006 yTBep>XaeHun AGMUHUCTPATUBHOIO perjlaMeHTa
MuHucTepcTBa 3gpaBooxpaHeHus Poccunckon depepaumm no
npenocTaBJ/IEHUIO rOCYyapCTBEHHOM YCJIYyIry Nno Bbigaye
3aKJ1Il04eHUH (pa3peLlunTesibHbiX JOKYMEHTOB) Ha BBO3 B
Poccuiuckyio depepauuio KOHKPETHOU napTum
3aperucCTpupoBaHHbIX U (M) He3aperncTPMpPoOBaHHbIX
NIeKapCTBEHHbIX CPencTB, NpeaHa3Ha4YeHHbIX A NpoBefeHus
KJIMHUYECKUX UCCNenoBaHUM JleKapCTBEeHHbIX NpenapaTos,
KOHKPETHOMU NapTUM He3aperncTPUpPOBAHHbIX 1IEKAPCTBEHHbIX
CpeAncTB AN NPOBeAeHUA SKCNepTusbl IEKAapPCTBEHHbIX CPeacTB
B LesiiX perucTtpauum u 3KCnepTusbl JieKapCTBEHHbIX CPEACTB,
npenHasHaYeHHbIX AnA obpaleHns Ha obLweM pbiHKe
NIeKapCTBEeHHbIX CPeacTB B paMkKax EBpa3uuckoro
5KOHOMMYECKOro coto3sa u (unu) Poccunckon depepauum,
OCYyLLeCTBJIEHUSA rocyapCTBEHHON perucTpauum seKapCTtBeHHbIX
npenaparos, BKJIl0O4YeHUs (papMaueBTUY4eCKOn cybcTaHuuu B
rocyaapCcTBeHHbIN peecTp NeKapCTBEHHbIX CPeacTB, KOHKPETHOMU
NapTUM He3aperucTPMpPOBaAHHbIX JIeKAaPCTBEHHbIX CPeacTB AJA
OKa3aHUA MeULMNHCKOWA NMOMOLLUM MO XXU3HEHHbIM NoKa3aHUAM
KOHKPEeTHOro naumMeHTa nMb0 oKasaHMA MeaULMHCKOW NOMOLUMU
OrpaHU4Y€eHHOMY KOHTUHIeHTY NauuMeHTOB C peaKoMn u (unu) ocobo
TAXKEeNIoN naTosiorueu

Mpukas - Ne 880H - 0T 25.08.2021 - MMHNCTEPCTBO 34pPaBOOXpaHeHns - [lencTeyeT 6e3 n3MeHeHun

MWHWUCTEPCTBO 3PABOOXPAHEHISA POCCUACKOW ®ELEPALIAN
MPNKA3
MOCKBA

25 aBrycta 2021 r. Ne 880H

06 yTBEpXAeHUN AOMUHUCTPATMBHOIO periaMmeHTa MnHNCTepCcTBa 34PpaBO0XpaHEHNS POCCMINCKON
depepaumm No NpefoCTaBAEHUIO rOCYyAapCTBEHHOM YCYT i MO BblAaYve 3aKJIYeHN (pa3pelnTenbHbIX
LLOKYMEHTOB) Ha BBO3 B Poccunckyo ®efepaLmio KOHKPETHOW NapTun 3aperncTpupoBaHHbIX 1 (1au)
He3aperncTpMpPOBaHHbLIX NEKAPCTBEHHbLIX CPEACTB, NPefHa3HaYeHHbIX 415 NPoBeAeHNS KINMHUYECKUX
MCCNnefoBaHWIM NeKapCTBEHHbIX NPenapaToB, KOHKPETHOW NapTUM HE3aPEerncCTPUPOBAHHbLIX IEKAPCTBEHHbIX
CPeLCTB ANs NPOBEAEHNA SKCNEePTU3bl IeKapCTBEHHbLIX CPEACTB B LEeNiaX perncrpaLlmm n skcnepTussl
NEKAPCTBEHHbIX CPeACTB, NpefHa3HavYeHHbIX Ans obpalleHns Ha 0bLeM pbiHKE 1eKapCTBEHHbLIX CPEACTB B
pamMkax EBpa3uinckoro sKOHOMUYeCKoro coto3a u (nnm) Poccminckon deaepauum, ocyLLeCTBIEHUS
roCyfapCTBEHHOW PerncTpaLmnm JeKapCTBEHHbIX NPenapaTos, BKIYeHNS papMaLeBTnyeckon cybcTaHumum
B rOCYAapCTBEHHbIN peecTp NeKapCTBEHHbIX CPELCTB, KOHKPETHOW MapTun He3aperncTpupoBaHHbIX
NIeKapCTBEHHbIX CPeACTB 418 OKa3aHUsA MeANLUHCKON NOMOLLM MO XU3HEHHbBIM MOKa3aHUAM KOHKPETHOro
naumeHTa nMbo okasaHWa MeAULNHCKOWM MOMOLLM OFPaHUYEHHOMY KOHTUHIEHTY NaLWeHTOB C peaKon 1
(nnu) ocobo Taxenow naTonormei
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3apeructpupoBaH MuHiocTom Poccum 11 okTabpsa 2021 r.
PernctpaumnoHHbii Ne 65365

B cooTBeTCTBUM C NyHKTOM 3 paBui BBO3a JIeKapCTBEHHbIX CPeACTB AN MeAULUHCKOro NPUMEHEHNS B
Poccuinckyto ®egepaumio, yTBEP)KAEHHbIX NOCTaHOBNeHNeM [MpaBuTenscTBa Poccuinckon ®egepauum ot 1
noHsa 2021 r. Ne 853 "06 yTBepxaeHum Mpasua BBO3a SIeKapCTBEHHbLIX CPEACTB 15 MeAULMHCKOr0
npuMeHeHns B Poccuinckyto ®epgepaumio v NPU3HaHUM YTPATUBLUMMUN CUITY HEKOTOPbIX @KTOB U OTAeJSIbHbIX
MOJIOXKEHU HEKOTOPbIX akToB MpaBuTenscTBa Poccuinckon ®epepaummn” (CobpaHue 3akoHogaTeNbCTBA
Poccuiickon ®epepaumm, 2021, Ne 23, 1. 4092), n NMpasunamu pa3paboTkn u yTBEPXKAEHNS
aAMUHUCTPATUBHBIX PernaMeHToB NpefoCcTaB/ieHns rocyjapCTBEHHbIX YCAYT, YTBEPXKAEHHBIMU
noctaHoBneHuem MpasuTtenscTBa Poccunckon depepauum ot 16 mas 2011 r. Ne 373 "O paspaboTke u
YyTBEPXAEHUN alMUHUCTPATUBHBIX PErIaMEHTOB OCYLLECTB/IEHNA FOCYLapCTBEHHOIr0 KOHTPOAS (Hafa3opa)
N aAMUHNCTPATUBHLIX PErlaMEHTOB NPeAoCTaBNEHUS rocyAapcTBeHHbIX ycnyr" (CobpaHue
3aKoHogaTesnbcTBa Poccminckon ®epepaumm, 2011, Ne 22, ¢1. 3169; 2018, Ne 46, cT. 7050), npuka3sbiBato:

1. YTBEpAnTb NpunaraemMbln AGMUHUCTPATUBHBIA pernaMeHT MMHMUCTepPCTBa 34paBooOXpaHeHna POCCUNCKON
depfepaLm No NpefoCTaBAEHNIO FOCY4apCTBEHHOWN YCYrk Mo Bbl4aye 3aKM0YeHUN (pa3pelunTenbHbIX
JOKYMEHTOB) Ha BBO3 B Poccuinckyto ®egepaumio KOHKPETHOM MNapTunM 3aperncTpUpoBaHHbIX U (1nan)
He3aperucTpupoBaHHbIX JIeKapCTBEHHbIX CPEACTB, NpefHa3HavYeHHbIX 4J19 NPOBeAeHNA KIUHUYECKNX
nccnenoBaHWIn ekapCTBEHHbIX NPenapaToB, KOHKPETHOW NapTUM He3aperncTpUpoBaHHbIX IEKapCTBEHHbIX
CpencTB Ans NpoBeAeHUs 3KCNepTu3bl JIeKapCTBEHHbIX CPeACTB B LIeAX pernctpaumm n sKkcnepTusbl
NeKapCTBEHHbIX CPeACTB, NpefHa3HavYeHHbIX Ans obpalleHns Ha obLeM pbiHKe eKapCTBEHHbIX CPeACTB B
paMkax EBpa3ninckoro sKOHOMMUYeCKoro cotosa u (nam) Poccuinckon denepaumm, oCyLLECTBAEHNS
roCcyZapCTBEHHON perncrTpaummn neKapCTBEHHbIX NpenapaTos, BKAOYEHUS hapMaLleBTUYeCKon cybcTaHLmm
B rOCyAapCTBEHHbIN peecTp NeKapCTBEHHbIX CPELCTB, KOHKPETHOW MapTun He3aperncTpupoBaHHbIX
JleKapCTBEHHbIX CPEACTB A1 OKa3aHUa MeAULUHCKON NOMOLLN MO XU3HEHHBIM MNOKa3aHUAM KOHKPETHOr0
naumeHTa nMbo okasaHWa MeaULNHCKOW MNOMOLLM OFpaHUYEHHOMY KOHTUHIEHTY NaLWeHTOB C peaKon 1
(nnn) ocobo TaXKenowm NaToNornen.

2. MpusHaTb yTpaTMBLUNMMN CUITY:

npukas MnHUCTepCTBa 34paBooxpaHeHns Poccuiickon ®epepaumm ot 2 aBrycta 2012 r. Ne 58H "06
yTBEPXAEHUN AOMUHUCTPATUBHOMO perfnamMmeHTa MUHUCTEPCTBa 34PaBOOXpaHeHNs POCCUinCKom
®epepaumm nNo NpefocTaBAEHNI0 FOCY4apCTBEHHOW YCyr Mo Bblgaye paspeLleHnin Ha BBO3 Ha
Tepputoputo Poccniickon defepaunn KOHKPETHOW NapTUX 3aperncTprMpoBaHHbIX U (1)
He3aperncTpUpPOBaHHbIX JIEKaPCTBEHHbIX CPEACTB, NpefHa3HavYeHHbIX 4J15 NPOBeAeHNsA KIMHUYECKNX
nccnefoBaHNin 1ekapCTBEHHbIX NPenapaToB, KOHKPETHOW NapTUM HE3aperncTpPUPOBaHHbLIX IEKAPCTBEHHbIX
CpencTB, NpefHa3Ha4vYeHHbIX 415 NPOBeAeHMs 3KCMepTU3bl N1eKapCTBEHHbIX CPELCTB B Lesiax
OCYLLEeCTBJIeHNA FroCyLapCTBEHHOW perncTpauum IeKapCTBEHHbIX MPenapaTos, KOHKPETHON napTuu
He3aperncTpupoBaHHbIX JIEKapCTBEHHbIX CPeACTB ANS OKa3aHWs MegULMHCKOM NOMOLLM MO XXU3HEHHbIM
MOKa3aHMAM KOHKPETHOro nauneHTa" (3apernctpuposaH MMHUCTEPCTBOM OCTULNN POCCUACKON
®epepauymnn 4 mapta 2013 r., peructpaunoHHbIn Ne 27438);

NYHKT 2 U3MEHEHWIN, KOTOPble BHOCATCS B HEKOTOpbIE MpuKa3bl MMHUCTEPCTBa 34paBOOXPaHEHNS
Poccninckon ®degepaunmn, yTBepxAeHHbIE NPpUka3oM MHNCTEPCTBa 34paBoOOXpaHeHMa Poccninckon
®epepaumnm ot 7 okTa6psa 2013 r. Ne 704H "O BHECEHUW M3MEHEHWI B HEKOTOPbLIE MpUKa3bl MMHUCTEPCTBA
3[paBooxpaHeHns Poccunckon ®epepaunn" (3aperncTtpupoBaH MMHUCTEPCTBOM OCTMLIMN Poccninckon
®epepaummn 14 Hosbpa 2013 r., perncTpaunoHHsbin Ne 30377).

3. HacTosawwmin npuka3s gencreyet fo 1 ceHtabps 2027 roaa.

MuHucTp M.A.Mypaluko
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YTBEP)XX[EH

nprkasom MuUHMCTepCTBa 34paBoOOXPaHeHUs
Poccuinckon ®epepauun

oT 25 aBrycta 2021 r. Ne 880H

ALMWHUCTPATUBHBIN perfameHT

MuHmnCTepcTBa 34paBooxpaHeHns Poccminckon ®eaepauim no npefocTaBAeHNIo rocy4apCTBEHHON YCAYri
no BblJaye 3aK/o4eHN (pa3pellmTesbHbIX JOKYMEHTOB) Ha BBO3 B Poccuinckyto ®efnepalimio KOHKPETHOM
napTun 3aperncTpupoBaHHbIX U (M) HE3aPErnCTPUPOBaHHbIX IEKAaPCTBEHHbIX CPEACTB,
npefHasHavYeHHbIX 415 NPOBEAEHNS KINHUYECKUX NCCeA0BaHUN NeKapCTBEHHbIX NpenapaTos,
KOHKPETHOW MapTuu He3aperncTpupoBaHHbIX JIEKaPCTBEHHbIX CPeACTB A5 NPOBELEHNS 3KCMepTH3bI
NeKapCTBEeHHbIX CPpeACTB B LeNIAX pernctpaunin n SKCNepTu3bl 1eKapCTBEHHbIX CPeacTB, npeaHa3Ha4eHHbIX
ons obpalleHns Ha obLLeM pbiHKe NeKapCTBEHHbIX CPeLCTB B paMkax EBPa3nMnckoro 3KOHOMNYeCKoro
coto3a u (nnm) Poccuinckon depepaunn, oCyLeCTBAEHNS FOCYAapCTBEHHON perncTpaumm N1eKapCTBEHHbIX
npenapaToB, BKAOYEHUS papMaLleBTUYeCKON CyOCTaHLMM B FOCYAAaPCTBEHHbIN PeecTp NeKapCTBEHHbIX
CPeAncTB, KOHKPETHON MapTun He3aperncTpUpPoBaHHbIX JIEKAPCTBEHHbIX CPEACTB 419 OKa3aHUs
MeLMNLMHCKON MOMOLLM MO XXU3HEHHbLIM MOKa3aHUSM KOHKPETHOro nauneHTa mbo okasaHua MeanLMHCKO
MOMOLLW OrPaHNYEeHHOMY KOHTUHIEHTY NauneHTOB C peakon un (unn) ocobo TAKenon naTosornen

|. ObWwme NofoXKeHns
MNpepmeT perynnposaHng ALMUHUCTPATUBHOIO perjiaMeHTa

1. ADMUHUCTPaTUBHbLIVA pernaMeHT MUHUCTepPCTBa 34paBooxpaHeHns Poccuiickon Pepepaunn (ganee -
MWHNCTEPCTBO) NO NPEAOCTaBAEHNIO FOCYAapPCTBEHHON YCAYr MO BblAaye 3aKao4eHn (pa3peLllmnTesbHbIX
LOKYMEHTOB) Ha BBO3 B Poccuinckyto ®efepaumio KOHKPETHON MNapTun 3aperncTpupoBaHHbIX 1 (1n)
He3aperncTpMPOBaHHbIX JIEKapCTBEHHbIX CPEACTB, MPeAHa3HaYeHHbIX 419 NMPOBeAEHNSA KINHUYECKNX
nccnenoBaHnin IeKapCTBEHHbIX NPenapaToB, KOHKPETHON MapTUM HE3aperncTPMPOBaHHbIX JIEKAPCTBEHHbIX
CpeLnCTB Ond NpoBefeHNs 3KCNepTU3bl JIEKAPCTBEHHbIX CPeACTB B Lefsx perncrpaumm n sKcnepTussl
JIEKAPCTBEHHbIX CPEACTB, NPpeAHa3HavYeHHbIX Ans obpalleHns Ha obLWweM pbiHKE IeKapCTBEHHbIX CPEACTB B
pamkax EBpa3minckoro sKOHOMMYeCKoro cotosa u (nnm) Poccuinckon ®epepaumm, oCyLLeCTBAEHNS
roCyAapCTBEHHOW PerncTpauumn JeKapCTBEHHbIX MpenapaToB, BKAOYEHNS hapMaLeBTUYeCKOn cybcTaHumm
B rOCY[apPCTBEHHbIV PEECTP IEKAPCTBEHHbIX CPEACTB, KOHKPETHOM MNapTuN HE3apPErnCcTPUPOBAHHbIX
JIEKapCTBEHHbIX CPEACTB A1 OKa3aHNa MeAULMHCKON NOMOLLM MO XXU3HEHHbLIM MOKa3aHNAM KOHKPETHOI0
naumeHTa nMbo okasaHna MeAULNHCKOW MOMOLLM OFrPaHNYEHHOMY KOHTUHIEHTY NalWEHTOB C PEAKOW 1
(nnn) ocobo TsaxKenon natonorven (oanee - ADMUHUCTPATUBHLIN pernaMeHT) yCTaHaBMBAET CPOKM 1
nocnegoBaTe/IbHOCTb aAMMHUCTPATMBHbLIX Npoueayp (aencTeuin) MMHMCTEPCTBa B Npouecce
npegocTaBieHNs rocyfapCcTBEHHON YCAYrK, NOPALOK B3aUMOLENCTBUSA MEXAY CTPYKTYPHbLIMM
nogpasgeneHnsamm MMHNUCTEPCTBa, ero 4O/KHOCTHLIMW NNLAMI, @ TakXXe B3aMMOAeNncTBns MUHUCTEpCTBa
C 3a59BMTENSAMM, MHBIMU OpraHaMm rocyaapCTBEHHOW BAACTU U OpraHaMn MECTHOr0 caMoynpaBJ/ieHns,
YYPEXAEHUAMMN N OPraHU3aLnsMmM B NpoLecce NpeaoCcTaBAeHNS roCy4apCTBEHHON yCayrn.

2. FocypapCTBeHHas ycayra npefoCcTaBaseTcs B OTHOWEHWUW JIeKapCTBEHHbIV CPeACTB 419 MeANLUHCKOro
NPUMEHEHNS, BKJIIOYEHHbIX B pa3fen 2.14 nepeyHs TOBapOB, B OTHOLUEHUN KOTOPbIX YCTaHOB/IEH
pa3peLlmnTenbHbIi MOPSAAOK BBO3a Ha TaMOXXEHHY0 TeppUTOpMI0 EBPasmMinckoro 3KOHOMUYeCKOro cot3a u
(nnn) BbIBO3a C TAMOXXEHHOW TEpPPUTOPUN EBPa3MNCKOro 3KOHOMUYECKOro coto3a (npunoxeHune Ne 2 K
pelweHuto Konnernv EBpasmnckomn sakoHoMnyeckon komuccum ot 21 anpens 2015 r. Ne 30 "O mepax
HeTapudHoro peryamposanHuns" 1 ).

1 OdbunumanbHbIN CalT EBpa3nncKoro skoHOMN4eCcKoro cotosa http://www.eaeunion.org/, 22 anpensa 2015 r.,
11 okTsa6ps 2019 r.
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3. FocymapCTBEHHas yCcayra npegocTaBaseTcs npy BBo3e B Poccuinckyto Oenepaunio n3 TpeTbUX CTpaH
KOHKPETHOW NapTun 3aperucTpmpoBaHHbIX U (Mn) He3aperncTPpMpPoBaHHLIX IEKAPCTBEHHbIX CPeacTs,
npefHa3Ha4YeHHbIX 415 NPOBEAEHNS KIMHUYECKUX NCCIe[0BaHNIA IeKapCTBEHHbIX NpenapaTos,
KOHKPETHOWN NapTun He3aperncTpupoBaHHbLIX JIEKAPCTBEHHbIX CPeaCcTB A5 NPOBEeAEeHNs SKCNepTu3bl
JIeKapCTBEHHbIX CPEACTB B LiefsiX perncTpaumm 1 sKCnepTusbl NeKapCTBEHHbIX CPeACTB, NpegHa3HavYeHHbIX
Ans obpaleHns Ha obLLEeM pbiHKe NEKAPCTBEHHBIX CPELCTB B paMKax EBPa3mMncKoro 3KOHOMNYECKOro
coto3a U (nnm) Poccuinckon ®epepaumm, oCyLLeCTBAEHNS FOCYAapPCTBEHHOW PerncTpaLum JeKapCTBEHHbIX
npenapaTos, BKYeHMA (hapMaLeBTMYeckon cybcTaHUMm B roCy4apCTBEHHbIN PEECTP JIEKapCTBEHHbIX
CpencTB, KOHKPETHOW NapTUM HE3apPEerncTPMPOBaHHLIX JIEKAPCTBEHHbLIX CPeACTB A1 OKa3aHus
MeONLUHCKON NMOMOLLN MO XN3HEHHbIM MOKa3aHWAM KOHKPETHOMO NauneHTa SIeKapCTBEHHbLIX CPeACTB A
MeLMLMHCKOro NpUMeHeHns nnbo okasaHnsa MeAULUHCKOM NOMOLLM OFPaHNYEHHOMY KOHTUHIEHTY
nauneHToB C peakon n (unn) ocobo TAKeNon naTosornen.

CBefieHVs U3 3aKt04eHn NpeoCcTaBAAloTCS MUHNCTEPCTBOM B TAMOXKEHHbIE OpraHbl B 3/IEKTPOHHOM BUAE
nocpeacTBOM UCMOb30BaHNSA €ANHOWN CUCTEMbI MEXBELOMCTBEHHOI0 3/IEKTPOHHOIO B3aUMOLENCTBUA.

Kpyr 3asButenen

4. 3aABUTENAMMN Ha NpefoCcTaBNeHne rocyjapCTBEHHOW yCyrn (4anee - 3a9BMTeNn) ABAAI0TCA ceaylolme
topuamnyeckme nmua (nnMbo nx ynoaHOMOYEHHbIE NPeACTaBUTENN):

1) opraHu3aLmmn-nponM3BoANUTENN NEeKaPCTBEHHbIX CPELCTB;

2) opraHu3auuy onTOBOW TOProB/W IEKaPCTBEHHBLIMU CPeACTBaMU;

3) MHOCTpaHHbIe pa3paboTYNKKM NeKapCTBEHHbIX CPEACTB Y MHOCTPaHHbLIE NPOM3BOAUTENN JIEKAPCTBEHHbLIX
CPeLCTB UKW Apyrue opuandyeckne nuua no nopyyeHuio pa3paboTyrka NekapCTBEHHOrO CPeAcTBa - A5
NpoBefeHns KJIMHUYECKUX ccneoBaHnii iekapCTBEHHOM O npenapaTa, perncTpauumn n skCnepTussl
NeKapCTBEHHbIX CPeACcTB, NpefHa3HavYeHHbIX ans obpalleHns Ha obLieM pbiHKe eKapCTBEHHbIX CPeACTB B
pamKkax EBpa3mnckoro 3kOHOMMYeCKOro cot3a u/unm Poccunckon ®enepaumm, oCcyLecTBaeHNS
rocyZLapCTBEHHON perncTpauum n1ekapCTBEHHOr0 npenapaTa, BKAYeHUs apMaLeBTUYeckon cybctaHLumm
B rOCYAapCTBEHHbIN peecTp NeKapCTBEHHbIX CPELCTB U KOHTPOIS KavyeCTBa JIeKapCTBEHHbIX CPeACTB;

4) Hay4HO-UccnefoBaTeNbCKMe opraHm3aunm, obpasoBaTenbHbIe OpraH13aLmm BoiCLLIero obpa3oBaHms 1
NPOV3BOANTENN NEKAPCTBEHHbLIX CPEACTB - A4 pa3paboTku, nccnefoBaHUn, KOHTPOAS Be3onacHoCTy,
KayecTBa 1 3PPEKTUBHOCTU JIEKAPCTBEHHbIX CPenCTB;

5) MeanUMHCKMe opraHM3aLnm, a Takxxe opraHm3alunm, yKkasaHHble B noAnyHKTax 1 - 4 HacToAwero
NYHKTa, - 415 OKa3aHNA MeAULMHCKOW NOMOLLM MO XU3HEHHbIM MOKa3aHWAM KOHKPETHOro nauueHTa nanbo
OKa3aHuA MeANLIMHCKON MOMOLLM OrPaHNYEHHOMY KOHTUHIEeHTY NaLUeHTOoB C peakon u (nnm) ocobo
TAXesI0N NaTosIornen.

TpeboBaHMs K NOPSAKY UHHOPMUPOBAHUS 0 NPELOCTaBIEHNN rOCYAaPCTBEHHON YCaYyTrK

5. NHchopmaLma o nopsfke npefoCcTaBAeHNs roCy4apCTBEHHOW YCYr pa3MeLlaeTcs:

1) Ha oduumansHOM canTe MUHUCTEPCTBA B MHDOPMALIMOHHO-TEIEKOMMYHMKALUNOHHON ceTn "IHTepHeT"
(Danee - opmumnansHbIn canT MMHUCTEPCTBA, ceTb "VIHTepHeT");

2) Ha othmLManbHOM canTe B hefilepanbHOMN rocyapCTBEHHOW MHDOPMALIMOHHON cucTeme "EAMHBIA nopTan
rocyapCTBEHHbIX U MyHUUMNaAbHbIX yCnyr" (fanee - EQuHbIA nopTan);

3) B henepasibHON roCyLapCTBEHHON NHPOPMALIMOHHON cnucTeme "deaepasbHblil peecTp roCyaapCTBEHHbIX
ycnyr (pyHkuun)" (ganee - hegepanbHbil peecTp);

4) Ha NH(OPMALMOHHBIX CTEHAAX B MOMELLEHWUM NPUEMHON No paboTe ¢ obpalleHnsaMU rpaxaaH;

5) no Homepam TenedoHOB A5 CNPaBOK.

6. CnpaBo4Has MHMopMaLuma No BoNpocam npefocTaBieHns rocyaapCTBEHHOW YCayrn pasMeLLaeTcs:

1) Ha opuumanbLHOM canTe MMHUCTEPCTBA;

2) Ha EguHom nopTane;
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3) B hepepanbHOM peecTpe;

4) Ha NH(OPMALMOHHbBIX CTeHAaX.

7. CripaBOYHas MHGpOpMaLMs NpefoCTaBNAeTCa LO/HKHOCTHBIMY nuaMn MUHMCTepCTBa No TenedoHy, Ha
JINYHOM NpUeMe 3asBUTENS UAN MUCbMEHHO MOYTOBLIM OTMNPaBIEHNEM MO0 3N1EKTPOHHLIM CO0bLLIeHMEM MO
agpecy, yKazaHHOMY 3asBUTesIeM.

CnpaBoyHas UH(opMaLMs BKIIIOYaeT CBeAEHMS 0 MeCcTe HaxoxaeHns, rpadrke paboTsl, CNPaBOYHbIX
TenedoHax, HoMepe TenetoHa-aBTOMHOPMaTopa, afpecax ouLMansHOro canta MMHUCTEPCTBA,
3/IEKTPOHHOW NOYThI U (1K) hopmbl 06paTHON CBA3N C MUHUCTEPCTBOM.

8. Ha omumanbHoM cante MnHucTepcTBa, Ha EAMHOM nopTane pa3smellaeTcs ceayowas nHpopMaumsa:
1) ncyepnbiBaOLWNUA NepevyeHb LOKYMEHTOB, HE06X0AUMBIX AN NPeLOoCTaBeHUs roCy4apCTBEHHOW YCayry,
TpeboBaHMA K 0ChOPMNEHUIO YKa3aHHbIX LJOKYMEHTOB, @ TakXXe nepeyeHb JOKYMEHTOB, KOTOPbIE 3afBUTESb
BNpaBe NpeACcTaBuTb N0 COBCTBEHHON UHNLIMATUBE;

2) Kpyr 3asBuTenen;

3) CpOK npenocTaB/ieHNs rocyjapCTBEHHON YCNyru;

4) pe3ynbTaTbl NPefoCTaBleHNs rocyJapCTBEHHON yCNyri, NOPAAOK NpeacTaBaeHns JOKYMEHTa,
ABNAIOLLEr0CS pe3y/ibTaTOM NPefoCTaBNeHNS FOCY4apCTBEHHON yCAyri;

5) pasmep rocyfapCTBEHHOMN NOLUMHbI, B3UMAeMOW 3a NpefoCTaBNeHne rocyiapCTBEHHON yCyru;

6) ncyepnbiBaloOLWMIA NepeyeHb OCHOBAHWUIA A1 MPUOCTAaHOBIEHUS UKW OTKa3a B NpefoCcTaB/ieHnm
roCyZLapCTBEHHON yCayru;

7) o npaBe 3asBUTENA Ha focyaebHoe (BHecyaebHoe) ob)xanoBaHne NeicTBUI (6e30encTBIA) N peLleHni,
NPUHATHLIX (0CYLLECTBASEMbIX) B XO4E NPEAOCTAaBNEHNS rOCYAapCTBEHHON yCAyru;

8) hopMbl 3a8BNEHUI (YBeLOMAEHNA, COOBLLEHNI), NCMOSIb3yeMble Npu NPeLoCTaBeHUN FOCy 4apCTBEHHOW
ycayru.

9. NHbopmauma Ha EgnHom nopTane n opurumanbHOM cante MUHMCTEpPCTBa 0 MOPSLAKE M CPOKax
npefocTaBieHNs rocyapCTBEHHON YCAYrn Ha OCHOBaHWUM CBEAEHUI, COLepXKalunxcs B pefepasibHoM
peecTpe, NpefocTaBnseTca 3assutento becnnaTHo.

[ocTyn K MHhopMaLLMK O CPOKaxX ¥ NopaaKe npefocTaBieHNs rocy4apCTBEHHON YCAYr OCyLLeCcTBASETCS
6e3 BbINOSHEHNA 3aABUTENEM KaKnX-N1MbBo TpeboBaHMiA, B TOM Yucie 6e3 ncnonb30BaHUs NporpaMMHOro
obecneyeHns, yCTaHOBKA KOTOPOro Ha TEXHUYECKMe CpeacTBa 3aaBuTtens TpebyeT 3akoveHns
JMLLEH3VMOHHOO MW MHOIO COoralleHuns ¢ npasoobaagaTenemM NporpaMMHoro obecrneyeHus,
npeaycMaTpMBalOLLEro B3MMaHWe nnathl, PerncTpaLmnio iy aBTopmn3aLnio 3aa8mMTens nm
npefocTaBiieHne UM NepCoHaNbHbIX AaHHbIX.

II. CraHOapT npegocTaBieHns rocy4apCTBEHHON yCayri
HanmeHoBaHMe roCcyfapCTBEHHON YCayrm

10. F'ocypapcTBeHHas ycayra no BbiAaye 3akJ04eHUN (pa3pewmnTenbHbIX JOKYMEHTOB) Ha BBO3 B
Poccuinckyto ®egepaumto KOHKPETHOM MapTUN 3apernCTPUPOBaHHbBIX U (M) He3aperncTpMpPOBaHHbIX
JIEKApPCTBEHHbIX CPEACTB, NPeAHa3Ha4YeHHbIX 419 NPOBEAEHNSA KINHUYECKNX NCCed0BaHNN
JIEKAPCTBEHHbIX MPenapaToB, KOHKPETHON MapTUN HE3apPErnCTPUPOBAHHBIX JIEKAaPCTBEHHbLIX CPEACTB ONS
NPOBeEHNS KCMEPTM3bl IEKAPCTBEHHbIX CPEACTB B LENAX PErNCTPaLNN 1 SKCNEPTU3bI IEKaPCTBEHHbIX
CpencTs, NpefHa3Ha4YeHHbIX 419 obpalieHns Ha obLieM pbiHKe IeKapCTBEHHbIX CPEeACTB B paMKax
EBpa3ninCcKoro SKOHOMNYECKOro Coto3a U (nnm) Poccuinckon ®egepauinm, oCyLLECTBAEHNSA FOCY4apCTBEHHON
perncTpaumm nekapCTBEHHbIX MPenapaToB, BKAYEHUS PapMaLleBTUYECKON CybCcTaHUMmM B
roCyapCTBEHHbIA PEECTpP JIeKapCTBEHHbLIX CPEACTB, KOHKPETHOW MapTUN He3aperncTPUPOBaHHbIX
JIEKApPCTBEHHbIX CPEACTB A1 OKa3aHUS MeAULNHCKON NOMOLLM MO XXU3HEHHBIM MOKa3aHUAM KOHKPETHOr0
naumeHTa nMbo okaszaHWa MeaULUHCKOWM MOMOLLM OrpaHNYeHHOMY KOHTUHIEHTY NalUWEHTOB C PEAKOM 1
(nnn) ocobo TsXKenonm naTonormen.
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HavmeHoBaHMe (hefepasibHOro opraHa UCMOHWTENIbHON BACTK, NPeA0CTaBSIOLLIEr0 FOCYAaPCTBEHHYO
ycnyry

11. F'ocypapcTBeHHas ycnyra npefnoctasnaetTcd MMHUCTEPCTBOM.

12. Mpw npenocTaBNeHNN FOCYAapCTBEHHON ycayrn MuHncTepcTBo B3aumogencteyet ¢ PHC Poccun.

13. 3anpeulaeTca TpeboBaTb OT 3aABUTENS OCYLLECTBEHNSA OENCTBWIA, B TOM YUC/1e COrlaCoBaHNi,
HeobX0AMMbIX 411 MOJYyYEeHNS roCyAapCTBEHHON YCAYTY U CBA3AHHbLIX C 0OpallleHNeM B UHble
roCyfapCTBEHHbIE OpraHbl U OpraHun3aLmm, 3a NCKII0YEeHNEM NoJly4YeHnsa yCnyr, BKIIOYEHHbIX B MepeYyeHb
yCNyr, KOTOpble ABNAOTCA HeobxoanMbIMU 1 0693aTeNbHbIMY 419 NpeoCTaBeHNs roCy4apCTBEHHbIX
YyCNyr, yTBepXAeHHbin MpaBnuTensCcTBOM Poccunckon depepaunm 2 .

2 MNocTtaHoBneHune MpaBntenscTBa Poccunckon ®epepauum ot 6 mas 2011 r. Ne 352 "06 yTBEpPXKAEHWN
nepeyHs yCnyr, KoTopble ABAATCA He06X0AUMBLIMY 1 06A3aTeNbHbLIMW AN NPefoCTaBAeH NS
thenepanbHbIMU OpraHamMmmn UCNOJIHUTENbHOWN BACTK, [O0CyaapCTBEHHOW KOpnopaLunen no aTOMHON 3Heprmn
"PocaToM" rocyfapCTBeHHbIX YCYr 1 NpefoCTaBAATCA OpraHM3aumnamMm, y4acTeyoWmnmMm B
npenocTaBfeHNN rocyfapCTBEHHbIX YCAYT, U onpefeneHnn pa3Mepa nnathl 3a ux okasaHue" (CobpaHue
3aKoHoZaTenbCTBa Poccninckon Pepepaunn, 2011, Ne 20, cT. 2829; 2021, Ne 30, cT. 5805).

OnuncaHue pesynbTaTa NpPefocTaBAeHNs roCyAapCTBEHHONM yCyru

14. Pe3ynbTaTaMun NpefoCTaBNEHNSA FOCYAaPCTBEHHON YCAYri SBASIOTCA:

1) Bblgava (HanpaBfieHME) 3a9BUTENIO 3aKJII0YEHNS (Pa3peLlnTesIbHOrO AOKYMEHTa), 0POPMIEHHOrO B
COOTBETCTBUMN C METOANYECKMMMN YKa3aHMAMU MO 3aN0NHEHNIO €ANHON (hOPMbl 3aKH0YEHNS
(pa3pewnTenbHOro 4OKYMEHTa) Ha BBO3, BbIBO3 U TPAH3UT OTAEJ/IbHbIX TOBAPOB, BK/HOYEHHbIX B € ANHBbIN
nepeyeHb TOBAPOB, K KOTOPbIM MPUMEHSIOTCA Mepbl HETAPUGHOr0 peryiMpoBaHns B TOProsse C TPETbUMU
CTpaHaMu, yTBEPXXAEHHbIMU pelueHneM Konnernn EBpa3nnckon 3KOHOMNYeCcKon komuccum 3 (ganee -
3aKJIl04eHMNe (pa3peLlunTeNbHbIA JOKYMEHT);

2) NpeaoCcTaB/ieHNe CBeAEHNI O KOHKPETHOM 3aK/l0YeHUN (pa3peLllunTenbHOM OKYMEHTE), COAepKaLleMcs
B peecTpe BblAaHHbIX 3aK/0YEHWUIA, NN NPeaoCTaBeHNe MHGOPMaL M 06 0TCYTCTBMM 3anpalluBaeMbIX
CBefeHuNn.

3 PeweHune Konnerun EBpa3nminckon 3KOHOMUYECKON Kommuccmm ot 16 maa 2012 r. Ne 45 "O egumHon dopme
3aKJI04eHNS (pa3pellnTenbHOro LOKYMEHTa) Ha BBO3, BbIBO3 Y TPAH3UT OTAE/bHbIX TOBAPOB, BKIIOYEHHbLIX
B eAVHbI NepeYyeHb TOBApOB, K KOTOPbLIM NPUMEHSIOTCA Mepbl HETapUHOro perymposaHns B TOProsne ¢
TPeTbMMU CTPaHaMM, N METOANYECKUX YKa3aHMAX N0 ee 3anofHeHno" (OgunumanbHbin cant KoMmccum
TamoxxeHHOro coto3a http://www.tsouz.ru/, 21 masa 2012 r.; OduumnanbHbIn canT EBpasminckoro
3KOHOMMYECKOro cotosa http://www.eaeunion.org/, 5 ceHTa6ps 2017 r.).

Cpok NpeaoCcTaB/ieHNs rocy4apCTBEHHON YCAyrK, B TOM YMC/e C y4eTOM HeobxoaumocTu obpalleHns B
opraHu3aunuy, y4acTByloLMe B MpefoCTaB/IEHNN TOCYAapCTBEHHON YCYTri, CPOK NPUOCTAHOBJIEHNSA
npenocTtaBneHns rocyp,apCTBeHHon ycnyrun B cjqiy4ae, eCJim BO3MOXXHOCTb NPUOCTaHOBNEHUA
npenycMoTpeHa 3akoHodaTebCTBOM Poccuinckon ®egepalmm, CPOK Bblgaun (HanpaBneHns) LOKYMEHTOB,
ABNAOLWMXCSA pe3yNbTaTOM NPeAoCTaBNEHNS rOCYyAapCTBEHHON yCAyrn

15. Cpok npefoCTaBieHnst roCyLapCTBEHHON YCAYrK U BblAaya (HanpaBfiieHne) [OKYMEHTOB, SABASIOLWNXCS
pe3y/sibTaToOM NpPeAoCTaBEHNS rOCyJapCTBEHHON YCYri, COCTaBNsSET 5 paboumnx fHel co AHs
peructTpauny B MUHUCTEPCTBE 3asBEHNS U OKYMEHTOB, MOCTYMUBLUMX OT 3asBUTENS, B TOM Yucne
nocpencTsom EgmHoro noptana.

HopMaTuBHbIE NPABOBbLIE aKThl, PETYNPYIOLLVE NPEeAOoCTaBNEHE FOCYAaPCTBEHHO YCaY I

16. MepeyeHb HOPMATUBHbLIX NMPABOBLIX AKTOB, PErYIMPYIOLWNX NPeAoCTaBAeHe roCy4apCTBEHHOW YCayr,
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pa3MeLlaeTca Ha ounumnanbHOM canTe MnHuctepcTa, PegepanbHoM peecTpe n EgnHom noprtane.

VicyepnbiBatoLLMi NepeyeHb 10KYMEHTOB, He0OXO4UMbIX B COOTBETCTBUM C HOPMATWBHbLIMI NPaBOBLIMY
aKTaMu 0519 NPeoCTaBNEHUS roCyapCTBEHHOW YCAYTi U YCYr, KOTOPLIE SBASOTCS HEOOX0ANMbBIMU 1
obs3aTeNbHbIMI A5 MPeA0CTaBNEHUS FOCYAAPCTBEHHON YCyri, NOANEXALULMX NPefCcTaBNEHNIO
3asBUTENIEM, CNOCOObLI X MOJYYEHUS 3aSBUTENIEM, B TOM YUCIE B 3JIEKTPOHHON (hopMe,

MopslOK VX NpPeacTaBleHus

17. B uensax nofy4yeHus 3ako4eHuns (paspelimTensHoro JOKYMeHTa) 3aaBuTesb NpeacTaBnseT B
MuHMCTEepCcTBO NOCPeACTBOM EANHOro noptana B (hopMe 3/1eKTPOHHOIr0 AOKYMeHTa, NOAMNMCaHHOro
NPOCTON 3N1EKTPOHHOW MNOAMUCHIO, KOY KOTOPOW MosyyYeH B COOTBETCTBMM C [paBuaaMm ncnosib3oBaHns
NPOCTON 3N1EKTPOHHOM NOAMNCK MPX OKa3aHUM roCy4apCTBEHHbIX N MyHULIMMANbHbIX YCIYT,
yTBEPXAEHHbIMY NOCTaHoBAeHNEM [NpaBuTenbcTBa Poccniickon Pepepaunm ot 25 aHBapa 2013 1. Ne 33 4,
NN YCUNEHHOW KBAaNNMPULNPOBAHHON 3NEKTPOHHON NOAMNCHI0, TM60 YCUAEHHON HEKBANNGULIMPOBAHHOM
3N1eKTPOHHON NOAMNUCHIO, CEPTUMUKAT KtoHa NPOBEPKM KOTOPOW CO3AaH U UCMONb3YeTCs B
NH(PaCTPYKTYype, obecneynsatoLlen MHGMOPMaLMOHHO-TEXHOIOMMYECKOE B3aUMOAEenCTBME
NMHHOPMaLMOHHBIX CUCTEM, UCMOJIb3YEMbIX A5 NPeAO0CTaB/eHN rOCyAapCTBEHHbIX Y MyHULMUNAAbHbIX
YCNyr B 3/1IEKTPOHHON (hOpMe, B yCTaHOBEHHOM NpaBuTenbCTBOM Poccninckon Pegepaunn nopsaake 5,
3asBI€HNE N0 04HOM 13 (hOPM B 3aBMCMMOCTU OT LLeJSIEN BBO3a COrIaCcHO NpuaoxeHmam Ne 1 - 4 K
AOMUHNCTPATMBHOMY PErjiaMeHTy C NPUIOXKEHNEM CNeayoLNX LOKYMEHTOB B 3/IEKTPOHHOW hopme
(MakeTa 3N1EeKTPOHHbIX OKYMEHTOB):

1) NpoeKT 3aKko4eHNs (pa3pelnTensHOr0 AOKYMEHTA);

2) 060CHOBaHNE KONMNYECTBa BBO3MMbIX IEKAPCTBEHHLIX NPEnapaToB v (Uan) apMaueBTUYECKNX
cybcTaHumin. O60CHOBaHMeE KOANYECTBA BBO3MMbIX JIEKAPCTBEHHbIX CPEACTB B LIeNsx pa3paboTkuy,
nccaenoBaHuim, KOHTpons 6€30MacHOCTU, KavyecTBa U 3(PMEKTUBHOCTN IEKAPCTBEHHbLIX CPEACTB
onpeLenseTcs UCXOAA U3 TEXHOIOMMYECKON CXeMbl MPON3BOACTBA JIeKapCTBEHHOr 0 npenapaTa u
MaTepuanbHoro 6anaHca (MPoM3BOACTBEHHOW pPeLLenTypbl), COCTaBAEHHOM0 N0 AaHHbLIM MPOMbILLIIEHHOTO
pernaMeHTa (TeXHONOrMYeCKNX MHCTPYKLMIA) NO MPOU3BOACTBY /IEKAPCTBEHHbIX CPEACTB WK ero npoekTa,
N NpeaCcTaBNSETCA B BUAE BbIMUCOK M3 NPOMbILLAEHHOIO PerjaMeHTa (TEXHOJIOMMYECKNX NHCTPYKLMUIA) Nan
NX NPOEKTOB, BbIMNCOK N3 HOPMATUBHOWN JOKYMeHTaLun (HOPMaTMBHOIO AOKYMEHTa Mo Ka4yecTBy) WK nX
MPOEKTOB, COAEPXKALLMX NHPOPMALIMIO O KONNYECTBE IEKapCTBEHHOMO CPeACTBa, Heobxoanmoro ans
npoBeAeHNsa NCMbITaHUA KayeCcTBa NO COOTBETCTBYIOLLMM NOKa3aTesaM, CCbINOK Ha hapMakonenHble
cTaTbn FocygapcTBeHHoOn hapMmakonen Poccuinckon ®epepaumm, hapMakonenHble CTaTbl hapMakonen
EBpa3ninCKoro 3KOHOMMYECKOro Coto3a Uam 3apybexHbix apMakonen, pacieToB 3KCNEPTHOro
yUpeXXAEeHUS, OCYLLECTBASIOLLEN0 SKCMEPTN3Y JIeKapCTBEHHbIX cpeacTB. O60CHOBaHME KOJIMYeCTBa
BBO3MMbIX JIEKAPCTBEHHLIX MPenapaToB B LIeSIAX NPOBEAEHNS KITMHUYECKUX NCCIeA0BAHUN NIeKaPCTBEHHOIO
npenapaTta onpenenseTcs MCX04s U3 yC0BMIN NPUMEHEHUS JIEKAPCTBEHHOMO NpenapaTa B paMKax
NpoBefeHns KJIMHNYECKOro nccieoBaHnsa n NpecTaBaseTCs B BUe CBeeHU 0 CXxemMe npuema, fo3ax,
KOHLLeHTpauusx, acoBke, KPaTHOCTM nNpuema, AANTENbHOCTU Nepuosia NnpuMeHeHUs neKkapCcTBEHHOro
npenapaTta B KJIMHNYECKOM UCCnenoBaHnn, KOIMYeCTBE NauneHToB, MPMHMMAILWMX y4acTme B
KJINHNYECKOM WNCCNIeA0BaHUN, NN UHbIX AOKYMEHTOB, MOATBEPXAaOLMX He0BX0AMMOCTbL BBO3a
JIeKapCTBEHHOrO npenapaTa B 3asBJIEHHOM 06beMme;

3) KONMK Joroeopa (KOHTpaKTa), NPUNOXKEHMNSA 1 (M) OONOJHEHNS K HEMY, a B CJly4ae OTCYTCTBUS
L0roBopa (KOHTpaKTa) - KOMuu MHOro AOKYMeHTa, NOATBEPXKAAI0LLEro HaMepeHus CTOPOH (B cliyyae
yyacTuma 2 nnm 6onee CTOpPoH);

4) KOnun JOKYMEHTOB, NOATBEPXKAAOLLMX Ka4eCTBO IEKAPCTBEHHOr0 NpenapaTa (3a NCKIYEeHNeM Ciyyas
BBO3a JIeKapCTBEHHOro npenapaTta 4719 OKa3aHWsa MeAULVHCKON MOMOLLM MO XMN3HEHHbLIM NMOKa3aHNAM
KOHKPETHOro nauneHTa mbo okazaHna MegnLMHCKON MOMOLLM OFPaHUYEeHHOMY KOHTUHIEHTY NaLWeHTOB C
peakon n (nnun) ocobo TAXeNon naTonornemn), n (nam) apmaueBTM4yecknx cybcTaHuni, BolAaHHbIX
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opraHmM3auunen - Npon3BOANTENEM JIEKAPCTBEHHbLIX CPEACTB WA NHOW OpraHu3aumen, ynoJHOMOYEHHON Ha
NOATBEPXKLAEHNE Ka4yeCTBa SIeKapCTBEHHbIX CPEACTB B COOTBETCTBUM C 3aKOHOAATENLCTBOM CTPaHbI
MPOVCXOXAEHUS NIEKAaPCTBEHHOMO CPELCTBA, COAEPXKaLLMe NMoKasaTenn (XapakTePUCTHKN) C YKa3aHUEM
MeCTa NPOuN3BOACTBA KOHKPETHOr0 JIEKapCTBEHHOMO CPEACTBa;

5) B cnyvae BBO3a KOHKPETHOW MapTum 3aperncTpupoBaHHbIX U (MK) He3aperncTprpoBaHHbIX
NeKapCTBEHHbIX CPeACTB, MpeiHa3HaYeHHbIX 419 MPOBEAEHUS KIMHNYECKUX NCCNef0BaHuii
NEeKapCTBEHHbIX MPenapaToB, - KONUW LOKYMEHTOB (MakeTbl U (1nn) hoTorpacmm ynakoBok),
NOATBEPXKAAIOLLMX HAAeXallylo MapKNPOBKY JleKapCTBEHHbIX CPeLCTB, 00yCNOBAMBAIOLLYIO X LieieBoe
NCMNO/b30BaHNE NCKITIOYNTENBHO B KIMHUYECKMX NCCNeLOBaHNAX;

6) B Cnyvyae BBO3a JIeKapCTBEHHOr0 NpenapaTa 419 0Ka3aHWa MeAULUHCKOW NOMOLLM MO KU3HEHHbIM
MoKa3aHWAM KOHKPETHOro nauueHTa:

a) Konus NPOTOKOJ1a 3aKJIlo4eHNa BpayebHon KoMmuccum nnbo KoHCcuanyMa Bpaden efepanbHoro
yypexgeHus (BpayebHon komuccun nnbo KOHCUANYMa BpaYer CTPYKTYPHOro Nofpa3fefieHns HayqHoro
nnn obpa3oBaTenLHOro hefepansHOro yupexaeHuns), B KOTOPOM OKa3biBaeTCA MEAULMHCKAs NOMOLLb
nauueHTy, NOANUCAHHOIO PYKOBOAUTENEM yYpeXaeHns (PYKOBOAUTENEM CTPYKTYPHOr0 Noapa3aeeHuns
Hay4YHOro nnu obpa3oBaTeNbHOro hefepasbHOro YYpex 4eHNS, NULOM, NCMNOSTHAKLLNM 0643aHHOCTK
PYKOBOAUTENSA YYpeAeHUs, MO0 YyNOAHOMOYEHHbIM INLOM B JJO/DKHOCTM HE HUXE PYKOBOAUTENS
CTPYKTYPHOro nofpasaefieHns Hay4Horo nam obpasoBaTebHOr0 (hefepasbHOro yupexKieHus, ero
3amecTuTens, B chepy AeaTeNbHOCTM KOTOPOro BXOAAT BOMPOCH! OpraHn3auum MegnuMHCKOM NoMoLLK), O
Ha3Ha4YeHUU NaLneHTy He3aperncTpUpPOBaHHOIO JIeKapCTBEHHOr0 NpenapaTa ANs OKa3aHUs MeauLUHCKOW
MOMOLLM MO XU3HEHHBIM MOKa3aHUAM (C YKa3aHWeM TOProBoro HanMeHoBaHUs nMbo MeXayHapoLHOM o
HenaTeHTOBaHHOIr0 HaVMeHOBaHWS, SIeKkapCTBEHHON (hOPMbI, LO3UPOBKIU U KOIMYeCTBa
He3aperncTpupoBaHHOIrO NeKapCTBEHHOro npenapaTa u 060cHOBaHMEM Heo6X0AMMOCTM ero BB03a);

6) nnn obpalyeHre ynosHOMOYEHHOr0 OpraHa UCNONHUTENbHOW BNacTu cybbekTa Poccunckon depepauuu
0 HeobX0AMMOCTY BBO3a He3aperncTpMpoBaHHOrO IEKapPCTBEHHOr O NpenapaTa 419 OKa3aHus
MeLMNLMHCKON MOMOLLM MO XXU3HEHHBLIM MOKA3aHUSAM KOHKPETHOr0 NnaLneHTa ¢ NPUI0XKEHNEM KOMuK
NPOTOKOJIa pelwleHns BpavebHon komnccum nnbo KOHCUANYMa Bpaden ydypexaeHmnsa cybbekTa Poccuinckom
depepaunm, B KOTOPOM OKa3blBAeTCA MeAMLMHCKasA NOMOLLb MaLUeHTy, MOANUCAHHOrO0 PYKOBOAUTENEM
yupexaeHus nnbo AnLoM, UCNOJTHAKLWNMM ero 0653aHHOCTU, 0 Ha3HAaYeHUUN NaLMEeHTY
He3aperncTpupoBaHHOIO eKapCTBEHHOr 0 NpenapaTa AN OKa3aHUs MeauLMHCKOW MOMOLLM Mo
YKW3HEHHbIM NMOKa3aHWAM (C yKa3aHMeM TOProBOr0 HaMMeHOBaHWA B0 MeXxayHapo4HOro
HernaTeHTOBaAHHOIO HaVIMEHOBaHUS, IeKapCTBEHHON HOPMbI, O3UPOBKMN 1 KOANYECTBa
He3aperncTpMpPOBaHHOrO IEKapPCTBEHHOMO NpenapaTa);

B) KOMWA nacrnopTa WAn CBUAETENbCTBA O POXAEHUW NaLMEeHTa, KOTOPOMY Ha3Ha4veH
He3aperncTpUpOBaHHbIN IEKapCTBEHHLIN NpenapaT 419 OKa3aHUs MeAULUHCKON MOMOLLM MO XKWU3HEHHbIM
NoKa3aHusM.

4 CobpaHue 3akoHofaTenbCcTBa Poccuinckon depepauum, 2013, Ne 5, cT. 377; 2021, Ne 1, cT. 114,
5 Ab63aL YeTBepTbIM NyHKTa 1 cTaTbn 44 PefepanbHOro 3akoHa ot 7 mionsg 2003 r. Ne 126-93 "O cA3n"
(CobpaHue 3akoHomaTenbCcTBa Poccuinckon ®epepaumm, 2003, Ne 28, cT. 2895; 2021, Ne 1, cT. 72).

He monyckaeTcs NOBTOPHOE NpeAcTaBieHNe NPOTOKOI0B peLleHniA BpayebHbIX KoMuccuin nbo
KOHCUINYMOB BPa4en, ecium rno HUM BblJaHO 3aK/Il0YEHNE paHee (KpoMe peLleHnin BpadyebHbIX KOMUCCUIA
Mb0 KOHCUINYMOB Bpayel, B KOTOPbIX MPOMMNCaHbl JIEKapCTBEHHbIE NMpenapaThl MOXWU3HEHHO UAN A5
ANMTenbHON Tepanun 3aboneBaHns).

18. MMHMCTEPCTBO He BnpaBe TpeboBaTb OT 3a9BMTENSA yKa3biBaTb B 3asBJEHNM UK 3aNpOCe CBEAEHNS, a
TaKxe NpeacTaBAsATb LOKYMEHTbI, HE MPEeAYCMOTPEHHbIE MYHKTOM 17 AODMUHUCTPATUBHOIO periaMeHTa.
19. loKyMeHTbI 19 NOAYyYEHUS rOCYAapCTBEHHON YCAYrn AOJHKHbI NMPeACTaBATLCA Ha PYCCKOM A3blKe
Mb0 MMETb 3aBEPEHHbIN NEPEBOA Ha PYCCKUIA A3bIK.
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WcyepnbiBatoLmii nepeyeHb AOKYMEHTOB, HEOHXOAUMbIX B COOTBETCTBUMN C HOPMATUBHbLIMI NPABOBLIMM
aKTaMun Ans npefocTaBieHns rocyAapCTBEHHON YCYri, KOTOPbIE HAXOAATCS B PacropsXKeHnn
roCYLapCTBEHHbIX OPraHoOB, OPraHOB MECTHOr0 CaMOYMPaB/IEHUS 1 UHbIX OPraHoOB, Y4acTBYIOLLMX B
NpefnoCTaBAEHUI roCyAapCTBEHHONM YCIYTi, U KOTOPbIE 3asiBUTEb BrpaBe NpefacTaBUTb, @ TakXKe Crocobb
NX NONYYEHUS 3aBUTENSMU, B TOM YUC/IE B INIEKTPOHHO hopMe,

NopsLOK X NPeACcTaBNeHUS

20. na npefocTaBneHns rocyapCTBEHHOM YCAyrn HeobxoAnMbI Cnefyiowine CBeAEHNS, Hax04AWwmnecs B
pacrnopsiXXeHnmn rocyapCTBEHHbIX OPraHoB:

1) ®HC Poccunm - cBefieHUs 0 3as8BMTeNE, Ccogepkawmecs B EQMHOM rocyjapCTBEHHOM peecTpe
topuanyeckumx auu. Ecnv B kKavecTse 3as8BUTENA BLICTYNAaeT MHOCTPaHHOE PUANYecKoe nLo B ciyyae
npoBeAeHnsa KINHUYECKOro nccaenosanHnsa B Poccuinckon ®epepaummn, NnpeacTaBnsioTCA LJOKYMEHTH,
noATBepXAalolme akkpeanTaumno npeacTaBnTebCTBa MHOCTPAHHOIO OPUANYECKOro nLa Ha
Tepputopun Poccuinckon ®epepauuu.

2) MMHNCTepCTBa - KONUSA BbIAAHHOMO pa3peLleHns Ha NpoBeeHne KJIMHNYEeCKOoro nccaefosaHms
NeKapCTBEHHOro NpenapaTa, B C/ly4ae BBO3a KOHKPETHOW NapTun 3apernCcTpupoBaHHbIX 1 (1au)
He3aperncTpMpPOBaHHbLIX NEKAPCTBEHHbLIX CPEACTB, NPefHa3HaYeHHbIX 415 NPOoBeAeHNS KINHUYECKUX
MCCNenoBaHMIM NeKapCcTBEHHbIX NpenapaTos.

21. 3asBUTENb BMpaBe NPeacTaBnTb (HanpaBuTb) YKa3aHHbIe B MyHKTe 20 AOMMHUCTPaTMBHOIO
pernameHTa cBeAeHMs Mo COBCTBEHHON NHMLIMATUBE.

22. MNpw npefoCTaBAeHUM rOCYyAapCTBEHHON ycnyru MUMHUCTEPCTBO He Brnpase TpeboBaTb OT 3asBUTENS:
1) NnpeacTaBneHns LOKYMEHTOB 1 MH(OPMALIW MW OCYLLLECTBJIEHNS AeACTBUI, NpefcTaBieHne nim
OCYLLEeCTBJIEHNE KOTOPbIX HE MPeayCMOTPEHO HOPMATUBHLIMU MPABOBLIMU aKTaMu, peryampyowmmm
OTHOLLEHNS, BO3HMKAOLLME B CBA3U C NMpefoCTaB/ieHNeM roCyapCTBEHHOW YCyri;

2) npefCTaBNEHNS AOKYMEHTOB N MHGOPMaL MK, KOTOPbIE B COOTBETCTBMU C HOPMATUBHbLIMU NMPABOBLIMU
akTamm Poccminckon ®egepaunm, HOPMaTUBHBLIMU NPaBOBbIMU akTaMu cybbekToB Poccuinckon ®egepaumm um
MYHULMNAAbHBIMWU MPaBOBLIMU aKTaMy HaXOAATCA B PAaCNOPSXKEHUN FOCY 4apCTBEHHbIX OPraHoB,
NPeLoCTaBASALWNX FOCYJAPCTBEHHYIO YCJIYTY, UHbIX FOCYAAapCTBEHHbLIX OPraHoB, OpraHOB MECTHOro
camoynpasJfieHns 1 () NoABeLOMCTBEHHbIX FOCYAapCTBEHHbIM OpraHaM 1 opraHaM MecTHOro
CaMOynpaBfieHNs OpraHM3aLmni, y4acTBYOLWNUX B NPeLOCTaBAEHUN FOCY AaPCTBEHHbIX UM MyHULUAANbHbBIX
yCIyr, 3a UCKJIIOYEHNEM [OKYMEHTOB, YKa3aHHbIX B 4acTu 6 cTaTbn 7 PefepasbHOro 3aKkoHa oT 27 nions
2010 r. Ne 210-®3 "O6 opraHm3aumm NpefoCcTaBAeHUs roCyAapCTBEHHBIX U MyHUUMAAALHBIX YCyr" (aanee
- GepepanbHbin 3aKoH oT 27 uions 2010 r. Ne 210-93) 6 ;

3) npefcTaBfiieHNs JOKYMEHTOB U MH(OPMaLIMKN, OTCYTCTBME U (MSIM) HEAOCTOBEPHOCTb KOTOPbLIX He
YKa3blBaAUCh Npy NepBoHa4YasibHOM OTKa3e B MpueMe AOKYMEHTOB, HE0BX0ANMbIX ANS NpefoCTaBNeHNS
rocyfapCcTBEHHOW ycnyru, nnbo B NpeaoCcTaBieHn rocyfapCTBEHHOW YCAYTY, 3@ UCK/IOYEHNEM Cly4aEes,
npefycMoTPeHHbIX MYHKTOM 4 4acTu 1 ctaTbn 7 ®efepanbHoro 3akoHa ot 27 mionsg 2010 r. Ne 210-03 .

6 CobpaHue 3akoHoAaTenbCTBa Poccunckon depepaunn, 2010, Ne 31, cT. 4179; 2021, Ne 1, cT. 48.

McyepnbiBatoLLIMA NepeYyeHb OCHOBAHMWI 11 0TKa3a B NpUemMe AOKYMEHTOB, HE0OX0ANMbIX AS
NpenoCTaBEeHNS FOCYNapCTBEHHOMN YCayru

23. OcHoBaHUA ONif 0TKa3a B NpreMe AO0KYMEHTOB, He06X0AMMbIX AJ1s MPeA0CTaBAEHNUS FOCY4apCTBEHHOA
yCnyru, He nNpefyCMOTPEHbI.

VicyepnbiBaoLWuii nepeyeHb 0OCHOBAHWUI A5 NMPUOCTAHOBIEHNA MW 0TKa3a B NPefoCTaBeHUN
roCyfapCTBEHHOW yCyru

24. OCHOBaHUA AN NPUOCTAaHOBNEHNS NPeAOCTaBAEHNS FOCYAaPCTBEHHOW YCYr He NPefyCMOTPEHbI.
25. OCHOBaHUAMU A5 0TKa3a B MPeAoCTaBlEHUN FOCYAAaPCTBEHHOW YCNYr ABNSIOTCS:
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1) HenpeAacTaB/eHNE JOKYMEHTOB, MPEeAYCMOTPEHHbIX MYHKTOM 17 AIMUHUCTPATUBHOIO PErlaMeHTa;

2) Hann4me HEeNoHbIX UM HEAOCTOBEPHLIX CBEAEHWI B OKYMEHTaX, MPeACTaBNEeHHbIX ANs MOayYeHuns
3aKJ/04eHNS (pa3peLllnTenbHOro JOKYMEHTA), @ TakXKe HECOOTBETCTBME coaep)XaHusa n (nm) hopmsl
3as9BNIeHns TpeboBaHNAM K COAEPXAHNIO 1 POPME COOTBETCTBYIOLLEr0 3asABNEHNS, YCTAHOBJIEHHbIM
npuaoxeHnamu Ne 1 - Ne 4 K ADMUHUCTPATUBHOMY pPersiaMeHTy;

3) nekapcTBeHHOE CPeLCTBO, 3asB/eHHOe A4 BBO3a B Poccunckyto ®efnepaunto ons Lenen MeanumnHCKoro
NPYMEHEHNS, 3aMNpeLLeEHO K MeANLIMHCKOMY NPUMEHEHWIO Ha TeppuTopmnn EBPa3nnCKoro SKOHOMMYECKoro
Cot03a;

4) 1opnaNYeCKOe NIMLO, NPeAcTaBMBLUEE 3a5BIEHNE N OOKYMEHTbI, 015 LeNen NoayyeHns 3aKaoyeHns
(pa3pewnTenbHOro 4OKYMeHTa) Ha BBO3 He 3aperucTpmpoBaHHoro B Poccuinckon ®egepaumm
JIeKapCTBEHHOr0 npenapaTa ANs OKa3aHus MegULMHCKON MOMOLLM OFPaHNYE€HHOMY KOHTUHIEHTY
nauneHToB C peakon n (unn) ocobo TAXKeNon NaToNornem, He ykasaHo B COOTBETCTBYIOLLEM PaCMopPsKeEHNM
MpaBuTenbcTBa Poccuinckon depepaumm Kak anuo, ynoJHOMOYEHHOE Ha BBO3 He3aperncTpupoBaHHOIO B
Poccuinckon ®epepalim nekapCTBEHHOrO NpenapaTa A5 0Ka3aHUa MeANLUHCKON NMOMOLLN
OFPaHU4YEHHOMY KOHTUHIEeHTY MaLMeHTOB C peakon u (nam) ocobo TsHkenonm natonorven;

5) HeCoOTBETCTBUE 3NEKTPOHHON NoANUCK 3aaBuTens TpeboaHnam GenepanbHOro 3aKoHa OT 6 anpens
2011 r. Ne 63-03 "O6 anekTpoHHOW nognucn" 7 ;

6) HECOOTBETCTBME coaep>XaHus 1 (1am) popmbl 3anpoca 0 NPeaoCTaB/IEHNN CBEAEHNI O KOHKPETHOM
3aKJ/II0YeHUN (pa3pelunTesibHOM fOKYMeHTe) NpunoXeHuto Ne 5 K AIMUHNCTPATUBHOMY periaMeHTy.

7 CobpaHue 3akoHogaTenbcTBa Poccuiickon Pepepaunm, 2011, Ne 15, cT. 2036; 2021, Ne 9, cT. 1467.

MepeyeHb ycayr, KOTopble ABAAIOTCA HE0bXoaANMbIMU 1 0653aTeNbHbIMK 41 NPeLOoCTaBNeHNS
roCyapCTBEHHOM YCAYrK, B TOM YUC/E CBEEHNS O JOKYMEHTE (IOKYMeHTax), BblJaBaeMOM (BblJaBaEMbIX)
OopraHu3aunsaMmn, y4acTBYOLWUMN B NPeAOCTaBAEHNN FOCY4aPCTBEHHON YCNyrn

26. MepeyeHb ycayr, KoTopble ABAATCS HeobxoanMbiMy 1 0653aTeNbHBIMU 419 NPeoCTaBIeHUS
rocyapCTBEHHON YCAYrK, B TOM YUC/E CBEAEHNS O OKYMEHTE (IOKYMeHTax), BblAaBaeMOM (BblAaBaEMBbIX)
OopraHu3aunsaMmn, y4acTBYOLWMUMN B NpeaoCTaBAeHNN FrOCyAapCTBEHHON YCNYTK, OTCYTCTBYIOT.

MopsaoK, pa3Mep U 0OCHOBaHWS B3UMaHUA rOCYyAapCTBEHHON MOLLNHBI UV UHOW NMAaTbl, B3MAaeMoi 3a
npefnoCcTaB/ieHNe rocyAapCTBEHHON yCNyri

27. 3a npefocTaB/ieHne roCcy1apCTBEHHOMN YCAYrn rocyAapCTBEHHASA MOLWIMHA UK UHAs NiaTa He
B3VIMalOTCS.

MopsiAoK, pa3Mep 1 OCHOBAHMS B3MMaHWs NMiaThl 3a NPefoCTaBeHNE YCIYT, KOTOPbIE SBASIOTCS
HeobXoAUMbIMUN 1 0653aTeNbHbIMI A5 NPEA0CTABNEHUS FOCYAaPCTBEHHOM YCAYrI, BKOYas UHAOPMaLUIO
0 METOAMKE pacyeTa pa3Mepa TakKoi naaTbl

28. B3uMaHMe nnaTbl 32 NPeaoCTaB/EHNE YCNYT, KOTOPbIE SBASTCSA HE0OX0ANMbIMUA 1 0653aTeNIbHbIMM
NS NpefoCTaB/IeHNs roCyNapCTBEHHON YCyru, He NpelyCMOTPEHO.

MaKC/MManbHbIA CPOK OXKMIAAHUS B 04epean Npu nojaye 3anpoca o NpeaocTaBieHUN rocyaapCTBEHHOW
yCayru, ycnyru, npegocTaBnsgemMon opraHm3aumnsaMuy, y4acTBYOWMMIY B NPeA0CTaBIeHUN roCy4apCTBEHHOM
yCayru, v Npu noayyYeHnmn pesynbTaTa NpeaocTaBaeHns

roCyaapCTBEHHOMN YCAYyrn

29. MNpenocTaBieHne rocyaapCTBEHHOM YCYrK OCYLLIECTBASETCSA C UCNOJSib30BaHWeM EgnHoro nopTana, B
CBSA3M C YEM 0XKMAAHWNE B OMepenn OTCYTCTBYET.

CpoK 1 NMOpSA0K perncTpaLmm 3anpoca 3asBuTeNs 0 NPeAoCTaBAeHN FOCYy IapCTBEHHON YCAYr U YCayrn,
NnpefocTaBASeMON OpraHn3aLmMsaMK, YHaCTBYIOLLMMI B NPEAOCTaBAEHUN roCyapCTBEHHON yCayri,
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B TOM YMCJie B 3/IEKTPOHHON (hopme

30. 3asBneHune n OOKYMEHTbI, NOCTYNuBLUME OT 3aaBMTens B MMHUCTEPCTBO AJ18 NMoJy4YeHns
Focy,ﬂ,apCTBeHHOVI YCJIyTU B 3JIEKTPOHHOM BUE C UCMOJIb30BaHMeM EONMHOro noprana, perncTpupyoTcs
OOJDKHOCTHBIMU nuaMy MUMHUCTEPCTBA, OTBETCTBEHHbIMM 3a MPUEM 1 PerncTpaunio LOKYMEHTOB, B TOM
yucsie B 3JIEKTPOHHOM BUe, B TevyeHue 1 pa60qero OHA C AaTbl UX NOCTYNNEHNA.

TpeboBaHMA K NOMELLEHNAM, B KOTOPbIX MPeLoCTaBAAeTCA rocyAapCTBEHHAs yCayra, K 3aiy OXXUaaHus,
MecTaM A/19 3an0NHeHWNs 3anpoCcoB O NPefoCTaBAEHUN FOCYyAapCTBEHHOW YCAYrn, MHHMOPMALNUOHHbIM
cTeHAaM c obpasuamMm nx 3anoHEHNS 1 NepeyHeM OOKYMEHTOB, HEOBX0AMMbIX 419 NPefoCTaB/IEHUS
Ka>XJoWN rocynapCTBEHHOW YCYrK, pa3MeLleHnto u 0hOPMIEHNIO BU3YasilbHOW, TEKCTOBOMN 1
MyNbTUMEONAHON MHPOPMALMK O NOPSAKE NPefoCTaB/eHNS TakoW yCayru, B TOM yucse K obecneyeHmnio
LOCTYMNHOCTU ANS NHBAJIMAOB yKa3aHHbIX 06 bEKTOB B COOTBETCTBUM C 3aKOHOAATENLCTBOM PocCcuiickom
®epnepaumm

0 COLManbHON 3aLlMTe UHBANNAOB

31. MNpepnocTaBieHne rocyaapCTBEHHON YCyr OCYLLECTBAETCA C MCMoJsib30BaHueM EgmnHoro noprana.

Moka3zaTenn 4OCTYMHOCTU N KaYyecTBa roCyAapCTBEHHOM YCAYyru, B TOM YUCe KOANYECTBO
B3aMMOLENCTBUN 3a9BMUTENSA C AOJHKHOCTHLIMI NLLaMK NpU NPeaoCcTaB/eHNN roCy4apCTBEHHON yCayrn 1
NX NPOAOJIKUTESIbHOCTb, BO3MOXHOCTb MOJyYEeHUS MHDOPMaLIUK O XO4€e NMPeaoCTaBIeHUs
rocyfapCTBEHHOM YCAYrK, B TOM YUCAE C UCMONb30BaHNEM NHHOPMALIMOHHO-KOMMYHUKALIMOHHbIX
TEXHOJIOTMIA, BO3MOXHOCTb JIMB0 HEBO3MOXXHOCTb MOJy4YEHNSA FOCYyAapCTBEHHON YCAYrn B
MHOIO(OYHKLMOHANbHOM LIeHTpe NpefocTaBAeHNs roCcy4apCTBEHHbIX U MYHULMMANbHbLIX YCAYT (B TOM
yucne B nosHoM obbeme), B Nt06OM TeppuUTOpPMaIbLHOM MNOAPa3Ae/eHMM OpraHa, NPeaoCTaBAAoWEero
roCcyoapCTBEHHYI YCNyry, Nno Bbibopy 3asBUTENS (3KCTEPPUTOPUASIbHBIA NPUHLXM), MOCPEACTBOM 3anpoca
0 NPefoCTaB/EHNN HECKOJIbKUX FOCYAapCTBEHHbIX U (M11) MYHULMMOASbHLIX YCIYT B
MHOIO(hYHKLMOHa/IbHbIX LIeHTpaX NPeAoCTaBleHNSA FrOCyAapCTBEHHbIX N MyHMLUMNAAbHbIX YCAYT,
npegycMoTPEHHOro cTaTben 15.1

®epnepancHOro 3akoHa ot 27 uions 2010 r. Ne 210-®3

32. MNoka3aTenamm gOCTYMHOCTU U KayecTBa FrOCyaapCTBEHHON YCAYyrn ABASIOTCS:

1) OTKpbITBIN OCTYN OA5 3a89BUTENEN U APYIUX L K MHDOPMaL MK 0 NOPSAKE U CPOKax NpeLoCTaBNeHNs
roCyfapCTBEHHOW ycnyru, obxanoBaHne gencTeun (bes3nencTamsa) LOKHOCTHbLIX A1y, MUHUCTEPCTBa;

2) cobnofeHmne CTaHAapTa NPefoCTaBAEHUS rOCYAapCTBEHHON YCAYru;

3) oTcyTCTBUE Xanob 3aaBuTenen Ha gencTensa (besgencTene) OMKHOCTHLIX ML, MUHMCTEpCTBa npu
npenocTaBieHNn rocyfapCTBEHHON yCnyru;

4) N0SIHOTa W aKTyaNbHOCTb MHGOPMaLUM 0 MOPSAAKE NPEeAOCTaBIEHNS FOCY4apPCTBEHHON YCAYTI;

5) npepocTaBieHNe BO3MOXHOCTM NOAAYUN 3a9BEHNSA 0 NPeAOoCTaBAeHNN rOCyAapCTBEHHON yCayrn 1
APYrX OOKYMEHTOB (COAEPXKALLMXCS B HAX CBEAEHUI), HEOBX0AMMbIX A1 NPefoCTaB/IEHUS
roCyAapCTBEHHOW yCayru, B popMe 3N1eKTPOHHOI0 AOKYMEHTa;

6) NpenocTaB/ieHNe BO3MOXHOCTU NOAYYEHUSA MHOPMaLMK O XO4e NpeLoCTaBleHNs rocyAapCTBEHHON
yCayru, B TOM 4Y1cJse C UCNoJIb30BaHMEM NHEHOPMALMOHHO-KOMMYHUKALMOHHBLIX TEXHOJ0M A,

33. 3a8BUTENIO NpK NPeaoCTaBAEHNN FrOCYAAapPCTBEHHOW YCYT B SIEKTPOHHON hopMe C NCNOJIb30BaHNEM
EaovHoro noptana obecneynBaeTCs BbINMOJHEHNE CeAYOWMNX OENCTBUA:

1) nogava 3asBUTENEM B IEKTPOHHON hOopMe 3adBAEHNS O NPeLOCTaBAEHUN YCAYTK, JOKYMEHTOB
(cBepeHwui), He0bX0AMMBIX 4S9 MONYYEHNS FOCY4apCTBEHHOWN yCAyri;

2) nonyyeHne 3a9BUTESIEM CBEAEHNI O X04e PaCCMOTPEHUS 3aAB/eHNA, MOAAaHHOIO B 3/IEKTPOHHON hOpME;
3) BO3MOXXHOCTb MONyYeHNA 3asaBMTeNeM Pe3y/ibTaToB NPefoCTaBleHnsa yCayr B 31eKTPOHHON hopMe,
BKJ1t04As1 BO3MOXXHOCTb XPaHEHWS NMOJyYEHHbIX 3asBUTENEM B 3/1EKTPOHHON DOpMe pe3ybTaToB
npefocTaBieHns rocyAapCTBEHHbIX M MYHULMNAJbHBIX YCAYT, UHBIX YCAYr B COOTBETCTBUN C MepeyHeEM
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WHbIX YCAYT, CBEAEHUSA O KOTOPbIX pa3MeLlatoTcs B (hefepasibHOM peecTpe, a TakXKe UHbIX CBA3AHHbIX C
nNpenocTaBNeHNEM TaKUX YCYr JOKYMEHTOB B 3/IEKTPOHHON (hOPME 3a UCKJIOYEHMEM ClyHaeB, Koraa
npenocTaB/ieHMe pe3ynbTaToB YC/Yri B yKa3aHHOW (hopMe 3anpeLleHo egepanbHbiM 3aKOHOM;

4) [OCTYMHOCTb NS KONUPOBAHUA W 3aMN0JIHEHUS B 3/1EKTPOHHON hopMe 3aaBNeHN 1 LOKYMEHTOB;

5) BO3MOXXHOCTb NpefoCTaBNEeHNS B INEKTPOHHOW hopMe LOKYMEHTOB U CBELEHUI, HEOOXOAUMBIX NS
BbIMONHEHNS YNONHOMOYEHHbIMW Ha UCMOJIHEHNE FOCY AAaPCTBEHHbIX PYHKLMI OpraHaMmun NCAONHUTENbHON
BNACTW aAMUHUCTPATUBHbIX NpoLeayp (AenCTBuiA), B CIy4asX, €C/iM BbIMNOJHEHNE TaKuMX
aAMVHNCTPATMBHbLIX NMpoueayp (4encTeunin) B 3NEKTPOHHON hopMe NpeayCcMaTpUBaETCS
3aKOoHoaTesibcTBOM Poccuinckon ®epepaunu.

34. MNpefocTaBneHne rocyfapCTBEHHOM YC/IYrM B MHOrO(hYHKLNOHAbHOM LeHTpe NpefocTaBfieHns
rOCYAAPCTBEHHbLIX Y MyHULMNAMBHbBIX YCAYT, @ TaKXe N0 KCTEPPUTOPUANBHOMY MPUHLMMY He
npenycMoTpeHo.

VHble TpeboBaHMs, B TOM YMC/e YUYNThIBatOLLIME 0COBEHHOCTY NPefoCTaBAEHNS FOCYAaPCTBEHHOW YCIYTI
Mo 3KCTeppUTOpPMaNbHOMY NMPUHLKMNY (B C/lyYae, eCam rocyaapCTBeHHasn ycayra npefocTaBaseTcs no
3KCTEPPUTOPMANbHOMY NPUHLKUMY) 1 0COBEHHOCTM NPefoCTaBAeHNA FOCYAapCTBEHHOW YCayr B
3JIEKTPOHHON hopme

35. [1ns nony4yeHus rocy1apCTBEHHON YCYri B SNEKTPOHHON hopMe 3asBUTENb HaMpaBseT 3asB/eHNE,
NoAnMcaHHoOE 3/1eKTPOHHON NOAMNUCHIO (MPOCTON 3NEKTPOHHOM MOANMMCHIO, MO0 yCUeHHon
KBaJIN(PULMPOBAHHON 31EKTPOHHON NOANNCHI0, NBO YCUNEHHON HEKBANNMULNPOBAHHON 3NEKTPOHHON
NOAMNCHIO), N MpUNaraeMble K HeEMy AOKYMEHTbI B (DOPME 3/IEKTPOHHLIX JOKYMEHTOB (MakeTa 3JIEKTPOHHbIX
JNIOKYMEHTOB), B NopsAKe, yCTaHOBIeHHOM PefepasibHbiM 3akoHOM OT 6 anpens 2011 r. Ne 63-®3 "06
3/IEKTPOHHON Nognucn™ n noctaHoBneHneM lMpaBuTensCcTBa Poccuinckon ®egepavium ot 25 nioHa 2012 r. Ne
634 "O BMAax 371eKTPOHHON NOAMNUCK, NCMOJIb30BaHME KOTOPLIX AonyckaeTcs npu obpalleHnm 3a
NoJIyYeHUEM rocyapCTBEHHbIX N MyHULIMNAAbHbIX ycayr" 8 .

8 CobpaHue 3akoHoaaTenbCTBa Poccuninckon denepauun, 2012, Ne 27, cT. 3744; 2018, Ne 36, cT. 5623.

NoeHTudukauma n aytTeHTUUKaumns 3assmnTtens ocyLLeCcTBAAOTCA C MCMNOJb30BaHNEM (hedepanbHON
roCcyfapCTBEHHOW MHGOPMaLIMOHHON cuCcTeMbl "EAMHas cncTeMa naeHTUnKaumm n ayTeHTudukaumm B
NH(PaCTPYKTYype, obecneynsatoLLien MHGMOPMaLMOHHO-TEXHOIOMMYECKOE B3aUMOAEeNnCTBME
NHMOPMALMOHHbBIX CUCTEM, UCNOJIb3YEMbIX N5 NPefoCTaBfeHNs roCy4apCTBEHHbIX U MyHULUNANbHBLIX
YyCNyr B 3N1EKTPOHHON hopMe" (manee - eanHas cmctemMa naeHTuMKaumm n ayTeHTudukaumnm).

Ill. CocTaB, nocnenoBaTebHOCTb M CPOKW BbIMOJHEHUS aAMUHUCTPATUBHBIX NpoLlenyp (AencTenm),
TpeboBaHMA K MOPSALAKY UX BbIMOJAHEHNS, B TOM 4nC/ie 0COBEHHOCTY BbINOAHEHNSA aAMUHUCTPATUBHbIX
npoueayp (4encTBun) B 3IEKTPOHHON hopme

VicuepnbiBatoLwmin nepeyeHb aiMUHUCTPATUBHbIX Npoueayp (aencTeni)

36. Mpwn npegocTaBAeHNN FOCYAaPCTBEHHOM YCAYri OCYLLECTBAAIOTCA Ceylolne agMUHUCTPATUBHbIE
npoueaypsl (AeNCTBMA):

1) npuem, perncTpaumns 3asaBfieHUs N LOKYMEHTOB, HEOOX0AMMbIX AN NPeA0CTaBIEHNS rOCy4apCTBEHHON
ycnyru;

2) paccMOTpeHWe NOCTYNUBLUUX OT 3a8BUTENS JOKYMEHTOB O NpefocTaBAeHU rocy4apCTBEHHON YCAYrn U
NPUHSATNE peLleHns 0 Bblhaye (HanpaBaeHUN) 3aK04eHNs (pa3pellmnTenbHOro JOKyMeHTa) nam ob oTkase
B Bblaye (HanpaBaeHnN) 3aK/I04EHNS (pa3pelunTenbHOro 4OKYyMEHTa);

3) hopMmpoBaHME N HanpaBieHNE MEXBEAOMCTBEHHbIX 3aMpOoCoB;

4) NnpenoCTaBAEHNE CBEEHNI O KOHKPETHOM 3aKlo4eHM (pa3peLlumnTesibHOM OKYyMeHTe), cBeaeHun ob
OTKa3e B BblAa4ye 3aK/1l04eHnd (pa3peLu|/|Teanoro ,EI,OKyMeHTa), cooepxalleMca B peecCTpe BblAaHHbIX
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3aKJI0YEHUIA, UK NPefoCTaBeHEe NH(OPMaLMK 06 OTCYTCTBUM 3amnpaLiMBaeMblX CBEAEHUIA.

Mpuem, perncTpaLmns 3asBfeHNs U LOKYMEHTOB, HEOOXOAUMbIX /151 IPeAOCTaB/IEHNS FOCy4apCTBEHHOM
ycnyru

37. OcHOBaHWEM OJ19 HaYana aAMUHNCTPATUBHOM NPOLIEAYpPbI ABASETCSA NOCTynaeHne B MUHMCTEPCTBO B
3JIEKTPOHHOM Buae C UCnoJyib3oBaHnem E)J,VIHOFO nopTaJia 3adB/IeHNA O BblAa4e 3aKJIlo4eHnd
(pa3pewnTenbHOro AOKYMEHTa) 1 JOKYMEHTOB, NPeayCMOTPEHHbIX MYHKTOM 17 AOMUHWUCTPATUBHOIO
pernaMeHTa.

38. 3anaBneHne N LOKYMeHTbI, HeobxoAnMble AN NPefoCTaBAEHUS rOCYAaPCTBEHHON YCAYr 1
npeacTaBieHHble B MUHUCTEPCTBO (B TOM YMC/IE B 3/IEKTPOHHON (hOpPME), PErNCTPUPYIOTCS
JenapTaMeHTOM yrpasieHns jenaMu 1 Kagpos MUHUCTEPCTBA, OTBEYAOLWMUM 3@ OCYLLEeCTBJIeHNe
AAMUHUCTPATMBHON NpoLLedypbl MO NPUEMY 1N perncTpauny SOKYMEHTOB Npu NpenocTaBieHnm
rocyfapCTBEHHON ycnyru, He no3aHee 1 paboyero OHS C AaThl NOCTYMIEHNS 3a8BIEHUS U JOKYMEHTOB,
npefycMOTPEHHbIX MYHKTOM 17 AGMUHUCTPATUBHOIO perjaMeHTa.

39. OTKa3 B NpueMe 3asBJIEHNS N LOKYMEHTOB, HEOBXOAMMbIX A5 NPeAoCTaBIEHNS roCyLapCTBEHHOM
yCNyru, a TakXXe 0TKa3 B NpefoCTaB/eHNN roCy4apCTBEHHON YCAYr B C/ly4ae, eC/iv 3asBieHmne 1
LOKYMEHTbI, Heobxoanmble 418 NpefoCTaBNeHNs roCyAapCTBEHHON YCAYri, MO4aHbl B COOTBETCTBUM C
MHGOPMaLIMEN O CPOKAX M NOPSAAKE NPefoCTaBNEHNS rOCYyapCTBEHHON yCnyru, onybaMKoBaHHON Ha
EovHoM ropTane, HefoMnyCTUMBI.

40. KpuTepueM NpuHATUSA PeLLIeHns No adMUHUCTPaTUBHON NpoLefype ABASETCS Hannydune 3asBaeHnsa n
LOKYMEHTOB, He06X0AUMBIX AN NPeLOCTaBAeHNS roCyAapCTBEHHOW YCAyrn.

41. Pe3ynbTaToOM afMUHNCTPATMBHON Npouenypbl ABASETCS PErncTpaumnsa 3asaBJeHNs 1 LOKYMEHTOB,
Heobxo4MMbIX AN1A NpefoCTaBAeHNS FOCY4apCTBEHHOW YCyri.

42. Cnocobom hmKkcauum pesynbTaTa BbIMOJAHEHNS aAMUHUCTPATUBHON NpoLEeaypbl ABASETCA OTMETKA O
haTte npuemMa 3afaBaeHna n npunaraeMblx K HeMy OOKYMEHTOB.

PaccMoTpeHMe NOCTYNMBLUMX OT 3as8BUTENS AOKYMEHTOB O MPeAoCTaBAEHUN FOCYAAaPCTBEHHON YCAYrn 1
NPUHSTNE PeLLEHNs O Bblaaye (HanpaBaeHUN) 3aKN04eHUs (pa3pellnTenbHOro 1oKyMeHTa) uam ob oTkase
B BblAaye (HanpaBaeHnn) 3aKI04EHNS (pa3pelnTenbHOro 4OKyMeHTa)

43. OcHOBaHMeM 4N15 HaYafla aAMUHUCTPATUBHON NpoLeypbl ABASETCA NOCTYNAEHNE B CTPYKTYPHOE
nogpasgeneHvie, ynoaHOMOYeHHOe Ha NpefocTaBieHne rocyaapcTBEHHON ycnyru, MuHucTepcTBa (ganee -
[lenapTaMeHT) 3aperncTpupoBaHHOr0 3asB/eHNA 1 NaKeTa LOKYMEHTOB, HEOBXOAMMbIX AN
npenocTaBieHNs rocyAapCTBEHHON YCAYTU.

LOupekTop [lenapTaMeHTa OpraHu3yeT AOKYMEHTUPOBAHHLIN YH4ET N KOHTPOJIb BbINOJHEHNS KaXX4Oro 3Tana
aAMUHUCTPATMBHOMN NpoLleaypsbl.

44. HavyanbHUK oTAena enapTameHTa, OTBETCTBEHHOMO 3a NPeA0oCTaB/IEHNE FOCyAapCTBEHHOM YCAYr
(Danee - HavanbHWK oTAENA), B A€Hb MOCTYMJIEHNS 3as9BJ€HNSA Y KOMMNIEKTa JOKYMEHTOB Ha3HavyaeT u3
4yucnia COTPYLHNKOB OTAENa OTBETCTBEHHOIO MCMOJHUTENS NO PAaCCMOTPEHNIO LOKYMEHTOB (fanee -
OTBETCTBEHHbIN UCMNOJIHUTEND).

damnana, nMs M 0T4eCTBO (NocnegHee Npy HaaNYyMm) OTBETCTBEHHOIO UCMOAHUTENS, €r0 AOKHOCTb U
HoMep TenedoHa CoobLLAlOTCSA 3a9BUTEIO MO €ro MMCbMEHHOMY MU YCTHOMY obBpalueHuto.

45. B xo4e agMUHUCTPaTUBHON NpoLefypbl OTBETCTBEHHLIN UCNOHUTESb B Te4eHne 2 paboynx gHewn co
AHA NOCTYNEHUS 3a8BI€HMA O BblAaye 3aKtoyeHna (pa3pewnTenbHOro 4OKYMeHTa) U [OKYMEHTOB,
NpPegycMOTPEHHbIX MYHKTOM 17 AOMUHUCTPATUBHOIO perjiaMeHTa, NPOBOAUT OLEHKY UX MOAHOTLI U
LOCTOBEPHOCTU, NPeACTaBAEHHbIX B HUX CBEAEHUN.

46. MNMpwn OTCYTCTBUN OCHOBAHWI A5 OTKa3a B NpefoCTaBAEHUN rocyAapCTBEHHOM YCyri,
npenycMOTPEHHbIX MYHKTOM 25 AGMUHUCTPATMBHOIO perjaMeHTa, 0TBETCTBEHHbIA NCMONHUTENb B
TeyeHue 1 paboyero gHSA OCYLLECTBASET NOArOTOBKY NPOEKTA 3aK/04eHNS (pa3peLunTenbHOro JOKyMeHTa)
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B (bopMe 3N1EeKTPOHHOr0 OKYMEHTa.

Mpn HaNMYMM OCHOBAHMI ANS 0TKa3a B NPeLOCTaBAEHNN FOCYLAaPCTBEHHON yCAYri, NpeayCMOTPEHHbIX
NYHKTOM 25 AODMUHUCTPATUBHOIO perfiaMeHTa, OTBETCTBEHHbIM NCMOAHUTENL B TedeHne 1 paboyero gHs
OCYLLLeCTB/IAET NOAFOTOBKY MNPOEKTa yBeOMEHNS B (POPME 3/IEKTPOHHOI0 AlO0KyMeHTa 06 0TKa3e B Bblaye
3aKJIl04eHNs (paspelunTeNnbHOro LOKYMeHTa) C yka3aHmeM NpuyinH oTKasa.

47. Tpy NPUHATUKN peLleHns 0 NPeaoCTaBeHUN roCyAapCTBEHHOW YCAYrn 3anmcb O NpeaocTaBaeHnn
3aKJI04EeHNS (pa3pellnTenbHOro JOKYMeHTa) unm yseomaeHus o6 0TKase B BbiAadye 3aK/I4eHns
(pa3pewnTenbHOro AOKYMeHTa) BHOCUTCSA B PEECTP BblJaHHbIX 3aK/IO4YEHUIA, pelleHnii 06 0TKase B Bblgaye
3aKJIIOYEHUNA.

3aK/o4eHue (paspeLllnTeNbHbIA LOKYMEHT), yBegoMneHne 06 0TKase B BblAaye 3aKNoyYeHns
(pa3pewnTenbLHOro 4OKYMeHTa) B TedeHne 2 paboinx gHewn Co OHS BHECEHUS 3aMnCh B PEeCTp BblAaHHbIX
3aKJI04EeHU, peleHnin 06 0TKase B Bbl4aye 3aKN04eHMIN COracoBbIBAETCA Ha4YalbHUKOM OTAENa,
NOAMNNCBIBAETCA YCUNEHHON KBaNNPULNPOBAHHOW 31EKTPOHHON NOANNCHI0 AMPEKTOpoM [lenapTaMeHTa
(3amecTuTenem gupekTopa [lenapTamMeHTa) U HanpaBaseTca B hOpPMe I/IEKTPOHHOr0 LOKYMeHTa
3a8BUTENIO C UCNOJSIb30BaHMeM EQuHoro noprtana.

48. KpuTepueM NpuHATUSA peLleHns no agMUHUCTPATUBHON NpoLesype ABAAeTCS Hanandue nam oTCyTCcTBue
OCHOBAHWI 4S9 0TKa3a B BblAaye 3ak/t04eHUs (pa3pellnTenbHOro LJOKyMeHTa).

49. Pe3ynbTaTaMn agMUHUCTPATUBHON Npoueaypbl ABASIOTCS:

1) HanpaBneHne 3aKNYeHN (pa3pelunTensHOr0 AOKYMEHTA);

2) HanpaBieHune yBeaoMeHns 06 0TKase B Bblaye 3aK/04YEHNS (pa3pellnTebHOro JOKYMEHTa).
nOCpe,EI,CTBOM JINYHOro KabuHeTa Ha E)J,VIHOM nopTasie 3adABUTEJIb aBTOMaTU4YECKN N3BELWLAEeTCA O NPUHATOM
pelleHnn 0 Bblaaye 3aKniodeHuns (pa3peLumTenbHOro JokyMmeHTa) nmbo o6 oTkase B Bblfaye 3aKIoHeHuns
(pa3pewnTensHOro 4OKyMeHTa).

50. Cnocobom thumkcauumm pesynbTaTa alMUHUCTPATUBHON NpoLeaypbl ABASETCA BHECEHNE CBEAEHMN O
3aKJII0OYEHUN (pa3peLunTeSIbHOM JOKYMEHTE) B PEECTP BblaHHbIX 3aK/OYEHUI 1 peLleHnin 06 oTKase B
BblAaye 3akJoyeHnin, nnbo ysegomneHme 06 0Tkase B BbiAaye 3aKI04EHUNA.

51. Pe3ynbTaT aAMUHUCTPATUBHOW NPOLEAYpPbl 0TPaXaeTCs B peecTpe BblAaHHbIX 3aKMI0HEHN, PEeLUeHUN
06 0TKase B BblAaye 3aKo4eHN, hopMa KOTOPOro YTBEP)KAEHa MPUKa3oM MUHMCTepCTBa
34paBooxpaHeHuns Poccminckon depepauun oT 2 Hos6ps 2010 r. Ne 951H 9 (manee - peecTp BblAaHHbIX
3aKJ04EHNR).

9 3aperncTpupoBaH MuHncTepcTBOM tocTULUKM Poccuinckon denepaunn 30 Hosbpsa 2010 r.,
perncTpaumoHHbIn Ne 19085.

dopMMpoBaHME N HanpaBieHNe MeXXBeLOMCTBEHHbIX 3aMpoCoB

52. OcHoBaHMeM AJi11 Havasla aAMUHUCTPATUBHOWN NpoLEeaypbl ABASETCA HenpeacTaB/ieHNe 3adBUTenNeM no
COBCTBEHHOM MHNLNATMBE JOKYMEHTOB (CBEAEHUIN), YKa3aHHbIX B NyHKTEe 20 AGMUHUCTPATUBHOIMO
pernameHTa.

53. ®dopMupoBaHme 1 HanpaseHne MeXBeLOMCTBEHHbIX 3aMNpPOCOB O NPEeAOCTaBEHUN CBEAEHUNA,
nNpeayCcMOTPEHHbIX MYHKTOM 20 AODMUHWUCTPATUBHOIO perfiaMeHTa, OCyLLEeCTBASIOTCA YNOJHOMOYEHHbLIM
CrneunanncToM C NCrnosib30BaHNEM eQMHON CUCTEMbI ME)XBEAOMCTBEHHOIO 3/IEKTPOHHOI0 B3anMOLENCTBUSA
(manee - CM3B) B cooTBeTCTBUM C TpeboBaHMAMM CTaTbm 7.2 PefepasbHOro 3akoHa oT 27 niona 2010 r. Ne
210-03.

54. MakcuManbHbIA CPOK A5 BbINOJHEHNS aAMUHUCTPATUBHONM Npouenypbl cocTaBnseT 1 paboynin oeHb co
[HA MNOCTYNAEHWS Ha PaCcCMOTPEHNE OTBETCTBEHHOMO UCMONHUTENS 3a5BAEHNS U LOKYMEHTOB,
HeobXxoaMMbIX 41 MPefoCTaBAEHNS FOCY4apCTBEHHOWN YCYTI.

55. KpuTepnem NpuHATAA peLleHns no HarnpaBieHU0 MeXXBeAOMCTBEHHOr0 3aMpoca ABNAeTCS
HenpeAcTaB/eHne 3asaBmTeneM No COBCTBEHHOM MHMLMATNBE OOKYMEHTOB (CBEAEHUI), YKa3aHHbIX B
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NyHKTe 20 AODMUHUCTPATUBHOIO pernameHTa.

56. Pe3ynbTaToM agMUHUCTPATMBHON NpoLefypbl ABASETCA NoJlyYeHne 0TBeTa Ha MeXBELOMCTBEHHbIN
3anpoc.

57. Cnocobom chukcaumm pesynbTaTta aAMUHUCTPATUBHON NpoLeaypbl ABASETCA perncrpaumns B
COOTBETCTBYIOLLEM MOAYNE KOPNOPATUBHOIro nopTana MMHUCTEPCTBa OTBETA HA MEXBEAOMCTBEHHbIN
3anpoc.

MpepocTaBneHne CBEAEHNIN O KOHKPETHOM 3aK/l04YeHUN (pa3peLllnTensHOM LOKYMEHTE), cBeaeHMn 06
0TKase B BblJaye 3aKJIl04eHNs (paspeinTeNibHOro JOKYMeHTa), CoaepKalleMcs B peecTpe BblAaHHbIX
3aKJIl0YeHUA, UK NpefocTaBaeHre nHopmaLm 06 0TCYyTCTBMU 3amnpaLlriBaeMblX CBELEHNN

58. OcHoBaHMeM AN4 Havyana aAMUHUCTPATUBHON NPoLeaypbl ABASETCA NOCTynNeHne B MUHUCTEPCTBO OT
3aMHTEPEeCcOBAHHOrO nLa C UCnosb3oBaHneM EgnHOro nopTtana B popMe 31eKTPOHHOIO LOKYMEHTA,
NOAMNUCAHHOI O 3JIEKTPOHHOW NOAMNNUCHIO (MPOCTON 3NEKTPOHHON NOAMUCHI0, UKW YCUEHHON
KBanMMULMPOBAHHON 3N1E€KTPOHHOW NOAMNNCHIO, MMBO0 YCUNEHHON HEKBAIMPULNPOBAHHON 31IEKTPOHHON
noanucbHo), 3anpoca o0 NpeaocTaBJeHNN CBEAEHN 0 KOHKPETHOM 3aK/t04eHN (pa3peLwlmnTesisHOM
LOKYMEHTE) Ha BBO3 KOHKPETHOM MapTum 3aperncTpupoBaHHbIX U (MIK) He3aperncTpupoBaHHbIX
JIeKapCTBEHHbIX CPEACTB, MPeAHa3HaYeHHbIX 418 NPOBEAEHNSA KINHUYECKNX NCCe0BaHNM
NEKAPCTBEHHbIX MPenapaToB, KOHKPETHON MapTUMN HE3apernCTPUPOBAHHLIX JIeKaPCTBEHHbLIX CPEACTB As
NpoBeAeHNs 3KCNepTuU3bl JIeKapCTBEHHbIX CPEACTB B LeNiaX perncTpauum 1 3KCnepTusbl 1eKapCTBEHHbIX
CPeLCTB, NpeAHa3HayYeHHbIX ANa obpalleHns Ha 0bLLeM pbIHKE IeKapCTBEHHbIX CPEACTB B paMKax
EBPa3nincKoro aKOHOMNYECKOro coto3a u (nnm) Poccuinckon ®epepalmm, oCyLLEeCTBAEHNS FrOCY4apCTBEHHON
PerncTpaumm NeKapCTBEHHbIX NPEnapaToB, BKAOYEHUS dapMaLleBTUYECKON cybcTaHLmMmM B
rOCyLapCTBEHHbIA PeecTp JIeKapCTBEHHbLIX CPEACTB, KOHKPETHOW MapTun He3aperncTPUpoBaHHbIX
JIeKapCTBEHHbIX CPEACTB A1 OKa3aHNA MeAULUHCKON MNOMOLLM MO XXU3HEHHbIM MOKa3aHNAM KOHKPETHOI0
naumeHTa nMbo okasaHWa MeAULNHCKOM MOMOLLM OFPaHNYEHHOMY KOHTUHIEHTY NaLWeHTOB C PEAKOW 1
(nnun) ocobo Taxxenow naTonormen nNo opMe cornacHo NpuaoXxeHuo Ne 5 K ALMUHUCTPATUBHOMY
pernameHTy (Lanee - 3anpoc).

59. OTBETCTBEHHbIV UCNOSHUTENb B TeYeHMe 2 paboynx gHen co AHA NOCTYMNJIEHNS 3anpoca B
[lenapTaMeHT NpoBEpPSET HaAN4YMe B peecTpe BblAaHHbIX 3aKAI0HEHN 3anpaLllnBaeMon MHopMauun n
HanpaBfAseT OTBET B (pOpMe 3NEKTPOHHOIO AOKYMEHTA, NMOAMNUCAHHOIO YCUAEHHOW KBAaNNMPULNPOBAHHON
3N1eKTPOHHON NOAMNUCHIO, C MCMO/b30BaHMeM EAUHOro nopTana B CPOK, He NpeBbILaoWwmin 5 paboyunx gHewn
CO OHSA NOCTYNAeHns 3aaBfeHns B MMHUCTEPCTBO.

60. KpuTeprem NpuHATAA peLleHns no adMUHUCTPATUBHON Npoueaype aBASeTCH Haan4yme nam oTcyTCcTBre
CBELEHMIN 0 KOHKPETHOM 3aK/Il04YeHNM MU CBEAEHU 06 0TKa3e B BblAaye 3aKJII04eHNs B peecTpe
BblZaHHbIX 3aKJIOYEHN.

AOMUHUCTPaTMBHasA NpoLeaypa He NpefoCTaBAseTCs, eCan cogep)xaHme 1 hopma 3anpoca He
COOTBETCTBYIOT YCTAHOBJIEHHON NpuaoxeHnem Ne 5 K AQMUHUCTPATUBHOMY perfiaMeHTy hopme.

61. Pe3ynbTaToOM aAMUHUCTPATUBHOW MpPOLLefypbl ABASETCA NPeLoCTaBeHne CBeLEHUA 0 KOHKPETHOM
3aKJII0OYEHUN (pa3peLlnTesibHOM JOKyMeHTe), CBelleHnin 06 0TKa3e B Bblayve 3aKI04YeHNs
(pa3pewnTensHOro 4OKYMEHTa) nam npefocTaBieHne nHopmaumm o6 0TCyTCTBMM 3anpallnBaeMblX
CBeOeHun.

62. Cnocobom thkcaumm agMMHUCTPATUBHON NPOLIEAYPLI ABNSETCS 0POpPMAEHME BBINMNUCKN N3 peecTpa
BblJ@HHbIX 3aKJl04eHuiA, NMbo cnpaBkK No 3anpalluBaemMon 3aasuTenem nHgopmauum, nnbo cnpasku 0b
OTCYTCTBUM 3anpallnBaemMbiX CBELEHUNN.

MopsiAOK NCNpaBAEHNS LOMYLLEHHbIX ONeYaToK 1 oWwnBOoK B BblAaHHbIX B pe3ysbTaTe NpefocTaBaeHNs
rOCYAapCTBEHHOW YCNYrn OKYMEHTaX

63. B c/ly4ae BbISIBJIEHNSA 3asBUTENEM B 3aKJ/II04EHUM (Pa3pellnTesibHOM JOKYMEHTE) onedYaTok u (1an)
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ownbok 3aaBuTENb NpeacTaBaseT B MMHUCTEPCTBO C MCNOJIb30BaHMeM EgnHOro nopTtana B hopme
3N1EKTPOHHOr0 AOKYMEHTa, MOAMMUCAHHOMO NIEKTPOHHON NOAMUCHIO (MPOCTON NEKTPOHHON NOAMNCHIO UK
YCUAEHHOWN KBa/IM(PULMPOBAHHON 3NEKTPOHHOM NOANMCHIO, IMBO YCUAEHHON HEKBAaNUMULMPOBAHHON
3NEKTPOHHOW MNOANUCHI0) 3asBeHMe 006 NCNPaBIEHNM TaKX ONeYaToK 1 (Man) owmnbok B MPOU3BOJIbHOW
topme.

64. OTBETCTBEHHbIN NCMONHUTESNb, Ha3HAYEHHbIA HaYallbHUKOM OTAEeNa, B TeyeHne 1 paboyero AHS Co OHS
NOCTYMJEeHNS COOTBETCTBYIOLLENO 3asB/IeHNs B [lenapTaMeHT NPOBOANT NPOBEPKY YKa3aHHbIX B 3asBJIEHUN
CBeOeHun.

65. B cnyyae BbISIBJIEHUS [OMYLLEHHbIX ONEYaToK 1 (11n) ownboK OTBETCTBEHHbIA NCMONHUTENb
OCYLLECTBASET UCNPaBfieHNe Takux onevyaTok v (unm) owmnboK B CPOK, He npeBbilatomii 5 paboynx oHa co
AHA NOCTYnAeHns B MMHUCTEPCTBO COOTBETCTBYIOLLEr0 3as8B/1eHNA B (hOpMe 3/1eKTPOHHOI0 AOKYMEHTa
nocpeacTsom EanHoro noprtana.

66. KputepmneM NpuUHATUSA peLleHns no npoueaype aBnseTcs Haanyine nam oTCyTCTBMUE OnedvaTok U (1nam)
oWNBOK B 3aK/0YEHUN (pa3peLlnTensHOM LOKYMEHTE).

67. Pe3ynbTaToM npouenypbl ABASETCS UCnpaBieHne onevyaTok v (Mnun) owmnboK B BblAaHHbIX JOKYMEHTaxX
1 Harnpas/ieHue 3a8BUTES0 UCMPABAEHHOro JOKYMEHTa B (POPMe 3NeKTPOHHOr0 AOKYMEHTa, MNOAMUCAHHOI o
YCUJIEHHON KBaNN(MLMPOBAHHON 31€KTPOHHON NOAMNUCHIO, C MCMOJIb30BaHNEM JIMYHOr0 KabuHeTa Ha
EovHoM mopTasne, Wan HanpaBfieHNe 3asaBUTENIO YBEAOMJIEHNS 06 OTCYTCTBMM OMeYaToK 1 oWmnboK B
3aKJ/I0YeHUN (B pa3pelunTeslbHOM OOKYMEHTE).

68. Cnocobom hmkcauum npoueaypbl SBASETCS BHECEHME NHGMOPMALIUN B PEECTP BblAAHHbIX 3aKJIIO4EHWUN,
pelweHni 06 0TKa3e B Bblaye 3aKI4YEHNUN.

0cobeHHOCTM BbINOSHEHNS aAMUHUCTPATUBHBIX Npouenyp (LeNCTBUI) B 3NEKTPOHHON (hopmMe

69. PopMupoBaHME 3aA9BEHNS B 3IEKTPOHHON hopMe OCYLLECTBASETCA 3a9BMTeEM NOCPEACTBOM
3ano/sIHEHNS Ha EQMHOM nopTase ero 3N1eKTPOHHON (hOPMbl U MPUKPENIEHNS K HEMY 3/IeKTPOHHbLIX 06pa30B
LOKYMeHTOB 6€3 HeobX0AUMOCTM AONONHUTENBHOW NOAAYN 3aABNIEHNS B BUAE AOKYMEHTa Ha ByMa>KHOM
HocuTene.

70. ®opMaTHO-NOrM4yecKas NpoBepkKa CHPoOPMUPOBAHHOI0 3a5BJIEHNS B INIEKTPOHHON hopMe
OCYLLEeCTBAAETCA aBTOMATUYeCKN MOC/Ie 3ano/IHeHNS 3a8BUTeNeM KaXKA0oro U3 Noen Takoro 3asBieHus.
Mpwy BbIABNEHUN HEKOPPEKTHO 3aM0/IHEHHOI 0 NOJIA 3a8BNEHNSA B 3JIEKTPOHHOW (hopMe 3asBUTEb
yBeOM/ISEeTCS O XapaKTepe BbiBAEHHOW OWNBKN 1 Nopsaake ee yCTpaHeHNs NocpencTBOM
MHMOPMALMOHHOIO COOBLLEHNSA HEMOCPEACTBEHHO B 3/IEKTPOHHON (hopMe 3asBNIeHus.

71. Mpwn hopMUPOBaHNIN 3a9BNEHNS B 3IEKTPOHHON (hopMe NoCpeACcTBOM EAMHOro nopTana 3asaBMTeNto
obecneynBaeTca:

1) BO3MOXXHOCTb KOMMPOBAHNA U COXPAaHEHUS 3asBNIeHNS B 3N1EeKTPOHHOW (hopMe M NPUKPENIEHHbIX K HEMY
3N1eKTPOHHbIX 06pa30B LOKYMEHTOB;

2) BO3MOXHOCTb NevyaTn Ha ByMa>kHOM HOCUTENE KOMWMW 3asiBNEHNS B 3/IEKTPOHHOW (hopMe;

3) coxpaHeHue paHee BBEAEHHbIX B 3/IEKTPOHHYI0 (JOpMY 3asBEHNS 3Ha4YeHU B Nto6o MOMEHT no
)KeNaHWIo MoJsib30BaTeNs, B TOM YMC/e Npu BO3HUKHOBEHMM 0WMBOK BBOAA U BO3BPaTe A/ MOBTOPHOMO
BBOAA 3HAYEHUIN B INEKTPOHHYIO (hOPMY 3aBIEHNS;

4) 3anofIHeHNEe NoJIeN 31IeKTPOHHON DOPMbI 3asiBSIEHNS 00 HaYala BBOJAA CBEAEHWI 3asBUTENEM C
NCNonb30BaHNEM CBELEHWI, Pa3MELLEHHbIX B (hefepanbHON rocygapCTBEHHON NH(OPMALIMOHHON CUcTeMe
"EonHasa cuctemMa uaeHTudmKaumm n ayTeHTudrkaumm B MHpacTpykType, obecneymsatoLen
NH(OPMaLIMOHHO-TEXHOOM MYECKOe B3anMOAenCTBUE MHDOPMALIMOHHBIX CUCTEM, NCMOJIb3YeMbIX As
nNpefocTaBNeHNs roCyLapCTBEHHbLIX U MyHULIMMAAbHbLIX YCAYT B 3/1eKTPOHHOW hopme" (fanee - egmHas
cucTemMa ugeHTumKaunm n ayTeHTugukaumm), u ceefeHun, onybnnkosaHHbIx Ha EauHom nopTane, B
4acTuy, KacalLLenca ceefeHnil, OTCYTCTBYIOLWNUX B € ANHON CUcTeMe NAEHTURUKALUN 1 ayTeHTUdUKaumu;
5) BO3MOXXHOCTb BEPHYTbLCS Ha 060 13 3TanoB 3aM0NHEHNS SNEKTPOHHOM hOpMbl 3asaBaeHns 6e3 noTepwn
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paHee BBEAEHHON MHGOPMALWN;

6) BO3MOXHOCTb LOCTYyNa 3adBMTeNS C UCNOJIb30BaHMEM EQMHOro nopTana K paHee No4aHHbIM UM
3a5BJIEHUSAM B TEYEHME HE MeHee 0HOro rofa, a TakXxe YacTMYHO CPOPMMPOBAHHLIX 3a8BJEHNI B TeYEHNEe
He MeHee 3 MecsLEeB.

72. CchopMUpOBaHHOE 3asBNEHNE B 3JIEKTPOHHON hopMe MOAMUCLIBAETCS 3aABUTENIEM SNEKTPOHHON
NoAMNUCHIO (MPOCTON 3NEKTPOHHON MOAMMUCHID, MO0 YCUNEHHOWN KBAaNNMULMPOBAHHON 3NEKTPOHHOW
noanunceto, MMbo yCMneHHon HeKBaIM(ULMPOBAHHON 3/IEKTPOHHON NOAMNNCHI0) U C NPUKPENIEHHBIMU K
HEeMY 371eKTPOHHbIMU 06pa3aMmn JOKYMEHTOB HaMNpaBAseTCsA B MHPOPMALIMOHHYIO0 CMCcTeMy MUHMCTEpPCTBa
nocpencTtsom EgmHoro noprana.

73. MuHucTepcTBO obecneymBaeT Npmem 3adBaeHNs B 3JIEKTPOHHON (hOpMe 1 MPUKPENAEHHBIX K HEMY
3N1EeKTPOHHbIX 006pa30B [OKYMEHTOB (3/1EKTPOHHbLIX LOKYMEHTOB) U UX pernctpaumto 6e3 Heo6xoanMMocCTm
MOBTOPHOI0 NPeACTaB/eHNS 3asiBUTENIEM TakUX OOKYMEHTOB Ha ByMa)kHOM HocuTene.

74. YnnaTa rocygapCTBEHHOWN NOLLIMHBI U (MAKn) NNaThl 3a NPegoCTaBeHNe FOCY4apCTBEHHON YCAyr He
npegycMoTpeHa.

75. Mpuem 1 perncTpauns 3asBaeHnsa B INeKTPOHHON POpMeE U NPUKPEMNSIEHHBIX K HEMY 3JIEKTPOHHbIX
00pa30B AOKYMEHTOB OCYLLECTBAAOTCA B CPOK U B MOPAAKE, MPpeayCMOTPEHHOM MyHKTaMun 38 - 39
AOMNHUCTPATMBHOIO perjaMeHTa.

76. NMpepocTaBneHvne rocy4apCTBEHHON YCYr HAa4YMHAETCA C MOMEHTa NpuMemMa 1 perncTpaunm
MWHNCTEPCTBOM 3aABJIEHNS B 3IEKTPOHHON hOpMe 1 MPUKPENJIEHHbIX K HEMY 3/1IeKTPOHHbLIX 06pa3oB
LOKYMEHTOB.

77. MNony4yeHne pesynbTaTa NPefoCTaBJIEHNA FOCYyAapCTBEHHOM YCAYrK B (hopMe 3/eKTPOHHOr0 LOKYMEHTa
OCYLLLeCTBAAETCS 3a9BUTENEM C UCNOJSIb30BAaHWEM ANYHOIO KabuHeTa Ha EQMHOM nopTasie B TeYEHMe CPoKa
LEeNCTBUSA pesynbTaTa NpefocTaBNeHns rocy4apCTBEHHON YCayrn.

78. 3asBUTENb UMEET BO3MOXHOCTb MOYYeHUS UHOPMALIMK O Xo[e NpeaoCcTaBAeHNs rocy4apCTBEHHON
yCcayru.

NHopmaLmns o0 xoge npegocTaBieHns rocyjapCTBEHHON YCAYrn HanpaBaseTCa 3as9BUTENIO B CPOK, He
npesbiwaowmn 1 paboymin 4eHb Nocae 3aBepLUEHNS BbINOJHEHNSA COOTBETCTBYIOLWEr0 LENCTBUS, C
ncnonb3oBaHMeM cpencTs EgmMHoro noptana.

Mpy NpeaocTaBAeHUN FOCYAAaPCTBEHHOW YCAYrU UK OCYLLECTBAEHNN aGMUHUCTPATUBHBIX NPoLleayp B
COOTBETCTBMUM C MyHKTaMmM 58 1 63 HacTosALEero AODMUHUCTPATMBHOIO periaMeHTa B 3JIEKTPOHHON hopme
3a58BUTEJSII0 HanpaBaTCS:

1) yepgoMmaeHne o npueme 1 pernctpaumm 3anpoca;

2) yBeoMJleHMe 0 MOTMBMPOBAHHOM OTKase B NpuemMe 3anpoca;

3) yBeAoOMIeHME O pe3ybTaTax PaCCMOTPEHNS HaMpPaB/IEHHbIX JOKYMEHTOB, HE0bX0ANMbIX Ais
npefocTaBieHnsa rocyaapCTBEHHOW YCayru;

4) yBeOMEHNE 0 BO3SMOXKHOCTM MOAYYNTb pe3ynbTaT NPefoCcTaBIeHNs rocy1apCTBEHHON YCAYIi;

5) yBegomaeHne 0 MOTMBMPOBAHHOM OTKa3e B MPeaoCTaBAEHUN YCayru;

6) 3aKJil04eHMe (pa3pellnTesNbHbIN JOKYMEHT) Mo UTOraM UCNPaB/IeHNS onevyaTok 1 (unm) owmnbok B
BblAAHHbIX LOKYMEHTaXx;

7) yBegomneHme 06 oTCyTCTBMM ONEYaTOK M OWIMBOK B 3aKNOYEHUN (Pa3peLLnTeSIbHOM NOKYMEHTE;

8) NpeaocTaBsieHNe CBeAEHNI O KOHKPETHOM 3aK/l0YeHUN (paspelLunTesbHOM OKYMEHTE), CBeAeHun 06
0TKa3se B BblAaye 3aK/II04EHNS (pa3pelnTesibHOro 4OKYMEHTa) Uan NpeaocTaBieHne nHhopmaumm ob
OTCYTCTBUM 3anpallnBaeMbIX CBELEHWNN.

79. 3asBuUTENb NOJIyYaeT pe3ybTaT NpeaoCcTaBleHNs roCyJapCTBEHHOWN yCyrn B hOpMe 3NEKTPOHHOI 0
LOKYMEHTa, NoANMCaHHOIr0 YCUIEHHON KBAIM(PULIMPOBAHHON 3NEKTPOHHOM NOAMNUCHIO, C MCNOJIb30BaHNEM
JiM4yHoro kKabmHeTa Ha EgnHom nopTarne.

IV. ®opMbl KOHTPOJIS 3@ NPeAoCTaBAEHNEM FOCYAapPCTBEHHON YCAYTI I
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Mopapok oCyLeCcTBAEHNA TEKYLLEro KOHTPOIA 3a Cob0aeHNEM U NCMIONHEHNEM OTBETCTBEHHbBIMM
LOMKHOCTHBIMW NMLLAMU NOJIOXKEHUA AGMUHUCTPATUBHOIO perjiaMeHTa v MHbIX HOPMaTUBHbIX MPaBOBbIX
aKTOB, yCTaHaB/MBaLWMX TpeboBaHUSA K NpeoCTaBAeHNIO FOCYJapCTBEHHON YCAYTK, a TakxXe MNPUHATMEM
UMK peLleHmnin

80. TekyLLMI KOHTPOJIb 3a cobntoaeHNEM NOCNe0BATENbHOCTN AENCTBUIA, ONpeaesieHHbIX
aOMUHMUCTPATUBHBIMI MpoLedypaMiu Mo NPefoCTaBNEHNO FOCYAapCTBEHHON YCYTri, OCYLLECTBASETCS
PYKOBOANTENEM U AO/KHOCTHBIMUK NMLaMu MUHUCTEPCTBa, OTBETCTBEHHbLIMY 3@ OpraHun3aumnto paboTsbl Mo
npenoCcTaBEHNIO FOCYAAaPCTBEHHOW YCAyri, NyTeM NpoBeAeHNs NPOBEPOK COBA0AEHNS N NCMOTHEHNS
OTBETCTBEHHbLIMU NCMOJIHUTENAMU MONOXKEHNA ALMUHUCTPATUBHOIO PernaMeHTa, UHbIX HOPMATUBHBLIX
NnpaBoBbIX akTOB Poccunckon ®efepaumm, a Takxe npy NpoBEAEHUN BHYTPEHHEr0 ayauTa
pe3ynbTaTUBHOCTM NPEeAOCTaB/IEHNSA FOCYJapCTBEHHOM YCAYrK (fanee - MpoBepKa).

81. MpoBepKM NOMHOTHLI U Ka4yecTBa NPeAoCTaBeHNS rOCy4apCTBEHHON YCYrK BKJIlOYaloT B Cebs
npoBeAeHNe NPOBEPOK, BbISIBJIEHNE U YCTPAHEHWE HaPYLUEHWIA NPaB 3asaBUTENEN, PaCCMOTPEHNE, MPUHATHE
peLleHnin 1 NOAroTOBKY OTBETOB Ha 0bpalleHns 3aaBUTeNEN, coaepiKallne anobbl Ha 4eNCTBUS
(6e3pencTBre) N peLleHns 4OHKHOCTHbIX ANL, MUHUCTEPCTBA, OTBETCTBEHHbIX 3a NPefoCTaB/eHme
roCyapCTBEHHON YCAYII.

MopsAoK 1 NEPUOANYHOCTb OCYLLLECTBIEHNS MJIAaHOBLIX U BHEMAHOBLIX NPOBEPOK MOJHOTHI 1 Ka4yecTBa
npenocTaBieHns rocy1apCTBEHHON YCyri, B TOM YMCE NOPSAOK 1 (POPMbl KOHTPOJIS 3@ MNOJIHOTON 1
Ka4yeCcTBOM NpeaoCcTaB/eHNs roCcy4apCTBEHHOW yCayr

82. MpoBeaeHne NNaHOBbLIX 1 BHEMAHOBLIX MPOBEPOK OCYLLECTBJIAETCS B LLENISAX BbISBAIEHNS HAPYLUEHNIA
nopsgka npefocTaBAeHNs roCyaapCTBEHHOW yCayru, B TOM YAC/1e CBOEBPEMEHHOCTM U NOJIHOTbI
paccMoTpeHus obpallleHnin 3aaBuTeNen, 060CHOBAHHOCTM M 3aKOHHOCTW MPUHATWSA MO HUM PeLLEHNIA.

83. MnaHoBbIE NPOBEPKM MOJHOTHI U Ka4eCTBa NPeLoCTaBNEeHNS rOCyAapCTBEHHON YCAYr MPOBOAATCA
YNOJIHOMOYEHHbIMW OOJHKHOCTHBIMU NnuaMm MMHMCTepCTBa He pexxe 1 pasa B rog.

84. ExxerogHbIii NaaH NPOBEPOK YCTaHaBMBAETCA pyKoBoauTenem MnHucTepcTaa.

85. BHensiaHoBbIE MPOBEPKM MOSIHOTLI M Ka4eCTBa NPeLoCTaBNeHUS roCcyapCTBEHHON YCAYr MPOBOAATCA
CTPYKTYPHbIM noapasgeneHneM MMHNCTepCTBa, OCYLLECTBAAIOWMM FOCYy4ApPCTBEHHYIO YCAYTy, C y4acTueM
YNOJIHOMOYEHHbIX AO/MKHOCTHBIX WL, noapa3saeneHnii MMHWCTepCTBa Mo KOHKpeTHOMY obpalleHunto
(>xanobe) rpaxknaH UAn IPUANYECKMX UL, Ha PELLEHNS UK aencTBus (be3nencTemne) OOKHOCTHbIX JInL
MuHNCTEpPCTBa, NPUHATbLIE WK OCYLLECTBJIEHHbIE B XOA4€E NPefoCTaBeHNs rocyAapCTBEHHON YCayru.

86. Pe3ynbTaThl NPOBEpPKN 0QOPMIAIOTCSA B (hOPMe aKTa U NoANNCbIBAOTCS YNOJTHOMOYEHHbIMU
AO/MKHOCTHBIMK NMuamMn MUHNCTEPCTBA.

OTBETCTBEHHOCTb [IO/PKHOCTHbIX JIUL, MUHNCTEPCTBA 3@ PelleHuns u nencTeus (besnencramne),
npUHMMaeMble (0CyLLECTBISIEMbIE) UMW B XOAE NPEeNoCTaBAeHNs roCy4apCTBEHHON YCyri

87. MNepcoHanbHasA 0TBETCTBEHHOCTb AOJ/DKHOCTHLIX N, MUHMUCTEPCTBa 3a NpefoCTaBeHmne
roCyAapCTBEHHOW YCAYr 3aKpenaaeTcs B UX AO/MKHOCTHbIX pernaMeHTax B COOTBETCTBUN C
TpeboBaHMAMN 3aKoHOAATENLCTBaA Poccuinckon Genepauuu.

88. icmonHuTenb, 0TBETCTBEHHLIN 3@ OCYLLECTBIEHNE COOTBETCTBYIOWMX aAMUHUCTPATUBHbLIX NpoLeayp
AOMWHUCTPATUBHOIO PerfiiaMeHTa, HECeT MNePCOHalIbHY0 OTBETCTBEHHOCTb 3a:

1) cooTBETCTBME pe3yNbTAaTOB PACCMOTPEHNS OKYMEHTOB, NPeACTaB/EHHbIX 3aaBUTeNIEM, TpeboBaHNSAM
3aKoHogaTenbCcTBa Poccuinckon ®epepaunu;

2) cobnoieHne CPOKOB 1 NopsaKa NpueMa 4O0KYMEHTOB;

3) cobnoaeHne nopsagka, B TOM Yuc/ie CPOKOB NPenoCcTaBAeHNS roCyAapCTBEHHOW yCayri,

MonoXeHus, xapakTepusyioLine TpeboBaHNs K NOPSAAKY U (hopMaM KOHTPOJIS 3a MPeoCTaBeHNEM
roCyLapCTBEHHON YCyru, B TOM YMCSIe CO CTOPOHbI FpaXkaaH, nx 06beanHeHNA N opraHu3aLmnia
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89. NpaxkpaHe, nx 06bEANHEHNSA N OpraHn3aLnm MOryT (BrMpaBe) KOHTPOJIMPOBaTh NpefoCcTaBeHne
roCyZLapCTBEHHON yCAYrin MOCPEACTBOM NOAYYeHUs MHGOPMaL MK No TenedoHy, 0TBETOB Ha NMUCbMEHHbIE
obpallLeHuns, No 3NeKTPOHHOM MoYTe, Ha ouMLManbHOM canTe MMHMCTepCTBa, Yepes EanHbIN nopTan,
APYrMK 3aKOHHbIMK crnocobamu.

V. OocynebHbin (BHecyaebHbIN) nopsaok 06xxanoBaHWa OeNCTBUA PeLleHnin U 4encTBuin (besnencTams)
MuHuncTepcTBa,
a TakXXe OO/MKHOCTHbIX 11y, MuHUCTEpCTBa

WHdopmMauns ans 3anHTepecoBaHHbIX L, 06 ux npase Ha focynebHoe (BHecyaebHoe) obxanoBaHue
NencTeun (besnencTema) n (Mnn) peweHnin, NPUHATLIX (OCYLLECTBJIEHHbIX) B X0[e NpeaoCcTaBAeHNS
rocyfapCTBEHHOW ycnyru (ganee - xanoba)

90. 3anHTepecoBaHHbIe 1L BNpaBe 06xanoBaTb AencTens (be3pgencTene) OOMKHOCTHLIX JInL,
MWHWCTEPCTBa 1 PeLleHUst, NPUHATLIE (OCYLWLECTBASEMbIE) UMW B XO4€ NPeA0CTaB/IEHNA rOCyLapCTBEHHON
ycnyru, B gocynebHom (BHecyaebHoM) nopsiike.

91. 3anHTepecoBaHHbLIM NNLaM 0becrnevymBaeTCs BOSMOXXHOCTb HamnpaBJ/ieHNS »Xal0bbl Ha peLleHuns,
nencrteus nnm 6espenctene MMHMCTEPCTBA, AO/MKHOCTHOMO AnLa MUHUCTEPCTBa B COOTBETCTBUM CO
cTaTben 11.2 PepepanbHOro 3akoHa ot 27 mnionsg 2010 r. Ne 210-®3 1 B nopagke, yCTaHOBAEHHOM
noctaHoBneHneMm MpaBuTenscTBa Poccuinckon ®epepaumm ot 20 Hosbpsa 2012 r. Ne 1198 "O chenepanbHoii
rocyapCTBEHHOMN MH(OPMaLMOHHON cucTeMe, obecneymnsatoLlen npouecc gocynebHoro (BHecyaebHoro)
00>)Xan0BaHNS peLleHnin 1 0eicTBMin (6e3nencTBrS), COBEPLLEHHbLIX NPY NpeaocTaBaeHUN
rOCyZLapCTBEHHbIX U MyHULMNANbHLIX yCayr" (Banee - noctaHoBneHne MNpaBnTensCcTBa POCCUNCKON
®epepaumm Ne 1198) 10 .

10 CobpaHue 3akoHofaTenbCcTBa Poccminckon depepauun, 2012, Ne 48, ¢T. 6706; 2018, Ne 49, cT. 7600.

92. 3anHTepecoBaHHbIE L@ MOTYT 00paTUTLCA C XKanoboi, B TOM YMCe B CIeAYIOLWMX ClyYasnX:

1) HapyLUeHMe CpOKa perncTpaLmm 3asaBieHuns;

2) HapyLleHuWe CpoKa npefoCcTaBAeHNs roCy4apCTBEHHOW yCyru;

3) TpeboBaHMe NpeacTaBAeHUs 3asBUTENEM AOKYMEHTOB, HE MPEAYCMOTPEHHbLIX HOPMATUBHbLIMY
npaBoBbIMU akTaMun Poccuinckon depepaumm ons npefocTaBieHUs rocyAapCTBEHHON yCayru;

4) 0TKa3 B NpuemMe AOKYMEHTOB, MpeAcTaB/IeHNe KOTOPbIX NPeayCMOTPEHO HOPMATMBHbLIMU NPABOBLIMU
akTamu Poccuinckon ®epepauny 4na npefoCcTaBAeHNS FOCY4apCTBEHHON yCayri;

5) 0TKa3 B NpeaoCTaB/ieHNN rocyAapCTBEHHONM YC/IYyru, eC/IM OCHOBaHMA 0TKa3a He NpeayCMOTPEHbI
thenepanbHbIMN 3aKOHAMMN U MPUHATLIMU B COOTBETCTBMU C HAMU UHBIMW HOPMATWBHLIMU MPaBOBbLIMY
akTamu Poccuinckon ®epepaunu;

6) TpeboBaHMe BHECEHNS 3aABUTENIEM MPU NPEAOCTaBIEHNN FOCYAAaPCTBEHHON YCYr NAaThl, He
npeaycMOTPEHHOW HOPMATUBHLIMI NPABOBLIMK akTaMu Poccminckon depepauuu;

7) 0TKa3 LO/MKHOCTHbLIX JIWL, B UCNPaBJIEHNN LOMYLLEHHbIX ONeYaTOK 1 OWMOOK B 3anpalluBaeMbIX
CBEAEHNAX;

8) HapyLleHne CpoKa UM NopsLKa Bbl4ayu LOKYMEHTOB MO pe3yfibTaTaM npefocTaBieHns
roCyfapCTBEHHON WM MyHMUUMUMNANLHON yCayr,

9) npnocTaHoBNEHNE NPEeAOCTaBNEHNS rOCYAapCTBEHHON YCAYrU, €CN OCHOBaHUS NPUOCTAHOBIEHNS He
nNpeaycMoTpeHbl pefepasbHbIMN 3aKOHAMW U MPUHATLIMK B COOTBETCTBMU C HAMUN UHBIMW HOPMATUBHbLIMU
npaBoBbIMU akTaMu Poccuinckon depepaumu.

OpraHbl rocy1apCTBEHHON BNACTK, OpraHn3aLnn 1 yrnosHOMOYEHHbIE Ha PacCMOTPEHME »Xanobbl anLa,
KOTOPbIM MOXXeT BbITb HanpaB/ieHa xanoba 3asBuTens B nocyaebHom (BHecynebHoM) nopsake

93. B cnyyae obxxkanoBaHua oencTenii (6e3nencTems) 4OMKHOCTHONO L@ CTPYKTYPHOro noapa3saeneHums
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MuHnCcTepcTBa »anoba NofaeTcsa Ha MM PYKOBOAUTENS COOTBETCTBYHOLLENO CTPYKTYPHOI 0
nofpasneneHna MuHucTepcTBa.

B cnyyae ob)kanoBaHus encTBun (bes3nencTensa) pykoBoaMTENA CTPYKTYPHOIO Nogpa3aesieHuns
MuHuncTepcTBa xanoba nogaeTcsa Ha UMs 3amMmecTUTeNnss MMHUCTpa 34paBooXpaHeHns Poccrinckon
defepalmm, KypupyroLLero gJaHHoe CTPYKTypHoe nofpasaesneHre B COOTBETCTBMM C pacrnpefeneHnem
06543aHHOCTEN, YCTaHOBNAEHHbLIM NPMKa3oM MUHNCTEPCTBA.

XKanoba Ha genctaus (bespencTene) 3amectutens MnHUCTpa 34paBooxpaHeHns Poccuickon ®epepaumm
nogaeTcsa Ha umsa MMHUCTpa 3apaBooxpaHeHns Poccuinckon ®egepauumn.

Crnocobbl MHHOPMMPOBAHUS 3asiBUTENEN O MOPSAKE NMOAAYN U PACCMOTPEHNS Xasobbl, B TOM YnCe C
ncnonb3oBaHveM ELMHOO nopTana rocyLapCTBEHHbIX M MyHULMNAAbHBIX YCAYT ((PYHKLNA)

94. NHopMmnpoBaHME 3aMHTEPECOBAHHbIX UL, O MOPSAAKE NoAaYN Xanobbl OCyLLeCTBAAETCS Ha
omumnanbHOM cante MnMHUCTEPCTBa, Ha EaMHOM nopTane.

MepevyeHb HOPMATMBHbLIX MPABOBbLIX aKTOB, PETYMPYIOLWNX NOPAAOK focyaebHoro (BHecyaebHoro)
00>)XKan0BaHNS peLleHnin n nencTemin (besgencTens) MMHUCTEPCTBA, @ TakXXe ero A0JHKHOCTHbIX L

95. OTHOLLEHNS, BO3HMKalOLLIME B CBSA3M C focyaebHbiM (BHecynebHbIM) 06)KanoBaHWEM peLLEHUI 1
aencteun (bespencTemsa) MMHUCTEPCTBA, a TakXXe AO/MKHOCTHBIX ANl MUHUCTEPCTBA peryampyoTcs
CleyoLWnMn HopMaTMBHBIMY MPaBOBbLIMU aKTaMMu:

1) ®epepanbHbIiM 3aKOHOM OT 27 uiond 2010 r. Ne 210-03 ;

2) nocTaHoBneHneM lMNpasutenscTea Poccuninckon Gegepauun ot 16 asrycta 2012 r. Ne 840 "O nopsagke
nofayn 1 paccMoTpeHns Xanob Ha pelleHns n aencTeus (bespencTene) penepasbHbIX OpraHoB
NCNOJIHATEIbHON BIACTM W UX AOJDKHOCTHBIX UL, befepanbHbiX rOCYAapCTBEHHbIX CYXKaLUnX,
JOMKHOCTHbBIX UL, FOCYAapPCTBEHHbIX BHEOOAKETHbIX (hoHO0B Poccuinckon ®epepalumm, rocyapcTBEHHbIX
KOpMopaumnin, HafeNeHHbIX B COOTBETCTBUN C (hefepasibHbIMU 3aKOHaMMN NOSHOMOYUAMY MO
npenocTaB/IEHNIO FOCYAapPCTBEHHbIX YCAYT B YCTAHOBIEHHON chepe AeATENbHOCTU, U UX OOJIKHOCTHbIX
JINL, OpraHM3aLnin, NpeayCcMOTPEHHbIX YacTbio 1.1 cTaTbn 16 ®epepanbHoro 3akoHa "O6 opraHmsauum
npefocTaBieHns roCyAapCTBEHHbIX M MYHULMAAbHBLIX YCayr", n nx paboTHMKOB, a Takxe
MHOMO(YHKLMOHAbHbIX LLIEHTPOB MPeA0oCTaBAEHNSA FOCYAaPCTBEHHBIX Y MyHULUMNAABHbIX YCAYT 1 X
paboTHmkos" 11 ;

3) nocTaHoBseHmeM lMpaBuTenscTBa Poccunckon Gepepaunm Ne 1198 .

11 CobpaHue 3akoHofaTenbcTBa Poccunckon ®epepaumm, 2012, Ne 35, cT. 4829; 2018, Ne 25, cT. 3696.

96. MepeyeHb HOPMATMBHbIX MPABOBbLIX aKTOB, PEFYANPYOLLMX NOPALOK AocynebHoro (BHecynebHoro)
06>kaoBaHNS peLlleHnin 1 oencTeuin (besgencTens) MUHUCTEPCTBA, @ TakXXe ero A0JHKHOCTHbIX uL,
pa3MelaeTcs Ha ohLUmnanbHOM canTe MnHUCTEpPCTBa B ceTu "UHTepHeT", B hefepasibHOM peecTpe, Ha
EnnHoM nopTane.

VHpopMaLns, yKkasaHHasa B HaCTOALWEM pa3fene, pa3MeLlaeTcs Ha opuumanbHOM canTe MMHMCTepCcTBa B
cetn "HTepHeT", Ha EgnHOM nopTane n B hefepasibHOM peecTpe.

MuHncTepcTBo obecneynBaeT pa3MeLLeHME N aKTyaan3aunto CBeeHnn B COOTBETCTBYIOLLEM pa3aene
(henepanbHoOro peecTpa.

MpunoxeHune Ne 1

K ALMWHUCTPATUBHOMY pernaMeHTy
MuHWCTepCTBa 34paBOOXPaHEHNS
Poccuiickon ®epepaLimm no npefocTaBaeHNo
rocyapCTBEHHON yCAyru Mo Bblgave
3aK/0YeHNI (paspelunTesibHbIX LJOKYMEHTOB)
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Ha BBO3 B Poccuinckyto degepaumto

KOHKPETHOWN NapTun 3aperncTpupoBaHHbIX

1 (Mn) He3aperncTPMpPOBaAHHLIX IEKAPCTBEHHbLIX CPEACTB, MPeAHa3HaYeHHbIX 419 NpoBeaeHmns
KJINHNYECKUX NCCNeaoBaHNA IEKapCTBEHHbIX NPenapaToB, KOHKPETHOW NapTUWN HE3apPEerucTPMPOBaHHbIX
JIeKapCTBEHHbIX CPEACTB A5 NPOBEAEHNS IKCNEPTU3bl IEKAaPCTBEHHbIX CPEACTB B LENAX perncTpauumn un
3KCMNepTU3bl IEKAPCTBEHHBIX CPEACTB, NPeAHa3HaYeHHbIX 15 obpalleHus

Ha 0bLLEeM pbIHKE NeKapCTBEHHbIX CPeACTB

B paMKax EBpPa3minCKOro 3KOHOMUYeCKOoro

coto3a u (nnm) Poccuinckon ®epepauuu,

OCYLLLeCTBJIEHWNS rOCYLapCTBEHHON

perncTpaumm eKkapCTBEHHbLIX NpenapaTos,

BKJIOYEHNA hapMaLeBTMYecKon cybcTaHumum

B rOCY4apPCTBEHHbIN PEEeCTp SIeKapCTBEHHbIX

CpPencTB, KOHKPETHOWM NapTun

He3aperncTpNPOBaHHbIX IEKapPCTBEHHbIX

CpencTB Ansi OKa3aHusa MeLULMHCKON MOMOLLN

MO XXN3HEHHbIM MOKa3aHNAM KOHKPETHOI0

nauneHTa nMbo okasaHns MeOULMHCKON NOMOLLN OrpaHNYE€HHOMY KOHTUHIEHTY MaLWeHTOB C PEOKON U
(nnn) ocobo TsKeNoW NaToNormen, yTeep)Xx4eHHOMY NprMKaszoMm MUHNCTEPCTBA 34PaBOOXPaHEHNS
Poccninckon ®degepaunmn

oT 25 aBrycta 2021 r. No 880H

®opma

3asiBneHue

L4019 NOJlyYeHNs paspeLleHuns Ha BBO3 Ha TeppuTopuio Poccunckon ®efepaumm KOHKPETHON napTum
He3aperncTpMpoBaHHOr0 IEKapCTBEHHOMO NpenapaTta A1 OKa3aHUs MeAULMHCKON NoOMOLLM Mo
YKM3HEHHbIM MOKa3aHWAM KOHKPETHOr0 nauneHTa

1.HaumeHoBaHWe 1 afpec opraHnsaunmn-3asasuTens

2.

Lenb BBO3a Ha Tepputoputo Poccuinckon depepaunm neKapCTBEHHOro NpenapaTa

3.

HanmeHoBaHMe NekapCTBEHHOMO npenapaTa (Toproeoe u (Mnm) mexayHapogHoe HenaTeHTOBAHHOE)
4.

JlekapcTBeHHas opma

5.

[l031poBKa, KOHUEHTpauus, opMa BbiNycka (MepBnYHas yNakoBKa, KONYECTBO B MEPBMYHOM 1
noTpebuTenbCKom YNakoBKe, KOMMAEKTHOCTb)

6.

HavMeHoBaHMe opraHu3auny - NpoM3BOANTENA JIeKapCTBEHHOIo NpenapaTa

7.CTpaHa npomn3BoACTBa JiekapCTBEHHOr o rnpenapaTa

8.

damununs, UMs, 0THECTBO (MPY HANNYMKM) NALMEHTa, AaTa POXXAEHMA, AaHHble CBMAETENbCTBA O POXKAEHNN
nauneHTa (cepums, HOMep, KeM Bbl4aHO, AaTa Bblgay4n), NAaCNOPTHbIE AaHHbIE NP AOCTUXEHUN NaLNEHTOM
BO3pacTa As1d 06593aTeNbHOro noay4yeHns nacnopTa (cepus, HOMep, KeM BblAaH, AaTa BblAaun)

9.

HavmeHoBaHMe 1 agpec y4pexaeHus, B KOTOPOM OKa3blBaeTCA MeauLMHCKas NOMOLLb

10.dnarHo3 nauneHTa

11.
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KonuyecTBo IeKapCTBEHHOMO NpenapaTta, HeobxoanMoe 411 OKa3aHWa MegULUHCKON MOMOLLM NauneHTy
12.

CtpaHa, n3 KoTopon byaeT ocyLwecTBAATLCSA BBO3 Ha TeppuToputo Poccuinckon ®epepaunm

13.

Cnocob BB03a Ha TeppuTopuio Poccuinckon ®epepaunm nekapCTBEHHOMO NpenapaTa

14,

[JaTa npegnonaraeMoro BBO3a Ha Tepputopuio Poccuinckon degepaLmm nekapCcTBEHHOro npenapaTa
Mpunaraemeble JOKYMEHTbI:

YNosIHOMOYEHHOE NNLLo

(0O/MKHOCTB, hamununs, Ms, 0TYECTBO (MPW HaAMYMK), NOAMUCH)

(naTa)
MecTo neyvyaTn
(Npw Hann4mwn)

MpunoxeHune Ne 2

K ALMWHUCTPATUBHOMY pernameHTy

MnHWCTepCTBa 34PaBOOXPaHEHUS

Poccninckon ®degepaunm No NpeaoCcTaBsIEHNIO

roCyZLapCTBEHHOM yCAyri No Bblgave

3aKJII0OYEHNI (pa3pelunTesbHbIX JOKYMEHTOB)

Ha BBO3 B Poccuinckyto ®efepaumio

KOHKPETHOWN MapTun 3aperncTpupoBaHHbIX

1 (MWK) He3aperncTPMPOBaHHbLIX IEKAPCTBEHHbLIX CPEACTB, NPefHa3HavYeHHbIX 415 NpoBeaeHus
KAUHUYECKNX NCCIe[0BaHNI NIeKapCTBEHHbIX NPenapaToB, KOHKPETHOW NapTUX HE3aperncTpUpoBaHHbIX
NleKapCTBEHHbIX CPeACTB A1 NPOBEAEHNS SKCNePTN3bl NEKAPCTBEHHbIX CPEACTB B LLeNaX perucrpaumm u
3KCMEepTU3bl IEKAPCTBEHHbIX CPEACTB, NPeAHa3HaYeHHbIX Aas obpalleHuns

Ha 06LLeM pbiHKe NeKapCTBEHHbIX CPEACTB

B paMkax EBpa3nMmnckoro 3kOHOMMYeCKoro

coto3a u (nnu) Poccunckon depepauuy,

OCYLLEeCTBJIeHNS FrOCy[apCTBEHHOW

perncTpaummn n1eKapCTBEHHbIX NpenapaTos,

BKJItOYEHNA hapMaLeBTMHecKkon cybcTaHumum

B rOCYAapCTBEHHbLIN peecTp NeKapCTBEHHbIX

CPeLCTB, KOHKPETHOW NapTuun

He3aperncTpMpoBaHHbIX NEKAPCTBEHHbIX

CPeLCTB A5 OKa3aHUa MeANLIMHCKON NOMOLLK

M0 XMW3HEHHbIM NOKa3aHWUAM KOHKPETHOro

naumeHTa nMbo okasaHWa MeAULNHCKOWM MOMOLLM OFPaHNYEHHOMY KOHTUHIEHTY NalWeHTOB C PeaKOW 1
(nnu) ocobo TaxXenon naTonormei, yTBep>XAeHHOMY Npuka3oMm MMHUCTepPCTBa 3 paBoOXpaHeH s
Poccuinckon ®degepaunmn

oT 25 aBrycta 2021 r. No 880H

®opma

3asaBneHune
AN19 NOJIYMeHNs paspeLLeHns Ha BBO3 Ha TeppuTopuio Poccuinckon ®enepaumm KOHKPETHON NapTum
He3aperncTpUpoBaHHOIO JIEKAPCTBEHHOIO NpenapaTta A8 OKa3aHus MeanLMHCKON MOMOLLA
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OrPaHUYEHHOMY KOHTUHIEeHTY MaLMEeHTOB C peakon 1 (nnu) ocobo TsKenon natonorven
1.HanmeHoBaHVe 1 agpec opraHu3aumnm-3asasuTens

2.

Lenb BBO3a Ha Tepputoputo Poccuinckon denepaunm neKapCTBEHHOro NpenapaTa

3.

Homep n nata akTa MpaButensctea Poccuinckon ®egepaumm BO NCNOSHEHNE KOTOPOr0 OCYLLIECTBASETCS
BBO3

4,

HavnmeHoBaHMe NekapCTBEHHOMO npenapaTa (Toproeoe u (Mnn) mexayHapogHoe HenaTeHTOBAHHOE)
5.JlekapcTBeHHasa opmMa

6.

[l031poBKa, KOHLUEHTpauus, popMa BbiNycka (MepBnYHas YNaKoBKa, KOJIMYECTBO B MEPBMYHOMN 1
noTpebuTenbCKom YNakoBKe, KOMMAEKTHOCTb)

7.

3aboneBaHune (COCTOAHME) NALMEHTOB, A1 OFPAaHNYEHHOr0 KOHTUHIEHTa KOTOPbIX BBO3UTCA
JleKapCTBEHHLIN npenapaTt

8.

HavMeHoBaHVe opraHu3auunm - NpoM3BOANTENA JIeKapCTBEHHOIo NpenapaTa

9.CtpaHa nNpou3BOACTBa JIeKapCTBEHHOr o npenapaTa

10.

Konn4ecTBo nekapCcTBEHHOro npenapaTa, HeobxoaumMoe 419 0Ka3aHUs MeanLMHCKOM MOMOLLM

11.

CTpaHa, 13 KoTopon ByaeT ocyLwecTBAATLCS BBO3 Ha TeppuToputo Poccuinckon ®epepaunn

12.

Cnocob BB03a Ha TeppuTopuio Poccuickon depepaumm nekapCTBEHHOroO nNpenapaTa

13.

[laTa npennosiaraemMoro BBo3a Ha Tepputoputo Poccninckon degepaunm nekapCTBEHHOro npenapaTa
Mpunaraemble 4OKYMEHTHI:

YNosHOMOYEHHOEe NNLLo

(BO/MKHOCTL, hamununs, MMs, 0TYECTBO (MPW HaANYMK), NOAMUCH)

(paTa)
MecTo nevyaTtwn
(Mpn Hann4un)

MpunoxxeHue Ne 3

K ALMWHUCTPATUBHOMY pernaMeHTy

MuHMCTEpPCTBa 34PaBOOXPaAHEHNS

Poccuickon ®epepalimm no npefocTaBeHuNIo

rocyZapCTBEHHON yCayru Mo Bblgave

3aKJII0YEHUN (pa3pewmnTenbHbIX JOKYMEHTOB)

Ha BBO3 B Poccuiickyto depepauuio

KOHKPETHOM NapTun 3aperncTpupoBaHHbIX

1 (Un) He3apernCTPMPOBaHHbLIX NEKAPCTBEHHbLIX CPEACTB, MPeAHa3HaYeHHbIX 415 NPOBEAEHNS
KJINHNYECKNX NCCNef0BaHNA IeKapCTBEHHbIX NpenapaToB, KOHKPETHON NapTunN He3aperncTpMpoBaHHbIX
NeKapCTBEeHHbIX CpeACTB A1 NpoBedeHNA 3KCNePTU3bl IEKaPCTBEHHbLIX CPEACTB B LeNaX pernctpaunm mn
3KCMepTU3bl TEKAPCTBEHHbIX CPEACTB, NPefHa3HavYeHHbIX Ans obpalleHuns
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Ha 06LLIEM pbIHKE IEKAPCTBEHHbIX CPEACTB

B paMKax EBpa3nincKoro sKOHOMUYECKOro

coto3a u (nnm) Poccuinckon ®epepauun,

OCYLLLEeCTBJIEHWNS TOCYLaPCTBEHHOMN

perncTpaumm nekapCTBEHHbIX MpenapaTos,

BKJIOYEHNA (hapMaLeBTMYECKON CybCcTaHuum

B rOCY,apCTBEHHbIV PEECTP NIEKAPCTBEHHbIX

CpeaCcTB, KOHKPETHOWN NapTum

He3aperncTpmupoBaHHbIX JIEKAPCTBEHHbIX

CpencTB Ans 0OKa3aHusa MeaULMHCKON MOMOLLN

MO XM3HEHHbIM MNOKa3aHNAM KOHKPETHOI0

nauneHTa 1Mbo okazaHns MeQULMHCKON NOMOLLMN OrPaHNYE€HHOMY KOHTUHIEHTY MauMeHTOB C peaKon u
(nnn) ocobo TXKENoW NaTonorven, yTeep)XXAeHHOMY Nprka3zoMm MUHUCTEPCTBA 34PaBOOXPaHEHNS
Poccunckon ®epepalmm

oT 25 aBrycta 2021 r. Ne 880H

dopmMa

3asBneHune

AN19 NOJyYeHNs paspeLleHuns Ha BBO3 Ha TeppuTopuio Poccunckon ®epepauimm KOHKPETHON NapTum
3apernucTpuMpoBaHHbIX 1 (1K) HE3apPernCTPUPOBAHHbLIX IEKAaPCTBEHHbIX CPeACTB, NpefHa3HaYeHHbIX A4
NpPoBeAeHNS KJIMHNYECKUX NCCNeaoBaHNA IeKapCTBEHHbIX NpenapaToB

1HanmeHoBaHWe 1 agpec opraHM3aunmn-3asaBuTens

2.

Llenb BBO3a Ha Tepputoputo Poccuinckon degepaunm nekapCTBEHHOro npenapaTa

3.

[laTa, HoOMep pa3peLleHns Ha NPoBeLEeHME KJIMHNYECKOr0 NCCeloBaHMs, HOMepP HaMMeHoBaHMe NPOTOKOIa
KJINHNYECKOro nccaenoBaHms

4.

HanmeHoBaHMe NekapCTBEHHOIO NnpenapaTa (Toproeoe u (Unm) MexayHapogHoe HenaTeHTOBAHHOE)
5.JlekapcTBeHHas opma

6.

[031poBKa, KOHUEHTpauus, opMa Bbinycka (NepBnYHas ynakoBKa, KOJIMYECTBO B MEPBUYHOMN 1
noTpebuTenbCKom YNakoBKe, KOMMAEKTHOCTb)

7.

HavmeHoBaHMe opraHu3aunm - NPOM3BOANTENS JIEKAPCTBEHHOIO NpenapaTa

8.

CTpaHa Npon3BOACTBa JIEKAPCTBEHHOr0 NpenapaTa

9.

Konn4yecTso BBO3MMOrO JIEKapCTBEHHOr O npenapaTa

10.

CTpaHa, 13 KoTopon byneT ocywecTBAATbLCSA BBO3 Ha TeppuToputo Poccuinckon Gegepauum

11.

Cnocob BB03a Ha TeppuTopuio Poccunckon ®epepaumm nekapCTBEHHOrO npenapaTa

12.

[laTa npennosiaraemMoro BBo3a Ha TeppuTtoputo Poccuinckon depepaunm nekapCTBEHHOro NpenapaTa
Mpunnaraemblie [OKYMEHTHI:

YnoaHOMOYeHHOEe Lo
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(0O/MKHOCTB, hamununs, Ms, 0TYECTBO (MPW HaAMYMK), NOAMUCH)

(naTta)
MecTo neyvyaTn
(Npw Hann4mwn)

MpunoxeHue Ne 4

K ALMWHUCTPATUBHOMY pernameHTy

MnHWCTepCTBa 34PaBOOXPaHEHUS

Poccninckon ®degepaunm No NpeaoCcTaBsIEHNIO

roCyZLapCTBEHHOM yCAyrn no Bblgave

3aKJII0YEHNI (pa3peLunTesbHbIX JOKYMEHTOB)

Ha BBO3 B Poccuinckyto ®enepaumio

KOHKPETHOWN MapTun 3aperncTpupoBaHHbIX

1 (MWK) He3aperncTPMPOBaHHbLIX IEKAPCTBEHHbLIX CPEACTB, NPefHa3HavYeHHbIX 415 NpoBeaeHns
KAUHUYECKNX NCCIe[0BaHNI NIeKapCTBEHHbIX NPenapaToB, KOHKPETHOW NapTuK HE3aperncTpupoBaHHbIX
NleKapCTBEHHbIX CPeACTB A5 NPOBEAEHNS SKCNePTN3bl NEKAPCTBEHHbIX CPEACTB B LLeNaX perucrpaumm u
3KCMEepTU3bl IEKAPCTBEHHbIX CPEACTB, NMPeAHa3HaYeHHbIX Aas obpalleHuns

Ha 06LLeM pbiHKe NeKapCTBEHHbIX CPEACTB

B paMkax EBpa3nMmnckoro 3kOHOMMYeCKoro

coto3a u (nnm) Poccunckon depepauuy,

OCYLLEeCTBJIeHNS FrOCy[apCTBEHHOW

perncTpaummn neKapCTBEHHbIX NpenapaTos,

BKJItOYEHNA hapMaLeBTMHeckon cybcTaHumum

B rOCYAapCTBEHHbLIN peecTp NeKapCTBEHHbIX

CPeLCTB, KOHKPETHOW NapTuun

He3aperncTpMpoBaHHbIX EKAPCTBEHHbIX

CPeLCTB A5 OKa3aHUa MeANLMHCKON NOMOLLK

M0 XMU3HEHHbIM NOKa3aHWUAM KOHKPETHOro

naumeHTa nMbo okasaHWa MeAULNHCKOW MOMOLLM OFPaHNYEHHOMY KOHTUHIEHTY NaLWeHTOB C PeAKOW 1
(nnu) ocobo TaxXenon naTonorvei, yTBep>XAeHHOMY Npuka3oMm MUHUCTepPCTBa 34 paBoOXpaHeH s
Poccuinckon degepaunmn

oT 25 aBrycta 2021 r. Ne 880H

®opma

3asBneHue

ANS NoJyYeHns paspeLleHns Ha BBO3 Ha TeppuTopuio Poccninckon deagepanum KOHKPETHOW NapTum
He3aperncTpMPOBaHHbIX IEKAaPCTBEHHbIX CPEACTB A5 MPOBEAEHNSA IKCNEPTUN3bI IeKapCTBEHHbLIX CPEACTB B
uenax pernctpaunn n aKCnepTn3bl JIeKapCTBEHHbLIX CPEACTB, NpeAHa3Ha4YeHHbIX A4 06paLLI,eHI/I$| Ha 06LLI,eM
PbIHKE NIeKapCTBEHHbIX CPEACTB B paMKax EBPa3mMnckoro 3KOHOMUYECKOro coto3a u (unu) Poccninckon
®epepalimm, OCyLLECTBIEHNS FOCYLapCTBEHHON perncTpaLmm neKapCTBEHHbIX NpenapaTos, BKJYEHUS
thapMaLeBTNYeCKon cybCcTaHL MM B rOCyJapCTBEHHbLIN peecTp NeKapCTBEHHbLIX CPeLCTB

1HanmeHoBaHWe 1 agpec opraHM3aunmn-3asBuTens

2.

Llenb BBO3a Ha Tepputopwuto Poccuinckon Pegepaunm nekapCTBEHHOro npenapaTta uan apMaLeBTUYeCKon
cybcTaHumm

3

HanmeHoBaHMe NeKkapCTBEHHOMO npenapaTa (Toproeoe u (Mam) MexayHapogHoe HenaTeHTOBAHHOE)
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4JlekapcTBeHHasa opMa

5

[l031poBKa, KOHUEHTpauus, opMa BbiNycka (MepBnYHas yNakoBKa, KONYECTBO B MEPBMYHOMN 1
noTpebuTenbCKom YNakoBKe, KOMMAEKTHOCTb)

6

HavmMeHoBaHVe opraHu3auny - NpoM3BOANTENA JIeKapCTBEHHOro NpenapaTa

7CTpaHa npom3BOACTBa JIeKapCTBEHHOr0 NpenapaTa

8

Ko/im4ecTBO BBO3MMOI0 JIEKApPCTBEHHOrO NpenapaTa

9

CTpaHa, 13 KoTopon ByaeT ocyLWwecTBAATLCS BBO3 Ha TeppuToputo Poccuinckon ®epepaunn

10

Cnocob BB03a Ha TeppuToputo Poccuinckon depepalmm nekapCTBEHHOMO NpenapaTa Win
thapMaueBTNYECKON CybCTaHL MK

11

[laTa npennosaraemMoro BB0O3a Ha Tepputoputo Poccuinckon denepaunmn 1eKapCTBEHHOr0 NpenapaTa Uan
thapMaueBTNYECKON CybCcTaHU MK

Mprvnaraembie [OKYMEHTHI:

YnosHOMOYEeHHOE Lo

(BO/MKHOCTL, hamununs, nMs, 0THECTBO (MpW HaAMYMK), NOAMNCH)

(naTa)
MecTo nevyaTtwn
(Mpn Hann4un)

MpunoxxeHue Ne 5

K ADMWHUCTPATUBHOMY pernameHTy

MuHWCTepCTBa 3L paBoOOXPaHEHUS

Poccninckon degepaunm No NpenoCcTaBsIEHNIO

roCyZLapCTBEHHOM yCAyru no Bblgaye

3aKJII0YEHUN (pa3pelnTenbHbIX JOKYMEHTOB)

Ha BBO3 B Poccuickyto depepaumio

KOHKPETHOWM MapTUK 3aperncTpmpoBaHHbIX

n (Vlﬂl/l) He3aperncTpupoBaHHbIX 1eKapCTBEHHbIX CPeacTB, NpeaHa3Ha4YeHHbIX oA NpoBeaeHns
KAUHUYECKNX NCCIe[0BaHNIN IeKapCTBEHHbIX NPenapaToB, KOHKPETHOW NapTUX He3aperncTpupoBaHHbIX
JIEKAPCTBEHHbIX CPEACTB AJ19 MPOBEAEHNS SKCMEPTN3bl IEKAPCTBEHHbIX CPEACTB B LIENAX PErncTpaumm u
9KCMEepTU3bl NEKAPCTBEHHbIX CPEACTB, NPeAHa3HavYeHHbIX Aas obpalleHuns

Ha 06LLIEM pbIHKE IEKaPCTBEHHbIX CPEACTB

B paMKax EBpa3MncKoro 3KOHOMNYeCKOro

coto3a u (nnu) Poccuinckon depepauuy,

OCYLLECTBJIEHNSA FOCYAaPCTBEHHOW

perncTpaummn nekapCTBeHHbIX NpenapaTos,

BKJIOYEHNSA (hapMaLeBTMYECKON CybCcTaHumum

B rOCYAapCTBEHHbLIN peecTp NeKapCTBEHHbIX

CpencTB, KOHKPETHOWN napTun

He3aperncTpupoBaHHbIX JIEKAPCTBEHHbIX

CPeLCTB A5 OKa3aHUa MeAULIMHCKON NOMOLLK
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M0 XMW3HEHHbIM NOKa3aHWUAM KOHKPETHOro
naumeHTa nnbo okasaHWa MeAULNHCKOW MOMOLLM OFPaHUYEHHOMY KOHTUHIEHTY NaLWeHTOB C peaKon 1
(nnn) ocobo TAXKenNon naTonormen, yTeep)XxAeHHOMY NprMkasom MUHNCTEPCTBa 34PaBOOXPaHEHNS
Poccunckon ®egepalimm

oT 25 aBrycta 2021 r. No 880H

dopmMa

3anpoc 0 NpeaoCTaBeHNN CBEAEHNI O KOHKPETHOM 3aKJ/OYeHUN (pa3pewlnTensHOM JOKYMEHTE) Ha BBO3 B
Poccuinckyto ®enepaumnio KOHKPETHOW NapTWUmX 3apPerncTpMpoBaHHbIX 1 (M) HE3apPernCTPUPOBaHHbIX
JIEKAPCTBEHHbIX CPEACTB, NPeAHa3HaYeHHbIX A5 NPOBEAEHNS KIUHNYECKNX NCCNIeA0BaHMNNA
JIEKApPCTBEHHbIX NPENapaToB, KOHKPETHOW NapTX HE3aperncTPUPOBaHHbIX JIEKAPCTBEHHbIX CPeACTB As
NpoBeAeHNS 3KCNEPTM3bl JIEKAPCTBEHHbLIX CPEACTB B LIENIAX PErNCTPALMMN 1 SKCNEPTU3bl IEKAaPCTBEHHbIX
CpencTs, NpefAHa3Ha4YeHHbIX A15 obpalleHns Ha o06LIeM pbiHKE JIEKAaPCTBEHHbIX CPEACTB B paMKax
EBpPa3ninCcKoro aKOHOMMYECKOro coto3a u (nam) Poccunckon ®epepaumm, oCyLLeCTBAEHNS FrOCY 4apCTBEHHON
perncTpaumm N1eKapCTBEHHbIX NPenapaToB, BKAOYEHUS dapMaLleBTUYeCKON cybcTaHLmmM B
roCyAapCTBEHHbLIN PEECTp JIEKAapCTBEHHbIX CPEACTB, KOHKPETHOW MapTUK He3aperncTpupoBaHHbIX
JIEKAPCTBEHHbIX CPEACTB AJ19 OKa3aHUs MeANLUMHCKON NMOMOLLM MO XN3HEHHbIM MOKa3aHNAM KOHKPETHOIo
nauneHTa nMbo oKasaHNs MeQULMHCKON NOMOLLMN OrPaHNYE€HHOMY KOHTUHIEHTY MaLMeHTOB C PeOKON U
(nnn) ocobo TaXxXeNon naTonoruei

Mpoluy NPefoCTaBNTb U3 PEecTpa BblAaHHbIX 3aK/OYEHUIA, pelleHnin 06 0TKa3e B Bbigaye 3aKJII04eHNI
CBEMIEHNS B OTHOLLUEHUN

(yKa3blBalOTCA CBEAEHUS O 3aK/I0YEHUN (pa3peLllnTenbHOM OKYMEHTE) Ha BBO3 (BblBO3) BLMONOrM4ecKumx
MaTepmranos, NONYYEHHbIX MPU NPOBEAEHNN KIMHUYECKOr0 NCCNe0BaHNS NeKapCTBEHHOMO nNpenapaTta ans
MeOMNLUNHCKOro NpuMeHeHuns)

1

3asBUTENb - OPUANYECKOE SINLIO:

1.1

MosHOe HauMeHoBaHWe PULNYeCcKoro anLa

1.2

NoeHTUDUKaLMOHHBIN HOMep HasoronfaTensnka (MHH) nnm oCHOBHOW rocyAapCTBEHHbIN
perncTpaumnoHHbIn Homep (O PH)

1.3

MoyTOBLIN aApec PMANYECKOr0 AnLa (MOYTOBLIN NHAEKC, HAaMMeHOBaHWe CybbekTa Poccninckom
depepaumm, palnoHa, HaCeNIeHHOro NyHKTa, yauLbl, HOMep AoMa (BafeHus), kopnyca (CTpoeHus),
KBapTUphbI (oguca)

2

damnnns, nMs, 0T4ECTBO (NPY HaNNYMK) YNOJHOMOYEHHOIO NPeacTaBMTeNS

2.1

[lOMXKHOCTb YNOSIHOMOYEHHOr0 NpeacTaBUTENS

2.2

ALpec 3N1eKTPOHHON NOYThl

2.3

Homep KOHTakTHOro TenedoHa (yKa3biBaeTCs C KOJOM MeXAYrOpoaHEN CBA3N) - MO XKENaHWUo 3aaBUTENS
3

Pa3pelueHne Ha NpoBefeHNE KINHNYECKOro NccnenoBaHmns (Homep u gaTa)

4

HavmMeHoBaHMe nekapCTBEHHOrO NpenapaTa 4158 MeAULMHCKOro NpUMeHEeHNS

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru Ctp. 27 n3 28



5
Homep 1 HanMeHoBaHMe NPOTOKONA KIMHNYECKOro NccienoBaHus

YNoAHOMOYEHHOE NnLLO

(0O/MKHOCTL, hamununs, M5, 0THECTBO (MPY HaAUYMK), NOAMUCH)

(naTa)
MecTo nevaTtwn
(Mpw Hann4mn)

Ckay4aHo Ha canTe «3akoHbl P®» — https://actrf.ru Ctp. 2813 28



