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POCCUUCKAS ®EAEPALINA
®EAEPAIbHbIA 3AKOH

06 ob6palleHn nekapcTBeHHbIX CPeacTB

(c nsmeHeHnamn Ha 22 gekabpsi 2020 roga)
(pegakuma, gencteytowas ¢ 1 aHBaps 2021 roga)

[OKyMEHT C N3MEHEHUSIMUN, BHECEHHBLIMU:

depnepanbHbiM 3akoHoM oT 27 uonga 2010 roga N 192-03 (Poccuickaa rasera, N 166, 29.07.2010) (o nopsigke
BCTYNNeHus B cuny cM. ctatbio 4 PepepanbHoro 3akoHa ot 27 nonsa 2010 roga N 192-93);

denepanbHbiM 3akoHOM OT 11 okTA6pst 2010 roga N 271-d3 (Poccuiickas raseta, N 234, 15.10.2010);

denepanbHbiM 3akoHoM OT 29 Hosbps 2010 roga N 313-®3 (Poccwuitckas rasera, N 274, 03.12.2010) (o nopsigke
BCTYNNeHus B cuny cM. ctatbio 17 ®egepanbHoro 3akoHa oT 29 Hoss6pst 2010 roga N 313-93);

denepanbHbiM 3akoHoM oOT 6 pgekabpsa 2011 rogpa N 409-©3 (OdwvumanbHbI MHTEPHET-MOPTaN NpPaBOBOM
nHdopmaL M www.pravo.gov.ru, 07.12.2011) (o nopsigke BCTYMNEHNs B CUITy CM. cTaTbto 26 PefepanbHoOro 3akoHa ot 6
nekabpsa 2011 roga N 409-03);

depnepanbHbiM 3akoHOM OT 25 noHsa 2012 roga N 93-©3 (OdwmumanbHbIi MHTEPHET-NOPTaN NPaBoOBOW UHdopMaLLMn
www.pravo.gov.ru, 25.06.2012);

depepanbHbiM 3akoHOM OT 25 pekabps 2012 rogpa N 262-©3 (OdwmumanbHbIi MHTEPHET-MOPTan nNpaBOBOWM
nHdopMaLLMn Www.pravo.gov.ru, 26.12.2012);

denepanbHbIM 3akoHoM oT 2 utons 2013 roga N 185-®3 (OdomumanbHbIi MHTEPHET-NOPTaN NPaBoBoON UHGOPMaLLMK
www.pravo.gov.ru, 08.07.2013) (o nopsigke BCTynneHus B cuny cMm. ctatblo 163 degepanbHoro 3akoHa ot 2 uonsa 2013
roga N 185-®3);

denepanbHbiM 3akoHOM OT 25 Hosi6ps 2013 roga N 317-03 (OdwmumanbHbIi MHTEpPHET-NopTan npaBOBOWM
UHdopMaLMKM www.pravo.gov.ru, 25.11.2013) (o nopsiake BCTYMEHNS B CUIY CM. cTaTbio 64 defeparnbHOro sakoHa ot 25
Hos6ps 2013 roga N 317-03);

denepanbHbIM 3akoHoM oT 12 mapTa 2014 roga N 33-®3 (OdmumnanbHbIi MHTEPHET-NoPTan NpasoBon UHGOPMaLMK
www.pravo.gov.ru, 12.03.2014) (o nopsgke BCTyNneHns B cuny cM. ctatbto 21 degepanbHoro 3akoHa ot 12 mapta 2014
roga N 33-03);

denepanbHbiM 3akoHOM OT 22 okTabpa 2014 roga N 313-9®3 (OdwmumanbHbIn MHTEPHET-NopTan nNpaBOBOWM
nHdopmaumm www.pravo.gov.ru, 22.10.2014, N 0001201410220022) (o nopsigke BCTYMMEHWs B CUMy CM. CTaTblo 2
depepanbHoro 3akoHa ot 22 okT6psa 2014 roga N 313-93);

denepanbHbiM 3akoHOM oT 22 pekabpa 2014 roga N 429-03 (OdwmumanbHbI MHTEPHET-NopTan MnpaBoOBON
nHdopmaLmm www.pravo.gov.ru, 23.12.2014, N 0001201412230021) (C wn3MeHeHWsMW, BHECEHHbIMM DenepanbHbIM
3akoHoM oT 8 mapta 2015 roga N 34-9®3, degepanbHbiv 3akoHoM oT 13 monsa 2015 roga N 241-93) (o nopsigke
BCTYMNrieHusi B cuny cMm. ctatblo 4 ®egepanbHoro 3akoHa ot 22 aekabps 2014 roga N 429-03);

denepanbHbiM 3akoHoM oT 8 mapTta 2015 roga N 34-93 (OdmumanbHbIn MHTEPHET-MOPTan NpaBoBoOv MHGOPMAaLLMK
www.pravo.gov.ru, 09.03.2015, N 0001201503090043) (o nopsigke BCTynneHuss B cury cm. ctatbio 3 degepanbHoro
3akoHa oT 8 mapTa 2015 roga N 34-93);

denepanbHbiM 3akoHoM OT 29 mioHa 2015 roga N 160-93 (OdmumnanbHbI MHTEPHET-NopTan npaBoBoOn UHdopMaLmMm
www.pravo.gov.ru, 30.06.2015, N 0001201506300055);

depnepanbHbiM 3akoHoMm oT 13 uong 2015 roga N 233-93 (OdmumanbHbI MHTEPHET-NOPTan NpaBoBoOW UHGopMaLmMu
www.pravo.gov.ru, 13.07.2015, N 0001201507130077);

denepanbHbiM 3akoHoMm oT 13 uong 2015 roga N 241-03 (OdmumanbHbI MHTEPHET-NoOpPTan NpaBoBoOn UHdopMaLmMm
www.pravo.gov.ru, 13.07.2015, N 0001201507130051);

depnepanbHbiM 3akoHoMm oT 13 uong 2015 roga N 262-93 (OdmumanbHbI MHTEPHET-NOPTan NpaBoBoOW UHdopMaLmMm
www.pravo.gov.ru, 13.07.2015, N 0001201507130067) (BcTtynun B cuny ¢ 1 aHBaps 2016 roga);

denepanbHbiM 3akoHOM OT 14 pgekabps 2015 roga N 374-03 (OdwmumanbHbIi MHTEPHET-MOPTan nNpaBOBOWM
nHdopmaumm www.pravo.gov.ru, 15.12.2015, N 0001201512150001) (0 nopsigke BCTYMAEHUs B CWIly CM. CTaTblo 5
depnepanbHoro 3akoHa ot 14 gekabps 2015 roga N 374-03);

denepanbHbiM 3akoHOM oT 29 pekabpsa 2015 roga N 389-3 (OdwmumanbHbI MHTEPHET-NOpPTan MNpaBOBON
WHdopMaL M www.pravo.gov.ru, 29.12.2015, N 0001201512290018) (ectynun B cuny ¢ 1 sHBapsi 2016 roga);

denepanbHbiM 3akoHOM OT 2 nioHsA 2016 roga N 163-®3 (OdmumnanbHbI MHTEPHET-NOPTaN NPaBoOBOW MHGOPMAaLLMK
www.pravo.gov.ru, 02.06.2016, N 0001201606020015);

®enepanbHbiM 3akoHOM OT 3 mons 2016 roga N 261-®3 (OdmumanbHbIi MHTEPHET-NOPTaN NpaBoBON UHGopMaLLmMn
www.pravo.gov.ru, 04.07.2016, N 0001201607040127) (o nopsigke BCTynneHus B cury CM. ctatbio 9 degeparnbHOro
3akoHa oT 3 monda 2016 roga N 261-$3);

®enepanbHbIM 3akoHoM oT 3 utons 2016 roga N 305-®3 (OdmumanbHbIi MHTEPHET-NOPTaN NPaBoBoON UHGOPMaLLMK
www.pravo.gov.ru, 04.07.2016, N 0001201607040146);

denepanbHbIM 3akoHoM oT 3 utons 2016 roga N 350-®3 (OdomumanbHbIi MHTEPHET-NOPTaN NPaBoBoON UHGOPMaLLMK
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www.pravo.gov.ru, 04.07.2016, N 0001201607040122);

denepanbHbiM 3akoHoM OT 29 uong 2017 roga N 242-03 (OdmumanbHbI MHTEPHET-NopTan NpaBoBoOn UHdopMaLmMm
www.pravo.gov.ru, 30.07.2017, N 0001201707300032) (sctynun B cuny ¢ 1 aHBapsa 2018 roga);

denepanbHbiM 3akoHoM OT 29 uong 2017 roga N 278-93 (OdmumanbHbI MHTEPHET-NoOpTan NpaBoBoOW UHdopMaLmMm
www.pravo.gov.ru, 31.07.2017, N 0001201707310022) (o nopsigke BCTynneHus B cury CM. ctatbio 8 degepanbHOro
3akoHa oT 29 nons 2017 roga N 278-93);

denepanbHbiM 3akoHOM oT 28 pekabpsa 2017 roga N 425-3 (OdwmumanbHbI MHTEPHET-NopTan MnpaBOBON
nHdopmaLmm www.pravo.gov.ru, 29.12.2017, N 0001201712290006) (C u3MeHeHUsIMM BHeceHHbIMM PenepanbHbIM
3aKkoHOM OT 28 Hosbps 2018 roga N 449-03, denepanbHbiM 3akoHOM OT 27 aekabps 2019 roga N 462-d3) (o nopsake
BCTYMNIeHUs1 B CMNy CM. cTatblo 2 ®efepanbHoro 3akoHa ot 28 aekabps 2017 roga N 425-03);

denepanbHbiv 3akoHOM OT 4 nioHsA 2018 roga N 140-93 (OdmumnaneHbI MHTEPHET-NOPTaN NPaBoBOW MHGOPMAaLLMK
www.pravo.gov.ru, 04.06.2018, N 0001201806040061);

denepanbHbiM  3akoHOM OT 28 HosiOps 2018 roga N 449-03 (OdwmumanbHbI MHTEPHET-MOPTan MNpaBOBON
nHdopmMaummn www.pravo.gov.ru, 28.11.2018, N 0001201811280057) (o nopsigke BCTYMMEHWS B CUIy CM. CTaTbilo 5
depepanbHOro 3akoHa ot 28 Hosbps 2018 roga N 449-03);

denepanbHbiM 3akoHOM oT 27 pgekabps 2018 rogpa N 511-03 (OdwmumanbHbI MHTEPHET-NOPTan npaBOBOM
nHdopMaL M www.pravo.gov.ru, 27.12.2018, N 0001201812270067);

depnepanbHbiM 3akoHOM OT 6 moHs 2019 roga N 134-03 (OdmumanbHbIi MHTEPHET-NOPTaN NPaBoOBOWM MHdopMaLLMK
www.pravo.gov.ru, 07.06.2019, N 0001201906070020);

depnepanbHbiM 3akoHoM oT 26 uons 2019 roga N 240-93 (OdmumanbHbI MHTEPHET-NOPTan NpaBoBoOW UHdopMaLmMm
www.pravo.gov.ru, 26.07.2019, N 0001201907260109);

denepanbHbiM  3akoHoM OT 2 aerycta 2019 roga N 297-®3 (OdwmumanbHbil MHTEPHET-NopTan npaBoOBON
nHdopmaLmn www.pravo.gov.ru, 02.08.2019, N 0001201908020069);

depepanbHbiM 3akoHOM OT 27 pekabps 2019 rogpa N 462-03 (OdwmumanbHbIi MHTEPHET-MOPTan nNpaBOBOWM
nHdopMaLMn www.pravo.gov.ru, 28.12.2019, N 0001201912280029);

depepanbHbiM 3akoHOM OT 27 pekabps 2019 rogpa N 475-03 (OdwmumanbHbIi MHTEPHET-MOPTan nNpaBOBOW
uHdopmMaumn www.pravo.gov.ru, 28.12.2019, N 0001201912280038) (o nmopsake BCTynfeHWss B curly CM. cTatbio 4
depnepanbHoro 3akoHa ot 27 gekabpst 2019 roga N 475-93);

denepanbHbiM 3akoHOM OT 27 pgekabps 2019 roga N 478-03 (OdwmumanbHbIi MHTEPHET-MOpPTan npaBOBOWM
nHdopmaL M www.pravo.gov.ru, 28.12.2019, N 0001201912280025) (sctynun B cuny ¢ 1 aHBaps 2021 roga);

denepanbHbiM 3akoHOM OT 27 pgekabps 2019 roga N 481-03 (OdwmumanbHbIi MHTEPHET-MOPTan npaBOBOWM
nHdopmaLmm www.pravo.gov.ru, 28.12.2019, N 0001201912280034) (0 nopsigke BCTYMMAEHUss B CUy CM. CTaTblo 5
depepanbHoro 3akoHa ot 27 gekabps 2019 roga N 481-03);

denepanbHbIM 3akoHoM oT 26 mapTa 2020 roga N 67-®3 (OdmumnanbHbIi MHTEPHET-NoPTan NpasoBon MHGOpMaLMK
www.pravo.gov.ru, 26.03.2020, N 0001202003260030);

denepanbHbIM 3akoHom oT 1 anpens 2020 roga N 98-®3 (OdmumanbHbIi MHTEPHET-NOPTarn NpaBoBON MHOpMaLm
www.pravo.gov.ru, 01.04.2020, N 0001202004010072);

denepanbHbiM  3akoHoM oT 3 anpensa 2020 roga N 105-©3 (OdwmumanbHbIn MHTEPHET-NopTan npaBoBOM
nHdopmaumm www.pravo.gov.ru, 03.04.2020, N 0001202004030060) (o nopsigke BCTYMNEHWst B CUIy CM. CTaTblo 3
depepanbHoro 3akoHa ot 3 anpens 2020 roga N 105-93);

denepanbHbiM 3akoHoMm oT 13 uong 2020 roga N 206-®3 (OdmumanbHbI MHTEPHET-NoOpTan NpaBoBoOW UHdopMaLmMm
www.pravo.gov.ru, 13.07.2020, N 0001202007130048) (o nopsigke BCTynneHus B curny CM. ctatbio 4 degepanbHOro
3akoHa oT 13 nons 2020 roga N 206-$3);

denepanbHbiM  3akoHom oT 8 pgekabpa 2020 roga N 429-03 (OdwmumanbHbIi MHTEPHET-MOPTan MnpaBOBON
nHdopmaL M www.pravo.gov.ru, 08.12.2020, N 0001202012080096);

denepanbHbiM 3akoHOM oT 22 pekabpa 2020 roga N 444-03 (OdwmumanbHbI MHTEPHET-NopTan MnpaBOBON
nHdopMaLMnm www.pravo.gov.ru, 22.12.2020, N 0001202012220029).

MpuHAT
"ocypapcteeHHom [dymon
24 mapta 2010 roga

OpobpeH
Cosetom deaepaumm
31 mapta 2010 roga

KommeHTapuin k PegepansHomMy 3akoHy oT 12 anpenst 2010 roga N 61-93 "O6 obpalleHn nekapcTBeHHbLIX cpeacTs”

MnaBa 1. O6wme nonoxeHns
Cratba 1. lpeameT perynupoBaHus HacTosiwero ®eaepanbHOro 3akoHa

1. HacToswumin ®enepanbHblii 3aKOH perynmnpyer OTHOLLEHWS, BO3HUKAIOLLME B CBA3M C obpalleHreM - paspaboTKow,
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OOKIMMHUYECKUMM UCCNEAOBAHNAMM, KIMHUYECKUMU UCCIEL0BaHMSMU, SKCNEPTU30M, roCyQapCTBEHHON perncTpaumen,
CO CTaHgapTu3auMen U C KOHTPONeM KayecTBa, NMPOU3BOOCTBOM, WU3rOTOBMEHWEM, XpaHEHMEM, MEePEeBO3KOW, BBO3OM B
Poccunckyto ®Penepaunio, BbiBo3oM K3 Poccuiickon depepaumun, peknamon, OTMyCKOM, peanusauven, nepegayen,
NPVUMEHEHMEM, YHUYTOXEHNEM NEKapCTBEHHbIX CPEeaCTB.

(YacTb B pegakumm, BBegeHHon B genctaume ¢ 7 aHBaps 2012 roga PeagepanbHbiv 3akoHOM OT 6 aekabpsa 2011 roga
N 409-93. - CM. npeablayLLyo pegakumio)

2. Hactosawmn denepanbHbii 3akoH yCcTaHaBNMBaET MPUOPUTET rOCyAapCTBEHHOIO perynvpoBaHusa 6e3onacHocTwy,
KauecTBa 1 3PdEKTUBHOCTU NEKAPCTBEHHbBIX CPEACTB NMpU X obpaLLeHnN.

(YacTb B pegakumm, BBeaeHHoW B gencteue ¢ 25 noHa 2012 roga ®enepanbHbiM 3akoHOM OT 25 mioHs 2012 roga N
93-03. - CM. NpeabigyLLy0 pegakumio)

KommeHTapun k ctatbe 1

Cratbs 2. Cpepa npumeHeHUs1 HacTosiwero deaepanbLHOro 3aKoHa

Hactoawwmn ®egepanbHbil 3aKOH MPUMEHSIETCS K OTHOLUEHVSIM, BO3HMKalOLMM Npu obpalleHnn nekapCTBEHHbIX
cpencTs Ha TeppuTopum Poccuiickon ®epeparmn.

KommeHTapuii kK cTatbe 2

Cratbs 3. 3akoHOAATENBLCTBO 06 OOpalleHUn feKapCTBEHHbIX CpeacTB

1. 3akoHogaTenbCcTBO 06 OOpalleHWn nekapcTBEHHbIX CpeACTB COCTOMT M3 HacToswero ®enepanbHOro 3akoHa,
Opyrux doegeparnbHbIX 3aKOHOB M UHbIX HOPMAaTMBHBIX NPaBOBLIX akToB Poccuinckon ®egepauun.

1 1. 3akoHogaTenbcTBO 00 o0OpalleHMn fekapCcTBEeHHbIX CpeAcTB B OTHOLWEHWM OpUOMYECKMX Iy, U
WHOMBUAYanbHbIX  NPEegnpUHUMAaTENeR, OCYLLECTBAKOWNX OEATENbHOCTb Ha  TEppuTOpUM  MEXOYHApOOHOro
MEOMUMHCKOrO KnacTepa, MNPUMEHSIETCST C Y4eTOM OCODEHHOCTEN, YyCTaHOBMNeEHHbIX PepepanbHbiM 3akoHoM "O
MeXaOyHapooHOM MeOMUMHCKOM KrnacTepe M BHECEHUM U3MEHEHU B OTAENbHble 3akoHodaTerbHble akTbl Poccuiickon
depepauymn”.

(YacTtb gononHutensHo BktoveHa ¢ 30 noHsa 2015 roga ®egepanbHbiM 3akoHoM oT 29 noHsa 2015 roga N 160-93)

2. [enictBre HacToswero ®enepanbHOro 3akoHa pacnpocTpaHseTcs Ha obpalleHne HapKoTUYECKMX NEKAPCTBEHHBLIX
CPeacTB M MCUXOTPOMHBLIX F1EKAapPCTBEHHbIX CPEACTB C YYETOM OCOGEHHOCTEN, YCTAHOBIEHHbIX 3aKOHOAATEIbCTBOM
Poccuiickon denepaLmm o HapkoTUYECKMX CPEACTBAX, NCMXOTPONMHBLIX BELLLECTBAX 1 00 NX NpeKypcopax.

3. HeiictBue Hactosiwero denepanbHOro 3akoHa pacnpocTpaHsieTcs Ha obpalleHne paaunodapmaLeBTUHECKMX
reKapCTBEHHbIX CPeacTB C YYETOM OCOGEHHOCTEN, YCTaHOBMEHHbIX 3akoHodaTenbcTBoM Poccuitckon depepaumm B
obnacTtu obecnevyeHns paguaLnoHHON 6e30nacHOCTU.

4. Ecnu MexayHapodHbiM aoroBopoM Poccuiickoli ®depepauuy yCcTaHOBMNEHblI MHble NpaBuna, Yem Te, KOoTopble
npeaycMoTpeHbl HacTosWmMM PenepanbHbiM 3aKkOHOM, MPVMEHSIIOTCS NMpaBua MexayHapoaHoro 4oroBopa.

4 1. PeweHuss MeXrocygapCTBEHHbLIX OPraHoB, MPUHSTbIE HA OCHOBAHUM MOMOXEHUA MEXAYHapOOHbIX JOroBOPOB
Poccuiickon degepaumm B UX UCTOMNKOBaHMK, npoTmBopedallem KoHcTutyuum Poccuiickon depepaummn, He nopnexar
ucnonHennto B Poccurickon ®epepauun. Takoe NpoOTMBOPEYME MOXET ObiTb YCTAHOBMNEHO B MOpsgKe, OnpeaereHHOM
depeparnbHbIM KOHCTUTY LIMIOHHBIM 3aKOHOM.

(YacTtb gononHutensHo BktoveHa PenepanbHbiM 3akoHOM OT 8 aekabps 2020 roga N 429-03)

5. B Poccuickon ®egepaumm B COOTBETCTBUN C MEXAYHapoaHbIMy goroBopamun Poccurickon ®epepaunm u (nu) Ha
OCHOBE MPUWHLMMa B3aMMHOCTWN NPU3HAIOTCH pe3ynbTaThl KNMHUYECKUX NCCNEAoBaHNI NekapcTBEHHbIX NpenapaToB Ans
MEAMLMHCKOro NpYMEHeHNs1, NpoBeAeHHbIX 3a npegenamu Tepputopumn Poccuiickon depepauum.

KommeHTapuii k ctatbe 3

BHumaHwe! [IokyMeHT ¢ M3MeHeHnsaMM 1 AoMonHeHnaMmM (Hoeasa peaakLms). O nocneayroLmx n3aMeHeHmsx cM. aprbik "OnepatmeHas uHdopmaums”
UC «TexskcnepT: 6 nokoneHne» VHpaHeT


javascript:;

06 obpalLeH nekapcTBEHHbIX CPEACTB (C M3MeHeHnaMU Ha 22 aekabpst 2020 roga) (pepakums, aeviceytoas ¢ 1 aHeapst 2021 roga) CipaHuua 4
®edeparbHbiti 3akoH om 12.04.2010 N 61-@3

CrtaTtbsa 4. OCHOBHbIE NOHATUSA, UCNONb3yeMble B HacTosilwem deaeparbHOM 3aKOHe

[ns uenen HacTosiero ®efeparnbHOrO 3akoHa UCMONb3YOTCS CreayoLLME OCHOBHbIE NMOHATUS:

1) nekapcTBeHHbIE CpeAcTBa - BELECTBa U 1X KOMBUHALMK, BCTYyNatoLLMe B KOHTAKT C OpraHM3MOM YerioBeka Unm
YXMBOTHOTO, MPOHMKAIOLLME B OpraHbl, TKAaHW OpraHM3ma YerioBeka UMy >XMBOTHOTO, MpUMEHSieMble ANA MPOUNaKTUK,
OVarHOCTUKA (33 WCKIIOMEHWEM BELLECTB UMM UX KOMOMHAUWI, He KOHTaKTUPYHOLLMX C OPraHM3MOM YerioBeka Wru
XMBOTHOTO), nedyeHns 3abonesaHusl, peabunuTaumn, AN COXpaHeHUsi, NpPedoTBpalleHUss WNU  npepbiBaHUs
GepemMeHHOCTM U MONy4YeHHble U3 KPOBW, Mria3Mbl KPOBW, M3 OPraHOB, TKAHEN OpraHM3Ma YerioBeKa WM KMBOTHOTO,
pacTeHWUid, MWHEeparnoB MeTo4aMWU CUHTe3a WU C MNPUMEHEHWEM OMOMNorMyeckux TexHonoruin. K nekapcTBeHHbIM
cpeacTBaM OTHoCcATCS hapMaLleBTUYecKMe CyGCTaHUMM M NEKapCTBEHHbIE Npenaparhl;

2) dhapmaueBTMHeCKasd cybCTaHUMA - JNIEKApCTBEHHOE CpPeacTBO B BMAE OOHOMO WM HECKONbKMX obnagaroLimx
dhapmaKkonorm4yeckorn akTMBHOCTbI OEWCTBYHOLMX BELLECTB BHE 3aBMCUMOCTWM OT MpUpOAbl NMPOUCXOXKAEHWUSI, KOTOpOe
npenHasHa4yeHo Ans Npou3BOACTBA, U3rOTOBIEHUS NIEKAPCTBEHHbIX NpenapaToB 1 onpedenseT ux apdeKTUBHOCTS;

(MyHKkT B pegakumun, BBegeHHon B aercteue ¢ 1 mons 2015 roga ®egepanbHeiM 3akoHOM oT 22 aekabps 2014 roga
N 429-03. - Cm. NpeabigyLLyo penakumio)

3) BcnomoraTternbHble BELLECTBA - BELLECTBA HEOPraHNYECKOrO MIIN OPraHMYECcKOro NPOVCXOXKAEHUS, UCNOSb3YyeMble
B MpoLecce Npou3BOACTBa, W3rOTOBMEHWUSI JIEKAPCTBEHHbLIX NpenapaTtoB Afist npudaHus MM HeobxoauMmbiX dOM3UKo-
XUMUYECKNX CBOMCTB;

4) nexkapcCTBEHHble MpenapaTbl - NEKApCTBEHHbIE CPEACTBA B BUOE JIEKAPCTBEHHbIX (POPM, NMPUMEHSIEMbIE Ans
NponnakTukK, [AMarHOCTUKW, IledeHust 3aboneBaHusi, peabunutaumn, AN COXpaHeHUs, MpefoTBpalleHust wunu
npepbiBaHus GepemMeHHOCTY;

5) nekapcTBeHHas dopma - COCTOsIHME NEKAaPCTBEHHOMO MpenapaTta, COOTBETCTBYHOLLEE cnocobam ero BBEAEHUS U
NpMMeHeHWs 1 obecneYnBatolLiee OOCTKEHNE HeOBXoaAMMOro fie4ebHoro addexTa;

5_1) po3upoBka - cogepxaHne OAHOro UM HECKONbKUX AENCTBYHOLLMX BELLECTB B KONMMYECTBEHHOM BbIPaXKEHUN HA
€OuHMLY 003bl, UM eavHuly obbema, WM eOQuHWLYY MacChl B COOTBETCTBMM C JlekapCTBEHHOW dhopmon nmbo ans
HEKOTOPbIX BWAOB NEKAPCTBEHHbIX (QOPM KOMMYECTBO BbICBODOXOAEMOrO M3 feKapCTBEHHOM (hopMbl AENCTBYHOLLErO
BELLECTBA 3a e4VHNLYY BPEMEHM;

(MyHKT gononHuTensHo BrNtoYeH ¢ 1 nonga 2015 roga ®egepanbHbIM 3akoHOM OT 22 aekabpst 2014 roga N 429-93)

6) nepeveHb XM3HEHHO HEOOXOANMbIX U BaXKHEWLLNX FIEKaPCTBEHHbIX NPEnapaToB - yTBepxgaemMbli [paBUTeNsCTBOM
Poccuickon depepaunn nepeveHb NeKapCTBEHHbIX NPeEnapaTtoB ANs MEAULMHCKOrO NMpUMEHEHMs, obecnednmBaroLmx
NMPUOPUTETHLIE MOTPEOHOCTM 34PaBOOXPAHEHMST B Lensx NpodUNakTUKM M NedeHus 3aboneBaHuii, B TOM 4uUcCIe
npeobnagatoLmx B CTpykType 3abonesaemoctu B Poccuinckon ®enepauum;

(MyHkT B pepakumn, BBeaeHHom B gencteue PepepanbHeiM 3akoHOM oT 13 monsa 2020 roga N 206-93. - Cwm.
npeabiayLLyo peaakuuio)

6_1) opchaHHble nekapcTBEHHbIE NpenapaThl - NeKAapCTBEHHLIE Npenaparbl, NpegHasHa4YeHHbIE NUCKMIOYUTENBHO AN1s
ONarHOCTUKN UM NaTOreHETUYECKOrO NEYEHUs (NEYEHUs, HanpaBiEHHOrO Ha MEXaHW3M pPasBUTKS 3aboneBaHns) peakmx
(opdhaHHbIX) 3aboneBaHnn;

(MyHKT gononHuTensHo BrNtoYeH ¢ 1 nonga 2015 roga ®egepanbHbiM 3akoHOM OT 22 aekabpsi 2014 roga N 429-93)

6_2) GronorndyeckmMe NekapCTBEHHbIE MpenapaThl - NIEKAPCTBEHHbIE MpenapaThl, 4eNCTBYOLLEE BELWECTBO KOTOPbIX
npou3BegeHo MNu BblgeneHo M3 BMOoNorMvyeckoro MUCTOYHMKA M ONs OnpeneneHnss CBOMCTB M KadecTBa KOTOPbIX
HeoOxoguma KOMOMHaUMS OUMONMOrMYecknx u U3INKO-XMMUYecknx MetodoB. K  GMONMoOrm4yeckMMm nexkapcTBEHHbLIM
npenaparamMm OTHOCHATCS MMMYyHOOMOMoOrM4yeckne nekapcTBeHHbIE Mpenaparthbl, flekapcTBEHHbIe MpenapaTbl, NonyYeHHbIe
M3 KPOBW, MNNasMbl KPOBW 4YeENOBEKA W >KMBOTHbIX (3@ WCKMOYEHMEM LIEMIbHOM KpPOBM), OUOTEXHOMOrMYeckue
neKkapCcTBEHHbIE Npenaparbl, reHoTepaneBTUYECKME NEKapCTBEHHbIE Npenaparbl;

(MyHkT gononHutenbHo BkoYeH ¢ 1 uong 2015 roga egepanbHbiM 3akoHOM OT 22 fekabps 2014 roga N 429-93)

7) VMMMyHOOMOMOrMyeckne JneKkapCTBEHHbIE MNpenapaTtbl - JIEKapCTBEHHbIE MpenapaTbl, NpegHa3HaYeHHble AN
OpMMPOBaHMSA aKTMBHOTO WM MACCUBHOMO MMMYHUTETA MO0 OWArHOCTUKX Hanuyuus UMMYHUTETa WU OMarHOCTUKK
cneumdmyeckoro NpMOBPETEHHOIO M3MEHEHNST WMMMYHOITOTMMECKOrO OTBETa Ha annepruavpylowme BewectBa. K
UMMYHOOMOINMOrMYECKUM  NTIEKAPCTBEHHBIM  Mpenapartam OTHOCATCA BaKUMHbI, aHATOKCWHbI, TOKCWHbI, CbIBOPOTKY,
UMMYHOTIO0Y NMHbI U ansieprexsl;

(MyHKT B pegakummn, BBeageHHon B gevictaue ¢ 1 nona 2015 roga PepepanbHbiM 3akoHOM oT 22 aekabpsa 2014 roga
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N 429-03. - Cm. npeabigyLLyo penakLumio)

7_1) ©BuoTexHomnormyeckne nekapcTBEHHbIE MpenapaTtbl - feKapCcTBEHHble npenapaTbl, NPOU3BOACTBO KOTOPbIX
OCYLLECTBISIETCA C UCMONb30BaHMEM OMOTEXHOMNOMMYECKUX NpoLeccoB 1 metofoB (B ToM yucrne [ HK-pekombruHaHTHON
TEXHOMOMMKN, TEXHOMOrMM KOHTPONIMPYEMOWN 3SKCMPECCUM TEHOB, KOAMPYHOLWMX 6uonormdyeckn aktmBHble 6enkn B
npokapuoTax W 3dykapuoTax, BKNOYash M3MEHEHHbIE KINETKM MITEKONUTaoWMX), MOPUOOMHOrO MeToda W MeToda
MOHOKIMOHanbHbIX aHTUTEN;

(MyHKT gononHuTensHo BrtoYeH ¢ 1 nona 2015 roga PegepanbHbiM 3akoHOM 0T 22 aekadpsi 2014 roga N 429-93)

7_2) reHoTepaneBTUMECKME FEeKAapCTBEHHblEe MpernapaTbl - JIeKapCTBEHHble npenapaTthl, apMaueBTMieckas
cybCcTaHumMsA KOTOpbIX SABMSETCH PEKOMOWHAHTHOM HYKIMEWHOBOW KUCIIOTOW WM BKIHOYAeT B Cebs PEKOMOUHaHTHYHO
HYKNENHOBYIO KUCIOTY, MO3BOMSOWY0 OCYLLECTBMSATbL perynMpoBaHve, penapauuio, 3ameHy, pobaBneHue unu
yOarneHne reHeTU4ecKon nocnenoBaTenbHOCTY;

(MyHKT gononHuTensHo BrNtodeH ¢ 1 nona 2015 roga degepanbHbiM 3akoHOM OT 22 aekadpsi 2014 roga N 429-93)

8) HapkoTMdeckue nekapcTBEHHble CpedcTBa - JlekapCTBEHHble Mnpenapatbl U dapMaueBTUdeckue cybcTaHuum,
coepxallme HapKoTMYeCKMe CpeacTBa U BKIOYEHHbIE B [NepeqeHb HapKOTUHMECKUX CPEACTB, MCUXOTPOMHbIX BELECTB U
MX MPEKypCcopoB, noanexawmx koHTponio B Poccuiickoi ®egepaumn, B COOTBETCTBUMM C 3aKOHOAATENbCTBOM
Poccunckon ®egepaumm, mexgyHapogHsiMn gorosopamu Poccuickon ®egepaumm, B Tom Ynucne EQnHOM KOHBEHUMEN O
HapkoTuyeckux cpegcteax 1961 roga;

9) NCKMXOTPOMHbIE NEKAPCTBEHHbIE CPEeACTBa - JIEKAPCTBEHHbIE Npenapatbl M dapMaleBTUieckne cybcTaHuum,
coepxallume nNcuxoTpornHble BelecTBa U BKITOYEHHbIE B [NepedeHb HapKOTUYECKNX CPenCTB, NCUXOTPONHbLIX BELLECTB U
UX MpPEeKypcopoB, nognexawimx KoHTpornto B Poccunckon Pepmepaumm, B COOTBETCTBMM C 3aKoOHOOATENbCTBOM
Poccuickon ®epepaumn, mexagyHapogHbiMu goroBopamu Poccuickon depepauun, B ToM uyucrie KoHBeHuumen o
NCUXOTPONHbIX BewecTBax 1971 roga;

10) pagrodapMaLeBTUYECKME NeKapCTBEHHbIE CPEACTBA - NIeKapCTBEHHbIE CPEACTBa, KOTOpbIe CoAepXKaT B roTOBOA
NS UCnonb3oBaHUA (opMe OAWH PaAMOHYKNA UMW HECKOMBKO PaaMoHYKNNAOB (PaanoaKTMBHBIX M30TOMOB);

10_1) opurMHanbHbIV NeKapCTBEHHbIN NpenaparT - NeKapCTBEHHbIN NpenapaTt ¢ HOBbIM AENCTBYIOLLMM BeLLECTBOM,
KOTOpbIA nepBbIM 3aperncTpuposaH B Poccunckon depepaumm mnm B MHOCTPaAHHbBIX rocydapcTBax Ha OCHOBaHWM
pe3ynbTaToB AOKITMHUYECKUX UCCIeAO0BaHUA NeKapCTBEHHbIX CPeACTB M KMMHUYECKUX UCCMEeLOBaHWN nekapCTBEHHbIX
npenapaToB, NOATBEPXOAIOLLMX ero ka4ecTBo, 3hdeKTMBHOCTL 1 6e30NacHOCTb;

(MyHkT gononHutensHo BkMtoyeH ¢ 1 mapta 2020 roga PenepanbHbiM 3akoHOM OT 27 aekabpsa 2019 roga N 475-03)

11) pedepeHTHbIN NeKapCTBEHHbIN npenapaT - JeKapCTBEHHbIN MnpenapaTt, KOTOpbIA MCMONb3YeTcs AMs OLEeHKU
OMO3KBMBANEHTHOCTM WNU  TepaneBTUYECKON 3KBMBANEHTHOCTW, KadecTBa, 93ddeKTMBHOCTM U ©6e3onacHOCTU
BOCMNPON3BEAEHHOrO JIEKApCTBEHHOIO Mpenaparta unuM OuoaHanoroBoro (6uonogobHOro) fekapCcTBEHHOro npenapara
(brnoaHanora). B kayectBe pedhepeHTHOro NekapCTBEHHOro npenaparta Ans MeAULMHCKOro NPUMEHEHNS UCMONb3YeTcs
OPUrMHAasbHLIA NEKAPCTBEHHLIN MpenapaT NMbo, eCnn OpUrMHarnbHbIA JIEKAPCTBEHHBLIN MpenapaTt He 3aperMcTpypoBaH
unu He Haxogutcsa B obopoTe B Poccunckon demepaumm n He HaxoauTca B 0BOpPOTE B MHOCTPAHHbIX rocygapcTBax,
BOCMNPOU3BEAEHHbIA JIEKAPCTBEHHLIN MpenapaT wnn  OuoaHanoroBbli  (6MonogobHbIA)  NeKapCTBEHHLIM  npenapat
(broaHanor), KOTOpbI MEepBbIM 3apPerMcTpupoBaH M3 4Yucrna Haxogswmxcs B obopote B Poccuiickon depepauun,
OMO3KBMBANEHTHOCTb UMM TepaneBTUYEeCKas 3KBMBANEHTHOCTb, KayecTBO, 3(eKTUBHOCTL N 6e30MacHOCTb KOTOPOro
OLEHMBaNMCb MO OTHOLLUEHUIO K OpUrMHaNbHOMY FfeKapCTBEHHOMY MpenapaTy, a Takke KayecTBO, 3(EKTUBHOCTb U
©e3onacHOCTb KOTOpPOro noATBepXaalTcs pesyrnbTaTtamm dapmakoHag3opa U NpoBEPOK COOTBETCTBUS NEKapCTBEHHbIX
CPEACTB, HaxXOOSLMXCA B TpaXKOaHCKOM 000poTe, YCTaHOBIEHHbIM TpeboBaHMAM K WX kadecTBy. B kayecTtse
pedepeHTHOro fiekapCTBEHHOroO npenaparta 4f1si BETEPUHAPHOro NMPUMEHEHMST UCMONb3YETCA NIeKapCTBEHHbIM npenapat
ONs BETEPUHAPHOrO MPUMMEHEHMWS, 3aperucTpupoBaHHbin B Poccuickon depmepaumm Ha OCHOBaHWM pe3ynbTaToB
OOKITMHNYECKMX UCCIeoBaHWNA NeKapCTBEHHbIX CPEACTB U KIMMHUYMECKUX MCCIeQ0BaHWMA NeKkapCTBEHHbLIX MpenapaTos,
noATBEPKAALLNX ero Ka4ecTBo, 3pdEKTUBHOCTL 1 6€30MaCHOCTL;

(MyHKT B pepakuun, BBegeHHo B aencteue ¢ 1 mapTta 2020 roga ®enepanbHbiM 3akoHOM OT 27 gekabps 2019 roga
N 475-03. - Cm. npeabigyLLyo penakumio)

12) BOCMpoM3BEAEHHbIN feKapCTBEHHbIN npenapaTt - fekapCTBeHHbIN npenapaTt Ansg MeauLMHCKOro NpUMeHeHus,
KOTOPbIN MMEET 3KBMBANEHTHLIN peddepeHTHOMY fekapCTBEHHOMY MnperapaTy KavyeCTBEHHbIM COCTaB W KONMMYECTBEHHbIN
COCTaB [OEWCTBYIOLLMX BELLECTB B IKBMBANEHTHOW nekapcTBeHHOW dopme, nMbo nekapCcTBEHHbIN npenapat Aans
BETEPVHAPHOro NMPUMEHEHNS, KOTOPbIA UMEET Takue e, YTO N peddepeHTHbLIN NeKapCTBEHHbLIN npenapaT, KavyeCTBEHHbIV
COCTaB M KONMYECTBEHHbIV COCTaB AENCTBYHOLLUMX BELLECTB B TakoW Xe rnekapcTBeHHoW dopme, B1MOSKBMBaANEHTHOCTb
Unn TepaneBTUYECKas 3KBMBANEHTHOCTb KOTOPbLIX COOTBETCTBYOLLEMY pedepeHTHOMY fiekapCTBEHHOMY mnpenapary
NoATBEpPXdeHa COOTBETCTBYOLLMMU UCCNEOOBaHUAMY,;
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(MyHKT B pemakumn, BBeaeHHou B aencteue ¢ 1 mapta 2020 roga PenepanbHbiM 3akoHOM OT 27 aekabps 2019 roga
N 475-03. - Cm. npeabigyLLyo penakLumio)

12_1) TepaneBTUYeCKasi SKBMBANEHTHOCTb JIEKAPCTBEHHbIX NPEnaparoB - AOCTMXKEHUE KITMHUYECKM COMOCTaBUMbIX
TepaneBTM4eckoro adpdekta M nokasartenen 3ddekTMBHOCTM M ©e3onacHOCTU MpU MPUMEHEHUM J1EKAPCTBEHHbIX
npenaparoB AN MEAULMHCKOrO NPMMEHEHMWS, UMEIOLLNX O4HO MEXAyHapoaHOe HeNaTeHTOBaHHOE (MM XUMMYECKOE, UNK
rpPynnMpPOBOYHOE) HaUMEHOBaHME, B 3KBUBAIEHTHbIX JO3UPOBKAX MO O4HUM M TEM XKe MOoKa3aHMsIM K NMPUMEHEHMIO 1 Npu
OOMHaKoBOM crnocobe BBeAeHMS y OQHOW M TOW e rpynnbl 60MbHbIX;

(MyHKkT gononHuTenbHo BkNtoveH ¢ 1 nons 2015 roga PegepanbHbiM 3akoHOM OT 22 gekabps 2014 roga N 429-93;

B pedakuum, BBegeHHon B gencteure ¢ 1 mapta 2020 roga ®enepanbHbiM 3akoHOM OT 27 aekabpsa 2019 roga N 475-9 3.

- CMm. npegpiayLUyo peakuuio)

12_2) OuoaHanoroBbli (61onogobHbIN) nekapcTBeHHbI NpenapaT (6uoaHanor) - GMonorMvyeckuin NieKapCTBEHHbIN
npenapar, CXOXWA MO napamerpam KadecTBa, 3PEKTUBHOCTU U Ge3onacHOCTU C pedepeHTHbIM BronorMyecknm
neKapCcTBEHHbIM NPENapaToM B TaKOW e rekapCTBEHHOM dhopMe U UMEKOLLNIA MOEHTUYHBIA cnocob BBeAEHUs;

(MyHKT gononHuTensHo BrtodeH ¢ 1 nonga 2015 roga ®egepanbHbiM 3akoHOM 0T 22 aekabpsi 2014 roga N 429-93)

12_3) B3aumoO3amMeHSIEMbIV TEKaPCTBEHHbIV NpenapaT - NekapCTBEHHbIN NpenapaT ¢ AOKa3aHHOW TepaneBTUYECKON
9KBMBAIEHTHOCTbIO MU OMO3KBMBANEHTHOCTBIO B OTHOLIEHUM pedepeHTHOro fiekapCTBEHHOro npenaparta, MMEHLLUNA
SKBMBAmnEHTHble €My KadeCTBEHHbll COCTaB W KONMWYECTBEHHbIM COCTaB AENCTBYHOLWMX BeLlecTB, COCTaB
BCMOMOraTesbHbIX BELLIECTB, JIEKapCTBEHHY0 hopMy 1 cnocob BBEAEHWS;

(MyHkT gononHutensHo BktoyeH ¢ 1 uona 2015 roga PegepanbHbiM 3akoHOM OT 22 fekabps 2014 roga N 429-93)

12_4) 6MO3KBMBANEHTHOCTb fleKapCTBEHHbIX MpenapaTtoB - AOCTWKEHVWE COMOCTaBMMbIX MoKasaTernen CKOpOoCTU
BCacCblBaHUSA, CTEMEHN MOCTYMNMNEHUsI K MeCTy AeNCTBUS U CKOPOCTWU BbIBEOEHWS O4HOrO WMNWN HECKOMbKUX obrnagatoLmx
(hapMaKonorn4ecko akTMBHOCTbIO [OEWCTBYIOLUMX BELEeCTB Mpu MpPYMEHEHUM FeKapCTBEHHbIX nNpenapaToB Ans
MEOULIMHCKOrO  NMPUMEHEHWS!, MMEKLWUX OOHO  MeXAyHapogHoe HenaTeHToBaHHoe (UMM XuMuYeckoe,  Wnu
rpynnMpoOBOYHOE) HAUMEHOBaHWE, B 9KBMBASEHTHbIX 40O3MPOBKax U Npy 0AMHAKOBOM criocobe BBeAEHWS;

(MyHkT gononHuTensbHo BkMtodeH ¢ 1 mapTa 2020 roga PepepanbHbiM 3akoHOM oT 27 aekabpsa 2019 roga N 475-03)

13) nekapcTBEHHOE PacTUTENbHOE Chipbe - CBEXWE WM BbICYLUEHHbIE pacTeHust NMMBo MX YacTu, UCNorb3yemble
ONs MPOU3BOACTBA NEKAapCTBEHHbIX CPEACTB OpraHM3auusiMu - MPOU3BOAUTENSMU NEKAPCTBEHHbIX CPEACTB WK
N3roTOBMEHNS FIEKaPCTBEHHbIX MpenapaToB anTe4YHbIMY OpraHu3auusiMi, BETEPUHAPHBIMA anTe4HbIMU OpraHM3aLusIMm,
VHOMBKAOYanbHbIMM NpeanpUHUMaTENSAMM, UMEIOLLIMMM NLEH3NI0 Ha hapMaLleBTUYECKYH0 OEATENbHOCTb;

14) nekapCTBEHHbIV pacTUTENbHbIN Npenapar - NeKkapCTBEHHbIVM Npenapat, NpoM3BeAEeHHbIN UM N3roTOBMEHHbIN U3
OOHOrO BMAA NEKApCTBEHHOTO pPacTUTENbHOIO CbIpbS WM HECKOMbKMX BWOOB TaKOro ChipbA W peanusyembll B
paccacoBaHHOM Buae BO BTOPUYHOW (MOTPebUTENbCKON) YNaKkoBKe;

15) romeonaTu4eckuin fiekapCTBEHHbIN Npenapart - NEeKapCTBEHHLIN NpenapaTt, NPon3BedeHHbIA U M3rOTOBSIEHHBIN
u3 papmaueBTmyeckon cybcTaHumm unmn capmMaueBTUYECKMX CyOCTaHUUM B COOTBETCTBUM C TpeboBaHusMM 0BLLMX
dhapmakonerHblix CTaTel K roMeonaTUYecKMM JEeKapCTBEHHLIM MpenapaTtam WM B COOTBETCTBUMM C TpeboBaHUsIMU
dhapmakonen CTpaHbl MPON3BOAUTENSI TAKOro NIEKAPCTBEHHOIO NpenapaTa;

(MyHKkT B pepakumn, BBegeHHon B gercteue ¢ 1 mons 2015 roga ®egepanbHeiM 3akoHOM oT 22 aekabpsa 2014 roga
N 429-03. - Cm. npeabigyLLyo penakumio)

16) MexagyHapoOHOe HenaTeHTOBaHHOE HaMMEHOBAHUE NEKAPCTBEHHOIO CPEACTBA - HaMMEHOBaHWE AENCTBYHLLEN
BelecTBa hapMaLeBTUYECKon cybcTaHL MM, pekoMeHaoBaHHOe BceMupHo opraHnsaumelt 34paBooXpaHeHs;

(MyHkT B pegakumn, BBegeHHon B genctaue ¢ 1 monsa 2015 roga ®egepanbHeiM 3akoHOM oT 22 aekabpsa 2014 roga
N 429-®3. - CM. npeabiayLLyo pegakumio)

17) TOproBoe HaumeHoBaHWe fekapCTBEHHOrO CpeacTBa - HaMeHOBaHUE NIeKapCTBEHHOIO CpeacTBa, NMPUCBOEHHOE
€ero paspaboTymkom, depxaTenem unv BnagenbLemM perncTpaumoHHOro yaoCTOBEPEHUS NTEKAPCTBEHHOMO NpenapaTa;

(MyHKT B pegakumn, BBegeHHon B aercteue ¢ 1 mons 2015 roga PegepanbHeiM 3akoHOM oT 22 aekabps 2014 roga
N 429-03. - Cm. NpeabigyLLyo penakumio)

17_1) rpynnMpoBOYHOE HaUMEHOBaHMWE NeKkapCTBEHHOro npenaparta - HaMMeHOBaHWe NekapcTBEHHOro npenaparta, He
UMEILLIero  MeXOyHapoOHOro HenaTeHTOBaHHOTO HavMEeHOBaHUsi, WM KOMOMHaUWMM nekapCTBEHHbIX MpenapaTos,
ucnornb3yemoe B Lensax obbedvHeHus ux B rpynny Mo eAuHbIM HavIMEHOBaHMEM MCXOA4S M3 OOUHAKOBOro cocTaBsa
OEeNCTBYIOLLMX BELLECTB;

(MyHkT gononHutensHo BktoyeH ¢ 1 uong 2015 roga PegepanbHbiM 3akoHOM OT 22 fekabps 2014 roga N 429-93)
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18) obwas dapmMakonenHas cTaTbs - OOKYMEHT, YTBEPXOAEHHbLIA YMNOMHOMOYEHHbIM defeparbHbiM  OpraHoM
WCMOSTHUTENbHOM BRacTM M COOEPXALLMA NepeveHb MnokasaTeneill KkavyecTBa U (MnM) METOAOB KOHTPOMNsi KadecTBa
KOHKPETHOW NleKapCTBEHHOM (hOpMbl, JIEKAPCTBEHHOTO PaCTUTENBHOMO Cbipbs, ONMCaHUst BUONOrMYecknx, BUOXUMMYECKMX,
MWKPOOUOOTMYECKNX, (PUSUKO-XUMUYECKMX, (DU3UHECKUX, XUMUYECKMX M APYrMX METOAOB aHanv3a JfekapCTBEHHOro
CpencTBa, a Takke TpeboBaHMA K MCMOMb3YEMbIM B LIENSX NMPOBEAEHUS OAHHOMO aHanusa peakTvBam, TUTPOBaHHbLIM
pacTBopaMm, MHauKaTopam;

(MyHKT B pepakumn, BBegeHHon B gercteue ¢ 1 mons 2015 roga ®egepanbHeiM 3akoHOM oT 22 aekabpsa 2014 roga
N 429-03. - Cm. npeabigyLLyo penakLumio)

19) dhapmakoneriHas cTaTtbd - [OOKYMEHT, YTBEPXKAEHHbIN  YMOMHOMOYEHHbIM  ddefeparnbHbiM — OpraHoM
WCMONMHUTENbLHOM BMacTU W COAEepXalui nepedeHb MokasaTenen KadecTBa W METOAOB KOHTPOMSA KayecTBa
NekapcTBEHHOrO CPeACcTBa;

(MyHKT B pegakumn, BBegeHHon B aercteue ¢ 1 mons 2015 roga ®egepanbHeiM 3akoHOM oT 22 aekabps 2014 roga
N 429-03. - Cm. npeabigyLLyo penakumio)

19 1) ctaHpgapTHble oOpa3ubl - BellecTBa, MOCPEACTBOM CPaBHEHMS C KOTOPbIMU OCYLLECTBMSAETCA KOHTPOIb
KayecTBa MccriefyemblX NekapCTBEHHbIX CPEACTB C NMOMOLLbI (U3UKO-XMMUYECKUX U BMONOrMYecknx MeETogoB B LIENaX
noaTBEPXKOEeHNA COOTBETCTBUS NEeKapCTBEHHbIX cpeAcTB TpeboBaHMsAM HOPMAaTVMBHOW AOKYMEHTaLuW, YyCTaHOBMEHHbIM
Npu OCyLLECTBEHWUN FOCYAapCTBEHHOM PETNCTPALIMK, U KOTOPbIE MPUMEHSAIOTCS ANs KanMbpoBKU CTaH4APTHbLIX 06pa3sLIoB
Npov3BOAUTENS NeKapCTBEHHbIX CPeacTB, MCNOMb3yeMblX AMS KOHTPOMS KadecTBa WM MHbIX Lenen npu obpaiieHun
neKapCTBEHHbIX CPEACTB;

(MyHkT gononHutensHo BktoyeH ¢ 1 uong 2015 roga PegepanbHbiM 3akoHOM OT 22 fekabps 2014 roga N 429-93)

19_2) dpapmakonemnHbli CTaHOapTHbI obpasel, - CcTaHOapTHbIM obpasel, NPOU3BEdEHHbI B COOTBETCTBUW C
dhapMakonenHom ctatben;
(MyHkT gononHutensHo BktoyeH ¢ 1 uong 2015 roga PegepanbHbiM 3akoHOM OT 22 fekabps 2014 roga N 429-93)

20) HOpMaTMBHaA [OOKyMeHTauund - OOKYMEHT, cop,ep>|<au.|,|/||7| nepedyeHb onpegerdemMblx nMno pesylibraram
COOTBETCTBYHLUMX 3KCNepTn3 nokasartenen kadecrtea JIeKapCTBEHHOro cpeactea AnAa MeauuuHCKOro npuMeHeHud,
METOO0B KOHTPONNA €ro Ka4ectsa un yCTaHOBﬂeHHbII‘;I €ro npoussoauTenem;

21) HOpMaTMBHbLIA [OOKYMEHT - [OKYMEHT, COAEepXalui MepevyeHb onpedendemMblix MO  pe3ynbraram
COOTBETCTBYIOLLMX IKCMEPTU3 MnokasaTenen kadyectsa U (Mnv) METOOOB KOHTPONS KayecTBa JiekapCTBEHHOM (hopMbl,
onncaHuss OUONOTUYECKNX, BUOXUMMYECKMX, MMKPOBMONOrM4eckunx, U3NKO-XUMUYECKNX, (OUBUYECKNX, XUMUYECKUX W
OPYrMX METOOOB aHanu3a JiekapCTBEHHbIX CPeACTB AMNsi BETEPUHAPHOIO MPUMEHEHUs, TpeOOBaHUsSI K UCMONb3yeMbIM B
Lensix MpoBedeHus OaHHOrO0 aHanmM3a peakTuBaM, TUTPOBaHHLIM pPacTBOpaM, WHOMKATOpaM W YCTAHOBIIEHHLIA €ro
Npou3BOOUTENEM;

21_1) obwun TEXHUYECKUA AOKYMEHT - KOMMMEKT JOKYMEHTOB U MaTepuanos, COCTOSILLUA N3 HECKOMbKMX Pa3fenos -
OOKYMEHTaUMM agMMHUCTPATMBHOIO XapakTepa, XMMUYECKOW, (hapmaLeBTUHEecKon n BMomnormvyeckon LOoKyMeHTauuu,
dapmaKkonorm4yeckon, TOKCUKONOMMYECKOW  AOKYMEHTauuW, KIMHWYECKOM  OOKYMEeHTauuMm W npeactaBngemMblv
OLHOBPEMEHHO C 3asiBlIEHWEM O rOCYAAPCTBEHHOW perncTpauun nekapcTBEHHOro npenapata Ans MeguuMHCKOro
npMMeHeHns B oopmaTe, YCTaHOBIIEHHOM YMOMHOMOYEHHbIM (beaepanbHbIM OpraHOM UCMOSTHUTENbHON BNacTy;

(MyHKT gononHuTensHo BrtoYeH ¢ 1 nona 2015 roga degepanbHbiM 3akoHOM 0T 22 aekadpsi 2014 roga N 429-93)

22) Ka4ecTBO NIeKapCTBEHHOTO CPEACTBA - COOTBETCTBME NEKApCTBEHHOrO cpeacTBa TpeGoBaHMAM dhapMakoneHom
cTaTby NGO B CryyYae ee OTCYTCTBUA HOPMATUBHOM JOKYMEHTaLIMM UM HOPMaTMBHOIO [OKYMEHTa;

23) 6e30nacHOCTb J1EKapCTBEHHOrO CPEACTBA - XapaKTepuCTMKa JIEKapCTBEHHOrO CPeACTBa, OCHOBaHHasd Ha
CpaBHUTENbHOM aHanuse ero adhdeKTMBHOCTY 1 pUCKa NPUYMHEHUS] BPeAa 340POBbIO;

24) 3(peKTUBHOCTb NEKapCTBEHHOro Mpenapata - XapakTepucTka CTeneHW TMONOXUTENBHOrO  BIUSIHWS
rieKapCTBEHHOIO NMpenapara Ha TeYeHue, NPoaoIKUTENbHOCTL 3aboneBaHns UM ero NpeaoTBpaLleHne, peabunutaumio,

Ha CoxpaHeHune, npenoTepalleHne nnn npepbisaHne 6epeMeHHOCTVI;

25) cepua InekapCTBeHHOro cpenctBa - KONMMYECTBO J1eKapCTBEHHOrro cpencTBa, npounBeneHHOoOe B pes3yribrate
OHOro TeXHOJ10rM4eCKoro LuKna ero npon3soanTenem,

26) perucTpauMoHHOE YOOCTOBEPEHUE FIEKAPCTBEHHOIO nMpenapata - [JOKYMEHT, MNOATBepXZawwmn dakTt
rocyjapCTBEHHOW perucTpauum nekapcTBEHHOro npenapara;

26_1) mepxaTenb MM Brnagernel pPervcTpauvoHHOrO YAOCTOBEPEHUsI NeKapCTBEHHOro npenapaTa - pa3paboTymk
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neKapCcTBEHHOro cpeacTBa, NPOU3BOAMTENb NEKAPCTBEHHbLIX CPeACTB WM MHOEe topuaudeckoe nuuo, obnagarwollee
NnpaBoM BriafeHus permcTpaumoHHbLIM YOOCTOBEPEHUEM, KOTOPbIE HECYT OTBETCTBEHHOCTL 3a Ka4ecTBO, 3(PeKTUBHOCTL
1 6e30nNacHOCTb NeKapCTBEHHOro npenapara;

(MyHkT gononHuTensHo BkMtoYeH ¢ 1 uong 2015 roga PenepanbHbiM 3akoHOM OT 22 fekabps 2014 roga N 429-93)

27) perucTpauuoHHbIi Homep - kogoBoe 0o6o3HayYeHue, NPUCBOEHHOE eKkapCTBEHHOMY npenapaty rnpu ero
rocyZlapCTBEHHOW perycTpaumy;

28) oOpalleHne nekapCTBEHHbIX CPeAcTB - paspaboTka, [OOKIMHWYECKME WCCNedoBaHus,  KIMHUYECKMe
nuccrnegoBaHns, 3KCNepTusa, rocyaapcTBEHHas perncTpauusi, CTaHgapTu3auusa M KOHTPOSb KavyecTBa, NPOM3BOACTEO,
W3roTOBIEHNE, XpaHeHWe, nepeBo3ka, BBo3 B Poccuickyto Penepaunto, BbiBo3 13 Poccunckon degepauun, peknava,
OTNyCK, peanusauus, nepegada, NpUMeHeHNe, YHUITOXEHNE NTeKapCTBEHHbLIX CPEACTB;

(MyHkT B pegakuun, BBEAEHHOW B AenctBue ¢ 7 aHBapsa 2012 roga PegepanbHbiM 3akoHOM OT 6 aekabpsa 2011 roga
N 409-93. - CM. npeablayLLyo pegakumio)

29) cyObekTbl OOpalleHNss NeKkapCTBEHHbIX CPeacTB - (M3NYeckue nuua, B TOM YuCne WHAMBMAYanbHble
npeanpuHUMaTenu, 1 PUANYECKUE NLA, OCYLLECTBNSALLME AeATEeNbHOCTL NPU 0BpaLLEHNM NeKapCTBEHHbLIX CPEACTB;

30) paspaboTymK NekapCTBEHHOIO CpeacTBa - opraHu3aums, obnagaroLlasi npaBamn Ha pesynbTaTtbl OKITUHUYECKMX
WCCNefoBaHW NEKapCTBEHHOMO CPeacTBa, KIMHUYECKMX WCCINELOBaHWN NeKapCTBEHHOro npenapara v (Mnu) Ha
TEXHOSOTMIO NMPOM3BOACTBA JIEKAPCTBEHHOTO CPEACTBA;

(MyHkT B pegakummn, BBeaeHHon B aevicteue ¢ 1 nona 2015 roga PenepanbHbIM 3akoHOM OT 22 aekabpsa 2014 roga
N 429-03. - CM. npeablayLLyo pegakumio)

31) npon3BOACTBO J1eKapCTBEHHbIX CpeacTB - [AeATeNlbHOCTb MO NpOM3BOACTBY J1E€KAapCTBEHHbLIX CpeacTB
opraHmn3auumnaMmmn - npon3BoAUTENAMMU JNEKapCTBEHHbIX CpeacTB Ha OQHOW CTaguWn, HECKONbKMX WNKU BCEX CTagusax
TEXHOJNTOrM4eCKoro npouecca, a Takke no XxpaHeHuno n peanunsaunm npon3seeHHbIX JIeKapCTBEHHbIX CPENCTB;

31_1) npon3BoACTBEHHasi MIOWaaka - TepputopmanbHO 060COBNEHHbIN KOMMNIEKC MPOU3BOAUTENS NEKAPCTBEHHbLIX
cpeacTB, NpeaHasHadeHHbI AONsi BLINOSHEHUSA BCEro npolecca npouM3BOACTBA NEKAPCTBEHHbIX CPEACTB WU ero
onpeaeneHHon ctaguu;

(MyHKkT gononHuTenbHo BKMtoYeH ¢ 1 uons 2015 roga PegepanbHbiM 3akoHOM OT 22 fekabpst 2014 roga N 429-93)

32) npousBoauMTENb NEKapCTBEHHbIX CPEeACTB - OpraHu3auusi, OCYLLEeCTBSHOLAs NPOU3BOACTBO feKapCTBEHHbIX
CpeacTB B COOTBETCTBUM C TpeboBaHWsAMK HacTosero ®egepanbHOro 3aKoHa;

33) dhapmaneBTUHECKaAsN OEATENBHOCTD - AEATENbHOCTL, BKOYaoLasi B ce0a ONTOBYH TOProB0 NEKAPCTBEHHLIMU
cpeacTBaMu, MX XpaHeHue, NepeBO3KYy M (Mnn) PO3HWYHYIO TOProBMHO NEKAapCTBEHHbIMU Mpenapartamu, B TOM 4ucne
OVCTaHLMOHHLIM CMOCOBOM, X OTMNYCK, XpaHeHWe, NePEBO3KY, N3rOTOBIIEHME JIEKAPCTBEHHbLIX MPenapaTos;

(MyHkT B pemakuun, BBeaeHHon B gencteue depepanbHbiM 3akoHoM oT 3 anpens 2020 roga N 105-93. - Cwm.
npeAblayLLyto pefakumio)

34) opraHusauusi ONTOBOW TOProBMM NEKapCTBEHHLIMA CPeACTBaMu - OpraHu3auusl, OCYLLEeCTBMALWAs ONTOBYIO
TOProOB/O NEKAPCTBEHHBbIMA CPeacTBaMM, WX XpaHeHue, NepeBOo3Ky B COOTBETCTBUM C TpeboBaHWSIMM HaCTOSILLEro
depnepansbHOro 3aKoHa;

35) anTedHas oOpraHmMsauusa - opraHusauusi, CTPYKTypHOe nogpasfeneHve MeOUUMHCKOW — opraHusauuu,
OCYLLECTBSAOLNE PO3HWYHYIO TOPrOBIIHO JIEKAPCTBEHHBIMU MpenapataMu, B TOM YMCNE AMCTAHLMOHHBIM Crocobom,
XpaHeHue, NepeBO3Ky, W3rOTOBMEHWE M OTMYCK JlekapCTBEHHbIX NpenapaTtoB ANS MEAULMHCKOro MpUMEHEHMS B
COOTBETCTBUM C TpeboBaHUsiMM HacTosiLero ®egepanbHOro 3akoHa;

(MyHkT B pepakuun, BBedeHHoW B aenctBue PepepanbHbiM 3akoHOM OT 25 Hosiopst 2013 roga N 317-93; B
pedakuuv, BeBedeHHon B gevictBue PepepanbHbiM 3akoHoM oT 3 anpens 2020 roga N 105-93. - Cm. npegbigyLuyto
peaakuuo)

36) BeTepuHapHasi anTedYHas opraHu3auusi - opraHusauusi, CTPYKTYpHOe noApasferneHne BeTepyMHapHON
OpraHM3auum, OCYLLECTBIISIOLMNE PO3HUYHYIO TOPFOBIIKO FIEKAPCTBEHHbIMM NpenapataMu, B TOM YUCHE AUCTaHLMOHHBIM
cnocobom, XpaHeHue, W3roTOBMEHWE M OTMYCK JIEeKAapCTBEHHbIX MNpenapaTtoB AJ11 BETEPUHAPHOrO MNPUMEHEHMST B
COOTBETCTBUM C TpeboBaHMAMM HacToswero PenepanbHOro 3aKoHa;

(MyHkT B pemakuuy, BBedeHHoM B gencteue degepanbHblM 3akoHoM oT 3 anpens 2020 roga N 105-93. - Cwm.
npeablayLLyto pefakumio)

37) dhanbcudnumpoBaHHOe NEKapCTBEHHOE CPeACTBO - JIEKApCTBEHHOE CpPeACcTBO, COMPOBOXOAEMOE JTOXKHOW
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nHdopMaLmMen o ero coctase 1 (Unun) Npons3BoguTene;

38) HepmobpokadeCTBEHHOE NEKapCTBEHHOE CPEACTBO - JIEKapCTBEHHOE CpeacTBO, He COOTBETCTBYHOLLEE
TpeboBaHUsIM hapMakonenHom cTaTbyn NMbO B Crny4Yyae ee OTCYTCTBUS TpebGoBaHMAM HOPMAaTMBHOW SOKYMEHTaUUU Unm
HOPMAaTMBHOTO JOKYMEHTA;

39) koHTpadhakTHOEe NeKapCTBEHHOE CPEACTBO - NIEKAPCTBEHHOE CPEeACTBO, Haxogsieecss B 000poTe C HapyLleHeM
rpaXKaaHCKOro 3akoHoAaTeNbCTBa;

40) [OKNWHMYECKoe WccrefoBaHWe JeKapcTBEHHOro cpedcTBa - buonorudeckue,  MMKpobBuomnormyeckue,
MMMYHOOrM4Yeckne, TOKCUKOMorndeckue, dapmakonornyeckue, duandeckne, XMMYECKe U Opyrue uccrieqoBaHus
NeKkapcTBEHHOTO CpeacTBa NyTeM MPUMEHEHVS Hay4HbIX METOLOB OLIEHOK B LIeMAX MNONyYeHusl [oKasaTenbCTB
Ge3onacHoCTH, KayecTBa M 3peKTUBHOCTU NEeKapCTBEHHOrO CPeacTBa;

41) KIMHWYECKOE WUCCefoBaHWe JIeKapCTBEHHONo Mpenapata - M3yYeHWe [OUarHOCTUYECKUX, FeyvebHbIX,
npodunakTu4eckunx, apmakornormyecknx CBOMCTB fIeKapCTBEHHOro npenapara B NPOLecce ero NpUMeEHEHUs y YeroBeka,
KMBOTHOrO, B TOM 4uCrie MPOLLECCOB BCACbIBaHWS, pacnpenerneHnsi, U3MEHEHUs U BbIBEOEHUS!, MYyTEM MPUMEHEHNS
Hay4HbIX METOAOB OLEHOK B LENsx MonyvYeHnss [gokasatenbcTB 6Ge3onacHocTW, kadecTBa W 3gpdeKTMBHOCTM
NEeKapCTBEHHOTO Mpenapara, OaHHbIX O HeXenaTerbHbIX peakumsx OpraHM3mMa YerioBeka, >KMBOTHOTO Ha MPUMMEHEHMWE
nekapcTBEHHOro npenaparta n o6 addekre ero B3aumogencTBUsi C APYrMMM NEKapCTBEHHbIMU npenapatamm u (unm)
NULEBLIMM MPOAYKTaMU, KOpMaMu;

42) MHOrOLIEHTPOBOE KIMMHWMYECKOE UCCIeqoBaHUe MekapCTBEHHOrO npenapata Ans MegULMHCKOro MpYMEHEHUs! -
KNUHWYEeCKoe UccneqoBaHne NekapcTBEHHOro npenapara AMst MEAULIMHCKOrO NpUMEHEHNS, MPOBOAUMOE pPa3paboTyMKoM
NekapcTBEHHOrO Mpenapata B [ABYX M 6oree MEeAMUMHCKMX OpraHvM3auusix Nno €4UHOMY MPOTOKOMY  KIMHUYECKOro
uccnegoBaHus NekapCTBEHHOrO Npenapara;

43) mMexayHapogHOe MHOTOLLEHTPOBOE KIMHUYECKOe UCCredoBaHue fiekapcTBEHHOrO npenapata Aanst MeauuuHCKOro
NMPUMEHEHMS - KNUHWYECKOE UCCNEedoBaHNe NekapCTBEHHOro npenapaTta Ans MEeAMLMUHCKOrO NMpUMEHEHMS, NPOBOAVMOe
pa3paboTyMKOM fekapcTBEHHOro npenapaTa B pasfnyHbIX CTpaHax no eauHOMY MPOTOKOMY KIMHUYECKOTO MCcCrenoBaHus
nekapcTBEHHOTO Npenapara;

44) nOCTPErncTpaumoHHOE KIMHUYECKOE WCCMEdOBaHME JIEeKapCTBEHHOro npenapata Agns  MeLUUMHCKOro
NPUMEHEHMS - KIMHUYECKOE UCCREAOBaHNE NEKApCTBEHHOrO npenapara Ansi MeAULMHCKOrO NMpUMEHEHUS, NpoBOAMMOE
NPOU3BOOUTENEM  JIEKAPCTBEHHOTO  MpenapaTta, rpagaHCckMn  obOpOT  KOTOPOro  OCYLUECTBASIETCA  Mocne
rocyqapCTBEHHOM perncTpaumun, B Lensx AOMNOMHUTENbHOro cbopa faHHbIX O ero 6e3onacHoOCTM U adEKTUBHOCTM,
paclUMpeHns] MOKa3aHUA K MPUMEHEHNIO OaHHOTO JFIEKApCTBEHHOrO Mpenaparta, a Takke BbISBIIEHUS] HeXenaTerbHbIX
peakuunin NaLmeHToB Ha ero LencTeue;

45) wnccnepoBaHne OMOSKBMBANEHTHOCTM JEKApPCTBEHHOrO npenapata - BWO KIMHWYECKOrO MCCNEeAoBaHus
NekapcTBEHHOrO npenaparta, MpoBedeHMe KOTOPOro OCYLLECTBMSETCA [OM1s1 ONpederneHnMsl CKOPOCTM BCacbiBaHUS U
BbIBEOEHUS OOHOIO WM HECKONbKMX obnagatrolmx ¢apMakonorMieckoh akTUBHOCTbIO [OEWCTBYIOLUMX BELLECTB,
KOnM4ecTBa JeKapCTBEHHOro npenapara, LOCTUraloLero CUCTEMHOrO KPOBOTOKA, M pe3yribTaTbl KOTOPOro MoO3BOMSIHOT
coenatb BblBOA O OVMOSKBMBANEHTHOCTU BOCMPOM3BEOEHHONO NEKAPCTBEHHOIrO Mpenapata B OnpedeneHHbIX
nekapcTtBeHHon bopMe U [O0O3MPOBKE, COOTBETCTBYHOLIMX ()OPME M [O3UPOBKE pedhepeHTHOro JiekapCTBEHHOro
npenapara;

(MyHKT B pepakumn, BBegeHHon B gercteue ¢ 1 mons 2015 roga ®egepanbHeiM 3akoHOM oT 22 aekabpsa 2014 roga
N 429-03. - Cm. npeabigyLLyo pegakumio)

46) uccrnedoBaHVWE TepaneBTUYECKON OKBMBANEHTHOCTM JeKApCTBEHHbIX MpernapaTtoB - BUA  KIMHUYECKOro
MccrnenoBaHUsl NeKkapcTBEHHbIX MpenapartoB, NPOBedeHWe KOTOPOro OCYLLECTBIAETCA ANA BbISBNEHWS OOWUHAKOBbIX
CBOWCTB J1EKAPCTBEHHbIX MpenapaTtoB OMpederieHHON IeKapCTBEHHOW (opMbl, a TakKe Hanuyuus O[MHAKOBbIX
nokasatenew 6e3onacHoCTn 1 3OPEKTUBHOCTM NEKAPCTBEHHbIX NPenapaToB, OAMHAKOBLIX KMMHUYECKUX 3¢hDeKTOB Npu ux
NPUMEHEHNY;

47) NPOTOKON KMMHUYECKOro WUCCMNeaoBaHWs MNeKkapCTBEHHOro npenapaTta - AOKYMEHT, B KOTOPOM OrnpeaensoTcs
uenu, opMbl OpraHvM3auuM M METOAOMONS MPOBEOEHUS KIMHWYECKOTO MCCriedoBaHus, CTaTUCTMYeckue MeToapbi
06paboTkn pe3ynbTaToB Takoro UCCreaoBaHns U Mepbl No 06ecnedeHnio 6e30NacHOCTU U3UYECKMX NIL, YYacTBYIOLLIMX
B KNHMYECKOM MCCIeaoBaHui NiekapCTBEHHOTO Npenapara;

48) 6p0Luropa nccnenoBarend - CBoOAHOe U3noxeHue pedynbraTtoB OOKITMHUYECKOro nccrieaoBaHna nekapCTBeHHOro
cpeacTea 1 KInnMHM4YeCcKoro nccrieaoBaHua nekapCTBeHHOro npenaparta and MmeguunHCKOro npuMmeHeHusa;
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49) WHOPMALMOHHBIA NIMCTOK MauueHTa - AOKYMEHT, B KOTOPOM cofepXaTcs B AOCTYMHOM ¢hopme CBeLeHus,
KacatoLimecs MpOBOAMMOIO KIMHUYECKOTO MWCCReaoBaHNs JiekapCTBEHHOro npenapata, U B MUCbMEHHOW dopMme
[o0poBONbHOE cornacue nauveHTa Ha yyacTve B KIIMHWMYEeCKOM WCCreoBaHuMM fekapCTBEHHOro npenapara nocrne
O3HaKOMIeHUs ¢ 0COBEHHOCTAMM KITMHUYECKOrO UCCIEeN0BaHNS, UMEIOLLMMKN 3HaYeHUe A58 BblpaXKeHWs Takoro cornacus;

50) nobGoyHoe OeiCcTBUE - peakLus opraHnu3mMa, BO3HUKLIAsS B CBSA3M C MPUMEHEHMEM NeKapCTBEHHOIO npenapaTa B
[03ax, PekoMeHOyeMbIX B MHCTPYKLMWU MO ero NpuUMeHeHuo, Ana NpodunakTuUkU, OUarHOCTUKW, NedeHns 3abornesaHus
unu ans peabunurauum;

50_1) HexenaTtenbHas peakums - HenpegHaMepeHHas HebnaronpusiTHasi peakums opraHuama, Kotopasi MOXET ObiTb
CBsi3aHa C NPMMEHEHMEM NekapCTBEHHOMO Npenapara;
(MyHKT gononHuTensHo BrtoYeH ¢ 1 nona 2015 roga ®egepanbHbiM 3akoHOM OT 22 aekabpsi 2014 roga N 429-93)

51) cepbesHas HexenaTenbHas peakuusl - HexenaTerbHasi peakuusi opraHvMama, CBsi3aHHas C MpUMEHEHMeM
nekapcTBEHHOro npenapata, npuvBeAwass K CMepTW, BPOXAEHHbIM aHOManusaM WNM nopokam pasBuTUs NMbo
npeacTtaensowas coboin yrpoly ku3Hu, Tpedylowas rocnutanusauMnm wnuv npuBewasl K CTOWKOW yTpaTe
TPYAOCMNOCOBHOCTM U (MNK) MHBANUOHOCTMY;

52) HenpenBuaoeHHast HexenaTenbHasi peakums - HexXenaTternbHas peakuusi opraHM3ma, KoTopasi CBsidaHa C
NMPVMMEHEHVEM JIEKAPCTBEHHOIO Mpenaparta B [403aX, PEKOMEHOYEMbIX B MPOTOKOME €ro KIMHUYECKOro UCCIenoBaHus,
OpoLutope nccnegoBaTtensi, U ¢ NPUMEHEHWEM FIeKapCTBEHHOIO npenaparta B 403ax, PeKOMEHAYEMbIX B MHCTPYKUMU NO
€ro NPUMEHEHMIO AN NPOGMITAKTMKM, ONArHOCTUKN, NiedeHns 3aboneBaHns nnv MeQuLMHCKON peabunutaummn naumneHTa,
N CYLIHOCTb, TSPKECTb WM MWCXOL KOTOPOM He COOTBETCTBYET WHOPMaUuM O JlekapCTBEHHOM npenapare,
codepxallenca B MPOTOKONE €ero KIMHMYECKOro uccregoBaHus, Opolwltope vccrnegoBatenss WM B MHCTPYKUMKW MO
NMPYMEHEHMWIO NeKapCTBEHHOro npenapara;

(MyHkT B pegakumn, BBegeHHon B gencteue ¢ 1 monsa 2015 roga ®egepanbHeiM 3akoHOM oT 22 aekabpsa 2014 roga
N 429-03. - CM. npeablayLLyo pegakumio)

52_1) dapmakoHaa3op - BUA AEATENbHOCTM MO MOHUTOPMHIY 3PekTMBHOCTU U GE30MacHOCTM JEKapCTBEHHbIX
npenapaToB, HanpaBfiEeHHbIN Ha BbISBNIEHNE, OLEHKY W MpefoTBpalleHne HexenaTterbHbIX NOCNEeACTBUA MpUMEHEHUs
neKkapCTBEHHbIX NpenapaTos;

(MyHkT gononHutensHo BkMtoyeH ¢ 1 uong 2015 roga PegepanbHbiM 3akoHOM OT 22 fekabps 2014 roga N 429-93)

52 2) nnaH ynpaBrneHusi pyckamm - nogpobHOe onmucaHve MeponpusTUA Mo dhapMakoHag30py, HampaBrieHHbIX Ha
BbISIBNIEHNE, OLEHKY W NpedoTBpalleHue UM MUHMMM3auMIo PUCKOB, CBS3aHHbIX C fleKapCTBEHHbIMM npenapatamu,
BKtoYasi OLLeHKY 3OPEKTUBHOCTU JaHHbLIX MEPONPUATUNR;

(MyHKT gononHuTensHO BkNtoYeH ¢ 1 nonga 2015 roga ®egepanbHbIM 3akoHOM OT 22 aekabpsi 2014 roga N 429-93)

53) peuenT Ha nekapCTBEHHbIN npenapar - MEeOUUWHCKWN [OOKYyMEHT YCTaHOBIIEHHON (OOpMbl, COoAaepKallui
HasHa4yeHVe IeKapCTBEHHOro npenapata gfs MeOVUMHCKOrO MPUMEHEHMS, BblOaHHbLIA MEOUUMHCKUM PabOTHUKOM B
Lensix OTnycKa fekapCcTBEHHOro npenapara Unu ero 3rotoBrieHUs 1 OTnycka Ha ByMackHOM HocuTene unu ¢ cornacus
naumMeHTa Unmn ero 3aKoHHOro npedcTaBuTeNs B hopMe 3NEKTPOHHOIO AOKYMEHTa, MOAMMCAHHOrO C MCMOSb30BaHMEM
YCWUMNEHHON KBaNUMUUNPOBAHHOW 3MEKTPOHHOW MOAMNMCU MEAWMUMHCKOro paboTHWKa, nnbo [OKYMEHT YCTaHOBIIEHHOW
dopMbl, CcogepXaluuMiA HasHayeHue JeKapCTBEHHOro npenaparta Ans BETEPUHAPHOrO MNPUMEHEHWS!, BblAaHHBIN
cneuvanucTom B obnacTn BETEPUHAPMM B LIENSX OTMyCKa JIEKApCTBEHHOIO npenapata Unmn ero U3rotoBrieHns 1 oTnycka
Ha Gy MaXHOM HOCUTENE;

(MyHkT B pegakumm, BBegeHHon B aencteme ¢ 1 aHBapsa 2018 roga PegepanbHbiv 3akoHom oT 29 monsa 2017 roga N
242-93; B pegakumm, BBegeHHon B gericteue ¢ 13 aBrycta 2019 roga ®epepanbHbiM 3akoHoM oT 2 aBrycTta 2019 roga N
297-93. - CMm. npeabiayLLyo peaakuuto)

54) TpeboBaHMe MeEOMLMHCKOM OpraHv3auuy, BETEPMHAPHOM OpPraHmM3auum - OOKYMEHT YCTaHOBIIEHHOW (hopMbl,
KOTOpbLI BbINUCaAH MEANLMHCKUM pabOTHUKOM UK cneumanncTom B obnacty BeTepyHapum, UMELUMM Ha 3TO NpaBo, U
COOEPXUT B MUCbMEHHOM POPME yKasaHWe anTevyHOW OpraHu3auuMm WM BETEPUMHAPHOW anTe4HOM opraHusauun o6
OTMNyCKe NeKapCTBEHHOro npenapara Unu o ero u3rotoBreHnM n ob otnycke aAnsa obecneveHns nevebHoro npouecca B
MEANLMHCKOW OpraHnsauuu, BETEPUHaPHON OpraHu3aumm;

(MyHkT B pepakumun, BBeaeHHon B Aericteue ¢ 13 aBrycta 2019 roga PepepanbHbiM 3akoHOM oT 2 asrycta 2019
roga N 297-®3. - CM. npebiayLLyo pefakumio)

55) KOMMIIeKCHasi OLleHKa NeKapCTBEHHOrO npenapara - OLeHKa 3aperncTpypoBaHHOMO JIeKapCTBEHHOTO npenapara,
BKNiovaolas B cebs aHanvM3 uMHMOPMaLMM O CPaBHUTENbHOW KIMHUYECKON 3ddeKTMBHOCTU M BesonacHoCcTH
NEeKapCTBEHHOro npenapara, OLEHKY SKOHOMMYECKMX MOCMEACTBUIA €ro MNPUMEHEHUs, U3yYeHWe [OMONHUTENbHbIX
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nocneacTBMn MPUMEHEHUSI NEKAPCTBEHHOrO Mpenapata B LEnsiX MPUHATUS PEeLleHUA O BO3MOMXHOCTWU BKIHOYEHUS
NEeKapCTBEHHOTO Mpenapata B MNepedeHb >KU3HEHHO HEeoOXOOMMBbIX W BaXKHEWLIUX JleKapCTBEHHbIX MpenaparTos,
HOPMAaTMBHbIE MPAaBOBbLIE aKTbl U WHbIE OOKYMEHTbI, Onpedensllmne nopsaok okasaHus MELMLMHCKOWM MOMOLLM, WIu
WCKIKOYEHUS €70 U3 YKa3aHHbIX MEPEYHS], aKTOB U JOKYMEHTOB;

(MyHKT gononHuTensHo BkNtoYeH ¢ 1 nonga 2015 roga ®egepanbHbiM 3akoHOM OT 22 aekabpsi 2014 roga N 429-93)

56) cuctema MOHUTOPUHIA ABWKEHMS NTEKAPCTBEHHBIX NPenapaToB A1 MEAULMHCKOrO NPUMEHEHUST - doeaeparbHas
rocygapcTBeHHasi MHPOpMaLMOHHAsA CUCTEMA MOHUTOPUHIa OBWKEHWUS NEKapCTBEHHbIX NpenaparoB Ansl MeguuUHCKOro
NMPUMEHEHMST OT MPOM3BOAUTENS [0 KOHEYHOro MOTpeduTensi C WUCMONb3OBaHMEM B OTHOLLEHUWN FeKapCTBEHHbIX
npenapartoB 4151 MEAULMHCKOrO NPUMEHEHUS CpeacTB MaeHTUdMKaL M.

(MyHkT gononHutensHo BkNtodeH ¢ 1 aHBaps 2018 roga PegepanbHbIM 3akoHOM OT 28 gekabpst 2017 roga N 425-
D3)

Monoxenusi ctatbh 4 HacTosiwero PenepansHoro 3akoHa (B pegakunm PegepanbHoro 3akoHa ot 29 mons 2017
roga N 242-®3) B yacTtu, Kacawwencs ¢opMMpoBaHUSA W Bbidadn PeLLEenToOB Ha JEKApCTBEHHbIE Mpenapartbl,
codepxalimMe HasHauYeHne HapKOTUYECKUX CPeACcTB UMM NMCUXOTPOMHbLIX BELLeCTB, B hopMe 3MEKTPOHHbIX JOKYMEHTOB,
npumeHsitoTcs ¢ 1 auBapsa 2019 roga - cM. nyHKT 2 cTatbn 4 ®egepanbHoro 3akoHa ot 29 nons 2017 roga N 242-93.

KommeHTapuin k ctatbe 4

naBa 2. MonHomouusna cheagepanbHbIX OPraHOB UCMNONHUTENLHOW BNacTU, OpraHoB
MCMOJIHUTENbHOW BnacTu cy6bektoB Poccunckon ®Pepepaumm npu odbpalleHnm nekapcTBeHHbIX
cpeacTs

Cratbs 5. MNonHomMounsa hbegepanbHbIX OPraHOB UCMONTHUTENTLHOW BacTU Npu obpalleHnmn
neKapCcTBeHHbIX CpeacTB

K nonHomouvnam q)e,u,epaanblx opraHoB WCMNONHUTENBHOM BRacTn npu 06pau.|,eH|/||/| J1IeKapCTBEHHbIX CpeacTB
OTHOCATCA:

1) npoBegeHne B Poccuiickon Pepepauuy eavHON rocyoapCTBEHHOM MOAUTUKM B obnacTu  obecneveHus
nekapcTBEHHbIMW NpenapaTtamu rpaxxgaH B Poccuiickon ®enepauuy;

(MyHkT B pegakumn, BBegeHHon B gencteue ¢ 1 monsa 2015 roga ®egepanbHbiM 3akoHOM oT 22 aekabpsa 2014 roga
N 429-03. - CM. npeablayLLyo pegakumio)

2) yTBepxaeHune obLumx hapmakonenHbix cTaTtel, hapmakonenHblx cTaTen, u3gaHue rocyaapCTBEHHOM dhapMakonewu,
co3gaHune 1 BeeHne peectpa hapMakonerHbix CTaH4apTHLIX 00pa3LoB;

(MyHKT B pegakumun, BBegeHHon B gercteue ¢ 1 monsa 2015 roga ®egepanbHeiM 3akoHOM oT 22 aekabpsa 2014 roga
N 429-03. - Cm. npeabigyLLyo penakLumio)

3) ocyLecTBNEHNE rocyJapCTBEHHOMO KOHTPons (Haasopa) B cipepe obpalleHms NekapCTBEHHbIX CPEACTB;
(MyHKT B pegakuum, BBegeHHon B gencteme ¢ 25 uoHs 2012 roga PegepanbHbiM 3akoHoM OT 25 mtoHst 2012 roga N
93-03. - CM. NpeabigyLLyo pegakumio)

4) nuuUeH3MpoBaHNe NPOU3BOACTBA JIEKAPCTBEHHbBIX CPEACTB U hapMaLeBTUHECKON OEATENBHOCTM B COOTBETCTBUM
C 3aKkoHopgaTenbcTBoM Poccuiickon deaepaumu;

5) opraHuMzaumsi 3KCNepTU3bl NEKAPCTBEHHbLIX CPEACTB, 3TUYECKOM JKCMepTM3bl BO3MOXHOCTM MpPOBEedEHUs
KMMHWYECKOrO MUCCeaoBaHUsi NeKapCTBEHHOMO npenapaTta Ans MeauUMHCKOrO MPUMEHEHWS!, 3KCMepTu3bl LOKYMEHTOB,
npeacTaBreHHbIX AN onpedeneHns BO3MOXHOCTU paccMaTpuBaThb JEKapCTBEHHLIM MnpenapaTt Ans MeguuUHCKOro
NMPVYMEHEHMS MPU FOCYAapCTBEHHON perMcTpauum B ka4ecTse opchaHHOro NIEKapCTBEHHOIO Npenapara;

(MyHkT B pegakummn, BBegeHHon B aevicteue ¢ 1 nona 2015 roga PepepanbHbiM 3akoHOM oT 22 aekabpsa 2014 roga
N 429-03. - CM. npeablayLLyo pegakumio)

5 1) opraHusauusi NPOBEOEHNS KOMMITEKCHOW OLIEHKM MEeKapCTBEHHOTO Mpenapata B LEnsiX NPUHATUS peLueHuid o
BO3MOXHOCTU  BKMIOYEHWS JIEKApCTBEHHOTO npenapata B MNepeYeHb JKU3HEHHO HEOOXOOWMMbIX W BaXHEWLUUX
NeKkapCTBEHHbIX MPenapaToB, HOPMaTMBHbIE MPABOBLIE aKTbl U MHbIE JOKYMEHTbI, ONpedensiowye nopsiaok okas3aHus
MeOVLMHCKON NOMOLLM UMW UCKITHOYEHNS €r0 U3 YKa3aHHbIX MEPEYHs!, aKTOB U JOKYyMEHTOB;
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(MyHkT gononHutensbHo BkMtodeH ¢ 1 uong 2015 roga PegepanbHbiM 3akoHOM OT 22 fekabps 2014 roga N 429-93)

6) Bblgaya paspelleHuii Ha MpoBedeHVe KIMHWYECKMX MCCredoBaHWi reKapcTBEeHHbIX MpenapatoB, BedeHue
peecTpa BblaHHbIX paspeLLeHuii Ha NPOBedEHNE KIMHUYECKUX UCCEAOBAHNUI NeKapCTBEHHbIX NpenapaTos;

7) rocyoapcTBeHHas perucTpauvsi NekapCTBEHHbIX MpernapatoB, BedeHWe rocyOdapCTBEHHOTO — peecTpa
NeKapCTBEHHbIX CPEaCTB;

8) opraHuzaums u (Unu) NpoBegeHVWe WHCMNEKTMPOBaHMSA CyObekTOB OOpalleHUss NeKapCTBEHHLIX CPeAcTB Ha
COOTBETCTBME MpaBuiiaM Haanexailen nabopaToOpHOM MpaKTVKW, NpaBuiiaM Haanexawen KIMHUYECKON MpaKTUKK,
npaeunamM Hagnexawlen MpakTUKAN XpaHeHWst U NEepeBO3KM JeKapCTBEHHbIX MpenapaToB, MpaBunaMm Hagnexaien
ONCTPUOBIOTOPCKOM NPaKTUKN, NpaBunam Haanexallen anTe4Hon NpakTukuy;

(MyHKT B pepakumun, BBEAeHHOW B aAenctBue ¢ 1 aHBapsa 2016 roga PenepanbHbiv 3akoHOM OT 22 aekabpsa 2014
roga N 429-®3. - CMm. npegbigyLLyto pegakumio)

8 1) opranusaumsi 1 (unn) NpoBedeHUE WHCMEKTUPOBaHUSI CyObekToB obpalleHust JIeKapCTBEHHbIX CPeAcTB Ha
COOTBETCTBUE TpeboBaHMSM NpaBuIl Hagnexalen NPoM3BOACTBEHHON NPAaKTUKK, Bblgada 3akrnio4YeHnidi 0 COOTBETCTBUM
NpoM3BOOUTENS NTEKAPCTBEHHbIX CPEACTB TPeboBaHUAM NpaBuil Haanexallen NPon3BoaCTBEHHON NPaKTUKW;

(MyHKkT gononHuTenbHo BKMtoYeH ¢ 1 uong 2015 roga PegepanbHbiM 3akoHOM OT 22 fekabpst 2014 roga N 429-93)

8_2) ycTaHOoBneHve nopsiaka BeO4eHVS WM BedeHWe TrOCYAapCTBEHHOrO peecTpa 3ak/ioYeHWn O COOTBETCTBUM
NPOU3BOAUTENS FIEKapCTBEHHbIX CPeacTB TpeboBaHUsIM NpaBui Hagnexallen Npon3BoACTBEHHON NPAKTUKY;
(MyHKkT gononHuTensHo BktoYeH ¢ 1 uong 2015 roga PegepanbHbiM 3akoHOM OT 22 fekabpst 2014 roga N 429-93)

9) rocyaapcTBeHHasi perMcTpaums npedenbHbiX OTMYCKHbIX LiEH MPOM3BOAUTENEN HA NEeKapCTBEHHbIE Npenaparhbl,
BKITIOYEHHbIE B MEPEYEHb KMBHEHHO HEOOXOOAMMBLIX W BaXKHEMLLMX JIEKAPCTBEHHbIX MpenapatoB, W BefeHve
rocyaapCTBEHHOrO peecTpa npeaenbHbIX OTNYCKHbIX LIeH NPOU3BOAMTENEN Ha NEKapCTBEHHbIE NpenapaThbl, BKIIOYEHHbIE
B NepeYeHb XU3HEHHO HEOOXOAMMBIX U BaXKHEMLLIMX NEKAPCTBEHHLIX MPenapaTos;

(MyHkT B pepakumun, BBeaeHHon B aenctane ¢ 7 nioHa 2019 roga ®egepanbHbiM 3akoHoM oT 6 mioHsa 2019 roga N
134-03. - CMm. NpeablgyLLyo pegakumio)

9 1) cornacoBaHVe NPOEKTOB PELLEHUA OpraHOB MCMONMHUTENbHOM BnacTu cybbektoB Poccurickon Penepaumm o6
YCTaHOBMNEHUN W (MNN) U3MEHEHUM MPEAENbHbLIX PAa3MEpPOB OMTOBbIX HaAOABOK M MPeAErnbHbIX Pa3MepoB PO3HWUYHbIX
HagbaBOK K (PaKTMYECKMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM MPOM3BOAUTENSIMU JIEKAPCTBEHHbIX MpenapaToB, Ha
nekapcTBeHHble npenapaTtbl, BKOYEHHbIE B MEpevYeHb >KU3HEHHO HEeOOXOOUMBbIX WM BaXKHENLUX NeKapCTBEHHbIX
npenaparos;

(MyHKT gononHuTenbHO BrtoYeH PeaepanbHbiM 3akoHoM oT 13 mona 2015 roga N 241-93)

10) Bblgaya, yCTaHOBIEHME NOPSAKA BblAavn pa3peLLeHns Ha BBO3 KOHKPETHOM NapTuUM NEKApCTBEHHOrO cpeacTBa B
Poccuiickyto denepauymio;

(MyHkT B pepakumn, BBegeHHon B gencteue ¢ 13 aerycta 2019 roga PenepanbHbiM 3akoHOM OT 2 aBrycta 2019
roga N 297-®3. - CM. npedbiayLLyo pegakumto)

10_1) Bblgaya, ycTaHOBIEHMEe Nopsiaka Bbigaydn n oopMbl AOKYMEHTA, KOTOPLIN NOATBEPKOAET, YTO NPOU3BOLCTBO
NekapcTBEHHOTO nMpenapata Ans MeAULMHCKOrO NPYMEHEHNST OCYLLLECTBINEHO B COOTBETCTBUM C TpeboBaHMAMM npaBun
Hagnexallen MNpoM3BOACTBEHHOW MPaKTUKXW WITM 4YTO JIEKAPCTBEHHbLI NpenapaTt Afs BETEPUHAPHOrO MPUMEHEHUS]
ponyuieH kK obpawenno B Poccuinckon degepaumn, v nognext npegcTaBneHnto no TpeboBaHMi0 YMOHOMOYEHHOMO
opraHa CTpaHbl, B KOTOPY0 BBO3WTCS FleKapCTBEHHbIV Npenapar;

(MyHkT gononHuTensHO BKNtoveH ¢ 1 nons 2015 roga ®egepanbHbiM 3akoHOM OT 22 gekabps 2014 roga N 429-93;
B pefakuuun, BBegeHHon B gevicteue ¢ 13 aBrycta 2019 rona ®enepanbHbiM 3akoHoM oT 2 aBrycTta 2019 roga N 297-93.
- Cm. NpegplayLyo pegakumio)

10_2) Bblgaya, yCTaHOBMEHME Mopsigka Bblgadn u OPMbl OOKYMEHTA, COAEpXKaLlero CBedeHUs O CTaausix
TEXHOSOIMYECKOr0  MpoLecca Npou3BOACTBA  JIEKAPCTBEHHOrO  cpeacTBa ANt MEAUUMHCKOrO  MPUMEHEHUS,
OCYLLECTBIISIEMbIX HA TEPPUTOPMN EBPa3MNCKOro SKOHOMUYECKOTO COH33;

(MyHkT pononHutenbHo BktodeH ¢ 1 uons 2015 roga PepepanbHbiM 3akoHoM oT 22 aekabpsi 2014 roga N 429-93;
B pedakuum, BBegeHHoM B agenctBue degepanbHbiv 3akoHoM oT 13 uonga 2015 roga N 241-93. - Cm. npegblayLyto
pedakuumio)

11) CcO34aHne coBeToB Mo Bonpocam, CcBA3aHHbIM C 06pau.|,eHv1eM J1eKapCTBEHHbIX CPEACTB;

12) aTTecTaumsa n ceptTudukaLuns cneLmanunucTos;
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13) nyHkT yTpatun cuny ¢ 1 ceHtabpa 2013 roga - PenepanbHbii 3akoH oT 2 mona 2013 roga N 185-03 - cwm.
npeablayLLyo pegakumio;

14) ocylecTBreHne hapmMakoHaa30pa;
(MyHkT B pegakumn, BBegeHHon B genctaune ¢ 1 monsa 2015 roga ®egepanbHbiM 3akoHOM OT 22 aekabpsa 2014 roga
N 429-03. - CM. NpeabigyLLyo penakumio)

15) yyacTue B MexagyHapoaHOM COTPYAHUYECTBE;

16) nony4yeHve NO 3anpocam YMNorIHOMOYEHHOro deaepanbHOro OpraHa MCMONHUTENbLHOW BNacTM OT OpraHoB
ucnonHuTenbHOM Bnactu cybbektoB Poccuiickon Pepepaummn, a Takke OT CyObeKkToB obpalleHus NeKapCTBEHHbIX
CPeAcTB [AOnsi MeOULMHCKOrO MNPUMEHeHWst WHAOopMauMu Mo BOMpoCaM YCTaHOBMEHUS W MPUMEHEHWUS LieH Ha
nekapcTBeHHble npenapaTthl U HaA6aBoOK K HAM;

17) npumeHeHne mep OTBETCTBEHHOCTM 3a HapyLLeHne 3akoHogaTtenbcTea Poccuinckon ®egepauum;

18) yTBepxdeHue npaBun Hagnexawen nabopaTtopHOM MNPaKTVKW, MPaBWIT Haanexalwlen KIMHUYECKON MpaKTUKu,
npaBun Hagnexawien npousBOACTBEHHON MNPaKTUKK, MNpaBun Haanexawlenh npakTukn XpaHeHUs W NepeBo3KU
neKapCcTBEHHbIX MpenapaTos, MNpaBui Hagnexaiien AMCTPUObIOTOPCKOW MNPaKTWKW, MNpaBun Hagnexallen antedHown
NpakTuKWM, npaBun Hagnexawen npakTukyn apMakoHag3opa fekapcTBeHHbIX npenapatoB And  MeAUUMHCKOro
NMPVUMEHEHWS;

(MyHKkT gononHuTensbHo BKMtoYeH ¢ 1 uong 2015 roga PegepanbHbiM 3akoHOM OT 22 fekabpst 2014 roga N 429-93)

19) ycTaHoBMNeHve nopsigka OpMUPOBAHUST PEMCTPALMOHHOIO A4OChE Ha feKapCTBEHHBIN npenapar n TpeboBaHui k
[OKyMeHTaM B €ro COCTaBE;
(MyHKkT gononHuTenbHo BKMtoYeH ¢ 1 uons 2015 roga PegepanbHbiM 3akoHOM OT 22 fekabpst 2014 roga N 429-93)

20) yTBEpXOeHUE NpaBui paLuoHanbHOro BbIOpa HaUMEHOBaHMWIA NeKapCTBEHHbIX NpPenapaToB Afs MEAULMUHCKOrOo
NMPVUMEHEHWS;
(MyHKkT gononHuTenbHo BKMtoYeH ¢ 1 uons 2015 roga PegepanbHbiM 3akoHOM OT 22 fekabpst 2014 roga N 429-93)

21) yTBEpXOEHME NepeYHs HauMEeHOBaHU NeKapcTBEHHbIX OpM;
(MyHkT gononHutensHo BkMtoyeH ¢ 1 uonga 2015 roga PegepanbHbiM 3akoHOM OT 22 fekabps 2014 roga N 429-93)

22) NyHKT, gononHUTeNbHO BKtoveH ¢ 1 nong 2015 roga PepepanbHbiM 3akoHOM oT 22 fekabps 2014 roga N 429-
O3; ytpatun cuny ¢ 1 mapta 2020 roga - ®egepanbHbin 3akoH oT 27 aekabps 2019 roga N 475-®3- cm. npegbiayLuyto
pefakumio;

23) yTBepxaeHue TpebOoBaHWM K MHCTPYKUMM MO MEOULMHCKOMY MNPUMMEHEHWIO NEeKapCTBEHHbIX NpenapaTtoB U K
WHCTPYKLUWUM NO BETEPUHAPHOMY NPUMEHEHUIO fleKapCTBEHHbIX NpenapaTos;
(MyHkT gononHuTensHo BkMtoYeH ¢ 1 uong 2015 roga PegepanbHbiM 3akoHOM OT 22 fekabps 2014 roga N 429-93)

24) NpUHATME pELLEHUI, SIBNSIOLLMXCS OCHOBaHUSIMU ANSA BKITHOYEHUS AOMEHHbIX UMEH U (UNK) ykasaTenen cTpaHuL
cCaTtoB B WHGOPMALMOHHO-TENEKOMMYHUKALMOHHON ceTn  "UHTepHeT", a Takke CEeTeBblX aapecoB B €OMHYH
aBTOMaTU3MPOBAHHYO WHGOPMAaLMOHHYIO cucTemy "EOVHBIA peecTp AOMEHHbIX MMEH, yKasaTenen cTpaHuy, CamToB B
NHAOPMALMOHHO-TENEKOMMYHMKALWOHHON ceTn "IHTEepHET" M CeTeBbIX agpecoB, MO3BOMSKOLWUX MOEHTMAMLMPOBATb
CanTbl B MH(OPMALIMOHHO-TENEKOMMYHMKALMOHHOM ceTu "UIHTepHeT", coaepxaline vHdopmauunto, pacrnpocTpaHeHue
koTopon B Poccuiickon ®egepaummn 3anpelleHo”, B OTHOLLEHUM MHAopMaL M1, cogepallen npeanoxeHme 0 po3HUYHOM
TOpProBfie JieKapCTBEHHbIMU MpenapartaMu, B TOM 4Yuciie OUCTaHUMOHHBIM CnocoboM, pPO3HUYHAas TOProBMSi KOTOPbLIMU
OrpaHVMYeHa unm 3anpeLleHa B COOTBETCTBMU C HacTosAwmM DedepanbHbIM 3aKOHOM, U (Mnn) nHdopmMaL M, cogepxallen
npenniokeHme O PO3HWYHOW TOProBre JiekapCTBEHHbIMM Mpenapatami, B TOM 4YuUCIie AWUCTaHLMOHHBIM Crnocobom,
nuuamm, He MMEKLLMMM JIMLEH3MN U paspeLLeHnst Ha OCYLLECTBIIEHME TAKOW OEATENbHOCTM, €CNN NOMyYeHMe NTMLEH3NN
1 paspeLleHns NpedyCMOTPeHO 3akoHo4aTenbCTBOM 06 oOpaLleHnn NekapCcTBEHHbLIX CPEACTB;

(MyHkT gononHuTenbHO BKNtoveH ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 gekabps 2014 roga N 429-93;
B pedakuun, BBedeHHon B gevictBne PegepanbHbiM 3akoHoM oT 3 anpens 2020 roga N 105-93. - Cm. npeabioyLuyto
pedakuuo)

25) Bblgaya paspeLleHunin Ha BBOA, B rpaxaaHCKui 060poT MMMy HOBMONOrMYeckMx nekapcTBEHHbIX NpenapaTos.
(MyHKT gononHUTENBHO BKIoYeEH ¢ 29 Hosbps 2019 roga ®epepanbHbiM 3akoHOM OT 28 Hos6pst 2018 roga N 449-
D3)
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KommeHTapuin k ctatbe 5

Cratbs 5_1. lNepepaya ocyuwecTBneHns nonHomoumn cpeaepanbHbIX OPraHOB UCMONTHUTENTbHOMN
BNacTu Npu obpalleHnmn neKkapcTBeHHbIX CPeACTB OpraHaMm UCMOSTHUTENIbHOM BacTu cCyb6bLeKkToB
Poccuickon ®epgepauun

MonHomounst deaeparnbHbIX OpPraHoOB WCMOMHUTENBHON BRacTM Mpu  OOpalleHUN FeKapCTBEHHbIX CPEeACTB,
npenycMOTpeHHble HacTosilwmMm  dedepanbHbIM - 3aKOHOM, MOTYT NepefaBaTbCsl AN OCYLECTBIIEHMS opraHam
uCnonHuWTenbHOM Bnactu cybbektoB Poccunckon Pepepaumm noctaHoBneHusmu [lpaButenbctBa Poccwuiickomn
dengepaunm B nopsigke, ycTaHoBneHHom PenepanbHbiM 3akoHOM OT 6 okTsbps 1999 roga N 184-03 "O6 obwmx
NPUHLMNax opraHM3aLmmn 3akoHogaTeNbHbIX (MPeACTaBUTENbHBLIX) U UCMOMHUTENbHLIX OPraHOB roCy4apCTBEHHOW BNacTu
cybbekToB Poccuickon ®egepauun’.

(Ctatbs gononHuTenbHo BkNtodeHa ¢ 24 monda 2015 roga ®eagepanbHbiv 3akoHoM oT 13 nions 2015 roga N 233-93)

KommeHTapui k ctatbe 5 1

Crtatbs 6. [lonHOMOUYMA opraHOB UCMOJNTHUTENBLHOW BnacTu cyobekra Poccunckon Pepepauyum
npu o6paLeHnn neKkapcTBeHHbIX CpeacTB

K nonHomouMsIM oOpraHoB WCMONMHWUTENbLHOW Bnactn cybbekta Poccuinckon degepaumn npu  obpalleHum
neKapcTBEHHbIX CPEACTB OTHOCATCS:

1) pa3pa60T|<a N peannsauuna permoHanbHbIX NporpaMmm obecneyeHnss HaceneHus J1eKapCTBEHHbIMU NnpenapaTtamMu,

2) ycTaHoBneHWe npeaenbHbiX pa3MepoB OMNTOBbIX HaobaBOK M MpedenbHbIX pPa3MepoB PO3HWUYHLIX HaabaBoOK K
PaKTUYECKMM OTMYCKHbIM LiEHaM, YCTaHOBINEHHBIM MPOU3BOAUTENAMMU NEKAPCTBEHHBIX NpenapaToB, Ha NekapCTBEHHbIe
npenaparhbl, BKIOYEHHbIE B NEPEYEHb KU3HEHHO HEOOXOAUMbIX M BaXKHEMLLX NeKapCTBEHHbIX NMPenapaTos;

3) ocylwlecTBneHMe pernmoHanbHOr0 rocyAapCTBEHHOIO KOHTPOMSA 3a MNPUMEHEHVMEM LEH Ha NeKapCTBEHHblE
npenaparbl, BK/IOYEHHbIE B MEPEYEHb KM3HEHHO HEOOXOOUMBIX W  BaXKHEMLWIUX JEeKapCTBEHHbLIX MpenapaTos,
OpraHM3auusMm ONTOBOW TOProBnW JIEKApPCTBEHHbIMU CPeaCcTBaMK, anTedHbIMM OopraHusaumsamMn, WHAMBUAYarbHbIMU
npegnpyHUMaTensmMm, MMEKLLMMA FNINLEH3NIO Ha (hapMaueBTMYECKY0 OEATENbHOCTb, MEAULMHCKMM OpraHm3aumsmu,
UMELWUMA  JFIMUEH3MIO  Ha  papmaLeBTUYECKYHD OEeATENbHOCTb, W KX 000COBGNEHHbIMM  NogpasaeneHnaMm
(ambynartopuamn, denbawepckuMn 1 - enbaLepcKo-akyLUePCKUMN  NMyHKTaMK, LieHTpaMu (oTaeneHusiMu) oben
Bpa4yebHON (CeMEeNHON) MNPaKTMKM), PacCrONIOKEHHBIMU B CEMbCKUX HacCeneHHbIX MyHKTaX, B KOTOPbIX OTCYTCTBYIOT
anTeyHble opraHu3auuu;

(MyHkT B pegakuum, BBeaeHHon B gencteme ¢ 25 uoHs 2012 roga PegepanbHbiM 3akoHoM OT 25 moHs 2012 roga N
93-03; B pegakumn, BBeaeHHon B gencteue ¢ 1 mapta 2020 roga PegepanbHbIM 3akoHOM OT 27 gekabps 2019 roga N
475-3. - CM. npeabigyLyo pegakumio)

4) npuHATUE pelleHnsa 06 Mcnonb3oBaHMK Ha TeppuTopun cybbekta Poccuiickon degepauum Hapsgy € peuentamu
Ha nekapcTBeHHble Mpenapatbl, 0dOPMIEHHbIMA Ha OyMaXKHOM HocuTerne, peuenToB Ha MeKapCTBEHHble npenaparbl,
CPopMMpPOBaHHbIX B POPME 3JTEKTPOHHBIX JOKYMEHTOB.

(MyHkT gononHutensHo BkMtoyeH ¢ 1 aHBapsa 2018 roga PegepanbHbiM 3akoHOM oT 29 monsa 2017 roga N 242-03)

MonoxeHust ctatb 6 HacTosiwero PenepansHoro 3akoHa (B pegakumm PegepanbHoro 3akoHa ot 29 mons 2017
roga N 242-®3) B yacTtu, Kacawwencs ¢opMMpoBaHUSA W Bbidadu PeELLEenTOB Ha JEKapCTBEHHbIE Mpenapartbl,
codepxalime HasHauYeHne HapKOTUYECKUX CPeAcTB UMM NMCUXOTPOMHbLIX BELLEeCTB, B hopMe 3MEKTPOHHbIX JOKYMEHTOB,
npumeHsitoTcs ¢ 1 auBapsa 2019 roga - cM. nyHKT 2 cTatbn 4 ®egepanbHoro 3akoHa oT 29 nons 2017 roga N 242-93.

KommeHTapuii k cTatbe 6

MnaBa 3. Nl'ocypapcTBeHHan chapmakones
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Cratbs 7. Pa3paboTka 1 nagaHme rocyaapctBeHHon dpapmakoneu, pasmeLeHme AaHHbIX O HEeW

1. MNoa rocymapcTBeHHOW (hapmakoneen MOHMMAaEeTCs CBOA ObLMx dhapMakonenHbIX cTaTerd M hapMakonenHbIX
cTarten.

2. PaspaboTka o6Lmx hapmakonenHbix cTaten 1 papmakonenHbixX cTaTein, B TOM vncne dapMakonerHblX cTaTen Ha
hapmakonerHble CTaHdapTHble 00pasubl, M BKIMIOYEHWE WX B FOCYyAapCTBEHHYIO hapMakonel OCyLLeCTBISITCA B
nopsigke, yCTaHOBIEHHOM YNOMHOMOYEHHbIM dbeaeparnbHbIM OPraHOM UCMONHUTENBHON BNacTM.

(YacTb B pegakuum, BBegeHHom B gevicteme ¢ 1 nons 2015 roga ®enepanbHeiM 3akoHoOM oT 22 nekabps 2014 roga
N 429-03. - Cm. npeabigyLyo penakumio)

3. Paspabortka hapmakonenHom cTaTtbM Ha pedepeHTHbIM JIeKapCTBEHHbIA MpenapaTr W BKIOYEHNE €€ B
rocygapCcTBeHHyt0 dapmakoneo B TedeHue cpoka OEeNCTBUSI 3allMTbl UCKMOYMTENBLHOrO npaea, YA0CTOBEPEHHOrO
NnaTeHTOM Ha ped)epeHTHbIN NeKapCTBEHHbIN NpenapaT, OCYLLECTBAOTCSA C cornacusi ero paspaboTyuka.

(YacTb B pegakuum, BBegeHHow B gevicteue ¢ 1 nons 2015 roga ®enepanbHeiM 3akoHOM oT 22 aekabps 2014 roga
N 429-03. - Cm. NpeabigyLLyo penakumio)

4. l'ocygapcTBeHHas hapMakones n3gaercs ynonHOMOYEHHbIM hegepanbHbIM OpraHoM UCMONTHUTENBHOW BRacTu 3a
CUeT cpeacTB eaeparnbHOro GloaXeTa 1 NOANEXUT Nepen3gaHnsiM He pexe Yem OfuH pa3 B NSiTb JIET, B Nepuog, Mexay
KOTOPbIMA M30A0TCHA MPUIOXEHUS K rocyAapCTBEHHOW hapmakornee, copepxaline obwimne dapmakonenHble ctaTby U
(vnn) dapmakonerHble cTaTbn, yTBEPXKAEHHbIE NOCHe U3aHusa Unu nepensgaHus rocygapcTBeHHON hapmakoneu.

5. YnonHomoudeHHbIn bedepanbHbIi opraH WCMNONMHUTENBbHOM BNacTu pasMellaeT faHHble O rocyaapCTBEHHON
dhapmakonee 1 NpUNoXeHUsIX K Heil Ha cBoeM odomLmansHoM cante B ceTu "IHTepHeT" B yCTaHOBNEHHOM UM MOPSIAKe.

KommeHTapuin k ctatbe 7

FnaBa 4. N'ocypapcTBEeHHbIM KOHTPONb NpU O0bpaLleHNn NeKapCcTBEeHHbIX CPeaAcTB

Crtatba 8. JluueHsnpoBaHMe NPOM3BOACTBA NIEKaPCTBEHHbIX CpeacTB U papmaLeBTUHECKOMN
AeATeNbHOCTU

1. JInueHsmpoBaHme Npon3BoACTBa JIeKapCTBEHHbIX CpeacTB U hapmaLeBTUYECKON AeATENbHOCTM OCYLLEeCTBNAETCA
B COOTBETCTBMU C 3aKOHoAaTenbCcTBOM Poccuickon Pegepaumn.

2. OGsizaTenbHbIM YCNOBMEM MPEAOCTaBMNEHUs NULIEH3MN Ha MPOM3BOACTBO JIEKApPCTBEHHbIX CPEACTB SIBMSAETCS
MPUIOXKEHNE K 3asiBNEHMIO COMCKaTENs NULEH3NN NEepeqHs ekapcTBeHHbIX dopM U (1nn) BuaooB dhapMaLeBTUYECKNX
cy6CcTaHLUMi, KOTopble NPOM3BOAMTENb NEKAapCTBEHHbIX CPEACTB HaMepeH NPOU3BOAUTb.

3. B cny4ae HeoGxooMMOCTU pacLUMpPEHnNst NPOU3BOACTBA JIEKAPCTBEHHbIX CPeACTB 3a CYET HOBbIX JIEKAPCTBEHHbIX
dopm M BMOOB (hapmaLeBTUHECKMX CyOCTaHUMI NPOU3BOAMTENb FEKAPCTBEHHbLIX CPeACTB OOSMKeH nepeodopMuTb
NULLEH3UIO Ha NPOU3BOACTBO NEKaPCTBEHHbIX CPEACTB.

(Hactb B pegakuun, BBegeHHon B gencteue ¢ 13 aerycta 2019 roga ®egepanbHbiM 3akoHOM OT 2 aerycTa 2019
roga N 297-®3. - CM. npegbigyLLyto pedakumio)

4. JlnueH3nss Ha NPOM3BOACTBO JIEKAPCTBEHHbLIX CPeAcTB (dhapmaueBTUYeckonm cyObcTaHumMM cnupTa 3TUIOBOrO
(aTaHona) BblAAETCSt MPWU YCIIOBUWM Hanmuuusl y opraHusauum Ha npaBe COOGCTBEHHOCTW, XO3SIMCTBEHHOrO BEAEHUS WUIU
onepaTVBHOIO YMpaBIieHWs1 OCHOBHOMO TEXHOSOrM4Yeckoro obopydoBaHUs ANt MPOM3BOACTBA 3TWUITOBOMO CMMPTA,
3aperncTpupoBaHHOrO B COOTBETCTBMM CO cTaTtben 14 1 depepanbHOro 3akoHa ot 22 Hosibps 1995 roga N 171-03 "O
rocyqapCTBEHHOM perynvMpoBaHMn Npon3BoAcTBa M 000OpoTa 3TUNMOBOrO CNUPTA, arkoroflbHOM U CNMPTOCOAEpXKallen
nNpoayKummn n 0b orpaHM4eHnn notTpebnenns (pacnmuTusi) ankororbHoOW NPogyKumMm".

(YacTb gononHutenbHo BktoveHa ¢ 29 gekabps 2020 roga denepanbHbiM 3akoHOM OT 27 aekabpsa 2019 roga N
481-93)

KommeHTapuii kK cTatbe 8

Cratbs 8_1. Oco6eHHOCTU NULIEH3UPOBaHUA NPOU3BOACTBA JIeKapCTBEHHbLIX CPeacTB
(dpapmaueBTUHYECKOM CYOCTaHLMM cCNMPTaA 3TUNOBOTO (3TaHONA)

BHumaHwe! [IokyMeHT ¢ M3MeHeHnsaMM 1 AoMonHeHnaMmM (Hoeasa peaakLms). O nocneayroLmx n3aMeHeHmsx cM. aprbik "OnepatmeHas uHdopmaums”
UC «TexskcnepT: 6 nokoneHne» VHpaHeT


javascript:;

06 obpalLeH nekapcTBEHHbIX CPEACTB (C M3MeHeHnaMU Ha 22 aekabpst 2020 roga) (pepakums, aeviceytoas ¢ 1 aHeapst 2021 roga) CipaHuua 16
®edeparbHbiti 3akoH om 12.04.2010 N 61-@3

1. [encTBue nuLEH3NM Ha NPOM3BOACTBO J1EKAapCTBEHHbIX CpeacTB (dhapmaueBTUYecKonm cyOCcTaHuuM cnvpTta
3TUNOBOro (3TaHona) NpUocTaHaBNMBAETCA B 4YacTW MpaBa Ha NMPOM3BOACTBO hapMaueBTMYeCcKon cybcTaHuum cnupTa
3TUNOBOrO (3TaHona) NULEH3UPYIOLLIMM OpraHoM B Crlyyasix, onpegeneHHbix ctatben 20 denepanbHOro 3akoHa ot 4 mas
2011 roga N 99-03 "O nuueH3npoBaHWM OTAEMbHBLIX BUOOB OEATENbHOCTU", a TakKe Ha CPOK MPUOCTAHOBMNEHMUS
OEencTBMSA NMLEH3MM Ha MPOM3BOACTBO 3TUITOBOrO CNvpTa Ansd NpoM3BoAcTBa drapMaueBTMYecKon cybGCeTaHumm cnvpTa
3TunoBoro (ataHona), BbiAaHHOW B cOOTBETCTBUM C PepeparnbHbiM 3akOHOM OT 22 HosAb6ps 1995 roga N 171-03 "O
rocyqapCTBEHHOM perynMpoBaHMn Npou3BoAcTBa M 000poTa 3TUMOBOrO CNUPTA, arkorofibHOM U CNVMPTOCOAEpXKaLlen
npoayKummn n 0b orpaHM4eHnm notTpebneHns (pacnmuTusi) ankororbHoOM NPoayKumMm".

2. [enctBue nuuUEH3MM Ha NPOM3BOACTBO JEKAapCTBEHHbIX CpeacTB (dhapmaueBTUYEecKOnm cyObCcTaHumM cnvpTta
3TUNOBOro (3TaHona) B 4acTu MpaBa Ha NPOM3BOACTBO dhapMaueBTMYECKON CcyBGCcTaHLuM cnnpTa aTUNoBoro (3TaHona)
npeKpaLLaeTcs JIMLEH3MPYHOLUM OPraHoM B Crnyyasx, onpeaeneHHbix ctatben 20 denepanbHoro 3akoHa ot 4 mast 2011
ro;ga N 99-03 "O nuueH3npoBaHWM OTAENbHbIX BMOOB OEATENbHOCTM', a Tawke C AaTbl MpekpaweHus unu
aHHYNMPOBaHMSA OEWCTBUSI NIULEH3UM Ha MPOM3BOACTBO STMMOBOrO ChMpTa A5 NPOM3BOACTBA dhapMaLeBTUYECKON
cybcTaHuMn cnvpTa 3TUNOBOrO (3TaHona), BblgaHHOW B COOTBETCTBMM ¢ PepepanbHbiM 3akoHOM OT 22 Hosibpst 1995
roga N 171-®3 "O rocygapCTBEHHOM perynMpoBaHMn NPOM3BOACTBA M 0BOpoTa STWUIOBOrO CNMPTa, askOroflbHOW U
cnvpTocogepXallern NpoayKummn 1 o6 orpaHnYeHnn NoTpedneHns (pacnuTuns) ankoronbHOM npogyKuum”.

(Ctatbs gononHutensHO BrtodeHa ¢ 29 gekabpsa 2020 roga PegepanbHbiM 3akoHOM OT 27 gekabps 2019 roga N
481-93)

Cratbs 9. locypapcTBeHHbIM KOHTPOSb (Haa3op) B cchepe obpaLeHnA nekapCTBEHHbIX CpeacTB

1. FocynapcTBEHHbIN KOHTPONb (Haa30p) B cdepe obpalLeHns NekapCTBEHHbIX CPeaCTB BKIKOYaET B Cebs:

1) NMUEH3MOHHBIM KOHTPONb B cdepe MPOM3BOACTBA NEKAPCTBEHHBLIX CPEACTB M B cdepe hapmaLeBTUHECKON
DesaTenbHoCTY;

2) dhepepanbHbIfi FoCyAapCTBEHHLI HAA30p B cdepe obpallLeHnst NekapCTBEHHbIX CPEACTE;

3) BbIOOPOYHBIN KOHTPOSb Ka4eCTBa JIEKapPCTBEHHbLIX CPEACTB.
(MyHKkT gononHuTenbHo BkMtoYeH ¢ 1 uons 2015 roga PegepanbHbiM 3akoHOM OT 22 fekabpst 2014 roga N 429-93)

2. JIMUEH3MOHHBIN KOHTpONb B cdiepe MNpOM3BOACTBA JfEKAPCTBEHHbLIX CPEACTB M B cdepe dhapMaueBTUYECKON
DEATENbHOCTU OCYLLECTBNSAETCA YMNOMHOMOYEHHBIMU ddefeparibHbiM OpraHOM UCMONTHUTENBHOW BacTU WU OpraHamMu
ucnonHuTenbHoM BnacTn cybbektoB Poccuickon degepaunm corfnacHo Mx KOMMAETEHUMM B Mopsiake, YCTaHOBIIEHHOM
denepanbHbiM 3akoHOM OT 26 aekabps 2008 roga N 294-03 "O 3awmTe npaB HPUOUYECKUX NULL U MHOMBULYaNbHbIX
npegnpyHUMaTenen npu oCyLLEeCTBNEHUN FOCYOAapCTBEHHOIO KOHTpONSA (Hag3opa) M MyHMUMNanbHOro KoHTpons”, ¢
Yy4YeTOM O0COBEHHOCTEN opraHu3aunm 1 NPOBEAEHWUSI NMPOBEPOK, YCTaHOBMEHHbIX PefepanbHbiM 3akoHOM OT 4 mast 2011
roga N 99-03 "O nuueH3nMpoBaHuM OTAENbHbLIX BUAOB AEATENbHOCTU".

3. denepanbHbIi rOCYOApCTBEHHbIM Hag30p B cdepe obpalleHns nekapcTBEHHbIX CPeacTB OCYLLECTBNSAETCA
YNOINHOMOYEHHbIMM doefeparnbHbIMU OpraHamMin UCTMONHUTENBHON BNacTu (ganee - opraHbl rocygapCTBEHHONO Hag3opa)
COIMacHO MX KOMMETEHUMN B NOPsiAKe, YCTaHOBNEHHOM [paBuTenscTBoM Poccuiickon degepaumm.

4. depepanbHbIi rocy4apCTBEHHBIV Haa30p B cchepe obpalleHrs NnekapCTBEHHbIX CPEACTB BKITHOYaAET B cebs:

1) opraHusauMio u npoBedeHVE NPOBEPOK CcoOMaeHuss cybbekTamm obpalleHns nekapCTBEHHbLIX CpeacTB
YCTaHOBMEHHbIX HacToswmm deaepanbHbIM 3aKOHOM W MPUHATBIMW B COOTBETCTBUM C HUM MHBIMU HOPMAaTMBHBLIMM
npaBoBbIMK akTaMn Poccuiickonn Pepepauum TpeGoBaHWUIA K AOKIMHUHYECKUM UCCEe0BaHUSIM NIEKApCTBEHHBLIX CPeacTB,
KIMMHWYECKNM MUCCNEeaOoBaHNAM NlEKapCTBEHHbIX NPenapaToB, XpaHeHWo, NepeBoske, BBo3y B Pocculickyto ®enepaumio,
OTMYCKy, peanu3aumn JieKapCTBEHHbIX CPEeACTB, TMPUMEHEHMI0  NEKAapPCTBEHHbIX MPenapaToB,  YHUHYTOXEHUIO
neKapCTBEHHbIX CPEACTB, YCTAHOBMEHUIO MPOU3BOAUTENSAMM JEKAPCTBEHHbIX MpenapaToB LEH Ha JeKapCTBEHHblE
npenaparbl, BKIIOYEHHbIE B NEPEeYEHb XU3HEHHO HEOOXOOUMbIX U BaXKHEMLLUX NEKAPCTBEHHbLIX MPEnapaTtoB, a Takke
coOnogeHns yNoNHOMOYEHHbIMM OpraHamMy UCMOSMHUTENbHOM BnacTn cyobektoB Poccuickon denepaumm METOLMKM
yCTaHOBNEHWS NpefenbHbIX Pa3MepoB ONTOBbLIX HAA0aBOK M NpeaenbHbIX Pa3MepoB PO3HUYHBLIX HA6aBOK K (haKTUHECKUM
OTMYCKHbIM LiEeHaM, YCTaHOBIIEHHbIM MPOM3BOOUTENSIMA NEKApPCTBEHHbIX MpenapaToB, Ha NeKapCTBEHHbIE Npenaparhbl,
BKIIOYEHHbIE B MEePeyeHb XMU3HEHHO HeOBXOOUMbIX U BaXKHEWLLNX NeKapCTBEHHbIX NpenapaTtoB (ganee - obAsaternbHble
TpeboBaHus);

(MyHkT B pepakumn, BBeaeHHou B aencteue ¢ 1 mapta 2020 roga PeaepanbHbiM 3akoHOM OT 27 aekabpsa 2019 roga
N 475-03. - CM. npeablayLLyo pegakumio)
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2) opraHmsauuio 1 npoeeneHne npoBepoK COOTBETCTBUA J1€KapCTBEHHbIX CPencTB, HaxoOALUXCA B rpaKgaHCKOM
o6op0Te, yCTaHOBJ1E€HHbIM Tpe6OBaHVIF|M K UX Ka4eCTBY,

2 1) npoBedeHne KOHTPOIbHbIX 3aKyMNOK B LeNsAX NpoBepku cobniogeHns cybbektammn obpalleHns nekapCTBEHHbIX
CPeAcTB, OCYLECTBSAIOWNMM PO3HUYHYIO TOProBMO NeKapCTBEHHbIMU NpenapartaMn Ang MeauUMHCKOro NpUMeHeHUs,
npaBuin OTMyCKa feKapCTBEHHbIX NpenapaTtoB AN MeOUUMHCKOrO MpuMEHeHuss W (Mnu) 3anpeta  npogaxu
ranbCUPMUUNPOBAHHBIX NTEKAPCTBEHHBIX CPEACTB, HeaobpOKaYeCTBEHHbIX NEKApCTBEHHbIX CPEeACTB M KOHTpadhaKTHbIX
neKapCTBEHHbIX CPEACTB;

(MyHKT gononHUTeNbHO BKtoYeH ¢ 7 aHBapsa 2019 roga ®enepanbHbiM 3akoHOM OT 27 aekabpsa 2018 roga N 511-
3)

2 _2) npoBedeHNe KOHTPOSbHbIX 3aKyMOK B LeNsAX NpoBepkM cobniofeHns cybbektammn obpalleHns NekapCTBEHHbIX
CPEACTB, OCYLLECTBMNSALMMA PO3HUYHYIO TOProBrt0 NIEKAapCTBEHHLIMU NpenapaTammi Ans BETEPMHAPHOTO NMPUMEHEHUS,
npaBuin Hagnexallen anTe4HON NPaKTMKN NEKapCTBEHHbIX NMPenapaToB AN BETEPUHAPHOrO NPUMEHEHWS 1 (Unn) 3anpeTa
npogaxun hanbCcunLMpPoBaHHbIX JEKAPCTBEHHbIX CpPeacTB, HeLoOpOKa4YeCTBEHHLIX JIEKAPCTBEHHbLIX CPEACTB U
KOHTpadhaKTHbIX NNEKAPCTBEHHbIX CPeacCTB;

(MyHKT gononHuTenbHo BktodeH ¢ 13 aBrycta 2019 roga ®enepanbHbiM 3akoHoM OT 2 aBrycta 2019 roga N 297-
D3)

3) opraHusaumio 1 nposefeHne hapmakoHag30pa;

4) npumeHeHve B nopsiake, yCTaHOBNEHHOM 3akoHoaaTenbCcTBOM Poccuiickon degepauun, mMep Mo npeceqeHuio
BbISIBIIEHHbIX HApyLLEeHU 0ba3aTenbHbIX TPEOOBaHWIM 1 (UNWN) YCTPaHEHWIO NOCNEACTBUN TakMX HapyLLEHUA, B TOM Yucre
MPVHSITME PELUEHUS O HaxXOXOEHWM FeKapCTBEHHbIX CPEACTB B OOpalleHuu, Bbligady npeanucaHni 06 yCcTpaHeHuu
BbISIBIIEHHbIX HApYLUEHWA obsa3aTenbHbiX TpeboBaHWMA M NpUBEYEHNE K OTBETCTBEHHOCTU MWL, COBEPLUMBLUMX Takue
HapyLLEeHus.

(Yactb 4 B pepakuum, BBegeHHon B gericteue ¢ 1 mons 2015 roga PepepanbHbiM 3akoHOM OT 22 aekabps 2014
roga N 429-03. - CM. npebiayLLyo peaakumio)

5. ®epepanbHbi rocyaapCTBEHHbI Hafg30p B cdepe obpalleHusi NekapCTBEHHbIX CPeACTB OCYLLECTBISETCA B
nopsigke, yctaHoBreHHoM PepepanbHbiM 3akoHOM OT 26 gekadbps 2008 roga N 294-903 "O 3awute npaB HOPUONYECKMX
ny M vHOMBMAYanbHbIX NpegnpyHUMaTenei npyv  OCYLLECTBIEHUM TOCYOAPCTBEHHOINO KOHTpons (Hagsopa) u
MyHULMNANbHOrO KOHTPOMsA", C Y4YETOM OCOGEHHOCTEW, YCTaHOBIEHHbIX HacTosen cTaTbel. [lpeaBaputenbHoe
cornacoBaHMe C oOpraHamuM npoOKypaTypbl CPOKOB MPOBEAEHUSI BHEMIAHOBOW MNPOBEPKM CyObekToB obpalleHust
NnekapcTBEHHbIX CPEeACTB, a Tawke npeaBapuTeribHoe YBEOOMIIEHVE  HOPUANMECKUX NUL,  MHAMBUAOYaNbHbIX
npegnpyHUMaTenen O Hadane npoBefeHust 3TOM NpoBepkn He Tpebyercs. OpraHbl NpPOKypaTypbl U3BELLaTCs O
NpoOBEeAEHNN BHEMNMAHOBOW MpoBepkn CybbekToB obpalleHus nekapCTBEHHbIX CpeaCcTB MOCpPedCcTBOM HamnpaBreHusi
COOTBETCTBYIOLLUMX [OOKYMEHTOB B TeYeHMe Tpex paboumx [HEW C MOMEHTA OKOHYaHWUS NPOBELEHUS YKa3aHHON
BHEMNaHOBOW MPOBEPKMW.

(YacTb B pegakuum, BBegeHHon B gevicteue ¢ 1 nona 2015 roga ®epepanbHeiM 3akoHOM oT 22 aekabps 2014 roga
N 429-03. - Cm. npeabigyLLyo penakLumio)

6. [OMmKHOCTHblE fNMUa oOpraHa rocy4apCTBEHHOTO Hagsopa B Mopsake, YCTAHOBIEHHOM 3aKOHOAATENbCTBOM
Poccuitckon ®enepanmm, UMelOT Npaso:

1) nony4YaTb Ha OCHOBaHUM MOTUBMPOBAHHBIX MMUCbMEHHBIX 3anpoCcoB OT CYObeKTOB OGpalleHus NeKapcTBEeHHbIX
CpPeAcTB, OpraHOB WCMONHUTENBbHOM BNacTu cyobekToB Poccuiickoin denepauum 1 opraHOB MECTHOMO CaMoynpaBrieHust
[OKYMEHTBI U MHJOpMaLMIO Mo BOMPOcam 0bpalLieHUst NeKapCTBEHHbIX CPeACTB;

2) 6ecnpenATCTBEHHO MO NpeabsBMNeHUM CryXeBHOro yOoCTOBEPEeHUs U KOMuK Npukasa (pacropsikeHusl) opraHa
rocyfapCTBEHHOr0 Haj3opa O HasHayeHUM NpPOBepKM MocellaTb  MCMonb3yemble  pUONYEeCKUMU  NvLaMu,
nHOMBMAYanbHbIMK NpeanpuHUMaTensaMM, SBNSAIOLWMMUCA cyGbekTaMn o6pallleHust NeKapcTBEHHbIX CPeacTs, npu
OCYLLIECTBMNEHUN CBOE [eATEeNbHOCTU TEeppuUTOpWUK, 30aHWs, MOMELLEHUS W COOPYXEHWs B LIensX npoBeneHus
MEpPONPUATUIA MO KOHTPOTIO;

3) npoBoguTb OTOOP 06Pa3LOB JlEKAPCTBEHHLIX CPEACTB, NMPeAHasHaYeHHbIX AN peanus3auuM u peanunsyembix
cyGbekTaMu obpalleHnst NeKapCTBEHHbIX CPeACTB, AN NMPOBEPKU X KAYeCTBa, NPOBEAEHVS] UCCNENOBAHWUIA, UCTIbITaHUIA
B COOTBETCTBMM C npaBunamu otbopa 06pa3LoB, YCTaHOBIMEHHLIMW YMOMHOMOYEHHbIM dheadeparibHbIM - OpraHoM
MCMOMNHUTENbHOM BNacTu;

3_1) NpoBOAUTb KOHTPOJIbHbIE 3aKynKu JeKapCTBEHHbIX npenapatoB And MeauUUMHCKOro npumMeHeHua B Lendax
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npoBepkn cobntogeHns cybbekTamn obpalleHusi NekapcTBEHHbIX CPEACTB, OCYLLECTBASIOLWMMA PO3HUYHYO TOPIOBIIHO
NeKkapcTBEHHbIMM MNpenapataMn Ons MEAULMHCKOrO MPUMEHEHUsI, NpaBuil OTNyCKa JIEKapCTBEHHbLIX MpenapaToB Ans
MEOMLUMHCKOrO MpUMEHeHMa U1 (unu)  3anpera  npogaky  panbCUMUMPOBAHHbBIX  FIEKAPCTBEHHbIX  CPeacTs,
Hed00poKa4YeCTBEHHBIX NIEKAPCTBEHHbLIX CPEACTB M KOHTPadaKTHbIX JIEKaPCTBEHHbIX CPeACTB;

(MyHkT gononHuTensHO BkNtoYeH ¢ 7 sHBaps 2019 roga degepanbHbiM 3akoHoMm OT 27 aekabps 2018 roga N 511-
D3)

3 _2) NpoBOAWTb KOHTPOSbHbIE 3aKYMKX JIEKApPCTBEHHbLIX MpenapaToB AN BETEPUHAPHOIO MPUMMEHEHMS B LIENSIX
npoBepkn cobntogeHns cybbekTamn obpalleHusi NekapcTBEHHbIX CPEACTB, OCYLLECTBSIOLWMMA PO3HUYHYO TOPrOBIHO
NekapcTBEHHbIMM MNpenapaTtaMn L7151 BETEPUHAPHOrO MPUMEHEHUsI, NPaBWIT  Haanexawlenh anTedHon NpPaKTUKK
neKapCTBEHHbIX MpenapaTtoB S BETEPUMHAPHOro MPUMEHeHMs WM (Mnu) 3anpeta npogaxy anbcumLmMpoBaHHbIX
nekapcTBEHHbIX CPEACTB, He[obpoKa4YeCTBEHHLIX NTEeKapCTBEHHbIX CPeaCTB U KOHTPadaKTHbIX JIEKAapCTBEHHbLIX CPEACTB;

(MyHkT pononHuteneHo BkNtoveH ¢ 13 aBrycta 2019 roga ®egepanbHbiM 3akoHom OT 2 aBrycta 2019 roga N 297-
D3)

4) BblgaBaTb cyObekTam o0OpalleHVMs IeKapCTBEHHbIX CPeacTB MpeanucaHns O MpekpalieHUn HapyLleHun
0b6s13aTenbHbIX TPEOOBaHWIN N 00 YyCTPaHEHMN BbISIBIIEHHbIX HAPYLLEHNI 06a3aTernbHbIX TpeboBaHui;

5) HanpaBnsTb B YNONMHOMOYEHHbLIE OpraHbl MaTepuarsl, CBsi3aHHble C HapyLUEHWUsIMU 0Bs3aTenbHbIX TpeboBaHwiA,
ONs peLLleHns BONpocoB O BO30y>KAEHUM YroMNOBHbIX AeN MO Npu3Hakam npecTynieHui.

7. BbIGOpOHHbIVI KOHTPOJb Ka4deCTBa J1eKapCTBEHHbIX CpeacCTB OCYLUeCTBIIAEeTCA YNOJTHOMOYEHHbIM ¢)e,qepaanb|M
opraHom UCMOSTHUTENbLHOM BiacTu B YCTaHOBJIEHHOM UM NopAake U BKIMHOYaeT B cebs:

1) oBpaboTKy cBegeHuin, B 00A3aTenbHOM MOpPsiAke NpefocTaBnsieMbix CyGbekrtamy obpalleHuss NIeKapCTBEHHbIX
CPEeACTB, 0 Cepusix, MapTUsIX NeKapcTBEHHbIX CPEACTB, NMOCTYNaloLWmMX B rpaxaaHckuii o6opot B Poccuiickoi ®epepaumm;

2) ot6Gop 06pasLoB NekapCTBEHHbIX CPeacTB y Cy6bekToB obpalleHuss NeKapCTBEHHbIX CPeacTB B Lensax
NpOBEAEeHUA UCTLITAHWUIN Ha X COOTBETCTBME TPEGOBaHNAM HOPMATUBHON [OKyMEHTALUM UM HOPMATUBHBIX 10Ky MEHTOB;

3) NpUHATME MO pe3dylnbratamMm MnpoBeAeHHbIX ncnbiTaHnn peweHnda o JanbHenem rpaxgaHCkom 060p0Te
COOTBETCTBYHLEro yfiekapCTBeHHOro CpeacTBa,

4) npuHATUE YMONMHOMOYEHHbIM defeparnbHbiM  OpraHoOM UCMOSTHUTENBHOW BNacTU  pelleHnss o  nepesBofe
NEKapCTBEHHOTO CPEACTBA Ha MOCEPUMHLIA BbIOOPOYHLIN KOHTPOSb KayecTBa JIEKAPCTBEHHbIX CPeAcTB B Cly4ae
NMOBTOPHOrO BbISIBNEHUS HECOOTBETCTBUS KayecTBa NEKAapCTBEHHOIO cpeAcTBa YCTaHOBIIEHHbIM TpeboBaHuaM W (npu
HeobxogMMOCTU) O NpoBepke cyObekTa OOpalleHuss NeKapCTBEHHbIX cpeAcTB. Pacxogbl, CBsi3aHHble C MPOBELEHVNEM
NOCEPUAHOTO  BbIGOPOYHOIO  KOHTPONS KayecTBa JIeKAPCTBEHHbIX CPEACTB, OMfla4yMBaloTCA  NPOM3BOAUTENEM
NeKkapcTBEHHOTO cpeAcTBa NMbo gepxateneM WUnv BragefbleM pPerncTpalyoHHOrO yOOCTOBEPEHUS] NEKAPCTBEHHOMO
npenapara.

(YacTb 7 gononHuTensbHo BktodeHa ¢ 1 nons 2015 roga ®egepanbHbiM 3akoHOM OT 22 fekabps 2014 roga N 429-
D3)

(Ctatbs B pegakumu, BBeaeHHon B gevicteue ¢ 25 noHsa 2012 roga ®egepanbHbiM 3akoHoOM oT 25 mnioHa 2012 roga
N 93-93. - Cm. npegbiayLLyo peaakuuto)

KommeHTapun k ctatbe 9

Maga 5. Pa3pa60TKa, AOKJIMHN4YeCKne nccrieqoBaHuA nekapCcTBeHHbIX CPpeaAcTB, a TakKXxe
KNMHN4YeCcKue uccrniegoBaHuns nieKapCcTBeHHbIX npenapaTtoB And BeTepUHapHOro npuMmeHeHnsA

CraTtbsa 10. PaspaboTka nekapCTBeHHbIX CPeacTB

1. PaspaboTka nekapcTBEHHbIX CpeacTB BKMHOYAeT B Ce0Sl MOMCK HOBbIX (DAPMaKOOrM4yeckn akTUBHLIX BELLECTB,
nocrnegylollee MU3yyeHMe WX NEKaApPCTBEHHbIX CBOWCTB, AOKMMHMYECKME WCCReAoBaHus, pa3paboTKy TexXHOMorui
Npou3BOACTBA (hapMaLeBTUYECKUX CyOCTaHUMiA, pa3paboTKy COCTABOB WM TEXHONOMUA MpOU3BOACTBA J1eKapCTBEHHbIX
npenapaTos.

2. drHaHcoBoe obecneveHne pas3paboTKM NEKapCTBEHHbIX CPEACTB OCYLLECTBNSAETCH 3a CHET:

1) cpeacTB doegepanbHOro BloaxeTa;
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2) cpeacTB pa3paboTUMKOB NeKapCTBEHHbIX CPeACTB;

3) cpeacTe npousBoAUTENEN NEeKApCTBEHHbIX CPEACTB MPU BbIMOMHEHUM HAy4YHO-UCCNENOBATENbCKUX paboT Mo
[OroBOpYy Mexay pas3paboTyMKoM NekapCTBEHHbIX CPeACTB U NPON3BOAUTENEM NeKapCTBEHHbIX CPEACTB;

4) MHbIX He 3anpeLleHHbIX 3akoHodaTenbcTBoM Poccuiickon degepaLnm UCTOYHUKOB.
3. MpaBa pa3paboTynka NekapCTBEHHOIO CPEACTBA OXPaHSIIOTCH rpaXOaHCKUM 3aKOHOAATENbCTBOM.

KommeHTapun k ctatbe 10

CraTtbsa 11. [loknMHU4eckoe uccrnenoBaHue JNIeKapCTBeHHOro cpeacTtBa Ansa MmeauMUMHCKOro
npuMeHeHuns

1. [JOKNUHMYEeCKoe uccrnenoBaHune J1eKapCTBEHHOro cpeacTtea AnAa MeguumHCKOro npuMeHeHmua npoBoauTca nyTtem
npuMeHeHna Hay4HbIX METOO0B OLIEHOK B LenaAx nony4vyeHna AoKa3aTelnbCTB Ge3onacHoCTH, KayecTBa U SC*)CbeKTVIBHOCTVI
JIeKapCTBEHHOro cpeacTea.

2. [oknuHuyeckoe MWCCreqoBaHWE JeKapCTBEHHOro cpeacTtBa AN MeOMUMHCKOrO MPUMEHEHUs NPOBOAUTCS B
COOTBETCTBUM C MpaBuUnaMn Hagnexailen nabopaTtopHO NPaKTUKW, YTBEPKOAEHHBIMM YMOTHOMOYEHHBIM dheaepanbHbIM
OpraHoOM MCMONHUTENbHON BNacTu.

(YacTb B pegakuum, BBegeHHom B gevicteue ¢ 1 nona 2015 roga ®enepanbHeiM 3akoHOM oT 22 aekabps 2014 roga
N 429-03. - CM. npeablayLLyo pegakumio)

3. [Lns opraHu3aumm 1 NpoBeAeHUss AOKNMMHUYECKOro UccneaoBaHnsl riekapcTBEHHOro cpeacTBa Anst MeAULMHCKOro
NPUMEHeHNs1 pa3paboTuMKM feKkapCTBEHHbIX CPeACcTB MOryT MpMBIEKaTb Hay4HO-UCCIEeLoBaTeENbCKUE OpraHu3aumu,
obpasoBaTeribHble OpraHM3aLMn BbICLLIErO 0bpa3oBaHUs, MMEKLWME HEOOXOOUMY0 MaTepuanbHO-TEXHUYECKYD a3y u
KBanMULIMPOBaHHbIX CNELManincToB B COOTBETCTBYIOLLIEN 06NacTu UCCneaoBaHus.

(YacTtb B pepakumm, BBeAeHHOM B aencteme ¢ 1 ceHTabpsa 2013 rona ®enepanbHbiM 3akoHoM OT 2 monga 2013 roga
N 185-®3. - CM. npeablayLLyo pegakumio)

4. [1oknuHM4yeckoe wuccrnegoBaHue JIeKapCTBEHHOro cpenctea AnAaA MeaAUUMHCKOro npuMeHeHua npoBoguTcd Mo
yTBEepXxgeHHomy p33pa6OT‘-IVIKOM JlIeKapCTBEeHHOro cpeactBa niaHy C BegeHuMeM MNpoToKofia 3TOro uccrenoBaHua U
COCTaBlieHMeM O0T4eTa, B KOTOPOM cCoAepXaTCd pe3yrbrartbl 3TON0 MUccrenoBaHMA U 3akno4YeHne O BO3MOXHOCTU
npoBegeHna KnmHM4ecKoro nccrnenoBaHnsa nekapCTBeHHOro npenapara anda MeguumnHCKOro npuMmeHeHus.

5. TpoBegeHne npoBepok coONAeHMs MpaBui Hagnexailen nabdopaTopHOM MNPaKTUKM W MPaBOBbLIX HOPM
NCMOMNb30BaHUs XXMBOTHbIX MPY NPOBELEHUN SOKIMHUYECKUX UCCIEN0BaHNIA NIEKapCTBEHHbIX CPEACTB AN MEAULMHCKOro
NMPVUMEHEHMS OCYLLIECTBASETCS YNOITHOMOYEHHBIM dheaeparnbHbIM OpraHOM UCMOMHUTENBHOW BracTu.

(MyHKkT B pepakumn, BBegeHHon B gercteue ¢ 1 mons 2015 roga ®egepanbHeiM 3akoHOM oT 22 aekabpsa 2014 roga
N 429-03. - Cm. npeabigyLLyo penakLumio)

6. Pe3ynbTaTbl OOKMMHWYECKOrO UCCNEAOBaHUA NEKApPCTBEHHOrO cpeAcTBa AN MEAMLMHCKOrO NPUMEHEHUsT MOTyT
OblTb NpeacTaBneHbl B YNOMHOMOYEHHbIN dhefepanbHblii opraH UCMOMHUTENBHOM BNacTU B YCTAHOBIEHHOM MNopsaake B
Lensax rocy4apCTBEHHON perncTpauum NekapcTBEHHOO npenapara.

KommeHTapun k ctatbe 11

Cratbsl 12. loknuHU4eckoe nccrnegoBaHue rieKapcTBEHHOro CpeacTBa U KITMHMYeCcKoe
uccrefoBaHMe NleKapCTBEHHOro npenaparta ans BeTepMHapHoOro NnpuMeHeHust

1. [JoKnNu“HMYeckoe MccriefoBaHMe NeKapcTBEHHOrO CpeacTBa AN BETEPUHAPHOIO MPUMEHEHMSI MPOBOAMTCSA NyTeM
NPUMEHEHMSI HayYHbIX METOOB OLIEHOK B LIEMAX NOMy4YeHns AokasaTenbCcTB 6e30nacHOCTM, KadecTsa U apeKTUBHOCTH
NEeKapCTBEHHOr0 CPeACcTBa, B TOM YMUCMEe OMNpedeneHVsl Cpoka €ero BbiBEAEHUSl M3 OpraHuMama >XMBOTHOTO, B LENsX
obecnedeHnss 6e3onacHOCTU MPOOYKLUUM XXKUBOTHOTO MPOWUCXOXKAEHWUSA MOCMNe MNPUMEHEHWS COOTBETCTBYIOLLEro
nekapcTBEHHOro npenapara.
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2. [oknuHunyeckoe wuccnenoBaHue JIeKapCTBEHHOro cpenctea UM KIMHUYeCKkoe uccrieqosaHme JekapCTBEeHHOro
npenaparta And BeTepuHapHoOro rnpuMeHeHud, wuccriegoBaHue OMO3KBMBANEHTHOCTU YKa3aHHOro JnekapcTtBeHHOro
npenapara npoBogATCcA B COOTBETCTBMM C npaBuiiamMu, yTBepXOAeHHbIMU YMNOJTHOMOYEHHbIM (*)eﬂ,epaﬂbelM opraHom
MCMNOMHUTESNBHOW BRacTu.

3. [oknuHuyeckoe wnccnegoBaHWe EKapCTBEHHOTNO CPeAcTBa M KIMHUYECKOe MWcCnegoBaHue JekapCTBEHHOro
npenapara ansg BeETepMHapHOro NpUMEHEHUS MPOBOAATCS MO YTBEPKOEHHOMY pa3paboTyYMKOM fiekapCTBEHHOMO CpeacTea
nnaHy ¢ Be4eHWeM NPOTOKOMOB 3TUX UCCIEAOBAHUIA 1 COCTaBIIEHNEM OTHETOB, B KOTOPbIX COAEpXKaTCs pe3yrbTaTbl 3TUX
nccnegoBaHun.

4. Onsa opraHu3auun U NpoBeAeHUA OOKMNMHWYECKOro WCCIeAoBaHUs NeKapCTBEHHOro CPeAcTBa M KIMMHUYECKOro
nccrenoBaHusi NIEKapCTBEHHOrO npenapaTa Afis BETEPUHAPHOrO NMpPUMEHEHUS pa3paboTynK NeKapCTBEHHOrO cpeacTBa
MOXET MpVBMeKaTb opraHvMsauuM, UMeloLMe HeobxoauMylo MaTepuanbHO-TEXHUYECKYo 6asy M KBanuULMPOBaHHbIX
creumanucToB B COOTBETCTBYIOLLEN 06MacTu nccreqoBaHusl.

5. KnuHuyeckne uccrieqoBaHusl NEKapCTBEHHbIX MpenapaTtoB AN BETEPUHAPHOrO MPUMEHEHUST MPOBOAATCS B
BETEPUHAPHLIX OpraHM3auusx M B OpraHM3auusix, OCYLUECTBSIOWMX pasBedeHue, BblpalliMBaHWe W cogepxaHue
XUBOTHBIX, B LIENsiX:

1) yCTaHOBMNEHUs MEPEHOCUMOCTY NEKAPCTBEHHbIX NMPEnapaToB 300POBbIMA KMBOTHBLIMY;

2) nopbopa onTUMAarnbHbIX OO3VMPOBOK JIEKAPCTBEHHLIX MPENapaToB M Kypca IeYeHUst Ha KOHKPETHOW rpynne
XXWBOTHbIX C onpeaeneHHbIM 3aboneBaHvem;

3) yCTaHOBJIEHUA 6e3onacHoCTH U 3Cb¢)eKTMBHOCTM JNTeKapCTBEHHOro npenapara, npeaHasHaveHHoro ana nedyeHusa
onpeaerneHHbIX 3aboneBaHU  KMBOTHbIX, WIK acbd)el(TI/IBHOCTVI JIeKapCTBEHHOro npenapara annsa I'IpO(bVIJ'IaKTI/IKI/I
3aboneBaHui 300pPO0BbIX XXUBOTHbIX;

4) M3y4YeHuUs BO3MOXHOCTEN pacCLUMPEHUs MOKa3aHWM K MNPUMEHEHWIO 3aperMcTpUpPOBaHHOIO JEKapCTBEHHOIO
npenapara 1 BbISIBIEHUSI paHEE HEN3BECTHbIX MOOOYHbLIX AEVCTBUN.

6. KnuHuyeckoe nccrnenosaHue nekapCTBEHHOro npenaparta Ans BeTepUHapHOro NpYMEHEHNs! OCYLLIECTBNAETCA 3a
cyeT cpeacTB pa3paboTymka NeKkapcTBEHHOro CpeacTaa.

7. OTyeTbl O pesynbTatax [OOKIMHWYECKOrO WCCNEedoBaHUsl JEeKapCTBEHHOrO CPeacTBa M KIMMHUYECKOTO
MccrnenoBaHUsl NeKapCTBEHHOro npenapata O  BETEPUHApPHOro MPUMEHEHWUSI COCTaBMSATCA  paspaboTYMKoM
rieKapCTBEHHOTO CPeACcTBa C YYETOM 3aKMHYeHUA opraHM3auui, NpyHMMaBLLIKX yYacTue B opraHvM3auumM U nNpoBedeHun
3TWX UCCeaoBaHWIA.

8. KoHTponb 3a npoBegeHneM [OOKMUHUYECKUX WCCREedoBaHWiA eKapCTBEHHbIX CPEACTB M KIMHUYECKUX
uccnenoBaHuiA  NeKapCTBEHHLIX MpernapaToB [Ans BETEPUHAPHOTO MPUMEHEHUSI OCYLLECTBISIETCS YMNONHOMOYEHHbIM
denepanbHbIM OpraHoM UCMONMHUTENBHOM BMACTy.

KommeHTapuin k ctatbe 12

MnaBa 6. OcywecTBneHne rocyaapCcTBEHHOM permcTpaumm fieKapcTBeHHbIX NpenapaTtoB

Cratba 13. Focyp,apCTBeHHaﬂ perucTpauua nekapCTtBeHHbIX npenapatoB

1. B Poccwuiickon degepaumm [JonyckawTCAa NPOU3BOACTBO, W3rOTOBIIEHWE, XPaHEHWe, MNepeBO3Ka, BBO3 B
Poccuiickyto denepaumio, BoiBo3 U3 Poccuinckon ®enepaumu, peknama, OTNyCcK, peanusauns, nepegada, npumMeHeHue,
YHUYTOXEHUE FEKapCTBEHHbIX MPEnapartoB, €CMM OHU 3aperMcTpyMpoBaHbl COOTBETCTBYHOLUUM  YMOSTHOMOYEHHbLIM
deaepanbHbIM OpraHOM UCMONMHUTENBHON BrAcTU.

(HYacTb B pemakuumu, BBedeHHon B genctBue PepepanbHbiM 3akoHom oT 13 mond 2015 roga N 241-93. - Cwm.
npeablayLLyo pegakumio)

2. [ocygapCTBEHHON perncTpaunm noanexar:
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1) BCe NnekapcTBEHHbIE Npenapathbl, BNepBble NoAnexallve Beogy B obpalieHne B Poccuiickoin egepaunm;

2) nekapCTBEHHble npenapaThbl, 3aperMcTpupoBaHHbIe paHee, HO NPOM3BeAEHHbIE B APYIMX NeKapCTBEHHbIX dropMax
B COOTBETCTBUM C MNEPEYHEM HaMMEHOBaHWM JeKapCTBEHHbIX (hOpM, B HOBOW [O03MPOBKE MNPV AoKas3aTenbCcTBe ee
KIMMHUYECKOM 3HAYUMOCTU N 3OIEKTUBHOCTU;

3) HOBbIE KOM6I/IHaLI,I/II/I 3apermcTpmnpoBaHHbIX paHee NeKapCTBEHHbIX NnpenapaToB.

3. TocynapcTBeHHass perucTpauua rekapcTBEHHbIX MpenapaToB OCYLLECTBMNSAETCA MO pe3ynbTaTtaM 3KcnepTusbl
nekapCTBEHHbIX CPEACTB, a rocydapCTBeHHas perncTpaumns opdaHHbIX EeKapCTBEHHbIX NPenapaToB OCYLLECTBSETCS MO
pesynbrataM 3KCMepTu3bl [JOKYMEHTOB, MpeAcCTaBMeHHbIX ANA  OnpedeneHnss BO3MOXHOCTWM paccMaTpuBaTb
NeKapCTBEHHbIN npenapaTt Ansi MeQUUMHCKOrO MPVMEHEHUst MPU OCYLLECTBIIEHUM TOCYOapPCTBEHHOM perucTpauum B
KayecTBe opdraHHOro NekapcTBEHHOro npenapara, 1 Mo pesynbTaTaM 9KCNepTU3bl NekapcTBEeHHbIX CPeacTB.

4. TocypapcTBeHHass perncTpauusi  NekapCTBEHHOro  npenapata  OCYLLECTBIISIETCS  COOTBETCTBYIOLLMM
YMNOITHOMOYEHHbIM befepanbHbIM OpraHOM WUCMOMHUTENBHOM BNACTU B CPOK, HE MPEBbIWAOWMA CTa LIECTULECATU
paboymx OHEeN CO OHsI MPUHSITUS COOTBETCTBYIOLLEro 3asiBNIEHUs O rOCYO4apCTBEHHOM PermcTpaumm NekapCTBEHHOro
npenapata. B ykasaHHbI CpOK BKOYAETCS BpPeMsl, HeobxoguMmoe AN MOBTOPHOTO MPOBEAEHUS 3KCNepTusbl
nekapcTBEHHOTO cpeacTBa B COOTBETCTBUM CO cTaTbel 25 HacTosiwero ®egepanbHoro 3akoHa. Cpok rocyaapcTBEHHON
perucTpauumM JekapCTBEHHOrO Mpernapata WUCYUCIISETCS CO OHS MNPUHSATUMA COOTBETCTBYHOLUUM  YMOSTHOMOYEHHbLIM
denepanbHbIM OpraHoOM MCMONHUTENBHOM BAcTM COOTBETCTBYHOLLErO 3asiBIEHUss O rOCYAapCTBEHHOW perMctpauum
NEKapCTBEHHOTO Mpenapata C MNPUITOKEHWEM HeOoOXOOUMbIX AOKYMEHTOB MO [AEHb Bbl4ayu pPerMcTpauMoHHOro
YOOCTOBEPEHMS NekapCTBEHHOrO npenapara. Bpems, HeobGxoaumoe AN HanpaeneHWs ynorHOMOYeHHbIM dbefepanbHbiM
OpraHoOM MCMNOJSTHUTENBHOM BRacTu 3anpoca O NpeacTaBfieHn HEOOX0OMMbIX MaTepuarnoB U NpeacTaBeHns 3asBUTENEM
OTBETA HA [aHHbLIN 3anpoc B COOTBETCTBMM CO cTatbsaMu 16, 19 m 23 Hactosiwero denepanbHOro 3akoHa, He
YYUTBIBAETCS NPY MCHUCTIEHUM CPOKa roCy4apCTBEHHONM perncTpawumm fiekapCTBEHHOIO npenapara.

5. FocyaapcTBEHHON perMcTpawmm He Nognexar:

1) neKkapCTBEHHble npenapaTtbl, W3rOTOBMEHHbIE AMNTEYHBIMU OpraHM3aumsMi, BETEPUHAPHBIMK  ANTE4HBIMU
opraHu3auusiMi, UHOVBUAYanbHbIMU  NPEeanpUHUMATENSIMA, KOTOPble WUMEIT JMUEH3U0 Ha  dhapmaueBTUYECKYHO
[EesaTenbHOCTb, MO peLenTam Ha NekapcTBEHHbIE Npenapatbl U TpeboBaHUSIM MeQULMHCKMX OpraHm3aunii, BETEPUHAPHBLIX
opraHusauui;

2) nekapcTBeHHble npenapatbl, NpYobpeTeHHbIE m3nyeckummn nuuamm 3a npegenammn Poccuiickon ®epepaunm m
npegHasHavyeHHble AN JIMYHOrO UCMONb30BaHUS;

3) J1eKapCTBEHHbIE npenapartbl, BBO3UMblE B POCCI/II?ICKyIO CDe.u,epau,mo ONs oKaszaHus MeOWLMWHCKOM MoMoLM no
XU3HEHHbIM NMOKa3aHWAM KOHKPETHOro nauueHta Ha OCHOBaHWUWM paspelleHud, BblaHHOMo  ynoJIHOMOYeHHbIM
cbep,epaanuM opraHom MCNOMNHUTENBbHOW BNAacTy;

4) nekapcTBeHHble cpeAcTBa, BBO3UMble B Poccuiickyto denepauntio Ha OCHOBAHUM BbIAaHHOTO YMNOMHOMOYEHHbIM
deaeparnbHbIM OpraHOM MWCMONHWTENBbHOW BRacTU pas3pelleHnst U npegHa3HadveHHble ONns NMPOBEeOEHWUsT KIMHUYECKMX
MCCrenoBaHWii NeKapCcTBEHHbIX MpenapatoB W (MnK) NpoBedeHWUsI 9SKCMepTU3bl IeKapCTBEHHbIX CpeacTB  AOns
OCYLLECTBIEHNS FOCYAaPCTBEHHON perncTpaLmm fekapCTBEHHbIX NpernapaTos;

5) cpapmavnieBTUYeCckue cybecTaHumuy;

6) pagvodapMaLEeBTUYECKME JEKAapCTBEHHbIE MpenapaTbl, W3roTOBMIEHHbIE HEMOCPEACTBEHHO B  MEOMLIMHCKUX
opraHv3auuax B nopsake, yCcTaHOBNEHHOM YMNOMHOMOYEHHbIM ddefepanbHbiM OpraHoM UCMOMHUTENbHOW BMacTy;

7) nexkapcTBeHHbIE Nnpenaparsl, NPOU3BOAMMbIE AA 3KCNopTa.
6. He gonyckaeTcs rocyaapcTBeHHas permctpaums:

1) JTeKapCTBEHHbIX MpenapaTtoB, OT/IM4aloWNMXCA Opyr OT Apyra Ka4eCTBeHHbIM COCTaBOM ,D,el}'ICTByPOU.LMX BeLlEeCTB,
noa ogmMHakoBbIM TOProBbIM HanMeHoBaHUEM;

2) 0QHOro NekapcTBEHHOTO Npenapara, NPeacTaBNeHHOro Ha rocya4apCTBEHHYO PErMCTPaLUVio B OTHOLLEHUM OLHOMO
W TOro XXe AepxaTens unu enagenbla permcTpaumoHHOrO yA0OCTOBEPEHUS] NEKAPCTBEHHOMO npenapaTta B Buae ABYX U
Oonee nekapcTBEHHbIX MPenapaToB Mo, PasfnMyHbIMU TOPrOBbIMM HAMMEHOBaHUSIMU.

(MyHkT B pepakumy, BBegeHHon B gencteune ¢ 15 noHa 2018 roga ®enepanbHbiM 3akoHoM OT 4 mioHs 2018 roga N
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140-®3. - C™m. npeabigyLyo pegakumio)

7. o 3anpocy (B aNeKTpOHHON dhopMe unmn Ha BymadkHOM HocuTene) cybbekTa obpalleHust NekapcTBEHHbIX CPEACTB
COOTBETCTBYIOLLUMM  YMOSTHOMOYEHHbIM  dhedepanbHbiM — OpraHoOM  MCMOSNTHUTENBHOM  BRacTW,  OCYLLECTBASALLMM
rocy4apCTBEHHYO PEMMCTPaLMIO NEKapCTBEHHbLIX MPenapaTos, B yCTAHOBIEHHOM MM NOPSAKe OCYLLECTBNSAETCA Hay4YHOe
KOHCYIbTMPOBaHME MO BOMpOCaM, CBSI3aHHbIM C MPOBEAEHUEM LOKIMMHUYECKUX WCCIEAOBaHUNA,  KITMHUYECKMX
MUCCreaoBaHUA NEeKapCTBEHHbIX MNPEnapatoB, 3KCMEPTU3bl KadecTBa JekapCTBEHHbIX cpeacTB, 3EPEKTUBHOCTU WU
©e3onacHOCTN, C OCYLLECTBIEHMEM FOCYOAPCTBEHHOM perMcTpauum nekapCcTBEHHLIX npenapaTtoB. KoHcynbTupoBaHue
OCYLLUECTBNSIETCA C MpuBReYeHnem deneparnbHblX rocygapCTBEHHbIX OHIKETHBIX YYpexaeHun, NoaBEeOMCTBEHHbIX
JaHHoMy chedepanbHOMYy OpraHy MCMOSTHUTENBHON BNAacTW N HE YYacTBYOLWMX B OpraHM3aunm NpoBeaeHns aKCnepTusbl
KadecTBa NEKApPCTBEHHbLIX CPeACTB B LENAX OCYLLUECTBMEHUS WX rOCY4apCTBEHHOW pernctpauunm B COOTBETCTBUM CO
cTatben 16 HacToqawero ®eaepansHOro 3akoHa, B BUAE OTBETA B MUCbMEHHOM (hopMe yNoSTHOMOYEHHOro doeaeparnibHoro
opraHa UCMOSTHUTENbHOM BNAcTU Ha 3anpoc. Pasmep B3nmaemMon ¢ 3asBUTENS nnartbl onpenensercs B COOTBETCTBUM C
3akoHogaTenbcTBoM Poccuiickon ®enepaunm 06 opraHvMsaummM npegocTaBneHus rocyaapCTBEHHbIX U MyHULMNANbHbIX
ycnyr. ViHopmMaumst o6 oCyLLEeCTBEHNM HAYYHOrO KOHCYSbTMPOBaHMSA, B TOM 4uCre cTaTbW, 00630pbl, CNpaBOYHblE
mMatepuanbl U MHas MHdopmauus 00 OCYLLECTBNEHUN HAy4HOro KOHCYIbTMPOBaHUS, pa3MeLlaeTcsi Ha oduumanbHOM
cavite YMOSIHOMOYEHHOro dbedepanibHOro opraHa WCMOMHUTENbHOM Bnactu B cetu "UHTepHer" ¢ cobnogeHvem
OrpaHUYEeHU, YCTaHOBIEHHbIX 3aKOHOAATENBCTBOM O MEPCOHarbHbIX AAaHHbIX, KOMMEPYECKON U (MnKn) rocyaapcTBEHHON
TanHe.

8. locypapcTBeHHas perMcTpauuns JeKapCTBEHHbIX MpenapaTtoB, KOTOpble MpedHa3HayYeHbl AN NPYMEHEHWsT B
YCMNOBUSIX BOEHHbIX AENCTBUNA, Ype3BblYalHbIX CUTyauunn, npegynpexaeHns YpesBbldanHbIX CUTyauui, npoounakTuki u
neveHns 3aboneBaHuN, NPeaCTaBASOLWMX OMNACHOCTb AN OKPYXXKAOLWMX, 3ab0neBaHui M MOPaDKEHWIA, MOMYYEHHbIX B
pesynbTate BO3AEWCTBUA HEGMaronpusiTHbIX XUMUYECKMX, OMONMOrMveckux, pagualMoHHbIX (DaKTOpoB, U KOTOpble
pa3paboTaHbl B TOM Yucne no 3agaHuio degeparbHbiX OPraHOB MCMOMHUTENBHOM BracTh, YNOMHOMOYEHHbIX B obnacTtu
00OpOHbI CTpaHbl M Ge3onacHOCTM rocydapcTBa, OCYLUECTBISETCA B MNOpsAKe, YCTAHOBMEHHOM [1paBMTENbCTBOM
Poccurickon ®enepaumn.

(Yactb B pepakuun, BBefeHHOW B genctBue PepepanbHbiM 3akoHom oT 1 anpens 2020 roga N 98-93. - Cwm.
npeAblayLLyto pefakumio)

(CtaTbsa B pegakumun, BBeaeHHom B aericteue ¢ 1 uons 2015 roga PeageparnbHbiM 3akoHoM OT 22 fekabpsi 2014 roga
N 429-03. - CM. npeablayLLyo pegakumio)

KommeHTapuin k ctatbe 13

Cratbs 14. MpuHUMNBLI 3KCNEePTU3bI JIeKapCTBEHHbLIX CPeAcTB

1. OKcnepTusa NekapcTBEHHbIX CPeACTB OCHOBLIBAETCA Ha MpUHLIMMNAX 3aKOHHOCTW, cOOMiofeHuss npaB U cBobof
yeroBeka W rpakgaHuHa, MpaB HPUOMYECKOro Nulia, He3aBUCUMOCTU aKcnepTa, 0GbeKTUBHOCTM, BCECTOPOHHOCTU U
MOMHOTLI  MCCMNeOoBaHWii, TMNPOBOAUMBbIX C  WCMOMNb30BAHMEM COBPEMEHHBIX [OOCTWDKEHUA HaykM U TEXHUKWU,
OTBETCTBEHHOCTU (bedeparnibHOro roCy4apCTBEHHOrO  OHOKETHOrO  YYpEXOEeHWs MO  MNPOBEAEHUIO  3KCMEePTU3bI
nNeKapCTBEHHbIX CPEACTB U SKCNEPTOB 3a NPOBEAEeHME U KaYeCTBO IKCNepTU3bI.

2. SKcnemesa JTeKapCTBEHHbIX NpenapatoB AnAa MeguUmMHCKOro npuMeHeHna BKIKO4YaeT B cebs:

1) 9KcnepTu3y OOKYMEHTOB, MpPeACTaBMEHHbIX AN onpeneneHuss BO3MOXHOCTU paccMaTpuBaTh NeKapCTBEHHbIN
npenapat Anst MEAMLVHCKOrO NMPUMEHEHWS! MPU OCYLLIECTBIIEHWN FOCYOAPCTBEHHON perncTpauum B kayectse opgaHHOro
nekapcTBEHHOrO Mpenapara;

2) 3KCnepTusy MPeanoXeHHbIX METOAOB KOHTPOMS KavecTBa eKapCTBEHHOro cpeacTBa W KavecTsa
npeacTaBneHHbIX 06pa3sL0oB NekapCTBEHHOro CPEACTBa C MCMOMNb30BaHMEM 3TUX METOA0B (Aaree - 9KcnepTi3a KadyecTsa
NeKapcTBEHHOro cpeacTsa);

3) 3KCMEePTU3Y OTHOLLEHMS OXNOAEMOMN NOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NleKapCTBEHHOrO npenapara;
4) 3KCNepTn3y perncTpaLmMoHHOro OChE Ha NeKapCTBEHHBIN Npenapar B Lensax onpeaeneHns B3aumMo3amMmeHsIeMOCTH
JleKapCcTBeHHbIX npenapaTtoB A1 MeaULMHCKOro npuMeHeHu4.

(MyHkT gononHuTensHo BktoYeH ¢ 1 mapta 2020 roga PenepanbHbiM 3akoHOM oT 27 aekabpsa 2019 roga N 475-03)

3. 3KCI'IepTM3a JIeKapCTBEHHbIX NnpenapaTtoB A5A BETepuUHapHOro npuMeHeHuna BKIKOYaeTr B cebs JKCnepTusy
KayecTBa JiekapCTBEHHOro cpeacTtBa M 3KCNepTudy OTHOLUEHUA oXugaemMon norb3bl K BO3MOXXHOMY PUCKY NpUMEeHeHUA
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NeKapcTBEHHOro npenapara.
(CtaTtbs B pegakumun, BBegeHHom B gencteue ¢ 1 uons 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 roga
N 429-03. - Cm. npeabigyLLyo penakLumio)

KommeHTapun k ctatbe 14

CtaTtbs 15. ®efgepanbHoe rocygapcTBeHHoe GloKeTHOe yupexaeHue no npoBeaeHuio
3KCNepTU3bl NleKapCTBEHHbIX CPeacTB

OKcnepTusa NeKapCTBEHHbIX CPeaCcTB MPOBOAMTCA dhedeparnibHbIM roCyAapCTBEHHBIM OHOKETHBIM YUPEXKOEHNEM
COOTBETCTBYHOLLETO YNONMHOMOYEHHOro chefepanbHOro opraHa UCMOSTHUTENBHOM BriacTW, co3daHHbIM anst obecneveHus
WCMOMHEHNS MOSIHOMOYMI 3TOro efepanbHOro oOpraHa Mo Bblgaye paspelleHud Ha MpoBedeHME  KIMHUYECKUX
nccrenoBaHuii NekapcTBEHHbIX MpenapatoB M (UnM) MO roCy4apCTBEHHOM PEerucTpauLun fekapCTBEHHbIX NpenapaToB
(oanee - aKCNEPTHOE yupexXaeHne).

KommeHTapui k ctatbe 15

CraTtbs 16. Opral-msau,uﬂ npoBeaeHUs IKCNepTu3bl NieKapCTBeHHbIX CpeaAcTB

(HanveHoBaHve B pegakuum, BBegeHHon B aevicteue ¢ 1 nonga 2015 roga PegepanbHbiM 3akoHOM OT 22 aekabpsa 2014
roga N 429-®3. - CMm. npeabiayLLyto peaakuuio)

1. OkcnepTusa nekapcTBEHHbIX CPEACTB MNPOBOAWMTCH KOMWUCCUEN 3KCMEPTOB IKCMEPTHOrO  yupexaeHus,
Ha3Ha4YeHHOW ero pyKkoBoAWTENeM, Ha OCHOBaHWM 3afaHus Ha MPOBeOEHWME IKCMEepPTU3bl NEKapCTBEHHOrO CpeacTBa,
BblJAHHOTO  YMOMHOMOYEHHbIM  ddefepanbHbiM — OpPraHoM  UCMOMHWUTENbHOW  BriacTu. PykoBoauTenlb  9KCNEepTHOro
yupexaeHusi obecneymBaeT Hagnexailee MpoBedeHVNEe IKCMepTU3bl FEeKapCTBEHHbIX CPeACTB B COOTBETCTBUM C
3aaHunem, BblOaHHbIM YMONMHOMOYEHHbIM hefepanbHbIM OpraHOM UCTONHUTENbHOW BMacTu, U OpraHu3yeT NoAroTOBKY
CBO/HOIO 3aKIHYeHUsi 3TON KoMUcCcuK. B cocTaB 3TOM KOMUCCUM MO PELLEHNIO PYKOBOAWUTENS AKCMEPTHOIO yUpexaeHns
MOryT ObITb BKMIOYEHbl B Ka4eCcTBe IKCMepTOB Nuua, He paboTatolive B AAHHOM 3KCMEPTHOM yupexaeHun, ecnun ux
cneumanbHble 3HaHUA HeobxoauMbl 4NA NPOBEAEHUsT SKCNEPTU3bl U TakMe 3KCNepThbl OTCYTCTBYHOT B JAHHOM 3KCNEPTHOM

yupexaoeHu.

2. OKCneptomM MO MPOBEOEHMIO 3JKCMEPTU3bl JIEKAPCTBEHHbLIX CPEACTB SIBMSETCS aTTeCTOBaHHbIN PabOTHMK
9KCMEPTHOrO YUYpexaeHusi, KOTOpbIA MMEET BbiCLLEE MeAMLUUHCKOe, hapmaueBTuyeckoe, dronormyeckoe, BETEpUHaApHOE
NN XMMUYeckoe 00pas3oBaHME M MPOBOAUT IJKCMEPTU3Y IEeKapCTBEHHbIX CPEACTB B MOPSAKE WCMONTHEHMS CBOWUX
OOIMKHOCTHBIX 0BSI3aHHOCTEN (Janee - akcnepT).

3. lpu npoBedeHWM 3IKCMEPTU3bl EKAPCTBEHHbIX CPeACTB IKCMEePT He MOXKET HaxoOWTbCs B KakKoW-nnbo
3aBUCYMOCTM OT fMLA, Ha3Ha4YMBLLEro 9Ty JKCMepTu3y, paspaboTyMka IeKkapCTBEHHOro CpeacTBa WNU  Apyrux
3aMHTEpPEeCOBaHHbIX B pesyfibTaTax akCcnepTmabl N,

4. lMpwn NpoBegeHNN 3KCNEPTU3bl NEKAPCTBEHHBLIX CPeACTB He AonyckaeTca uctpeboBaTb y 3adABUTENS NMOO MHbIX
nuy maTtepuansl, Heobxoanmble AN NpoBedeHUs 3KcnepTusbl. B cnyyae HegocTaToOYHOCTU NPeACTaBMEeHHbLIX SKCNepTy
MaTepuanoB Afs 4ayun 3aKYEHWs SKCNepPT CTaBUT BOMPOC O MpeacTaBneHun emy HeoOXoaMMbIX MaTepuanoB nepeq
PYKOBOOUTENEM 3KCMEPTHOro yYpexaeHusl, KOTopblil obpallaeTcsl ¢ COOTBETCTBYHOLMM 3aNpoCOM B YMOHOMOYEHHbIN
denepanbHbii OpraH UCMONMHUTENBHOW BNAacTW, BbIAABLUMIA 3aaHWe Ha MpOBEAEHME 3KCNEepTU3bl JIEKAPCTBEHHOMO
cpefcTBa. YkasaHHbI dbedeparnbHbli OpraH WCMONHUTENBHOM BRacTM B TedeHue MATU pabodnx OHEeW CcOo  AHS
NMOCTYMMEHNA 3anpoca PYyKOBOAWUTENS 3IKCMEPTHONO YUYPEXOEHWUS HanpaBrisieT 3asiBUTENI0 3anpoc O NpencTaBreHun
HeoOxoaMMbIX MaTepuanoB. [daHHbIA 3anpoc MOXeT ObiTb nepedaH YMONHOMOYEHHOMY NpeACTaBUTENO 3asiBUTENS
NUYHO MOf PacnuCKy, HampaefieH MO Mo4YTe 3aka3HbIM MMCbMOM WNW nepedaH B 3MEeKTPOHHOW dhopme no
TEeNEeKOMMYHMKaLMOHHBIM KaHarnam cBa3u. B cnyyae HanpaBneHus gaHHOro 3anpoca no noyTe 3aka3HbiM MUCbMOM OH
CYMNTAETCS MONYyYEHHbIM MO UCTEYEHUN LLECTU OAHEWN C AaTbl HAaNpaBNeHUs 3aKka3Horo NMcbma.

(Yactb B pepakuun, BBegeHHon B aencterne degeparnbHbiM 3akoHOM OT 25 Hoabpsa 2013 roga N 317-93. - Cwm.

npeablayLLyto pefakumio)

4 1. 3asBuTenb 06s13aH NPeACTaBUTL OTBET HA 3arpoc YrNoNHOMOYEHHOO befepanbHOro opraHa UCMOMHUTENbHON
BMacTV B CPOK, HEe MpeBbILLAOLWMA AeBSHOCTa paboymx AHEN CO AHsI ero MornyyYeHus. YMNonHOMOYEHHbIN deaepanbHbIi
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opraH UCNOMHUTENbLHOW BracTK, BblAaBLUWI 3afaHMe Ha NPOBEAEHNE SKCNEPTU3bI NIEKAPCTBEHHOMO CPEACTBa, B TEYEHME
naTv pabounmx OHEW CO OHs MOCTYMSIEHMSI OT 3asiBUTENS OTBETA Ha AaHHbI 3anpoc HanpaBnsieT Takoh OTBET B
9KCMepTHoe yupexaeHue. B crnydae HenpeacTaBrneHns No UCTEYEHUN OEeBAHOCTA paboumnx AHEW 3asBUTENleM OTBETA Ha
[OaHHbIA 3anpoc YNOMHOMOYEHHBIN defeparnbHbI OpraH UCMOMHUTENBHON BNacTW, BbiAABLUUA 3aaHWe Ha NpoBeLeHue
9KCMEepPTU3bl NEKAPCTBEHHOTO CPEeACcTBa, B Te4eHue NATM paboumx OHEW HanpaBrisieT B SKCMEPTHOE yupexaeHue
yBeoOMIMeHVe O HenpeacTaBMneHWn 3asiBUTENeM OTBETA Ha 3anpoc yka3aHHOro opraHa. Bpemsa co gHA HanpaBneHus
3anpoca SKCMEPTHOTO YYpeXOeHuss B YMONHOMOYEHHBIN diedepanbHbli OpraH WCMOMHUTENBHOW BnacTu [0 AOHSA
NofyYeHUss SKCNEPTHBLIM YUpEXOeHWEM OTBETA Ha 3anpoc UM yBELOMIIEHMS O HeNpencTaBIieHMM OTBETA Ha 3anpoc He
YUUTBIBAETCS MPU UCHUCTIEHUN CPOKa NPOBEAEHMS SKCNEPTU3bl NIEKAPCTBEHHOIO CpeacTBa.
(YacTb gononHutensHo BktoveHa deaepanbHbiM 3akoHOM OT 25 Hosiopst 2013 roga N 317-93)

4 2. Ecnu B cocTaBe perncTpalyoHHOro JOCbe Ha JfekapCTBEHHbIM npenapaTt Ans MeguLUHCKOrO MpUMEHEeHUs
coAepXuTCsa npenycmoTpeHHas ctatben 18, yacTtbio 1_1 ctatbun 30 n cTatben 34 HacTodAwero denepanbHOro 3akoHa
KOMUsi peLleHnst YMOoNTHOMOYEHHOro dheepanbHOro opraHa MCMNONTHUTENBHOW BracTu O MPOBEAEHUN WHCMEKTMPOBaHUS
NPOU3BOAUTENS NEKAPCTBEHHbLIX CPEACTB, 3JKCMEpPTYy A0 OOpPMIIEHMS Pe3yNnbTaToB 3KCMEPTU3bl JIEKAPCTBEHHOIO
CcpefcTBa NpegoCTaBnsAeTcs B Nopsiake M Ha yCIoBUSIX, KOTOpble NpedyCMOTpeHbl YacTsiMu 4 1 43 HacTosiLen cTaTby,
KOMUS 3aKIMOYEeHUs1 O COOTBETCTBUM MPOM3BOAUTENS NEKAPCTBEHHbLIX CPEACTB TPebOBaHMSIM MNpaBuIl Hagsexallemn
NpPON3BOACTBEHHOWN MPaKTUKK, BblgAHHOMO YMNOITHOMOYEHHBIM degeparnbHbIM OpraHoM UCTIONHUTENBHOW BracTu.

(YacTb gononHutensHo BktoveHa ¢ 15 noHsa 2018 roga ®egepanbHbiv 3akoHoM OT 4 uoHs 2018 roga N 140-93)

4 3. 3aaButenb obs3aH npeacTtaBuTb B YMNOMHOMOYEHHbIN dheaeparnbHbi OpraH UCMOSTHUTENBHOW BNAcTW KOMWIO
3aKMOYeHNs O COOTBETCTBMU MPOV3BOAUTENSI JIEKAPCTBEHHbIX CPeACTB TpeboBaHMAM MpaBun  Hagmfexallen
NPOU3BOACTBEHHON MPAKTUKN B CPOK, HE MPEBbLILLAIOLLNA CTa BOCBMMOECATU paboumnx QHEWN CO OHA NOMyYeHns 3anpoca o
ee npeaocTaBrieHnn. YMNONMHOMOYEHHbIM dhedepanbHbii OpraH WCMONMHUTENBHON BracTW, BblAaBWIWUA 33adaHUe Ha
NPOBELEHNE IKCMEPTU3bI NIEKAPCTBEHHOIO CPEACTBA, B TE4EHME NATK pabounx gHEN CO OHS NOCTYMNSIEHMS OT 3asBUTENS
KOMWM 3aKIYEHUss O COOTBETCTBMU MPOM3BOAMUTENS NEKAPCTBEHHLIX CpeacTB TpeboBaHWsM MpaBun Hagnexallen
NPOU3BOACTBEHHON MPAKTUKK, HaMpaBrisiET €e B SKCMEPTHOe yuypexaeHue. B cnyyae HenpedcTaBneHus 3asiBUTENEM B
YKa3aHHbIA CPOK KOMUM 3aKMOYEHMS O COOTBETCTBMM MPOU3BOAUTENS NEKAPCTBEHHbIX CPEACTB TpeboBaHUAM MpaBur
Hagnexallern NpoOM3BOACTBEHHOM MPAKTUKM  YMOMHOMOYEHHbI hedepanbHbIi  OpraH  UCMOSHUTENbLHOM  BracTy,
BblAaBLUMI 3adaHWe Ha NPOBEAEHNE IKCNEPTU3bl TeKapCTBEHHOrO CPeACTBa, B Te4eHMe NATH paboyumx AHelr Hanpaensiet
B 9KCMEPTHOE Y4YpeXOeHue yBedOMIIEHME O HenpeacTaBfieHUM 3asiBUTENEM KOMWUM 3aKMiOYEHUss O COOTBETCTBUM
Npon3BOAUTENS NIEKAPCTBEHHbIX CPeACcTB TpeboBaHMAM NpaBui Haasexallen NpovM3BOACTBEHHOW NpakTukn. Bpemsi co
[OHS HanpaBfeHWst 3anpoca 3KCMEPTHOTO Y4YpeXaeHus B YMNONMHOMOYEHHbIM diefeparbHbiil OpraH MCMONMHUTENbHOM
BNacTM A0 AHSA MONYYEHUst SKCMEPTHbIM YUYPEXKOEHMEM KOMUWM 3aKMYEHUS O COOTBETCTBMM MPOM3BOOUTENS
NeKapcTBEHHbIX CpeacTB TpeboBaHUsIM MpaBwil Hagsiexalen NPOM3BOLACTBEHHOW MPaKTUKW MW YBEOOMIIEHMSI O ee
HenpeaCcTaBEeHUN HE YYNUTBIBAETCS NMPU UCHUCTIEHUN CPOKa NMPOBEAEHMS SKCNEPTU3bl NIEKAPCTBEHHOIO CpeacTBa.

(YacTb gononHutenbHo BKtoveHa ¢ 15 noHsa 2018 roga ®enepanbHbiv 3akoHoM OT 4 noHs 2018 roga N 140-93)

5. OkcnepT npu MpPOBEAEHWM MOPYYEHHOM €My PYKOBOAWUTENEM 3KCMEPTHOTO YYPEXOEeHWs 3KCnepTu3bl
nekapcTBEHHOrO cpeficTBa 06si3aH:

1) npoBecTM MOMHOE wuccnefoBaHve MpeacTaBeHHbIX eMy OObekToB, MaTtepuanoB, faTb OOOCHOBaHHOE U
OObEKTUBHOE 3aKMiOYeHne Mo MOCTaBMEHHbIM MNeped HUM  BOMpoCamM WM MOTUBMPOBAHHOE  3aKMOYEeHWe O
HEBO3MOXHOCTWN MPOBEOEHUST UM 3KCMEepTM3bl NEKApPCTBEHHOIO CpeacTBa, eCriv MOoCTaBMNEeHHble BOMPOCHI BbIXOAAT 3a
npenensl cneyunanbHbIX 3HAaHUIA SKCNepTa, 0ObLEKTbI NCCINEAOBaHUA U MaTepuanbl HENPUrogHb!I UMW HeJOCTaTOYHbI AN
NpPoBEeAEHNA NCCIEAOBaHUA N Ja4mn 3aKTHOYEHNs NGO COBPEMEHHBIN YPOBEHL Pa3BUTUS HayKM HE NO3BOMSIET OTBETUTL
Ha NoCcTaBMNeHHbIE BOMPOCH;

2) He pasrnawlaTtb CBeAEeHNsl, KOTOpble CTanu eMy U3BECTHbI B CBSI3M C NPOBEAEHNEM IKCNEPTU3bI JIEKAPCTBEHHOIO
CPeAcTBa, a Tawkke CBEOEHWUsl, COCTaBMSOLINE TFOCYAApPCTBEHHYH, KOMMEPYECKYID WAW MHYH OXPaHAEMYH 3aKOHOM
TanHy;

3) obecneuntb CoXpaHHOCTb NpeacTaBNeHHbIX OObEKTOB MCCIeq0BaHNA U MaTeprarnos.

6. DKCNepT He Brpase:

1) NpoBOAWTbL IKCMEPTM3Y NEKAPCTBEHHOrO CPeAcTBa Mo OOpaLLEeHVNI0O HEMOCPEACTBEHHO K HEMY OpraHusauui unm
domsnyeckux nu;

2) camocTosiTENBHO COBMpaTh MaTepuarnbl ANs NPOBEAEHUS IKCNEPTU3bI JIEKAPCTBEHHOMO CPEACTBa;

3) NPOBOAMUTL IKCMEPTU3Y NEKAPCTBEHHOrO CPeACcTBa B KaYeCTBE Herocy4apCTBEHHOro aKcnepTa.
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7. B cnyyae HeoGxoOMMOCTM 3KCMepT BrpaBe xodaTaicTBoBaTh Nnepen pyKoBOAWUTENEM 3KCTMEPTHOIO YYPEXKOEeHUs O
NpuUBrie4YeHUN K NPOBEAEHUIO SKCNEPTMU3bI NIEKAPCTBEHHOIMO CpeacTBa APy X 9KCMNePTOB.

8. Kaxoblii aKcnepT, BXOASLWMIA B COCTAB KOMWUCCUM 3KCMEPTOB, KOTOPOM MOPYYEHO MpPOBEdEHME IKCMEepPTU3bl
NeKkapCTBEHHOTO CPeACTBa, HE3aBWCMMO M CaMOCTOSITENbHO MPOBOAWUT WCCIeOOBaHUs, OLEHMBAET pesynbTaThl,
MOSyYeHHbIe MM FIMYHO U APYTMMM SKcrnepTaMu, M opMynMPYeT BblBOAbI OTHOCUTENBHO MOCTABIEHHbIX BOMPOCOB B
npeaenax cBoux crnewmanbHbIX 3HaHWA.

9. PesynbTaTbl 9KCMEpTM3bl NEKapCTBEHHOrO CPEeacTBa OQOPMISAIOTCS 3aKMioYeHMeM KOMUCCUMM aKcrnepTos. B
3aKMOYEHNN KOMWCCUM 3KCMEPTOB YKa3blBaOTCS MepedeHb UCCrenoBaHuin, oGbeM MpoBedeHHbIX KaKObIM 3KCMepPTOM
MCCnenoBaHuii, YCTaHOBMEHHbIE KaXabIM U3 HUX PaKTbl U CAenaHHble B pesyrnbTare UCCrenoBaHuin BbiBOAbl. JKCMEpT,
MHEHWE KOTOPOro He COBMaJaeT C PeLleHMEeM KOMUCCUM SKCMEepTOoB, BrpaBe Bblpa3vuTb CBOE MHEHME B MUCbLMEHHOM
¢hopme, KOTOpOe NPUOBLLAETCS K 3aKIOYEHMI0 KOMUCCUM SKCTIEPTOB.

10. JKcnepTbl, BXOAsALME B COCTaB KOMMCCUM, NpeaynpexnaloTcs o6 OTBETCTBEHHOCTU B COOTBETCTBUM C
3akoHomartenscTBoM Poccuiickon degepauum 3a  gady  3aknioyeHus, codepxallero  HeoBOCHOBaHHbIE MK
hanbCUPULIMPOBAHHbIE BbIBOALI, O YEM OHW Oar0T MOAMMUCKY.

11. OnpepeneHve ypoBHS NpodheccroHanbHOM NMOArOTOBKM 3KCMEPTOB M arTecTauus MX Ha MpaBo MpoBeaeHust
3KCNEepPTU3bl NEKAPCTBEHHbIX CPEACTB OCYLLECTBISIOTCA 3KCMEPTHO-KBANUMMKALMOHHBIMA KOMUCCUSIMA B MOPSAKE,
YyCTaHOBIIEHHOM COOTBETCTBYIOLLMM YMOSIHOMOYEHHBIM dhefepanbHbiM OpraHoM WCTIONHUTENBbHOW BrnacTW. YpPOBEHb
NPOECCHOHANBHOM MOATOTOBKM 3KCMEPTOB MOANEXUT NEpecMoTpy yKasaHHbIMM KOMUCCUSIMU He pexe YeM OfVH pa3 B
nATb ner.

12. lMpaBuna nNpoBeAeHUs1 3KCNEepPTU3bl JIEKAPCTBEHHLIX CPEACTB M OCOBEHHOCTM 3KCNEepTU3bl OTAENbHbLIX BUOOB
NnekapcTBEHHbIX MpenapatoB (ped)epeHTHLIX JIEKAPCTBEHHBIX MPenapaTtoB, BOCMPOM3BEAEHHLIX JIEKAPCTBEHHbLIX
npenapaToB, GMONOrMYECKUX NEKAPCTBEHHBLIX NpenapaToB, GMoaHanoroBbix (GMONOAOGHbIX) NEKAaPCTBEHHbIX NpenapaTos
(broaHanoroB), roMeonaTM4ECKNX NTEKaPCTBEHHbIX NMPENapaToB, JIEKAPCTBEHHLIX pacTUTENbHbIX NpenapaToB, KoMOMHaL M
neKapCTBEHHbIX MpenapaTtoB), (OpPMbl 3AKKOYEHWA KOMUCCUM SKCMEPTOB YCTaHABNMBAKTCSH COOTBETCTBYHOLLUM
YNOMHOMOYEHHbIM dbefepanbHbIM OPraHOM UCMOSNTHUTENBHON BAACTW.

(YacTtb B pepakumn, BBeaeHHow B gencteme ¢ 1 uonsa 2015 roga egepanbHbiM 3akoHOM OT 22 aekadbps 2014 roga
N 429-93. - CM. npeablayLLyo pegakumio)

KommeHTapuin k ctatbe 16

Cratbs 17. lNogaya u paccMoTpeHue 3asBIieHUA O roCyapCTBEHHOW perucrTpaumm
reKapCTBEHHOro npenapara Ansa BeTepuHapHOro npMMeHeHust

1. Anga rocygapCTBEHHON perncTpaumm fekapCcTBEHHOro npenapara Ang BETEPUHApPHOro NpuMeEHeHUs pa3paboTymk
TaKoro fiekapCTBEHHOro npenaparta unm yrnosIHOMOYEHHOe UM Apyroe puanyeckoe Nuuo (ganee B HAaCTOSILLEN CTATbE -
3asBUTENb) NPEOCTaBMSET B YMNOMHOMOYEHHbIN defepanbHbldi OpraH WCMOMHUTENBHOW BNacTW, OCYLLECTBASHOLUA
rocyapCTBEHHYIO pPermcTpaumio nekapcTBEHHbIX NpenapaToB A9 BETEPUHAPHOIO NMPUMEHEHUS, B 3NEKTPOHHON dhopme
Unn Ha OyMaxHOM HocuTene 3asBrfieHne O [OCydapCTBEHHOW perMcTpauuM nekapCTBEHHOro npenapata  Ans
BETEPUMHAPHOIO NPUMEHEHNS, a Takke B NOPSAKe, YCTAHOBNEHHOM COOTBETCTBYHOLLMM YNONHOMOYEHHBIM ddeaepasibHbIM
OpraHoM WCMOSTHUTENBHOW BNACcTW, B 3MEKTPOHHOW hopMe unu Ha ByMakHOM HocuTene Heobxooumble AOKYMEHThI, U3
KOTOPbIX OpMUPYETCHA PErMCTPaLMOHHOE A0ChEe HA NEKapPCTBEHHbIN Npenapar Ansi BeTepUHapHOro NpuMeHeHus.

2. B 3aaBneHun o FOCWJ,apCTBeHHOVI perncTpaummn nekapCTtBeHHOro npenapara and BeTepuHapHOro npuMeHeHus
YKa3bIBalOTCA:

1) HaMmeHOBaHMe W adpec 3asiBUTENs, paspaboTyMka W MPOU3BOAMTENS JIEKAPCTBEHHOro npenapata Ans
BETEPMHAPHOrO MPUMEHEHUSS W agpec MecTa OCYLIECTBMEeHUS MPOM3BOACTBA JIEKApCTBEHHOro npenapata Ans
BETEPMHAPHOIO NPUMEHEHMS (B Cry4Yae Hanmdms HECKOMbKMX y4aCcTHUKOB NpoLiecca NpousBoAcTBa HeobxoanMO ykasaTb
KaXKOoro u3 HuX);

2) HanmeHoBaHne JleKapCTBEHHOro npenapara ana BETEepunHapHOro npnMmeHeHunA (MexquyHaponHoe
HenaTeHToBaHHOe, Unn rpynnmupoBoYHOE, NI XMMNYEeCKoe U Toproeoe HaI/IMeHOBaHI/IFI);

3) nepe4vyeHb ,El,el7ICTByIOLLI,I/IX N BCNomMoraternbHbIX BeleCcTB, BXOAALLIMX B COCTaB J1IeKapCTBEHHOro npenapara Aand
BETEPUHAPHOro NpMMeHeHund, C ykadaHmemM KonmyecTBa KaXXaoro U3 HuX
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4) nekapcTBeHHas doopma, [03VPOBKa, CMocobbl BBEAEHWS W MPUMEHEHUsl, CPOK TOAHOCTM FeKapCTBEHHOro
npenaparta 4 BETEPUHAPHOIrO NPUMEHEHNS;

5) cbapmakoTepaneBTM4eckas rpynna;

6) HeoGXOAMMOCTb MPUMEHEHWUS YCKOPEHHOW Mpoledypbl 9KCNepTUsbl NeKapCTBEHHbIX CpeacTB B Lensx
rocy[apCTBEHHON perycTpaumm NekapcTBEHHOro npenapara;

7) Konnn OOKyMEeHTOB, noaTBepXaarowmx ynnary rocyp,apCTBeHHoM NOLWJTNHBI.

a) 3a nNpoBefeHNe 3KCNepTU3bl KayecTBa NEKapCTBEHHOTO CPeCcTBa U 3KCNepPTU3bl OTHOLLIEHUS OXMOaeMol Momnb3bl
K BO3MOXHOMY PWUCKY TMNPUMEHEHWUSI JEKapCTBEHHOro rpenapaTta Afsi BETePUHApPHOrO MPUMEHEHVS MpU  €ro
rocyjapCTBEHHOWN perucTpaLum;

6) 3a Bblgavy PervcTpaLVoHHOro YA0CTOBEPEHMS NeKapCTBEHHOTO Npenapara;

8) Hanuume cornacusi, NPegyCMOTPEHHOrO0 YacTbl 7 HacToswel cTaTbW, €CNM C MOMEHTa perMcTpauuun
pedepeHTHOro NeKapCTBEHHOMO Npenaparta 415 BETEPMHAPHOIO MPUMEHEHWUST NPOLLIIO MEHEE YEM LLECTh FEeT.

(MyHkT B pepakumun, BBedeHHoW B denctene PepepanbHbiM 3akoHom oT 13 uons 2015 roga N 241-93. - Cwm.
npeablayLLyto pefakumio)

3. PeructpaumoHHoe OoOCbe B LEnsX 3KCNepTv3bl NEKapCTBEHHOro npenaparta Ans BETEpUHApHOro MpUMEHEHUs
cdhopmmpyeTcs U3 criegyroLmx JOKYMEHTOB U CBEAEHWIA:

(AB3ay B pemakumn, BBeaeHHon B gencteue ¢ 1 aHBapsa 2021 roga ®egepanbHbiM 3akoHOM OT 27 Aekabps 2019
roga N 478-®3. - CM. npeablgyLLyto pegakumnio)

1) cBefeHus o gate npedoCTaBNEHNs U PErMCTPaLMOHHOM HOMEPEe NULIEH3UM Ha MPOU3BOACTBO feKapCTBEHHbIX
CcpencTB, MPefoOCTaBfEHHOM MPOU3BOAUTENIO PErucTpUpyemMoro JekapCTBEHHOro npenapara Ans BETepUMHapHOro
NPUMEHEHMS, NS POCCUNCKNX NPOM3BOAUTENEN;

(MyHKT B pegakuun, BBeaeHHoW B aencteBue ¢ 15 noHa 2018 roga deaepanbHbiM 3akoHOM OT 4 uoHsa 2018 roga N
140-93; B pegakuum, BBeaeHHomn B aeictene ¢ 1 siHeaps 2021 rona ®enepanbHbiM 3akoHOM OT 27 aekabps 2019 roga N
478-03. - CMm. NpeablayLLyo pegakumio)

2) cBegeHusi 0 garte NpefocTaBlEHVMs U PErNCTPaLMOHHOM HOMEpPE JIULIEH3UM HA MPOU3BOACTBO JIEKAPCTBEHHBLIX
CpeacTs, NpeaoCTaBneHHON NPoM3BOAMTENO hapmaleBTUYeCKOn CybCcTaHLmMKN, BXOASLIEN B COCTaB PerMcTpupyemoro
nekapcTBEHHOro npenapara Aans BeTEPUHAPHOro NPUMEHEHNs, A1s1 POCCUNCKUX NPOU3BoOaUTENEN;

(MyHkT B pegakumm, BeBegeHHon B gencteune ¢ 15 noHa 2018 roga ®epepanbHbiM 3akoHOM OT 4 mioHs 2018 roga N
140-03; B pegakuum, BBeaeHHon B gencteue ¢ 1 aHeBapsa 2021 roga ®enepanbHbiM 3akoHOM OT 27 gekabps 2019 roga N
478-®3. - CMm. npeabigyLLyo pegakumio)

MognyHKT 2 4acTu 3 HacTodAwen ctatbh BCTynun B cuny ¢ 1 aueBaps 2017 roga - cM. nyHKT 3 cTatbu 4
depnepanbHoro 3akoHa ot 22 gekabps 2014 roga N 429-03.

2 1) Konusl [OKYMEHTa, BbIAAHHOMO YMOMHOMOYEHHBIM OpraHoM CTpaHbl MPOU3BOAMTENS AONS  Kaaow
Npov3BOACTBEHHON MMOWAAKN PErMcCTPYPYEMOro JekapCTBEHHOrO npenapata Ans BETEpMHApHOrO MPUMEHEHUS U
noATBEPXAAloLLEro COOTBETCTBME MPOU3BOAMUTENS JEKAPCTBEHHOrO npenapara TpeboBaHWsIM MNpaBwurl Haanexallewn
NpoV3BOACTBEHHON NPAKTUKW, N €ro NEPEBOL Ha PYCCKUIA S3bIK, 3aBEPEHHbIE B YCTAHOBIEHHOM MOpSAAKe, a Takke KOnms
3aKMIOYEHNST O COOTBETCTBMM MPOM3BOAMTENS JEKAPCTBEHHbIX CpeAcTB TpeboBaHVMSM NpaBun  Haanexallen
NpPoV3BOACTBEHHON MPAKTWKW, BbIAAHHOIO YMONHOMOYEHHbIM hedepanbHbIM OpraHoM WCMONHUTENBHOW BriacTu Ans
Ka)koovi MpOV3BOACTBEHHOM MIOLAaAKM PErMCTPUPYEMOro NekapCcTBEHHOrO npenapara A BEeTepUHAPHOro NPUMEHEHNS,
nMbo KomMua pelleHuss O MpOBedEHWN WHCMEKTMPOBaHUS MNPOM3BOAMTENS JEeKapCTBEHHbLIX CPEACTB, MNPUHSATOrO
YNONMHOMOYEHHBIM  (befieparnbHbIM  OpPraHOM UCMOMHUTENBHON BnacTW AN KaXAOW NpPOM3BOACTBEHHOW MNMOLLaAKN
perucTpuMpyemMoro  fnekapcTBEHHOro npenapata [ANA  BETEPUHApHOro  MpUMEHeHWs.  Yka3aHHble  [OKYMEHThI
npeacTaBnsaloTCAa B Criyvyae, ecnv Npou3BOACTBO JeKApCTBEHHOrO MpenapaTta OCYLEeCTBASETCA 3a npegenamu
Poccuitckon denepaumu;

(MyHkT gononHuTensbHo BKMoYeH ¢ 15 noHa 2018 roga PenepanbHbiM 3akoHoM OT 4 noHa 2018 roga N 140-93)

2 2) KOMUA [OKYMEHTa, BbIAAHHOTO YMOMHOMOYEHHbIM OpraHoM CTpaHbl Npou3BoAUTENs dhapMaLeBTUYECKON
cy6cTaHuMm 1 NoATBEPXKOaloLLEro COOTBETCTBIE NPOU3BOAUTENS dhapMaLeBTUYECKON CyGCTaHLumM, BXOAsALWEN B COCTaB
perucTpupyemMoro nekapcTBEHHOro npenaparta Ans BEeTEepUHaPHOro MpUMEHeHUs, TpeGoBaHUAM NpaBuM Haanexallen
NPON3BOACTBEHHOM NPaKTUKK, 1 Ero NepeBo/ Ha PYCCKU A3bIK, 3aBePeHHbIe B YCTAHOBIEHHOM Nopsiake, B Criydae, ecrv
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nNpou3BoacTBO hapmaLeBTUHeCKOn cybCcTaHUmMmM ocylecTBnaeTca 3a npegenamm Poccuinckon ®egepauum;
(MyHkT gononHuTensHo BkMtoYeH ¢ 15 noHa 2018 roga PenepanbHbiM 3akoHoM oT 4 noHa 2018 roga N 140-93)

3) NPOEKT HOPMaTnUBHOIO OKyMeHTa Ha J'IeKapCTBeHHbIIZ npenapar anda seTepnHapHOro npuMeHeHus,;

4) [OKYMEHT, copepKalluii cneayowyo nHdopmaumnio o dapmaLeBTUHecKkon cybcTaHummM unm dapmaieBTUHECKMX
CyOCTaHLMSAX, BXOASALLMX B COCTaB NEKapCTBEHHOIO NpenapaTa Ans BETEPMHAPHOro NPUMEHEHUS:

a) HavmeHoBaHue bapMaleBTUYECKOM CyOCTaHUMM, ee CTpykTypa, obwme CBOWMCTBa (Npv rocygapCTBEHHON
perucTpaunum MMMYHOBMONOrMYECKMX NTEKAPCTBEHHbLIX MPenapaTtoB AN BETEPUHAPHOTO MPUMEHEHUS MpPeacTaBMstoTCS
CBE[lEHNs1 O LLITaMMe, BKMOYas ero HaumeHoBaHue, MHAOPMAaLIMIO O NMPOUCXOXKAEHUM, ero CBOMCTBAX, XapaKTepucTUKax u
MecTe OeMnOHNPOBaHMS);

(MognyHKT B pegakumm, BBeaeHHon B gencteue ¢ 13 asrycta 2019 roga ®egepanbHbiM 3akoHOM OT 2 aBrycTa 2019
roga N 297-®3. - CM. npeabigyLLyto pedakumio)

6) HanmMeHoBaHMe 1 agpec npon3BoanUTENA;

B) TEXHOMOrMs MNpPou3BOACTBA C OMNUCaHWMEM CTaguin MPOM3BOACTBA WM METOAOB KOHTPOMNSA Ha BCEX CTagusax
npon3BoaCTBa;

r) vHdopMaLusi O MpuMecsax (He MPeaCcTaBNSAETCS NPU rOCYAapCTBEHHOW pernctpauum MMMYHOOUONOrMYeckmx
neKkapcTBEHHbIX NpenapaToB Ansi BETEPMHAPHOrO NPUMEHEHUS);

(MoanyHKT B pegakumu, BBeaeHHon B aencteue ¢ 13 aBrycta 2019 rona ®eaepanbHbIM 3akoHOM OT 2 asrycta 2019
roga N 297-®3. - CM. npeablgyLlyto pegakumnio)

4) crneundmkauma Ha apmaueBTUYeCKyto CyOCTaHUMI0 (He NMpeacTaBNsAETCS NpyU rocyAapCTBEHHOW perMcTpaumn
NMMYHOONONOrMYECKNX NTIEKAPCTBEHHBIX MPENapaToB A BETEPUHAPHOIO NPUMEHEHWS);

(MognyHKT B pegakummn, BBegeHHon B gencteue ¢ 13 asrycta 2019 roga ®egepanbHbiM 3akoHOM OT 2 aBrycTa 2019
roga N 297-®3. - CM. npedbiayLLyo pegakumio)

e) onncaHne MeToauK KOHTPOIA KavyecTBa,

X) pesynbTaTthl aHanu3a cepun dapmaueBTudeckon cybcTaHumMn (He npencTaBnsitoTCA NpY rocygapCTBEHHON
perycTpaumm MMMy HOOMONOrMYECKMX NEKAPCTBEHHbBIX NPeNapaToB 41151 BETEPUHAPHOTO NPUMEHEHWS);

(MognyHKT B pegakumm, BBeaeHHon B gencteue ¢ 13 aBrycta 2019 roga ®egepanbHbiM 3akoHOM OT 2 aBrycTa 2019
roga N 297-®3. - CM. npeabigyLuyto pegakumio)

3) NepeyeHb CTaHOapTHbIX 06pa3LOB UMK BELLECTB, UCMOMb3YEeMbIX NMPU OCYLLECTBIEHNN KOHTPOSS KaYecTBa;
1) onncaHWe XapakTePUCTUK U CBOMCTB YMAKOBOYHbIX MaTEPUarnioB M YKYMNOPOYHbIX CPeACTB;

K) OaHHble O CTabunbHOCTU (He NPeACTaBASTCA MPW FOCYAapCTBEHHOW perucTpaunm UMMyHOBUONOrMYecKnx
NekapCcTBEHHbIX NPenapaToB 4151 BETEPUHAPHOIO NPUMEHEHWS);

(MognyHKT B pegakumm, BBeaeHHon B gencteue ¢ 13 asrycta 2019 roga ®egepanbHbiM 3akOHOM OT 2 aBrycTa 2019
roga N 297-®3. - CM. npegbigyLLyto pedakumio)

) CPOK rOAIHOCTK, YCINOBUS XpaHeHs;

5) otyer 0 pesynbratax [OOKIMHUYECKOrO WCCINegoBaHs ekapCTBEHHOro CpeacTBa ANl BETepUMHapHOro
NPUMEHEHWS, BKITIOYAIOLWMIA ONMCaHMe METOAOB OfpederieHnsl OCTaTOYHbLIX KOMMYECTB [OECTBYIOLLEro BellecTBa
(oencTBylOWMX BeELLECTB), AOCTUralollero (OOCTUraloWmnx) CUCTEMHOrO KpPOBOTOKA, B MPOAYKUUWM  KMBOTHOIO
NPOUCXOXAEHNS MOCHE MPUMEHEHWUSI TaKOro JIEKAPCTBEHHOIO CPEACTBA, a Takke [AOKyMEHTanbHOe MoaTBEpPXKOeHWe
(Banmpauus) ykazaHHbIX METOO0B;

(MyHkT B pepakumn, BBegeHHon B gencteue ¢ 13 aerycta 2019 roga PenepanbHbiM 3akoHOM OT 2 aBrycta 2019
roga N 297-®3. - CM. npeabigyLLyto pedakumio)

6) OTYEeT O pesylibTaTtax KNNHN4YeCKoro nccrenoBaHna nekapCTBeHHOro npenapara ana BeTepnHapHoro npMmMmeHeHus
Y KaXXOoro Buaa XXMBOTHbIX, YKa3aHHbIX B UHCTPYKLU KWW MO BETEPUHAPHOMY NPUMEHEHUIO;

7) NPOEKT WMHCTPYKUUM MO BETEPUHAPHOMY MPUMEHEHWIO JeKapCTBEHHOTO MpenapaTa, CoAepXallen crepyoLive
CBefeHus:
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a) HauMMEHOBaHWE IeKapCTBEHHOro npenapata [Afls  BETEPUHapHOro  MpYMEHEeHWs  (MexayHapogHoe
HenaTeHTOBaHHOE, UMW rPYNNMPOBOYHOE, UNMU XMMUYECKOE U TOPrOBOE HaVMEHOBAHMSI);

6) nekapcTBeHHas opma C ykasaHMeM HaMMEHOBaHWIA M KONMYECTBEHHONO cOCTaBa AENCTBYHOLIMX BELLECTB U
KayeCTBEHHOro cocTaBa BCMOMOraTenbHbIX BELLECTB;

B) onncaHmne BHeLWHero Buaa nekapCcTBeHHOro npenapara anda BeTepuHapHOro npuMeHeHus,;

r) dapmakoTepaneBTUYeckasi rpynna JieKapCTBEHHOro npernapaTta Afs BETEPUHAPHOrO MPUMEHEHUS] UMK yKa3aHue
"romeonaTn4ecKnin NiekapCcTBEHHbIV Npenapar”;

) dapmakogmMHaMmka U (hapMakoKUMHETMKA (3a MUCKITOYEHEM (hapMaKOKMHETVKM FOMEeOoNaTnYEeCKMX JIEKapCTBEHHbIX
npenapatoB W pacTUTENbHbIX J1IEKAPCTBEHHbIX MNpenapaTtoB) WM  ONUCaHWe MMMYHOOMOMOrMYEeCKUX CBOWCTB
nekapCTBEHHOro npenapara;

€) nokasaHusi 4Nsi NPUMEHEHWS;

) MPOTMBOMNOKa3aHWs ANs NMPUMEHEHNS;

3) MepbI NPEeAOCTOPOXHOCTY NPV MPUMEHEHUM;

W) yKasaHne BO3MOXHOCTM 1 OCOBEHHOCTEW NPUMEHEHNS Y BEPEMEHHbIX XXVBOTHEIX, Y KMBOTHBIX B NMEPUO NMakTauum,
Y NOTOMCTBA >XVUBOTHbIX;

K) pexumMm Oo3npoBaHUA, cnocob BBeaeHuss n NnpUMeHeHuA, Mnpu HeobxoaMMoCTH BpemMa npmema nexkapCcTtBeHHOro
npenapara gna BeTepuHapHoOro npumMeHeHua, npoaorikKUTENbHOCTb NEYEeHUd;

n) BO3MOXHble NMOGOYHblE OENUCTBUS, HEXenaTerbHble peakUuy npu npuMEHEHWUN NeKapcTBEHHOro npenaparta Ans
BETEPVHAPHOTO NPUMEHEHMUST;

M) CUMNTOMbI NEPELO3NPOBKUN, MEPLI MO OKa3aHMIO MOMOLLIM NPU Nepeo3MPOBKE;
H) B3anmogencTeme ¢ OpYrumy nekapcTBEHHbIMM npenapartaMmu n (Unu) KopMamu;
0) hopMbI BbIMyCKa NEKapCTBEHHOIO Npenaparta Ansi BETEPUHAPHOTO NPUMEHEHNS;

n) ykasaHve (npy HeoBXoAMMOCTM) OCOBEHHOCTEN OEeVCTBMSA NEeKapCTBEHHOro npenapaTta Ans BeTepuHapHOro
NMPVYMEHEHMS MPU NEPBOM MPUEME UMW NPU EF0 OTMEHE;

p) onucaHue (Mpu HeobxooMMOCTW) OENCTBUMA crieuuanuicTa B oGnacTn BeTepuHapuu, Briagenbla XUBOTHOMO Mpu
npomnycke npuemMa OgHOM UM HECKOIbKUX 403 FIeKapCTBEHHOro Npenapara Afs BETEPUHAPHOrO NPUMEHEHWS;

(MognyHKT B pegakumm, BBeaeHHon B gencteue ¢ 13 aerycta 2019 roga ®egepanbHbiM 3akoHOM OT 2 aerycTa 2019
roga N 297-®3. - CM. npeabigyLLyto pegakumio)

C) CPOK FOOHOCTY U YKasaHue Ha 3anpeT NpUMEHEHWs NeKapCTBEHHOIO rnpenaparta Ansi BETePUMHAPHOro NMPUMEHEHMs!
Mo UCTEYEHUM CpoKa rOAHOCTY;

T) YCNOBUSA XpaHEHUS;

y) ykasaHue Ha HeobXoAMMOCTb XpaHeHVsl NekapCTBEHHOro npenaparta AN BETePUHAPHOro NMPUMEHEHNUA B MecTax,
HeOOCTYMHbIX ANs AeTel;

d) ykasaHue (npu HeobxoouMOCTW) cheumarnbHbIX Mep NPegoCTOPOXHOCTU MPU YHUHMTOXEHUM HEMCMONb30BaHHbIX
neKapCTBEHHbIX MpPenapaToB A5 BETEPUHAPHOIO NPUMEHEHWS;

X) CPOKM BO3MOXHOIo uCNonb3oBaHnA MPOAYKUMN XXMUBOTHOIO MNPOUCXOXOEHUA nNnocre BBeaeHUA XMBOTHOMY
JleKapCTBEHHOro npenapara gna BeTepuHapHoOro npuMeHeHud;

L) yCnoBusi OTNycCKa;

Y) HaVMEHOBaHWsi U afapeca NPOM3BOACTBEHHbIX MNIOWAAOK MPOM3BOAUTENS JIEKAPCTBEHHOrO rMpenapaTta ans
BETEPMHAPHOrO NPUMEHEHNS;
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) HauMeHoBaHWe, adpec opraHv3aLuM, YMONHOMOYEHHOW [epxaTteneM unv BragenbleM perncTpaluoHHOro
yOOCTOBEPEHUS NEKapCTBEHHOIO NpenapaTa Ha NpUHSATUE NPeTEeH3Min OT NoTpebutens;

8) NpoekTbl MakeTOB MEPBUYHON YMaKOBKM M BTOPUYHOW YMaKOBKW JIEKAPCTBEHHOrO Mpenaparta Ans BETepUHapHOro
NPUMEHEHWS;

9) cnepyoLmne CBEAEHNS O NIEKAPCTBEHHOM Npenaparte Ansg BeTEPUHapHOro NPUMEHEHNS:

a) onucaHve 1 cocTaB JIeKAapCTBEHHOMO MpenapaTa A4S BETEPMHAPHOIro NPUMEHEHUS;

0) onucaHve hapmaL,eBTUYECKON pa3paboTky;

B) onucaHue npouecca Npou3BOACTBA U ero KOHTPOSs, NognMcaHHoe B Nopsiake, yCTaHOBIEHHOM B COOTBETCTBUM C
yacTbtlo 1 HacTosLLEN cTaTbK;

(MognyHKT B pegakumm, BBeaeHHon B gencteue ¢ 13 aerycta 2019 roga ®egepanbHbiM 3akoHOM OT 2 aerycTa 2019
roga N 297-®3. - CM. npegbigyLLyto pegakumio)

) onMcaHne KOHTPOSS KPUTUYECKUX CTaguMi NPOM3BOACTBA U MPOMEXYTOYHOW NPOAYKLUMW, NOANMCAHHOE B NMOPSiOKe,
YCTaHOBITIEHHOM B COOTBETCTBUM C YacTbto 1 HACTOsALWEN CTaTbM;

(MoanyHKT B pegakumun, BBeaeHHon B aencteue ¢ 13 aBrycta 2019 rona deaepanbHbIM 3akoHOM OT 2 asrycta 2019
roga N 297-®3. - CM. npeablgyLLyto pegakumio)

) HaumeHoBaHMA W agpeca paspaboTyuka, AepxaTenst WnuM Briagenbla pPerMcTpalyMoHHOIO yAOCTOBEPEHUSA
NEeKapCTBEHHOTO npenapaTta, MPOM3BOACTBEHHbIX MIIOWAA0K MPOVM3BOAUTENST JIEKApPCTBEHHOro Mpenaparta  Ans
BETEPUHAPHOIO  MPUMEHEHUsT C  yKa3aHWeM CTaaui  TeXHOMOrM4yeckoro mnpouecca, OCYLIeCcTBAsSeMbIX Ha
NPOU3BOACTBEHHbIX MNSIOLLafKax NMPON3BOAUTENS JIEKAPCTBEHHOIO Npenapara Afsi BETEPUHAPHOrO NPUMEHEHWS;

(MognyHKT B pepakuun, BBedeHHon B gewncTerve PepeparnbHbiM 3akoHoMm oT 13 monsa 2015 roga N 241-03; B
penakuuy, BBegeHHon B Aencteue ¢ 13 asrycta 2019 roga ®enepanbHbiM 3akoHoM oT 2 aBrycta 2019 roga N 297-03. -
Cwm. NpedblayLyto pegakumio)

e) (hapmaLieBTUYECKasi COBMECTUMOCTb;

) MUKPOBMONOrnYeckne xapakTepuUCTUKY;

3) MaTepuarnkeHbI 6anaHc A4ns NponsBoAcTBa Cepum roToBOro NpoayKTa;

1) onucaHne xapakTepUCTUK U CBOMCTB YNAaKOBOYHbIX MAaTEPUAroB M1 YKYNOPOYHbIX CPEACTB;

K) LOKyMEHTanbHOe NoATBEPXAEHME (Banuaaunsi) NpoLeccoB 1 (Unn) nx OLEHKa;

n) TpeboBaHWa K KadecTBY BCMoOMOraTefibHbIX BelecTB (cepTudmkar, cneumdmkauma Ha BCOOMOraTenbHble
BELLECTBA U X 000CHOBaHMWE);

M) aHanunTn4yeckme MeToauku, Ucnosb3yemMble NMpu OCyLLECTBI1IEHUN KOHTPOIA Ka4eCTBa BCNoOMOoraTesibHbIX BELECTB;

H) OOKyMeHTalnbHOe noaTBepXaeHue (BaJ'II/ILI,aLI,I/IFl) aHaNMUTUYECKNX METOAMUK, UCMOJNb3yeMbIX NMpU OCYyLLEeCTBIIEHUN
KOHTpPOJ1A Ka4yeCTBa BCNoMoraTesibHbIX BELLEeCTB,

O) VIHC*)OpMaLJ,I/IFI 006 1ncrnonb3oBaHMN BCMOMOraTelbHbIX BELLIECTB YENOBEYECKOro U XXMBOTHOTO NPONCXOXOEHUA;

n) nognyHkT yTpatun cuny ¢ 13 asrycta 2019 roga - PegepanbHbivi 3akoH oT 2 aBrycta 2019 roga N 297-93- cwm.
NpeAbIAyLYo peaakunto;

p) TpeboBaHMA K Ka4yecTBY JeKapCTBEHHOrO nNpenapata [Ans BeTepuHapHOro npuMeHeHus (cepTudmkar,
cneuunduKaLmsa Ha NekapCTBEHHbIM NpenapaT 1 ux 06ocHOBaHMUe);

C) aHanMTUYECKNE METOOMKM, UCMOMb3YEMbIE NMPY OCYLLECTBMNEHUM KOHTPOS KauecTBa NEKapCTBEHHOrO npenapara
ANsi BETEPYHAPHOIO NPYMEHEHNS;

T) OOKyMeHTalnbHOe noatBepXxgeHue (Banm,u,au,m) aHalMTU4eCKnx MeToaukK, UCnosfb3yemMblX npu ocyLiecTBlieHUn
KOHTPONA Ka4ecTBa JlekapCTBEHHOIo npenapara ana BeTepnHapHoro npuMeHeHus;
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y) DOKYMEHT, MOATBEPXAAIOLWMIA KayeCcTBO JIEKApCTBEHHOTO MpenapaTta TPeX MPOMbILIIEHHBIX Cepuid (MPOTOKON
aHanusa wunu ceptTudmuKaT aHanvsa), oOgHa Cepusi KOTOpPOro AOSbkKHa coBnafdaTb C cepveit obpasla NekapCTBEHHOro
npenapaTa, NoAaHHOro Ha perucTpauuio;

) xapakTepucTrka NnpMmecen;

X) nepeyeHb CTaHOAPTHLIX 0GPa3sL0oB, WUCMOMb3yeMbIX NP OCYLLECTBIEHUM KOHTPOMNS KadecTBa JeKapCTBEHHOro
npenaparta a1 BETEpUHAPHOIo NPUMEHEHNS;

L) AaHHble 0 CTAbWUITBbHOCTM NIEKAPCTBEHHOMO Npenapara Arsl BEeTEPMHAPHOTO NMpUMEHEHWS;

10) konus OOKyMEHTa, cogepXallero WHGOpPMaUMio O Hammymm unum 06 OoTCyTCTBUM (haKTOB perncTpaumu
nekapcTBEHHOro npenapara Ans BeTepUHapHOro NpumeHeHns 3a npegenamun Poccuinckon denepaumm;

11) cornacue B NUCbMEHHON dhopme, MpeayCMOTPEeHHOEe YacTbio 7 HacTOosiLen cTaTbW, B Crnyyae perucrpauum
BOCMNPOMN3BELEHHOIO JIEKAPCTBEHHOIO Npenapara;

(MyHkT B pepakumn, BBeaeHHom B genctene PepepanbHbiM 3akoHoM oT 13 mons 2015 roga N 241-93. - Cwm.
npeablAyLLYto penakuuio)

12) Kkonua [OKyMeHTa Ha PYCCKOM £3blke, 3aBEPEHHOro B YCTaHOBMEHHOM MOpsiake W NOATBEPXAAoLLero
NPaBOMOYHOCTb 3asABfieHWs O [OCyAapCTBEHHOW perMcTpaumu nekapcTBEHHOro npenapata Ans BeTepuHapHOro
npuMeHeHns (0OBEePEeHHOCTb);

13) cBegeHns O rocygapCTBEHHOW — perucTpaumMn  reHHO-UHXEHEepPHO-MOANMULIMPOBAHHbBIX  OpPraHM3MOoB,
npegHa3HayeHHbIX ANs BbiNyCcka B OKpyXawwylo cpegy (Npy rocygapCTBEHHOM peructpauun nekapCTBEHHbIX
npenapaTtoB Afs BETEPUHAPHOrO MPUMEHEHWUS, MOMYYEeHHbIX C MPUMEHEHNEM [EHHO-UHXEHEePHO-MOANM(ULIMPOBAHHbIX
OpraHvM3MoB UMW cogepXaLlyx Takne opraHn3mbl).

(MyHkT gononHuTenbHo BktodeH ¢ 13 asrycta 2019 roga ®egepanbHbiM 3akoHoM OT 2 aBrycta 2019 roga N 297-
®3)

4. Tpu npoBedeHUM YCKOPEHHOW MpoLeaypbl 3IKCMEPTM3bl JIEKAPCTBEHHOrO npenapata AN BETEPUMHAPHOIo
NMPVYMEHEHMS B LIENSIX €r0 rocy4apCTBEHHON PerncTpaummn BMECTO OTHETa pa3paboTymnka o pesynbratax SOKITMHUYECKOrOo
WCCNeoBaHMs NeKapCTBEHHOIO CPeACcTBa AN BETEPUHAPHOIO NMPUMEHEHMS MOXET OblTb NpefcTaBneH 0630p Hay4HbIX
paboT 0 pesyrnbrartax SOKITMHUYECKOrO MCCIeqoBaHNs pedhepeHTHOro NIEKApPCTBEHHOMO npenapara Afis BETEPMHAPHOro
NPUMEHeHNs, a BMECTO OT4yera O pesynbTaTax KIMHWUYECKOTO WCCIedoBaHUs FeKapCTBEHHOro npenapara Ans
BETEPUHAPHOIO MPUMEHEHNS OTYET O pesyfbraTtax WCCreaoBaHU OUMO3KBMBANEHTHOCTM  BOCMPOU3BELEHHOMO
nekapcTBEHHOTro npenapaTta ANsi BETepMHapHOro NpUMeEHeEHUs.

(YacTb B pemakuum, BBegeHHon B genicteue ¢ 13 aBrycta 2019 roga denepanbHbiM 3akoHoM OT 2 aBrycta 2019
roga N 297-®3. - CM. npeabigyLLyto pegakumio)

5. Ha akcneptmsy pasnuyHbiX neKkapCcTBeHHbIX (DOPM OOHOMO M TOrO >Xe JIeKapCTBEHHOro mnpenaparta Ans
BETEPUHAPHOIO MPUMEHEHUST 3asiBUTENb NPEACTABNSET OTAENbHbIE 3asBIEHNS U PErMCTPALUOHHBIE LOCHE Ha KaXKayto
nekapcTBeHHyto ¢opmy. pu ycnoBum OOHOBPEMEHHOW ModaYM Ha SKCMEpPTU3y OAHOW JeKapCTBEHHOM hOpMbl C
pa3nMYHLIMA JO3MPOBKON, KOHLLEHTpauuMen, o0ObeMOM 3asBUTENb NPELCTAaBSET OOHO 3asBIIEHWE U PErucTpauMoHHOe
[OCbE C MPUIOXEHWEM MaKeTOB MEPBWMYHOM YMAKOBKM M BTOPWUYHOWM YMAKOBKW. Ha MakeTax nepBUYHON YMNakoBKA W
BTOPUYHOM YMaKOBKA YKa3blBAOTCA BCE MNPOM3BOAUMbIE LO3UPOBKW, KOHLUEHTpauun, obbemMbl M KONMMYECTBO [0O3 B
yNaKoBKe NeKapCTBEHHOIO npenapaTa Ans BETEPMHAPHOro NPUMEHEHUS.

(YacTb B pemakuum, BBegeHHon B genicteue ¢ 13 aBrycta 2019 roga denepanbHbiM 3akoHoM OT 2 aerycta 2019
roga N 297-®3. - CM. npegbigyLLyto pegakumio)

6. B cnyyae HenpeacTaBneHus ¢ 3asBEHVEM O rOCYAApPCTBEHHOW permcTpaumm riekapCTBEHHOrO npenapaTta ansg
BETEPUMHAPHOIO NPUMEHEHMST AOKYMEHTOB, MOATBEPXKAAIOLWMX YNMaTy rocyaapCTBEHHOW NOLUSMHBLI U YKa3aHHbIX B NMYHKTE
7 YacTu 2 HaCTosLWEN CTaTbW, CBEOEHMWI O JIMLEH3MUSAX, YKa3aHHbIX B MyHKTax 1 1 2 yacTu 3 HAacTOsLLEN cTaTbk, a Takke
BblAaBaeMblx (MpPeaocTaBnsieMbiX) YNOTHOMOYEHHbIMU heaeparnbHbIMM OpraHamMmn UCMNOSTHUTENBHOW BacTy LOKYMEHTOB
(cBegeHwn), ykasaHHbIXx B nyHkTe 2 1 yacTm 3 HacTosweWn CcTaTbW, YMNONMHOMOYEHHbI dhegeparnbHbI  opraH
WCMOSMHUTENBHOM BracTW 3anpalivBaeT yKadaHHble [OOKyMEHTbl (CBedeHust) B MNOpsSAKe  MeXBeOOMCTBEHHOrO
WMH(pOPMALMOHHOIO B3aMOLENCTBUS.

(YacTb B pemakumn, BBeaeHHow B gencteue ¢ 1 aHBaps 2021 roga deneparnbHbiM 3akoHOM OT 27 aekabps 2019
roga N 478-®3. - CM. npebiayLLyo peaakumio)

7. He ponyckaetcsi MCMONb3oBaHWE B KOMMEPYECKUX Lensx WHopMaumy O pesyrnbTatax AOKITUHUYECKUX
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nccrnenoBaHuiA NeKapCTBEHHbIX CPeACTB U KMMHUYECKUX UCCNEeAoBaHMIn NIeKapCTBEHHbLIX NpenapaToB A5t BETEPUHAPHOro
NPUMEHEHWS!, NPeACTaBEHHON 3asBUTENEM 1151 FOCYAapCTBEHHOW permcTpaumm riekapcTBeHHbIX npenapaTtoB, 6e3 ero
cornacusi B TedeHve LeCTU J1eT ¢ AaTbl rocydapCTBEHHOW perMcTpaummn pedepeHTHOro fekapCTBEHHOrO npenapara B
Poccuitckon denepaumu.

8. [epxatenb unu Bnageney perMcTpauuoHHOro yooCTOBEPEHUS NIEKAPCTBEHHOMO MpernapaTa 4fsi BETEPMHapHOro
NPUMEHEHWS NPeaCcTaBnsieT B YNONHOMOYEHHBIN dhedepanbHbI OpraH UCTMONHUTENbBHOM BNACTU OTYET MO pesyrbTatam
hapmakoHag3opa OAMH pa3 B LWEeCTb MecsiueB B TedeHue [ABYX 5eT Mocrfie rocydapCTBEHHOW pervctpauum
nekapcTBeHHOro npenapata B Poccuiickorn ®epepaunm, 3aTemM eXerogHo B TeYeHMe MNOCNeayrolwmx Tpex NeT u B
JanbHenwem oavH pa3 B Tpu roga.

(Yactb gononHutensHo BktoveHa ¢ 13 aBrycta 2019 roga ®epepanbHbiM 3akoHOM OT 2 aBrycta 2019 roga N 297-
D3)

(Ctatbs B pegakumu, BBegeHHon B gencteue ¢ 1 nonsa 2015 roga PegepanbHbiM 3akoHOM OT 22 aekabpsa 2014 roga
N 429-03. - CM. npeablayLLyo pegakumio)

KommeHTapun k ctatbe 17

CratbAa 18. llogaya u paccmoTpeHue 3asiBNIeHNUA O rocyaapCTBEHHOWU perncrpaumum
NeKapCTBEHHOro npenapara ansa MegUuUUHCKOro NpuMeHeHus

(HanveHoBaHve B pegakuum, BBegeHHon B aevicteue ¢ 1 monga 2015 roga PegepanbHbiM 3akoHOM OT 22 aekabpsa 2014
roga N 429-®3. - CMm. npeabiayLLyto peaakuuio)

1. Ans rocyaapCTBEHHOW perncTpaummn NIEKAapCTBEHHOMO npenapaTta A MEAULMHCKOrO NPUMEHEHMS loprandecKkoe
nvuo, gencreytolee B COOCTBEHHbBIX MHTEPECAX UMK YNONTHOMOYEHHOE MPEACTaBNATb MHTEPECHI APYrOro opuandecKoro
niua n 3aaBnsdLLee NEKAapCTBEHHbBINM NpenapaTt Ha rocyaapCTBEHHYI peructpauuto (ganee B HacTosILLEN cTatbe -
3asBUTENDb), MPEACTABNSAET B YMOMHOMOYEHHbIM deaeparnbHbii OpraH MCMOMHUTENbHOM BracT, OCYLLECTBMASIHOLLMNA
rocy4apCTBEHHYO PEMMCTPaLMIO JIEKAaPCTBEHHbIX NPenapaToB AN MEAULMHCKOrO MPUMEHEHUS], B SNIEKTPOHHON dhopme r
Ha OyMaXHOM HOCcUTENe 3asiBieHWe O rocydapCTBEHHOW perncTpaumn NekapcTBEHHOro npenapara Anst MeguumMHCKOro
NPMMEHEHMS], a TaKkkKe B MOPsSAKE, YCTAaHOBIIEHHOM YMOMHOMOYEHHBIM dhefepanbHbiM OpraHoOM UCTMOMHUTENBLHON BracTy,
B OJIeKTPOHHOM dhopMe M Ha OyMakHOM HocuTene Heobxooumble [OOKYMEHTbI, K3  KOTOpbIX OpMUpyeTcst
perMcTpaLmoHHOe JOChEe Ha JIEKAapPCTBEHHbIN Npenapart Ans MeAULMHCKOro MPUMEHEHUS.

(YacTtb B pepakumn, BBeaeHHou B gencteme ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM 0T 22 aekabpsa 2014 roga
N 429-03. - Cm. NpeabigyLLyo penakumio)

2. B 3asBneHun o Focyﬂ,apCTBeHHOIZ perncTpaunn nekapcTeeHHoro npenapara gnd MeguumHCKOro npumMeHeHud
YKa3bIlBalOTCA:

1) HaMMeHOBaHWe, afpec 3asBUTENsT W NPOU3BOAMTENS JEeKApCTBEHHOro npenapata Ans  MeguUMHCKOro
NPUMEHEHWs1, cBefeHns 00 UX perMcTpauum B Ka4ecTBe Hanoronnartefbliyka B CTpaHe perncTpaummn (4nsi pOCCUMCKMX
PUANYECKNX NUL - MOEHTUUKALNOHHBIN HOMep Hanoronnatensiimka (MHH), ona nHocTpaHHbIX lopyuandeckmx nuy, -
CTpaHa perucTpauuv, HauMeHOBaHUe PErncTpypyoLLEro opraHa, perMcTpaumoHHbIN HOMEpP, Kog Hamnoronnarenbliuka B
CTpaHe permcTpaumm (MHKopropawmmn) UM ero aHarnor) U agpec MecTa OCYLLECTBIEHNS NPOU3BOACTBA NEKapCTBEHHOIO
npenaparta (B criyvyae Hanuuusi HECKONbKUX YYaCTHMKOB MpoLecca ero npousBoAcTBa HeEOOXOO4MMO yKasaTb KaXKgoro
y4acTHUKa B COOTBETCTBMM C OCYLLECTBIISIEMON CTaanel NPon3BOACTBA);

(MognyHKT B pemakuun, BBegeHHon B gericteue ¢ 1 siHBapst 2018 roga ®epnepanbHbiM 3akoHOM oT 28 aekabpsa 2017
roga N 425-®3. - CMm. npegbigyLLyto pegakumio)

2) HaMMeHoBaHWe NeKapCTBEHHOIO Npenaparta A MeAULUHCKOro NpUMEHeHMs (MeXOyHapoaHOe HernaTeHTOBaHHoe,
WX rpynNMUPOBOYHOE, UM XMUYECKOE M TOProBoe HavMeHOBaHUSA);

3) nepeyveHb ,EI,GVICTBWOLI.MX M BCnomMmoraTerbHbIX BeLeCTB, BXOOAALWMX B COCTaB J1IeKapCTBEHHOro npenapara ansd
MeaQULIMHCKOro NnpuMeHeHud, ¢ ykasaHueM KornnvecTBa Kaxxgoro 13 Hux;

4) nekapcTBeHHas dopma, LO3UPOBKA, CMOCoObl BBEAEHUST U MPUMEHEHWS, CPOK FOAHOCTM J1EKAPCTBEHHOIO
npenaparta 4ns MegULUHCKOro NPUMEHEHNS;

5) hapmMakoTepaneBTuyeckas rpynna, Kog aHaTOMO-TeparneBTUYeCKO-XMMNYECKON Krnaccudmkaumm,
pekoMmeHgoBaHHOW BcemupHon opraHusauven 30paBoOXpaHEHWs, 3asiBMsemMble  MNoKasaHusa AN NpuMeHeHus
neKapcTBEHHOro rnpenapara Ans MeguuUMHCKOro NpUMEHeHUs;

6) OTCYTCTBUE HeobxoauUMOCTH npegoctaBneHnda  oT4era O pedylnibrartax KIMHKUYeCKOoro uccnenoBaHua,
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nccrnenoBaHvs GUOSKBUBANEHTHOCTU eKapCTBEHHOro npernapaTa, paspelleHHOro AN MeaWULMHCKOrO MpUMEHEHUs B
Poccuiickoit denepauum Gornee ABaguaTh NeT, ¢ ykasaHNeM HOPMaTUBHbBIX MPaBOBbIX aKTOB, NOATBEPXKAAILLNX OAHHbIN
CPOK NMPUMEHEHWS;

7) HeobxogMMOCTb OQIOPMIIEHUs] pa3pelleHnss Ha BBO3 B Poccuitckyto Pegepaumio  KOHKPETHOM MapTuu
3apermcTpupoBaHHbIX U (UNK) HE3apPerncTpUPOBaHHbLIX JIEKAPCTBEHHLIX CPEACTB, NpPeAHa3HadYeHHbIX AN NPOBEAEHUS
9KCMEePTU3bl NIEKAPCTBEHHBIX CPEACTB B LIENSAX rOCY4apCTBEHHON perMcTpawumm;

8) HeoBXoAUMOCTb MPOBEAEHUs 3KCMepTU3bl OOKYMEHTOB, MNpeAcTaBneHHbIX Ana onpeaerneHusl BO3MOXHOCTU
paccmaTpuBaTh NeKapCTBEHHbI npenapaTr Ans MeaWULUHCKOTO MPUMEHEHMSI NMPU OCYLLIECTBMEHUM rOCYdapCTBEHHOM
pervcTpaLunm B kKayecTBe opdiaHHOro NekapcTBEHHOro npenapara;

9) HeoGXOAMMOCTb MPUMEHEHVUS YCKOPEHHOW MpoLiedypbl 9KCNepTU3bl NeKapCTBEHHbIX CpeacTB B  Lensx
rocy[apCTBEHHON perycTpaumm NekapcTBEHHOro npenapara;

10) Konuy 4OKYMEHTOB, NOATBEPXKAALLMX YNiaTy rocy4apCTBEHHON NOLUMHBbI:

a) 3a npoBedeHVe 3KCMepTU3bl OOKYMEHTOB, NpPeacTaBMeHHbIX Afsi OnpeferneHvs BO3MOXHOCTM paccMaTpuBaTth
NeKkapCTBEHHbIA MpernapaT O MEOWUUHCKOro MPUMEHEHWSI MPU OCYLLECTBMEHUU TFOCYOAPCTBEHHOW pErcTpauun B
KayecTBe opghaHHOro NiekapCTBEHHOrO Npenapara;

6) 3a NnpoBeaeHMe aKCNepTH3bl KaYecTBa NIeKapCTBEHHOTO CPEeACTBa U 3KCNEPTU3bl OTHOLLEHUS OXMAAEMON Monb3bl
K BO3MOXHOMY PWUCKY MNPUMEHEHUA NeKapCTBEHHOro npenapara, paspelleHHOro Ans MEeAMLIMHCKOTO MPUMEHEHVS B
Poccuiickonn ®enepaumm Gonee asaguaTyt NeT, NPU OCYLLECTBIEHUM FOCYAAPCTBEHHON PErcTpauun NekapCTBEHHOTO
npenapara;

B) 3@ NPOBEOEHME IKCNEPTU3bl KAYECTBA NEKAPCTBEHHOMO CPEACTBA W SKCMEPTU3bl OTHOLLEHWS OKMOAEMON MOMb3bl
K BO3MOXHOMY PWCKY TpUMEHEHWSI NEeKapCTBEHHOro npenapata Ans  MeOWUMHCKOTO MNPUMEHEHUst MNpu  ero
rocyZapCTBEHHON percTpaumy;

r) 3a NpoBeAEeHNE 3KCNEPTU3bl KaYecTBa fIEKaPCTBEHHOIO CPeaCcTBa M AKCMEPTM3bl OTHOLLEHNS OXXMAAEMON MOMb3bl K
BO3MOXXHOMY PUCKY MPUMEHEHUS NEKApCTBEHHOro npenaparta Ans MegULMHCKOTO MPUMEHEHUsT, B OTHOLLEHMN KOTOPOro
NPOBEAEHbI  MEXOYHapPOAHbIE MHOMOLEHTPOBLIE KIMMHUYMECKME WCCIEOBaHWMs, 4YacTb M3 KOTOPbLIX MpoBedeHa B
Poccuickon eneparmmn, npu ocyLecTBAEHUM rocyapCTBEHHON perncTpawunm ekapcTBEHHOro npenapara;

11) Hannymne cornacus NPoM3BOAUTENS NEKAPCTBEHHOMO npenapaTa, NPOu3BOACTBO KOTOPOro OCYLLECTBSAETCA 3a
npegenammn Poccuiickon ®epepaumm, Ha NpoBeAeHNe MHCNEKTUPOBAHMS NPOU3BOSUTENS HA COOTBETCTBME TPeboBaHNAM
npaBwn Hagnexawen Npon3BoACcTBEHHON NPaKTUKK;

12) Hanuume cornacus, npegyCMOTPEHHOrO YacTbio 18 HacTosALLEN cTaTby;

13) ykasaHve Buaa nekapCTBEHHOro npenapara, NPeaCcTaBneHHOro Ha permcTpauunio (pedepeHTHbIN NTIeKapCTBEHHbIN
npenapar, BOCMPOM3BELEHHbIN NeKapCTBEHHbIA npenapart, OMonormyeckunii NekapcTBEHHLIN MpenapaT, GioaHanoroBbIn
(6ronogobHbIN) NekapCTBEHHbIN npenapaTt (bnoaHanor), romeonaTU4yecKkU NeKapCTBEHHbIN NpenapaT, JeKapCTBEHHbIN
pacTUTENbHbINA Npenapar).

(Hactb 2 B pemakuum, BBegeHHon B gencteue ¢ 1 uona 2015 roga PegepanbHbiM 3akoHOM OT 22 aekabpsa 2014
roga N 429-®3. - CM. npegbigyLLyto pedakumio)

3. PerncrtpauuoHHoe AoCbe Ha NeKapCTBEHHbIM npenapaTt Ang MeAUUMHCKOro MpUMEHEHUs NPeaoCTaBrisiETCa B
dopme 06LLEro TEXHUYECKOrO SOKYMEHTA.

(YacTb B pepakuun, BBegeHHow B gencteune ¢ 1 sHeaps 2016 roga degepanbHbiM 3akoHOM OT 22 aekabpsa 2014
roga N 429-®3. - CM. npegblgyLLyto pegakumio)

4. Pasgen gOKyMeHTauum agMUHUCTPaTUBHOIO Xapakrepa BKIOYaeT B ce0s:

1) 3asiBneHne O rocydapCTBEHHONW perncTpauuM rieKapCTBEHHOro npenapata Ans MEOMUMHCKOro MpUMEHEHVS! B
3NEKTPOHHOM hopMe U Ha By MaxXHOM HOCUTENE;

2) KON OOKyMeHTa Ha pPYCCKOM A3blke, 3aBEepeHHOro B YCTaHOBJSIEHHOM nMNopAadke W noareepXxgarLwero
NpaBOMOYHOCTb 3aABUTENA NoAaBaTb 3adBiieHME O FOCyﬂ,apCTBeHHOVI permcTpauun nekapcTtBeHHOro npenapara anda
MeanLUMHCKOro npnMmMmeHeHna (,D,OBepeHHOCTb);
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3) cBedeHus 0 garte nNpefocTaBNeHMs U PErMcTpauyMoHHOM HOMEpPE JNULIEH3UM Ha MPOM3BOACTBO JIEKAPCTBEHHBLIX
cpeacTtB WM CBedeHWss O [aTe NpPedoCTaBNeHWst U PerMcTpauMoHHOM HOMEpEe 3akiiueHWss O COOTBETCTBUM
NPON3BOAUTENS NIEKAPCTBEHHBLIX CpedcTB TpeboBaHUsAM NpaBui Hagnexallen Npon3BoL4CTBEHHON MPaKTUKK, BblAaHHbLIX
(NpegocTaBneHHbIX)  YMOMHOMOYEHHbIM  bedepanbHbIM - OPraHOM  UCMOMHWUTENbHOM  BMacTu B OTHOLUEHUU
NPOV3BOACTBEHHOW MIOWAAKN PErMcTpupyemMoro fekapCTBEHHOro npenapaTta, B criydae, ecnv MNpou3BOLCTBO
nekapcTBEHHOTO npenaparta ocyuecTtensetcsa B Poccunckon ®egepauum;

(MyHKT B pemakumn, BBegeHHon B gercteue ¢ 15 noHa 2018 roga ®epepanbHbiM 3akoHoM OT 4 mioHs 2018 roga N
140-93; B pepgakumm, BBegeHHou B gencteue ¢ 1 aHBapsa 2021 roga ®eaepanbHbiM 3akoHOM OT 27 aekabpst 2019 roga N
478-03. - CM. NpeablayLLyo pegakumio)

4) konuIO NpPegoCTaBMNEHHOM YMONTHOMOYEHHLIM OpPraHOM CTpaHbl MPOU3BOAUTENS JULEH3UM HA MNPOU3BOACTBO
nleKkapCTBEHHOro npenaparta U ee NepeBod Ha PYCCKWI SA3blK, 3aBEPEHHbIE B YCTAaHOBIIEHHOM MOPSAKE, a Takke KOMuKo
3aKMOYeHNs O COOTBETCTBMW MPOM3BOAUTENS JIEKAPCTBEHHbIX CPeAcTB TpeboBaHMsSM MpaBun  Hagmexallen
NPOV3BOACTBEHHON MPAKTWKW, BbIAAHHOMO YMNOMHOMOYEHHbIM dhegepanbHbiM OpraHOM UCMONHUTENBHOW BNacTn B
OTHOLUEHMN NPOM3BOACTBEHHON MIIOWAAKN PErMcTpMpyeMoro JekapCTBEHHOTO npenaparta, WM KOMUK  pelleHns
YMNOITHOMOYEHHOrO dhefepanbHOro opraHa MUCMOSIHUTENbHOM BNacTh O NPOBEOEHUM MHCMEKTUMPOBAHMS MPOU3BOAUTENS
nekapcTBEHHbIX CPEACTB, B Crlyyae, ecnn Npon3BOACTBO JIEKAPCTBEHHOIO MpenapaTta OCYLLECTBISETCS 3a npeaenamm
Poccuinckon deagepaumu;

(MyHKT B pepakuum, BBeAeHHOW B aenctBue ¢ 15 noHa 2018 roga PeaepanbHbiM 3akoHOM OT 4 uoHsA 2018 roga N
140-®3; B pegakuun, BBeaeHHon B Agenctene ¢ 1 aHeBapsa 2021 rona PegepanbHbIM 3akoHOM OT 27 aexkabpsa 2019 roga N
478-03. - CM. NpeablayLLyo peaakumio)

5) NPOEeKT WMHCTPyKuuMn no mMeguumuHCKOMY NpUuMEeHeHU0 JeKapCTBEHHOro npenaparta, cogepxawien cnepywuine
cBeaeHnA:

a) HaMMeHOBaHWe FeKkapCTBEHHOro npenapaTta (MexaoyHapogHoe HenmaTeHTOBaHHOe, MMM FpynnMpoBOYHOE, WK
XMUYECKOE W TOProBoe HaMMeHOBaHus);

6) nekapcTBeHHas dopMa C ykazaHWEM HAVMEHOBaHUA U KOMWYECTBEHHONO COCTaBa AEWCTBYHLUMX BELLECTB U
Ka4eCTBEHHOIO CoCTaBa BCMOMOraTefbHbIX BELLECTB (MpU HEOOXO4MMOCTU KONMYECTBEHHOIO COCTaBa BCMOMOraTefbHbIX
BELLEeCTB);

B) OnMMCcaHWe BHELLHEro BMaa NekapCTBEHHOIo npenapara ans MeauumMHCKOro NpuMeHeHWs;

r) omsmko-xummyeckme cBoncTBa (4ns paguodapmaneBTUHECKUX NEKapCTBEHHbIX NpenapaTos);

4) dhapmakoTepaneBTMieckasn rpynna, kog NekapCTBEHHOro npenapara Ans MeauumMHCKOro NPUMEHEHMS! MO aHaTOMO-
TepaneBTUYECKO-XMMMYECKON Kknaccudmkaumm, pekoMeH4oBaHHONM BcemupHoW opraHv3aumen 34paBOoOXpaHEHWs, WIv

yKa3saHuve "romeonatm4ecKkmin nekapCcTBEHHbIN npenapat”;

e) drapmakogmMHaMuka n hapMakoKUHETMKa (3a UCKoYeHeM (hapMaKoOKMHETUKN rOMEONnaTUYECKUX NeKapCTBEHHbIX
npenapaToB U pacTUTENbHbIX NeKapCTBEHHbIX NpenapaToB);

) NnokasaHua Ans NPUMEHeHUs;

3) NPOTUBOMNOKa3aHUa AN NPUMEHEHUS;

1) Mepbl NPeaoCTOPOXHOCTUN MPU NPUMEHEHWN;

K) yKaszaHWe BO3MOXHOCTM W O0CODEHHOCTEN MPUMEHEHUsI IeKapCTBEHHOro mnpenapata Ansg  MeOMLVHCKOro
NPUMEHEHVS GEpPEMEHHBIMY JKEHLUMHAMW, >XEHLUMHAMWU B NEpVOoL TPYAHOTO BCKapMIVMBaHWS, AETbMW, B3POCIbIMY,
VMEILLIMM XPOHUYECKME 3aboneBaHns;

n) pexum A03UpOoBaHUsi, CrNocobbl BBEAEHMS U MPUMEHEHMS, Npu HEeOBXOAMMOCTM BpeMsl NMpuemMa NekapcTBEHHOro
npenapata ans MeauUUHCKOTO NMPUMEHEHMS, NPOOOIPKUTENIbHOCTL FIE4EHNsl, B TOM Yucrie y AeTeil 4O M nocrie ogHoro

roga;

M) BO3MOXHbl€ HeXenaTternbHble peakuun npu npuMeHeHUn JnekapCTBeHHOro npenapara Anda MeauuunHCKOro
NnpuMeHeHnd;

H) CMMMNTOMbI NepPeao3vPOBKY, MEPbI MO OKa3aHWIO NMOMOLLIM NPY NEPEeS03UPOBKE;
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0) B3aMMOoZelCcTBME C APYTMMM NEKAapCTBEHHbIMM NpenapaTamu U (Mnv) NULLEBLIMU MPOAYKTaMu;
n) chopMbl BhIMyCka NEKapCTBEHHOIO Npenapara;

p) ykasaHue (npu HeoOXOAMMOCTW) OCOBGEHHOCTEN [eNCTBUA NeKapCTBEHHOro npenapata ans MeauLUHCKOro
NMPUMEHEHVS NPU NEPBOM MPUEME WUIU NMPU Er0 OTMEHE;

C) onucaHue (Npu HeobxoaMMOCTW) oencTBui Bpaya (denbaluepa) u (Mnu) naumeHTa npy Nponycke npuema ogHomn
U HECKOMbKMX 03 NEeKapCTBEHHOrO npenaparta Anst MEAULUHCKOro NpUMEHEHUST;

T) BO3MOXXHOE BJIIMAHME JNNeKapCTBEHHOro npenapara gnda MmeguuunHCKOro npuMeHeHua Ha CNOCOBHOCTb ynpaenATb
TPaHCMNOPTHbIMU CpeacTBaMn, MeXaHU3MaMU;

y) CPOK rOAHOCTM U yKa3aHWe Ha 3anpeT NPUMEHEHWS NTeKapCTBEHHOro npenaparta Ans MeguLMHCKOTrO NMpUMEHEHWs!
Mo UCTEYEHUM CpoKa FOAHOCTY;

@) ycnosus xpaHeHus;

X) yKaszaHue Ha HeoOXO4MMOCTb XPaHEHWUs1 NekapCTBEHHOro npenapaTta Anst MEAWLMHCKOrO NMPUMEHEHUSI B MeCTaXx,
HedOoCTYNHbIX ANS AeTel;

L) ykasaHue (npy HeobxoguMOCTW) creumanbHbIX Mep MPefOCTOPOXHOCTU MPU YHUHMTOXEHUM HEUCMONb30BaHHbIX
NekapcTBEHHbIX NpenapaToB A5t MeAULUHCKOTO NMPUMEHEHWSI;

4) yCroBwsi OTNyckKa;
L) HAMMEHOBaHUS U apeca NPOU3BOACTBEHHbIX NIOLLAA0K MPOU3BOAMTENS JIeKapCTBEHHOTO Npenapara;

lll) HaMMeHOBaHWe, afpec opraHv3auuW, YMNONTHOMOYEHHOWN aepxaTenem unv BragenbleM pernctpaunoHHOro
yOOCTOBEPEHUS NeKapCTBEHHOIO npenapara Ans MeauLUHCKOTO NPUMEHEHMSI Ha NPUHSTUE NPeTEeH3U OT NoTpebutens;

6) MHCTPYKUMKO NO MeOAUMUMHCKOMY MNPUMEHEHUID WM KPaTKylo XapaKTepUCTUKY J1eKapCTBEHHOro npenapara,
yTBepXaeHHble B CTpaHe Npou3BogunTend;

7) NPOEKTbl MaKeETOB MEPBMYHON YNaKOBKM WU BTOPUYHOM YMAKOBKW FIEKAPCTBEHHOrO npenaparta ans MeauuMHCKOro
NPUMEHEHWS;

8) npoekT HOPMaTUBHOW [OKYMEHTAUMM WM HOPMAaTUBHOIO [OKYMEHTA Ha JIeKapCTBEHHLIN npenapat Ans
MEAMLIMHCKOrO NpMMEHEHMs NMbo ykazaHne COOTBETCTBYHOLLEN hapMakonenHom cTaTbuy;

9) OOKYMEHT, cogepxalimn MHOPMaUMIO O Hanmmymm unu ob oTCYTCTBUM (PaKTOB perucTpauum NekapCTBEHHOro
npenapara ans MeguuuHCKOro npuMeHeHnst 3a npegenamm Poccuiickon ®enepaunm;

10) KOnNWM [OKYMEHTOB, 3aBEPEHHbIX B YCTaHOBMEHHOM Mopsadke W NoATBepXaalolmnX qakT pervcTpauum
NeKapcTBEHHOro npenapara B MHOCTPaHHbIX rocy4apCTBax B KayecTse opdaHHOrO NeKapcTBEHHOTO npenapara;

11) nnaH ynpaBneHns puckamu Ansi GUonormyeckunx rekapcTBEeHHbIX NpenapaToB Anst MeQULMHCKOTO NMPUMEHEHNS;

12) gokymeHT O cucteme bapmMakoHad3opa AepxaTtens wnvM Bragenbla pPerMcTpauuoHHOTrO YAOCTOBEPEHUS
nekapcTBEHHOro nNpenapara;

13) OOKYMEHT, MOATBEPXOAOLMUA KAa4YecTBO JIEKAapCTBEHHOrO npenaparta TpeX MPOMbILEHHbIX Cepuit (NPOTOKON
aHanusa unu ceptudukaT aHanusa), ogHa Cepusi KOTOPOro AOMXKHAa coBnagaTh C cepuelt obpasua fekapCTBEHHOro
npenaparta 4ns MeQMLUHCKOro NPUMEHEHNS, NPEeACTaBEHHOMO Ha roCy4apCTBEHHYIO PEMNCTPALMIO.

(Hactb B pegakuun, BBegeHHon B gencteme ¢ 1 aueapsa 2016 roga degepanbHbiM 3akoHOM OT 22 aekabpsa 2014
roga N 429-93. - CM. npedbiayLLyto pegakumto)

5. Pasgen xvmMuyeckon, apmaleBTUHecKkorn U Buonormyeckon OOKyMEeHTauuu BKMOYaeT B cebsA OOKyMEHThI,
cogepxalime wuHopmauuio o dhapmaueBTMyeckon cybCcTaHuuM UM NekapCTBEHHOM npenapaTte Ans MeLAMLUHCKOro
NpPUMEHEeHWs1, NpoLiecce ero NpoM3BoACTBa M MeTodax KOHTPOSS Ka4ecTBa, B TOM YMCTIE:

1) koMM [OOKyYMeHTa, codepXallero criedyiollyo MHGopMauuMio O diapMaLeBTUYecKon cyGecTaHumMM  unu
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drapmaLeBTUHECKNX CYBCTaHUMAX, BXOOSALWMNX B COCTaB flekapCTBEHHOrO npenapara, 3a UCKIYeHnemMm uHdopmaummn o
dhapmaLeBTUHECKNX CyOCTaHUUSX, BKIMIOYEHHBLIX B FOCY4APCTBEHHLIN PEECTP NEKAPCTBEHHLIX CPeACTB B COOTBETCTBUM
co ctatben 34 HacTosero PegepanbHOro 3akoHa:

(AG3aL B pemakuumv, BBegeHHOW B AencTBume ¢ 28 nekabps 2019 roga PenepanbHbiv 3akoHOM oT 27 aekadpsi 2019
roga N 462-$3. - CM. npegbigyLLyto pegakumio)

a) HaumeHoBaHWe hapMaLeBTUYECKOM cybcTaHumn, ee CTPYKTypa, OOLLmME CBONCTBA;

0) HaumeHoBaHMe 1 agpec NPOU3BOAMUTENS;

B) TEXHOMOrMs NPOM3BOACTBA C OMMWCAHWEM CTagun NPOM3BOACTBA WM METOOOB KOHTPOMS Ha BCEX CcTagusix
npon3BoaCTBa;

r) onucaHve pa3paboTku nNpoLuecca NPoM3BOACTBA;

[) onucaHmne KOHTPOISt KpUTUYECKMX CTaguii NPOM3BOACTBA M NPOMEXY TOYHOW NPOAYKLNK;
€) AOKyMeHTarnbHoe NoATBeEPXKAEeHWE (Banvuaauusi) MPoLLecCoB U (MNN) UX OLLEHKa;

X) CBOWCTBa W CTPYKTypa OEeNCTBYHOLUX BELLECTB;

3) xapakTepucTuka npumecen;

1) cneundmkauma Ha hapmaleBTUYecKyo cybcTaHuuo 1 ee 060CHOBaHWE;

K) aHanuTU4eckue METOAMKM, WCMOoSib3yemble MNPU OCYLLEeCTBMEeHUM KOHTPONs KavecTBa dhapmaleBTUYeCcKon
cybcTaHumuy;

n) AOKyMeHTarnbHoe MOATBEPXAeHVE (Banugauusi) aHanmUTUHECKUX METOAMK, UCMONb3yEeMbIX MPU OCYLLECTBIEHNN
KOHTPONS KayecTBa hapMaLleBTUYECKON CybCcTaHLuK;

M) pesynbTaThl aHanusa cepuin apmaLeBTUHECKON CyOCTaHL MW,

H) nepeyeHb CTaHO4apPTHbLIX 00Pa3LoB N BELLECTB, NCMOSMb3YEeMbIX MNPV OCYLLECTBIIEHNM KOHTPOISA KAa4eCcTBa;

0) onMcaHme XapakTEPUCTUK N CBOWCTB YNAKOBOYHbLIX MaTepUarioB 1 YKyNOPO4HbIX CPeacTB;

n) AaHHble 0 CTabunbHOCTK hbapMaLeBTUYECKON CybcTaHumy;

p) CPOK rOAHOCTM;

1_1) B oTHOWEHUN hapmaLLEBTUHECKNX CYDOCTaHLMIA, BXOOALLMX B COCTaB JIEKAPCTBEHHOIO NpenapaTta U BKIHOYEHHbIX
B FOCYOApCTBEHHLIN PEEeCcTp JeKapCTBEHHbIX CPeAcTB B COOTBETCTBUM CO cTaTben 34 HactosAwero degepanbHOro
3aKOHa, - KONusa JOKyMEHTa, CoAepXKaLLero CneayroLLyo MHdopMaLumio:

a) HaumeHoBaHWe hapMaLleBTUYECKOM cybcTaHumn, ee CTPYKTYpa, OOLLmME CBONCTBA;

0) HaumeHoBaHMe 1 agpec NPOU3BOOMUTENS;

B) pesynbTaTbl aHanun3a cepui oapmaLeBTn4ecKkon cyocTaHuuy;

) CPOK rOAHOCTY;

(MyHkT 1_1 gononHuTenbHO BKtoveH ¢ 28 aekadbpst 2019 roga PenepanbHbiM 3akoHoM OT 27 aekabps 2019 roma N
462-93)

2) OOKYMEHT, COAepXaLlmin crieqyroLlmne CBEAEHNS O NIEKApCTBEHHOM npenapare Ansg MeguMUUHCKOTrO NPUMEHEHNST:

a) onucaHve 1 CocTaB JIEKAPCTBEHHOIO NpenapaTa A1 MEAULMHCKOrO NPUMEHEHWS;

0) onucanne apmaueBTMHECKON pa3paboTkn (0bocHOBaHMe BbiIOOpa cocTaBa, NEPBUYHON YMAKOBKA U MHOTO);

B) TexHonorma npoun3soacTea C oOnncaHnem cTagum npounsBoacTBa U METOAOB KOHTpPOMA Ha BCeX CTaaundax

BHumaHwe! [IokyMeHT ¢ M3MeHeHnsaMM 1 AoMonHeHnaMmM (Hoeasa peaakLms). O nocneayroLmx n3aMeHeHmsx cM. aprbik "OnepatmeHas uHdopmaums”
UC «TexskcnepT: 6 nokoneHne» VHpaHeT


javascript:;

06 obpalLeH nekapcTBEHHbIX CPEACTB (C M3MeHeHnaMU Ha 22 aekabpst 2020 roga) (pepakums, aeviceytoas ¢ 1 aHeapst 2021 roga) CipaHuua 36
®edeparbHbiti 3akoH om 12.04.2010 N 61-@3

npou3BoaCTBa;

r) ONMCaHWe KOHTPONS KPUTUYECKUX CTaaui npoLiecca Npom3BoACTBa M NMPOMEXY TOYHOM NpoayKuum;

) HanMeHoBaHWe M agpec MecTa OCYLLECTBIEHUS] MPOU3BOACTBA NEKApPCTBEHHOrO npenaparta Ansi MeauLMHCKOro
NPUMMEHEHMS (B CIlyvae Hanmums HECKONbKMX YYaCTHMKOB MpoLecca NpoM3BOACTBAa HeOBXOOAMMO yKasaTb KaXXgoro u3
HUX);

e) chapmaLieBTUYECKasi COBMECTMMOCTb;

) MMKPOBMOMNOrMyeckne xapakTepucTUKY;

3) MaTepuarnbHbI GanaHc Ans NpoM3BOACTBa CEPUM FOTOBOMO NPOAYKTA;

1) ONMCaHWe XapakTEPUCTMK U CBOMCTB YMaKOBOYHbIX MAaTEPUANOB M YKy NOPOYHbLIX CPEACTB;

K) OOKyMeHTarnbHoe noaTBepxaeHue (Banugaums) npoLeccoB NPOU3BOACTBA U (MNK) X OLLEHKa;

n) TpeboBaHMA K KavyecTBYy BCroMoraTenbHbIX BellecTB (cepTudmkar, creumdukaumMs Ha BCrioMoraTerbHble
BelLecTBa 1 X 0GOCHOBaHMWe);

M) aHannTnyeckme MeToguku, ncnorib3dyemble Npn OCyLeCcTBIEHUN KOHTPOIA KavyeCTBa BCroMoraTesibHbIX BEeLLEeCTB,

H) OOKyMeHTalnbHOe noartBepXxaeHue (BaJ'IVILI,aLI,VIFI) aHannTUM4eCKnx MeToauk, Ucnosib3yembiX rnpu ocyLiecTBneHnumn
KOHTPONA Ka4ecTBa BCNoMorateribHbIX BELLECTB;

O) Mchopmau,vm 006 1UCronbL30BaHMN BCMOMOraTeNbHbIX BELLIECTB YENOBEYECKOro U XXMBOTHOIO NPOUNCXOXOEHUA;
ﬂ) VIHd)OpMaLI,I/Iﬂ 006 1MCrnonbL30BaHMN HOBLIX BCMOMOraTernbHbIX BELLECTB;

p) TpeboBaHMA K Ka4yecTBY JeKapCTBEHHOrO Mpenapata And MeOUUMHCKOrO NpUMEHeHus (cepTudmkar,
cneundmKauma Ha NekapcTBEHHBIA NpenapaTt n ux 06oCHOBaHWE);

C) aHannTnyeckne MeToaukun, ncnorb3dyemble Npu OCyLLEeCTBITIEHUN KOHTPOSIA KadeCTBa J1eKapCTBEHHOro npenapara
anda MmeguumnHCKOro npMMeHeHus;

T) OOKyMeHTalnbHOE noaTBepXaeHune (Banmp,aum) adHaINMUTUYECKNX METOAUK, UCMOJIb3yeMbIX MNMpu OCYLUeCTBITIEHUN
KOHTpPOJ1A Ka4yeCTBa J1IeKapCTBEHHOIO npenapara anda MeguumHCKOro npMMeHeHu4;

y) pe3ynbTaTbl aHanu3oB CEpUii TeKapCTBEHHOrO NpenapaTa aAns MeauULMHCKOro NPUMEHEHWS;
&) xapakrepucTmka npumecen;

X) MepevyeHb CTaHOAPTHbIX OOpasL OB, WUCMOMb3YEMbIX MPWU OCYLLECTBIIEHUM KOHTPOMS KayecTBa J1eKapCTBEHHOro
npenaparta ans MeAULUHCKOro NPUMEHEHUs;

L) AaHHble O CTAbUNBbHOCTY NEKapCTBEHHOrO Npenapara Ans MeguuUHCKOro NpUMeHeHUs.
(Yactb B pegakuun, BBegeHHon B gencteme ¢ 1 aHeapsa 2016 roga degepanbHbiM 3akOHOM OT 22 aekabpsa 2014
roga N 429-®3. - CM. npeabigyLLyto pedakumio)

6. Pasgen dapmakonornyeckon, TOKCUKONOrMYECKOW [OOKYMeHTauuMM BKOYaeT B cebsi OTYEeTbl O pesynbrarax
OOKIMMHUYECKNX UCCINEA0BaHWI NekapCTBEHHOrO CPeACcTBa AN MeQULIMHCKOTO NPUMEHEHWS, B TOM YMUCTE:

1) oTyeT o chapMakogUHAMNYECKMX NCCINEQOBAHUSX;

2) oT4yeT 0 (hapMaKOKUHETUHECKNX UCCIEO0BAHMSX;

3) OTYET O TOKCUKONOrMYECKNX NCCeqOBaHNSIX.

(YacTb gononHutensHo BktodeHa ¢ 26 oktsi6psa 2010 roga PenepanbHbiM 3akoHoM oT 11 okTsi6psa 2010 roga N 271-

®3; B pegakuun, BBegeHHon B aencteue ¢ 1 aHBapsa 2016 roga PegepanbHbiM 3akoHOM OT 22 aekabps 2014 roga N 429-
3. - CM. NpeablayLLyo pegakumio)

BHumaHwe! [IokyMeHT ¢ M3MeHeHnsaMM 1 AoMonHeHnaMmM (Hoeasa peaakLms). O nocneayroLmx n3aMeHeHmsx cM. aprbik "OnepatmeHas uHdopmaums”
UC «TexskcnepT: 6 nokoneHne» VHpaHeT


javascript:;

06 obpalLeH nekapcTBEHHbIX CPEACTB (C M3MeHeHnaMU Ha 22 aekabpst 2020 roga) (pepakums, aeviceytoas ¢ 1 aHeapst 2021 roga) Cipanuua 37
®edeparbHbiti 3akoH om 12.04.2010 N 61-@3

MonoxeHust yacTn 6 HacTosLwen cTatbk (B pegakummn depepansHoro 3akoHa ot 11 oktaops 2010 roga N 271-93)
NMPUMEHSOTCS K MPaBOOTHOLLEHNAM, BO3HUKLLMM NMocne AHA BCTynneHus B cuny anga Poccuinckon ®egepauum npotokona
0 npucoeanHeHun Poccuiickon ®eaepaummn K BceMmpHON TOproBor opraHusauum - cM. ctatblo 2 defepansHOro 3akoHa
oT 11 okTs6ps 2010 roga N 271-93.

7. Pasgen KnuHu4eckom OOKYyMEHTauun BKIKOYaeT B cebsi oTyeTbl 0 pesynbratax KIMHN4YeCKux nccnegoBaHuim
JIeKapCTBEHHOro npenapara and MeguumHCKOro npuMeHeHnd, B TOM 4Yucne:

1) otdyerbl 06 wnccnegoBaHUsX OUMOLOCTYMHOCTU U OUOIKBMBANEHTHOCTW, MWCCREOOBaHUSX, YCTaHaBIMBAOLLUX
Koppensauuio pesynbTaToB, MNOMyYeHHbIX B YCIIOBUSIX in Vitro u in vivo;

2) OT4yeThbl O (bapMaKOKI/IHeTW-IeCKI/IX nccernenoBaHuAx,
3) OT4eThbl O (bapmakonMHammquKmx nccriegoBaHuAx,
4) OTYETbI O KIMMHNYEeCKUX nccrnengoBaHnAax qubeKTVIBHOCTVI n 6esonacHocTy;

5) oTyeT 0 NnocTperncTpaLMoOHHOM ONbITe NPUMEHEHUS (MpY HanNu4WK).
(YacTb gononHuTensbHo BrtodeHa ¢ 1 aHBaps 2016 rona ®enepanbHbiM 3akoHOM OT 22 aekabpsa 2014 roga N 429-
®3)

8. TpeboBaHus k 06bemy uHopMaumKn, NpegocTaBNseMon B COCTaBe PerMcTpaumoHHOro AOCbe, ANS OTAENbHbIX
BMOOB JEKApCTBEHHbIX MpenapatoB Ans  MeOUUMHCKOTO  MPUMEHEHMS  YCTaHaBnMBAaKTCH  YMONHOMOYEHHbIM
cdheaepanbHbIM OpraHoM UCNOMHUTENBHON BNacTy.

(YacTtb gononHutensHo BktodeHa ¢ 1 aHBaps 2016 rona ®enepanbHbiM 3akoHOM OT 22 aekabpsa 2014 roga N 429-
®3)

9. B OTHOWEHUN NeKapCTBEHHbIX MPEnapaToB, paspeLleHHbIX A8 MEAULUHCKOro npuMeHeHuss B Poccuinckoin
depepaumm 6Gonee pOBaguatM neT M B OTHOLIEHUM KOTOPbIX HEBO3MOXHO MPOBEOEHME WCCREeqOBaHUA WX
OMO3KBMBANEHTHOCTU (3@ WUCKMOYEHMEM OMOMOrMYECKMX JTEKAPCTBEHHbLIX MPenapaToB), OOMYCKAETCA BKIOYEHME B
cocTtaB pasgena dapMakonormyeckon, TOKCUMKONMOrMYeCcKOM [AOKYMeHTauuu W pasfena KIMHUYEeCKOM [OOKyMeHTauuu
BMECTO OT4yeTa paspaboTymka o pesyrnbratax COBCTBEHHbIX JOKIMHUYECKMX UCCNEAOBaHNIA NIEKAPCTBEHHbIX CPEACTB U
KMMHUYECKNX MUCCIIE4OBAHUNA JIEKAPCTBEHHBLIX NpenapatoB ANA MEeAWMUMHCKOro MpuMeHeHust o63opa HayuYHbIX paboT o
pesynbratax OOKIMHUYECKUX WCCNeaoBaHWN JeKapCTBEHHbIX CPeacTB M KIUMHUYECKUX MWCCRefoBaHuA  AaHHbIX
NekapcTBEHHbIX NPenapaToB, B TOM YMCIIe BKOYas OMbIT NX NOCTPENNCTPALMOHHOIO MPUMEHEHMS.

(Yactb gononHutensHo BkNtoveHa ¢ 1 aHBapsa 2016 roga ®egepanbHbiM 3akoHOM oT 22 fekabpsa 2014 roga N 429-
@ 3; B pegakuun, BBegeHHon B gencteue ¢ 1 mapta 2020 roga ®enepanbHbiM 3akoHOM OT 27 gekabps 2019 roga N 475-
3. - CM. NpeablayLLyo pegakumio)

10. Mpu rocyOapCTBeHHON perMcTpauuM BOCMPOU3BEAEHHbIX NeKapCTBEHHbIX MpenapaToB Ans MeAWLMHCKOro
NpUMEHEHVSI [10MYCKaETCH BKMOYEHWe B COCTaB pasgena (oapMaKororn4eckoi, TOKCUMKOMOrMYeckol OOKyMEHTauun u
pasgena KIMHUYECKON [OOKYMEeHTaLMM BMECTO OTyeTa paspaboTyvka O pesynbTarax COGCTBEHHbIX AOKIMHWUYECKMX
uccnegoBaHuii NekapCTBEHHBIX CpedcTB 00630pa HayyHbix paboT o pesynbTatax AOKMMHUYECKUX WCCredoBaHuim
pedepeHTHOro NekapcTBEHHOro npenaparta v NpeacTaBreHne BMECTO KIMHWMYECKUX UCCRedoBaHuii B NOnHOM oGbeme,
YCTaHOBINEHHOM Pa3fenoM KIUHUYECKOM OOKyMeHTauuM, OT4YeTa O pesyrnbTatax UCCRefoBaHuii GMO3KBMBaNEHTHOCTM
BOCMPOV3BEAEHHOrO NEKapCTBEHHOro Mnpenapata Ans MeOMLMHCKOTrO npumeHeHusl. He TpebyeTcs npeacTaeneHve
oTyeTa O pesyrnbTatax UcCregoBaHuii BUMO3KBMBANEHTHOCTU BOCMPOM3BEAEHHOrO IEeKapCTBEHHOro npenapaTta Aass
MeONLIMHCKOrO NPUMEHEHUS!, eCr PermcTpUpYOTCA BOCTPOM3BEAEHHbIe NeKapcTBEHHbIe npenapaTh! Ans MeAULVHCKOro
NPUMEHEHWS!, KOTOpbIE:

1) npegHasHayeHbl Ans NapeHTepanbHOro (MOAKOXHOMO, BHYTPUMBILLEYHOrO, BHYTPUBEHHOTO, BHYTPUINa3HOro,
BHYTPUMONOCTHOrO, BHYTPUCYCTABHOIO, BHYTPUKOPOHAPHOr0) BBEAEHMUSI U NMpeacTaBnsoT coboit BogHbIe pacTBOpI;

2) npegcTaensaioT cobon pacTBOPbI 415 NEPOPASIbHOIO MPUMEHEHWS;
3) npon3BeaeHbl B hOpMe MOPOLLIKOB MUIK NMOUNM3aToB A4S NPUroTOBIIEHNS paCTBOPOB;
4) ABNAIOTCA rasamu;

5) ABNSAIOTCSA YWHLIMA WU NasHbIMA NEKapPCTBEHHBIMU MpenapaTtamu, MNpPOU3BEAEHHbIMA B (HOPME BOAHbIX
pacTBOpOB;
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6) npegHa3HaveHbl And MeECTHOIo npuMeHeHuUA U npurotoBlieHbl B q)opme BOAHbIX paCTBOPOB;

7) npeacTaBnsalT coboi BOAHbIE pacTBOPbI ANSA MUCMONb30BaHUSA B hOpMe MHransuum ¢ NomoLlbio Hebyrnansepa
WNK B KAYECTBE Ha3albHbIX CIPeeB, NPMMEHSEMbIX C MOMOLLbHO CXOOHbIX YCTPONCTB.

(YacTb gononHutenbHo BkNtoveHa ¢ 1 aHBapsa 2016 roga PenepanbHbiM 3akoHOM OT 22 fekabps 2014 roga N 429-
D3)

11. Insa cnyyaes, ykasaHHbIX B NyHkTax 1-3, 5-7 yactu 10 HacTosiLen cTaTbl, BOCMPOM3BEAEHHbIN JTEKAPCTBEHHbIN
npenapart Ans MeguLUHCKOrO MPUMEHEHUsT OOMMKEeH codepkaTb Takue Xe BCMNoMoraTeflbHble BELleCTBa B TakUX XKe
KonuyecTBax, kak 1 pedbepeHTHbIN NekapCcTBEHHbIN Npenapat. Ecnn cocTaBbl BCNOMOraTeNnbHbIX BELLIECTB pasnmyatoTcs,
3as8BMTENb [OMKEH NPEACTaBWTb [oKasaTenbCTBa TOrO, YTO UCMOMNb3yemble B OaHHbIX  KOHLEHTpauusax
BCMOMOraTefibHble BELLeCTBa He BNUAKT Ha Ge3onacHoCTb M (Mnn) 3dhdEKTMBHOCTL JIEKAPCTBEHHOIO npenaparta ansi
MeaULUMHCKOro npuMeHeHus. B crnyyae, ecnu 3asiBuTefb He MOXET MpeacTaBuUTb TakuMe AokasaTenbcTtBa U (Mnn) He
MMeeT [oCTyna K COOTBETCTBYHOLMM [aHHbIM, OH [JOMKEH MNPOBECTM COOTBETCTBYHOLIME MWCCRedoBaHUa Ans
JokasaTenbCTBa OTCYTCTBUSI BIIUSIHAA pPasHbIX BCMOMOraTefbHbIX BELECTB WM BCMOMOraTeflbHbIX YCTPOWCTB Ha
©e3onacHocTb 1 (Mnn) acbpeKTUBHOCTL NEKAPCTBEHHOTO Npenaparta AnAsi MEAULMHCKOrO NPUMEHEHMS B COOTBETCTBUM C
aKTamm, COCTaBnALLMMM NpaBo EBpa3uniickoro 3KOHOMUYECKOro Co3a.

(YacTb gononHuTensbHo BrtodeHa ¢ 1 aHBaps 2016 rona ®egepanbHbiM 3akoHOM oT 22 aekabpsa 2014 roga N 429-
®3; B pemakuun, BBegeHHom B AenictBue PepneparnbHbiM 3akoHoM OT 22 pgekabpsi 2020 roga N 444-93. - Cwm.

npeablayLLyto pefakumio)

12. MNpun rocynapcTBEHHON perncTpaummn KomomHauui paHee 3apermcTpypoBaHHbIX NEKapCTBEHHbIX NpenapaTos Ans
MEAMLMHCKOro MNPUMEHEHNs [OMNyCKaeTCsa BKNIOYEHWe B COCTaB pasfjena (apMakornormyeckom, TOKCUKONOrMYecKom
JOKyMeHTauuMn 1 pasgena KivHUYEeCKoW OOKyMeHTauunm BMEeCTO OTyeTa paspaboTymka O pesynbratax cOBCTBEHHbIX
OOKIMMHUYECKNX MCCMNeOOBaHWM NeKkapCTBEHHbIX cpedcTB 0030pa HayuvHblX paboT o pesynbTatax AOKITUHUYECKUX
uccrnegoBaHun  pediepeHTHbIX fleKapCTBEHHbIX MpenaparoB, BXOAALWMX B COCTaB KOMOWMHALMKM  fnekapCTBEHHbIX
npenapatoB, 1 06 OTCYTCTBUM NX B3aUMOAENCTBNS B OAHON flekapCTBEHHON hopMe.

(YacTb gononHuTensHo BktodeHa ¢ 1 aHBaps 2016 rona ®enepanbHbiM 3akoHOM OT 22 aekabpsa 2014 roga N 429-
3)

13. Ha 9akcnepTu3y pasnuuHbiXx NekapCcTBEHHbIX hOPM OOHOr0O WM TOrO e FEeKapCTBEHHOro npenapata ans
MEOMLMHCKOrO MPUMEHEHUS] 3asiBUTENb NPELCTABMSET OTAENbHbIE 3asBNEHUS U PETNCTPALMOHHBIE JOCLE HA KaXayto
nekapcTBeHHyto copmy. [pn ycrnoBuvM OOHOBPEMEHHOW Modayn Ha JKCNepTU3y OOHOW NekapCTBEHHOM opMbl C
pa3nMYHbIMA OO3MPOBKON, KOHLEHTpauuMen, 0ObeMOM 3asBUTENb NPELCTAaBSET OOHO 3asABIIEHWE U PErMCTPaLMOHHOE
[OCbE C MPUIIOXKEHNEM MAKETOB YMaKOBOK Ha KaXKAylo OO3UPOBKY, KaXOYH KOHLEHTPauuio, Kaxablh oGbeM U Kaxgoe
KONMM4eCTBO 403 B YMAKOBKE.

(Yactb gononHutensHo BkNtoveHa ¢ 1 aHBapsa 2016 roga ®egepanbHbiM 3akoHOM OT 22 fekabps 2014 roga N 429-
D3)

14. Tpn rocymapCTBEHHOW pernctpaumM opd)aHHOrO JIEKAapCTBEHHOINO Mpenaparta 3asiBUTENb NpeacTaBnsaer
nHGOopMaLMio, Heobxoaumyto Ans POPMMPOBaHMSA pasfena KIMHUYECKOW AOKyMeHTauuu, B obbeme, yCTaHOBMEHHOM
YNOMHOMOYEHHbIM dbefeparbHbIM OPraHOM UCMOSNTHUTENBHON BNAacTW.

(Yactb gononHutensbHo BkNtoveHa ¢ 1 aHBapsa 2016 roga ®egepanbHbiM 3akoHOM OT 22 fekabpsa 2014 roga N 429-
D3)

15. Mpu pernctpaumy BUONOrMYECKoro NeKapCTBEHHOro rnpenapata, Mony4YeHHOro M3 KPOBW, MrasMbl KPOBU
YyenoBeka, B COCTaBe PEryCTPaLMOHHOTO OOChEe Ha NeKapCTBEHHbIV MpenapaT O MEAMLMHCKOrO NPUMEHEHNS OOMKHbI
GbITb NPeacTaBneHbl A0NONHUTENBHO:

1) B pasgene AOKyMeHTauuM agMUHUCTPATUBHOIO XapakTepa OOKYMEHT, copepawmi uHdopmaumio o cybbekTax
obpalleHns JOHOPCKOM KpOBWU U (MNn) ee KOMMOHEHTOB, O TOM, rde Obia ocylecTBreHa AoHauusa (KpoBu u (Knu)
nnasmbl KpoBW), a Takke AaHHble 00 WHMEKUMOHHbIX 3aboneBaHusX, MNepedarLuxcs NapeHTepanbHbIM MNyTeM,
uHdopmauma o cyObekTtax OOpalleHust OOHOPCKOM KpoBM U (MnM) €€ KOMMOHEHTOB, B OTHOLUEHWM KOTOPbIX
OCYLLECTBIISIETCSA KOHTPOINb JOHOPCKOW KPOBU U (MIN) ee KOMINOHEHTOB;

2) B pasgene xvMmnyeckon, dhapmMaueBTUYECKOM 1 BLUONornyeckon oKy MEHTaLMK:
a) KpuTEpPMM N cnNocobbl 0TOOPa, TPAHCNOPTUPOBAHNSA N XPAHEHMS JOHOPCKOW KPOBU U (UNn) ee KOMMOHEHTOB;

6) pesynbTaTbl UCCNEQOBaHUA OTOOPaHHbLIX AOHOPCKOM KPOBM W (MNM) MnasMbl KPOBM M MYyMOB Ha Hanmuune
BO3OyauTenen WHMEKUUA, BKMYas WHGopMaumio 06 MCMONb30BaHHbIX METOAMKAX WCCregoBaHu M B crydae
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ncenenoBaHnA nynoB nna3Mbl KPOBU pe3ynbTatbl OOKYMEHTallbHOro noatBepXaeHuA (Banvuqau,mm) MCNOJSb30BaHHbLIX
MeToauK;

B) TEXHWYECKME XapaKTEepPUCTUKN YMaKOBKM [OMsi OTOOpa [LOHOPCKOM KpOBWM M (MnM) nnasmbl KPOBW, BKIHOYas
NHGOpMaLMIO 06 NCNONb30BaHHbLIX PAacTBOPax aHTMKOAryfisiHTOB.

(YacTb gononHutenbHo BkNtoveHa ¢ 1 aHBapsa 2016 roga PenepanbHbiM 3akoHOM OT 22 fekabps 2014 roga N 429-
D3)

16. KnuHuuyeckne wuccnegoBaHusi fNekapCTBEHHOTO Mpenapata Ans MEOWLMHCKOrO MPUMEHEHWS B LEMsX ero
rocyapCTBEHHON perucTpauun nposoadatrcs B Poccuickon depepauummn B nopsigke, YCTaHOBIEHHOM cTaTbamMu 38-44
HacToswero degepanbHoro 3akoHa. OTYET O MPOBEOEHHBbIX WCCIEOOBaHMAX BKIOYAETCA B COCTaB pasgena
KNMMHUYECKOW OOKYMEHTaUUU perncTpaLMoHHOro AoCbe Ha JekapCTBEHHbIN npenapaT Ans MeguuMHCKOro NpUMEHEHUS.
[na nekapcTBeHHbIX NpenapatoB AN MEOULMHCKOrO MPUMEHEHNS, B OTHOLLEHMW KOTOPbIX B pe3yrnbTare 3KCnepTu3bl
OOKYMEHTOB, MpeAcTaBneHHbIX Ans onpefeneHnss BO3MOXHOCTU paccMmaTpmBaTbh JleKapCTBEHHbLIN npenapar Aans
MEOMLMHCKOrO MPUMEHEHUS] B KadeCcTBe OpPaHHOrO JIEKAPCTBEHHOrO npenaparta, Takas BO3MOXHOCTb MpU3HaHa n B
OTHOLLUEHMN KOTOPbIX NPOBEAEHbI KNMHUYECKNE UCCneaoBaHus, BbINONHEHHbIe 3a npegenamu Poccuickon ®enepauummn B
COOTBETCTBUM C MpaBunaMn Hagnexailen nabopaTopHOM NPakTVKM U NpaBuiiamMm Hagnexalen KIMHUYECKOW NMPaKTUKW,
JonycKaeTcs BKMOYEHWe B COCTaB pasfena KNMHUYECKOW OOKYMeHTauuM BMECTO OT4eTa O pesynbraTtax KIMUHUYECKUX
UCcCcrnefoBaHW nekapCTBEHHOro npenapara Anis MeguLMHCKOro NpUMEHeHNs, npoBedeHHbIX B Poccurickon ®epepauum,
oT4eTa 0 pesynbTaTax KNMHUYECKUX UCCIieqoBaHni, BbINOMHEHHbLIX 3a npegenamn Poccuinickon ®egepauun.

(Yactb gononHuTensbHo BrtodeHa ¢ 1 aHBaps 2016 rona ®enepanbHbiM 3akoHOM OT 22 aekabpsa 2014 roga N 429-
»3)

17. B cnyvae HenpeacTtaBneHns C 3asiBfieHNeM O rocyapCTBEHHOW perncTpaunm nekapcTBEHHOro npenapara ans
MELMLMHCKOro NPMMEHEHNs AOKYMEHTOB, NOATBEPXAAOLUMX YNnaTy rocyAapCTBEHHOW MOLSMHBI M YKa3aHHbIX B MyHKTe
10 yacTM 2 HacTosilen cTaTbW, a Tawkke BblAaBaeMblx (MPefoCTaBrseMbIX) YMNOMHOMOYEHHbIMU heaepanbHbIMU
opraHamn UCMOSTHUTENBHOW BNacTu JOKYMEHTOB (CBEAEHWN), YKa3aHHbIX B MyHKTax 3 1 4 4yacTu 4 HacTosLen cTaTbMm,
YNONHOMOYEHHBIV dhefeparbHbIi opraH UCMONHUTENBHOW BNAacTW 3anpalluvBaeT yKasaHHble AOKYMEHTbl (CBeaeHus) B
nopsigke MexxsegoMCTBEHHOro MHPOPMAaLMOHHOrO B3aMOAENCTBUS.

(YacTb gononHuTenbHo BktodeHa ¢ 1 aHBapsi 2016 rona ®epepanbHbiM 3akoHOM OT 22 aekabps 2014 roga N 429-
®3; B peqakuun, BBegeHHon B aencteue ¢ 1 sHBapsa 2021 roga PegepanbHbiM 3akoHoM oT 27 aekabps 2019 roga N 478-
3. - CM. NpeablgyLLyo pegakumio)

18. He ponyckaetrca uCNonb3oBaHME B KOMMEPYECKUX Uensx wuHdopmauun o pesynbratax LOKITMHUYECKMX
nccnegoBaHni NEKApCTBEHHBLIX CPEACTB U KIMHUYECKUX UCCNEeO0BaHWIN fIEKapCTBEHHbIX NpenapaToB ANs1 MEAULMHCKOro
NPUMEHEHWS, NPEeACTaBNEeHHON 3asaBuUTENeM AN roCydapCTBEHHON perMcTpauum nekapcTBeHHOro npenapata, 6e3 ero
cornacus B TedeHve LIecTu NeT ¢ gaTbl rocygapCTBEHHOM pernctpaumm pedyepeHTHOro fiekapCTBEHHOro npenaparta B
Poccuitckon deaepaumm.

(YacTb gononHutenbHo BkNtoveHa ¢ 1 aHBapsa 2016 roga denepanbHbiM 3akoHOM OT 22 fekabps 2014 roga N 429-
D3)

19. [epxatens wnu BRagenel pPerMcTpauuoHHOro  yAOCTOBEPEHWs  NIEKApCTBEHHOro npenapata Ha
OunoTexHonormyeckun unu opdhaHHbI NEKAPCTBEHHLIN Npenapat 00sa3aH MpedocTaBnsiTb Ha BO3ME34HON OCHOBE
obpa3supbl pedepeHTHOro NeKapCTBEHHOro MpenapaTta 3asBUTENsM AOns NPOBEAEHUS1 KMUHUYECKUX WCCreaoBaHWUi.
CtoumocTb obpasua pedepeHTHOrO NIeKAapCTBEHHOIO Mnpenapara, BKIKYEHHOro B NMepeqeHb XXM3HEHHO HEOOXoaAMMbIX U
Ba)KHENMLLWNX NEKAPCTBEHHbIX NPEnapaToB, He OOMMKHA MPeBbILAaTb 3aperncTpMpOBaHHYO MPenenbHY0 OTMNYCKHYHO LiEHY
Ha pecbepeHTHbI NTeKapCTBEHHbIN Npenapar Unu LieHy Ha NeKapCTBEHHEIN NpenapaT B CTpaHe Npou3BoguTeNs.

(Yactb gononHutenbHo BkNtoveHa ¢ 1 aHBapsa 2016 roga ®egepanbHbiM 3akoHOM OT 22 fekabps 2014 roga N 429-
D3)

20. 3asBneHMe O TrocygapCTBEHHOM perucTpaumM BOCMNPOM3BEOEHHOro JIeKapCTBEHHOro mnpenapata Aans
MELMLMHCKOrO MPUMEHEHNS MOXET OblTb MOA4AHO B YMOSTHOMOYEHHLIN dhedeparnbHblii OpraH UCMONMHUTENBHOW BMacTy,
OCYLLECTBNSOLWMNIA rOCyAapCTBEHHYIO PErncTpaLmio NeKapCTBEHHbLIX NpernaparToB, MO UCTEYEHUM YETLIPEX NET C AaThbl
rocyfapCTBEHHOM perncTpaunm pedepeHTHOro fiekapcTBEHHOro npenapata B Poccuiickon ®enepaumm.

(YacTb gononHutenbHo BkNtoveHa ¢ 1 aHBapsa 2016 roga PegepanbHbiM 3akoHOM OT 22 aekabps 2014 roga N 429-
D3)

21. B3asiBneHve O rocygapCTBEHHOM peructpauum BuoaHanoroBoro (6rmonogobHOro) nekapCcTBEHHOrO MpenapaTta
(bnoaHanora) Moxer ObiTb NOQAHO B YMONMHOMOYEHHbLI  doegeparnbHbii  OpraH  UCMOSHWUTENBHOM  BMNacTy,
OCYLLECTBNALWUA roCYyOapCTBEHHYIO PEerMcTpauuio fekapCTBEHHbIX MpenaparoB, MO UCTEMEeHWM Tpex ner ¢ Aathbl
rocyapCTBEHHON perncTpaumm pedepeHTHOro nekapcTBeHHOro npenaparta B Poccuiickon ®eagepauum.

(YacTb gononHuTensbHo BrtodeHa ¢ 1 aHBaps 2016 rona ®enepanbHbiM 3akoHOM OT 22 aekabpsa 2014 roga N 429-
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$3)

22. [lepxaTtenb vnu Brageney perncTpaLyoHHOro yOOCTOBEPEHMsT NeKapCTBEHHOro npenapata npeactaBnser B
YMOSTHOMOYEHHBIN heaepanbHbIi OpraH UCMOSTHUTENBHOW BNAcTW, OCYLLECTBASIOWMIA (PYHKLMU MO KOHTPOMO U Haa30py
B cdhepe 30paBOOXPaHEHNs, OTHYET MO pedynibTatam hapMakoHaa3opa OAvH pa3s B LUECTb MECSILEB B TE4EHWE ABYX NeT
nocrie rocyaapCcTBEHHOW perncTpaummn rnekapcTBeHHoro npenapata B Poccuiickon depepaummn, exerogHo B TedeHue
nocregyLwmx Tpex neT 1 B fanbHenwemM oguH pa3s B NATb feT.

(YacTb gononHutenbHo BkNtoveHa ¢ 1 aHBapsa 2016 roga PenepanbHbiM 3akoHOM OT 22 fekabps 2014 roga N 429-
D3)

KommeHTapun k ctatbe 18

Cratba 19. MpuHATHE peLleHUs o Bbigaye 3KCNepTHOMY YYpeXxaeHUIo 3a4aHuA Ha NnpoBeaeHue
3KCNepTU3bl IeKapCTBEHHOro cpeacTBa

1. B TeveHune gecAtun pabounx AHEN CO OHA NPUHATUSA 3asBNeHNs O rocyAapCTBEHHOW perncTpaummn nekapcTBeHHOro
npenapara COOTBETCTBYIOLUUA YMOMHOMOYEHHbIN (hefepanbHbll opraH WCMOMHUTENBLHON BNacTy MPOBOAUT MPOBEPKY
MOSTHOTbLI, JOCTOBEPHOCTU N MPaBUITbHOCTM OIOPMITEHNS NMPEeACTaBMEHHbIX JOKYMEHTOB PEerncTpauuoHHOro AoCbe Ha
nekapcTBEHHbIN NMpenapaTt 1 NpUHMMaeT peLleHre O Bbigaye 3adaHus Ha npoBefeHue:

1) aKcnepTu3bl OOKYMEHTOB, NMpeAcTaBneHHbIX Ans onpeaereHrs BO3MOXHOCTM paccMmaTpuBaTh NeKapCTBEHHbIN
npenapar Ans MEAULMHCKOTO NPUMEHEHWSI NPU OCYLLIECTBMNEHWUN rOCYAapCTBEHHOM pericTpaunm B kadecTse opdhaHHOro
NeKapcTBEHHOrO Npenapara;

2) 9KCNepTU3bl JIekKapCTBEHHOIo cpencTtea B YaCTu 3KCNEepPTU3bl Ka4eCTBa JIEKapCTBEHHOIo cpeacTtBa 1N 3KCNepTu3bl
OTHOLLEHUS OXMOAEMOW NOMb3bl K BO3MOXXHOMY PUCKY NpUMEHEHUA JeKapCTBEeHHOro npenapara gna mMeguunHCKOro
NPUMEHEHUA,

3) aKcnepTu3bl NEeKapCTBEHHOro CpeacTBa B YaCTU KCMEPTM3bl KauecTBa NeKapCTBEHHOrO CPeaCcTBa U aKCNepTU3bI
OTHOLLIEHWS! OXMOAEMOWN MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro npenaparta Ans MeauLMHCKOro
NPUMEHEHNS B NOPSAKE YCKOPEHHOWM MpoLieaypbl SKCNepTM3bl NekapCTBEHHbIX CPEeACTB B COOTBETCTBUM CO cTaThbel 26
HacTosilero deepanbHOro 3aKoHa;

4) 3KcnepTu3bl JeKapCTBEHHOrO cpedcTBa B OTHOLIEHWM JleKapCTBEHHOro npenapata Afis BeTepUHapHOro
NPUMEHEHWS.

2. YnonHoMoYeHHbI degeparbHblil OpraH UCMOMHUTENBLHOM BNacTu yBEAOMMSIET B 3NEKTPOHHOW dhopMe mnn Ha
ByMaxHOM HocuTerne 3asBuUTENSA U SKCMEpPTHOE yypexaeHve O MPUHATOM pelleHun O Bblgaye 3afaHuii Ha npoBedeHue
9KCMepTu3, NpeayCMOTPEHHbIX YacTblo 1 HacTosILLen cTaTbu, U B Criydae HeobXoaMMOCTU O Bblgave paspelleHus Ha
BBO3 B Poccunckyto ®enepaumio KOHKPETHOM MapTuuM, Cepum 3apermcTpMpoBaHHbIX U (MM) He3aperncTpypoBaHHbIX
neKkapcTBEHHbIX CPeacTB unu o6 oTkase B MpoBeAeHWM MPeayCMOTPEHHBbIX 3KCMNEPTU3 C yKa3aHWeM MPUYMH Takoro
oTkasa.

3. B cnyvyae BbIsiBNieHMS OTCYTCTBMSI MINM HELOCTOBEPHOCTWU WHAOPMaLMK, COAepXalleics B NpeacTaBEHHbIX
3asBMTENEM [OOKyMEHTax, YMONHOMOYEHHbI degeparnbHbiii opraH WCMOMHUTENBHOM BriacTW HanpaelisieT 3asiBUTENHO
3anpoc 06 yTOYHEHUN 3TOon MHpopMaumm (ganee - 3anpoc yrnorHOMOYEHHOrO heaepanbHOro opraHa UCMOMHUTENBHON
BNacTK), KOTOpbIi MOXeT ObiTb nepegaH YMONHOMOYEHHOMY NPEeACTaBUTENIO 3asiBUTENS NMYHO MOA PacruCKy,
HanpaBfieH Mo MoYTe 3akasHbIM MUCbMOM WNW nepefdaH B 3F1EKTPOHHON hopMe MO TENEKOMMYHUKALMOHHLIM KaHanam
cBasn. B cnyyae HanpaBneHus 3anpoca ynorHOMOYeHHOro chefepanbHOro opraHa UCMONMHUTENBHOW BRiacTU MO MoyTe
3aKkasHbIM NMMCbMOM OH CHMTAETCS MNOTyYEHHBLIM MO UCTEYEHNMN LLECTU AHEN C AaTbl HANPaBeHWs 3aKa3HOro NMcbma.

4. 3asButenb 00513aH NPEACTaBUTb OTBET Ha 3anMpoC YMNOSTHOMOYEHHOro hefepanbHOro opraHa WCMOSTHUTENBHOWN
BMacT B CPOK, He MpeBbllaoWuiA AeBsSHOCTa paboymnx gHen co AHa ero nonydveHusa. Cpok, yKkasaHHbId B Yactu 1
HaCTosILLEN CcTaTbW, MPUOCTAHABIMBAETCSA CO OHSI HAaNPaBfiEHWS 3asBMTENIO 3anpoca YMNoSIHOMOYEHHOTO deaeparibHOro
opraHa VCMOMHUTENbHON BNacTu A0 AHSA MOMyYeHns UM COOTBETCTBYIOLLIENO OTBETA.

5. OcHoBaHveM gnd oTkasa B opraHmsaummn akcnepTns, npeayCcMoTpeHHbIX YacTblo 1 HacTosILLEeN cTaTby, ABNSIETCA
npeancTtasrieHne HeobxooMMbIX O11s npoeeneHna npenycMoOTpeHHbIX 3KCNepTn3 AOKYMEHTOB B HEMOSTHOM obbeme mnu
HenpeancrtaBrieHne 3adButenemMm B YCTaHOBJ'IeHHbIﬁ CPOK OTBE€Ta Ha 3arnpoc ynoJIHOMOYEeHHOro cbep,epaanoro opraHa
WCMOMHUTENBHON BNacTn, a Takke npeacTtaBrieHne [[OOKYMEHTOB, He coepXallux wucdepnbiBaloLlero nepevyHa
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HeoOXoOMMbIX CBEEHUI.

6. Mpun oTKase B opraHM3aumnm IKCNepTM3bl, NPEAYCMOTPEHHOM NYHKTOM 4 YacTu 1 HacTosILEeR cTaTby, AOKYMEHTbI,
BXOASILLUME B COCTaB PErNCTPaUMOHHOrO AOCbE HAa JNEKAPCTBEHHLIA NpenapaTt Ansi BETEPUHAPHOTO MPUMEHEHWS, MOryT
ObiTb BO3BpalleHbl 3asiBUTENKD Ha OCHOBaHWM €ro MMUCbMEHHOrO 3anpoca, HamnpaBfieHHOro B YMOJTHOMOYEHHBIN
heaepanbHbI opraH UCMOSTHUTENBHOM BIAcTW B Te4eHWe Tpuauat paboumx gHel Co AHSA NPUHATKS YNONTHOMOYEHHBLIM
denepanbHbiM - OpraHoOM  UCMOSNTHUTENBHON BNacTu peweHuss o6 oTkase B OpraHMsauum Takoh  3KCNepTusbl.
YNONMHOMOYEHHBIN heepanbHbIA OpraH UCMOMHUTENBHOM BNacTU BO3BpaLLAET 3asBUTENO YKa3aHHble [LOKYMEHTbI B
TeyeHue gecatn pabovmx gHer Cco AHS NonyYeHnss COOTBETCTBYHOLLENO 3anpoca 3asiBUTens.

(Yactb gononHutensHo BktoveHa ¢ 13 aBrycta 2019 roga ®epepanbHbiM 3akoHOM OT 2 aBrycta 2019 roga N 297-
D3)

(Ctatbs B pegakumu, BBegeHHon B gencteue ¢ 1 nons 2015 roga PegepanbHbiM 3akoHOM OT 22 aekabpsa 2014 roga
N 429-03. - CM. npeablayLLyo pegakumio)

KomMmmeHTapui k ctatbe 19

Cratbsa 20. 9KcnepTusa AOKYMEHTOB, NpeACcTaBleHHbIX Al onpeaesieHNsi BO3MOXHOCTU
paccmaTpuBaThb JieKapCTBEHHbIW Npenapar Ans MegULUHCKOro NPUMEHEHUs NpuU OCyLeCTBNEeHNN
rocynapcTBeHHOM permcTpauum B KayecTBe opthaHHOro fieKapCcTBeHHOro npenapara

1. OkcnepTn3a LOKYMEHTOB, MpeacTaBMEHHbIX AN OMpeneneHus BO3MOXHOCTU paccMaTpuBaTh JEKApCTBEHHBIN
npenapar Ang MegULMHCKOrO NMPUMEHEHMS NMPY OCYLLLECTBIIEHUN FOCYLApPCTBEHHOW perncTpaumm B KadecTse opdhaHHOro
NeKkapcTBEHHOrO Mnpenaparta, COCTaBfiEHNE KOMWUCCUEN 3KCMEPTOB 3aKMYEHUS O BO3MOXKHOCTM WU HEBO3MOXHOCTMU
paccMmaTpuBaTh NEKApCTBEHHbLIN MpenapaTt A MeOUUMHCKOrO MPUMEHEHWUSI MPWU OCYLLECTBIEHUMA TOCYAapCTBEHHOW
peructpaumm B KavecTBe oOpchaHHOro fekapcTBEHHOrO Mpenapata W HanpaefieHVe [OaHHOTO 3aKYeHus B
YMNOMHOMOYEHHbI  doefeparnbHblii OpraH MCMOSNTHUTENBHOM BIiacTM OCYLUECTBASOTCS B CPOK, HE MNpEeBbILIALLMNA
Tpuauatn paboymx OHEW CO OHS MOSyYEHWs 3KCMEPTHBIM ydpexaeHWeMm 3adaHust YMNONTHOMOYEHHOrO dheaeparnbHOro
OopraHa MCMOSTHUTENBHOW BRacTW U B 3JIEKTPOHHOM hOpMe UM Ha ByMakHbIX HOCUTENSAX HEeOoOXO4MMbIX LOKYMEHTOB,
yKasaHHbIX B nyHkTax 1, 2, 5, 6, 10 yactn 4 n B yactn 7 ctatbk 18 HacToswero PenepanbHOro 3akoHa.

2. [JOKyMeHTbl, coaepxaluecs B pPerucTpauMoHHOM [OCbe Ha fekapCTBEHHbIM npenapaT M MNOCTYnuBLUME Ha
Oy Ma>KHbIX HOCUTENSX B SKCMEPTHOE YUYpeXkaeHne ONis OCYLLECTBIIEHNS NX SKCNEPTU3bl AN ONpeneneHns BO3MOXHOCTU
paccMaTpmBaTb NEKAPCTBEHHbIM MNpenapaT Ana MeOUUMHCKOrO NMPUMEHEHUs B KavyecTBe OpPdPaHHOro nekapCTBEHHOro
npenapara, nognexar BO3BpaTy B YMNOMHOMOYEHHbIM diefepanbHbiii opraH UCMNOMHUTENBHON BNAcTU OQHOBPEMEHHO C
3aKMOYEHNSIMN COOTBETCTBYOLLMX AKCNEPTUS.

(Ctatbs B pegakumu, BBegeHHom B gencteue ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 roga
N 429-03. - Cm. npeabigyLLyo penakLumio)

KommeHTapun k ctatbe 20

CTaTtbs 21. PelueHne 0 BO3MOXHOCTU paccMaTpUBaTh JieKapCcTBEeHHbIN npenapar npu
OCYLLECTBIIeHUM rocyapCTBEHHOW perncTpauum B KayecTBe opcpaHHOrO NIeKapCTBEHHOIO
npenapara

1. B cpok, He npeBbIWakoLWwmin NATK paboymx gHEN CO OHS MONYYEHNS 3aKMYeHusl, yKasaHHoro B 4actu 1 ctatbun 20
HacTosiwero denepanbHOro 3akoHa, YMONHOMOYEHHbIM ddedeparnibHbli opraH UCMOMHUTENBHON BNacTW OCYLLECTBISET
OLEHKY MOMYyYEHHOro 3aKITYeHMs AN ONpeneneHnst ero COOTBETCTBUA 3a4aHU0 Ha MPOBELEHME COOTBETCTBYHOLLEN
9KCMEepPTU3bl U YBEOOMISAET 3a9BUTENS B 3NEKTPOHHOM (hopMe 1nn Ha ByMaKHOM HOCUTENe O pe3yrbTaTax NpoBeAEHHOM
3KCNEepPTU3bl C MPUMNOXKEHNEM KOMWW IKCMEPTHOrO 3aKIYeHMs (C COXpaHeHMeM KOH(MAeHUManbHOCTU MHdOpMaLmn o
CoCTaBe IKCMEPTHON KOMUCCUM) N O BO3MOXHOCTU MM HEBO3MOXHOCTM paccMaTpyBaThb fekapCTBEHHbIN npenapaT ans
MEOMLUMHCKOrO MPUMEHEHUsT MpU  OCYLLECTBNEHUN T[OCYOAPCTBEHHOMW perncTpauuMm B kadyecTBe  OpdhaHHOro
nekapcTBEHHOro npenapara.

2. Npn BbIHECEHNM KOMUCCUEN SKCMEPTOB 3aKMOYEHMsT O BO3MOXHOCTM paccMaTpuBaTh fiEKapCTBEHHbIN npenapar
ONS  MeOULUWHCKOro MpUMEHEHUs MpU  OCYLLEeCTBNEHUM TrOCyQapCTBEHHOW percTpauuMm B KadvyecTBe OpdlaHHOro
JIeKapCTBEHHOIro npenapara yﬂOﬂHOMOquHbIVI deneparnbHbIA OpraH UCNOSNHUTENBHOM Br1aCcTU B CPOK, HE NPEeBbILLaoLLMIA
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NSTU paboumnx OHEN CO OHS NONYyYEeHUs SaHHOro 3aKYeHns, NPUHUMAET peLlEHNe O Bblgadye 3agaHusi Ha NpoBeaeHue
3KCNepTU3bl Ka4ecTBa NEKAPCTBEHHOTO CPEACTBA M 3KCMEPTU3bl OTHOLLEHMST OXXMOAEMOWN NOMb3bl K BO3MOXHOMY PUCKY
NPUMEHEHNS NEeKapCTBEHHOrO npenapata Ansi MEAMUMHCKOrO MNPUMMEHEHWsT B MOPSiAKE YCKOPEHHOW npouenypbl
3KCNepTU3bl NEeKapCTBEHHOIO CPeaCTBa B COOTBETCTBMM CO cTaTben 26 HacTosero degepansHOro 3akoHa.

3. B cnyyae npuHATUS pelleHnst 0 HEBO3MOXHOCTWU pacCMaTpuBaTb JIEKAPCTBEHHbIM npenapart Anis MeguUMHCKOro
NPUMEHEHMS NPW FOCYAapCTBEHHOM perMcTpaumm B Ka4ecTBe opdhaHHOIO NIEKApCTBEHHOTO MnpernapaTta ynorHOMOYEHHbIN
deneparnbHbIA opraH UCMNOMHUTENBHOM BNacTU NpekpaLlaeT npouenypy rocyaapCTBEHHOW permcTpaumnmn nekapcTBEHHOrO
npenapata. 3asBuTeNb BNpaBe 00paTUTLCSA B PEMCTPUPYHOLLMIA OpraH ¢ 3asiBNIEHMEM O FOCYAapCTBEHHOW pernctpaumm
yKa3aHHOro fiekapCTBEHHOro npenapara B COOTBETCTBMU CO cTaTben 18 HacTosiwero ®enepanbHOro 3akoHa.

(Ctatbs B pegakumu, BBegeHHom B gencteue ¢ 1 monsa 2015 roga PegepanbHbiM 3akoHOM OT 22 aekabpsa 2014 roga
N 429-03. - CM. npeabigyLLyo pegakumio)

KommeHTapuin k ctatbe 21

CraTtbsa 22. PeweHne 0 npoBeAeHUN KITMHNYECKOro UccrnenoBaHUA NeKapCcTBEHHOro npenapara
Ans MeAULIMHCKOIo NpUMEeHeHuns

(YTpatuna cuny ¢ 1 nionsa 2015 roga - PegepanbHbiin 3akoH oT 22 aekabpsa 2014 roga N 429-93. - CMm. npeabigyLuyto
pedakuumio)
KommeHTapui k ctatbe 22

CraTtbs 23. 9KcnepTn3a KavyecTBa NleKapCTBEHHOIo CpeACcTBa U IKCNepTU3a OTHOLLEeHUA
0XnaaemMom nosb3bl K BO3MOXHOMY PUCKY NPUMEHEeHUs1 NeKapCTBEeHHOro npenapara gns
MeAULMHCKOro NPpMMEHeHUs

1. 3KCI'IepTM3a KayecTBa J1eKapCTBEHHOIro cpeactBa U 3KCnepTu3a OTHOLLEeHUA oXnoaemon nornb3bl K BO3MOXHOMY
PUCKY NPpUMEHEHNA NeKapCTBEHHOro npenapara anda mMmeguumnHCKOro rnpuMeHeHud, CoCtaBlieHne KOMUCCUAMN 3KCNepToB
3aKnYeHnn no pesynbrataMm npoBEAEHHbIX 3KCNepTu3 W HanpaBneHune 3TUX 3aKOYEHNA B yI'IOJ'IHOMO'-IeHHbIPI
(beﬂ,epaﬂbelVl opraH MCMNONHUTENBHOM BRacTun OCYLLUEeCTBIIAKTCA B CPOK, HE FlpeBbILIJaIOIJ.WIIZ CTa gecdtum pa6oqv|x OHen
CO OHA nony4YeHua 3KCNnepTHbIM ydpexaeHnem COOTBETCTBYHLWEro 3agaHuna ynosiHOMOYEeHHOro q:)enepaanoro opraHa
WCMOSMHUTENbHOM BNacTu U HEOOXOANMbIX OOKYMEHTOB B SﬂeKTpOHHOIZ cbopme nnn Ha 6yMa)KHbIX HOCUTENAX.

2. B TeyeHne peBsHOCTA [AHEW CO [HA TMOMYyYEHUs peLleHns YMNOINHOMOYEHHoro dedepanbHoro opraHa
MCMOSHUTENBHON BMacT O MPOBEAEHWM 3SKCMepTU3, MpeayCMOTPEHHbIX YacTblo 1 HacTosien cTaTbW, 3asiBUTENb
NpeacTaBnseT B IKCNepTHOe yupexaeHue ONs NpoBeOeHUs SKCNepTu3bl KauecTBa NeKkapCTBEHHOrO cpeacTBa obpasLbl
nekapcTBEHHOro npenapata Ans MeOuLMHCKOTO MPUMEHEHWS!, MPOM3BEOEeHHOr0 B COOTBETCTBMU C TpebosBaHusMU
OMbITHO-MPOMBILLNEHHOrO U (MNWN) MPOMBILLINEHHOTO PErfaMeHToB, YTBEPXOEHHbIX PYKOBOAMTENEM MpousBoauTens
NeKapCTBEHHbIX CPEACTB, a Takke B COOTBETCTBYHOLIMX Cry4vasix obpasubl dapmauleBTUYeckoi cyOcTaHumW, TecT-
lITaMMa MUKPOOPraHU3MOB, KyNbTypbl KMeTOK, 06paslbl BeLIecTB, TMNPUMEHSEMbIX [N KOHTPONs KadyecTea
NeKapCTBEHHOTO CpeacTBa MyTEM CPaBHEHUSI C HUMM WCCIEAYEMOro IeKapCTBEHHOro CpefcTBa, B KONMYEcTBaXx,
HeoGXoAUMBIX ANs BOCNPOV3BEAEeHUs] METOA40B KOHTPOMS KayecTBa.

3. Mpu nonyyeHun o6pa3LOB NeKapCTBEHHOro npenapata M dapmaueBTMyeckon cybcTaHuMm 3KcnepTHoe
yypexaeHve BblOAeT 3asBUTEN0 [OKYMEHT, MoATBepXOaloWMiA MonyyYyeHne ykasaHHbIX obpasuoB, U B CpPOK, He
npeBsbllaLWUA Tpex paboumx OHen, yBeOOMMSiET B 3MEKTPOHHOW dopMe unn Ha OymaxkHOM Hocuterne o6 3ToMm
YNOMHOMOYEHHbIV dhefeparbHbIf OpraH UCMONMHUTENBHON BAACTW.

4. YKasaHHble B 4YacTaX 2 U 3 HaCTOsILLIEN CTaTbW CPOK ANsi NpeaCTaBneHns 3asiBUTernemM oopasLoB fiekapCTBEHHOMO
npenapara u capMaueBTU4eCKon cyOCcTaHLMN 1 CPOK YBEAOMITEHMST SKCMEPTHBbIM yYpexaeHnem 06 3ToM Ha GyMaKHOM
HOcUTenNe YMOSTHOMOYEHHOTO dheeparibHOro opraHa WCMOMHUTENIbHOM BRacTyM He BKIOYAOTCA B CPOK NpOBeAeHUs
3KCNepTun3, NpedyCMOTPEHHbIX YacTblo 1 HAacTOosILLEN CTaTbu.

5. [JoKyMeHTbI, NOCTYNMUBLLME B 3KCMEPTHOE yupexaeHne Arsi NpoBeAEHU IKCNepTU3, NpeayCMOTPEHHbIX YacTbio 1
HacTosien cTaTbW, MOANexaT BO3BpaTy B YMOMHOMOYEHHbIN defeparibHbii OpraH WCMOMHUTENBLHOM BracTu
OLHOBPEMEHHO C 3aKNHYEHNSIMM, NONYYEHHBIMM MO pe3yfbTaTaMm COOTBETCTBYIOLLUX IKCMEPTUS.

(Ctatbs B pegakumu, BBegeHHom B gencteue ¢ 1 mons 2015 roga PegepanbHbiM 3akoHOM OT 22 aekabpsa 2014 roga
N 429-03. - CM. npeablayLLyo pegakumio)

KoMmmeHTapui Kk ctatbe 23
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CTtaTbsa 24. KcnepTU3a KayecTBa NIeKapCTBEHHOro CpeAcTBa U 3KCNepTM3a OTHOLLEHUA
OXnaaemMon Nosib3bl K BO3MOXHOMY PUCKY NPUMEHEHUA NieKapCTBEHHOro npenapara ans
BeTePUHAPHOIro NpUMeHeHus

1. QkcnepTr3a KavyecTBa JIEKapCTBEHHOrO CpeacTBa M SKCMEPTM3a OTHOLLEHUS] OXMOAEMOW MOMNb3bl K BO3MOXHOMY
PUCKY MPUMEHEHUST NTEKAPCTBEHHOIO Npenaparta 4515l BETEPUHAPHOIO MPUMEHEHNS, COCTaBIIEHME KOMUCCUSIMU 3KCNEPTOB
3aKMOYeHN Mo  pesynbTataM  yKasaHHbIX 3KCMepTU3 U HanpaBfeHue Takux 3akmo4YeHWn B YMNONTHOMOYEHHBIN
denepanbHbii OpraH UCMOSTHUTENBHOW BNACTW OCYLLECTBASIOTCA B CPOK, HE MPEBLILLAIOLUA CTa OECATM pabodnx gHen
CO [OHs1 MONyYeHuss 3KCMEPTHLIM YyYpeXOaeHWeM 3adaHusl YNONTHOMOYEHHOro deaepasribHoOro opraHa WCMOMHUTENbHON
BNacTu C JOKYMEHTaMK1, YKka3aHHbIMU B YacTu 3 ctatbn 17 HacToswero ®enepanbHOro 3akoHa.

(YacTb B pepakumu, BBeOeHHOM B AenctBue ¢ 22 Hos0ps 2014 roga PenepanbHbiM 3aKOHOM OT 22 okTsbps 2014
roga N 313-®3; B pegakumm, BBegeHHon B aenctemne PegepanbHbiM 3akoHom oT 13 monsa 2015 roga N 241-93. - Cm.

npeablayLLyo peaakuuio)

2. B TeuyeHve TpuauaTu paboumx OHEN CO OHSA MONy4YeHusi pelleHusl YNorTHOMOYEHHOro dedeparnbHOro opraHa
WCMOMHUTENbHON BNAcT! O MPOBEOEHMN YKa3aHHbIX B 4acTu 1 HAcTOsILLEN CTaTbM SKCMEPTU3 3asiBUTENb NpeacTaBnser
B 3KCMEepTHOoe yypexaeHne ans npoBeaeHns SKCnepTM3bl kKayecTBa JIeKapCTBEHHOIO cpedcTBa obpasLibl IekapCTBEHHOro
npenapara s BETEPVHAPHOro MPUMEHEHNS, MPOU3BEOEHHOIO B COOTBETCTBMM C TPEeOOBAHMAMM TEXHOIOMMYECKMX
pernameHToB, YTBEPXAEHHbIX PYKOBOAUTENEM MPOM3BOAUTENS JIEKAPCTBEHHBLIX CPEACTB, a TakKe B COOTBETCTBYHLLNX
crnydasix TecT-lUTaMMbl MMKPOOPraHU3MOB, KyJibTypbl KMETOK, 00pasubl dhapMaueBTudeckon cybcTaHummn, obpasLubl
BELLECTB, MNPMMEHSIEMblE OJ11 KOHTPONS KayecTBa J1eKapCTBEHHOro cCpedcTBa, B KONMMYecTBaX, HeoOxoauMbIX Onsi
BOCMNpPOMN3BEAEHNSA METOO0B KOHTPOIs KadecTsa.

(YacTb B pemakuumm, BBegeHHon B genicteue ¢ 13 aBrycta 2019 roga degepanbHbIM 3akoHOM OT 2 asrycta 2019
roga N 297-®3. - CM. npedbiayLLyo peaakumio)

3. lMpu nonyyeHun o6pa3LOB nekapCTBEHHOro npenapata M dapmaueBTMyeckon cybcTaHuMm 3KCnepTHoe
yupexaeHue BblOaeT 3asBUTEN AOKYMEHT, NOATBEPKOAMLWMA MNOnyyYeHne YykadaHHbIXx obpasLuoB, M B CpOK, He
npesbILaoLLui Tpex paboumx AHer, yBeAOMISIET B MUCbMEHHOM dhopMe 06 3TOM yNOMHOMOYEHHbIN hefepanbHbIA opraH
WCMNOSTHUTENBbHOM BNacTu.

4. Cpok ons npeacTtasneHns 3assuTenemM 0bpasuoB NekapCTBEHHOro npenapara u dapmaueBTuyeckon cybcTaHumm
N CPOK YBEAOMITEHUS 3KCMEPTHbIM y4ypexaeHneM ob 3TOM B MUCbMEHHOW ¢bopMe YMONTHOMOYEHHOro defepanbHOro
opraHa UCMOSHUTENBHOM BMNAacTW, YKadaHHbIe B YacTAX 2 M 3 HAcTosIWEeN CTaTbW, HE BKIOYAOTCHA B CPOK NMPOBEAEHUS
yKa3aHHbIX B YacTu 1 HacToALEN CTaTby SKCNEPTUS.

5. [JoKyMeHTbl, MOCTYNUBLLNE B KCMEPTHOE YUpexaeHue A5 NpoBeAeHNsl yKasdaHHbIX B YacTu 1 HacTosLeln cTaTby
9KCNepTM3, noasiexar BO3BpaTy B YMONIHOMOYEHHbI dedeparnbHblii opraH UCMOMHUTENBHON BacT OOAHOBPEMEHHO C
3aKIMIOYEHNAMM MO pe3ynbTaTam yKasdaHHbIX 9KCNepTus.

KommeHTapuin k ctatbe 24

CraTtbs 25. [loBTOpHOE NpoBeAeHUe IKCNEepPTU3bl NIeKapCTBEHHbIX CPeAcTB

(HammeHoBaHwve B pegakumu, BBegeHHom B gencteue ¢ 1 mionga 2015 roga ®egepanbHbiM 3akOHOM OT 22 aekabps 2014
roga N 429-03. - CM. npeabigyLLyo pegakumio)

1. B cny4dasx HegocTaTovHOM 0G0CHOBAHHOCTW UMM HEMOJSTHOTbI 3aKIMHOYEHNST KOMUCCUM 3KCMEPTOB, HanM4Ms B HEM
NPOTUBOPEHUBLIX AaHHbIX, anbcudmkaumMm BbIBOLOB 3KCMEpPTM3bl JIEKApCTBEHHOTO CPEACTBa, COKpbITMS  OT
YMNOITHOMOYEHHOTO dhefepanbHOro opraHa UCMOMHUTENbHON BacTM OCHOBaHWIA Ans 0TBOAA 3KCnepTa BCIEACTBUE €ro
3aMHTEPECOBAHHOCTU B pe3ynibTaTax COOTBETCTBYHOLLEA 3KCMEPTU3bl, HanuuMsi OaHHbIX O NPSIMOM MO0 KOCBEHHOM
BMeELLATENbCTBE B MPOLIECC COOTBETCTBYIOLLEN 3KCNEPTU3bl ML, HE YYacTBYIOLIMX B €e NPOBELEHNM, HO OKa3aBLUMX
BNUSIHWE HA NPOLLECC W pe3ynbTaThl ee MpoBedeHUs, YNONTHOMOYEHHbIM defepanbHbIM OpraHoM WUCMOSHUTENbHON
BNAaCTM Ha3Ha4YaeTCs NOBTOPHAs AKCMEpPTM3a NIEKAPCTBEHHOIO CPeacTBa v (Mnun) aTUYecKasa aKkcnepTusa.

(YacTtb B pegakumn, BBeaeHHow B genctere ¢ 1 uons 2015 roga ®eanepanbHbiM 3akoHOM OT 22 aekabps 2014 roga
N 429-03. - CM. npeablayLLyo pegakumio)

2. lMoBTOpHas aKcrnepTu3a NeKkapCTBEHHOro cpeacTBa MPOBOAMTCA C YYETOM pe3ynbTaToB paHee NpoBedeHHOM
SKCMEPTU3bl B CPOK, YCTAHOBMEHHbIA YMNOMHOMOYEHHbIM deaepanbHbIM OpraHoOM MUCMOMHUTENBHOW BracTu U He
npesbILLIALWNUA TPMALATM paboumx OHEl CO AOHSA MOMy4YeHUs SKCMEepTHbIM YyupeXaeHUeM 3afjaHus Ha npoBefdeHue
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MOBTOPHOW 3KCNepPTU3bl NEKAapCTBEHHOrO CPeaCcTaa.

(YacTb B pegakuum, BBegeHHon B gencteue ¢ 1 nona 2015 roga ®epepanbHeiM 3akoHOM oT 22 aekabps 2014 roga
N 429-03. - Cm. npeabigyLLyo penakLumio)

3. ®duHaHcoBOe obGecnedveHVe BLINOMHEHMS 3afdaHusl Ha NPOBEAEHWE MOBTOPHOM 3KCMEPTU3bl NEKAapCTBEHHOrO
CpefcTBa He OCYLLECTBISAETCS.

(Yactb B pegakuum, BeBegeHHon B gencteue ¢ 1 nona 2015 roga ®enepanbHeiM 3akoHOM oT 22 aekabpsa 2014 roga
N 429-03. - Cm. NpeablgyLLyo penakumio)

KommeHTapuit k ctatbe 25

Crtatbs 26. YcKopeHHas npoueaypa 3KCnepTusbl ieKapCTBEHHbIX CpeacTB

1. YckopeHHasi npouegypa 9SKCMNepTU3bl NEKapCTBEHHLIX CPeacTB B LENsX rocygapCTBEHHOW perncTpaumun
NEKapCTBEHHbIX MpenapaTtoB MNPUMEHSAETCST B OTHOLLUEHUMM OpdhaHHbLIX JEeKapCTBEHHbIX MNpenapaToB, MNepBbIX TPeX
NnekapcTBEHHbIX MpenapaToB, perucTpupyemMblx B Poccuickon ®Pegepaumm B KadecTBe  BOCMPOU3BEOEHHbIX
NEeKapCTBEHHbIX MPEenapaToB, O4YEpPedHOCTb KOTOPbIX OMPedensercs B COOTBETCTBMM C HOMEPOM M OATON BXOOALLMX
3asiBMIEHNIA O TOCYOApPCTBEHHOW pPerMcTpaumm JekapCTBEHHbIX MpenapaTtoB B paMkax OOHOro MeXOoyHapoaHOro
HENaTeHTOBAHHOIO HaVMEHOBaHWS NEKapCTBEHHOro npenapara WM rpynnMpoBOYHOIO HAMMEHOBaHWS J1EKapCTBEHHOro
npenapara, " NEeKapCTBEHHLIX  MpernapaTos, npegHasHa4yeHHbIX  UCKITHYUTENbHO  Ans NpUMEHEeHMs!
HECOBEPLUEHHONETHUMM FpaXkaaHamu.

(YacTtb B pegakumn, BBeaeHHoun B gencteme ¢ 1 nons 2015 roga PenepanbHbIM 3akoHOM 0T 22 aekabpsa 2014 roga
N 429-03; B pemakuum, BBegeHHon B pencTene depepanbHelM 3akoHOM oT 13 monda 2015 roga N 241-903. - Cwm.
npeablayLLyo pegakumio)

2. YckopeHHas npouedypa 9KCNepTu3bl FeKapCTBEHHbIX CPeACTB B LEMsiX roCyAapCTBEHHOW pernctpauim
NeKapCTBEHHbIX NMPenapaToB He MPUMEHSIETCS B OTHOLLIEHUM:

1) GruoaHanoroBbIx (61onogobHbIX) NiekapcTBEHHbIX NpenapaTos (brnoaHanoros);
2) pebepeHTHbIX NekapCTBEHHbIX NpenapaToB (3a NCKIoYeHeM opdiaHHbIX NeKkapCTBEHHbIX MpenapaTos);

3) BoCnpou3BeAeHHbIX NEKAPCTBEHHBIX NMPenapaToB (3a UCKI0YEHNEM MEPBLIX TPEX PETUCTPUPYEMbIX B Poccuitckon
depepauum B KayecTBE BOCMPOM3BEOEHHbIX JEKAPCTBEHHbIX MNperapaTtoB W NeKapCTBEHHbIX —MpenapaTos,
npeaHasHaYeHHbIX UCKIIYUTENBHO A MPUMEHEHUST HECOBEPLUEHHONETHUMU rpaXkaaHaMu);

4) HOBbIX KOMOMHALMIA 3aPEMICTPUPOBaHHBIX paHee NekapcTBEHHbIX NPenapaTos;

5) nekapcTBeHHbIX NpenapaToB, 3aperMcTpPUpPOBaHHLIX paHee, HO MPOM3BEAEHHLIX B APYINX NEKAPCTBEHHBLIX dhopmax
B COOTBETCTBUM C NEPEYHEM HAaUMEHOBaHWI NIeKapCTBEHHbIX OOPM 1 B HOBOW 4O3MPOBKE.

(YacTb B pepakuum, BBegeHHom B gevicteue ¢ 1 nons 2015 roga ®enepanbHeiM 3akoHoM oT 22 nekabps 2014 roga
N 429-03. - CM. npeabigyLLyo penakumio)

3. YckopeHHas npouenypa 3KCNepTu3bl NEKAPCTBEHHbLIX CPEACTB MPOBOAMTCS MO PELUEHNIO COOTBETCTBYHOLLETO
YMNOITHOMOYEHHOro dhejepanbHOro opraHa WMCMOMHUTENBHOM BNacTW Ha OCHOBaHWM 3asiBIIEHUsI 3asiBUTENS B CPOK, He
npeBbILaLLUA BOCbMUOECATU pabounx gHen. [Npu 3ToM aKcnepTnsa OOKYMEHTOB, COAEPKALLUMXCSA B PErUCTpaLnoHHOM
[oCbe Ha NeKkapCTBEHHLIN Mnpenapar, NpoBOAMTCS B CPOK, He NpeBblalolwmin Oecatn paboumx OHen, akcnepTusa
KayecTBa feKapCTBEHHOrO CPEeACTBa U 3KCMEPTM3a OTHOLLIEHUS OXMAAEMOWN MOSb3bl K BO3MOXHOMY PUCKY MPUMEHEHMWS
NnekapcTBEHHOTO Nnpenaparta NPoBoAsATCS B CPOK, HE MPEBbLILLAOLLNIA LUECTUOECATU pabounx gHEN.

(Yactb B pepakuum, BBegeHHon B gencteue ¢ 1 nons 2015 roga ®epepanbHeiM 3akoHoM oT 22 aekabpsa 2014 roga
N 429-03. - CM. npeablayLyo penakumio)

3_1. B oTHoLWEHNM opdhaHHbIX NTekapCTBEHHbIX NpenapaToB MOryT ObiTb NPeAcTaBreHbl pe3ynbTaThl JOKTMHUYECKMX
nccrneaoBaHU NeKkapCTBEHHbIX CPEACTB U KMMHUYECKUX UCCIeQ0BaHWI NEKapPCTBEHHbIX NpenapaTtoB Ans MeAULNHCKOro
NPUMEHEHMs1, BbINOMHEHHbIX 3a npegenamm Poccuiickon denepaumm B COOTBETCTBUM C MpaBunaMu Hagsnexallemn
nabopaTopHOM NPaKTVKW 1 NPaBUIiaMn HagIexallen KIMHUYECKON NPaKTUKK.

(Yactb pgononHuteneHo BkrtodeHa ¢ 1 mona 2015 roga ®epepanbHbiM 3akoHOM oT 22 aekabpsa 2014 roga N 429-
D3)

4. yCKOpeHHaH npouenypa akcnepTusbl NekapCTBEeHHbIX CpeacTB NpoBoAUTCA B nopaake, yCTaHOBIIEHHOM CTaTbAMU
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17-20, 23 n 24 HacToswero enepanbHOro 3akoHa, M He O3HaYaEeT CHWKEHUs TpeboBaHWM Kk 6e30MacHOCTW, Ka4ecTBy U
3¢pheKTMBHOCTM NTEKAPCTBEHHbLIX MPenapaTo..

KommeHTapuin k ctatbe 26

CtaTtbs 27. PelueHue 0 rocyfapCcTBeHHOW pernctpaumm nekapcTBeHHOro npenapara

1. B cpoK, He MpeBbIlWALWWA OecaTn pabounx OHEN CO OHSA MONyYeHUsl 3aKIYEeHUn KOMUCCUM 3KCMEepTOB MO
pesyrnbTataM SKCNepTU3bl KadecTBa JIEKAPCTBEHHOrO CPeAcTBa W 3KCMEPTU3bl OTHOLUEHUSI OXMOAeMOW Monb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUS] NEeKapCTBEHHOro npenaparta, COOTBETCTBYIOLWIMIA YMNOITHOMOYEHHLIN dheaepanbHbIi
OpraH UCMNOMHUTENbHOW BracTu:

(ABG3au B pegakuun, BBegeHHown B gevicteue ¢ 1 mions 2015 roga PenepanbHbiv 3akoHoM oT 22 aekabps 2014 roga
N 429-03. - Cm. NpeabigyLLyo penakumio)

1) pasmellaeTr Ha CBOeM OduUManbHOM canTe B CeTU "VIHTepHeT" COOTBETCTBYHOLUME 3aAKIHOYEHUS] KOMMCCUU
3KCMNEPTOB M OCYLLECTBMNSAET UX OLEHKY OJ1S1 ONpeaeneHnsl COOTBETCTBUS 3a4aHUI0 Ha NPOBEAEHNE 3TUX SKCMEPTUS;

(MyHkT B pegakumn, BBegeHHon B genctaue ¢ 1 monsa 2015 roga ®egepanbHeiM 3akoHOM oT 22 aekabpsa 2014 roga
N 429-93. - CM. NpeabiayLLyo pegakumio)

2) NpUHUMaeT pelleHne O T[OCYAApPCTBEHHOW perucTpauuy JiekapcTBEHHOro npenapata wnv ofb oTkase B
rocyapCTBEHHOW perycTpauumn nekapcTBeHHOro npenapara;

3) BHOCMT Mpu MPUHATUN PELLEHNS O TFOCYOApPCTBEHHOW perncTpaumu JIEeKapCTBEHHOrO MpenapaTta gaHHble O
3apervcTpupoBaHHOM NIEKapCTBEHHOM NpenapaTe, B TOM Yucrne o hapMaueBTUIeCcKon cybcTaHumm, BXoasiLeN B COCTaB
NEeKapCTBEHHOTO MpenapaTta, B T[OCYAApPCTBEHHbI pEecTp JeKapCTBEHHbIX CPEeACTB W BbIOAET  3asBUTENHO
pPerncTpaumoHHoe YOOCTOBEPEHUE FEKApCTBEHHOrO npenapaTa, opma KOTOpOoro yTBEPXKAAETCA YMOSTHOMOYEHHBIM
denepanbHbiM  OpraHOM  UCMOMHUTENbHOM BIacTW, COMAcOBaHHbIE HOPMATMBHYH [OOKYMEHTAUMO, HOPMAaTUBHBIN
OOKYMEHT, WHCTPYKLMIO MO MPUMEHEHUIO JEKAPCTBEHHOrO Mpenapara WU MaKeTbl MEPBUYHOM YMAKOBKM U BTOPUYHON
(NOTpebuTenbcKon) yMakoBKM C  yKa3aHMEM Ha HMX HOMEpa PEerMcTpPauuoOHHOINO YOOCTOBEPEHMS J1EKAPCTBEHHOIO
npenaparta v gaTbl ero rocy4apCTBEHHOM perncTpauum unu B criydae NpuHATUS pelleHns 06 oTkase B rocyaapCTBEHHOM
perucTpauum fiekapCTBEHHOro npenapara yBedoMIISET B NMCbMEHHON hopMe 3asBuTens 06 3TOM C yKkazaHMeM MpUHMH
Takoro oTkasa. 3a Bbigady perMcTpaumoHHOrO YOOCTOBEPEHMS NIeKapCTBEHHOIO Npenaparta B3MMaeTCsl rocygapCTBEHHas
MoLuSIMHa B COOTBETCTBMM C 3aKoHodaTenbcTBom Poccuickon Pegepaumm o Hanorax u cbopax.

(MyHkT B pegakumn, BBegeHHon B gencteue ¢ 1 monsa 2015 roga ®egepanbHbiM 3akoHOM oT 22 aekabpsa 2014 roga
N 429-03. - CM. NpeabigyLLyo penakumio)

2. OcHoBaHvMeM [ffisi OTKa3a B roCy4apCTBEHHOM peructpauum NekapCTBEHHOro npenaparta Anis MeLUUMHCKOro
NPUMEHEHNS SABMSETCS 3aKriOYeHMe COOTBETCTBYIOLLErO YMOMHOMOYEHHOrO dhefepanbHOro opraHa MCMONHUTENbHON
BNaCTM O TOM, YTO Ka4eCTBO U (Mnn) 3¢pdeKTMBHOCTL PErMCTPUPYEMOro fiekapCTBEHHOMO npenapaTa Ansg MeauLMHCKOro
NPUMEHEHMS He noATBEPXAEHbl MOMYyYEHHbIMU OAHHBIMM MM YTO PUCK MPUYMHEHUSA Bpeda 340pOBbHO YernoBeka
BCneacTBMe npuema nekapCTBEHHOro npenapata Ans MeguuMHCKOro MpuMeHeHust npeBbiaeT 3dhdeKTUBHOCTL €ro
NPUMEHEHMS.

(YacTb B pepakumn, BBeaeHHon B genictere ¢ 15 uoHa 2018 roga PeaepanbHbiv 3akoHoM oT 4 mioHA 2018 roga N
140-®3. - CMm. npeabigyLlyo pegakumio)

3. TNoBTOpHOE npencTaBneHVe B COOTBETCTBYHOLUUMA YMOMHOMOYEHHBIN dheaepanbHbii OpraH WUCMOMHUTENBbHON
BNacTM JIeKapCTBEHHOro npenapara, B OTHOLLEHMN KOTOPOro NMofly4YyeH oTkas B rocyAapCTBEHHOW perncTpaumm n KoTopblii
BMOCIEACTBMN MOABEPrcs M3MEHEHVWI0 B YacTU €ro CcocTaBa, pacCMaTpvMBaETCA Kak MpeacTaBfieHMe HOBOro
NeKapcTBEHHOrO Mnpenapata Ha €ero rocy4apCTBEHHYH PerncTpauuio He3aBWCUMO OT COXPaHEHUS €ro nepBUYHOro
HanMeHoBaHuS.

(YacTb B pegakuum, BBegeHHown B gevictene ¢ 1 nons 2015 roga ®enepanbHeiM 3akoHOM oT 22 aekabps 2014 roga
N 429-03. - Cm. NpeabigyLLyo penakumio)

4. MNpu NpegocTaBreHWM 3asiBUTENEM B COCTaBE PEMMCTPALIMOHHOTO [OCbE Ha MEeKapCTBEHHbIM npenapar Aans
BETEPUHAPHOTO MPUMEHEHMS KOMWUM PELLEHUST YMONTHOMOYEHHOro (efepanbHOro opraHa WCMOMHUTENbHOW BRacTu o
NMpPOBEAEHUN VHCMEKTUPOBAHNS MPOV3BOAUTENS NEKAPCTBEHHBIX CPEACTB CPOK MPUHSATUS PELLEHUS] O FOCYAapCTBEHHOM
perucTpaumum nekapcTBEHHOro npenapata Af1si BETEPUHAPHOTO MPUMEHEHWsI NpUOCTaHaBMMBAETCSH CO OHS MOMNy4YeHus
3aKMOYEHNI, yKa3aHHbIX B YacTW 1 HacTosLed cTaTbW, A0 AHS MPUHSATUS YNMONHOMOYEHHbIM dheaeparnbHbIM OpraHoM
UCMOMNMHUTENBHOM BNAacTW pelleHns o Bbidave unu ob oTkase B Bblgaye 3akMiOYeHWss O COOTBETCTBUM MPOM3BOAUTENS
NeKkapCTBEHHbIX CPEACTB TPEOOBaHWSAM NpaBWI Hagnexallen Npou3BOACTBEHHON MPaKTWKU, HO He Goree 4yem Ha CTo
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BOCEMbOECAT pabounx gHEN.
(YacTb gononHutensHo BKtoveHa ¢ 15 noHsa 2018 roga ®egepanbHbiv 3akoHoM OT 4 noHs 2018 roga N 140-93)

5. OcHoBaHueM st OTkasa B roCy4apCTBEHHOM permcTpaumm JNeKapCTBEHHOrO npernapaTta afs BETepUHapHOro
NPUMEHEHMS SBNSETCA 3akOYeHUe YMNONMHOMOYEHHOro dedepanbHOro opraHa WMCNOMHUTENBHOM BriacTM O TOM, YTO
KadecTBO U (Unn) abeKTUBHOCTb PErMCTPUPYEMOrO NEKapCTBEHHOrO MpenapaTta Ana BETEPUHAPHOTO NMPUMEHEHUS He
NOATBEPXKAEHbI MOMYYEHHBbIMU AAHHBIMU MMM YTO PUCK MPUHMUHEHMS Bpeda 300pOBblO XUMBOTHOMO BCMEACTBMUE Mnpuema
neKkapcTBEHHOro npenapata Ans BETEPUMHAPHOrO MPUMEHEHUS npeBbIaeT 3(PdEKTUBHOCTE €ro MpUMEHEHUs), OTKa3
YNOMHOMOYEHHOro dhefeparnbHOro opraHa WCMOMHUTENBHOW BRacTM B Bbldade 3aknioYeHuss O COOTBETCTBUM
NPOU3BOAUTENS NEKAapPCTBEHHbIX CPEACTB TpeboBaHUSIM NpaBuIl Hagexallen NPoM3BOACTBEHHOW MPAKTUKA ONS KaXKOom
NPOU3BOACTBEHHON MIIOWAAKN PErMCTPUPYEMOro JIEKapCTBEHHONO npenaparta S BETEPUHAPHOrO MNPUMMEHEHMS B
criyyae, ecnv npou3BOACTBO FEKAPCTBEHHOrO npenapata ANs BETEPUMHAPHOrO MNPUMEHEHMST OCYLLECTBRSETCS 3a
npegenamm Poccuinckon ®egepauum, UM oTCyTCTBME TaKOro 3akIHOYEHUS.

(YacTb gononHutensHo BKtoveHa ¢ 15 noHsa 2018 roga ®egepanbHbiv 3akoHoM OT 4 uoHs 2018 roga N 140-93)

KomMmmeHTapun Kk ctatbe 27

CraTtbs 27_1. Bsanmo3amMeHs1eMOCTb JieKapCTBEHHbIX NpenapaToB Afsi MeAULIMHCKOro
NpPUMeHeHUs

1. B3aumosameHAeMOCTb FEeKapCTBEHHbIX MpenapaToB AN MEOUUUHCKOTO  MPUMEHEHUSA  onpegensiercs
YNONMHOMOYEHHbIM  doeiepanbHblM — OPraHOM — UCMOMHUTENBbHON  BracTW, OCYLUECTBMSIOWMM  FOCYAapCTBEHHYHO
pPeErMcTpaumio NEKapCTBEHHLIX MpPenapaTtoB Afs MEOULUHCKOTO MPUMEHEHWs, B paMKax OLHOro MeXdyHapogHOro
HENaTeHTOBaHHOTO (MM XUMMYECKOro, WU  TPYNMUPOBOYHONO) HaUMEHOBAHMS Ha OCHOBE 3aK/OYEHMS KOMUCCUK
9KCMEPTOB 3KCMEPTHOro Yy4ypexaeHus O B3aMMO3aMEHSIEMOCTU JIEKApPCTBEHHOrO npenapata Ans  MegULUHCKOro
npMMEHeHMs nNMBo O TOM, YTO JIeKapCTBEHHbIA Mpenapat Ans MeOULMHCKOTO TMNPUMEHEHUSI He SBMsieTcs
B3aMMo3aMeHsieMbiM. [lopsigok onpefeneHns B3aMMO3aMEHSIEMOCTU FIEKAPCTBEHHbIX MpenapatoB 4S9 MEeAULMHCKOro
NPUMEHEHNS W  ¢opMa 3aKMHOYEHNST KOMUCCUMM SKCMEPTOB IKCMEPTHOMO YUYPEXKOAEHMS O B3aMMO3aMEHSEMOCTU
NEeKapCTBEHHbIX MpenapartoB A1 MEAULMHCKOro MpUMEHEHUss B0 O TOM, 4YTO JIEKapCTBEHHbIM MpenapaTt Ans
MEOMLMHCKOrO MNPUMEHEHNS1 He SBMISIETCS B3avMO3aMeHsieMbiM, ycTaHaBnusawTcs [lpaBuTenbcTBom Poccuiickomn
degepaumn.

2. Komuccusi aKcnepToB 9KCMEPTHOrO YUYpeXOeHVUs OaeT 3akroyeHVe O B3auMO3aMeHSIeMOCTU NeKapCTBEHHOro
npenapaTta Ans MeguUMHCKOro NpUMEHEHUs MMG0 O TOM, YTO NeKapCTBEHHbIN npenapaTt Ans MeAULUHCKOro NpuMeHeH s
He SIBMNSETCS B3aMO3aMEHSIEMbIM, HA OCHOBaHWUW CrieayoLLIVX KpUTEPUEB (XapaKTEePUCTUK):

1) 9KBMBaNEHTHOCTb (ANg ©OwoaHanoroBbix (61MONOOOOHbBIX) FekapCTBEHHbIX nNpenapaToB (6uoaHanoroB) -
COMOCTaBUMOCTb)  Ka4eCTBEHHbIX W KOMMYECTBEHHbIX  XapakTepucTukK  dhapmaueBTUYeCcKuX CcybcTaHuuid  unm
COMNOCTaBMMOCTb aHTUIEHHOro cocTaBa BakuWH. Vcnomnb3oBaHune pasnuyHbIX COoner, 3¢MpoB, KOMMIEKCOB, M30MEpOB,
KpycTannu4eckmx opm 1 apyrux npon3BogHbIX OOHOMO U TOro Xe AEeNCTBYHOLLEro BeLecTBa He ABMSeTCA NPensaTCTBUEM
ONns  onpedeneHvsl B3auMO3aMEHSeMOCTW JEeKapCTBEHHbIX MpenaparoB, €Cfiv Mpyv MPOBEAEHVMU UCCNEAOBaHMS
OVMO3KBMBANEHTHOCTM  FEKApCTBEHHOTO  Mperapara WM WCCNEAoBaHWs  TepaneBTMYECKOW  3KBMBANEHTHOCTM
neKapcTBEHHOro npenaparta AoKa3aHO OTCYTCTBME KIMHWYECKU 3HAYMMbIX pasnuyvin  rapMakoKMHETUKM W (Mnu)
3PHEKTUBHOCTM 1 Be30NacHOCTM NEKAPCTBEHHOIO Npenapara Anst MEQULLMHCKOrO NPUMEHEHNS;

2) 9KBMBANEHTHOCTb FeKapcTBeHHOW ¢opMbl. [log 3KBMBANEHTHbIMM JIEKAPCTBEHHBIMU (OpMaMM MOHUMAOTCS
pa3Hble IekapCcTBEHHble (OpPMbl, UMEIOLLME OAMHAKOBble CMOCOO BBEeAEHMS M CMocob npuMeHeHus, obnagarowime
COMOCTaBUMbIMM (PAPMAKOKMHETUHECKMMIN XapakTepucTMkamm 1 dapmMakorormyeckum genctenmeM m obecnedmsaroLume
Takke [JOCTWXKEHME HeobXxoouMOoro KnuHudeckoro adpdpekta. Pasnuums nekapCcTBeHHbIX OpM  He SBNSAKTCS
NpensTCTBMEM AN OMpedeneHns B3anMO3aMEHSIEMOCTU NEKApPCTBEHHbLIX MpenapaTtoB, €cnv Mpu  MpoBeAeHun
uccrnegoBaHMa  OMOSKBMBANEHTHOCTM  JIEKAPCTBEHHOTO  npenapata WU - UCCregoBaHusi  TepaneBTUYEeCKOn
3KBUBASIEHTHOCTM JIEKAPCTBEHHOIO Npenapara JOKa3aHo OTCYTCTBUE KIMHUYECKU 3HAYUMbIX Pasnnyuui hapmMakoKMHETUKN
n (mnn) acpcpbekTMBHOCTM M BE30NACHOCTM NEKAPCTBEHHOTO Npenaparta Ans MEAULUHCKOrO NPUMEHEHUS;

3) aKBMBanEHTHOCTb UMM COMOCTaBMMOCTb COCTaBa BCMOMOraTefbHbIX BELLECTB MekapCTBEHHOro npenaparta Ans
MEOWLMHCKOTO MPUMEHEHWs. Pa3nuuns cocTaBa BCMOMOraTeNbHbIX BELLECTB JIEKAPCTBEHHOIO npenapaTta He ABMSTCS
npensaTcTBMEM [ONS  OnpefeneHns B3auMO3aMEHSIEMOCTW eKapCTBEHHbIX MNpenapatoB, €ecrnv Npu  MpoBEeAEHWUU
uccrnegoBaHusi  GMOSKBMBANIEHTHOCTM — NEKAPCTBEHHOrO  Mperapata WM MCCREedOBaHWs  TepaneBTUYeCKOW
9KBUBANEHTHOCTW NEKapCTBEHHOIO NpenapaTa 4oKa3aHO OTCYTCTBUE KIMUHUYECKN 3HAaUYUMbIX Pasnuymi chapMaKkoKHETUKN
n (Mnn) adbpekTMBHOCTU 1M BE30MACHOCTM NEKAapCTBEHHOMO MpenapaTta Ans MegULUHCKOro npuMeHeHust. Mpyu Hanuymm
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KMWMHUYECKN 3HAYUMbIX Pa3nuuni  (apMakoKUHETUKM U (Mnn) 3deKTMBHOCTM M 6e30nacHOCTM  NeKapCTBEHHOMO
npenapara gns MeOUUMHCKOrO MNPUMMEHEHMSI B3aMMO3aMEHSIEMOCTb OMNPELENSeTCA C YKa3aHMEM Ha MCKITYeHWe
OTAENbHBIX rPYNM NauneHTOB;

4) ngeHTU4HOCTb cnocoba BBeAEHUsI U cnocoba NpUMeEHeHUs;

5) cooTBeTcTBME NpPOM3BOOWTENS  JIEKAPCTBEHHOTO  cpedcTBa  TpeboBaHWAM  MpaBuil  Hagnexallen
NPOU3BOACTBEHHOW NPaKTUKN.

3. OnpegeneHve B3aMMO3aMEHSIEMOCTM BOCMPOM3BEAEHHLIX JEKAPCTBEHHLIX MpenapaToB Afsl MeLULMHCKOro
NMPMMEHEHWS, YKasaHHbiX B 4YacTm 10 cTtatbm 18 HacTosdwero ®enepanbHOro 3akoHa, ocyuiecTBnsercsa 6es
HeobxXoaMMOCTU JoKasaTenbcTBa UX OMO3KBUBANEHTHOCTW.

4. OcobeHHOCTM  onpedeneHuss  B3aMMO3aMEHSIEMOCTW  OMONOTMYECKMX  FleKapCTBEHHbIX  MpenapaTos,
KOMOVHMPOBaHHbIX JIEKAPCTBEHHBIX MPenapaTtoB (cogepkalimx KomMOuHaumio OByxX M Oornee OencTBYOLMX BELLECTB),
NeKkapCcTBEHHbIX MNpenapaTtoB AN MapeHTepanbHOro MUTaHust UM HeLo3UPOBaHHLIX JEKAapCTBEHHbIX MpenapaToB
yctaHaBnmBatoTcs lNMpasutenscteom Poccunckon ®epepaumn.

5. Orlpep.eneHMe B3anMMO3aMeHAEeMOCTN He OCYLEeCTBNAETCA B OTHOWEHUN JNeKapCTBEHHbIX pPacTUTENbHbIX
npenaparosB, romeonaTtn4eCcKknx J1IeKapCTBEeHHbIX NnpenapaTtos.

6. (DOpMVIpOBaHVIe nepevyHAa B3alMMO3aMeHAEeMbIX J1EeKapCTBEHHbIX npenapartoB AnA MeguUMHCKOro rnpumMeHeHna
OCYLLEeCTBIAETCA SKCMNepTHbIM Yy4pexaeHnem nocpeactBom obGbeanHeHus J1IeKapCTBEHHbIX npenapaTtoB B OTAElMbHbIE
rpynnbl, B Kaxxaom m3 KOTOpPbIX NTEKapCTBEHHbIE MNMpenapaTtbl ABNTAOTCA B3anMO3aMeHAEeMbIMA.

7. B cny4yae BKMOYEHUSI B UHCTPYKLMIO MO MEAULIMHCKOMY MPUMEHEHMIO NekapCTBEHHOrO npenaparta Ha OCHOBaHWK
pe3ynbTaToB COOTBETCTBYIOLMNX UCCINEQoBaHNIA NOKa3aHWi Ans NpUMEHEHMS, KOTOPbIE OTNMYAOTCA OT MoKasaHuiA OAns
NMPUMEHEHNS OPYrMX JEKapCTBEHHbIX MpenapaToB W3 rpynnbl B3anMMO3aMEHsIEMbIX J1eKapCTBEHHbIX MNpenapaToB, B
nepeyHe B3aMMO3aMeHSIEMbIX NEeKApCTBEHHbIX NMpenapaToB Ans MEeOWULIMHCKOrO MPVMEHeHUst OorkHa ObiTb yKasaHa
COOTBETCTBYOLWasi UHhopMaLms.

8. lMepeveHb B3avMO3aMeEHsIEMbIX NEKAPCTBEHHbLIX MpenaparoB Afs MEAULMHCKOrO MNPUMEHEHWs pasMellaercs
YNOMNMHOMOYEHHbIM  dbefieparibHbIM ~ OpraHOM  UCMOSTHUTENbHOW  BriacTW,  OCYLLECTBISIOWMM  rOCyapCTBEHHYIO
percTpaumio NekapCcTBEHHbIX NpenapaToB Ans MeOUUMHCKOrO MPUYMEHEHUs, HA CBOeM oduuManbHOM canTe B CETU
"NHTepHer". NHdopmauus B nepedHe B3auMo3aMeHAEMbIX NEKaPCTBEHHBLIX NpenapaToB AN MEAULMHCKOro NMpUMeHeHNs
obHOBNSAETCHA YyKadaHHbIM heaepanbHbIM OpraHOM WCMOMHUTENBHOW BRacTU C YYETOM HOBbIX 3apermcTpUpOBaHHbIX
nekapcTBEHHbIX NpenaparoB ANs MegUUUHCKOrO NPUMEHEHUSI U BHECEHHBIX U3MEHEHUI B JOKYMEHTHI, codepxalumecs B
perncTpaumoHHbIX 4OCkEe Ha 3aperncTpMpoBaHHbIE NEeKapCTBEHHbIE nNpenapaTthbl 4515 MEeAULMHCKOrO NPUMEHEHWS.

9. Mopsigok Mcnonb3oBaHMS MHAOPMaUMM O B3aMMO3aMEHSIEMbIX JIEKAPCTBEHHbIX NMpenapatax aAns MeguuMHCKOro
NMPMMEHEHMST M MOPSAOK OayM pa3bACHEHUA MO BOMPOCaM B3aUMMO3aMEHSAEMOCTU JEKapCTBEHHbIX MpenapaToB AJis
MeAMLIMHCKOro NpMMEHEHWs ycTaHaBnmeatoTcs NpaButensctBom Poccuiickon depepavmu.

(Ctatbs gononHuTenbHo BktodeHa ¢ 1 nons 2015 roga PegepanbHbiM 3akoHOM oT 22 aekabps 2014 roga N 429-
O 3; B pegakumm, BBegeHHon B gencteue ¢ 1 mapta 2020 roga PegepanbHbimM 3akoHoM OT 27 aekabpst 2019 roga N 475-
@3. - Cm. npegplayLLyto pefakLumio)

KommeHTapui k ctatbe 27_1

Cratbsa 28. PernctpaumoHHoe yaoCcToBepeHne fiekapCcTBEHHOro npenapara

1. PerucTtpaunoHHoe ya0CTOBEPEHME NEKapCTBEHHOTO NpenapaTta ¢ ykasaHMeM NekapcTBEHHbIX (hOpM U J03MPOBOK
BblOaeTca 6eccpoYHO, 3a MCKIMYEHMEM PErncTpaLMOHHOTO YOOCTOBEPEHUA NEKapCTBEHHOrO npenapara, BbldaBaeMoro
CO CPOKOM [eNCTBYS NATh NET, Ha BrepBble perncTpupyemMble B Poccuiickoii defepalimm NekapcTBeHHbIE npenaparbl.

2. Mo WCcTedeHUM yKaszaHHOTO B 4YacTu 1 HacTosllei cTaTbW Cpoka BbigaeTcss GeccpodHoe perncTpauvoHHOe
yOOCTOBEPEHWE NEKapCTBEHHOro npenapara npy yCcrnosum NoATBEPXKAEHNS! €ro rocy4apCTBeHHOM perncTpaLu.

3. B cnyyae BHeceHus B cootBercTBMM cO cTaTbamm 30 n 31 HacToswero ®enepanbHOro 3akoHa M3MEHEHWUN B
cogepxalimecs B pPerucTpauMoHHOM [OCbe Ha 3aperncTpuvpoBaHHbIA NEeKapCTBEHHbIV npenapaT  OOKYMEHThI,
3aTparMBalolLMX CBeOeHUsi, OTPaKeHHble B  PEerncTpauvoHHOM YAOCTOBEPEHWM feKkapCTBEHHOro npenapara,
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YMNOITHOMOYEHHBIN (befepanbHbIi opraH MCNOMHUTENbLHOW BRacTW BblOAeT HOBOE PEerMcTpauyoHHOE YAOCTOBEpPEHUE
NnekapcTBEHHOTO npenaparta, cogepallee BHECEHHbIE B HEFO U3MEHEHUS.

(HYactb gononnutenbHo BktodeHa ¢ 1 mona 2015 roga degepanbHbIM 3akoHOM OT 22 fekabps 2014 roga N 429-
D3)

4. B cnyvae yTpatbl UM MNOBPEeXOEHWUs PErncTpauuoHHOrO YOOCTOBEPEHUS FEeKapCTBEHHOro npenapaTta Mo
3asBMEHNIO B NMUCbMEHHON (popMe AepxaTensd wnu Bnagenbua perncTpaumoHHOrO Y4OCTOBEPEHMS NEeKapCTBEHHOMO
npenapara WnM YNoriHOMOYEHHOrO VMW APYroro HopWAMYEcKoro nvua o Bbigade gyonvkata perumctpaunoHHOro
YLOOCTOBEPEHMS NIEKAPCTBEHHOIO NpenapaTa ynonHOMOYEHHbIN dheaepanbHbIi OpraH MCMONTHUTENbHOW BNAacTM B CPOK, He
npeBbilWanLWmin  gecatn pabounmx OHEeW CO [HSA MOCTYMNIeHus 3asiBNeHusl, BblgaeT ayonvkaT perMcTpauuoHHOro
YyOOCTOBEPEHUST NEKapCTBEHHOIrO npenaparta. 3a Bblgady Aybnukara perMcTpauuoHHOro yaoCTOBEPEHUS NIEKAPCTBEHHOTO
npenapara B3UMaeTCs rocygapcTBEHHas NOLUSIMHA B COOTBETCTBMU C 3akoHodaTenbcTBoM Poccuickon depepauum o
Hanorax u cbopax.

(YacTb gononnHutensHo BKNtodeHa ¢ 1 monsa 2015 roga PegepanbHbiM 3akoHOM oT 22 fekabpsi 2014 roga N 429-
D3)

KommeHTapun k ctatbe 28

Cratbs 29. MNoaresepxaeHne rocyaapCcTBeHHOW permcTpauum nekapcTBeHHOro npenapara

1. lMopTBepXOeHWEe roCYyOapCTBEHHOW perncTpaumu fekapCTBEHHOro npenapata OCYLECTBNSAETCA NPy Bblgadve
©eccpoYHOro permcTpaumoHHOro YOoCTOBEPEHUST NIEKAaPCTBEHHOIO Npenapara B criyvae, ykasaHHOM B 4acTu 2 cTatbu 28
HacTosiwero ®enepanbHOro 3akoHa, B CPOK, He MPEBbIAOLWMA LECTUOECATM pabounx AHEN CO OHSA MNOMyYeHus
COOTBETCTBYHOLLUM YMNONMHOMOYEHHbIM dhefeparbHbIM OpraHoOM WCMONMHUTENBHOW BRAacTX 3asiBIeHNs O NOOTBEPXKAEHWN
rocyqapCTBEHHOW PerMcTpauumn NeKapCTBEHHOrO npenaparta. He ocyulecTBnsieTca noaTBepXOeHue rocygapCTBEHHON
perycTpaumm B OTHOLLEHUM NIEKAPCTBEHHOrO Mpenapara, He HaxoaveLuerocs B obpalueHnn B Poccurickon ®epepaumm B
TeyeHve Tpex u Oonee ner, a Takke B OTHOLIEHUWN JIEKAPCTBEHHONO CPEACTBA, NPOM3BELEHHOTO C HApyLLUEHUEM
TpeboBaHUsi, YCTaAHOBIEHHOIO YacTbto 3_7 cTaTbu 71 HacTosiwero ®enepanbHOro 3akoHa.

2. 3asBneHve 0 NOOTBEPXKAEHWN rOCYOAPCTBEHHOW perMcTpauum fekapcTBEHHOro npenapara Ansi ME4MLMUHCKOro
NPVYMEHEHWS NPeaCTaBIISIETCS B COOTBETCTBYIOLLMIA YNOITHOMOYEHHBIN dhegeparbHbIi opraH MCMONTHUTENBHOW BacTu He
paHee 4YeM 3a CTO BOCEMbAECAT [OHEN [0 UCTEYEHMS Cpoka [OEWCTBUS PEerncTpaumMoHHOrO YOOCTOBEPEHUS
NekapcTBEHHOrO npenaparta as MEAULMHCKOrO NMPUMEHEHMS.

(YacTb B pemakuum, BBegeHHon B gencteue ¢ 13 aBrycta 2019 roga degepanbHbiM 3akoHOM OT 2 aBrycta 2019
roga N 297-®3. - CM. npedbiayLLyo pegakumio)

2 1. 3asBneHue o NOATBEPXKAEHNM TOCYAapPCTBEHHOW PerncTpaLmmn NieKapCTBEHHOIO nNpenapara ans BeTepUHapHoOro
NPUMEHEHWS! NPEACTaBNSAETCS B COOTBETCTBYOLUIA YNONTHOMOYEHHbIV ddeaeparbHbIi OpraH UCMONHUTENBHOW BNacTu He
paHee 4YeM 3a CTO BOCEMbAECAT [OHEN [0 UCTEYEeHVs Cpoka [OeWCTBUS PerucTpaumMoHHOro yOOCTOBEpEeHUs
nekapCTBEHHOro npenapara A BETEPUHAPHOro NPUMEHEHUST U HE NO3HEE OKOHYaHWUA Cpoka ero AecTBUS.

(YacTb gononHutenbHo BktoveHa ¢ 13 aBrycta 2019 roga ®epepanbHeiM 3akoHOM OT 2 aBrycta 2019 roga N 297-
3)

3. NooTBepKaeHne rocyaapCTBEHHONM perMcTpaummn fekapCTBEHHOro NpenapaTta OCYLLECTBIISIETCS Mo pesyrbTratam
9KCNEepPTM3bl OTHOLLEHMS OXMOAEeMOh MOoNb3bl K BO3MOXHOMY PUCKY MPUMEHEHUs FekapCTBEHHOro npenapaTta Ha
OCHOBaHUM Pe3ynbTaToB MOHUTOPUHIa 3(MEKTMBHOCTM M GE30MacHOCTM NEKapCTBEHHOrO npenaparta, MNpOoBOAVMMOro
AepxaTeneM Unu BragenbLeM PercTpauyoHHOTO YA0CTOBEPEHUS NekapCTBEHHOTO npenaparta fbo yrnorIHOMOYEHHbIM
VUMW IOPUANYECKUM NULUOM, 8 Takke COOTBETCTBYHOLLMM YMONHOMOYEHHbIM (hedeparnbHbiM OpraHOM WCMONHUTENbHOM
BMNacTu B COOTBETCTBUM C TpeboBaHuAMM cTaTbn 64 HacTosiwero deaepanbHOro 3akoHa.

4. K 3aaBneHno 0 NoATBEPXKAEHMN FOCY4apCTBEHHOM perncTpauum nekapCTBEHHOMO npenaparta Ans MeauuuMHCKoro
NnpuMeHeHuna npunaratoTcA.

1) AOKyMEHTbI, COAepXKalume pesynbTaTbl MOHUTOPUHIa 3AddeKTMBHOCTM U Be3onacHOCTU NeKapCcTBEHHOro
npenapara Ans MeauUMHCKOro MPUMEHeHWs, MpOBEdEHHOro AepXarterneM WnuM BriagernbuemM  permctpauyuoHHOro
yOOCTOBEPEHUs NieKapCTBEHHOro npenaparta Ans MeguuMHCKOro NpUMEHeHUst NGO YMOMHOMOYEHHBIM UM 0PUANYECKUM
nuuomMm, rno dopme, yTBEPXAEHHON YMONHOMOYEHHBLIM hedepanbHbIM OpraHoMm UCMOSNTHUTENBbHOW BNnacTy;

2) cBedeHuna o aarte npegocTtaBlieHnAa U perncTpaynoHHOM Homepe JTULUEH3UM Ha MNMpOoM3BOACTBO J1EKAPCTBEHHbIX
cpeacTts wnu ceBegeHna O gate npeaocTtaBrieHna U perncTpauMoHHOM HOMepe 3aKriiYeHuda O COOTBETCTBUM
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NpoOu3BOAUTENS  FleKapCTBEHHbIX CpeacTB TpeboBaHMsAIM NpaBwun  Hadnexawen npou3BOACTBEHHON MPAKTUKW,
NpenocTaBNEHHbIX  YMOMHOMOYEHHbIM  ddefeparibHbiM ~ OPraHOM  UCMOSMHWTENbHOM  BMacTM B OTHOLLUEHUU
Npou3BOACTBEHHON NMOLWAAKN JIEKApCTBEHHOrO npenapata Ans  MeAWUMHCKOrO MPUMEHEHWUS, TFOCY4apCTBEHHas
perucTpaumnsi KOTOporo NOATBEPKOAETCS B Crydae, ecriv NPOM3BOACTBO JIEKAPCTBEHHOrO npenaparta Ans MeguuuHCKOro
npuMeHeHns ocylecTensieTca B Poccuiickon denepaumu;

(MyHKkT B pepakumun, BBEAeHHoOW B aenctBue ¢ 1 aHBapsa 2021 roga PenepanbHbiv 3akoHOM OT 27 aekabpsa 2019
roga N 478-®3. - CM. npegbigyLLyto pegakumio)

3) Kkonus NpegoCTaBMEHHOW YMOSIHOMOYEHHBIM OpPraHoOM CTpaHbl NPOU3BOAMTENS JMLEH3UM Ha NPOU3BOACTBO
NeKkapcTBEHHOrO npenapata Ans MEOULMHCKOro MNPUMEHEHUSS U ee MEePeBOA Ha PYCCKUA $3blK, 3aBEPEHHblE B
YCTaHOBSIEHHOM MOPSIAKE, a TaKKe KOMUsi 3aKkmtoYeHUss O COOTBETCTBMWM MPOWU3BOAMTENS JEKAPCTBEHHbLIX CPeAcTB
TpeboBaHUsIM NpaBuI Hagnexallen Npon3BoACTBEHHOM NPAKTUKK, BblAAHHOIO YMONHOMOYEHHbLIM heaepanbHbIM OpraHom
WCMOMHUTENbHONM BNacT B OTHOLLIEHUM MPOM3BOACTBEHHONM MIOLLLAAKN NIEKAPCTBEHHOro npenaparta anst MeauLUHCKOro
NPUMEHEHWS!, TOCYyAapCTBEHHAs perMcTpaumsi KOTOporo MOATBEPKOAETCS, WU KOMWUSl peLleHUs  YMONTHOMOYEHHOro
denepanbHOro opraHa WCHONHUTENBHOM BMacTM O MNPOBEAEHUN MHCMNEKTUPOBaHWUS MPOU3BOAUTENS NeKapCTBEHHbIX
CPEeACTB B Clny4ae, eCn NPOM3BOACTBO NIeKapCTBEHHOro npenapara Al MeAULMHCKOro NPUMEHEHNsST OCYLLIECTBISIETCS
3a npegenamun Poccuinckon degepaumm.

(MyHKT B pepakumu, BBeAeHHoOW B aenctBue ¢ 1 aHBapsa 2021 roga PepepanbHbiM 3akoHOM OT 27 aekabpsa 2019
roga N 478-®3. - CMm. npegbigyLLyto pegakumio)

(YacTb B pegakummn, BBegeHHon B gencteme ¢ 15 mora 2018 roga ®egepanbHbiM 3akoHoM oT 4 uoHa 2018 roga N
140-03. - CMm. NpeablgyLLyo pegakumio)

4 1. B OTHOWEHMN OMOMOrMYECKUX NEKAPCTBEHHbLIX MpenapatoB AN MEOULUHCKOTO MNPUMEHEHMS 3asiBUTENb
OOMOMHUTENBbHO MPEACTaBNSAET pe3ynbTaTbl  MEeponpuATWR, NPedyCMOTPEHHbIX MNfIaHOM  YMpPaBIiEHUs]  pUCKaMw,
YTBEPXKOEHHBIM  YMOMHOMOYEHHBIM  ddefeparnbHbiM — OpPraHOM — UCMOMHWTENBHOM  BAAcTM  MpW  OCYLLECTBIIEHWU
rocyfapCTBEHHOM perncTpaumm NekapcTBEHHOrO npenapara A1s MegULMHCKOTO NPUMEHEHNS.

(YacTb gononHutensHo BKtoveHa ¢ 15 noHsa 2018 roga ®egepanbHbiv 3akoHoM OT 4 uoHs 2018 roga N 140-93)

4 2. K 3asdBneHnio O MOATBEPXKOEHWM T[OCYOApPCTBEHHOW pEerncTpauun JeKapCTBEHHOro npenapara Aans
BETEPUHAPHOIO MPUMEHEHUS NpUnaralTCs OOKYMEHTbl, coaepxaliue pesyrnbTaTbl MOHUTOPUHra 3gdeKTUBHOCTU U
©e3onacHOCTN NEeKapCTBEHHOIO npenapata Ans  BETEPUMHAPHOrO MPUMEHEHUsI, MPOBOAMMOIO AepXaTereMm unu
BrnagenbLeM perncTpaumoHHOro yOOCTOBEPEHUsT NIEKAPCTBEHHOrO npenapaTta Afs BETEPUHAPHOTO MpUMEHEHUst Nnbo
YMNOMMHOMOYEHHBIM UM HOPUANYECKAM NULIOM, MO ¢hopMe, YTBEPKOEHHOW YMONHOMOYEHHLIM doefeparibHbiM OpraHoMm
WCMOSTHUTENBHOM BNacTW, U AOKYMEHTHI, yKa3aHHble B MyHKTax 1, 2-2_2, nognyHkrax "a", "6", "k", "n" nyHkra 4 yactn 3
cTatbun 17 HacTtoswero degepanbHOro 3akoHa. B oTHOWEHUM MMMYHOBMOMOrMYECKNX NEKapCTBEHHbIX NPenapaToB Ans
BETEPUHAPHOrO NPUMEHEHNS He MPEeACTaBNATCA CBEeAEHWs, YKkadaHHble B nognyHkre "K' nyHkTa 4 yactu 3 ctatbun 17
HacTosiwero PepepanbHOro 3akoHa. B OTHOLWEHMM NEKapCTBEHHbLIX NMpPenapaTtoB S BETEPUHAPHOrO MPUMEHEHUS,
NOMYyYEeHHbIX C NMPUMEHEHNEM TEHHO-UHXEHEPHO-MOANMMLMPOBAHHBIX OPraHM3MOB UMW CoAepXallmX Takme OpraHun3Mbl,
[OMOSTHUTENBHO NPEeaCTaBnATCA CBedeHus, YkaszaHHble B nyHKTe 13 yacTtu 3 cTtatbun 17 HacTosiwero ®enepanbHOro
3aKoHa.

(YacTb gononHutensHo BktoyeHa ¢ 15 uoHs 2018 roga PenepanbHbiM 3akoHoM oT 4 mioHa 2018 roga N 140-93; B
pedakuun, BBeaeHHon B gencteue ¢ 13 asrycta 2019 roga ®enepanbHbiM 3akoHOM OT 2 aBrycta 2019 roga N 297-03. -

Cwm. NpegblayLyo pegakumio)

4 3. BasButenb BrpaBe MpeacTaBUTb C 3asiBNIEHMEM O MOATBEPKOEHWN TOCYAApCTBEHHOW pernctpaumnm
NEeKapCcTBEHHOTO Mpenapata KoMuMi  AOKYMEHTa, noATBepXAdaloLlero ynnaty rocygapCTBEHHOM MOWUHBLI  3a
NOATBEPXKOEHNE  TOCYOApPCTBEHHOW  perucTpauuM  NeKapCcTBEHHOro  npenapata, a Takke  BbldaBaeMble
(NpegocTaBnsemMble) yNONHOMOYEHHbIMM dhefeparibHbiMU OpraHaMyM UCMOSHUTENbHOM BNAcTU AOKYMEHTbl (CBeaeHus),
yKasaHHble B NyHKTax 2 M 3 4yactTm 4 Hactoswen ctatbM. B cnyvae ux HenpeacTaBneHUs YNOMHOMOYEHHbIN
denepanbHbii  OpraH UCMOMHWTENBLHONM BRAcTW  3anpallvBaeT yKa3aHHble [OOKYMEHTbl (CBEOEHWs) B nopsigke
MeXBe4OMCTBEHHOIO MHAOPMAaLMOHHOrO B3aUMOAENCTBUS.

(YacTb gononHutensHo BktoyeHa ¢ 15 uoHs 2018 roga denepanbHbiM 3akoHoM OT 4 mioHsa 2018 roga N 140-93; B
pedakuum, BBeaeHHon B gencteue ¢ 1 aHBaps 2021 roga ®egepanbHbiM 3akoHOM OT 27 gekabpst 2019 roga N 478-93. -
Cwm. NpedblayLlyo pegakumio)

5. B TeueHune gecstn pabounx AHEN CO OHA NPUHATUNA 3asiBNIEHNS O NOATBEPXKOEHUN rocyAapCTBEHHOWM perycTpawim
rekapCTBEHHOrO Mpenapata M OOKYMEHTOB, coepXalluux pesynbTaTbl MOHUTOPUHra 3(deEKTUBHOCTM U Be3onacHoCTH
fieKapCTBEHHOTO nNpenapaTta, MNPOBOAMMOIO [OepXaTefemM WNU  BnagenblemM pPerucTpauyoHHOrO  yaOCTOBEPEHMS
neKkapcTBEHHOro npenapata fMbo YNoNHOMOYEHHBIM UMW HOPUAMYECKUM NILLOM, YNOMHOMOYEHHLIN deaepanbHblii opraH
MCMOMNHUTENbHOM BNacTu:

1) NPOBOAMT NPOBEPKY MOMHOTLI CBEAEHWN, COAEPKALLMXCS B NPEACTABIEHHbIX 3aS9BUTENEM LOKYMEHTAX;
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2) NpUHMMAET peLleHne O NpoBedeHNN U 06 oTkase B NPOBEAEHUM SKCNEPTU3bl OTHOLLEHWS OXMOAEMON Momnb3bl K
BO3MOXXHOMY PUCKYy MPUMEHEHUsI NeKapCTBEHHOro npenapaTta Ha OCHOBaHUM Pe3ybTaToOB MOHUTOPUHra 3GOEKTUBHOCTM
n Ge3onacHOCTW IeKkapCTBEHHOro MpenapaTta, MPOBOAVMMOrO AepKaTefleM WNU  Brnagenblem perncTpaluoHHOro
YOOCTOBEPEHMS NIeKapCTBEHHOIO Mpenaparta fiMbo yNorHOMOYEHHbIM UMW IOPUAMYECKUM NULOM, a Takke deaeparnbHbIM
OpraHoMm MCMOIMHUTENBHON BracT! B COOTBETCTBUM C TpeboBaHusAMM cTaTbn 64 HacTosero ®enepanbHOro 3aKoHa;

3) yBeooMnsieT B 3NEKTPOHHOW (hopMe U MUCbMEHHOW (hopMe 3asiBUTENS U KCMEPTHOE YUYPEXKOEHNE O MPUHSITOM
peLueHvn Nbo B criyyae NpuHATUSI pelleHust o6 OTkase B MPOBEAEHUN SKCTMEPTU3bl YKa3biBaeT NPUUMHBLI TAKOTO OTKasa.

6. B cnyyae BbISIBNEHUSs HEOOCTOBEPHOCTUM W (MnM) HEOOCTATOYHOCTM MHpopMauuW, coaepXawencs B
NnpeacTaBrieHHbIX 3asiBUTENIEM [OOKYMEHTaX, YMOSTHOMOYEHHbIM beaepanbHbIi  OopraH  MCMOMHUTENBbHOM  BNacTu
HanpaBnsieT 3asBUTEN0 3anpoc 00 YTOYHEHUWM yKa3aHHOW wHdopmauun. 3anpoc YMNONHOMOYEHHOro denepanbHOro
opraHa WCMOJTHUTENbHOM BracTu MOXET ObiTb nepedaH YMNorHOMOYEHHOMY MNPEeACTaBUTENIO 3asBUTENsS NMYHO Noj
pacnncKy, HampaBfieH Mo MOYTE 3akasHbIM MMCbMOM UMW NepedaH B 3IEKTPOHHOM hopMe MO TENEKOMMYHMKALMOHHBIM
KaHanam cBsi3au. B cnyyae HanpaBneHus 3anpoca ynorHOMOYeHHOro doefepasnbHOro opraHa UCMoMNHUTENbHON BNacTh Mo
noyTe 3akasHbiM MUCbMOM OH CYUTAETCS MOSTYYEHHbIM MO UCTEYEHUM LUECTW OHEN C AaTbl HanpaBIieHWsT 3aKa3HOro
nicbma.

7. 3aaButenb o0bs3aH NpecTaBUTb OTBET Ha 3amnpoc YMOMHOMOYEHHOro defepanbHOro opraHa WCMOMHUTENBHON
BMacT B CPOK, He MpeBbllalowui AeBsHOCTa paboumnx gHenm co AHsA ero nomnyyeHusa. Cpok, yKkasaHHbIA B 4actun 5
HacTosiLen cTaTbu, NMPUOCTaHaBIIMBAETCS CO [AHSA HanpaBreHVs 3asiBUTENIO 3anpoca YnorHOMOYEHHOro deaeparnbHOro
opraHa WCMOITHUTENBHOW BNacTU A0 AHS MONYYeHUS UM COOTBETCTBYIOLLIEro OTBETA U HE YYUTLIBAETCS MPU NCHUCTIEHWN
Ccpoka noATBepXaeHUst rocyiapCTBEHHOW perncTpaLum nekapcTBeHHOro npenapara.

8. OcHoBaHVeEM [nsi OTKa3a B MPOBEAEHUWN IKCMEPTU3bl OTHOLLEHWS OXMOAEMOW MONb3bl K BO3MOXHOMY PUCKY
NMPMMEHEHMST JIEKApCTBEHHOrO Mpenapata SBMSIETCA MNpeAcTaBlieHMe [OOKYMEHTOB, COAEpXalluMx pesynbrarhbl
MOHUTOPUHra 3ddEKTUBHOCTM M GE30MacHOCTM feKapCTBEHHOro npenapata, M (Unn) B OTHOLIEHUWM OUONOrMveckux
NEeKapCTBEHHbIX MPenapaTtoB pe3yfibTaTOB OCYLUECTBIIEHUST MEpPONpUATUA B COOTBETCTBMM C MII@HOM YMpaBreHus
puCkaMu, YTBEPXKOEHHBIM YMOMHOMOYEHHBIM dheaeparbHbIM OpraHoM MCMOMHUTENbHOM BRacTU Npy OCYLLECTBEHUM
rocyqapCTBEHHOM perncTpaumm JEeKapCTBEHHOrO npenapata, B HeNofnHoM obbeme, OTCyTCTBME WMHAOPMaLuW,
noaTeepxaaroLwen qakT ynnatbl rocygapCTBEHHOW MOLWMHbI 3@ MOATBEPXKAEHME TOCYAapCTBEHHOW perncTpaumm
nekapcTBEHHOrO npenaparta, NnMbo HenpeacTaBeHNe 3assBUTENEM B YCTAHOBIEHHbIA CPOK OTBETA HA YKa3aHHbIA B 4acTu
6 HacTosLLEen cTaTby 3anpoc YNorHOMOYeHHoro defepanbHOro opraHa UCMONTHUTENBHOW BNacTw, a Takke OTCYTCTBME B
yKa3aHHbIX JOKYMeHTax MHopMaLMM, KOTopasi OIMKHA ObITb B HUX OTpakeHa.

9. OKcnepTr3a OTHOLLEHUSI OXMOAEMON MOoNb3bl K BO3MOXHOMY PUCKY MPUMEHEHMSI NEKapCTBEHHOro npenapara B
Lensix NoATBEPKOEHNS rocyAapCTBEHHOW perncTpauum NekapCTBEHHOrO npenaparta NpPoBOAUTCS KOMUCCUEN 3KCnepToB
3KCMEPTHOrO YUYPEXOeHUs1 B CPOK, He NMPEeBbLILLIAOLLIMIA COpoKa paboyumx OHEN.

10. B cny4dae HeOocTaTOYMHOCTW MpeAcTaBlEHHbIX SKCMEPTY MaTepuanoB AN Aadu  3akioYeHuss JKcnepT
obpallaeTcss K PyKOBOOWUTEMK 3KCMEPTHOMO YYpEeXOeHUss O MpPedoCTaBleHMM €eMy HeoOXoouMbIX MaTepuaros.
PykoBoguTenb SKCMEPTHOrO Yy4ypexaeHust obpallaeTcd C  COOTBETCTBYIOLIMM  3aMpocOM B YMOSTHOMOYEHHbIV
defepanbHbIl  OpraH MCMOMHUTENbHOW BracTW, BblAABLUMIA 3a4aHWMe Ha NPOBEOEHUE SKCMEPTU3bl OTHOLUEHUS
oXugaemMor nomnb3bl K BO3MOXHOMY PUCKY MNPUMEHEHWS1 JTEKapCTBEHHOro rpenaparta Ha OCHOBaHUM [AOKyMEHTa,
coepxaLlero pesynbratbl MOHUTOPUHIa 3dEKTUBHOCTU 1 6e30MacHOCTM fiekapCTBEHHOTO NpenapaTa. B TedeHne naTtu
pabo4mx gHeW co OHSA MOCTYNMEHUS 3anpoca pPyKOBOAUTENSI SKCMEPTHOMO YYpEeXaeHUs! YkazaHHbIN dedeparnbHbli opraH
WCMNOSTHUTENbHOW BracTU HanpaBIsieT 3asiBUTENO 3amnpoc O NpeacTaBeHMn HeotXoaNMbIX MaTepUarnoB, KOTOPLIA MOXET
ObITb NepedaH YNONTHOMOYEHHOMY MPEeACTaBUTENO 3asiBUTENS JIMYHO MOA, PacnmcKy, HanpaeiieH Mo MnovTe 3akasHbIM
NUCbMOM W NepefaH B 3N1EKTPOHHON (hopMe MO TENeKOMMYHMKALMOHHBIM KaHanam cBssu. B cnyvyae HanpaBneHus
3anpoca ynorHOMOYEHHOro doeaeparnbHOro opraHa UCMONMHUTENBHOW BNAcTU MO NOYTe 3aka3HbIM NMCbMOM OH CHUTAETCA
Norny4YeHHbIM MO UCTEYEHUM LLIECTU OHEN C AaTbl HANPaBMNeHWs 3aKa3HOro NMcbMa.

11. 3aaBuTenb 06s13aH NpeacTaBuUTb OTBET Ha 3anpoc YMOSTHOMOYEHHOrO dhedepanbHOro opraHa UCMOMHUTENbHON
BMacTM B CpPOK, He TMPEBbILWAWMA LWecTMaecaTM pabodunx [OHen CO [OHs MOMyYeHus yKa3aHHOro 3arnpoca.
YNONHOMOYEHHbIM dhefepanbHbIl OpraH WUCMONTHUTENBHOW BIacTW, BbiAaBLUMW 3adaHWE Ha MNPOBEOEHWE 3JKCMEpPTU3bl
OTHOLLEHMS OXMOAEMOW MNOMb3bl K BO3MOXHOMY PUCKY MNPUMEHEHWSI JIEKAPCTBEHHOrO Mpenapata Ha OCHOBaHWM
OOKYMEHTa, codepxallero pesynbrarbl MOHUTOPUHra 3adhdheKTMBHOCTM M BE30NacHOCTW NIEKapCTBEHHOIO npenaparta, B
TeyeHne NaTu paboumx OHEW CO OHS NOCTYMNSIEHUS OT 3asBMTENS OTBETA Ha 3anpoc YMOMHOMOYEHHOro dedeparbHOro
OopraHa WCMOSTHUTENBHOW BMacTU HanpaBnsdeT 3TOT OTBET B SKCMEPTHOE yypexaeHue. B criyvyae HenpeacTaBneHust no
UCTEYEHUN LLECTUAECATN paboumx OHEN 3asBUTENEM OTBETA Ha yKal3aHHbIA 3anpoc YMNONMHOMOYEHHbIN deaepanbHbIn
OpraH WUCMOMHUTENbHON BMacTW, BbIOABLUMIA 3adaHMe Ha MPOBELEHME IKCMEPTM3bl OTHOLLIEHWUS OXWOAEMOW MOfb3bl K
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BO3MOXHOMY PWCKYy MPUMEHEHMSI NEKapCTBEHHOro npenaparta Ha OCHOBaHWM [OKYMEHTa, COAepXallero pesynbraThbl
MOHUTOPUHra 3PdIEKTMBHOCTM U BE30MacHOCTUN NeKapCTBEHHOro npenapara, B TedeHune nATK paGoumx aHel HanpaBnseT
B 3KCMEPTHOE YUpexdeHWe YBEOOMMEHWE O HenpeacTaBfeHuy 3asBuTenemM OTBETA Ha 3anpoC yKasaHHOro opraHa.
BpemMss co [OHA HanpaBneHus 3anpoca JKCMEepTHOro Y4YpeaeHUss B YMNONMHOMOYEHHbIM diedepanbHbIii  opraH
UCTOMHUTENbHOM BNacT A0 AHA MOMyYeHWst SKCMEepPTHbIM YYPEXOEHMeM OTBETa Ha 3anpoc MM yBEOOMIEHWs O
HenpeacTaBneH OTBETA Ha 3anpoC He YYUTLIBAETCA MNPV UCUYUCHEHUM CPOKa MPOBEAEHUS AKCMEPTM3bl OTHOLLIEHUA
OXuOaemMol Mornb3bl K BO3MOXHOMY PUCKY MPUMEHEHUsI NEeKapCTBEHHOrO rpernapata Ha OCHOBaHUM [OKYMEHTa,
cofepxkallero pesynbTaTbl MOHUTOPWHIa 3dPEKTMBHOCTU U GE30MacHOCTM NeKapCTBEHHOrO Npenapara.

12. B cpoK, He MpeBbIlALWWA OeCATU pabounx OHEM CO OHSA MOSYyYEHUs! 3aKTHYEHMs KOMUCCUM SKCMEPTOB MO
pesynbrataMm 9KCMepTU3bl OTHOLIEHUS OXMOAEMOW MOMb3bl K BO3MOXHOMY PWUCKY MPUMEHEHUS] NEKApPCTBEHHOMO
npenapara, COOTBETCTBYOLLMWIA YNOTHOMOYEHHbIN ddeaeparibHbI OpraH UCNOMHUTENBHOW BNacTu:

1) OCyLecTBNSIET OLEHKYy 3TOro 3akro4veHus Ans ornpedeneHus ero COOTBETCTBMA 3afaHuMi0 Ha MpoBegeHue
yKaszaHHOW 3KCnepTusbl;

2) NpUHMMAaET peLleHVe O MOATBEPXKAEHUM FoCyoapCTBEHHOW perucTpauun fekapcTBEeHHOro npenaparta unu ob
OTKase B MOATBEPXKOEHUM FOCYAapCTBEHHOM perMcTpaLmmn nekapcTBEHHOro npenapara;

3) BHOCUT MpU NPUHATUN pPeLleHnst O NMOATBEPXKOEHUM roCcyNapCTBEHHOM perucTpaumm NekapCTBEHHOTo npenapara
CBefleHVs1 B roCyAapCTBEHHbIA PEECTP JIeKapCTBEHHLIX CPEACTB U BblOaeT 3asBUTENO GECCPOYHOE pPervcTpaLyoHHOe
Y[, 0CTOBEpeHMe NekapcTBEHHOro npenapara.

13. OcHoBaHueM [nsi OTkasa B MNOATBEPXOEHWM rOCYAAPCTBEHHOW perucTpaumMn JNekapcTBEHHOrO npenapaTa
ABNSAETCS 3aKMOYEHNEe COOTBETCTBYIOLLENO YMNOMHOMOYEHHOrO doefeparnbHOro opraHa MCMNOMHUTENBHOW BNacT O TOM,
4YTO PUCK MPUYMHEHUS Bpeda 3[40POBbI0 YErnoBeka WK KUMBOTHOTMO BCHEACTBME MpUeMa fekapCTBEHHOro npernapaTa
npesbilaeT 3¢pdEKTUBHOCTb €ro NPUMEHEHMS.

(YacTb B pepakumun, BBegeHHon B genctere ¢ 15 uoHa 2018 roga ®enepanbHbiM 3akoHoM oT 4 uioHa 2018 roga N
140-03. - CMm. NpeablayLLyo pegakumio)

14. B nepuog npoBefeHns npouenypbl NoATBEPXOEHUS rOCy4apCTBEHHON perncTpawinm riekapcTBEHHOMO npenapaTta
ero obpalueHue B Poccuiickon ®eaepaunm He NpUocTaHaBMBaETCS.

15. [lonyckaerca obpalleHue NeKkapCTBEHHbIX NPenapaToB A0 WCTEYEHUs CpOKa FOAHOCTM, MPOU3BEAEHHbIX B
TeYEeHMe cTa BOCbMWAECATW KarleHOapHbIX OHEW Mocre AaTtbl NPUHATMS YMONTHOMOYEHHBLIM dhedepanbHbIM OpraHom
WCMOMHUTENbHOM BNACTU peLleHns 0 NOATBEPKOEHNN roCy4apCTBEHHOM perMcTpauum, B COOTBETCTBMN C MHGpOpMaLVen,
cogepxallenca B OOKYMEHTax pPerMcTpauMoHHOro A0Cbe Ha JleKapCTBEHHbIM npenapaT 0 AaTbl MPUHATUMS Takoro
peLleHus.

(YacTb B pemakuum, BBegeHHon B genicteue ¢ 13 aBrycta 2019 roga denepanbHbiM 3akoHoM OT 2 aBrycta 2019
roga N 297-®3. - CM. npeablgyLLyto pegakumio)

(Ctatbs B pegakumu, BBegeHHon B gencteue ¢ 1 saHBaps 2017 roga denepanbHbIM 3akoHOM OT 22 fekabps 2014
roga N 429-®3. - CMm. npegblgyLLyto pegakumio)

KommeHTapun k ctatbe 29

Cratbsa 30. BHeceHue nameHeHUn B AOKYMEeHTbIl, coaepXxawuecs B peructpaumMoHHOM AOCbe Ha
3aperMCTpMPOBaHHbII7I HeKapCTBeHHbIﬁ npenapart And MeamumMHCKOro npuMeHeHus

1. B uensix BHecCeHWs U3MEHEHUA B [OOKYMEHTbl, COAepXallmecs B PermcTpauMoHHOM [OCbe Ha
3aperncTpuUpoBaHHbIN  NEKAPCTBEHHbIA npenapar  Afisi MeOuUMHCKOrO MNPUMEHEHUs, [OepXartenb Wnu Bnagenew
perMcTpaLmnoHHOro YAOCTOBEPEHUS NIEKAPCTBEHHOrO npenapara uUnu ynorHOMOYEHHOE MM ApYroe topuanyeckoe nuuo
(oanee B HacTosLLEN CTaTbe - 3asiBUTENb) NPeACcTaBnsAeT B YMNOMHOMOYEHHbIN dhefepanbHblii OpraH UCMONMHUTENbHON
BlacTW 3asiBNeHMe O BHECEHUN TaKMX M3MEHEHUIN Mo hopme, YCTaHOBMNEHHOW YNONHOMOYEHHbIM doeaeparibHbIM OpraHoM
WCMOMHUTENbLHOM BNacTW, W Npunaraemble K HEMy MW3MEHEHVMSI B YKa3aHHble [OOKYMEHTbl, a TakKe [LOKYMEHTbI,
noaTeepXxaarLme HeodXoaMMOCTb BHECEHNS TaKUX M3MEHEHWIA.

(Yactb B pemakumn, BBeaeHHow B gencteue ¢ 1 aHBaps 2017 roga depepanbHbiM 3akoHOM OT 22 Aekabpsa 2014
roga N 429-®3 (c nsmeHeHnsaMn, BHeceHHbIMU PefeparnbHbiM 3akoHoMm oT 13 nonga 2015 roga N 241-93); B pegakuun,
BBeOeHHon B gevictBue ¢ 15 moHa 2018 roga depepanbHeiM 3akoHOM OT 4 umioHa 2018 roga N 140-93. - Cwm.
npeabiayLLyo peaakuuio)
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1 1. Tlpn HeobGXOOQMMOCTM BHECEHWS B [OOKYMEHTbl, CcodepXalmecss B pPerncTpauMoHHOM [OCbe Ha
3apEerMcTpPUPOBaHHBIA NTEKAPCTBEHHBIN Npenapat AN MeauUMHCKOrO MPUMEHEHUsT, UBMEHEHUIA, YKa3aHHbIX B MyHKTe 3
YacTu 2 HacTosiLLen cTaTbM M TPebyroLmnx NpoBedeHUs IKCMepTM3bl KadecTBa JIEKAapCTBEHHbLIX CPeacTB, 3aABUTENb
OOMOMHUTENBbHO MPEeACTaBrsieT B YNOMHOMOYEHHbIN deaepanbHblii OpraH UCMOMHUTENbBHOM BNacTu CBeAEeHUs O fate
npenocTaBneHns U perncTpaLMoHHOM HOMEPE JTMLEH3MN Ha NMPOM3BOACTBO JIEKAPCTBEHHLIX CPEACTB WM CBEAEHUS O
[ate npenocTaBneHust U pPerMcTpaLyMoHHOM HOMepe 3akmioYeHUsi O COOTBETCTBUM MPOU3BOAUTENS IEKapCTBEHHbLIX
cpefcTB TpeboBaHMAM NpaBun Hagsexallen NpoM3BOACTBEHHON NPaKTMKK, BbldaHHbIX YNOITHOMOYEHHBIM doefeparnbHbIM
OpraHoM MWCMOMHUTENbHOM BriacTWU B OTHOLUIEHWM WM3MEHEHHOW W (MNK) LOMONHEHHOW MNPOWM3BOACTBEHHOM MOLaaKM
NeKkapcTBEHHOTO MpenapaTta, B CcrlyyYae, €ecniv MpPOM3BOACTBO JIEKAPCTBEHHOro npenapata OCYLUIECTBMSAETCS B
Poccuiickonn depepaumu, nubo cBedeHUs O [OaTe MNPenocTaBneHuMst UM PermcTpauvoHHOM HOMepe BblOaHHOM
(NpegocTaBneHHbIX) YNOTHOMOYEHHLIM OpPraHOM CTpaHbl MPOM3BOAUTENS NIULEH3MN HA NMPOU3BOACTBO J1EKAPCTBEHHOMO
npenapata U ee NepeBOd Ha PYCCKWA A3blK, 3aBEPEHHbIE B YCTaHOBSIEHHOM MOpsiAke, a Takke CBedeHWs O aaTe
npenocTaBneHns U perncTpaLmMoHHOM HOMEpPE 3aKIYeHMst O COOTBETCTBUM MPOU3BOAUTENS NIEKAPCTBEHHbLIX CPEACTB
TpeboBaHUsIM NpaBuUn Hagnexaien NPon3BOACTBEHHONM NPAKTUKK, BblGAHHOIO YNONHOMOYEHHbLIM ddeaeparibHbIM OpraHoM
WCMOMNHUTENbLHOM BNacTM B OTHOLIEHUA W3MEHEHHOW W (Mnn) OOMOMHEHHOW MPOU3BOACTBEHHOM NIOLaaKu
NeKkapcTBEHHOrO MpenapaTta, WMNW CBeOeHWst O [aTte nNPeaoCTaBeHus W PEerMcTpaLUMoHHOM HOMEpe peLleHust
YNOITHOMOYEHHOIro doefeparibHOro opraHa MCMNOSTHUTENIbHOW BMacTU O MPOBEAEHUM MHCMEKTUPOBAHWUS MPOVM3BOAUTENS
NekapCcTBEHHbIX CPEACTB B Crydae, ecniv NpousBOACTBO NEKAPCTBEHHOIO MpenapaTta OCYLLECTBISIETCA 3a npeaenamm
Poccuitckon ®eanepaumu.

(YacTb gononHutensHo BktoyeHa ¢ 15 uoHs 2018 roga PegepanbHbiM 3akoHoM OT 4 mioHsa 2018 roga N 140-93; B
pedakuum, BBeaeHHon B gencteue ¢ 1 aHBaps 2021 roga ®egeparnbHbiM 3akoHOM OT 27 gekabpst 2019 roga N 478-93. -
Cwm. NpedblayLyo pegakumio)

1.2. Tlpn HeobxoOMMOCTM BHECEHUSs B [OOKYMEHTbl, COAepXaluMecd B pPerucTpauMoHHOM [JoCbe Ha
3aperncTpupoBaHHbIN NeKkapCTBEHHbIM npenapaTt Ans MeauUMHCKOro MPUMEHEHWUsi, U3MEHEHUI, yKa3aHHbIX B MyHKTe 4
YacTu 2 HacTOosILLen cTaTbM M TPebyroLmnx NpoBedeHUs IKCMEepPTMU3bl KadecTBa JIEKAPCTBEHHbBIX CPeacTB, 3aABUTENDb
OOMOSNMHUTENBHO MpeacTaBnsAeT B YMNOSHOMOYEHHbIN dedeparnbHbIi opraH UCMONMHUTENBHOM BNacTu cBedeHusd o gate
npenocTaBneHns U PerncTpaLMoHHOM HOMEPE JTMLEH3MN Ha MPOM3BOACTBO JIEKAPCTBEHHLIX CPEACTB WM CBEAEHUS O
faTte npenocTaBfieHMs U PerMcTpaunMoHHOM HOMEPE 3aKMioYeHMs O COOTBETCTBUM NPOM3BOAUTENS NeKapCTBEHHbIX
cpeacte  TpeboBaHMAM MNpaBWl  Hagnexawlen npou3BOACTBEHHON MPAKTUKM, BblAaHHbIX  (MPedoCTaBMEHHbIX)
YMNOMHOMOYEHHbIM  (beeparnbHbIM OpraHOM UCMONHUTENBbHOM BfacT B OTHOLLUEHWM MPOVM3BOACTBEHHOM MIIOLWaAKU
NEeKkapCcTBEHHOTO Mpenaparta, B Crlyyae, €ecniv MPOM3BOACTBO JIEKAPCTBEHHONO npenapata OCYLLUECTBASIETCA B
Poccuiickon ®epepaumu, nubo cBedeHUs O [OaTe MNpenocTaBfeHus UM PermcTpauvoHHOM HOMepe BblOaHHOM
YMNOSTHOMOYEHHBbIM OpraHOM CTpaHbl NPOW3BOAMTENS JIMUEH3MM Ha MPOM3BOACTBO JIEKAPCTBEHHOINO Mnpenapata v ee
nepeBog Ha PYCCKUA A3blK, 3aBEpeHHble B YCTaHOBIEHHOM MOPsAKe, a Takke CBedeHUs O AaTe npedocTaBrieHus U
pPEerMcTpaLmmoHHOM HOMEPE 3aKITHOYEHUSS O COOTBETCTBUM MPOM3BOAMUTENS FIEKAPCTBEHHbIX CPEACTB TpeboBaHNAM npaBwun
Hagnexallen nNpous3BOACTBEHHOW MPAKTWUKW, BbIOAHHOMO YMOSHOMOYEHHbLIM (hedepanbHbIM OpraHoM MCMHOSNTHUTENBHOM
BNacTM B OTHOLIEHWX MPOM3BOACTBEHHOM MIIOLWAAKM JIEKAPCTBEHHOrO Mpenapata, WM CBedeHuss o Jarte
npegocTaBneHnss N peruMcTpaLmMoHHOM HOMEpPE pelleHUst YMNOMHOMOYEHHOro dedepanbHOro opraHa MCMNONTHUTENbHOM
BNacT O MPOBEAEHUN WHCMNEKTMPOBAHUA MPOU3BOAUTENS JIEKApPCTBEHHONO CpeacTBa B Crlyyae, ecriv MpOV3BOACTBO
nekapcTBEHHOTO npenaparta ocyLecTBrnseTcs 3a npegenamum Poccuiickon depepaimn.

(YacTb gononHutensHo BktoydeHa ¢ 15 utoHs 2018 roga PenepanbHbiM 3akoHoM oT 4 mioHsa 2018 roga N 140-93; B
pedakumm, BBegeHHon B gencteme ¢ 1 aHeaps 2021 roga ®enepanbHbiM 3akoHOM oT 27 aekadpsa 2019 roga N 478-9 3. -

Cm. NpegblayLyo penakumio)

1 3. TpyHATME pelleHnss O BHECEHUM WM3MEHEHUA unn o0 OTKase BO BHECEHUW W3MEHEHWMIA B [OOKYMEHTHI,
cofepxallmMecsl B PermcTpaumoHHOM [OCbe Ha 3aperMcTpUpOBaHHbIM fekapCTBEHHbIV npenapat Anst MeauLUHCKOro
NPMMEHEHMS1, B ClNy4Yae HeOoOXOAMMOCTM MpOBEOEeHMsT 3KCMepTU3bl KadecTBa J1E€KApCTBEHHLIX CPEACTB W (unn)
9KCMEPTU3bl OTHOLLUEHWUS OXWAAEMOW MNOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUsI NEKapCTBEHHOrO npenapata Aans
MEeOMLIMHCKOrO NMPUMEHEHNST OCYLLIECTBINSIETCA B CPOK, He MpeBbllaloWniA OeBsHOCTa pabo4ymx OHEW, a B OCTallbHbIX
CNnyyasix B CpOK, He MpeBbilAlOWMA Tpuauath pabounx OHEN CO OHSI MPUHATUS YMONHOMOYEHHBbIM dbeaeparbHbIM
OpPraHoOM MCMONHUTENbHON BNacTu 3asiBNIEHUs] O BHECEHUM TaKMX U3MEHEHWN.

(YacTtb gononHutensHo BktoveHa ¢ 15 noHa 2018 roga ®egepanbHbiv 3akoHoM OT 4 noHs 2018 roga N 140-93)

1_4. YNonHOMOYEHHbIV bedeparnbHbIi OpraH MCMOMHUTENBHON BAAcT! C YYETOM pe3ynbTatoB hapMakoHag3opa u
NMPOBEPOK COOTBETCTBUS JIEKAPCTBEHHLIX CPEACTB, HaxXoOsILLMXCS B rpaxgaHCckoM 000opoTe, YCTaHOBIEHHbIM
TpeboBaHUsIM K UX KA4YeCTBY B TedeHue OecsaTu paboumx OHEen CO OHS MOCTYNMEeHUs COOTBETCTBYHOLLEN MHbopMaLnm
pa3MeLLaeT Ha cBoeM odmumansHOM cavite B ceT "MIHTepHeT" cBeaeHnsi 0 HEOOXOANMOCTM BHECEHUS B MHCTPYKLMIO MO
MEAMLMHCKOMY MPUMEHEHNIO NEKAPCTBEHHOIO Mpernapata W3MEHEHUA B OTHOLUEHUW CBEOEHUM O MOKa3aHusiX OIS
NMPUMEHEHMST 1 NPOTUBOMOKAa3aHMAX AN MPUMEHEHUSI NTEKApPCTBEHHOIo MpenapaTa, BbISBIIEHHbIX NMOOOYHbLIX AENCTBUSIX,
HeXenaTernbHbIX peakumnsx NpyM NPUMEHEHUN FTEKaPCTBEHHOIO npenapaTta U yBegoMSeT 06 3TOM B 3MEKTPOHHOM chopme
Wnn NUCbMEHHOW dropMe (Ha OyMakHOM HOcuTene) aepxarens wunu Bnagenbla perycTpauyoHHOrO y4OCTOBEPEHUS
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NeKapcTBeHHOro npenapara (Mnv YMonHOMOYEHHOe WM [pyroe lpuaMyeckoe IWLO), a Takke aepxarenen unm
BNafenbLeB pPerMcTpauMoHHbIX YOOCTOBEPEHUN FEKAPCTBEHHbLIX NpenapatoB (MM YNOMHOMOYEHHbIX UMK APYInX
HOPUANYECKNX NULL), KOTOPbIE ABNSAOTCS B3aMMO3aMeEHSEMbIMA.

(YacTb pononHuTenbHo BktoveHa ¢ 1 mapta 2020 roga PepepanbHbiM 3akoHoM oT 27 aekabpsa 2019 roga N 475-
D3)

1 5. [depxatene wunu Brageney, perMcTpauuoHHOrO YAOCTOBEPEHWUS JEKapCTBEHHOro npenapata, a Takke
Jepxatenu unmn Brnagenblbl perMcTpauoHHbIX yA0CTOBEPEHUI NEKAPCTBEHHbIX NpenapaTtoB (U yNorHOMOYEHHbIE MU
Opyrve ropuandeckne nuua), Kotopble SIBNSAOTCS B3auMO3aMeHsieMbiMK, 00si3aHbl MpeacTaBuTb B YMONHOMOYEHHbIN
depeparnbHbIi OpraH UCNOMHUTENBHOM BNacTW 3asBfeHUs O BHECEHUM U3MEHEHWI B AOKYMEHTbI, COAepXallinecs B
PErMCTPaLMOHHBIX OOCbE Ha 3aperucTpupoBaHHbIE JEKapCTBEHHbIE MpenapaTtbl ANA MEOUUMHCKOrO MPUMEHEHUs, B
OTHOLUEHUN CBEAEHWUW, YKa3aHHbIX B WMHCTPYKUMW MO MEAULMHCKOMY MPUMEHEHMIO J1EeKapCTBEHHbLIX MpenapaToB, B
TeYeHne copoka pabounx gHEN CO OHS pa3MeLLEeHUs YNONMHOMOYEHHbIM dbeaeparnbHbIM OPraHOM UCMOSTHUTENBHOW BriacTy
MHdOopMaL MK, ykazaHHOM B 4acTu 1 4 HacTosilen ctatbu. [JaHHoe TpeboBaHMe He pachnpoCTpaHsSIETCs Ha criyvau
BHECEHUSI B MHCTPYKLUUIO MO MEOMLMHCKOMY MPUMEHEHUIO JTEKAPCTBEHHOIO npenapara M3MEHEHWI B OTHOLLEHMM HOBbIX
nokasaHvin Ansi NPUMEHEHNs eKkapCTBEHHOro npenapara Ha OCHOBaHWUKM pe3yNbTaToB COOTBETCTBYIOLLMX NCCNEAO0BaHWUNA.

(Hactb pononnuTenbHo BkMtoyeHa ¢ 1 mapta 2020 roga ®epepanbHbiM 3akoHOM oT 27 gekabpsa 2019 roga N 475-
3)

2. OkcnepTusa NeKapcTBEHHbIX CPEACTB B YacTW 3KCMepTWU3bl kadecTBa IEKapCcTBEHHOro cpeactsa M (Mnu)
9KCMEPTM3bl OTHOLLEHUS OXUOAEMOMN TMONb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI NEKAapCTBEHHOrO npenapaTta Ans
MEOWLMHCKOTO MPUMEHEHUs] MPOBOAUTCA B CllyYae BHECEHWS W3MEHEHW B [OKYMEHTbl, cogepxalimecs B
PEerucTpaunoHHOM OCbE Ha 3aperMcTPUPOBAHHbIN NEKAapPCTBEHHBIN Npenapart, B OTHOLLIEHUM:

1) CBeOEHWiA, yKka3aHHbIX B MHCTPYKLMUM MO MEAULMHCKOMY MPUMEHEHMIO NEKapCTBEHHOMO Npenapara:

a) nekapcTBeHHasi (bopMa C ykasaHWeM HaVMEHOBaHUI U KONUYMECTBEHHONO COCTaBa AEWCTBYHOLUMX BELLECTB U
Ka4yeCTBEHHOro cocTaBa BCrnoMoraTefbHbIX BeLecTB (Mpy HeobXoaUMOCTU KONMYECTBEHHOMO COCTaBa BCMOMOraTeNbHbIX

BELLECTB);

6) cdbapmakoguHamMMKa U bapMaKoKMHETUKA (3a UCKIOYEHNEeM (hapMaKOKUHETMKLA FOMEONaTUYECKUX NEKapCTBEHHbIX
npenapaToB W pacTUTENbHbIX FIEKAPCTBEHHbLIX NPenapaToB);

B) nokasaHus Anst NPUMEHEHs;

r) NPOTMBONOKa3aHWs A5s NPUMEHEHUS!;

4) Mepbl NPeaoCcTOPOXKHOCTU MPY NMPUMEHEHUU;

€) YyKasaHne BO3MOXHOCTM W OCOBEHHOCTEN MPUMEHEHUs1 JeKapCTBEHHOro npenapata Ans MeaWUUMHCKOro
NpUMEHEHVs BepeMEHHBIMU JKEHLLMHAMW, >XEHLLUMHAMWU B Nepuod TPYAHOTO BCKapMIVBaHWS, AETbMWU, B3POCIbIMU,

MMEeR LWL MMN XPOHUYEeCKne 3aboneBaHus;

XK) pPEeXuMM 0O3MPOBaHKS, Cnocobbl BBEAEHUS U MPUMEHEHMS, NP HEOBXOOMMOCTM BPEMs Mpuema fekapCTBEHHOro
npenapaTa, NPOAOIKMTENIbHOCTb JIEYEHNs, B TOM YuCTie y AETEN 4O M NOCIe O4HOMo roaa;

3) BO3MOXHbIe MOGOYHbIE AENCTBUS U HexenaTesbHble peakumm Npy NPUMEHEHUN NIeKapCTBEHHOIO NpenapaTa;
1) CUMMTOMbI NEPESO3VPOBKA, MEPbI MO OKa3aHMI0 MOMOLLM NPpU Nepeo3VpPOBKE;

K) B3ayMOAENCTBME C APYTMMM NTEKapCTBEHHLIMU Npenapatamu U (Mnu) NULLEBLIMA NPOAYKTaMu;

1) chopMbl BhiMyCka NekapcTBEHHOrO npenapara;

M) ykaszaHue (Mpu HeoBxoaAMMOCTUN) OCOBEHHOCTEN AENCTBMS NIeKapCTBEHHOTO npenapara npu nepsoM npueme wUnm
npv ero oTMeHe;

H) cBeaeHna O BO3MOXHOM BJTUAHUW NeKapCTBEHHOro npenapara and mMeauumnHCKOro npuMeHeHua Ha CNOCOBHOCTb
ynpaBlATb TPAHCMNOPTHbLIMKU CpeacTBaMnN, MEXaHU3MaMWU,

O) CPOK roAHOCTU N YKa3aHue Ha 3anpeTt npuMeHeHusa nekapCcTBeHHOro npenapara no NCte4eHmnn Cpoka roqHoCTu;
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M) YCrOBUS! XpaHeH!s;

p) YCrOBUS OTMYCKa;

2) cocTaBa fekapCTBEHHOrO NMpenapaTta Ans MEAULIMHCKOrO NPUMEHEHUS;

3) nsmeHeHVss MecTa Npou3BOACTBA NEKapCTBEHHOIO npenapata Ans MeauuUHCKOro NpuMeHeHs;

4) N3MEHEHNs1 nokasaTenen kadecTesa J1eKapCTBEHHOro npenapara anda MmeguuymnHCKoro npuMeHeHna n (I/IJ'II/I) METOO0B
KOHTpPOJ1A Ka4yeCTBa J1IeKapCTBEHHOIO npenaparta and MeguumHCKOro npuMeHeHu4;

5) 3MeHeHus1 cpoka rogHOCTU FIeKapCTBEHHOrO npenapaTa Afisk MeAULUHCKOTO NPUMEHEHMST;

6) cBedeHWn O HeoOXOOMMOCTW BHECEHUS] MHbLIX M3MEHEHWA B WMHCTPYKUMIO MO MEOMLMHCKOMY MPUMEHEHUIO
NeKkapcTBEHHOTO npenapata, a Takke B WHble [OOKYMEHTbl, COAepXaluecss B pPerucTpauyMoHHOM [OCbe Ha
3aperMcTpuUpoBaHHbIN  NEKapCTBEHHbIN npenapaTt. [lpu 3TOM pelleHne O MpPOBEeOeHUM 3SKCMepTUsbl KadvecTBa
NeKapCcTBEHHbIX CPeACcTB U (MnM) 3KCMEPTU3bl OTHOLUEHMSI OXMOAeMOW MoMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
NeKkapCcTBEHHOTO Mpenapata [Ans MEOWUMWHCKOTO MPUMEHEHUSI MPUHUMAETCA B COOTBETCTBUM C  YTBEPXKOEHHOMN
YMNOMTHOMOYEHHbIM  (bedepanbHbIM  OpPraHOM  WCMOMHUTENBHOM BNacTyM  Knaccudpukaumen M3MEHeHW, BHOCUMBLIX B
[OKYMEHTbI, COOepKalLMecsi B PErMcTpaumoHHOM JOChE Ha 3aperMcTpUpPOBaHHbIV eKapCTBEHHbIV Npenapar.

(Yactb B pemakumn, BBeaeHHon B gencteue ¢ 1 aHBaps 2016 roga ®eneparnbHbiM 3akoHOM OT 22 aekabps 2014
roga N 429-03. - CM. npebiayLLyo pegakumio)

3. 3agaBuTtenb BnNpaBe NpeacTaBuUTb MO COOCTBEHHOWN MHMLMATUBE BMECTE C 3asiBNIEHNEM O BHECEHUW U3MEHEHUN B
OOKYMEHTbI, cofepXaluMecs B PerucTpauMoHHOM [OCbe Ha 3aperncTpupoBaHHbIN NEKapCTBEHHLIW npenapaTr Ans
MELMLMHCKOro NPMMEHEHNS, KOMUM JOKYMEHTOB, MOATBEPXAAoLLMX YNnaTy rocyaapCTBEHHOW MOLWSMHbI 38 BHECEHME B
OOKYMEHTbI, cofepXaluMecs B perucTpauMoHHOM [OCbe Ha 3aperncTpupoBaHHbIN NEKapCTBEHHLIM npenapaTr Ans
MEAMLMHCKOrO MPUMEHEHUS, U3MEHEHWI, TPebyroLMX MPOBEAEHMS 3KCMepTU3bl feKapCTBEHHbIX CPeACTB B 4acTu
3KCNEepTM3bl Ka4ecTBa NEKapCTBEHHOTO cpeacTsa M (MNK) IKCNEepPTM3bl OTHOLLEHUS OXMAAEMOWN MOMNb3bl K BO3MOXHOMY
pUCKy MPYMEHEHUSI NEeKapCTBEHHOro Mnpenaparta Afs MEeAMLMHCKOro MpUMEHEHUsi, rocy4apCTBEHHOW MOLUfMHbI 3a
BHECEHWe B JOKYMEHTbI, COAepXaLlMecs B perMcTpaLlMoHHOM JOCbe Ha 3aperncTpuMpoBaHHbIN fekapCcTBEHHbIN npenapar
AN MeQULMHCKOTO MPUMEHEHWS, U3MEHEHWn, He TpebytoLmMx NpoBeaeHUss 3KCMepTusbl NeKapCTBEHHOTO cCpeacTBa, a
Takke BblgaBaemMble (NpegocTaBnsgemble) YMONTHOMOYEHHbIMU heaepanbHbIMM  OpraHamMm UCMOMHUTENBbHON BRacTu
OOKyMeHTbl (CBegeHus), ykasaHHble B 4vacTax 1_1 u 1_2 HacToswewn crtatbu. B cnyyae ux HenpeactaBneHus
YNOMHOMOYEHHbIV heaeparnbHbiil OpraH UCMOMHUTENBbHOM BNAcTU 3anpalluBaeT yKasaHHble OOKYMEHTbl (CBegeHus) B
nopsigke MexXsegoMCTBEHHOro MHPOPMAaLMOHHOro B3aMOAENCTBUS.

(YacTb B pepakuun, BeegeHHon B gencteune ¢ 1 aHueapsa 2021 roga degepanbHbiM 3akoHOM OT 27 aekabpsa 2019
roga N 478-®3. - CM. npebiayLLyto pegakumto)

4. B TedeHune gecaTu paboumnx AHel co AHSA MOCTYMNNEeHUs] YKasaHHOro B YacTu 1 HacTosiwel cTaTby 3asBreHns u
HEeOOXOAMMbIX JOKYMEHTOB YMONTHOMOYEHHbI dbeaeparnbHblii opraH UCMONHUTENbHOW BacTuU:

1) NPOBOAMT MPOBEPKY MOMHOTbI M [AOCTOBEPHOCTW CBEOEHWUM, COAePXKalLUMXCA B MPeOCTaBIEHHbIX 3asBUTENEM
maTepvanax;

2) NPVYHMMaET pelleHWe O NMPOBEAEHUM YKasaHHbIX B YacTu 2 HacTosIEN CTaTbW COOTBETCTBYHOLLUMX 3KCMEPTU3
nekapcTBEHHOro cpeacTsa uUnu ob oTkase B UX NPOBeaEHUM;

3) yBeOomnsieT B 3N1EKTPOHHOM UM MUCbMEHHOM hopMe 3asiBUTENST O MPUHATOM PELLEHUN UMK B Crlydae NpUHSTUS
peLleHns 00 oTkase B NPOBEAEHNM COOTBETCTBYHOLLEN IKCNEPTU3bI C YKa3aHNEM MPUYMH TaKoro oTkasa.

(MyHkT B pegakumn, BBegeHHon B gencteue ¢ 1 monsa 2015 roga ®egepanbHeiM 3akoHOM oT 22 aekabpsa 2014 roga
N 429-03. - CM. npeablgyLLyo pegakumio)

4 1. B cny4ae BbISIBIEHUST HEOOCTOBEPHOCTU CBEAEHWUA, COAEpXaWUXCA B MNpPeAcTaBlEeHHbIX 3asiBUTENeM
mMatepuanax, yMnOSIHOMOYEHHbIN dheaepanbHbIl OpraH WUCMOMHWUTENBHON BlacTVM HaMpaBnsieT 3asBUTEN0 3anpoc o6
YTOYHEHUN YKa3aHHbLIX CBeAeHWA. [JaHHbIA 3anpoc MOXET ObITb NepeaaH YNoNTHOMOYEHHOMY NpPencTaBUTENIO 3asiBUTENS
NUYHO MOf pPacnuCKy, HampaefieH MO Mo4YTe 3aka3HbIM MMCbMOM WNW nepedaH B 3MEeKTPOHHOW dopme no
TENEeKOMMYHMKaALMOHHBbIM KaHanam cBsa3u. B cnyyae HanpaBneHusi 4aHHOro 3anpoca Mo noyTe 3aka3HbiM MMCbMOM OH
CYNTAETCS MOSYyYEHHbIM MO UCTEYEHUN LLECTU OHEWN C AaTbl HAaNpaBNeHUs 3aKka3Horo NMcbma.

(YacTb gononHuTenbHo BkNtoYeHa PeneparnbHbiM 3akoHOM OT 25 Hos6pst 2013 roga N 317-93)

4 2. 3asButenb 0b6s13aH npeacTtaBnTb OTBET Ha 3anpoc ynosfIHOMOYEHHOro denepanbHOro opraHa MCNONHUTENbHOM
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BNacTu B CPOK, HE MPEBLILIAILLNA AEBAHOCTa paboynx OHEN CO OHA Nony4veHus gaHHoro 3anpoca. Cpok, yKa3aHHbIv B
yacTm 4 HacTosllen cTaTbW, NPUOCTAHaABIMBAETCS CO AHS HanpaBfieHWs 3asBUTENIO 3anpoca YMNoSIHOMOYEHHOro
denepanbHOro opraHa MCMONMHUTENBHOW BlacTy A0 OHS MONYYEHWs UM OTBETA Ha JaHHbIA 3arnpoc M HE YYUTbIBAETCS
NpY UCHUCHIEHUN CPOKa NPUHATUSA PeLUEeHNs] O BHECEHUM U3MEHEHUA B AOKYMEHTbI, cogepXalimecs B perncTpaluoHHOM
[0Cbe Ha 3aperMcTpMpoBaHHbIV NIEKAPCTBEHHLIN NpenapaT Ans MeaMUMHCKOTO NMPUMEHEHMUS.

(YacTb gononHutensHo BKtoveHa depepanbHbiM 3akoHOM OT 25 Hosiopst 2013 roga N 317-93)

5. OcHoBaHMEM ONsA OTKasa B MNPOBEOEHWMU YKasaHHbIX B 4YacTW 2 HACTOsILLEN CTaTbW 3KCNEpTU3 SBMSIETCA
npenctaBneHne [OOKYMEHTOB, MepevucrnieHHblx B 4YacTax 1 u 3 HacToswen crtatbl, B HENofHOM obbeme,
HenpeacTaBneHve 3asBUTENEM B YCTaHOBIEHHbIA CPOK OTBETA Ha YKa3aHHbIN B YacTu 4 1 HacTosLen cTaTbn 3anpoc
YNOMHOMOYEHHOrO befepanbHOro OpraHa WCMNOMHUTENBHOM BNacTW, a Takke OTCYTCTBME B MNpeacTaBlEeHHbIX
[OKYMEHTax [OCTaTOuYHbIX CBEOEHWI, MNOATBepXAalLwWwmnx HeOoOXOAMMOCTb BHECEHWUS WM3MEHEHWI, WM OTCyTCTBUE
nHdOopMaL MKW, NoATBEpXAaroLWwen akT ynnatbl rocy4apCTBEHHbIX MOLWSNH, YKa3aHHbIX B YacTu 3 HAaCTOSILLEN CTaTbMy.

(YacTb B pepakumu, BBegeHHon B gevnicTBne PegepanbHbiM 3akoHOM oT 25 Hosa0ps 2013 rogpa N 317-93; B
pedakumn, BBeaeHHon B gencteme ¢ 1 nona 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabpsi 2014 roga N 429-93. -

Cm. NpedblayLlyo penakumio)

6. YKasaHHble B 4aCTM 2 HACTOsILLEN CTaTbM SKCMEPTU3bl NPOBOAATCA B MOpsigke, YCTaAHOBNEHHOM cTaTben 23
HacTosiwero denepanbHOro 3akoHa.

7. B cpok, He npeBbllalLWuii AeCATU pabounx AHEen CO OHS MOMyYeHWs 3aKioYeHWn KOMUCCUA IKCMEepTOB MO
pesynbTaTtamM YykasaHHbIX B 4YaCTW 2 HacTosWen cTaTbM SKCNEPTM3, YMNOMHOMOYEHHbIN dbedepanbHbii - opraH
WCMOJTHUTENbHOM BNacTu:

(AG3ay B pepakumn, BBeaeHHow B gencteure ¢ 1 nona 2015 roga ®epepanbHbiM 3akoHOM OT 22 aekabps 2014 roga
N 429-03. - CM. npeablayLLyo pegakumio)

1) NPUHMMAET peLleHne O BHECEHWN M3MEHEHWA B AOKYMEHTbI, COAepXaljuecs B PEerMcTpauuoHHOM [OChbe Ha
3apermcTpUpoBaHHbIN flekapCTBEHHbIV NpenapaTt Afs MEAULMHCKOro NMpUMEHEHUs, nnM ob OTkase BO BHECEHUM TaKux
M3MEHEHUI;

2) BHOCWT B roCyOapCTBEHHbI peecTp NeKapCTBEHHbIX CPEACTB HAa OCHOBAHWUM PELLEHNS] O BHECEHWUN U3MEHEHWIA B
OOKYMEeHTbI, copepXallMecsi B PermcTpauMoHHOM [OCbe Ha 3aperMcTpypoBaHHbIV NEKapCTBEHHbIM MpenapaTt Ans
MEOULIMHCKOIO NPUMEHEHNS!, HeobXoaVMble 3MEHEHWS 1 BO3BPALLAeT VX 3asiBUTENIO;

3) BblOaeT 3asaBMTEN0 HOBOE PErMCTpaLMOHHOE YOOCTOBEPEHME NekapCTBEHHOro npenapara B Criyyae M3MeHeHus
CBEeAeHU, coaepXaLluxcs B HEM.
(MyHkT gononHuTensHo BkMtoyeH ¢ 1 uong 2015 roga PegepanbHbiM 3akoHOM OT 22 fekabps 2014 roga N 429-93)

8. OcHoBaHVeM ANns 0TKa3a BO BHECEHUM U3MEHEHWIA B [JOKYMEHTbI, codepXalluecs B perucTpauyoHHOM OoCke Ha
3apPErMcTPUPOBaHHbIN  NEKApCTBEHHbIM  Mpenapat  Ans  MeOMUMHCKOTO  MPUMEHEHWS, SIBISIETCA  3aKtoveHue
YNONMHOMOYEHHOro cheepanbHOro opraHa UCMOMHUTENBHOM BIAcTU O BO3MOXHOCTU CHUXEHUS 6e30MacHOCTU, KaYecTBa,
3(hHEKTUBHOCTM NEKAPCTBEHHOIO CPeACTBa B Crlyvae BHECEHUS TaKUX U3MEHEHWIA.

9. [onyckaerca obpalleHne nekapCTBEHHbIX MpenapaToB AMfs MEQUUMHCKOrO NMPUMEHEHMS OO UCTEYEHUss cpoka
rogHOCTUW, NPOU3BEAEHHbIX B TEHEHNE CTa BOCbMUAECATU AHEN Nocne AaThl NPUHATUSA YNIONMHOMOYEHHbIM dhefepanbHbIM
OpraHoM UCMOSHUTENBHON BRAcTh peLleHns O BHECEHUN U3MEHEHWI B JOKYMEHTbI, COAepXKallMecs B perncTpauioHHOM
[ocbe, B COOTBETCTBMU C MHAOPMaUVEN, codepXallencsl B JOKYMEHTaxX perMcTpaumoHHOro Aocbe Ha NeKkapCTBEHHbIN
npenapar 4o AaTbl NPUHATUS TAKOro PeLLIEHMS.

(YacTb B pegakuum, BBegeHHown B gevicteme ¢ 1 nons 2015 roga ®enepanbHeiM 3akoHOM oT 22 aekabps 2014 roga
N 429-03. - Cm. npeabigyLLyo penakumio)

KommeHTapun k ctatbe 30

CrtaTbs 31. BHeceHue n3aMeHeHU B JOKYMEHTbI, coAepKalumecs B permcTpauMoHHOM AoChe Ha
3aperMcTpMpoBaHHbIN NIeKapCTBEHHbIN NpenapaT Ansl BeTepUHapHOro NpMMeHeHus

1. B uensax BHECEeHMs W3MEHeHWn B [OKYMEHTbl, cogepxalimecs B perucTpauMoHHOM [JOoCbe Ha
3aperncTpupoBaHHbLIN  NEKapCTBEHHBIN MNpenapar  Ofis BETEPUHApPHOTO TMPUMEHEHUd, OepXaTernb Wunu  Briagerey
perncTpaumoHHOro yAOCTOBEPEHUS feKapCTBEHHOro npenapara unm yrnonHOMOYEHHOE UM [pYyroe lopuandeckoe nuuo
(nanee B HacTosdwWen cTaTbe - 3asBUTENb) NPeacTaBnseT B YNONHOMOYEHHbIV befepanbHbli OpraH UCMOMHUTENbHON
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BNacTK 3asBfEHNE O BHECEHUN TaKMX N3MEHEHNI MO HOPME, YCTAHOBNEHHON YNOMHOMOYEHHBIM (heaepanbHbIM OpraHoM
WCMOSMHUTENBHON BMacTW, WU npunaraemMble K HEMY MW3MEHEHUS B YyKasaHHble [AOKYMEHTbl, a Takke [OOKYMEHTbI,
nogTeepxgarolume HeoOXOAMMOCTb BHECEHUs TakMX W3MEHeHWA. [lpy HeoGXOAMMOCTU BHECEHUsI W3MEHEHWUA B
OOKYMEHTbI, cogepXaliMecs B pPerncTpauuoHHOM [A0Cbe Ha 3aperMcTpUpOBaHHbLIN FEKapCTBEHHLIN npenapart ans
BETEPUHAPHOTO NPUMEHEHNS, B CNyYasiX M3MEHEHUS U (M) JONONTHEHUSA NMPOM3BOACTBEHHONM NITOLLAAKN NEKAPCTBEHHOMO
cpeacTBa, a Takke U3MEHEHMs1 nokasaTernen kadyecTBa JieKapCTBEHHOro npenapata A9 BETEPUHAPHOTO NMPUMEHEHUS U
(V) MEeTOQOB KOHTPOMS KayecTBa feKapCTBEHHOro npenapata [Afs BETEPUHAPHOrO MPUMEHEHWS 3asiBUTENb
OONONHUTENbHO NpeaCTaBNseT B YMOSIHOMOYEHHbIM doedeparnbHbli OpraH WCMOMHUTENBHOW BRacTu cnegyolime
OOKYMEHTbI (CBefeHus):

(AG3au B pegakuum, BBegeHHon B genctene ¢ 1 aHBapsa 2021 roga ®epnepanbHbiM 3akoHOM oT 27 aekabpsa 2019
roga N 478-®3. - CMm. npegbigyLLyto pegakumio)

1) cBegeHus o gate NpegoCTaBlEHVS M PETNCTPALMOHHOM HOMEpPE NULIEH3UM HA MPOM3BOACTBO JIEKAPCTBEHHbIX
CPeAcCTB, NpeaoCTaBMNEHHONW NPOU3BOAUTENIO JIEKApPCTBEHHOro npenapaTta [Afisi BETEPUHAPHOrO MNPUMEHEHWs, Ons
POCCUNCKNX NPOU3BOAUTENEN;

(MyHKT B pepakumun, BBeAeHHoW B aenctBue ¢ 1 aHBapsa 2021 roga PepepanbHbiv 3akoHOM OT 27 aekabpsa 2019
roga N 478-®3. - CMm. npegbigyLLyto pegakumio)

2) cBegeHus 0 garte NpefgocTaBiieHVs U PErnCTPaLMOHHOM HOMEpPE JIULIEH3UM Ha MPOU3BOACTBO JIEKAPCTBEHHbIX
CPeAcTB, NPeAOCTaBIIEHHOW MPOU3BOAUTEND hapmaleBTUHeckon cybctaHummn, Bxodsien B COCTaB NeKapCTBEHHOrO
npenapara Ansg BeTEPUHAPHOrO NPUMEHEHWS, A1 POCCUACKUX NPOU3BOAMUTENEN;

(MyHkT B pepakummn, BBegeHHon B aevicteue ¢ 1 aHBapsa 2021 roga PenepanbHbIM 3akoHOM OT 27 aekabps 2019
roga N 478-®3. - CM. npedbiayLLyo peaakumio)

3) Konna  OOKyMeHTa, BblAAHHOMO  YMNOJTHOMOYEHHbIM OpraHoM CTpaHbl npou3BoauTena Aand Kaxkgomn
I'IpOVI3BO,D,CTBeHHOIZ nrowaakn JnekapCcTBeHHOro rnpenapara anda BEeTEepuHapHOro npuMeHeHna W nopatBepXxgarolero
COOTBETCTBME npounsBoguUTend JekapCTBEHHOro npenapara Tpe6OBaHI/I$|M npasun Haanexatiemn I'IpOI/I3BOﬂ,CTBeHHOl7I
NPaKTUKN, N ero nepeson Ha pyCCKVIVI A3blK, 3aBepeHHble B YCTaHOBJIEHHOM NOpdAAkKe, a Takke KONua 3aKni4YeHud O
COOTBETCTBUM TMPOU3BOAUTENA J1eKapCTBEHHbIX CpencTs TpeﬁoBaHl/IFlM npasun Hagnexatlen I'IpOI/I3BOﬂ,CTBeHHOl7I
MPaKTUKN, Bbla@HHOIo  yNnoJfIHOMOY€HHbIM d)en,epaanblM opraHom WUCMNOSMHUTENBbHON  BRacTuU  ANs  KaXxOoomn
I'IpOVI3BOD,CTBeHHOI7I nrowaakn nekapCTtBeHHOro npenapara anAa BeTepuHapHOro npuMeHeHus, nubo Kornus peweHnda o
nposegeHnn MHCNEeKTMpoBaHUA npounsBoauTena JNekapCTBEHHbIX CpeacTB, NPUHATONO YNOfTHOMOYEHHbIM d)en,epaanblM
opraHom WUCMONHUTENBHOM BMacTu AN Kakoomn I'IpOI/I3BO,EI,CTBeHHOIZ nrnowaak nekapCTBEeHHOro npenapara annsa
BeTepnHapHOro npMMeHeHus. YkasaHHble OOKYMEHTbI NpeacTaBnAaAloTCA B Cllydae, eCcli npon3BoACcTBO JIEKapCTBEHHOIo
npenapara ana BeTepuHapHOro rnpuMeHeHna oCyLLeCTBNAETCA 3a npenenamm Poccuitckon Cbep,epau,vm;

4) Konusi [OOKYMEHTa, BbIOAHHOMO YMNOMHOMOYEHHBIM OpraHoM CTpaHbl npou3BoauTens dapmaueBTU4eckomn
cybcTaHuMn 1 noaTBEPXKOaoLLEro COOTBETCTBME NPOM3BOAMTENSA hapMaLeBTUYECKON CybCTaHL MK, BXOOSLLEN B COCTaB
NEeKapCTBEHHOro npenapata A BETEPMHAPHOrO NPUMEHEHWs1, TpeboBaHMAM MpaBun Hagnexawen nponsBonCcTBEHHON
NPaKTUKK, U ero NnepeBOod Ha PYCCKUMA A3blK, 3aBEPEHHblIe B YCTAHOBIIEHHOM MOpsiAKe, B Cryyae, ecnu npousBOLCTBO
dhapmaLreBTUHeCKON cybcTaHuum ocyLecTBnseTca 3a npegenamu Poccunckon egepaumn.

(YacTb B pepakumn, BBeaeHHon B gencTteme ¢ 15 uoHa 2018 roga PeaepanbHbiv 3akoHoM oT 4 mioHA 2018 roga N
140-®3. - CMm. npeabigyLLyo pegakumio)

1. 1. B cnyyae wuameHeHns u (Mnn) [OMOMHEHWMS MPOM3BOACTBEHHOW MNIOWAAKM FfekapCTBEHHOTO CpeacTsa
[OOKYMEHTbI, yKa3aHHble B 4acTu 1 HacTosILLEN cTaTbW, NpeacTaBNAlTCs 3asdBUTENEM B OTHOLLEHWUN N3MEHSIEMON U (1nK)
[OMONHAEMON MPOU3BOACTBEHHOM NIOLLIAAKA TNEKAapCTBEHHOro cpeacTBa. PelleHne 0 BHECEHUW WU3MEHEHUIA B
[OKYMEHTbI, COAepXallnueca B PermcTpauvoHHOM [OCbe Ha 3aperncTpupOoBaHHbIA JFIEKapCTBEHHbI NpenapaTr Aans
BETEPVHAPHOrO MPUMEHEHUSI, UNKU 00 OTKase B WX BHECEHWM MPUHUMAETCS B Crlyvyae HeoOGXoAMMOCTU MpOBEAEHMS
3KCNepTU3bl NlekapCTBEHHOIO CPEACTBa B CPOK, HE MpeBbILLAILWUA AeBAHOCTa paboumnx AHEN, a B OCTarbHbIX CIly4asx B
CPOK, He MpeBblaLWMA TpUaLaTn pabounmx AHEW €O AHS MPUHATMS YNONMHOMOYEHHbIM dedeparnbHbIM  OpraHoM
WCMNONMHUTENbHOM BNacTu 3asiBeHNst O BHECEHUW TaKUX NU3MEHEHWIA.

(YacTtb gononHutenbHo BktoveHa ¢ 15 noHa 2018 roga ®egepanbHbiv 3akoHoM OT 4 uoHs 2018 roga N 140-93)

1 2. B cnyyae peopraHv3auum gepxatensd wunu Bnagenbla perucTpaumoHHONO yOOCTOBEPEHUS JIEKAPCTBEHHOIO
npenapata ONs BETEPVHAPHOr0 MPUMMEHEHWs, pa3paboTynka wnn MNpPoM3BOAUTENST JIEKAPCTBEHHOrO npenapaTta Ans
BETEPUHAPHOIO MPUMEHEHUS] B 3aSBIIEHNM O BHECEHWM U3MEHEHWN B OOKYMEHTbI, COAEpXaLlnecs B pPerncTpaloHHOM
JOoCbe Ha 3aperMcTpUpOBaHHBIN NEKApCTBEHHLIN npenapat ANs BETEPUHAPHOro MPUMEHEHWs, YKasblBalTCA OaHHble
OOKyMeHTa, noATBepXaarlollero BHECEHMEe COOTBETCTBYHOLUMX M3MEHeHUn B EAWHBIA rocyfapCTBEHHbIM  peecTp
ropuandecknx nuy (ANsS opraHv3auun, 3apermcTpupoBaHHbIX Ha Tepputopum Poccuiickon ®degepaunm), vnm UMHOTO
OOKYMEHTa, MOOTBEPKOAIOLLENO peopraHM3aumio IpMgM4eckoro nuua (4ns opraHusauui, He 3apermcTpupoBaHHbLIX Ha
Tepputopun Poccuiickon Pepepaumm). 3asdBrieHne O BHECEHUM W3MEHEHUWA B [OKYMEHTbl, coaepxawuecs B
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perMcTpaumoHHOM [OCbe Ha 3aperncTpupoBaHHbI NEeKapCTBEHHbIM npenapaTt Afsi BETEPUHAPHOro MPUMEHEHUS, ©
npunaraemble K HeMy 0OKYMEHTbI NMPEACTaBMNATCSA B YNOMHOMOYEHHbIA dhefeparnbHbIi OpraH UCNOMHUTENBHON BracTu
He no3gHee 4YeM u4epe3 TpuauaTb paboyuMx AHEW CO [OHS BHECEHWSI COOTBETCTBYIOLLMX WM3MEHEHUA B EaWHbIN
rocyqapCTBEHHbIA PEECTP HpUOUYECKUX NUL, (AN opraHu3auui, 3aperMcTpupoBaHHbIX Ha TeppuTopum Poccuiickon
depnepauum) Unu co AHA NPUHATUS COOTBETCTBYIOLLErO JOKYMEHTA, NOATBEPXKOAIOLLEr0 peopraHM3aumio LpUaNYECKoro
nuua (ansa opraHMsauuWin, He 3aperMcTpupoBaHHbIX Ha TeppuTopun Poccuiickon denepauun). B cnyyae peopraHusaumm
aepxaTtens wnu Bnagenbla pPerMcTpalMoHHOTO YAOCTOBEPEHUSI NEKAPCTBEHHOrO MpenapaTta Ansi BETEPMHAPHOro
NMPMMEHEHMST 3asiBlIEHNE O BHECEHWU W3MEHEHWA B [OOKyMEHTbl, COAepXaljumecs B PerMcTpauuoHHOM [Jocbe Ha
3aperMcTpUpoBaHHbIN NEKAPCTBEHHbIA NpenapaT Ans BETEPUMHAPHOro MPUMEHEHWUsi, NOAAETCS OPUANYECKAM FMLIOM,
KOTOpPOMY B XO[€ peopraHu3aLmmn nepenaHo NpaBo BrageHnsi TakuM permcTpaLoHHbIM Y40CTOBEPEHNEM.

(Yactb gononHutensHo BktoveHa ¢ 13 aBrycta 2019 roga ®epepanbHbiM 3akoHOM OT 2 aBrycta 2019 roga N 297-
D3)

2. B cnyyae BHeceHuMsi W3MEHeHWA B [OOKYMEHTbl, COAepXalluecs B perncTpauuMoHHOM [OCbe Ha
3apEerMcTpPUPOBaHHbLIN NEKAPCTBEHHBIN NpenapaT Ans BETEPUHAPHOTO NMPUMEHEHWS!, B OTHOLLEHUM CBEAEHUN, YKa3aHHbIX
B nognyHkTax "e", "x", "k", "n", "H", "c", "X' nyHkta 7 yacTtu 3 ctatbu 17 HacTosLero ®eaepanbHOro 3akoHa, M3MEHEHUs
n (Mnn) JOMOMHEHWs MPOM3BOACTBEHHOW MIIOLAAKM NEeKapCTBEHHOrO CpeacTBa, a Takke B Criydae W3MEHeHWs
rnokasaTernen kayecTBa IEKAapCTBEHHOrO npenapata ANns BETEPUMHAPHOrO MpUMEHEHUss M (M) METOOOB KOHTPOIS
KadecTBa JEKApCTBEHHOIO Mpenapata Ans BETEPUHAPHOIO MPUMEHEHUs MPOBOAUTCS 3JKCMEpPTU3a JEeKapCTBEHHOMO
cpeacTBa AOnisi BETEPUMHAPHOrO MNpuUMeHeHus. B cnyyae HeobxogUMOCTW BHECEHUSI MHBLIX WU3MEHEHUA B [OOKYMEHTHI,
codepxalimecs B PerucTpaumoHHOM OOCbE Ha 3aperncTpypOBaHHbIA JIEKAPCTBEHHLIN Npenapat Ans BETEPUMHapHOro
NPUMEHEHWS], 3KCMepTM3a NekapCTBEHHOIO CPeACcTBa 411 BETePUHAPHOro NPUMEHEHUS] He MPOBOAUTCS.

(YacTb B pegakunm, BBegeHHow B aevicteue ¢ 1 aHBapsa 2015 roga PegepanbHbiM 3akoHOM OT 22 okTa6ps 2014 roga
N 313-93; B pegakunm, BBegeHHon B gericteume ¢ 1 nons 2015 rona ®egepanbHbiM 3akoHoM oT 22 aekabpst 2014 roga N
429-03. - CMm. nNpeablayLLyo pegakumio)

3. 3asBuTenb BNpaBe NpeacTaBUTb NO COOCTBEHHOW MHULMATUBE BMECTE C 3asiBIIEHNEM O BHECEHWUN U3MEHEHWI B
OOKYMEHTbI, CoAepXallMecs B pPEerMcTpauMoHHOM [OCbEe Ha 3aperncTpuMpOBaHHbIN JIEKAPCTBEHHLIA NpenapaTt Ans
BETEPUHAPHOIO MPUMEHEHUS], KOMUX AOKYMEHTOB, NOATBEPXAANLLMX YMNaTy rocyaapCTBEHHOM MOLWSNHBLI 32 BHECEHVE B
OOKYMEHTbI, CoAepXallMecs B PEerMcTpauMoHHOM [OCbEe Ha 3apervcTpUMpOBaHHbIN JNEKAPCTBEHHLIA npenapaTt Ans
BETEPUHAPHOIO MPUMEHEHUS, M3MEHEHWI, TpebyoLnX NPOBEAEHNS SKCMEPTU3bl NEKapCTBEHHOrO CpeacTBa, wnn
N3MEHEHU, He TPebyoLLMX NPOBEAEHNS 3KCNEPTM3bl JIEKAPCTBEHHOrO CcpeacTBa. B cnyyae HeobxoaMMoOCTU U3MEHEHMS
CBELEHWNIA, COAEpXaluxcsd B PErmcTpauMoHHOM YOOCTOBEPEHUM JIEKAPCTBEHHOro npenaparta Afis BETEpUHapPHOro
NPUMEHEHWS, C 3asiBMEHMEM, YKa3aHHbIM B 4acTu 1 HacTosilen cTaTbW, 3asiBATENb BMNpaBe MPeACTaBWUTb MO
COBCTBEHHON MHMUMATUBE KOMWIO OOKYMEHTa, MOATBEPXKOANOLLEro ynnaty rocygapCTBEHHOM MOWSMHLI 3a Bblgady
PErNCTPaLMOHHOIO YOOCTOBEPEHUS] NIEKAPCTBEHHOrO npenapaTta. 3asBuTenb BNpaBe NpeacTaBuTb MO COOCTBEHHON
WHMLMATMBE CBEOEHMS O NNLEH3USIX, YKaszaHHble B MyHKTax 1 m 2 yactu 1 HacTosien cTaTby, a TakKe BblgaBaemble
YMNOITHOMOYEHHBIMM dhedeparnbHbIMA OpraHaMn UCMOSHUTENBbHOM BRNacTy OOKYMEHTbI, YKa3aHHble B MyHKTe 3 yacTtu 1
HacTosiLen cTaTtbl. B cnyyae HenpeacTaBrneHusl ykasaHHbIX JOKYMEHTOB (CBeOEHMWI) YNOMHOMOYEHHbIM deaeparnbHbIn
opraH WCMOSIHUTENBbHON BNacTW 3anpallMBaeT YkasaHHble [OKYMEHTbl (CBEAEHMs) B Mopsiake MEXBEOOMCTBEHHOIO
VMHGOPMAaLMOHHOrO B3aMMOAENCTBUS.

(Hactb B pegakuun, BeegeHHon B gencteune ¢ 1 aHueapsa 2021 roga degepanbHbiM 3akoHOM OT 27 aekabpsa 2019
roga N 478-93. - CM. npegbigyLLyto pegakumio)

4. B cpok, He NpeBbiLLaLWNA AeCATU pabounx AHEN co OHA NOCTYNNEHNUs yKa3aHHOro B YacTu 1 HacTosLLei cTaTbu
3aABMeHUs1 N HEOBXOAMMBIX [JOKYMEHTOB, YNONTHOMOYEHHBIV dhefeparnbHbIiA OpraH UCMONHUTENbHON BNacTu:

1) NMPOBOAMT MPOBEPKY MOMHOTbI M AOCTOBEPHOCTW CBEOEHWUM, COAEPXKalLUMXCS B MPeOCTaBIEHHbIX 3asiBUTENEM
[OKYMEeHTaX;

2) NpMHMMAaET peLLEeHne O NpoBeaEeHUN IKCMEePTM3bl NEKAPCTBEHHOIO CPeACTBa AN BETEPMHAPHOIO NMPUMEHEHUST UK
00 oTKase B ee NpoBedeHuy;

3) yBegomnsieT B NMCbMEHHOM hopMe 3asiBUTENS O MPUHATOM PELLEHWN UMK B CIyYae NPUHATUS pelleHusi o6 oTkase
B NPOBEAEHUM 3KCMEepPTU3bl NEeKapCTBEHHOrO CpeacTBa AN BETEPUHAPHONO MPUMEHEHWST C yKa3aHWeM MPWYUMH Takoro
oTKasa.

4 1. B cnyyae BbiSIBNEHUS HEOOCTOBEPHOCTW U (UNM) HEOOCTAaTOMHOCTW CBEAEHWN, CoAepXalumxcs B
npeacTaBneHHbIX 3asiBUTENEM [JOKYMEHTax, YMOSIHOMOYEHHbIN defepanbHbiii  OpraH  WCMOMHUTENBHOW  BracTy
HanpaBnsieT 3asBUTENIO 3aMpoC 00 YTOUHEHWM YKa3aHHbIX CBEAEHMWIA. 3anpoc MOXET ObITb nepegaH yrnornHOMOYEHHOMY
npeacTaBuTENO 3asiBUTENS MNOA4 PacnucKy, HamnpasneH Mo noyvTe 3akasHbiM MUCbMOM WNW nepegaH B 3NeKTPOHHOM
dopMe MO TENEKOMMYHUKALMOHHLIM KaHanam cBA3W. B cryyae HanpaBneHust 3anpoca 06 YTOYHEHUM YKa3aHHbIX
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CBEAEHUI NO MoyTe 3aKa3HbIM MUCbMOM OH CHUTAETCS MOSTYYEHHBIM MO UCTEYEHWUM LIECTU AHEW C OaTbl HanpaBreHWs
3aKasHoro nucbmMa.
(YacTtb gononHutenbHo BktoveHa ¢ 15 noHa 2018 roga ®egepanbHbiv 3akoHoM OT 4 uoHa 2018 roga N 140-93)

4 2. 3agButenb 06513aH NpeacTaBMTb OTBET Ha 3anpoc YNOMHOMOYEHHOro heaepanbHOro opraHa UCMNOSTHUTENBHON
BNacTX B CPOK, HE NPEeBbILIALWLMIA AeBAHOCTA pabounx gHEN CO OHS NOrNyvYeHust AaHHoro 3anpoca. Cpoku, ykaszaHHbIe B
yactn 1_1 HacTosiel cTaTbW, NPUMOCTaHABNMBAKOTCHA CO AOHS HanpaBrieHWst 3asiBUTENIO 3anpoca YMnOoSIHOMOYEHHOrO
deneparnbHOro opraHa UCMONHUTENBLHOW BNacTu 40 AHSA MOMyYeHMs OTBETA Ha AaHHBIN 3anpoc U HE Y4YUTbIBAOTCS MpU
WCYNCIIEHNMN CPOKa MPUHATUSI PELUEHNST O BHECEHUM U3MEHEHWIA B [OKYMEHTbl, COAEPXallMecs B PermcTpauuoHHOM
[OCbe Ha 3aperncTpupoBaHHbIV NeKapCTBEHHbIN Npenapar Af1s1 BETEPUHAPHOIO NMPUMEHEHUS.

(Yactb pononHuTenbHO BktoveHa ¢ 15 moHa 2018 roga ®enepanbHbiM 3akoHoM OT 4 nioHsa 2018 roga N 140-93)

5. OcHoBaHveM Onist 0TKasa B NPOBEAEHNM SKCNEPTU3bI IeKapCTBEHHOrO CPEACTBA 4S5 BETEPMHAPHOIO NpUMEHEHUS
SBNSIETCA MNpeacTaBlieHMe OOKYMEHTOB, YKa3aHHbIX B 4acTaAx 1 M 3 HacToslen cTaTbW, B HEMOMHOM obbeme wnu
OTCYTCTBME B NPEACTAaBIIEHHbLIX OOKYMEHTax AOCTaTOYHbLIX CBEAEHW, MOATBEepXAarLmnx HeoOXOAMMOCTbL BHECEHMS
N3MeHeHun, NMbo HeNpeaCcTaBNeHNe 3asBUTENEM B YCTAHOBIEHHBIN CPOK OTBETA HA YKa3aHHbIN B YacTu 41 HacTosLen
CTaTbW 3anpoc yNorTHOMOYEHHOro doeepasibHOro opraHa UCMONHUTENbHOM BriacTu.

(YacTb B pegakumn, BBeaeHHon B genctere ¢ 15 uoHa 2018 roga PeanepanbHbiv 3akoHoM oT 4 mioHa 2018 roga N
140-93. - CM. NpeabioyLLyo pegakumio)

6. OkcnepTusa NekapCTBEHHOTO CpeacTBa AN BETEPUHAPHOrO MPUMEHEHUS B LIENSIX BHECEHWUS U3MEHEHUA B
[JOKYMEHTbI, COAEPXaLLMECs B PETUCTPALMOHHOM [OCb€ Ha 3aperMcTPUMPOBaHHbIA JIEeKapCTBEHHbIA MpenapaT Anst
BETEPUHAPHOTO MPUMEHEHUS, OCYLLECTBISIETCA B MOPSAKE, YCTaHOBIIEHHOM cTaTbeit 24 HacTosiwero deneparnbHOro
3aKoHa.

6_1. B cpok, He MpeBbIAKWNA OECATU pabounx OHEN CO OHSI MOSMyYEHUs] 3aKITHYEHMS KOMUCCUM SKCMEPTOB MO
pesynbrataM Yyka3aHHOM B 4acTM 2 HaCTOsLWEN CTaTbM SKCNEPTU3bl, YMOMHOMOYEHHBLIN dedeparnbHbIi - opraH
WCMOJTHUTENbHOM BNacTu:

(AG3ay, B pepakumn, BBeaeHHon B gevicteue ¢ 13 asrycta 2019 roga ®egepanbHbiM 3akoHOM OT 2 aBrycta 2019
roga N 297-®3. - CM. npedbiayLLyo pefakumio)

1) NPUHMMAET peLLUeHNEe O BHECEHWN M3MEHEHWA B [AOKYMEHTbl, COAEepXaljuecs B PerMcTpauuoHHOM [OChbe Ha
3aperMcTpuUpoBaHHbIN NIEKApPCTBEHHbIA NpenapaT Al BETePUHAPHOro NpUMeHeHus, nnn ob oTkaze BO BHECEHWUM TaKuX
M3MEHEHUI;

2) BHOCUT B rocyOdapCTBEHHbI peecTp NeKapcTBEHHbIX CPEACTB HAa OCHOBAHWUN PELLEHNS] O BHECEHUN U3MEHEHWIA B
OOKYMEHTbI, copepXallMecsi B PermcTpauMoHHOM [OCbe Ha 3aperMcTpypoBaHHbI NEKapCTBEHHbIM Mpenapat Ans
BETEPVHAPHOrO NPYMEHEHUs, HEOOXOAMMbIE U3MEHEHUSI U BO3BpaLLLaeT 3TW JOKYMEHTbI 3asiBUTENIO;

3) BblOaeT 3asBMTENO HOBOE PErMCTPaLMVOHHOE YOOCTOBEPEHUE NEKapCTBEHHOro rnpenaparta Afis BETEPUHAPHOro
NPUMEHEHMS B Cry4Yae HeobGXoAMMOCTU M3MEHEHWUSI CBELAEHWIA, COOEPXalUMXCA B HEM, C COXpaHEHMEM HOMeEpa paHee
BblaHHOIO PerMcTpaLMoHHOro yA0CTOBEPEHNS NTEKAPCTBEHHOIO Npenapara A5l BETEPUHAPHOIO NPUMEHEHMS.

(MyHkT pononHuteneHo BkNtoveH ¢ 13 aerycta 2019 roga ®egepanbHbiM 3akoHom OT 2 asrycta 2019 roga N 297-
D3)

(Hactb 6_1 gononHutenbHo BKItoYeHa ¢ 22 Hosbpsa 2014 roga PegepanbHbIM 3akoHOM OT 22 oktabps 2014 roga N
313-93)

6 2. B cnyyae BHeceHuMsi W3MEHEeHWA B [OOKYMEHTbl, cogepXallMecsi B pPerucTpauyMoHHOM [OCbe Ha
3apermcTpuUpoBaHHbIN NekapcTBEHHbIM npenapart Ans BETEPUHAPHOro NPUMEHEHUs, B YacTu, Kacarollencs N3MeHeHnst u
(vnn) JononHeHUst NPoOM3BOACTBEHHOW MIOLWAAKM NeKapCTBEHHOro npenapata, nNpyv NpeacTaBleHun 3asiBUTENEM B
COOTBETCTBUM C MYHKTOM 3 4YacTh 1 HaCTOsLLEeN CTaTbM KOMUWM PELIEHUsT YMONHOMOYEHHOrO dheaeparnbHOro opraHa
WCMOMHUTENLHOWM BracT O NPOBEAEHUN NHCMEKTUPOBAHMSA NPOU3BOAUTENS NeKapCTBEHHbIX CPEACTB CPOK, YKasdaHHLIA B
yactnm 6_1 HacToswen cTaTbM, MPUOCTAHABMMBAETCA CO OHA MOMYYEHUs] 3aKHOYEHUS KOMUCCUM IKCMEPTOB A0 OHSA
MPUHATUS YNONMHOMOYEHHbIM dbeeparnbHbIM OpraHOM MCMOSTHUTENBHOM BacTW pelleHnst O Bbligade unu ob oTkase B
BblAa4ye 3aKto4YeHMs] O COOTBETCTBUU MPON3BOAUTENSA NEKAPCTBEHHbLIX CPeacTB TpeboBaHMSM NpaBuIl Haasexallemn
NpPON3BOACTBEHHON MPaKTUKKN, HO He Bonee Yem Ha CTO BOCEMbAECAT pabounx gHEN.

(YacTtb gononHutensHo BktoveHa ¢ 15 noHsa 2018 roga ®egepanbHbiv 3akoHoM OT 4 uoHs 2018 roga N 140-93)

7. OcHoBaHMEM 1St OTKa3a BO BHECEHUU U3MEHEHWI B OOKYMEeHTbl, cogepXxalinecsd B permctpaumoHHOM AOCbe Ha
3apeI'VICTpMpOBaHHbIl7I J'IeKapCTBeHHbIVI npenapatr OnAa BETepUHapHOro npuMeHeHuda, B ClyYadx, He Tpe6y+ou.|,l/|x
npoBeneHna sKCcnepTusbl N1IeKapCcTBEHHOIo cpencTBa, ABNAETCA npeacTtaBlieHne OOKYMEHTOB, YKa3aHHbIX B HacTaAX 1n3
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HacTosILLEeN CTaTbW, B HEMOITHOM O6bemMe UM OTCYTCTBUE B NPeaCTaBlEHHbIX JOKYMEHTaxX CBEAEHUN, KOTOpbIE LOIMKHbI
ObITb B HMX OTpa)eHbl, MO0 HENPEACTaBMEHNE 3asBUTENEM B YCTAHOBIIEHHbLIA CPOK OTBETA Ha yKa3aHHbIA B YacTn 4 1
HacTosILLEeN CTaTbM 3anpoc YNOTHOMOYEHHOro hegepanbHOro opraHa UCMONMHUTENBHON BNacTu.

(YacTb B pepakumn, BBeaeHHon B genictere ¢ 15 uoHa 2018 roga PeaepanbHbiv 3akoHoM oT 4 mioHa 2018 roga N
140-®3. - Cm. npeabigyLyo pegakumio)

7_1. OcHoBaHMEM 118 OTKa3a BO BHECEHWUM U3MEHEHWUIA B AOKYMEHTbI, COAEPXKaLLMECs B PETUCTPaLMOHHOM JOCbE Ha
3aperncTpupoBaHHbIN NIEKapCTBEHHbINA Npenapar A5l BETEPUHAPHOIO NPUMEHEHUs, B cry4dasix, TpebyoLmnx nposegeHms
9KCMEepTU3bl  JIEKAPCTBEHHOrO CPEACTBa, SBMSETCA  3aKMYEHUEe  YMOSIHOMOYEHHOro  dhepepanbHoOro  opraHa
WCMONMHUTENLHOM BNacTM O BO3MOXHOCTU CHWkeHust 6e3onacHocTW, kadecTBa, 3(MEKTUBHOCTU NEKApCTBEHHOIO
npenaparta BCreacTBME BHECEHNSI UBMEHEHUI B YKa3aHHbIE JAOKYMEHTbI, OTKa3 yNOMHOMOYEHHOro dheepanbHOro opraHa
WCMOMHUTENbLHOM BNacTM B Bblgavye 3aklo4YyeHWst O COOTBETCTBUM MPOU3BOOUTENS JIEKAPCTBEHHBLIX CPEACTB
TpeboBaHUsIM NpaBwWn Haanexawenh MNpoM3BOACTBEHHON MPaKTUMKM B Crlydae W3MEHeHUs W (Mnv) OOMNOSHEHUs
NPON3BOACTBEHHON NMOLWAAKN JIeKAapCTBEHHOrO npenaparta, ecniv MPOM3BOACTBO JIEKAapCTBEHHOro npenapata s
BETEPMHAPHOIO MPUMEHEHMSI OCYLLECTBISieTCs 3a npepenamm Poccuiickon depepaumun, wnm OTCYTCTBME 3TOMO
3aKNoYeHns.

(YacTb gononHutensHo BKtoveHa ¢ 15 noHsa 2018 roga ®egepanbHbiv 3akoHoM OT 4 uoHs 2018 roga N 140-93)

8. [lonyckaetrcs obpalleHne nekapCTBEHHbIX NMpenapaTtoB Afsi BETEPMHAPHONO MPUMEHEHUS OO UCTEYEHWUs CpoKa
roAHOCTW, NPOU3BEAEHHBIX B TEHEHME CTa BOCbMUAECATW OHEN NOCHe AaTthbl NPUHATUS YNOMHOMOYEHHbIM dbeaeparnbHbIM
OpPraHoOM WUCMOSHUTENBHON BIACTU PELUEHNS O BHECEHUN M3MEHEHWI B JOKYMEHTbI, COAEPXKALLMECS B PErMCTPaLMOHHOM
Jocbe Ha JNeKkapCTBEHHLIN MpenapaT, B COOTBETCTBMM C WHopMauuen, copepXkallencs B OOKyMeHTax
PErMCTPaLMOHHOIO 4OChE Ha NEKAPCTBEHHbIN NpenapaT 40 AaTbl MPUHATUS TAKOTO PELLEHNS.

(YacTb B pegakumn, BBeaeHHow B genctere ¢ 1 nons 2015 roga PeanepanbHbiM 3akoHOM OT 22 aekabps 2014 roga
N 429-03. - CM. npeablayLLyo pegakumio)

KommeHTapuii k ctatbe 31

Cratbs 32. OTMeHa rocyaapCTBEHHOM perncTpauum ieKapcTBEHHOro npenapara

PelueHne o6 oTMeHe rocynapCTBEHHOW permcTpaumu NekapcTBEHHOrO npenapata U UCKIYEHUM NekapCcTBEHHOMo
npenapaTa 3 roCygapCTBEHHONO peecTpa JIEKAapCTBEHHbIX CPEeACTB MPUHMMAETCS YMOMHOMOYEHHbIM dheaeparnbHbIM
OpraHoM WCMOMNHUTENBLHON BNacTu B crnyYae:

1) npeacTaBneHuss COOTBETCTBYIOLUMM YMNOSTHOMOYEHHBIM bedepanbHblM  OpraHOM  WCMONHUTENBHOW BNacTy
3aKIMIOYEHNST O pUCKe UMM 06 yrpo3e 300pPOBbH, XKU3HM YEroBeKa UMW KUBOTHOMO MPY MPUMEHEHWUN NEeKapCTBEHHOro
npenaparta, NpeBblaoLLmMX ero 3¢pdeKTUBHOCTb, MO pe3ynbTaTtaM OCYLLECTBSIEMOrO UM MOHUTOPMHra 6e3omnacHoCTU
nekapcTBEHHOTO NMpenapara;

2) nogaun pepxatenem unu BragefbLeM PerMcTpauMoHHOro YOOCTOBEPEHMS JIEKApPCTBEHHOrO Mpenaparta unu
YNOMHOMOYEHHBIM UM APYIMM  IOpUOMYECKUM §ULOM  3asBfneHus o6 OTMeHe rocygapCTBEHHOM perncTpaumun
nekapcTBEHHOrO Npenapara;

(MyHkT B pegakumn, BBegeHHon B genctaue ¢ 1 monsa 2015 roga ®egepanbHbiM 3akoHOM OT 22 aekabpsa 2014 roga
N 429-03. - CM. npeabiayLLyo pegakumio)

3) HenoaTBepPXOEHUA roCyAapCTBEHHONW perncTpauuM nekapcTBEHHOro npenaparta Mo UCTEeYeHUM cpoka AeicTBUS
PerMcTpaLnoHHOr0 YA0CTOBEPEHUS], BbIAAHHOIO Ha NATb NET;

4) HenpencTaBreHNs 3asiBUTENEM MHGOpMaUMM, KOTOpas MOXET MOBriedb 3a Cobon HeoOXOAMMOCTb BHECEHWS
M3MEHEHU B [OKYMEHTbI, coAepXallnecss B PEermcTpaumoHHOM [JOCbe Ha 3aperncTpypOBaHHbIA JIEeKapCTBEHHLIN
npenapar, B Te4eHne TpuaLuaTn paboumnx gHeN co AHA HacTYNNEeHUs 3TUX USMEHEHWIA;

5) ocyuiecTBneHNs rocynapCTBEHHOW perMcTpaumMm nekapCTBEHHOro npenapata nog TOproBbiM HaVMEHOBaHWEM
3aperMcTpupoBaHHOIO paHee Mo 3TUM TOProBbIM HAMMEHOBaHMEM JEKApCTBEHHOrO Mpenapara, OTIMYaloLLerocs
Ka4eCTBEHHbIM COCTAaBOM JEVNCTBYHOLLNX BELLECTB;

(MyHkT B pegakummn, BBegeHHon B aevicteue ¢ 1 nona 2015 roga PenepanbHbIM 3akoHOM OT 22 aekabpsa 2014 roga
N 429-03. - CM. npeablayLLyo pegakumio)

6) OoCyLIEeCTBNeHUA rocyaapCTBEHHON perucTpalmM OQHOro M TOro Ke NeKapCTBEHHOro npenapaTta B OTHOLLEHWU
OQHOrO M TOrO e AepxaTens Wnv BnagenbLa perucTpaumoHHOro YAOCTOBEPEHNsI NeKapCTBEHHOro npenapara B Buae

BHumaHwe! [IokyMeHT ¢ M3MeHeHnsaMM 1 AoMonHeHnaMmM (Hoeasa peaakLms). O nocneayroLmx n3aMeHeHmsx cM. aprbik "OnepatmeHas uHdopmaums”
UC «TexskcnepT: 6 nokoneHne» VHpaHeT


javascript:;

06 obpalLeH nekapcTBEHHbIX CPEACTB (C M3MeHeHnaMU Ha 22 aekabpst 2020 roga) (pepakums, aeviceytoas ¢ 1 aHeapst 2021 roga) CipaHuua 60
®edeparbHbiti 3akoH om 12.04.2010 N 61-@3

OBYyX MU bonee J1eKapCTBEHHbIX NpenapartoB noa pas3fiMyHbiMU TOProBbiIMM HaMMEHOBaHUAMUA;

(MyHKT B pemakumm, BBegeHHon B gercteue ¢ 15 noHsa 2018 roga ®epepanbHbiM 3akoHoM OT 4 mioHs 2018 roga N
140-®3. - Cm. npeabigyLyo pegakumio)

7) BbIHECEHUS CYAOM PELLEHMS O HapyLLeHUN nNpaB npaBoobnagaTtenst 06bEKTOB MHTENNEKTYanbHOM COBCTBEHHOCTH
npu obpaLLeHn NekapCTBEHHbIX CPeaCTB;

8) oTcyTCTBUS NeKapCTBEHHOro npenapara B obpaweHn B Poccuitckon ®enepauum B TeveHne Tpex n Gonee ner;
(MyHKT gononHuTensHo BrNtoYeH ¢ 1 nonga 2015 roga ®egepanbHbiM 3akoHOM OT 22 aekabpsi 2014 roga N 429-93)

9) HEeBLINONHEHMS AepXaTeneM Unu BragenbuemM PerncTpauyoHHOro yaoCTOBEPEHUS] JIEKAPCTBEHHOIO npenaparta
nMéo  YyMONHOMOYEHHLIM UMW OPYIMMM  IOPUOMYECKUM  JIMLOM  MEpPOonpusiTui  no  obecnedeHnio  Ge3aonacHocTu
NeKapCTBEHHbIX MPEnapaToB, YCTAHOBIIEHHbIX YMOMHOMOYEHHbIM dhefeparibHbiM OpraHoOM WCMOMHWUTENbHOM BracTu B
COOTBETCTBMM C YacTamm 3 M 4 ctatbu 64 HacToswero ®denepanbHOro 3akoHa, B paMKkax OCYLLECTBEHUS
dapmakoHaa3opa;

(MyHKT gononHuTensHo BrNtodeH ¢ 1 nona 2015 roga PegepanbHbiM 3akoHOM 0T 22 aekadpsi 2014 roga N 429-93)

10) oTkasa pepxaTenss UnNu Bragenbla PerncTpPauuoHHOTO YAOCTOBEPEHWSI NEKapCTBEHHOro npenapaTta nnco
YMOMHOMOYEHHOTO MMM APYrOro HOPUAMYECKOTO NULA OT BHECEHWSI W3MEHEHWA B WHCTPYKUMIO MO MPUMEHEHMIO
NeKapCTBEHHOrO rpenaparta, KacarolMXCsl HOBbIX MOATBEPKAEHHLIX AAHHbIX O TOM, 4YTO PUCK MPUYUHEHVS Bpeda
3[0POBbIO YENOBEKA WM XUBOTHOIO BCMEACTBUE NpYeMa NekapCTBEHHOrO Npenapara rnpesblliaeT 3qMeKTUBHOCTE €ro
NPUMEHEHMSI.

(MyHkT gononHutensHo BktoyeH ¢ 1 uong 2015 roga PegepanbHbiM 3akoHOM OT 22 fekabps 2014 roga N 429-93)

C 1 anBapsa 2023 roga PenepanbHbiM 3akoHOM oT 27 gekabps 2019 roga N 475-03 crtatbsa 32 HacTosiLero
depepanbHOro 3akoHa bygeT gononHeHa nyHKTom 11.

KommeHTapuin k ctatbe 32

Cratbs 33. locygapcTBEHHbIN peecTp NeKapCTBEHHbIX CPeAcTB

1. TocynapCTBeHHbIi pPEecTp IeKapCTBEHHbIX CPEACTB COAEPXKMT MepevyeHb JeKapCTBEHHbIX MpenapaTos,
NpoLleaLnx FoCyAapCTBEHHYO PErMcTpaumio, MnepeveHb apMaLeBTUIECKUX cyOcTaHUMiA, BXOAsMX B COCTaB
nekapcTBEHHbIX MPenapaToB, U creayoLy MHGopMaLMLo:

1) B OTHOLLEHWMN NEKapCTBEHHbIX NPenapaTo.:

a) HavMeHOBaHWe IleKapCTBEHHOro npenapata (MeXayHapogHOe HenaTeHTOBaHHOe, WM rpynnMpPOBOYHOE, WIn
XUMUYECKOE N TOProBOE HAaMMEHOBaHWSA);

(MognyHKT B pemakuun, BBegeHHon B gencteune ¢ 1 nons 2015 roga PenepanbHbiv 3akoHOM OT 22 gekabps 2014
roga N 429-®3. - CM. npegbigyLLyto pegakumio)

©) nekapcTBeHHas doOpmMa C ykasaHMeM [OO3MPOBKM JIEKApPCTBEHHOrO npenapata W ero kKonudectsa B
noTpebnTenbCKON yMNakoBKe;

B) HauMeHOBaHWEe OepXaTens unu Brnagenbua perncTpauyMoHHOrO YAOCTOBEPEHUs NeKapCTBEHHOro npenapata u
CBEJEHUs1 O perucTpauum gepxaTtens unn Bragenbla perMcTpaumoHHOro YAOCTOBEPEHMS NIEKAPCTBEHHOMO Mpenapara
Ons MeQULMHCKOrO NPYMEHEHMs1 B Ka4eCTBE HanoronnartenbLiuka B CTpaHe permctpaunm (4nsi pPOCCUMCKMX KOpUONYEeCKNX
iy - ngeHTudmKaumMoHHbIi HomMep Hanoronnartenswmka (MHH), ons vHOCTpaHHbIX HOpUAMYMECKUX NWL, - CTpaHa
perucTpaunmM, HaumeHoBaHWE PerncTpUPYIOLLIErO opraHa, PerMcTpauuoHHbIN HOMep, Ko Hanoronnartesblivka B CTpaHe
perucTpauum (MHKopropaumm) ninm ero aHanor);

(MoanyHKT B pegakummn, BBeaeHHon B gencteme ¢ 1 uona 2015 roga PepepanbHbiM 3akoHOM OT 22 fekabps 2014
roga N 429-®3; B pegakumn, BBegeHHomn B Aenictene ¢ 1 aHBapsa 2018 rona deaepanbHbIM 3akoHOM OT 28 gekabpsa 2017
roga N 425-®3. - CM. npeabigyLuyto pegakumio)

I') HanmeHoBaHMe 1 agpec npon3BoAUTENA JIEKapCTBEHHOro npenapara n ceeaeHna o peructpauunm npomn3sognutend
JleKapCcTBeHHOro npenapara gnda MeauuuMHCKOro npuMeHeHua B Ka4decTBe Hanoronnartenbliuka B CTpaHe pernctpadum

BHumaHwe! [IokyMeHT ¢ M3MeHeHnsaMM 1 AoMonHeHnaMmM (Hoeasa peaakLms). O nocneayroLmx n3aMeHeHmsx cM. aprbik "OnepatmeHas uHdopmaums”
UC «TexskcnepT: 6 nokoneHne» VHpaHeT


javascript:;

06 obpalLeH nekapcTBEHHbIX CPEACTB (C M3MeHeHnaMU Ha 22 aekabpst 2020 roga) (pepakums, aeviceytoas ¢ 1 aHeapst 2021 roga) CipaHuua 61
®edeparbHbiti 3akoH om 12.04.2010 N 61-@3

(ONa poCCUMIACKUX OpUONYECKUX MWL, - UAEHTUMKALMOHHBIN HOoMep Hanoronnatenbwuka (MHH), ona mHocTpaHHbIX
HOPUANHECKNX MWL, - CTpaHa perncTpauun, HanMeHOBaHME PErMcTpUpyHoLLLEro OpraHa, PerMcTpauMOHHLIN HOMEP, Koz
HanoronnaTenbLLMKa B CTpaHe permctpauum (MHKopropaumm) nuim ero aHanor);

(MognyHKT B pegakuun, BBeaeHHon B gevicteue ¢ 1 siHBaps 2018 roga ®egeparnbHbiM 3akoHOM oT 28 aekabpsa 2017
roga N 425-®3. - CMm. npegbigyLLyto pegakumio)

0) dapmakoTepaneBTUYeckasi rpynna, Ko4 NekapCTBEHHOro npenapata no aHaToOMO-TepaneBTUYECKO-XMMUYECKON
Knaccudgmkaumm, pekoMeHgoBaHHON BeceMmnpHo opraHusaumnen 3gpaBooxpaHeHnss;

(MognyHKT B pemakunn, BBegeHHon B gencteue ¢ 1 nons 2015 roga PenepanbHbiv 3akOHOM OT 22 gekabps 2014
roga N 429-®3. - CM. npegbigyLLyto pedakumio)

€) NoKasaHWs 1 NPOTMBOMNOKa3aHMs K NPUMEHEHNIO NEKapCTBEHHOMO Npenapara;
) noboYHble AENCTBUSA NEKapCTBEHHOrO Npenapara;

3) CPOK rOAHOCTW NEKApCTBEHHOIO Npenapara;

1) YCroBMS XpaHEHWS NeKapCTBEHHOIO npenapara;

K) YCNoBUsi OTMyCKa NlekapCTBEHHOrO Npenapara;

n) Homep chapmakomneiHolW CTaTblM WNU B Cllydae ee OTCYTCTBUS HOMEpP HOPMaTMBHOM [OOKyMeHTauuu nmGo
HOPMAaTMBHOIO JJOKYMEHTa;

M) AaTa rocygapCTBEHHON PErncTpaummn riekapCTBEHHOMO npenaparta U ero perMcTpauuoHHbIN HOMEp, AaTa 3aMeHbl
PErMCTPaLMOHHOIO YAOCTOBEPEHUSI NEKAPCTBEHHOrO npenaparta Ha OeccpoyHoe PperncTpaumoHHOe YOoCTOBEpeHue
nekapcTBEHHOro npenapaTta, [fata nogayuM 3adBfeHus O NOATBEpXOEeHWM roCydapCTBEHHOW — perncTpauuu
nekapcTBEHHOro npenaparta, AaTta OTMEHbI FOCYAapCTBEHHOW perMcTpauum fiekapcTBEHHOro npenapara;

(MognyHKT B pemakuumn, BBegeHHon B gencteue ¢ 1 nons 2015 roga PenepanbHbiv 3akoHOM OT 22 gekabps 2014
roga N 429-®3. - CM. npeablgyLuyto pegakumio)

H) KadeCTBEHHbI COCTaB W KOMWYECTBEHHbIM COCTaB [AEVCTBYIOLUMX BELWEeCTB WM KAYeCTBEHHbI COCTaB
BCMOMOraTesbHbIX BELLLECTB NIekapCTBEHHOMO Npenapara;

(MoanyHKT gononHUTENbHO BKtoYeH ¢ 1 uons 2015 roga PeaepanbHbiM 3akoHOM oT 22 fekabps 2014 roga N 429-
D3)

0) nHchopmauusi 060 BCex paspeLleHHbIX Buaax BTOPUYHON (NOTPeOUTENbCKOM) Y NaKoBKY;
(MognyHKT gononHuTeneHo BktodeH ¢ 1 uona 2015 rona ®egepanbHbiM 3akoHOM 0T 22 aekabpsa 2014 roga N 429-
3)

n) garta NPUHATMS PeLleHuss O BO3MOXHOCTU pacCMaTpvBaTb JIEKApPCTBEHHbLIM MpenapaTt Mnpu rocygapCcTBEHHON
perucTpaumm B kadyectee opdhaHHOro fieKapCTBEHHOro npenapata (419 NekapCcTBEHHbIX NpenapaTtoB ANs MEAULMHCKOro
NpUMeHeHns);

(MognyHKT gononHuTeneHo BktodeH ¢ 1 uona 2015 roga egepaneHbiM 3akoHOM OT 22 aekabpsa 2014 roga N 429-
@ 3; B pegakuun, BBegeHHou B gencteue ¢ 1 mapta 2020 roga ®enepanbHbiM 3akoHOM OT 27 fgekabps 2019 roga N 475-
3. - CM. NpeabigyLLyo pegakumio)

p) Hanuyne neKapCTBEHHOro npenapara B MEpPeYHE >KU3HEHHO HEOOXOAMMbIX U BaKHEMLLMX FEeKapCTBEHHbIX
npenapartoB (4115 NlekapCTBEHHLIX NpenapaToB AN MegULUHCKOro NPUMEHEHNS);

(MognyHKT gononHuTeneHo BktodeH ¢ 1 uona 2015 roga PegepanbHbiM 3akoHOM OT 22 aekabpsa 2014 roga N 429-
@ 3; B pegakuun, BBegeHHon B gencteue ¢ 1 mapTta 2020 roga ®enepanbHbiM 3akoHOM OT 27 gekabps 2019 roga N 475-
3. - Cm. NpeabigyLLyo pegakumio)

C) Hanuyne B JfEKApCTBEHHOM Mpenapare HapKOTUYECKUX CPEeACTB, MCUMXOTPOMHbLIX BELLECTB U UX MPEKYPCOPOB,
nognexawunx KoHTponto B Poccuinckon depepauun, B COOTBETCTBMM C 3aKkoHoAaTeNnbCTBOM Poccunckon depepaumu,
MeXayHapogHbiMu gorosopamun Poccuiickon ®epepaumm, B ToM Ynucne EQMHON KOHBEHUMEN O HAPKOTUYECKMX CpedcTBax
1961 roga n KoHBeHLUMeN 0 NCUXOTPOrHbIX BelecTax 1971 roaa;

(MoanyHKT gononHuTENbHO BktoyeH ¢ 1 uons 2015 roga PeaepanbHbIM 3akoHOM oT 22 aekabps 2014 roga N 429-
»3)

T) vHdopMauMss O TOM, SBNAETCA NW [OaHHbIA JIeKapCTBEHHbI npenapaTt pedepeHTHbLIM JeKapCTBEHHbLIM
npenapaTom;
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(MopgnyHKT gononHuTensHo BktodeH ¢ 1 uonsa 2015 roga PepepanbHbiM 3akoHOM OT 22 nekabpsa 2014 roga N 429-
D3)

y) CBEAEHMs O nogaye 3asiBrieHNs 0 BHECEHUM U3MEHEHMWI B OKYMEHTbI, CodepXallmecs B permcTpaLnoHHOM 4oChe
Ha fekapCTBEHHbIV Npenapar;

(MognyHKT gononHuTeneHo BktodeH ¢ 1 uona 2015 rona egepaneHbiM 3akoHOM OT 22 aekabpsa 2014 roga N 429-
D3)

) nognyHKT gononHUTensHO BktodeH ¢ 1 nona 2015 roga PegepanbHbiM 3akoHoM oT 22 nekabpsa 2014 roga N
429-®3; ytpatmn cuny ¢ 1 mapta 2020 roga - PegepanbHbii 3akoH oT 27 gekabpsa 2019 roga N 475-03 - cwm.

npeabiayLLyo peaakuuio;

X) CPOK BBEAEHMS NEKapCTBEHHOrO NnpenapaTa B rpaxaaHckuii 06opoT;
(MognyHKT gononHuTenesHo BkItodeH ¢ 1 uona 2015 roga PegepanbHbiM 3akoHOM OT 22 aekabpsa 2014 roga N 429-
D3)

2) B OTHOLLEHNM hapMaLeBTUYECKMX CyBCTaHLMI:

a) HaMmeHoBaHVe (hapMaLeBTUYECKOM CybCcTaHUuM (MexayHapoaHoe HeMaTeHTOBaHHOE, UMW rpynnMpoBOYHOE, MK
XUMUYECKOE N TOPrOBOE HAMMEHOBaHWSA);

(MoanyHKT B peaakumun, BBeaeHHon B gencteme ¢ 1 mona 2015 roga PepepanbHbiM 3akoHOM OT 22 fekabps 2014
roga N 429-03. - CM. npedbiayLLyo peaakumio)

0) HaumeHoBaHMe 1 agpec npousBoguTens apmMaleBTUYECKON cyocTaHuuy;
B) CPOK rO4HOCTM dhapmaLeBTUYECKON CyOCTaHLuK;
r) ycnoBusi xpaHeHus coapMaleBTUHECKON CyOcTaHumu;

) HOMep dhapMakonmenHOM CTaTbM WKW B CIlydae ee OTCYTCTBUS HOMEpP HOPMAaTUBHOM [OKyMeHTauuu nuco
HOPMaTMBHOIO [JOKYMEHTa;

€) Hanuune dapmaueBTUYECKOM CyBCTaHLMM B NepevHe HapKOTUYECKMX CPEACTB, MCUXOTPOMHbIX BELLECTB U WX
NpPeKypcopoB, Noanexalwmx koHTponto B Poccuickon denepaunm, B COOTBETCTBUM C 3aKOHOA4ATENLCTBOM Poccuiickom
denepaunm, MexagyHapogHeiMu goroBopamu Poccunckon Pepepaumm, B TOM uucne EOWHOM KOHBeEHUMEW O
HapkoTuyeckux cpegcTteax 1961 roga n KoHBeHUMen o NCMXOTPOnHbIX BelecTeax 1971 roga.

(MognyHKT gononHuTenebHo BktodeH ¢ 1 uona 2015 rona egepanbHbiM 3akoHOM OT 22 aekabpsa 2014 roga N 429-
D3)

2. dapmaueBTUYeckasi CybCcTaHLus, Npon3BeaeHHast ANs peannsaummn, MOXeT ObiTb BKITOYEHa B rOCY4apCTBEHHbIN
peecTp NeKapCTBEHHbIX CpPeACTB Ha OCHOBaHWM 3asiBNeHusi paspaboTyvka unyM nNpou3BOOMTENS NEeKapCTBEHHOro
cpeactBa OO  YNMOMMHOMOYEHHOIO UMW HOPUOWYECKOro IvMua Mpu  yCIOBUM TMPOBELEHVMS B OTHOLUEHWMM Takow
dapmareBTnyeckon cybcTaHumMm aKCnepTm3bl kKadyecTBa hapmaueBTUYECKON cyBcTaHuum B nopsigke, yCTaHOBIEHHOM
cTatben 34 HacToswero PenepanbHoro 3akoHa. B oTHoweHun dapmaueBTUYecknx cybcTaHUmin, Npou3BEAEHHbIX AN
peanusauum, B rocy4apCTBEHHOM PeecTpe NIEKapCTBEHHbIX CPEACTB COAEPXKMTCA criegytowast MHdopMaums:

1) HaumeHoBaHWe hapmaLeBTUYECKON CyOCTaHUuM (MeXayHapogHOe HenaTeHTOBaHHOE, Uinn rpynnMpoBOYHOE, MK
XUMMUYECKOE N TOPrOBOE HAMMEHOBaHWS);

2) HaumeHoBaHWe, agpec Npou3BoAUTENST dapMaLeBTUHECKON CyOCTaHLMM, a Takke B OTHOLUEHUWN FlekapCTBEHHbIX
CpeacTB Ans MeAMLMHCKOrO NMPUMEHEHWSI CBEAEHUS O perMcTpauum npousBoauTens dapmaueBTuyeckoin cyocTaHumm B
KadecTBe Hanoronnartefbliyka B CTpaHe perMctpauum (ans pOCCUMCKUX OPUOMYECKMX NUL - UOEHTUUKALMOHHDIN
Homep Hanoronnatenswimka (MHH), ana WHOCTpaHHbIX HOPUAWMECKUX NUL, - CTpaHa perucTpauuv, HanMeHOBaHue
PErMCTPUPYIOLLIErO OpraHa, permcTpaumoHHbI HOMEp, Kof, Hanoronnartenbliuka B cTpaHe perncTpaumu (MHKopriopawn)
WK ero aHanor);

(MyHKT B pepakumun, BBeAeHHoW B aenctBue ¢ 1 aHBapsa 2018 roga PenpepanbHbiv 3akoHOM OT 28 aekabpsa 2017
roga N 425-03. - CM. npedbiayLLyo pegakumio)

3) cpok rogHOCTM dhapmaLleBTUHECKON CyOCTaHLMu;

4) ycrnoBusi XpaHeHns1 hapManeBTUYECKON CcybCcTaHLmK;
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5) Homep dpapmakonerHol cTaTbyu NGO B cryyae ee OTCYTCTBMS HOMEP HOPMAaTMBHOW [OKyMeHTauuu Wnu
HOPMaTUBHOIO JOKYMEHTa;

6) Hanuune dpapmaueBTMHECKON CyOCTaHUUM B NepedHe HapKOTMYECKMX CPeacTB, MCMXOTPOMHbLIX BELLECTB M UX
NpeKypcopoB, nognexawimx KoHTponto B Poccuiickon defepauumn, B COOTBETCTBUKN C 3akoHoAaTeNnbCTBOM Poccuinckom
denepaunm, MexagyHapogHeiMu goroBopamu Poccunckon depepaumm, B TOM uucne EOWHOM KOHBEHUMEW O
HapkoTuyeckux cpegcTteax 1961 roga n KoHBeHUMen o NCMXOTPONHbIX BewecTeax 1971 roga;

7) paTta BKoYeHus dapmaleBTUYeCKon CybCTaHUMM B roCy4apCTBEHHLIN PeecTp NeKapCTBEHHLIX CpeacTB, AaTa
BHECEHUS] W3MEHEHWA B [JOKyMEeHTbl dapMaleBTMYECKOM cybcTaHumM, [fata  UCKIYeHns  dhapmaueBTUYeckon
cybcTaHumMmn 13 rocyapCTBEHHOIO peecTpa NekapCTBEHHLIX CPEACTB.

(Hactb 2 B pemakuum, BBegeHHon B gencteue ¢ 1 mona 2015 roga PegepanbHbiM 3akoHOM OT 22 aekabpsa 2014
roga N 429-®3. - CM. npeabigyLLyto pedakumio)

3. Mopsigok BegeHWst rOCYLapCTBEHHOMO peecTpa feKkapCTBEHHbIX CPEACTB ANs MEQUUMHCKOro MpUMEHEHUst U
MopsiioK BEOEHWUs FoCYAapCTBEHHOMO peecTpa NekapcTBEHHbIX CPEACTB A1 BETEPUHAPHOIO NPUMEHEHNS YTBEPXKOaloTCs
COOTBETCTBYOLLMM YMNOMHOMOYEHHbIM dheieparnbHbIM OpraHoM UCMOMHUTENBHOM BMACTW.

KommeHTapun k ctatbe 33

CraTtbsa 34. BknioyeHue B rocyaapCTBEHHbIN peecTp JieKapCTBEHHbIX CPeACTB U UCKITHOYEeHNe U3
rocygapCTBEHHOro peecTpa fekapcTBeHHbIX cpeaAcTB papMaLeBTUHECKON cyb6cTaHUUN,
npou3BeAeHHON AnA peanu3aumm

(HanveHoBaHve B pepakuum, BBegeHHon B aevicteue ¢ 1 nonga 2015 roga PepepanbHbiM 3akoHOM OT 22 aekabpsa 2014
roga N 429-03. - Cm. npeablayLLyto peaakuuio)

1. 1nga BkntoYeHus bapMaleBTUYECKon cybCcTaHL MM, NPOU3BESEHHON AN peanu3aunm, B rocyaapCTBEHHbIV peecTp
NeKapCTBEHHbIX CPEeACTB, MPOBOAUTCS SKCNEepTM3a ee KadecTBa.

(YacTb B pegakuum, BBegeHHom B gevicteue ¢ 1 nona 2015 roga ®epepanbHeiM 3akoHOM oT 22 aekabps 2014 roga
N 429-03. - Cm. npeabigyLLyo pegakLumio)

2. DKcnepTm3a KadecTBa yKa3aHHOW B 4acTu 1 HacTosilen cTaTbl hapmaueBTUYecKkon cyOcTaHLmMn, COCTaBneHne
KOMUCCUEN 3IKCMEPTOB 3aKMYEHW MO pes3ynbTataM 3TOM IKCMEepTM3bl M UX HanpaBfeHWe B  YMONTHOMOYEHHbIN
denepanbHbii OpraH UCMOMHUTENBHON BNAcTU OCYLLUECTBNAOTCS B CPOK, HE MPEBbILANLWUA LWEeCTUAECATN pabodmx
OHEN CO OHSA MOMNy4YeHus1 SKCMEPTHLIM YYpeXOeHMEM COOTBETCTBYHLLErO 3adaHusi YMorHOMOYEHHOro dheaepansHoro
opraHa UCMONMHUTENBLHON BNAcTU N CrieayoLwnx JOKYMEHTOB (CBeOEHWN):

(AG3au B pegakuum, BBegeHHon B genctene ¢ 1 aHBapa 2021 roga ®epepanbHbiM 3akoHOM oT 27 aekabpsa 2019
roga N 478-®3. - CM. npeabigyLLyto pegakumio)

1) cBegeHua o gate NpegoCcTaBEHVS M PErNCTPaLMOHHOM HOMEpPE NULIEH3UM Ha MPOM3BOACTBO J1EKAPCTBEHHbIX
cpeacTB WnM CBedeHWss O [aTe NpedoCTaBNeHWss U PerMcTpaumMoHHOM HOMepe 3akniyeHWss O COOTBETCTBUU
NPOV3BOAUTENS NEKAPCTBEHHBLIX CPEACTB TpeboBaHMAM NpaBun Hagsfexawen npoM3BogCcTBEHHON MPaKTUKA, BblAaHHbIX
(NpegocTaBneHHbIX)  YMONTHOMOYEHHLIM — ddefeparnbHbiM  OpraHoM — UCMOSTHUTENbHOW  BnacTu, B Cryyae, ecnu
NpOU3BOACTBO JIEKapCTBEHHOIO cpeacTBa ocyulecTenaeTcs B Poccurickon ®enepaunm;

(MyHKT B pemakumn, BBegeHHon B gercteue ¢ 15 noHsa 2018 roga ®epepanbHbiM 3akoHoM OT 4 mioHs 2018 roga N
140-93; B pepgakumm, BBeoeHHou B gencteue ¢ 1 sHBapsa 2021 roga ®enepanbHbiM 3akoHOM OT 27 aekabpst 2019 roga N
478-03. - CM. NpeablayLLyo peaakumio)

2) Konusi OKYMEHTA, Bbl4aHHOIO YMNOSIHOMOYEHHbIM OpraHOM CTpaHbl MPOM3BOAUTENS NEeKapCTBEHHOrO CpeacTea 1
NMOATBEPXKOAKLErO paspeLlleHme MNpou3BOACTBA JIEKAPCTBEHHOIO CpeAcTBa, M €ro nepeBod Ha PYCCKUM  A3bIK,
3aBepeHHbIe B YCTAHOBIIEHHOM MoOpsiaKe, a Takke KOMust 3aKniYeHns O COOTBETCTBMM NPOM3BOAMTENS NEKapCTBEHHbIX
cpeactB  TpeboBaHMAM  MpaBWl  Hagnexawewm MNpPOM3BOACTBEHHOW  MPaKTUKW,  BbIGAHHOMO  YMOMHOMOYEHHbBIM
denepanbHbiM OpraHOM WCMOMHUTENLHOM BnacTy, NUOO KOMUst pelleHust YroNTHOMOYEHHOro dhedepanbHOro opraHa
WCMOJTHUTENBLHON BracTuM O MPOBEOEHUN WHCMEKTUPOBAHUS MPON3BOOAUTENSA JEKAPCTBEHHONO CpeacTBa. YKasaHHble
OOKYMEHTbl MNpefCTaBnsalTCA B Cny4vyae, €cnv NpouM3BOACTBO JIEKapCTBEHHOrO CpeacTBa OCYLLECTBISIETCA 3a
npegenamn Poccuickon ®egepauuy;

(MyHkT B pepakumn, BBegeHHon B gencteune ¢ 15 noHa 2018 roga ®enepanbHeiM 3akoHOM OT 4 mioHs 2018 roga N
140-03. - CMm. NpeablgyLLyo pegakumio)

3) [OKYMEHT, coaepxallui credytoLime cBeaeHus o papMaLeBTUYECKO CyGCTaHLMK:
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a) HaumeHoBaHWe hapMaLeBTUYECKon cybcTaHumn, ee CTPYKTypa, ObLLmMe CBONCTBA;
0) HaumeHoBaHMe 1 agpec NPOU3BOAUTENS;

B) TEXHOOrMs NPOM3BOACTBA C OMMCaAHWEM CTagun NPOM3BOACTBA M METOLAOB KOHTPOMS Ha BCEX CTagusix
npon3BoaCTBa;

r) onMcaHve pa3paboTku npoLiecca NpoM3BOACTBa;

[) onucaHmne KOHTPOIS KpUTUYECKMX CTagui npoL,ecca Npou3BoacTBa U NMPOMEXKY TOYHOM NpoayKLMY;
€) JOKyMeHTarbHoe NoaTBepXaeHne (Banuaawums) NpoLeccoB U (Mnn) UX OLLEHKa;

) CBOWCTBA U CTPYKTYypa AENCTBYHOLLMX BELLECTB;

3) XapaKTepucTuka npMmecen;

1) cneundmkauma Ha hapmaleBTUYecKyo cybcTaHuuo 1 ee 060CHOBaHWE;

K) aHanuTU4eckue METOAMKM, WCMOoSib3yeMble MNPU OCYLLECTBMEHUM KOHTPONS kavecTBa dhapmaleBTUYeCKom
cybcTaHumuy;

n) OOKyMeHTanbHOe MoAaTBepXkaeHue (Banuaauusl) aHanMTUYEeCKMX METOAMK, UCMOMb3yeMbIX MPU OCYLLECTBIEHN
KOHTPOSsi KayecTBa hapMaLeBTUYECKON CyBCTaHLMuY;

M) pe3ynbTaThl aHanu3a cepuin apmaLeBTUHECKON CyOCTaHLMW;

H) NnepeyeHb CcTaHO4apPTHbLIX 00pPa3LoB N BELLECTB, NCMOSb3YEeMbIX MNPV OCYLLECTBIIEHNM KOHTPOISA KAa4ecTBa;
0) OnMcaHme XapakTEPUCTUK N CBOWCTB YNAKOBOYHbLIX MaTepUaroB 1 YKYNOPO4HbIX CPeacTB;

n) AaHHble O CTabUNbHOCTW hapMaLeBTMYECKON cybcTaHLmm;

p) CPOK rOAHOCTMY;

4) [OKYMEHT, CoaepXaliui CBe4eHns O perncTpaumn npoM3BOAUTENS NIEKapCTBEHHbIX CPEACTB AN MEeAULMHCKOro
NMPMMEHEHMSI B KadeCTBE Harnoronfartenbliuka B CTpaHe peructpauun (Onsi POCCUNACKUX HOPUAMYECKMX &Nl -
NOEHTUUKaALMOHHBIN HOoMep Hanoronnatenbwuka (MHH), ons MHOCTpaHHbLIX IpUONYECKUX MWL, - CTpaHa perncTpauuu,
HaMEHOBaHWE PErnCTPUPYIOLLLEro OpraHa, perycTpauMOHHbIA HOMEpP, KOA4 HaroronnaTtenbliuka B CTpaHe pervctpauunm
(MHKOpPNOpAaLMKW) UK ero aHanor).

(MyHkT gononHuTenbHO BKMtoyeH ¢ 1 aHBapsa 2018 roga ®enepanbHbiM 3akoHOM OT 28 aekabpsi 2017 roga N 425-
D3)

(YacTb B pepakuun, BBegeHHon B gencteune ¢ 1 sHeaps 2016 roga degepanbHbiM 3akoHOM OT 22 aekabpsa 2014
roga N 429-03 (¢ msameHeHnsmMKn, BHeceHHbIMM PepepanbHbiM 3akoHom OT 13 uona 2015 roga N 241-93). - Cwm.

npeAblayLLyto pefakumto)

3. [na npoBegeHus 9KCNepTM3bl KayecTBa yKasaHHOMW B 4YacTu 1 HacToslwen cTaTbl hapMaueBTUYECKOn
cybcTaHumm 3aaBuTENb NPeacTaBnseT B YNOMHOMOYEHHbIN dhefeparnbHbIi opraH UCMONHUTENBHON BNacTw:

1) 3asBreHMe O BKMIOYEHWM B TOCYOAPCTBEHHbLIN PEECTp NEeKapCTBEHHbIX CPEACTB AaHHOM (hapMaleBTUYEeCKOn
cybcTaHumuy;

2) Konusi JOKYMeHTa, NMOATBepXAatoLwero ynnaTy rocygapCTBEHHOM MOLUMMHBI 3a BKMOYEHNE B rOCyAapCTBEHHbIN
peecTp IeKapCTBEHHbIX CPeACcTB hapmaueBTUYeckon cybcTaHuuM, Npou3BEdEeHHOW ANns peanusaumu, nvbo no
COBCTBEHHON MHUUMATUBE YKa3aHHbIM OOKYMeHT. B cnydae ero HenpepgcTaBreHusi 3asiBUTENEM  YMONHOMOYEHHbIN
denepanbHbii OpraH UCMOMHUTENBLHOM BriacTy MpoBepsieT bakT ynnaTtbl rocyAapCTBEHHOW MOLWSUHBLI 3asBUTENEM C
ucnonb3oBaHMeM MWHdopMaumm 06 ynnaTte rocydapCTBEHHOM MOWNWHLI, codepxalwencs B [ocynapCTBEHHOM
WMH(OPMALMOHHOM CUCTEME O TOCYAAPCTBEHHLIX W MyHMUMNAmNbHbBIX MNAartexax, Ha OCHOBaHUWM MpencTaBIIEHHON
3asiBMTENEM KONMUM AOKy MEHTa, NoATBepXaatoLero ynnarty rocyqapCTBEHHONM NOLUIMHbI;

(MyHkT B pepakumn, BBegeHHon B gencteue ¢ 1 monsa 2015 roga ®egepanbHeiM 3akoHOM oT 22 aekabpsa 2014 roga
N 429-03. - CM. npeablayLLyo pegakumio)
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3) OOKYMEHTBI, yKa3aHHble B YacTu 2 HAacTOsILLEN CcTaTby;
(MyHkT B pegakumn, BBegeHHon B genctaue ¢ 1 mona 2015 roga ®egepanbHbiM 3akoHOM OT 22 aekabpsa 2014 roga
N 429-03. - CM. NpeabigyLLyo penakumio)

4) 3asBrneHne O Bblgadye paspeweHns Ha BB0O3 B Poccuiickyto  degepauuto  KOHKPETHOM  MapTuu
He3aperncTpupoBaHHOTO feKapCTBEHHOrO CpeacTBa, NPeaHa3Ha4YeHHoro AN NpoBeaeHNs YKasaHHON SKCnepTm3bl.
(MyHKT gononHuTensHo BrtodeH ¢ 1 nona 2015 roga PenepanbHbiM 3akoHOM 0T 22 aekadpsi 2014 roga N 429-93)

3_1. B cny4vae HenpencTaBneHns ¢ 3asiBNeHneEM O BKIMOYEHWUN B rOCY4apCTBEHHbIA PEeCTp NeKkapCTBEHHbIX CpeacTs
dhapmaLeBTUYeCKON CyOCTaHUUM OOKYMEHTOB, MOATBEPXKOAIOLIMX YNnaTy rocygapCTBEHHON MOLWMUHBLI U yKa3aHHbIX B
NyHKTEe 2 yacTu 3 HacTosiLLen cTaTbW, a Takke BbidaBaeMbixX (MPeAoCTaBIsAeMbIX) YNOMHOMOYEHHbIMM defepanbHbIMU
OpraHaMn UCMOSMHUTENbHON BNacTW LJOKYMEHTOB (CBEAEHWUM), YKa3aHHbIX B NyHKTax 1 1 2 yacTu 2 HacToAWEN CTaTby,
YMNOITHOMOYEHHbIN dhedeparnbHbIi OpraH UCMOMHUTENBHON BNacTW 3anpaluvBaeT ykasaHHble AOKYMEeHThl (CBedeHusl) B
nopsiake MexxBefoMCTBEHHOIO MHAOPMAaLMOHHOTO B3aMMOOENCTBMS.

(YacTb gononHutenbHo BkNtoveHa ¢ 1 aHBapsa 2021 roga PegepanbHbiM 3akoHOM oT 27 aekabps 2019 roga N 478-
D3)

4. B TeyeHue gecatun paboumx gHeW CO OHA MPUHATUS 3asiBEHUs] O BKITHOYEHMM YKa3aHHOW B 4YacTu 1 HacTosLien
cTatbM hapMaULeBTUYECKOA CYOCTaHUUM B TOCYAAPCTBEHHbIA pPEecTp J1eKapCTBEHHbIX CPEACTB W [OKYMEHTOB,
nepeymncrieHHblx B 4actu 1 M nNyHKTe 2 yacTu 3 HacTosiwen cTaTbW, YMOMHOMOYEHHbI deaepanbHbIi opraH
WCMNONMHUTENbHOM BNacTu:

(AB3au B pegakuun, BBegeHHon B gevicteue ¢ 1 monsa 2015 roga PegepanbHbiM 3akoHOM OT 22 gekabpsa 2014 roga
N 429-03. - CM. npeablayLLyo pegakumio)

1) NPOBOAMT MPOBEPKY MOMHOTbI M [OCTOBEPHOCTU [OAHHbIX, COAEPXALLMXCS B MPELCTaBMEHHbIX 3asBUTENEM
[OKyMEHTax;

(MyHkT B pepakumun, BBeAeHHOM B aevicTBue PepepanbHbiM 3akoHOM oT 25 Hosbpst 2013 roga N 317-93. - Cwm.
npeAblayLLyto pefakumio)

2) NPUHUMAET PELLEHNE O HaMpaBIiEHNM B SKCMEPTHOE YUYpeXaeHne 3agaHusl Ha NpoBefeHne IKCNEPTU3bl Ka4ecTBa
yKa3aHHOWM B YacTu 1 HacTosLLen cTaTby hapMaLleBTUYECKOM CyOCTaHUuM unmn 06 OTKa3e B TakOM HanpaBieHUM;

3) yBeOOMMSET B 9NEKTPOHHON UM NUCbMEHHON popMe 3asiBUTENSI O NMPUHSATOM PELLEHUN UK B Criydae oTkasa C
yKa3aHMeM MPUYMH Takoro oTkasa.

(MyHkT B pegakumn, BBegeHHon B genctaue ¢ 1 nona 2015 roga ®egepanbHbiM 3akoHOM oT 22 aekabpsa 2014 roga
N 429-03. - CM. NpeabigyLLyo penakumio)

4 1. B cnyyae BbISIBNEHUS HEOOCTOBEPHOCTU CBEOEHWUA, coaepXallmMxcsi B NpeacTaBfieHHbIX 3asiBUTENneM
mMatepuanax, YMnoSIHOMOYEHHbIN deaepanbHblil opraH WCMOMHUTENBHON BRacTWM HanpaBnsieT 3asBUTENO0 3anpoc 06
YTOYHEHMWN YKa3aHHbIX CBeOEHWI. [JaHHbIA 3anpoc MOXET ObITb NepefaH YNOoITHOMOYEHHOMY NMPenCTaBUTENIO 3asBUTENS
NUYHO MOf4 pPacnuCKy, HarmpaefieH Mo MoYTe 3akas3HbiIM MMCbMOM WNW nepedaH B 3MEeKTPOHHOW dopme no
TEeNeKoOMMYHMKaLVOHHBIM KaHanam cBs3un. B crnyyae HanpasneHwst JaHHOro 3anpoca no noyvte 3akasHbIM MUCbMOM OH
CYMTaETCA NOMYYEHHbIM MO UCTEYEHUN LLECTU AHEWN C AaTbl HaNpaBneHUs 3aKka3Horo nNMcbma.

(YacTb gononHutensHo BKtoveHa depepanbHbiM 3akoHOM OT 25 Hosiopst 2013 roga N 317-93)

4 2. 3aaButenb 06s13aH NpeACcTaBMTb OTBET Ha 3anpoc YMNoHOMOYEHHOro hegepanbHOro opraHa UCMNOSTHUTENBHOWN
BMacTu B CPOK, HE MpeBbILIALLNIA AEBAHOCTA pabounx AHEN CO OHS MONyYeHust AaHHOro 3anpoca. Cpok, ykasaHHbI B
yacTM 4 HacTosilLen cTaTbW, MNPUOCTaHaBIMBAETCS CO AHS HanpaBneHus 3asiBUTEN0 3anpoca  YrnoriHOMOYEHHOro
befepanbHOro opraHa UCMONMHUTENBHOW BRacTu A0 OHS MOMyYeHUs MM OTBETA Ha JaHHbIA 3anpoc M He Y4YMTbIBaeTCS
NPV UCYUCIIEHNM CPOKa 3KCMEepTM3bl kayecTBa (hapMaueBTMYECKOW cybcTaHLMKW, Heucrnonb3yemor npu npousBoacTBe
neKapCTBEHHbIX NpenapaTos.

(YacTb gononHutensHo BKNtoveHa PepepanbHbiM 3akoHOM OT 25 Hos16pst 2013 roga N 317-93)

5. OcHoBaHMeM f[nsi OTKa3a B HanpaBfieHWM B IKCMEpPTHOE yupexaeHue 3afaHus Ha NpOBEAEHUEe 3KCMNepTusbl
KadecTBa ykas3aHHOM B 4acTu 1 HacToswen ctatbu dapmaueBTudeckorn cybCcTaHumMu SBNSAETCA HenpeacTaBrieHne
OOKYMEHTOB, YKa3aHHbIX B 4aCTu 2 HACTOsILLEN cTaTbW, OTCYTCTBME MH(popmauun, noaTeepxaarolen dakT ynnatbl
rocyqapCTBEHHOM MOWJSUHLI 3a BKIIOYEHVe dhapmaueBTUYecKkorn CcyOCTaHuuMM, NpoM3BEdEeHHOW AONis peanusauuu, B
rocyapCTBEHHbIN PeecTp NIeKapCTBEHHbIX CPEACTB, HENPEACTAaBEHNE 3asiBUTENEM B YCTAHOBMEHHLIN CPOK OTBETA Ha
yKa3aHHbI B YacTu 4_1 HacTosLLEeN CTaTbM 3anpoc YMOSTHOMOYEHHOrO doefeparbHOro opraHa UCMOSTHUTENBHOW BNacTu
WUNKn NpedcTaBneHne JOKYMEHTOB, HE CoAepKaLlMX NCHEPNbIBAKOLLEro NepeYHst HeobXoaMMbIX CBEOEHWIA.

(YacTb B pepakuum, BBegeHHon B gevcteue ¢ 1 nona 2015 roga ®epepanbHeiM 3akoHoM oT 22 aekabps 2014 roga
N 429-03. - CM. npeablayLLyo pegakLumio)
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6. B TedeHve nmATHaguaTy paboymx OHEW CO AHS MONyYeHUs] peLleHust YMoNTHOMOYEHHOrO doefeparibHOro opraHa
WCMNOSTHUTENBHOM BNacTh O HarnpaBfieHUM B SKCMEPTHOE YyupexaeHue 3afaHus Ha NpoBeOEeHUE SKCNEepPTM3bl kadecTBa
yKa3aHHOM B 4acTu 1 HacToslwen ctaTbh dpapmaueBTUYecKon cybcTaHuMn 3asBUTENb NPeaCcTaBrisieET B 3KCMEpTHoe
yypexaeHve Onsg npoBeOeHUst [aHHOW SKCnepTusbl obpasubl (hapMaueBTUYECKOM CcyOCTaHUuMM B KONMUYECTBE,
HeobxoQMMOM 41151 BOCMPOM3BELAEHNST METOLOB KOHTPONSi Ka4ecTBa. JKCNEPTHOE YYpexaeHne npu nomnyyvyeHmmn obpasuos
yKazaHHOM B 4acTM 1 HacToswen cTaTby ¢apMaueBTUYECKoW CcyOCTaHUUM BblOAET 3asBUTENKO  [OKYMEHT,
NOATBEPXKOAKLWUA MNonydYeHne 3TuMx obpasuoB, U B CPOK, He MNpeBbialWMiA Tpex paboumx OHEN, yBEOOMIISIET B
3NIEKTPOHHOM MIM NUCbMEHHON hopme 06 3TOM YMNOMHOMOYEHHbIN dbefepanbHbld OpraH UCMOMHUTENBHON BNacTu. JTu
CPOKM He BKIKOYAKOTCS B CPOK NPOBEAEHNS LaHHON 3KCNepTuU3bl.

(Yactb B pepakuum, BBegeHHon B gencteue ¢ 1 nona 2015 roga ®epepanbHeiM 3akoHoM oT 22 aekabpsa 2014 roga
N 429-03. - CM. npeabiayLLyo pegakumio)

7. [OKymMeHTbl, NMOCTYMMBLUME B 3KCMEPTHOE YUPEXOAEHWE OISt NpoBedeHMst 3KCNepTu3bl KavyecTBa ykas3aHHOW B
yacTu 1 HacToswen cTaTbn hapMaleBTUYECKor cybcTaHumm, noanexar Bo3BpaTy B YMOMHOMOYEHHbIV dbedepanbHbIv
OpraH UCMNONTHUTENBHOM BNacT OOHOBPEMEHHO C 3aKIMOYEHUSIMU MO pe3yNibTaTaM NPOBEAEHHON 3KCNepTU3bl.

8. B cpok, He npeBbllLaOWMA NATU paboymx OHEW CO AOHA MOMyYeHWs 3akmioYeHUst KOMUCCUMU JKCMEPTOB MO
pesynbrataMm SKCMepTM3bl KadecTBa yKa3aHHOM B 4YacTu 1 HacTodAwen cTaTbyu apMaueBTMYECKON cybcTaHuuw,
YNOSTHOMOYEHHbIN heaepanbHbI opraH UCMOSTHUTENbHOM BIacTu:

1) ocyLLeCTBNSAET OLEHKY TaKoro 3aKfoyeHus Ons onpedeneHvus ero COOTBETCTBUS 3aJaHuio Ha npoBedeHue
[aHHOW 3KCNepTu3bl;

2) NpVYHMMAaET peLleHre O BKIMIOYEHUN YKadaHHOM B YacTu 1 HacTosLen cTaTby dhapmaleBTmieckon cybctaHumm B
rocy4apCTBEHHbIV peecTp NekapcTBEHHbIX CPEeACTB UK pelleHne 06 OTKkase B TakoM BKIHOYEHWUM;

3) BHOCUT MpW MPUHATUM pPEeLLeHnss O BKIIOYEHUM yKa3aHHOM B YacTu 1 HacToswen ctaTby hapMaueBTU4EeCKOon
cybcTaHuMn B rocydapCTBEHHbIV PEECTP FIEKapCTBEHHbIX CPEACTB NMPEAYCMOTPEHHYHO YacTbio 2 cTaTby 33 HACTOSLLENO
dPenepanbHOro 3akoHa MHOpPMaLUuio 1 yBeaoMIisieT 06 3TOM B 3NTIEKTPOHHOM Uin NMCbMEHHON bopme 3asBUTENS.

(MyHKkT B pegakumn, BBegeHHon B gercteue ¢ 1 monsa 2015 roga ®egepanbHeiM 3akoHOM oT 22 aekabpsa 2014 roga
N 429-93; B pegakumu, BBegeHHon B geicteune ¢ 28 aekabpsi 2019 roga degepanbHbIM 3akoHOM OT 27 aekabps 2019
roga N 462-®3. - CM. npeabiayLLyo pefakumio)

9. OcHoBaHveM Ans OTKa3a BO BK/OYEHWM YyKa3aHHOM B 4acTu 1 HacTodAwen ctatbl dapmaleBTUHECKON
cybcTaHuMM B roCcygapCTBEHHbIN pPEecTp NEeKapCTBEHHbIX CPEACTB SBMNSAETCA 3aKMoYeHWe COOTBETCTBYIOLLErO
YMNONTHOMOYEHHOro doefieparnibHOrO opraHa WCNONHUTENbLHOM BrRacTM O TOM, YTO KavyecTBO (hapMaueBTUYECKON
cybcTaHumMn He NOATBEPXKAEHO MONYYEHHbLIMU AaHHBIMA.

(YacTb gononHuTensHo BKoyeHa ¢ 22 Hosbpsa 2014 roga PepepanbHbIM 3akoHOM OT 22 okTsopsa 2014 roga N 313-
O 3; B pepakumm, BBegeHHom B gencteue ¢ 15 moHsa 2018 roga PeapepanbHbiv 3akoHOM oT 4 nioHs 2018 roga N 140-9 3.

- CMm. npegpbiayLUyo pegakuuio)

10. He ponyckaercs BKNtoYeHWe B rocy4apCTBEHHbIA peecTp NleKapCTBEHHbIX CPeacTB OOHOW (hapmaLleBTUYECKON
cybcTaHumKn, NponsBeeHHOM AN peanusaunm 1 BbiyCKkaeMon OOHUM 1 TEM XKe NPoM3BoaMTENeM, B Buae AByx u bonee
peecTpoBbIX 3anucen.

(Yactb gononnuteneHo BkntodeHa ¢ 1 mona 2015 roga degepanbHbIM 3akoHOM OT 22 aekabps 2014 roga N 429-
D3)

11. BHeceHne usMeHeHu B JOKyMEHTbI Ha (papMaLleBTUYEeCKyo cybcTaHUMIo, NPoU3BEAEHHY0 ANs peanusaunm u
BKITHOYEHHYIO B TOCYAAPCTBEHHbI PEECTP FfeKapCTBEHHbIX CPEACTB, OCYLLECTBIISAETCS B MOPSAKE, YCTAHOBIIEHHOM
ctatbammn 30 n 31 HacToswero denepanbHOro 3akoHa, C YNIaTol rocy4apCTBEHHOW MOLUSIMHBI, NpeayCMOTPEHHOM
3akoHogaTenbcTBoM Poccuiickon degepaumm o Hamnorax n céopax.

(Yactb gononHutensHo BkNtodeHa ¢ 1 monsa 2015 roga PegepanbHbiM 3akoHOM oT 22 aekabps 2014 roga N 429-
D3)

12. Jonyckaerca obpaiyeHne cdapmMaueBTUYEeCKnx cybCcTaHLmin, NPOM3BEAEHHBIX ONS peanusaumn, B TeYeHne cta
BOCbMMOECATM OHEM [0 W Mnocne MNPUHATUS YMONTHOMOYEHHbIM degeparnbHbiM OpraHoM MCMOSNHUTENBHOM BRacTu
PELUEHMS O BHECEHUN U3MEHEHUM B JOKYMEHTbI HA hapMaueBTMYECKY0 CybCTaHLMI0, NPON3BEAEHHYIO AMS peanusaumm
1 BKITHOHMEHHYO B rOCY4apCTBEHHbI PEEeCcTp NekapCTBEHHbIX CpeacTB.

(Yactb pononHuteneHo BktodeHa ¢ 1 wmona 2015 roga ®epepanbHbiM 3akoHOM OT 22 aekabpsa 2014 roga N 429-
3)
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13. PeweHne 06 wucknoYveHun u3 rocynapCTtBeHHOro peectpa JieKapCTBEHHbIX CpencTB (*)apMaLl,eBTI/I‘-IeCKOIZ

cybGCcTaHuMKM, NpouM3BEedEeHHOM [ONns  peanu3auuy, MNPUHUMAETCS  YMONHOMOYEHHbIM  ddedeparnbHbiM — OpraHoM
MCMOMNHUTENbHON BNacTu B cry4ae:

1) npegcrtaBieHna COOTBETCTBYHOLWMM  YNONTHOMOY€EHHbIM daep,epaanuM OopraHom WCMNONHUTENBHOMW BNacTu

3aKno4YeHnda O pucke wunu ob yrpose >XW3Hn wunm 300pOBbHO  YenoBeka nnbo KMBOTHOTO npn umncnonb3oBaHUn
JTeKapCTBEHHOro cpeacTBa;

2) nogayn pa3paboTyMKOM JIEKApCTBEHHOTO CPEeACTBa WM NPOM3BOAWTENEM JeKapCTBEHHOTO cpeacTBa nunbo
YMNONMHOMOYEHHBIM UMW APYMUM HOPUONYECKMM JMLOM 3asiBNeHNst 06 WCKIIOYMEHWM M3 TFOCYOapCTBEHHOTO peecTtpa
neKkapcTBEHHbIX CPeACTB dhapMaLleBTUYEeCKol cyBbcTaHLumM, Npon3BeaeHHoN AN peanusauuu,

3) oTcyTcTBUS hapmaLeBTUHECKOM cyOcTaHuuM, Npou3BEAEHHOW ONsl peanu3auun, B obpalueHun B Poccuiickom
denepaumm B Te4eHue Tpex u bonee ner.

(Yactb gononHutenbHo BkNtodeHa ¢ 1 monsa 2015 roga PegepanbHbiM 3akoHOM oT 22 aekabps 2014 roga N 429-
3)

KommeHTapun k ctatbe 34

CtaTbA 35. [loBTOpHOE NpeAcTaBrneHne nekapcTBEHHOro Npenapara, He nNpoleaLwero
rocyaapcTBEeHHOW perncTpauum neKkapcTBeHHbIX NpenapaToB, Ha rocyAapCTBEHHYO
perucTpaumio nekapcTBeHHbIX NpenapaToB

(YTpatuna cuny ¢ 1 mionda 2015 roga - PegepanbHbiin 3akoH oT 22 aekabpsa 2014 roga N 429-93. - CMm. npeablgyLuyto
pedakuuio)

KommeHTapun k ctatbe 35

CraTtbsa 36. O6xanoBaHue peweHUA 06 oTKa3e B Bbiga4de pa3spelleHUs Ha npoBeaeHne
KJIMHUYECKOro uccnefgoBaHus rieKapCcTBEHHOrO npenapara, peleH1sa o6 oTkase B
rocyfapCcTBeHHOM perMcTpauum fiekapCTBeHHOro npenapara, 3akilo4eHUsi KOMMCCUN IKCNepToB
3KCNEPTHOro yUYpeXaAeHUs Unu 3akro4yeHusi coBeTa no 3Tuke

PelueHne cooTBETCTBYHOLLErO YNOMHOMOYEHHOro defepanbHOro opraHa MCMNOMHUTENbHOW BrRacTnm ob OTkase B
Bblgade paspeLleHnst Ha NPOBELAEHNE KITMHWYECKOTO UCCNeOoBaHWs NeKapCTBEHHOro npenaparta, pelleHvne yKasaHHOro
defepanbHOrO opraHa WCMOMHUTENbHOW BRacTMu 00 OTkase B TrOCYAApPCTBEHHOW pernctpaumm nekapCTBEHHOro
npenapara, 3aKnio4eHne KOMMCCUN SKCMEPTOB IKCMEPTHOMO YUYPEXKOEHNS UNN 3aKITOYEHME COBETA MO 3TUKE MOXET ObITb
obxanoBaHo B Mopsiake, YCTaHOBMEHHOM 3akoHodaTenbcTBoM Poccunckon ®degepauun. 3akmovyeHne KoMMCCum
9KCMNEPTOB 3KCMEPTHOTO YYPEXOEHNS O B3aMMO3aMEHSIEMOCTM JeKapCTBEHHbIX MNpenapatoB Afsi MeOULMUHCKOro
NpMMeHeHMs nnMbo O TOM, YTO JIeKapCTBEHHbIA Mpenapat Ans MeOULUHCKOTO TMNPUMEHEHUS He SBRsieTcs
B3aMMO3aMeEHSIEMbIM, MOXET ObiTb 00XanoBaHO OepXaTernem WnvM BragefbleM PermcTpauMoHHOIO yOOCTOBEPEHUS
nleKkapCTBEHHOro npenapaTa B YNONHOMOYEHHbIA dheeparnbHbIi OpraH MCNOMHUTENLHOM BNacTW, KOTOPbLIN NPUBMEKAET K
pPacCMOTPEHUIO YKa3aHHOM anobbl NoABegOMCTBEHHbIE €My Hay4YHble OpraHu3auun u obpasoBaTenbHble OpraHu3auum
BbICLLEro 06pa3oBaHuKs, OCYLLECTBAAIOLMNE OEATENBHOCTL B cdhepe obpalleHns nekapCcTBEHHbIX CpeacTB. 3aknoyeHve
KOMUCCUM 3KCMEPTOB IKCMEPTHOIO yYpexaeHusi, odiopMIIEHHOE MO MUTOram nepecMoTpa obXaroBaHHOrO 3aKMtoYeHus
aKcnepTa, MOXET OblTb OCMOPEHO AepXaTenem Unu BnagenbLeM PerncTpaumoHHOro Y4OCTOBEPEHMS NIEKapCTBEHHOMO
npenapara nuMbo YMNOMHOMOYEHHbIM MMW §NUUOM B MOpsiake, YCTaHOBNEHHOM 3akoHoAaTenbCcTBOM Poccuiickoi
®epepaumm. [lpu ob6xanoBaHWM peLIeHUst YNOMHOMOYEHHOrO bedepanbHOrO opraHa WCMOMHUTENBLHOM  BacTy,
3aKYeHns aKcrnepTa UM KOMUCCUM SKCMNEPTOB 3KCMEPTHOIO YUYpEXAEHUs, 3aKNiOYeHNs COBETA MO 3TUKe OepKaTenb
Unu Bnagernew perncTpaumoHHOro yaoCcTOBEPEHUS NTEKAapCTBEHHOMO NpenapaTa Mbo YNofIHOMOYEHHOE MMM L0 BripaBe
npencTaBuUTh pesynbTaTbl 3KCNEPTU3bl FEKApCTBEHHOrO Mpernapata, MNPOTOKOMbl MOSTYYEHHbLIX aKKPeAUTOBaHHbLIMU
ncnblTaTenbHbIMU NabdopaTopusiMm (LLeHTpaMK) pesynbTaToB UCCegoBaHUA, UCNbITaHUNA.

(CtaTtbs B pegakumu, BBegeHHon B gencteue ¢ 1 uons 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 roga
N 429-®3; B pegakunm, BBegeHHon B aencteue ¢ 1 mapta 2020 roga PeaepanbHbIM 3aKoHOM OT 27 Aekabpsa 2019 roga
N 475-03. - CM. NpeablayLLyo pegakumio)

KommeHTapun k ctatbe 36

BHumaHwe! [IokyMeHT ¢ M3MeHeHnsaMM 1 AoMonHeHnaMmM (Hoeasa peaakLms). O nocneayroLmx n3aMeHeHmsx cM. aprbik "OnepatmeHas uHdopmaums”
UC «TexskcnepT: 6 nokoneHne» VHpaHeT


javascript:;

06 obpalLeH nekapcTBEHHbIX CPEACTB (C M3MeHeHnaMU Ha 22 aekabpst 2020 roga) (pepakums, aeviceytoas ¢ 1 aHeapst 2021 roga) CipaHuua 68
®edeparbHbiti 3akoH om 12.04.2010 N 61-@3

Cratbs 37. UHchopmaums, cBA3aHHasA C OCyLUECTBIEHUEeM rocyjapCTBEHHOM perncTpauum
nekapcTBeHHbIX NpenapaToB, MUHPOPMaLIMA O 3aperMcTPUMPOBaHHbLIX JIeKapCTBEHHbIX Npenaparax
M NeKapCTBEHHbIX npenapaTtax, UCKNYEHHbIX U3 rocyapCTBEHHOro peecTpa JieKapCTBEHHbIX
cpeacTs

1. CoOTBETCTBYIOLLMIA YMNONTHOMOYEHHBIN defepanbHbli opraH MCMONHUTENBHOW BAAcTU pa3MeELLaeT Ha CBOEM
odmmansHoM cante B cetu "MIHTepHeT" nHdopmMaumnio, CBSI3aHHY0 C OCYLLLECTBEHUEM roCy4apCTBEHHON perncTpaumm
nekapcTBEHHbIX MpenapaToB, B TOM YMCine NpoOBEAEHNEM 3KCMEPTU3bl NeKapCTBEHHbIX CPEACTB (BKOYas pesynbrarhl
ee npoBefeHust), MHGopMaLuio O 3aperncTpUMpPOBaHHbLIX JIEKAPCTBEHHLIX MpenapaTax W JleKapCTBEHHbLIX MpenapaTax,
WCKIKOYEHHBIX N3 FOCY4apCTBEHHOTO PEecTpa feKkapCTBEHHbIX CPEACTB, HE MO3gHee YeM Yepe3 NATb paboumx gHen co
[OHS MONy4YeHns yNoNTHOMOYeHHbIM cheaepanbHbIM OpraHoM UCMOSNTHUTENbHOM BNacTX COOTBETCTBYOLLEN MHCOpMaLIN.

(Yactb B pepakuum, BBegeHHon B gencteue ¢ 1 nong 2015 roga ®enepanbHeiM 3akoHOM oT 22 aekabpsa 2014 roga
N 429-03; B pegakuum, BBeaeHHon B aevicteme ¢ 13 aerycta 2019 roga ®enepanbHbiM 3akoHOM OT 2 aBrycta 2019 roga
N 297-03. - Cm. npeabigyLLyo penakumio)

2. CpokM M MOPSIAOK pa3MeLLEeHMst yKa3aHHOW B 4acTm 1 HacToswen ctatbM MHGOPMauMM YyCTaHaBNMBAOTCS
YNOSTHOMOYEHHbIM (hedepanbHbIM OpraHoM MUCMNONHUTENbHOM BnacTu. VHdopmauums, ykaszaHHasa B YacTu 1 HacTosien
CcTaTbK, SABMSETCS OTKPbITOA M OOLWEOOCTYMHOW U NPELOCTaBIISIETCS 3aMHTEPECOBaHHbIM NULLAM B COOTBETCTBUM C
3akoHogaTenbcTBoM Poccurickon deaepaumun.

(Yactb B pegakuum, BBegeHHon B gencteue ¢ 1 monga 2015 roga PegepanbHbiM 3akoHoM OT 22 gekabps 2014 roga
N 429-03. - CM. npeablayLLyo pegakumio)

KommeHTapun k ctatbe 37

Maea 7. KnuHnyeckue nccnegoBaHus JIeKapCTBeHHbIX npenapaTtoB And MeANUUHCKOro
npuMmeHeHuUs, 4OoroBop 06 nx nposeneHuu, npaBa naunMeHToB, y4aCTBYHOLWUX B 3TUX
nccnenoBaHuUAX

CraTtbs 38. KnuHM4yeckne uccnepoBaHus JNIeKapCTBEeHHbLIX npenapatoB And meanuuHCKoro
npnmMmeHeHUsA

1. KnuHuyeckve wnccnenoBaHus NEKapCTBEHHbIX NpenapartoB A MEAUUUHCKOrO MpUMEHEHUd, B TOM 4uchne
MeXayHapoaHble MHOMOLEHTPOBbIE, MHOMOLEHTPOBbLIE, NMOCTPErncTpaumoHHbIe, NPOBOAATCA B OOHOM WU HECKOMbKUX
MeOMLMHCKUX OpraHu3auusax B COOTBETCTBMM C MpaBunaMuM Haganexallen KMUHUYECKOW NPaKTUKK, YTBEPXAEHHbIMU
YNOMHOMOYEHHbIM (hefepanbHbIM OPraHOM UCMOSNHUTENBbHON BNAcTU, COOTBETCTBEHHO B CreayLUX Lensax:

(ABG3au B pegakuum, BBegeHHown B gevicteue ¢ 1 mons 2015 roga PenepanbHbiv 3akoHoM OT 22 gekabps 2014 roga
N 429-03. - Cm. npeabigyLLyo penakumio)

1) ycTaHoBneHne 6e30MacHOCTM NeKapCTBEHHbIX MpenapaToB ANns 340p0BbiX 40OPOBOSbLEB U (1K) NEPEHOCMMOCTH
MX 340POBbIMM A0OPOBOSbLI@MU, 32 UCKIIOYEHNEM TaKUX UCCIELOBaHUIA IeKapCTBEHHbIX NPEnapaToB, NPOU3BeaEHHbIX 3a
npeaenamn Poccuickon deaepaumu;

2) noabop onTuManbHbIX 4O3VPOBOK JIEKAPCTBEHHOMO NpenapaTta 1 Kypca fiedeHust 4nsi NauMeHTOB C onpedeneHHbIM
3aboneBaHMeM, ONTUMarbHbIX 003 W CXeM BaKuuMHauuM MMMYyHOBMOMOrMYECKUMM FNEKApCTBEHHLIMM MpenapaTamm
340pOBbIX JOOPOBOIbLLEB;

3) ycTaHoBneHne ©e30nNacHOCTU fEeKapCTBEHHOTO npenapata M ero 3geKTMBHOCTM Ons NauMeHToB C
onpegerneHHbiM  3aborneBaHneM, npodmnakTndeckorn — 3dEKTMBHOCTM  UMMYHOBMONOTMYECKMX  JTEKAPCTBEHHbIX
npenapaToB ANs 340pOBbIX 4OOPOBOMLLEB;

4) nmdyyeHme BO3MOXHOCTWU pacLUnpeHnd nokasaHum Ana MeguUUMHCKOrO MPUMEHEHUST U BbISBNEHUA paHee
HEN3BECTHbIX MOBOYHBLIX AENCTBUIA 3aperncTpmnpoBaHHbIX NTEKapCTBEHHbIX NpenapaToB.

2. B OTHOLWIEHUM BOCNPOM3BEAEHHbIX NMEKapCTBEHHbIX NpenapatoB AN MeOWLMHCKOTO MPUMEHEHUs! NMPOBOASITCS
uccnegoBaHusi GUO3KBMBANEHTHOCTU W (MNKW) TepaneBTUYECKOW JKBMBANEHTHOCTU B MOPSiAKE, YCTAHOBIEHHOM
YNONHOMOY€EHHbIM thefepanbHbIM OpraHoM UCMOMHUTENBHOM BNacTMu.

3. OpraHmsaumio npoBedeHVs] KIUHUYECKUX WCCNeaoBaHU NeKapCTBEHHOro npenapara Aans MeguuMHCKOro
npumMeHeHna BrpaBse OCYLLUECTBNATb:
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1) pa3paboTunK NekapcTBEHHOro npenapara UM ynorHoMoO4YeHHOe UM FULLO;

2) obpasoBarenbHble opraHusauuy BbicLLero obpasoBaHWs, OpraHv3alWn AONOMHUTENbHOrO NpodheccrmoHanbHOro
obpasoBaHus;

(MyHkT B pegakummn, BBegeHHon B aenicteue ¢ 1 ceHTabpst 2013 roga deaepanbHbiM 3akoHoM oT 2 monga 2013 roga
N 185-03. - Cm. npeabigyLLyo penakLumio)

3) Hay4Ho-MCccregoBaTenbCkne opraHmM3aunm.

4. KnvHuyeckne uccrnenoBaHWsi NEeKapCTBEHHOro npenapata Ans MeAWLMHCKOrO MPUMEHEHUS MPOBOASATCS Ha
OCHOBaHWM paspelleHnst Ha MpoBedeHue KIMMHUYECKOro WCCNedoBaHus JiekapCTBEHHOro npenaparta, Bbl4aHHOro
YMNOITHOMOYEHHBIM ~ dheeparnbHbIM  OpraHOM  UCMOSMHWUTENBbHOM  BnacTW.  YMNOMHOMOYEHHbI  cbeepanbHbii - opraH
WCMOMHUTENLHOM BNacTM BedEeT PeecTp BbldaHHbIX pa3pelleHuid Ha MpoBedeHue  KIMMHUYMECKUX UCCenoBaHui
rlekapCTBEHHOro Npenapara, coaepalluii ykazaHue Ha X Lenb Unu Lenu, B yCTaHOBIEHHOM 3TUM OPraHoM Mopsiake.

(YacTb B pegakuum, BBegeHHon B genctene ¢ 1 nona 2015 roga PegepanbHbiM 3akoHoM oT 22 aekabps 2014 roga
N 429-03, B pepakumm, BBeaeHHon B aencteue depepanbHbiM 3akoHoMm OT 13 wonsa 2015 roga N 241-93. - Cwm.

npeablayLLyo peaakuuio)

5. YacTtb yTtpatuna cuny ¢ 1 uonsa 2015 roga - ®enepanbHblid 3akoH oT 22 aekabpsa 2014 roga N 429-93.- Cwm.
npenbiayLLyo peaakuuto.

6. K opraHusauum npoBedeHUst KIMMHWYECKUX WCCredoBaHWii NeKapCTBEHHOro npenapata Ans MeOULIMHCKOro
NpUMEHEHNs  pa3paboTUMKOM NeKapCTBEHHOro Mpenapata MoOryT rMpuBrekaTbCsl  topuandeckue nuvua  ntobon
OpraHv3aLuoHHO-NPaBoBoi  OpMbl MpU  YCINOBUM 0BecnevyeHus COOTBETCTBMS STUX WCCIedoBaHUn TpeGoBaHUAM
HacTosLero PefepanbHOro 3akoHa.

7. KnuvHuyeckne wvccnegoBaHUs IEKapCTBEHHbLIX MpernapaTtoB ANs MEeAWUUMHCKOro MPUMEHEHUst MpoBodsATCs B
MEOMLMHCKUX OpraHu3aumsx, akkpeguTOBaHHbIX YMOMHOMOYEHHbIM doefeparibHbiM OpraHoOM MCMOSTHUTENbHOW BNacTu B
nopsigke, yctaHosneHHom [NpaButensctBoM Poccuickon ®egepauun.

8. MNepeyeHb MeauUMHCKMX OpraHM3aumn, UMEOLLNX NpaBo NPOBOANUTL KITMHUYMECKME UCCenoBaHWs NeKapCTBEHHbIX
npenapartoB Ans MeOULMHCKOTO MPUMEHEHWUs, U pPeecTp BblAaHHbIX paspelleHuin Ha npoBedeHue  KIMHUYECKUX
WCCNELOBaHW NEKapCTBEHHbIX MpenapaTtoB OnyOnyMKOBbLIBAOTCA U pasMELLatoTCs YMNONHOMOYEHHbIM dieaeparbHbIM
OpraHoM UCMOSTHUTESNbHOM BacTu B YCTAHOBNEHHOM UM NOPSAKe HAa CBOEM oduLinanbHOM canTe B ceTu "MHTepHeT".

KommeHTapuin k ctatbe 38

CraTbsa 39. PelwieHne o NnpoBegeHNM KNMHNYECKOro uccrneaoBaHusi NeKapCTBeHHOro npenapara
Ans MeAULIMHCKOro NpuMeHeHUs

1. KnvHuyeckoe wuccrnegoBaHuWe nekapCTBEHHOro npenapara And MEeOVLMHCKOrO MPUMEHEHUS MPOBOAMUTCSA Ha
OCHOBaHWM paspelleHnss Ha MpoBedeHMe KIMHUMYECKOro WCCRedoBaHWsl fekapCTBEHHOro npenapaTta, BblAaHHOMo
YNOMHOMOYEHHBbIM  dhedepanbHbiM  OPraHOM MCMOSTHUTENbHOW BMacTU MO  pe3ynbrataM  3KCNepTusbl [JOKYMEHTOB,
HeobxooMMbIX ANS NofyyYeHusl pas3peLleHnst Ha NpoBeaeHne KITMHUYECKOrO UCCeoBaHns fiekapCTBEHHOMO npenapara u
3TUYECKOM IKCNEPTUSbI.

2. [Ans nony4yeHus paspelleHVsl Ha MpoBedeHWe KIMHUYECKOro WCCIedoBaHUsi feKapcTBEHHOro npenaparta ans
MEOULIMHCKOrO MPUMEHEHUS! 3asBUTENb MPeACTaBNsAeT B YMNOMHOMOYEHHbI dedepanbHblii opraH WCMNOMNHUTENBHOM
BMacTu:

1) 3asiBreH1e O Bblgaye paspeLLeHUsl Ha NPOBeAEHNE KIMHUYECKOro UCCIEAoBaHUsA NEKapCTBEHHOIO npenapara Aans
MEOULMHCKOrO NMPUMEHEHWST;

2) konuM [OKYMEHTOB, MOATBEPXAAIOLMX YNnaTy rocydapCTBEHHOW MOLWSMHBLI 33 MNpoBedeHUe 3TUYECKOW
9KCMEPTM3bl, IKCNEPTU3bl OOKYMEHTOB Ha IIEKAPCTBEHHbLIN MNpenapart Ans MOoSyYeHusi paspelleHusl Ha MpOBedEHVE
KIMUHUYECKOrOo 1CCreoBaHNs NeKapCTBEHHOro npenapara AN MeAMLMHCKOTO MPUMEHEHUs!, 3a Bbidayy paspeLleHnsl Ha
npoBefeHNe KIMMHUYECKOTO UCCEN0BaHMS NekapCTBEHHOTO npenapaTta Ans MeauUMHCKOro NpUMEHeHUs!, 3a NpoBeeHne
3KCNepTU3bl JOKYMEHTOB Ha NEKapCTBEHHbIV Npenapat Ans MonyyYeHust paspelleHnst Ha NPoBEAEHNE MeXOYHApOOHOro
MHOTOLLEHTPOBOIO KIMUHUYECKOIO UCCIIe[0BaHUsA NiekapCTBEHHOTO npenaparta Ansi MeAVLMHCKOTO NPUMEHEHMS, 3a Bblaady
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paspelleHnss Ha NpPOBEOEHUE MEXOYHAPOOHOrO MHOMOLEHTPOBOMO KIMHWMYECKOTO WCCINEAOBaHWSA NeKapCTBEHHOIO
npenapara Ans MeLUUMHCKOrO MNMPUMEHEHMWS!, 3a MNpoBedeHMe 3TUYECKOW IKCMEepTM3bl, 3KCNepTU3bl OOKYMEHTOB Ha
neKapCTBEHHbIA Mpenapat Ans MNOoMyYeHusl paspelleHnss Ha MpoBeAEeHMe MNOCTPErncCTPaLMOHHOTO  KITMHUYECKOrO
nccrnegoBaHnsa NekapcTBEHHOMO Mnpenaparta ans MegULUHCKOrO NMPUMEHEHMS, 3a Bbigady paspelleHuss Ha NpoBefeHve
NOCTPErMcTPaLMOHHOTO KIMHUYECKOrO MCCeqoBaHNs TeKapCTBEHHOro npenapara ans MeauLUHCKOro NpUMeHeHNs;

(MyHKkT B pepakumun, BBEAeHHoOW B aenctBue ¢ 1 aHBapsa 2021 roga PenepanbHbiv 3akoHOM OT 27 aekabpsa 2019
roga N 478-®3. - CM. npegbigyLLyto pegakumio)

3) NPOTOKON KIMHUYECKOrO UCCIEeN0BaHMS NEKAapCTBEHHOIO NpenapaTa aAns MeauLMHCKOro NpUMEHEHS;
4) 6poLutopy uccnegoBatens;
5) NMHPOPMALMOHHBIN NIMCTOK MaLNEHT];

6) ceegeHusa o6 onbiTe paboTbl MccnegoBaTener MO COOTBETCTBYIOLMM CMELMANbHOCTSAM M MX OnbiTe paboTbl No
NPOBEAEHNIO KITMHUYECKMX UCCIIEA0BaHWIA;

7) cBegeHns 0 MeOMLMHCKMX OpraHu3aumsx, B KOTOPbIX NpeanornaraeTcs npoBedeHne KIMHUYECKoro nccnenoBaHvs
nekapcTBEHHOro npenaparta AN MeEAULUHCKOro NpUMeHeHus (MOoNHoe U COKpaLleHHOe HauMeHOBaHWS, OpraHn3aLoHHO-
npasoBasi dopmMa, MECTO HaxOKOEHUss WU MeCTO OCYLUECTBNEeHUs [fesaTenbHocTW, TernedoH, Tenedakc, agpec
SNEKTPOHHON MOYThI KaXA0W MEeANLMHCKOWM OpraHnsauum);

8) cBefieHna o npeanonaraemMblX Cpokax npoBegeHna KNnnHM4YeCcKoro nccnegoBaHua nekapCTBeHHOro npenapara angd
MeONLIMHCKOro npuMeHeHus;

9) KoM agoroBopa 0b6s13aTeNbLHOrO CTpaxoBaHuA, 3aKrnH4YeHHOro B COOTBETCTBMM C TUNOBbIMWU NpaBuiamMm
0bs13aTenbLHOrO CTpaxoBaHud, C YKaldaHnemM npe,qeanon YUCNEeHHOCTN nauneHToB, y4YaCTBYHOLIMX B KIMHUYECKOM
ncecrnegoBaHUn nekapCTBeHHOro npenapara gnda MmeamymnHCKoro npuMeHeHus,

10) nHdpopmauuo 0 cocTaBe NekapcTBEHHOTO npenapata Ans MeanLMHCKOro NpUMEHEHUs;

11) OOKYMEHT, COCTaBIIEHHbI NPOU3BOAMTENEM NEKApCTBEHHOrO npenapata And MegULUHCKOTrO NPUMEHEHUs t
codepxallMin nokasatenu (XapakTepucTuku), a Takke CBeOEeHMs O JIeKapCTBEHHOM MpenapaTte Ans MeguuMHCKOro
NPYMEHEHMS, NPON3BedEeHHOM ANs NPoBeaeHUs KMMHUYECKUX NCCIEeA0BaHWIA;

12) cBegeHus 0 gate NpegoCTaBreHuss U PerMcTpaLuoHHOM HOMepe MULEH3MM Ha MPOM3BOACTBO J1eKapCTBEHHbIX
CPeLcCTB B criyvae, ecniv Npou3BOLCTBO JIEKAPCTBEHHOIO NpenapaTta ocyllecTBnsieTca B Poccurickon ®epepauum, nnm
cBedeHMss O pgarte npegocTaBfieHMs U PEerMcTpaumMoHHOM HOMEpe 3aKMi4eHUMs O COOTBETCTBUM MNPOU3BOAUTENS
nekapcTBEHHOTO rnpenapata TpeboBaHUsIM MpaBuN Hagnexawen npon3BOACTBEHHON NPaKTWKM, NpedoCTaBrEHHOro
YNOMHOMOYEHHBIM OPraHOM CTPaHbl MPOM3BOAUTENSA NEKAPCTBEHHOMO NpenapaTa.

(MyHKT B pemakumn, BBegeHHon B gercteue ¢ 15 noHsa 2018 roga ®epepanbHbiM 3akoHoM OT 4 mioHs 2018 roga N
140-93; B pepgakumm, BBegeHHou B gencteue ¢ 1 aHBapsa 2021 roga ®eaepanbHbiM 3akoHOM OT 27 aekabpst 2019 roga N
478-03. - CM. NpeablayLLyo peaakumio)

2 1. B cny4yae HenpeacTaBneHus C 3asBfEHMEM O Bblgade paspelleHus Ha npoBefeHne  KIMHUYEeCKOro
nccnegoBaHns NekapCTBEHHOro npenapara aAnsg MeauLMHCKOro NpuMEHeHNs JOKYMEHTOB (CBEeOEHWIN), MOATBEPKOAIOLLNX
ynnaTty rocygapCTBEHHOM MOLUSIMHBI U yKa3aHHbIX B MYHKTE 2 4acTuM 2 HacTosWeW cTaTbl, a Takke BblOaBaeMbiX
(NpepocTaBnseMbIX) YNOITHOMOYEHHbIMU dhefeparibHbIMU OpraHaMu UCMOSMHUTENBHOM BNAcTU SOKYMEHTOB (CBeAEeHWNR),
yKa3aHHbIX B NyHKTe 12 4YacTu 2 HacTosLwen cTaTbW, YNOMHOMOYEHHbIM heaepanbHbli OpraH UCMOTHUTENBHOW BNacTu
3anpaluvBaeT yYKa3aHHble JOKYMEHTbI (CBEAEHWS) B MOPSIAKE MEXBELOMCTBEHHOIO MHOPMALMOHHOMO B3aMMOOENCTBMS.

(YacTb gononHutenbHo BkNtoveHa ¢ 1 aHBapsa 2021 roga PegepanbHbiM 3akoHOM oT 27 ekabps 2019 roga N 478-
D3)

3. B cpok, He npeBblwaowmi naTn paboymx OHENW CO AHSA MPUHATUS yKa3aHHOro B MyHKTE 1 4acTu 2 HacTosLen
cTaTby 3asiBNEHMS 1 HEOOXO4MMbIX JOKYMEHTOB, YMNOMHOMOYEHHbI degeparnbHbIi opraH UCMONMHUTENbHON BNacTu:

1) NPOBOAMT NPOBEPKYy MOMHOTHI U [OCTOBEPHOCTW CBEOEHWUN, COAEPXALUMXCA B NPEACTABMNEHHbLIX 3asiBUTENEM
[JOKyMeHTax;

2) MpVHUMAET pEeLLEHVWE O MPOBELOEHWU SKCMEPTM3bl OOKYMEHTOB Arsi MONyYeHUsl paspeLleHusl Ha MpOBEOEHME
KIMUHUYECKOro UCCNeoBaHUs NekapcTBEHHOMO npenapaTa Ans MegULMHCKOro NPUMEHEHUS U STUYECKOW 3KCNEPTU3bl UK
06 oTkase B NPOBEAEHUM YKA3aHHbBIX SKCMEPTUS;
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3) yBEOOMIIAET B 3ﬂeKTp0HHOI7I q)opme nnnm Ha 6yMa)KHOM HOcuUTene 3adaABuUTENA O MPUHATOM peLleHUn nubo B
crny4dae npuHATUA peLlleHna 00 oTKase Takke C YKa3aHnem npu4nH Takoro OTkasa,

4) noarotaenmMBaeTr M HanpaBnAE€T B 3KCNEepTHOe Yy4dpexaeHne W COBEeT Mo 3TUKe 3adaHune Ha npoBedeHue
COOTBETCTBYHLUMX 3KCMNEePTU3.

4. B cny4ae BbISiIBNEHUS HEMOMHOTHI U (MNKM) HEAOCTOBEPHOCTU MHAOpPMaLMKM, codepKallencs B npeacTaBneHHbIX
3asBMTENEM OOKyMEHTax, YNOMHOMOYEHHbIV dhefeparnbHbiil OpraH WCMOMHUTENBHOW BracTW HanpaerisieT 3asBUTEMHO
3anpoc 00 YTOYHEHUM YKazaHHOW WHdopMaumK. [aHHbI 3anpoc MOXET ObiTb nepegaH  yNnoriHOMOYEeHHOMY
npeacTaBUTENIO 3asiBUTENS JIMYHO MOA, PacnuUCKy, HanpaBmeH no NoyYTe 3akasHbIM MMCbMOM Uy NepeaaH B 3N1EKTPOHHON
dopme Mo TENEKOMMYHMKALMOHHBIM KaHanaMm cBs3u. B cnydae HanpaBreHus gaHHOro 3anpoca Mo rnoyTe 3akasHbiM
MUCBMOM OH CUYMTAETCH MOSTYYEHHbLIM MO UCTEYEHUM LIECTU OHEN C AaTbl HanpaBleHUs 3aKa3Horo nucbma. 3asBuTenb
00s13aH NpeacTaBUTL OTBET Ha 3anpoc YMNOSTHOMOYEHHOro doefeparibHOro opraHa MCMOSTHUTENBHOM BNacTu B CPOK, He
npeBbIlaLWmMin geBsAHOCTa pabounx gHen co gHA ero nonydeHus. Cpok, ykasaHHbI B 4acTu 3 HacTOALWENn cTaTby,
NPUOCTaHaBNMBAETCS CO [AHS HanpaBfeHus 3asBUTENI0  3anpoca  YNofIHOMOYEHHOro dedeparnbHOro  opraHa
WCMOIMHUTENBHON BNAacTu 00 OHA NOMyYeHUs UM COOTBETCTBYIOLLIErO OTBETA U HE YUYUTLIBAETCA MPU UCYUCTIEHUN CPOKa
NPUHATUSA YNONHOMOYEHHbIM hbeaepanbHbIM OpraHOM WCMOMHUTENBHON BRacTU peLleHns O MPOBEAEHUN IKCMepTu3bl
OOKYMEHTOB A1151 NMoNyYeHus paspeLleHns Ha npoBeaeHne KIMHNYECKOro NCCrefoBaHns NekapCTBEHHOMo npenapara ans
MEeOMLMHCKOrO MPUMEHEHNSI.

5. OcHoBaHWeM Ans oTka3a B MPOBEAEHWN IKCMEPTM3bl JOKYMEHTOB ASIs MOSlyYeHUst paspelleHns Ha npoBeeHne
KIMUHUYECKOTO UCCIeQoBaHNsA NEeKapCTBEHHOrO npenapata Ans MeOULMHCKOTO MPUMEHEHUSt U 3TUYECKON 3KCMepTUusbl
SIBNSIETCA MNPeACTaBreHne [OKYMEHTOB, MNPEOYCMOTPEHHbIX 4acTblo 2 HacToslel cTaTbl, B HEMNofiHOM obbewme,
HenpeacTaBlieHne 3asiBUTENIEM B YCTAHOBIEHHbIN CPOK OTBETA Ha YKasaHHbI B 4acTu 4 HAcTOsLLEN cTaTbW 3anpoc
YMNOMHOMOYEHHOro heaepanbHOro opraHa UCMONHUTENbHOWM BriacTy NMGO OTCYTCTBME B MPeACTaBMNEHHbIX LOKYMEHTax
McYeprbIBaloOLLEro NepedHsl HeoOXoAMMO MHAopMaLMM UM MHAOPMaLIUK, KoTopasl AOMkKHa ObiTb OTpaXeHa B HWX, a
Tawkke OTCYTCTBME WHpopMaumKn, noaTBepxaarowen akT ynnaTbl FoCyAapCTBEHHOW MOWMHLI 3a MpoBefdeHue
9TWUYECKOW SKCMepTU3bl, IKCMepTM3bl OOKYMEHTOB Ha eKapCTBEHHbI npenapaT Ans MomnyyeHus paspelleHus Ha
NpoBeaeHNe KIMHWYECKOro MCCReAoBaHVs NEeKapCTBEHHOrO npenapaTta Ans MeaULMHCKOrO MpUMEHeHMs, 3a Bblgady
pa3peLleHns Ha NPOBedEeHNE KINMHUYECKOro UCCIeA0BaHUs NIeKapCTBEHHOo npenaparta Ans MeauLMHCKOTro NPpUMEHEHNS,
3a npoBefeHne IKCNepTu3bl JOKYMEHTOB Ha FieKapCTBEHHbIN npenapaT Ans noflydeHusl paspelleHus Ha npoBeaeHve
MEXOYHapOOHOr0 MHOIOLIEHTPOBOrO KIMMHUYECKOr0 WCCeAoBaHUsl 1eKapCTBEHHOro mnpenapata Ans MeOMLVHCKOro
NpUMEHEHVs!, 3a Bblady paspelleHns Ha NpoBeaeHNe MeXOyHapo4HOr0 MHOMOLEHTPOBOIO KIMHUYECKOTO MCCreqoBaHus
neKkapcTBEHHOrO npenaparta AN MEeAMLMHCKOro MpYMEHEHMsl, 3a MpoBedeHNe 3TUYECKOM 3IKCMepTusbl, 3KCMepTU3bl
OOKYMEHTOB Ha JieKapCTBEHHbIN Mpenapat Ans MonyYeHus paspeLleHVsi Ha MNpoBeAeHue MNOCTPerncTpauoHHOro
KMUHUYECKOTO UCCeAoBaHMs NeKkapCTBEHHOro npenaparta Ans MeaWULUHCKOTO NPUMEHEHUs!, 3a Bbidady paspelleHust Ha
npoBeaeHne MOCTPErMcTPaUMOHHOMO KIMHUYECKOTO MCCrieqoBaHusl JIeKapCcTBEHHOro npenapata Ans MeAMUMHCKOro
NPUMEHEHNS.

6. [NpoBefeHne aKCNepTU3bl LOKYMEHTOB OIS NOMyYeHUs1 pa3peLLeHnst Ha NPOBEAEHNE KITMHUYECKOro UCCIieq0BaHns
NEeKapCTBEHHOro npenapata Ans MeOUUMHCKOTO MPUMEHEHMSI U STUYECKOM 3SKCNEepTU3bl, COCTaBIIEHNE KOMUCCUEWN
9KCMNEPTOB U COBETOM MO 3TUKE 3aKMIOYEHUA O BO3MOXKHOCTM WM HEBO3MOXHOCTU MPOBEOEHMS TaKOro KIMHUYECKOro
nUccnegoBaHns U HamnpaBrieHne 3TUX 3aKTHYEHUN B YMONTHOMOYEHHBIN heaepanbHbIi OpraH WCMOMHUTENBHOW Bractu
OCYLLECTBNSAOTCS B CPOK, HE MPEBbLILAIOLWNIA TpUaLaTn padoymx OHEN CO LOHS MOMyYeHMs SKCMEPTHbIM y4YpeXaeHnem
3a0aHns YNONHOMOYEHHOro heepanbHOro opraHa UCMOSTHUTENBHOW BNACTU C NMPUNOXEHNEM OKYMEHTOB, YKa3aHHbIX B
nyHkrax 3, 4, 10 n 11 yacTn 2 HacTosIleNn CTaTbW, U COBETOM MO ITUKE 3aJaHWUs YNOSTHOMOYEHHOro heaepanbHOro
opraHa UCMOMHUTENbHOM BNAcTU C MPUIOXEHNEM OOKYMEHTOB, YKa3daHHbIX B MyHkTax 3-6, 8 n 9 yactn 2 HacToswen
cTaTbW.

7. B cpoK, He NpeBbILLaLWMA NATU pabounx HEM Co OHSA MONYyYeHUs 3aKITOYEHWI, YKkadaHHbIX B YacTu 6 HacTosILLEN
cTaTbM, YNOITHOMOYEHHBIN heaepanbHbI OpraH UCMOMHUTENBHOW BracTu:

1) OCYLLECTBIISIET OLLEHKY MOCTYMNUBLLMX 3aKMOYEHWIA A ONPeaeneHnsl X COOTBETCTBMS 3aaHnsIM Ha NpoBedeHne
COOTBETCTBYHLLMX IKCMNEPTH3;

2) NPpUHMMaET pelleHne O Bblgade pa3pelleHna Ha npoBeaeHune KIMHUMYEeCKOro uccrenoBaHua JekapCTBEeHHOro
npenapara gna MeauUmMHCKOro npuMeHeHna nnu 06 oTkase B Bblgave YKa3aHHOro paspeLueHus,

3) BblJa€eT pa3pelleHne Ha npoesegeHne KinHU4eckoro uccrnenoBaHna JekapCTBEeHHOro npenapara and
MeONLMHCKOro npMMeHeHuna unn pewieHne 00 oTkase B Bblgave YKa3aHHOro paspelleHna ¢ ykasaHnem rnpuymH oTkasa.
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8. OcHoBaHueM On4d OTKasa B BblAade pa3pelleHnsa Ha npoBeneHne KIMHUYeCKOro nccriegoBaHua nekapCcTBeHHOro
npenaparta gna MeauunHCKOro rnpuMeHeHusa ABIAETCA Hanunydme 3akinto4vyeHnAa KOMUCCUU 3KCMepToB Ui 3aKio4YeHud
coBerta no 3TWUKe O HEeBO3MOXHOCTU nMnpoBedeHUA KIMHUYECKOro uccrnenoBaHud JiekapCTBEHHOro npenapara Aand
MeaULUMHCKOro npumMeHeHna no pedynbTartam npoBeneHHbIX 9KCnepTus, npeayCcMoTpPeHHbIX HacTbio 6 HacTosiLLen cTaTbu.

9. PeweHne o6 oTkase B MNPOBEOEHUM IKCMEPTU3bl AOKYMEHTOB AN MOMyYeHWs paspelleHns Ha npoBeneHue
KNMMHUYECKOro MCCIeq0BaHNs NEKApCTBEHHOMO Npenapara Ansg MeAULMHCKOro NPUMEHEHNS U 3TUYECKOM SKCMEpPTM3bl U B
Bblgade paspelleHus Ha NPoBedeHUE KIMHWYECKOrO MCCRenoBaHWsi NeKapCTBEHHOro npenapaTta Anst MeAULMHCKOro
NPUMEHEHMS MOXET ObiTb 0OXarnoBaHo B NOpsiAKe, yCTAaHOBNEHHOM 3akoHoAdaTenbCcTBoM Poccuickon ®enepauun.

(CtaTtbs B pegakumun, BBegeHHon B gencteue ¢ 1 nonsa 2015 roga PegepanbHbiM 3akoHOM OT 22 aekabpsa 2014 roga
N 429-03. - CM. npeablayLLyo pegakumio)

KommeHTapuin k ctatbe 39

Cratbsa 39_1. 3TM4yecKasn akcnepTusa

1. 3Tmyeckas JKCneptn3a npoBoaAnTCA COBETOM MO J3TUKEe, CO30aHHbIM B nNopAagke, YCTaHOBJIEHHOM
YNONTHOMOY€EHHbIM cbe,qepaanbnvl opraHom WCMOMHUTENbHOM BriacTW, B LEMsX Bbldayu 3akyeHuss o6 aTnyeckon
0BOCHOBAHHOCTN  BO3MOXXHOCTM npoeegeHna  KIMHUMYEeCKOro uccregoBaHunda JekapCTBEHHOro npenaparta Aand
MeaULMHCKOro npuMeHeHus.

2. Jkcneptamu coBeTa Mo 3TMKe MOryT ObiTb NpeacTaBUTeNN MEQULMHCKAX OpraHmM3auni, HayYHbIX OpraHusauum,
obpa3oBaTenbHbIX OpraHM3auuMin BbICLWIEro obpa3oBaHusi, a Taikke MpeacTaBUTENM OBLECTBEHHbIX OpraHusauum,
PENUrMo3HbIX OpraHn3aLni 1 cpeacTs MaccoBov MHGOpMaLMK. [aHHble SKCNepThl He AOIMKHbI HAXOQUTLCS B Kakom-nmnbo
3aBMCMMOCTM OT pa3paboTuUMKOB NeKapCTBEHHbIX MpernapaTtoB W ApyrMx Nul, 3avHTEepecoBaHHbIX B pesyrnbrarax
3TUYECKOW SKCNEPTU3bI.

3. Onnarta ycnyr 3KCNepToB COBETA MO 3TWKE OCYLLECTBIISIETCA HA OCHOBaHWM [OrOBOPA, 3aKIOYEHHOTO MEXZY
YMNOSTHOMOYEHHbIM hefiepanbHbiM OpraHoM MCMOSNHUTENbHOW BIlacTW, KOTOPbIM CO3[4aH COBET MO 3TMKE, M IKCMNEepTOM
coBeTa MO 3TUKE, 3a CYET BHOOXKETHBIX aCCUrHOBaHWI, MPEedyCMOTPEHHBIX YNONIHOMOYEHHOMY dheaeparibHoMy opraHy
MCMOSTHUTENBHON BMacT, KOTOPbIM CO34aH COBET NO 3TuKe, B dpefeparibHOM BHoKeTe Ha COOTBETCTBYHOLLMIA Frof Ha
obecneveHne ero AesTeNsHOCTH, B pa3Mepax, yCTaHoBMeHHbIX MpaeutensctBom Poccuiickoi deaepaumm.

4. OKcnepTbl COBETA MO 3TUKE HECYT OTBETCTBEHHOCTL B COOTBETCTBMM C 3aKOHOLATENbCTBOM Poccuickon
denepaumn.

5. CocTae coBeTta Mno 3TuKke, NofoXxeHme ob 3TOM COBETE, NOPSAO0K ero AesTeNbHOCTH, TpeboBaHMsA K KBanudmkauum
N OMbITy paboTbl MO 3KCNEPTHOM OLIEHKE HayuYHbIX, MEOULMHCKUX U 3TUYECKMX acMeKTOB KIMHUYECKUX UCCIenoBaHun
nekapcTBEHHbIX NpenapaToB Ans MeAULIMHCKOrO NMpUMEHEHUS, NPpedbsaBsSeMble K 3KCnepTamM COBeTa Mo 3TUKe, NopsiaoK
OopraHM3auum W MpoBeOeHNsT 3TUYECKOM 3IKCNepTusbl, opMa 3akioyYeHuMs COBeTa MO 3TUKE YCTaHaBMBAKOTCS
YMNOITHOMOYEHHbIM ~ dbeieparibHbIM — OpraHoM  UCMOMHUTENbHOM  BriacTu.  Yucno npeactaBuTenen  MeguUMHCKMX
OpraHM3auun He MOXET MNPEeBhLILATL NMOMOBUHY OT OOLLIEro YMcna 3KCNepToB COBETA MO 3THUKE.

6. VHdopmauma o cocTaBe COBETA MO 3TUKe, MiiaHax ero paboTbl M TeKylleh OesTernbHOCTU pas3MeLLaeTca Ha
ouumnanbHOM caniTe YMOSIHOMOYEHHOro dhefeparnbHOro opraHa WCNofHuWTenbHoM Bnactu B cetn "UHTepHer" B
yCTaHOBITEHHOM UM MOPSIAKE.

(CtaTtbs gononHuTenbHO BkItoveHa ¢ 1 nons 2015 roga ®enepanbHbiM 3akoHOM OT 22 aekabps 2014 roga N 429-
D3)

KommeHTapui k ctatbe 39_1

Cratbsa 40. NpoBeaeHne KNMHUYECKOro UccneaoBaHUA NeKapCcTBEHHOro npenapara Ans
MeAULIMHCKOro NPMMeHeHUs

1. PykoBoguTenb MEOULIMHCKOW OpraHuM3auuu, KoTopasi NMpPOBOAWT KIMHWMYECKOE WUCCIeqoBaHUE reKapCTBEHHOTO
npenapata Ans MeOWUMHCKOrO MPUMEHEHUs, Ha3HayaeT uccriefoBaTensi, OTBETCTBEHHOTO 3a MPOBEAEHWEe Takoro
uUccrnegoBaHUs UM UMeloWero  nedebHyl0  CrneuvanbHOCTb,  COOTBETCTBYIOLLYHO — MPOBOAUMOMY  KITMHWYECKOMY
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WCCMeaoBaHN0 JeKkapCTBEHHOrO npenapaTta, CO CTaxem paboTbl MO nporpaMMaM  KIUHUYMECKUX UCCnenoBaHWn
neKkapcTBEHHbIX NpenapaToB He MeHee YeM Tpu roga M No ero npeasioKeHMo HasHavaeT couccnenoBarenen ns vymucna
Bpayen aTon MeguULMHCKON OpraHm3aLmn.

(YacTb B pegakuum, BBegeHHom B gevicteue ¢ 1 nona 2015 roga ®epepanbHeiM 3akoHoOM oT 22 aekabps 2014 roga
N 429-03. - Cm. npeabigyLLyo penakLumio)

2. WccnepoBatenb OCyLWEeCcTBSIET BbIOOpP MaLMEHTOB, KOTOpblE MO MEOULMHCKUM MOKa3aHUsM MOryT ObiTb
NPVBMNEYeHb! K y4acTUo B KITMHUYECKOM UCCe40BaHMM NIEKApCTBEHHOIO NpenapaTa A1 MEAULMHCKOrO NPUMEHEHMS.

3. Wccneposatens U couccrnegoBaTenu OOMKHbI ObiTb O3HAKOMIMEHbl C  pe3ynbTaTaMy  OOKMUHWUYECKOro
nccrnenoBaHUs NekapCTBEHHOTO CPeacTBa, coAepXalumnca B Opollope uccrieqoBaTtensl, MNpOeKkToM MpoTokona
KMUHUYECKOTO  UCCMNeaoBaHNA eKapCTBEHHOro npenapata AN MeAWMLMHCKOrO MNpUMEHeHMsl, pa3paboTaHHbIM
pa3paboTuMKOM reKkapCTBEHHOro mnpenaparta WM MHbIM - IOPUAMYECKAM TMLIOM, TpVBMEKaeMbiM K OpraHusauum
NpoBeaeHNa KIMHUYECKOro WUCCNEeNoBaHUA NneKkapcTBEHHOro npenaparta Ans MeOULMHCKOro NPUMEHEHWs!, U OpYyruMu
maTepuanamm Takoro uccrenoBaHus.

3_1. PykoBogutens MeOuUMHCKOM OpraHu3aumMu B CpPOK, He MpeBblaowmi Tpex pabodnx gHen co gHA Hadana
NpoBeAEHNS KIMHNYECKOro UCCNEAOBaHMA NEKAPCTBEHHOMO npenaparta Ans MeauLMHCKOro NpuMMeHeHusl, coobliaer ob
3TOM B YMOMHOMOYEHHbIM dbeaeparbHbii OpraH MCMOSTHUTENBbHOW BracTW, BbiAABLUUA paspelleHne Ha MnpoBefeHue
Takoro uccriegoBaHus, Mo YCTAHOBIMEHHOM MM dopMe (Y4acTb JononHutenbHo BkmodeHa ¢ 1 gHBapa 2011 ropga
depnepanbHbiM 3akoHOM OT 29 Hosbpsa 2010 roga N 313-93).

4. OpraHu3aumm, OCYLLECTBIISIOLIME OPraHM3auunio MNPOBEAEHUS] KITMHWYECKOTO WCCIEAOBaHUSA J1EKapCTBEHHOMO
npenaparta Ans MeauuUMHCKOrO NMPUMEHEHNS M YkasaHHble B YacTu 3 ctaTbu 38 HacToswero ®enepanbHOro 3akoHa, B
crnyvyae HeobXoAMMOCTMN BHECEHWUSI M3MEHEHMWI B MPOTOKOS KIMHUYECKOrO UCCIIe[0BaHNA JIEKapCTBEHHOIO Npenapara ais
MELMLMHCKOrO MpUMEHeHUs1 coobLaoT 06 9TOM B YMOMHOMOYEHHbIN hefepanbHbIi opraH UCMOMHUTENBHOW BracTw,
Bbl4aBLUMI pa3peLleHre Ha NPoBeOEHME TaKoro NCCneaoBaHns, MO YCTAHOBNEHHOW UM ¢opMe (YacTb OoMnorHeHa ¢ 26
okTA6psi 2010 roga PenepanbHbIM 3akoHoM OT 11 okTa0psa 2010 roga N 271-93 - cM. npeabiayLLy0 peaakuuto).

4_1. (Dopma COOOLLEHNST O BHECEHWM W3MEHEHWIA B NPOTOKOST KIMMHUYECKOro uccriegoBaHuAa JekapCTBEeHHOro
npenapara anda MeanumHCKOro npuMeHeHna OomxHa cogepxKatb cneayrwme ceeaeHnd:

1) HanMeHoBaHue, VI,D,eHTVIq)I/IKaLI,VIOHHbIﬁ HOMEpP 1 aTta NpoTOKOoJ1a KIMMHNYECKOro NnccrieqoBaHUA,
2) [aTta BHECEHUNS U3MEHEHUI B NPOTOKOJ1 KIMMHUYECKOro nccrieoBaHuA;
3) HanMeHOBaHNE N MECTO HaxXOXOEHUA 3adBUTENA,

4) Ha/MeHOBaHVe OpraHu3auuM, MPUBIIEHEHHON pa3paboTyYMKOM IEKAPCTBEHHOrO Mpenapata K opraHvsauuu
NpoBeAeHUs! KIMHUYECKOro UccnefoBaHus (MpY Hanudum);

5) HaumeHOBaHWMS M MecTa HaxXOoXKOEeHUs MEOMLMHCKUX OpraHusauuWii, B KOTOPbIX MPOBOAUTCS KIMHUYECKoe
nccnegoBaHue;

6) Aarta Bbla4yun paspelleHna Ha nposeaeHmne KnnHn4eckoro nccriegoBsaHna n HoMep 3Toro paspeLlueHund,

7) N3MeHeHNs1, BHOCUMbIE B NMPOTOKOS KIMHUYECKOro UCCIeoBaHus.
(Yactb 4_1 gononHutenbHO BktoveHa ¢ 26 okTabpsa 2010 roga PegepanbHbiM 3akoHoM oT 11 okta6psa 2010 roga N
271-93)

5. B cpok, He npeBblwaoLWLmi Tpuauatn pabodnx gHen co OHSA NoNyYeHnst yKasaHHOro B YacTu 4 HacTosILLEN CTaTbu
Co00LLEHNs, YMONMHOMOYEHHbIA dhedepanbHbIi OpraH MCMOMHUTENbHOM BriacTWU paccmaTpuBaeT 3TO coobllieHne B
YCTaHOBITEHHOM UM MOPSAKE U NMPUHMMAET peLleHne O BHECEHWM U3MEHEHU B MPOTOKOJN KITMHUYECKOro MccrnenoBaHust
NekapcTBEHHOro npenapaTta Ans MeAWULMHCKOrO MPUMEHEHUst UM o0 OTKase BO BHECEHUM TaKUX M3MeHeHuin. [lpu
pacCMOTPEHUN COOOLLEHNST O HeoOXOOUMOCTU BHECEHMSI W3MEHEHWA B MPOTOKON KITMHWYECKOTO MCCreaoBaHust
NeKkapcTBEHHOrO npenapata Anst MeOMLMHCKOrO MNPUMMEHEHMS1 B LensiX OLeHKM 0BO0CHOBaHHOCTM npeararaembix
W3MEHEHU W OMNpederneHnst CTENEHN pycka ANs NauMeHTOB, MPUHMMAOLLMX ydYacTue B KIMHUYECKUX UCCIegoBaHusX,
YNOMHOMOYEHHbIM (hefeparnbHbIM OPraHOM MCMOSTHUTENBbHOW BNACTU MOTYT NPUBMEKaTbLCS SKCMEPThbl COBETA MO ITUKE.

(YacTtb B pegakumm, BBeaeHHow B gencteue ¢ 1 nons 2015 roga PeanepanbHbM 3akoHOM OT 22 aekabps 2014 roga
N 429-03. - CM. npeablayLLyo pegakumio)

6. KnuHuuyeckoe wuccnenoBanve JleKapCTBeHHOro npenapata Aand MeguuuHCKOro mnpuMeHeHUA MOXET ObITb
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NPVYOCTAHOBIEHO MW MpeKpaLleHo, ecrnv B MpoLIecce ero npoBeaeHus obHapyeHa OMacHOCTb ANS >KWU3HW, 300POBbS
nauueHToB. B cnyyae BO3HWKHOBEHUSI OMAacHOCTU AN1A KU3HM, 300POBbSA MaLueHTa, y4acTBYHOLLEro B KMMHUYECKOM
MCCredoBaHWM  MeKapcTBEHHOro  npenapata  Anf  MEeOULMHCKOro  MpuUMeHeHusi,  uccregosartenn  oGsasaHbl
NPOMHOPMMPOBaTL 06 3TOM PYKOBOAWUTENS MEOWLMHCKON OpraHusauun M opraHus3auumio, Nony4vvBLIYIO paspelleHune
YMNOMTHOMOYEHHOTO  (helepanbHOro opraHa WCMOMHUTENBHOM BMacTW Ha OpraHM3auuio NpPoBedeHUst  KIMHWUYECKOro
nccrnenoBaHUst  NekapcTBeHHOro npenapaTta. PelleHne O  NPUOCTaHOBMNEHWM  KIMHUYECKOTO  MCCrenoBaHus
nekapcTBEeHHOro npenaparta Ans MeguUUHCKOro MPUMEHEHUs! NPUHUMAIOT PyKOBOAUTENb MEOULIMHCKOW opraHusauum u
(vnK) opraHMsaums, nony4dMBlLIaa paspelleHne YMNorHOMOYEHHOro defepanbHOro opraHa WUCMONMHUTENbHOM BracTu Ha
opraHv3aLuio NpPoBeAeHUs! KMMHNYECKOrO UCCINEeaoBaHna NeKkapCTBEHHOro npenapaTta Ansa MeauLUHCKOro NMpUMEHEHNs,
pelleHne O NpeKpalleHNM TaKoro UCCNeaoBaHUA NPUHUMAET YNOMNMHOMOYEHHbIN ddeiepanbHblii opraH UCMONMHUTENbHOM
BMacTV Ha OCHOBaHMM COOBLLIEHNS B NUCbMEHHON (hopMe PyKOBOOAUTENS MEAMLIMHCKOM OpraHu3aLum Uy opraHusaus,
nonyyvBLIaa paspelleHe YMonHOMOYEHHOro dhedepanbHOrO opraHa WCMOMHUTENBHOM BMacTU Ha OpraHU3auuio
NMpoBeaeHNs KINNHUYECKOro UCCIEea0oBaHUA NEKapCTBEHHOro npenapara Ans MeauLMHCKOro MpUMEHeHWs.

7. B cpok, He npeBblALWMA NSTU pabounx AHEW CO OHS 3aBEPLUEHUs), NMPUOCTaHOBSIEHNS WUNW NpeKpaLleHns
KIMMHWYECKOrO WUCCMEeLoBaHMA NEekapCTBEHHOrO npenapaTta Afis MEeAMLMHCKOro MNpUMeHeHus, coobluieHne o6 aTom
HanpaBnsSIETCA OpraHM3aumsaMK, ykasaHHbiMM B 4Yactm 3 ctatbu 38 HacToswero PengepanbHOro 3akoHa, B
YNOSTHOMOYEHHbIN heaepanbHbI OpraH UCMOMHUTENbHOM BriaCTU NO yCTaHOBMEHHOW M ¢hopMme.

8. (DOpMa Ccoo0LLEeHNs o 3aBepLieHnn, npuocTaHoBEHUN WUNN  nNpekpaweHnn KInHU4YeCKoro wuccnegoBaHud
JleKapCcTBEeHHOro npenapara gna MeauLlmMHCKOro npuMeHeHna AoJmkKHa cogepXxaTtb:

1) uHGOpPMaUMIO O MEOMUUHCKOW OpraHusauuv Wnv MEeOVUMHCKAX OpraHvM3auusix, MNpoBOAMBLUMX [JaHHOE
uccnegoBaHue;

2) onncaHne gaHHoro nccnengoBaHnd,

3) AaHHble uccnegosatensa (hamunus, UMs, oTY4eCTBO, MECTO paboThbl, 3aHMMaeMas OOMKHOCTb, CMeLnanbHOCTb,
CTax paboTbl MO nporpaMMam KIMHUYECKUX WUCCNEAOBaHWN JEeKapCTBEHHbIX MpenapartoB, MepeqYeHb KIMMHUYECKNX
nuccrnegoBaHin  fiekapCTBEHHbIX MpenapaToB, B KOTOPbIX OH MpWHUMan yyactve (nepuogbl ydacTusi) B KadecTBe
uccrnegoBaTena unuM couccnegosartens) (NyHKT gononHeH ¢ 26 oktabps 2010 roga PenepanbHbiM 3akoHOM OT 11
okTA6psi 2010 roga N 271-P3 - cM. NpegblAyLLY0 peaakumio);

4) pesynbTaT QaHHOMO MccrenoBaHus (3aBeplLueHne, NpUocTaHOBIEHWE UMK NpeKpaLleHne AaHHOro MccrenoBaHus
C YKasaHMeM WX MpUYMH U BNUSIHASL Ha OLIEHKY €ero pes3ynbTaToB, OOLLYI OLEeHKY pucka U OXUgaemoi Mnonb3bl OT
NpPUMEHEHVSI UCCeyEeMOro fiekapCcTBEHHOro Nnpenaparta, a Takke npeanonaraemble ganbHenwme 4efcTeus).

8_1. lNpu BbisiBNEHUN degepanbHbIM OpraHoM UCMOSNTHUTENBHOM BNAcTU, OCYLLECTBASIOWNM hyHKLUN NO KOHTPOSTHO
N Hag3opy B cdepe 30paBOOXpaHEHWs, HapyLUEHWA MNpaBun Hagfexallen KIMHUYECKOW MPakKTUKU Mpu NpoBeneHuK
KMMHUYECKOr0 MCCMEeAOoBaHUS JEKapCTBEHHOro npenapaTta, BIIMALWMX Ha MOMAHOTY M (MnM) AOCTOBEPHOCTb OAaHHOro
KMMHUYECKOrO UCCNefoBaHusl, YKasaHHbIM  dpedepanbHbii - OpraH  UCMOMHWUTENbLHOW BNacTu  NpUMOCTaHaBNMBAET
npoBegeHne AaHHOTO KIMHUYECKOro WCCHEAOBaHUs U BbIHOCUT MEOMLMHCKOM OopraHusauumM, B KOTOPOM NpOBOAMTCS
[aHHOe KIMMHUMYECKOE MWCCrefoBaHue, npeanucaHne o6 yCTpaHeHWM BbISIBIEHHLIX HapylleHuwn. [py HeycTpaHeHun
MEOMLMHCKON OpraHM3aunen BbISBMNEHHbIX HapyLEeHWA B YCTaAHOBMEHHbIW B NPeanMcaHnM CpPoK  YKasaHHbIN
defepanbHbli OpraH WCMNONTHUTENBHOW BNAcTM MPUHMMAET peELleHVMe O MpeKpaweHUn MPOBEAEHUs] KIMHUYECKOro
MUCcrneaoBaHUsl JEeKapCTBEHHOro npenapata W HanpaensieT B dedepanbHbii OpraH  MCMOMHUTENBHON  BNacTw,
OCYLLECTBNSAOWMNA (PyHKUUM MO BblpaboTKe U peanu3auun rocydapCTBEHHON MOMUTUKA M HOpPMaTMBHO-MPaBOBOMY
perynupoBaHnio B cdepe 34paBOOXPAHEHUS, 3aKMOYEHUEe O BbISBNEHUM MPU MPOBEOEHWMN [AHHOMO KIMHUYECKOro
MUccrnegoBaHNs HapyLlleHWin MpaBun  Hagnexallel KIMHUYECKON MpakTUKXW AN MPUHATUS  pelleHuss o6 oTMeHe
paspelleHns Ha OpraHu3auulo NPOBEeOEHUs OAaHHOIO KIMHUYECKOro WCCredoBaHUs C AaTbl MPUHATUS pelleHust O
NPUOCTaHOBNEHMN NPOBEAEHMS! KITMHUYECKOrO NCCIeA0BaHUS fiekapCTBEHHOrO npenapara.

(HYactb gononnutenbHo BktodeHa ¢ 1 mona 2015 roga degepanbHbIM 3akoHOM OT 22 gekabps 2014 roga N 429-
@ 3; B pegakuun, BBegeHHon B aencteue PepepanbHbiM 3akoHoM oT 13 mona 2015 roga N 241-93. - Cwm. npegbigyLuyto
pedakuuio)

9. YNOnMHOMOYEHHbIN dhefepanbHbIi OpraH UCMOMHWTENbLHON BAacTu OnyOGnmuKoBLIBAET U pa3MeELLAET Ha CBOEM
odhmumnansHoM cavite B cetu "MIHTepHeT" coobLleHne O 3aBepLLEHUM, MPUOCTAHOBIIEHNM UM NPEKPaLLEHNN KITMHUYECKOrO
NCCregoBaHns fiekapCTBEHHOMO npenapaTta A MEOWLMHCKOro NMPYMEHEHMST B CPOK, HE MPEBbIWAoLWMI NATU paboumnx
[OHEeN Co OHA ero noslyyYeHns, B yCTaHOBNEHHOM MM MOpsiaKe.

10. YnonHoMmouyeHHbIn heaepanbHbIl  OpraH UCMNOMHUTENbHOM BNAacTU  OCYLLECTBISIET BeOeHWe peecTpa
uccrnegoBaTenen, NPOBOAAMX WM MPOBOAMBLUMX KIMMHUYECKME WUCCNEOOBaHMS JEeKapCTBEHHbIX MpenapaToB Ans
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MEOMLMHCKOrO MNPUMEHEHWS, B COOTBETCTBUM C YTBEPXKAEHHbIMU WM MpaBunamMmM M pasMellaeT ero Ha CBOEeM
odmumanbHoOM cante B ceTu "VIHTepHeT" B yCTaHOBMEHHOM MM Mopsaake. YKasaHHbIN peecTp COAEPXUT MHdopMauuio,
npenycMOTPEHHYHO MYHKTOM 3 YacTu 8 HacTosLLEN CTaTbW.

11. OTYeT 0 pe3ynbTaTax KIMMHUYECKOro NCCIeaoBaHusl fiekapcTBEHHOrO npenapara Asis MeAULMHCKOrO NpUMEHeHMs]
COCTaBIAETCA OpraHu3almen, ykasaHHo B 4YacTu 3 cTtatbk 38 HacTosllero defepanbHOrO 3akoHa, Ha OCHOBaHWUM
3aKMIOYEHNN MEOULIMHCKUX OpraHv3auui, NpoBOAMBLUMX 3TO MCCredoBaHWe, W MPeaCcTaBrsieTcss B YMONHOMOYEHHbIN
defepanbHbIii opraH UCMONHUTENbLHOW BMacTW, BblAaBLUUIA paspeLleHne Ha NpoBedeHne 3TOro MccrneaoBaHus, B CPOK,
He MpeBbIlLIALINA TPeX MecCsLleB CO [OHS €ero 3aBeplUeHusl, MPUOCTaHOBMEHUA WNKU TMNpeKpalleHnsl, B Mopsiake,
YCTaHOBINEHHOM YMONMHOMOYEHHbIM doeieparnbHbIM OpraHoM UCMONMHUTENBHOW BMACcTW.

12. HapyweHue npaBun Hagnexawien KIMHUYECKON MpakTuKK, danbcudukaumsa pesynbTaToB  KIUHUYECKOro
MCCrnegoBaHns feKkapCcTBEHHOrO Mpenapata Ans MEeOULMHCKOrO MPUMMEHEHMS BMNEKYT 3a COOOW OTBETCTBEHHOCTb B
COOTBETCTBUM C 3aKkoHoAaTenbcTBOM Poccuinckon denepanmu.

(YacTb B pepakuum, BBegeHHon B gencteue ¢ 1 nona 2015 roga ®epepanbHeiM 3akoHoM oT 22 aekabpsa 2014 roga
N 429-03. - CM. NpeablayLyo penakumio)

13. Mpy npoBegeHUn KNMHUYECKOro WCCre4oBaHUsl NeKapCTBEHHOrO Mnpenaparta ans MeguUMHCKOrO MpUMEHEHUs!
Jonyckaercs 3abop y naumeHToB Buonornyecknx Matepuanos (obpasLibl OUONOrMYEeCcKnX XXUOKOCTEN, TKaHEW, CEKPETOB U
NPOOYKTOB XM3HEAEATENbHOCTN 4YeroBeka, (U3MOMNOrMYEeckUX W MNaToNorMYeckMx BblOENEeHWn, MasKkoB, COCKOGOB,
CMbIBOB, MMKPOOPraHM3MoB, BUoncuiHbIn matepuan) ans ux usyvenus B Poccuiickon ®egepaunm u (1nu) 3a npegenamu
Poccuitckon ®eaepaumu.

(YacTb B pepakuum, BBegeHHon B gencteue ¢ 1 nona 2015 roga ®enepanbHeiM 3akoHoM oT 22 aekabpsa 2014 roga
N 429-03. - CM. npeablayLLyo pegakumio)

14. Mopsigok BBO3a B Poccuiickyio Pepepauunio 1 BbiBo3a 3a npegensl Poccuiickon ®epepaumm GMonornyeckux
MaTepuarnoB, MOMyYEHHbIX MPW MPOBEOEHMM KITMHWMYECKOTO WCCMEeAoBaHMA JIEKapCTBEHHOro npenapata  Aans
MeaMLIMHCKOro NpMMeHeHus1, ycTaHaenmueaeTcs lNpaBuTenscTBoM Poccuinckon ®enepauun.

(YacTtb B pemakumn, BBeaeHHow B genctaue ¢ 1 uonga 2015 roga ®egepanbHbiM 3akoHOM OT 22 aekabpsa 2014 roga
N 429-03. - CM. npeabigyLLyo pegakLumio)

KommeHTapun k ctatbe 40

CrtaTtbs 41. [loroBop 0 NpoBeAeHNUN KITMHUYECKOro UccriefoBaHUs IeKapCTBEHHOro npenapara
AN MegULMHCKOro NpMMeHeHust

1. KnuHudeckoe wuccriefioBaHWe reKapCTBEHHOro mnpenaparta Ans MeOULMHCKOro MpYMEHeHMs MpoBOOUTCA B
COOTBETCTBUM C JOFOBOPOM O MPOBEAEHMN KIMHUYECKOTO MCCNEeaoBaHnsa NekapcTBEHHOro npenaparta ans MeauLMHCKOro
NPUMEHEHVS!, 3aKNYaeMblM MeXIy opraHvu3aLueit, Nony4mBLLEeNR paspelleHme YNonHOMOYEHHOro degepanbHOro opraHa
WCMOINMHUTENBHOM BRAacTU Ha OpraHM3auuio NPOBeAEeHUs TaKoro WCCNeaoBaHus, WU MEOWLUHCKOW opraHusauuen,
OCYLLECTBNSAOLLIEN NPpoBEAeHNE Takoro NCCneaoBaHus.

2. ﬂOFOBOp O npoBedeHUn KIMHUYECKOro wuccnenoBaHnAa JekapCTBEHHOro npenapara Aand MegudmnHCKoro
NpUMEeHeHUA OOIMKeH coaepxXaTb:

1) YCNOBUSI 1 CPOKV NMPOBEAEHUA JaHHOIO MCCrieqoBaHus;

2) onpepgenexve obLwel CTOMMOCTU NpPorpaMMbl JAaHHOMO NCCNEAOBaHNUSA C YKasaHMeM CyMMbI, NMpegHasHavatoLencs
ONA BbINNaT UccrenosarensmM, couccnenoBarensm;

3) onpeaeneHve hopMbl NPEACTABMNEHNS pe3yNnbTaToB AaHHOMO UCCNeAoBaHUsA B YNOMHOMOYEHHbIN deaepanbHbii
opraH MCMOMHUTENbHON BNacTMu.

KommeHTapui k ctatbe 41

Cratbsa 42. PuHaHCOBOE obecnevyeHne KIMHNYEeCKOro uccrnenoBaHusi NekapCcTBeHHOro npenapara
Ans MeAULIMHCKOro NpuMeHeHus
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®dunHaHcoBOoe obecnevyeHne KIMHUYECKOrO WCCIIedoBaHus JIeKapCTBEHHOro npenapara Anda MeauunHCKoro
NPUMEHEHNA OCYLLECTBITAETCA 3a CHET:

1) cpeacTB doegepanbHOro OloKeTa;

2) cpeacTe Opl'aHI/I3aLLI/II7I, nonyyvymeLUInNX paspewleHne Ha opraHun3auunio npoeseneHnsa OaHHOro uccrenoBsaHud, B
COOTBETCTBUN C yCIOBMUAMU JOroBopa O ero nposeaeHuu;

3) VHbIX He 3anpeLLeHHbIX 3aKoHoAaTenbLCTBOM Poccunckon ®egepaum NCTOYHNUKOB.

KommeHTapun k ctatbe 42

CraTbs 43. I'IpaBa nauneHToB, y4acTByHOLWUX B KITMHNYECKOM nccrieaoBaHuu nekapctBeHHOro
npenaparta And meanUMHCKOro npmmMmeHeHus

1. YyacTuve naumeHToB B KITMHNUYECKOM UCCIIEA0BaHNM NIeKapCTBEHHOrO npenapara Anst MeguuMHCKOro NpUMEHEHUS
ABndeTcA ﬂ,O6pOBOJ‘IbeIM.

2. MaumeHT unu ero 3akoHHbIM NpeacTaBUTENb AOMkeH ObiTb MHPOPMMPOBaH B NMCbMEHHON dhopMme:

1) O JleKapCTBeHHOM npenapate ana mMmeguuunHCKOro npuMeHeHna U CyLHOCTU KIMUMHUYEeCKOro nccrieqoBaHuna 3Toro
JIEKapCTBEHHOro npenapara;

2) 0 Ge3onacHoCcTu JIeKapCTBEHHOro npenaparta gnda MeguumMHCKOro npuMeHeHua, ero oXxugaemom S(i)CbeKTVIBHOCTM n
CTeneHn pucka and nayuneHTa;

3) o0 yCnoBuAX ydacTtua nauyuneHta B KIMMHUYEeCKOM UCClieaoBaHUM NeKapCTBEHHOro npenapara anda MeanumHCKoro
NPUMEHEeHUA,

4) O uenn vnn uendax n npoaomxnTernnibHOCTU KIMMHUYEeCKOro wuccregoBaHna J1eKapCTBEHHOro npenapara Aand
MEONLIMHCKOro NpMMeHeHus;

5) O [OencTBuSAX NauneHTa B cny4yae HenpeaBnaeHHbIX 3(1)d)eI(TOB BITAHUA JeKapCTBEHHOro npenapara And
MeanLUMHCKOro npMmMmeHeHna Ha COCTOAHME ero 30poBbA,

6) 06 ycrnoBusix 06A3aTeNbHOIO CTPaxoBaHUS XXU3HW, 340POBbSA NaLNEHTa;

7) O rapaHTunax KOH(*)VIﬂ,eHLWIaJ'IbHOCTVI ydacTtna nauuneHta B KIMHUYECKOM wuccnegoBaHun nekapCTBEeHHOro
npenapara ana meanumHCKoro npuMeHeHuA.

3. ,D,O6p0BOJ'IbHO€ cornacuve nauneHta Ha y4YacTtue B KIMHU4YEeCKOM 1ccrenoBaHUn NekapCTBEHHOro npenapara and
MeOULUMNHCKOro rnpuMeHeHna noAaTBepXaaeTca ero noanncbio Win noannucbrd ero 3akOHHOro npeactaBuUTenda Ha
I/IH(*)OpMaLI,VIOHHOM JINCTKE NauneHTa.

4. TlauneHT Unu ero 3aKoHHbIV NpeacTaBUTENb MMEET NPaBO 0TKa3aTbCA OT y4acTusl B KMMHUYECKOM MCCrenoBaHum
nekapcTBEHHOro npenapara Ans MeauLIMHCKOro NMpUMeHeHnst Ha nioboit cTaaumn NpoBeaeHUs Takoro NccrnenoBaHus.

5. TpoBeaeHne KMHWYECKOTO WCCNenoBaHWs IEeKapCTBEHHOro npenapata Ans MeAWULMHCKOrO NPUMEHEHUst C
y4YacTMeM B KayecTBe MauUMEeHTOB [eTell OOoMyCKaeTcsl TONMbKO C corfnacusi B NMUCbMEHHOM ¢opMe UX poguTenen,
yCblHOBUTENEN. [1eT MOryT paccmaTpyBaTbCsl B Ka4eCTBE MOTEHUMArbHbIX NaLWEHTOB TaKOro UCCeaoBaHUsi, TOMNbKO
€Cnn ero NpoBefeHNe HeobxoaMMOo AN YKpPEnIeHns 300poBbs AeTer UNn NponnakTnky NHAGEKLMOHHbIX 3aboneBaHnii B
OETCKOM BO3pacTe b0 eCnu LieNbio Takoro UCCNedoBaHus SIBASIETCA MOMyYeHUe AaHHbIX O Haunyylen OO3MPOBKE
NekapcTBEHHOrO npenapata Anis nedeHus getein. B aTux cnydasix Takomy WCCredoBaHUIO [OIMKHO MpeaLecTBOBaTb
KMVMHUYECKOE WCCMNEedoBaHME JTEKapCTBEHHOro npenapata gfs MEeOUUMHCKOTO MPUMMEHEHMSI Ha COBEPLUEHHOMETHMX
rpakgaHax, 3a UCKIKYEHNEM CINyYaeB, eciiv UCCrieQyeMblil NiekapCcTBEHHbIV npenapaTt Ans MeguuMHCKOro NpuMeHeHNs
npegHasHa4yeH NCKMIOYMTENBHO A5 UCMONb30BaHUSI HECOBEPLLEHHONIETHMU FpaXdaHamu.

(YacTb B pegakuum, BBeAeHHOW B fencteue ¢ 22 Hosopsa 2014 roga PenepanbHbiM 3akoHOM OT 22 okTA0ps 2014
roga N 313-93. - CM. npedbiayLLyo peaakumio)
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6. Sanpeu.l.aeTCH npoeeneHne KIMHMYeCKoro wuccrnenoBaHuna JIekapCTBeHHOro npenapara nnda MeguumHCKOro
npumMeHeHna ¢ y4actnem B Ka4eCcTBe NauneHTOB!:

1) peten-cmMpoT 1 geTen, ocTaBLUMXCs Be3 nonedeHuss pogutenen;

2) XEeHLUMH B nepuog 6epeMeHHOCTH, XKEHLLMH B Nepuo rpy4aHOro BCKapMITMBaHWS, 38 UCKITKOYEHUEM CIyYaeB, ecnm
NpoBOAUTCS KINMHUYECKOe UCCNedoBaHne NekapcTBEHHOro npenapara, npegHasHadeHHoro AN yKasaHHbIX XKEeHLWH, npu
YyCHoBUM HeoBxoaMMOCTM MOMyYeHnst MHopMaLMM TOMNbKO BO BPEMs MPOBEOEHWS COOTBETCTBYHOLLMX KITMHUYECKUX
nccrnenoBaHUii U NPUHATUA BCEX HeoBxoOouMbIX MEP MO WCKMIOYEHWIO pUCKa HaHeceHus Bpenda >XeHLiuMHe B nepuos
GepeMeHHOCTMH, XKEHLLMHE B nepuop rpyAHOro BCKapMIvBaHus, nrogy U pedexky;

3) BOEHHOCHyXallWX, 3a MCKMOYeHWeM CryYyaeB MNpoBeAeHMst KIMMHUYECKOro WCCIeaoBaHUs NeKapCTBEHHOro
npenapaTa, cneuuanbHO pa3paboTaHHOro AN MPUMEHEHUSI B YCIIOBUSIX BOEHHbIX JEACTBUIA, Ype3BblYaiiHbIX CUTYaLWIA,
NPOOUNaKTUKN 1 nedeHus 3aboneBaHuii Y MOpaXKeHUi, Momny4deHHbIX B pesynbTare BO3OeWCTBUA HeBrnaronpuaTHbIX
XAMUYECKMX, GMONOrMYEcKUX, pagnaumoHHbIX drakTopoB. KrnvHuYeckoe MccrneqoBaHme Takoro nekapCTBEHHOro npenapara
MOXET MNPOBOAWUTLCA C Y4YacTMeM B KayecTBe NaLWEHTOB BOEHHOCMYXAaLUMX, 33 WCKMYEHUEM BOEHHOCTY>KaLLUX,
NPOXOASALLMX BOEHHYIO CNyOy Mo npusbiBy, ¢ cobnogeHem TpeboBaHuiA, yCTaHOBMNEHHbIX HacToswmum dPenepanbHbIM
3aKOHOM B OTHOLUEHWW FPaXOaHCKMX TNLL;

4) COTPYAHMKOB NPaBOOXPaHUTENbHbIX OPraHoB;

5) nuu, OTObIBaKOLLMX Haka3aHWe B MeCTax JULeHWs cBoOoAdbl, a TaKKe IWL, HaxOASLWMXCS nog CTpa>|<e|7| B
cnencTBEeHHbIX U30IATOpax.

7. ,D,OI'IyCKaeTCFI npoeegeHne KINMHNMYECKOro wuccnenoBaHnA JnekapCTBeHHOro npenaparta Aanda MeguumnmHCKOro
npumMeHeHuda, npegHasHad4eHHoOro Ana nedyeHna ncuxmiyeckmnx 3aboneBaHun, C ydyactunem B KadecTBe nauneHToB Inul C
NncuxmM4eckummn 3aboneBaHusiMu, NPU3HAHHbIX HeaeecnocobHbIMN B nopsagke, yCTaHOBJIEHHOM 3aKOHOAATENMbCTBOM
Poccuiickon CDe,qepau,Ml/l. KnuHnyeckoe uccnegnosaHune JIEKapCTBEHHOIro rnpenapara B 3TOM Cliy4dae npoBOAUTCA Mpu
HanuumMM cornacus B NMCbMEHHON CbOpMe 3aKOHHbIX I'Ipe,El,CTaBI/ITeJ'IeVI YKa3aHHbIX 1114,

KommeHTapun kK ctatbe 43

Crtatbs 44. Ob6s3aTenbHOe CTpaxoBaHMe XXU3HU, 300POBbSA NaLUeHTa, y4acTBYHOLWEro B
KJIMHU4YECKOM MCCliefoBaHMU NeKapCTBEHHOro npenapara arns MeauLMHCKOro NpMMeHeHus

1. OpraHuzauusi, TnonyyvBlIAs paspelleHVe Ha opraHM3auuilo  NPoBedeHUsl  KIMMHUYECKOro  MUCcCreagoBaHus
fieKapCTBEHHOrO npenapata ans MeQUUMHCKOro npuMeHeHusl, obsidaHa B kadecTBe CTpaxoBaTensl CTpaxoBaTb PUCK
NpUYVHEHUs Bpeda >XW3HW, 3[0POBbI MNalueHTa B pesynbTaTte MNpPoBedeHUsl KIMHUYECKOTO WCCIeaoBaHus
riekapcTBEHHOro npenapaTa Aanst MeAULUMHCKOro NPMMEHEHUs 3a CBOW CYET MyTeMm 3aKiYeHust 4oroBopa 0bsi3aTenbHOro
CTpaxoBaHus.

2. O6bekToM 006sA3aTENbLHOrO CTpaxoBaHUA ABJIAETCA I/IMyLLLGCTBGHHbIVI MHTEpeC nauneHTa, CBSI3aHHbIA C
npuydnHEHEM Bpena ero Xn3H1M nnm 340poBblo B pedyrnbTaTte npoBeaeHnsa KnnHM4eCcKoro nccrieqoBaHmna nekapCcTBeHHOro
npenapara ana meanumnHCKoro npuMeHeHuA.

3. CTpaxoBbIM Crny4aeM Mo JoroBopy 00A3aTeNbHOr0 CTPaXoBaHWUA ABMNSAETCA CMEPTb NauueHTa Unu yxyalleHue ero
300pOBbSl, B TOM YuMCrie Briekyllee 3a cobON YCTaHOBEHMEe WHBaNMOHOCTMW, MPU HamMYMyM MPUYUHHO-CIEACTBEHHOM
CBSI3M MeXIy HacTyMNMeHneM 3TOro CODbITUS U ydyacTMeM MauueHTa B KINUMHUYECKOM WUCCINEdoBaHUM NEeKapCTBEHHOo
npenapara.

4. TpeboBaHus 0 BO3MeLLEHUN Bpeaa, NPUYMHEHHOrO XXM3HU UMK 300POBbLI0 NalMeHTa, NpeabaBNATCA B TeHeHne
CPOKOB MCKOBOW AaBHOCTM, YCTAHOBMNEHHbIX MPaXO4aHCKUM 3aKOHOA4aTENbCTBOM.

5. Pasmep cTpaxoBoi BbinnaThl No JOroBopy obsizaTensHoro CTpaxoBaHNA COCTaBIIAET:

1) B Cny4yae cMepTh nauuneHta gea MUITTIMOHa py6nel7| Ha KaXgoro nauuneHta, ydYactBOBaBLUEro B KITMHUYECKOM
nccnenoBaHUn nNekapCTBeHHOro npenaparta,

2) Npy yxyALWeHWn 340p0oBbs NauneHTa:
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a) noBriekLlem 3a cobon yCTaHOBI1€Hne MHBalmMaHOCTH I rpynnbl, 0OAMH MUITTTMOH NMATBLCOT ThICAY py6r|e|7| Ha KaXXgoro
nauneHTa, y4dacTtBoBaBLUEro B KIMMHUYECKOM nUccnengosaHnUn nekapcTBeHHOro npenapara;

©) noBnekwem 3a cobon yCTaHOBMNEHUE uHBanNuaHocTh |l rpynnbl, 0AWH MUAAKWOH pybnen Ha Kaxkooro nauumeHTa,
y4acTBOBaBLUErNO B KMMHUYECKOM MCCIeL0BaHNM fleKapCTBEHHOIo npenapara;

B) noBekwem 3a cobon yCTaHoBI1eHne nHBannmaHoCTn 1 rpynnbl, NATbCOT ThICAY py6nel7| Ha KaXKgoro nauueHTa,
y4dacTBOBaBLUEro B KIMMHNM4YECKOM UccnengoBaHUn nNekapCcTBeHHOro npenapara;

r) He noBneKkwem 3a coboW YCTaHOBMEHWUS WHBaANMAHOCTW, He 6Goree uyem TpucTa ThiCAY pyOnen Ha Kaxgoro
nauneHTa, ydacTBOBaBLUEro B KIMHUYECKOM MWCCeLOBaHUM JlekapCTBEHHOro npenaparta, Mcxogs U3 HOPMaTMBOB,
OTPaXaloLLMX XapaKTep U CTeneHb MOBPEXOEHUs! 3[00POBbs, a Takke (PakTUYECKN MOHECEHHbIX MaLMEHTOM pPacxofos,
BbI3BaHHbIX MOBPEXEHMEM 340POBbS, Ha MEAULIMHCKYO NMOMOLLL, NPUOBpeTEHNE NekapCTBEHHbIX NpernapaToB.

(MognyHKT B pemakuun, BBegeHHon B gencteue ¢ 1 nons 2015 roga PenepanbHbiv 3akOHOM OT 22 gekabps 2014
roga N 429-®3. - CM. npeabigyLLyto pedakumio)

6. Yactb yTpatuna cuny c¢ 1 uonsa 2015 roga - ®enepanbHblid 3akoH oT 22 aekabpsa 2014 roga N 429-93.- Cwm.
npenbiayLLyo peaakuuto.

7. Cpok JoroBopa 00S3aTENIbHOTO CTPaxOBaHWsi HE MOXET ObiTb MEHee, YeM CPOK MPOBEAEHUs KIUHWUYECKOro
“ccnenoBaHus NiekapCTBEHHOTo Nnpenapara.

8. Ycnosus pgoroBopa 06s3aTenbHOrO CTpaxoBaHUsi, B TOM 4uCre CTpaxoBble Tapudbl No obssaTernbHOMy
CTpaxoBaHUIo, nepedeHb HeobxoauMbIX JOKYMEHTOB ANSA OCYLLECTBNEHNS CTPAXOBOW BbiNmaThl, NOPSAOK YCTAHOBEHNS
cTpaxoBaTenem WHAMBMAYaNbHOrO WAOEHTUUKALMOHHOMO Koga MmauMeHTa, Nnopsgok MHAOPMMPOBaHMSI CTpaxoBaTenem
CTpaxoBLUMKA O MPUBIIEYEHHbIX K KIMHUYECKOMY WCCReoBaHUI0 NeKapCTBEHHOro npenapata Ans MeauuMHCKOro
NpYMEHEeHVs MauMeHTax, MOpPsSAOK YMnaTbl CTPaxoBOW MpeMuM, MNOPSAOK peanusaumu onpeaeneHHbIX HacTOALMM
denepanbHbiM  3aKOHOM W ApyrMmu  dedepanbHbiMM - 3akoHamMyM MpaB U 0b6s3aHHOCTEW CTOPOH MO [OroBOpY
0bsi3aTenbLHOro CTpaxoBaHWsl, a TakKe HOpMaTMBbI, OTpaxalolue Xapaktep W CTeneHb MNOBPEXAEHVS 340pPO0BbS,
yCTaHaBMNMBaTCS TUMOBLIMU NpaBunamy obs3aTenbHOro CTpaxoBaHUs.

(YacTtb B pepakumn, BBeaeHHou B gencteme ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM 0T 22 aekabpsa 2014 roga
N 429-03. - CM. npeablayLLyo pegakumio)

9. B cny4yae npyunHEHNs Bpeda XM3HWU MalWeHTa, Y4acTBOBaBLUErO B KMMHWYECKOM MCCIeqoBaHnn NekapcTBEHHOIO
npenapata, BbirogonprobpeTaTesnisiMmi No 4oroBopy o06si3aTenbHOro CTpaxoBaHus SIBASOTCS rpaxaaHe, UMetoLLme npaBo
Ha BO3MellleHWe Bpeda B Cllyyae CMepPTM KOpMWrbLia B COOTBETCTBUM C IPaXXOAHCKMM 3aKOHOAATENbCTBOM, Mpu
OTCYTCTBUM TaKuX rpakgaH - poauTenu, cynpyr, OeTM yMepLlero nauueHTa, y4acTBOBaBLUErO B KIMHUYECKOM
MccrnenoBaHUM JeKapCTBEHHOro nperapata, B Cllydae CMepTU MalMeHTa, Y4acTBOBaBLUENO B  KIUHUYECKOM
nccrenoBaHUM NekapcTBEHHOrO MnpenapaTta M He MMEBLLEro CaMOCTOSTENIbHOTO [0X04a, - FpaXdaHe, Ha WKAMBEHWUM
KOTOPbIX OH HaxXoOWNcsl, B OTHOLLUEHUM BO3MELLEHUs] pacxodoB Ha norpebeHre nauueHTa, y4acTBOBaBLUErO B
KIMMHUYECKOM UCCIe0BaHUM NIEKapPCTBEHHOIO Npenapara, - JLO, NOHECLLEee TakMe pacxoapbl.

10. CtpaxoBasi BbinfiaTa B CYET BO3MELUEHWUS Bpeda, MPUMMHEHHOTO >XM3HW MauueHTa, y4YacTBOBaBLUErO B
KMMHUMYECKOM  MCCredoBaHWM  NeKapCTBEHHOro rnpenapata, pacnpedenserca  Mexay BblrogonpuobperaTtensmm
MPOMNOPLIMOHANBHO MX KONMYECTBY B PaBHbIX AOMSIX.

11. TlpM HacTynneHunm CTpaxoBOro Cryyasl MauMeHT, Y4yacTBOBaBLUMA B  KIMMHUMYECKOM UCCredoBaHun
nekapcTBEHHOro npenaparta, BbirogonpuobperaTenb Bnpase NpeabaABUTb HENOCPEACTBEHHO CTPaxXoBLLVKY TpeGoBaHue o
BO3MELLEHNM NpUYMHEHHOro Bpeda. CTpaxoBasi BbinmaTta OCYLECTBISAETCS CTPAxXOBLLUMKOM B TeYeHWe TpuauaTtn AHen co
OHA  MpeAcTaBneHnst HeobxoouMbIX [OKYMEHTOB. [lauueHT, y4yacTBOBaBLIWA B KMWMHWMYECKOM UCCrenoBaHun
rieKapCTBEHHOTO Mpenaparta, WM Bbirogonpuobperatenb 06si3aH  COODLIMTL CTPaxOBLUMKY Aflsi  OCYLLECTBIEHUs
CTpaxoBOW BbINMaTbl WHOMBMAYanNbHbIA WOSHTUUKALIMOHHBIA KOO NalueHTa, YCTaHOBIEHHbIA CcTpaxoBaTenem B
COOTBETCTBUM C TUMOBLIMM NpaBUNamMn 06a3aTernbHOro CTPaxoBaHWs.

12. [1o nonHoro onpeaeneHnss pa3mepa Noasiexallero Bo3MeLLeHUI0 Bpeaa CTPaxXoBLUMK MO 3asdBMeHVo nauueHTa,
y4YacTBOBABLUErO B KMMHUYECKOM WUCCIeqoBaHUM NEeKapCcTBEHHOro rpenapara, Wnu 3asiBNeHuio Bbirogonpuobperarens
BrpaBe OCYLLECTBUTb YacTb CTPaXOBOW BbINMaThl, COOTBETCTBYIOLLYH (hakTUYEeCKU onpeaereHHon 4acTu NPUYNHEHHOro
Bpena.

13. CTpaxoBas BbinnaTa B COOTBETCTBUM C JOrOBOPOM 00513aTENbHOIrO CTpaxoBaHWsi OCYLLECTBIISIETCA HE3aBUCUMMO
OT BbINAT, NPUIUTAIOLLMUXCS MO APYTMM BUOAM CTPaxoBaHUs.
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14. He ponyckaeTcsa ydyacTue nauueHTa B NpOBEeOEHUM KIMMHUYECKOrOo UCCRenoBaHUsi NekapcTBEHHOro npenaparta
npy OTCYTCTBUM A0roBOpa 06513aTENbHOro CTPaxoBaHUs!.

15. KOHTponb 3a WCMOMHEHVWEM OpraHuM3auuen, MONyYMBLLEA pa3pelleHne Ha OpraHvM3auuMio NpoBeaeHUs!
KNMMHUYECKOro NCCeAoBaHUS NeKapCTBEHHOro nNpenapara ans MeguuuMHCKOro NpMMEHEHWs!, YCTaHOBIIEHHOW HACTOsLLEN
cTatben 06sa3aHHOCTU NO 06A3aTeNlbHOMY CTPaXOBaHMIO XMU3HWU, 340POBbs NauMeHTa, ydacTByloLwero (y4acTBOBaBLLErO)
B KIMHMYECKOM WCCNEedoBaHWN JeKapCTBEHHOTO Mpenaparta, OCYLIECTBNSETCA YMNONMHOMOYEHHbIM deaeparnbHbIM
OpraHOM  UCMOSTHUTENbHOW BMacTW, BblAaBLUMM  pas3pelleHne Ha MNPOBEAEHUEe  KIMHUYECKMX UCcCnenoBaHuin
nekapcTBEHHbIX NpenapaToB 47151 MEOULMHCKOrO NPUMEHEHNS.

(Ctatbs B pegakuun, BeegeHHon B gencteme ¢ 1 sHBaps 2011 roga PegepanbHbiM 3akoHOM OT 29 Hosbpsa 2010
roga N 313-d3. - CM. npeabigyLLyto pedakumio)

KommeHTapuit k ctatbe 44

Mmaga 8. NMpon3BoacTBO N MapKMPOBKA NIeKapCTBEHHbLIX CpeaACcTB
CraTtbs 45. [Tpon3BoacTBO NEeKapCTBEHHbIX CpeacTB

1. Tlpon3BOACTBO feEKapCTBEHHbIX CPEACTB [AOIMKHO COOTBETCTBOBATb TpeboBaHWSIM NpaBuil  Hagnexailen
NPOU3BOACTBEHHON MPAaKTWKW, YTBEPXOAEHHLIM YMOMHOMOYEHHBIM defeparbHbIM OpraHOM WUCMOSHUTENbLHON BracTy.
OcobeHHOCTN nepexoga NPOU3BOACTBA OTAENbHbLIX JIEKAPCTBEHHBLIX CPEACTB K WX MPOM3BOACTBY B COOTBETCTBUM C
TpeboBaHusMM NpaBun Hagnexailen nNpou3BOACTBEHHON MPaKTMKM ycTaHaBnuBatoTca [paButenbctBoM Poccuiickon
depepauun. Bbligaya 3aknioueHWn O COOTBETCTBUM MPOM3BOAUTENS JEKAPCTBEHHbLIX CPeACTB TpeboBaHUAM npaBurn
Hagnexallen nPOM3BOLACTBEHHON MNPaKTUMKM OCYLLECTBIISIETCS MO pe3yfibTaTaM WMHCMNEKTMPOBAHUSA MPOU3BOAUTENEN
nekapcTBEHHbIX CpedcTB B nopsgke, yctaHoBreHHoM [paButensctBoMm Poccunckon ®epepaumun. Pasmep nnatbl 3a
Bblgady 3aKYeHVUs O COOTBETCTBMM MPOM3BOAUTENST JIEKAPCTBEHHBIX CPefcTB TpeboBaHWsAM MpaBui Hagnexallen
NpPOU3BOACTBEHHON NPaKkTUKM ycTaHaenusaetrcsa [pasutensctBom Poccuiickon Pepepaunn. MNopsgok opraHvsauum u
NPOBELAEHNS WHCMNEKTUPOBAHWS MNPOU3BOAUTENEN JIEKAPCTBEHHBIX CPEACTB Ha COOTBETCTBME TpebOBaHUSIM NpaBwin
Haanexatllen Npou3BoaCTBEHHON NpaKTUKK ycTaHaBnmeaeTcs NpasuTenbcTBoM Poccuickon ®egepauun.

(YacTb B pegakumm, BBeaeHHon B gencteue ¢ 25 noHsa 2012 roga ®epepanbHeiM 3akoHoM oT 25 noHsa 2012 roga N
93-03; B pegakuum, BBeAeHHoM B aencteue ¢ 22 Hosiopst 2014 roga PeaepanbHbiM 3akoHoM oT 22 okTsiopsi 2014 roga N
313-93; B pegakumm, BBegeHHon B gencteune ¢ 1 nona 2015 roga degepanbHbiM 3akoHOM OT 22 aekadpst 2014 roga N
429-®3. - CM. npeabigyLuyto pegakumio)

2. [Mpon3BOACTBO IeKapCTBEHHbIX cpeacTB B Poccuiickon ®epmepaumm OCYLLECTBSETCA MNPOU3BOAUTENSMU
NEeKapCTBEHHbIX CPEACTB, MMEKLMMN JIULEH3MIO Ha NPOM3BOACTBO JeKapCTBEHHbIX cpencTB. [loaTBepxaeHve
COOTBETCTBUS fMLEH3MaTa npaBunaMm Hagnexawen npousBOACTBEHHON MPAKTUKM OCYLLECTBNSAETCS B  pamkax
NULIEH3NOHHOIO KOHTPOMS B COOTBETCTBMU C 3akoHodaTenbcTBoM Poccuiickon Pemepaumm ¢ y4eToM OCOBGEHHOCTEN,
yKa3aHHbIX B YacTu 1 HacTosALEen cTaTbm.

(YacTb B pegakumm, BBeAeHHON B aencTteme ¢ 22 Hosbps 2014 roga PepepanbHbiM 3akOHOM OT 22 okTabps 2014
roga N 313-03 B penakumun, BBegeHHon B gencteune ¢ 1 nona 2015 roga PegepanbHbiv 3akoHOM OT 22 aekabpsa 2014
roga N 429-®3. - CM. npegbigyLLyto pedakumio)

3. lpou3BoACTBO NeKapCTBEHHbIX CPEACTB OCYLLECTBMASETCS C cobniogeHveM TpeboBaHW NPOMbILLIEHHOrO
pernameHTa, KOTOpbIN YTBEPXOAETCA PYKOBOAMTENEM MPOU3BOAUTENS FEKapCTBEHHbIX CPeACTB W BKOYaeT B cebs
nepedeHb MCMONb3yeMblx hapmaueBTUYECKMX CyOCTaHLMM M BCnoMoraTefbHbIX BELECTB C YKas3aHWEM KonumyecTsa
Ka)kgoro n3 Hux, aHHble 06 Mcnonb3yeMomM obopyaoBaHUM, ONMCaHMe TEXHOMNOMMYECKOro NpoLecca U METOL0B KOHTPONS
Ha BCex aTanax Npou3BOACTBa JIeKapCTBEHHbIX CPEACTB.

4. Tlpu Npou3BOACTBE JlEKAPCTBEHHbLIX CPeacTB MCMonb3ytTcs dapmMaueBTUYeckne cyobcTaHuuM, CBEOEHUst O
KOTOpbIX COAepXaTcsi B rocyJapCTBEHHOM pEecTpe JieKkapCTBEHHbIX CPEACTB, 3a WCKNHOYEHWEM (hapMaLeBTUYECKUX
cybcTaHumMin, NPoM3BOAMMBIX AN NPOBEAEHUST KMMHUYECKUX UCCeqoBaHui 1 ons akcrnopta. K npoueccy nponsBoacTea
dhapmaLeBTMHeCKon CyOCcTaHUMM OTHOCATCS mtobble CTaguMu TEXHONOMMYECKoro mnpouecca, MNO3BOMSALWME MOMYYUTb
roToBbIA NPOOYKT, COOTBETCTBYIOLWNIA TpeboBaHMAM hapMakonenHon cTatbu, B TOM YMcne depMeHTauusi, aKCTpaKLuus,
O4YNCTKa, BblOENeHne, nepekpucTannsaums, BbiCyLLIMBaHue, nameneyeHe. B cnyvyae HeobGxogMmMocTu ucnonb3oBaHust
STUMOBOrO CNMpTa, B TOM 4Yucne chapmaueBTuyeckon cybctaHumm cnvpTa STMNOBOro (3TaHona), nNpu Nnpov3BOACTBE
NEeKapCTBEHHbIX CPEACTB B KayecTBe [encTBylowero v (unm) BCMOMOraTeNibHOTO BELLECTBA, a Tawkke B VWHbIX
TEXHONMOIMYECKUX LeNsxX AOMmkHa ObiTb UCMONb3oBaHa TOMbKO hapmaueBTudeckad cyOCTaHUMA chnvpTa 3TUMOBOrO
(aTaHon).

(YacTtb B pepakumn, BBeaeHHom B gencteme ¢ 1 nons 2015 roga PenepanbHbiM 3akoHOM 0T 22 aekabpsa 2014 roga
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N 429-®3; B pegakumm, BBegeHHon B gencteme ¢ 28 aekabps 2019 roga PenepanbHbiv 3akoHOM OT 27 aekabps 2019
roga N 462-$3; B pegakuumun, BBegeHHon B gencteue ¢ 29 gekabpsa 2020 roga PepepanbHbiM 3akOHOM OT 27 Aekabps
2019 roga N 481-®3. - CMm. npeabiayLLyto peaakuuio)

4 1. TllepeveHb nNEKapCTBEHHbIX MpenapaTtoB Ans MeOWUMHCKOTO MPUMEHEHMS,, B  OTHOLIEHUN KOTOPbIX
ycTaHaBnmBarTcs TpeboBaHMa kK 06beMy Taphbl, YNaKoBKE M KOMMIIEKTHOCTW, NepedeHb NIEKapCTBEHHBLIX MpenapaToB 41s
BETEPUHAPHOIO MNPVMEHEHWS, B OTHOLLUEHWM KOTOPbIX YyCTaHaBnvBalwTCs TpeboBaHuA K oOGbemy Tapbl, a Takke
TpeboBaHust K 06beMy Tapbl, YNakOBKE M KOMMIIEKTHOCTU NIEKAPCTBEHHLIX NpenapaTtoB 45151 MEAULMHCKOrO NPUMEHEHWS,
TpeboBaHust K oObeMy Tapbl fEeKapCTBEHHbIX MpenapaToB [Afs BETEPMHAPHOrO MPUMEHEHWs OnpenensitoTcH
COOTBETCTBYIOLLUMMU  YMOSTHOMOYEHHbIMM  (bedepanbHbIMM  OpraHamMn  UCMOSTHATENBLHOW  BnacTu B Mopsiake,
ycTaHoBneHHoM [paButenscteom Poccuiickon denepaumn.

(YacTb pononHutensHo BkntodeHa ¢ 1 uonga 2015 roga PenepanbHbiM 3akoHOM OT 22 pekabps 2014 roga N 429-
O3; B pemakumun, BBeaeHHon B aencteue ¢ 15 gekabpa 2015 roga PepepanbHbiM 3akoHOM OT 14 nekabpst 2015 roga N
374-03. - Cm. NpeabiayLLyo peaakumio)

4 2. OpraHuzaumm, OCyLIeCTBNsSOWME MNPOU3BOACTBO hbapMaueBTUYeCKo cyOcTaHumMn cnupTa 3TUIOBOrO
(sTaHona) Ans NpouM3BOACTBA CMNUPTOCOAEPXKALLMX NEKApCTBEHHbIX MpenapaToB, 00s13aHbl OCYLLIECTBASATL YYET B
nopsigke, YyCTaHOBIEHHOM cTaTbsMu 8 u 14 dPegepanbHoro 3akoHa OT 22 Hosibpa 1995 rogpa N 171-03 "O
rocyaapCTBEHHOM perynupoBaHMM Npou3BoAacTBa M obopoTa 3TUMOBOTO CMMPTa, ankorofibHOW M CiMpTOCcodepXKallen
npoayKumm n o6 orpaHW4eHUn noTpedneHuss (pacnuTus) ankoronbHOM npogykummn”. Mpom3BoacTBo chapmaueBTUYECKon
cybcTaHuMn cnvpta 3TUNOBOMO (3TaHOMa) [OMYyCKAETCs TOMbKO OpraHmM3auunen, OCYLLECTBIAILWENA MPOM3BOACTBO
PEKTUGMKOBAHHOIO 3TWUMOBOrO CAMPTa M3 MULLIEBOrO Cbipbsi HA OCHOBaHWM JMLEH3MM Ha MNPOM3BOACTBO 3TWUIOBOrO
cnupta And npousBOACTBa (hapMaueBTMYEecKon cybcTaHuMm cnvpTa 3TUNOBOMO (3TaHona) B COOTBETCTBUM C
TpeboBaHusimn PepepanbHoro 3akoHa OT 22 Hosiopa 1995 roga N 171-d3 "O rocygapCTBEHHOM PerynvpoBaHvn
npousBoacTBa M obopoTa 3TUMOBOrO CMAMPTa, anKkoroflbHOM M CAMPTOCOAEpXalen NpoayKumm n 06 orpaHuy4eHumn
noTpetneHust (pacnuTrs) ankororbHOM NPOAYKUMA", METOAOM pa3BeaeHUst BOAOW OYULLEHHON TaKoro 3TUIOBOro CnNupTa,
NMPOU3BEOEHHOrO AaHHOW OpraHM3auuert Mo MecTy OCYLLECTBIEHMS MpPoOu3BOACTBa hapmaueBTUHECKONW cybCcTaHLmm
cnupTa 3TUNoBOro (aTaHona).

(YacTb gononnutensHo BkNtodeHa ¢ 1 sHBapst 2017 roga ®epepanbHbiM 3akoHoM oT 3 nonga 2016 roga N 261-93; B
pedakuum, BBedeHHon B aevicteue ¢ 29 aekabpst 2020 roga PegepanbHbiM 3akoHoM oT 27 aekabpst 2019 roga N 481-93.
- Cm. NpegblayLyto pegakumio)

4 3. HouBuayanbHble npegnpuHuUMatenn U lopuanydeckme nuua, OCYLLeCTBRSoWME 3aKkyrnky W UCMONb30BaHWe
(hapmaLleBTUYECKOM CyOCTaHLMN CnvpTa 3TUMOBOMO (3TaHOMa), a Takke NpPoM3BOACTBO, M3roTOBIEHWE U (Mnn) obopoT
(3a ncknNoYeHeM PO3HMYHOM NPOAAXM) CNUMPTOCOAEPXKALLMX NeKkapCTBEHHbIX NpenapaTtoB, 0653aHbl OCYLLECTBAATb WX
YYEeT 1 AeKnapypoBaHve B Nopsake, YCTaHOBMEHHOM cTaTbsiMn 8 n 14 ®epepanbHOro 3akoHa ot 22 Hosbpsa 1995 roga N
171-®3 "O rocygapCTBEHHOM perynumpoBaHnM MPOM3BOACTBA M 00OpoTa 3TWUMOBOMO CNMPTa, arkorofibHOA U
cnvpTocoaepxaLlen npogykumm n 06 orpaHnyeHnn notpebnenms (pacnuTmns) ankororbHOM NpogyKumn'.

(YacTb gononHuTenbHo BkNtoveHa ¢ 1 aHBapa 2018 roga PenepanbHbiM 3akoHOM oT 29 uons 2017 roga N 278-03)

4 4. T[lpu nNpou3BOACTBE JEKapCTBEHHbIX MpenapatoB ANS  BETEPUHAPHOro MNpUMEHEHUS  [OorMycKaeTcd
MCnonb30BaHNe NPOU3BEOEHHbIX NS peanusaumm apMaLeBTUYECKUX CyOCTaHLUUA, BKITOYEHHBLIX B FOCYAAPCTBEHHbIN
peecTp NEeKapCTBEHHbIX CpPeacTB  YMNOMHOMOYEHHbIM  dpefepanbHbiM — OpraHOM  UCMOMHUTEMNBHOW — BRacTw,
OCYLLECTBNSAOLLMM BEAEHNE rOCYyJapCTBEHHOIO peecTpa NeKkapCTBEHHbLIX CPEACTB A1 MEAULMHCKOrO NPUMEHEHMS.

(YacTb gononHutenbHo BktoveHa ¢ 13 aBrycta 2019 roga ®epepanbHeiM 3akoHOM oT 2 aBrycTta 2019 roga N 297-
D3)

5. BanpelaeTtcsa Npon3BoACTBO:

1) neKapCTBEHHbIX CPeACTB, HE BKIOYEHHbIX B TOCYAApPCTBEHHbIA PEEecTp IeKapCTBEHHbIX CPeacTB, 3a
WCKIIOYEHNEM NeKapCTBEHHbIX CPEACTB, NPOU3BOAUMBIX AN NPOBEeAEHNs KNMHUYECKMX UCCIeoBaHUA U ANA 9KCMNopTa;

2) dranbcrrLMpOBaHHbIX NIEKAPCTBEHHBIX CPEACTB;
3) nekapcTBEHHbIX CpeacTB 6e3 NULEH3UN Ha NPOV3BOACTBO NekapCTBEHHbIX CPEACTB;

4) JIeKapCTBEHHbIX CpeacTtB C HapyweHuem npasuilt  opraHusaumm npoun3BoacTtBa W KOHTPONA KadecTBa
J1eKapCTBEeHHbIX CPeACTB,

5) nyHKT gononHuTenbHO BKoYeH ¢ 1 aHBaps 2018 roga ®egepanbHbiM 3akoHoM oT 29 uons 2017 roga N 278-93,
yTpatun cuny ¢ 29 gekabpsi 2020 roga - ®egepanbHbin 3akoH oT 27 aekabpsa 2019 roga N 481-03- cM. npegbiayLLyio
penakuuio;
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6) cnupTocoaepXallux fekapCTBEHHbIX NpenapaToB MO MECTY OCYLLECTBIEHMS NPOU3BOACTBA (hapMaL,eBTU4ECKON
cybcTaHumMmn cnupTa aTUNoBOro (3TaHona) 1 (Unn) NO MECTY OCYLLECTBIEHUS NPOM3BOACTBA 3TUNOBOMO CNMPTA;

(MyHKT gononHuTenbHO BKtoveH ¢ 29 aekabpsa 2020 roga ®epepanbHbiM 3akoHOM OT 27 gekabps 2019 roga N 481-
D3)

7) dhapmaueBTMHECKON CyOCTaHUMM cnuvpTa STWUMOBOrO (dTaHomna) u (unu) CnMpPTOCOOEPXKALLMX JIEKAaPCTBEHHbIX
npenapaToB Ha OCHOBHOM TEXHOMOrMYeCcKoM obopyaoBaHUM AN NpoM3BOACTBA 3TUIOBOMO CNMPTa, yKasaHHOM B MyHKTe
1 1 ctatbn 14 _1 depepanbHoro 3akoHa oT 22 Hosbpa 1995 roga N 171-®3 "O rocygapCTBEHHOM perynMpoBaHum
npou3BogcTBa M obopoTa 3TUMOBOrO CMAMPTA, arkoronbHOM K CnuvpTocodepXaller MnpoaykuMnm M ob orpaHuveHun
notpebnenns (pacnmTusi) ankororbHOM NPogyKumMm".

(MyHKT gononHuTenbHO BKtoveH ¢ 29 aekabpsa 2020 roga ®epepanbHbiM 3akoHOM OT 27 gekabps 2019 roga N 481-
D3)

6. lNpn BBOAE 5EKAPCTBEHHbIX CPEACTB B rpaXOgaHCKUA 0OOPOT  YNONMHOMOYEHHOE IULO NPOU3BOAUTENS
neKapCTBEHHbIX CPEACTB OCYLLECTBNSAET MOATBEPKOAEHWE COOTBETCTBUSI JIEKAPCTBEHHbIX CpPeacTB TpeboBaHMAM,
YCTaHOBSEHHbIM MPU UX rOCY4AaPCTBEHHON perncTpaunm, U rapaHTUMPYET, YTO JNIEKapCTBEHHbIE CPEACTBA NPON3BEAEHLI B
COOTBETCTBUMU C TPEOOBaHNAMM NPaBUI Hagexallen NPou3BoACTBEHHOM NPaKTUKW.

(YacTb B pepakuum, BBegeHHon B gencteue ¢ 1 nona 2015 roga ®epepanbHeiM 3akoHoM oT 22 aekabpsa 2014 roga
N 429-03. - CM. NpeabiayLLyo pegakumio)

7. YNOMHOMOY€EHHbIM NULIOM MPOU3BOAUTENS NeKapCTBEHHbIX CPEeACTB ABMSETCA ero paboTHWK, aTTeCTOBaHHLIN B
yCTaHOBMEHHOM YMOSTHOMOYEHHbIM heeparibHbIM OPraHOM MCMONMHUTENBHOW BNAcTW NOPSAKE N UMEIOLLMIA CTax paboTbl
He MeHee 4YeMm NATb NeT B 00nacTu MpPoM3BOACTBA WM (UMW) KOHTPONS KayecTBa feKapCTBEHHbIX CPedCTB, BbiCLUee
obpasoBaHMe COOTBETCTBEHHO MO OAHOW M3 crieumanbHOCTeN U (MNn) OQHOMY W3 HanmpaBreHW NMoaroToBKW: Guonorus,
fvoTexHonornsa, BEeTepuHapus, BETEpPWHapHO-CaHUTapHas 9KCNepTu3a, KIuMHWYeckas MeduuuHa, pagvauuvoHHas,
xMmMuyeckas 1 bronornyeckas sawmta, dapmaums, pyHgamMmeHTanbHas MeguunHa, XMMmyeckas TEXHONOUS, XUMMNS.

(YacTb B pegakumm, BBeOeHHOW B fgencteue ¢ 22 Hosopsa 2014 ropa PepepanbHbiM 3akoHOM OT 22 okTA0ps 2014
roga N 313-®3; B pegakuum, BBegeHHon B gencteume ¢ 13 asrycta 2019 roga ®enepanbHbiM 3akoHOM OT 2 aBrycTta 2019
roga N 297-®3. - CM. npeabigyLLyto pegakumio)

8. MpousBoanTeNn nekapcTBEHHbIX CPEACTB (3a MCKIoYEeHMEM hapmaueBTUYECKON cyBCcTaHL MM cnvpTa 3TUNOBOrO
(9TaHOMa) MOryT OCYLUEeCTBASATb Mpodaxy JIEKapCTBEHHbIX CpeacTB WM nepegaBaTb WX B YCTAHOBIIEHHOM
3akoHogaTenbcTBOM Poccuickon deaepaumm nopsigke:

(ABG3au B pegakumun, BBegeHHom B gencteue ¢ 1 aHBaps 2018 roga PepepanbHbiM 3akoHoM oT 29 mnions 2017 roga N
278-®3. - CMm. npeabiayLLyo peaakuuio)

1) ApyrMM Npou3BOAUTENSIM JIEKapCTBEHHLIX CPEACTB A1 NPOU3BOACTBA NeKapCTBEHHbIX CPEACTB;
2) opraHu3aLsiM OMNTOBON TOProBNM SeKapCTBEHHLIMU CpeacTBaMK;

3) anTe4yHbIM oOpraHm3auunaMm, BEeTepuHapHbIM anTe4yHbIM opraHn3auunam, mHomsuayanbHbIM npeanpuHUMaTenam,
nMerwmm nNmMueH3no Ha cbapmau.eBTqucwlo OEeATENIbHOCTb UMK NUUEH3NK Ha MEOULIMHCKYO OEATENIbHOCTb;,

4) Hay4YHO-MCCreaoBaTenbCKUM OpraHu3aLmsm Ans Hay4YHo-MCcCreaoBaTenbCKov paboTh;
5) MEANLIVHCK/M OpraHusaLmam 1 BeTepuHapHbIM OpraHusaLmam;

6) opraHuzauusM W MHOMBMAYaNbHbIM MpeanpuHMMAaTEnsiM, OCYLLECTBISIOWNM pa3BegeHve, BblpaliuBaHue |
coepkaHne XMBOTHbIX (3a MCKITIOYEHVEM MPOAAXM UM bapMaLLEBTUYECKUX CyDCTaHUUA UK ux nepegayn).

(MyHkT B pepakumun, BBeaeHHon B Aercteue ¢ 13 aBrycta 2019 roga PenepanbHbiM 3akoHOM OT 2 asrycta 2019
roga N 297-®3. - CM. npegbigyLLyto pegakumio)

9. [lpomusBoguTtenu capmMaueBTUYECKOA CyOCTaHUMM cnupTa 3TUMNOBOrO (3TaHomna) o6si3aHbl OCYLLECTBMATH
peanusauuio (nepegady B YCTaHOBIEHHOM 3akoHoaaTenbcTBoM Poccuickon Penepaunm nopsake) dapmaleBTUHecKon
cybcTaHuMM cnupta 3TUNOBOrO  (3TaHoMa) MpPOM3BOAUTENSAM  NEKApCTBEHHLIX CPEACTB  ANA  MpoM3BOACTBaA
neKapCTBEHHbIX CPEACTB, MPON3BOAUTENAM (M3rOTOBUTENSAM) MEAULMHCKUX U3AENWUA ANA NPOM3BOACTBA U M3rOTOBIIEHNSA
MEOVLUMHCKNX U34enMn B eMKOoCcTaX obbemoM He Gonee 1 nutpa m (unu) He meHee 1000 nWTpoB, a opraHM3aLmsaMm,
yKasaHHbIM B NyHkTax 3-5 yacTu 8 HacTosLen cTaTby, B Tape o6bemom He Bonee 1 nuTpa.

(YacTb pononHuteneHo BkrtoyeHa ¢ 1 aHBapst 2018 roga PeanepanbHbiv 3akoHoM oT 29 nons 2017 roga N 278-93;
B pedakuuv, BBedeHHoW B gencTene degepanbHbiM 3akoHoM oT 22 aekabps 2020 roga N 444-03; B pegakuuu,
BBedeHHOW B dencteue ¢ 29 aekabpsa 2020 ropa degepanbHbiM 3akoHOM OT 27 aekabps 2019 roga N 481-93. - Cwm.
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npeabiayLLyo peaakuunio)

10. Peanusauuss (nepegadya B YCTaHOBMEHHOM 3akoHodaTenbCcTBOM Poccuinckon depepaunm nopsigke)
dhapmaL,eBTUHECKON CYOCTaHUMM cnupTa 3TUMNOBOrO (3TaHora) OpraHM3auusiM ONTOBOM TOPrOBMW FlEKAPCTBEHHbLIMU
cpeacTBaMu He JomnycKaeTcs.

(YacTb gononHutenbHo BktoveHa ¢ 29 gekabps 2020 roga denepanbHbiM 3akoHOM OT 27 aekabpsa 2019 roga N
481-93)

11. lMepeBo3kn hapmaueBTUdeckon cybcTaHuMn cnvpTa aTUNOBOro (3TaHona) OCyLLEeCTBASATCA ¢ cobniogeHnem
TpeboBaHUi, yCTaHOBMNEHHbIX ab3auem 4eTBepThiM NyHKTa 3 cTatbn 9 PenepanbHoro 3akoHa ot 22 Hosopst 1995 roga N
171-®3 "O rocygapCTBEHHOM perynupoBaHMM MPOM3BOACTBA M 00OpoTa 3STWUMOBOMO CNMPTA, arkorofibHOM U
cnupTocodepaLlen npoayKkummn n 06 orpaHn4eHnn noTpednenns (pacnuTis) ankororbHOM NpogyKumn'.

(HacTtb gononHutensHO BkoveHa ¢ 29 gekabps 2020 roga degepanbHbiM 3akoHOM OT 27 aekabpsa 2019 roga N
481-93)
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Cratbsa 46. MapkupoBKa nekapCcTBeHHbIX CpeacTB

1. neKapCTBeHHbIe npenapartbl, 3a WCKMOYEeHUeM J1eKapCTBEHHbIX MnpenapartoB, W3roTOBJIEHHbIX anNTe4YHbIMU
opraHm3aunamMmu, BeTepuHapHbIMM anTedHbIMKU OpraHusauuamMmun, nHOMBUAyanbHbIMU NpegnpuHuMaTtenamMmu, nmveromnmMmn
JIMLUEH3UI0 Ha q)apmaueBqueCKyro 0eATeNIbHOCTb, AOJIXHbI NOCTYNaTb B o6pau.|,eHMe, ecnu:

1) Ha X NEPBMYHON ynakoBKe (3a UCKMOYEHNEM NEPBUYHON YNAKOBKW NIeKapCTBEHHbIX pacTUTENbHbBIX NpenapaTos)
XOPOLLO YNTaEMbIM LLUPUETOM Ha PyCCKOM S13bIKe YKa3aHbl HAMMEHOBaHME NEKAPCTBEHHOMO npenapara (MexayHapogHoe
HenaTeHToBaHHOe, MUNU rPYNNMPOBOYHOE, UMM XMMUYECKOe, UM TOProBoe HanMeHOBaHUe), HoOMep cepun, AaTta Bbinycka
(8N MMMYHOBMONOIMYECKMX JTEKAPCTBEHHBIX MPEnapaTtoB), CPOK FOAHOCTW, AO3MPOBKA WIM KOHLEHTpauud, oGbem,
aKTUBHOCTb B eAuHULLax AeNCTBUS U KONMUYEeCTBO O03;

(MyHKT B pepakumun, BBegeHHOW B aencteue ¢ 26 oktabpsa 2010 roga PepepanbHbiM 3akoHoM oT 11 okTsidpst 2010
roga N 271-®3; B pegakumm, BBegeHHon B gencteune ¢ 1 nonsa 2015 roga ®egepanbHbiM 3aKOHOM OT 22 aekabpst 2014
roga N 429-03. - CM. npeabiayLLyo peaakumio)

2) Ha WX BTOpUYHON (MOTPEOMTENbCKOM) YMaKOBKE XOPOLIO YUTAEMbIM LUPUGTOM Ha PYyCCKOM A3blke YKa3aHbl
HauMeHOBaHWe NnekapcTBEHHOro npenapara (MexagyHapoaHoe HenaTeHTOBaHHOe, UMn rpynnMpoBOYHOE, UK XMMUYECKoe
N TOpProBOe HavMEHOBaHWs1), HAaUMEHOBaHME MPOU3BOAWTENS NEKaPCTBEHHOrO npenapara, HoMep cepuum, Aata Bbinycka
(4na MMMyHOBMOMOrMYECKNX NekapCTBEHHbIX NpenapaToB), HOMEP PerucTpauMoHHOrO YOOCTOBEPEHUs,, CPOK rOAHOCTH,
cnocob NpyMeHeHUs, A03MPOBKa UK KOHLEHTpaums, o6beM, akTMBHOCTb B eAVHMLaxX AencTBus Mbo KonuyecTeo 403 B
ynakoBKe, fnekapcTBeHHas popma, yCrnoBms OTNyCcKa, YCrOBUSA XpaHeHWs, npeaynpeauTerbHblie Haanmcu.

(MyHKT B pegakuumn, BBeAeHHOW B AencTBue ¢ 26 okTabpst 2010 rona PenepanbHbiM 3akoHoM oT 11 okTs6psa 2010
roga N 271-03; B pegakumun, BBegeHHon B gencteue ¢ 1 nona 2015 roga PenepanbHbiM 3akoHOM OT 22 gekabpsa 2014
roga N 429-®3. - CM. npegbigyLLyto pedakumio)

2. ®apmMaueBTUYECKME cybcTaHUMM OOMKHBI MOCTYNaTb B OOpalleHne, ecrnn Ha UX NePBUYHOM YMNaKOBKE XOPOLLO
YMTaemMbiM LLIPUEPTOM Ha PYCCKOM S3blKe YyKadaHbl HavMeHOBaHwe chapMaueBTUYECKon CybCTaHumm (MexayHapogHoe
HenaTeHToOBaHHOE, UNK rPyNNMPOBOYHOE, UMM XUMMYECKOE U TOProBOE HaUMEHOBaHMWS), HaUMEHOBaHWE MPOU3BOAUTENS
(hapmMaLleBTUYECKOM CyOCTaHLMN, HOMEP CEPUN U AaTa U3rOTOBMEHWS, KONIMYECTBO B YNAKOBKE M €OUHULIbI U3MEPEHUS
KOnM4ecTBa, CPOK FOAHOCTM U YCITOBUS XpaHEHMSI.

(YacTb B pepakuum, BBegeHHoun B gencteue ¢ 1 nona 2015 roga ®epepanbHeiM 3akoHoOM oT 22 aekabpsa 2014 roga
N 429-03. - CM. npeablayLLyo pegakumio)

3. NekapcTBeHHbIE CPEACTBa B KAYECTBE CbIBOPOTOK AOMKHbI MOCTYNaTh B oOpalleHne C yKazaHUeM KMBOTHOrO, U3
KpPOBM, Mra3Mbl KPOBW, OPraHOB U TKaHEel KOTOPOro OHW MOJyYeHbl.

4. Ha BTOpu4Hylo (MOTpebuTenbCKyto) yNakoBKy NeKapCTBEHHbIX CPeacTB, MOfyYeHHbIX U3 KPOBM, MnasMbl KPOBW,
OpraHOB W TKaHEW 4ernoBeka, AOIMKHa HaHocUTbCs Hagnucbk: "AHTutena k BWY-1, BLY-2, k Bupycy renatmuta C wu
NMOBEPXHOCTHbLIV aHTUreH BUpyca renatuta B otcyTcTByoT".

5. Ha nepBuyHyt0 ynakoBKy M BTOPUYHYHO (MOTPEBGUTENbCKYH0) YNAKOBKY pagnodapMaLeBTUYECKUX NEKapCTBEHHbIX
CpencTB AOMKEH HAHOCUTBCA 3HAK PaaMaL oOHHOM ONacHOCTM.
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6. Ha BTOpuYHYto (MOTPebUTENbCKY0) YNakoBKY rOMEONaTUHeCKNX JIEKapCTBEHHbLIX NpenapaToB 4OJKHA HAHOCUTLCS
Hagnuce: "omeonaTunyeckuin®.

7. Ha BTOpuYHYytO (NOTPEOUTENBCKYHD) YMNAKOBKY MeKapCTBEHHbIX PacTUTENbHbIX NPenapaToB AOSMKHA HAHOCUTBLCS
Hagnueb: "Mpoaykums npowna paguaumoHHbIR KOHTPOMb".

8. Ha nepBumyHyto ynakoBKy (ecrnvM pnsi 9TOr0 CYLECTBYET TexXHMYeckass BO3MOXHOCTb) W BTOPWUHHYH
(noTpebutenbcKyto) ynakoBKy JIEKAPCTBEHHbIX MNpenaparoB, MpeAHa3HadeHHbIX AN  KIMHUYECKUX WCCredoBaHum,
[OMKHA HAHOCUTbCS Haanueb: "[Na KNUHUYECKUX nccnegoBaHnin'.

(YacTb B pepakuum, BeegeHHon B gencteue ¢ 1 nona 2015 roga ®enepanbHeiM 3akoHoM oT 22 aekabpsa 2014 roga
N 429-03. - CM. npeabiayLLyo pegakumio)

9. YnakoBka nNeKapCTBEHHbIX CPEACTB, MpedHa3Ha4YeHHbIX WCKMIOYUTENBHO [ONA 9KCropTa, MapKupyercs B
COOTBETCTBUW C TPEGOBaHMSIMM CTPaHbI-MMMopTepa.

10. Ha TpaHcnopTHyto Tapy, KOTOpad He npegHasHadeHa pAns notpebutenen m B KOTOPYK MOMELLEHO
neKapcTBEHHOE CPeaCcTBO, AOSMKHA HAHOCUTLCA MHAIOPMAaLIMA O HAaMMEHOBaHMKW, CEPUM NEKapCTBEHHOro cpeacTsa, Aare
BbiMyCKa, KONMMYeCTBE BTOPUYHbIX (MOTPEOUTENBLCKMX) YMAKOBOK FEeKapCTBEHHOrO CpeacTBa, npousBogutene
neKapCTBEHHOro CpeacTBa C YKkazaHWeM HaVMEHOBAHUS U MECTOHAXOXOEHUsSI MPOU3BOAUTENS NEKapCTBEHHOrO cpeAcTBa
(agpec, B TOM yucrne cTpaHa un (unu) MecTo NMPOM3BOACTBA FIEKAPCTBEHHOIO CPEACTBA), @ Takke O CPOKE FOO4HOCTU
neKapCTBEHHOro cpeacTsa M 00 yCNoBUsIX €ro XpaHeHnst U NepeBo3kK, HeobxoauMmble nNpedynpeauTenbHble HAaMMCK K
MaHUMYyNIATOPHBIE 3HAKN.

11. Ha nepBuYHyl0 ynakoBKy W BTOPUYHYK (MOTPEOUTENbCKYI0) YMAKOBKY JeKapCTBEHHbIX CpeacTB Ans
BETEPVHAPHOr0O NPYMEHEHUsT JOMKHa HAHOCUTLCH HagnuCh: "[Na BeTepMHapHOro NpUMeHeHus".

12. Ha BTOpMYHYtO (NOTPEOUTENBCKYHO) YNAKOBKY JIEKAPCTBEHHOMO Npenapata HaHOCUTCS LUTPUXOBOW KOg,.

KommeHTapui k ctatbe 46

FnaBa 9. BBo3 nekapcTBeHHbIX cpeacTB B Poccumnckyro Peaepaumio n BbIBO3 JIeKapCTBEHHbIX
cpencTtB n3 Poccunckon depepauum

(HammeHoBaHuWe rnasbl B pegakumn, BBedeHHon B gencTtene ¢ 7 sHeaps 2012 rona denepanbHbiM 3aKOHOM OT 6 aekabpst
2011 roga N 409-®3. - CMm. npegblayLLyto pegakuuio)
Crtatbs 47. Nopsaaok BBO3a nekapcTBeHHbIX cpeacTB B Poccumckyro Pepepaumio n BbiBo3a
neKkapcTBeHHbIX cpeacTB u3 Poccunckon Penepaumm

(HammeHoBaHve B pegakumun, BBegeHHoW B gencteue ¢ 7 aHBapsa 2012 roga ®egepanbHbiv 3aKOHOM OT 6 aekabps 2011
roga N 409-03. - CMm. npeablgyLLyo pegakumio)

1. BB03 nekapcTBeHHbIX cpeactB B Poccuickyio degepaumio OCyLWECTBNAETCA B MOPSAKe, YCTaHOBNEHHOM
MpasuTenscTtBoM Poccuiickon ®egepaummn, B COOTBETCTBUM C TaMOXEHHbIM 3aKOHOOATENbCTBOM TaMOXEHHOro coto3a B
pamkax EBpA33C (manee - TaMoXeHHbIN cOo3) u (unn) 3akoHogaTenbcTBoM Poccuiickon denepaumm 0 TaMOXKEHHOM
aene.

(YacTb B pegakumm, BBegeHHon B genctsaume ¢ 7 aHBaps 2012 roga PegepanbHbiv 3akoHOM OT 6 aekabpsa 2011 roga
N 409-93. - CM. npeablayLLyo pegakumio)

2. Beosumblie B Poccuiickyto ®epepaumio nekapcTBeHHble CPEACTBa AOMMKHbI COAEPXaTbCsl B roCy4apCTBEHHOM
peecTpe NeKapCTBEHHbIX CPeaCcTB.

(YacTb B pegakumm, BBeaeHHon B aencteue ¢ 7 sHeapsi 2012 roga PeaepanbHbiv 3akoHOM OT 6 aekabps 2011 roga
N 409-3; B pegakumm, BBegeHHon B gencteme ¢ 28 nekabpsa 2019 roga PenepanbHbiv 3akoHOM OT 27 aekabps 2019
roga N 462-d3. - CM. npeabigyLLyto pedakumio)

3. [onyckaerca BB03 B Poccuickyto ®Pepepauuto KOHKPETHOM MapTUM  3aperucTpyMpoBaHHbIX U (Unn)
HEe3aperncTpUpPOBaHHbIX JTIEKAPCTBEHHBIX CPEACTB, MpedHa3Ha4YeHHbIX OS1S MPOBEAEHMS KITMHWYECKUX UCCNenoBaHun
neKapCTBEHHbIX NpenapaToB, NPOBEAEHNS SKCMEPTU3bI NTEKAPCTBEHHbIX CPEACTB AN OCYLLECTBMNEHNS rocyaapCTBEHHO
perucTpaummM JeKapCTBEHHbIX MpenapaTtoB Wy Afs OKa3aHus MEOMLMHCKOM MOMOLUM MO KM3HEHHBIM MOKa3aHWUAM
KOHKPETHOTO MauMeHTa Ha OCHOBaHWM pa3pelleHnsi, BblOAHHOTO  YMOMHOMOYEHHbIM  dheeparibHbIM  OpraHoM
WCMOMHUTENbHOM BMacTUM MO 3asiBIEHUsIM UL, YKasaHHblX B cTatbe 48 HacTtosawero PemepanbHOro 3akoHa.
PaccmoTpeHve Takoro 3asBMneHVWs U MNPUHATME pPELLeHMs O Bbidade paspelleHns Ha BBO3 KOHKPETHOW MapTum
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3apPErMCTPUPOBaHHBLIX U (M) HE3aPErMCTPUPOBaHHBIX F1EKapPCTBEHHbIX CPeACTB, MpefgHa3HadeHHbIX Ans NpoBedeHus
KMMHUYECKNX WCCIIEQ0BaHUA FIEKapCTBEHHbLIX MpenapaToB, MPOBEOEHMSI 3KCMEPTU3bl JIEKAPCTBEHHbIX CPeacTB Aris
OCYLLIECTBINEHUSI FOCYAapPCTBEHHOM PErMCTpaL M NeKapCTBEHHBLIX MpenapaToB Unn Ans okazaHus MEAWMUMUHCKOW MOMOLLIM
MO >KM3HEHHbIM MOKa3aHMSIM KOHKPETHOMO nauumeHTa nmbo ob oTkase B Bblgave ykazaHHOro pa3peLleHns Npou3BoaaTCs B
CPOK, He NpeBbILLatoLLmMiA NATM paboumx gHel. MnaTta 3a Bblgavy ykasaHHOro paspeLleHust He B3MMaeTCsl.

(YacTb B pegakumm, BBegeHHON B aencteue ¢ 7 sHBapsi 2012 roga PeanepanbHbiv 3akoHOM 0T 6 gekabps 2011 roga
N 409-03. - Cm. npeabigyLLyo penakLumio)

3_1. Oonyckaercs BB03 B Poccuiickyto degepaumnio KOHKPETHOW MapTMU HE3aperncTpupOBaHHbIX JIEKAPCTBEHHbIX
npenaparoB, COAEepXalUMX HapKOTUYEeCKMe cpeacTtBa WM MCUXOTPOMHbIE BELLECTBA, B MOPSAKe, YCTaHOBIIEHHOM
MpaButenbctBoM Poccuiickont Pepepaumn, AN OKasaHWA MEAWLMHCKOM MOMOLLUM MO >KM3HEHHbIM MOKa3aHUsiM
KOHKPETHOrO MauueHTa unu rpynnel NauneHToB B Criydae, ecrniv MMeeTcs pelleHne BpavyebHOM KOMUCCUN MEeLMLMHCKON
opraHusauum o  He3a(dEKTUBHOCTU  WUIM  HEBO3MOXHOCTM  MPUMEHEHUS] Yy  KOHKPETHOrO  NauMeHTa  MHbIX
3aperncTpupoBaHHbIX NEeKapCTBEHHbIX NMpernapaTtoB, B TOM YUCNe codepXxallimMx Apyrne OencTByloliMe BeLlecTBa, U O
HeoOXoAMMOCTM BBO3a OMPELENEHHOr0 HEe3aperMcTpUpPOBaHHOTO JIEKapCTBEHHOrO npenapata C  ykasaHMeM €ro
MeXayHapogHOro HenaTeHTOBaHHOro (MNN XMMWYECKOro, WM rpynnUPOBOYHOIO) HamMeHoBaHUsl, ¢hopMbl BhIMycKa W
konuyecTBa. [NepedeHb 3aboneBaHWiA U COCTOSIHWMIA M COOTBETCTBYIOLUMX NEKAPCTBEHHbLIX NpenapaToB, copepXKallunx
HapKOTU4Yeckne CpeacTBa M MNCUXOTPOMHbIe BELWECTBA, B LENSAX OCYLIECTBIIEHUS WX BBO3a B COOTBETCTBUM C
TpeboBaHUSIMU HAaCTOSALLEN YaCcTU YTBEPXKOAETCS YNONTHOMOYEHHBIM dhefeparnibHbIM OPraHOM UCMOMHUTENBHOW BACTy.

(Yactb gononHutenbHo BktoveHa ¢ 1 mapta 2020 roga deaepanbHbiM 3akoHoM oT 27 aekabps 2019 roga N 475-
@3, npumensetca oo 31 gekabpsa 2023 roga)

4. B Poccwuiickyto degepaumio MOXHO BBO3WUTb JeKapCTBEHHble CpeAcTBa, KauyeCTBO KOTOPbIX MOOTBEPXAEHO
cepTndMKaToOM NPOU3BOAUTENS JTIEKAPCTBEHHBLIX CPEACTB, YAOCTOBEPSAIOLWMM COOTBETCTBME BBO3UMbIX JIEKAPCTBEHHbIX
cpencts TpeboBaHusM (hapmakonerHblx cTaten nubo B criydae UX OTCYTCTBMS HOPMAaTUBHOWM AOKYMEHTauuu Wnu
HOPMaTMBHOTO JOKYMEHTa.

(YacTb B pegakuum, BBegeHHonm B Aencteue ¢ 7 aHBapsa 2012 roga ®egepanbHbiM 3akoHOM OT 6 Aekabps 2011 roga
N 409-03. - Cm. npeablayLLyo pegakumio)

5. 3anpewaerca BB03 B Poccuickyto Pepepaumio  panbCuUUUNPOBaHHBLIX NEKAPCTBEHHBLIX  CPEACTB,
Hedo0poKa4YeCTBEHHBIX NIEKAPCTBEHHbIX CPEACTB, KOHTpadaKTHLIX NeKapCTBEHHbIX CPeaCTB.

(YacTb B pepakuum, BBegeHHON B Aencteue ¢ 7 aHBapsa 2012 roga ®egepanbHbiM 3akoHOM OT 6 Aekabps 2011 roga
N 409-93. - CM. npeablayLLyo pegakumio)

6. PanbcndmumMpoBaHHbIE NEKAPCTBEHHLIE CPEACTBA, HEAOOPOKAaYECTBEHHbIE NEKAPCTBEHHbLIE CPEACTBa Noanexar
U3BATUIO N NOCNEaYoWEMY YHUYTOXEHUIO UK BbiBO3Y M3 Poccuiickon degepauun, KOHTpadaKTHbIE NEKapCTBEHHbIE
CpeacTBa - M3bATMIO U MOCNedylLWweMy YHUMTOXEHUO. YHUYTOXEHME wnv BbiBO3 M3 Poccuiickon Pepepaumm
danbCcnULMPOBaHHbLIX NEKAPCTBEHHbLIX CPEACTB, HedobpoKkaveCTBEHHbIX JTEeKAapCTBEHHbIX CPeAcTB, KOHTpadaKTHbIX
NeKapcTBEHHbIX CPEACTB OCYLLECTBNSETCA 3a CYET NULA, OCYLLECTBMBLLENO UX BBO3. MOPSAOK YHUHTOXEHUS] N3BATLIX
danbCcnULMPOBaHHbLIX NEKAPCTBEHHbLIX CPEACTB, HedobpoKaYeCTBEHHbIX JTeKAapCTBEHHbIX CPeAcTB, KOHTpadaKTHbIX
nekapcTBEHHbIX CPeACcTB ycTaHaBnuBaeTcs NMpaButenbcTBoM Poccuickon ®enepauun.

(YacTb B pegakumm, BBegeHHon B genctsaume ¢ 7 aHBaps 2012 roga PeagepanbHbiv 3akoHOM OT 6 aekabpsa 2011 roga
N 409-03. - Cm. npeabigyLLyo penakumio)

7. Nuua, ocyuwlectengowme BeBo3 B Poccuiickyto denepauunio anbcnmnumnpoBaHHbIX SIeKapCTBEHHbIX CPenCcTB,
He0bpOKa4YEeCTBEHHBIX NIEKAPCTBEHHbIX CPEACTB, KOHTPadaKTHbLIX JIEKAPCTBEHHbLIX CPEACTB, HECYT OTBETCTBEHHOCTb B
COOTBETCTBUM C TaMOXEHHbIM 3aKOHOAATENbCTBOM TaMOXEHHOro coto3a M (Mnu) 3akoHogaTenbCTBOM Poccuiickoi
denepaumm 0 TaMOXEHHOM ere.

(YacTb B pegakumm, BBegeHHon B aencteue ¢ 7 sHeapsi 2012 roga PeagepanbHbiv 3akoHOM OT 6 aekabps 2011 roga
N 409-03. - Cm. npeabigyLLyo penakumio)

8. BbiBO3 nekapcTBeHHbIX cpeacTB u3 Poccuickon depepaumm ocyLecTBnsercsa 6e3 npuMeHeHNs orpaHu4eHni,
YCTaHOBIIEHHbIX TaMOXEHHbIM 3aKOHOAATENbLCTBOM TaMOXEHHOro cow3a M (1nn) 3akoHogaTenbCcTBoM Poccuickon
degepaummn o rocyaapCTBEHHOM pPerynMpoBaHnM BHELLHETOPIOBOW AEATENbHOCTY.

(YacTb B pegakumm, BBeaeHHon B aencteue ¢ 7 siHeapst 2012 roga PegepanbHbiM 3akoHoM OT 6 aekadpsi 2011 roga
N 409-®3; B pegakumm, BBeaeHHoM B aenctemne denepanbHbiM 3aKoHOM OT 25 Hosiopa 2013 roga N 317-93 B pegakuum,
BBeaeHHon B pgevicteve ¢ 1 monsa 2015 roga PenepanbHbiv 3akoHoM oT 22 gekabps 2014 roga N 429-¢3 - Cwm.
npeablayLLyto pefakumio)

9. BBog B rpaxgaHCKui OBOpPOT NEeKkapCTBEHHbIX MPenapaTtoB A1 MEAWMUMHCKOrO MNPUMEHEHMS, BBE3EHHbLIX B
Poccuiickyto ®enepaumio, ocyLecTBsieTcst ¢ cobntogeHnem TpeboBaHuin, yCTaHOBIEHHbIX cTaTber 52 1 HacTosiLero
depfepanbHOro 3akoHa.
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(YacTb gononHutenbHo BKtoveHa ¢ 29 Hosbps 2019 roga ®enepanbHbiM 3akoHOM OT 28 Hosibps 2018 roga N 449-
D3)

KommeHTapun k ctatbe 47

Cratbs 48. FOpuanyeckue nuua, KOTOpbIM pa3peLleH BBO3 NieKapCTBEHHbIX CPeAcTB B
Poccumckyro Pepepauumto

(HammeHoBaHve B pegakumu, BBegeHHow B gencteue ¢ 7 aHeaps 2012 roga ®eaepanbHbiv 3aKkoHOM OT 6 aekabps 2011
roga N 409-93. - Cm. npeabiayLLyo peaakuuto)

JlekapcTBeHHbIE cpeacTBa B Poccuinckyto degepaumio MoryT BBO3UTh:
(AG3au B pegakumv, BBeaeHHon B gencTeme ¢ 7 siHeaps 2012 roga ®epgeparnbHbiM 3akoHOM OT 6 fekabps 2011 roga
N 409-03. - Cm. npeabigyLLyo penakumio)

1) NpoVn3BOAUTENM NEKAPCTBEHHLIX CPEACTB AN1s Lienein cobCTBEHHOMO NPOM3BOACTBA NeKapCTBEHHbIX CPeacCTB;

2) MHOCTpaHHbIE Pa3paboTUMKM NEKAPCTBEHHbLIX CPEACTB M MHOCTPaHHble NPOU3BOAMTENN NEKapCTBEHHBLIX CPeacTs
Wnn apyrve topugndeckie nuua no nopyvyeHuo paspaboTyrka JIekapCTBEHHOrO CPeacTBa ANs NPOBEAEHNS KIMHUYECKMX
MCCredoBaHWii JIeKapCTBEHHOro MpenapaTta, OCYLLIEeCTBMEHUs] T[OCYOAapCTBEHHOM perncTpauuy  JfiekapCTBEHHOro
npenapaTa, BKIOYEHUS hapMaLeBTUYeCcKon CcyGCTaHUMM B rOCYAapCTBEHHbIA peecTp IeKapCTBEHHbIX CPeacTs,
KOHTPOIsl KayecTBa IeKApCTBEHHbIX CPeACTB MpW HanuuuM paspelleHust YMNOrTHOMOYEHHOro dedeparnbHOro opraHa
WCMOSHMTENBHON BNacTW Ha BBO3 KOHKPETHOW NapTUM NeKapCTBEHHbIX CPEeaCTB;

3) OopraH13aL My onTOBOW TOProBNu fiekapCTBEHHbIMW CpeacTBaMy;

4) Hay4HO-ucCcriegoBaTenbCkue  opraHmsauuM, obpasoBaTeflbHble  OpraHuM3aumMn  Bbiclero  obpa3oBaHus,
NPOU3BOOUTENN FNEKapCTBEHHbIX CPEACTB AN pa3paboTkM, UCCnenoBaHWK, KOHTponsa ©Ge3onacHoCcTW, KadecTBa,
3OPEKTUBHOCTN NEKAPCTBEHHBIX CPEeACTB MPW  HanmuMuum paspelleHns  YNONTHOMOYEHHOrO dhedepanbHOro opraHa
VCMNOMHUTENbHOW BNacTW;

(MyHKT B pegakummn, BBeaeHHon B aencteue ¢ 1 ceHtabpst 2013 roga PenepanbHbiM 3akoHOM OT 2 monga 2013 roga
N 185-®3. - CM. npeablayLLyo pegakumio)

5) MeguuMHCKMe opraHusauuu, MHble yKasaHHble B MyHKTax 1-4 HacTOsILLEN cTaTbW OpraHv3auuy 4SS OKa3aHus
MELMLMHCKOM MOMOLLM MO KU3HEHHBIM MOKAa3aHMSAM KOHKPETHOrO NMauMeHTa Npu HanmM4mMm paspeLLeHmnst YNosTIHOMOYEHHOro
defepanbHOro opraHa UCMOMHUTENBLHOW BacTh HAa BBO3 KOHKPETHOWM NapTuM NEKApPCTBEHHOIO npenaparta, BblgaHHOro B
YCTaHOBMIEHHOM Mopsiake B hopMe 3MEKTPOHHOr0 [JOKyMEHTa, MOAMMCAHHOMO YCUIEHHOW KBanuduuMpoBaHHON
3I1EKTPOHHON NOAMMUCHIO.

(MyHkT B pepakummn, BBeAeHHoM B gencTterne depepanbHbiM 3akoHoM oT 12 mapta 2014 roga N 33-#3. - Cwm.

npenbiayLLyo peaakuuio)

6) rocyqapCTBEHHbIE YHUTapPHbIE NPeanpusaTUs, MMYLLIECTBO KOTOPbIX HaxoauTcs B defeparnbHoM COBCTBEHHOCTH,
onpegensiemble [lpaButenbctBoM Poccuinickon depepaumm, B 4actm BBo3a B Poccwuiickyto  degepauuto
HEe3apermcTpUpPoBaHHbIX JEKAPCTBEHHbLIX MpenapaToB, COAEPXallMX HapKOTMYECKUE CpedcTBa WIM  MCUXOTPOMHbIe
BeELlecTBa, AN OKasaHUs MEAULMHCKOW MOMOLLM MO XM3HEHHbIM MOKAa3aHUsIM KOHKPETHOrO MauueHTa unu rpynnbl
naLneHToB B COOTBETCTBMM C YacTblo 3_1 cTaTbh 47 HacToswero ®enepanbHOro 3akoHa.

(MyHkT gononHuTensbHO BktoyeH ¢ 1 mapta 2020 roga PepepanbHbIM 3akoHOM OT 27 aekabpsa 2019 roga N 475-93,
npumeHsieTcs oo 31 gekabps 2023 roga)

KommeHTapuin k ctatbe 48

Crtatbs 49. [lokyMeHTbI, NpeAcTaBnsieMble B TaMOXeHHble opraHbl Poccunckon ®eagepauumm npum
BBO3e JieKapCTBEHHbIX cpeacTB B Poccunckyro Pepepaumio

(HanveHoBaHve B pegakuum, BBedeHHoN B aevicteue ¢ 7 aHeapsa 2012 roga denepanbHbiM 3aKkoHOM OT 6 aekabps 2011
roga N 409-93. - CM. npeabiayLLyo pegakumio)

1. Npwn BBO3e nekapcTBeHHbIX cpeacTB B Poccunckyto deaepauuio B TaMoXeHHble opraHbl Poccurickon deaepaumm
HapsiQy C AOKYMeHTamu, npeacTaBrieHMe KOTOPbIX NpedyCMOTPEeHO TaMOXEHHbIM 3aKOHOAaTEeflbCTBOM TaMOXEHHOro
cot3a un (unu) 3akoHopatenbcTBoMm Poccuiickon degepaummnm 0 TaMOXEHHOM [erne, NMPeAcTaBnsalTCcs cnegylowme
OOKYMEHTBbI:

BHumaHwe! [IokyMeHT ¢ M3MeHeHnsaMM 1 AoMonHeHnaMmM (Hoeasa peaakLms). O nocneayroLmx n3aMeHeHmsx cM. aprbik "OnepatmeHas uHdopmaums”
UC «TexskcnepT: 6 nokoneHne» VHpaHeT


javascript:;

06 obpalLeH nekapcTBEHHbIX CPEACTB (C M3MeHeHnaMU Ha 22 aekabpst 2020 roga) (pepakums, aeviceytoas ¢ 1 aHeapst 2021 roga) CipaHuua 86
®edeparbHbiti 3akoH om 12.04.2010 N 61-@3

(AG3au B pegakumn, BBegeHHon B gencTteue ¢ 7 siHeapsa 2012 roga ®epepanbHeiM 3akoHOM OT 6 gekabpsa 2011 roga
N 409-03. - Cm. npeabigyLLyo penakLumio)

1) cepTudmkat NpPOM3BOAUTENS JEKAPCTBEHHOTO CpeacTBa, YOOCTOBEPSIOWMIA COOTBETCTBME BBO3VMOIO
neKkapcTBEHHOTO cpefAcTBa TpeGoBaHUAM hapMaKkoneiHo cTaTbu NGO B crnyvyae ee OTCYTCTBUS HOPMaTUBHOM
OOKYMEHTaLMN Ui HOPMaTUBHOIO JOKYMEHTa;

2) paspelueHne ynorHOMOYEHHOro defeparnbHOro opraHa WCMOMHUTENbHOM BlaCTM Ha BBO3 KOHKPETHOM NapTum
NeKkapcTBEHHOro CpeacTBa B Criyvasix, yCTaHOBMEHHbIX YacTbto 3 cTaTbh 47 HacToswero ®efepanbHOro 3akoHa.

2. [1oKyMeHTbI, yYka3aHHble B MyHKTax 1 1 2 4yacTu 1 HacTosiLen cTaTby, NPeacTaBnaloTCsa B TaMOXEHHbIE OpraHbl
Poccuiickon denepaummn npu npubbiTnn fiekapcTBEHHbIX cpeacTB B Poccuiickyto denepauuto.

(YacTb B pegakumm, BBegeHHoN B aencteue ¢ 7 sHeapsi 2012 roga PeagepanbHbiv 3akoHOM OT 6 aekabps 2011 roga
N 409-03. - Cm. npeabigyLLyo penakumio)

KommeHTapun k ctatbe 49

Cratbs 50. BBO3 nekapcTBeHHbIX nNpenapatoB B Poccunckyro ®eanepauuio ans IM4HOro
MCMOJIb30BaHUA N UHbIX HEKOMMEPYECKUX Lierien, a Takke Arns UCNob30BaHUA Ha TeppuTopumn
MeXayHapoaHOro MeAvLIMHCKOro Knacrepa

(HanveHoBaHve B pegakuum, BBeAeHHoN B aevicteue ¢ 7 aHeapa 2012 roga PenepanbHbiM 3akoHOM OT 6 aekabps 2011
roga N 409-03; B pegakuum, BeegeHHon B genctene ¢ 30 uona 2015 roga ®egepanbHbiM 3akOHOM OT 29 noHs 2015
roga N 160-®3. - Cm. npeablayLLyto peaakuuio)

1. JlekapcTBeHHble npenapatbl MOryT ObiTb BBe3eHbl B Poccuiickyto Pegepaumio 6e3 yyera TpeboBaHwi,
npenycMOTpPeHHbIX 4Yactamm 1-4 ctatbn 47, ctatbsvm 48 n 49 Hactosiwero PepepanbHOro 3akoHa, €CMAWM OHU
npegHasHa4veHbl 4ns:

(AB3ay, B pegakuum, BBegeHHon B genctaue ¢ 7 sHBapsa 2012 rona PegepanbHbiM 3akoHOM OT 6 aekabps 2011 roga
N 409-03. - Cm. npeabigyLLyo pegakLumio)

1) NMYHOrO UCMONb30BaHMSA UINYECKUMM NULaMK, NpubbiBLUMMK B Poccuiickyto ®egepaumto. Mpn 3ToOM BBO3 B
Poccuickyto depnepaumio nekapCTBEHHbIX NPenapaTtoB, CoAepXallMx CUIbHOO4ENCcTByloWwmMe W (Anv) SO0BUTbIE
BELleCTBa, BKIHOYEHHbIE COOTBETCTBEHHO B CMNWCOK CWUMbHOAEWCTBYIOLWINX BeLWeCcTB [Ans LUenerh YroroBHOro
3akoHogaTenbcTBa Poccuickon ®egepaumm n B CNNCOK SAOBUTLIX BELLECTB OS5 LiEnei YrorloBHOrO 3akoHO4aTenbLCcTBa
Poccunckon ®egepauun, yteepxaeHHble [paButenbctBom Poccurickon depepaumm, OCYLLECTBSETCS MPU HanuMymm
[OKYMEHTOB (3aBEPEHHBLIX KOMWA [OKYMEHTOB WM 3aBEPEHHbIX BbIMUCOK M3 HKX), MOATBEPXKOANOLLMX HasHa4YeHue
dm3nyeckoMy NULy YKasaHHbIX JIEKapCTBEHHbIX MNpenapaTtoB (3@ WCKIOYEHMEM FeKapCTBEHHbIX MpenapaTos,
3apermcTpupoBaHHbix B Poccuiickon Pepmepaumm n otnyckaemblx B Poccuiickonn ®depepaummn ©e3 peuenta Ha
nekapcTBeHHbIN npenapart). [oaTeepxaarowne OKYMEHTbI (UX 3aBEPEHHbIE KOMUW UM 3aBEPEHHbIE BbIMUCKA U3 HUX)
OOIMKHbI coaepXaTb CBEAEHWNS O HAMMEHOBaHWM UM KONMYECTBE Ha3HA4YeHHOro fekapcTBEHHOro npenaparta. B cnyuae,
ecnu nogTBepKOaloWmMe LOOKYMEHTbl (MX 3aBEpeHHble KOMUWM WX 3aBEPEHHbIE BbIMWCKA M3 HUX) COCTaBMNEeHbl Ha
WHOCTPaHHOM £3bIKe, K HAM MpunaraeTcs HoTapuarnbHO 3aBEPEHHBLIN NEPEBOA Ha PYCCKUA A3bIK;

(MyHkT B pegakumm, BBegeHHon B gencteune ¢ 13 noHa 2016 roga ®enepanbHbiM 3akoHOM OT 2 mioHs 2016 roga N
163-93. - CM. NpeablayLLyo peaakumio)

2) ucnonb3oBaHusi paboTHMKaMN OUNIIOMaTUYECKOro Kopryca unu npegctaBUTeNaMmM MexayHapoaHbIX opraHm3auini,
akkpeauToBaHHbIX B Poccuickon ®egepauny;

3) ne4yeHUss naccaXuWpoB W UYNEHOB 3KWMaXKeW TPaHCMOPTHbIX CPeacTB, Moe3gHbix Opurag v BoauTenen
TPaHCMNOPTHbLIX CPeacTB, NpubbIBLLINX B Poccuickyto deaepaunio;

(MyHKT B pegakuun, BBEAEHHOW B genctBue ¢ 7 saHBapsa 2012 roga PegepanbHbiM 3akoHOM OT 6 aekabpsa 2011 roga
N 409-93. - CM. npeablayLLyo pegakumio)

4) neYeHUsi y4aCTHUKOB MEXOYHApPOAHbIX KyNbTYPHbIX, CMOPTUBHBIX MEPOMPUATUIA U YYaCTHUKOB MEXOYHapPOLHbIX
aKkcneanuun;

5) neveHns KOHKPETHbIX XXUBOTHLIX B 300Mapkax, 300cafax, LMpKax, okeaHapuymax, AerbguHapumsx, NeHeHs QUKnNx
XMBOTHbIX, MOCTOSIHHO MNWU BPEMEHHO HacensioLmnx TeppuTopuio Poccuickon ®enepaumm, Haxogswmxcs B COCTOSIHUN
€CTeCTBEHHOW cBOOOAbI U NMpuHagnexawmx K Bugam, 3aHeceHHblM B KpacHyto kHury Poccuiickon ®egepauum n (unnm)
KpacHble kHurM cybbektoB Poccuiickon depepaunm, a Takke XMBOTHbIX, BBO3UMbIX B Poccuiickyto ®egepaumio ons
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y4acTus B CMOPTUBHBIX Y 3PENULLLHBIX MEPOMPUATUSX;

(MyHKT B pegakuun, BBeAEHHOW B AenctBue ¢ 7 siHeaps 2012 roga PepepanbHbiM 3akoHOM OT 6 aekabps 2011 roga
N 409-®3; B penakunm, BBegeHHon B aevicteme ¢ 13 asrycta 2019 roga ®enepanbHbiM 3akoHOM OT 2 aBrycTta 2019 roga
N 297-®3. - CM. npeablayLLyo pegakumio)

6) MCnonbL30BaHNA Ha TEPPUTOPUN MEXOYHaPOAHOIrO MEOULIMHCKOrO KnacTepa.
(MyHkT gononHuTensHo BrtodeH ¢ 30 noHa 2015 roga ®eaepanbHbiM 3akoHoM OT 29 uioHda 2015 roga N 160-3)

2. B cnyuyasx, npegycMOTpeHHbIX YacTblo 1 HacToswen ctaTbu, gonyckaerca BBo3 B Poccunckyto depepaumio
nekapcTBEHHbIX NPenapaToB, He 3aperMcTpupoBaHHLIX B Poccuiickon ®eaepaunm.

(YacTb B pegakumm, BBegeHHon B genctsaue ¢ 7 aHBaps 2012 roga PegepanbHbiv 3akoHOM OT 6 gekabpsa 2011 roga
N 409-93. - CM. npeablayLLyo pegakumio)

3. JlekapcTBeHHble Mpenapartbl, NpeaHasHayYeHHble AN 'yMaHUTapHOW Momowmn (COAENCTBMSA) UM NMOMOLLM Npu
ypesBblyalHbIX CUTyauusix, BBO3SiITCsl B Poccuitickyto degepaumio B nopsigke, YCTaHOBMEHHOM [1paBUTENbCTBOM
Poccuiickon Pepepaummn. 3anpewiaercss BBo3 B Poccuiickyto Penepaumio He3apermcTpupoBaHHLIX NeKapCTBEHHbIX
npenaparoB, NpegHas3Ha4YeHHbIX 451 T'YMaHUTapHON NOMOLLM (COQENCTBUS) U MOMOLLM NPU YPE3BbIYalHbIX CUTYaLUSIX.

(YacTb B pegakuum, BBegeHHON B aencteue ¢ 7 aHBapsa 2012 roga ®epepanbHbiM 3akoHoM OT 6 aekabpst 2011 roga
N 409-93. - CM. npeablayLLyo pegakumio)

KommeHTapui k ctatbe 50

Cratbsa 51. CoTpyaHnyecTBO hefepanbHOro opraHa MCNONHUTENbLHOW BNacTu, yNofTHOMOYEHHOro
B 0651aCTM TaMOXXEHHOTO Aerna, U APYrMxX YyNoNMHOMOYEHHbIX (hefepanbHbIX OpraHoB
MCNOSTHUTENILHOM BNacTn

1. YnornHomouyeHHble dedeparnbHble OpraHbl  MCMOMHUTENbHOW BMAacTU NPedoCTaBNsAlT B pPacropsikeHue
cheaeparnbHOro opraHa UCMONHUTENbHONM BacTW, YNONHOMOYEHHOrO B 0GnacTy TaMOXeHHOro Aena, rocyaapCTBeHHbIN
peecTp NekapCTBEHHbIX CPEACTB, a Takke WH(OopMaLMi0 O BbiAaHHbIX pa3pelleHusXx Ha BBO3 KOHKPETHOW napTum
nekapCTBEHHbIX CPEACTB B Cly4yasiX, YCTaHOBIEHHbIX YacTbto 3 cTaTbh 47 HacTosiwero PefepanbHOro 3akoHa.

2. ®epeparnbHbIi OpraH UCMONMHUTENBHON BNACcTW, YNOMHOMOYEHHbIM B 00NacTu TaMOXEHHOro gena, MHopMMpyeT
yKasaHHble B YacTu 1 HacTosILLEN cTaTbW YNONMHOMOYEHHbIE dbefeparibHble OpraHbl UCMOMHUTENBLHOW BracTu O BBO3eE
nekapcTBeHHbIX cpeacTs B Poccunckyto Pegepaumnio n BbiBo3e NekapCTBEHHbIX cpeacTB 13 Poccuiickon ®epepaumm no
dopme 1 B Nopsiake, KOTopble ycTaHoBIeHbI [paButensctBoM Poccuiickon denepaumm.

(YacTb B pegakummn, BBegeHHon B genctsaue ¢ 7 aHeaps 2012 roga PeagepanbHbiv 3akoHOM OT 6 aekabpsa 2011 roga
N 409-03. - Cm. NpeabigyLLyo penakumio)

KommeHTapuin k ctatbe 51

FnaBa 10. ®apmaueBTMYECKana feATENbHOCTb

Cratbsa 52. OcywecTBneHue cpapmMaLeBTUYECKON AEATENTLHOCTHU

1. ®apmaueBTndeckasi OeATENbHOCTb OCYLLECTBMSIETCA OpraHvM3auMsMU OMTOBOW TOPrOBMW JEKAPCTBEHHbLIMU
cpeacTBaMu,  anTedHbIMW  OpraHM3auusiMi, BETEPUHAPHBbIMM  anTedHbIMW  OpraHM3auusMy,  UHOMBUAYaNbHLIMA
npeanpyuHUMaTens MM, UMEHLMMA JIMLEH3NIO Ha dapMaLeBTUYECKYIO OEATENbHOCTb, MEQULIMHCKMMM OpraHusaumnsmm,
UMELWUMNA  JIMUEH3MIO Ha  (apMaLeBTUHECKYHD OEATENbHOCTb, W KX 000COBNeHHbIMM  NogpasaeneHusIMm
(ambynartopuamn, denbawepckuMm 1 - enbaLepcKo-akyLUEPCKUMN  NMyHKTaMK, LeHTpaMu (oTgeneHusiMun)  obuien
Bpa4yebHON (CeMelHOM) NpPaKTWKM), PacrofIOKEHHbIMU B CEMbCKUX HacCeNeHHbIX MyHKTaX, B KOTOPbIX OTCYTCTBYIOT
anTeyHble opraHu3auuMM, W BETEPUHAPHLIMW  OPraHM3auusMK, WMELWUMM  JIMLEH3MI0 Ha  dapMaueBTUYECKYIO
NeATenbHOCTb.

(Yactb B pepakuun, BBegeHHon B gencterve degeparnbHbiM 3akoHOM OT 25 Hosbpa 2013 roga N 317-93. - Cwm.

npeabiayLLyo peaakuuo)

2. ®dusumyeckne nuua MOryT OCYLLECTBNATb (hapMaLEeBTUYECKYD [OESATEeNbHOCTb MPU HanuymMy BbICLLErO WUNnn
cpenHero hapmaLieBTUYeckoro obpa3oBaHuA U cepTudmKaTa creuuanncTa, BbICLLIEro UMW CPedHEro BeTepUHapHOro
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obpas3oBaHusa 1 cepTudmkata cneumanmcTa, a Takke BbICLUEro Unn cpeaHero MegmumMHCKoro obpasoBaHus, ceptmdmkarta
cneumanucTa m SOMNOMHUTENBHOIO NpodlecCcuoHanbHOro obpa3oBaHUs B 4acTW PO3HUYHOW TOProBfW JIEKapCTBEHHLIMU
npenaparaMu npu ycrnosum nx paboTbl B 0B0OCOBNEHHbIX MOAPa3deNneHusiXx MEeOULUHCKMX OpraHv3auni, ykasaHHbIX B
yacTu 1 HacToseln cTaTbn (YacTb B pegakumun, BBegeHHon B gencteue ¢ 29 nona 2010 roga ®enepanbHbiM 3aKOHOM
oT 27 wions 2010 roga N 192-93, - cMm. npegbiayLLyo peaakuuto).

KommeHTapun k ctatbe 52

Cratbs 52_1. BBOA B rpaxgaHCKuim o60poT fieKapCTBEHHbIX NpenapaToB Ansi MeAULIMHCKOro
npUMeHeHus

1. lepen BBOOOM B rpaxgaHCKui 0OOPOT KaXOOW CEpuM WM KaZoW napTum npousBefeHHoro B Poccuickon
denepaunm nekapcTBeHHOro npenapata And MEAMUUHCKOro MNPUMEHEHWS, 3a WCKIYEeHMeM MMMYHOBMONOrmyecKkmx
neKapcTBEHHbIX NpenapaTos, NPOU3BOAUTENb TaKoro fekapcTBEHHOro npenaparta npeacTasnsaer B doefepanbHblil opraH
WCMNOSTHUTENBHOW BNACTW, OCYLLECTBASALWUA OYHKUMU MO KOHTPOMIO U Haa3opy B cdepe 30paBOOXPaHeHWs, AOKYMEHT
NpoV3BOAUTENS NEKaPCTBEHHOrO CPeaCcTBa, NOATBEPXKOAIOLLMIA Ka4eCTBO JIeKapCTBEHHOrO npenaparta, U noaTeepXaeHve
YNONMHOMOYEHHOrO Nuua MPOU3BOAUTENS JIeKapCTBEHHbIX CPEACTB COOTBETCTBUSA JIEKAPCTBEHHOIO npenapara
TpeboBaHUsIM, YCTaHOBINEHHBIM MPY ero rocy4apCTBEHHON perncTpawmu.

2. MNepen BBOAOM B rpaXkaaHCKMn 0BOPOT KaXKOOoW Cepum UNu Kaxaown naptum Beo3mmoro B Poccuinckyto deaepaumio
neKkapcTBEHHOro npenapaTta Ans MEAMLMHCKOro MpYMEHEHUs!, 3a UCKIIOYEHNEM MMMYHOBMOMNOTMYECKMX NeKapCTBEHHbIX
npenapaTtoB, oOpraHu3auus, OCYLLEeCTBNAIOWAs BBO3 JlekapcTBEHHOro npenapata B Poccuinckyio degepaumio,
npeacTasnser B deaepanbHbI OpraH CNOMHUTENBbHOM BNACTW, OCYLLECTBASIOLMA (OYHKL MM NO KOHTPOMNIO U Haa3opy B
cdepe 30paBOOXPaHEHUs, cepTUdMKaT NPOU3BOAUTENS NEKAPCTBEHHONO CPEeACcTBa, YAOCTOBEPSIOWMUA COOTBETCTBUE
BBO3UMOrO NeKapCTBEHHOro npenapara TpeboBaHusiM dhapMakonenHon ctatbi, a B criydae oTCyTCTBMSA hapmakornenHon
cTatby TpeboBaHUSIM HOPMAaTVBHOWM AOKyMEHTaLMKN, U NOATBEPXKAEHMEe NPeACTaBUTENS OpraHn3aLnm, ocyLLecTBNSALWen
BBO3 feKapcTBeHHOro npenapata B Poccuiickyio Pegepaumio M yNOnHOMOYEHHOW WMHOCTPaHHbIM MNPOM3BOAUTENEM
neKapCcTBEHHbIX CPEACTB, COOTBETCTBMS BBO3MMOIO JIEKapCTBEHHOrO npenapaTa TpeboBaHVsaM, yCTaHOBMNEHHBLIM NPy ero
rocy4apCTBEHHOW perucTpauum.

3. lNopagok npeactasBneHus B COOTBETCTBUM C YacTaMm 1 M 2 HaACTOsILLENW CTaTbUM OOKYMEHTOB U CBEOEHUA O
neKapCTBEHHbIX Mpenapatax, BBOAMMBLIX B rpaxgaHCkuid obopoT, ycTaHaenueaercs [paButenbcTtBoM Poccuiickoi
degepaumn.

4. B OTHOWeEHWN NepBbIX TpexX Cepun WUnu MapTui NekapcTBEHHOro npenapaTta, BrepBble MPOU3BEAEHHOro B
Poccuiickon depepauum unu Bnepsble BBo3MMoro B Poccurickyto ®enepaunio, B doegepanbHblid opraH UCMOMHUTENbHON
BMNacTy, OCYLIECTBSAOWMA @QYyHKUUM MO KOHTPOMIO WM Haasopy B cdepe 34paBOOXpaAHEHUs, [AOMOSTHUTENLHO
npeacTaBnsieTcs MPOTOKONM WCMbITAHWA O COOTBETCTBMM CepuM WNU MapTuUM JeKapCTBEHHOro npenapata Ans
MEOVLMHCKOro MpUMEHEHUs1 nokasaTensM KavecTBa, NpegyCMOTPEHHbIM HOPMAaTMBHOM [OKyMeHTauuen (panee -
MPOTOKON WCMbITaHWN), NPOBOAUMbBIX aKKpPeOUTOBaHHbIMM B COOTBETCTBMM C  3aKOHOOATENbCTBOM  Poccuickon
®epepaunm 06 akkpeguTauMM B HauUMOHanbHOW cucTeMe akkpegutauum degepanbHbiMU  FOCYAapCTBEHHBbIMU
OIOKETHBIMU  YUpEXOEHMSMK,  NOABEAOMCTBEHHbIMM  befepanbHOMYy — OpraHy  MCMOMHUTENbHOW  BRacTw,
ocyliecTenswWwemy QyHKLMM Nno BbipaboTke M peanu3aumMu rocyaapCTBEHHOW MOMUTUKM U HOPMaTMBHO-NPaBOBOMY
perynupoBaHunio B cdiepe 3apaBooxpaHeHusi, U dedepansHOMY opraHy WCMOSTHUTENbHOW BNacTu, OCYLLEeCTBRsoWwemy
YHKUMN MO KOHTPOM W Haasopy B cdepe 34paBooxpaHeHus. [lopsgok Bblgavv ykasaHHbIMM - doegeparibHbIMU
rocyaapCTBEHHbIMM  OOKETHBIMU ~ yYPEXOEHUAMM [OaHHOrO MNpOTOKONa W pasmep nnatbl 3a €ro  Bbigady
ycTaHaBnmBatoTcs lNMpasutenscteom Poccunckon depepauymn.

5. ExerogHo He nosgHee 1 deBpans NpOU3BOAUTENU FEKApCTBEHHbIX CPEACTB  WMM  opraHv3aLuu,
OCYLLIECTBNAIOLME BBO3 NleKapCTBEHHbIX NpenapaToB B Poccuiickyio denepaunio, NpeactaBnawT B dpeaeparnbHbIi
opraH WCMNONHUTENbHOM BMNacTh, OCYLLECTBMALWMIA (PyHKLUM NO KOHTPOMO U Haasopy B cdepe 3OpaBoOXpaHeHus,
NPOTOKOMN MCMbITAHWUA NOCTYNMBLLErO B TEYEHWE rofa B rpaXKOaHCKUM 0BopoT NekapCTBEHHOro npenapara KOHKPETHOro
NpousBoAMTENS (Ha OOHY CEpUI0 KaKgoro TOProBOro HaMMEHOBaHWSA C YYETOM JeKapCTBEHHOW (hopMbl U JO3VPOBKW),
NMPOBOAUMbIX aKKPEAUTOBaHHbIMM B COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuiickoii degepaumm o6 akkpeauTauum B
HaLMOHarbHOM CUCTEME aKKpeaMTaLUWn UCTbITaTeNbHbIMU TabopaTopusMu (LLEeHTpamMm).

6. [MpomsBoauTenn nekapcTBEHHbIX CPEeACTB WM OpraHu3aumM, OCYLLeCTBRSIoWMe BBO3 JeKapCTBEHHbIX
npenapatoB B Poccunckyio Pepepaumio, He MeHee YeM 3a OAMH rog OO0 MNaHVMpyeMbiX MPUOCTaHOBMEHWUS Wnv
npekpaLleHMs Npou3BOACTBa NeKapCTBEHHbIX NpenapaToB unu nx Beo3a B Poccuiickyio depepaumio yBeaomnsioT ob
3TOM chefeparbHbIA opraH MUCMONMHUTENBHOW BNacTy, OCYLLECTBASAOWMA YHKUMM MO KOHTPOSO U Haasopy B cdepe
3[1paBoOXpaHeHns n deaeparnbHbId opraH UCMOMHUTENBHON BNAcTW, OCYLLECTBNSAWMUA DYHKLUM NO NULLEH3MPOBaHUIO
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NpOu3BOACTBA fleKapCTBEHHbIX CPEeACTB.
(YacTb gononHutensHo BKtoveHa depepanbHbiM 3akoHOM 0T 28 Hosiopst 2018 roga N 449-93)

7. Beog B rpaxgaHcku oBOPOT KaXKOoOW CepuM UMK KaxkOom napTumM UMMYHOOMONOMMYEcKoro rekapcTBEHHOro
npenapara, npomssegeHHoro B Poccunckon ®egepaumm unmn BeBo3nmMoro B Poccuiickyto degepaunto, ocyLLecTBASETCA
Ha OCHOBaHMK pa3peLleHsi, BbigaHHOro doefeparnbHbIM OpraHoM UCTONHUTENBLHOM BACTU, OCYLLECTBASHOWUM dyHKLUN
MO KOHTPOM0 U Hag30py B cdepe 30paBOOXPaHEHWsi, HA OCHOBaHUWM BbigaHHOrO deaeparnibHbIMU roCcy4apCTBEHHLIMA
OIOKETHBIMM  YUPEXOEHUSMM, YKa3aHHbIMM B 4YacTu 4 HaCTOsILEN CTaTbM, 3aKMOYEHWs O COOTBETCTBUW CEPUM WIK
napTum MMMyHOBMONOrMYECKOro NEeKapCTBEHHOMO MpenapaTta TpeboBaHWAM, YCTaHOBIEHHBbIM MPU €ro rocyaapcTBEHHON
perucTpauun. MNMopsagok Bblgayun paspeLleHrs Ha BBOA B rpaXKgaHCKMn 000poT cepun nnv napTum MMMy HOBMONorn4eckoro
NeKkapcTBEHHOTO MpernapaTta, a Tawkke MOPSAOK BblgauM YKa3aHHOro 3aKMYeHuMs U pasMep nnaTtbl 3a ero Bblgady
ycTaHasnueatoTca NpaButensctesoM Poccurickon ®enepavinn.

8. 3a HenpeacTaBneHWe WNM HECBOEBPEMEHHOE NpencTaBrieHne LOKYMEHTOB W CBEAEHWI, NpenyCMOTPEHHbIX
yactamm 1, 2, 4, 5 1 6 HacTosLWwen cTaTbW, NPON3BOAUTENN NEKAPCTBEHHLIX CPEACTB M OpraHn3aumn, ocyLlecTBnsALWme
BBO3 J1eKapCTBEHHbIX npenapatoB B Poccuiickyto dPepepauuno, HecyT OTBETCTBEHHOCTb B COOTBETCTBUMM C
3akoHogaTenbcTBoM Poccuiickon deaepaumun.

9. MNpepcTaBneHne JOKyMEHTOB U CBEAEHWI, MPEAYCMOTPEHHbIX YacTamn 1, 2 n 4 HacTosILEN CTaTby, N NONyYeHNe
NnpeaoycMOTPEHHOIO 4acTblo 7 HacTosILWLEeN cTaTbWM paspelleHuss Ha BBOO MMMYHOOMOMNOrM4eckoro JekapCTBEHHOro
npenapara B rpaxgaHCKum obopoT He TpebylTCcs B OTHOLUEHMWU FIEKAPCTBEHHbIX NMpenapartoB, NpedHa3Ha4YeHHbIX A5
NPOBEAEHNS KITMHWYECKMX WCCNEedoBaHWI JeKapCTBEHHbIX NpenapaTtoB, MpoBeAeHMs 3KCNepTM3bl NeKapCTBEHHbIX
CPEACTB AOM1 OCYLLECTBMNEHUS FOCYAAPCTBEHHON PErncTpaumn NEKapCTBEHHLIX MPEenapaTtoB, a Takke B OTHOLUEHWU
He3apermcTpUpoBaHHbLIX NEKAPCTBEHHLIX MpenapaToB, MNpefHasHa4yeHHbIX AN OKasaHus MeOWUMHCKOM MOMOLLM Mo
KM3HEHHBIM MOKAa3aHUsIM KOHKPETHOIrO MauuMeHTa Wnv rpynnbl NauvMeHToB, BBO3MMbLIX B Poccunckyto Pepepaunio B
cooTBeTCcTBUM ¢ YacTamm 3 n 3_1 ctatbu 47 HacTosiwero deaeparnbHOro 3akoHa.

(YacTb B pegakunm, BBegeHHon B genctere ¢ 1 mapta 2020 rona deaepanbHbIM 3akoHOM OT 27 aekabps 2019 roga
N 475-03. - CM. npeablayLLyo pegakumio)

10. Mpu BbISBMEHMN B IpaxgaHCKOM oOOOpOTE cepuy WM MapTUWM JNIEKAPCTBEHHOrO Mpenaparta, AOKYMEHTbl ©
CBELEHNS O KOTOpPbIX, NPELYCMOTPEHHbIE YacTamm 1, 2 n 4 HacTosAWEen cTaTbu, He MpeacTaBneHbl B dedeparnbHbiv
opraH UCMOMHUTENbHOW BNAacTW, OCYLLECTBALWMA (OYHKLUM NO KOHTPOIIO U HaA30py B cdepe 34paBoOXpaHeHUs!, nmbo
cepum UnM nNapTmm UMMYHOOMONOTMYECKOTO FEKAPCTBEHHOTO Mpenaparta, He MMELWMX paspelleHnsi Ha BBOL B
rpaXKgaHcKkmin obopoT, NPeLyCMOTPEHHOIO YacTbio 7 HAacTOosILLEN cTaTby, doeaeparnbHbI OpraH UCTIONMHUTENBHOM BracTw,
OCYLLUECTBNSAOWMNA (OYHKUMM MO KOHTPOMO W Hag3opy B cdepe 34paBOOXpaHEHWs, B MoOpsigke, yCTaHOBIIEHHOM
MpaButenbctBoM Poccuiickon denepaunm, NpUHMMAET peLleHne O MPEeKpaLleHUn rpaxxoaHckoro obopoTa Takux cepun
WNKn NapTuM 00 NPeacTaBIeHNs ykadaHHbIX 4OKYMEHTOB M CBEAEHWUIA MO0 MOyYEHMS YKa3aHHOMO paspeLLEeHUs.

(CtaTtbsa gononHutensHo BrItoyeHa ¢ 29 Hosbps 2019 roga ®epepanbHbiM 3akoHOM OT 28 Hos6pa 2018 roga N 449-
3)

Cratbs 53. popaxa, nepenaya nekapcTBeHHbIX CPEACTB OpraHM3aLuuMsiMm ONTOBOW TOProBnun
nekapcTBeHHbIMU cpeacTBaMu

1. OpraHu3aumm ONTOBOW TOPrOBNW JIEKAPCTBEHHBIMU CPeACcTBaMM MOTYT OCYLLECTBASATb NPOAaKY NEKApCTBEHHbIX
CPeacTB wnvM nepejaBaTb WX B YCTaAHOBMEHHOM 3akoHodaTenbCTBOM Poccuiickon Pegepauum nopsigke (3a
UCKNIOYEHNEM hapmaLeBTUHECKON CyBCTaHLMM cnvpTa 3TUNoBoro (ataHona):

(AG3aL B pegakumun, BBegeHHow B genctene ¢ 1 aHeaps 2018 roga PenepanbHbiM 3akoHoM oT 29 mnions 2017 roga N
278-03; B pegakumm, BBegeHHou B aenctene ¢ 29 aekabpsi 2020 roga PegepanbHbiv 3akoHOM oT 27 gekadpsa 2019 roga
N 481-®3. - CM. NpeabioyLLyo pegakumio)

1) ApyrM opraHu3auysiM ONTOBOIN TOProBIM NeKapcTBEHHbIMU CPeacTBaMu;

2) Nnpon3BOAUTENSIM NeKapCTBEHHbIX CPeACTB AN Lerei NpoM3BoACTBa feKapCTBEHHbLIX CPEACTB;
3) anTe4HbIM OpraHu3aumsiM U BETEPUHAPHBIM anTe4YHbIM OpraHU3aLusIM;

4) Hay4YHO-MCCreaoBaTENbCKAM OpraHu3aumsamM s Hay4YHO-UccrneaoBaTenbCKon paboThl;

5) wvHavBMAyanbHbIM NpeanpUuHUMaTENsM, WMELWUM JMUEH3MI0 Ha dapMaueBTUYECKYIO [OesTenbHOCTb Wnu
FIMLEH3MI0 HA MEAULMHCKY0 OeATEeNbHOCTb;
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6) MEeOWUWHCKMM OpraHmMsauusM, B TOM 4MCNEe CO34aHHbIM W 3aperncTpupoBaHHbIM B COOTBETCTBMM C
3aKOHOAATENbLCTBOM MHOCTPAHHOIO rocyaapctea - dneHa OpraHu3auum 9KOHOMWYECKOrO COTPYAHMYECTBa M PasBUTUS
WHOCTPaHHbLIM OPUOMYECKUM NULAM, WHOMBMAYaNbHbIM NpeanpuHMMaTtensaM, sIBASOWMMCS ydYacTHUKaMU MpoekTa B
cootBercTBuM ¢ PepepanbHbiM 3akoHOM "O MexayHapoOHOM MEAMLUMHCKOM KNacTepe U BHECEHMUM W3MEHEHWA B
oTAenbHble 3akoHodaternbHble akTbl Poccuinickon ®egepauun’, 1 BeTepUHapPHLIM OpraHU3aunsM;

(MyHkT B pegakumm, BBeAeHHoOM B gencTteue ¢ 6 asrycta 2019 roga ®eaepanbHbiM 3akoHoM OT 26 nonga 2019 roga
N 240-®3. - CM. npeablayLLyo pegakumio)

7) opraHusauvsiMm U WMHOMBMAYanbHbIM MpeanpuHMMAaTEnsiM, OCYLLECTBISIOWNM pa3BedeHve, BblpaliuBaHue U
coepxaHne XXMBOTHbIX (3a MCKITIOYEHVEM MPOAaXM UM bapMaLeBTUYECKUX CyDCTaHUUA UK ux nepegayn).

(MyHkT B pepakumun, BBeaeHHoM B Aencteue ¢ 13 aBrycta 2019 roga ®enepanbHbiM 3akoHOM OT 2 asrycta 2019
roga N 297-®3. - CM. npegbigyLLyto pegakumio)

2. OpraHu3auum onTOBOW TOProBIN JIEKAPCTBEHHLIMM CPEACTBaMM He BNpaBe OCYLLECTBNATbL Npodaxy (nepedady B
yCTaHOBIIEHHOM 3akoHodaTenbcTBoM Poccuiickon ®Pepepaumn nopsigke) dapmaueBTUdeckon cybcTaHummM cnvpTta
3TWUMOBOrO (3TaHona).

(YacTb pononHutensHo BkrtoveHa ¢ 1 sHBapsi 2018 roga PeaepanbHbiv 3akoHoM oT 29 nons 2017 roga N 278-93;
B pedakuun, BBeAeHHOW B Aencteue ¢ 29 gekabpsa 2020 roga PenepanbHbiM 3akoHOM oT 27 aekabpsa 2019 roga N 481-
@3. - Cm. npegplayLLyto peaakumio)

KommeHTapun Kk ctatbe 53

CraTtbsa 54. [lpaBuna onToBOM TOProBnu NieKapCTBeHHbIMU cpeacTBaMm

OnToBasi TOProBNs NEKAPCTBEHHLIMU CPEACTBAMMN OCYLLECTBIISIETCS NMPOM3BOAUTENAMN NEKAPCTBEHHBLIX CPEACTB U
OpraHM3auusiMM OMTOBOW TOProBfM NeKapCTBEeHHbIMM CpeacTBaMu MO NpaBuraM Hagnexaiwen AUCTPUObIOTOPCKOM
NPaKTUKM 1 NpaBunaM Hagnexallen npakTUKM XpaHeHUs N NepeBO3KW NeKapCTBEHHbLIX NpenapaTtoB, YTBepXOEeHHbIM
COOTBETCTBY LMW YNONMHOMOYEHHBbIMM dhefepanbHbIMU OpraHaMmy UCNOMNHUTENBHOW BriacTu.

(Ctatbs B pegakumm, BBegeHHon B gercteue ¢ 1 uonsa 2015 roga ®PepepanbHbeiM 3akoHOM OT 22 aekabpsa 2014 roga
N 429-03. - CM. npeablgyLLyo pegakLumio)

KommeHTapui kK ctatbe 54

Cratbs 55. MopAaok po3HUYHOW TOProBMM NleKapCcTBeHHbIMU NpenapaTamm

1. Po3HM4Has TOproens nekapcTBEHHbIMU NpernapaTtamMn B KONmM4ecTBax, HeobxoauMbIX A5t BbIMONTHEHUS BpayebHbIX
(chbenbaepcknx) Ha3Ha4YeHUA UMM Ha3HaYeHUA CNeLmnanmMcToB B 00nacT BETEPMHAPUN, OCYLLIECTBISAETCS anTe4HbIMU
opraHu3auusiMi, BETEPUHAPHBLIMM anTEeYHbIMKA OpraHM3auusaMM, UHOMBUOYAaNbHbIMU MPEeanpUHUMATENSMU, UMELLMU
NULEH3NIO Ha apMaLeBTUHECKYHD [LOEATENbHOCTb, MEOVLMHCKAMU OpraHm3auusaMi, WMELWMMM JULEH3UIO Ha
drapmaLeBTUHECKYO AEeATENbHOCTb, M UX 060COBneHHbIMM noapasgeneHnammn (ambynatopusmu, enbaepckumm un
denbLepCKo-akyLLIEepCKUMM  MyHKTamW, LUeHTpamu (OoTaeneHusMu) oblwen BpadvebHou (CeMeriHOW) MpaKTUKM),
pPacnofnOXeHHbIMU B CEMbCKUX HACENEHHbIX MYHKTax, B KOTOPbIX OTCYTCTBYHOT anTevHble OpraHn3aunm, U BETEpUHaPHLIMU
OpraHM3auusMi, MMEKLLMMU JMUEH3NI0 Ha (hapMaueBTUYECKYHO OesTenbHOCTb. Pa3spelleHa po3HUYHAsi TOProens
TONbKO NEeKapCTBEHHbIMW NpenapaTtaMu, 3aperMcTpupoBaHHbiMM B Poccuiickorn depepaumm unm U3roToBNEHHbIMM
anTe4yHbIMM OpraHu3auusiMM1, BETEPUMHAPHBLIMU anTeYHbIMM OpraHvM3auusiMu, UHOMBMAYaNbHLIMA NPeanpUHUMATENSMN,
UMEIOLLMMA NNLEH3NI0 Ha hapMaueBTUYECKYI0 AEATENbHOCTb. PO3HMYHAA TOProBns JNEKAPCTBEHHLIMM NpenapaTaMu
OCYLLUECTBIISIETCA MO MpaBuiam Haanexallen anTedHON NPaKkTVKW, YTBEepXKAEHHbIM YMONHOMOYEHHbIM deaepanbHbIM
OpraHoM MCMOMNHUTENbLHON BRAacTW.

(YacTb B pepakumu, BBegeHHon B gewnicTBne PegepanbHbiM 3akoHoM oT 25 Hos6ps 2013 rogpa N 317-93; B
pedakumn, BBeaeHHon B genctene ¢ 1 nona 2015 roga denepanbHbiM 3akoHOM OT 22 aekabpst 2014 roga N 429-93. -
Cm. NpedblayLlyo penakumio)

1_1. Po3HM4YHasi TOProBnsi nekapcTBEHHbIMW Npenaparamy Ans MeOWLMHCKOTO MNpUMEHEHWs1 (3a WCKITHYEHUEM
NeKkapCTBEHHbIX MPenapaToB, OTMNYCKAeMbIX MO PELIENTY Ha FeKapCTBEHHbI MpenapaTt, HApKOTUYECKUX NEKapCTBEHHbIX
npenapaToB WU MCUXOTPOMHbIX NIeKAapCTBEHHbBIX NpenapaToB, a Takke CNUPTOCOAEPXKALLMX NEeKapCTBEHHbIX NpenapaToB
o6bemMHON [0Mnei 3TWUMOBOMO CMMpTa CBbile 25 MPOLEHTOB) MOXET OCYLLECTBASTLCH anTedHbIMM OpraHu3auusivMu
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OUCTaHUMOHHBIM CMOCOBOM. PO3HMYHYHO TOProBMIO NEKapCTBEHHbIMM MnpenaparaMn Afs MeAUUMHCKOrO NpUMEHEHWs
OVCTaHLMOHHLIM CNOCOOOM MOIYT OCYLLECTBNATL anTevyHble OpraHn3aumn, UMeroLmne NIMLLEH3NI0 Ha hapMaLeBTUYECKY O
[esaTenbHOCTb M COOTBETCTBYOLLEE pa3peLleHre deaepanbHOro opraHa UCMOMHUTENBHON BRacTu, OCYLLECTBIISIOLWEro
YHKLUMN MO KOHTPOMIO U Hag3opy B cdepe 34paBooxpaHeHus. [opsagok Bblgadn paspelleHus Ha OCYLLECTBIEHME
PO3HMYHOM TOProBNM JIEKAPCTBEHHLIMW MpenapatamMyM  OUCTaHUMOHHBIM — cnocoboMm, TpeboBaHMS K anTedHbIM
OpraHM3auusiM, KOTopble MOMyT OCYLUECTBMSTb Takyld TOProBmfo, U MOPSAOK €e OCYLLECTBIIEHMS, a Takke npasuna
[OCTaBKM TNeEKapCTBEHHbLIX NpenapaTtoB rpakgaHam ycTaHasnueatoTcs [lpasutenbctBoM Poccuiickon depgepauun.
MHdopmauma o6 onnadveHHbIX (OTMYLUEHHBIX) M MOMyYEeHHbIX JIEeKAapCTBEHHbLIX Mpenapatax BHOCUTCA B CUCTEMY
MOHUTOPUHIra OBWKEHUA NEeKapCTBEHHbIX NpenapatoB Afs MEeOMUMHCKOrO MPUMEHEHUS B MOPSiAKe, npenyCMOTPEHHOM
YyacTblo 7 cTaTbu 67 HacTosiwero degepanbHOro 3akoHa.
(YacTtb gononHutensHo BkNtoveHa PegepanbHbiM 3akoHoM oT 3 anpenst 2020 roga N 105-93)

2. Bugpbl anTeqHbIX opraHu3auui U npaeuna oTnycka JekapCTBEHHbIX NpenapaToB AN MeQULIMHCKOTO NPUMEHEHUS
anTedHbIMKU OpraHu3auusMKn, UHAMBMAOYaNbHLIMU NpeanpUHUMaTENsSMU, UMEIOLLIMMA NIULEH3MI0 Ha (hapMaLleBTUYECKYO
OEeATeNbHOCTb, a Takke NpaBuna OTMycka NekapCTBEHHbIX NPenapaToB 45151 MeAULIMHCKOTO NPUMEHEHUS MEAVLVHCKAMM
opraHusauusiMi, MMELIMMU  MULEH3NK  Ha  (bapMaueBTUYECKYID  OEeATEeNbHOCTb, M UX  0BOCOGMEHHbIMU
nogpasgenenvamm  (ambynatopusMu, enbalwepckumMm U PenbALIEpPCKO-aKyLLEPCKUMU  MYHKTaMK,  LeHTpamm
(otoenenuamn) obwenn BpadebHoM (CeMelHOM) MpaKTUKK), PacroNoXXEHHLIMU B CEMNbCKMX HACENeHHbIX MyHKTax, B
KOTOpbIX OTCYTCTBYIOT anTevyHble OpraHusauuM, YTBEPXKAATCA  YNONMHOMOYEHHbIM  dbedepanbHbiM - OpraHoM
WCMNOSTHUTENBHOM BNACTK.

(Yactb B pepakuun, BBegeHHon B gencterve degeparnbHbiM 3akoHOM OT 25 Hoabpsa 2013 roga N 317-93. - Cwm.
npeablayLLyo pegakumio)

3. TlpaBuna oTnycka HapKOTMYECKUX CPEeACTB M TMCUXOTPOMHbLIX BELLECTB, 3aperMcTpUpoBaHHbLIX B KavyecTBe
NeKapCTBEHHbIX MPEenapaTtoB, fleKapCTBEHHbIX MPenapaTtoB, COAEPKALLMX HAPKOTMYECKME CpeacTBa W MCUMXOTPOMHbIE
BELLEeCTBa, YTBEPKAATCHA YMNOMHOMOYEHHbIM dedeparnbHbIM OpraHoM WCMOMHUTENbHOM BracTu MO COMMacoBaHWIO C
deneparnbHbIM OPraHOM UCTIONHUTENBHOM BNAcTH, YNOMHOMOYEHHbIM B Ccdhepe BHYTPEHHMX Aer.

(YacTb B pemakumun, BBegeHHon B aencteue ¢ 4 mona 2016 roga ®enepanbHeiM 3akoHoMm oT 3 uonsa 2016 roga N
305-93. - Cm. NpeabiayLLyo peaakumio)

4. JlekapCTBEHHbIE MpenapaTbl A5 BETEPUHAPHOIO NMPUMEHEHNS NOANEXaT OTMYCKy BETEPUHAPHBIMU anTeYHbIMU
opraHu3auusiMn, BETEPUHAPHBIMK OpraHU3auusiMn, MHAVBUAYanbHbIMA NPESNPUHUMATENSMU, UMEIOLLMMM JTIMLEH3NIO Ha
hapmaneBTndeCcKyto  gesatenbHocTb.  OTNycK JIEeKAapCTBEHHbIX MpernapatoB [ANsi  BETEPUMHAPHOrO  MPUMEHEHMS
OCYLLIECTBINSIETCA B COOTBETCTBMW C MpaBUNamMy Hagfexallen anTe4HON MPaKTUKU NEeKapCTBEHHbIX NMpenapaTtoB A4S
BETEPVHAPHOIO NPUMEHEHUS, YTBEPXKAEHHBIMM YNOMHOMOYEHHbIM doefeparibHbIM OPraHoOM UCMONHUTENBHON BNacTu.

(YacTb B pemakuum, BBegeHHon B gevicteme ¢ 13 aBrycta 2019 roga denepanbHbiM 3akoHOM OT 2 aBrycta 2019
roga N 297-®3. - CM. npeabiayLLyo peaakumio)

5. TepedeHb MeOUUMHCKUX OpraHuM3auui, UMEHLUX JNULEH3NKO Ha dapMauleBTUYECKYD LEATENbHOCTb, U UX
obocobneHHbix nogpasgeneHun (ambynatopun, denbawepcknx M - enballepcKo-akyLLEepCKUX MYHKTOB, LIEHTPOB
(oToenennin) obLuen BpayvebHol (CEMENHONM) NMPaKTUKN), PacMONIOKEHHbLIX B CEMbCKMX HACENEHHbIX MyHKTax, B KOTOPbIX
OTCYTCTBYIOT anTe4YHble opraHu3aumv, a Tawkke MepeqeHb JIEeKapCTBEHHbIX MpenapaToB, MPOAaXa KOTOPbIX MOXET
OCYLLECTBNATLCS YKa3aHHbIMU OpraHM3auusiMu 1 Mx ob6ocolbrneHHbIMM NogpasaeneHmsamm, yCTaHaBnmMBaTCS OpraHaMm
nucnonHuUTenbHoOM Bnactu cybbekros Poccuinckon ®egepauun.

(YacTb B pepakumu, BBepeHHon B pgenicTBne PegepanbHbiM 3akoHOM oT 25 HosA0ps 2013 rogpa N 317-93; B
pedakuuv, BeBedeHHon B AevictBue PepepanbHbiM 3akoHoM OT 3 anpensa 2020 roga N 105-93. - CMm. npegbigyLuyto
peaakuuo)

6. AnTedHble OpraHusauuun, VHOvMBMAyanbHble NPeanpUHUMATENW, UMELME NULEH3NO Ha dhapMaueBTUYECKYHO
OesaTenbHOCTb, 00513aHbl 0becneymBaTb yTBEpPXAeHHbIN [paButensctBoM Poccuickon ®enepauum n chopmmpyembin B
YCTaHOBITIEHHOM MM MOPSiAKE MWHUMArbHBIA aCCOPTUMEHT JIeKapCTBEHHbLIX MpenapatoB, HEOOXOAMMbIX OJ1Si OKa3aHusl
MeOUNLIMHCKOW NMOMOLLIW.

(YacTb B pemakumn, BBegeHHonm B gencTtene PepepanbHbiM 3akoHOM oT 25 HosiGpsa 2013 roga N 317-93. - Cwm.
npenbiayLLyo peaakuunio)

7. AnTeyHble opraHMsauuu, MHOMBYAYanbHble NMPEAnPUHUMATENK, UMEloLLMe NMLEH3NI0 Ha dhapMaLeBTUYECKYHO
OEeaTenbHOCTb, Hapsdy C NeKapCTBEHHbIMM NpenapataMu MMEKT NpaBo NpuobpeTaTb W npodaBaTb, B TOM 4uche
OVCTaHUMWOHHBIM CMOCOGOM, MEAMLUMHCKME u3genvsl, Ae3vHuUUMpylolmne cpeacTsBa, NpeaMerbl M cpeacTBa NUYHOM
rrveHbl, nocyay Ans MeauUMHCKMX Liefeil, npeametbl U CpeacTBa, npedHasHadyeHHble Ons yxoda 3a GonbHbIMU,
HOBOPOXOEHHbIMM W AETbMW, He AOCTWUILMMM BO3pacTa Tpex IeT, OYKOBYH OMNTMKY W CPeAcTBa yxoda 3a Hew,
MUHepanbHble BOAbl, NPOAYKTbI Ne4eBGHOro, AETCKOro U AWETUYECKOro NUTaHUs, GMONorMveckn akTuBHble O0GaBku,
napgloMepHble M KOCMETMYECKUE CPEACTBa, MEeAWLMHCKME W CaHMTapHO-MPOCBETUTENbHbIE MedaTHble W3gaHus,

BHumaHwe! [IokyMeHT ¢ M3MeHeHnsaMM 1 AoMonHeHnaMmM (Hoeasa peaakLms). O nocneayroLmx n3aMeHeHmsx cM. aprbik "OnepatmeHas uHdopmaums”
UC «TexskcnepT: 6 nokoneHne» VHpaHeT


javascript:;

06 obpalLeH nekapcTBEHHbIX CPEACTB (C M3MeHeHnaMU Ha 22 aekabpst 2020 roga) (pepakums, aeviceytoas ¢ 1 aHeapst 2021 roga) CipaHuua 92
®edeparbHbiti 3akoH om 12.04.2010 N 61-@3

npeaHasHaveHHble AN npornaraHabl 340pOBOro obpasa XUsHu.

(YacTb B pegakumm, BBegeHHon B gencteue ¢ 29 monsa 2010 roga ®egepanbHeiM 3akoHoM oT 27 uonda 2010 roga N
192-93; B pegakuunm, BBegeHHoM B genctene denepanbHbiM 3akoHOM OT 25 Hosbpst 2013 roga N 317-03; B pegakumm,
BBeOeHHoM B gencteue dPepepanbHbiM 3akoHoM oT 3 anperns 2020 roga N 105-93. - Cm. npegblayLuyo peaakumto)

8. [esaTenbHOCTb anTeuvHbIX opraHm3aumn BoopyxeHHbix Cun Poccuiickon ®enepauumn, Opyrnx BOWCK, BOWHCKUX
hOpMUPOBaHUA M OpPraHoB, B KOTOPbIX 3akoHoaaTenbCcTBOM Poccuiickon Pepepauum npegyCcMOTPEHO NPOXOXAeHWe
BOEHHOWN CNyxObl nnu degepanbHO rocyaapCTBEHHOM CryXObl, CBA3aHHOW C NPaBOOXPaHUTENbHON AEeATENbHOCTLIO,
pernameHTupyetca Hactoawmm PegepanbHblM 3aKOHOM W YTBEPXKOEHHbIMW COOTBETCTBYHOWMUMK  (hbeaepanbHbIMU
opraHamm UCMOSNHUTENBHOM BNacTu nonoxeHnami. KoHTponb 3a cobntogeHeM ykazaHHbIMU anTe4HbIMU OpraHu3auusiMm
nonoxeHun Hactosiwero degepanbHOrO 3akoHa OCYLLECTBASETCA COOTBETCTBYOLWMUMM deaepanbHbiMU  OpraHamu
UCNOMHUTENBLHOW BracTu.

(YacTb B pegakumn, BBegeHHou B gencteue ¢ 1 aHBapsa 2016 roga ®egepansHbiM 3akoHom oT 13 nions 2015 roga N
262-03. - Cm. NpeabiayLlyo peaakumio)

9. YacTb gononHuTensHo BrtodeHa PenepanbHbiv 3akoHom oT 3 anpens 2020 roga N 105-P3, He npumeHsieTcs ¢ 1
saHBaps 2021 roga - nyHkT 2 ctaten 3 degepanbHoro 3akoHa ot 3 anpens 2020 roga N 105-93.- Cm. npegplayLyto
pedakuuio.

KoMmmeHTapui Kk ctatbe 55

CraTtbs 56. UsrotoBneHne n oTnyckK fieKapCTBEeHHbIX NpenapaTos

1. WaroToBneHMe neKkapCTBEHHbIX MNpenapaToB anTeYHbiMW  OpraHU3auusMK, BETEpPUHApHbLIMK - anTevyHbIMU
opraHvzauusmMM,  VHAMBMOYANbHbIMW  NPEANPUHUMATENSMY, MMELWUMM  JIMLEH3UIO  Ha  hapMaLeBTUYECKYHO
OesiTenNbHOCTb, OCYLUECTBISIETCA MO peuenTaM Ha JiekapCTBeHHble npenapatbl, Mo TpeGoBaHUAM MEAMLMHCKMX
opraHv3auuii, BETEpVHapHbIX OpraHU3aUWin B COOTBETCTBUM C MpaBUriaMy U3rOTOBMEHMS U OTNyCKa NEeKapCTBEHHbIX
npenapaToB, yTBEPXAEHHbIMM Y NONTHOMOYEHHbLIM defeparibHbIM OpraHOM UCMOMNHUTENBHON BNacTu.

2. lpy M3roToBRNEHWN IEKAPCTBEHHbIX MpenapaTtoB anTevyHbIMU OpraHM3auusMM, BETEPUHAPHLIMA  anTevYHbIMU
opraHu3auusiMi,  UHAVBMAYaNbHbIMKA  NPeanpuHUMaTENsMKW,  MMELWMMU  NULEH3N0  Ha  dhapmaueBTUYecKyto
OesiTenbHOCTb, WCMOMb3YyTCs dhapMaueBTMYeckue cyObcTaHLuMM, BKIIOYEHHbIE COOTBETCTBEHHO B FOCYO4APCTBEHHbLIN
pPEeEeCTp NeKapCTBEHHbIX CPEeACTB ANst MEQULMHCKOrO NMPUMEHEHMS U rocy4apCTBEHHBIN PeecTp NekapCTBEHHbIX CPpeacTs
ONs  BETEpPVHapHOTrO MpUMEHEHWMss B YCTaHOBMEHHOM nopsiake. He  Oomnyckaercsi UM3roToBMEHVWE  anTeYHbIMM
opraHu3auusiMi, BETEPUHAPHBLIMK anTeHMHbIMU OpraHM3auusaMM, UHOMBUAOYAaNbHbIMU MPeanpUHUMAaTENSMU, UMEOLLMMU
FIMUEH3MI0 Ha (hapMaLeBTMYECKYD AeSTENbHOCTb, NEKapCTBEHHbIX MpernapaTtoB, 3aperMcTpupoBaHHbIX B Poccuiickoi
depepaumm.

3. MapkupoBKka nekapCTBEHHbIX MNPenapaTtoB, W3rOTOBMEHHbIX anTeYHbIMW OpraHu3auusMn, BeTepUHAPHbIMU
anTe4yHbIMM OpraHn3aumsaM1, UHAMBMAYaNbHbIMA NPEeanPUHUMATENSAMA, UMEKOLLMMA JIMLEH3NIO Ha hapMaueBTUYECKYIO
0eATenbHOCTb, U OOPMIIEHME TaKuUX NpenapaTtoB [OOSMKHbI COOTBETCTBOBATbH MNpaBwufiaM, yKasaHHbIM B 4actu 1
HacTOsILLLEeN CTaTbM.

4. AnTeuyHble oOpraHMsauuKn, BETEPUHApPHblE anTedHble OopraHusauWn, WHOVBMAOYasnbHble npegnpUHUMaTEny,
MMeLLIVe NULIEH3NI0 Ha hapMalLeBTUYECKy0 OeATenbHOCTb, HEeCYT OTBETCTBEHHOCTb 3a HecoOnogeHue npasBun

M3roTOBMEHMS M OTMNYyCKa NEKapCTBEHHbIX NpenapaToB B COOTBETCTBUN C 3akoHogaTenbcTBoM Poccuiickoin ®egepaumn.

KommeHTapun k ctatbe 56

CraTtbsa 57. 3anpelueHune npoaaxu panbcupUUnMpPOBaHHbIX JIeKAPCTBEHHbIX CPEACTB,
He0OpoOKayYeCTBEHHbIX FleKapCTBEeHHbIX CPeACTB, KOHTPadaKTHbIX FleKapCTBEeHHbIX CPeACcTB

Mpogaxa hanbCcnLMpPOBaHHbIX NEKAPCTBEHHbLIX CPeacTB, HeOoOpOKaYeCTBEHHbIX JIEKAPCTBEHHbLIX CpPEeacTB,
KOHTpadaKTHbIX JTEKApCTBEHHbIX CPeACTB 3anpeLLaeTcs.

KommeHTapun Kk ctatbe 57
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Crtatbs 58. XpaHeHue nekapCcTBEeHHbIX CPeAcTB

1. XpaHeHue 5eKapCTBEHHbIX CpedcTB OCYLIECTBNSETCA MNPOM3BOAUTENSAMM  JIEKAPCTBEHHLIX CPEACTB,
OpraHM3aLUusiMM  OMNTOBOW TOProBfM NEKApCTBEHHLIMW CpeacTBamMK, anTedHbIMUM  OpraHM3auusMi, BeTepUHapHbIMU
anTe4yHbIMM OpraHn3auMsMM, UHAMBUAYalNbHLIMA NPEeaNPUHUMATENSAMN, UMEKLLMMA JIMUEH3NIO Ha hapMaueBTUYECKYIO
OEATENbHOCTb WINU JIMLEH3MIO HA MEOMLMHCKYI0 OesTENbHOCTb, MEOUUMHCKAMW OpraHuM3auusMu, BeTepUHapHbIMU
OpraHM3auusMM W WHbIMA OpraHM3auusiMM, OCYLLECTBIAOWMMM obpalleHne JekapCTBEHHbIX cpeacTB. XpaHeHue
nekapCTBEHHbIX CPEACTB AN BETEPMHAPHOIO NPUMEHEHMUS] OpraHM3aLmMsaMn U MHOBUAYanbHbIMU NPEANPUHMMATENSMA B
crny4asix, eCrni OHU UCNONb3YTCS UCKITIUUTENBHO NpU pasBeaeHn, BbipallMBaHWUN, COAEePKaHNM U NTIEYEHUN JKUBOTHBIX,
MOXET OCYLLECTBNATLCS 6e3 NonyyveHust NMLEeH3MmM Ha hapMaLeBTUYECKYO OeATENbHOCTb.

(YacTb B pepakumun, BBegeHHOM B AenictBue ¢ 22 Hos6ps 2014 roga PeaeparnbHbiM 3aKoHOM OT 22 okTsbps 2014
roga N 313-®3. - CM. npegbigyLLyto pegakumio)

2. I'Ipanu'la XpaHeHuaA NeKapCTBEeHHbIX CpeacTtB yTBepXaakwTCA COOTBETCTBYHOLWMM  YNOJTHOMOYEHHbIM
(be,u,epaanblM OpraHom MCNOSMHUTESNbHOM BRacTHu.

3. XpaHeHne  HapKOTUMYECKUX  JIeKapCTBEHHbIX  CpeAcTB,  MCUXOTPOMHbIX  JIEKAPCTBEHHbIX  CPEACTB,
pagvnodapMaLeBTMHECKUX JIEKAPCTBEHHBIX CPEACTB OCYLUECTBIISIETC B COOTBETCTBUM C  3aKOHOAATENbCTBOM
Poccuitckon d®eaepaumm.

KomMmmeHTapui Kk ctatbe 58

Crtatbsa 58_1. [lpeaMeTHO-KONIMYECTBEHHbIN Y4YeT SieKapCTBEHHbIX CPeACTB AN MeAULIMHCKOro
NpPUMEeHeHUs

1. I'Iepequb NeKapCTBEHHbIX CpeacTB A4 MeOUUMHCKOro npuMeHeHud, nognexawimx npeamMeTrHo-Konmn4ecTtseHHOMY
ydety, yTBepxagaetcda ynoJIHOMOYEeHHbIM q)ep,epaanuM opraHom WCMNOSTHUTENbHOM BRacTu.

2. MNopsaok BKIOYEHMS NEKApCTBEHHbLIX CPEACTB AN MeAUUMHCKOrO MPUMEHEHMSI B MepedeHb J1eKapCTBEHHbIX
CPeAcTB AN MEeOUUMHCKOrO MPUMEHEHUs), NOANEXALNX MNPELMETHO-KONMMYECTBEHHOMY Y4eTy, YCTaHaBIMBAETCS
YNONMHOMOYEHHbIM hedepanbHbIM OPraHoOM MWCMOMHUTENbHOM BNacTX NO COrnacoBaHUO € degepanbHbiM  OpraHoM
WCMOMHUTENBHOWN BMacTu, yNOrHOMOYEHHbIM B cdpepe BHYTPEHHMX Oer.

(YacTb B pemakumm, BBegeHHon B gencteue ¢ 4 nona 2016 roga ®enepanbHbiM 3akoHoMm oT 3 uona 2016 roga N
305-03. - Cm. NpeablayLLyo peaakumio)

3. TNpeameTHO-KOMNMMYECTBEHHbI YYET NeKapCTBEHHbIX CpeacTB Ans  MeOWULMHCKOTO MpUMEHeHMs BedyT
Npou3BOAUTENN NEKapCTBEHHbIX CPEACTB, OpraHM3alLMu ONTOBOW TOProBMW rekapCTBEHHBIMU CpedcTBamu, anTeqHble
opraHvsauuM, UHavMBMAOyarnbHble NpeanpuHUMaTeny, UMeloLLMe NULEH3NI0 Ha dapMaLeBTUYECKY0 OeATENbHOCTb UMK
FIMLUEH3MI0O Ha MEOWUMHCKYI0 [OesATEeNbHOCTb, W MEAMUMHCKUE OpraHu3auuM, OcCyLLecTBrsiiowmne obpalleHve
NeKapcTBEHHbIX CPeACcTB ANs MeOWULMHCKOTO MpUMEHEHMs, NMyTemM pernctpauum NniobbiX CBA3aHHbIX C WX obpalleHVem
orepaumii, Npu KOTOPbIX M3MEHSIETCA UX KONMMYECTBO U (UrM) COCTOSIHME, B CreuManbHbIX KypHanax yyera ornepauui,
CBsI3aHHbIX C 0bpalLleHeM rneKkapcTBEHHbIX CPEACTB AN MEAMLIMHCKOro NpMMeHeHUs (danee - cneuuanbHble XypHansbl).

4. I'Ipanma perncTpauunmn onepau,w?l, CBA3aHHbIX C 06an.leHI/IeM JNIeKapCTBEHHbIX cpeacTB And MeaAUUUHCKOro
npuMeHeHunsa, BKIMOYEeHHbIX B MepedeHb J1eKapCTBeHHbIX cpeacTB Anld MeAULMHCKOro npuMeHeHud, nognexatwmnx
npegmMeTHo-KonmM4eCcTBeHHOMY Y4eTy, B cCheuuarnbHbIX XypHalax W npaBuina BeeHUda W XpaHeHuA chneunanbHbIX
XypHanos yTBepXxgarTcA ynoJIHOMOYEeHHbIM cbe/:l.epaanuM opraHom MCMNOMHUTESNbHOW BRacTu.

5. KoHTponb 3a cobrntogeHnemM npaBui peructpaumm onepaumni, cBsi3aHHbIX C obpallieHMeM NekapCTBEHHbIX CpeacTB
0N MeOULMHCKOrO MPUMEHEHUS], BKINKOYEHHBLIX B NepeyYeHb feKapCTBEHHbIX CPeAcTB AN MEeOULMHCKOrO NpUMEHEHMS,
noanexawmx npPeaMETHO-KONMYECTBEHHOMY YYeTy, B CreuuanbHbIX XypHanax, a Takke 3a coOnogeHuem npaBun
BedEHMs1 W XpaHeHUsa creuuanbHbIX >KypHanoB BO3faraeTcsl  Ha  YNOMHOMOYEHHble  heaeparnbHble  opraHbl
WCMOMHUTENbHOM BNAcTU M OpraHbl UCMOSTHUTENBbHOM BnacTn cybbektoB Poccuiickon degepaumm, ocyllecTBAsaoLme
NUUEH3NpoBaHME MNPOM3BOACTBA JIEKAPCTBEHHbIX CPEeACTB, hapmaueBTMYECKON AEATENbHOCTU U MeOMLMHCKON
OEeATenbHOCTU, N OCYLLECTBIISIETCSA B PaMKax JIMLEH3NOHHOIO KOHTPOSIS.

(CtaTbsa gononHuTenbHO BrNtoYeHa ¢ 25 nioHs 2013 roga PeaepanbHbiM 3akoHOM oT 25 gekabps 2012 roga N 262-
D3)

KommeHTapuii k ctatbe 58 1
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FnaBa 11. YHUUYTOXeHUe neKapCcTBEeHHbIX CPeaAcTB

CrtaTbsa 59. OcHOBaHUA U NOPSAAOK YHUUTOXEHUA JNleKapCTBEHHbIX CPeacTB

1. HepobpokayecTBeHHbIE NEKApPCTBEHHbIE CPEACTBA, dhanbCUdMLUPOBaHHbIE NEKapCTBEHHbIE CpeacTBa nognexar
U3BbATMIO N3 obpalleHVs N YHUUTOXEHWIO B nopsigke, ycTaHoBrneHHoMm [lpaButenbctBom Poccuinickon denepauun.
OcHoBaHMEM NSl YHUUTOXEHMS NEKapCTBEHHbIX CPeACTB SIBMSETCS pelleHne Bnagenbla fekapCTBEeHHbIX CpeacTs,
peLLeHre COOTBETCTBYIOLLLENO YMONHOMOYEHHOMO dheeparibHOro opraHa UCMOMHUTENBHOW BIIACTU MW PELLEHVE cyaa.

(YacTb B pegakuum, BBegeHHown B gevicteue ¢ 1 nons 2015 roga ®enepanbHeiM 3akoHOM oT 22 aekabps 2014 roga
N 429-03. - Cm. npeabigyLLyo penakumio)

2. KoHTpacdhakTHble NekapCTBEHHbIE CpedcTBa MOAMEXAT U3bATUI0O U3 OOpaLLeHVs M YHUYTOXEHUIO MO PELUEHUIO
cyna. MNopsgok YHNUTOXEHNST KOHTpadaKTHbIX FIEKapCTBEHHbIX CpeacTB yCcTaHaBnuaaercs [paBntenscTtBoM Poccuiickon
denepaumn.

(YacTb B pegakuum, BBegeHHown B gevictene ¢ 1 nons 2015 roga ®enepanbHbeiM 3akoHOM oT 22 aekabps 2014 roga
N 429-03. - CM. npeablayLLyo pegakumio)

3. Pacxogbl, CBsi3aHHble C YHUYTOXEHNEM KOHTpanaKTHbIX NleKapCTBeHHbIX CpencTs, He,El,06pOKa‘-IeCTBeHHbIX
JIeKapCTBEHHbIX CPeacTB, (*)aﬂbCM(*)MLI,VIPOBaHHbIX JTeKapCTBEHHbIX CpeaCcTB, BO3MELLATCA UX Bliagesribuem.

4. Bnapeney JIeKapCTBEHHbIX CpeacTB AOfkeH npeactaBunUTb B yI'IOJ'IHOMOLIeHHbIIZ C*)eﬂ,epaﬂbeIVI opraH
WCMOSMHUTENBLHON BriacTu OOKYMEHT WU 3aBepeHHYo B YCTaHOBJIEHHOM Mopaake ero Konuk, noaresepXaakline CbaKT
YHUYTOXEHUA NeKapCTBEHHbIX CPeACTB.

5. CoOTBETCTBYOLLMIA YMNONMHOMOYEHHbIN dhefeparnbHbI OpraH UCTONMHUTENBHOW BRacTy, NPUHSBLUUIA pelleHne o6
YHUYTOXEHUM NTEKAaPCTBEHHbIX CPEACTB, OCYLLECTBIISAET KOHTPOSb 3a MX YHUHTOXEHNEM.

6. YHWYTOXEHME NeEeKapCTBEHHbIX CpPeacTB MPOM3BOAMTCS OpraHvM3auusiMi, WMEKLWMMM  COOTBETCTBYHOLLYHO
NWLEH3N0, Ha cneuunanbHO 06opyaoBaHHbIX MoLlaaKax, NMormMroHax U B cneumanbHo obopyaoBaHHbIX MOMELLEHUSIX C
cobntogeHem TpeboBaHW B 00nacTy oxpaHbl OKpyXKaroLlen cpedbl B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuickon
denepaumm.

7. HapkoTundeckne nekapcTBeHHble cpeacTBa, NCHMXOTPOrHble fekapcTBEeHHble CPeacTBa, paanodapMaleBTnyYeckme
neKkapcTBeHHble CpefcTBa YHUUTOXAOTCA B COOTBETCTBUN C 3akoHogaTenscTBoM Poccuiickoin depepaumn.

KommeHTapuin k ctatbe 59

FnaBa 12. l'ocyaapcTBeHHOE perynmpoBaHue LieH Ha NeKapcTBeHHbIe npenapaTbl Ans
MeAULIMHCKOro NpUMeHeHus

CraTtbs 60. locyaapcTBeHHOE perynupoBaHue LieH Ha rieKkapcTBeHHble npenapartbl Ans
MeAULIMHCKOro NpUMeHeHunst

1. TocynapCTBEHHOE perynvpoBaHMe LEH Ha feKkapCTBEHHble Mnpenapatbl ANs MEeAUUUHCKOrO NpUMEHEHUs
OCYLLECTBIISIETCA NOCPEeaCTBOM:

(AG3au B pepakuumn, BBegeHHom B gencteue PepepanbHbiM 3akoHoM oT 26 mapTa 2020 roga N 67-93. - Cwm.
npenbiayLLyo peaakuuio)

1) ytBepxgeHusa [lpaButenbctBoM Poccuickon ®depepaumm nepeqHst XKM3HEHHO HEeoOXoOUMBbIX W BaXKHEMLINX
NnekapcTBEHHbIX MpenapaToB, KOTOpbIi (OPMUPYETCS M He pexe OgHOro pasa B rog NepecmaTpuBaeTrcst B
YCTaHOBIIEHHOM UM MOPSAKE Ha OCHOBE KOMIMIEKCHOW OLIEHKM JIEKAPCTBEHHbLIX MPenapaToB, BKIOYas aHanu3 CBEEHWN O
CPaBHUTENbHOM KIMHMYEeCKon 3dpekTMBHOCTM M Ge30MmacHOCTU NeKapCTBEHHOrO CPEeACTBa, OLEHKY 3KOHOMUYECKMX
nocneacTBMn MNPUYMEHEHMST TIEKAPCTBEHHOIO CpeAcTBa M M3yYeHUe [OOMOSTHUTENbHbIX MOCMEACTBUA  MPUMEHEHUSI
NnekapcTBEHHOrO CPeACTBa;

(MyHkT B pepakumn, BBegeHHon B gencteue ¢ 1 monsa 2015 roga ®egepanbHeiM 3akoHOM oT 22 aekabpsa 2014 roga
N 429-03; B pepakuun, BBeaeHHon B aencteuve PepepanbHbiM 3akoHom oT 13 monsa 2020 roga N 206-93. - Cwm.
npeAblayLLyto pefakumio)
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2) yTBEPXOEHUS METOAMKM pacyeTa npefernbHbIX OTNYCKHbIX LEH MPOM3BOAMTENEN Ha NIEKApCTBEHHbIE MpenapaTbl,
BKIMOYEHHbIE B MEPEYEHb KU3HEHHO HEOOXOAMMBLIX N BaXKHEWLLMX NEKAapCTBEHHbIX MpenapatoB, a Takke BHeApeHus
MexaHM3MOB hOPMMPOBaHUS CUCTEMbI pePEPEHTHbIX LiEH;

(MyHkT B pegakumn, BBegeHHon B genctaue ¢ 1 monsa 2015 roga ®egepanbHbiM 3akoHOM OT 22 aekabpsa 2014 roga
N 429-03; B pemakuum, BBeaeHHon B gevictene ¢ 7 uoHa 2019 roga PegepanbHeiM 3akoHoM oT 6 noHa 2019 roga N
134-®3. - Cm. npeabigyLyo pegakumio)

3) rocyaapCTBEHHOW perMcTpaummn npederibHbiX OTMYCKHbIX LIeH MPOU3BOAUTENEN Ha JNeKapCTBEHHbIE Npenaparthbl,
BKITHOYEHHbIE B NEpPEYEHb XXNU3HEHHO HEOOXOANMbIX M BaXKHENLLNX JIEKAPCTBEHHBLIX MpenapaTos;

(MyHkT B pepakumun, BBeaeHHon B aencteue ¢ 7 nioHa 2019 roga ®epepanbHbiM 3akoHoM oT 6 mioHsa 2019 roga N
134-03. - CM. NpeablgyLLyo peaakumio)

4) BeOeHNnA TroCcyaapCTBeHHOro peectpa npenernbHbiX OTNYCKHbIX LeH npomsso,u,menel?l Ha JeKapCTBEeHHble
npenapartbl, BKIMOYeHHbIE B nepe4veHb XXM3HEHHO HEOOXOANMbIX N BXKHENLLIMX JTeKapCTBEHHbIX NpenapaToB;

5) yTBEpXOEHNS METOAMKA YCTAHOBIIEHNS OpraHamy MCMNOSTHUTENBHOM BriacTh cybbektoB Poccunckon denepauum
npegenbHbIX pa3mMepoB ONTOBbIX HAA0aBOK U NMpeaenbHbIX Pa3mMepoB PO3HUYHLIX Haa0aBOK K (DaKTMYECKMM OTMYCKHbIM
LleHaM, YCTaHOBIIEHHbLIM NMPON3BOAUTENSAMM JTIEKAPCTBEHHbIX NMPENapaToB, Ha NeKapCTBEHHbIE NpenapaThl, BKIIOYEHHbIE B
nepeyveHb XU3HEHHO HEOOXOAUMbIX N BaXKHEMLLIMX NTEKAPCTBEHHbIX NPEnapaTos;

6) yCTaHOBIEHNA npeaerbHbIX pa3MepoB OMNTOBbIX HapbaBoK U npenenbHbIX pasMepoB PO3HUYHbIX HagbaBoOK K
CbaKTVI‘-IeCKI/IM OTNYCKHbIM LeHaM, yCTaHOBJ1EHHbIM MPOon3BOAUTENAMU JTEKAPCTBEHHbIX NMpenapaTtoB, Ha JiekapCTBEHHbIE
npenapartbl, BKIMOYEeHHbIE B nNepe4vyeHb XXM3HEHHO HEOoOXOANMbIX N BXKHENLLINX JTeKapCTBEHHbIX NpenapaToB;

7) yTBEpXOEHUs Mnopsgka Bbidady MnpeanucaHuii opraHaMm WCMOMHWUTENbHOWM Bractu cybbektoB Poccuickoi
depnepaunm 0 NpvBeaeHUN B COOTBETCTBME C 3akoHoAaTenbcTBOM Poccunckon ®enepaunm pelleHuii o6 yCcTaHOBEHUN
npegenbHbIX pa3mMepoB OMNTOBbIX HAA0aBOK W NMpeaenbHbIX Pa3mMepoB PO3HUYHLIX HaA0aBOK K (DaKTMYECKMM OTMYCKHbIM
LleHaM, yCTaHOBJIIEHHbLIM NMPON3BOAUTENSAMM JIEKAPCTBEHHbIX MPENapaToB, Ha NeKapCTBEHHbIE NpenapaThl, BKIIOYEHHbIE B
nepeqeHb XXM3HEHHO HEOOXOOAUMbIX U BaXHEWLLMX FeKapCTBEHHbIX MpenapatoB, €Crv OHW MPUHATbI C HapyLUEHWEM
3akoHogatenbcTBa Poccuickon ®enepauum, B nopsgke, yctaHoBreHHomM lMpasutenscTBom Poccunckon ®egepauum;

8) HanpaBneHus ynornHOMO4YeHHbIM ddegeparibHbiM OpraHoM WUCMONHWUTENBHOW BRacTW OopraHam WUCMONHUTENbHOW
Bnactn cybbektoB Poccuiickon Pepepaumm npegnucaHuii O NpUBEOEHWM B COOTBETCTBME C 3aKOHOOATENbCTBOM
Poccuiickon ®epepauum npuHATBIX C  HapylleHvem 3akoHodatenbctBa Poccuiickon ®epepauum peweHui 06
YyCTaHOBMNEHWUN NMpedenbHbIX pa3MepoB OMNTOBbIX HAA0aBOK M MpegenbHbIX pa3MepoB PO3HUYHBIX HAAbaBOK K LieHaM Ha
nekapcTBeHHble MpenapaTbl, BKIHOYEHHbIE B MepedeHb XU3HEHHO HEeOOXOOUMbIX W BaKHENLUX feKapCTBEHHbIX
npenaparos;

9) ocyliecTBneHns denepanbHOro rocygapCTBEHHOro Haa3opa B cdepe obpalleHus NekapCTBEHHbIX CPEACTB U
PEMMOHaNbHOMO rOCY4apCTBEHHOIO KOHTPONS 3a MPMMEHEHVMEM LieH Ha JfekapCTBEHHble npenapatbl COOTBETCTBEHHO
YNOMHOMOYEHHbIMM  dbefeparnbHbIMA - OpraHaMnM  UCMOSTHUTENBbHOW BRAAcTM U OpraHaMy  UCMOMHWUTENbHON BriacTu
cybbektoB Poccuiickon ®degepaumm cornacHo WX KOMMETEHUMM B MNopsaake, YCTaHOBMEHHOM [lpaBUTEnbCTBOM
Poccuitckon deagepaumu;

(MyHKT B pegakuum, BBegeHHon B gencTteme ¢ 25 uoHs 2012 roga degepanbHbiM 3akoHoM OT 25 mtoHst 2012 roga N
93-d3. - CM. NpeabigyLLyo pegakumio)

10) nmpumeHeHuss NpegyCMOTPEHHbIX 3akoHodaTenbCTBOM Poccurickon ®Pepepaumm mep OTBETCTBEHHOCTU 3a
HapylleHne nopsaka uUeHoobpa3oBaHUsi Ha JliekapCTBEHHble npenapaTtbl, BKIYEHHblE B MEepeyYeHb KU3HEHHO
HeobXOAUMBIX U BaXKHEWLLNX NTEKapCTBEHHbIX MpenapaTosB.

(MyHKkT B pepakuun, BBegeHHo B aercteue ¢ 1 mapTta 2020 roga ®enepanbHbiM 3akoHOM OT 27 gekabps 2019 roga
N 475-03. - Cm. npeabigyLLyo penakumio)

2. B ycnoBusix 4pesBbiHaiHOM cuTyaumm v (UnNu) npy BO3HUKHOBEHMWM YrpoO3bl PacnpocTpaHeHus 3aborneBaHus,
NpeacTaBsAoLLEro ONacHOCTb ANA OKPYXXaloLWmMx, a Takke B Criyvyae, ecrnv B TedeHwe TpuauaTtv kaneHaapHbIX OHEN
nocne npuHsaTus lMpaeutenbctBoM Poccuiickon depepauum peleHnss 0 NPOBEAEHNN MOHUTOPUHIA PO3HUYHBIX LIEH Ha
neKapcTBEHHbIE MpenapaTbl, He BKIHOYEHHbIE B MNEPEYEHb XU3HEHHO HEOOXOAMMBIX U BaXKHEMLUUX NEKapCTBEHHbIX
npenapartoB, Ha Tepputopusix cybbektoB Poccuickon dPenepaumm BbISIBIEH POCT PO3HWYHBIX LIEH HA YKa3aHHbIe
neKkapcTBEHHble Mpenapatbl Ha TpuauaTb npoueHToB u Gonee, [lMpaButenbctBo Poccuickon ®enepaumn Bnpase
YCTaHOBUTb NPEAErbHbIE OTMYCKHbIE LieHbl MPOM3BOAUTENEN HA YKa3aHHbIe NEKAPCTBEHHbIE Mpenaparbl, npeaerbHble
pa3mepbl ONTOBbIX H3aA0aBOK W MpedernbHble pa3mepbl PO3HWYHBLIX HaabaBOK K (QAKTUHMECKUM OTMYCKHbIM LieHam
NPOU3BOAUTENEN Ha YKa3aHHble NeKkapCTBEHHbIE npenaparhl. [lepevyeHb NeKapCTBEHHbIX MPENapaToB, HE BKITKOYEHHbIX B
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nepedeHb >KU3HEHHO HEeOOXOOMMbBIX M BaKHEMLIMX JeKapCTBEHHbIX MpenapatoB, M Mopsgok ero  hopMMpoBaHus
onpegensatoTca lNpaButenscteoM Poccuiickon depepauuu.
(YacTtb gononHutensHo BkNtoveHa PegepanbHbiM 3akoHOM OT 26 mapTta 2020 roga N 67-d3)

3. B TeyeHve geBsiHOCTa KkaneHOapHbIX OHEW cO AOHA yTBepxaeHus [lpaButenbctBom Poccunckon Pepepaunm
nepeyvHsl, ykazaHHOro B 4acTu 2 HacToslel CcTaTbW, He OOMyCcKalTCs peanusaums M OTMNyCK BKMHOYEHHbIX B HEro
nieKkapCTBEHHbIX NPenapaToB MO LieHaM, MPEBbILLAOLLNM NpPeaenbHble OTMYCKHbIE LieHbI MPOM3BOANUTENEN HA YKa3aHHble
nekapcTBeHHbIE Npenaparkl, NpedenbHble pa3mepbl ONTOBbLIX HAaL0aBOK U NpefenbHble pasMepbl PO3HUYHbIX HA40aBOK K
(PaKTUYECKMM OTMYCKHbIM LieHaM MPOU3BOAUTENEN Ha yKa3aHHble FeKapCTBEHHble MpenapaTbl C y4YeToM Hanora Ha
[ob6aBnNeHHy0 CTOMMOCTb.

(YacTtb gononHutensHo BkNtoveHa degepanbHbiM 3akoHOM OT 26 mapTta 2020 roga N 67-93)

KommeHTapun k ctatbe 60

Cratbs 61. Focyp,apCTBeHHa;l perucTpauunda n nepeperncrtpauuna npegesribHbiX OTNYCKHbIX LeH
ﬂpOM3BOAMTeﬂeﬁ Ha NneKapCcTBeHHbIe NpenapaTbl, BKINO4YeHHblIe B nepe4vyeHb *KU3HeHHO
Heo6XO0AUMbIX U BaXKHEMLUMX JNIeKapCTBeHHbIX npenapaTtoB

1. MNMpegenbHasa oTNyCkHas LieHa NPOU3BOAUTENS Ha JIEKAPCTBEHHBIN Npenapar, BKMHOYEHHbIA B NepPeveHb XKN3HEHHO
HEOOXOAMMBIX W BaXKHEWMLUUX NEKApCTBEHHbIX MpenapaTtoB, MNOAMEXUT FOCYOapCTBEHHOW perucTpaumMm B MOPSiAKe,
ycTaHoBrneHHoM [lpaButenbctBoM Poccuiickon Pepepaumm, Ha OCHOBaHWM MNPEeOCTaBIIEHHOTO B YMOMHOMOYEHHbIN
depepanbHblii - OpraH  UCMOMHUTENBHOW BRacTWM  3adBfEeHUs AepXaTtend wunu  Bragenbua perucTpaumoHHOro
YLOOCTOBEPEHMS NTIEKAPCTBEHHOIO Npenapara (ynosiHOMOYEHHOrO UM Nuua).

2. 3aperucTpupoBaHHasi NpeaenbHas OTMyCKHas LieHa Npou3BOAMTENS Ha fleKapCTBEHHbIN Npenapart, BKIOYEHHbIN B
nepeveHb >XU3HEHHO HEOOXOAUMbIX M BaXKHEWLLMX NeKapCTBEHHbIX MpenapatoB, MOXeT ObiTb nepeperncTpupoBaHa B
CTOPOHY YBENUYEHWUS] OAWH pa3 B KaneHaapHOM rogy Ha OCHOBaHUM MpPeACTaBIEHHOrO B YMONHOMOYEHHbIN
deaepanbHbIii opraH UCMOMHUTENBHON BriacTh A0 1 OKTAGPA Kakgoro roda 3asBrieHvsl AepxaTtens Wnu Bnagenbua
pervcTpaLoHHOro YA0CTOBEPEHUs NeKapCTBEHHOrO Npenapara (YNofHOMOYEHHOro UM fnua).

3. BaperucTtpupoBaHHas npedenbHas OTNyCKHas LieHa NPOM3BOAUTENS Ha fleKapCTBEHHbIN nNpenapar, BKNIOYEHHbIN B
nepeyeHb >XU3HEHHO HEOOXOOUMbIX UM BaXKHEWLUWX JeKapCTBEHHbIX MpernapartoB, MOXET ObITb MepeperyctpvpoBaHa B
CTOPOHY CHWXEHWUsSI HA OCHOBaHWMM NPeACTaBEHHOro B YNOMIHOMOYEHHbIA doefeparbHbI opraH UCMOMHUTENBLHOM BNacTu
3asBNeHNs  gepxatens unM  Briagenbua  perMcTpauuoHHOrO  yOOCTOBEPEHUs  NeKapCTBEHHOro  npenapara
(YnonHOMOY€EHHOro MM nunua).

4. Nepxatens vnvu Bnagenel, perucTpaumoHHOro yaoCTOBEPEHUST NEKAPCTBEHHOTO NpenapaTa (ynonHOMOYEHHOE UM
nuuo) obsizaH nNpedcTaBUTb B YMONTHOMOYEHHBLIN doefepanbHbli OpraH  WCMONMHUTENBHOM BNacTyW 3asiBNEHUE O
nepepervcTpauum 3aperucTpypoBaHHOMW MNpeaernbHON OTMYCKHOM LieHbl MPOU3BOAUTENA Ha feKkapCTBEHHbLIA npenapar,
BKITHOYEHHbI B MEPEYEHb XN3HEHHO HEOOXOOUMBLIX U BaXKHEWLLUX FIEKapCTBEHHbIX MpPenapaToB, B CTOPOHY CHIMKEHWS B
crnegyoLwmx crny4vasx:

1). CHWXEHMEe LeHbl B MHOCTPAHHOW BartoTe Ha flekapCTBEHHbIM MpenapaT B CTpaHe npoussBogutend u (unu) B
CTpaHax, B KOTOpPbIX JIEKapCTBEHHbIN Npenapar 3aperMcTpupoBaH U (Mnv) B KOTOPbIE NMOCTaBMASIETCS NPOU3BOAUTENEM,;

2) CHWXKeHVe LUeH Ha pedepeHTHble NekapcTBeHHblE npenapaTtbl B COOTBETCTBUM C MYHKTOM 1 HacTOsILLEN 4YacTu
(8ns COOTBETCTBYHOLLUX BOCNPON3BEAEHHbIX, BroaHanoroBbix (61MonogobHbIX) NekapcTBEHHbIX NpenapaToB);

3) npeBbilleHMEe NpenenbHOM OTMYCKHOW LEeHbl Ha MEpBbIi BOCMPOU3BEAEHHbIN, BroaHanoroBbin (6MonogobHbIN)
NnekapcTBEHHbIN npenapaTt MHOCTPaHHOro NPOM3BOACTBA Haf NPeAenbHOM OTMYCKHOW LLEeHOW NPOU3BOAUTENS Ha BTOPOW
BOCMNpOuU3BeAeHHbIA, GrnoaHanoroBbin (61MONOAOOHBIN) NEeKapCTBEHHbIV Mpenapart, PacCYUTAHHOW B COOTBETCTBUMM C
MeToauKoN, yTeepxaeHHow MpasutenscteomM Poccunckon ®epepaunm;

4) npeBblleHNe MpPeaenbHOA OTNYCKHOM LieHbl Ha MepBbIi BOCMPOM3BEAEHHbIV, GruoaHanorosbii (G1onogo0HbIN)
NekapcTBEHHbIV NpenapaT NPoOn3BOAUTENS roCy4apcTBa - YiieHa EBpa3uinckoro 3KOHOMUYECKOrO COt3a Hag nNpeaenbHom
OTMYCKHOW LIEHON MpOM3BOAUTENS Ha BTOPOM BOCMPOM3BEAEHHbIV, OuoaHanoroBbl (6MONO4OOHBIN) NEKapCTBEHHbLIN
npenapar Npou3BOAMTENS rocyaapcTBa - YneHa EBpasninckoro SKOHOMMYECKOTO COK3a, PacCHYUTAHHOW B COOTBETCTBUM
C MeToaukon, yTeepxaeHHon lMpasutensctBom Poccuickon ®egepauun.

5. nOpFl,EI,OK nepepermcTtpaunn  3apermcTpupoBaHHbIX nNpeaenbHbIX OTNYCKHbIX LUeH npomsso,qmeneﬁ Ha
JIeKapCTBEHHbIE TMpenapaTtbl, BKIK4YEeHHble B nNepevyeHb XWNU3HEeHHO HeoOXOOUMBIX W  BaXKHEMLLINX JTeKapCTBEHHbIX
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npenapaTtoB, B Clny4YasX, MPeLyCMOTPEHHbIX YacTamu 2-4 HacTosen cTaTbW, ycTaHaBnueaetcsi [MpaBUTENbCTBOM
Poccuitckon denepaumu.

6. JOKOHOMWYECKUIA aHanmM3 npenenbHOM OTMYCKHOW LEeHbl MpPOM3BOAUTENST Ha JIEeKApCTBEHHLIM npenapar,
BKITFOYEHHbIN B NEpPeYeHb KM3HEHHO HEOOXOAMMBIX M BaXKHENLLIMX NIEKAPCTBEHHBIX MPenapaToB, Npy ee rocyaapcTBEHHON
peructpaumm Wnn - nepeperucTpauum  ocyllecTBnsaercs  denepanbHbiM — OpraHoM — MCMOSMHUTENBLHOM — BRacTw,
OCYLLECTBNSAWMUM  (PYHKLMM N0 MPUHSATUIO HOPMATMBHbLIX MPaBOBLIX aKTOB W KOHTPOMK 3a cobniogeHueM
3aKoHo4aTenbCTBa B cdepe rocyJapCTBEHHOMO perynvpoBaHus LieH (TapudpoB) Ha ToBapbl (ycnyru).

7. Pacuet npepernbHbIX OTMYCKHbIX LEH, YKa3aHHbIX B 4acTsiX 1 1 2 HacTosALEeN cTaTby, Npu UX rocyaapcTBEHHOW
perucTpauum unu nepeperncTpaumm ocyLeCTBISIETCA B COOTBETCTBUM C METOAMKON, YTBeEpXAEeHHON [paBUTensCcTBOM
Poccuickon degepaumm n y4nTbiBaoLLEN B TOM YMCHE:

1) cobnogeHve 6GanaHca WHTEpecoB MNOTpeduTenelt nekapCTBEHHbIX MPEenapaTtoB, BKIHOYEHHbIX B MEPEYEHb
XM3HEHHO HEeOBXOAMMBIX U BaXKHEWLLUWX FeKapCTBEHHbIX MpernapaToB, U NPOU3BOAWTENEN NEeKapCTBEHHbIX Npenapartos,
BKITFOYEHHbIX B NEPEYEHb XXU3HEHHO HEOBXOOUMBIX U BaXKHENLLIMX NEKAaPCTBEHHbLIX NpernapaTos;

2) cbakTnyecKkyto OTMYCKHYH LieHy Ha JekapcTBeHHble npenapatbl B Poccwuiickon Pemepaunn, uUeHy BBO3a
nekapcTBeHHbIX NpenapaToB B Poccuiickyto ®edepaunio, a Takke LieHbl Ha aHarornvHble riekapcTBeHHble npenapars,
Haxoaswuecs B obpaileHum B Poccuiickon depepanmv;

3) s3aTpaTbl npou3BoAWUTENs NEKapCTBEHHOro npenapata Ha NPOM3BOACTBO W peanusauuio  NekapcTBEHHOro
npenapara;

4) ueHy Ha nekapcTBEHHbIN NpenapaT, ero LeHy B CTpaHe NpoM3BOAUTENS U B CTpaHax, B KOTOPbIX JIEKAPCTBEHHbIN
npenapaT 3aperncTpypoBaH 1 (Unu) B KOTOPbLIE NMOCTABMSIETCS NMPOU3BOANTENEM.

8. He ponyckaiTcs peanusauusi U OTMYCK JEKAPCTBEHHbIX MpernapaTtoB, BKMOYEHHbIX B MEpeYeHb >KU3HEHHO
HEOOXOAMMbIX U BaXKHEMLLNX JNIeKapCTBEHHbIX NpenapaToB, Ha KOTOpble NPOU3BOAUTENSIMU FIeKapCTBEHHbLIX NpenapaToB He
3aperncTpupoBaHa npedenbHas OTMYCKHas LieHa, peanusauusi MNpou3BOAUTENSMU NeKApCTBEHHbIX MpenapaToB Mo
LueHaM, MpeBbIlaloOWUM 3aPErMCTPUPOBaHHbIE UMW  MepeperncTpupoBaHHble NpederibHble  OTMYCKHble LieHbl Ha
nekapcTBeHHble NpenapaThl C y4eTOM Hanora Ha J406aBfeHHY0 CTOMMOCTb.

9. OcobeHHOCTM rocyqapCTBEHHOrO perynvpoBaHvs  npefdenbHbiX OTMAYCKHbIX LEeH MpovM3BOauTENen Ha
neKkapcTBeHHble npenapaTtbl, BKMIOYEHHbIE B MepeYeHb >KM3HEHHO HEOOXOOAMMbBIX W BaXKHEMLWX NeKapCTBEHHbIX
npenapaTtoB, B 3aBUCUMOCTU OT 3KOHOMUYECKMX M (MNK) coumanbHbIX KPpUTEPUEB (M3MEHEeHWe YCNOBWKA, mnopsiaka u
CTOMMOCTM MPOU3BOACTBA NEKapCTBEHHbIX MpenapaToB, WCMONb3oBaHWE HOBbIX (HOPM, METOAOB U crnocobos
rocy4apCTBEHHOrO perynmpoBaHusi LleH Ha JekapCTBEHHble npenapaTtbl, B TOM 4uWCNle Ha OCHOBE MexaHusma
pedepeHTHOro  LleHoOBpa3oBaHNs, W3MEHEeHUA nNopsiaka OKas3aHWs MeOMUMHCKOM MOMOLWM, W WHble U3MEHEeHWs)
yctaHaBnueaioTcs lNMpasutensctsom Poccunckon ®egepaumn.

(CtaTtbs B pegakumm, BBeaeHHoM B aenctaue ¢ 7 nioHa 2019 roga degepanbHbiM 3akoHOM oT 6 nioHa 2019 roga N
134-03. - CMm. npeablgyLLyo pegakumio)

KommeHTapuin k ctatbe 61

Cratbs 62. locynapcTBeHHbIN peecTp NpeAenbHbIX OTNYCKHbIX LieH NpousBoauTenen Ha
neKapcTBeHHble Npenaparbl, BKIIOYEHHbIe B NepeyeHb XXM3HEHHO HE06XOAUMbIX U BaXKHEMLLMX
rleKapCcTBEHHbIX NpenapaToB

1. 3apeructpupoBaHHble WNU NepeperMcTpyMpoBaHHble MNpPederibHble OTMYyCKHble LieHbl Npou3BoguTenen Ha
nekapcTBEHHble MpenapaTbl, BKMHOYEHHbIE B MEPEYEHb XM3HEHHO HEOOXOOUMBLIX W BaXKHEMLWWUX JleKapCTBEHHbIX
npenapaToB, MoASeXaT BKMIOYEHUIO B TOCYAAPCTBEHHBLIA peecTp MnpeaenbHbIX OTMYCKHbIX LEeH MpovM3BOAUTENEN Ha
nekapcTBEHHble MpenapaTbl, BKMHOYEHHbIE B MEPEYEHb XU3HEHHO HEOOXOOUMBLIX W BaXKHEMLIWUX JleKkapCTBEHHbIX
npenaparos.

(YacTb B pegakuun, BBegeHHon B gencteue ¢ 7 moHa 2019 roga PegepanbHbiM 3akoHOM OT 6 mioHA 2019 roga N
134-93. - CM. NpeabigyLLyo pegakumio)

2. TocynapCTBEHHbIE peecTp nNpedenbHbIX OTMYCKHbIX LeH MNpou3BOAWUTENen Ha NekapCTBEHHble npenaparbi,
BKIMIOYEHHbIE B MepeqeHb KU3HEHHO HEeoBXOAMMbIX U BaXKHEWLLMX NeKapCTBEHHbIX MpenapaTtoB, CoOoepxuT B cebe
creayoLLyo MHOpMaLMIO:
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1) HaMMeHOBaHWe AepXaTensi WM Bragenbua perMcTpauuoHHOIrO yAOCTOBEPEHUS] NEKAPCTBEHHOTO MpenapaTta,
HaMMEHOBaHVe NPOU3BOAUTENS NEKAPCTBEHHOrO MpernapaTa, CBeAeHMs O perucTpauun aepxatens wunv Bragenbua
PEMMCTPaLMOHHOIO  YOOCTOBEPEHMS  JIEKAPCTBEHHOro npenapata, CBedeHus O  perncTpauun  npousBoguTens
NeKkapcTBEHHOro npenaparta ans MeAULMHCKOro MPUMEHEHNs1 B Ka4ecTBe HaroronnaTtenbliyka B cTpaHe perncTpaumun
(BNs pOCCUIACKUX HOPUONYECKUX NUL, - UOEHTUMKALMOHHbIA HOoMep Hanoronnatenbwuka (MHH), ons mMHocTpaHHbIX
IOPUONYECKMX NULL - CTpaHa perucTpaumn, HaMMeHOBaHWE PErMCTPUPYIOLLIENO OpraHa, PervcTpauMOHHbLIN HOMEp, KoA
HanoronnaTenblinka B CTpaHe permctpauum (MHKOpnopauuM) Unn ero aHaror), MECTO HaxOXOEHWUSI NMPOU3BOACTBEHHLIX
NroLwagoK, y4acTBYHLMX B NPOLIECCE MPOM3BOACTBA JIEKAPCTBEHHOrO Mpenapara, C ykasaHuMem cTaguu npouecca
Npon3BOACTBA;

(MyHkT B pepakumun, BBedeHHon B gencteue ¢ 1 aHBapa 2018 roga PemepanbHbIM 3akoHOM OT 28 aekabpsa 2017
roga N 425-d3. - CM. npeabigyLLyto pedakumio)

2) HauMeHOBaHWE IeKapCTBEHHOro npenapaTta (MeXayHapo4HOe HenaTeHTOBaHHOE, UMW rpynnMpoBOYHOE, WIK
XMMUYECKOE 1 TOProBOE HAaMEHOBaHUS);

(MyHKT B pegakumn, BBegeHHon B aercteue ¢ 1 mons 2015 roga ®egepanbHeiM 3akoHOM oT 22 aekabps 2014 roga
N 429-03. - Cm. NpeabigyLLyo penakumio)

3) HOMep PerMcTpaLMoHHOrO YA0CTOBEPEHMS NEKapCTBEHHOrO npenapara;

4) nekapcTBeHHasi hopMa C yka3aHMeM [O3UPOBKWU FIEKapCTBEHHOrO Mpenaparta U ero KonmyecTBa BO BTOPUYHON
(noTpebuTenbCKon) yNakoBKe, a Takke KOMMNIEKTHOCTb;

(MyHkT B pegakumun, BBegeHHon B gencteue ¢ 1 monsa 2015 roga ®egepanbHeiM 3akoHOM oT 22 aekabpsa 2014 roga
N 429-03. - CM. npeablayLLyo pegakumio)

5) 3aperncTpupoBaHHas npegensHas OTNyCKHas LieHa Ha nekapCTBEHHbIM npenapaT B pyonsx;
(MyHkT B pepakumn, BBeaeHHou B aencteue ¢ 1 mapta 2020 roga PeaepanbHbiM 3akoHOM OT 27 aekabpsa 2019 roga
N 475-03. - CM. npeablayLLyo pegakumio)

6) nata u HoMep Mnpukasa ynonHOMOYEHHOrO bedepanibHOrO opraHa MCMNOMHUTENBHOW BNAcTU O rocy4apCTBEHHOM
perucTpauumM unu nepepercTpauum npeaeribHoOM OTMYCKHOW LiEHbl Ha JIEKAPCTBEHHbLIWM Mpenapar, BKIOYEHHLIN B
nepeYeHb XU3HEHHO HEOOXOAUMbBIX U BaXKHEWLLNX JIEKapCTBEHHbLIX MPenapaTos.;

(MyHKkT B pegakumn, BBegeHHon B gercteue ¢ 1 monsa 2015 roga ®egepanbHeiM 3akoHOM oT 22 aekabps 2014 roga
N 429-®3; B pegakuun, BBeaeHHon B gencteme ¢ 7 mioHa 2019 roga ®eaepanbHbiM 3akoHOM OT 6 uoHA 2019 roga N
134-03. - CMm. NpeablgyLLyo pegakumio)

6_1) gata BCTynneHuss B CUIy MNpuvKasa YMNOJTHOMOYEHHOro chedepanbHOro opraHa WMCMOMHUTENbHOM BNacTu o
rocyaapCTBEHHOW perMcTpauum unmn nepepermctpaummn npeaenbHON OTNYCKHOW LieHbI NPOU3BOAUTENST HA NEKAPCTBEHHbIN
npenapar, BKIHOYEHHBIN B MEPeYEHb XN3HEHHO HEOOXOOMMBIX M BaXKHENLLMX FIEKapCTBEHHbIX NPenaparos;

(MyHKT gononHMTeNsHO BKINOYEH ¢ 7 noHsa 2019 roga ®egepanbHbiM 3akoHOM OT 6 uoHs 2019 roga N 134-93)

7) LWITPUXOBOW KO, HAHECEHHbIN HA BTOPUYHYHO (NOTPebUTENbCKYH0) YNakoBKy NEKApCTBEHHOMO npenapaTa;
(MyHkT gononHuTensbHo BkMtoYeH ¢ 1 uonga 2015 roga PegepanbHbiM 3akoHOM OT 22 fekabps 2014 roga N 429-93)

8) kog nekapcTBEHHOro npenapara Nno aHaTOMO-TEePaneBTUYECKO-XMMMUYECKON Kraccudukaumm, pekomeHO40BaHHOM
BcemupHoit opraHusauven 3gpaBooxXpaHeHus.
(MyHKT gononHuTensHo BrtodeH ¢ 1 nona 2015 roga PepnepanbHbiM 3akoHOM 0T 22 aekadpsi 2014 roga N 429-93)

3. TocypapcTBeHHas perucTpauusi wnu nepeperucTpauns npegernbHbiX OTMYCKHbIX LEeH Ha JeKapCTBEHHbIE
npenaparbl, BKMOYEHHbIE B MEPEYEHb XXM3HEHHO HEOOXOAMMBIX U BaXKHEWLLMX NEKapCTBEHHbIX NpenapaToB, BedeHue
rocyqapCTBEHHOIoO peectpa NpeaenbHbIX OTNYCKHbIX LIEH MPOM3BOAUNTENEN Ha NeKapCTBEHHbIE NpenapaThbl, BKITHOYEHHbIE
B MEPEYEHb >KM3HEHHO HEOOXOAMMbIX N BaKHEMLLMX FEKapCTBEHHbIX MpenapaToB, OCYLUECTBASOTCSA B MOPSAKE,
ycTaHoBreHHoM [NpasutensctBomM Poccunckon ®epepauun.

(HacTb B pegakuun, BBegeHHon B gencteue ¢ 7 moHa 2019 roga ®egepanbHbiM 3akoHOM oT 6 mioHa 2019 roga N
134-®3. - CM. npeabiayLyo pegakumio)

KoMmeHTapui Kk ctatbe 62

CraTtbs 63. YcTaHOBRNEeHMe opraHaMm UCNOJSHUTENIbHOM Bnactn cyb6bekToB Poccumnckomn
®denepaumm npeaenbHbIX pa3MepoB ONTOBbLIX HaA0aBOK U NpeAenbHbLIX pa3mMepoB PO3HUYHBLIX
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Haab6aBoOK K (*)aKTVI‘-IeCKVIM OTNYCKHbIM LleHaM, yCTaHOBJIeHHbIM nNpoun3BoanTenamMmm
JIeKapCTBeHHbIX npenapaTtoB, Ha NeKapCTBeHHbIe npenapaTtbl, BKINTlO4YeHHbIe B nepeYvyeHb XXU3HEeHHO
Heo6XO0AUMbIX U BaXKHEMLUMX JNIeKapCTBeHHbIX npenapaTtoB

(HammeHoBaHve B pegakumun, BBegeHHom B gencteue ¢ 1 mapta 2020 roga ®eaeparnbHbiv 3akoHOM OT 27 aekadps 2019
roga N 475-®3. - Cm. npeablayLLyto peaakuuio)

1. OpraHbl ncnonHuTensHoM Briactn cybbektoB Poccunckon denepaumm ycTaHaBnNuBaKOT NpefenbHble pasMepsl
ONTOBbIX HAA0OaBOK M NpeaenbHble pasMepbl PO3HUYHbIX HAA0aBOK K haKTUYECKMM OTMNYCKHbIM LieHam (6e3 yyeTta Hanora
Ha OobaBfeHHYl0 CTOMMOCTb), YCTaHOBMEHHbIM MPOM3BOAUTENSAMM JIEKAPCTBEHHbBIX MPEenapaToB, Ha feKkapCTBEHHbIE
npenaparbl, BKIOYEHHblE B MNEPEYEHb >KU3HEHHO HEOOXOOAUMBLIX M BaXKHEWLWIWX INEKAPCTBEHHLIX MNpenapaTtoB, B
COOTBETCTBUM C YTBEPXOEHHOW B nopsigke, ycTaHoBreHHom [paButenbctBoMm Poccuiickon depepauumn, METOLMKON
YyCTaHOBIIEHNS1 OpraHaMn UCMOSTHUTENBLHOM BracTu cyobekToB Poccuiickonn ®enepaummn npenenbHbiX pa3smMepoB ONTOBbIX
HagbaBOK WM MpedernbHbIX pa3MepoB PO3HWMYHBIX HagbaBOK K (DakTUYECKMM OTMYCKHbIM LIEHaM, YCTaHOBIEHHBIM
NPOV3BOAUTENSIMU FIEKAPCTBEHHBLIX MpenapaToB, Ha JleKapCTBEHHbIE MpenapaThbl, BKMIOYEHHbIE B NEpeYeHb >KU3HEHHO
HEeoOXOOUMBIX M BaXKHEWLUMX NEKapCTBEHHbIX npenapaTtoB. [1poekTbl pelleHniA OpraHoB WCMONTHUTENbHOW BNacTu
cybbektoB Poccuickon denepaum o6 ycTaHOBNEHUM U (MNK) M3MEHEHWUN NpedenbHbIX pa3MepoB ONTOBbIX HaA0aBoK U
npenenbHbiX PasMepoB PO3HUYHBIX HAaA0aBOK K (PakTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBIIEHHbIM MPOU3BOAUTENSIMU
NekapcTBEHHbIX MpenapaToB, Ha flekapCTBEHHble MpenapaTbl, BKIOYEHHbIE B MEPeHYeHb KM3HEHHO HEeOoOXoAMMbIX U
BaXXHEWLUMX JEKApCTBEHHbIX MpenapaToB, nogsiexar COorfacoBaHU C YMNOMHOMOYEHHbIM deaeparibHbiM  OpraHoM
WCMOSTHUTENBHON BNACTW, OCYLLECTBNAOWMUM OYHKLUN MO MPUHATUIO HOPMAaTMBHbLIX NPAaBOBbLIX aKTOB WM KOHTPOMO 3a
cobntogeHveM 3akoHodaTenbCcTBa B cdiepe rocyqapCTBEHHOrO perynuposBaHus LeH (TapudoB) Ha ToBapbl (ycnyru), B
nopsigke, yctaHosneHHom NpaBuTenscTBoM Poccuickon ®egepauun.

(YacTb B pegakumm, BBeaeHHon B gencteue ®egepanbHbiM 3akoHom oT 13 nons 2015 roga N 241-93; B pegakuun,
BBeaeHHon B gevnicteBue ¢ 1 mapta 2020 roga PepepanbHbiM 3akoHoM oT 27 aekadbpst 2019 roga N 475-93. - Cwm.
npeAblayLLyto pefakumio)

2. OpraHmsauun ONTOBOW TOPrOBIM JIEKAPCTBEHHLIMW CPEeACcTBaMK, anTevHble OpraHv3auuv, WHAMBMAYalbHbIE
npegnpyHUMaTeny, UMetoLLMe NIMUEH3NI0 Ha (hapMaLeBTUYECKY IO AeATENbHOCTb, MEAULIMHCKUE OpraHu3aLmu, umetoLLme
NMLEH3N0 Ha hapmaueBTUYECKYI0 AeATEeNbHOCTb, U X 060cobneHHbIe nogpasaeneHns (ambynatopum, denbaliepckme
N goenbAaLepCKo-aKyLLepCcKme NyHKTbl, LEeHTPbI (oTaeneHust) obLen BpadyebHON (CEMENHOM) NPaKTKKK), PacnoNOXeHHbIe
B CEMbCKUX HACENeHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHusauuv, OCYLLECTBMAT peanusauuio
NeKapCTBEHHbIX MNPEnapaTtoB, BKIYEHHbIX B MEpPeYeHb KMU3HEHHO HEODXOAMMBIX W BaKHEMLIUX feKapCTBEHHbIX
npenapaTtoB, NO LeHaM, KOTopble (POPMUPYIOTCA B COOTBETCTBUM C MOPSOKOM, YCTaHOBMEHHbIM [1paBUTENbCTBOM
Poccuiickon ®enepaumm, 1 ypoBeHb KOTOPLIX (6e3 yyeTa Hanora Ha 4o0aBnNeHHYH CTOMMOCTb) HE OOMKEH MpeBbIaTb
CyMMy (PaKTUYECKOM OTMYCKHOW LieHbl, YCTaHOBIIEHHOW MpOM3BOAMUTENEM FleKapCTBEHHOro mnpenapara, He
NnpeBbiLaloLLEen 3aperncTpMpoBaHHOM WU nepeperncTpmpoBaHHON NpedenbHON OTMYCKHOM LieHbl npou3BoauTens (Ha
[aTty peanu3aumm NekapcTBEHHOrO npenapata npousBoauTenemM), U pasmepa ONTOBOW Haabasku u (Mnu) pasmepa
PO3HUYHOW HapbaBKku, He MPeBbILIAOLLMX COOTBETCTBEHHO pasmepa npenernbHOM OonToBow HagbaBku M (Mnv) pasmepa
npenenbHon po3HNYHON Hag0aBKkW, yCTaHOBIEHHLIX B cyObekTe Poccuinckon ®egepauun.

(YacTb B pegakumm, BBegeHHon B genctaue ¢ 1 mapta 2020 roga ®egepanbHbiM 3akoHOM OT 27 aekabps 2019 roga
N 475-03. - Cm. NpeabigyLLyo penakumio)

3. OpraHbl uMcnonHWTENbHOM BriacTn cybbektoB Poccunckon Pepepaummn pasmeltaiotr B cetn "MHTepHer"
WMHGOPMALMIO O 3aperMcTpUpPOBaHHBIX NpedenbHbIX OTNYCKHbIX LieHax NPOM3BOAMTENEN Ha NekapCTBEHHbIE npenapaTbl,
BKITOYEHHbIE B MEPEYEHb XKM3HEHHO HEOOXOAMMbIX U BaXKHEMLLMX JIEKAPCTBEHHbLIX MpenapaTtoB, 00 yCTaHOBMEHHbLIX B
cybwekTe Poccurnckon ®epepaumm npegenbHbiX pasMmepax OnToBbIX HAA6aBOK U (MnK) NpederbHbIX pasmMepax PO3HUYHbIX
HagbaBOK K yCTaHOBIIEHHLIM MPOU3BOAMTENSIMA JNEKAPCTBEHHbLIX MpenapaToB (akTUHeCcKMM OTMYCKHbIM LieHaMm Ha
nekapcTBEHHbIE npenapaTtbl, BKIOYEHHbIE B MEPEYEHb KU3HEHHO HEOOXOOUMBIX WM B&KHENLUIUX NEKAPCTBEHHbIX
npenaparoB, a Takke O CyMMe 3aperMcTpuMpOBaHHbLIX NpeaernbHbIX OTMYCKHbIX LieH NpOou3BOaMTENEN Ha NeKapCTBEHHLIE
npenapartbl, BKHOYEHHbIE B MEPEYEHb KM3HEHHO HEOOXOOUMBIX W BaXKHEWLWIUX NEKApCTBEHHbLIX MpenapaTos,
yCTaHOBMNeHHbIX B cybbekte Poccuiickon ®depepaumn npefenbHbIX pasMepoB OMNTOBbIX HaabaBOK M npedenbHbIX
pa3MepoB PO3HMYHbIX HagbaBOK M Hamora Ha A00aBfEHHY CTOMMOCTb. MHGopmauusi, npegyCcMOTpeHHas HacTOosILLEN
4YacTbto, AOMKHa HAXOAUTLCS Takke B anTeYHbIX OpraHu3auusx B JOCTYNHON ANS BCEX 3aUHTepecoBaHHbIX Ny, hopme u
OBHOBMATLCSA MO MEPE ee pa3MeLLEHNsi opraHammn UCMOSNHUTENBHOW BNacTu cybbektoB Poccuiickon denepauum B CETU
"MHTepHeT".

(YacTb B pegakunm, BBegeHHon B genctere ¢ 1 mapta 2020 rona deaepanbHbiM 3akoHOM OT 27 aekabps 2019 roga
N 475-03. - CM. NpeabiayLLyo pegakumio)

4. Yactb yTpatuna cuny ¢ 1 mapta 2020 roga - ®egepanbHbiin 3akoH OT 27 gekabpst 2019 roga N 475-03 - Cwm.
npenbiayLLyo peaakuuto.
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KommeHTapuin k ctatbe 63

MnaBa 13. MoHUTOpPUHr 3dpchpeKTMBHOCTU U 6e30NacHOCTU NieKapCTBEHHbIX Npenaparos,
Haxopsawmxca B obpaiueHmnmn B Poccuimnckon depepauumn

(HammeHoBaHwve B pegakumu, BBegeHHow B gencteue ¢ 1 mionga 2015 roga ®egepanbHbiM 3akOHOM OT 22 aekabps 2014
roga N 429-93. - Cm. npeablayLLyto peaakuuio)
Cratbs 64. PapmakoHaasop

1. JlekapcTBeHHble Npenapatbl, Haxoaswueca B obpalleHun B Poccuinckon depepaumm, nognexar MOHWUTOPUHIY
agpdpeKTMBHOCTM M 6e30MacHOCTM B LENsSX BhbISIBIIEHNS BO3MOXHbLIX HEraTMBHbLIX MOCNEeACTBUMA WX MPUMEHEHUS,
WMHOMBUAOYaNbHOW HEMEPEHOCUMOCTW, NpeaynpeXaeHns MeouUMHCKMX paboTHWMKOB, CMneuuanuctoB B oGnacTu
BETEPVHAPUN, NALVEHTOB WUIMM BNagerbLEeB XUBOTHbIX M UX 3aLLMTbI OT MPUMEHEHWUSI TaKMX NeKapCTBEHHbIX NpernapaToB.

(HacTb B pemakuum, BBegeHHon B gencteue ¢ 13 aBrycta 2019 roga degepanbHbiM 3akoHOM OT 2 aBrycta 2019
roga N 297-®3. - CM. npeabigyLLyto pedakumio)

2. ®apmakoHaf3op  OCYLUECTBMSIETCA  COOTBETCTBYHLUMM  YMOMHOMOYEHHBIM  defepanbHbIM - OpraHoMm
WCMNOSTHUTENBHOW BNacTW B YCTAHOBMEHHOM MM Mopsiake nyTeM aHanusa npefocTaBnsieMon cybbekramu obpalyeHus
nekapcTBeHHbIX CPeACTB MHGOpMaLUM O NOBOYHBLIX AENCTBUAX, HeXenaTenbHbIX peakuusix, Cepbe3HblX HexenaTenbHbIX
peakuusix, HenpeaBUAEHHbIX HeXenaTeflbHbIX peakuMsax Mpyu  NPUMEHEHWW fleKapCTBEHHbIX MpenapartoB, 06
nHOMBMOYanbHON HeMepeHOCUMOCTMW, OTCYTCTBUM 3(PEKTUBHOCTN NEKapCTBEHHbIX NpenapaToB, a Tawke 00 WHbIX
aktax n obCToATENbCTBAX, NPEACTaBMSIOWMX Yrpo3y >XM3HW WNW 300pPOBbK  YernoBeka IMbo >KMBOTHOMO Mpu
NpYMEHEHN feKapCTBEHHbIX MpenapaToB M BbISIBMEHHbIX Ha BCeX aTanax obpalleHns nekapcTBEHHbIX npenapaTos B
Poccuiickon ®epepaumm n opyrx rocygapcraax.

3. Cy6GbekTbl 0bpalleHns NekapCTBEHHbIX CPeACcTB B MOPSAKE, YCTAHOBIIEHHOM YMONHOMOYEHHbIM dheaeparbHbIM
OpraHoM MCMONHUTENbHOM BracTh, 006si3aHbl coobluaTb B YMOMHOMOYEHHbIM dhegepanbHblid opraH UCMOMHUTENBHOM
BMacTU O MOBOYHBLIX OEWCTBUSX, HEXENaTerbHbIX PeakUMsiX, Cepbe3HbIX HeXernaTerbHbIX peakumsiX, HenpeaBUOeHHbIX
HexernaTenbHbIX peakuusix Npu NPUMEHEHWN FeKkapCTBEHHbIX MpenapatoB, 00 WHAMBUAYanbHOW HEnepeHOCUMOCTH,
OTCYTCTBUM 3(PEKTUBHOCTU NEKAPCTBEHHBLIX MpernapaTtoB, a Tawke 00 WHbIX pakTax U 0BCToATENbCTBAX,
NPEeACTaBnsOWMNX Yrpo3y >KU3HW WNW 3[40POBbI YernoBeka SMBO KMBOTHOMO MPUM MPUMEHEHUM IEeKapCTBEHHbIX
npenapaToB 1 BbISIBITIEHHbLIX HA BCEX 3Tarnax obpallleHrsl NekapCTBeHHbIX NpenapaToB B Poccuiickort denepauum n apyrux
rocyaapcTsax.

4. [epxatenu unu Bnagenblbl PErncTpauMoHHbIX YOOCTOBEPEHMWA FeKapCTBEHHLIX MpenapaToB, lopuanyeckue
nvua, Ha UMS KOTOpbIX BbldaHbl paspelleHusl Ha NpPoBedeHMe KIMHUYECKUX uccrenoBaHuii B Poccuiickoin ®eaepaumm,
6o YMOMHOMOYEHHbIE UMW Opyrve opuauMyveckue nuua B pamkax obecrnedeHust 6e3ornacHOCTU NeKapCTBEHHbIX
npenapatoB B MOpsAKe, YCTaHOBMEHHOM  COOTBETCTBYIOLMM  YMONTHOMOYEHHbIM  doeeparnbHbiM  OpraHom
MCMOSHUTENBHON BNacTh, 00si3aHbl OCYLLECTBISATbL MpUeM, YYeT, obpaboTKy, aHanmMa U XpaHeHue MOoCTynatowmux B KX
agpec oT cy6bekToB 0bpallieHUs] NeKapCTBEHHbIX CPECTB 1 OpraHoB rocyaapCTBEHHOW BNacTy COOBLLEHUI O NOBOYHbIX
OEeNCTBUSAX, HEXeNnaTeNbHbIX PeakuusX, CEepbe3HbIX HEXeNnaTenbHbIX U HEMPeABUAEHHbIX HEXeNaTeNbHbIX peakuusx npu
NMPUMEHEHUN TEKAPCTBEHHBIX MpenapaTtoB, 06 O0COBEHHOCTSAX WX B3aMMOOEWCTBMS C APYIMMU  JEKapCTBEHHbIMU
npenapatamv, UHOVBMOYAalNbHON HEMepeHOCUMOCTH, a Takke 00 MHbIX (hakTax U 0BCTOSATENbCTBAX, NPEACTaBMSOLLMX
Yrpo3y >KM3HW UMK 300POBbI0 YenoBeka NMbo XUBOTHOMO UMK BINUSIOLLIMX HA U3MEHEHME OTHOLLEHWSA OXWOAeMOM MNosb3abl
K BO3MOXHOMY PUCKY MPUMEHEHMS NeKapCTBEHHbIX NpernapaTos.

5. Mpy BbISIBNEHUM WMHGOPMALMM O Cepbe3HbIX HexenaTenbHbIX peakuusax U HenpedBUOEHHbIX HeXenaTenbHbIX
peakuusix nNpu MNpUMEHEHUN TNEKapCTBEHHbIX npenapaToB, 00 OCOOEHHOCTAX WX B3aMMOOEMCTBUA C  ApPYrvUMU
NeKkapcTBEeHHbIMX NpenapataMu, MHOWBMOYaNbHON HEenepeHOCUMOCTU, a Takke 06 WHbIX doakTax U 0BCTOATENbCTBaX,
BMUSAIOLLIMX HA W3MEHEHWE OTHOLUEHUA OXWOAeMON MomMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUA NeKapCTBEHHbIX
npenapaToB, AepXaTenu U1 BnaaenbLbl PerncTpaLoHHbIX YAOCTOBEPEHUI NeKapCTBEeHHbIX NpenapaTos, opuandeckme
nvua, Ha UMSI KOTOpbIX BblAaHbl paspeLleHnss Ha NpoBedeHue KIMHMYECKVX UccredoBaHuin B Poccuiickoin denepaumm,
NGO YMONTHOMOYEHHbIE MMM ApYyrve lpuandeckue nuua obsisaHbl MPUHATbL MEPbl, HaMpaBfeHHble Ha YCTpaHeHue
HeraTUBHbLIX NOCNEeACTBUI NPUMEHEHUS TaKUX NEKapCTBEHHbIX NpernapaTtos, npeaynpexaeHne NpUYMHEHNs Bpeaa XU3Hu
WM 300POBLIO YeroBeka NGO KMBOTHOMO, 3alUMTY WX OT MPUMEHEHWUS] TaKMX IEKapCTBEHHbIX MpernapaTtoB, Ha
OONONMHUTENbHBIN COop AaHHbIX 06 3hdEKTUBHOCTM 1 B6E30MACHOCTY TaKUX NekapCTBEHHbIX NpenapaTos.

6. 3a HecoobLeHre UnNKn CoKpbITUE NHGOPMALUK, NPeSyCMOTPEHHON YacTbio 3 HAaCTOsILLEN CTaTby, AepKaTenu unm
BnagenbLbl pPerMcTpaunoHHbIX YOOCTOBEPEHUI FeKapCTBEHHbIX MpenapaTtos, lopuauMdeckve nuua, Ha MMsS KOTOpPbIX
BblaHbl paspeLleHnss Ha NpOBeAeHMe KNUMHUYEeCKMX uccnegosanun B Poccuiickon ®epepauum, nmbo ynonHOMOYEHHbIE
UMK Apyrve topygmdeckme nuua, a Tawkke AOrKHOCTHbIE Nvua, KOTOpbIM 3Ta MHGopMaLmMsa ctana UsBecTHa no pogy ux
npodeccuoHanbHOM OeATeNbHOCTU, HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3akoHodaTenbcTBoM Poccuickon
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denepaumm.

7. Mpy nonyyYeHMn ynonHOMOYEHHbIM dhefeparnibHbIM OpraHOM UCMOMHUTENBHOM BNAcTWM B paMkax OCYLLECTBNEHUS
UM dhapMakoHaf30pa 4oKa3aTenbCTB O HECOOTBETCTBUM JIEKAPCTBEHHOIO Npenaparta yCcTaHOBMEHHLIM TpeboBaHUAM Mnu
npyv MNOMyYeHnM WHAGOpMauumMm O HECOOTBETCTBMM [AaHHbIX 00 3adheKTMBHOCTM M O 6e30MacHOCTM NeKapCTBEHHOrO
npenapara faHHbIM O JIeKapCTBEHHOM MNpenaparte, CoAepXalUMMCS B MHCTPYKUMM MO ero npuMeHeHuto (B TOM 4ucre
BbISIBMIEHHbIX B X04€ OCYLLECTBIEeHMs hapMakoHaa30pa KOHTPOMNbHO-HAA30PHbIMM OpraHamyM UHOCTPaHHbIX rocyaapcTB),
YMOSTHOMOYEHHBIN doeaeparnbHbI OpraH UCMOSTHUTENBHOM BNAcTW B YCTaHOBMEHHOM UM NOpsiAKe paccMaTpuBaET BONPOC
O NMPUOCTaHOBITEHUN NPUMEHEHUS TAKOroO FflekKapCTBEHHOrO npenapara.

(Ctatbs B pegakumu, BBegeHHom B gencteue ¢ 1 uons 2015 roga PenepanbHbiM 3akoHOM OT 22 aekabpsa 2014 roga
N 429-03. - Cm. npeabigyLLyo penakumio)

KommeHTapun k ctatbe 64

CraTbs 65. anIOCTaHOBﬂeHVIe nPUMeHeHns NneKapCcTBeHHOro npenaparTta

1. Mpn nonyyYeHnn MHGOPMAaLMM O HEXeNnaTenbHbIX peakuusx npyu NpUMEHEHUU NEeKapCTBEHHOrO Npenapara, He
yKa3aHHbIX B MHCTPYKUMU MO MPUMEHEHWIO JEKapCTBEHHOTO MpenapaTa, CEepbe3HbIX HEXenaTenbHbIX peakuusix, 06
0COGEHHOCTSIX ero B3aMOAENCTBUSA C OAPYrMY NeKapCcTBEHHbIMI NpenapatamMi, KoTopble MOTyT NpeAcTaBnsTb Yrpo3y
XU3HM WM 3J0POBbIO YeroBeka NGO KMBOTHOTO, @ TaKke O HECOOTBETCTBUM [OaHHbIX 00 3(PGEKTMBHOCTM U O
6e30MacHOCTM NeKapcTBEHHOrO Npenaparta AaHHbIM O JIeKapCTBEHHOM MNpenapare, CoAepXallyMCS B UHCTPYKLMK MO ero
NPUMEHEHMIO, B TOM YWMCIIE OT YMONMHOMOYEHHBLIX OPraHOB MHOCTPaHHbLIX FOCyAapcTB, OGMEH KOTOPOW OCYLLECTBIISETCS B
COOTBETCTBAM C COMMAaLIEHUAMU MeXOy YMNONHOMOYEHHbIM dheaepanbHbiM OpraHoM MWCMONMHWUTENbBHOM Bnactu U
YMONTHOMOYEHHbIMI OpraHamMy MHOCTPAaHHbLIX FOCYAapCTB, YMOMHOMOYEHHbIN dheaepanbHblii opraH MCMONMHUTENbHO
BMacTV paccmaTpyBaeT BOMPOC O BO3MOXHOCTW MPUOCTAHOBIEHWUS OOpalleHUsi Takoro NekapcTBEHHOro npenapaTta B
nopsiike, yCTaHOBMEHHOM YMOTHOMOYEHHbIM hefepanbHbIM OpraHOM UCMONHUTENBHON BacTy.

2. Tlpy HEencnorHEHWM WM HeHagnexalleM WCMOMHEeHUW AepXaTensMu wnv BragenblamMu perncTpaumoHHbIX
YOOCTOBEPEHWIA NEKAPCTBEHHbBIX MPENapaTtoB, OPUAVHMECKUMM NULAMW, HA WMsi KOTOPbIX BblgaHbl paspelleHust Ha
NpOBEAEHNE KIMMHUYECKUX unccregoBaHuii B Poccuiickon Pepgepaumn, WM YNOMTHOMOYEHHBIMU UMW APYTMU
HOPUONYECKMN NMLAMM O0SI3aHHOCTEN, YCTAHOBMNEHHBIX YacTamu 3 1 4 ctatbk 64 HacToswero degepanbHOro 3akoHa,
nmbo B cny4asix NPeACTaBfiEHUsT COOTBETCTBYIOLUMM YMOMTHOMOYEHHbIM defeparnibHbIM OpraHoM MCMOSTHUTENBHOM
BMacTy 3aKmnoYeHUsi O HEQOCTOBEPHOCTU Pe3ynbTaToB KIMHUYECKOrO MCCIEeAOBaHUS flekapCTBEHHOrO npenapara Ans
MEOMLMHCKOrO MPUMEHEHUS, KOTOPOE OCHOBAHO Ha pe3yribTatax MpPOBEPKU MEOMLMWHCKON OpraHu3auuvun, NpoBOAUBLLEWN
YyKa3aHHOE KIMMHWYECKOE WCCreaoBaHWE C HapyLleHMEeM MpaBuIl Hagnexallen KIMHUYECKOW NpPakTUKW, U MPUBENO K
MofyYeHU0 HeLOCTOBEPHbLIX pe3yrbTaToB, NMMOo B Criyvae HEBbLINOMHEHUS NpeanMcaHusi, BblAaHHOMO YNOMHOMOYEHHbIM
degepanbHbIM  OpPraHoM WCMOSNTHUTENbHOM BMacTh MO WUTOram OCYLLECTBIEHUS] BbIOOPOYHOrO KOHTPOMNSsi KadecTBa
NeKkapcTBEHHOrO Mpenapara, YMNoriHOMOYEHHbIM defdeparnbHbli OpraH MCMONHUTENBHOM BNacT B YCTAHOBIIEHHOM UM
nopsigke paccmaTpvBaeT BOMPOC O NPUOCTAHOBNEHUN NPUMEHEHNSI TAKOrO NIeKapCTBEHHOro npenapara.

3. YNonHomouYeHHbIn dpedepanbHbIi OpraH WCMNOMHUTENBHOW BRacTu npu NPeACcTaBreHuM emy CBEOEHWA O
HECOOTBETCTBUM MPOM3BOAUTENST JFIEKAPCTBEHHbLIX CPeACcTB TPebOBaHMAM MpaBu Haanexallen Npov3BOLCTBEHHON
NPakTMkM n (M) O HapyLleHUM JMUEH3VMOHHbIX TpeboBaHwui, KOTopble Obln BbisIBNEHbI B xo4e MNpPOBEAEHUS
WHCMEKTMPOBaHUSA MPOU3BOAUTENS NEKApCTBEHHbLIX CPEeACTB WU OCYLLECTBEHUSA JIULLEH3UOHHOTO KOHTpONSa B cdepe
NpPOU3BOACTBA fEKapCTBEHHbIX CPEACTB U NPMBENN UMM MOTYT MPUBECTU K MPOM3BOACTBY NEKAPCTBEHHLIX NMpenapaToB
ONs MEOMLMHCKOTO MPUMEHEHMWS!, MPUHMUHUMBLUMX WIW CMOCOBHLIX MPUYMHUTL BPEA KM3HW WM 300POBbLIO rpaKaaH,
paccmaTtpuBaeT BOMPOC O MPUOCTAHOBIEHUN NMPUMEHEHWS NEKAPCTBEHHBLIX NPenapaToB 4S5 MEANLMHCKOrO NPUMEHEHUST
B YCTaHOBMNEHHOM MM MOPSIAKE B Cnegyowmx cryyasax:

1) coctaB n (MnNK) TEXHONOMMsi NMPOM3BOACTBA JfIEKAPCTBEHHOIO Mpernapata Afs MeOULUHCKOTO MpuMeHeHnst (c
ONMMCaHWeM CTagui NPON3BOACTBA) OTNIMHAKOTCA OT 3asiBMIEHHbIX B PEMMCTPALMOHHOM AOChHE;

2) nekapcTBEHHbIV Mmpenapat Ans MeaWLUMHCKOTO MPUMEHEHUs! NMPou3BedeH Ha NpPOVM3BOACTBEHHOW MollaaKke, He
yKa3aHHOW B perucTpaLmoHHOM [OChE;

3) y npou3BoouTENs NEKapCTBEHHbIX CPEACTB OTCYTCTBYHOT [OKYMEHTbI, MOATBEPXKOAOLME COOTBETCTBUE
KayecTBa IEKapCTBEHHOro npenapara AN MEeAWUWMHCKOTO MPUMEHEHUs, BBOAMMOIO B TpaXdaHCKui obopoT,
TpeboBaHMsIM, YCTaHOBINEHHBLIM MPY €0 FOCY4APCTBEHHON pervcTpaLmu;

4) npov3BoAMTENEM IEKApCTBEHHbIX CPEACTB B COMMACOBaHHbI C  COOTBETCTBYHOLIMM  YNOMHOMOYEHHbBIM
chenepanbHbIM OpraHoM WCMONHUTENBHOW BNacTu CPOK HE YCTpaHeHbl HapylueHus TpeGoBaHWA npaBun Haganexailen
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NPOU3BOACTBEHHON MNPaKTUKM WU (UMW) NULEH3NOHHBLIX TpeboBaHWI, KOTOpble ObiNM BbISBNEHbI B X04e MNPOBEAEHUS
WHCMNEKTUPOBaHMSA MPOM3BOAUTENSA NEKAPCTBEHHbLIX CPEACTB WUNU OCYLLECTBIEHUS NULEH3UOHHOIO KOHTponsa B cdiepe
NPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB U NPUBENN UM MOryT NMPUBECTU K NPOM3BOACTBY JIEKapCTBEHHbLIX MpenapaToB
0N MEANLNHCKOrOo NPUMEHEHMWS, NMPUMUHMUBLLNX MU CMOCOBHBIX NPUHMUHUTL BPe[ XXU3HWU NI 300POBbLI0 rpaXKaaH.

(YacTb gononHutensHo BKtoveHa ¢ 15 noHsa 2018 roga ®enepanbHbiv 3akoHoM OT 4 uoHs 2018 roga N 140-93)

4. YNonHOMOYEHHbIN peaepanbHbIl OpraH WCMAOMHUTENBHOM BRAAcTM MNpPU  HanMMuMU Yy HEro CBEeAEHUn O
HECOOTBETCTBMM MPOU3BOAMTENS JEKAPCTBEHHbIX CPEeAcTB TpeboBaHMAM npaBuSl Hagnexawen npovM3BoaCTBEHHOM
NpakTMkM n (AnM) O HapyLIEHUWM IMUEH3NOHHbIX TpeboBaHWiA, KOTOpble ObINM BbIsIBNEHbI B xo4e MNPOBEAEHUS
WHCNEKTUPOBAHMSA MPOM3BOAUTENSA NEKAPCTBEHHbLIX CPEACTB WU OCYLLECTBIEHUS NULIEH3UOHHOIO KOHTponda B cdepe
NPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB U NPUBENN UMM MOTYT NMPUBECTU K NPOU3BOACTBY JIEKAPCTBEHHbLIX NpenapaToB
0N BETEPUHAPHOTO MPUMEHEHUS!, MPUYMHUBLUMX WUITM CMOCOOGHBLIX MPUHMUHUTL BPEd XKMU3HU UM 3040POBbI XKUBOTHBIX,
paccMaTpuMBaeT BOMPOC O MPUOCTAHOBIEHMM peanu3aumMm W MNPUMEHEHUS NEeKapCTBEHHbIX MpenapaTtoB  Ans
BETEPVMHAPHOIO NMPUMEHEHUS B YCTAaHOBITEHHOM UM MOPSAKE B CNeAyoLwmX cryvasx:

1) cocTaB M (UnK) TEexHONOrMsi NPOM3BOACTBA JIEKAPCTBEHHOro npenaparta Ans BETEpUHAPHOTO MPUMEHEHUs (C
onucaHneM cTafuii NPOU3BOACTBA) OTNNYAIOTCS OT 3asBMEHHbIX B PEMMCTPAaLIMOHHOM [10ChE;

2) nekapCTBEHHbIV Npenapat Ans BETEpUHApHOTO MPUMEHEHWsI NPOM3BEAEH Ha MPOU3BOACTBEHHOW Mrowiaike, He
yKa3aHHON B PerMcTpaLMoHHOM JOChE;

3) y npou3BOAMUTENS IEeKapCTBEHHbIX CPeACTB OTCYTCTBYHOT [OKYMEHTbI, MOATBEPXOAOLME COOTBETCTBUE
KayecTBa JIeKapCTBEHHOTO Mpenapata Ans BETEPUHAPHOTO MPUMEHEHWs, BBOAMMOIO B TpaXXdaHCKUn o6oporT,
TpeboBaHMAM, YCTaHOBINEHHbLIM NPY €0 roCyAapCTBEHHON perucTpaumu;

4) npousBoAUTENEM JlEKAPCTBEHHbIX CpPeaCTB B COIMMacoBaHHbIA C  COOTBETCTBYHOLUM  YMONTHOMOYEHHBIM
degepanbHbIM OpPraHOM MCMOMHUTENBHON BRAacTU CPOK HE YCTPaHeHbl HapylUeHus TpeboBaHWui NpaBwun Hagnexaiien
NMPOU3BOACTBEHHON MPaKTUKM WU (MAW) NULEH3UOHHBIX TpebOoBaHWIN, KOTOpble ObiNM BbISBNEHbI B X04Ee MNPOBEAEHUS
WHCMEKTUPOBAHNA MPOVU3BOAUTENST NTEKAPCTBEHHbBIX CPEACTB UMM OCYLLECTBIEHUS] NMLEH3UOHHOMO KOHTpOns B cdepe
NPOU3BOACTBA FIEKapCTBEHHbIX CPEACTB U NPMBENN UM MOTYT MPUBECTU K MPOM3BOACTBY JIEKAPCTBEHHLIX MpenapaToB
OISl BETEPUHAPHOIO NPUMEHEHUS, MPUYUHMBLLMX UM CIOCOOHBIX MPUHMUHWUTL BpPe KNU3HU UM 340POBbI0 KUBOTHbIX.

(YacTb gononHutensHo BKtoveHa ¢ 15 noHsa 2018 roga ®egepanbHbiv 3akoHoM OT 4 uoHs 2018 roga N 140-93)

C 1 anBaps 2023 roga PenepanbHbiM 3akoHOM oT 27 aekabps 2019 roga N 475-03 crtatbs 65 HacTosiiero
depepanbHoro 3akoHa bygeT gononHeHa YacTtamm 5 u 6.

(CtaTtbs B pegakumun, BBegeHHon B gencteue ¢ 1 uonsa 2015 roga PegepanbHbiM 3akoHOM OT 22 aekabpsa 2014 roga
N 429-03. - CM. NpeabigyLLyo penakumio)

KommeHTapuin k ctatbe 65

Cratbs 66. UHchpopmaumsa o pesynbTatax chapmakoHaasopa

YNOMHOMOYEHHbIM dhefepanbHblii opraH MCMOMHUTENBHON BMnacTW, OCYLLEeCTBRAOWMA dapMakoHaa3op, No ero
pesynbTaram pasMeLlaeT Ha cBoem odmLmanbHOM cante B cetu "VIHTepHeT" nHdpopmawuio o:

1) BbISIBIEHUM HOBbIX MOATBEPXKOEHHbIX AaHHbIX O MOBOYHbIX AEUCTBUSX, HEXENaTENbHbIX PeakUusiX, Cepbe3HbIX
HexenaTenbHbIX peakuusx, HenpeaBuaeHHbIX HeXenaTenbHbIX peakLMsX Npu NpUMEHeHU NekapcTBEHHOro npenapara, B
TOM YMCIe BIUSIIOLLMX HA OTHOLLEHWE OXXMOAEMOW MOoSib3bl K BO3MOXHOMY PUCKY MPUMEHEHUs1 AaHHOIO fekapCTBEHHOMO
npenapara;

2) NPUHATBIX peLleHUsX O BHECEHUM M3MEHEHWA B MHCTPYKUMIO MO MPYMEHEHWI0 NeKapCcTBEHHOro npenaparta, o
NpYOCTaHOBMNEHUM NPUMEHEHWS NEKAPCTBEHHOIO Npenapara, 06 usbATUM 13 obpalLeHns NekapCcTBEHHOrO Npenapara unu
0 BO30OHOBEHUM NPYMEHEHWS NeKapCTBEHHOTO npenapara.

(CtaTbsa B pegakumn, BBegeHHou B gencteme ¢ 1 mapta 2020 roga ®enepanbHbiM 3akoHOM OT 27 Aekabps 2019
roga N 475-93. - CM. npedbiayLLyto pegakumto)

KomMmmeHTapui Kk ctatbe 66
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MnaBa 14. Uucpopmaumsa o nekapcTBeHHbIX Npenapartax. Cuctema MOHUTOPUHra ABUKEHUSA
rleKapCTBEHHbIX NpenapaToB AN MeAULMHCKOro NpMMeHeHus!

(HammeHoBaHve B pegakumu, BBegeHHow B gencteue ¢ 1 auBapsa 2018 roga ®eagepanbHbiM 3akoHOM OT 28 gekabps 2017
roga N 425-03. - CM. npeablgyLLyo pegakumio)
Cratbsa 67. UHhopmaLumsa o nekapcTBeHHbIX nNpenapartax. Cuctema MOHMTOPUHra ABMXEHUS
NeKapcTBeHHbIX NpenapaTtoB Ans MeauLUUMHCKOro npumMmeHeHus

(HammeHoBaHve B pegakumu, BBegeHHow B geincteue ¢ 1 aHBapsa 2018 roga ®eaeparnbHbiv 3akoHOM OT 28 gekabpst 2017
roga N 425-93. - Cm. npeabiayLLyto peaakuunio)

1. VIHcbopMaumsi 0 nekapCTBEHHbIX npenapartax, OTNnyckaeMblX Mo peLenTy Ha NekapCTBEeHHbIA npenapart, OOShKHA
coepaTbCs TOMbKO B CMELManm3npoBaHHbIX U3OaHWsX, NpedHasHauYeHHbIX AN MeOMLUHCKMX, dhapMaLeBTUYeCcKMX
paboTHMKOB, cneumanucToB B obnacTtu BeTepuHapun. VIHdopmaumsa o nekapcTBeHHbIX Npenapatax Ansg cneuvanncTos B
obnacTu obpalLeHnst NekapCTBEHHbIX CPEACTB MOXET COAEPKaTbCs B MOHOrpadhusix, CNpaBOYHMKAX, Hay4HbIX CTaTbsX, B
[OKnagax Ha KOoHrpeccax, KOHdpepeHUMsX, CMMMOo3nyMaX, Hay4HbIX COBETAxX, a Takke B MHCTPYKUMSX MO MPUMEHEHUIO
nekapcTBEHHbIX NpenapaTos.

(YacTb B pemakuum, BBegeHHon B genicteue ¢ 13 aBrycta 2019 roga denepanbHbiM 3akoHoM OT 2 aerycta 2019
roga N 297-®3. - CM. npedbiayLLyo pegakumio)

2. VHdopMauus o nekapcTBEHHbIX Mpenaparax, OTnyckaembix 6e3 pelenTa Ha NeKapCTBEHHbIN npenapart, MOXET
cogepxaTtbca B nybnukauusx v oBbsiBNEHWsSIX CPeACTB MacCOBOW MHOpMaumu, Chneuuanu3vpoBaHHbIX U 0BLLmMX
MeYaTHbIX U30AHUSIX, UHCTPYKUUSIX MO NMPUMEHEHMIO NIEKAPCTBEHHbIX MPENapaToB, MHbIX M34aHUsX cyBbekToB obpalleHus
nekapcTBeHHbIX cpedcTB. PeknamHble MaTepuanbl O JleKapCTBEHHOM Mpenapate, oTrnyckaemoMm 6e3 peuenta Ha
nekapcTBEHHBIV Npenapat, AOMKHbI COOTBETCTBOBATb MHCTPYKLMN MO MPUMEHEHMUIO NTEKAPCTBEHHOIO Npenapara.

3. ,D,OI'IyCKaeTCﬂ MCnomnb3oBaHne nobbix MaTepuarnbHbIX HocuTenen, MNO3BONSAOLLNX XpaHUTb, nepefaBaTtb WU
ncnonb3oBaTb MH(.bOpMaLI,VII-O O JNNeKapCTBEHHbIX NMpenapartax 0e3 ee UCKaKeHUsI.

4. Ona uenerl wuvOoeHTUMKALMW YMNAKOBOK JIE€KApCTBEHHbIX MpenapaTtoB AN  MEAULMHCKOro  NpUMEHEHWs
NPOU3BOOUTENN JIEKAPCTBEHHLIX CPeacTB B MOpsAke, ycTaHoBneHHom [lpaButenbctBom Poccuiickon ®epepaumu,
HaHOCAT Ha MEPBUYHYIO YMaKoBKy (B OTHOLLUEHWM NeKapCTBEHHbIX npenapaTtoB ANs MeOULMHCKOTO MpUMEHeHUs, Onis
KOTOpbIX HE MNpegyCMOTpPEHa BTOPWYHAs YMakoBKAa) M BTOPWUYHYH (MOTPEOUTENLCKYI) YMAKOBKY J1EKAPCTBEHHBLIX
npenapaToB AM9 MEANLNHCKOro NpMMEHEHUs cpeacTBa MaeHTUdMKaLum, 3a UCKItYEeHeM NeKapCTBEHHbIX NpenapaToB
0N MEOWUMHCKOrO MPUMMEHEHMs1, MPOM3BOAMMbBIX AN  MPOBEAEHMSA  KIMHUYECKUX WCCIEAOBaHUA, 3KCMopTa,
nekapcTBEHHbIX MpenapaToB ANd MEAWUMHCKOro MNPUMEHEHMs, YKasdaHHbIX B 4acTax 5 u 8 ctatbu 13 HacTosLiero
denepanbHOro 3akoHa, pagModapMauLeBTUHECKUX JIEKAPCTBEHHBIX MPEnapaToB, MUSBOK MELUUMHCKMX W rasoB
MEANLIMHCKMX.

(YacTb gononHutensHo BrntodeHa ¢ 1 nona 2020 roga PenepanbHbiM 3akoHoM oT 28 aekabpst 2017 roga N 425-03
(c nameHeHnsaMN BHeCceHHbIMM PefepanbHbIM 3akoHOM OT 28 Hosbpsa 2018 roga N 449-03, depeparnbHbIM 3akKOHOM OT 27
aekabpsa 2019 roga N 462-93))

5. XapakrepucTukn cpedctBa MaeHTUdMKaUumM, NopsaoK ero HaHeceHust n TpeboBaHuA K CTpPyKType M dopmary
WHGOPMaLMK, KOTOPYH COOEPXKWT CPeacTBO  maeHTudwmkaumm, onpegenstotca [lpaButensctBom  Poccuiickomn
denepaumm.

(Yactb gononHutensHo BkNtoveHa ¢ 1 aHBapsa 2018 roga ®egepanbHbiM 3akoHOM oT 28 fgekabpsa 2017 roga N 425-
D3)

6. Mopsaok co3gaHws, pasBuTKS, BBOAA B SKCMyaTauuto, SKChnyaTauuM U BbIBO4a M3 SKCMnyaTauum CUCTEMbI
MOHWTOPUHIra ABWKEHUS] JIEeKapCTBEHHbLIX MNpenapaTtoB AN MeOULMUHCKOTO MPUMEHEHUS, MNOPSAOK MpedocTaBneHns
nHdopMaL MK, coaepKallencss B CUCTEME MOHUTOPWHIa ABWXKEHWS NEeKapCTBEHHbIX MpernapaTtoB AN MELAMLMHCKOro
NPUMEHEHMS!, U MNOPSAOK B3aMMOAEWCTBUSA YKa3aHHOM CUCTEMblI C WMHbIMKM TOCYAAPCTBEHHbIMU MH(OPMaLMOHHBLIMA
cucteMamm M MHAOPMaLIMOHHBIMA CUCTEMAMUN KOPUONYECKUX NULL U UHAMBUAOYaNbHbIX NPEANPUHMMATENEN, YKasdaHHbIX B
yactax 7 u 10 HacTosiwen crtatbk, ycTaHaenueatoTcs [paeButenbctBoMm Poccuiickon Pepepaumm. OnepaTopammu
CUCTEMbl MOHWUTOPUHTA [OBWXKEHWSI JEKAPCTBEHHbLIX NpenapaToB Ansi  MEeOWULMHCKOTO MNMPUMEHEHUS1 SIBRSOTCS
deneparnbHblA OpraH UCMONMHUTENLHOM BracTu U (Mnu) opraHmnsauus, YNorHoMoYeHHble NpaBuTenscTBOM Poccuiickon
denepaumn.

(YacTb gononHuTenbHo BrNtodeHa ¢ 1 siHBaps 2018 roga PegepanbHbiM 3akoHOM oT 28 gekabps 2017 roga N 425-
D3)

7. FOpMp,qucme mua n nHanemayanbHble npegnpuHuMaTenu, ocyllecTBndouie npon3soacTBo, XpaHeHne, BBO3 B
POCCMVICKle tbep,epau,mo, OoTnycCkK, peanudauuio, nepegadvy, npumMeHeHne n yHUYTOXEeHUE JIeKapCTBEeHHbIX npenapartoB

BHumaHwe! [IokyMeHT ¢ M3MeHeHnsaMM 1 AoMonHeHnaMmM (Hoeasa peaakLms). O nocneayroLmx n3aMeHeHmsx cM. aprbik "OnepatmeHas uHdopmaums”
UC «TexskcnepT: 6 nokoneHne» VHpaHeT
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ONa MEeOWLMHCKOro npuMeHeHusi, obecnedmBaloT B Mnopsgke M B COCTaBe, KOTOpble yCTaHOBMEHbl [paBuTenbCTBOM
Poccuinckon ®depepaumm € y4eToOM BUaa OCYLLECTBNSEMOM UMK  OEATENbHOCTM, BHECEeHWe uHdopmauum o
nekapcTBEHHbIX Mnpenapatax Ans MeOWUWHCKOrO MPUMEHEHUSS B CUCTEMY MOHUTOPWUHIa OBWKEHWS J1EKapCTBEHHbIX
npenapaToB ANg MeAULMHCKOro NPUMEHEHMS!.

(YacTb gononnHuteneHo BkntodeHa ¢ 1 monga 2020 roga PenepanbHbIM 3akoHOM OT 28 aekabps 2017 roga N 425-03
(c n3meHeHsaMMN BHeCeHHbIMM PefepanbHbIM 3akoHOM oT 27 gekabps 2019 roga N 462-93))

7_1. JlekapcTBeHHble npenapaTtbl Ans MEAULMHCKOro MPUMEHEHUs), npefHas3HadeHHble Ansa obecnedeHus nuu,
OonbHbLIX  remounuen, MyKOBUCLMOO30M, MNOGM3apHbIM  HaHM3MOM, OonesHbto [owe, 3moKkayeCTBEHHbIMU
HOBOOOPa3oBaHMAMMN NMMAIONAHON, KPOBETBOPHOW M POACTBEHHBLIX MM TKaHEN, pacCesHHbIM CKIepo30M, ful nocre
TpaHcnnaHTauum opraHoB u (unu) TkaHen, npowsBeneHHble 0o 31 gekabps 2019 roga, a Takke WMHble NEKapCTBEHHbIE
npenaparbl A5 MeguLUUHCKOro NpuMeHeHns, npousseneHHble 4o 1 mona 2020 roga, nognexar xpaHeHuo, nepeBo3ke,
OTNyCKy, peanu3auuu, nepegade, nNpuMeHeHWio 6e3 HaHeceHust CPeacTB MOEHTUMKALMM 0O MCTEYEHMS CpoKa WX
rogHocTu. lNpaButenbctBo Poccuiickon Pemepaunm BnpaBe YCTaHOBUTb OCOOEHHOCTW BBOAA B rpaXdaHCKU oGopoT
NEeKapCTBEHHbIX NpenapaToB A4St MEAULMHCKOrO NMpUMEHEHUs, Npou3BedeHHbIX B nepuog ¢ 1 monsa 2020 roga no 1
okTs6ps 2020 roga. B uensix BBoga B rpaxgaHCKUin 060poT NieKapCTBEHHbIE Npenapatbl AN MegULMHCKOTO NPUMEHEHWS,
3a VCKMNIOYEHMEM J1EKapCTBEHHLIX MpenapaToB, NpPedHas3HadeHHbIX Anst obecnedeHust nud, OOnbHBIX remModunuen,
MYKOBMCLIMAO030M, rMnodmsapHbIM HaHU3MoM, BonesHbio [ole, 3noKkadecTBEHHbIMU HOBOODpa3oBaHMAMM NMMdongHON,
KPOBETBOPHOW W POACTBEHHBLIX MM TKaHEW, PacCesiHHbIM CKIepo3OM, fWL, MOCfe TpaHChnaHTauuM opraHoB u (unwu)
TKaHen, npousBedeHHble 3a npegenamu Tepputopum Poccuiickon ®epepaumm oo 1 oktabps 2020 roga, moryT ObiTb
BBe3eHbl B Poccuickyto Pegepaunio oo 1 aHBapsa 2021 roga B nopsigke, yctaHoBreHHoM [NpaBuTenscTBoM Poccuiickomn
depnepaumu, 6e3 HaHeceHUst cpeacTB NAeHTUMKaL MK,

(YacTb gononHutenbHO BKtoveHa ¢ 29 Hosbpsa 2019 roga ®enepanbHbiM 3akoHOM OT 28 Hosops 2018 roga N 449-
@ 3; B pegakuum, BBegeHHon B aevicteue ¢ 28 gekabpsi 2019 roga PegepanbHbiM 3akoHOM oT 27 aekabps 2019 roga N
462-03; B pepakuun, BBegeHHom B pgenctBue depepanbHeiM 3akoHom oT 13 wmona 2020 rogpa N 206-03,
pacnpocTpaHseTcs Ha NPaBoOTHOLWeEHWS, Bo3HuKWwKe ¢ 1 uons 2020 roga. - Cm. nNpedblayLyo pegakumio)

8. OpraHusaums nHhopMaLMOHHOrO B3aMMOAENCTBUSA CUCTEMbI MOHUTOPWHIA ABWKEHUS NEKAPCTBEHHBIX NpenapaToB
AN MeQMLMHCKOrO NMPUMEHEHUST C MHBIMW FOCY4AaPCTBEHHBIMUA MHEOPMALMOHHBIMU CUCTEMaMN 06ecnevBaeTcsl B TOM
yucre nOCPeAcTBOM  MHAPACTPYKTypbl, obecnednBatowiern UHGOPMAaLMOHHO-TEXHOMNOMMYECKOE  B3aMMOOENCTBME
WHAOPMALMOHHBIX CUCTEM, WUCNOMNb3yeMblX AN NPegoCTaBfeHUs roCy4apCTBEHHbIX M MyHUUMMANbHbLIX YCNYyr wu
WCMOMHEHNS rOCY4apCTBEHHBLIX U MyHMUMNAIbHBLIX (Y HKLMIA B 311EKTPOHHOM hopMeE.

(YacTb gononHuTensbHo BktodeHa ¢ 1 aHBapst 2018 rona ®epepanbHbiM 3akoHOM OT 28 aekabpsa 2017 roga N 425-
D3)

9. O6LenocTynHasa MHopMauus, cogepallasicsa B CUCTEME MOHUTOPUHIa OBWKEHNS NEKApPCTBEHHLIX NpenapaToB
ONs MEeOQULMHCKOTO MPUMEHEHWs, pasmellaetcs B MHGOPMaLMOHHO-TENIEKOMMYHMKaLMOHHOM ceTn "UHTepHet" (B TOM
yucrie B popMe OTKPbITbIX JaHHbLIX) B NOPSAKe, ycTaHoBNeHHOM [NpaButensctBoM Poccuiickon denepaumm.

(Yactb gononHutensHo BkNtoveHa ¢ 1 aHBapsa 2018 roga ®egepanbHbiM 3akoHOM oT 28 gekabpsa 2017 roga N 425-
D3)

10. TMpomsBoauTeENnN rnekapCcTBEHHbIX CPeaCcTB MONy4YaloT COAepXkKallytocsi B CUCTEME MOHUTOPUHIa [OBWKEHMWS
NeKapcTBEHHbIX MpenapaToB AN MEAULMHCKOro MNPUMEHEHMS WHGOPMAaLMIO O Cepusix U NapTUsiX INeKapCTBEHHbIX
npenaparoB, NPON3BOAUMBIX MU 1 HAaxo4sALWMXCS B rpaxkaaHckom obopoTte B Poccurickon ®enepaunm, 6e3Bo3me3gHO.

(Yactb gononHutensbHo BkNtoveHa ¢ 1 aHBapsa 2018 roga ®egepanbHbiM 3akoHOM oT 28 fekabpsa 2017 roga N 425-
D3)

11.3a NpoM3BOACTBO MNM NPOAaXKy NEKApCTBEHHbLIX NpenapaTtoB ANs MEOULMHCKOrO NpvMeHeHust 6e3 HaHeceHus
CPeAcTB uaeHTUdmMkaumm, ¢ HapylleHVeM YCTaHOBINEHHOro Mnopsiaka WX HaHeceHus, a Takke 3a HeCBOEBPEMEHHOEe
BHECEHWE AaHHbIX B CUCTEMY MOHUTOPMHIa ABWKEHUST NIeKapCTBEHHbIX NpenapaToB Ans MEAULMHCKOrO NPUMEHEHNS UK
BHECEHNE B HEEe HeLOCTOBEPHbLIX AaHHbLIX HpUAUYEcKne nuua v MHOUBMOYanbHble NpeanpuHMMaTenu, yKasaHHble B
yacTax 4 u 7 HacTosiLLen cTaTbW, HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccwuiickomn
denepaumm.

(Yactb gononnuteneHo BrntodeHa ¢ 1 monga 2020 roga PenepanbHbiM 3akoHoM oT 28 gekabps 2017 roga N 425-03
(c nsmeHeHusMMN BHeCeHHbIMM PefepanbHbIM 3akoHOM oT 27 aekabps 2019 roga N 462-93))

12. MNpaBuTenbcTBO Poccuiickon ®enepauum BnpaBe ycTaHOBUTb OCOBEHHOCTM BHEOAPEHUS CUCTEMbI MOHUTOPWHIa
OBWKEHNA NekapcTBEHHbIX NpenapaTtoB A5 MeAMLMHCKOrO NPUMEHEHUs], BKITHOYas CPOKW ee BHEAPEHWUs,, B OTHOLLEHUU
neKapCTBEHHbIX MpenapatoB Ans MeAWMLMHCKOTO MPUMEHEHMWS!, BKIMIOYEHHbIX B MNEPEYEHb KU3HEHHO HEOOXOOUMbIX M
Ba)KHENLUNX NEeKapCTBEHHbIX MpenapaToB, feKapCTBEHHbIX MpenaparoB, MpegHa3HadeHHbIX Ans obecnedeHns nuu,
OOnbHbIX remModunMen, MyKOBMCLIMOO30M, rMNOGM3apHbIM  HaHM3MOM, ©OonesHbio [owe, 3rMoKavyecTBEHHbIMU
HOBOOOpPa3oBaHUSAMN NTMMAIONAHOW, KPOBETBOPHOW M POACTBEHHbLIX MM TKaHeW, pacCesHHbIM CKIepo3oM, Nnul nocre
TpaHcnnaHTauum opraHoB U (Mnu) TKaHem, UHbIX NeKkapcTBEHHbIX NpenapaToB A1 MEAULMHCKOrO NPUMEHEHWS.

BHumaHwe! [IokyMeHT ¢ M3MeHeHnsaMM 1 AoMonHeHnaMmM (Hoeasa peaakLms). O nocneayroLmx n3aMeHeHmsx cM. aprbik "OnepatmeHas uHdopmaums”
UC «TexskcnepT: 6 nokoneHne» VHpaHeT
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(YacTb gononHutenbHo BkNtoveHa ¢ 1 aHBapsa 2018 roga denepanbHbiM 3akoHOM oT 28 fekabps 2017 roga N 425-
D3)

KommeHTapun k ctatbe 67

Mnasa 14_1. OrpaHnyeHus, Hanaraemble Ha OpraHM3auum, ocyllecTBASAIOWME AesATeNbHOCTb No
o6paLeHnIo rneKapCcTBEHHbIX CpeacTB

(FmaBa pononHuTenbHO BktoveHa ®enepanbHbIM 3akoHOM OT 25 Hos0psa 2013 roga N 317-93)

Cratbs 67_1. OrpaHnyeHus, HanaraemMble NpPU OCYyLLUECTBIIEHUN AeATEeNbLHOCTU B cdepe
ob6paLleHns nekapcTBeHHbIX CpeacTB

1. OpraHu3aumn, 3aHuMalroLmecs paspaboTKol, NPOM3BOACTBOM M (UNK) peanu3aumrein NnekapcTBEHHbIX NpenapaTos
ONA MeOMLIVHCKOTO MPUMEHEHWs, opraHusauum, obriagatoliue npaBamy Ha WCMONb30BaHWE TOProBOro HavMeHOBaHMS
nNekapcTBEHHOrO npenapata Ans MEeAULMHCKOrO MNPUMEHEHWs!, OpraHu3auuyM ONTOBOW TOProBMM NeKapCTBEHHLIMM
cpeacTBaMu, antevHble opraHusaumy (MX NPeacTaBUTENK, UHble M3NYECKUe U IOpUONYEcKUe N1LLa, OCYLLECTBRSAoLLIMe
CBOW [JESTENbHOCTb OT WMEHM 3TMX OpraHu3auuii) B OTHOLUIEHUM MeOMUMHCKUX PaboTHUMKOB W pYKOBOAWTENEN
MeOVLIUHCKUX OpraHu3aLuii He Bripase:

1) Bpy4YaTb nogapky, BbIMNayvMBaTh AEHEXHbIE CPeacTBa (3a WUCKMHYEHWEM BO3HArpPaXkOEHWA MO LOroBOpaM Mpu
NPOBEAEHUN  KIMMHUYECKUX  UCCMEAOBaHWA  NEeKapCTBEHHbIX MpenapaToB AN MEOUUMHCKOTO  MPUMEHEHMs],
BO3HarpaXKaeHU, CBSA3aHHbIX C OCYLLECTBIIEHMEM MEOULMHCKMM pPabOTHUKOM MefarorMyeckoin u (Mnu) Hay4How
OeSATEeNbHOCTM), B TOM YUCME OMnayvBaTb pasBriedeHus, OTAblX, MPoe3[ K MecTy oTablxa, a TakKke npuBrekatb K
yyacTuio B pa3BriekaTeribHbIX MEPOMPUSTUSIX, MPOBOAMMbIX 328 CHET CBOVX CPEACTB;

2) 3aKn4yaTb cormaweHnd O Ha3Ha4dYeHun unn pekomMmeHdauun nauneHTamMm JeKapCTBEHHbIX rpenapaTtoB A5lA
MeONLUMNHCKOro npuMeHeHus (3a NCKITto4YeHneMm OoroBopoB O nposegeHun KrnHn4eckux nccrneaoBaHum J1eKapCTBEHHbIX
npenaparoB anAa meauumHCKoro I'IpVIMeHeHI/Iﬂ);

3) npenocTaBnATb 06pa3u,b| JIeKapCTBEHHbIX npenapartoB A4 MeOUUMHCKOro npuMeHeHuA B UenAax Bpy4deHud
nayneHTam (3a UCKNK4YeHnem cny4yaeB, CBA3aHHbIX C npoBeaeHuneM KIMHUYEeCKUX nccrnenoBaHum J1eKapCTBEHHbIX
npenaparoB anAa meguumHCKoro I'IpVIMeHeHI/IH);

4) npenocTaBnsATb HEOOCTOBEPHYID W (MNN) HEMOMHY WMHGOPMAaLMI0 O FEeKapCTBEHHbIX MpenapaTax Ans
MeAWLMHCKOrO NPUMEHEHWS;

5) nocewatb Ux B paboyee BpeMsi Ha pabovMx MecTax, 3a MCKMOYEHMEM Crly4YaeB, CBSI3aHHbIX C MPOBEAEHMEM
KIMUHUYECKUX UCCMeOoBaHWi NeKkapCTBEHHbIX MpenapatoB AN MeOULIMHCKOro MPUMEHEHUS!, C ydacTuem B Mnopsake,
YCTAHOBINEHHOM PYKOBOAMTENEM MEeOWLMHCKOA oOpraHu3auuM, B COBpaHMSIX MEAMLMHCKMX pPabOTHUKOB U UHbIX
MEPONPUATUSAX, HamnpaBleHHbIX Ha NOBbILLEHNE UX NPOMECCHOHANBHOIO YPOBHS UMW Ha NpegocTaBreHve MHdopmaLmu,
CBSI3aHHOW C OCYLLIECTBEHMEM MOHUTOPUHIa 6e30MacHOCTI NeKapCTBEHHbIX NMPenapaTos;

6) nobyxgaTb K BbIMMUCBLIBAHWIO JEKAPCTBEHHBIX MNpenapaToB AN MEOMUMHCKOro MpUMEHeHUs Ha GnaHkax,
cogepaLlmx MHopMaLIMI0 PeKnaMHOro XapakTepa, a Takke Ha peLenTypHbIX BnaHkax, Ha KOTopbIX 3apaHee HarnevyaTaHo
HauMeHOBaHVe NekapCTBEHHOro npenapara Ans MeauLIMHCKOrO NpUMeHeHs.

2. OpraHusaumu, ykasaHHble B ab3aue nepBom 4yactm 1 HacToswen cTaTbu, U UX NPEOCTaBUTENU B OTHOLLEHWM
dhapmaL,eBTUHECKNX pabOTHUKOB M pyKOBOAUTENEN anTe4YHbIX OpraH1M3aunii He BNpaBge:

1) Bpy4YaTb nogapku, BbliadnBaTb OEHEXHble CpeacTBa, B TOM YUCIIE OonlavynBaTb pa3BliedeHnd, oTablX, nNpoe3n K
MeCTy OTAbIXa, 1 NpUBJIEeKaTb K y4acTUO B pa3BJiekaTesibHbIX MEPONPUATUAX, NPOBOAUMbIX 3a CHET CBOUX CPEACTB;

2) npegocTaBnsATb 06pasubl 1EKApCTBEHHLIX MPenapaToB ANs MEAMLMHCKOrO MPUMEHEHUs Onsi Bpy4YeHus
HacerneHuio;

3) 3aKn4yaTtb cormaweHna o npeanoXxeHnn HaceneHuno onpeneneHHblX JeKapCTBEeHHbIX npenapatoB A4
MeaULIMHCKOro npuMeHeHus;

4) npedocTaBnsATb HEOOCTOBEPHYI M (MNN) HEMOMHY WHGOPMALMI0 O FEKapCTBEHHbIX MpenapaTtax Ans
MeOWLMHCKOrO NPUMEHEHWSI, B TOM Y/CNe MMEILLIMX OQUHAKOBOE MEXAYyHapoAHOe HenaTeHTOBaHHOEe HaMMEHOBaHVE.

BHumaHwe! [IokyMeHT ¢ M3MeHeHnsaMM 1 AoMonHeHnaMmM (Hoeasa peaakLms). O nocneayroLmx n3aMeHeHmsx cM. aprbik "OnepatmeHas uHdopmaums”
UC «TexskcnepT: 6 nokoneHne» VHpaHeT
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KommeHTapuin k ctatbe 67_1

Cratbs 67_2. TpeboBaHUsA K opraHMsaumm n NpoBeAEHUI0 HayYHbIX MePONPUATUN, UHBIX
MeponpuATUMn, HanpaBieHHbIX Ha NoBbIWeHNe NpodecCcUoHaNnbLHOro ypoBHA MEAULIMHCKUX
paboTHMKOB UM Ha NpegocTaBneHne MHPopmMaLMm, CBA3aHHOW C OCYLUECTBNIEHUEM MOHUTOPUHra
6e3onacHOCTU fieKapCTBEHHbIX NpenapaToB

1. Tpu npoBedeHWM Hay4HbIX MEpOMPUSATUA, UHbIX MEPOMPUATUA, HanpaBMEHHbIX Ha  MOBbILLEHNE
NpPoecCUOHarNbLHOTO YPOBHA MeOUUMHCKMX pPaboTHUKOB WM Ha NpPedoCTaBMeHWe CBHA3aHHOMW C  OCYLLEeCTBMEHWEM
MOHUTOPWHra 6e30MacHOCTY NeKapCTBEHHbIX MpenapaToB MHAOpPMaLMKW, OpraHu3yemMblX OpraHu3aumsiMi, yKazaHHbIMU B
absaue nepBom uyactu 1 crtatbuM 67_1 HacTosdwero PenepanbHOro 3akoHa, WX npeactaBuTenaMn un - (Unu)
huHaHCUpYyEeMbIX 3a CYET CPEACTB 3TUX OpraHvM3auui U Ux NpeacTaBUTENEN, 3anpeLLaeTcs NpenaTcTBOBaTb y4acTuio B
YKa3aHHbIX MEpPONpUATUAX UHbIX OpraHu3auui, KOTopble MPOU3BOAST UMM peanu3yoT NeKapCcTBEHHble npenapatbl Ans
MEOULIMHCKOrO  MPVMMEHEHUs CO  CXOXUM  MEXaHM3MOM  (bapMakornorM4yeckoro AewcTsusl, nmnbo co3gaeaTb
AVCKPUMUHALLMOHHbBIE YCMOBUS ANA OOHUX YYaCTHUKOB MO CPaBHEHWIO C APYTMMU YYaCTHUKaMK1, @ UMEHHO:

1) npenocTtaBnATb pasfiM4HoOe KONMMYEeCTBO BpeMeHu AOnd BblCTyI'IJ'IGHVIVI Y4YaCTHUKOB, pasfindHble MO pasmepy
3aHMMaeMon nrowaaM MecTta Ana  AeMOHCcTpauum O6pa3LI,OB JleKapCTBeHHbIX npenapatoB AnA MeaguLnHCKOro
NMPUMEHEHNA W  peKnamMHbIX MaTepuarioB O JieKapCTBEHHbIX Mnpenapartax ana MeauunHCKOro rnpuMeHeHnda Ha
3KCcno3nuudax, cteHgax, 3a UCKINo4YeHnem criyy4aeB, eClii Takne yCcrioBuA 3akpeniieHbl B cornalleHnax aTux OpFaHVI3aLI,VIIZ,
nx npeﬂCTaBMTeﬂeVI o (*)MHaHCVIPOBaHVIM YKa3aHHbIX MepOHpMﬂTMVI n OGYCJ'IOBJ'IeHbI pas3nunyHbiMK 3aTpaTtamMn y4aCcTHUKOB
Ha KX opraHn3auuio;

2) ycTaHaBnuBaTb pa3mep B3HOCA AN YYACTHUKOB MEPOMPUSITUN, YKasaHHbIX B ab3ale nepBOM HacTosILLEN YacTy,
NpeBbILLIALLWA CyMMy 3aTpaT Ha OpraHU3aLuio YKadaHHbIX MEeponpusaTUA U BeQyLLWA K HEOBOCHOBaHHOMY OrpaHUYeHIo
yMcna UX y4acTHUKOB.

2. OpraHusaumu, ykasaHHble B absaue nepBom 4yactm 1 cTtatbm 67_1 HacTosiwero dedepanbHOro 3akoHa, WX
npeacTaBuUTENK, OCYLLECTBAKLWIME opraHu3aumio 1 (Mnu) uHaHCUpOBaHME MEPONPUATUA, YKa3aHHbIX B 4acTu 1
HacToswen cTatbm, 0ba3aHbl obecnevmBaTtb OCTYN K MHopMauumM o gate, MecTe U BPEMEHM MPOBELEHNS YKa3aHHbIX
MEPONPUATWIA, MaHax, NporpamMmmax NPOBEOEHUSI YKa3aHHbIX MEPOMPUATUIA U TeMax, NiaHMpyeMbIX NS pacCMOTPEHMS,
COCTaBE WX yYaCTHMKOB MyTEM Pa3MeELLEHNs COOTBETCTBYHOLLEN MHAOPMaLMN Ha CBOUX OdmuManbHbIX CalTax B CETU
"WiHTepHeT" He No3gHee ABYX MecsLEeB OO Hadana NpoBeAeHUs: yKasaHHbIX MEPONPUSTUNA.

3. NHdopmauma o npoBedeHn MeponpuaTui, ykasaHHbIX B 4acTu 1 HacToswen cTaTbW, B CPOK, YCTaHOBMNEHHbIN
YacTblo 2 HacToslen cTaTbW, [OOMKkHa OblTb HanpaBneHa B diefeparnbHbil OpraH WCMOMHUTENBHOM BracTy,
OCYLLECTBASAOLWNIA (DyHKUMM MO KOHTPOMO N HaA30py B cdiepe 3O0paBoOXpaHeHusi, Ans nocnenyowero pasmelleHnst ee
Ha ohuLManbHOM canTe 3TOoro opraHa B cetu "VIHTepHeT".

KommeHTapuin k ctatbe 67_2

MnaBa 15. OTBeTCTBEHHOCTL 3a HapylueHue 3akoHoaaTenbcTBa Poccumnckon ®epgepauum npu
obpalleHun nekapcTBeHHbIX CPeACTB U BO3MeLLeHMe Bpeaa, MPUYMHEHHOTO 300POBbLI0 rpaXaaH
BCrneacTBue NpUMeHeHUs neKkapCcTBEHHbIX NpenapaToB

Cratbs 68. OTBeTCTBEHHOCTb 3a HapyLleHue 3akoHoaaTtenbcTBa Poccunckon ®epepauum npum
obpaleHnmn neKkapcTBeHHbIX CPeacTB

1. Hapywenwne 3akoHogatenbctBa Poccuickon degepaumm npu obpalleHun NnekapCTBEHHbLIX CPEACTB BIEYET 3a
coboit OTBETCTBEHHOCTb B COOTBETCTBUM C 3akoHOoA4ATeNnbCcTBOM Poccuiickon denepaunm.

(YacTb B pepakuum, BBegeHHon B gencteue ¢ 1 nons 2015 roga ®enepanbHeiM 3akoHoM oT 22 aekabpsa 2014 roga
N 429-03. - CM. npeablayLyo penakumio)

2. 3a HenpeacTaBneHue N HECBOEBPEMEHHOe NpeAcTaBneHue uHdopmaumm u (Mnn) [AOKYMEHTOB nnbo
npeacTaBfieHne HegoCTOBEPHbIX MHAOpMauuM 1M (Unm) AOKYMEHTOB, MNpedyCMOTPEHHbIX Hactoswum PenepanbHbiM
3aKOHOM, CyObekTbl OoOpalleHWs MeKkapCTBEHHbIX CPEeACTB HECYT OTBETCTBEHHOCTb B COOTBETCTBMM  C
3akoHogaTtenbcTBoM Poccunckon degepauum.

BHumaHwe! [IokyMeHT ¢ M3MeHeHnsaMM 1 AoMonHeHnaMmM (Hoeasa peaakLms). O nocneayroLmx n3aMeHeHmsx cM. aprbik "OnepatmeHas uHdopmaums”
UC «TexskcnepT: 6 nokoneHne» VHpaHeT


javascript:;

06 obpalLeH nekapcTBEHHbIX CPEACTB (C M3MeHeHnaMU Ha 22 aekabpst 2020 roga) (pepakums, aeviceytoas ¢ 1 aHeapst 2021 roga) CipaHuua 107
®edeparbHbiti 3akoH om 12.04.2010 N 61-@3

(YacTb gononHutensHo BkNtodeHa ¢ 1 mona 2015 roga degepanbHbiM 3akoHOM OT 22 fekabps 2014 roga N 429-
O 3; B pegakumm, BBegeHHon B gencteue ¢ 15 moHsa 2018 roga PeapepanbHbiv 3akoHOM oT 4 nioHs 2018 roga N 140-93.

- CM. npegpbiayLUyo pegakuuio)

KommeHTapuin k ctatbe 68

Cratbs 69. Bo3melweHne Bpeaa, NPMYMHEHHOrO 340POBLIO rpaXkaaH BCreacTBUE NPUMEHeHUs
neKkapcTBEHHbIX NpenapaToB

1. lMpousBoguTenb NeKkapCTBEHHOrO Mpenapata 00si3aH BO3MECTWUTb BPEd, MPUYMHEHHBIA 3[40POBbIO IpaXkdaH
BCefACTBUE NPUMEHEHUS NekapCTBEHHOTO NpenapaTta, ecnv foKa3aHo, YTo:

1) nekapcTBeHHbI npenapaTr MPUMEHANCA MO Ha3Ha4YeHW0 B COOTBETCTBUM C MHCTPYKUMEN MO MPUMEHEHUIo
fieKapCTBEHHOTO Mpenapata M MNpUYMHOM Bpeda SBUNCA BBOO B rpadaHCKuiA 060poT HedobpokayecTBEHHOro
niekapcTBEHHOro npenapara;

2) Bped 300pOBbI0 MPUYMHEH BCMEACTBME HEOOCTOBEPHOM MHAOpMaLuW, coepXkalledcss B MHCTPYKUMM Mo
NPYMEHEHMIO NEeKapCTBEHHOTo Npenapara, U3aHHOW NPOU3BOAMTENEM NeKapCcTBEHHOro npenapara.

2. B cny4ae, ecnu Bpeq 340POBbIO rpaxadaH NPUYMHEH BCreaCcTBUE MPUMEHEHMS NeKapCTBEHHOro npenapara,
npuwleaLlero B HErO4HOCTb B pe3ysibTaTe HapyLUeHWUs MpaBurl XpPaHEHWS NEeKapCTBEHHbIX CPEACTB, MpaBwn ONTOBOW
TOProBnn fekapCTBEHHbIMU MpenapaTamu, MpaBwuil OTMYyCKa NeKapCTBEHHbIX MpenaparoB, MpaBuil U3rOTOBMEHMS U
OTMyCKa NEeKapCTBEHHbIX NMPenapaToB, BO3MELLEHME Bpeaa OCYLLECTBIISIETCA COOTBETCTBEHHO OpraHM3auuen OnToBOWM
TOProBfyn NeKkapcTBEHHbIMM CpeACcTBaMu, anTe4HON opraHu3auven, MHAMBMAYanbHbIM NpeanpuHMMaTenem, NMeLwuMm
NULEH3NI0 Ha (hapMaLeBTUYECKYD AEATENbHOCTb WM JINLEH3MI0 Ha MEOULMHCKYI0 AeATEeNbHOCTb, MELMLMHCKON
opraHusauuven, MMeroLen NUULEH3MI0 Ha apMaueBTUYECKY0 AeAaTernbHOCTb (ee 06ocoGneHHbIM nodpasaeneHnem
(ambynartopuveit, denbalepckum 1 enbaLepcko-akyLLEPCKUM MYHKTaMW, LLEeHTPOM (OTAeneHnem) obLlien BpadebHoM
(cemenHoOM) npakTUKWM), pPacnonoXeHHbIM B CEMbCKOM HACEneHHOM MyHKTe, B KOTOPOM OTCYTCTBYeT anTevHas
opraHusauusi), JonyCTUBLLIMMW NPOAAXy UMK OTMYCK TAKOro JIekapCTBEHHOrO npenapara.

(Yactb B pepakuun, BBegeHHon B aencterve degeparnbHbiM 3akoHOM OT 25 Hoabpa 2013 roga N 317-93. - Cwm.

npeabiayLLyo peaakuuio)

3. Bo3meleHre Bpeaa, NpUYMHEHHOrO 340POBbLI0 rpaXdaH BCMNEeACTBME MPUMEHEHUSI NEKAapCTBEHHbLIX NpenapaToB
W COBEPLLEHUS] MPOTMBOMNPABHLIX OEWCTBUIN CyObekTamy OOpalLeHUsl NekapCTBEHHbIX CPEACTB, OCYLLIECTBNSETCSA B
COOTBETCTBUM C 3aKkoHoAaTenbcTBOM Poccuickon ®enepaumm.

KommeHTapun Kk ctatbe 69

MaBa 16. 3aknouuTenbHbIe NONOXeHUsA

Cratbs 70. O npu3HaHUK YTPaTUBLUMMU CUNY OTAENbHbLIX 3aKOHOAATENbHbIX aKTOB (MONOXEHUN
3aKoHoaaTenbHbIX akToB) Poccuinckon ®epepauum

Mpy3HaTb YyTPaTMBLLMMU CUNY:

1) depgepanbHbii 3akoH OT 22 uioHa 1998 roga N 86-03 "O nekapcTtBeHHbix cpeactBax' (CobpaHue
3akoHogatenbcTBa Poccunckon ®egepauum, 1998, N 26, c1.3006);

2) ®egepanbHbi 3akoH oT 2 aHBaps 2000 roga N 5-®3 "O BHeceHWn uameHeHuss n JononHeHunn B degepanbHbIn
3akoH "O nekapcTBeHHbIX cpegcTBax' (CobpaHue 3akoHogaTenbcTBa Poccuiickon Peaepaunm, 2000, N 2, cT.126);

3) ctaTtbio 40 ®epepanbHoro 3akoHa oT 10 sHBaps 2003 roga N 15-P3 "O BHeCEeHWUM U3MEHEHUIA 1 OOMNOMHEHNIA B
HEeKoTOpble 3akoHodaTenbHble akTbl Poccuiickon ®depepauum B CBA3M C nNpuHaTueM PegepanbHoro 3akoHa "O
NMLEH3MPOBaHMN OTAENbHbIX BUOOB AeatenbHocTh" (Cobpanne 3akoHopatensctBa Poccuickon ®epepaumm, 2003, N 2,
CT.167);

4) ctatbio 31 degepanbHoro 3akoHa ot 30 moHa 2003 roga N 86-P3 "O BHECEHVMM M3MEHEHWIN U OOMOSTHEHUA B
HekoTopble 3akoHopaTenbHble akTbl Poccuiickoli  dedepaumy, NPU3HAHWM  YTPATUBLLUMMM  CUMY  OTAEMNbHbIX
3aKkoHogaTenbHbIX aktoB Poccuiickon Pepepaunn, NpefoCTaBreHWM OTAENbHbLIX FapaHTU COTPYAHUKaAM OpraHoB
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BHYTPEHHUX [efl, OpraHoB MO KOHTPOMK 3a O0OOpPOTOM HAPKOTMYECKUX CPEACTB M MCUMXOTPOMHbLIX BELLECTB U
ynpasgHsieMbIx defiepanbHbiX OpraHoB HaroroBoW MONULMK B CBSI3W C OCYLLECTBIIEHMEM MEP MO COBEPLLEHCTBOBAHMIO
rocygapcteeHHoro ynpasneHus" (CobpaHue 3akoHogatenscTea Poccuiickon egepaumm, 2003, N 27, c1.2700);

5) crtatbto 101 ®depepanbHoro 3akoHa OT 22 aerycta 2004 roga N 122-®3 "O BHeCeHWM W3MEHEHWA B
3akoHogaTenbHble akTbl Poccuiickon ®efepauum 1 NpuUsHaHUM yTPaTUBLLMMK CUITY HEKOTOPbIX 3aKOHOL4aTENbHbIX aKTOB
Poccuickon ®demepaumm B CBA3U C MpuHATMEM dhedepanbHbiX 3akoHOB "O BHECEHUM WM3MEHEHWI N OOMOMHEHWUA B
denepanbHbIi 3akoH "O6 06LLMX NpUHUMNAX OpraHn3aumn 3akoHoAaTemNbHbIX (NpeacTaBUTENbHBLIX) U UCMOMHUTENbHBLIX
OpraHoB rocygapcTBeHHoM BriacTu cybbektoB Poccuiickon ®enepaummn” n "O6 obLLmMX NpUHLMNax opraHMsaunm MecTHOro
camoynpaenenns B Poccunckon Pepepaumn” (Cobpanue 3akoHopaTenbctBa Poccuiickon depgepauun, 2004, N 35,
cT1.3607);

6) ctatbio 28 PepepanbHoro 3akoHa oT 18 pekabpsi 2006 roga N 231-®3 "O BBegeHun B OeVCTBME 4YacTu
yeTBepTon [paxkgaHckoro kogekca Poccuiickon ®epepaumn” (CobpaHne 3akoHogatenbcTBa Poccunickon ®epepaumnm,
2006, N 52, cT1.5497).

KommeHTapui k ctatbe 70

CraTtba 71. BcTtynneHune B cuny Hactosiwero ®enepanbHOro sakoHa

1. Hactosawmn degepanbHbii 3akoH BCTynaeT B cuny ¢ 1 ceHTabpa 2010 roaa.

2. ﬂeKapCTBeHHbIe cpencTea, 3aperncTpupoBaHHble 00 AOHA BCTYNNEeHWA B CUIy HacToAwero CDe,qepaanoro
3aKOHa, nognexart BKIMHYeHNO B rocygapcTBeHHble peeCTpbl JIeKapCTBEHHbIX CpeACTB C BHECEHNEM YKa3aHHbIX B HacTu
1 ctatbun 33 HacTosLLErO dJep,epaanoro 3aKoHa cBedeHun 06 aTux J1eKapCTBEHHbIX cpeacTBax Ges npoxoXXaeHna BHOBb
npouenypbl rocyp,apCTBeHHoﬂ perncTpaunmn nekapCcTBeHHbIX npenapartos.

3. locynapcTBeHHasn perncTpaums fekapcTBEHHbIX MpenapaToB, 3a UCKITHOYEHMEM NeKapCTBEHHbIX NMpenapaToB As
MEAMLMHCKOrO MPUMEHEHUS, NMPEACTABIEHHbIX HA YKa3aHHYI PEerncTpaumio A0 OHS BCTYMSEHWS B CUIY HACTOSILLEro
denepanbHOrO 3akoHa, OCYLLECTBISETCA B COOTBETCTBUM C HacToswmMm depepanbHblM 3aKOHOM Ha OCHOBaHMM
OOKYMEHTOB W [aHHbIX, NPEeOCTaBfeHHbIX 00 [OHS BCTYMNEHWUs B cuny HacTtoswero degepanbHOro 3akoHa (4acTb
ponornHeHa ¢ 26 oktsopst 2010 roga PenepanbHbiM 3akoHom oT 11 oktsabps 2010 roga N 271-®3 - cM. npeabigyLuyto
pedakumio).

3_1. TocypoapcTBeHHasi perMctpauusi  JlekapCTBEHHbIX MNpenapatoB  Afs  MELQMLUMHCKOrO  MPUMEHEHUS,
NnpencTaBrieHHbIX HA rOCY4apCTBEHHYO permcTpaumio 4o OHA BCTYMNMEHUst B cuny HacTosiwero denepanbHOro 3akoHa, 1
rocyaapCTBEHHAsi perucTpaums NEeKapCTBEHHbIX MpenapaToB ANS MEOMUMHCKOrO MPUMEHEHUs), NPeACTaBMEHHbIX Ha
9KCNepTU3y JeKapCTBEHHbIX CpedcTB O OHS BCTYMNEHWs B cuny HacTtosiwero degepanbHOro 3akoHa B LENsX WX
nocrneayLwen rocyaqapCTBEHHOW permcTpauuM, OCYLUECTBMSIOTCA Ha OCHOBaHWM [OKYMEHTOB W AaHHbIX,
npeacTaBreHHbIX [0 [HS BCTYNNeHuss B cuny Hactodwero ®PegepanbHOro 3akoHa, a Takke 3asiBreHust o
rocyaapCTBEHHOW perncTpaunn JekapCTBEHHOro MpenapaTta, NpeacTaBleHHOro MPOU3BOAUTENEM JTEKAPCTBEHHBIX
npenapartoB WM YMNOSTHOMOYEHHBIM WM JIMLOM B COOTBETCTBUM C HacToswwmm PepepanbHbiM - 3aKOHOM B
YNOMHOMOYEHHbIM dhefepanbHbIi OpraH mcnonHutTeneHon Bnactu go 1 maprta 2011 roga, 6e3 TpeGoBaHusA ynnathbl
rocyqapCTBEHHOM MOLUSMHbI, NPegyCMOTPEHHON 3akoHopaTenbcTBoM Poccuiickon Pepepaumm o Hanorax n cbopax
(4acTb gononHuTenbHO BKITtoYeHa ¢ 26 okTAbpsa 2010 roga ®enepanbHbiM 3akoHoM OT 11 okTabpsa 2010 roga N 271-03;
B pedakuuu, BBeaeHHon B genctene ¢ 3 gekabps 2010 rooa ®enepanbHbiM 3akoHOM OT 29 Hosibps 2010 roga N 313-93,
pacnpoCTPaHAETCS Ha NPaBOOTHOLLEHMS, BO3HMKLWKE € 1 ceHTabpsa 2010 roga, - cm. NpeablayLyo peaakumio).

3_2. MNopTBepXaeHve rocyaapCTBEHHOW perMcTpauum rekapCTBEHHbIX NpenapaToB AN MeAMLIMHCKOrO NPUMEHEHUS,
npeacTaBreHHbIX ANS MNOATBEPXKAEHUs] TOCYAapCTBEHHOW perncTpaumMm OO AHS BCTYMNNEHUMS B CUNy HacTOsILLEro
depnepanbHOro 3akoHa, W MNOATBEPXKAEHWE TOCYQAPCTBEHHOW perMcTpauum NekapCTBEHHbIX MpernapaToB  Ans
MELMLMHCKOrO MPUMEHEHWS, NPeaCTaBrEHHbIX Ha 3KCMEepPTU3Yy NeKapCTBEHHbIX CPeACTB A0 AHA BCTYMIMEHUS B Cuny
HacTosiwero defepanbHOrO 3akoHa B LENAX MOCMEAYHLWEro MoATBEPXKOEHUA WX rOCYOapCTBEHHOM permctpauuu,
OCYLLIECTBNATCA HA OCHOBaHWN OOKYMEHTOB W AaHHbIX, NPEACTaBMEHHbIX A0 AHS BCTYMNEHUsI B CUIY HACTOSALLErO
degepanbHOrO 3aKOHa, a Takke 3asiBMIEHVMS O MOOTBEPXKOEHWM TFOCYOAPCTBEHHOM pPerumcTpaumm nekapCTBEHHOro
npenaparta, NpeacTaBMEHHOr0 MNPOM3BOAUTENEM JIEKAPCTBEHHBLIX MPENapaToB WM YMNOMHOMOYEHHLIM MM JIULOM B
COOTBETCTBUM C HacTosAWwmM PegepanbHbIM 3aKOHOM B YMONTHOMOYEHHbIV dbeeparnbHbli OpraH UCMOMHUTENBHON BNacTu
0o 1 mapta 2011 roga, 6e3 TpeboBaHus ynnaTbl rocyqapCTBEHHOM MOLUMMHBI, NPEAYCMOTPEHHON 3aKOHOO4ATENbCTBOM
Poccunckon ®enepauum o Hanorax u cbopax (YacTb JOMONTHUTENBHO BKoYeHa ¢ 26 okta6psa 2010 roga PenepanbHbiv
3akoHoM OT 11 oktabps 2010 roma N 271-®3; B pemakuwmv, BBedeHHoM B pgenctene ¢ 3 aekabpss 2010 roga
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depepanbHbiM 3akoHOM OT 29 Hosbpst 2010 roga N 313-9 3, pacnpocTpaHsAercsi Ha NPaBOOTHOLLIEHMS!, BO3HUKLLINE C 1
cenTs6psa 2010 roga, - cM. NpeabIgyLLy0 peaakumio).

3_3. MNpuHATHE pellueHnsi O BHECEHUM M3MEHEHWU B OOKYMEHTbl, COAepKallmecss B PErmcTpaumoHHOM AOCbe Ha
3aperncTpupoBaHHbLIN  NEKAPCTBEHHBLIN MpenapaT And MEOWLMHCKOrO MNpPUMEHEHWMS W MpeAcTaBfeHHble A0 [AHS
BCTYNNeHuss B cuny Hactosilero degepanbHOro 3akoHa, U NPUHATME PELLEHVST O BHECEHUN U3MEHEHWUIA B OOKYMEHTHI,
codepxalimecs B PermcTpaumoHHOM [OCbe Ha 3aperMcTpUpOBaHHLIM FeKapCTBEHHbIV npenapat Ans MeguLUHCKOro
NMPVUMEHEHMST U MPEeACTaBMNEHHbIE HA 3KCMEPTU3Y JIEKAPCTBEHHbLIX CPeaCcTB A0 OHS BCTYMSIEHUS B CWUMY HaCTOSILLEro
denepanbHOro 3akoHa, OCYLLECTBASAITCA Ha OCHOBaHUM AOKYMEHTOB M AaHHbIX, NPeACTaBMEHHbIX 40 AHS BCTYNEHMS B
cuny Hactosiwero denepanbHOro 3akoHa, a Takke 3asBIIEHVSI O BHECEHUN M3MEHEHMWIA B OOKYMEHTbI, COagepKallmecs B
pPErMcTpaLmMoHHOM [OCbe Ha 3apermcTpMpoOBaHHbLI FEKAPCTBEHHbI npenapatr Ans MeOUUMHCKOrO MPUMEHEHMS,
npencTaBieHHOro NPON3BOAUTENEM NEKapCTBEHHbIX MpenapaToB UMM YNOMHOMOYEHHbIM UM NULLOM B COOTBETCTBUM C
HacToswum PenepanbHbiM 3aKOHOM B YMOITHOMOYEHHBIN dhedepanbHbIi OpraH UCMOMHWUTENbHOM Bnactu o 1 mapta
2011 ropa, 6e3 TpeboBaHMsA ynnaTbl rocyAapCTBEHHOW MOLUMUHBI, NPEAYCMOTPEHHON 3akoHoaaTenbcTBoM Poccuiickon
degepaunm o0 Hanorax n cbopax (4acTbe JOMONHUTENBHO BKMtoYeHa ¢ 26 okTs6ps 2010 roga depepanbHbIM 3aKOHOM OT
11 okta6ps 2010 roga N 271-93; B pegakuun, BBegeHHoN B aeincteune ¢ 3 gekabps 2010 roga degepanbHbIM 3aKOHOM
oT 29 Hosabpsa 2010 roga N 313-® 3, pacnpocTpaHAeTcs Ha NPaBOOTHOLLEHUs], BO3HMKWME € 1 ceHTabpsa 2010 roga, - cm.
npeabiayLLyo pegakuuto).

3_4. Bblgava paspelleHuin Ha npoBedeHUe KIMHWYECKUX WCCNeaoBaHW JeKapCTBEHHbLIX MpenapatoB A
MELMLMHCKOro NPUMEHEHUs Mo 3asiBfIeHNAM, NOAaHHbLIM A0 AHSA BCTYNNeHns B cuny Hactoswero denepansHOro 3akoHa,
a TaKKe no 3asBneHnsiM, NoAaHHbLIM nocne AHA BCTYNMNEHWS B CUNy HacToswwero defepansHOro 3akoHa Ha OCHOBaHUA
3KCMepTu3, MNpoBedeHHbIX A0 AHA BCTynneHus B cuny Hactoswero PegepanbHOro 3akoHa, OCYLLECTBMSETCS B
COOTBETCTBUM C HacToswmM PenepanbHbIM 3aKOHOM Ha OCHOBAHWM [OKYMEHTOB W [AaHHbIX, NpeACcTaBrfieHHbIX WIn
MornyYeHHbIX OO0 [OHSA BCTYyMneHus B cuny Hactosiwero ®egepanbHOro 3akoHa, a TawkKe Ha OCHOBaHWM  KOnuu
npeABapuTeNbHOrO 4OroBopa 00s3aTenbHOro0 CTPaxoBaHUs XXU3HW, 340POBbS NALUEHTOB, Y4aCTBYIOLWMUX B KNMMHUYECKOM
UCCrNefoBaHWN eKapCTBEHHOro npenapata And MEeAMUMHCKOro NPUMMEHEHWs, WM Konuu JoroBopa obs3aTenbHoro
CTpaxoBaHUsi XW3HW, 340POBbS MaUMEHTOB, Y4YacTBYOLWMX B KITMHUYECKOM WCCrefoBaHUM NeKapCTBEHHOro npenapara
AN MEOMUMHCKOro NpuMeHeHus, nubo npeacTaBneHHON Konun 4OoroBopa 00s13aTenbHOr0 CTPaxoBaHuWsl, 3aknio4eHHOro B
COOTBETCTBMM C TUMOBbIMM MpaBunamyM 00a3aTeNlbHOr0 CTPaxoBaHusi, C yKa3aHWeM npedaenbHOW  YMCIIEHHOCTU
NnauneHToB, Y4acTBYHOLUX B KITMHUYECKOM UCCIe40BaHNM NeKkapCTBEHHOro npenapara Anst MeQULMHCKOrO NpUMEHeHWs,
0e3 TpeboBaHMA ynnaTbl rocy4apCTBEHHOW MOLUMNMHBI, NpedyCMOTPEHHON 3akoHoaaTenscTBoM Poccuiickon Pepepauum
0 Hanorax n cbopax (4acTb gononHUTenbHO BKMoyeHa ¢ 26 oktabpsa 2010 rona PegepanbHbiM 3akoHOM OT 11 okTA0pSA
2010 roga N 271-93; B pegakuum, BBeaeHHon B aeinctene ¢ 3 aekabpsi 2010 rona ®enepanbHbiM 3aKOHOM OT 29 Hosbps
2010 roga N 313-d3, pacnpocTpaHaeTcs Ha NPaBOOTHOLLEHWS, BO3HUKLWME ¢ 1 ceHTabpa 2010 roga, - cM. npegbiayLuyio
pedakumio).

3_5. 3apeructpupoBaHHble B MHOCTPaHHON BantoTe 40 AHS BCTYNNeHns B cuny HacTosiwero degepansHOro 3akoHa
npenenbHble OTNYCKHbIE LIEHbI MHOCTPaHHbIX NMPOU3BOAUTENEN Ha fleKapCTBEHHbIE MpenapaThbl, BKITHOYEHHbIE B NEPEHEHb
XM3HEHHO HeobXoOMMbIX WM BaXKHEWLLMX NEeKapCTBEHHbIX MpenapaToB, MNOAnexar nepecyety B pybnyn no kypcy
LleHTpanbHoro 6aHka Poccuickon Penepaunm Ha gaTty, yctaHoBneHHyo MNpasutensctBoM Poccurickon ®enepaumm, 6e3
npeacTaBeHns 3asiBreHUst O NepecyeTe LieHbl C BHECEHWEM COOTBETCTBYIOLLMX M3MEHEHWI B FOCYAaPCTBEHHbIN PEecTp
npenenbHbiX OTMYCKHbIX LiEeH MPOM3BOAUTENEN Ha eKapCTBEHHbIE Mpenaparbl, BKIOYEHHble B MepeveHb KM3HEHHO
HeOBXOOMMBIX U BaXKHEMNLLWX NEKAPCTBEHHbIX NMpenapaToB (4YacTb AOMOMHUTENLHO BKMOYeHa ¢ 26 okTabpa 2010 roga
denepanbHbiM 3akoHoM oT 11 okTabps 2010 roga N 271-93).

3_6. 3apeructpupoBaHHble 40 OHSA BCTYMEHNS B cuny HacTosiwero ®enepanbHOro 3akoHa npefenbHble OTNYCKHbIE
LleHbl POCCUNCKNX MPON3BOANTENEN HA JIeKapCTBEHHbIE NpenapaThl, BKITIOYEHHbIE B NepedYeHb XN3HEHHO HEOOXOAUMBIX 1
BaXXHENLLUNX NEeKapCTBEHHLIX NpenapaTtoB, nognexar nHgekcaumm ¢ 1 Hosbpsa 2010 roga ucxoast U3 MpoOrHo3mMpyemoro
YPOBHS MHNALMKN, ycTaHoBreHHoro depepanbHbiM 3akoHoMm oT 2 aekabpst 2009 roga N 308-93 "O denepanbHom
oompkere Ha 2010 rog v Ha nnaHoBbIv nepuog 2011 n 2012 rogos” Ha 2011 rog, (Y4acTb 4OMNONHUTENBHO BKOYEHA C 26
okTa6psa 2010 roga PenepansHbiM 3akoHoM OT 11 okTa6ps 2010 roga N 271-$3).

3_7. MNMocne 1 mapta 2011 roga He gonyckarTca Npon3BoACTBO M BBO3 B Poccuiickyto ®enepaumnio nekapcTBEHHbIX
npenapaTtoB B YyMNakoBKax C MapKMPOBKOW, koTopas ©Obina HaHeceHa A0 AHS BCTYMMEHUss B CUITY HacCTOSILLEro
depgepanbHOro 3akoHa. 1o MCTEYEeHMM yKa3aHHOTO Cpoka OaHHble FeKapCTBEHHble npenapatbl MOryT OTMyCKaTbCs,
peanu3oBbIBaTbCS, NepeaaBaTbCs U NPUMEHATLCS 00 UCTEYEHNS UX CPOKa rOOHOCTW.

(YacTtb gononHutensHo BktodeHa ¢ 26 oktsiopsa 2010 roga ®enepanbHbiM 3akoHoM oT 11 okTsa6psa 2010 roga N 271-
@ 3; B pegakuun, BBegeHHoun B gerncteue ¢ 1 aHeaps 2011 roga PeaepanbHbiv 3akoHom oT 29 Hoss6psa 2010 roga N 313-
®3; B pegakuun, BBeaeHHoM B genicteue ¢ 7 saHBapsa 2012 roga PenepanbHbiM 3akoHoM oT 6 gekabpsa 2011 roga N 409-
3. - CM. npeablayLLyo pegakumio)
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06 obpalLeH nekapcTBEHHbIX CPEACTB (C M3MeHeHnaMU Ha 22 aekabpst 2020 roga) (pepakums, aeviceytoas ¢ 1 aHeapst 2021 roga) CipaHuua 110
®edeparbHbiti 3akoH om 12.04.2010 N 61-@3

4. Co gHsa BCTynneHust B cuny Hactosawero ®enepansHoro 3akoHa u no 30 anpens 2011 roga BKMOYMTENBHO
[OMyCKaeTcs NpOBEAEHNE SKCNEPTU3bI NTEKAPCTBEHHbIX CPEACTB 3KCNepTamMm 3KCNEPTHOIO YUYPEXAEHNS 40 NPOXOXKOEHNS
UMK aTTecTaumm B nopsigke, yCTaHOBNEHHOM YMNOTHOMOYEHHbIM dhefiepanbHbIM OpraHoM UCMOMHUTESNbHOM BACTU.

5. Co gHea BcTynnenus B cuny Hactoswero degepanbHoro 3akoHa n no 31 gekabps 2013 roga BKAOYMTENBHO
OCYLLIECTBNSIETCA MNEPEXoq K MPOU3BOACTBY JIEKAPCTBEHHbLIX CPEACTB B COOTBETCTBMM C MpaBuriamMy OpraHv3auumu
NpPON3BOACTBA M KOHTPOMS KayecTBa JeKapCTBEHHbIX CPEACTB, YKasaHHbIMM B 4YacTu 1 cTatbu 45 HacTosiero
depnepanbHoOro 3akoHa, B NosiHoM obbeme. Cpokn nepexoda NpoM3BOACTBA JIEKAPCTBEHHbLIX CPEACTB K UX NPOU3BOACTBY
B COOTBETCTBMM C KOHKPETHbIMU TPeBGOBaHMSAMM LaHHbIX NPaBWrl, BKIOYas CPOKM aTtTecTauuy YMOSHOMOYEHHLIX Nl
yKa3aHHbIX B 4Yactsax 6 v 7 ctatbm 45 Hactoswero PepepanbHOro 3akoHa, yCTaHasnuBatoTcs [lpaBuTenbCTBOM
Poccuitckon denepaumm.

6. JluueH3nn Ha Npon3BOACTBO feKapCTBEHHbIX CPeacTB, BblAaHHble 00 1 saHBapsa 2014 roga, AencTsBytoT nocne 1
saHBaps 2014 roga 4O MCTEYEHNs CpoKa UX ENCTBUSI NPY YCNOBUM COOTBETCTBMSA NULLEH3NATa NpaBuiiaM opraHv3aunm
npPoM3BOACTBA WM KOHTPOSSl KayecTBa feKapCTBEHHbIX CPeacTB, YKasaHHbIM B 4YacTu 1 ctatbuM 45 HacTosero
deneparnbHOro 3akoHa.

7. ®dopMmupoBaHME TOCYAapCTBEHHOTO 3afaHWs Ha MpPOBEOEHVME SKCMEPTU3bl JIEKAapCTBEHHbIX CpeacTB
denepanbHOMy rocyaapCTBEHHOMY OHOIKETHOMY YUYpeXdeHWo Mo NPOBeAEeHU0 3KCNEepPTU3bl JIeKAapCTBEHHBLIX CPeacTB U
dmHaHCOBOe obecneveHne BLIMOITHEHUS 3TOro0 3a4aHus OCYLLECTBIISIOTCS B nopsigke, ycTaHoBrneHHoOM PepepanbHbiM
3akoHOM oT 12 aHeaps 1996 roga N 7-®3 "O HekoMMepyeckmx opraHmsdaumsx' (4acTb AOMNOMHUTENbHO BKIOYEHa C 3
nekabps 2010 roga ®egepanbHbiM 3akoHOM OT 29 Hosi6psa 2010 roga N 313-93).
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MpesuaoeHT
Poccuitckon ®enepaumm
[.MenoBeges

Mocksa, Kpemnb
12 anpens 2010 roga
N 61-03

Pemakumsa OOKYMEeHTa C y4UyeTOoM
M3MEHEeHUNM U IOIOJIHEHMM [IOINTOTOBJIEHA
AO "Komexkc"
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