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Mocksa

OO0 yTBep:KIeHUN AAMHHUCTPATHBHOIO pPerjiaMenTa
MunHcTepeTBa 3ApaBooxpaneHns Poccuiickoii ®@egepanum
0 MPeJOCTABJIEHHIO FOCYAAPCTBEHHOH YCJIYrH N0 BblJayde 3aK/II0YeHHi
(pa3pemiHTeJILHBIX JIOKYMEHTOB) Ha BB03 B Poccuiickylo @eaepaunio 1 BbIBO3 H3
Poccniickoii Peaepannu 6HOI0THYECKHX MATEPHAJIOB, NOJY4€HHbIX NPH
ApOBeJleHNH KJINHHYECKOr0 HCCJIe10BaHN JIEKAPCTBEHHOI0 npenaparta aJis
MeIHMIHHCKOr0 MPUMEHEeHHS

B cooTtBeTcTBUM ¢ myHKkTOM 2 [TpaBun BBo3a B Poccuiickyro Penepaluio ¥ BEIBO3a
u3 Poccmiickoit ®@epepauuu OHOMTOTHYECKHX MAaTEpHANOB, IIOJYYEHHBIX IIpU
IPOBEACHUM  KIMHUYECKOTO MCCIENOBaHUS  JIEKAPCTBEHHOro Mpemapara A
MEIUIIMHCKOrO TPHMEHEHHsS, YTBEpXKIEHHBIX IocTraHoBiIeHHeM IIpaBurenbcTBa
Poccuiickoit @eneparuu ot 3 ceHTsiops 2010 r. Ne 673 (CobpaHue 3aKOHOAATEBCTBA
Poccuiickoit @enepanuu, 2010, Ne 37, ct. 4688; OduumanbHpli MHTEPHET-IIOPTA
npaBoBoii undopmanuu (http://pravo.gov.ru), 2020, 22 nexaGps Ne 0001202012220021)
u [lpaBunamu pa3paboTKU U yTBEPXKACHHS aAMMHHCTPATHBHBIX pPETIaMEeHTOB
NpeJoCTaBleHNs] TOCYyJapCTBEHHBIX YCIYl, YTBEPXKIECHHBIMH IIOCTAHOBJICHUEM
IMpasutenscTBa Poccuiickoi ®eneparuu ot 16 Mas 2011 r. Ne 373 «O paspabotke u
YTBEPXKACHUM aJIMUHUCTPATUBHBIX PEIVIAMEHTOB OCYILIECTBIEHHSA TOCYAapCTBEHHOI'O
KOHTposis (Hamg3opa) ©  aOMUHHCTPaTHBHBIX  PErIAMEHTOB  MPEIOCTAaBIICHUA
rocymapcrtBeHHbix yciayr» (CobOpanme 3akoHopmatenscTBa Poccuiickod ®enepaund,
2011, Ne 22, c1. 3169; 2018, Ne 46, ct. 7050), ipuKa3bIBAIO &

1. VTBepaurts mpunaraeMsiii AJMUHHUCTPATHBHEIN pernaMeHT MHHHCTEPCTBA
3apaBooxpaHeHus Poccuiickoii ®enepauuy 1Mo NPeAOCTABICHHIO TIOCYNapCTBEHHOH
yCJIYTH IO BBIAa4e 3aKIIOYeHMH (paspeludTeNbHBIX JOKYMEHTOB) Ha BBO3 B
Poccuiickyio ®epepaunio u BbeiBo3a U3 Poccuiickoii ®enepauuu OMOJIOTHYECKHUX
MATEPHANIOB, IIOJYYEHHBIX IPH IPOBESACHHUM KIMHHYECKOIO HCCIIENOBaHMA JICKAPCTBEHHOIO




npernapara Jjs MEJUIUHCKOTO IPUMEHECHHUS.

2. Ilpu3HaTh yTpaTHBIIMM CHJIy IIpuKa3 MUHHCTEPCTBA 30paBOOXPAHEHUS
Poccuiickoit ®@epeparuu ot 29 oktabps 2019 r. Ne 900 «O6 yTBepxIaeHHU
AIIMUHMCTPAaTHBHOTO periaMeHTa MMHHCTEpPCTBa 31IpaBooxpaHeHus Poccuiickoi
Denepanuu 0 NPEAOCTABICHUIO TOCYJAapCTBEHHON yCIYrd HO BbIaue 3aKIIOYEHHH
(pa3pemMTeNnbHBIX JOKYMEHTOB) Ha BBO3 Ha Tepputopuio Poccuiickoit Penepanuu u
BBIBO3 3a Ipeeinsi Tepputopur Poccuiickoit denepauny 6HMOIOTHYECKHX MAaTEPHAIOB,
NOJYYEHHBIX IIpM IPOBEAEHUH KIMHUYECKOTO HCCIIEAOBAaHUS JIEKAPCTBEHHOI'O
npenapara Ui MEAMIIMHCKOTO TNPUMEHEHHs» (3aperucTpupoBaH MMHHCTEPCTBOM
roctuiuu Poccuiickoit ®enepanun 23 susaps 2020 r., peructpanroHHsIil Ne 57263).

3. Hactosmuii mpuka3 BcTynaer B cuity ¢ 1 urong 2021 roxa.

Muuuctp M.A. Mypaiko
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YTBEPXJIEH
pHKa3oM MUHUCTEPCTBA 3ApaBOOXPAHEHHS
Poccuiickoit ®enepanuu

or /4 M%{)mc/olﬂd/t. Ne £/ M

AJIMHHHCTPATHBHbBIH perjaMeHT
MunucTepersa 3apaBooxpanenuns Poccuiickoil ®egepanui no npeaocTaBICHHIO
rocyJapCcTBeHHOH YCJIYIH O BblIave 3aK/1I09eHHH (pa3pemnTebHbIX
AOKYMEHTOB) Ha BB03 B Poccniickyio @eepanuio u BbiBo3 u3 Poccuiickoii
Penepanun 6HOJIOrHYECKHX MATEPHAJIOB, NOJY4eHHbIX IPH MPOBEACHHH
KJIHHHYECKOr0 HCCJIEeA0BAHH JIEKaAPCTBEHHOI0 Npenapara AJsi MeIHIHHCKOI 0
NpHMEHEHHS

I. O6mue nojoxeHus
IIpeamet pery/inpoBanusi AIMHHHCTPATHBHOI'O PerjiaMeHTa

1. AIMHUHHCTpaTUBHBIA periraMeHT MUHHCTEpCTBa 3ipaBooxpaHeHus Poccuiickoit
®denepanuu (nanee — MHHHUCTEPCTBO) IO MPEIOCTABIIEHUIO T'OCYIAPCTBEHHOM yCIyrH
MO BBIJa4e 3aKiMoOueHU (pa3pemmMTenbHBIX JOKYMEHTOB) Ha BBO3 B Poccuiickyio
®Genepatmio U BBIBO3 M3 Poccuiickoit ®Penepanuu OHOJOTHYECKMX MaTE€pPUAIOB,
MOJIyYeHHBIX IIpH TNPOBEJACHHM KIHMHUYECKOrO HCCIIEIOBAHUA JIEKAPCTBEHHOIO
npemnapara Ui MEAUIUHCKOTO MpUMEHEeHHUs (J1ajiee — AIMHHUCTPATHBHBINA perjiaMeHT),
YCTaHABIMBAaeT CpPOKM M IOCIENOBaTENbHOCTh aJMHHUCTPATHBHBIX IIPOLELYD
(meficTBuit) MuHHCTEpCcTBa B Ipoliecce IPedOCTaBIICHHSA TOCyAAPCTBEHHOW YCIYTH,
MOPSAIOK B3aUMOACHCTBHUA MEXIY CTPYKTYPHBIMU MOJApa3lieleHUsAMH MHHHCTEpCTBa,
€ro JIOJDKHOCTHBIMH JIMIIaMH, a TakXe B3auMOZeHCTBUs MUHUCTEPCTBA C 3asBUTENSAMH,
HMHBIMH OpraHaMH roCyJapCTBEHHOU BJIaCTH M OpraHaMU MECTHOTO CaMOYIIpaBJICHUS,
YUpEeXKJCHUAMH H OpraHu3allisMi B IPOLECCE NpPEeNOCTaBIECHHUS TOCYyAapCTBEHHON
YCIIyTH.

2. TocymapcTBeHHass yciayra IIpefOCTaBJIsieTCS B OTHOLIEHHHM OOpa3LoOB
OHMOJIOrMYECKHUX MaTepHaioB 4esoBeka (00pa3ibl OHOJOrHYECKUX XKUAKOCTEH, TKaHEH,
CEeKpPETOB M TMPOAYKTOB IKU3HENEATENbHOCTH YeloBeKa, (H3NONOTHYECKHE M
[aTOJIOTHYECKHE  BHIACNIEHHUS, Ma3KH, COCKOOBI, CMEBIBB, MHKpPOOPraHHU3MBI,
OHOIICHITHBIH MaTepHa), NOJMyYeHHbBIX IIPH NPOBEJEHHH KINHAYECKOTO MCCIIeIOBaHMS
JIEKapCTBEHHOrO IpemnapaTa A MEeJULMHCKOrO NPHMEHEHHUs, BKIIOUYEHHBIX B pasfel
2.21 TlepeuHs TOBapOB, B OTHOIIEHUH KOTOPHIX YCTaHOBJIEH Pa3pEeIIMTENbHBIN MOPSIOK
BBO3a HAa TAMOXXEHHYIO TEpPUTOpHIO EBpa3uificKoro 3K0OHOMHYECKOro coro3a U (M)
BBIBO3a C TaMOXXEHHOM TeppuTOopur EBpasuiickoro 3KOHOMHYECKOro coro3a (peleHue
Komnernn EBpasmiickoif sxoHOMuuUecKoit komuccuu oT 21 ampens 2015 r. Ne 30,
OduuuaneHeiii caiit EBpasuiickoro 3x0HOMHYecKoro corosa http://www.eaeunion.org/,
22 anpens 2015 r., 11 oxra6ps 2019 r.).

3. TocynapcTBeHHas yciyra TpedoCTaBiIseTcs Npu BBo3e B PoccuiicKyio
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Qenepanuio U3 TPETbUX CTpaH U BbIBo3e U3 Poccuiickoit Penepanun B TpeThU CTPaHBI
00pa31oB OHONOrMYECKHX MAaTepHa OB YelIOBEKa, MOJNYYEHHBIX INpH IPOBEACHHH
KJIMHAYECKOTO HCCIIEZIOBAaHMA JIEKAPCTBEHHOrO Ipernapara Uil MEIHUIHHCKOTO
npUMeHeHUs (Jiajiee — BBO3 (BBIBO3) OHOJOTHYECKUAX MATEPUANIOB), I UX U3ydYEHHsS B
Poccuiickoit ®eneparuu u (1in) 3a npeaenamu Poccuiickoii Peneparuu.

CBelleHMs U3 3aKIIOYEHHH MPEJOCTABIAIOTCA MUHHCTEPCTBOM B TaMOXXEHHBIE
Opraisl B OJJIEKTPOHHOM BHJI€ IIOCPEACTBOM HCIIOJb30BaHUSA CAMHOH CHCTEMBI
MEXBEJJOMCTBEHHOTO JIEKTPOHHOTO B3aUMO/I€HCTBHS.

Kpyr 3asaBuTenei

4. 3adBHTENSIMA Ha IPEAOCTaBICHHE TIOCYIAapCTBEHHOH YCuyru (nmaisee —
3asBUTENM) ABIAIOTCA  CJIEAyIOIWe [OPUAWYECKHE JIMLA, OCYIIECTBISIOLIUE
OpraHH3aIlUIO MPOBEJeHUS KIMHHYECKUX HCCIIEOBAHUH JIeKapCTBEHHBIX IpenapaToB
11 MEIUITMHCKOro IpMMEHEeHNMs (ajiee — KITMHUYIECKOe UCCIIEJOBAHNUE):

1) pa3zpaboTumk JeKapCTBEHHOrO Ipemnapara Ui MeJULMHCKOro MPUMEHEHUS WIH
YIIOJIHOMOYEHHOe KM Ha OpPraHW3alMi0 IPOBEACHHS KIMHHYECKOTO HCCIIE0BaHMS
IOpHIUIECKOe JIHILIO;

2) obpa3zoBaTenpHOE YUpexJeHHe BhICHIero mpogecCHOHaIbHOro obpa3oBaHUsS U
(um) oOpa3oBaTeNbHOE  y4YpexX[eHHE JAONONHUTEIBHOTO  Npo(decCHOHAIBHOIO
o0pa3oBaHHs, JAEATENBHOCTh KOTOPHIX IpefycCMaTpHBaeT BO3MOXHOCTb Y4aCTHs B
OpraHu3alliK IPOBEAECHNS WIH NPOBEJCHUN KIIMHUYECKUX HCCNIeI0BaHUM;

3) Hay4yHO-MCCIenOBaTelbCKasds  OpraHM3anus,  JOeATeNBHOCTh  KOTOpPOH
NpeAyCMATPHBAET BOMOXKHOCTE y4acTHA B OPraHy3allii NPOBEICHAS I NPOBe/ICHAN
KJIMHUYECKMX MCCIIEOBaHHM.

TpeboBanusi K NOPAAKY HH(POPMHPOBAHHS O NIPEAOCTAB/ICHHH
roCyAapcTBeHHOH YCIyrH

5. VlHpopmupoBaHHEe O MOpsAKe INPEJOCTaBJIEeHHs TOCYJAapCTBEHHOM YCIyrH

OCYILECTBJIAETCS:
Ha odpuMaTEHOM caiite MunucrepcTBa B HHGOPMAI[HOHHO-
TeleKOMMYHUKallMoOHHONH cetn «MHTepHer» (manee — OQHMUIMaNbHBIA  CaiT

MunucrepcTBa, ceth «MIHTEpHET?);

Ha OQUIMAIBHOM caiiTe B (QeaepalbHONH TOCyJapCTBEHHOH HHQPOPMALMOHHOM
cucreMe «EOMHBIN ITOPTaN roCyJapCTBEHHBIX M MYHHUIMIANBHBIX yciayr» (maiee —
Enunslii mopran);

B (enepaibHOil rocylapcTBeHHOH HHQOpManMOHHOH cucTeMe «DenepanbHblii
peecTp rocyAapcTBeHHBIX ycuyr (GyHkuuii)» (fanee — ¢peaepanbHbli peecTp);

B MH(OpMaHOHHOH cucteMe «OZHO OKHOY;

Ha MHQOPMAlMOHHBIX CTEHAaX B TIOMEIIEHHH MpHEMHOH 1o pabore ¢
obpalleHUAMH rpaXkaaH;

10 HOMepaM TeJIepOHOB AN CIIPABOK.

6. CrpaBoynass MH(OpPMaLHs [0 BONMPOCaM IPEINOCTaBICHHS IOCYAapCTBEHHOM
YCIYTH pa3MeIlaeTcs:
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Ha opuIuaILHOM caiiTe MUHHCTEpCTBa;

Ha ExuHoM nopraie;

B (eiepaJIbHOM peecTpe;

Ha UH(GOPMALMOHHBIX CTEHIAX.

7. CnpaBouHas uHOpOpMaIMs MPEJOCTABIAETCA JODKHOCTHBIMH  JIHI[AMH
MuHucTtepctBa No TenepoHy, Ha JIMYHOM TIIpHEME 3asBHTENS HIH MHCHMEHHO
IOYTOBBIM OTIIPABJICHHEM JIHOO 3JIEKTPOHHBIM COOOILIEHHEM IO afpecy, yKasaHHOMY
3asBUTEJIEM.

CrnpaBouHass MH(QOPMaLHs BKIIOYACT CBEACHHS O MECTe HAaXOXJeHHA, rpaduke
paboTEl, chpaBoYHBIX TeleoHaX, HOMepe TejedoHa-aBTomH(pOpMaTopa, anpecax
odpunuansHOro cafita MUHHCTEpPCTBA, ANEKTPOHHON MOYTH M (MIH) PopMBI OOpaTHOM
cBs3U ¢ MMHHMCTEPCTBOM.

8. Ha odunmansHoM caiite MunncrepcTBa, Ha EnquHoM noprane, B cucteme «OnHO
OKHO» pa3Meliaercs cienylomias HHhopMaLus:

1) ucyepnbiBalomKMii TepeyeHb NOKYMEHTOB, HEOOXOOUMBIX AJIS MPENOCTaBICHUS
rOCYHApCTBEHHOW ycCiyrH, TpeOoBaHHs K OGOPMIICHHIO yKa3aHHBIX HOKYMEHTOB, a
TaKkKe I[epeYeHb JOKYMEHTOB, KOTOpble 3asBHTENb BIIpaBeé IMPEeACTaBHTH IO
CcOOCTBEHHO} MHHIMATHBE;

2) KpyT 3asBUTEIIEH;

3) cpok mpenocTaBlieHUs FOCyAapPCTBEHHOH YCIIyTH;

4) pe3ynbTaThl NpPENOCTABICHHA  TOCYNAapCTBEHHOW  YyCIyrH, IOpPSAOK
NpeACTaBlIeHUs  JOKYMEHTa,  SABJIAIOLIETOCS  Pe3yJbTaTOM  IpeAOCTaBIICHHS
rocyapCTBEHHOH YCIIyTH;

5) pasmep TrocyJapCTBEHHOW TIOIUIMHBEI, B3UMaeMOH 3a MpeAOCTaBICHHE
TOCYAApCTBEHHOW yCIyTH;

6) ucyeprbIBalOMMUI TepedyeHb OCHOBAaHHUH I MPUOCTAHOBICHHS HWIH OTKa3a B
NPeIOCTaBIEHHH I'OCY1apCTBEHHOH YCIIyTH;

7) o mpaBe 3asBUTENs Ha nocyneGHoe (BHecyaeOHoe) obkanoBaHHe AeNCTBHIM
(Ge3nmelicTBUA) M pelIeHUI, MPUHATHIX (OCYLIECTBIAEMBIX) B XOJle IPEAOCTaBICHUS
roCyJJapCTBEHHOM yCIyTH;

8) dopmbl 3agBieHuWit (yBeAOMJIEHHH, COOOIIEHMIT), HCHONB3yeMble IIPH
IpeIOCTaBJIEHUH rOCyapCTBEHHOH YCIIyTH.

9. Undopmanus Ha Exgunom moprtane, cucreMe «OmHO OKHO» M OQHLIHAIBHOM
caiite MHHHCTEpPCTBA O MOPSJIKE M CPOKaX MPENOCTaBICHHA rOCYAapCTBEHHOH YCIyrH
Ha OCHOBaHWHM CBEJEHMH, colepaniuxci B (efepajbHOM peecTpe, NpeAOCTaBIAETCs
3asBUTEIIO OECIUIATHO.

Orka3 B IpHeMe 3ampoca M HHBIX JOKyMEHTOB, HEOOXOMMMBIX I
NpeIOCTaBlIeHUs TOCYJapCTBEHHOM YCIyrH, a TaKkKe OTKa3 B IPeAOCTaBICHHH
rOCYyIapCTBEHHOM YCIYyTH B CIydae, €ClH 3alpoc M JOKYMEHTHI, HEOOXOAUMEIE s
NpEROCTABIIEHHS IOCYyJapCTBEHHON YCIIYTH, IONaHbl B COOTBETCTBHM C HHPOpMaNHel o
CpOKax M IOpSAKE I[PeAOCTABIIEHHS TOCYAapCTBEHHOH YCIYTH, OIMyOIMKOBaHHOW Ha
EnuHOM nopraie, HeIOIyCTUMBI.

Jloctyn k UH(OpPMALK O CPOKAX U MOPAAKE NPEJOCTABICHHUS rOCYIapCTBEHHON
YCIIyT¥ OCyLIECTBIIAETCS Oe3 BHINOJHEHHS 3asBUTENEM KakuX-Tu60 TpeGoBaHuid, B TOM
ypciie 03 WKCIONB30BAHMA IPOrPaMMHOrO ofecnedeHHs, YCTaHOBKAa KOTOpPOTro
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Ha TCXHHYECKHEC CpPEIACTBA 3aiABUTECIIA Tpe6ye'r 3aKNIIOYCHUA JTHINCH3HMOHHOI'O
WA HHOro CorjlamiCcHua ¢ HpaBOOGJIalIaTeJIeM IIporpaMMHOIro o6ecneqemm,
npeayCMaTpuBaOIICro B3UMaHUE IUIATHI, PETHCTPALMIO MK aBTOPHU3ALUIO 3aIBHTCIIA
WK NIPENOCTABICHHE UM ICPCOHAJIBHBIX JAHHBIX.

I1. Cranaapr npenocTaB/ieHHs] FTOCYAAPCTBEHHOH yCayru
HaumenoBaHnue rocyiapcTBeHHOi yCJIYrH

10. TocynmapcTBeHHast yciyra N0 Bbladue 3aKiMoueHHH (pa3pelHTeNbHBIX
JOKyMEHTOB) Ha BB03 B Poccuiickyto ®@enepanuio u BeiBo3 u3 Poccuiickoit ®enepauuu
OHONOrMYeCKHX MAaTepHUalioB, TMOJNYYEHHBIX TIPH TNPOBENCHHH KIHHHYECKOTO
HCCJIEJOBAHUA JIEKAPCTBEHHOTO Mpenapara Ui MEAULAHCKOTO IPUMEHEHHS.

HanmeHnoBanue ¢eepaibHOro opraHa HCNOJIHHTEILHOM BJIACTH,
NPeJOCTABJISAIOIIEr0 FOCyIapCTBEHHYIO YCIAYTY

11. T'ocynapcTBeHHas yciyra npeaocTaBisieTcs MUHUCTEPCTBOM.

12. Ilpu nOpenocTaBlIeHHMM  TrOCYJAapCTBEHHOM  yciayrH  MUHHCTEpCTBO
3auMozeiicteyet ¢ ®HC Poccun.

13. 3anpemaercs Tpe6OBaTh OT 3asBUTENS OCYILECTBICHIS JEHCTBHI, B TOM YHUCIIE
_COTJIacOBaHMH, HEOOXOQUMEBIX IS OJY9eHHS ITOCYAapCTBEHHON yCIYTH H CBSI3aHHBIX C
oOpalieHreM B HHBIE T'OCYyJapCTBEHHBlE OpPraHbl M OpraHW3alldy, 3a HCKIIOYEHHEM
HONYYEeHHUs] YCIYr, BKIIOUYEHHBIX B [EpeYeHb YCIYr, KOTOpble SBISIOTCS
HeOOXONVUMBIMH H 00S3aTeJIbHBIMH JUIs NPEAOCTABICHUS T'OCYJapCTBEHHBIX YCIHYT,
yrBepxAeHHbIH [ IpaBuTenscTBoM Poccuiickoit denepanun’.

Onucanue pe3yJiLbTaTa NpPeRoCTaB/IeHHS rOCyAapCTBEHHOM YCJIyru

14. Pe3ynbTaToM IIpeAOCTaBICHHUS I'OCY1apPCTBEHHOM YCIIYTH SIBISIOTCS:

1) Beimaya (HampaBieHHE) 3asgBHTENIO 3aKIIOYEHHS  (pa3pellUTesIbHOIO
JNOKYMEHTa), O(OpPMJICHHOrO B COOTBETCTBHH C METOAWYECKMMHM YKa3aHHSMH IIO
3aM0JIHEHHI0 eIHHOM (OopMBI 3aKimroveHHs (paspeINTeNLHOrO JOKyMEHTa) Ha BBO3,
BBIBO3 U TPAH3HUT OTAEIBHBIX TOBAapOB, BKIIOUYEHHBIX B €MHBIA IepedyeHb TOBApoOB, K
KOTOPBIM NPUMEHSIOTCS Mepbl HETapU(PHOTO PEryJMpoBaHUs B TOProBlle C TPETHHUMH
CTpaHaMH, yTBep)KIACHHBIMH pemeHueM Komnernn EBpa3uiickod 3KOHOMHYECKOM

! Mocranosnenne Ilpasurenscrsa Poccuiickoit ®enepauyu ot 6 mas 2011 r. Ne 352 «O6 yTBepXaeHAM NepeyHs
YCNYT,KOTOpBIE ABIAIOTCA HEOOXOAUMBIMH H  00SA3aTe/BHBIMH JUIA TIPEAOCTAaBNeHHA (eAepaibHBIME  OpraHamMH
HCTIOTHUTENLHOM BiacTH, ['0CyAapcTBEHHOM KopriopaLuel no aToMHOMN SHEprHH «PocaToM» rocylapCTBEHHBIX YCIYT H
HPEI0CTABIMIOTCA OPraHM3ALUIMH, YYaCTBYIOIIMMH B IIPEJOCTABICHHH TOCYJAPCTBEHHBIX YCIIYT, M ONpeleNIeHHU pasMepa
TUIaTH 3a HX OkasaHue» (Cobpanue 3akoHomaTenscTsa Poccuiickoit @enepaumu, 2011, Ne 20, cr. 2829; 2020, Ne 39, cr.
6038).




KOMHCCHH;

2) Bbjaya (HampaBlieHHE) 3ajABHTENIO YBEAOMJIEHHS 00 OTKase B BBIJade
3aKIIIOYEHUS (PaspeIuTeIbHOro JOKyMEHTa) C YKa3aHHeM MPUYHH OTKa3a,

3) npuocraHoBleHHE, BO30OHOBIEHHE WM TPEKpAllleHHE NEHCTBUE 3aKIIIOYEHHS
(pa3pelIMTENBHOrO  JOKYMEHTa) Ha CpPOK IPHOCTAHOBJIEHHS  KIHHHYECKOTO
VICCTIE/IOBAHMS JICKApCTBEHHOTO Mpenapara Ui MEIUIMHCKOro MpPHMEHEHHS WIIH
NpeKpallieHHss KIHMHUYECKOTO MCCIE0BaHUs, MPeAyCMOTPEHHOIO YacThi0 6 craThu 40
O®epepanbHoro 3akoHa or 12 ampens 2010 r. Ne 61-03 «0O6 obpamenun
JIEKAPCTBEHHBIX CPEJICTBY ;

4) mpemoCTaBICHHE CBEICHHH O KOHKPETHOM 3aKIIIOYEHHH (pa3pellUTeIHLHOM
INOKyMeHTe), cBelleHUH 00 oTkaze B Bblade 3aKiTiOueHHs (pa3pelrTeIbHOro
IOKYMEHTa), COIepXKAIEMCS B peecTpe BhIIaHHBIX 3aKIIOUEHHi, peleHnit o6 oTkase B
BhIlade€ 3aKNIOYCHUH WM TpeAocTaBieHHe HHbopMaumH 00 OTCYTCTBHH
3anpaniuBaeMbIX CBEICHHIA.

Cpok npegocraBiieHHsl FOCy1apCTBeHHO# yCJayrH,

B TOM YHCJI€ ¢ Y4€TOM He00X0AHMOCTH 00palleHlsi B OPraHN3aLH,
YYACTBYIOIIHE B NIPEAOCTABJIEHHH roCyIapCTBEHHOM yCJIYIH, CpOK
NPHOCTAHOBJICHHA NPEAOCTABIEHHS FOCYAaPCTBEHHOH YCJIYyrH
B CJ1y4ae, eciH BO3MOXKHOCTDH NIPHOCTAHOBJICHHS NPEeAyCMOTpeHa
3akoHoAaTeabCcTBOM Poccuiickoii Meiepannu, CpOK BbIIAYH
(HanpaB/ieHHN1) AOKYMEHTOB, SIBJISIIOIIHXCS Pe3yJibTATOM
NpeaoCTaABJeHHS IOCYAaPCTBEHHOH YCJIYIH

15. Cpok mpenocTaBieHUs TOCyJapCTBEHHOH yCIyrH M BblJada (HalpaBlICHHE)
JIOKYMEHTOB, SIBJISIOLIUXCS pe3yJIbTaTOM IpPEAOCTaBI€HUs TOCYAapCTBEHHOH YCIyIH,
cocraBiser 10 pabounx AHe#t co OHA perucTpaiii B MHHHCTEpCTBE 3asBICHHSA U
JOKYMEHTOB, IOCTYNHUBLIMX OT 3asBHUTENs, B TOM 4ucie nocpeAactBoM EnuHoro
nopTania.

HopmaTHBHBIE NPaBOBbIe AKThl, peryJHpYyoliHe NPeAOCTaAB/ICHHE
rocyAapcTBeHHOH yCJayrd

16. IlepevyeHs HOPMAaTHBHBIX MPABOBHIX AKTOB, PETYNHPYIOLMX NpeNOCTaBICHHE
roCyJapCTBEHHOU YCIYTH, pa3Mmelaercs Ha O(QHULHANBHOM caidTe MUHHCTEPCTBa,
®enepaisHOM peectpe U EnuHoM nopraine.

2 Perenme Konnerun Eppasutickoii 3xoHOMHYeCKoOl komuccuu oT 16 mast 2012 r. Ne 45 «O ennHol dopMme 3aKmoOueHHs
(pa3spelUTeNEHOr0 AOKYMEHTa) Ha BBO3, BHIBO3 M TPaH3NT OTACIBLHBIX TOBAPOB, BKIIOYEHHBIX B €IUHbIA NEpeueHb
TOBApOB, K KOTOPbIM NPUMEHSIOTCS MEpbl HETAPAGHOTO PEryJHpOBAHMA B TOProBN€ C TPETBHMHM CTPaHAMH, H
METOAMYECKMX YyKasaHMsX 10 ee 3anojHeHumio» (Oduumanshbiii caiit  Komuccmn TamoxkeHHOro  corosa
http://www.tsouz.ru/, 21 wmas 2012 r.; OdummaneHsiii  caiit  Espasuiickoro  3KOHOMHYECKOro  CO03a
http://www.eaeunion.org/, 5 centabpa 2017 r.).

3 Cobpanue 3akoHoareNnbcTBa Poccniickoit ®@enepaumy, 2010, Ne 16, cr. 1815.




HcuepnbiBalomuii nepeveHb 10KyMEHTOB,
He00X0AUMBIX B COOTBETCTBHH ¢ HOPMATHBHbIMH
NPaBOBbLIMH AKTAMH /Il IPEJOCTABJICHHS FOCYAapPCTBEHHOMH
YCJIYrd H YCJIYT, KOTOpbI€e ABJSIOTCH He00X0AHMbIMH
H 00s13aTeIbHLIMH JJIS1 IPEAOCTAB/IEHHSA FOCY1aPCTBEHHOI
YCJAYIH, DOAJIEXKAIHUX NPEACTABICHHIO 3asBUTE/IeM, CIOCOOBI
HX NOJIy4YeHHS 3afiBHTeJIeM, B TOM YHC/I€ B 3JIeKTPOHHOIH
¢opmMe, nopAOK X NPEACTABICHHUS

17. B mensx nojydeHHs 3aKiOdeHHs (pa3pellHTe]bHOro AOKyMEHTa) 3asiBUTEINb
npeacrapiasieT B MuHHCTEPCTBO mocpeacTBoM EnuHoro moprana, cucteMbl «OnmHO
OKHO» B ()OpMe OSJIEKTPOHHOTO JOKyMeHTa (IaKeTa 3JEKTPOHHBIX JIOKYMEHTOB),
HOMKICAaHHOrO YCHJIEHHOH KBATM(PHLIMPOBAHHON NOANHKCEIO, CIEAYIOLINE JOKYMEHTHI:

1) 3asBneHNEe 0 BBO3€E (BBIBO3€) OHOIOTMUECKIX MAaTEPUAIIOB B BH/JIE€ 3JIEKTPOHHOI'O
JOKyMeHTa Mmoo ¢opMe corjacHo mnpuwioxeHmo Ne 1 kx AJMHHHCTpaTHBHOMY
periaMeHry;

2) mnpoekT 3aKimoveHHs (pa3pelUTeNbHOrOo JOKYMeHTa), O(QOpMIIEHHBI B
COOTBETCTBUM C METONUYECKUMH YKa3aHUAMH II0 3aMOJHEHHIO eguHON (OpMEI
3aKIIOYEHUs (pa3pemmMTeNbHOr0 JOKYMEHTa) Ha BBO3, BBIBO3 M TPaH3UT OTAEIBHBIX
TOBapOB, BKJIIOYEHHBIX B €AMHBIM NepeYeHb TOBApOB, K KOTOPBIM IMPHUMEHSIOTCS MEpEI
HeTapu(pHOTO peryJMpOBaHUs B TOProBie C TPETBUMH CTpaHaMH, YTBEpXKIEHHBIMH
Pemienniem Komnerun EBpasuiickoit skoHOMHUYeCKON komuccuu ot 16 mas 2012 r.
Ne 45;

3) ofbocHOBaHHEe pacyeTra KOJHYECTBA EJWHHI[ KaXXAOTO BHAA BBO3MMOIO
(BBIBO3UMOr0) OHMOJIOTHYECKOTO0 MaTephalla HCXOAsd U3 MNPOTOKOoNa KIUHUYECKOTO
HCCIIEJOBAaHHA U YHCJIA MALKUEHTOB, YYaCTBYIOIIUX (Y4acTBOBABIIMX) B KIMHUYECKOM
HCCJIEIOBaHHH Y HHEBIE JOKYMEHTBI, IOATBEPKAAONIHe He0OX0JUMOCTh BBO3a (BBIBO3a)
OMOJIOTHYECKMX MAaTepHalioB B 3asBIEHHOM 00beMe, BbIIaHHBEIE B COOTBETCTBUM C
3aKOHOJATEJILCTBOM CTPaHbl MPOUCXOXKIACHUSA OHOTOTHIECKUX MAaTEPHATIOB;

4) KONHMH YyYPEOUTEIBHBIX JOKYMEHTOB (110 COOCTBEHHON HHUIIMATUBE).

B nensx monydeHHs CBeIEHHH O KOHKPETHOM 3aKIIOYEHHHU (pa3pelldTelbHOM
JOKyMEHTe) Ha BBO3 (BBIBO3) OHOJIOTMYECKHX MATEpHANIOB, IONYYCHHBIX IIpH
NpOBeleHNH  KJIMHUYECKOIO MCCICNOBaHMS  JIEKApCTBEHHOIO  IIpemapara  Juis
MEAMLKHCKOTO NPUMEHEHHS, 3aMHTEPECOBaHHOE JIMLIO MpeJicTaBisgeT B MUHUCTEPCTBO
3ampoc B BUJI€ JIEKTPOHHOTO IOKYMEHTa Mo (OpMe COTNacHO NPHIIOKEHHI0O Ne 2 K
AJIMUHHCTPAaTUBHOMY perjiaMeHTy.

18. MuHHCTEpCTBO HE BIpaBe TpeOOBaTh OT 3asBUTENA YKa3biBaTh B 3asBJICHHH
WM 3alpoce CBEJEeHMs, a TaKkXe MPEACTaBIATh JOKYMEHTBHI, HE IpEeIyCMOTPEHHBIE
IMyHKTOM 17 AIMMHHCTPaTUBHOTIO pETIaMEeHTa.

HcuepnbiBawiinii nepeveHs JOKYMEHTOB,
HeoOXOAMMBIX B COOTBETCTBHH ¢ HOPMATHBHBIMH
NPaBOBbLIMH AKTAMH /151 IPEAOCTAB/IEHHSA rOCyAapCTBEHHOH




YCJIYTH, KOTOpbIe HAXOAATCH B PACIIOPSIKEHHH roCyJapCTBEHHbBIX
OpPraHoB, OPraHOB MECTHOI'0 CAMOYNPABJIEHHS H HHLIX OPraHOB,
YYacTBYIOHIHX B NPeIOCTABJICHHH roCyJapCTBEHHO# YCIyTH,

H KOTOpble 3afiBUTe/Ib BIIPAaBe NPEICTABHTD, 2 TAKKE
cHOCO0BbI HX NOJIyeHHS 3asiBUTEJISIMH, B TOM YHCJI€
B JIEKTPOHHO# ¢opme, NOPAAOK HX NPEACTABJICHHS

19. Jlns mpenocraBieHHs TOCYAApCTBEHHOW YCIYT'H HEOOXOMUMBI CIENYIOLIUE
CBEJICHUs, HaXOAAIMECS B paCOPsHKEHHU I'OCyIapCTBEHHBIX OPraHOB:

1) ®HC Poccum - cBeneHHa O 3asgBUTeNle, coJepkampdecs B EauHoM
rOCYZJapCTBEHHOM peecTpe IOpUAMYECKUX Jul, EAMHOM rocymapcCTBEHHOM peecTpe
HHAMBHAYAJIbHBIX  INpEeANPUHUMATENCH, O  BbIJAHHBIX  CBUAETENBCTBAX O
roCyJapCTBEHHOH pErucTpallii IOpUANYECKOTO JIULAa U CBHIETEIHCTBAX O ITOCTAHOBKE
Ha y4eT B HQJOTOBOM OpraHe 3asBUTeNA. Ecnu B KadecTBe 3asBHTENS BBICTYMAeT
HHOCTPAaHHOE IOPHIUYECKOE JIUIO B ClIy4yae NMPOBEACHUS KIMHUYECKOro MCCIEAOBaHUA
B Poccuiickoii ®@enepauyy, NpeiCTaBIAIOTCA AOKYMEHTHI, IOATBEPKAAIOIIHNE
aKKpeOWTAllMI0O IPEACTABUTENBCTBA HHOCTPAHHOTO IOPUAMYECKOr0 JIMIIA Ha
tepputopun Poccuiickoit @enepauum.

2) MuHuCcTEepCTBa — KOIMS BBIAAHHOTO pa3pellieHUs Ha IPOBeACHUE KIIMHHYECKOTO
HCCJICJIOBAHMS JIEKAPCTBEHHOIO IIpenapara, B KOTOPOM HPEANOonaraeTcs IMOIy4YeHHe
Ounoyiorn4eckoro MaTepHajga, B Cllydae IPOBEACHHS TAaKOro MCCIENOBaHHS B
Poccutickoit @enepanym.

20. 3asBuTENnp BOpaBe IPEJCTaBUTh (HANpaBUTh) yKa3aHHble B IyHKTe 19
AJIMUHHUCTPAaTUBHOTO perjlaMeHTa CBeICHHUs 110 COOCTBEHHOM MHULIUATHUBE.

21. Ilpu npepocTaBieHNM TOCYAApCTBEHHOH yciyrd MUHHCTEPCTBO HE BIIpaBe
TpeGOBaTh OT 3asABUTENA:

1) mpenacraBieHHS NOKYMEHTOB M MHGOpPMALMU KM OCYIIECTBICHHs ACHCTBHUH,
IPE/ICTABICHHE WIIH OCYILIECTBJICHHE KOTOPHIX HE IPEIyCMOTPEHO HOPMAaTHBHBIMH
MPAaBOBBIMM AaKTaMH, peryJUpyIOLIMMH OTHOINEHHUS, BO3HHKAIOIIME B CBI3H C
IIpeIOCTaBICHHEM FOCYJapCTBEHHON YCIyIH;

2) mpexAcTaBICHHS JOKYMEHTOB M HH(OPMALUH, KOTOphie B COOTBETCTBHU C
HOPMATHBHBIMH TNpPaBOBBIMU akTaMH Poccuiickoit ®enepanuy, HOPMaTHBHBIMH
IpaBOBBIMH aKTaMH CcyObekToB Poccuiickoii ®Peaepalilud M MyHHUIHUINAIBHBIMH
[IPAaBOBHIMH aKTaMHM HaXxOAATCS B pPAacloOpsXKCHUHM TIOCYAApCTBEHHBIX OpPraHOB,
[IPeJOCTABIAIOMMX T'OCYAAPCTBEHHYIO YCIYry, HHBIX TOCYJapCTBEHHBIX OpPraHOB,
OpraHoB MECTHOT'O CaMOYIpaBICHHsS H (MJK) IOABEJIOMCTBEHHBIX I'OCYIapCTBEHHBIM
opraHaM H OpraHaM MeCTHOTO CaMOYIpaBJieHHs OpraHM3allMi, y4YacTBYIOIIHX B
NPEJOCTaBIeHHH TOCYIapCTBEHHBIX MIM MYHHMIHUNAIBHBIX YCIYr, 3a HCKIIOYEHHEM
IOKYMEHTOB, YKa3aHHBIX B 4acTH 6 cratel 7 PeznepanbHOro 3akona ot 27 uoyg 2010 r.
Ne 210-®3 «O6 opraHu3anyy NpefOCTaBIEHUS TOCYJAPCTBEHHBIX M MYyHHIMNAIBHBIX
yenyr» (nanee — @enepanbhbliit 3akoH oT 27 wrons 2010 r. Ne 210-®3)%;

3) mnpencTaBieHMss JOKYMEHTOB W HWHGOpMAllMH, OTCYTCTBME H  (HIH)
HEOCTOBEPHOCTh KOTOPBIX HE YKa3bIBAIMCh NMPHU IIEPBOHAYAIBLHOM OTKa3ze B IIPHEME

4 Cobpanne 3akoHoaTescTBa Poccuiickoit ®enepanwn, 2010, Ne 31, cr. 4179; 2021, Ne 1, cr. 48.
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JOKyMEHTOB, HEOOXOAMMBIX VIS MPENOCTABICHHS rOCYyNapCTBEHHOM YCIyru, JHGO B
NpPEeNOCTaBIeHUH  TOCYJAapCTBEHHOM  yCIyr#, 3a  HCKJIIOUYEHHEM  CJy4aes,

IIpeIyCMOTPEHHBIX MyHKTOM 4 4acté 1 crateu 7 ®enepanbHOro 3akoHa ot 27 MO
2010 r. Ne 210-93.

HcuepnbiBaoumnii nepeyeHb OCHOBaAHMIA 17191 0TKA3a
B IpHeMe JOKYMEHTOB, He00X0AUMBIX /il IPeJOCTABJIEHHS
rocyAapcTBeHHOH yCJIyra

22. OcHoBaHHS IIA OTKa3a B IIpHeMe JOKYMEHTOB, HEOOXOAHMMBIX JUIA
HpeJOCTaBICHHS rOCyJapCTBEHHON YCIIYTH, HE TIPEeyCMOTPEHBI.

HcuepnpiBaoninii nepeyeHb OCHOBaHHI )il NPUOCTAHOBJICHHS
HJIH 0TKa3a B NPEAOCTABJIEHHH rOCyAapCTBEHHOH yCIyra

23. OcHoOBaHuA I TIPUOCTAHOBJICHUS MPEAOCTaBJICHUS ITOCYAapCTBEHHON YCIyTH
HE MPeyCMOTPEHBI. :

24. OcHOBaHMSMH [N OTKa3a B MNpPEAOCTaBICHHH TI'OCYJapCTBEHHOH YCIyTH
SIBJISTIOTCSL:

1) HenpencTaBieHHe JOKYMEHTOB, NMPEAYCMOTPEHHBIX NOAMYHKTaMH 1-3 myHKTa
17 AAMHAHHCTPATUBHOTO PETJIaMEHTa;

2) HUIMYHE HENONHBIX WJIH HEJOCTOBEPHBIX CBEAEHHWH B JIOKYMEHTaX,
MpeACTaBICHHBIX JUIS MOTyYeHHs 3aKII0uUeHHS (pa3peruTeNbHOTO JOKYMEHTa).

Ilepeuyens yciayr, KOTopbie IBJISIOTCA He00XOAHMBIMH
H 00s13aTeJIbHBIMH ISl IPEIOCTABJEHHS rOCy/IapCTBEHHOH yCJIyrH,
B TOM YHCJ1e CBeeHHS 0 JOKYMEHTe (10KYMEHTaXx), BbIIaBaeMOM
(BbIAaBaeMbIX) OPraHH3anHsIMH, YIACTBYIOIIHMH B NIPEAOCTABJICHHH
rocyAapcTBeHHOH YCJIYyIH

25. Ilepevens yciyr, KOTOpbiE ABISAIOTCH HEOOXOAMMBIMH U O0S3aTeNIbHBIMH IS
NpedOoCTaBlIeHUsT TOCYAAPCTBEHHOM YCIYTH, B TOM 4YHCIE CBEACHHS O JOKYMEHTE
(moxyMeHTax), BbIaBaeMOM (BBIZABa€MBIX) OpraHM3alUsAMH, YYacTBYIOIIMMH B
IIPEAOCTABIIEHHU I'OCY JaPCTBEHHOM yCIyTH, OTCYTCTBYIOT.

Ilopsiaox, pa3Mep H OCHOBAHHS B3HMAaHH rOCyAapPCTBEHHOM
NOLLIHHBI HJIH HHOH NJIaThl, BBHMAa€EMOH 32 NPEA0CTaBJIeHHE
rocyJapcTBeHHOH YCJIYyrH

26. 3a npefocTaBjieHHe TOCYapCTBEHHOM YCIIYTH rocy1apCTBEHHas MOMIIMHA HIH
MHAas [U1aTa He B3UMAKOTCH.

Topsaok, pa3Mep H OCHOBAHHS B3HMAHHA IJIAThI
32 NPeAOCTABJIEHHE YCJIYT, KOTOpbIe ABJIAIOTCH HEOOX0ANMBIMH
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u 00513aTe/IbHBIMH [IJIfl IPeIOCTABJICHHS rocy/IapCTBEHHOMH YCJIyrH,
BKJII0Yasi HH(POPMAIHIO O METOJHKE PacyeTa pa3Mepa TAKOH IJIAThbI

27. BsaumaHue mIaThl 3a [PENOCTaBICHHE YCIYT, KOTOPHIE SBIAIOTCA
HEOOXOAUMBIMH ¥ 00513aTeNbHBIMU JUIS TIPEJIOCTABIEHHS TOCYAapCTBEHHOM YCITIyrH, HE
NpeyCMOTPEHO.

MakcnMabHbIH CPOK 03KHAAHHUS B OUepeXH NPH nmoaaue
3ampoca 0 NpeJoCTABIEHHH rocy1apCTBEHHO# YCJIyrH,
yCJIYTH, NPeJoCTABIAEMOli OPraHu3auHsAMH, YYaCTBYIOLIHMH
B NPeJOCTABJICHHH rOCYAAPCTBEHHOM YCJIYIrH, H PH NOJYYeHHH
pe3ybTaTa NPeAOCTABJIEHHS FOCYAaPCTBEHHOMH yCJIyrH

28. IlpemoctaBieHHe roOCyJapCTBEHHOH YCIYrH oOcCydiecTBiserca B ¢dopme
AIEKTPOHHOTO JOKYMEHTOO0OpOTa C HCNONb30BaHHMEM EMUHOro moprana, CHCTEMBI
«OIHO OKHOY, B CBSA3M C YEM OXKHJAHUE B OUEPEH OTCYTCTBYET.

Cpok 1 nOpsiioK PerucTpanHy 3anpoca 3assBHTEJIA
O NPEAOCTABJIEHHH FOCyJapCTBEHHO# YCJIYIH H YCJIyTH,
NpeAOCTaB/IAEMOil OPraHn3alHAMH, YIACTBYIOIIHMH
B NPel0CTABJICHHH FOCyJapPCTBEHHOH YCIyrH,
B TOM 4YHCJIe B 3JIeKTPOHHOi opme

29. 3asBiieHHe W JOKYMEHTHI, MOCTYNHUBIINE OT 3asiBUTENII B MHUHUCTEPCTBO IJiA
MOJyYeHUs] TOCYJapCTBEHHOW YCIYrH B O3JCKTPOHHOM BHIE C HCIONb30BaHUEM
EnuHoro moprana, cucteMbl «OIHO OKHO» PETHCTPUPYIOTCS NOJDKHOCTHBIMH JIMIIAMH
MuHuCTepcTBa, OTBETCTBEHHBIMH 33 IIPHEM M PETHCTPALUIO JOKYMEHTOB, B TOM YHCIIE
B 3JIEKTPOHHOM BHJIE, B TeueHHe 1 pabodero AHA ¢ JaThl UX NOCTYILUICHU.

TpeOGoBanns kK NOMELIEHHM, B KOTOPBIX
NpeAoCTaBIsAeTCS rocyJapCTBeHHas1 yCiyra,
K 32J1y O’KMAAHHS, MECTaM /IJIfl 3210/ IHEHHS 3aNPOCOB
0 NPeAOCTABJIEHHH IOCYyJapCTBEHHOi ycyru, HHpOPpMAaNHOHHBIM
CTeHJaM ¢ 00pa3uaMH HX 3aN0JHEHHS H NepeYHeM JOKYMEHTOB,
HeoGX0AMMBIX /AJ151 IPEJOCTABJICHHS Kax/I0i rocyapcTBenHof
yCJyrH, pasMeieHHI0 H 0opMJICHHIO BH3Ya/IbHO#H, TEKCTOBOH
H MYJIbTHMEAUHHOH HHpOPMAaNHH 0 NOPAAKe NPEAOCTABICHHSA TAKOH
yCJayrH, B TOM YHC/I€ K 00ecrnie4eHHI0 J0CTYHOCTH /IJii HHBAJIM10B
YKa3aHHbIX 00bEKTOB B COOTBETCTBHH C 3aKOHOJATEILCTBOM
Poccniickoii ®eaepanuu 0 COUHAIBHOM 3alIMTE HHBAJIHIO0B

30. TIpenmocraBneHHe TrOCYJapCTBEHHOM YCIYrH OCYyLIeCTBIseTcs B dopme
3NMEKTPOHHOIO JOKYMEHTOOOOPOTa ¢ HCHOJIB30BaHWEM ENMHOro moprana, CHCTEMEI
«OIHO OKHOM.
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IToxa3aTesin AOCTYNHOCTH H Ka4€CTBA rocy/1apcTBeHHOI
YCJIYIrH, B TOM YHCJ€ KOJIHYeCTBO B3aHMOAEHCTBHIH 3asBHTES
¢ JO/I’KHOCTHBIMH JIMIIAMH NPH NPEeJ0CTABJIEHHH IOCYyAaPCTBEHHOH
YCJIYrH H HX NPOAOJIKHTEIbHOCTb, BO3MOKHOCTD MOJIy4eHHS
nHGopMalHH 0 X0/i¢ NPEAOCTABJCHHS rocyJapcTBeHHOH yCJIyrH,
B TOM 4YHCJIe ¢ HCNO0JIb30BaHHEM HHPOPMANHOHHO-KOMMYHHKALHOHHBIX
TeXHOJIOrHii, BO3MOKHOCTD JIN0O HEBO3MOKHOCTD NMOJIY4YEeHHS
roCyAapCcTBEHHOMH YCJIYrd B MHOrOpyHKIIHOHAJILHOM I[EHTpe
NPEAOCTABJICHHS I'OCYAAPCTBEHHBIX H MYHHIHIIAJbHBIX YCJIYT
(B TOM 4HC/I€ B NOJHOM 00beMe), B J11000M TEPPHTOPHATBHOM
noApa3ie/IeHHH OPrana, NpeoCcTABJIAIONIEro rocy JapcTBEHHYIO
ycJiyry, o Boi6opy 3asiBHTes (3KCTEPPHTOPHAIbHBIH NPHHIHIT),
NOCPEACTBOM 3aIPoca O NPEAOCTaBICHHH HECKOIbKHX
roCyAapcTBEHHBIX H (MJIH) MYHHIHNAJIBHBIX yCJIyT
B MHOIoyHKIHMOHAJIbHBIX HEHTPAaxX NpeA0CTaBJ/IeHHS
rocyaapcTBeHHbIX H MYHHIHNAJIBHBIX YCJIyT,
npeaycMoOTpeHHOro cratbeii 15.1 ®eaepaabHoro
3axoHa oT 27 uios 2010 r. Ne 210-@3

31. IToxa3arensiMu AOCTYIMHOCTH U Ka9€CTBA rOCYAAPCTBEHHOM YCIIyTH SIBJISIFOTCS:

1) OTKpBITHII JOCTYN JAJIS 3asBUTENEH U APYTUX NHI] K MHGOpMALMK O TIOpSAIKE U
CpOKax IpefOCTaBlICHHs TOCYJapCTBEHHOH yYCIyrd, OO0XaJlOBaHMIO JeiCTBHUH
(Ge3neiicTBUA) HOIDKHOCTHBIX UL MUHHCTEPCTBA;

2) cobmoaeHre CTaHAapTa NMPEAOCTaBICHUs FOCyAApCTBEHHOM yCIyTH;

3) otTcyrcTBUE Kanob 3asaBuTeneil Ha AeicTBUA (Oe3neiicTBIE) JOMKHOCTHBIX JTHL]
MuHHCTEPCTBA MIPH IPEIOCTaBICHAN FOCY IapCTBEHHOH YCIIyTH;

4) moONHOTa ¥ AaKTyaJbHOCTh HH(OpPMAmUM O TOpPsSAKE TPEeAOCTaBICHUA
rocyAapCTBEHHOH YCIYIH;

5) mnpenmocraBieHHe BO3MOXHOCTH IIOJA4YM 3asBICHHS O IIPEAOCTaBICHHH
roCyJapCTBEHHOM YCIyrd M OPYyrdX JOKyMEHTOB (COAEp)KaIlMXCs B HUX CBEIECHHUIR),
HEOOXOJUMBIX JIJIS MPEIOCTABIIEHUS rOCyAaPCTBEHHON YCIyTH, B (hopMe 3EKTPOHHOTO
JIOKYMEHTa;

6) TmpenocTaBlieHME BO3MOXXHOCTH TMONy4YeHUss HHPOpPMALUH O  Xoje
MpeOCTaBIIEeHUs] TOCYJapCTBEHHOH YCIYI'H, B TOM 4HCIE€ C HCIOIb30BaHHEM
HHGOPMAITHOHHO-KOMMYHHUKALIMOHHBIX TEXHOIOTHH.

32. 3asBUTENIO NpU MPEAOCTABICHUH TOCYJAapCTBEHHOM YCIIYTH B 3JIEKTPOHHOH
dopme ¢ ucnons3osanneM ExuHoro mopraina, cucreMs! «OIHO OKHO» obecrednBaeTcs
BBITIOJIHEHHUE CIEYIOLMX ACHCTBHIA:

1) nonydyenne uHpOpManmMH O MOpAAKE M CPOKaX  MPeAOCTaBICHHA
rocyAapCTBEHHOH YCIIYTH;

2) popmupoBanre 3anpoca (3asBIEHHS) O IPEAOCTABICHHH IOCYIApCTBEHHOM
YCIIyTH;

3) npuem u peructpauus MHHHCTEPCTBOM 3ampoca (3asBl€HHMs) M HHBIX
JOKyMEHTOB, YKQ3aHHBIX B IyHKTe 17 AJMHHUCTPaTHBHOIO perjlaMeHTa, Il IeleH




13

MpeAOoCTaBIIEHUS rOCYJapCTBEHHOM YCIYTH;

4) nony4yenre HHPOPMAIMK O XOJIe MPEAOCTABICHUS FTOCYJapPCTBEHHOM YCITyTH;

5) monmy4eHue  pesynbTaTa  IPEJOCTAaBI€HHS  TOCYJApCTBEHHON  YCIyId
(3akmoveHus (pa3pelnTeIbHOrO JOKYMEHTa) WM YBEJOMIIEHHA 00 OTKa3e B BBIAaue
3aKIroueHus (pa3pelIuTebHOro JOKYMEHTa) C yKa3aHHeM MPHYMH 0TKAa3a);

6) nocynebHoe (BHecyneOHOe) o0xkaloBaHKe pelIeHHUH U aeicTBuit (Oe3neiicTBHs)
MunucrepcrBa, HAODKHOCTHOTO JUHa JHOO (emepallbHOTO rocyAapCTBEHHOTO
TPaXJaHCKOTO CITyxKamero MuHICTepCTRa.

33. IlpenocrasieHre rocyAapCTBEHHOM yCIyrd B MHOTO(YHKIIHOHATBHOM LIEHTpE
NpPEAOCTABIIEHNS] TOCYAapCTBEHHBIX M MYHHUIUNAIBHBIX YCIYr, a TaKke II0
OKCTEPPHTOPUAIIBHOMY MIPUHIIMITY HEe PeIyCMOTpEHa.

Hnbie TpeOboBaHMA, B TOM YHCJI€ YUHTbIBAIOIIHE
0CO0EHHOCTH NPEJOCTABJIEHHA IocyJapCTBEeHHOMH
YCJIYTH N0 IKCTEPPHTOPHATBHOMY NpUHIHNY (B ciyuae,
€CJIM roCyIapCTBEHHAs ycAyra npeocTaBJjisieTrcs
M0 IKCTEPPUTOPHAJIBHOMY NPHHIHIY) H 0COOEHHOCTH
NpeJoCTaBJIeHH s FOCYJaPCTBEHHOM yCJayru
B 2JIEKTPOHHOi# popme

34. Jlns nony4yeHHUs rocyJapCTBEHHOH YCIYTH B 3JIEKTPOHHO# (opme 3asBHTEIH
HaMpaBIIsAeT 3asBlI€HHE W TpHIaraeMble K HEMY HOKYMEHTHI B ¢opMe 3JIEKTPOHHBIX
JOKYMEHTOB (IlaKkeTa DJJIEKTPOHHBIX JOKYMEHTOB), IOINMCAaHHOIO YCHJICHHOM
KBAIN(DULUHMPOBAHHOW JJIEKTPOHHOW TOAMKMCHIO, B TMOPAAKE, YCTAaHOBJIEHHOM
DenepanbHbM 3akoHOM OT 6 ampenst 2011 r. Ne 63-®@3 «O6 3neKTpOHHON MOAMUCH»
(Cobpanue 3akoHoparenbcTBa Poccuiickoit ®enepanun, 2011, Ne 15, ct. 2036; 2021,
Ne 9, ct. 1467) u mnocraHoBnenueM IlpaButenscTBa Poccuiickoit ®eneparymn OT
25.06.2012 Ne 634 «O Bujgax DdIEKTPOHHOM NOMANMCH, HCIMOJIB30BaHHE KOTOPBIX
JomycKaeTcss Ipu oOpallleHHH 3a MOJMy4YeHHEM TroCyIapCTBEHHBIX M MYHHUIMIIAJIBHBIX
yenyr» (Cobpanue 3akoHoaarenscTBa Poccuiickoit @enepanunn, 2012, Ne 27, ct. 3744,
2018, Ne 36, ct. 5623).

Unentndukammsas W ayTeHTHQHUKALMSA  3asSBHUTENS  OCYLIECTBISIOTCS  C
HCIONIb30BaHUWeM  (emepasibHOH  TOCYIapCTBEHHOW HHGPOPMAIIOHHONW  CHCTEMBI
«EnvHas cucreMa HMIOEHTHOHKAUMH M ayTeHTHOUKAIMM B HHQPaCTPyKType,

obecrnieuynBaroIEH UHPOPMAIIMOHHO-TEXHOJIOTHYECKOE B3alMOJEHCTBUE
MH()OPMAIIMOHHBIX CHCTEM, HUCTIONB3YEMBIX JUIS NMPEAOCTaBICHHS FOCYNapCTBEHHBIX M
MYHHLHIAIBHBEIX YCIYT B 3JIEKTpOHHOH ¢opme» (Halee — eQuHas CHCTEMa

UAeHTH(PHUKALMH U ayTeHTH()HKALHK).

II1. CocraB, noc/1e0BaTEILHOCTh H CPOKH BbINOJIHEHHS
aJIMMHHUCTPATHBHbLIX pounenyp (aAeicTBHii), TPeOOBaHHS K NOPAAKY
HX BBINOJIHEHHS, B TOM YHCJIe 0COOEHHOCTH BHINO/JIHEHHMS
aIMHHHCTPATHBHBIX NpoueRyp (AeHcTBHI)
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B 3/1eKTPOHHOH popme
HcyepnbiBalonuii nepeueHb aIMHHHCTPATHBHLIX Npoueayp (AeiicTemii)

35. Ilpu npenocTaBieHUH TOCYAAPCTBEHHOM YCIYTH OCYIIECTBISAIOTCH CIIELYIOIINe
aJIMUHHUCTPATHUBHEIC MPOLEAYPHI (AelicTBU):

1) mpueM, perucrpauds 3asABICHHA ¥ JOKYMEHTOB, HEOOXOOMMEBIX MJIA
IIPENOCTABIIEHHS [OCYAapCTBEHHOHN YCITyTH;

2) pacCMOTpeHHE TMOCTYNUBIINX OT 3aABHTENS JOKYMEHTOB O TIPEIOCTABICHHH
TOCYAApPCTBEHHOH YCIIyTH H TPUHATHE PEIIeHHs O Bbljaue (HampaBJieHUH) 3aKTIOUeHH
(pa3pelMTeNnbHOr0 JOKyMeHTa) Wik 00 OTKase B BhAaye (HAmpaBlIeHHH) 3aKITIOYSHHS
(pa3pelMTensHOTO AOKYMEHTA);

3) ¢opMupoBaHHe 1 HarIpaBlIeHHE MEXBEJIOMCTBEHHEIX 3aIIPOCOB;

4) npuoctaHoBieHHe (BO300HOBJIEHHE), MpPEKPALICHUS NEHCTBUA 3aKIIOYEHUS
(paspelnTeNbHOr0 IOKyMEHTa) B Cilydae IPHOCTAHOBIICHHS (BO30OHOBJICHHS) WIIH
npeKpallleHuss KIMHHYECKOTO HCCIIeOBAHUA JIEKAapCTBEHHOTrO MpemapaTta Juis
MEIUITHCKOTO IIPUMEHEHHS;

5) npenocraBiieHHe CBeleHHH O KOHKPETHOM 3aKIIOYeHHH (pa3pelluTebHOM
IOKyMeHTe) Wi HHGOpMaIK 00 OTCYTCTBHH 3alPAllIHBAEMBIX CBeICHHIA.

6) ucnpaByieHne JOMYyIEHHBIX ONMEYaTOK U OIIMOOK B pe3ysbTaTe MpeaocTaBlieHHs
rOCYIapCTBEHHOH YCIIyTH;

IIpuem, perucrpaius 3asiBJIEHHS H IOKYMEHTOB, He00XOAUMBIX
AJISl IPeJOCTABJICHHS TOCYAAPCTBEHHOH YCIyra

36. OcHoBanMeM M Havajla aJMHHHCTPAaTHBHOM NpOLEAYyphbl SABIAETCS
MOCTYIIeHHe B MHHHUCTEPCTBO B 3JIEKTPOHHOM BHJE C HCIONb30BaHHEM EauHOrO
noprajla 3asBJICHHS O Bbliaue 3aKMOYeHUA (pa3pellMTENIbHOTO MOKyMEHTa) H
JOKYMEHTOB, IIPeIyCMOTPEHHBIX MyHKTOM 17 AIMUHHCTPaTUBHOIO perjlaMeHTa.

37. 3asBneHHe W  JOKYMEHTHl, HEOOXOOUMEBIE [Jid  IPEeJOCTAaBICHHUSA
rOCYJapCTBEHHOM YCIYyrHM H TIIpeJcTaBleHHble B MuHHCTEpCTBO (B TOM 4HCiIe B
3MIeKTpOHHOK ¢Qopme), peructpupyrorcs JlemapramMeHTOM yIpaBie€HHs JelaMH H
KaJpoB MHuHHCTEPCTBA, OTBEHAIOLUINMM 3a OCYIIECTBICHHE aJMHHHMCTPAaTUBHOMN
OpolleAypbl [0 IpUeMy M PpPErHCTpallid [OKYMEHTOB TMpd  IIPelOCTaBICHHH
roCyJapCTBEHHOH YCIyTrd He nmo3aHee 1 pabo4ero Qs ¢ AaThl MOCTYIUICHHS 3asBICHHS
U TIOKYMEHTOB, NPeyCMOTPEHHBIX ITyHKTOM 17 AIMUHHMCTPAaTHBHOTO PETTIAMEHTA.

38. Ortkaz B nipueMe 3asBJIEHHS W JOKyMEHTOB, HEOOXOAMMBIX IJIs
NpeoCTaBIiEeHUsT TOCYJapCTBEHHON YCIYTH, a TaKXXe OTKa3 B IIPEIOCTaBJICHHH
roCyJapCTBEHHOM YCIIyTH B ClIydae, eclid 3asiBJIeHHe U JJOKYMEHTHI, HeOOXOAUMBIE [Is
NpeIOCTaBIEH s TOCYAAPCTBEHHOM YCIIYTH, TIOJaHbI B COOTBETCTBHH ¢ MHGOpMalueii o
CpoKax W TOpsSiAKe IpefoCTaBlIeHHUs T'OCYAapCTBEHHOH YCIyrH, OMyOJMKOBAaHHOH Ha
EnuHoM nopraine, HeIOMy CTUMBI.

39. Kputepuem NpUHATHSA pELIeHUs 110 aJMHUHHCTPATUBHON NPOLEAYPE ABIACTCA
HaJIM4YMe 3agBI€HHI W JOKYMEHTOB, HEOOXOOWUMBIX M  IIPeIOCTABIICHHS
roCyJapCTBEHHOHU yCIIyTH.
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40. PesyneraToM aAMHHHCTPATHBHOM IIPOLEAYPHl SBJIAETCH pPETHCTPALMs
3aiBI€HUs H JOKYMEHTOB, HEOOXOJHUMBIX IS TMPEeJOCTAaBICHUS TI'OCYIapCTBEHHOL
YCIIYTH.

41. CnocoboM ¢uxcamuu pe3ynbTaTa BHINOJHEHHS aJMHHHCTPAaTHBHOM
npoLeAypsl SABISETCS OTMETKa O JaTe IpHeMa 3asBJICHHS M NpPUWIAraéMbiX K HeMy
JOKYMEHTOB.

PaccMoTpeHHe NOCTYNHBUIHX OT 3asiIBHTEJIsSl JOKYMEHTOB
O NPeJ0CTABJICHHH roCcy/1apCcTBEHHO YCJIYrH H NPHHATHE PelIeHHuS
0 BblIave (HATIpaBJIeHHH) 3aK/II04eHHs (Pa3pemHTe/IbHOro
AOKYMEHTA) HJIH 00 0TKAa3e B BbiAaye (HANPABJICHHHN)
3aK/JII049eHus (pa3pelllHTeIbHOr0 J0KYMEHTA)

42. OcHoBaHMEM M Havala aJMHHUCTPATUBHOW NpOLEAYPHl SBISETCA
nocrymiesde B JlemapraMeHT TroOCyJapCTBEHHOIO PperyjlMpOBaHHA oOOpallleHus
JeKapCTBEHHBIX CcpeAcTB MuHuctepctBa (fanee - JlemapramMeHT) 3asBIeHHSA H
INOKyMEHTOB, HEOOXOAUMBIX AJIS MPEJOCTABICHUS rOCY1apCTBEHHOM YCIIyTH.

Hupekrop JlemapraMeHTa OpraHHM3yeT NOKyMEHTHPOBaHHBIH Y4eT M KOHTPOJIb
BBITIOJIHEHHUS KQXKIOr0 3Tara aIMUHUCTPATUBHOM NPOLIEYpHI.

43. HavanpHuk othena JlemaprameHTa, OTBETCTBEHHOI'O 3a INpeAOCTaBICHUE
rocyJapCTBEHHOMH yCIIyTH (Janee - Ha4aJIbHUK OT/eNa), B JIeHb TOCTYILUICHHUS 3asBIICHUA
¥ KOMILJIEKTa JOKyMEHTOB Ha3Ha4yaeT M3 YHclia COTPYJHHUKOB OT/ENIa OTBETCTBEHHOIO
HCTIOJIHATENS MO PACCMOTPEHUIO TOKyMEHTOB (Jiajiee - OTBETCTBEHHBIN UCIIONHUTENb).

®damunus, UMA M OTYECTBO (MOCHE[Hee - NPH HAIW4YUH) OTBETCTBEHHOIO
HCITIOJIHUTENS, ero NODKHOCTh M HOMep TelleoHa COOOLIAloTCS 3asBHTENIO IIPH €ro
MTACEMEHHOM HJIH YCTHOM O0pallieHu .

44, B xoxe aAMMHHUCTPAaTHBHOW IIpoLIEypbl OTBETCTBEHHBIN HCIIONHUTEND B
TedeHHe 6 pabouux OHEH co [OHS IOCTYIUICHHUS 3asBIICHHUs O BBbIAAYE 3aKIIOYCHHUS
(pa3pelmuTeNbHOrO JOKYMEHTa) U JOKYMEHTOB, NPEAYCMOTPEHHBIX IIyHKTOM 17
AJMUHUCTPaTUBHOTO pPETIaMEHTa, MPOBOAUT OLCHKY HX MOJHOTHI, JOCTOBEPHOCTH
IIPEJCTABJIICHHBIX B HUX CBEACHHMH.

45. IIpy OTCYTCTBHH OCHOBaHHi JUIsl OTKa3a B IIPEAOCTABICHUM IOCYAapCTBEHHON
YCIyTH, IPEeNyCMOTPEHHBIX IIyHKTOM 24 AJIMHHUCTPaTHBHOIO  pEIJIaMeHTa,
OTBETCTBEHHBIH HMCIOJHUTEND B TeueHHe 1 pabodero OHsA OCYLIECTBISET MOATOTOBKY
OpoeKTa 3aKiodeHus (pa3pelIMTeNbHOTO JAOKYMEHTa) B (OpME 3JIEKTPOHHOIO
JNOKYMEHTA.

IIpn HanMuMKM OCHOBAHMH [N OTKaza B MNPEAOCTABICHHH TIOCYJapCTBEHHOMR
YyCIyrd, TpPeAyCMOTPEHHBIX IIyHKTOM 24 AJMHHHCTPaTMBHOIO  pPErJIaMeHTa,
OTBETCTBEHHBI HCNOJHUTENh B Te4eHHe | paboyero AHsA OCYLIECTBISET MOATOTOBKY
NpOEKTa YBEAOMJIEHHS B (OpMe 3JIEKTPOHHOrO JOKyMeHTa 00 OTka3e B BhlJaue
3aKJIIOYEeHHS (pa3peIlIMTENbHOr0 JOKYMEHTa) C yKa3aHHEM IIPUYHH OTKasa.

46. Ilpu npUHATHH pelIeHHs O IIPEAOCTaBIEHNH rOCyJapCTBEHHOM yCIIyrd 3alliCh
O NPEeJIOCTaBIEHUH 3aKIIOUeHus (pa3peluTebHOr0 JOKYMEeHTa) Wl yBeJOMIIEHHs 00
OTKa3e B BbIJjaue 3aKIIOUEHHUA (pa3pelIuTeNbHOrO JOKYMEHTa) BHOCHTCS B PEECTp
BLIJAHHBIX 3aK/IIOYEHHI, peleHH 00 0TKase B BhIIaye 3aKIIOYCHHM.
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3axmoueHue (paspelIuTeNIbHEI JOKYMEHT), yBeJOMIIEHHE 00 OTKa3e B BBIIaye
3aKIIIO4YeHns (pa3peLIMTeIbHOrO AOKYMEeHTa) B TeueHHe 2 pabouux [gHEH co JHA
BHECEHUs 3allUCH B PEECTp BHLIaHHBIX 3aKIIOUEHHH, pelleHUl 06 OTKa3ze B Bblaaye
3aKJIIOUYEHUIN COIVIaCOBBIBaE€TCS HAYAJIBHHKOM OTJAE€Na, IMOJNHCHIBACTCS YCHUICHHOMR
KBATH(UIMPOBAHHON  JJIEKTPOHHOH  MOAMHCBIO  AUpeKTopoM  JlemapTrameHTa
(3amecTtuTeneM aupekropa JlemaprameHTa) M HampaBiiseTcs B (opMe 3JIEKTPOHHOTO
INOKyMEHTA 3asABUTEIIO ¢ Mcnosb3oBaHueM Equnoro noprana, cucreMsl «OIHO OKHOY.

47. KputeprieM NpUHATUS pEelIeHUs 10 aJMUHUCTPATHBHOH NpoIlEeaype SBISETCS
HaJIW4Me WM OTCYTCTBHME€ OCHOBaHMH JJjIi OTKa3a B BBIaYe 3aKIIOUYEHHS
(pa3peluTensHOro JOKYMEHTA).

48. Pe3ynbTaTaMy afMAHUCTPATUBHOM IPOLIEAYPHI SBISIOTCH:

1) HampaBneHHe 3aKro4YeHus (pa3pelUTENIFHOTO JOKYMEHTA),

2) HampaBJiCHUE  yBeIOMJIEHHs 00 OTkaze B  BblAaue  3aKIIOYCHHS
(pa3penIuTeNnbHOrO AOKYMEHTA).

ITocpencTBom nmyHOro xabmuera Ha ExauHoM mopraine, B cucreMe «OOHO OKHOY
3afBUTENIb aBTOMATUYECKH H3BEIIAETCS O IPHHSATOM PELIEHUH O BBAAaYe 3aKIIOYEHUS
(paspelMTeNEHOTO  NOKYMEHTa) JHOO 00 OTKaze B  BBAAUe  3aKIIIOUEHHS
(pa3pemMTensHOro JOKYMEHTA).

49. Crioco6oM ¢ukcanuu pe3yibTaTa agMHHUCTPATHUBHOM NPOLEAYPHl SBIACTCS
BHECEHME CBEACHUH O 3aK/IIOUEHUH (pa3peLINTeIbHOM AOKYMEHTE) B PEECTP BbLIaHHBIX
3aKJIIOYEHN U peleHui 06 OTkase B Bbljaue 3aK/IOYEHHH OO yBeJOMIIEHHE 00
OTKa3e B BbIJlade 3aKTIOYEHHUH.

50. Pe3ynbTaT aAMHHUCTPATUBHOHN NPOLEAYPH! OTPAXKAETCS B PEECTPe BBIAAHHBIX
3aKIIIOYeHUH, pemeHHit 00 oTka3e B BbJjaue 3aKMIOYEHHH, (opma KOTOpOro
yTBepXAeHa NpuKa3zoM MuHHCTEpPCTBA 3ApaBooxpaHeHus Poccuiickoit denepanuu ot 2
Hos1i0pss 2010 r. Ne 951H (3apeructpupoBaH MuHucCTEpCTBOM IOoCTHIMHM Poccuiickoit
®enepaiun 30 HOaOps 2010 r., perucrpaunonneiii Ne 19085) (mamee — peectp
BBIJJAaHHBIX 3aKJIIOUCHHH ).

@®opmMHpOBaHHE M HANIPaBJIeHHE MEXKBeJOMCTBEHHBIX 3alIPOCOB

51. OcHoBanvem /i1 Hayaja aIMHHUCTPATUBHON TMpoLeNypbl SBISETCS
HeTpeICcTaBlIeHNe 3asiBUTENEM N0 COOCTBEHHONM WHMIIMATHBE NOKYMEHTOB (CBEACHMIA),
YKa3aHHBIX B IyHKTEe 19 AJIMHHUCTPAaTUBHOTO periaMeHTa.

52. ®opmupoBaHHE ¥ HAIPABICHHE MEKBEJOMCTBEHHBIX 3allpOCOB O
IIPEIOCTABJICHNN CBEACHHH, NPEeNYCMOTPEHHBIX IIyHKTOM 19 AJIMHMHHCTPaTHBHOIO
periaMeHTa, OCYIIECTBISAETCS YIOTHOMOYEHHBIM CHELHUAIMCTOM € HCIOJIb30BaHHUEM
€IMHOM CHCTEMBl MEXBEIOMCTBEHHOTO OJJIEKTPOHHOTO B3auMoJeicTBua (Hanee —
CMDB) B cootBeTcTBHH ¢ TpeboBaHMAMHU cTaThu 7.2 DenepanbHOro 3akoHa or 27
utons 2010 r. Ne 210-D3.

53. MakcUMaJIbHBI#H CPOK [UIS BBINONHEHHA AaAMUHHCTPATHBHOHW IpPOLEAYpPBI
coctapisgeT 1 pabouuit JeHs CO JHA MOCTYIUICHHMs] HA pacCMOTpEHHE OTBETCTBEHHOI'O
UCTIOJHUTENI 3adBJICHHA U JOKyMEHTOB, HEOOXOAMMBIX JJs IPEAOCTaBJICHHS
roCyAapCTBEHHOH YCIIYTH.

54. KpuTepueM MpPHHATHA PpeELIeHHs II0 HalpaBJICHHIO MEXBEIOMCTBEHHOIO
3anpoca SBJISETCA HEMNpeACTaBlIeHHe 3asBUTENEM IO COOCTBEHHOH HWHHIHATHBE
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JNOKyMEHTOB (CBeZIeHUiT), yKa3aHHBIX B MyHKTe 19 A IMHHHUCTPaTHBHOTO perjiaMeHTa.
55. Pe3ynbeTaToM agMHHHCTPAaTUBHON MPOLEAYpHl ABIAETCA MOJyYeHHE OTBETA Ha
MEKBeZIOMCTBEHHBIH 3ampoc.
56. CnocoboMm ¢ukcauuy pesyibTaTa aMUHHCTPATHBHON MpPOLEAYpHl SABIAETCA
perucTpals B COOTBETCTBYIOLIEM MOJyJie KOPIIOpaTHBHOro mnopraja MHHHCTEpCTBa
OTBeTa Ha MEXBEZIOMCTBEHHEIH 3arpoc.

IIpenocraBaenne cBelecHHH 0 KOHKPETHOM 3aKJ/II0YEeHHH (pa3pelIuTeIbHOM
AOKYMeHTe) Ha BBO3 (BbIB03) OHOJIOFHYECKHX MATEPHAJIOB, NOJy4eHHBIX NPH
NpPOBEJCHAH KIHHHYECKOro HCC/IeJ0BAHNS JIEKAPCTBEHHOr0 Npenapara aJs
MEeAHIMHCKOro NpUMeHeHNsl HJIM pelleHHs 00 0TKa3e B BbIAAa4e 3aKII0YeHHS
(pa3pemINTEJbHOI0 J0KYMEHTA)

57. OcHoBanMeM i1 Havaja aJIMHHHCTPAaTHUBHOH MpoLEAypHl ABJISAETCS
NnocTyryieHue B MMHHCTEpPCTBO OT 3aMHTEPECOBAaHHOIO JIMLIAa 3ampoca o
MPEJOCTaBICHUH CBEAEHUH O KOHKPETHOM 3aKIIOUYeHHH (pa3spelIUTeIbHOM JOKYMEHTE)
Ha BBO3 (BBIBO3) OMOJIOTHYECKHMX MAaTEpHANIOB, IOJYYEHHBIX IIpH IIPOBEACHUHU
KIMHIAYECKOrOo HCCIEOBaHUS JIEKapCTBEHHOIO IIpemnapara M MEIULHHCKOro
npuMeHeHuss o ¢opMe cornacHo mnpuiokeHuro Ne 2 K AJMHHHCTPaTHBHOMY
peraMeHTy.

58. OTBeTCTBEHHEIN UCMIOTHUTENH B TedueHHe 1 paboyero IHA cO IHS MOCTYILUICHHUS
3anpoca INpOBepseT HaJN4YHe B peecTpe BBIJAHHBIX 3aKIIOYCHMH 3ampalliiBacMoOM
HHPOpPMAIIMH ¥ HalpaBJseT OTBET B (popMe AJIEKTPOHHOTO JOKYMEHTa, MOANKUCAHHOTIO
YCHJIEHHON KBaJIMQUIMPOBAaHHOH DJIEKTPOHHON MOAMHUCHIO, € HCIOJIB30BaHHEM
Enunoro moprana, cucreMbl «OIHO OKHO» B CPOK, He MpeBbINIalonuii 5 pabounx qHei
CO IHA NOCTYIUICHUS 3as1BleHUs: B MUHHCTEPCTBO.

59. KpurtepusMu NpUHATHS pEHICHHS 10 aJMHUHWCTPAaTHBHOM Ipoueaype
ABJIIOTCS HAJMYWe WM OTCYTCTBUE CBEACHHH O KOHKPETHOM 3aKIIOYCHHHM HIIH
CBeJleHHi1 00 OTKa3e B BbIAAYE 3aK/IIOYEHHs B peecTpe BbIIaHHBIX 3aKIHOYCHHH.

l'ocynapcTBeHHass yciyra He MpeAOCTaBIseTCs, €CIH CoAep)kaHHMe H ¢opma
3ampoca He  COOTBETCTBYIOT  YCTAHOBJIGHHOH  mpmioxeHneM Ne 2k
AIMHHHCTPaTHBHOMY PerjlaMeHTy dopMe.

60. PesynpraroM aJMHHHCTPAaTHBHOH MpPOLEXYPBl SBIAECTCA IIPEJOCTABICHHE
CBE€HHI O KOHKPETHOM 3aKJIIOYEHUH, CBeJIeHUH 006 0TKa3e B BhIAAY€E 3aKIIOUEHHS HIIH
00 OTCYTCTBHH 3ampallliBaeMbIX CBEICHHUH.

61. Cioco6oM ¢pukcaluy afMUHUCTPATUBHON NpOLIEAYPHI SABISETCS OQOPMIICHHE
BBIMMMUCKA W3 peecTpa BBIJAHHBIX 3aKIOYEHHH, JUOO CnpaBKHM MO 3anpalidBacMoi
3agBHUTENIEM HHPOPMALIUH, THOO CIpaBKU 00 OTCYTCTBHH 3aMpPallIMBAEMBbIX CBEICHHH.

HcnpaBiieHue JonylieHHbIX ONEe4YaTOK H OIHOOK
B BbIIAHHBIX B pe3yJibTaTe NPeAOCTAB/IEHHS rocylapcTBEeHHOI
yCJAYrH JOKYMEHTaxX

62. B cinyuae BBIABIEHHMS 3aABUTENEM B 3aKIIOYEHHH (Pa3pellUTe/IbHOM
IOKYMEHTE) ornedyarok d (WiHM) omMOOK 3asBUTENb NPEACTAaBIseT B MHUHHCTEPCTBO




18

3asBJICHHE B BUJE DJIEKTPOHHOIO JOKYMEHTa ¢ MCIONb30BaHMeM EamHOro mopraina,
cucteMbl «OHO OKHO» 00 UCIpaBIEeHHH TaKHX ONEYATOK U (MJIH) OLIUOOK.

63. OTBeTCTBEHHBII UCIIONHUTENb, HA3HAYECHHBIN HAaualbHUKOM OT/ieNia, B TEUSHHE
1 paboyero AHA CO JHA IOCTYIUIEHHS COOTBETCTBYIOIIETO 3asBIICHUS IPOBOIUT
IPOBEPKY YKa3aHHBIX B 3asBJICHUU CBEACHUI.

64. B ciiy4ae BbIsABJICHUS JONMYIIEHHBIX ONEYATOK U (MIH) OLIMOOK OTBETCTBEHHBII
HCIIOJIHUTEIb OCYILECTBISET UCIIPAaBICHHE TAKUX OMeYaToK U (WiK) OHOOK B CPOK, HE
OpeBBINIAIOIIMH 5 pabounx paHell cO [OHA TIOCTYIUIEHHS B MHHHCTEPCTBO
COOTBETCTBYIOLIEr0 3asBIEHUS B ¢opMe SIEKTPOHHOIO IOKYMEHTa II0CPEACTBOM
EnuHoro noprana, cucreMsl «OITHO OKHOY.

65. KpurepueM mpHHATHS pellleHHA MO agMHHUCTPATUBHON NpolLeAaype SABIAETCS
HaJIH4Me WM OTCYTCTBHE ONEYaTOK M (WIH) OUIMOOK B 3aKIIOUEHUH (pa3pelnTelbHOM
JTOKYMEHTE).

66. Pe3ynpraroM aAMMHUCTPAaTHUBHON IIPOLEAypHl SABIAETCS HCIpaBICHHE
onedyarky M (Win) olMOOK B BEIAAHHBIX JOKYMEHTAX.

67. CnocoboM ¢ukcallMd agMUHHUCTPATUBHON NpoOLENYphl ABJISETCS BHECCHHE
UHpOpPMaLMH B peecTp BBIJAHHBIX 3aKIIOYEHUH, pelneHuit o6 OTka3e B Bblade
3aKJIFOYCHMUI.

Oco0eHHOCTH BbLINOJHEHHS] AIMHAHHCTPATHBHBIX Npoueayp (aeiicTBui)
B 2JIEKTPOHHOI dopme

68. dopmMupoBaHHe 3asiBIEHHS B OJEKTPOHHOH (QopMe ocyiecTBIsSeTCs
3afBHTEJIEM TIOCPEJICTBOM 3anonHeHHs Ha ExuHoM moprane, B cucteMe «OJHO OKHO»
€ro 3EKTPOHHOM GOpMEI ¥ IIPUKPEIUICHHS K HEMY 3I€KTPOHHBIX 06pa30B JOKYMEHTOB,
HOANKMCAHHBIX YCHJIEHHONW KBaIM(UIMPOBAaHHON 3JIEKTPOHHOM IOANMHUCHIO, Oe3
HeOOXOIUMOCTH JONOIHUTEIIHHOM [To/1auy 3asBJIeHNUS B BUJle JOKyMEHTa Ha OyMaKHOM
HOCHUTeJe.

69. ®opmaTHO-JIorH4ecKass IpoBepka CHOpPMHUPOBAHHOrO  3asBICHHA B
3JIEKTPOHHON (hopMe OCYILECTBIAETCS aBTOMATH4YECKH II0CIIE 3allOJHEHHUS 3asBUTEIIEM
Ka)XI0ro M3 rojyieii Takoro 3asBieHus. [Ipy BBIABIIEHHMM HEKOPPEKTHO 3allOJHEHHOIO
HOJIA 3afABJIEHHSA B OJIEKTPOHHOM (QopMe 3asiBUTENb YBEAOMISIETCS O XapakTepe
BBISIBIIEHHON OIIMOKM M MOpSAKE €€ YCTpaHEHHsS NOCPEACTBOM HH(OPMALVIOHHOIO
COOGIIEHHS HEIIOCPEACTBEHHO B 3JICKTPOHHOU (hOopMe 3asiBIECHHS.

70. Ipu dpopMupoBaHUH 3asBICHUS B DJIEKTPOHHOH (hopMe nocpeactsom EauHoro
nopraia, cucreMsl «OTHO OKHO» 3asBUTEIIO 0OecneynBaeTcs:

1) BO3MOXKHOCTH KOTIMPOBaHMS M COXpPAaHEHHs 3asBIIEHUS B SJIEKTPOHHOH dopMe H
MIPUKPEIUIEHHBIX K HEMY 3JIEKTPOHHBIX 00pa3oB JOKYMEHTOB;

2) BO3MOXHOCTb M€YaTH HAa OyMa)KHOM HOCHTENlEe KOMHH 3asABICHUS B
3JIEKTPOHHOH dopme;
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3) coxpaHeHMe paHee BBEJECHHBIX B IEKTPOHHYIO (OpMY 3asBIICHHA 3HAYCHHH B
Mo00i MOMEHT O XKeJIJaHUIO TOJIb30BaTeNd, B TOM YKC/e NPH BOSHUKHOBEHHH OIIMOOK
BBOJZIa U BO3BpaTe I MOBTOPHOI'O BBOJIA 3HAYEHUI B 3JIEKTPOHHYIO (OpMY 3asBJICHHS;

4) 3anonHeHue noJyeil 3MeKTPOHHON (POPMBI 3asBJISHUS 4O HaYaja BBOAA CBEACHHH
3agBUTENIEM C HCIIONB30BaHWEM CBEJIeHHH, pa3MenieHHBX B  (¢enepaitbHOM
rocyiapcTBeHHo# uHpopManuoHHON cucteMe «EauHas cucreMa HACHTHQHKAIMH U
ayTeHTUQUKaumy B  UHPpacTpyKkType, oOecrmeunBamomeid  HHGOPMALHOHHO-
TEXHOJIOTHYECKOE B3aUMOJICHCTBHE HH(OPMALMOHHBIX CHCTEM, HCIIONIB3YEMBIX IS
NpeOCTaBIEHUA TOCYAAPCTBEHHBIX W MYHHIIMIIAJIBHBIX YCIYT B 3JIEKTPOHHOM (hopme»
(manee — enuHas CHUCTeMa WIACHTU(PUKALIUM W ayTeHTH(PUKALKUU), M CBEICHHUH,
onybnukoBaHHBIX Ha EnuHOM rmopTanme, B 4acTH, Kacalollelcs CBEJCHHUH,
OTCYTCTBYIOLMX B €JMHOM cucTeMe UACHTH(OUKAIIUN U ayTeHTU(PHKAIIH;

5) BO3MOXHOCTb BEpHYThCA Ha JI000H W3 3TamoB 3alOJHEHHUS SJIEKTPOHHOI
¢dopMEI 3asBlIeHUA 0€3 oTepH, paHee BBEJCHHOW HHPOpMAIIHH,;

6) BO3MOXXHOCTH JOCTyNa 3asBUTENS C HCHONB30BaHWEM EnauHoro moprana,
cucreMbl «OHO OKHO» K paHee NMOJaHHBIM UM 3asBIIEHUSAM B T€UCHHE HE MEHee OTHOTO
rofia, a TaKXe YacTUIHO cOPMHPOBAHHBIX 3asBJICHHUI B TeUeHUE HE MeHee 3 MeCHLEB.

71. ChopmupoBaHHOE 3asiBIIEHHE B 3JIEKTPOHHOH (popMe M NpUKpeIUIeHHbBIE K
HEMY DJJIEKTPOHHbIE O0pa3bl JOKYMEHTOB MOJMKCHIBAIOTCA 3asABUTENEM YCHJICHHOM
KBATH(QULIHPOBAHHOMN 3JIEKTPOHHOHW MOAIMHMCHI0O M HAIPABIAIOTCS B HH(POPMALMOHHYIO
cucreMy MuHucrepcTBa nocpenctsom Equnoro nopraina, cucreMsl «OZHO OKHOY.

72. MunucTepcTBO obecrieunBaeT NMpHEM 3asBIEHHS B DJIEKTPOHHOI ¢opMe U
NPUKPEIUVICHHBIX K HEMY DJEeKTPOHHBIX O0pa3oB JOKyMEHTOB (3JIEKTPOHHBIX
OOKYMEHTOB) M WX perucTpauuio 0e3 HeoOXOAMMOCTH MOBTOPHOIO INpeACTaBICHUS
3asBHUTEJIEM TaKMX JOKYMEHTOB Ha OyMa)KHOM HOCHTEIIE.

73. Ymnara rocyJapCTBeHHOW NOLUIMHBI M (WIM) IUIAaTHl 32 NPEAOCTaBICHUE
roCyJapCTBEHHO} YCJIyTH He IpelyCMOTpEHa.

74. IlpuieM u peructpauus 3asBICHUSA B 3JICKTPOHHOH (opMe U NMPHKPEIUIEHHBIX K
HEMY OJJIEKTPOHHBIX 00pa3oB [OKYMEHTOB OCYILECTBISETCS B CPOK MU B NOpSAKe,
HpeayCMOTPEHHOM IMyHKTaMH 43-46 AZIMUHHCTPaTHBHOIO perjlaMeHTa.

75. IlpenocTaBineHne rocyAapCTBEHHOM yCIyrH HAYMHAETCS C MOMEHTA IIpHeMa U
peructpaiii MUHHCTEPCTBOM 3asBJIEHUS B 3JIEKTPOHHOH (popMe U NPUKPENIICHHBIX K
HEMY 3JIEKTPOHHBIX 00pa30B JOKYMEHTOB.

76. TlonydyeHue pe3ysbTaTa MPENOCTABICHUS IOCYJapCTBEHHOH yCIyru B opme
3JIEKTPOHHOT'O JOKYMEHTAa OCYIIECTBIISETCS 3asABUTENIEM C HCIONb30BAHUEM JIHYHOIO
Kkabudeta Ha EquHoMm moprane, B cucteme «OOHO OKHO» B TE€YEHHE CpOKa JEHCTBHSA
pe3ynbTaTta pelOCTaBIeHUs roCy JapCTBEHHON YCIIyTH.

77. 3asBHTeNnh HWMEET BO3MOXHOCTh IOJNy4YeHHs HHPOPMALMH O XOIE
IpeOoCTaBIIEHHs FOCY JAPCTBEHHON YCIIyTH.

HudopMaius 0 XoJe IMPeJOCTaBIeHUs ToCyAapCTBEHHON YCIyrd HamnpabjseTcs
3a4BUTEI0 B CpPOK, He mpeBBImalomui 1 paboumit fAeHb MOCIE 3aBEPIUCHHA
BBIIIOJIHEHHS COOTBETCTBYIOILETO JEHCTBHSA, C HCIOJNB30BaHHEM CpeAcTB ExunHoro
nopraina, cicreMsl «OHO OKHO».

IMpy MpemoCTaBIEHMH TOCYJAPCTBEHHOM YCIYIM B OJIEKTpPOHHOH ¢dopme
3asIBUTEIIIO HANPaBJIAIOTCS |
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1) yBenomiieHHe O IIpHEMe B PEeTHCTPALMY 3aIIpoca;

2) yBejoMIIeHHE O MOTHBHPOBAaHHOM OTKa3e B IIPHEME 3arpoca;

3) yBemoMieHHME O pe3yJibTaTaX PpPacCMOTPEHHS HalpaBleHHBIX JOKyMEHTOB,
HeOOXOMUMBIX JUISl MPENOCTABJIEHHs NOCY IapCTBEHHOH yCIyIH;

4) yBemomiieHHE O BO3MOXHOCTH [MOJyYHTh peE3YyJIbTaT NPENOCTaBICHUA
roCyJlapCTBEHHOM YCIIyTH;

5) yBenoMieHne 0 MOTUBUPOBAHHOM OTKa3e B IIPEAOCTABICHUH YCIYTH.

78. 3asBUTEND MONy4aeT pe3yJbTaT MPEAOCTABICHHUS IrOCyJapCTBEHHON YCIYrH B
¢dopMe DIIEKTPOHHOTO JOKyMEHTa, MOANMCAHHOTO YCHJICHHOHN KBalIU(pUIUPOBaHHOM
3JIEKTPOHHOH MTONKCEI0, C UCHOJNB30BaHUEM JTHYHOro KabuHeTa Ha Exunom noprane, B
cucreme «OQHO OKHOY.

IV. ®opMbl KOHTPOJIA 32 IPEAOCTABJICHHEM
rocyAapcTBEeHHOH YCJIYyIH

IHopsaaok ocyliecTBIeHHS TEKYLIEro KOHTPOJs 32 co0JII0feHHeM
H HCNOJIHEHHEM OTBeTCTBEHHbIMH AO/KHOCTHBIMH JIMIIAMH NOJIOKeHH i
AIMHHHCTPATHBHOIO pPerjaMeHTa H HHbIX HOPMAaTHBHbBIX NPaBOBbIX
AKTOB, YCTAHABJIHBAIOLIHX TPeGOBaHHSA K NPeJOCTABJICHHIO
roCyAapCcTBeHHO#H yCJIYrH, a TaK»XKe NPUHATHEM HMH pellieHH i

79. Tekymuii KOHTpONb 3a COOMIOJEHHEM MOCIEJOBATENbHOCTH JEHCTBHIA,
OMpeleNeHHbIX  aJMHHHUCTPAaTHBHBIMH  MNpOLEAypaMH IO  MIPEJOCTaBJICHHIO
rOCyIapCTBEHHOM YCIIyTH, OCYILECTBISAETCA PyKOBOJUTENEM U JODKHOCTHEIMH JIMLIAMHU
MHUHHCTEPCTBAa, OTBETCTBEHHBIMH 3a OpraHu3aluio paboThl MO INPeJOCTABICHHIO
rOCYAapCTBEHHOH YCIYTH, IyTeM MpPOBEJECHUS MPOBEPOK COOMIONCHHMA H HCIOJHECHHS
OTBETCTBEHHBIMH HCIIOJHHUTENSIMU IOJIOKEHUH AJMHMHHCTPAaTHBHOIO DErIaMEHTa,
HHBIX HOPMAaTHBHBIX IIpaBOBBIX akToB Poccuiickoii ®enepauuu, a Taike INpH
IPOBEJIeHUN BHYTPEHHETO ayauTa Ppe3yJIbTATHBHOCTH NPEIOCTaBIICHUA
rOCyAapCTBEHHOH YCIyTH (iaiee — IPOBEPKa).

80. IlpoBepku NONHOTHI M Ka4yeCTBa IMPENOCTABICHHs IOCYIapPCTBEHHOH YCIIYyTH
BKJIIOYAIOT B ce0sl MPOBEICHNE NIPOBEPOK, BHIABICHHE H YCTPAaHEHHE HApYLICHHH MpaB
3asBUTEJIEH, pACCMOTpPEHHE, TIPUHATHE PEIEHHI U MOArOTOBKY OTBETOB Ha OOpalleHHs
3agBUTENeM, colepxkamide JKanoObl Ha jelicTBusa (6e3meificTBHE) U pELICHHS
JMOJDKHOCTHBIX ~ JIMII  MWUHHCTepCTBa, OTBETCTBEHHBIX 3a  IPENOCTaBJICHHE
rocylapCTBEHHOM! YCITyTH.

ITopsaox H NEPHOAHYHOCTH OCYIECTBJICHHS MJAHOBBIX
H BHEILIAHOBBIX MPOBEPOK MOJHOTHI H Ka4eCTBAa NPe0CTaBJICHHS
rocy1apCTBEHHOM YCIyrH, B TOM YHcJ/Ie NOPAJ0K H (pOPMbI KOHTPOJIS 32 MOJTHOTOM
H Ka4eCTBOM IPe0CTaABJIeHHS FOCyAapCTBEHHOM yCJIyr '

81. IlpoBesicHHE IUIAHOBBIX M BHEIUIAHOBBIX IPOBEPOK OCYILECTBIAETCS B LENAX
BBEIABJICHMS HApYyLICHH# MOpsAKa IPENOCTaBIECHHS TOCYJapCTBEHHOM YCIYI'W, B TOM
Yycie CBOEBPEMEHHOCTH M IIONHOTBI PAcCMOTPEHMsl OOpallleHHH 3asBUTEINEH,
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000CHOBAaHHOCTH U 3aKOHHOCTH IIPUHATHS 10 HUM PELIICHHU.

82. IlnaHoBeIe MPOBEPKH MOMHOTH M Ka4eCTBA MPEAOCTABIECHUS TOCYAapCTBEHHOH
YCIYrd TPOBOJATCH YIMOJHOMOYEHHBIMH JOJDKHOCTHBIMH JIMIIaMH MUHHCTEpCTBA He
pexe 1 pasa B rog,.

83. ExxeronubIii miiaH MPOBEPOK YCTaHABIUBAETCA pyKoBoauTeneM MuHHCTEpCTBA.

84. DBwHeruiaHoBBlE TPOBEPKM TOJHOTBI M  KauyecTBa IPeAOCTaBJICHUS
rOCYAapCTBEHHOH YCIYT'd MPOBOJATCA CTPYKTYpPHBIM NoApaszesieHueM MHHHCTEPCTBa,
OCYILECTBJIAIOIIAM TOCYHAapCTBEHHYIO YCIYTy, C YYacTHEM YIIOJIHOMOYEHHBIX
IOO/DKHOCTHBIX JIMII IoApasfeneHuit MHHHCTepCTBa MO KOHKPETHOMY OOpallleHHIO
(xaro6e) rpaxiaH Wik IOpHARYECKHX JIMIL Ha pelleHus Win aekictBus (6e3neiicTaue)
OOJDKHOCTHBIX JIML, MMHHCTEPCTBA, NPUHATHIE WM OCYILIECTBICHHBlE B XOJe
HpeOCTaBICHHS TOCYAapCTBEHHOH YCIYTH.

85. Pesynbrarel mpoBepkH opopMIAIOTCS B (GopMe aKTa M NOANMCHIBAIOTCA
YNOJTHOMOYEHHBIMH AOJDKHOCTHBIMHU JIMLIaMH MHUHUCTEPCTBA.

OTBeTcTBEHHOCTDb JO/KHOCTHBIX JHIl MHHHCTEpPCTBA 32 pelIeHus
H AelicTBus (Oe3gelicTBHE), IPpHHHMAaeMble (OCyLIeCTB/sIEMble) HMH
B X0/ie NPEAOCTABJ/IEHHS IOCYAapCTBEHHOH YCIYIH

86. IlepcoHayibHasi OTBETCTBEHHOCTh JO/DKHOCTHBIX 1MLl MuHHCTepcTBa 3a
IpPeAOCTaBICHUE TOCYAapCTBEHHOW YCIYTH 3aKpeluiieTcs B MX JOJDKHOCTHBIX
periiaMeHTax B COOTBETCTBMH C TpeOoBaHMSAMHM 3aKoHOzaTelbcTBa Poccuiickoi

Depepanym.
87. MWcnonHurenh, OTBETCTBEHHBIH 3a OCYLLECTBIICHHE COOTBETCTBYIOLIMX
aMUHUCTPATHUBHBIX  mOpouelyp  AJMHHUCTPATHBHOIO  perjaMeHTa,  Hecer

[IEPCOHAIILHYIO OTBETCTBEHHOCTbD 3a:

1) COOTBETCTBHE pe3yJbTATOB pPACCMOTPEHHS JOKYMEHTOB, IIpPEICTaBICHHBIX
3asBUTENEM, TpeboBaHMsAM 3aKkoHOAaTeNbCTBA Poccuiickoit Penepanun;

2) cobmoieHre CPOKOB U NOPS/IKa IpHEeMa JOKYMEHTOB;

3) cobmopeHue NOpAaKa, B TOM YUC/E CPOKOB IIPeOCTaBICHUA rOCyAapCTBEHHOM
YCIIyTH.

Ion0keHus1, XapaKkTepH3yomue TPeGOBAHUSA K NOPAAKY
H popMaM KOHTPOJIA 32 NPeOCTABJIEHHEM rOCYy1apCTBEHHOMH
YCJOYrH, B TOM YHCJIE CO CTOPOHBI FPaXKAaH,
uX o0beANHEeHHH H OpranH3aunii

88. I'paxxpane, UX OOBEJUHEHUS W OPTraHU3aLUH MOTYT (BIpaBe) KOHTPOJIMPOBATH
NpeOCTaBIEHHE TOCYJAPCTBEHHOM YCIYTH IOCPEICTBOM MONTydeHHs HHGOpMAIUY 110
TeneOHy, OTBETOB Ha NHCEMEHHble OOpaleHHs, IO 3JIEKTPOHHOH IoYTe, Ha
obuIMansHOM caiite MuHHCTepcTBa, Yepe3 Enunblii noprain, cucteMy «OIHO OKHOY,
ApYTMMH 3aKOHHBIMH CIIocO6aMH.

V. HocyneOnblii (BHecyAeOHbI) MOPAJOK 00k 10BaHHS JeHCTBHS
pemiennii u AeiicrBuii (6e3geiictBusi) MUHHCTEPCTBA, 2 TAKKE
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AOJIZKHOCTHBLIX JIHIX MHH“CTepCTBa

HNndopmanus 11 3aHHTEepEeCOBAHHLIX JHI 00 HX NpaBe
Ha aocyaeOHoe (BHecyaeOHOe) 00kaioBaHHe el cTBHIi
(Oe3neiicTBUA) M (HJIM) peLIeHHil, NPHHATHIX (OCYLIECTBICHHBIX)
B X0J€ NPeAOCTaBJ/ICHHS FOCYyAaPCTBEHHOH YCIyrH
(manee — xanoba)

89. 3auHTepecoBaHHbIE JIMIla BrpaBe oOkajoBaTh AelcTBUSA (Oe3neiicTBHUE)
JOJDKHOCTHBIX JIMII MHHUCTEPCTBA U peIleHHs, NPUHATHIE (OCYLIECTBIIEMbIE) UMH B
XoJle TpefOoCTaBlIeHHs TIOCYAAapCTBEHHOH YCIyrH, B JocyAeOHOM (BHecyaeGHOM)
HOpsIKE.

90. 3amHTepeCcOBaHHBIM JIMIAaM O00ECHeYMBAETCS BO3MOXHOCTH HAaIlpaBJICHUS
anoOBl Ha pelleHus, aeiicTBus mwiu Oe3aeiicTBie MUHUCTEPCTBA, JOIDKHOCTHOTO JIMLA
MuHHCTEpCTBA B COOTBETCTBHM CcO cTatbel 11.2 @epepanpHOro 3akoHa
or 27 wmona 2010 r. Ne 210-®3 u B nopsiiKe, YCTAaHOBICHHOM IIOCTaHOBJIEHHEM
[TpaButensctBa Poccuiickoit ®emepanuu ot 20 HOosOps 2012 r. Ne 1198 «O
¢denepabHONM TOCyAapCTBEHHOH HH(GOPMAILMOHHON cUCTeMe, olecneuuBaromieii
npouecc JocynebHoro (BHecyneOHOro) oOXajioBaHHA pelIEHHH © JeiCcTBHH
(Oe3neiicTBUA), COBEpLIEHHBIX MpH  MPEJOCTAaBICHUHM TOCYJApCTBEHHBIX U
MYHHLIMNAJIBHBIX ycuayr» (nanee — mnocranoBieHne IIpaBurenbcTBa Poccuiickoit
®enepamun Ne 1198)°. ‘

91. 3auHTepecOBaHHBIE JHI@a MOTYT OOpaTUThCA ¢ XanoOoi, B TOM dYHC]IE B
CIIeyIOIIMX CIIy4asx:

1) HapylIeHUEe CpOKa perucTpaluy 3asBICHHUS;

2) HapyIlIeHHe CPOKa NMPENOCTaBIEHU FOCy AapCTBEHHOM YCIIyTH;

3) TpeGoBaHHe MpPEICTABICHUS 3asBHTEIEM JOKYMEHTOB, HE NPEAyCMOTPEHHBIX
HOPMaTHBHBIMH MNpaBOBEIMH akTamu Poccuiickoii @enepauuu s NpeAOCTaBICHUA
roCyJapCTBEHHOM YCIIyIH;

4) oTka3 B INpuUeMe J[AOKYMEHTOB, IpPEACTaBICHHE KOTOPBIX MpPeIyCMOTPEHO
HOPMAaTHBHBIMH IIPaBOBBIMH akTaMu Poccuiickoil @exepaiuu s NMpeJOCTaBICHHUS
roCyAapCTBEHHOH YCITYTH;

5) oTKa3 B NpefOCTaBIE€HUH IrOCYJapCTBEHHO! yCIIyTH, €CJIH OCHOBAHHS OTKa3a HeE
IIpeAyCMOTpEHbl (pefiepalbHBIME 3aKOHaMHM M TPHHATHIME B COOTBETCTBHH C HHMH
HMHBIMY HOPMaTUBHBEIMH NpaBOBbIMH akTamH Poccuiickoit ®@enepanyu;

'6) TpeGoBaHHE BHECEHHs 3afBHTENEM IIPH IPENOCTABIEHHAH TOCYNapPCTBEHHOM
YCIIyTH ILIaThl, He IIPeyCMOTPEHHOH HOPMAaTHBHBIMH IIPaBOBBIMU aKTaMu PoccHiCKoii
®denepauuy;

7) OTKa3 JOJDKHOCTHBIX JIMI] B UCTpaBlIieHHH JOMYyIIeHHBIX ONEYaToK U OIKOOK B
3anpamrBacMbIX CBEICHHUSX; '

8) HapylleHWe CpoKa HJIM TMOpAAKa BBAAYM JOKYMEHTOB II0 pe3ylbTaraM
IIPeOCTABIICHUS TOCYAApCTBEHHOMN WM MyHHLIMIIAILHOM YCIIyTH;

9) nprOCTaHOBJIEHUE NIPEAOCTABIIEHHS ITOCYAapCTBEHHOMN YCIIyTH, €CIM OCHOBAaHHUA

5 Cobpanwe 3akoHozarenbcta Poccuiickoit denepamnn, 2012, Ne 48, c1. 6706; 2018, Ne 49, cr. 7600.
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NPUOCTAHOBIEHUS He NpPEeAyCMOTpPeHbl (efepalbHBIMH 3aKOHAMH W TMPHHATHIMH B
COOTBETCTBUH C HHUMHU HHBIMH HOPMAaTHBHBHIMH IIPaBOBBHIMH akTamMu Poccuiickoit
Denepaliyu.

Opransbi rocyaapcTBeHHO#H BJIACTH, OPraHH3alHH H YIIOJTHOMOY€EHHBIE
HA paccMOTPeHHe KaJI00bl JIN1A, KOTOPLIM MOKET ObITh HANPaBJIeHA
’ka/100a 3asiBUTeE /IS B JOCYAeOHOM (BHecyAeOHOM) nopsiake

92. B ciyuae oOxanoBaHus nAedcTBuii (Oe3meiicTBUSA) NOMKHOCTHOTO JIHIIA
CTPYKTYpPHOTO Hojpa3zeneHuss MuHHcTepeTBa xainoba nmogaercs Ha HMSA PyKOBOIUTEIS
COOTBETCTBYIOLIETO CTPYKTYPHOTO Nojipa3ieieHuss MUHHCTEpCTBA. _

B cnyudae oGxamoBanus nedictBuit (6e3neficTBUA) PYKOBOOUTENS CTPYKTYPHOrO
nonpasaeneHuss MunucrepcTBa kajnoba MmojaeTcd Ha HUMS 3aMeCTHUTeNd MHHHCTpa
3apaBooxpaHeHus Poccuiickoit ®enepanuy, KypUpYyIOLIEro IJaHHOE CTPYKTYpHOE
nojpasfeiieHie B COOTBETCTBHH C pacmpefielieHHeM 00S3aHHOCTeH, YCTaHOBJIEHHBIM
npuka3oM MuHucTepcTBa.

Xanoba Ha peiictBus (Oe3neiicTBue) 3amecTuTens MHHHCTpa 34paBOOXpAaHEHHS
Poccuiickoyt @enepanuu noaaercs Ha UM MuHucTpa 31paBooxpaHeHus Poccuiickoi
®denepanny.

Cnoco6b1 HHpOpMHUpOBaHHS 3asiBATEJIEH 0 NopsAKe noxa4yx
H pacCMOTPeHUS xaj00bl, B TOM 4Hc/ie ¢ Henoab3oBanneM Equnoro
MOPTAJIa roCYyAAPCTBEHHLIX H MYHHIHNANbHBIX YCJIYT (pyHKIMi)

93. HnbopMupoBaHHE 3aUHTEPECOBAHHBIX JIMII O MOpANKE IOJAYH JKAIOOBI
OCYLIECTBIISIETCS Ha OoduIaibHOM caiite MunucrepcrBa, Ha ExuHoM moprane u B
cucreMe «OIHO OKHOY.

ITepeyeHb HOPMATHBHBIX PABOBLIX AKTOB, PEryJTHPYIONHUX NOPSAAOK
aocynedHoro (BHecyaeOHOro) 00:xaioBaHHs pellleHHH H AelicTBUH
(0e3aeiicTBua) MuHHCTEPCTBA, 2 TAKIKE €r0 J0J2KHOCTHBIX JIHIL

94. OrtHolIeHUs, BO3HUKAOIME B CBA3U C JOCYJeOHBIM (BHeCyJeOHBIM)
oOxanoBanueM pemeHuii u JelicTBuli (Oe3peiicTBuss) MuUHHCTEpPCTBA, a Takke
JOJDKHOCTHBIX JIHL MHHHCTEPCTBA PETYNHPYIOTCS CIEAYIOIIMMH HOPMaTHBHBIMH
TPaBOBBIMM aKTAMH:

1) ®enepanbubiM 3akoHOM oT 27 uroins 2010 r. Ne 210-@3;

2) nocraHoBieHneM IIpaButensctBa Poccuiickoit ®Dexnepammu ot 16 asrycra
2012 r. Ne 840 «O mopsigxe mofa4du U pacCMOTPEHHMS Kallob Ha pelleHus U ACHCTBHSA
(GezneiicTBre) denepadbHBIX OPraHOB HMCIOJHHUTENBHOM BIACTH M MX JO/DKHOCTHEIX
aun,  QenepalbHBIX  TOCYAApCTBEHHBIX  CHOYXAIUX,  JO/DKHOCTHBIX  JIMIL
rocy1apCTBEHHBIX BHEOIO/KETHBIX ¢onmoB . Poccuiickoit ®Denepauuy,
rOCYIapCTBEHHBIX KOpMOpaluii, HAJEeNeHHBIX B COOTBETCTBHHU C (eAepalbHbIMU
3aKOHAMH  TOJTHOMOYMSIMH [0 MpPEAOCTABICHHUIO TOCYJAapCTBEHHBIX YCIyr B
YCTAHOBIIEHHOH cgepe IEeATENBHOCTH, M HX [JO/DKHOCTHBIX JIMIL, OpraHH3allHid,
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NpeIycMOTPEeHHBIX 4acThio 1.1 crateu 16 @enepanbHoro 3akoHa «O0 opraHU3alUH
IPeOCTaBIEHHs I'OCYJapCTBEHHBIX M MYHHLUIIAIBHBEIX YCIYr», H UX paOOTHHKOB, a
TAK)K€ MHOTOQYHKIMOHANBHBIX IIEHTPOB TMPENOCTaBIIeHWs TOCYAapCTBEHHBIX U
MyHHIHMIAIBHEIX YCIYT M MX paGOTHHKOBY ;

3) nocranosnenuneM [IpaBurenscTBa Poccuiickoit @eneparuu Ne 1198.

95. TlepeyeHb HOPMATHBHBIX TIPABOBBIX aKTOB, PpETYIHPYIOIIUX TMOPAAOK
nocyaebHoro (BHecyneOHOro) ob)kanoBaHMs pelleHHMH W AeiicTBuil (Oe3neiicTBus)
MuHHCTEPCTBa, a TAKKE ero JODKHOCTHBIX JIUII, pa3MellaeTcs Ha O(pUIMaTEHOM caiite
Munuctepcra B cetn «HTepHET», B (penepansHOM peectpe, Ha EnuHoM mopraine u B
cucteme «OIHO OKHOY.

HNudopManus, ykazaHHas B HACTOSIIEM pasfielie, pa3MelaeTcsi Ha O(UIIMaTbEHOM
caiite MunucrepctBa B cetu «WHTepHeT», Ha EauHoM nopTtane, B ¢enepaibHOM
peectpe U B cucreMe «OIHO OKHO».

MuHucTepcTBO ofecneynBaeT pasMeIleHHe W aKTyalu3alldio CBENEeHWH B
COOTBETCTBYIOIIEM pasziesie GpeaepaabHOro peecTpa.

6 Co6panye 3akoHoAaTebcTBA Poccuiickoii Pepepanuy, 2012, N 35, ct. 4829; 2018, N 25, cT. 3696.
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IIpnnoxxenne Ne 1
K AZIIMUHHUCTPAaTHBHOMY PETJIAMEHTY
MunucTepcTBa 3ApaBOOXpaHEHHS
Poccuiickoii @enepanuu mo npeaoCcTaBICHAIO
rOCYAapCTBEHHO# YCIIYTH I10 BBITade
3aK/IIOYCHUH (pa3peiiHTENbHBIX JOKYMEHTOB)
Ha BB03 B Poccuiickyio @enepauuro u BEIBO3
3a npezieitsl Poccuiickoit @eepanny GHONOTHYECKUX
MaTepHaJIOB, NOTyYE€HHBIX IIPH POBEACHUH
KJIMHHYECKOTO HCCIIEAOBAHNUS JIEKAPCTBEHHOTO
Ipernapara A MEAULUHCKOrO IPUMEHEHUS,
YTBEPXIEHHOMY IpHKa3oM MHUHUCTEPCTBA
3ipaBooxXpaHenus Poccuiickoi CDe;:[epaan

OT « &’éL% C’/r NO:?/ »

®opma

3asBieHne 0 BBO3€ (BbIBO3€) OHONIOTHYECKUX
MaTEpUANIOB, IIOJTY4YE€HHBIX IPU NPOBEACHUHN KIMHUYECKOTO
UCCIIeIOBaHM JIEKapCTBEHHOTO IpenapaTa
IUT MEIULIUHCKOTO NPUMEHEHUS

oT 20 1. Ne

3agBUTEND

(HauMeHOBaHUe 3agBUTEIIS)

Tpolry npeaoCTaBUTh 3aKFOUeHHE (Pa3peIIuTeNbHbIA JOKYMEHT)
Ha BBO3 (BBIBO3) OHOJIOTUYECKUX MAaTEPHAIIOB

(B BBO3MMOTO (BBIBO3EMOT0) GHOJIOTHIECKOr0 MaTEpPHAa, KOJIMICCTBO €IUHHII
KaXIOro BUJa BBO3UMOTO (BHIBO3HMOT0) OHOJIOTHIECKOTO MaTepyaia, BUJ YIaKOBKH

VTS KOKZOTO BH/A BBO3HMOTO (BBIBO3HMOr0) GHONOTHYECKOro MaTepHasa)

MOJYYCHHBIX NpPH IPOBCACHUHU KIHMHHAYECKOro HCCICHOBAHU JICKapCTBCHHOT'O
npenapara 4yt MEAUIUHCKOTO IIPUMEHCHHUA

(HaMMeHOBaHHE JIEKAPCTBEHHOTO IperiapaTa /i MEAHIIMHCKOrO IPUMEHEHHS)

NpoBOAUMOrO Ha OCHOBAaHHUH pPaspClICHUA MI/IHHCTepCTBa 3ApaBOOXpPaHCHUA




.
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Poccuiickoit deneparuu oT No II0 MPOTOKOJIY KIMHUYECKOIO
HCCIJIEIOBAHU JIEKAPCTBEHHOTr'0 Ipenapara Jijisi MEAULIMHCKOTO IPUMEHEHHUS:
Ne

(HOMep H HAUMCHOBAHHUEC IIPOTOKOJIA KIIMHHYCCKOI'O UCCIICAOBaAHH A
JICKAPCTBCHHOI'O IIperiapara JA1d MEAUIUHCKOTO IIpI/IMCHeHI/Iﬂ)

(cpoxu mpoBeeHHA KIIMHUIECKOTO HCCIICA0BaHHS JICKAPCTBEHHOTO TIpenapara
JUISL MEMLITHCKOTO IPHMEHEHHS)

ITens BBO3a (BBIBO3a) OMOJOTHYECKHX MAaTEPHAJIOB, MOJYYEHHBIX Y IIPOBEACHUHU
KIMHUYECKOTO HCCIIEIOBAaHMS JICKapCTBEHHOIO Iperapara JUisi MeIUMIMHCKOIro
[IpUMEHEHUS:

MecTo HaxoX[eHHs U TOJHOe HAaWMEHOBAaHUE OPTaHHU3allUH, B aJipec KOTOPOi
IUTAHUPYETCSl OCYIIECTBIIATH BBO3 (BBIBO3) OMOJIOrHYECKNX MAaTEPUAJIOB, IIOIYyYEHHBIX
IIpA NPOBEACHUH KIMHUYECKOrO0 HCCIIEOBaHHS JIEKApCTBEHHOIO Ipernapara JUisd
MEIUIUHCKOTO PUMEHCHHS:

Ynoi1HOMOYEHHOE JIULIO

(HOIDKHOCTB, paMHIHs, UM, OTYECTBO (IIPH HAJIMYHH), HOIIHNCH)

Mecro neyatu
(ipy HaNM9MA)
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[Tpunoxenune Ne 2
K AZIMUHHCTPAaTUBHOMY PETJIAMEHTY
MunncrepcTBa 3ApaBOOXpaHEHUS
Poccuiickoit ®denepanuu no npeaocTaBIeHHIO
rOCYJapCTBEHHOM YCIIYTH 110 BhIJIaue
3aKJIIOYEHHUH (pa3pelIMTENbHBIX JOKYMEHTOB)
Ha BBO3 B Poccuiickyro @enepanuio U BbIBO3
3a npeaensl Poccuiickoit Oenepanun OUONOTHYECKUX
MaTEpHAJIOB, OJIyYCHHBIX IIpH NPOBEJCHUH
KJIMTHU9ECKOTO HCCIIEAOBaHUS JIEKAPCTBEHHOTO
Ipenapara i MEJULMHCKOTO IPUMEHEHMUS,
YTBEP)KACHHOMY IIpHKa30M MHEHHUCTEpCTBa
3npaBooxpaHeHus Poccutickoit Oenepanuu

or« £8 » Mopma r.Ne 1L M
4y

®opma

3anpoc o NpeIOCTaBICHUH CBeJeHUI 0 KOHKPETHOM 3aKJIIOUEHHH
(pa3pemuTensHOM JOKYMEHTE) Ha BBO3 (BBIBO3) GHOJIOTHYECKUX MaTEPHAIIOB,
II0JIyYEHHBIX IPY NPOBEACHUU KIMHUYECKOTO UCCIENOBAHUS JIEKaPCTBEHHOI'O
npemnapara A MEIUIIUHCKOTO IPUMEHECHHUS

ITpory npemocTaBuTh U3 peecTpa BBIAAHHBIX 3aKIIOYCHHH, PemeHHH 06
OTKa3e B BbiJjaue 3aKJIFOUEHMi CBEI€HUs B OTHOILIEHHH

(YKa3BIBAIOTCS CBEAECHHS O 3aKJIIOUECHHH (Pa3peLInTenb-HOM JOKYMEHTE) Ha BBO3 (BBIBO3)
OGUOJIOrUYECKHX MATEPHAIIOB, TOTYYEHHBIX TIPY NIPOBEACHUH KIMHAYECKOrO HCCIIeIOBAHHUs
NIEKapCTBEHHOTO TIperapara Ui MEAHUIMHCKOTO IPUMEHEHHUS)

1 |3asBuTens - OPUAUYECKOE JIULIO:

1.1 |IlonHoe HauMeHOBaHUE IOPUIUYECKOIO JIMIIA

1.2 |WnentudukanuoHHbIi HOMeEp
Hajoromarensmyka (MHH) wmm  ocHOBHOM
rOCyAapCTBEHHBINl  PETUCTPALlMOHHBI  HOMEp
(OI'PH)

1.3 |TTouTOBEIii afpec IOPHIUIECKOro JIULA (TTOYTOBBIM
HHIEKC, HaMMeHoBaHMe cyObekTa Poccuiickoi
@®enepanyu, paiioHa, Tropoja, HaCEICHHOTO
IIYHKTa, YJIMLBI, HOMep AoMa (BiIafieHus), KopIyca
(cTpoenus), KBapTHPHI (0duca)
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2 |®amunusi, uMS, OTYECTBO (NMPH  HAJIMYHKH)
YTIOJTHOMOYEHHOT'O MPEICTaBUTEIS

2.1 |JlomXHOCTB YIIOJITHOMOUYEHHOIO IIPEeACTaBUTENA

2.2 | Axapec 3JIeKTPOHHOH MOYTHI

2.3 |[Homep xoHTakTHOro Ttenedona (ykasblBaeTcs C
KOZIOM MEXIYTOpOAHEH CBA3M) - MO JKEJIaHUIO
3asABUTEIIA

3 |Pa3pemieHue Ha MNpPOBEACHHE KIMHUYECKOTO
HCClieIoBaHAA (HOMep U J1aTa)

4 HaunmenoBanme JICKapCTBCHHOI0 Ipernapara Ijis
MCIHUIIMHCKOI0O NPpUMEHCHUSA

5 |Homep )54 HaMEHOBaHUE NPOTOKOJIA
KJIMHAYECKOI'o MCCIIEe{OBaHUSA

- YI0JTHOMOYEHHOE JIUIO

(mOMXHOCTH, QaMHITUS, UMS, OTIECTBO (IIPH HATHYHH)

(nara) (moamuCh)

MecTo neyatu
(npu HaNMAYUN)




