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OO0 yTBepkIeHHH AAMHHHCTPATHBHOIO PerjiaMeHTa
MunncrepcrBa 31paBooxpanenus Poccuiickoii ®@enepanun
MO NPeJOCTaBJIEHHIO rOCYJapCTBEHHOH YCJIYIH 0 Bbiia4ye 3aK/II04eHn i
(paspemINTEJBLHBIX AOKYMEHTOB) Ha BB03 B Poccuiickyio ®@enepanuio 4 BbIBO3 H3
Poccuiickoiit @egepanun 6HOJIOTHYECKHX MaTepPHAJIOB, MOJY4YEeHHBIX NPH
NpoBeJeHHH KJIHHUYECKOr0 HCCIeJOBAHHA JIEeKAPCTBEHHOT 0 penapaTa AJst
MEAHLIHHCKOro NpHMeHeHH

B coorsercTBrH ¢ myHKTOM 2 IIpasun BBo3a B Poccuiickyro ®ezepanuro ¥ BbIB03a
u3 Poccuiickoii @enepanyy OHOJOrHIECKUX MATEPHAJIOB, IOy YEHHBIX PU IPOBENEHUN
KJIMHUYECKOTO  HCCIIEZIOBaHUSl JIEKapCTBEHHOTO IIperapara JJjs MeIHUIHHCKOTO
IPUMEHEHMs, YTBEpPXICHHBIX IocTaHoBlIeHHeM lIpasBurensctBa  Pocculickoin
®eneparuu ot 14 mapta 2022 1. Ne 363 «O6 ytBepxaeHuu [Ipasun BBo3a B PocCHHCKYTO
Oenepauuo U BbIBo3a U3 Poccuiickoii ®Denepanuy OHOMOTMYECKHX MAaTEpUANOB,
IOJIy4YeHHBIX IIpU MNPOBEAEHHHM KIMHUYECKOTO HCCIIENOBAHUS JIEKaPCTBEHHOIO
mpernapaTa IUIsi MEAWLUHCKOTO IIPUMEHEHHS, M NpPHU3HAHUU YTPaTHBIIMMU CHITY
| HEKOTOPBIX 4KTOB M OTHENbHBIX MONOXEHHH HEKOTOPHIX akToB IIpaBHTEBCTBA
Poccuiickoit ®enepanum» (Cobpanue 3akoHozatenbcTBa Poccuiickoil Pepepanmmy,
2022, Ne 12, ct. 1848), a Takke mnocraHoBieHueMm IlpaBurenscrBa Poccuiickoi
®epepaunu ot 24 mapra 2022 1. Ne 454 «O6 0coOeHHOCTAX OpraHU3aLUH
IPeNOCTaBIeHHs. TOCYJApCTBEHHBIX YCIyr, a TakkKe paspaboTKi M [PUHATHA
aJIMUHHUCTPATUBHBIX PETJIAMEHTOB IIPENOCTaBICHNAS TOCYJapCTBEHHBIX yciryr B 2022
roay» (Cobpanme 3axonomarensctBa Poccuitckoit ®eneparun, 2022, Ne 13, cr. 2114;
Ne 36, cT. 6214), moctanosnenuem I IpaBurenscTBa Poccutickoit @enepaunu ot 20 mons
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2021 r. Ne 1228 «O6 yrtBepxmeHun IlpaBun pa3pabOTKH W  yTBEPXKIACHHA
aJMAHUCTPATUBHBIX  PErJIAaMEHTOB  NPEJOCTaBJeHMs TIOCYJapCTBEHHBIX  YCIYT,
0 BHECEHHMH H3MEHEeHuil B HekoTopsle akThl [IpaBurtenscTBa Poccniickoit ®enepanuu 1
NPU3HAHHH YTPATUBIIMMH CHJy HEKOTOPHIX aKTOB M OTIENBHEIX IOJOXECHUH aKTOB
IMpasurensctBa Poccuiickoit ®enepanumn» (Cobpanne 3akoHonarenscTa Poccuiickoi
Depepanuuu, 2022, Ne 31, c1. 5904) npukaspBamw:

1. YTBepauTh mnpuiaaraeMslii AJIMUHHCTPATUBHBIA pernamMedT MHHHCTEPCTBA
3apaBooxpaHeHus Poccuiickolt Denepanuyu no INPEeAOCTABICHUIO TOCYIapCTBEHHON
YCIIyTH O BblAaue 3aKodeHnH (pa3peluTenbHbIX JOKyMEHTOB) Ha BBO3 B PoccuiicKyio
®enepaunio u BbiBo3 U3 Poccmiickoit Penepany OHONOTMYECKHX MATEPHATIOB,
MONy4eHHBIX [IPY IMPOBEACHHAM KIMHUYECKOrO HCCIIEAOBAHMS JIEKapCTBEHHOTO MpeTapara A
MeJULIMHCKOTrO IPMEHEHHUS.

2. Tlpw3HaTe YTpaTHUBUIAM CHJIy NpHKa3 MUHHCTEPCTBA 31PaBOOXpaHEHHs
Poccuiickoit ®egmepanun oT 18 mapra 2021 1. Ne 218x «O6 yTBepkieHUH
AIMHHUCTPATHBHOTO perjiaMeHTa MHUHHCTepCTBa 3ApaBooxXpaHeHus Poccuiickoi
®enepauun 10 MPefOCTaBICHUIO I'OCYJapCTBEHHOH yCNYIW IO BhlJa4e 3aKIIOYEHHUi
(paspemmTensHBIX JOKyMeHTOB) Ha BBo3 B Poccuiickyio ®enepauuio 4 BBIBO3
u3 Poccuiickoit @enepanuy 6HONOrHYECKAX MaTEPHAIIOB, IOy Y€HHBIX P IIPOBEICHUH
KIMHHYECKOTO HCCIIENOBaHMsA JIEKapCTBEHHOro Ipemapara IS MEIUIHHCKOro
IpUMeHeHus» (3apeructTpupoBad MunncTepceTBOM locTHiMM Poccuiickoit denepanun
30 urons 2021 r., peructpanuoHHbii Ne 64040).

Musuctp M.A. Mypaiuko




YTBEPXJIEH
niprKa3zoM MuHUCTEpCTBA 3APABOOXPAHECHHUS
Poccuiickoii ®enepanun

OT fgevaflur 20AL T Ne f7Th

AIMMHHCTPAaTHBHBIH perjamMeHT
Munncrtepersa 3apaBooxpanenns Poccuiickoii @epepanun no npegocraBlieHUI0
rocyJapcTBeHHOH YCJIYTH 1o BblAaye 3aKJI0YeHUH (pa3pelnTeabHbIX
JMOKYMEHTOB) Ha BB03 B Poccuiickylo @enepanuio u BbiBo3 u3 Pocceniickoi
Depepannu 6HOTOrHIeCKHX MATEPHAJIOB, OJMy4YeHHBIX MPH MPOBeAeHHH
KJINHUY€CKOT0 HCC/IeIOBAHNS JIEKAPCTBEHHOI0 NIpenapara AJIsi MeHIHHCKOI 0
npuMeHeHHus

I. O01He MoJI0:KeHus
IIpeamer peryjinpoBanusi AAMAHUCTPATHBHOIO PerjiaMeHTa

1. AxMUHHCTpaTUBHBIN pernameHT MUHHCTEpCTBa 3ApaBooXpanenus Poccuiickoi
Deneparun (anee — MUHUCTEPCTBO) 10 NPEJXOCTABICHUIO IOCYIapCTBEHHOM YCIIyTH
10 BBEIIa4Ye 3aKTIOYCHHH (paspelIuTeNbHBIX JOKyMEHTOB) Ha BB03 B Poccuiickyro
denepaimio U BeIBO3 u3 Poccuiickor Penepanud OHOIOTHYECKHX MaTEpPHUAaloB,
IOJIyYeHHBIX MPHU NPOBEACHUM KIMHHYECKOIO0 MHCCIEHOBAHUS JIEKApCTBEHHOIO
mpenapara I MEJUIIMHCKOTO IIPUMEHeHus (Jajiee — AJMUHUCTPAaTUBHEIH periJaMeHT),
YCTaHABIMBAaE€T CPOKM M IOCJIEAOBATENBHOCTh aAMHHHMCTPATMBHEIX IIPOLENYD
(me#icTBuil) MuHuCTepcTBa B Ipouecce NpeNOoCTaBICHMs TIOCYJApCTBEHHOH YCIyTH,
HIOPSIIOK B3aMMOJEUCTBHUS MEXIy CTPYKTYpHBIMHU NOJApas/elieHHsIMHA MHUHHCTEPCTBa,
€ro JO/DKHOCTHBIMHM  JIMIIAMH, a TakKe B3aUMOAeHcTBUS  MuHHUCTEpCTBa
C 3ajgBHTENSMH, UHBIMH OpraHaM{ TOCYHAapCTBEHHOM BJACTH M OpraHaMu MECTHOI'O
CaMOYIIpaBIIEHUS, YUPEeXKICHUSIMA M OpraHM3allusIMU B IIpoliecce IPEIOCTaBICHHUs
rOCyZapCTBEHHOM yCIIyTH. .

2. TocynmapcTBeHHas ycnyra IpelOCTaBIsSeTcs B OTHOIIEHHH 0OpasioB
OMOJIOTHYECKHUX MaTeprajioB YejoBeka (00pa3oB OMOIOrHIeCKUX XKUIKOCTEH, TKaHEH,
CEKPETOB M  TPOAYKTOB  JKM3HEJEATEIHFHOCTH  4YeloBeKa, (DU3MOJIOIHYECKHX
M IIaTOJIOTHYECKHX BEIAENIEHHH, Ma3KoB, COCKOOOB, CMBIBOB, MHKPOOPIaHM3MOB,
OuMoNCHITHOrO MaTepuasa), Oy4YeHHBIX TP IPOBEICHIH KIMHUYECKOTO HCCIIEI0BaHHUS
NeKapCTBEHHOT'O Tpenapara Ui MeJULMHCKOIO INPUMEHEHMs, BKIIOYEHHEIX B pasjiel
2.21 mepeyHs TOBapOB, B OTHOIIEHHH KOTOPHIX YCTAHOBJIEH Pa3spellUTENbHEIN IOPAT0K
BBO3a Ha TaMOXXEHHYIO Tepputopuro EBpasmiickoro sKOHOMHYECKOro cOw3a M (MIiH)
BEIBO3a € TaMOXEHHOW Teppuropuu EBpa3uiickoro 3KOHOMHMYECKOr0 COI03a,
yrBepxxaeHHoro Pemennem Komnernu EBpasuiickodi 3KOHOMHYECKOH KOMMCCHH
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ot 21 anpena 2015 r. Ne 30 «O mMepax HeTapHHOTO PEryTHPOBAHKA» .

3. TocymapcTBeHHass yciayra mnpefdoCTaBiseTcs Npu BBO3€ B Poccuickylo
denepanuio U3 TPETHUX CTPaH U BbIBO3e U3 Poccuiickoit denepannu B TpETbU CTPAHBI
00pa3oB OHONOrHYECKUX MAaTepHalIOB 4YENOBEKAa, IONYYEHHBIX IPH IPOBEACHUH
KJIHHHYECKOrO0 MCCIACJOBaHHS JIEKAPCTBEHHOrO0 Ipemnapara AiNd MEAULUHCKOTO
npuUMeHeHHs (Jajnee — BBO3 (BBIBO3) OHMONOTMYECKHX MATEpHANIOB), I MX HU3y4YEHHs
B Poccuiickoii ®enepaunu u (1an) 3a npeaenamu Poccuiickoit denepanumu.

CBeneHHs U3 3aKIIOUEHHH NPEROCTaBIAIOTCS MHHUCTEPCTBOM B TaMOXCHHbIE
OpraHbl B DJJIEKTPOHHOM BHJIE IOCPEICTBOM HCIONB30BAHMS €IMHOW CHCTEMBI
MEXBEIOMCTBEHHOTO 3/IEKTPOHHOTO B3aMMOICHCTBHS.

Kpyr 3asBuTeneit

4, 3asBUTENIMH Ha INPEAOCTAaBICHHE TOCYJapCTBEHHON Yycinyru (mamee —
3agBUTEIM) SBIAIOTCA  CIEAYIONIMe IOPUAMYECKHE JIMIA, OCYLIECTBIAIOLINE
- OpraHM3alMI0 MPOBEICHUA KIMHUYECKUX HCCIEHOBAHUM JEKapCTBEHHBIX IpenapaToB
IUIs MEIUIUHCKOTO TIPUMEHEHU (Jjajiee — KITMHUYECKOE UCCIIEI0OBAHUE):

1) pa3paboTuKK TeKapCTBEHHOT0 Ipenapara It MEAULMHCKOrO MPUMEHECHHUS HIH
YIIOTHOMOYEHHOE MM Ha OpraHM3allMi0 IPOBEACHHS KIMHUYECKOTO HCCIENOBaHHUsA
IOPUIAYECKOE JIHLIO;

2) oGpa3oBaresibHOE YYpexJEHHE BBICIIETO Npo(pecCHOHANbHOro 00pa3oBaHM
1 (W) o0pa3oBaTeIbHOE YUPEKACHHE JONMOJNHHUTEIBHOIO NPO(ECCHOHATBHOTO
00pa3oBaHus, MEATENLHOCTh KOTOPBIX IPEAYCMAaTPHUBAeT BO3MOXHOCTb Yy4acCTHS
B OpPraHM3aluM IPOBEACHUS WM NPOBEACHHUN KINHHYECKHX MCCIICIOBaHUM;

3) Hay4HO-UCCIENOBaTENbCKas  OpraHu3alms, OCATEIBHOCTh  KOTOPOH
IpeAyCMaTpPHBACT BO3MOXHOCTD YYaCTHS B OPraHH3aLUK MPOBEICHHU WU IIPOBEICHUN
KJIMHUYECKNX UCCICTOBAaHUH.

TpeGoBaHnue NpeAOCTABIECHHSA 3aABHTENI0 FOCYJapCTBEHHOH YCJIyI'H B
COOTBETCTBHH C BADHAHTOM IPeIOCTABJICHHS rOCYIapCTBEHHOI YCayrH,
COOTBETCTBYIOILMM NPH3HAKAM 3aABHTeIl, ONPeAeJeHHbIM B pe3yJibTaTe
AHKeTHPOBAHMSA, IPOBOAHMOI0 OPraHoM, NPeI0CTABASIONIHM YCIYTY, a TAKKe
pe3yJibTaTa, 3a mpeocTaBIeHHeM KOTOPOro o0paTuniics 3asiBHTEJb

5. TocymapcTBeHHass yciyra [AOJDKHA OBITH TIpeIOCTaBICHA 3asBUTEIIO
B COOTBETCTBHM C BapHaHTOM [MPEJOCTABIECHUSA TIOCYJapCTBEHHOH  YCIYTH
(manee — BapHaHT).

! Opuunansubiii caiit EBpasuiickoro 3K0HOMHYECKOro Cot03a http://www.eaeunion.org/, 22 anpens 2015 r., BCTynun B CHILY
22 mas 2015 r. SBnserca ob6s3arensHbM Ui Poccuiickoit Penepaunn B cootBercrBud ¢ JloroBopoM o EspasuiickoM
IKOHOMHYECKOM coto3e oT 29 mas 2014 r., patuduiuposanssiM DenepanbHbiM 3aK0HOM 0T 3 okTa0ps 2014 r. Ne 279-03
«O paruduxauun Jorosopa o EpasuiickoM 3koHOMHueckoM coiode» (CoOpanue 3akoHopatenscTBa Poccuiickoit
Gbenepatmy, 2014, Ne 40, cr. 5310) (Jorosop Berynun B cuny Ans Poccuiickoit ®enepanun 1 ausaps 2015 r.).

2 [Tonoxenue O EAUHON CHCTEME MEXBEAOMCTBEHHOIO JIEKTPOHHOTO B3aMMOEHCTBHS, YTBEPXKICHHOE IOCTAHOBIEHHEM
[Ipasurenscra Poccuiickoit ®enepauuu ot 8 ceHra6ps 2010 r. Ne 697 «O eaunoil cHCTeMe MEXBEIOMCTBEHHOI'O
2JIeKTPOHHOrO B3aumopeiictBua» (CoOpanne 3akoHozatenbcTBa Poccuiickoit ®epepaunn, 2010, Ne 38, cr. 4823; 2022,
Ne 29, ct. 5498).
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6. BapuanT ompexnenseTcs B COOTBETCTBUM ¢ Tabmumei 2 mpuioxenus Ne 3
K AIMUHUCTPAaTUBHOMY perjlaMeHnTy, HUCXOIA u3 YCTaHOBJICHHBIX
B yKa3aHHOM TabJwile IPU3HAKOB 3asBUTEINS, a TaK)Ke U3 pe3ylibTata NpeaoCTaBICHUSL
rOCYJIJapCTBEHHOM YCIIyTH, 3a IIpeJOCTaBI€HHEM KOTOporo oOpaTwics yKa3aHHEIH
3asIBUTEb.

7. llpusHaku  3asgBUTENs  ONpEAENAIOTCS  IMyTeM  HpoHIMPOBaHUS,
OCYIIECTBISIEMOr0 B COOTBETCTBHM C IMyHKTaMd 33-35 AJMHUHUCTPAaTUBHOTO
perilaMeHTa.

I1. CranaapTt npeaocTaBjIeHHs FOCYJaPCTBEHHOM yCIyru
HanmeHoBaHHe rocy1apcTBEeHHOM YCJAYTH

8. TocymapcTBeHHas Yyciyra IIO BBIade 3aKIIOYEHUHN (pa3pelnTelbHBIX
JIOKyMEHTOB) Ha BB03 B Poccuiickyro ®@enepamnuio u BeIB03 u3 Poccuiickoit @enepannn
OMOJOTMYEeCKUX MaTepuanoB, TONYYEHHBIX TIpU IPOBEIEHUM  KIMHUYECKOTO
HCCIIeI0BaHus.

HanmMenoBaHue ¢eepaibHOIO OpPraHa HCIOJHUTEIbHOH BJIACTH,
NpeAOCTABAAIOIIEr0 rOCYyAaPCTBEHHYIO YCIYTY

9.TocynapcTBeHHas yciayra npeocTaBisieTcss MUHUCTEPCTBOM 3ApaBOOXpaHEHHUs
Poccuiickoilt Depepaunm.

10. BoO3MOXHOCTh TIPHHATHS MHOTO(QYHKIIMOHAJIBHBIM LEHTPOM pellleHHs
06 OoTKaze B mpueMe 3asiBJI€HHA (3apoca) W JOKYMECHTOB W (WIHM) HH(OpMAaIH,
He0OXOAUMBIX JIs PEAOCTaBICHUA N'OCYapCTBEHHOHN YCIYTH, HE IIPeyCMOTPEHA.

Pe3yjbTaT npeaocTaB/IeHHS FOCYy1apPCTBEHHOl yeayru

11. B cooTBEeTCTBHM C BapHaHTaMH, OIpPEAEIIEMBIMU B COOTBETCTBHH
¢ Tabmunei 2 npuwiroxeHus Ne 3 Kk AIMHUHHUCTPAaTUBHOMY pEIVIAMEHTY, pe3ylbTaTaMy
IpeOCTaBJIEHUs IOCYyJapCTBEHHON YCIIYT | SBIISAIOTCS:

1) peureHue o BeAave (HallpaBlieHNE) 3asBUTEITIO 3aKIIFO4YEHHS (PaspelUTeIbHOIO
OOKYMEHTA).

JloKyMeHTOM, cofepXXalluM pellleHHe O INPEeAOCTaBIEHHE IoCyJapCTBEHHOM
YCIYTH, Ha OCHOBAaHHU KOTOPOTO 3asABHUTENIO IIPEJIOCTABIAETCS pPe3yNbTaT, SABJISAETCS
3aKiIlo4YeHne  (paspelluTeNbHBI  JTOKYMeHT), OQOpMIEHHBIH B COOTBETCTBHH
C METOAMYECKMMH YKa3aHUSAMM II0 3allOJIHEHUIO €JUHON (opMBl 3aKIIOYeHHs
(pa3pelnTeIFHOr0 JOKyMeHTa) Ha BBO3, BBIBO3 U TPaH3MUT OTAEIBHBEIX TOBapoB,
BKJIIOYCHHBIX B €IWHBIH IlepeyeHb TOBAapOB, K KOTOPHIM NPHUMEHSIOTCS MEpPHI
HeTapu(HOro peryidpoBaHHs B TOProBi€ C TPETHUMHU CTPaHaMH, YTBEPXIECHHBIMH
pewmenueM Kosnernu EBpasuiickoit sxoHOMuYeckoit komuccuu oT 16 mas 2012 r. Ne 45
«O enuHoli (Qopme 3aKmodYeHHs (pa3pelIUTENBHOrO HOKYMEHTa) Ha BBO3, BBIBO3
U TPaH3UT OTHCIBHBIX TOBAPOB, BKIIOUEHHBIX B €AUHBIN IIepeYeHb TOBAPOB, K KOTOPHIM
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IPUMEHAIOTCH MEPH HeTapU(HOTO PETYIMPOBAHHUS B TOPTOBIIE C TPETBHMHU CTPaHaMH,
M METOIMYECKHUX YKA3aHHAX IO € 3arONHEHHIONS (Ianee — MEeTOTHYECKHE YKa3aHusI,
yTBepxkAcHHEIE pemenneM Komternu EBpasuiickoif 5kOHOMHYECKOH KOMHCCHH).

PeecTpoBass 3amuChb O NPENOCTaBICHUM TOCYZApPCTBCHHOW YCIYTM BHOCUTCS
B DPEeCTp BBIAAHHBIX 3aKIIOUEHHH (pa3pellINTENbHBIX [JOKYMEHTOB) Ha BBO3
B Poccuiickyto ®enepauuio u BeiB03 M3 Poccuiickoit ®denepaii GHONOrHYECKUX
MaTepHajioB, TMONYYEHHbIX TPH MPOBEACHHH KIMHHYECKOIO  HMCCIIENOBaHHSA
JIEKapCTBEHHOTO Mpenapara JUii MEJUIMHCKOTO NPHMEHEHHs, pelleHHH 00 OTKase
B BbIJaue 3aKIOYEHWH (paspelmuTeNbHBIX JOKYMEHTOB) Ha BBO3 B Poccuiickyro
®enepanmio u BeBO3 U3 Poccuiickoit denepauuu OHOJOTHYECKHX MATEpHAJIOB,
MOJYYCHHBIX TIpH TPOBEACHUM KIHHHYECKOIO HCCIECIOBAHUA JIEKAPCTBEHHOIO
npernapara JUii MEIULMHCKOTO MPUMCHEHHUs, (JopMa KOTOPOro YTBEP)KICHA NMPUKA30M .
Munznpasa Poccuu ot 18 oxtsi0ps 2022 r. Ne 674n «O06 yrBepxaeHuu GOpMbI peecTpa
BBIJAQHHBIX 3aKTIOYEHHH (pa3peluMTeNbHBIX JIOKYMEHTOB) Ha BBO3 B Poccuiickyio
denepaimio U BeiB03 U3 Poccuiickoit Penepaurud OHONOTHYECKHX MAaTEpHAIIOB,
MONYYEHHBIX TpPH HPOBENCHHWM KIMHWYECKOr0 HCCIEAOBAHUA JIEKapCTBEHHOIO
Ipenapara A1 MEIUIMHCKOTo IPUMEHEHHMS, pEIeHIH 00 OTKa3e B BbIJayue 3aKII0YCHU
(pas3pemMTeNnbHBIX JOKYMEHTOB) Ha BBO3 B Poccuiickyro ®denepauuio 4 BBIBO3 H3
Poccuiickoit denepauui OGHOIOTHYECKHX MAaTEpHAIOB, MONYYEHHBIX MpPH NIPOBEACHUH
KIMHAYECKOTO MCCIICHOBAaHUS JIEKAPCTBEHHOIO IIpemapara MAidsd MEIULMHCKOIo
npumeHeHus (Hanee — peecTp BbIIAHHBIX 3aKIIOYEHH);

2) NpeHoCTaBlieHHE CBEACHHH O KOHKPETHOM 3aiJIIOUEHHHU (pa3peluTeIbHOM
JIOKyMEHTe), cBeieHMH 00 oTkaze B BblJaY€ 3aKIIOYEHMs (Pa3pelIMTENLHOTO
JIOKYMEHTa), COIEPXKAIINXCA B PEECTPE BbIIAHHBIX 3AKIFOYEHUH, W NPEIOCTABICHHE
nH(opMaIy 00 OTCYTCTBHH 3alpalliMBaEMbIX CBEACHHH;

3) BBlOaYa HOBOTO 3aKIIOUEHHUS (Pa3pelIUTENBHOrO JOKYMEHTa) C Y4E€TOM
HCIIPaBJICHHbIX ONEYaToK H (WiIH) OIMOOK U aHHYIMPOBaHKE NPENBIAYLIETO 3aKITIOYECHUS
(pa3pelIUTeNbHOrO JOKYMEHTA), COAEPKAIIETO ONEYaTKH U (MIH) OIIHOKH.

12. B cny4ae npuOCTaHOBICHHUS WM NPEKPAIlCHUs KIMHUYECKOrO HCCIIENOBAHU
JIEKapCTBEHHOTO Ipemapara MIs MEIMIHHCKOITO IMpHUMEHEHHs MHHHCTEpCTBO
IpYHHMAeT pelIeHHEe O MpPEeKPAIICHUH JCHCTBHS 3aKIIOYeHHMs (pa3pellMTENbHOrO
JOKYMEHTa) Ha CPOK IPHOCTAHOBIIEHHS KIIMHHYECKOT'O UCCIEIOBAHNS HIITH IIPEKPAICHHU
KIHHHYECKOTO MCCIIeIOBaHUsA, MPEAYCMOTPEHHOTO 4acThlo 6 craTh 40 ®enepaibHOTO
3aKoHa oT 12 ampens 2010 r. Ne 61-®3 «O6 obpaleHuy IeKapCTBEHHBIX CPEACTB»”
n nyHktoM 10 nocranosneHus IlpaBurensctBa Poccuiickoit ®enepanum ot 14 mapra
2022 1. Ne 363 «O6 yrBepxaenun [IpaBun BBo3a B Poccuiickyio ®enepauuio 1 BbIBO3a
u3 Poccuiickoii @enepanuu 6MONIOTrMYECKUX MaTEPUAJIOB, MOMYYEHHBIX IPH IPOBEACHUHN
KIHHHYECKOTO HCCIENOBaHHSA JIEKapCTBEHHOTO Npenapara i1 MEAMIMHCKOIO
NPUMEHEHHA, W TPU3HAHUM YTPATUBHIMMH CHIIYy HEKOTOPHIX aKTOB M OTAENIbHBIX

3 Oduumanbupiii caiit Komuccun Tamoxensoro cowosa http://www.tsouz.orw/, 21 mas 2012 r., BCTYynun B Cuiy
20 miona 2012 r. SlBnsercs obssarensHeiM a1 Poccuiickoit ®enepauuu B cootBercTBHM ¢ JloroBopom o EBpasuiickom
. 9KOHOMHYECKOM coto3e OT 29 mas 2014 r., parupuuuposanHbM DeaepaibHbiM 3aKk0HOM OT 3 OkTA0ps 2014 r. Ne 279-03
«O paruduxanuu JforoBopa o Eppasuiickom skoHoMuueckoM coroze» (CobpaHue 3akoHozarensctsa Poccuiickoii
CDeuepauun 2014, Ne 40, ct. 5310) (Jorosop Bcrymun B cuity ana Poccuiickoit ®eaepaunn 1 ausaps 2015 r.).
4 3apernctpuposas MuuncTepeTBoM 10cTHIIM Poccuiickoi ®enepauun 28 nosdps 2022 r., peFMC’rpaLMOHHLIH Ne 71170.
.4 Cobpanue 3akoHoaarelbcTBa Poceuiickoit ®enepauun, 2010, Ne 16, cr. 1815.




T10JI0)KEHMI HEKOTOPKIX akToB [IpasurenscTea Poccuiickoit ®enepammm»’.

13. PesynpraT rocygapCTBEHHOH YCIyrd MOXeT OBITh IOJIYHYEH IMOCPEACTBOM
¢enepanbHOl rocymapcTBeHHONW UHGOpManyoHHOH cuctemsl «ExuHBIi moprtan
FOCYJAPCTBEHHBLIX ¥ MYHHUIHMIAIBHEIX YeIyr (QyHkumi)y (qanee — Equurii mopran)’,
uHpopManmoHHOK cucteMbl «OaHo okHO» (manee — HC «OpHO OKHOY),
UHPOPMaLMOHHON cucTeMBl «[ OCYHapCTBEHHBI peecTp JEeKapCTBEHHBIX CPEICTBY
(manee — I'PJIC).

Pesynprar  mpenocTaBieHHS = TOCYAApCTBEHHOM — YCIyI'M  HE3aBHCUMO
OT IMPUHATOTO pelieHns 0popMIIIETCS B BUAIE NIEKTPOHHOTO IOKYMEHTA, IIOJIIICaHHOIO
YCHWICHHOW KBAIK(HUIIMPOBAHHON 3JIEKTPOHHOM ITOANMCHIO, KOTOPBIA HampaBlseTCs
3asgBUTEINIO MOcpeacTBoM JimyHoro kabuneta B IC «OnHo okHo», EmuHoro moprana
una I'PJIC B fenp noanucanus pe3yapTarta.

Brimaua  nmy6Gnmkata — JOKYMeHTa 1O pe3ylibTaTaM  IPENOCTaBICHHS
rocylapCTBEHHOU YCIYTH HE OCYLIECTBIIAETCS. -

Cpox npeaocTapjeHHs rocyIapcTBEeHHOH ycJayru

14. Cpok mpenocraBieHUs] TOCYAapCTBEHHON YCIyTM U BblAa4a (HalpaBlIEHUE)
JIOKYMEHTOB, SBJISIFOIIMXCS pe3yJIbTaTOM INPEJOCTaBJIEHNs I'OCYAAPCTBEHHOH YCIYTH,
cocTaBiseT 5 paboumx OHEH CO JHA, CIEAYIOINEro 3a [IHEM II0Ja4yd 3asBJICHUA
B MHHHUCTEPCTBO M AOKYMEHTOB, IOCTYIIMBIIUX OT 3asIBUTEILS, B TOM YHCIIE IIOCPEICTBOM
Emunoro noprana, UC «OnHo okHOR, ['PJIC.

[Momaya 3asBieHNS W JOKYMEHTOB, HEOOXOOMMBIX IS IPEJOCTaBIICHUS
rOCy[AapCTBEHHOM YCIYTH, TMOCPeACTBOM oduiMaIbHOro caidta MuHHcTEpCcTBa
B HHGOPMALHOHHO-TeJIEKOMMYHUKaIMOHHOH ceTn «VIHTepHeT» (Aajnee COOTBETCTBEHHO
— obuImanbHEIi caiiT MUHUCTEPCTBA, ceTh «IHTepHET») He NpelyCMOTpEeHa.

IMpemocraBneHne rocyJapCTBEHHON YCIyTH B MHOTO(QYHKIIMOHAJIBHOM IIEHTpE
NpelOCTaBIIEHUs] TOCYJAApCTBEHHBIX M  MYHHLMNANBHBIX  YCIyr, a  Takxe
IO DKCTEPPUTOPHUATIBHOMY IPHUHIUITY HE IIPEAyCMOTPEHO.

[Momaya 3asBieHUs H JOKYMEHTOB, HEOOXOAHMMBIX M TIPEAOCTaBICHHUS
rOCyapCTBEHHOM YCIJYTH, IIOCPEACTBOM IIOYTOBOIO OTIpPABICHUSA B  ajpec
MuHncTepcTBa HE IPEeIyCMOTpPEHA.

IIpaBoBble OCHOBaHHS [JIfl IPEAOCTABJICHUS
rocyAapcTBeHHOH ycJIyra

15. IlepevyeHb HOpPMATHBHBIX TIPABOBBIX AKTOB, PETYJIHMPYIOIIUX NPEAOCTABICHHE
rocyIapCTBeHHOU yciyry, HHpopMamus o TOpsAKe AocyaeOHoro (BHeCYneGHOTro)
oOxaloBaHUS peleHuid W JeiictBuil (Oe3feiicTBui) MuHucTepcTBa, a  TaKKe

$ CoGpanne 3axoHOaTeNbCTBa Poccuiickoit dexepanun, 2022, Ne 12, cr. 1848.

7 Tlonoxenue o (QenepaisHOM rocyqapcTBeHHOM uHpOpMaIMOHHON cucTeme «EAMHBIA MOpTal roCYAapCTBEHHBIX
M MyHMUMOAIbHBIX yoiuyr ((yHkumii)», yreepkneHHoe moctaHopnenueMm IlpaButenscta Poccuiickoii ®enepauru
ot 24 okrabps 2011 r. Ne 861 «O ¢emepanbHBIX FOCYHapCTBEHHBIX MH(OPMAIMOHHBEIX CHCTeMaX, o0ecreduBaOIMX
NpeNOCTaBIcHHE B JNEKTPOHHONW (JOpPME TOCYNApCTBEHHBIX H MYHHIMIANBHBIX YCIYr (OCYWIeCTBNEHHE (yHKLMIA)»
(Cobpanue 3axoHoaaTensctBa Poccuiickoii @enepammy, 2011, Ne 44, cr. 6274; OdunuanbHelki HHTEPHET-TIOPTAN PABOBOM
undopmaumu http://pravo.gov.ru, 5 sasaps 2023 r. Ne 0001202301050007).
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0 JOJDKHOCTHBIX JIMIAX, FOCYHApCTBEHHBIX CIy)Xalux, paboTHukax MuHUCTepcTBa
pa3MelneHsl Ha oduuuanisHoM caiite Munucrepetsa, B I'PJIC, na Enqunom mopraie,
B YIC «OgHO OKHOY.

HcuepnbiBarommii nepeyeHb JOKYMEHTOB,
Heo0X0AMMBIX AJISl [IPeJOCTABJIEHUS FOCYAAPCTBEHHOM YCIIyru

16. 3asButenmo Jyid IOIYYEHHS TOCyJapCTBEHHOH YCIYTH HEOO0X0IUMO
npeacTaBuTh nocpeacrBoM Exunoro moprana, UC «Omno oxuo», I'PJIC 3asBnenue
0 BB03¢ (BBIBO3€) OMONOIMYECKMX MaTEPHUANOB, IIONyYEHHBIX IPU HPOBEICHUM
KJIMHUYECKOr0 HCCIEeJOBaHUs JIEKQpCTBEHHOrO Tperapara i MeIWIIMHCKOTO
IIpUMeHeHus, 1o ¢opme cormacHo mnpuioxeHuto Ne 1 k AJIMUHUCTPaTHBHOMY
perjamMeHTy, KOTOpoe JIOJDKHO COJIEpP)KaTh B TOM YHCIIe:

1) monHOE HaHMEHOBaHKE OpraHa, MPEeJOCTaBIIOIET0 FOCY JAPCTBEHHYIO YCIIYT'Y;

2) CBeJlcHHUS, IO3BOJIAIONINE WACHTUGHUUUPOBATH 3asgBUTENs (IpeICTaBUTENSs),
cojepxaiqyecss B JOKYMEHTax, NPeAyCMOTPEHHBIX 3aKOHOAAaTenbcTBOM Poccuiickoit
Denepanuuy;

3) maHHBIe 0 KIMHUYECKOM HCCIIeJOBaHUM C YKa3aHUeM IIPOTOKOJIa KIMHUYECKOI0
HCCIIEOBAHHUs, COAepKallero ey KIMHUYECKOr0 HCCIIEOBaHNUS;

4) cpOKH IPOBEJCHHU KIMHUYECKOTO UCCIEOBaHMsS, B KOTOPOM IIPeNosaraercs
OJTyYeHue GUOIOrMYecCKUX MaTepUaoB;

5) HaMMeHOBaHHWE TOCYHapCTBa, B KOTOPOM IUIaHMpYeTCsl IpOBEACHUE
KIHHUYECKHX HCCIIEJOBaHMA, MECTO HaxOXAEHHs W IIOJIHOE HauMeHOBaHUe
OpraHu3alli, B aApec KOTOpOil IUIaHUPYETCS OCYIIECTBISATH BBO3 (BBIBO3)
OHONOrNIeCKUX MaTepHalloB;

6) 11eNb BBO3a (BBIBO3a) OMOIOIMUECKUX MaTEpUAIOB;

7) BUI BBO3UMOTO (BEIBO3MMOTI0) OHOJIOTHYECKOT0 MaTepUana;

8) KONMMYECTBO €MHMII KaXKIOT0 BH/Ia BBO3UMOTO (BBIBO3UMOI0) O1OJIOTHYECKOTO
MaTepuaa;

9) B ymaKoBKH IJIS KQKIOTO BHIA BBO3UMOTrO (BBIBO3UMOIO) OMOIOIMYECKOIO
MaTepuaa.

Take B UeNAX T[ONy4eHHS 3aKIIOUeHHA (pa3pelIUTENbHOr0 JOKYMEHTA)
3afBUTENIb NpeICTaBNsseT B MUHUCTEPCTBO BMECTE C 3asBIEHUEM [10CPeICTBOM ETMHOrO
moptana, IC «OmHo oxHo», I'PJIC B ¢QopMme 37meKTpoHHOTO AOKYMeHTa (makera
SJIEKTPOHHBIX ~ JOKYMEHTOB), IIOAMMCAHHOTO YCHWJIEHHOH  KBalM(HUIHPOBAHHOM
9JIEKTPOHHOM MOANHKCHIO, 000CHOBaHME pacueTa KOJIMYECTBAa €OMHMI[ Ka)KJIOro BHIA
BBO3UMOTO (BBIBO3MMOI0) OMOJNIOTMYECKOT0 MaTepHalla HCXOAd U3 IPOTOKOJIA
KJIMHMYECKOrO MCCIIEOBaHUs M YUCIIA MALMeHTOB, YYacTBYIOMUX (Y4aCTBOBABIINX) B
KJIMHAYECKOM HKCCIIE[IOBAHUH, MHbBIE JOKYMEHTHI, IIOATBEpXIAloIUe HEOOXOAUMOCTh
BBO3a (BHIBO3a) OMOJIOTMUECKMX MAaTepHalioB B 3asfBICHHOM oOBeMe, BBIJAaHHBEIC B
COOTBETCTBHM C 3aKOHOAATENLCTBOM CTPaHBl IIPOMCXOXKIACHUSA OHMOJOIMYECKUX
MaTepHaJoB.




17. MUHHCTEPCTBO HE BIpaBe TPeOOBaTh OT 3asBUTENA YKa3bIBaTh B 3asBJIEHUHU
CBEICHMS, a TaKXe NpPelCTaBIATh JOKYMEHTHI, HE INPEAyCMOTPEHHBIE ITyHKTOM 16
AJMHHUCTPAaTHBHOI'O pEraMeHTa.

18. 3asBurens BIpaBe INpPeACTaBUTH (HANPaBUTH) CIEAYIOLIHE JOKYMEHTEHI
(cBenieHMs) O COOCTBEHHON MHUIIMATHBE:

1) cBeneHus o 3asBUTENE, cojepXxamuecs B EIMHOM rocyiapcTBEHHOM peecTpe
JOpAANYECKHX JMI, EAWHOM  roCynapCTBEHHOM  peecTpe  HHAWBUAYAIBHBIX
NpeNpUHUMaTeNel, 0 BbIIAHHBIX CBUIETENBCTBAX O I'OCYJAapCTBEHHOHM perucTpaluy
IOPUIMYECKOI0 JHIa U CBUAETENLCTBAX O TOCTaHOBKE HA y4eT B HAJOTOBOM OpraHe
3asBUTeNs. Ecny B KadecTBe 3asBUTENS BHICTYIIa€T MHOCTPAHHOE IOPUIUYECKOE JIULO
B Cllydae MpPOBEIEHHS KIMHUYECKOro HccienoBanus B Poccuiickoi ®Pepepaunmuy,
TPEJICTaBISAIOTCS JOKYMEHTHI, IIOATBEPXKIA0He aKKpeIUTalUI0 IpeACTaBUTENbCTBA
MHOCTPaHHOT'O IOPHIMYECKOTro JIUIa Ha Tepputopuu Poccuiickoi Penepanum;

2) xonus BBIJJAHHOTO pa3pellieHNs Ha IPOBE/ICHHUE KIIMHUYECKOIO HCCIEA0BaHMU.

HcuyepnbiBaromuii nepedeHbh OCHOBAHHM IS 0TKAa3a
B IIpHeMe JOKYMEHTOB, He00X0AHMMBbIX AJIA NPEAOCTABJICHUSA
rocyJapcTBeHHOM yCayru

19. OcHoBaHus [ OTKa3a B MNpHEMe JOKYMEHTOB, HeOOXOAMMBIX
IUTSL TIPEIOCTABJICHHS] TOCY IapCTBEHHOM YCIYTH, He IPEyCMOTPEHBI.

HAcuepnbiBaoniuii nepevyeHb OCHOBAHHH JJIfl NIPHOCTAHOBJICHHS
HJIH 0TKA3a B IPEAOCTABJICHUH roCyapcTBEHHOMH yCJIyrH

20. OcHOBaHHS 15 IPHOCTAHOBJICHHUSA PEJOCTABIIEHHS TOCYIAPCTBEHHON YCIYTH
He MPENYCMOTPEHBI.

21. OcHoBaHMSAMH JUId OTKa3a B NPEAOCTABICHUH IOCYINApCTBEHHOM YCIIyTH
SBIISIFOTCA:

1) HempencTaBieHHe  JOKYMEHTOB,  NPEAYCMOTPEHHBIX  IYHKTOM 16
AIMUHUCTPaTUBHOIO pEriaMeHTa;

2) Hall4yle HENONHBIX MM HEJNOCTOBEPHBIX CBEIEHHM B JIOKyMEHTaX,
HpeJICTaBIEHHBIX IS TIOJyYeHHs 3aKI0ueHHUs (pa3pelIuTeIbHOro JOKYMEHTa).

Pa3mep niiaThbl, B3UMaeMoii ¢ 3asiBHTeNs NIPH NPEAOCTABIEHUH
rocyJJapcTBeHHOMH YCJIyIrH, H ¢noco0bl ee B3HMAHHS

22. 3a mpegocTaBlieHHE T'OCY JapCTBEHHOM yCIIyTH IOCY JapCTBEHHAS TIOIUIMHA HIIH
MHasl TU1aTa He B3UMaroTCs.

23. BsumaHue 1IaThl 3a IPENOCTABICHHE YCIYT, KOTOPHIE SBISIOTCH
HeoOXOAMMBIMH M 00S3aTeNFHBIMEM U TPENOCTABIEHUS] TOCYJapCTBEHHON YCIIYTH,
HE [IPeyCMOTPEHO.




MaxkcuMaJIbHbIH CPOK 0KHAAHMSI B O4epeaH NpH nojJave 3asiBUTeIeM
3asiBJIEHNS (3aNpoca) 0 NpeI0CTABJIEHHH IroCyIapCTBEHHOM YCJIYIrd U NpH
NoJIy4eHUH pe3yJIbTAaTa NPe0CTaBJIEHHs TOCYIAPCTBEHHOM YCJyTH

24. TlpemocraBneHWe TrOCYHapCTBEHHOHM YCIyTH oOcyllecTBsieTcss B (opMme
AJIIEKTPOHHOIO  JOKyMEeHToo0OpoTa ¢  Hcrnois3oBaHueM EpxuHoro  mopraina,
UC «Oxuo oxno», ['PJIC, B CBA3M C YeM OXXHJJaHUE B OYEPENH OTCYTCTBYET.

Cpox perucrpanuu 3anpoca 3asiBUTeJisl 0 Ipel0CcTaBJICHUH
roCyapCTBEHHOH YCJIYIu

25. 3asgBnenwe (3ampoc) W JIOKYMEHTHI, IIOCTYHNUBUIME OT 3asBUTE]
B MMUHHCTEPCTBO IS TIONyYEHHS T'OCYJapCTBEHHOW YCIYyrM B DJJIEKTPOHHOM BUJE
¢ ucnois3zoBanueM Emmuaoro moprama, UC «Opgno oxnoy», I'PJIC perucrpupyrorcs
JOJDKHOCTHBIMU JIUIIAMH MUHHCTEPCTBA, OTBETCTBEHHBIMU 3a IPUEM U PEruMCTpaldio
JOKYMEHTOB, B TOM YHCJIE B 3JIEKTPOHHOM BHJe, B TeueHHe | paboyero OHS ¢ OaThI
WX TIOCTYIUJICHHUS.

TpeGoBaHns K IOMeNIEeHHAM, B KOTOPBIX
npeaocTaBjisieTcsi rocyJapcTBeHHAs ycjayra

26. IlpemocraBiieHHe TOCYHAapCTBEHHOH YCIYyIH OCyllecTBIsfeTcs B Qopme
2JIGKTPOHHOI'O  JOKyMeHTooOOopoTa ¢  ucnoib3oBanueM ExunHoro  mopraia,
HNC «Onnao oxHO», I'PJIC.

IToxa3zaTejim JOCTYNHOCTH H Ka4eCTBAa rocy1apCTBeHHOH
YCJIyTH

27. ITokazaTensiMi JOCTYITHOCTH B Ka4eCTBa FOCYJapCTBEHHOM YCIIyTH SBJISIOTCS

1) nmpemocraBieHHe BO3MOXKHOCTH IIONydeHHs HHQopMalmuu O Xone
IPEIOCTABIIEHHS F'OCYJapCTBEHHON YCIYTH B 3JIEKTPOHHOMH (opMme;

2) BO3MOXHOCTH IIOJa4d 3asBJIeHHs (3alpoca) AUCTAHLUHOHHO B JJICKTPOHHOMH
dopme ¢ momoursio Enunoro nmoprana, UC «OxgHo oxnox», I'PJIC;

3) HamuM4Me WCYEPNBIBAIOIEH U MOHATHOM HMH(OPMAIMM O IOPSAAKE M CpOKax
MIPEAOCTaBICHUS rocy/IapCTBEHHOM yCIyTH B MHGOPMaIIOHHO-
TeJIEKOMMYHHKAIIMOHHBIX CEeTAX o0Iero Ioap30BaHus (B TOM 4YHCIE B CETH
«MHTepHET»), CpeACTBaX MAacCOBOM HHMOPMALIUY;

4)  [OCTYMHOCTH  3MEKTPOHHBIX  (OpPM  JOKYMEHTOB,  HEOOXOIMMBIX
IUTS TIpeTOCTaBIIeHUs TOCYAapCTBEHHOM YCIIYTH;

5) CcBOEBpeMEHHOE MpPEeNOCTaBICHHE TOCYJapCTBEHHOH yciyru (OTCYyTCTBHUE
HapyLIEHHUs CPOKOB IIPEAOCTABIICHHS TOCYaPCTBEHHOH YCIIyTH);

6) ymobctBo HWHPOPMHUpPOBAaHHMS 3asdBUTENd O XOJ€ IPEJOCTABICHUS
rOCyJIapCTBEHHOM YCIYTH, a TakXe IIOJNlydeHHsl Dpe3ylbTaTa IPeAOoCTaBIeHHUS
roCyJapCTBEHHOM YCIIyTH;
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7) mpemocTaBleHHE TOCYAApCTBEHHOM YCIYIM B COOTBETCTBHHM C BapHaHTOM
IIpeI0CTaBIICHUS T'OCYJaPCTBCHHON YCIIyTH.

28. K mokazarensM KkayecTBa IPENOCTABJICHHUS TOCYJAPCTBEHHOH YCIYTH
OTHOCSTCS:

1) BO3MOXHOCTH TMOAAUM 3asBIEHUS (3ampoca) U JOKYMEHTOB K HEMY
B DJIEKTPOHHOM (hopMme;

2) oTcyTcTBHE 000CHOBAaHHBIX ano0 Ha jaefcTBue (6e3meiicTBre) ODKHOCTHBIX
JIMI] ¥ X HEKOPPEKTHOE OTHOIIEHHE K 3asBUTEISIM;

3) xonudecTBO Xanod OT 3asBUTENCH O HApPYIICHUIX CPOKOB IpPeLNOCTaBICHUS
roCyapCTBEHHOU YCIIYTH;

4) undopMHpoBaHME 3asBMUTENed O crocobax MmoJayu 3asBICHHS (3alpoca)
¥ CpOKax MpeJOoCTaBlIeHUs ToCyIapCTBEHHOH yCIIyTH;

5) BeXIMBOCTH M KOMIIETCHTHOCTh MOJDKHOCTHBIX JIHMI[, B3aMMOACHUCTBYIOIIUX
C 3asBUTEJNIEM IPH NIPeIOCTaBIICHHH TOCYJapCTBEHHOM yCIIyTH;

6) IOCTOBEPHOCTh IPEJOCTABISEMOM 3asBUTENSIM HH(QOpPMALUH O CpOKax,
TIOPSIAKE MPENOCTaBIIEHUs TOCYJAPCTBEHHON YCIYTH, NOKyMEHTaX, HeOOXOqUMBIX IS
- €€ IIPelOCTaBICHHU.

HHble Tpe6oBaHHA K NPEAOCTABJIEHHUIO FOCYIaPCTBEHHOH YCJIYyTH, B TOM YHCJIe
YUYHMTBHIBAaIOIHE 0COOEHHOCTH NPeJ0CTABJICHHS IrOCy1apPCTBEHHbIX

H MYHHIHMNAJbHBIX YCJIYF B MHOTO(YHKIHOHAJBHBIX HEHTPAaX H 0COOCHHOCTH

NpeROCTABJICHHS FOCYJAPCTBEHHBIX H MYHHIIMTIAJABHBIX YCJIYT B 3J16eKTPOHHOMH

¢opme

29. IlepeyeHb yClyr, KOTOpBIE SBISIOTCS HEOOXOIUMBIME M 00S3aTENBHBIMHU IS
MPEeJIOCTABICHUSI TOCYJapCTBEHHOW  YCIIyrH, 3aKOHOHAaTeNbCTBOM  Poccuiickoit
@Denepaliuy He IPETyCMOTPEH.

30. st IOJy4eHus: TOCyTapCTBEHHOM YCITYTH B 3JIEKTPOHHOU (opMe 3asBUTENb
HalpaBjiseT 3asdBiieHHe (3alpoc) W IpuiaraeMble K HeMy JOKyMEHTHI B (QopMe
AIIEKTPOHHBIX JOKYMEHTOB (TaKkeTa 3JEKTPOHHBIX JOKYMEHTOB), MOAIHCAHHBIX
YCHJIEHHOHM KBaTU(GHUIMPOBAHHOU 3JIEKTPOHHOM MOJIHUCHIO, B MOPSJIKE, YCTAHOBIEHHOM
®denepansHBIM 3aK0HOM OT 6 ampens 2011 r. Ne 63-®3 «O6 27eKTpoHHOM moaucH»®
¥ nocraHoByienreM [IpaBurensctBa Poccuiickoit @eneparmu ot 25 urons 2012 r. Ne 634
«O BHIZaxX D3JEKTPOHHOM IOANMCH, HCIHONB30BAHUE KOTOPHIX JOIIyCKAETCsA IIPH
obpalleH:H 32 IOJTyYeHHUEM TOCyapCTBEHHBIX U My HULIUNAIBHBIX YCIIyD»” .

Unentudukamuss u  ayTeHTHQUKaLMs  3a4BUTEIA  OCYINECTBISAIOTCH
C HCIOJB30BaHUEM (elepalbHO ToCyAapCTBEHHOM HHPOPMALIMOHHON CHCTEMEI
«Enmpas cucreMa MASHTHQUKAIWMH H  ayTeHTHGUKaUMd B HMHQPACTPYKTYype,

obecrieunBaromei UHPOPMAIIMOHHO-TEXHOJIOIHYIECKOE B3aHMOJEHCTBHE
UH()OPMALMOHHBIX CHCTEM, WCIIONb3YeMBIX AJIS IPEeNOCTaBICHHUsS TOCYAapCTBEHHBIX
U MYHHULHUITATBHBIX YCIYr B OJJIEKTPOHHOH ¢opMe» (fanee — €IuHas CHCTEMa

UaeHTHQUKAMK ©  ayTeHTU(QUKAanuM) B COOTBETCTBHM C  IIOCTAHOBJIEHHEM

8 Cobpanne 3akoHoparenscTsa Poccuiickoit ®enepammn, 2011, Ne 15, cr. 2036; 2023, Ne 1, cT. 16.
? Co6panne 3axoHomarenscTBa Poceuifckoit denepauuu, 2012, No 27, c1. 3744; 2021, Ne 22, cr. 3841.
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IlpaButenscrBa Poccmiickoit ®@epeparuu ot 10 wmrons 2013 1. Ne 584
«O0 wucnonp3oBaHMH (eaepajbHOH T'OCYAapCTBEHHONW WH(MOPMALMOHHOW CHCTEMBI
«EnuHas cucreMa WOeHTHGUKAIMM W ayTeHTHQUKaUuH B HHQpacTPyKType,
obecrieurBaroniei HHOPOPMAIIMOHHO-TEXHOJIOTHYECKOe B3aMMOIeliCTBIE
UHQPOPMAIIOHHBIX CHUCTEM, HCIIONB3YEMBIX I NPENOCTaBJIICHUS TOCyIapCTBEHHBIX
¥ MYHHIUIAIBHBIX YCIYT B 2J€KTPOHHOU popmer'?. '

31. IlpenocraBieHre rocy 1apCTBEHHOM yCIyTH B MHOTO()YHKIIMOHAIBHOM LIEHTpe
NPEeIOCTABIEHUsT TOCY/IapCTBEHHBIX W MYHHMIMIAJIBHBIX  YCIYr, a  Takke
10 SKCTEPPUTOPHATHFHOMY TIPHHLIMITY HE IPEAYCMOTPEHO.

I11. CocTaB, nocjieA0BaTEJLHOCTh H CPOKH BbINOJHEHHUS
aAMHHHCTPATHBHBIX Npoueayp (aeiicTBuii), Tpe6oBaHUsA K HOPAAKY
HX BbINOJIHEHHS, B TOM YHCJ1e 0CO0EHHOCTH BHINOJHCHHS
aAMHHHUCTPATHBHBIX Npoueayp (AedicTBNi)

B 2JIEKTPOHHOI popme

IlepedyeHb BapHAHTOB NPe0CTaBJIEHHS rOCyJapCTBEHHOH yCIyru

32. [lepeveHp BapHaHTOB IPEAOCTABICHUSI rOCY IaPCTBEHHOM YCITyTH:

1) Beimaua (HampaBleHHE) 3asABUTENIO 3aKIIOYeHUs (pa3pelIuTENbHOTO
IIOKYMEHTa);

2) mpemoOCTaBICHHE CBEJCHUNH O KOHKPETHOM 3aKIMIOYEHHH (pa3pelInTeIbHOM
IOKyMEHTe), CBeleHWii 00 OTKa3e B BbIa4e 3aKilOYeHHs (pa3peInrTelbHOro
JOKYMEHTa), COAEPXKaIUXCs B peecTpe BBIIAHHBIX 3aKJIIOUEHH, WM MpeOCTaBIeHHIE
nHpopmanuu 00 OTCYTCTBUY 3alpallliBaeMbIX CBEJIEHUMN;

3) ucmpaBiieHle AOMyIIEHHBIX ONEYaTOK M OMMOOK B BHIJAHHBIX B Pe3yJbTaTe
NpeOCTaBIeHUS TOCYIapCTBEHHOH yCIYTH JOKyMEHTaX.

Ipo¢guninpoBanue 3asiBUTENIA

33. BapuaHT onpezensercs Ha OCHOBaHUH pe3yJIbTaTa roCy1apCTBEHHOU YCIIyTH,
3a IPEAOCTaBICHHEM KOTOpPOro oOpaTuics yKa3aHHBIA  3asBUTENb, IIyTEM
€ro aHKeTHPOBaHUA. AHKETHDOBAaHHME 3asfBUTENS OCYIIECTBIAETCA IOCPEACTBOM
EmuHOro moprajia M BKJIIOYaeT B ce0sS BOIPOCHI, ITO3BOJISIOIINE BBIABHTH IIE€PEYCHb
MPU3HAKOB  3asBHUTENS, YCTAaHOBICHHbIX Tabmuuedr | mpunmoxenus Ne 3
K AIMUHUCTPATUBHOMY pErJIaMEHTY. '

34. Tlo pesynbTaraM TIOJY4YEHHs OTBETOB OT 3asiBHUTENd HAa BOIPOCHI
AHKETHPOBAHHsI OINpeleAeTCS MOJHBIN IepeyeHb KOMOMHAIMK 3HAUYeHHH IPU3HAKOB
B COOTBETCTBUH ¢ AJIMUHHCTPATUBHBIM pPErJIaMEHTOM, KaXJasd U3 KOTOPHIX
COOTBETCTBYET OJJHOMY BapHaHTy.

35. YcraHOBJEHHBIH MO pe3ynbTaTaM NpOGUIMPOBaHUA BapHaHT JOBOJUTCS
110 3asBUTEIIA.

10 CoGpanme 3axononarenscTsa Poccuiickoii ®enepanuu, 2013, Ne 30, cr. 4108; 2022, Ne 44, ct. 7562.
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Bapunanr 1
Brigaua (HanpasJjieHMe) 3asIBUTEJIIO 3aKJIIOYeHUsI
(pa3peHTeILHOr0 JOKYMEHTA)

36. MakcuManbHBIH CPOK IPEIOCTABICHHS YCIyTY He PEBhIAacT MaKCUMaJIbHBIN
CpPOK TIPeOCTAaBJIEHUS TIOCYJApPCTBEHHOW YCIyI'H, YyKa3aHHbIA B IyHKTe 14
AJIMUHHECTPAaTUBHOTIO perjamMeHTa.

37. VicueprisIBaroinuii nepeyeHb JOKYMEHTOB, HEOOXOIUMBIX /ISl IPE0CTABICHUS
roCyJapCTBEHHOM yCIIyI'M, KOTOPBIE 3a4BUTEINb JOJDKEH IIPEICTaBUTh CaMOCTOATENERHO,
yKa3aH B MyHKTe 16 AIMUHUCTPAaTUBHOIO perylaMeHTa. :

38. IlepeueHr nokyMeHTOB (CBeIEHHUI1), HEOOXOMUMBIX IJisl MPEIOCTaBICHUA
TOCYJJapPCTBEHHOH YCIYTH, KOTOPEIE 3asBHUTENb BIpaBe NpEJICTaBUTh M0 COOCTBEHHOM
UHHUIMATHBE, TaK KaK OHU MOJIIEXAT MPEJCTABICHUIO B paMKaX MEKBEJIOMCTBEHHOTO
YHOOPMAIIMOHHOTO B3aMMOJEHCTBHSA, yKa3aH B IIyHKTe 18 AJMUHHCTpaTUBHOIrO
periaMeHTa.

39. HcuepnpiBaromiyii nepedyeHb OCHOBAaHUM I OTKa3a B NpUeMe JIOKYMEHTOB,
HEOOXOIUMBIX JJI NPENOCTaBlIEHMS TOCYAapCTBEHHOM YCJIyrd, yka3aH B IyHKTe 19
AJMUHUCTPAaTUBHOTO periaMeHTa.

40. VcuepnmlBarolluii IlepedeHb OCHOBaHHI IJI OTKa3a B IPEAOCTABICHHHU
BapuaHTa TOCYHapCTBEHHOM YCIyrd YKa3aH B IyHKTe 21 AJMHHHCTPaTUBHOIO
perjiaMesTa.

Ilpuem 3asiBjieHHs U JIOKYMEHTOB H (M) nHGOpManun, He0OX0AUMbIX
AJIS IPEAOCTABJICHHSI TOCYAaPCTBEHHOH YCJIYTH

41. 3agBuTenro IS TOJNyYeHHS TOCYJAapCTBEHHOH YCIyr'H HeoO0XOoAuMo
npecTaBuTh mocpenctsom Exmuoro moptana, IC «Opno oxso», I'PJIC 3asBnenue
0 BBO3¢ (BBIBO3e) OMOJOrMYECKHX MAaTE€pHANOB, IOIYYEHHBIX IIPpH IIPOBEACHHUU
KIHHWUYECKOTO HCCIEIOBAaHUSA JIEKAPCTBEHHOTO TMpernapara sl MEIMIIMHCKOrO.
IpUMeHeHHs, mo ¢opMe coriacHo mnpmioxeHuto Ne 1 k AJMHHUCTpaTHBHOMY
perjaMeHTy, KOTOpo€e JIOJDKHO COJiepKaTh B TOM YUCIIE:

1) mosiHOE HAMMEHOBaHUE OpraHa, IpeAOCTaBIISIOIIEero rocyJapCTBEHHYIO YCIyTy;

2) cBelcHMs, IO3BONIAIOIINE HICHTH(GUIMPOBATh 3asBUTENA (IPEJCTaBUTENA
3asgBUTENA), COAEpXKALIAEeCHd B NOKYMEHTaX, IPEIYCMOTPEHHBIX 3aKOHOJATEILCTBOM
Poccuiickoit @enepanyy;

3) naHHBIE O KJIMHUYECKOM MCCIIEOBAHUY C yKa3aHNEeM IIPOTOKONA KIMHUYECKOTO
HCCIIEI0BAHHS, COEPHKAINETO HEMH KIHHHYECKOro HCCIICAOBaHMS;

4) cpoKy TMpOBeAeHU KIMHUYECKOTO HCCIEN0BaHMsl, B KOTOPOM IIPEAIOaraeTcs
HOJIyUeHHe OMOIOTMYECKHUX MaTepHalloB;

5) HaMMeHOBaHHME TOCYAAapCTBa, B KOTOPOM IUIaHHpPYeTCA IPOBEACHUE
KIMHUYECKNX HCCICIOBaHMM, MECTO HaxOXJIeHHs U T[OJIHOe HaHuMEHOBAaHME
OpraHM3alid, B aipec KOTOPOM IUIaHMPYeTCss OCYLIeCTBISTH BBO3 (BBIBO3)
GHOJNIOTHYECKUAX MATEPHATIOB;

6) 1ens BBO3a (BBIBO3a) OMOOrMYECKHX MaTepHUalIOB;

7) BT BBO3UMOTrO (BEIBO3MMOTO) OMOJIOTHUECKOTO MaTeprana;
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8) KOJNIMYECTBO eQMHMII KOX0r0 BHIa BBO3UMOTO (BBIBO3UMOT0) GHOJIOTMYECKOTO
Marepuana;

9) BUJ yIIaKOBKH JUIS KaXJOTO BUIIa BBO3UMOTO (BBHIBO3UMOI0) GUOJIOTNYECKOro
MarepHaa.

Taxoxe 71 MOTy4eH)st TOCYapCTBEHHOM YCIyTH 3aSBUTENH BMECTE C 3asIBIICHUEM
IPEICTaBIsSeT INOKYMEHTHI, IpPeIyCMOTpPEeHHble ITyHKTOM 16 AJMHHHCTPAaTHBHOTO
perilaMeHTa.

42. 3asBrneHrie ¥  JOKYMEHTBHl, HeoOXoaWMBle JUIs  IPEAOCTABICHUS
TOCYJJapCTBEHHOMW YCIYI¥ W MpeICcTaBleHHbIle B MUHHCTEPCTBO B 3NEKTPOHHON (opme,
PETHCTPUPYIOTCS He 1o3aHee 1 pabodero qHs ¢ JaThl UX MOCTYIUICHHUS.

43. 3asBlieHre TIOJAeTCS JUYHO KaTeropued 3asBUTeNel, yKa3aHHON B MyHKTe 4
AJIMUHUCTPAaTUBHOTO perjiaMeHTa.

44, Otka3 B nmnpHeMe 3asBIEHHS W JOKYMEHTOB, HEOOXOJUMBIX
JUISL TIpeJOCTaBJIEHUSI TOCYJIAPCTBEHHOM YCIyI'M, & TakKe OTKa3 B IPEJOCTaBICHUU
rOCyJapCTBEHHOMW YCIIyTH B ClIy4Yae, €ClM 3asBJICHUE U JOKYMEHTHI, HeOOXOJUMBIE IJIs
MIPEJIOCTaBIeHUs] TOCYIapCTBEHHON YCIYTH, MOJAaHbl B COOTBETCTBUM ¢ MH(popMaIuei
0 CpoKax W IOpSAAKE IPeAOoCTaBlIeHH rOCyAapCTBEHHOH yCIyrH, OITyOJIMKOBaHHON
Ha Enunom noprane, B UC «OnHo okHO», B 'PJIC, HenomyCTUMBI.

45. Cnoco00oM yCTaHOBICHHS JIMIHOCTH (MOCHTH(UKALNHN ) 3aBUTEIIS IIPU TToAade
3asBieHus mocpenctsoM Epxumboro moprama, MUC «Onpuo oxHo», I'PJIC sBasercs
YCWJICHHas KBUTH(DHIIUPOBAHHAS DJIEKTPOHHAS MOJIKCE.

46. KputepreM NpUHATHS peIIeHUs 10 aAMUHUCTPATUBHON IIpoLEeNype SIBIAETCS
HAJIWYhe 3asABJI€HHS M  JIOKYMEHTOB, HEOOXOAMMBIX Ui  TPelOoCTaBICHUA
roCyZlapCTBEHHOM YCIIYTH.

47. PesynpTaTOM aIMUHHCTPAaTHBHON MpoLEAypHl SBISIETCS pPErucTpanus
3aSdBJIEHMST U JIOKYMEHTOB, HEOOXOAWMMEIX MJIS NpPeJOCTaBJIieHHS TroCyIapCTBEHHOI
yCIyrH.

48. Cnocobom ¢ukcanum pe3yibTaTa BBIIONHEHUS aIMUHUCTPATHBHOM
mpoleaypsl SBISAETCS OTMETKa O Jare IIpHeMa 3asdBICHMA M IIPAIaraeéMbIX
K HEMY 1IOKyMEHTOB.

49. B agMuHHCTpaTHBHOH IpoLelfype NpUHHAMAET y4acTHE CICAYIOIHH OpraH
(opranuzanys): MUHHCTEPCTBO.

50. IlpegocraBienue rocyJapCcTBEHHOM yCIyryl B MHOT0GYHKIIMOHAJIEHOM LIEHTpe
NPEeNOCTAaBICHUS  TOCYJapCTBEHHBIX M  MYHHMLUMIANBHBIX  YCIYI, @ TaKXe
10 3KCTEPPUTOPHUATIBHOMY IPUHIUILY HE NIPEAYCMOTPEHO.

IIpOBene}me MEKBECAOMCTBCHHOI O undmpmaunounoro B3aHMOHeﬁCTBHﬂ

51. HaumeHoBanue ¢enepaqbHOr0 OpraHa HUCIOJHUTENBHON BJIacTH, B KOTopbm
HaIpaBIILETCS MEXBEIOMCTBEHHEBIH 3anpoc: denepanbHas HaJOroBas Ciryxo0a.

52. Hanpapnsiemble B MEXBEIOMCTBEHHOM 3aIIpOCe CBEICHHS O 3asBUTENIE:

1) nonHOe HAaMMEHOBaHUE OpraHU3alluy;

2) unenTH(UKaUUOHHBIH Homep Hanoromnarensiuka (MHH) ropumuyeckoro
UL,
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3) OCHOBHOI I'OCYIapCTBEHHBIN PErMCTPAlAOHHBIN HOMEP I0PUIXYECKOTO JIMLIA.

53. 3anpamumBaeMbl€é B MEXBEJOMCTBEHHOM 3allpOCe CBEIEHHMS O 3asBUTEINE,
comepxamuecs B EnmuHOM rocyJapCTBEHHOM peecTpe OpHUAMYECKHX JHl, EnuHom
TOCYJapCTBEHHOM peecTpe WHAUBUIAYAIbHBIX MpeAIpUHUMATENe, O BBIJAHHBIX
CBHIETENICTBAX O  TIOCYJapCTBEHHOM  PErucTpallMi  IOPUAMYECKOro  JIALA
Y CBHJIETEJILCTBAX O MOCTAHOBKE Ha Y4eT B HaJIOTOBOM OpraHe 3asBUTelIs, HEOOXO MBI
B I[eJIIX MPENOCTaBICHHS TOCYIapCTBEHHOM YCITyTH.

Ecniu B kauecTBe 3asBUTENS BBICTYNAeT MHOCTPaHHOE IOPUAMYECKOE JIMIIO,
B cliyuyae IIPOBEACHHS KIMHU4Yeckoro wuccienoBanus B Poccuiickoin ®enepanny,
IPeACTaBISIOTCS TOKYMEHTHI, IONTBEpPXKAIOIKe aKKpEeIUTauuIo IHpeJcTaBHTEIbCTBA
WHOCTPAaHHOTO IOpUJUYECKOr0 JIMLa Ha Tepputopuu Poccuiickoit @enepanu.

54. @opMmupoBaHHME U  HaOpaBJIE€HHUE  MEXBEJIOMCTBEHHBIX  3allpOCOB
O TPeOCTaBICHHH JOKYMEHTOB (CBEleHHWii), NpPeIyCMOTPEHHBIX IIyHKTOM 18
AJIMAHUCTPaTUBHOIO periaMeHTa, OCYIIECTBISIIOTCS YIIOJTHOMOYEHHBIM CIEIHAIICTOM
C  WCHONB30BaHUEM E€QUHOM  CUCTEMBl  MEXBEJOMCTBEHHOI'O  3JIEKTPOHHOIO
B3aMMOJIEHCTBUSI B COOTBETCTBUU C TpeOoBaHUAMHU cTaThbu 7.2 DenepallbHOrO 3aKOHA
ot 27 mons 2010 r. Ne 210-®3 «O6 opranuzanuu MpeIoCTaBIeHUs TOCY/IapCTBEHHBIX
1 MYHUIMIANBHBIX yciayr» ! (manee — @DegepanbHblil 3akoH ot 27 mrons 2010 r.
Ne 210-@3).

55. OcHoBaHHEM [yl HaMpaBJICHUs MEXBEHOMCTBEHHOIO 3alpoca sBIAETCS
HeTpe/ICTaBIEHNe 3asBUTENeM MO0 COOCTBEHHOH MHMIMATUBE HOKYMEHTOB (CBEIEHHH),
yKa3aHHBIX B IyHKkTe 18 AnMuH#McTpatuBHOro periameHta. Cpox HampaBlIeHHs
MEXKBEJIOMCTBEHHOI'O 3ampoca cocTaBisieT | paboumii JeHb cO [OHSA NOCTYILICHHUS
3asBIICHHUA.

56. Pe3ynpTaToM amMUHUCTPATUBHON MpOLEAYphl SBISETCS IMONy4eHHE OTBETa
Ha ME)XBEJIOMCTBEHHBIN 3a1poc.

57. Crioco6oM (MKcanuy pe3yibTaTa aJMHHUCTPATHBHOM MPOLENYPHI SBISAETCS
OoTOOpa)XeHHEe OTBeTa Ha MEXBEAOMCTBEHHBIM 3amnpoc Ha EauHoM mnopraie,
B UC «OaHO0 OKHO».

58. Cpok, B TeueHHe KOTOPOro pe3yapTaT MEXBEJOMCTBEHHOI'0 3alpoca JODKEH
TIOCTYNUTh B MUHHCTEPCTBO, cocTaBnsgeT 1 paboumii JeHb cO [HS HanpablIeHHs
MEXBEJOMCTBEHHOI'0 3aIpoca.

Bapuanr 2
IIpexocraBieHHe cBeleHHH 0 KOHKPETHOM 3aK/II0YeHHH (pa3pelinTe/ 1 bHOM
JOKyMeHTe), cBeJleHnii 00 oTKa3e B Bbliade 3aK/JII0YeHHs (pa3pelMTeIbHOIo
AOKYMEHTa), cofep:KalieMcsi B peecTpe BbIIaAHHbIX 3aKJII0YeHHH, HIH
npegocTaBjieHne HHGpoOpMAaLHH 00 OTCYTCTBHH 3alPAlIHBAEMBbIX CBEACHHH

59. MakcuMaNpHBIH CPOK MpeAOoCTaBIeHHs BapHaHTa IOCYJapCTBEHHOH YCIyru
cocraniisieT | pabouuii 1eHs.

1 Cobpanme 3akoHoparenscTBa Poccuiickoit Penepaumy, 2010, Ne 31, cr. 4179; 2021, Ne 1, cr. 48.
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60. B mensx mnonydeHus BapuaHTa TOCYNApCTBEHHOM YCIYyrd KaTeropus
3asBUTENEH, NpPEeAyCMOTpEHHass B IyHKTe 4 AJMUHMCTPaTHBHOIO perjaMeHTa,
npeAcTaBiseT B MUHHCTEPCTBO 3alpoc O IPEJOCTABICHUM CBEICHHUH O KOHKPETHOM
3aKIOYeHHH (pa3pellnuTeNIbHOM JOKYMEHTe) Ha BBO3 (BBIBO3) OHOJIOTHYECKUX
MaTepUajgoB, MOJYUYEHHBIX TIpY MPOBEACHHU  KIMHUYECKOTO  HCCIIEOBaHMS
JIEKapCTBEHHOT'O Iperapara s MEIUIMHCKOTO IPUMEHEHHs, B BUAE 3JEKTPOHHOIO
NOKYMEHTa 110 (hopMe COTJIaCHO MPHIoXeHUIo Ne 2 k A TMUHUCTPaTUBHOMY PETJIaMEHTY.

61. Jis monydyeHHWsl BaphaHTa TOCYJApCTBEHHOM yCiIyrm He Tpebyetcs
IpeaocTaBlieHHe KOMIUIEKTa JOKYMEHTOB, YKa3aHHBIX B IIyHKTe 16 A IMUHMCTPaTUBHOTO
perjaMeHTa.

62. HMcuepnreiBalommii NepedeHb OCHOBaHMH IJId OTKas3a B IIPEAOCTABIECHHH
BapHUaHTa rOCyTapCTBEHHOH YCIIyTH He MpeyCMOTpPEH.

63. OcHoBaHMeM [yis Hayaja aJMHUHUCTPAaTUBHOM TIIpoLENypBl SBISETCA
MOCTYIIeHHe B MUHUCTEPCTBO OT 3aMHTEPECOBAHHOIO JIMIIA 3a11poca.

64. OTBEeTCTBEHHEIH HCIIOIHUTENS B Te4eHUe | pabodero JHS Co IHS, CIELYIOLIEro
3a JHEM TMOCTYIUICHHUS 3aIpoca MpoBepseT HaTNUMe B peecTpe BBIIAHHBIX 3aKIFOYEHUH
3alrpalInBacMoil HH(GOpMaIK U HallpaBIIseT OTBET B popMe 3JIEKTPOHHOIO JOKYMEHTa,
MOJIMACAHHOTO  YCUJIEHHOM  KBanu(UIHUPOBAHHON  3JIEKTPOHHON  IOAMMCEHIO,
¢ ucrnons3oBaHueM Exunoro noprana, MC «OmHO OKHO» B CpPOK, HE IIPEBHIMIAIOLIUHA
5 pabouux mHelH co AHA CNeAyIOIIero 3a JIHEM 10Jja4M 3arnpoca B MUHHCTEPCTBO.

65. KpurepusMu @pUHATUS pelIeHHs [0 aJIMMHHCTPAaTUBHON IpolLenype
SBISIOTCS HAaNMYHEe WM OTCYTCTBHE CBEJEHHWII O KOHKPETHOM 3aKIIOYEHUH
(paspemuTenbHOM JOKYMEHTE) HIIM CBeleHuH 00 oTKase B BblJade 3aKIIOYCHHSA
(pa3pemuTenpHOro IOKyMEHTa) B peeCTpe BBIAAHHBIX 3aKIIOYEHHH.

[CocynapcrBeHHas yciyra He MPeHOCTaBIsEeTC, €ClM CofepxaHue u ¢dopma
3ampoca He COOTBETCTBYIOT YCTaHOBJICHHOH NpunoxeHueM Ne 2 k AIIMUHUCTPaTUBHOMY
pernamMenTty dopme. ,

66. PesynpraToM aJIMHUHUCTPATHBHON MpOLEXypbl SBISCTCS MPEHOCTaBICHHE
CBeJIeHUi 0 KOHKPETHOM 3aK/IIOueHNH, CBeIeHH 00 0TKa3e B Bbljaye 3aKIIIOYCHHUS UIIH
00 OTCYTCTBHH 3allpallliBaeMbIX CBEACHHIL.

67. CiocoboM ¢pukcauyu aMAHUCTPATHBHOM NIPOLEAyPHI ABISETCS 0hOpMIICHHE
BRIIIHCKH K3 peecTpa BBIJAHHBIX 3aKIIOYCHHN JTUOO0 CIpaBKH MO 3allpaliMBacMOH
3asBUTeIeM HH(OpManuy, 1100 crpaBKu 00 OTCYTCTBUH 3allpallliBaeMBIX CBEICHHUH.

Bapunant 3
HcnpaBienne 10NyMeHHBIX 0NEYATOK H OIIHOOK
B BbIIAHHBIX B pPe3yJ/ibTaTe NPeJoCTABIEHHsI FOCYJa PCTBEHHOM
YCJIYIH JOKYMEHTaX

68. MakcuMaNbHEI CPOK NMpPEAOCTaBICHUs BapHaHTAa IOCYAAPCTBEHHOHN YCIyI'H
coCTaBIsieT 5 pabouux aHeH.

69. B memix mnomydeHHMs BapuaHTa TOCYAAPCTBEHHOM YCIYIHM KaTeropus
3asBUTeNel, IpeAyCMOTpeHHas B IyHKTe 4 AJQMMHUCTPAaTUBHOIO peETJIaMEHTa,
IpeAcTaBaieT B MUHUCTEPCTBO HOBOE 3asBJICHHE B BUJAE 3JIEKTPOHHOIO JOKYMEHTa
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¢ ucnons3zoBanueM Enunoro moprana, UC «Oxano oxno», I'PJIC ¢ ykazaHuem onedarok
4 (W1K) olMOOK B BEIAAHHOM Pa3peleHUH.

70. Jlns monydeHHS BapuaHTa TOCYIApCTBEHHOW YyCIyrd He Tpebyercs
IpeIOoCTaBICHUS KOMIUIEKTa JOKYMEHTOB, YKa3aHHBIX B ITyHKTe 16 A IMUBUCTpaTHBHOIO
pernamMeHTa.

71. HcuepnsiBaloliuii IMepevyeHbh OCHOBAaHMM JUISI OTKa3a B IPEAOCTaBICHHUH
BapHaHTa rocy/1IapcTBEHHON YCIyIr'H He IPeAyCMOTPEH.

72. BHeceHre U3MEHEHHH B BEIZJaHHOE 3aKIIF0UYeHUE (pa3pelluTeNbHbIH JOKYMEHT)
He JOIYCKAeTCS COINIACHO IIYHKTY 3 METOAMYECKUX YKa3aHuM, YTBEp)KIEHHBIX
pemenuem Komterun EBpa3suiicKoil 5JKOHOMHUYECKON KOMHUCCHH.

73. B ciyuae BBIABIEHHS 3asABUTEIEM B 3aKIMIOYEHMH (pa3peuIMTeNbHOM
JOKYMEHTe) OIeyaToK U (WJIM) OLIMOOK 3asiBUTENh NpeCcTaBIseT B MUHUCTEPCTBO HOBOE
3asgBlIEHHC B BHJIE DJIEKTPOHHOrO JIOKYMEHTa ¢ MCIONB30BaHMEM EJWHOrO Inopraia,
UC «Opno oxunow», I'PJIC ¢ ykazanmem omnedarok M (wid) OHIMOOK B BBIIAHHOM
3aKIroueHNe (pa3pelIuTeIbHOM AOKYMEHTE).

74. OTBETCTBEHHBIH UCTIOIHUTEIND B TeueHHe 1 pabouero JHs Co HS, CIEAYIOLIETOo
3a JHEM II0Jaud COOTBETCTBYIOLIEIO 3asBJICHHSA, INPOBOOUT IPOBEPKY YKa3aHHBIX
B 3asIBJIEHUM CBEJIEHUM.

75. B citydae BEISBJICHHS JOMYLIEHHEIX ONEYaTOK U (WIM) OIMOOK OTBETCTBEHHEIM
VICTIOJIHUTENb OCYIIECTBIISIET UCIPaBIeH)e TaKUX OIMEeYaToK M (MiIK) omMOOK B CPOK, He
npeBplmatomuii 4 pabounx pmHEH co IOHS, CIHEOyIOLIEro 3a OHEM I10Ja4u
B MUHHCTEPCTBO COOTBETCTBYIOIIErO 3asBIEHMS B (OpMe 3JIEKTPOHHOIO JOKYMEHTa
nocpenctsoM Exaunoro noprana, IC «Oxxo oxno», I'PJIC.

76. KputepueM NpUHATHS pELICHHS 110 afMUHUCTPATUBHON IpOLIEAYpE ABIIETCS
HAJIMYHE WIH OTCYTCTBHE OINEYaTOK U (WIHM) OMHOOK B 3aKIFOUEHHH (pa3pelluTeIbHOM
JOKYMEHTE).

77. Pe3ynpraToM aJMHHNCTPAaTUBHOM IIPpOLEAYPH! SBIAETCS BBIAa4a HOBOIO
3aKJII0OYESHHUS (Pa3pelMTEIFHOTO TOKYMEHTA) C YI€TOM HCIIPaBIeHHbIX ONIEYaTOK U (MIIH)
OIMOOK ¥ aHHY/IMPOBaHHUE NPEABIYILEro 3aKII0YeHUs (Pa3peluTeNbHOr0 JOKYMEHTA),
COZIEpXKAILET0 ONEYaTKH H (HITH) OIIHOKH, COTIaCHO MYHKTY 4 METOINYECKHX YKa3aHHUH,
yTBepXkIeHHBIX pemenreM Komneruu EBpa3suiickoil 5KOHOMHYECKOH KOMHCCHH.

78. CnocoboMm ¢ukcanyy agMUHUCTPATHBHOIN IPOIEAYpHl SBISIETCS BHECEHHE
UHPOpPMAalMKd B peecTp BHIAHHBIX 3aKIIOYEHUHH, B TOM YHCIE pELICHHS
00 aHHYJIMpPOBAaHWH IPEABIAYLIEr0 3aKIIOYCHUs (paspelIMTENLHOIO ,uoxyMeHTa)
COJIEPIKAIIETro ONeYaTKy ¥ (WI1) OIHOKY.

OcoGenHoCTH BHINOJIHEHHS] AIMUHUCTPATHBHBIX Npoueayp (aeicTBuii)
B 3JIeKTpoHHOH hopme

79. ®opMupoBaHHe 3asABICHHS (3aIIpoca) B JEKTPOHHOH popMe OCyIecTBIAETC
3asBUTEJIEM TTOCPeICTBOM 3anonHenus Ha Enunom noprane, B 'PJIC, B UC «OnHO OKHO»
ero NIEKTPOHHOM (HOPMBI U MPUKPEIUICHUS K HEMY 3JIEKTPOHHBIX 00pa3oB JOKyMEHTOB,
NOAMUCAHHBIX  yCHJICHHOW  KBaIU(UIMPOBAHHOM  3JIEKTPOHHOM  IOJMNKCEHIO,
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0e3 HeoOXOIUMOCTH HOIIOTHUTEIBHOM IMOIaut 3asBJIeHHs (3alIpoca) B BUE JOKYMEHTa
Ha OyMa)KHOM HOCHTeJIE.

80. dopmaTHO-OrMYEcKast MpoBepka C(HOPMUPOBAHHOTO 3asBIEHUS (3ampoca)
B 2JIEKTPOHHOH (popMe OCYyHIECTBIISETCS ABTOMATHIECKHU I10CTIE 3aIl0JIHEHUS 3aIBUTEIIEM
K@OKOOro U3 IOJed Takoro 3asmiieHus (3ampoca). Ilpu BBISBIEHMH HEKOPPEKTHO
3allOJJHEHHOrO TIIOJISL  3asiBlieHHs (3ampoca) B 3NEKTPOHHOW (opMe 3asBHUTENb
YBEAOMJISIETCS O XapaKkTepe BBIABJEHHOW OIMMOKM M TIOPSAAKE €€ YCTpaHeHHS
NIOCPEICTBOM MHPOPMALMOHHOTO COOOIEHUsI HETIOCPEICTBEHHO B ANEKTPOHHON (opMe
3asiBJIeHus (3ampoca). |

81. Ilpm ddopmupoBanum 3asBieHus (3ampoca) B DJJIEKTPOHHOU (opme
nocpenctsoM Enunoro noprana, UC «Onno okHo», I'PJIC 3asBuTento obecrneunBaercs:

1) BO3MOXKHOCTH KOIIMPOBAHUS U COXpaHEHHs 3asBJICHUS (3a1poca) B SJIEKTPOHHON
¢dbopMe U MPUKPEIUIEeHHBIX K HeMY 3JIEKTPOHHBIX 00pa30B JOKYMEHTOB;

2) BO3MOXXHOCTh II€4aTH Ha OyMa)KHOM HOCHTejie KOIHH 3asBlIeHUs (3ampoca)
B DJIEKTPOHHOH (opMe;

3) coxpaHeHHue paHee BBEJIEHHBIX B 3JIEKTPOHHYIO (popMy 3asBieHM (3ampoca)
3HaUeHHH B JI000M MOMEHT [0 JKEJIaHWIO II0JIb30BaTeNs, B TOM 4HCIE
IPA BO3HWKHOBEHHWW OMMOOK BBOJA M BO3BpaTe I IIOBTOPHOTO BBOAA 3HAYEHUIA
B JJIEKTPOHHYIO (JOpMY 3asBlIeHH: (3ampoca);

4) 3aroJTHeHHe moJiei 3eKTpoHHOH! GopMBI 3asiBiieHMs (3aIipoca) 10 Hadania BBOJa
CBEJICHH 3asBUTENIEM C HCIOJb30BAHUEM CBEJICHUM, pa3MEIICHHBIX B €IMHON CUCTEME
MICHTH(HUKAIMK U ayTeHTU(UKALUY, a TaKXKe CBEJCHUH, olly0nKoBaHHBIX Ha EquHOM
noptaie, B UC «OnHo okHO», B I'PJIC;

5) BO3MOXXHOCTh BEpHYThCA Ha JIO0OM M3 3TanoB 3alOoJHEHUS SIEKTPOHHOU
¢dopMbI 3asBIIeHUs (3a1poca) 6e3 noTepy paHee BBeIEHHOM HHGOpMaIY;

6) BO3MOXXHOCTH JOCTyNa 3asBUTENS C HCIOJNB30BaHWEM EauHOro mopraia,
UC «Onuo okHo», I'PJIC k paHee momaHHBIM HM 3asBJIEHIAM (3alpocaM) B TE€UYEHHE
HE MEHee OJHOI0 I'0Jia, a TAK)XKE K YaCTHYHO COPMHUPOBAHHBIM 3asIBJICHHAM (3ampocaM)
B TeUEHUE He MeHee 3 MECSIIEB.

82. CdopmupoBaHHOe 3asBleHHME (3ampoc) B  D3JIEKTPOHHOH  Qopme
¥ TpHKpEIUIEHHble K HEMYy DSJCKTPOHHBIE 00pasbl JJOKYMEHTOB IIOJIHMCHIBAIOTCS
3asBUTEJIEM YCHJICHHOH KBaM(PUIMPOBAHHON 2JIEKTPOHHON MOANHUCHIO U HAIIPaBJISIOTCS
B UH(GOPMALMOHHYIO cUCTeMy MunucrepcTBa nocpeacrtsoM Exunoro noprana, I'PJIC,
HNC «OngHO OKHOM.

83. MunuCcTepCTBO O0ecmieyMBaeT MpHUEM 3asBleHUs (3alpoca) B JNIEKTPOHHOM
(dbopMe U IPUKPEIUIEHHBIX K HEMY 3JIeKTPOHHBIX 00pa30B JOKYMEHTOB M X PETMCTPALHIO
0e3 HeoOXOAMMOCTH ITOBTOPHOrO TPEACTABICHUS 3asBHTENIEM TaKMX JOKYMEHTOB Ha
OyMa>kHOM HOCHUTEIE.

84. Vmata rocyJapcTBeHHON MOUUTMHBI M (WIM) IUIaTHl 3a IPeJOCTaBIICHHE
roCcyIapCcTBEHHOM YCIYTH HE NpelyCMOTpeHa.

85. IlpueM wu perucrpauus 3asBICHHUS (3ampoca) B 3JIEKTPOHHOH dopMe
¥ TIPUKPEIUIEHHBIX K HEMY JIEKTPOHHBIX 00pa30B JOKYMEHTOB OCYIIECTBISETCSA B CPOK
U B OPSJIKE, MPEyCMOTPEHHBIX MyHKTamMu 41-50 AMUHUCTPAaTUBHOTO peraaMeHTa.
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86. IIpenocraBiienye rocy1JapcTBEHHON YCIyTd HaYMHAeTCsS ¢ MOMEHTa IpueMa
YU perucrpanud MUHUCTEpCTBOM 3asBieHMsS (3ampoca) B 3JIEKTPOHHOH Qopme
Y MPUKPEIUICHHEBIX K HEMY JIEKTPOHHBIX 00pa30B JOKYMEHTOB.

87. Ilomydyenue pe3ynbraTa MPeAOCTABICHUSA TOCYIapPCTBEHHON yCIyru B Gopme
3JIEKTPOHHOTO JOKYMEHTA OCYINECTBIISETCS 3asBUTENEM C HCIOIB30BAHMEM JTHYHOTO
kabunera Ha Enurnom nopraie, B IC «OxgHo oxHO», B 'PJIC B TeueHme cpoka neicTBUs
pe3yibTara MpeJoCTaBIeHU FOCyAapCTBEHHOM YCIIYTH.

88. 3asBuTenpr uMeeT BO3MOXHOCTH TMOJy4YeHHs WH(QOpMallUM O XOze
IpeNOoCTaBleHHs TOCYAapPCTBEHHOM YCIIyTH.

HNudopmanus o Xofe npemocTaBIeHUs FOCYIapCTBEHHONM YCIYTH HaIpPaBiISeTCs
3asBUTEIIIO B CPOK, He MPeBbIIarOmui 1 pabouuii JeHs ociie 3aBepIleH s BEITIOTHEHUS
COOTBETCTBYIOIIETO JIEHCTBHS, ¢ McTTonb3oBaHneM Enunoro noprana, UC «OxHO OKHOY,
I'PJIC.

[Ipy mnpemoCTaBIEHHH TOCYJapCTBEHHONH YCIyrH B SJEKTPOHHOH (opme
3asIBUTEIIIO HAPaBISIOTCS:

1) yBetoMIIeHHEe O TIpHEMe U PeTUCTpaIiy 3asBlIeHuUs (3anpoca);

2) yBeioOMJIEHHE 0 MOTHBHPOBAHHOM OTKa3e B IpUeMe 3asBJeHHs (3anpoca);

3) yBemomiieHHE O pe3ylbTaTaX pacCMOTPEHUs HalpaBICHHBIX ILOKyMeHTOB
HEOOXOAMMEBIX JUIS [IPeIOCTaBICHUS FOCYJapCTBEHHO yCIIyTH;

4) yBemomJieHHE O BO3MOXXHOCTH IIOJYYHTh De3yJbTaT IpedoCTaBICHUsS
TOCy/AapCTBEHHOH YCIYyTH;

5) yBetomMmIIeHHE€ O MOTHBUPOBaHHOM OTKa3€ B IIPEOCTABICHUH I'OCY 1apCTBEHHOM
YCIIYTH.

89. 3asBUTENb NOJNYyHaeT pe3ylbTaT MPEeNOCTABICHUA I'OCYJapCTBEHHON YCIYTH
B (opMe 3JEKTPOHHOTO JAOKyMEHTa, NOAMHUCAHHOIO YCHJIEHHON KBaIM(pUIUPOBAHHOU
DJIEKTPOHHOM TMOJIMMUCKHIO, C WCMONIb30BaHMEM JIMYHOro Kabunera Ha ExnuHoM mopraie,
B ' PJIC, B UC «OmHO OKHOY.

1V. q)Oprl KOHTPOJI 32 HCITOJIHECHHEM a/IMMHHCTPATHBHOI'0 perjiaMeHTa

Ilopsigok ocymecTBIeHHS TEKYLIero KOHTPOJIs 32 co0/II0ieHHEM
H HCTIOJIHEHHEM OTBETCTBEeHHBIMH JA0/KHOCTHBIMH JIMIAMH IOJIOKEHHH
AJMHHHCTPATHBHOIO PerjaMeHTa H HHbIX HOPMATHBHBIX NPaBOBBIX
AKTOB, yCTAHAB/IMBAIOLINX TPeGOBaHNSA K NPeAOCTABJIECHHIO
rocyJapcTBeHHOMH yCJIyIH, a Tak:Ke NPHHATHEM HMH pelleHH i

90. Texkymuii KOHTpPOJIb 3a COONIOACHHEM IIOCIIENOBATEIIBHOCTH JEHCTBHUM,
OlIpele/IeHHBIX  aJMUHHUCTPATHBHBIMA  IpOLEAypaMH IO  NPEeIOCTaBICHHIO
rOCYAapCTBEHHOM YCIIYTH, OCYIIECTBISAETCS pYKOBOAMUTENEM U JIOTDKHOCTHBIMH JIMLIAMHM
MuHuCTEpCTBA, OTBETCTBEHHBIMH 3a OpPraHM3alMi0 paboTBl IO IIPeAOCTaBICHHIO
TOCYAapCTBEHHOM YCIIYTH, IyTeM IpPOBEACHHUS IPOBEPOK COOMIONEHHS M MCIIOIHEHHS
OTBETCTBEHHBIMM HCITOJHUTEISIMH I10JI0KEHHH A IMUHUCTPATHBHOTO perjlaMeHTa, MHBIX
HOPMAaTHBHBIX MPaBOBBIX akToB Poccuiickoit Pemepauuy, a Takke NPU IPOBEACHHH
BHYTPEHHETO ayAWTa pe3yJbTATHBHOCTU MPEIAOCTABIEHUs TOCYJapCTBEHHOH YCIIyTH




18

(manee — npoBepka).

91. IlpoBepkH MOJNHOTHI U Ka4yecTBa NPEJOCTABICHUS IOCYJapCTBEHHOH YCIyI'H
BKJIIOYAIOT B ce6s1 NMpOBEIEHUE MPOBEPOK, BBIABIECHUE M YCTpaHEHHE HapyIIEHHH [paB
3asBUTEJIeH, paCCMOTpPEHHE, IPUHSITHE PEIIeHN B TIOATOTOBKY OTBETOB Ha OOpaIeHUs
3agBUTeNICH, cojaepxamue KamoOnl Ha JeiictBus (O6e3aelcTBHE) U peICHUS
OOJDKHOCTHBIX MLl  MUHUCTEpPCTBAa,  OTBETCTBEHHBIX 3@  NPEJOCTABICHHE
rOCYJapCTBEHHOH YCIIYTH.

IMopsag0oK M MEPHOAMYHOCTH OCYIIECTBJICHUSI MJIAHOBBIX
H BHEILIAHOBBIX NMPOBEPOK MOJTHOTHI H Ka4eCTBA MPeJ0CcTaBJICHN
rocy1apcTBEeHHOMH yCJIYrd, B TOM YHCJIe NOPSIAOK H GOpPMbI KOHTPOJIS 32 NOJHOTOMH
M Ka4eCTBOM NPeA0CTABJEHHS rOCyIapCTBEHHOM yCIyru

92. IlpoBeieHye IIIAHOBBIX ¥ BHEIUIAHOBBIX IIPOBEPOK OCYINECTBISIETCS B LIENSAX
BEISIBJICHUS HapylIeHUH MOpsika NpeloCTaBlICHUsS TOCYyJapCTBEHHOW YCIYrd, B TOM
YyKrclie CBOEBPEMEHHOCTH ¥ IOJHOTHI pAacCMOTPEHUs oOpaleHHd 3asBHTeNEH,
000CHOBaHHOCTH ¥ 3aKOHHOCTH NPUHATHUSA 110 HUM pELICHHII.

93. IInaHoBEIe MPOBEPKH NOIHOTHI M KAYE€CTBa NIPENOCTaBIEHUS I'OCY IapCTBEHHON
YCIYr¥ TPOBOAATCS YIIOJHOMOYEHHBIMHM JOJDKHOCTHBIMU JIMIAMH MUHHCTEpPCTBA
He pexe 1 pasa B roj. ’

94. ExeromHplii 1UIaH MNPOBEPOK  YCTAHABIMBACTCS  PYKOBOAMTEIEM
MuHucrepcTBa.

95. BHemnaHoOBBIE IPOBEPKHA IIOJHOTBI M KadecTBa MpeOCTaBIECHUA
rOCyIapCTBEHHOM YCIYTH TPOBOJIATCS CTPYKTYPHBIM Nonpa3zieneHueM MuHucTepcTsa,
obecrieynBalOLMM  IIPEJOCTaBICEHHE TOCYAApCTBEHHOH YCIYyIrH, C  YYacTHEM
YIIOJTHOMOYEHHBIX HOJKHOCTHBIX JIMII ToApa3feneHuii MuHucTepcTBa 10 KOHKPETHOMY
obpameHuto (kanobe) rpaxkiaH WM IOPUAWYECKUX JIMI] Ha peLIeHUs WIM [eHCTBUA
(Oe3neiicTBHE) HOKHOCTHBIX JIUI MHUHHUCTEPCTBA, IPUHATHIE HIIA OCYILECTBICHHBIE B
XO0Ji€ IPeOCTaBIeHHs T'OCYJapCTBEHHOM YCIIYTH.

96. PesynwraTel mpoBepkH OGOpPMISIOTCS B (opMe akTa U IIOJMHUCHIBAIOTCS
YIIOJTHOMOYEHHBIMU AODKHOCTHBIMHU JIMLIaMU MuHHCTEpPCTBA.

OTBeTCTBEHHOCTH AODOKHOCTHBIX I MHHHCTEPCTBA 32 pelieHHs
u geiicTeus (0e3xeiicTBHE), NpHHIMAaeMble (OCyIIeCTBIsieMble) HMH
B X0/ie NIPe0CTABJICHHS IroCcyJapCTBeHHOH ycJIyru

97. IlepcoHanpHasi OTBETCTBEHHOCTh JOJDKHOCTHBIX 1MLl MHuUHHCTEPCTBa
3a IPeHOCTaBJICHHE TOCYHApCTBEHHOH YCIYru 3aKkpeIuIseTcs B HMX JOJDKHOCTHBIX
periaMeHTax B COOTBETCTBUM C TpeGOBaHMAMHM 3aKOHozaTeNbcTBa Poccuiickoi
®denepanuu.

98. HcnomHuTeNnb, OTBETCTBEHHBIM 3a OCYIIECTBIEHHE COOTBETCTBYIOIIMUX
aJIMHHHCTPATUBHBIX ITponexyp AIMUHUCTPATUBHOIO PErIaMEHTa, HECET IIEPCOHANTBHYIO
OTBETCTBEHHOCTb 3a:

1) cooTBeTcTBHE pE3yJIbTATOB PACCMOTPEHMS JOKYMEHTOB, IIPEACTaBICHHBIX
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3asBHUTENIeM, TPeOOBaHUAM 3aKOHOIaTelbcTBa Poccuiickoi Depepanuy;

2) cobnro/ieHue CPOKOB U NOpsAAKa IpHeMa JJOKYMEHTOB;

3) cobmoieHre mopsiiKa, B TOM YUCIIE CPOKOB, TTPEOCTABIEHUS M'OCY IapCTBEHHOM
YCIIyTH.

Iomnoxenusi, XxapaKrepu3yoniue Tpe0OBaHusA K NOPAAKY
H ¢popMaM KOHTPOJIst 32 IPEAOCTABJEHHEM IoCyAapcTBeHHOM
YCJYI'H, B TOM YHCJIe CO CTOPOHBI I'PasKIaH,
HX 00beMHEeHHH U OpraHu3alHuu

99. I'paxnane, ux OOBENUHEHHS M OpraHU3allid BIpaBe KOHTPOJIUPOBATH
IIPEIOCTAaBJICHHE TOCYNApPCTBEHHOW YCIYTM IMOCPEICTBOM MONYYeHUS HHPOpPMALUU
mo TenedoHy, OTBETOB Ha IMCBMEHHBIC OOpalleHHs, [0 3JIEeKTPOHHOH IodTe,
Ha odumuaisHOM caiite Munucrepctsa, depe3 Enunsiii moprtan, UC «OmgHO OKHOD,
I'PJIC, npyruMu 3aKOHHBIMH CIIOCOGaMU.

100. KouTpons 3a mpenocraBieHHEM TOCyAapCTBEHHOM YCIyTH, B TOM YHCIE
CO CTOPOHBI TpaXkAaH, MX 00BEIMHEHHI U OpraHu3aIyil, OCymECTBIAETCSA MOCPEICTBOM
IOJyYeHHsS HMH IIOJHOH aKTyaJlbHOH M JOCTOBEPHOH HHGOpPMaUUW O TIOpSIKe
IIpeIOCTaBIeHNs FOCyIapCTBEHHOM YCIIyTH M BO3MOXKHOCTH JOCYA€OHOI0 pacCMOTPEHUS
obparenuii (>xano6) B mpoilecce MONy4EHUs TOCYJaPCTBEHHOM YCIIyTH.

V. Jocyneonslii (BHecyaeOHBII) MOPAAOK 00:KaJIOBaHMsI pellleHHH U
AeiicTBuil (Oe3aelicTBHA) OpraHa, NpeAoCTABJAIOIET0 FOCYAapPCTBEHHYIO YCJIYTIY,
MHOTroyHKIIHOHAJBLHOI0 IEHTPA, OPraHU3alMi, YKa3aHHBIX B yacTH 1.1 craThn
16 ®eaepanbHoro 3axkoHa «06 opraHH3aluyi NPeJOCTABJIEHHS IOCYJapCTBEHHbIX

H MYHHIHUIAJBHBIX YCJIYD?», 2 TAKHKE HX J0JKHOCTHBIX JIHII, FOCYyJapCTBEHHbIX
HJIH MYHHIMOAJIbHBIX CIYKAIIHX, PAOOTHHKOB

101. 3aumHTepecoBaHHBIEe NHIla BIpaBe oOXKanoBaTh JeiicTBus (Oe3nelicTBHe)
JIOJDKHOCTHBIX JIML, MUHHCTEpCTBA M PEIIeHHs, NPUHATHIE (OCYIIECTBISEMBIE) UMHU
B XOJ¢ TPeNOCTaBlIeHHs TOCYAApPCTBEHHOU YCIYTH, B JiocyAeOHOM (BHecyneOHOM)
IOpsiKe.

102. 3aMHTepecOBaHHBIM JHIAM O0OecmeYuBaeTCss BO3MOXHOCTh HallpaBIICHHSA
xanobbl Ha peleHus, neficTBus UM Oe3zeiictBue MUHNCTEPCTBA, TODKHOCTHOTO JIMIA
MuHucTepcTBA B COOTBETCTBHM €O cTatbedl 11.2 @exepanbHOro 3aKkoHa
or 27 monsa 2010 r. Ne 210-®3'?> u B mopsijike, yCTAHOBJIEHHOM IIOCTAHOBIEHHUEM
IpaButennctBa Poccuiickoit @enepaunu o 20 Hos16ps 2012 1. Ne 1198 «O denepanpnon
roCyJlapCTBEeHHOM HH(OpMaIIHOHHOM crcTeMe, oOecnieyrBaroiei porecc JocyAeOHoro
(BHECYZIEOHOT0) 00KaNOBaHUs peleHui u neficTuil (6e31elcTBYS), COBEPLIEHHBIX IIPH
IpeI0CTaBIEHIH [OCYJAPCTBEHHBIX M MyHUIIUITANBHBIX YCIyT» (Hajee — IOCTAHOBJICHHE
IIpasutensctsa Poccuiickoii ®enepaunu Ne 1198)13.

103. 3auHTepecoBaHHBIE JIMIa MOrYyT OOpaTuThCs C KainoOoid, B TOM 4YHUCIE

12 Cobpanne 3akoHOAaTeNbcTBa Pocculickoit Menepanuy, 2010, Ne 31, 4179; 2018, Ne 30, c1. 4539.
13 Cobpanue 3aKoHonaTenscTsa Poccuiickoit @enepauun, 2012, Ne 48, cr. 6706; 2015, Ne 2, c1. 518.
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B CJIEIYIOIIMX CIIydasX:

1) HapymeHHe cpoka perucTpalyi 3asBjeHus (3amnpoca);

2) HapylIeHHe CpoKa MPeAOCTaBICHMS T'OCYJApCTBEHHOM YCIyIH,

3) TpeboBaHME TIpEeICTABICHUS 3asBUTENIEM JIOKYMEHTOB, HE IIpeyCMOTpPEHHBIX
HOPMaTHBHEIMH TIpaBOBBIMH akTamu Poccuiickoit ®dejepaiun [ IpefOCTaBICHUS
rOCy1apCTBEHHOU yCIIyTH;

4) orkaz B IpHeMe OOKYMEHTOB, NpEICTAaBICHHE KOTOPHIX IPEILyCMOTPEHO
HOPMAaTHBHEIMHM TIPaBOBBIMH akTamu Poccuifckoit Denmepanuu A MpeJOCTaBICHUS
FOCYyIapCTBEHHOU yCIyTH;

5) oTka3 B Mpe0CTaBICHUM TOCYIaPCTBEHHOM YCIYTH, €CIM OCHOBaHMS OTKa3a He
IIpegycMOTpeHs! (eliepallbHBIMM 3aKOHAMH U NPUHSATHIMA B COOTBETCTBUH C HHUMHU
WHBIMM HOPMAaTHUBHBIMH TPaBOBbIMM akTamMu Poccuiickoit ®@enepanny;

6) TpeOoBaHHE BHECEHHS 3asBHUTENEM IIPU IPEIOCTABJICHHUH TOCYJapCTBEHHOMN
YCIyTH TIIAThI, HE MPEIYCMOTPEHHON HOPMAaTUBHBIMU NPAaBOBEIMM akTaMu Poccuiickoii
®enepauyn; '

7) oTKa3 MOJDKHOCTHBIX JIMI] B UCTPABICHUH AOMYIIEHHBIX ONEYaTOK U OMIHOOK
B 3aIIpalliiBaeMbIX CBEICHUAX;

8) HapymeHue cpoxa WIM MOpsAAKa BBAAYM JOKYMEHTOB ITO pe3yiasTaTaM
IIPEeIOCTaBIICHHS FOCYAApCTBEHHOM yCIIyTH;

9) nproCcTaHOBIEHNE MPETOCTABIEHNUS TOCYAAPCTBEHHOM YCIIyTH, €CITH OCHOBAaHUS
IIPHOCTAHOBIIEHUS HE IIPEeyCMOTpEeHbl (efepalbHBIMU 3aKOHaMH M IPHHATBIMH
B COOTBETCTBMM C HHUMH MHBIMM HOPMAaTHBHBIMHM IIPAaBOBBIMM akTaMu Poccuiickoit
®denepanyu.

104. udopmupoBanue 3assBuTelNeil 0 MOPSIKE MOJAUYM ¥ PACCMOTPEHMUS XKalo0b!
OCYLIECTBIIIETCS TMMOCPEJCTBOM pa3Melienns HHpopmaumu Ha EnguHoMm mopraine,
NC «Ogno oxuo», B I'PJIC, Ha ounmansHoM caiite MuHKCTEpCTBA.

105. Cnoco0ObI nmoauu »Xamnoosl:

1) B dopMe nokyMeHTa Ha OyMa)KHOM HOCUTENE — IOJACTCS HENOCPEACTBEHHO
B MuHHCTEpCTBO, TNOO HaIpaBIsieTcs 10 mouTe B aapec MuHNcTepCTBa;

2) B QopMe 3JIEKTPOHHOro JOKyMEHTa — HampaBisieTcs nocpenctsoM ExpmHoro
noprtana, UC «Onno oxuo», I'PJIC nnu opunuansHoro caita MUHHCTEPCTBA.

Opranbl rocyJapcTBeHHON BJIACTH, OPraHU3aIHH U YIOJHOMOYEeHHbIE
HA PACCMOTPEHHE )KAJI00b1 JIMIA, KOTOPLIM MOKeT ObITh HANpPaBJIeHa
JKaJ100a 3a5BUTeJIs B AocyAeOHOM (BHecyAeOHOM) nopaake

106. B cinyyae oGxanoBanusi AeicTBUil (06e3meHCTBUA) JODKHOCTHOIO JIHIIA
CTPYKTYPHOT'O HoApa3aeiieHuss MUHUCTEpCTBA )kanoba oJaeTcs Ha MM PyKOBOAMTEIS
COOTBETCTBYIONIETO CTPYKTYPHOIO Mojpa3ieieHuss MUHUCTEPCTBA.

B ciyyae o0OxanoBanus neiicTBui (Oe3melCTBUSA) PYKOBOJAUTENS CTPYKTYpHOTO
noapaszeneHus MHHUCTEpCTBa xajoba mojaercs Ha MMs 3aMectuTesis MuHuCTpa
3apaBooxpaneHus Poccuiickoit ®epepauuyn, KypHpPYOLIEro IaHHOE CTPYKTypHOe
HoJpa3JielieHHe B COOTBETCTBUH C pachpejeleHHeM O00d3aHHOCTEH, YCTaHOBIICHHBIM
npuka3zoM MuHuncTepCTBa.




21

Xanoba Ha neiictBus (Oe3neiicTBue) 3amecTUTeNs] MUHUCTPA 3APAaBOOXPAHEHHS
Poccuiickoit Denepanny nomaercs Ha Mg MUHNCTpa 37paBooxpaHenus Poccuiickoi
®enepaiyu.

Cnoco6b1 HHpOpMHUpPOBaHNA 3asiBUTEJICH O MOPsIAKe MOAAYH
H paccMOTpPEHHS ’KaJI00bl, B TOM YHcJIe ¢ HCnoJab3oBanuem EquHoro
NOPTAaJia rocyAapCTBeHHbIX H MYHHIHIAJAbHBIX yeayr (pyHKIuiA)

107. NudbopmupoBaHre 3aMHTEPECOBAHHBIX JHI O IOPSAKE IMOJAYN JKAJIOOBI
OCYLIECTBIISETCH Ha opHIMAILHOM caiite MunrcTeperBa, Ha Enunom noprane, B 'PJIC
u B UC «OnHO OKHOY.

IlepeyeHb HOPMATHBHBIX NIPABOBBIX AKTOB, PeryJIHPYIOHIHX NOPAIOK
nocynedHoro (BHecy1e0HOro) 00;kaJIOBaHUS pPelleHUi U AelcTBUI
(6e3neiicTrBus) MuHNCTEpPCTBA, 2 TAKIHKE €r0 J0JKHOCTHBIX JIMI

108. OTHoIIEHHs, BO3HHUKAIOMHAE B CBSI3U C JOCYAeOHBIM (BHECYIeOHBIM)
obOxajioBaHueM penieHuit u paedicTBuil (Oe3nmeiicTBhs) MuHHCTEpPCTBa, a TakXke
OOJDKHOCTHBIX JIML, MMUHHCTEpCTBa, PETYIUPYIOTCA CIEAYIOIMMH HOPMAaTHUBHBIMU
IIpaBOBBIMH aKTaMHU:

1) ®enepansapiM 3akoHOM 0T 27 utoss 2010 r. Ne 210-03;

2) mocranoBienuem IlpaButenscrBa Poccuiickoit ®enepanuu ot 16 aBrycra
2012 r. Ne 840 «O mopsike momaysm M pacCMOTPEHHUS kajio0 Ha pemeHus U AeHCTBUA
(6e3neticTBue) GenepadbHBIX OPraHOB HCIIOJHUTENBHOM BIACTH U UX JIOJDKHOCTHBIX JIMLI,
(benepanbHBEIX TOCYJapCTBEHHBIX CIIYXalluX, IODKHOCTHBIX JHII I'OCYJapCTBEHHBIX
BHeOIOKeTHRIX (GoHNOB Poccuiickoit ®enepanud, rocygapCTBEHHBIX KOPHOpaLUi,
HaZelleHHBIX B COOTBETCTBHH C (eAepalbHBIMH 3aKOHaMH ITOJIHOMOYHMAMH IIO
IIPEeIOCTABIIEHUIO TOCYJAPCTBEHHBIX YCIIYT B YCTaHOBJIEHHOH cepe JesTeIbHOCTH, B UX
JIOJDKHOCTHBIX JIMI], OpraHu3aiuii, IOpeXyCMOTpeHHbIX d4acTtbio 1.1 cratem 16
®enepanpHoro 3akoHa «0OO6 opraEM3anMKd IPENOCTABICHHS TI'OCYAapCTBEHHBIX
¥ MYHHITUIIAJIBHBIX YCIYT», U UX paOOTHHUKOB, a TaK)Ke MHOTO(QYHKIMOHAIBHBIX IIEHTPOB
TIPEeOCTaBIEHHS TOCY JAPCTBEHHBIX M MYHULMIAIBHBIX YCIYT U MX paGOTHUKOB»'*;

3) mocranoBnenueM [IpaButenscrBa Poccuiickoii @eneparnum Ne 1198.

109. IlepeueHr HOpMATHBHBIX IPABOBBIX AaKTOB, PETYIHPYIOIIUX IOPAIOK
nocynebuoro (BHecyse6HOro) ob6xanoBaHusl pemieHuit u paelictBuii (6e3melicTBHA)
MpuHuCTEPCTBA, a TaKXKe €ro JOJDKHOCTHBIX JIMILI, pa3MelaeTcsl Ha OQHLUaILHOM CaiTe
MunucrepctBa, B (emepalbHOi TroCyJapCTBEHHOH HH(OPMAIMIOHHON CHCTEME
«®DeflepanbHBIi peecTp rOCyJapCTBEHHBIX M MYHHUMNANBHBIX ycuyr (GyHkumi)» ©°

14 Co6panne 3akoHonarenscTBa Poccuiickoit denepaiun, 2012, Ne 35, cr. 4829; 2018, Ne 25, ct. 3696.
15 TTonoxxenne o (emepansHOi rocyapcTeeHHoN HHGOPMaIMOHHON cucTeMe «DenepabHbii peecTp roCyaapCTBEHHBIX
¥ MYHHUMIAIBHBIX yeruyr ((yHkumit)», yTBepxneHHoe mocraHoBieHHeM IlpaBurennctea Poccuiickoit denepaunu
oT 24 okraGpa 2011 r. Ne 861 «O ¢emepanbHEIX rocyAapcTBEHHBIX MH(OPMAIMOHHBIX CHCTEMax, 0fecneyuBarouX
NpeNoCTaBieHHe B 3NeKTPOHHON (OpMe roCyZapcTBEHHBIX M MYHHIHUIAIBHBIX YCIYT (OCYMIECTBICHHME QYHKIWMH)»
(Co6panue 3akoHonarenscTea Poccuiickoi @epepaunn, 2011, Ne 44, cr. 6274; 2022, Ne 35, ct. 6081).
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(manee — denepanbHeIi peectp), Ha Eqnnom noprane, 8 'PJIC u B UC «OnHO OKHOY.
Wudopmarus, ykazaHHas B HaCTOSALIEM pasjiene, pa3MellaeTcs Ha oQUIHuaibHOM
caiite Munucrepctpa, Ha Equnom noptane, B 'PJIC u B UC «OnHO OKHOY.
MunncrepctBo o0ecrnednBaeT pasMelleHHe H  aKTyallu3alldio  CBEICHUH
B COOTBETCTBYIOILEM pa3ienie (eiepaTbHOTo peecTpa.




[Ipunoxxenue Ne 1
K AZIMHHUCTPaTHUBHOMY pErIaMEHTY
MuHucTepcTBa 3ApaBOOXPaHEHHS
Poccwuiickoit ®eneparuu 1o mperocTaBIeHUAIO
TOCYAapCTBEHHOM! YCIIyTH IO BhlIaue
3aKIIOYeHHH (pa3pelIuTeNbHBIX JOKYMEHTOB)
Ha BB03 B Poccuiickyio ®@enepanyio U BEIBO3
u3 Poccuiickoit @enepanun 6Honormueckux
MaTepHaJIOB, OJNYUYEHHBIX IIPH MIPOBEICHUH
KIIMHAYECKOT0 UCCIIe/I0BaHUS JIEKapCTBEHHOIO
npenapara Juisl MEJUIHHCKOTO IPUMEHEHMS,
YTBEpXKIEHHOMY NpHKa3oM MuHuCTEpCTBa
3apaBooxpanenus Poccuiickoii @enepannn

oT «o_i»gemﬂ,p 102, Ne 277k

®opma

3asBiieHHEe 0 BBO3€ (BEIBO3€) OHOJIOTHYECKHUX
MaTepHaJioB, OTYYEeHHBIX IIPH NPOBEACHNH KIMHUYECKOTO
HCCIIeIOBaHUs JIEKAPCTBEHHOTO Mpernapara
JUIS MEAUIIMHCKOTO TIPUMEHEHHUS

oT 20 1. Ne

[TonHOE HaMMEHOBaHUE OpraHa, IMPEeAOCTaBISAIOIEr0 FOCyAAPCTBEHHYIO YCIYTY

3asBUTEND

(HanMeHOBaHKE 3asABUTEIIA, aApec B MPeAeiax MecTa HaX0XKACHHUS, CTpaHa, CBEJICHHU, TO3BOJISIONIHE
UIEHTADUIIMPOBATE 3asIBUTENS (IIPEACTABUTEN), COAEPKAIMECS B JOKYMEHTaX, IPEAYCMOTPEHHBIX
3aKOHOAATeNLCTBOM Poccuiickoit denepanun)

I[Mpoury mpexoCTaBUTh 3aKI0YEHNE (pa3pelIUTeIbHbINA JOKyMEHT)
Ha BBO3 (BBIBO3) OMOJIOTMYECKUX MaTepUaioB

(BPI,D; BBO3HUMOTO (BLIBOBHMOFO) OHONIOTHYECKOTO Marepuala, KOJIH4CCTBO CAUHUIL
KaX1oro spga BBO3UMOro (BI)IBOBPIMOI‘O) OHOJIOTHYECKOTO Marcpuala, BUl YIIaKOBKH
JUISL KaXXKJ0ro Buia BBO3UMOro (BLIBO3PIMOT0) 6HOJIOTHUYECKOTO Ma'repnana)

IIOTYYCHHBIX IPH TNPOBCACHHH KIHHUYECKOrO0 HCCICHOBAHMS JIEKAPCTBCHHOTO




npenapara J4Jist MCIUIHHCKOI0 IPUMEHEHNUA

(HaMMeHOBaHHe JIEKAPCTBEHHOTO MpenapaTa JUisl MeTUIIHHCKOr0 IPUMEHEHHS )

IIPOBOAUMOI'O Ha OCHOBaHHHU pPa3pCIICHUA MI/IHI/ICTCpCTBa 3ApaBOOXpaHEeHUA

Poccuiickoit ®egepauun OT Ne IO TIPOTOKOJIY KIMHUYECKOIO

Uc
No

clieoBaHus JICKApCTBCHHOIO IIperapara AJisi MEIUIIMHCKOI'O IIPHMMEHEHHU .

(HOMep U HAUMEHOBAHHE MPOTOKOJIA KIHHHYECKOT0 HCCIIETOBaHUSA
JIEKapCTBEHHOTO IIpernapaTa I MEAUIIMHCKOTO IIPHMEHEHHS )

(CpOKH IIPOBCACHHUA KIIMHAYCCKOTr0 HCCIICAOBAHNA JICKAPCTBCHHOI'O IIpeiapara
JUIL MCIUHTHHCKOIO HpHMeHCHI/IH)

Iens BBO3a (BBIBO3a) GHOIOTMYECKMX MaTEpUAIOB, MIOJIyYeHHBIX MPH HPOBEICHAN

KJIIHHAYECKOTO HCCIICA0BAHMNA JIEKAPCTBEHHOI'O NIperiaparta AJid MEJUITHHCKOT'O
HPHUMCHCHHAA:

HaumeHoBanue rocyaapcCraa, B KOTOPOM INIAHHPYETCA NPOBCACHUEC KIIMHUYCCKUX

WCCIIEJIOBAaHUH JIeKapCTBEHHBIX NPENapaToB IS MEOULMHCKOTO NMPUMEHEHHS, MECTO
HAXOXJCHUS H TOJIHOEe HalMeHOBaHHE OpPraHH3allid, B aJipec KOTOPOH IUIaHHpyeTCs
OCYLIECTBIIATH BBO3 (BEIBO3) OMOJIOrHYECKUX MaTePUaJIOB:

YnoiHoMOYeHHOE JIULIO

(OJKHOCTP, (haMUJTHS, MMS, OTYECTBO (TIPU HATTUYHH ), IO/TIHCH)

MecTo neyaTu
(pu HATTMYUM)




Ipunoxxerue Ne 2
K AZIMUHHCTPAaTUBHOMY pPErIaMEHTy
MuHuCTEpCTBa 3ApaBOOXPAHEHHUS
Poccuiickoi ®eneparuu no npeoCcTaBIeHUIo
roCyZJapCTBEHHOHU yCIIyI'H IO BBIAAYE
3aKIIIOYEHMH (pa3pemuTeNIbHBIX JOKYMEHBTOB)
Ha BBO3 B Poccuiickyio denepanyro 1 BbIBO3
u3 Poccuiickoit @epepanyn GHOIOrHIECKUX
MaTepHAJIOB, OJIyYCHHBIX IIPH IIPOBEACHUU
KJIIMHHYECKOT0 HCCIIE/IOBAHUS JIEKAPCTBEHHOTO
npernapara JJii MEAULIHCKOr0 IPYUMEHEHH!S,
YTBEPKACHHOMY IIpHKa3oM MuHHCTEpCTBa
3apaBooxpaneHus Poccuiickoil ®enepanuu

oT (25 geradhrrazr. Ne £k

®opma

3anpoc o Npe0CTaBICHIH CBEACHUM 0 KOHKPETHOM 3aKIIIOYECHUHN
(pa3pelmTeNnsHOM JOKYMEHTe) Ha BBO3 (BbIBO3) OMOJIOTHYECKHMX MAaTEPHAIIOB,
IIOJIyYE€HHBIX [IpH NIPOBEJIEHUHN KIMHUYECKOTO UCCIIE0BaHNs JIEKAPCTBEHHOTO
npenapara Uit MEAULMHCKOTO IPUMEHEHUS

IIpoimmy mpemocTaBUTh M3 peecTpa BBIIAHHBIX 3aKIIOYEHMI (pa3pellnuTeNbHBIX
JIOKYMEHTOB) Ha BB03 B Poccuiickyio denepanuio 1 BbIBO3 13 Pocculickoit @enepaun
GMOJNIOTMYECKAX  MAaTepHalloB, MONYYEHHBIX @pH MNPOBEJEHHH KIMHAYECKOTO
HCCIIeIOBaHMS JICKQPCTBEHHOTO IpernapaTa JUlsl MeIULMHCKOrO IIPUMEHEHUS, PEeLICHUM
o0 oTKaze B BhpIJIaYe 3aKIIOYEHHE (pa3pelIMTeNbHBIX JIOKYMEHTOB) Ha BBO3 B
Poccuiickyro ®enmepammio ¥ BBRIBo3 H3 Poccuiickoit ®@epmepaiin  GHONOrHYECKUX
MarepuaioB, TONYYEHHBIX MIpH MPOBEJCHHH  KIMHUYECKOTO  HCCIIEOBAHHUS
JIEKapCTBEHHOI0 IIpenapara Ajsi MEAULIMHCKOIO IPUMEHEHHUs, CBEIEHNS B OTHOIICHUH

(YKa3bIBaIOTCSI CBEICHMS O 3aKTIOYeHHH (Pa3peIIUTEIFHOM JOKYMEHTE) Ha BBO3
(BBIBO3) OMOJIOTMIECKIX MATEPHAIIOB, OJyYEHHBIX IIPH IPOBEICHUH KIIMHUYECKOr0
HCCIIELOBAHUA JIEKAPCTBEHHOTO IIpernapaTa sl MEJUIUHCKOTO IIPUMEHEHM )

1 |3agBurens - XopUAMYECKOE JHLO:

1.1 (IlomHOe HaUMEHOBaHUE IOPUIUIECKOTO JIHIIA




1.2

UnentndukanoOHHBIH HOMEP
Hanororatensmuka (MHH) wumm  ocHoBHOM
rOCYJIapCTBEHHBII  PETUCTPAllMOHHBIA  HOMEpP

(OI'PH)

1.3

ITouroBEIit afpec FOPUIMIECKOTO JIMIA (TIOYTOBBIH
HHJIEKC, HaWMeHOBaHHME CyOBekTa Poccuiickoit
®denepanyy, paiioHa, ropoia, HaCEJIEHHOT O IIyHKTA,
yIuIB, HOMep JoMma (BiaJeHus), KopIyca
(ctpoenus), kBapTHpHI (0duca)

damuiins, AMs, 0TIECTBO (TIPH  HATMYUH)

YIIOJIHOMOYEHHOT'0 IMPEACTABUTCIIA

2.1

HOJ’I)KHOCTB YIIOJIHOMOYECHHOTO ITPEACTAaBATCIIA

2.2

Anpec 3JeKTPOHHO# MOYTHI (TIPY HAJTMYUH)

2.3

Homep koHTakTHOTO TeledoHa (yKa3bIBaeTCs C
KOZOM MEXIYyropoJHel CBS3M) - MO >KEIaHHIo
3asBUTENS

Pa3zpemenne Ha TpoOBeeHHE KIMHHYECKOTO
MCClleIOBaHMs (HOMep U JaTa)

HauMenoBanue JICKapCTBCHHOI'O TIperiapara JJid
MCECIUIUHCKOI'O NTPAUMCHECHU

HOMep 41 HANMEHOBaHHC IIPOTOKOJIA
KIIMHHYCCKOI'O HCCIIENOBaHHUA

Y1oJTHOMOYEeHHOE JTUIIO

(IOIKHOCTH, (haMuITHs, UM, OTYECTBO (IIPH HAJIMYHH)

(nata) (moznuce)

Mecto neuyatu
(1pu HanMU4NM)




[Mprnoxenne Ne 3
K AIMHHHCTPaTHBHOMY PETTIaMEHTY
MuHucTepcTBa 3APaBOOXPAHCHUS
Poccuiicko#t @enepanun no NperoCTaBICHUIO
roCyapCTBEHHOM yCIIyTH IO Bblgaye
3aKJIFOYEHHI (pa3pelTHTeIbHBIX JOKYMEHTOB)
Ha BBO3 B Poccutickyio ®enepanio H BHIBO3
u3 Poccuiickoit @eneparmy GHOIOrHIECKUX
MaTepHUaioB, NOJYYECHHbIX IIPH IPOBEACHUH
KIIMHHYECKOTO HCCIIEOBAHHA JIEKAPCTBEHHOTO
npenapata s MEJULUHCKOTO IPUMEHEHH,
YTBEPXXIEHHOMY IIpHKa3oM MUHHCTEpCTBA
3apaBooxpanenus Poccuiickoi ®enepauun

ot «95 » Mgﬁ NeZ s

ITepeyens oOmMUX MPU3HAKOB, 0 KOTOPHIM OOBEIHUHSAIOTCS KaTErOpUY 3asBUTENEH,
a Takke KOMOWHAUMHA TPU3HAKOB 3asBUTEINEH, Ka)XKIasi U3 KOTOPBIX COOTBETCTBYET
OJIHOMY BapHaHTY TPEIOCTABIEHUS YCIYTH

Tabnuua 1. Ilepeuens npu3HAKOB 3asBHTENEH (IPUHAIEKAIIX UM OOBEKTOB)

Ne n/n IIpu3Hak 3asBUTEINA 3HavyeHHs IpHU3HAKa 3aABUTENT
(npuHamIexamero emy (npuHagnexamero eMy o0bexTa)
00BeKTa)

Pesynerar «Pemenne o Bbldade (HanmpaBieHWE) 3asBHTENI0  3aKIIOYEHMS
(paspeInTeIbHOrO IOKYMEHTa)»

1 Kareropus 3asBurens IOpuaugeckue nuna
2 JIuno, oOpatuBLIeecs 3a Kareropumu, yxazaHHsie B IOANYHKTE 1
IpeAoCTaBICHHEM YCIyTH IyHKT2 4 AJMUHHCTPAaTHBHOTO
periiaMenTa

Pesynerar «IIpepocraBneHue cBeleHUH 0 KOHKPETHOM 3aKIIIOYEHUH (pa3peIliiTeIbHOM
JOOKyMeHTe), cBeleHHH 00 oOTKase B BBaUe 3aKIIOYEHHSA (Pa3peIlHTebHOrO
JOKYMEHTa), COAEPXKAUIMXCA B PEeCTpe BBIAAHHBIX 3aK/IIOUEHUH, WK MPENOCTaBICHHE
HHGOpManuy 00 OTCYTCTBUY 3aNpAIMBAEMBIX CBEICHHI»

1 Kareropus 3as1BHTEI IOprandeckue auna
2 JIuuo, obparuBIIeecs 3a Kareropun, yka3aHHble B IOAMYHKTE 1
NpeAOCTaBIEHUEM YCIIYyTH NyHKTa 4 AIMUHHCTPATUBHOI'O
perjiaMeHTa

Pesynsrar «Bbigaua HOBOTO 3aKMIOYEHHS (pa3peIMTeNabHOrO JOKYMEHTA) C y4eTOM
HICTIPaBIIEHHBIX ONIEYATOK U (WIH) OIIHOOK H aHHY IMPOBAHHE IPEABITYILEro 3aKII0YEH A
(paspelnTeapHOTO JOKYMEHTA), COEPIKallero ONeYaTKH M (HWJIH) OIHOKH»

1 Kareropus 3asBuTens IOpunuyeckye auma

2 Jluuo, obpatuBIIEecs 3a Kareropuu, yka3aHHble B HOANyHKTe |




e

NpeOCTaBIeHUEM YCIyTH IMyHKTa 4 AAMHUHHCTPAaTHBHOTO
periaMeHTa

Tabnuna 2. KomOuHanuy 3Ha4eHui IPU3HAKOB, KaX/1as U3 KOTOPhIX COOTBETCTBYET
OJTHOMY BapHaHTY NPEAOCTaBICHUA F'OCYAAPCTBEHHOM yCIYTH

Ne Haspanue BapuanTa KoMOuHanus 3HadeHui
BapHaHTa IPU3HAKOB

PesynpTaT rocy 1apcTBEHHOM YCIIyTH, 3a KOTOPBIM o0pamaercs 3asBuTesb «Pernenue
0 BBIAaue (HanpaB/IeHHE) 3assBUTENIO 3aKII0YCHHUS (pa3pelINTENbHOIO JOKYMEHTA)»

1 Beijaua (Hanpaenenue) 3asButemo | Kateropuu, yka3aHHBIE B
3aKITI0YeHUS (paspemdTeNnbHOTO | MOAMYHKTE | myHKTa 4
JIOKyMEHTA) AJIMAHUCTPATUBHOTO

perjiamMeHTa

Pe3ynbraT rocymapCTBEHHOM - YCIyTH, 3a KOTOphIM ofpamiaercs 3asBUTENb
«IIpepocraBneHne CBeeHMH O KOHKPETHOM 3aKIIOUeHWH (pa3pellnTenbHOM
JNOKYMEHTe), CBeleHuM 00 OTKa3ze B Bbilade 3aKMO4eHUs (pa3peluuTe/lbHOro
HOOKYMEHTA), COIEPXKAINUXCA B peecTpe BhLAAHHBIX 3aKIFOUEHHH, MY NPEeJOCTABICHHE
nHGopManyy 00 OTCYTCTBUH 3aNpalliMBaeMbIX CBEICHHH )»

2 IlpenocraBnenue ceeneHull | Kareropuy, ykasaHHbIE B
0 KOHKPETHOM 3aKIFOUYEHWH | moAnmyHkre | nyHkta 4
(pa3pelIUTensHOM OOKYMEHTE), | AIMUHHUCTPATUBHOTO
cBeJenmii 00 oTkaze B BBIJJaue | periiaMeHTa

3aKJTFOYEHUs (pa3pemrTeNnsHOro
OOKYMEHTA), COAEPKAILEMCSI B PEECTpe
BBIJJAHHBIX 3aKJIFOYEeHH, WA
npenocraBineHue  HHPopMmamuum 00
OTCYTCTBHH 3alpalllBa€MbIX CBEICHUHN

Pe3ynbTaT rocyaapcTBEeHHOH YCIIYTH, 3a KOTOpBIM oOpamiaeTcs 3asBUTENb «Brigaua
HOBOTO 3aKimoveH¥s (pa3peluTeNbHOr0 HOKYMEHTa) C YYeTOM HCHIpaBieHHBIX
ome4arok ¥ (MiIM) OIKMOOK M aHHYJIHpPOBaHHE MpPENBIAYINEero 3aKIIOYeHus
(pa3spenmTeNsHOrO JOKYMEHTA), COAEpIKAIlero onedaTku U (Win) omubku»

3 HWcnpaBneHue OOMyIIeHHBIX onedaTok U | Kateropus, yka3aHHbE B
omnbGOK B BBJAHHBIX B pe3ylbrare | noAnmyHkTe | nynkra 4
TPeAOCTaBICHUA roCy JapCTBEHHOM | AZIMUHHCTPAaTUBHOTO
YCIYTH LOKYMEHTax pernaMeHTa




