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MHUHUCTEPCTBO 31PABOOXPAHEHWH
POCCUMCKON O@®EJEPAIINHU

(Muun3apas Poccuu)

NPUKAS3
/@We;/amc/ LO2Tr. v ATEM

MockBa

O6 yTBep:KAeHHH AAMHHHCTPAaTHBHOIO perjiaMeHTa
MunucTepceTBa 3apaBooxpaHenns Poccuiickoii @enepaunu
0 NPeAOCTABJIEHHIO rocyJapcTBEHHOH YCJIyrH o Bblaade 3aKJII0YeHHH
(pa3spelmIMTeILHBIX JOKYMEHTOB) Ha BBO3 B Poccuiickyio @enepanuio 1 BbIBO3 H3
Poccuiickoii ®enepanun 6HOJTOTHIECKMX MaTepHAJIOB, NI0JIy1eHHBIX IPH
NpoBeleHNH KJIMHHYECKOT0 HCCIIe0BaHusl JIeKAPCTBEHHOr0 Npenapatra /s
MeIHIHHCKOT0 NPUMeHeHH s

B cooTBeTcTBMM ¢ myHKTOM 2 IpaBii BBo3a B Poccuiickyio Qenepaluio 1 BbIBO32
u3 Poccuiickoit ®emepanyii OHOJOTMYECKUX MAaTepHAJIOB, MOJyYECHHBIX TIpH
POBENEHUH  KIWHUYECKOTO  WCCIE/l0BaHMA  JIEKApCTBEHHOTO  Mpenapata 1S
MEIUIIMHCKOTO IPHMEHEHUS, YTBEPXKIEHHBIX IIOCTaHOBJICHUEM [TpaBUTENBECTBA
Poccuiickoit @eneparun ot 3 ceHtsops 2010 r. Ne 673 (Cobpanue 3aKOHOJATEIbCTBA
Poccuiickoit ®enepamuu, 2010, Ne 37, cr. 4688; OdunHaTbHBIM HHTEPHET-NOPTAT
npasoBoii madopmanuu (http://pravo.gov.ru), 2020, 22 nekabps Ne 0001202012220021)
u IlpaBunamu pa3paGoOTKM M YTBEPXKICHHMA aOMHUHHCTPATHBHBIX periaaMeHTOB
NpeOCTaBIEHNs] TOCYJAPCTBEHHBIX  YCIYT,  YTBEPXKACHHBIMH [TOCTAaHOBJIEHHEM
IMpaBurensctBa Poccuiickon ®enepanny OT 16 mas 2011 r. Ne 373 «O pa3paboTke U
YTBEpXKAEHHH aIMUHHCTPATUBHBIX DPErTAMEHTOB OCYIICCTBICHUA roCy1apCTBEHHOTO
KoHTponsa (Ham3opa) H  aJAMHHHCTPATMBHBIX  PErTIAMEHTOB MpeOCTaBICHHU
rocyfapcTBeHHbIX ycrayr» (CoOpanue 3aKOHOAATENBCTBA Poccuiickoit Penepanuy,
2011, Ne 22, c1. 3169; 2018, Ne 46, cr. 7050), ipuKa3bIBAIO:

1. VTBepauTh TpuUIaracMbii AIMVHHUCTPaTHBHBIA periaameHT MUHHCTEPCTBA
3npaBooxpaHenus Poccuiickodt @enepaid IO MPENOCTABICHUIO roCyIapCTBEHHOM
yCAyrM MO Bblfade 3aKmoueHnd  (pa3spelruTeNbHbIX JOKYMEHTOB) Ha BBO3 B
Poccuiickyto @enepalyio ¥ BbIBO3a H3 Poccuiicxoii Penepaiyi OHOIOTUIECKUX
MATEpPUATIOB, TIOJYYeHHBIX MPH TPOBSACHUH KIMHUYECKOIO HCCIICNOBAHMA JIEKapCTBEHHOTO




npemnapara 1y MEJUITTHCKOro MPUMEHEHHS.

2. Ilpm3HaTh yTpaTHUBIIUM CHJIy IIpuKa3 MuHHCTEPCTBA 3pPaBOOXPAHCHUSA
Poccuiickoit ®emepanu or 29 oktaops 2019 r. Ne 900 «O6 yTBepXKIEHHMH
AIMUHHCTPAaTHBHOTO perjiaMeHTa MHUHHCTEpCTBA 3ApaBooXpaHeHus Poccuiickon
demepanyd 10 MPEIOCTABIEHHIO T'OCYJAapCTBEHHOW YCIyTH IO BbLIade 3aKIIOYCHHH
(pa3peluTeNbHEIX JOKYMEHTOB) Ha BBO3 Ha Tepputopuio Poccuiickol Penepauun U
BBIBO3 3a Npeaensl Tepputopun Poccuiickoit @enepaiiyiv OMOJIOIMIECKHX MATEPHAIIOB,
MOJIyUeHHBIX IIpH MPOBEACHUHM KIMHHUYECKOIO HCCIENOBAHMA JIEKAPCTBEHHOIO
mpernapata A METUIIMHCKOTO TPUMEHeHHs» (3aperdCTpupoBaH MMHHCTEPCTBOM
toctunuu Poccuiickoit ®eneparuu 23 susaps 2020 1., perucTpalluoHHBIA Ne 57263).

3. Hacrosmuii mpuka3s BcTynaet B cuity ¢ 1 urons 2021 roga.

Munuctp M.A. Mypamiko

-




YTBEPXJEH
NpUKa3oM MUHHCTEPCTBA 34PaBOOXPAHEHUS
Poccuiickoit ®enepanuu

or /% waforn oy LG Ne /3 M

A/IMHHMCTPATHBHBIH perjiaMeHT
Munuctepcersa 3apaBooxpanennus Poceniickoil @eepaluu 1Mo npeaocTaBIeHHIO
rocyAapcTBEHHOi YCaAyru no Bbiiave 3aK/JII04eHHH (paspemuTe/bHbIX
AOKYMeHTOB) Ha BB03 B Poccuiickyio ®egepannio u BbiBo3 u3 Poccuiickoii
®epepannu 6HOJOrHYECKHX MaTePHAJIOB, MOJY4€HHBIX IPH NPOBEJEHHH
KJIHMHHYECKOr0 HCCJ/IeIOBAHHS JIEeKAPCTBEHHOIO Npenaparta AjJsi MeIHIHHCKOro
NpHMeHEeHHs

I. O0He mo10XKeHHS
IIpexmer peryiupoBaHusi ATIMHHHCTPATHBHOI'O PerjlaMeHTa

1. AIMHUHUCTpATHBHEIH periiaMeHT MUHHUCTepCcTBa 3ApaBooxpaHeHus: Poccuiickoi
Ddenepanuu (nanee — MUHHCTEPCTBO) MO IPEAOCTABIECHUIO IOCYAapPCTBEHHOM YCIIyIH
[0 BBHIIaue 3aKIIOUEHUM (paspeliuTeNbHBIX JOKYMEHTOB) Ha BBO3 B PoccHiickyro
depepanio u BBIB03 H3 Poccuiickoit ®Penepauuy OGHONOTHYECKUX MaTEPUAIIOB,
MOJYYEHHBIX IIpU MPOBEJEHUM KIMHHAYECKOrO HCCIEIOBaHUA JIEKapPCTBEHHOTO
npenapara Jjis MeIUIHHCKOTO PUMeHeHus (nayiee — AIMHHUCTPAaTHUBHBIN PErNIaMENT),
YCTaHABIMBAaeT CPOKM U TOCIEAOBATEIBHOCTh aIMHUHMCTPATHBHBIX IPOLETYD
(meiictBuii) MuHHCTEpCTBa B MpoOllecCe MPEAOCTaBICHHA TOCYAapCTBEHHOH YCIYTH,
MOPSIOK B3aUMOAEHCTBUA MEXIY CTPYKTYpPHBIMH INoJpa3fcieHHsMd MuHHCTEpCTBa,
€ro JOJDKHOCTHBIMH JIMIIAMH, a TaK)Ke B3auMOAEHCTBUSI MUHHUCTEPCTBA C 3aABUTENIAMH,
MHEIMM OpraHamMH rocyJapCTBEHHOH BJIAcTH M OpraHaMH MECTHOIO CaMoOyIIpaBiieHHS,
YUIpEeXICHUIMM M OpraHM3alWsMH B IpOIECCE NPENOCTABICHUA IOCYNapCTBEHHOH
YCIIyTH.

2. TocymapcTBeHHass yciayra IIpefOCTaBisieTCs B OTHOIIEHHWH OOpa3loB
OMOJIONMYECKUX MaTepHajioB YesioBeKka (00pa3iibl 6HONIOTHYECKUX KUAKOCTEH, TKAHEH,
CEKPETOB M MPOJYKTOB O KU3HEJEATENbHOCTH YeJOBeKa, (GH3HMOJIOTMYECKHe H
HATOJIOTUYECKUE  BBIAENAEHHS, Ma3Kd, COCKOOBI, CMBIBBl, MMKPOOPraHHM3MBEI,
OMOINCHIHBIN MaTepHai), MOJYyYeHHbIX NP NPOBEACHUH KIMHUYECKOTO HUCCIIETOBAHUA
JIEKapCTBEHHOTO Iperapara Uil MEJULUHCKOIO MPUMEHEHHS, BKIIOYEHHbIX B pasaen
2.21 Tlepeuns TOBapOB, B OTHOLIEHUH KOTOPHIX YCTAHOBJEH Pa3peIMTENbHBIH HOPAIOK
BBO3a HA TAMOXXECHHYIO TeppUTOpHvio EBpa3smiickoro S5KOHOMHYECKOro COroo3a U (MIiH)
BBIBO3a C TAMOXXEHHOM TeppuTOpuM EBpasmiickoro SKOHOMHYECKOTo COr03a (pelieHue
Konnernn EBpasmiickoii skoHOMMueckodl komuccuu oT 21 ampens 2015 r. Ne 30,
OduuuanbHeii caiiT EBpasuiickoro sxoHoMu4Yeckoro coosa http://www.eaeunion.org/,
22 anpens 2015 r., 11 oxta6ps 2019 r.).

3. TocymapcTeeHHas yciyra TNpefoCTaBiAeTcs IpH BBo3e B PoccHiicKyro
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@enepauuio U3 TPETHUX CTpaH U BBIBO3€ U3 Poccuiickoit @enepauun B TpETbU CTPaHBI
o0pa3noB OHOMOTHYECKHX MAaTepHUalioB 4eJOBeKa, MOMYYEHHBIX MpPH NPOBEIECHUH
KIHHUYECKOTO HCCJIEIOBAaHUSA JIEKAPCTBEHHOIO Mpenapara A MEAWIMHCKOTro
pUMeHeHHS (fajiee — BBO3 (BBIBO3) OHOJOTHYECKMX MaTepUaNoB), I UX U3y4EHHS B
Poccuiickoii @eneparuu 1 (unn) 3a npeaenamu Poccuiickoit deneparnum.

CBelleHUs U3 3aKIIOYEHHH MpeAOCTaBNAIOTCS MHUHUCTEPCTBOM B TaMOXXEHHBIC
OpraHbl B DJIEKTPOHHOM BHJE IIOCPEICTBOM HCIOJb30BAHUSA €IUHONM CHCTEMBI
MEXBEIOMCTBEHHOTr'O JIEKTPOHHOTO B3aUMOJICHCTBUS.

Kpyr 3aaBuTeJei

4, 3asBUTENAMH Ha TPENOCTAaBICHHE TOCYINApCTBEHHON yciuyrn (maimee —
3agBUTENIH) ABJIAIOTCS  CIEAYIOUIME  IOpUJMYECKHe JIMLA, OCYHIECTBISIOLIUE
OpraHU3aIMI0 MPOBEACHU KINHUYECKUX HCCIIENOBAHUI JICKapCTBEHHEBIX IIPENapaToB
1L MEAUIIMHCKOTO NPUMEHEHMs (ajee — KITMHUYECKOoe UCCIIeOBaHue):

1) pa3paboTYHK JIEKapPCTBEHHOTO Ipemnapara Ui MEAHULUHCKOrO MPYMEHEHHUS UITH
YIIOJIHOMOYEHHOE MM Ha OpPraHMU3alliio IPOBEAEHHS KIMHUYECKOTO MCCIIENOBaHHUA
IOPUIUYECKOE JIULO;

2) o6Gpa3oBarelibHOE yUpEKAEHHE BbICIIEr0 MpodheCCHOHATBHOIO 00pa3oBaHusA M
(unu) oOpasoBaTeNibHOE  YUpeXXAEHHE JONOJIHUTENBHOTO  MPO(ECCHOHAIBHOIO
00pa3oBaHus, JEATENBHOCTh KOTOPHIX IpEefyCMaTpHMBAaeT BO3MOXHOCTH Y4acTHs B
OpraHM3alliy MPOBEAEHNS WIH IPOBEACHHN KIMHUYECKUX UCCIIEN0BAHHUH,

3)  Hay4yHO-HCCIIE[OBAaTENbCKas  OpPraHu3alus,  JeATENbHOCTh  KOTOPOM
npeaycMaTPUBaeT BO3MOXKHOCTD y4acTHs B OPTaHU3aLUH NIPOBEJCHUS MM [IPOBEJCHUH
KIMHAYECKHUX HUCCIIEIOBaHUI. '

TpeboBanus K NOpPsAKY HH(POPMHPOBAHHSA O NPEAOCTABJICHHH
rocy1apcTBEHHOM yCayra

5. WudopMHpOBaHHE O TMOpsIKE IPENOCTaBICHHS TOCYAAPCTBEHHOH YCIYyIrH

OCYILIECTBIIAETCS:
Ha oduaIEHOM caiite MuHucTepcTBa B UH(POPMALIUOHHO-
TeJIEKOMMYHHUKaMOHHOW cetn «VHTepHeT» (majee — OQHUUIMAIBHBIA  CaWT

MuHucTepcTBa, ceth « AHTEpHETY);

Ha o(QUIHMAILHOM caiite B (eepalbHOM rocyfapcTBEHHOH HHGOPMaIMOHHOM
cucreMe «EAuHBIA mOpTAl rOCYyAapCTBEHHBIX M MYHHIMIANBHBIX YCoyr» (manee —
EnuHBIi opTan);

B (enepalbHOM rocyaapcrBeHHON MH(OPMANUOHHOH cHcTeMe «DenepanbHbIi
peecTp rocyaapCTBEeHHBIX yCyr (GyHKImiA)» (Hanee — denepanbHbIi peecTp);

B nH(popMaoHHoi cucreMe «OQHO OKHOY;

Ha MHOOPMALMOHHEIX CTEHZaX B [OMEIIEHWH IpHeMHOH 1o paboTe ¢
oOpallleHUsIMH IrpakIaH;

10 HOMepaM Teje(OHOB IJis CIPaBOK.

6. CnpaBouHas WHGOpPMALKS 1O BONMPOCaM MPENOCTABICHHS I'OCYAAPCTBEHHOM
YCIYTH pa3MelaeTcs:




Ha oduUIIaIbHOM caiite MUHHCTEPCTBA;

Ha EnunoM nopraie;

B (peiepaIbHOM peecTpe;

Ha MHPOPMALIMOHHBIX CTEHAAX.

7. CnpaBoyHas wuHGbOpMaIUs MpPeJOCTaBNSeTCd [JOIDKHOCTHBIMM  JHLAMHM
MuHHCTEpCTBA N0 TeneoHy, Ha JMYHOM IIpHEME 3asdBHTENss MIM IIMCbMEHHO
IIOYTOBBIM OTIIPABJIEHHEM JIHOO 3NEKTPOHHBIM COOOILEHHMEM IO a[pECy, YKa3aHHOMY
3asiBUTENIEM.

CripaBouHass MHQOpMAalKs BKIOYAaeT CBEJEHHS O MeCTe HaXOXJeHus, rpaduxe
paboTel, CIpaBOYHBIX TenedoHax, HoMmepe TenedoHa-aBTOMHPOPMATOpa, ajpecax
odunHaneHOro caiita MuHHCTEpCTBa, 3NEKTPOHHOM Mo4Thl U (MiH) GopMel 06paTHO#H
CBs3U ¢ MUHHCTEPCTBOM.

8. Ha oduimansHoM caiite MunuctepcTBa, Ha EnuHom noprane, B cucteMe «OnHO
OKHO» pa3MelIaeTcs cieytoas HHpopMaLus:

1) ucuepmBIBAIOLINi MepeYeHb JOKyMEHTOB, HEOOXOMHMBIX IS IPEIOCTaBICHUS
rocyIapCTBEHHOM yciyrd, TpeGoBaHHS K OQOPMIICHHIO YKa3aHHBIX JOKYMEHTOB, a
TaKKe IIepedYeHb JOKYMEHTOB, KOTOpble 3asBUTENb BIIpaBe IPEICTaBUTH IO
cOOCTBEHHOH MHUILIUATHBE;

2) KpyT 3asgBUTEIIEH;

3) CpOK TIpeIOCTaBICHUS I'OCY IapCTBEHHOM YCIYTH;

4) pe3ynpTaThl  TMPEROCTABIEHHS TOCYJAPCTBEHHOHW  yCIyrH,  MOPSJIOK
NPEACTABJICHHS  JOKYMEHTa,  SBJISAIONIETOCA  DPE3yIbTaTOM  MPEeJOCTaBICHHUS
roCyapCTBEHHOH! YCITyTH;

5) pasmep TOCyJapCTBEHHO!M IIOLUIMHBI, B3MMaeMOM 3a TNpeAoCTaBleHHe
roCyIapCTBEHHOU yCIIyIH;

6) HCYepNBIBAIOIMI [TepetdeHb OCHOBAaHMIl 17 NMPHUOCTAHOBJICHHS WM OTKa3a B
IpeIOCTaBIIEHUH FOCYAapPCTBEHHOH yCIyTH;

7) o mpaBe 3asBuTeNs Ha mocyneOHoe (BHecyAeOHoOe) obGxkaloBaHHE NEHCTBHM
(6Ge3pelicTBUs) W pellieHUH, NPUHATHIX (OCYLIECTBIAEMBIX) B XOJ€ IMpEJOCTaBICHHUS
roCyIapCTBEHHOH! YCIIyTH;

8) Qopmsl 3asBieHHii (yBeOOMJIEHHH, COOOIIEHHH), HCIONB3yeMble IIPH
peIOCTaBIEHUH FOCYJapCTBEHHOM YCITyTH.

9. Undopmauus Ha Exusom moprane, cucreMe «OfHO OKHO» H OQHIMAIBHOM
cafite MHHUCTEPCTBA O MOPSAKE ¥ CPOKaxX MPEAOCTABICHUS TOCYIapCTBEHHOH YCIyTH
Ha OCHOBAaHUHU CBEIEHHM, cofepKammxcs B ¢efepallbHOM peecTpe, MPeIoCTaBAeTCs
3agBUTENIO OECIIaTHO.

OTka3 B IpUeMe 3ampoca W HHBIX JOKYMEHTOB, HEOOXOAMMBIX I
NpENOCTaBIEHHsT T[OCYIapCTBEHHOH YCIyrW, a TaKKe OTKa3 B IPEJOCTaBICHUM
rocyJapcTBEHHON YCIyTd B CiIydae, €ClM 3alpoc U JOKyMEHTHI, HEOOXOAMMBIE LA
TIPEIOCTABIEHHS FOCY AAPCTBEHHOM YCIIYTH, IOJaHB! B COOTBETCTBAM ¢ HH(pOpMaIHEH O
CpoKax M TOpSIKe IPeJOCTaBIeHHs rOCY/IapCTBEHHOM yCIyrH, OIMyOIMKOBaHHOH Ha
EnvHOM mopraie, HeIOMyCTUMBIL.

TocTyn k MHGOPMALMK O CPOKax ¥ MOPSJKE NPeOCTaBIeHUs rOCyJapCTBEHHOMH
YCIIyTH OCYIIECTRIAETCA Ge3 BHIONHEHHUS 3asABUTENEM Kakux-1160 TpebOoBaHUM, B TOM
yncae Oe3 WCMONB30BaHMSI IIPOrpaMMHOrO ofecredeHus, YCTaHOBKa KOTOPOTro
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Ha TCXHHYECKHE CPEIACTBa 3asBUTEIIA Tpe6yeT 3aKIIIOUYCHHUA  JIMICH3HOHHOIO
HJIX HHOro CorjamicHua ¢ HpaBOO6J'IalIaTeJIeM IIpOrpaMMHOI0 OGCCHe‘-IeHI/Iﬂ,
MIpeAyCMaTpUBAIOIIECr0 B3UMAaHUC IJIATHI, PETUCTPALIUIO WM aBTOPHU3ALIUIO 3asdBHTCIIA
WJIK MTIPEeAOCTABJICHUE UM IICPCOHANIBHBIX NTaHHBIX.

II. Ctanaapr npeocTaBjeHHs] FTOCYAAPCTBEHHOH YCayrH
HaumeHoBaHHe rocy1apcTBEHHOM yCJIyrH

10. TocymapcTBeHHass yciyra @O BblIaue 3aKiliO4eHHH (pa3pellUTENIbHBIX
JIOKyMeHTOB) Ha BBO3 B Poccuiickyto Penepanuio 1 BeIBo3 U3 Poccuiickoii ®enepariiuu
OMONIOTHYECKHAX  MaTepHalioB, TMONYYEHHBIX TP NPOBEACHHH  KIMHHYECKOro
HCCIIeI0OBaHusA JIEKApPCTBEHHOTO Tpenapara Ijisi MEAULUHCKOTO IPUMEHEHHA.

HaumeHoBaHHe (peepaibHOr0 OpraHa HCNOJHHUTENbHOI BJIACTH,
NpPeJ0CTAB/AIONIET0 FOCYJaPCTBEHHYIO YCAYTY

11. F'ocynapcTBeHHas yciyra npefocTaBiisieTcss MUHHCTEPCTBOM.

12. Tlpu mpedoCTaBIeHMHM  TOCYJapCTBEHHOH  yciyrH  MMHHCTEPCTBO
s3anmojeiicteyetr ¢ ®HC Poccun.

13. 3anperaetcst Tpe6OBaTh OT 3asABUTENS OCYLIECTBICHMS ICACTBHI, B TOM YHCIIe
'COTJIACOBaHMUM, HEOOXOAMMEIX IS TIOYUEHHUS TOCyAapCTBEHHOM YCIYIH U CBA3aHHBIX C
obpailleHHeM B WHBIE T'OCYJapCTBEHHBIE OPraHBl M OpraHM3alMd, 3a HCKIIOYEHHEM
MOJyYeHWs YCIYr, BKIIOUYEHHBIX B IIEPeY€Hb YCIYyr, KOTOpBIE SBIISIOTCS
HEOOXOIUMBIMH M OO0S3aTEIbHBIMH JUIsI NPEAOCTABIEHUS T'OCYIAPCTBEHHBIX YCIHYT,
yTBepxaeHHbI [IpaButenscTBoM Poccuiickoit deneparvu .

Onucanue pe3yjabTara npeaocTaB/JICHUA rocynachBelmoﬁ YCIayrua

14. Pe3ynpraToM HpenocTaBlIeH s TOCy JapCTBEHHOM YCIYTH SBIISIOTCS:

1) Bemaya (HampaBieHMe) 3asABUTENI0  3aKMIOYEHHs  (Pa3spelluTeNIbHOTO
JIOKYMEHTa), O(OPMIIEHHOTO B COOTBETCTBHMM C METOJMYECKMMH YKa3aHUSAMHM IO
3QMOJHEHHIO eMHOM (OpMbI 3aKIIOYeHUs (pa3peilMTeNBHOrO0 JOKYMEHTa) Ha BBO3,
BBIBO3 U TPAH3MT OTAEIBHBIX TOBAapOB, BKIIOYEHHEIX B €MHBIA MEpPEYCHb TOBApOB, K
KOTOPHIM NPUMEHSIOTCS Mepbl HETapH(HOTO PEryJvpoBaHus B TOProBil€ C TPEThUMHU
CTpaHaMH, YTBepKIeHHbIMH peweHueM Komnermn EBpasuiickodl 3KOHOMHYECKOH

! Mocraxosnenne Ilpasutenscrsa Poccuiickoii ®epepaumu ot 6 Mas 2011 r. Ne 352 «OOG yTBepxkAcHUM MEpEuHs
YCIyr,KOTOpble ABJIAIOTCA HEOOXOMMMBIMM ¥ OOA3aTE/IBHBIMH JUIA  TIPEOCTaBIeHHA (ienepanbHEIME  OpTaHaAMK
MCTIONHATEIbHOM BiacTH, 1'0CyapCTBEHHOM kopriopalieil o aTOMHO# 3Hepruu «PocaToM» rocylapCTBEHHbIX yCIyT U
TPEOCTABNAIOTCS OPraHU3aLlUsAMHU, YIACTBYIOLMMH B IPEAOCTABICHHH OCYIAPCTBEHHBIX YCIIyT, U OLPEACICHIH pa3Mepa
wiaThl 3a Mx okasanue» (Cobpanue 3akoHOmaTenbCTBa Poccuiickoit Depepanu, 2011, Ne 20, cr. 2829; 2020, Ne 39, cT.
6038).




KOMHCCHI,

2) BBlgaya (HampaBlIeHHE) 3aABUTENIO YBEAOMIICHHS 00 OTkase B BbIaye
3aKIII0YEHHS (PaspelMTENBHOrO JOKYMEHTA) C YKa3aHHeM NPUYUH OTKa3a;

3) npuocTaHOBNIeHHE, BO30OHOBIEHHE WM IMpPEKpalleHue JeiCTBUE 3aKIIOYCHHUS
(paspelIMTeNEHOTO  JAOKYMEHTa) Ha CpOK  IPUOCTAaHOBJIEHHS  KIMHHYECKOI'O
UCCIIEOBAHUSA JICKQpPCTBEHHOTO Ipernapara Ui MEOULHMHCKOrO IPUMEHCHHS WM
TIpeKpalleHns KIHHUYECKOTO MCCIIEA0BaHuUs, MPelyCMOTPEHHOTO 4acThio 6 ctartbu 40
denepanpioro 3akoHa ot 12 ampenss 2010 r. Ne 61-®3 «O6 ob6pamenun
JIeKapCTBEHHBIX CpeJL[CTB»3;

4) mpenoCTaBlCHHE CBEJCHHH O KOHKPETHOM 3aKIIOYeHHH (pa3pellUTeIbHOM
IOKYMEHTE), CBelleHWii 00 OTKa3ze B Bblaue 3aKiIOueHHs (pa3pelIuTeNbHOro
JIOKYMEHTa), COZIepKallleMCsl B peecTpe BBIIAaHHBIX 3aKJIIOYEHHUH, pelneHnii o6 oTkase B
BhIJ@Ye 3aKIIOYEHHMH WIM TpeaocTaBieHHe HWHpopMmauud 00  OTCYTCTBHH
3anpaniuBaeMbIX CBEICHHH.

Cpok npeaocTaB/ieHHsl FOCyIapCTBEHHOH YCJIYIH,

B TOM YHCJI€ C Y4€TOM He0OX0AMMOCTH 00pallieHHs B OpraHM3alHH,
y4AaCTBYIOIIHE B NPe10CTABJIEHHH rocyapcTBEHHOH yCJOyrH, CpOK
NPHOCTAHOBJICHHUS MPeJIOCTABIECHHS rOCyIapCTBEHHOM yC/IyrH
B CJIy4ae, ec/1d BO3MOKHOCThL NPHOCTAHOBJIEHHS NMPEAYCMOTpEeHa
3aKoHOAAaTeAbcTBOM Poccuiickoi Meepaunn, CpoK BbIAAYH
(nanpasBJ/ieHHN) 10KYMEHTOB, SIBJISIOLIHXCS Pe3yJIbTATOM
Npe0CTAB/IEHHS IOCY1apCTBEHHOH yCIyrH

15. Cpox mpenocTaBieHHsi TOCYJapCTBEHHON YCIyrW W BblJada (HalpaBjeHHUE)
JOKYMEHTOB, SIBJISIOIIMXCS Pe3YJIbTATOM IPENOCTAaBIECHHS TOCYAapCTBEHHOW YCIIyTIH,
coctaBiseT 10 paGoumx AHe#t co AHS perucTpauu¥ B MUHHMCTEPCTBE 3asBICHHUSA H
JOKyMEHTOB, IMOCTYNHBIIMX OT 3asBHTeNs, B TOM 4HMcle nocpeiactBom Emuuoro
mopTana.

HopmaTuBHbIe NPAaBOBbIC AKTHI, PEryJHpyioLiHe NPeAOCTAB/IEHHE
rocyAapcTBeHHOH YCJOYIrH

16. IlepeueHbr HOPMATHBHBIX IPABOBBIX AKTOB, PETYIUPYIOUIMX MpPEAOCTaBICHHE
rocyJapCTBEHHOM yCIyrH, pa3melljaeTcsi Ha o¢MIManbHOM caiite MHUHHCTEpCTBa,
denepansHOM peectpe ¥ EquiHoM mopraire.

2 Pemenue Komterun EBpasuiickoii sxoHOMHUeCKoi koMuccuu o1 16 Madt 2012 r. Ne 45 «O enwHo#l popme 3aKmOUSHHA
(pa3pelMTENbHOTO OKyMEHTa) Ha BBO3, BHIBO3 M TPaH3HT OTHE/BHbIX TOBAPOB, BKIIOYCHHBIX B CIMHBIH MEpeteHb
TOBAapOB, K KOTOPBIM MPUMEHAIOTCA Mepbl HETApU(HOro pPEryNUpOBaHHUA B TOProBji€ C TPETbUMU CTPaHaMM, H
METOAMYECKHX yKa3aHusAX mo ee 3anondeHmo» (Odwmmmaneheifi  cadt Komuccn TaMOXEHHOTo  Coro3a
http://www.tsouz.ru/, 21 mas 2012 r; O¢uumaneHsiii cafit  EBpa3suiCKOro  3KOHOMHYECKOro  COH03a
http://www.caeunion.org/, 5 cenrs6psa 2017 r.).

3 Cob6panne 3akoHoarenscTea Poccuiickoit ®@enepanuy, 2010, Ne 16, ct. 1815.




HcuepnobiBalomuii nepeyeHb 10KyMEHTOB,
He00XOUMBIX B COOTBETCTBHH ¢ HOPMATHBHBIMH
NpPaBOBBIMH AKTAMH /Jisl IPEAOCTABJICHHS FOCy apCcTBEHHOH
YCJIYIH H YCJIYT, KOTOpbIe SIBJASIOTCH He00X0AHMbIMH
u 00s13aTeIbHBIMH VISl IPEA0CTABJEHHS FOCy1apCTBEeHHO
yCJayrd, NOMJIEKAMUX NPEeACTABICHHIO 3asiBHTEIEM, CIIOCOOLI
HX HOJIyYeHHd 3asiBHTEJIEM, B TOM YHCJIe B 3JIeKTPOHHOM
(¢opme, nOpsAAOK HX NpeACTaAB/ICHHUS

17. B memnsix HONy4YeHHS 3aKIIOUEHHS (pa3peluTeNnbHOro JOKyMEHTa) 3asiBUTENb
npeacraBisier B MuHHCTEpCTBO IocpeAcTBoM EnuHoro moprana, cucteMel «OmxHO
OKHO» B (pOpMe O3JIEKTPOHHOTO [JOKyMeHTa (IlaKeTa 3JIEKTPOHHBIX MAOKYMEHTOB),
OIIMCAHHOT0 YCHUJICHHOW KBaTH()UIIUPOBAHHOM MOANUCHIO, CIEAYIOLIUE JOKYMEHTBI:

1) 3asBIeHNE O BBO3€e (BBIBO3€) OMONOIMYECKUX MAaTEpHANIOB B BHJIE IJIEKTPOHHOIO
IOKyMeHTa Mo ¢opMe coriaacHo npuiaoxeHmo Ne 1 k AJMHHHCTPaTHBHOMY
perjiaMeHTy;

2) MPOEKT 3aKIOYEeHUs (pa3pelMTeNBHOTO0 JOKyMeHTa), OGOpPMIICHHBIA B
COOTBETCTBUM C METOAMYECKUMH YKa3aHUSIMH II10 3allOJIHEHUIO €AMHOH (hOpMEI
3aKII0YeHHs (pa3pelInTebHOrO JOKYMEHTa) Ha BBO3, BbIBO3 M TPaH3MUT OTAEIBHBIX
TOBApOB, BKIIIOUEHHBIX B €JUHBIH IIepeueHb TOBApOB, K KOTOPBIM IPUMEHSIOTCS MEPHI
HeTapu(HOro PeryJIMpOBaHUS B TOProBi€ C TPETBUMH CTpPaHaMHM, YTBEPXKICHHBIMH
Pemennem Komnerun Espasuiickoii 3koHOMHUYeckoil komuccuu ot 16 mag 2012 r.
Ne 45;

3) obocHoBaHHMe pacueTa KOJIMYECTBA €IMHHUIL KaXJOro BHIAa BBO3MMOIO
(BBIBO3UMOr0) OWOJIOTHYECKOTO MaTepHala HCXOJsd M3 MPOTOKOJa KIMHHUYECKOTO
HCCIIEZOBaHUs M YHC/A MAMEHTOB, YYacTBYIOMUX (Y4aCTBOBABLIMX) B KIMHHYECKOM
FICCJIEIOBAHUHM M HHBIE JJOKYMEHTHI, IOATBEPIKAAIOLIHe HeOOXOMMMOCTh BBO3a (BBIBO34)
OGHMOJIOTHYECKHX MAaTepHaJiOB B 3asBIEHHOM 00BEME, BBIOAHHBIE B COOTBETCTBHH C
3aKOHOIATENECTBOM CTPAHBI IIPOHCXOXKICHUS OHOIOTHYECKUX MAaTEPUAIIOB;

4) KONMH y4YpeAUTEIbHBIX JOKYMEHTOB (110 COOCTBEHHOH HHUIMATHBE).

B nensx MojydyeHHS CBEJEHHH O KOHKPETHOM 3aKJIOUCHHH (paspeluMTelbHOM
JOKYMEHTe) Ha BBO3 (BbIBO3) OHONOrHYECKHMX MATEPHAJIOB, TMOJyYEHHBIX IIpH
NPOBEIEHNN  KIMHUYECKOrO MCCIIeNOBaHMsl  JIEKAPCTBEHHOro  Ipemapara A
MEIULIMHCKOTO NPUMEHEHHS, 3aHHTEPECOBAHHOE JIMLIO MPEACTABsAeT B MMHUCTEPCTBO
3ampoc B BHE JJIEKTPOHHOTO JOKyMeHTa 1o ¢opMe COrnacHo NpuiokeHuro Ne 2 K
AJMHHHCTPATUBHOMY pEriaMeHTy.

18. MMHHCTEpCTBO He BIpaBe TPeOOBAaTh OT 3asABHTEIA YKA3blBaTh B 3asABJICHUU
WM 3alpoce CBEJICHHS, a TakXke IpelCTaBiATh JOKYMEHTHI, HE MPedyCMOTPCHHBIC
MyHKTOM 17 AIMHUHHCTPAaTHBHOIO pEriaMeHTa.

HcuepnbiBalonuii nepe4yeHb J0KYMEHTOB,
Heo0X0AMMBbIX B COOTBETCTBHH ¢ HOPMATHBHBLIMH
NPAaBOBLIMH AKTAMH /151 IPE0OCTABJIEHHS FOCYAapCTBEHHOH




YCJIYTH, KOTOpble HAXOAATCS B PACIIOPSIZKEHHH rocyAapCTBEHHbIX
OPraHoB, OPraHOB MECTHOI'0 CAMOYINPaBJIeHHS] H HHBIX OPTraHOB,
Y4acTBYIOHIHX B IPeAOCTABJIEHHH roCyJapcTBEeHHO# YCIyrH,

H KOTOpbIe 3asiBUTE/Ib BIPAaBe NPEICTABHTD, 2 TAKKE
cnoco0bl HX NOJTyYeHHUs 3asiIBUTEJISIMH, B TOM YHCJIe
B 3JIeKTPOHHOH (popMe, MOPAAOK HX NPpPEACTABICHHS

19. [ns nmpenocTaBiieHHs TOCYJapCTBEHHOH YCIyrH HeOOXOTUMBI ClieAyIollye
CBEJICHHUs, HAXOASIIMECS B paclopsHKEHUH FOCYAAPCTBEHHBIX OPTraHOB:

1) ®HC Poccuum - cBemeHus o 3asiBUTENle, coaepxkampecs B EnuHoM
roCyJapCTBEHHOM peecTpe IOPUANYECKUX JHL, EIUHOM TroCyJapCTBEHHOM peecTpe
WHIUBUAYQIbHBIX  NpeANpUHHUMATENEH, O  BBIOAHHBIX  CBUJETENBCTBAX O
roCyIapCTBEHHON perucTpaly IOpUANYECKOro JIUIAa U CBHJIETENILCTBAX O IIOCTAaHOBKE
Ha y4eT B HajJOroBOM OpraHe 3asBHUTelsd. Eciu B KayecTBe 3asBUTENs BBICTYIAET
HWHOCTPAHHOE IOPUIUYECKOE JIULIO B Ciy4yae MMPOBENCHUS KIMHUYECKOTO MCCIIENOBAHHI
B Poccuiickoii ®enepanuu, MNpPeACTaBIAIOTCS AOKYMEHTHI, IOATBEPIKAAIOLIHE
aKKpeIUTAlMI0 [PEACTaBUTENbCTBA HHOCTPAHHOIO  IOPUAMYECKOro JIMIIA Ha
tepputopuu Poccutickoit ®enepanuu.

2) MuHHCTEpCTBa — KOIUS BBIIAHHOTO pa3pellieHUs Ha NPOBEACHUE KIMHUYECKOTO
HCCJIEIOBaHUS JIEKAPCTBEHHOTO IIpernapara, B KOTOPOM IPEAIOaraeTcs IOIy4YeHHe
OHOJIOTHYECKOr0 Marepuajia, B Ciy4yae IIPOBEJCHHMsS TaKOro MCCIENOBaHHS B
Poccuiickoit ®denepauum.

20. 3asBuTens BOpaBe MpPeACTaBUTh (HANpaBUTh) ykKa3aHHBIE B MyHKTe 19
AJIMHHHCTPAaTHBHOTO perjiaMeHTa CBEACHU 110 COOCTBEHHOM HHULIMATHBE.

21. TIpu mpemOCTaBIEHHH TOCYAAPCTBEHHON yCIyrn MUHHCTEPCTBO HE BIIpaBe
TpeOOBaTh OT 3asABUTEIIS:

1) mpencraBieHUS TOKYMEHTOB U MH(OpMalUU HIH OCYIIECTBICHHS JEHCTBHH,
Npe/ICTAaBIeHHe WIH OCYIIECTBICHHE KOTOPBIX HE IPEIYyCMOTPEHO HOPMATHBHBEIMH
[paBOBEIMH aKTaMH, pETyJUpPYIOUIMMH OTHOIICHUS, BO3HMKAIOIIHNE B CBIA3H C
TIPEJOCTaBICHUEM TOCYAAPCTBCHHOM YCIIyTH;

2) mpeacTaBieHUS JOKYMEHTOB M HMH(OpMalHH, KOTOPBIE B COOTBETCTBHH C
HOPMATHBHBEIMHM TMpPaBOBHIMM akTamu Poccuiickoii @enepanyu, HOPMaTHBHBIMH
NpaBOBBIMH akTaMu CcyOBekToB Poccuiickoii ®enepandi W MYHHIUNAIBHBIMU
IPaBOBBIMH aKTaMM HaxOAATCS B PpaclOpPsHKEHHMH TrOCYJapCTBEHHBIX OpraHOB,
IPEAOCTABISAIOMIUX T'OCYJapCTBEHHYIO YCIYTY, HHBIX TOCYIapCTBEHHBIX OpraHOB,
OpPraHoB MECTHOTO CaMOYIpaBJieHHsl M (W) IOABEAOMCTBEHHBIX I'OCYIapCTBEHHBIM
opraHaM ¥ oOpraHaM MECTHOTO CaMOYIPAaBJIE€HHMs OpraHd3alui, Y4YacTBYIOUIUX B
IPEIOCTaBIEeHHH T'OCYJapCTBEHHBIX WM MYHHUIMIAIBHBIX YCIYT, 38 HCKIIOYCHHEM
JIOKyMEHTOB, YKa3aHHbIX B 4acTH 6 cratbu 7 @enepanpHoro 3akona ot 27 urons 2010 r.
Ne 210-®3 «O6 opraHu3anuy MpeAOCTaBIEHUs TOCYAAPCTBEHHBIX U MYHHUIMIIAIBHBIX
yenyr» (manee — @enepanbHblii 3akoH oT 27 urong 2010 r. Ne 210-®3);

3) TpencTaBleHUs JOKYMEHTOB M MH(pOpMaluH, OTCyTCTBHE H (WIIH)
HEJOCTOBEPHOCTh KOTOPHIX HE YKa3bIBAIMCh NPH IEPBOHAYAILHOM OTKa3e B IPHEME

4 Co6panne 3akoHoAaTeNbCTBa Poccuiickoit denepainy, 2010, Ne 31, ct. 4179; 2021, Ne 1, cT. 48.
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JOKYMEHTOB, HEOOXOIUMBIX IJIsi MpEeNOCTaBICHHUs IOCYAapCTBEHHOH YCIyrH, JHOO B
NpeAOCTaBICHUN  TOCYAApCTBEHHOM  YCIyrH, 3a  HMCKIIOYEHHEM  CIy4aes,

MpeLyCMOTPEHHBIX IMYHKTOM 4 uacTu 1 cratbu 7 PenepalbHOro 3akoHa OT 27 HIONIsA
2010 r. Ne 210-03.

HcuepnbiBaromuii nepevyeHb OCHOBAHHH 1M 0TKa3a
B MIpHeMe J0KYMEHTOB, He00XOAMMBIX [IJIsl IPEAOCTABJICHHS
rocyAapcTBEeHHOM yCJIyrH

22. OcHoBaHHs M OTKa3a B TMpHeMe JOKYMEHTOB, HEOOXOAWMBIX JJis
HpeJOCTaBIeHUs I'OCYJapCTBEHHOM yCIyTH, HE MPexyCMOTPEHBI.

I/Icqepnbmaloumii nepevuelb OCHOBaHHI AJisl NMPHOCTAHOBJICHHUSA
HJIK OTKA3a B IPEAOCTABJICHHH rocyzlachBeHHoii YCIOYIra

23. OcHOBaHHA JUIS PUOCTAHOBJCHUS MPENOCTABICHUS FOCYAapCTBEHHOM yCIyrH
HE TIPeLyCMOTPEHBI. -

24. OcHOBaHMSAMH JJi OTKa3a B MNPEeJOCTaBIEHHH TI'OCYyAapCTBEHHOW YCIyrd
SIBJISIFOTCS

1) HempeaCTaBIeHHE JTOKYMEHTOB, HMPEAyCMOTPEHHBIX MOAMyHKTaMH 1-3 myHKTa
17 AIMUHHCTPATUBHOTO PErJIAMEHTa;

2) HaJIU4Hhe HEMOJIHBIX WM HEJOCTOBEPHBIX CBEACHMH B  JOKyMEHTaX,
peACTABIEHHBIX TS OJIyYeHHUS 3aKIIFOYeHUS (Pa3pelIuTeIbHOrO JOKYMEHTa).

Ilepeyens yciayr, KOTOpbie ABJIAIOTCH HEO0OXOAHMBIMH
M 00513aTeJILHBIMH JJIl IPeJ0CTABICHHS rOCyJapCTBEeHHO#H yCayru,
B TOM 4YHCJI€ CBeJ€HHS 0 JOKYMEHTe (JOKYMeHTaX), BbI1aBaeMOM
(BbIAaBAEMBbIX) OPraHH3aNHUsAMH, Y4ACTBYIOIIHMH B NIPEAOCTABJICHHH
rocyJapcTBeHHOM yCayra

25. IlepeyeHsb yCIIyT, KOTOPBIE SBISIOTCS HEOOXOMMMBIMU M 00s3aTebHBIMH I
NpPEeIOCTABJICHUS TOCYAAPCTBEHHON YCIYTH, B TOM YHCII€ CBEICHHS O JOKYMEHTe
(moKyMeHTax), BbITaBaeMOM (BBIAABAa€MBIX) OpPraHM3al(MAMH, YYacTBYIOIINMU B
IIPeAOCTABIICHUH TOCYJapCTBEHHOM! YCIIYyTH, OTCYTCTBYIOT.

IMopsaaok, pasMep H OCHOBAHHSI B3HMaHHA roCyJIapCTBEeHHOM
NOILTHHBI HJIH HHOH IVIAThI, B3NMaeMoi 32 NpeaocTaBjJIeHHe
rocyJapcTBeHHOH yCJayrH

26. 3a npexocTaBjieHHe TOCYAAPCTBEHHOH yCIIyTH rocyIapCTBEHHAs MOLUTHHA WIH
HHas TUIaTa He B3UMAIOTCSL.

IMopsaok, pa3Mep H OCHOBAHHSI B3HMAHHSA ILUIATHI
32 NpeJoCcTaBJEHHE YCJIYT, KOTOPbIe ABJIAIOTCH HE00XOAHMbIMH
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H 00s13aTe/IbHBIMH AJIA NMpeaAOoCTaBJICHHA rocynapCTBeﬂﬂoii YCIYru,
BRJIIOYas mul)opmaumo 0 METOAHKE pacueTa paiMepa TAKOH IJIAThbI

27. BsuMaHue TIUIaTBl 32 TPEAOCTaBICHUE YCIYr, KOTOpPBIE SBIIAIOTCS
HEOOXOAMMBIMH U O0SA3aTENBHBIMY JUIS NIPEAOCTAaBIIEHHs FOCYJaPCTBEHHON YCIIyTH, HE
MpeLyCMOTPEHO.

MakcHMAaJIbHBIH CPOK 0XKHIAHHUS B OYepeH NPH nojaue
3ampoca 0 NPeAOCTaBJIeHHH rocyJapcTBeHHOH yCJIyrH,
YCJIYTH, NPEA0CTABJIAEMOii OPraHH3aNHIMH, y4aCTBYIOLIUMH
B NIPeI0CTABJIECHHH FOCYyAapCTBEHHOH YCIYrH, H NIPH NOJYy4YeHHH
pe3yJbTATa NpeI0CTaBJIeHHS rOCYIapPCTBEHHOM YCIyrH

28. IlpemocTaBieHwe TrOCYNapCTBEHHOW YCIYI'H OCyIIECTBIseTcss B (opme
3JIEKTPOHHOTO IOKyMEHTOOOOpOTa C HCIOJb30BaHMEM ENMHOrO moprana, CHCTEMBI
«OIIHO OKHO», B CBSI3U C YeM OXKHJAHUE B OYEPEIH OTCYTCTBYET.

Cpok ¥ nopsiIoK perncTpaliH 3anpoca 3asBHTEIS
0 MPeJ0oCTABJEHHH roCyAapCTBEHHON YCJIYIH H YCIYTH,
NpeAoCcTaB/IAeMOil OPraHu3alUAMH, Y4aCTBYIOIHMH
B NPEAOCTABJICHHH FOCYAAPCTBEHHOH yC/IyIH,
B TOM YHCJIe B JIeKTPOHHOI opMme

29. 3asBiieHHe H JOKYMEHTHI, OCTYIMBIINE OT 3asBHTEeNs B MHUHHUCTEPCTBO Iist
NONy4eHHss TOCYAApCTBEHHON YCIYIH B OJJIEKTPOHHOM BHJAE C HCIOJIb30BaHIEM
EmuHoro mopraina, cucteMbl «OIHO OKHO» PETUCTPUPYIOTCS JODKHOCTHBIMH JIMIIAMHU
MunucTepCTBa, OTBETCTBEHHBIMH 3a [IPUEM M PETMCTPAlMIO JOKYMEHTOB, B TOM YHCIIE
B DJIEKTPOHHOM BHZE, B TeueHue | pabodero JHs ¢ JaTHl MX ITOCTYIUICHHS.

TpeGoBaHus K MOMeIIEHUAM, B KOTOPBIX
NnpeaocTaB/sieTcsl TOCYyAapCTBEHHAA ycJyra,
K 3aJ1y O3KHIAHHS, MECTAM /1JIsl 32110/ IHEHH  3aNPOCOB
0 MPeAOCTAB/IEHHH rOCYyAapPCTBEHHOH ycayrn, HHpOpMallHOHHBIM
CTeHAaM ¢ oOpa3HamMu HX 3al0JTHEHHS H NepeYyHeM JOKYMEHTOB,
He0GXOAHMBIX /15l IPEAOCTABICHHSI KAXKI0H rocyaapcTBEHHOM
yCJIyru, pasMenieHHIo H 0pOpMJICHHIO BH3YyaJbHO#, TEKCTOBOI
H MyJbLTHMEAHITHOI HHPOPMALINH 0 NOPsIKe NPEAOCTABICHHS TAKOM
YCJYTH, B TOM YHCJI€ K 00ecnedeHHI0 T0CTYNHOCTH /151 HHBaJIHJ10B
YKa3aHHbIX 00bEKTOB B COOTBETCTBHH ¢ 3aKOHOAATE/ILCTBOM
Poccuiickoii ®enepanuu o coOHAJLHOM 3alHTE HHBAJINIOB

30. IlpemocraBieHHEe TIOCYAapCTBEHHOM YCIYrH OCYLISCTBIACTCS B dbopme
3]IEKTPOHHOTO JOKyMEHTOO0OpOTa ¢ HCIONb30BaHWEM EnuHOro mnopraia, CHCTEMEI
«OmIHO OKHO».




IToka3aTeiH JOCTYIIHOCTH H Ka4€CTBA rocy1apcTBEeHHOH
YCJIYTH, B TOM YHCJIe KOJHYECTBO B3aHMOACHCTBHH 3asiBHTEJIS
¢ JOJIKHOCTHBIMHM JIMIIAMH MPH NPEAOCTABICHHH roCyapCTBEHHOH
YCJIYTH H HX NPOAO/IKHTEILHOCTb, BO3MOKHOCTD NOJIYyYEeHHS
nHopMaIHH 0 X0/1e NPEeJOCTABJICHHS rocyJapCTBEHHOMH yCayrH,
B TOM YHCJIE ¢ HCMOJIb30BaHHEeM HHPOPMALMOHHO-KOMMYHHKANHOHHBIX
TeXHOJIOTHii, BO3MOKHOCTD JIN00 HEBO3MOMKHOCTL MOy YEHHS
rocyAapcTBeHHOH yCcJIyrd B MHOrO(pYHKIIHOHAJILHOM IEHTPE
NpeAoCTAB/IEHHS IOCYAaPCTBEHHLIX H MYHHIHIIAJbLHBIX YCJIYT
(B TOM 4HCJIe B TOJITHOM 00beMe), B JII000OM TEPPHTOPHAILHOM
noJapa3jiesieHHH OPraHa, NpeaocTaB/IAIOLIEro rocy JapcTBEHHYIO
YCJIYTY, 110 BLIGOPY 3asiBUTEJISI (IKCTEPPHTOPHAILHDIH NPHHIKN),
NMOCPEACTBOM 3aMpoca O NPeJ0CTaBJIeHHH HECKOJIbKHX
rocyAapcTBeHHbIX H (H/IH) MYHHIHNAJBHBIX yCJayr
B MHOrO()YHKIHOHAJIbHBIX LIEHTPAX MPEIOCTAB/ICHHSA
rocyAapcTBeHHbIX H MYHHIHIAJAbHBIX YCJIYT,
npeaycmMorpeHHoro crarbeii 15.1 ®eaepaabnoro
3aKoHa ot 27 uions 2010 r. Ne 210-03

31. TToka3zaTensMu JOCTYITHOCTH ¥ KauecTBa roCyAapCTBEHHOM YCIIYTH SBJIAIOTCS:

1) OTKpPBITBIN HOCTYI AJIA 3asBUTENEH M APYrux JIUL K HHGOPMaIMH O IOPAJIKE U
CpOKax IPEJOCTABJIECHHUA TIOCYIapCTBEHHON YCIOyrH, OOXaJOBaHHIO IEHCTBHUiM
(6e3neiicTBUS) NODKHOCTHBIX THLl MUHHCTEPCTBA,

2) coOITIoieHre CTaHJapTa NMPeA0CTaBIeH s FOCYAapCTBEHHOM yCITyTH;

3) orcyrcTBHE *Kanob 3asBuTeNiell Ha feficTBHA (Oe3neHCTBHE) JODKHOCTHBIX JIHI]
MunncTepcTBa MpH MPeJOCTaBIeHNH roCy 1apCTBEHHOM YCIIyTH,

4) mMONHOTA ¥ AaKTyaJbHOCTh HHQPOpMAllMd O TOPAJKE IPEIOCTaBICHUS
roCyJIapCTBEHHOH yCIIyIH;

5) mnpemocTaBlieHHE BO3MOXHOCTH TIOAAYd 3asBJCHUS O IIPEIOCTaBICHUU
roCyJapCTBEHHOM YCJIYrd M JPYrHX ITOKYMEHTOB (COAEpXKAIMXCsA B HHMX CBEIEHH),
HEeOoOXOAUMBIX JUIS IPEAOCTABIEH S TOCYAAPCTBEHHO) YCIyTH, B pOpME 3JIEKTPOHHOTO
IOKYMEHTa;

6) OpeNocTaBieHHe BO3MOXKHOCTA MONy4YeHHs HHGOpDMAUMH O  XOJe
NpeJOCTaBlIeHUss TOCYyJapCTBEHHOH YCIyrH, B TOM 4HCI€ C HCIOJIB30BaHHEM
UH(HOPMALIHOHHO-KOMMYHHUKAIIMOHHBIX TEXHOJIOTHH.

32. 3asBUTENIO NpU NPEAOCTABJIEHHH TOCYJAAPCTBEHHOH YCIYI'W B 3JIEKTPOHHOM
dopme ¢ ucnonszosanreM Ejpunoro nopTtana, cucteMs! «OHO OKHO» obecreunBaeTcs
BBITIOJIHEHHUE CIIEAYIOMUX NCHCTBHIA:

1) nonyuenve wHGOpMAIMH O HOpAAKE M CPOKaX  MPEROCTABICHHUA
roCyJapCTBEHHON yCIIyIH;

2) GopmupoBaHKe 3anpoca (3asBIEHHSA) O IPENOCTAaBICHHH TOCYAApCTBEHHON
yCIIyTH;

3) mpueM H perucTpauus MUHHCTEPCTBOM 3ampoca (3asdBICHHS) U HHBIX
JNOKYMEHTOB, YKa3aHHBIX B IMyHKTe 17 AJMHHHCTPaTUBHOTO PEIJIaMEHTa, Ul LieNneH
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MpeAOCTaBICHUS TOCYIapCTBEHHOM YCIIyTH;

4) nony4yeHue HHGOPMALIMK O XOA€ MPEAOCTaBICHHUS FOCYJapCTBEHHON YCIIyTH;

5) nony4eHue  pe3yibTaTa  IPEJOCTaBIEHUS  TOCYJAapCTBEHHOM  yCIyTH
(3axmoueHus (pa3peluTeNIbHOTO JOKYMEHTa) MIM YBeJoMieHHs 00 OoTka3e B BhIAaue
3aKJIIOYeHUS (Pa3pelInTEIbHOrO JOKYMEHTa) ¢ YKa3aHHeM IMPUYHH OTKa3a);

6) nocynebHoe (BHecyleOHOe) 00xaloBaHUe pelIeHud U neicTBuii (Oe3neiicTBrs)
MuHncTepcTBa, JODKHOCTHOrO Juua Jubo (eaepalbHOrO rocyJapCTBEHHOTO
rpaXxJaHCKoro ciyxariero MuHucTepcTBa.

33. IlpenocTaBnenue rocyAapcTBEHHONW YCIIyTH B MHOTO(YHKIIMOHAIBHOM LIEHTpE
NpPENOCTAaBJIeHHs TOCYAAPCTBEHHBIX W MYHHUIMIANBHBIX YCIYr, a Takxke IO
OKCTEPPHUTOPUATIBHOMY IIPUHIUITY HE IPEyCMOTpPEHA.

HNHbie TpeOOBaHNSA, B TOM YHCJI€ YYUTBIBAIOLIHE
0CO0EHHOCTH NpeOCTABJICHHSA IOCy/iapCTBEHHOM
YCJIYTH [0 SKCTePPUTOPHATBHOMY NPUHIHNY (B ciy4ae,
€CJIN roCyAapCTBEHHA YCAyra npeaocTaBiseTcs
M0 IKCTEPPUTOPUATLHOMY NPHHIHNY) H OCOOEHHOCTH
NpeAoCTAB/IEHHS FTOCYAaPCTBEHHO# yCJIyru
B JJIEKTPOHHOH (popme

34. Jlns mojydeHHs TOCyAapCTBEHHOM YCIYTH B DJIEKTPOHHOH (opMe 3asBHTENb
HAIpaBjseT 3asABJIeHHE M MpHIaraeMble K HEMy JOKyMEHTHI B (popMe 3IE€KTPOHHBIX
JOKYMEHTOB (TaKkeTa DJIEKTPOHHBIX JOKYMEHTOB), HOANHMCAaHHOIO YCHIICHHOM
KBATM(UIUPOBAHHOW  SJIEKTPOHHOM TOANHUCHIO, B TMOPSAAKE, YCTaHOBIEHHOM
DenepansHbiM 3akoHOM OT 6 ampenst 2011 r. Ne 63-@3 «O6 351eKTPOHHON TOAIHCH»
(Cobpanne 3akoHomarenbeTBa Poccuiickoit ®enepanuu, 2011, Ne 15, cr. 2036; 2021,
Ne 9, cr. 1467) u mnocranoBnenueM IlpaBurenscrBa Poccuiickoit ®Pepepalud OT
25.06.2012 Ne 634 «O Buzaax D3JIEKTPOHHONW MNOAMMCH, MCIOJB30BaHHE KOTOPBIX
JOIyCKaeTcs MpH OOpalleHHuH 3a IOMy4YE€HHEM TOCYJapCTBEHHBIX M MYHHIMIIAIBHBIX
yenyr» (CoGpanne 3akoHozmatenscTBa Poccuiickoit ®@enepanun, 2012, Ne 27, c1. 3744
2018, Ne 36, ct. 5623).

Unenrtudukanus W ayTeHTH(UKAIMS  3aiBHUTENS  OCYIIECTBIIIOTCH  C
HCIIONIL30BaHMEM  (ellepallbHOH  TOCyJapCTBEHHOH HMHGOPMALHOHHON  CHCTEMBI
«EnuHas cucTeMa HAECHTHOHKAUMM M ayTeHTHOHKaMH B HHPPaCTPYKType,

obecrieurBaronIeit AH()OPMAIIHOHHO-TEXHOJIOTHYECKOE B3aUMOJIEHCTBUE
MHGOPMAIIMOHHBIX CHCTEM, UCTOJB3YyEeMbIX AJIA NMPEJOCTABICHUS TOCYJapCTBEHHBIX U
MyHHIMIIAIBHBIX YCIYr B 9leKTpOHHOH Qopme» (Hanee — eOuHas CHCTeMa

UAeHTUUKAIIUA U ayTeHTH(QUKALINN).

I11. CocraB, mocJjie10BaTeIbHOCTh H CPOKH BbINOJTHEHHS
aJMMHHCTPATHBHBIX Npouenyp (aeficTBuii), TpeboOBaHUs K HOPSIAKY
HX BBINOJIHEHHS, B TOM YHCJje 0COOEHHOCTH BBINOJIHEHHSA
aAMHHHCTPATHBHBIX Npoueayp (aeiicTBHi)
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B JIEKTPOHHO# (popme
HcuepnbiBaonuii nepedeHb aAMAHHCTPATHBHBIX Npoueayp (aAeicTBHii)

35. Ilpu npegocTaBIeHHN TOCYIapCTBEHHOMN YCIYTH OCYILECTBIISIOTCS CIIELyIOIUe
aJIMUHUCTPATUBHBIE MPOLEyPHI (TeHCTBUS):

1) mnpueM, peructpauus 3asBICHAA W JOKYMEHTOB, HEOOXOAMMBIX Ui
IPEAOCTABIICHHS TOCYAapCTBEHHOM yCIIyTH;

2) pacCMOTpPeHHE IMOCTYMUBIINX OT 3asBUTENS JOKYMEHTOB O TNPEIOCTaBICHHH
roCyIapCTBEHHOM YCIIYTH ¥ NPUHSATHE PEIICHHUs O BhlAaue (HAMpPaBIICHNUH) 3aKII0YEHMS
(pa3pellnTensHOrO JOKYMEHTa) WIH 00 OTKase B Bblfaue (HANpPaBICHHH) 3aKIIOYCHUS
(paspelMTebHOTO JOKYMEHTA);

3) ¢popMupoBaHKeE ¥ HApaBleHUE MEXBEJOMCTBEHHBIX 3alIpOCOB;

4) mpuocTaHOBNIeHHe (BO30OHOBICHHE), INpPEKpaIleHHs JEHCTBHS 3aKIIOYEHHS
(pa3pellInTeNbHOrO JOKYMEHTa) B ClIydae NPUOCTAHOBIICHHSA (BO3OOHOBIICHHSA) HIIH
NpeKpalleHiss KJIMHHYECKOTO MHCCIeOBaHMA JIEKapCTBEHHOIO Ipemapara i
MeAULUHCKOTO PUMEHEHUS;

5) mpemocTaBieHHE CBENEHHH O KOHKPETHOM 3aKIIOYEHHH (pa3pelIUTENLHOM
IOKYMEHTE) WK HHPOpMauy 06 OTCYTCTBUH 3alpalllMBa€MbIX CBE/ICHHI.

6) ucrpaBieHue IOMyIIEHHBIX ONEeYaTOK U OIUOOK B pe3ysbTaTe IPeIOCTaBICHHS
roCyAapCTBEHHOH YCIyTH,

IIpuem, perucrpanus 3asaBjaeHHs H JOKYMEHTOB, HEO0OXOAHMbIX
AJI51 PeJOCTABJIEHHS] FTOCYIapPCTBEHHOi yCayrn

36. OcHoBaHHMeM I Hayaja aJIMHUHUCTPATHBHOM MPOLEAYPBI ABJIAETCH
nocTyIieHHe B MHHHCTEPCTBO B BJIEKTPOHHOM BHJE C Hcnonb3oBaHueM Emxunoro
mopTana 3adBJ€HMs O Bblgaye 3aKIOYeHHs (pa3pellMTENbHOTO JOKYMEHTa) H
JOKYMEHTOB, TIPelyCMOTPEHHBIX ITyHKTOM 17 AIMMHMCTPaTMBHOI'O periaMeHTa.

37. 3agsieHne W  JOKYMEHTHI, HEOOXOAMMBIE JUIi  IPEAOCTABICHHS
roCy/JapCTBEHHOM YCIyrM W MpeAcTaBlIeHHBle B MUHHCTEpCTBO (B TOM 4HCIE B
3NEKTPOHHON (opMe), perucTpupylorcs JlemapraMeHTOM yNpasieHHs [JelaMH H
KagpoB MuUHHMCTEPCTBA, OTBEYAIOLMM 32 OCYIIECTBICHHME aJMMHHCTPATHBHOM
nmpoleAypbl [0 TMNpHEMY M PErHCTpaldM JOKYMEHTOB MPH TNPEAOCTaBICHUH
rocyapCTBEHHOM yciyrd He noszaHee 1 pabouero qHs ¢ JaThl MOCTYIUICHHS 3asBICHUSA
1 JIOKYMEHTOB, IIPeyCMOTPEHHBIX IIyHKTOM 17 AIMMHMCTPaTHBHOTO PErIaMeHTa.

38. Orka3 B IpHeMe 3asBI€HHA ¥ JOKYMEHTOB, HEOOXOJMMBIX IS
IpENOCTaBIeHUs TOCYJapCTBEHHOH YCIyrW, a TakKXe OTKa3 B IPEAOCTABICHUH
rOCyZapCTBEHHOM yCIIYTH B CilydYae, eclli 3asBIeHHe H JOKYMEHTBI, HEOOXOAMMBIE [UIs
TIPeIOCTaBIEHUs TOCYJapPCTBEHHOMN YCIIyTH, TOJaHbl B COOTBETCTBHH ¢ MH(pOpMaLied o
CpPOKax H MOpsIKe MPeNOCTaBIeHHU TOCYIapCTBEHHOM YCIyrH, OmyOIHKOBaHHOH Ha
EnuHOM nopTane, HeZOIyCTHMBI.

39. Kputeprem MPHUHATUS PEIICHHS 110 aAMMHHMCTPATUBHON MpoLexype sBIeTCs
HaJMuMe 3asgBICHHMS M  JOKYMEHTOB, HEOOXOAMMBIX IS  IIPEIOCTaBJICHUS
roCyIapCTBEHHON yCIIyTH.
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40. PesynpTaroM agMUHHUCTPATHUBHOM MpOLEXYpHl SBISIETCA pPErucTpalys
3afBICHUA MU JOKYMEHTOB, HEOOXOAWMMBIX JUIl MpPeJOCTaBICHHUS TIOCyJapCTBEHHOI
yCITyTH.

41. Coocobom ¢ukcanuu pe3ynbTaTa BBINOJIHEHUS aIMHHHUCTPATUBHOM
HpoILeyphl SBISETCS OTMETKA O JaTe NpHeMa 3asBiCHHS M NPWIAraéMbIX K HeEMy
JOKYMEHTOB.

PaccmMoTpenne nocTynuBIIHX OT 3aiBUTEJISI AOKYMEHTOB
0 NpeaoCTABJICHHH FOCYAAPCTBEHHO# YCJIYIrH H NIPHHATHE pelleHus
0 BblJaye (HampaBJieHHH) 3aK/I1I09eHHs (pa3pemuTe/IbHOro
AOKYMEHTA) WM 00 0TKa3e B BbiAaue (HANpaBJIeHHUH)
3aK/I1I04eHHs (Pa3pelINTeIbHOr0 JOKYMEHTA)

42. OcHoBaHWMeM [JJjisi Hadajla aJAMHMHHUCTPATUBHON MNpPOLEAYpPHl SBIAETCA
HOCTyIUIEeHHe B JlemapTaMeHT TroOCYHapCTBEHHOTO peryiupoBaHMsA oOOpalleHHs
JIeKapCTBEHHBIX CpeacTB MuHHcTepcTBa (Hanee - JlemapraMeHT) 3asBleHHA H
IOKYMEHTOB, HEOOXOAUMBIX JUIS [TPEAOCTABIIEHUS TOCYAApPCTBEHHOM YCIIYTH.

Hupektop JlemapramMeHTa OpraHu3yeT JOKYMEHTHPOBAaHHBIA y4eT M KOHTpPOIb
BBITIOJTHEHHS KaXKJIOTO 3Tara aMUHUCTPaTUBHOM IPOLIEAYPBI.

43, HayaneHuk otaena JlemapTamMeHTa, OTBETCTBEHHOIO 3a IIPEJOCTaBIIEHHE
rocyIapCTBEHHOM YCIYTH (Jjaniee - HauallbHUK OTZelNa), B JIeHb IOCTYIUIEHHS 3asBICHUS
¥ KOMIUIEKTa TOKYMEHTOB Ha3Ha4yaeT M3 4YHClla COTPYAHHKOB OTAE]Ia OTBETCTBEHHOIO
FCTIOJNIHUTEIA 110 PACCMOTPEHHIO JOKYMEHTOB (Jajiee - OTBETCTBEHHBIH HCIIONHHUTENB).

damuiausa, UMA B OTdeCTBO (TOC/IEAHEee - IPU HAIMYUM) OTBETCTBEHHOIO
UCIIOJHUTENS, €ro JODKHOCTh W HOMep TenedoHa COOOIIAIOTCS 3asBUTENIO IIPH €ro
NHUCHMEHHOM HMJTH YCTHOM OOpalieHHH.

44. B xozme aIMHHHCTPATUBHOW IpoLETypbl OTBETCTBEHHBIM HCIIOJHHUTENL B
TeyeHHe 6 paboumx AHell co AHS MOCTYIUICHHS 3asBIIEHHS O BBIJAYE 3aKIIOYCHUS
(pa3spelIuTeNIbHOr0 JOKYMEHTa) U JOKYMEHTOB, IIPEJYCMOTPEHHBIX IIyHKTOM 17
AJIMUHHCTPAaTHBHOTO PErjlaMeHTa, IPOBOJAUT OLIEHKY MX IOJHOTHI, JOCTOBEPHOCTH
NpeJCTaBIEHHBIX B HUX CBEACHHUN.

45. TIpy OTCYTCTBMM OCHOBAHHI JUIS OTKa3a B NPEAOCTABICHHH IOCYIapCTBEHHON
YCIyTH, TPeAyCMOTPEHHBIX MyHKTOM 24  AJIMMHHCTPAaTHBHOTO  perjlaMeHTa,
OTBETCTBEHHBIN WCIIONHMTENL B TeueHHe 1 pabouero IHS OCYLIECTBISET IOATOTOBKY
MpOeKTa 3aKiioueHus (pa3pelIuTeNbHOro JOKyMeHTa) B (opMe 3JIEKTPOHHOrO
JIOKYMEHTA.

[Mpy HaIMuMu OCHOBaHMM U1 OTKa3a B TNPEAOCTABICHUM TOCYIapCTBEHHON
YCIyrd, TPEeAyCMOTPEHHBIX IYyHKTOM 24  AJIMMHHWCTPAaTHBHOIO  PEIrJIAMEHTA,
OTBETCTBEHHBIN MCIIONHUTENL B TeueHHe 1 pabodero AHSA OCYLIECTBISET MOATOTOBKY
NpOeKTa yBelAOMIeHHs B (opMe >JIEeKTPOHHOro JAOKyMeHTa 00 OTKase B Bblhaue
3aKIroYeHHs (pa3pelnTeNbHOrO JOKYMEHTa) ¢ yKa3aHHEM IIPUYHMH OTKa3a.

46. Ilpu IPHHATHH PELIEHHs O MPEAOCTABICHUH FOCYIapCTBEHHON YCIIYTH 3aIHCh
0 IPeJOCTaBICHUH 3aKII04EHHMs (Pa3peiMTEIbHOrO JOKYMEHTa) WM yBeIOMIIEHHs 00
OTKa3ze B BbIJaye 3aKIIOYeHHs (paspeluTeNIbHOrO IOKYMEHTa) BHOCHTCH B DPEeCTp
BBIJIAaHHBIX 3aK/IIOYEHHH, pelieHnit 00 OTKa3e B BbIIAYE 3aKIIOUCHHM.




16

3akimovende (pa3pelInTeNbHEIN JOKYMEHT), yBeAoMIleHHe 00 OTKa3ze B BBLIaue
3aKIIOvYeHHs (pa3pelluTeIbHOTO AOKyMeHTa) B TedeHue 2 pabouux AHeH co OHA
BHECEHHUS 3allUCH B PEEeCTP BBIIAHHBIX 3aKIIOYEHHH, pelieHUH o0 OTKa3e B BBIAAYE
3aKJIFOUE€HHI COTJacOBHIBAETCS HAYalbHHUKOM OTAENa, IOJANKCHIBACTCS YCHICHHOM
KBATUOUIIMPOBAaHHONH  DJIGKTPOHHOW  MOANMKCHIO  JgupekTopoM  JlemaprameHTa
(3aMecTuTenieM nupekTopa JlemaprameHTa) U HampapiseTcss B opMe 3IIEKTPOHHOTO
IOKYMEHTa 3asIBHTENO ¢ Hcnonb3oBaHneM ExuHoro noprana, cucreMsl «OJTHO OKHOY.

47. KputepueM NpUHATHS pellleHHs 0 aAMUHUCTPAaTUBHOH Mpoueaype sSBideTcs
HaJlidMe WIM OTCYTCTBHE OCHOBaHMH JJjisi OTKa3a B BBJAYe 3aKIIOYCHHS
(pa3peimuTeNbHOTO JOKYMEHTA).

48. Pe3ynpTaTaMu aAMUHUCTPATUBHON NPOLIEAYPHI SBIAIOTCA:

1) HampaBJIeHHE 3aKTFOYeHUS (Pa3pelUTENEHOTO JOKYMEHTa);

2) HampaBJieHWe  yBeJOMJIeHHS 00 OTkaze B  BbAa4e  3aKIIOYCHHS
(pa3penIuTeIbHOTO JOKYMEHTA).

ITocpencTBoM juyHOro KabwHetra Ha EnuHom moprane, B cucteMe «OmHO OKHO»
3agBUTENIb aBTOMATHYECKH M3BENaeTCs O MPUHATOM pEIEHUH O BbLOAYE 3aKII0UEHHS
(paspeliMTeNbHOTO  JOKyMeHTa) Jubo 00 oOTkase B BbJAYE  3aKIIOYEHUS
(pa3pemmTenbHOrO JOKYMEHTA).

49, CriocoboM ¢uKkcaiuu pe3ysibTaTa aJMHHHUCTPAaTHBHON IpPOLEAYpPBI SABISAETCS
BHECEHHE CBEJEHMI O 3aKIIIOYeHIH (Pa3peLIUTEIEHOM I0KYMEHTE) B pEECTpP BbIIaHHBIX
3aKJII0YEHHMH M pelleHuii 00 OTkase B BblAaue 3aKIIOYeHHH MO0 yBepomieHHE 06
OTKa3e B BblJjaue 3aKJII0YEeHUH.

50. PesyabpTaT agMHHUCTPATHBHOM MpOLEAyphl OTPaXaeTCsi B peeCTpe BBIAAHHBIX
3aKimloveHud, pelieHdit 06 OTKaze B BbAade 3aKIIOYEHHH, (opMa KOTOPOro
yTBEpIKIeHa MpuKa3oM MuHHCTEpCTBa 31paBooxpaHeHus Poccuiickoit ®enepanuu ot 2
Hos0pst 2010 1. Ne 951H (3apeructpupoBaH MunucrepctBoM rocTHiuH Poccuiickoit
Menepamun 30 HosOps 2010 r., perucrpamuoHHbii Ne 19085) (mamee — peectp
BBIJJAHHBIX 3aKJIIOYEHHUI).

@opMHpoBaHHE U HANIPaBJCHHE MEKBEIOMCTBEHHBIX 3aIDOCOB

51. OcHoBaHmeM i Hayaja aAMUHUCTPATUBHOM IIPOLIEAYPHI SABIAETCA
HENpe/CTaBlIeHHE 3asBUTENEM 10 COOCTBEHHO!N MHHIMATHBE JOKYMEHTOB (CBEJCHHIA),
yKa3aHHBIX B MyHKTEe 19 AIMHHUCTPAaTHBHOIO PETIAMEHTA.

52. ®opmupoBaHHE U HAIpaBICHHUE MEXBEJOMCTBEHHBIX 3alpOCOB O
IpEeJOCTABIEHHH CBENEHHH, IMpeAyCMOTPEHHBIX IYHKTOM 19 AIMHHHCTPaTHBHOTO
periamMeHTa, OCYIIEeCTBIAETCS YMOTHOMOYEHHBIM CIELHUAIMCTOM C HCIOJB30BaHHEM
eIUHOI CHCTEMBI MEXBEIOMCTBEHHOTO OJJIEKTPOHHOTO B3aMMOJEHCTBHA (Jajee —
CMDB) B cooTBeTcTBHH ¢ TpeOoBaHMAMH cTaThi 7.2 PenmepanbHoro 3akosa ot 27
uiojis 2010 r. Ne 210-D3.

53. MakcuManbHbI# CpPOK Ul BBINONHEHUS AIMUHHUCTPATUBHOM IPOIENYpPbI
cocTaBiseT 1 pabGoumii eHs CO AHA NMOCTYIUICHHMs HA PacCMOTPEHHE OTBETCTBEHHOIO
UCTIOJHUTENA 3asdBI€HHS M JOKYMEHTOB, HEOOXOOMMBIX JUIsl IIPEIOCTABICHHS
TOCyAapCTBEHHOM YCIIyTH.

54. KputepueM MpUHATHS pELICHHS II0 HalpaBICHHIO MEXBEJOMCTBEHHOIO
3ampoca SABIAETCH HENPEACTaBlIeHHe 3aABHUTENIEM MO COOCTBEHHOW WHUIMATHBE
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JOKyMEHTOB (CBeJIeHUH ), yKa3aHHBIX B IyHKTe 19 A IMUHHCTPATHBHOrO pPerjiaMeHTa.
55. Pe3ynpTaToM aIMUHUCTPAaTUBHON MPOLENYPHI SBISETCS MOJMyYeHHE OTBETA Ha
Me’KBEZIOMCTBEHHBIH 3arpoc.
56. CnocoboM ¢ukcanuu pe3yibTraTa aJMHHHUCTPATHBHON MpOLEAYPHI SBIAETCS
perucTpals B COOTBETCTBYIOLIEM MOJyJie KOpIOpaTMBHOro noptajia MuHHCTepCTBa
OTBETa Ha MEXBEIOMCTBEHHBIH 3a1poc.

IIpegocTraBiieHHe CBeJeHNI 0 KOHKPETHOM 3aKJII04YeHHH (pa3peliuTe/1bHOM
AOKYMEHTE) Ha BBO3 (BbIB03) OHOJIOTHYECKHX MATEpHAJIOB, NOJYYE€HHbIX NPH
NPOBeJICHHH KJIHHHYECKOro HCC/IeI0BAHHA JIEKAPCTBEHHOI0 Mpenapara ajs
MeIMLIHMHCKOro NpuMeHeHHs1 HJIM pellieHHsl 00 0TKa3e B BbIAAaue 3aKJII0YCeHUs
(pa3pemINTEeILHOTO JOKYMEHTA)

57. OcHoBaHuWeM Mg Havaja aIMHHHACTPATHMBHON MpoueAyphl SBIAETCS
MOCTyIUIeHHe B MUHHCTEpPCTBO OT 3aMHTEPECOBAHHOIO JIMIAa 3ampoca o
MPeJOCTaBIeHUN CBEJIEHUH 0 KOHKPETHOM 3aKIIIOYeHUH (pa3pelIuTeNIbHOM JTOKYMEHTE)
Ha BBO3 (BBIBO3) OWONOTMYECKMX MAaTepHajoB, IIOMyYEHHBIX IpU MPOBEACHUH
KIMHAYECKOTO HCCIeOBaHUS JIEKAPCTBEHHOIO Ipenapara Mii MEIULMHCKOro
npuMeHeHusi 1no ¢opme comlacHO INpuilokeHHI0 Ne 2 k AJMHHHCTpaTHBHOMY
perjaMeHTy.

58. OtBeTCTBEHHEII UCMIONHUTENb B TeUeHUE 1 paboyero JHS CO AHS MOCTYILUICHUS
3anpoca IPOBEPSET HAJIMYUE B PEECTpe BBIJAAHHBIX 3aKIMIOUCHHUU 3anpalliBacMoil
HHPOpMaIMK U HalpaBliseT OTBET B (hopMe 3EKTPOHHOTO JOKyMEHTa, MOAKMCAHHOIO
yCUJIEHHON KBaJIM(QULUUPOBAaHHON 3JEKTPOHHOM TOANMCHIO, C HCIIOJIB30BaHHEM
Enunoro mopraina, cucteMbl «OTHO OKHO» B CPOK, He NpeBhIMAIOMUil 5 pabounx IHE
CO ITHS NOCTYIUICHHUS 3asiBJIeHUs B MUHUCTEPCTBO.

59. KpurepusMu TpUHATUS peLIeHHS [0 aAMHHUCTPAaTUBHOM INIpOLEAypE
ABIIAIOTCS HAJMYMe WM OTCYTCTBHE CBEJACHMH O KOHKPETHOM 3aKIIOUYEHHU WU
cBelieHU 00 OTKa3e B BbIJa4e 3aKJIFOUYEHHUS B PEECTPe BBIIAHHBIX 3aKIIOUYECHHH.

I'ocynmapcTBeHHas yciyra He MpeJOCTaBIseTCs, eclM coaepkaHue H ¢dopma
3ampoca HE  COOTBETCTBYIOT  YCTaHOBIEHHOW  mpuioxeHueM Ne 2 K
AJMUHHUCTPAaTUBHOMY perjlaMeHTy (opMe.

60. PesynpTaTroM aJAMHHUCTPaTHBHOH MpOLEAYpPHl SBIAETCS IPENOCTaBICHHE
CBEJICHUI O KOHKPETHOM 3aKIIOUSHUH, CBEe/IEHHH 00 OTKa3e B BbIAAYE 3aKIIOYECHHUS HUIIH
00 OTCYTCTBUU 3ampallllBaéMbIX CBEJCHUH.

61. Criocobom ukcaly aIMUHACTPATUBHOM MPOLEAYPhI SABIsAETCA OGOpMIICHHE
BBIIIMCKH M3 peecTpa BBIAAHHBIX 3aKJIIOYEHHH, MO0 CIpaBKM MO 3alpalliBacMOU
3agBHUTEIEM HH(OPMAITHH, JIHOO CIIpaBKU 00 OTCYTCTBHU 3alpalllMBaeMBbIX CBEICHU.

HcnpasieHne A0NyIEeHHbIX 0NeYaTOK H OIHO0K
B BBIIAHHBIX B pe3yJibTaTe NPeJoCTABJCHHS FOCYAAPCTBEHHOM
YCJYTH JOKYMEHTaX

62. B ciy4yae BbisBIEHHS 3asBUTENIEM B 3aKIIOYEHHH (Pa3pellUTEIEHOM
JIOKYMEHTE) OIe4aToK M (WiH) omuOOK 3asBUTENb NPEICTaBIsAeT B MHHHCTEPCTBO
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3asBJIEHHE B BHJIE DJIEKTPOHHOTO JOKyMEHTa ¢ McIHoib3oBaHueM EamHoro moprana,
cucteMbl «OIHO OKHOY» 00 MCIIPaBIEHHH TAKWX OTEYATOK U (UJIH) OIIUOOK.

63. OTBEeTCTBEHHEII HCTIONHHUTENDb, HA3HAYEHHBIH HAUAJILHUKOM OT/ieNia, B TEUeHHE
1 pabovero mHA cO OHS IIOCTYIIGHHS COOTBETCTBYIOWIETO 3asBICHHUS IIPOBOJUT
IIPOBEPKY YKa3aHHBIX B 3asBJICHUY CBEACHHM.

64. B cityuae BBISIBJIEHUS JOIYIIEHHBIX ONEYaTOK U (MJIH) OIIHMOOK OTBETCTBEHHBIN
UCIIOJHHUTEND OCYIIECTBIISET UCTIPABIIEHAE TaKMUX OIEeYaToK U (WIM) omUOOK B CPOK, He
IpeBbIIAIOMUN 5 pabouux JHeH co 1OHA TMOCTyIIeHHss B MMHHCTEPCTBO
COOTBETCTBYIOIIErO 3asBlIeHUS B (opMe BIEKTPOHHOTO MAOKYMEHTa IIOCPEICTBOM
EnuHoro moprana, cucteMbl «OIHO OKHOY.

65. KputepreMm NpuHATHS pelleHHs 110 aJIMUHUCTPATUBHOM Mpoleype ABIIETCS
HaJIM4Y¥Me HWIH OTCYTCTBHE ONMEYaTOK M (WJIK) OIIMOOK B 3aKITIOUEHUH (pa3pellUuTeIbHOM
JOKYMEHTE).

66. Pe3ynbraToM aIMHUHHUCTPAaTHBHON IIpOLiEAiyphl SABISAECTCA HCIPaBICHHE
oneyaTky U (MJIH) OUIMOOK B BEIIAHHBIX JOKYMEHTaX.

67. CrnocoboM ¢uKcalMd aJMHHUCTPATHBHON IpPOIECAYpPHl SABISIETCS BHECEHHE
UHGOpMALIMH B peecTp BBIIAHHBIX 3aKIIOYCHUH, pelleHHH 06 oOTkase B BbIIAYE
3aKJIFOYCHU .

Oco0eHHOCTH BbINOJHEHHS AAMHHICTPATHBHLIX Npoueayp (aeicTBHI)
B 2JIeKTPOHHOH dopme

68. ®opMmupoBaHHMe 3ajBJICHHS B OIIEKTPOHHOH (GopMe OCYLIECTBIAETCSA
3asBUTEJIEM IIOCPEACTBOM 3amojiHeHus Ha EquHoM moprane, B cucteMe «OIHO OKHO»
€ro 3JIEKTPOHHON (JOPMBI U TIPUKPEIUIEHHS K HEMY 3JIEKTPOHHBIX 00pa30B JOKYMEHTOB,
NOJNKCAHHBIX YCHJIEHHONW KBaIM(HIMPOBaHHON »SIEKTPOHHOH MOANHCHIO, 6e3
HEOOXOAMMOCTH JOMOIHUTENILHOM MOayy 3asBJICHAS B BUJE JOKyMEHTa Ha OyMaXXHOM
HOCHUTEJIE.

69. @opmaTHO-orHYecKas IpoBepka COOPMHMPOBAHHOrO  3ajBICHHA B
SNIEKTPOHHON (GopMe OCYIIEeCTBIISETCS aBTOMATUYECKH IIOCIIE 3allOJHEHHS 3asiBUTEIIEM
KaX/JI0Or0 M3 Iojiel Takoro 3asBiieHus. [Ipy BBLABIEHMH HEKOPPEKTHO 3allOJIHEHHOI'O
Hojsd 3afABJIEHHA B JJEKTPOHHON (opMe 3asBUTENb YBEJOMISETCS O XapakTepe
BBISBIICHHON OIIMOKHA M MOpPSAKE €€ YCTPaHEeHHs MOCPENCTBOM HHGOPMALMOHHOTO
COOOIIIEHHUS HEMOCPEICTBEHHO B SJIEKTPOHHON (hopMe 3asIBIICHMUS.

70. TTpu hopMHpPOBaHUH 3asBIIEHUS B 3JIEKTPOHHOH dopMe nocpeactsoM EnuHoro
nopraia, cucteMbl «OIHO OKHO» 3asBUTENIO 00€CIICUNBACTCA:

1) BO3MOXHOCTh KOIIMPOBAHKS M COXPaHEHHUs 3asBICHHUS B DJIEKTPOHHOM (opMe U
IIPMKPETUIEHHBIX K HEMY JIEKTPOHHBIX 00pa30B JOKYMEHTOB,

2) BO3MOXHOCTb M€YaTH Ha OYMaXHOM HOCHTeNe KONMH 3asBJICHHS B
3JIEKTPOHHOM (opMme;
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3) coxpaHeHHe paHee BBEJECHHBIX B DJIEKTPOHHYIO ()OpMy 3asBICHHs 3HAUYCHHH B
000} MOMEHT IO JKEJIAHHIO MOJIH30BATENA, B TOM YKCIIe TPH BOZHUKHOBEHUH OIINOOK
BBOJIa ¥ BO3BparTe I MOBTOPHOrO BBOJA 3HAYECHHH B JJIEKTPOHHYIO (GOpMY 3asiBICHHUS;

4) 3amosHeHHE TOJeH 3NeKTPOHHOM QopMBI 3asBIIEHN 4O HaYalla BBOJA CBEICHUI
3agBUTEJEM C HCIONB30BaHMEM CBelEHHi, pa3MeIleHHBIX B (eaepalbHOR
rocyapcTBeHHON HH(popManHMoHHOW cucteMe «EnuHas cucreMa HWACHTH(QHKALMH H
ayreHTHdUKad B HHOpacTpykType, ofecrneunBaomeii  HHGOPMALMOHHO-
TEXHOJIOTHYECKOE B3aMMOJCHCTBUE WH(OPMAILMOHHBIX CHCTEM, HCIIONB3YEMBIX IS
NPeNOCTAaBIEHHs TOCYJaPCTBEHHBIX U MYHHIMIIANBHBIX YCIYT B 31E€KTPOHHOH (opMe»
(namee — emuHas cUcTeMa HOCHTH(QUKAIUM M ayTeHTUQHMKALUHM), ¥ CBEACHMH,
onyOnMKoBaHHBIX Ha EjauHOM TmopTane, B 4acTH, KacaloOIUEWCH CBEICHHUM,
OTCYTCTBYIOIIHMX B €JIMHOM cACTeMe HeHTH(UKAIVA U ayTeHTHUKAIMY,

5) BO3MOXHOCTH BEpPHYThCS Ha JIIOOOH M3 3TaloB 3allOJHEHHs 3JIEKTPOHHOM
¢opmeI 3asBieHus Oe3 OoTepH, paHee BBeIEHHOH HHGOpMalKy;

6) BO3MOXKHOCTH JAOCTyIIa 3asABHTENA C HCIOIb30BaHWEM Enwnoro mopraia,
cucreMsl «OIHO OKHO» K paHee MOJJaHHBIM MM 3asiBIIEHUSM B TEYCHHE HE MEHEE OJHOTO
rojia, a TaKkXe 4acTHYHO CPOPMHUPOBAHHBIX 3asIBICHUI B TeU€HHE HE MeHEE 3 MECAILIEB.

71. ChopmupoBaHHOE 3asBIE€HHE B 3JIEKTPOHHOH (opMe M IPUKPEIUICHHBIE K
HEMY OJJIEKTPOHHBIE 00pa3bl JOKyMEHTOB MOAMKCBHIBAIOTCS 3aABUTENEM YCHIICHHOU
KBIMQHLIUPOBAHHON 3JIEKTPOHHOM MOATMHMCHIO H HAINPABIAIOTCA B HHOOPMALMOHHYIO
cucTeMy MuHucTepeTsa mocpenctsoM Eninoro noprana, cucteMsl «OHO OKHO».

72. MUHHCTEPCTBO 00€CIeUnBaeT IPHEM 3asBICHHS B DJIEKTPOHHOH (opme H
NPUKPEIUIEHHBIX K HEMY OJIEeKTPOHHBIX 00pa3oB JOKYMEHTOB (3JIEKTPOHHBIX
JIOKYMEHTOB) W MX PErucTpaiuio 6e3 HeoOXOJMMOCTH IMOBTOPHOIO MpPeACTaBICHHS
3agBUTENIEM TaKUX JOKyMEHTOB Ha OyMa)XHOM HOCHTEJE.

73. Vmiata rocyJapCTBEHHOW MOLUIMHBI M (WJIH) ILIaThl 3a IPEIOCTABICHHE
rOCYJIApCTBEHHOH YCIYTH HE IIpelyCMOTpEHa.

74. IlprieM U pervcTparys 3asBieHUs B dJIEKTPOHHOH GopMe M NPHKPEIUIEHHBIX K
HEMY 3JIEKTPOHHBIX 0Opa3oB JOKYMEHTOB OCYILUECTBIAETCA B CPOK M B MOpPSIKe,
TipelyCMOTPEHHOM ITyHKTaMH 43-46 AZIMHHHUCTPATHBHOTO PETJIaMEHTA.

75. TlpenocrasiieHue rocyAapCTBEHHOH YCIyT Ha4YMHAETCS ¢ MOMEHTA IpHeMa
peructpanus MHHHUCTEPCTBOM 3asBJICHHS B 3JIEKTPOHHOH (OpPME U IPHUKPEIIEHHBIX K
HEMY JJIEKTPOHHBIX 00pa30B JOKyMEHTOB.

76. Tlonydenue pe3yibTaTa MPEAOCTaBICHHUS IOCYIApCTBEHHON yCIyru B (opme
5IEKTPOHHOIO JOKYMEHTA OCYIUECTBISETCS 3asBHTEIEM C HCIONb30BaHMEM JIMYHOTO
xabuHeta Ha Enudom mopTtaie, B cucteMe «OIHO OKHO» B TEYEHHE CpOKa AECHUCTBHA
pe3yJibTaTta IpeJOCTaBIeH s TOCy JapCTBEHHOH YCIyIH.

77. 3asgBUTENbp HMEET BO3MOXHOCTH MONy4YeHHs HHGOpPMAlMM O Xone
IpeOCTABICHHS FOCYIapCTBEHHOH YCIIyTH.

Wudopmanys 0 Xoje MPeNOCTaBlIeHUs IOCYyNapCTBEHHOH YCIYyTH HANpPaBiIseTCs
3afBUTENI0O B CPOK, He mpeBplmaromuii 1 paboumii neHB TOCHe 3aBEepIUCHUA
BBITIOJIHEHUST COOTBETCTBYIOLIETO JAEHCTBHS, C HCHONB30BaHMEM cpeacTB Emumuoro
nopraina, cuicreMbl «OZHO OKHO».

[Ipy TOpeNOCTABNEHHWM TOCYJAapCTBEHHOM YCIYrH B DIEKTPOHHOH ¢opme
3aBUTEIIIO HANPABJIAIOTCA:
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1) yBemoMieHue o pueMe U perucTpaniy 3aIpoca;

2) yBegoMIiieHHEe 0 MOTUBUPOBaHHOM OTKa3e B IIPHEME 3arpoca;

3) yBemomileHHMe O pe3yjbTaTaX pacCMOTPEHHs HalpaBieHHBIX JOKYMEHTOB,
HEeOOXOMMBIX /ISl IPEOCTABIEHHs FOCY IapCTBEHHOM yCIIyIH;

4) yBegoMieHHE O BO3MOXHOCTH HOIYYHTh pe3ylbTaT IPelOCTaBICHUS
rocyJapCTBEHHOM YCIyTH;

5) yBepomiieHHe 0 MOTUBUPOBAaHHOM OTKa3€ B IIPEJJOCTABIICHUH YCIYTH.

78. 3asBUTENb MONy4YaeT pe3yJbTaT MPEIOCTaBICHUS ITOCYJAapCTBEHHON YCIYrH B
(dopMe DBIIEKTPOHHOTO MOKYMEHTa, TMOINHCAHHOTO YCHJIEHHOH KBalIU(ULIUPOBAHHOM
3JIEKTPOHHOH ITOANNCEHIO, C UCTIONHh30BaHUEM JIMUHOTO kabuHeTa Ha ExuHoM noprarne, B
cucteme «OHO OKHOM.

IV. ®opMbl KOHTPOJIS 32 IPEAOCTABICHHEM
rocyAapcTBEeHHO# yCayra

Ilopsagok ocylecTBAEHUS TEKYLIEro KOHTPOJIs 32 co0/10eHneM
M HCNOJTHEHHEM OTBETCTBEHHBIMH J0JKHOCTHBIMH JIMIIAMH NMOJIOKEHHH
AIMHUHHCTPATHBHOIO PErJIAMEHTA H HHbIX HOPMATHBHBIX MPABOBLIX
AKTOB, YCTAHABJHBAIHX TPeGOBAHUS K NMPEAOCTABICHHIO
roCyAapcTBeHHOH yC/Iyru, a Takoke NPUHATHEM HMH pellieHHH

79. Tekymmii KOHTpOJb 3a COOJMIOACHHEM MOCIENOBATEIBHOCTH JEUCTBHH,
ONpeJieNieHHBIX ~ aJMUHUCTPATUBHBIMH  MpOLEAYpaMH IO  MpPeJOCTaBIEHHIO
TOCY/IapCTBEHHOM YCITyTH, OCYLIECTBISAETCA PYKOBOJUTENEM H JODKHOCTHBIMH JINI[AMH
MHUHHCTEPCTBA, OTBETCTBEHHBIMH 3a OpraHM3alyio paboTel MO IPeJOCTaBICHHIO
rOCYJAapCTBEHHOW YCIyTH, MyTeM NpOBeAEHHUs NPOBEPOK COOMONEHHS M HCIIONHEHHS
OTBETCTBEHHBIMH HCIIOJIHHTEISIMH TIOJIOXKEHUH AJMHHUCTPAaTUBHOIO perjlaMeHTa,
MHBIX HOPMATHUBHBIX NpaBOBBIX akToB Poccuiickoit ®epepaiyu, a Takke IpH
MpOBECHUU BHYTpPEHHETO ayaaTa pe3yIbTaTUBHOCTH IIPeIOCTaBIICHUS
roCyAapCTBEHHOH YCIyTH (fajnee — IpOBEPKa).

80. IlpoBepky MOJHOTHI W KayecTBa IMPEJOCTaBICHUS I'OCYJApCTBEHHOM YCIIYyTH
BKJIIOYAIOT B €0 MpOBEACHHUE NMPOBEPOK, BRIABICHUE Y YCTPaHEHUE HAPYIUEHUN IpaB
3asBUTENEH, pACCMOTPEHHE, TIPHHSATHE PELICHUI 1 MOATOTOBKY OTBETOB Ha OOpallleHHsI
3agBUTENIEH, colepxamue JKanoOb Ha JeiictBus (Oe3neiicTBME) W pelICHUs
NODKHOCTHBIX ~ JIHI]  MUHHCTEPCTBA, OTBETCTBEHHBIX 32  IIPEAOCTaBJICHHE
rocyJapCTBEHHON YCIyTH.

IopsiioK H NEPHOAHYHOCTD OCYIIeCTBICHHS NJIAHOBBIX
H BHEILJIAHOBBIX MPOBEPOK MOJTHOTHI H KA4eCTBa NPeA0CTABAECHHA
rocyapcTBEHHO# YCJIyrH, B TOM 4HC/Ie TOPSAOK H (pOPpMBI KOHTPO.IA 32 MOJTHOTOH
H Ka4eCTBOM NpPeI0CTABJIEHHS FOCYAapPCTBEHHOH YCayr '

81. IlpoBeneHHe TUIAHOBBIX U BHEIUIAHOBBIX IPOBEPOK OCYIIECTBIIAETCA B LEJAX
BEISIBJIEHHS HApyIUIEHWH MOpAIKa MPENOCTaBICHUS IOCYyJapCTBEHHOM YCIyI'H, B TOM
YHCle CBOEBPEMEHHOCTM U IOJNHOTHI PAaCCMOTPEHMs] OOpallleHHil 3asBHTEINEH,
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060CHOBAHHOCTH ¥ 3aKOHHOCTH IIPHHSATHS 110 HUM PEIIEHUH.

82. ITaHOBBIE POBEPKH MOJHOTHI M Ka4ecTBa NMPEIOCTaBIEHHS I'OCY JapCTBEHHOM
yCIyrd MPOBOISATCS YIOJHOMOYEHHBIMH JO/KHOCTHBIMH JIML{aMi MUHHCTEPCTBA HE
pexe 1 pasa B rox.

83. Esxero/Hblii I1aH IPOBEPOK YCTaHABIUBAETCA PyKOBoAMTEleM MUHUCTEPCTBA.

84. DBHeIUIaHOBBIE TIPOBEPKHA TMONHOTHI M KauyecTBa  MPeNOCTaBICHUA
TroCyapCTBEHHOM YCIIyrH IPOBOAATCA CTPYKTYPHBIM TofpasjeienneM MUHHCTEPCTRa,
OCYIIECTBIIAIOLIAM TOCY[AapCTBEHHYIO YCIyry, C Y4YacTHeM YIOJHOMOYEHHBIX
JOJDKHOCTHBIX JIMI[ MojpasfeieHuii MHHHUCTEpPCTBA IO KOHKPETHOMY OOpalleHHIo
(’kai106€) rpaXIaH WK IOPHAMYECKHUX JIMI[ HA pelleHus Wi Aedcteus (GesnencTaie)
IODKHOCTHBIX JIML, MHMHHCTEPCTBA, IPUHATHIE HIH OCYIIECTBICHHbBIE B X0
IIpeOCTaBICHHS FOCYIapCTBEHHOH YCITyTH.

85. Pesynbrathl HpoBepkH OGOpMIAIOTCS B (GoOpMe aKTa W TOAMMCHIBAIOTCA
YIOJTHOMOYEHHBIMH JODKHOCTHBIMH JIMLaMi MHUHUCTEPCTBA.

OTBeTCTBEHHOCTD JOUKHOCTHLIX JiMI MHHHCTEPCTBA 32 pelleHHs
n aefictBug (Ge3aeiicTBuE), IPpHHAMaeMble (OCYLIECTBsIEMbIE) HMH
B X0/ie NPEe0CTABJICHHS FOCyJapCTBEHHOM YCIyTH

86. IlepcoHanbHas OTBETCTBEHHOCTb MOJDKHOCTHBIX JULl MHHHMCTEpCTBa 3a
npeocTaBjieHHe TOCYJApCTBEHHOH YCIyrd 3aKpeisiercs B HX  JOJDKHOCTHBIX
periaMeHTax B COOTBETCTBHH C TpeGOBaHMAMH 3aKOHOZaTenscTBa PoccuiickoH
Denepauym. ‘

87. WcnonHuTtenh, OTBETCTBEHHBI 3a OCYIIECTBICHHE COOTBETCTBYIOLIUX
aIMHUHHCTPATHBHBIX  Mpolexyp  AIMHHMCTPaTHBHOTO  DErJaMEHTa,  HECET
IEPCOHANIBHYIO OTBETCTBEHHOCTH 3a:

1) cooTBeTCTBHE pE3YNbTaTOB PACCMOTPEHUS NOKYMEHTOB, IPEICTaBICHHBIX
3asBUTENEM, TpeGoBaHMAM 3aKoHOaTenbcTBa Poceniickoi Denepanuy;

2) cobmoieHne CPOKOB U IOpsi/iKa MpreMa T0KyMEHTOB;

3) coboieHne OpAAKa, B TOM 4HCJIe CPOKOB IPEIOCTABIEHUS IOCYJAPCTBEHHOH
YCILyTH.

HoJ102kenns, XapaKTepu3ylolue TpeGoBaHHusA K NOPSAKY
1 GopMaM KOHTPOJIfl 32 NPEeA0CTABICHHEM roCy1apCTBEHHOMH
YCJIYTH, B TOM 4HCJIe CO CTOPOHbI IPaXaaH,
uX o0beHHEeHNIi H OpraHH3alMi

88. I'paxcnane, X OObeUHEHHS X OPTAHH3AIHH MOTYT (BIpaBe) KOHTPOIMPOBATH
Ipe0CTaBIEHHe TOCYIAPCTBEHHON YCIyTH OCPENCTBOM MOIy4eHHs HH(OpMAIH 110
TeneOHy, OTBETOB HAa IMChMEHHBIE OOpalleHus, IO 3JIEKTPOHHOH mouTe, Ha
ouupanbHOM calite MuHHCTepCTBa, depe3 Enunbiii nopran, cucteMy «OIHO OKHOY,
APYTrUMH 3aKOHHBIMH CIIOCOGaMH.

V. ocyne6unlii (BuecyaeGHbIIi) MOPAIOK 06:kaa0BaHHA AeHCTBHS
pemennii u aeficrBuii (6esneiicTBusn) MuHHCTEPCTBA, a TAKKe
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JAOJKHOCTHBIX JINIX MHHPICTepCTBa

Undopmanusn Ajisi 3aHHTEPECOBAHHBIX JIHL 00 HX NMpaBe
Ha JocyaebHoe (BHecyaeOHOe) o0xaioBaHue AeHCTBHI
(Ge3neiicTBUs) N (HJIM) pelleHH i, TPUHATBIX (OCYLIECTBJICHHBIX)
B X0/ie IPe0CTAB/JEHHUS FOCYAAPCTBEHHOH yCIyIH
(manee — :xxaJ106a)

89. 3aumHTepecoBaHHbIE JiHlla BrpaBe o0XanoBaTh nedcTBus (Oe3znelicTBHE)
JOJDKHOCTHBIX JIMIT MHHHMCTEPCTBA M peIleHuUs, NPUHATHIE (OCYIIEeCTBIsEMble) MU B
XO/le INPEeNOCTABIEHUS TOCYAapCTBEHHON YCIyrH, B aocyleOHOM (BHeCyAeOHOM)
HOpSTKE.

90. 3aWHTepeCOBAaHHBIM JIMIaM o0ecrneYuBaeTCs BO3MOXKHOCTh HalpaBlICHHs
KaJI00Bl Ha pelieHus, AeicTBUs WU Ge3aelicTBue MUHHCTEPCTBA, JODKHOCTHOTO JIMIIA
MuHHCTEpCTBA B COOTBETCTBMM co cTratbeil 11.2 DenepanbsHOro 3akoHa
or 27 wrons 2010 r. Ne 210-®3 u B nopsike, YCTaHOBICHHOM IIOCTaHOBJICHHEM
INpaBurensctBa Poccuiickoit ®@eneparuu ot 20 nHosOps 2012 r. Ne 1198 «O
¢enepansHOl  TOCYAapCTBEHHOW HH(GOPMALMOHHOH cHCTeMe, 00ecneYMBaoLIeH
nporecc JgocyneOHOro (BHecyAeOHOro) oOXajoBaHMs peEIICHWH M JIEHCTBHM
(be3nmeiicTBUA), COBEPIIEHHBIX MpPH  NPEAOCTABICHUM  TOCYJApCTBEHHBIX H
MYHHUIMIAIBHBIX ycryr» (namnee — mnocraHoBneHue IlpaButenbcTBa Poccuiickoi
®eneparmn Ne 1198)°, ‘

91. 3auHTepecOBaHHBIE JIHIIA MOTYT OOpaTUTbCA € XKajnoboH, B TOM 4YHCIE B
CIIeIyIONINX CIIyqasX:

1) Hapy1IeHHE CpOKa PErHCTpaLluy 3asBIICHNS,

2) HapyIIeHHe CpoKa NMPeJOCTaBICHNs FOCy JapCTBEHHOM YCIIyTH;

3) TpeGoBaHHME TpEACTABIEHUS 3asBUTENIEM IOKYMEHTOB, HE IPENyCMOTPEHHBIX
HOPMAaTHBHBIMH TpaBOBBIMU akTaMu Poccuiickoii @enepauuu s NpeIOCTaBICHUS
rOCyJIJapCTBEHHOW yCIIyTH;

4) oTka3 B TpHeMe [OKyMEHTOB, IPEICTABICHHE KOTOPBIX MPEXYCMOTPEHO
HOPMaTHBHBIMH IIpaBOBBEIMU akTamu Poccuiickoii @enepauuu IJisi MPEAOCTABICHUS
roCyIapCTBEHHOU yCITyTH;

5) 0TKa3 B MPEJOCTABICHUN I'OCYAapCTBEHHON yCIYTH, €CJIH OCHOBAHHSA OTKa3a He
IpeyCMOTpeHbl (elepalbHbIME 3aKOHAMHU M IPHHATEIMA B COOTBETCTBHM C HHUMH
WHBIMH HOPMaTHBHEIMH NIPaBOBBIMU akTaMu Poccuiickoit ®enepanmyu;

6) TpeOoBaHHE BHECEHHs 3asBHUTENIEM IIPH IPEINOCTABICHHH TOCYAapCTBEHHOH
YCIIYTH ILUIATHI, He TIPeAyCMOTPEHHOH HOPMAaTHBHBIMH [IPAaBOBBIMU akTamMu Poccuiickoid
®enepauuy;

7) OTKa3 JOJKHOCTHBIX JIMI[ B MCTIPABIEHUH JOMYIIEHHBIX ONEYaTOK M OIIMOOK B
3aMpalliBaeMbIX CBEJICHHSAX;

8) HapylleHHe CpoKa WJIM MOpsAIKa BBIJAYH JOKYMEHTOB IO pe3ylibTaraM
[Ipe0CTAaBIIEHUS TOCYIapCTBEHHON HIIM MYHHUIMIIAIBLHON YCITYTH;

9) NPHOCTAHOBJIEHHE MIPENOCTABICHUS TOCY1apCTBEHHOM YCIYTH, €C/IM OCHOBaHUS

5 Cobpanne 3akoHoAaTeNbCTBa Poceuiickoit denepannn, 2012, Ne 48, ct. 6706; 2018, Ne 49, ct. 7600,
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MPUOCTAHOBJICHUSI HE MpexyCMOTpeHb! (elepalbHBIMU 3aKOHAMH U MPHHATHIMH B
COOTBETCTBUM C HHMMH HHBIMH HOPMATHMBHBIMH IpaBOBBIMH akTaMu Poccuiickoii
®enepauyu.

Opranbl rocy1apcTBeHHO# BJIACTH, OPraHU3alHHA U YIIOJTHOMOYEeHHbIEe
HA paccMOTpeHHe KAN00bI UL, KOTOPbIM MOKeT ObITH HANlpaBJIeHa
’kaJj100a 3asBUTEN B A0cyieOHOM (BHecyAeOHOM) nopsaKe

92. B cimyuae oOxanoBaHus JeiicTBuit (Oe3neiicTBUs) IMOMKHOCTHOIO JIHMIA
CTPYKTYpPHOTO nojpasielieHlss MUHUCTepCTBa jkaioba moAaeTcs Ha MMs pyKOBOJUTEIS
COOTBETCTBYIOLIETO CTPYKTYPHOTO Hojpa3zaeiaeHss MUHUCTEPCTBA. ‘

B cnydae oGxamoBaHus aedicTBuii (6e37eiiCTBUA) PyKOBOOUTENS CTPYKTYPHOIO
noapasjeneHuss MuUHUCTepCTBa jkanoba mojaeTcs Ha MM 3aMecTHTens MHHHCTpa
3npaBooxpaHeHus Poccuiickoit ®enepanun, KypUpPYyIOLIEro MaHHOE CTPYKTYpPHOE
noapaselicHHe B COOTBETCTBHU C paclipefielieHHeM O0S3aHHOCTEH, YCTaHOBIIEHHBIM
npukazoM MuHHCTEpCTBa.

XKanoba Ha nefictBus (Oe3melicTBHe) 3aMecTUTENIS MHHUCTpa 34paBOOXpPAHEHUS
Poccuiickoit ®enepanuu noaaercs Ha UM MuHuctpa 3npaBooxpadenust Poccuiickoi
®enepauuu.

Cnoco6b1 nHdopMHupOBaHuS 3asiBUTe/EH 0 MOPAAKE NOJAYH
H paccMOTPeHHs »xaj100bl, B TOM YHcJIe ¢ HenoJib3oBanHem Eannoro
MOPTAJIA rOCYAAPCTBEHHBIX H MYHHIHNAJBHBIX YCJIYT (pyHKIHH)

93. HudopMupoBaHre 3aMHTEPECOBAHHBIX JIHI[ O TOpAAKE IOJa4d KaloObl
oCylIecTBIsieTcss Ha odulManbHOM caiite MunuctepcTBa, Ha EnvHoM moprtane u B
cucreme «OTHO OKHO».

IlepeueHb HOPMATHBHBIX NIPABOBLIX AKTOB, PETryJIHPYIOIHUX NOPAAOK
aocyaeGHoro (BHecyaeOHOro) 00:xaloBaHus pelliecHHH H JeHcTBH
(0e3aeiicTBust) MUHHCTEPCTBA, 2 TaAKKe €ro J0/KHOCTHBIX JIHIX

94. OTHOLIEHHs, BO3HHUKAIOIIHME B CBA3M C AOCYIAeOHBIM (BHeCyJeOHBIM)
obxaoBaHMeM pellleHuit U JOedcTBuil (Oe3meiicTBus) MuHMcTEpCTBa, a TaKXKe
JOJDKHOCTHBIX JiMII MHUHHCTEPCTBA PETYNHPYIOTCA CIIEAYIOIIMMH HOPMAaTHBHEIMHU
IIPaBOBBIMH aKTaMH:

1) ®denepanbabiM 3akoHOM OT 27 1o 2010 r. Ne 210-D3;

2) nocraHoBienneM IlpaButennsctBa Poccuiickoit ®exmepaumu ot 16 aBrycra
2012 r. Ne 840 «O mopsiaxe mofa4d ¥ PacCMOTPEHHUS JKaJlo0 HAa PELICHUs U JCHCTBHA
(6e3meticTBre) (emepanbHBIX OpraHOB HCHONHUTENBHON BIACTH M MX JO/DKHOCTHBIX
o,  ¢elepalbHBIX  TOCYHApCTBEHHBIX  CIyXallMX,  JO/DKHOCTHBIX  JIHI|
rOCyAapCTBEHHBIX BHEOIOIIKETHBIX donmoB . Poccmiickoii ®depnepanuu,
rOCyJJApCTBEHHBIX KOPIOpaLui, HAJENCHHBIX B COOTBEICTBHH C (elepalbHBIMU
3aKOHAMM [IOJIHOMOYHMSMH TII0 TPEAOCTaBICHUIO TOCYJAapCTBEHHBIX YCIyr B
YCTaHOBJIEHHOM cdepe AeATeNbHOCTH, M WX JO/DKHOCTHBIX JIML, OpraHu3aluy,
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MpeRyCMOTpeHHbIX 4acTeio 1.1 cratbu 16 ®emepanbHOro 3aKoHa «O06 opraHu3anUH
IpeJOCTaBIeHHs rOCyJaPCTBEHHBIX W MYHMIIMIIANIBHBIX YCIYyT», H HX PabOTHHKOB, a
TAKOKe MHOTOQYHKIMOHAIBHBIX LEHTPOB TNPEeNOCTaBlIe€HHS TOCYJapCTBEHHBIX U
MYHHUIMITATBHBIX YCIYT U UX paboTHHKOBY ;

3) nocranosnenueM [IpaButensctBa Poccuiickoit @eneparyu Ne 1198.

95. TlepeyeHr HOPMATHBHBIX MPaBOBBIX AaKTOB, DEryIUPYIOLIMX IOPSIOK
pocyiebHoro (BHecyneOHOTo) obXanoBaHWs penreHWH M JeifictBuil (6e3neiicTBus)
MHuHICTEPCTBa, a TAKKE €ro AOJKHOCTHBIX JIHI, pa3MellaeTcs Ha OpHLHAIBHOM caiiTe
MunucrepcTBa B ceTH «IHTEpHET», B (peaepanbHOM peecTpe, Ha EauHOM moprane U B
cuctreme «OJJHO OKHOY.

Wudopmanus, ykazaHHas B HACTOSIIEM pasjielie, pasMelaeTcs Ha ohHLHAIbHOM
caiite Munucrepcrea B cetn «MHTepHer», Ha EguHOM mopTane, B (elepalbHOM
peectpe u B ciucteMe «OIHO OKHO».

MunuctepcTBo o0ecredydBaeT pasMelleHHe U aKTyalH3alMio CBEACHHH B
COOTBETCTBYIOIIEM pazzeie deaepalibHOro peecTpa.

6 Cobpanue 3axonozarteibera Poccuiickoit ®enepamuy, 2012, N 35, cr. 4829; 2018, N 25, cT. 3696.
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[Mpunoxenune Ne 1
K AIMUHUCTPATUBHOMY PETIIAMEHTY
MunucTepCTBa 31paBOOXPAHCHHS
Poccuiickoit @enepanuu 1o IpeA0CTaBICHUIO
rOCYAapCTBEHHOH YCIIyTH IIO BBIZAYC
3aK/IIOYEHHH (pa3pelINTENIbHBIX JOKYMEHTOB)
Ha BBO3 B Poccuiickyto ®enepanuio u BbIBO3
3a npenensl Poccuiickoit @enepanny GHOIOTHYSCKHX
MaTepHAaJIOB, IIOJIyYEHHBIX IIPH IIPOBEACHUN
KJIIHHHYECKOTO HCCIIeI0BaHMs JIEKAPCTBCHHOTO
mpenapara Juisi MEAUIMHCKOrO IIPUMEHCHUS,
yTBEP)KICHHOMY NpUKa3oM MHHHCTEPCTBA
3apaBooxpanenus Poccuiickoi Oenepanyu
oT «/_&> A1 prn & v. Ne A
Y 20017.

®opMa

3asiBIeHHE O BBO3€ (BBIBO3€E) OHONOTHYECKUX
MaTepUAJIOB, TOTYy4YeHHBIX IPY MPOBEACHUH KIMHUYECKOro
MCCIIEAOBAHHS JIEKApCTBEHHOTO IIpernapara
IUI METUITHHCKOTO MPUMEHEHHS

oT 20 T No

3asaBUTEND

(HaMMEHOBAHHE 3aABUTENIS)

TIpomry peIOCTaBATE 3aKIoueH e (Pa3pelnTeTbHbIH JOKYMEHT)
Ha BBO3 (BbIBO3) OMOJIOrMYECKUX MATEPHAIIOB

(BI/II[ BBO3HMOI'O (BI:IBO3I/IM01"O) OMOJIOrIIECKOr0 MaTepuala, KOJIM4eCTBO CIHHUI
KaXXJoro BuJa BBOSUMOTO (BBIBOSI/IMOFO) OMOJIOTHUECKOTO MaTepuaia, BU YHaKOBKH

JUTSL KQKJIO0T0 BHAAQ BBO3ZMMOIrO (BBIBO3UMOr0) OHOJIOrHIECKOTO MaTepHana)

MOJIYYCHHBIX IIpHU NpOBCACHNH KJIMHAYECKOr0 HCCIICIOBaHUSA JICKAPCTBEHHOTO
npenapara s MEIUINHCKOTO IPUMEHCHHNA

(HaI/IMCHOBaHI/Ie JIEKapCTBCHHOI'O IIpeTiapara JI1 MEIUIHHCKOT'O HpI/IMeHeHI/I}I)

NpoBOAUMOIO Ha OCHOBAHUH pa3peCLICHUA MI/IHI/ICTepCTBa 3,HpaBOOXpaHeHI/ISI




Poccuiickoii denepanuu OT Ne II0 MPOTOKOJIY KIIMHHYECKOTO
UCCIIeJOBaHMS JIEKApCTBEHHOrO Iperapara s METUIIHHCKOTO IPUMEHEHHS.
Ne

(HOMEp ¥ HaMMEHOBaHHE ITPOTOKOJIA KIHHHYECKOTO HCCICAOBaHUA
JIeKapCTBEHHOTO MpenapaTa Ui MEJUIMHCKOTO IIPUMEHEHHS)

(CpOKI/I MNPOBCACHUA KITMHUYECKOT'O HCCIICAOBAHHA JICKapCTBEHHOTI'O IIpeItapara
A1t MCIHIIUHCKOT'O HpI/IMCHCHI/ISI)

I{enb BBO3a (BBIBO3a) OMOJIOTUYECKUX MAaTEPUAIIOB, TTOJIYYCHHBIX PH NPOBEACHUH
KIUHWYECKOI0 MCCJEeIOBaHMs JIGKQpCTBEHHOIO Iperapara s MeAMLHHCKOIro
pUMEHEeHUs:

MecTo HaxoXXJeHHS M IOJIHO€ HAaMMEHOBaHWUE OPraHM3alldH, B aIpecC KOTOpOﬁ
INTAHUPYETC OCYIIECTBIIATH BBO3 (BBIBOS) OHUOJIOTHYECKUX MaTepHalioB, MMOJYYCHHbBIX
IpH NPOBECACHHUU KIIMHHUYCCKOro HCCICIOBAHHA JIEKapCTBCHHOT0 Mperapara IJiA
MEAUITUHCKOI'0 IIPUMEHCHUS:

YHNo1HOMOYEHHOE JIULIO

(1ODKHOCTB, (haMHIIHs, HMSI, OTIECTBO (IPH HATMYHH), IOIIIHC)

Mecto neuatu
(Ipy HAJIMYMA)
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[Mpunoxenune Ne 2
K AJIMHHHCTPaTUBHOMY PETIAMEHTY
MunucTepcTBa 3[paBOOXpaHEHUS
Poccuiickoit ®enepanuu o npeaoCTaBICHAIO
rOCYJIapCTBEHHOH YCIYTH II0 BhIIA4e
3aKI0ueHHH (pa3pennTebHBIX JOKYMEHTOB)
Ha BB03 B Poccutickyio @enepanyio 1 BEIBO3
3a npegenst Poccuiickoit @enepanyn GHOIOrHICCKHUX
MaTepHasiOB, IOJIyYEHHBIX IIPH IIPOBEJACHHN
KJIMHHYECKOTO MCCIIEIOBaHU JIEKAPCTBEHHOTO
mpernapaTa st MEAULIMHCKOTO IIPHMCHCHHS,
yTBEP)KACHHOMY IIpHKa30M MEHHUCTEPCTBA
3apaBooxpaneHus Poccutickoi ®eaepanuu

ot « £ » mapma . Ne 218 M
" A0A

dopma

3ampoc o MpeAOCTaBICHHH CBEJEHHUH O KOHKPETHOM 3aK/IIOUCHHH
(pa3pelumTeNsHOM JOKYMEHTe) Ha BBO3 (BBIBO3) OHOJIOTHYECKHX MaTEPHATIOB,
TIOJIyYEHHBIX TIPY IPOBEAEHUU KIHHUYECKOI0 HCCIeA0BAHN JIEKaPCTBEHHOTO
npenapaTa s MEJULIMHCKOTO IPUMEHEHUS

IIpolly MpenoCTaBHTh W3 PEeCTpa BEIJAHHBIX 3aKIIOYEHHH, pelIeHHH 00
OTKa3e B BBIJAYe 3aKII0YeHNI CBEAEHNS B OTHOIICHUN

(YKa3bIBAIOTCS CBEJICHHS O 3aKJIIOYEHHUH (Pa3pelInTeIbHOM JIOKYMEHTE) Ha BBO3 (BBIBO3)
GHOJIOTMYECKHAX MATEPUAJIOB, TIOTYYEHHBIX IPH IPOBEICHUH KIIMHHICCKOTO HCCIICI0OBAHIA
JIEKAPCTBEHHOT0 TIpenapara JUisl MeTUIHHCKOTO IPUMCHEHHS)

1 3agaBUTENb - OPUAUYECKOE JIUIIO:

1.1 |ITonHoe HaMeHOBaHKE IOPUIHUIECKOTO JIMLa

1.2 |HMaeHTrdUKAITMOHHBIA HOMEP
gajoromatensinuka (MHH) wmum  ocHOBHOM
FOCYJapCTBEHHBI  PETHCTPAllMOHHBIA ~ HOMEp
(OI'PH)

1.3 |TTo4TOBBIi afpec IOPUIMIECKOro JIHLA (IIOYTOBBIH
HHIEKC, HaWMMEHOBaHHe CyOBeKTa Poccutickoi
denepandy, paiioHa, TOpoAa, HACEJIEHHOIO
MyHKTA, YJIMLB], HOMEDP JoMa (BageHus), Kopiyca
(cTpoenus), kBapTHpHI (oduca)
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2 |Mamunus, uMs, OT4YECTBO (NMpPU  HAIWYHH)
YIOJTHOMOYEHHOTO MpPEeACTaBUTENs

2.1 |JIoJXHOCTH YIOTHOMOYEHHOTO IIPEACTaBUTENS

2.2 | Anpec 3NeKTpOHHOMN MOYTHI

2.3 |Homep xouTakTHOrOo TenedoHa (YKa3bIBacTCs C
KOJZIOM MEXIyropoAHei CcBA3M) - MO >KEJIaHHIO
3asABUTEJIA

3 |Paspemiene Ha TpOBEACHHE KIMHHYECKOTO
HCCIIe0BaHuA (HOMEp U JaTa)

4 |HanmeHOBaHMe JIEKQpCTBEHHOrO IIpernapara MIjs
METUITHCKOTO MPUMEHEHUS

5 |Homep ;1 HanMEHOBaHUE IIPOTOKOJIA

KJIMHHYECKOro HCCICTOBAHHUA

V11omTHOMOYEHHOE JIULO

(momkHOCTH, paMUIIHS, UM, OTYECTBO (TIPU HATHYHH)

(nata) (mOMHCE)

MecTo neuatu
(npu HaNMM4IUM)




