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MPABUTESIbCTBO POCCUNCKOWN ®ELEPALIN
MOCTAHOBJIEHWE
OT 1 NKOHA 2021 T. Ne 853
MOCKBA

06 yTBepxxaeHUn NMpaBns BBO3a JIEKAPCTBEHHbLIX CPEACTB A5 MEAULNHCKOro NpuMeHeHns B Poccuiickyto
depnepaumio U NPU3HAHUN YTPATUBLLMMMN CUNY HEKOTOPbLIX aKTOB U OTAEMbHbIX MON0XKEHNA HEKOTOPbIX
akToB [MpaBnTenscTBa Poccunckon Gepepaunn

B cooTBeTCTBUM C YacTbto 1 cTaTbu 47 PepepanbHOro 3akoHa "06 obpalleHnn nekapCcTBeHHbIX CpeacTs”
MpaBuTenbCTBO Poccninckon Pegepaumm NOCTaHOBASAET:

1. YTBepanThL npunaraemeoie:

MpaBnia BBO3a JIEKAPCTBEHHbIX CPEACTB A9 MeAULMHCKOro npumeHeHmns B Poccminckyto ®enepauuio;
nepeyeHb YyTPaTUBLUMX CUY aKTOB N OTAENbHbIX MON0XEHWI akToB lNpaBuTenbcTBa POCCMCKON
®epnepauymm.

2. HacTosllee nocTaHOB/IEHUE BCTYNaeT B cuny ¢ 1 ceHTabps 2021 r.

MpaBuna, yTBEP>X AEHHbIE HACTOALLMM MOCTAHOBNEHNEM, AeNCTBYIOT A0 1 ceHTabps 2027 r.

Mpencenatens MpaBuTeLCTBA
Poccuinickon ®epepaummn M.MuwycTnH

YTBEP)XZEHbI

nocTaHoBeHVeM lNpaBUTeNbLCTBA
Poccuinckon ®epepauun

oT 1 mioHs 2021 r. Ne 853

MpaBuna fencTByOT f0 1 ceHTabps 2027 r. - NyHKT 2 HacTosLero MNocTaHoBAEHNS

MPABUJA

BBO3a JIEKAPCTBEHHbLIX CPEACTB AN MEANLUHCKOrO NPUMEHEHNS

B Poccuiickyro depepauuio

1. HacTosiwme MNpaBuia yCTaHaBIMBaOT NOPSALOK BBO3a B Poccuinckyto denepaumnio N1eKapCTBEHHbIX
CPenCcTB ond MeQULMHCKOro NPUMEHeHNs, 3a UCKJTIDYEHNEM JIeKapCTBEHHbIX NpenapaToB B LesisaxX
OKa3aHWs ryMaHMTapHOM MOMOLLN (COOAENCTBUSA) NI MOMOLLN NPWU Ype3BblYalHbIX CUTyauusax (ganee -
JleKapCTBEHHbIE CpeacTBa).

HacTosawwe MNpaBuna He pacnpocTPaHAOTCA Ha BBO3 HAPKOTMYECKUX CPEeACTB, MCUXOTPOMHbLIX BELLECTB W
NX NPeKypCcopoB, BKOYEHHbIX B pa3gen 2.12 "HapkoTuyeckne cpeacTsa, NCMXOTPOMNHbIE BELLECTBa U KX
npeKypcopbl" NepeyHs TOBapoOB, B OTHOLLEHWW KOTOPbIX YCTAHOBJIEH pa3peLllnTenbHbIi MOPSAAOK BBO3a Ha
TaMOXXEHHYI0 TeppuTOopuio EBPa3ninckoro 3KOHOMMYECKOro Cot3a 1 (M) BbIBO3a C TaMOXKEHHOM
TeppuTopun EBpa3nMinckoro sKOHOMMYECKOro cotosa (npunoxxeHne Ne 2 K pewleHmnto Konnerumn Espasuniickon
3KOHOMUMYeckon kommuccum ot 21 anpensa 2015 r. Ne 30 "O Mepax HeTapudHOro peryamposaHuns"), B
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nepevyeHb HAPKOTMYECKUX CPeACTB, MCUXOTPOMHbLIX BELLECTB WU UX MPEKYPCOPOB, NoANAEXaLLMX KOHTPOJIIO B
Poccuinckon ®degepaunmn, yTeepxAeHHbIN nocTaHoBAeHWeM MpaButenbcTa Poccminckon ®epepaumm ot 30
nioHs 1998 r. Ne 681 "06 yTBEPXAEHUN NEpPeYHS HAPKOTNYECKMNX CPEACTB, NCMXOTPOMHbIX BELWECTB U KX
NPEeKypCcopoB, NoAJexallnx KOHTPoto B Poccuinckon ®epepaummn”, n B YTBEPXKAEHHYIO NOCTAHOBJIEHNEM
MpaBuTenbcTBa Poccuinckon Pepepaumm oT 3 aBrycta 1996 r. Ne 930 HoMeHKNaTypy CUIbHOLENCTBYIOLLNX
N SO0BUTLIX BELWECTB, HE ABAAILLNXCA NPEKYPCOPaMN HAPKOTUYECKMUX CPEACTB M NCMXOTPOMHbIX BELLECTB,
Ha KOTOpble pacNpOCTPaHAETCA NOPAAOK BBO3a B Poccuinckyto Pegepaumio U BbiBO3a M3 Poccuinckon
denepaumnm, yTBeEpXXAEHHLIN NOCTaHOBNeHeM [paBuTenscTBa Poccuinckon ®egepauum ot 16 mapTta 1996
r.Ne 278.

2. BB0O3uTb NekapcTBeHHble cpeacTBa B Poccuinckyro ®enepaumnio MOryT ciedylolime iopuanyeckme anua:
a) opraHm3auunm - NPOM3BOAUTENMN NEKAPCTBEHHLIX CPEACTB - AN Lienen CoOBCTBEHHOro NPoM3BoACTBa
JleKapCTBEHHbIX CPeacTs;

6) opraHm3aunm oONTOBOW TOProBAW NEKAPCTBEHHBIMU CPEACTBAMY;

B) MHOCTPaHHbIe pa3paboTyNKM NeKAPCTBEHHbIX CPEACTB U MHOCTPaHHbLIE MPON3BOANTENN JIEKAPCTBEHHbIX
CpencTB nau Opyrue Lpugnyeckne amua no nopyyeHnto paspaboTynka neKkapCTBEHHOro cpeacTsa A4s
pa3paboTKy NIeKapCTBEHHbLIX CPEACTB, MPOBEAEHNS HAYYHbIX U UHbIX MCCNEe0BaHNA, MPOBEAEHUS
KJINHNYECKUX NCCNefoBaHNA NeKapCTBEHHOro NpenapaTa, PerncTpaumm n 3KCNepTn3bl JIEKapCTBEHHbIX
CPeLCTB, NpeaHa3HayveHHbIX Ana obpalleHus B Poccuinckon ®epepaumm nam Ha obLiem pbiHke
JIEKapPCTBEHHbIX CPeACTB B paMkax EBpa3ninckoro sKOHOMUYECKOr0 COK3a, OCYLLLeCTBAEHNS
roCyAapCTBEHHOW pPerncTpaunmn n1ekapCTBEHHOro npenapaTa, BKAYeHNs papMaleBTuYeckon cybcTaHumm
B rOCYJAPCTBEHHbI PEECTpP JIEKAPCTBEHHbIX CPEACTB M KOHTPONSA Ka4yeCTBa JIEKAapCTBEHHbLIX CPEACTB Npu
HaIM4YUN 3aKYeHNS (pas3peLunTeNlbHOro AOKYMeHTa), 0popMIeHHOr0o MUHNCTEPCTBOM 34PaBOOXPaHEHNS
Poccuinckon degepaunm B COOTBETCTBMM C peweHneMm Konnernn EBpa3nnckom s3KOHOMMNYECKON KOMUCCUM
0T 16 Mmas 2012 r. Ne 45 "O efgunHON hopMe 3aKI4eHns (paspellnTenbHOro LOKYMeHTa) Ha BBO3, BbIBO3 U
TPaH3UT OTAE/bHbIX TOBApPOB, BKJIKOYEHHbIX B €4WHbIV NepeyeHb TOBAPOB, K KOTOPbIM MPUMEHAIOTCSA Mepb
HeTapUMHOro peryanpoBaHns B TOProsJsie ¢ TPeTbUMU CTPaHAMU, U METOLUYECKUX YKa3aHMAX Mo ee
3anosHeHN" (panee - 3aK4eHne);

') Hay4Hble opraHm3aumnmn, obpasoBaTesbHble OPraHM3aLun BbiCLLero obpa3oBaHMs 1 MPOU3BOANTENN
JIEKapCTBEHHbIX CPEACTB - ANs pa3paboTku, nccnegoBaHnii, KOHTPOIA 6e30MacHOCTM, KayecTBa U
3(PHEKTMBHOCTN NIeKaPCTBEHHBIX CPEACTB NPY HANNYNMN 3aKITHOYEHNUS;

[) MeaNUMHCKMe opraHm3aumm, a Tak)Xe opraHu3aumm, yKasaHHble B NognyHKTax "a" - "'r" HacToswero
NyHKTa, 019 0Ka3aHWsa MeQULMHCKON MOMOLLM MO XXN3HEHHbIM MOKa3aHNAM KOHKPETHOro naumeHTa ambo
OKa3aHWa MeONLUHCKON NOMOLLN OrpaHUYeHHOMY KOHTUHIEHTY NaLUeHTOB C peakon n (unu) ocobo
TSHKENOW NaToNOrMen NPy Han4ynn 3aKJII0YEHUS.

2. BblgaHHble 3aKt04eHNs AeNcTBYOT beccpoyHo. ([lonosHeHne NyHKTOM - [ocTaHoBNEHUE
MpaBuTenbcTBa Poccuiickon Pepgepaunm ot 17.06.2023 Ne 998)

3. BB03 B Poccuinckyo ®degepaunio KOHKPETHOW NapTUKN 3aperncTpupoBaHHbIX 1 (Uin)
He3aperncTpPUPOBaHHbLIX NEKAPCTBEHHbLIX CPEACTB, NPefHAa3HAYeHHbIX 415 MPOBEAEHNS KINHNYECKUX
nccaenoBaHWiM IEKapCTBEHHbIX NPenapaToB, KOHKPETHOW NapTun HE3aperncTPUPOBaHHbIX NeKAPCTBEHHbIX
CpencTB Oas NpoBeaeHmnsa 3KCNepTn3bl IEKAPCTBEHHbLIX CPEACTB B LEAsX perncrpaumm n sKkCnepTussl
JIeKapCTBEHHbIX CPeACTB, NpeAHa3HayveHHbIX 411 obpaleHns B Poccuinckon ®egepauum nnm Ha obwem
PbIHKE NEKAPCTBEHHbIX CPEACTB B paMkax EBpa3nmnckoro 3KOHOMMYeCKOoro Coto3a, 0CyLLecTBaeHns
roCyapCTBEHHOW PerncTpauumn JeKapCTBEHHbIX MpenapaToB, BKAOYEHNS dapMaLeBTUYECKON CybCcTaHL MK
B FOCYL,apCTBEHHbI peecTp SIeKapCTBEHHbIX CPeACTB, KOHKPETHON NapTun He3aperncTpMpoBaHHbIX
JIEKapPCTBEHHbIX CPEACTB, NpeAHa3HayYeHHbIX 419 pa3paboTKy IeKapCTBEHHbIX CPEACTB, MPOBEAEHUS
Hay4HbIX N UHbIX NCCIEA0BAHUN, KOHKPETHOW NapTUX He3aperncTpUpPoBaHHbIX NEKAPCTBEHHbIX CPeACTB
AN19 OKa3aHUs MegULUMHCKON MOMOLLM MO XU3HEHHbLIM MOKa3aHUAM KOHKPETHOro nauneHTa uan gns
OKa3aHWa MeaNLUHCKON NOMOLLN OrpaHUYeHHOMY KOHTUHIEHTY NauneHToB C peakon n (unm) ocobo
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TSHKENOoW NaTonormen B paMkax aedatenbHocTn GoHAa NOAAEPXKKN AeTel C THKeNbIMU
YKN3HEYrPOXXatloLWMMN U XPOHUYECKMMM 3a601€BaHNAMN, B TOM YMcCie peakumm (opghaHHbIMM)
3abonesaHnamu, "Kpyr nobpa" (Lanee COOTBETCTBEHHO - KOHKpPETHas NapTUS IeKapCTBEHHbIX CPEACTB,
®oHA) MOXKET OCYLLECTBNIATLCS Ha OCHOBAHUW 3aKJIIOYEHNS MO 3asBAEHNAM IOPUANYECKMX L, YKa3aHHbIX
B MoAnyHKTax "a" - """ nyHkTa 2 HacToawwmx Mpasun.

JlekapCTBeHHbIE CpeacTBa MOryT ObITb BBE3€HbI B Poccuiickyto Pefepaunto B LENSX, YKa3aHHbIX B MyHKTe
5 HacToAwwmx Mpasun.

4. 3anpellaeTtcs BB03 B Poccuiickyto ®egepaunio hanbCmrLmnpoBaHHbIX, He0OPOKa4YeCTBEHHbIX,
KOHTpagaKTHbIX JIEKAPCTBEHHbLIX CPEACTB.

5. JlekapCTBEHHbIE NpenapaTbl A8 MeANLMHCKOr0 NPUMEHEHNS MOTYT 6bITb BBE3E€HbI B POCCUNCKYIO
depepauynio ons AMYHOrO NCNOJIb30BAHMSA U MHbIX HEKOMMEPYECKNX Lienein 6e3 3aKI4YeHNs, eCN OHK
npefHa3Ha4veHbl And:

a) IMYHOr 0 NCNOJIb30BaHMA PU3MYeCKMMK Anuamm, npubsiBiMMK B Poccninckyto ®epepaumto. MNMpu 3ToM
BBO3 B Poccunckyto ®efepaumio 1eKapCTBEHHLIX NpenapaTos, COAepXKalLnX CUIbHOLENCTBYOWMNE U (1K)
A00BUTbIE BELLECTBA, BK/OYEHHbIE COOTBETCTBEHHO B CAINCOK CUIbHOAENCTBYOLWMX BEWECTB A5 Lenen
cTaTbh 234 1 Opyrux ctaten YronoBHOro kogekca Poccuninckon degepaumm n B CNNCOK SA0BUTHIX BELLECTB
ONS uenen ctaTbl 234 n opyrux ctaten YrofoBHOro kogekca Poccuinckon ®efepaLumm, yTBepXaeHHbIe
noctaHoBseHneM MpaBuTenscTBa Poccuinckon ®epepaumm ot 29 nekabpsa 2007 r. Ne 964 "06
YTBEPXAEHNMN CMUCKOB CUbHOOENCTBYIOWMNX N AA0BMTbIX BELLECTB AN14 Lenen ctaTbh 234 1 apyrux
cTaTen YronoBHOro kogekca Poccuinckon denepaunn, a TakXKe KPpynHOro pa3mepa CUibHOAENCTBYHOLLNX
BELLeCTB 414 Lesien cTaTbh 234 YronoBHOro kogekca Poccmnckon ®@epepaunn”, oCcyLecTsaseTcs npu

Ha MY OOKYMEHTOB (3aBEPEHHbIX KOMUA LOKYMEHTOB W/ 3aBEPEHHbIX BbIMUCOK U3 HUX),
NnoATBEPXAAOWNX Ha3HaYeHMe (U3MYeCKOMY NNLY YKa3aHHbIX NeKapCTBEHHbIX MpenapaTos, 3a
NCK0YEeHNEM NEKAPCTBEHHLIX NPenapaToB, 3aperncTpnpoBaHHbIX B Poccunckon degepauum u
oTnyckaeMmblx B Poccuiickonn Penepaunn 6e3 peLenTa Ha IeKapCTBEHHbIM NpenapaT. YKa3aHHble
LOKYMEHTbI (MX 3aBEPEHHbIE KOMUUN NN 3aBEPEHHBIE BbIMUCKN U3 HUX) AO/KHbI COAEPXaTb CBEAEHNS O
HaVMEHOBaHWM N KOIMYeCTBE Ha3HA4YEeHHOr 0 NeKapCTBEHHOrO NpenapaTta. B ciyvae ecnm Takne
JNOKYMEHTbI (MX 3aBEPEHHbIE KOMUUN U 3aBEPEHHbLIE BbIMUCKN U3 HWUX) COCTaBJIEHbl Ha MHOCTPAHHOM
A3bIKE, K HAM NpuaaraeTcs HoTapuasibHO 3aBEPEHHbIN MEPEBOL Ha PYCCKMI A3bIK;

6) ncnonb3oBaHmsa paboTHNKaMW AMMNIOMATUYECKOr0 KOpPMyCa Win NpeacTaBUTENSIMN MEXAYHAPO4HbIX
opraHu3aunii, akkpeauToBaHHbIX B Poccninckon depepauuu;

B) Ie4eHMS NacCaXXMpPOB 1 YJIEHOB 3KUMa)Ken TPAaHCMOPTHLIX CPeACTB, Noe3aHbix bpuraa n BoguTenen
TPAHCMOPTHBIX CPEACTB, MPMOLIBLLUMX HA TAMOXXEHHYIO TeppUTOpPMI0 EBPa3ninckoro 3KOHOMMYECKOro COoto3a
(B anTe4Ykax NepBON MOMOLLM 3TUX TPAHCNOPTHLIX CPEACTB B OrPaHNYE€HHOM KOMYeCTBe, onpeesieHHOM
3aKOHO4aTeIbCTBOM roCyAapcTBa UX perncrpaunmn);

) NeYeHNs y4aCTHUKOB OPULMaNbHbIX MEXAYHAPOAHbLIX KyIbTYPHbIX, CNOPTUBHbLIX MEPOMPUATUNA U
YHaCTHMKOB MeXAYHaPOAHbIX 3KCNeauumn,

6. N5 nonyyYeHns lOpMANYECKMM JINLOM, YKa3aHHbIM B MYHKTE 2 HacTosAwmx MpaBua (ganee - 3a9BUTENDb),
3aKJII0YEHNS 3a8BUTENb 3aMoJIHAET B IMYHOM KabuHeTe henepasibHOM rocy4apCTBEHHON UHOPMALMOHHON
cmcTeMbl "EAMHBIA NOpTan roCyfapCTBEHHbIX Y MyHULMNANbHbLIX yCnyr (hyHKUWA)" (Danee - eAnHbIN
nopTan) 3asBjeHue (C ykasaHMeM HavMeHOBaHMA JIeKkapCTBEHHOro npenapaTa v (1am) hapMaueBTUYeCcKom
cybCTaHUMK, NeKapCTBEHHON HOPMbI, [103bl, KOHLEHTpaLuu, PacoBKu, HAVMEHOBAHNS OpraHM3aLmm -
NpoOU3BOANTENS NEKAPCTBEHHOro NpenapaTa u (uan) apmMaLeBTM4eckon cybcTaHumm, CTpaHsbl
NPOuN3BOACTBA JIEKapPCTBEHHOI0 npenapaTta u (1an) hapmaueBTUdeckon cybcTaHumm) (ganee - 3asaBieHne)
N HanpasnseT ero B MUHMCTEPCTBO 34paBooxpaHeHns Poccminckon ®epepaumm B hopMe 3eKTPOHHOI0
LOKYMEHTa, NOAMNNCAaHHOr0 31IeKTPOHHOW MNOAMNMUCHIO, C NPUSIOXKEHMEM CNedyoW X LOKYMEHTOB B
3/IEKTPOHHON hopMe (NakKeTa 3JeKTPOHHbLIX OOKYMEHTOB):

a) NPOEKT 3aKJ/Il0YEHUS, 3aN0SIHEHHbIV B IMYHOM KabuHeTe eANHOr0 nopTana;
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6) obocHOBaHME KOMYECTBa BBO3UMbIX JIEKaPCTBEHHbIX NMPenapaToB 1 (1an) hapMaLeBTUYECKNX
cybcTaHumi B Lenax:

pa3paboTKu NeKapCTBEHHbLIX CPEACTB, MPOBEAEHNS HAaYYHbIX U UHbLIX MCCI@Q0BAHNI - ONpeaenseTcs
ncxoasa 13 noTpebHoCTen NPOBOAUMOro AOKINHNUYECKOr0 NCC/eloBaHMA pa3pabaTbiBaeMoro
JIeKapCTBEHHOr0 CpeAcTBa U (Uan) NPOBOAUMBIX NCCAEL0BAHMIN NO YCTAHOBAEHNIO XapaKTEPUCTMK
JIEKAPCTBEHHOr0 CPeAcTBa Npu ero pa3paboTke M NpeacTaBAsETCA B BUAE NaaHa (NPOToKoAa, NporpamMmbl)
nccnenoBaHMA, CoaepiKalllero 0OCHOBHbIE 3a4a4uM, METOAOJION IO, MpoLenypbl, CTaTUCTUYECKNE aCNEKThI,
OpraHu3aunto 1 NaaHNpoBaHMe pecypcoB COOTBETCTBYIOWEr0 NCCNe0BaHNS NEKAapPCTBEHHOMO CpeacTBa
(BKJIIOYas ero 3Tanbl 1 YacTK), B BUAE PaCYETOB KOJIMYECTBA BBO3MMOTO JIEKaPCTBEHHOIO CPeACTBa,
HeobxoaMMoro 4 NpoBeLeHNsA (hapMaKoIorM4eCcKnX N TOKCMKOJIOMTMYECKMX NCCef0BaHMI npu
npoBefeHnn LOKINHNYECKOr0 CCef0BaHNs NeKapCTBEHHOMO cpeacTBa v (unn) Ana nposeneHuns
NCccnenoBaHN Mo YCTaHOBEHNIO XapaKTePUCTUK IeKapCTBEHHOIO CpeacTBa Npu ero paspaboTke ans
onpenenieHns B 3aBUCMMOCTW OT JIEKaPCTBEHHOIO CPEACTBA PUINKO-XMMUYECKNX CBOWCTB, BMOIOrnyeckon
aKTUBHOCTU, UMMYHOXUMUYECKNX CBONCTB, YNCTOTbI U MPUMECEN, MCCNeaoBaHnn CTabunbHOCTK, Npoduns
npuMmecen, NnyTen gerpagauny, CPaBHUTENbHON KNHETMKN PaCcTBOPEHMS, @ TakXXe B BUAE LOKYMEHTA,
noaTeepxaatollero ¢akT pa3paboTKu NeKapCTBEHHOro CpelcTBa (MprKasa, TEXHUYECKOro 3aaHuns,
nporpammbl);

NpoBeAeHNs KJIMHNYECKUX NCCNe0BaHNA IeKapCTBEHHbIX NPenapaTos - onpeaenseTcs MCX04s U3 yC0BUI
NPYMeEHEHUs TEKapCTBEHHOMO NpenapaTa B paMKax NpoBeAeHNs KJIMHNYECKOro UccaenoBaHms
JIeKapCTBEHHOrO npenapaTa 1 NpeACcTaBAseTCa B BUAe CBEAEHUI O CXEMe MPUMEHeHNS (OnncaHns
JIEKapCTBEHHOWN hOpPMbl, YNAaKOBKMW N MapPKUPOBKMW MCCNeQyEMOro NeKapCTBEHHOMO NpenapaTa), A03ax,
KOHLEHTpaUUsX, YacToTe NpuemMa Wi KpaTHOCTW BBEAEHUS, 0XKMAAEMON MPOAOIKUTENBHOCTU YHacTus
CyObEeKTOB B MCCNeLOBaHNM, OMUCAHNA NOCNEL0BaTENBHOCTM U NPOAOJKMTENBHOCTY BCEX NEPMNOLAOB
nccaenoBaHMa, BKOYas neprog nocaenytowero HabnaeHms, ecnm TakoBoN NpeaycMoTpeH NPOTOKOI0M
KJINHNYECKOro UccaefoBaHNs JIeKapCTBEHHOr0 npenapaTa, Koanm4yecTse NauMeHToB, NPUHUMAIOLLNX
yyacTume B KJIMHNYECKOM NCCIef0BaHNMN NeKaPCTBEHHOrO NpenapaTta, Win B BUAE NHbIX LOKYMEHTOB,
noaTeepXaatowmnx HeobxoaMMOCTb BBO3a JIEKAPCTBEHHOMO NpenapaTa B 3asBJIEHHOM 0bbeMme;
perncTpaumm n 3KCNepTu3bl IEKAPCTBEHHbLIX CPEACTB, NPeAHa3HaYeHHbIX 4515 obpalleHns B Poccuinckonm
depnepaumm namn Ha obLLEM PbIHKE NeKaPCTBEHHbLIX CPeACTB B paMKax EBpa3nnCcKoro 3KOHOMMYeCKoro
COt03a, OCYLLEeCTBAEHNA FOCY[APCTBEHHON PerncTpaLumn 1eKkapCTBEHHOro npenapaTa, BKAIOYeHNS
hapMaLeBTNYECKON CyOCTaHLMM B rOCYAapCTBEHHbIA PeecTp JIeKapCTBEHHbIX CPEACTB - ONpenenseTcs
ncxons u3 noTpebHOCTEN B IeKapCTBEHHOM MpenapaTe Npu NPOBeAEHUN TeCTa CPAaBHUTENbHON KUHETUKU
pacTBOpeHMs in vitro c o6ocHoBaHMEM Yncia Heobxoaumbix BydepHbIX Cpef 1 MOBTOPOB UCMbITaHWNA,
TEXHOJIOrMYeCKOoro npoLuecca Npon3BoACTBa JIEKAPCTBEHHOIO CPeACcTBa, MPON3BOACTBEHHON pPeLlenTypbl
1N matepuanbHoro 6anaHca, COCTABAEHHOIO MO AaHHbIM TEXHONOMMYECKNX MHCTPYKLUWUA AN NX MPOEKTOB,
N NpeLCcTaBASETCA B BUAE BbIMUCOK M3 TEXHOMOIMYECKUX MHCTPYKLWIA WM UX MPOEKTOB, B BUAE BbIMNCOK
13 HOPMATUBHOWN [OKYMeHTauuy (HOPMaTMBHOIO AOKYMEHTa Mo Ka4yeCcTBY) WM UX MPOEKTOB, COAEPXKALLUX
MHOPMaLINI0 0 KOTMYECTBE JIEKAaPCTBEHHOIO CPeACTBa, He0bX0AMMOro Ans NPoOBeAEHUS UCTMbITAHWUIA
KayecTBa MO COOTBETCTBYIOLWMM MOKa3aTeNsaM, B BUAE CCbIJIOK Ha hapMaKonenHble cTaTb
rocyfapCTBeHHON hapMakonen, hapmakonenHbie ctaTb PapMakonen EBPa3nnckoro 3SKOHOMUYECKOro
Cot03a uan 3apybexxHbix (hapMakonen 1 B BUAE PacyYeTOB IKCMEPTHOrO YYpeXAEHNS, OCYLLECTBASALLENO
3KCMNepTU3y SIeKapCTBEHHbIX CPeAcCTB;

(MoanyHKT B penakuum MoctaHoBneHus MpasuTenscTBa Poccuinckon ®epepaumm ot 18.06.2025 Ne 913)

B) KONuM JOroBopa (KOHTpakKTa), MPUJIoXKeHNs 1 (UNKn) GONOJSIHEHUS K HEMY, @ B C/ly4ae OTCYTCTBUSA
[l0roBopa (KOHTpaKTa) - KOMUn NHOro AOKYMEHTa, NOATBEP K AAIOLLIEr0 HAMEPEHNS CTOPOH (B Ciyyae
y4acTuma 2 nam 6onee CTOpPoH);

) KOMuUW LOKYMEHTOB, NOATBEPXAAIOWNX Ka4eCTBO JIeKapCTBEHHOIO NpenapaTa (3a UCKJIIYeHneM ciydyas
BBO3a JIEKAPCTBEHHOI0 NpenapaTta 4719 OKa3aHWsa MeANLNHCKON MOMOLLM MO XMN3HEHHbLIM NMOKa3aHNAM
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KOHKPETHOro nauueHTa nnbo okasaHus MegUUUHCKON MOMOLLM OFPaHNYEeHHOMY KOHTUHIEHTY MaLMEHTOB C
peakon u (nnn) ocobo TAKenonm natonormen) n (nn) hapMaLeBTMYeCKMX CybCTaHUNUIA, BbIAAHHbIX
opraHu3aunen - Npon3BOAUTENEM JIEKAPCTBEHHbIX CPEACTB UM MHOW OpraHmn3almen, ynoJHOMOYEHHON Ha
NoATBEPXAEHNE Ka4yeCTBa JIeKapCTBEHHbIX CPeACTB B COOTBETCTBUM C 3aKOHOAATEIbCTBOM CTPaHbI
NPOUCXOXAEHMNS NTEKAPCTBEHHOMO CPeACTBA, COAEpKaLLMe NoKasaTeNn (XapakTepUCTUKN) C yKa3aHMeM
MecCTa Npou3BOLCTBA KOHKPETHOr 0 JIeKapCTBEHHOMO CPeACTBa;

[l) B CJly4ae BBO3a KOHKPETHOW NapTuUX 3aperncTPUpPOBaHHbLIX U (MAK) HE3aperncTpUpPOBaHHbIX
NeKapCTBEHHbIX CPeACTB, NPefHa3HavYeHHbIX A5 NPOBEAEHNS KIUHUYECKUX NCCiefoBaHnn
JleKapCTBEHHbIX NpernapaTos, KONUM AOKYMEHTOB (MakeTbl U (1in) hoTorpadum ynakoBok),
NOATBEPXXAAIOLWMX HaAexXallyo MapKUpOBKY IeKapCTBEHHbIX CPpeacTB, 06yCNOBAMNBAIOLLYIO UX LienieBoe
MCMO0/b30BaHNE UCKJTIOYNTENIBHO B KIIMHUYECKMX NCCNe0BaHNAX;

€) B CNly4ae BBO3a JIeKapCTBEHHOr0 npenapaTa A1 0Ka3aHUsA MeAULUHCKON NOMOLLM MO XU3HEHHbIM
NoKa3aHWAM KOHKPETHOro naumneHTa:

KOMMA NPOTOKOJa 3aKJlo4eHns BpadyebHon kommccum nmbo KoHCMAnyMa Bpaden henepansHoro
yupexaeHus (BpavebHon kommccum nnbo KOHCMANYMa Bpayvein CTPYKTYPHOIro NoApa3aeeHmsa Hay4yHoro
nnn obpa3oBaTenLHOro hefepanbHOro yuYpexaeHuns), B KOTOPOM OKa3blBaeTCA MEAULMHCKAs NOMOLLb
nauMeHTy, NOAMNCAHHOIO PYKOBOAUTENEM yupexAeHuns (pPyKOBOAUTENEM CTPYKTYPHOMO NoApa3ieneHuns
Hay4Horo nnun obpasoBaTesibHOro hefepasbHOr0 yHPeXAEeHUS, IULOM, UCMOSTHAIOWMM 0683aHHOCTK
PYKOBOAUTENSA yYpeKAeHUs, MO0 YyNOAHOMOYEHHBLIM NINLLOM B JO/DKHOCTM HE HUXE PYKOBOAUTENS
CTPYKTYPHOro nogpasfesneHuns Hay4yHoro nam obpasosaTensHOro efepasbHOro y4pexxaeHus, ero
3aMecTuTens, B chepy AeaTeNbHOCTM KOTOPOro BXOAAT BOMPOCH! OPraHn3auum MegnuMHCKOM MOMOLLNK), O
Ha3Ha4YeHUN NauMeHTy He3aperncTpMpoBaHHOIO IeKapCTBEHHOMO NpenapaTa AS1F 0Ka3aHUs MeAULUHCKON
MOMOLLM MO XXM3HEHHbIM MOKa3aHUAM (C yKa3aHWeM TOProBoro HauMeHoBaHMs Mbo MeXxayHapo4HOro
HenaTeHTOBaHHOIr0 HaVMEHOBAHWS, IeKapCTBEHHON (hOPMbI, LO3NPOBKIU 1N KONMYECTBa
He3aperncTpupoBaHHOIrO NeKapCTBEHHOro npenapaTa U 060CHOBaHMEM HeobXx0AMMOCTM ero BB03a), Uin
obpaLleHne ynoaHOMOYEHHOr0 NCMONHUTENBHOMO OpraHa cybbekTa Poccuinckon ®enepauumm o
Heobxo4MMOCTV BBO3a He3aperncTpupoBaHHOIro NEKapCTBEHHOro NpenapaTta A5 OKa3aHna MeaULMHCKON
MOMOLLM MO XU3HEHHBIM MOKa3aHUAM KOHKPETHOr0 NauneHTa C MPUI0XKEHNEM KOMMW NPOTOKOIa PeLUeHNS
BpayebHOM KoMnuccmm nnbo KoHCuAnyMa Bpaden yupexaeHns cybbekta Poccunckon depgepauuu, B
KOTOPOM OKa3bIBaeTCA MeAULNHCKAs NOMOLb NaUNEHTY, NOANNCAHHOIO PYKOBOAMTENEM YYpexAeHuns
nnbo NMLLOM, NCMONHAKLWNM ero 0643aHHOCTM, 0 Ha3HAYeHWUM NALMEHTY HEe3aperncTpUpPoBaHHOMO
NleKapCTBEHHOro npenapaTta ANs OKa3aHWs MeLULMHCKON NOMOLLUM MO XXU3HEHHbLIM MOKa3aHUAM (C
YyKa3aHMeM TOProBoro HanMeHoBaHUs MMbo MeXAyHapo4HOrO HEMAaTEHTOBAHHOIO HaVMEHOBAHNS,
NeKapCTBEHHOW (hopMbl, 4O3MPOBKU 1 KOJIMYECTBA HE3apernCcTPpMpPOBaHHOro IeKapCTBEHHOMO npenapara),
WSIN KOMUS pelleHmns skcnepTHoro coseta ®oHpa 06 obecneyeHnn KOHKPETHOro pebeHka ¢ TaXeNbiM
XKN3HEYrPOXKAIOLLMM 1 XPOHUYECKUM 3aboneBaHueM, B TOM Ynucne peakum (opgaHHeIM) 3abonesaHmem, B
OTHOLLEHUW KoToporo ®oHAOM peann3yeTcs LONOSHUTENbHbIA MeXaHW3M OpraHu3aLmm n gUHaHCoBOro
obecneyeHns oKazaHUa MeSULUMHCKOM noMoLLy (Mpn HeobxoamnmMocTu 3a npegenamMun PoCCMnCKon
®epepaumnm), obecnevyeHuns nekapCTBEHHbIMI NpenapaTaMn U MeAULUHCKUMU U3LeNMAMKN, B TOM YUCSIe He
3aperncTpupoBaHHLIMK B PoCCMncKon depepauunn, 1 TEXHUYECKUMI CpeacTBaMu peabunmtauum, He
BXOAAWMMY B (hefepalibHblil nepedyeHb peabrnnnTaumnoHHbIX MEPONPUATUR, TEXHUYECKMX CPEaCTB
peabunuTaumm n ycnyr, npefocTaBaseMbiX MHBaAUAY (fanee - NogaeprKKa), Uin KOHKPETHOro
rPakAaHrHa C TSHKENbIM XU3HEYrPOXKAIOLWLMM 1N XPOHUYECKUM 3abonieBaHNEM, B TOM YACSIE PeAKUM
(opthaHHbIM) 3aboneBaHMEM, KOTOPbIN MNOyYan NOALAEPXKKY B paMKkax aeaTensHocTn ®oHAa Ao
LOCTUXEeHMA UM 18-neTHero Bo3pacta U obecneyeHne oka3aHns NOALEPKKN KOTOPOMY OCYLLECTBASAETCS
®OoHLOM B TeYeHMe 0 HOro rofa nocsie foCTUXeHUs UM 18-neTHero Bo3pacTa (fanee - et ¢ opdhaHHbIMU
3aboneBaHMAMU), He3apPErnCTPUPOBAHHBIM IEKAPCTBEHHbBIM NpenapaToMm (C yKasaHueM TOproBoro
HaMMeHOBaHWA B0 MeXXAyHapOLHOro HemaTeHTOBAHHOMO HaUMEHOBaHWSA, NEKAPCTBEHHOW (POopMbl,
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L03UPOBKMW 1N KONMYECTBa He3aperncTpMpoBaHHOro IekapCTBEHHOIO NpenapaTa), Wan BbIMUCKa U3 Takoro
peLleHns 3KCNepTHOro coBeTa ®oHAa (C yka3aHMEM TOProBOro HaMMeHOBaHNS NMBO MeXAyHapoAHOro
HenaTeHTOBaHHOIO HAMMEHOBAHUS, IEKAPCTBEHHON (hOPMbl, O3UPOBKMK N KOIMYECTBa
He3aperncTpUpoBaHHOMO JIEKaPCTBEHHOIO NpenapaTa);

KOMUs nacnopTa WK CBUAETENbCTBA O POXKAEHWM NaLMEHTa, KOTOPOMY Ha3HayeH He3aperncTpMpoBaHHbIN
JIeKapCTBEHHbIV NpenapaT 4719 OKa3aHWsa MeaNLNHCKON MOMOLLM MO XU3HEHHbLIM MOKa3aHUsAM.

He monyckaeTcs NOBTOPHOE NpeAcTaBieHNe yKa3aHHbIX MPOTOKOJ/IOB peLleHnin BpavyebHbix kKoMmumuccmi nmbo
KOHCUINYMOB BPa4en, ecim rno HUM BblJaHO 3aK/Il0YEHNE paHee (KpoMe peLleHnin BpadyebHbIXx KOMUCCUIA
b0 KOHCUJINYMOB Bpayel, B KOTOPLIX MPOMMNCaHbl JIEKapCTBEHHbIE NMpenapaThl MOXWU3HEHHO UAN AN
AnvTenbHon Tepanuu 3abonesaHns);

)K) B CJly4ae BBO3a JIeKapCTBEHHOrO npenapaTa 415 0Ka3aHua MeAULUHCKON MOMOLLN OrpaHUYeHHOMY
KOHTMHIEeHTY MaLMEHTOB C peakomn 1 (nnm) ocobo TsHKenonm NaTonornen B pamMmkax gedarenbHoctn ®oHaa -
KOMNUS peLLeHns 3KCnepTHoro coeeta PoHAa 0 PopMUPOBaAHUN pe3epBa leKkapCTBEHHbIX NpenapaTos B
Lensx HezameonuTesibHOro obecneyeHns HeonpeaeNeHHoW rpynnbl geTen ¢ opdaHHbIMK 3abo1eBaHNAMM
(C ykazaHnem TOproeoro HammeHoBaHMsa 6o MeXxayHapoOLHOro HeMaTeHTOBAaHHORO HaMMEHOBAHNS,
JIEKapCTBEHHOWN hopMbl, [03MPOBKMK, 06 bEMOB, NOAJSIEXALLMX BBO3Y, 3ab0oneBaHnNs (COCTOAHUS) NaLNEHTOB,
AJ15 OrpaHNYeHHOro KOHTUHIeHTa KOTOPbIX BBO3MTCS IEKAPCTBEHHbLIN NpenapaT), WK BbINNCKa U3 Takoro
peLUeHns 3KCnepTHOro coeeta ®oHAa (C ykasaHWeM TOProBOro HaMMeHOBaHNA M0 MeXXAyHapoAHOro
HenaTeHTOBAHHOIO HaMMEHOBAHUS, EKAPCTBEHHOWN (hOpMbl, 403MPOBKMK, 06EMOB, MOANEXALLMX BBO3Y,
3aboneBaHna (COCTOAHNSA) MALMEHTOB, A5 OFPAHNYEHHOr0 KOHTMHIEeHTa KOTOPbIX BBO3UTCH
JleKkapCTBeHHLIN npenapaT). (JononHeHmne NoanyHKTOM - [TocTaHoBNeHMe MpaBuTenbLCTBa POCCMIACKON
depepaumm oT 26.12.2022 Ne 2432)

7. BB03 He 3apernctpmpoBaHHOro B Poccminckon ®egepaumnm nekapCTBEHHOIO NpenapaTa A5 0KasaHus
MeONLMNHCKON NMOMOLLN Or paHUYE€HHOMY KOHTUHIEHTY MauneHToB C peakon n (nnm) ocobo Tsaxenon
naToJsiornen (3a NCKAOYEHNEM CNyYaeB BBO3a JIEKaPCTBEHHbIX NpenapaToB A58 0Ka3aHnsa MeauLMHCKON
MOMOLLM OrpaHNYEHHOMY KOHTUHIEHTY NaLUeHTOB C peakon 1 (nnun) ocobo TAXKeNon NaToNornen B paMmkax
aeAatTenbHoCcTn ®oHAa) OCYLLEeCTBASETCA Ha OCHOBAHWM 3aK/Il04EHMA, MO4FOTOBIEHHOr0 BO NUCMOJIHEHNE
akTa lNpasutenscTBa Poccuinckon Gefepauun, B KOTOPOM YKa3blBAOTCA OpMANYECKOoe Lo,
ocyllecTaasowee BB03 B Poccunckyto denepaunio He3aperncTpMpoBaHHOro IekapCTBEHHOr0 NpenapaTa,
MeXAYHapo4Hble HeMaTeHTOBaHHbIE HAMMEHOBaHNA eKaPCTBEHHbIX MpenapaTos, X (hOPMbl, [O3UPOBKMU,
o0bbeMbl, Nognexallne BBO3y, a Takxxe 3abosieBaHune (COCTOSHME) NALMEHTOB, 419 OrpaHNYeHHOro
KOHTMHIeHTa KOTOPbIX BBO3UTCH JIEKAPCTBEHHbIV Npenapar.

Opnanyeckoe nnuo, ykasaHHoe B akTe lMNpaButenscTBa Poccuiickon Pepepaunn, B TeyeHne 3 paboymx
OHEN Co OHA ero n3fgaHua npeacrasnseT B MMHUCTEPCTBO 34paBooxpaHeHna Poccuinckon ®egepalmm
nocpecTBOM eANHOro rnopTana 3asBJieHNe, @ TakXKe OOKYMEHTbI, YKa3aHHble B nognyHkKTax "a" n "s"
NyHKTa 6 HacToAwmx MpaBwa. B 3asBfeHMN yYKa3biBalOTCA HOMepP M faTa akTa lNpaBuTtenscTea Poccuiickom
denepauymn.

PaccMoTpeHne npeacTaBieHHbIX JOKYMEHTOB 1 NMPUHATME MO HUM PELLEHMNS OCYLLECTBAAITCA B
COOTBETCTBUM C MYHKTOM 9 HacToAwmxX Mpasuni.

8. 1N Bblgayn 3ak/04eHNS 3a8BUTESb BpaBe NpeacTaBuTb KOMWMK CBUAETENbCTBA O FOCYA4apCTBEHHOMN
perncTpaumm 1 cBmaeTenbCTBa 0 NOCTAHOBKE Ha y4eT B HaJIOFOBOM OpraHe, a TakXe KOMuu paspeLueHuns
MuHnCcTepcTBa 34paBooxpaHeHns Poccninckon depgepaunm Ha npoBefeHne KIMHNYeCKOro MccnefoBaHns
JIEKapCTBEHHOrO npenapaTa (B c/ly4yae BBO3a KOHKPETHOW MapTuUW NEKAPCTBEHHbIX CPEACTB,
npefHa3Ha4YeHHbIX 15 NPOBeAEHNS KIMHUYECKUX NCCIe[0BaHNIA IeKapCTBEHHbIX NpenapaTos) Mo
cobCTBEHHOW MHMUMaTMBE. MMHMCTEPCTBO 31paBoOXpaHeHnsa Poccuinckon ®epepaumm He Bnpase
TpeboBaThb Yy 3ad9BUTENSA NMPEACTaBAEHNS KON YKa3aHHbIX LOKYMEHTOB.

9. MMHNCTEPCTBO 34paBO0OXpPaHeHns Poccuiickonn deagepauny B CPOK, He NpeBbiWatoWmin 5 paboynx gHen co
AHA NOCTYNEHNS LOKYMEHTOB, YKa3aHHbIX B MyHKTaxX 6 U 7 HacToAwmx Mpasu:
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a) NpoBOAUT NMPOBEPKY MONHOTHI U OCTOBEPHOCTU CBEAEHNIA, COAEPXKALLMXCA B NPpeAcTaBAeHHbIX
3aBUTENIEM OOKYMEHTAX, a B C/ly4ae ecun 3asaBUTeSb HE NPeACcTaBW KOMWIO pa3peLleHns MMHUCTepCcTBa
Ha NpoBeAeHNe KANHNYECKOro NCCIeA0BaHNSA IEKAapCTBEHHOMO npenapaTa (B C/ly4yae BBO3a KOHKPETHOM
NapTuW NIEKAapPCTBEHHbIX CPEACTB, NPeAHa3HAYeHHbIX 41 MPOBEAEHNS KJIMHNYECKUX NCCNenoBaHniA
JIeKapCTBEHHbIX NPENapaToB), TakXXe NPOBEPKY HAIMYNS YKAa3aHHOMO paspelleHmns y 3aaBmTend Ha
OCHOBaHMMW LaHHbIX peecTpa BblAaHHbIX pa3peLlleHnin Ha NpoBeaeHne KINHNYECKNX NCCef0BaHUN
JIEKapCTBEHHbIX NPenapaTos;

6) 3anpawwnBaeT 1 NoAy4YaeT B NOPALKE MEXBEAOMCTBEHHOIO MH(POPMALMOHHOIO B3aUMOLENCTBUSA OT
depnepancHON HaNoroBom CNyx6bl MHOPMaLNIO 0 haKTe BHECEHNS CBEAEHWNI 0 3a8BUTENe B EQNHLIN
rOCYAapCTBEHHbLIN peecTp PUANYECKUX 1L, U 0 (hakTe NOCTaHOBKM 3asBMTENSA Ha YYeT B HaJl0roBOM
opraHe, eCcnu 3asaBuTesb He NpPeACcTaBW KOMWIN CBUAETENbCTBA O FOCYAAaPCTBEHHON perncTpaunm n
CBMOETENbCTBA O MOCTAaHOBKE Ha YYeT B HaJIorOBOM OpPraHe;

B) MPUHUMAET PELLEHNE O BblAaye 3aKJIYEHNS UK peweHne 06 0TKase B BblAaye 3aK/I0YeHUs C
yKa3aHMNeM NPUYNH 0TKa3a;

r) HanpaBAseT B IMYHbIA KabHET 3a8BUTENS Ha e4NHOM nopTaJie B (PopMe 3NEeKTPOHHOr0 JOKYMEHTA,
NoANUCaHHOIO YCUEHHON KBAIM(PULIMPOBAHHONM 3/IEKTPOHHON NOAMNNCHI0, 3aKJIl0YEHNE UAN YBEAOMEHNE
06 0TKa3e B BblAaye 3aK/04eHNS C YKa3aHMeM MNPUYNH Takoro oTkasa.

10. OTKa3 B Bblaye 3aK/Il04eHNs He ABASEeTCS NPensaTCTBMEM A5 MOBTOPHOMO NpeacTaB/ieHns
JOKYMEHTOB U CBEAEHWNA B COOTBETCTBUN C MYHKTOM 6 HacToAWwMX MpaBun nocse yCTpaHeHUs NPpUYKH,
NOC/Y>XXMBLUNX OCHOBaHWEM A1 0TKa3a.

11. MNnaTa 3a Bblgavy 3aKJYEHNS He B3MMaeTCs.

12. OcHoBaHMeEM A5 0TKa3a B BblAaye 3aK/4eHnsa SBAAIOTCA cnegytowme obcToAaTenbCTBa:

a) HanM4me HenosHbIX WM HeJOCTOBEPHbIX CBEAEHWIN B JOKYMEHTaX, NpeacTaB/iseMblX 3a9BMUTeNEeM ANd
NOJIY4EHUS 3aKJII0YEHUS;

6) nekapCTBEHHOE CPeACTBO, 3as8BJIEHHOE A5 BBO3a B Poccuinckyto ®enepaumio ans uenen MegmumHCKoro
NPUMEHEHUS, 3aMNpPeLLEHO K MeANLIMHCKOMY NPUMEHEHWNIO Ha TeppuTopun EBPa3nnCKoOro SKOHOMMYECKOro
Cot03a;

B) IOPMIONYECKOE JINLIO, NPeACTaBMBLUEE 3a5BIEHMNE U OOKYMEHTbI A5 LieNei NoayYeHNs 3aKIl04eHNs B
COOTBETCTBUM C MYHKTOM 7 HacTosAwmx MpaBun, He yKa3aHO B COOTBETCTBYIOLLEM aKTe [paBMTeNbLCTBA
Poccninckon degepaumm Kak amuo, ynosHOMOYEHHOE Ha BBO3 He 3aperncTpupoBaHHOro B POCCMIACKON
depnepalm NeKapCTBEHHOr0 NpenapaTa A5 0Ka3aHWa MeAULUHCKON NMOMOLLM Or paHUYeHHOMY
KOHTUHTeHTY NauUMeHTOB C peakon n (nam) ocobo TSKeNom naTosiornen.

13. MUHUCTEPCTBO 34 paBooxpaHeHuns Poccuinckon Gefepauun BefeT peecTp BblLaHHbIX 3aK/Il04eHN B
3N1EeKTPOHHOM BUAE B YCTAHOBIEHHOM MM MOPSAAKE, KOTOPbIA HOCUT MHGOPMaLMOHHbIA XapaKTep.

14. CBefeHuns, cofep)xallnecs B 3aKJIIOYEHUNAX, EXXEHeENbHO, He No3aHee nepBoro paboyero OoHs
KaneHOapHON Hedenu, NpeacTaBasoTcd MMHMCTEPCTBOM 34paBooxpaHeHmnsa Poccuinckon ®enepaumm B
TaMOXXEeHHble OpraHbl B 31€KTPOHHOM BuAe NOCPeACTBOM UCMONb30BaHNSA €4MHON CUCTEMBI
MeXXBEe4OMCTBEHHOM0 3/1IEKTPOHHOI0 B3aUMOOENCTBMSA.

15. OpraHu3saumm, ocyLlecTBmBLUME BBO3 B Poccuinckyto ®efepaumio 1eKapCTBEHHbIX MpenapaTos,
npefiHa3HaYeHHbIX 15 0Ka3aHWS MeOULUHCKON NOMOLLN MO XU3HEHHLIM NMOKa3aHWAM KOHKPETHOI0
naumneHTa, a TakXXe opraHu3aunn, oCcyLweCcTBIBLUME BBO3 HE 3aperncTpupoBaHHOro B Poccuinckom
defepalmm NeKapCTBEHHOMO NpenapaTa 4158 0Ka3aHua MeAULUHCKON NOMOLLN Or paHUYeHHOMY
KOHTWMHIeHTY MaLMeHTOB C peakon u (nnm) ocobo TsKenon natonormen, B TeyeHne 10 paboymx gHewn co
LAHA NOJIYYEHUS TIeKapCTBEHHbIX NPenapaToB MeANLUHCKON OpraHn3aumnen, B KOTOPON OKa3biBaeTCs
MeOMLUHCKasa NOMOLLb NauneHTy, yBeaoMnsAT 06 3ToM MUHUCTEPCTBO 34paBOOXpaHeHNs Poccuinckon
depnepaumm B hopMe 3/IEKTPOHHOIO LOKYMEHTA, MOAMNCAHHOMO 31EKTPOHHOW NOAMNCHIO (MPOCTON
3NEKTPOHHOW NOANUCHIO, MO0 YCUNEHHON KBANN(PULIMPOBAHHON 3/IEKTPOHHOWN NOANNCHI0, TN6O0 YCMNEHHON
HeKBaNNMOULNPOBAHHON 3/1EKTPOHHON NOAMUCHIO).
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YTBEPXIEH

nocTaHoBeHVeM lNpaBUTENbLCTBA
Poccuinckon ®epepauun

oT 1 mioHs 2021 r. Ne 853

MEPEYEHb
YyTPaTUBLLMX CUJY aKTOB U OTAeJIbHbIX MOJI0XKEHWI
akToB lNpasBuTenscTBa Poccuinckon Gepepalimm

1. NocTaHoBneHune MpaBuTenscTBa Poccuiickon Penepauum oT 29 ceHTabpa 2010 r. Ne 771 "O nopsagke
BBO3a JIEKAapCTBEHHbIX CPeACTB AN MeANLMHCKOr0 NPpUMEHeHNs Ha TeppuTopuio Poccminckon ®epepaunn
(CobpaHue 3akoHogaTenbcTBa Poccuinckon ®egepaumm, 2010, Ne 41, cT. 5235).

2. MNocTtaHoBneHune MpaBnTenscTBa Poccunckon ®enepaunn ot 3 nioHA 2011 r. Ne 441 "O BHECEHUM
M3MEHEeHUN B HEKOTOPbIe akTbl [paBuTenscTBa Poccuinckon ®epepalimm no BONPOCaM BBO3a Ha
TeppuToputo Poccuinckon ®eaepaumm IEKapCTBEHHbIX CPEACTB AN MEANLIMHCKOrO MpMMeHeHmns"
(CobpaHue 3akoHomaTenbCcTBa Poccuinckon ®epepaumm, 2011, Ne 24, cT. 3494).

3. MyHKT 4 n3MeHeHN, KOTOPble BHOCATCA B aKTbl MpaBuTenbCcTBa Poccuiickon ®deagepaumm no BONpocam
NpenocTaBNeHNS roCyAapCTBEHHLIX YCyr B cchepe obpalleHns NeKapCTBEHHbLIX CPEACTB, YTBEPKAEHHbIX
noctaHoBneHueM MpasBuTtenbcTBa Poccminckon depepauun ot 5 gekabps 2011 r. Ne 1001 "O BHeceHuu
N3MEHEeHUN B HeKOTopble akTbl NpaBuTenscTBa Poccuinckon Genepauum no Bonpocam npefocTaBieHns
rocyZLapCTBEHHbIX yCnyr B chepe obpalueHns nekapcTBeHHbIx cpeacTs” (CobpaHme 3aKoHOLaTeNbCTBA
Poccninckon ®epepaunn, 2011, Ne 50, cT. 7390).

4. TIyHKT 128 n3meHeHuin, KOTOpble BHOCATCA B akThl paBuTesibcTBa Poccminckon ®epepaLmm rno sonpocam
AeAaTenbHoCTU MUHNCTEpPCTBa 34PaBOOXpaHeHNs Poccminckon degepaunm, yTBEpKAEHHbIX
nocTaHoBNeHueM MpasBuTtenbcTBa Poccninckon ®egepauun ot 4 ceHTabps 2012 r. Ne 882 "O BHeceHUn
M3MEHeHUN B HEKOTOpbIe akTbl [NpaBuTenscTBa Poccuinckon ®epepaLii No BONPOCaM AeATeNbHOCTH
MuHncTepcTBa 3apaBooxpaHerHns Poccuiickon Pepepaunn” (CobpaHne 3akoHogaTenbCTBa Poccuickon
®epepaummn, 2012, Ne 37, cT. 5002).

5. MyHKT 28 n3MeHeHNn, KOTOPble BHOCATCA B akTbl MpaBuTenscTBa Poccuinckon ®egepauum,
yTBEPXIEHHbIX NOCTaHOBNIeHNeM MpaBuTenscTBa Poccunckon ®epepaumm ot 15 okTabpsa 2014 r. Ne 1054
"O BHECEHUN N3MEHEHUI B HeKOoTopble akTbl MpasuTenscTBa Poccuinckon depepauun” (CobpaHune
3aKoHofaTenbCTBa Poccuinckonm Pepepaunn, 2014, Ne 43, cT. 5892).

6. MocTaHoBneHuwe MpaButenscTBa Poccuinckon Pepepauum oT 28 nekabpsa 2016 r. Ne 1515 "O BHeceHuUn
N3MeHeHUs B NyHKT 9 MpaBus BBO3a NEKAPCTBEHHbIX CPEACTB 419 MEAULNHCKOrO NPUMEHEHNS Ha
Tepputoputo Poccuiickon ®epepaunn” (CobpaHne 3akoHoaaTenbcTBa Poccuinckon ®epepaumm, 2017, Ne 2,
CT. 346).
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