEHHO HeobxoaMMbIX
M BaXXHEWMLIMX NNeKapCTBEHHbIX npenapartoB, Ha KOTOpble nNpoun3BoOUTENAMU  JIEKapCTBEHHbIX MNpenapaTtoB He
3aperncTpmpoBaHa npeaenbHaa OTnyCKHaaA LUeHa, peann3auna npou3soguTendaMin nekapCTBEHHbIX npenapartoB No LeHam,
npesbillarowMM  3aperncTtpupoBaHHble UK nepeperncTpunpoBaHHblie npedenbHble OTNYCKHble LUeHbl Ha JneKapCTBEHHbIe
npenapartbl C y4eTOM HaJiora Ha ,ElOﬁaBﬂeHHyPO CTOMMOCTb.

9. OCcoBeHHOCTM rOCyaapCTBEHHONO PErynMpoBaHus npeaesbHbIX OTMYCKHbIX LEH MPOM3BOAUTENEN Ha JNEeKapCTBEHHbIE
npenapaTbl, BKITIOYEHHbIE B NEPEYEHb XXN3HEHHO HEODXOAUMbBIX Y BaXKHENLLMX NIEKApPCTBEHHbIX NpenapaToB, B 3aBUCUMOCTM OT
3KOHOMMYECKNX U (MNK) coumarnbHbIX KpUTEPUEB (M3MEHEHWE YCMOBUIN, NOpsAka U CTOMMOCTU NPOM3BOACTBA NIEKAPCTBEHHbIX
npenapaToB, MCMoNb30BaHWE HOBbLIX POpPM, METOOOB N CNOCOOOB FOCYAapPCTBEHHOIO PErynMpoBaHUS LEH Ha fleKapCTBEHHbIE
npenapatbl, B TOM YMC/leé Ha OCHOBE MexaHu3Ma pedepeHTHOro LeHoobpa3oBaHUs, U3MEHEHW nopsigka oKasaHus
MEAVLIMHCKOWA MOMOLLM, M3MEHEHUE KypCca WMHOCTPAHHOW BankTbl U WHbIe M3MEHEHUs) ycTaHaBnueawTcsa [MpaBUTENbLCTBOM
Poccuiickon depepaunn.

(YacTb B pepakumu, BBeAeHHOW B Aerictene denepanbHbiM 3akoHOM OT 8 MapTta 2022 rona N 46-93. - Cm. npenplayLLyo
peaakumio)

(CtaTtbsa B pegakumu, BBefeHHON B aencteue ¢ 7 noHsa 2019 roga ®enepanbHbiM 3akoHOM OT 6 mioHs 2019 rona N 134-
@3. - CM. npeabIayLyo peaakLmio)

KommeHTapun k ctatbe 61

CTATbA 62. FTOCYOAPCTBEHHbIV PEECTP NPEAENIbHbIX OTNYCKHbIX LLEH MPOU3BOAUTENEN HA
NEKAPCTBEHHbIE MPEMNAPATbI, BKIKOYEHHBLIE B NEPEYEHb XKU3HEHHO HEOBXOAUMBIX U
BAXHENLWIUX NEKAPCTBEHHbIX NMPENAPATOB

1. 3aperncTpupoBaHHble UNU NepeperncTpMpoBaHHbIE NpeaernbHble OTMYCKHbIE LieHbl MPON3BOAMTENEN Ha NeKapCTBEHHbIE
npenapaTtbl, BKIIOYEHHbIE B MNEpPeYeHb XXU3HEHHO HeOobOXOOQMMbIX U BaXKHEWLIMX NeKapCTBEHHbIX MpenapaToB, noanexar
BKIMOYEHNIO B TOCYAApPCTBEHHbIN peecTp NpeaerbHbIX OTMYCKHbIX LieH MPOW3BOAMTENEN Ha JfekapCTBEHHble npenaparsbl,
BKITHOYEHHbIE B NepeYeHb XN3HEHHO HEOOXOAMMbIX U BaXKHEMLLMX NEeKapCTBEHHbIX NpenapaTos.

(Yactb B pegakumu, BBeaeHHon B aencrtane ¢ 7 nioHa 2019 roga PenepanbHbiM 3akoHOM 0T 6 uioHa 2019 rona N 134-93.
- CM. npeaplayLyo peaakLmio)

2. locynapcTBeHHbIN peecTp npefenbHbIX OTNYCKHbIX LieH NPOM3BOAUTENEN Ha NeKapCTBEHHbIE Npenaparhbl, BKIOYEHHbIE
B MepeyeHb XM3HEHHO HEOOXOAMMBbIX W BaXKHEWLIMX NeKapCTBEHHbIX npenapaToB, codepxuT B cebe creayioLlyto
MHdOpMaLno:

1) HaumeHOBaHWe [epXaTtens WnuM Bnagenbla perucTpauMoHHOrO YOOCTOBEPEHWsl TNEeKapCTBEHHOro npenapara,
HaUMEeHOBaHMEe MNPOUN3BOANTENS JIEKAPCTBEHHOrO Mpenapara, CBeOeHWs O perncrpaumm gepxarens wnu Brnagenbua
PEervcTpaLmnoHHOro yA0CTOBEPEHMS NEKApPCTBEHHOIO npenapata, CBeAEHWUs O perncrpauumn npousBoauTens rnekapCTBEHHOMO
npenapaTta Ans MeOULUMHCKOTO MPUMEHEHUsI B KayecTBe HaroronnartenbliMka B CTpaHe perncrpauum (ansi poCCUMCKUX
HOPUANYECKMX NULL - MOEHTMAMKALNOHHBIA HOMep Hanoronnartenswmka (MHH), ans nHoCTpaHHbIX IOPUANYECKMX NULL - CTpaHa
perucTpauun, HaMMeHOBaHWEe PEerucTpupyroLlero opraHa, pPerucTpauuoHHbIM HOMEp, KoA HanoronnaTenblinka B CTpaHe
perncTpaumn (MHKoprnopaLmm) Unu ero aHanor), MeCTo HaxoXAeHUss MPOM3BOACTBEHHbIX MMOLLAA0K, YH4acTBYOLWMX B npoLecce
nNpon3BoACTBa NekapCTBEHHOrO Npenapara, ¢ ykasaHnem ctagum npouecca Npon3BOACTBa;

(MyHKkT B pegakumn, BBeaeHHon B aenctamne ¢ 1 aHeapsa 2018 roga PenepanbHbiM 3akoHoM OT 28 aekabps 2017 rona N
425-03. - CM. npeablayLLyI0 peaakLmio)

2) HaMMeHOBaHWe JleKapCTBEHHOro Mnpenaparta (MexayHapodHoe HenaTeHTOBaHHOe, WM TPYNNMPOBOYHOE, WIU
XMMUYECKOEe N TOProBoe HauMeHoBaHMs);

(MyHkT B pegakuun, BBegeHHon B gencteue ¢ 1 nons 2015 roga PenepansbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-
@3. - Cm. npeablayLyo peaakuuio)
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3) HOMep PerncTpaLMOHHOrO YAOCTOBEPEHNSA NEKapCTBEHHOMO Npenapara;

4) nekapcTtBeHHass ¢opmMa C yka3aHMeM [O03MPOBKM FNEeKapCTBEHHOrO Mnpenapata U ero KOnuyecTBa BO BTOPUYHON
(noTpebutenbCcKon) ynakoBke, a Takke KOMNNEKTHOCTb;

(MyHkT B pepakumu, BBeaeHHoM B Aencteure ¢ 1 nona 2015 roga ®enepanbHbiM 3akoHOM OT 22 nekabps 2014 rona N 429-
®3. - CM. mpeabIAyLLY0 PEAAKLIMIO)

5) 3apeructpupoBaHHas npegenbHas OTNyckHas LieHa Ha NeKkapCTBEHHBIN nNpenapar B pyonsix;
(MyHkT B pemakuuun, BBegeHHon B gencteue ¢ 1 mapta 2020 roga PenepanbHbiM 3akoHOM OT 27 aekabps 2019 rona N
475-03. - CM. peablayLLyI0 peaakLmio)

6) gata M HoMep npukasa YMONIHOMOYEHHOro doefdepanbHOro opraHa WCMOMHUTENbHOW BRacTM O rocygapCTBEHHOW
perucTpaumm unu nepeperncTpauum npegenbHom OTMYCKHOM LeHbl Ha NeKapCTBEHHLIN npenapar, BKIOYEHHbI B NepeveHb
XU3HEHHO HEOOXOAMMbIX N BaKHEMLLWX NEKAapCTBEHHbLIX NpenapaTos;

(MyHKT B pegakuun, BBeageHHon B aencteume ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-
D3; B pegakumun, BBeAeHHoW B aenctene ¢ 7 nioHa 2019 ropa PefepanbHbiM 3akoHOM OT 6 mioHa 2019 roga N 134-93. - Cwm.
nReabIAYLLYI0 peaaKLmio)

6_1) pata BCTYNNeHWss B CUIy MpuKasa YNonHOMOYEHHOro dhegepanbHOro opraHa WCNOMHUTENbHOW BnacTn o
rocyapCTBEHHOW perncrpauum wunv nepeperncrpauum npeaernbHON OTMYCKHOW LieHbl NPOM3BOAUTENSA Ha NeKapCTBEHHbIN
npenapart, BKIMOYEHHbIN B NEPEYEHb XXU3HEHHO HEODXOANMBIX N BXXHEWLLUNX NIeKapCTBEHHbIX NPenapartos;

(MyHKT gononHUTENBHO BKIOYEH ¢ 7 nioHsa 2019 roga PeneparnbHbiM 3akoHOM OT 6 nioHs 2019 roga N 134-93)

7) WTPUXOBOW KOA, HAHECEHHbIVA HAa BTOPUYHYIO (NOTPEBUTENBCKYI0) YNAaKOBKY NEeKapCTBEHHOTO Npenapara;
(MyHKT gononHUTeneHO BkMNtodeH ¢ 1 nonsa 2015 roga PenepanbHbiM 3akoHOM OT 22 nekadpa 2014 rona N 429-03)

8) Koa nekapcTBEHHOro npenapara Mo aHaTOMO-TepaneBTUYECKO-XMMUYECKON Kraccudumkaumm, pekoMeHOoBaHHON
BcemupHown opraHusaumen 3gpaBoOXpaHeHNs.
(MyHkT gononHuTensbHo BKMoYeH ¢ 1 nionsa 2015 roga ®enepanbHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-03)

3. MocymapcTBeHHas permcTpauust Unu nepeperucTpaums npefaenbHbIX OTMYCKHbIX LIeH Ha JNlekapCTBEHHble npenaparbl,
BKIMOYEHHbIE B MEepeYeHb XU3HEHHO HEOOXOAMMBIX W BaXXHEWMLLMX FeKapCTBEHHbIX MpenapaToB, BeeHWe rocyqapCTBEHHOMO
peecTpa npeaesbHbIX OTMYCKHbIX LEH NPOU3BOAMTENEN Ha NekapCTBEHHbIEe npenapaTtbl, BKOYEHHbIE B NEpPeYeHb XU3HEHHO
HeobXoOMMbIX M BaXXKHEWMLIMX FeKapCTBEHHbLIX MpenapaTtoB, OCYLLECTBMSTCA B nopsiake, ycTaHOBNEHHOM [1paBuTenscTBOM
Poccuickon ®eanepaumm.

(Yactb B pegakumu, BBeaeHHon B gencrtene ¢ 7 nioHa 2019 roga PenepanbHbiM 3akoHOM 0T 6 uioHa 2019 roga N 134-93.

- CM. npeablayLwyo penakLmio)

KommeHTapum k ctatbe 62

CTATbSA 63. YCTAHOBINEHUE OPFTAHAMW UCMNOJNTHUTEJNIbHON BIIACTU CYBBLEKTOB POCCUACKOW
OEOEPALIMN NPEOENbHLIX PABMEPOB OMNTOBbLIX HAOBABOK U NPEAEJIbHLIX PASMEPOB
PO3HUYHbLIX HAOBABOK K ®AKTUHECKUM OTMNMYCKHbIM LLEHAM, YCTAHOBIEHHbIM
NMPOU3BOOUTENAMU NEKAPCTBEHHbIX MPENMAPATOB, HA NEKAPCTBEHHbIE NMPEMNAPATDI,
BKIMIOYEHHbIE B NEPEYEHb XXU3HEHHO HEOBXOAUMbIX U BAXXHEULINX NEKAPCTBEHHbIX
NMPEMAPATOB

(HanmeHoBaHue B pegakumm, BBefeHHoM B Aencteure ¢ 1 mapta 2020 rona PenepanbHbiv 3akoHOM oT 27 aekabps 2019 rona
N 475-03. - CM. NpeAblAyLLYI0 PeAakLumio)

1. OpraHbl CnonHUTENbLHOW BriacTu cybbekToB Poccuiickon ®egepaunm yctaHaBnMBaoT nNpederbHble pa3Mepbl ONTOBbIX
HagbaBoK M npefenbHble pasMepbl PO3HWYHbIX HagbaBOK K (DakTUYECKUM OTNyCKHbIM LeHam (6e3 ydveTra Hanmora Ha
[o6aBreHHy CTOMMOCTb), YCTaHOBNEHHbLIM MPOU3BOAMTENAMU NEeKapCTBEHHbLIX NpenapaToB, Ha NekapcTBEHHbIE npenaparhl,
BKIMIOYEHHbIE B MepeyeHb XWU3HEHHO HeobXoOUMbIX W BaXHEWLWWX NeKapCTBEHHbIX MpenapartoB, B COOTBETCTBUMM C
YyTBEPXXAEHHON B nopsake, yctaHoeneHHoM [pasuTtensctBom Poccuiickon degepaumun, METOOUKON YCTaHOBNEHUS OopraHammu
ucnonHuTenbHon BractTn cybbekToB Poccuiickon depepaumm npefenbHbIX pasmMepoB ONTOBbIX HaAbaBoOK W npenenbHbIX
pasMepoB PO3HMYHBLIX HAOBaBOK K (DAKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM MNPOU3BOAUTENAMWU NEeKapCTBEHHbIX
npenapaToB, Ha neKapCTBEHHble npenaparbl, BKIMIOYEHHble B MepeyYeHb >KU3HEHHO HEeOoOXOAMMbBIX W BaXHEMNLIMX
nekapcTBEHHbIX npenapaTtoB. [NpoeKTbl pelleHnin opraHoB MCMNONMHUTENBHOW BriacTu cybbekToB Poccuinckon ®enepaumm ob
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YCTaHOBMNEHUUN U (UNWN) U3MEHEHUN NpefenbHbIX pasmMepoB ONTOBbLIX HAA0ABOK 1 NpefernbHbIX pa3MepoB PO3HUYHbBIX HagbaBok
K pakTMyeckuM OTMYCKHbIM LieHaM, YCTaHOBIEHHbIM MPOM3BOAUTENSAMU MEKapCTBEHHbIX MpenapaTtoB, Ha NeKapCTBEHHbIE
npenapatbl, BKIIOYEHHbIE B MNEpPeYeHb >XU3HEHHO HEeOoOXOOUMBbIX W BaXKHEWLMX NeKapCTBEHHbIX MpenapaToB, nognexar
COrMacoBaHNO C YMOMHOMOYEHHbIM edeparnbHbiM OpraHOM MWCMOMHUTENBHOW BNacTu, OCYLUECTBASOWMM (YHKUUM MO
NMPUHATUIO HOPMAaTVBHBLIX MPABOBbIX AKTOB M KOHTPOMIO 3a COONAeHVWeM 3akoHogaTenbCTBa B cdpepe rocyaapCTBEHHOTO
perynupoBaHus LeH (TapudoB) Ha ToBapbl (ycryru), B mopsgke, yctaHoBneHHom NpasutensctBom Poccuiickon ®egepauun.

(Yactb B pepakuuun, BBeeHHow B aerictBue PenepanbHbiM 3akoHoMm ot 13 uona 2015 roga N 241-93; B pegakuuu,
BBeOeHHow B gencteue ¢ 1 mapta 2020 roga ®enepanbHbiM 3akoHOM OT 27 aekabps 2019 rona N 475-93. - CM. npeablayLLyo
penakumio)

2. OpraHuzauuMm OMTOBOW TOPrOBMM JIEKAPCTBEHHBLIMWM CpeacTBaMK, anTevHble OpraHusauuun, WHAMBUAYanbHbIE
npegnpuvHUmareny, umerowmue nuUeH3nIo Ha dapmMaueBTUYeCcKylo AeATeNnbHOCTb, MeAMUUHCKME opraHu3auuu, uMeroLime
nvueHsnio Ha dapmaueBTUYeCKyo AeATenbHOCTb, U Ux obocobrneHHble nogpasgeneHusa (ambynatopuu, denbaluepckue u
denballepcko-akyLepckne nyHKTbl, LeHTpbl (oTaeneHust) obien BpadebHOM (CeMENHOW) NpaKTUKWM), pacrnofioXeHHble B
CenbCKNX HaceneHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHM3aumm, OCyLLEeCTBASIOT peanu3aumio ieKapCTBEHHbIX
npenapaToB, BKIIOYEHHbIX B MepeyeHb >XU3HEHHO HeoBXOAMMbIX U BaXKHEWLUMX NeKapCTBEHHbIX MpenapaTtoB, Mo LeHaM,
KoTOpble (POPMMPYIOTCA B COOTBETCTBUM C MOPSOKOM, YCTaHOBMEHHbIM [NpaButenbctBoM Poccuiickon ®egepaunmn, n ypoBeHb
KoTopbiX (6e3 yyeTa Hanora Ha Oo6aBneHHyt CTOMMOCTb) He OOMKeH NpeBbllaTb CyMMY (hakTU4YeCKOM OTMYCKHOW LieHbl,
YCTAHOBMNEHHOW  MPOM3BOAMTENEM  IEeKapCTBEHHOro Mnpenapata, He npeBblllalllend  3aperucTpMpoBaHHOM — Unn
nepeperucTpupoBaHHON NpeaenbHOW OTMYCKHOM LeHbl Npou3BoauTens (Ha gaty peanusauum nekapCTBEHHOro npenaparta
npousBogunTenem), U pasmepa onToBon HaabaBku 1 (Mnn) pasmepa PO3HUYHOW HaAbaBKK, HE NMPEBLILIAKLLINX COOTBETCTBEHHO
pasmepa npefensHon onToBOW Hagbasku u (Mnu) pasmepa npefernbsHON PO3HUYHOM HanbaBKW, YCTAHOBMEHHBIX B CyObekTe
Poccuickon ®enepaumu.

(YacTb B pemakumun, BBeaeHHow B gencteue ¢ 1 mapta 2020 roga ®enepanbHbiM 3akoHOM oT 27 fekabpsa 2019 rona N
475-®3. - CM. NpeablAyLLYI0 PeAakLmio)

3. OpraHbl ncnonHWTeNbHOM BracTn cyowektoB Poccuiickon ®Pegepauun pasmersatot B ceTu "UIHTepHeT" uHopmauumo o
3aperncTpmpoBaHHbIX MNpeaernbHbIX OTMAYCKHbIX LieHax npou3BoAUTENEen Ha nekapCTBeHHble npenaparbl, BKMOYEHHble B
nepeyYeHb XXM3HEHHO HEOOXOAMMbIX U BaXKHEWMLLNX NeKapCTBEHHbIX MpenapaTtoB, 00 yCTaHOBMEHHbLIX B cyObekTe Poccuinckomn
degepauun  npefenbHbIX  pasmepax oOMNTOBbIX HaabaBok M (Mnn) npedenbHbIX pa3Mepax pPO3HUYHbIX HaabaBok K
YCTaHOBMNEHHbIM MPOM3BOAUTENAMWN JEKAPCTBEHHbLIX MpenapatoB (akTU4YEeCKMM OTMYCKHbIM LieHaM Ha JleKapCTBEHHbIe
npenapaTbl, BKMOYEHHbIE B NepeYeHb XU3HEHHO HEOOXOANMBIX M BaXKHENLUMX NEKAPCTBEHHbIX NpenapaToB, a Takke O CymMme
3aperncTpmpoBaHHbIX NPeAenbHbIX OTNYCKHbIX LEeH NPOM3BOANTENEN Ha NEKapCTBEHHbIE NpenapaTbl, BKNIOYEHHbIE B NepeYeHb
XW3HEHHO HEOOXOAMMbBIX M BaKHEWLUMX NEKapCTBEHHbLIX NpenapaToB, YCTaHOBMEHHbLIX B cybbekTte Poccuiickon depepauun
npeaenbHbiX pa3mMepoB OMTOBLIX HagbaBoOK M npedernbHbIX Pa3MepoB PO3HUYHbLIX HagbaBOK M Hanora Ha go6aBreHHyro
ctommocTtb. MHopmauus, npegyCMOTpPEeHHasl HAaCTOALWEN YacTbio, AOMKHA HAXOAUTbLCA Takke B anTeYHbIX OpraHmM3auusix B
OOCTYNHOW ONsi BCEX 3aMHTEpPecOoBaHHbLIX NL, oopmMe 1 OBHOBNATLCS MO Mepe ee pa3MeLlEHUsi OpraHamn MCMONTHUTENbHOWM
BnacTtu cyobvektoB Poccuinckon degepauum B cetn "MIHTepHeT".

(YacTb B pemakumun, BBegeHHow B gencteue ¢ 1 mapta 2020 roga ®enepanbHbiM 3akoHOM OT 27 fekabpsa 2019 rona N
475-03. - CM. mpeablayLLY0 PEAAKLIMIO)

4. Yactb ytpatuna cuny ¢ 1 mapta 2020 ropga - ®enepanbHbit 3akoH OT 27 fekabpsa 2019 rona N 475-903. - Cwm.
npenblayLyo PeAAKLIMIO.

KommeHTapum k ctatbe 63
MABA 13. MOHUTOPUHI 9PPEKTUBHOCTU U BE3SOMNMACHOCTU NEKAPCTBEHHbIX MPEMNAPATOB,
HAXOOAWUXCA B OBPALLEHUN B POCCUNCKOW OEONEPALIUA

(HanmeHoBaHue B pegakumm, BBedeHHoN B Aenctaure ¢ 1 nonsa 2015 roga PenepanbHbiM 3akoHOM 0T 22 nekabpa 2014 rona N
429-®3. - CM. NpeablAyLLY0 PeAaKLmIo)
CTATbA 64. PAPMAKOHALO3O0P

1. JlekapcTBeHHble npenapaTbl, Haxogdwwmecs B obpaweHun B Poccuiickon Pepepauuu, noanexar MOHUTOPUHIY
apdekTMBHOCTM 1 BE30MacHOCTM B LENsX BbISIBIEHUS BO3MOXHbBIX HEraTMBHBIX MOCMNEACTBUA UX MNPUMEHEHUS,
WUHOMBUAYaANbHOW HENEPEeHOCMMOCTU, NMpeaynpexaeHnst MegUUUHCKUX paboTHMKOB, CneuManucToB B obrnactu BeTepurHapuy,
NauMeHTOB UMW BNaAenbLEB XUBOTHbIX U UX 3ALLMTbI OT MPUMEHEHNST TAKUX NIEKapCTBEHHbIX NpenapaTos.

(Yactb B pepakuun, BeegeHHon B aencteme ¢ 13 aBrycta 2019 roga ®eanepanbHbiM 3akoHoM oT 2 asrycta 2019 roaa N
297-93. - CM. NpeAblayLLy0 Penakumio)
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2. dapMakoHaa30p OCYLLECTBMAETCA COOTBETCTBYIOLUMM YMOTHOMOYEHHBIM (hefdepanbHbiM OpraHoM MCMONMHUTENBHOM
BMacTU B YCTAHOBIIEHHOM MM MOpPSiAKE MyTEM aHanvaa npegocTaBrsieMoil cyGbekTamm obpalleHns nekapCTBEeHHbIX CpeacTs
MHGOpMaLMM 0 NOBOYHLIX AENCTBUAX, HEXenaTerbHbIX peakuusix, Cepbe3HbIX HexenaTerbHbIX peakuusix, HenpeaBuaeHHbIX
HeXxenaTernbHbIX peakuusix MNpu NPUMEHEHWM FNeKapCTBEHHbIX npenapaTtoB, 006 WHAMBMAYanNbHOW HENepeHOCUMOCTH,
OTCYTCTBUMN 3(PEKTUBHOCTU NEKAPCTBEHHbIX MpenapaToB, a Takke 06 UHbIX hakTax U obCcToSTENBLCTBAX, NPEACTaBMSOLLNX
Yrposy WU3HW UNn 300POBbLI0 YenoBeka B0 KMBOTHOTO NMPU NPUMEHEHUN NEKapPCTBEHHbLIX NMPenapaToB U BbISIBNEHHbIX Ha BCeX
aTanax obpalleHns NnekapCcTBeHHbIX NpenapaTtoB B Poccuiickon Penepaummn n gpyrux rocygapcrseax.

3. CyObekTbl 0bOpalleHuNsi NeKkapCTBEHHbIX CPeacTB B MNOpsiAKe, YCTAHOBMEHHOM YMOMHOMOYEHHbIM (eaepasnbHbIM
OpraHoM WUCMONHUTENBbHOW BNacTu, 0bsidaHbl coobLaTth B YNONHOMOYEHHBIN heaeparnbHbIi opraH UCNOMHUTENBHOW BracTu O
NoBOOYHbIX OENCTBUSIX, HEXeNaTeNbHbIX Peakuusix, CEPbE3HbIX HeXernaTeNbHbIX peakumsax, HenpeaBuaeHHbIX HexenaTenbHbIX
peakuusix Mpu  MPUMEHEHUW TEKaApCTBEHHbIX MpenapaTtoB, 00 WHAMBMAOYarbHOW HENEepeHOCUMOCTW, OTCYTCTBUM
3 (PeKTUBHOCTM NEKapCTBEHHbIX NPenapaTtoB, a Takke 00 MHbIX pakTax u 0bCToATENBCTBAX, NPEACTaBMSAOLNX YIPO3Y XKU3HU
UNY 300POBbH YernoBeka NNOO XMBOTHOTO NPY NPUMMEHEHWW NEKapCTBEHHbIX MPenapaToB W BbISIBIIEHHbIX Ha BCEX 3Tanax
obpalleHns nekapcTBeHHbIX NpenapatoB B Poccuiickon depepauumn n gpyrnx rocygapcreax.

4. Oepxatenn unu Bnagenblbl PErMCTPALMOHHBIX YAOCTOBEPEHMUI NEKAPCTBEHHbLIX NMpenapaToBs, pUaNYeckue nuua, Ha
MMSi KOTOpbIX BbldaHbl pas3pelleHnss Ha MpOBEAEHME KMMHMYECKMX uccnegoBaHun B Poccuiickon degepaumm, nubo
YMNOSTHOMOYEHHbIE VMW APYrMe opugudeckMe nuua B pamkax obecneyveHuss ©e30MacHOCTM NeKapCTBEHHbLIX MpernapaTtoB B
nopsiake, YyCTaHOBIEHHOM COOTBETCTBYIOLLUMM YMONTHOMOYEHHbIM doedeparnbHbiM OpraHoOM MCMONHUTENLHOW BnacTun, 06s3aHbl
OCYLLECTBNATb NpueM, y4eT, obpaboTky, aHanu3 W XpaHeHue MNOCTynawwWmMx B WX agpec OT CyObekToB obpalleHusi
NeKapCTBEHHbIX CPeAcTB M OpPraHOB rocydapCTBEHHOW BMACTU COOBLLEHMI O NOBOYHbIX AENCTBUSIX, HEXENATENbHbIX peakUunsix,
Cepbe3HbIX HexxenaTernbHbIX U HenpeaBUAEHHbIX HeXernaTernbHbIX peakumsxX npyu NpuMeHeHnn NekapcTBEHHbIX NpenapaTos, 00
0COBEHHOCTSAX MX B3aMMOAENCTBUS C APYIMMM NeKapCTBEHHbIMKU nNpenapaTaMmy, UHAMBUAYaNbHOW HENEPEHOCUMOCTM, a Takke
06 uvHbIX hakTax M OOCTOATENLCTBAX, MPEACTABMSIOWMX Yrpo3y XM3HW UMW 300POBbI0 YeroBeka MO0 >XMBOTHOTO WU
BMMSIIOLLMX HA U3MEHEHUE OTHOLLEHUS OXXUAAEMOM MNOb3bl K BO3MOXHOMY PUCKY NMPUMEHEHMUS NEeKapCTBEHHbIX NpenapaTtoB.

5. Mpu BbISIBNEHUM MHOPMaLMM O CEPbE3HbIX HEeXenaTemnbHbIX Peakuusix 1 HenpeaBUAEeHHbIX HexenaTerbHbIX peakumsix
npu NPUMMEHEHUM NeEKapCTBEHHbIX nNpenapatoB, 06 OCOGEHHOCTAX MX B3aMMOLEWCTBUS C APYTMMU  NeKapCTBEHHbIMU
npenapaTaMmu, MHOMBUAYANbHOW HEMNEPEHOCUMOCTHU, a Takke 06 MHbIX hakTax U 06CTOATENLCTBAX, BIUSIOLWMNX HA U3MEHEHNe
OTHOLLEHUSI OXMAAEMON NONb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUsSI NeKapCTBEHHbIX Npenapartos, Aep)XaTenu unu ernagenbLbl
PErncTPaLMOHHLIX YAOCTOBEPEHUIA NEKAPCTBEHHBIX NMPENapaToB, PUANYECKME NULA, HA UMS KOTOPbIX BblaHbl paspeLleHust
Ha npoBefeHMe KNMHUYECKMX uccnenoBaHuii B Poccuiickont depepauun, nmbo ynonHOMOYEHHbIE MU Apyrie topuandeckme
nmua o6si3aHbl NPUHATL MepPbl, HANPaBnEHHbIE Ha YCTPaHEHWE HEraTMBHbLIX NOCNEACTBUIA NPUMEHEHUS TaKUX NEKaPCTBEHHbIX
npenapaTtoB, npeaynpexaeHve MpUYMHEHVs Bpeda >XU3HW WM 300POBbIO YerioBeka NGO KMBOTHOMO, 3aluMTy WX OT
NPUMEHEHMs1 Taknx NeKapCTBEHHbIX MpenapaToB, Ha AOMOMHUTENbHbIA cOOp AaHHbIX 06 3ddekTUBHOCTU U GesonacHOCTU
Takux NeKapCTBEHHbIX NMPenapaTos.

6. 3a HecoobLwieHne unu cokpbiTve MHOopMaLMK, NPeayCMOTPEHHON YacTbio 3 HaCToAUWler CTaTbu, AepXKaTenu unu
BrafenbLlbl PErMCTpaLUMOHHbIX YAOCTOBEPEHUI NEKApCTBEHHbIX NPenapartoB, pUAMYEcKMe nuua, Ha MMS KOTOPbIX BblAaHbI
paspeLleHns Ha MpoBeAEeHMEe KIUMHMYECKMX uccnegoBaHuin B Poccuiickon ®epepaunm, nnbo ynonHOMOYEHHbIE UMW Apyrue
topuanyeckue nuua, a Takke OOMMKHOCTHbIE N1La, KOTOPbIM 3Ta MHpopMaLust cTana U3BecTHa Nno poay Mx NpogeccmoHansHom
AeATENbHOCTW, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3akoHodaTenbcTBoM Poccuiickon ®egepaunm.

7. Mpy nonyyYyeHnn ynonHOMOYEHHLIM doeaepanbHbIM OpraHOM UCMOMHUTENBHOM BMAcTM B paMKax OCYLLIECTBIIEHUS UM
dapmakoHag3opa [okasaTenbCTB O HECOOTBETCTBUWM NEKAPCTBEHHOrO npenapata YCTaHOBMEHHbIM TpeboBaHMAM wmnun npu
nony4yeHnn WHgopMaunm O HEeCOOTBETCTBMM AaHHbIX 00 3PPEeKTMBHOCTM M O ©e30MacHOCTM NEeKapCTBEHHOrO npenapara
OaHHbIM O NeKapCTBEHHOM MpenapaTe, CoAePXalUMMCSl B MHCTPYKLMU MO €ro NpUMEHEHUI0 (B TOM YMCIE BbISIBIIEHHbIX B XOA4€E
OCyLLEeCTBNEeHNs papmMakoHaa30pa KOHTPOIbHO-HAA30PHBIMM  OpraHamMM  MHOCTPaHHbIX rOCyAapCTB), YMOMHOMOYEHHbI
denepanbHbI opraH UCMOMHUTENBHOW BracTM B YCTAHOBNEHHOM MM MOpsigke paccMaTpyBaeT BOMPOC O NPUOCTaHOBMEHUMU
NPUMEHEHNS TaKoro NiekapCTBEHHOIo npenapara.

(CtaTtbsa B pepakuun, BBegeHHon B gencteue ¢ 1 nonsa 2015 roga PenepanbHblM 3akoHoM OT 22 aekabpsa 2014 rona N
429-03. - CM. NpeabIAyLLYI0 PDEAAKLIMIO)

KommeHTapun k ctatbe 64

CTATbA 65. NIPUOCTAHOBJIEHUE MPUMEHEHUA IEKAPCTBEHHOIO MNMPEMNAPATA
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1. Mpy nonyYyeHUM WHGPOPMaUMM O HeXenaTemnbHbIX peakuusix Mpyu NPUMEHEHWM IEeKapCTBEHHOro npenaparta, He
yKasaHHbIX B WHCTPYKUMM MO NPUMEHEHMI0 JIeKapCTBEHHOro rpenaparta, CepbesHbiX HeXenaTenbHbIX peakuusix, 06
0COBEHHOCTSIX er0 B3aMMOLENCTBUS C APYTMMU NeKapCTBEHHbIMM NpenapaTtamu, KOTopble MOryT NPeacTaBnaTb Yrpo3y KU3HU
WUNM 300pOBbIO YerioBeka NMOO KMBOTHOMO, a Takke O HEeCOOTBETCTBUM AaHHbIX 006 addekTMBHOCTM M O 6Ge3onacHoCTu
rniekapCTBEHHOro npenapaTa AaHHbIM O fleKapCTBEHHOM MpenapaTte, CoAepXallMMCs B MHCTPYKLMW MO ero NPUMEHEHUIO, B TOM
yucrne OT YNONMHOMOYEHHBLIX OpraHOB WMHOCTPaHHbIX rocynapcTs, OBMEH KOTOpPOW OCYLUEeCTBMSIeTCA B COOTBETCTBUU C
cornalleHnsaMmn Mexay YNorHOMOYEHHbIM dbefepanbHbIM OpraHOM MCMOMHUTENBHOW BNacT U YNONHOMOYEHHBIMU OopraHamu
WMHOCTPaHHbIX FOCyaapcTB, YMOMHOMOYEHHbI (efepanbHblii opraH WCMOMHUTENbLHOW BRacTM paccMaTpyBaeT BOMPOC O
BO3MOXHOCTW  MPUOCTAHOBINEHUS oOOpalleHusi Takoro JIeKapCTBEHHOrO npenapata B MopsAke, YCTaHOBIEHHOM
YNOMHOMOYEHHbIM hefeparnbHbIM OpraHoM UCMONHUTENBHOW BRACTW.

2. Tlpy HeWCnoNMHeHWN WM HeHagnexawlem WCMNOMHEHUN OepXaTenamMu wunu  Bnagenbuamu  pPerncTpaumoHHbIX
YAOCTOBEPEHUI NEKAPCTBEHHbIX NpenapaToB, PUANYECKUMN NMLaMK, Ha MMSA KOTOPbIX BblAaHbl pa3peLleHns Ha npoeedeHne
KNUHUYECKMX uccnegoBaHun B Poccuinckon depepauun, UM YNOHOMOYEHHBIMU UMW OPYTUMW  IOPUAUYECKMMU NULLEAMU
0653aHHOCTEN, YyCTaHOBMNEHHbIX YacTamu 3 1 4 cTatbu 64 HacToguwero eaepanbHOro 3akoHa, nNMbo B cryyvasax npeacTraBneHus
COOTBETCTBYIOLLMM YMNONHOMOYEHHBIM (hefeparnbHbiM OpraHoOM MCMOMHUTENbHON BNACTU 3aKMYEHUsT O HELOCTOBEPHOCTM
pe3ynbTaToB KMMHMYECKOrO MCCRenoBaHWs NEKAPCTBEHHOro npenapara ans MeguLMHCKOro NpuMeHeHUsi, KOTOPOe OCHOBaHO
Ha pesynbratax NPOBEPKM MEOULMHCKOW OpraHvM3almmn, NpOBOAMBLLEN YKa3aHHOE KITMHUYECKOe UCCreqoBaHMe C HapyLeHNeEM
npaBun Hagnexawen KIMHUYECKOW MpPakTUKWA, M NPUBENO K MONyYeHW0 HEeLOCTOBEPHLIX pe3ynbraToB, NMbOO B criyvae
HEBLINOSIHEHMA MPeanUCaHns, BblAAHHOMO YMONTHOMOYEHHbIM dhegepanbHbiM OpPraHOM WCMOSMHUTENbHOW BMAcTM NO MUTOram
OCYLLECTBINEHNSA BbLIDOPOYHOrO KOHTPOMSl KayecTBa JIeKapCTBEHHOrO Mpenapara, YMNONHOMOYEHHbI denepanbHbI opraH
WCMONHUTENbHOM BacTM B YCTAHOBMIEHHOM MM MOpsigke paccMmaTpuBaeT BOMPOC O MPUOCTAHOBIEHUM MPUMEHEHUSI TaKOro
nekapcTBEHHOro npenapara.

3. YnonHomoueHHbIn dedepanbHbli  OpraH MCMAOMHUTENbHOW BracTM nNpuW  NpeacTaBneHMM emMy CBedeHun o
HEeCOOTBETCTBMM NPON3BOAUTENS NEKAPCTBEHHbIX CpeacTB TpeboBaHNSAM NpaBun Hagnexalen Npon3BoACTBEHHON NPAKTUKN U
(M) O HapylleHuUM NULEH3NOHHBIX TpeboBaHWI, KOTopble ObiNMM BbISBMEHbI B XOAE MNPOBEOEHUSI WHCMEKTUPOBAHUS
Npoun3BOANTENS FEKapCTBEHHbIX CPEACTB WM OCYLLEeCTBMNEHUS JULEH3MOHHOrO KOHTPOns B cdepe NpPOM3BOACTBA
NneKapCTBEHHbIX CPEeACTB U MpUMBENW MM MOTYT NPUBECTU K NPOM3BOACTBY fEKapCTBEHHbIX npenapaToB Ans MeOULUHCKOro
NPUMEHEHNS, MPUYUHUBLUMX UMW CMNOCOOHLIX MPUYMUHUTL BPEen >KU3HW UMW 300POBbH FpaXkdaH, paccMmaTpuBaeT BOMPOC O
NPWOCTaHOBNEHNN MPUMEHEHNS NIEKapCTBEHHbIX NpenapaToB AN MeanUMHCKOro NpUMeHeEHNs B YyCTAHOBIIEHHOM UM NOpsSaKe B
cnegyroLwmx cnydvasx:

1) coctaB 1 (MnK) TeEXHONOrNs NPOM3BOACTBA NIEKApCTBEHHOrO npenapara A8 MeAULMHCKOro NpUMEHeHns (C onucaHmem
CTaaui NPoOn3BOACTBA) OTNMYAKOTCS OT 3asiBNIEHHbLIX B PEMMCTPaLMOHHOM 4OCLE;

2) nekapCTBEHHbIN Mpenapar Ans MEeOMUMHCKOrO NPUMEHEHWst NMPOM3BEAEH Ha NPOM3BOACTBEHHOW nnowagke, He
yKa3aHHOW B permcTpaumoHHOM AOChHE;

3) y npousBoaMTENs NEKapCTBEHHbIX CPEACTB OTCYTCTBYIOT AOKYMEHTbI, MOATBEpPXAAtoLMe COOTBETCTBME KayecTBa
NeKapCTBEHHOro npenapata Ans  MeauUMHCKOro MNpPUMMEHEHUs, BBOAMMOIO B rpaxaaHckui ob6opoT, TpeboBaHusM,
YCTaHOBNEHHbLIM NPWU €ro rocygapCTBEHHON perncTpaumm;

4) npou3BoaMUTENEM FNEKapCTBEHHbIX CPEACTB B COMMacOBaHHbIA C COOTBETCTBYIOLUMM YMONMHOMOYEHHbIM heaeparnbHbIM
OpraHoM MCMOMHUTENBHOW BNacTM CPOK HE YCTPaHeHbl HapylleHus TpeboBaHUM NpaBun Haanexallenh Npon3BOACTBEHHOW
NpakTMKU u (A1) NULEH3NOHHbIX TpeboBaHWIi, KOoTopble ObiNMM BbISBMEHbI B XO4E€ MPOBEOEHUS WHCMEKTUPOBAHUS
Nnpou3BOAUTENS NEKAPCTBEHHbIX CPEACTB UMW  OCYLLECTBMEHUS FULEH3MOHHOTO KOHTponsd B cdepe npou3BoacTBa
neKkapCTBeHHbIX CPEeACTB U MpUBENW UMM MOFYT NPUBECTU K NPOM3BOACTBY fEKapCTBEHHbIX npenapaToB Ans MeOULUHCKOro
NPUMEHEHNs!, NPUYUHUBLLNX MM CMOCOOHLIX NPUYMHUTL BPe XN3HW UK 300POBLI0 rpaXdaH.

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

4. YNonHOMOYEHHbIM dheaepanbHbli OpraH MCMOMHUTENbHOW BNacTh MpU HanuuuMm y Hero cBedeHuii 0 HECOOTBETCTBUU
nNpoun3BoaNTENSA FeKapCTBEHHbIX cpeacTB TpeboBaHMAM NpaBun Haanexawen npousBOACTBEHHOM MpPakTUKM U (unun) o
HapyLWeHUN TNULEH3NOHHBLIX TpeboBaHWUn, KOTopble ObINM BbISIBMEHbI B X04€e NPOBEAEHUs MHCNEKTUPOBAHUS NPOU3BOAUTENS
NeKapCTBEHHbIX CPeaCTB UMM OCYLLECTBIEHNSA NIMLEH3MOHHOMO KOHTPONSA B cdhepe NMPOM3BOACTBA NEKapCTBEHHbLIX CPEACTB U
npvBeNn UNn MOryT NPMBECTM K NMPOM3BOACTBY NEKapCTBEHHLIX NpenapaToB Afs BETEPUHAPHONO NPUMEHEHMUS, MPUHUHUBLUNX
NI CNOCOBHBIX MPUYNHUTL BPEL KU3HU UK 340POBbLH0 XXMBOTHLIX, paCCMaTPMBAET BOMPOC O NPUOCTAHOBMEHWM peanu3auumn n
NPUMEHEHNST NEKapCTBEHHbIX MpenapaTtoB Afs BETEPMHAPHOrO MPUMEHEHUA B YCTAHOBMEHHOM MM MOPSIAKE B CRedyroLmnx
cny4vasix:

1) cocTaB 1 (MnK) TEXHONOrMA NPON3BOACTBA NIEKAPCTBEHHOrO nNpenapara Ansi BETEPUHAPHOIro NPUMEHEHUs (C onmcaHmem
CTaaui NPON3BOACTBA) OTNMYAOTCS OT 3asiBNIEHHLIX B PEMMCTPALMOHHOM LOCLE;

2) nexkapCTBEHHbI NpenapaTt Ans BEeTEpPUMHAPHOro NPUMEHEHUs NMPOou3BeOeH Ha MNPOM3BOACTBEHHOW Mrowagke, He
yKa3aHHOW B permcTpaumoHHOM AOChLE;
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3) y npousBoauTens neKapCTBEHHbIX CpPeacTB OTCYTCTBYIOT [OOKYMEHTbl, MOATBEp)KAalolmne COOTBETCTBME KayecTea
NeKkapcTBEHHOro npenapata AN BEeTEepUMHApPHOro MNPUMEHEHWUsl, BBOAMMOIO B rpakdaHCckuiA 006opoT, TpeboBaHusM,
YCTaHOBINEHHbIM MPU €ro rocygapCTBEHHON perncrTpawuu;

4) npou3BOAUTENEM NEKAPCTBEHHbIX CPEACTB B COMMAaCOBaHHbIA C COOTBETCTBYHOLUMM YMONMHOMOYEHHBIM heaeparnbHbIM
OpraHoM MCMOSMHUTENbHON BNacTM CPOK HE YCTPaHEHbl HapylleHus TpeboBaHUIM NpaBun Haanexallenh Mpon3BOACTBEHHOW
NpakTMKU U (AnM) JNULEH3NOHHbIX TpeboBaHWIi, KOoTopble ObiNMM BbISBMEHbI B XO4E MPOBEOEHUSI WHCMEKTUPOBAHUS
npou3BOANUTENS] NEKAPCTBEHHbIX CPEACTB WM OCYLLECTBMNEHUS JMLEH3MOHHOTO KOHTpons B cdepe npou3BOACTBa
NeKkapcTBEHHbIX CPeACTB M MPUBENN UM MOTYT MPUBECTM K NMPOM3BOACTBY JIEKAPCTBEHHLIX MpenapaTtoB AN BETEPUHAPHOIo
NPUMEHEHNS!, NPUYUHUBLLNX UM CMOCOOHLIX NPUYMHUTL BPE XU3HW UMK 300POBbLI0 XKUBOTHbIX.

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

C 1 anBapsa 2026 roga PenepanbHbiM 3akoHOM oT 27 aekabpsa 2019 roga N 475-03 (C M3MEHEHUAMW, BHECEHHBbIMU
®denepanbHbiM 3akoHOM OT 28 uioHa 2022 roaa N 204-93) ctatba 65 HacTodwero ®enepanbHOro 3akoHa GyaeT AononHeHa
yacTamu 5 1 6.

7. B nopsigke, npegycMOTPEHHOM YacTbio 4 HacTosWen CTaTtby, YNOTHOMOYEHHbIN defeparnbHbli opraH NCNOMHUTENBHON
BNacTU paccmaTpuBaeT BOMPOC O MPUOCTaHOBMEHWM peanusauum U MPUMEHEHWs NeKapCTBEHHOro npenapaTta Aans
BETEPUHAPHOrO MPUMEHEHUS B Cryyae BbISIBMEHWSI B rPaxdaHCKOM o0BOopoTe cepun neKkapCTBEHHOro mnpenapara Aans
BETEPMHAPHOIO MNPUMEHEHUS, OOKYMEHTbl M CBEOEeHUs O KOTOPOW, MNpedycMoTpeHHble 4Yactamu 1-3 u 6 crateum 52 2
HacToduwlero denepanbHOro 3akoHa, He npeAcTaBneHbl B YKasaHHbIA oOpraH, nuMbo cepunm UMMYHOBMOMOrM4ecKoro
neKkapcTBEHHOro npenapara Ang BETEPUMHAPHOIO MPUMEHEHWs, He MMEIOLEN paspeLleHns, nNpeayCMOTPEHHOro Yacteto 8
ctatbn 52 2 Hactosduwlero PepepanbHoro 3akoHa. B ykasaHHOM cnyvae ynornHOMOYEHHbI beaepanbHbin - opraH
UCMONHUTENbLHOMW BRacTM MpPUHUMAaET pelleHne O MPUOCTAHOBIIEHUN peanua3auum W MNPUMEHEHUs Takux cepuin [o
npencTaBneHns ykasaHHbIX JOKYMEHTOB U cBeAeHMIN NbBo A0 NonyyYeHus yKasaHHOro paspeLLeHust.

(YacTb gononHuTensbHO BkNtoYeHa ¢ 1 ceHTabpst 2023 roga PenepanbHbiM 3akoHoM OT 2 miona 2021 roaa N 317-93)

(Ctatbsa B pepakuun, BBeaeHHon B Aencteme ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM oT 22 Aekabpa 2014 rona N
429-03. - CM. NpeabIAyLLYI0 PDEAAKLIMIO)

KommeHTapum K ctatbe 65

CTATbA 66. UHPOPMALIUA O PE3YJNIBTATAX ®APMAKOHAI3OPA

YNONMHOMOYEHHbIN  dhedepanbHbli  OpraH  UCMOMHUTENbHOW  BriacTu, OCYLUEeCTBRsWMiA  dapMakoHaas3op, MO  ero
pesyrnbrataMm pasMeLlaeT Ha CBoeM oduumanbHoM canTe B cetu "HTepHeT" nHdopmaumio o:

1) BbIABJIEHNN HOBbIX NOATBEPXAOEHHbIX OaHHbIX O NOGOYHBIX AEUCTBUAX, HexenaTenbHbIX peakunax, cepbe3HblX
HeXenaTtenbHbIX peakunax, HenpeaBuaeHHbIX HeXenaTenbHbIX peakunax npu npuMmeHeHnm nekapCTtBeHHOoro npenapara, B TOM
4Yucrne BANSIOLWMNX HA OTHOLLEHME OXMOAEMOW NoSb3bl K BO3MOXXHOMY PUCKY NPpUMEHEHNA OaHHOIo NieKapCTBEHHOIO npenaparta;

2) MPUHATBIX PELUEHUAX O BHECEHWM WU3MEHEHWUA B WHCTPYKLMIO MO MPUMEHEHWIO JEeKapCTBEHHOro npenapaTa, o
NPWOCTAHOBNEHNN NMPUMEHEHMSA NEKAaPCTBEHHOIO npenapata, 06 M3bsaATMM M3 obpalleHns NekapCTBEHHOro npenapara unm o
BO306GHOBMNEHMM NPUMEHEHMWS NTEKAPCTBEHHOrO Npenapara.

(Ctatbs B pepakumu, BBegeHHon B gencteme ¢ 1 mapta 2020 roga PenepanbHbiM 3akoHoM oT 27 nekabps 2019 rona N
475-®3. - CM. mpeablayLLY0 PEAAKLIMIO)

KommeHTapun k ctatbe 66

MABA 14. UH®OPMALUA O NEKAPCTBEHHbIX NPEMAPATAX. CACTEMA MOHUTOPUHIA OBWXXEHUA
NEKAPCTBEHHbIX NMPENAPATOB And MEOULUMWHCKOIO NPUMEHEHUA

(HanmeHoBaHwve B pepakumu, BBegeHHon B aencteue ¢ 1 aHBapsi 2018 roga ®enepaneHbiM 3akoHoM OT 28 nekabpa 2017 rona
N 425-03. - CM. NpeAblAyLLYI0 PEAaKLIo)
CTATbA 67. UHOPOPMALUMA O NEKAPCTBEHHbIX MPENAPATAX. CUCTEMA MOHUTOPUWHIA ABUWXEHUA
JIEKAPCTBEHHbIX NPENAPATOB ONA MEOUMUMHCKOIO NPUMEHEHUA

(HanmeHoBaHwue B pegakumu, BBegeHHon B gencteue ¢ 1 aHBapsi 2018 roga ®enepaneHbiM 3akoHoM OT 28 nekabpsa 2017 rona
N 425-03. - CM. NpeAblAyLLYI0 PefakLumio)
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1. UHopmaums O nekapCTBEHHbIX npenapatax, OThycKkaeMblX MO peuenTy Ha NeKkapCTBEeHHbIN npenapat, AoShkHa
cofepxarbCsl TOMbKO B CMeuuanu3vMpoBaHHbIX W3OaHWUSX, MpeAHa3HavYeHHbIX Ans MeguuUMHCKUX, dapMaueBTUYECKMX
paboTHMKOB, cneuManucToB B obractu BeTepuHapuu. WHgopmaumss o nekapCTBEHHbIX Npenapartax Ans cneuuanucToB B
obnactu obpallleHns NekapCTBEHHbIX CPEACTB MOXET coAepXaTtbCs B MOHoOrpadusix, CrpaBOYHUKAX, HAYYHbIX CTaTbsiX, B
JOKragax Ha KoHrpeccax, KOH(bepeHUMsIX, CUMMNO3Wymax, Hay4HbIX COBETaX, a TaKKe B MHCTPYKLUUAX MO MPUMEHEHUIO
nekapcTBEHHbIX NpenapaTtoB.

(Yactb B pepgakuun, BeegeHHoun B aencteme ¢ 13 aBrycta 2019 roga ®eanepanbHbiM 3akoHoM oT 2 asrycta 2019 roaa N
297-03. - CM. NpeAblayLLY0 PenakLmio)

2. WHdopmauma o nekapcTBEHHbIX npenapaTtax, OoTnyCcKaeMblIX oes peuenTa Ha NeKapCTBEHHbIA Mpenapat, MOXeT
cogepxartbCa B ny6nvn<au.m9|x N o6bABNEHMAX cpencTe MacCcoBOM VIHdDOpMaLI,MVI, cneymnanm3npoBaHHbIX U obLWKnX neyaTHbIX
n3gaHunAax, UHCTPYKUMAX NO NPUMEHEHUIK0 JeKapCTBEeHHbIX npenapartoB, WHbIX WU3OaHUAX Cy6'beKTOB O6paLLl,eHWi|
NeKapCTBEHHbIX CpeacTB. PeknamHble MaTtepumanbl O nekKapCTBeHHOM npenapare, OoThnyckaeMoMm bes peuenta Ha
ﬂeKapCTBeHHblﬁ npenapart, 4OJIXHbl COOTBETCTBOBATb MHCTPYKLUUK MO NPUMEHEHUIO NTeKapCTBEHHOIO npenapara.

3. [onyckaeTcst ucrnonb3oBaHUe MobbIX MaTepuanbHbIX HOCUTENE, NO3BONSALWUX XPaHUTb, NepegaBaTe U UCNONb30BaTh
MHOPMAaLIMIO O NeKapCTBEHHbIX NpenapaTax 6e3 ee NckaxeHusl.

4. Ins uenen naeHtTudmKaumm ynakoBoK NeKapCcTBEHHbIX MpenaparoB AN MeaWLMHCKOro NpUMeEHeHUst Npou3BoanTenu
NeKapcTBEHHbIX CPeAcTB B MOpsiake, ycTaHoBneHHom [lpaButensctBom Poccuiickon degepaumm, HaAHOCAT Ha MNEPBUYHYIO
YMaKkoBKy (B OTHOLUEHWW FEKapCTBEHHbIX NpenapaToB ANA MeOULMHCKOrO MPUMMEHEHMWsl, ONsi KOTOpbIX He npefycMOoTpeHa
BTOPMYHAs YMaKkoBKa) M BTOPUYHYIO (MOTPEeOUTENbCKYK) YMaKOBKY IJEKApCTBEHHbIX MpenapaTtoB Ans  MeOULMHCKOro
npUMeHeHns cpeacTBa MAeHTUdUKaUMNM, 3a UCKMIOYEHUEM FfEKapCTBEHHbIX MpenapaToB And MeAUUMHCKOro npUMeHeHus,
NPOn3BOANMBLIX ANA MPOBEAEHUSA KMMHUYECKUX MCCneaoBaHUM, 3KCMopTa, feKkapCTBEHHbIX npenapaTtoB AN MeAULMHCKOro
npUMeHeHns, ykasdaHHblX B 4actax 5 u 8 crtatbum 13 HacToswero degepanbHOro 3akoHa, pagnodapmaueBTUYeCcKnX
neKkapCTBEHHbIX NpenapaToB, NUABOK MEeAULNHCKNX 1 ra30B MeAULIMHCKUX.

(Yacte gononnHutensHo BkntoveHa ¢ 1 miona 2020 roga PenepanbHbiM 3akoHoM oT 28 aekabpa 2017 roga N 425-93 (c
M3MEHEHNAMN BHeCEHHbIMM PenepanbHbiM 3akoHOM OT 28 Hosabpsa 2018 roga N 449-03, depepanbHbiM 3akoHOM OT 27
aekabpsa 2019 rona N 462-93))

C 1 anpensa 2024 roga roga PenepanbHbiM 3akoHoM OT 4 asrycTta 2023 roga N 428-03 B yacTb 4 HacTosILLEN CTaTby
OyayT BHECEHbI UBMEHEHMS

5. Xapaktepuctnkn cpeactsa uaeHTuduMKauumn, nopsaok €ro HaHeceHust n TpeboBaHWs K CTpykType u dopmary
MHopMaLMK, KOTOPYIO COOEPXKUT CPEACTBO naeHTndmkauumn, onpegenstortcst NpasmtensctBom Poccunckon ®enepaumm.

(YacTb gononHuTensHO BkntoveHa ¢ 1 aHBapsa 2018 roga PeneparnbHbiM 3akoHOM OT 28 nekabpa 2017 rona N 425-03)

6. lNopsimok co3gaHus, pasBuTMSA, BBOOA B IKCMMyaTauuioo, 3KCMfyaTauMv W BbiBOAA W3 3KCMnyatauum CUCTEMbI
MOHWUTOPVHIa [BWXEHUS NeKapCTBEHHbIX MpenapaToB Ans MEOUUUHCKOTO MpPUMEHEHUs, MOopsaoK NpefoCTaBeHus
WHOopMaunn, codepxallencs B CUCTEME MOHUTOPUHIA [AOBWXEHUSI JeKapCTBEHHbIX npenapaToB AnS MeAULMHCKOro
NpUMEHeHWs, N NOPSAOK B3aMMOAENCTBUSA YKa3daHHOW CUCTEMbl C UHBIMU roCy4apCTBEHHbIMU MHOPMAaLMOHHBIMW CUCTEMaMU
N MHPOPMALMOHHBIMU CUCTEMAMU OPUAMYECKUX NUL, U UHOUBMAYANbHbLIX NpeanpuHUMaTenen, ykasaHHbix B Yactax 7 n 10
HacTodllen cTtatbW, ycTaHaenueatTca [lpaButensctBom Poccuiickon ®egepaunmn. Onepatopamy CUCTEMbI MOHUTOPUHra
OBWXEHUS NeKapCTBEHHbIX MpenapaToB AN MeAMLMHCKOro NpYMeEHeHUs ABRSTCA dedeparnbHbIi opraH MCMOSTHUTENbHOWM
BNacTu n (unu) opraHnsaums, ynoriHomo4yeHHole MNpasmTtensctBom Poccuickon ®epepaumm.

(Yactb gononHuTensHO BKNtodeHa ¢ 1 aHBaps 2018 roga ®enepansHbiM 3akoHoM OT 28 aekabpa 2017 rona N 425-03)

7. KOpugnyeckne nuua M MHOMBUAYanbHble NPEAnpPUHMMATENN, OCYLLECTBRSIOWME NPON3BOACTBO, XpaHeHue, BBO3 B
Poccuiickyto depepaunto, OTnyck, peanusauuio, nepegady, NpUMEHEHNE U YHUYTOXEHWE FlekapCTBEHHbIX NpenapaToB Anis
MeAMLIMHCKOro MpUMeHeHusl, obecnevmBaloT B NOpsiAke M B cocTaBe, KOTOpble ycTaHoBeHbl [paButensctBoM Poccuiickon
degepauun ¢ y4eToM BUAa OCYLLECTBMSIEMON UMW OEATENBHOCTM, BHECEHME MHGOPMALIMK O NeKapCTBEHHbIX NpenapaTax ans
MEeANLIMHCKOIo NMPUMEHEHUS B CUCTEMY MOHUTOPUHIa OBWKEHNSI NTEKapCTBEHHbIX NpenapaToB AN MeAMUUHCKOro NPUMEHEHWS.

(Yactb gononnHutenbHo BkNtoveHa ¢ 1 miona 2020 roga PenepanbHbiM 3akoHOM oT 28 aekabpsa 2017 roga N 425-93 (c
N3MEHEHNsIMN BHECEHHbIMN DeaepanbHbiM 3akoHOM OT 27 aekabpa 2019 roaa N 462-93))
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7_1. llekapcTBeHHble npenapaTtbl AN MEeQULMHCKOrO NMPUMEHEHMUS1, NpeaHasHavYeHHble ans obecnevyeHns nuu, 60nbHbIX
remocpunmnen, MyKOBMCLUMAO30M, runodusapHbiM HaHU3MOM, OonesHbio [ouwe, 3rnoka4YecTBEHHbIMW HOBOOOPa30BaHUSMU
nMMdONOHON, KPOBETBOPHOM M POACTBEHHLIX UM TKaHeW, pacCcesiHHbIM CKIepo30M, MWL, MOCMe TpaHCniaHTauumM opraHoB n
(vnn) TkaHewn, npomsBeneHHble 0o 31 gekabps 2019 roga, a Takke MHbIE NMEKApCTBEHHbIE Npenaparbl Ans MeguuUHCKOro
npumeHeHus, npoussegeHHole Ao 1 mona 2020 roga, nognexar XpaHeHuto, nepeBo3Ke, OTMNYCKY, peanus3auuu, nepegade,
NpUMeHeHVI0 0e3 HaHeceHus CpeacTB MAEHTUMUKALMM [0 UCTEYEHUs] Cpoka KX rogHoctu. [NpaButensctBo Poccunckon
depepauun BNpaBe yCTaHOBUTbL OCODEHHOCTM BBOAA B MPaXKAaHCKMIA 000POT NEKapCTBEHHBIX NpenapaToB A4S MeauLUHCKOro
npumeHeHnsi, NnponsBeaeHHblx B nepuog ¢ 1 uonsa 2020 roga no 1 oktsa6psa 2020 roga. B uensix BBoga B rpaxaaHckuii obopoT
nekapcTBeHHble npenapatbl ANS  MeOULWHCKOTO  MPUMEHEHUS, 3a  UCKMIOYMEHWEM  JIeKapCTBEHHbLIX Mpenapartos,
npegHasHa4veHHbIX anst obecneyenHus nuu, 6onbHbIX reModunmuen, MyKoBUCUMO030M, rMnodu3apHbiM HaHU3MOM, B0nesHbro
lowe, 3nokayecTBEHHbIMU HOBOOOpa3oBaHMAMU NMMAONOHON, KPOBETBOPHOW WM POACTBEHHbLIX MM TKaHEW, pacCesiHHbIM
CKMepos3oMm, nuL, nocre TpaHChnaHTauum opraHoB U (Mnu) TKaHew, NpousBedeHHble 3a npegenamu Tepputopun Poccuiickomn
depepauun go 1 oktabpa 2020 roga, moryT GbITh BBe3eHbl B Poccuickyto depepaunto o 1 aHeaps 2021 roga B nopsiake,
ycTaHoBneHHoM [NpasutensctBoM Poccuiickon ®egepaunmn, 6€3 HaHeCeHUst cpeacTB naeHTudmKauun.

(Yactb gononHuTenbHO BKNtoYeHa ¢ 29 Hoabpa 2019 roga PenepanbHbiM 3akoHOM OT 28 HosA6ps 2018 roga N 449-93; B
pedakuuu, BBe[ileHHOW B AecTBue ¢ 28 nekabpsa 2019 rona PenepanbHbiM 3akoHoM ot 27 aekabpsa 2019 rona N 462-03; B
pefakumu, BBegeHHou B genctBue ®PenepanbHbiM 3akoHom oT 13 wmona 2020 ropa N 206-93, pacnpocTpaHsieTcs Ha
npaBoOOTHOLWEHWMS, BO3HUMKLWIME ¢ 1 utona 2020 roga. - CM. npeabiayLLyo peaakLmio)

8. Opranusaumst "HHOPMAaLMOHHOIO B3aMMOAENCTBUS CUCTEMbI MOHUTOPUHIA OBUXKEHMS NEKAapPCTBEHHbLIX NpenapaToB 4SS
MEOVLMNHCKOTO MPUMEHEHUSI C MHbIMU FOCYO4APCTBEHHBIMW MHEAOPMALMOHHBIMU CUCTEMaMK obecneynmBaeTca B TOM 4ucre
nocpeacTBOM MHAPACTPYKTYpbl, obecnednBatowlern MHPOPMaALMOHHO-TEXHONOMMYECKOe B3anMogencTene MHGOPMaLMOHHbIX
cucTeM, MCNonb3yemMblX Onsi NPEAOCTaBNEHNS TOCYA4apCTBEHHbLIX U MyHULMMNANbHbBIX YCIYr U UCMONTHEHUS TOCYAapCTBEHHbLIX U
MyHULUMNAanNbHbIX YHKUWA B SNEKTPOHHOM dhopMe.

(YacTb gononHuTensHO BkNtoveHa ¢ 1 aHBapsa 2018 roga PeneparnbHbiM 3akoHOM OT 28 nekabpa 2017 rona N 425-93)

9. VMIHdbopMaums, cogepxallasica B CUCTEME MOHWUTOPUHra OBWMXXEHMSI NEeKAPCTBEHHbIX NpenapaTtoB Ansi MeAMLMHCKOro
NpUMeHeHWs!, SBNAETCA MHOPMaLnen orpaHMYeHHOro AocTyna B COOTBETCTBUM CO cTatben 9 denepanbHOro 3akoHa oT 27
utonsa 2006 rona N 149-93 "O6 mHhopmMaLmm, MHOORMALIMOHHbLIX TEXHOMOIMAX U O 3alimte uHdopMaLuun”, 3a UCKIYEeHNEM
WMHopMaLMK, HedonycCTUMOCTb OrpaHMYeHUs [OOCTyna K KOTOPOW YCTaHoBreHa dedepanbHbIMU 3akoHaMu, a Takke
MHdopMauun, oTHeceHHou MpaeuTtenbctBom Poccunckon degepaumm B COOTBETCTBUM € HAacTosAWwMM PegeparnbHbiM 3aKOHOM K
obwenoctynHon uHpopmauun. O6wenocTynHas WHdoOpMauuMsa, cogepxallascs B CUCTEME MOHUTOPWUHra OBWXKEHUS
NeKapCTBEHHbIX MpenapaTtoB ANs MEeAUUMHCKOro NpUMEHEHWs, pasmellaeTcs B WH(OPMaLMOHHO-TENEKOMMYHUKALMOHHOW
cetn "MHTepHeT" (B TOM uucne B opme OTKPbITbIX AaHHbLIX) B nopsaake, yctaHoBneHHoM [lpaButensctBoM Poccuiickon
depepauyuu.

(Mactb gononHuTtensHo BkntodeHa ¢ 1 siHBaps 2018 roga PeaepanbHbiM 3akoHoM OT 28 nekabpa 2017 rona N 425-93; B
penakumu, BBegeHHon B gencteue ¢ 15 asrycta 2023 roga ®enepanbHbiv 3akoHoM OT 4 aerycta 2023 roga N 474-93. - Cwm.
NReAbIAYLLYI0 pefaKLmio)

9 1. [Joctyn K nHMopmaumn, cogepkallencss B CUCTEME MOHUTOPUHra ABWKEHUS NeKapCTBEHHbIX npenapaToB And
MEOVUMNHCKOrO MPUMEHEHUs1, obecneynmBaeTcs onepaTtopomM CUCTEMblI MOHUTOPUHIa ABWXKEHUS NIEKApPCTBEHHbLIX MpenapartoB
ONs MeauUUHCKOro NpUMeEHeHnsa B nopsigke, yctaHoBrneHHom [NpasutensctBom Poccuiickon depepaumn, B COOTBETCTBUM C
3akoHogatenscTBom Poccunckon ®eaepaumm o6 nMHdpopmaumm, MHPOPMALMOHHBLIX TEXHOMOMMAX M O 3almTe UMHdopmMaumu,
3akoHogaTtenbcTBoM Poccuiickon degepauumn o rocygapcTBeHHOW TalHe, 3akoHodatenbctBoM Poccuiickon depepaumm o
KOMMEpPYECKOMN U MHOW OXpaHAEMOWN 3aKOHOM TaHE U C YY4EeTOM MNOMOXeHUN HacTosLen ctaTbu. NpaButensctBo Poccumnckon
denepauun BnpaBe yCTaHaBNMBaTb NepevYeHb NEKApCTBEHHbIX NpenapaToB AN MEeOUUMHCKOrO NMpUMEHEHMs 1 (unu) rpynn
nekapcTBEHHbIX NpenapaTtoB AN MeOULMHCKOrO NPUMEHEHUS U OCOOEHHOCTU JOCTYNa K MHPOPMAaLIMUN O TaKUX NEKAPCTBEHHbIX
npenapatax, coAepxawencs B CUCTEME MOHUTOPMHIa [OBMXEHUS TNEKapCTBEHHbIX MpenapaToB Ans MeguuMHCKOro
NPUMEHEHNS.

(Yactb gononHuTensHO BKNtoveHa ¢ 15 asrycta 2023 roga ®enepanbHbiM 3akoHoM OT 4 asrycta 2023 rona N 474-93)

9 2. lMNonb3oBaTenu CUCTEMbl MOHUTOPWUHIa [ABWXEHUSI NEKAPCTBEHHbLIX NpPenapaTtoB Afs MEAULMHCKOro MpUMEHeHUs!
obnagatoT npaBoM 4OCTyna K MHpopMauun, CoaepKallencs B CUCTEME MOHUTOPUHIA ABWKEHUS NIeKapCTBEHHbIX NpenapaToB
AN MeaMLUMHCKOro NMPUMEHEHUS, C Y4ETOM OrpaHWYeHnin AOCTyNa K ykazaHHOW MHGopMaLmmn 1 ee nocneaytowen obpadotke,
YCTaHOBMNEHHbIX HacTosAWwmnm PeaeparnbHbiM 3aKOHOM U MHBIMW HOPMAaTUBHBIMM NPaBoOBbIMK akTaMu Poccuiickon degepauuu.

(Yactb gononHuTenbHO BKNtodeHa ¢ 15 aBrycta 2023 roga ®enepanbHbiv 3akoHoM OT 4 aBrycta 2023 rona N 474-93)

9 3. depepanbHble OpraHbl WUCMOMHUTENBHOM BracTM W OpraHbl UCMOMHUTENbHOW BRacTn cybbekToB Poccumnckon
depepauun B uensx, onpenenenHoix lNMpasutensctBoMm Poccuiickon depepaumm, MMeKOT npaBo AoCTyna K uHdopmMaumm o
cybbekTax obpalleHuss nekapcTBEHHbIX CPEACTB, O eKapCTBEHHbIX npenapatax M o6 obopoTe Takux IeKapCTBEHHbIX
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npenapaToB, HeOOXOAMMOWN AN BbIMOMHEHUS 3afay M OCyLLeCTBNeHMs (PyHKLMIA, BO3NOXEHHbIX Ha deneparnbHble OpraHbl
WCMONHUTENbHOM BNacTM W oOpraHbl WUCMNOMHUTENBHOW Bnactn cybobekToB Poccurckon ®degepaumm, CTaTUCTUHECKON
MHopMaLMM O NeKapCTBEHHbIX Npenapatax M o6 ux obopoTe, a Takke k obuieaoctynHonm mHdopmauuun. CoctaB 3TOM
WHopMaLMM onpeaenseTcs cornalleHnsaMm 06 MHPOPMaLMOHHOM B3aMMOLENCTBUM, 3aKITHOYEHHLIMU ONEPaTOPOM CUCTEMbI
MOHWUTOPVHIa [OBWXEHUS] JEeKapCTBEHHbIX MpenapaToB Ansi MEeAWLMHCKOro MpUMEHeHUst ¢ denepanbHbIMU  OpraHamu
WCTONMHUTENBHOW BMAacTM WAM opraHaMu WCMONHWUTENbHOW Bractn cybbektoB Poccunckonn depepaumm mn denepanbHbiM
OpPraHoOM MCMOMHUTENBHOWM BMACTU, OCYLLECTBASIOWMM (PyHKUMM Mo BbipaboTKe 1 peanusaummn rocyaapCTBEHHOW MONUTUKA U
HOPMaTMBHO-NPABOBOMY PErynMpoBaHuIO B cdhepe 30paBOOXPaHEeHNS.
(Yactb gononHuTensHO BKNtodeHa ¢ 15 asrycta 2023 roga ®enepanbHbiM 3akoHoM OT 4 asrycta 2023 rona N 474-93)

9 4. CybObekT o0OpalleHus nekapCTBEHHbIX CpeacTB MMEEeT npaBo AocTyna K MWHdopmaumm 06 onepaumsx ¢
nekapcTBEHHbIMU NpenapaTtamu Ans MEAULMHCKOrO NMPUMEHEHUS, COBEPLUEHHbIX 3TUM CyObEKTOM obpalleHnss NekapCTBEHHbIX
CcpencTs, a Takke K obLe0CTyNnHOW MHpopMaumn.

(YacTb gononHuTensbHO BkNtoveHa ¢ 15 aBrycta 2023 roga PenepanbHbiv 3akoHOM oT 4 aBrycta 2023 rona N 474-03)

9 5. Onepatop cucTeMbl MOHUTOPMHIA OBWXEHUS NTEKAPCTBEHHbIX NpenapaToB Anst MEAWULMHCKOro NpMMeHeHus obnagaet
npaBoM [OCTyMNa K MHopMauun, coaepxalleincss B CUCTEME MOHUTOPUHrA ABWXKEHUS JIEKapCTBEHHLIX NpenapaTtoB Ansi
MeANLIMHCKOro NpUMEHEHUS, BKoYas MHOPMaLMI0 OrpaHMYeHHOro JOCTyNa, C BO3MOXHOCTbLIO ee 06paboTku, B TOM YnCe ee
npenocTaBneHnst U pacnpocTpaHeHusl, obecrnedeHnss OocTyna K Hel W oKasaHus YCrnyr C ee MCnosfib3oBaHMEM (danee -
obpaboTka).

(Yactb gononHuTensHO BKNtodeHa ¢ 15 aBrycta 2023 roga PenepansHbiv 3akoHoM OT 4 asrycta 2023 rona N 474-93)

9 6. Onepatop CUCTEMbI MOHUTOPMHIa OBWKEHWUSI NleKapCTBEHHbIX NpenapaToB AN MeAWLMHCKOro NPUMEHEHUs MOXET
ocylecTBnATb 06paboTKy MHGOpMaUUM OrpaHUYEeHHOro AOCTyna, codepXallencss B CUCTEME MOHWUTOPWHra [ABWXKEHUS
nekapcTBeHHbIX npenapaToB ANs MeOUUMHCKOTO MPUMEHEHUs, npu ycrnoBuum obsA3aTenbHOro o06e3nuuMBaHus  Takow
WHOpMaLMM B COOTBETCTBMU C YyTBEPXAaeMbiMy defepanbHbiM OpraHOM WCMOMHUTENBHOW BNAcTW, OCYLLECTBASIOLMM
YHKLMKM MO BbIpaboTke M peanu3auun rocygapCTBEHHOW MOMUTUKM M HOPMAaTUBHO-NPABOBOMY PErynvpoBaHuio B cdepe
30paBOOXpPaHEHMs, MO COrnacoBaHuio ¢ degepanbHbIM OpraHoM MCMOMHUTENBHOM BMAaCTU, OCYLUECTBASOWMM (PYHKLMU MO
KOHTPOSO U Haa3opy B cepe MHPOPMAaLMOHHbBIX TEXHOMOMMIA U CBA3U, U dhegepanbHbiM OpraHOM UCMONHUTENbLHOW BNacTu B
obnactu obecneyeHuss Ges3onacHOCTU TpeboBaHUSMM K OOe3NMuUMBaHWIO TakonW MHOpPMaLuM 1M MeTogamu 06esnuuvMBaHus
Takon mHdopmauun. ObesnuyeHHas MHGOpMaLMs, NofyYyeHHas B pe3ynbrare yka3aHHoW o0paboTkuM M copepXkaliascst B
CUCTEME MOHUTOPUHIra ABWXEHMUSI NEKApCTBEHHbIX NpenapaTtoB AN MEeOWLMHCKOro NMPUMEHEHUs, SIBNSIeTCsl MHAOopMaLmen
orpaHu4eHHoro goctyna. O6esnmyeHHast MHopmaLms, JOCTYN K KOTOPOW Obin obecneyeH onepaTtopom CUCTEMbI MOHUTOPUHTA
OBWKEHUS NEKapCTBEHHbIX MpenapaTtoB AN MeAULIMHCKOrO MPUMMEHEHUSI B LENsSX OKasaHWsi YCNyr ¢ ee MCNofb30BaHUEM,
NOANEXUT XPaHEHUIO B CUCTEME MOHUTOPUHIA OBWKEHWUSI NEKapCTBEHHbLIX NMpenapaToB AN MEOULMHCKOTO NPUMEHEHUS He
MeHee NSATU NEeT C Aatbl NpegocTaBfeHusl AocTyna K 00e3nuMyeHHOW MHopmauuM, U Ha Hee He pacrnpoCcTpaHsaTCS
TpeboBaHMs K MHGOPMALIMN OrpaHNYEHHOTO JOCTYNA, YCTAHOBINIEHHbIE HACTOSILLEN CTaTbeNn.

(Yactb gononHuTensHO BKNtodeHa ¢ 15 asrycta 2023 roga ®enepanbHbiv 3akoHoM OT 4 asrycta 2023 rona N 474-93)

9 7. Onepatop CUCTEMbI MOHUTOPMHIA OBWKEHUSI NIEKapCTBEHHbIX NPenapaToB AN MeAULMHCKOro NPUMEHEHUSI MOXET
oCyLlecTBNATbL 00paboTKy MHopMauuM OrpaHUYeHHOro AOCTyna, copepkalencss B CUCTEME MOHWUTOPWUHIa ABWXKEHUS
neKkapcTBEHHbIX NpenapaToB AN MEAULMHCKOrO NPUMEHEHUS, NOSTy4YeHHON OT cyObekTa obpalleHnst fiekapCTBEHHbIX CPEACTB,
3aperMcTpUpoBaHHOIO B CUCTEME MOHWUTOPMHIa ABWXKEHMWSI NIEKapCTBEHHbIX NpenapaToB Afs MeOWLMHCKOro MpUMEHEHUs n
npeacTaBMBLLENO B HEE CBeAEHUs, B MHTEpecax M Mno nopy4YeHuto Takoro cybbekta obpalleHnst ekapcTBeHHbIX cpeacTs 6es
06e3n1M4MBaHusl MHpopMaLUmM orpaHUYeHHOro gocTyna.

(Yactb gononHuTenbHO BKNtodeHa ¢ 15 aBrycta 2023 roga ®enepansHbiv 3akoHoM OT 4 aBrycta 2023 rona N 474-93)

9 8. Onepartop CUCTEMbI MOHUTOPWUHIa ABMXEHUS NEKAPCTBEHHbIX NpenapaTtoB Ansi MeAMUMHCKOro NpUMEHEHUs1 BNpaBe
oKasblBaTb Ha HEOWCKPUMMHALMOHHOW OCHOBE YCMyrM C WCMONb30BaHWEM O0e3nMyeHHOW WHGOpMaLMK, COAepXallencs B
CUCTEME MOHWUTOPWHIa [OBWXEHWUsI NEeKapCTBEHHbIX MpenapaTtoB AN MeOWMLUMHCKOro NpuMeHeHusi, cybbektam obpalleHus
NEeKapCTBEHHbIX CPEACTB, MOPSAOK WU CTOMMOCTb OKa3aHWsi KOTOPbIX OMpedensitoTcsl onepaTtopoM CUCTEMbI MOHUTOPUHra
OBWKEHUS NEeKapCTBEHHbIX MpenapaTtoB A1 MEeQUUUHCKOrO NMPUMEHEHMWS!, C YY4ETOM OrpaHuMYeHuin goctyna K obes3nnyeHHom
MHOpMaLMK, YCTAHOBIEHHbIX HACTOALLEN cTaTbel. YKasaHHble MOpsAoK M CTOMMOCTb OKasaHUs TakuMx YCryr pasmeLllaroTcs
onepaTtopoM CUCTEMbI MOHUTOPUHIA OBWKEHUSI JNIEKapCTBEHHLIX MpenapatoB AN MEAWLUMHCKOro MNPUMEHEHWs Ha canTte
CUCTEMbI MOHUTOPMHIa [OBWKEHWS JEeKapCTBEHHbIX nNpenapaToB A1 MEeAUUMHCKOro MNPUMEHeHWss B MHEOPMaLMOHHO-
TENEKOMMYHMKAUNOHHOW ceTn "VIHTepHEeT" 1 nognexaT KOHTPONo B COOTBETCTBUM C @aHTUMOHOMOSbHBIM 3aKOHOA4ATENbCTBOM
Poccunckon depepaummn. YkasaHHble NOPSAOOK M CTOUMOCTb OKa3aHWA TakMX yCnyr AOMXKHbl ObiTb eAnHbIMKM ONs BCEX Nuu,
obpaLlatoLmxca 3a okazaHMeM ycrnyrm B OTHOLIEHUU OAMHAKOBbIX BuAa, obbema u coctaBa npegocTaBnsemMon nHdopmaumm.
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Cybbektam obpalleHuss nekapCTBEeHHbIX CPedcTB 3anpellaeTtcsl npedocTaBnsTb W pacnpocTpaHsaTb WMHopMaumio,
MOSyYEHHYI0 B COOTBETCTBUM C HACTOSILLEN YaCTbio.
(YacTb pononHuTenbHO BKMtoveHa ¢ 15 asrycta 2023 roga PenepanbHbiM 3akoHOM oT 4 asrycta 2023 roaa N 474-93)

10. TlpousBoguTens neKapCTBEHHbIX CPEACTB, [AepxaTenb nnbo Bnageney perucTpauMoHHOINO  yAOCTOBEPEHMS
NeKapcTBEHHOrO npenapara WnvM NpPeLaCcTaBUTENbLCTBO WMHOCTPAHHOW OpraHu3auuu, SBngALencs gepxartenem nubo
BNafenbLemM perucTpaumoHHOro YOOCTOBEPEHUSI NEKapCTBEHHOro npenaparta, Ha Tepputopun Poccuiickon ®epepaunm,
3aperMcTpupoBaHHble B CUCTEME MOHMWTOPUHIA ABWXKEHUST NIEKapCTBEHHbIX MpenapatoB Ans MEAULUHCKOrO MpUMEHEHUs t
npencTaBMBLLNE B HEE CBEAEHUSI O HAHECEHUN CPEACTB MAEHTU(UKALMN HA YNAKOBKM FIEKApCTBEHHbIX NpenapaToB, Hapsiay C
WHopmaLMen, ykasaHHON B Yactu 9 4 HacTogdulei cTaTbW, NOMy4YaeT COAEPXKaLLytCH B CUCTEME MOHUTOPUHIA OBUXEHUSI
nekapcTBeHHbIX NpenapaTtoB ANS MeAULMHCKOro NPUMEHeHNs MHPOPMAaLIMIO OrpaHNYEeHHOro 4OCTyna O Cepusax 1 NapTusax aTux
nekapcTBeHHbIX MpenapaTtoB 6Ge3BO3ME3HO U BrpaBe OCYLECTBMATb CaMOCTOATENbHO MMM nopyvaTb obpaboTky Takow
MHOpMaLMM TONbKO B COBCTBEHHbIX MHTepecax. [Mpn aTOM JOCTyn K Takow MHdopmaumm unu pesynstatam ee obpaboTku
UMeEeT TONbKO AaHHbIN CybbekT obpalleHns nekapcTBeHHbIX CPeacTB UMK NMLO, KOTOPOMY OH nopyyunn obpabotky. CocTtas
NpPeaocTaBnsieMon B COOTBETCTBMM C HAcTosILLEN 4YacTbio uHdbopmaumm onpegensietca [MpaButensctBom Poccumnckon
depepauyuu.

(acTtb gononHuTensHo BkntodeHa ¢ 1 siHBaps 2018 roga PeaepanbHbiM 3akoHoM OT 28 nekabpa 2017 rona N 425-93; B
penakumu, BBegeHHon B gencteue ¢ 15 asrycta 2023 roga ®enepanbHbiv 3akoHoM OT 4 aerycta 2023 roga N 474-93. - Cwm.

npeablayLyo PeAakLno)

11.3a NpoM3BOACTBO UM NPOAAXKY NEKapCTBEHHLIX NpenapaToB Ansi MEAULMHCKOro NpuMeHeHns 6e3 HaHeceH st CPeacTB
naeHTugrKauum, ¢ HapyLleHmeM YCTaHOBINEHHOrO Nnopsiaka Ux HaHECEHUs], a Takke 3a HECBOEBPEMEHHOE BHECEHWNE AaHHbIX B
CUCTEMY MOHUTOPUHIA ABWXKEHUS TEKapCTBEHHbIX MNpenapaToB Ans MEeOWMLUMHCKOrO MNPUMEHEHUSI UMW BHECEHWEe B Hee
HEOCTOBEPHbIX JAHHBIX OPUANYECKME NULA U MHOUBMAOYANbHbIE NPEANnPUHMMATENN, yKa3aHHble B YacTax 4 u 7 _HacTosulen
CTaTbU, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKkoHOAATENbLCTBOM Poccuiickon degepavumu.

(Yactb pononHuTenbHO BrMtoveHa ¢ 1 monga 2020 roga PenepanbHbiM 3akoHOM OT 28 nekabps 2017 rona N 425-03 (c
N3MeHeHNsMnN BHeceHHbIMN DeaepanbHbiM 3akoHOM OT 27 Aekabpa 2019 rona N 462-93))

12. MpaButensctBo Poccuiickon Pepepaumy BnpaBe YCTAHOBUTH OCOOEHHOCTU BHEAPEHWUS] CUCTEMbI MOHUTOPUHra
OBWKEHUS NEeKapCTBEHHbIX MNpenapaTtoB Ans MEAULMHCKOrO MPUMEHEHUs, BKYasi CPOKU ee BHeOpeHusi, B OTHOLUEHUW
NeKapCTBEHHbIX nNpenapaToB ANA MELULUMHCKOTO MNPUMEHEHUS, BKITHOYEHHbIX B MEpeYeHb >KU3HEHHO HeobXoauMbIX W
Ba)XKHEMLUNX FleKapCTBEHHbIX MpenapaToB, NEKapCTBEHHbLIX NpenapaTtoB, NpeaHa3HadveHHblx Ans obecneveHus nuu, 60MnbHbIX
remocpunmen, MyKOBMCLUMAO30M, rMnodu3apHbiM HaHU3MOM, OGonesHbito [ouwe, 3mokavYeCcTBEHHbIMU HOBOOOpPa3oBaHUAMMU
nMmMdonaHoON, KPOBETBOPHOW M POACTBEHHLIX MM TKaHEW, paccesiHHbIM CKEepPO30M, MWL, MOCne TpaHCniaHTauumM opraHoB n
(Mnn) TKaHen, MHbIX NEKAPCTBEHHbIX NpenapaToB A1 MEOULNHCKOTO NPUMEHEHNS.

(Yactb gononHuTenbHO BKNtodeHa ¢ 1 aHBapsi 2018 roga PenepansHbiM 3akoHOM OT 28 aekabpsa 2017 rona N 425-93)

KommeHTapum k ctatbe 67

MABA 14_1. OrPAHUYEHUA, HANNATAEMbIE HA OPTAHU3ALIUU, OCYLLECTBNAIOLWUE OEATENBHOCTb
MO OBPALLEHWIO NIEKAPCTBEHHbIX CPEACTB

(TnaBa gononHuTenbHO BkNoveHa PeaepanbHbiM 3akoHOM OT 25 Hoabpa 2013 rona N 317-93)

CTATbA 67_1. OTPAHUYEHUA, HAJTATAEMbBIE NMPU OCYLWWECTBJIEHWU AEATEJNIBHOCTU B COEPE
OBPALLEHUA NEKAPCTBEHHbIX CPEACTB

1. OpraHusauun, 3aHmmarowmecs paspaboTkon, NPOM3BOACTBOM M (MNKN) peanu3aunen nekapcTBEHHbIX NpenapaTtoB Ans
MELMLMHCKOTO NPUMEHEHWs, OpraHu3auuu, obnajawlme npaBamMy Ha MWCMOMb3oBaHWE TOProBOrO  HaVMEHOBaHWS
neKapCTBEHHOro npenapara anst MeauLMHCKOro NPpMMEHEHWS, OpraHn3aLm onToOBOW TOProBMY fNeKapCcTBEHHBIMU CpeaCcTBaMMU,
anTeyHble opraHM3aumn (MX NpeacTaBUTeENU, Hble U3NYECKUE U IOPUAMYECKME NULLA, OCYLLECTBSOLWME CBOK AEATENbHOCTb
OT MMEHU 3TUX OpraHuM3auuii) B OTHOLLIEHUN MEOULMHCKUX PabOTHMKOB M PYKOBOAMTENENW MELOULMHCKMX OpraHu3auui He
Brpaee:

1) BpyyaTb nodapku, BbiMfayMBaTb [AeHeXHble CpeAcTBa (3a WCKIIOYEHUMEM BO3HArpaXaeHwWin Mo [oroBopaM npu
NMPOBEOEHUN KITMHWUYECKUX WUCCREQOBaHWUI NEKAPCTBEHHbIX MpenapaTtoB AN MeAMLMHCKOrO MPUMEHEHUS, BO3HarpaxmoeHuil,
CBSI3aHHbIX C OCYLLECTBMEHMEM MeOWULMHCKUM pabOoTHMKOM MmedarorMvyeckon U (Mnu) HayvyHou OesTenbHOCTU), B TOM 4ucre
onfaymBaTb pasBlievyeHusl, OTAbIX, Mpoe3n K MecCTy OTablxa, a Takke MpuBrekatb K y4acTMio B pasBriekaTerbHbIX
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MepPONpPUSTUSX, NPOBOANMbIX 38 CHET CBOMX CPEACTB;

2) 3aKno4aTh CorMalleHusi O HasHaYeHUM U peKoMeHZaumMn NauueHTam NekapCTBEHHbIX NpenapaTos Ans MeavLUMHCKOro
NPUMEHEHMsT (33 WUCKMOYEHMEM [OrOBOPOB O MNPOBEAEHUM KIMHUYECKUX WCCIeqoBaHUA NeKapCTBEHHbIX MpenapaToB Ans
MELMLMHCKOIo NPUMEHEHNs);

3) npegocTaenaTb 06pasLbl TeKapCTBEHHbLIX NPenapaToB Ans MeaULUMHCKOrO NMPUMEHEHUs B LIENsX BpyYeHUs nauneHTam
(3a uckntodYeHMeM crny4vaeB, CBsi3aHHbIX C MPOBEAEHWEM KIMHWYECKUX WCCNEeLoBaHWI fekapCTBEHHbIX NnpenapaToB Ans
MELMLMHCKOIo NpUMEHeHNs);

4) npenocTaBnsATb HEQOCTOBEPHYIO U (UMW) HEMOMNHY MHOPMaLIMIO O NEKAPCTBEHHBIX NpenapaTtax Ans MeauUUHCKOro
NpYMEHEHNS;

5) nocewatb ux B pabodee BpeMs Ha paboumx MecTax, 3a WCKMIOYEHWEM CryvaeB, CBSI3aHHbIX C MPOBEAEHUEM
KMUHWYECKUX WCCNEAOBAHWUIA NEKApPCTBEHHbIX MNpenapaTtoB s MeOWULMHCKOTO TMPUMEHEHMsl, C ydacTMeM B MOpsiake,
YCTaHOBMEHHOM PYKOBOAUTENEM MEOMULIMHCKON opraHusauum, B cObpaHnax MeaMUMHCKUX pabOTHUKOB U UHLIX MEPONPUSTUSX,
HarnpaBreHHbIX Ha MOBbIEHME WX NPOgeccUoHarNbHOO YPOBHA UMW Ha NpedocTaBrieHne WHdopMauuu, CBA3AHHON ¢
OCYLLECTBIEHNEM MOHUTOPMHIra 6GE30MaCHOCTU NEKAPCTBEHHbIX NMPENapaToB;

6) nobyxaaTb K BbIMUCLIBAHUIO NEKAPCTBEHHbIX NpenapaToB Ans MeauLMHCKOTO NMpUMeHeHMsl Ha GrnaHkax, codepkalumnx
MHGOPMaLIMIO PEKITAMHOTO XapakTepa, a Takke Ha peLenTypHbIX GriaHkax, Ha KOTOpbIX 3apaHee HamneyaTaHo HauMeHoBaHue
neKkapCcTBEHHOro npenapara ans MeauuMHCKOro NpYMeHEeHUs.

2. OpFaHVI3aLLI/IVI, YKa3aHHble B ab3aue nepBomM 4acTtu 1 HacTosuwlen cratbu, U UX npeagcraBuTenn B OTHOLLEHUU
daapmaueBqueCKmx paGOTHI/IKOB n pyKOBOﬂMTeﬂeVI anTeYHbIX OpFaHVI3aLI,VIIZ He Brnpase:

1) Bpy4aTb Nnogapku, BbiniiadmnBaTb AEHEXHble CpeacTBa, B TOM YUCIIEe onjiadMBaTh pa3BriedeHnd, OoTablX, npoe3q K MecTy
oTAablXa, U NpuBieKaTb K y4aCTUO B pa3BlieKaTteribHbIX MepOonpuAaATuAX, NpoBOAUMbIX 3a CHET CBOUX CPEeaCTB;

2) npenocTaBnATb o6pa3u,b| NeKapCTBEHHbIX npenapartoB AAd MeguUunHCKOro npuMeHeHuna ona BpyyYyeHnsd HaceneHuto,

3) 3aKn4aTb cormalleHna o npeanoXxeHnn HacerneHuo onpeaeneHHbIX NekapCTBeHHbIX npenapartoB And MeguumHCKoro
NnpUMeHeHna;

4) npenocTaBnsATb HEQOCTOBEPHYIO U (MNW) HEMOMHY MHOPMAaLIMIO O NEKAPCTBEHHBIX MpenapaTtax Ans MeauUMHCKOro
NPUMEHEHMSs], B TOM YMCIE MMEIOLLNX OOMHAKOBOE MEXAyHapoAHOe HenaTeHTOBaHHOE HaVMEHOBaHME.

KommeHTapum k ctatbe 671

CTATbA 67_2. TPEBOBAHUA K OPTAHU3ALIMU U MPOBEOEHUIO HAYYHbIX MEPOMPUATUNA, UHbIX
MEPONPUATUIA, HANPABJIEHHbIX HA NOBbILUEHUE NPO®ECCUOHANBHOIO YPOBHA MEOULIMHCKNX
PABOTHUKOB U HA NPEOOCTABJIEHUE UHOOPMALIMK, CBA3AHHON C OCYLLECTBIIEHUEM
MOHUTOPUHIA BE3OMNMACHOCTU NEKAPCTBEHHbIX NMPENAPATOB

1. Mpn npoBegeHMM Hay4YHbIX MEPONPUATUA, UHBIX MEPOMPUATUIA, HanpaseHHbIX Ha MOBbIWeHne NpodeccMoHanbHOro
YPOBHSI MEOMLMHCKNX PabOTHMKOB MMM Ha MNpefocTaBlieHue CBSI3aHHOW C OCYLLECTBIIEHMEM MOHUTOpUHra GesonacHoCcTu
nekapcTBEHHbIX MpenapartoB MHPOPMAaLMK, OpraHu3yeMbiX OpraHv3auusmMu, ykasaHHbiMyM B ab3aue nepBom Yactu 1 cratbu
67_1 Hactosulero ®enepanbHOro 3akoHa, MX nNpeacTaBUTeNsaMn u (Mnn) UHaHCUMpPYEMbIX 3a CHET CPeAcTB 3TUX OpraHM3auui
W ¥X npeacTaBuTenen, 3anpellaeTcs npenaTtcTBoBaTb y4aCTUIO B YKa3aHHbIX MepPOnpUATUSAX MHbIX OpraHu3auui, KoTopble
NpPoOun3BOAAT WM peanusyloT NekapCTBEHHble npenapaTbl Afs MeOUUUHCKOrO MPUMEHEHUSI CO  CXOXUM  MeXaHW3MOM
(papmakonorm4eckoro AencTeus, NMbo cosgaBaTh OUCKPMMMHALMOHHBIE YCMOBUSI ANS OOHWMX YYACTHWKOB MO CPABHEHWIO C
APYrMMU y4aCcTHUKaMK, 8 UMEHHO:

1) npenocTaBnATb pa3sin4HoOe KOJTIM4eCTBO BpeMeHU And BbICTyFIﬂeHI/IIZ Yy4aCTHUKOB, pa3findHblie No pa3mepy 3aHMMaemMoun
nnowaan mMmecrta ans geMoHcTpauum obpasuoB NekapCTBEHHbIX NpenapaToB AN MEAULNHCKOIO NPUMEHEHUS NN PeKNaMHbIX
MaTtepuarnioB O JNeKapCTBEHHbIX npenapartax Aanda MeauuuHCKOro npuMMeHeHuA Ha 3KCno3nuundax, cteHaax, 3a WUCKIoYeHUem
cny4yaeB, ecln Takue YCIoBUA 3aKpensieHbl B cornaweHnAax 3Tux opransau,Mﬁ, nx npe,qc:TaBMTeneM o (*)VIHaHCVIpOBaHVIM
YKa3aHHbIX MepOI'IpVIHTMVI n O6yCJ'IOBJ'IeHbI pa3nnyHbIMKX 3aTpaTaMn YH4aCTHUKOB Ha UX opraHn3auunio;
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2) ycTaHaBnvBaTb pa3mep B3HOCa Ans YYaCTHUKOB MepOonpUsiTUI, ykasaHHbIX B abs3aue mnepBOM HacTosLien 4acTu,
MpeBbILLAOLWMIA CyMMY 3aTpaT Ha OpraHu3auuio ykasaHHbIX MeponpusTUiA U Beaylmii K HEOOOCHOBaHHOMY OrpaHWYeHuto
yucna ux y4acTHUKOB.

2. OpraHusauuu, ykasaHHble B ab3aue nepBom 4actu 1 cratbum 67 1 Hactodulero PenepanbHOro 3akoHa, WX
npencTaBMTENM, OCYLLIECTBSAIOLLME OpraHM3aumio u (unu) MHaHCMpPOBaHUE MEPONPUATUIA, yKasaHHbIX B YacTu 1 HacTosulen
cTatby, 00s3aHbl 0becneumBaTh AOCTYN K MHopMauum o gate, MECcTe U BPEMEHU MPOBEAEHMST YKa3aHHbIX MEepPOnpUSTUN,
nnaHax, nporpamMmmax MpOBEeAEeHUs YKa3aHHbIX MeponpuaTtMi U Temax, NraHupyembiX And PacCMOTPeHus, cocTaBe WX
YYaCTHMKOB MNyTeM pa3MeLleHUss COOTBETCTBYIOLEN MHOPMauUM Ha CBOMX OoduumanbHbiX canTax B cetn "MHTepHeT" He
nosaHee AByX MecsiLeB 40 Hayana npoBefeHus yKasaHHbIX MeponpuUaTun.

3. ViHdbopmaLmsa o npoBeaeHnM MepONPUATUIA, YKa3aHHbIX B 4acTu 1 HacTosWlen cTaTbu, B CPOK, YCTAHOBMNEHHbIN YacTbio 2
HacTosLen cTaTby, AOMKHa ObiTh HanpaBneHa B doefeparbHbli OpraH UCTMOMHUTENBHOW BNAacTU, OCYLLUECTBNSALWMA OYHKLMN
Mo KOHTPOMK W Haas3opy B cdepe 3npaBOOXpaHeHWs, A4S NOcrneaylLwero pasMelleHns ee Ha ouumnanbHOM calTe 3Toro
opraHa B cetn "MIHTepHeT".

KommeHTapum k ctatbe 67 2

IMABA 15. OTBETCTBEHHOCTb 3A HAPYLLEHUE 3AKOHOOATENbLCTBA POCCUUCKON ®ELQEPALIUN NPU
OBPALLEHWU NEKAPCTBEHHbIX CPEACTB U BOSMELWEHUWE BPEOA, NPUYUHEHHOIO 300POBbIO
FPAXKOAH BCNEACTBUE NMPUMEHEHUA NEKAPCTBEHHbIX NMPENAPATOB

CTATbSA 68. OTBETCTBEHHOCTb 3A HAPYLLUEHUE 3AKOHOOATENIbCTBA POCCUACKOWU ®EQEPALIUU NPU
OBPALLEHMN NEKAPCTBEHHbIX CPEACTB

1. HapyweHune 3akoHogaTtenbctBa Poccuiickon deagepaumm npu obpalleHnn nekapcTBEHHbLIX CPeacTB BrieyeT 3a cobon
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKoHoAaTeNbCTBOM Poccuiickon ®egepaumn.

(YacTtb B pegakuuun, BBegeHHomn B aenctene ¢ 1 nonsa 2015 roga degepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-
®3. - CM™. mpeapiayLwLyo PeAaKLni)

2. 3a HenpeacTaBneHne MM HeCBOEBPEMEHHOE NpeacTaBrneHne nHopmauun m (Mnu) 4OKYMeHTOB NMbo npeacraBneHne
HEOoCTOBEpPHbIX WHdopMaUMM U (MnKM) AOKYMEHTOB, NPEedyCMOTPEHHbIX HacToswum degepanbHbiM 3aKOHOM, CYGbeKTbl
obpalLeHns NekapCcTBEHHbIX CPEeACTB HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3akOHOoAaTenbCcTBOM Poccunckorn ®enepaunn.

(MacTtb gononHuTenbHO BkMoveHa ¢ 1 nionga 2015 roga PenepanbHbiM 3akoHOM OT 22 fAekabps 2014 rona N 429-93; B
penakumm, BeBeaeHHon B genctene ¢ 15 uoHa 2018 roga PenepanbHbiM 3akoHOM OT 4 moHa 2018 roga N 140-P3. - Cwm.
TREAbIAYLLYIO PEAaKLIo)

KommeHTapum k ctatbe 68

CTATbSA 69. BOSMELWLEHUE BPEOA, MPUYUHEHHOIO 340POBbLIO NPAXKAAH BCINEACTBUE NMPUMEHEHUA
NEKAPCTBEHHbIX NMPEMNAPATOB

1. npOVI3BO,EI,VITeJ'Ib JIeKapCTBEHHOro npenaparta 00s13aH BO3MECTUTb Bpen, I'Ipl/l'-'II/IHeHHbIIZ 340pPOBbIO rpaXxaaH Bcrneactene
npuMeHeHNnA NeKapCTBeHHOro npenapara, eciim 4oKa3aHo, 4YTO:

1) neKapCTBEHHbIN Mpenapat MPUMEHANCA MO0 HAa3HAYeHW0 B COOTBETCTBUM C  WHCTPYKUMEN MO MPUMEHEHMIO
nekapcTBEHHOro npenapara W NpuYnHON Bpeaa sIBUNCS BBOZ, B rpakaaHCKMii 060poT HedobpokayeCTBEHHOIO NEKapCTBEHHOTO
npenapara;

2) Bpen 300pOBbi0 MPUYMHEH BCIeACTBME HEQOCTOBEPHOW MHGpOPMAaLMK, COAepKaLlencsl B MHCTPYKUMM MO NMPUMEHEHUIO
neKkapCcTBEHHOro npenapara, usgaHHo NpoM3BoAUTENEM JIEKapCTBEHHOIO Npenapara.

2. B cnyyae, ecnu Bpea 340POBbI paxgaH MpPUYMHEH BCreAcTBME MNPUMEHEHWUsI FlekapCTBEHHOrO Mpenapara,
npuLeaLwero B HErogHOCTb B pesynbraTte HapyLleHUsl NpaBuil XpaHeHUs! NekapCTBEHHbIX CPeacTB, NpaBuil ONTOBOW TOProBnmv
nekapcTBeHHbIMW npenapaTaMmu, MpaBuIil  OTMYCKa JIeKapCTBEHHbIX MNpenapaToB, MNpPaBU  W3rOTOBMEHUS U OTNycka
neKkapcTBeHHbIX MpenapaTtoB, BO3MELLEHME Bpeda OCYLUECTBMNSETCS COOTBETCTBEHHO OpraHu3auueln OnTOBOWM TOProBnu
neKkapcTBEHHbIMU CpeacTBaMM, anTeyHOW opraHvu3auuen, UHAMBUAYanbHbIM NpearnpuHUMaTtenemM, UMeLWUMN NMLEH3NIO Ha
papMaLeBTUYECKYI0 AESATENbHOCTb UMW FIMLEH3NI0 Ha MEOULIMHCKYIO OeATENbHOCTb, MEAMLVHCKON OpraHu3auunen, umetoLLemn
NMLEH3MI0 Ha hapMaLeBTUYECKY0 AeATENbHOCTL (ee 06ocobneHHbIM noapasgeneHnemM (ambynatopuent, enbaepckum u
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denbalepcko-akyLepcknm NyHKTamMu, LEHTPOM (OoTAeneHnem) obwen BpavyebHON (CEMENHOM) NPaKTUKK), PacrnoNOXEHHbIM B
CenbCKOM HacerneHHOM MyHKTe, B KOTOPOM OTCYTCTBYET anTevHasi opraHusaums), 4ONyCTUBLUMMUK NPOAaXyY UMK OTMYCK Takoro
nekapcTBEHHOro npenapara.

(HYactb B pepmakumu, BBegeHHOM B pencteve PenepanbHbiM _3akoHOM OT 25 Hoabpa 2013 roga N 317-93. - Cwm.
TREAbIAYLLYIO PEAaKLNIO)

3. Bo3amelleHne Bpeda, NPUYMHEHHOrO 300POBbLI0 rpaxdaH BCMeACTBUE MPUMEHEHMS JNeKapCTBEHHbIX MpenapaTtoB Unu
COBEpLUEHMS MPOTMBOMPAaBHbIX AEWCTBUIA CyObekTaMu obpaLleHns NekapCcTBEHHbIX CPEACTB, OCYLLECTBSIETCA B COOTBETCTBUM
C 3aKkoHofaTtenbcTBoM Poccuiickon ®egepaumn.

KommeHTapum K ctatbe 69

MMABA 16. SAKNTIOYUTEJIbHBIE NMOJIOXEHUA

CTATbA 70. O MPU3HAHUN YTPATUBLLUMU CUNY OTOENbHbLIX 3AKOHOOATEIIbHbIX AKTOB
(MONOXEHWX 3AKOHOAATEJIbHbIX AKTOB) POCCUNCKOW ®EQEPALIA

an/I3HaTb yTpaTuBLLMMN CUNY:

1) ®enepanbHbii 3akoH oT 22 utoHa 1998 rona N 86-P3 "O nekapcTBeHHbIX cpeacTBax” (CobpaHune 3akoHoaaTenbCTBa
Poccuinckon ®enepaumm, 1998, N 26, c1.3006);

2) ®epepanbHbIn 3akoH oT 2 aHBapsa 2000 roga N 5-03 "O BHeceHUU 3MeHeHus 1 gononHeHun B PegepanbHbivi 3akoH "O
nekapctBeHHbIx cpeacTteax” (CobpaHue 3akoHogatenbcTBa Poccunckon ®epepaumm, 2000, N 2, cT.126);

3) cratbio 40 dPenepanbHoro 3akoHa oT 10 aHneBapa 2003 roaa N 15-®3 "O BHECEHUM WM3MEHEHUWN W AONOMHEHWN B
HEKOTopble 3akoHoaaTenbHble akTbl Poccuiickon  Penepaumm B cBA3W ¢ npuHatveM PenepanbHoro  3akoHa "O
NULIEH3MPOBaHWK OTAENbHLIX BUAOB AeaTtenbHocTn" (CobpaHune 3akoHogaTtenbcTBa Poccuiickon depepaumm, 2003, N 2,
CcT.167);

4) cratbto 31 PepnepanbHoro 3akoHa oT 30 wmwoHa 2003 roga N 86-d3 "O BHECEHMM WM3MEHEHWN W [ONOMNHEHWN B
HEKOoTopble 3akoHoAaTenbHble akTbl Poccunckon depepauuu, NPU3HAHUN YTRATUBLUMMUK CUIY OTAEMNbHbLIX 3aKOHOAATENbHbIX
akToB Poccunckon Penepauun, NpeaocTaBneHnn OTAENbHbLIX rapaHTUW COTRYAHMKAM OpPraHoB BHYTPEHHUX AeN, OpraHoB Mo
KOHTROM 332 0BOPOTOM HapPKOTUYECKMX CPREACTB W MCUXOTROMHbIX BEWeCTB U ynpasaHsemblxX dhenepanbHbiX OpraHos
HarnoroBow NonuLMu B CBA3W C OCYLLECTBNEHWEM MeEP MO COBEPLUEHCTBOBAHWMIO TOCYAARCTBEHHOro ynpaeneHusa" (CobpaHue
3akoHogatenbcTBa Poccunckon ®epepauun, 2003, N 27, c1.2700);

5) cratbio 101 PenepansHoro 3akoHa ot 22 asrycrta 2004 roga N 122-93 "O BHeCeHWM U3MEHEHW B 3aKOHOAaTeNbHbIE
akTbl Poccuinckon ®enepaLmm 1 NpusHaHum yTRaTUBLLMMW CUMY HEKOTOPbLIX 3aKoHOoAATEeNbHbIX akToB Poccuiickon Penepauiym
B CBA3N C MPUHATMEM dheaepanbHbiX 3akoHOB "O BHECEHUW W3MEHEHUI 1 aononHeHun B PenepanbHbii 3akoH "O6 obuinx
NPUHLIMNaX _opraHnsaLuu _3akoHoaaTenbHbIX (NpeAcTaBUTENbHbLIX) U UCNONMHUTENbHbLIX OPraHoB rocyAapCTBEHHOW BNacTu
cybbekToB Poccuinckon Penepaummn” n "O6 obuiMx NpUHLMNAEX OPraHu3aLuy MECTHOro camoynpaeneHus B Poccuickon
®denepauumn” (CobpaHne 3akoHogatenscTBa Poccuinckon deaepaumm, 2004, N 35, c1.3607);

6) crtatbio 28 denepanbHoro 3akoHa ot 18 nekabpsa 2006 roga N 231-93 "O BBEAEHUM B OENCTBME YacTv YETBEPTON
[paxpaHckoro kopekca Poccunckon Penepaummn” (CobpaHue 3akoHogatenbcTBa Poccuiickon ®Pepepauun, 2006, N 52,
cT.5497).

KommeHTapum k ctatbe 70

CTATbA 71. BCTYNNEHUE B CUNTY HACTOSLLUEIO ®EAEPAJNIbBHOIO 3AKOHA

1. HacTtosiwmin degepanbHbin 3akoH BCTynaeT B cuny ¢ 1 ceHTsiopsa 2010 roga.

2. JlekapcTBeHHble CpefcTBa, 3aperncTpyMpoBaHHble A0 AHS BCTYMNieHust B cuny HacTosiwero depeparnbHOro 3akoHa,
noanexart BKIIIOYEHUIO B TOCYAaRCTBEHHbIE PEECTPbl JIEKAPCTBEHHbIX CREACTB C BHECEHMEM yKa3aHHbIX B YacTu 1 ctatbu 33
HacTosiulero defepanbHOro 3akoHa CBefeHuid 06 3TWMX JleKapCTBEHHbIX cpedcTBax 6e3 MpoXoXAaeHust BHOBb Npouenypbl
rocynapCTBEHHOW perncTpauum nekapcTBEHHbIX NpenapaTos.
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3. TocygapcTBeHHasi pernctpaumsi NekapcTBEHHbIX MpernapaTtoB, 3a WCKIOYEHMEM FleKapCTBEHHbIX NpenapaTtoB Ans
MEAULIMHCKOrO MPUMEHEHUsl, MpeAcCTaBreHHbIX Ha YKasaHHYH perncrTpauuvio OO0 AHS BCTYMNEHWss B CUNY HacTOSILEro
denepanbHOro 3akoHa, OCYLLECTBMSAETCS B COOTBETCTBMM C HAcToAWMM PefepanbHbiM 3aKOHOM Ha OCHOBaHUU LOKYMEHTOB U
OaHHbIX, NMPeACTaBrneHHbIX A0 OHS1 BCTYNNeHMs B cuny Hactosiwero defepanbHOro 3akoHa (4acTb JOMONHeHa ¢ 26 okTaops
2010 ropa ®enepanbHbiv 3akoHoM oT 11 okTabpa 2010 rona N 271-93 - cM. npeabiayLLyo peaakuuio).

3_1. TocynapcTBeHHas perncrpauus nekapCTBEHHbIX NpenapartoB Anst MeAULMHCKOrO NPUMEHEHUs, NPEACTAaBMNEHHbIX Ha
rocyapCTBEHHYIO perucTpauMio A0 OHs BCTYMNfeHusl B cuny HacTosiwero ®PegepanbHOro 3akoHa, M rocyaapCTBeHHasi
pervcTpaums nekapCcTBEHHbIX NMpenapaToB A1 MeOULMHCKOrO NPUMEHEHUs, NPeACcTaBNeHHbIX Ha 3KCNEePTU3Y NIEKAaPCTBEHHbIX
cpencTB OO0 OHSA BCTYMNeHuss B cuny Hactosiwero ®degepanbHOro 3akoHa B LENsSX MX MOCMNenylLlen rocyaapCTBEHHOM
perucTpaumm, OCYLLECTBISIIOTCS Ha OCHOBaHUW [OOKYMEHTOB W [OaHHbIX, MpPeacTaBfeHHbIX [0 OHSA BCTYNNEHUS B cuny
HacTosilwero PefepanbHOrO 3aKOHa, a Takke 3asiBNEeHUsi O roCyAapCTBEHHOMW perMcTpauuy fekapcTBEHHOro npenaparta,
npeacTaBneHHOro MNPOM3BOAUTENEM JEKapCTBEHHbIX MNpenaparoB WM YNONMHOMOYEHHbIM WM JULOM B COOTBETCTBUMU C
HacToawmMm deaepanbHbIM 3aKOHOM B YMOSIHOMOYEHHbIM dhegepanbHbIi opraH MCnonHuTenbHoW Bractu 4o 1 maprta 2011
roga, 6e3 TpeboBaHus ynnatbl rocy4apCTBEHHONM MOLWNMHBLI, NPeayCMOTPEHHON 3akoHodaTenbcTBoM Poccuiickon degepauunm o
Hanorax u cbopax (4acTb AOMONHUTENbHO BKMOYeHa ¢ 26 okTabpsa 2010 roga PenepanbHbiM 3akoHOM oT 11 okTabpa 2010
rona N 271-93; B pegakuun, BBeaeHHon B Aenctene ¢ 3 gekadbps 2010 roga PenepanbHbiv 3akoHOM OT 29 Hos6ps 2010 roaa
N 313-93, pacnpocTpaHsieTca Ha NPaBOOTHOLLEHWSs], BO3HMKLIME C 1 ceHTabps 2010 roga, - cM. NpeablAYLLYI0 PeAaKLMIo).

3_2. lMNoartBepxaeHue rocygapCTBEHHOM perncTpaumm fnekapCTBEHHbIX MpenapatoB A1 MeOUMUMHCKOTO NPUMEHEHUS,
npencTaBrneHHbIX A1s NoATBEPXAEHMS roCyaapCTBEHHON perucTpaumm 0o OHA BCTYNNEHUS B cuny Hactosiwero denepansHoro
3aKOHa, W MNOATBEPXAEHWE rOCYOapCTBEHHOM permcTpaumu NekapcTBEHHbIX MpenapaTtoB AN MeOWMUMHCKOrO MpUMEHEHUs,
NpeaAcTaBrieHHbIX Ha 9KCNepTU3y NeKkapCTBEHHbIX CPeacTB A0 AHS BCTYMMeHUs B cuny Hactoswero defepansHOro 3akoHa B
Luendx nocriegyowero NOATBEPXAEHUS WX rOCyAapCTBEHHOW perncrpaumn, OCyLLeCTBASIOTCA Ha OCHOBaHUMM AOKYMEHTOB U
OaHHbIX, MpeacTaBneHHbIX A0 AHS BCTynneHus B cuny Hactoswero defepanbHOro 3akoHa, a Takke 3asiBNeHus o
NoATBEPXKOEHUN  rocygapCTBEHHOW — perucTpauum  fiekapCTBEHHOro  npenapara, npeacTaBrneHHOro  Mpou3BoauTenem
NeKapCTBEHHbIX npenapaToB MMM YMNONHOMOYEHHbIM MM NULOM B COOTBETCTBMM C HacTosiwmm degeparnbHbiM 3aKOHOM B
YMNONMHOMOYEHHBIN  dhefepanbHbIl opraH UCMonHWTeNbHoW Bnactu o 1 mapta 2011 roga, 6e3 TpeboBaHus ynnatbl
rocyAapCTBEHHOM MOLUMMHbI, NPeayCMOTPEeHHON 3akoHodaTenbcTBoM Poccuiickon depepaumm 0 Hamorax u cbopax (4acTb
[ONONHUTENBLHO BKNtoYeHa ¢ 26 okTabpsa 2010 roga PepepanbHbiv 3akoHoM OT 11 okTabpsa 2010 ropaa N 271-93; B peaakumn,
BBeOeHHOW B pJenctBue ¢ 3 pgekabpa 2010 roga PepepanbHbiM  3akoHOM OT 29 Hosabpa 2010 roga N 313-93,
pacnpocTpaHsieTca Ha NPaBOOTHOLLEHNS, Bo3HMKWKE ¢ 1 ceHTAbpa 2010 roaa, - CM. NpeAbIAYLLYI0 PEeAAKLIMIO).

3_3. lpuHaTne pelleHnss O BHECEHUW W3MEHEeHWW B [OOKYMEHTbl, cofepXawmecs B perncrpauyMoHHOM [oCbe Ha
3aperMcTpupoBaHHbIN NEKapCTBEHHbIN NpenapaT Ans MeaWUMHCKOro NPUMEHEHUS U NpeacTaBneHHble A0 OHS BCTynfeHus B
cuny Hactodwero depepanbHOro 3akoHa, M MPUHATUE peLleHUs O BHECEHUU U3MEHEHW/ B LOKYMEHTbI, coaepalimecs B
perucTpaumoHHOM [0Cbe Ha 3aperMcTpyMpoBaHHbIN NEKapCTBEHHbIN npenapat Ans  MeOUUMHCKOTO MNPUMEHEHUs U
npeacTaBrneHHble Ha 3KCMepTM3y feKkapCTBEHHbIX CPeACTB A0 OHS BCTYMNEHWs B cury Hactosiero ®eaepanbHOro 3akoHa,
OCYLLECTBNSAOTCA Ha OCHOBaHUW [OOKYMEHTOB W [aHHbIX, NPEACTaBMEHHbIX [0 [AHA BCTYMIEHWS B CUITy HACTOSILLEro
denepanbHOro 3akoHa, a Takke 3asBneHust O BHECEHNM U3MEHEHUN B JOKYMEHTbI, COAepXalluecs B permcTpauuoHHOM 4OChe
Ha 3aperucTpMpOBaHHbIN NEKAPCTBEHHBIN Mpenapar Ans MeAULUHCKOrO NMPUMEHEHWs, NpeacTaBleHHOro npousBoavTenem
NeKapCcTBEHHbIX MpenaparoB UMM YNONMHOMOYEHHbIM UM NULIOM B COOTBETCTBMM C HacTosawum denepanbHbiM 3aKOHOM B
YMONMHOMOYEHHBIN  dhefepanbHbIl OpraH UCMonHWTenbHOW Bnactu o 1 mapta 2011 roga, 6e3 TpeboBaHus ynnatbl
rocyapCTBEHHOW MOLUMMHbI, NPeayCMOTPEHHON 3akoHoaaTenbcTBoM Poccunckon depepaumm 0 Hamorax u cbopax (4acTb
AOMNONMHUTENbHO BKNtoYeHa ¢ 26 okTsopsa 2010 roga PenepanbHbiv 3akoHoM oT 11 okTabps 2010 roga N 271-93; B pegakumm,
BBEeOeHHoM B pdenctBue ¢ 3 pgekabpsa 2010 roga PenepanbHbiM  3akoHOM OT 29 Hosbpa 2010 roga N 313-93,
pacnpocTpaHsieTca Ha NpaBOOTHOLLEHNS, Bo3HuKWKE ¢ 1 ceHTAabpa 2010 roaa, - cM. NpeAbIAYLLYI0 PeAAKLIMIO).

3_4. Bbigava paspeLueHvuZ Ha npoesefeHne KInnHN4YeCKnx nccnegoBaHum JlIeKapCTBEHHbIX npenapartoB And mMeauunHCKoro
NnpMMEeHeHnA no 3adBlieHnAM, NoAaHHbIM OO0 OHA BCTYNNEHUA B CUIy HacTodAllero dJe,u,epaanoro 3aKOHa, a TakKke no
3adaBrieHnaAmM, nodgaHHbIM Mnocne OHA BCTynJ1eHUA B CWUJly HacToAllero d>e,u,epaanoro 3akOHa Ha OCHOBaHWUWU 3KCNepTus,
npoBeAeHHbIX A0 AHA BCTYNNEeHUA B CUIy HacTodAllero d>ep,epaanoro 3aKOHa, OCyLEeCTBNAETCA B COOTBETCTBMN C HACTOALLUM
dDe/J,epaanuM 3aKOHOM Ha OCHOBaHWUW OOKYMEHTOB W OaHHbIX, NpeacTaBlieHHbIX UK NOoNMyYeHHbIX A0 OHA BCTYNNEeHUA B cuny
HacTodALllero dDe/J,epaanoro 3akKOHa, a Takke Ha OCHOBaHUK KOonMun npeaBapUTenbHOro aorosopa obsasarenbHoro CTpaxoBaHUA
XNU3HU, 300POBbA NAUMEHTOB, y4acCTBYHOLWNX B KIMMHUYECKOM WUCCnenoBaHWKM NeKapCTBEHHOIO npenapara Anda MeanumnHCKOro
NpuMEeHeHna, nnn Konun gorosopa obsizaTenbHoro CTpaxoBaHUA XXN3HW, 300pOBbA NaLUMEHTOB, Y4aCTBYHOLLNX B KITMHNYECKOM
nceneaoBaHMM nekapcTtBeHHOro npenapata anda MeguumHCKOro npmuMmeHeHus, nn6o I'IpeJJ,CTaBJ'IeHHOVI Konmnn pgoroesopa
obsizaTensHoro CTpaxoBaHWA, 3aKfto4eHHOro B COOTBETCTBUM C TUMNOBbIMU MpaBuiamMu 06s3aTenbHOro CTpaxoBaHud, C
yKasaHnem npep,eanoM YNCNEeHHOCTN NauMeHTOoB, y4acCTBYHOLWNMX B KIMMHUYECKOM UCCreaoBaHMN NeKapCTBEeHHOro npenapara
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AN MeOUUMHCKOro  npuMeHeHusl, ©0e3  TpeboBaHWs  ynnaTtbl  rOCydapCTBEHHOW  MOLWIMHBI,  MPegyCcMOTPEeHHOWM
3akoHogatenscTBoMm Poccuiickon degepaunm o Hanorax u cbopax (4acTb OONOMHUTENBHO BKtodeHa ¢ 26 okTabps 2010 roga
®denepanbHbiM 3akoHoM oT 11 okTabpa 2010 ropa N 271-P3; B pegakumn, BBegeHHo B aenctene ¢ 3 gekabpsa 2010 roga
denepanbHbiM _3akoHOM OT 29 Hos6pa 2010 rona N 313-®3, pacnpocTpaHseTcs Ha MPaBOOTHOLLEHWS, BO3HMKLIME C 1
ceHTa6psa 2010 roga, - cM. NpeabIAYLLYI0 PeAaKLMIO).

3_5. 3apernctpupoBaHHble B MHOCTPaHHOW BamnTe OO0 OHS BCTYNNEHWst B cuny Hactosiero PegepanbHOro 3akoHa
npenenbHble OTMYCKHbIE LIEHbl MHOCTPaHHbIX MPOM3BOAMUTENEN Ha NeKapCTBEHHble NpenapaThbl, BKMYEHHbIE B NepeveHb
XM3HEHHO HEOOXOAMMbIX U BaXKHEMLLMX NeKapCTBEHHbIX MpenapaTtoB, nognexar nepecyeTy B pybnu no kypcy LleHTpanbHoro
6aHka Poccuickonn ®epepaumm Ha paty, yCTaHoOBMeHHywo [paButenbctBoMm Poccuiickon ®epepaumun, 6e3 npeactaBneHust
3asBMIEHNST O NepecdeTe LeHbl C BHECEHMEM COOTBETCTBYHLUMX W3MEHEHWA B TOCYOAPCTBEHHbIA peecTp npenenbHbIX
OTMYCKHbIX LEH npou3BoauMTeNnen Ha neKkapCTBEHHble Mpenaparbl, BKMYEHHble B MepedYeHb >XU3HEHHO HeobXxoauMbiX W
BaXKHEMLUNX NEeKapCTBEHHbIX NpenapaTtoB (YacTb AOMNOMHMTENBbHO BKIoYeHa ¢ 26 oktabps 2010 roga denepanbHbIM 3aKOHOM
oT 11 okTa6pa 2010 rona N 271-93).

3_6. 3apernctpupoBaHHble 4O AHA BCTYNNEeHUs B cuny HacToswero ®eaepanbHOro 3akoHa npeaernbHble OTNYCKHbIE LIEHbI
POCCUIACKMX NPOU3BOAUTENEN HA NEKapCTBEHHblE Mpenapatbl, BKMIOYEHHbIE B MNEpeyYeHb KU3HEHHO HeobXoouMMbIX W
BaXKHEMLUNX NEKAPCTBEHHbIX NpenapaTtoBs, nognexar uHgekcauum ¢ 1 Hos6pst 2010 roga Mcxoast U3 NPOrHO3MPYEMOro YPOBHS
MHNSUMK, ycTaHoBNeHHoro deaepanbHbiM 3akoHOM OT 2 aAekadpsa 2009 rona N 308-93 "O dhenepanbHom GromxeTte Ha 2010
ron_v Ha nnaHosbii nepuoa_ 2011 n 2012 ropos" Ha 2011 rog (4acTb AOMONMHUTENLHO BKIOYeHa ¢ 26 okTsiopsa 2010 roga
denepanbHbiM 3akoHoM OT 11 okTsa6psa 2010 rona N 271-93).

3_7. Nocne 1 mapta 2011 roga He JonyckakTCA NPoOM3BOACTBO M BBO3 B Poccuiickyto degepauunio nekapCTBEHHbIX
npenapaToB B yNakoBKaxX C MapKUPOBKOM, KOTopas Obina HaHeceHa A0 AHS BCTYMNeHust B cuny Hactodwero ®enepansbHoro
3aKkoHa. 1o uCTevyeHUM ykasaHHOro cpokKa AdaHHble NeKapCTBeHHble npenapaTtbl MOryT OTMyCKaTbCs, peann3oBbiBaThbCS,
nepegaBatbCs Y NPUMEHATLCSA 0O UCTEYEHUS UX CPOKa rOAHOCTH.

(YacTtb gononHuUTeNbHO BKModeHa ¢ 26 okTabpsa 2010 roga PenepanbHbiv 3akoHoM oT 11 okTsa6pa 2010 rona N 271-93; B
penakumm, BeegeHHon B gencteme ¢ 1 aHeapsa 2011 roga PegepanbHbiM 3akoHOM OT 29 Hodb6pa 2010 roaa N 313-93; B
penakumm, BBegeHHon B aencreme ¢ 7 saHBaps 2012 roga PenepanbHbiv 3akoHoOM OT 6 aekabpa 2011 roaa N 409-93. - Cwm.
OpenplAyLWYyo peaakLuio)

4. Co gHs BCTynneHus B cuny HacToswero ®eaepanbHoro 3akoHa 1 no 30 anpensa 2011 roga BKAYUTENBHO AOMycKaeTcs
NpoBeAEeHNE 3KCNEPTU3bl NIEKAPCTBEHHbLIX CPEACTB 3KCNepTaMm SKCMEPTHOrO yUpeXaeHus 40 NPOXOXAEeHUss UMU aTTecTauun B
nopsike, yCTaHOBIEHHOM YMONTHOMOYEHHbIM dhefeparnbHbIM OpraHOM UCMOSNHUTENBHOM BNacTU.

5. Co pHa BctynneHus B cuny Hacrtoswero PepepanbHoro 3akoHa u no 31 gekabpa 2013 roga BKMOYUTENBHO
OCYLLECTBIISIETCS NEPEXOA K NPON3BOACTBY JIEKAPCTBEHHbLIX CPEACTB B COOTBETCTBUM C NpaBuiamMm opraHM3auumn npomsBoacTea
N KOHTPOMNsl KayecTBa JIEeKapCTBEHHbIX CPeAcTB, yKasaHHbiIMM B 4Yactu 1 crtatbm 45 Hactodulero PenepanbHOro 3akoHa, B
nonHom ooveme. Cpoku nepexoda NPOM3BOACTBA NIEKAPCTBEHHbLIX CPEACTB K UX MPON3BOACTBY B COOTBETCTBMM C KOHKPETHBLIMU
TpeboBaHMAMU AaHHbIX NpaBwr, BKMKYas CPOKW aTTecTauMu YrNONMHOMOYEHHbIX MUL, yKa3aHHbIX B Yactax 6 u 7 crtatbu 45
HacTodulero ®eaepanbHOro 3akoHa, ycraHasnmeatotced [paButensctBoM Poccuiickon ®egepaunn.

6. JInueH3un Ha NPOM3BOACTBO flekapCTBEHHbIX CpeacTB, BblAaHHble Ao 1 aHBapsa 2014 roga, AencTBylOT nocne 1 sHBaps
2014 roga [0 nctedeHus cpoka ux AerCTBUSA Npy YCNoBUM COOTBETCTBUSA NULEH3MaTa NpaBunamM opraHMsaumnm nponssoacTsea u
KOHTPOIS KayecTBa fekapcTBEHHbIX CPEACTB, Yka3aHHbIM B Yactu 1 ctaTtbun 45 HacTosuwero PenepanbHOro 3akoHa.

7. PopMuMpoBaHMe rocyaapCTBEHHOINO 3afaHus Ha NpPOBedEeHWe IKCMepTU3bl NEeKapCTBEHHbIX CpedcTB deaeparnbHOMY
rocygapCTBEHHOMY OHOKETHOMY YUYPEXOEHUIO MO MPOBEAEHMIO IKCMEepTU3bl feKapCTBEHHbIX CpedcTB U uHaHCOBOe
obecneyeHne BbINOMHEHWS 3TOrO 3aJ4aHusi OCYLLECTBSIOTCS B Nopsake, ycTaHoBMeHHOM PeaepanbHbiM 3akoHOM OT 12 aHBaps
1996 roga N 7-®3 "O HekomMepyeckmx opraHudaumax” (4acTb OOMONHWUTENbHO BKMoveHa ¢ 3 gekabpa 2010 roga
denepanbHbiM 3akoHoOM OT 29 Hos0pa 2010 rona N 313-93).

KommeHTapum K ctatbe 71

Mpe3ngeHT
Poccunckon ®enepaumm
[0.Meneenes
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06 ob6palleHun nekapCcTBEHHbIX CPeACTB (C u3MeHeHusMMn Ha 19 okTabpst 2023 roga) Crtpanuua 123
®edeparbHbil 3akoH om 12 anperns 2010 . Ne 61-@3

Mockea, Kpemnb
12 anpens 2010 roga
N 61-®3

Pemakia IOKyMEHTa C yJueToM
VSMEHEHMI ¥ IOTOJIHEHVI TIOOT'OTOBRJIEHA
AO "Komexc"
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