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NMPABUTEJIbCTBO POCCUNCKOWU ®EOEPALUA
NOCTAHOBNEHUE
OT 1 UIOHA 2021 TOOA N 853
OB YTBEPXXOEHWM NPABUI BBO3A NEKAPCTBEHHbIX CPEACTB ANnd MEAULUMHCKOIo NPUMEHEHUSA B

POCCUMCKYIO ®EAEPALIVIO U MPU3HAHUU YTPATUBLUMMU CUITY HEKOTOPbIX AKTOB U OTAEJNbHbIX
NMONOXXEHMU HEKOTOPbIX AKTOB NPABUTENbLCTBA POCCUUCKON ®EQEPALIUN

(c nameHeHuamm Ha 10 aBrycta 2023 roga)

NHdbopmauusi 06 M3MeHSIIOLMX JOKYMEHTaXx

,D,OKyMeHT C NBMEHEHNAMUN, BHECEHHbBIMU!

noctaHoeneHvem [Npasutenscrea Poccunckon Pepepaumnun ot 26 aekabps 2022 rona N 2432 (OdmumanbHbIn MHTEPHET-
noptan npasoBOM WHopMaumm www.pravo.gov.ru, 28.12.2022, N 0001202212280025) (o nopsigke BCTYMMEHMS B CUIY CM.
NyHKT 4 noctaHoBnenus MNpaButensctea Poccuickon Penepaumm ot 26 aekadpsa 2022 rona N 2432);

nocraHoeneHvem [lpaButenbctBa Poccuiickon Penepaummn ot 10 aBrycta 2023 rona N 1316 (OdmumanbHbii MHTEPHET-
nopTarn npasoBov MHdOopMauun www.pravo.gov.ru, 10.08.2023, N 0001202308100038).

B cootBeTcTBUM € YacTbio 1 cTatbn 47 PenepansHoro 3akoHa "O6 obpalleHnn NekapcTBeHHbIX cpeacts” MNpaBuMTenscTBO
Poccuinckon denepaumm

NOCTaHOBNSET:
1. YTBepauTb npunaraemMole:

[NpaBuna BBO3a NEKAPCTBEHHbIX CPEACTB ANS MEeAULIMHCKOro npumeHeHnsa B Poccunckyto enepaumio;

nepeyYeHb YTRaTUBLLMX CUIY aKTOB 1 OTAEMNbHbIX NONOXeHWn akToB [paBuTtensctea Poccurickon denepavmm.

2. Hactoswee noctaHoBrneHne BcTynaet B cuny ¢ 1 ceHTabpsa 2021 .
MpaBuna, yTBEpXOEHHbIE HACTOSLLMM NOCTAHOBMNEHMEM, AEUCTBYOT 00 1 ceHTaopsa 2027 r.

Mpeacenatens MNpaBuTtenscTBa
Poccuiickon denepavmu
M.MuwwycTuH

YTBEPXXOEHbI

nocrtaHoBneHuem lNpaButenbcTBa
Poccunckoun depepaumm

oT 1 nroHa 2021 roga N 853
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NMPABUIA BBO3A NNEKAPCTBEHHbIX CPEACTB ANA MEOULUMHCKOIrO NPUMEHEHUA B POCCUNCKYIO
®EOEPALIAIO

(c nameHeHusmmn Ha 10 asrycta 2023 ropa)

1. Hactoqawue [paBuna ycrtaHaeBnuealoT Mopsaok BBo3a B Poccuitckyto depepaumio nekapCTBEHHbIX CPeAcTB Ans
MEOULUHCKOrO MNPUMEHEHUs, 3a WUCKIOYEHMEM fleKapCTBEHHbIX MpenapaToB B LENdX oKasaHus ryMaHUTapHOW MNOMOLLU
(cogencTBms) NN NOMOLLM NPU Ype3BbIYaNHbIX CUTYaLMNAX (danee - nekapcTBEHHbIE CPEACTBa).

Hactoswue [lpaBuna He pacnpoCcTpaHsloTCA Ha BBO3 HAPKOTMYECKUX CPEACTB, MCUMXOTPOMHLIX BELIECTB U WX
NPEeKypcopoB, BKIOYEHHbIX B pasaen 2.12 "HapkoTtnyeckue cpencrsa, NCUXOTPOMNHbIE BELecTBa U UX NPEeKypPcopbl” nepeyHs
TOBapOB, B OTHOLLUEHUWN KOTOPRbIX YCTAHOBNEH paspeLUnTEnbHbIM NORAAOK BBO3a HA TAMOXEHHYIO TeppuToputo EBpasunckoro
9KOHOMMYECKOrO COot3a M (Uun) BbiBO3a C TAaMOXEHHONW TeppUTORUK EBpasniickoro skoHoMmyeckoro cotsa (npunoxexve N 2 k
pewenunto  Konnerun EBpasunckon 3koHomuyeckon kommucceum ot 21 anpena 2015 . N 30 "O wmepax HetapudHoro
perynupoBaHusa"), B NepeYeHb HaPKOTUYECKNX CREACTB, NCUXOTROMHbIX BELECTB U UX NPEKYPCOROB, NOANEXaLlMX KOHTROMO B
Poccuinckon ®enepaumm, yTBepaeHHbIM noctaHoBneHnem Mpasutensctea Poccuiickon Pepepauum ot 30 mioHa 1998 . N 681
"O6 yTBEPKAEHMN NEPEYHA HARPKOTMYECKMX CREACTB, MCUXOTROMHbLIX BELIECTB U UX NPEKYPCOROB, MOAMEXALINX KOHTROMIO B
Poccuiickon ®enepaumun”, n B yTBEpKOEHHYO NocTaHoBneHuem lMpaBuTtenbctBa Poccuiickon Penepauum ot 3 aBrycta 1996 r.
N 930 HOMEHKNaTypy CUITbHOAENCTBYOLIMX U AO0BUTHIX BELLECTB, HE ABNSKLINXCA NPEKYRCORaAMU HAPKOTUYECKNX CREACTB U
NCUXOTPOMHbIX BELEeCTB, Ha KOTOpble pacnpoCcTpaHaeTcs Nopsaaok BBo3a B Poccunckyo deaepaumio 1 BoiBo3a n3 Poccumnckon
®denepaumu, yTBepxaeHHbIN noctaHoBneHveM Npasutenscrea Poccunckon Penepaumm ot 16 mapta 1996 r. N 278.

2. BBo3utb nekapcTBeHHble cpefcTBa B Poccuiickyto ®efgepaunto MOryT criegytolime opuamyeckme nuua:

a) opraHusauuy - NPOVU3BOAWUTENMN NEKAPCTBEHHbLIX CPEACTB - AN Lenei coGCTBEHHOro MPOW3BOACTBA MEeKapCTBEHHbIX
CpeacTs;

6) opraHu3auunmn OonTOBOW TOProBeIn nekapcTtBeHHbIMU CpeacTBamu,

B) MHOCTpPaHHble pa3paboTyMKu NeKkapCTBEHHbIX CPeaCcTB M MHOCTPaHHbIE NPOU3BOANTENM NEKAPCTBEHHbIX CPEACTB WUn
apyrve opugndeckme nvua no nopyyveHuto paspaboTyMka neKkapCTBEHHOro CpeactBa Ansi MPOBEAEHUST  KITMHUYECKMX
NccneaoBaHUn NeKapCTBEHHOIO npenapara, permctpauum M aKCnepTusbl NEKAPCTBEHHbIX CPEACTB, MpegHasHadeHHbIX AN
obpaweHns B Poccunckon ®egepaumm mnm Ha oOLWEM pbiHKE JNEeKapCTBEHHbIX CpeacTB B paMkax EBpasuickoro
3KOHOMMYECKOTO COH3a, OCYLIECTBMEHUS TOCY4ApCTBEHHOW pPerncrpaumMmM IekapCTBEHHOro npenapata, BKAYEHUst
dapmaLeBTMYECKOM CyOCTaHUMN B rOCYNaRCTBEHHbIN PEECTR JIEKAPCTBEHHbLIX CREACTB U KOHTPOSS KadecTBa JIEKapCTBEHHbIX
CPEeACTB MpU HamnmuuMyM 3aknodeHust (paspeLunTenbHOro AOoKyMeHTa), 0dopMieHHOro MMHMCTEPCTBOM 34paBOOXpPaHEHUSsI
Poccunckon degepaunm B COOTBETCTBMM C pelleHneM Konnernn EBpasviickort 3KoHOMMUYeckon komuccmm ot 16 masa 2012 . N
45 "O epnuHon chopme 3aknoyveHus (paspelumTenbHOro [AOKYMEHTA) Ha BBO3, BbIBO3 M TPaAH3UT OTAENbHbLbIX TOBAPOB,
BKIIOYEHHbBIX B €AWHbIV NEepeYeHb TOBAPROB, K KOTORPbIM MNRPUMEHSOTCA MEpPbl HETAPUMHOIO PEryavMpoBaHua B TORroene c
TRETLMMMW CTRAHAMU, Y METOAMYECKUX YKa3aHWSX MO ee 3anofnHeHuK" (danee - 3akn4veHue);

r) Hay4HO-UccrnenosartesibCkme opraHusauuu, 06pasoBaTeanb|e OopraHm3aumn BbiCLLEro 06pa3OBaHl/I$| N npounssoguTenu
NeKapCTBeHHbIX cCcpeacts - And pa3pa60T|<|/|, ncenenoBaHuim, KOHTpOnA 6e3onacHoCcTM, KavecTBa W Sd)(beKTVIBHOCTI/I
JNIeKapCTBEeHHbIX CpencTB Npu Halmim4nm 3aKno4eHun4d;

4) MeauuMHCKMe opraHmM3auuu, a Takke opraHu3auun, ykasaHHble B OoanyHkTax "a" - "r" HacTodulero nyHKTa, Ans
OKasaHUsi MeAULMHCKON NOMOLLM MO XKM3HEHHbIM MOKa3aHWSAM KOHKPETHOro nauveHTa NuMbo okasaHus MegULUHCKOW MOMOLLM

OorpaHN4eHHOMY KOHTUHIeHTY NnauneHToB C pep,K017| n (VIJ'IVI) 0cob0 Tspkenon natonornen npun Hann4nmn 3aKnr4YeHna.

3. Beosz B Poccunckyto Pegepaumio KOHKPETHOW NapTUU 3aperMcTpupoBaHHbIX U (MNKN) He3aperncTpUpoBaHHbLIX
NeKapCTBEHHbIX CPeACTB, MpefHasHaYeHHbIX A5 NPOBEeAEHUs! KIMHUYECKMX WCCNEeAoBaHWN JNEKApCTBEHHBLIX MNpenapaTos,
KOHKPETHOMN MapTUX HE3apPErMCTPUPOBaHHBIX FIEKAPCTBEHHbIX CPEACTB AN NPOBEAEHWUSI IKCMEPTU3bl NTEKAapPCTBEHHbLIX CPeacTB
B LENsiX perncrpaumm u akcnepTuabl NIekapCTBEHHbIX CPEACTB, NpefHa3HavyeHHbIX ans obpaweHus B Poccuiicko ®enepaumm
unu Ha obLeM pblHKE IEeKapCTBEHHbIX CPeAcTB B pamkax EBpasniickoro SKOHOMMYECKOrO CO3a, OCYLLECTBIEHUSA
rocynapCTBEHHOW perncTpaumnm NekapCcTBEHHbIX MPenapaToB, BKOYEHNS (hapMaLleBTUYECKON CybCTaHUMN B FTOCYapCTBEHHbIN
peecTp feKapCTBEHHbIX CPEACTB, KOHKPETHOW MNapTuM He3aperncTpupoBaHHbIX IEKApCTBEHHbIX CPEACTB ANs OKasaHwus
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MEOWLUWNHCKOM MOMOLLM MO >KU3HEHHbIM MOKa3aHMSIM KOHKPETHOro nauMeHTa unu Afs OKasaHust MeOAMLMHCKOW MOMOLLM
OrPaHUYEHHOMY KOHTMHIEHTY MaLWEHTOB C pegko u (unu) ocobo TsHKENow nartornorven B pamkax AeaTtenbHocTn PoHaa
NOAAEPXKKM OETEN C TSXKEMbIMU XKUIHEYTPOXKAOLNMN U XPOHUYECKMMU 3ab0NeBaHUSAMU, B TOM Yncre peakummn (opdbaHHbIMK)
3abonesaHuamy, "Kpyr gobpa" (panee COOTBETCTBEHHO - KOHKpETHas napTus NeKkapcTBEHHbIX cpedcTtB, POHAO) MOXeT
OCYLLECTBIATLCS HA OCHOBaHUWU 3aKMYEHUs NO 3asiBNEHUSM HOPUAMYECKUX NUL, YKasaHHbIX B OoanyHkTax "a" - "a" nyHkra 2
HacTosaumx MNpasun.

(AB3aL B pepakuun, BBeaeHHoW B gencteue c 28 pgekabps 2022 roga nocraHosneHveM [paButensctea Poccuiickon
denepaumm ot 26 aekabpa 2022 rona N 2432. - Cm. NpeabIayLL Yo penakLnio)

JlekapcTBeHHblEe cpeacTBa MOryT 6biTb BBe3eHbl B Poccuiickyto denepaumio B LENsX, yKadaHHbIX B NYHKTE 5 HACcTOoALINX
MpaBun.

4. 3anpeuwaetca BBo3 B Poccunckyto Pepepaunto dhanbcuduumpoBaHHbIX, HegobpoKaveCTBEHHbIX, KOHTpadaKTHbIX
nekapCcTBEHHbIX CPEACTB.

5. JlekapcTBeHHble npenaparbl ANs MeOWULIMHCKOro npumeHeHus MoryT ObiTb BBe3eHbl B Poccuiickyio depepaumio ons
TNNYHOTO MCMONb30BaHMS Y MHBbIX HEKOMMEPYECKUX Liernen 6e3 3aknioyeHuns, ecnym OHN NpegHas3HavYeHbl Anis:

a) NWYHOrO WCMOMNb30BaHUSA uanyeckumn nuuamu, npubbiBwKMMKU B Poccunckyto ®epepaumio. Npyu 3TOM BBO3 B
Poccuiickyto ®epepaumio nNekapcTBEHHbIX NpenapaToB, COAEPXaLUMX CUIMbHOOENCTBYWOLME U (UNnN) SO0BUTbIE BELLECTBA,
BKITHOYEHHbIE COOTBETCTBEHHO B CMMUCOK CUMbHOAENCTBYOLLIMX BELLECTB AN Lienen crartbi 234 u apyrnx crarten YronoBHOro
kopekca Poccunckon Penepaumm n B CNIMCOK SA0BUTLIX BELECTB ANd Lenen ctatbn 234 v ApyrMx cTaten YronoBHOro KoAekca
Poccunckon Penepauuu, yTeepxaeHHble noctaHosneHveM lMpasutenbctBa Poccunckon Peaepaummn ot 29 aekabpa 2007 ©. N
964 "O6 yTBEPXAEHUN CMUCKOB CUIIbHOOENCTBYIOWMX U SAA0BUTbIX BELECTB AN Lenen cratbu 234 W Opyrux_crartemn
YronoBHoro koaekca Poccuickon denepaumm,_a Takke KPYNHOro pasmepa CUNbHOAEWCTBYIOLINX BELLECTB AN Lenen cratbu
234 YronosHoro koaekca Poccuiickon ®Pepepaumun”, ocCylecTBNAETCA NpW HanMyun LOOKYMEHTOB (3aBEPEHHbIX Konuin
OOKYMEHTOB MMM  3aBEPEeHHbIX BbIMUCOK W3 HMX), MOATBEPXKAAKOLWMUX Ha3HaAYeHUe U3NYECKOMY nuLy  YKa3aHHbIX
NeKapCTBEHHbIX NpenapaToB, 3a NCKMIOYEHNEM NEKapCTBEHHLIX NpenapaToB, 3aperncTpmpoBaHHbIX B Poccuickon degepaunn
n otnyckaembix B Poccuiickon ®egepaunm 6e3 peuenta Ha NekapCTBEHHbIN npenapart. YkaszaHHble AOKYMEHThI (MX 3aBEPEHHbIE
KOMUM WNW 3aBEPEHHbIE BbLIMUCKM M3 HUX) OOMMKHbI COAepXaTb CBEOEHUS O HAaUMEHOBaHMM W KONMYECTBE Ha3HAYEeHHOro
neKkapCcTBEHHOro npenaparta. B cnydae ecnun Takme OOKYMEHTbl (MX 3aBEPEHHbIE KOMWUM UIM 3aBEPEHHbIE BbIMMCKU U3 HUX)
COCTaBIEHbI HAa MHOCTPAHHOM S3bIKe, K HUM npunaraeTcsa HoTapuarbHO 3aBePEHHbLIN NEPEBO Ha PYCCKUIA A3bIK;

0) ucnonb3oBaHMs PabOTHMKaMM OUNNOMATUYECKOro Kopryca WNU NpeacTaBUTENSMU MEXOYHapOOHbIX OpraHuM3auun,
aKkpeaouToBaHHbIX B Poccuiickon Pepepaunu;

B) Jle4YeHUs1 NacCaXkMpoB U YNEHOB SKUMaXeW TPaHCMOPTHLIX CPeAcTB, MoesgHbiX Gpurag M BoAUTENEen TPaHCMOPTHbLIX
CPeAcTB, NPUOLIBLLMX Ha TAaMOXEHHYIO TEPPUTOPUIO EBpasninckoro 3kOHOMUYECKOro coto3a (B anTeykax NepBoii MOMOLUM STUX
TPaHCNOPTHbIX CPEACTB B OrPaHUYEHHOM KONMYECTBE, ONpeaerneHHOM 3aKOHO4aTeNbCTBOM rocyaapcTea Ux permctpauum);

F) ne4vyeHna Yy4YaCTHUKOB Od)I/ILI,I/laJ'IbeIX MeXOYHaPOOHbIX KYJbTYPHbIX, CMNOPTUBHbIX MepOI'IpI/IFITVIIZ 1N y4yacCTHUKOB
MeXOyHapOoaHbIX aKcnegmumn.

6. Ana nony4yeHuns rOpUAMYECKUM NMLOM, YKa3aHHbIM B NyHKTe 2 HacToawmx [paBun (aanee - 3asBuTenNb), 3aKknioyeHUs
3asBuTENb nNpeacTtaenseT B MwuHUCTepcTBO 3apaBooxpaHeHus Poccuiickon ®Pegepaumm € nomollbio  begepanbHon
rocygapcTtBeHHON WHOpMauUMOHHON cuctembl "EAMHBIN NoOpTan rocygapCTBEHHbIX WM MyHMUMNANbHbIX YCnyr (dyHKuun)"
(oanee - eguHbI NnopTan) B hopMe aneKTPOHHOIO AOKYMEHTA, MNOANMUCAHHONO 3NIEKTPOHHON NOANUCHIO0 (MPOCTON 3NEKTPOHHON
noanucblo, NGO yCMNEHHOM KBanMPUUMPOBAHHOW 3NEKTPOHHOM MOAMUCHI0, NIMOO YCUNEHHOW HekBannuLMpoBaHHON
3MNEKTPOHHOM NOANUCHLI0, CEPTMUAMKAT KITto4a NPOBEPKN KOTOPOW CO3AaH M UCMONb3yeTCcsa B MHAPACTPYKType, obecnevnBatoLLemn
WHPOPMALIMOHHO-TEXHOMOIMYECKOe B3anMOOeNCcTBME WMHPOPMALMOHHBLIX CUCTEM, WCMONb3yeMblX ANA MpefoCcTaBneHus
roCyAapCTBEHHbIX W MYyHMUMNAnNbHbIX YCAyr B 9MNEKTPOHHOW dopme, B YycTaHoBrneHHoMm [lpaBuTtensctBom Poccunckon
depepauun nopsgke), 3asBneHne (C ykasaHMEM HaUMEHOBaHUS FIeKapCTBEHHOro npenapara u (unu) dapmaueBTU4ECKON
cybCcTaHuum, nekapCcTBEeHHOW (QOPMbl, A03bl, KOHLEHTpauun, acoBKW, HAMMEHOBaHWS OpraHv3auuyM - npov3BOaUTENs
nekapcTBeHHOro npenaparta u (4nu) cdapMaueBTUYeCKOn cybGCcTaHLmMKn, CTpaHbl NPOM3BOACTBA NIEKAPCTBEHHOrO npenapata u
(vnun) cbapmavieBTMYECKON CyOCTaHLUMK) (Oanee - 3asBMneHne) ¢ NPUNOXeHNeM CneayLInX JOKYMEHTOB B 3NEKTPOHHOW hopme
(nakeTa aNeKTPOHHbIX JOKYMEHTOB):
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a) NPOEKT 3aKro4eHns;

©) obocHoBaHME KONMMYEeCTBa BBO3WMbIX JIEKAPCTBEHHbLIX nNpenapatoB U (Mnv) dapmaueBTUYeCckux cyobcTaHuun.
O6ocHoBaHWe KonuyecTBa BBO3MMbIX NIEKapCTBEHHbIX CPEACTB B Liensx pa3paboTku, uccnegosaHuii, KOHTponsa 6esonacHocTy,
KayectBa U 3(PPEKTUBHOCTU NEKAPCTBEHHbLIX CPEACTB Onpeaensercsd UCXoas M3 TEeXHOMNOrMYeckon CXembl MPOM3BOACTBA
nekapcTBeHHOro npenapata u martepuanbHoro 6anaHca (MPOM3BOACTBEHHOW peLenTypbl), COCTaBMEHHOro Mo AaHHbIM
NPOMBILLIEHHOIO pernameHTa (TEXHOMOrMYEeCKNX MHCTPYKLIMI) NO NPOU3BOACTBY NeKapCTBEHHbIX CPEACTB MMM ero NpoekTa, u
npeacraenseTca B BUAe BbIMUCOK U3 MPOMBILLNIEHHOMO perfaMmeHTa (TEXHONOrMYECKUX MHCTPYKLMI) UM MX NPOEKTOB, BbINNCOK
13 HOPMaTMBHOW OOKYMeHTauuu (HOPMaTMBHOMO AOKYMEHTa MO KayecTBY) WK MX NPOEKTOB, coAepXalluux MHgopMauuo o
KOnuMyecTBe rneKkapCTBEHHOrO0 CpeacTsa, Heobxooumoro Ans NpOBeAeHWs UCMbITaHWWA KayecTBa MO COOTBETCTBYHOLLMM
nokasaTtensiM, CCbISIOK Ha papmakonenHble CTaTbW rocygapCTBEHHOM dhapmakorneun, gapmakonenHble ctatbuM dpapmakoneun
EBpasuiickoro 9KOHOMMYECKOro coto3a unu  3apybexHbix apmakoneM u  pacyeToB  3IKCMNEPTHOrO  yypexaeHus,
OCYLLECTBNAOLLEro 3KCNepTU3y nekapcTeeHHbIX cpeacts. OB0CHOBaHME KONMYeCTBa BBO3MMbIX NEKAPCTBEHHbIX NpenapaToB B
Lenax nNpoBeaeHns KNMHUYECKNX UCCMeLoBaHUA NekapCTBEHHOro npenaparta onpeaenseTca MCXoasa U3 YCNoBUN NPUMEHEHUS
nekapCcTBEHHOro npenapaTa B paMKkax NpoBeAeHUs KNMHUYeCKOro UccregoBaHus 1 NnpeacTaBnsaeTcs B BUAE CBEOEeHUn O cxeme
npuema, p[osax, KOHUEeHTpauusix, acoBke, KpaTHOCTW Mpuema, AONMTENbHOCTU nepuoga MPUMMEHEHUS feKkapCTBEeHHOro
npenapata B KNUHUYECKOM WMCCrefoBaHWUM, KONMYecTBe MaLMeHTOB, MPUHUMAKLWNX y4acTMe B KIMHUYECKOM McCneaoBaHuu,
UMK MHBIX JOKYMEHTOB, MOATBEPXAALWMX HE06X0AUMOCTE BBO3a NIEKAPCTBEHHOIO Npenapara B 3asiBNIeHHOM OObeME;

B) KOMuW gorosopa (KOHTpakTa), NPUNoXeHns U (Unun) AOMNOMHEHUS K HEMY, a B Crlydae OTCYTCTBUSA AoroBopa (KOHTpakTa) -
KONWM MHOTO JOKYMEHTA, NOATBEPXKAAIOLLEro HAMEePEHNUsi CTOPOH (B criyyae y4acTusi 2 unu 6ornee CTOPOoH);

r) Konuu [OKYMEHTOB, MOATBEPXKOAIOLWMX Ka4YeCTBO IeKapCTBEHHOro npenapata (3a WCKMIYEeHWEM cryyYasi BBO3a
NekapCcTBEHHOrO Mpenapara A4S okasaHus MeAMUMHCKOM MOMOLLM MO >KU3HEHHLIM MOKa3aHWsIM KOHKPETHOro nauueHTa nmobo
OKasaHust MeaLMHCKOM MOMOLLM OrpaHUYEHHOMY KOHTMHIEHTY NauWEeHTOB C peakon u (unn) ocobo TSKenow natonornemn) m
(vnun) dhapmaneBTMYeCKUX CyOCTaHUMIA, BblAAHHBLIX OpraHuW3auMen - MpovM3BOAMTENEM NEKapCTBEHHbIX CPEACTB WM MHON
opraHu3auumen, YNorHOMOYEHHOW Ha MOATBEPXAEHWE KadecTBa JIEKAPCTBEHHbLIX CPeacTB B COOTBETCTBUM  C
3aKOHOOATENbCTBOM CTpaHbl MPOUCXOXOEHUSI NEKapCTBEHHONO CpPEeACTBa, CoAdepXalluMe rfokasatenu (XapakTepucTuKu) C
yKasaHWeMm MecTa NPOM3BOACTBA KOHKPETHOMO NIEKapCTBEHHOTO CPeACTBa;

[) B criyyae BBO3a KOHKPETHOW MapTWMU 3aperMcTpupoBaHHbIX M (UMW) HE3APErMCTPUPOBAHHbBIX NEKAPCTBEHHBLIX CPEACTB,
npegHasHayYeHHbIX Ans NPOBEAEHUS KIMHUYECKMX UCCIeqoBaHNi NEKApCTBEHHbIX NPenapaToB, KoMK AOKYMEHTOB (MakeTbl U
(vnn) cboTorpachum ynakoBok), NoATBEPXKAAIOWNX HaAMNeXallyto MapKUPOBKY JIeKapCTBEHHbIX CPEACTB, 0OYCOBMMUBAIOLLYIO UX
LienieBoe UCMoNb30BaHNe UCKMIOUYUTENBHO B KIMHUYECKUX UCCedoBaHUSIX;

3) B Clydae BBO3a JIeKapCTBEHHOro npenapara And okKasaHuA MEANLMHCKON MOMOLUM MO XXU3HEHHBIM MOKa3aHUAM
KOHKPETHOro nauuneHTa:

KOnusi NpoTOKoNa 3akn4veHus BpavyebHon Kommccnm nubo KoHcunMyMa Bpadven degepansHoro ydpexaeHus (BpavebHomn
KoMmMccun nnbo KOHCUIMYMa Bpadelr CTPYKTYPHOrO MNOoApasfeneHusl HayyHoro wunm obpasoBaTenbHoro denepanbHoro
yUYpexaeHusl), B KOTOPOM OKa3blBAeTCs MeOMLMHCKasi MOMOLLb MauuMeHTy, MNOAMNMCaHHOrO PYKOBOOUTENEM yupexaeHust
(pykoBOAMTENEM CTPYKTYPHOIO MOApPA3feNnieHnst Hay4yHoro wunm obpasoBaTenbHoro deaepanbHOro YUYpexaeHus, NLOoM,
WCMOSHAOLWMM 00513aHHOCTU PyKOBOAUTENS YUPEXAEHMWS, NMMBO YNONMHOMOYEHHBIM NULIOM B JOMKHOCTU HE HIDKE pPyKOBOAUTENS
CTPYKTYPHOrO noApasgeneHvst Hay4yHoro unv obpasoBaTenbHoro denepanbHoro yyupexaeHus, ero 3amectuTens, B cdepy
AeATENbHOCTM  KOTOPOrO  BXOASAT  BOMPOCHI  OpraHu3aumM  MedVMUMHCKOW — MOMOLUM), O  Ha3HayeHun  MauueHTy
He3aperMcTpMpoBaHHOIO NEKapCTBEHHOIO npenaparta Ans Oka3aHWs MeOULMHCKOM MOMOLUM MO XM3HEHHbIM MokasaHusM (c
yKaszaHWeM TOProBOro HaumeHoBaHUS NMOO MeXZyHapOOHOro HemnaTeHTOBAHHOrO HaVMEHOBaHWs, NeKapCTBEHHON (DOpMbl,
[O3VPOBKM U KONMUYECTBa HE3aperMcTpMpoBaHHOIO NEKApPCTBEHHOrO npenapaTta n o60cHoBaHMEM HeEOOXOQMMOCTU ero BBO3a),
unm obpalleHne ynosIHOMOYEHHOrO WCMOMHUTENBHOIO opraHa cyobekta Poccuiickon degepaumm 0 HeO6GXOAMMOCTU BBO3a
He3aperMcTpMpoBaHHOIO JIeKapCTBEHHOrO Npenaparta Ofs OKasaHus MEAMUMHCKOW MOMOLLUM MO >KWU3HEHHbIM MOKa3aHWUAM
KOHKPETHOIO MauMeHTa C MPUIIOKEHWEM KOMWM NPOTOKONa pelleHust BpadebHON KoMUCCUM NMBO KOHCUIMyma Bpaden
yypexaeHus cyobekta Poccuiickont Pefepauun, B KOTOPOM OKasblBAETCH MeAWLMHCKasi MOMOLLb MauueHTy, MOANUCaHHOro
PYKOBOAUTENEM YUYPEXAEHUS MO0 NULLOM, UCMOSMHSIOLLMM ero 06s13aHHOCTM, O Ha3Ha4YeHNW NaLUeHTY He3aperncTpupoBaHHOMO
rnekapCTBEHHOro npenapata Afs OKasaHUs MeOWLMHCKOW MOMOLUM MO >KM3HEHHbIM MOKasaHusM (C ykasaHWeM TOProBoro
HaMMEHOBaHNsi MO0 MEXAYHapPOAHOIO HENAaTeHTOBAaHHOIO HAaMMEHOBaHUS, NEKApPCTBEHHON (DOPMbI, JO3UPOBKM 1 KONMM4ecTBa
HEe3aperncTpMpoOBaHHOIO NEKApCTBEHHOIO Mpenaparta), UMM Konmusi pelleHust dKkcnepTHoro coseTa ®oHpga o6 obecneveHun
KOHKPETHOro pebeHka C TShKENbIM XKM3HEYrpoXarlLUM U XPOHUYECKMM 3aboneBaHveMm, B TOM 4ucre pegkum (opdaHHbIM)
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3aboneBaHueM, B OTHOLWEHMU KoToporo ®OoHOOM peanusyeTcs AOMONHUTENbHbIA MEXaHU3M opraHusaumm n UHaAHCOBOrO
obecneveHnss okasaHusi MeguUMHCKON noMoLLm (Npy HeobxoammocTu 3a npegenamu Poccuiickon ®epepaumm), obecnedeHus
NeKapcTBEHHbIMM MpenapataMmn U MeguUMHCKUMU U3Jennusmu, B TOM YUCNE He 3apernctpupoBaHHbiMM B Poccuiickon
degepauunn, U TEXHUYECKMMU cpeacTBaMu peabunutaumu, He BXOASAWMMU B dredepanbHbli nepeyvyeHb peabunmTaunoHHbIX
MEpPONpPUATUN, TEXHUYECKUX CpeacTB peabunutauumn wn ycnyr, npeaocTaBnsiemMblX WHBanNuay (4anee - Nogaepxka), wunm
KOHKPETHOro rpaxgaHuHa C TSXKEmMbIM XU3HeYrpoXatoLwmMM U XpoHMYeckum 3abonesaHnemM, B TOM Ymcre pegkmum (opdaHHbIM)
3aboneBaHmeM, KOTOPbLIA Monyyan NOAAEPXKKY B pamkax gedtenbHoctn doHpga [0 JOCTMKeHus um 18-neTHero Bospacta um
obecneveHne okasaHua NoAOEPXKKM KOTOpPOoMY ocyliecTBnsietca PoHOOM B Te4eHMe OOHOro roga nocre AoCTWXKeHust um 18-
neTHero Bo3pacta (ganee - Aetn ¢ opcaHHbIMK 3aboneBaHMAMKM), HE3aPErMCTPUPOBAHHBIM JIEKAPCTBEHHbLIM NMpenapaTtom (c
yKasaHMem TOProBoro HaMMeHoBaHMA NNBO MeXayHapOAHOro HEenaTeHTOBaHHOTO HaMMEHOBAHWUS, NEeKapCTBEHHOM (hopMbl,
OO3VMPOBKM M KONMUYECTBa HE3aperncTpupoBaHHOrO JieKapCTBEHHOrO Mpenapara), WM BbIMMCKA M3 TaKoro peLueHus
akcneptHoro coBeta @doHOa (C yKasaHMeM TOProBOr0 HaMMEHOBaHUS NUOO MEeXOYyHapoOoHOro  HenaTeHTOBaHHOro
HaUMEHOBaHUS, NEKAPCTBEHHOM DOPMbI, JO3MPOBKM M KONMYECTBA HE3APErMCTPMPOBAHHOIO NEKAPCTBEHHOIO npenapara);

(AB3aL B pepakuun, BBeOeHHoW B gencteme ¢ 28 pgekabps 2022 roga nocraHoBneHveM [paButenbctBa Poccuickon
Ddenepaumu ot 26 nekabpa 2022 rona N 2432; B pegakuun, BBeeHHou B Aencteme ¢ 18 aBrycta 2023 roga nocTaHOBNEHUEM
MNpaButenbcrBa Poccuiickon ®enepatimm ot 10 aBrycta 2023 rona N 1316. - CM. npeapiayLLyo peaakLu)

Konna nacnopta wnn ceBuaetenbCtBa O POXAEHUW nauneHTa, KOTOpOoMYy Ha3Ha4eH He3apeFI/ICTpI/IpOBaHHbIIZ
J'IeKapCTBeHHbIIZ npenapart ana okasaHud MEANLMNHCKOM MOMOLLN MO XXU3HEHHbIM NOKa3aHUSAM.

He OonyckaeTcqa NoBTOPHOE npeactaBlieHNne YKa3aHHbIX MPOTOKOI0B pel.lJeHI/II?I BpaHGGHbIX Komuccui nmdo KOHCUITNYMOB
Bpaqeﬁ, €Clim N0 HMM BbigaHO 3aKrn4yeHune paHee (Kpome pel.ueHvu7| Bpa‘-leﬁHle Komuccuin nnbo KOHCUITMyMOB Bpaqe|7|, B
KOTOPbIX NponucaHbl NNeKapCTBEHHbIE NpenapaTtbl NOXNU3HEHHO UK ONA ONNTENbLHON Tepanum 3860HeBaHVIF|);

X) B CNnyyae BBO3a JIeKApCTBEHHOrO npenaparta Ansi OKa3aHus MeAUUMHCKOW MOMOLUM OrpaHUYeHHOMY KOHTUHIEHTY
nauneHToB C pedkon u (unu) ocobo TsHKeNon natonornent B pamkax AesaTenbHocTu PoHaa - KONWs peLleHust SKCMEePTHOro
coeta PoHOoa O OPMUPOBAHUM pe3epBa JIEKAPCTBEHHbLIX NpenapaToB B LENdxX HesameanuTenbHoro obecneyeHust
HeonpeneneHHon rpynnbl AeTen ¢ opdaHHbIMM  3aboneBaHMsaMu  (C yKa3aHMEM TOProBOro HauMMeEHOBaHMA NuGo
MEeXOyHapoOgHOro HEeNnaTeHTOBaHHOIO HaMMEHOBaHMWS, NEeKapCTBEHHOW (OpMbl, O03MPOBKM, OOBbEMOB, noanexalinx BBO3Y,
3aboneBaHnsa (COCTOSHWS) NALUEHTOB, ANS OrPaHMYEHHOrO KOHTUMHIEHTa KOTOPbIX BBO3UTCS NEKAPCTBEHHbIM Npenapar), unm
BbIMMUCKa M3 TaKOro pelueHust akcnepTHoro coseta doHaa (C ykazaHMeM TOProBOro HaMMeEHOBaHMS MO0 MeXayHapo4HOro
HEenaTeHTOBaHHOrO HaMMEHOBaHMWS, JIeKapCTBEHHOM popMbl, O03MpPOBKM, O6bLEMOB, noanexawimMx BBO3y, 3aboneBaHus
(cocTosiHMS) NaUMeHTOB, ANsl OrPaHNYEHHOr0 KOHTUHIEHTa KOTOPbIX BBO3UTCS FIEKAapCTBEHHLIN Npenapar).

(MoanyHKT gononHUTENbHO BKIoYeH ¢ 28 aekabpsa 2022 roga noctaHoeneHvem [Npasutensctea Poccuiickon ®enepatinm
OT 26 nekabpsa 2022 rona N 2432; B pepakuuu, BBegeHHoOM B pgenctBue ¢ 18 aerycta 2023 roga MmoOCTaHOBMNEHWEM
MNpaButenbcrBa Poccuiickor ®enepatimm ot 10 aBrycta 2023 rona N 1316. - CM. npeapiayLLyo peaakLu)

7. BB0o3 He 3apeructpupoBaHHoro B Poccuiickon degepauuun nekapcTtBeHHOro npenapata Angd okasaHus MeguLMHCKON
NMOMOLLMN OFPaHUYEHHOMY KOHTUHIEHTY MauMEHTOB C peakon u (unu) ocobo Tsbkenow natonornen (3a UCKIKYeHWeM cry4vaes
BBO3a fIEKAPCTBEHHbIX NpenapaToB A4S 0OKasaHWsi MEQULMHCKON NMOMOLLM OrpaHUYEHHOMY KOHTUHIEHTY NaUMEHTOB C peaKon 1
(vnn) ocobo Tskenow naTonorner B pamkax gestensHocTn PoHaa) OcCyLecTBRSIETC Ha OCHOBaHWUM  3aKMYeHUs,
NOAroTOBIEHHOrO BO UCMONHeHWe akTa NpaButensctea Poccuiickon ®Penepauum, B KOTOPOM YKa3bIBAKOTCS OPUAMYECKOE NULIO,
ocyuwlecTensowee Beo3 B Poccuickyto defepauuio He3aperncTpupoBaHHOIO NeKapCTBEHHOro npenapara, MexayHapoaHble
HenaTeHTOBaHHble HaVMEHOBaHWS NeKapCTBEHHbIX NpenapaTos, UX OpMbI, A03UPOBKM, 06bEMbI, NOAMEXaLLMe BBO3Y, a Takke
3aboneBaHue (COCTOSAHUE) NaLMEHTOB, ANS OrPaHNYEHHOrO KOHTUHIEHTa KOTOPbIX BBO3UTCA NeKapCTBEHHbIV npenapar.

(AB3aL B pepakuun, BBeaeHHoW B gencteme c 28 pekabpsa 2022 roga nocraHosneHveM [paButensctea Poccuiickon
denepaumm ot 26 aekabpa 2022 rona N 2432. - Cm. NpeablayLL Yo peaakLunio)

KOpnanyeckoe nuuo, ykasaHHoe B akTe [NpaBuTtenbcTtBa Poccuiickon ®egepaunmn, B TedeHme 3 paboumx gHEN Co OHA ero
n3gaHus npegcraensieT B MuHMCTEpPCTBO 3apaBooxpaHeHusi Poccuiickon ®epepauum NOCpeacTtBOM e€AMHOro noprana
3asiBfieHne, a Takke JOKYMEHThI, yKa3aHHble B noanyHkTax "a" u "B" nyHkTa 6 HacToawmx [pasun. B 3asBneHmmn ykasbiBaloTcA
HOoMep n gaTa akta Npasutenbctea Poccuiickon ®epepaumn.

PaccMoTpeHune npeacTaBneHHbIX JOKYMEHTOB U MPUHSITUE MO HUM PELUEeHUsT OCYLLECTBSIOTCS B COOTBETCTBMU C MYHKTOM
9 HacTogmx [MpaBun.
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8. [Ing Bblgayn 3akroveHns 3asBuTeNb BnNpase nNpeacTtaBuUTb KOMUM CBUAETENbCTBA O rocygapCTBEHHOW perncTpauum u
cBMOETENbCTBA O NMOCTAHOBKE Ha YYeT B HArloroBOM OpraHe, a Takke Konuu paspelleHus MuHucTepcTBa 3paBoOOXpaHeHUst
Poccuinckon ®depepaumm Ha npoBedeHWe KIMHUYECKOrO MCCNeaoBaHUsA feKapCTBEHHOro npenapata (B criyyae BBO3a
KOHKPETHOM napTuM NeKapCTBEHHbIX CPeacTB, MpegHasHadeHHbIX Ans  MPOBEAEeHUsT  KIMHUYECKUX  MccnegoBaHuin
neKkapCTBEHHbIX MnpenapaTtoB) NO cobcTBeHHOM MHUUmMaTMee. MuHMCTepcTBO 3gpaBooxpaHeHuns Poccuiickon ®epepaumm He
BrpaBe TpeboBaTh y 3asBUTENS NPEACTaBNEHNSA KONUIA yKazaHHbIX JOKYMEHTOB.

9. MuHucTtepcTBO 3apaBooxpaHeHusi Poccuiickon Pegepaumm B CpoK, He Mpesblwarowmi 5 paboumx gHen co gHsA
NOCTYNMNEHNs JOKYMEHTOB, YKa3aHHbIX B yHKTax 6 u 7 HacToawmx Mpasun:

a) NpoBOAUT MPOBEPKY MOSIHOTbI M [AOCTOBEPHOCTM CBEAEHWN, COAEPXaLUMXCA B MNPeACTaBMNEHHbIX 3asBUTENEM
AOKYMEHTax, a B Criyyae ecnv 3asiBUTeSlb He MpeacTaBun Konuio paspelueHuss MMHMCTepcTBa Ha NPOBEAEHUE KITMHWYECKOro
nccrnefoBaHuUs NekapCTBEHHOro npenapara (B criyyae BBO3a KOHKPETHOWM MapTWUU NEKapCTBEHHbIX CPEACTB, NpefHasHaYeHHbIX
AN NPOBEAEHUs] KMUHUYECKUX WCCredoBaHWiA NEeKapCTBEHHbIX MNpenapaTtoB), TakkKe MPOBEPKY HanMums yKasaHHOro
paspelleHns y 3asiBUTENsl Ha OCHOBaHWM [aHHbIX peecTpa BbldaHHbIX paspelleHuii Ha npoBefdeHUe  KITMHUYECKUX
nccneqoBaHuin NekapcTBEHHbIX Npenaparos;

6) 3anpawmBaeT U Mony4aer B Nopsigke MEXBEOOMCTBEHHONO MHEOPMAaLMOHHOro B3avmoaencTeust ot denepanbHom
HamnoroBon cnyxobl MHOpPMaLuio O dakTe BHECEHMSI CBedEeHUN O 3asaButene B EOWHBIA rocygapCTBEHHbI peecTp
opuanyeckmux nuu 1 o dakte NOCTaHOBKM 3asBUTENSA Ha y4YeT B HaNoroBOM OpraHe, ecriv 3asBuTeNb He NpeacTaBuil KOnun
CcBMAETENbCTBA O rocy4apCTBEHHOW perncTpaunm 1 cBUaeTENbCTBA O NOCTAHOBKE Ha y4eT B HArNOroBOM OpraHe;

B) NPUHUMAET pelleHne O Bblgadve 3akito4YeHUua Unn pelleHune 00 oTkase B Bblgaye 3aKN4veHunsa c YKa3aHnem npuyduH
OTKa3a,

r) HanpasndeT B NNYHBIN KabuHeT 3aaBUTENA Ha eguHOM noprtane B cbopme QNEeKTPOHHOIro AOKyMeHTa, noannucaHHOoro
yCVIJ'IeHHOﬁ KBaJ'IVI(*)MLI,MpOBaHHOVI SJ'IeKTpOHHOVI noanncblo, 3akn4yeHne nnn yeeagomneHne 00 oTKkase B Bblgaye 3aKkIo4YeHUs ¢
YKa3aHnem npu4nH Takoro otkasa.

10. OTKa3 B Bblga4e 3akNio4YeHUs He ABMSeTCs npenaTtctenemM Ana NoOBTOPHOro npeactaBieHnda JOKYMEHTOB U cBefeHun B
COOTBETCTBUN C MYHKTOM 6 HacToAWmMX I'Ipanm nocne yctpaHeHua npu4nH, NoCny>xXmBLLMX oCHOBaHMEM ONA OTKasa.

11. MNnaTa 3a Bblgavy 3aknto4yeHnsi He B3MMaeTcs.

12. OcHoBaHWeM A5t OTKas3a B Bblgaye 3akmnioveHns SBnsaTCs cnegywuine obcToaTenbCTRA:

a) Hann4ymne HenomnHbIX Unn HeaoCTOBEPHbIX cBedeHnn B AOOKyYMeHTaXx, npeactaBndeMblX 3adaBuTenem Ana nonydyeHuda
3aKn4yeHuns,

0) nekapcTBEHHOE CPEeACTBO, 3asiBreHHoe Ans BBO3a B Poccuiickyto Penepauuio ons Lenen MeguuuHCKOro NnpuMeHeHus,
3anpeLLeHo K MeaNLIMHCKOMY NMPUMEHEHMIO Ha TeppuTtopumn EBpasnnckoro 3KOHOMMYECKOro Co3a;

B) lopMamMdeckoe NuLo, NpeacTaBuBLLEE 3AsABNEHME U JOKYMEHTbI AN LEenen nonyyeHus 3akiioyeHnst B COOTBETCTBUM C
OyHKTOM 7 HacTtosawmx [paBuni, He ykasaHO B COOTBeTCTByLWeM akTe [MpaButenbcteBa Poccuiickon degepaumm kak nuuo,
yNorTHOMOYEHHOE Ha BBO3 He 3apernctpupoBaHHoro B Poccuiickon degepaumm nekapCTBEHHOro npenaparta Ans okasaHus
MeZNLIMHCKOW NOMOLLM OrpaHUYEHHOMY KOHTUHIEHTY NaUMEHTOB C PEAKOW U (M) 0COD0 TshKEnow naTornorven.

13. MuHucTepcTBO 3gpaBooxpaHeHuss Poccuinckon degepaumm BeOeT pPeecTp BblAaHHbIX 3aKMOYEHUIA B 3NEKTPOHHOM
BMAe B YCTAHOBIEHHOM MM MOpsSiAKe, KOTOPbIN HOCUT MHCPOPMAaLIMOHHbIV XapakTep.

14. CeefeHuis, cogepxalimnecd B 3aKro4eHudax, exeHegernbHo, He no3aHee nepBoro pa6oqero AHA Kaner,apHoﬁ Hegenu,
npeacrtasnAlTCA MMHVICTepCTBOM 34paBOOXpaHeHnA Poccunckon cbep,epau,mm B TaMOX€HHble OopraHbl B 3JIEKTPOHHOM BuUAe
nocpencTtBsoM Ucnonb3oBaHUA €0WUHOWN CUCTEMbI MEXBELOMCTBEHHOIO ANEKTPOHHOIo B3aMMOLENCTBUSA.

15. OpraHu3sauumu, ocyliecTBMBLLIME BBO3 B Poccuiickyto ®efiepaunto nekapcTBeHHbIX NpenapaTos, npeaHa3HavYeHHbIX Ans
oKa3aHWsl MeULMHCKON MOMOLLM MO >KM3HEHHbIM MoKa3aHWsIM KOHKPETHOTO NaumeHTa, a Takke opraHu3aumm, OCyLLecTBUBLIME
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BBO3 He 3apeructpupoBaHHoOro B Poccuiickori ®efepaummn nekapcTBEHHOro npenapara Ansg okasaHus MeauUMHCKOW MoMOLUU
OrPaHUYEHHOMY KOHTUHIEHTY MaUMEeHTOB C peakor u (unun) ocobo Tskernon natonornen, B TedeHne 10 paboumx gHew co gHs
nony4yeHns1 neKapCTBEHHbIX NpenapaToB MEeOULUHCKOW opraHu3aumen, B KOTOPOW oOKasblBaeTcs MeauUMHCKas MOMOLLb
nauuneHty, ysegoMmnsawT 06 3atom MwuHMCTepcTBO 3apaBooxpaHeHus Poccunckon degepaumm B Gopme 3MEeKTPOHHOro
OOKYMeHTa, NOAMMCaHHOMO 3NeKTPOHHOM NOANUCKHI0 (MPOCTOM 3NEKTPOHHON NOANMUCHI0, IO YCUNEHHOW KBaNMULMpOBaHHOM
3MNEeKTPOHHOW NOANUCHI0, NGO YCUNEHHOW HEKBANUMULIMPOBAHHON 3NEKTPOHHON NOAMUCHIO).

YTBEP>XOEH

noctaHoBneHvem MpaBuTenbCcTBa
Poccunckon ®enepaumm

oT 1 noHsa 2021 roga N 853

YTBEPXOEH

noctaHoBneHwem lNpaButennLcrea
Poccunckoun ®enepaumumn

oT 1 nroHs 2021 roga N 853

NEPEYEHb YTPATUBLLUUX CUITY AKTOB U OTAEJNbHbIX NONOXEHUA AKTOB MPABUTEJIbCTBA
POCCUNCKON ®EQEPALIUN

1. NoctaHoBnenve [lpasutensctsa Poccunckon Penepauum ot 29 ceHtsabpa 2010 . N 771 "O nopsake BBo3a
NEKAPCTBEHHbIX CPEACTB AN  MEAWLIMHCKOINO MPUMEHEHUa Ha Tepputopuio  Poccuiickon  depepauun” (CobpaHne
3akoHogatenbcTBa Poccuickon degepaumm, 2010, N 41, ¢1.5235).

2. MNocraHoenenne [NpaButensctBa Poccurickonn Penepaumm o1 3 uioHg 2011 . N 441 "O BHECEHUU WU3MEHEHUN B
HekoTopble akTbl [MpaButenbctBa Poccuiickon Pepepaumm nNo BonpocaMm BBO3a Ha Tepputoputo Poccunckon denepaumm
TIeKapPCTBEHHbIX CPeAcTB ANnga MeauvumHckoro npumMeHeHus” (CobpaHne 3akoHogaTtenbcTBa Poccuiickon ®epepauun, 2011, N
24, c1.3494).

3. [yHKT 4 wn3MeHeHUNn, KOTOpble BHOCATCA B akTbl [lpaButenbcrtBa Poccunckon Pegepauuun no  Bonpocam
NPEnoCTaBNeHns rocy1apCTBEHHbIX Yenyr B cdhepe obpallieHnsi NeKapCTBEHHbIX CREACTB, YTBEPXAEHHbIX MNOCTAHOBMNEHUEM
MpaButensctBa Poccuiickon Penepaumm ot 5 pekabpsa 2011 . N 1001 "O BHECEHUN WU3MEHEHUI B HEKOTOPbIe aKThbl
MpaButenbcrBa Poccuiickon denepaumn No BOMNpocaM MNpPeaoCTaBNeHUs rocyAapcCTBEHHbIX yenyr B cdepe obpalleHus
nekapcTBeHHbIX cpeacts” (CobpaHue 3akoHogaTensctea Poccuiickon ®epepaumn, 2011, N 50, ¢1.7390).

4. TyHKT 128 Wn3MEHeHUI, KOTOpble BHOCATCA B akTbl [lpaButenbctBa Poccuickon  Pepepaumm no Bonpocam
AedarenbHocTv MuHucTepcTBa 3apaBooxpaHeHns Poccuinckon Penepaiivm, yTBEPXKOEHHbIX NOCTaHoBneHveM [NpaBuTtenscrea
Poccuiickon Penepaumm ot 4 centabpa 2012 . N 882 "O BHeCeHUUM U3MEHEHUW B HEKOTOPble akTbl [1paBuTENnbCTBA
Poccuinckon depepaummn no Bonpocam aestensHocty MuHuUcTepcTBa 3apaBooxpaHeHusa Poccurickon ®enepaumn” (CobpaHune
3akoHogatenbcTBa Poccuickon degepauun, 2012, N 37, ¢1.5002).

5. MyHKT 28 wn3MeHeHuN, KOTOpble BHOCATCSA B akTbl [lpaButensctBa Poccuiickon Penepaumn, yTBEPXKOEHHbLIX
nocraHoBneHveM [lpaButenbctBa Poccuickonn Penepaumm o1 15 oktabpsa 2014 . N 1054 "O BHECEHUN WU3MEHEHUN B
HekoTopble akTbl [MpaButenbcTBa Poccuiickon Penepauun” (CobpaHmne 3akoHogatensctBa Poccunckon ®egepaumm, 2014, N
43, c1.5892).

6. MNocTtaHoBnenune lMpaButenbctea Poccuiickon Penepaumm ot 28 aekabpsa 2016 . N 1515 "O BHeCeHUM M3MEHEHUS B
nyHKT 9 NpaBun BBO3a NEKAPCTBEHHbLIX CPEACTB ANA MEAULIMHCKOrO NpuMeHeHus Ha Tepputoputo Poccuinckon ®enepaummn”
(CobpaHnue 3akoHogaTtenbcTBa Poccuiickon denepauun, 2017, N 2, c1.346).

Pepakuns OOKyMeHTa C y4eToOM
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M3MEHEHWNIN 1 O0MNOSTHEHUI NOAroTOBMEeHa
AO "Kopgekc"
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