06 ob6palLeHun nekapcTBEHHbIX CPeacTB (C u3MeHeHussMu Ha 14 niona 2022 roaa) Ctpanunua 1
®edeparnbHbil 3akoH om 12 anpens 2010 e. Ne 61-®3

POCCUNCKAA ®EOEPALMA

®EOEPANbHbIA 3AKOH

Ob OBPALLEHU NEKAPCTBEHHbIX CPEACTB

(c nameHeHuamm Ha 14 niona 2022 roga)

MHdopmauus 06 nameHsaowmnx JOKyMeHTax

,D,OKyMeHT C NBMEeHEHNAMN, BHECEHHbBIMU!

denepanbHeiM_3akoHoMm ot 27 wong 2010 ropa N 192-®3 (Poccuickas raseta, N 166, 29.07.2010) (o nopsgke
BCTYNSIEHUA B CUMy CM. cTaTbto 4 PenepansHoro 3akoHa ot 27 uonga 2010 roga N 192-93);

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

®depepanbHbiM_3akoHOM OT 29 Hosabpsa 2010 roga N 313-9d3 (Poccuiickast raseta, N 274, 03.12.2010) (o nopsigke
BCTYNMEHUs B cuny cMm. ctatbio 17 denepanbHoro 3akoHa ot 29 HoAbpsa 2010 roaa N 313-93);

®denepanbHbiM 3aKkoHOM OT 6 aekabps 2011 roga N 409-93 (OduumanbHbI UHTEPHET-NopTan nNpaBoBoOW MHGOPMaLMu
www.pravo.gov.ru, 07.12.2011) (o nopsake BCTYNneHNst B CUNY CM. cTaTbio 26 PenepanbHOro 3akoHa ot 6 gekabpa 2011 roaa
N 409-93);

®denepanbHbiM_3akoHoM oT 25 utoHa 2012 roga N 93-903 (OdumumanbHbli MHTEpHET-NoOpTan npaBoBOW WMHGopMauun
www.pravo.gov.ru, 25.06.2012);

®denepanbHbiM 3akoHOM OT 25 nekabpa 2012 rona N 262-903 (OdwmumanbHbI MIHTEPHET-MOPTaN NPaBoOBOM UHGOPMALIMM
WWW.pravo.gov.ru, 26.12.2012);

®denepanbHeiM _3akoHoMm oT 2 umiong 2013 roaa N 185-03 (OdmumanbHbIi MHTEPHET-NOPTan NpaBoOBOM MHGOpMaLum
www.pravo.gov.ru, 08.07.2013) (o nopsigke BCTYNneHusi B cuny cM. ctatbto 163 PefepanbHoro 3akoHa ot 2 uiond 2013 roga N
185-93);

®denepanbHbiM 3akoHOM OT 25 Hoabps 2013 roga N 317-93 (OdwmumanbHbI MHTEPHET-NOPTan nNpaBoBOW MHopMauum
www.pravo.gov.ru, 25.11.2013) (o nopsigke BCTynfieHUs B CUNY CM. cTaTblo 64 ®enepanbHoro 3akoHa ot 25 Hoabps 2013 rona
N 317-93);

denepanbHbiM_3akoHom o7 12 mapta 2014 rona N 33-93 (OdwuumanbHbI UHTEPHET-NOpTan npaBoBON MHopMauum
www.pravo.gov.ru, 12.03.2014) (o nopsgke BCTynneHunst B cuny cm. ctatbto 21 ®enepansHoro 3akoHa ot 12 mapta 2014 rona N
33-93);

®denepanbHbiM 3akoHOM OT 22 okTabpa 2014 roaa N 313-03 (OdwmumanbHbIn MHTEPHET-NOPTaN NpPaBoBOW MHGOPMaLMK
www.pravo.gov.ru, 22.10.2014, N 0001201410220022) (o nopsifike BCTYMMEHUS B CUITY CM. cTaTtbio 2 PeepanbHOro 3akoHa ot
22 okta6pa 2014 rona N 313-93);

®denepanbHbiM 3akoHOM OT 22 fAekabpsa 2014 rona N 429-03 (OdwmumanbHbI MIHTEPHET-MOPTaN NPaBoBOM UHGOPMAaLIMK
www.pravo.gov.ru, 23.12.2014, N 0001201412230021) (c nsmeHeHusMU, BHeCeHHbIMU DeaepanbHbIM 3akoHOM OT 8 mapTa
2015 rona N 34-03, denepanbHbiM 3akoHoM oT 13 mionsg 2015 roaa N 241-93) (0 nopsake BCTYNNEHUs B CUy CM. CTatbio 4
®denepanbHoro 3akoHa ot 22 aekabpsa 2014 rona N 429-93);

®denepanbHeiM 3akoHoMm oT 8 mapta 2015 roga N 34-03 (OdwmumanbHbIi MHTEPHET-NOPTan MNpaBoOBON MHGOPMAaLMu
www.pravo.gov.ru, 09.03.2015, N 0001201503090043) (o nopsifike BCTYMNEHUsI B cuITy CM. cTaTtbio 3 PenepanbHOro 3akoHa ot
8 maprta 2015 roaa N 34-93);

®denepanbHbiM _3akoHoM oT 29 utoHa 2015 roga N 160-93 (OduumanbHbI MHTEPHET-NOPTan NpaBoBoOW MHAOpPMaLun
www.pravo.gov.ru, 30.06.2015, N 0001201506300055);
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®enepanbHbiM_3akoHoM oT 13 uiona 2015 roga N 233-93 (OdwmumanbHbIn MHTEpPHET-NopTan npasoBoW MHGOpMaLmMK
www.pravo.gov.ru, 13.07.2015, N 0001201507130077);

®denepanbHbeiM _3akoHoM oT 13 wtons 2015 ropa N 241-03 (OduumanbHbIl MHTEPHET-NOPTaN NpaBoBOW MHGOPMaLMK
www.pravo.gov.ru, 13.07.2015, N 0001201507130051);

®denepanbHbiM_3akoHom oT 13 utona 2015 ropa N 262-93 (OduumanbHbI MHTEPHET-NOPTan NpaBoBON MHAOPMaLMK
www.pravo.gov.ru, 13.07.2015, N 0001201507130067) (Bctynun B cuny ¢ 1 sHBapsa 2016 roga);

®denepanbHbiM 3akoHoM OT 14 fAekabpsa 2015 roga N 374-93 (OduumanbHbI MIHTEPHET-NopTan npaBoBoOr UHGOPMaLMK
www.pravo.gov.ru, 15.12.2015, N 0001201512150001) (o nopsiake BCTYNfeHUst B CUIy CM. CcTaTblo 5 deaepanbHOro 3akoHa ot
14 pnexabpsa 2015 rona N 374-93);

®denepanbHbiM 3akoHOM OT 29 fnekabpsa 2015 rona N 389-03 (OdmumanbHbI MIHTEPHET-MOPTaN NPaBoOBOM UHGOPMAaLIMK
www.pravo.gov.ru, 29.12.2015, N 0001201512290018) (sctynun B cuny ¢ 1 aHeaps 2016 roga);

®denepanbHbiM _3akoHoM oT 2 uioHs 2016 rona N 163-03 (OdmumanbHbIi MHTEPHET-NOPTaN MpaBoOBON MHopMauun
www.pravo.gov.ru, 02.06.2016, N 0001201606020015);

®denepanbHbiM _3akoHoMm oT 3 umiong 2016 roga N 261-®3 (OdmumanbHbIi MHTEPHET-NOPTan NpaBoOBOM MHGOpMauum
www.pravo.gov.ru, 04.07.2016, N 0001201607040127) (o nopsiake BCTYNSIEHNsI B CUIY CM. cTaTblo 9 denepanbHOro 3akoHa ot
3 utonsa 2016 rona N 261-$3);

®denepanbHbiM_3akoHoMm oT 3 umiong 2016 roaa N 305-®3 (OdmumanbHbIi MHTEPHET-NopTan npaBoOBOM MHGOpMauum
www.pravo.gov.ru, 04.07.2016, N 0001201607040146);

®enepanbHbiM_3akoHom oT 3 uiona 2016 roga N 350-903 (OdmumanbHbli MHTEPHET-NOPTaN NpaBoBON MHGOPMaLUK
www.pravo.gov.ru, 04.07.2016, N 0001201607040122);

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

®denepanbHbiM _3akoHoMm oT 29 utona 2017 ropa N 278-03 (OduumanbHbIl MHTEPHET-NOPTan NpaBoBON MHAOPMaLMK
www.pravo.gov.ru, 31.07.2017, N 0001201707310022) (o nopsiake BCTYNSIEHNsI B CUIY CM. cTaTblo 8 denepanbHOro 3akoHa ot
29 nionsa 2017 rona N 278-93);

denepanbHbiM 3akoHoM OT 28 fekabpsa 2017 rona N 425-903 (OdwmumanbHbI MIHTEPHET-NopTan npaBoBOM UHGOPMaLMK
www.pravo.gov.ru, 29.12.2017, N 0001201712290006) (c nameHeHnsimm BHeCeHHbIMN PenepanbHbiM 3akOHOM OT 28 HoA6ps
2018 rona N 449-93, PenepanbHbiM 3akoHOM OT 27 Aekabpsa 2019 rona N 462-3) (o nopsake BCTYMNNEHUS B CUNY CM. CTaTbio
2 denepanbHoro 3akoHa ot 28 nekabpa 2017 rona N 425-93);

®denepanbHbiM_3akoHoM oT 4 unioHsa 2018 roga N 140-®3 (OdumumanbHbIi MHTEpPHET-NoOpTan npaBoBOW WMHdopmMauun
www.pravo.gov.ru, 04.06.2018, N 0001201806040061);

®denepanbHbiM 3akoHOM OT 28 Hoabps 2018 rona N 449-03 (OdwuumanbHeI MHTEPHET-NopTan NpaBoBOM MHopMauun
www.pravo.gov.ru, 28.11.2018, N 0001201811280057) (o nopsake BCTYNNeHUs B cuIy CM. cTatbio 5 PefepanbHOro 3akoHa ot
28 Hoabps 2018 rona N 449-03);

®denepanbHbiM 3akoHoM OT 27 faekabpsa 2018 rona N 511-03 (OdumumnansHbil MHTEPHET-NopTan npaBoBON UHGOpPMaLIMK
www.pravo.gov.ru, 27.12.2018, N 0001201812270067);

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

denepanbHbiM_3akoHom oT 26 uwtong 2019 ropga N 240-93 (OduumanbHbIl MHTEPHET-NOPTan NpaBoBoON MHOpPMaLUn
www.pravo.gov.ru, 26.07.2019, N 0001201907260109);

®denepanbHbiM _3akoHoMm oT 2 asrycta 2019 rona N 297-93 (OduumnanbHbI MHTEPHET-NOPTan NpaBoBon MHGOpMaL MK
www.pravo.gov.ru, 02.08.2019, N 0001201908020069);

®denepanbHbiM 3akoHOM OT 27 fAekabpsa 2019 rona N 462-03 (OdwmumanbHbI MIHTEPHET-MOPTaN NpaBoBOM UHGOPMaLIMK
www.pravo.gov.ru, 28.12.2019, N 0001201912280029);
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®denepanbHbiM 3akoHOM OT 27 faekabpsa 2019 rona N 475-03 (OdwmumanbHbI MIHTEPHET-MOPTaN NPaBoOBOM UHGOPMaLIMM
www.pravo.gov.ru, 28.12.2019, N 0001201912280038) (o nopsake BCTYNfeHUs B CUy CM. cTaTblo 4 deaepanbHOro 3akoHa ot
27 nekabpsa 2019 rona N 475-93);

®denepanbHbiM 3akoHOM OT 27 faekabpsa 2019 rona N 478-03 (OdwmumanbHbI MIHTEPHET-MOPTaN NpaBoBOM UHGOPMAaLIMK
www.pravo.gov.ru, 28.12.2019, N 0001201912280025) (sctynun B cuny ¢ 1 aHBaps 2021 roga);

®denepanbHbiM 3akoHoM OT 27 fekabpsa 2019 rona N 481-93 (OdwmumansbHbI MHTEPHET-NOpTan NpaBoBoOM UHGOPMaLMK
www.pravo.gov.ru, 28.12.2019, N 0001201912280034) (o nopsiake BCTYNSIEHNSI B CUIY CM. cTaTblo 5 defepanbHOro 3akoHa ot
27 nexkabpga 2019 rona N 481-93);

®denepanbHbiM_3akoHoM 0T 26 mapta 2020 roaa N 67-93 (OdwuumanbHbIl UHTEPHET-NOpTan npaBoBON MHopMauum
www.pravo.gov.ru, 26.03.2020, N 0001202003260030);

®depepanbHbiM_3akoHoM oT 1 anpens 2020 roga N 98-03 (OduumnanbHbIn MHTEPHET-NOPTaN NpaBoBOM MHGOPMaLUK
www.pravo.gov.ru, 01.04.2020, N 0001202004010072);

®denepanbHbiM 3akoHoM 0T 3 anpens 2020 roga N 105-®3 (OdwmumanbHbIi MHTEPHET-NOPTaN NpaBoBON MHGOPMAaLMU
www.pravo.gov.ru, 03.04.2020, N 0001202004030060) (o nopsiake BCTYMSIEHMS B CUIy CM. CTaTblo 3 PeaepanbHOro 3akoHa ot
3 anpena 2020 rona N 105-93);

®denepanbHeiM _3akoHom oT 13 utona 2020 roaa N 206-93 (OduumanbHbIl MHTEPHET-NOPTan NpaBoBON MHAOPMaLMK
www.pravo.gov.ru, 13.07.2020, N 0001202007130048) (o nopsiake BCTYNfeHNsI B CUIY CM. cTaTblo 4 denepanbHoro 3akoHa ot
13 nions 2020 rona N 206-$3);

®denepanbHbiM 3akoHoM OT 8 aekabpsa 2020 roaa N 429-03 (OduumanbHbI UHTEPHET-NopTan nNpaBoBoOW MHGOPMaLMu
www.pravo.gov.ru, 08.12.2020, N 0001202012080096);

denepanbHbiM 3akoHOM OT 22 fekabpsa 2020 rona N 444-93 (OduumanbHbI MIHTEPHET-NopTan npaBoBon UHGOPMAaLIMK
www.pravo.gov.ru, 22.12.2020, N 0001202012220029);

®enepanbHbiM_3akoHoM OT 11 moHa 2021 roga N 170-903 (OduumnansHbIn MHTEPHET-NOPTaNn NpasBoBOM MHGOPMAaLMK
www.pravo.gov.ru, 11.06.2021, N 0001202106110081) (o nopsigke BCTynneHus B cuny cM. ctatbio 138 denepanbHOro 3akoHa
ot 11 nioHa 2021 roga N 170-93);

®denepanbHbiM 3akoHoM 0T 8 mapta 2022 roga N 46-03 (OdwvumanbHbIi MHTEPHET-NOpTan MNpaBoOBON MHGOPMAaLMU
www.pravo.gov.ru, 08.03.2022, N 0001202203080001);

®denepanbHbiM _3akoHOM 0T 26 mapta 2022 rona N 64-93 (OdwuumanbHbIl UHTEPHET-NOpPTan nNpaBoBON MHopmauum
www.pravo.gov.ru, 26.03.2022, N 0001202203260005) (o nopsiake BCTYNfEHNsI B CUIY CM. cTaTblo 5 denepanbHOro 3akoHa ot
26 mapta 2022 rona N 64-93);

®denepanbHbiM_3akoHom oT 14 wtong 2022 roaa N 311-®3 (OdumumanbHbIi MHTEpPHET-MOPTan NpaBoBoOW MHAOPMaLMK
www.pravo.gov.ru, 14.07.2022, N 0001202207140119).

MpuHat
lNocynapctseHHon ymoin
24 mapta 2010 roga

OpobpeH
CoBeTtom depnepavimu
31 mapta 2010 roga

KommeHTapum kK PeaepansHomy 3akoHy ot 12 anpensg 2010 roga N 61-93 "O6 o6pallieHnn NekapcTBEeHHbIX cpeacTB”

MABA 1. OBLWME NONOXEHUA
CTATbA 1. NIPEOMET PEINYNIMPOBAHUA HACTOALLEINO ®EOEPATIbHOIMO 3AKOHA
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1. Hactoswuin ®enepanbHblii 3aKOH perynyvpyeT OTHOLLEHMS!, BO3HMKAKWLIME B CBA3M C OOpalleHnem - pa3paboTkoWn,
OOKITUHUYECKMMM  UCCIEeA0BaHUAMU, KITUHUYECKMMU WUCCeaoBaHUSMKN, 3KCMEepTU30M, rOCYLApCTBEHHOW perucrpauumen, co
cTaHgapTusaumen u ¢ KOHTpPoneM KavyecTBa, MPOM3BOACTBOM, M3rOTOBMEHMEM, XpaHEHMEM, NEPEBO3KOM, BBO3OM B Poccuinckyto
®egepauuio, BbIBO3OM K3 Poccuinckon Pepepaumu, peknamon, OTMYCKOM, peanusauuven, nepegaden, NpUMEHEHUEM,
YHUYTOXEHMEM NNEKAPCTBEHHBIX CPEACTB.

(HYactb B pegakumu, BBeaeHHoW B Aencteune ¢ 7 sHBapsa 2012 roga PenepanbHbiM 3akoHOM OT 6 aekabpsa 2011 rona N
409-03. - CM. NpeablAyLLYI0 PEAAKLIMIO)

2. Hactoswun ®epepanbHbli 3aKOH YCTaHaBNMBAET MPUOPUTET FOCYAAPCTBEHHONO perynupoBaHnsa ©e30macHOCTH,
KayecTBa 1 3¢pPeKTUBHOCTM NEKAPCTBEHHbIX CPEACTB NpU MX ODpaLleHun.

(Yactb B pegakumn, BBeaeHHom B aencteme ¢ 25 nors 2012 roga PenepanbHbiM 3akoHOM OT 25 mtoHa 2012 roga N 93-
®3. - CMm. npeabiayLLyo PeAaKLnio)

KommeHTapun k ctatbe 1

CTATbA 2. COEPA NPUMEHEHUA HACTOALLEIO ®EAEPAJIbBHOIO 3AKOHA

HacTtosawun ®enepanbHbii 3aKOH NPUMEHSAETCH K OTHOLLEHUAM, BO3HUKAOLLMM Npy obpalleHun nekapCTBEHHbIX CPeacTB
Ha TeppuTopumn Poccuinckon depepauuu.

KommeHTapui k ctatbe 2

CTATbSA 3. 3AKOHOOATENNbCTBO OB OBPALLEHUN NEKAPCTBEHHbIX CPEACTB

1. 3akoHopgaTenbCcTBO 06 06palleHM NekapcTBEHHbIX CPeaCcTB COCTOUT M3 HacToswero denepanbHOro 3akoHa, Apyrux
denepanbHbIX 3aKOHOB U MHBIX HOPMaTUBHBIX NPaBOBbIX akToB Poccuiickon deaepauun.

1_1. 3akoHogaTenbCcTBO 006 OOpalleHNM NEKapCTBEHHbBIX CPEACTB B OTHOLUEHMU HOPUOUYECKUX MWL, U UHOAMBUAYANbHbIX
npeanpuHUMaTenen, OCYLIECTBASIOWNX [OeATeNbHOCTb Ha Tepputopun  MeXAyHapoaHOro MeAMUMHCKOro  Kractepa,
NPUMEHSIETCA C Y4ETOM OCOBEHHOCTEN, YCTaHOBIEHHbIX PeaeparnbHbiM 3aKOHOM "O MeXayHapoAHOM MeOULIMHCKOM KracTepe
1 BHECEHUM N3MEHEHWUN B OTAEMNbHbIE 3aKoHOAaTeNbHble akTbl Poccuickon Pepepavinn”.

(Yactb gononHutensHo BkNtoveHa ¢ 30 noHs 2015 roga ®enepansHbiM 3akoHoM OT 29 mioHa 2015 roga N 160-93)

2. [enctBme Hactosiwero denepanbHOro 3akoHa pacnpocTpaHsieTcd Ha obpalleHne HapKOTUYECKUX FeKapCTBEHHbIX
CpeacTB M NCUXOTPOMHbIX JIEKAPCTBEHHBLIX CPEACTB C Y4ETOM 0CODEHHOCTEN, YCTAHOBMEHHbLIX 3aKoHoA4aTeENbLCTBOM Poccuiickon
denepaunm 0 HAPKOTUHECKMX CPEACTBAX, MCUXOTPONMHLIX BeLecTBax 1 06 Nx Npekypcopax.

3. [HenctBne Hactosiwero ®PegepanbHOro 3akoHa pacnpocTpaHsieTcsl Ha obpaleHue papuodapmaueBTUHECKUX
nekapcTBEHHbIX CpeACcTB C Y4ETOM 0CODEHHOCTEN, YCTaHOBMNEHHbIX 3akoHogaTenbCcTBOM Poccuiickon ®epgepaumm B obnactu
obecneveHust pagnaumoHHon 6e3onacHOCTH.

4. Ecnn wmexgyHapogHbim pgoroBopomM Poccuiickon ®depepaumm YCTaHOBMEHbI MHble MNpaBuna, 4Yem Te, KoTopble
npenycMoTpeHbl HacToswmnM deaepanbHbiM 3aKOHOM, NPUMEHSIIOTCS MpaBuia MexayHapoaHoro 40rosopa.

4 1. PeweHns MexrocygapCTBEHHbIX OpraHoOB, MNPUHSATbIE Ha OCHOBaHUU MOMOXEHUN MeXOyHapodHbIX [AO0roBOpOB
Poccuiickon ®depepaumm B uUX WCTONKOBaHuMM, npoTtuBopedawem KoHctutyumm Poccunckon Pepepaumm, He nognexar
ucnonHeHnto B Poccuiickon ®epepauun. Takoe nNpoTMBOpEYME MOXET ObiTb YCTAHOBMEHO B MOpsiAKe, ONpeneneHHOM
denepanbHbIM KOHCTUTYLIMOHHBIM 3aKOHOM.

(YacTb gononHuTenbHO BkNtoveHa PenepanbHbiv 3akoHOM oT 8 nekadpa 2020 rona N 429-93)

5. B Poccunckon degepauumn B COOTBETCTBUM C MeXAyHapoaHbIMu gorosopamu Poccuiickon ®egepaumm n (unun) Ha
OCHOBE MpuHUMMNA B3aMMHOCTU MPU3HAKOTCA pe3ynbTaThl KIMHUYECKUX WCCregoBaHMN NEeKapCTBEHHbLIX NpenapaToB Ans
MEeOULUHCKOrO NPUMEHeEHNs1, NPoBeAEeHHbIX 3a Npeaenamu Tepputopum Poccuinckon ®egepaumn.

KomMmmeHTapui K ctatbe 3

CTATbA 4. OCHOBHbIE NOHATUA, UCMOJIb3YEMbIE B HACTOALWEM ®EAEPAJIbHOM 3AKOHE
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[nsa uenei HacToswero ®eaepanbHOro 3akoHa UCMOSb3YHTCS CNEAYIOLME OCHOBHbIE NOHATUS:

1) JleKapCTBEeHHble cpencTtBa - BeuwlectBa UM unx KoMOuHauun, BCTynawwine B KOHTakKT C OpraHM3MoM 4ernoBeka uin
XMBOTHOIO, MNpOHMKaKwLWWe B OpraHbl, TKaHW OpraHnM3mMma 4enoBeka Wi XUBOTHOIO, NpuMeHdAemble OnA ﬂpOdI)I/IJ'IaKTI/IKI/I,
AONarHoCTUKn (38 WCKIMIOYEHMEM BELLECTB UNU NX KOMOMHaUMn, He KOHTaKTUpyrLWKMUX C OpraHM3Mom 4enoBeKka Umnm )KI/IBOTHOFO),
neyeHunst 3abonesaHus, pea6MJ'IVITaLI,VIM, Aana coxpaHeHwud, npegorepalleHna nnn npepbiBaHnA 6€peMeHHOCTM N nony4yeHHble
13 KpoBU, nna3mbl KpoBU, N3 OpraHoB, TKaHen opraHm3mMa 4enoseKka Uinn XXMBOTHOIO, paCTeHMVI, MUHepanoB MeTogamMmn CUMHTE3a
nnn ¢ npuMeHeHnem ouonornyeckmx TexHonornn. K NeKapCTBeHHbIM CcpeacTBaM OTHOCATCA cbapmau,esmqecme CyGCTaHLI,MM n
NeKapCTBEHHbIE npenaparhbl;

2) dapmaueBTmyeckas cybcTaHuMst - nekapCTBEHHOE CpPEeACTBO B BMAE OOHOMO WM HECKONbKMX 0bnagaroLmx
dapMakoniorm4eckon akTMBHOCTbIO [OENCTBYIOLUMX BELLECTB BHE 3aBMCUMOCTU OT NPUPOAbI MPOUCXOXKAEHMS, KOTOpoe
npeaHasHa4yeHo Ans NPOM3BOACTBA, U3rOTOBIEHUS NEKAPCTBEHHbLIX NpenapaToB 1 onpeaensieT ux aeKkTMBHOCTL;

(MyHkT B pepakumu, BBegeHHon B Aenctame ¢ 1 nonsa 2015 roga PenepansHbiM 3akoHoM OT 22 fekabpsa 2014 rona N 429-
®3. - Cm. mpeaplayLLy0 PEAaKLIMIO)

3) BcrnomoraTenbHble BELEeCTBa - BELLECTBAa HEOPraHUYeCcKOro MM OpraHM4eckoro MpOMCXOXAEHUS, UCMONb3yeMble B
npouecce NpPOM3BOACTBA, U3rOTOBMNEHNSI NEKAPCTBEHHbIX MpenapaToB ANs NpuaaHus UM HeobXoauMbIX PU3UKO-XMMUYECKMX
CBOWCTB,;

4) nekapcTBeHHble npenapatbl - JIEeKapCTBEHHbIE CPEACTBAa B BUAE JIEKAPCTBEHHBLIX (QOPM, MPUMEHsieMble Ans
NPoOMUNaKTUKX, AUArHOCTUKK, NeveHnss 3abonesaHus, peabunuTaummn, Ans COXpaHeHusl, NpeaoTBpaLleHus Unn npepbiBaHus
6epemMeHHOCTY;

5) nekapcTBeHHasi hopMa - COCTOsIHME NeKapCTBEHHOrO Mpenapara, COOTBETCTBYylOLee crnocobam ero BBedeHus1 U
npumMeHeHnst 1 obecneunBatoLLlee AOCTUXKEHNE HEOBXoanmMoro nevedHoro addekTa;

5_1) posupoBka - cogepXkaHue OOHOro WM HECKOMbKUX AENCTBYHLUMX BELLeCTB B KONMUYECTBEHHOM BbIPaXKEHUM Ha
eauHWLy 003bl, UM eavHuly obbema, unv eauHULY Maccbl B COOTBETCTBUM C NEKapCTBEHHOM hopmon nMBo Anst HEKOTOPbIX
BWOOB JIEKAPCTBEHHbIX (DOPM KONMMYECTBO BbICBOOOXOAEMOro M3 neKkapCTBEHHOW (hopMbl OEMCTBYIOLWLEro BeLlecTBa 3a
€OUHVLY BPEMEHU;

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

6) nepeyeHb XU3HEHHO HEOBXOOUMBIX U BaXXHEWLUMX NeKapCTBEHHbIX MpenapaTtoB - yTBepxaaembln [MpaBuTENbCTBOM
Poccuiickon depepauumn nepedeHb NeKapCTBEHHbIX MpenapatoB Ans MEAWLMHCKOrO MpUMeEHeHus, obecrnevnmBaroLLmx
NpUOpUTETHbIE MNOTPEOHOCTU 304pPaBOOXPAHEHUS B Uenax npodunakTuKM U nevyeHust 3aboneBaHuid, B TOM 4ucne
npeobnagaroLLmx B CTPyKType 3aboneBaemocTtu B Poccuiickon depepaumu;

(MyHKT B pegakuun, BBeaeHHON B aencteue PenepanbHbiM 3akoHoM oT 13 utons 2020 roga N 206-93. - Cm. npeablayLLyo
penakumio)

6_1) opchaHHble nekapcTBeHHble MpenapaTtbl - JIeKAapCTBEHHblE MNpenapaTthbl, NpefHa3HaYeHHble WCKMYUTENBHO ANs
ONarHoCTUKM WM NaTOrEHETUYECKOro JeYeHUs (NIe4YeHUsl, HanpaBreHHOro Ha MexaHu3M pasBuTMS 3aboneBaHusi) penkux
(opdhaHHbIX) 3aboneBaHni;

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

6_2) Ouomnornyeckne nekapCTBEHHble npenapaTbl - JIeKapCTBEHHble NpenapaTbl, AEeNCTBYHOLWEE BELIECTBO KOTOPbIX
Nnpou3BedeHO UIN BblAENeHo 13 BMONOrMYeckoro NCTOYHUKa M ANs onpedeneHnsl CBOMCTB U KadecTBa KOTOpbIX Heobxoamma
KOMOMHauMsi Guonormyecknx 1 U3NKo-xmmMuyecknx metogoB. K Gronornyeckum nekapCTBEHHbIM Npenapatam OTHOCSTCS
MMMYyHOBKMONOrMYeckne rekapCcTBEHHbIE Mpenaparbl, fliekapCTBEHHblE MpenapaTbl, MofydeHHble M3 KpoBW, Nasmbl KPOBWU
YyernoBeka W JKMBOTHbIX (33 WCKIMIOYEHWEM LEeNnbHOW  KPOBKM), OUOTEXHONMOrM4Yeckne IeKapCTBEHHble npenaparhbl,
reHoTepaneBTUYeCKNe NekapCTBEHHbIe npenaparhbl;

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

7) uMMyHOGMOMorMyeckne InekapcTBEHHble rpenapaTtbl - JleKapCTBEHHble Mpenapartbl, npeAHasHayeHHble Ans
(hOpPMMPOBAHUS aKTUBHOTO WM MNacCUBHOTO WMMMYHMUTETA INMOBO AMArHOCTVMKM HanuMuust MUMMYHUTETA WU OUarHOCTUKU
cneumdgmnyeckoro nNpuMobpeTeHHOro M3MEHEHMST WUMMYHOMNOrMYeckoro oTBeTa Ha anneprusvpytowme Bewectea. K
UMMYHOGMONOTMYECKMM  JIEKAPCTBEHHLIM  MpernapataM  OTHOCATCS  BaKUWMHbl, aHATOKCUHbI, TOKCWUHbI,  CbIBOPOTKM,
VUMMYHOTTOGYNMHBI U annepreHbl;
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(MyHkT B pegakumm, BBeaeHHou B gerictane ¢ 1 uonst 2015 roga ®enepanbHbiM 3akoHOM oT 22 nekabps 2014 rona N 429-
®3. - CM. mpeablAyLLY0 PEAAKLIMIO)

7_1) OunoTexHonornyeckne rekapCTBEHHble MpenapaTtbl - JIeKapCTBEHHble npenapaTthbl, MNPOM3BOACTBO KOTOPbIX
OCYLLECTBNSAETCA C WCMONb3oBaHMEM OBUOTEXHONMOMMYeCcKMX npoueccoB U metodoB (B ToM 4ucne [HK-pekomBuHaHTHOM
TEXHOMOIMMM, TEXHOMOMMM KOHTPONMUPYEMOW 3KCMPECCUM FEHOB, KOAUPYOLMX BMoNorMyeckn akTuBHble Genkn B NpokapuoTax u
ayKapuoTax, BKNtoYas U3MEHEHHbIE KNETKM MNeKonuTatoLwmx), rmépnaomMHoOro Metoda 1 MetToga MOHOKMOHArbHbIX aHTUTEN;

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

7_2) reHoTepaneBTMYECKNE NEeKapCTBEHHbIE npenapaTthbl - fleKapCTBEHHbIe npenapartbl, dapmaueBTMyeckasi cyocTaHums
KOTOpPbIX SBMSIETCH PEKOMOMHAHTHOW HYKIEMHOBOW KUCIOTOW MIW BKIKOYAET B ce0S peKOMOMHAHTHYIO HYKIEWHOBYIO KUCIIOTY,
MO3BOMSIOLLYI0  OCYLLECTBNSATb  pPerynupoBaHue, penapauuio, 3amMeHy, [gnobaBrneHue wnu yganeHue reHeTudeckon
nocrnenoBaTernibHOCTY;

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

8) HapkoTMdeckue reKkapCTBEHHble CcpeacTBa - feKapcTBeHHble npenapatbl M dapMaueBTuyeckme cybectaHuuu,
cogepxaliue HapkoTU4ecKMe CpeacTBa M BKIOYeHHble B [lepeyeHb HapKOTUYECKMX CPEeACTB, MCUXOTPOMHbIX BELECTB U KX

depepauun, mexgyHapoaHoeiMn goroBopamu Poccuiickon degepaunn, B TOM vmcne EAvHON KOHBEHUMEN O HapKOTUYECKMX
cpenctBax 1961 roaa;

9) NCUXOTPONHbIe IneKapCTBEeHHble CcpeactBa - JiIeKapCTBEeHHble TMpenapatbl WU cbapmaueBqueCKme CyGCTaHLI,VII/I,
cogepxalime ncuxoTponHble BellecTtBa U BKITHOYEHHbIE B [NepeyeHb HapKOTMYECKUX CpReNCTB, MNCUXOTPOMHbLIX BELLIECTB U UX

depepauunn, mexagyHapoaHsiMu gorosopamun Poccuiickon ®enepaumm, B TOM yncne KoHBEHLMEN O NCUXOTROMNHbIX BellecTBax
1971 ropa;

10) pagvodapmMaLeBTUYEeCKMe NeKapcTBEHHbIe CPeACTBa - JIeKapCTBeHHble CpeacTBa, KoTopble codepaT B roTOBOM Afs
1cnosnb3oBaHust hopMe OAMH PaAVNOHYKIUA UIM HECKOMNBKO PaanoHyKNNAOB (PaaMoaKTMBHBLIX M30TOMOB);

10_1) opurMHanbHbIN NEKApPCTBEHHbIV NpenapaT - JIeKapCTBEHHbIA Mpenapar C HOBbIM AEWCTBYHLUMM BELLECTBOM,
KOTOpbIN NepBbIM 3apernctpupoBaH B Poccuickon ®egepaumm nnm B MIHOCTPaHHbIX rOCy4apcTBax Ha OCHOBaHWM pe3ynsTaToB
OOKIMUHUYECKUX WCCNeaoBaHWN NeKapCTBEHHbIX CPeACTB U KNMHUYECKUX WCCMeLOBaHUA NeKapCTBEHHbIX MpenapaTtos,
NOATBEPXKOAILLMX ero KayecTBo, 3pEKTUBHOCTb U 6e30MacHOCTb;

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

11) pedepeHTHbIN NEeKapCTBEHHBIN NpenapaTr - JeKapCTBEHHbI npenapaTt, KOTOpbIA MWCNOMb3yeTca AN OLEHKU
OVO3KBUBANEHTHOCTM UMW TepaneBTUYECKOW  SKBMBANIEHTHOCTM, kayecTBa, 3ddeKTMBHOCTM U 6Ges3onacHoCTu
BOCMPOW3BEAEHHOIO JIeKapCTBEHHOIO npenapata wnu OuoaHanoroBoro (6vonogobHOro) nekapCcTBEHHOrO npenapaTa
(brnoaHanora). B kavecTBe pedepeHTHOro NEeKapCTBEHHOro npenapaTta Ans MeauLUMHCKOro MNPUMEHEHUst UCMomb3yeTcs
OpUrMHanbHbIA NEKapPCTBEHHLIN NpenapaT NMbo, eCrnu OpUrMHarnbHbIA NIEKAPCTBEHHLIN NpenapaT He 3aperMcTpMpoBaH U He
HaxoguTca B obopote B Poccuiickon Pepepaumm M He Haxogutcs B 000pOTe B UMHOCTPaHHbIX rocygapcTeax,
BOCMPOM3BEAEHHbIN NEKAPCTBEHHbINM npenapaT unn GuoaHanorosbl (6rnonogobHbIN) NekapcTBeHHbIN npenapat (buoaHanor),
KOTOpbIN NepBbIM 3aperncTpupoBaH U3 uucrna Haxogsawmxca B obopoTe B Poccuiickon degepaumm, BMOIKBMBaANEHTHOCTb UNn
TepaneBTUYecKkass 3KBMBANEHTHOCTb, KayeCTBO, 3a(PHEKTUBHOCTL M 6E30MacHOCTb KOTOPOro OLEHMBAarMCb MO OTHOLLEHWIO K
OpuUrMHanbHOMY fiekapCTBEHHOMY Mpenapary, a Takke Ka4ecTBo, a(pdeKTUBHOCTb 1 6e30nacHOCTbL KOTOPOro noaTeepxaatTcs
pesynesratamu bapmakoHaa3opa 1 NPOBEPOK COOTBETCTBMS NEKApCTBEHHbIX CPEACTB, HAaXOASALWMXCS B rpaxgaHckom obopore,
yCTaHOBMNEHHbIM TpeboBaHuAM K MX KayecTBy. B kadecTBe pedpepeHTHOro nekapcTtBeHHOro npenaparta Ans BeETEpMHapPHOro
NPUMEHEHNS UCNOMb3YeTCs NleKapCTBEHHbLIN Npenapar A9 BETEPMHAPHOIo NPUMEHEHUS, 3aperncTpMpoBaHHbIn B Poccuninckon
degepauum Ha OCHOBaHMU pe3ynbTaToB  AOKNMHWMYECKUX WCCMeqOBaHWA NEKapCTBEHHbIX CPeacTB W KIMHUYECKUX
nccnenoBaHuii NeKapcTBEHHbIX NpenapaToBs, NOATBEPXKAAOLLUMNX ero kKa4ecTso, 3(eKTUBHOCTb 1 6e30NacHOCTb;

(MyHkT B pegakumun, BBeaeHHou B aewncteue ¢ 1 mapta 2020 roga enepanbHbiM 3akoHOM OT 27 Aekabpsa 2019 rona N
475-®3. - CM. NpeablayLLY0 PEAAKLIMIO)

12) Bocnpomn3BeaeHHbIV NEKapCTBEHHbIV Npenapar - NIEKapCTBEHHBIN nNpenapat Ans MegULUHCKOrO NPUMEHEHUS], KOTOPbIN
MMeeT 9KBMUBASIEHTHbIM pedepeHTHOMY feKkapCTBEHHOMY npenapaTy KayeCTBEHHbI COCTaB W KONMUYECTBEHHbIA COCTaB
OENCTBYIOLLUX BELLECTB B SKBMBANEHTHOW IeKapCTBEHHOW ¢opme, nNnbO nekapCTBEHHbIV Mpenapart Ansi BETEPUMHAPHOro
NPUMEHeHWs, KOTOPbIN MMeeT TakMe Xe, 4YTO U pedepeHTHbIM NeKapCTBeHHbIM npenapart, KauYeCTBeHHbI COoCTaB W
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KONMWYECTBEHHbIA COCTaB [EWCTBYIOLLMX BELLECTB B TakOW e JeKapCTBEHHOW ¢opme, OMO3KBMBANEHTHOCTb UMK
TepaneBTU4ecKasi 3KBUBaNeHTHOCTb KOTOPbIX COOTBETCTBYHOLLIEMY pedhepeHTHOMY NeKapCTBEHHOMY Npenapary NoATBepXaeHa
COOTBETCTBYHOLUMU UCCIELOBAHUSMMU;

(MyHkT B pemakumun, BBegeHHon B gencteue ¢ 1 mapta 2020 roga PeaepanbHbiM 3akoHOM 0T 27 Aekabps 2019 rona N
475-03. - CM. mpeablayLLYI0 peaakLmio)

12_1) TepaneBTUYecKasi SKBMBANEHTHOCTb JIEKAPCTBEHHbLIX MpenapaToB - AOCTUMXKEHWE KIMHUYECKM COMOCTaBUMbIX
TepaneBTuyeckoro acpdekta 1 nokasarenen apdHeKTMBHOCTM 1 Ge30NacHOCTU NPpU NPUMEHEHUN NeKapCTBEHHbIX NpenapaToB
AN MeQULMHCKOro NPUMEHEHNS, UMELLMX OOHO MeXayHapOoaHOe HenaTeHTOBaHHOE (MM XMMUYECKOe, UK rPYNNUPOBOYHOE)
HaMMeHOBaHWe, B 3KBMBANEHTHbIX AO3UPOBKaxX NO OAHUM U TEM e NoKasaHusIM K NPUMEHEHWIO U NPU OAMHAKOBOM crocobe
BBEOEHUSA Y OAHOM 1 TOW Xe rpynnbl 60MbHbIX;

(MyHKT gononHuTenbHO BkNtoYeH ¢ 1 mons 2015 ropa PepepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-93; B
penakumu, BBeaeHHon B genctene ¢ 1 mapta 2020 ropga PenepanbHbiM 3akoHOM OT 27 aekabps 2019 rona N 475-93. - Cwm.
NREeAbIAYLLYI0 PeAaKLMio)

12_2) 6uoaHanoroBbin (6MONOAOGHLIN) NekapCcTBeHHbIM npenapart (6uoaHanor) - 6uonornmyeckun nekapCTBEHHbIN
npenapat, CXOXuWA MO napameTpaM KadecTBa, 3(EEeKTMBHOCTM U 0Ge3onacHOCTM C pedepeHTHbIM BMOoNornvyeckum
nekapcTBEHHbIM NpenapaToM B TAKOW Xe NeKkapCTBEHHON hopMe 1 MMEILLMI MOEHTUYHbINA cnocob BBeOEHMS;

(MyHKT gononHuTensbHo BkNtoYeH ¢ 1 uonst 2015 roga ®enepanbHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-03)

12_3) B3anmo3aMeHsieMbll NeKapCTBEHHbIM MnpenapaTt - feKkapCTBEHHbIN npenapar C JoKa3aHHOW TepaneBTUYeCcKOn
9KBMBANIEHTHOCTLIO UM BGUO3KBUBANEHTHOCTBIO B OTHOLUEHUM pedepeHTHOro feKapCTBEHHOro npenapara, WUMeLuia
3KBUBANEHTHbIE €MY KayeCTBEHHbI COCTaB M KOMMYECTBEHHbIN COCTaB LENCTBYIOLLMX BELLECTB, COCTaB BCMOMOraTenbHbIX
BELLEeCTB, NeKapCTBEHHY hOpMy 1 CNOcob BBEAEHUS;

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

12_4) OWNO3KBMBANEHTHOCTb J1EKAPCTBEHHbIX MNPenapaToB - [OCTWKEHWE COMOCTaBMMbIX MoKasaTene CKOpOCTU
BCacCblBaHUs, CTEMEHW MNOCTYMSIEHUs K MeCTy AeNCTBMS M CKOPOCTU BbIBEAEHWSI OAHOTO WNM HECKONbKMX obnagatoimx
(hapMaKkosiorM4eckon akTMBHOCTbIO AENCTBYHOLLMX BELLECTB NPY NPUMEHEHUN NEKapCTBEHHbLIX NpenapaToB AN MeAULMHCKOro
NPUMEHEHMS1, UMEILLMX OOHO MeXOyHapoAHOe HenaTeHTOBaHHOE (MK XMMUYECKoe, UK rPyNNMPOBOYHOE) HaMMeHoBaHue, B
3KBMBANEHTHbIX 4O3UPOBKaX M Npu 0OAMHAKOBOM crniocobe BBeOeHWs;

(MyHKT gononHuTenbHo BktodeH ¢ 1 mapTta 2020 roga PenepanbHbiv 3akoHOM OT 27 aekabpsa 2019 rona N 475-93)

13) nekapcTBEHHOE PaCTUTENbHOE Chipbe - CBEXWE WM BbICYLUEHHbIE pacTeHus NMBo WX YacTu, Ucnonb3yemble Ans
NMpPOn3BOACTBA NEKapCTBEHHbLIX CPEACTB OpraHu3auusiMi - NMpOU3BOAUTENSIMU NEKapCTBEHHbLIX CPEeACTB WM WU3rOTOBMEHMS
neKapCTBEHHbIX MpenapaToB anTeYHbIMU OpraHM3aLusiMy, BETEPUHAPHBLIMU anTe4YHbIMK OpraHu3aumsamMn, UHAMBUAYaNbHbIMU
npeanpuHUMaTensiMm, UMeLWUMN IMLEH3NIO Ha dhapMaLeBTUYECKYHO OESTENbHOCTD;

14) nekapCTBEHHbIN pacTUTENbHbLIM NpenapaT - NeKkapCTBEHHbIN npenapat, NPou3BedEeHHbIN WM U3FOTOBIEHHbI U3
OOHOro BMAa feKapCTBEHHOrO PacTUTENBbHOIO ChIPbS UMM HECKOMNbLKUX BUOOB TAaKOro Chipbs U peanudyemMbln B pacacoBaHHOM
BMAE BO BTOPUYHOW (MOTPeOUTENBLCKON) YNakoBKe;

15) romeonaTU4eCckMin nekapCcTBEHHbIA Mpenapar - NeKapCTBEHHbIM npenapat, NPOU3BELAEHHbIN WU U3FOTOBMEHHLIN U3
dapmaueBTMyeckon cybcTaHuuMm wnn  bapMaueBTUYecknx cybctaHumMi B COOTBETCTBUM C  TpeboBaHMaAMKU  0BLLMX
hapmakonenHbIX cTaTen K roMeonaTuyYeckM NekapCTBEHHBIM MpenapaTtam Ui B COOTBETCTBUN C TpebGoBaHUsIMM hbapmakonem
CTpaHbl NPOU3BOAMUTENS TAKOro NIeKapCTBEHHOrO Npenapara;

(MyHKT B pegakuunn, BBeaeHHom B aencteue ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM oT 22 nekabps 2014 rona N 429-
®3. - CM™. NpeapblayLLyo PeAaKLnI0)

16) mexayHapoaHOe HenaTeHTOBaHHOEe HavMeHOBaHWe neKapCTBEHHOro cpeacTBa - HavMeHOBaHWe AeNCTBYHLLEro
BellecTBa hapMaLeBTUHECKON CyOCTaHUUKN, pekOMeHAOBaHHOE BcemMmnpHo opraHmMsaumnen 3apaBooXpaHeHms:;

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

17) ToproBoe HaMMeHOBaHWE NeKapCTBEHHOrO CPeacTBa - HAMMEHOBAHWE NEKapPCTBEHHOrO CPEACTBA, MPUCBOEHHOE €ro
pa3paboTumKom, AepxaTenem unv BnagenbLemM perucTpaumMoHHOro YA40CTOBEPEHUS NEKapCTBEHHOMO Npenapara;

(MyHKT B pegakumm, BBeaeHHou B gerictane ¢ 1 uonst 2015 roga ®enepanbHbiM 3akoHOM oT 22 nekabps 2014 rona N 429-
®3. - CM. npeapIayLyio peaakLmio)
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17_1) rpynnupoBoYHOE HaMMeHOBaHWE JieKapCTBEHHOro npenapaTta - HaMMeHOBaHMEe NeKapCTBEHHOro npenaparta, He
MMEILLEro  MeXayHapoOHOro  HenaTeHTOBaAHHOMO HaMMEHOBaHMS, WM KOMOWHaUMW  NeKapCTBEHHbLIX MpenapaTtos,
ucnonb3yemoe B Uenax obbeguHeHuss ux B rpynny nog eavHbiM HauMeHOBaHMEM WCXogs M3 OAMHAKOBOro CocTaBa
OEeNCTBYIOLLMX BELLECTB;

(MyHkT gononHuTensbHo BKMAoYeH ¢ 1 nionsa 2015 roga ®eaepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-03)

18) obwas dapmakonenHaa crtaTbss - AOKYMEHT, YTBEPXAEHHbIN YMNOMHOMOYEHHLIM dheaepanbHbIM - OpraHoMm
WCMOMHUTENBHOW BNacTu U CoaepXalluin nepedeHb nokasatenen kayectsa U (MNn) METOAOB KOHTPOMS KayecTBa KOHKPETHOM
nekapctBeHHoOn OpPMbl, NEKapCTBEHHONO0  pacTUTENbHOr0  Cbipbsl, ONMcaHuMs  Buonormdeckux,  BUOXUMUYECKMX,
MUKPOBUONOrMYecKmX, PU3NKO-XNMNYECKMX, PUINYECKMX, XMMUYECKUX N OPYTMX METOAOB aHanu3a nekapCTBEHHOro CpeacTaa,
a Takke TpeboBaHWS K UCMOMb3yeMbiM B LIeNsSX NPOBEAEHUs [AaHHOrO aHanu3a peakTuBam, TUTPOBaHHbIM pacTBOpam,
WHAMKaTopawm;

(MyHKT B pegakuunn, BBeaeHHon B aencteme ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 nekabps 2014 roga N 429-

®3. - Cm. mpeaplAyLLy0 PEAAKLIMIO)

19) dapmakonenHas cTaTbsl - AOKYMEHT, YTBEPXAEHHBIN YNONMHOMOYEHHbIM (defieparnibHbiM OPraHOM WUCMONHUTENBHOW
BNacTu N cogepXallmin nepedeHb nokasaternen kayectsa U METOAOB KOHTPOIS KayecTBa fekapCTBEHHOIO CpeacTBa;

(MyHKT B pepakumu, BBeaeHHon B Aenctame ¢ 1 nonsa 2015 roga ®enepanbHbiM 3akoHoM OT 22 fekabpsa 2014 rona N 429-
®3. - CM. mpeaIAyLLY0 PEAAKLIMIO)

19 _1) ctaHpapTHble obpasLpbl - BellecTBa, NOCPEACTBOM CPaBHEHUSI C KOTOPbIMU OCYLLECTBMSETCS KOHTPOSb Kayectea
nccnegyembixX nekapcTBeHHbIX CPeACTB C NMOMOLLbI (PU3UKO-XMMUYECKMX M BMONOrMYecknx METOAOB B LIeNsX NOATBEpKAeHUs
COOTBETCTBUS NIEKAPCTBEHHbLIX CPeACTB TpeGoBaHUSIM HOPMAaTUBHOW AOKYMEHTAaLMKW, YCTAaHOBMEHHbIM MPU OCYLLECTBMEHUM
rocyqapCTBEHHOW perucTpaumu, W KoTopble MPUMEHSIIOTCA AN KanubpoBKM CTaHOapTHbIX 06pasuoB npou3BoauTens
neKapcTBEHHbIX CPEACTB, UCMONb3YEMbIX AN KOHTPOSSA KAaYecTBa U MHbIX Lienei npu obpalleHnn ekapcTBEHHbIX CPeacT.;

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

19_2) apmakonenHbin CcTaHgapTHbIM obpasey, - CTaHOapTHbIM o6pasel, MpPOU3BEOEHHbIN B COOTBETCTBMM C
hapmakonenHom ctaTben;
(MyHKT gononHuTenbHo BkoYeH ¢ 1 nons 2015 roga ®enepansHbiv 3akoHOM OT 22 Aekabpsa 2014 rona N 429-03)

20) HopmaTMBHas JOKYMeHTauMs - JOKYMEHT, coAepKalluii nepedeHb onpeaensieMblx No pesynsrataM COOTBETCTBYHOLLMX
3KCMepTU3 MnokasaTenen kadecTBa JEKApCTBEHHOIO CpefcTBa AN MEAUUMHCKOTO MNpUMEHeHWsl, METOLOB KOHTPOMS €ero
KadyecTBa U YCTaHOBMEHHEIN €ro NponssoanTenem;

21) HOpMaTMBHbIA [OKYMEHT - OOKYMEHT, coAepXalluii nepeyveHb onpegensieMblX Mo pesyriktataM COOTBETCTBYOLLMX
3KCMepTM3 Mnokasatenein kadectsa M (MnM) METOOOB KOHTPONS KayecTBa JliekapCTBEHHOW (hopMbl, onMcaHusi GUonormyeckmx,
BOUOXMMUYECKUX, MUKPOBUONOTNYECKUX, (UUKO-XUMUYECKUX, (OU3UYECKUX, XUMUYECKUX W [OpYrMX MEeTOOoB aHanusa
rnekapCTBEHHbIX CPEeACTB Afsi BETEPUHAPHOTO NMPUMEHEHUs, TPebGoBaHUS K UCMOfb3yeMbiM B LENsiX NPOBEeAeHMs OaHHOro
aHanusa peakTiMBaMm, TUTPOBAHHLIM PacTBOPaM, UHAUKATOPaM U YCTAHOBMEHHbIN ero NPOM3BOAUTENEM;

21 1) obWwmnin TEXHUYECKMI OOKYMEHT - KOMMMEKT OOKYMEHTOB WU MaTepuarnoB, COCTOSILLUA U3 HECKONbKUX pasfenos -
AOKYMEHTauuM agMWHUCTPATUBHOIO XapakTtepa, XUMWYEcKoW, papmaueBTMHEeCKON U  OBUONOrM4eckon AOoKyMeHTauuw,
hapMaKkornormyeckon, TOKCUKONOrMYECKON JOKYMEHTaUMW, KIMMHUYECKOW OOKYMEHTALMN U NpeacTaBnsiemMbll OQHOBPEMEHHO C
3asiBMEHMEM O roCy4apCTBEHHOW perMcTpauuy NeKapcTBEHHOrO npenapaTta Ans MeauUMHCKOro NMpuMeHeHust B dopmare,
yCTaHOBIEHHOM YMOMHOMOYEHHbIM hegepanbHbIM OPraHoM UCMONMHUTENBHOW BNacTw;

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

22) Ka4yeCTBO NEKapCTBEHHOrO cpeacTBa - COOTBETCTBME JIEKAPCTBEHHOrO CpeacTBa TpeboBaHMAM hapmMakonemnHom
cTatby NMMbo B criyyae ee OTCYTCTBUS HOPMATMBHOW JOKYMEHTALMMW UM HOPMATUBHOTO JOKYMEHTA;

23) 6e30nacHOCTb [EeKapCTBEHHOTO CPEeACTBa - XapaKTepuCTMKa JleKapCTBEHHOro CpPedacTsa, OCHOBaHHas Ha
CpaBHUTENbHOM aHanm3ae ero aEKTUBHOCTM 1 pUcka NPUYMHEHUA Bpeaa 300POBbIO;

24) S(bdDEKTI/IBHOCTb JNIeKapCTBEHHOIro npenaparta - Xxapaktepuctmka cteneHun norioXnUTeribHOro BIIMAHUA JNIEKapCTBEHHOIo
npenaparta Ha Te4dYeHue, npoaoIIKUTESIbHOCTb 3aboneBaHust UnuM ero npenoTBpalleHune, pea6vu'||/|Tau,mo, Ha COXpaHeHwue,
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npegoTBpalleHne nnm npepbiBaHne 6€peMeHHOCTVI;

25) cepua nekapCTtBeHHOro cpeactea - KOJIMYECTBO J1IeKapCTBEHHOro cpeactsa, npou3BeeHHOe B pedynbrate OA4HOro
TEeXHOJ1I0r'M4eCKoro Uukna ero npon3soguTerniem;

26) permcTpaunoHHOe YOOCTOBEPEHME NEKAPCTBEHHONO NpenapaTa - A0KYMEHT, NoaTBePKaatoLmii dpakT rocyaapCTBEHHOW
perucTpaummn nekapcTBEHHOro Npenapara;

26 1) pepxatenb unu Briagenel, perncrpauuoHHOro YOOCTOBEPEHUS JlekapCTBEHHOrO Mpenaparta - pa3paboTymk
neKkapcTBEHHOrO CpeacTBa, NMpPoM3BOAUTENb NEKAapCTBEHHbIX CPEACTB WM MHOE topuanyeckoe nuuo, obnagaroliee npasBoMm
BrafeHUsi PerucTpauMoHHbIM YOOCTOBEPEHMEM, KOTOpble HECYT OTBETCTBEHHOCTb 3a KayecTBO, 3(PEeKTUBHOCTb W
6e30nacHOCTb fleKapCTBEHHOIO npenapara;

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

27) perucTpauMoHHbIN HOMep - KogoBoe oBo3HauyeHue, MNPUCBOEHHOE reKapcTBeHHOMY npenapary npu  ero
rocynapCTBEHHOWM permcTpaLmu;

28) obpallleHne nekapcTBEHHbIX CPeacTB - pas3paboTka, OOKMMHUYECKME WUCCNENOBaHUSA, KIMMHUYECKNE WCCMeLoBaHus,
3KCMepTu3a, rocygapCcTBeHHasa permcTpauus, CtaHgapTu3aums u KOHTPOnb KavyecTea, NPOM3BOACTBO, U3rOTOBMNEHUE, XpaHEHMe,
nepeso3ka, BBo3 B Poccunckyto ®eagepaumio, BbiB03 M3 Poccuiickon degepaumm, peknama, OTnyck, peanusauud, nepegava,
NPUMEHEHNE, YHNUTOXEHNE NTEKaPCTBEHHbIX CPEACTB;

(MyHKT B pepakuumun, BBegeHHoON B Aencteue ¢ 7 aHBapsa 2012 roga PenepanbHbiM 3akoHOM OT 6 Aekabpa 2011 roga N
409-03. - CM. NpeabIAyLLYI0 PDEAAKLIMIO)

29) cybbekTbl obpalleHna rfekapCTBEHHbIX CPeacTB - duandeckMe nuua, B TOM  4Yuicne uHAMBMAYanbHble
npeanpvHUMaTenu, n lpuanyeckne nuua, ocyLLecTBRALWNE AeATeNbHOCTb NPU 00paLleHun NekapCTBEHHbIX CPeaCTB;

30) pa3paboTuMKk NeKkapCTBEHHOrO CpeacTBa - opraHu3aumd, obnagawowas npaBaMu Ha pesynbTatbl AOKIMHUYECKMX
nccneaoBaHUn NIeKapCTBEHHOMO CPeAcTBa, KMMHUYECKUX MCCNEOOBaHUIN NeKapCTBEHHOMO npenaparta u (Mnv) Ha TEXHOSOrno
Npon3BOACTBa NIEKAPCTBEHHOIO CPEACTBA;

(MyHKT B pegakuun, BBeaeHHon B aenctene ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 nekabps 2014 roga N 429-
®3. - CM. npeabiayLLyo peAaKLnio)

31) NpoM3BOACTBO NEKAPCTBEHHBLIX CPEACTB - AeSTENIbHOCTb MO NMPOU3BOACTBY JIEKAPCTBEHHbIX CPEACTB OpraHU3aumsiMm -
NPON3BOANUTENSIMU NIEKAPCTBEHHBLIX CPEACTB Ha OAHOM CTaAMMW, HECKOMBKMX UMM BCEX CTaaMsix TEXHONOrMYecKoro npolecca, a
TaKKe No XpaHeHWIo 1 peanunsaunm npounsBeAeHHbIX JIEKapCTBEHHbIX CPEACTB;

31_1) npousBoACTBEHHAs nnowanka - TepputopuanbHO OOOCOGMNEHHbIA KOMMIEKC NPOU3BOAUTENS JEKapCTBEHHbIX
CpeAcTB, NpeAHasHa4YeHHbI AN BbIMONTHEHNS BCEro npouecca Npon3BoacTBa NekapCTBEHHbLIX CPEACTB UK ero onpeaeneHHom
cTaguu;

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

32) npoun3soguTerb NeKapCTBEHHbIX CPeACTB - OpraHn3auuna, ocyllecTendaowad Nnpon3BoACTBO J1IeKapCTBEHHbIX CpPeACTB B
COOTBETCTBUU C Tpe6OBaHVIHMVI HacTodLlero <De,u,epaanoro 3aKOHa;

33) ghapmaueBTUYecKas AeATENbHOCTb - AeATENbHOCTb, BKIOYawLwas B cebs ONTOBYH TOProBMiO JIEKapCTBEHHLIMU
cpeacTBamMu, KX XpaHeHue, NepeBOo3Ky M (MnM) PO3HUYHYHKO TOPrOBM JIEeKApCTBEHHbIMM Mpenapatamu, B TOM 4uche
AVNCTaHLUMOHHBIM CnocobomMm, UX OTMYCK, XpaHeHWe, NePeBO3KY, U3rOTOBMNEHME NIEKapCTBEHHbIX NpenapaTos;

(MyHKT B pepakumn, BBeaoeHHoW B pencteune PenepanbHbiM 3akoHoM oT 3 anpena 2020 roga N 105-903. - Cwm.
NReAbIAYLLYI0 PefaKLmio)

34) opraHu3auusi ONTOBOV TOProBIY NEKaPCTBEHHLIMU CPEACTBAaMU - OpraHU3aUmsi, OCYLLECTBSAIOWAs ONTOBYIO TOPrOBIo
neKapCTBEHHbIMI CPeACcTBaMu, UX XpaHEHWe, NEPEBO3KY B COOTBETCTBUM C TpebGoBaHMsAMM HacToswero dPeageparnbHOro 3aKoHa;

35) anTe4yHas opraHu3auusi - opraHu3auusi, CTPYKTypHoe noapasgeneHve MeauuMHCKON opraHmM3auum, ocyLLecTBAsioWwmne
PO3HMYHYIO TOPrOBMIO NEKapCTBEHHbIMU MpenapaTaMu, B TOM 4YWCHE AUCTaHUMOHHbIM CrMOCOOOM, XpaHeHue, nepeBo3KY,
W3roTOBINIEHNE W OTMYCK NEKAPCTBEHHbLIX MpenapaToB Ansi MEAMUMHCKOrO MPUMEHEHUst B COOTBETCTBUM C TpebGoBaHUSIMU
HacTosilero PegepanbHOro 3aKoHa;
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(MyHKT B pepakuun, BBeAeHHON B Aencteue PenepanbHbiM 3akoHOM OT 25 Hoabps 2013 roga N 317-93; B pegakuum,
BBeAeHHoW B AelcTBne PenepanbHbiv 3akoHoM o1 3 anpens 2020 rona N 105-93. - Cm. npeablAyLLyo peaakLmio)

36) BeTepuHapHas anTeyHas opraHusauus - opraHusauusi, CTPYKTypHOe NoApasfeneHne BETEPUMHAPHOWN opraHumsauum,
OCYLLECTBNSAOLMNE PO3HUYHYIO TOPrOBIO NIEKaPCTBEHHBIMM NpenapaTaMu, B TOM Y1CIe ANCTaHUMOHHBIM CMOCOBoM, XpaHeHue,
W3roTOBMEHNE M OTNYCK NEKApCTBEHHbIX MpenapaToB Afs BETEPUHAPHOIO NPUMEHEHWs B COOTBETCTBMM C TpeboBaHMsMU
HacTosiero PefepanbHOro 3aKoHa;

(MyHKT B pepakumn, BBegeHHow B penctBune PeaepanbHbiM 3akoHoM oT 3 anpena 2020 roaa N 105-903. - Cwm.
0ReabIAyLLYI0 pefakumio)

37) danbcumumpoBaHHOEe NEKApCTBEHHOE CPEACTBO - JIEKApCTBEHHOE CPEACTBO, COMPOBOXOAEMOE  JI0XHOM
MH(popMaLmel 0 ero coctase 1 (Unn) NPoOn3BoANTENE;

38) HepobpokayeCTBEHHOE NEKapCTBEHHOE CPEACTBO - JIEeKapCTBEHHOE CPEeACTBO, HE COOTBETCTBYHOLlEe TpeGoBaHUSM
(bapmakonenHoli cTaTbu NMBO B Criyyae ee OTCYTCTBUS TPeGOBaHWAM HOPMATUBHOW AOKYMEHTaLuUUM WM HOPMAaTMBHOIO
[AOKYMEHTa;

39) KoHTpahakTHOe NeKapCTBEHHOE CPenCcTBO - NeKapCTBeHHOEe CPEe[CTBO, Haxomsuleecs B o6opoTe C HapylueHuem
rpaXkaaHCKOro 3aKOHOAAaTENbLCTRa;

40) [OKMMHMYECKOE  UCCredoBaHWe  NeKapCTBEHHOrO  cpedctBa -  Ouonormyeckue,  MuKpobuonoruyeckue,
UMMYHOMNOrMYeckne, TOKCUKoMormdeckue, dapmakonorudyeckne, @uandeckne, Xumudeckme un apyrue  nccneaoBaHus
nekapcTBEHHOro cpefcTsa NyTemM NpUMMEHEeHUs Hay4HbIX METOAOB OLEHOK B LiensX nonyyeHus gokasaTtenbcTB 6e3onacHocTy,
KayecTBa 1 3pPEKTUBHOCTY NeKapCTBEHHOTO CPEACTBa;

41) KNWMHWYECKOE UcCrefoBaHME  JIEKapCTBEHHOrO  Mpenapata -  W3yYeHUe  AMArHOCTUYECKMX,  NedebHbiX,
npounakTUYeckmx, apMaKkornormMyecknx CBOWCTB NEKApCTBEHHOrO mpenapaTta B MPOLECCe ero NpyMEHEHUs y YernoBeka,
)KMBOTHOrO, B TOM 4YMCIie NPOLIECCOB BCachklBaHUS, pacrpeneneHunsi, USMeHeHUs! U BbiBeAEHUS!, NyTeM NPUMEHEHMUs HayYHbIX
METOZO0B OLIEHOK B LIeNsiX NofyYeHns AokasaTenibeTB 6e30nacHoCTU, kayecTBa U ahheKTUBHOCTM NEKAPCTBEHHOMO Npenapara,
JAaHHbIX O HEeXenaTenbHbIX peakuusix opraHuama YerioBeka, KMBOTHOTO Ha MpPUMEHEHWE reKkapCTBEHHOro npenaparta v o6
ahpekTe ero B3auMoaencTBms ¢ ApYrMU NeKapCTBEHHbIMM NpenapatamMu 1 (Unu) NULLEBLIMU NMPOAYKTaMMK, KOPMaMMU;

42) MHOrOLEHTPOBOE KNMHUYECKOE MCCriefoBaHWe IeKapCTBEHHOro npenapata Ans MeOULMHCKOTO MPUMEHEHUS -
KIMMHWYECKOe MWCCrneaoBaHWe IeKkapCTBEHHOro npenaparta Ans MeOUUMHCKOTO NMPUMEHEHWS, MPOBOAMMOE pa3paboTyuKoM
rnekapCTBEHHOro Npenaparta B AByX U 6onee MeguUMHCKMX opraHu3aumsx no e4UHOMY NPOTOKONY KMMHUYECKOTO MCCreaoBaHus
rniekapCTBEHHOro Npenapara;

43) MexpgyHapogHOe MHOTOLEHTPOBOE KIMHMYECKOe MWCCrefoBaHWe ekapCTBEHHOro npenapata Ansi MeaWLMHCKOro
NPUMEHEHUST - KMUHWYEeCKoe WccrnedoBaHWe NeKapCTBEeHHOro npenaparta Ans MeOguLMHCKOTO MNpUMEHEHUsl, NMPoBOAMMOE
pa3paboTyMKOM NEKAPCTBEHHOrO Mpenapata B pasfuyHbIX CTpaHax Mo eduMHOMY MPOTOKOMY KIMHWYECKOro uccregoBaHust
rnekapcTBEHHOro npenapara;

44) NoCTperncTpaumnoHHoe KrimHn4eckKoe uccrieqosaHme JriekapCTtBeHHOro npenapara gnda MmeaunuuMHCKOro npuMMeHeHua -
KIMNMHN4YeCKoe uccriegosaHmne JrnekapCcTtBeHHOro npenapara anda MeguumHCKOro npuMeHeHud, nposogumMoe npom3sogutenem
NeKapCTBEHHOro npenapara, I'pa)KLI.aHCKMVI O60pOT KOTOPOro OCYLUECTBIAETCA nocre rocyp.apCTBeHHoﬁ perncrtpauuu, B Uenax
OOMNONMHUTENDBbHOTIO 060pa AaHHbIX 0 ero 6e3onacHoOCTM n S(bd)eKTMBHOCTVI, pacwmpeHuna NnoKasaHun K NPpUMEHEeHU OaHHOro
NeKkapCcTBEHHOrO npenapara, a Takke BbISBNEeHNA HeXenaTterbHbIX peakumi naumeHToB Ha ero 4enNCTBUE;

45) nccnegoBaHne 6MO3KBUMBANEHTHOCTU NIEKAPCTBEHHOIO Npenapara - Bug KIMHUYECKOro NCCrneaoBaHNsi NeKapCTBEHHOIO
npenaparta, NpPoOBEAEHME KOTOPOro OCYLLECTBISETCS ANS onpederieHMs CKOPOCTU BCACbIBAaHUSA WM BbIBEAEHUSA OAHOIMO UK
HECKONbKuX obragarowmnx ¢apMakonormyeckon akTUBHOCTbIO OEWCTBYHOLUMX BELLUECTB, KONMYECTBa JeKapCTBEHHOIO
npenaparta, AOCTUraloLLEr0 CUCTEMHOIO KPOBOTOKA, U pe3yrnbTaTbl KOTOPOro NO3BONSAIOT cAenaTtb BbiBOL O OMOSKBUBANEHTHOCTH
BOCMPOW3BEAEHHOIO NEeKapCTBEHHOIO npenaparta B OnpefeneHHbIX NekapcTBEHHOW hopme U 403MPOBKE, COOTBETCTBYHOLLMX
dopme 1 0o3npoBke pedepeHTHOro NekapCTBEHHOro npenapara;

(MyHkT B pepakumu, BBegeHHon B Aenctaure ¢ 1 nonsa 2015 roga ®enepansHbiM 3akoHoM OT 22 fekabpsa 2014 rona N 429-
®3. - CM. npeapIayLLyio peaakLmio)
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46) uccrnenosaHne TepaneBTUYECKON SKBUBANEHTHOCTU NEKapCTBEHHLIX NPenapaTtos - BUA KMUHUYECKOro UCcrnenqoBaHuns
NeKapCcTBEHHbIX NpenapaTos, NpoBedeHNe KOTOPOro OCYLLECTBAETCS ANS BbIBMNEHUA OAMHAKOBBLIX CBOWCTB NEKapCTBEHHbIX
npenaparos OnpeernieHHo reKapcTBeHHON (OpPMbI, a TakKe HanMuus OOMHAKOBbIX MokasaTenen 6e30MacHOCTM |
3P PEKTUBHOCTM NEKAPCTBEHHBIX NPenapaTos, OANHAKOBbIX KMUHUYECKUX 3PMEKTOB NPU UX NPUMEHEHUMK;

47) NpOTOKON KMWHWUYECKOro WCCIEAOBaHNs NeKapcTBEHHOro npenaparta - AOKYMEHT, B KOTOPOM OMpeaenstoTcs uenu,
dopMbl  OpraHMsauuM M METOAOMOMMs MNPOBEdEHUst KIMMHUYECKOro WCCrefoBaHus, CTaTUCTMYEecKMe MeTodbl 0GpaboTku
pesynbTaToB Takoro UCCrneaoBaHUa U Mepbl Mo oGecrneyeHnio 6e30NacHOCTU PU3NYECKMX UL, YYaCTBYIOLMX B KITUHUYECKOM
1ccreaoBaHuy NiekapcTBeHHOro npenapara;

48) Opolutopa uccriegoBaTensi - CBOAHOE W3NOXEHWE pPe3ynbTaToB AOKIMHWMYECKOr0 WCCNedoBaHUsl NeKapCTBEHHOTO
CpeacTBa U KIMHUYECKOro UCCNEfoBaHNSA eKapCTBEHHOro npenapara afisi MeauuUHCKOro NpyMeHEeHUs;

49) NHOPMAaLMOHHBIV MUCTOK NaUMeEHTa - AOKYMEHT, B KOTOPOM coaepaTcsl B JOCTYMHON hopMe CBeeHUs, kacatoLmecs
NPOBOAMMOrO KIMHUYECKOTO UCCreaoBaHus NeKapCTBEHHOIO npenapata, U B MMCbMEHHOW dhopme [0BpoBOnbHOE cornacue
nauMeHTa Ha yyacTve B KIMHMYECKOM WMCCrefoBaHMU NEKapCTBEHHOrO npenapara nocrne 03HaKoOMIIEHUSI C OCOOEHHOCTAMMU
KIMHUYECKOro NccrnegoBaHus, UMELLMMU 3HaYeHe ANS BblpaXeHWs Takoro cornacus;

50) noGoyHoe OencTBME - peakums opraHuama, BO3HUKLIAsS B CBSA3U C NPMMEHEHWeM fekapCTBEHHOrO npenapaTta B 403ax,
PEKOMEHAYEMbIX B MHCTPYKLUMW MO €ro NpUMEeHeHWto, Ans NpodUnakTUKK, AMArHOCTMKM, revyeHusi 3aboneeaHus unu ans
peabunutaumu;

50_1) HexenaTenbHas peakuus - HenpeaHamepeHHasi HebnaronpusTHas peakuusi opraHuMama, KoTopasi MOXeT ObiTb
cBsi3aHa C NPUMEHEHNEM feKapCTBEHHOTO NpenapaTa;
(MyHKT gononHuTenebHo BKMoYeH ¢ 1 nons 2015 roga ®enepanbHbiM 3akoHOM OT 22 aekabpa 2014 rona N 429-03)

51) cepbesHas HexenatenbHas peakuuss - HeXenaTtenbHas peakuusi opraHu3ama, CBsi3aHHasi C MpUMEHEHUEM
nekapcTBEHHOro npenaparta, NnpuBeaLlas K CMepTH, BPOXAEHHbIM aHOManusiM Unm nopokam passutusi nMbo npegcraenstoLas
cobon yrposy xum3Hu, Tpedylwias rocnuTanu3auum unuM NpuBeALlas K CTOMKOW yTpaTe TpyaocnocobHOCTM u  (unu)
WHBaNMOHoCTW;

52) HenpeaBuaeHHas HexenaTernbHas peakuus - HexxernaTernbHas peakuus opraHMamMa, Kotopasi CBsidaHa € NpMMeHeHMeM
nekapcTBEHHOro rpenapata B [03aX, PEeKOMeHAYeMbIX B TMPOTOKONE €ero KrMHUYEeCKOro WCCnedoBaHusl, Gpoluope
uccrnegoBaTtens, UNU C MNpMMEHEHMeM INeKapCTBEHHOro npenapata B [03ax, PeKOMeHAYeMbIX B MWHCTPYKUUW MO ero
NPUMEHEHN0 AN NPodUNakTUKN, AMArHOCTUKW, fedeHust 3aboneBaHus MM MeOMUMHCKOM peabunutaumm naumeHTa, u
CYLLLHOCTb, TSXKECTb WM UCXOA KOTOPOW HE COOTBETCTBYET MHOpMauuM O NEKapCTBEHHOM Mpenaparte, copepXalleincss B
NPOTOKONE €ro KIMHUYECKOro UccrnenoBaHnsi, bpoluope ncenegoBartenst UNu B MHCTPYKUMK MO NMPUMEHEHMUIO NIEKAaPCTBEHHOIO
npenapara;

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

52_1) cbapmakoHaasop - BuA OESTENbHOCTU MO MOHUTOPUHTY 3(dEKTUBHOCTU M BE30MacCHOCTU JEKapCTBEHHbIX
npenapaToB, HanpaefEeHHbIA Ha BbISIBNIEHME, OLEHKY W NpeaoTBpalleHWe HexernaTeflbHbIX MocneAcTBUIN MNpUMEHeHUs
nekapcTBEHHbIX NpenapaTtos;

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

52_2) nnaH ynpaeneHus puckamum - nogpobHOoe OonucaHue MeponpuAaTUA No bapMakoHaA30py, HamnpaBfeHHbIX Ha
BbISIBNIEHME, OLIEHKY W NpefoTBpaLleHne UM MUHUMKU3auMIo PUCKOB, CBS3aHHbIX C NeKapCTBEHHbIMU npenapaTtamMu, BKoYvas
oueHKy 9 EeKTUBHOCTM AaHHbBIX MEPONPUATUMN;

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

53) peuenT Ha nekapcTBEHHbIN NpenapaT - MEeAULMHCKUA AOKYMEHT YCTaHOBIMEHHON (hOPMbl, COAEPXaLLUA Ha3HavyeHne
NnekapcTBEHHOro npenapara Ans MeAWMLMHCKOrO MPUMEHEHUS, BblAaHHbIN MeOMUMHCKMM pabOoTHMKOM B LENsaxX OTnycka
neKkapcTBEHHOrO npenapaTta Unmn ero M3roToBMEHUsA U OTMycka Ha GyMaXXHOM HOCWUTENe UIu C corfacus nauuMeHTa unm ero
3aKOHHOro npeactaBuTens B OPMEe SMEeKTPOHHOro [AOKYMEHTa, MOAMMCAHHOMO C  MUCMONb30BaHWEM  YCUITEHHOW
KBanMMUUUPOBAHHOW 3MEKTPOHHOW MOANUCU  MELMUUHCKOro paboTHuka, nubo [OOKYMEHT YCTaAHOBMEHHOW (OpMbI,
cofepXaliuin HazHavYeHne NekapCTBEHHOTO Npenaparta Ans BETEPUHAPHOro NMPUMEHEHUS, BbIAAHHbIA creuuanucTomM B obnactum
BETEPUHAPUK B LIENAX OTNyCKa NIeKkapCTBEHHOrO npenapara Unm ero U3rotToBrneHunsi u oTnycka Ha BymaxHoM HocuTene;

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


http://docs.cntd.ru/
http://docs.cntd.ru/document/420241318#7DE0K6
http://docs.cntd.ru/document/420241318#7DG0K7
http://docs.cntd.ru/document/420272335#7E40KE
http://docs.cntd.ru/document/420241318#7DI0K8
http://docs.cntd.ru/document/420241318#7DI0K8

06 ob6palLeHun nekapcTBEHHbIX CPeacTB (C u3MeHeHussMu Ha 14 niona 2022 roaa) Ctpanuua 12
®edeparnbHbil 3akoH om 12 anpens 2010 e. Ne 61-®3

(MyHkT B pegakunn, BBeaeHHoM B aencteue ¢ 1 aHBapsa 2018 roga ®enepanbHbiM 3akoHOM 0T 29 uiong 2017 rona N 242-
®3; B pegakumm, BBeaeHHon B gencteune ¢ 13 asrycta 2019 rona ®enepanbHbiM 3akoHoM oT 2 asrycta 2019 rona N 297-93. -
CM. NpeablayLLyO0 PeaakLmio)

54) TpeboBaHne MeaMUUHCKON opraHu3auuny, BETEPMHAPHOW OpraHM3aummn - AOKYMEHT YCTaHOBNEHHOW (POpMbl, KOTOPbIN
BbINMCaH MeOULMHCKUM pabOoTHMKOM UNu cneumanucTtoMm B 06nactu BeTepMHapumM, UMELLUMIN Ha 3TO NPaBo, U COAEPXUT B
NUCbMEHHON hopMe yKa3aHne anTevyHoW opraHM3auum N BETEPUHAPHOW anTe4YHoW opraHm3auum ob oTnycKe fekapcTBEHHOro
npenapaTta unn O ero UsrotosfneHnn n ob otnycke Ana obecnedveHus nedvebHOro npouecca B MEAMLMHCKON OpraHusauuu,
BETEPUMHAPHOW opraHnsauuu;

(MyHKT B pepakumn, BBegeHHon B aencteue ¢ 13 aerycta 2019 roga ®enepanbHbiv 3akoHOM OT 2 asrycta 2019 roga N
297-®3. - CM. NpeablayLLY0 PeAAKLNI)

55) komMnnekcHas oueHKka neKapCTBEHHOrO npenaparta - OLeHKa 3aperncTpupoBaHHOrO NeKkapCTBEHHOro npenapara,
BKtovatoLasi B cebst aHanms3 nHdopmMaumm 0 CpaBHUTENBHON KIMHUYEeCKOo adhpeKkTUBHOCTM 1 6€30MacHOCTM fIEKapCTBEHHOIO
npenapaTta, OUEHKY 3KOHOMMWYECKUX MOCNeACTBUMA ero NpUMeEHeHUs, udyvyeHue OOMNOMHUTENbHbLIX NOCHeaCTBUA NPUMEHEHUN
nekapCTBEHHOro npenapara B Lensax NpUHATUS peLleHnin 0 BO3MOXHOCTY BKOYEHUS NeKapCTBEHHOro npenapara B nepeyeHb
XN3HEHHO HEOBXOOUMBIX U BaXKHEWMLUUX NEeKapCTBEHHbIX NpenapaToB, HOPMAaTUBHbIE MPaBOBbIE akTbl U UHbIE LOKYMEHTbI,
onpegenstoLine NopsagoK okasaHUs MeauMLUMHCKON NMOMOLLM, UKW UCKIOYEHUS ero U3 YKa3aHHbIX NepeyHs, akToB U JOKYMEHTOB;

(MyHKT gononHuTensbHo BkNtoYeH ¢ 1 utons 2015 roga PenepansHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-03)

56) cuctema MOHUTOPUHra OBMXXEHWSI JNIEKAPCTBEHHBLIX MpenapaTtoB ANns MeOULMHCKOTO MpUMeHeHus - dhegepanbHas
rocyaapcTBeHHasi WHMOPMAaLMOHHAs CUCTEMA MOHUTOPUHIA [OBWXEHUS NEKAPCTBEHHbIX MpenapaTtoB Ans MeOULUHCKOro
NPUMEHEHMST OT NPOU3BOAUTENS OO KOHEYHOrO MOTPedUTENst ¢ UCMONb30BAaHNEM B OTHOLLEHWM JIEKAPCTBEHHLIX MpenapaToB
AN MeQULMHCKOTO NPUMEHEHUS CPEACTB naeHTUudukaumm.

(MyHKT gononHuTenbHO BKMoYeH ¢ 1 sHBaps 2018 roga ®enepansHbiM 3akoHOM OT 28 aekabpsa 2017 rona N 425-93)

MonoxeHus ctatbk 4 HacTosiwero degepanbHOro 3akoHa (B pegakunmn PenepansHoro 3akoHa ot 29 utona 2017 roga N
242-®3) B 4acTu, kacatoLlencs opMUpoBaHUS 1 Bblga4u peLenToB Ha NekapCTBEHHbIE Npenaparbl, coaepalime HasHauyeHne
HaPKOTUYECKMX CPeacTB MM MNCUXOTPOMHbLIX BELWECTB, B DOPME SMEKTPOHHbLIX OOKYMEHTOB, NpuMeHsaTesa ¢ 1 aHeaps 2019
roga - cM. NyHKT 2 ctatbk 4 PenepanbHoro 3akoHa ot 29 mnonsg 2017 rona N 242-93.

KommeHTapum k ctatbe 4

IMABA 2. NNONTHOMO4UA ®ENEPAJIbHbIX OPI'AHOBUI/ICFIOVJ'IHVITEJ'IbHOVI BNACTWU, OPTAHOB
NMCNONHUTENbHOU BIACTU CYBBEKTOB POCCUNCKOU ®EOEPALIUU NMPU OBPALLEHUA
NEKAPCTBEHHbIX CPEACTB

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

K nonHomoumnsiM chefieparbHbIX OpraHoB UCMONHUTENBHOM BNacTh Npy o6palleHnn NekapCTBEHHbIX CPEACTB OTHOCATCS:

1) npoBeneHne B Poccuiickon ®enepaunm equHoN rocyaapCTBEHHOM MONUTUKM B 06nacTty obecnevyeHuns: nekapCcTBeHHbIMA
npenapatamu rpaxgaH B Poccuiickon ®egepaumm;

(MyHKT B pegakumm, BBeaeHHou B gerictane ¢ 1 uonst 2015 roga PenepanbHbiM 3akoHOM OT 22 nekabps 2014 rona N 429-
®3. - CM. npeapIayLLyio peaakLmio)

2) yTBepxaeHne obwmux dapmakonemrHbix cTaTen, dhapMakonewHbIX CTaTel, u3gaHue rocygapCTBeHHOW dhapMakonew,
cosgaHve 1 BeeHue peectpa hapMakonenHblX CTaHAapTHbIX 06pasLoB;

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

3) ocywecTBneHne enepanbHOro rocyqapCTBEHHOrO KOHTpors (Haa3opa) B cepe obpalleHns NeKapCTBEHHbIX CPEACTB;
(MyHKT B pegakumun, BBegeHHOW B gencteme ¢ 25 noHa 2012 roga PenepanbHbiM 3akoHOM OT 25 mioHa 2012 roaa N 93-
®3; B pepgakumn, BBegeHHou B gencteue ¢ 1 niona 2021 roga ®epepanbHbiv 3akoHoM oT 11 mioHa 2021 roaga N 170-93. - Cm.
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0ReblAyLLYI0 PeaaKLmio)

4) nuueH3MpoBaHME MNPOM3BOACTBA JEKAPCTBEHHbIX CPEACTB, B TOM uucre deaepasnbHbii  rocygapCTBEHHbIV
NNLEH3MNOHHBIN  KOHTPOMb AesATENbHOCTM MO MNPOM3BOACTBY JlIEKAPCTBEHHbLIX CPeacTB, NepuoanyYecKkoe MoATBEPXKAEHNe
COOTBETCTBUS NMLEH3MaTa, MMEKLLEro JMLUEeH3NI Ha MNpPOM3BOACTBO JeKapCTBEHHbIX CPEACTB, U  dapMaleBTU4ecKomn
OesTenbHOCTU B COOTBETCTBMM C 3aKOHOAaTeNbCTBOM Poccuickon ®eaepaunu;

(MyHKT B pegakumu, BBeaeHHon B aencrtene ¢ 1 miona 2021 rona PenepansbHeiM 3akoHoM ot 11 uioHs 2021 roga N 170-
®3. - Cm. npeaplayLyo peaakLmio)

5) opraHusaumnsa aKcnepTm3bl NEKAPCTBEHHbLIX CPEACTB, 3TUHYECKON IKCMEPTU3bl BO3MOXHOCTU NPOBEAEHUST KITMHNYECKOro
nccneaoBaHUs NeKapCTBEHHOIO npenapara Ans MeanuUMHCKOro NpMMEHEHUS, 3KCNepTU3bl AOKYMEHTOB, NPeACTaBEHHbIX A4S
onpegeneHns BO3MOXXHOCTM pacCcMaTpuBaTh JIEKAPCTBEHHbIV NpenapaT A5 MEAULMHCKOrO NMPUMEHEHUS MpU rocy4apCTBEHHON
perncTpaunm B ka4ectBe opdaHHOro fiekapCTBEHHOMO Npenapara;

(MyHKT B pegakuunn, BBeaeHHon B aencteme ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 nekabps 2014 roga N 429-

®3. - Cm. mpeaplAyLLy0 PEAAKLIMIO)

5 1) opraHusauusi NpoBeAEHUS KOMMIIEKCHOW OLEHKM IeKapCTBEHHOro npenapata B Lensx MPUHATUS PEeLUeHUA o
BO3MOXHOCTU BKITIOYEHMS NEKAPCTBEHHOrO npenapara B MepedYeHb XM3HEHHO HEeOBXOOAUMBIX U BaXKHEWLIMX NeKapCTBEHHbIX
npenapaToB, HOPMaTUBHbIE NPABOBbLIE aKTbl U MHble AOKYMEHTbI, onpeaensolwme nopsagok okasaHUs MeguLMHCKON NOMOLLN
WIIN UCKITIOMEHMS €ro U3 YKa3aHHbIX NepeyHs, akToB U JOKYMEHTOB;

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

6) Bbla4ya pa3peLueHV||7| Ha npoBeaeHne KIMHNn4YecKnx nccnenoBaHun NNeKapCTBEHHbIX npenapartoB, BeAeHWe peecTtpa
BblOaHHbIX paspeLueHvuZ Ha nposefeHne KInMHN4YeCKnx nccnenoBaHUn NNeKapCTBEHHbIX Npenaparos;

7) rocygapCtBeHHaa permcrtpauna nekapCcTBeHHbIX MnpenapaTtoB, BeAeHWe [oCyAapCTBEHHOIO peecTpa J1IeKapCTBEHHbIX
CPREACTB,;

8) opraHusauus n (Unun) NpoBeAEHNE MHCNEKTUPOBAHUS CYyObEKTOB 0DOpaLLEHMst NEKAapPCTBEHHbLIX CPEACTB HA COOTBETCTBME
npasunaMm Hagnexaiien nadbopaTtopHON NPaKTUKKU, NpaBunamM Hagnexalwen KINMHUYEeCKON NpakTUKW, NpaBunamM Hagnexallemn
NPakTUKU XpaHEeHUs W MEepeBO3KU NEeKapCTBEHHbIX MpenapaTtoB, NpaBunam Haanexawlen AMCTPUObIOTOPCKOM NPaKTUKK,
npasunam Hagnexaiien anTe4Hon NPaKkTuKK;

(MyHKT B pegakumn, BBeaeHHom B genctene ¢ 1 aHBapsa 2016 roga PenepanbHbiM 3akoHOM OT 22 aekabps 2014 rona N
429-03. - CM. NpeablayLLYI0 PEAAKLIMIO)

8 1) opraHusaumss u (unu) nNpoBeOeHVME WHCNEKTUPOBAHMS CyObEKTOB oOOpalleHns NeKapCTBEHHbIX CPEeACTB Ha
cooTBeTcTBME TpeboBaHMAM MpaBun Hagnexallen MNpoU3BOACTBEHHOW MPaKTMKW, Bbldava 3akKMOYEeHUn O COOTBETCTBUM
Npon3BOANTENS NEKAPCTBEHHbIX CPeaCTB TPeOOBaHMAM MpaBuIT Haanexallen Npou3BoACTBEHHON MPAKTUKK;

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

8 _2) ycTaHoBneHue nopsiaka BedeHWss W BeAeHWe ToCyAapCTBEHHOrO peecTpa 3akf4vYeHWn O COOTBETCTBUM
NPOuN3BOANTENS NEKAPCTBEHHbIX CpeacTB TpeboBaHMAM NpaBun Hagnexallen Npon3BOACTBEHHOW NPaKTUKY;
(MyHKT gononHuTenbHo BKMoYeH ¢ 1 nons 2015 roga ®enepanbHbiv 3akoHOM OT 22 Aekabpsa 2014 rona N 429-03)

9) rocygapcTBeHHasi peruvcTpaumst npefernbHbiX OTNYCKHbIX LEeH MNpoM3BoAMTENEN Ha JekapCTBEHHble npenapartsl,
BKIMOYEHHbIE B NepeveHb XMU3HEHHO HEODXOAMMbIX U BaXHEMLLMX JIEKapCTBEHHLIX NpenapaToB, U BedeHWe rocyaapCTBEHHOMO
peecTpa npenernbHbiX OTMYCKHbIX LieH Npou3BoaAUTENEN Ha NekapCTBEHHble Npenaparbl, BKIOYEHHbIE B NepPeYeHb XXU3HEHHO
HeobXoaMMbIX N BaXKHEWLUUX FIeEKapCTBEHHbIX NpernapaTtos;

(MyHKT B peaakumun, BBeAeHHOM B gencteme ¢ 7 noHs 2019 roga ®enepanbHbiv 3akoHOM OT 6 mioHs 2019 rona N 134-93.
- CM. npeablayLwyo penakLmio)

9 1) cornacoBaHvMe MNPOEKTOB pELUEeHUN OpraHoB WCMONMHUTENbHOW Bnactn cybwektoB Poccunckon depepauum o6
YCTaHOBMNEHUUN U (UNN) U3MEHEHUN NpefenbHbIX Ppa3MepPOB ONTOBbLIX HAA0ABOK M NpefenbHbIX pa3MepoB PO3HUYHBIX Hag6aBoK
K (pakTMyeckuM OTMYCKHbIM Li€HaM, YCTaHOBIEHHbIM MPOU3BOAUTENSIMU JIEKAPCTBEHHbIX MPENapaToB, Ha INEKapCTBEHHbIE
npenapatbl, BKITHOYEHHbIE B NEpPeYEHb XN3HEHHO HEOOXOAMMbIX 1 BaXKHENLLIMX NTEKAPCTBEHHbIX NPEnapaTos;

(MyHKT gononHuTEnbHO BNoYeH PenepanbHbiM 3akoHoM 0T 13 utona 2015 rona N 241-93)
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10) Bblg@ya, YCTaAHOBMEHWE Mopsiaka BbiAayn paspeLleHusl Ha BBO3 KOHKPETHOW NapTUM NEKapCTBEHHOro cpeacTBa B
Poccuickyto ®egepaunio;

(MyHKkT B pegakuun, BBeaeHHon B aencteue ¢ 13 aerycta 2019 roga PenepanbHbiM 3akoHoM oT 2 asrycTta 2019 rona N
297-03. - CMm. npeablayLLYI0 peaakLmio)

10_1) Bblgaya, ycTaHOBMEHWEe nopsiaka Bblgadn M popmbl JOKYMEHTA, KOTOPLIA MOATBEPXKOAET, YTO MPOU3BOACTBO
NeKapCTBEHHOro npenapata Ang MeAMUMHCKOr0 MNPUMMEHEHUS OCYLLECTBMEHO B COOTBETCTBUM C TpeboBaHWsMW MpaBun
Hagnexallen Npon3BOACTBEHHOW MPAKTUKM UM YTO NEKAPCTBEHHbIA npenapaT Ans BETEPUHAPHOIo NpUMEHEHMA OONYLIEH K
obpauweHnio B Poccunckon depepauun, 1 NOANEXUT NpeacTaBneHntio no TpeboBaHMo ynoIHOMOYEHHOTO OpraHa CTpaHbl, B
KOTOPYHO BBO3UTCSH NIEKAPCTBEHHbIN Npenapar;

(MyHKT pononHuTenbHo BktodeH ¢ 1 uiona 2015 roga PenepanbHbiM 3akoHOM 0T 22 aekabpsa 2014 rona N 429-03; B
penakumu, BBegeHHon B genicteue ¢ 13 asrycta 2019 roga PeanepanbHbiM 3akoHoM OT 2 aerycta 2019 roga N 297-93. - Cm.
NREeAbIAYLLYIO PeAaKLMIo)

10_2) Bblgaya, yCTaHOBMEHWEe nopsgka BbldauM U (opMbl  [JAOKYMEHTa, COAEPXAaLLero CcBedeHUs O cTagusix
TEXHOMOrM4eCcKoro npouecca Npou3BoACTBa fleKapCTBEHHOrO cpeacTBa Ans MeAULMHCKOro NpUMEHEeHNs, OCcyLLeCcTBAsSeMbIX Ha
TeppuTopun EBpasninckoro 9KOHOMUYECKOro Cot3a;

(MyHkT gononHuTenbHO BkMtodeH ¢ 1 utons 2015 roga ®enepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-03; B
pefakumu, BBegeHHon B genctene PenepanbHbiv 3akoHoM 0T 13 miona 2015 rona N 241-93. - CM. npeablayLLyio peaakLmio)

11) co3gaHune COBETOB MO BONpocaM, CBsI3aHHbIM ¢ 0OpaLleHMeM NeKapCTBEHHbIX CPEACTB;
12) atTectauusa n ceptuduKkaumnsa cneLmanmcTos;

13) nyHkT yTpatun cuny ¢ 1 ceHTabps 2013 roga - PenepanbHbin 3akoH o1 2 wond 2013 roga N 185-03 - cwm.
npenblayLyto penakLmio;

14) ocywecteneHne gpapmakoHaasopa;

(MyHKT B pegakuunn, BBeaeHHom B aencteme ¢ 1 nons 2015 roga PenepanbHbiM 3akoHoM oT 22 nekabps 2014 rona N 429-
®3. - CMm. npeapblayLLyo PeAaKLnio)

15) yyacTne B MexxayHapogHOM COTPYOHUYECTBE;

16) nomny4eHne no 3anpocaM YMONTHOMOYEHHOro dedepanbHOr0 opraHa WCMNOMHUTENBHOWM BRacTM OT  OpraHoB
UCMonHUTENBLHOM BnacTn cybobektoB Poccuiickon defepaumm, a Takke oT CyGbeKkToB 0bpalleHNs NekapCTBEHHbIX CpeacTB AN
MEeOULUHCKOrO NpUMEeHeHNs MHdopmauumn no Bonpocam YCTaHOBMEHUSA M MPUMEHEHUS LUEeH Ha fnekapcTBeHHble npenaparbl 1
HaabaBoK K HAM;

17) npumeHeHne Mep OTBETCTBEHHOCTU 3a HapyLleHue 3akoHoaaTtenscTea Poccuiickon depepaumuy;

18) yTBEpXAeHUe npaBun Hagnexailen nadbopaTtopHON MpPaKTUKK, NPaBuUn Hagnexalwen KNMHUYECKON NPaKTUKKU, NpaBun
Hagnexallen npou3BOACTBEHHOW MpPaKTWMKW, MpaBui Hagnexalwewn nNpakTUKW XpaHEeHUs W MNepeBO3KU feKapCTBEHHbIX
npenapaToB, MNpaBun Hagnexawen ONCTPUOBLIOTOPCKOW MPaKTUMKW, NpaBuUN HaAnexawlen anTeyHOW NpakTUKM, npaBun
Hagnexaluemn npakTukn dhapmMmakoHaasopa nekapCTBEHHbIX NpenapaToB ANs MEAULMHCKOrO NPUMEHEHNS;

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

19) ycrtaHoBneHne nopsigka bopMMpOBaHUSA PErMCTPALMOHHOIO OOCbE Ha NeKapCTBEHHLIN npenapaTt u TpeboBaHun K
[OKYMeHTaM B ero COCTaBe;
(MyHKT gononHuTenbHo BKAoYeH ¢ 1 nons 2015 roga ®enepanbHbiv 3akoHOM OT 22 Aekabpsa 2014 rona N 429-03)

20) yTBepxaeHne npaBun pauvoHanbHOro BbliOOpa HauMeHOBaHMI NeKapCTBEHHbIX NpenapaToB AN MeAULMHCKOro
NPUMEHEHNS;
(MyHkT gononHuTensHo BkntoyeH ¢ 1 uions 2015 roga ®enepanbHbiM 3akoHOM OT 22 fekabpsa 2014 rona N 429-03)

21) yTBepXXAEHNE NepeYHs HanMeHOBaHUM NeKapCTBEHHbIX OPM;
(MyHkT gononHuTensbHO BkNtoYeH ¢ 1 uonst 2015 roga ®enepaneHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-03)

22) nyHKT, gononHutensHo BkMtodeH ¢ 1 uonsa 2015 roga PenepanbHbiM 3akoHOM 0T 22 aekabpsa 2014 roqa N 429-93;
yTpatun cuny ¢ 1 mapta 2020 roga - PenepanbHbivi 3akoH OT 27 Aekabpa 2019 rona N 475-03 - cM. npeablayLLyo peaakLmI;
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23) ytBEpxaeHme TpeboBaHUn K MHCTPYKLUUN NO MEAULIMHCKOMY NMPUMEHEHMIO NIeKapCTBEHHbIX NpenapaToB U K MHCTPYKUUK
no BeTepMHaPHOMY NPUMEHEHUIO NEKapCTBEHHbIX NpenapaTos;
(MyHkT gononHuTensHo BkMAoYeH ¢ 1 nionsa 2015 roga ®eaepanbHbiM 3akoHOM OT 22 aekabpa 2014 rona N 429-03)

24) NpUHATNE pEeLUEHUI, SABMSIOWMXCA OCHOBAHUSAMWU ANSA BKMOYEHUS AOMEHHbLIX UMEH WM (Unun) ykasaTenemn cTpaHul
canTtoB B MHGPOPMALMNOHHO-TENEKOMMYHUKAUMOHHON ceTn  "WHTepHeT", a TakKke CeTeBbiIX agpecoB B €AMHYK
aBTOMaTU3NPOBAHHYIO WMHGOPMALMOHHYIO cuctemy "EOMHbIA peecTp OOMEHHbIX MMEH, yKasaTenew CTpaHuy, CanToB B
WHPOPMaLIMOHHO-TENEKOMMYHUKALMOHHOW ceTu "NHTepHeT" 1 ceTeBbIX aApecoB, NO3BONALWUX NAEHTUOULNPOBATL CanTbl B
MHAOPMALMOHHO-TENEKOMMYHMKAUNMOHHON ceTun "HTepHeT", cogepxawme uHGOpMauuilo, pacrnpocTpaHeHMe KOTOpoW B
Poccunckon depepauumn 3anpelleHo”, B OTHOLEHUM MHGOPMauuK, codepXallen NpeanoXeHne O PO3HUYHOW TOproene
nekapcTBeHHbIMU NpenapaTaMmu, B TOM 4ucre AUCTaHUMOHHBIM CNOcOBOM, PO3HMYHAs TOProBMns KOTOPbIMW OrpaHuyeHa nnu
3anpelleHa B COOTBETCTBMU C HacToawmm PegepanbHbIM 3akOHOM, U (M) MHGOPMaLMK, cofepXallen npeanoxeHue o
PO3HUYHOW TOProBrie feKkapCTBEHHbIMW MNpenaparamu, B TOM 4YUCre AUCTaHUMOHHbIM CNocoboM, nuuamu, He VMEHLMMU
NMLIEH3MM U pa3peLleHs Ha OCYLLIECTBINEHUE TaKoW OEeATENbHOCTM, CINU NOMyYeHne NULEH3MM U pa3peLleHnst NpeayCMoTPEHO
3aKoHO4aTENbLCTBOM 06 0OpalLLeHNM NeKapCTBEHHbIX CPEACTB;

(MyHkT pononHuTenbHO BkModeH ¢ 1 uona 2015 roga PenepaneHbiM 3akoHOM OT 22 faekabpa 2014 rona N 429-03; B
pefakumu, BBegeHHon B gencteue PeaepanbHbiv 3akoHoM oT 3 anpend 2020 roaa N 105-93. - Cm. npeablayLlyo penakLmnio)

25) Bblgava paspeLleHnii Ha BBOA B rpaXaaHCcKuii 060poT MMMYHOOMONOrMYEeCcKUX NeKapCTBEHHbIX NpenapaTos.
(MyHKT gononHUTENbHO BKItoYeH ¢ 29 Hos6psa 2019 roga PenepanbHbiM 3akoHOM OT 28 Hos6psa 2018 ropa N 449-93)

KommeHTapui K ctatbe 5

CTATbA 5_1. NEPEOQAYA OCYLLUECTBNEHMA NONHOMO4YUINA ®EAEPANBHBIX OPFTAHOB
UCMONMHUTENBHOWU BNACTM NPU OBPALLEHUU JIEKAPCTBEHHbIX CPEACTB OPTAHAM
MCNONHUTENIbHOU BITACTU CYBBEKTOB POCCUNCKOWU PEONEPALIUN

MonHoMounst  dbedepanbHbIX  OpPraHOB  UCMOMHUTENbHOW  BractMu nNpu  obpalleHnn nekapCTBEHHbIX CPeAcTB,
npeaycMOTpeHHbIe HacTosAWwmMM PefepanbHbiM 3aKOHOM, MOTYT NepeaaBaTbCA OS5 OCYLLECTBNEHNS OpraHam UCMOMHUTENbHOWN
Bnactm cyobektoB Poccuiickon ®epepaumm noctaHoBnenusmn [lpaButenbctBa Poccuiickon depepauumn B nopsgke,
ycTaHoBNeHHoOM DeaepanbHbiM _3akoHOM OT 6 okTabpa 1999 roma N 184-03 "O6 o6uinx npuHUMiax opraHunsauumu
3aKOHOAATENbHbIX (MPEeACTaBUTENbHbLIX) W WCNOMHUTENbHBLIX OPraHoB TOCYAApCTBEHHOW Bnactu cyb6bekToB Poccuickomn
Penepauun”.

(Ctatbsa gononHuTenbHO BKtodeHa ¢ 24 uionsa 2015 roga PeaepanbHbiM 3akoHoM oT 13 mtona 2015 rona N 233-93)

KommeHTapum k ctatbe 5 1

CTATbA 6. NTONTHOMOYUNA OPFAHOB UCMONMHUTENBHOW BITACTU CYEBbEKTA POCCUACKOW
®EOEPALIMU NPU OBPALLEHUU NNEKAPCTBEHHbIX CPEACTB

K nonHomMoumsiM opraHoB MCMONHWUTENbHOW BriacTn cybbekta Poccuiickon ®enepauuy npu obpalleHnM NnekapcTBEHHbIX
CpencTB OTHOCATCS:

1) paspaboTka 1 peanusaunsi permoHarnbHbIX NporpaMmmM obecneveHns HaceneHus nekapcTBEHHbLIMU NpenapaTamu;

2) yCTaHOBINEeHne npeneribHbiX pa3MepoB ONTOBbIX Ha,D,6aBOK N npegernbHbIX pa3MepoB PO3HUYHbIX Ha,lJ,6aBOK K
(*)aKTI/I‘-IeCKVIM OTNYCKHbIM LU€eHaM, YCTaHOBJIEHHbIM NPOU3BOOAUTENIAMU J1€KapCTBEHHbIX MpenapartoB, Ha JleKapCTBEHHbIe
npenapartbl, BKIMO4YEHHbIE B NepevyeHb XXN3HEHHO H906XOJJ,I/IMbIX N BaXKHENLWNX JNNIeKapCTBEHHbIX nNpenapaToB;

3) ocyLleCcTBNeHMEe pernoHanbHOro rocygapCTBEHHOIO KOHTPOMS 3a NMPUMEHEHUEM LIEH Ha flekapCTBEHHble npenapartsl,
BKIIOYEHHbIE B NEPEYEHb XU3HEHHO HEOOXOOUMBIX M BaXKHEMLLUX JEKApCTBEHHbIX NpernapaTtoB, OpraHvM3auvsiMyi OMTOBOM
TOProBMnM NEKapCTBEHHLIMW CPEACTBAMM, anTEYHbIMW OpraHU3aunsmMu, MHAMBUAYaNbHBIMU NPEeaNPUHUMATENSAMW, UMEOLLMMU
nMueHano  Ha  dapMaueBTUYECKYD  OeATENbHOCTb, MEOUUMHCKUMW  OpraHu3auusiMi, UMELLMMU  fIMUEH3NI0  Ha
dapmMaLeBTMYECKYIO OEeATENbHOCTb, M WX 000COGNEeHHbIMM nogpasaeneHusmmn  (ambynatopusmu, enbawepckumm  m
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denbaluepcko-aKyLlepckMMM  MyHKTaMW,  LeHTpamu  (oTgeneHusmu) oblen  BpadebHOM  (CeMeNHOW)  NpPakTuKu),
pacnonoXeHHbIMU B CEMNbCKMX HaCeNeHHbIX MyHKTaX, B KOTOPbIX OTCYTCTBYHOT anTe4YHble opraHu3aumu,;

(MyHKT B penakumun, BBegeHHoW B gencteue ¢ 25 noHa 2012 roga PenepansbHbiM 3akoHoM OT 25 mioHa 2012 roaa N 93-
®3; B pegakunn, BBegeHHon B aenctane ¢ 1 mapta 2020 roga PeaepanbHbiM 3akoHOM OT 27 aekabps 2019 roga N 475-93. -
CM. NpeaplayLLYyO PeaakLmio)

4) npuHATUE pelueHua 06 Mcnonb3oBaHMM Ha Tepputopumn cybbekta Poccunckon depepaumm Hapagy € peuentaMmy Ha
nekapcTBeHHble npenapartbl, OMOPMIEHHbIMX Ha OymMaXHOM HOCUTene, peuenToB Ha feKapcTBEHHble npenaparsl,
CcHOpPMUPOBAHHLIX B (DOPME 3NEKTPOHHbBIX [OKYMEHTOB.

(MyHkT pononHuTensbHo BKIoYeH ¢ 1 sHBaps 2018 roga PenepanbHbiv 3akoHom ot 29 monsd 2017 rona N 242-03)

MonoxeHus ctatbk 6 HacTosiwero degepanbHOro 3akoHa (B pegakuumn PenepansHoro 3akoHa ot 29 utona 2017 roga N
242-93) B 4acTu, kacarLenca opMmnpoBaHns 1 Bblgaum peLenToB Ha NieKapCTBEHHbIE NpenapaTtbl, cogepXkalime HasHadeHne
HapPKOTUYECKNX CPeaCTB UM MCUXOTPONHbLIX BELLECTB, B hOPMe 3MEeKTPOHHbIX AOKYMEHTOB, NpuMeHsaoTca ¢ 1 aHapa 2019
roga - cM. NyHKT 2 ctatbk 4 PenepanbHoro 3akoHa ot 29 mong 2017 rona N 242-93.

KommeHTapui k ctatbe 6

MABA 3. TOCYOAPCTBEHHAA ®APMAKOIEA
CTATbSA 7. PASPABOTKA U U3OAHUE FOCYOAPCTBEHHOW ®APMAKOMNEW, PASMELLEHUE JAHHbIX O HEN

1. MNog rocynapcTBeHHOM hapmMakoneen NoHMMaeTCsi CBoA, 0bLLMX chapMaKkonenHbIX cTaTten 1 hapMakonenHblx cTaTen.

2. PaspaboTka o6wwmx chapmakonerHbix ctatern u dapMakonenHblx cTatel, B TOM 4yucre gapMakonemHbIx cTaten Ha
(hapmakonemnHble CTaHOapTHble 00pasubl, U BKIKOYEHME MX B rOCYAApPCTBEHHYIO (DapMakoner OCYLLEeCTBASIKOTCS B NOpsiake,
YCTaHOBNEHHOM YMNOMHOMOYEHHbIM dhefeparnbHbIM OpraHOM UCMONHUTENLHOW BNacTu.

(YacTb B pegakumu, BBegeHHoM B fenctame ¢ 1 nonga 2015 rona PenepansbHbiv 3akoHoM 0T 22 fekabpa 2014 rona N 429-
®3. - CM. mpeabIAyLLYy0 PEAAKLIMIO)

3. Paspabotka chapmakonenHomn ctatbn Ha pedepeHTHbIN NekapCTBEHHBIN NpenapaT U BKIMYeHNe ee B rocygapCTBEHHYI0
hapmakonelo B Te4eHWe cpoka AeCTBUS 3almUTbl UCKMYMTENLHOMO npasa, YAOCTOBEPEHHOro NaTeHTOM Ha pedepeHTHbIN
nekapCcTBEHHbIN Npenapar, OCYLLEeCTBSIOTCA C cornacus ero paspabotuuka.

(YacTtb B pegakuun, BBegeHHom B aencteme ¢ 1 uiona 2015 roga ®epepanbHbiM 3akoHOM OT 22 nekabps 2014 roga N 429-
®3. - Cm. npeaplayLyo peaakLmio)

4. l'ocymapcTBeHHas apmMakones n3gaercst ynorHOMOYeHHbIM pefepanbHbiM OpraHoM UCMONHUTENBHOM BNacTu 3a cyer
cpencTB henepansHOro 6oaxeTa U NOANEXUT NepensaaHnsam He pexe Yem oauH pas B NSATb NET, B NepUoa Mexay KoTopbiMu
n3gatTcss NPUIOXEHUsT K rocydapCTBEHHOM chbapmakonee, cogepxawme obwme dapmakoneHble cTatb u - (Unn)
hapmakonenHble cTaTbM, YTBEPXOEHHbIE NOCIe U34aHns Unn nepensgaHns rocygapcTtBeHHon hapmakonen.

5. YnonHomo4eHHbI hegepanbHbiid OpraH UCNOMHUTENBbHOW BNacTy pasMeLLaeT AaHHble 0 rocygapcTBeHHoM dhapmakonee
N NPUNOXEHUSX K HEW Ha cBoeM oduLmansHoOM canTe B ceTu "MIHTepHeT" B yCTaHOBNEHHOM UM nopsiake.

KommeHTapun k ctatbe 7

IMABA 4. NIMLIEEH3MPOBAHWE NMPOU3BOACTBA NNEKAPCTBEHHbLIX CPEACTB U ®APMALIEBTUYECKON
OEATENbHOCTU, TOCYOAPCTBEHHbLIWN KOHTPOIb (HAO30P) B CPEPE OBPALLEHUA NEKAPCTBEHHbIX
CPEOCTB

(HanmeHoBaHwue B pegakumu, BBegeHHon B gencteue ¢ 1 nonga 2021 rona ®enepanbHbiv 3akoHoM ot 11 noHa 2021 rona N
170-93. - CM. NpeabIAyLLYI0 PDEAAKLIMIO)

CTATbA 8. MIMLUEH3UPOBAHUE NPOU3BOACTBA JIEKAPCTBEHHbIX CPEQCTB U ®APMALIEBTUYECKOW
AEATENbHOCTH
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1. JluueHsnpoBaHve NPOM3BOACTBa NEKAPCTBEHHbIX CPeACcTB U dhapMaueBTUYECKON OeATeNbHOCTUM OCyLLecTBnsSeTca B
COOTBETCTBUM C 3aKoHOAATENbLCTBOM Poccunckon denepaumn.

2. 0O6sazaTenbHbIM ycnosmem npegocrtaBsneHnda InuueHann Ha nNpou3BOACTBO J1IEKAapCTBEHHbIX CpeacTB ABNAETCA
NpunoXeHme K 3adaBleHUo couckatena nuueH3nn nepedyHa JnekapCTBEeHHbIX (*)OpM n (I/IJ'II/I) B1OOB (.bapMaLLeBTVI‘-IGCKI/IX
CyGCTaHLIMVI, KOTOpbl€ Npon3BOoANTESb NNEKapPCTBEHHbLIX CpeaCcTB HaMepeH Npon3BoAUTDb.

3. B cnyyae Heo6xoamMMoCTn pacluMpeHns Npon3BoaCTBa NIEKAPCTBEHHbBIX CPEACTB 3a CHET HOBbIX TEKAPCTBEHHBLIX (OOPM U
BMOOB hapmaLeBTUYECKMX CyOCTaHLMA NPOU3BOANTENb NEKapCTBEHHbLIX CPeaCcTB AOMKEH NodaTtb B JNIULEH3MPYHOLWWIA OpraH
3asBMNeHMe 0 BHECEHMUM U3MEHEHUI B PEECTP NULIEH3MIA HA NPOM3BOACTBO NIEKAPCTBEHHbIX CPeaCTB.

(YacTb B pepakumun, BBegeHHon B gencteme ¢ 13 aerycta 2019 roga PenepanbHbiM 3akoHoM oT 2 asrycTta 2019 rona N
297-03; B pegakumun, BBegeHHom B gericteue ¢ 1 mapta 2022 roga PenepanbHbiM 3akoHoM oT 11 nioHs 2021 rona N 170-93. -
CM. NpeablAyLYIo peaakLmio)

4. JlnueH3nsa Ha NpPoM3BOACTBO fEKapCTBEHHbIX CpeacTB (hapmaueBTudeckon cybcTaHUmMM cnvpTa STUNOBOroO (STaHona)
BbIJAETCA NPWU YCMOBUM HamnuuMs y OpraHu3auum Ha npaBe COOCTBEHHOCTU, XO3SINCTBEHHONO BEeAEHWUs UMM OnepaTUBHOrO
yrnpaBreHns OCHOBHOIO TEXHOIOrMYeckoro obopyaoBaHUs Ansi MPOU3BOACTBA 3TMITOBOrO CMUPTA, 3aperMcTpupoBaHHOMO B
cooTBeTCcTBUM CcO cTateen 14 1 ®PenepancHoro 3akoHa o1 22 Hoabpa 1995 ropa N 171-®3 "O rocynapcrBeHHOM
RErynvMpoBaHnM MPOM3BOACTBA U 00OOpOTa STUMOBOIO CMAMPTA,  anKOrofnbHOW W CIMPTOCcoAepXKaller npoaykuun u ob
orpaHnveHun noTpebnenns (pacnuTrsa) ankoronbHOW NROAYKLUMK".

(YacTtb gononHuTenbHO BKoveHa ¢ 29 aekabpsa 2020 rona PenepanbHbiv 3akoHOM oT 27 aekabps 2019 rona N 481-93)

KommeHTapui K ctatbe 8

CTATbA 8_1. OCOBEHHOCTU NIMLIEH3UMPOBAHUA MPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB
(PAPMALIEBTUYECKOU CYBCTAHLUNU CIMTUPTA 3TUITOBOIO (3TAHOIJA)

1. Jencrtsne nuueH3nn Ha NPOM3BOACTBO NEKAPCTBEHHbIX cpeacTtB (hapmaueBTnyeckon cybectaHumm cnupta 3TUNOBOIO
(3TaHoOna) npuocTaHaBnMBaEeTCsi B 4acTuM NpaBa Ha MPOU3BOACTBO bapmaueBTMYECKON cybcTaHUMM chivpTa 3TUIOBOMO
(aTaHona) NUUEH3NPYIOLLMM OpraHoM B Cryyasax, onpeaeneHHblx ctatben 20 denepanbHoro 3akoHa ot 4 maa 2011 roga N 99-
D3 "O nuvLeH3NpoBaHUN OTAENbHLIX BUAOB AEATENbHOCTU", a TakkKe Ha CPOK NPUOCTAHOBMEHWS OENCTBUSA NULEH3UU Ha
NPOM3BOACTBO 3TUIOBOMO CNMpTa 4118 NPOM3BOACTBa dapMaLeBTUYECKOM CyOCTaHLMM CnnpTa STUOBOro (3TaHona), BblgaHHOM
B cooTBeTcTBUM C DeaepanbHbIM 3aKOHOM OT 22 Hos6pa 1995 roga N 171-®3 "O rocynapcCTBEHHOM pPEryanpoBaHun
NpPOM3BoACTBa M 060POTa ATUNOBOIO CNMPTA, anKOronbHOW M CNVMPTOCOAERXKALLEN NPOAYKLIMN U 0D orpaHnMyeHn NoTpebneHus
(pacnuTuns)_ankoronbHoWM NpoayKLMK".

2. [encTtBrne NUUEH3MM Ha NPOM3BOACTBO JIEKAPCTBEHHbLIX cpeacTB (hapmaueBTnyeckon cybcTaHumm cnupta 3TUNOBOIO
(aTaHona) B 4actM npaBa Ha NMpPou3BOACTBO hapMaLeBTUYECKON CyOCTaHUMKM cnvpTa 3TUNOBOro (3TaHona) npekpaliaertcsi
NMLIEH3MPYIOLLMM OpraHoM B Criyyasix, onpefeneHHbix crtatbent 20 ®enepansHoro 3akoHa ot 4 mas 2011 roma N 99-903 "O
NVLIEH3VPOBAaHNW OTAENbHbLIX BUAOB AEATENbHOCTU", @ TaKKe C AaTbl NPEKPALLEHUS UMM aHHYNIMPOBaHUS OENCTBUS NULEH3UM
Ha NpOM3BOACTBO JTWUIMOBOrO ChMpTa Ans MNpou3BOACTBa (papMaLeBTUYECKOW CyOCcTaHuMM crnvpTa STUMoBOro (ataHona),
BblJaHHONM B cOOTBETCTBUM ¢ PeaepanbHbiM 3akoHOM OT 22 Hosa6psa 1995 rona N 171-93 "O rocynapCTBEHHOM peryaMpoBaHum
npom3BoAcTBa U 060POTa 3TUNOBOIO CAMPTA, anKOronbHOW 1 CNVMPTOCOAERXKALLEN NPOAYKLIMN U 00 orpaHMyeHur NoTpebneHus
(pacnuTug) ankoronbHON NPoAyKLmMmn".

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

CTATbA 9. FOCYOAPCTBEHHbIVN KOHTPOJb (HAAQ30P) B COEPE OBPALLEHUSA NEKAPCTBEHHbIX
CPEAOCTB

1. TocyaapcTBEHHBIN KOHTPOSb (Haas3op) B cdepe obpalleHns NekapCTBEHHbIX CPeACTB OCYLLECTBMSIETCS MOCPEACTBOM
efiepanbHOro rocy4apCTBEHHOrO KOHTponst (Hags3opa) B cdpepe obpalleHusi nekapcTBEHHbIX cpeacTB v deaepanbHoro
rocygapCTBEHHOMO NMLEH3NOHHOIO KOHTPONSA AEeATENbHOCTU MO MPOU3BOACTBY IEKAPCTBEHHbLIX CPEACTB, OCYLLECTBASEMbIX
denepanbHbLIMU OpraHaMu UCMOSNTHUTENbHOW BRiacTu, yNnonHoMo4YeHHbIMy [NpaButensctBomM Poccuiickon ®egepaumn.

2. MNMpegmeTom henepanbHOro rocygapCTBEHHOMO KOHTponsa (Hagsopa) B cdepe obpalleHusi nekapCTBEHHbIX CPEeAcTB
ABNSAOTCS:
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1) cobntopgeHne o6si3aTenbHbIX TpeboBaHuii B cdhepe oGpaLleHunsi NekapCTBEHHbIX CPeACTB, B TOM YuChe:

a) TpeboBaHWM K [OKMUHWYECKUM WCCIEedOBaHUAM JIeKapCTBEHHbIX CPEACTB, KMWHWUYECKUM  WUCCIeAoBaHUsAM
neKkapcTBeHHbIX NpenapaToB, U3rOTOBMEHWIO, XpaHeHUIO, NepeBo3ke, BBO3y B Poccuiickyio deaepauuio, OTNycky, peanusauum,
nepedaye, npogaxe neKapCTBEHHbLIX CPEACTB, MPUMEHEHWUI0 NeKapCTBEHHbIX MNPEenaparoB, YHUUTOXEHMIO NEeKapCTBEHHbIX
CPEeACTB, YCTAHOBIIEHMIO NMPOU3BOAMTENAMM NeKapCTBEHHbIX NpenapaToB LieH Ha fiekapCTBeHHble npenaparbl, BKMNoYeHHbIe B
nepeyeHb XM3HEHHO HEOBXOAMMBIX U BaXXHENLLMX NEKaPCTBEHHbIX NpenapaTos;

6) Tpe6OBaHMVI K COOTBETCTBUIO JIEKapCTBEHHbIX CpeacTB, HaxoaAlKUXca B 06pau.|,eva|, nokasartenam KadecTtBsa,
Sd)@eKTMBHOCTM n 6e3onacHocTy, YCTaHOBJTEHHbIM B COOTBETCTBMN C HACTOALLMNM Cbep,epaanblM 3aKOHOM;

B) TpeboBaHun Kk cobnogeHnto cybbekTammn obpalleHns nekapCTBEHHbIX CPEeAcTB, YKasaHHbIX B Yactu 1 cratbu 67 1
HacTosuero PenepansHOro 3akoHa, orpaHUYeHNn, Hanaraemblx ctatbaMm 67_1 n 67_2 HacTosulero PeepanbHOro 3akoHa;

2) cobritogeHne NULEH3NOHHbIX TPeOOBaHU K OCYLLIECTBNEHUIO (dapMaLeBTUHECKOW AeATENbHOCTY;

3) cobniogeHne TpeboBaHMM K NpefoCTaBneHVIO CyObekTamu obpalleHusi NeKapCTBEHHbIX CPEACTB MHopmauum o
nekapcTBEHHbIX CpeacTBax M (Mnuv) NeKapCTBEHHbIX Mpenapartax, npegycMoTpeHHon crtatbamu 9 1, 521 u 64 HacTosulero
®denepanbHOro 3akoHa.

3. Mpwu ocywecTteneHMn cenepanbHOro rocygapCTBEHHONO KOHTpons (Hagsopa) B cdepe obpalleHusi NeKapCTBEHHbIX
CpeacTB NpoBoASTCH crefytoLme Buabl KOHTPOSbHbIX (HaA30PHbIX) MEPOMNPUSATUIA:

1) LokyMeHTapHasi NpoBepKa;

2) Bble3aHasi NpoBepKa;

3) BbIGOPOYHBIN KOHTPOSb Ka4ecTBa;

4) KOHTpONbHasA 3aKymnka;

5) NHCNEKUNOHHbIN BUSWT;

6) HabntogeHve 3a cobniogeHnem obsasaTenbHbIX TpeboBaHui (MOHUTOPUHE B6e3onacHocTu) (hapmakoHaasop).

4. OpraHmsauuss u ocyllecTBrieHne denepanbHOro rocyAapCTBEHHOIO KOHTponsa (Hags3opa) B cdepe obpalieHus

nekapcTBeHHbIX cpedcTB perynupytotcs PenepanbHbiv 3akoHom oT 31 umona 2020 roga N 248-93 "O rocyaapCTBEHHOM
KOHTpone (Haasope) u MyHULmMnansHoM KoHTpone B Poccurickor Penepavium”.

5. BHennaHoBbIN BbIGOPOYHbIN KOHTPOIb Ka4ecTBa NPOBOAMTCS B TOM YMCIe HA OCHOBaHUM NPOrpamMMbl MPOBEPOK.
6. MNnaHoBbI BbIGOPOYHLIV KOHTPOSb KAYeCTBa He NPOBOAUTCS.

7. Mo pesynsrataMm BbIGOPOYHOrO KOHTPOSS KadeCcTBa Hapsaay C peLleHns MU, NpegyCMoTpeHHbIMN PeaepanbHbiM 3aKOHOM
ot 31 wiona 2020 rona N 248-®3 "O rocynapCTBEHHOM KOHTpone (HaA3ope) v MyHuumMnanbHOM KOHTpone B Poccunckon
®denepauun”, degepanbHbIMM OpraHamMn MCMOMHUTENBHOW BNACTW, YMOSIHOMOYEHHBIMW Ha OCYLUECTBMEHNE BblIGOPOYHOro
KOHTPOISA Ka4ecTBa, NPUHNMAIOTCS CNeayloLne peLleHns:

1) 0 AanbHeMweM rpaxgaHCKoM oGOopoTe Cepuu, MapTUKM COOTBETCTBYHOLLEro JeKapCTBEHHOrO cpeacTsa B criydyae
NOATBEPXKAEHWUS MO pesynbTaTam MpPOBEAEHHbIX WCMbITaHWA COOTBETCTBUA  KayecTBa JeKapCTBEHHOTo  cpeacTBa
yCTaHOBMNEHHbIM TPeBGoBaHUAM;

2) 06 usbATUM K3 rpaxpaHckoro obopoTa cepun, NapTUKM COOTBETCTBYIOLLENO JIeKapCTBEHHOrO CpeAcTBa B criyyae
BbISIBNIEHNSA MO pesyrikTatam NpPoBeAeHHbIX UCMbITaHUIA HECOOTBETCTBMS Ka4yecTBa NEKapCTBEHHOTO CPEACTBa YCTaHOBIIEHHbBIM
TpeboBaHusM;

3) 0 nepeBoae NeKkapcTBEHHOrO CPEACTBa Ha NMOCEePUIHLIN BbIGOPOYHbLIA KOHTPOSb KavyecTBa fieKapCTBEHHbIX CPeacTB B
criy4ae NMOBTOPHOIO BbISIBIEHWUST HECOOTBETCTBMSI Ka4yecTBa feKapCTBEHHOrO CPeacTBa YCTaHOBMEHHbIM TpeboBaHuAM U (npu
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HeO6XOﬂI/IMOCTI/I) O npoBepke Cy6'beKTa o6pa|.|.|,eH|/|ﬂ NeKapCTBeHHbIX CpeacTB. Pacxogbl, cBs3aHHble C nposegeHnem
ﬂOCGpI/IIZHOFO Bbl60p0'~IHOFO KOHTpPOIA, onjiadynBaloTCA npou3BoguTesieM JeKapCTBeHHOro cpeactBa nnbo aepxarenem unm
BnagenbuemM permcTtpalMoHHOro yaoctoBepeHund fiekapCTtBeHHOro npenapara.

8. ®enepanbHbIfi TOCYyAaPCTBEHHbIN NMUEH3NOHHbIA KOHTPOMb AEATENbHOCTA MO NPOU3BOACTBY JIEKAPCTBEHHbLIX CPEACTB
OCYLLECTBIISIETCS B COOTBETCTBMU C 3aKoHOoA4aTenbCcTBOM Poccuinckon ®eaepaumm.

(Ctatbsa B pegakuun, BBegeHHon B gencteue ¢ 1 nons 2021 roga ®enepanbHbiv 3akoHom oT 11 mioHa 2021 roaa N 170-
®3. - Cm. npeaplayLyo peaakLmio)

KommeHTapum k ctatbe 9

CTATbA 9_1. MPOrPAMMA MNMPOBEPOK

1. B uensix opraHmsaumm BbIGOPOYHOIrO KOHTPONS Ka4ecTBa fieKapCTBEHHbIX CpeacTB hopMUpYeETCst Iporpamma npoBepOK.

2. [Ona uenen peanusauum nporpaMMbl MPOBEPOK MPOU3BOAUTENN NEKapCTBEHHbIX CPeACTB M OpraHusauum,
OCYLLECTBNSAOLNE BBO3 NEeKapCTBEHHbIX cpeacTB B Poccurickyio dPenepauuto, NpenocTaBnsaioT B OTHOLIEHUN NEKapCTBEHHbIX
cpencts  Ans  MEAMLUMHCKOrO MPUMEHEHUsT B YMONHOMOYEHHbIN  beaepanbHbIi  OpraH  UCMONMHUTENBbHOW — BMAcTH,
OCYLLECTBSAIOLWMIA PYHKLMM MO KOHTPONIO U Haa3opy B cdepe 30paBOOXpaHEeHUs, B OTHOLLEHUN fieKapCTBEHHbIX CPEACTB ANs
BETEPUHAPHOIO NPUMEHEHUS B YNONHOMOYEHHbIN hefeparnbHblid opraH UCNOMHUTENBHON BNAcTU, OCYLLIECTBASIOWNA yHKLNK
Mo KOHTPOIIO N Haa3opy B cdhepe obpalleHns NekapCTBEHHbIX CPeACTB ANsl BETEPUHAPHOIO NPUMEHEHMS!, CBEAEHMWS O CEPUSIX,
napTusix NIEKapCTBEHHbIX CPEeACTB, MOCTYMaKLWMX B rpaxaaHckuin obopoT B Poccuiickon ®epepauun, B nopsiake, coctase U
obbeme, YCTaHOBMNEHHbIX YKa3aHHbIMU beaeparnbHbIMU OpraHamy MCMOMHUTENbHOW BMAacTM B OTHOLUEHWMM NEeKapCTBEHHbIX
CpeacTB Ons MeAVMUMHCKOrO NPUMEHEHUSs M B OTHOLUEHWWM JeKapCTBEHHbIX CPEACTB AN BETEPUHAPHOro NpUMEHeHUs
COOTBETCTBEHHO.

3. lMporpamma npoBepok hopMUpyeTcs Ha KaneHgapHbeld rog B cpok oo 30 gekabpsa roga, npeawecTByloLero rogy
npoBeAeHNsi BbIBOPOYHOIO KOHTPONS.

4. B cnyyae HacTynneHust cobbiTMI, yKasaHHbIX B noAanyHkTax "6" wm "B" nyHKTa 2 4actm 6 HacTodulen craTbM,
denepanbHbiM  OpraHOM  WMCMOMHUTENBHOW BRacTW, OCYLECTBASOWMM (OYHKUMM MO KOHTPOMK M Haasopy B cdepe
34paBoOOXpaHeHns, chegepanbHbiM OPraHOM UCMOMHUTENBHOW BNAcTW, OCYLLECTBRSAOWMM (OYHKLMM NO KOHTPOSO 1 Haa3opy B
cpepe obpalleHusi eKapCTBEHHbIX CPeacTB AN BETEPUHAPHOTO MNPUMEHEHWUsi, MNpu  HeobXoOMMOCTU  BHOCSITCS
COOTBETCTBYHOLLME U3MEHEHMS B TPOrpaMmMy NpOBEPOK.

5. B nporpammy npoBepoK MOryT BKMOYATLCSH MEPONPUSTUS C YYETOM HapyLUEHWUN, BbISBNEHHbIX B paMKaxX KOHTPOMbHbIX
(HaA30pHbIX) MEPONPUATUIA 3a NPEAbIAYLLMIA KaneHgapHbIn rogd.

6. Nporpamma NpPoOBEPOK COOEPXKMT:

1) nepeyeHb NEKapCTBEHHbIX CPEACTB, OTOOP OOpasLoB KOTOPbIX OyoeT OCyLecTBRATLCA B paMKkax BbIOOPOYHOro
KOHTpONs!, hOpMUPYEMBIN C y4ETOM pe3ynbTaToB roCyAapCTBEHHOIO KOHTPONS (Haa3opa) B cdepe obpalleHns NekapCTBEHHbIX
CpencTB 3a KaneH4apHbIv oA, NpeaLecTBYOLWUA rogy NpoBeaeH st BbIGOPOYHOro KOHTPOIS;

2) YKa3aHune Ha CO6bITI/Ie, HacCTynmneHmne KoOToporo ABnAeTcA OCHOBaHMEM A5d OCyLeCTBeHuA Bbl60p0l-IHOFO KOHTpONA:

a) nonyyeHue CBeAEHMN, NpPeacTaBfsieMbiX B CoCTaBe W 0ObeMe, YCTAHOBMEHHbIX beaepanbHbiM  OpraHom
MCMNONHUTENbHOW BRNacTW, OCYLLECTBASIOWNM (OYHKUUN NO KOHTPOMO M Hag3opy B cdepe 3O4paBoOXpaHeHus, deaepanbHbiM
OpraHoM UCMNOSHUTENBHON BNACTW, OCYLLECTBASIOLWNM OYHKLUM MO KOHTPOMO U HaA30py B cdepe obpalleHns nekapCTBeHHbIX
CPEACTB ANs BETEPUHAPHOIO NPUMEHEHMS, O CEPUSX, NAPTUAX NEKAPCTBEHHbLIX CPEACTB, NOCTYNAKLWMX B rpaXaaHCKMin 06opoT
B Poccunckon ®depepaummn, ykasaHHbIX B NyHKTe 1 HacTosAuler YacTu, OpraHvM3auusiMu, OCYLLECTBISIOWMMN NPOU3BOACTBO
nekapcTBeHHbIX cpeacTs B Poccuinckon ®egepaumm n BBO3 NeKapCTBEHHbIX CpeacTs B Poccuickyto Pegepaumio;

©0) nony4eHne NocTynaroLwen B Nopsiake, yCTaHOBNEHHOM cTaTben 64 HacTosulero PenepanbHOro 3akoHa, MHopmMaummn o
NoBOOYHbIX OENCTBUSIX, HEXENATENbHbIX peakUnsX, CEPbe3HbIX HeXenarternbHbIX peakuusix, HenpeaBuaeHHbIX HexenaTernbHbIX
peakuusix npuv MPUMEHEHUN TNEKapCTBEHHbIX npenapatoB, 06 uWHAMBUAyanbHOW HENepeHOCUMOCTW, OTCYTCTBUM
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3P PEeKTUBHOCTM NEKapCTBEHHLIX NPEnapaTtoB, a Takke 00 MHbIX hakTax U 06CToATeNnbLCTBaxX, NPEACTABMNSIOWMX YIPO3Y KU3HN
UM 300pOBbI0 YerioBeka nMbOo XXMBOTHOTO MpU MPUMEHEHUM NEeKapCTBEHHbIX MpenapaTtoB U BbISBNEHHbIX Ha Bcex aTanax
obpalleHns nekapcTBeHHbIX npenapaTtoB B Poccuiickoii degepauum n Apyrnx rocyaapcreax;

B) nonyyeHne B cooTBeTCTBUM ¢ PeaepanbHbiM 3akoHom oT 31 mong 2020 rona N 248-$3 "O rocynapCTBEHHOM KOHTpOMEe
(Hap3ope)_u1 _MyHuumnanbHOM KoHTporne B Poccuiickon Pepepaumu” cBedeHUn O npuuvHeHWM Bpeda wunum o6 yrpose
NPUYNHEHNSA BPEeAa XWU3HW, 3A0POBbI0 MPaXKaaH UMW XXMBOTHBIX.

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

CTATbSA 9_2. FTOCYOAPCTBEHHbIW KOHTPOJb (HAA30P) 3A PEANTU3ALUMEN OPFTAHAMU
MCNONHUTENBbHOW BNACTU CYBBEKTOB POCCUNCKOW ®EOEPALIMY MONHOMOYMI B COEPE
OBPALLEHUA NEKAPCTBEHHbLIX CPEACTB ONndA MEOAULUHCKOIO NPUMEHEHUA

1. FocynapcTBeEHHbIN KOHTPOMNb (Haa3op) 3a peanusaumert opraHamu MCMONHUTENbHOW BNacTn cybbekToB Poccuickon
denepauun nonHoMoumn B cepe obpalleHns nekapCTBEHHbIX CPeacTB ANS MEAMLIMHCKOrO NpUMEHEHWUsI OCYLLEeCTBMSETCS
ynorHoMo4eHHbIM MpaButensctBom Poccuiickon degepauum opraHomM UCMONTHUTENbHOM BnacTu.

2. MNpegmeTom rocygapCTBEHHOrO KOHTpOns (Hag3opa) 3a peanu3aunen opraHamm UCMONTHUTENbHOW BnacTu CyObekToB
Poccunckon degepaumm nonHomoumii B cdepe obpalleHMst NeKapCTBEHHbIX CPEACTB ANS MeOMUMHCKOro NPUMEeHEeHUst
ABMAETCA COONoAEHNEe YNONHOMOYEHHbIMW OpraHaMmn UCMONMHUTENbBHOW BnacTu cybbektoB Poccunckon ®enepaum MeToamkm
YCTaHOBMNEHMS NpefernbHbIX pasMepoB OMNTOBbIX HaAOaBOK M MpefernbHbIX PasMepoB PO3HUYHBIX HAA0aBOK K (aKTUYECKUM
OTMNYCKHbIM LileHaM, YCTaHOBIEHHbIM MNPOM3BOAUTENSMM JieKapCTBEHHbIX MpenapaToB, Ha fekapcTBeHHble npenaparhbl,
BKIMIOYEHHbIE B NepeYeHb XXU3HEHHO HEOOXOOUMbIX U BaXXKHEMLLUMX NEeKapCTBEHHbIX NpenapaTtoB.

3. Mpu ocyLlecTBNEHMN rOCYQapCTBEHHOTO KOHTPOMs (Hag3opa) 3a peanusauueint opraHamu UCMOMHWUTENbHOW BRacTu
cybbekToB Poccuiickon denepaumm nonHomoumini B cdepe obpalleHUsi NeKapcTBEHHbIX CPeacTB Ans MeaMUMHCKOro
NMpUMEHEeHWs1 NPOBOASATCS creayoLwmne Bruabl MepPONpUSATUIA:

1) LOKyMeHTapHbIe NPOBEPKY;
2) Bble3aHble NPOBEPKM.

4. OpraHusaumsi 1 OCyLLECTBIEHNE rocyaapCTBEHHOIO KOHTPONs (Hag3opa) 3a peanusauven opraHaMyn UCMONMHUTENBHON
BnacTn cybwektoB Poccuiickon degepaumm nornHoMoumi B cdhepe obpalleHns NeKkapCTBEHHbLIX CPEACTB AS MEeAULMHCKOro
npuMeHeHnst perynupytotca PenepanbHbiM 3akoHOM OT 6 okTabps 1999 rona N 184-®3 "O6 o6uinx NpUHLMNax opraHuaumnm
3aKOHOAATENbHbIX (MPeACTaBUTENbHbLIX) W WCMOMHUTENbHbLIX OPraHoOB TOCYAApCTBEHHOW Bnactu cyb6bekToB Poccuickon
Penepauun”.

5. MNonoxeHue 0 rocyaapCTBEHHOM KOHTpone (Haasope) 3a peanu3auunert opraHaMmy UCMNOMHUTENbHON BriacTn CyObEeKToB
Poccuiickon ®depepauumu nonHomoumii B cdepe obpalleHusi NekapCTBEHHbIX CPeAcTB ANs MEeAULMHCKOro MNpUMEHEeHUs!
yTBepxaaetcs [pasutenscTBom Poccunckon ®egepaumu.

(CtaTtbsa gononHuTenbHO BkMtoveHa ¢ 1 nions 2021 roga ®enepansHbiM 3akoHoM oT 11 noHa 2021 roaa N 170-93)

CTATbA 9_3. PETMOHANbHbIA TOCYAAPCTBEHHbLIA KOHTPOINb (HAA30P) 3A MPUMEHEHUEM LIEH HA
NEKAPCTBEHHbBIE NPENAPATbI, BKITIOYEHHbIE B MNEPEYEHb )XUBHEHHO HEOBEXOOUMbIX U
BAXXHEMNLLUX NEKAPCTBEHHbIX MPENAPATOB

1. PervoHanbHbIi rOCYOAPCTBEHHbLIN KOHTPOMb (Hag30p) 3a NPUMEHEHWEM UEH Ha JeKapCTBEHHble npenaparsl,
BKITOYEHHbIE B MEPEeYEHb XU3HEHHO HEOOXOOUMBIX U BaXKHEWMLUMX JEKApCTBEHHbLIX MpPenapaToB, OCYLLECTBMSETCS OpPraHoM
UCMONMHUTENBHOM BracTn cybbekta Poccuiickon ®Pepgepaumy, YNONHOMOYEHHLIM  BbICLUMM  UCMOMHUTENBbHBIM  OpPraHoM
rocygapcrteseHHon Bnactu cybbekta Poccuinckon denepaumm.

2. MpegmeToM pervoHanbHOro rocyAapCTBEHHOMO KOHTpons (Hadsopa) 3a NpUMEHEHWEeM LEeH Ha JfeKapcTBeHHble
npenapatbl, BKIMIOYEHHbIE B MNEpeYeHb XU3HEHHO HEOOXOAUMbIX W BaXKHEWLUMX NEeKapCTBEHHbIX MNpenapaTtoB, SBMsSeTcs
cobniogeHne  opraHv3auMsiMM  OMTOBOW  TOPrOBNM  NEKAPCTBEHHbIMM  CPeACTBaMK,  anTeYHbIMU  OpraHusauusMm,
VHOVMBUAYANbHLIMW NPEAnPUHUMATENSMIA, UMEKLMMM FINLEH3NI0 Ha (hapMaueBTUYECKYl0 OeATeNbHOCTb, MEeAULMHCKUMM
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OpraHu3auusMmn, UMEeLLMMN NULEH3NKD Ha dapMaueBTUYECKYID AeATEeNbHOCTb, U UX 060COONEHHbIMU NoApasaeneHusIMm
(ambynatopusimu, denbaepckuMm 1 genbALepcKo-aKyLLepCKUMy NyHKTaMu, LeHTpaMu (oTaeneHusimm) obuuert BpavebHonm
(cemenHon) NpakTUKM), pacnonOXEHHbIMU B CEMNbCKMUX HACENEeHHbIX NYHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble opraHusaumm,
npu peanusaumm nNekapcTBEHHbIX npenapaToB TpeboBaHUM K MPUMEHEHUIO LEH, YPOBEHb KOTOPbLIX HE AOIMKEeH NpeBblaTb
CyMMYy (pakTU4eCKOM OTMYCKHOM UeHbl, YCTaHOBMEHHOW MPOM3BOAMTENEM JIEKapCTBEHHbIX MpenaparoB, U KOTOpble He
NPEBLILAOT 3aperMcTpMpoBaHHbIX NPeaenbHbIX OTMYCKHbIX LEH, N pa3MepoB ONTOBbIX HAAbaBOK U (MnK) pa3MepoB PO3HUYHbIX
HapbaBoK, He NpeBbIWAKLMX COOTBETCTBEHHO Pa3MepoB MnpedenbHblIX ONTOBbIX HaAbaBoOK W (MNKU) pa3MepoB NpeaenbHbIX
PO3HMYHbIX HaabaBoOK, YyCTaHOBMNEHHLIX B CyObekTe Poccunckon ®enepaumm.

3. OpraHusaumus 1 OCyLLEeCTBMEHNE PErnoHanbHOr0 rocy4apCTBEHHOIO KOHTpoOns (Hag3opa) 3a NPUMEHEHWEM LeH Ha
NeKapCTBEHHbIE Mpenapartbl, BKAKYEHHbIE B NEPEYEHb XMU3HEHHO HEOOXOOUMbIX U BaXKHEWMLLMX NEKAPCTBEHHbIX NpenapaTtos,
perynupytotca PepepanbHbim 3akoHoMm oT 31 wuionga 2020 roga N 248-03 "O rocyaapCTBEHHOM KOHTpRone (Hans3ope)_u
MYyHULIMNanbHOM KOHTpone B Poccuinckon Pepepaunn”.

4. lMonoxeHue O pervoHanbHOM rOCyAapCTBEHHOM KOHTpomne (Hag3ope) 3a MPUMEHEHWEM LEH Ha feKapCTBEHHble
npenapatbl, BKIMOYEHHbIE B NEPEYEHb XUZHEHHO HEOOXOOMMbIX U BaXKHEWLUMX NEKapCTBEHHbIX MpenapatoB, YTBEpPXOaeTcs
BbICLUMM MCMOSHUTENbHLIM OPraHoM rocyapCTBEHHOM BNacTu cyobekTa Poccuiickon ®epepaumm.

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

CTATbA 9_4. ®EQEPANbHbIW TOCYOAPCTBEHHbIV NIULEEH3WOHHbLIW KOHTPONb AEATENBHOCTU NO
NnPOU3BOACTBY NEKAPCTBEHHbLIX CPELOCTB

1. ®epepanbHbIN FOCYOAPCTBEHHBIN NIMLEH3NOHHBIA KOHTPOMb OEATENbHOCTM N0 NMPOU3BOACTBY NEKAPCTBEHHbBIX CPEACTB
ocyuwlecTBnsieTca denepanbHbiMM opraHaMu UCMOSNHUTENBHOM BMAcTW, YMONMHOMOYEHHbIMU [paBuTensCcTBOM Poccuickon
degepaumm.

2. ®epgepanbHbI rOCYygapCTBEHHbIA NIULEH3MOHHBIN KOHTPOMNb AeSATENbHOCTU MO MPOU3BOACTBY JIEKAPCTBEHHLIX CPeAcTB
OCYLLECTBNSIETCS B COOTBETCTBUM ¢ PeaepanbHbiM 3akoHoM OT 4 Masa 2011 roga N 99-03 "O nuueH3npoBaHnn oTAeNbHbIX
BUAOB AeaTenbHocTn" n PenepanbHbiM 3akoHoM oT 31 mnonsa 2020 rona N 248-93 "O rocynapcTBEHHOM KOHTRone (Haasope) u
MyHVLMNanbHOM KoHTpone B Poccuiickon ®enepaumn”. B pamkax hegepanbHOro rocygapcTBEHHOMO NULEH3MOHHOMO KOHTPOMS
OEeATeNnbHOCTM MO  MPOU3BOACTBY JIEKAPCTBEHHbIX CPEACTB MNMAHOBblIE KOHTPOSbHble (HaA30pHbIE) MEpPonpUsaTUS He
npoBogATCHA, MpM 3TOM MPOBOAMTCS NEPUOAMYECKOE MOATBEPXKOEHNE COOTBETCTBUS JIMLEH3MATOB  NINLEH3UOHHBLIM
TpeboBaHMAM B cooTBETCTBUN ¢ PenepanbHbiM 3akoHoM oT 4 Masa 2011 roga N 99-03 "O nuueH3MpoBaHUy OTAENbHbIX BUAOB
nearensHocTn".

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

MABA 5. PA3BPABOTKA, DOKNMHNYECKUE UCCIIEOOBAHUA NEKAPCTBEHHbBIX CPEACTB, A TAKXKE
KINMWHWYECKUE UCCINEOQOBAHUA JIEKAPCTBEHHbIX NMPENAPATOB ANnA BETEPUHAPHOIO NMPUMEHEHUA

CTATbA 10. PASPABOTKA JIEKAPCTBEHHbBIX CPEACTB

1. Pa3spaboTka nekapCTBEHHbIX CpEeACTB BKIOYAeT B CeOsi MOMCK HOBbIX (DApMaKonorn4yeckM akTUBHbIX BELLECTB,
nocrnegytLlee U3y4eHne Nx NeKapCTBEHHbIX CBOWUCTB, AOKINMHUYECKUE UCCreaoBaHusi, pa3paboTky TEXHOMNOMA Npou3BoaCTBa
hapmaLeBTUYeCkUx cybCcTaHLmMin, pa3apaboTKy COCTAaBOB U TEXHOMOIIA NPON3BOACTBA NeKapCTBEHHbIX NpenapaTos.

2. dvHaHcoBoOe obecneveHne pa3paboTky NeKapCTBEHHbLIX CPEACTB OCYLLECTBNSAETCS 3a CHET:

1) cpencTB hegepanbHOro GroaoxKeTa;

2) cpencTB pa3paboTyYnKoB NeKapCTBEHHbIX CPEACTB;

3) cpencTtB npousBoauTENen rfekapcTBEHHbIX CPEACTB NPUW BbINOMHEHUN Hay4YHO-UCCeaoBaTeNbCKNX paboT no 4oroBopy
Mexay paspaboTyMKOM NEKapCTBEHHBIX CPeACTB 1 NPOU3BOAUTENEM NIEKAPCTBEHHbLIX CPELCTB;

4) nHbIX He 3anpeLLeHHbIX 3akoHoaaTensCcTBoM Poccuickon ®egepaumm UCTOMHUKOB.

3. MNpaga pa3paboTymKa NeKkapCTBEHHOMO CPEACTBa OXPAHAIOTCS rPaXaaHCKMM 3aKOHO4ATENbCTBOM.
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KommeHTapum k ctatbe 10

CTATbA 11. AOKNMMHNYECKOE NCCNEOOBAHUE NEKAPCTBEHHOIO CPELACTBA ANA MEANLUMHCKOIO
NMPUMEHEHWA

1. ,D,OKJ'II/IHI/IHGCKOG ncecnegosaHmne nekapCrtBeHHOro cpenctsa And MeguunHCKOro npuMeHeHuda npoBoAuTCA nyTem
NPUMEHEeHNA Hay4HbIX MEeTOAOB OUEHOK B Uendx nony4vyeHua OoKasaTternbCTB 6930I'IaCHOCTVI, KayectBa u Sde.)eKTI/IBHOCTVI
NeKapCTBeHHOro cpeacrtaa.

2. [OKNMHU4YeCKoe WCCNEeAOBaHUE JIeKapCTBEHHOTNO CcpeacTBa A MEAMLMHCKOro MpPUMEHEHUs NpoBOAUTCA B
COOTBETCTBMM C NpaBunamyv Hagnexaiwen rnabdopaTopHON NpPaKTUKW, YTBEPKAEHHLIMU YMNOMHOMOYEHHbIM dedepanbHbIM
OpraHoM UCMONHUTESNbHONM BMacTu.

(YacTtb B pegakuun, BBegeHHom B aencteme ¢ 1 niona 2015 roga ®epepansHbiM 3akoHOM OT 22 nekabps 2014 roga N 429-
®3. - Cm. npeaplayLLyo peaakLmio)

3. [Ans opraHu3aumMmM M NpoBeAeHUs OOKIMHWYECKOro WCCneoBaHWsi NEKapCTBEHHOro cpeacTtBa Anst MeOMLUHCKOro
npMMeHeHns1 pas3paboTuMkn fekapCTBEHHbIX CPeacTB MOryT MpUBMEeKaTb HayyHO-MccreaoBaTenbCkue opraHv3auuy,
obpasoBaTtenbHble OpraHusaumMyM BbicLlEro 06pasoBaHMs, MMeKLWMe HeobXoauMYK MaTepuarnbHO-TEXHUYECKYD 6asy wu
KBannuUMpOBaHHbIX CMeLnanucToB B COOTBETCTBYIOLLEN 0BnacTn nccnegoBaHums.

(YacTb B pegakumm, BBeeHHoM B genctaue ¢ 1 ceHTsiops 2013 rona PenepanbHbiv 3akoHoM oT 2 viong 2013 rona N 185-
®3. - Cm. mpeaplayLLy0 PEAAKLIMIO)

4. [oknuHu4eckoe wuccrnegoBaHue JNIeKapCTBEHHOro cpeacrtea And MeguLnHCKOro rnpuMeHeHuna npoBoanTcda Mo
yTBEpPXOAEHHOMY pa3pa6OT'~IVIKOM JIeKapCTBEHHOro cpencrtea nnaHy C BedeHuemMm nMNpoToKOoJla 3TOro uccnegoBaHuA U
COCTaBJieHMeM OT4eTa, B KOTOPOM CoAepXaTtCd pedyrbraTtbl 3TON0 nccregoBsaHnAa U 3aknveHne 0 BO3IMOXKHOCTU npoBeaeHuA
KNMMHN4YECKOro nccrieqoBaHnda nekapCTtBeHHOro npenaparta ana meanunHCKoro npuMeHeHus.

5. MNpoBeaeHne npoBepok cobniogeHns npasun Hagnexailen nabopaTtopHOW NPaKTUKMA U MPaBOBbLIX HOPM MUCNOMb30BaHUSA
XKMBOTHbIX MpPU NPOBEeAEHUWN [OOKIMHUYECKUX WCCNedOBaHUA NeKapCTBEHHbIX CPEACTB AN MEeOULMHCKOTO MpUMEHEHUS
OCYLLIeCTBNSAETCS YNONIHOMOYEHHbLIM ddefeparnbHbiM OpraHoOM UCMONMHUTENBHOW BNACTW.

(MyHKT B pegakuunn, BBeaeHHomn B aencteme ¢ 1 nons 2015 roga PenepansbHbiM 3akoHOM OT 22 nekabps 2014 rona N 429-

®3. - Cm. npeabiayLLyo peaakLuo)

6. PesynbTaTthl AOKMMHUYECKOTO MUCCIeoBaHWsl JIeKapCTBEHHOMO CPeacTBa Ans MeQULMHCKOrO NPUMEHEHUST MOryT BbiTb
npeacTaBneHbl B YNOMHOMOYEHHbIN dhefeparibHbii OpraH WCMOMHUTENbHOW BRAcTU B YCTaHOBIEHHOM MOPSiAKE B LENsx
rocyapCTBEHHOMN perucTpauum ekapcTBEHHOMO Npenapara.

KommeHTapum k ctatbe 11

CTATbA 12. AOKINUHUYECKOE UCCINEAOBAHUE NEKAPCTBEHHOIO CPEACTBA U KIMMHUYECKOE
MCCNEOOBAHUE NEKAPCTBEHHOI'O NMPEMNAPATA ANnA BETEPUHAPHOIO MPUMEHEHUA

1. [HoknuHuyeckoe wuccnefoBaHWE NEKApCTBEHHOrO CPEeACcTBa OJS1I BETEPWHAPHOTO MPMMEHEHUSI MPOBOAMTCA MyTem
NMPUMEHEHMs1 Hay4HbIX METOLOB OLEHOK B LEMNsX MOSlydeHnst AokasaTenbCTB 6e3onacHocT, kavecTBa U 9pdeKTUBHOCTM
rnekapCTBEHHOro CPeacTBa, B TOM YMCHe ONpeaeneHns cpoka ero BbiIBEAEHMUSs! U3 OpraHu3Ma >KMBOTHOTO, B LieNsix obecneyeHuns
6e30nacHOCTY NPOAYKLUM XKUBOTHOTO NPOUCXOXAEHMS NOCIe NPUMEHEHMSI COOTBETCTBYHOLLIETO JIEKAPCTBEHHOMO npenapara.

2. [loknuHnyeckoe nccregosaHue NNeKapCTBEeHHOro cpeacTtBa U KIMHNU4YeCKoe nccrnegoBaHne nekapCcTtBeHHOro npenapara
ana BeTepuHapHoro npyuMeHeHud, ncernegosaHne O1O3KBMBANEHTHOCTH YKa3aHHOro JieKapCTBEeHHOro npenapara npoBogATCAd B
COOTBETCTBMU C NpaBunamu, yteepXageHHbIMU YNOJIHOMOYEHHbIM d)e,qepaanblm opraHom MCMNOMHNTENBHOM BNAcTu.

3. [JoknuHn4yeckoe uccrieaoBaHne NekapcTBEHHONO CPeAcTBa U KNMHUYECKOe MccreqoBaHWe NekapcTBEHHOMO npenaparta
ONs BETEPMHAPHOTO MPUMMEHEHUS1 MPOBOAATCS MO YTBEPXKAEHHOMY pa3paboTYMKOM FeKapCTBEHHOrO CPeAcTBa MraHy C
BEEHNEM MpPOTOKONMOB STUX WCCNEAOBAHUA U COCTaBMEHMEM OTYETOB, B KOTOPbIX cogepXaTcs pesynbratbl 3TWX
MccreaoBaHun.

4. Ons opraHuM3auum W NpoBedeHUst AOKMMHUYECKOTO WCCREedoBaHUsl JeKapCTBEHHOro cpeacTtBa U KMUMHUMYECKOrO
uccrnefoBaHUsl NIEKapCTBEHHOIO Mnpenapara A1l BETEPMHapHOro NMpUMeHeHWs pa3paboTymk NekapcTBEHHOMO CPEACTBa MOXET
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npuBnekaTb opraHnsaummn, UMetoLLne HeobxoanuMyo MaTepranbHO-TEXHUYECKY0 6asy U KBannMUUMPOBaHHLIX CNeunanucToB B
COOTBETCTBYHOLLIEeN 06nacTu ccrnenoBaHus.

5. KnuHuyeckne wnccnegoBaHus NeKapCTBEHHbIX nMnpenapatoB AO51d BETEPUHAPHOINo npuMeHeHua npoBOAATCA B
BE€TEePUHapPHbIX OpraHn3aunax n B opraHm3aundax, oCywecTBnAaowmnx passengeHne, BbipalinBaHmne n cogepxxaHne XMBOTHbIX, B
Lenax:

1) YCTaHOBJIEHUNA NEPEeHOCUMOCTHU NNEKAPCTBEHHbIX NpenapaTtoB 340p0BbIMU XXUBOTHbIMW,

2) nogbopa onTMMarbHbIX JO3VPOBOK JIeKapCTBEHHbIX NPenapaToB M Kypca Jle4eHUsi Ha KOHKPETHOM rpyrnmne XMBOTHbIX C
onpeaeneHHbIM 3a6onesaHneM;

3) ycrtaHoBneHusi 6e3onacHoCcTM M 3(PPEKTUBHOCTU NEKapCTBEHHOro npenapara, NpefHasHa4YeHHoro Ans feyeHus
onpegeneHHbix 3aboneBaHnin XKMBOTHLIX, UMM 3dEKTMBHOCTU NIEKAPCTBEHHOIO Npenapara Ansi NpodunakTukM 3abonesaHun
300POBbIX XUBOTHbIX;

4) n3y4yeHnsi BO3MOXHOCTEN paclUMpeHuUst nokasaHuin K MPUMEHEHUIO 3aperMcTpUpoOBaHHOMO NeKapCTBEHHOIO npenapaTta u
BbISIBIIEHNSI paHEee HeU3BECTHbLIX MOOOYHbIX AENCTBUMNA.

6. KnuHnueckoe nccrnenoBaHue nekapcTBEHHOro npernapara Ons BeTEPUHAPHOro NMPUMEHEHWUS OCYLLECTBISETCA 3a cyeT
cpencTs paspaboTymka NekapcTBEHHOro CPeacTaa.

7. Otyetbl O pesynbratax OOKIMMHUYECKOro uccrnenoBaHnda JNeKkapCTBEHHOro cpeactea U KIMHUMYECKOro uccnengoBaHuA
NeKapCTBEeHHOro npenaparta OnAa BeTepuHapHOro npuMeHeHua COCTaBIIAKTCA pa3pa6OT‘-II/IKOM NNeKapCTBEeHHOro cpeactea C
y4yeTom 3aKNIOYEHUN OpI'aHVI3aL|,l/Il7I, NPpUMHUMaBLUUX y4aCTue B opraHnsaumm n nposeaeHnn atnux nccnenoBaHui.

8. KOHTpOJ'Ib 3a npoeseaeHnemM OOKIMUMHUYECKUX nccnegoBaHnii NeKapCTBEHHbIX CpeacTB N KIMUMHUYECKUX nccnenoBaHui
NNeKapCTBEHHbIX npenapaTtoB ANA BETEPUHAPHOIO NpUMEeHeHUA OCyLeCTBNAEeTCA YNOJIHOMOYEHHbIM q)e/:l,epaanbnvl OpraHom

MCMNOMNHUTENBHOMN BNacTu.

KommeHTapum k ctatbe 12

IMABA 6. OCYLECTBIIEHUE FOCYOAPCTBEHHOW PEFTMCTPALMU NEKAPCTBEHHbIX MPEMAPATOB
CTATbA 13. TOCYOAAPCTBEHHASA PETMCTPALUINA NEKAPCTBEHHbDBIX NMPEMNAPATOB

1. B Poccunckon depepauum 0onyckaroTca NPOM3BOACTBO, M3rOTOBMEHME, XpaHEeHWe, nepeBo3ka, BBO3 B Poccuiickyto
depgepauuio, BbiBO3 U3 Poccuinckon depepaumun, peknama, OTNyCK, peanusauus, nepegadva, NpUMeEHeHWe, YHUYTOXeHue
nekapcTBeHHbIX MpenapaToB, €CN OHW 3aperncTpyMpoBaHbl COOTBETCTBYIOLMM YMNOMHOMOYEHHbLIM dedepanbHbiM OpraHoM
WCMNOMHUTENBHOW BNacTu.

(YacTtb B pegakuun, BBeaeHHoOM B Aenctemne PenepanbHbiM 3akoHoM OT 13 mniong 2015 roga N 241-93. - Cm. npeabiayLLyo
peakumio)

2. [ocygapCcTBEHHOW pernctpaumm nognexar:
1) BCe nekapcTBeHHbIE Npenaparkl, BNepBble nognexaiyue seogy B obpalleHne B Poccuinckon ®enepauny;

2) nekapCTBEHHble npenapaTbl, 3aperMcTpMpoBaHHbIE paHee, HO MPOU3BEAEHHbIE B APYrUX NeKapCTBEHHbIX hopmax B
COOTBETCTBUM C NEPEYHEM HAMMEHOBAHWUIN NIeKapCTBEHHbLIX (hOPM, B HOBOW LO3MPOBKE NPW AOKa3aTeNbCTBE €€ KIIMHUYECKON
3HaYNMMOCTU N 3P PEKTUBHOCTH;

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

3. Focy,u,apCTBeHHaﬂ perncTtpauma nekapCTBEeHHbIX MNpenapaTtoB OCYWECTBAETCA NO pe3dynbrataM 3KCnepTusbl
NeKapCTBEHHbIX CpeacTB, a rocygapcrBeHHaa perncrpauua Op(baHHbIX JIeKapCTBEHHbIX NnpenapaTtoB OCYLIeCTBnAeTcAa no
pe3ynbrataM 3KCNepTu3bl AOKYMEHTOB, NpenctaBlieHHbIX ANA onpeneneHna BO3MOXHOCTU paccMatpuBaTb ﬂeKapCTBeHHbIVI
npenapat Ans MeguuuMHCKOro NpUMEHEHUs NPW OCYLLECTBIIEHUWM TOCYAApPCTBEHHOW perucTpauum B KadecTBe OpCpaHHOI'O
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JNNIeKapCTBEHHOro npenaparta, U No peaylibrataM 3KCNepTu3bl JIEKapCTBEHHbIX CPEeCTB.

4. lNocygapcTBeHHas pervctpaumst nekapCTBEHHOro npenapara OCYyLUECTBASETCHS COOTBETCTBYIOLWMM YNONHOMOYEHHbBIM
denepanbHbIM OpraHoOM MCMOSIHUTENbHOW BMAcTU B CPOK, HE MNPEBbILWAKLWNA CTa LecTuaecaTn paboumx gHen co OHsA
NPUHSATUS COOTBETCTBYIOLLIErO 3asiBNIEHNsI O FOCYAapCTBEHHOW perncTpauum riekapCTBeHHOro npenaparta. B ykasaHHbI Cpok
BKIMOYaeTcs BpeMsi, Heobxoammoe Afs MOBTOPHOrO MpOBEeAEHUst 3KCNepTM3bl eKapCTBEHHOMO CPeAcTBa B COOTBETCTBMM CO
cratben 25 Hactogduiero ®PenepanbHoro 3akoHa. CpoK rocygapCTBEHHOW perncrpaumm InekapcTBEHHOro npenaparta
NCYNCIIAETCS CO AHS NPUHSATMS COOTBETCTBYHOLUMM YMONHOMOYEHHbIM hbefepanbHbiM OpraHoOM UCMOMHUTENBHON BRacTh
COOTBETCTBYIOLLIErO 3asABfIEHNSA O FOCYAAPCTBEHHOW perncTpalmm nekapcTBEHHOrO npenapara ¢ NpuroXeHmeM HeobxoaumbIxX
OOKYMEHTOB MO [OEeHb BblAadn perncTpaumoHHOro YAOCTOBEPEHUS NEKapCTBEHHOro npenaparta. Bpewms, Heobxogumoe ans
HanpaBneHns ynormHOMOYEHHbIM dhedeparnbHbIM OpraHOM MCMOMHUTENLHOW BriacTy 3anpoca O NpeacTaBiieHnn HeobXxoanmblx
MaTepuarnoB W NpeacTaBrneHnsa 3asBuTenemM oTBeTa Ha AaHHbIN 3anpoc B COOTBETCTBUM CO cTatbamu 16, 19 n 23 HacTodulero
®denepanbHOro 3akoHa, He yYMTbIBaEeTCs NPU MCYMCNEHUN CPpOKa rOCy4apCTBEHHOW percTpauum nekapcTBEHHOro npenapara.

5. locygapcTBeHHOM perncTpaumm He nognexar:

1 ) NeKapCTBEHHblIe npenaparthbil, N3roToBJIEHHblE  anTe4YHbIMU opraHmszauuamm, BeTepnHapHbIMUN anTe4yHbIMKN
opraHusauunamun, nHoneuayarnbHbIMU NpeanpuHUMMaTenAamMu, Kotopblie MMERT JNTULEH3UI0 Ha Q)apmau,eBTquCKyro OEeATEeNnbHOCTD,
Nno peuenTtamM Ha NnekapCTBeHHbIE npenapartbl n TpeGOBaHVIﬂM MeaNUNHCKNX OpFaHVI3aLI,VII7I, BE€TEPUHAPHbIX OpFaHI/I3aLI,VIIZ;

2) nekapcTBeHHble Mpenapartbl, NpuobpeTeHHble uandeckumn nuuamu 3a npegenamu Poccuiickon depepauumn wm
npeaHasHayeHHble Ans NMYHOro UCNOoNb30BaHMUS;

3) NNeKapCTBeHHble TMnpenapaTtbl, BBO3NMMbIE B POCCI/Il7|CKle d)ep,epaumo ONs OKasaHMs MEAWMLUHCKOW MOMOLLM Mo
XN3HEHHbIM MOKa3aHNAM KOHKpPETHOro nauneHta Ha OCHOBaHUW pa3pelleHund, BbiAaHHOIMo ynoJIHOMOYEeHHbIM qae,u,epaanblm
OpraHom WCMONHUTENbHOW BNacTy;

4) nekapcCTBeHHble cCpeAcTBa, BBO3MMble B Poccuiickyto defepaumtio Ha OCHOBaHUM BbILAHHOTO  YMONIHOMOYEHHBLIM
denepanbHblM  OpraHOM  MCMOSHUTENBHOM BRAcTU paspelleHnst U npegHasHadeHHble [Af1 NPOBEAEHUS]  KIMHUYECKMX
nccrnefoBaHWii NeKapCTBEHHBIX MPenapaToB U (UMW) NPOBEAEHUS 3KCMEPTM3bI JIEKaPCTBEHHbIX CPEACTB AMs OCYLLECTBMNEHUS
rocyaapCTBEHHOWN perncTpaumum NekapcTBEHHbIX NPenapaTos;

5) dbapmaueBTMYECKNE CyBCTaHUNN;

6) paguodapmaLeBTMYECKME NEKApCTBEHHbIE MpenapaTtbl, W3rOTOBMEHHbIE HEMOCPEeACTBEHHO B  MEAMUMHCKUX
opraHu3auusix B nopsifke, yCTaHOBMNEHHOM YMNOMHOMOYEHHbIM (hefeparnbHbiM OpraHoOM UCNOMHUTENBHOW BRACTY;

7) nekapCTBEHHbIE NpenapaTbl, NPOM3BOAMNMbIE AN SKCMopTa.
6. He ponyckaeTcsa rocyaapCcTBeHHasa perucrpauus:

1) NNEeKapCTBEHHbIX MnpenapaTtoB, OTIIMYaLWKUXca Opyr OoT Apyra Kad4eCTBeHHbIM COCTaBOM ,EI,eIZCTByIOLIJ,I/IX BelwecTB, noa
OANHaKOBbIM TOProBbiIM HaMMeHOBaHUNEM;

2) 0HOrO fleKapCTBEHHOIO Npenapara, NpeAcTaBNeHHOro Ha roCyAapCTBEHHYO PermcTpaLmio B OTHOLEHUM OOHOIO U TOro
Xe pepxaTtensa wunv Brnagenbla perncrpauvoHHOro YAOCTOBEPEHUSsI NIEKapCTBEHHOro npenapata B Buae AByX U Oonee
nekapcTBEHHbIX NpenapaTtoB nog pasfnnyHbIMU TOProBbIMY HAMMEHOBaAHUSIMM.

(MyHKT B penakumun, BBeaeHHoW B gencteme ¢ 15 noHa 2018 roga PenepansbHbiM 3akoHoM OT 4 mioHa 2018 rona N 140-
®3. - CM™. NpeaplayLLyo PeAaKLnI0)

7. Mo 3anpocy (B anekTpoHHOW copMe unM Ha OymakHOM HocuTene) cybbekta obpalleHusi NeKkapCTBEHHLIX CPEACTB
COOTBETCTBYHOLLMM YNONMHOMOYEHHbIM (DefeparnbHbiM OPraHOM UCTONHUTENBHOM BRAcTW, OCYLLECTBISOWMM roCyaapCTBEHHYO
perucTpaumio NekapcTBEHHbIX NpenapaToB, B YCTAHOBMNEHHOM MM MOPSAKE OCYLLUECTBASIETCS Hay4YHOEe KOHCYNbTMPOBaHWE Mo
BOMpoOCcaM, CBSI3aHHbIM C MPOBEAEHMEM [OKMUHUYECKUX WCCNEenoBaHUM, KMMHUYECKUX WCCNELOBaHWMI NEeKapCTBEHHbIX
npenapaToB, 9SKCMepTU3bl KayecTBa JIEKAPCTBEHHbIX CPeACTB, 3(PEEKTUBHOCTM U 6E30MacHOCTU, C OCYLUECTBIIEHUEM
rocylapCTBEHHON perucTpaumMmM neKapCTBEHHbIX MpenapaTtoB. KoHCynbTMpOBaHME OCYLLECTBMASIETCS C  MNPUBIEYEHUEM
defepanbHbIX FOCYAApPCTBEHHbIX  OHOKETHbIX  YYPEXOEHUW, MNOABEAOMCTBEHHbIX [OaHHOMY dhenepanbHOMY —OpraHy
WCMOINMHUTENBHOW BNAacTU U He y4acCTBYHOLLUX B OpraHvM3auuu NpoBeAeHMsT SKCNepTusbl KayecTBa NIEKAapPCTBEHHbIX CPEACTB B
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Liensx OCYyLLECTBIEHUS UX FOCYOAapCTBEHHOW perucTpaumm B COOTBETCTBMM CO cTaTben 16 HacTosaulero ®enepanbHOro 3akoHa,
B BuZe OTBETA B NMUCbMEHHON hopMe YMONMHOMOYEHHOro doefiepanbHOro opraHa UCMONHUTENBHONM BriacTu Ha 3anpoc. Pasmep
B3UMAeEMON C 3asiBUTeNns nnartbl onpedensetca B COOTBETCTBUMM C 3akoHoaatenbcTBoM Poccuickon Pepepaumm o6
opraHusauMn npeaoCcTaBneHnss roCyAapCTBEHHbIX U MyHUUMNanbHbIX ycnyr. MHdopMauuss o6 ocyLlecTBNeHUN Hay4yHOro
KOHCYNLTUPOBaHUS, B TOM Ymncrie cTaTbu, 0030pbl, CpaBOYHbIE MaTepuansl U Has nHdopmaums 06 OCyLLEeCTBNEHNN Hay4YHOTO
KOHCYNLTUPOBaHUS, pa3MeLlaeTcs Ha ouLmanbHOM caiTe YNoNTHOMOYEHHOro doedepanbHOro opraHa UCMOSTHUTENbHON BracTu
B cetn "WHTepHeT" ¢ coONiogeHMeM OrpaHuYeHui, YCTaHOBIMEHHbLIX 3aKOHOAATENbCTBOM O MEPCOHarnbHbIX [aHHbIX,
KOMMEPYECKOM U (Mnn) rocyaapCTBEHHON TalHe.

8. NocymapcTBeHHasi permctpaumns nekapCcTBEeHHbIX NpenapartoB, KOTOpble NpedHasHavyeHbl ANs NPUMEHEHUSA B YCNOBUAX
BOEHHbIX [OEWCTBUW, 4Ype3Bbl4aMHbIX CUTyauun, NpeaynpexaeHus 4YpesBblHalHbIX CUTyauun, NpouNakTMKM M nedeHus
3aboneBaHnin, NPEeACTaBNALWMX OMNACHOCTb AfS OKPYXXalLWMX, 3aboneBaHWin U MOPaXEeHWN, MONTyYeHHbIX B pesynbrare
BO3OENCTBUSA HEONAronpUATHBLIX XMMUYECKNX, BUOMOrMYecknx, pagnaumoHHbIX (pakTopoB, U KOTOpble paspaboTaHbl B TOM
yucre no 3agaHuio epeparnbHbiX OPraHOB WCMOMHUTENBHOM BracTv, YMNOMHOMOYEHHbLIX B 06nactM oBOpOHbl CTpaHbl U
6e30nacHOCTU rocyNapcTBa, a TakkKe NeKapCTBEHHbIX CPeACTB B criyyae ux AedekTypbl UM pycka BO3HUKHOBEHUS AedeKTypbl
B CBA3M C BBedeHnemM B oOTHoweHun Poccunckon Pegepaumm OrpaHUYNTENBHBLIX Mep 3KOHOMMYECKOro Xxapakrepa
OCyLLeCTBrsieTCs B nopsake, yctaHosneHHoM [MpaButensctBom Poccuiickon degepauuu.

(Yactb B pemakumu, BBeAeHHoW B aewnictBue PenepanbHbiM 3akoHom oT 1 anpensa 2020 roga N 98-03; B pemakuwmm,
BBeOeHHoW B Aenctene PeaepanbHbiM 3akoHoM 0T 8 mapTta 2022 roaa N 46-93. - CM. npeablayLLyio peaakLmio)

(CtaTtbsa B pepakuun, BBegeHHow B aevcteue ¢ 1 uonst 2015 roga ®enepanbHbiM 3akoHOM oT 22 nekabpa 2014 rona N
429-03. - CM. NpeabIAyLLYI0 PDEAAKLIMIO)

KommeHTapum Kk ctatbe 13

CTATbA 14. NPUHLUNBI SKCIMNEPTU3bI JIEKAPCTBEHHbLIX CPELACTB

1. 3KcnepTur3a NekapCcTBEHHbIX CPeACTB OCHOBLIBAETCS! Ha MPUHLMINAX 3akOHHOCTM, cobniofeHnst npae 1 cBo6oz YenoBeka
W rpaxgaHuHa, NpaB PUAMYECKOro Nuua, HesaBUCUMOCTU 3KcnepTa, OOBLEeKTMBHOCTM, BCECTOPOHHOCTM W MOMHOTHI
MUCCNegoBaHWin, MPOBOAMMbBIX C  WCMOMb30BAHWEM COBPEMEHHbLIX [OOCTMXKEHUA HAyKM W TEXHWKW, OTBETCTBEHHOCTU
egepanbHOro rocyAapCTBEHHOINO GHIKETHOrO YYpeXAeHUss Mo MNPOBEAEHWUID SKCMepTU3bl feKapCTBEHHbIX CPEeacTB M
3KCMNEepPTOB 3a NPOBEAEHNE N KAaYECTBO IKCNEPTU3bI.

2. SKcnemesa J1IeKapCTBEHHbIX npenapartos Anda MeguunHCKOro npuMeHeHna BKno4aeT B cebs:

1) 3KCNepTU3y OOKYMEHTOB, NMPEeACTaBMIEHHbIX AN ONPeAeneHnsi BO3MOXHOCTY paccMaTpuBaTh fIeKapCTBEHHLIN npenapat
AN MeULMHCKOTo NPUMEHEHMUs NPU OCYLLECTBIIEHUN FOCYAAaPCTBEHHOWN perncTpauum B kayectse opaHHOro NekapCTBEHHOO
npenapara;

2) aKCnepTM3y NpPeanoXeHHbIX METOAOB KOHTPONS KadecTBa NeKapCTBEHHOrO CpeacTBa M KavyecTBa NpeacTaBreHHbIX
06pa3uoB NeKapCcTBEHHOrO CpedcTBa C MCMONb30OBaHMEM 3TWX METOAOB (4arnee - JKCrnepTu3a KadecTBa JlekapCTBEHHOro
cpencTea);

3) aKcnepTu3y OTHOLLEHUSI OXKMOAEMOW NOMb3bl K BO3MOXXHOMY PUCKY NPUMEHEHUsI NNEKAPCTBEHHOTO npenapara;
4) aKcnepTu3y PEermcTpauMoHHOrO 4OCbe Ha NeKapCTBEHHbLIN npenapaTt B LensX onpenereHusi B3anMo3aMeHseMOCTU

neKapCTBEHHbIX NpenapaToB Afst MEAULMHCKOIO NPUMEHEHWS.
(MyHKT gononHuTensHo BKMoYeH ¢ 1 mapTta 2020 roga PeneparnbHbiM 3akoHOM OT 27 aekabpa 2019 rona N 475-93)

3. OkcnepTusa nekapCTBEHHbIX MpenapaToB Al BETEPUMHAPHOIO NPUMEHEHUs BKMOYaeT B cebs akcnepTusy kavecTtea
NeKkapCTBEHHOIO CPEACTBa M 3KCMEePTM3Y OTHOLUEHUS OXMAaeMon Nosb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUST NleKapCTBEHHOMO
npenaparta.

(Ctatbsa B pepakumn, BBeaeHHon B genicteue ¢ 1 mionsa 2015 roga ®enepanbHbiM 3akoHOM OT 22 fekabpa 2014 rona N
429-®3. - CM. mpeaplayLLyo PeAAKLNI)

KommeHTapun k ctatbe 14
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CTATbA 15. PEOEPATIbHOE rOCYOAPCTBEHHOE BIOOXETHOE YYPEXOEHUE NO NPOBEAEHUIO
SKCNEPTU3bI NIEKAPCTBEHHbIX CPEACTB

OKkcnepTmM3a nekapCTBEHHbIX CPeacTB npoBoauTc hedepanbHbIM  FOCY4AapPCTBEHHBIM  OIOMKETHBIM  yYpeXaeHeM
COOTBETCTBYIOLLIETO YMOMIHOMOYEHHOrO bedepanbHOro opraHa WCMOMHMTENbHOM BNacTu, CO3daHHbIM And obecneveHus
WCMOSMHEHNA MONMHOMOYMI 3TOrO peaeparnbHOro opraHa no Bblgave paspelleHnin Ha NpoBedeHue KNUHUYECKMX nccrneaoBaHun
nekapcTBeHHbIX npenapaTtoB M (MnM) No rocyfapCTBEHHOW perncTpauumn rnekapcTBeHHbIX npenapatoB (fanee - sKcrnepTHoe
yyupexaeHue).

KommeHTapun Kk ctatbe 15

CTATbA 16. OPTAHU3ALUA NMPOBEAEHUA 3KCNEPTU3bI NIEKAPCTBEHHbLIX CPEACTB

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

1. OKcnepTmsa nekapcTBEHHbIX CPeaCTB NPOBOANTCA KOMUCCUEN IKCNEPTOB IKCNEPTHOMO YUPEXAEHUS, Ha3HAYEHHOW ero
pyKkoBOOMTENEM, Ha OCHOBaHWM 3aJaHWss Ha MNpoBedeHWe 3IKCNepTU3bl NEeKapCTBEHHOr0 CpPeAcTBa, BblAAHHOIO
YNONTHOMOYEHHbIM (hefeparnbHbIM OpraHoM MCMNOMHUTENBHON BnacTu. PykoBoguTenb SKCNEPTHOro yupexaeHus obecnevmBaet
Hagnexallee npoBeAeHMe 3KCNEPTU3bl NEKapCTBEHHBLIX CPEACTB B COOTBETCTBUM C 3afaHWEM, BblAaHHbIM YMOTHOMOYEHHbIM
denepanbHbIM OpraHOM UCMOMHUTENBHON BracTu, N OpraHM3yeT NoAroTOBKY CBOAHOIO 3aKMYeHMs 3Ton Komuccmn. B coctas
3TON KOMUCCUMN MO PELLEHNIO PYKOBOAMTENS SKCMEPTHOIO YYPEXOEHUSA MOTYT ObITb BKIHOYEHbI B KAYECTBE IKCMEPTOB Nuua, He
paboTatoLmne B AaHHOM 3KCMEPTHOM YUYpEXOEeHUN, ECNN NX cneuunanbHble 3HaHWUS HeOOXoaMMbI ANsl NPOBEAEHUS 3KCNEPTM3bI U
TaKune 3KCMNepTbl OTCYTCTBYHOT B AAHHOM 3KCMEPTHOM YUPEXAEHNMN.

2. JKcrnepToM MO NPOBEAEHUI0 3KCMepTM3bl NeKapCTBEHHbIX CPEACTB SBMAETCS aTTeCcTOBaHHbIN PabOTHMK SKCMEepTHOro
YUPEXOEHUS, KOTOPbIA UMEET BbiCLLee MeAWUMHCKOoe, papMaLeBTnyeckoe, Guonormyeckoe, BETEPUHAPHOE UM XUMUYECKOE
o6pa3oBaHMe M NPOBOAUT SKCNEPTU3Y NEKApPCTBEHHLIX CPEACTB B MOPSAKE MCMOMHEHUSI CBOMX AOIMKHOCTHLIX 00si3aHHOCTEN
(nanee - akcnepr).

3. I'IpM nposeaeHnn 3KCNepTu3bl NEKAPCTBEHHbLIX CPeACTB 3KCNepT HE MOXEeT HaxoOUTbCA B Kakon-nmbo 3aBMCMMOCTU OT
nnua, Ha3dHa4dumBLLEero 3Ty 3KCNnepTunay, pa3p360Tq|/||<a NNeKapCTBEHHOro cpeacTea nnu gpyrnx 3anHTepeCoBaHHbIX B pe3dyrbratax
QKCNepTn3bl Nnu.

4. Mpu npoBeAeHUN 3KCMEPTU3bI NEKAPCTBEHHbIX CPEeACTB He donyckaeTcs uctpeboBatb y 3asBUTENS MO0 MHbIX AL
maTepuanbl, Heobxogumble Ansi MNpoBedeHuMst aKkcnepTusbl. B criyyae HeQoOCTaTOMHOCTM MpendcTaBfEHHbIX 3KCNepTy
mMaTepuanoB ANs Aadu 3aKYeHWst 3KCMepT CTaBUT BOMPOC O MPEACTaBMNeHUM emy HeoOXoaMMbIX MaTepuanoB nepes
PYKOBOAMTENEM 3KCMEPTHOIO YYpEXAEeHUsl, KOTOpbIA obpallaetcss C COOTBETCTBYHOLMM 3anpocoM B YMNONHOMOYEHHbIN
oefepanbHblii OpraH UCMONHUTENbHOW BNacTy, BblAaBLUMA 3a4aHWe Ha NpoBedeHUe 3KCMepTM3bl IekapCTBEHHOIO cpeacTaa.
YkasaHHbIi begepanbHbIl OpraH WCMOMHUTENbHOW BMacTU B TedeHue NATM paboumx gHem co AHS NOCTYMfeHus 3anpoca
PYKOBOAMTENST 3KCMEPTHOMO YYPEXOEHUsI HanpaBnsieT 3asiBUTENi0 3anpoc O npeAcTaBneHMn Heobxoaumblix mMaTepuaros.
[aHHbI 3anpoc MoXeT OblTb nepegaH YNnoriHOMOYEHHOMY NPEACTaBUTENID 3asiBUTENSI NNUYHO MOA PachnuvcKy, HanpaeneH fno
rnoyTe 3akasHbIM NMUCbMOM WNWU nepenaH B 3MEeKTPOHHOM dhopme Mo TeneKOMMYHUKaUMOHHbIM KaHanam cBs3u. B cnydae
HanpaBsreHnsl 4aHHOro 3anpoca Mo MoYTe 3akasHbIM NMUCbMOM OH CYUTAETCS MOSyYEHHbIM MO UCTEYEHUUN LLECTU OHEWN C AaThbl
HarnpaBsrieHNsl 3aKka3Horo NcbMa.

(actb B pepakumu, BBedeHHow B penctBne denepanbHbiM 3akoHOM OT 25 Hoabpa 2013 roga N 317-93. - Cwm.
TREAbIAYLLYIO PEAaKLNIO)

4_1. 3asButenb obs3aH npeacrtaBnUTb OTBET HA 3anpocC YNoJIHOMO4YEHHOIro (be,u,epaanoro opraHa NCMOSTHUTENBbHON BNacTun
B CpPOK, He I'IpeBbILIJaI-OLLLI/II7I OeBAHOCTa pa6oq|/|x OHen co gHs ero nony4yeHuna. YNONHOMOYEHHBIN d)e,qepaanblﬁ opraH
MCNOMHNTENBbHOM BRacTW, BblgaBLIUM 3adaHue Ha npoeeneHmne 3KCNepTu3bl NeKapCTBEeHHOro cpeacrtBa, B Te4dYeHune ndaTtu
pa60'-4|/|x OHEen co gHsA NoCTynieHna OT 3adaABUTENIA OTBETa Ha OaHHbIN 3anpoc Hanpaenaert Takon OTBET B JKCnepTHoe
yypexaeHue. B crny4yae HenpeactaBleHnAa No UCTtedeHnn geBAaHOoCTa pa6oq|/|x OHen 3asBUTENneM OTBETA Ha AaHHbIN 3anpoc
yFIOJ'IHOMOl-IeHHbIl7| (*)ep,epaanbuZ opraH MCMNOMHUTENbHOW BracTu, BblAaBLWIMIA 3agaHue Ha npoeseneHne 3SKCnepTuabl
NeKapCTBeHHOro cpeactea, B TeYeHUe nNATU pa60l-w|x OHen HanpaBndeT B J3KCNepTHOe YydpexaeHune yBengomrieHme o
HenpeactaBleHnn 3aaBuUTenieM OoTBeTa Ha 3anpocC yKa3aHHOro opraHa. BpeMFI CO OHA HanpablieHuna 3anpoca 3KCNepTHOro
ydypexageHma B yI'IOJ'IHOMO‘-IeHHbIlZ (bep,epaanbm opraH WCNOMNHUTENbHOM BNAacTM A0 [LHSA nonyyeHna SKCNepTHbIM
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yupexaeHnem OoTBeTa Ha 3anpoc Unu yBedOMIMEHNs O HeNpeacTaBeHUn OTBETA Ha 3anpoc He YYUTbIBAETCS NpU UCHUCTIEHUN
CpoKa NpoBeAEHNS 3KCMEePTU3bl NIEKAapCTBEHHOIO CPeaCcTBa.
(Yactb gononHuTensHO BKkNtoveHa PeaepanbHbiM 3akoHOM OT 25 HoAbpsa 2013 roga N 317-93)

4 2. Ecnn B coCTaBe pervcTpaLMoHHOrO [A0Cbe Ha fleKapCTBEHHbIN npenapaTr Ans MEeOWMUMHCKOro MNpUMEHEHMUS
coaepXnTcs npegycMmoTpeHHas cratbent 18, yactbto 1_1 ctatbun 30 1 cratben 34 HacTosulero deaepanbHOrO 3akoHa Konus
peLleHns yNorHOMOYEHHOro deaepanbHOro opraHa UCNONHUTENBHOW BNAcTh O NPOBEAEHMN NHCMEKTMPOBaHNSA NPOU3BOANTENS
nekapcTBeHHbIX CPeacTB, aKCNepTy A0 0POPMIEHUS Pe3ynbLTaToB 3KCMepPTU3bl NEKapCTBEHHOro cpeacTBa NpeaocTaBnseTcs B
nopsiake u Ha ycnoBusiX, KOTOPble NpeayCcMOTPeHbl YacTammn 4 1 4_3 HaCTOsALEeN CTaTbU, KONWUS 3aKMYeHUss 0 COOTBETCTBUM
npon3BoanTENs NeKapCTBEHHbIX CPeAcTB TpeboBaHuMAM npaBwui Hagnexawen NPOU3BOACTBEHHOW MNPaKTUKK, BblOAHHOMO
YMONMHOMOY€EHHbIM hefepanbHbIM OPraHOM UCMOMHUTENBHON BMacTM.

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

4 3. 3aaButenb 00s3aH nNpeacTaBuUTb B YMNONIHOMOYEHHbIM dedepanbHbli OpraH MCMOMHUTENbHOW BNacTU  KOMUIo
3aKIMYEHUs O COOTBETCTBMU NPOU3BOANTENS NEKAPCTBEHHbBIX CPeACTB TpeboBaHUSIM NpaBun Haznexatlen Nnpon3BoaCTBEHHOM
NPakTUKU B CPOK, HE MPEBbLILLAIOLLNA CTa BOCbMUAECATU pabounx OHEW CO OHSA MOryyYeHus 3anpoca O ee NpefoCTaBeHUM.
YNOnMHOMOYEHHbIN  hedeparnbHbli  OpraH WUCMONHUTENbHON BRacTW, BblAaBWWA 3adaHMe Ha npoBedeHune 3KCnepTusbl
NeKapCcTBEHHOrO CpeAacTBa, B TeYeHWe nsaTu paboumx OHEeM CO AHS MOCTYNNeHUMs OT 3asBUTENS KOMUU 3akIioyYeHust O
COOTBETCTBUM MPOU3BOAMTENS NEKAPCTBEHHbIX CPEACTB TpeboBaHUSAM MNpaBwuil Haanexallen Npov3BOACTBEHHOM MPaKTUKM,
HanpaBsnseT ee B aKCnepTHoe ydpexaeHne. B cnyvyae HenpeacTaBneHus 3asBUTENeM B yKa3aHHbIA CPOK KOMUU 3aKMOYeHUs O
COOTBETCTBUM MPOU3IBOAUTENST NEKAPCTBEHHbLIX CPeACTB TpeboBaHWsIM MpaBui Hagnexallen Npov3BOACTBEHHOM MPaKTUKM
YNONMHOMOYEHHbIN  (befepanbHblii  OpraH UCMOMHUTENbHON BRAAcTW, BbIAABLUMA 3ajaHWe Ha MNpoBeAeHUe IKChnepTusbl
NneKkapCTBEHHOro cpeacTsa, B TevyeHue nATu paboumx AHeW HanpaBnseT B 3KCMEPTHOE yypexaeHue yBedoMIieHue o
HenpeacTaBneHnn 3asiBUTENEM KOMUU 3aKMioYeHUst O COOTBETCTBMM MPOU3BOAUTENS NEKAPCTBEHHbIX CPeacTB TpeboBaHUAM
npasun Hagnexaluen MNpon3BOACTBEHHOW MNpakTukn. Bpems co AHA HanpaBneHWs 3anpoca 3KCMEepTHOro yypexaeHus B
YMNONMHOMOYEHHbIN dedepanbHbii OpraH MWCMOMHUTENbHOW BNAacTM [0 AHA NOMyYeHWs 9KCMEPTHbIM YyuYpexaeHueMm Komnuu
3aKr4YeHnsa 0 COOTBETCTBMU NPOU3BOAUTENS NEKapCTBEHHbIX cpeacTB TpeboBaHUSAM NpaBun Hagnexatlen Nnpons3BoaCTBEHHOM
NpakTUKU UN1 yBeOOMIEHUS O ee HenpeacTaBfeHuM He YYUTbIBAeTCA MpU UCHUCHEHWUM CpoKa MNpPOBEOEHUSI 3KCNepTusbl
rnekapcTBeHHOro cpefcTaa.

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

5. 3kcnepT npu NpoBeAeHUN MOPYYEHHON eMy PYKOBOOAUTENEM 3KCMEPTHOrO YYpPeXOeHUsl SKCMepTU3bl eKapCTBEHHOMO
cpeacTBa 06s3aH:

1) NpoBecTM NonHoe nccneaoBaHue npeacTaBrneHHbIX eMy OObEeKTOB, MaTepuanos, AaTb 0O0CHOBaAHHOE U OOBEKTUBHOE
3aKrYeHne Mo NOCTaBIEHHbIM Nepes HUM BOMPOCaM MIM MOTUMBMPOBAHHOE 3aKITHOYEHNE O HEBO3MOXHOCTU MPOBEOEHUS UM
3KCMepTU3bl NIEKAPCTBEHHOIO CpeACcTBa, €Cnv NOCTaBIEHHbIE BOMPOCHI BbIXOAAT 3@ Npeaernbl cneumanbHbIX 3HaHWIA 3KCnepTa,
00bEeKTbl NCCNEAOBaHUM 1 MaTepuarnbsl HENPUIOAHbI UMM HEAOCTATOYHbI ANs NPOBEOEHUS UCCNEAOBAaHUA U Oa4M 3aKITHYEHUS
NnBOo COBPEMEHHBIN YPOBEHb PA3BUTUSI HAYKN HE NMO3BONSIET OTBETUTL Ha NOCTABMEHHbIE BOMPOCHI;

2) He pasmalaTtb CBeOeHUA, KOTOopble CTalim eMy U3BECTHbl B CBA3M C MNpoBedAEeHMeM 3KCNepTusbl J1eKapCTBEHHOro
cpencTBa, a Takke cBefjeHusA, coctaBndaolme rocyqapCrBeHHY, KOMMEPYECKYH UMM MHYKD OXPaHAEMYI0 3aKOHOM TaIZHy;

3) obecne4nTb COXpaHHOCTb NPeACTaBNeHHbIX 0GLEKTOB NCCNeoBaHUA U MaTepuaros.
6. JkcnepT He BNpase:

1) nNpoBOAUTbL 3KCMEPTU3Y FEKAPCTBEHHOrO cCpeactBa Mo OOpalleHUI0 HEMOCPEACTBEHHO K HEMY OpraHv3auun unm
PM3nMYECKMX Nuu;

2) camocTosITENbHO coGUpaTh MaTepuarsl 4 NPOBEAEHUS IKCNIePTU3bl NIEKAPCTBEHHOTO CPEACTRA;
3) NpoBOAMTL 3KCTMEPTU3Y NIeKapCTBEHHOIO CPEeACTBa B Ka4ECTBE HErOCYAapCTBEHHOO aKcnepTa.

7. B cnyyae HeobGxoOMMOCTM SKCMEPT BrpaBe Xo4aTaWcTBOBaTb Neped PyKOBOAUTENEM IKCMEPTHOro YyYpexneHus o
NMPUBREYEHUN K NPOBEAEHUIO 3KCTMEPTM3bI JIEKAPCTBEHHOTO CpeacTBa ApYrnX SKCrepToB.
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8. Kaxgblh aKkcnepT, BXOAALWMA B COCTaB KOMWUCCUM 3IKCMEPTOB, KOTOPOW MOPYYEHO MpOBeAeHue 3IKCnepTusbl
neKapCTBEHHOro cpeacTBa, HeE3aBMCUMO M CaMOCTOATENbHO MPOBOAUT MCCMELOBaHUS, OLEeHMBAET pesynbraThl, NonydYeHHble
UM FIMYHO W ApYrMMK 3KcnepTamu, n opMynmMpyeT BblIBOAbI OTHOCUTENBHO MOCTaBMIEHHbIX BOMPOCOB B Mpegenax CBOUX
cneumarnbHbIX 3HaHUN.

9. Pe3yanaTb| 9KCNepTu3bl 1IeKapCTBEHHOro cpeacrea OdDOpMJ'I‘iIIOTCﬂ 3aKn4yeHnemMm KOMUCCcnm 3KCnepTos. B 3akntoueHnn
KOMUCCUN 3KCNEepToB YKa3blBaKOTCA NepedeHb nccnegoBaHuii, o06beM npoBeAeHHbIX KaXAblM 3KCNepToMm nccnegoBaHun,
YCTaHOBIME€HHbIE KaXXObIM U3 HUX CbaKTbI N coenaHHble B pe3ynbrate nccneaoBaHuin BbIBOAbI. 3KCI'IepT, MHEHNEe KOTOpPOro He
coBnagaeT C peweHnemMm KOMMCccum aKkcnepToB, BnpaBe Bbipa3nTb CBOE MHEHNE B NMMCbMEHHON cbopme, KOTOpoe I'IpVI06UJ,aeTCF| K
3aKIMHO4YEHNI0 KOMNUCCUKN SKCNEPTOB.

10. OkcnepTbl, BxogdlWMe B COCTaB KOMMCCUM, NpedynpexgalTcs o6 OTBETCTBEHHOCTM B COOTBETCTBMM C
3akoHopaTtenscTBoM  Poccuiickoir  depepaumn  3a  gady  3akMioveHusl,  cogepkallero  HeoBOCHOBaHHble UK
hanbcUpULMPOBaHHbIe BbIBOAbI, O YEM OHU AAOT NOAMMCKY.

11. OnpegeneHne ypoBHsi NPOECCUOHANBHOM MNOATOTOBKM SKCNEPTOB U aTTeCcTauusl X Ha NpaBo NPOBEAEHMS IKCMEPTU3bI
NeKapCTBeHHbIX CPEeACTB OCYLLECTBASATCA 3KCNepTHO-KBANMMPUKaALMOHHBIMA KOMUCCUSMW B MNopsgke, YCTaHOBMEHHOM
COOTBETCTBYIOLLUMM YMOMHOMOYEHHbIM  efeparnbHbIM  OpraHOM UCMONHUTENbHOW BRacTu. YpoBeHb npodeccroHanbHowm
NoAroTOBKW 3KCNEPTOB MOAMNEXUT NepecMoTpy yKazaHHbIMU KOMUCCUSMU He pexe YeM OOUH pa3 B NATb NeT.

12. MMpaBuna npoBedeHWs 3KCMepTU3bl JIEKApCTBEHHbLIX CPeACTB U OCOBOEHHOCTM 3KCMepTu3bl OTAeNbHbIX BWMOOB
nekapcTBeHHbIX npenapaToB (pedepeHTHbIX NeKkapCTBEHHbLIX NpenapaToB, BOCMPOU3BEAEHHBIX NeKkapCTBEHHLIX npenapaTos,
Buonormyecknx nekapcTBeHHbIX npenapaToB, GuoaHanorosbix (6MoNogobHbIX) NekapcTBEHHbIX npenapartoB (buoaHanoros),
roMeonaTu4ecknx nekapCTBEHHbIX NpenapaTtoB, NeKapCTBEHHbIX PacTUTENbHBIX NpenapaTtoB, KOMOGWHaUWMA neKapCTBEHHbIX
npenapaTtoB), OPMbl  3AKMIOYEHUA KOMUCCUM  SKCMEpTOB  YCTaHaBMUBAKOTCH  COOTBETCTBYIOLMM  YNOSTHOMOYEHHbIM
dheaepanbHbIM OPraHoM UCNONHUTENBHOW BRACTU.

(YacTtb B pegakuun, BBegeHHom B aencteme ¢ 1 uiona 2015 roga ®enepanbHbiM 3akoHOM OT 22 nekabps 2014 roga N 429-
®3. - CMm. npeaplayLLyo PeAaKLnio)

KommeHTapuu k ctatbe 16

CTATbSA 17. NOOJAYA N PACCMOTPEHUE 3AABINEHUA O TOCYOAPCTBEHHOW PEMMCTPALIUN
NEKAPCTBEHHOI'O MNPEMNAPATA O5A BETEPUHAPHOIO NMPUMEHEHUA

1. ns rocygapCTBeHHOW perncTpaummn nekapcTBeHHOro npenapara Ansg BeTepyHapHOro npuMeHeHus pa3paboTyumnk Takoro
nekapcTBEHHOro npenapara unu yrnoriHoOMOYeHHOe MM Apyroe Iopuandeckoe nuuo (fanee B HacTosLWEN cTaTbe - 3asBUTenb)
npencraenser B YMNONHOMOYEHHbIN defepanbHbii OpraH MCMNOMHUTENBHOM BIacT, OCYLUECTBASAIOWNA rOCYyAapCTBEHHYHO
pervcTpaumio nekapCTBEHHbIX MpenapaToB Ans BETePUHapHOro MpUMEHEHUS, B 3NEKTPOHHOW ¢opMe UnM Ha OyMakHOM
HocuTene 3asiBneHne o0 rocy4apCTBEHHON perncTpawumm nekapCcTBEeHHOro npenapara Anst BETEPUHApPHOro NPpMMEHEHMs], a Takke
B MOpsiaKe, YCTAHOBMIEHHOM COOTBETCTBYIOLUMM YMOMHOMOYEHHbIM heaepanbHblM OpraHoM WCMONMHUTENBHOW BriacTn, B
3MNEKTPOHHOW hopme unm Ha BymMaxHOM HocuTerne Heobxooumble OOKYMEHThI, U3 KOTOPbIX (hOPMUPYETCS PErncTpauuoHHoe
J0Cbe Ha fekapCTBEHHbIN Npenapar Ans BETePUHapPHOro NpUMeHeHUs.

2. B 3asBneHun O rocygapCTBEHHOW perMcTpauuy InekapCTBEHHOro npenapata Ansi BETEPUHAPHOMO NpUMEHEHS
yKa3sblBaloTCS:

1) HanMmeHoBaHue N agpec 3adaBuUTend, pa3p360T‘-II/IKa 1N npon3BoaunTena eKkapCTBeHHOro rnpenapara gnla BeTepuHapHoro
npuMMeHeHnAa N agpec Mmecta OCyLleCTBlIeHUA Npon3BoaCcTBa J1IeKapCTBEHHOIo npenapara and seTepuHapHOro npMMeHeHua (B
cny4yae Hanm4dma HEeCKONbKMX y4aCTHUKOB npouecca npon3BoacTea HeobxogMmo YKa3aTb KaXxaoro n3 HI/IX);

2) HanMeHOBaHWE NeKapCTBEHHOIo npenapara anda BeTepuHapHOro npuMeHeHua (MexmyHaponHoe HenaTteHToBaHHoOe, Unn
rpynnnpoBoYHOE, Ui XmMmmn4eckoe 1 Toproesoe HaVIMeHOBaHVIH);

3) nepeveHb AEWCTBYIOLUMX W BCMOMOraTesfibHbIX BELUECTB, BXOASLWMX B COCTaB feKapCTBEHHOro npenapata Ans
BETEPUHAPHOTO NMPUMEHEHUS, C YKa3aHUEM KONMYECTBA KaX4Oro U3 HUX;

4) nekapcTBeHHas opMa, [03MPOBKa, CNocobbl BBEAEHUSI M NMPUMEHEHUS, CPOK FOAHOCTU NIeKapCTBEHHOro npenapaTa
ANs BETEPUHAPHOTO NPUMEHEHWS;
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5) dbapmakoTepaneBTU4eCKas rpynna;

6) HEOBXOAMMOCTb NMPUMEHEHUSA YCKOPEHHOM MPOLIEAYyPbl 3KCMEPTU3bl NEKAPCTBEHHbLIX CPEACTB B LIENsAX rocyaapCTBEHHOM
pervcTpaunmn nekapcTBEHHOro npenapara;

7) KOMUK JOKYMEHTOB, NOATBEPXKAALLMX YNNaTy rocyaapCTBEHHOW MOLLMNMHBI:

a) 3a npoBedeHVe 3KCNepTU3bl KayecTBa JIEeKApCTBEHHOTO CPEACTBa WM 3KCMepTu3bl OTHOLLEHWS OXMOAEMOMN MoMb3bl K
BO3MOXHOMY PUCKY MPUMEHEHMUsI NeKapCTBEHHOrO npenaparta Ans BETepMHaAPHOro MPUMEHEHUst MpW ero rocyaapcTBEHHO
perucTpaumu;

6) 3a Bblgady perMcTpaumroHHOro YA0CTOBEPEHMS NTEKAPCTBEHHOTO Npenapara;

8) Hanuune cornacusi, NpegyCMOTPEHHOro YacTbio 7 HACTOsLIEeN CTaTbl, €CrM C MOMEHTa perucrpauumn pedepeHTHoro
NeKapCcTBEHHOro npenapaTta Ansg BeTEPUHAPHOro NPMMEHEHMS NMPOLLIIO MEHEE YEM LLECTb JET.

(MyHKT B pegakumu, BBeAeHHOM B Aencteue PenepaneHbiM 3akoHom ot 13 uonga 2015 rona N 241-93. - Cm. opeaplayLLyo
peaakumio)

3. PerucrtpaumoHHoe Qocbe B LENsX 3KCNepTu3bl NEeKapCTBEHHOro npenaparta Ans BeTepUMHapHOro MpUMEHEeHUs
opMupyeTCca 13 cnegylowmx A0KYMEHTOB U CBEAEHUN:

(AB3au B pepakumu, BBeaeHHon B gerictene ¢ 1 sHBaps 2021 roga ®enepanbHbiM 3akoHoOM OT 27 aekabpa 2019 rona N
478-03. - CM. NpeabIAyLLYI0 PDEAAKLIMIO)

1) cBeaeHust o garte nNpefocTaBeHNs U PErMCTPALMOHHOM HOMEpPE NULEH3MW Ha NPOM3BOACTBO NeKapCTBEHHbIX CPEACTB,
npenocTaBeHHON MNPOU3BOAUTEND PErMCTPUPYEMOro NeKapCTBEHHOrO nNpenaparta Afs BETEPUHapHOro MNpUMEHeHUs, Anis
POCCUIACKUX MPOn3BOaUTENEN;

(MyHKT B penakumun, BBegeHHon B gencteme ¢ 15 noHa 2018 roga PenepansbHbiM 3akoHoM OT 4 mioHa 2018 rona N 140-
®d3; B pepakunn, BBegeHHon B fenctaeue ¢ 1 aHBapsa 2021 roga PeaepanbHbiM 3akoHOM 0T 27 fekabpa 2019 rona N 478-93. -
Cm. NpeablAyLYIo peaakLmio)

2) cBegeHns 0 gaTe NpeaocTaBneHns n permcTpaumoHHOM HOMEPE NMLEH3NN Ha NPOU3BOACTBO NIEKAPCTBEHHbIX CPEACTB,
npeaocTaBneHHOM Npou3BoauTento hapMaueBTUYecKon cybcTaHumm, BXogsLwen B COCTaB PErMCTPMPYEMOro NiekapCTBEHHOMO
npenapaTta ansg BeTepUHapPHOro NPUMEHEHMS, OJ1s1 POCCUIACKMX NPON3BOAUTENEN;

(MyHKT B penakumun, BBegeHHon B gencteme ¢ 15 noHa 2018 roga PenepanbHbiM 3akoHoM OT 4 mioHa 2018 roga N 140-
®3; B pepakunn, BBeageHHon B fencteue ¢ 1 aHBapsa 2021 roga ®enepanbHbiM 3akoHOM OT 27 nekabpa 2019 rona N 478-93. -
CMm. NpeablayLLYI0 penakLmio)

MoanyHKT 2 YacTu 3 HacTosiwen ctatbn BCTynun B cuny ¢ 1 aHBaps 2017 roga - cMm. NyHKT 3 ctatbun 4 PefepansbHoOro
3akoHa ot 22 nekabpa 2014 rona N 429-03.

2_1) konusa JOKYMEHTa, BbIAAHHOMO YNOMHOMOYEHHBIM OpraHoOM CTpaHbl NPOU3BOAUTENS ANS KaXXAO0W NPOU3BOACTBEHHON
nnowankM perucTpupyeMoro rnekapcTBeHHOro npenapata Ans  BeTepuHapHOro MpUMEHeHUs U1 MnoaTeepXaaloLwero
COOTBETCTBME NPOU3BOAUTENS NEeKapCTBEHHOro npenapata TpeboBaHWaM NpaBun Haanexallen NpousBOACTBEHHOW NPaKTUKH,
W ero nepeeod Ha PYCCKUM A3blK, 3aBEPEHHble B YCTAHOBMEHHOM MOpsAKe, a Takke KOMUSA 3akrioyveHWss O COOTBETCTBUM
npon3BoamnTeNsa neKapCTBEHHbIX CPeAcTB TpeboBaHuMAM npaBwun Hagnexawen NPOU3BOACTBEHHOW MNPaKTUKK, BblIOAHHOMO
YMONMHOMOYEHHbIM  dbegepanbHbIM  OpPraHOM  UCTIONHUTENbHOW  BRAacTW  ANs  Kaxdow MpPOU3BOACTBEHHOW  Nrowagkv
pPerucTpupyemMoro fekapcTBeHHOro npenaparta Ansg BETEPUMHApPHOrO NpUMeEHeHWsi, Nubo Konus peLleHus O MpoBedeHuU
WHCMEKTUPOBaHUS MNPOU3BOAUTENST NEKapCTBEHHbIX CPEACTB, MNPUHATOMO YNOMHOMOYEHHbIM edeparnbHbIM — OpraHom
WCMOMHUTENBHON BNAacTU ANs KaXOoW NpOM3BOACTBEHHOW NIOWAAKM PErMcTpupyemMoro nekapcTBeHHOro npenaparta ans
BETEPUHAPHOrO MNPUMEHEHMUs1. YKa3aHHble OOKYMEHTbl MpeacTaBnsAlTCA B Cryyae, ecnv NpOM3BOACTBO IeKapCTBEHHOro
npenapaTta OCyLLeCTBrsieTcs 3a npeaenamm Poccuiickon ®egepaunm;

(MyHKT gononHUTenbHO BKMOYEH ¢ 15 nioHs 2018 roga PenepanbHbiv 3akoHom oT 4 niona 2018 rona N 140-93)

2_2) Konusi LOKYMEHTA, BblJAHHOMO YNOMHOMOYEHHbBIM OpPraHoOM CTpaHbl Mpon3BoaMTeEns dapmaLeBTU4ecKon cybcTaHumum
1 nogTBepXaaroLlero COOTBETCTBUE MPOU3BOAMTENS (bapMaLeBTUYECKON CybGCTaHLMKM, BXOASALLEN B COCTaB PErMcTpupyemMoro
NeKkapcTBEHHOrO npenapata AN BETEPUHAPHOro nNpuMeHeHusi, TpeboBaHUSIM nNpaBun Haanexallenh MpPON3BOACTBEHHOWM
NpakTUKN, N ero nepeBod Ha PYCCKUM A3blK, 3aBepeHHble B YCTaHOBMEHHOM Mopsiake, B criydyae, ecnv npousBoACTBO
papmavrieBTUYECKOM cybCcTaHumm ocyllecTBnsieTcs 3a npegenamu Poccuickon Pegepauun;
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(MyHKkT pononHuTenbHO BKMoveH ¢ 15 uoHa 2018 roga PefepanbHbiM 3akoHom OT 4 uioda 2018 rona N 140-93)

3) NPOEKT HOpMaTUBHOIO AOKYMEHTa Ha ﬂeKapCTBeHHbIVI npenapar AnAa BetepnHapHoOro npuMmeHeHuA,

4) [OKYMEHT, codepXalwumm cnegyowyo mHdopmaumio o dapmauesTnyeckon cybctaHumm unu dapmaueBTU4eCKmX
cybCcTaHumsx, BXOASLLMX B COCTaB JIEKapCTBEHHOIO Npenapara Af1s BETEPMHAPHOIO NPUMEHEHNS:

a) HaumeHoBaHue hapMaLeBTMYECKON cybCcTaHuMM, ee CTPYKTypa, obLime cBoMCTBa (NpU rocyaapCTBEHHOW perncTpaumm
UMMYHOBKNONOrMYECKNX NekapcTBEHHbIX NpenapaToB AN BETepUHapHOro NpMMeHeHWs NpeacTaBnsaloTca CBeAeHNs O WTaMMe,
BKIOYas ero HaumeHoBaHue, MHAOPMaLUo O MPOUCXOXKOEHWM, €0 CBONCTBAX, XapakTepUCTUKAX U MecTe AeNOHUPOBaHNS);

(MognyHKT B penakummn, BBegeHHon B genctane ¢ 13 aBrycta 2019 roga ®enepanbHbiv 3akoHoM OT 2 aBrycta 2019 rona N
297-®3. - CM. NpeablayLLY0 PeAAKLNI)

0) HanMeHoOBaHWe 1 agpec NPou3BoanTeNs;
B) TEXHOMOIMS NPOU3BOACTBA C ONUCAHUEM CTaZMi NPOU3BOACTBA MU METOAO0B KOHTPOMS Ha BCEX CTaAusAX NMPON3BOACTBA;

r) uvHdopmauuss o npumecsx (He MpPeacTaBnsieTCs MpU  roCyAapCTBEHHOW perucTpaumMm  MMMYHOOMONOrMyeckux
nekapcTBEHHbIX NpenapaToB Ansl BETEPUHAPHOIO NPUMEHEHUS);

(MognyHKT B penakummn, BBegeHHoun B genctame ¢ 13 asrycta 2019 roga ®enepanbHbiv 3akoHoM OT 2 aBrycta 2019 rona N
297-93. - CM. NpeAblayLLy0 penakumio)

4) cneundukaumst Ha papmaueBTMYeckyto cybcTaHuMo (He npeacTaBnsieTcss Npy roCcyaapCTBEHHOW peructpaumm
MMMYHOBMNONOrMYECKNX IeKapCTBEHHbIX NpenapaToB Arnsi BETEPUHAPHOIO NPUMEHEHUS);

(MognyHKT B penakummn, BBeaeHHon B genctame ¢ 13 asrycta 2019 roga ®enepanbHbiv 3akoHoM OT 2 aBrycta 2019 rona N
297-®3. - CM. npeaplayLLyo peaaKLmio)

e) onncaHne MeToaunK KOHTPOIA Ka4ecCcTBa,

X) pesynbraTtbl aHanmsa cepuii hapmaueBTnYeckon cybctaHumm (He NpeacTaBnsATCs NpU rocygapCcTBEHHON perncTpaunm
UMMYHOBUNONOrMYECKNX neKkapCcTBEHHbIX NpenapaToB Ansi BETEPUHAPHOro NpUMeHeHUs);

(MognyHKT B penakummn, BBegeHHon B genctane ¢ 13 aBrycta 2019 roga ®enepanbHbiv 3akoHoM OT 2 aBrycta 2019 rona N
297-®3. - CM. NpeablayLLYo PeAAKLn)

3) nepe4vyeHb CTaHOAPTHbIX oﬁpasuoa nnun BelecTB, UCNOJ1b3yeMbIX NMPU OCYLLEeCTBIIEHUN KOHTPOIA Ka4yeCTBa,
I/I) OonncaHmne XxapakTtepuctuk n CBOWCTB YNakoBOYHbIX MaTepurarnoB U YKYNOPOYHbIX CPEeNCTB;

K) OaHHble O CTabunbHOCTU (He NPEACTaBMnsATCA MPU  FoCYyQapCTBEHHOW perncrpauum  MMMYHOOMOMOrMYeckux
nekapcTBEHHbIX NpenapaToB Arsi BETEPUHAPHOIO NPUMEHEHUS);

(MognyHKT B peaakummn, BBegeHHoun B genctane ¢ 13 asrycta 2019 roga ®enepanbHbiv 3akoHoM OT 2 aBrycta 2019 rona N
297-93. - CM. NpeAblayLLY0 penakumio)

1) CPOK FOAHOCTU, YCIOBUSA XpaHeHus;

5) oTyeT 0 pesynbratax AOKIMHWYECKOrO WCCIEL0BaHUS FlekapCTBEHHOIO CPeAcTBa Afsl BETEPUMHAPHOIO MPUMEHEHMUS,
BKITHOYAIOLLMIA OMNMCaHNE METOLOB OMNpeAeneHnss 0CTaTOYHbIX KONMYeCTB AEWCTBYIOLLErO BELLECTBA (AENCTBYHOLLMX BELLECTB),
OOCTUraloLero (0oCTUralLmx) CUCTEMHONO KPOBOTOKA, B NMPOAYKLUUN KUBOTHOIO MPOUCXOXAEHUS MOCHe NPUMEHEHUSI TaKoro
nekapcTBEHHOro CpefcTBa, a Takke OOKYMeHTarlbHOe NoaTBepXKaeHue (Bannaaumsl) ykasaHHbIX MeToO0B;

(MyHKT B pepakumn, BBegeHHon B gencteue ¢ 13 aBrycta 2019 roga ®enepanbHbiv 3akoHOM OT 2 aBrycta 2019 roga N
297-®3. - CM. NpeablayLLYIo PeAAKLN)

6) oT4YeT O pesynbTaTax KIMHUYECKOTrO WCCRedoBaHUs NeKapCTBEHHOro npenaparta Ans BeTEPUHAPHOro NpUMEeHeHus y
KaX0oro BuAa XMBOTHBIX, YKa3aHHbIX B MHCTPYKLIMK MO BETEPUHAPHOMY MPUMEHEHMUIO;

7) NPOEKT MWHCTPYKUMW MO BeTepuMHapHOMY MPUMEHEHUIO FeKapCTBEHHOrO rMpenapaTta, codepXallen creayowme
cBefeHus:
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a) HaunmMmeHoBaHWMe NeKapCTBEHHOro npenapara ana BeTepmMHapHOro npMMeHeHunsa (Me>|<,quapo,D,Hoe HenaTteHToBaHHOe, Unn
rpynnmpoBoYHOE, Ui XmMMmn4eckoe 1 Toproesoe HaI/IMeHOBaHVIﬂ);

6) nekapcTBeHHasi yopMa C YyKasaHWeM HaVMEHOBaHWA W KOMMYECTBEHHOrO COCTaBa [OEWCTBYHOLLMX BELLECTB U
Ka4yeCTBEHHOro CocTaBa BCMOMOraTenbHbIX BELLECTB;

B) onncaHme BHeELHEro Bnaa nekapCcrtBeHHOro npenapara gnda BeTepnHapHOro npuMeHeHu4;

r) dapmakoTepaneBTUYeCcKasl rpynna IlekapCTBEHHOrO npenapaTta Ans BETepMHapHOro MPUMEHEHUs UMW yKasaHue
"romeonaTn4eckuin NekapCTBEHHbIM Npenapart”;

4) hapmakoavMHamunka U hapMakoKMHETMKA (33 WCKIOYEHUEM (hapMaKOKUHETUKN FOMEONaTUYECKUX FeKapCTBEHHbIX
npenapaToB ¥ PacTUTENbHbLIX JIEKAPCTBEHHBIX MPenapaToB) WX ONUcaHWe MMMYHOOWOMOTMYECKMX CBOWCTB NEeKapCTBEHHOTO

npenapara;
€) nokasaHusi onsi NPUMEeHEeHUs];
) NPOTUBOMNOKA3aHUs AN NPUMEHEHUS;

3) Mepbl NPeoCTOPOXHOCTU NPpU NMPUMEHEHUN;

I/I) YKa3aHne BO3MOXHOCTU U ocobeHHocTen NPUMEHEeHnA 'y 6€peMeHHbIX XNBOTHbIX, Y XNBOTHbIX B nepunon nakrauuu, y
NMOTOMCTBA XUBOTHbIX;

K) pexum n0o3npoBaHuA, cnocob BBegeHua u NnpUMEeHeHna, npu HeobxogmMmocTun BpemMa npuema nekapCTtBeHHOro
npenapara gna BeTtepnHapHOro npuMeHeHud, npoaosKUTENbHOCTb JIEYEHUA;

n) BO3MOXHble NOGOYHbIE AEWCTBUSI, HEXEenaTernbHble peakuuu Mpyu NpYMEHEHUM NEeKapCTBEHHOrO npenapata Aans
BETEPUHAPHOIO NPUMEHEHMS;

M) CUMMNTOMbI NEPEO3NPOBKM, MEPbI MO OKa3aHUIO MOMOLLM NPV Nepeso3VPOBKE;
H) B3aMOZecTBME C APYIMMU NEKapCTBEHHBIMY NpenapaTtamu 1 (Unn) KopMamu;
0) hopMbl BbIMyCKa fekapCTBEHHOIO Npenapara Ans BETEPUHAPHOIO NPUMEHEHUS;

n) ykasaHve (NpuM HeoBXoaMMocTh) OcoBeHHOCTEN [OEeCTBMS NeKapCTBEHHOro npenapara [Ans  BeTepUHapHOro
NMPUMEHEHWS Npu NepBOM NpuUemMe UM Npu ero OTMEHE;

p) onucaHue (Npu HeoBXOAMMOCTUN) AENCTBUI cneLmanucTa B 0bnacTy BeTepMHapum, BnagenbLa XXMBOTHOIO NPy Npomnycke
nprvemMa OHOWN UMM HECKOINbKUX 403 NeKapCTBEHHOro npenaparta 418 BETePUHAPHOro NPUMEHEHNS;
(MognyHKT B peaakummn, BBegeHHoun B genctane ¢ 13 asrycta 2019 roga ®enepanbHbiv 3akoHoM OT 2 aBrycta 2019 rona N

297-®3. - CM. npeaplayLLyo peaaKLmio)

C) CPOK roaHOCTU U yKa3aHWe Ha 3anpet NpuMeHeHua nekapCTtBeHHOro npenapara anda BeTepuHapHoOro npnMeHeHud no
NCTEeYEHNN CpOKa roaHOCTH;

T) yCNOBUS XPaHEHWS;

y) ykasaHuMe Ha HeoGXOAMMOCTb XpaHeHWsl NEeKapCTBEHHOro npenapaTta Ans BETepUMHapHOro NMPUMEHEHWS B MecTax,
HeOOoCTYMHbIX ANs AeTen;

&) ykasaHve (Npu HeoGXoAMMOCTM) creumanbHbIX Mep MPEegOCTOPOXHOCTA MPU YHUYTOXEHWM HEUCMONb30BaHHbIX
neKapCTBEHHbIX NpernapaToB Ar1sl BETEPMHAPHOMO NPUMEHEHWS;

X) CPOKM BO3MOXHOIo MuCnNonb3oBaHMA NpoayKUuMM  XMBOTHOIO MNMPOUCXOXKAOEHUA nNocrne BBeAEeHUA XUBOTHOMY
JNIeKapCTBEeHHOro npenaparta ana BeTepnHapHOro npuMmeHeHus;
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L) yCrioBusi OTMyCKa;

'-I) HanmeHoBaHUA W agpeca nNpou3BOACTBEHHbIX MNNOWAAoOK nMnpou3BoauTena JeKapCTBeHHOro npenapara ansa
BETEPUHAPHOIo NpUMeHeHnaA;

LLI) HanMeHoBaHue, apgpec opraHusauum, yFIOJ'IHOMOLIeHHOIZ agepxarenem wnn Bnagenbuem pernctpaunoHHOro
yAOCTOBEPEHUA NeKapCTBEHHOIO npenaparta Ha NpuHATne I'IpeTeH3VIﬁ oT I'IOTpe6MTeJ'IFI;

8) NpoekTbl MaKeTOB MNepBUYHOM YMaKOBKM M BTOPUYHOM YNaKOBKW NeKapCTBEHHOro npenaparta [Ons BeTepuHapHOro
NpYMEHEHNS;

9) cnepytolime CBeAeHUs O NNEKapCTBEHHOM npenaparte Assi BETEPUHAPHOro NPUMEHEHMS:

a) onncaHue 1 cocTaB NekapCTBEHHOTO npenapaTa Ans BETepUHapHOro NpUMeEHeHUS;

6) onucaHue chapmaueBTUYECKON pa3paboTky;

B) onucaHue npouecca MPOV3BOACTBA M €ro KOHTPOMs, MOAMNWCAHHOE B MOPsiAKe, YCTAHOBMEHHOM B COOTBETCTBUM C
YyacTblo 1 HacTosLleN CTaThy;

(MopgnyHKT B pegakumn, BBegeHHon B aenctaue ¢ 13 aBrycta 2019 roga ®enepanbHbiM 3akoHoMm oT 2 asrycta 2019 rona N
297-®3. - CMm. NpeaplayLLyo peaaKLmio)

) onMcaHMe KOHTPONS KPUTUYECKUX CTaaui MPOM3BOACTBA WM MPOMEXYTOYHOW NPOAYKUUKW, MoAMMCaHHOe B MOpsiAKe,
YCTaHOBIIEHHOM B COOTBETCTBUM C YacTbto 1 HACTOALLEN CTaTbu;

(MognyHKT B penakummn, BBeaeHHon B genctame ¢ 13 asrycta 2019 roga ®enepanbHbiv 3akoHoM OT 2 aBrycta 2019 rona N
297-®3. - CMm. npeaplayLLyo peaaKLmio)

0) HaumeHoBaHMA W agpeca paspaboTunka, AepxaTenss unu  Bnagenbla pPerMcTpauMoHHOro  yooCTOBEPEHUS
NeKapCTBEHHOro npenaparta, NPON3BOACTBEHHbIX MOLWAA0K NPOM3BOAUTENS NEKAPCTBEHHOrO npenaparta Ans BETEPUHAPHOro
NPUMEHEHNST C yKaszaHMeM CTagui TEXHOMOrMYecKkoro npoLecca, OCYLUECTBISIEMbIX Ha MNPOM3BOACTBEHHbIX NroLlagkax
NPOu3BOANTENS NEKAPCTBEHHOrO NpenapaTa Ans BeTEPUHAPHOro NPUMEHEHMS;

(MognyHKT B pepakuumu, BBeaeHHoOW B aenctene PenepanbHuiM 3akoHom oT 13 miona 2015 roga N 241-93; B pegakuun,
BBeaeHHon B pgenctBue ¢ 13 asrycta 2019 roga PepepanbHbiM 3akoHOM oT 2 aerycta 2019 roma N 297-903. - Cwm.
npeaplayLYIo peaakLmio)

e) papmaueBTMYeCKass COBMECTUMOCTb;

) MUKPOOUONOrMyeckne xapakTepUCTUKK;

3) MaTepuvanbHbIi GanaHc Anst NPoM3BOACTBa CEPUM FOTOBOIO NPOAYKTa;

N) onMcaHne XapakTePUCTUK N CBOWCTB YNaKoOBOYHbIX MaTepurasnoB 1 YKYNOPOYHbIX CPEeACTB;
K) LOKYMEHTanbHoe NoATBepXaeHne (Banugaums) npoLueccoB u (M) UX OLIEHKA;

n) TpeboBaHMsA Kk Ka4ecTBy BCroOMoOraTerbHbIX BELLECTB (cepTudukart, cneundukauusi Ha BcromoraTtenbHble BELWECTBA U UX
obocHoBaHwe);

M) aHannTn4ecKkne MeToaunkun, ncrnosrbldyemble NMpu OCyLLECTBIIEHUU KOHTPONMA Ka4yecTBa BCromMoraTesfibHbIX BELWECTB;

H) [OOKyMeHTanbHoe MOoATBepPXAeHWe (Banupauusl) aHanuTUYecKMX METOoAMK, WCMNOSb3yeMbIX MPU  OCYLLECTBIIEHWU
KOHTPOISl Ka4YecTBa BCMOMOraTebHbIX BELLECTB;

O) VIHCbOpMaLI,I/Iﬂ 00 ncnonb3oBaHMM BCNoMoraTenbHbIX BELLECTB YeNTOBEYECKOro U XKMBOTHOMO NPONCXOXAOEHUA;

n) mognyHKT yTpatun cuny ¢ 13 aerycta 2019 roga - PenepanbHbii 3akoH oT 2 aerycta 2019 roga N 297-93 - cwm.
OpeabIAYLLY0 PENAKLINIO;
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p) TpeboBaHUsi K Ka4ecTBY JIEKApCTBEHHOIO Nnpenapara Ans BeTepMHapHOro NpuMeHeHus (cepTudmkat, cneumndukaums Ha
rieKkapCTBEHHbIV npenapaTt 1 ux o6ocHoBaHue);

C) aHannTn4yeckne MeToaukn, UcnoribdyemMble npu OCyLIeCTBIIEHUN KOHTPONA Ka4vecTBa JIeKapCTBEHHOIo npenapara ansd
BETEPUHAPHOIro NpUMeHeHnaA;

T) AOOKyMeHTallbHOe noAaTBepXaeHue (BaﬂMﬂaLWlﬂ) aHalnnTU4eCKnX MeToduK, UCnonb3yemMbiX TMpu OCyLleCTBIEHNUN
KOHTpPOIA Ka4ecTBa JIeKapCTBEHHOIo npenaparta And BeTepuHapHOro npuMeHeHus,

y) AOKYMEHT, NoATBEPXKAAIOWMIA KaYecTBO JleKapCTBEHHOro npenaparta Tpex NPOMbILLTIEHHbIX cepuii (MPOTOKON aHanmsa

WM cepTUdMKaT aHanusa), odHa Cepusl KOTOPOro OOShkHa coBnagath C cepuelt obpasua nekapcTBeHHOro npenapara,
NOAaHHOrO Ha PermcTpaLuio;

&) XxapakTepucTnka npumecen;

X) nepeyvyeHb CTaHOApPTHbIX O6pa3LI,OB, ncnonb3yeMblX NpU OCYLLEeCTBITIEHUN KOHTPONA KadecTBa JleKapCTBEHHOro
npenapara gna BeTepnHapHOro npuMeHeHun4;

Ll,) AdaHHble O CcTabunbHOCTH JTeKapCTBEHHOro npenapara and BeTepuHapHOro npuMeHeHu4;

10) KonuAa OOKYMEHTa, cogepxallero I/IH(*)OpMaLI,VII-O O Hanuyuu nnn o OTCyTCTBUMU d.)aKTOB pernctpaunmn nekapCTtBeHHOro
npenaparta ana BeTepnHapHOro npuMeHeHuna 3a npegenamMmu Poccuinckon dJenepaule;

11) cormacme B nUCbMEHHOW popMe, NPeayCMOTPEHHOEe YacTbi 7 HacToslleW CTaTbW, B Cryvae perucrpauuu
BOCMPOW3BEAEHHOrO NeKapCTBEHHOTO Npenapara;

(MyHKT B pegakumn, BBeaeHHoN B Aencteme PeaepanbHbiM 3akoHoM OT 13 mions 2015 roga N 241-93. - CM. npeablayLLyo
penakuuio)

12) Konua [OKYMEHTa Ha PYCCKOM SI3blKe, 3aBEPEHHOIO B YCTaHOBIEHHOM NOPSiAKE WM NOATBEPXKAAIOLLETO NMPABOMOYHOCTb
3asBreHNs1 O rOCYAaPCTBEHHOWN perncTpaumm nekapcTBEHHOro npenapara Ans BETEPUHAPHOTO NPUMEHEHUS (JOBEPEHHOCTD);

13) cBeOeHust 0 rocyaapCTBEHHOM pPerncTpaumnm reHHO-MHXeHepPHO-MoaNMULMPOBaHHbLIX OpraHM3MoB, NpeagHasHaYeHHbIX
ONs BblMycka B OKpy)katollylo cpeny (npv rocyaapCTBEHHOW perMcTpaumMy NekapcTBEeHHbIX npernapaTtoB Ansi BETepuHapHOro
NMPUMEHEHUS!, MOMYYEHHbIX C MPUMEHEHUEM TFeHHO-UHXEHEPHO-MOANMMLUMPOBAHHBLIX OPraHM3MOB WM codepXalumx Takue
OpraHu3mbl).

(MyHKT gononHUTensbHO BKMNtodeH ¢ 13 aBrycta 2019 roga ®enepanbHbiM 3akoHoM OT 2 aBrycTa 2019 rona N 297-93)

4. MNpw NpoBeaeHNM YCKOPEHHON NpoLieaypbl 3KCNepTM3bl NIEKAPCTBEHHOIO Npenaparta Ansg BETEPUHApPHOro NpMMEHEHWS B
Lensax ero rocygapCTBEHHOW peructpaummM BMECTO OTyeTa paspaboTyuMka O pesyrnbraTax [OKMIMHUYECKOro UccrnegoBaHus
NeKkapcTBEHHOrO CpeacTBa Ansi BETEPUHapPHOro NpUMeHEeHNst MOXeT ObiTb npeacTaBneH 063op Hay4HbIX paboT O pesynbsraTtax
OOKIMTMHNYECKOTO mUccrefoBaHusi peddepeHTHOro NeKapCTBEHHOro npenapata Ansi BETEPUMHAPHOIO MPUMEHEHUS, @ BMECTO
oTyeTa O pesynbraTax KIMHUYECKOro UCCIEeNOoBaHUS NeKapCTBEHHOro npenaparta Afis BETEPUHAPHOIO NMPUMEHEHUSI OTYET O
pesynbTaTax MccrneaoBaHui OWMO3KBMBANEHTHOCTU BOCTNPOM3BEOEHHOIO JIeKApCTBEHHOrO npenaparta Ansi BeTepuHapHOro
NPUMEHEHMS.

(Yactb B pegakuun, BBegeHHon B gencteue ¢ 13 aerycta 2019 roga PenepanbHbiM 3akoHoM ot 2 asrycTta 2019 rona N
297-®3. - CMm. NpeaplayLLyo peaaKLnio)

5. Ha akcnepTusy pasnuyHbix nekapcTBeHHbIX )OPM OAHOMO U TOro e NneKapCTBEHHOro npenapata Ansi BEeTepuHapHoOro
NpYMeEHeHWs 3asiBUTENb NpeacTaBnsAeT oTAeNbHblE 3asBMNEHNS U PErnCTPaLMOHHbIE OChe Ha KaXayto NekapCTBEHHY opMmy.
Mpn ycnoBun OOHOBPEMEHHOW ModayM Ha 9KCMNepTU3y OOHOW NeKapCcTBEHHOW dOpMbl C  PasfMyHbIMKU  J03MPOBKOM,
KOHLeHTpauueln, o6beMoM 3asBUTENb NPeacTaBnsieT OOHO 3asiBNEHUEe U perncTpaumoHHOe A0Chbe C NPUNOXEHWEM MakeToB
NepBUYHON YMNaKOBKM U BTOPUYHOM YNakoBKW. Ha mMakeTax nMepBMYHOM YNaKOBKM M BTOPMYHOW YMAKOBKM YKa3blBalOTCH BCE
npou3BoANMbIE [03UPOBKM, KOHLUEHTpauuvM, obbeMbl M KONMMYECTBO [03 B YMaKOBKE IEKApCTBEHHOro mnpenapara Aans
BETEPUHAPHOIrO NPUMEHEHUS.

(YacTb B pepakumu, BBegeHHon B gencteue ¢ 13 aBrycta 2019 roga ®enepanbHbiM 3akoHoM oT 2 asrycta 2019 rona N
297-®3. - CM. NpeapIAyLLY0 peaaKLmio)
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6. B cnyyae HenpeacTtaBneHus C 3asiBNeHMEM O TOCYAApPCTBEHHOW perucrtpauuu fekapcTBEHHOro npenapata And
BETEPUHAPHOIO MPUMEHEHUA AOKYMEHTOB, MOATBEPXAAtoLMX ynnaTy rocyaapCTBEHHOW MOLWUMWHBI U YKa3aHHbIX B OyHKTe 7
YacTu 2 HacTosuler CTaTbW, CBEAEHUA O NULEH3UNAX, yKasaHHbIX B OyHkTax 1 m 2 yactu 3 HacTodulen CTaTbW, a Takke
BbldaBaembIX (NPeaocTaBnsieMblX) YNOMHOMOYEHHbIMU deaepanbHbIMU OpraHaMm MUCMOSTHUTENbHOW BNacT AOKYMEHTOB
(cBegeHMn), ykasaHHbIX B NyHKTe 2_1 YacTu 3 HacTosLlel CTaTbu, YNONHOMOYEHHbIN deaepanbHbiin opraH UCMONMHUTENBHOW
BNacTM 3anpawmBaeT YyKasaHHble [OOKYMEHTbl (CBeAeHMs)) B  NOPsSAKEe  MEXBEOOMCTBEHHOMO  MH(OpPMaUMOHHOro
B3aUMOOENCTBUS.

(Yactb B pepakumn, BBegeHHon B aenctene ¢ 1 aHeapsa 2021 roga PenepanbHbiM 3akoHoM OT 27 aekabpsa 2019 rona N
478-®3. - CM. mpeaplayLLyo PDeAAKLNI)

7. He ponyckaertcst Mcnonb3oBaHWe B KOMMEPYECKUX Lensax UHdopmaumm o pesynsratax AOKINMHUYECKUX UCCreaoBaHum
NeKkapCcTBEHHbIX CPEeACTB M KIMHUYECKUX WCCNEeLOBaHUM NeKapCTBEHHbIX NpenapaTtoB AN BeTEePUMHAPHOr0 MNpUMEHEeHUs,
npeacTaBneHHoON 3asiBUTeneM AN rocyAapCTBEHHOW permcTpaumm nekapcTBeHHbIX npenapartoB, 6e3 ero cornacus B Te4eHune
LLUEeCTM NEeT ¢ gaTbl rocy4apCTBEHHOM pernctpaunmn pedepeHTHOro nekapcTBeHHoro npenapata B Poccunckon ®egepaumm.

8. [Hepxatenb wnu BnageneL perucTpauMoHHOrO yAOCTOBEPEHUs NeKapCTBEHHOro npenapata Ang BeTepuHapHOro
NPYMEHEHWs1 MpeACcTaBnsaeT B YMNOMHOMOYEHHbI yefepanbHbli OpraH WCMONMHUTENbHOW BNAacTM OTYET MO pesynbraram
¢rapmakoHaa3opa oAuH pa3 B LUeCTb MecsueB B TedeHue OBYX NeT rnocrne rocyaapCTBEeHHOW perncrpaumm nekapcTBEHHOro
npenapata B Poccuiickon ®efepaunm, 3ateM exerogHo B TedeHne nocregyowmnx Tpex neT n B AanbHenwem oguH pas B Tpu
roga.

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

(Ctatbsa B pegakumu, BBeaeHHon B genicteue ¢ 1 mona 2015 roga ®epepanbHbiM 3akoHOM OT 22 fnekabpa 2014 rona N
429-03. - CMm. npeablayLLYI0 peaakLmio)

KommeHTapun K ctatbe 17

CTATbSA 18. NOOJAYA N PACCMOTPEHUE 3AABINEHUA O TOCYOAPCTBEHHOW PEMMCTPALIUN
NEKAPCTBEHHOI'O MNMPENAPATA AnA MEAMUUHCKOIO NPUMEHEHUA

(HammeHoBaHuve B pegakuuu, BeegeHHorn B genctaume ¢ 1 niona 2015 roga ®enepanbHbiv 3akoHOM 0T 22 aAekabpa 2014 rona N
429-03. - CM. NpeablAyLLYI0 PDEAAKLIMIO)

1. [lnst rocygapCTBEHHON perMcTpaummn nekapCTBEHHOro npenapara gnis MeguumnHCKoro NnpMMeEHeHNs lpuanyeckoe nmuo,
aencreyoliee B COOBCTBEHHbIX MHTEpecax WM YNONMHOMOYEHHOE MPEACTaBNsATb MHTEPECHl APYroro puandeckoro nuua wm
3aABMSIOLLEE NIEKAPCTBEHHbIV MpenapaTt Ha roCyAapCTBEHHYH perncTpauuto (ganee B HaACTOsILWEN cTaTbe - 3asdABUTENb),
npeacrasnser B YMNOSTHOMOYEHHbIN dyefepanbHbii OpraH MCMNOMHUTENBHOM BIacT, OCYLUECTBASAIOWNA rOCyaapCTBEHHYHO
perncTpaumio nekapCTBEHHbIX NpenapaToB 45151 MEAULMHCKOrO NPUMEHEHUS, B 3NEKTPOHHON hopMe U Ha BymMaykHOM HocuTene
3asiBIeHMe O rOCyaapCTBEHHOW perncTpauMmM neKkapCTBEHHOro npenaparta Ansi MeAMUMHCKOrO MPUMMEHEHUsl, a Takke B
nopsiake, YCTaHOBINEHHOM YMOSIHOMOYEHHbIM hegepanbHbiM OpraHOM MCMONHUTENbHOW BracTu, B SMIEKTPOHHOW hopMe 1 Ha
OyMaxHOM HocuTene HeobxoouMMble OOKYMEHTbI, M3 KOTOPbIX (DOPMUPYETCSA PErMcTpauMoHHOE OOCbe Ha JeKapCTBEHHbIN
npenapar 415 MEAULUHCKOro NPUMEHEHNS.

(YacTb B pegakumu, BBeaeHHou B gericteue ¢ 1 nonsa 2015 roga PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-
®3. - CM. npeapIayLLyio peaakLmio)

2. B 3agBneHun o FOCMD,apCTBeHHOVI pernctpaunm nekapCrtBeHHOro npenaparta ana MegunuuHCKOro npuMeHeHud
YKa3blBakOTCA:

1) HaumeHoBaHWe, agpec 3asiBUTENs U NPOM3BOAUTENS JNIEKApCTBEHHOrO npenapaTta Ans MeauLMHCKOro NMpUMEHEHMs,
cBefeHuss 06 ux permcTpaummn B Ka4ecTBe Harmoronnartesbliyka B CTpaHe peructpaumm (ans pOCCUMCKMX HPUANYECKMX NUL, -
NOEHTUMKALMOHHBIN HOoMep Hanoronnartenswuka (MHH), ons vMHOCTpaHHbIX OpUAMYECKUX NUL - CTpaHa perucrpauumu,
HaVMeHOBaHWe PEerncTpupyoLero opraHa, perucTpauuMoHHbIN HOMep, KoA HanoronnaTenbliuka B CTpaHe perncrpauun
(MHKOpnOpauun) unn ero aHanor) U agpec MecTa OCYLeCTBreHWs MpPou3BOACTBA NeKapCTBEHHOro npenapata (B cnydae
HanMuns HeCKONbKMX YYaCTHUKOB MpoLuecca ero npou3BoAcTBa HeobxoouMO ykasdaTb KaXaoro yyacTHuMKa B COOTBETCTBUM C
OCYLLECTBNSAIEMON CTagnen Npon3BOACTBaA);

(MognyHKT B peaakummn, BBeaeHHon B gencteme ¢ 1 aHBaps 2018 roga ®eaepanbHbiM 3akoHOM 0T 28 aekabpa 2017 rona
N 425-03. - CM. 0peablayLLYo peaakLmio)

2) HaMMeHOBaHWe NeKapCTBEHHOrO Npenapara Ans MeguUMHCKOro NpUMEHeHNs (MexayHapoaHoe HernaTeHToBaHHoe, Unn
rPYNMNMpPOBOYHOE, UIM XMMUYECKOE U TOProBOe HaMEHOBaHUs);
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3) nepeyeHb ,El,eIZCTByIOLIJ,VIX 1N BCNomMoratesibHbIX BelwleCTB, BXOAALWIMX B COCTaB J1eKapCTBEHHOro npenapara Aand
MEONLINHCKOIo NpuMMEeHeHndA, C yKasaHneM Konm4decTBa KaXxaoro n3 HuX;

4) nekapcTBeHHas popma, 403MpoBKa, CNocobbl BBEAEHUS M NMPUMEHEHWs, CPOK FOAHOCTM NeKapCTBEHHOro npenapara
ANs MEAULMHCKOIO NPUMEHEHNS;

5) dpapmakoTepaneBTUyeckas rpynna, Kog aHaToMO-TepaneBTUYECKO-XMMMUYECKON Kraccudukaumm, pekoMeHO0BaHHOM
BcemupHoi opraHvsaumen 30paBooXpaHeHusi, 3asiBrisieMble MokasaHust NS MPUMEHeHUs! NeKapCTBEHHOro npenaparta ans
MeaMLMHCKOTO NPUMEHEeHUs!;

6) oTcyTcTBME HEObXOAMMOCTM MpedoCTaBneHus oTYeTa O pesynbratax KIMHUYECKOro WCCrenoBaHusl, UccrenoBaHus
G1O3KBMBANEHTHOCTY NeKapCTBEHHOro npenapaTa, paspeLleHHoro Ans MeauLUUHCKoro npuMeHeHus B Poccuiickoin denepaumm
Gonee ABaaLaTU NeT, C yKasaHMEM HOPMaTMBHbIX NMPaBOBbIX aKTOB, NOATBEPXKAAIOLLMX AAHHbIN CPOK NPUMEHEHWUS;

7) HeobxogumocTb odopMneHUs paspelleHnss Ha BBO3 B Poccuiickylo degepauunio  KOHKPETHOM  napTum
3aperucTpupoBaHHbIX U (MNK) HEe3aperncTpupoBaHHbIX FEKAPCTBEHHbIX CPEeACTB, MNpedHa3HadYeHHbIX AN NpOoBeAeHUs]
3KCMNepTU3bl NekapCcTBEHHbIX CPEACTB B LiensX rocyaapCcTBEHHOW pernctpauuu;

8) HeO6XOD,I/IMOCTb npoBegeHnAa JKCneptu3bl AOOKYMEHTOB, nNpeacTtaBlieHHbIX O5nAa  onpegeneHnd  BO3MOXXHOCTU
paccmMmaTpuBaTb J'IeKapCTBeHHbIIZ npenapar Ana MeguunHCKOro npuMmeHeHnda npu  OCyLleCTBIIeHUn FOCWJ,apCTBeHHOIZ
perncTtpaunn B Ka4yectee Op(*)aHHOFO JIeKapCTBEHHOIO npenaparta;

9) HeobxoaMMocCTb NnpuMeHeHnA yCKOpeHHOI;I npouenypbl 3KCNepTu3bl 1IEKApPCTBEHHbIX CpeacTB B LEenAx rocy,u,apCTBeHHon
perncTtpaunn neKkapCTtBeHHOro npenapara,

10) KONMKU JOKYMEHTOB, NOATBEPXKAAOLMX YNNaTy rocyAapCTBEHHOM NOWNHbI:

a) 3a npoBedeHMEe SKCMepTM3bl [OKYMEHTOB, MPEACTaBlIEHHbIX [Ans onpeferieHusi BO3MOXHOCTM paccMaTpuBaTb
neKapCTBEHHbIN npenapaTt AN MEeAULMHCKOrO MPUMEHEHUS MPW OCYLLECTBIIEHUM FOCYAapCTBEHHON perncTpaummn B Kadectse
opchaHHOIo NekapCTBEHHOTO Npenapara;

6) 3a npoBeaeHWe 3KCMEPTM3bl KayecTBa JIeKapCTBEHHONO CPEeAcTBa U 3KCNEPTU3bl OTHOLUEHUS OXMOAeMOoMn Momb3bl K
BO3MOXXHOMY PUCKY MPYMEHEHUsI NIeKapCTBEHHOIO Mnpenapara, pas3peLleHHOro Ans MeamMumMHCKoOro NpumeHeHnst B Poccuiickoi
denepaumn 6onee ABagLaTv NeT, NPY OCYLLECTBIEHNM rOCYAaPCTBEHHOW perncTpaumnm nekapCTBEHHOMO NpenapaTa;

B) 3a NpoBeeHNe 3KCNepTM3bl KayecTBa NEKAPCTBEHHOIO CPEACTBa M 3KCMEepTU3bl OTHOLLUEHUSI OXMOAeMOoW Mosb3bl K
BO3MOXHOMY PUCKY NMPUMEHEHWUsI rieKapCTBEHHOro npenapara Ans MeAVMUMHCKOrO MPUMEHEHMsT NMpu ero rocyaapCTBEHHOW
perucTpaumu;

r) 3a NpoBedeHVe 3KCMEepTU3bl KayecTBa NEeKapCTBEHHOrO CPEACTBA M SKCMEPTM3bl OTHOLLEHWS OXWOAEMOMN Monb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUst NEeKapCTBEHHOro npenaparta Ans MEOULMHCKOrO MNPUMEHEHWUs,, B OTHOLLEHWUWU KOTOPOro
NpoBefeHbl MeXAyHapohHble MHOMOLEHTPOBbLIE KIIMHUYECKME UCCNEefoBaHus, YacTb M3 KOTOpbIX NpoBedeHa B Poccuiickoi
denepaumn, NpU OCyLECTBNEHUM rOCYAapCTBEHHOMN percTpauumy ekapcTBeHHoro npenapara;

11) Hanuume cornacusi NPOM3BOAUTENS JNEKaPCTBEHHOro npenapata, NPOUM3BOACTBO KOTOPOro OCYLUECTBSETCS 3a
npegenamn Poccuinckon denepaumn, Ha NpPOBEAEHME MHCMEKTUPOBAHUSA MPOM3BOAUTENSA Ha COOTBETCTBME TpebGoBaHMAM
npaswus Hagnexawen NPon3BoACTBEHHOW NPAKTUKK;

12) Hanuume cornacus, NpPeaycMOTPEHHOIO YacTbio 18 HacTosLeNn cTaTby;

13) ykasaHve BMOa NeKapCTBEHHOro npenapara, NpeAcTaBleHHOro Ha perucrpaumio (pedepeHTHbIN NeKkapCTBEHHbIV
npenapaTt, BOCMPOW3BEAEHHLIN NEKAPCTBEHHbIA npenapaTt, OGMONOrM4yeckMin NeKapCTBEHHbIM npenapaTt, OuoaHanoroBbIn
(bronogo6GHbBIN) nekapcTBeHHbIM MpenapaTt (buoaHanor), roMeonaTM4YecKMn IeKapCTBEHHbIM nNpenapat, NeKkapCTBEHHbIN
pacTuTenbHbIN Npenapar).

(YacTb 2 B pegakumm, BBegeHHon B aevicteue ¢ 1 mionga 2015 roga PenepanbHbiM 3akoHOM 0T 22 nekabpa 2014 roga N
429-®3. - CM. NpeablAyLLYI0 PeAaKLmIo)

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


http://docs.cntd.ru/
http://docs.cntd.ru/document/420241318#8PO0M0
http://docs.cntd.ru/document/420272335#8PG0LV

06 ob6palLeHun nekapcTBEHHbIX CPeacTB (C u3MeHeHussMu Ha 14 niona 2022 roaa) Ctpanuua 36
®edeparnbHbil 3akoH om 12 anpens 2010 e. Ne 61-®3

3. PerncrpaumoHHoOe JoCbe Ha NeKapCTBEHHLIM npenapart Ang MeauuuMHCKOro NpuMeHeHust npegoctaenserca B popme
06LLEero TEXHNYECKOro AOKYMEHTA.

(Yactb B pegakuun, BBegeHHon B genctene ¢ 1 aHeapsa 2016 rona PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N
429-03. - CM. mpeablayLLYI0 peaakLmio)

4. Pasgen OOKyMeHTaunn agMMHUCTPaTUBHOIO XapakTepa BKIHO4aeT B cebs:

1) 3asiBNeHMe O TrocygapCTBEHHOW perucTpauuyM nekapcTBEHHOro mnpenapata ans MeOWUMHCKOrO MPUMEHEHMS B
3NEKTPOHHOM hopMe 1 Ha BymMaKHOM HOCUTENE;

2) KONUK JOKYMEHTa Ha PYCCKOM A3blKe, 3aBEPEHHOr0 B YCTAHOBMEHHOM MOpsiAke UM NOATBEPXKAAIOLLENO NPaBOMOYHOCTb
3asBUTENs MoJdaBaTb 3asiBNieHWe O TrOCYNApPCTBEHHOW perncTpauum rekapCTBEHHOro npenapaTta Ans MeguuMHCKOro
NpUMeHeHNs (4OBEPEHHOCTD);

3) cBegeHMs 0 oate NpeaocTaBreHnst U PerMcTpaurMoHHOM HOMepe MULEH3MU Ha MPOU3BOACTBO NEKAapCTBEHHbBIX CPEACTB
WM CcBedeHus O pgaTe npPedocTaBleHUs W pPerncTtpauMoHHOM HOMeEpe 3aKlYeHUst O COOTBETCTBMM Mpou3BoauTEnst
nekapcTBEHHbIX CpeAcTB TpeboBaHMAM NpaBun Hagnexallem NpovM3BOACTBEHHOM MPAaKTMKW, BblOAHHBLIX (NMPegoCTaBNEeHHbIX)
YMONMHOMOYEHHbIM  (befepanbHblM  OpraHOM  UCTONMHUTENBHOW BMAacTM B OTHOLUEHWM MPOU3BOACTBEHHOW  NIOLLALKU
PEerMcTpUpyeMoro nekapcTBEHHOro npenapata, B crydae, ecrnv Npon3BOACTBO JIEKapCTBEHHOIO npenapara OCyLLEeCTBSEeTCs B
Poccuiickon degepaunn;

(MyHKkT B pepakumn, BBeAeHHoW B aercteme ¢ 15 nioHsa 2018 roga PenepanbHbiM 3akoHom OT 4 modsa 2018 rona N 140-
®3; B pegakuuu, BBegeHHoun B gerncteue ¢ 1 auBapsa 2021 roga PenepansHblM 3akoHOM 0T 27 aekabps 2019 rona N 478-93. -
CM. NpeaplayLLYy0 PeaakLmio)

4) Konui nNpeaocTaBneHHOMW YMOMHOMOYEHHBIM OpraHoM CTpaHbl MPOU3BOAMTENS MMUEH3UMM Ha NPOU3BOACTBO
NeKapCTBEHHOro npenapata U ee nNepeBof Ha PYCCKMN A3blK, 3aBEPEHHble B YCTAHOBIEHHOM MOpsAKe, a Takke KOnuio
3aKIHOYEHUSA O COOTBETCTBUN NPOM3BOAUTENS NIEKAPCTBEHHbLIX CPEACTB TpeboBaHUAM NpaBun Hagnexallen Nnpon3BoaCTBEHHON
NPaKTUKN, BbI4AHHOMO YNOMHOMOYEHHbIM dheaeparibHbIM OpraHOM MCMONTHUTENBHOW BMAcT B OTHOLLEHUN NPOW3BOACTBEHHOM
nnowagkm permcTpupyemoro nekapCTBEHHOrO npenaparta, Unu KOMUIo peLleHnst YNONMHOMOYEHHOro dhegepanbHOro opraHa
WCMONHUTENbHOM BNacT O NPOBEOEHUN WHCMEKTUPOBAHUSA NPOU3BOAUTENSA JEKAPCTBEHHbIX CPEACTB, B Chydae, ecnu
NpoM3BOACTBO NIEKAapCTBEHHOIO Npenapara ocyLlecTenaeTcs 3a npegenammn Poccuickon degepauuu;

(MyHKT B pegakumun, BBeageHHon B gencteme ¢ 15 noHa 2018 roga PenepanbHbiM 3akoHoM OT 4 mioHa 2018 roga N 140-
®3; B pepakunun, BBeageHHon B aencteue ¢ 1 aHBapsa 2021 roga ®enepanbHbiM 3akoHOM 0T 27 nekabpa 2019 rona N 478-93. -
CM. NpeablAyLLYIo peaakLmio)

5) NPOEKT MHCTPYKLMM MO MeAMLMHCKOMY NMPUMEHEHWIO NEKapCTBEHHOTO npenapara, coaepallen crnegyoLne CBeaeHus:

a) HaMMeHOBaHWe reKapCTBEHHOro npenaparta (MexayHapoaoHoe HenaTeHTOBaHHOe, WM FpynnuMpoBOYHOE, WUNnu
XMMUYECKOE M TOProBOE HaMEHOBaHUS);

0) nekapcTBeHHasi ¢opma C yka3aHMEM HaMMEHOBaHWA W KONUYECTBEHHOINO COCTaBa AENCTBYHLUMX BELLECTB U
KayeCTBEHHOIO COCTaBa BCMOMOraTernbHbIX BeLeCTB (Npyv HeobxoaUMOCTUM KOMMYECTBEHHOTO COCTaBa BCMOMOraTerbHbIX
BeLLecTB);

B) onucaHve BHELUHEero Br1aa fiekapCTBEHHOro npenapara Ans MeaMuuHCKOro NpUMeHeHus;

r) r3nKo-xummnyeckmne CBOMUCTBa (AN pagnodapmaLeBTUHECKNX NlekapCTBEHHbIX NpenapaTos);

4) cdapmakoTepaneBTM4eckasa rpynna, Ko riekapcTBeHHOro npenapata Ans MeAUMLMHCKOro NpuMMEHEHMst No aHaToMo-
TepaneBTUYECKO-XMMNYECKON  Kraccudmkaumm, pekomeHgoBaHHOM BcemupHon opraHusaumMen 30paBOOXpaHEHus, Wnu

yKasaHue "romeonaTtnyeckuii nekapcTBeHHbIN npenapar”;

e) (papmakoguMHaMuKka U (papMakOKMHETUKA (3a WCKIIOYEHUEM (DAapPMaKOKMHETMKM TOMEOMNaTUYECKUX JeKapCTBEHHbIX
npenapaTtoB U pacTUTENbHbLIX JIEKAPCTBEHHbIX NpenapaToB);

)K) nokKasaHuA Ona npuMeHeHud;
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3) NPOTUBONOKa3aHnA ana npuMeHeHu4d;

I/I) Mepbl NPefoCTOPOXHOCTU NPU NPUMEHEHUN;

K) YKa3aHne BO3MOXHOCTU U ocobeHHocTen NPUMEHEeHUA NeKapCTBEeHHOro npenapara ana MeanunHCKOro npuMeHeHusa
6epeMeHHbIMI/I XeHUWMHaMN, XeHWwmnHamm B nepuno rpyaHoro BCKkapmnmBaHuda, Ae€TbMU, B3POCI1bIMU, UMELLNMN XPOHNYECKNe

3aboneBaHus;

J'I) pexXunm [o3npoBaHuA, crnocobbl BBEAEHUS U npumMmeHeHnda, npu HeobxoamMmocTn BpemMA npumema IneKkapCTtBeHHOro
npenaparta a5 MEAULUHCKOIo NPUMEHEHWS, MPOAOIMKUTENBHOCTL flIe4eHUs1, B TOM Y1cre y AeTen OO M Nocne OgHOoro roaa;

M) BO3MOXHble HeXenaTerbHble peakuun npn npumMmeHeHn nekapcTtBeHHOro npenapara gna MmeauumHCKoro npuMeHeHun4;
H) CUMNTOMbI NEPEAO3NPOBKMN, MEPbLI MO OKa3aHMI0 NOMOLLM MPU NEPEeLo3NPOBKE;

0) B3aMMOAEWNCTBUE C APYrMMU NEKAPCTBEHHBIMU NpenapartamMu 1 (Unu) NULWEBbIMAU NPOAYKTaMU;

n) hopMbI BbiNycka NEKapCTBEHHOrO Npenapara;

p) ykasaHue (npu HeobxoammocTn) ocobeHHoCTeln AeNCTBUS NeKapCTBEHHOro npenapaTta Ans MeguUMHCKOro NpUMeHeHNs
npu NepBoM Npveme U Npu ero OTMeHE;

C) onucaHune (Npu HeobxoaAMMOCTN) AencTBUIA Bpada (denbaluepa) u (Mnu) nauueHTa npu nNponycke npuema ogHoOW Mnu
HEeCKOnbKUX 03 feKapCTBEHHOro npenapata Ans MeAULMHCKOro NPUMEHEHUS;

T) BO3MOXXHO€ BIIUAHWE NEeKapCTBEHHOro npenapara Aanda MeguunHCKOro npuMmeHeHua Ha CMocoBHOCTb ynpaenaTtb
TpPaHCNOPTHbIMK CcpeacTBamMn, MeXxaHU3MaMu,

y) CPOK FOAHOCTU W yKasaHWe Ha 3anpeT NPUMEHEHWST NEKApCTBEHHOrO Mnpenaparta Ans MEAUUMHCKOro MPUMEHEHUS NO
NCTEYEHNUN CpOKa FrOQHOCTY;

&) ycnoBusi XxpaHeHus;

X) ykaszaHuMe Ha HeoGXOAMMOCTb XpaHEHWUsl NEeKapCTBEHHOro npenapaTta Ans MEeAMLMHCKOrO MPMMEHEHUS B MecTax,
He[oCTYMHbIX ANs AeTel;

Ll,) YKasaHue (I'Ipl/l H606XO,EI,I/IMOCTI/I) cneunanbHbIX Mep nNpefoCTOPOXHOCTU MPpU YHUYTOXEHUUN HeUCnonb30BaHHbIX
NIeKapCTBEeHHbIX npenapaTtoB Ana MeguumHCKOro npuMeHeHu4;

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

U.l) HanMeHOBaHWe, agpec opraHusauuu, yI'IOﬂHOMO‘-IeHHOVI agepxarenem unn Bnagenbuem perncrtpaulmoHHOro
yAoCTOBEpPEeHUA NeKkapCTBEeHHOro npenaparta anda MeguunHCKOro npuMeHeHna Ha NpuHATne ﬂpeTeH3Ml7I oT ﬂOTpe6MTeﬂﬂ;

6) MHCTPYKUMIO MO MeOWMLMHCKOMY TMPUMEHEHWUIO WM KPaTKYld XapakTepuUCTUKY JIeKapCTBEHHOrO npenapaTta,
yTBEPXKAEHHbIE B CTPaHE NPOV3BOANUTENS;

7) NpOeKTbl MaKeTOB MEPBUYHON YMAKOBKM W BTOPWYHONM YNaKOBKU JIEKapCTBEHHOro npenapaTta Ans MeauLUHCKOro
NpUMeHeHs;

8) NpoeKkT HOpMaTUBHOWM OOKYMEHTaLUN MU HOPMATMBHOIO JOKYMEHTA Ha NEKapCTBEHHbIN npenapar Ans MeguuuHCKOro
npuMeHeHus NnMbo ykazaHue COOTBETCTBYIOLLEN (DapMaKonenHon CTaTby;

9) LOOKYMEHT, cop,epmau.u/lﬁ I/IHd:)OpMaLI,I/IIO O Hanuuum unm o6 OTCyTCTBUMU (baKTOB pernctpaunm nekapCcTtBeHHOro
npenaparta gna meanunHCKoro npuMeHeHusa 3a npenenamm Poccuiickon CDe,qepau,Vlvl;
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10) KOMMKN JOKYMEHTOB, 3aBEPEHHLIX B YCTAHOBIIEHHOM NOpPsiAKE U NOATBEPXKAAOLMX (hAKT pernctTpaummn nekapcTBeHHOro
npenapaTta B MHOCTPaHHbIX rocydapcTBax B kayecTBe opdaHHOro nekapcTBEHHOIo Npenapara;

11) nnaH ynpasneHna puckamum ansa Bronoruyecknx NNeKapCTBEHHbIX npenapaTtoB AnAa MeguumnMHCKOro npuMeHeHu4;

12) [OKYMEHT 0 cucTeMe hapMakoHagsopa fepxatens wnu Bragenbua perucTpaumoHHOro  Y4oCTOBepeHus
nekapcTBeHHOro npenapara;

13) OOKYMEHT, NOATBEPXKOAMOLLNIA KAa4YeCTBO NIEKapCTBEHHOIO npenapara TpeX NPOMBbILLIIEHHbIX Cepuii (MPOTOKON aHanm3a
unu ceptudpmkaT aHanmsa), ogHa cepus KOTOPOro AOMKHa coBnagatb C cepuen obpasua fnekapCTBEHHOro npenaparta gns
MEOVLMNHCKOrO NPUMEHEHNSs], NPEACTABIIEHHONO Ha rOCy4apPCTBEHHYO PErMCTpaLmio.

(Yactb B pepakuun, BBegeHHon B genctene ¢ 1 sHeapsa 2016 roga PenepanbHbiM 3akoHOM OT 22 nekabps 2014 rona N
429-®3. - CM. mpeaplayLLyo PeAAKLN)

5. Pasgen xvmuyeckon, hapmaueBTUYECKON 1 B1onornyeckon JoKyMeHTauum BkIoyaeT B cedsa JOKYMeHThbl, cogepXaline
WHopMaLMio O hapMaLEBTUYECKON CyOCTaHLUMKM M NEeKapCTBEHHOM npenaparte Ans MeAWLMHCKOro NpUMEHEHUsi, npoLecce
€ro Npon3BoACTBa U METOLAX KOHTPOMS KayecTBa, B TOM YnCHE;

1) konMuMw [OOKYMeHTa, coAepXallero crnegywulyl UWHgopmaumo o  dapmaueBTudeckon cybctaHumm  unm
papMaLeBTUYECKNX CYOCTaHUMAX, BXOOSALWMX B COCTaB JIEKAPCTBEHHOrO npenaparta, 3a WCKMYEHUEM WHGOpMauMn o
hapmaLeBTUYECKNX CYyOCTaHUUSX, BKIMHOYEHHBIX B TOCYA3RCTBEHHBIN PEECTR JIEKAaPCTBEHHbLIX CREACTB B COOTBETCTBUU CO
cTatben 34 HacTosulero PenepanbHOro 3akoHa:

(AB3aL B penakumm, BBeaeHHom B aencteue ¢ 28 aekabpsa 2019 roga PenepanbHbiM 3akoHOM oT 27 Aekabpsa 2019 rona N
462-03. - CM. NpeablAyLLYI0 PDEAAKLIMIO)

a) HaMMeHoBaHWe hapmaLeBTUYECKOM CybCTaHLMN, ee CTPYKTypa, obLine CBONCTBA;

6) HaumeHoBaHWe 1 agpec NPon3BoAUTENS;

B) TEXHOMOIMSA NPON3BOACTBA C ONUCAHNEM CTaZMIn NPOU3BOACTBA U METOA0B KOHTPOMS Ha BCEX CTaausax NPON3BOACTBA;
r) onncaHue paspaboTku npouecca NpoM3BOACTBa;

[) onMcaHue KOHTPONs KPUTUHECKUX CTaZMn NPOU3BOACTBA M NMPOMEXYTOYHOW NPOAYKLUNN;

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

) CBOMCTBA U CTPYKTypa AENCTBYIOLLNX BELLECTB;

3) XapaKkTepucTmka npumecen;

n) cneundukaLmsa Ha hapmauleBTUYECKYO cybCcTaHUmo U ee 060CHOBaHME;

K) aHanuTuyeckme MeToanku, UCnonb3yemble Npu OCYLLECTBNEHUN KOHTPONSA KayecTBa hapmaueBTUyYecKkon cybcTaHumuy;

n) [OKyMeHTanbHoe MoATBepXKAeHWe (Banugauns) aHanuMTUYecKUX MEeTOAMK, WCNOMb3yeMblX MpW OCYLLEeCTBIeHUN
KOHTpOrS KadecTsa hapMaLeBTMYECKOM CybCTaHUuu;

M) pe3ynbTaTbl aHannsa cepui hapmauleBTU4ECKON cybCcTaHumu;

H) NepeyeHb CTaHOAPTHbIX 0OPa3LOB UK BELLECTB, UCMOMNb3yeMbIX NPY OCYLLECTBNEHWUN KOHTPOIS Ka4yecTBa;
0) onucaHve xapakTepUCTUK U CBONCTB YNMakOBOYHbIX MaTtepuarnos 1 YKYNOPOYHbIX CPEACTB;

n) gaHHbIe O CTabUNbHOCTU hapmaLeBTUYECKON CybGCTaHLMu;

p) CPOK rogHOCTY;
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1_1) B OTHOLWEHMM hapMaLeBTUYECKNX CYOCTaHLUMIA, BXOOAALWMUX B COCTaB NIEKAPCTBEHHOrO npenaparta v BKITHYEHHbIX B
[OCYAapPCTBEHHbIN PeecTp NEeKapCTBEHHbIX CPeACTB B COOTBETCTBUWM CO cTatben 34 Hactosulero denepanbHOro 3akoHa, -
KOMusi 4OKYMEHTa, cogep Kallero crieqyoLwyo MHopMauuio:

a) HaMMeHoBaHWe hapmaLleBTUYECKOM cybCcTaHLMN, ee CTPyKTypa, obLine CBONCTBA;
6) HaMMeHOBaHWe 1 agpec NPou3BOANTENS;

B) pe3ynbraThl aHanu3a cepuii gapmMaLleBTMYECKOM CybGCcTaHLunu;

) CPOK rOAHOCTMU;

(MyHkT 1_1 gononHuTensbHO BKModeH ¢ 28 aekabpsa 2019 rona ®enepancHbiM 3akoHOM OT 27 aekabpa 2019 rona N 462-
3)

2) DOKYMEHT, coaepXaluni cnegyoLine CBeAeHnst O NEKapCTBEHHOM npenapare Anst MeanLMHCKOro NpUMEHEHUS:

a) onncaHne 1 CoCTaB NeKapCTBEHHOIO Npenapata Ans MeAULIMHCKOrO MPUMEHEHUS;

6) onucaHue chapmaueBTMYeckon pa3paboTkm (06ocHOBaHME BbIbopa cocTaBa, MePBUYHON YNAKOBKN U UHOTO);

B) TEXHOMOIMS1 NPOU3BOACTBA C ONUCAHUEM CTafMIi NPOU3BOACTBA U METOLO0B KOHTPOMS Ha BCEX CTaausIX MPON3BOACTBA;
r) onMcaHne KOHTPOMS KPUTUYECKUX CTafui npouecca NPON3BOACTBA U MPOMEXYTOHMHON NPoAYyKUMM;

,D,) HanMeHOoBaHMEe W agpec MecCTa OcCylleCTBlieHUA Npou3BOACTBa JiEKapCTBEHHOIO npenaparta And MeguunHCKoro
NnpuMeHeHnA (B cny4ae Halmn4dmna HECKONbKMX y4aCTHUKOB npolecca npon3soacrtea Heobxoanmo YKa3aTb KaXxaoro n3 HVIX);

e) hapmavreBTMYECKast COBMECTUMOCTb;

) MUKPOBMONOrnYeckne XxapakTepuUCTUKK;

3) MaTepuanbHbIil 6anaHc Ans Npou3BoACcTBa CEPUM FOTOBOMO NPOAYKTa;

1) onncaHne xapaKkTepUCTUK N CBOMUCTB YNakoBOYHbIX MaTEPMasioB U YKYNOPOYHbIX CPELCTB;

K) JOKYMeHTanbHOe NoATBEPXKAEHWE (BanuaaLuus) npoLeccoB NPOM3BOACTBA U (MNN) UX OLIEHKA;

n) TpeboBaHuMs Kk Ka4ecTBy BCroMoraTesbHbIX BELLECTB (cepTudukart, crneundukauusi Ha BcromoraTternbHble BELWEeCTBa U UX
obocHoBaHue);

M) aHalnnTU4eCKne MeToankun, ncnosbdyemble NMpu OCyLLECTBIIEHUN KOHTPONA Ka4vyeCcTBa BCroMoraTesibHbIX BELWECTB;

H) OOKyMeHTarnbHoOe noaTrBepXxXaeHune (Banm,uaum) aHalNTNU4YeCKNX MeEeTOAUK, WCNOoJb3yeMblX Mpu OCYyLUEeCTBIIEHUN
KOHTpPOIA Ka4ecTBa BCnomMoraTtesibHbIX BELECTB;

0) uHpopMaumsi 06 UCMONb30BaHMN BCMOMOraTENbHbLIX BELLECTB YENOBEYECKOMO U KMBOTHOMO MPOUCXOXAEHWS;
M) MHOpMaums 06 NCNOSIb30BaHUM HOBbIX BCTIOMOraTeSbHbIX BELLECTB;

p) TpeboBaHMs K Ka4ecTBY NeKapCTBEHHOIO npenapaTa Anst MeauLUMHCKOro NPUMEHeHUs (cepTudumkart, cneumgmrkaums Ha
neKkapCTBEHHbI npenapaTt n nx 06ocHoBaHME);

C) aHannTn4yeckne MeTogunku, Ucnosnb3yemble MNMpu OCyLLEeCTBIIEHUN KOHTPONA KadecTBa JleKapCTBEHHOro npenapara ansa
MeANLIMHCKOro NpuMeHeHus,

T) OOKyYMEeHTallbHOe noaTBepXaeHue (Banm,qauvm) aHalMMTU4eCKNX MEeToAduK, WUCNONb3yeMbIX Tpu OCyLLEeCTBI1IEHNN
KOHTpONA Ka4vyecCcTBa JieKapCTBEHHOrIO npenaparta gnd MmeanumnHCKoro npuMeHeHus;
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y) pesynstaThl aHan13oB Cepui iekapcTBEHHOro npenapara 459 MeguuUHCKOro NpUMeHeHNs;
&) XxapakTepucTuka npumecen;

X) nepeyeHb CTaHOApPTHbIX 06pa3LlOB, ncnonb3yembiX nNpu OCYLUEeCTBIIEHUN KOHTPOJA KadeCTBa JieKapCTBEHHOIO
npenapara gnda MeanumHCKOro npuMeHeHus;

L) AaHHblEe O CTAabUNBbHOCTM NeKapCTBEHHOIO npenaparta A5ist MEAULMHCKOrO NPUMEHEHHS.
(Yactb B pepakuun, BBegeHHon B genctene ¢ 1 aHeapsa 2016 roga PenepanbHbiM 3akoHOM OT 22 aekabps 2014 rona N
429-®3. - CM. mpeaplayLLyo PeAAKLNI)

6. Pasgen dapmakonormyeckom, TOKCUKONOTMYECKOM [OOKYMEHTaumMmM BKoYaeT B cebsi OT4yeTbl O pesynbratax
OOKITMHUYECKUX MCCNefoBaHWUi NekapCTBEHHOrO CPeACcTBa ANns MeAULIMHCKOTO NPUMEHEHMs!, B TOM YnCe:

1) oT4eT 0 hapMakoAMHAMNYECKNX UCCNENOBAHUSIX;

2) oT4eT 0 hapMaKOKUHETUYECKMX UCCNENOBAHUSX;

3) OTYET O TOKCUKONOTMYECKMX UCCNEeNOBAHNSX.

(YacTb gononHuTEnNbHO BKITtoYeHa ¢ 26 oktabpst 2010 roga PenepanbHbiM 3akoHoM oT 11 okTa6pa 2010 rona N 271-93; B

penakumm, BBegeHHon B gencteme ¢ 1 aHBapsa 2016 roga PenepanbHbiM 3akoHOM 0T 22 aekabpa 2014 roaa N 429-93. - Cwm.
0ReablAyLLYI0 PeAaKLmio)

MonoxeHua 4vactu 6 HacTodwen ctatbn (B pedakumm PenepanbHoro 3akoHa oT 11 oktabpa 2010 ropa N 271-93)
NPUMEHSAIOTCA K NPaBOOTHOLLEHMAM, BO3HWKLLMM Mocne OHA BCTYNNeHus B cuny ana Poccuiickon degepauumn npotokona o
npucoeanHexHum Poccuiickon depepauunmn kK BcemmpHon ToproBow opraHusaumm - cMm. crtatblo 2 dPenepansHoro 3akoHa ot 11
okTa6ps 2010 roga N 271-93.

7. Pasgen KnuvHWYecko [OOKYMEHTauuu BKIOYaeT B cebs OoTyeTbl O pesynbraTtax  KIMHUYECKUX WCCrenoBaHui
nekapcTBEHHOro npenaparta Ans MeauLUHCKOro NPUMEHEHNs, B TOM Yucne:

1) otyeTbl 06 nccneaoBaHUAX GUOOOCTYNHOCTM U OMOSKBMBANEHTHOCTU, UCCNEAO0BaHMUSAX, YCTaHaBNMBAIOLNX KOPPENsiLuio
pesynbTaToB, NOMy4YeHHbIX B YCOBUSX in Vitro u in vivo;

2) oT4eThl 0 PAPMaAKOKMHETUHECKNX UCCNEAOBAHUSX;
3) oTuyeTbl 0 hapMakoAMHAMUYECKNX UCCNENOBAHUSX;
4) OTYEeThI O KITMHUYECKUX MccrneqoBaHusix 3hdeKTUBHOCTU U Be3onacHoCTy;

5) oTyeT 0 NOCTPErMCTPaLMOHHOM ONbITE MPUMEHEHUS (MPU HaNM4YKK).
(Yactb gononHuTensHO BKNtoveHa ¢ 1 aHBapst 2016 roga ®enepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-03)

8. TpeboBaHus Kk 06beMy MHOPMaLMK, NPeOOCTaBNSAEMON B COCTABE PErMCTPaLMOHHOrO Aocke, ANs OTAeNbHbIX BUOOB
nekapcTBEHHbIX NpenapaToB AN MeOULMHCKOro NPUMEHEHNsI YCTaHaBNUBAKTCS YNOMHOMOYEHHbIM cheaeparnbHbiM OpraHom
WCMONMHUTENbHOW BnacTu.

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

9. B oTHOLLEHNN NEeKapCTBEHHbIX MpenapaToB, paspeLleHHbIX 41 MeaUUMHCKOro npumMeHeHnsa B Poccuiickon degepaumm
bonee pgBaguatM NeT U B OTHOLUEHUM KOTOPbIX HEBO3MOXHO MPOBEAEHME WCCNEAOBaHUA WX OWOIKBMBANEHTHOCTM (3a
UCKIoYeHMeM  BrMOnorMyeckMx  NeKapCcTBEHHbIX — MpenapaTtoB), [AOMyCKaeTcs  BKMYeHMe B COCTaB  pasgena
hapmakonorn4eckon, TOKCUKONOMMYECKON [OKYMEeHTaumMm W pasgena  KiAMHUYEeCKOW [[OKYMeHTauum BMeCTO OT4veTa
paspabotuMka O pe3ynbratax COOCTBEHHbIX [OOKIMMHUYECKUX WCCNEAOBaHUN NeKapCTBEHHbIX CPEeACTB U KIMHUYECKUX
nUccrnenoBaHWiA  NEKApCTBEHHbBIX MNPenapaToB ANis MEAMLMHCKOrO MpuUMeEHeHuss ob3opa Hay4dHbIX paboT o pesynbraTtax
OOKITMHMYECKMX UCCREAOBaHWI NIEKAapCTBEHHbIX CPEACTB U KMMHUYECKUX NCCNeaoBaHN AaHHbIX NEeKapCTBEHHbIX NpenapaTtos,
B TOM YMCIe BKIOYas ONbIT UX MOCTPErMCTPALMOHHOIO NPUMEHEHNS.
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(YacTtb gononHuTensHo BktoveHa ¢ 1 aHBapsa 2016 roga PenepanbHbiM 3akoHOM 0T 22 nekabpa 2014 rona N 429-03; B
penakumu, BBeaeHHon B genctene ¢ 1 mapta 2020 ropa PenepanbHbiM 3akoHOM OT 27 aekabps 2019 ronga N 475-93. - Cwm.

NREAbIAYLLYIO PeAaKLnio)

10. Mpwu rocyaapcTBeHHON perncTpaummn BOCNpom3BeeHHbIX NEKapCTBEHHbIX NpenapaTos Ans MeAMLMHCKOro NpUMeHeHns
[ornyckaeTcs BKIOYEHWE B COCTaB pasfena oapMaKkonornyeckor, TOKCUKOSOTMYECKON AOKYMEHTaUMn U pasaena KIMHUYecKom
AOKYMEHTaUMM BMECTO OTyeTa paspaboTumka o pesyrnbratax COBCTBEHHbIX AOKMMHWUYECKUX WMCCNEnoBaHWUI NeKapCTBEHHbIX
cpencTB 063opa Hay4yHbIX paboT o pesynsratax AOKMUMHUYECKUX UCCRefoBaHUA pedepeHTHOro NEKapCTBEHHOMO Npenaparta u
NpeacTaBrneHne BMECTO KIIMHWYECKUX UCCIeaoBaHWin B MOMHOM 0ObeMe, YCTAHOBIIEHHOM pasgernoM  KMUMHUYECKOM
AOKYMEHTaUMmM, oT4yeTa O pesynsTaTax UCCrefoBaHuii GMo3KBMBANIEHTHOCTM BOCMPOU3BEAEHHOMO NeKapCTBEHHOrO npenapaTa
AN MeaUUMHCKOro npuMeHeHusi. He TpebyeTca npeacraBrneHne oTyeTa O pesynsTatax UccrnefoBaHuii GUOSKBUBANEHTHOCTU
BOCMPOU3BEAEHHOMO NIEKAPCTBEHHOO MNpenapara Ans MegULMHCKOro NPUMEHEHUS!, ECIU PEMMCTPUPYIOTCS BOCMPOU3BEAEHHbIE
nekapcTBeHHble Npenapatbl A5t MeauLUMHCKOro NMPUMEHEHUS], KOTOpbIE:

1) npegHasHayeHbl AN NapeHTepanbHoro  (MOAKOXKHOMO, BHYTPUMbBILLEYHOTO, BHYTPUBEHHOMO, BHYTPUINA3HOrO,
BHYTPMWMOMOCTHOMO, BHYTPUCYCTaBHOIO, BHYTPUKOPOHAPHOrO) BBEAEHWUSI U NPpeacTaBnstoT coboi BogHble pacTBoOpbI;

2) NpeacTaBnsOT COOONM pacTBOPbLI Ansi NepopansHOro NPUMEHEHUS;

3) npou3BeneHsbl B hopMe NMOPOLLKOB UNN NMOUNN3aTOB ANl NPUrOTOBIEHNSI PACTBOPOB;

4) aBnatoTCa rasamu;

5) ABNAOTCA YWHBLIMY UMW TNa3HbIMU NIEKapCTBEHHLIMU NpenapaTtamMu, NPou3BeAeHHbIMU B (POPME BOAHbIX PacTBOPOB;

6) NnpegHa3HaveHbl 415 MECTHOIO MPUMEHEHUS 1 MPUrOTOBMNEHbI B hOpMe BOAHbLIX PAcTBOPOB,

7) npeacTaBnalT cobor BoAHble pacTBOPbLI ANA UCMNONb30BaHMA B (bOpMe MHransuum ¢ nomoLlbto Hebynansepa vnm B

Ka4ecTBe HasaslbHbIX CrPeeB, MPUMEHSIEMbIX C MOMOLLIbIO CXOAHbIX YCTPONCTB.
(Yactb gononHuTenbHO BKNtodeHa ¢ 1 aHBapsi 2016 roga PenepanbHbiM 3akoHOM OT 22 aekabpa 2014 rona N 429-03)

11. Ons cnyyaes, ykasaHHbIX B fOyHkTax 1-3, 5-7 yactm 10 HacTosulen cTaTbu, BOCMNPOU3BEAEHHbIA FeKapCTBEHHbIN
npenapaTt gns MeOULMHCKOTO MPUMEHEHUS [OOMMKEH codepXaTb TakuMe >Xe BCromoraTesfibHble BellecTBa B TakKuMX Xe
KOnmn4yecTBax, Kak M pedepeHTHbI NekapCcTBEHHLIN npenapaTt. Ecnu cocTtaBbl BCMOMOraTenbHbIX BELLECTB pasnmyatoTcs,
3a8BUTENb OOIMKEH MPeACcTaBMTb [OKasaTenbCTBa TOro, YTO MCMOMb3yeMble B AaHHbIX KOHLEHTPaUMsX BCMOMOraTesibHble
BELLEeCTBa He BMNUAIT Ha 6e3onacHOCTb U (Mnu) acbheKTUBHOCTE NTIEKAPCTBEHHOIO Npenaparta Ans MeAULMHCKOro NPUMEHEHMS.
B cnyuae, ecnu 3asiBuTenb He MOXET NpeACTaBUTb TakMe 4oKasaTenbCTBa U (MM) HE UMEET AOCTyna K COOTBETCTBYHOLLUM
OaHHbIM, OH [OMMKEeH MPOBECTM COOTBETCTBYHOLUME WCCNEOOBaHWA [N [oKas3aTenbCTBa OTCYTCTBUS BMSIHUS  pasHbiX
BCMOMOraTernbHbIX BELLECTB UM BCMOMOraTernbHbIX YCTPOWCTB Ha GesonacHocTb M (Mnn) adhpeKTUBHOCTb NEKapCTBEHHOIO
npenapaTta aAns MeanuUMHCKOro NpMMEHEHUs1 B COOTBETCTBUM C akTaMu, COCTaBMSAOLLMMN NpaBo EBpasninckoro akoHOMUYeCKoro
coto3a.

(Yactb gononHuTenbHo BkNtoveHa ¢ 1 aHeaps 2016 roga PenepansHbiM 3akoHOM OT 22 nekabpa 2014 rona N 429-93; B
pegakumu, BBedeHHon B genctene PenepanbHbiM 3akoHOM OT 22 aekabpsa 2020 roga N 444-03. - Cm. OpeablaoyLlyo
penakuuio)

12. lpn rocygapCTBEHHOW perucTpaumm KoMOMHaUWn paHee 3aperMcTpMpoBaHHbIX NEKapCTBEHHbLIX MpenapaToB Afis
MEOVUMHCKOrO MPUMEHEHUA [OOMyCKaeTCsl BKIKOYEHME B COCTaB pasgena  (hapMakonormvyeckon, TOKCUKOMOrMyYecKkom
OOKYMEHTaumMmM W pasgena KNMHUYECKOW [OOKYMEeHTauMM BMECTO OTveTa paspaboTymka O pesynbratax CoOCTBEHHbIX
OOKIMMHNYECKNX UCCINEAOBaHNI NIeKapCTBEHHbLIX CPEACTB 0630pa Hay4dHbIX paboT O pesynbratax 4OKITMHUYECKMX UCCneaoBaHun
pedepeHTHbIX NEKAPCTBEHHbIX NpenapaToB, BXOASLLMX B COCTaB KOMOMHaLMM NeKapCTBEHHbIX NpenapaTos, N 00 oTCyTCTBUM
MX B3aMMOOeNCTBUS B OOHOWN fiekapCTBEHHOW bopme.

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

13. Ha akcnepTnsy pasnuyHbIX fiekapcTBEHHbIX (hOPM OAHOro U TOro e NekapCTBEHHOro npenapata Ang MeauuMHCKOro
npUMeHeHWs 3asBuUTeNb NpeacTaBnsaeT oTaeNbHble 3adBeHNsa U PerMcTpaumMoHHble A0Cbe Ha KaXaylo NeKapCTBEHHYO hopMy.
Mpu ycnoBuuM OOHOBPEMEHHOW Mnodayn Ha 9KCnepTusy OOHOW fekapCTBEHHOM (opMbl C  pasfAUMYHbIMU  OO3UPOBKOWN,
KOHLIeHTpauueln, 00beMOM 3asBUTENb NPEeACTaBrsieT OOHO 3asiBNEHUE U PErncTpaumMoOHHOE [0Che C MPUMOXEHWEM MaKeTOB
YMaKOBOK Ha KaXayH J403MPOBKY, KaXAYH KOHLEHTpaLmio, KaxXabli 06beM 1 KaXaoe KonmMyecTBO 403 B YNaKOBKE.
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(YacTb gononHuTensbHO BkNtoyeHa ¢ 1 aHBapsa 2016 roga PeneparnbHbiM 3akoHOM 0T 22 nekabpa 2014 rona N 429-03)

14. lNpun rocyaapCTBEHHOW perMcTpanmm opdaHHOro nekapcTBEHHOIo nNpenaparta 3asBUTenb NpeacTaBnseT nHpopMaLuio,
Heobxoammylo Ang opMmMpoBaHUs pasgena KIMHWUYEeCKOWn OOKyMeHTauun, B obbeme, YCTaHOBMEHHOM YMNOSHOMOYEHHbIM
denepanbHbIM OPraHOM UCMONTHUTENBHOW BRaCTL.

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

15. I'IpM perncrtpauummn BGuronorn4yeckoro NeKapCTBeHHOro npenaparta, nony4yeHHoro n3 Kposu, nina3mMmbl KpoBW 4ernoBeka, B
COoCTaBe perncrtpauymoHHOro pnocbe Ha J'IeKapCTBeHHbIﬁ npenapar Aanda MeguumHCKOro npuMeHeHuAa OOSXHbI ObITb
npegcrtasnieHbl JOMONTHUTENbBbHO!

1) B pasgene [AOKyMeHTaUuW agMUHUCTPATMBHOIO XapakTepa [OOKYMEHT, COAepXaliui MHgopmauuio o cybbektax
obpalleHnst JOHOPCKOM KpOBU U (MnN) ee KOMMOHEHTOB, O TOM, rae Obina ocylluecTBneHa goHauus (KpoBu u (Mnn) nnasmbl
KPOBM), @ Takke AaHHble 00 WH(EKUMOHHbIX 3aboneBaHusIX, NepeqaloLnXcsi NapeHTepanbHbIM NyTeMm, UHdOpMauMs o
cybbekTax obOpalleHnsi [OHOPCKOM KPOBU U (MNK) €e KOMMOHEHTOB, B OTHOLUEHMU KOTOPbIX OCYLLECTBMSIETCA KOHTPOMb
AOHOPCKOM KPOBU U (MNN) €€ KOMMOHEHTOB;

2) B pasgene XMM1M4eckon, oapmaLeBTUHECKOW U BUONOorniyeckom 4oKyMeHTaLuu:

a) KpUTEpPUM 1 cnocodbl 0TOOpa, TPaHCNOPTUPOBAHUS U XPAHEHUS JOHOPCKON KPOBM U (UNN) ee KOMMOHEHTOB;

6) pesynbraThl UccriegoBaHUin OTOBPaHHbBIX JOHOPCKOWM KPOBW U (MNK) Nnasmbl KPOBU M MyNOB HA Hanu4uve Bo30yauTenemn
MHEKLMI, BKItOYas nHdopmMaumio 06 MCnonb3oBaHHbIX METOAMKAX MCCNeAOBaHUA U B CrydYae UCCreaoBaHns nynos niasmbl
KpOBM pe3yrnbTaThl LOKYMEHTaNbHOro NOATBEPXAEHMS (BanmaaLmm) NCNOoNb30BaHHbIX METOAUK;

B) TEXHUYECKME XapaKTEePUCTMKN YNAKOBKU Ans 0TOopa OOHOPCKOW KPpOBU U (Mnn) nnasmbl KPOBM, BKIOYas MHAOPMaLmio

06 Mcnonb3oBaHHbIX PAcTBOPax aHTUKOAarynsHToB.
(Yactb gononHuTenbHO BKNtodeHa ¢ 1 aHBapst 2016 roga PenepanbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-03)

16. KnuHuuyeckme wuccnegoBaHUs JeKapCTBEHHOrO npenapata  Ans  MEOULMHCKOTO MPUMMEHEHMS B LEensx ero
rocygapctBeHHoOM peructpauum npoeogsatcs B Poccuiickon ®depepaumm B nopsigke, YCTAHOBIEHHOM cTaTbamu  38-44
HacToswero denepanbHoro 3akoHa. OTYET O MPOBEAEHHLIX MCCNEeOOBaHUNAX BKITOYAETCA B COCTaB pasfena KiMHUYECKOW
OOKYMEHTaUMM perMcTpaLMoHHOro 40Cbe Ha NIeKapCTBEHHbIN npenapaTt Anst MeaULMHCKOro npuMeHeHns. [na nekapcTBeHHbIX
npenapaToB Afs MEAULMHCKOIO NPUMEHEHMS!, B OTHOLLEHMMN KOTOPbIX B pe3yrkTate SKCnepTusbl AOKYMEHTOB, NpeacTaBieHHbIX
Ons onpegeneHnss BO3MOXHOCTM paccMaTtpvBaTbh NEKAPCTBEHHbIM npenapaTt Anis MeguMUMHCKOrO MPUMEHEHMS B KadecTBe
opcaHHOro nekapCTBEHHOro npenapaTa, Takad BO3MOXHOCTb MpuU3HaHa M B OTHOLUEHUW KOTOPbIX MPOBELEHbl KIMHUYECKMe
MNCCreaoBaHus, BbIMOMHEHHbIE 3a npedenamu Poccuinckon Pegepaumm B COOTBETCTBUM C MpaBuiiamMu  Hagnexallemn
nabopaTopHON NPaKTUKU WU NpaBuUnamMv Hagnexallen KIMHUYECKOW MpaKTWKKU, OOMYCKaeTCsl BKMOYEHME B COCTaB pasgena
KIMHUYECKON OOKYMEeHTauuM BMEeCTO OTveTa O pesyrbraTtax KIMHUYECKMX MCCneaoBaHUn fnekapCTBEeHHOro npenapara ans
MEeOULUHCKOrO NpuMeHeHus, nposedeHHblx B Poccuinckon degepaumm, otyeta O pesynbratax KIMHUYECKUX MCCcregoBaHuin,
BbIMOMHEHHbIX 3a npegenamu Poccuiickon ®enepaumm.

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

17. B cnyyae HenpeacTaBneHnsa C 3asdBfiEHMEM O rOCy4apCTBEHHOW peructpauumn fiekapCTBEHHOro npenapara ansd
MEOULMNHCKOTO NPUMEHEHUS OOKYMEHTOB, NMOATBEPXOAOWMX yNnaTy rocyaapCTBEHHOW MOLWWSMHBI U yKasaHHbIX B NyHKkTe 10
YacTu 2 HacTodAulen CcTaTbW, a Takke BblAaBaeMblX (MpegocTaBnsieMblX) YNOMHOMOYEHHbIMM heaepanbHbIMU OpraHamm
WCMNOMHUTENBHOWN BNAacT AOKYMEHTOB (CBeOeHMWI), yKasaHHbIX B NyHKTax 3 u 4 Yactu 4 HacTosLen cTaTby, YNONHOMOYEHHbIN
denepanbHbIn - OpraH  MCMOMHUTENbLHOW  BRacTM  3anpaluMBaeT YKa3aHHble [OOKYMEHTbl (CBegeHus)) B nopsigke
MEXBEAOMCTBEHHOIO MHPOPMALIMOHHOIO B3aUMOLENCTBUS.

(Yactb gononHuTenbHo BkNtoveHa ¢ 1 aHBapst 2016 roga PenepanbHbiM 3akoHOM OT 22 nekabpa 2014 rona N 429-03; B
pegakumu, BBegeHHon B gencteue ¢ 1 aHeapsi 2021 roga ®enepanbHbiv 3akoHoM OT 27 aekabpa 2019 rona N 478-93. - Cwm.
0peapIAayLYIo peaaKLmio)

18. He ponyckaetcsa ucnonb3oBaHMe B KOMMEPYeCKUX Lensx uHopmaumm o pesynsratax AOKNMHUYECKUX UCcreqoBaHun
NEKapCTBEHHbIX CPEeACTB W KIAWHWYECKUX WCCMeAoBaHWA JeKapCTBEHHbIX NpenapaTtoB Ans MEOUUMHCKOrO MNPUMEHEHNUS,
npencTaBreHHON 3asBUTENEM [A51s rOCYy0apCTBEHHOW perncTpalmmn nekapcTBeHHOro npenapara, 6e3 ero cornacusi B Te4eHune
LIeCTH NeT ¢ AaTbl rocy4apCTBEHHOM perncTpaunmn pedepeHTHOro nekapcTeeHHoro npenapata B Poccunckon ®egepaumm.
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(YacTb gononHuTensbHO BkNtoveHa ¢ 1 aHBaps 2016 roga PeneparnbHbiM 3akoHOM 0T 22 nekabpa 2014 rona N 429-03)

19. [epxatens unu Bnagenew, perucTpaurMoHHOro yAOCTOBEPEHUSI NEKApPCTBEHHOMO npenapara Ha GUOTEXHONOrMYECKUI
unn opdaHHbIA nekapcTBeHHbIM npenapaT o0ba3aH npegocTaBnsaATb Ha BO3ME3[HOW OCHOBe obpasubl pedepeHTHOro
nekapCTBEHHOro npenaparta 3asiBUTensM AN NPOoBeAeHUs KNMHUYECKUX nccnegosaHuin. CToumocTb obpasua pedepeHTHOro
neKapCTBEHHOro npenaparta, BKIMOYEHHOTo B NMepeYeHb KU3HEHHO HEOOXOOQUMBIX U BaXXHEWLLMX NEKapCTBEHHbLIX MpenapaTtos,
He [OofKHa NMpeBbIWaTh 3aperncTpMpoBaHHYO NpedernbHY OTNYCKHYH LieHY Ha pedhepeHTHbI NekapCTBEHHbIN npenapat unm
LieHY Ha NekapCcTBEHHbIN NpenapaTt B CTpaHe Npou3BoAMTENS.

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

20. 3asBneHve O rocygapCTBEHHOW perncrpauum BOCNPOM3BEOEHHOrO NeKapCTBEHHOrO npenaparta And MeavLMHCKOro
NPUMEHEHNST MOXET OblTb NMOAAHO B YMONTHOMOYEHHbIN doedeparnbHbIi OpraH MCMONHUTENbHOW BNAcTWU, OCYLLECTBISOLWNIA
rocylapCTBEHHYI0 PErucTpauuio NeKapCTBEHHbIX MpenaparoB, MO WCTEYEHUW YeTbipex neT C faTbl rocydapCTBEHHON
perucTpaunmn pedepeHTHOro nekapcTBeHHoro npenapata B Poccunckon ®enepaumm.

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

21. 3asiBneHve O TrocygapCTBEHHOW perucTtpauum 6uoaHanorosoro (6uonogoOHOro) nekapcTBEHHOro npenaparta
(brnoaHanora) MoxeT ObITb NMOAAHO B YMOMHOMOYEHHbIN hefepanbHbli OpraH UCMOMHUTENBHOW BracTW, OCYLLECTBMASIOLLMNA
rocyapCTBEHHYIO PErMCTPaLMIO NIEKapCTBEHHbBIX NPenapaToB, No UCTEYEHUN TPEX NET C AaTbl FOCYAapCTBEHHOW permcTpaumm
pedepeHTHOro nekapCcTBEHHOro npenaparta B Poccunckon denepaummn.

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

22. [epxatenb wnv Brnageney pPerucTpaumoHHOr0 YAOCTOBEPEHUsI NeKapCTBEHHOro rnpenapaTta MpeacTaBnsieT B
YNOMTHOMOYEHHbI defeparnbHblii opraH UCMOMHUTENbHOW BACTM, OCYLLUECTBMNSIOWMA DYHKLUM MO KOHTPOIMO U Haa3opy B
cdepe 3apaBoOXpaHEHUs, OTYET MO pesynbTatam dapMakoHaa3opa OAMH pa3s B LUECTb MECSLEB B TeYeHue OByX NeT rnocne
rocyqapcTBEHHOW perncTpauumn nekapcTBeHHoro npenaparta B Poccuiickoit ®egepaunm, eXerogqHo B TedeHune nocneayowmx
Tpex NeT ¥ B AanbHelLeM oguH pas B NSTb NET.

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

KommeHTapum k ctatbe 18

CTATbA 19. NPUHATUE PELUEHUA O BbIOAYE SKCMNEPTHOMY YUYPEXOEHUIO 3AOAHUA HA
NMPOBEOEHUE SKCMNMEPTU3bI IEKAPCTBEHHOIO CPELCTBA

1. B TeueHvne gecatn paboumx AHEN CO AHA MPUHATUSA 3asBMEeHWs O rocy4apCTBEHHOW perncrpaumu nekapCcTBEHHOro
npenapata COOTBETCTBYOLLNA YNONHOMOYEHHbIN hbeaepanbHbI OpraH UCMONHUTENBHOW BRacT NPOBOAUT NPOBEPKY MOSHOTHI,
OOCTOBEPHOCTM U NPaBUNBHOCTU OPOPMIIEHNsI NpeACTaBNeHHbIX JOKYMEHTOB PErMcTpauMoHHOro A0Chbe Ha NeKapCTBEHHbIN
npenapaTt 1 NPYHUMAET peLleHMe O Bbldave 3aJaHus Ha NpoBeaeHue:

1) aKkcnepTu3bl 4OKYMEHTOB, NPeACTaBEeHHbIX AN onpeaeneHnst BO3MOXHOCTW paccMmaTpuBaTh JliekapCTBEHHbIN npenapat
ANs MEAWLMHCKOIO NMPUMEHEHUS NPY OCYLLLECTBIEHMN FOCYAapCTBEHHOW perMcTpaunm B kayectee opdaHHOro fiekapCTBEHHOIO
npenapara;

2) 9KCNepTn3bl JN1eKapCTBEHHOIo cpeactBa B 4aCTU 3KCNEPTU3bl KavyeCTBa J1€KapCTBEHHONo cpenctBa W 3KCNepTusbl
OTHOLUEHUS OXMOaemon Mnonb3bl K BO3MOXHOMY PUCKY MNPpUMEHEHUA JeKapCTBEeHHOro npenapara nnda MeagumunHCKOro
NMPUMEeHeHUA;

3) SKCNepTn3bl J1IeKapCTBEHHOINo cpencrtsa B 4YacCTW 3KCNEpPTU3bl KayvecCcTBa JEeKapCTBEHHOro cpenctBa U 3KCNepTUu3bl
OTHOLLUEHNA OXMOaemMon nonb3bl K BO3MOXHOMY PUCKY MNpUMEHEHUA JeKapCTBEeHHOro npenaparta nna MeaumunHCKOro
npuMeHeHnAa B nopaAgke yCKOpeHHOVI npouenypbl 3KCNepTu3bl JeKapCTBEeHHbIX CpeacTtB B COOTBETCTBUMM CO cTtatben 26
HacTosuwero PenepanbHOro 3aKoHa;

4) aKcnepTM3bl NEKAapPCTBEHHOTO CPEACTBA B OTHOLLEHWUW NTEKAPCTBEHHOTO NpenapaTa Ans BETEPMHapHOro NPUMEHEHWS.

2. YNOMHOMOYEHHLIN denepanbHbI OpraH WCNOMHUTENbHOW BracTM yBEAOMISAET B 3MIEKTPOHHOW dhopMe MM Ha
OymMaxHOM HocuTerne 3asiBUTENsS U IKCNEPTHOE YYpeXAeHWe O MNPUHATOM pelleHWM O Bblgave 3adaHun Ha nposefdeHue
3KCMepTun3, NpeayCMOTPEHHbIX YacTbio 1 HacTodulen cTatbU, U B criydyae HeobxogMMoCT O Bblgaye paspelleHust Ha BBO3 B
Poccuiickyto ®epepaunio KOHKPETHOW NapTvUmM, Cepun 3aperncTpupoBaHHbIX U (M) HE3aPErMCTPMPOBAaHHbIX NEKapCTBEHHbIX
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cpencTs Unn 00 oTKase B nposegeHnn npeayCMOTPEHHbIX 3KCNepTnu3 C yKadaHueM NpuynH Takoro oTkasa.

3. B cnyyae BbisiBNEHUs OTCYTCTBMSI MMM HEOOCTOBEPHOCTUM UHOpMaLuW, cofepxalleics B NpeacTaBneHHbIX
3anBUTENEM LOKYMEHTaX, YNONHOMOYEHHbIN (heaepanbHblil OpraH UCMONHUTENLHOM BNacT! HAaNpaBsieT 3asBUTeNo 3anpoc 06
YTOUYHEHWM 3TON UHOPMaLMK (faree - 3anpoc YNONHOMOYEHHOro dheaeparibHOr0 opraHa MUCMONHUTENBHOW BRACTLN), KOTOPbIN
MOXeT ObITb NepefaH YNnonHOMOYEHHOMY MPEACTaBUTENIO 3asiBUTENSI TMYHO NOA PacrvCKy, HanpaBneH Mo NnoyTe 3akasHblM
MMCbLMOM WK NepeaaH B 3NEKTPOHHON hopMe Mo TeNeKOMMYHUKaLMOHHBIM KaHanaM cBsiau. B cnyyae HanpasneHus 3anpoca
YNONMHOMOYEHHOrO hbefepasnibHOr0 opraHa UCMOMHUTESNBHOM BMACTU MO NOYTE 3aKasHbIM MUCbMOM OH CYMTAETCS MOMyYEHHbIM
Mo UCTEYEHUW LLIECTN JHEN C AaTbl HanpaeneHusl 3akasHoro Ncbma.

4. 3aasuTenb 06a3aH NpeacTaByUTb OTBET Ha 3anpoc YNONMHOMOYEHHOro heepanbHOro opraHa MCNoNHUTENbHOW BMacTu B
CpOK, HE MpEBbLILWAKLWNA OeBSHOCTA paboymx OHeW co OHSA ero nonyyeHus. Cpok, yKasaHHbI B YacTu 1 HacTosWlen cTaTby,
NprMOCTaHaBMNMBAETCHA CO OHA HanpaBneHus 3asiBUTENO 3anpoca ynoNHOMOYEHHOro deaepansHOro opraHa UCMONMHUTENBHOW
BMacTu 0 AHSA NOyyYeHUs UM COOTBETCTBYIOLLEro OTBETA.

5. OcHoBaHveM Onsi OTka3a B OpraHM3auumM 3KCMepTM3, NPeayCMOTPEHHbIX YacTbito 1 HacTosulen CTaTbu, SIBASIETCA
npencTaBneHve HeobxoouMbIX Ans MPOBeAEeHUs MNPegyCMOTPEHHbIX 3KCMEepTU3 [AOKYMEHTOB B HEMONHOM obbeme unu
HernpeacTaBneHne 3asiBUTENEM B YCTAHOBMEHHBIN CPOK OTBETA Ha 3anpoc YMONMHOMOYEHHOro dheaepanbHOro opraHa
WCMOMHUTENBHOW BNacTu, a Takke NpeacTaBrneHne LOKYMEHTOB, HE COAEpXKaLLMX MCYEeprnbIBaOLWEro nepeyHs Heobxoaumbix
cBeaeHuN.

6. Mpu oTKase B opraHM3auuMy 3KCNepTU3bl, NPEeayCMOTPEHHOM NYHKTOM 4 4yactu 1 HacTodulei CcTaTbW, OOKYMEHTHI,
BXOASLLME B COCTaB PErMCTPaLMOHHOIO AOChbEe HA NeKapCTBEHHbIN Npenapar Ansi BETEPUHAPHOIO NMPUMEHEHUS, MOTYyT ObITb
BO3BpaLLeHbl 3asBUTENO Ha OCHOBaHUM €ro MMCbMEHHOIO 3anpoca, HanpaBeHHOro B YNOMIHOMOYEHHEIN dheaepanbHblA opraH
WCMOMHUTENBHON BNacTu B TedeHue Tpuauatn paboumx OAHEeW CO AHS NPUHATUSE YNONMHOMOYEHHBIM (dedepasibHbiIM OpraHoMm
WCMOMHUTENBHOW BNacTU pelleHnsi 00 oTkase B OpraHuM3auum Takon 3KCnepTusbl. YNOSIHOMOYEHHbIN deaeparbHblii opraH
WCMOMHUTENBHOW BracTu BO3BpaLLaeT 3asBMTENI0 YKa3aHHble JOKYMEHTbI B TeHYeHNe AecsTU paboumx OHEN CO AHSA NonyYeHus
COOTBETCTBYIOLLErNO 3anpoca 3asiBUTens.

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

(Ctatbs B pepakumn, BBeaeHHon B gencteue ¢ 1 monsa 2015 roga ®enepanbHbiM 3akoHoM OT 22 fnekabpa 2014 rona N
429-®3. - CM. mpeaplayLLyo PeAAKLN)

KommeHTapun k ctatbe 19

CTATbA 20. 9KCNEPTU3A OOKYMEHTOB, NMPEACTABJIEHHbLIX O1A ONPEOENEHNA BO3SMOXHOCTH
PACCMATPUBATb J'IEKAPCTBEHHUbII7I NPENAPAT AnA MEOULUUHCKOIO NPUMEHEHUA MNMPU
OCYLWUECTBNEHUWM TOCYOAPCTBEHHOW PETMCTPALIMN B KAMECTBE OP®AHHOIO JIEKAPCTBEHHOIO
NMPENAPATA

1. AkcnepTm3a LOKYMEHTOB, NPeACTaBMEHHbIX A5 ONpeaeneHns BO3MOXHOCTU pacCMaTpuBaTh fIeKkapCTBEHHLIN npenapar
Ana MeguLMHCKOro MPUMEHEHUS NPy OCyLeCcTBEeHUM rocyaapCTBEHHOW perncTpaLmm B kKa4ecTse opdaHHOro fiekapcTBEHHOro
npenapata, COCTaBfEHME KOMWUCCUEN ISKCNEPTOB 3aKMYEHNA O BO3MOXHOCTM WM HEBO3MOXHOCTM paccmaTpuBaTb
nekapcTBeHHbIM npenapar Ang MeguumHCKOro NpuMeHeHWs npu OCYLLEeCTBMEHUN rocygapCTBEHHOW perncTpaumm B KayecTse
OpdaHHOro nekapCcTBEHHOro npenaparta W HanpaBfneHWe AaHHOro 3aKMYeHUs B YNOMHOMOYEHHbIN dedeparnbHbIi opraH
WCTONMHUTENBHOW BNacTM OCYLUECTBASKTCA B CPOK, HE MpeBbllalWMin Tpuguatu paboumx [HeW CO OHSA Nofy4veHus
3KCMEePTHbIM yypexaeHnem 3agaHusa YnonHOMOYEHHOro denepanbHOro opraHa WUCMNOMHUTENbHOW BNacT U B 3NEKTPOHHOW
dopmMe 1M Ha BymMaxKHbIX HOCUTENSIX HEOOXOAMMBIX AOKYMEHTOB, yKa3aHHbIX B nyHkTax 1, 2, 5, 6, 10 yactmn 4 n B Yactn 7
ctatbu 18 HacTosulero PenepanbHOro 3akoHa.

2. [JOKyMeHTbI, coaepXalimecs B permcTpaumoHHOM [OCbe Ha JNIEKapCTBEHHbIN npenapaTt M NOCTYNMBLUME HA OyMadKHbIX
HOCUTENSIX B SKCMEPTHOE yypexaeHue A5is OCYLLECTBNEHUS UX SKCNepTusbl A1s onpeaeneHns BO3MOXHOCTU paccMaTpuBaTh
neKkapCcTBEHHbIN NpenapaT ans MeauUMHCKOro NMpUMEHEHUs B KayecTBe opdaHHOro NlekapCTBEHHOro npenapara, nognexart
BO3BpaTy B YMNOSIHOMOYEHHbIN dpeaeparnbHblii  OpraH  MWCMOMHUTENbHOM BMAacTM OOHOBPEMEHHO C  3aKJIHOHEHMSIMU
COOTBETCTBYIOLLNX IKCNEPTUS.

(Ctatbs B pegakumn, BBeaeHHon B gencteue ¢ 1 mionsa 2015 roga ®enepanbHbiM 3akoHOM OT 22 fnekabpa 2014 rona N
429-®3. - CM. mpeaplayLLyo PeAaKLn)

KommeHTapum k ctatbe 20
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CTATbA 21. PELLEHUE O BO3MOXHOCTU PACCMATPUBATb NEKAPCTBEHHbIN MPENAPAT MPU
OCYLWLUECTBNEHUMN TOCYOAPCTBEHHOW PETMCTPALIMXN B KAMECTBE OP®AHHOIO JIEKAPCTBEHHOIO
NMPEMAPATA

1. B cpok, He npeBblLIAWUA NATU paboumx AHEN CO AHSA MONydeHUsl 3aKmdeHusl, ykasaHHoro B Yactu 1 cratbu 20
HacTosuwero PenepanbHOro 3akoHa, YNONMHOMOYEHHbIN dheaepanbHbli OpraH UCNOMHUTENBHOW BNACTW OCYLLECTBMASET OLEHKY
Nony4YeHHOro 3akriveHus ansa onpefeneHus ero COOTBETCTBUS 3aJaHWi0 Ha NpoBedeHWe COOTBETCTBYIOLLEN IKCNepTusbl n
yBEAOMISIET 3asBUTENS B 3MEKTPOHHOM hopMe unm Ha OymakHOM HocuTerne O pesyrbTatax NPOBEAEHHOW 3KCMepTu3bl C
NPUNOXEHNEM KOMUU SKCMEPTHOrO 3aKntoYeHns (C coxpaHeHMeM KOHMAEHUManbHOCTU MHAOpMaLMM O COCTaBe 3KCMEepPTHOM
KOMUCCUM) N O BO3MOXXHOCTU MMM HEBO3MOXXHOCTU paccMaTpuBaTh NeKapCTBEHHbIV Npenapar ans MeguumMHCKOro MpuMMeHeHus
npw OCYLLECTBEHUN rOCYAAapCTBEHHOWN perncTpaLmm B Kadectse opdhaHHOro nekapCTBEHHOro npenapara.

2. MNMpn BbIHECEHUN KOMUCCUEN IKCMEPTOB 3aKMOYEHNA O BO3MOXHOCTU paccMmaTpuBaTth NIEKAPCTBEHHbIA npenapaTt ns
MEOVUMNHCKOrO MPUMEHEHMSA MpPU OCYLLECTBMEHMM FOCYAapCTBEHHOW perncrpauum B KadecTBe opchaHHOro nekapCTBEHHOMO
npenaparta ynoriHOMOYEHHbIN hefepanbHbIi opraH UCMONMHUTENbHOM BNacTU B CPOK, HE MPEBbILLAIOLWNIA NATU pabodnx gHen co
OHS MOMyYeHUs OaHHOrO 3aKrYeHWsl, NPUHUMMAET pelleHMe O Bblgade 3adaHusi Ha MNpoBedEeHME 3KCNepTM3bl KavecTBa
NEKapCTBEHHOrO CPEACTBA M 3KCNEPTU3bl OTHOLLEHNS OXXMOAEMOW NOSb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NTEKAPCTBEHHOMO
npenapata gfs MeauUMHCKOro NPUMEHEHWUs B MOPSiAKE YCKOPEHHOW Mpouenypbl 3KCMepTU3bl NEKapCTBEHHOrO cpeacTea B
COOTBETCTBMU CO cTaTben 26 HacTodulero PeaepanbHOro 3akoHa.

3. B crniyyae nNpuHATUS peLleHWs O HEBO3MOXHOCTM paccMaTpuBaTb NEKapCTBEHHbIV Mnpenapat Ans MeOULUHCKOro
NpPUMEHeHUs NpyU rocygapCTBEHHOW permctpauuu B KadecTBe OpP(haHHOro nekapCTBEHHOro npenapaTta YnONHOMOYEHHbIN
denepanbHbI OpraH WCMNOMHUTENBHON BracTM MNpekpalwlaeT npouenypy rocygapCcTBEHHOW perncrpaumm nekapcTBEeHHOro
npenapata. 3asiBUTENb BNpaBe 00paTUTbCA B PErUCTPUPYIOLLMIA OpraH C 3asiBlIEHWEM O TOCYAapCTBEHHOW perncrpauum
yKa3aHHOro fiekapcTBEHHOro npenapara B COOTBETCTBUM co cTatben 18 HacTosuwlero PeaepansHOro 3akoHa.

(CtaTtbsa B pepakuuu, BBegeHHow B aevicteue ¢ 1 uonst 2015 roga ®enepanbHbiM 3akoHOM oT 22 nekabpa 2014 rona N
429-03. - CM. NpeabIAyLLYI0 PDEAAKLIMIO)

KommeHTapun Kk ctatbe 21

CTATbA 22. PELUEHUE O NPOBEAEHUU KITMHWYECKOIO UCCNEAOBAHUA NEKAPCTBEHHOIO
NMPENAPATA And MEQULUMHCKOIO NPUMEHEHUA

(YTpatnna cuny ¢ 1 niona 2015 roga - PeaepanbHbin 3akoH 0T 22 Aekabpa 2014 rona N 429-03. - Cm. npeablayLLyo
penakumio)
KommeHTapui k ctatbe 22
CTATbA 23. SKCMNEPTU3A KAHYECTBA JNIEKAPCTBEHHOI'O CPEACTBA U 3KCNEPTU3A OTHOLUEHUA
OXXWOAEMOW NOJNb3bl K BO3MOXXHOMY PUCKY NPUMEHEHUA NEKAPCTBEHHOIO NMPEMAPATA ONs
MEOUWLUMHCKOIO NPUMEHEHUA

1. OKkcnepTu3a KayecTBa NeKapCTBEHHOIO CPEACTBA U 3KCMepTU3a OTHOLLIEHUS OXUAaeMol Mosb3bl K BO3MOXHOMY PUCKY
NpUMEHeHWs1 NekapCTBEHHOIO npenaparta Ans MeauUUHCKOro NMPUMEHEHWs!, COCTaBEHNE KOMUCCUSIMU SKCNEPTOB 3aKIOUYEHNI
no pesynbTataM MPOBEAEHHbIX 3KCMEepPTU3 W HanpaBfieHWe 3STWX 3aKMOYEeHUI B YMONHOMOYEHHbIN dhedepanbHbii opraH
UCMOMHUTENBHON BNacTU OCYLLECTBMSIOTCS B CPOK, He MpeBbILAOWMA cTa AecaTu pabounmx OHel co AHS nomyveHust
3KCMEPTHBbIM YUYPEXAEHNEM COOTBETCTBYHOLLErO 3aaHus YNONHOMOYEHHOro dheaeparnbHOro0 opraHa UCMOMHUTENBHOWM BNacTu
HeobXoAUMbIX [OKYMEHTOB B 31EKTPOHHOM hopMe UK Ha ByMaXKHbIX HOCUTENSIX.

2. B TeyeHne geBsiHOCTa AHEW CO AHS NOMyYeHUsa pelleHnsa ynoriHOMoYeHHoro defepansHOro opraHa UCNOSTHUTENBHOMN
BNacTy O NpoBedeHUN 3KCNepTu3, NpegyCMOTPEeHHbIX YacTbio 1 HacToswen cTatbu, 3asBuUTEeNb NPeacTaBnsaeT B 3KCnepTHoe
yupexaeHue Ansi NpOBEeAEHUsi SKCNEePTU3bl KadecTBa NeKapCTBEHHOrO cpeacTBa obpasubl NeKapCTBEHHOro npenaparta ans
MEANLIMHCKOTO MPUMEHEHUS], MNPOU3BEAEHHOIO B COOTBETCTBMM C TPeOOBAHWAMMU  OMbITHO-NPOMBILMEHHOTO ©  (MnK)
NPOMBILLIIEHHOTO PEerfiaMeHToB, YTBEPXAEHHbLIX PYKOBOAUTENEM MpOU3BOAMTENS NEKapCTBEHHbIX CPeacTB, a Takke B
COOTBETCTBYIOLMNX crnyyasx obpasubl dhapmaLeBTUHECKOW CyOCTaHLMU, TeCT-LUTaMma MUKPOOPraHW3MOB, KYMbTypbl KIETOK,
obpasLbl BelecTB, MPUMEHSIEMbIX [OJ19 KOHTPONS KavyecTBa MNEKaApCTBEHHOrO CpeacTBa MNyTEM CpPaBHEHUS C  HUMU
ncecrnegyemoro NekapcTBEHHOIO CPeACcTBa, B KONMYECTBaxX, HEOOXOAMMbIX AN BOCMPOU3BEAEHUS METOA0B KOHTPOMS KAYecTBa.

3. MNpun nonyyeHun obpasLoB NekapCTBEHHOrO npenapaTta u dapmaueBTUYeckon cybCTaHUMM 3KCMepTHOe yypexaeHue
BblAAET 3asgBUTENIO JOKYMEHT, NOATBEPXAAoLWMIA NonyyeHne yKkazaHHbIX 06pasLoB, U B CPOK, HE NpeBbILLaoLLnin Tpex paboumnx
OHEN, yBeOMMSET B 3MeKTPOHHOW dopMe unu Ha BymaxHom Hocutene ob 3TOM YMNONMHOMOYEHHbIM dheadeparnbHbld opraH
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MCMNOMHNTENBbHOM BNAcTW.

4. YkasaHHble B 4acTax 2 M 3 HacTodulen CTaTbW CPOK ANs MNpeacTaBneHus 3assuTenemM o0pasuoB NekapCTBEHHOMO
npenapata n ¢papmaueBTMYecKon cybCTaHUMM U CPOK YBEOOMIIEHUS SKCNEPTHbIM yuypexaeHnem o6 3atoM Ha OymaxkHom
HOcuTene YrnosIHOMOYEHHOro dpeeparnbHOro opraHa UCNOMHUTENBbHOW BNACTU HE BKMOYAKOTCS B CPOK NPOBEAEHUSA IKCNEPTUs,
npeaycMOTPEHHbIX YacTblo 1 HacTodLlen cTaTbu.

5. [JoKkyMeHTbl, NOCTYMNMBLUWE B 3KCMNEPTHOE YYpexaeHWe Ansi NPOBEAEeHWUs 3KCNepTu3, NpedyCMOTPEHHbIX YacTbio 1
HacTosLen cTaTby, NoAsexaT BO3BpaTy B YNOMHOMOYEHHbIA dheaepanbHbIil opraH UCNONMHUTENBbHOW BNAacT OQHOBPEMEHHO C
3aKIMOYEHUAMUN, NOMYYEHHBIMW MO pe3yribTaTaM COOTBETCTBYHOLLMX 3KCMEPTU3.

(Ctatbs B pegakummn, BBegeHHon B genicteue ¢ 1 mionsa 2015 roga ®enepanbHbiM 3akoHOM OT 22 fekabpa 2014 rona N
429-®3. - CM. mpeaplayLLyo PDeAAKLNI)

KommeHTapum k ctatbe 23

CTATbS 24. SKCINMEPTU3A KAYECTBA NNEKAPCTBEHHOIO CPEAICTBA U 3KCNEPTU3A OTHOLLUEHUA
OXXWOAEMOM MNMOJb3bl K BO3MOXHOMY PUCKY NPUMEHEHUA NEKAPCTBEHHOI'O NPENAPATA AOJ1A
BETEPUHAPHOIO NPUMEHEHUA

1. OKkcnepTu3a KavyecTBa NEeKapCTBEHHONO CPEACTBA U SKCMEepTU3a OTHOLLIEHUST OXUAaeMOoN Nosb3bl K BO3MOXHOMY PUCKY
NPUMEHEHNs1 TNEKapCTBEHHOro mnpenapata Ansd BETEPUHAPHOTO MNPUMEHEHWS, COCTaBIEHME KOMMUCCUSIMW 3KCMEepPTOB
3aKnioYeHUn Mo pesyrnbTataM YKa3aHHbIX 3KCMepTU3 U HanpasfeHne Takux 3akrodeHUr B YMOSTHOMOYEHHbIN dheaepanbHbIi
OpraH VCMOMHUTENbHOM BNacTW OCYLLUECTBMASKOTCA B CPOK, HE MPEBbLIWAKLINA CTa AECATM pabounx AHEN CO OHSI MonyYeHus
SKCMEPTHBLIM YUYPEXAEHNEM 3a[aHWUsI YNOMHOMOYEHHOrO dhefdepanbHOro opraHa WCMOMHUTENBHOM BRacTu C AOKYMEHTaMMu,
yKasaHHbIMK B YacTu 3 ctatbn 17 HacTodulero deaepanbHOro 3akoHa.

(YacTb B pegakumm, BBegeHHoN B genctame ¢ 22 Hosiops 2014 rona PenepanbHbiM 3akoHOM OT 22 okTabps 2014 rona N
313-93; B pegakumm, BBegeHHoU B AerictBue PeaepanbHbiv 3akoHoM oT 13 mong 2015 roaa N 241-93. - CMm. npeablayLyo

penakuuio)

2. B TeuyeHue Tpmauatm paboumx OHEM CO OHA MONyYeHWs pelleHust YMOSTHOMOYEHHOro doeaepanbHOro opraHa
MCMNONHUTENbHOM BMacTM O NMPOBEAEHUN YKa3aHHbIX B YacTu 1 HacTosAulen CTaTbW 3IKCMEepTU3 3asBUTENb NPEACTaBnseT B
3KCMEepTHOe YyupexaeHue AOnsg nNpoBedeHUsA 3KCMepTu3bl KayecTBa IeKapCTBEHHOro cpeacTtBa obpasubl NeKkapCcTBEHHOro
npenapata AnNg BETEPUHAPHOrOo MPUMEHEHUs, MPOU3BEAEHHOr0O B COOTBETCTBUM C TpeboBaHMAMWU TEXHOMOrM4ecKux
pernameHToB, YTBEPXAEHHbIX PyKOBOAMTENEM Npon3BoanNTENS NeKapCTBEHHbIX CPEACTB, a Takke B COOTBETCTBYIOLLMX Cryyasx
TeCT-UTaMMbl  MUKPOOPraHU3MOB, KymnbTypbl KMneTok, obpasubl dapmauesTuyeckon cybctaHuumn, obpasubl BeLlecTs,
npMMeHseMble NS KOHTPONSA KayecTBa NeKapCTBEHHOrO CPeACcTBa, B KONMMYecTBax, HeOOXOAMMbIX AN BOCNPOM3BEOEHMS
METOAOB KOHTPOIS Ka4ecTsa.

(Yactb B pegakuun, BBeageHHon B gencteme ¢ 13 aBrycta 2019 roga PenepanbHbiM 3akoHoM oT 2 aerycTta 2019 rona N
297-®3. - CM. NpeablayLLYo PeAAKLNI)

3. MNpu nony4yeHnn obpasLOB NekapCTBEHHOrO npenapara u dapMaLeBTUYecKor CyOCTaHLMM SKCNEPTHOE ydpexaeHue
BblJAET 3asiBUTENO JOKYMEHT, MOATBEPXAAKLLNIA NOMyYeHNe yKa3aHHbIX 06pasLoB, U B CPOK, HE MPEBbILLALLUA Tpex paboumnx
OHen, yBeooMnseT B NMCbMEHHON hopme 06 3TOM yMNONMHOMOYEHHbIV dhefepanbHbii OpraH UCMOMHUTENbHON BrAacTu.

4. CpOK ana npeacrtaBneHna 3adaButernem OGpaBLI,OB JNIeKapCTBEHHOIo npenapara u CbapMaLLeBTVILIeCKOIZ Cy6CTaHLI,VII/I n
CPOK yBEOOMJIIEHUNA 3KCNEepPTHbIM Yy4YpexXaeHuem 06 3TOM B MMUCbMEHHOW d)opme YNOJTHOMOY€EHHOIo cbe,u,epaanoro opraHa
MCMNOMHNTENBHOW BRacTw, YKa3aHHble B 4acTax 2 n 3 HacTosulen cTaTtby, He BKMOYaKTCA B CPOK npoBeneHnAa yKa3aHHbIX B
yactu 1 HacTosulen cTaTbm 9KCNepTuns3.

5. ,D,OKyMeHTbI, NnocTynmellnEe B 3KCMEpPTHOE y4dpexaeHune Onda nposeaeHua ykKasaHHbIX B 4acTu 1 HacTosulen cratbu
9KCNepTn3, nopgnexartr BO3BpaTy B yI'IOﬂHOMO‘-IeHHbIVI (be,u,epaanblVl opraH WCNONHUTENBHOW BMacTn OAHOBpPEMEHHO C
3aKn4YeHnaMn no pesynbratamM yKa3aHHbIX 3KCNepTus.

KommeHTapum k ctatbe 24

CTATbA 25. NOBTOPHOE NMPOBEAEHUE 3KCMNEPTU3bl IEKAPCTBEHHbIX CPEACTB
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(HanmeHoBaHue B pegakumm, BBedeHHoN B AencTtaeure ¢ 1 nonsa 2015 roga PenepanbHbiM 3akoHOM 0T 22 nekabpa 2014 rona N
429-03. - CM. NpeabIAyLLYI0 PDEAAKLIMIO)

1. B cny4yasix HegocTaTo4HOW OBGOCHOBAHHOCTU WM HEMOSHOTbI 3aKIHYEHUS] KOMUCCUM 3KCMEpPTOB, HanMUuusi B HEM
NPOTUBOPEUMBLIX AaHHbIX, hanbcudpuKkaLn BoIBOAOB 3KCMEPTM3bl NIEKApPCTBEHHOIO CPeACTBa, COKPLITUS OT YNONHOMOYEHHOMO
beiepanbHOro opraHa UCMONMHUTENbHOW BMAacTU OCHOBaHWA ANsi OTBOAA 3KChepTa BCreACTBME €ro 3auHTepecOoBaHHOCTU B
pesynbratax COOTBETCTBYIOLLEN 3KCMEPTM3bl, HanMuMs AaHHbIX O NpPsiMOM MO0 KOCBEHHOM BMeLLaTeNnbCTBE B MpoLEecc
COOTBETCTBYIOLLIEN IKCNEPTU3bI NAL, HE YYACTBYIOLMNX B €e NPOBEOEHUN, HO OKa3aBLUMX BIIMSHWE Ha MPOLECC N pesynbTaTthl ee
npoBeaeHns, YNofIHOMOYEHHbIM dheaeparnbHbIM OpraHoM WCMNOMHUTENBHOM BacTW Ha3Ha4YaeTcsi MOBTOpPHas 3KCnepTusa
NeKapCTBEHHOro cpeacTea 1 (MNKn) aTndeckas aKcnepTuaa.

(YacTtb B pegakuun, BBegeHHom B aenctaeme ¢ 1 uiona 2015 roga ®enepanbHbiM 3akoHOM OT 22 nekabps 2014 roga N 429-

®3. - Cm. npeabiayLLyo pefakLuo)

2. NoBTOpHasi akcnepTn3a NekapCTBEHHOro CpeacTBa NPOBOANTCS C YYETOM pe3yrbTaToB paHee NPoOBEAEHHON 3KCNepPTU3bI
B CPOK, YCTaHOBINEHHLIN YNONMHOMOYEHHbIM hegepanbHbiM OpraHoM UCMOMHUTENBHON BNACTU M HE NPEBbLILWAKLWUA TpuauaTtm
pabounx [HeMn CO [OHA TMOMyYeHWUs JKCMEPTHbIM YYpeXAEHUEM 3aJaHus Ha MpoBedeHVME MOBTOPHOW 3KCMEepTU3bl
neKapcTBEHHOrO CpeacTaa.

(YacTb B pegakumu, BBeaeHHou B gericteue ¢ 1 nionsa 2015 roga PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-
®3. - CM. npeapIayLLyio peaakLmio)

3. dnHaHcoBoe obecneyeHne BbINOMHEHUS 3a4aHUSA Ha NPoBedEeHME MOBTOPHOW 3KCNEPTU3bl NEKAPCTBEHHONO CPeacTBa
He oCcyLlecTBMseTCA.

(Yactb B pegakuun, BBegeHHou B Agencteume ¢ 1 uiona 2015 roga ®epepanbHbiM 3akoHOM OT 22 nekabps 2014 roga N 429-
@3. - CM. NpeabIayLLyo peaakLnio)

KommeHTapun K ctatbe 25

CTATbA 26. YCKOPEHHASA NMPOLIEAYPA 3KCNEPTU3bIl IEKAPCTBEHHbLIX CPEACTB

1. YckopeHHast npoueaypa 3KCnepTu3bl JIEKapCTBEHHBLIX CPEACTB B LIENsSX rocy4apCTBEHHOW pPermcTpaLmmn nekapCTBeHHbIX
npenapaToB MPUMEHSIETCA B OTHOLLEHUM opddaHHbIX NIEKAPCTBEHHLIX NpenapaToB, NEPBbLIX TPEX NeKapCTBEHHbIX NPenapaTos,
peructpupyembix B Poccuickonn ®efepaumm B KauyecTBe BOCMPOM3BEAEHHbIX NEKAPCTBEHHbIX MpenapaToB, O4YepPeaHOCTb
KOTOPbIX OMNpenensieTcs B COOTBETCTBMM C HOMEPOM W OaTOM BXOASLWMX 3asBMEHMWN O rOCYy4APCTBEHHOW perncrpaumm
NEeKapCTBEHHbIX MpenapaTtoB B pamMKaxX OOHOMO MEXAYHApPOLHOro HEenaTeHTOBaHHONO HaWMEHOBaHMSA JeKapCTBEHHOMO
npenapata uWnuM rpynnMpoBOMHOIO HAMMEHOBAHWSA FNEKApPCTBEHHOrO npenaparta, W JNeKapCTBEHHbIX Mpenapartos,
npeaHasHa4YeHHbIX UCKNIOYNTENBHO AS1S NPUMEHEHUS HECOBEPLUEHHONETHUMU FpaXKaaHaMMm.

(YacTtb B pegakuun, BBegeHHom B aencteme ¢ 1 uiona 2015 roga PenepansHbiM 3akoHOM OT 22 nekabps 2014 roga N 429-
®3; B pemakuun, BBeaeHHon B genctene PenepanbHbiM 3akoHom oT 13 wmong 2015 roga N 241-93. - CM. npeablayLuyto
penakuuio)

2. YckopeHHas npoueaypa 3KcnepTusbl NekapCTBEHHbIX CPeACTB B LIENSX FOCY4apCTBEHHOW perncTpauum nekapcTBeHHbIX
npenapaToB He MPUMEHSIETCS B OTHOLLEHWMU:

1) BnoaHanoroBbix (6MONOAOGHBIX) FleKapCTBEHHbIX NpenapaToB (bMoaHanoros);

2) pedbepeHTHbIX NEKapCTBEHHbIX MPenapaToB (3a UCkIoYeHneM opdaHHbIX NIeKapCTBEHHbIX Npenaparos);

3) BOCMpom3BedEeHHbIX JleKapCTBEHHbIX NPenapaTtoB (3a MCKMYeHWeM MepBbiX Tpex pernctpupyembix B Poccuiickoi
degepaumn B Ka4ecTBe BOCNPOU3BEAEHHbIX NEKapCTBEHHbIX MpenapaTtoB M NeKapCTBEHHbIX NpenaparoB, nNpeaHa3HayYeHHbIX
WCKMNIOYNTENBHO ANSA NPUMEHEHUSA HECOBEPLLEHHONETHUMM rpaxxaaHamu);

4) HOBbIX KOMBWHaLMIA 3apervcTpMpPOBaHHbIX paHee NieKapCTBEHHbIX NpenapaTos;

5) nekapcTBeHHbIX NpenapaToB, 3aperncTpMpoBaHHbIX paHee, HO MPOU3BedeHHbIX B APYruX nekapcTBeHHbIX dopmax B

COOTBETCTBUM C NEepeyHeM HaMMEHOBaHWIN NeKapCTBEHHbIX POPM 1 B HOBOW JO3MPOBKE.
(YacTtb B pegakuun, BBegeHHom B gencteme ¢ 1 niona 2015 roga PenepanbHbiM 3akoHOM OT 22 nekabps 2014 roga N 429-

®3. - CM. npeabiayLLyo PeAaKLnIo)
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3. YckopeHHas npouedypa SKCNepTusbl IEeKapCTBEHHbIX CPeACTB MPOBOAUTCS MO PELUEHUI0 COOTBETCTBYHLLErO
YMONMHOMOYEHHOro (befiepanbHOro opraHa WCMOSMHWUTENbHOM BAcTM Ha OCHOBAHWM 3asiBMEHWUs] 3asiBATENsS B CPOK, He
npeBbIWaLWLnA BocbMUaecaT pabounx gHewn. Mpu aToM aKcnepTnsa 4OKYMEHTOB, COAEPXKaLLMXCA B PerMcTpaumMoHHOM JoCke
Ha IeKapCTBEHHbLIA Mpenapar, NPOBOAUTCA B CPOK, He MpeBbllAKWMA AecaTn pabounx [OHeW, 3KcnepTM3a KadvecTBa
NeKapCTBEHHOMO CPEACTBA M 3KCMEepPTM3a OTHOLLEHWSI OXXMAAEMOW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI NNEKAaPCTBEHHOIO
npenapaTa NPOBOAATCS B CPOK, HE NPEBbLILIAKLLNIA LUECTUAECATH pabounx aHEN.

(YacTtb B pegakuun, BBegeHHom B aencteme ¢ 1 niona 2015 roga ®enepansHbiM 3akoHOM OT 22 nekabps 2014 roga N 429-
®3. - Cm. npeaplayLyo peaakLmio)

3_1. B oTHoweHnn opdraHHbIX NEKaApCTBEHHbIX MpenapaTtoB MOryT ObiTb NpeacTaBneHbl pesynbraTbl LOKITMHUYECKMX
NCCNEeaoBaHUN NEKapCTBEHHbLIX CPEACTB M KIMHUYECKUX WCCegoBaHMM NEKapCTBEHHbIX NpenapaTtoB ANs MeAMLMHCKOro
NPUMEHEHNs, BLINOMHEHHbLIX 3a npegenamu Poccuiickon dPegepaumm B COOTBETCTBUM C MNpaBuiiaMy  Hagnexaiuen
nabopaTopHOM NPaKTUKX U NpaBuUiaMn HageXxallen KIMHUYECKOM NPaKTUKN.

(Yactb gononHuTenbHO BKNtoveHa ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabps 2014 rona N 429-93)

4. YckopeHHas npoueaypa 3KCnepTu3bl NekapCcTBeHHbIX CPeacTB NPOBOAUTCA B NOPSAKe, YCTaHOBNEHHOM cTtatbamu 17-20,
23 n 24 Hactodulero ®denepanbHOro 3akoHa, M He O3HayaeT CHWXeHus TpeboBaHuM K 0e3onacHOCTM, KayecTBy W
a(ppeKkTMBHOCTM NeKapCTBEHHbLIX NpenapaTos.

KommeHTapum k ctatbe 26

CTATbA 27. PELLEHME O TOCYOAPCTBEHHOW PETMCTPALIUM NNEKAPCTBEHHOIO NPEMAPATA

1. B CpOK, HE MpEBbLILLAIOLLMA AECATU pabouMX LHEWN CO AHS NOMyYeHUs! 3aKI0YEHUI KOMUCCUM SKCNEPTOB MO pesynbratam
3KCMepTu3bl KavyecTBa NEKapCTBEHHOr0 cpeacTBa U 3KCMepTU3bl OTHOLUEHWS OXMAAeMOW Mofb3bl K BO3MOXHOMY PUCKY
NpPUMEHEeHNss NeKapCTBEHHOro npenapata, COOTBETCTBYHOLIMA YNOMHOMOYEHHbIN deaeparnbHbIi OpraH WUCMONHUTENbHOM
BacTu:

(AB3aL B pegakuuun, BeegeHHor B gencteue ¢ 1 nona 2015 roga ®enepanbHbiv 3akoHoM 0T 22 Aekabpa 2014 rona N 429-
@3. - CM. NpeabIayLLyo peaakLno)

1) pasmeLyaet Ha cBoem odmLmanbHOM carTe B ceTu "MHTepHET" COOTBETCTBYIOLLME 3aKMOYEHUS KOMUCCUN IKCNEPTOB U
OCYLLECTBNSAET UX OLEHKY ANs onpefeneHns COOTBETCTBMSA 3a[aHNI0 Ha NpoBeAeHne 3TUX SKCMepTus;

(MyHKT B pegakuunn, BBeaeHHom B aencteme ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM oT 22 nekabps 2014 rona N 429-
®3. - Cm. NpeapblayLLyo PeAaKLnI0)

2) NpUHMMAET peLleHne O roCyAapCTBEHHOM perncTpauum nekapcTBEHHOro npenapara un o6 oTkase B rocyapCTBEHHOM
pervcTpaummn nekapcTBEHHOro npenapara;

3) BHOCUT MpU MNPUHATAM PpeLUeHNss O ToCydapCTBEHHOW perucTpaumMu nekapCTBEHHOro npenapata [AaHHble O
3aperucTpupoBaHHOM NEKapCTBEHHOM Mpenapate, B TOM uucrie o dpapmaleBTu4eckon cybcraHumm, BXOAsLEN B COCTaB
NeKkapCcTBEHHOro npenaparta, B [OCYyAapCTBEHHbIM PEECTR NEKAPCTBEHHbLIX CPEACTB M BblAAeT 3asBUTENO pPerucTpaunoHHoe
YOOCTOBEPEHUE IEKAapCTBEHHOrO npenapata, oopmMa KOTOPOro YTBEPXAAETCS YMNONMHOMOYEHHbIM yefeparnbHbiM OpraHoM
WCTONMHUTENBHOW  BNacTW, COIMacoBaHHbIE HOPMATMBHYK [OOKYMEHTAUMK, HOPMATUBHbIA [OOKYMEHT, WHCTPYKUMIO MO
NPUMEHEHMIO NEKAPCTBEHHOIO Mpenapata M MakeTbl MEepPBUYHOM YMaKOBKM M BTOPUYHOM (MOTPEOUTENBCKON) YNakoBKU C
yKa3aHMeM Ha HUX HOMepa PEerucTpauMoOHHOrO YAOCTOBEPEHUsI NEeKapCTBEHHOrO npenapata M AaTtbl ero rocygapCTBEHHOW
perucTpaummM nnuM B crnydae NpuHATUSE pelleHus o6 oTkase B rocydapCTBEHHOW perucrpaumu nekapCTBEHHOro npenapara
yBEAOMMSIET B NMUCbMEHHOW hopMe 3asBuUTeNs 06 3TOM C yka3aHMeM NMPUYUH Takoro oTkasa. 3a Bbigady pervcTpaumoHHOro
YOOCTOBEPEHUS! NEeKapCTBEHHOTO MNpenapaTta B3MMaeTCsl roCyAapCTBEHHas MOLfMHA B COOTBETCTBMM C 3aKOHOLATENbCTBOM
Poccuinckon ®enepaumm o Hanorax n cbopax.

(MyHKkT B pegakunn, BBeaeHHon B aencteue ¢ 1 nons 2015 roga PenepansbHbiM 3akoHOM OT 22 nekabps 2014 rona N 429-
@3. - CM. NpeabIayLLyo peaakLnio)

2. OcHoBaHMeM [ansi OTKa3a B [OCYAapCTBEHHOW perucTpauuy JekapCTBEHHOro npenapata Ans MEeQUUMHCKOro
NPUMEHeHWs1 SBMSIETCS 3aKIOYEHNE COOTBETCTBYHOLLENO YMNONIHOMOYEHHOMO (hefepanbHOro opraHa UCNOSIHUTENBHON BRACTM O
TOM, YTO Ka4ecTBO U (Mnn) 3 PHEKTUBHOCTL PEMMCTPUPYEMOTO JIEKapCTBEHHOMO Mpenaparta Afsi MEGULMHCKOTO NMPUMEHEHUs He
MoATBEPXAEHb! MOMYYEHHbIMM [aHHbIMKM UMM YTO PUCK MPUYMHEHWS Bpeda 300POBbI0 YerioBeka BCMEACTBME NpuemMa
neKkapCcTBEHHOro npenapara ans MeauuMHCKOro NpUMeHeHUs NpeBbillaeT 3peKTUBHOCTb €ro NPUMEHEHMS.
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(Yactb B pegakumu, BBegeHHon B aencteme ¢ 15 noHs 2018 roga PenepanbHbiM 3akoHoM OT 4 vioHa 2018 roga N 140-
®3. - CM. mpeabIAyLLYyo PEAAKLIMIO)

3. MNoBTOpHOE NpeAcTaBrieHNe B COOTBETCTBYHOLUMIA YNOMHOMOYEHHbIN (hefdeparnbHbli OpraH WCMOMHUTENBHOW BNacTu
NeKapCTBEHHOrO npenaparta, B OTHOLIEHWM KOTOPOro MOSlydeH OTka3 B FOCYAapCTBEHHOM peructpaummM M KOTOpbIA
BMOCNeACTBMU NOABEPICA U3MEHEHWIO B YacTW €ro COCTaBa, pacCMaTpMBaETCsl kak npeacTaBlieHMe HOBOTMO fIeKapCTBEHHOMO
npenapaTa Ha ero rocy4apCTBEHHY PErMcTpaLmio HE3aBUCMMO OT COXPaHEHUS €ro NePBUYHOIO HAMMEHOBaHKS.

(YacTtb B pegakuun, BBegeHHom B aencteme ¢ 1 mniona 2015 roga ®enepanbHbiM 3akoHOM OT 22 nekabps 2014 roga N 429-
®3. - Cm. npeaplayLyo peaakLmio)

4. Mpwn npegocTaBneHWu 3asiBUTENEM B COCTaBe pPerncTpauuoHHOro [oCbe Ha flekapCTBeHHbI npenapaT Ans
BETEPUHAPHOIO MPUMMEHEHMST KOMUWU peLUeHUst YNorIHOMOYEeHHOro dyedepanbHOro opraHa WCMONHUTENbHOM BrAactu o
NPOBEAEHUN WHCMNEKTUPOBAHMS MPOU3BOAUTENS JEKAPCTBEHHbIX CPEACTB CPOK MPUHSTUS pPEeLUeHUss O rocyqapCTBEHHOWN
perucTpaunM nekapCTBEHHOIO npenapata AN BETepUMHAPHOTO MPUMEHEHUS MPUOCTaAHABNMBAETCA CO [OHS MONyYeHusi
3aKMOYEHUN, yKal3aHHbIX B 4Yactu 1 HacTosuwlen cTatbu, OO AOHS MPUHATUS YMONMHOMOYEHHbIM dhefepanbHbiM OpraHoMm
WCMONMHUTENbHOM BNacTU pelleHnss O Bblgade unu ob oTkase B Bbldaye 3aKkml4YeHMst O COOTBETCTBMM MPOM3BOAUTENS
NeKapCTBEHHbIX CPeacTB TpeboBaHMSM MNpaBui Hagnexallen MpPOM3BOACTBEHHOW MNpPaKTMKWM, HO He ©Ooree 4em Ha CTo
BOCEMbJECAT pabounx AHEN.

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

5. OcHoBaHMEM p[ns OTka3a B rOCYAapCTBEHHOW pernmcTpauun nekapCTBEHHOrO Mpenaparta Ansi BeTepuMHapHOro
NPUMEHEHMS ABNSAETCH 3aKMoYeHne YNorHOMOYEHHOro dhefieparnibHOro opraHa UCMoMnHUTENbHOW BNAcTU O TOM, YTO Ka4ecTBO U
(Mnn) adhpeKkTUBHOCTb PErMCTPUPYEMOro fieKkapCTBEHHOMO Mpenaparta Afsi BETEPUMHAPHOrO NPUMEHEHUsI He MOATBEPXKAEHbI
NOMy4YeHHbIMU AAaHHBIMU WM Y4TO PUCK MPUYMHEHWUS Bpeda 340POBbI KMBOTHOIO BCMEACTBME MpUEMa JeKapCTBEHHOMo
npenapata Ansi BEeTEPUHAPHOr0 MPUMEHEHUS npeBblwaeT 3(PPEKTUBHOCTL €ro MNPUMEHEHUs!, OTKa3 YMNONTHOMOYEHHOro
eiepanbHOro opraHa WCMOSTHUTENbHOW BNacTM B Bblgade 3akiloYeHUst O COOTBETCTBMM MPOU3BOAUTENS JNIEKAPCTBEHHbLIX
cpencTB TpeboBaHMsAIM NpaBui Haanexallel npou3BOACTBEHHOW MNPaKTUKW AfS KaXAoW NPOM3BOACTBEHHOM NIOLLAAKM
PErMCTPUPYEMOTO  FIEKAPCTBEHHOIO nNpenapata AN  BETEPUMHAPHOIO MNPUMEHEHWss B Crnydae, ecnu MNpOou3BOACTBO
nekapcTBEHHOrO npenapara Ans BeTepMHapHOro NpUYMEHEHMsT OcyLLIeCTBRsieTCs 3a npegenamu Poccuiickon ®epgepaumm, unm
OTCYTCTBME TAKOrO 3aKIoYeHUs.

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

KommeHTapum k ctatbe 27

CTATbA 27_1. BSAUMO3AMEHAEMOCTb JIEKAPCTBEHHbIX NMPENAPATOB AnA MEOULMHCKOIO
NMPUMEHEHUA

1. BsanmosameHs1ieMOCTb NEKAaPCTBEHHbIX NpenapaTtoB AN MeQULMHCKOrO NPUMEHEHMST ONpeaensieTcsa YNoHOMOYEHHbIM
denepanbHbIM  OpraHOM WCMOMHUTENbHOW BIACTW, OCYLUECTBIISIIOWNM TOCYOAPCTBEHHYKD PErucTpauuio fekapCTBEHHbIX
npenapaToB AN MeAULIMHCKOrO NMPUMEHEHUs, B paMKax O4HOr0 MeXAyHapoOHOro HeMaTeHTOBAHHOTO (MM XUMWYECKOro, Umu
rpynnuMpOBOYHOIO) HauUMEHOBAHMS Ha OCHOBE  3aKMIOYEHMS] KOMUCCUM  SKCMEPTOB  SKCMEPTHOINO  YUYPEXOAEHUSs O
B3aMMO3aMEHSIEMOCTM JIEKapCTBEHHOro npenapata Ansi MeAWUMHCKOro NpUMEeHeHWss nNnbo O TOM, YTO JIeKapCTBEHHbIN
npenapaTt gnsi MeQUUMHCKOro NPUMEHEHNS He ABMSETCA B3anmo3aMeHsieMbiM. [lopagok onpegeneHns B3anmo3amMeHsiEMOCTH
NEeKapCTBEHHbIX NpenapaTtoB ANns MeguMUMHCKOTO MpPUMEHEHUs 1 opma 3aKknYeHNs KOMWUCCUM IKCMEPTOB IKCMEPTHOrO
YUYPEXOEHUST O B3aMMO3aMEHSIEMOCTM FeKapCTBEHHbIX MpenapaTtoB ANS MEOWLUHCKOrO MpUMeHeHus nnbo o ToM, 4TO
neKkapCTBeHHbI npenapat And MeOWUMHCKOrO MPUMEHEHUA He 4BMsSeTCs B3aMMO3aMeHsieMbIM, YCTaHaBnMBalOTCA
MpasutenbcTBoM Poccurickon Gegepaumn.

2. Komuccems 9KCMNepTOB 3KCMEPTHOIo y4dpexaeHna gaetT 3akrnn4yeHne o B3anMo3aMeHAEeMOCTN NNeKapCTBEHHOro npenapara
ana MeguumHCKOro npuMeHeHua nmbo 0 ToMm, YTO J'IeKapCTBeHHbIVI npenapar gna MeguumHCKOro npuMeHeHna He ABINAETCA
B3anmMo3aMeHAeMbIM, Ha OCHOBaHUU cneayrowmnx Kputepmes (XapaKTepMCTMK)l

1) akBMBaneHTHocTb (Ana  OwuoaHanoroBbix (6MONOAOOHLIX) NekapCTBEHHbIX npenapatoB (buoaHanoroB) -
COMOCTaBUMOCTb) KaYeCTBEHHbIX U KOMMYECTBEHHbIX XapakTepucTuk chapmaueBTUYeCcKUx CyOCTaHLMIA UM COMOCTaBMMOCTb
aHTMIeHHOro cocTaBa BaKLUMH. VIcnonb3oBaHWe pasnuyHbIX cornew, 3upoB, KOMMIEKCOB, N30MEPOB, KpUcTannyecknx opm u
APYrMX NpoOW3BOOHbLIX OLHOMO WM TOFO e [OEWCTBYIOLLEro BellecTBa He SBMNSETCA NpPensaTCTBUEM AN OnpeneneHus
B3aVMO3aMEHSEMOCTU  fIeKapCTBEHHbIX MNpenapaToB, €cnvu Mpu  NPOBeAEHUN  UCCrefoBaHusi BMO3KBMBANEHTHOCTU
nekapCTBEHHOrO MpenapaTta WUnu UCCreaoBaHUsi TepaneBTUYECKON 3KBMBANEHTHOCTU NeKapCTBEHHOro Mpenaparta JokasaHo
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OTCYTCTBME KITMHNYECKN 3HAYUMbIX pa3n|/|t4v||7| q:)apMaKOKVIHeTVIKI/I n (I/IJ'IVI) S(beeKTI/IBHOCTI/I n 6esonacHocTn JNeKapCTBEeHHOIro
npenaparta ana meanunHCKoro npuMeHeHus;

2) 3KBMBANEHTHOCTb NEKapCTBEHHON opMbl. od SKBMBANEHTHLIMM NEKapCTBEHHLIMU POpMaMi MOHUMAIOTCS pasHble
nekapcTBeHHble OpMbl, UMEoLIME OOMHaKOBblE CMOCcOb BBedeHUs M crnocob npumeHeHus, obragarollme ComnocTaBUMbIMM
hapMaKoKMHETUYECKUMUN XapakTepucTukammn 1M apMakonormieckum Aenctemem U obecrneduBalolime Takke OOCTUXKEHUe
HeoBX0oAMMOro KNMHMYeckoro addpekta. Pasnuums nekapcTBeHHbIX hOpM He SABMSOTCA NPEensTCTBUEM ANs onpenesieHus
B3aMMO3aMEHSIEMOCTN  JIeKapCTBEHHbIX MNpenapaTtoB, €cnv Npu NPOBEeAeHUM UCCNEeAoBaHWs GUOSKBMBANEHTHOCTM
nNeKkapcTBEHHOro npenapata Uinu UccrnefoBaHWsl TepaneBTUYECKON 3KBMUBANEHTHOCTM NleKapCTBEHHOro npenapara AokasaHo
OTCYTCTBME KIMUHUYECKM 3HAYUMBIX Pasnnunii hapMakoKUHETUKU U (Mnn) apeKTUBHOCTU 1 Be30NacHOCTY NeKapCTBEHHOrOo
npenapara ans MEAULMHCKOrO NpUMEHeHMs;

3) 9KBMBANEHTHOCTb WM COMOCTaBUMOCTb COCTaBa BCMOMOraTeNbHbIX BELLEeCTB NeKapCTBEHHOrO npenapaTta Ans
MeAVLIMHCKOro npuMeHeHus. Pasnunuusa coctaBa BcnomoraTenbHbIX BELIECTB NEKapCTBEHHOro npenapata He SABNSATCH
npenaTcTBUEM AN onpeferneHns B3aumMo3aMeHAEMOCTU NIEKapCTBEHHbIX NpenapaToB, eCnv Npu NpoBeAeHUN 1ccreaoBaHus
OGUO3KBUBANEHTHOCTN NEKAPCTBEHHOIO Mpenapara WM UCCreaoBaHuUs TepaneBTUYECKON 3KBUBANEHTHOCTU NeKapCTBEHHOTO
npenapata [JoKa3aHO OTCYTCTBUE KIMHUYECKM 3HAYMMbIX pasnuMuni  (GapMakoKMHETUMKM W (Mrm) 3dPEKTUBHOCTU 1
6e30MacHOCTU NEKapCTBEHHOro npenapara Afs MeAULMHCKOro npumMeHeHus. py Hanmumm KNnMHUYECKU 3HaYMMbIX Pasnuymn
apMakokMHETUKM U (Mnn) 3dh(PEKTUBHOCTM U GE30MacHOCTN NEKApCTBEHHOrO npenapara Ans MeAWLMHCKOrO NpUMEeHeHUs!
B3aMMO3aMeHAeMOCTb onpeaensdeTcs C ykadaHNneM Ha UCKMYeHe OTAENbHbIX FPYNn NaumeHToB;

4) NWOEHTUYHOCTb cnocoba BBeAEHNA U cnocoba NPUMEHEHUA;

5) cooTBeTCTBME NPOM3BOAMTENSA JEKApCTBEHHOrO cpeacTBa TpeboBaHMsM MNpaBun Haanexawen npousBoaCTBEHHON
NPaKTUKN.

3. OnpegeneHve B3aMMO3aMEHSIEMOCTM  BOCMPOM3BEAEHHbIX FEeKapCTBEHHbIX MNpenapaToB Ans  MeAULMHCKOro
npuMeHeHus1, ykasaHHbIx B Yactn 10 ctatbn 18 Hactosulero deaepanbHOro 3akoHa, ocyllectensercs 6e3 HeobXxoamMmMocTu
JoKkasaTenbCcTBa X OBUO3KBMBANEHTHOCTMW.

4. OcobeHHOCTN onpeaeneHnst B3anMo3aMeHsieMOCTU BMONOrMYecknx NeKapCcTBEHHbIX NMpenapaTtoB, KOMOMHUPOBAHHbIX
nekapcTBeHHbIX NpenapaToB (codepXalumMx KoMOMHaUMIo AByX U bonee OeWCTBYOLWMX BELLECTB), NEKAapCTBEHHbIX NpenapaToB
ONs NapeHTepanbHOro nuUTaHUs U HEedOo3UPOBaHHbIX JEKApPCTBEHHbLIX MNpenapaToB YycTaHaBnuBaloTcs [1paBUTensCcTBOM
Poccuinckon ®eaepaumn.

5. Orlpe,u,eneHme B3aMMO3aMeHAEMOCTN He OCYLUECTBAETCA B OTHOLUEHUU NeKapCTBEHHbIX paCTUTENbHbIX MpenaparTos,
romeonaTtn4ecKknx nekapCTBeHHbIX npenapaTos.

6. CDOpMI/IpOBaHI/Ie nepeyvyHAa B3aMMO3aMeEeHAEeMbIX JIeKapCTBEeHHbIX npenapatoB And MeaAuUunHCKOro npuMeHeHud
OCYLUECTBIAETCA SKCMNEePTHbIM y4pexgeHnem nocpecrsom O6'be,D,VIHeHI/I‘i| NNeKapCTBEHHbIX npenapartoB B OTAElbHbIE rpynnbl, B
KaXaom n3 KOTOPbIX NNeKapCTBEeHHbIE NpenapaTtbl ABNAKTCA B3aUMO3aMeHAEMbIMU.

7. B cnyyae BKIMIOYEHUS B MHCTPYKUMIO MO MEOMLMHCKOMY MPUMEHEHWUIO NEKAPCTBEHHOrO MnpenapaTta Ha OCHOBaHMM
pe3ynsTaToB COOTBETCTBYIOLUMX MWCCNEAOBaHWA MOKasaHWn ONs NPUMEHEHWs, KOTopble OTMMYaloTCA OT MoKasaHuh Ans
NPUMEHEHWS APYIMX NEeKapCTBEHHbIX MpenapaToB M3 rpynnbl B3avMO3aMeHSIEMbIX JIeKapCTBEHHbIX NpenapartoB, B nepevHe
B3aVMO3aMeHSIEMbIX IEKapCTBEHHbIX NPenapartoB Ansi MEAULMHCKOTO NPUMEHEHUS JoMmkHa ObITb ykazaHa COOTBETCTBYHOLLAS
MHpopMaums.

8. TlepeyeHb B3avMoO3aMeHsiEMbIX J€KapCTBEHHbIX MpenapaToB Ans MEeAWLMHCKOro NpUMEHEHWs pa3meLLaeTcs
YMONMHOMOYEHHbIM hbeaeparnbHblM OpraHoOM WCMONMHUTENBbHOW BRacTW, OCYLLECTBSOWUM FOCy4apCTBEHHYIO perncTpawuio
NeKapCcTBEHHbIX npenapaTtoB Afs8 MEAWUUHCKOro MpUMEHEeHUsl, Ha CBOeM oduunanbHoOM cante B cetn "UHTepHet".
WHdopmauusa B nepedHe B3aMMO3aMeHSEeMbIX NEKApCTBEHHbIX MpenapaTtoB Afis MEeOAULMHCKOrO NpUMeHeHnst 0GHoBnsAeTCH
yKa3aHHbIM defepanbHbiM OpraHoM WCMONMHUTENBHOW BMAcTM C YYETOM HOBbIX 3apermcTpyMpoBaHHbIX NEKapCTBEHHbIX
npenapaToB AN MeOULMHCKOrO NMPUMEHEHUS U BHECEHHbIX M3MEHEHWI B OOKYMEHTbI, coaepXalinecss B perncTpaumoHHbIX
J0Cbe Ha 3aperncTpMpoBaHHbIe NekapCTBEHHbIE NpenapaThl ANd MeAULMHCKOro NpUMEHEHMS.

9. nopﬂ,D,OK Mcnonb3oBaHUA VIH(bOpMaLI,I/II/I O B3aMMO3aMeHAEeMbIX JIeKapCTBEeHHbIX Mnpenaparax Aana MeamunHCKOro
NMPUMEeHEHNA " nopaaokK Aayun pa3'bFICHeHI/IIZ no BOMpocaM B3aMMO3aMeHAEMOCTU JieKapCTBEHHbIX npenapatoB And
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MeZMLIMHCKOro NpUMeHeHus yctaHaenmeatoTtcs MNpaBuTtenscTBom Poccuickon ®enepauun.

(Ctatbs gononHuTenbHO BktoveHa ¢ 1 nona 2015 roga PenepanbHbiM 3akoHOM oT 22 fekabpsa 2014 rona N 429-03; B
penakumm, BeegeHHon B gencteue ¢ 1 mapta 2020 roga PeaepanbHbiM 3akoHoM oT 27 aekabps 2019 roga N 475-93. - Cwm.
OpenplAyLWYIo peaakLuio)

KommeHTapui K ctatbe 27 1

CTATbA 28. PETUCTPALUMOHHOE YO OCTOBEPEHUE NEKAPCTBEHHOIO MNMPEMAPATA

1. PerncrpauuoHHOE YOOCTOBEPEHME NeKapCTBEHHOro npenapara C ykasaHWeM NeKapCTBEHHbIX hOpM U [03MPOBOK
BbloaeTcss 6eCCPOYHO, 3a MCKIIIYEHWEM PermMcTpauMoHHOrO YAOCTOBEPEHUS! NeKapCTBEHHOro npenaparta, BbldaBaemMoro co
CPOKOM AENCTBUS MSATh NET, Ha Bnepsble percTpupyemslie B Poccuiickoit ®efepauum nekapcTBeHHble npenaparsi.

2. Tlo wucTteyeHun YKa3aHHOro B 4actu 1 _Hacrosulen cTatbu CpoOKa BblaaeTcAa 6eccpquoe perncrtpaymoHHoe
yaoocToBepeHune nekapCTBeHHOro npenaparta npu ycrnosun noareepxgeHuna ero FOCWJGPCTBGHHOIZ perncrtpaumun.

3. B cnyyae BHeceHusi B coorBeTcTBMM cO cTatbamu 30 u 31 HacTosuiero denepanbHOro 3akoHa M3MEHEHWA B
coaepalimecs B permcTpaumoHHOM [0Cbe Ha 3apermcTpyMpoBaHHbIN eKapCTBEHHbIV NpenapaT AOKYMEeHThI, 3aTparmBaroLLmx
CBEefEeHUsl, OTpaXKeHHble B PEermcTpaLvoHHOM YAOCTOBEPEHMMN NeKapCTBEHHOro npenapara, YNorHOMOYeHHbIN deaeparbHbii
OpraH MCNOMHUTENbLHOW BNAacTu BbiAAeT HOBOE PErMcTpaumMoHHOE YAOCTOBEPEHUWE FeKapCTBEHHOMO rnpenapaTa, codepkallee
BHECEHHbIE B HEMO0 N3MEHEHMS.

(YacTtb pononHuTenbHO BkMtoveHa ¢ 1 uonst 2015 roga ®enepaneHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-93)

4. B cnyyae yTpaTbl Unu NoBpeXaeHUs pernucTpaumoHHOro yAOCTOBEPEHMS NIEKAPCTBEHHOMO Npenaparta no 3asBneHuio B
nMCbMeHHON hopme Jepxatens unu Bnafenbla perMcTpauMoHHOrO YAOCTOBEPEHMST NEKApCTBEHHOrO npenaparta unm
YMONTHOMOYEHHOIO UMY APYroro IOPUAMYECKOrO Nnua o Bblaave gybnukarta permcTpauuoHHOro YooCTOBEPEHUS TeKapCTBEHHOMO
npenapaTta yrnoSIHOMOYEHHbIN dhefepanbHbIl OpraH UCMONHUTENBHOW BNAacTh B CPOK, HE MPEBbILLAOLWMA AecaTn pabounx gHen
CO [OHsI MOCTYNfeHus 3asiBNeHus, BblAaeT OyonukaT perMcTpauMoHHOrO YAOCTOBEPEHWsI NeKapCTBEHHOro npenapara. 3a
Bblgayy Aybnuvkarta permcTpauMoHHOro yAOCTOBEPEHUS! NIEKAapCTBEHHOMO Npenaparta B3MMaeTCcsl rocy4apCTBEHHAs MOLUMMHA B
COOTBETCTBUM C 3aKoHoAaTeNnbCcTBOM Poccuiickon ®egepaunm o Hanorax u coopax.

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

KomMmeHTapui k ctatbe 28

CTATbA 29. NOATBEPXXAEHWE FOCYOAPCTBEHHOW PETMCTPALIMU IEKAPCTBEHHOIO NPEMAPATA

1. TlNoaTeBepxaeHwe rocydapCTBEHHOW perncrpauum rfekapcTBEHHOro npenaparta OCYLeCTBASeTca npu  Bblgadve
6eCcCpOYHOro perucTpaumoHHOro YAOCTOBEPEHUS NEeKapCTBEHHOro npenapara B cryvyae, yKka3aHHOM B Yactu 2 cratbu 28
HacTosulero ®defepanbHOro 3akoHa, B CPOK, He npeBblalWni  Wwectuaecatn paboynx AHenm Cco AHS  MnoryyeHus
COOTBETCTBYIOLUM YMOMHOMOYEHHbIM  dbefiepanbHbiM  OpraHoM WCMONMHUTENbHOW BRacTM 3asiBNEHUs O MOATBepXAeHUU
rocyapCTBEHHOW perucTpauun rekapcTBeHHOro npenapata. He ocyuiecTBnsieTcas nNOATBEPXAEHWE rOCyAapCTBEHHON
peructpaummM B OTHOLUEHMM NeKapCTBEHHOro npenapara, He HaxoguBelieroca B obpauwleHun B Poccuickon depepauun B
TeueHve Tpex 1 BGonee nerT, a Takke B OTHOLLEHWUM NeKapCTBEHHOro CPEeACTBa, NPOM3BEAEHHOrO C HapylieHnem TpeboBaHus,
YyCTaHOBMNEHHOro Yactbto 3_7 ctatbu 71 HacTosulero PenepansHOro 3akoHa.

2. 3agBneHve O MNOATBEPXAEHUN TOCYAAPCTBEHHOW perncrpauum nekapCTBEHHOrO npenapata Ans MeAWLMHCKOro
npUMeHeHWs NPeacTaBnseTcs B COOTBETCTBYIOLLMI YNONTHOMOYEHHbIW befeparnbHbI opraH UCMONHUTENBHOW BMacTu He paHee
YeM 3a CTO BOCEMbAECAT LHEWN A0 NCTEYEHUS CPOKa AENCTBUS PErMCTPaLMOHHOIO yAOCTOBEPEHMS NNEKAPCTBEHHOIO Npenapara
ANs MeaULNHCKOro NPUMEHEHNS.

(YacTb B pepakuuun, BeegeHHon B aencteme ¢ 13 asrycta 2019 roga PenepansbHbiM 3akoHoM oT 2 asrycta 2019 rona N
297-03. - CM. NpeAblayLLy0 penakumio)

2 1. 3asBneHnMe o NoATBEPXXAEHUU FOCYLAPCTBEHHOW perMcTpaumu NekapCTBEHHOro npenapata Ansi BETEPUHAPHOro
NPUMEHEHNs NPeaCcTaBNsAeTCS B COOTBETCTBYHOLLMIA YNOMHOMOYEHHbIN dhefeparnbHbIi opraH UCNOMHUTENBHON BracTu He paHee
YeM 3a CTO BOCEMbAECAT AHEWN A0 UCTEYEHUS CPOKa AENCTBUS PErMcTpPaLMOHHOIO yAOCTOBEPEHMS NIEKapCTBEHHOIO nNpenaparta
ONsi BETEPMHAPHOTO NPUMEHEHMST U HE MO3AHEEe OKOHYaHMs CPOKa ero AenCTBUS.

(Yactb gononHutensbHo BkNtodeHa ¢ 13 aBrycta 2019 roga ®enepansHbiv 3akoHoM oT 2 aBrycta 2019 roga N 297-93)
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3. lNoaTteepxaeHne rocygapCTBEHHOW perncTpaumm fnekapCTBEHHOro npenapata OCYLIEeCTBNSAETCA Mo pesynbratam
3KCMNepTU3bl OTHOLLEHUS OXMAAEMOW NOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro npenapaTta Ha OCHOBaHWU
pesynbTaTtoB MOHUTOPUHra 3¢PdEKTUBHOCTU U 0E30MacHOCTM fleKapCTBEHHOMO npenaparta, NPoBOAMMOrO AepXaTernem unm
BnagenbLemM perncTpauMoHHOro yAOCTOBEPEHUsI NeKapCTBEHHOro npenapara nvMbo YNoOnHOMOYEHHbIM WMWU OPUONYECKAM
NUUOM, a Takke COOTBETCTBYHOLUMM YNOMHOMOYEHHbIM dheaepanbHbiM OpraHoOM MCMOSTHUTENbHOW BNacTu B COOTBETCTBUWN C
TpeboBaHnsaMu cTaTbu 64 HacTogulero PeaepanbHOro 3akoHa.

4. K 3asBneHnto o0 MNOATBEPXKOEHWUM TOCYAapCTBEHHOW perMctpauMm JfiekapCTBEHHOrO npenapata Anst MeguuUHCKOro
NPUMEHEHWs NpunararTcs:

1) BOKYMEHTbI, copepalime pesynstaTtbl MOHUTOPUHIa 3hEKTUBHOCTA 1 Be30nacHOCTM NekapCTBEHHOrO Npenapara ans
MEOULIMHCKOrO  MPUMEHEHWUsl, NpOBeAEHHOro [AepXaTenem WnM  BriagenbLeM  PerucTpauMoHHOro  YAOCTOBEpeHUs
neKkapcTBEeHHOro npenaparta ANns MeauLUMHCKOro NpuMeHeHuUst nnbo ynonHOMOYEHHBIM UM OpUANYECKMM NULIOM, No dopme,
YTBEPXXAEHHOW YNOMHOMOYEHHbIM dheeparbHbiM OpraHoM UCMOMHUTENBHOW BNACTW;

2) cBeAeHUs o0 gate NpedoCcTaBneHns U perncTpaumoHHOM HOMEpPE NULEH3NM Ha NMPOU3BOACTBO NeKapCTBEHHbIX CPpeacTB
WUNU CBedeHNss O [aTe MNPedoCTaBIieHWst U PErncTpauMoHHOM HOMEpe 3aKMoYeHWss O COOTBETCTBMM NPOM3BOAUTENS
NEeKapCTBEHHbIX CPeacTB TpebOoBaHMsIM  MNpaBuil  Hagnexalwlenh NpPOM3BOACTBEHHOW  MPaKTUKW, MNpenoCcTaBreHHbIX
YMONMHOMOYEHHbIM  (hefepanbHblM  OpraHOM  UCMONMHUTENBHOW BMAacTM B OTHOLUEHWM MPOU3BOACTBEHHOW NIOLLALKU
NeKkapcTBEHHOro npenapara Ans MeAWLMHCKOro NMpUMEHEHUsl, rocyqapCTBEHHAsA perncrpauust KOTOporo NoATBEPXKOAETCS B
cny4vae, ecnv MpPOW3BOACTBO NEKAPCTBEHHOrO npenapara Ans MeAuLMHCKOro NMpuMMEHeHUs ocyllecTensieTcsa B Poccumckon
denepaumu;

(MyHKkT B pegakunn, BBegeHHon B genctane ¢ 1 aHeapsa 2021 ropa PenepanbHbiM 3akoHoM OT 27 aekabpsa 2019 rona N
478-03. - CM. NpeabIAyLLYI0 PDEAAKLIMIO)

3) Konmua nNpeaoCTaBfeHHOW YMNOMHOMOYEHHbIM OpraHoM CTpaHbl MNPOM3BOAMTENSA JNUUEH3MM Ha NPOU3BOACTBO
nekapCcTBEHHOro npenapara 4ns MeauuUMHCKOro NpMMEHEHNS 1 ee NepPeBOd Ha PYCCKUIA A3blK, 3aBEPEHHbIE B YCTaHOBMEHHOM
nopsioke, a TakkKe KOMUA 3akriveHuMs O COOTBETCTBUWM MPOU3BOOMTENS NEKAPCTBEHHbLIX CpeacTB TpeboBaHMAM npaBui
Hagnexallen Npon3BOACTBEHHOW NMPAKTUKKX, BblAAHHOMO YNOIHOMOYEHHBIM dhegeparnbHbiM OpraHoM UCMOMHUTENBHOW BNacTu B
OTHOLLUEHUN NPOU3BOACTBEHHOW MNMOLIAAKMA NEKAPCTBEHHOro npenapara Ansi MeauUMHCKOro NPUMEHEHUs, rocyaapCTBEHHas
perncTpaumsi KOToporo MOATBEPXOAETCS, UMM KOMUST PeLLeHNs YNOSTHOMOYEHHOTO dheaeparnbHOro opraHa MCMOSTHUTENbHOWM
BNacTM O TMPOBEOEHUN WHCMNEKTUPOBAHMST MPOM3BOAMTENS JEKAPCTBEHHbIX CPEeACTB B Crnydae, €ecrnv Mpou3BOACTBO
NeKapCTBEHHOro npenapaTta aAnsg MeanuMHCKOro NpMMeHeHUs OcyLecTBsieTCA 3a npegenammn Poccuiickon depepauun.

(MyHKT B pegakumu, BBegeHHon B genctene ¢ 1 aHBapsa 2021 roga PenepanbHbiM 3akoHOM OT 27 aekabps 2019 rona N
478-®3. - CM. mpeaplayLLyo PeAAKLn)

(Yactb B pegakumn, BBeaeHHom B aencteme ¢ 15 nors 2018 roga PenepanbHbiM 3akoHOM OT 4 utoHsa 2018 roga N 140-
®3. - CM. npeapIayLLyio peaakumio)

4 1. B oTHOWweHUM OUMONOrMYECcKNX HNeKapCTBEHHbLIX MpenapaTtoB Al MEAUUMHCKOrO MNPUMEHEHUsT 3asiBUTENb
OOMONMHUTENBbHO NpeacTaBndaeT pesynbraTtbl MEPONPUATUN, NPEeaYCMOTPEHHbIX NMIaHOM YNpaBfeHUs puckamu, yTBEPKAEHHbIM
YNONTHOMOYEHHbLIM heaeparnbHbIM OpraHOM MCMONTHUTENBbHOW BRAcTM MpU OCYLLECTBNEHUN FOCYAapCTBEHHOW permcrpauuu
nekapcTBEHHOro npenapara ans MeanLMHCKOro NPUMEHEHMNS.

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

4 2. K 3a9BneHu0 0 NOATBEPXKOEHUM rOCYOapCTBEHHOW perncTpaunm nekapCcTBEHHOro npenapata And BeTepUHapHOro
NPUMEHEHNs nNpunaralwTca OOKYMEHTbl, coAepXawme pesynbraTbl MOHUTOPUHra 3dEKTMBHOCTM U Be3onacHocTn
NeKkapCTBEHHOro npenapata [Ans  BETEPUHAPHOINO  MPUMEHEHUs, MNPOBOAMMOrO  AepXarenem unu  Bnagenbuem
perncTpaumoHHOro YAOCTOBEPEHUS NEKAPCTBEHHOrO nNpenapara Ans BeTEPMHAPHOro NpMMeHeHUs NMbo YNnosIHOMOYEHHBIM UM
OpPUONYECKMM NNLOM, MO dopme, YTBEPKLAEHHON YMNOMHOMOYEHHBIM doedeparibHbIM OpraHoOM WCMOSNIHUTENbHOW BnacTu, u
OOKYMEHTbI, yKasaHHble B nNyHkTax 1, 2-2_2, noanyHktax "a", "6", "k", "n" nyHkta 4 4vactm 3 cratbum 17 HacTosAulero
denepanbHoOro 3akoHa. B OTHOLIEHUMM UMMYHOBUOMOrMYECKNX NEKAPCTBEHHbLIX NpenapaToB AN BETEPMHAPHOrO NpUMEHEHNs
He NPeaCTaBNATCS CBeOEHMs, yKasdaHHble B noanyHkTe "K" nyHkTa 4 Yactm 3 ctatbu 17 HacTosauero PenepanbHoro 3akoHa. B
OTHOLLEHUWN NEKAPCTBEHHbIX NpenapaToB A5t BETEPUHAPHOIO NPUMEHEHUS, NOMYYEHHbIX C MPUMEHEHNEM FE€HHO-UHXEHEPHO-
MOOVMULNPOBAHHBLIX OPraHM3MOB WW COAEepXalluMX Takue OpraHuM3Mbl, LOMOMHUTENbHO NPEeacCTaBnsOTCA CBEAEHMS,
yKasaHHble B nyHkTe 13 yactu 3 ctatbun 17 HacTogulero PeaepanbHOro 3akoHa.

(Mactb pgononHutensHo BktoveHa ¢ 15 mioHa 2018 roga PenepanbHbiv_3akoHom oT 4 uoHa 2018 roga N 140-93; 8
pefakumn, BBedeHHol B aencteue ¢ 13 aBrycta 2019 roga PenepanbHbiM 3akoHOM oOT 2 asrycta 2019 roga N 297-93. - Cwm.

NpenbIAYLLYI0 PEAKLNI0)
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4 3. 3asiBATENb BNpaBe NPeAcTaBUTb C 3asIBNIEHMEM O MOATBEPXAEHUN rOCYAAPCTBEHHOW perncTpauum nekapCTBEHHOrO
npenapata Konui LOKyMEHTa, NMOoATBEepXAatoLero ynnarty rocygapCTBEHHON MOLUMMHbLI 32 NOATBEPXAEHNE rOCyaapCTBEHHOWN
pervcTpaumm fnekapCTBEHHOrO Npenapara, a Takke BbldaBaeMble (NpefocTaBnsieMble) YNONHOMOYEHHbIMU depepanbHbIMU
opraHamMu UCNOMHUTENBHON BNacTU OKYMEHTbI (CBeAeHUs ), yKa3aHHble B NyHKTax 2 U 3 YyacTu 4 HacTosulen cTatbu. B cnyyae
UX HenpeacTaBneHnst YNorHOMOYEHHbIN doedepanbHbli OpraH UCMONMHUTENBHOM BNAcTU 3anpalumBaeT yKasaHHble AOKYMEHTbI
(cBeaeHus) B nopsiake MeXBeAOMCTBEHHOTO MHAOPMAaLMOHHOTO B3aUMOAENCTBUS.

(HYactb gononHutenbHO BkNtoveHa ¢ 15 moHsa 2018 roga PepepanbHbiM 3akoHoM OT 4 uioHa 2018 roga N 140-93; B
pegakumu, BBegeHHon B gencteune ¢ 1 aueaps 2021 roga ®enepanbHbiv 3akoHoM OT 27 aekabpa 2019 rona N 478-93. - Cwm.
0ReabIAyLLYI0 pefakumio)

5. B TeyeHne gecatn paboyumx OHEW CO OHSA MPUHATUSA 3asiBNEHUs O MOATBEPXOEHUW rocygapCTBEHHOW perncrpauun
NEeKapCTBEHHOro npenapata M LOOKYMEHTOB, CoAaepXawux pesynstaTbl MOHUTOPUHra 3ddEKTUBHOCTM M Be3onacHocTm
NeKapCTBEHHOro npenaparta, NPoOBOAMMOrO AepXaTenem unm enagenbuemM permcTpaumoHHOro yaoCcToBepPEHNsT NTEKAaPCTBEHHOMO
npenapata NMbo YNONMHOMOYEHHBIM UMW HPUONYECKMM NULOM, YMONTHOMOYEHHbIM dhegepanbHbii OopraH WUCMNOMHUTENBHON
BNacTu:

1) NpoBOAUT NPOBEPKY MOMHOTLI CBEAEHWI, COAepPXKaLLMXCS B MPEACTABMNEHHbIX 3asBUTENEM JOKYMEHTAX;

2) NpUHMMAaET peLleHne O MpoBedeHMU unn ob OTKase B NMPOBEAEHUU IKCMEPTU3bl OTHOLUEHUS OXMAAEMOW MOnb3bl K
BO3MOXHOMY PUCKY NMPUMEHEHWS NeKapCTBEHHOro npenapaTta Ha OCHOBaHWWM pes3ynbTaToB MOHUTOpPMHra addEKTUBHOCTU U
6e30MacHOCTU NEeKapCTBEHHOIO npenaparta, NPOBOAMMOrO AepXaTenem unm BragenbLueM perucTpalmMoHHOro yaA0CTOBEPEHMS
NeKapcTBEHHOrO mnpenapata fiMbo YMNOMHOMOYEHHBIM UMW IOPUOMYECKUM TIULOM, a Takke dedepanbHbiM  OpraHoM
MCMONHUTENBHOM BNacTu B COOTBETCTBUM C TpeboBaHnsaMN cTatbn 64 HacTosulero deaepanbHOro 3akoHa;

3) yBeoomnsieT B 3MEKTPOHHOW (hopMe UMM NUCbMEHHON (hopMe 3asiBUTENS U 3KCMEPTHOE YYPEXAEHUE O MPUHSTOM
peLueHn Nbo B criyyae NPUHATUS peLleHust 06 oTkase B NPOBEAEHUM IKCMEPTU3bl YKa3biBAET NMPUYUHBI TAKOTO OTKa3a.

6. B cnyyae BbISIBNEHWUS1 HEAOCTOBEPHOCTM U (MNM) HEAOCTaTOMHOCTM UHpopMaUMK, codepallencs B npeacTaBneHHbIX
3aaBUTENEM AOKYMEHTaX, YNONHOMOYEHHbIN (heaepanbHblIil opraH UCMONHUTENbHONM BNacT! HAaNpaBrsieT 3asBUTeNo 3anpoc 06
YTOYHEHWM yKa3aHHOW MHopmaLmn. 3anpoc YyNoNmHOMOYEHHOMO deepansHOro opraHa UCMOMHUTENbHOW BRacTu MOXET OblTb
nepenaH ynorHOMOYEHHOMY MPEeACTaBUTENo 3asiBUTENS JIMYHO MO PacnucKy, HanpasreH Mo novTe 3akasHbIM MUCbMOM WUIK
nepefaH B SNEKTPOHHOW (hopMe Mo TerneKoMMYHMKaUMOHHbIM KaHanam cBs3u. B cryyae HanpasneHust 3anpoca
YNONMHOMOYEHHOro chefepasnibHOro opraHa UCMOMHUTESNBHOWM BRACTU MO NOYTe 3aKasHbIM NMUCbMOM OH CYMTAETCS MOSyYeHHbIM
Mo NCTEYEHUW LLIECTN JHEN C AaTbl HanpaeneHusl 3akasHoro Ncbma.

7. 3asBuTEnNb 0083aH NpeacTaBMTb OTBET HA 3anpoc YNONMHOMOYEHHOro defepanbHOro opraHa UCMONHUTENBHOW BNacTu B
CpOK, He MpeBbIlIaLLMA AeBsiHOCTa pabounx AHer co AHA ero nonydeHus. Cpok, yKkasaHHbIN B YacTu 5 HAcTosulen cTaTbu,
npuocTaHaBNMBaETCA CO AHS HanpasBrneHus 3asBUTENIO 3anpoca YMNONHOMOYEHHOro hedeparnbHOro opraHa UCNOMHUTENLHOMN
BNactTyM A0 OHA MOMyYeHUs MM COOTBETCTBYIOLLEro OTBETa M He YYMTbIBAETCS MPU UCYUCIIEHUM CPOKa MNOATBEpPXKOeHUS
rocygapcTBeHHON perncrpaumm nekapcTBEHHOro npenapara.

8. OcHoBaHvem p[nsa oOTKasa B MNpOBeAEHWM 3IKCMEepPTU3bl OTHOLIEHUS OXWOAEeMOW Mofb3bl K BO3MOXHOMY PUCKY
NPUMEHEHUs NeKapCTBEHHOro npenapaTta sBnseTcA npeacTaBneHne [OKYMEHTOB, coAepXallux pesynsTaTbl MOHUTOPUHra
aphekTUBHOCTU U Be30nNacHOCTU neKapCTBEHHOro npenapata, U (MnNu) B OTHOWEHUM BUONOrnyYecKMx neKkapcTBEHHbIX
npenapaToB pe3ynbTaToB OCYLUECTBMEHUS MepOonpuUATU B COOTBETCTBUM C MNNAHOM YMpaBneHus puckamu, YyTBEPXKOEHHbLIM
YMNONHOMOYEHHbIM hefeparnbHbiM OpraHoM WCMONMHUTENbHOW BNAcTM NPU OCYLLECTBNEHWM rOCyAapCTBEHHOW peructpauum
nekapcTBeHHOro npenapata, B HenonHoMm obbeme, OTCYTCTBME MHQOpMauun, noaTeepxaawlwen dakt ynnatbl
rocylapCTBEHHOM MNOLWNUHbI 33 MNOATBEPXAEHWEe TroCyAapCTBEHHOW perncrpauum rfekapcTBeHHOro npenapara, nmbo
HenpeacraBreHMe 3asiBUTENEM B YCTAHOBIIEHHbIM CPOK OTBETA Ha YyKasaHHbIA B YacTu 6 HacToduleh cTaTbW 3anpoc
YNONMHOMOYEHHOro deepanbHoOro opraHa WCMONHUTENbHOW BAAacTW, a Takke OTCYTCTBUE B YyKa3aHHbIX [AOKYMEeHTax
MHOopMaLMK, KOTopast AOMmKHa ObITb B HUX OTpaXeHa.

9. OKcnepTn3a OTHOLLEHUS OXUOAEMO NOJb3bl K BO3MOXHOMY PUCKY NMPUMEHEHWs! NEKapCTBEHHOTO MpenapaTa B Lensx
MoATBEPXOEHNS rOCYyAapCTBEHHOW perncTpaummn nekapcTBEHHOro npenapaTta NpoBOAUTCA KOMUCCUEN IKCMIEPTOB 3KCMEePTHOO
yyYpexaeHusi B CPOK, He MPeBbILLAoLWNA copoka paboumx aHeNn.

10. B Crny4Yyae HegoCTaTtoOvHOCTU npencCTaBrieHHbIX 3KCNepTy MarepuaroB O5A a4y 3aKIi4YeHnA aKkcnept 06pa|.|.laeTc;| K
PYKOBOAUTENO IKCMEPTHOro ydpexaeHnd O npenocrtaBnieHnn emy HeO6XO,D,I/IMbIX mMmartepunanos. PyKOBO,D,I/ITeJ'Ib 9QKCNepTHOro
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yupexaeHus obpallaeTcsi C COOTBETCTBYHOLLMM 3aNpoOCOM B YNOMHOMOYEHHbIN dhefieparnbHbIii OpraH UCMONMHUTENBHOW BNacTy,
BblJaBLUWIA 3a4aHUEe Ha MPOBEOEHWE SKCMNEpPTU3bl OTHOLUEHUS OXMOAEeMOW MoMb3bl K BO3MOXHOMY PWUCKY MPUMEHEHUS
NeKapCcTBEHHOroO npenapata Ha OCHOBaHUWM [OKYMEHTa, COAepXXallero pesynbraTbl MOHUTOpUMHra 3MEKTUBHOCTU U
6e30MacHOCTM NekapcTBEHHOrO npenaparta. B TeueHne nstm paboumx AHEW CO AHS MOCTYMNEHUs 3anpoca pyKoBOAMTENS
9KCMEPTHOrO YUPEXAEHUS yKasaHHbIN dheaepanbHbIi OpraH MCNOMHUTENBHOW BRacTU HanmpaBnsieT 3asBUTENO 3anpoc o
npeacTaBneHnM HeOOXOAMMbIX MaTepuarnoB, KOTOPbIA MOXET OblTb nepedaH YrNofIHOMOYEHHOMY NPeACTaBUTENO 3asiBUTENS
NMYHO oA  pacnucky, HampasfieH MO Mo4yTe 3akas3HblM MUCbMOM WM NepedaH B  3MEKTPOHHOW hopMe Mo
TENeKOMMYHUKaLUMOHHBIM KaHanam cBasu. B cnyy4ae HanpaBneHus 3anpoca YMnofiHOMOYeHHOro dedeparibHoro opraHa
WCMOSHUTENBHOW BRacTu Mo Mo4vTe 3akasHbiM MUCbMOM OH CYMTAETCst MOMYYEHHbIM MO WCTEYEHWM LIECTU OHEW C Aathl
HanpaBreHusi 3aKkasHoro NMcbMa.

11. 3asiButenb 06s3aH NpeacTaBUTb OTBET Ha 3anpoc YNONTHOMOYEHHOrO dheaepanbHOro opraHa UCMONTHUTENBLHOW BNacTu
B CpPOK, HE TMpPEBbILAIWNA LWEeCTUAECATn paboymx OHEeN CO AHA MONyYeHWs YyKasaHHOro 3anpoca. YMNONHOMOYEHHbIN
deqepanbHblA OpraH MUCNOMHUTENBHOW BNacTW, BblAaBLIMA 3adaHWe Ha MNPOBEAEHWME IKCMEPTU3bl OTHOLUEHUSA OXnaaemomn
nornb3bl K BO3MOXHOMY PUCKY NMPUMEHEHMUST NEKApCTBEHHOMO Npenaparta Ha OCHOBaHMU AOKYMEHTa, COAepXXallero pesynsrarhbl
MOHUTOpPUHra 3(PEKTMBHOCTM M 6e3onacHOCTM NEKapCTBEHHOrO npenaparta, B TevyeHWe natn pabouvmx OHeW co OHSA
NOCTYNSIEHUSA OT 3asBUTENSA OTBETa Ha 3anpoc YNONHOMOYEHHOro doeepansHOro opraHa UCNOMHUTENLHOW BNacTu HanpasnsaeT
3TOT OTBET B 3KCMEPTHOE yypexaeHune. B criyyae HenpeacTaBneHUs No UCTEYEHUM LLIECTUAECATU paboumx OHEW 3adBUTENEM
OTBETa Ha YyKa3aHHbI/ 3anpoc YMOSHOMOYEHHbIM dheaepanbHbIi OpraH UCMONHUTENbHOW BnacTu, BblAaBlIMKA 3afjaHue Ha
npoBefeHne 3KCNepTM3bl OTHOLLIEHMS OXMAAEMOWN NOMb3bl K BO3MOXXHOMY PUCKY NMPUMEHEHMS NleKapCTBEHHOro npenapara Ha
OCHOBaHWM [OKYMEHTa, CoAepXallero pesynbraTbl MOHUTOPUHIa 3EKTMBHOCTM M 6e30macHOCTM NEeKapCTBEHHOrO
npenapata, B TeyeHuMe NATU paboumx OHel HanpaBnsieT B 3KCMEPTHOE yuypexaeHue YBELOMIIEHWEe O HenpencTaBreHuu
3asBMTENEM OTBETa Ha 3anpoc yKasaHHOro opraHa. Bpemsi co AHs HanpaBneHus 3anpoca 3KCMEepTHOro yYpexaeHust B
YNONTHOMOYEHHbIN dheaepanbHbIi OpraH UCMOMHUTENbLHOW BNacTU A0 AHS MOMYyYEeHUS 3KCMEPTHbIM yYpexXaeHMemM OTBeTa Ha
3anpoc unu yBegOMSEHUS O HenpeacTaBneHMUM OTBETA Ha 3anpoc He Y4uMTbIBAeTCA NPU WCHUCIIEHUMM CpOKa MNpoBedeHust
3KCMepTU3bl OTHOLLEHMS OXWOAEeMOWN Nofb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro npenapaTta Ha OCHOBaHMU
OOKYMeHTa, cofepallero pesynsratbl MOHUTOPUHra apdeKkTMBHOCTU 1 B6e30NacHOCTU NekapCcTBEHHOro npenapara.

12. B cpok, He MpeBblLalOWMNn AecaTn paboumx AHEeN CO OHS MNOMyYeHUs 3aKroYeHWst KOMWUCCUWU 3JKCMEepToB Mo
pesynbrataM 3KCMepTU3bl OTHOLUEHWUS OXWAAEeMOW MOnb3bl K BO3MOXHOMY PUCKY NPYMEHEHUS NeKapCTBEHHOro npenapara,
COOTBETCTBYHOLLMIA YNONHOMOYEHHbI beaepanbHbii OpraH MCAOMHUTENBHOW BNAcTu:

1) OCYLLECTBNSET OLEHKY 3TOrO 3aKMoYeHusl Ons onpefeneHusl ero COOTBETCTBMS 3aaHui0 Ha MpPOBedeHNe yKasaHHOIA
3KCNepTn3bI;

2) NpUHUMaET peLleHne O NOATBEPXKAEHUN rOCyAapCTBEHHON perucTpauum NnekapcTBeHHOro npenaparta unv o6 otkase B
NoATBEePXXOEHUM roCyAapCTBEHHON perucTpauum nekapcTBeHHOro npenapara;

3) BHOCUT MNpU MPUHATUN PELUeHUss O MOATBEPXKAEHUM TOCYdapCTBEHHOM perncTpaumMn NekapCTBEHHOro npenapara
CBefleHNs B TOCY[AApPCTBEHHbIV PEEeCcTp eKapCTBEeHHbIX CPEeACTB W BblAaeT 3asBuUTenio 6eccpodyHoe perucTpauuoHHoe
YOOCTOBEPEHME NekapCTBEHHOrO npenapara.

13. OcHoBaHMeM Ons oTkasa B NOATBEPXAEHWM FOCyOapCTBEHHOW perncrpauuy nekapCTBEHHOro rnpenapata siBnsieTcs
3aKr4YeHNe COOTBETCTBYIOLLENO YMOMHOMOYEHHOrO dheaepanbHOro opraHa WCMOSIHUTENbHOM BriacTM O TOM, YTO pPUCK
NpUYMHEHUs] Bpeda 340POBbI YeroBeka WM XMBOTHOIMO BCReACTBME MNpuema JfiekapCTBEHHOrO npenaparta MpeBbillaeT
3(pPEeKTUBHOCTb Er0 NPUMEHEHNS.

(Yactb B pegakumn, BBeaeHHom B aencteme ¢ 15 nors 2018 roga PenepanbHbiM 3akoHOM OT 4 mtoHsa 2018 roga N 140-
®3. - CM™. npeaplayLLyo PeAaKLn0)

14. B nepvog npoBeneHust npoueaypbl NoATBEPXKAEHUS rOCYAapCTBEHHON perncTpaumm nekapcTBeHHOro npenapara ero
obpauleHne B Poccuinckon denepaumm He NpMocTaHaBNMBaETCS.

15. OonyckaeTtcsa obpalleHne nekapCTBEHHbIX NPenapaToB A0 UCTEYEHUSI CPOKa rOOHOCTU, NPOM3BELEHHbIX B TEHYEHMe cTa
BOCbMMWOECSATU KaneHaapHbIX AHEN Nocne AaTbl NPUHSATUS YNONHOMOYEHHbIM heieparibHbIM OpraHOM UCTOSNHUTENBHONM BNacTy
peLleHns 0 NOATBEPXKAEHUN rOCYAaPCTBEHHOW perncTpaumm, B COOTBETCTBUM C MHOPMaLUEN, coaepKallencs B JOKYyMEHTax
pPEervcTpaLmnoHHOro A0Cke Ha NeKapCTBEHHbIN Npenapart A0 AaTbl NPUHATUS TAKOro PeLLeHUs.

(YacTb B pepakumu, BBegeHHon B gencteue ¢ 13 aBrycta 2019 roga ®enepanbHbiM 3akoHoM oT 2 asrycta 2019 rona N
297-®3. - CM. NpeaplAyLLY0 peaaKLmio)
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(CtaTtbsa B pegakuun, BBedeHHol B gericteue ¢ 1 sHeaps 2017 rona ®enepanbHbiM 3akoHOM OT 22 nekabps 2014 rona N
429-®3. - CM. NpeaplayLLyo peaaKLmio)

KommeHTapun Kk ctatbe 29

CTATbA 30. BHECEHUE M3MEHEHMI7I B NOKYMEHTbI, COOEPXALUMECSH B PETUCTPALIMOHHOM IOCbE
HA 3APETMCTPUPOBAHHbLIU NIEKAPCTBEHHbIWU NPEMNAPAT AnA MEOUUUHCKOIO NPUMEHEHUA

1. B uensx BHECEHUS M3MEHEHW B OOKYMEHTbI, copepXaljmecss B permcTpalMoHHOM [OCbe Ha 3aperncTpupoBaHHbIN
nekapcTBEHHbIN MpenapaTt Ans MeOWUMHCKOro NMPUMEHEHUs!, AepXaTeNnb UNu Briagenel, perncTpaumoHHOro yaoCTOBEPEHUS
neKkapcTBEHHOrO npenapara Wnu yrnoriHOMOYEHHOEe MM ApYyroe IopuanMYeckoe nuuo (fanee B HacTOsILEN cTaTbe - 3asiBUTENb)
npeacTaBnsieT B YNONHOMOYEHHbIN defeparnbHblii OpraH UCMONMHUTENbHOW BNacTy 3asiBfieHNe O BHECEHUM TaKUX U3MEHEHUN
no ¢opme, YCTaHOBIEHHOW YMOMHOMOYEHHbIM hefeparnbHbiM OpraHoM WMCMOMHUTENbHOW BriacTu, W npunaraeMble K HeMy
N3MEHEHNS B yKa3aHHble JOKYMEHTbI, a Takke AOKYMEHThI, NoATBepXKaatoLme HeoOXoANMMOCTb BHECEHMS TaKUX U3MEHEHWN.

(Yactb B pepakuun, BBegeHHon B genctene ¢ 1 aHeapsa 2017 roga PenepanbHbiM 3akoHOM OT 22 aekabps 2014 rona N
429-93 (Cc nameHeHnsiMM, BHECEHHbIMN PeaepanbHbiM 3akoHoM OT 13 utona 2015 roga N 241-93); B pegakunm, BBEOEHHON B
pewncteume ¢ 15 moHsa 2018 roga PenepanbHbiM 3akoHOM OT 4 mtoHA 2018 rona N 140-D3. - Cm. npeablayLL Y0 peaakumio)

1_1. MNpun HeobXxo0OUMOCTN BHECEHUSA B AOKYMEHThI, COAepXallUMecs B perMcTpauMoHHOM JOCbe Ha 3aperMcTpupoBaHHbIN
nekapcTBeHHbIM npenapar Ans MeauUMHCKOro NpUMEHeHUs, U3MEeHEHUN, YKa3aHHbIX B NyHKTe 3 YacTu 2 HaCTodLlen cTatbn 1
TpebyoLWmMx NPOBEAEHUS] IKCMEPTU3bl KayecTBa IEeKapCTBEHHbIX CPEeACTB, 3asiBUTENb [OOMOMHUTENbHO MNpeacTaBnseT B
YMONTHOMOYEHHbIN dbeaeparnbHbIi OpraH UCNOMHUTENbLHOW BracTU CBedeHUs O faTe NpedoCTaBneHus U peructTpauuoHHOM
HOMEpE NULEH3UN Ha NPOU3BOACTBO NEKAPCTBEHHbLIX CPEACTB MW CBEAEHUSA O AaTe NpegocTaBeHMs U pernctpaumoHHOM
HOMepe 3aKMYeHUss O COOTBETCTBMM MPOU3BOAUTENS NEKApCTBEHHbIX CPeacTB TpeboBaHMAM npaBui  Hagnexallewn
NPOWN3BOACTBEHHON NPAaKTUKWU, BblAAHHbLIX YNOMHOMOYEHHbIM hegeparnbHbiM OpraHoOM UCMOMHUTENBHOW BNacTu B OTHOLLEHUN
N3MEHEeHHOW 1 (Mnn) AONOSTHEHHOW NPOM3BOACTBEHHOW NNOLaAK/M NeKkapCTBEHHOro npenapara, B cnydae, ecriv npou3BoacTBo
nekapcTBeHHOro npenapara ocyulecTtenserca B Poccunckon depepauun, nnubo ceBedeHuss 0 gaTte nNpeaocTaBfeHns U
perncTpaumoHHOM HOMepe BbiAaHHOW (NpeaocTaBneHHbIX) YNOHOMOYEHHBIM OpraHoOM CTpaHbl NPOU3BOAUTENS NIULEH3UU Ha
NPOM3BOACTBO JIEKAPCTBEHHOIO Npenapata U ee NepeBod Ha PYCCKUIA A3blK, 3aBepEeHHbIE B YCTAHOBIEHHOM MOpSAAKe, a Takke
cBegeHunsa o0 gate nNpegocTaBneHns U perMcTpaumoHHOM HOMeEpPE 3aKrioyYeHNst O COOTBETCTBUM NPOU3BOANTENS NEKAaPCTBEHHbIX
cpeacTtB TpeboBaHMAM nNpaBun Haanexawen npou3BOACTBEHHOW MPAKTUKW, BbIOAHHOMO YMONTHOMOYEHHbIM deaepanbHbIM
OpraHoM WCMOSHUTENbHON BractTM B OTHOLWEHUM W3MEHEHHOM W (UNK) AOMOSIHEHHOW NPOU3BOACTBEHHON MSOLWaAKM
neKkapCTBEHHOro npenapaTta, Unn CBeAeHUs 0 AaTe NpeaoCTaBneHNsa U PErmcTpaumoHHOM HOMEpPE pPeLleHnsT YNONTHOMOYEHHOro
denepanbHOro opraHa UCMNONMHUTENbHOW BNACTU O NPOBEAEHMM UHCNEKTMPOBAHMSA NPOM3BOAMTENS NEKAPCTBEHHbLIX CPEACTB B
cny4vae, ecnv Npou3BOACTBO JIEKAPCTBEHHOTO NpenapaTa OCyLIEeCTBAeTCs 3a npeaenamm Poccuiickon Pegepauun.

(Mactb pgononHutensHo BkMtoveHa ¢ 15 mioHa 2018 roga PenepanbHbiv_3akoHom oT 4 uoHa 2018 roga N 140-93; 8
pegakumu, BBegeHHon B gencteue ¢ 1 aHeapsi 2021 roga ®enepanbHbiv 3akoHoM OT 27 aekabpa 2019 rona N 478-93. - Cwm.
NREeAbIAYLLYI0 PeAaKLmio)

1_2. MNpun HeobXO0OUMOCTUN BHECEHUS B AOKYMEHThI, COAEepXallUMecs B PErMcTpaLoHHOM AOCbe Ha 3aperucTpupoBaHHbIN
nekapcTBeHHbIN npenapar Ans MeauUMHCKOro NpUMEHeHUs, U3MEeHEHUN, YKa3aHHbIX B NYHKTEe 4 YacTu 2 HaCTodLlen CTatbh 1
TpebyoLWmxX NPOBEAEHUS] IKCMEpPTU3bl KayecTBa IEeKaApCTBEHHbIX CPEACTB, 3asiBUTENb [OOMOMHUTENBbHO MNpeacTaBnseT B
YNOMHOMOYEHHbIN dbefepanbHbI OpraH UCNOMHUTENBHOW BRacTW CBeAeHMs O faTe NpedoCTaBneHus U permcTpauuoHHOM
HOMepe NULEH3MM Ha NPOW3BOACTBO NEKapCTBEHHbLIX CPeACTB MMM CBedeHWs O AaTe NpefocTaBfneHus W permcTpauuoHHOM
HOMepe 3akfi4yeHMs O COOTBETCTBMM MPOU3BOAMTENS JIEKAPCTBEHHbLIX CPEACTB TpeboBaHMAM MpaBun  Haanexallen
NPON3BOACTBEHHON MPAaKTUKK, BblOAHHbLIX (MPegoCTaBMAEHHbIX) YNONHOMOYEHHbIM doedeparnbHbIM OpraHoM MCMOSTHUTENbHOW
BNacTM B OTHOLWEHWA NPOU3BOACTBEHHOM MOWAAKM JIeKapCTBEHHOrO npenaparta, B Cryvae, €ecnv Npou3BOACTBO
nekapCcTBEHHOro npenapara ocyulecTtensercs B Poccunckon depepauun, nnbo ceBegeHuss 0 gaTte nNpeaocTaBneHns u
perucTpaumoHHOM HOMepe BbiAAaHHOW YMOMHOMOYEHHbIM OPraHoOM CTPaHbl MPOW3BOAMTENS NULEH3UW Ha NpPOM3BOACTBO
nekapcTBEHHOro npenaparta U ee nepeBof Ha PYCCKUA A3blK, 3aBEPEHHbIE B YCTAHOBMEHHOM MOpsSAKe, a Takke CBeAeHWUs O
AaTte nNpefocTaBreHns N perncTpaLmoHHOM HOMEpPEe 3aKMYeHWs O COOTBETCTBUM MPOU3BOAUTENS NEKapCTBEHHbIX CPeacTB
TpeboBaHMAM npaBun Hagnexailen NPOW3BOACTBEHHOW MNPaKTUKWU, BbIAAHHOMO YMOMHOMOYEHHbIM dhefeparnbHbiM OpraHoM
WCMOIMHUTENBHOW BMacTu B OTHOLUEHWM NPOM3BOACTBEHHOMW MIOLWAAKM NEKapCTBEHHOro npenapata, UM cBedeHusd o aare
npegocTaBneHns U perncTpaumoHHOM HOMepe peLLeHUst YNONHOMOYEHHOro dhedepanbHOro opraHa UCMOMHUTENBHOW BNacTu o
NpoBeAEeHNN MHCNEKTUPOBAHMS MPOU3BOANTENSI NEeKapCTBEHHOrO CpeacTBa B Criyyae, €Cnv Npov3BOACTBO NEKapCTBEHHOMO
npenapaTta OCyLLeCTBnsieTcs 3a npeaenamm Poccuiickon ®egepaunn.
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(Yactb gononHuTensHO BkNtoveHa ¢ 15 mioHA 2018 roga PenepanbHbiM 3akoHoM oT 4 uoHa 2018 roga N 140-93; B
penakumu, BBegeHHon B gencteue ¢ 1 sHeapst 2021 roga PenepanbHbiv 3akoHoM oT 27 aekabpa 2019 rona N 478-93. - Cwm.

NREAbIAYLLYIO PEAaKLio)

1_3. MNMpuHSTUE peLLeHnNsi O BHECEHUN U3MEHEHWIA U 00 OTKa3e BO BHECEHUWN U3MEHEHUI B JOKYMEHTbI, COAepKallnecs B
PErMCTPaLMOHHOM [OCbe Ha 3apermcTpUMpOBaHHLIA NEKapCTBEHHbIA MpenapaTt Ans MeguuUMHCKOro NMPUMEHEHUsl, B criyyae
HeobXOAMMOCTN NPOBEAEHNSI IKCNEPTM3bl KayecTBa JIEKApCTBEHHbIX CPEACTB M (UNM) IKCMEPTU3bl OTHOLLEHUSA OXuOaemown
nonb3bl K BO3MOXHOMY PUCKY NMPUMEHEHMSA FIEKapCTBEHHOro npenaparta Ansi MeaUUMHCKOro NMPUMEHEHNSA OCYLLECTBISETCS B
CpOK, HE MpeBbllaloLWmin AeBAHOCTa pabounx AHEN, a B OCTallbHbIX Cly4vasix B CPOK, He MpeBbIAWmMA Tpuauatu padoumx
OHEeN CO OHS NPUHATMSA YNOMHOMOYEHHLIM dhedeparnibHbIM OPraHOM WUCMOSHUTENBHOW BNACTU 3asIBNEHMSI O BHECEHUWN TaKux
M3MEHEHUIA.

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

1_4. YnonHoMmo4eHHbIN begepanbHbld OpraH WCNOSIHUTENbHOW BRacTM C Yy4eTOM pesynbratoB dapmMakoHazsopa WU
NPOBEPOK COOTBETCTBUS NEKAPCTBEHHbIX CPEACTB, HAXOOSALLMXCSA B rpaXXgaHCKOM 060poTe, yCTaHOBINEHHbIM TPEBOBaHNSIM K UX
Ka4yecTBy B TeuyeHue Oecstu paboumx OHeW CO OHsI MOCTYMNIEHMS COOTBETCTBYIOLLEN MHGOPMALMM pa3MeELLaeT Ha CBOEM
odmumansHom cante B cetu "MHTepHeT" cBegeHWss O HeOOXOAMMOCTU BHECEHWsI B WMHCTPYKUMIO MO  MEAMLIMHCKOMY
NPUMEHEHNIO FEKAapCTBEHHOrO Mpenapata W3MEHEHUWW B OTHOLUIEHMM CBEAEHWM O MOKasaHusx And NPUMEHEHUS W
NPOTMBOMOKAa3aHUsX ANsi NPUMEHEHUS1 NIEKapCTBEHHOro npenapara, BbISBNEHHbIX MOOOYHbIX AEWCTBUSAX, HeXernaTenbHbIX
peakuusix npu NpMMEHEHMU NEKapCTBEHHOro npenapata U yBegoMrisieT 06 3TOM B 3MeKTPOHHOM hopMe Mnu NUCbMEHHON
dopme (Ha BymakHOM HOCUTENeE) AepxaTens unu enagenbla perMcTpaumoHHOro YyaooCTOBEPEHUS NIEKAPCTBEHHOIO npenaparta
(v ynonHoMo4eHHOE WM Opyroe puaudeckoe nuuo), a TaKkke Jepxatenem unv BnagenbLeB perncTpaumoHHbIX
YOOCTOBEPEHUI NEKAPCTBEHHbLIX MpenapatoB (MM YMOSTHOMOYEHHbIX UMW OPYruxX HOPUOUYECKMX NWL), KOTOpble SBMASTCA
B3aNMO3aMEHAEMbIMMU.

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

1_5. Oepxartenb unu Bnagenew perucTpaLumMoHHOro yaoCTOBEPEHMS NeKapCTBEHHOro nNpenapara, a Takke gepxartenu unu
Bnagenblbl perncTpaLoHHbIX YAOCTOBEPEHUI NeKapCTBEHHbIX NpenapaToB (UNW YyNorHOMOYEHHbIE UMW OpYrne topuanyeckme
nvua), KoTopble SBMSATCA B3aMMO3aMeHsieMbiMW, 0053aHbl NpeacTaBUTb B YNONMHOMOYEHHbIM dhedeparnbHbld  opraH
WCMNOMHUTENBHON BNacTu 3asiBNEHUS O BHECEHWUM U3MEHEHUI B JOKYMEHTbI, cogepXalimecss B PerncTpaumoHHbIX AOCbe Ha
3aperucTpupoBaHHble NEKapCTBEHHble npenapaTtbl ANA MEeOULUHCKOrO NPUMEHEHWs, B OTHOLUEHUW CBEAEHUN, yKa3aHHbIX B
WHCTPYKUUN MO MEOULUUHCKOMY MPUMEHEHUI0 NEeKapCTBEHHbIX MpenapatoB, B TeYeHuMe Ccopoka pabouux AHen co AHSA
pasmMeLLeHnst YNOnHOMOYeHHbIM hbedepanbHbiM OpraHOM WUCMONHUTENBbHOW BRacTU WMHAOpMaunnW, ykasaHHoW B Yactm 1 4
HacTodulen cratbn. [aHHoe TpeboBaHWe He pacnpoCTpaHAETCH Ha Criydau BHECEHUS B MHCTPYKLUIO MO MeOULIMHCKOMY
NPUMEHEHWI0 NeKapCTBEHHOro npenapata U3MeHEHWA B OTHOLLIEHUW HOBbIX MoKaszaHun ANns MPUMEHEHUSA feKapCTBEHHOro
npenapata Ha OCHOBaHUM pe3yrnsTaTtoB COOTBETCTBYIOLLMX UCCreaoBaHUN.

(YacTb gononHutenbHo BkntodeHa ¢ 1 mapta 2020 roga PenepanbHbiv 3akoHOM 0T 27 Aekabpa 2019 rona N 475-93)

2. 3KcnepTr3a NekapCTBEHHbIX CPeACTB B YaCTW SKCNEPTU3bl KayecTBa NEeKapCTBEHHOIO CPeACcTBa WM (MnM) SKCNepTUsbl
OTHOLLUEHUS OXMOAEMOW MONb3bl K BO3MOXHOMY PUCKY MNPUMMEHEHMSI IEeKapCTBEHHOro npenapata Ans MeLUUUHCKOro
NPUMEHEHUST MPOBOAUTCS B CIlydae BHECEHUS M3MEHEHUA B [OKYMEHTbI, COAepXaliuecs B pPerucTpauMoHHOM [A0oChbe Ha
3aperncTpupoBaHHbI NTEKapPCTBEHHbIN Npenapar, B OTHOLLIEHUN:

1) cBeOeHWI, yKkasaHHbIX B MHCTPYKLMKN MO MEAULIMHCKOMY NPUMEHEHUIO NIEKapCTBEHHOMO Npenapara:

a) nekapcTBeHHass ¢opma C yKasaHWeM HaMMEHOBaHWA W KONMYECTBEHHONO cocTaBa [EWCTBYIOLMX BELLECTB W
Ka4eCTBEHHOrO COCTaBa BCMOMOraTeribHbIX BeLecTB (Npyv HeobxoaMMOCTM KOFIMYECTBEHHOIO COCTaBa BCMOMOraTeribHbIX
BELLECTB);

6) dapmakogvHaMuka M apMakOKMHETUKA (3a WCKIOYEHMEM (DapMaKOKMHETMKM TOMEOMNaTUYECKUX JleKapCTBEHHbIX
npenapaTtoB U pacTUTENbHbLIX JIEKAPCTBEHHbIX NMpenapaToB);

B) noKasaHunda ana npuMeHeHus,
F) NpoOTUBONOKa3aHNAa Ona npuMeHeHns,;

ﬂ,) Mepbl NPefoCTOPOXHOCTU NPpU NMPUMEHEHUN;

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


http://docs.cntd.ru/
http://docs.cntd.ru/document/557585270#7DO0KC
http://docs.cntd.ru/document/564069057#8P00LP
http://docs.cntd.ru/document/542681418#BP00OU
http://docs.cntd.ru/document/557585270#7DO0KC
http://docs.cntd.ru/document/564069028#7DE0K6
http://docs.cntd.ru/document/902209774#BPS0P7
http://docs.cntd.ru/document/564069028#7DE0K6

06 ob6palLeHun nekapcTBEHHbIX CPeacTB (C u3MeHeHussMu Ha 14 niona 2022 roaa) Ctpanuua 57
®edeparnbHbil 3akoH om 12 anpens 2010 e. Ne 61-®3

€) ykasaHue BO3MOXHOCTU U OCOBEHHOCTEN MPUMEHEHUsI NEKapCTBEHHOro nMpenapaTta Ans MeauLMHCKOro MpYMeHEHNs
GepeMeHHbLIMU KEHLLMHaMMU, KEHLLMHAMMN B NEpUoL rpyaHOro BCKapMIvMBaHus, OETbMU, B3POCHbIMU, UMEOLLMMUN XPOHUYECKUE
3aboneBaHus;

)K) pexum [o3nmpoBaHUA, crnocobbl BBEAEHUSA U NnpuMEeHeHna, npu HeobxooMmocTun BpemMa npumema JrekapCTtBeHHOro
npenapara, NnpoaoJIKUTENbHOCTb J1Ie4EeHUA, B TOM HUCne y [eTen oo 1 nocne ogHoro roaa;

3) BO3MOXHble NMOGOYHbIE AENCTBUSA U HEXenaTenbHble peakuuy npyu NpMMeHeHUN NekapCcTBEHHOIO nNpenapara;
1) CUMNTOMbI NepPefo3UPOBKU, MEPbI MO OKa3aHWI NOMOLLU NPU NEPEAO3UPOBKE;

K) B3aMMOAEWNCTBUE C APYIMMU NEKAPCTBEHHBLIMM NpernapaTamu 1 (Unun) NULEBLIMU NPOAYKTaMU;

n) hopMbl BbIMycKa NlekapCTBEHHOIO Npenapara;

M) ykasaHue (npu HeobxoammocTu) ocobeHHOCTEN AEeNCTBMSA NEKapCTBEHHOro npenapata npu nepeoM npueme unv npu
€ro oTMeHe;

H) cBegeHnAa O BO3MOXXHOM BIMMAHUW NeKapCTBEHHOro npenaparta ana MeauuunHCKOro npuMMeHeHua Ha CMocobHOCTb
ynpaenATb TPAHCNOPTHbIMU CpeaCcTBaMU, MEXaH3MaMu,

0) CPOK rOAHOCTU M yKasaHue Ha 3anpeT NPUMEeHEHUsi NEKapCTBEHHOTO npenapaTa no UCTeYEHUN CpoKa rogHOCTY;
M) yCrnoBusa XxpaHeHus,

p) yCroBUsi OTMycCKa;

2) cocTaBa nekapcTBEHHOMO Npenapata Ansi MEAULMHCKOrO NPUMEHEHWS;

3) n3MeHeHua MecTa NPOU3BOACTBA NleKapCTBEHHOrO npenapara asisi MeauuUUHCKOro NpYMEHEHUSs;

4) n3MeHeHVs1 MokasaTerneln kadecTBa NeKapCTBEHHOro npenapata Afs MEQUUMHCKOrO MpUMEHEHUs U (Mnn) MeTodoB
KOHTPOISi Ka4yecTBa fleKapCTBEHHOro npenapara ansi MeauuUHCKOro NpUMEHEHUS;

5) naMeHeHusi cpoka rogHOCTM NekapCTBEHHOrO nNpenaparta AN MeANLMUHCKOTO NPUMEHEHNS;

6) cBegoeHM O HeOOXOOMMOCTU BHECEHWUS] WHbIX W3MEHEHUA B WHCTPYKUMKO MO MEOULMHCKOMY MPUMEHEHUIO
nekapcTBEHHOrO npenapara, a Takke B UHble JOKYMEHThI, CoAepXalLMecs B PErMCTPaLMOHHOM J0Cke Ha 3aperncTpMpoBaHHbIN
nekapcTBeHHbI npenapat. [Mpu 3TOM pelleHne O NPOBELAEHWM IKCMEPTU3bl KayeCTBa JEKAPCTBEHHbIX CPEACTB U (Unn)
3KCMEepTU3bl OTHOLUEHMST OXWOAEMOW MOMb3bl K BO3MOXHOMY PUCKY MNPUMEHEHWUs] TeKapCTBEHHOro npenapata Aans
MEANLIMHCKOrO MPUMEHEHUS] MPUHUMAETCS B COOTBETCTBUM C YTBEPXKOAEHHOW YMONMHOMOYEHHBIM (hefdepanbHbiM OpraHoMm
WCMOMHUTENBHOW BNacTu knaccudmkaumnen naMeHeHnin, BHOCUMbIX B JOKYMEHTbI, COAEPXALLNECS B PEMMCTPALMOHHOM A0Che
Ha 3aperMcTpMpoBaHHbIN NeKapCTBEHHbIN Npenapar.

(Yactb B pepakunn, BBegeHHon B genctene ¢ 1 aHeapsa 2016 rona PenepansbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N
429-03. - CM. NpeablAyLLYI0 PDEAAKLIMIO)

3. 3asBuTenb BNpaBe MPeAcTaBUTb MO COBCTBEHHOW WMHUUMATUMBE BMECTE C 3asBMEHWEM O BHECEHUW U3MEHEHUWA B
AOKYMEHTbl, COAepXalimecs B PErMcTpaumMoHHOM [OCbe Ha 3aperncTpvpoBaHHbIN  NIEKApCTBEHHLIM MnpenapaTr  Aans
MEAMLIMHCKOIO MPUMEHEHUS, KOMUWM [OKYMEHTOB, MOATBEPXKAAKLWMX YMnaTy rocyaapCTBEHHOM MOLUMWHBI 38 BHECEHWE B
AOKYMEHTbIl, COAepXaliMecs B PErucTpaumMoHHOM [OCbe Ha 3aperncTpvpoBaHHbIN  fNIEKApCTBEHHbLIM MpenapaTr  Ans
MEAMLIMHCKOrO NPUMEHEHUs, U3MEHEHWIN, TPeByLMX NPOBEAEHNS IKCNEPTU3bI NIEKAPCTBEHHbIX CPEACTB B YaCTW 3KCNEpTU3bl
KayecTBa NekapCTBEHHOIO CpeacTBa U (Mnn) SKCNEePTM3bl OTHOLLEHWS OXWAAEMON MOfb3bl K BOSMOXHOMY PUCKY MPYMEHEHNS
neKapCTBEHHOro npenapata Ans MEAULMHCKOrO MNPUMEHEHWs!, ToCyOapCTBEHHOW MOLWMHbLI 3a BHECEHWEe B [OOKYMEHTHI,
cogepxawimecs B PErncTpauuMoHHOM [OCbe Ha 3aperMcTpyMpOBaHHbIN NEKapCTBEHHbINM npenapar Ans  MeAuuMHCKOro
NPUMEHEHWS, M3MEHEHUN, He Tpebylolwmx NpoBedEeHUs 3JKCMepTu3bl NeKapCTBEHHOrO CPEeACcTBa, a Takke BblOaBaeMble
(npepocTaBnsemMble) YNONHOMOYEHHbIMU  ddefeparnbHbIMM - OpraHaMn  UCMONHWUTENbHOW BRacTM OOKYMEHTbl  (CBegeHus ),
ykasaHHble B Yactax 1_1 v 1_2 HacToswen cratbu. B cnyvyae ux HenpeacTtaBneHUs YnonHOMOYEHHbIN defeparnbHblii opraH
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UCMONHUTENbLHOM  BMacTM  3anpalmBaeT  yKasaHHble [OOKYMeHTbl (CBedeHus)) B  MNopsake  MeXBeOOMCTBEHHOro
MHGOPMALMOHHOIO B3aMMOLEeNCTBIS.

(YacTb B pegakuun, BBeaeHHon B gencteue ¢ 1 auBaps 2021 roga ®enepanbHbiM 3akoHOM oT 27 aekabpa 2019 rona N
478-03. - CM. mpeablayLLYI0 peaakLmio)

4. B TeuyeHue pecaAtn pa60l-||/|x OHen co AOHSA NOCTynJieHnA yKa3aHHOINo B 4YacTu 1 HacTosllen cTaTbX 3asiBrEHUA W
HeobxoaMMbIX OOKYMEHTOB yﬂOﬂHOMOquHbIVI ¢)ep,epaanbu71 opraH NCNONHUTENBHOW BNacTu:

1) npoBoAUT NpPOBEPKY MOSIHOTbI W OOCTOBEPHOCTU cBeaeHun, cogepxawunxca B npencrtabBlieHHbIX 3adaBUTENEM
MaTtepunanax;

2) NpvHMMaeT pelleHne O MNPOBEOEHUM YKa3aHHbIX B YacTW 2 HAcTosuWleld CTaTbW COOTBETCTBYHOLUMX 3IKCMEPTU3
neKkapCTBEHHOro cpefcTBa Unn 06 oTkase B UX NPOBEAEHUN;

3) yBeooMIisieT B 3MEKTPOHHOW UMW NMUCbMEHHON hopme 3asBUTENS O MPUHATOM PELUEHUMU UMW B CIydae MpUHSATUS
peLueHns o6 0Tka3e B MPOBeAEHMM COOTBETCTBYHOLLIEN SKCMEPTU3bI C yKaszaHWeM NPUYMH Takoro OTkasa.

(MyHkT B pegakumm, BBeaeHHou B gerictaue ¢ 1 uonst 2015 roga ®enepanbHbiM 3akoHOM OT 22 nekabps 2014 rona N 429-
®3. - CM. npeapIayLLyio peaakLmio)

4 1. B cnyyae BbISIBNEHUSI HEOOCTOBEPHOCTM CBEOEHWI, COAEPXKALLMXCA B NMpeACcTaBleHHbIX 3asBUTENEM MaTepuanax,
YMONMHOMOYEHHbIN (befeparnbHbli OpraH UCMONMHUTENBbHOW BIACTU HaMpaBrsieT 3asiBUTENI0 3anpoc 00 YTOMHEHUWM yKa3aHHbIX
cBefieHuin. [aHHbIA 3anpoc MOXeT OblTb MepefaH YNorHOMOYEHHOMY MNpPencTaBUTENIO 3asBUTENS JIMYHO MOL Pacrucky,
HarnpasreH Mo NnoyTe 3akasHblM NMMCbMOM MIK NepedaH B 3NEKTPOHHON hopme No TENEKOMMYHUKaLMOHHBLIM KaHanam cessu. B
crnyvae HanpasfeHust JaHHOro 3anpoca No NoYvTe 3akasHbiM NMUCbMOM OH CYUTAETCS MONyYEHHLIM MO UCTEYEHUN LLECTUN OHEN C
OaTbl HaNpaBneHusi 3aka3Horo NUCbMa.

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

4 2. 3asBuTenb 06s3aH NpeacTaBMTb OTBET Ha 3anpoc YNoNMHOMOYEHHOro dhefeparnbHOro opraHa UCMONHUTENBHOW BNacTu
B CPOK, He MpeBblllallWniA AeBsSHOCTa paboymx AHEeN CO AHS MNonyyYeHust gaHHoro 3anpoca. Cpok, ykasaHHbli B Yactu 4
HacTosLLEeNn CTaTbyl, NPUOCTaHABNMBAETCH CO OHSA HaMNpaBneHnst 3asBUTENIO 3anpoca YNonmHOMOYEHHOro dpeaeparnbHOro opraHa
WCMOMHUTENbHOW BnacTy A0 AHSA MONyYeHUs MM OTBETa Ha AaHHbIM 3anpoc U He Y4YMTbIBAETCS MPU UCHUCIIEHMM CpOKa
MPUHATUS  pPELUEeHUs] O BHECEHUW WU3MEHEHMM B [OOKYMEHTbl, CcoAepXallMecs B PerucTpauMoHHOM [0Cbe Ha
3aperMcTpUpPOBaHHbIN NEKapCTBEHHbIN Npenapar Anst MEAULIMHCKOrO NMPUMEHEHMUS.

(YacTb gononHutenbHo BkNtoveHa PeaepanbHbiM 3akoHOM OT 25 Hos6pa 2013 rona N 317-93)

5. OcHoBaHveM ANng oTkasa B NPOBEAEHNM YKa3aHHbIX B YacTu 2 HACTOsLIEeN CTaTbu SKCNepTu3 ABNsSeTca npeacraBneHme
OOKYMEHTOB, MepevncrneHHblX B Yactax 1 u 3 HacTosuleln cTatbu, B HEMONMHOM obbeme, HenpencTaBneHue 3asBUTENEM B
YCTaHOBMNEHHbIN CPOK OTBETA Ha YKa3aHHbIN B YacTn 4_1 HacTosLlen cTaTby 3anpoc YNOorTHOMOYEHHOro hegeparnbHOro opraHa
WCTONMHUTENBHOW BNacTW, a Takke OTCYTCTBME B NPEACTABMEHHbIX OOKYMEHTaX OOCTaTOYHbLIX CBEAEHWN, MOATBEPXKOAILLMX
HeoOXoOMMOCTb BHECEHUS U3MEHEHWI, UMM OTCYTCTBME MHOpMauun, NOATBEpXKAaALWen akT ynnaTbl rocyaapCTBEHHbIX
MOLUSINH, YKa3aHHbIX B YacTu 3 HACTOALLIEN CTaTbu.

(HacTtb B pepakumun, BBeaeHHon B genictBue PeaepanbHbiM 3akoHOM oT 25 Hoabps 2013 roga N 317-93; B pegakumum,
BBeaeHHown B aencteme ¢ 1 nona 2015 roga PeaepansHbiM 3akoHOM OT 22 aekabpsa 2014 roaa N 429-03. - CM. npeablayLuyo
peaakuuio)

6. YKasaHHble B YacTu 2 HAcTosLlel CTaTbl SKCNEPTU3bl NPOBOAATCH B NOPSiAKE, YCTAHOBMNEHHOM cTaTbel 23 HacTosAulero
denepanbHOro 3akoHa.

7. B cpok, He npeBblwatoLLmin 4eCATM paboymx AHEN CO OHS NONyYeHUsT 3aKNIOYEHNN KOMUCCUI SKCMEPTOB NO pesyrnbTatam
yKa3aHHbIX B YacTun 2 HacToALLEN CTaTby 3KCNEPTU3, YNONMHOMOYEHHBIN pefeparbHbli OpraH UCMOSTHUTENBLHOW BRacTu:

(Ab3au B penakumm, BBegeHHon B genctene ¢ 1 nons 2015 roga PenepanbHbiv 3akoHOM OT 22 aekabpsa 2014 rona N 429-
®3. - Cm. mpeaplAyLLYO PEAAKLIMIO)

1) NpuHMMaeT peleHne O BHECEHWM WU3MEHEHWA B [OOKYMEHTbl, CcodepXalluMecsl B PpervcTpauMoHHOM [0Cbe Ha
3aperncTpupoBaHHbI NEKapCTBEHHLIN Mnpenapat Ans MeauuUHCKOrO NpUMEeHeHusl, unm ob oTkaze BO BHECEHUM TaKuMx
M3MEHEHUI;
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2) BHOCUT B [OCYAAPCTBEHHbLIV PEECTR NEKAPCTBEHHbLIX CPEACTB Ha OCHOBaHWUU peweHna o0 BHeCeHUu N3MEHEHN B
OOKYMEeHTbl, cogepxXauwumeca B perncrpalMoHHOM OoCbe Ha 38perVICTpI/IpOBaHHbIVI J'IeKapCTBeHHbIVI npenapatr ansa
MeaNUNHCKOro npuMeHeHus, HeobXxoaMMble N3MEHEHUS U BO3BpaLlaeT Ux 3adBUTENIO;

3) BblAaeT 3asBUTEN0 HOBOE PErncTpauMoOHHOE YAOCTOBEPEHME IeKapCTBEHHOro npenapaTta B cliyvyae W3MeHeHus
CBEAEHMI, COOEPXKALLNXCS B HEM.

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

8. OcHoBaHMeM AN OTKka3a BO BHECEHUW WU3MEHEHUA B AOKYMEHTbl, coaepXallimMecs B perucTpauMoHHOM [OCbe Ha
3aperncTpupoBaHHbIN NekapCTBEHHbIM npenapar Ans MeguuMHCKOro MpUMEHEHUS, SIBNSETCS 3akModeHne YrnorHOMOYEHHOro
denepanbHOro opraHa WCMOMHUTENBHOM BRacTU O BO3MOXHOCTU CHMXKeHMst ©6e30macHOCTM, KadecTBa, 3GEKTMBHOCTU
nekapcTBEHHOro cpefcTBa B Cryyae BHECEHUS TaKUX U3MEHEHUIA.

9. JonyckaeTtcsi obpalleHme nekapCTBEHHbIX NpenaparToB Anst MegULMHCKOrO NPUMEHEHNsT 0 UCTEYEHUS CPOKa rO4HOCTH,
npomnssBedeHHbIX B TeYeHWe cTa BOCbMWAECATU AHeW nocne AaTbl MPUHATUSA YNONMHOMOYEHHbIM dedeparnbHbIM OpraHoMm
UCMONHUTENbLHOM BNacTU peLlleHNss O BHECEHUU WU3MEHEHWW B AOKYMEHTbl, cogepXallMecs B perucTpauMoHHOM [OoCbe, B
COOTBETCTBUN C MHOpMaLMen, cogepxallenca B JOKYMEHTax perncrpaumMoHHOro AOCbe Ha fekapCTBEHHbIN npenapat go
AaTbl NPUHATUSA TaKoro peLleHus.

(YacTb B pegakumu, BBegeHHon B genctame ¢ 1 nonsa 2015 rona PenepansbHbiv 3akoHoM 0T 22 fekabpa 2014 rona N 429-
®3. - CM. mpeabIAyLLY0 PEAAKLIMIO)

10. MpaeutenbctBo Poccuiickon Pepepauumn BnpaBe YCTaHOBUTb OCODEHHOCTU BHECEHUS WM3MEHEHUA B [OKYMEHTHI,
cogepXawmecs B perucTpauMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIA fEeKapCTBEHHbIM npenapaTr Ans  MeguuUHCKOro
NpUMEHeHNs, B criyvae aedeKkTypbl NN pucka BO3HUKHOBEHUST AeheKkTypbl NIEKapCTBEHHbIX NpenapaTtoB B CBA3M C BBEAEHNEM
B OTHOLeHMn Poccunckon ®enepaumm orpaHNYnTENbHBIX MEP 3KOHOMUYECKOrO XapakTrepa.

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

KommeHTapum k ctatbe 30

CTATbSA 31. BHECEHVE U3MEHEHWW B JOKYMEHTbI, COOEPXALLMECS B PETUCTPALIMOHHOM JOCLE
HA 3APETMCTPUPOBAHHbIN NNEKAPCTBEHHbIW NMPENAPAT ANl BETEPUHAPHOIO NMPUMEHEHUSA

1. B uensax BHeCEHUS M3MEHEHWW B OOKYMEHTbl, cogepXalmecss B permcTpalMoHHOM [OCbe Ha 3aperucTpupoBaHHbIN
nekapcTBeHHbIV npenapaT Ans BETePUHaAPHOro NpUMEHEeHWs, AepXaTenb Unu Bnageney, pernctpauuoHHOro yaoCTOBEPEHMUS
nekapcTBEHHOro npenapara unu yrnoriHoOMOYeHHOe MM Apyroe IopuanMdeckoe nuuo (fanee B HacTodALWEN cTaTbe - 3asBUTernb)
npencrasnseT B YNOMHOMOYEHHbIN bedepanbHbii OpraH UCMOMTHUTESNBHOW BNacTu 3asdBfieHne O BHECEHUU TaKUX U3MEHEHUN
no dopme, yCTaHOBMEHHOW YMOMHOMOYEHHbIM dhefdepanbHbiM OpraHoOM WCMOMHUTENbHOW BracTW, U npunaraemble K Hemy
N3MEHEHNs1 B YKa3aHHble AOKYMEHTbI, a TakKe OOKYMEHTbl, NoATBepXAalolmMe HeobxoanMoCTb BHECEHUS TaKUX U3MEHEHWI.
Mpn HeobXxoOMMOCTM BHECEHUS U3MEHEHUM B [OOKYMEHTbl, cogepXalmecss B  PerucTpauMoHHOM Jocbe Ha
3aperMcTpMpPOBaHHbIA  NEKAPCTBEHHBIN Mpenapat Ans BETEPUHApHOro MPUMEHEHUsl, B Cry4asix W3MeHeHus un  (unm)
OOMOMHEeHNA MPOU3BOACTBEHHOW MroWwankym nNeKapCTBEHHOro CpeacTBa, a Takke W3MeHeHWs nokasaTenen KadvecTsa
NeKapcTBEHHOrO npenaparta Ansi BETEPUHAPHOro MPUMEHEHUS U (MnM) METOOOB KOHTPOMsi KayecTBa NeKapCTBEHHOMO
npenapata Ans BETEPUHAPHOIO NPUMEHEHUS 3asiBUTENb AOMOMHUTENbHO MPeACTaBnsaeT B YMNONHOMOYEHHbIA henepanbHbIn
OpraH UCMONMHUTENBbHOW BNAacTX criegyroLlme JOKYMEHThI (CBeaeHus):

(AB3au B penakuun, BBegeHHow B gencteue ¢ 1 aHBapsa 2021 roga ®enepanbHbiM 3akoHOM OT 27 aekabps 2019 rona N
478-03. - CM. NpeabIAyLLYI0 PDEAAKLIMIO)

1) cBeaeHuss o garte nNpefocTaBeHNst U PErMCTPALMOHHOM HOMEpPE NULEH3MM Ha NPOM3BOACTBO NeKapCTBEHHbIX CPEACTB,
npefocTaBieHHON NPOU3BOAUTENIO fIEKapCTBEHHOrO npenaparta ANs  BETEPUMHAPHOTrO MPUMEHEHUS, [ANs  POCCUMACKMX
npounssoguTenen;

(MyHKT B pegakumu, BBeaeHHon B aencrtene ¢ 1 aHBapsa 2021 roga PenepanbHbiM 3akoHoM OT 27 aekabpsa 2019 roaa N
478-®3. - CM. mpeaplayLLyo PeAAKLN)

2) cBefeHWst 0 aaTte nNpegocTaBneHns 1 perucTpauroHHOM HOMepe NMUEH3UN Ha NPOU3BOACTBO NEKapCTBEHHbIX CPEACTB,
NPeaoCTaBEHHON MPOM3BOAMTENO (hapMaueBTUYeCKOon cybCcTaHuMM, BXOOSLLEN B COCTaB NEKapCTBEHHOrO npenapara gns
BETEPUHAPHOIro NPUMEHEHUs, ANsi POCCUNCKMX NPOM3BOANTENEN;

(MyHKT B pegakumu, BBegeHHon B genctene ¢ 1 sHBapsa 2021 roga PenepanbHbiM 3akoHoM OT 27 aekabpsa 2019 rona N
478-®3. - CM. mpeablayLLY0 PDEAAKLIMIO)
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3) KonMs JOKYMEHTA, BblAAHHOINO YMOMHOMOYEHHBIM OpraHOM CTpaHbl NMPOU3BOAUTENST AMNS KaXAOW NpPOM3BOACTBEHHON
nnowjagkM nekapcTBeEHHOro npenapaTa Ans BETeEpPMHAPHOro NPUMEHEHUsI U NOATBEPXKAaloLWEero COOTBETCTBME NPOoM3BOAUTENS
nekapcTBEHHOro npenaparta TpeboBaHMAM NpaBuil Hagnexalen NPou3BOACTBEHHOW NMPAKTUKM, U ero NepeBof Ha PYCCKUi
A3blK, 3aBEPEHHbIE B YCTAHOBMEHHOM MOPSiAKE, @ TakkKe KOMWsi 3aKMYeHUs O COOTBETCTBMU MPOU3BOAUTENS NEKAapPCTBEHHBLIX
cpencTB TpeboBaHUSIM MpaBuI Hagnexallelr NpoM3BOACTBEHHOW MPAaKTUMKW, BbIAAHHOMO YMNOMHOMOYEHHBIM dedepanbHbIM
OpraHoM WCMNONMHUTENBHOM BMacTK AN KaXXaon NPOM3BOACTBEHHOM NNOLLAAKN NekapCTBEHHOMO nNpenapaTta Ansi BeTepuHapHoro
NPUMEHeHUs1, NGO KONUS peLleHnst O NPOBEAEHUN MHCMNEKTUPOBAHUS NPOU3BOAUTENS NEKAPCTBEHHbIX CPeacTB, MPUHSATOrO
YMNONMHOMOY€EHHbIM  dbedepanbHbIM  OPraHOM  UCTIONHUTENbHOW  BRacTU  ANs  KaXdoW MNPOU3BOACTBEHHOW  Mrowankv
nekapcTBEHHOro npenaparta Al BETEPUHAPHOIO MPUMEHEHUS. YKasaHHble [OKYMEHTbl MpefacTaBnsitoTCsl B Cryyae, ecrnu
NpoM3BOACTBO NeKapCTBEHHOrO npenapara Afisi BETEPUHAPHOro NMPUMEHEHUs] OCYLLECTBISIETCH 3a npegenamu Poccuinckon
depepauuy;

4) konusi OKYMeHTa, BblAaHHOIO YMNONIHOMOYEHHbIM OpraHOM CTpaHbl MPou3BoAUTENst hapMaLeBTUYECKON CyOCcTaHUMM 1
NMOATBEPXKOAIOLWEr0 COOTBETCTBME MPOU3BOAMTENS hapMaLeBTMYECKON cyGCcTaHLMKM, BXOASLWEN B COCTaB fekapCTBEHHOro
npenapata Aans BeTEPUMHAPHOro NPUMEHeHUsi, TpeboBaHUSM NpaBuIl Hagnexallen MPOU3BOACTBEHHOW MpaKTUKX, U ero
nepeBoq Ha PYCCKMIA £A3blK, 3aBEpPEHHble B YCTaHOBIIEHHOM MOPSAKe, B Crny4vae, ecnv npou3BoAcTBO (hapmaLleBTU4ECKOW
cybcTaHuum ocyllecTBnsieTcs 3a npegenamu Poccuiickon depepauun.

(YacTb B pepakuum, BBegeHHow B fenctaume ¢ 15 moHa 2018 roga ®enepanbHbiM 3akoHoM 0T 4 moHa 2018 roga N 140-

®3. - CM. mpeablAyLLYy0 PEAAKLIMIO)

1_1. B cny4yae nsameHeHust 1 (Unu) SONOMHEHNUs1 NPOU3BOACTBEHHOW MIOLAAKA NEKAPCTBEHHOIO cpeacTBa OOKYMEHTDI,
yKasaHHble B YacTu 1 HacTosulen cTaTbW, NPeAcTaBnsloTCs 3asiBUTENeM B OTHOLUEHWM U3MEHSIEMOM M (UNnn) LOMOMHAEMOMN
NpPOn3BOACTBEHHON MIOLLAAKM NeKapCTBEHHOro cpeacTea. PelleHne o BHECEHUM U3MEHEHUI B JOKYMEHTLI, codepKalumnecs B
pPEerucTpaLmMoHHOM [OCbE Ha 3aperucTpUpOBaHHbI NeKapCTBEHHbLIN NpenapaT Ansi BETepMHApHOro NpuUMEeHeHus, unu ob
OTKas3e B MX BHECEHUW MPVHUMAETCS B Criy4ae HeoGXOoAMMOCTY NPOBEAEHUS SKCNEPTU3bI NTEKAapPCTBEHHOIO CPeaCcTBa B CPOK, He
npeBsbIWaoLLmMin AeBsHocTa paboumx OHeN, a B ocTarnbHbIX Cry4asx B CPOK, He MPEBbILLaoLWniA TpUaLaTi paboumx gHel co aHs
NMPUHATUSA YNONHOMOYEHHBIM dhefepanbHbIM OpraHOM UCMONMHUTENBHOWM BNacTy 3asiBNeHNUs1 0 BHECEHUW TakUX U3MEHEHUIA.

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

1_2. B cny4ae peopraHu3aumv pJepxatend wunu Bragenbla perucTpaumoHHOro YOOCTOBEPEHUS NEKapCTBEHHOro
npenapata [AnNd BETEPUHApPHOro nNpUMeEHEeHWsi, paspaboTuMka WnM MpPOU3BOAMTENS NeKapCTBEHHOro Mpenapara Ans
BETEPUHAPHOr0 NMPUMEHEHUS B 3asIBNEHNMN O BHECEHUN U3MEHEHUN B JOKYMEHTbI, CoAepXallmMecs B perucTpaumMoHHOM 4OCbe
Ha 3aperucTpMpoOBaHHbIN NEKapPCTBEHHbIN NpenapaTt ANS BETEePUHAPHOro MpUMEHEHUs, YKasblBalOTCS AaHHble OOKYMEHTa,
NOATBEPXKOAKOLLEr0 BHECEHME COOTBETCTBYHOLUMX M3MEHEHW B EOUWHBIN rocyaapCTBEHHBIN pPeecTp puanyecknx nuuy (ans
OopraHusaLuun, 3aperMcTpupoBaHHbIX Ha TeppuTopumn Poccunckon ®enepaumn), UM MHOTO OOKYMEHTA, NMOATBEPXKAAMLLEro
peopraHM3aumio IpUaNYECKOro nuua (4na opraHu3auuin, He 3aperMcTpupoBaHHbIX Ha Tepputopumn Poccunckon denepauun).
3asBneHne 0 BHECEHWM M3MEHEHWA B [OKYMEHTbI, COAEpXalluecs B PEerucTpauMoHHOM [OCbe Ha 3apermcTpyupoBaHHbIN
nekapCTBeHHbI MpenapaTt Ans BETePUHApPHOro MNPUMEHEeHWs, N npunaraeMble K HeMy [AOKYMEHTbl NpeacTaBnsioTcA B
YMONTHOMOYEHHBIN heaeparnbHbI OpraH MCNOMHUTENBHOW BracTu He Mo3gHee YeM yepes Tpuauatb paboymx OHeW co OHS
BHECEHWNS] COOTBETCTBYIOLLIMX W3MEHeHMn B EOuWHbIA rocygapCTBEHHbIN peecTp topuvanyeckux nuvy (ons opraHusauuim,
3aperncTpmpoBaHHbiX Ha TeppuTtopun Poccuickon degepaumm) mnv co OHA NPUHATMS COOTBETCTBYIOLLErOo OOKYMEHTa,
NnoATBEepPXKOAKLero peopraHn3aumio pUanNYeckoro nvua (4ns opraHusauui, He 3aperncTpupoBaHHbIX Ha TeppuTopuu
Poccuinckon ®depepaummn). B cnyvae peopraHvsaumm gepxatens unu Bnagenbua perncTpauuoHHOro yAoCTOBEepPeHUs
nekapcTBEHHOro npenapaTta QAns BETEPUHAPHOIO MPUMEHEHUs 3asiBNeHue O BHECEeHUW W3MEHEeHWA B [OKYMEHTbI,
cofepxawmecs B perucTpaumMoHHOM [OCbe Ha 3aperMcTpyMpoBaHHbIN FeKapCTBEHHbIM npenapaTt Ans BeTepuHapHOro
NpUMEHeHWs, NoJaeTCa pPUONYEeCcKMM nULOM, KOTOPOMY B XOde peopraHusauuy nepefaHo npasBo BriageHust Takum
perucTpaunoHHbIM YOOCTOBEPEHNEM.

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

2. B cnyyae BHeCeHWs1 U3MEHEHWIA B JOKYMEHTbI, copepXallumecs B perMcTpaumMoHHOM AOChbe Ha 3aperncTpypoBaHHbIN

NeKapcTBEHHbIN npenapart 4151 BETEPUHAPHOro NpMMEHEHUs, B OTHOLLEHMM CBEAEHU, YKa3aHHbIX B noanyHktax "e", "x", "k,
"n", "H", "c", "x" nyHkta 7 yactm 3 cratbu 17 Hactosulero denepanbHOro 3akoHa, U3MEHEHWst 1 (Mnv) OOMONHEeHUs
NpoM3BOACTBEHHON MMOLWAAKM INEKapCTBEHHOro CpeacTBa, a Takke B Cryvyae M3MEHeHus rnokasaTtenen KayecTBa
NeKkapcTBEHHOrO npenaparta Ansi BETEPUHAPHOro MPUMEHEHUA U (MrM) METOOOB KOHTPOMsi KayecTBa NeKapCTBEHHOrO
npenapata And BeTEepUMHapPHOro MNpUMEHEHUs MNPOBOAUTCH 3KCNepTM3a IeKapCTBEHHOro CpeAacTBa ANS BETePUHApPHOro
npumMeHeHus. B cnydae HEOOX0AMMOCTM BHECEHMSI MHBIX U3BMEHEHUI B LLOKYMEHTbI, COAepXaLlMecs B perMcTpaLnoHHOM A0Cke
Ha 3apermcTpupoBaHHbIA NeKapCTBEHHbIV npenapaTt Ans BeTepuHapHOro NpMMeHeHUs!, aKcnepTu3a nekapcTBEHHOro CpeacTaa

ana BeTepuHapHOro npyumMmeHeHnd He nNpoBOAUTCA.
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(YacTtb B pegakumm, BBefeHHomn B fencteme ¢ 1 aHBaps 2015 roga PenepanbHbiM 3akoHOM OT 22 okTabps 2014 roga N
313-93; B pepakumu, BeegeHHol B aencteue ¢ 1 nonsa 2015 rona PenepanbHbiM 3akoHOM OT 22 fekabpsa 2014 rona N 429-
@3. - CM. NpeabIayLLyo peaakLmno)

3. 3asButenb Bnpaese npeactaBuTb NO COOBCTBEHHOW WMHMUMATUBE BMECTE C 3asiBIEHMEM O BHECEHUM U3MEHEHUN B
OOKYMEHTbl, codepXalwmecs B pPermcTpauuMoHHOM [OCbe Ha 3aperMcTpyMpoBaHHbIN  NEKAPCTBEHHLIM MNpenapat  Ans
BETEPUHAPHOIO MPUMEHEHUS, KOMUM AOKYMEHTOB, MOATBEPXAAlLWMX ynnaTty rocygapCTBEHHOW MNOLWMHBLI 32 BHECEHWE B
OOKYMEHTbI, codepXalwmecs B pPEermcTpaumoHHOM [OCbe Ha 3aperucTpyMpoBaHHbIN  NEKAPCTBEHHLIM Mpenapat  Ans
BETEPUHAPHOIO MPUMEHEHUS, N3MEHEHMIN, TPEOYIOLWMX NPOBEAEHMS IKCMEPTU3bI NTEKAPCTBEHHOIO CPEACTBA, UM U3MEHEHUN,
He TpebyLlwmx NpoBedeHUs 3KCMEepPTU3bl fleKapCTBEHHOro cpeactBa. B cnyvyae HeobGXoAMMOCTU M3MEHEHWs CBEOEHUN,
coaepKalmxcsi B PerucTpaumMoHHOM YOOCTOBEPEHUN NEKAPCTBEHHOrO npenapaTta Ansd BETEPUHAPHOro MNPUMEHEHUSs, C
3asiBMEHMEM, yKa3aHHbIM B YacTu 1 HacTodALlen cTaTbu, 3asBUTENb BNpaBe NPeacTaBUTb Mo COOCTBEHHOM MHULMATMBE KOMUIO
OOKYMEHTa, MoaTBEPXAAKLWeEro ynnaty rocygapCTBEHHOM MOLWMMHbI 3a  Bblgavdy PerncTpaumMoHHOrO  yaoCTOBEPEHUS
NeKapCcTBEHHOro npenapata. 3asBUTENb BrpaBe MNpeacTaBUTb MO COOCTBEHHOM WHMLMATMBE CBEOEHUS O JULEH3USX,
yKa3aHHble B OyHKTax 1 1 2 YacTtn 1 HacTodLlen cTaTbu, a TakKe BbidaBaeMble YNOITHOMOYEHHbIMU dheaeparnbHbIMU OpraHamm
UCMONHUTENbLHOM BriacTM AOKYMEHTbI, ykadaHHble B OyHKTe 3 4actv 1 HacTodulen cratbu. B cnyyae HenpegctaBneHus
yKa3aHHbIX [JOKYMEHTOB (CBeOEeHWI) YMNONHOMOYEHHbIN dbedepanbHbll OpraH WCMOMHUTENbHON BRacTy  3anpaluvBaeT
yKa3aHHble JOKYMEHTbI (CBeEHWS1) B MOPSAKE MEXBEAOMCTBEHHOIO MHOPMALIMOHHOIO B3aMMOAENCTBUSI.

(YacTtb B pepakumu, BBegeHHon B aencteue ¢ 1 sHeapsa 2021 roga PenepanbHbiM 3akoHOM OT 27 nekabpa 2019 roga N
478-03. - CM. NpeabIAyLLYI0 PDEAAKLIMIO)

4. B CpPOK, He I'IpeBbILIJaIOLIJ,I/IVI OecATun pa6oql/|x OHen co gHs NOCTYNJIiIeHNA yKa3aHHOINo B 4actu 1 HacToAulen cTatbn
3asBneHns 1 HeobxoammbIx OOKYMEHTOB, yl'lOﬂHOMOHeHHbII;I qae,qepaanblﬁ opraH NCMOSTHUTENBLHON BNacTK:

1) npoBoOUT NPOBEPKY MOJIHOTbI WU OOCTOBEPHOCTU cBegeHun, cogepxawunxca B npencrtabBlieHHbIX 3adaBUTENEM
OOKYMEeHTaXx;

2) NPpMHUMaET pelleHne o npoBeaeHUN 3KCNepPTU3bl NEKAPCTBEHHOINoO cpeacTtesa onAa BeTepnHapHOro npuMeHeHna mnm 06
OTKa3e B ee nposeaeHnu;

3) yBegomnsieT B MMCbMEHHOW hopMe 3asiBUTENS O MPUHSTOM PELUEHUN UNW B Criydae NPUHATUS pelueHust o6 oTkase B
NPOBEOEHUN 3KCNEPTU3bI NTEKAPCTBEHHOTO CPEACTBa AN BETEPUHAPHOTO NPUMEHEHUS C yKa3aHUEM NPUYMH TaKoro oTkasa.

4 1. B cnyyae BbISIBNEHUSI HEOAOCTOBEPHOCTM M (MNW) HEOQOCTAaTOMHOCTU CBEAEHWUN, COOEepXaluMXca B NPeLCTaBreHHbIX
3as8BUTENEM JOKYMEHTAX, YMONHOMOYEHHbIN heaepanbHbIi OpraH UCMOMHUTENbHON BMAcTU HanpaenseT 3asBUTENO0 3anpoc ob
YTOYHEHMM YKa3aHHbIX cBeAeHMI. 3anpoc MOXeT ObiTb NepefaH YNnonHOMOYEHHOMY NpeacTaBUTENIO 3asiBUTENS Mo, Pacry1CKy,
HamnpasneH no NoYTe 3akasHblM MMCbMOM WK NepefaH B 3reKTPOHHON hopmMe Mo TENEeKOMMYHMKaLMOHHbLIM KaHanam cB4a3u. B
crny4vae HanpaeneHus 3anpoca 06 YyTOYHEHUM yKasaHHbIX CBEAEHWI Mo nodTe 3akasHbIM MUCbMOM OH CYUTAETCS MOMNYyYEeHHbIM
Nno UCTEYEHNN LIECTUN OHEN C AaTbl HANpaBneHUsl 3akas3Horo NUcbma.

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

4 2. 3asBuTens 06a3aH NnpeacTaBMTb OTBET Ha 3anpoc YNONMHOMOYEHHOro dhefepanbHOro opraHa UCMONMHUTENBHOW BNacTu
B CPOK, HE MpeBbIAWMIA AeBsAHOCTa pabounx AHEN CO AHSA MonyyYeHust gaHHoro 3anpoca. Cpoku, ykasaHHble B Yactu 1 1
HacTosALeN cTaTby, NPMOCTAaHABIMBAKOTCS CO OHS HaNpaBneHWs 3asiBUTENIO 3anpoca YrofTHOMOYEHHOro dhefeparibHOro opraHa
WCMOMHUTENBHOWM BNacTu A0 AHS NOSlyYeHWst OTBETA HA AaHHLIN 3anpoc U He YYMTLIBATCS NPU UCYUCIIEHUM CPOKa MPUHATUS
pELLEHNS1 O BHECEHUN W3MEHEHMN B [OKYMEHTbI, COAepXaljmecs B pPermcTpauuMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIN
nekapcTBEHHbI Npenapar aJ1s BETEPUHAPHOIO NPUMEHEHNS.

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

5. OcHOoBaHWeM Ansi OTKasa B MpoOBedEeHMU IKCMepTu3bl NEKapCTBEHHOro cpeacTBa Ans BETePMHapHOro npvMeHeHus
ABMAETCA NpeacTaBneHne JOKYMEHTOB, Yka3aHHbIX B YacTax 1 v 3 HacTodulen cTatbu, B HEMONHOM o6beme unm oTcyTcTeME B
npeacTaBrneHHbIX [OKYMEHTax [OCTaTOYHbIX CBEAEHWN, MOATBEPXAAKLMX HeOoOXOAMMOCTb BHECEHMSI W3MEHEeHWr, nmbo
HenpeacraeneHMe 3asiBUTENEM B YCTAHOBIEHHbIA CPOK OTBETa Ha YKa3aHHbIn B Yactu 4_1 HacTodulen cTatbm 3anpoc
YMONMHOMO4YEHHOro doeepanbHOro opraHa UCMOMNHUTENbHON BracTu.

(YacTtb B pepakuum, BBegeHHon B gencteue ¢ 15 noHa 2018 roga ®enepaneHbiM 3akoHoM 0T 4 mioHa 2018 roga N 140-
®3. - CM. npeaplayLyio peaakLmio)
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6. 3KCFIepTI/I3a JTeKapCTBeHHOIro cpeacrtBa And BeTepuHapHOro npuMeHeHna B LenAax BHeCeHunsA N3MEHEHWNI B OOKYMEHThI,
coagepXxawpmeca B perncTtpaumMoHHOM O0Cbe Ha 38perVICTpI/IpOBaHHbI17I J'IeKapCTBeHHbIIZ npenapatr AanAa BeTepuHapHOro
NnpuMeHeHnA, oCyLecTBnAeTCA B nopanke, ycCtaHOBIIEHHOM cratben 24 HacTosulero PeaepanbHOro 3akoHa.

6_1. B cpok, He npeBbllWaWmMn gecatn paboumx AHEW CO OHSA MOMyYeHWs 3aKMioYeHUs KOMMUCCUWM 3KCMepToB Mo
pesyrnbrataMm yKasaHHOW B YacTu 2 HACTOSALEN CTaTbW SKCNEPTU3bl, YNONHOMOYEHHbIM dheaepanbHbli opraH UCNONHUTENBHOM
BNacTu:

(AB3aL B pepakuun, BBeaeHHon B gencteue ¢ 13 aBrycta 2019 roga PenepanbHbiM 3akoHoM oT 2 asrycTta 2019 rona N
297-®3. - CM. NpeablayLLY0 PeAAKLNI)

1) NpuHMMaeT pelleHMe O BHECEHWM W3MEHEHWN B [AOKYMEHTbI, COAepXalmecs B PEermcTpauumoHHOM [oCbe Ha
3aperncTpupoBaHHbIA NIEKAPCTBEHHbIM NpenapaT Ans BETEPUHAPHOINO MPUMEHEHUs, MM o6 OTKa3e BO BHECEHUWN TaKuMx
N3MEHEHUI;

2) BHOCUT B [OCYAAPCTBEHHbIA PEECTP NEKAapPCTBEHHbIX CPEACTB Ha OCHOBAHUM PELUEHWS O BHECEHWM U3MEHEHWi B
OOKYMEHTbI, COAepXaliMecss B PErucTpaumMoHHOM [OCbe Ha 3aperncTpuvpoBaHHbIN  JIeKapCTBEHHbI MpenapaTt  Ans
BETEPMHAPHOIo NPMMEHEHNs1, HEOBXOAMMbIE N3MEHEHMS M BO3BPALLAET 3TV JOKYMEHTbI 3asiBUTEN!O;

3) BblgaeT 3aABUTEN0 HOBOE perucTpaLMoHHOe YAOCTOBEpPeHWE FeKapCTBEHHOro npenapara Ans BeTepuHapHoro
NPUMEHEHUST B CIlydae HeOoOXOAMMOCTU WM3MEHEHUSI CBEAEHUN, COAepXaluxcs B HEM, C COXpaHEeHMEM Homepa paHee
BblAaHHOIO PerMcTpaLmoHHOro yaooCcToBEepEHUS NekapCTBEHHOro npenapaTta Ang BeTePUHaApHOro NpyMeHeHMs1.

(MyHKT gononHuTensHo BkNtoYeH ¢ 13 asrycta 2019 roga PeaepansHbiM 3akoHoM oT 2 asrycTta 2019 rona N 297-93)

(Yactb 6_1 pononHuTenbHO BKtoveHa ¢ 22 HoA6ps 2014 roga ®enepanbHbiM 3akoHOM OT 22 okTabpa 2014 rona N 313-
®3)

6_2. B cnyyae BHeceHUs U3BMEHEHWIA B JOKYMEHTbI, CoAepXKallumMecs B perncTpaumoHHOM AOChbe Ha 3aperMcTpupoBaHHbIN
NeKkapcTBEHHbIN Mnpenapat ANl BETepUHapHOro MNpUMMEHEHUs, B 4acTW, Kacalllencsi M3MEHeHuss n (Mnu) OOMONHEHUs
Npon3BOACTBEHHON NroWaAKW NekapCcTBEHHOro npenapara, Npu NpeacTaBneHun 3asiBUTENIEM B COOTBETCTBUM C MyHKTOM 3
YacTu 1 HaCToALLIEN CTaTbM KOMUU PELLIEHMS YITONTHOMOYEHHOrO doeagepanbHOro opraHa UCMONMHUTENbHOW BracTh O NPOBEAEHNM
WMHCMEKTUPOBaHUS MPOU3BOAUTENS] NEKAapCTBEHHbIX CPEACTB CpPOK, YKasaHHbIW B 4Yactu 6 1 HacTosulen cTaTbM,
NpuoCTaHaBNMBAEeTCAd CO [OHSA MOMyYeHUsl 3aKIiYeHUst KOMMWUCCUM SKCMEPTOB A0 AHS MPUHSATUS  YNONHOMOYEHHbIM
eaepanbHbIM OpPraHOM MCMOMHUTENBHOW BNacTu pelleHns o Bblgade unv ob oTkase B Bblgayve 3akii0YeHMsS1 O COOTBETCTBUM
npou3BoAnNTenNs NnekapcTBEeHHbIX CpeAcTB TpeboBaHMAM NpaBun Haanexalleln Npou3BoACTBEHHOW NPAKTUKK, HO He Goree Yem
Ha CTO BOCEMbAECHT paboumx gHewn.

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

7. OcHoBaHMEM AONS OTKa3a BO BHECEHUN M3MEHEHUA B OOKYMEHThbl, COAepXXalliMecsl B PerucTpauMoHHOM [OCbe Ha
3aperMcTpMpOBaHHbIN NEKapCTBEHHbIV NpenapaT Ans BETEPUMHAPHOIO MPUMEHEHUS!, B Cryyasx, He TpeOyroLlMX NpoBeaeHUs
3KCMepTU3bl NEKapCTBEHHOTO CPeACTBa, ABNAETCS NPeACTaBNeHne AOKYMEHTOB, YKa3aHHbIX B YacTsax 1 u 3 HacTogdulen cTaTtbu,
B HEMOSNIHOM o6beme unm OTCYTCTBME B MPEeACTaBMEHHbIX JOKYMEHTaX CBEAEHWUI, KOTOpble OOMKHbI ObiTb B HUX OTPaXEHb,
nnbo HenpeacTaBrneHWe 3asiBUTENEM B YCTAHOBMIEHHbIA CPOK OTBETA HA YKasaHHbIA B YacTu 4_1 HacTosllen cTatby 3anpoc
YMONTHOMOY€EHHOro dheiepanbHOro opraHa UCMoSHUTENbHON BracTu.

(HYactb B pegakumn, BBeaeHHon B aencteme ¢ 15 mniors 2018 rona PenepanbHbiM 3akoHOM OT 4 utoHa 2018 roga N 140-
@3. - CM. NpeablayLLyo peaakLnio)

7 _1. OcHoBaHMEM Ansi OTKa3a BO BHECEHWW M3MEHEHWA B JOKYMEHTbl, coAepXKallMecsl B PerMcTpaumoHHOM [0Cbe Ha
3aperMcTpMpoBaHHbI NeKapCTBEHHbIM MpenapaTt Ans BeTepMHapHOro MpUMEHeHUsl, B cny4dasix, Tpebylolmx npoBeaeHus
3KCMepTn3bl FIEKAPCTBEHHOIO CPEACTBA, SIBMSETCA 3aKMOYeHWe YMNONTHOMOYEHHOro (oefepanbHOro opraHa WCMONHUTENbHOW
BMacTM O BO3MOXHOCTM CHWXeHMsi Ge3onacHoCTW, kavecTBa, 3(M(EKTUBHOCTU NEKapCTBEHHOro npenaparta BCNeAcTBUue
BHECEHUS] U3MEHEHUI B yKa3aHHble JOKYMEHTbl, OTKa3 ynosfiIHOMOYeHHOro cheaepanbHOro opraHa MCMosIHUTENbHON BracTu B
Bblgaye 3ak/ioYeHMs] O COOTBETCTBMM MPOU3BOAMTENS JlIEKApCTBEHHbIX cpeactB TpeboBaHusSIM npaBun  Hagnexailemn
NPON3BOACTBEHHONW MPAKTUKW B Cry4yae W3MEHEHUst U (Mnn) OOMONMHEHMSI NMPOM3BOACTBEHHOW NMOLWAAKN NeKapCTBEHHOro
npenapaTta, €cnv npOoM3BOACTBO JIEKApCTBEHHOrO mnpenapata O BeTepuHapHOro MPUMEHEHUS OCYLLECTBISETCA 3a
npegenamu Poccuiickon ®egepauunn, Nnm oTCyTCTBME STOMO 3aKNI0YEeHUS.

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

8. ,D,OI'IyCKaeTCﬂ o6pau.|,eH|/|e NIeKapCTBEeHHbIX MpenapatoB A4 BEeTePUMHAPHOro npuMeHeHuna OO WUucTtedeHunAa CpokKa
rogHOCTHN, npoun3dBedeHHbIX B Te4YeHue Cta BOCbMUOECATU OHen nocne gatol NPUHATUA YNOJTHOMOYEHHbIM (beﬂepa]'leblM
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OpraHoM UCMNOMHUTENBHOM BNAaCcTU peLleHns 0 BHECEHUM UBMEHEHUI B JOKYMEHThI, coaepXalumecs B permctpaumoHHOM 40Chbe
Ha nekapCTBEHHbIV Npenapar, B COOTBETCTBMU C MHGOPMaLMeEn, cogepallenca B AOKYMeHTaxX permcTpauuoHHOro 4ocbe Ha
neKkapcTBEHHbIN Npenapar 4o AaTbl NPUHATUS TAKOro peLleHns.

(Yactb B pegakuun, BBegeHHom B gencteme ¢ 1 niona 2015 roga ®epepanbHbiM 3akoHOM OT 22 nekabps 2014 roga N 429-
®3. - Cm. npeabiayLLyo peaakLuo)

KommeHTapun K ctatbe 31

CTATbA 32. OTMEHA rOCYOAPCTBEHHOW PEMMCTPALIUU NEKAPCTBEHHOIO MPEMAPATA

PelweHne 06 oTmeHe I'OCWJ,apCTBeHHOﬁ perncTtpaunn nekapcTtBeHHOro npenapara W WCKMKYeHUn nekapcTtBeHHOro
npenapara "3 rocynapCrBeHHOro peecrpa nekapCrBeHHbIX cpencTB NpUuHMMaeTCcAa yNnoJIHOMOYEHHbIM Q)e/:l,epaanblm OpraHom
WCMONHUTENbHOW BNacTu B cny4yae:

1) NpeacTaBneHnsl COOTBETCTBYIOLLUM YNONTHOMOYEHHbIM dpefepasibHbIM OpraHoM UCMONMHUTENBHOM BacTy 3akIoYeHns o
pucke unu 06 yrpose 300pOBbIO, XXU3HWM YerioBeKa WM KMBOTHOMO MpW MPUMEHEHWM JEKAPCTBEHHOrO npenapara,
NpeBbILaWmMX ero adEKTUBHOCTL, MO pesdyrisTatam OCYLUECTBSIEMOrO MM MOHUTOpPUHIa 6e30MacHOCTM NEKapCTBEHHOTO
npenapara;

2) nopauyn pepxaTtenem unu BrRagenbLeM PerucTpauMoHHOrO YAOCTOBEPEHUS IEeKapCTBEHHOro npenapara wnv
YMONMHOMOYEHHBIM MM OPYTUM IOPUANYECKMM NULIOM 3asiBMEHUsi 00 OTMEHe rocyaapCTBEHHON perncrpauumn rnekapCTBEHHOro
npenapara;

(MyHKT B pegakumm, BBeaeHHou B gerictane ¢ 1 uonst 2015 roga ®enepanbHbiM 3akoHOM oT 22 nekabps 2014 rona N 429-
®3. - CM. mpeabIAyLLY0 PEAAKLIMIO)

3) HenoaTBepXaeHnA FOCWJ,apCTBeHHOIZ pernctpaunm nekapcTtBeHHOro npenapara no Wucted4eHnnm Cpoka Oencrems
perncTpaumMoHHOro ygqoctoBepeHus, BbiAaHHOIo Ha NATb JIET;

4) HenpeacTaBneHns 3aaBuTenem MHopMaLumm, KoTopas MOXET NoBreYyb 3a cobor HeobBXoANMOCTb BHECEHUSA N3MEHEHMN
B [OKYMEHTbI, cogepXalmecsa B perncTpaumMoHHOM AOCbe Ha 3aperMcTpupoBaHHbIA NEKAPCTBEHHbIM Mpenapart, B TeyYeHune
Tpyauatn paboynx gHEN CO AHS HACTYMNEHUS 3TUX UBMEHEHWI;

5) ocyuwecTBneHMsa rocyqapCTBEHHOM permcTpauum nekapCcTBEHHOrO mnpenapara nog TOProBbiM  HaMMEHOBaHUEM
3apEermcTpupoBaHHOrO paHee Mnog STMM  TOProBbIM  HAaMMEHOBAHMEM JIEKApCTBEHHOrO Mpenapara, OTfMyaroLerocs
Ka4yeCTBEHHbLIM COCTaBOM LAENCTBYHOLLNX BELLECTB;

(MyHKT B pegakuunn, BBeaeHHom B aenctene ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 nekabps 2014 roga N 429-
®3. - CM. npeabiayLLyo PeAAKLMI)

6) ocyLLeCcTBNEHUS roCyaapCTBEHHON PEermcTpaLum ogHOro U TOro Xe NEKapCTBEHHOro npenapara B OTHOLLEHWUM OfHOrOo 1
TOrO Xe AepXaTtenst unu BnagenbLla perncTpaLMoHHOro yAOCTOBEPEHUsT NEKapCTBEHHOrO npenaparta B Buae AByx U Gonee
nekapcTBEHHbIX NpenapaToB nog pasnuyHbIMU TOProBbIMW HAMMEHOBAHNUSIMMU;

(MyHkT B pepakuun, BBeaeHHow B genctame ¢ 15 moHa 2018 roga PenepanbHbiM 3akoHOM OT 4 uioHa 2018 rona N 140-

®3. - CM. mpeablAyLLYy0 PEAAKLIMIO)

7) BblHECEHUA CyOOM pelleHna O HapyleHun npas npaBoo6na,u,aTen;| o0ObeKkToB I/IHTeJ'IJ'IeKTyaﬂbHOVI COBCTBEHHOCTH npu
o6pau.|.eH|/||/| JNIeKapCTBEHHbIX CPeacCTB,;

8) oTcyTCTBUA NEekapCcTBEHHOro npenapata B obpalleHun B Poccuiickon Penepaunm B Te4eHne Tpex u bonee ner;
(MyHkT gononHuTenbHo BkMoYeH ¢ 1 nions 2015 roga ®enepanbHbiM 3akoHOM OT 22 Aekabpa 2014 rona N 429-03)

9) HeBbINOMNHEHMA AepXaTenem unu BnagenbLemM PerncTpaumoHHOro yOoCTOBEPEHUS NEKAapCTBEHHOIO npenaparta nubo
YNOSTHOMOYEHHbIM UMW OPYTMM  IOPUONYECKMM  NIMLOM MEpPOnpuATUA No obecnedveHnto 6Ge30nacHOCTM NeKapCTBEHHbIX
npenapaToB, YCTAHOBMEHHbIX YNOSTHOMOYEHHbIM doefeparnbHbiM OPraHOM UCMONTHUTENBHOW BNACTU B COOTBETCTBUN C YacTamu
3 1 4 ctatbu 64 HacTosAuwero PeaepanbHOro 3akoHa, B paMKkax OCyLLeCTBNeHUs hbapmakoHaa3opa;

(MyHKT gononHuTenbHo BkoYeH ¢ 1 nons 2015 roga ®enepansHbiv 3akoHOM OT 22 Aekabpsa 2014 rona N 429-03)
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10) oTkasa pJepxatens wnu Bnagenbla pPerucTpauMoOHHOrO YAOCTOBEPEHMS FEeKapCTBEHHOrO npenapaTta numbo
YNOSTHOMOYEHHOIO UMW APYroro pUANYECKOro nnua ot BHECEHUS U3MEHEHUI B MHCTPYKLMIO MO NPUMEHEHWIO NeKapCTBEHHOro
npenaparta, KacalwLlMXCs HOBbIX MOATBEPXKOEHHbLIX OAHHbIX O TOM, YTO PUCK NMPUYUHEHUS Bpeda 340POBbLI0 YernoBeka Wnn
XXWBOTHOrO BCNeACTBME Npuema fiekapCTBEHHOMO npenapara npesblaeT 3peKTUBHOCTb €ro NPUMEHEHMS.

(MyHkT gononHuTensHo BkAoYeH ¢ 1 nonsa 2015 roga ®eaepanbHbiv 3akoHOM OT 22 aekabpa 2014 rona N 429-03)

C 1 auBaps 2026 ropa denepanbHbiM 3akoHOM OT 27 gekabpa 2019 roga N 475-93 (C M3MeHeHMAMMU, BHECEHHbIMU
®denepanbHbiM 3akoHOM OT 28 mtoHs 2022 ropga N 204-P3) ctatbsa 32 Hactoswero degepanbHOro 3akoHa byaeTt gononHeHa
nyHKTOM 11.

KommeHTapum k ctatbe 32

CTATbSA 33. FTOCYOAPCTBEHHbIW PEECTP NEKAPCTBEHHbIX CPE[ICTB

1. [ocynapcTBeHHbIN PeecTp NeKapCTBEHHbLIX CPEACTB COAEPXKMT MepedeHb JIeKapCTBEHHbIX MpenapaTtoB, NPOLUEALnX
rocydapCTBEHHYI0 peructpauuio, nepedeHb apMaueBTUYECKUX CyOCTaHLMiA, BXOOAAWMX B COCTaB  JIeKapCTBEHHbIX
npenaparos, U creayoLyo MHopMaLuIo:

1) B OTHOLLEHUW NEKAPCTBEHHbIX NPEnapaToB:;

a) HavMMeHOBaHVe TeKapCTBEHHOro npenapaTta (MexayHapooHOe HenaTeHTOBaHHOe, WM rpynnupoBOYHOE, UIU
XUMNYECKOE U TOPrOBOE HAMMEHOBAHWS);

(MoanyHKT B penakumu, BBeAeHHon B aenctaure ¢ 1 nonsa 2015 rona PenepanbHbiM 3aKkoHOM 0T 22 nekabpa 2014 rona N
429-03. - CM. NpeabIAyLLYI0 PDEAAKLIMIO)

6) NeKkapCcTBeHHasd cbopma C yKasaHnemM [03MPOBKM JIEeKapCTBEHHOIO npenapara n ero Kkonmn4yecrtsa B FIOTpe6I/ITeJ'IbCKOIZ
ynakoBKe;

B) HaMMeHOBaHWe fepXxaTens unu Bragenbla pPerMcTpauMoHHOrO YAOCTOBEPEHMST JIEKapCTBEHHOINo npenapata U
CBeleHUsa O perucTpaumu Aepxartens unu Bnagenbua pernucTpaumoHHOro yAOCTOBEPEHUS NeKapCTBEHHOro npenaparta ans
MeAVLIMHCKOro NpPUMEHEHWs B KayeCcTBe Hanoronnartenblivka B CTpaHe perucrpauuu (ans poCCUMCKUX HOPUANYECKUX NnL -
NMOEHTUMKALMOHHBIN HOMep Hanoronnartenswuka (MHH), ons vMHOCTpaHHbIX OPUOMYECKUX NUL - CTpaHa perncrpauumu,
HaVMEHOBaHWE PEerncTpupyrloLLero opraHa, perucTpauuMOHHbIN HOMEp, KOA HamoronnaTenbliuka B CTpaHe perncrpauuu
(MHKOpPNOpAaLUMK) UNKN ero aHanor);

(MopnyHKT B penakumun, BBeaeHHon B gencteune ¢ 1 unonsa 2015 roga PepepanbHbiM 3akoHOM OT 22 nekabpsa 2014 roga N
429-93; B pegakuun, BBegeHHon B gericteue ¢ 1 aHBaps 2018 roga PenepanbHbiM 3akoHOM OT 28 aekabpsa 2017 rona N 425-
®3. - CM. npeabiayLLyo PeAAKLMI)

r) HaMMEHOBaHWE U aapec NpPOM3BOAUTENS NEKApCTBEHHOro npenaparta U CBeAEeHVMs O perncrpauum npov3BoauTens
nekapcTBEHHOro npenapata ans MeguumMHCKOro NMpUMMEHEHUS B KayecTBe Haroronnartenblinka B CTpaHe perucrpauun (ans
POCCUMCKMX HOPUOUYECKUX NUL, - NAEHTUUKALMOHHBLIN HOMep Hanoronnartensiimka (MHH), ans MHOCTpaHHbIX KpUaANYECcKnX
nuy - cTpaHa permctpaumm, HauMeHoBaHWe PerMcTpUpPYLLEro opraHa, perucTpaumMoHHbIi HOMEP, KoA4 HanoronnarensLiuka B
CTpaHe perncrTpaumm (UHKopnopaumm) Unmn ero aHanor);

(MognyHKT B pegakunn, BBegeHHon B genctane ¢ 1 aHBapsa 2018 rona PenepanbHbiM 3akoHOM OT 28 nekabps 2017 roga
N 425-03. - CM. peabIAyLLY0 DEAAKLIMIO)

O) dapmMakoTepaneBTMYeckas rpynna, KO4 JieKapCTBEHHOro mnpenapata Mo aHaToOMO-TepaneBTUYECKO-XMMUYECKON
Knaccudmkauumn, pekoMeHgoBaHHoM BcemmnpHom opraHMsaumnen 3apaBooxpaHeHmns;

(MognyHKT B peaakuun, BBeaeHHon B gencrtane ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N
429-03. - CM. NpeablAyLLYI0 PDEAAKLIMIO)

€) nokasaHusl U NPOTUBOMOKa3aHUsi K NPUMEHEHWIO NeKapCTBEHHOTO Npenapara;
) NOOOYHbIE AEUCTBMSA NEKApPCTBEHHOrO Npenapara;

3) CPOK rogHOCTY NeKapCTBEHHOIO npenapara;
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1) yCroBUSi XpaHeH sl NekapCTBEHHOTo Npenapara;
K) YCIOBUsI OTNycka JiekapCTBEHHOIO Npenapara;

n) Homep chapmaKkoneHoW CTaTbX UNKN B CllyYyae ee OTCYTCTBUS HOMEP HOPMAaTUBHOW LOKYMeHTaLuuu Moo HopMaTUBHOMO
AOKYMEHTa;

M) [aTa rocyaapCTBEHHOW perucrtpauvm fekapCcTBEHHOro npenapata M ero permcTpauuoHHbI HOMep, AaTa 3ameHbl
pPEerMcTpaumoHHOro yOOCTOBEPEHUSA NEKAPCTBEHHOrO npenapata Ha 6GeccpoyHoe perucTpauuoHHOEe  YAOCTOBEPEHME
NeKapCTBEHHOro npenaparta, gaTa nogayv 3asBfeHUs O NOATBEPXKOEHUW FOCYAapCTBEHHOW pernctpauum fekapCTBEHHOro
npenaparta, Aata OTMeHbI FOCy4apCTBEHHON perncTpaumm NekapcTBEHHOrO Npenapara;

(MopnyHKT B penakumun, BBeaeHHon B gencteune ¢ 1 nonsa 2015 roga PepepanbHbiM 3akoHOM OT 22 nekabps 2014 roga N
429-®3. - CM. mpeaplayLLyo PeAAKLNI)

H) Ka4eCTBEHHbIN COCTaB U KONMMYECTBEHHLIN COCTaB AEWCTBYHOLMX BELLECTB M Ka4eCTBEHHbIN COCTaB BCMOMOraTenbHbIX
BELLECTB NleKapCTBEHHOIO Npenapara;
(MoanyHKT gononHMTEnNLHO BKNoYeH ¢ 1 nona 2015 rona PeaepankHbIM 3akoHoM OT 22 nekabpa 2014 rona N 429-03)

0) nHdopMauus 060 Bcex paspeLLeHHbIX BUAAX BTOPUYHON (NOTPeBUTENBLCKOM) YNakoBKu;
(MoanyHkT gononHuUTenbHO BKoYeH ¢ 1 uona 2015 roga PeaepanbHbiM 3akoHoM ot 22 aekabpa 2014 roaa N 429-03)

n) fgata MpUHSTUS pPeLLeHMs O BO3MOXHOCTM paccMmaTpuBaTb JIEKAPCTBEHHLIA Mpenapar npu rocy4apCTBEHHON
peructpaumm B KadecTBe opchaHHOro NekapCTBEHHOro npenaparta (4ns NlekapCTBEHHbIX MpenapaTtoB Ans MeaMLMHCKOro
NPUMEHeHUs);

(MognyHKT gononHUTensbHO BKItodeH ¢ 1 nona 2015 roga PenepanbHbiM 3akoHOM OT 22 nekabps 2014 roga N 429-93; B
penakumu, BBeaeHHon B genctane ¢ 1 mapta 2020 roga PenepanbHbiM 3akoHOM OT 27 aekabps 2019 rona N 475-93. - Cwm.

OReAbIAYLLYI0 pefakumio)

p) HanMuMe nekapcTBEHHOro rnpenapaTta B NepevyHe XU3HEHHO HEeOBXOAMMbIX U BaXXHEMLLNX NeKapCTBEHHbIX npenapaToB
(ans nekapCTBEHHbIX NPenapaToB A1 MEANLMHCKOIO NPUMEHEHNS);

(MognyHKT gononHUTenbHO BKItodeH ¢ 1 nona 2015 roga PenepanbHbiM 3akoHoOM OT 22 nekabps 2014 roga N 429-93; B
penakumm, BBeaeHHom B genctene ¢ 1 mapta 2020 roga PenepanbHbiM 3akoHOM OT 27 aekabps 2019 roga N 475-93. - Cwm.
NREeAbIAYLLYIO PefaKLmio)

C) HamuuMe B IeKapCTBEHHOM Mpenapare HapKOTUYECKMX CpeacTB, MNCUXOTPOMHbIX BELECTB U WX MPEKYPCOpPOB,
nognexawmx KoHTponio B Poccunckon ®Pepepaumm, B COOTBETCTBMM C 3akoHogatenbCTBOM Poccuiickon depepauun,
MexayHapoaHbiMu gorosopamu Poccunckon ®egepaunn, B TOM ymcne EQnHON KOHBEHLIMEN O HapkoTudeckux cpeacteax 1961
rona v KoHBseHLMen o NcnxoTponHbix BellectBax 1971 roag;

(MognyHKT pononHuTenbHO BKtoveH ¢ 1 uions 2015 roga ®enepansHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-93)

T) MHpOpPMaLUS O TOM, SBMSIETCS N AaHHbIN NEKAaPCTBEHHbLIN NpenapaTt pedepeHTHbIM NeKapCTBEHHBIM NpenapaToMm;
(MoanyHKT pononHuTenbHO BKtoveH ¢ 1 uions 2015 roga ®enepansHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-93)

y) cBegeHus o nogade 3asiBNeHMs1 O BHECEHUMN M3MEHEHUI B JOKYMEHTbI, COAepKallnecs B PErMcTpaLmoHHOM AoCkbe Ha
nekapcTBEHHbI Npenapar;
(MoanyHKT pononHuTensLHO BKtoveH ¢ 1 nionsa 2015 roga ®enepansHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-93)

&) NOANYHKT AONONHUTENBLHO BKItodeH ¢ 1 utona 2015 roga ®enepanbHbiM 3akoHOM 0T 22 fekabpa 2014 roga N 429-93;
yTpatun cuny ¢ 1 mapta 2020 roga - PeaepanbHblvi 3akoH OT 27 aekabps 2019 rona N 475-03 - cM. npeablayLLYi0 PEAAKLIMIO;

X) CPOK BBEEHUS NIEKApPCTBEHHOIO NpenapaTa B rpaxgaHckuin 06oporT;
(MoagnyHKT pononHuTensHO BktoveH ¢ 1 uions 2015 roga ®enepansHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-93)

2) B OTHOLLEHWM hapMaLEeBTUYECKMX CyBCTaHLNIA:

a) HanmMmeHoBaHune Ct)apMaLleBTMHeCKOI‘/I Cy6CTaHLI,I/IVI (Me>i<,quapo,u,Hoe HenaTteHToBaHHOe, unn rpynnupoBoYHOE, WUIn
XnMn4yeckoe 1 Ttoproeoe HaI/IMeHOBaHVIﬂ);
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(MoanyHKT B penakumu, BBeAeHHon B genctaure ¢ 1 nonsa 2015 rona PenepanbHbiM 3akoHOM 0T 22 nekabpa 2014 rona N
429-®3. - CM. npeaplayLLyo peaaKLmio)

6) HaumeHoBaHWe 1 agpec NPon3BoAMTENSs hapmaLEeBTUYECKON CybCcTaHLuu;
B) CPOK rogHOCTU hapmaLeBTnyeckon cybcraHumm;
r) yCnoBusi XxpaHeHnsa oapmMaLeBTUYeCKON CybcTaHuuu;

[) HoMep dpbapmakoneHon cTaTby UK B Crly4ae ee OTCYTCTBUSA HOMEP HOPMAaTUBHOM AOKYMEHTaLum nbo HopMaT1BHOIO
[AOKYMeHTa;

€) Hanmune apmMaueBTUYECKON CYOCTaHUMM B MEpeYHe HAPKOTUYECKUX CPEenCTB, MCUXOTPOMHbIX BELECTB M MX
NPeKypcopoB, nognexawmx koHTponto B Poccuinckon Pegepaumm, B COOTBETCTBUMM C 3akoHogaTenbCTBOM Poccuinckon
depepauun, mexgyHapogHsiMu goroBopamu Poccuiickon degepauun, B TOM vmucne EAWHON KOHBEHLMEN O HapKOTUYECKMX
cpenctBax 1961 roga n KoHBeHLMeN 0 NCMXOTRONHbIX BewlectBax 1971 roaa.

(MoagnyHKT pononHuTensHO BtoveH ¢ 1 uions 2015 roga ®enepansHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-93)

2. ®apmaueBTnyeckasi cybcTaHums, Npom3BeaeHHas AN peanvsaummn, MoXeT ObiTb BKIOYEHa B FOCYAAPCTBEHHbIN PEECTR
NEKapCTBEHHbIX CPEACTB Ha OCHOBaHMW 3asiBreHus pa3paboTymka Wnv npov3BoaUTENs NeKapCTBEHHOro cpeactsa nvubo
YNOSTHOMOYEHHOTO UMUK HOPUONYECKOTO NLA NPU YCIOBUM NPOBEAEHNSI B OTHOLLEHUM Takol dhapmaLleBTUYecKon cyGcTaHumm
3KCNepTM3bl kayecTBa hapmaueBTUYeckol cybecTaHUMM B nopsiake, YCTaHOBNEHHOM cTatbent 34 HacTosaulero PenepanbHoro
3akoHa. B oTHoweHun gapmaueBTUYECKUX CyOCTaHUMIN, NPOU3BEAEHHbIX ANS peanv3auun, B rocyAapCTBEHHOM peecTpe
NeKapCTBEHHbIX CPEACTB COAEPXKUTCA crieaytowasi MHopmaLms:

1) HaMmeHoBaHve chapmaLeBTMYeCcKoN cybcTaHuMM (MeXOyHapodHOe HenaTeHTOBaHHOoe, MMM TpynnMpOoBOYHOE, WM
XMMMWYECKOE U TOProBoe HaMMeHoBaHUsA);

2) HamMeHoBaHMe, agpec npousBoguTensi hapMaueBTUYECKON CyOCTaHUMW, a TakkKe B OTHOLUEHUW FEKapCTBEHHbIX
cpencTB Ans MeOQUUMHCKOTO MPUMEHEHMs CBEAEHUs O perncrpauum npovssogutensd dapmaueBTuyeckon cybcTaHumm B
KayecTBe Hamnoronnatenbliuka B CTpaHe pervctpaumm (4ns poOCCUACKUX HOPUAMYECKUX MWL - MOAEHTUMMKALMOHHBIN HOMEpP
Hanoronnatenbwmka (MHH), Ana MHOCTpaHHbIX pUANYECKMX MWL, - CTpaHa perncTpalun, HauMmeHoBaHMe PerncTpupytoLLero
opraHa, permcTpaLuoHHbIA HOMEp, KO HanoronnartenbLimka B CTpaHe pernctpaumm (MHKoprnopauum) unm ero aHanor);

(MyHkT B pepakuun, BBeaeHHon B aenictene ¢ 1 sHBaps 2018 roga PenepanbHbiM 3akoHOM OT 28 nekabpa 2017 roga N
425-®3. - CM. NpeablAyLLYI0 PefaKLmIo)

3) CpoK rogHOCTU (hapmMaLeBTUYECKON CyOCTaHLMuY;
4) ycnoBusi XxpaHeHus hbapmaueBTUYECKON CybCcTaHLmMu;

5) Homep hapmakonenHon ctatby NGO B Cliyyae ee OTCYTCTBUS HOMEP HOPMAaTUBHOW AOKYMEHTaLUMM UM HOPMaTUBHOIO
OOKYMEHTa;

6) Hanmune papmaueBTMYECKON CYOCTaHLUMM B MepeyHe HapKOTUYECKUX CPencTB, MCUXOTPOMHbIX BELECTB M MX
NPeKypcopoB, nognexawmx koHTponto B Poccuickon Pegepaumm, B COOTBETCTBUMM C 3akoHOZATeNbLCTBOM Poccuickon
depepauunn, mexagyHapogHeiMn gorosopamu Poccuiickon Pepepaunn, B TOM vmcne EAWHONW KOHBEHUMEN O HAPKOTUYECKMX
cpencreax 1961 roaa v KoHBeHLMen 0 NCMXOTROMHbIX BellectBax 1971 roaa;

7) pata BKkMoYeHus dhapMaLeBTUYECKON cyBCcTaHuMM B [OCYAAPCTBEHHLIN PEecTp MeKapCTBEHHbIX Cpeacts, AaTta
BHECEHUS] UBMEHEHWUI B OOKYMEHThI (hapMaLeBTUYECKON CyOCTaHUMN, Aata MCKodeHns dhapmaueBTU4eCckon cybcTaHumm ns
roCyNapCTBEHHOIO peecTpa NEKapPCTBEHHbIX CPEACTB.

(YacTtb 2 B pegnakumu, BBefeHHomn B aencteue ¢ 1 nona 2015 roga PenepanbHbiM 3akoHOM OT 22 nekabpa 2014 roga N
429-03. - CM. mpeablayLLYI0 PEAAKLIMIO)

3. MNopsigok BedeHWs rOCYAapCTBEHHOIO PEECTpa NEeKapCTBEHHbIX CREACTB AN MeOULUMHCKOTO MPUMEHEHUS U MOPSAOK
BeEeHUs [OCY[apCTBEHHOIO peecTpa feKapCTBEHHbIX CPeACcTB ANs  BETEPUHAPHOrO NPUMEHEHWUs  YTBepXKAaloTcs
COOTBETCTBYHOLLMM YMNONHOMOYEHHbLIM dheaepanbHbIM OpraHOM UCMONHUTENBHON BNacTu.
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KommeHTapum k ctatbe 33
CTATbS 34. BKIMKOYEHUE B TOCYOAPCTBEHHbLIVW PEECTP JIEKAPCTBEHHbIX CPEACTB U UCKINIOYEHUE
U3 TOCYNAPCTBEHHOIO PEECTPA NEKAPCTBEHHbIX CPEACTB ®APMALIEEBTUYECKOW CYBCTAHLIUM,
NMPOU3BEOEHHON ONA PEANU3ALIUU

(HanmeHoBaHue B pegakumm, BBeeHHoM B Aencteure ¢ 1 nonsa 2015 roga PenepanbHbiM 3akoHOM 0T 22 nekabpa 2014 rona N
429-03. - CM. NpeabIAyLLYI0 PDEAAKLIMIO)
1. Ans BKMOYeHUs papMaLeBTUYeCcKo CyOoCcTaHUuKM, MPOU3BEAEHHOW ANs peanv3aumv, B [OCYA3ARCTBEHHLIN peecTp
NeKapCTBEHHbIX CPeACTB, NPOBOANTCS SKCMNepTM3a ee KayecTBa.
(Yactb B pegakuun, BBegeHHom B gencteme ¢ 1 niona 2015 roga ®epepanbHbiM 3akoHOM OT 22 nekabps 2014 roga N 429-
®3. - Cm. npeabiayLLyo peaakLuo)

2. DOKcnepTu3a kadecTBa yKasaHHOM B Yactu 1 HacTosAuler cTatbu dapmaueBTuyeckon cybcTaHumu, cocTaBrieHue
KOMMWCCUEN IKCMEPTOB 3aKMYEHWI NO pesynbtataM 3TOM 3KCNEpPTU3bl U UX HanpaeneHue B YNONIHOMOYEHHbIV dheaepanbHbIi
opraH UCMOMNHUTENbHON BNAacTu OCYLLUECTBSIOTCA B CPOK, HE MPEBbILLAIOLWNIA LLIECTUAECATU pabounx AHEN CO OHSA NONyYeHus
SKCMEPTHLIM YYPEXOEHMEM COOTBETCTBYIOLLENO 3afaHus YNONHOMOYEHHOTO heeparnibHOro opraHa UCNOMHUTENBHOWM BNacTyh U
cnegyroLwmx JOKyMEHTOB (CBeAEHMN):

(AB3aL B pepakumn, BBegeHHom B genctene ¢ 1 aHBapsa 2021 roga ®enepanbHbiM 3akoHOM OT 27 aekabpsa 2019 rona N
478-®3. - CM. mpeaplayLLyo PeAAKLMI)

1) cBegeHus o gaTe NpegocTaBneHnsl U PermcTpaLuoHHOM HOMEpE NMULEH3UN Ha NPOM3BOACTBO NEKapCTBEHHbIX CPeacTB
UNu cBedeHWss O [aTe NpPedoCTaBreHWst U PErncTpauMoOHHOM HOMEpe 3akriYeHWst O COOTBETCTBMM NPOM3BOAUTENS
nekapcTBEHHbIX CpeAcTB TpeboBaHMAM NpaBun Hagnexallem Npovu3BOACTBEHHOM MPaKTMKW, BblOAHHbLIX (MPegoCTaBNEeHHbIX)
YMONMHOMOYEHHbIM  dhefiepanbHbiM  OpPraHOM WCMONMHUTENBHOW BMacTu, B Cryvyae, ecrnu Npov3BOACTBO JEKAPCTBEHHOMO
cpeacrtBa ocyllectengaetca B Poccuiickon ®egepaunm;

(MyHKT B pepakumn, BBeAeHHoW B aercteme ¢ 15 nioHsa 2018 roga PenepanbHbiM 3akoHom OT 4 moda 2018 rona N 140-
d3; B peaakunn, BBegeHHon B gencteme ¢ 1 aueapa 2021 roga PenepanbHbiM 3akoHoM OT 27 aekabpsa 2019 roga N 478-93. -
CM. NpeablayLLy0 PeaakLmio)

2) Konusi OOKYMEeHTa, BblAAHHOIO YMOMHOMOYEHHLIM OPraHoOM CTpaHbl MPOU3BOAMTENS NEKapCTBEHHOIMO cpeacTsa U
NoATBEPXKAAMOLLEro pa3peLleHne nNpou3BoACTBa NIEKAPCTBEHHOrO CPEACTBa, M ero NepeBos Ha PYCCKUM A3blK, 3aBEepPeHHble B
YCTaHOBMNEHHOM MOpAAKe, a TakKe KONUSA 3aKodYeHUs O COOTBETCTBUMN NPOM3BOAUTENS NEKAPCTBEHHbIX cpeacTs TpeboBaHNsM
npaBun Hagnexawen NpoM3BOACTBEHHOW MPaKTUKKW, Bbl4AaHHOMO YNOMHOMOYEHHbIM dheaeparnbHbiM OpraHOM WUCMONMHUTENbHOM
BNactn, nmbo KOMus peLleHns YMOSIHOMOYEHHOrO dhedeparnbHOro oOpraHa WCMOMHUTENbHOM BRlacTM O NpPOBeaeHUn
WHCNEKTMPOBAHWS MNPOU3BOANTENS FIEKAPCTBEHHOrO CpeacTBa. YKasaHHble OOKYMEHTbl MPEACTaBNsAlOTCS B Chnydae, ecnu
NPOM3BOACTBO NIEKAPCTBEHHOIO CpeAcTBa OCYLLECTBNSETCS 3a npeaenamm Poccunckon ®enepaunu;

(MyHKT B penakumun, BBegeHHon B gencteme ¢ 15 noHa 2018 roga PenepanbHbiM 3akoHoM OT 4 mioHa 2018 roga N 140-
®3. - CM. npeabiayLLyo PeAAKLMI)

3) OKYMEHT, coAepxallui criefyloLme ceeaeHns o doapmaLeBTU4EeCcKon cybcTaHumum:

a) HauMeHoBaHue hapmaLieBTU4ecKor cybcTaHumm, ee CTpykTypa, obLLme CBOMCTBA;

6) HaumeHoBaHWe 1 agpec NPOU3BOAUTENS;

B) TEXHOMOIMS NPOU3BOACTBA C ONUCAHUEM CTafMIi NPOU3BOACTBA U METOA0B KOHTPOMS Ha BCEX CTaAUsIX MPON3BOACTBA;
r) onucaHue pa3paboTky npoLecca Npon3BoACTBa;

[) onMcaHne KOHTPONs KpUTUYECKUX CTaguin npouecca NPon3BOACTBA U MPOMEXYTOYHON NPOAYKLMK;

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

)K) CBOMCTBA M CTPYKTYpa AENCTBYIOLLNX BELLECTB;

3) XapaKkTepucTuka npumecen;
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1) cneundukaLmsa Ha hapmaleBTUYECKYO cybCTaHUMo U ee 060CHOBaAHME;
K) aHanuTn4eckne MeTogmnkn, NCNorb3yemble NPU OCYLLECTBIEHUM KOHTPOMNS KadyecTBa hapMaLeBTUYECKOn cybcTaHuuu;

J'I) AOOKyMeHTalnbHOe noaTBepXxaeHune (Banmnaum) aHannTn4eCkKnx MeToaukK, WUCNosib3yemMblX MNpu OCYyLLEeCTBIIEHUN
KOHTPOI1A Ka4yecTBa d:)apMaLl,eBTI/l‘-leCKOI;I Cy6CTaHLI,I/IV|;

M) pe3ynbTaThbl aHannsa cepui hapmaleBTUYECKON cybCcTaHumm;

H) NepeYeHb CTaHAapTHLIX 0Opa3L0B UMW BELLECTB, UCNOMb3yeMbIX MPU OCYLLECTBIEHUN KOHTPONS KayecTBa;
0) OMNMcaHne XapakTePUCTMK U CBOWCTB YNaKOBOYHbLIX MaTepuanos 1 YKYNOpPOYHbIX CPeACTB;

n) AaHHble 0 CTabMNbHOCTU hapMaueBTUYECKON CyOCcTaHLmy;

p) CPOK rofHOCTY;

4) [OOKYMEHT, codepXalluMih CBeOEeHMs O perucTpaumv npou3BOAUTENst NEKApCTBEHHbIX CPEACTB AN MeOMLIMHCKOro
npUMEHeHWss B KadecTBe HamnoronnartenbliMka B CTpaHe peructpaumn (Ons pPOCCUMCKUX  OpUOMYECKUX vy -
MOEHTUMMKALMOHHBIN HOMep Hanoronnatenswuka (MHH), ona vHOCTpaHHbIX topuaudeckux nuu - CcTpaHa perucrpauum,
HanMeHOBaHWe pPerncTpupyloLlero opraHa, perucTpauMoHHbIi HOMep, KOA4 HanoronnaTenbliMka B CTpaHe perncrpaummu
(MHKOpNOpauMK) UnNu ero aHanor).

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

(Yactb B pegakuun, BBegeHHon B genctene ¢ 1 aHeapsa 2016 rona PenepansbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N
429-®3 (C u3mMeHeHnsiMU, BHeCeHHbIMM DPenepanbHbiM 3akoHoM oT 13 uona 2015 roga N 241-93). - Cm. npeablayLLyo
penakuuio)

3. [Ina npoBedeHVs1 aKcnepTu3bl KayecTBa ykasaHHOM B YacTu 1 HacTosulen ctatbu chapmaleBTUYeckon cyGeTaHumm
3asBUTeNb NPEeOCTaBMsAEeT B YNONHOMOYEHHbIN dheaeparibHbii opraH UCMONHUTENbHOM BacTu:

1) 3asiBneHWe O BKIOYEHMM B [OCYOAPCTBEHHbLIN PEEecTp NEeKapCTBEHHbIX CPEACTB AaHHOW apmMaueBTUYECKON
cybcTaHuupy;

2) konus JOKYMEHTa, NOATBEPXAALWEro ynnarty rocyaapCTBEHHOW MOLUNUHBI 3@ BKMOYEHUE B FOCYNARCTBEHHbIV PEECTR
NIeKaPCTBEHHbIX CPREeACTB hapMaueBTUYECKON CyOCTaHUuuM, NpPOU3BEAEHHOW ANnd peanu3auuu, nMbo no CcoBGCTBEHHON
MHUUMATMBE YyKasaHHbI OOKYMEHT. B crnyvae ero HenpeacTaBneHWs 3asiBUTENEM YNONMHOMOYEHHbIM dedeparnbHbIi opraH
MCMONHUTENbLHOW BNacTn NpoBepseT akT ynnatbl rocy4apCTBEHHON MOLMNMHBI 3asBUTENEM C UCMONb30BaHMEM MHAOPMaLnm
06 ynnare rocygapCTBEHHON NOLUNMHBI, cogepxallencs B focynapCTBEHHON MHAOPMALMOHHON CUCTEME O FOCYAapCTBEHHBIX U
MyHMUMNAnNbHbIX MNraTexax, Ha OCHOBaHWUW MpeacTaBrneHHOW 3asiBUTEneM Konuuv AOKYMeHTa, MOoATBepXAaroLwero ynnaty
rocygapCcTBEHHON MOLUSINHBI;

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

3) AOKYMEHTbI, YKa3aHHble B YacTW 2 HACTOsLIEN CTaTbW;
(MyHKT B pegakuunn, BBeaeHHomn B aencteme ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 nekabps 2014 rona N 429-
®3. - Cm. npeabiayLLyo peaakLuo)

4) 3asBneHne o Bbigaye paspelleHus Ha BBO3 B Poccuiickyto ®efepaumtio KOHKPETHOW NapTuM He3aperncTpupoBaHHOIO
rnekapcTBEHHOro cpeacTBa, NpeAHa3Ha4YeHHoro ANns NpoBeAeHUs ykasaHHOW 3KCNepTum3bl.
(MyHKT gononHuTenbHo BkAoYeH ¢ 1 nons 2015 roga ®enepansHbiv 3akoHOM OT 22 Aekabpsa 2014 rona N 429-03)

3_1. B cnyyae HenpeacTaBneHWsa C 3asiBIEHMEM O BKIIHOMEHUM B rOCYAAPCTBEHHbLIV PEECTp FIEKApCTBEHHbIX CPeacTB
hapmaueBTUYeckon cybCcTaHLMM AOKYMEHTOB, MOATBEPXAALWUX yNnaTy rocy4apCTBEHHOW MOLUMMHBI U YKa3aHHbIX B OyHKTE 2
YacTu 3 HacTosdulen CTaTbu, a Takke Bbl4aBaeMblX (MpegocTaBnseMbiX) YMNOMHOMOYEHHbIMM dedeparnbHbIMM OpraHamMm
WCMOMHUTENBHON BNacTu JOKYMEHTOB (CBeAEHWN), yKa3aHHbIX B NyHKTax 1 1 2 Yactn 2 HacTodALWENn CTaTb, YNONHOMOYEHHbIV
depepanbHbil  OpraH  UCMOMHWTENbHOW  BNacTu  3anpawvBaeT  yKasaHHble [OOKYMeHTbl (CBedeHus) B Mopsiake
MeXBeAOMCTBEHHOTO MHOPMALIMOHHOIO B3aUMOAENCTBUS.
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(YacTtb pononHuTenbHO BKtoveHa ¢ 1 sHBaps 2021 roga PeneparnbHbiM 3akoHOM OT 27 nekabpa 2019 rona N 478-93)

4. B TevyeHne gecatn paboumx gHEN CO OHSA NPUHATUA 3asiBNEHMS O BKIOYEHUM yKa3aHHOM B YacTu 1 HacTodulen cTatbu
dapmaLeBTMYEeCKOM CyOGCTaHUUM B FOCYAaRCTBEHHbIN PEECTR NIEKAaPCTBEHHbIX CREACTB U JOKYMEHTOB, NEPEYNCIIEHHbIX B YacTu
1 v nyHKTe 2 YacTun 3 HacTogLlen CTaTby, YNONHOMOYEHHbIN defeparnbHbI OpraH UCMONHUTENBHOW BNacTu:

(A63aL B pegakuuu, BeegeHHou B aencteume ¢ 1 nona 2015 roga ®enepanbHbiv 3akoHoM OT 22 Aekabpa 2014 rona N 429-
@3. - CM. NpeablayLLyo peaakLnio)

1) NpoBOAUT NPOBEPKY NOMHOThLI N AOCTOBEPHOCTM AaHHbIX, COAEPXKALLMXCA B NPEACTaBMEHHbLIX 3asBUTENEM AOKYMEHTAX;
(MyHKT B pepakuun, BBEeOeHHOW B penctBue PenepanbHbiM 3akoHOM oT 25 Hoabpa 2013 roga N 317-03. - Cwm.

NREeAbIAYLLYI0 PeAaKLmio)

2) NnpuHMMaeT pelleHMe O HanpaBneHun B IKCMEepTHOE ydpexaeHue 3ajaHus Ha NpoBedeHMe 9KCMepTU3bl KayecTBa
yKa3aHHoOW B YacTu 1 HacToALIeN cTaTby hapMaLeBTUYECKON CyOCcTaHUMM unmn 06 oTkase B TaKOM HanpaBneHuu;

3) yBeoOMMSIET B SMEKTPOHHOW UMM MUCbMEHHON (hOpMe 3asBUTENS O MPUHSITOM pEeLIeHUM Unn B Crydae OTkKasa C
yKasaHueM NpUYnH Takoro oTkasa.
(MyHkT B pegakumm, BBeaeHHou B gerictane ¢ 1 uonst 2015 roga ®enepanbHbiM 3akoHOM OT 22 nekabps 2014 rona N 429-

®3. - CM. mpeablAyLLYy0 PEAAKLIMIO)

4 1. B cnyyae BbISIBNEHUSI HEOOCTOBEPHOCTM CBEOEHWI, COAEPXKALLMXCS B MpeAcTaBlEeHHbIX 3asBUTENEM MaTepuanax,
YMONTHOMOYEHHBIN (befiepanbHbli OpraH UCMONMHUTENBHOW BIACTU HaMpaBrisieT 3asiBUTENI0 3anpoc 00 YTOMHEHUWM yKa3aHHbIX
cBefeHuin. [aHHbIA 3anpoc MOXeT OblTb MepefaH YNofIHOMOYEHHOMY MNPeacTaBUTENIO 3asBUTENS JIMYHO MO Pacrucky,
HarnpasreH Mo NnoyTe 3akasHbiM NMMCbEMOM UIK NepedaH B 3NEKTPOHHON hopMe No TENEKOMMYHUKaLMOHHBLIM KaHanam cessu. B
crny4vae HanpasfeHust JaHHOro 3anpoca No NoYvTe 3akasHbiM NMMCbMOM OH CYMUTAETCS MOMYyYEHHbIM MO UCTEYEHUN LLIECTUN OHEN C
OaTbl HaNpaBneHnsi 3akasHoro NUcbMa.

(Yactb gononHuTensbHO BKkNtoveHa PeaepanbHbiM 3akoHOM OT 25 HoA6ps 2013 roga N 317-93)

4 2. 3assutenb 06a3aH NpeacTaBUTb OTBET HA 3anpocC YNOMHOMOYEHHOTO hefepanbHOro opraHa UCNOSIHUTENBHOW BNacTm
B CPOK, HE MpeBbllaWMn AeBAHOCTa paboyunmx OHEW CO OHs MOnyyYeHusa gaHHoro 3anpoca. Cpok, ykasaHHbI B Yactu 4
HaCToALIeN CTaTbu, NPMOCTAHABMMBAETCS CO AHSA HanpaBneHus 3asiBUTENIO 3anpoca YrnorHOMOYEHHOr0o chefepansHOro opraHa
WCMOMHUTENBHOW BnacT A0 OHSA MONyYeHUs MM OTBETA Ha [aHHbIN 3anpoC M He YYUTbIBAETCA NPW WUCYUCIEHUMM CPOKa
3KCMepTu3bl kKayecTBa papmaLleBTUHEeCKon CybCcTaHuum, HemcnonbL3yemMon Npu NPON3BOACTBE NeKapCTBEHHbIX NPenapaTos.
(YacTtb pononHuTenbHO BKtoveHa PeneparnbHbiM 3akoHOM OT 25 Hos6ps 2013 roga N 317-93)

5. OcHoBaHVeM Onsi OTKa3a B HanpaBleHUM B 3KCMEPTHOE yupexAeHue 3aJaHus Ha NpoBedeHUe IKCMepTU3bl KadecTsa
yKka3aHHOM B 4Yactv 1 HacTosuler cTatbu dapMaueBTUYECKON CyOCTaHUMM SBMSIETCA HeNpeacTaBreHne [LOKYMEHTOB,
YyKa3aHHbIX B 4acTu 2 HACTOALIEeN CTaTbu, OTCYTCTBUE WHGOpPMaLuMu, nopTeepxaawowen ¢akT ynnaTtbl rocyaapCTBEHHOM
MOLUNNHBLI 3a BKMOYEeHWe hbapmaueBTMYeckon cybCcTaHumW, NPOM3BELEHHON ANsl peanusauuun, B [OCYA3RCTBEHHBIN PeecTp
TNIEKaPCTBEHHbIX CREACTB, HENPEACTaBMEeHWEe 3asiBUTENEM B YCTAHOBIEHHbIA CPOK OTBETA Ha YKas3aHHbIA B 4Yactn 4 1
HacToAUleNn CcTaTby 3anpoc YMNOMHOMOYEHHOro dedepanbHoOro opraHa MCMOMHUMTENbHOW BnacTy WnM  npeacTaBneHve
OOKYMEHTOB, HE COAEPXaLLMX NCHEPNbIBAIOLLENO NEPeYHst HEOOXOANMBIX CBEAEHUN.

(YacTtb B pegakuun, BBegeHHom B aencteme ¢ 1 niona 2015 roga ®epepanbHbiM 3akoHOM OT 22 nekabps 2014 roga N 429-
@3. - CM. NpeablayLLyo peaakLnio)

6. B TeueHve natHaguatu pabouux OHEW CO AHA MONyYeHUs pelleHWs YNONMHOMOYEHHOro deadepanbHoro opraHa
WCMOMHUTENBHOW BRAacTU O HanpaBneHUW B IKCMEPTHOE YYpeXAeHwe 3afjaHus Ha npoBedeHue IKCNepTusbl KayecTBa
yKkasaHHOW B 4Yactu 1 HacTosduwlen crtatbu papmaueBTMyeckon cybcTaHumm 3asBuTENb MNpeacTaBnseTr B 3IKCnepTHoe
yupexaeHue Oons npoBefeHUs AaHHOW aKcnepTusbl 06pasubl hapMaueBTUYeckon cybcTaHuMn B KOnMyecTBe, HeOBXoanMOoM
ANS BOCMPOU3BEAEHUS METOA0B KOHTPOSS KayecTBa. JKCNepPTHOE yupexaeHue npu nonyyeHmn obpasuos ykaszaHHOM B YacTu 1
HacTosllen cTaTbu hapmaueBTUYECKON CyOCTaHUMM BblAaeT 3asiBUTENO [OKYMEHT, NOATBEPXOANOLWMA MNOryyYeHune 3TuX
00pasuoB, 1 B CPOK, HE MPEBbLILLAKLWNA TPeX pabounx OHEen, yBeAOMNSET B 3NIEKTPOHHOM UM NMUCbMEHHOW cdhopme 00 3TOM
YMONMHOMOYEHHBIN heaepanbHbIi OpraH UCMOMHUTENbHON BrAacTU. OTU CPOKU HE BKIMOYAKOTCS B CPOK NPOBEAEHWUst JAaHHON
3KCMepTU3bl.

(YacTb B pegakumum, BBeaeHHou B gericteue ¢ 1 nionsa 2015 roga PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-
®3. - CM. npeaplayLyio peaakLmio)
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7. [okyMeHTbl, MOCTYNMBLUME B 3KCMEPTHOE yypexaeHue Ans NpoBeAeHUst 3KCNepTU3bl KayecTBa ykasaHHoW B YacTtu 1
HacToslen cTaTbl apmaueBTUYeckol cyGCcTaHUMK, NoAnexaT BO3BpaTy B YMNOMHOMOYEHHbI denepanbHbIi  opraH
MCMOSNHMTENbHOM BNacT O4HOBPEMEHHO C 3aKMHYEHUSIMM MO pe3yrnbTaTam NPOBEAEHHOW SKCNepTU3bl.

8. B cpok, He MpeBbILIALWMIA NATU pabounx AHEeW CO AHS NOSyYeHUs 3aKMYeHMs KOMUCCUWM 3KCNIEPTOB MO peaynbratam
3KCMepTu3bl KavyecTBa YKasaHHOW B Yactu 1 HacTodulen cratbu dapmMaueBTUyeckonm cybcTtaHumn, YnONHOMOYEHHbIN
denepanbHbIn OpraH UCNOMHUTENBHON BNACTU:

1) OCYLUECTBNAET OLUEHKY TaKOro 3aKn4eHua Ond onpenerneHuna ero CcooTBeTCTBUA 3adaHU0 Ha npoBedeHue OaHHON
9KCNepTu3bl;

2) NPUHMMaET peLleHWe O BKIYEHMU yKa3aHHOW B 4actu 1 HacTosuwlen cratbu apmaueBTuyeckon cybectaHuum B
[OCYNapCTBEHHbIV PEECTR NEKAPCTBEHHbIX CREACTB MIN peLleHne 00 oTka3e B TaKOM BKIOYEHUH;

3) BHOCWUT MpU MNPUHATMU PELUEHUS O BKMHYEHUW YKa3aHHOMW B YacTu 1 HacTosAwlen cratbu apmaleBTUHECKOW
cybCcTaHuuM B [OCYAaPCTBEHHBIN PEECTP MEeKapPCTBEHHbIX CPEACTB MpedyCMOTPEHHYK YacTbio 2 cTatbu 33 HacToduwlero
denepanbHOro 3akoHa MHGMOPMALIMIO 1 YBEAOMISIET 06 STOM B 3NIEKTPOHHOW UM NMMCbMEHHON hopMe 3asBUTENS.

(MyHkT B pegakumm, BBeaeHHou B gerictane ¢ 1 uonst 2015 roga ®enepanbHbiM 3akoHOM OT 22 nekabps 2014 rona N 429-
®3;_B pegakumm, BBeaeHHon B aencTteme_c 28 aekabps 2019 rona PenepanbHbiM 3akoHOM oT 27 aekabpsa 2019 rona N 462-
®3. - CM. mpeabIAyLLYy0 PEAAKLIMIO)

9. OcHoBaHVeM Ansi OTKa3a BO BKIHOYEHMM YKa3aHHOW B YacTu 1 HacToslleln cTatby hapmaLeBTUYECKON CyOCTaHUMKN B
[OCYOAPCTBEHHbIV PEECTR  NEKAPCTBEHHbIX CPEACTB  SIBMSIETCA  3aKMYEHWE COOTBETCTBYHOLIENO  YNMOMHOMOYEHHOMO
efiepanbHOro opraHa WUCMONHUTENBHOW BracT O TOM, YTO KayecTBO hapmaleBTMYECKOW CyOCTaHUMM He MOATBEPXKOEHO
Nony4eHHbIMW OaHHbIMU.

(YacTtb gononHuTenbHO BKMNtoYeHa ¢ 22 HoAbpa 2014 roga PenepanbHbiM 3akoHOM OT 22 okTabpa 2014 rona N 313-93; B
penakumu, BeeaeHHon B genctene ¢ 15 uioHa 2018 roga PenepanbHbiM 3akoHOM OT 4 umioHa 2018 roga N 140-93. - Cwm.
0ReAbIAYLLYI0 pefakumio)

10. He ponyckaeTcs BKMOYEHWE B TOCYAAPCTBEHHLIN PEECTR NEKAPCTBEHHbIX CREACTB OAHOW dapMaLeBTUYECKON
cyGCcTaHuMKM, NPOM3BEAEHHON ONs peanu3aumm N BbiNyCKaeMon OOHWM U TEM Xe Npou3BoAUTENEeM, B BuAe OBYX W Oonee
peecTpoBbIX 3anncen.

(YacTb gononHutenbHo BkntoveHa ¢ 1 uionsa 2015 roga PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 roga N 429-93)

11. BHeceHue u3ameHeHW B [OKYMEHTbl Ha hapmaueBTMYECKY CyOCTaHUMIO, NMPOM3BEOEHHYK ANdA peanv3auuvi u
BKIMOYEHHYI0 B [OCYAapPCTBEHHbIN PEeecTp NIeKapCTBEHHbIX CREACTB, OCYLLECTBNAETCS B NOPsiAKe, YCTaHOBNEHHOM cTatbamu 30
n 31 Hactosulero ®denepanbHOro 3akoHa, C ynraTo rocygapCTBEHHOW MOLWUNWUHbLI, NPeayCcMOTPEHHOW 3aKoHOAATeNbCTBOM
Poccuiickon degepauum o Hanorax u cbopax.

(YacTtb gononHuTenbHO BrtoveHa ¢ 1 uonst 2015 roga ®enepansHbiM 3akoHOM OT 22 Aekabpsa 2014 rona N 429-93)

12. JonyckaeTca obpalleHne capmaueBTMyYeckux cybcTaHumii, NPOM3BEAEHHbIX ANA peanu3auuM, B TedeHue cTa
BOCbMUAECATU OHEWN OO0 U NOCNe NPUHATUSE YNONTHOMOYEHHBIM dbeaepanbHbiM OpraHoOM UCMOSTHUTENBHOW BNACcTU PELUEHNUst O
BHECEHUMN U3MEHEHWI B AOKYMEHTbI Ha hapMaueBTUYECKyto cybCcTaHUmMIO, NPOU3BEAEHHYIO ANS peanu3aumm 1 BKIIIOYEHHYHO B
[OCY0apCTBEHHbIV PEECTR NIEeKapCTBEHHbIX CREACTB.

(YacTb gononHutenbHo BkNtoveHa ¢ 1 uona 2015 roga PeaepanbHbiM 3aKoHOM OT 22 fekabpa 2014 ropa N 429-93)

13. PeweHne 06 MCKMOYEHMM M3 [OCYNARCTBEHHOIO PEECTpa NEKapPCTBEHHbLIX CREACTB hapMaLeBTMYECKOM cybcTaHumu,
npou3BedeHHON Ans peanu3aumu, NpUHUMAaeTcsl YNOrHOMOYEHHbIM dedeparnbHbIM OpraHoM WCMONHUTENbHOW Bractu B
cnyvae:

1) NpeacTaBneHnsl COOTBETCTBYIOLMM YNONHOMOYEHHbIM dbeaeparbHbIM OpraHoM UCMONMHUTENBHOWM BNacTW 3aKo4YeHNs O
pvcke Unmn 06 yrpose XMU3HU UK 300POBbI0 YeroBeka NGO KMBOTHOTO NPY UCMNONb30BaHUM NTEKAPCTBEHHOTO CPEACTBa;

2) nogayn paspaboTyMKOM JIEKapCTBEHHOMO CpefcTBa WM NpPOU3BOAMTENIEM JEKapCTBEHHOTO CpeacTea nmbo
YMNOMTHOMOYEHHbIM UMW OPYrMM  IOpUOMYECKMM NULOM 3asiBNieHnst 00 WCKMHYEHUM U3 T[OCYNapCTBEHHOro peectpa
fIeKapCTBEHHbIX CPEACTB (hapMaLeBTUYeckoi cybcTaHuum, NponsBedeHHON Ansi peanusauum;
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3) oTcyTcTBUS (hapMaLleBTUYecKor cybCcTaHummM, Npou3BedeHHOW Ans peanu3auun, B obpawleHun B Poccuickon
denepauun B Te4eHne Tpex 1 bonee ner.
(Yactb gononHuTensHO BkNtodeHa ¢ 1 nons 2015 roga PenepansbHbiM 3akoHOM OT 22 nekabps 2014 rona N 429-93)

KommeHTapun Kk ctatbe 34

CTATbA 35. NOBTOPHOE NPEACTABINEHUE NNIEKAPCTBEHHOI'O NMPEMNAPATA, HE NMPOLUEALWIETO
roOCYAAPCTBEHHOU PErMCTPALUU NEKAPCTBEHHbIX NMPEMAPATOB, HA TOCYOAPCTBEHHYIO
PEMTMCTPALIUIO NEKAPCTBEHHbIX NMPEMAPATOB

(YTpatnna cuny ¢ 1 niona 2015 roga - PeaepanbHbi 3akoH 0T 22 Aekabpa 2014 rona N 429-93. - Cm. npeablayLyo
penakuuio)

KommeHTapui k ctatbe 35

CTATbA 36. OBXKANNOBAHUE PELLEHUA OB OTKA3E B BbIAAYE PA3PELUEHUA HA NMPOBEOEHUE
KNMMHUYECKOIO UCCNEOQOBAHUA NEKAPCTBEHHOI'O NPENAPATA, PELLEHUA OB OTKA3E B
rOCYOAPCTBEHHOW PEMMCTPALIUM IEKAPCTBEHHOIO NPENAPATA, 3AKITIOYEHUSA KOMUCCUU
OKCMNEPTOB 3KCMNMEPTHOIO YYPEXOEHUA NI 3AKINTIOYEHUA COBETA MO 3TUKE

PelueHne cOOTBETCTBYHOLLIENO YMNOMHOMOYEHHOrO doedeparnibHOro opraHa WMCMNOMHUTENBHOW BnacTn o6 oTkase B Bblgaye
paspeLleHnss Ha NPoBeaEeHNE KITMHNYECKOrO UCCNEeaOBaHNSA NIeKapCTBEHHOrO npenapara, pelleHne ykasaHHoro degepanbHoro
opraHa WCMONMHUTENbHOW BRacTm o6 OTKale B rOCY4apCTBEHHOM PErucTpauMu NeKapCTBEHHOro npenaparta, 3akiyeHue
KOMWNCCUWN SKCMEPTOB 3KCMEPTHOrO YYPEXAEHUS UMW 3aKIOYEeHWEe COoBEeTa MO 3TUMKe MOXeT ObiTb 06XamnoBaHOo B MOpsAkKe,
yCTaHOBMNEHHOM 3aKkoHoAaTenbcTBoM Poccurnckorn ®egepaummn. 3aknioyeHne KOMUCCUMM IKCMEPTOB SKCMIEPTHOIO YUYpEXaeHUs O
B3aMMO3aMEHSIEMOCTM JIEKApPCTBEHHbLIX NpenapaToB ANs MEOWMUMHCKOTO MPUMEHEHUsT NMBO O TOM, YTO JIeKapCTBEHHbIN
npenapat ans MeauuuHCKOro NMpUMEHEHUst He SBNSIETCS B3aMMO3aMeHsIEMbIM, MOXET OblTb OOXanoBaHO Aep)kaTtenem unm
BNafenbLemM perucTpaumMoHHOro YOOCTOBEPEHUS] NEKapCTBEHHOrO Mpenapata B YMNOMHOMOYEHHbIV heaepanbHbIi  opraH
WCMOIMHUTENBHOW BracTU, KOTOPbIA MPUBMEKAET K PACCMOTPEHUIO YKa3aHHOW >Xanobbl NOABEOOMCTBEHHbIE €My Hay4dHble
opraHusauuMm un obOpasoBaTeNbHble OpraHM3auumM BbiCLLIEro 06pa3oBaHMs, OCYLLECTBMSOWMNE AeATENbHOCTL B cdepe
obpalLeHns NekapCTBEHHbIX CPeacTB. 3aknioYeHne KOMUCCUUN SKCNEPTOB 3KCMEPTHOTO yupexaeHus, odoopmMIeHHOe No UtToram
nepecmoTpa 0bxaroBaHHOIO 3akNYEHUS IKCnepTa, MOXET ObITb OCMOPEHO AepKaTenem unu enagenbuemM peructTpaunoHHOro
YOOCTOBEPEHUS  JIEKApPCTBEHHOrO npenapata Nnbo  yNONMHOMOYEHHBIM MMWM  NMUOM B MOPSiAKe, YCTaHOBMEHHOM
3akoHogatenbctBom Poccuiickon ®depepaumun. [Npu obxanoBaHWM peLlleHns YNorHOMOYEHHOro dedeparnibHOro opraHa
WCMOMHUTENBHOWM BNAcTU, 3aKMOYEHUs 3KCnepTa UM KOMUCCUM SKCNEPTOB 3KCMEPTHOMO YYpeXXaeHus!, 3akitoMeHus CoBeTa no
3TUKe AepXaTtenb unu Brnageney perucTpaumoHHOro yaoCcToBepEeHNst NIeKapCTBEHHOMO npenaparta Jimbo ynonHOMOYEHHOE MK
NMUO BrpaBe NPeACcTaBUTb Pe3ynbTaTbl SKCNEPTU3bl TIEKAPCTBEHHOMO Npenapara, NPOTOKOSbl NOMYYEHHbIX akKKpeauTOBaHHbIMMN
ncnbiTatenbHbIMK NabopaTtopuamm (LeHTpammn) pesynsTaTtoB MCCNEOOBAHUN, UCTIbITAHWUIA.

(Ctatbsa B pepakumn, BBeaeHHon B genicteue ¢ 1 monsa 2015 roga ®enepanbHbiM 3akoHoM OT 22 fnekabpa 2014 rona N
429-93; B pegakumm, BBegeHHon B genctene ¢ 1 mapta 2020 roga PenepanbHbiM 3akoHOM OT 27 aekabpsa 2019 rona N 475-
®3. - CMm. NpeabiayLLyo PeAAKLMI0)

KommeHTapum k ctatbe 36

CTATbA 37. N(HOOPMALUA, CBA3AHHASA C OCYLWECTBNEHUEM rOCYOQAPCTBEHHON PETMCTPALIMA
NEKAPCTBEHHbIX NMPENAPATOB, UH®OPMALUA O 3APETMCTPUPOBAHHbIX IEKAPCTBEHHbIX
NMPENAPATAX U NEKAPCTBEHHbIX NMPEMNAPATAX, UCKITIOYEHHbIX U3 TOCYONAPCTBEHHOIO PEECTPA
JIEKAPCTBEHHbIX CPE[ICTB

1. COOTBETCTBYIOLLMIA YMONMHOMOYEHHbIN dedepanbHbii OpraH WUCMONMHUTENbHOW BracTM  pasMellaeT Ha CBOEM
oduuymnansHoMm cante B cetu "UHTepHeT" WHdOopMaumio, CBA3aHHYK C OCYLLeCTBMEHMEeM roCyadapCTBEHHOW perncrpauum
nekapcTBEHHbIX MpenaparoB, B TOM 4YMCMe MpOBeOEHVMEM 3KCMEPTU3bl NEKAPCTBEHHbIX CPEACTB (BKM4as pesynbraTtel ee
npoesegeHns), WHMOpMauMilo O 3aperucTpuMpoBaHHbLIX JIeKapCTBEHHLIX Mpenapatax W fekapCcTBEeHHbIX npenapaTax,
WCKITIOYEHHbBIX M3 [OCYAapPCTBEHHOIO pPEecTpa MeKkapCTBEHHbIX CPeACTB, He Mo3gHee Yem yepes NATb pabounmx gHen co OHs
nony4eHns ynoriHOMOYeHHbIM cbefeparnbHbiM OpraHoOM UCMONMHUTENBHON BAacTU COOTBETCTBYOLLEN MHhopMaLUN.

(Yactb B pegakuun, BBegeHHou B Agencteume ¢ 1 uiona 2015 roga ®epepanbHbiM 3akoHOM OT 22 nekabps 2014 roga N 429-
®3; B pegakumm, BBeaeHHon B gencteune ¢ 13 asrycta 2019 rona ®enepanbHbiv 3akoHoM oT 2 asrycta 2019 rona N 297-93. -

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


http://docs.cntd.ru/
http://docs.cntd.ru/document/420241318#A7M0NE
http://docs.cntd.ru/document/420321621#A7U0NE
http://docs.cntd.ru/document/420241318#A7K0NC
http://docs.cntd.ru/document/420272335#8Q00LV
http://docs.cntd.ru/document/420321621#A8E0NL
http://docs.cntd.ru/document/420241318#A7M0ND
http://docs.cntd.ru/document/564069028#7DS0KD
http://docs.cntd.ru/document/542661528#8Q20M0
http://docs.cntd.ru/document/420321621#A8G0NM
http://docs.cntd.ru/document/499025507
http://docs.cntd.ru/document/499025507
http://docs.cntd.ru/document/420241318#A7Q0NF
http://docs.cntd.ru/document/560855147#7DI0K8

06 ob6palLeHun nekapcTBEHHbIX CPeacTB (C u3MeHeHussMu Ha 14 niona 2022 roaa) CTtpaHuua 72
®edeparnbHbil 3akoH om 12 anpens 2010 e. Ne 61-®3

Cm. NpeablAyLYio peaakLmio)

2. Cpoku u“ nopsgok pasmelleHus ykasaHHOW B 4Yactm 1 HacTodAuler ctatbuM MHAOpMauum ycTaHaBMMBAKOTCA
YMONTHOMOY€EHHbIM dheepanbHbIM OPraHOM UCTONMHUTENBHOW BracTu. MIHdopmMauus, ykasaHHas B YacTu 1 HacTosulen cTaTbu,
SABNAETCSA OTKPbLITOM 1 OOLLEAOCTYNHOM N NPEAOCTaBNAETCS 3aMHTEPECOBaHHbIM NMLaM B COOTBETCTBMM C 3aKOHOA4ATENbCTBOM
Poccuiickon degepavmu.

(YacTtb B pegakuun, BBegeHHom B aencteme ¢ 1 niona 2015 roga ®enepansHbiM 3akoHOM OT 22 nekabps 2014 roga N 429-
®3. - Cm. npeaplayLyo peaakLmio)

KommeHTapum k ctatbe 37

MABA 7. KNTMHWYECKUE UCCITEAOBAHUA NEKAPCTBEHHbBIX NMPENAPATOB Ansd MEOULIMHCKOIO
NMPUMEHEHWA, 0OTOBOP Ob UX NPOBEOEHUN, NMPABA NALUWEHTOB, YHACTBYHOLWUX B 3TUX
MCCNEOQOBAHUAX

CTATbA 38. KNMMHUWYECKUE UCCITEAOBAHUA NEKAPCTBEHHbBIX NMPEMNAPATOB Al MEAULUMHCKOIO
NMPUMEHEHWUSA

1. KnuHuyeckne wuccrnegoBaHWst NEKapCTBEHHbIX MpenapaToB AN  MeOUUMHCKOTrO MNPUMEHEHMsI, B TOM 4ucne
MeXayHapodHble MHOFOLEHTPOBbIE, MHOFOLEHTPOBbIE, MOCTPErncTpauuoHHble, MNPOBOASATCA B OAHOM WM  HECKOSbKUX
MEAULIMHCKMX OpraHuM3aumsix B COOTBETCTBMM C MpaBuiiaMy Hagnexawen KIMHUYECKOW MpaKTUKK, YTBEPXAeHHbIMU
YMNONHOMOY€eHHbIM deaeparibHbIM OpraHOM UCMONMHUTENBHOM BNAacTU, COOTBETCTBEHHO B CreayHoLLmMX Lensix:

(AB3aL B pegakuun, BBegeHHon B gencteme ¢ 1 nona 2015 roga ®enepanbHbiv 3akoHoM OT 22 aekabpsa 2014 rona N 429-
®3. - CMm. NpeabiayLLyo PeAAKLMI0)

1) yctaHoBneHue 6e30nacHOCTM NeKapCTBEHHbIX NMpenapaTtoB AN 300pOBbIX AO0OPOBONbLEB U (UNN) NEPEHOCUMOCTU UX
300pOBbIMM  10OPOBONbLAMU, 33 WCKIHYEHWEM TaKMX WUCCreaoBaHW FeKapCTBEHHbIX MpenapatoB, MPOU3BEAEHHbIX 3a
npegenamu Poccuiickon ®egepauun;

2) noabop onTMMarnbHbIX OO3MPOBOK FIEKAPCTBEHHOMO MpenapaTta M Kypca NeyYeHus Ans NauMeHToB C onpenerieHHbIM
3aboneBaHneM, onTMMarbHbIX 403 U CXEM BaKUMHaLUUW MMMYHOBMOMNMOrMYECKUMIU NEKAPCTBEHHLIMW MpenapaTamMu 340pPOBbIX
AobpoBoONbLEB;

3) ycTaHoBneHne Ge3onacHOCTW NEKapCTBEHHOrO npenaparta u ero aeKTUBHOCTU ANs MauWeHTOB C ONpeaeneHHbIM
3aboneBaHuemM, npodunakTnyeckon 3pdHEKTUBHOCTU MMMYHOBOUONMOrMYECKNX JEKapCTBEHHLIX MpenapaTtoB Afis 300pPOBbIX
nobpoBonbLEB;

4) n3y4yeHne BO3MOXHOCTWU paclunpeHunda nokasaHuin gnst MeaunuUmMHCKOro NnpuMEHEeHNA U BbiABNEHNA paHee HEU3BECTHbIX
No6OYHbIX AENCTBUIA 3aperncTpnpoBaHHbIX NeKapCTBEHHbIX NpenapaToB.

2. B oTHOWweHMn BOCNPOU3BEAEHHbIX JEKAPCTBEHHbLIX MpenapaTtoB AN MEeAULMHCKOrO MPUMEHEHUS TMPOBOASTCS
uccrnefoBaHust  GUMO3KBUBANEHTHOCTM U (UNM)  TepaneBTUYECKOW 3KBMBANEHTHOCTM B  MOPSAKE, YCTaHOBIEHHOM
YNONMHOMOYEHHbIM (hefeparnbHbIM OPraHOM UCMONMHUTENBHOM BMacTU.

3. OpraHM3au,|/|+o nposegeHna KrnnHn4eckmnx nccnegoBaHun NNIeKapCTBEHHOro npenaparta anda MmeanumHCKoro npuMeHeHusa
BrpaBe OCyLeCTBNATb:

1) pa3paboTunk NnekapCcTBEHHOro npenaparta U1 yrnorHOMOYeHHOe UM fnLO;

2) obpasoBaTernbHble OpraHM3auMu BbICLLIEr0 00pa3oBaHUsl, OpPraHM3auun OOMOSHUTENBHOMO NPOMECCMOHaNbLHOIo
obpasoBaHus;

(MyHKT B pepakumun, BBeaeHHON B AencTteume ¢ 1 ceHTabpst 2013 roga PeaepanbHbiM 3akoHoM oT 2 monsa 2013 rona N 185-
@3. - CM. NpeabIayLLyo peaakLno)

3) Hay4HO-nccnegoBaresribCkme opraHnsaduin.

4. KnnHunyeckne mnccnenoBaHus NeKkapCTBeHHOro npenapara Ana MeamumnHCKOro npuMeHeHmna npoBoadaATcA Ha OCHOBaHUU
pa3pewieHna Ha npoBegeHne KIMHU4YeCcKoro wuccrnegoBaHuA JekapCTBEHHOro npenapara, BblAaHHOMO YNOJIHOMOYEHHbIM
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denepanbHbiM OpraHOM MCMNONHUTENbHOW BAAcTU. YNONMHOMOYEHHbIM heaepanbHbli opraH UCMOMHUTENbHON BNacTu BegeT
peecTp BblOaHHbIX paspelleHUn Ha MNPOBELEHME KITMHMYECKMX WCCREeQOBaHWM NEeKapCTBEHHOINoO npenapara, cogepXalimm
yKasaHue Ha uX Lerb Unn Luenu, B yCTaHOBIIEHHOM 3TUM OpraHoM MopsiaKe.

(YacTtb B pegakuun, BBegeHHom B Agencteme ¢ 1 niona 2015 roga ®epepanbHbiM 3akoHOM OT 22 nekabps 2014 roga N 429-
®3; B pegakuun, BeeaeHHon B aenctene PenepanbHbiM 3akoHom oT 13 wmona 2015 roga N 241-93. - CMm. npeablayLLyo
penakuuio)

5. Yactb ytpatmna cuny ¢ 1 mona 2015 ropga - PenepanbHbii 3akoH oT 22 aekabpa 2014 ropga N 429-03. - Cwm.
OREAbIAYLLYI0 peAaKLnIo.

6. K opraHusaumm npoBegeHnst KNMHUYeCKUX UccnefoBaHuii NekapCTBEHHOro npenaparta Ans MeavmuMHCKOro npuMeHeHus!
pa3paboTyMKOM J1IeKapCTBEHHOro npenapata MOryT MPUBIEKATbCA topuandeckme nuvua 6o opraHM3auMoHHO-NPaBOBOM
hopMbl Npu ycroBum obecrnedeHnst COOTBETCTBUS 3TUX UCCrenoBaHuii TpeboBaHUaM HacToswero degepanbHoro 3akoHa.

7. KnuHnyeckne nccnegoBaHus nekapCTBEeHHbIX Npenapartos ANs MeguuUHCKOro NpUMeHeHst NpoBoaAaTCA B MeAMLMHCKNX
opraHusaumsax, akKpeaUTOBaHHbLIX YMNOMHOMOYEHHbIM defepanbHbiM  OpraHOM  UCMOMHUTENbHOW BRAcTM B nopsake,
ycTaHoBneHHoM [NpasutensctBoM Poccuiickon ®egepaunn.

8. lNepeyeHb MEAUUUHCKMX OpraHusauui, UMeKLMX MpaBo MPOBOAMTb KAWHWYECKME WCCNEeQOBaHUS NeKapCTBEHHbIX
npenapaToB A9 MeAULMHCKOro NPUMEHEHMWS, U PEECTP BblAaHHbIX pa3peLLeHnii Ha NPOBEAEHME KITMHUYECKUX UCCreaoBaHnmn
NeKapcTBEHHbIX MNpenapaToB  OMNyOnMKOBbLIBAKOTCA W pasMeLllarTcsl  YMONIHOMOYEHHbIM  doedepanibHbiM - OpraHoM
WCMNONHUTENbHOM BNacTu B YCTAHOBNIEHHOM MM Mopsiake Ha cBoeM ohuumansHoOM cavte B ceTu "MIHTepHeT".

KommeHTapun K ctatbe 38

CTATbA 39. PELLEHUE O NPOBEAEHUU KITMHWYECKOIO UCCNEAOBAHUA NEKAPCTBEHHOIO
NMPENAPATA And MEQULMHCKOIO NPUMEHEHUA

1. KnuHnyeckoe nccnegoBaHme NeKapCTBeHHOro npenapara gnida MeanumHCKoro npuMmeHeHnda npoBognTtcAaA Ha OCHoOBaHUK
pa3pewieHna Ha npoBefeHne KIMHUYeCcKoro wuccrnenoBaHuA nekapCTBeHHOro npenapara, BblAaHHOMo YNoOJIHOMOYEHHbIM
(ben,epaanblM OpraHom WCNOMNHUTENBHOM BNacTn no pe3ynbrataM 3KCnepTu3bl JOKYMEHTOB, HeobxoouMbiX Anst nony4yeHuna
pa3pelleHna Ha npoeegeHmne KnMHN4ecKoro ncenegoBaHua nekapCTtBeHHOro npenaparta u 3TUYECKOMN 9KCNepTu3bl.

2. Ona nonyyeHus paspelleHust Ha NpPOBEAEHME KIMHWYECKOro WCCNEeAoBaHWsa JeKapCTBEHHOro npenaparta Ans
MeOMLMHCKOrO NMPUMEHEHUS 3asiBUTESb NPeACTaBNAEeT B YNONHOMOYEHHbIN dhefeparnbHblii OpraH UCNOSNHUTENBHON BNacTy:

1) 3asiBNeHne O Bblgaye paspelleHusl Ha NpPoBeaeHue KIMHWYECKOro MCCRedoBaHUsl NeKapCTBEHHOro npenaparta Ans
MeOMLMHCKOTO NMPUMEHEHUS;

2) KonuM OOKYMEHTOB, MOATBEPXAAKLMX yNnaTy rocyAapCTBEHHOW MOLUMMHbI 32 NPOBEAEHNE 3TUYECKOW 3KCMEepTU3bl,
3KCMepTu3bl OOKYMEHTOB Ha IEKapCTBEHHbIN npenapar Ans MoryyYyeHusl paspelleHnsl Ha MNpOBEAEHWE  KIMHUYECKOro
uccrnenoBaHns NEeKapCTBEHHOro npenapaTta Ans MeguUMHCKOrO NMPUMEHEHWs, 3a Bbiady paspelleHus Ha npoBefeHue
KITMHWUYECKOro MCCneaoBaHUs NeKkapcTBEHHOro npenapaTta Ansi MeaULUHCKOrO MPUMMEHEHUs, 3a MpOBEedeHMEe JKCMepTu3bl
OOKYMEHTOB Ha NeKapCTBEHHbIV NpenapaT ANns MonyvyeHusl paspelleHnst Ha NpoBedeHne MeXayHapoaHOro MHOrOLLEHTPOBOIO
KITMHWUYECKOTO WCCNEAOBaHUS JEKapCTBEHHOrO npenapaTta Ans MeauUMHCKOro MPUYMEHEHWs, 3a Bblgadyy paspelleHust Ha
npoBeAeHNe MEeXOyHapoOHOro  MHOFOLIEHTPOBOIO  KIIMHWMYECKOTO  UCCRedoBaHuUs  FIekapCTBEHHOrO npenapata  Ans
MEANLIMHCKOrO NMPUMEHEHMS, 3a NPOBEAEHNE STUYECKON SKCNEepTU3bl, SKCNEPTU3bl JOKYMEHTOB Ha NEKAapCTBEHHbLIN npenapat
ONS NONyYeHUsl paspelleHnss Ha npoBedeHMe MNOCTPEerncTpaLuoHHOrO KITMHUYECKOTO WCCIEAOBaHUS  FIeKapCTBEHHOMO
npenapata ans MeguUUHCKOro NMpUMEHEHUs], 3a Bblaavy paspeLleHust Ha NpoBedeHne NOCTPEerncTpaLoHHOrO KIMHUYECKOro
nccrnegoBaHns NekapcTBEHHOIO Npenapara Ans MeguUMHCKOro NPUMEHEHMS;

(MyHKT B pegakumn, BBeaeHHoM B genctene ¢ 1 aHBapsa 2021 roga PenepanbHbiM 3akoHoM OT 27 aekabpsa 2019 rona N
478-®3. - CM. mpeaplayLLyo PDeAAKLNI)

3) NPOTOKON KIIMHUYECKOrO UCCNEAOBaHNSA NeKapCTBEHHOrO npenapara afsi MeauuUHCKOro NpUMEHEHUS;

4) 6poLutopy uccnegosaTens;
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5) NHPOPMAaLMOHHbBIN NIMCTOK NaUMeHTa;

6) cBegeHunss o6 onbiTe paboTbl MccrnegoBaTenen Mo COOTBETCTBYHOLUMM CrleunanbHOCTAM M UX onbiTe paboTbl Mo
NPOBEAEHUIO KITMHUYECKUX UCCre0BaHN;

7) cBegeHus 0 MeOUUMHCKMX OpraHu3auusix, B KOTOpbIX MNpegnonaraeTcs MNpoBedeHue KIMMHUYECKOro WCCIeaoBaHust
neKkapcTBEHHOrO npenapaTta Ans MeauUMHCKOro MpuMMeHeHUs (MOfHOe M COKpalleHHOe HaMMeEHOBaHWsl, OpraHM3aunoHHO-
npaBoBasi oopMa, MEeCTO HaxOoXOEHWs U MEeCTO OCYLLECTBIEHUS OeATeNnbHOCTU, TenedoH, Tenedakc, agpec 3NeKTPOHHOW
NOYTbI KXXA0W MEANLIMHCKON opraHm3auun);

8) cBegeHus O npeanonaraemblX CpoKax MPOBEOEHUS KIIMHUYECKOro MCCrieqoBaHWs NekapcTBEHHOro npenaparta Aass
MeOMLMHCKOTO NMPUMEHEHUS;

9) Konuto aoroesopa obs3aTenbHoro CTpaxoBaHu4d, 3aKito4eHHOro B COOTBETCTBUMN C TUMOBLIMU NpaBuiiaMmiu o0bs3aTenbHOro
CTpaxoBaHud, C YKasaHuem npe,ueanon YUCMEeHHOCTN nauueHToB, Y4YacTByWOWKWX B KIMHUYECKOM WUCCregoBaHUU
NeKapCTBeHHOro npenaparta gna MmeauumMHCKoro npuMeHeHu4;

10) nHdbopMaLuio 0 cocTaBe NeKapCTBEHHOro npenapara AN MeguUMHCKOro NPUMEHEHNS;

11) LOOKYMEHT, COCTaBIIEHHbIN npoun3sBoauTenemMm JnekapCTtBeHHOro npenapara Aand MeguuunHCKOro npuMeHeHua u
co,qep>|<au.l,v||7| nokKasarenu (XapaKTepVICTI/IKVI), a TaKke cBegeHnda O rnekapCTBeHHOM npenapate And MeauumHCKOro
npnMmeHeHna, npon3seaeHHoOM and nposegeHnd KIMMHN4YeCckKnx nccrnegoBaHuiy;

12) cBegeHus o aarte NpefoCcTaBeHusl n permcTpaumoHHOM HOMeEpPE NMLEH3UN Ha NPOM3BOACTBO NEKAPCTBEHHbIX CPEACTB
B Cryyae, ecnv Npov3BOACTBO NleKapCTBEHHOMO nNpenaparta ocyllectensetcs B Poccuiickon degepaumm, unm ceegeHns o gate
npenocTaBneHnst U pPermcTpaLMoHHOM HOMEpPEe 3aKM4YeHUss O COOTBETCTBMM MPOM3BOAMUTENS JFIEKAPCTBEHHOrO npenapara
TpeboBaHMSAM NpaBuN Hagnexalwen Npou3BOACTBEHHOW NPAKTUKW, MPEAOoCTaBMEHHOro YNOSIHOMOYEHHbIM OpraHoOM CTpaHbl
npou3BoanTens nekapcTBEHHOro nNpenapara.

(MyHKT B penakumun, BBeaeHHoW B gencteme ¢ 15 noHa 2018 roga PenepansbHbiM 3akoHoM OT 4 mioHa 2018 rona N 140-
®d3; B pepakunn, BBegeHHon B gencreme ¢ 1 aHBapsa 2021 roga PenepanbHbiM 3akoHOM 0T 27 fekabpsa 2019 rona N 478-93. -

CM. NpeablAyLLYIo peaakLmio)

2 1. B cnyyae HenpeacTaBneHusi C 3asiBNieHWEM O BblJayve paspelleHusi Ha NpoBeAeHue KIMHUYECKOro UccreaoBaHus
NneKkapcTBEHHOro npenapata Ans  MeOWMUMHCKOro MNpPUMEHEHUs [AOKYMEHTOB (CBedeHui), NOATBEpXAawLlMX ynnaty
rocyiapCTBEHHOM MOLUMMHbI U yKa3aHHbIX B OyHKTE 2 YacTn 2 HacTodLlel CTaTby, a TakKe BbiAaBaeMblX (MPeaocTaBnsieMbiX)
YMOMTHOMOYEHHbIMK hefeparnbHbIMU OpraHamy UCMOMHUTENbBHOW BRacTW AOKYMEHTOB (CBEAEHWN), yKa3aHHbIX B MyHKTe 12
YacTu 2 HacTodulen CcTaTbu, YMOMHOMOYEHHbIN bedepanbHbll OopraH MCMOMHUTENbHOW BRacTW 3anpallvBaeT YyKa3aHHble
OOKYMEHThI (CBeAeHUS) B NopsiaKe MEXBEAOMCTBEHHOIO MHpOPMaLMOHHOIO B3anMOLENCTBUS.

(Yactb gononHuTensHO BkNtoveHa ¢ 1 aHBaps 2021 roga ®enepanbHbiM 3akoHOM OT 27 aekabpsa 2019 rona N 478-93)

3. B cpok, He npeBbiwakLWLmii NATM paboumx AHEN CO OHSA MPUHATUS yKasaHHOrO B MyHKTe 1 YyacTu 2 HACcTosAUlen cTaTbu
3asBMEHNS N HEOBXOANMBIX AOKYMEHTOB, YNONIHOMOYEHHbIN dheaepanbHbIi OpraH UCMONMHUTENbHOW BNacTy:

1) npoBoOUT NPOBEPKY MOJIHOTbI WU OOCTOBEPHOCTU cBegeHun, cogepxawunxca B npencrabBlieHHbIX 3adaBUTENEM
OOKYMEeHTaXx;

2) NpUHUMaET pelleHne O MpPOBEOEHNM IKCMNEPTU3bl AOKYMEHTOB [Afs MOMyYeHUs paspelleHns Ha npoBeneHue
KIMMHWYECKOro MCCEAOBaHNS fIeKapCTBEHHOro npenaparta Anst MeAVMLUMHCKOrO MPUMEHEHUSI U 3TUYECKON 3KCNepTusbl unm ob
oTKase B NPOBeAEHNM YKa3aHHbIX 3KCNepTus;

3) yBedoMnsieT B SNEKTPOHHON chopMe UM Ha ByMaxkHOM HocuTene 3asiBUTENS O MPUHSTOM peLleHuMn nNnubo B cryyae
NPUHATUS peLleHns 06 oTKase Takke C ykasaHuem NpUYuH TaKoro OTKasa;

4) noarotaBnMBaeT M HanpaenseT B OKCMEPTHOE YYpexneHMe W COBeT Mo 3TUKe 3adaHve Ha npoBeaeHue
COOTBETCTBYHOLLMX SKCMEPTUS.

4. B Clny4Yae BbiABII€HNA HENOJIHOTbl U (VIJ'II/I) HEeOOCTOBEPHOCTU I/IHd)OpMaLI,VII/I, co,u,ep>|<au.|,el7|09| B npeactaBlieHHbIX
3adaBuTenemM OKyMeHTax, yI'IOJ'IHOMOLIeHHbIﬁ (be,u,epaanbnh opraH NCMOSTHUTENBbHON BNacTun HanpaBndaeT 3adaBUTEN0 3anpoc o0
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YTOUYHEHUM yKasaHHON uHdopmaumy. [daHHbIi 3anpoc MOXeT ObiTh nepegaH YNonHOMOYEHHOMY NpeacTaBUTenio 3asBuTens
NUYHO MoA  pacrucky, HampasfieH MO MoyTe 3akasHbiM MUCbMOM UMM  MNepefaH B ONIeKTPOHHOW  copme  no
TENEeKOMMYHUKALMOHHBLIM KaHanam cBsaau. B criyyae HanpaeneHuss [aHHOMO 3ampoca Mo Mo4YTe 3akasHbIM MUCBMOM OH
CYMTaETCS MOMyYEeHHbLIM MO UCTEYEHWUU LIECTV OHEN C AaTbl HanpaBneHus 3aka3Horo nucbMa. 3aseuTens 06a3aH NPeacTaBuTh
OTBET Ha 3anpoc YMNoHOMOYEHHOro dheaepanbHOro opraHa WUCMOMHUTENbHOM BacTu B CPOK, He MpeBbilalowmin AeBaHocTa
pabounx OHen co AHA ero nonydyeHusi. CpPoOK, yKasaHHblii B YacTu 3 HacTosAulel CTaTbu, NPUOCTAHABMMBAETCA CO [AHS
HanpaBneHWsi 3asiBUTENIO 3anpoca YNoNHOMOYEHHOTO (hefieparibHOro opraHa UCMOSNHUTENBHOW BNAacTu A0 AHS MONyyYeHus UM
COOTBETCTBYIOLLETO OTBETA U HE YYUTLIBAETCS MPU UCHUCTIEHUM CPOKa MPUHSTUAS YNONMHOMOYEHHBIM defeparnbHbiM OpraHoM
UCMOMHUTENBHON BMacTW PELUEHWS O MPOBELAEHWU 3KCNepPTU3bl JOKYMEHTOB ANS MOMyYEHUS] paspeLleHns Ha npoBedeHue
KMMHWUYECKOrO UCCINEfoBaHNS NIeKapCTBEHHOTO Npenapara Ans MEAULMHCKOrO NPUMEHEHNS.

5. OcHoBaHuemM Ons oOTkasa B MPOBEAEHMM IKCNEPTM3bl AOKYMEHTOB sl MONyYEeHUS paspelleHns Ha npoBedeHue
KITMHWUYECKOrO NUCCreaoBaHNs NIeKapCTBEHHOIO nNpenaparta ans MegUuUUHCKOrO NMPUMEHEHUS N 3TUYECKON SKCNEepPTU3bl SIBNAETCA
npeacTaBreHne OOKYMEHTOB, MPeayCMOTPEHHbIX YacTbio 2 HACTosLWEen CcTaTbM, B HEMONHOM OObeme, HenpencTaBrneHue
3asiBUTENEM B YCTAHOBMEHHbIM CPOK OTBETA Ha yKasaHHbI B YacTn 4 HacTodulen cTaTbM 3anpoc YrnorHOMOYEHHOro
defiepanbHOro opraHa UCMONMHUTENBHOW BriacTn NMbo OTCYTCTBME B MPEACTaBMNEHHbIX JOKYMEHTaxX NCHEPMbIBAKOLLENO NEPEYHS
HeobxoanMoN MHopMauumn unm MHOOpPMaLIMmM, KoTopas A0MmKHa ObiTb OTpaXkeHa B HWX, a Takke OTCYTCTBME MHOpMaL M,
noareepXaatoLLen akT ynnatbl rocygapCTBEHHOM NOLWMMHBI 3a NpoBeAeHNe 3TUYECKON SKCNepTU3bl, IKCNepTn3bl JOKYMEHTOB
Ha neKkapCTBEHHbIN Mpenapart And MNonyyYeHusa paspelleHust Ha npoBedeHue KIMHWUYECKOro MccneaoBaHus nekapCTBEHHOro
npenapata Ansa MeOuWUMHCKOro MNPUMEHeHWs, 3a Bblgady paspelleHns Ha npoBedeHWe KIMHUYECKOro WccrnenoBaHus
nekapCcTBeHHOro npenapata Ans MeAuUMHCKOro MpUMEHEeHUd, 3a nNpoBedeHne 3KCNepTU3bl AOKYMEHTOB Ha NeKapCTBEHHbIN
npenapat Ang MnofyvYeHus paspelleHus Ha MnpoBedeHMe MeXOyHapoAHOro MHOFOLEHTPOBOrO KIIMHUYECKOro uccrneaoBaHus
neKkapCcTBEHHOro npenapata And MeauUMHCKOro MpYMEHEHMs, 3a Bblgadyy pas3pellueHusl Ha npoBefeHue MeXayHapoOHoro
MHOFOLIEHTPOBOIO KITMHUYECKOIO MCCNeaoBaHUS NeKapCTBEHHOMO nNpenaparta A8 MeanUMHCKOro NpuMeHeHns, 3a nposegeHne
3TMYECKOWN 3KCMEPTU3bl, IKCNEPTU3bl 4OKYMEHTOB Ha NEKApCTBEHHbIM NpenapaT Ans NonyYeHnsa paspelleHnsa Ha nposedeHve
NOCTPErNCTPALMOHHOIO KMMHMYECKOrO NCCNEAOBaHNA NIEKapCTBEHHOIO nNpenapata aAngd MeauumMHCKOro NpuMeHeHus, 3a Bolgavy
paspelleHnss Ha npoBedeHne MOCTPErMCTPALMOHHOIO KIMHUYECKOro MWCCNeaoBaHUsA IekapCTBEHHOrO npenapata  ans
MEONLNHCKOrO NPUMEHEHNS.

6. MNMpoBeaeHne akcnepTU3bl OOKYMEHTOB O71A MOMyYEeHUs pas3pelleHusl Ha NpoBedeHME KITMHUYECKOro MCCrenoBaHus
neKapCTBEHHOro npenapara Ansg MeguUMHCKOro NPUMEHEHUS U 3TUYECKON 3KCMEePTU3bl, COCTABINEHNE KOMUCCUEN SKCMEPTOB U
COBETOM MO 3TMKE 3aKITYEHMN O BO3MOXHOCTM WM HEBO3MOXHOCTM MPOBEAEHMSI TAKOrO KIMMHWUYECKOrO WCCredoBaHUsS Y
HanpasBneHne dTUX 3aKMYeHUn B YNONHOMOYEHHbIN dbefepanbHbiid OpraH UCNOSTHUTENbHOW BraCTu OCYLLECTBASOTCS B CPOK,
He NpeBbILWAWWA TpuauatTn pabounmx OHEW CO AHS MONYyYeHUs SKCMNEPTHbIM YYPEXOAEHUEM 3adaHusi YMNONTHOMOYEHHOrO
denepansHOro opraHa UCMOMHUTENBHOW BNacTu C NPUNOXEHWeM OOKYMEHTOB, yKadaHHblX B OyHkTax 3, 4, 10 n 11 yactu 2
HacTosLleNn CcTaTbW, U COBETOM MO 3TWKE 3afaHus YNONMHOMOYEHHOro defepanbHOro opraHa WCMNOMHWUTENbHOW Briactu C
NPUNOXeHNeM OOKYMEHTOB, yKa3aHHbIX B NyHKTax 3-6, 8 u 9 Yyactu 2 HacTosLleln cTaTbu.

7. B cpok, He npeBblwaWMA NATU paboynx OHEN CO AHS MONyYeHUs 3aKMYEeHWUN, yKasaHHbIX B YacTu 6 HacTosulen
CTaTtbu, YNONTHOMOYEHHbIV dheaepanbHbIi opraH UCNOMHUTENBHOW BNacTu:

1) OCyLUEeCTBINAET OLEHKY NOoCTynmuBLLUNX 3aKnYeHnn ans onpegeneHna mx cooTBeTCTBUA 3agaHUAM Ha npoBeneHune
COOTBETCTBYHOLLKNX S3KCNEPTU3;

2) NPpUMHUMaET pelleHne O Bblaa4e pa3pelleHna Ha nposeaeHne KInMHNM4YeCcKoro nccrnenoBaHmna nekapcTtBeHHOro npenapara
ana MeguumHCKOro npuMeHeHuna nnm 00 oTkase B Bblgaye YKa3aHHOIo pa3peLleHnd;

3) BbloaeT paspelleHVe Ha MpoBeAEHWE KIMHUYECKOTO WCCREAOBaHUS NeKapCTBEHHOro npenapata ans MeauuMHCKOro
NpUMeHeHns1 Unn pelleHne o6 oTkase B Bblaave yKasaHHOTO paspeLleHust ¢ yka3aHWeM NMpUYmH oTKasa.

8. OcHoBaHveM [Anisl OTkasa B Bblgaye paspelleHnsl Ha MpoBefdeHWe KIMHUYECKOro MCCrieqoBaHusl reKapCTBEHHOro
npenapara Ans MeavmuMHCKOro NpUMEHEHUS SIBNAETCA Hanuume 3aKniodeHUs KOMUCCUM SKCMEPTOB UIW 3aKITOYEHUs] COBETa MO
3TVKE O HEBO3MOXHOCTU TMPOBEAEHUS KIIMHUYECKOTO UCCliefoBaHWsl JIeKapCTBEHHOro mnpenapaTta Ans  MeauLMHCKOro
NpUMeHeHWs Mo pesynsTaTam NPoBeAeHHbIX 9KCNePTU3, MPEeayCMOTPEHHBIX YacTbio 6 HACTOALLEN CTaTbU.

9. PeweHne 00 oTkasze B npoeeneHMN 3KCNepTusbl OOKYMEHTOB AO5nA nonyyvYeHua paspeleHnda Ha nposeneHune
KINMMHNYECKOro uccnenoBaHua nekapCTBeHHOro npenaparta Aana MeanunHCKOro npuMeHeHua wu 3TUYECKOM 3KCnepTn3bl N B
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BblJaye paspelleHMsi Ha MpoBedeHMe KAMHUYECKOrO WCCredoBaHusl NEeKapCTBEHHOro npenapara Ans MeaMUUHCKOro
NPUMEHEHN MOXET ObITb 06kanoBaHoO B Nopsiake, YCTAaHOBINIEHHOM 3akoHoaaTenscTBoM Poccuiickon ®epepaumm.

(Ctatbsa B pegakumun, BBeaeHHon B gencteue ¢ 1 mona 2015 roga ®enepanbHbiM 3akoHOM OT 22 fnekabpa 2014 rona N
429-03. - CM. mpeablayLLYI0 peaakLmio)

KommeHTapun Kk ctatbe 39

CTATbA 39_1. 3TUHMECKAA IKCNEPTU3A

1. OTudeckas JKCnepTmn3a npoBoauTCA COBETOM NO 3TUKE, COo3daHHbIM B nopaake, yCTaHOBIIEHHOM YMNOJIHOMOYEHHbIM
(*)ep,epaanblM OpraHom NCMOSTHUTENBHON BNAcTW, B LENSX BblAadn 3akrodeHns o6 aTnvyeckon o60CHOBaHHOCTN BO3MOXHOCTHU
nposegeHna KInnHNM4eCcKoro nccrenoBaHna nekapCTtBeHHOro npenapara gnda MeanumMHCKoro npuMeHeHus.

2. OKcneptamu coBeTa MO 3TMKE MOryT ObiTb NpeacTaBuUTENM MEOULMHCKUX OpraHM3auuin, HayuvHbIX OpraHvM3auun,
obpasoBaTernbHbIX OpraHM3aLmi Beicllero obpasoBaHus, a Takke npeactaBuTeNny 0OLECTBEHHbIX OpraHn3auni, penmnrmo3Hblx
opraHusauui n CpeacTB MaccoBov MHdopmMauuun. [laHHble 3KCnepTbl HE OOSMKHbI HAXOAUTLCA B Kakon-nnbo 3aBMCMMOCTU OT
pa3paboTyMKOB NEKAPCTBEHHBIX MPEnapaToB 1 APYrMxX NL, 3aMHTEPECOBAHHbIX B pe3yribTaTtax 3TUYECKOW 3KCNePTU3bl.

3. Onnata ycnyr 3KCrnepToB COBEeTa MO 3TMKE OCYLLECTBNSAETCA Ha OCHOBaHWM [OroBOpa, 3aKMOYEHHOro Mexay
YMOSTHOMOY€EHHbIM heaeparnbHbIM OpraHoOM UCMONHUTENBHOM BNAcTW, KOTOPbIM CO3[4aH COBET N0 3TUKE, U SKCMEPTOM COBETa Mo
3TUKe, 3a CcYeT OIKETHBIX aCCUrHOBAHUM, NPeayCMOTPEHHBIX YNOMHOMOYEHHOMY dbeepanbHOMY OpraHy WCMONMHUTENbHOW
BMacTW, KOTOpPbIM CO3[4aH COBET MO 3TuKe, B dedepanbHOM OlO[KeTe Ha COOTBETCTBYOLWMNA rod Ha obecrneyeHue ero
OedTenbHOCTU, B pasMmepax, ycTaHoBneHHbix [NpasutensctBoM Poccuiickon ®egepaumn.

4. 3|<cr|epr| COBETa No 3TUKe HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOOATENMbCTBOM Poccuinckon CDeﬂ,epaLl,Vll/l.

5. CocTaB coBeTa Mo 3TUKe, MoroXeHue o6 3TOM coBeTe, MopsOoK ero AedATenbHOCTU, TpeboBaHusa K KBanuduvkaumm u
onbITy paboTbl MO 3KCMEPTHON OLEHKe Hay4YHblX, MEeOULMHCKUX W ITMYECKMX acrekToB KIMHWYECKMX WCCreaoBaHui
nekapCTBEHHbIX NpenapaTtoB Ansi MEAULMHCKOro NpUMMEHEeHWsl, npeabsiBrisiemMble K 3KcrnepTaM coBeTa Mo 3TUKe, MopsaoK
opraHvM3auMm U TNpPOBEdEHUs STUYECKOW 3KCMepTu3bl, opMa 3akfioyeHWst CcoBeTa Mo 3TUKe YCcTaHaBMMBarTCH
YNOMHOMOYEHHbIM hefepanbHbIM OpraHoM UCNONMHUTENbBHOW BnacTu. Yucno npeacraBuTeneil MeAULMHCKUX OpraHM3aumin He
MOXET MNpeBbILaTh MNOMOBUHY OT OBLLEro YMcna 3KCNepToB COBETA MO 3TUKE.

6. WHdopmauma o coctaBe coBeTa NO 3TUKe, NnaHax ero paboTbl U Tekywewn OesATEeNbHOCTM pasMellaeTcs Ha
omumanbHOM canTe ynosITHOMOYEHHOro dheeparibHOro opraHa UCMoHUTENbHOW Bnactu B cetn "HTepHeT" B yCTaHOBIEHHOM
UM nopsake.

(Ctatbsa gononHuTenbHo BtodeHa ¢ 1 mionsa 2015 roga PeaepanbHbiM 3akoHOM OT 22 aekabpa 2014 roaa N 429-93)

KommeHTapun k ctatbe 39 1

CTATbA 40. NPOBEOEHUE KITMHWYECKOIO UCCNEOOBAHUA NEKAPCTBEHHOIO NPENAPATA AnNsA
MEOWLMHCKOIO NPUMEHEHUA

1. PykoBoauTenb MeOULMHCKOM OpraHuM3auuu, KOTopasi MNPOBOAUT KIIMHUYECKOE WCCregoBaHMe JeKapCTBEHHOro
npenapata Ansa MeguMUMHCKOIO MpPUMEHEHUs, HasHayaeT uccregoBaTtens, OTBETCTBEHHOrO 3a MNpPOBEAEHWE Takoro
uccrnenoBaHns M MMetowero nevyebHyo cneumanbHOCTb, COOTBETCTBYHOLLYHO MPOBOAMMOMY KIMHUYECKOMY WUCCreAoBaHuIo
nekapCcTBEHHOro npenapaTta, co cTaxxeM paboTbl MO NporpaMmmMaM KNMHUYECKNX MCCNeaoBaHUN NeKapCTBEHHbIX NPenapaToB He
MeHee 4YeM TpW roga M MO ero NPeanoXeHW HasHavaeT couccriegoBaTenen u3 4yucna Bpayvyern 3TOM MEeAULMHCKOMN
opraHusaumn.

(YacTb B pegakumu, BBegeHHoM B genctame ¢ 1 nonsa 2015 rona PenepansbHbiv 3akoHoM 0T 22 fekabpa 2014 rona N 429-
®3. - CM. mpeablAyLLYyo PEAAKLIMIO)

2. NccneposaTtenb ocyulecTBndeTr Bbl60p nauneHToB, KOTOpble MO MeOUUMHCKMM NoKa3aHnaM MOryT ObITb npueneyeHbl K
y4acTuio B KIMMHNYECKOM nccrieaosaHnmn nekapCTtBeHHOro npenapara gnda MmeauumHCKoro npuMmeHeHu4.

3. Wccneposatenb U couccrnenoBaTenu AOSKHbl OblTb O3HAKOMIIEHbI C pesynbrataMu AOKMMHUYECKOrO MCCRenoBaHus
neKapCcTBEHHOro CPeAcTBa, codepXKallummcst B GpoLutope nccnenoBatens, NPOEKTOM MPOTOKOSa KIMHUYECKOro UccreoBaHus
neKapCcTBEHHOro npenapaTta Ans MeAUUMHCKOro NMpuUMeHeHusl, pa3paboTaHHbIM pa3paboTyMKOM feKapCTBEHHOTO Mpenaparta
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NN MHbIM OPpUONY4eCKUM JTUMLOM, NMpuBIriekaeMbiM K OopraHn3aunn npoBeneHunda KrnnmHM4YecKkoro nccrienoBaHua nekapCrtBeHHOro
npenapara gna MeaunumMHCKOro npuMeHeHund, n apyrmnMmm martepuanamMmm Takoro nccnegoBaHuA.

3_1. PykoBogutenb MeAMUMHCKOW OpraHusauum B CPOK, He npeBblwawwmi Tpex paboumx AHen co AHA Hadvana
NpoBeAeHNs KNMHUYECKOTO UCCIEAOBaHMS NekapCTBEHHOrO nNpenapara Anst MeauuUuHCKOro NpuMmeHeHus, coobiaeTt ob 3Ttom B
YNOMHOMOYEHHbIM  dbefepanbHbll  OpraH MWCMOMHUTENBHOW BMacTW, BbiAABLUMA pa3pelleHne Ha MpoBeAeHMe TaKoro
nccneaoBaHusa, Mo YCTaHOBMEHHOMW MM dopMe (4acTb [ONOMHUTENBHO BkNtoYeHa ¢ 1 aHBapsa 2011 roga PenepanbHbiM
3akoHoM oT 29 Hoabpa 2010 roaa N 313-93).

4. OpraHu3aunm, oCyLLeCcTBrsAOLWUe opraH13aunio NpoBeaeHNs KINMHUYECKOro nccrneaoBaHns nekapcTBeHHOro npenapara
ANs  MeOWMUMHCKOTO MNPUMEHEHWsT U yKasaHHble B 4Yactm 3 cratbn 38 Hactosaulero denepanbHOro 3akoHa, B Crydae
HeobXoOMMOCTM BHECEHWSI W3MEHEHW B MNPOTOKOMN KIMHWYECKOro WCCNedOBaHUSA FeKapCTBEHHOro mnpenapata  And
MEeAVLIMHCKOrO MpUMEHeHUs coobuwalT o6 3TOM B YMNOMHOMOYEHHbIM defeparnbHbil OpraH MWCNOMHUTENbBHOW BRacTw,
BblAaBLUM/A pas3pelleHne Ha MNpPOoBedEHME TaKoro MCCnegoBaHusl, MO YCTaHOBMNEHHOW MM copMe (4acTb gononHeHa ¢ 26
okTs16ps 2010 roga PenepanbHbiM 3akoHOM oT 11 okTabpa 2010 rona N 271-93 - cM. npeabiayLLyo peaakuuio).

4 1. ®dopma coolLleHMs 0 BHECEHUM U3MEHEHUIN B MPOTOKOM KMMHUYECKOro UCCNeaoBaHWsi NeKapCTBEHHOrO npenapara
ANa MeguuUnHCKOro NpUMeHeHUs JOSMKHa cogepkaTb cneayowime ceBeeHns:

1) HanmMmeHoBaHue, I/I,D,eHTI/I(*)I/IKaLI,VIOHHbIIZ HOMeEp 1 AaTta NpoToKOoJ1a KIMMHU4YEeCKOoro nccrnegoBaHunA;
2) faTa BHECEHUSI UBMEHEHNI B NPOTOKOJ1 KIMTMHNYECKOIro nccrnenoBaHus;
3) HanMmeHoBaHWe N MeCTO HaXoXAeHNA 3aaBUTenA,

4) HanMeHOBaHWe opraHun3auuu, anBnequHoﬁ pa3p860T‘-IMKOM NNeKapCTBEHHOro npenapara K opraHn3auunn nposeneHus
KIMUMHU4YEeCKoro nccreaosaHunsa (I'IpM HaJ'IMLIVII/I);

5) HaMeHOBaHUS 1 MeCTa HaXOXAEHUSI MEAULMHCKMX OpraHn3aumii, B KOTOPbIX NPOBOAMUTCS KIIMHUYECKOE UCCIedOBaHVE;
6) AaTa Bblgaum paspeLleHust Ha NpoBeAeHne KITMHUYECKOTOo UCCIENoBaHNS U HOMEp 3TOro paspeLleHus:;
7) N3MEHEHWS!, BHOCUMbIE B MPOTOKON KITMHWUYECKOrO UCCIeqoBaHusl.

(Yactb 4_1 pononHuTenbHO BKNtoveHa ¢ 26 oktsops 2010 rona PenepanbHbiM 3akoHoM OT 11 okTabpa 2010 rona N 271-
®3)

5. B cpok, He npeBbiwawWni Tpuauatu paboumx OHEW CO AHSA MOryyYeHMs yKasaHHOro B YacTu 4 HacTosulel cTatbu
coo6LLeHns, YNONMHOMOYEHHbIN eadepanbHbli  OpraH  MCMOMHUTENbHOW BMAcTU  paccMaTpuBaeT 3TO CoobLleHue B
YCTAHOBIEHHOM WM MoOpsigke UM NMPUHMMAET pEeLUeHNE O BHECEHUW WM3MEHEHWI B MPOTOKOM KIMHWYECKOro MCCrefoBaHus
neKkapcTBeHHOro npenapata Ans MeOULUHCKOro MNPUMEHEHUS unu 00 oTkase BO BHECEHUM TakKUX u3MeHeHun. [lpu
pacCMOTPEHUN COODLLEHMST O HeobOXOAMMOCTM BHECEHMSI W3MEHEHUIA B MPOTOKON  KMUHUYECKOTO  MCccnenoBaHus
neKkapCcTBEeHHOro npenaparta Ans MeauMUMHCKOro NMPUMEHEHUS B LEeNnsxX oLeHKM 060CHOBaAHHOCTU npeanaraembiX U3MEHEHUIA 1
onpegeneHns CTeneHn pucka Ang NauMeHToB, MPUHMMAaOWUX y4acTUe B KIMHUYECKUX MCCeaoBaHUAX, YNOTHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOMHUTENBHOW BRACTM MOTYT NPUBMEKATLCS 9KCNEPThbl COBETA MO 3TUKE.

(YacTtb B pegakuun, BBegeHHom B aencteme ¢ 1 uiona 2015 roga ®epepanbHbiM 3akoHOM OT 22 nekabps 2014 roga N 429-
®3. - Cm. npeabiayLLyo peaakLuo)

6. KnuHuyeckoe wccreqoBaHWe NeKapCTBEHHOrO Mpenapata  Ans  MeAWUMHCKOTO  MPUMEHEHUSS MOXET ObiTb
NMPUOCTaHOBIEHO WM TMpPEKpaLLleHo, ecnu B Mpouecce ero npoBefeHusi obHapykeHa OMacHOCTb AN JKU3HW, 340pPOBbS
naumMeHToB. B cnyyae BO3HWKHOBEHWSI OMACHOCTU ANl KM3HW, 300POBbS MaUMEHTa, Y4YacTBYHOLWEro B  KIMHUYECKOM
nccrnefoBaHUM NIeKapCTBEHHOro npenapaTta Ans MeauuMHCKOTO NMPUMEHEHUS, uccrnedosBaTtenu obs3aHbl NPonHoOpMUPoBaTh
006 3TOM pYKOBOAMTENS MEOMLMHCKOM OpraHuM3aumMu W OpraHu3aumio, MOMyuYMBLUYIO paspelleHue  YNorHOMOYEHHOro
henepanbHOro opraHa UCMONMHUTENBHOM BNacTU Ha OpraHn3aLuio NpPoBeAeHUs! KMMHUYECKOTO UCCNefoBaHUs NekapCTBEHHOIo
npenaparta. PelleHne O NpUOCTaHOBMEHWM KIMHUYECKOTO WCCredoBaHUSI NEeKapCTBEHHOro npenapata Ans MeaMLUMHCKOro
NMPUMEHEHMST MPUHUMAOT PYKOBOAMTENb MELOMUMHCKOM oOpraHusaumm w (Mnu) opraHusaumsi, MoryymBlUAs paspeLleHue
YNOMTHOMOYEHHOro  dbefiepasnibHOro opraHa  WCMOMHWUTENbHOW BRAcTM Ha OpraHM3auuio  MpPOBEAEHUsT  KIMHUYECKOro
nccneqoBaHus NekapCTBEHHOro npenapara Anst MeauLMHCKOro NMPpUMEHEHWS!, peLleHre O NpPeKpaLleHn Takoro UccrneqoBaHms
NMPUHMMAET YNONTHOMOYEHHbIV cheaepanbHbIil OpraH UCMONMHUTENBHOW BACTM HA OCHOBaHMM COOGLLEHNS B MMCbMEHHOWN hopme
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pykoBoauTend MeANLNHCKOMN opraHumsauunmn unm opraHun3auund, nonydmsllad paspelleHne ynosiHOMO4YeHHOro daep,epaanoro
opraHa NCMOSTHUTENbLHON BRacTu Ha opraHm3auunto nposeaeHNA KINMHNYECKOro nccnenoBaHna iekapCTtBeHHOro npenapara ansa
MEONLIMHCKOIo NpUMeHeHUA.

7. B cpok, He npeBblawWmMiA NSTU pabounmx AHEN CO [HS 3aBepLUeHUsi, MPUOCTAHOBMEHMS WX MNpeKpalleHus
KIMMHNYECKOTO MCCIeoBaHUS  NeKapCTBEHHONO npenapata  Ans MEOMUMHCKOTO MNpUMEHeHWsi, cooblieHne o6 3ToMm
HanpaBsnseTca opraHusauusMu, ykasaHHbIMW B Yactu 3 ctatbu 38 HacTosulero PefepanbHOrO 3akoHa, B YNONHOMOYEHHbIN
denepanbHbIn OpraH UCNOMHUTENBHOM BNACTU MO YCTaHOBEHHON UM chopMe.

8. <Dopma coobuieHuns o 3aBeplieHnn, npuocTtaHoBneHnn wunnm npekpaweHnn KrnHn4eckoro uccrnenoBaHua
NIeKapCTBEHHOro npenaparta gna MmeauumHCKoro npuMeHeHna goimkHa coaepxkaTtb:

1) MHbopMaLMIO O MeOULIMHCKON OpraHM3aLmMmn N MeauLIMHCKUX OpraHn3aumsax, NPoBOAMBLLMX AaHHOe NCCrneaoBaHue;
2) onvcaHve A4aHHOro uccnenoBaHus;

3) AaHHble nccneposatens (Pamunus, UMs, OT4ECTBO, MeCTO paboTbl, 3aHMMaemasi AOSKHOCTb, CneunanbHOCTb, CTax
paboTbl MO MporpaMMam KMMHWYECKUX MCCRedOBaHWiA NEeKapCTBEHHbIX MpenapaTtoB, nepedyeHb KNMHUYECKUX UCCrnenoBaHun
neKapCTBEHHbIX NpenapatoB, B KOTOPbIX OH MpUHMMAan y4yactve (nepuogbl yy4acTus) B KayecTBe WccrnegoBaTtens wnm
couccnegosatens) (MyHKT gonornHeH ¢ 26 oktsa6ps 2010 roga PenepanbHbiv 3akoHoM 0T 11 okTabpa 2010 roga N 271-P3 -
CM. NpeablayLLyo pegakunio);

4) pesynbrat OaHHOINoO wMccnenoBaHUA (3aBepLueH|/|e, npuocTaHoBneHne unu npexkpaweHne OaHHOro wuccnengoBaHuA C
YKasaHnem mx npuyvnH n BrinAHNUA Ha OLUEHKY ero pesynbraTtos, O6IJ.LyIO OLUEHKY pucKka n oXngaemown nonb3bl OT NnpuMeHeHnA
ncecneayemoro nekapCrtBeHHOro npenaparta, a Takke npegnonaraemMblie AanbHenwne ﬂeVICTBVIH).

8_1. MNpwu BbiIgBNEHUU denepanbHbIM OPraHOM WCMNOMHUTENbHOW BMACTU, OCYLUECTBASIOWMM (DYHKUMM NO KOHTPOMO U
Hagsopy B cdepe 30paBOOXPaHEHWs, HapylleHWW MpaBuri  Hagnexawen KIMHUYEeCKOW MpakTUKKM npyu  MNpoBedeHuu
KNMMHWYECKOTO WCCNEeAoBaHUSA NeKapCTBEHHOro npenapaTta, BNUAKLWMX Ha MOMHOTY U (MAM) [OCTOBEPHOCTb [aHHOro
KNMHWYECKOTO UCCneaoBaHus, yKasaHHbI dedepanbHbii opraH WCMONHUTENbHOW BMAacTM MpPUMOCTaHaBnMBaET NpoBedeHue
OaHHOTO KIMMHMYECKOro MCCneaoBaHUs U BbIHOCUT MEOULMHCKOM OpraHm3auun, B KOTOPOW MPOBOAMUTCS AaHHOE KIMHUYecKoe
uccnenoBaHve, npeanucaHne o6 yCTpaHeHWU BbISIBMEHHbIX HapylieHwi. [Mpu HeycTpaHeHun MefMUUHCKOW opraHv3aumen
BbISIBIIEHHbIX HapyLUEHUN B YCTAHOBMEHHbIN B NpeanucaHumM Cpok ykasaHHbli heaepanbHbli opraH UCMONMHUTENBHON BRacTu
NPVYHUMAET peLleHne O NpeKpaLleHun NPoBeaeHNs KITMHUYECKOTO UCCreoBaHns NekapCTBEHHOrO npenapara U HanpaensieT B
defepanbHbIi OpraH UCNOMHUTENBHOW BMACTU, OCYLLECTBASIOWMA (PYHKLMU NO BbIpaboTke U peanu3auuny rocygapCTBEHHOWN
NOMNUTUKN U HOPMAaTUBHO-NPABOBOMY PerynMpoBaHuio B cdrepe 30paBoOXpaHEeHs], 3aKknioYeHne O BbIBEHUU NPy NpoBeAeHUN
OaHHOTO KNMHUYECKOTO UCCNeaoBaHNs HapyLUEHUI NpaBun Hagnexallen KINMHUYECKON NPaKTUKU ANsl NPUHATUSA pelleHus ob
OTMEHe paspelleHus Ha opraHu3auuio MpoBedeHUs OaHHOro KAMHMYECKOro UCCrnedoBaHWs C AaTbl NMPUHATUSA peLleHust o
NPUOCTaHOBNEHNM NPOBEAEHUSA KIMMHUYECKOrO UCCNEeAOBaHNA NekapCcTBEHHOIO npenapara.

(Yactb gononHutensHo BkntoveHa ¢ 1 uona 2015 roga PenepanbHbiM 3akoHOM OT 22 Aekabpda 2014 roaa N 429-93; B
pefakumu, BBegeHHon B gencteue PeaepanbHbiv 3akoHoM oT 13 miona 2015 rona N 241-93. - CM. npeablayLLyio peaakLmio)

9. YnonHoMmo4eHHbI denepanbHbli OpraH MCMOMHUTENBbHOW BriacTM OMNyGNMKOBLIBAET M pasMellaeT Ha CBOEM
oduymnansHoMm cante B cetn "MHTepHeT" coobLlieHne O 3aBeplueHMU, NPUOCTAHOBEHUN UMW NpPeKpaLlleHUn KIMHUYECKOro
nccnenoBaHus NekapcTBEHHOIo Npenaparta Anst MEAMLMHCKOTO NPUMEHEHNS B CPOK, HE NPEBbLILIALWLMNIA NATU pabodmx OHEN Co
[HS ero nony4eHusl, B yCTaHOBMEHHOM MM MOPSiAKeE.

10. YNonHOMOYEHHbIV dheaeparnbHbIi OpraH UCMONHUTENbLHOW BNacTU OCYLLECTBNSET BEAEHWE peecTpa uccriegoBaTenen,
NPOBOASALLMX UMW NPOBOAUBLLMX KINMHUYECKNE NCCNEeaoBaHUs NeKapCTBEHHbIX NpenapaTtoB AN MeauUMHCKOro NpUMeEHeHus, B
COOTBETCTBUM C YTBEPXKAEHHbIMM MM MpaBuramMn 1M pasmellaer ero Ha cBoem oduumanbHom camte B cetu "HTepHeT" B
YCTaHOBMNEHHOM UM nopsake. YKasaHHbI peecTp CO4EePXUT MHAOPMaLMIo, NPeayCMOTPEHHYIO NYHKTOM 3 Yyactu 8 HacTosulen
CcTaTbu.

11. Otyer o0 pesynbratax KIMHU4YeCKoro mccnenoBaHua nekapCTBeHHOro npenapara and MeauunHCKOro rnpumMmeHeHusa
cocTaBnderca opraHmaaLu/lePl, yKa3aHHOIZ B Yyactu 3 ctatbu 38 HacTosulero PeaepanbHOro 3akoHa, Ha OCHOBaHUW 3aKMOYeHU
MeaNUNHCKUNX OpFaHI/I3aLI,VII7I, npoBOAMBLLUX 3TO UcCcnegoBaHue, N nNpencrtaBlideTCcAa B yl'lOJ'IHOMO‘-IeHHbIVI (beﬂepaﬂbellZ opraH
MCMNOMHNTENBbHOW BRacTu, BblgaBLUUN paspelieHne Ha npoBegeHue 3Toro uccregoBaHud, B CpPOK, He I'IpeBbILIJaPOLLI,I/IIZ Tpex
MecdueB CO OHA ero 3aBeplleHndA, NMpUoOCTaHOBIIEHUA U nNpekpaweHua, B nopagke, yCtaHOBJIEHHOM YMNOJIHOMOYEHHbIM
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d)enepaanuM opraHom NCMOMHNTENbHOWN BNAcTu.

12. HapyweHue npaBun Hagnexalwlenm KIUHUYECKOM MpakTuKkK, danscudurkaunsa pesynstaToB  KINMHUYECKOro
nccneaoBaHUA NekapCcTBEHHOrO npenapata  And MeguUMHCKOrO MNPUMEHEHMST BRNeKyT 3a cobol OTBETCTBEHHOCTb B
COOTBETCTBUM C 3aKoHoAaTeNbLCTBOM Poccuiickon egepaunn.

(YacTtb B pegakuun, BBegeHHou B aencteme ¢ 1 niona 2015 roga ®epepanbHbiM 3akoHOM OT 22 nekabps 2014 roga N 429-
®3. - Cm. npeabiayLLyo peaakLuo)

13. lpu npoBegeHWM KNUHWYECKOro WCCNefoBaHWs FeKapCTBEHHOro npenapata Ans MeAUMLMHCKOro MpUMeHeHus
ponyckaeTtca 3abop y naumeHToB Buonorvyeckmx martepuanos (obpasubl BMONorMyeckux XUAKOCTEW, TKaHeW, CeKpeToB U
NPOOYKTOB XWU3He4eATeNbHOCTU YenoBeka, (huM3nMonormyecknx M naTtonornyeckmx BblOENeHUn, MaskoB, COCKOOOB, CMbIBOB,
MUKPOOPraHn3amoB, OMONCUNHBIA MaTepuan) ans ux naydenns B Poccunckon degepaumm n (unn) 3a npegenamm Poccuinckon
depepauyuu.

(YacTtb B pegakuun, BBegeHHom B gencteme ¢ 1 mnonsa 2015 roga PenepanbHbiM 3akoHOM OT 22 nekabps 2014 roga N 429-
®3. - Cm. mpeabIayLLY0 PEAAKLIMIO)

14. Topsapgok BBo3a B Poccuiickyito ®depepaumio M BbiBo3a 3a npegensl Poccuiickon ®denepaumm Gruonornyeckmx
MaTepuarnos, MOMyYeHHbIX NPU NPOBEOEeHUN KITMHUYECKOro MUCCneaoBaHUs nekapcTBEeHHOro npenapaTta Ans MeguuuHCKOro
npumeHeHusi, yctaHaenmeaeTcs [paBuTtenscTBom Poccunckon ®epepaumm.

(YacTb B pegakumu, BBegeHHoM B genctame ¢ 1 nonga 2015 rona PenepansbHbiv 3akoHoM 0T 22 fekabpa 2014 rona N 429-
®3. - CM. mpeabIAyLLY0 PEAAKLIMIO)

KommeHTapun Kk ctatbe 40

CTATbA 41. AOITOBOP O NPOBEAEHUU KITMHUYECKOIO UCCITIEAOBAHUA JIEKAPCTBEHHOIO
MNPENAPATA And MEAULMHCKOIO NPUMEHEHUA

1. KnuHnyeckoe nccnegoBaHue nekapcTBEHHOMo npenapaTa Ans MeguUMHCKOro NpMMEHEeHMs MPOBOAMTCS B COOTBETCTBUM
C [OroBOPOM O MpPOBEAEHWUM KIMHUYECKOrO WCCreAOoBaHUsi NEeKapCTBEHHOro npenaparta Ans MEeAULMHCKOTO NpPUMEHEHUs,
3aKnoYaeMbIM Mexay opraHusaumnen, nonyymBlIen paspelleHne YrorHOMOYEHHOro deaepanbHOro opraHa UCNONHUTENbHOM
BMacTV Ha opraHM3aLuio NPOBeAEHUsI Takoro UCCreaoBaHns, U MEeAMLUMHCKOW opraHu3aumnen, ocyLLeCcTBIsoLEeN NpoBeaeHme
TaKoro UccrnegoBaHus.

2. [oroBop O MpoBeAeHWM KIMHUYECKOro UCCrieqoBaHUsl NeKapcTBEHHOro npenaparta Ans MeauMUUHCKOro MpUMeHeHUs
[OIKEH coflepXKaThb:

1) yCcnoBus 1 CPOKM NpoBefeHWs1 AaHHOTO UCCrefoBaHus;

2) onpegenexve obLei CTOMMOCTM NPOrpaMMbl JAHHOTO UCCIeoBaHUsl C yKasaHMeM CyMMbl, NpeAHasHavatolencs ans
BbINSaT UccrenoBaTensiM, CoMccrenoBaTensm;

3) onpeneneHue hopMbl NpeacTaBneHus pesynbTaToB AaHHOMO UCCNeaoBaHMs B YNONMHOMOYEHHbIA dhefepanbHbil opraH
MCMNOMHUTENBHOMN BNAcTu.

KommeHTapun k ctatbe 41

CTATbA 42. PUHAHCOBOE OBECINEYEHUE KMTMHWYECKOIO UCCINNEQOBAHUA NEKAPCTBEHHOIO
NMPENAPATA And MEOQULMHCKOIO NPUMEHEHUA

durHaHcoBoe obecneyeHne KMMHMUYECKOro MccneaoBaHus JIeKapCTBEHHOro npenapara and MeauunHCKOro npMMeHeHusa
OCYLUECTBIIAETCA 3a CHET:

1) cpencTB heagepanbHOro GroaoxeTa;

2) cpencTs opraHM3au,V|17|, nonyynBwnX paspelleHne Ha opraHm3auunio npoeeaeHnsa OaHHOro wuccriegosaHusA, B
COOTBETCTBUU C YCINOBUAMK OroBopa O ero nposeneHnu;
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3) VHbIX He 3anpeLleHHbIX 3akoHoaaTenbcTBOM Poccuickon ®egepaLmm UCTOYHUKOB.

KommeHTapun K ctatbe 42

CTATbA 43. NMPABA NAUMUEHTOB, YHYACTBYHOLWWMX B KIMHWUYECKOM UCCINEAOOBAHUN NEKAPCTBEHHOIO
MNPENAPATA And MEAULIMHCKOIO NPUMEHEHUA

1. Yyactme naumMeHToB B KIIMHWUYECKOM WCCegoBaHUM JNIeKapCTBEeHHOro npenapara Ana MeguuuHCKOro npmMeHeHusA
ABNAETCA ,D,O6pOBOJ'IbeIM.

2. lNauneHT unu ero 3aKoHHbIV NpeacTaBuUTENb AOMKEH ObITb MHOPMUPOBAH B NUCbMEHHOW hopMe:

1) O JNekKapCTBeHHOM npenaparte And MeaAUUUMHCKOro npuMmeHeHuna U CYWHOCTU KIMMHUYEeCKOro uccrnegoBaHua 3TOoro
NeKapCTBEHHOro npenapara;

2) o 6e3onacHOCTM NeKkapCTBEHHOrO Mnpenaparta Ans MeauLMHCKOTO MPUMEHEHWsl, ero oxuaaemoin adpdeKkTUBHOCTU U
CTeneHu pucka ans naumeHTa;

3) 06 ycnoBuax y4yacTusi naumMeHTa B KIMHUYECKOM WCCredoBaHUM NeKapCTBEHHOro npenaparta Ans MeavuUMHCKOro
NpUMEHEeHWS;

4) O uenu nnn uendax n npoaoJjukKUTenbHOCTU KIMMHNYECKOro nccrnegoBaHua nekapCTtBeHHOoro npenapara anda meguumnHCcKoro
NPUMEHeHNA;

5) O AENCTBUAX NaumeHTa B cny4yae HenpeaBnaeHHbIX Sd.)CbeKTOB BIMNUAHNA NeKapCTBEHHOro npenaparta gnd meanumnHCKoro
npuMeHeHNA Ha COCTOAHME ero 340pOBbA;

6) 06 ycnoBusax o6s3aTenbHOro CTpaxoBaHUs XU3HW, 300POBbS NaUMEHTa;

7) O rapaHTunax KOHdI)I/l,CleHLI,I/IaJ'IbHOCTI/I y4yactua nauuneHTa B KINMHNMYECKOM nccregosaHnm nekapCTtBeHHOro npenapara gns
MEONLIMHCKOIo NpUMeHeHuA.

3. JobpoBonbHoe corfacue nauuMeHTa Ha ydacTue B KIMHUMYECKOM WCCreloBaHUM NeKapCTBEHHOro npenapara Ans
MeOMLUMHCKOTO MNPUMEHEHWS TMOATBEPXOAETCs €ero MOAMWCbID WM MOAMUCHI0  €ro  3aKOHHOTO NpefcTaBUTENs  Ha
WH(OPMALIMOHHOM FIMCTKE NaumeHTa.

4. TlauneHT unyM ero 3aKoHHbIN MNpeacTaBUTeNlb MMEET MpaBO OTKasaTbCs OT y4acTus B KIMHUYECKOM MCCReaoBaHuu
nekapcTBEHHOro npenaparta Ans MeauLUUHCKOro NpUMeHeHns Ha nioGoit cTaamMn NpoBeaeHMsl Takoro UccrnenoBaHus.

5. lNpoBeaeHne KNMHUYECKOrO NCCefoBaHNs NeKkapCTBEHHOro npenapara ans MeauumHCKOro NpuMeHeHus ¢ yjyactuem B
KayecTBe NauMeHTOB AeTeln JonyCcKaeTCs TOMbKO C cornacus B MMCbMEHHON hopMe ux poautenen, ycolHoButenen. etn moryt
paccMaTpuBaTbCs B Ka4eCTBEe MOTEHUManbHbIX NaLMeHTOB TAKOro MCCrefoBaHuMst, TONMbKO €CNN ero nposeaeHue Heobxogumo
ONS YKpenneHus 300poBbs AeTeN Unn npounakTMkn MHPEKLMOHHBIX 3aboneBaHnii B 4ETCKOM BO3pacTe nMbo ecnu uernbio
TaKoro uUccrnefoBaHWA SBNAETCA MOMyYeHWe AaHHbIX O Haunydllen O03MpOBKEe NEeKapCTBEHHOro npenapata Ang neveHus
aeten. B aTux cnydasx TakOMy WCCreoBaHMIO OOMKHO NpealecTBoBaTb KNMHWYECKoe uccriegoBaHue nekapCTBEeHHOro
npenapata Ans MeOUUMHCKOrO MPUMMEHEHUS Ha COBEPLUEHHONMETHUX TrpaxgaHax, 3a WCKIIYeHMeM CcriyyYyaeB, ecnuv
nccnegyemblin NeKapCTBEHHbIM NpenapaTt 49 MegULMHCKOro NPpUMEHEeHUs npegHasHadeH UCKMIYNTENbHO AN UCNOoMNb30BaHUA
HECOBEpPLUEHHONETHUMU rpaXkaaHamu.

(Yactb B pegakuuun, BBeaeHHon B aencteme ¢ 22 Hos6psa 2014 roga PeaepanbHbiM 3aKOHOM OT 22 okTsa6pa 2014 rona N
313-93. - CM. NpeablAyLLYI0 PDEAAKLIMIO)

6. 3anpeUJ,aeT0ﬂ nposegeHne KInMHN4eCcKoro nccrieqoBaHna nekapcTtBeHHoro npenaparta anda MmeanumMHCKoro npumMmeHeHns
C y4yactmem B Ka4yecCcTBe NaunNeHTOB:

1) peren-cMpoT n geTen, octaBluMxca 6e3 nonevyeHns poamTenen;

2) XeHWWH B nepuos 6epemMeHHOCTU, XEHLUMH B Mepuop rpyaHOro BCKapMIMBaHWS, 3a WCKIHOYEHWEM CrydYaeB, ecrnu
NMpPOBOANTCS KIIMHWYECKOE MWCCriefoBaHWe JeKapCTBEHHOro npenaparta, NpedHasHa4YeHHOro ANS YKasaHHbIX JKEHLUMH, Npu
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ycnosumn HeO6XO,EI,VIMOCTVI nony4yeHuna I/IHdJOpMaLLI/IVI TONMbKO BO BpemA npoBedeHUA COOTBETCTBYHOLLUX KITMHUYECKNX
nccnegoBaHun um NMPUHATUA BCeX HeO6XO,EI,I/IMbIX Mep Mno WCKIKYeHNUK0 pUCKa HaHeCeHua Bpeda XeHWwuHe B nepuon
6€peMeHHOCTVI, XeHLnHe B nepunon rpyaqHoro BCKapmMnmeaHua, nnoay mnnum pe6eHKy;

3) BOEHHOCYyXallnXx, 3a UCKIo4HeHneM cny4vyaeB npoBefeHuna KIMHUYeCKOro nccnegoBaHuna nekapCcTtBeHHOro npenapara,
cneynanbHO paapa60TaHHoro Ona npuMeHeHna B YCNOBUAX BOEHHbIX DEencTBun, l~Ipe3Bl:>Il~IaI7IHl:>IX cmyaumﬁ, I'IpO(*)I/IJ'IaKTI/IKI/I n
neyeHnst 3abonesaHnmn n nopa>|<eHV|171, NOoNny4YeHHbIX B pe3dynbrate BO30enCTBus HeﬁﬂaFOﬂpMﬂTHbIX XUMUYECKNX, OMONOrM4ecKmx,
paanaunoHHbIX q‘.)aKTOpOB. KnuHuyeckoe nccnenoBaHne Takoro J1IeKapCTBEHHOrIo npenapara MOXeT NpoBoAUTLCA C y4aCcTueEM B
KayvyecTBe nauMeHTOB BOEHHOCYyXalinx, 3a UCKMKYeHneM BOEHHOCNYyXallnX, npoxogdlmnx BOEHHYIO cny>K6y no npusbiBy, C
cobnogeHmem Tpe6OBaHMl7I, YCTaHOBJTE€HHbIX HACTOALLUM d)eﬂepal'leblM 3aKOHOM B OTHOLUEHUU rpaXXaaHCKUX NnnL;

4) coTpyQHMKOB NPaBOOXPAHUTENbHbLIX OPraHoB;

5) nuu, oTBbIBaOLLIMX HaKa3aHWe B MecTax NuLlieHns cBo6oabl, a Takke NLL, HaxoAALWMUXCA nofd CTpaXel B cneacTBeHHbIX
nsonaTopax.

7. ﬂ,OI’IyCKaeTCﬂ npoBegeHne KnnHM4eckoro nccrnegoBaHnd nekapCTtBeHHOro npenapara gna MmeauumHCKOro npuMeHeHud,
npegHa3Ha4YeHHoOro Ana ne4vyeHuna nCuxXmn4eckunx 3aboneBaHun, ¢ y4yactnemMm B Ka4vecTtBe MauuMeHToB InLl C NCUXUYECKUMU
3aboneBaHMsMM, NPU3HAHHbIX HeaeecnocobHbIMU B nopsagke, yCtaHoOBMIEHHOM 3aKOHOAATEsNIbCTBOM Poccuiickon CDeﬂ,epaLLI/II/I.
KnnHnyeckoe mnccnegosaHune J1IeKapCTBEHHOro npenapara B 3TOM Cliy4ae npoBoguTCA Npu Halmydnm cornacud B NMUCbMEHHOM
cbopme 3aKOHHbIX I'Ipe,El,CTaBI/ITeJ'IeI?I YKa3aHHbIX JTNL.

KommeHTapun Kk ctatbe 43

CTATbA 44. OBA3ATEJIbHOE CTPAXOBAHUE XXU3HWU, 300POBbA NMALMEHTA, YHACTBYIOLLEIO B
KMMHWYECKOM UCCNEOOBAHUU NIEKAPCTBEHHOI'O NMPENAPATA AnA MEANUWHCKOIO NPUMEHEHUA

1. OpraHmsaLu/m, nonyymsellaa paspeleHne Ha opraHnsauuio npoBeaeHmna KrnHn4eckoro nccrnengoBaHnda nekapcrtBeHHOro
npenapara gna MmeguumnHCKoro npuMeHeHus, obsi3aHa B kayecTBe CTpaxoBaTena cTpaxoBaTb PUCK NMPpUYNHEHUA Bpeaa XU3HN,
300pPOBbI0 NMauneHTa B pesylibrate nposeaeHmnsa KnnHnM4eCckoro nccregoBaHna nekapCrBeHHOoro npenapara anda MmeauumHCKoro
npuMeHeHna 3a CBOW cueT nyTem 3akn4veHna gorosopa obsizaTenbHoro CTpaxoBaHUA.

2. O6bekToM 06s3aTENBHOMO CTPaXOBaHWS SIBMSIETCS UMYLLECTBEHHbIA MHTEPEC NauueHTa, CBSA3aHHbIA C NPUYUMHEHUEM
Bpeaa ero >KW3HW WUN 340POBbI0 B pe3yrnbraTe NpoBeAeHMs KMMHUYECKOro UCCreoBaHUs JiekapCTBEHHOMo rnpenapara ass
MeOMLMHCKOTO NMPUMEHEHUSI.

3. CTpaxoBbiM crly4aem Mo AOroBopy 06si3aTenbHOro CTpaxoBaHWsl SIBMSIETCS CMEPTb MauMeHTa WNu yXyAlweHue ero
300pOBbsi, B TOM 4ucre Briekywee 3a coboil yCTaHOBMEHWE WHBaNWAHOCTW, MPU HanMuuuM NPUYUHHO-CIEACTBEHHOWN CBSI3U

Mexay HactynneHunem aToro cobbIThsA 1 y4qyacTtnem nauuneHTa B KIMHM4YeCKOM nccregoBaHum nekapCTtBeHHOro npenapara.

4. TpeﬁoBava O BO3MelleHnn Bpega, NPpUYNHEHHOro XXN3HM nnn 300poBbi NauneHTa, npeabAaBnAaTCcAa B Te4eHne CpOKOB
MCKOBOW AaBHOCTH, YCTaHOBINEHHbIX rpaXaaHCKMM 3aKOHO4aTeIbCTBOM.

5. Pa3mep CTanOBOI7I BblnyaTtbl N0 4OroBoOpy 006sa3aTenbHOro CTpaxoBaHNA COCTaBIIAET:

1) B Cny4dyae CMepTu nauueHta ABa MUIITIMOHa py6ne|7| Ha KaX[goro nauueHTa, y4dacTBOBaBLUEro B KIIMHUWYECKOM
ncenenoBaHM nekapCTBeHHOro npenaparta,

2) Npv yXyaLweHuy 300poBbs NaumeHTa:

a) noerekwem 3a cobon yCTaHOBNEeHne MHBanNnMgHoCTn I rpynnbl, oAnH MWUJITTMOH NATbCOT ThbICAY py6ne17| Ha Kaxaoro
nauuneHTa, ydactBoBaBLUEro B KIMHUM4YECKOM UccreaosaHMn niekapCTBEHHOIoO npenapara;

0) noenekwem 3a cobon ycTaHOBNEHWe uHBaNUAHOCTU Il rpynnbl, OOUH MWNNMOH pybMNen Ha Kaxgoro nauuveHTa,
y4aCTBOBABLUETO B KIIMHUYECKOM MCCIegoBaHUM NeKapCTBEHHOIO Npenapara;

B) noBnekwem 3a cobow ycrtaHoBneHue wuHBanugHocTu Il rpynnbl, NATLCOT ThiCAY pyOnem Ha Kaxgoro naumeHTa,
y4acTBOBABLLEIO B KIIMHUYECKOM UCCe0BaHMM NeKapCTBEHHOrO npenapara;
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r) He NOBMEKLWEM 3a COOON YCTAHOBMNEHUS MHBaNMOHOCTU, He Bonee yem TpuUcTa ThiCAY pybner Ha KaXZoro nauueHTa,
y4acTBOBaBLLErO B KIIMHUYECKOM UCCMEeAOBaHNM NieKapCTBEHHOrO npenapara, UCxoasa U3 HOpMaTUBOB, OTPaXKaloLUX Xxapakrep
N CTeneHb MNOBPeXAeHWs 340pOBbs, a Takke aKTUYECKM MOHECEHHbIX MaLMeHTOM pacxO4oB, BbI3BaHHbLIX MOBPEXAEHWEM
300pPOBbS, HA MEAMLIMHCKYIO MOMOLLb, MPUobpeTeHne nekapCTBEHHbIX NpenapaTos.

(MognyHKT B pegakuun, BBeaeHHon B aencrtane ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N
429-03. - CM. NpeablAyLLYI0 PDEAAKLIMIO)

6. YacTtb ytpatmna cuny ¢ 1 mona 2015 ropga - PenepanbHbl 3akoH oT 22 aekabpa 2014 ropga N 429-03. - Cwm.
OREAbIAYLLYI0 peAaKLnIo.

7. Cpok [foroBopa 006si3aTeNlbHOrO CTPaxoBaHWs HE MOXeT OblTb MeHee, 4eM CPOK MpPOBeAEHUs KIIMHUYECKOro
1ccrnefoBaHus NekapcTBEHHOTO Npenapara.

8. YcnoBusa goroeopa 00s13aTenbHOr0 CTpaxoBaHWsi, B TOM YMCME CTpaxoBble Tapudbl N0 06s3aTenbHOMY CTPaxOBaHMIO,
nepeyeHb HEOOXOAMMbBIX OOKYMEHTOB [MS1 OCYLUECTBMEHUS CTPaAxXOBOW BbIMMnaTthl, NMOPSAOK YCTAHOBMEHUS CTpaxoBaTenem
MHOVBMAOYANbHOrO WAEHTUMUKALMOHHOIO Koda nauMeHTa, nopsgok WHGOpMUMpOBaHMS CTpaxoBaTenem CTpaxoBliMKa O
NPUBIIEYEHHbIX K KIWHWYECKOMY WCCregoBaHMIO NeKapCTBEHHOro npenapata Ansg MeguLMHCKOrO NPUMEeHEHUs naumeHTax,
NopsiAOK ynnaTtbl CTPaxoBOW npemMuu, NOpPSAOoK peanusaumm onpeaerneHHbix HacToswmm degepanbHbiM 3aKOHOM U APYrMA
depepanbHbIMM 3aKOHaMKU MpaB M 00siI3aHHOCTEN CTOPOH MO [AOroBOpy 00S3aTENbHOIO CTPaxoBaHWS, a Takke HOpMaTuBbl,
OoTpaxalLlime xapaktep M CcTeneHb MOBPEXOEHWS 300POBbS, YCTaHABMUBAKTCS TUMOBbIMKU MNpaBunamy obsi3aTensHoro
CTpaxoBaHusl.

(YacTtb B pegakuun, BBegeHHou B gencteme ¢ 1 niona 2015 roga ®epepanbHbiM 3akoHOM OT 22 nekabps 2014 roga N 429-
@3. - CM. NpeabIayLLyo peaakLnio)

9. B cnyyae npuuvHeHVs1 Bpeaa KW3HW NauMeHTa, YYacTBOBABLUErO B KMWMHWMYECKOM WCCREAOBAHUM FEeKapCTBEHHOro
npenapara, BbirogornpuobperatensMu no AoOroBopy 00s13aTenbHOro CTpaxoBaHUS SIBMSOTCS rpaxaaHe, UMetolme npaso Ha
BO3MELLEHME Bpeaa B Clly4ae CMepTU KOpMUsbLia B COOTBETCTBUU C FPaXaaHCKUM 3aKOHOAATENbCTBOM, NMPU OTCYTCTBUM TaKUX
rpaxkgaH - poguTenu, Cynpyr, AeTM yMepLlero nauueHTa, y4acTBOBaBLUErO B KIMHUYECKOM WCCMedoBaHUM NEKApCTBEHHOTO
npenapara, B criy4yae CMepTV NauueHTa, y4aCcTBOBAaBLUErO B KMMHUYECKOM WUCCRELOBaHUM NEKapCTBEHHOrO npenaparta U He
MMEBLLEr0 CaMOCTOATENbHOMO A0X0Aa, - rpaxaaHe, Ha WKAOMBEHWM KOTOPbIX OH HaXOAWncsl, B OTHOLUEHUW BO3MELLEHUS
pacxofoB Ha norpebeHve MauueHTa, y4acTBOBAaBLUErO B KIMMHUYECKOM WCCREAoBaHUM NIeKapCTBEHHOro npenapara, - nvuo,
MOHecCLLEee TaKue Pacxofbl.

10. CTanOBaﬂ Bbinfiata B CHET BO3MeELleHUa Bpena, NpuUYNHEeHHOro Xun3Hu nauueHTa, y4actBoBaBLUEero B KIMHUYECKOM
nccnenoBaHMM  NekapCcTBeHHOro npenaparta, pacnpenenderca  Mexay Bber,lJ,OI'IpVIOﬁpeTaTeJ'IHMI/I nponopunoHaribHO Ux
KONn4ecTBY B paBHbIX OO0NAX.

1. I'Ip|/| HaCTynjieHMn CTpaxoBOro criyyvyasd nauneHT, yHaCTBOBaBLIJI/IIZ B KIMMHM4YeCKOM WuccrnegoBaHnn nekapctBeHHOro
npenaparta, Bber,D,OI'IpI/IOGpeTaTeJ'Ib Bnpaese npeabAaBUTb HENOCPEeACTBEHHO CTPaxXxOBLUUKY Tpe6OBaHI/Ie O BO3MeLlleHunn
NMPUYNHEHHOIo Bpeaa. CTanOBaﬂ Bbifnjiata OCYyLWEeCTBIAETCA CTpaxoBLMKOM B Te4dYeHune TpuauaTtn OHEeN Cco fgHs
npencraBnieHnda HeobXxoaMMbIX OOKYMEHTOB. MaunenT, y‘-laCTBOBaBLIJMVI B KIMHUW4YEeCKOM WuccrnegoBaHnn nekapCcTtBeHHOro
npenapara, wunm BberﬂOﬂpMO6peTaTeﬂb obsa3aH coobWwnTb CTpaxoBLKMKY AO5nA OCyLleCTBleHNA CTanOBOVI Bblnnartbl
VIHﬂMBVI,D,yaJ'IbeIVI MﬂeHTVI(*)VIKaLIMOHHbIVI KOO nauueHTa, yCTaHOBJ'IeHHbIVI CTpaxoBaTtenemMm B COOTBETCTBMM C TUNOBbIMU
npasunamm obsa3arenbHoro CTpaxoBaHu4.

12. [lo nonHoro onpefeneHus pasmepa Moasiexallero BO3MELLEHWIO Bpeaa CTPaxOBLWMK MO 3asiBNEHMI0 NauueHTa,
y4YaCTBOBaBLUETO B KMMHUYECKOM WCCREAOBAHUM NEeKapCTBEHHOIO Npenaparta, Unv 3asBreHnto BeirogonpuobpeTaTens Bnpase
OCYLLECTBUTb YacTb CTPAxXOBOM BbIMNfaThbl, COOTBETCTBYIOLLYIO (DaKTUYECKN ONPeaEneHHON YacTh NPUYMHEHHOIO Bpeda.

13. CtpaxoBas Bbinnata B COOTBETCTBUM C [JOrOBOPOM 0O0SI3aTENIbHOrO CTPaxOBaHWs OCYLLECTBMSIETCS HE3aBUCUMMO OT
BbINMAT, NPUYUTAIOLLMNXCS MO APYTUM BMOAM CTPaxoBaHUs.

14. He ponyckaetca y4acTue nauveHTa B NPOBEAEHUM KIMHWMYECKOrOo MCCIefoBaHWs NeKkapCTBEHHOro mnpenapara npu
OTCYTCTBUM [OroBOpa 06513aTeNIbHOr0 CTPaxoBaHus.

15. KOHTpOJ'Ib 3a UcnosriHeHnem opraHmaau,VlePl, I'IOJ'IyHI/IBLIJeI;I paspewieHne Ha opraHun3auunto nposeneHunda KImHU4YecKoro
ncenenoBaHnAa nexKkapCTtBeHHOro npenapara ana  MeamumnmHCKOro npuMeHeHuA, yCTaHOBﬂeHHOVI HacTosAWen craTben
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00653aHHOCTM NO 06s3aTENBHOMY CTPAXOBAHMIO XXU3HUW, 300POBbS NaLUMEHTa, Y4acTBYyHOLLEro (y4acTBOBABLUEIO) B KITMHUYECKOM
nccneaoBaHUM NekapCcTBEHHOrO npenapaTa, OCYLIEeCTBNSAETCS YNOMHOMOYEHHbIM dedeparnbHbiM OpraHoM MCMOSTHUTENbHOM
BNacT, BblAaBWIMM paspelleHne Ha MpoBeAeHUe KIMHUYECKUX WCCReqoBaHWUMA NeKapCTBEHHbIX MpenapatoB  Ansd
MEeOULNHCKOrO NPUMEHEHNS.

(Ctatbs B pepakumum, BBegeHHon B gencteme ¢ 1 aHBapa 2011 roga PenepanbHbiM 3akoHOM OT 29 Hoa6pa 2010 roaa N
313-03. - Cm. npeablayLLYI0 peaakLmio)

KommeHTapuu k ctatbe 44

MMABA 8. NPON3BOACTBO N MAPKUPOBKA JIEKAPCTBEHHbIX CPEACTB
CTATbA 45. NPON3BOACTBO JIEKAPCTBEHHbIX CPEACTB

1. TlMpon3BoACTBO NEKapCTBEHHbLIX CPeACTB [AOMMKHO COOTBETCTBOBATb TpeboBaHMAM NpaBuil  Hagnexallemn
NPOW3BOACTBEHHON MNPAKTUKX, YTBEPXKOEHHbIM YMNOMHOMOYEHHbIM defeparnbHbiM  OpraHoOM  UCMOSHUTENbHOW  BNacTy.
OcobeHHOCTM nepexoga MpPOU3BOACTBA OTAENbHbIX EKapCTBEHHbIX CPeacTB K WX MNPOU3BOACTBY B COOTBETCTBUM C
TpeboBaHMAMM NpaBui  Hagnexalwlen npou3BOACTBEHHOMW NPaKTUKM ycTaHaenumBatTcs [lpaButensctBom Poccuickon
depepaunn. Bblgada 3akniOYEHU O COOTBETCTBUWM MPOM3BOAUTENS JEKAPCTBEHHbLIX CPEACTB TpeboBaHuAM npaswun
Hagnexawlen npou3BOACTBEHHOW MPaKTUKM  OCYLLUECTBMSETCA MO pe3ynbraTtam  WMHCMNEKTUPOBaHUSA  Mpou3BoguTenen
neKapCTBEHHbIX CpeacTB B nopsigke, yctaHoBneHHoMm [paButensctBoM Poccuiickon depepaumun. Paamep nnatbl 3a Bblgady
3aKIHO4YEHUS O COOTBETCTBUN NPOM3BOAMNTENS NIEKAPCTBEHHbLIX CPEACTB TPebOoBaHNAM NpaBun Hagnexallen Nnpon3BoaCTBEHHON
npakTukn ycTaHaBnuBaeTcs [lpaButensctBom  Poccuiickon depepauun. [llopsgok  opraHuM3auuMm U NpoBeneHus
WMHCNEKTUPOBAHWUS MNPOU3BOAUTENEN FEKAPCTBEHHbIX CPEACTB Ha COOTBETCTBME TpeboBaHMAM NpaBuIl  Hagnexallen
NPoOu3BOACTBEHHOWN NPaKTUKN ycTaHaBnuBaetca NpasutenbctBoM Poccuiickon egepaumn.

(YacTb B pepakuun, BBegeHHow B Aenctaue ¢ 25 noHa 2012 roga ®enepaneHbiM 3akoHoM 0T 25 mtoHa 2012 roga N 93-
®3; B pegakumm, BBeaeHHoN B genctene ¢ 22 Hosbpsa 2014 roga PenepanbHbiM 3akoHOM OT 22 okTa6pa 2014 rona N 313-93;
B pegakumn, BBegeHHon B genctene ¢ 1 nona 2015 roga PenepanbHbiM 3akoHOM 0T 22 aekabps 2014 roga N 429-93. - Cwm.
npeaplayLLYIo peaakLmio)

2. Tlpou3BoACTBO IeKapCTBEHHbIX cpeactB B Poccuiickon Pepepauum  OCyLLECTBRASIETCS  NPOU3BOAUTENSIMM
NEeKapCTBEHHbIX CPeacTB, UMEKLLMMWN NMLEH3NIO HAa NMPOM3BOACTBO fleKapCTBEHHbIX CpeacTB. [loaTBepKaeHne COOTBETCTBUS
nvleH3naTa npaBunaMm Hagnexaien npov3BOACTBEHHOM MPaKTUKU OCYLLECTBIISIETCA B paMKax MUEH3MOHHOIO KOHTPOMNs B
COOTBETCTBMM C 3aKkoHopaTenscTBoM Poccunckon degepauum ¢ y4eToMm ocoBeHHOCTeW, ykasaHHbIX B Yactu 1 HacTtodulen
cTaTbMu.

(Yactb B pegakuuun, BBeaeHHon B aencteme ¢ 22 Hos6psa 2014 roga PeaepanbHbiM 3aKOHOM OT 22 okTsa6pa 2014 rona N
313-93; B pegakummn, BeegeHHon B gericteue ¢ 1 nona 2015 roga PenepanbHbiM 3akoHOM OT 22 fekabpa 2014 rona N 429-
®3. - Cm. npeaplayLLyo peaakLmio)

2 1. Ona uenen nuUEH3MPOBaHWUA MPOU3BOACTBA NEKApPCTBEHHbIX CPeacTB ANS MeOWUMHCKOro MNpUMEHEeHMs W
WHCMNEKTUPOBaHNS CyObekToB ObpalleHnss NekapcTBEHHbIX CPEACTB Ha COOTBETCTBME TpeboBaHMAM npaBun Hagnexaiien
NPOU3BOACTBEHHON MpakTUKKU dedepanbHbldi  OpraH  WUCMOMAHUTENbHOW  BRacTh, OCYLECTBSKOWMIA  rocyqapCTBEHHYO
perucTpaumio neKapCTBEHHbIX NpenapaToB Ans MEOMLUUHCKOro MNpuMEHEHWsi, npefocTaBnsieT deaepansHOMy opraHy
MCMNOMHNTENBHOW BNacTu, ocyllecTBnsawowemMy deaepanbHbli roCyaapCTBEHHbIN NIMLEH3NOHHbIN KOHTPOMb OEeATEeNbHOCTU Mo
Npon3BOACTBY NEKAPCTBEHHbIX CPEeACTB ANS MeOUUMHCKOrO MPUMEHEHUs, MO ero 3anpocy B pamMkax MeXBeOOMCTBEHHOro
WH(OPMALIMOHHOTO B3aMMOAENCTBUA B MNOpsAKe, YCTaHOBNEHHOM dedeparnbHbIM  OpraHoOM WCMOMHUTENbLHOM BrnacTu,
OCYLLECTBMSAOWMM  NMLUEH3NPOBaHNE MNPOU3BOACTBA NEKApPCTBEHHbIX CpeacTB AN  MEeOUUUHCKOrO  MPUMEHEHUd, W
denepanbHbIM - OpraHOM  UCMOMHUTENbLHOW BRacTW, OCYLUECTBISIOWNM roCygapCTBEHHYO perucTpauuio  rnekapcTBeHHbIX
npenapaTtoB Ans MeOULMHCKOTO NPUMEHEHWs, CBedeHWs O NeKapCTBEHHbIX CPeAcTBax, YKasaHHble B Yactu 5 crtatbu 18
HacTosuero PenepanbHOro 3akoHa, B TOM YUCHIE B CriyYae, eCrniv Takme CBeAeHUsi COCTaBNSAT KOMMEPYECKYIO TalHy.

(Yactb gononHuTensHO BKNtoYeHa ¢ 25 nions 2022 roga $enepansHbiM 3akoHoM OT 14 mnionsg 2022 rona N 311-93)

3. |_|pOI/I3BOﬂCTBO NNeKapCTBEHHbIX CpeacCTB OCYLUEeCTBIIAETCA C cobnogeHnem TpeGOBaHI/IIZ MPOMBILLIITIEHHOIO pernamMmeHTa,
KOTOprVI yTBEPXOAAEeTCA pykKoBoauTenemMm npou3BoanTena neKapCTBEeHHbIX CpeacTB W BKIKOYaeT B cebsa nepeyeHb
NCNoJ1b3yeMbIX qDapMaLl,eBTVI‘-IeCKVIX Cy6CTaHLI,Ml7I N BCNoMoraTtesibHbIX BelweCTB C yKadaHWeM KOnn4yecTtBa KaXXOoro U3 Hux,
AaHHble 06 ncnonb3yemMmom O60py,D,OBaHMVI, onncaHne TexHOJ10rmM4eckoro npouecca M MeTtoaoB KOHTPOJIA Ha BCeX 3Tanax
npon3BoACTBaA JIeKapCTBEHHbLIX CPpeaCTB.
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4. Tpy NpPoOM3BOACTBE MNEKAPCTBEHHbIX CPEACTB MCNOMb3ykTCcsA hapmMaueBTUYEcKMe CyOCTaHUMM, CBEOEHUS O KOTOPbIX
cofepxarca B [OCYOapCTBEHHOM PEECcTpe NEeKapCTBEHHbIX CREACTB, 3a MCKIHYeHMeM dapMaueBTUYECKMX CybCcTaHuui,
NpoM3BOANMBIX ANsi NPOBEAEHUST KITMHUYECKMX MCCreqoBaHui U Ans akcnopTa. K npoueccy nponssoacTea hapmaLleBTUIECKON
cybcTaHuum oTHocATCst Ntobble  CTaguM  TEXHONMOTMYECKOro npouecca, MOo3BOMSOWME  MOMYyYUTb  TOTOBbIA  MPOAYKT,
COOTBETCTBYOLWUIA TpeboBaHMAM dhapMaKonemHon ctaTbu, B TOM uYucie depMeHTauusi, SKCTpPaKuusl, OuYMCTKa, BblaenexHue,
nepekpucTannnsauusi, BbiCylUMBaHWe, uaMenbieHne. B cnyvyae HeoGXOAMMOCTM MCMOMbL30BaHMS 3TUMOBOrO CMMpPTa, B TOM
yncne papmaueBTUHECKON cybCTaHUMM cnMpTa 3TUOBOIO (3TaHoMa), Npu NPOM3BOACTBE NeKapCTBEHHbIX CPEACTB B Ka4eCcTBe
OENCTBYIOLLErO U (MNK) BCMOMOraTenbHOro BELLEeCTBa, a Takke B UHbIX TEXHOMOMMYECKMX LensxX AOSMKHA ObiTb UCMonb3oBaHa
ToNbKo chapmaleBTMYeckasi cybcTaHumMs cnvpTta 3TUOBOrO (3TaHon).

(YacTtb B pegakuun, BBegeHHom B aenctaeme ¢ 1 uiona 2015 roga ®enepanbHbiM 3akoHOM OT 22 nekabps 2014 roga N 429-
; B pedakuuun, BBeaeHHOM B aencteue_c 28 aekabps 2019 roga ®enepanbHbiv 3akoHOM 0T 27 aekabpa 2019 roga N 462-
; B pedakuuun, BBeaeHHOM B gencteue ¢ 29 gekabps 2020 roga PenepanbHbiv 3akoHOM oT 27 aekabpa 2019 roga N 481-
.- CM. npeablayLwyo peaakLmio)

21318
@ I 160

4 1. MNMepeyeHb NekapCcTBEHHbIX NpPenapaToB AN MeAULMHCKOrO NMPUMEHEHUS, B OTHOLLEHUWN KOTOPbIX YCTaHaBMUBaloTCS
TpeboBaHMs k 0ObeMy Tapbl, YNAKOBKE M KOMMIEKTHOCTWU, NEpPevYeHb IeKapCTBEHHbIX MNpenapaToB AN BETEPUMHApPHOro
NPYMEHEHMS!, B OTHOLLEHNM KOTOPbIX YCTaHaBNMBakTCcA TpeboBaHWsl kK 0ObeMy Tapbl, a Takke TpeboBaHusA Kk ob6bemy Taphl,
YMaKOBKE M KOMMIEKTHOCTM NEKapCTBEHHbIX MpenapaTtoB AN MEeOWULMHCKOro MNpUMEHeHUs, TpeboBaHunst kK obbemy Tapbl
NeKapCcTBEHHbIX NpenapaToB Ans BETEPUMHAPHOTO MNPUMEHEHWUs] OMNPenensitoTCs COOTBETCTBYOLLUMU  YNOMHOMOYEHHbLIMU
denepanbHbIMY OpraHamm UCMOMNHUTENBHOW BMAcTU B Nopsiake, yctaHoBNeHHOM NpaButenscteoM Poccuiickon ®enepaumm.

(Yactb gononHuTenbHO BkMoveHa ¢ 1 mnonsa 2015 roga PenepanbHbiM 3akoHOM OT 22 Aekabps 2014 roga N 429-93; B
pefdakumu, BBeaeHHoW B Aericteue ¢ 15 aekabps 2015 roga PenepanbHbiM 3akoHoM oT 14 aekabps 2015 roga N 374-93. - Cwm.

0RebIAYLLYI0 PeAaKLmo)

4 2. OpraHnzauumm, ocyLLeCcTBNsAOWME NPON3BOACTBO hapMaLeBTMYECKOM CyObCcTaHUuun cnupTta 3TUOBOro (dTaHona) aAns
Npon3BOACTBa CNMPTOCOAEPXaLMX NeKapCTBEHHbIX npenapaTtoB, 06A3aHbl OCYLLECTBNATL YY4eT B Nopsgke, YCTaHOBIEHHOM
cratbamu 8 n 14 depepanbHoro 3akoHa oT 22 Hoabpa 1995 roga N 171-d3 "O rocyaapCTBEHHOM peryavpoBaHun
npounsBoAcTBa 1 06opoTa 3TUAOBOIO CNMPTA, ankoronbHON W COMPTOCOAEPXAaLLEeN NPOAYKLUM 1 06 orpaHM4eHnn noTpebneHms
(pacnutug)__ankoronbHou npoaykuuun”. [ponsBoactso papmaueBTudeckon cybcTtaHummM cnvpTa 3TMROBOro (3TaHona)
OOMyCcKaeTcs TONMbKO OpraHum3auuven, OCyLLeCTBrSoWENn NPON3BOACTBO PEKTUHUKOBAHHOIO 3TUMOBOMO CNMpTa U3 MULLEBOro
CblpbSi HA OCHOBaHUWM NULIEH3WM Ha NPOM3BOACTBO 3TUMOBOrO CNMpTa ANs Npov3BOACTBa hapMaleBTUYecKon cybecTaHuum
cnmpTa 3TUOBOroO (3TaHomna) B COOTBETCTBMM C TpeboBaHnsaMn PenepanbHOro 3akoHa ot 22 Hoabpa 1995 roga N 171-93 "O
[OCYNapCTBEHHOM perynupoBaHuM  Npou3BoAcTBa M 06opoTa 3TMMOBOrO COMPTa,_ ankoronbHOW M CNMpTOocoAepXallent
NpoayKuMn 1 00 orpaHuveHun NoTpednenns (pacnuTmnsg) ankoronbHOW NPOAYKLUMK", METOAOM pasBeAeHUs1 BOAOW OYULLIEHHOWN
Takoro STUIMOBOrO CNMpTa, MNPOU3BEOEHHOrO [OaHHOW oOpraHu3aumerdr no  MeCTy OCYLLECTBMEHWs MPOWM3BOACTBA
papmaLieBTU4ECKor cybCcTaHuum cnmpTa 3TUOBOrO (3TaHoMa).

(Yactb gononHutensHO BkntodeHa ¢ 1 aHuBapsa 2017 roga PenepanbHbiM 3akoHoM OT 3 miona 2016 roga N 261-03; B
penakuuv, BBeAeHHou B gencteue ¢ 29 aekabpsa 2020 roga PenepanbHbiM 3akoHOM OT 27 Aekabpa 2019 roga N 481-93. - Cwm.
NREALIAYLLYI0 PEAaKLM0)

4 3. WNHgmBuayanbHble nNpeanpuHUMaTeny W LpuanyeckMe nuua, OCYLUECTBSIOWME 3aKynky M UCMONb3oBaHue
(hapmaLieBTUYECKOM CybCTaHLMU cnupTa STUMOBOrO (3TaHoma), a Takke MpPOU3BOACTBO, W3roToBrneHue un (unu) obopot (3a
WCKITIOMEHMEM PO3HMYHOWM MpoJaXxu) CNMPTOCOAEPXKALLUMX NEKAapCTBEHHbIX MpenapaToB, 00si3aHbl OCYLIECTBASATb UX YYeT U
AekrnapvpoBaHue B nopsigke, ycraHoBneHHoMm ctatbamu 8 n 14 denepansHoro 3akoHa ot 22 Hosa6pa 1995 roga N 171-93 "O
[OCYAapPCTBEHHOM perynvMpoBaHvv  MNpPOv3BOACTBA M 0BOpoTa  STUMOBOMO CNWMPTA,  anKOrofbHOW W cAvpTocoAepXallien
npoaykumun n 06 orpaHnMyeH1mn NoTpedneHns (PacnUTUA ) ankoronbHON NROAYKLMK".

(YacTb gononHutenbHo BkNtoveHa ¢ 1 aHBapsa 2018 roga PenepanbHbiM 3akoHoM oT 29 uiona 2017 rona N 278-93)

4 4. lpn NpousBoACTBE feKapCTBEHHbIX NpPenapaToB AN BETEPUHAPHOrO MPUMEHEHUS OOMycKaeTcsl UCMoNb3oBaHue
npou3BedeHHbIX ANs peanusauun dapmMaueBTUHECKMX CyOCTaHLMI, BKIOYEHHbIX B FOCYAARPCTBEHHbIN PEECTR JIeKapCTBEHHbIX
CPREACTB YNONHOMOYEHHbIM dhedeparbHbiM OpraHoM UCMONHUTENBHONM BNAacTW, OCYLLECTBMSIOWMM BedeHne rocyqapcTBEHHOIo
peecTpa NeKapCTBEHHbLIX CREACTB AN MEANLMHCKOrO NMPUMEHEHMSI.

(YacTtb pononHuTenbHO BrtoveHa ¢ 13 aBrycta 2019 rona PenepanbHbiv 3akoHoM oT 2 aBrycta 2019 rona N 297-03)

5. 3anpeLlaeTtcs Npon3BoaCTBO:

1) JNIeKapCTBeHHbIX CpencTB, He BKIMHOYEHHbIX B @y,ﬂaDCTBeHHbIVI REECTP JeKapCTBEHHbIX CPENCTB, 3a WCKIIHOYEeHUEM
NeKapCTBEeHHbIX CpencTB, NPOM3BOAMMBIX A4 nNpoBeAeHNA KIMMHNYEeCKUX nccnegoBaHum u gng QKCNOpPTa;
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2) hanbcmduunpoBaHHbIX NEKApCTBEHHbIX CPEACTB;
3) nekapCTBEHHbIX cpeacTB 6e3 NUUEH3MM Ha NPOM3BOACTBO fIEKapPCTBEHHbLIX CPeACTB;

4) NNeKapCTBEHHbIX CpeacTB C HapyuwleHnemM npasui opraHm3aunm npomn3BoacTBa U KOHTPOJIA KadecTBa JieKapCTBEHHbIX
CcpencTs;

5) nyHkT gononHuTensHo BKMoYeH ¢ 1 aHBapsa 2018 roga PenepanbHbiM 3akoHoM oT 29 uwonga 2017 ropa N 278-93,
yTpatun cuny ¢ 29 gekabps 2020 roga - PenepanbHbi 3akoH oT 27 aekabpa 2019 roga N 481-903 - cMm. npeablayLlyio

peaakLmio;

6) cnupTocogepXalux FEeKapCTBEHHbIX NpenapatoB MO MECTY OCYLUECTBMEHUSI Mpou3BOACTBa hapMaueBTUYECKON
cyGCcTaHuMM cnnpTa 3TUIOBOIO (3TaHona) 1 (MnNKn) No MecTy OCYLLECTBNEHNS NPOM3BOACTBA 3TUTOBOIO CNUPTa;
(MyHKT gononHuTenbHO BKIoYeH ¢ 29 aekabpsa 2020 rona PenepanbHbiv 3akoHOM oT 27 fnekabpsa 2019 rona N 481-93)

7) capmaueBTMYECKON CyOCTaHUMM CchnvpTa STUNOBOrO (dTaHona) v (Unn) CNUpTOCOAEPXKALUMX NEKAPCTBEHHbIX
npenapaToB Ha OCHOBHOM TEXHOMNOrMYeckoM OOOpyAOBaHMM ANs NMPOWM3BOACTBA STUMOBOIO CNMpTa, yKasaHHOM B OyHkTe 1_1
ctatbu 14 1 PenepansHoro 3akoHa ot 22 Hos6psa 1995 roaa N 171-93 "O rocynapCTBEHHOM perynvMpoBaHum NPOV3BOACTBA U
obopoTa 3TMNOBOrO CcnupTa, anKoronbHOW W CAUPTOCOAEXALlen mpoaykumum n o6 orpanuyvenun notpebnenuns (pacnutus)
arnkKoronbHoOwm NpoayKLmun".

(MyHKT gononHWTenbHO BKMoYeH ¢ 29 aekabpsa 2020 roga PenepanbHbiM 3akoHOM OT 27 aekabpsa 2019 roga N 481-93)

6. Mpn BBOAE NEKAPCTBEHHbLIX CPEACTB B rpaaaHCKMM 06OpPOT YNOMHOMOYEHHOE NULIO MPOU3BOAMTENS NEKapPCTBEHHbIX
CpencTB OCYLLECTBMSIET MOATBEPXKAEHWE COOTBETCTBUSI JIEKAPCTBEHHbLIX CPEACTB TpeboBaHMSM, YCTAHOBMEHHbIM NPU KX
rocyapCTBEHHOW perncTpaunm, u rapaHTUpyeT, YTO NleKapCTBEHHbIE CpeacTBa NPOu3BeAeHbl B COOTBETCTBUM C TpeboBaHMAIMU
npaBun Hagnexawien Npou3BoACTBEHHOW NPaKTUKK.

(YacTtb B pegakuun, BBegeHHom B aencteme ¢ 1 uiona 2015 roga ®enepanbHbiM 3akoHOM OT 22 nekabps 2014 roga N 429-
®3. - CMm. npeapblayLLyo PeAAKLMI0)

7. YNOrfHOMOYEHHbLIM FMLOM NPOV3BOOAUTENS NEeKapCTBEHHbIX CPeACTB SBMNSETCS ero paboTHWK, aTTecToBaHHbIA B
YCTaHOBNEHHOM YMOSIHOMOYEHHbLIM dhefeparnbHbiM OpraHoOM MCMOSHUTENBHON BMacTU NMopsiake U MMEeRLLMI cTax paboTbl He
MeHee 4YeM MATb NneT B obracty NpousBoAcTBa U (MNK) KOHTPOMS KadecTBa NekapCTBEHHbIX CpeacTB, Bbicllee obpasoBaHue
COOTBETCTBEHHO MO OAHOW U3 crieumanbHocTen U (MNK) OQHOMY M3 HampaBneHW NoaroToBKW: Buonorusi, GUOTEXHONOrKs,
BETEPUHApPUS, BETEPUHAPHO-CaHUTapHas SKCNepTn3a, KNnHuyeckas MeguuuHa, paguaunoHHas, Xmmudeckast n buonornyeckas
3awmTa, papmaums, dpyHaaMmeHTaneHast MeauLmMHa, XMMnyeckasi TEXHOMOrusl, XMusl.

(YacTtb B pegakumm, BBe4eHHON B AencTere ¢ 22 Hosi6psa 2014 roga ®enepanbHbiM 3akoHOM OT 22 okTabps 2014 rona N
313-93; B pegakumu, BBegeHHoun B gencteue ¢ 13 asrycta 2019 roga PenepansbHbiM 3akoHoM OT 2 asrycta 2019 rona N 297-

®3. - CM. mpeabIAyLLY0 PEAAKLIMIO)

8. lMponsBoguTenu nekapcTBEHHbIX CPEACTB (3a WCKMYeHMeM dapmaleBTUYeckon cybcTaHuum cnvpta STUIOBOMO
(3TaHona) MOryT OCyLLEeCTBNATL NPOAAXY FeKapCTBEHHbIX CPEACTB UM NepeaaBaTh UX B YCTAHOBIIEHHOM 3aKOHOAATENbCTBOM
Poccuickon ®enepaummn nopsigke:

(AB3aL B pegakunn, BBeaeHHou B gericteue ¢ 1 aHeaps 2018 roga PenepanbHbiM 3akoHom oT 29 uonga 2017 roga N 278-
®3. - Cm. npeablayLLyo peaakuuo)

1) ApyruM Npou3BOAMUTENSIM NEKAPCTBEHHBLIX CPEACTB AN NPOU3BOACTBA NEKAPCTBEHHBIX CPEACTB;
2) opraH13aumsam ONTOBON TOProBNy NEKapCTBEHHLIMU CPeacTBaMMY;

3) anTeyHblM oOpraHu3auusiM, BeTEepPUHAPHbIM  anTeYHbIM OpraHM3auusM, WHAMBMAYanbHbIM NpeanpuHUMAaTENsM,
VMEIOLLMM JNIULEH3MI0 Ha hapMaLeBTUYECKYIO AESATENbHOCTb UMK NIULEH3NI0 HAa MEQULMHCKYIO AeATENbHOCTD;

4) Hay4HO-MCCrnenoBaTenbCKUM OpraHM3aLmam Ans Hay4YHo-UCCreqoBaTeribckoi paboThbl;

5) MEAVMUMHCKMM OpraHM3aumusM U BETEpUHaAPHbLIM OpraHn3aLusim;
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6) opraHuM3auMsM U  WHOMBMAYaNbHbIM MPEAnPUHMMATENSM, OCYLUECTBNSKWMM pa3BefeHne, BblpallMBaHUE U
cofepXaHue XMBOTHbIX (32 UCKII0YEHEM Npogaxn UM dhapMaLleBTUYECKMX CyOCTaHUuUA Unn nx nepegaydn).

(MyHKkT B pegakuun, BBeaeHHon B aencteue ¢ 13 aerycta 2019 roga PenepanbHbiM 3akoHoM oT 2 asrycTta 2019 rona N
297-03. - CMm. npeablayLLYI0 peaakLmio)

9. MpowussoauTenu capmaueBTUYeCcKkon cybCcTaHuumM cnupTa 3TUMOBOIO (3TaHoma) obsi3aHbl OCYLLECTBNATL peanusaumto
(nepepayy B yCTaHOBNEHHOM 3akoHoAaTenbCcTBoM Poccuickon ®enepaumm nopsagke) papmaueBTnyeckon cybctaHumm cnupta
3TMNOBOrO  (dTaHona) MpPOW3BOAMTENAM NEKapCTBEHHbIX CPeAcTB  ONA  MPOWM3BOACTBA  NEKapCTBEHHbIX  CpPeacTs,
npon3BoanTensaMm (M3roToBUTENAM) MEAUMLMHCKMX WM34enui ONna npous3BOACTBa M U3TOTOBMEHUS MeOULMHCKUX U3Oenun B
eMKOCTsX obbemMom He Bonee 1 nuTpa n (unu) He meHee 1000 NUTPOB, a opraHM3auMaM, YkasaHHbIM B OyHKTax 3-5 yactun 8
HacTosllen cTatbu, B Tape o6bemom He 6onee 1 nuTpa.

(YacTtb gononHuTenbHo BkntoveHa ¢ 1 siHBapsa 2018 roga PenepanbHbiM 3akoHOM oT 29 umtona 2017 roga N 278-93; B
penakumu, BBeaeHHon B genctene deaepanbHbiM 3akoHOM OT 22 nekabpa 2020 rona N 444-93; B pegakumun, BBEAEHHON B
penctemne ¢ 29 pekabpsi 2020 roga PenepanbHbiM 3akoHOM OT 27 aekabpsa 2019 roma N 481-03. - Cm. npenbiayLlyto
peaakumio)

10. Peanusauua (nepemadya B YCTAHOBMEHHOM  3akoHofaTenbcTBoMm  Poccunckonn  ®depepaumm  nopsake)
papmaLieBTU4ECKO CyOCTaHuumM cnuMpTta STUNOBOrO (3TaHomna) opraHuW3auusiM  OMNTOBOW TOProBMW  NIEKAPCTBEHHBIMM
cpeacTBamMu He JAOMNyCKaeTCs.

(YacTtb gononHuTenbHO BKoveHa ¢ 29 aekabpsa 2020 rona PenepanbHbiv 3akoHOM oT 27 Aekabps 2019 rona N 481-93)

11. TNepeBo3kn hapmaLeBTUYECKOW CyObCTaHLMM cnupTa 3TUIOBOIO (3TaHomna) OCYLIECTBASTCA C cobnogeHnem
TpeboBaHui, yCTaHOBMNEHHbIX ab3auem 4YeTBepTbiM NyHKTa 3 cTatbu 9 PenepanbHOro 3akoHa ot 22 Hoabpa 1995 rona N 171-
D3 "O rocynapcrBeHHOM peryavpoBaHuM NPou3BOACTBa M 060pOoTa 3TMNOBOIO CAMPTA, ankKoronbHOW UM CNUPTOCOAERXKaLlen
npoaykumun n 06 orpaHnMyeHumn NoTpednexHns (PacnuUTrA) ankoronbHoON NROAyKLMK".

(Yactb gononHuTensHO BKNtoveHa ¢ 29 aekabps 2020 roga PenepanbHbiM 3akoHOM OT 27 Aekabpsa 2019 rona N 481-93)

KommeHTapum k ctatbe 45

CTATbSA 46. MAPKUPOBKA JIEKAPCTBEHHbBIX CPEACTB

1. neKapCTBeHHble npenapartbl, 3a WCKIIOYEHNEM JIEKapCTBEHHbLIX MpenapaTtoB, W3roToBMEHHbIX aNTe4YHbIMU
opraHudaunamun, BeTEPUHAPHbIMM anTeYHbIMWA OpraHun3auunamMun, uwHaAnBMOyanbHbIMU NpeanpnHnMmatenavmm, UMerLnMn
JNTIMUEH3UI0 Ha cpapmau,eBTquCKyro 0eATenbHOCTb, AOJKHbI MOCTYNaThb B o6paLu,eHV|e, ecnu:

1) Ha UX NEepBUMYHOM YMNaKOBKE (3a WUCKIIOYEHMEM MNEPBMYHOM YMNAKOBKM NEKAPCTBEHHLIX PaCTUTESbHbLIX MNpenapaToB)
XOpOLWIO YMTaemMbiM WPUEPOTOM Ha PYCCKOM NA3blke YKa3aHbl HaMMEHOBaHME JIeKapCTBEHHOro npenapara (MexayHapogHoe
HenaTeHTOBaHHOE, UNK FPYNMNMPOBOYHOE, UM XMMUYECKOE, UMM TOProBOE HaMMEHOBaHME), HOMEP cepuu, AaTa Bbinycka (ans
MMMYHOBKNOMOrNMYecknx nekapCcTBEHHbIX NpenapaToB), CPOK rOOHOCTU, AO3MPOBKA UM KOHLUEHTpaumsi, o6bem, akTMBHOCTb B
eaVHMLax OeNCcTBUS UMK KONMMYECTBO 03,

(MyHKT B pepakumun, BBEAEHHOMW B Aerncteue ¢ 26 oktabpsa 2010 rona PenepaneHbiM 3akoHoM OT 11 okTsa6pa 2010 rona N
271-93; B pegakumu, BBegeHHon B gencteme ¢ 1 nons 2015 roga PeaepanbHbiM 3akoHOM OT 22 aekabps 2014 roga N 429-
®3. - CM. npeaplayLyio peaakLmio)

2) Ha ux BTOpUYHOW (NOTPEOUTENBbCKOW) YMakoBKE XOPOLWO YWTaeMbiM LWPUATOM Ha PYCCKOM $i3blKe YyKasaHbl
HaMMEHOBaHME FeKapCTBEHHOro npenaparta (MexayHapogHOoe HenaTeHTOBAHHOE, WK TPYMNMUPOBOYHOE, UMM XMMUYECKOE U
TOProBO€ HaMMEHOBAHWs), HAUMEHOBaHWE MPON3BOAMTENS JEKAPCTBEHHOrO nmpenaparta, HOMep cepwun, AaTa Bbinycka (Ans
MMMYHOBMNONOrMYECKNX NEKapCTBEHHLIX NpPenapaToB), HOMEP PErMcTPauMOHHOIO YAOCTOBEPEHMS, CPOK FOAHOCTU, Crocob
NPUMEHEHNs, 003MPOBKA UMW KOHUEHTpaums, obbem, akTMBHOCTb B €QuHULAX AeUcTBMA nNnbo KOnmMyecTBo [03 B YNaKOBKE,
nekapcTBeHHasi opma, yCroBusa OTNycka, YCNoBUs XpaHeHus, npeaynpeanTensHble Haanmcu.

(MyHKT B pegakunn, BBeageHHOW B aencTteue ¢ 26 oktabps 2010 roga PeaepanbHbiM 3akoHoM oT 11 okTabpsa 2010 roga N
271-93; B pegakumun, BBegeHHon B aencteme ¢ 1 nons 2015 roga PeaepanbHbiM 3akoHOM OT 22 aekabpsa 2014 roga N 429-
®3. - CMm. npeapbiayLLyo PeAaKLnI0)

2. ®apmaueBTnyeckne cyObcTaHUMM LOMKHbI MOCTynatb B OOpalleHWe, ecnum Ha WX NEepBUMYHOM YMaKOBKE XOPOLUO
ynTaeMbIM LUPUPTOM Ha PYCCKOM s3blke YyKasaHbl HavMeHoBaHWEe apMaueBTMHECKON cybCcTaHumMn (MexayHapoaHoe
HenaTeHTOBaHHOE, UMW TPYNNMPOBOYHOE, UMM XMMUYECKOE M TOProBOE HaUMEHOBaHWS), HaMMEHOBAHWE NPOU3BOAUTENS
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(hapmaLeBTUYECKOM CyOCTaHLMU, HOMEP CepuuM M AaTa W3roTOBMEHUS, KONMUYECTBO B YMAKOBKE W eAVMHULbBI U3MEpPEHMs
Konmn4yecTBa, CPOK rOAHOCTU U YCNOBUS XPaHEHUS.

(Yactb B pegakuun, BBegeHHom B gencteme ¢ 1 uiona 2015 roga ®epepanbHbiM 3akoHOM OT 22 nekabps 2014 roga N 429-
®3. - Cm. npeabiayLLyo peaakLuo)

3. ﬂeKapCTBeHHble cpencrtea B Ka4eCTBe CbIBOPOTOK AOOJTKHbI NOCTYyNaTb B o6pa|.|.|,eHV|e C yKasaHuneMm XnBOTHOIo, U3 KpoBWU,
nna3mbl KpoBK, opraHoB U TKaHewn KOTOPOro OHU NOJ1y4Y€eHbl.

4. Ha BTOpMYHYIO (NOTpebUTENbCKYI0) YNakoBKY NeKapCTBEHHbIX CPEACTB, NOMYyYeHHbIX U3 KPOBW, NNa3mbl KpOBU, OPraHoB
N TKaHen 4enoBeka, [OSMKHA HaHoCUMTbCA Hagnuck: "AHTuTena Kk BUY-1, BUY-2, k Bupycy renatmta C m NOBEPXHOCTHbLIN
aHTureH Bupyca renatuta B otcytcTytoT".

5. Ha nepBuYHYyl0 yMNakoBKYy W BTOPWYHYIO (MOTpebuTenbckylo) ynakoBKy paguodapmMaleBTUHECKUX JiekapCTBEHHbIX
CpeacTB AOIMKeH HaHOCUTBLCS 3HaK PaauaLnoHHO ONacHOCTH.

6. Ha BTOpu4Hylo (MOTPebUTENbCKYK) YMakoBKY FOMEONaTMYeCKUX NeKapCTBEHHbIX MpenapaTtoB [OMKHA HaHOCUTBLCS
Hagnuck: "MomeonaTnyecknn'.

7. Ha BTOpu4YHyl (MoTpebuTenbcKkyrtd) YNakOBKY NEeKapCTBEHHbIX PaCTUTENbHbIX MpenapatoB AOSMKHA HaHOCUMTBCS
Hagnuce: "MNpoaykums npoLuna pagvMaloHHbIA KOHTPOrb".

8. Ha nepBuUYHyl0 yNakoBKy (ecnv Ansi 3TOro CyLecTBYeT TeXHMYecKasi BO3MOXHOCTb) M BTOPUYHYIO (MOTpebuTensckyo)
YMaKOBKY fEeKapCTBEHHbIX MpenapaTtoB, NpegHasHayYeHHbIX Anst KIMMHUYECKUX UCCNEAOBaHUNA, OOSMKHA HAHOCUTBLCS HaAnUch:
"N KNMHUYECKNX UCCreaoBaHumn".

(YacTtb B pegakuun, BBegeHHon B aencteme ¢ 1 uiona 2015 roga ®epepanbHbiM 3akoHOM OT 22 nekabps 2014 roga N 429-
@3. - CM. NpeabIayLyo peaakLnio)

9. YnakoBKa rneKkapCTBEHHbIX CPEACTB, NpeaHasHauYeHHbIX UCKIIOYUTENBHO AN 9KCnopTa, MapKMpyeTcsl B COOTBETCTBUU C
TpeboBaHMSIMU CTpaHbI-UMNopTepa.

10. Ha TpaHcnopTHyl Tapy, KoTopasi He npegHasHadyeHa Ansi noTpeduTenem n B KOTOPYIO MOMELLEHO fEeKapCTBEHHOE
CcpencTBo, A0MKHA HaHOCUTLCSA MHPOPMaLMs O HAaUMEHOBaHUK, Cepun NEKapCTBEHHOIo CpeacTBa, AaTe BbinycKka, KornmyecTse
BTOPUYHBIX (NOTPEOUTENBCKNX) YNAKOBOK NEKapCTBEHHOIO CPeACcTBa, MPOU3BOAUTENE NEKapCTBEHHOrO CpeacTBa C ykasaHuem
HaVMMEHOBaHNSI U MECTOHaXOXAEHUS MPOU3BOAMTENS NEKapCTBEHHOrO CPeAcTBa (agpec, B TOM yucre cTpaHa u (Mnm) Mecto
Npoun3BOACTBa NeKapCTBEHHOMO CPeacTBa), a TakkKe O CPOKE rOAHOCTM NEKapCTBEHHOIO CpeacTBa 1 06 YCNOBUSAX ero XpaHeHus
1 NepeBOo3kU, Heobxoaumble NpeaynpeauTernbHble HAONMUCYU U MAHUMYNATOPHbIE 3HAKM.

11. Ha nepBuYHYyl0 YNakoBKYy M BTOPUYHYK (MOTPEOUTENBCKYH) YMAKOBKY NEKapCTBEHHbIX CPEeACTB ANsi BETEPUHAPHOro
NPUMEHEHNS O0IMKHA HAHOCUTbLCA HagnNuck: "[1ns BeTepnHapHOro NpMMeHeHns".

12. Ha BTOpWYHyto (NOTPeBUTENbCKYHO) YNaKoBKY JIEKapCTBEHHOIO Npenaparta HaHOCUTCS LUTPUXOBOW KoA.

KommeHTapun K ctatbe 46

MABA 9. BBO3 JIEKAPCTBEHHbIX CPEACTB B POCCE’IVICK)!I-O SENEPALINIO N BbIBO3 JIEKAPCTBEHHbIX
CPEACTB U3 POCCUNCKOU PEONEPALIUN

(HaumeHoBaHuWe rnaBbl B pefakumnm, BBeAeHHON B Aencteme ¢ 7 aHBapsa 2012 rona PeaepanbHbiM 3aKoHOM OT 6 Aekabpa 2011
rona N 409-®3. - CM. mpeablAyLLY0 PEAAKLIMIO)
CTATbA 47. NOPALOOK BBO3A JIEKAPCTBEHHbLIX CPEACTB B POCCUINCKYIO OEOEPALIUIO N BbIBO3A
JIEKAPCTBEHHbBIX CPELOCTB U3 POCCUNCKON SEOEPALIMA

(HammeHoBaHue B pegakuuu, BBegeHHOM B aencteue ¢ 7 sHeapsa 2012 roga ®enepanbHbiM 3akoHOM 0T 6 Aekabpa 2011 roaoa
N 409-®3. - Cm. npeablayLLyo peaakumio)
1. BBo3 nekapcTBeHHbIX cpeactB B Poccuiickyio ®depepaumio  OCylecTBnseTcd B MOpsSAKe, YCTAHOBMEHHOM
MpasuTtenbctBom Poccuiickon $epepauun, B COOTBETCTBUM C TaMOXEHHbIM 3aKOHOAATENbCTBOM TaMOXEHHOro co3a B
pamkax EBpA3JC (aoanee - TaMoXeHHbIN COO3) 1 (MNK) 3akoHoAaTenbCTBOM Poccuiickon degepaumm 0 TaMOXEHHOM gene.
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(Yactb B pegakuun, BBegeHHON B AenictBue ¢ 7 sHeapsa 2012 roga ®enepanbHbiM 3akoHOM OT 6 Aekabps 2011 roga N
409-03. - CM. NpeabIAyLLYI0 PDEAAKLIMIO)

2. Beosumble B Poccuiickyto ®efepauunio nekapcTBeHHbIe cpeacTBa OOMKHbLI coaepXaTbCa B [OCYAapPCTBEHHOM peecTpe
NEeKapCTBEHHbIX CPEACTB.

(HYactb B pegakumu, BBeaeHHoW B Aencteune ¢ 7 sHBapsa 2012 roga PenepanbHbiM 3akoHOM OT 6 aekabpsa 2011 rona N
409-93; B pegakumm, BBeaeHHOM B aenctene ¢ 28 aekabpst 2019 roga PenepanbHbiM 3akoHOM OT 27 nekabpsa 2019 roga N
462-®3. - CM. npeaplayLLyo peaaKLmio)

3. [Jonyckaetca BB03 B Poccuickyio depepauuio  KOHKPETHOM  NapTMM  3aperncTpupoBaHHbIX U (Unn)
He3aperMcTpMpoBaHHbIX JIEKAPCTBEHHbLIX CPEACTB, MNpPeaHa3HaYeHHbIX Afs NPOBEOEHUS  KIMHUYECKUX UCCrenoBaHuii
nekapCTBEHHbIX NpenapaTtoB, MPOBEAEHMUS 3KCMEPTM3bl JIEKAPCTBEHHbLIX CPEACTB [ANs OCYLLECTBMEHUS FoCyAapCTBEHHOM
pernucTpaumm NekapCcTBEHHbIX NPenapaToB UMK ANsi OKa3aHWs MELULMHCKON NOMOLLUM MO KU3HEHHBLIM MOKa3aHUSIM KOHKPETHOIO
nauueHTa Ha OCHOBaHWM paspelleHus], BbiAAaHHOTO YMONHOMOYEHHbIM dhedeparbHbIM OpraHOM WCMOSIHUTENBHON BNactu no
3asBNEHVAM NUL, yKa3aHHbIX B cTaTtbe 48 HacTosulero PenepanbHOro 3akoHa. PaccmMoTpeHne Takoro 3asiBreHnst n NpuHATUE
peLleHns O Bblgaye paspelleHWsi Ha BBO3 KOHKPETHOW MNapTuM 3aperucTpupoBaHHbIX M (UNKU) He3aperucTpupoBaHHbIX
NeKapCcTBEHHbIX CpPeAcTB, NPeAHAa3HaYeHHbIX AMsi NPOBEAEHUS KMMHUYECKUX WUCCReAOoBaHW NeKapCTBEHHbIX Mpenapatos,
NPOBEAEHNs] SKCMEPTU3bl NEKAPCTBEHHbIX CPEACTB [Afsl OCYLLECTBMEHUS TOCyAapCTBEHHOW pPerucTpaummM IeKapCTBEHHbIX
npenapaToB Unu Ans oka3aHus MegUUMHCKON MOMOLLM MO XXM3HEHHBIM MOKa3aHMSIM KOHKPETHOro naumneHTa nubo ob oTkase B
BblJaye yKa3aHHOro pa3peLueHunst MPON3BOAATCA B CPOK, HE MPEBbILWALLMIA NSATU paboumx gHen. MNnata 3a Bbigady ykazaHHOro
paspeLLeHnst He B3MMageTCs.

(Yactb B pepakumu, BBeaeHHoW B Aencteune ¢ 7 sHeapsa 2012 roga PenepanbHbiM 3akoHOM OT 6 Aekabpsa 2011 rona N
409-03. - CM. NpeablAyLLYI0 PDEAAKLIMIO)

3_1. [onyckaetrca BB03 B Poccuiickyio ®deagepaumio KOHKPETHOW MapTUM He3aperncTpupoBaHHbIX FeKapCTBEHHbIX
npenapaTtoB, COAepXaluMx HapKOTUYecKMe cpeacTBa WM MCUXOTPOMHbIE BeLlecTBa, B MOpPsOKe, YCTaHOBIIEHHOM
MpaButenbctBoM Poccuiickon ®epnepauun, ANst okazaHWs MeOULMHCKOM MOMOLUM MO XKM3HEHHBLIM MOKa3aHMAM KOHKPETHOro
nauueHTa unu rpynnbsl NaUWEHTOB B Cryyae, ecnv UMeeTcs pelleHue BpavyebHOM KOMWUCCUMU MEeOULMHCKOW OopraHusaumn o
Hea(P(PEKTUBHOCTN UNN HEBO3MOXHOCTU NMPUMEHEHUS Y KOHKPETHOTO MauMeHTa WHbIX 3aperncTpUpoBaHHbIX fIEKapCTBEHHbIX
npenapaToB, B TOM 4uCre cogepxawux Apyrue [OeWCTBylOLME BellecTBa, U O HeobXoaMMOCTM BBO3a ONpeneneHHoro
He3aperMcTpMpoBaHHOIO JIEKAPCTBEHHOIO Mpenapata C yKa3aHWeM ero MeXOyHapOoZHOr0 HemaTeHTOBaHHOro  (Mnu
XUMMWYECKOro, UK rpyNnMPOBOYHOMO) HaMMEHOBaHMs, hOPMbI BbiNycka U KonuyecTsa. [NepeyeHb 3aboneBaHuin 1 COCTOSIHUIA U
COOTBETCTBYHOLLMX NIEKAPCTBEHHbIX NpenapaToB, CoaepXallux HapKoTUYECKUEe CPeacTBa M NCUMXOTPONHbIE BELLECTBA, B LiENsX
OCYLLECTBNEHUSS WX BBO3a B COOTBETCTBUM C TpebGOoBaHMSIMM HACTOsILLEA YacTu YTBEPXKOAETCS  YNONHOMOYEHHbLIM
denepanbHbIM OpraHoM UCTONMHUTENBHOW BNACTY.

(Yactb gononHuTenbHo BkntodeHa ¢ 1 mapta 2020 roga PefepanbHbiM_3akoHoM OT 27 aekabps 2019 rona N 475-93,
npumeHsieTca go 31 gekabpsi 2023 roga)

3_2. o 31 pekabpsa 2022 roga gonyckatoTcs BBO3 Ha Tepputopuio Poccuiickon ®denepauun n obpalleHne B Poccuickon
depepauun ¢ y4eToM OCOBEHHOCTEWN, YCTaHOBMNEHHbIX [paBuTenbcTBoMm Poccunckon Pegepauun, 3aperMcTpupoBaHHbLIX
NeKapCcTBEHHbIX MNpenapaToB Ans MEeAMUMHCKOrO MNPUMEHEHWS B yMNakoBKaX, MNpefHasHayeHHbIx Ans obpaleHus B
WMHOCTPaHHLIX rocydapcTBax, B criydyae AedeKTypbl NeKapCTBEHHbIX MpenapatoB WM pucka ee BO3HWMKHOBEHUS B CBSI3W C
BBEeJeHWEM B OTHOWeHun Poccuiickon ®depepaumm OrpaHUYUTENbHBLIX Mep SKOHOMUYECKOro Xapaktepa npu yCcrosun
COOTBETCTBMS BBO3UMBbIX NlEKapCTBEHHbIX NpenapaToB TpeboBaHWAM, YCTAHOBEHHbLIM MPU UX perucTpaumum, 3a UCKNoYeHnem
TpeboBaHM K NEpPBUMYHOM YMakoBKe, BTOPUYHOM (MNOTPEOUTENbLCKOWM) ynakoBKe, a Takke MpuM HannMymm Ha BTOPUYHON
(noTpebutenbckon) YynakoBKe neKapCTBEHHbIX MpenapaTtoB, Haxoddwuxcs B oOpalleHVW, CaMOKNesLencs 3STUKETKM,
cofepxallen nHopmMauuo 0 NieKapCTBEHHOM Npenapare Ha PyCCKOM S3bIKe.

(Yactb gononHuTenbHO BKNtoveHa PeaepanbHbiM 3akoHOM OT 26 MapTa 2022 roaa N 64-93)

4. B Poccuinckyto degepaumio MOXHO BBO3WUTb JIEKAPCTBEHHbIE CpPeacTBa, Ka4vyecTBO KOTOPLIX MOATBEPXOEHO
cepTndUKaToM NPON3BOAMTENS NEeKapCTBEHHbIX CPEACTB, YAOCTOBEPSOLINM COOTBETCTBME BBO3MMbIX NIEKAPCTBEHHbIX CPeacTB
TpeboBaHMAM apmMakonenHblx cratern nNMbo B criyyae WX OTCYTCTBUSI HOPMAaTUBHOW [OKYMEHTaUWWM WM HOPMaTUBHOMO
OOKYMEHTa.

(YacTb B pepakuun, BBegeHHonm B aencteue ¢ 7 sHBapst 2012 roga PenepanbHbiM 3akoHoM oT 6 aekabpsa 2011 rona N
409-®3. - Cm. mpeablayLLYI0 PEAAKLIMIO)

5. Banpewaetcs BBo3 B Poccuiickyto  degepaunio  panbCUPUUMPOBAHHBLIX  NIEKAPCTBEHHbLIX  CPEACTB,
HegobpoKavyeCcTBEHHbIX NIEKAPCTBEHHBIX CPEACTB, KOHTPAMaKTHbIX NeKapCTBEHHbIX CPEACTB.
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(Yactb B pegakuun, BBegeHHON B AerictBue ¢ 7 sHeapsa 2012 roga ®enepanbHbiM 3akoHOM OT 6 Aekabps 2011 rona N
409-03. - CM. NpeabIAyLLYI0 PDEAAKLIMIO)

6. PanbLcnuunpoBaHHble NekapcTBeHHble cpeacTBa, HegobpokayecTBeHHble fekapCTBEeHHble CPeacTBa noanexar
N3BbATUIO 1 NOCNEAYIOLLEMY YHUMTOXEHMNIO UK BbIBO3Y N3 Poccuiickon degepauun, KoHTpadakTHbIE NekapCTBEHHbIE CpeacTBa
- U3BATUIO U NOCMEAYLWEMY YHUUTOXEHNIO. YHUYTOXeHME unu BbiBo3 M3 Poccuickon ®egepaunm danbcuduumpoBaHHbIX
NEeKapCTBEHHbIX CpeacTs, HeAoOpOKaYeCTBEHHbIX JIEKAPCTBEHHbIX CPeacTB, KOHTpadaKTHbIX JEeKapCTBEHHbIX CPeacTs
OCYLLECTBISAETCS 3a CYeT Nuua, OCYLLEeCTBMBLUErO WX BBO3. [1OpsagoK YHMUTOXKEHUS U3bATBIX anbCcnuLmMpoBaHHbIX
NEeKapCTBEHHbIX CpeacTs, HeAoOpOKaYeCTBEHHbIX JIEKAPCTBEHHbIX CPeacTB, KOHTpadaKTHbIX JEeKapCTBEHHbLIX CPeacTs
ycTaHaBnuaaetcs [paButenscTBom Poccuinckon ®enepaumm.

(Yactb B pegakumm, BBeaeHHoN B aencteune ¢ 7 siHeapsa 2012 roga PenepanbHbiM 3akoHOM OT 6 aekabpsa 2011 rona N
409-®3. - CM. mpeaplayLLyo PeAAKLINI)

7. Jnwua, ocyuwecTBnsiowme BBO3 B Poccunckyto Pepepaunto  anbCUULNMPOBAHHBIX NEKAPCTBEHHbLIX CPEACTB,
He0OpOKa4YeCTBEHHbIX IEKAPCTBEHHbIX CPEACTB, KOHTpadaKTHbIX INEKapCTBEHHbIX CPEACTB, HECYT OTBETCTBEHHOCTb B
COOTBETCTBUM C TAMOXEHHbIM 3aKOHOAATENbCTBOM TaMOXEHHOro coro3a u (Mnu) 3akoHogartensctBoM Poccuickon denepauum
O TaMOXXEeHHOM Jene.

(Yactb B pegakuun, BBegeHHON B AenictBue ¢ 7 aHBapsa 2012 roga ®enepanbHbiM 3aKkoHOM OT 6 Aekabps 2011 rona N
409-03. - CM. NpeabIAyLLYI0 PDEAAKLIMIO)

8. BblBO3 nekapCTBEHHbIX cpeacTB m3 Poccuiickon ®Pepepauunm ocyllectensercs 6e3 MPUMEHEHUS] OrpaHUYeHUN,
YCTaHOBMNEHHbIX TAMOXEHHbIM 3aKOHOAATENbCTBOM TaMOXEHHOro coto3a u (Mnu) 3akoHogatenscTBomM Poccuiickon ®epepaumm
O rocy4apCcTBEHHOM PErynMpoBaHMM BHELLHETOPrOBOW AEATENBHOCTMW.

(HYactb B pegakumu, BBeaeHHon B aencteune ¢ 7 sHBapsa 2012 roga PeanepanbHbiM 3akoHOM OT 6 aekabpsa 2011 rona N
409-93; B pemakuun, BBegeHHOW B Aenctene PenepanbHbiM 3akoHOM OT 25 Hoabpa 2013 roga N 317-903; B pemakuuu,
BBeaeHHon B aenctaume ¢ 1 nona 2015 roga PeaepanbHbiM 3akoHOM OT 22 aekabpsa 2014 roaa N 429-03. - Cm. npeablayLuyo
penakuuio)

9. BBog B rpaxkgaHckuii 0060poT NekapCTBEHHbIX NpenapaToB 4S8 MeauLMHCKOrO NpUMEeHeHUsl, BBE3EHHbIX B POCCUMICKYHO
depepaunio, ocyllecTenseTcs ¢ cobnogeHmem TpeboBaHWIA, YCTAHOBIEHHbIX cTaTben 52 1 Hactodulero depepanbHOro
3aKoHa.

(Yactb gononHUTenbHO BKtoveHa ¢ 29 Hosbpsa 2019 rona PenepanbHbiM 3akoHOM OT 28 HosA6psa 2018 roga N 449-03)

KommeHTapun k ctatbe 47

CTATbA 48. OPUOANYECKUE JIULIA, KOTOPbIM PA3PELLUEH BBO3 NNEKAPCTBEHHbLIX CPEACTB B
POCCUUCKYIO ®EOEPALINIO

(HanmeHoBaHue B pegakuuun, BBegeHHoN B genctene ¢ 7 siieaps 2012 roga ®enepansHbiM 3akoHOM 0T 6 Aekabpsa 2011 rona
N 409-®3. - Cm. mpeablayLLy0 PeAaKLMIO)

IlekapcTBeHHble cpeacTsa B Poccuiickyto ®egepaumio MOryT BBO3UTL!
(AB3ayu B pegakuun, BBegeHHon B aencteme ¢ 7 saHBapsa 2012 roga PenepanbHbiM 3akoHOM OT 6 Aekabpsa 2011 rona N
409-93. - CM. npeabiayLLyo peaakLuuio)

1) npon3BoanTenu riekapCTtBeHHbIX cCpeacTs onsa uenen cobCTBEHHOrO npon3BoACTBa NieKapCTBEHHbIX CPeaCTB;

2) MHOCTpaHHble pa3paboTyMKM NeKapCTBEHHbIX CPEACTB M MHOCTPaHHbIE NMPOU3BOAUTENWU NEKAPCTBEHHbLIX CPEACTB WK
Apyrve topuauMdeckMe nuua Mo nopyyveHuto paspaboTyMka neKkapCTBEHHOro cpeacTBa Ans MNPOBEAEHMS  KIMHUYECKUX
uccrnefoBaHWii NEKApCTBEHHOTO MpenapaTa, OCYLUECTBNEHUs FoCy[apCTBEHHOW perucTpaumu rekapcTBEHHOro npenapara,
BKIOYEHUST papmaLeBTUYEcKon cybCcTaHUMM B [OCYAAPCTBEHHBIA PEECTp NEKAPCTBEHHbLIX CREACTB, KOHTPOMsS KavecTsa
NeKapCTBEHHbIX CPEACTB NPU HanMMuuM paspeLLeHusl YNoMHOMOYEHHOMo dedepanbHOro opraHa UCMOMHUTENBHOW BNacT Ha
BBO3 KOHKPETHOW MapTUM NeKapCTBEHHbIX CPEACTB;

3) opraH13auumn oNTOBOM TOProBNW NEKAPCTBEHHLIMU CPEACTBAMMU;

4) Hay4Ho-uccregoBaTenbCkMe opraHusauun, obpasoBaTenbHble OpraHu3auun BbICLIEro 0Gpa3oBaHUsi, NMPOM3BOAUTENN
NeKapCTBEHHbIX CpeacTB  Ans  pa3paboTkv, uccrnedoBaHWid, KOHTponsi 6GesonacHoCTW, kKadecTBa, 3ddEKTUBHOCTM
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neKapCTBEHHbIX CPEACTB NPU HaNM4Mn paspeLleHns YnosTHOMOYEHHOro doeepanbHOro opraHa UCMOMHUTENBHON BRacTy;
(MyHKT B pegakumm, BBeAeHHoM B aenicteue ¢ 1 ceHTsiopsa 2013 rona PenepanbHbiv 3akoHoM oT 2 uonsa 2013 rona N 185-
@3. - CM. NpeabIayLLyo peaakLmno)

5) MeauuMHCKME opraHu3auuu, WHble YyKa3aHHble B MyHKTax 1-4 HacTosulel craTbW oOpraHu3aumMuM Ans okasaHus
MEANLIMHCKOMA MOMOLLM MO >KWU3HEHHLIM MOKa3aHUSIM KOHKPETHOrO MnauMeHTa Mpu HanmuumMu paspeLleHust YNnoriHOMOYEHHOro
doefepanbHOro opraHa MCNOSIHUTENbHOW BfacTUM Ha BBO3 KOHKPETHOW NapTUM NeKapCTBEHHOro npenapaTa, BblgaHHOro B
YCTaHOBMNEHHOM MNopsiake B POPMe 3IEKTPOHHOIO AOKYMEHTA, NOAMNMCAHHOMO YCUIEHHON KBannuuMpoBaHHOW 3NEKTPOHHOWN
noanuchblo.

(MyHKT B pegakuun, BBeAeHHOW B fenctene PenepanbHbiv 3akoHoM OT 12 mapTta 2014 roga N 33-93. - Cm. npeablayLyo
penakuuio)

6) rocyoapCTBEHHble YHUTapHble MPeanpuUsaTUS, UMYLLECTBO KOTOPbIX HaxoauTcs B deaepanbHOW COOGCTBEHHOCTH,
onpegensiemble NpaBuTtensctBom Poccunckon ®egepaumm, B 4acTn Beo3a B Poccuiickyto ®enepaumio He3apermcTpmpoBaHHbIX
NeKapcTBEHHbIX MpenapaTtoB, COAEepXallMX HapKOTUYECKMe CPEeACTBa WMM MNCUXOTPOMHbIE BeLeCcTBa, AN  OKasaHusi
MEANLIMHCKOW MOMOLLM MO >XU3HEHHBIM MOKa3aHUSIM KOHKPETHOrO nauMeHTa Unm rpynnbl NauMeHToB B COOTBETCTBUM C YACTbIO
3_1 ctatbu 47 HacTosawero PegepanbHOro 3akoHa.

(MyHkT gononHutensHo BkntodeH ¢ 1 mapta 2020 ropa PenepanbHbiM 3akoHOM OT 27 fekabpsa 2019 rona N 475-93,
npumeHsieTca go 31 gekabpsi 2023 roga)

KommeHTapun k ctatbe 48

CTATbA 49. AOKYMEHTbI, MPEACTABIIAEMbBIE B TAMOXEHHbIE OPIAHbI POCCUUCKOW ®EOEPALIUA
NMPU BBO3E JIEKAPCTBEHHbIX CPEACTB B POCCUNCKYIO ®EAEPALINIO

(HanmeHoBaHue B pegakumm, BBeAeHHON B AencTteure ¢ 7 sHeapsa 2012 roga PenepanbHbiM 3aKkOHOM OT 6 Aekabpsa 2011 roaa
N 409-03. - CM. NpeabIAyLLYI0 peaakumio)

1. Mpun BBO3e nekapcTBeHHbIX cpeactB B Poccuickyio degepauunio B TaMOXeHHble opraHbl Poccuickon depepaumu
Hapsay ¢ AOKYMeHTaMu, NpeacTaBfieHne KOTOpbIX NPegyCMOTPEHO TaMOXEHHbIM 3aKOHOO4ATENbCTBOM TaMOXEHHOIo coko3a U
(nnun) 3akoHogaTtenbcTBOM Poccuiickon degepaLumm 0 TaMOXEHHOM Jere, NpeacTaBnsioTCs cregyroLlme JOKYMEHTbI:

(AB3aL B pegakumu, BBegeHHon B aencteme ¢ 7 aHeaps 2012 roga ®enepanbHbiv 3akoHOM OT 6 aekabpa 2011 rona N
409-®3. - Cm. npeaplayLLy0 peaaKLnio)

1) cepTudmkaT NPOU3BOAUTENS NEKAPCTBEHHOTO CPeACTBa, YOAOCTOBEPSAIOLLUMIA COOTBETCTBME BBO3UMOTO f1€KapCTBEHHOIO
cpeactBa TpeboBaHusIM (papMakoneHoW cTaTbM NGO B Criyyae €ee OTCYTCTBUSI HOPMAaTUBHOW [OKYMEHTauuu Wnu
HOPMaTMBHOTIO [OKYMEHTa;

2) paspelleHne YMNoNHOMOYEHHOrO dyedeparibHOro opraHa MWCMONHUTENbHOW BIacTM Ha BBO3 KOHKPETHOW MapTum
NeKapcTBEHHOIO CPeACcTBa B CNyvasiX, YyCTAHOBMNEHHbIX YacTbto 3 cTatbn 47 HacTosulero ®eaepasnbHOrO 3akoHa.

2. [lokymeHTbl, ykadaHHble B OyHkTax 1 v 2 yactu 1 HacTosuwler CcTatbW, NPeacTaBnflTCA B TaMOXEHHble OpraHbl
Poccuiickon denepauum npu npubbiTun nekapcTBEHHbIX cpeacTs B Poccuiickyto ®egepaumio.

(Yactb B pegakuun, BBegeHHON B AerictBue ¢ 7 sHBapsa 2012 roga ®enepanbHbiM 3aKkoHOM OT 6 aekabps 2011 rona N
409-03. - CM. NpeabIAyLLYI0 PDEAAKLIMIO)

KommeHTapun k ctatbe 49

CTATbA 50. BBO3 JIEKAPCTBEHHbIX NMPEMNAPATOB B PO(}CVIVICKYI-O SEOEPALIMIO ANA JINHHOIO
NCnoNb3OBAHUA U UHbIX HEKOMMEPYECKUX LIENIEN, A TAKXE ANA UCMNMOJNIb3OBAHUA HA
TEPPUTOPUN MEXOAYHAPOOHOIO MEANMLIMHCKOIO KINNACTEPA

(HammeHoBaHue B pegakuuu, BBegeHHoW B aencteue ¢ 7 sHeapsa 2012 roga ®enepanbHbiM 3akoHOM 0T 6 Aekabpsa 2011 roaa
N 409-93; B pegakuun, BBeaeHHon B aenctame ¢ 30 uoHa 2015 rona PeaepanbHbiM 3akoHoM oT 29 uioHa 2015 roga N 160-
®3. - C™. DpeaplayLLyo peaaKLuio)

1. JlekapctBeHHble npenapatbl MoryT ObiTb BBe3eHbl B Poccuiickyto ®depepaumio 6e3 yveta TpeboBaHuMM,
npeaycMOTPEHHbIX YacTamu 1-4 ctatbu 47, ctatbamu 48 n 49 HacTosulero PenepanbHOro 3akoHa, €Cnm OHU NpegHa3HaYeHbl
ans:
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(AB3au B pegmakumu, BBeAeHHOW B aencteue ¢ 7 aHBaps 2012 roga ®enepanbHbiM 3akoHOM OT 6 Aekabpa 2011 roga N
409-03. - CM. NpeabIAyLLYI0 PDEAAKLIMIO)

1) nM4YHOro wmcnonb3oBaHusa dusnmyeckummn nuuamu, npubbiBwKumMn B Poccuiickyto Pepepaumio. Npyu 3TOM BBO3 B
Poccuiickyto ®epepaumio NnekapCTBEHHbLIX MpenapaTtoB, COAepXKaliuMX CUNbHOAEWCTBYKOLME U (MNM) AO00BUTbIE BELLECTBA,
BKIMOYEHHbIE COOTBETCTBEHHO B CMUCOK CUMbHOAENCTBYIOLMX BELWECTB ANd Lenemn yronoBHOro 3akoHogaTtenbctsa Poccuickom
degepauum n B CNMCOK SO0BUTBIX BeLeCTB Ans LUenen YronoBHOro 3akoHogaTenbctBa Poccuiickon ®depepaumm,
yTBepxaeHHble [NpaButenbctBoM Poccuiickon ®epepaunn, oCyLLECTBASETCA NPU HANNMUUMM OOKYMEHTOB (3aBEPEHHbIX KOMUN
OOKYMEHTOB WNW  3aBEpPeHHbIX BbINMMCOK W3 HWUX), MNOATBEPKAAMOLWMX HasHavyeHne U3nYeckoMy nuuy YyKasaHHbIX
nekapcTBeHHbIX NpenapaToB (3a UCKIIYEeHNEM flekapCTBEHHbIX NpenapaTos, 3aperncTpmMpoBaHHbIX B Poccuiickon ®egepauum
n otnyckaemMbix B Poccuiickon ®egepaumm 6e3 peuenta Ha nekapcTBeHHbIM npenapar). [NogTeepxaarowme OOKYMEHTbl (MX
3aBepeHHble KONMWWM WMWY 3aBepeHHble BbIMUCKM M3 HUX) OOMKHbI codepXaTb CBedeHUS O HaMMEHOBaHWW W KOonu4ecTBe
Ha3Ha4YeHHOro rfekapcTBEHHOro npenaparta. B cnyvae, ecnu nopTeepxgawowme OOKYMEHTbl (UX 3aBEPEHHbIe KOMWUM UMK
3aBepeHHbIe BbINNCKM U3 HUX) COCTaBMeHbl HAa MHOCTPAHHOM S13blKe, K HMM npunaraeTcs HoTapuanbHO 3aBEepPeHHbI nepeBos,
Ha PYCCKUN A3bIK;

(MyHKT B pemakunv, BBeAeHHoM B aencteue ¢ 13 unioHa 2016 roga PenepanbHbiM 3akoHOM 0T 2 mioHa 2016 rona N 163-
®3. - Cm. mpeaplAyLLy0 PEAAKLIMIO)

2) ncnonb3oBaHWst paboTHUKaMM AMNIOMATUYECKOro Kopryca Wnu npeacTaBUTENsSMU MeXOYHapoOHbIX OpraHu3auumn,
akkpeguToBaHHbIX B Poccuiickon ®enepaumm;

3) nevyeHnss MacCaxXupoB U YMEHOB SKUMAXEW TPaHCMOPTHLIX CPeacTB, Moe3gHbiX Opurag v BoaMTENEN TPaHCMOPTHbIX
cpeacts, NnpubbiBwKX B Poccuiickyto deaepaumio;

(MyHKT B pepakummn, BBegeHHoW B Aencteme ¢ 7 aHBapsa 2012 roga PenepanbHbiM 3akoHOM OT 6 Aekabpa 2011 roga N
409-93. - CM. npeabiayLLyo peaakuuio)

4) neyeHWUst Y4YacCTHMKOB MEXOYHaAPOAHbLIX KYMbTYPHbIX, CMOPTUBHbLIX MEPOMPUSATMIN M YYACTHWKOB MeXOyHapOoOHbIX
akcneguuni;

5) nevyeHMa KOHKPETHbIX XXMBOTHbLIX B 300Mapkax, 300Cajax, uMpKax, okeaHapuymax, AenbuHapusax, nedeHns OuKuX
XWBOTHbIX, MOCTOSIHHO WM BPEMEHHO Hacensawwmx Tepputoputo Poccuiickon depepauun, HaxoAsWUXCS B COCTOSIHUK
€CTEeCTBEHHON cBOOOAbLI U NpUHaanexalumx K Buaam, 3aHeceHHbIM B KpacHyto kHury Poccuickon ®enepaumm n (Mnum) KpacHble
KHUrM cybbekToB Poccuiickon degepaumm, a TakKe >XMBOTHbIX, BBO3UMbIX B Poccuiickyio depepauuio ons ydactms B
CMOPTUBHbIX U 3PENULLHBIX MEPOMNPUATUSX;

(MyHKT B pemakumu, BBeAeHHoW B fgencteue ¢ 7 aHBapsa 2012 roga PenepanbHbiM 3akoHOM OT 6 aekabpa 2011 rona N
409-93; B pegakumu, BBeAeHHo B aencteue ¢ 13 aBrycta 2019 rona PenepanbHbiM 3akoHOM OT 2 aBrycta 2019 rona N 297-
®3. - CM. npeapIayLLyio peaakLmio)

6) CNonb30BaHNsA Ha TEPPUTOPUM MEXOYHAPOAHOTO MEAULIMHCKOrO Knacrtepa.
(MyHkT gononHuTensHo BrmtoveH ¢ 30 nioHsa 2015 roga PenepansHbiM 3akoHom o1 29 mtona 2015 rona N 160-93)

2. B cnyyasx, npegyCMOTPEHHbIX 4acTbio 1 HacTodulen cratbu, Aonyckaetcsa BBo3 B Poccuiickyio depepaunto
neKapCTBEHHbIX NpenapaToB, He 3aperncTpmpoBaHHbIX B Poccuickon degepaumu.

(HYactb B pegakumu, BBeaeHHon B aencteune ¢ 7 sHeapsa 2012 roga PeanepanbHbiM 3akoHOM OT 6 aekabpa 2011 rona N
409-03. - CM. NpeabIAyLLYI0 PDEAAKLIMIO)

3. JlekapcTBeHHble npenapartbl, NpedHasHa4yeHHble AONs rymMaHuTapHOM nomMowm (CogencTBMsl) UnM MNOMOLUM npw
YypesBblYalHbIX CUTyauusix, BBO3ATCA B Poccuiickyto degepaumtio B nopsgke, ycTaHoBneHHoM [paButensctBoM Poccumnckon
depepauun. 3anpewaetrca BBo3 B Poccuiickyio Pepepaumto  He3apermcTpupoBaHHbLIX JNIEKAPCTBEHHbIX MpenapaTtos,
npeaHasHa4YeHHbIX 4Ns ryMmaHUTapHon nomoLum (CogencTans) Unn NOMOLLM NPW Ype3BbIYalHbIX CUTYaLMsX.

(Yactb B pegakumm, BBeaeHHon B aencteune ¢ 7 siHeapsa 2012 roga PenepanbHbiM 3akoHOM OT 6 aekabpsa 2011 rona N
409-®3. - CM. mpeaplayLLyo PeAAKLNI)

KommeHTapum k ctatbe 50

CTATbA 51. COTPYAHUYECTBO ®EQEPANIbHOIO OPFAHA UCIMONHUTENBHOW BIACTMH,
YNOJIHOMOYEHHOI'O B OBJIACTU TAMOXEHHOI'O AENA, U APYTUX YNONMHOMOYEHHbIX
®EOEPAIbHbLIX OPTAHOB UCMONMHUTENBbHOW BINACTHU
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1. YNONHOMOY€EHHbIE (benepaanble opraHbl NCMOSTHUTENBbHON BRacTu npenocTaBnAl0T B pacnopaxXeHune (benepaanoro
opraHa NCMOSTHUTENbHON BNacTw, YNOJSTHOMOY€EHHOIo B obnacTtn TamMoXeHHoro gena, &CyﬂQDCTBeHHbIVI pPeecTp NeKapCTBEHHbIX
CpencTB, a Takxke I/IHd)OpMaLLI/IIO O BblaHHbIX pa3peleHnAax Ha BBO3 KOHerTHOI;I napTumn nekapCTtBeHHbIX CpeacTB B CllydadX,
YCTaHOBJT1€HHbIX YaCTbio 3 ctatbu 47 HacTosuero PenepanbHOro 3akoHa.

2. ®epepanbHbIl OpraH MCMNOMHUTENBbHOW BacTW, YMNOSIHOMOYEHHBIM B 00NacTu TaMOXEHHOro gena, vHdopmupyert
yKasaHHble B 4actu 1 HacTosuler cTaTbu YMNOMHOMOYEHHblE dheaepanbHble OpraHbl MCMOSHUTENbLHOW BRacTM O BBO3€
nekapcTBeHHbIX cpeacTs B Poccuickyto degepauuio u BbiBO3e NieKapCTBEHHbIX cpeacTs u3 Poccuickon deaepaumm no popme
1 B Nopsigke, KOTopble ycTaHoBMneHbI NpasutensctBoM Poccuiickon denepauun.

(HYactb B pegakumun, BBeaeHHon B aencteune ¢ 7 sHeapa 2012 roga PenepanbHbiM 3akoHOM OT 6 aekabpsa 2011 rona N
409-®3. - CM. mpeaplayLLy0 PeAAKLNI)

KommeHTapum k ctatbe 51

MABA 10. PAPMALIEBTUYMECKAA OEATENBHOCTb
CTATbSA 52. OCYLWECTBINEHUE ®APMALIEEBTUYECKON OEATENIbHOCTU

1. ®apmaueBTUYECKas AeATENBHOCTb OCYLLECTBMNAETCS OpraHM3aLusiMi ONTOBOW TOProBNW NeKapCTBEHHbIMU CpeACcTBaMMu,
anTeyHbIMW  OpraHu3auusiMi, BeTEepUMHApPHbIMU  anTeYHbIMKW  OpraHu3auusiMu, WHAMBUAYANbHBIMW  NpeanpuHMMaTensamu,
UMELLMMUN NIULIEH3NI0O Ha (hapMaueBTUYECKYD AeATENbHOCTb, MEAULMHCKUMY OpraHnsaumsam, UMEeLWnMy NULEH3NI0 Ha
hapmaLeBTUYECKYD [OeATeNnbHOCTb, U KX 060COGNEeHHbIMW noapasgeneHusMyu  (ambynatopusamn, enbaepckUuMm 1
denbalepcko-akyLepckuMmn — NyHKTamn,  LeHTpamu  (oTtaeneHuamn) obwern  BpadebHOM  (CEMEWMHOM)  MpPaKTUKK),
pacnonoXeHHbIMU B CEMNbCKUX HACENeEHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTevHble opraHu3auuu, U BeETEPUHaAPHbLIMU
opraHv3aLusiM1, UMELWUMK NIMLEH3NIO HA hapMaLEeBTUYECKYHO OESTENBHOCTD.

(actb B pepakumu, BBedeHHow B penctBne denepanbHbiM 3akoHOM OT 25 Hoabpsa 2013 rogpa N 317-93. - Cwm.
npeaplayLLYIo peaakLmio)

2. dusnyeckne nuua MOryT OCyLLecTBNATb (hapMaLeBTUYECKYHD AESTEeNbHOCTb MPU Hanvyuu BbICLLEro WM CpepHero
dapmaueBTMYeckoro obpasoBaHusa U cepTudmkaTa crneunanucTta, BbICLLIEro MM CpedHero BeTepuHapHOro obpasoBaHus ©
cepTudumkata crneumannicta, a Takke BbICLUEr0 WKW CPpedHero MeauvumHckoro obpasoBaHusi, cepTudmkaTta crneumanucra u
AOMOMHUTENBbHOIO NPOdECcCMOHaNbLHOro 00pa3oBaHNS B 4acTM PO3HUYHOW TOPrOBMM NEKAPCTBEHHbLIMU NpenapaTamu npwu
YCrNoBUK X paboTbl B 000COBMNEHHbIX NOApa3AeneHnsIX MegULIMHCKUX OpraHn3aumi, ykasaHHbIX B 4acTu 1 HacTosAulen cTaTbu
(vyacTtb B pegakumm, BBegeHHomn B genctaume ¢ 29 mona 2010 roga PenepanbHbiM 3akoHoM OT 27 monsg 2010 roga N 192-93, -
CM. MPeAplAYLLYIO PEAAKLINIO).

KommeHTapum K ctatbe 52

CTATbA 52_1. BBO[ B 'PAXXOAAHCKUA OBOPOT JIEKAPCTBEHHbIX MPEMAPATOB A1 MEOULIMHCKOIO
NMPUMEHEHWA

1. MNMepen BBOAOM B rpaykgaHCKMin 060pOT KaXkgom cepum Uim Kaxaon naptum npomasegeHHoro B Poccuinckon depepaunn
NeKapCTBEHHOro npenapaTta Ans MeOUUMHCKOTO MPUMEHEHUSA, 3a WCKIYEHNEM WUMMYHOOMONOrMYecknx neKapCTBEHHbIX
npenapaTtoB, NPOU3BOAMUTENb TaKOro JEKApCTBEHHOro npenaparta NpeacTtaBnsdeT B deaepanbHbld OpraH WUCMOMHUTENBHON
BNacTu, OCYLLECTBNAWMA QYHKUUMN NO KOHTPOM U Haas3opy B cdepe 3OpaBOOXpPaHEHMsl, OOKYMEHT Mpov3BoauTens
NEeKapCTBEHHOro CpeacTBa, MOATBEPXKAAOLMIA Ka4eCTBO IeKapCTBEHHOrO npenapara, U NoaTBepXaeHne YnorHOMOYEHHOro
nuua Npon3BOANTENS NEKAPCTBEHHbLIX CPEACTB COOTBETCTBUS NIEKAPCTBEHHOMO Npenapara TpeboBaHMAM, YCTaHOBNEHHBIM NPy
€ro rocyaapCTBEHHOW permcTpawmu.

2. MNepen BBOOOM B rpaXKOgaHCKUA 0DOPOT KaxKOOW Cepum UM Kakgow naptum BBO3uMoOro B Poccuiickyio Pepepaumio
NeKkapcTBEHHOrO npenapara Ansg MeOUUMHCKOTO MNPUMEHEHWs, 3a MWCKITHYEHWEM WMMYHOOUOMOrMYEeCcKnX nNeKapCTBEHHbIX
npenapaToB, OpraHu3aums, OCyLLEeCTBrsOLAasa BBO3 NeKapCTBEHHOro npenaparta B Poccuiickyto ®enepaumto, npeacraBnser B
degepanbHbIn - OpraH  UCMOMHUTENBbHOW BMAcTW, OCYLECTBASAWUA (YHKUMM MO  KOHTPOM W Hagsopy B cdepe
30paBOOXpPaHEHMsl, cepTudmkat NpPou3BOAMTENS JEKapCTBEHHOrO CPEeACTBa, YAOCTOBEPSANLIMA COOTBETCTBME BBO3UMOIO
NneKkapcTBEHHOro npenapaTta TpeboBaHUSAM (apMakonenHoW cTaTbW, a B CIydae OTCYTCTBUS (papMakoneiHon craTbu
TpeboBaHMAM HOPMATMBHOM [OKYMEHTauuW, U MOATBEPXAEHWE MpeAcCTaBUTENsl OpraHu3aluu, OCYLLEeCTBMSHOWEN BBO3
nekapcTBeHHOro npenapara B Poccuiickyto ®enepaumio U ynonHOMOYEHHOW MHOCTPAHHBIM NMPOU3BOAMTENEM NEKAapCTBEHHBIX
cpencTB, COOTBETCTBUS BBO3MMOMO JIEKAPCTBEHHOrO npenaparta TpeboBaHUSIM, YCTAHOBMEHHBIM MPU €ro rocyaapCTBEHHOM
perucTpauun.
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3. lMopsagok npeacTaBneHUs B COOTBETCTBUM C YacTamu 1 M 2 HacTosduwled cTaTbuM OOKYMEHTOB M CBedeHUW O
nekapcTBeHHbIX Npenapartax, BBOAMMbIX B rpaXaaHCkuin 06oporT, ycTaHasnueaeTcs MpasutensctBom Poccuiickon depepavmum.

4. B OTHOLLIEHMM NEPBLIX TPEX CEPUIA UNU NAPTUIN NeKapCTBEHHOro npenapaTta, BnepBbie Npon3BedeHHoro B Poccuiickom
degepauun unu Brnepsble BBO3UMMOro B Poccuickyto depepauunio, B degepanbHbil opraH WUCMNONHUTENBHOW BnacTy,
OCYLLECTBIAIOLLMIA OYHKLMM MO KOHTPOSO N HAf30py B cdepe 30paBOOXpaHEHus, JONOMHUTENBHO NPeaCcTaBnNaeTCcs NPOTOKON
UCMbITaHUN O COOTBETCTBMM CEPUU UMW NAPTUKU JNIeKapCTBEHHOrO npenaparta Ans MeauuUMHCKOro NpUMeEHeHUs nokasaTtensm
KayecTBa, nNpeayCcMOTPEHHbIM  HOPMAaTMBHOW  OOKyMEeHTauuMen (ganee - NPOTOKON  UCMNbITAHUR), NPOBOAUMbIX
aKKpeoMTOBaHHbIMM B COOTBETCTBUM C 3akoHogaTenbctBom Poccuiickon depepaumm o6 akkpeguTaumm B HaUMOHaNbHOW
cucteme  akkpegutaumm  dbegepanbHbiMM - TOCYAAPCTBEHHBIMU - BIOKETHBIMU  YYpPEXOeHUsMN,  NOABEAOMCTBEHHbLIMU
denepanbHOMy OpraHy  WCMOMHUTENBHOW  BRacTW, ocywecTensiowemy @QyHKUuMM no  BbipaboTke W peanusauuun
rocygapCTBEHHON MOMNTUKMA M HOPMATMBHO-NPABOBOMY PErynMpoBaHuio B chepe 3apaBooxXpaHeHus, n doegepanbHOMY opraHy
WCMONHUTENbHOM BNacTu, ocylecTehsowemy YyHKLUN NO KOHTPOIO U Hag3opy B cdepe 3apaBooxpaHeHus. Mopsaaok Belgaym
yKasaHHbIMK hefepanbHbIMM FOCyAapCTBEHHBIMU BIOAXKETHBIMWN YYpPEXAEHUAMM AAaHHOMO NPOTOKOMNa M pa3mep nnatbl 3a ero
Bblaadvy ycTtaHaBnmBeatotcs [paBuTtenscTBom Poccunckon ®eaepaumn.

5. ExerogHo He nosgHee 1 deBpans NpoM3BOAUTENN NeKapCTBEHHbIX CPEACTB UMW OpraHn3aunm, ocyLlecTBRASIOLWNE BBO3
nekapcTBeHHbIX npenapatoB B Poccunckyio degepaumio, npeactaBnsaioT B dedepanbHbli opraH MCMONHUTENbHOW BRacTwy,
OCYLLECTBSAOWMA (PYHKLMM MO KOHTPOMO M Haasopy B cdepe 3apaBoOXpaHEeHUs, MPOTOKON MCMbITaHWA MOCTYNMBLUErO B
TeYeHVe rofa B rpaxgaHCcKMi 0BOOpOT NEeKapCTBEHHOro mpenapaTta KOHKPETHOro Npov3BOoauTens (Ha OfHY CEpUIo KaXzaoro
TOProBOro HAMMEHOBAHUS C YY4ETOM NEKapCTBEHHOW (hOPMbI 1 JO3UPOBKM), MPOBOANMBIX aKKPEAUTOBAHHBLIMU B COOTBETCTBUM C
3akoHogatenbcTBoM Poccuiickon ®epepauun ob6 akkpeguTauum B HaLMOHANbHOW CUCTEME aKKpeauTauuum UcnbiTaTenbHbIMN
nabopatopuamu (LeHTpamm).

6. MponsBogMTenu NEeKapCTBEHHbLIX CPEACTB WM OpraHn3auun, OCYLLECTBRSIOLNE BBO3 NEKAPCTBEHHbIX MpenapaToB B
Poccuiickyto ®epepaumto, He MEHee YeM 3a OAMH rog A0 NiaHMpyeMblX MPUOCTAHOBIEHUS UMW NPeKpaLLeHMs MPON3BOACTBA
nekapcTBeHHbIX MpenapaTtoB unu ux BBo3a B Poccuiickyto Pepepauunto yBegoMnsawT o6 3atom deaepanbHbin  opraH
WCMOMHUTENBHOWM BNacTW, OCYLLECTBASALWNA YHKLMN NO KOHTPOMK U Haf3opy B cdepe 3apaBoOXpaHeHUs 1 deaepanbHbIi
opraH UCMONMHUTENbHOW BNAacTh, OCYLLECTBASIOWMIA pYHKLMM NO NULEH3MPOBaHMIO NPOM3BOACTBA JIEKAPCTBEHHbLIX CPEACTB.

(Yactb gononHuTensbHO BKkNtoveHa PeaepanbHbiM 3akoHOM OT 28 HoA6ps 2018 roga N 449-93)

7. BBog B rpaxxgaHCkmin 060pOT KaXK4oM CEPUN UMK KaXKaoW NapTUnM MMMYHOBMONOrMYECKOro fiekapCcTBEHHOMO npenapara,
npouseegeHHoro B Poccuiickon degepaumm mnm BBO3uMMoOro B Poccuickyto Pegepaumio, OCYLLECTBSETCS HA OCHOBaHWUM
paspelleHnsi, BblaaHHOrO denepanbHbiM OpPraHOM MCMONTHUTENBLHOW BacTX, OCYLLECTBASOWMUM (QYHKUMM MO KOHTPOMNIO ”
Hag3opy B cdepe 34paBOOXPaHEHUS, Ha OCHOBaHWWM BbIOAHHOMO doefeparnbHbIMU  FOCY4APCTBEHHLIMU  BHOOKETHLIMM
yYpeXOeHusiIMM, YKasaHHbIMM B YacTtu 4 HacToduler CcTaTbW, 3aKflyYeHUst O COOTBETCTBUM Cepunm unuv  naptum
MMMYHOBMONOrMYEeCcKoro NekapcTBEHHOro npenaparta TpeboBaHyAM, YCTaHOBIEHHbLIM MPU €ro roCyaapCTBEHHON perncrpawuu.
Mopsimok BbiAaun paspeLleHus Ha BBOA B rpaxaaHCKuii 060poT cepyu unu naptum MMMYHOBMONMOrM4ecKoro nekapcTBEHHOro
npenapata, a Takke MNOpsAoK BblgayM YKa3aHHOrMO 3akrfYeHuMs M pasMep nnatbl 3a ero Bbigayy YCTaHaBnMBalTCH
MpaButensctBoM Poccuiickon degepavmu.

8. 3a HenpeacTaBneHne uUnu HeCBoeBpPEMEHHOE npeacTaBrneHne AOKYMEHTOB U CBeAEeHUIN, NpeayCMOTPeHHbIX YacTtamu 1,
2, 4, 5 n 6 HacToAuler cTaTbW, MNPOM3BOAMTENWN NEKaApCTBEHHbIX CPeacTB W opraHv3auuu, OocyllecTBhndlolmMe BBO3
nekapcTBeHHbIX npenapatoB B Poccuiickyio degepaumio, HeCyT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOOATESNbCTBOM
Poccuickon ®enepaumu.

9. MNpeacTtaBneHne OOKYMEHTOB U CBeOEHWA, NpeayCMOTPEHHbIX Yactamu 1, 2 u 4 HacTodulen cTatbu, U NonyyeHue
NpPeayCcMOTPEHHOIO YacTbio 7 HACTOALLEeN CTaTbX pa3peLleHms Ha BBO4 MMMYHOBMONOrM4ecKkoro nekapcTBeHHOro npenapara B
rpaxgaHckmin obopoT He TpebyrTcAa B OTHOLWEHWM NEKapCTBEHHbLIX MNpenapaTtoB, MNpeAHa3HayYeHHbIX And MpoBeAeHus
KITMHUYECKMX WUCCNEAOBaHWA NEeKapCTBEHHbLIX MNpenapaTtoB, MNPOBEAEHMS JKCNEepTM3bl JeKapCTBEHHbIX Cpeacts  Ans
OCYLLECTBIEHNA rOCY4aPCTBEHHOM PErNCTpaLMM NEKAapPCTBEHHbIX NPenapaToB, a Takke B OTHOLUEHUN He3aperncTpmpoBaHHbIX
NEeKapCTBEHHbIX MpenapartoB, NpefAHa3HaYeHHbIX ANA OKa3aHWA MEeOUMUMHCKOW MOMOLWM MO KM3HEHHbIM MOKa3aHUsAM
KOHKPETHOro nauMeHTa unu rpynnbl NauMeHToB, BBO3UMbIX B Poccunckyto degepaumio B COOTBETCTBUM C YacTamu 3 n 3_1
cTatbu 47 HacTosllero PenepanbHOro 3akoHa.

(Yactb B pegakumum, BBegeHHonm B gencteme ¢ 1 mapta 2020 roga PenepanbHbiM 3akoHOM OT 27 aekabps 2019 roma N
475-®3. - CM. mpeaplayLLyo PeAAKLNI)

10. lMpu BbIIBNEHUN B rpaxxgaHCKoOM obopoTe cepum Unu NapTyuu NeKapcTBEHHOro npenapara, JOKYMEHTbl U CBEAEHUs O
KOTOPbLIX, MpedyCcMOTPeHHble YacTamu 1, 2 1 4 HacTosLlen cTaTby, He NpeacTaBneHbl B dedeparnbHbli opraH UCMOSTHUTENbHOW
BMacTW, OCYLUECTBNAKWNA (YHKLMU MO KOHTPOMK W Haasopy B cdepe 34paBooxpaHeHus, nubo cepun unu napTum
MMMYHOOMONMOrMYECKOro JeKapCTBEHHOrO npenapaTta, He WMeKLWMX paspelleHnss Ha BBOA4 B rpaxaaHckuin obopor,
npeaycMOTPEHHOIO YacTbio 7 HACTosLLEeN cTaTbu, hegeparnbHbIii OpraH UCNONHUTENBLHOW BAACTW, OCYLLEeCTBASOWUA yHKUNN
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Nno KOHTPOMO 1 HaA30py B cdepe 3apaBooxXpaHeHus, B Nopsake, ycTaHoBneHHoM [paBuTtensctBom Poccuinckon depepauuu,
NPYHUMAET peLLeHne O MpeKpaLleHUM rpaxaaHCKoro obopoTa Takux Cepuv Unu napTuuM OO0 NPEACTaBMEHUs] yKa3aHHbIX
OOKYMEHTOB U CBEAEHUI NMOO NONyYeHUs1 yKa3aHHOTO paspeLLeHus.

(Ctatbsa gononHuTenbHO BKtodeHa ¢ 29 HosAbpst 2019 roga PenepanbHbiM 3akoHOM OT 28 Hos6pa 2018 rona N 449-93)

CTATbA 53. NPOAAXA, NEPEOJAYA NNEKAPCTBEHHbIX CPEACTB OPFTAHU3ALMAMM ONTOBOW TOPrOBNU
JIEKAPCTBEHHbIMW CPEACTBAMU

1. OpraHusaumm ONTOBOW TOProBMM NEKAPCTBEHHBbIMW CPEACTBaMM MOTYT OCYLLECTBNATbL MNpoJaxy JeKapCTBEHHbIX
cpencTB unu nepepasBaTth MX B YCTAHOBIIEHHOM 3akoHopaTtenscTBoM Poccuiickon depepauun nopsigke (3a MCKOYEHUEM
dapmaLeBTMYeCcKon cybcTaHUmMmM cnnpTa 3TUNOBOrO (3TaHona):

(AB3aL B pegakunn, BBeaeHHon B gericteue ¢ 1 aHBaps 2018 roga ®enepansHbiM 3akoHom oT 29 uionga 2017 rona N 278-
®3; B pegakumm, BBeaeHHoM B aencteme ¢ 29 aekabps 2020 rona PenepanbHbiM 3akoHOM OT 27 aekabpsa 2019 rona N 481-
®3. - Cm. npeabiayLLyo peaakLuo)

1) Apyrum opraHunsaLusiM ONTOBOW TOProBMW NEKapCTBEHHLIMU CpeACTBaMU;

2) NpoV3BOANTENSM NIEKaPCTBEHHbIX CPEACTB ANs Lierneit Npou3BoACTBa NeKapCTBEHHbIX CPEACTB;
3) anTe4yHbIM opraHM3auUusM U BETePMHaPHBLIM anTeYHbIM OpraH13auUusiv;

4) Hay4YHO-MCCrefoBaTeNbCKUM OpraHu3aunsiM Ans Hay4dHo-MccrenoBaTenbckon paboTsl;

5) nHamesugyarbHbIM npegrnpuHnMmartendam, MMerowmm NIMUeH3N0 Ha (bapmau,eBTquCKyro 0eATernbHOCTb Ul JNTIMLUEH3UK0 Ha
MEONLNHCKYH O0eATEeNIbHOCTb;

6) MEAMLMHCKMM opraHM3aumsM, B TOM YMCre CO34aHHbIM U 3aperncTpMpoBaHHbIM B COOTBETCTBMM C 3aKOHOAATENBCTBOM
WMHOCTPaHHOrO rocyfdapcTaa - YneHa OpraHv3aumm 3KOHOMUYECKOro COTPYAHMYECTBA U Pa3BUTUS MHOCTPAHHBLIM HOPUOUYECKNM
niuam, WHAMBUAYanbHbIM NPeanpuHMMAaTensM, SIBRSOWUMCS Y4aCTHUMKaMM MpoekTa B COOTBETCTBMM C PeaepanbHbIM
3akoHOM "O MexOyHapoAHOM MEeOULIMHCKOM KNacTepe M BHECEHUW W3MEHEHWW B OTAeNbHble 3aKOHOAATENbHbLIE aKTbl
Poccuickon Penepauun”, u BeTeprHapHbIM OpraHu3aumnsM;

(MyHKT B pepakumun, BBEAEHHOW B aencteme ¢ 6 aBrycta 2019 rona ®enepanbHbiv 3akoHoM ot 26 mons 2019 rona N 240-
®3. - Cm. npeaplayLLyo peaaKLnio)

7) opraHuMsauusam U MHOMBMAOYanNbHbIM  NPEAnPUHUMATENAM, OCYLLECTBMASIOWMM pa3BedeHne, BbipallvBaHue WU
cofepkaHne XXMBOTHbIX (32 UCKITIOYEHMEM NPOoAAXN MM hapMaLeBTUYECKUX CyDOCTaHLMIA UK UX nepegayn).

(MyHKT B pepakumn, BBegeHHon B gencteue ¢ 13 aBrycta 2019 roga ®enepanbHbiv 3akoHOM OT 2 aBrycta 2019 roga N
297-®3. - CM. NpeablayLLY0 PeAAKLINI)

2. OpraHusauuu OMTOBOW TOPrOBMM FEKapCTBEHHbIMW CpeaCcTBaMM He BrnpaBe OCYLLECTBMNATb Mpodaxy (nepepayy B
YCTaHOBINEHHOM 3akoHoaaTtenbcTBoM Poccurnckonn depepaummn nopsigke) dapmaueBTU4eckon cybcTaHUmMM cnvpTa 3TUOBOro
(aTaHona).

(Yactb pononnHuteneHo BkntoyeHa ¢ 1 aHBapsa 2018 roga PenepanbHeiM 3akoHoM OT 29 uwions 2017 roga N 278-93; B
pedakumu, BBeeHHOW B AeicTaue ¢ 29 gekabpsa 2020 roga PenepanbHbiM 3akoHom ot 27 Aekabpa 2019 rona N 481-93. - Cwm.
npenplAyLYIo peaakLuio)

KommeHTapun k ctatbe 53

CTATbS 54. NPABUIA ONTOBOW TOPIrOBJN NIEKAPCTBEHHbIMU CPEACTBAMU

1. OnToBasi TOProBns NeKapCTBEHHbLIMU CPELACTBaMM OCYLLECTBMSIETCA NPOU3BOAUTENSMW NEKApPCTBEHHbLIX CPEACTB U
opraHusauMsiMm onTOBOW TOProBNW NeKapCTBEHHBLIMU CPEeACTBaMM MO NpaBuiam Haanexallen AMcTpubboTOPCKOM MPaKTUKK U
npaBunaMm Hagnexailen NpakTUKM XpaHeHUs1 N NepeBO3KMN NIEKAapPCTBEHHbLIX NpenapaToB, YTBEPXKAEHHBIM COOTBETCTBYOLLUMMN
YMOSTHOMOY€EHHbIMUK cheaepanbHbIMU OpraHaMy UCTMONTHUTENBHOWM BNacTy.

(YacTtb B pegakuun, BBeaeHHoM B Aenctene PeaepanbHbiM 3akoHoM oT 26 mapTta 2022 rona N 64-93. - CM. npeablayLLyo
penakuuio)
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2. OpraHunsauusi onToBOW TOProBMM NEKapCTBEHHbIMU cpeacTBaMu obs3aHa cobnogatb NpefenbHble CPOKU OTIPY3Ku
3aTpeboBaHHbIX anTe4YHoW oOpraHu3auMeln NeKapCTBEHHbIX MNpenapaTtoB AN MEOULUHCKOTO MNPUMEHEHUss M He Brnpase
OTKa3blBaTb anTe4HOW opraHv3auuu, C KOTOPOW Yy Hee 3aKM4veH COOTBETCTBYHOLLUMIA [LOrOBOP O MOCTaBKax feKapCTBEHHbIX
npenapaToB AN MeAULMHCKOro NpUMEHeEHUs, B NOCTaBKke NeKapCTBEHHbIX NpenapaToB AN MeAULMHCKOro NpuMeHeHUs npu
HanMuun 3aTpeboBaHHbLIX NEKAPCTBEHHbIX MpenapaToB Afs MeQULMHCKOrO NMPUMEHEHWUsI Y opraHu3auvu OnTOBOW TOProBnu
nekapcTBeHHbIMU cpeacTBamu. [pedenbHble CPOKM OTIPY3kM 3aTpebOBaHHbIX anTeYHOW OpraHu3aunen NeKapCTBEHHbIX
npenapaToB AN MeauUMHCKOrO NPUMEHEHUs] B 3aBUCUMOCTM OT PachofioXXeHUss MecTa OTrpy3ku fieKapCTBEHHbIX NpenapaToB
AN MeQULMHCKOrO NPUMEHEHUs yCTaHaBNMBAKOTCS YNONTHOMOYEHHbIM dbeaepanbHbiM OpraHoOM MCMNOSHUTENbHON BriacTu.

(Yactb gononHuTensbHO BKNtoveHa PeaepanbHbiM 3akoHOM OT 26 MapTa 2022 roaa N 64-93)

(Ctatbs B pegakumn, BBeaeHHon B genicteue ¢ 1 monsa 2015 roga ®enepanbHbiM 3akoHoM OT 22 fekabpa 2014 rona N
429-®3. - CM. mpeaplayLLyo PeAAKLNI)

KommeHTapum k ctatbe 54

CTATbA 55. NOPAAOK PO3HUYHOWN TOPIrOBITN NEKAPCTBEHHbIMU NPEMNAPATAMU

1. PO3HMYHasi TOpProensi fieKapCTBEHHbIMW MpenapartaMyM B KONMMYECTBaX, HEOOXOAMMbIX Onsi BbINOSIHEHMS BpaveOHbIX
(cbenbawepcknx) HasHa4YeHUn WNM Ha3HaA4YeHW CneumanucToB B 0OnacTu BeTEpMHapUK, OCYLLECTBRSETCA anTeYHbIMU
opraHu3aumsamMu, BETEPUHAPHLIMU anTEYHbIMKM OpraHM3auusMK, WHOUBUMAYANbHLIMW NPEANPUHUMATENAMM, WMEKLWUMM
NUEH3No  Ha  (apMaueBTUYECKyl OesTenbHOCTb, MEOUUMHCKUMW  OpraHu3auvsiMy, MMEWMMU  JIMUEH3UI0  Ha
papmaLeBTUYECKYD [OeATenbHOCTb, M ux 060cobrneHHbIMM nogpasgeneHusaMn  (ambynatopusamu, enbaepckumm u
denbaluepcKko-akyLepckMMM — MyHKTamu,  LeHTpamu  (oTaeneHusmu) oblen  BpadebHOM  (CeMenHON)  NpakTuKu),
pacnonoXeHHbIMU B CENbCKUX HacCereHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTedHble opraHusauuu, U BeTepuHapHbIMU
opraHuMsauMsaMu, MMeLWUMM MMUEH3UI0 Ha (apmaueBTUYecKylo AesaTenbHOCTb. PaspelueHa po3HMYHAA TOProBris TOMbKO
NneKkapcTBEHHbIMK Mpenapatamn, 3aperucTpmpoBaHHbiMi B Poccunckon Pegepaumm unv U3roTOBIIEHHLIMU - @anTeYHbIMU
opraHusauusamMu, BeTepMHapHbIMU anTeYHbIMU  OpraHuM3auuaMu, WHAUBUMAYaANbHbIMU  NPeAnpUHUMATENAMU, UMEKOLUMM
NUUEH3NI0 Ha dapMaueBTUYECKYIO0 AeaTeNnbHOCTb. PO3HUYHaa TOproenst nekapcTBEHHbIMM NpenapaTtaMmn ocyLlecTBAseTcs no
npaBunaMm Hagnexawlen anTteqyHoOW MPaKTUKK, YTBEPXKOAEHHbIM YMONHOMOYEHHbIM dheaepanbHbiM OpraHoOM MCMONHUTENBHOWN
BNacTu.

(HYactb B pemakuun, BBegeHHoW B fencteue PenepanbHblM 3akoHOM OT 25 Hoabps 2013 rona N 317-93; B pegakumm,
BBeaeHHown B aenctaue ¢ 1 nona 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 rona N 429-03. - Cm. npeablayLuyo
penakuuio)

1_1. Po3HM4YHaA TOProBns neKapCTBEHHbIMW Mpenapartamu Ans MeLULMHCKOrO MNPUMEHEHUS (3a MWCKMOYEHUEM
NEeKapCTBEHHbIX MNpenapaTtoB, OTMNyCKaeMblX MO peuenTy Ha JEeKapCTBEHHbIM npenapart, HapKOTMYECKUX JeKapCTBEHHbIX
npenapaToB M MCUXOTPOMHbIX JIEKAPCTBEHHbLIX MPEenapaToB, a TakKe CNUPTOCOAEPXKALLUMX NEKapCTBEHHbLIX MpenapaToB C
oObeMHOM p[onen STUNOBOMO CnuMpTa CBbille 25 MpPOLEHTOB) MOXET OCYLECTBMASTLCA anTeYHbIMU  OpraHM3auusiMmn
ONCTaAHUMOHHBbIM CcnocoboM. PO3HMYHYIO TOPrOBMIO JIEKAPCTBEHHLIMU Mpenapatamu Ans MegUuLUHCKOro MpUMEHEeHUs
ONCTaHUMOHHBLIM CMOCOBOM MOTYyT OCYLIECTBMATL anTevHble OpraHvM3auuu, UMELMe NUUEH3NKO Ha dapMaueBTUYECKYHo
OedTenbHOCTb U COOTBETCTBYIOLLEe paspelleHne denepansHOro opraHa MCMOMHUTENbHOW BracTu, OCYLLECTBSAOLWEro
dYHKUUM NO KOHTPOMO U Haa3opy B cdepe 3apaBooxpaHeHns. MNopsagok Bbiaayun paspelleHus Ha OCyLeCcTBeHne PO3HUYHON
TOProBNN JeKapCTBEHHbIMW MNpenapataMmn OUCTAHUMOHHBLIM crnocobom, TpeboBaHMs K anTedHbIM OpraHM3auusiM, KOTopble
MOryT OCYLLeCTBMSATb Takylo TOProBrw, W MOpSOOK ee OCYLLeCTBMEeHWs, a Takke MpaBuna OOCTaBKM NeKapCTBEHHbIX
npenapaToB rpaxgaHam YycTaHaenueatwTcs [MpaButenbctBom Poccuiickon ®epepauun. WHdopmaumss o6  onnayveHHbIX
(oTnyLWweHHbIX) 1 NONyYeHHbIX NeKapCTBEHHbIX Mpenaparax BHOCUTCSH B CUCTEMY MOHUTOPUHIa ABWXEHUS feKapCTBEHHbIX
npenapaToB 4S9 MEAULIMHCKOro NpMMEHEHUs B Nopsake, NpeaycMOTPEeHHOM YacTblo 7 cTatbk 67 HacTogulero denepanbHOro
3aKoHa.

(Yactb gononHuTensHO BKkNtoveHa PeaepanbHbiM 3akoHoM oT 3 anpena 2020 roaa N 105-93)

2. Bugbl anTeyHbIX opraHusauuii U npaBuna OTNyCKa NEKapCTBEHHbIX MpenapaTtoB ANst MeAWMLUHCKOro MpUMEHEHUs!
anTeyHbIMW OpraHM3auusM1, WHAVBUAYaNbHbIMW NpeanpuHUMaTensMi, UMEKLWMMU NULUEH3N0 Ha apmaueBTMYECKyto
AeATENbHOCTb, a Takke MnpaBuna OThycka fekapCTBEHHbIX MpenapaTtoB ANs MEeOULMHCKOTO NMPUMEHEHUs MeAVMLUHCKUMM
OopraHv3aunsM1, MMEeKLMMU NULEH3UI0 Ha apMaueBTUYECKYD OeATeNbHOCTb, U UX 060COGNEHHLIMK NogpasaeneHnsiMm
(ambynatopusamu, denbawepckumm n denballepcKo-akyLepCckMMm NyHKTaMu, LeHTpamn (otgeneHmnsimm) obwen BpavyebHon
(ceMeWHoW) NpakTWKK), PacnoNOXEHHBLIMW B CEMbCKUX HACENEHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYHOT anTevyHble OpraHM3aumu,
yTBEPXKAaTCS YNONMHOMOYEHHbIM (hefepanbHbIM OpraHoOM UCNONMHUTENBHOW BRACTW.

(Yactb B pemakuuun, BBegeHHon B genctBue DenepanbHbiM 3akoHOM OT 25 Hosbpsa 2013 roga N 317-93. - Cwm.
npeapIAayLYIo peaakLmio)

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


http://docs.cntd.ru/
http://docs.cntd.ru/document/350073069#6540IN
http://docs.cntd.ru/document/420241318#A860NG
http://docs.cntd.ru/document/420272335#8RA0MB
http://docs.cntd.ru/document/420321621#A9Q0NQ
http://docs.cntd.ru/document/499059427#A9M0NN
http://docs.cntd.ru/document/420241318#A880NH
http://docs.cntd.ru/document/420272335#8RE0MD
http://docs.cntd.ru/document/902209774#BOI0OO
http://docs.cntd.ru/document/564601501#7D60K4
http://docs.cntd.ru/document/499059427#A9M0NN
http://docs.cntd.ru/document/499059869#8PU0LS

06 ob6palLeHun nekapcTBEHHbIX CPeacTB (C u3MeHeHussMu Ha 14 niona 2022 roaa) CTtpanuua 96
®edeparnbHbil 3akoH om 12 anpens 2010 e. Ne 61-®3

3. TpaBvna oTNycka HapKOTUYECKMX CPEACTB W MNCUXOTPOMHbIX BELIECTB, 3aperMcTpuMpoBaHHbIX B KayecTBe
NeKapCTBEHHbIX MpenapaTtoB, IEKApCTBEHHbIX MNpenapaTtoB, COAEPXalMX HapKOTMYECKMEe CpeacTBa M MCUXOTPOMHbIE
BELUECTBa, YTBEPXOAOTCA YMONHOMOYEHHbIM dhbeaepanbHblM OpraHoM WCMOMHUTENIbHOM BAAacTU MO  COMMacoBaHU C
depepanbHbIM OpraHoM UCMONMHUTENBHOW BNACTU, YNOMHOMOYEHHbLIM B chepe BHYTPEHHUX Aen.

(Yactb B pegakumu, BBeaeHHon B gencteue ¢ 4 unonsa 2016 roga PenepansHbiM 3akoHom oT 3 nong 2016 roaa N 305-93.
- CM. npeaplayLyo peaakLmio)

4. JlekapCTBEHHble MpenapaTtbl ONA BETEPMHAPHOrO MNPUMEHEHUS MNOANeXaT OTMYCKYy BETEPMHAPHbIMW anTeYHbIMU
opraHusaumamMu, BETEpPUHAPHbIMW OpraHuM3auuaMu, WHAMBUAYANbHbIMU NpeanpuHMMaTensMn, UMEKLWUMM JIULEH3NIO Ha
dapmaueBTMYecKyto aeaTenbHOCTb. OTNYCK NeKapCTBEHHbIX NpenapaToB AMsi BETEPUHAPHOIO NPUMEHEHUS OCYLLIECTBNSIETCS B
COOTBETCTBUM C NpaBUiiaMn Haasnexallen anTe4HoN NpaKkTUKN NeKapCTBEHHLIX NpenapaTtoB AN BETEPUHAPHOIO NPUMEHEHMS,
YTBEPXKOEHHBIMW YNONMHOMOYEHHbLIM dhedeparibHbIM OpraHoOM UCMONTHUTENbHOM BnacTu.

(Yactb B pegmakuun, BBeaeHHon B gencteme ¢ 13 aBrycta 2019 roga PenepanbHbiM 3akoHoM oT 2 aerycTta 2019 rona N
297-03. - CM. NpeAblayLLyio peaakLuio)

5. TlepevyeHb MeOUUMHCKUX OpraHusauun, UMelLWmMX MUUEeH3NI0 Ha dapMaueBTUyYeckylo OeATenbHOCTb, UM KX
060cobneHHbIX noapasaeneHvin (ambynaropui, dpenbaepckux n genbawepcKo-akyLLepCKUX NMyHKTOB, LEHTPOB (OTAENEHWN)
o6wer BpayebHON (CEMENHOM) NPaKTUKK), PACMONOXEHHbIX B CEMbCKMX HACEMEHHBbIX MyHKTax, B KOTOPbIX OTCYTCTBYHOT
anTeyHble oOpraHM3auun, a Takke MnepeyeHb IeKapCTBEHHbIX MpenapaTtoB, MNpodaxa KOTOPbIX MOXET OCYLLeCTBNATLCA
yKa3aHHbIMY OpraHu3aumsmMmn u nx 060cobrneHHeIMU NoapasaeneHsaMmn, yCTaHaBNMBaKTCSA OpraHaMu UCTIONHUTENBHOW BracTu
cybbekToB Poccuiickon ®epepaumm.

(Yactb B pemakuun, BBegeHHoW B Aencteue PenepanbHblM 3akoHOM OT 25 Hoabps 2013 roga N 317-93; B pegakumum,
BBeOeHHoW B fenctene deaepanbHbiM 3akoHoM oT 3 anpensg 2020 roga N 105-93. - Cm. nopeabiayLLyo peaakLmo)

6. AnTeuyHble oOpraHusauuu, WHAMBUAyasnbHble NPeAnpUHMMATENN, WMELIME JULUEH3UK Ha dapMaleBTUYECKYHO
OeatenbHoCcTb, 00a3aHbl obecneumBatbh yTBEpXAEHHbIN [lpaBuTenbctBoM Poccuickon depepauumn n hopMUpyembii B
YCTAHOBMEHHOM WM MOPSiAKE MWHMMarbHbIA aCCOPTUMEHT FeKapCTBEHHbIX MpenapaToB, HeobXoauMbIX Ansi OKasaHus
MELMLMHCKON MOMOLLM.

(Hactb B pemakuuun, BBegeHHon B pgenctBue PepepanbHbiM 3akoHOM OT 25 Hosbpa 2013 roga N 317-93. - Cwm.
NREeAbIAYLLYI0 PeAaKLmio)

7. AnTeuyHble oOpraHu3auun, WHOUBMAOYyanbHble npeanpuHMMaTenn, WUMeKLWMe JUMUEH3NK Ha dapMaueBTUYECKYHo
OedaTenbHOCTb, Hapsgy C JfeKkapCTBEHHbIMM MpenapataMy MMeEKT npaBo npuobpetaTb M npogaBatb, B TOM 4ucrle
ONCTaHLUMOHHBIM CMOCOO0M, MeAULMHCKME M3genus, Ae3nHduumpylowme cpeacTtsa, npeamMeTbl U CpeacTsa NMMYHON TMIMeHsI,
nocyay Ons MeauUMHCKUX Uernen, npeameTbl U CPeacTBa, nNpedHa3HadeHHble Ansa yxoaa 3a 60rbHbIMU, HOBOPOXOEHHBIMU U
OeTbMMW, He OOCTUrIMMK BOo3pacTa Tpex IET, OYKOBYH) OMTUKY U CPEACTBa yxoda 3a HeW, MUHepanbHble BOAbl, MPOAYKThI
neyebHOro, 4ETCKOro U OMETUYECKOro NUTaHus, BUONOrMYeckn akTUBHbIe A06aBKM, NapdOMepPHLIE U KOCMETUYeCcKkne cpeacTea,
MEeOWUWNHCKME U CaHUTapPHO-MPOCBETUTENbHbIE NeYaTHble M3OaHus, NpegHasHadYeHHble ANs nponaraHabl 300poBOro obpasa
KU3HW,

(Yactb B pegakuuun, BBegeHHon B aenctaue ¢ 29 uiona 2010 roga PenepansHbiM 3akoHoM ot 27 wiongd 2010 rona N 192-
d3; B pegakuun, BBegeHHon B genctene PegepanbHbiM 3akoHOM OT 25 Hoabpa 2013 roaa N 317-93; B pegakuum, BBEOEHHON
B aencrtemne PenepanbHbiM 3akoHoM OT 3 anpensa 2020 roga N 105-93. - Cm. npeabiayLLyo peaakumo)

8. [eAaTenbHOCTb anTeyHblX opraHu3dauun BoopyxeHHbix Cun Poccuiickon ®depepauuun, ApPYrMx BOWCK, BOMHCKMX
hopMMpoBaHNA U OpraHoB, B KOTOPbIX 3akoHoAaTenbCTBOM Poccunckon Pegepaunm npegycMoTpPeHO NpoXoXaeHne BOEHHOW
cnyx6bel unu  degepanbHOM  roCcygapCTBEHHOW  CyObl, CBSAI3AHHOW C  MPaBOOXPaHUTENbHOW  AEATENbHOCTLIO,
pernameHTupyeTca Hactoawum depepanbHbiM 3aKOHOM U YTBEPXAEHHbIMU COOTBETCTBYIOLWMMUN heagepanbHbiMU opraHamm
WCMNOMHUTENBHOW BnacTu nonoxeHnamu. KoHTponb 3a cobnogeHneM ykasaHHbIMW anTevHbIMUW OpraHu3aunsMmy MONoXeHUn
HacTosiwero denepanbHOro 3akoHa OCYLLECTBMSIETCA COOTBETCTBYHOLWMMU deaepanbHbIMU  opraHaMu  UCNOMHUTENbHON
BNacTu.

(Yactb B pegakunn, BBegeHHon B gencteue ¢ 1 aHBaps 2016 roga PenepanbHbiM 3akoHoM oT 13 mionsg 2015 rona N 262-
®3. - Cm. mpeaplAyLLYO PEAAKLIMIO)

9. YacTtb gononHuTenbHO BKNtoveHa PeaepanbHbiM 3akoHoM oT 3 anpensa 2020 roga N 105-93, He npumeHsieTca ¢ 1
aHBapsi 2021 roga - NyHKT 2 cTatbn 3 PenepanbHoro 3akoHa ot 3 anpens 2020 rona N 105-93. - Cm. npeablayLLY0 PeaKLmio.
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KommeHTapum Kk ctatbe 55

CTATbA 56. U3rOTOBJIEHME U OTNYCK JIEKAPCTBEHHbIX NMPEMAPATOB

1. N3roToBneHne nekapcTBeHHbIX NPenapaToB anTe4YHbIMM OpraHn3aumsamMn, BeTepUHaPHbIMU anTeYHbIMU OpraHn3aLusMu,
WHAMBMAYaANbHBIMY NPeanpUHUMaTENsS MU, UMEOLLMMUN NIULIEH3MI0 Ha hapMaLeBTUYECKYO AesTerNbHOCTb, OCYLLEeCTBNSETCS No
peuenTaM Ha rfekapcTBeHHble npenapaTtbl, Mo TpeboBaHWAM MEOMLMHCKMX OpraHu3auuvii, BeTepuHapHbIX OpraHusauuii B
COOTBETCTBMM C MNpaBWUiaMn M3rOTOBIIEHUS U OTMyCKa J€KapCTBEHHbLIX MPenapaTtoB, YTBEPXKOEHHLIMU YMNOMHOMOYEHHbLIM
denepanbHbIM OpraHoM UCTONHUTENBHOW BNacTy.

2. Tpu M3roTOBNEHUM TEKAPCTBEHHbIX MpenapaToB anTeYHbIMU OpraHU3auusiMu, BeTEepUHapHbIMU  anTeYHbIMU
opraHusauusMu, UHAMBUAYaNbHLIMU NPEeAnPUHUMATENAMA, UMEIOLWMMU NIULEH3NIO Ha apMaLeBTUYECKYIO AESATENbHOCTD,
ncnonb3ytoTca hapmaueBTUYeckme cybGCcTaHUMM, BKIIOYEHHbIE COOTBETCTBEHHO B [OCYAAPCTBEHHLIN PEECTP NEKAPCTBEHHbIX
CREACTB ANs MeOUUMHCKOTO MPUMEHEHUS W [OCY[ARCTBEHHbLIN PEECTP JEKAPCTBEHHbIX CREACTB AN BETEPUHAPHOro
NMpUMEHeHNs1 B YCTaHOBIIEHHOM nopsiake. He pgonyckaetcsl M3roToBReHWe anTeyHbIMU OpraHu3auusiMn, BETEpPUHAPHBLIMM
anTeYyHbIMK  OpraHuM3auusaMu, UHAMBUAYaANbHBIMU NpPeanpuHMMATENSMU, UMEIOLWVMMU JIMLEH3NI0 Ha dapMaueBTUYECKYHO
AesTeNbHOCTb, NEKAPCTBEHHBIX NpenapaToB, 3aperncTpupoBaHHbix B Poccuiickon depepaumn.

3. MapkvpoBKa nekapCTBEHHbIX MpenapaToB, U3roTOBMEHHbIX anTeYHbIMU OpraHM3auusaMy, BETEPUHAPHBIMK anTeYHbIMU
opraHusauusMu, UHAMBUAYanbHbIMM NpeanpuHMMaTensamMn, UMELWUMU IMLEH3NI0 Ha (hapMaLeBTUYECKY0 AeSTeNbHOCTb, U
ocbopMIIEHNE TaKUX NpenapaToB AOHKHbI COOTBETCTBOBATbL NpaBuiam, ykasaHHbIM B YacTu 1 HacTosLlen cTaTby.

4. AnTeyHble opraHmsauunn, BeTepuUHapHble anTedHble opraHu3auun, nHamBuayanbHble npennpuHumMatenu, nMmerwine
JNIMUEH3UIK0 Ha q)apmaueBTqueCKylo OEeATEeNTbHOCTb, HECYT OTBETCTBEHHOCTb 3a HeCO6J'II-O,D,eHVIe npaBui N3roToBJIEHUA U OTMNyCKa
JNIeKapCTBEeHHbIX npenapaTtoB B COOTBETCTBMN C 3aKOHOAATENIbCTBOM Poccuiickon d)e,u,epau,vlm.

KommeHTapum Kk ctatbe 56

CTATbA 57. SAMNPELLEHUE NMPOAOAXU ®ANIbCUOULIMPOBAHHBLIX JIEKAPCTBEHHbBIX CPELCTB,
HEOOBPOKAYECTBEHHbIX IEKAPCTBEHHbIX CPEACTB, KOHTPA®AKTHbIX IEKAPCTBEHHbIX CPEACTB

Mpogaxa anbcUULMPOBAHHbLIX NEeKapCTBEHHbIX CPeACTB, HeooOpOKaYeCTBEHHLIX FEKapCTBEHHbLIX CPEeAcTB,
KOHTpadaKTHbIX NIEKAPCTBEHHbLIX CPeACTB 3arnpeLLaeTcs.

KommeHTapun Kk ctatbe 57

CTATbA 58. XPAHEHUE NNEKAPCTBEHHbLIX CPELACTB

1. XpaHeHne nekapCTBEHHbIX CPeACTB OCYLUECTBMSETCS MPOM3BOAUTENSIMU JEKAPCTBEHHbLIX CPEACTB, OpraHvM3aumsiMu
ONTOBOW TOProBnyM NEKaApCTBEHHbIMW CPEeACTBaMM, anTeYHbIMU OpraHn3aumMsiMu, BETEPUHAPHBIMU anTeYHbIMU OpraHU3aLnsiMu,
MHOMBUAYaNbHbIMU NPeanpUHUMATENSMU, UMEIOLWUMUN NINLEH3NIO Ha dapMaLeBTUYECKYD OeSTENbHOCTb UK NIMLUEH3NI0 Ha
MEANLIMHCKYIO OEeSATENbHOCTb, MEAULMHCKMMU OpraHn3auusiMm, BETEPUHAPHLIMU OpPraHM3auusiMM U MHbIMKW OpraHu3aumsimm,
OCYLLECTBNSAWNMN  0DpalleHne JekapCTBEHHbIX CpeacTB. XpaHeHue JeKapCTBEHHbIX CpPeacTB Afs BETEpUMHApPHOro
NPUMEHEHMST OpraHN3aunsM1 U MHOVBUAYATNbHLIMW NpeanpUHUMATENSAMUN B CIlydasX, €CrM OHU UCMONb3YHTCS UCKITHOYUTENBHO
npu pasBedeHuu, BblpallMBaHUN, COAEPKaHUM U NIEYEHUN KUBOTHBIX, MOXET OCYLLECTBNSATbCA 6e3 noryyYeHus NUUEeH3Mn Ha
hapmMaLeBTUYECKYI AesTeNbHOCTb.

(Yactb B peagakummn, BBeaeHHon B aencteme ¢ 22 Hos0psa 2014 roga PenepanbHbiM 3aKOHOM OT 22 okTs6pa 2014 rona N
313-03. - Cm. NpeablAyLLYI0 PeaakLmio)

2. MpaBuna xpaHeHUs NEeKapCTBEHHbIX CPEACTB YTBEPXOAlTCH COOTBETCTBYHOLUMM YMNOMHOMOYEHHbIM dhedeparnbHbIM
opraHoM UCMONHUTENbHOW BNacTu.

3. XpaHeHme HapKOTUYECKNX JNTeKapCTBEHHbIX cpencrts, NCUXOTPOMHbIX JNTeKapCTBEHHbIX cpencTs,
panmocbapmaueBTquCKmx JIeKapCTBEHHbIX CpeacTB OCYLLEeCTBIAETCA B COOTBETCTBMM C 3aKOHOOATENIbCTBOM Poccuiickon

depepauuu.

KommeHTapum Kk ctatbe 58
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CTATbA 58_1. NPEAMETHO-KONUYECTBEHHbIN YYET IEKAPCTBEHHbIX CPEACTB ANA MEQULUMHCKOIo
NMPUMEHEHUA

1. I'Iepequb NleKapCTBeHHbIX cpeacTB Ond MeOUUMHCKOro npumMeHeHud, noanexawmx npeamMmeTHO-KOonn4yecTtBeHHOMY
yuyety, yrBepxaaetca ynoriHOMO4YeHHbIM daenepaanblm opraHom WCMONMHNTENBbHON BNAcTu.

2. MNMopsaok BKITHOYEHUST NTEKAPCTBEHHbIX CPEACTB AN MeOULMUHCKOro NMpUMEHEeHUs B NepeyvyeHb NeKapCTBEeHHbIX cpeacTs
AN MEAWLMHCKOTO MPUMEHEHUS, NOANeXaliMx NpeaMETHO-KONMYECTBEHHOMY YYETY, YCTaHaBMMBAETCS YMNONHOMOYEHHbLIM
denepanbHbIM OpraHOM WCMONHUTENbLHOW BNacTX MO COrnacoBaHuUo ¢ deaepanbHbIM OpraHOM WCMONMHUTENbHOW BRacTw,
YMOSTHOMOYEHHBLIM B cdhepe BHYTPEHHUX Aen.

(Yactb B pegakumu, BBegeHHon B gencteue ¢ 4 nonsa 2016 roga PenepansHbiM 3akoHom oT 3 nong 2016 roaa N 305-93.
- CM. npeaplayLyo peaakLmio)

3. MpeaMeTHO-KONMMYECTBEHHbIN YYET NEKAPCTBEHHbIX CPEACTB AN MEAULIMHCKOrO MpUMEHEHUs BedyT MpPOU3BOAMTENN
NeKapCTBEHHbIX CPEACTB, OpraHuW3auuM OMTOBOW TOProBMM NEKapCTBEHHbIMKW CPeACTBaMM, anTeyYHble OopraHu3aumu,
WHOMBMAYarnbHbIE NpPeanpuHUMAaTenv, UMeloWMe JUUEeH3N Ha dapMaueBTUYECKylo AesTeNlbHOCTb WM MUUEH3N0 Ha
MeOMLUMHCKYI0 AesTeNbHOCTb, M MeAMUMHCKUE OpraHu3auuu, OCyLLeCTBrsiowmMe obpalleHne nekapCTBEHHbIX CPeacTB Ans
MeOMLMHCKOTO MPUMEHEHUS, NyTEM PErncTpaummn nobbix CBA3AHHLIX C UX obpalleHMeM onepauuii, NPy KOTOPbIX N3MEHSIETCS
UX KONMMYECTBO M (MNN) COCTOSIHME, B CreLManbHbIX XypHanax ydeta onepauuii, CBA3aHHbIX C 0OpalleHUeM NeKapCTBEHHbIX
CpeacTB Ans MeAMLMHCKOro NPUMEHEHMS (Aanee - cneuvarnbHble XypHarbl).

4. MMpaBuna perucTpauuMm onepaumin, CBsi3aHHbIX C obpalleHMeM eKapCTBEHHbIX CPEeAcTB AN  MeaWLMHCKOro
NMPUMEHEHWS, BKIMHOYEHHBIX B NEpPeYeHb NEKAPCTBEHHbIX CPeACTB ANst MEAMUMHCKOIO NPUMEHEHWs, Noanexalinx npeameTHo-
KONMYECTBEHHOMY YYETY, B CrieLnanbHbIX XypHarnax U npaBunia Be4eHUs U XpaHeHWUsi crneumarnbHbIX XKypHanoB yTBepXaarTcs
YNOMHOMOYEHHbIM hegeparnbHbIM OpraHoOM UCMONHUTENBHOWM BRACTW.

5. KoHTponb 3a cobniogeHnem npaBun permctpauny onepaumi, CBs3aHHbIX ¢ obpalleHMeM fekapCTBEHHbIX CPeacTB Ans
MELMULMHCKOTO MPUMEHEHWS!, BKIIOYEHHBIX B MEepeyvyeHb IeKapCTBEHHbIX CPeacTB Ansi MEeOUUMHCKOTO  MpPUMEHEHMS,
nognexaiimx npeaMeTHO-KONMYEeCTBEHHOMY Y4YeTy, B CrieumarnbHbIX XypHanax, a Takke 3a cobniogeHvem npasun Be4EHUS U
XpaHeHus cneumanbHbIX XypHanoB BO3Maraetcs Ha YNONHOMOYEeHHble deaeparnbHble OpraHbl UCMOMHUTENbLHOW BRacT u
opraHbl MCNonHUTENbLHOW BriacTn cybwektoB Poccuiickon depepaumm, OCyLIECTBASIOWME NULEH3NPOBaHUE MNPOW3BOACTBA
neKapcTBEHHbIX CPEeAcTB, dhapmaLeBTUYECKON AEATENbHOCTU U MEOULMHCKON AEeATENbHOCTU, U OCYLLECTBASETCH B paMkKax
NULEH3NOHHOIO KOHTPONS.

(Ctatbsa gononHuTenbHO BktodeHa ¢ 25 uioHa 2013 roga PenepanbHbiM 3akoHOM OT 25 aekabps 2012 roga N 262-93)

KommeHTapum k ctatbe 58 1

MABA 11. YHUMTOXEHUE NEKAPCTBEHHbLIX CPEACTB
CTATbA 59. OCHOBAHUA U NOPAAOK YHUYTOXEHUA NEKAPCTBEHHbBIX CPEACTB

1. HepobpokayecTBeHHble rekapcTBeHHble CpPeAcTBa, hanbcnduLMpoBaHHbIe NeKapCTBEHHblE CpeacTBa noanexar
M3bATUIO U3 0OpaLLEHNSA N YHUUTOXEHUIO B NOpsaaKe, ycTaHoBneHHoM [NpasuTtensctBom Poccuiickon degepauun. OcHoBaHNEM
AN YHUYTOXEHUSI TeKapCTBEHHbIX CPEACTB SBMSETCA pelleHne Bnafenbla neKkapCTBEHHbIX CpeacTB, pelueHue
COOTBETCTBYIOLLENO YMNOSHOMOYEHHOTO hefeparibHOro opraHa UCMONMHUTENBHOM BNacTy UNW peLleHne cyaa.

(YacTtb B pegakuun, BBegeHHom B gencteme ¢ 1 ntona 2015 roga PenepanbHbiM 3akoHOM OT 22 nekabps 2014 roga N 429-
®3. - CMm. NpeaplayLLyo peAaKLnio)

2. KoHTpachakTHble nekapCTBEHHbIe CPEeACTBa noanexar M3bATUI0 U3 06palleHns N YHUHTOXEHUIO MO peLUeHuio cyaa.
MopagoKk  YHMUTOXEHUS KOHTpadiaKTHbIX NeKapCTBEHHbIX CpeacTB ycTaHaenueaetca [lpasButenbcTtBoMm  Poccuiickon
denepaumm.

(YacTb B pegakumu, BBegeHHon B fenctame ¢ 1 nonga 2015 rona PenepanbHbiv 3akoHoM 0T 22 fekabpa 2014 rona N 429-
®3. - CM. npeapIayLLyio peaakLmio)

3. Pacxogbl, cBsi3aHHblEe C YHUYTOXEHNEM KOHTpad:)aKTHbIX JNIeKapCTBEeHHbIX CpeacTs, HeﬂOGpOKaLIeCTBeHHbIX
JNIeKapCTBeHHbIX CpeacTs, C*)aJ'IbCI/I(*)VILI,I/IpOBaHHbIX NeKapCTBEeHHbIX CpeacTBs, BO3MeELLaoTCA X BnagenbueMm.

4. Bnageneu NNeKapCTBEeHHbIX CpencTB AOJIKEH npeacrtaButb B yﬂOJ'IHOMO‘-IeHHbII;I (*)enepaanbM opraH NCMOSTHUTENbHON
BNnactn OOKYMEHT WM 3aBepeHHYo B YCTaHOBJIEHHOM nMopAgke ero Konuw, noareepXaakvlmne (*)aKT YHUYTOXEHUA
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JNIeKapCTBEeHHbIX CpeacTB.

5. CoOTBETCTBYIOLMIA YMNONHOMOYEHHbIN deaepanbHbii OpraH WCMOMHUTENBHOM BMacTu, MPUHSIBLUMIA pelueHne o0
YHUYTOXEHWM NEKapPCTBEHHbIX CPEeACTB, OCYLLECTBASET KOHTPOSb 3a UX YHUYTOXEHUEM.

6. YHUUYTOXEHNE NeKapCTBEHHbIX CPEACTB MPOU3BOAMTCS OpraHM3aumsiMu, UMEKLMMN COOTBETCTBYOLLYIO NULEH3UIO0, Ha
cneumanbHo 06OpyAOBaHHbLIX Mowagkax, MonuroHax U B crneuvanbHO OOOpyAOBaHHbIX MOMELLEHNUAX C cobrogeHnem
TpeboBaHM B 06nacTy oxpaHbl OKPY>KatoLLEN Cpeabl B COOTBETCTBUM C 3akoHogaTenscTBoM Poccuickon degepaumu.

7. HapkoTuuyeckne nekapcTBEHHble CPeACTBa, MCUMXOTPOMHbLIE NEKapCTBEHHblE CPEeAcTBa, pagvodapmaueBTUYecKue
neKapCTBEHHblE CPEACTBa YHUUTOXAIOTCSH B COOTBETCTBUM C 3aKOHOAaTeNnbCTBOM Poccuiickoin depepaumu.

KommeHTapum k ctatbe 59

MABA 12. TOCYOAPCTBEHHOE PEIYJIMPOBAHMUE LIEH HA NNEKAPCTBEHHbDIE MNMPEMNAPATbI OJ151
MEOWLIMHCKOIO NPUMEHEHUA

CTATbA 60. FTOCYOAAPCTBEHHOE PETYNMPOBAHUE LIEH HA NEKAPCTBEHHbIE NPENAPATbI ANA
MEOWLIMHCKOIO NPUMEHEHWUA

1. TocymapcTBeHHoe perynupoBaHMe LEeH Ha NekapcTBeHHble npenapaTtbl ANS  MEAULMHCKOrO  NMPUMEHEHMs
OCYLLECTBNSIETCSH NOCPEACTBOM:

(AB3aL B pegakuuun, BBeAeHHON B genctene denepanbHbiM 3akoHOM OT 26 MapTa 2020 roga N 67-93. - CM. npeabiayLyto
penakumio)

1) yrtBepxaeHusa [lpaBuTenbctBom Poccuiickon ®egepaumn nNepeyHss XMU3HEHHO HeOoOXOAMMbIX W BaXKHEMLUMX
nekapcTBEHHbIX MpenaparToB, KOTOPbI (hOPMUPYETCA U HE pexe O4HOro pasa B rof nepecMmaTpuBaeTcs B YCTAHOBNEHHOM MM
nopsidike Ha OCHOBE KOMMIIEKCHOWM OLIEHKW NEKapCTBEHHbIX MpenapaTtoB, BKMOYas aHanmM3 CBeOeHUM O CpaBHUTENbHOW
KIMHUYECKON 3h(PeKTUBHOCTM M BE30NaCHOCTU NEKAPCTBEHHOIO CPeACTBa, OLEHKY SKOHOMUYECKUX MOCNEACTBUA NPUMEHEHUS]
nekapCTBEHHOro cpeacTsa U U3ydeHne AonofHUTENbHbIX MOCNEACTBUI NPUMEHEHUS NTeKapCTBEHHOIO CPEACTBa;

(MyHkT B pepakumu, BBeaeHHoM B Aenctaure ¢ 1 nonsa 2015 roga ®enepansHbiM 3akoHoM OT 22 fekabpsa 2014 rona N 429-
®3; B pegakuun, BBegeHHon B aencterne PenepanbHbiM 3akoHoMm oT 13 wmong 2020 roga N 206-93. - CM. npeablayLuyio
penaKuuio)

2) yTBEPXOEHUS METOAMKW pacyeTa MpefenbHbIX OTMYCKHbIX LEH MNpou3BoAMUTENEN Ha JlekapCTBEHHble npenaparsbl,
BKIMOYEHHbIE B MepeyYeHb XXMU3HEHHO HEOOXOAMMbIX U BaXXHEWLWMX JEeKapCTBEHHbLIX MpenapaTtoB, a Takke BHEAPEeHUs
MexaHM3MOB hOPMUPOBAHUS CUCTEMbI PEEPEHTHBIX LIEH;

(MyHKT B pegakuun, BBeaeHHon B aenctene ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 nekabps 2014 rona N 429-
®3; B pegakuuun, BBeaeHHon B gencteme ¢ 7 noHa 2019 roga PenepanbHbiM 3akoHOM OT 6 mioHa 2019 roga N 134-93. - Cwm.
0ReabIAyLLYI0 pefakumio)

3) rocygapCTBEHHOW perumctpauum npenenbHbiX OTMYCKHbIX LIEH NPOM3BOAUTENEN Ha JeKapCTBEHHble npenaparhbl,
BKIIOYEHHbIE B MEPEYEHDb XXN3HEHHO HEOOXOOUMbBIX U BaXKHENLLUNX NEKAPCTBEHHbLIX NPenaparos;

(MyHKT B pepakumun, BBeaeHHOM B aencteme ¢ 7 noHs 2019 roga ®enepansHbiv 3akoHOM oT 6 mnioHs 2019 rona N 134-93.
- CM. mpeabIayLLyo PeAaKLMIo)

4) BefeHusl rocygapCTBEHHOIO peecTpa NpedernbHbIX OTMYCKHbIX LeH MPOU3BOAMTENEN Ha NekapCTBEHHbIe npenaparthl,
BKITIOYEHHbIE B NEepeYeHb XM3HEHHO HEOOXOAMMbIX U BaXKHEWLLMX NEKAPCTBEHHBIX NPenapaTos;

5) yTBepXOeHUs METOAMKW YCTaHOBIMEHWS OpraHamu WUCMNONMHUTENbHOW BnacTn cyobekToB Poccuiickon ®epepaumm
npenenbHbiX pa3mMepoB OMTOBbIX HAA0ABOK U NPeAenbHbIX pasMepoB PO3HUYHbIX HAaA0aBOK K haKTUYECKMM OTMYCKHbIM LieHaMm,
YCTaHOBMNEHHbIM NPOU3BOAUTENSMM NIEeKapCTBEHHbIX MpenapaTtoB, Ha NeKapCTBEeHHble npenapaTthbl, BKMOYEHHbIE B NepeyeHb
XN3HEHHO HEOBXOOMMBIX N BaXKHENLUNX NIEKapCTBEHHbIX NpenapaTtos;

6) YCTaHOBINEeHUA npeaesfibHbiX pa3MepoB ONTOBbIX HagbaBoK U npenenbHbIX pa3MepoB PO3HUYHbIX HanbaBoK K
(*)aKTW-IeCKVIM OTNYCKHbIM LU€eHaM, YCTaHOBJIEHHbIM NpPOU3BOAUTENAMU J1€KapCTBEHHbIX MpenapaTtoB, Ha JleKapCTBEeHHbIe
npenaparbl, BKIO4YEHHbIE B NepevyeHb XXN3HEeHHO HEeOBXOAMMBIX N BaXKHEWLLINX NNeKapCTBEHHbIX NpenapaTtos;
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7) yTBEpXAEHMS nopsgka Bblgayn NnpeanucaHvin opraHam UCMoNHUTENbHOM BriacT cybbekToB Poccuickon ®egepaumm o
npvBeLeHNN B COOTBETCTBME C 3akoHopaTenbcTBOM Poccuiickon ®Pepepaumm pelueHuidi o6 yCcTaHOBMEHWM NpenenbHbIX
pa3mepoB ONTOBbIX HaAbaBoK M npedenbHbIX pPasMepoB PO3HUYHBIX HaA0aBOK K (aKTUYECKUMM OTMYCKHbIM  LeHaMm,
YCTaHOBMNEHHbLIM NPOU3BOAUTENSAMM NIEKApPCTBEHHbIX MpenapaTtoB, Ha NeKapCTBEHHbIe npenapaTthbl, BKMOYEHHbIE B NepeyeHb
XW3HEHHO HEOBXOAMMBIX U BaXKHENLLMX NeKapCTBEHHbIX NMpenapaToB, €Cri OHM MPUHATBI C HapyLleHWEM 3aKoHOo4aTenbCTBa
Poccuickon ®enepaumm, B nopsgke, yctaHosneHHom Npasutenscteom Poccuiickon Pegepauum;

8) HanpaBneHus ynonHOMOYeHHbIM dhedepanbHbIM OpraHoM UCMOSHUTENbBHOW BNAacT opraHaMm WCMONMHUTENbHOW BNacTu
cybbektoB Poccuiickon Pegepaumm npegnucaHvii 0 NpyvBedeHWM B COOTBETCTBME C 3aKoHOOATENbLCTBOM Poccuiickon
degepaumnn NpUHATLIX C HapylLleHWeM 3akoHopaTtenbcTBa Poccuiickorn degepauumn pelleHuin o6 ycTaHOBEHUN npeaenbHbIX
pasMepoB OMNTOBbIX HaA0aBOK W MpedenbHbIX pPasMepoB PO3HUYHbIX HagbaBOK K LEHaM Ha NekapCTBeHHble npenaparthl,
BKITIOYEHHbIE B NepeYeHb XN3HEHHO HEOOXOAMMBIX U BaXKHENLLMX NeKapCTBEHHbIX Npenaparos;

9) ocywlecTBneHus eagepanbHOro rocygapCTBEHHONO Hagsopa B cdepe obpalleHus NeKapCTBEHHbIX CpPeacTB MU
pernoHanbHOro rocygapCTBEHHOMO KOHTPONSA 3a MNPUMEHEHWEM LeH Ha feKkapCTBEHHble npenapaTtbl COOTBETCTBEHHO
YMONMHOMOYEHHbIMU (befepanbHbIMU OpraHamMu WCMONHUTENBHOW BMAcTU M OpraHamu MCMOMHUTENbHOW BracTn CyObeKToB
Poccuickon ®egepaumm cornacHo nx KoMneTeHuuun B nopsake, ycraHoeneHHoM NpasutensctBoM Poccuiickon ®egepaunu;

(MyHKT B pemakumm, BBeAeHHOM B aencteue ¢ 25 unioHa 2012 roga PenepanbHbiM 3akoHOM oT 25 mtoHda 2012 roga N 93-

®3. - CM. mpeabIAyLLYy0 PEAAKLIMIO)

10) npumeHeHNs NpegyCMOTPEHHbIX 3akoHogaTenbcTBoM Poccunckon degepauum mep OTBETCTBEHHOCTU 3a HapylleHue
nopsiaika LeHoobpa3oBaHUS Ha flekapCTBEHHbIE NpenapaTthbl, BKMNIOYEHHbIE B NepeYeHb XXU3HEHHO HEOBXOAMMbBIX U BaXKHENLLMX
neKapCTBEHHbIX NpenapaTos.

(MyHkT B pemakuunun, BBegeHHon B gencteue ¢ 1 mapta 2020 roga PeaepanbHbiM 3akoHOM OT 27 aekabps 2019 rona N
475-93. - CM. NpeablAyLLYI0 PDEAAKLIMIO)

2. B ycnoBusx u4pesBbldadHOW cuTyauunm u (MnM) MNpUM  BO3HWKHOBEHWMM Yrpo3bl pacnpocTpaHeHus 3aboneBaHus,
npeacTaBnsloLWero oNacHOCTb ANs OKPYXalLlmx, a Takke B Cryyae, eCnu B TeYeHue TpuauaTtu KaneHdapHbIX AHen nocne
npuHaTua  [lpaButenbctBoM Poccuiickon ®epepaunn pelleHns O NpoBeAEHMUM MOHUTOPWMHIa PO3HWYHBIX LEeH Ha
nekapcTBeHHble npenaparbl, He BKMIOYEHHblE B MepevYeHb XWU3HEHHO HeobXOOUMBIX W BaXXHEWLUX NeKapCTBEHHbIX
npenapaToB, Ha Tepputopusx cybbektoB Poccunckon Pegepauum BbISBNEH POCT PO3HUYHBLIX LEH Ha YyKasaHHble
nekapcTBEHHble npenapaTbl Ha TpuauaTb NpoueHToB 1 bonee, MNpaBuTtenscTBo Poccuickon denepaumm BnpaBe YCTaHOBUTb
npenenbHble OTNYCKHbIE LieHbl MPOM3BOAMTENEN Ha yKa3aHHble NeKapCTBEHHble npenaparbl, NpeaenbHble pa3Mepbl OMTOBbIX
HapbaBoK M npefenbHble pa3Mepbl PO3HUYHBIX HaAbaBOK K (HaKTUYECKMM OTMYCKHbIM LieHaM MPOU3BOAMTENEN Ha yKa3aHHbIe
nekapcTBeHHble npenapatbl. [lepedeHb NekapCTBEHHbIX NPenapaTtoB, HE BKIMHOYEHHbIX B MEPEYEHb XU3HEHHO HEOOXOAMMbIX U
BaXKHEMLINX NeKapCTBEHHbIX MpenapartoB, M NOPSAOK ero dopmupoBaHusa onpegenstoTca [MpaButensctBoMm Poccuiickon
degepauuu.

(YacTb gononHutensbHo BkNoveHa PenepanbHbiM 3akoHOM oT 26 mapTa 2020 rona N 67-93)

3. B TeyeHue geBsiHOCTa KaneHOapHbIX OHeW co AHA yTBepxaeHus MNpasutensctBoM Poccuiickon degepaummn nepeyHs,
YKa3aHHOro B YacTu 2 HaCTosUleW CTaTbW, HEe AOMYyCKalTCa peanusaums U OTMYCK BKITHOYEHHbIX B HEro JieKapCTBEHHbIX
npenapaTtoB MO LiEeHaM, MNpEeBbLIWAWNM npedernbHble OTMYCKHbIE LieHbl NPOM3BOAUTENEN Ha YyKasaHHble JleKapCTBEHHble
npenapaTtbl, NpeaenbHble pasmepbl ONTOBbIX HaabaBoK M NpedenbHble pasMepbl PO3HMYHBIX HaAA0aBOK K haKTUYECKUM
OTMNYCKHbIM LIEHaM NPON3BOAUTENEN Ha yKasaHHbIe NeKapCTBEHHbIE NpenapaThl C y4ETOM Hanora Ha [06aBneHHY CTOMMOCTb.

(Yactb gononHuTensHO BKNtoveHa PeaepanbHbiM 3akoHOM OT 26 MapTa 2020 roaa N 67-93)

KommeHTapum k ctatbe 60

CTATbA 61. TOCYOAPCTBEHHAA PETUCTPALIUA U NEPEPETUCTPALIUA NPEAENIbHBIX OTMYCKHbIX LIEH
NMPOU3BOAOUTENEN HA NEKAPCTBEHHbIE NPEMNAPATbI, BKITKOMEHHbLIE B NMEPEYEHb XKU3HEHHO
HEOBXOAUMbIX N BAXHEULNX NEKAPCTBEHHbIX NPEMAPATOB

1. MNpenenbHas oTNyckHas LeHa NPOW3BOAMTENS Ha MeKapCTBEHHbIM Npenapat, BKIOYEHHbIM B MepeqYeHb XMU3HEHHO
HeobXxoOMMbIX W BaXHEWWMX feKapCTBEHHbIX MpenapaToB, MOANEXUT roCyqapCTBEHHOW perucTpaumMm B MNopsiake,
yctaHoBneHHoMm [lpaButenbctBoMm Poccuiickon ®egepaumm, Ha OCHOBaHUM MNPEACTaBNEHHOrO B YMNOMHOMOYEHHbIV
defepanbHbIi OpraH UCMONHUTENLHOW BNacTW 3asiBMEHUs AepxaTens unv Bnafernbla perncTpauyoHHOro yaoCTOBEPEHMS
nekapcTBeHHOro npenaparta (YNnosiHOMOYEHHOro UM nmua).
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2. 3aperucTtpupoBaHHas npefenbHas OTMyCKHas LeHa MPOW3BOAUTENA Ha NEKapCTBEHHbIM Npenapar, BKIOYEHHbIN B
nepeveHb XU3HEHHO HEOBXOOMMBIX U BaXKHENLLUX NEKapCTBEHHbIX MpenapaTtosB, MOXeT BbiTh NepeperncTpmpoBaHa B CTOPOHY
yBENUYeHNs1 oOuH pa3 B KarneHOapHOM rofy Ha OCHOBaHUM MPEACTaBIEHHOro B YMOMHOMOYEHHbIN dedeparbHblii opraH
MCMOMHUTENBHON BracT A0 1 OKTABpsA KaxkOoro roda 3asBleHus [epKaTens Wnu Brnagenbua PerMcTpaLyoHHOro
yAOCTOBEPEHUS! NeKkapCTBEHHOro npenapara (YnonHOMOYEHHOro MM nuua).

3. 3apeFMCTpMpOBaHHaﬂ npegenbHaa OTNyCKHaA uUeHa npoun3BoauTeNnda Ha ﬂeKapCTBeHHbIVI npenapar, BKIIOYEHHbIN B
nepe4vyeHb XU3HeHHO HEOBXOAMMbBIX N BaXKHENLLMX NNIeKapCTBEHHbIX nNpenapartoB, MOXeT ObITb nepeperncrpmnpoBaHa B CTOPOHY
CHMXXEeHNA Ha OCHOBaHUW NpeacTtaBeHHOINo B yI'IOJ'IHOMOHeHHbIVI Cbeﬂ,epa.l'lebIVI opraH WCNONHUTENBHOW BNacTu 3asiBNeHnst
aepxarena nnum snagenbua permcTtpaulMoHHOro yaoCctoBepeHud nekapCcTtBeHHOro npenapara (yI'IOJ'IHOMO‘-IeHHOI'O nm nmu,a).

4. [lepxaTenb nnv BnageneL, permcTpaLnoHHOro yoocToBepeHNs nekapCTBeHHOro npenapata (YynorHOMOYeHHOe UM N1LO)
0653aH npeacTaBUTb B YMNOMHOMOYEHHbIM defepanbHbli opraH MCNOMHUTENbLHON BracTi 3asiBNeHWe O nepeperncrpauum
3aperncTpupoBaHHON nNpeaenbHON OTNYCKHOMW LieHbl NMPOM3BOAUTENS Ha JIeKapCTBEHHbIWM Npenapar, BKITOYEHHbIN B nepevyeHb
XN3HEHHO HEOOXOAMMbIX N BaXKHEMLLNX NEKAapCTBEHHbIX NPenapaToB, B CTOPOHY CHUXXEHMUS B CreAyHoLLMX CyYasx:

1). CHWXKEHME LeHbl B MHOCTPaHHOW BartoTe Ha NeKapCTBEHHbIV NpenapaTt B CTpaHe Npou3BoauTens u (Unu) B cTpaHax, B
KOTOPbIX FEKAPCTBEHHbIV NpenapaT 3aperucTpupoBaH 1 (Un1) B KOTOpPbIE NOCTaBISIETCS MPOM3BOAUTENEM;

2) CHMXeHne UeH Ha pedaepeHTHble JIeKapCTBeHHble Mnpenapartbl B COOTBETCTBUN C MNYHKTOM 1 HacTosulen Yactu (,EI,J'IH
COOTBETCTBYHOLLKMX BOCNPOMN3BEAEHHbIX, OroaHanoroBbIx (6I/IOI'IOJJ,O6HbIX) JIeKapCTBEHHbIX npenapaTOB);

3) npeBblleHWe npeaenbHOW OTMYCKHOW UeHbl Ha MepBbld BOCNpOM3BeAeHHbIW, BuoaHanorosbi (61onoaobHbINn)
nekapcTBeHHbIN npenapaT MHOCTPaHHOro NPOM3BOACTBA Had npefenbHOW OTMYCKHOW LIeHOW MNpou3BOAMTENS Ha BTOPOM
BOCMpPOM3BEAEHHbIN, BruoaHanorosbi (6MONOAOOHEIN) NEKAPCTBEHHbIVM Npenapart, pacCinTaHHON B COOTBETCTBMM C METOAMKON,
yTBepxxaeHHoun MNpasutenscteom Poccuiickon ®enepaunu;

4) npeBblleHMe MpeaenbHon OTMYCKHOW LeHbl Ha NepBbli BOCMPOU3BEOEHHbIW, OGuoaHanoroBbin (6MONOAOOHbIN)
nekapcTBeHHbIN npenapaTt npousBoauTenst rocydapcTea - yneHa EBpasvnckoro 9KOHOMUYECKOro cok3a Hapj npeaernbHon
OTMYCKHOW LieHOW Npon3BOAMNTENS Ha BTOPOW BOCMPOM3BEAEHHbIN, GuoaHanorosbin (61onoaobHbIN) nekapcTBEHHbIN npenapar
npoussBoanTensa rocygapcrea - uneHa EBpasvMiCcKOro 3KOHOMMYECKOro Cok3a, pacCYUTaHHOM B COOTBETCTBMM C METOOUKOWN,
yTBepxxaeHHom MNpasutenbctBoM Poccuiickon ®egepaunn.

5. MNopsnok nepepervcTpaumm 3apermcTpMpoBaHHbIX MpederbHbIX OTMYCKHbIX LIeH MPOM3BOAMTENEN Ha NekapCTBEHHble
npenapatbl, BKMOYEHHbIE B MEPEYEHb XM3HEHHO HEOOXOAMMbBIX U BaXXHEWMLUUX NeKapCTBEHHbIX MpenapatoB, B Crny4vasy,
npeaycMOTPEHHbIX YacTamu 2-4 HacTodulen cTatbk, ycTaHasnueaeTca NpasutensctsoM Poccuiickon ®egepaumn.

6. DKOHOMMYECKMIN aHanNM3 NMpeaernbHON OTMYCKHOMW LieHbl MPOM3BOAMTENS HA JIEKAapCTBEHHBIN Npenapart, BKITHOYEHHbIN B
nepeveHb XM3HEHHO HEOOXOAMMbIX U Ba)KHEMLUMX NEKapCTBEHHbIX NMpenapaTtoB, NpU ee rocyaapCTBEHHOW perucTpauum uim
nepeperucTpauum ocylecTenseTca degepanbHbiM OpPraHoM MWCMOMHUTENBHOW BNacTh, OCYLUECTBASIOWMM (YHKUMM MO
NPUHATUIO HOPMAaTMBHbLIX MPAaBOBbIX AKTOB M KOHTPOMK 3a cobniogeHuMeM 3akoHodaTenbcTBa B cdhepe rocygapCTBEHHOIO
perynupoBaHus LeH (TapndoBs) Ha ToBapbl (ycnyru).

7. PacueT npegenbHbIX OTMYCKHbIX LEH, YKasaHHbIX B 4YacTax 1 v 2 HacTosulen cTatbu, NpU UX rocygapCTBEHHOW
peructpaumm unu nepeperucTpaumm OCYLUEeCTBMSEeTCS B COOTBETCTBMM C METOAMUKOMW, yTBepXAeHHow [IpaBuTenbCTBOM
Poccuinckon ®epepaumm 1 yuntbiBatoLLen B TOM YUCHIE:

1) cobntogeHne GanaHca NHTEPECOB n0Tpe6MTene|?1 NNeEKapCTBEHHbIX MnpenapartoB, BKIMHOYEHHbLIX B NepedyeHb XU3HEHHO
HEOOXOAMMBIX U BaXKHEMLUNX neKkapcTBEHHbIX NpenapaToB, U NPOU3BOAUTENEN NeKapCTBEHHbIX npenapaToB, BKMHOYEHHbIX B
nepe4yeHb XXN3HEHHO HEOBXOAMMbIX Y BaXKHENLLNX J1IeKapCTBEHHbIX Npenaparos,;

2) haKTMYeCKyto OTNYCKHYIO LIEHY Ha flekapcTBeHHble npenapaTtbl B Poccuickon degepaunmn, LeHy BBO3a NEKapCTBEHHbIX
npenapaTtoB B Poccuiickyto Pefepauuto, a Takke LEHbl Ha aHanorvyHble INeKapCTBEHHble Npenapatbl, HaxoasLuecs B
obpaueHnn B Poccuinckon ®enepaunu;

3) saTparbl NPOV3BOAMTENS NEKAPCTBEHHOIO Npenapara Ha NPoV3BOACTBO U peann3auunio NekapcTBeHHOro npenapara;

4) UeHy Ha NnekapCTBEHHbI Npenapar, ero LeHy B CTpaHe Mpou3BOAWTENS U B CTpaHaX, B KOTOPbLIX feKapCTBEHHbIN
npenapaT 3aperMcTpupoBaH 1 (MNn) B KOTOPbIE NOCTaBMAETCS NPOU3BOSUTENEM.
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8. He O0NyCKakTCA peann3auna n oTnyck JieKapCTBEHHbIX NpenapartoB, BKIMKOYEHHbIX B nNepe4vyeHb )XN3HEeHHO HeobxoanMMbIX
M BaXXHEWLLIMX JIeKapCTBEHHbIX nNpenapatoB, Ha KOTOpble MNMpou3BoOUTENAMU  JIEKApCTBEHHbIX MNpenapaTtoB He
3aperncTpmpoBaHa npegenbHaa OTnyCKHaaA LeHa, peanm3auna npoun3BoanTendaMn JNekKapCTBEeHHbIX MnpenapatoB Mo LUeHaMm,
npesbillarowLMM  3aperncTtpupoBaHHble UM NepeperncTpupoBaHHbie npenernbHble OTNyCKHble LUeHbl Ha JieKapCTBEHHbIe
npenapartbl C y4€TOM HaJiora Ha ,ClO6aBI'IeHHy}O CTOUMOCTb.

9. OCcoBeHHOCTM rOCYyaapCTBEHHOrO PErynMpoBaHvs npedernbHbIX OTMYCKHbIX LieH MPOM3BOAMTENEN Ha JEeKapCTBEHHbIE
npenapaTbl, BKITIOYEHHbIE B NEPEYEHb XKNU3HEHHO HEOOXOANMBIX M BaXKHEWLLMX NEKAPCTBEHHbIX NpenapaTos, B 3aBMCUMOCTH OT
3KOHOMMYECKUX U (MNK) coumanbHbIX KpUTEpMEB (M3MEHEHWE YCITOBWUI, Nopsiaka MU CTOMMOCTM NMPOU3BOACTBA SIEKaPCTBEHHbIX
npenapaToB, UCMoNb3oBaHWE HOBbIX hOPM, METOAOB M CNOCOBOB roCcy4apCTBEHHOIO PErynMpoOBaHNs LIEH HA NIEKapCTBEHHbIE
npenapatbl, B TOM 4YMCNE Ha OCHOBE MexaHu3ma pegepeHTHOro LEeHOOOpa3oBaHMs, WM3MEHEHUN MNOpsiAKa OKal3aHus
MEOVLVNHCKON MOMOLLM, U3MEHEHME KypCa WHOCTPAHHOW BamnTbl U MHble U3MEHEHMs!) yCcTaHaBnmBaloTcs [MpaBUTENbLCTBOM
Poccuinckon ®eanepaumm.

(YacTb B pegakuun, BBedeHHoM B fencteme PeaepanbHbiv 3akoHOM oT 8 mapTa 2022 roga N 46-93. - Cm. npeabiayLuyo
peaakumio)

(CtaTtbs B pegakumu, BBegeHHon B aenictene ¢ 7 mioHs 2019 roga PenepanbHbiv 3akoHOM 0T 6 moHa 2019 roga N 134-
®3. - CM. npeapIayLLyio peaakLmio)

KommeHTapun k ctatbe 61

CTATbSA 62. FTOCYOAPCTBEHHbIA PEECTP NPEAENbHbIX OTMYCKHbIX LUEH MPOU3BOOUTENEW HA
NEKAPCTBEHHbIE MPEMNAPATbI, BKIKOYEHHBLIE B NEPEYEHb XKU3HEHHO HEOBXOAUMBIX U
BAXHENLWIUX NNEKAPCTBEHHbIX NMPENAPATOB

1. 3apeructpmpoBaHHble NN nepeperncTprpoBaHHbie NpeaeribHble OTMYCKHbIE LeHbl NPON3BOAUTENEN Ha NeKapCTBEHHbIE
npenapaTtbl, BKIOYEHHbIE B MNEPEYEHb XM3HEHHO HEOOXOAUMbLIX W BaXKHEWLWIMX NEeKapCTBEHHbLIX NpenapaToB, noanexar
BKMIOYEHNIO B FOCYAAPCTBEHHbIA peecTp npefdernbHbIX OTNYCKHbIX LIEH MpOM3BOAMTENEeN Ha NeKapCTBEHHble npenapathbl,
BKIMIOYEHHbIE B NEpeYeHb XU3HEHHO HEOBXOOUMbBIX U BaXXHENLUMX NEKapCTBEHHbIX NpenapaTos.

(Yactb B pegakumun, BBegeHHon B gencteue ¢ 7 uoHa 2019 roga PenepanbHbiM 3akoHoM oT 6 moHa 2019 roaa N 134-93.
- CM. npeaplayLyo peaakLmio)

2. TocynapCTBEHHBIN PeecTp NpeaernbHbIX OTMYCKHbIX LEeH NPOM3BOAMTENEN Ha NeKapCTBEHHbIE NpenapaTthl, BKIOYEHHbIE
B MNepeyeHb >XWU3HEHHO HeobXoOMMbIX W BaXXHEMLIUX FeKapCTBEHHbIX MpenapaToB, coaoepxut B cebe creaytoLlyto
MHopMaLnto:

1) HammeHoOBaHWe pgepxaTenss WnNu Bragenbua pPerncTpaumoHHOrO YOOCTOBEPEHMSI NEKAPCTBEHHOrO npenapara,
HaUMEeHOBaHWE NPOU3BOAUTENS IIeKApCTBEHHOIO Mpenapara, CBedEeHWst O perMcTpauun gepxatens wnv Bnagenbua
perncTpaumoHHOro yaoCTOBEPEHNSI NTEKAPCTBEHHOIO Mpenapara, CBEAEHUS O perMcrpauumn nNpov3BOAUTENS fieKapCTBEHHOIo
npenapaTta ans MeOULUMHCKOTO NMPUMEHEHUs! B KayecTBe HanoronnarterblivMka B CTpaHe peructpaumv (4nsi pOCCUMIACKUX
HOPUANYECKUX NULL - MOEHTUMMKALUMOHHBIA HOMep Hanoronnartensiwmka (MHH), ons nHocTpaHHbIX lopyuan4eckux nuu, - ctpaHa
permcTpauun, HaMMeHOBaHWE PEerucTpupyrollero opraHa, pPerMcTpauuoHHbI HOMEp, KOA HanoronnatenbliMka B CTpaHe
pervctpaumm (MHKOpropaLmm) UM ero aHaror), MeCTO HaxOXAeHUs1 NPOM3BOACTBEHHBIX NIOLLAA0K, YHACTBYHOLINX B MpoLiecce
nNpoun3BoACTBa NeKkapCTBEHHOIO Npenapara, ¢ ykasaHnem ctagum npouecca Npon3BOACTBa;

(MyHKT B pegakumu, BBeaeHHon B aencrane ¢ 1 aHBapsa 2018 roga PenepansbHbiM 3akoHoM OT 28 aekabpsa 2017 rona N
425-03. - CM. NpeabIAyLLYI0 PDEAAKLIMIO)

2) HaMMeHOBaHWe IeKapCTBEHHOro npenapata (MexayHapoaHoe HenaTeHTOBaHHOE, WU TPYNNMPOBOYHOE, WK
XMMUYECKOE N TOProBOe HauMeHoBaHMs);

(MyHKT B pegakunn, BBeaeHHon B aencteue ¢ 1 nons 2015 roga PenepansbHbiM 3akoHOM OT 22 nekabps 2014 rona N 429-
@3. - CM. NpeablayLLyo peaakLmnio)

3) HoMep PerncTpaLMoHHOIO YAOCTOBEPEHNS NEKaPCTBEHHOO Npenapara;

4) nekapcTBeHHasd ¢opmMa C YyKasaHMeM [O3UPOBKW NEKAPCTBEHHOrO npenapaTta M €ero KommMyecTBa BO BTOPUYHOW
(noTpebunTenbCcKom) ynakoBke, a TakkKe KOMMIEKTHOCTb;

(MyHKT B pegakuun, BBeaeHHom B aencteue ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 nekabps 2014 roga N 429-
®3. - CM™. NpeapbiayLLyo peaaKLmio)
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5) 3apeructpmnpoBaHHas npegenbHas OTNyckHas LieHa Ha NeKapCTBEHHBIN Npenapar B pyonsix;
(MyHkT B pemakuuun, BeBegeHHon B gencteue ¢ 1 mapta 2020 roga PeaepanbHbiM 3akoHOM 0T 27 aekabps 2019 rona N
475-03. - CM. NpeabIAyLLYI0 PDEAAKLIMIO)

6) gata M HoMmep npukasa YNorHOMOYEHHOro defeparnibHOro opraHa WCMONHUTENBbHOW BRacTU O roCyAapCTBEHHOM
perucTpaumm unn nepeperncTpaumum npenenbHOM OTNYCKHOW LieHbl Ha NeKapCTBEHHbIA npenapart, BKIOYEHHbLI B NepeveHb
XU3HEHHO HEOOXOAMMbIX N BaKHEMLLNX NEKAapCTBEHHbLIX NpenapaTos;

(MyHKT B pegakuunn, BBeaeHHom B aencteme ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 nekabps 2014 rona N 429-
®3; B pepakuuun, BBeaeHHon B gencteme ¢ 7 noHa 2019 roga PenepanbHbiM 3akoHOM OT 6 mioHa 2019 roga N 134-93. - Cwm.
0ReAbIAYLLYI0 pefaKumio)

6_1) pata BCTynneHust B CUNy npukasa YrnonHOMOYEHHoro dedepanbHOro opraHa MCMofHMTENbHOW BRactn o
rocyaapCTBEHHOW perncTpauum unv nepepernctTpaumuyM npeaernibHon OTMYCKHOM LeHbl MPOU3BOAMTENS Ha fleKapCTBEHHbIN
npenapart, BKIMOYEHHbIN B NEPEYEHb XXU3HEHHO HEOBXOANMBIX U BaXKHEWLLUNX NEKapCTBEHHbIX NpenapaTtos;

(MyHKT gononHUTENBHO BKMNtoYeH ¢ 7 noHsa 2019 rona PeneparnbHbiM 3akoHOM 0T 6 nioHa 2019 rona N 134-93)

7) LUTPMXOBOW KOA, HAHECEHHbIW Ha BTOPUYHYIO (MOTPEOMTENbCKY0) yNakoBKY NekapCTBEHHOMO nNpenapara;
(MyHkT gononHUTeneHO BkMNtodeH ¢ 1 nonsa 2015 roga PenepanbHbiM 3akoHOM OT 22 nekadpa 2014 rona N 429-93)

8) Kop nekapCTBEHHOro npenapata MO aHaTOMO-TepaneBTUYECKO-XMMUYECKOW Kraccudukaumm, pekoMeHOOoBaHHON
BcemupHo opraHusaLlmeit 3apaBooxpaHeHust.

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

3. NocymapcTBeHHas perncrpauust unu nepeperncTpaumnst npeaenbHbiX OTMYCKHbIX LEH Ha NekapCTBEHHble npenaparthbl,
BKITOYEHHbIE B MEpeYeHb XU3HEHHO HEOOXOAMMBIX U BaXXHEWLUUX FeKapCTBEHHbLIX MpenapaTtoB, BeAeHWe rocygapCTBEHHOMO
peecTpa npenernbHbiX OTMYCKHbIX LieH NPOM3BOAUTENEN Ha NeKapCTBEHHbIE Npenaparbl, BKIOYEHHbIE B NEpPeYeHb XXU3HEHHO
HeobXoOMMbIX M BaXXHEWMLUMX JNeKapCTBEHHbLIX MpPenapaToB, OCYLLECTBNSOTCA B Nopsiake, YCTaHOBNEHHOM [1paBUTENbLCTBOM
Poccuickon ®eanepaumm.

(Yactb B pegakumu, BBegeHHon B gencrteume ¢ 7 uioHsa 2019 roga PenepanbHbiM 3akoHoM oT 6 mnioHa 2019 ropa N 134-93.
- CM. npeablayLwyo penakLmio)

KommeHTapum k ctatbe 62

CTATbSA 63. YCTAHOBNEHUE OPFTAHAMW UCMNOJNTHUTENIbHON BIIACTU CYBBLEKTOB POCCUMACKOW
®EOEPALIMU NPEAEJIbHLIX PABMEPOB OMNTOBbLIX HAOBABOK U NPEAEJIbHLIX PASMEPOB
PO3HUYHbLIX HAOBABOK K ®AKTUHECKUM OTMYCKHbIM LLEHAM, YCTAHOBIEHHbIM
NMPOU3BOOUTENSAMU NEKAPCTBEHHbIX MPEMNAPATOB, HA NEKAPCTBEHHbIE NMPEMNAPATbI,
BKIMIOYEHHbIE B NEPEYEHb XXU3HEHHO HEOBXOAUMbIX N BAXXHEULNX NEKAPCTBEHHbIX
NMPENAPATOB

(HanmeHoBaHue B pegakumm, BBegeHHol B Aenctaure ¢ 1 mapta 2020 rona PepepanbHbiv 3akoHOM oT 27 aekabps 2019 rona
N 475-®3. - Cm. NpeablAyLLYI0 PeAaKLmIo)

1. OpraHbl UCMONHUTENBHOM BnacTn cyobekToB Poccuiickon deaepauum ycTaHaBNMBaT NpeaeribHble pa3mMepbl ONTOBbIX
HanbaBoOK M MpegenbHble pas3Mepbl PO3HWYHBIX HagbaBOK K (hakTUYECKMM OTMNyCKHbIM LeHam (6e3 yyeTa Hamora Ha
000aBMEHHY0 CTOMMOCTL), YCTAHOBINEHHBIM NMPOU3BOAUTENSMU NEKAPCTBEHHbIX MpenapaToB, Ha NekapCTBEHHbIE NMpenaparbl,
BKMIOYEHHbIE B MEpPeYeHb XXU3HEHHO HeoOXOOUMbLIX W BaXXHEWLWIMX NEeKapCTBEHHbIX MpenapaTtoB, B COOTBETCTBUUN C
yTBEPXXOEHHOW B nopsiake, yctaHosneHHoM [lpaBuTtensctBom Poccuiickon ®enepaumm, METOAMKON YCTaHOBMEHWUS OpraHamu
ncnonHuTensHonm Bractu cybbektoB Poccuitickon Penepaumm npegenbHbIX pasMepoB OMNTOBbIX HAA0aBOK W npedenbHbIX
pasMepoB PO3HUYHBLIX HaA0aBOK K (PaKTUYECKMM OTMYCKHbIM LEeHaM, YCTAHOBIIEHHbIM MPOU3BOAUTENSIMU NEKAPCTBEHHbIX
npenapaToB, Ha IeKapCTBEHHble npenapaTbl, BKMOYEHHbIE B MEPEYEHb XMU3HEHHO HEOOXOAMMBIX W BaXXHEMLMX
NneKapCTBEHHbIX npenapaTtoB. [1pOeKTbl peLLeHnn OpraHoB MCMOMHUTENbHOM Bnactu cybbektoB Poccuiickon depepauumn o6
YCTaHOBMNEHUM N (MNWN) N3MEHEHMM NpeaerbHbIX Pa3MepPoB ONTOBbIX HAA0aBOK M NpeaenbHbIX pasMepoB PO3HUYHbIX HanbaBoOK
K (haKTMYECKMM OTMYCKHbIM LieHaM, YCTaHOBSIEHHbIM MPOU3BOAUTENSIMUA JIEKAPCTBEHHbIX MPEenaparoB, Ha JEKapCTBEHHbIE
npenapaTtbl, BKIIIOYEHHbIE B MNEPEYEHb XM3HEHHO HEOOXOOAUMbLIX W BaXKHEWLWMX JEKApPCTBEHHbLIX NpenapaToB, nognexar
COrMacoBaHUIO C YMNONMHOMOYEHHbIM edeparnbHbiM OpraHOM WCMOSHUTENBHOM BNacTW, OCYLLUECTBASOWMM YHKUMM MO
NPUHSTUIO HOPMAaTMBHbIX MPaBOBLIX aKTOB M KOHTPOMO 3a cOONiogeHWeM 3akoHodaTeNnbCTBa B cdepe rocynapCTBEHHOIO
perynupoBaHus LieH (TapudoB) Ha ToBapbl (ycnyru), B nopsiake, yctaHoBneHHoM [NpasutenbctBoM Poccuiickon ®egepaunn.
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(HYactb B pemakuuun, BBegeHHou B genctene PepepanbHbiM 3akoHom oT 13 wmong 2015 roga N 241-93; B pegakumu,
BBeAeHHow B aericteue ¢ 1 mapta 2020 roga PenepanbHbiM 3akoHoM OT 27 aekabps 2019 rona N 475-93. - CM. npeablayLyo

penakuuio)

2. OpraHuzauuMm OMTOBOW TOPrOBMM JIEKAPCTBEHHBIMWM CpeacTBaMK, anTevHble OpraHusauuun, WHAMBMAYanbHblE
npegnpuHUmareny, UMelLwmne nUUeH3nio Ha dapmaueBTUYeCKyo OeATenbHOCTb, MeAWUMHCKME OpraHu3auum, Umetolune
nvueHsnio Ha dapmaueBTUYECKyo AeATenbHOCTb, U Ux obocobrneHHble noppasgeneHusa (ambynatopuun, denbaluepckue u
denballepcko-akyLepckne nyHKTbl, LeHTpbl (oTaeneHus) obwen BpavyebHOM (CEMEWHOM) MNpakTUKK), PachnofOXKEHHble B
CenbCKNUX HaceneHHbIX NYHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHn3aummn, OCyLLEeCTBASIOT peannsaLumnio NekapcTBEHHbIX
npenapaToB, BKIIOYEHHbIX B MepeyeHb >XU3HEHHO HeobXOOUMbIX W BadKHEWLIMX NeKapCTBEHHbIX NpenapaTtoB, NO LeHaM,
KOTOpble hOPMMPYIOTCA B COOTBETCTBMM C NOPSAKOM, YCTaHOBMNEHHbIM [MpaBuTtenscTBom Poccuiickon depgepauun, n ypoBeHb
KoTopbiX (6e3 yyeTa Hanora Ha A00aBMEHHYD CTOMMOCTb) He AOMKEH MnpeBbllaTb CyMMY (DaKTUHECKOW OTMYCKHOW LeHbI,
YCTAHOBMNEHHOW  MPOM3BOAMTENEM  NEeKapCTBEHHOro npenaparta, He MpeBblllalollen  3aperncTpupoBaHHON MU
nepeperucTpupoBaHHOW npeaenbHOW OTMYCKHOM LieHbl npov3Bogutens (Ha gaty peanusauum nekapCTBEHHOro npenaparta
npousBoguTenem), U pasmepa onToBon HaabaBku 1 (Mnu) pasmepa PO3HUYHOW HaAbaBKKU, HE NMPEBLILIAKLLINX COOTBETCTBEHHO
pasmepa npefensHo onToBon HaabaBku M (MnM) pasmepa NpenenbHOW PO3HUYHOW HaabaBKM, YCTAHOBMEHHbIX B CyObekTe
Poccuiickon ®epepaunn.

(YacTb B pemakumu, BBegeHHow B gencteue ¢ 1 mapta 2020 roga ®enepanbHbiM 3akoHOM OT 27 nekabpa 2019 rona N
475-03. - CM. NpeabIAyLLYI0 PDEAAKLIMIO)

3. OpraHbl ncnonHuTenbHOM BriacTn cybowbektoB Poccuiickon ®enepauun pasmewsatot B ceTu "UIHTepHeT" uHdopmaumo o
3aperncTpmpoBaHHbIX MpederibHbIX OTMYCKHbIX LeHaxX MpOou3BOAMTENEeN Ha fekapCTBEHHble npenapaTtbl, BKIOYEHHblE B
nepeyeHb XMU3HEHHO HEOBXOOMMBIX U BaXXKHENLUMX NeKapCTBEHHbIX NpenapaToB, 06 yCTaHOBMEHHbIX B cybbekTe Poccuiickom
degepauun  npegenbHbIX  pasmepax oOMNTOBbIX HaabaBok M (Mnn) npeaenbHbIX pa3Mepax PO3HUYHbIX HaabaBok K
YCTaHOBMNEHHbIM MPOM3BOAUTENAMWN JEKAPCTBEHHbLIX MpenapaToB (akTU4YEeCKMM OTMYCKHbIM LeHaM Ha NeKapCTBEHHbIe
npenapaTbl, BKMOYEHHbIE B NEPEeYEHb XXU3HEHHO HEOOXOAMMBIX U BaXXHENLUMX NIeKapCTBEHHbLIX NpenapaToB, a Takke 0 Cymme
3aperncTpmpoBaHHbIX NpeaenbHbIX OTNYCKHbIX LEH MPOM3BOAUTENEN Ha NEKAPCTBEHHbIE NpenapaThbl, BKIOYEHHbIE B NEPEeYEHb
XW3HEHHO HEOBXOO4MMbBIX M BaXKHEWLUMX NEKapCTBEHHbLIX NpenapaToB, YCTaHOBMEHHbLIX B cyObekTe Poccunckon denepaumm
npeaenbHbiX pa3mMepoB ONTOBbIX HaabaBoOK WM MNpedenbHbiX PasMepoB PO3HWYHbIX HanbaBOK M Hamora Ha gobaBneHHyto
ctoumocTtb. MHdopmauus, npeayCMOTPeHHast HaCTOSLWEN YacTblo, OO/MKHA HaxX0OMTbCA Takke B anTeYHbIX OpraHvM3auusix B
OOCTYNMHOW ANsi BCEX 3aMHTEePEecOBaHHbIX NnL hopMe M OOHOBNATLCA MO Mepe ee pasMeLLeHUs opraHamu UCMNOMHUTENBHON
BnacTtu cyobektoB Poccuickon depgepauum B cetn "MIHTepHeT".

(Yactb B pegakumm, BBegeHHowm B gencteme ¢ 1 mapta 2020 roga PenepanbHbiM 3akoHOM OT 27 aekabps 2019 roma N
475-®3. - CM. mpeaplayLLyo PeAAKLN)

4. Yactb ytpatuna cuny ¢ 1 mapta 2020 ropa - ®enepanbHbit 3akoH OT 27 aekabpa 2019 roga N 475-93. - Cwm.
apenbiayLyo penakumio.

KommeHTapum k ctatbe 63
MABA 13. MOHUTOPUHIr 3PEKTUBHOCTU U BE3OI'IACH09TI/I H?KAPCTBEHHI:IX NMPENAPATOB,
HAXOOALWMXCA B OBPALLEHUN B POCCUNCKOUN ®EOEPALINA

(HanmeHoBaHue B pefakumm, BBeeHHoM B Aencteure ¢ 1 nonsa 2015 roga PenepanbHbiM 3akoHOM 0T 22 nekabpa 2014 rona N
429-03. - CM. NpeabIAyLLYI0 PDEAAKLIMIO)
CTATbA 64. PAPMAKOHALO3O0P

1. JlekapcTBeHHble npenapaTtbl, Haxogswmecss B obpaweHun B Poccuiickon ®epepauun, nogrexar MOHUTOPUHTY
acpdekTMBHOCTM 1 6Ge3omacHOCTM B LENSX BbISIBMNEHUST BO3MOXHbIX HEraTUBHbIX MOCMEACTBUA WX MNPUMEHEHNUS,
VUHOMBUAYaNbHOW HEMNEePEeHOCMMOCTU, NpeaynpexaeHus MeguUmMHCKUX paboTHMKOB, CMeLManucToB B obracTu BeTepuMHapuu,
NauMeHTOB UKW BNafenbLEB XUBOTHbIX U UX 3aLLMTbI OT MPUMEHEHNST TAKUX NIEKapCTBEHHBIX NpenapaToB.

(Yactb B pegakuun, BBegeHHon B gencteue ¢ 13 aerycta 2019 roga PenepanbHbiM 3akoHoM oT 2 asrycTta 2019 rona N
297-03. - CM. NpeAblayLLy0 penakumio)

2. d)apmaKOHansop OCyLEeCTBNAeTCA COOTBETCTBYHOLLMM YNOJTHOMOYEHHbIM (*)ep,epaanblM OpraHom NCMOSTHUTENBbHON
BNacth B yCTaHOBIIEHHOM UM NnopAgke nytemMm aHanm3a I'IpeLI,OCTaBJ'IﬂeMOIZ Cy6'beKTaMVI o6pau.|,eH|/|;| NeKapCTBEHHbIX CpencTB
VIH(*)OpMaLI,VIVI 0 NOBOYHBbIX OENCTBUSAX, HexenaTenbHbIX peakumnax, cepbe3HblX HexXxenaTterbHbIX peakunax, HenpeaBnaeHHbIX
HeXenaTtenbHbIX peakunax npun npuMmeHeHnn nekapCTBeHHbIX npenapartos, 06 MHDMBVI/J,yaJ'IbHOﬁ HenepeHoCcnMMocCTH,
OTCYyTCTBUMU SQ)(*)eKTMBHOCTVI JNIeKapCTBEHHbIX MnpenapartoB, a TakkKe 00 WHbIX d)aKTaX n obcroaTenscTeax, npegcraBnArnoLWnX
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Yrpogy Xn3Hu nnun 3opoBbl YerioBeka nnbo XMBOTHOIO npu NpMeHeHnn nekapCTBeHHbIX NpenapaTtoB U BbIABIIEHHbIX HAa BCEX
aTanax o6pau.|,eH|/|9| JNIeKapCTBEeHHbIX npenapartoB B Poccuiickon tbe,u,epau,vm n opyrnx rocygapcrBeax.

3. CybGbekTbl 06palleHUst NeKapCTBEHHbIX CPeOcTB B MOPSAKE, YCTAHOBMEHHOM YMOMHOMOYEHHbIM deaepanbHbIM
OpraHoM MCMOMHUTENBHOW BnacTu, 0653aHbl coobLIaTh B YNOMHOMOYEHHbIN defepanbHbIii OpraH UCMOMHUTENBHOM BNacTu o
NOoBOYHBIX AENCTBUAX, HEXENaTeNnbHbIX PeaKkLUsiX, CEPbE3HbIX HEXenaTernbHbIX peakuusax, HempeaBuaeHHbIX HeXenaTenbHbIX
peakumsx nNpu MNPUMEHEHUWM JEeKapCTBEHHbIX npenapatoB, 06 WHAMBUAYanbHOW HENepeHOCMMOCTU, OTCYTCTBUM
3 heKTUBHOCTM NEKapCTBEHHbLIX NPenapaTos, a Takke 06 WHbIX PakTax U 0GCTOATENLCTBAX, NPEACTaBMNAOLLMX YIPO3Y XKU3HU
WK 300POBbLI0 YeroBeka NGO KMBOTHOMO MPU NMPUMEHEHWM NEKapCTBEHHbIX NPEenapaTtoB U BbISIBNIEHHbIX Ha BCeX aTanax
obpalleHns nekapcTBEHHbIX NpenapaTtoB B Poccuiickoii dedepauuy v Apyrux rocygapcreax.

4. [Nepxatenn nnun Bnagenblbl PerMcTpaumMoHHbIX YOOCTOBEPEHUIN NEKAPCTBEHHbIX NPenapaToB, puandeckme nuua, Ha
MMSi KOTOpbIX BbldaHbl paspelleHns Ha NpoBeAEeHUEe KITMHUYECKMX wuccnepoBaHui B Poccuiickon ®depepauumun, nmbo
YNOSTHOMOYEHHbIE VMW APYIMe opugudeckme nuua B pamkax obecneyeHunst 6e30nacHOCTM NEKapCTBEHHbIX MpenapaToB B
nopsiake, yCTaHOBMEHHOM COOTBETCTBYIOLLUM YMONMHOMOYEHHBIM ddefeparnbHbIM OpraHOM UCTONMHUTENBHOW BracTu, o6si3aHbl
OCYLLECTBNATL MpUeM, y4yeT, obpaboTKky, aHanu3 M XpaHeHWe MNOCTynawlimMx B WX agpec OT CyObekToB obpalleHusi
NeKapCcTBEHHbIX CPEACTB M OPraHOB roCy1apCTBEHHOM BNAcTM COOBLLEHUA O NOBOYHBIX AENCTBUSAX, HEXENaTeNbHbIX peakLusXx,
Cepbe3HbIX HexXenaTenbHbIX U HenpeaBuAEeHHbIX HeXxenaTtenbHbIX peakuusax npyu NpMMeHeHUN NekapCcTBEHHbIX NpenapaTos, 00
0COBEHHOCTSAX MX B3aMOOENCTBUSA C APYrMMU NIEKapCTBEHHbIMW NpenapaTaMmu, UHOMBUAYaNbHON HENEPEHOCMMOCTU, a TaKkkKe
06 MHbIX hakTax K 06CTOSATENLCTBAX, NPEACTABMSAIOWMX YrPO3y XWU3HW UMW 340POBbI0 YenoBeka NUBO KMBOTHOTO WU
BMMSIIOLLMX HA U3MEHEHNE OTHOLLEHUS OXXUAEMOM MNOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHMUS NEeKapCTBEHHbIX NpenapaTtoB.

5. Mpu BbIABNEHUN MHA)OPMALMN O CEPbE3HBIX HEXenaTemnbHbIX peakunsax U HenpeaBuaEeHHbIX HeXenaTenbHbIX peakumsix
npy nNPUMEHEHMM NeKapCTBEHHbIX npenapaToB, 06 O0COBEHHOCTAX WX B3aMMOAEWCTBMS C APYrMMU  JNleKapCTBEHHbIMMU
npenapaTamu, MHAMBUOYANbHOW HENEPEHOCMMOCTH, a Takke 00 UHbIX hakTax U 06CTOATENbCTBAX, BAUSIOLNX HA U3MEHEHNe
OTHOLLEHUSA OXXNMOAeMOWN MOosb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSA NEeKapCTBEHHbIX NpenapaTtoBs, AepXKaTenu unv enagensupl
permcTpauUmoHHbIX YOOCTOBEPEHUI NEKAPCTBEHHLIX NPenapaToB, pMAMYECKNE NnLA, HAa UMSA KOTOPbIX BblAaHbl pa3peLueHus
Ha NMpoBefEeHMe KNMHMYECKUX mccnegosaHuin B Poccuickon depepaumm, nmbo ynorHOMOYEHHbIE UMW ApPYrMe topuandeckue
nuua oba3aHbl NPUHATL Mepbl, HAaNPaBnNeHHbIE Ha YCTPaHEHUE HeraTMBHbIX NOCNEACTBUA NPUMEHEHNST TaKUX NEKapPCTBEHHbIX
npenapaTtoB, NpeaynpexneHne MnpUYMHEHUs Bpeda XM3HU WAW 300POBbLI0 YernoBeka nnbO XMBOTHOMO, 3awuTy MX OT
NPUMEHEHNST TaKMX NEKAPCTBEHHLIX MpenapaToB, Ha OOMNOMHUTENbHbLIN cOop AaHHbIX 006 3PEKTMBHOCTN U BE30MacHOCTM
TaKNX NeKapCTBEHHbIX Npenapartos.

6. 3a HecoobLleHMe UNKN COKPbITUE MHGOPMaLUK, NMPegyCMOTPEHHOW YacTbi 3 HACTOsALIEW CTaTbu, AepXaTenu Wnm
Bnagenblbl PErMcTpaunoHHbIX YOOCTOBEPEHMI NEKAPCTBEHHbLIX NpenapaToB, puanveckme nuua, Ha UMs KOTOPbIX BblAaHbl
paspeLleHnss Ha NpOBEAEHNe KIMHMYECKMX uccrienoBaHuii B Poccuiickon ®epepaumm, nubo ynonHOMOYEHHbIE MU Opyrue
ropuandeckie nuua, a Takke JOMKHOCTHbIE NuLa, KOTOPbIM 3Ta UHhopMauns cTana U3BecTHa Mo pogy MX NpodeccuoHarnbLHOM
OeaTenbHOCTU, HeCyT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKoHoAaTensCcTBoM Poccunckon ®enepaumu.

7. Mpun nony4YeHun ynonHOMOYEHHbIM dhefepanbHbIM OpPraHOM WCMONHUTENBHOW BNAacTM B pamMKax OCYLLECTBMEHUS] UM
(hapMakoHaz3opa [oKasaTeNnbCTB O HECOOTBETCTBMM JIEKAPCTBEHHOIO MNpernaparta YCTaHOBMEHHbIM TPeboBaHUSAM UMM npu
nonyyYyeHunm MHPOPMaLMN O HECOOTBETCTBUM AaHHbIX 00 3chdekTMBHOCTM M O Ge30nacHOCTM NEeKapCTBEHHOro npenapara
OaHHbIM O NeKapCTBEHHOM MnpenapaTe, CoOAEPXaLLMMCSt B MHCTPYKLMKU MO €ro NPUMEHEHUIO (B TOM YMCIE BbISIBNIEHHbIX B XOA4€E
OCyLLeCcTBNeHns hapmakoHaa3opa KOHTPOSbHO-HAA30PHBIMU  OpraHaMyM  MHOCTPaHHbLIX TFOCyAapcTB),  YNOMHOMOYEHHbIV
defepanbHbli opraH UCMNOMHUTENbHOW BNacTU B YCTAHOBIEHHOM MM MOpsiAKe paccMaTpuBaeT BOMPOC O MPUOCTaHOBIEHWUU
NPUMEHEHMS Takoro NIekapCTBEHHOro Npenapara.

(Ctatbsa B pepakumn, BBeaeHHon B genicteue ¢ 1 mona 2015 roga ®enepanbHbiM 3akoHoM OT 22 fnekabpa 2014 rona N
429-®3. - CM. mpeaplayLLyo PeAaKLn)

KommeHTapum k ctatbe 64

CTATbA 65. NTPUOCTAHOBIEHUE MPUMEHEHUA NNEKAPCTBEHHOIO MNMPENAPATA

1. Mpy nonyyeHun MHGOPMAaLMM O HEXenaTenbHbIX peakuusix Npu NpYMEHEeHUW NeKapCTBEHHOro npenaparta, He
yKasaHHbIX B WHCTPYKUMM MO MPUMEHEHUIO EKApCTBEHHOTO MpenapaTta, CepbesHbIX HeXenaTerbHbIX peakuusix, 06
0COBEHHOCTSIX €ro B3aUMOZENCTBUS C APYrMMW NIeKapCTBEHHbIMU NpenapataMu, KOTopble MOryT NpeacTaBnsaTh Yrpo3y >KU3HM
WM 300pOBLI0 YerioBeka NGO XKMBOTHOMO, a Takke O HECOOTBETCTBMM AaHHbIX 006 3(hEeKTUBHOCTU M O Ge30macHOCTM
neKapCcTBEHHOro npenaparta AaHHbIM O fleKapCTBEHHOM Npenapare, CoaepXalumcst B MUHCTPYKLMM MO ero NprMeHEeHUto, B TOM
yucre OT YMONHOMOYEHHbIX OpraHoOB WMHOCTPaHHbIX FOCyAapcTB, OOMEH KOTOpOiW OCYLLEeCTBMSIETC B COOTBETCTBUM C
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cormaweHnamn mexay ynoriHOMOYeHHbIM (be,u,epaanblM opraHom NCMOSTHUTENBLHON BRacTn u YNOJIHOMOYEHHbIMN OpraHamMu
MHOCTPaHHbIX TrocyaapcTs, yI'IOJ'IHOMO"IeHHbIIZ daenepaanbu?l OopraH MCMNOMHNTENBbHON BMacTu paccmaTtpuBaeT BOMpoCc O
BO3MOXHOCTWU  NPUOCTaHOBIIEHNA o6pau.|,eH|/|;| Takoro JexKkapCcTtBeHHOro npenapara B nNopAagke, YCTaHOBNEHHOM
YNOJTHOMOYEHHbIM qae,qepaanuM opraHom MCMNOMHNTENBLHOM BNAcCTU.

2. Tpn HEeucnomHeHMn WM HeHagnexawem MWCNOMHEeHUW [JepXaTenamu unu  BnagenbuaMmyM  perucTpaumoHHbIX
YAOCTOBEPEHUI NEKAPCTBEHHbIX NMpenapaTos, PUANYECKMMN NMLAMK, Ha UMS KOTOPbIX Bbl4aHbl paspeLleHnst Ha NpoBeaeHne
KNUHUYECKMX uccnegosaHun B Poccuickon depepauun, vnm YNOHOMOYEHHBIMW UMW APYTMMU  KOPUOMYECKAMWU NLaMIN
0ba3aHHOCTEN, YCTAHOBMNEHHbIX YacTsaMmu 3 1 4 cTaTtbu 64 HacTosulero PeanepanbHOro 3akoHa, GO B criyvyasx npeacTaBneHus
COOTBETCTBYIOLLMM YNONMHOMOYEHHbIM hbefeparnbHbiM OpraHOM MCMOSTHUTENbHOW BRAcTWM 3aKMYEeHMs O HEe4OCTOBEPHOCTU
pe3ynbTaToB KMMHMYECKOrO MCCNeaoBaHMs NEeKapCTBEHHOrO npenaparta Anst MegULUHCKOro MPUMEHEHUS, KOTOpoe OCHOBAaHO
Ha pesynbratax NPOBEPKM MEOULMHCKOWM OpraHM3auun, NPOBOAMBLLEN yKa3aHHOE KIMHUYECKOE UCCNeaoBaHNE C HapyLUEeHWEM
npaBun Hagnexawen KIMHUYECKOW MPaKTUKKM, U MPUBENO K MNOMyYeHUD HEeOOCTOBEPHbIX pesynbratoB, nNnbo B crydae
HEBBINOMHEHMSA MPEanNUCaHNS, BblAAaHHOMO YMONTHOMOYEHHbIM dhegeparnbHbIM OpPraHoOM WCMOMHUTENBHOM BRacTM No UToram
OCYLLECTBINEHNA BbIBOPOYHOrO KOHTPOMS KayecTBa MeKkapCTBEHHOrO npernapara, YMONHOMOYEHHbIN deaepanbHbI opraH
WCMONMHUTENBHOW BracTu B YCTAaHOBMEHHOM MM MOPSIAKE paccMaTpuBaEeT BOMPOC O NMPUMOCTAHOBMEHUN MPUMEHEHUS Takoro
neKkapcTBEHHOro npenapara.

3. YnonHomoyeHHbIn dedepanbHbld  OpraH MWCMOMHUTENbHOW BnacTu Mpuv  NpPeacTaBneHun emy CBedeHuid o
HEeCOOTBETCTBMM NPON3BOAUTENS NIEKAPCTBEHHLIX CPEACTB TPeboBaHMAM NpaBun Haanexallen NpoM3BOACTBEHHOM NPaKTUKK U
(M) O HapylleHUM NULEH3NOHHBIX TpeboBaHWN, KOTopble ObiNM BbISBMEHbI B XO4e MPOBEAEHUSI WMHCMEKTMPOBAHUS
npou3BOANUTENS] NEKAPCTBEHHbIX CPEACTB WNWM  OCYLLECTBMEHWUs] JIMUEH3UMOHHOTO KOHTponst B cdepe npou3BoAcTBa
NeKapCTBEHHbIX CPEACTB M MPUBENU MMM MOTYT MPUBECTM K MPOU3BOACTBY JIEKAPCTBEHHBLIX MpenapaTtoB Ans MEeOWLUHCKOro
NPUMEHEHMUS, NMPUYUHMBLLMX WM CMOCOOHBLIX MPUYMHUTL BPEA KU3HWM WK 300POBLI0 rpaxaaH, paccMaTpuBaeT BOMPOC O
NPUOCTaHOBMNEHUN MPUMEHEHUS NEKAPCTBEHHbIX NpenapaToB ANs MEAULIMHCKOrO NPUMEHEHUS! B YCTAHOBIIEHHOM MM MOPSIAKE B
crnefywLmx cny4vasx:

1) coctaB u (UnNn) TeXHONOrMsi NPON3BOACTBA JIEKAPCTBEHHOIO NpenapaTa A1 MegULMHCKOrO NMPUMEHEHUS (C onMcaHneM
CTaaui NPOn3BOACTBA) OTNMYAKOTCS OT 3asiBIEHHbLIX B PEMMCTPaLMOHHOM OCLE;

2) nekapcTBEHHLIN npenapat andg MeLWLMHCKOrO MNpUMEHEHUS MpPOu3BEAEH Ha MNPOM3BOACTBEHHOW nnowagke, He
yKa3aHHOW B permcTpaumoHHOM AOChHE;

3) y npousBoaMTeENs NEKapCTBEHHbIX CPEACTB OTCYTCTBYIOT AOKYMEHTbI, MOATBEPXAAtoLMe COOTBETCTBME KavecTBa
NEeKapCTBEHHOro npenapara Ans  MeaMUMHCKOro MpUMEHEHUs, BBOOMMOIO B rpaxgaHckui o6opoT, TpeboBaHMAM,
YCTaHOBMNEHHLIM NPWU €ro rocygapCTBEHHON PErncTpaLmnm;

4) npon3BoguTENEM NEKaPCTBEHHbLIX CPEACTB B COMMIACOBaHHbIA C COOTBETCTBYHOLMM YNONTHOMOYEHHbIM dheaeparbHbIM
OpraHoM MCMOSNTHUTENbHOW BMacTU CPOK HE YCTpaHeHbl HapyleHus TpeboBaHW npaBun Hagnexallenh Npov3BOACTBEHHOWM
NpakTMKU u (MnM) NULEH3NOHHbIX TpeboBaHMi, KOoTopble ObiNM BbISBMEHbl B XO4e MPOBEAEHUS WHCMEKTMPOBAHUS
npou3BOANUTENS NEKAPCTBEHHbIX CPEACTB WNM  OCYLLECTBMEHWUS] JMLUEH3UMOHHOIO KOHTponst B cdepe npou3BoAcTBa
NeKapCTBEHHbIX CPEACTB M MPUBENU MMM MOTYT MPUMBECTM K MPOU3BOACTBY NEKAPCTBEHHbIX NpenapatoB Ans MEOMLUHCKOro
NPUMEHEHNs!, NPUYUHUBLLNX MM CMOCOOHLIX NPUYMHUTL Bped XN3HW MY 300POBLI0 rpaXdaH.

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

4. YNonHOMOYeHHbIM dhedepanbHbIi OpraH UCMOMHUTENbHOW BNacTu MpU HanNu4uMuM y Hero cBedeHuii 0 HECOOTBETCTBUU
npou3BoANTENST NEKApPCTBEHHbIX CPeacTB TpeboBaHMAM MpaBun Hagnexalwenh MPOU3BOACTBEHHOW MPaKTUKM W (MnM) O
HapyLWeHUN NULEH3NOHHbLIX TpeboBaHWn, KoTopble ObiNN BbISABNEHbl B X04e NPOBEAEHMS WMHCMEKTMPOBaHMSA MPOM3BOAUTENS
NeKapCTBEHHbIX CPeACTB UNN OCYLLECTBNEHNS NULIEH3MOHHOIO KOHTPOMNS B cdepe Npon3BOACTBa fieKapCTBEHHbIX CPEACTB U
npuvBENN NN MOryT NPMBECTM K NPOM3BOACTBY NEKApPCTBEHHbLIX NpenapaToB Afsi BETEPUHAPHOIO NPUMEHEHUS, NPUHNHUBLLNX
NI CNOCOBHBIX MPUYNHUTL BPEL, XKMU3HU I 300POBbLIO0 XKMBOTHbIX, paccMaTpuBaeT BOMPOC O NMPUOCTaAHOBEHUN peanusaumm u
NPUMEHEHNST NIEKapCTBEHHbIX MpenapatoB Ansi BETEPUHAPHOrO NPUMEHEHUs B YCTAHOBMIEHHOM UM MOpsSiAKE B CreaytoLmx
cny4vasix:

1) cocTaB 1 (UnK) TEXHONOrMA NPON3BOACTBA NIEKAPCTBEHHOIO NpenapaTa A1 BETEPUHAPHOIO NPUMEHEHMS (C ONUCaHNEM
CTaaui NPon3BOACTBA) OTNMYAOTCS OT 3asiBNIEHHbLIX B PEMMCTPALMOHHOM 4OCLE;

2) nekapCTBEHHbI NpenapaTt Ans BeTepUMHapPHOro NPUMEHEHWs NPOu3BeOeH Ha MNPOM3BOACTBEHHOW Mowagke, He
yKa3aHHOW B permcTpaumoHHOM AOChLE;

3) y npousBoguTens neKapCTBEHHbIX CPeACTB OTCYTCTBYIOT [OKYMEHTbl, MOATBEpXAalllue COOTBETCTBME KayecTBa
NEeKapCTBEHHOro npenapata Al BETEPUHAPHOIO MPUMEHEHUS, BBOAUMOrO B [paXdaHCKMM 000poT, TpeboBaHMAM,
YCTaHOBMEHHbLIM NPU €ro rocygapcTBEHHOW perncTpaumu,;

4) npon3BoANUTENEM FEKAPCTBEHHbIX CPEACTB B COIMMACOBaHHbIA C COOTBETCTBYHOLUMM YNOMHOMOYEHHbIM (beepanbHbIM
OpraHoM MCMOMHUTENBHON BMAacTM CPOK He YCTpaHeHbl HapylleHus TpebGoBaHWi MpaBun Hagnexallen npou3BOACTBEHHON
NpakTMKU U (MnM) NULEH3NOHHbIX TpeboBaHMIi, KOTopble ObiNM BbISBMEHbI B XO4Ee MPOBEAEHMSI WHCMEKTMPOBAHUS
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npomn3BoaMTENS NeKapCTBEHHbIX CPeACTB WM  OCYLeCTBMEHUS MUUEH3UOHHOro KOHTpomns B cdepe npoumsBoacTBa
neKkapCTBEHHbIX CpeacTB M MpMBENW UMW MOTYT NPUBECTU K MPOU3BOACTBY NEKapCTBEHHbIX npenapaTtoB And BeTepuHapHOro
NPUMEHEHNSs!, NPUYUHUBLLNX UM CMOCOOHLIX NPUYMHUTL BPe XN3HW UMK 300POBbLI0 XKUBOTHbIX.

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

C 1 auBaps 2026 ropa denepanbHbiM 3akoHOM OT 27 aekabpa 2019 roga N 475-93 (C M3mMeHeHMsAMMU, BHECEHHbIMU

®denepanbHbiM 3akoHOM OT 28 mioHa 2022 roaa N 204-93) ctatbsa 65 HacToswero degepanbHOro 3akoHa byaeTt AononHeHa
yactammn 5 n 6.

(Ctatbsa B pegakumn, BBegeHHon B genicteue ¢ 1 mionsa 2015 roga ®enepanbHbiM 3akoHoM OT 22 fnekabpa 2014 rona N
429-®3. - CM. mpeaplayLLyo PeAAKLNI)

KommeHTapum k ctatbe 65

CTATbA 66. UHPOPMALIUA O PE3YIIBTATAX ®APMAKOHA3OPA

YNONHOMOYEHHbIN  dbefeparnbHbIi - OpraH  UCMNOMHUTENbHOM BNAcTW, OCYLLEeCTBASWMA  dapMakoHaasop, Mo  ero
pesynbratam pasmMeLLaeT Ha cBoeM oduumnanbHoM cante B ceTn "UHTepHeT" nHgopmaumio o:

1) BbIABIEHNN HOBbLIX MNOATBEPXAEHHbIX AOaHHbIX O NoBOYHbIX AEWUCTBUSAX, HeXenaTenbHbIX peakumnax, cepbe3HbIX
HeXenaTternbHbIX peakunax, HenpeaBuaeHHbIX HeXenaTernbHbIX peakunax npu npuMmeHeHnn nekapcTtBeHHoro npenaparta, B TOM
yucne BNUAIOLWLNX HA OTHOLLEHWNE OXNOaeMOW Nofb3bl K BO3MOXXHOMY PUCKY NMPpUMEHEeHUA OaHHOro NekapCTBeHHOro npenapara,

2) NPUHATBIX PELIEHUsIX O BHECEHWM W3MEHEHMI B MHCTPYKLUUIO MO MPUMEHEHUI0 JTEKAapCTBEHHOro npenapara, o
NPWUOCTAHOBMNEHNN NMPUMEHEHUST NTEKAPCTBEHHOIO npenapaTa, 06 M3bsATUM M3 obpalleHns NnekapCcTBEHHOro npenapara Ui o
BO30OHOBMNEHMM NPUMEHEHMWS NTeKapCTBEHHOrO Npenapara.

(CtaTtbsa B pegakumu, BBegeHHon B aenictene ¢ 1 mapta 2020 roga PenepanbHbiv 3akoHOM oT 27 aekabps 2019 rona N
475-03. - CM. mpeablayLLY0 peaakLmio)

KommeHTapum Kk ctatbe 66

MABA 14. UH®OPMALUA O NEKAPCTBEHHbIX NMPEMAPATAX. CACTEMA MOHUTOPUHIA ABMXEHUA
JNIEKAPCTBEHHbIX NMPENAPATOB And MEAULUMUWHCKOIO NPUMEHEHUA

(HaumeHoBaHue B pegakuum, BBeaeHHon B aencteume ¢ 1 aHBapsa 2018 rona PeaepanbHbiM 3akoHOM OT 28 nekabpa 2017 roaa
N 425-03. - Cm. npeaplayLLyo peaakLuio)
CTATbA 67. UHOPOPMALUNA O NEKAPCTBEHHbIX NMPEMNAPATAX. CUCTEMA MOHUTOPUHIA ABUXEHUA
JIEKAPCTBEHHbIX MPEMNAPATOB OANA MEOQUMUMHCKOIO NPUMEHEHUA

(HaumeHoBaHue B pegakuum, BBeaeHHon B aencteume ¢ 1 aHBapsa 2018 rona PenepanbHbiM 3akoHOM OT 28 nekabpa 2017 roaa
N 425-03. - Cm. npeaplayLLyo peaaKLuio)

1. WHdopmaumss o nekapCTBEHHbIX Mpenapartax, OTMyCKaeMblX MO peuenTy Ha fekapCTBEHHLIN npenapar, OOShKHa
cogepXarbCa TOMbKO B CMeLManu3npoBaHHbIX W3OaHWUsX, MNpPegHa3HaYeHHbIX AN MeAUMUMHCKUX, hapMaueBTUYECKNX
paboTHMKOB, CMeLManucToB B obnactn BeTepuHapuu. MHdopMauma O nekapCTBEHHbLIX npenapatax And cneuvanvctoB B
obnactn obpalleHna nekapcTBEHHbIX CPeACTB MOXET coaepXaTbCa B MOHOrpadusax, CnpaBOvHMKAX, HAy4HbIX CTaTbsAX, B
AOoKnagax Ha KOHrpeccax, KOHepeHUMsX, CMMMO3MyMax, Hay4YHbIX COBETaX, a TaKKe B WMHCTPYKUMAX MO MNPUMEHEHMIO
NeKapCTBEHHbIX NpenapaTos.

(Yactb B pegakuun, BBeaeHHon B gencteme ¢ 13 aBrycta 2019 roga PenepanbHbiM 3akoHoM oT 2 aerycTta 2019 rona N
297-®3. - CM. NpeablayLLY0 PeAAKLNI)

2. UHdopmauusa o nekapcTBeHHbIX Mpenapatax, OTnyckaembix 6e3 pelenTa Ha NneKapCTBEHHbIV npenapat, MOXeT
copepxartbcsl B Nybnukauusax u obbaABnNeHMsX CPeacTB MacCoBOW MHOpMaumn, CnelmnanmanpoBaHHbIX U OBLLMX nevaTHbIX
W3aHUSX, WHCTPYKUMAX MO MNPUMMEHEHWIO MEeKapCTBEHHbIX MpenapaToB, WHbIX M3OaHusX CyOGbekToB obpalleHus
nekapcTBeHHbIX cpeacTB. PeknamHble maTtepuanbl O NekapCTBEHHOM npenapate, oTtnyckaemom 6e3 peuenta Ha
nekapcTBeHHbIM Npenapart, AoMKHbI COOTBETCTBOBATb MHCTPYKLMM NO NPUMEHEHMIO NIeKapCTBEHHOrO npenapara.

3. ﬂ,OI'IyCKaeTCFI ncnonb3oBaHme nobbix mMaTtepunarnbHbIX HOCUTENEn, NO3BONALLMX XpaHUTb, NepeaaBaTb U NUCMNOJIb30BATb
I/IH(*)OpMaLI,VII-O O J1eKapCTBEHHbIX NMpenapartax 0e3 ee UCKaXeHus.
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4. Inqa uenen I/I,D,eHTI/IdDVIKaLI,VII/I YNaKoBOK J1EeKapCTBEHHbIX npenaparoB And MEOULMHCKOIo npumMeHeHua npoun3BoguTerin
JNNIeKapCTBEHHbIX CpencTB B Nnopdake, yCTaHOBJIEHHOM npaBI/ITeJ'IbCTBOM Poccuiickon CDe,u,epau,Vlvl, HaHOCAT Ha NepBUYHYIO
ynakoBKy (B OTHOWEHMN rneKapCTBEeHHbIX npenapartoB And MeOUUMHCKOro npuMeHeHud, Ona KOTOPbIX He npegycMoTpeHa
BTOpU4HaA yﬂaKOBKa) N  BTOPUYHYIO (I'IOTpe6I/ITeJ'IbCKyIO) ynakoBKy JieKapCTBEHHbIX npenapartoB A4 MeguunHCKOro
npumMmeHeHnAa cpeactBa Vlﬂ,eHTI/Id)I/IKaLLI/II/I, 3a WCKIMYeHneM JieKapCTBeHHbIX MnpenapatoB And MegunuuHCKOro npuMeHeHud,
npon3BoanMbIX ONA npoBeaeHUA KIMHUYEeCKUX nccregoBaHuin, 9KCMNopTa, JNeKapCTBEHHbIX npenapartoB Anld MeOUUUHCKOro
NPpUMEHEeHNA, YKa3aHHbIX B 4YacTax 5 n 8 cratbm 13 HacTosLero dbeuepaanoro 3aKOHa, paqmomapmaueBqueCKmx
NeKapCTBEHHbIX npenapartos, NMABOK MeOULUMNHCKNX N ra30B MEOANLIUHCKUX.

(Yactb gononHutenbHo BkNtoveHa ¢ 1 miona 2020 roga PenepanbHbiM 3akoHOM OT 28 fnekabpa 2017 rona N 425-93 (¢
M3MEHEHNAMN BHeCEHHbIMM PenepanbHbiM 3akoHOM 0T 28 Hoab6psa 2018 roga N 449-03, denepanbHbiM 3aKOHOM OT 27
nekabps 2019 roga N 462-93))

5. Xapaktepuctnkn cpeactsa wmaeHTudukauumn, NOpsiAOK ero HaHeceHus U TpeboBaHMs K CTPYKType u dopmarty
WMHOpMaLK, KOTOPYIO COAEPXNUT CPEACTBO naeHTndukauuu, onpegenstotcs MNpasutensctBom Poccunckon depepaumm.

(YacTb gononHuTensHO BkntoveHa ¢ 1 aHBapsa 2018 roga PeneparnbHbiM 3akoHOM OT 28 nekabpa 2017 rona N 425-03)

6. lMopsimok co3gaHus, pasBUTMS, BBOOA B IKCMyaTauuioo, 3KChfyatauMvM W BbiBOAa W3 3SKCNnyatauum CUCTEMBbI
MOHUTOPUHIa [ABWXEHWS FeKapCTBEHHbIX MpenapartoB AnS MEeOULUHCKOTO MNPUMEHEHUs, MopsaoK npedocTaBneHns
WHopMaunK, codepXallencs B CUCTEME MOHUTOPWHra [ABWXKEHWA NeKapCTBeHHbIX MpenapatoB Ans  MegUuuUHCKOro
NpPUMEHeHWs, 1 NOPSAOK B3aMMOAENCTBUSA YKa3aHHOW CUCTEMbl C UHBbIMU roCygapCTBEHHbIMU MHGAOPMAaLMOHHBIMU CUCTEMAMM
N MHPOPMALMOHHBIMU CUCTEMAMM OPUANYECKMX MWL U MHAMBUAYaNbHbIX NpeanpvHMMmarenen, ykasaHHblX B Yactax 7 u 10
HacTosulen cratbu, ycTaHaenusaiwTca [MpaButenbctBom Poccuiickon ®depepauun. Onepatopamm CUCTEMbI MOHUTOPUHIa
OBWXEHUS NEeKapCTBEHHbLIX MpenapaToB A MeAMLMHCKOro MpUMEHeHUs ABRSTCA dedeparnbHbIi opraH MCMOSTHUTENbHOM
BNacTu n (unu) opraHnsaums, ynoniHomoueHHole MNpaesuTtensctBom Poccuickon ®epepaumm.

(Yactb gononHuTensHO BkNtodeHa ¢ 1 aHBapst 2018 roga ®enepanbHbiM 3akoHoM OT 28 aekabpa 2017 rona N 425-03)

7. KOpugnyeckne nuua v MHAMBUAOYanbHble NpPeanpUHUMaTEny, OCYLLECTBRSOLIME NPOM3BOACTBO, XpaHeHWe, BBO3 B
Poccuiickyto denepaunto, oTnyck, peanusauuto, nepegadvy, NpUMEHEHUE N YHUUTOXEHWE NeKapCTBEHHbIX MnpenapaTtoB Ans
MeANLIMHCKOro NpuMeHeHusi, obecneymBaloT B MOPSiAKe M B cOcTaBe, KOTopble ycTaHoBmneHbl MpaButensctBoM Poccuiickoi
degepauun ¢ y4eTom BUAa OCYLLECTBMSIEMOW UMW OESATENbHOCTU, BHECEHNE MHOPMaLUN O NIeKapCTBEHHbIX Npenaparax Ans
MEeANLIMHCKOIo NMPUMEHEHUS B CUCTEMY MOHUTOPUHIa OBWKEHNSI NTEKapCTBEHHbIX NpenapaToB AN MeAMUUHCKOro NPUMEHEHNS.

(Yactb gononHutenbHo BkNtoveHa ¢ 1 miona 2020 roga PenepanbHbiM 3akoHOM oT 28 nekabpa 2017 rona N 425-93 (¢
N3MEHEHNsIMN BHECEHHbIMN DeaepanbHbIM 3akoHOM OT 27 aekabpa 2019 roaa N 462-93))

7_1. INlekapcTBeHHble NpenapaTtbl ANS MeOULUHCKOrO NMpUMEHEeHUs, npegHasHayYeHHble ansa obecnedeHns nuud, 60MnbHbIX
remMounmnern, MyKOBUCUMOO30M, TMNodun3apHeiM HaHuU3MOM, OGonesHbio [oLwwe, 3rmokayecTBEHHbIMW HOBOOOpAa30BaHMAMM
nuMcONOHON, KPOBETBOPHOMW M POLCTBEHHBLIX MM TKAHEWN, pacCesiHHbIM CKNepo30M, fvL, MOCMe TpaHCchiaHTaunm OpraHoB U
(nnn) TkaHel, npousBeneHHble Ao 31 gekabpsa 2019 roga, a Takke WHble NeKapCTBEHHblE MpenapaTtbl NS MEeAULMHCKOro
npumeHeHus, npoussegeHHole Ao 1 mona 2020 roga, nognexar XpaHeHuto, NepeBo3Ke, OTMYCKy, peanu3auun, nepegade,
npumeHeHnto 6e3 HaHeceHust CPeACTB WMAEHTUMUKAUUM OO0 UCTEYEeHMs1 cpoka ux rogHoctu. lMpaeuTenbctBo Poccuickon
denepauun BnpaBe yCTaHOBUTL OCODEHHOCTM BBOAA B rpaXKaaHCKMI 06OPOT NekapCTBEHHbIX NpenapaToB Anst MeAULMHCKOro
npumeHeHns, npousseneHHblx B nepmog ¢ 1 nons 2020 roga no 1 oktabpsa 2020 roga. B uensx BBoga B rpaxkgaHckuin o6opot
neKkapCcTBeHHble npenapatbl  ANS  MEOUUUHCKOrO  MPUMEHEHUs, 3a  MWCKMAYEHMEM  NEeKapCTBEHHbLIX MpenapaTos,
npeaHasHayeHHbIX ang obecneyvyeHnsa nuu, GOnbHbIX remodunmnen, MyKoBMCUMAO30M, MMNodu3apHbiM HaHNM3MOM, 6oMne3HbIo
lowe, 3nokayecTBEHHbIMM HOBOOOPA30BaHUAMWU NUMAONOHON, KPOBETBOPHOW W POACTBEHHBLIX MM TKaHEW, paccesiHHbIM
CKMepo3oM, NuL, Nocrne TpaHchnnaHTauum opraHoB 1 (Mnn) TKaHen, NpousBedeHHble 3a npegenamu tepputopun Poccuinckon
depepauunn go 1 oktabpsa 2020 roga, moryT GbiTh BBE3eHbl B Poccuiickyto Pepepaunto go 1 aHeaps 2021 roga B nopsigke,
ycTaHoBneHHoM [NpasutenbctBoM Poccuiickon Pegepaunmn, 6€3 HaHeCeHNst cpeacTB naeHTudmKauun.

(HacTb gononHutensbHo BKodeHa ¢ 29 Hosbpsa 2019 roga PenepanbHbiM 3akoHOM OT 28 HoA6pa 2018 rona N 449-03; B
pedakumu, BBegeHHom B gencteue ¢ 28 gekabps 2019 roga ®enepanbHbiv 3akoHOM OT 27 aekabpsa 2019 rona N 462-03; B
pegakumu, BBedeHHoW B genctBue PepepanbHbiM 3akoHoM oT 13 umiona 2020 roga N 206-93, pacnpocTpaHsieTcs Ha
npaBoOTHOLIEHUS, Bo3HuKLWME ¢ 1 nonsa 2020 roga. - Cm. npeaplayLlyo peaakLmio)

8. Oprannsaumsi MHPOPMaLMOHHOTO B3aMMOAENCTBUSA CUCTEMbI MOHUTOPWHIA ABUXKEHUS NEKAPCTBEHHbIX NpenapaToB As
MEANLIMHCKOTO MPUMEHEHUSI C UHBIMU FOCY0APCTBEHHbIMU MH(OPMALUMOHHBIMKM cucTeMamy obecrneumBaeTcss B TOM 4uchne
nocpencTBOM MHAPACTPYKTYpbl, 0becnevmBatollerl MHPOPMALMOHHO-TEXHOMOMMYECKOE B3aMMOLENCTBUE UHEOPMALIMOHHBLIX
cucTeMm, ncnomnb3dyembixX Ars NpeaocTaBneHns rocygapcTBeHHbIX U MyHUUMNANbHbIX YCNYr U UCMOMHEHUS roCy4apCTBEHHbIX Y
MyHULUMNAanNbHbIX YHKUWA B SNEKTPOHHOM dhopMe.
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(YacTb gononHuTensHO BkNtoyeHa ¢ 1 aHBaps 2018 roga PeneparnbHbiM 3akoHOM OT 28 nekabpa 2017 rona N 425-03)

9. O6wepnoctynHas nHdopMaLusl, CoaepXxallasics B CUCTEME MOHUTOPUHIa OBWKEHWUSI NEKapCTBEHHbIX NpenapaToB Ans
MEOWLUHCKOrO MPYMEHEHUS, pa3MellaeTcs B WH(OPMaLMOHHO-TENEKOMMYHUKALMOHHOW ceTn "VIHTepHeT" (B TOM 4ucne B
dopme OTKPbITbIX AaHHbIX) B NOpSiAKe, ycTaHoBNeHHOM [paBuTenscTBom Poccuinckon ®enepaumu.

(Yactb gononHuTensHO BkNtoveHa ¢ 1 aHBapst 2018 roga ®enepanbHbiM 3akoHoM OT 28 aekabpa 2017 rona N 425-93)

10. TlpousBoguTenn nekapCTBEHHbIX CPEACTB MNOMNyYalT coaepXallytocsd B CUCTEME MOHUTOPUHIa OBWMXKEHMS
NeKapCTBEHHbIX NpenapaTtoB A9 MEQULMHCKOrO MPUMEHEHNA NHAOPMALMIO O CEPUAX U NAPTUSX NIEKapCTBEHHbIX NpenapaTos,
NPOU3BOANMbBIX UMW N HAXOASLWMUXCS B rpaxgaHckom obopoTe B Poccuiickon ®enepaunm, 6€3803me3gHo.

(Yactb gononHuTenbHO BKNtodeHa ¢ 1 aHBapsi 2018 roga ®enepanbHbiM 3akoHOM OT 28 aekabpa 2017 rona N 425-03)

11.3a NpoM3BOACTBO MM NPOAAXKY NEKAPCTBEHHbIX NpenapaToB A1 MeAULUMHCKOro NnpumeHeHns 6e3 HaHeceHns cpeacTs
naeHTUmKaLmm, ¢ HapyLeHMemM yCTaHOBNEHHOIO Nopsaka Mx HaHEeCEeHUs, a Takke 3a HECBOEBPEMEHHOE BHECEHNE [aHHbIX B
CUCTEMY MOHWUTOPUHIA [OBWXKEHMSI NEKApPCTBEHHbLIX MpenapatoB A1 MEOWMUMHCKOrO MNPUMEHEHMSI UMW BHECEHME B Hee
HEIOCTOBEPHbIX JAaHHbIX OPUAMYECKME NULA U MHOUBUAYANbHbIE NPEeanpUHMMATENN, yKa3aHHble B YacTax 4 v 7 _HacTosulen
CTaTtbu, HeCyT OTBETCTBEHHOCTbL B COOTBETCTBUM C 3aKoHodaTenscTBoM Poccuiickon ®egepaumu.

(Yactb gpononHuTensbHO BktoveHa ¢ 1 monga 2020 rona PenepanbHbiv 3akoHOM 0T 28 fnekabpsa 2017 rona N 425-93 (c
U3MEHEHNsIMM BHeCeHHbIMU PefepanbHbiM 3akoHOM OT 27 Aekabpsa 2019 rona N 462-93))

12. MpaButensctBo Poccuiickon ®Pepepaumv BnpaBe YCTAHOBUTb OCOBEHHOCTUM BHEOPEHWUSI CUCTEMbI MOHWUTOPWHIra
OBWKEHUST NEeKapCTBEHHbIX MNpenapaTtoB Ans MEAULMHCKOrO MPUMEHEHUs, BKMAYasi CPOKM €€ BHegpeHusi, B OTHOLUEHUU
NeKapCcTBeHHbIX MNpenapaTtoB Ans MeOWULWHCKOTO MPUMEHEHUS!, BKIIOYEHHbIX B MEpevYeHb >XM3HEHHO HeobxoauMbIX W
Ba)XKHEMLUNX fleKapCTBEHHbIX MpenapaTtoB, NIeKapCTBEHHbIX NpenapaToB, NpefHa3HayYeHHbIX Ans obecnevyeHnsa nuu, 60mnbHbIX
remocpununen, MyKOBUCLMAO30M, rMNodu3apHbiM HaHM3MoM, 6GonesHbio [ole, 3roKavyecTBEHHbIMM HOBOOGpPa30BaHUSAMU
NMMcoONaHON, KPOBETBOPHOM U POACTBEHHbIX UM TKAHEW, pacCesiHHbIM CKNepo3oM, 1L, Mocne TpaHcnnaHTauum opraHoB t
(Mnn) TKaHewn, MHbIX NNeKapCTBEHHbIX NpenapaToB A1 MeOULUHCKOTO NPUMEHEHNS.

(Yactb gononHuTensbHO BKNtodeHa ¢ 1 aHBapst 2018 roga ®enepanbHbiM 3akoHoM OT 28 aekabpa 2017 rona N 425-03)

KomMmeHTapui kK ctatbe 67

MABA 14_1. OrPAHUYEHUA, HANNATAEMbIE HA OPTAHU3ALIUU, OCYLLECTBNAIOLWUE OEATENNIBHOCTb
MO OBPALLEHUIO NIEKAPCTBEHHbIX CPEACTB

(Mnaa gononHuTenbHO BkNtoveHa PeaepanbHbiM 3akoHOM OT 25 Hoabpa 2013 rona N 317-P3)

CTATbA 67_1. OTPAHUYEHUA, HAJTATAEMbBIE NMPU OCYLWECTBJIEHUU AEATEJNIBHOCTU B COEPE
OBPALLEHUA NEKAPCTBEHHbIX CPEACTB

1. OpraHusauun, 3aHumatolwmecs paspaboTkoi, Npon3BOACTBOM M (MNKN) peanusaumein nekapcTBEHHbIX NpenapaToB Ans
MELMLMHCKOrO MNPUMEHEHUs1, oOpraHu3auuu, obnagalolwme npaBaMuM Ha WCMOMb30BaHWE TOProBOr0  HaVMeHOBaHUS
neKkapcTBEHHOro npenapata Ans MeaULMHCKOrO NPUMEHEHWS, OpraH13aLMm ONTOBONM TOProBIM NEKApCTBEHHLIMU CPeaCcTBamu,
anTeyHble opraHn3auMn (UX NPeacTaBUTENU, UHbIE PU3NYECKME U OPUONYECKME LA, OCYLLECTBNSIOWMNE CBOK AESTENbHOCTb
OT WMEHMW 3TUX OpraHuM3auuii) B OTHOLUEHUW MeOMUMHCKUX pabOoTHMKOB W PYKOBOAWUTENEN MEOWULMHCKUX OpraHusauuii He
BnpaBe:

1) BpyyaTb nodapku, BbIMfayYMBaTb [OEHEeXHble cpefacTBa (3a WCKIOYEHMEM BO3HarpaXKaeHwuin no [oroBopam mnpu
NPOBEOEHUN KITMHWUYECKUX WUCCNEAOBaHWUI NEKapCTBEHHbIX NpenapaToB Af1s MEAULMHCKOrO NMPUMEHEHWS!, BO3HArpaXgeHui,
CBAI3aHHbIX C OCYLLECTBNEHNEM MeAMLMHCKUM paGoTHMKOM nedarornyeckoin u (Mnm) HayyHoi OesTenbHOCTU), B TOM Yucre
onnayvMBaTb pasBrieYeHusi, OTAbIX, MPOe3d K MeCTy OTAblxa, a Takke MpMBreKaTb K y4acTUio B pasBriekaTesNibHbIX
MEpPONPUSTUSAX, NPOBOAUMbIX 38 CHET CBOMX CPEACTB;

2) 3aKrno4aTh CorMalleHUsi O Ha3HaYeHUn UN peKoMeHaaLMM NauueHTaM NiekapCTBEHHbIX NpenapaToB AN MEAULIMHCKOTO
NpUMEHEeHMs1 (3a WUCKIYEeHMEM [OOrOBOPOB O MPOBEAEHUM KIMHUYECKUX WCCreoBaHWUii NeKapCTBEHHbIX MnpenapaToB Ans
MELMLMHCKOIo NPUMEHeHNs);

3) npenocTaBnATb 06p33Ll,bI NNeKapCTBEHHbIX nNpenapartoB Al1d MeANUMHCKOINo npuMeHeHunda B Lendax BpyvyeHud naumeHTam
(33 NCKIo4HeHneM crny4aeB, CBA3aHHbIX C npoBedeHUEeM KIMMHUYECKUX nccnenoBaHun NNeKapCTBEeHHbIX MnpenapaTtoB AnA
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MELMLMHCKOIo NPpUMEHeHNs);

4) npenocrtaBnATb HEOOCTOBEPHYO U (Vlﬂl/l) HEenoJiHyto I/IH(*)OpMaLI,VII-O O NneKapCTBeHHbIX npenapartax anda meanunHCKoro
NpUMEeHeHnA;

5) nocewatb ux B paboyee BpeMsi Ha paboumx MecTax, 3a WCKIOUYEHUMEM CIy4aeB, CBsi3aHHbIX C MNPOBEAEHUEM
KMUHWUYECKUX WCCNEAOBAHWUIA NEKAPCTBEHHbIX MNpenapaTtoB Ans MeOWULUMHCKOTO TMPUMEHEHMsl, C ydacTMeM B MOpsiake,
YCTaHOBMEHHOM PYKOBOAUTENEM MEOMLMHCKON opraHuM3auum, B cobpaHnax MEAULIMHCKUX PaBOTHUKOB U UHBIX MEPONpPUATUSIX,
HarnpaereHHbIX Ha MOBbLILWEHUE WX NPOMECCMOHANBHOMO YPOBHS UMW Ha npegocTaBneHue MHGOpMauMK, CBA3aHHOW C
OCYLLECTBIEHNEM MOHUTOPMHIra GE30MaCHOCTU NEKAPCTBEHHbIX NMPEnapaTos;

6) nobyxaaTb K BbIMUCLIBAHUIO JIEKAPCTBEHHbLIX NMPEnapaToB Ans MeAWUUMHCKOrO MPUMEHEHUs! Ha GraHKkax, cogepallmx
MHGOPMaLMIO PEKITaMHOTO XapakTepa, a Takke Ha peLenTypHbIX GrnaHkax, Ha KOTOpbIX 3apaHee HaneyaTaHo HavMeHoBaHue
neKkapCcTBEHHOro npenapara s MeauuMHCKOro NpUMeHeHUs.

2. OpraHusaumn, ykasaHHble B ab3aule nepBoM YacTv 1 HacTosulen cTaTbW, U WX NpeacTaBUTENW B OTHOLUEHWUM
hapmaLeBTUYeCcknX paboTHMKOB M PYKOBOAMTENEN anTevHbIX opraHnM3auuii He Bnpaee:

1) Bpy4aTb Nnogapku, BbiniiadmBaTb OEHEXHble CpencTBa, B TOM YUCIE onjiadmBaTh pa3BiiedeHnd, oTablX, npoe3a K Mecty
oTAablXa, 1 NpuBeKkaTb K y4aCTUo B pa3BrieKaTteribHbIX MepOonpuAaATuAX, NnpoBOAUMBIX 3a CHET CBOUX CPEeaCTB;

2) npenocTaBnATb o6pa3u,b| NEeKapCTBEHHbIX npenapartoB A5d MegUUNHCKOro npuMeHeHuna ona BpyyYeHnsd HacerneHuio,

3) 3aKnk4aTb cornalleHnda o npeanoXXeHnn HaceneHno onpegeneHHblX NekapCTBeHHbIX npenapartoB Anda MeanumnHCKOro
NpUMeHeHnA;

4) NpenocTaBnATb HEOOCTOBEPHYIO U (UNK) HEMOMHY MHGOPMAaLMIO O NEKapCTBEHHbIX Npenaparax Ans MeauLMHCKOro
NpYMEHEHNS!, B TOM YICIe UMEIOLLUX OANHAKOBOE MexXayHapoaHoe HenaTeHToBaHHOe HaMeHoBaHMe.

KommeHTapum k ctatbe 67_1

CTATbA 67_2. TPEBOBAHUA K OPTAHU3ALIMU U MPOBEOEHUIO HAYYHbIX MEPOMPUATUNA, UHbIX
MEPONPUATUIN, HANPABJIEHHbIX HA NOBbILUEHUE MPO®ECCUOHANBHOIO YPOBHA MEOULIMHCKNX
PABOTHUKOB U HA NPEOOCTABJIEHUE UHOOPMALIMK, CBA3AHHON C OCYLLECTBIIEHUEM
MOHUTOPUHIA BE3OMNMACHOCTU NEKAPCTBEHHbIX NMPEMNAPATOB

1. Mpn NpoBegeHnn Hay4YHbIX MEPOMNPUATUA, UHBbIX MEPOMPUATUIA, HanpaBfeHHbIX Ha NOBbILEHME NPOGECCUOHANTbHOMO
YPOBHSI MEOMLIMHCKMX PabOTHMKOB MINU Ha NpeaoCTaBneHne CBA3aHHOW C OCYLLECTBMEHMEM MOHUTOpPMHra 6e30nacHoCTu
nekapcTBeHHbIX MpenaparoB MHPOPMAaLIMKN, OpraHU3yeMbiX OpraHuM3auusmMu, ykasaHHbiMM B abs3aue nepBom 4Yactu 1 cratbu
67_1 HacTosuero denepanbHOro 3aKoHa, X NpeacTaBUTENsIMU U (UNKn) UMHAHCUPYEMbIX 3@ CYET CPEACTB 3TUX OpraHu3aumn un
UX npeacrtaBuTenen, sanpellaeTcs nNpensaTtcTBoBaTb Y4aCTUO B YKa3aHHbIX MEPOMNPUSATUMAX WMHbIX OpraHu3auuin, KoTopble
Npomn3BOAAT WM  peanusyloT NeKapCTBEeHHble npenapatbl Ans MeAWUMHCKOro MPUMEHEHUS CO CXOXUM MeXaHWU3MOM
(papmakornorm4eckoro AencTems, NMbo cosgaBaTh OUCKPMMUHALMOHHBIE YCMOBUS AMNS OOHMX YYACTHMKOB MO CPABHEHMWIO C
APYrMMU y4acTHUKaMK, a UMEHHO:

1) npenocTaBnATb pa3fniM4Hoe KOJIM4eCcTBO BpeMeHU ansa BbICTyI'IJ'IeHVIIZ Y4aCTHUKOB, pasfinydHble Mo pa3Mepy 3aHMMaeMoun
nnowaagun mecrta anda geMoHcTpaunmn oGpaauos JNIeKapCTBEHHbIX npenapaTtoB And MeanunHCKOro npuMmeHeHna nnm peknamMmHbIxX
MaTtepuarioB O JieKapCTBEHHbIX npenapartax ana MeauuumHCKOro npuMeHeHuda Ha 3KCno3nuunax, cteHpax, 3a WUCKIHYeHUem
cny4yaeB, eclnn Takume YCIroBUA 3akKpensieHbl B cornawleHnAax 3Tux OpI'aHl/l3aLl,Ml7|, nx ﬂpeﬂ,CTaBMTeJ’IeVI o (*)VIHaHCVIpOBaHVIM
YKa3aHHbIX MepOI'IpVIHTMVI n O6yCJ'IOBJ'IeHbI pa3nnyHbIMK 3aTpaTaMn YH4aCTHUKOB Ha UX opraHn3auunio;

2) ycTaHaBnvMBaTb pa3Mep B3HOCA AN YYACTHUKOB MEPOMPUSITUA, yKasaHHbIX B abs3aue nepBoM HacCTosILLen 4acTu,
MpeBbILIAWMIA CyMMY 3aTpaT Ha OpraHM3auuio yKasaHHbIX MEpONpUSATUA U Bedyluin K HeoBOCHOBAaHHOMY OrpaHUYEHUHO
ymcna ux y4acTHUKOB.

2. OpraHusauum, ykasaHHble B abs3aue nepBoM 4actm 1 crtatbu 67 1 Hacrtosuwero PenepanbHOro 3akoHa, WX
npeacTaBuMTENN, OCYLLECTBSAIOWME OpraHM3auunio 1 (Mnu) drMHaHCMpoOBaHME MEepPONPUATUNA, yKasaHHbIX B YacTn 1 HacToswen
cTatbu, 00si3aHbl obecneynBaTb AOCTYN K MHOpMauMM O gaTte, MecTe U BPEMEHM MPOBEAEHUS yKaszaHHbIX MEPONPUATUINA,
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nnaHax, nporpamMmax MpoBeAeHUs1 YKa3aHHbIX MEeponpuAaTUA U Temax, MfaHupyeMblX AN pacCMOTPEHUs, cocTaBe WX
YYaCTHUKOB MNyTeM pasMeLleHus COOTBETCTBYloLWEeNn MHopMauum Ha CBOMX oduumanbHbIX cantax B cetTu "WHTepHeT" He
nosgHee AByX MecsiLeB 40 Hayana npoBeAeHus yYKasaHHbIX MeponpUATUn.

3. ViHdopmaLmsa o npoBeaeHUM MEPONPUSATUI, YKa3aHHbIX B YacTu 1 HacTodllen cTaTbU, B CPOK, YCTAHOBMEHHbIN YacTbio 2
HacTosLlen cTaTbu, AOMKHa ObITb HanpasneHa B efepanbHbIi OpraH UCMOMHUTENBHON BRAacTW, OCYLLECTBASOWNA PyHKLUN
Nno KOHTPOMIO M Haa3opy B cdepe 34paBOOXpaHeHus, AN nocneayowero pasmMelleHns ee Ha oduumanbHOM canTe 3Toro
opraHa B cetn "MInTepHeT".

KommeHTapum k ctatbe 67 2

IMABA 15. OTBETCTBEHHOCTb 3A HAPYLLEHUE 3AKOHOOATENbLCTBA POCCUUCKON ®ELQEPALIUN NPU
OBPALLEHWU NEKAPCTBEHHbIX CPEACTB U BOSMELLWEHUWE BPEOA, NPUYUHEHHOIO 300OPOBbIO
FPAXKOAH BCNEACTBUE NMPUMEHEHUA NEKAPCTBEHHbIX NMPENAPATOB

CTATbSA 68. OTBETCTBEHHOCTb 3A HAPYLLUEHUE 3AKOHOOATEJIbCTBA POCCUACKOWU ®EQEPALIUU NMPU
OBPALLEHNU NEKAPCTBEHHbIX CPEACTB

1. HapyweHune 3akoHogaTtenbctBa Poccuickon degepaummn npu obpalleHnn nekapcTBEHHbIX CPEACTB BReYeT 3a cobon
OTBETCTBEHHOCTb B COOTBETCTBMU C 3akoHoaaTenbcTBoM Poccuiickon ®enepauun.

(YacTtb B pegakuun, BBegeHHom B gencteme ¢ 1 niona 2015 roga ®enepanbHbiv 3akoHOM OT 22 nekabps 2014 roga N 429-
®3. - CM. NpeaplayLLyo peaaKLmio)

2. 3a HenpeacTaBrneHne UM HECBOEBPEMEHHOE NMpeacTaBneHme nHdopmauun n (Mnu) OKyMeHTOB NMbo npeacTaBneHne
HegoCTOBEPHbIX MHopMauuM U (Unu) AOKYMEHTOB, MPedyCMOTPEHHbIX HacToswmm PenepanbHbiM 3aKOHOM, CyObLEKThI
o6palleHns NekapCTBEHHbIX CPeACTB HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3akOHOAaTeNbLCTBOM Poccuickoin ®eaepaunn.

(Yactb pononHuTensbHO BktoveHa ¢ 1 monga 2015 rona PenepanbHbiv 3akoHoM OT 22 fAekabpsa 2014 rona N 429-03; B
penakumm, BeBegeHHom B genctene ¢ 15 uioHa 2018 roga PenepanbHbiM 3akoHOM OT 4 umtoHa 2018 roga N 140-93. - Cwm.

TREAbIAYLLYIO PEAaKLNIO)

KommeHTapun k ctatbe 68

CTATbA 69. BOSMELLEHUE BPEOA, MPUYUHEHHOIO 3040POBbLIO NPAXKAAH BCINEACTBUE NPUMEHEHUA
JNNEKAPCTBEHHbIX MNMPEMNAPATOB

1. I'Ipomsao,qmenb JNIeKapCTBEHHOro npenaparta 0065s3aH BO3MECTUTb Bpen, HpI/IHI/IHeHHbIVI 3A40pPOBbIO rpaxnaH BcrneacTtene
npuMeHeHnA NeKapCTBeHHOro npenapara, eciim 4oKa3aHo, 4YTO:

1) neKkapCTBEHHbIN Mpenapar MPUMEHANCA MO Ha3Ha4YeHU0 B COOTBETCTBUM C  WHCTPYKUMENW MO MPUMEHEHMIO
neKapcTBEHHOro npenaparta u NPUYMHON Bpeaa ABUMCA BBOZ B rpaxaaHcKuin 060poT Heao6poKayecTBEHHOMO NeKapCTBEHHOO
npenapara;

2) Bpeq 300pOBbI0 NPUYMHEH BCNEACTBME HEJOCTOBEPHON MHOPMaLMK, coaepKalleincs B MHCTPYKUMM MO MPUMEHEHMIO
nekapcTBEeHHOro npenapara, U3gaHHoN NPoM3BoAMTENEM JIeKapCTBEHHOTO Npenapara.

2. B cnydyae, ecnu Bpen 340POBb rpaxaaH MpUYMHEH BCReAcTBME NPUMEHEHUs1 NekapCTBEHHOro npenaparta,
npuLeaLero B HErogHoOCTb B pesynbraTte HapyLleHUs npaBuil XpaHeHUs! NekapCTBEHHbIX CpeacTB, NpaBuil ONTOBOW TOProBnmv
nekapcTBeHHbIMW MpenapaTaMmu, MpaBuIl  OTMYCKa JeKapCTBEHHbIX MpenapaToB, MNpPaBUil  W3rOTOBMEHUS U OTnycka
nekapcTBeHHbIX MpenapaTtoB, BO3MelleHWEe Bpeda OCYLUECTBMSETCS COOTBETCTBEHHO OpraHu3auuelnt OrnToOBOW TOProBnu
nekapCcTBEHHbIMW CpeACcTBaMu, anTeYHON opraHu3auven, UHOBUAYanbHbIM NpeanpuHUMaTenemM, UMELWMMN NMLEH3NIO Ha
hapmaLeBTUYECKYHD AeATENbHOCTL UMM NULIEH3NI0 HA MEOULIMHCKYIO OEATENbHOCTb, MEAMLMHCKOW OpraHu3aumnen, nMetoLlen
NMLEeH3no Ha dapMaLeBTUYECKYI0 OeATEeNbHOCTb (ee 000CcobneHHbIM noapasaeneHvemM (ambynaropuen, enpbalepckum 1
dhenbAaLLuepCcKo-aKyLepckuM NMyHKTamu, LEeHTPoOM (oTdeneHnem) obLuen BpavyebHow (CeMenHOoW) NPakTuKkn), pacrnonoXeHHbIM B
CenbCKOM HaCerneHHOM MyHKTe, B KOTOPOM OTCYTCTBYET anTevyHas opraHusauus), OMyCTUBLUMMW NPOAAXY WUNKU OTMYCK Takoro
nekapcTBEeHHOro npenapara.

(actb B pepakumu, BBedeHHou B penictBne PenepanbHbiM 3akoHOM OT 25 Hoabpa 2013 roga N 317-03. - Cwm.
npenplAyLWYIo peaakLuio)
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3. Bo3melleHne Bpeda, NPUYMHEHHOrO 340POBLIO rpaXaaH BCNeACTBME NPUMEHEHUS NeKapCTBEHHbIX NpenapaTtoB Unu
COBepLUEHMS MPOTMBOMNPABHbIX AEACTBUIA CyObekTamu obpalleHns nekapcTBEHHbIX CPEACTB, OCYLLECTBNSAETCS B COOTBETCTBUM
C 3aKkoHofartenbcTBoM Poccuiickon ®egepaunn.

KommeHTapum Kk ctatbe 69

MMABA 16. SAKNTIOYUTEJIbHBIE NMOJTIOXEHUA

CTATbA 70. O MNPU3HAHUU YTPATUBLLUMU CUNY OTAENBbHbLIX 3AKOHOAATEJbHbLIX AKTOB
(MONOXEHUN 3AKOHOOATEJIbHbIX AKTOB) POCCUNCKOU ®EOEPALIMA

an/I3HaTb yTpaTtuBwMn CUNy:

1) ®enepanbHbin 3akoH oT 22 uioHs 1998 rona N 86-P3 "O nekapcTBeHHbIX cpeacTBax” (CobpaHue 3akoHoaaTenbCTBa
Poccuinckon ®epepaumm, 1998, N 26, c1.3006);

2) ®enepanbHbIvt 3akoH oT 2 aHBapa 2000 roga N 5-93 "O BHeceHMM nameHeHus n gononHeHun B PeaepanbHblvi 3akoH "O
nekapctBeHHbIx cpeacTteax” (CobpaHue 3akoHogatenbcTBa Poccunckon ®epepaumm, 2000, N 2, cT.126);

3) ctatbio 40 dPepnepanvHoro 3akoHa oT 10 aHueapsa 2003 roaa N 15-®3 "O BHECEHUU WM3MEHEHUN W AONONHEHWN B
HEKOTopble 3akoHoaaTenbHble akTbl Poccuiickon  ®depepaumm B cBA3M ¢ npuHaTtnem depepanbHoro 3akoHa "O
NULIEH3MPOBaHMM OTAENbHbIX BUAOB aAesTtensHoctn" (CobpaHue 3akoHogatenbcTBa Poccuickon depepauun, 2003, N 2,
CT.167);

4) cratbio 31 denepancHoro 3akoHa or 30 wmoHa 2003 roga N 86-d3 "O BHeCEeHUU WU3MEHEHWW W [OMNOMHEHWN B
HEKOTOpble 3akoHoAaTenbHble akTbl Poccurickon depepauum, NpPU3HaAHUU YTRATUBLUMMW CUAY OTAENbHbIX 3aKoHoAaTeNbHbIX
akToB Poccurickon deaepauinun, NPEAOCTaBAEHNN OTAENbHbIX FAPaHTUA COTRYAHWKAM OPraHoB BHYTREHHMX Aef, OpraHoB no
KOHTpOM 3a 06OpPOTOM HAPKOTUYECKMX CPEACTB WM MCMXOTPOMHBLIX BELLECTB W ynpasaHaeMblx  diefepanbHbiX OpraHoB
HarnoroBoW NOMuLIMK B CBA3W C OCYLIECTBNEHVMEM MeEpR MO COBEPLUIEHCTBOBAHWIO FOCYAApPCTBEHHOro ynpaenenus” (CobpaHue
3akoHogatenbcTBa Poccuinckon Pegepauuu, 2003, N 27, ¢1.2700);

5) cratbio 101 PenepansHoro 3akoHa ot 22 aerycra 2004 roga N 122-93 "O BHECeHWUM U3MEHEHWI B 3aKOHOAATENbHbIE
akTbl Poccuiickon denepauum n npusHaHMm YTRATMBLUMMU CUY HEKOTORLIX 3aKoHoAAaTenbHbIX akToB Poccunckon Penepauum
B CBA3W C NpuHATMEM dheaepasbHbiX 3akoHOB "O BHECEHUWN M3MEHEHUN U aononHeHun B PeaepanbHbii 3akoH "O6 obuimx
NpUHUMNaX OpraHn3auun 3akoHoaaTenbHbiX (MPeAcTaBUTENbHbLIX)_ U MCMNOMHUTENbHBLIX OPraHOB TFOCYAARPCTBEHHOW BracTu
cybbekToB Poccunckon Pepepaummn” n "O6 obuiMx npuHLMNAX OpraHu3aLmm MEeCTHOro camoynpaeBneHuss B Poccuiickon
®denepauumn” (CobpaHne 3akoHogatenscTBa Poccuinckon ®eaepaumm, 2004, N 35, c1.3607);

6) ctatblo 28 denepancHoro 3akoHa oT 18 aekabps 2006 rona N 231-03 "O BBeAeHWM B AENCTBME YacTWU YeTBERTOM
[paxpaHckoro kopekca Poccuinckon denepaumn” (CobpaHune 3akoHogatenbctBa Poccunckon ®epepaumm, 2006, N 52,
cT.5497).

KommeHTapum k ctatbe 70

CTATbA 71. BCTYNNEHUE B CUNTY HACTOSLUEIO ®EAQEPAJNIbHOIO 3AKOHA

1. HacTtosilwumin denepanbHbin 3akoH BCTynaet B cuny ¢ 1 ceHTsiopsa 2010 roga.

2. JlekapcTBeHHble CpefcTBa, 3aperMcTpupoBaHHblE OO OHA BCTYMNEHUst B cuny Hactoswero denepanbHOro 3akoHa,
noanexat BKIIIOYEHUIO B TOCYAapCTBEHHbIE PEECTPbLI IEKARCTBEHHbIX CREACTB C BHECEHMEM YKasaHHbIX B YacTu 1 cratbu 33
HacTosulero PefepanbHOr0 3aKkoHa CBedeHWI 06 3TUX NEKapCTBEHHbIX CpeacTBax Ge3 NpPOXOXAEHWUS BHOBb MpPOLEAypbl
rocynapCTBEHHOW perncTpauum nekapcTBeHHbIX NpenapaTos.

3. TocymapcTBeHHasi perucrpauusi NekapCTBEHHbIX NpenapaTtoB, 3a WCKIKYEHUEM eKapCTBEHHbIX MpenapaTtoB AN
MEOMVLMHCKOrO MpUMEHEHUS, MPEACTaBMEHHbIX Ha YKa3aHHyl perncrpaumio A0 AHSA BCTYMMEHWS B CUNY HaCTOSLLEro
PeaepanbHOro 3aKOHa, OCYLLECTBNSETCA B COOTBETCTBUM C HacToswmMM PedepanbHbiM 3aKOHOM Ha OCHOBaHUWN JOKYMEHTOB U
AaHHbIX, NMPeACTaBneHHbIX OO AHA BCTYNNeHUs B cuny HacToswero ®egepanbHOro 3akoHa (4acTe AOMOMHEHa ¢ 26 okTA0ps
2010 roga ®enepanbHbiM 3akoHoM 0T 11 okTabpsa 2010 rona N 271-93 - cM. npeabiayLLyo peaakuuio).
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3_1. TocynapcTBeHHas perncrpauust nekapCTBEHHbIX NPenapaToB A5 MEAMLUUHCKOrO NpUMEHEHWs], NpeacTaBeHHbIX Ha
rocyapCTBEHHYIO perucTpauvio A0 AHS BCTyNneHus B cuny Hactosiero ®degepanbHOro 3akoHa, UM rocygapCTBeHHast
pervcTpauns nekapcTBEHHbIX NpenapaTtoB A1 MeOULMHCKOTO NPUMEHEHUSs], NPeacTaBnNeHHbIX Ha 3KCNepTU3y NekapCTBEHHbIX
cpencTB [0 OHSA BCTYMNEHWst B cuiy HacTosiwero ®epepanbHOro 3akoHa B LEMsiX UX Nocneayowen rocynapcTBEHHON
perucTpaumm, OCYLLECTBISIIOTCA Ha OCHOBaHUM [OOKYMEHTOB W [aHHbIX, MPeACTaBneHHbIX 00 AHS BCTYNNEHWs B Cuny
HacTosilero ®efeparnbHOro 3akoHa, a Takke 3asBlieHUs] O TOCyAapCTBEHHOW perucTpauumn nekapCTBEHHOro npenapara,
npeacTaBneHHOro MNpPou3BOAUTENEM JIEKAPCTBEHHBLIX MNpPenapaToB WKW YMNOMIHOMOYEHHbLIM UM NULOM B COOTBETCTBUM C
HacToAwmm deaeparnbHbIM 3aKOHOM B YNOSIHOMOYEHHbIM doeaeparnbHbIi OpraH UCNonHUTeNbHOM Bnactn go 1 mapta 2011
roga, 6e3 TpeboBaHuA ynnartbl rocygapcTBEHHON NOLLMMHbI, NMPEAYCMOTPEHHON 3akoHoaaTenbcTBoM Poccuinckon depepaumm o
Hanorax u cbopax (4acTb AONONHUTENbLHO BKModeHa ¢ 26 okTabps 2010 roga PenepanvHbiM 3akoHoM OT 11 okTsabpa 2010
rona N 271-93; B pegakunn, BBeaeHHon B gericteue ¢ 3 gekabps 2010 roga PenepanbHbiM 3akoHOM oT 29 Hosbps 2010 rona
N 313-93, pacnpocTpaHsieTcsa Ha NPaBOOTHOLLEHWS], BO3HMKLLME C 1 ceHTabps 2010 roga, - cM. NpeabIaYLLYI0 PEAAKLINIO).

3_2. lNoatBepxgeHne rocygapCTBEHHOM pernctpaumm fekapCTBEHHbIX MpenapaToB ANs MeauuMHCKOro NpUMEHEHWS,
npencTaBrneHHbIX AN NOATBEPXKAEHUSA roCyAapCTBEHHOW perncTpauumn 4o AHS BCTYMNEHUs B cuny Hacrosiero denepansHoro
3aKOHa, W MNOATBEPXAEHWE rOCYOapCTBEHHOW perucTpaumu NekapcTBEHHbIX MpenapaTtoB Ans MeAWMLMHCKOrO MpUMEHEHUs,
npeacTaBreHHbIX Ha 3KCMepTU3y NeKapCTBEHHbIX CPEACTB A0 OHA BCTYNNEHUs B cuny Hactosiwero denepanbHOro 3akoHa B
Lenax nocrneayloLwero NoaTBEPXKAEHUS UX roCyAapCTBEHHOW pEerncrpauun, OCYLLECTBISIIOTCA Ha OCHOBaHWWM JOKYMEHTOB U
OaHHbIX, MPEACTaBMEHHbIX [0 [OHSA BCTYMNMeHus B cuny Hactosiwero ®degepanbHOro 3akoHa, a TakKke 3asiBNeHust o
NOATBEPXKOEHNM  TOCYAApCTBEHHOW  perucTpauuyM nekapCTBEHHOrO npenapaTta, NPeACTaBMEHHOro  MPOW3BOAMTENEM
NeKapCcTBEHHbIX MpenapaTtoB UMKU YMONHOMOYEHHBIM UM fMLOM B COOTBETCTBMM C HacToswmMm PegepanbHbIM 3aKOHOM B
YMONMHOMOYEHHBIN chefepanbHbIl opraH UCMonHUTENbHOM Bnactu o 1 mapta 2011 roga, 6e3 TpeboBaHus ynnaThbl
rocygapcTBeHHON MOLUNWHBI, NPegyCMOTPEHHON 3akoHoaaTtenbcTBoMm Poccuiickon Pepepaumm o Hanorax u cbopax (4actb
AOonNonHUTENBbHO BKMNtoYeHa ¢ 26 okTabpsa 2010 roga PeaepansHbiM 3akoHoM OT 11 okTa6pa 2010 rona N 271-93; B pegakuuu,
BBeOeHHoW B pgenctBue ¢ 3 pgekabps 2010 roga PenepanbHbiv  3akoHoM OT 29 Hoabpa 2010 roga N 313-93,
pacnpocTpaHsieTca Ha NPaBOOTHOLLEHNS, Bo3HMKWKE ¢ 1 ceHTAabpa 2010 roaa, - CM. NReAbIAYLLYI0 PEAAKLIMIO).

3_3. lpuHATME peleHnss O BHECEHWM WU3MEHEHWA B [OKYMEHTbI, COAepXalmecsa B PEerncTpaumoHHOM [OCbe Ha
3aperncTpupoBaHHbIf fIeKapCTBEHHBIN nNpenapaT Ans MeaUUMHCKOro NPUMEHEHUst N NpeacTaBfneHHble 4O AHS BCTYNfEeHUs B
cuny Hactosiwero PenepanbHOro 3akoHa, U MPUHATUE PELUEHUss O BHECEHMM M3MEHEHUM B OOKYMEHTbI, cogepalumecs B
permcTpaumoHHOM [OCbe Ha 3apermcTpUpOBaHHbLIA NEKAPCTBEHHbIM Mpenapat Afs  MEAUUMHCKOrO MNPUMEHEHUs W
NpPeAcTaBIieHHbIE Ha 3KCMEepTM3y JNeKapCTBEHHbIX CPeACTB A0 AHS BCTYMNEHWUs B cuny HacTosiwero denepanbHOro 3akoHa,
OCYLLECTBIAOTCA Ha OCHOBaHUMM [OOKYMEHTOB W [aHHbIX, MPeacTaBMeHHbIX OO0 [OHS BCTYMSIEHUS B CUNYy HACTOSALLEro
depepanbHOro 3akoHa, a Takke 3asiBlieHMs1 O BHECEHUN M3MEHEHWUI B OKYMEHTbI, CoAepKallMecs B perMcTpaLmMoHHOM 4oCcke
Ha 3aperMcTpmMpoBaHHbIA FIEKAPCTBEHHbBIA MpenapaTt And MegUMUMHCKOrO MpPUMEHEHUs, NpeacTaBfieHHOro nNpou3BoAnTENEM
neKkapCTBeHHbIX npenapaToB UMM YMNOMHOMOYEHHbIM MM fULOM B COOTBETCTBMM C HacTodAwmMm denepanbHbiM 3aKOHOM B
YMONMHOMOYEHHBIN  dhefepanbHbIl OpraH WCMONHUTENbHOM Bnactu o 1 mapta 2011 roga, 6e3 TpeboBaHus ynnathbl
rocyapCTBEHHOW MOLUMMHbI, NPeayCMOTPEHHON 3akoHoaaTtenbcTBoM Poccuinckon depepaummn 0 Hamorax u cbopax (4acTb
AOMNONMHUTENbHO BKMNtoYeHa ¢ 26 okTabpsa 2010 roga PenepanbHbiM 3akoHoM OT 11 okTa6psa 2010 roaa N 271-93; B pegakuuu,
BBeOeHHoM B pdenctBue ¢ 3 pgekabpss 2010 roga PenepanbHbiM  3akoHOM OT 29 Hosbpsa 2010 roga N 313-93,
pacnpocTpaHseTCs Ha NPaBOOTHOLLEHUS, BO3HMKLWME ¢ 1 ceHTAbpsa 2010 roga, - cM. NREeAbIAYLLYIO PeaaKLIMI).

3_4. Bbigaya paspelleHuii Ha NpoBeaeHne KIMHUYECKMX UCCreqoBaHUi NeKkapCTBEHHbIX NpenapaTtoB A1 MeAULMHCKOro
NPUMEHEHMS MO 3asBNEHUSM, NOAAHHbIM A0 AHS BCTYMNEHMs B cuny HacTosiwero ®PepepanbHOro 3akoHa, a Takke Mo
3asiBMEHVAM, MOAaHHbIM Mocre OHs BCTYNNEHUS B CuNy Hactosiwero degepanbHOro 3akoOHa Ha OCHOBAHMM 3KCMEpTUs,
NpoBeAEHHbIX 0 AHSA BCTYMMEHUs B cuny HacTosilero ®enepanbHOro 3akoHa, OCYLLECTBIISIETCS B COOTBETCTBUM C HACTOSALLUM
denepanbHbIM 3aKOHOM Ha OCHOBaHWW LOKYMEHTOB W AaHHbIX, MPEACTaBNEHHbIX UMW NOMYYEHHbIX OO OHA BCTYNIEHUS B CUNy
HacTosilwero defeparnbHOro 3akoHa, a Takke Ha OCHOBaHMU KONWUW NPeaBapuUTENbHOMO A4OroBopa 0653aTenbHOr0 CTPaxoBaHus
XKM3HM, 300pOBbS MALUEHTOB, Y4aCTBYIOLUMX B KIMMHUYECKOM WMCCIEeNoBaHUM NEKAPCTBEHHOMO npenaparta Ans MeAULMHCKOro
NPUMEHEHMS, UNN KONUW JOroBopa 00s3aTENbLHOIO CTPAXOBaHWUS XU3HW, 340POBbS NMALWEHTOB, YYaCTBYIOLMX B KIMMHUYECKOM
UCCneqoBaHMM NeKapCTBEHHOrO npenaparta Ans MeOULMHCKOro NpUMEHeHWsi, nvbo npeacTaBneHHoOW Konuv Joroeopa
006513aTeNbHOr0  CTpaxoBaHWsi, 3akMlOYEHHOT0 B COOTBETCTBMM C TWUMOBLIMU MpaBuiaMu o06sI3aTenbHOrO CTpaxoBaHusl, C
yKasaHWeMm npeaensHON YUMCNEHHOCTU MAaLMEHTOB, Y4acTBYOLWMUX B KIMHUYECKOM UCCreaoBaHUM NeKapCTBEHHOINO npenapara
AN MeOWUMHCKOro  npuMeHeHusi, 6e3  TpeGoBaHusi  ynnaTtbl  rOCYAapCTBEHHOW  MOWSMHLI,  MPEaYCMOTPEHHOM
3aKkoHogatenbcTBoM Poccuickorn denepaumm o Hanorax u cbopax (4acTb LOMONMHUTENBHO BKMOYeHa ¢ 26 okTabps 2010 roga
®denepanbHbiM 3akoHoM oT 11 okTabpa 2010 roga N 271-93; B pegakumn, BBeaeHHoOW B aerictBue ¢ 3 aekabps 2010 roga
denepanbHeiM _3akoHOM oT 29 Hos6psa 2010 rona N 313-®3, pacnpocTpaHsieTcsl Ha NPaBOOTHOLUEHMS, BO3HUMKWKNE C 1
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ceHTabpsa 2010 roga, - CM. NReAbIAYLLYI0 PeaaKLmio).

3_5. 3apernctpupoBaHHble B MHOCTPaAHHOMW BanioTe OO0 AHSA BCTyMNfeHusi B cuiy HacTosiwero degeparnbHOro 3akoHa
npenernbHble OTNYCKHblE LiEHbl MHOCTPaHHbLIX NPOM3BOAMUTENEN HA IEeKapCTBEHHble MNpenapaTthbl, BKIHOYEHHblIE B MNepeyeHb
XM3HEHHO HEOOXOAMMbIX M BaXKHEMLLMX NEeKapCTBEHHbLIX NpenapaToB, nognexar nepecyety B pyonu no kypcy LleHTpanbHoro
G6aHka Poccuiickon ®enepaumm Ha faty, yctaHosneHHyko [pasutensctBoM Poccuiickon denepaumm, 6e3 npeacraBneHus
3asiBMEeHNA O MepecyeTe UeHbl C BHECEHWEM COOTBETCTBYHOLLMX W3MEHEHWW B rOCYOAPCTBEHHbIA PEECTp MpenernbHbIX
OTMYCKHbIX LEH NPOW3BOAUTENEN Ha NEKapCTBEHHblE MpenapaTthbl, BKMHOYEHHbIE B MNEpeYeHb XU3HEHHO HeoOXOoAMMbIX U
BaXKHEMLUNX NEKapCTBEHHbIX NpenapaTtoB (YacTb AOMNOMHMTENBbHO BKItoveHa ¢ 26 okTabpst 2010 roga PenepanbHbiM 3aKOHOM
ot 11 okta6psa 2010 ropa N 271-93).

3_6. 3apernctpupoBaHHble 40 OHSA BCTYNNEHUS B cuny Hactosiwero degeparnbHOro 3akoHa npegernbHble OTNYCKHbIE LiEHbI
POCCUIACKMX NPOU3BOAUTENEN HA JEKAPCTBEHHbIE MNpenapaTbl, BKMIOYEHHbIE B MNEPEYEHb XUBHEHHO HEOOXOOUMbBIX W
BaXKHEMLUNX NEKAPCTBEHHbIX NpenapaTtoB, noanexar nHaekcauum ¢ 1 Hoabps 2010 roga ucxoast U3 NPOrHO3MPyeEMOro YpOBHS
WHMpNAUMK, ycTaHoBNeHHoro defepanbHbiM 3akoHoM oT 2 Aekabpsa 2009 rona N 308-93 "O chenepansHom Grogxete Ha 2010
ron_v Ha nnaHosbii nepuoa_2011 n 2012 ronos" Ha 2011 rog (Y4acTb AOMOMHUTENbLHO BKrOYeHa ¢ 26 okTaopsa 2010 roga
denepanbHbiM 3akoHoM OT 11 okTa6psa 2010 rona N 271-93).

3_7. Nocne 1 mapta 2011 roga He JonyckakwTCs NPOU3BOACTBO U BBO3 B Poccuiickyio degepauunio nekapCcTBEHHbIX
npenapaToB B yNakoBKax C MapKMPOBKOW, KOTopas Obina HaHeceHa [0 OHSA BCTYMNEHUS B cuny Hactosiero denepanbHOro
3akoHa. 1o McTevyeHUM ykKa3aHHOro cpoka [aHHble feKkapcTBeHHble npenapatbl MOryT OTNycKaTbCs, peanv3oBblBaTbCH,
nepegaBatbCa N NPUMEHATLCSA OO MCTEYEHUS UX CpOKa rOAHOCTH.

(YacTb pononHuTenbHo BktodeHa ¢ 26 okTabps 2010 roga PenepansbHbiM 3akoHoM 0T 11 okTsabpa 2010 roga N 271-93; B
penakumu, BeBeaeHHonm B gemncteue ¢ 1 aHeaps 2011 roga PenepanbHbiM 3akoHoM oT 29 Hoabpa 2010 rona N 313-93; B
pefakumu, BBegeHHon B fgencteue ¢ 7 aHeaps 2012 roga PenepanbHbiM 3akoHOM OT 6 Aekabpsa 2011 roga N 409-93. - Cwm.
OpenplAyLWYIo peaakLuio)

4. Co gHA BCTynneHus B cuny Hacroswero PegepansHoro 3akoHa v no 30 anpens 2011 roga BKNOYUTENBHO JOMNyCKaeTCst
NnpoBeAeHNe 3KCNepPTM3bl NIEKAPCTBEHHbLIX CPEeACTB IKCNepTaMm 3KCMEPTHOMO YYPEXAEHUS A0 NPOXOXKAEHUS UMW aTTecTauun B
nopsiake, yCTaHOBIIEHHOM YMNONHOMOYEHHbIM dhefeparnbHbIM OpraHOM UCMONHUTENBHOW BNacTU.

5. Co pHa BctynneHus B cuny Hacrtosiwero ®epepanbHoro 3akoHa u no 31 gekabpsa 2013 roga BKMOYUTENLHO
OCYLLECTBIISIETCSI NEPEXOA K NPON3BOACTBY JNIEKAPCTBEHHbLIX CPEACTB B COOTBETCTBUM C NpaBuUiamMu opraHM3auumn nponsBoacTea
M KOHTPOMS KayecTBa NeKapCTBEHHbIX CPeACTB, yKa3aHHbIMM B Yactu 1 ctatbm 45 HacTtosauwero depepanbHOro 3akoHa, B
nornHom obbeme. Cpoku nepexofa NpoM3BOACTBA NEKAPCTBEHHbBIX CPEACTB K UX NPOM3BOACTBY B COOTBETCTBUMU C KOHKPETHLIMU
TpeboBaHMAMU AaHHbIX NpPaBWM, BKYAs CPOKM aTtTecTauuu YNONHOMOYEHHbIX JUL, YKa3aHHbIX B YacTsax 6 v 7 cratbu 45
HacTodulero ®eaepanbHOro 3akoHa, ycraHasnueatkoTtced [pasutensctBomM Poccuiickon ®egepaunn.

6. JInueHaun Ha Npon3BOACTBO NeKapCTBEHHbIX CPeacTB, BbldaHHble Ao 1 aHBapsa 2014 roga, gencrsytoT nocne 1 aHBaps
2014 roga g0 UCTedeHMs cpoka Ux 4eNCTBUA Mpu YCNoBMM COOTBETCTBUSA NMLieH3naTa npasmnam opraHusaumnm npon3BoacTea u
KOHTPOIS KayecTBa fekapCcTBEHHbIX CPEACTB, Yka3aHHbIM B Yactu 1 ctaTtbu 45 HacTosuero PenepanbHOro 3akoHa.

7. dopMupoBaHME rocy4apCTBEHHOMO 3afaHWsi Ha MPOBEAEHWE IKCMepPTU3bl NeKapCTBEHHbIX CpeacTB denepanbHOMY
rocyqapCTBEHHOMY OHOKETHOMY YYPEXOEHUIO MO MPOBEOEHMIO 3KCNEPTU3bl NEKApPCTBEHHbIX CPEACTB M (hMHAHCOBOE
obecneyeHne BbINOMHEHWS 3TOrO 3aaHusi OCYLLECTBISIOTCSA B NOpsaKe, ycTaHoBNeHHOM PefepanbHbiM 3aKOHOM 0T 12 aHBaps
1996 ropa N 7-®3 "O HekOoMMepyeckux opraHusaumsax” (4acTb AOMONMHUTENbHO BKNoYeHa ¢ 3 aekabpsa 2010 roga
denepanbHbiM 3akoHOM 0T 29 Hosa6psa 2010 roaga N 313-93).

KommeHTapum k ctatbe 71

Mpe3ngeHT
Poccuickon degepauun
[0.MenBgenes

Mocksa, Kpemrnb
12 anpens 2010 roga
N 61-®3
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Penakimsa OOKyMEHTa C ydeToM
MRMEHEHMY U JOTOJIHEHV TIOOT'OTOBRJIEHA
AO "Komekc"
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