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OO0 yTBep:KAeHHH AAMHHHCTPATHBHOIO perjiaMeHTa
Mnunncrepcersa 3apaBooxpanenusi Poccuiickoit @eaepanun
0 NPeXOCTABJIEHHIO TOCYJaAPCTBEHHOM YCJIYIM MO BbiAaue 3aK/II0YeHHH
(pa3pemiuTENbHBIX ZA0OKYMEHTOB) Ha BB03 B PoccHuiickyio ®@eaepanuio
KOHKPETHOH NAPTHH 3aPerHCTPHPOBAHHBIX H (HJIH) He3aPEernCTPHPOBAHHBIX
JIEKAPCTBEHHBIX CPe/ICTB, IPeAHA3HAYEHHBIX /ISl IPOBeACHHSE KIIHHHYECKUX
HCC/IeN0BAHMI JIEKAPCTBEHHBIX IPENapaToB, KOHKPETHOH NapTHH
He3aPerncTPHPOBAHHBIX JIeKAPCTBEHHBIX CPeCTB /ISl NPOBeJeHHS
IKCHEPTH3bI JIeKAPCTBEHHBIX CPEACTB B LeJIfIX perucTpanum
H YKCNEePTH3bI JIEKAPCTBEHHBIX CPe/ICTB, IPeHA3HAYEHHbIX /I 00palleHus
Ha 001IeM phIHKe JJeKapCTBeHHbIX cpeAcTB B pamkax EBpa3uiickoro
3KOHOMHYECKOro coi3a H (nin) Poccniickoii ®enepanun, ocylecTBIeHHS
rocyJapCcTBeHHOH PerncTpalHH JeKAPCTBEeHHbIX IPenapaTos,
BKJIIOUeHHS (papManeBTHYeCKOi cCyGCTAHIIMH B roCcyJapCTBEHHbIH peecTp
JICKAPCTBEHHBIX CPeCTB, KOHKPETHOH NaPTHHN HE3apernCTPHPOBAHHBIX
JIEKAPCTBEHHBIX CPEACTB AJIsl OKA3aHHS MeAHLHHCKOH MOMOLIH
[0 )KU3HEHHBIM MOKA3aAHHSM KOHKPETHOIO NallHeHTa
Ju00 oka3aHHA MeANUHHCKOM MOMOIIH OTPAHHYICHHOMY KOHTHHICHTY
NAalHEeHTOB C pelKoi H (HJIN) 0c000 TAXKeJI0H NaTOI0rHeH

B coorBerctBuM ¢ myHKTOM 3 [IIpaBHia BBO3a JIEKapCTBEHHBIX CpEJICTB
I MenunuHCKoro npuMeHeHus B Poccmiickyio ®enepauuro, yTBEPXKICHHBIX
noctaHoBieHueM [IpaButenscTBa Poccuiickoit @enepanuu oT 1 wrons 2021 r. Ne 853
«O6 ytBepxneHuu IIpaBuil BBO3a JIEKAPCTBEHHBIX CPEACTB IS MEIUIUHCKOIrO
npuMeHeHus B Poccuiickyio @enepaiyio ¥ NIpU3HAHUU YTPATHBIIUMH CHIIy HEKOTOPBIX
aKTOB ¥ OTIENbHBIX IIOJIOKEeHWII HeKoTophix akToB IIpaBurennctBa Poccuiickon
Depepanun» (Cobpanue 3akoHomartenscTBa Poccmiickoit Pemepammm, 2021, Ne 23,
ct. 4092), u IlpaBuiamu pa3paGoOTKH ¥ yTBEpXIEHHs aJMHHUCTPATUBHBIX PEITTAMEHTOB
NPEAOCTABICHUsT  [OCYHApCTBEHHBIX  YCIYT, YTBEPKACHHBIMH  IIOCTaHOBICHHEM
ITpaButensctBa Poccuiickoii ®emepammu or 16 mas 2011 r. Ne 373 «O paspabGorke




U YTBEpPXKIEHHUH aJIMUHUCTPAaTUBHBIX PErTaMEHTOB OCYILECTBICHHUS TOCYAapCTBEHHOIO
KOHTpOIs  (Hag3opa) W aIMUHHUCTPATHBHBIX  perJIaMeHTOB  IPeJOCTaBIICHUS
rocyfapctBeHHBIX ycayr» (Cobpanue 3akoHomarenbcTBa Poccuiickoit @eneparym, 2011,
Ne 22, cT. 3169; 2018, Ne 46, ct. 7050), i pu K 23 BI B a 1O:

1. ViBepauTs mnpunaraemblii AJMUHHCTpaTHBHBIH periaMeHT MuHHCTEpCTBa
3npaBooxpaneHus Poccuiickoii @enepanyii IO IPEJOCTABICHHUIO TIOCYIapCTBEHHOM
YCIYTH N0 BbIIaye 3aKIIIOYeHN (pa3penuTeNbHbIX JOKYMEHTOB) Ha BB03 B Poccuiickyro
denepandio KOHKPETHOH MApTHUU 3aPETUCTPUPOBAHHBIX M (M) He3aperiCTPUPOBAHHBIX
JIEKApCTBEHHBIX  CPEACTB, MpeAHAa3HaYEHHBIX IS  IPOBENEHHS  KIMHUYECKHX
HCCJIEJOBAHUH JIEKApPCTBEHHBIX [IPENapaToB, KOHKPETHON MapTUH HE3aperuCTPHPOBAHHBIX
JIeKapCTBEHHBIX CPEACTB JUIS NMPOBECHMS SKCIIEPTU3BI JIEKAPCTBEHHBIX CPEACTB B LIETSIX
perucTpalyy U SKCIIEepTH3bI JIEKapCTBEHHBIX CPEJCTB, IIPeAHA3HAYCHHBIX [ OOpalleHus
Ha o0IieM pBIHKE JIEKapCTBEHHBIX CPEJCTB B paMKax EBpasMiCKOro 3KOHOMHYECKOIO
coro3a u (unu) Poccuiickoii Denepaiyiu, OCymEeCTBIEHUS TOCYIapCTBEHHON pEeruCTpaiuy
JIEKQpCTBEHHBIX  Ipelnaparos, BKIIIOUEHH  (apmaileBTHUeCKOH  cyOcTaHIMH
B TIOCYIJapCTBEHHBIH peecTp JIEKapCTBEHHBIX CpEACTB, KOHKPETHOHM IapTHH
HE3apEeTUCTPUPOBAaHHBIX JIEKAPCTBEHHBIX CPEACTB IJI OKa3aHHWs MEOMLMHCKOH IOMOIM
10 J>KU3HEHHBIM TOKAa3aHWAM KOHKPETHOro MalnueHTa Jub0 OKa3aHus MeIHUIUHCKOM
IIOMOIY OTPaHWYEHHOMY KOHTHHIE€HTY NALMEHTOB C peAkoi W (W) 0co60 TshKENon
MaTOJIOTHEN.

2. ITpu3Hath yTpaTHBIUUMH CHILY:

nmprka3 MuHHcTepcTBa 3apaBooxpaneHus Poccuiickoit @enepanyu oT 2 aBrycra
2012 r. Ne 580 «O6 yTBep)AeHUHM AJMHHUCTPATHBHOIO perjiaMeHTa MuHHCTEpCTBa
3apaBooxpaHeHus Poccuiickoii @Denepalid NO HPENOCTABICHHIO TOCYIapCTBEHHOM
YCIYrH IO BBIAade pa3pellleHHii Ha BBO3 Ha TeppurtopHro Poccuiickoit ®Denepanyu
KOHKPETHOH  MapTHX  3apeTHCTPHPOBAaHHBIX M (MIM)  HE3aperHCTPHPOBaHHBIX
JeKapCTBEHHBIX  CPEACTB, NpPEAHA3HA4YEHHBIX JIA  MpPOBEACHHA  KIMHHYECKHX
HCCIIEAOBAaHUH JIEKAPCTBEHHBIX NIPENapaToB, KOHKPETHON apTUH HEe3aperUCTPHUPOBAHHBIX
NIEKapCTBEHHBIX  CPEACTB, IpEeJHA3HAYCHHbIX [N  IPOBEACHHA  JKCIEPTH3EI
JIeKapCTBEHHBIX CPEACTB B ILENSX OCYIIECTBIEHHS TIOCYAapPCTBEHHOH pETMCTpaliMu
JIEKapCTBEHHBIX  IMpelapaToB,  KOHKPETHOH  MNapTMM  HE3apErMCTPHPOBAHHBIX
JIEKapCTBEHHBIX CPEACTB MUI1 OKa3aHUS MENULIMHCKOM TIIOMOLIM II0 J>KM3HEHHBIM
NOKa3aHMUAM KOHKPETHOr0 MNalMeHTa» (3aperucTpupoBaH MHMHHCTEPCTBOM IOCTHIIMA
Poccwiickoii depeparyu 4 mapta 2013 r., peructpauonsbii Ne 27438);

IYHKT 2 H3MEHEHH#, KOTOphle BHOCATCS B HEKOTOpBbIe IpHKa3zbkl MHHMCTEPCTBa
3apaBooxpanenus Poccuiickoit ®enepauuu, yTBEepKACHHBIE IPUKa30oM MuHHCTEpCTBa
3apaBooxpanenus Poccuitckoit @enepanuu ot 7 oktadps 2013 r. Ne 704n «O BHeceHUH
U3MEHEHHi B HEKOTOpble mpHKa3sl MuHHCTEpCTBa 371paBooxpaHeHus Poccuiickoin
denepauun» (3apeructpuposaH MuHucTepcTBOM Ioctuimu Poccuiickoit ®Denepauuu
14 Hos6ps 2013 r., perucrparuorHsiil Ne 30377).

3. Hacrosmmit npukas neiictyer go 1 centsdps 2027 roaa.

MuHHCTp | : M.A. Mypariko




YTBEPXJIEH
IpUKa3oM MUHHMCTEPCTBA 3paBOOXPaHEHMS
Poccuiickoit ®eneparnun

oT«Ld» p {fﬁm,,,a_ AL4f 1. Ne XKDy

AIMMHHUCTPAaTHBHBI# perjiaMenT
Munncrepcrsa 31paBooxpanenns Poccuiickoii ®exepanun
MO NPeJOCTABJIEHHIO FOCYAaPCTBEHHOM YCJIYrH 10 BhIAaye 3aKJII04YeHHuii
(paspemIuTeNLHBIX JOKYMEHTOB) Ha BB03 B Poccuiickyio ®@enepanuio KOHKpeTHOM
NapTHH 3apPErHCTPHPOBAHHBIX H (HJIH) HE3aPErHCTPHPOBAHHBIX JIEKAPCTBEHHBIX
CPeICTB, NpeAHA3HAYEHHBIX AJISl NPOBeAeHHS KIHHHYECKHX HCC/IeA0BaHMI
JICKApPCTBEeHHBIX NPENAapaToB, KOHKPETHOH NAPTHH He3aPEeruCTPHPOBAHHBIX
JIEKAPCTBEHHBIX CPEACTB [JIsl NPOBEACHHS IKCIIEPTH3bI JIEKAPCTBEHHBIX CPeACTB
B LleJISIX PerHCTPAIHHA M JKCHEPTH3bI JIeKAPCTBEHHBIX CPEICTB, NPeHA3ZHAYEHHbIX
AJis obpameHnsl Ha 061meM phIHKe JIEKAPCTBEHHBIX CpPeacTB B paMkax EBpasuiickoro
IKOHOMHYECKOro coro3a H (ni1u) Poccuiickoii Penepannn, ocymecTBIeHHA
rocyAapCcTBeHHOH perncTpalii JeKapcTBEeHHbIX PEenapaToB, BKIKYEHHSs
¢apmaneBTHYeCKOMH CyGcTAHIIHHE B roCyJapCTBeHHbIH peecTp JeKapCTBeHHbIX
CPEACTB, KOHKPETHOH NAPTHH He3apPerHCTPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB
AJIA OKA3aHHSA MEIHUMHCKOH NOMOIIH M0 )XA3HEHHbLIM NOKA3aHUAM KOHKPETHOI0
NalHeHTa JH00 OKa3aHHA MEIHIANHCKOH MOMOIIH OrPAHHYE€HHOMY KOHTHHIEHTY
NALHEHTOB ¢ peAKoH H (MIH) 0cob0 TsxKeJI0H NaToorueii

I. O6mue noaoxeHus
IIpeamer pery/iHpoBaHHs AIMMHHCTPATHBHOIO perjiaMeHTa

1. AnMuHHMCTpaTHUBHBIA periaMeHT MUHHCTEpPCTBa 3ApaBOOXpaHeHUs Poccuiickoi
Qenepauun (manee — MHUHHCTEPCTBO) IO MNPENOCTABIEHHIO T'OCYAAPCTBEHHOM YCIIyrH
IO BbIJa4e 3aKIOYCHHN (paspellMTeNbHBIX [JOKYMEHTOB) Ha BB03 B Poccmiickyro
@denepalio KOHKPETHOH MapTHM 3aperMCTPUPOBAaHHBIX M (WIM) He3aperHCTPHUPOBAHHBIX
JIEKapCTBEHHEIX CPE/CTB, IIpeAHa3HAYEeHHEIX AJIs IPOBEACHUS KIMHUYECKUX UCCIIE0BaHMIA
JIEKapCTBEHHBIX IpeIapaToB, KOHKPETHOM NIapTUH HE3apETUCTPHPOBAHHBIX JIEKAPCTBEHHBIX
CPeICTB Ul IPOBEACHUS SKCIEPTH3bI JIEKAPCTBEHHBIX CPEICTB B LENSAX pEerHCTpaliu
U DKCIEepPTH3bl JIEKapCTBEHHBIX CPEICTB, MpeXHa3HaYeHHBIX M obpameHus Ha obmiem
pPBIHKE JIEKapCTBEHHBIX CPeACTB B paMkax EBpa3suiickoro s3KOHOMHYECKOIo cOo3a U (HIIH)
Poccuiickoit ®enepanuu, oCyLIECTBIEHUS I'OCYIapCTBEHHON pErucTpaliy J€KapCTBEHHBIX
IperapaTroB, BKIIOYEHHS (apMaleBTUYeCKOH CyOCTaHLMH B ToCyJapCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEACTB, KOHKPETHOM NapTHUH HE3aperMCTPHPOBAHHBIX JIEKapCTBEHHBIX
CPeICTB I OKa3aHWs MEIUIMHCKOM MOMOIIY IO JKU3HEHHBIM MOKa3aHHMAM KOHKPETHOIO
HaleHTa JM60 oKkazaHus MEAULMHCKOM MOMOIIM OrpaHUYEHHOMY KOHTUHI€HTY NallUeHTOB
¢ peakoii 1 (1K) ocobo TsHKeNo matonorueit (Jajee — AJIMHUHICTPATUBHBINA perjiaMeHT)
yCTaHABJIMBA€T CPOKH H IOCJIENOBAaTENbHOCTh aJMHHICTPATHBHBIX Npoueayp (aeicTBuii)
MuHucrepctBa B poruecce NpelOCTaBIEHH rocy1JapCTBEHHOH yCIIyTH,




NOPSZIOK  B3aUMOZEHCTBASL MEXAY CTPYKTypPHBIMH IIOApa3fieieHHAMH MUHHCTEpCTBa,
€ro JIOJDKHOCTHBIMH JIULIAMH, & TAaKKe B3aMMOJEHCTBMA MHUHHCTEPCTBA C 3asIBUTEISMH,
HUHBIMH OpraHaMM TrOCYAAapCTBEHHOM BJIaCTH M OpPraHaMH MECTHOIO CaMOYIpPaBJICHHS,
YYPEXICHUSIMH M OpraHH3allUsIMH B TIPOLIECCE MPEOCTaBIEHUS rOCY JapCTBEHHOM YCIIyTH.

2. TocynapcTBeHHas yclyra IpeIoCTaBIAeTCs B OTHOLICHHH JIEKAPCTBEHHBIN CPELCTB
A MEJHIMHCKOrO NPHMEHEHHs, BKIIOYEHHBIX B pasfen 2.14 mepedHs TOBapoB,
B OTHOLICHHH KOTOPBIX YCTaHOBIEH paspellUTEIbHBIA MOPSIOK BBO3a Ha TaMOXXEHHYIO
TEPPUTOPHI0 EBpa3sHiiCKOro 5KOHOMHYECKOTO COI03a M (MIIH) BEIBO3a C TAMOXXEHHOU
TePPUTOPHH EBpasHiiCKOro 3KOHOMHYECKOrO colo3a (mpmioxeHue Ne 2 K pelIeHHIO
Kosmnernu Espasuiickoit sxoHoMudeckoi komuccuu ot 21 anpens 2015 r. Ne 30 «O mepax
HeTapu(HOTO perynupoBaHusm»)).

3. T'ocynapcTBeHHas yciyra npeaocTaBiseTcs npH BBo3e B Poccuiickyro ®ezepaliyio
U3  TPETBHX  CTpaH  KOHKPETHOH  DNAapTHHM  3aperMCTPUPOBAHHBIX H  (MJIH)
He3aperiCTPUPOBAaHHBIX JIEKAPCTBEHHBIX CPEACTB, NpeAHa3HAYeHHBIX A IPOBEICHHS
KIMHAYECKHX  HCCICHOBAHMH  JIEKADCTBEHHBIX [IPENapaToB, KOHKPETHOH MapTHH
HE3aperMCTPUPOBAHHBIX  JICKAPCTBEHHBIX CPEACTB AN TNPOBEACHHS  OKCIIEPTH3LI
JIEKapCTBEHHBIX CPEACTB B LENsAX PETHCTPAlMM M 3KCIEPTHU3bl JIEKAPCTBEHHBIX CPEICTB,
NpeHa3HaYeHHBIX A oOpallleHHs Ha oOImeM phIHKe JIEKapCTBEHHBIX CPENCTB B PaMKax
EBpasniickoro sxoHoMuueckoro cowsa u (unu) Poccuiickoit ®enepauun, ocymecTBIeHHsS
rocyJapCTBEHHOM perucTpanuu JIEKapCTBEHHBIX IIpenaparos, BKJIIOYEHHS
dbapmaineBTHYeCKOH CyOCTaHIIMH B TOCYAapCTBEHHBIN peecTp IE€KapCTBEHHBIX CPENCTB,
KOHKPETHOM NapTUU HE3aperMCTPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB IS OKa3aHHA
MEJMLIMHCKOA TMOMOINM II0 JKU3HEHHBIM IIOKa3aHHUSAM KOHKPETHOIO  MalieHTa
JIEKapCTBEHHBIX CPEACTB I MEAMLIMHCKOrO IPUMEHEHHS THOO OKa3aHHS MeXHLMHCKOU
IIOMOILIM OTpaHMYEHHOMY KOHTHHI€HTY IMallUEHTOB C peakoi u (WiM) ocobo Tsxkenoi
[1aTOJIOTHEH.

CBeieHMs U3 3aKJIIOUEHUM MMPEAOCTaBIAIOTCS MUHUCTEPCTBOM B TAMOXXEHHBIE OpraHbl
B 3JIEKTPOHHOM BHJI€ [TOCPEICTBOM UCIHOJIb30BAHUS €AUHOMN CUCTEMBI MEXXBEIOMCTBEHHOTO
3JIEKTPOHHOI'0 B3aUMOICHCTBHS.

Kpyr zaaBuTtenei

4. 3agBUTeNsIMH Ha MPEIOCTaBJIEHNE IOCYAapCTBEHHOMN yCIyrH (Jajiee — 3asiBHTEIH)
SIBJISIOTCS CIIEAYIOIIME FpUAHIecKre Jina (JIN60 UX YIOJIHOMOYEHHBIE IpeICTaBUTENH ):

1) opranu3anuu-NpOU3BOAUTENH JIEKAPCTBEHHBIX CPEACTB;

2) opraHM3anyy ONTOBOM TOProBIIM JIEKAPCTBEHHBIMH CPEJICTBAaMH;

3) wuHOCTpaHHBle pa3pabOTYMKM JIEKAPCTBEHHBIX CPEACTB M  HHOCTPaHHEIE
NPOU3BOAMTENM  JIEKAPDCTBEHHBIX  CPEACTB WM  JpyrHe  IOpDHIUYECKHE  JIMNa
II0 MOpYYEHHIO pa3paboTyHKa JIeKapCTBEHHOIO CPeACTBa — A NPOBEACHUS KIMHUYECKHX
UCCIIEIOBAHMI JIEKAPCTBEHHOIO Ipernapara, PeruCTpaliH U 3KCIEPTHU3Bl JIEKAPCTBEHHBIX
CpeICTB, MpeIHa3HAYCHHBIX A oOpamieHHs Ha oOINEeM pBIHKE JIEKapCTBEHHEBIX CPEICTB
B pamkax Epasmiickoro 3KoHOMHYecKoro corwsa u/mma Poccuiickoii ®Penepaunm,
OCYIIECTBJICHHS TOCYAapCTBEHHON perucTpalyd JEKapCTBEHHOro IIpenapara, BKIIIOYECHHUs
dapmanieBTHYECKON CYOCTaHIMH B TOCYJapCTBEHHBIH peecTp JIEKAPCTBEHHBIX CPEICTB
U KOHTPOJIA KauecTBa JIEKAPCTBEHHBIX CPECTB; '

1 OduumanbHbii caitt EBpasHiicKOro S3KOHOMMYECKOTo coio3a hitp://www.eaeunion.org/, 22 anpens 2015 r., 11 oxta6ps 2019 r.




4) HayYHO-HCCIEOBaTeIbCKHE OPraHH3alMM, OOpa3oBaTeIbHBIE OpraHM3ALMH
BBICIEr0 00pa3soBaH¥s U TNpPOW3BOIAMTENH IIEKAPCTBEHHBIX CPEACTB - JUIS Pa3paboTKy,
WCCTICI0BAHHH, KOHTPO/IA O€30MacHOCTH, KayecTBa M 3(EeKTMBHOCTH JIeKapCTBEHHBIX
CPEACTB;

5) MeouuMHCKME  OpraHM3allMM, a TaKKe OPraHH3allud, YKa3aHHbIE
B NOAMyHKTax 1-4 HacTosilero MyHKTa, — Ui OKa3aHMs MEIMUIMHCKON MOMOLIM IO
’KA3HCHHBIM IMOKa3aHMSAM KOHKDETHOTO MAallMeHTa JIM00 OKa3aHWSd MEAMLMHCKOM MOMOIIM
OrpaHUYEHHOMY KOHTHHI'€HTY NMalMeHTOB C PeAKOi U (MIH) 0c060 THKENION aTONOTHEI.

TpeGoBannsi k nopsiiKy HHPOPMHPOBAHMS 0 NPeJOCTABICHHH
rocyAapcTBEHHOM yCayru

5. Mudopmanus o nopsjke NpeRoCTaBleHHs TOCY1apCTBEHHOM YCIYTH pa3MelaeTcs:

1) Ha  obUOHAIBLHOM caiiltfe = MuHucrepcTBa B UH(OPMALMOHHO-
TeJIEKOMMYHHKalMOHHON ceTH «MHTepHeT» (manee — odumansHeli cadT MuHKCTEpPCTBa,
ceTh «AHTEpHETY);

2) Ha o¢uupansHOM caiiTe B (elepanbHON TOCYyNapCTBEHHOH HH(OPMAIHOHHOMN
cucteMe «EAMHBINA MOpTall rocyJapCTBEHHBIX M MyHHUIMIAIBHEIX yCIyr» (Hainee — EQuHbIi
nopran);

3) B denepanbHOl rocymapcTBeHHOM HHpOpMauUWOHHON cucTeMe «®DenepaabHbIH
peecTp rocyiapcTBEHHbIX ycIyr (QyHKIHH)» (aanee — penepanbHbIf peecTp);

4) Ha MH(OPMAILIMOHHBIX CTEH/IaX B IOMEILEHHH IPHEMHOIA 110 paboTe ¢ o6palleHHIMK
rpaxaaH;

5) mo HoMepaM TeJieOHOB IS CIIPABOK.

6. CnpaBo4Has HHGOpMALIUA 110 BOIPOCaM MPEJIOCTABJIEHHUS rOCYqapCTBEHHOM YCIyTrH
pa3MelaeTcs:

1) Ha odunmansHOM caiite MuUHHCTEPCTBA,

2) na ExusoM noprane;

3) B penepanbHOM peectpe;

4) Ha MTHPOPMALIMOHHEBIX CTEHAAX.

7. CopaBoyHas uHGQOpPMalMs  OPEJOCTABIAECTCS  MOJDKHOCTHBIMH  JIMIIAMH
MunucrepctBa 1o tenedoHy, Ha JUYHOM IIpHEME 3asBHUTENS WIH ITHCHbMEHHO IOYTOBEIM
OTIpaBJICHHEM JTHOO AIIEKTPOHHBIM COOOIIEHHEM TI0 aJIpecy, yKa3aHHOMY 3asBUTEJIEM.

CnpaBoynas nH}OpMaIHs BKIIIOYAET CBEACHHUS O MECTE HaX0XAeHH, rpaduke paboTHI,
CIIpaBOYHBIX TenedoHax, HoMepe TenedoHa-aBTOMH(pOpPMaTOopa, aapecax OQHUIHAIBHOIO
caiita MuHHCTEpCTBa, DBJEKTPOHHOM mOYTHl W (WiM) ¢opmsel oOpaTHOH CBA3H C
MuHucTepcTBOM.

8. Ha oduumansHoM caiite MunucrepctBa, Ha EnuHoM mnoprtane pasMmemaeTcs
cienyrolas HHGopManus:

1) wcyepnplBarOUMii MepeYeHb JOKYMEHTOB, HEOOXOAMMBIX MM IpeJOCTaBICHUS
roCyJapCTBEHHOHM YCIyrd, TpeOoBaHHs K O(QOpPMIICHHIO yKa3aHHBIX JOKyMEHTOB, a TaKXke
nepedeHb JOKYMEHTOB, KOTOpble 3asBHTENb BIpaBe IPEACTaBUTh IO COOCTBEHHOMH
UHHUIMATUBE;

2) Kpyr 3asiBUTENEH;

3) CpoK IpeioCTaBlIeHUs rOCYJApCTBEHHOM YCIIYTH;

4) pesynbTaThl TPeNOCTaBIeHUs rOCYJAapCTBEHHOH YCIyTH, HOPSAOK NpelCcTaBIeHHs




JOKYMEHTA, SBJIIOLIEroCs pe3yJIbTaTOM IPENOCTaBICH S FOCY JapCTBEHHOM yCIIyTH;

5) pasMep TOCyIapCTBEHHOM TNONUIMHBI, B3MMaeMOM 3a IIpeI0CTaBICHNE
rOCYJIapCTBEHHOM YCIIyTH,

6) HCUEpNBIBAIOIIMI MepeYeHb OCHOBaHHMM I NpPHOCTAHOBICHHMS WM OTKa3a B
IPEAOCTaBICHUN TOCYAapCTBEHHOM YCIyTH;

7) o mpaBe 3asBHTeNs Ha AocyneOHOe (BHecyme6HOe) OGXalOBaHHE elCTBH
(Ge3meiicTBHA) M pEIEHHH, NPHHATHIX (OCYILECTBISAEMBIX) B XOJ€ IPELOCTaBICHHS
roCyJapCTBEHHOM yCITyTH;

8) Gopmel 3asBneHMH  (yBeJOMJIEHMil, COOOWIEHMIi), HCHONB3yeMBle IIPH
NPEJOCTaBICHUN TOCYJapCTBEHHOM YCIIYTH.

9. Undopmanus Ha Enurom noprane u opuumanbHOM caiite MUHACTEpPCTBa 0 MOPSIKe
W CpOKax MpeAOCTaBJICHHS TOCYAApCTBEHHOW YCIYrH Ha OCHOBaHMH CBEJCHHIA,
cofiepxalyxcs B (pefiepalbHOM peecTpe, NpeA0CTaBIsAETCS 3asBUTENIO GeCILIaTHO.

Hoctyn x vHpOpMAaLHMK 0 CpOKaX U HOPSIKe IPEROCTABIECHHS TOCYAAPCTBEHHOM yCIyrH
OCYILIECTBIIAETCS O€3 BBINIONIHEHUS 3asABHTENIEM KakuX-1u00 TpeOGoBaHMi, B TOM 4ucie 6e3
HCIIOJIB30BaHMSA IpOrpaMMHOIO obecrnieuenus, YCTaHOBKa KOTOpOro
Ha TEXHHYECKHE CpEACTBa 3asBUTENs TpeOyeT 3aK/IIoYeHHd  JHIEH3HOHHOTO
WIM HHOrO COINalleHHs ¢ MpaBooOiiafaTeieM MPOrpaMMHOTO  OOecreyeHHs,
IIpeyCMAaTPHBAOILEr0 B3MMaHHE IUIAThl, PETHCTPALMIO HITH aBTOPH3AIMIO 3asSBHUTEIS WM
IIpeOCTaBJIEHNE UM NEPCOHANBHEIX JaHHEIX.

II. CranaapT npeaocTaBjieHHs roCyJapCTBeHHOM yCJIyru
HanmveHoBaHHe rocyJapcTBeHHOH YCJIYTH

10. I'ocymapcTBeHHas yciyra IO BbiAade 3aKIiO4eHUH (pa3peluTeNbHBIX JOKYMEHTOB)
Ha BBO3 B Poccuiickyro @enepannio KOHKPETHO MapTHH 3aperHCTPHUPOBAHHBIX U (HJIH)
He3aperHCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, MpeJHa3HAYeHHBIX IS IPOBEICHUA
KIMHUYECKHUX HCCIIEJIOBaHUN JIeKapCTBEHHBIX IpeNapaToB, KOHKPETHOH MapTHH
He3aperHCTPUPOBAHHBIX  JIEKAPCTBEHHBIX CPEACTB [UIA  TNPOBEAEHUSA  3KCHEPTU3HI
JIEKapCTBEHHBIX CPEACTB B LENAX PETUCTPALMM M SKCIEPTHU3Bl JIEKAPCTBEHHBIX CPENACTB,
IpeJHa3Ha4YeHHBIX [UIA OOpalleHHs Ha oOlLIeM pHIHKE JIEKapCTBEHHBIX CPEACTB B paMKax
EBpasuiickoro skoHomMHueckoro coro3a u (uiu) Poccuiickoii @enepanun, ocyiecTBICHUs
rocy1apCTBEHHOM perucTpanuu NIeKapCTBEHHBIX Ipernaparos, BKIIIOYEHHUS
¢dapManieBTHYeCKO# CyOCTaHIIMM B TOCYAApCTBEHHBIH DPEECTp JIEKapCTBEHHBIX CPECTB,
KOHKPETHOM MNapTHU He3aperdCTPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJACTB U OKa3aHMs
MEAMIMHCKOM [TOMOILH I10 )XH3HEHHBIM II0Ka3aHUSIM KOHKPETHOT'O NAIIHEHTA JINOO0 OKa3aHHs
Me/JULIUHCKON MTOMOIIY OIPaHHYEHHOMY KOHTHHI'€HTY NAIllMeHTOB C pelKoi U (MiIH) 0co60
TSKEIIOH [TaTOJIOTHEH.

HaumeHoBaHHe (beuepa.nbnor 0 OpraHa HCIIOJITHUTEIbHOM BJIACTH,
NpeaoCTaBAAIOIIEro roCyiapCTBeHHYI0 yCiayry

11. T'ocymapcTBeHHas yciyra npefocrasisercss MUHMCTEPCTBOM.
12. Tpu npegocTaBlieHHH FOCYAAPCTBEHHOH ycIyrH MHHHCTEPCTBO B3aUMOJEHCTBYET

¢ ®HC Poccum.
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13. 3ampemaercs TpeGoBaTh OT 3asBHTENS OCYIIECTBICHHS AEHCTBHIL, B TOM YHCIe
COrnacoBaHui, HEOOXOAMMEBIX /I TONy4YEHHs TOCYHApPCTBEHHOH YCIYIHM H CBS3aHHBIX C
ofpalieHHEM B HHBIE T[OCYHApCTBEHHBIE OPraHbl U OPraHH3ALAH, 338 WCKIIOYEHHEM
NOTy4€HHUS YCIYT, BKIIOYEHHBIX B IIEPEYCHD YCIYT, KOTOPHIE SIBJIAIOTCA HEOOXOAUMBIMU U
00s13aTeNbHBIMM  JUIA  TIPEJOCTABICHHUS TOCYAApPCTBEHHBIX YCIYT, yTBEpPXKACHHBIA
IIpaBurenscrBoM Poccuiickoit ®eaepanyu?.

Onucanne pesyabTaTa NpeloCcTaBIeHHs rOCY/IaPCTBEHHOM YCIyrH

14. PesynsTaTaMu NpenoCTaBIeHUs TOCYAAPCTBEHHON YCIyTH SBIAIOTCS:

1) Beimava (HampaBiieHHe) 3asBUTENIO 3aKTIOYeHHs (Pa3pELIUTENBHOIO JOKyMEHTa),
0(OPMIIEHHOTO B COOTBETCTBHM C METOAMYECKAMH YKA3aHWSIMM [0 3aMONHEHMIO €IHHOM
¢opMEI 3aKmoueHHs (Pa3speLUTEIbHOTO JOKYMEHTA) Ha BBO3, BEIBO3 M TPAH3HUT OTAETBHEIX
TOBAapOB, BKIIOYEHHBIX B €IMHBIA IIEpeUYeHb TOBAPOB, K KOTOPHIM IIPHMEHSIOTCA MEpHI
HETapu(HOTO pErylUpOBaHUS B TOPIOBIE€ C TPETHUMH CTPaHAMHM, YTBEPKAECHHBIMH
pemenneM Komnernn EBpasumiickoif 3KOHOMHYECKOH KOMHCCHUM® (Hanee — 3aKIIOYEHHE
(pa3pemHTeNbHbIH JOKYMEHT);

2) TIpenocTaBle€HHE CBENCHHH O KOHKPETHOM 3aKIIOYEHMH (pa3spelUTelEHOM
JOKYMEHTE), COIepKalleMCsi B PEeCTpe BBINAHHBIX 3aKJIOYEHHH, WM NPeJOCTaBIICHHE
HHGbOpMaLUH 00 OTCYTCTBHH 3alPAIIMBAEMbIX CBEIECHHIA.

Cpok npeaocTaB/ieHHS rOCyIApCTBEHHOMH YCIyTH,

B TOM YHCJIE C Y4eTOM He0OXOAHMOCTH 00pallieHHsl B OpraHH3aluH,
Y4YACTBYIOIIHE B IPeAOCTABJICHHH rOCyapCTBEeHHOH YCJIYTrH, CPOK
NPHOCTAHOBJ/ICHHS NPE1OCTABJICHHSA FOCYAaPCTBEHHOMH yCJIyru
B CJIy4ae, ecJIH BO3MOKHOCTh NPHOCTAHOBJIEHHA NpeJyCMOTpeHA
3axonoAarelbcTBOM Poccuiickoii @eaepanun, cpok BbIAAYH
(nanpasJ/ieHHsi) AOKYMEHTOB, SIBJISIOIIAXCH Pe3yIbTaTOM
NpefocTaB/IeHHs rocyJapcTBeHHOMH yeayru

15. Cpok mnpenmocraBieHHs TOCYAApCTBEHHOH YCIyrH H Bblaya (HampaBlICHHE)
JOKYMEHTOB, SBJSIOIIUXCA pe3ylbTaTOM IIPEJOCTaBIIEHHA TOCYyJapCTBEHHOH YCIIyIH,
cocTaBisieT 5 pabouuMx [AHEeH co AHS perucTtpauMd B MUHHCTEPCTBE 3asBIEHUS U
JIOKYMEHTOB, TIOCTYTIHUBIIUX OT 3asBUTEIIS, B TOM 4Kcle nmocpeactBom EquHoro noprana.

2 MTocrarosaenue [IpaBurensctea Poccuiickoit ®enepauyy ot 6 Mast 2011 r. Ne 352 «O6 yTBepKHCHHH NIEPEYHA YCIIYT, KOTOPEIE
ABJIAIOTCA HEOOXOAMMBIMM M 00S3aTENBHBIMM JUIA TPENOCTaBIECHUA (elepaibHBIMU OpraHaMH HMCIOJHHUTENHLHOH BIACTH,
TocyaapcTBeHHOI Kopriopanueii o aTOMHO# Heprun «PocaToM» rocyjapCTBEHHEIX YCIyT | NPEAOCTABIAIOTCSA OpraHH3aLMAMH,
YYacTBYIOI(MMH B IPEIOCTaBIEHHH [OCYAAPCTBEHHBIX YCIYr, W ONpeleNieHHH pa3Mepa IUIaTH 3a HX okasanmue» (CoGpaHue
3akoHojaTe)beTBa Poccuiickoit @epepartun, 2011, Ne 20, cr. 2829; 2021, Ne 30, cr. 5805).

3 Pemenne Kosuternn Eppasuiickoit sxoHOMHYECKO#f KoMuccHH OT 16 mag 2012 r. Ne 45 «O enuHoi Qopme 3aKIIIOYEHHUS
(paspemuTeNLHOrO JOKYMEHTa) Ha BBO3, BBIBO3 H TPAH3UT OTACNBHBIX TOBapOB, BKIIOYEHHBIX B €MHBIH EpeYeHb TOBAPOB, K
KOTOPHLIM MPHMEHAIOTCS Mepbl HETApH(PHOro PeryJupoBaHHA B TOProBJle C TPETHHMH CTPaHAMM, H METOAMYECKHUX YKa3aHUAX 110
ee 3anonHeAmo» (OduumansHbli caitt Komuccnn TaMoxeHHoro cowo3a http://www.tsouz.ru/, 21 mas 2012 r.; OduumanbHbi
caiiT EBpasHiickoro 5koHoMHEYECKOro coro3a http://www.eaeunion.org/, 5 centa6psa 2017 r.).
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HopmaTnBHLIe NpaBoBble aKThI, PEryJTHpyIOIHe NPEJoCTABICHHE
rocyiapcTBeHHOMH yCayru

16. IlepedeHr HOPMATHMBHBIX INPABOBBIX AKTOB, DETYIHPYIONHX IPENOCTABICHHE
TOCy/apCTBEHHOH yCIIyIH, pasMemaercs Ha OQHWLUalsHOM caiitTe MHUHHCTEpPCTBa,
®enepansHoM peectpe U ExuHoM nopraie.

HcuepnbiBalomuii nepedeHn JOKYMEHTOB,
HEOOXOAHMBIX B COOTBETCTBHH ¢ HOPMATHBHBIMH
NPaBOBLIMH AKTaMM JJIfl IPeJOCTABJIEHUS rOCYAapCTBEHHOMH
YCJIYIH H YCJIYyT, KOTOPbIe ABJSIOTCH He00X0AHMBIMH
H 00513aTeJIbHBIMH [IVISl IPeJOCTAB/IEHHs IOCYyAaPCTBEHHOMH
YCJIYIH, IOMJIeJKALHX MPEACTABICHHIO 3asiBHTE/IEM, CIOCOOBI
HX IIOJIyYEHHs 3asiBHTEJIEM, B TOM YHCJI€ B 3JIEKTPOHHOM
¢popme, nopAOK HX NpeACTABJICHHSN

17. B nemsix moiydeHus 3aKmodeHHs (pa3pelMTENBHOrO JOKYMEHTA) 3asBHTENb
npeAcTaBiseT B MHHHCTEPCTBO nocpenacTBoM EnuHoro moprana B ¢opMe 3J€KTPOHHOIO
JOKYMEHTA, MOANMCAaHHOIO IPOCTOH 3JIEKTPOHHON NOAINHKCHIO, KJIKOY KOTOPOH IIOJNy4YeH B
COOTBETCTBHH ¢ IIpaBUIaMu KCIIOIB30BaHHS NPOCTO#H ANEKTPOHHO MOATUCH MPYU OKa3aHUU
rOCyJapCTBEHHBIX M MYyHHMLHMIIAJBHBIX YCIYT, YTBEPXAEHHBIMH IOCTAHOBIEHHEM
IpaBurensctBa Poccuiickoit @enepanun ot 25 suBaps 2013 r. Ne 334 wm YCHJICHHOU
KBIH(DHLMPOBAHHOH 3/EKTPOHHON MOJIHUCHIO, JIMOO YCHIIEHHOHW HEKBaIM(UIMPOBAHHON
3JIEKTPOHHOI MOAMHUCHIO, CEPTHHKAT KIIIO4a IIPOBEPKU KOTOPOi CO3AaH U HCIOJNIB3yeTCs B
uH(ppacTpyKType, obecneunBaromeil HHHOPMAMOHHO-TEXHOIOTHYECKOE B3aUMOJIEHCTBHE
HHGOPMAIIMOHHBIX CHCTEM, HMCIOJB3YeMBIX Ul HPEJOCTABIEHHSA TOCYAApCTBEHHBIX H
MYHHULUIIATBHBIX YCIYI B JJIEKTpOHHOH ¢opMe, B ycraHOBIIeHHOM IIpaBuTenbscTBOM
Poccuiickoii Oefiepaliuu MopsaaKe’, 3asBIeHME 110 OJHOM U3 GOpPM B 3aBUCHMOCTH OT LieNekt
BBO34a COTTIaCHO IMPUIOKEHUAM Ne 1-4 kK ATMHHUCTPATUBHOMY perjlaMeHTy ¢ PUIoKeHUeM
CIeIYIOIIX JOKYMEHTOB B JJIEKTPOHHOM (hopMe (ITaKeTa 3JeKTPOHHEIX JOKYMEHTOB):

1) mpoekT 3aKimo4YeHns (pa3pelInTEIFHOTO JOKYMEHTA);

2)  obocHoBaHME  KONMYECTBa  BBO3HMBIX  JIEKApCTBEHHBIX  IIpemapaToB
u (wm) ¢apmaneBTHueckux cy6craHuui. OOoOCHOBaHHE KOJNMYEeCTBA BBO3HUMBIX
JIEKapCTBEHHBIX CPEJCTB B LENAX pa3pabOTKH, HCCIEeOBaHMN, KOHTPOJA 6e30IacHOCTH,
KadecTBa M 3(P(PEKTHBHOCTH JIEKAPCTBEHHBIX CPEICTB OIPENENAeTCs HCXONsd U3
TEXHOJIOTUYECKOH CXeMBI IPOMU3BOJACTBA JIEKAPCTBEHHOro IIpemnapaTa ¥ MaTepHaIbHOIO
GanaHca (TMIPOU3BOACTBEHHOM pELENITYphl), COCTABIEHHOrO MO JAHHBIM IPOMBILLIEHHOIO
periaMenTa (TEXHOJOTHYECKAX HMHCTPYKIHUH) IO NPOU3BOACTBY JIEKAPCTBEHHEIX CPE/ICTB
WA ero NpoeKTa, U MPEACTAaBISETCS B BHUAE BBIINHMCOK U3 MPOMBIIUICHHOTO pErnaMeHTa
(TeXHOJOTMYEeCKUX MHCTPYKIHUH) MIM HX IPOEKTOB, BBIIHCOK M3 HOPMAaTHBHOM
JOKyMeHTaUuK (HOPMAaTUBHOTO JOKyMEHTa IO KaveCTBY) WM HX IPOEKTOB, COAEpXalyX
UH(POPMAIHIO O KOJIHYECTBE JIEKAPCTBEHHOIO CpPEeACTBa, HEOOXOAMMOIO I NPOBENCHHS

4 Cobpanme 3akoHonaTenncTBa Poccuiickoit ®eneparun, 2013, Ne 5, ct. 377; 2021, Ne 1, cr. 114.
5 A63am 4etBepThli myHkta 1 cratem 44 (DenepansHoro 3akoHa or 7 monma 2003 r. Ne 126-03 «O casu» (Cobpanue
3akoHojareabcTBa Poccmiickoii ®enepaunn, 2003, Ne 28, ct. 2895; 2021, Ne 1, c1. 72).
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WCTIbITAHUM Ka4ecTBa 10 COOTBETCTBYIOINMM IIOKAa3aTellsAM, CCHUIOK Ha (papMakKoIleiHbie
craTeu 'ocynapcrBenHol dapmakonen Poccuiickoii ®enepanuy, hapMaKkoneiiHble CTaTbH
dapmaxoner EBpasuiickoro 3KOHOMHYECKOTO COI03a HJIM 3apybOexHBIX (apMaKolei,
pacyeToB IKCNMEPTHOTO YYPEKIAECHUSA, OCYIIECTBISAIONIEr0 3KCIEPTH3Y JIEKaAPCTBEHHBIX
cpenctB. OGOCHOBaHHE KONMYECTBA BBO3KMMBIX JIEKAPCTBEHHBIX IIPENapaToB B IENAX
NIPOBeJIeHUs KJIMHHUYECKUX MCCIEJIOBAHUH JIeKApCTBEHHOTO Ipemapara OIMpeaensieTcs
HCXOAA M3 YCJIOBHH NPHMEHEHHs JEKapCTBEHHOTO Iperapara B paMKax HpOBEACHHUS
KJIMHAYECKOTO MCCIICZIOBaHMs U MPEICTABIIETCSA B BH/E CBEJCHHH O CXEMe IIpUeMa, J03aX,
KOHLEHTPaUuAX, (PacoBKe, KpaTHOCTH IIpHEMa, [UIMTEIBHOCTH MNEpHOja IpUMEHEHHS
JICKapCTBEHHOI0 IMpellapaTa B KIMHUYECKOM HMCCIIEOBaHHH, KOJIMYECTBE IalEeHTOB,
IPHHAMAIOIMX YYaCTHE B KJIMHUYECKOM HCCIEJOBaHUH, WA HMHBIX JOKYMEHTOB,
HOATBEPXKAAIOIMMX HEOOXOAHMOCTh BBO3a JIEKapPCTBEHHOTO IIperapara B 3asBICHHOM
o0BeMme;

3) xomuu pgoroBopa (KOHTpakTa), NMPHIOXKEHHs M (WIH) JONOIHEHHS K HEMY,
a B Clydae OTCYTICTBHS [JOroBopa (KOHTpakTa) - KOINHM MHOTO JOKYMEHTa,
TOATBEPXKIAIOIIEr0 HaMEPEHHs CTOPOH (B Clly4ae y4acTus 2 Wik 6oJiee CTOPOH);

4) xonMu JAOKyMEHTOB, NMOATBEPXKIAIOMNX KAauyeCTBO JIEKAPCTBEHHOIO Ipemaparta (3a
HUCKIIOUYEHHEM CiIy4as BBO3a JIEKAPCTBEHHOIO Ipernapara I OKa3aHHA MeIUIMHCKOM
IIOMOIIM 110 )XU3HEHHBIM MOKa3aHUSIM KOHKPETHOTO MallHeHTa IH00 OKa3aHHs MeIUIIUHCKOM
IIOMOILM OTPaHMYCHHOMY KOHTMHIEHTY MAallHEHTOB C pelakod u (HWiIM) 0co00 TIKeIoH
naronoruer), u (Wim) ¢apMaleBTHUECKUX CYOCTaHIMid, BBITAHHBIX OpraHU3alHel-
IPOM3BOJHUTENIEM JIEKAPCTBEHHBIX CPEICTB WIM UHOI OpraHM3alHfeil, yIroJIHOMOYEHHOM Ha
NOATBEP)KIEHHE KauyecTBa JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUH C 3aKOHOAATEILCTBOM
CTpaHbl IIPOMCXOXKIACHMS  JIEKApCTBEHHOIO CpEACTBa, COAEpXallfe IOKa3aTeNld
(XapakTepHUCTHKM) C YKa3aHHMEM MecTa IPOU3BOACTBA KOHKPETHOIO JIEKapCTBEHHOTO
CpeACTBa,;

5) B cmydae BBO3a KOHKPETHOH IIApTHH 3apETHCTPHPOBAHHBIX H  (HJIH)
HE3aperuCTpPUPOBaHHBIX JIEKAPCTBEHHBIX CPEACTB, IIpeIHa3HAYEHHBIX MJIS IPOBEACHHUS
KJIMHHYECKUX MCCIIEIOBAHMIA JIEKapCTBEHHBIX NpENnapaToB, - KOMUKA JOKYMEHTOB (MaKeThl U
(unu)  Qororpaduu  ymakoBOK), MOATBEPXKAAIOUMX  HAHJIEXANyl0  MapKUPOBKY
JIeKapCTBEHHBIX CPEACTB, 00yCIOBIMBAIOIIYIO HX I[€JIEBOE MCIOJIB30BaHUE HCKIIOUUTENBHO
B KJIMHMYECKUX HMCCIIEIOBAaHUSAX; \

6) B ciiyyae BBO3a JIEKQpCTBEHHOIO Ipenapata sl OKa3aH!sI MEJULIMHCKON TIOMOLLH 110
KU3HEHHBIM NMOKa3aHUSM KOHKPETHOTO ITalUeHTa:

a) KOMHUA MPOTOKOJIa 3aKIIOUeHHs BpaueOHOH KoMucCHH JMOO0 KOHCHIMyMa Bpaden
¢denepansHoro ydupexxaeHus (BpaueOHOH KomuMccMM JHOO KOHCHIMyMa  Bpayei
CTPYKTYPHOrO TMOApasAeiicHHs HAydyHOro WIM 00pa3oBaTelbHOrO  (efepalbHOro
yUpeXIEHUA), B KOTOPOM OKa3bIBaeTCs MeJHLUHCKAas MOMOLIb MAalMEeHTY, IMOAIMCAHHOTO
pyKOBOZHTENlEM yupexxeHus (PyKOBOAUTENEM CTPYKTYPHOIO MOJpa3JeieHHus] Hay4HOTO
1M 00pa3oBaTeNbHOTO (elepalIbHOTO YUPEXICHHs, JINLIOM, HCIIONHAIOUUM 005S3aHHOCTH
PYKOBOIMTENSA YUYpeXIeHUs, THO0 YNOTHOMOYEHHBIM JIMLIOM B JOJDKHOCTH HE HIKE
PYKOBOAWTENS CTPYKTYpPHOTO TOApa3jelleHds HaydyHOro MiH 00pa3oBaTelbHOIO
dbenepaibHOrO y4YpeXKAeHHs, €ro 3aMeCTHUTeNA, B cepy AEATENBHOCTH KOTOPOro BXOAT
BONPOCHI  OpraHW3allid  MEAWLHUHCKOW  INOMOINM), O  HAa3HAauYeHMH  MalHeHTy
He3aperuCTPUPOBaHHOTO JIEKAPCTBEHHOTO NIpENapara Iuisl OKa3aHus MEIHLUUHCKON MOMOLIN
II0 OKM3HEHHBIM [OKa3aHMAM (C yKa3aHMHEM TOProBOro HAaWMEHOBaHMA JHO60




MEXIyHapOJHOr0 HEMaTEHTOBAaHHOI'O HAMMEHOBAHHU S, IEKaPCTBEHHOM (POPMBEI, JO3UPOBKH U
KOJIMYECTBA HE3apPEerHCTPUPOBAHHOIO JIEKApPCTBEHHOTO TMpemapata M OGOCHOBaHHWEM
HEeob6XOMMOCTH ero BBO3a);

0) uin ofpamieHue YNMOTHOMOYEHHOTO OpraHa HCIOJHUTENBHOH BIACTH CyGBeKTa
Poccuiickoii Oenepauuu 0 HEO6XOMMMOCTH BBO3a HE3aPErUCTPHPOBAHHOTO JIEKAPCTBEHHOTO
npenapara s OKa3aHus MeJUIUHCKOM MOMOIIH TI0 )XU3HEHHBIM ITOKa3aHUAM KOHKPETHOTO
NalnueHTa C NPHIOKEHHEM KOIMH IPOTOKONIa pellleHWs BpayeOHOM KOMHCCHH IHO0
KOHCH/IMyMa Bpadeit yupexneHus cybOvekra Poccmiickoii ®@epmepaimm, B KOTOpPOM
OKa3bIBAa€TCsT MENULMHCKasd IIOMOIIb IMalMeHTy, MOANHCAHHOIO PYKOBOAMTEIEM
YYPEXKACHUS MO0 JIHMIOM, HCTIONHSIOMNM ero OOS3aHHOCTH, O HA3HAYEHHWH MAlHEHTY
He3aperMCTPUPOBAHHOIO JIEKAPCTBEHHOIO Npenapara Ui OKa3aHUusS MEAHIIMHCKOM TOMOILIHU
10 OJKH3HEHHBIM TIOKa3aHMAM (C yKa3aHHEM TOProBOTO HAMMEHOBAHUA JH6O
MEXAYHAPOAHOro HEMATEHTOBAHHOTO HAMMEHOBAHHS, JIEKAPCTBEHHOM (OPMBI, JIO3HPOBKH U
KOJIMYECTBA HE3aPETHCTPUPOBAHHOIO JIEKapCTBEHHOIO Ipemnapara);

B) KOIMsl ACIIOPTa MM CBHAETENHCTBA O POXIECHHH MAl[MeHTa, KOTOPOMY Ha3HA4eH
He3aperuCTPUPOBAaHHBIN JIEeKAPCTBEHHBIN ITpenapar A OKa3aHUs MeIUIMHCKOM MOMOIIH I10
YXU3HEHHBIM MOKa3aHUAM.

He pmomyckaercs mnoBTOpHOe NpPEACTaBICHHE IPOTOKOJIOB pelIeHHH BpadeOHBIX
KOMHCCHI 100 KOHCHJIMYMOB Bpadel, €Clli 10 HHM BBIJAHO 3aK/IOYeHHE paHee (Kpome
peleHni BpayeOHBIX KOMHMCCHM MO0 KOHCHIIMYMOB Bpau€il, B KOTODBIX IPOIHCAHBI
JIeKapCTBEHHBIE TIpeNnapaThl NOXU3HEHHO WIH JUIA JUTUTENBHOM Tepanun 3a001eBaHus).

18. MuHncTepcTBO He BrpaBe TpeOOBATh OT 3asABUTENA YKa3bIBaTh B 3asBIICHHH WJIH
3arpoce CBEAEHUs, a TakKe MPeACTaBIATh JOKyMEHTHI, HE IPeIyCMOTpEeHHBIEe ITyHKTOM 17
AIMUHHCTPaTUBHOIO perjlaMeHTa.

19. JlokymMeHTBI AJi MONy4Y€HHUS TOCYJapCTBEHHOM yCIIyTrH JOJDKHBI IPEICTaBIATHCS Ha
PYCCKOM s13bIKe TUO0 NMETH 3aBepeHHBIH NepeBo] Ha PyCCKHH SA3bIK.

HcuepnbiBalomuii nepe4eHb 10KyMEHTOB,
He00X0IMMBbIX B COOTBETCTBHH C HOPMATHBHbIMH
NpaBOBbLIMH aKTaAMH /JIsl IPEAOCTABJICHHUA rOCyAapCTBeHHOH
YCJIyIrH, KOTOpble HAXOAATCH B PacNOPsA’KeHHH rOCYyAapCTBEeHHbIX
OpraHoB, OpraHoOB MECTHOI'O CAMOYNPaBJICeHUsI H HHBIX OPraHoOB,
YYACTBYIOIIHX B IPeJOCTABJIEHHH IOCYAapPCTBEHHO# yCJIyrH,

H KOTOpbI€e 3asiBHTe/Ib BIIpaBe NPeACTABUTD, 2 TAKXKe
CNocoObl HX MOJIyYeHHs 3asiBHTE/IAMH, B TOM YHCJe
B 3J1EKTPOHHO#i opMe, NOPAJOK HX NPEACTABJIECHHS

20. Jlns mnpemocTaBieHHs TOCYAapCTBEHHOM YCIYTH HEOOXOAUMEI ClieIyIoLue
CBeJIEHHUA, HaXOIAIIHMEeCs B pacIIOPsHKEHHH rOCyJapCTBEHHBIX OPTaHoOB:

1) ®HC Poccun — cBenieHus 0 3asBUTENE, coaepxalyecs B EAuHOM rocy 1apCTBEHHOM
peectpe Iopuauueckux nul. Ecnm B KadecTBe 3ajABHTEN BBICTYIIA€T HHOCTPAaHHOC
IOpUANYECKOe JIMLO B Cllyyae IPOBEAEHHs KIMHHYECKOro HcCilefoBaHMs B PoccHHCKOM
denepauny, TNPEACTaBIAIOTCS  AOKYMEHTBbI,  IOATBEPKAAIOIIHME  AKKPEIUTALMIO
NpeCTaBUTENIHCTBA HHOCTPAHHOTO IOPHIMYECKOro JMIla Ha TeppHTOpuH Poccuiickoii
Oenepanmu.

2) MunucTepcTBa — KON BBIIJAHHOTO Pa3pelleHHs Ha IPOBEACHHE KIHMHUYECKOTO




HCCIEIOBaHMA JICKApCTBEHHOrO Ipemapara, B Cly4ae BBO3a KOHKPETHOM NapTHH
3apPerHCTPUPOBAHHBIX M (WIH) HE3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB,
NpefHa3sHAYeHHbIX JUIl [pPOBEAEHHSA KIMHUYECKHX HCCIEJOBaHMM JIeKapCTBEHHBIX
Ipernaparos.

21. 3adBuTens BOpaBe NpPEACTaBUTh (HANPAaBUTL) YKa3aHHElE B myHKTe 20
AIMMHHCTPaTHBHOTO perjiaMeHTa CBEJIEHHS 110 COOCTBEHHOH WHUIIMATHBE.

22. Tlpu mnpemoCTaBiIEHMH TOCYNAapCTBEHHOM yciyrm MUHHCTEPCTBO He BIIpaBe
Tpe6oBaTh OT 3asABUTENA:

1) npeicTaBneHMs NOKYMEHTOB M HMH(OPMAallAM HIA OCYINECTBICHHS NEHCTBHIA,
NpefcTaBleHHe MM OCYIIECTBICHHE KOTOPBIX HE NPEAYCMOTPEHO HOPMAaTHBHBIMU
IIPaBOBBIMHM  aKTaMH, DETyJUPYIOIIMMH OTHOIIEHHS, BO3HHKAIOIIME B CBI3U C
NpeO0CTaBICHHEM I'OCyJapCTBEHHOM yCiyry;

2) mnpeicTaBleHHs NOKYMEHTOB M HH(OpPMauuM, KOTOPHIE B COOTBETCTBHH C
HOPMaTHBHBLIMM IIPaBOBBIMH akTaMu Poccuiickoii ®enepaiun, HOpMAaTHBHEIMHE IIPABOBLIMH
akTaMH Ccy6pexToB Poccuiickoii ®enmepaiiyi ¥ MyHHIMIAIBHBIMH IIPABOBBIMHM AKTAMH
HaxXo#ATC B  paclOpsDKCHMH  TOCYHapCTBEHHBIX  OPraHoOB,  NPEJOCTABJISIONIMX
TOCy[JapCTBEHHYIO yCHyTry, HHBIX TOCYAApPCTBEHHBIX OPraHoB, OPraHOB MECTHOIO
caMOyIpaBieHus U (WIM) NOABENOMCTBEHHBIX TOCYJapCTBEHHBIM OpraHaM M OpraHam
MECTHOTO  CaMOYMNpAaBleHHWs  OpraHu3alMi, Yy4YaCTBYIOIIUX B  [PEHOCTaBICHHUU
rOCyAapCTBEHHBIX WM MyHHLHIAIBHBIX YCIYT, 32 HCKIIOYEHUEM HOKYMEHTOB, YKa3aHHBIX
B 4acTH 6 ctateu 7 ®enepanpHoro 3akoHa ot 27 utons 2010 r. Ne 210-D3 «O6 opraHu3zauu
IPEAOCTABICHUS TOCYJApPCTBEHHBIX W MYHHUIMNANBHBIX yciayr» (maiee — ®DenepaibHblii
3akoH ot 27 mons 2010 r. Ne 210-®3)5;

3) npexncraBneHus JOKyMEHTOB ¥ MH(OpMAILINH, OTCYTCTBUE U (WJIH) HEAOCTOBEPHOCTE
KOTOpBIX HE€ YKa3blBAIMCh IIPH IE€PBOHAYAIIEHOM OTKa3e B TMpHEME JOKYMEHTOB,
HEOOXOAHMMBIX IS MPENOCTaBIEHUSA I'OCYIapCTBEHHOW YCIyrH, JHUOO B IPENOCTaBJICHHH
roCyJIapCTBEHHOM YCIIyTH, 332 HCKIIOUYEHHEM CITy4YaeB, MPEAYCMOTPEHHBIX IIyHKTOM 4 4acTH
1 craten 7 @epepanbHoro 3akoHa ot 27 mronsa 2010 r. Ne 210-03.

HcuyepnbiBaomuii nepeyeHb OCHOBaHHIH AJIA 0TKAa3a
B MpHeMe J0KYMEHTOB, HeOOX0AUMBIX JIsl MPeJOCTaABJICHHS

rocyJapcTBeHHOH yCJIyrn

23. OcHOoBaHHs AJIA OTKa3a B IPHEME JOKYMEHTOB, HEOOXOAUMBIX AJis MPEAOCTaBICHUSA
roCyJJapCTBEHHOM yCIIYTH, HE IPEAyCMOTPEHBI.

HcuepnbiBaomnii nepedeHb OCHOBAHHH 118 NPHOCTAHOBJICHHS
HJIM 0TKA3a B NPeJOCTaBJICHHH rocyJapcTBeHHOH ycJaIyra

24. OcHOBaHMA )i PAOCTAHOBIIEHUS TIPEAOCTaBIEHHUs I'OCYIapCTBEHHOM yCIyrd He

IPELyCMOTPEHEI. |
25. OcHOBaHMAMH )11 0TKa3a B IPEJOCTABICHUH IOCyJapCTBEHHOM yCIIyTH SBIISIOTCS
1) HENpeACTaBIeHHEe  JOKYMEHTOB, IPEeAyCMOTPEHHBIX  I[yHKTOM 17

AJIMHHHCTPAaTHUBHOTO PErIaMEHTa;
2) HanW9KHe HEMOMHBIX WM HeJOCTOBEPHBIX CBEACHU B JOKYMEHTAX, IPECTABICHHBIX

¢ Co6panue 3akoHomaTenscTsa Poccmiickoit @enepamm, 2010, Ne 31, c1. 4179; 2021, Ne 1, cT. 48.
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AV TOJyYeHHs 3aKIIOYeHHs (Pa3pelIMTeNsHOro AOKYMEHTA), a TakKe HEeCOOTBETCTBHE
comepkaHus M (und) ¢opMbl 3asBNEHHA TPeOOBAHHAM K CONEPXKAHUIO H (hopMe
COOTBETCTBYIOIIETO 3afABJICHUSA, YCTaHOBIEHHBIM TpPHIOXKeHHsIMHE Ne 1 — Ne 4 k
AJIMMHUCTPAaTUBHOMY perjlaMeHTY;

3) JeKapCTBEHHOE CPEACTBO, 3ajBICHHOE I BBo3a B Poccuiickyro ®enepaumo mis
uened MeIUIMHCKOrO IPHMEHEHHMS, 3alpelleH0 K MEIMUHHCKOMY IIPHMEHEHHIO Ha
TeppuTOpHM EBpa3niickoro 3kOHOMHYECKOTO CO1033;

4) 1opuAMYecKoe L0, MNPeACTABHBINEE 3asBICHWE M JOKYMEHTHI, IS LeJei
TIOJIyYEeHHUS 3aK/II0UEHHA (pa3pelMTENbHOr0 JOKyMeHTa) Ha BBO3 HE 3apErMCTPUPOBAHHOTO
B Poccuiickoii Penepanuu NeKapCTBEHHOro mnpenapara Ajdd OKa3aHWi MEOUIHCKOM
TNOMOILM OTPaHMYEHHOMY KOHTHHITEHTY IAallUEHTOB C peAkoil M (MIH) 0cob0 TIKeNoi
IIaTOJIOTHeEH, HE YKa3aHO B COOTBETCTBYIOIIEM pacriopspkeHuH IIpaBurensctBa Poccuiickoi
Deziepanuy Kak JMIO, YIIOTHOMOYEHHOE Ha BBO3 HE3aperMCTPUPOBAHHOrO B Poccuiickoit
Qepepaluy  JEKapcTBEHHOTO Ipemapara I OKa3aHWs MEAMIUHCKONW I[TOMOILIM
OrpaHHYEHHOMY KOHTHHI'€HTY Ial[MEHTOB C PeIKOH U (WIK) 0c000 TAKENOM MaToNOrueii;

5) HecOoOTBETCTBHE 3JIEKTPOHHOU MONNMCH 3asABHUTENd TpeGoBauusM PerepasbHOro
3akoHa oT 6 ampens 2011 r. Ne 63-®3 «O6 31eKTPOHHOM NOANKMCH» ;

6) HecoOoTBeTCTBHE ColepKaHus U (MIIH) GopMBI 3ampoca O NMPeJOCTABIEHHH CBEACHHIM
O KOHKPETHOM 3aKiiO4eHUH (pa3pelIMTelIbHOM JOKyMEHTe) TpWIokeHHI0 Ne 5 «
AIMUHUCTPAaTUBHOMY perliaMeHTy.

Ilepeuyens yciiyr, KOTOpbIe SABJASIOTCH HEOOXOAMMBIMH
U 00513aTeILHBIMHA VIS IPEAOCTaBJICHHSA FOCYJAPCTBEHHO# yCJIYIH,
B TOM 4YHcJ/Ie CBeeHHs 0 JOKYMeHTe (10KyMeHTAaXx), BbIAaBaeMOM
(BbIIaBaeMbIX) OPraHu3alMAMH, YIacTBYIOIHMH B IPEAOCTABJICHHH
rocyAapCcTBeHHOH yYCIyrH

26. Ilepedyens yciyr, KOTOpBIE SBISIOTCH HEOOXOAMMBIMH H O0S3aTENBHBIMH JUISA
NPeOCTaBleHUs TOCYyJapCTBEHHOM YCIyrH, B TOM 4HCJIE CBEICHHA O JOKyMEHTe
(moxyMeHTax), BblIaBaeMOM (BbIIaBa€MbIX) OpraHM3ALMAMH, YYacTBYIOIIHMH B
NpefOCTaBICHUH rOCyJapCTBEHHOH YCIIYTH, OTCYTCTBYIOT.

Ilopsinok, pa3mMep H OCHOBaHHsSI B3SHMaHHA roCy1apCTBEeHHOH
NOIJIHHbI MJIH HHO# NJaThl, B3UMaeMoii 3a npejocTaBjIeHHe
rocyapcTBeHHOH YCIyru

27. 3a npegocTaBiieHHe roCyJapCTBEHHOM yCIIyTH roCyJapCTBEHHAs OLIIHHA WK HHAS
TiaTa He B3UMAKOTCH.

7 Co6panue 3akoHoaarenscTsa Poccuiickoit ®enepanuu, 2011, Ne 15, c1. 2036; 2021, Ne 9, c1. 1467.
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Ilopsagok, pa3Mep U OCHOBAHHSA B3HMAHHS MJIATHI
3a NpeAoCTaBJIeHHe YCJIYT, KOTOPbIe ABJISIOTCS He0GX0IUMBIMHU
H 00513aTeJIbHBIMH ISl MPEAOCTABJICHHSI FOCYAAPCTBEHHOIH yCJIyTH,
BKJIIOUAs HH(OPMAIHUIO 0 METOANKE PacyeTa pa3Mepa TaKol MIaThl

28. BasuMaHue muathl 3a MPeJOCTaBIEHHE YCIIYT, KOTOphIE SBIMIOTCA HEOOXOIUMEIMH 1
00s3aTENBHBIMH IS IIPEJOCTABICHHS FOCY IAPCTBEHHOM YCIyTH, He HpeIyCMOTPEHO.

MaxenmMabHbBIi CPOK 0XKHAAHHS B 04epeld NPH Moaayde
3ampoca 0 NPEeAOCTaBJIeHNH rocyJapCTBeHHOMH yCIyrH,
YCJIYIH, NPeAOCTAaBAAEMON OpPraHH3alHusIMH, Y4ACTBYIOIIUMH
B NIpe10CTaB/ICHHH FOCYyAapCTBEHHOMH YCJIyrH, H NPH NOJTyYeHHH
pe3yJibTaTa NpeJocTaB/JAeHHs FOCYAapCTBEHHOMH yCJIyru

29. IlpepocraBiieHHe rOCYAapCTBEHHOM YCIYIH OCYINECTBISETCS C HCIONb30BAHHEM
EnuHoro nmopraia, B CBA3M ¢ 4eM OXHAAHHE B OUeped OTCYTCTBYET.

Cpox H NOopsiAoK perncTpPalHy 3anpoca 3asiBHTEIN
0 NpeAoCTaBJIEHHH rocyJapCTBEHHOH YCJIYIrH H YCJIYTH,
NPeAOCTABISAEMOH OPranu3alusaMy, yIACTBY IOIIHMH
B NIpeAOCTABJICHHH rOCyJapCTBEHHO#H yCJIyru,
B TOM YHCJI€ B YJIeKTPOHHO# popme

30. 3asgBneHHe W [OKyMEHTHI, MOCTYIHMBLIME OT 3ajABHTEIS B MHHHUCTEPCTBO IS
NOJy4eHHUs roCy/IapCTBEHHOW YCIYTH B BJIEKTPOHHOM BHIE C HCMONb30BaHWeM ExuHOrO
1IopTaja, PEeruCTPUPYIOTCS HOJDKHOCTHBIMH JHMLAaMH MHHHCTEPCTBa, OTBETCTBEHHBIMH 3a

IIPHEM U PErucTpaliio AOKYMEHTOB, B TOM 4HClieé B 3JIEKTPOHHOM BHJE, B TedeHHe 1
pabodero AHA ¢ AaThl UX MOCTYILICHHS.

TpeGoBanus K NOMEIIEHNAM, B KOTOPbIX
npeaocTaBiisieTcsl rocylapcTBeHHAs ycJayra,
K 3aJIy 0’KMJaHHS, MeCTaM /AJIsl 3aN0JIHeHHs 33l POCOB
0 MpegoCcTaABJICHHH FOCYAapCTBEeHHOMH yCayru, HHpOpManHOHHBIM
CTeHAaM ¢ o0pa3aMy HX 320/ HEHHS H NepevYHeM J0KYMEHTOB,
Heo0XOAHMBIX /ISl IPEAOCTAB/ICHHS Ka/KAOH rocyJapcTBeHHOMH
yCJIYrd, pasMelieHuIo 4 0pOpMIICHHIO BH3yaJIbHOM, TEKCTOBOM
H MyJbTHMeuiiHO# HHOpMaLAH 0 NOPSAAKe NPeJI0CTAB/ICHHS TAKOIA
YCJIYTH, B TOM YHCJIe K 00ecne4eHHI0 JOCTYINHOCTH Jisi HHBAJIHAOB
YKa3aHHBIX 00bEKTOB B COOTBETCTBHH € 3aKOHOJATE/IbCTBOM
Poccuiickoii @enepanuu o cCOUHAIbLHOMN 32 Te HHBAJIH/A0B

31. IlpenocraBieHue rocyJapCTBEHHOW YCIYTM OCYLIECTBIISETCS C MCIIOJb30BaHHUEM
EnuHoro nopraina.
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Iloka3aTen JOCTYNHOCTH H Ka4€CTBA rocy1apcTBeHHOI
YCJIYIH, B TOM YHCJIe KOJIHYeCTBO B3auMo/ielicTBHIl 3aaBUTe IS
€ RO’KHOCTHBIMH JIMLIAMH NPH NPEJOCTABJIEHAH rOCyAapCTBEHHOI
YCJIYTH 4 MX HPOAO/DKMTETbHOCTh, BO3MOXKHOCTD NOJIyYeHHS
HH(OPMALHH 0 X0/ NPeJ0CTaBJeHHs FOCyAaPCTBEHHOM YCJIyTH,
B TOM YHCJIE C HCIIO/Ib30BAHHEM HH(POPMAIHOHHO-KOMMYHHKAIIHOHHBIX
TEXHOJIOTHH, BO3MOXKHOCTD 160 HEBO3MOKHOCTH NOJTYYEHMsE
rocyAapcTBeHHOMH yCJIyrd B MHOTOpYHKIIHOHAILHOM IEHTpe
NpPeAoCTABJICHHS IOCYJaPCTBeHHBIX H MyHHIHNAJbLHBIX YCJIyr
(B TOM 4HCJIE B 10JIHOM 00beMe), B 1I060M TepPHTOPHAJILHOM
NoApa3e/ieHHH OPrana, NpeJocTABJISIONIEro rocy 1apCTBEHHYI0
YcJIyry, no BbIOOpY 3asiBHTEIN (IKCTePPHTOPHAJILHBIN NPHHIMN),
MOCPEACTBOM 3aMpoca O NPeJOCTABIeHHH HECKOJIbLKHX
rocyapcTBEeHHbIX H (HJIH) MYHHUHNAILHBIX YCIYT
B MHOIOQyHKIHOHAJILHBIX HEeHTPAX NpeJoCcTaBIeHHUs
rocyJapcTBeHHbIX H MYHHIHNAJbLHBIX YCJAYT,
npeaycMOTpeHHoro crarbeii 15.1 ®egepanbHoro
3akoHa ot 27 uwoas 2010 r. Ne 210-®3

32. Tloka3zaTensiMH JOCTYIHOCTH U Ka9eCTBa T'OCYJapCTBEHHOM yCIyTH ABIAIOTC:

1) OTKpBITHIH AOCTYII IS 3aABUTENIeH U APYTHX JTUL K MHPOPMAIHH O TOPSIKE U CPOKaX
IIPEIOCTABJICHUsl TOCYJapCTBEHHON Yycioyru, obkaioBanuwe peiictBuil (Oe3meiicTBHsA)
JNOJDKHOCTHBIX TUI MUHKCTEpCTRA;

2) cobmonenue cTaHaapTa NpeAOCTaBIEHUS FOCyJapCTBEHHOM YCIIyTH;

3) orcyrcTBue xanob 3asgBuTenell Ha neiicTBUs (Oe3meiicTBHE) NODKHOCTHBIX JIHII
MunucTepcTBa IpY NIPeAOCTaBICHUH Ir'OCYAapCTBEHHOI YCITyTH;

4) nmnonHOTa M AaKTyalbHOCTh HHPOPMAMH O TOpAAKE TNPEIOCTaBICHUSA
roCyJapCTBEHHOM YCIIyTH;

5) npenocraBneHHe BO3MOXHOCTH MOJa4d 3asBIE€HHS O IpeAOCTaBIEHHH
roCyJapCTBEHHON YCIYTH W APYTHX HOKYMEHTOB (COAep)KalMXcid B HHX CBeJEHHH),
HeOOXOOUMBIX AN MPENOCTaBICHHUS IOCYNApCTBEHHON yCIyrd, B (opMe 3JIEKTPOHHOrO
IOKYMEHTA;

6) mpexocTaBieHHE BO3MOXXHOCTH IMOJydYeHUS MHPOpPMALMK O XOA€ MpeaOCTaBICHHS
rOCyJapCTBEHHOH YCIyrH, B TOM WYHCIE€ C HCIOJb30BaHHEM HHGOPMAIOHHO-
KOMMYHHUKaIIHOHHBIX TEXHOJIOIHH.

33. 3asBUTENIO TIPH TIPENOCTABICHUH FOCYJApCTBEHHON YCIYTH B 3JIEKTPOHHOH (opme
C MCIIOJIb30BaHKeM EuHoro mopraa obecrnieyrBaeTcsl BBIIOJHEHHE CIEeNYIOINX AeHCTBUM:

1) noxava 3asiBUTENEM B AJIEKTPOHHOH (popMe 3asiBlieHHS O MPENOCTABICHHUHU YCIIYTH,
JOKYMEHTOB (CBeIeHHi ), HEOOXOOUMBIX JUIs ITOy4EHHs FOCyJapCTBEHHOM YCIyTH;

2) nonyveHue 3asABUTENEM CBEJCHHH O XOJ€ pacCMOTPEHMs 3asBJIEHHMs, IIOAaHHOIO
B DJISKTPOHHOH ¢opMe;

3) BO3MOXHOCTH IOJy4YeHHs 3asiBUTENeM pe3yJbTaTOB IpPENOCTaBICHUA YCIyIM B
3JIEKTPOHHOH (opMe, BKIIOYAsA BO3MOXKHOCTh XPAHEHUS MONYYCHHBIX 3adBUTECIIEM B
3NEKTPOHHOMN (hopMe pe3yNbTaTOB MpPEAOCTaBJIeHHs T'OCYIapCTBEHHBIX H MYHHUIIMIAIBHbIX
yCJIyT, HHBIX YCIYT B COOTBETCTBHH C IE€PEYHEM MWHBIX YCIYT, CBEJEHMS O KOTOPBIX
pasMeIaloTCs B (peepaTbHOM peecTpe, a TaKKe HMHBIX CBA3aHHBIX C MPEOCTaBICHHUEM




13

TaKUX YCIYI JOKYMEHTOB B JJIEKTPOHHOH (opMe 3a HCKIIOYEHHEM CJIydaeB, KOTZa
NpEJOCTaBICHHE pe3yNbTaTOB YCIYyrH B yKa3aHHOH (opme 3ampelleHo (eaeparbHbIM
3aKOHOM;

4) DOCTYNHOCTE /I KOIIHPOBAHMS M 3aIIONHEHHS B 3JIEKTPOHHON (opMe 3asiBICHHIN U
JIOKyMEHTOB;

5) BO3MOXHOCTB NpPEJOCTABIEHUS B DIEKTPOHHON (opMe JOKyMEHTOB M CBeIEHMIA,
HEOOXONMMBIX Ul BBINONHEHHS YIONHOMOYEHHEIMM Ha HCIONHEHHE TrOCYIapCTBEHHBIX
¢yHKIHMA OpraHaMu HCOMHUTENBHOM BIACTH aAMUHUCTPATHBHEIX TIpoLeayp (HeficTBHil), B
CllyJasX, €CJIM BBIIOJIHEHME TaKMX aJMHHHCTPaTHBHBIX mpouexayp (meiicTemii) B
3JIEKTPOHHO#M popMe MpeycMaTpUBaeTCs 3aKOHOAATENsCTBOM Poccuiickoii ®enepaliy.

34. IlpemocraBieHne TOCYyJapCTBEHHOH YCIYIH B MHOrOQYHKIMOHAIEHOM LEHTpE
OpeAOCTaBJICHUsI TOCYJapCTBEHHBIX M MYHHIMIAIBHBIX YCIyr, a TaKXe IO
3KCTEPPHTOPHUATBHOMY IPHHLHUITY HE NPEAYCMOTPEHO.

Hnbie TpeboBaHus, B TOM YHCJ/IE YIHTHIBAIOLIHE
0c00eHHOCTH NMPEeAOCTABIEHHS IOCyJaPCTBEHHO#
YCJIYTH [0 3KCTEePPHTOPHATLHOMY NpHHIHNY (B cJIy4ae,
€CJIH rocyJapcTBEeHHAs YCJIYyra npeocTaBiaseTcs
110 SKCTEePpPUTOPHAJIBHOMY NPHHLIHANY) H 0COOEHHOCTH
NPeAOCTABJICHHS rOCyIapCTBEHHOH yCIyrH
B 3JIEKTPOHHO# popme

35. Jlnsd mony4eHHS rocyJapCTBEHHOW YCIYTH B 3JIEKTPOHHOH (opMe 3asBUTEND
HanpaBJLIET 3ajABJICHHE, NMOAMHCAHHOE JIEKTPOHHOM MOAMHMCHI0 (MPOCTOH 3JIEKTPOHHOM
HNOJNNCHI0, JHOO YCHUIEHHOH KBaJU(HUIMPOBAHHON JJIEKTPOHHOW MOAIMCHIO, JHOO
YCUJICHHON HeKBaNM(UIUPOBAHHON 3JIEKTPOHHOHW MOJINKCHIO), U IIpHiaraeMble K HeMy
JIOKyMEHTHl B ()OpMe 3JIEKTPOHHBIX NOKYMEHTOB (IlaKeTa 3JEKTPOHHBIX JIOKYMEHTOB), B
nopsake, yctaHoBleHHOM DenepanbHbIM 3akoHOM oT 6 ampens 2011 r. Ne 63-03 «0O6
3JIEKTPOHHOM MoANUCH» U noctaHoBieHueM [IpasurensctBa Poccuiickoit Menepariuu ot 25
moHsd 2012 r. Ne 634 «O Bumax 5NEKTPOHHOM NOANMCH, HCIMONB30BaHHUE KOTOPBIX
JOMyCKaeTcs NpH oOpallleHMH 3a IIONyYe€HHMEM TOCYJapCTBEHHBIX M MYHHLHMIAIBHBIX
yemyr»®.

Haentudukanus U ayTeHTU(UKALKA 3aBUTENsl OCYILECTBISIOTCS C HCIONB30BaHUEM
denepanbHOl TOCyHapcTBeHHOH HMHGOpPMaLMOHHOM cucTeMbl «EnuHas cucrema
HICHTHPUKAMM W  ayTeHTUQUKalMd B HMHQPAcTpyKType, obecneuuBaroiei
MH(POPMALIHOHHO-TEXHOJIOTHYECKOE ~ B3aUMOJEHCTBAE  MH(QOPMALMOHHBIX  CHUCTEM,
HCIIONIB3YEMBIX JJisl TIPeNOCTaBI€HHs TOCYJApCTBEHHBIX M MYHHIMIAIBHBIX YCIyT
B JNIEKTPOHHOM Gopme» (Hajiee — eAuHas CHCTEMA HACHTH(UKALIMY ¥ ay TeHTH(QHKAIIUH).

8 CoGpanue 3aKoHoaTeNbcTBa Poccuiickoit ®epepaumy, 2012, Ne 27, c1. 3744; 2018, Ne 36, cr. 5623.
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IIL. Cocras, noc.1e10BaTeILHOCTh H CPOKH BLINOTHEHHS
aIMHHHCTPATHBHBIX NpoUeyp (aeicTBHIi), TpeGOBAHUN K NOPIAKY
HX BbINOJIHEHHS, B TOM YHCJIe 0COGEHHOCTH BbINOJHEHHS
aIMHHHCTPATHBHLIX Nponeayp (AeiicTBHii)

B YJICKTPOHHO# hopme

HcuepnbiBaomuii nepeveHb aAMHHACTPATHBHLIX NPOLEAYP (aeificTBHif)

36. Ilpu npenocTaBleHHH TOCYAapCTBEHHOM YCIYIH OCYIIECTBIAIOTCH CleAyHOLIKE
aJIMUHMCTPATHUBHEIE NTPOLIEAYPHI (IeHCTBUA):

1) npuem, perucTpariys 3asBlIeHAS U JOKyMEHTOB, HEOOXOIAMBIX VIS HPeOCTABICHHUS
rOCYAapCTBEHHOH YCITyTH;

2) paccMOTpeHHe MOCTYNMBIIMX OT 3asBHTENs JOKYMEHTOB O IIPELOCTABICHHH
FOCYyJJApCTBEHHON YCIYId M NpPHMHATHE PElleHHs O Bbijaye (HAlPaBJIEHHH) 3aKIFOYEeHHS
(paspelIMTENIBHOrO JNOKYMEHTa) WM 00 OTKase B Bblaue (HANPaBICHWH) 3aKITIOYCHUS
(paspemMTENBEHOrO JOKyMEHTA);

3) dopmupoBaHue 1 HanpaBJieHHE MEXBEAOMCTBEHHBIX 3aIIPOCOB; :

4) mnpefocTaBieHME CBEAECHHII O KOHKPETHOM 3aKiIFOYEHHMH (pa3spelIuTenbHOM
NOKyMEHTE), CBeJIeHHH 006 OTKase B BBIa4Ye 3aKIFOYeHHs (pa3pelllMTeNsHOr0o NOKYMEHTA),
COAEpIKaILIEMCSL B pEECTPE BBIJAHHBIX 3aK/IFOYEHHH, WIH NPEeNoCcTaBlIeHHe HH(pOpMaLH 00
OTCYTCTBHH 3alpallliBAEMbIX CBEECHHUH.

IIpnem, perucrpanus 3asiBJICHHS H JOKYMEHTOB, HEO0X0AHMBIX
ANA NPeAOCTABICHHA rOCYAapPCTBEeHHOMH yCayru

37. OcHoBaHHeEM Il HauaJla aJMHHUCTPATUBHOM NpOLIEAYPHI ABJISLETCS IOCTYIUICHHE B
MUHUCTEPCTBO B 3NMEKTPOHHOM BHE C MCMONB30BaHMEM EnuMHOro moprana 3asBieHHUS O
BbIJa4€ 3aKIIOYeHHUs (pa3pelIMTeNbHOrO AOKyMEHTa) U JOKYMEHTOB, IMpeayCMOTPEHHEIX
IMyHKTOM 17 AJMHUHHCTPaTUBHOIO perjiaMeHTa.

38. 3asBneHue ¥ HOKYMEHTHI, HEOOXOAMMBIE [UIA MPENOCTABICHHS roCyIapCTBEHHOM
yCIIyTd ¥ TpeAcTaBieHHble B MuHHCTEpCTBO (B TOM 4HcIe B 3JIEKTPOHHOU (opme),
perucTpupyrorcs JlemaprameHTOM ymOpaBieHHS JAedaMH U KaapoB MuHHcTepcTBa,
OTBEYAIOWIUM 33 OCYyIIeCTBICHHE aAMHHWCTPATUBHOM MNpoueayphl @O MpueMy u
perucTpalyi JOKYMEHTOB IIpH IMPEAOCTABICHUH T'OCyAapCTBEHHOU YCIyTd, He mosgHee 1
pabouero AHs ¢ AaTHI MOCTYIUIEHUS 3asBJICHHA U JOKYMEHTOB, IIPEAYCMOTPEHHBIX TYHKTOM
17 AAMUAHHUCTPATUBHOIO periaMeHTa.

39. Otka3 B mpHeMe 3asABICHUA H AOKYMEHTOB, HEOOXOAUMBIX s IPEJOCTaBICHUS
rOCyJapCTBEHHOM YCIIyTH, a TaKkKe OTKa3 B NPEAOCTABICHUN I'OCYJapCTBEHHOH YCIYyTH B
ciiydyae, €ciM 3asdBiCHHWE M JOKYMEHThl, HEoOXOoAMMBIE i1 TIPENOCTaBIEHMS
rocy1apCTBEHHO#M yCNyIH, MOAaHbl B COOTBETCTBHH C MH(OpMamueil o cpokax M MOpsKe
NpEeNOCTaBIeHUs] TOCYJapCTBEHHON yclyrd, onybnukoBaHHOM Ha EnuHoM mnopraie,
HEJOITy CTUMBL.

40. KputeprieM npuHATHS pEIIEHMA 10 AaAMHHHCTPATHBHOM IPOLEXYpE SBISAETCA
HaJIMYMe 3asABJIC€HUS U JTOKYMEHTOB, HEOOXOAUMBIX IUIS MPeIOCTaBICHUs IOCYJapCTBEHHOM
YCIIyTH.

41. Pe3ynpraToM aIMHHHCTPATUBHOHN IpOLIeAypHI SBJISETCS PETUCTpALMs 3asBJIEHUs U
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JIOKYMEHTOB, HEOOXOIUMBIX JJIS IPEAOCTABICHHS FOCY IaPCTBEHHOM YCITyTH.
42. Cnocobom ¢ukcanuu pe3ynbTaTa BBITIONHEHWS aIMHUHHCTPATHBHOH MPOLELYDHI
ABJISETCS OTMETKA O JaTe IpHeMa 3ajdBICHHS M NIPUIaraeMbIX K HEMY JJOKyMEHTOB.

PaccMoTpenne NoCcTyNHBIINX OT 3asiBUTEJIS AOKYMEHTOB
O NpeJ0CTABJ/IEHHH rOCYAapCTBEHHOM yCJYrH H NPHHATHE PellleHns
0 BbIAaYe (HanpaBJIeHHH) 3aKII0YeHHs (Pa3pelnTeIbHOro
JOKYMEHTA) HJIH 00 0TKa3e B BbiAaye (HANIPABJIEHHH)
3aKJII04eHHs (Pa3pelIHTe/ILHOro JOKYMEHTA)

43. OcHOBaHHEM /IS Ha4aJla aAIMHUHUCTPATHBHOM MPOLEAyPhI ABJIAETCA IOCTYIUIEHHE B
CTPYKTYpHOE MOApasJiejIeHHe, YNOJIHOMOYEHHOE Ha INpPEeNOCTABIEHHE TOCYIapCTBEHHOM
ycinyrd, MunucrepcTsa (nanee - JlenapraMeHT) 3aperuCTPUPOBAHHOIO 3asBJICHMS U MaKeTa
JIOKYMEHTOB, HEOOXOMUMBIX IS IPENOCTABIECHUS I'OCYJAPCTBEHHOM YCIIyTH.

Hupextop J[lemapramMeHTa OpraHu3yeT IJOKYMEHTHPOBAaHHBIH ydYeT M KOHTDOIb
BBINOJIHEHHUS Ka)XI0ro 3Tana aAMUHUCTPATHBHOMN MPOLIEAYPEIL.

44. HauaneHuk otaena JlemapraMeHTa, OTBETCTBEHHOTO 3a MPEIOCTABIECHHE
rOCYIapCTBEHHOHN YCIyTH (fajnee - Ha4albHUK OTAENA), B IEHb MMOCTYIUICHHS 3ajABICHHUS H
KOMILIEKTa JOKyMEHTOB Ha3HAyaeT M3 YMCJIa COTPYJHHKOB OTAeNa OTBETCTBEHHOIrO
HCIIONIHMTEIS IO paCCMOTPEHHIO JOKYMEHTOB (Jlajiee - OTBETCTBEHHBIN HCIIOHUTED).

@aMunus, UM ¥ OTYECTBO (MOCIeHee NPY HAMYHH) OTBETCTBEHHOTO HCTIOTHUTEIIA,
€ro JODKHOCTh M HOMep TenedoHa cooOMAIOTCs 3asBHTENIO IO €ro MUCEMEHHOMY WITH
YCTHOMY OOpaIeHHuIo.

45. B xone aqMHMHHUCTPaTUBHOMN NPOILEAyphl OTBETCTBEHHBIIN MCIIOJHUTENH B TEUEHHE 2
pabouux JHEH co OHA MOCTYIUIEHHS 3asBIIEHHS O BBIadYe 3aKIIOYEHHs (pa3pelnTeIbHOro
OOKyMEHTa) H JOKyMEHTOB, IpPENYyCMOTPEHHBIX IIyHKTOM 17 AJMHHHCTpaTHMBHOIO
perjaMeHTa, MPOBOAMT OLIEHKY HX MOJHOTHI M JOCTOBEPHOCTH, IIPEJCTABIEHHBIX B HUX
CBEJICHUH.

46. Ilpu otcyrcTBUM OCHOBaHHM Ui OTKa3a B IPEeJOCTaBI€HHMH TOCYyAapCTBEHHOM
YCIIyTH, IPeIyCMOTPEHHBIX ITyHKTOM 25 AJIMUHHCTPaTHUBHOTO PETTIaMEeHTa, OTBETCTBEHHBIN
UCIIOJIHUTENb B TedeHue | paboydero JHSA OCYIIECTBISAET IOATOTOBKY IPOEKTa 3aKIIOUYEHUs
(pa3pemMTEeNbHOTO JOKYMEHTa) B (hopMe JIEKTPOHHOIO JOKYMEHTA.

Ilpu HamMYMKM OCHOBaHW AN OTKa3a B NpeJOCTaBlIEHHMM roOCyJapCTBEHHOH YCIyrw,
[PeOyCMOTPEHHBIX IYHKTOM 25 AIMHHHCTPaTHBHOTO pEIJlaMeHTa, OTBETCTBEHHBIM
UCTIONHUTEND B TeueHHe 1 paboyero JHSA OCYILIECTBIIAET MOATOTOBKY IIPOEKTa YBEIOMIIEHHS
B ()opMe DIIEKTPOHHOTO JOKYMEHTa 00 OTKa3e B BhblJaue 3aKI04eHHs (pa3pelIuTeNbHOr0
ITOKYMEHTA) C yKa3aHHeM MMPpHYMH OTKa3a.

47. Ilpy NpUHATHH peIIeHUs O MPEAOCTABICHHH IOCYAapCTBEHHOM YCIyIrd 3alKcCh O
TPEOCTaBIIEHUH 3aKIIOUeHUs (Pa3pelIuTeNbHOTO JOKYMEHTA) UK YBEIOMIIEHHS 06 OTKase
B BBbIJaue 3aKIIOYeHHs (pa3peIlUTENbHOTO JOKYMEHTa) BHOCHTCSA B PEECTpP BBIAAHHBIX
3aKIIIOYEHMi, peleHuit 06 oTKase B Bblauye 3aKIIOYEHHH.

3akmodenne (paspelldTeNbHBI AOKyMEHT), yBeIoMieHHe 00 OTKase B Bbljaue
3aKITIOYeHHs (paspeluTeT-HOT0 JOKYMEHTa) B TedeHHE 2 paboumx JHeR CO AHS BHECEHUS
3allMCH B PeecTp BBIIAHHBIX 3aKIIOYEHHH, pelleHHit o0 oTKa3e B BBIJAYE 3aKIIOYECHHUM
COTJIaCOBBIBAETCS HAYAIBHHKOM OT/IEINA, TIOATMCHIBAETCS YCUIEHHOH KBaNTH(DUITMPOBAaHHOM
SNIEKTPOHHOH MOANHKCHIO gupekTopoM JlemapraMeHTa (3aMecTUTENEM JIHPEKTOpA
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JlemapramenTa) ¥ HampaBiseTcs B (OpMe OJEKTPOHHOIO IOKYMEHTa 3asiBHUTEO C
ucnonp30BaHveM Eqnnoro nopraina.

48. KpurepueM NpHHATHA PELIEHHS IO aJMMHHCTPATHBHOM IpoLelype SABISETCS
HaJIMYMe WM OTCYTCTBHE OCHOBaHMH JUIsl OTKa3a B BhIade 3aKFoYeHHs (pa3peIIUTeTbHOTO
JIOKYMEHTa).

49. Pe3ynpTaTaMy aJMUHHCTPATHBHOM MIPOLEAYPHI SBIAIOTCS:

1) Hanpasnenye 3aKkmoueHus (Pa3peLIUTEILHOTO JOKYMEHTA);

2) HanpaBjieHHe yBeJJOMJIEHHS 00 OTKa3e B BblIaye 3aKIIO4eHHs (Pa3pelIHTeTbHOTO
JNOKYMEHTA).

Ilocpencteom nvyHOro kabuHera Ha EnuHOM mopTaie 3asdBHTENh ABTOMATHYECKH
H3BELIAETCSA O NMPHHATOM PELICHHH O BBIIaue 3aKIOYeHHs (Pa3pellUTeNbHOro JOKyMEHTa)
nu6o 06 oTKase B BBIJaue 3aKIIOYEHHS (Pa3peIUTENBHOTO JOKYMEHTA).

50. CnocoGom ¢mukcalmu pesynbTaTa aAMUHHCTPAaTHBHOW MpOLEAYPHl SBISETCS
BHECEHHE CBEIECHHM O 3aKIFOYEHHH (Pa3pelIMTENbHOM JIOKYMEHTE) B PEECTp BBIJAHHBIX
3aK/IIOYEHHI ¥ pelIeHni 00 oTKas3e B BbIade 3aKII0UEHHi, 1100 yBeJOMIeHHE 06 OTKa3e B
Bhljaue 3aKJIFOYEHUI.

51. PesynepraT agMHHHCTPAaTHBHOH IpOLENYphl OTPaXKaeTCsi B PEECTPE BHIOAHHBIX
3aKIIIOYEHHH, pelleHHi 06 oTKa3e B BblJaye 3aKIOYeHHH, popMa KOTOPOro yTBEp)KIAEHA
npuka3oM MunncrepcTBa 3apaBooxpaHeHus Poccuiickoit @enepauun ot 2 Hos6ps 2010 r.
Ne 9511° (nasee — peecTp BBIAAHHBIX 3aKTIOYEHHUH).

CI)opmnposamle H HaTpaBJjieHHEe MECKBCAOMCTBCHHBIX 3alIPOCOB

52. OcHoBanumeM M1 HayajJa AaJMUHHCTPAaTHBHON TNpoLEAypsl  SBISETCA
HENpeACTaBICHHE 3asBUTENEM IO COOCTBEHHOH HWHMIIMATHBE IOKYMEHTOB (CBEIEHHIA),
yKa3aHHBIX B yHKTe 20 AAMHHACTPATHBHOI'O perjiaMeHTa.

53. ®opmupoBaHue U HanpaBieHNe MEXXBEIOMCTBEHHBIX 3alPOCOB O MPENOCTABICHUH
CBEACHHUH, MpPEeNyCMOTpPEHHBIX MyHKToM 20 AJMHHHCTPaTHBHOIO perjaMeHTa,
OCYIIECTBIIAIOTCS YNIOJTHOMOYEHHBIM CIELHUAIMCTOM C HCIOJIH30BaHUEM €IUHOW CHCTEMBI
MeXXBEJOMCTBEHHOI'O JIEKTPOHHOro B3ammoercTeus (gajiee — CMOB) B coOTBETCTBHH C
TpeGoBaHUAMHU cTaThH 7.2 PenepanbHoro 3akoHa ot 27 urond 2010 r. Ne 210-@3.

54. MakcuMaJIbHBIH CPOK J15 BEIIIOJIHEHUS aIMAHUCTPAaTUBHOI NpoLleAyphl COCTABIISET
1 paboumii eHb CO OHSA MOCTYIUIEHHS Ha PacCMOTpPEHHE OTBETCTBEHHOTO HCIIONHHTENS
3aiBJICHUS U JOKYMEHTOB, HEOOXOAMMBIX JUIsl IPEAOCTaBIEHHS TOCY JAPCTBEHHOM YCIYTH.

55. KputepueM NpHHATHSA PELICHHS IO HANPaBIEHMIO MEXBEIOMCTBEHHOIO 3alpoca
ABJIAETCA HEMpPEACTaBJieHHEe 3asBUTE]IEM II0 COOCTBEHHOM HWHUIMATHBE JOKYMEHTOB
(cBemenuit), ykazaHHBIX B MyHKTE 20 AZIMMHUCTPAaTUBHOIO PErIaMEHTa.

56. Pe3ynpTaTroM aIMHUHUCTPAaTHBHOW IpOLEAyphl SBIACTCS IOJy4YeHHE OTBETA Ha
Me)KBeJJOMCTBEHHBIH 3ampoc.

57. Cmocobom ¢ukcaims pesynbTaTa aIMUHHCTPATHBHOM IpOLEAYpPHl SBIAECTCA
perucTpalyss B COOTBETCTBYIOLIEM MOJyJie KOpIOpaTMBHOro mnoptana MuHucTepcTBa
oTBeTa Ha MEXBEeJIOMCTBEHHBIH 3alpoc.

9 3aperucTpupoBaH MunucTepcTBoM ocTuLti Poccuiickolt ®enepammu 30 Hos6pa 2010 r., peructpauuoHHsI# Ne 19085.
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IIpenocras/ieHne cBeAeHHIi 0 KOHKPETHOM 3aK/II0YeHHH (Pa3peluTe/bHOM
JIOKYMeHTe), CBeieHHii 00 oTKa3e B Bbijaye 3aK/II04YeHHs (pa3peuInTeIbHOro
AOKYMEHTA), cofepKalleMcsl B peecTpe BLIAAHHBIX 3aKII04eHHil, HIIH
npeaocrapjieHde HHGOpMaLMH 00 OTCYTCTBHH 3aNpallnBaeMbIX CBeIeHHii

58. OcHoBaHMEM U1 Havajla aIMHHHCTPaTHBHO#M MPOLIeyPhI ABIAETCS MOCTYIUICHHE B
MUuUHHCTEPCTBO OT 3aHHTEPECOBAHHOTO JIMIA C HCIOIb30BankeM Eunoro moprana B gopme
3NIEKTPOHHOTO JOKYMEHTA, NIOAMMCAHHOTO 3IEKTPOHHOH MOAMMCEHIO (IIPOCTOM 3JIEKTPOHHOM
MNOANMHKCHIO, HIH YCHUICHHOW KBaTH(GULHUPOBAHHON 3JEKTPOHHOM MOMNHCHIO, JHOO
YCHUIICHHOM HeKBaNM(pUIMPOBAHHON 3IEKTPOHHOM MOAIKMCEHIO), 3alpoca O IPeAOCTaBISHUH
CBE/IEHHUi 0 KOHKPETHOM 3aK/IIOYE€HUH (Pa3pelIuTeIbHOM JOKYMEHTE) Ha BBO3 KOHKPETHOM
NapTHH 3aPETMCTPHPOBAHHBIX M (MIM) HE3apEerMCTPUPOBAHHEBIX JIEKAPCTBEHHBIX CPECTB,
npeJHa3HaYeHHBIX /Ul NPOBEIEHMS KIMHUYECKHX HCCIENOBAHMH JIeKapCTBEHHBIX
NPENIapaToB, KOHKPETHOH NapTHH HE3apErHCTPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB JUIs
MPOBE/ICHHUS SKCHEPTHU3bl JIEKAPCTBEHHBIX CPEICTB B LENSX PETHUCTPALMH U 3KCIIEPTH3BI
NEKapCTBEHHBIX CPEACTB, MpelHA3HAYCHHBIX Ui OOpalleHHd Ha OOLIEM pEIHKE
JIEKapCTBEHHBIX CPEACTB B paMKaX EBpa3sHMHCKOro SKOHOMHYECKOTO COr03a U (HWIIH)
Poccwuiickoii ®enepanyin, oCymeCTBICHNA FOCYAapCTBEHHON PETHCTPALIMH JIEKAPCTBEHHEIX
IpPENapaToB, BKIIOYCHHs (papMalleBTUYECKOH CyOCTaHLMM B TOCYIHAapCTBEHHBIH peecTp
JIEKApCTBEHHBIX CPEACTB, KOHKPETHOH NAapTHH He3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX
CPeACTB AJisi OKa3aHMs MEIUIIMHCKOH MOMOIIY MO XXU3HEHHBIM IOKa3aHUAM KOHKPETHOIrO
nanyeHTa 1100 oKa3aHUs MEAULMHCKON IOMOIM OTPaHUYEHHOMY KOHTHHIEHTY MAllHEHTOB
¢ penkod U (MM) 0cobo TsHKeIoW MaToJNoTHel no ¢GopMe COrIacHO MpuioxeHuro Ne 5 k
AJZIMAHHCTPaTHBHOMY perjlaMeHTy (ZaJiee — 3aIIpoc).

59. OTBeTCTBEHHBII HUCMIONHUTENDh B TeUYeHHE 2 pabouuX AHEH CO JHA MOCTYIUICHHS
3arpoca B JlemapraMeHT NpoBepseT HaIW4YWEe B peecTpe BBIJAHHBIX 3aKIIOYEHHUH
3afpamiBacMoii HHGOpPMaIlMi U HAmpaBiseT OTBET B (opMe IJIEKTPOHHOIO JIOKYMEHTa,
HOANMUCAHHOTO  YCHJIEHHOM  KBaMUQUIMPOBAHHOH  3NCKTPOHHOW  NOIMHCHIO, C
WCTIOJIb30BaHHeM EIMHOIO moprtana B CpOK, He NpeBBIIAIMui 5 pabounx nHeil co aHS
MOCTYIUICHHS 3asiBJI€HUS B MHUHHUCTEPCTBO.

60. KpuTepreM NpHHATHA pelIeHHS MO aJAMHHHCTPATHBHOM IpoIexype SBISeTCA
HaJIMYHe WIH OTCYTCTBHE CBEJEHHI 0 KOHKPETHOM 3aKIIOYeHUH WIH CBeleHHi 06 oTka3e B
BbIJIa4€ 3aKIIIOUEHHS B peecTpe BblIaHHBIX 3aK/IIOUEHUI.

AJIMHHHCTpaTHBHaiA MpolieAypa He MpeNOoCTaBsAeTcs, eclu cojepkaHue M ¢opma
3ampoca He COOTBETCTBYIOT YCTAHOBJICHHOH mpmioxeHHeM Ne 5 Kk AJIMHMHHCTPaTHBHOMY
pernameHTy dopMme.

61. Pe3yisTaToOM aIMHHHCTPATHBHOM NPOLIEAYPHI ABJISIETCS NMPEAOCTABICHUE CBEICHUIA
0 KOHKPETHOM 3aK/IiouYeHnH (pa3pelrTeIbHOM JOKyMEHTe), CBEJICHHH 00 oTKa3e B BblJa4e
3aK/IOUeHHs (pa3speliuTeNbHOTO JOKYMEHTa) WIM npenocTaBieHue uHpopManmu o6
OTCYTCTBHMH 3aIpalliiBaeMbIX CBEIECHHH.

62. Crnoco6oM (uKcauM¥ aaMHHHUCTPATHBHON IpOLENypHl fABIAETCA ohopMiIeHHE
BBIIACKA K3 peecTpa BbIJAHHBIX 3aKIIOYEHHH, 1IMOO0 CIpaBKH I10 3alpaliMBaeMOM
3asBUTEJIEM HH(POPMALIHH, JTHO0 CIIpaBKU 00 OTCYTCTBUH 3alpallliBAEMBIX CBEICHHUM.
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ITopsinok HenpaB/ieHHus JONMYEHHBIX ONEYaTOK H OIHAGOK
B BBIIaHHBIX B Pe3y/IbTaTe NPeAOCTABJIEHHs rocyAapcTBeHHOi
YCJIYIrH A0KYMEHTaX

63. B cinyyae BELABICHMA 3ajiBHTENEM B 3aKIIOYEHHH (Pa3pelIMTENBHOM JOKYMEHTE)
OMeYyaTok U (WiM) OIMOOK 3asBUTENb NPEeCTAaBIsSET B MUHKMCTEPCTBO C UCIOIB30BAHMEM
EnuHoro moprana B ¢opMe 3JI€KTPOHHOTO [JOKYMEHTa, MOAIHCAHHOTO 3JIEKTPOHHOM
MOANUCHIO (TMPOCTOH 3EKTPOHHOH TOANHCBHIO WM YCHICHHOH KBalM(pUIMPOBAHHON
3JIEKTPOHHOH IOANHMCBIO, JHMOO yCHIEHHOH HEeKBauM(UIUHPOBAHHON 3JEKTPOHHOM
NOAIKCHIO) 3asiBNIEHHE 00 MCIPaBIECHHH TAKHX ONEYaTOK U (M) OMKMGOK B POM3BOIBHOM
dopme.

64. OTBeTCTBEHHBIH HCIONHHATENb, HA3HAYEHHBIA HAYaIBLHAKOM OT/eNa, B TedeHue |
pabodyero gHs co JHA MOCTYIUIEHHS COOTBETCTBYIOIUEro 3asBlieHHs B JlemapTaMeHT
IIPOBOJMT IPOBEPKY YKa3aHHBIX B 3asBJIEHHH CBEJCHUIA.

65. B ciy4ae BBIABIIEHHS IOINMYLIEHHBIX ONEYaTOK M (MIIM) OIMOOK OTBETCTBEHHEIH
HCIIOJIHUTEND OCYILIECTBIIACT HUCIPABICHHE TAKUX ONeYaToK M (WiIM) OMHKOOK B CPOK, HE
NpEBBIIAIOIKH 5 pabounx AHA CO JHS MOCTYIUIEHUS B MHUHHUCTEPCTBO COOTBETCTBYIOLIErO
3asBJIEHHs B OpMe 3IIEKTPOHHOTO JOKYMEHTa nocpeAcTBoM Enunoro moprana.

66. KpureprieM NpHHATHS PEIUESHUS 110 MPOLEeLype SBIAETCH HAIMYHE UITH OTCYTCTBHE
oInevaToK M (M) omub0K B 3aKII0OYEHHH (pa3pelIuTeIEHOM JOKYMEHTE).

67. PesynbraToM npouenypsl sBISETCS HCIpPaBJIeHHE OMEYaTOK W (M) OIIHOOK B
BBIJIAHHBIX JJOKYMCHTaX M HalpaBJicHHE 3asBHUTENIO HCIPABIEHHOrO JOKyMEHTa B (opme
3JIEKTPOHHOI'O JOKYMEHTA, INOANKUCAHHOTO YCHICHHON KBaTH()HIUPOBAHHOM 3JIEKTPOHHOIM
HOJIKCHIO, C UCIIOJIb30BaHHEM JIMYHOTO KabuHeta Ha EquHOM moprae, WK HalpaBIeHHE
3asBUTENIO YBENOMJICHUS OO0 OTCYTCTBHM OIEYaTOK M OMKUOOK B 3aKIlOYeHUHd (B
pa3pelIuTeNsEHOM JOKYMEHTE).

68. CrnocoboM ¢uxcauuu HpoLenyphl SBIAETCS BHECEHHE HH(POpPMAIMM B PEECTp
BBIJaHHBIX 3aKIIOYEHHH, peleHnit 00 0TKa3e B BbIAAYE 3aKIIOYSHHIA.

OcobGenHoCTH BbINOJIHEHHS] AIMHHHCTPATHBHLIX NpoHeayp (aeicTBHI)
B YJIEKTPOHHOI# popme

69. ®opMupoBaHUe 3ajABIIEHHS B DIEKTPOHHON (popMe OCYILECTBISETCS 3asiBUTEIEM
HOCPeJICTBOM 3amojIHeHHsl Ha EqHOM nopTaiie ero 3JeKTpoHHON (OpMEI ¥ IIPUKPETUIEHHS K
HEMY 3JIEKTPOHHBIX 00pa30oB JOKYMEHTOB 063 HeoOXOOUMOCTH IOMOJHUTENBHOM MOJa4H
3asBJICHUs B BUJIe JOKyMEHTa Ha OyMa)KHOM HOCHTeEJIE.

70. ®opmaTHO-JIOrHYecKas MpoBepka cOpMHPOBAHHOTO 3asBJICHHS B 3JIEKTPOHHOM
(dbopMe OCylIeCTBIAETCI aBTOMAaTUIECKH MOCIIE 3aII0IHEHHUS 3asBUTENIEM Ka)K[ 0o M3 NoJIeH
Takoro 3asBlicHUA. IIpd BBIABIEHHMH HEKOPPEKTHO 3allOJIHEHHOIO IIOJI1 3asBJICHHA B
3IEKTPOHHOM (popMe 3asBUTEIh YBEIOMIIIETCS O XapaKTepe BRIBICHHOH OIMOKH U MOpsaKe
ee YCTpaHEHHA TMOCPEACTBOM HH(GOPMAIMIOHHOIO COOOILEHHSI HENOCPEJCTBEHHO B
3JIEKTPOHHO# (hopMe 3asBICHHUI.

71. Ilpu ¢opMupoBaHWM 3asBIE€HHUA B JNEKTPOHHON (opme mocpeactsom Exunoro
nopraa 3asBUTENI0 obecneynBaeTcs:

1) BO3MOXKHOCTH KOIIMPOBAHHA M COXPaHEHHs 3asBJICHHS B JJIEKTPOHHOH Qopme H
NPHKPEIUIEHHBIX K HEMY SJIEKTPOHHBIX 00pa30B I0KyMEHTOB;
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2) BO3MOXKHOCTH MeYaTH Ha OYMa)XKHOM HOCHTeNe KOIHH 3asBICHHS B 3JIEKTPOHHOM
dopwme;

3) coxpaneHue paHee BBeIEHHBIX B JJIEKTPOHHYIO GOpMy 3asiBIICHHUs 3HAYCHHMIA B 060
MOMEHT MO XeJIaHHIO I0JIB30BATElISA, B TOM YIHCJIEe MPH BO3HMKHOBEHHUH OIIMOOK BBOIA H
BO3Bpate JUIsl IOBTOPHOI'O BBOZAA 3HAYCHHUH B 3JICKTPOHHYIO (hOpMY 3asiBIICHUS;

4) 3anonHeHHe MoJei 3MeKTPOHHON (OPMEI 3asBlEHMs N0 Hayaia BBOJAA CBEICHHMI
3ajJBUTENIEM C HCTIOJb30BaHHEM CBEJICHHM, pa3MEILEHHHIX B (eepalbHOM rocy1apcTBEHHOM
uHpopMaluoHHOl cHucreMe «EnuHas cucteMa WieHTH(WKAIWMH M ayTeHTH(QHKALKH B
HH(pacTpyKType, obecnieunBatomeii HHGOPMALMOHHO-TEXHONOTHYECKOe B3aNMOIEHCTBYE
MH(QOPMalMOHHEIX CHCTEM, HCIONB3YeMEBIX s NpPENOCTABJIE€HHS TOCYdapCTBEHHBIX H
MYHHIHMIIAIBHBIX YCIIYT B 3JIEKTPOHHOM opMe» (Hanee — eauHasi CUCTEMA UAECHTU(PUKALIUH
M ayTeHTHQWKAalMH), M CBEJeHWH, ONMyOIMKOBaHHBIX Ha EMHOM mopTane, B 4acTH,
Kacalomeics CBEIEHUH, OTCYTCTBYIOIIMX B €IMHOM CHCTeMe WACHTH(QUKALUM |
ayTeHTU(HKaLHH;

5) BO3MOXHOCTh BEPHYThCSA Ha JIFO0OH U3 3TANOB 3allOJHEHHs 3JIEKTPOHHOM (OPMBI
3asBJIcHUs O€3 NoTepH paHee BBeleHHOM HH(OpMAIUH;

6) BO3MOXHOCTh JOCTYINa 3afBUTENS C MCIOJB30BaHHEM EAMHOro moprana K paHee
IOJaHHBIM KM 3asBJICHHUAM B TEUYECHHE HE MeHee OHOro roja, a TakXe YaCTHYHO
copMHUPOBaHHEIX 3asBIECHHUN B TeUEHHE HE MEHee 3 MECAIIEB.

72. ChopMupoBaHHOE 3asBlIeHHE B 3JIEKTPOHHOM (pOpMe MOAMUCHIBAETCA 3asBUTEIIEM
SNEKTPOHHON TOANUCHI0 (MPOCTOM  DNEKTPOHHON MOAMHCHIO, JHOO  YCHICHHOM
KBaITH(UIMPOBAHHOH 3NEKTPOHHOM ITOIHKCEHIO, TH00 YCHIEHHON HEKBATH(PHIMPOBAHHOM
3JIEKTPOHHOH IOANNCHIO) M C MPUKPEIUVIEHHBIMH K HeMy SJIeKTPOHHBIMH oO0pasamu
JOKyMEHTOB HalpaBliieTcs B HH(QOPMAIMOHHYI0 CHCTEMY MHUHHCTEPCTBA MOCPEICTBOM
Enunoro nopraia.

73. MuHuctepcTBo ofecrieyuBaeT NpUeM 3asBICHWS B 3JEKTPoHHOH dopMe u
IPUKPEIUIEHHBIX K HEMY 3JIEKTPOHHBIX 00pa30B IOKYMEHTOB (3JIEKTPOHHBIX JOKYMEHTOB) U
UX perucrpauuio 0e3 HeOOXOAMMOCTH IOBTOPHOIO IIPEACTABIICHUS 3asBHUTENIEM TaKHX
JOKYMEHTOB Ha 6yMa)KHOM HOCHTEE.

74. VYmnara rocylnapcTBeHHOM MNONUIMHBI M (WIM) MNaThl 3a MpeAocTaBleHHe
roCyAapCTBEHHOU yCIIyrd He IIpelyCMOTpEHa.

75. IlpueM u perucTpanus 3asBJICHUS B JEKTPOHHOU (opMe H IPHKPEITIEHHBIX K HEMY
DJIEKTPOHHBIX O0pa30oB JOKYMEHTOB OCYIUECTBISIIOTCA B CPOK M B TODPSAKE,
IIpelyCMOTPEHHOM IMyHKTaMH 38-39 AAMUHUCTPAaTHBHOIO perjiaMeHTa.

76. TlpenoctaBneHue rocylapCTBEHHOH YCIyr'W HAYMHAeTCs C MOMEHTa IIpMEMa H
perucTpanuy MUHHUCTEPCTBOM 3asBlI€HHs B IEKTPOHHOM (OpMe M IPUKPEIJICHHBIX K HEMY
3JIEKTPOHHBIX 00pa30B JOKYMEHTOB.

77. TlonmydeHue pe3yjbTaTa IMPEAOCTaBICHUS I'OCYJapCTBEHHOH ycilyru B (opme
SJIEKTPOHHOTO JOKYMEHTa OCYIIECTBISETCS 3asABUTENEM C MCIOIb30BAHHUEM JIMYHOIO
kabuHera Ha EquHOM mopraine B TeYeHHE CPOKa IEWCTBHS pe3yNbraTa IpeJoCTaBlIeHUs
roCyJapCTBEHHON yCIyTH.

78. 3asBUTENS MMEET BO3MOXHOCTD ITOJy4yeHUs] HHPOPMALIMK O XOZ€e IIpeoCTaBlIeHHs
rOCY/IapCTBEHHOU YCIIYTH.

WudopManus o Xone TPeJOCTaBICHHs TOCYIapCTBEHHOM YCIYyTH HalpaBlseTcs
3asiBUTENIIO B CPOK, He mpeBblmaromuid 1 paboumii JeHb IOCHE 3aBEPIICHHS BHIMOTHEHHUA
COOTBETCTBYIOILEr0 AeiCTBUSA, C HCNIOJIBb30BaHUEM cpeacTB Eaunoro noprana.
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Ilpy  mpenocTaBneHMM — TOCYJapcTBEHHOW — yCIYTM  WIM  OCYLIECTBICHHH
aJMUHHMCTPAaTUBHBIX MNpPOLEAYP B COOTBETCTBHM C NYHKTaMM 58 u 63 HacrosIiero
AZIMUHUCTPATHBHOTO PEraMeHTa B 3NEKTPOHHOI (OpMe 3asBHTEIIO HANPABIIAIOTCH:

1) yBetomMneHue o IprueMe U perucTpalyy 3anpoca;

2) yBeIOMIICHHE O MOTHBHPOBAHHOM OTKa3e B IIPHEME 3aIPOCa;

3) yBemowmieHHe O pe3yNbTaTax PacCMOTPEHHs HaNpaBIeHHBIX JOKYMEHTOB,
HeOOXOIMMBIX UL IPENOCTABIEH S FOCY 1apCTBEHHOM YCIIYTH;

4) yBemoMIeHME O BO3MOXKHOCTH TONYYUTh pe3ydbTaT IPeOCTaBICHUS
rocyAapCTBEHHOM YCIIyTH;

5) yBeIOMJICHHE O MOTUBHPOBAHHOM OTKa3e B MPELIOCTABICHAH YCIIyTH;

6) 3aKmoyeHHe (pa3pelMTENbHBIH JOKYMEHT) [0 HTOraM MCOpABIEHUS OIEYaToK H
(unu) ommM60K B BEIJAHHBIX TOKYMEHTAX;

7) yBeioMIIeHHE 06 OTCYTCTBHH ONIEYATOK M OIIMOOK B 3aK/IOUEHHH (pa3penIuTeILHOM
IOKYMEHTE;

8) mpenocTaBleHHe CBelleHHHl O KOHKPETHOM 3aKIIOYeHMM (pa3pellMTelbHOM
JOKYMEHTE), CBeJIleHHH 00 OTka3e B BBIaue 3aKIIOYeHUs (Pa3pelliMTEeNIbHOTO JOKYMEHTA)
WM TIpeJIoCTaBlIeHHe HH(POpMaIIUi 00 OTCYTCTBHH 3allpallliBAEMEIX CBEICHHUM.

79. 3asBUTeNb NONMyYaeT pe3yJbTAaT INPEAOCTABJECHHS TOCYAAPCTBEHHON YCIYI'M B
¢opMe D3JIEKTPOHHOTO [JOKyMEeHTa, MOLIMHCAHHOIO YCHIEHHOW KBalH(HIMPOBAHHOM
3JIEKTPOHHOM MOAIUCHIO, C HCIOIb30BaHKHEM JINYHOTO KabuHeTa Ha EnquHOM mopTaie.

IV. ®@opmbl KOHTpOJIS 32 NPEAOCTABICHHEM
rocylapcTBeHHOM yCJIayrH

IHopsnok ocyliecTBIEHHS TEKYIEro KOHTPOJIS 32 co0.II0IeHHeM
H HCNIOJIHEHHEM OTBETCTBEHHBIMH J0KHOCTHBLIMH JIHIIAMH NOJIOKeHH i
AIMHHHCTPATHBHOIO PerjiaMeHTa H HHbIX HOPMAaTHBHBIX NPABOBBIX
aKTOB, YCTAHABJIHBAIOWIHNX TPeOOBaAHHSA K NPeJOCTABJIECHHIO
rocyJapcTBeHHO#H YCJIYrH, a TaK»Ke NPUHATHEM HMH pelieHui

80. Tekymuii KOHTPONb 3a COONIOJIEHMEM [MOCIEOBaTeNbHOCTH JACHCTBUM,
OllpeIe/ICHHBIX aIMHHUCTPATUBHBIMHU NIPOLIEAYPaMH 110 NIPEI0CTaBICHHIO TOCYJapCTBEHHON
YCIIyTH, OCYIIECTBISAETCS PYKOBOAMTENEM M AOJDKHOCTHBIMHU JHIaMM MHMHHCTEpCTBa,
OTBETCTBEHHBIMH 3a OpPraHH3alKio0 paboThl 10 NPENOCTaBISHHIO FOCY JapCTBEHHOM YCIIyTH,
IMyTeM T[pPOBEACHUS IPOBEPOK COOMIONCHHS W  HCNOJNHEHHS  OTBETCTBEHHBIMH
HCIIOJTHUTEISIMA TIONOXKEHU AJMHHHCTPAaTUBHOIO peErlaMeHTa, WHBIX HOPMAaTHBHBIX
npaBoBeIXx  aktoB  Poccuiickoii  @enepaiuu, a TakKe NpH  [POBEACHUH
BHYTPEHHETO ayuTa pe3yJbTaTUBHOCTH IIPENOCTaBIEHHS IOCy JapCTBEHHOM ycIyru (fanee
— NpOBepKa).

81. TlpoBepku MOMHOTHI M KayecTBa IPEAOCTaBIE€HHS TIOCYAApCTBEHHOM YCIYI'H
BKJIIOYAIOT B ce0s MpOBele€HHE NPOBEPOK, BHUABICHHE M YCTpPaHEHHME HapyICHWH NpaB
3asABUTENIEH, pAacCMOTpEHMe, NMPUHATHE PEINCHHi M IOATOTOBKY OTBETOB Ha OOpalleHHs
3asBUTENEH, comepKalue Xaro0sl Ha AeiicTBus (Oe3nelicTBHE) M PELIEHHs JODKHOCTHBIX
1l MHHHCTEPCTBA, OTBETCTBEHHBIX 3a MPEAOCTaB/IEHUE rOCYJapCTBEHHOM YCIIYTH.
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IHopsinok 1 NepHOAHYHOCTD OCYIECTBICHHS MIAHOBBIX
H BHEIUIAHOBBIX MIPOBEPOK MOJHOTHI H KaYeCTBA NPEIOCTABICHHS
rocyapcTBeHHOMH yCJyrd, B TOM 9HCJIe NOPAI0K H GOpMBbI KOHTPOJIS 32 HOTHOTOMH H
Ka4€CTBOM NpPeJOCTABJICHHSA rOCyJAPCTBEHHOMN YCJyT

82. IlpoBeneHHe NIAHOBBIX M BHEIUIAHOBBIX IIPOBEPOK OCYLIECTBISETCS B LENAX
BBISIBICHUA HapyUICHUH MOPsIKa IIPEAOCTaBlIeHUs TOCYNApCTBEHHOM YCIYTH, B TOM YHCIE
CBOEBPEMEHHOCTH H ITOJIHOTBI PaCCMOTPEHUS OOpallleHHii 3asi1BHTeNIEH, 0G0CHOBAaHHOCTH M
3aKOHHOCTH NPUHATHSA N0 HUM pellleHH.

83. IlnaHoBele NMpOBEpKH MOJNHOTHI M Ka4decTBa MPENOCTAaBIEHMS TOCYAapCTBEHHOMH
YCIIyTH IPOBOSATCS YTIIOJIHOMOYEHHBIMH JOIDKHOCTHBIMH JIIaMi MUHHCTEpPCTBA He pexe 1
pasa B roj.

84. Exxerognelii 1aH IPOBEPOK YCTaHABIMBAETCS pYKOBOAUTEEM MHHUCTEPCTBA.

85. BHennaHoBbIe MPOBEPKH MOJHOTHI M Ka4€CTBa IIPEIOCTABIEHHs [OCYAapCTBEHHOM
YCIYTH TPOBOJATCA CTPYKTYpPHBIM IOApas/ieleHHeM MHHHCTEPCTBA, OCYINECTBIAIOIIAM
roCy/lapCTBEHHYIO  yCIIyTy, € YYacTHeM YNOJHOMOYEHHbIX JO/DKHOCTHBIX  JIMI]
noapaszieneHuii MHHHCTEpCTBa IO KOHKpETHOMY oOpamieHuio (kamo0e) rpaxnaH HiIH
IOpHIMYECKUX JIML Ha pelleHHs WiH JaeiictBusa (Oe3geiicTBre) MOMKHOCTHEIX JIMIY
MunucTepCTBa, IPUHATHIE HITH OCYLIECTBIIEHHEBIE B X0O/€ NMPEIOCTaBAeHUs TOCYAapCTBEHHOM
YCIIyTH.

86. Pesynpratel mpoBepkd OGOpPMISIOTCS B (GOpPME akTa H IOANUCHIBAIOTCA
yIOJTHOMOYEHHBIMH JOJDKHOCTHEIMU JIMIaMH MUHHCTEpCTBa.

OTBeTCTBEHHOCTDH JOKHOCTHBIX UL MHHHCTEPCTBA 32 pellicHHS
U AelicTBus (Oe3aeiicTBHE), HPHHEMAaeMble (OCyLIECTBJIAEMbIE) HMH
B X0/I¢ NPeI0CTaB/IeHus rocy1apCcTBEHHOH yCayTrH

87. IlepcoHanpHas OTBETCTBEHHOCTh JOJDKHOCTHBIX JHMII MHMHHCTEpCTBA 32
[IpeAOCTaBICHHE TOCYIapCTBEHHOM YCIIYTH 3aKPEIUIIETCA B MX JOJDKHOCTHBIX perjiaMeHTax
B COOTBETCTBHH C TpeOOBaHHAMH 3aKOHOJATeNbCTBa Poccuiickoii denepanuu.

88. Hcnonuurens, OTBETCTBEHHBIH 3a OCYIIECTBJIEHHE COOTBETCTBYIOIIUX
aIMHHHCTPATUBHBIX MPOLEAYp AJMHHHCTPAaTHBHOTO periiaMeHTa, HeceT IepCOHAIBHYIO
OTBETCTBEHHOCTH 3a:

1) cooTBeTCTBHE pe3yJIbTATOB PACCMOTPEHHS JOKYMEHTOB, IIPEACTAaBICHHBIX
3asBHMTENIEM, TpeOOBaHUAM 3aKoHOAaTebeTBa Poccuiickoit denepanmy;

2) cobnromeHre CPOKOB U MOPAKa IpueMa JOKYMEHTOB;

3) cobnroneHne MOpsAKA, B TOM YHCIE CPOKOB IPEJOCTABIIEHHS I'OCYAapCTBEHHOM
YCIIYTH. ‘
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Ilos0xenus1, XapaKTepH3yIoLHe TPeGOBaHHS K NOPAAKY
H ¢opMaM KOHTPOJIS 32 PEJOCTABICHHEM roCyAaPCTBeHHOIH
YCJIYTH, B TOM YHCJIe ¢O CTOPOHBLI IPaKaaH,
HX 00beIMHEeHHH H OpraHu3anui

89. I'paxnane, WX OObeJMHEHMA M OPraHM3alldM MOTYT (BIIpaBe) KOHTPONMPOBATH
NPEAOCTAaBICHHE TOCYNApCTBEHHOM YCIYIM MOCPEACTBOM MONy4YeHHS HH(QOPMALMU IO
Tese(oHy, OTBETOB Ha MICHMEHHBIE 0OPAIeH s, [0 JEKTPOHHOM 0YTe, HA ODHLHAILHOM
caiite MUHHCTepCTBAa, Yepe3 EnuHebIil mopTai, ApyruMM 3aKOHHBIMH CIIOCOOaMH.

V. locyae6nniii (BHecyaeGHbIH) mMOpAIOK 00:kaI0BaHuS JelicTBHSA
pemienni u peiicTeuii (6e3neiicrBusi)) MUHHCTEPCTBA, 2 TAKKe
AOJKHOCTHBIX il MHHHCTEepCcTBA

Hudopmauns 1/ 3aMHTEepecOBAHHBIX JHI 00 HX paBe
Ha JocyaebHoe (BHecyaeOHOe) 00)kaloBaHHe AeilicTBHM
(Oe3neiicTBHn) M (WIH) pelieHH i, NPHHATHIX (OCYIIECTBIEHHBIX)
B X0/i¢ NPeJOCTABJ/IeHHS rOCyAaPCTBEHHOMH yCJayru
(nanee — xanob6a)

90. 3amHTepecoBaHHBIe JHIa BIOpaBe o0XaloBaTh JeWCTBHA (Oe3nelcTBHE)
JOJDKHOCTHEIX JIML MUHUCTEPCTBA U pEIICHUs, IPUHATEHIC (OCYIIECTBIIIEMbIE) HMH B XOJI€
IPEIOCTaBICHHs IOCYJapCTBEHHOM YCIYTH, B IOCY1eOHOM (BHECYIeOHOM) OpsAKeE.

91. 3amnTepecoBaHHBIM JIMIIaM 0OecleYyHBaETCS BO3MOXKHOCTh HAIPaBIEHHS XKaloObl
Ha pelleHus, JeictBus wunu Oe3neiictBue MuHHCTEpCTBa, JODKHOCTHOIO —JIMIIA
MunrcrepctBa B COOTBeTCTBUM co cratheit 11.2  ®epepansHOro  3akoHa
or 27 wurona 2010 r. Ne 210-®3 u B nopsake, yYCTaHOBIEHHOM IIOCTaHOBJIEHHEM
IIpaBurensctBa Poccuiickoit ®enepammu ot 20 HosOps 2012 r. Ne 1198 «O ¢denepanbhoii
rocyziapcTBeHHOH HHGOpPMALMOHHOM cHcTeMe, obecreunBaiolleil mpouecc AocyaeGHOro
(BHecyneOHOro) obkanoBaHUs pELICHHI M JeicTBuit (6e3neiicTBHs), COBEpIIEHHBIX MPU
IPEJOCTaBICHUH TOCYAAPCTBEHHBIX M MYyHHLMIIAIBHBIX YCIyr» (Jajee — IOCTaHOBJICHHE
ITpaButenscTBa Poccuiickoii ®enepamuu Ne 1198)1°,

92. 3auHTepecoBaHHbIE JIULIA MOTYT OOPAaTUTHCS C XKanoOoi, B TOM YHCIIE B CIEAYIOLIUX
ClTydasx:

1) HapyieHHE CPOKA PETUCTpALH 3as1BIICHNUS,;

2) HapylIeHUE CpOKa MPeI0CTaBICH s roCy JapCTBEHHOM yCIIyTH;

3) TpeboBaHHME IpeICTaBlIEHUs 3asiBUTENIEM HOKYMEHTOB, HE IPEAyCMOTPEHHBIX
HOPMaTHBHBIMH TpaBOBBIMM akTaMd Poccuiickoii ®enepauuu A NOpeAOCTaBICHUS
rocyaapCTBEHHOH YCIIyIH;

4) oTka3 B IpueMe JOKyMEHTOB, MpPEJCTaBICHHE KOTOPEIX IPEIyCMOTPEHO
HOPMATHBHBIMH IIpaBOBbIMH akTamMM Poccuiickorn ®eznepauuu Uil NPEAOCTaBICHUS
roCyAapCTBEHHOH YCIIyIH;

5) oTka3 B MpemOCTaBICHUH TOCYNAPCTBEHHOM YCIIyTH, €CJId OCHOBaHMs OTKa3a He
nperycMOTpeHb! (elepaTbHBIMA 3aKOHAMH U NIPHHATEIMHM B COOTBETCTBHM C HUMH WHBIMH
HOPMAaTHBHBEIMH MIPaBOBBIMH akTaMu Poccuiickoi ®enepanuuy,

19 CoGpanue 3akoHopaTenscTBa Poccuiickoii ®enepaimu, 2012, Ne 48, ct. 6706; 2018, Ne 49, ct. 7600.
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6) TpebOBaHHEe BHECEHHS 3asBHTEIIEM [IPH NIPEAOCTABIEHUH TOCYAaPCTBEHHOM yCIIyTU
TJIaTHl, HE IPEXyCMOTPEHHOH HOPMAaTUBHBIMH TPaBOBBIMH akTaMu Poccuiickoi ®enepanuu;

7) oTka3 NOIDKHOCTHBIX JHI| B MCIPABJIEHMH JONYILIEHHBIX OMEYaTOK M OMIMOOK B
3alpallliBacMBbIX CBEJICHHAX;

8) HapymieHWe CcpoKa MIH [OpPSAKAa BBII@YM JOKYMEHTOB IO pe3y/bTaTaM
NpeAoCTaBIeHHs TOCYJapCTBEHHOM WM MyHHUIIMNATIBHOM YCIyTH;

9) mprocTaHOBNEHHE NPENOCTABIEHHs TOCYJAPCTBEHHOH YCIYTH, €ClIH OCHOBaHHS
IPHOCTAHOBJICHHS HE IpPeAyCMOTPEHBI (enepanbHBIMH 3aKOHAMM M MpPHHATEIMH B
COOTBETCTBHMH C HUIMH HHBIMH HOPMAaTHBHEIMH [IPaBOBEIMH akTaMu Poccuiickoii Denepanuy.

Opranpl rocyjapcTBeHHOM BJIaCTH, OPraHH3alMH H YHOJHOMOYEHHbIE
Ha paccMOTpeHuMe Kaj100b1 JIMNA, KOTOPhIM MOXeT ObIThH HANPaBJIeHa
XKa1002 3a8BHTE/IA B A0Cy/leGHOM (BHecy1eGHOM) nOpsAKe

93. B cmyuae oGxanoBaHus JeiicTBuii (Oe3neiicTBHA) HODKHOCTHOLO JIHIIA
CTPYKTYpHOT'0 mojapaszaeneHHs MunHucTepcTBa Xanoba momaeTcs Ha UMS PYKOBOIMTEIS
COOTBETCTBYIOIIEr0 CTPYKTYPHOTO nosipa3ieneHusi MUHHCTEpCTBA.

B cinyyae o6xanoBaHMsa fedicTBui (0Oe3meHCTBHS) PYKOBOAUTENSA CTPYKTYpPHOIO
nozapasieneHuss MunucTepcTBa kanoba mojmaeTcss Ha HMs 3aMecTHTeNns MUHHCTpa
3npaBooxpaHeHus Poccuiickoii ®enepanyu, KypHpYIOLIEr0 JaHHOE CTPYKTYPHOE
IoJpa3/ie]IeHUe B COOTBETCTBHHM C pacmpeieieHHeM o0013aHHOCTeM, YCTaHOBICHHBIM
npuka3oM MuHucTepcTBa.

Xanoba Ha nefictBus (GesneiicTBue) 3amecTuTenss MHHHCTpa 30paBOOXPaHEHHS
Poccuiickoit ®enepauru nmopaercs Ha UM MuHHCTpa 37paBooXpaHeHHS PoccuiicKoi
Denepanum.

Cnoco0b1 nnopMHpOBaHHS 3asBATE/ICH 0 MOPAAKE MOAAYH
H paccCMOTPEeHHH ’KaJ100bl, B TOM YHCJIe ¢ Henoab3oBaHueM Eqnnoro
NopTaJia rocyAapCcTBeHHbIX H MYHHIHMINIAJIBHBIX YCaYT (GyHKIHR)

94. HudbopMupoBaHHE 3aHHTEPECOBAHHBIX JMI[ O TOpSJKe TIOAAYH IKAJIOOBI
OCYIIECTBIIETCA Ha OQHUIManbHOM caiiTe MunucTepcTBa, Ha Equnom noprane.

IlepevyeHb HOPMAaTHBHBIX NPABOBLIX AKTOB, PEryJHPYIOIIHX NOPSAOK
pocyaedHoro (BHecyAeOHOr0) 00:xa10BaHHUA pelIeHHH H AeHCcTBHH
(6e3neiicTeun) MunHCTEPCTBA, 2 TAKAKE €ro JOKHOCTHBIX JIHI

95. OTHOIIEHHS, BO3HHKAIOIIKE B CBSA3M C IOCYAEOHBIM (BHECY 1e0OHBIM) 00)KaTOBaHHEM
pewenuii u neiictBuii (Oe3neiicTBusa) MuHHCTEpPCTBa, a TaKKe OODKHOCTHBIX JIHIL
MunucTepcTBa perynMpyIoTCs CleIyIoIMMA HOPMAaTHBHBIMY IIPABOBEIMHU aKTaMM:

1) ®enepanpHbM 3akoHOM 0T 27 mois 2010 r. Ne 210-P3;

2) mnocranoBnenuem IIpaBurensctBa Poccuiickoii ®enepauuu ot 16 asrycra
2012 r. Ne 840 «O mopsake mojadu W PacCMOTPEHHS Xanod Ha pemleHHs H AeHCTBHS
(6e3neiicTBHE) (efepaIBLHEIX OPraHOB HCIIOJHUTENBHONW BIACTH M HMX JO/DKHOCTHEIX JIMII,
¢enepalbHBIX TOCYNapCTBEHHBIX CIIyXallMX, JO/DKHOCTHBIX JIHI[ TOCYIapCTBEHHBIX
BHEOIOKeTHEIX (oHmoB Poccuiickoit ®Penepauuy, rocyJapCTBEHHBIX KOPIOpaIHii,
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HAaJEJICHHBIX B COOTBETCTBHM C (QelepalbHBIMH  3aKOHAMH IOJHOMOYMSAMM IO
IPeOCTABIEHUIO TOCY/IapCTBEHHBIX YCIYT B YCTAHOBJIEHHOM Cdepe JesTeNbHOCTH, U UX
AOJDKHOCTHBIX JIHLI, OpraHM3aluii, IPeAyCMOTPEHHBIX 4acThio 1.1 craten 16 MenepanbHOro
3axkoHa «O6 opranM3alyy NpeJOoCTaBNeHNs TOCYJAPCTBEHHBIX ¥ MyHHIMIAILHBIX YCIYT», H
UX pabOTHMKOB, a TalkKe MHOTOQYHKUHOHAIBHBIX LEHTPOB MpPEeJOCTABICHHS
rocyJapCTBEHHbIX U MYHHIMIANBHBIX YCIIYT ¥ MX PaGOTHHKOB»'! ;

3) noctanoBnenneM IpasurenscrBa Poccuiickoit ®enepaumu Ne 1198.

96. IlepeueHb HOPMATUBHBIX NPABOBBIX AKTOB, PETYIUPYIONMX HOPAIOK JOCYAeOHOTO
(BHecyneGHOro) 00kaI0BaHUs PEILCHHI 1 eiicTBui (Oe3nelicTBrsn) MUHHCTEpCTBA, a TAKKE
€ro AOJDKHOCTHBIX JIMI[, pa3Memaercs Ha o(QHIHAIbHOM caiite MHHHCTEPCTBA B CETH
«HHTepHeT», B henepanbHOM peectpe, Ha EnuHoMm mopraie.

Hndopmanus, ykazaHHas B HACTOSIIIEM pa3ziesie, pa3MeIaeTcs Ha OQUIHAILHOM caiite
Munncrepcta B cetu «HTepHET», Ha EnHOM nopTane u B ¢efiepaibHOM peecTpe.

MunucrepctBo  obecliedMBaeT pa3sMellleHHe H aKTyalHM3alHi0 CBEIOEHHH B
COOTBETCTBYIOLIEM pa3jielie peepanbHOro peectpa.

11 Co6panue 3akoHoaTenscTBa Poccuiickoit ®denepammu, 2012, Ne 35, cr. 4829; 2018, Ne 25, cr. 3696.
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ITpunoxenue Ne 1
K AZIMAHUCTPaTHBHOMY PETJIAMEHTY
MunncTepcTBa 34paBoOXpaHEHHA
Poccwiickoit @eaepanuu 1o NpenocTapiaeHUIO
FOCYHapCTBEHHO#M YCIIYTH IO BbIIaYe 3aKIKOUEHHI (PaspemuTebHBIX
AOKYMEHTOB) Ha BBO3 B Poccuiickyio ®eaepauuio KOHKpETHOM apTHi
3aperHCTPUPOBAHHBIX M (M) HE3apEerHCTPUPOBAHHBIX JE€KAPCTBEHHBIX
CPEACTB, NpeHAa3HaYEHHbIX I IPOBEACHNS KIMHUIECKIX
HCCeJoBaHHH JIEKAPCTBEHHBIX MPETIapaToB, KOHKPETHOM MapTHH
He3aperucTPUPOBAHHBIX JIEKaPCTBEHHBIX CPEACTB JUIA IPOBEIEHMA
JKCIEPTH3HI JIEKAPCTBEHHBIX CPEACTB
B LIENAX PErUCTPAMK M SKCIIEPTHU3LI JIEKAPCTBEHHEIX CPENCTB,
ApeIHasHAYEeHHBIX 11 00palleH!A Ha OOIIEM PhIHKE JIEKAPCTBEHHBIX
CPEACTB B pamkax EBpasHiickoro 3x0HOMITIECKOro Coo3a u (1)
Poccuiickoli ®eepauny, OCYECTRICHHA TOCY IapCTBEHHOM
perucTpany JIEKapCTBEHHBIX IPENapaToB, BKIIOYEHHS
dbapmaneBTHUECKO#H CyGCTaHLMM B FOCY IapCTBEHHbIIH PeECTp
JIEKapCTBEHHHIX CPENCTB, KOHKPETHOH MapTHH He3aperHCTPHPOBAHHBIX
JIEKapCTBEHHBIX CPEACTB I OKa3aHUS METULIMHCKOM TOMOIIH 10
XU3HCHHBIM MOKa33HHUAM KOHKPETHOTO NanueHTa Jubo oKa3zaHus
MEIUIIMHCKOH IOMOIIH OrPaHUYEHHOMY KOHTHHTEHTY IALHEHTOB C
penxo#t H (Wan) 0co6o THKeNO MATONOTHEN,
YTBEPKIEHHOMY NpHKa3oM MuHHCTEpCTBa
3apaBooxpaHeHus Poccuiickoit @enepammn

or (y_i{i)q% #Z{;/Ja‘(ﬂ'. Ne J&8 0

®dopma

3asBJeHHE
IV IOJIy4EHHs pa3pelicHus Ha BBO3 Ha TeppuTopHio Poccuiickoit denepanni KOHKPETHON MApTHH
He3apeFHCT‘pPIp0BaHHOFO JICKapCTBCHHOI'O IIpCriapaTa JJisI OKa3aHWusl MelIPIL[I/IHCKOﬁ IIOMOILIH 110
JKU3HCHHBIM ITOKa3aHUAM KOHKPCTHOIO IIallTHCHTa

HaumenoBanue u agpec
OpraHv3aluH-3aAaBATEIS

Ilenr BBO3a HAa  TEPPHTOPHIO
Poccniickoit denepanuu
NEeKapCTBEHHOro Mpenapara

HaumeHoBanune JIEKapCTBEHHOT'O
mpenapata  (ToproBoe W (WiIM)
MEXyHapOIHOE HEMATeHTOBAaHHOE)

JlexapcTBeHHas popMma

Ho3upoBka, KOHIEHTpamus, ¢opma
BbIycka  (TEpBHYHAs  YNAaKOBKa,
KOJIMYECTBO B  IEPBHYHOH U

noTpebuTeNbCKOM YTIAKOBKE,
KOMIUIEKTHOCTB)

HaumeHoBaHue

opraHu3alMd -  IPOU3BOJHTEIA

JICKApPCTBCHHOT0 IIperapara
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CrpaHa npou3Bo/cTBa
JIEKapCTBEHHOro npenapara

Qamvunus, uMsg, OTYeCTBO (TIpU
HaNW4MH) MaluueHTa, JaTa POXICHM,
JAHHBIE CBHJETENHCTBA O POXKACHUH
nalnueHTa (cepus, HoMep, KEM BBIIaHO,
Jlata BBIAa4M), NAacOPTHHIE JaHHBIE
NIpH OOCTHKEHHAN MAIMEHTOM
BO3pacTa bib) i 06s13aTeIbHOTO
TIONY4EHMsl TIacnopra (cepus, HOMeD,
KeM BBIlIaH, JaTa BbIauH)

HanMeHoBanMe H ajpec yupexaeHus,
B KOTOPOM OKa3BIBA€TCS MEANULMHCKAL
TIOMOIIb

10.

Junarnos nauueHra

11.

Komuuectso JIEKapCTBEHHOTO
npernapara, HeoOXomumoe — Juis
OKa3aHWsl MEOUIMHCKOH TOMOINH
MaUeHTY

12.

Crpana, u3  koropoii  Oyzmer
OCYHIECTBJIATHCS BBO3 Ha TEPPUTOPHIO
Poccuiickoit ®enepanun

13.

Cmoco6 BBO3a Ha TEPPUTOPHIO
Poccuiickoit ®denepanuu
JIEKapCTBEHHOT'O IIpemnapara

14.

JlaTa TpenonaraéMoro BBO32 Ha
teppuropuio Poccuiickoit Penepanun
NeKapCTBEHHOTO Mpenapara

IIpuiaraemsblie J0KyMEHTBI:

VY1I0ITHOMOYEHHOE JIHULIO

(ZODKHOCTD, haMUIHs, UM, OTYECTBO (IIPH HAIMYHH), TOIIHCH)

MecTo nneyatu

(mata) (py HamuMK)
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IMpunoxenue Ne 2
K AZIMHHUCTPAaTHBHOMY PErTIAMEHTY
MunncTEpCTBA 30paBOOXPAHEHHUS
Poccuiickoii ®epepanuu mo npeaoCTaBICHHIO
roCy/IapCTBEHHOM YCITYTH N0 BRIIaYe 3aKII0YEHHI (pa3pemMTeNbHbIX
AOKYMEHTOB) Ha BBO3 B Pocchiickyio ®eepaumio KORKPETHON NapTHH
3aperHCTPUPOBAHHbIX M (HJIH) HE3aPETHCTPHPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB, IPE€AHA3HaUYEHHBIX I POBEACHHA KIHHUYECKHUX
HCCreJOBaHM# JieKapCTBEHHBIX NTPENapaToB, KOHKPETHOM NapTHH
HE3aPeruCTPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB NI IPOBEACHHS
3KCMEPTH3HI IEKAPCTBEHHBIX CPE/ICTB
B LIeJIfIX PErHCTPAlMK H SKCIIEPTH3EI TeKaPCTBEHHBIX CPENICTB,
NpeHasHaYeHHbIX /i 00paleHns Ha 061IeM PHIHKE JIeKapCTBEHHBIX
CpeacTB B pamkax EBpa3suiickoro 3x0HOMHIECKOro coro3a H (M)
Poccuiickoit ®enepaunm, OCymECTBIEHHS FOCY AaPCTBEHHOM
PErHCTpaliK JIEKAPCTBEHHBIX NPENApPaToB, BKIOYEHUA
{bapmaneBTIIECKOl CyOCTaHLMK B OCYIapCTBEHHBIH PEECTp
TIEKapCTBEHHBIX CPE/ICTB, KOHKPETHOH MapTHH HE3aperHCTPHPOBAHHBIX
HEeKapCTBEHHBIX CPEJCTB M OKa3aHHA MeANUMHCKOM HOMOLIM N0
KU3HEHHBIM IOKa3aHHAM KOHKPETHOTO NMallMeHTa JIH60 OKazaHuA
MEIMIHHCKOM TIOMOIIK OrPAHUIEHHOMY KOHTHHI€HTY IALUEHTOB C
penxoit u (M) ocobo Tshkenoii natonoruel,
YTBEPIKICHHOMY IPMKa30oM MHUHHCTEPCTBA
3apaBooxpanenns Poccuiickoit Denepanun

ot «&9344%:::1@- NeF €L 17

®opma

3agBaenne
JUTs IONyYeHHs pa3pellieH s Ha BBO3 Ha Tepputopuio Poccuitckoii desiepalii KOHKPETHOH DapTHH
Hezaperncrpnposaﬂﬂoro JCKApCTBCHHOT'O npenapara Jjid OKasaHus MGMHHHCKOﬁ IIOMOIIIN
OrpaHUYCHHOMY KOHTUHT€HTY NTAIHCHTOB C peAKod B (WIH) 0co00 TKEII0iM aTonoruei

HammeHnoBaHue U aapec
OpraHv3aluu-3aBHTEIA

Ilenb BBO3a HAa  TEPPHTOPHUIO
Poccuiickoit ®enepanuu
JIeKapCTBEHHOTO Ipenapara

Homep m pmara akta IlpaBurenncTBa
Poccuiickoit Denepanuu BO
HCTIOJIHEHUE KOTOpOTo
OCYLIECTBIISETCS BBO3

HanmeHoBanHe JIEKapCTBEHHOT O
npenapara (topropoe M (WiIn)
MEXIYHapOoJHOE HelaTCHTOBAHHOE)

JlexapctBenHnas popma

Jlo3upoBka, KOHIEHTpauus, ¢opMma
BHIIIyCcKa  (NepBHYHAs  YIAKOBKa,
KOJIMYECTBO B  INICPBHYHOH H
OTpeOUTETHCKOH yIIaKoBKe,
KOMILIEKTHOCTBD)
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7. | 3aboneBaHue (COCTOAHUE) TALMEHTOB,
Ul OTPAaHHYCHHOTO KOHTHHICHTA
KOTOPBIX BBO3HUTCS JI€KApCTBEHHBIH
npernapar

8. HanMenoBanue
OpraHu3anuu - TIPOU3BOTUTEIA
JIEKapCTBEHHOT0 Mpenapara

9. Crpana npon3BojicTBa
JIEKapCTBEHHOTO Ipenapara

10. | KonmuectBo JISKapCTBEHHOTO
mpenapara, HeoOxoquMoe JUISt
OKa3aHHWs MEJUIIMHCKON IOMOIIH

11. | Crpana, u3 KoTopoi Oyner
OCYILECTBJIATECA BBO3 Ha TEPPUTOPHIO
Poccuiickoit @enepanyn

12. | Cooco6 BBO3a Ha  TEPPUTOPHIO
Poccuiickoit ®enepanuu
JIEKapCTBEHHOTrO Npenapara

13. | Jlata mpexamonaraeMoro BBO3a Ha
tepputopuio Poccuiickoii Penepanun
JIEKapCTBEHHOTO IIpenapara

HpmlaraeMble AOKYMEHTDI:

YnoaHoMO4YeHHOE JIULO

(moDKHOCTD, haMUIKs, UMA, OTIECTBO (TIPH HATUYHH), TONHCH)

Mecrto neyatu
(nata) (TIpY HATHYHH)
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Ipunoxenne Ne 3
K AZIMMHHCTPaTHBHOMY PETIAMEHTY
MunHKCTEpCTBa 3ApaBOOXPAHEHHUS
Poccuiickoli ®enepaunu no npenocTaBiIeHAIO
roCyAapCTBEHHOH YCIIYTH 1O BBIAaYe 3aKII0UEHH I (pa3peIunTeNbHBIX
HOKYMEHTOB) Ha BBO3 B Poccuiickyio ®efepauuo KOHKpETHO#H MapTHH
32pEeTHCTPHPOBAHHEIX M (MITH) HE3aPEerHCTPUPOBAHHEIX JEKAPCTBECHHbIX
CPencCTB, NPEAHA3HAYECHHBIX IJI NPOBEACHMA KIIHHHYECKUX
HCCleIOBaHUi JIEKapCTBEHHBIX MPENapaToB, KOHKPETHOM NapTHH
HE3apeTHCTPUPOBAHHLIX JIEKAPCTBEHHBIX CPEACTB I MPOBEAEHUA
9KCMEPTU3bI T€KAPCTBEHHBIX CPEACTB
B LIENIAX PETHCTPALMM H SKCTIEPTH3BI JIEKAPCTBEHHBIX CPEACTB,

HpeHAa3HAYCHHBIX IS 0OpaIIeHUs Ha OOIIEM pPhIHKE JIEKAPCTBEHHBIX

cpeacTs B pamkax EBpasHiicKoro 5kOHOMHYECKOTO COK03a U (WIIK)

Poccniickoii desepannH, OCYLIECTBICHH TOCYAapPCTBEHHOM
PErHCTPaLH JICKAPCTBEHHBIX NPENAPATOB, BKIIOYEHUS
(apmaneBTIHUECKOl CyGCTaHMK B rOCY AapCTBEHHBIH peecTp

NIEKapCTBEHHBIX CPEACTB, KOHKPETHOM NapTHH He3aperucTpUPOBaHHBIX

JEKapCTBEHHBIX CPEACTB AJIA OKa3aHUsA MEAHIIMHCKON NMOMOIIH 110

KHIHCHHBIM NOKA3AHUAM KOHKPETHOrO NanuenTa nubo oxazanus

MEAMUMHCKON OMOINM OFpaHHYEHHOMY KOHTHHIEHTY NMALHEHTOB C
penxoit 1 (unu) ocobo Taxkenoi naronoruet,
YTBEPXKIACHHOMY NpHKa3oM MHUHHCTEPCTBA
3apaBooxpanenus Poccuiickoii ®enepauun

o 203 No 2
OT%_@M@MQ.W £ou

Dopma

3asiBjicHHE

JJI TIOITyY€HUS pa3pelicHus Ha BBO3 Ha TeppuTopHio Poccuiickoii @enepanun KOHKPETHOH mapTUm
IIapTHH 3apErHCTPHPOBAHHBIX U (WJIH) HE3aPErHCTPHPOBAaHHBIX JIEKAPCTBEHHBIX CPE/ICTB,
npeaHa3sHaYeHHbIX UL NPOBEICHHS KIMHUYECKUX HCCIICIOBaHHIA JIEKAPCTBEHHBIX MPENapaToB

HaumenoBanue u aapec
OpraHu3alMH-3asIBUTENS

[lene  BBO3a TEPPHUTOPHIO
Poccuiickoii Denepaluu
JIeKapCTBEHHOTO IIpenapara

Ha

Hata, HoMep  paspelleHHs Ha
HpPOBEICHHE KJIMHHYECKOro
HCCIIEIOBAaHKA, HOMEp HaHMEHOBaHHE
HIpOTOKOJIA KIHHHYECKOTO
HCCIIeIOBAHUA

HaumeHoBanue JIeKapCTBEHHOTO
npenapara (ToproBoe H  (MIH)
MEXIyHapoJHOE HEaTeHTOBAHHOE)

JlexapcTBenHas ¢popma

Jlo3upoBka, KOHUEHTpauus, ¢opma
BeIMycka  (mEepBHYHAsA  YIaKOBKa,
KOJIMYECTBO B INIEPBHYHOH H
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MOTPeOHTENBECKOM YTIaKOBKE,
KOMILIEKTHOCT)

7. | HaumenoBanue
OpraHu3allid -  [POM3BOAMTEIIA
JIEKapCTBEHHOTO Tpenapara

8. | CrpaHa nmpou3BoJCTBa
JIEKapCTBEHHOT'O IIpernapara

9. | KomagectBo BBO3UMOIO
JIeKapCTBEHHOT'O IIpernapara

10. { Crpana, w3  koropod  Oygmer
OCYILECTBIIATHCSA BBO3 HA TEPPHTOPHIO
Poccutickoii denepanun

11. | Cooco6 BBO3a Ha  TEPPHTOPHIO
Poccuiickoit ®enepanuu
JICKapCTBEHHOTO IIpenapara

12. | lata npenmonaraeMoro BBO3a Ha

teppuTopuio Poccuiickoii ®eaepaunn
JIEKapCTBEHHOT O IIpenapara

l'lpnnaraeMble ROKYMCHTDI:

YnonraoMoueHHOE JHLIO

(momxHOCTB, haMHITAA, UM, OTYECTBO (IIPH HAJIMYHH), HOIIACE)

Mecto neuatn

(mara) (npu Hanuuwm)
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Ipunoxenne Ne 4
K AZIMHHHCTPaTHBHOMY PETTIAMEHTY
MuHHCcTEpCTBa 30paBOOXPAHEHHS
Poccuiickoii denepaiuu no NpeAOCTABICHUIO
TOCYapCTBEHHOM yCIIyrH 1O BbiJaue 3aKMOUeHU (pa3peluTeNbHbIX
AOKyMEHTOB) Ha BBO3 B Pocchiickyio denepauuio KOHKpeTHOH napTHH
3aperuCTPUPOBaHHBIX M (MIIM) He3aperHCTPUPOBAHHBIX JIEKAPCTBEHHBIX
CPEeACTB, NPEAHA3HAYECHHBIX U NPOBEIEHHA KIMHUYECKHX
WCCIIEOBAHNM JIEKAPCTBEHHBIX NIPETIapaToB, KOHKPETHOM NapTUM
He3apEerHCTPUPOBAHHLIX JIEKAPCTBEHHBIX CPEACTB A MPOBEACHHUA
9KCIIEPTH3bI IEKAPCTBEHHBIX CPEACTB
B LIEJISIX PETUCTPALIHM M SKCIIEPTH3BI JICKAPCTBEHHEIX CPEJICTB,
TpeiHa3HAYEHHBIX 11 06pameHns ua o01eM phiHKe TEKapCTBEHHBIX
CpeACTB B paMKax EBpasuiickoro 3x0HOMHYECKOro co103a U (HiIH)
Poccuiickoii ®enepannH, oCymecTBIEHUS IOCYIapCTBEHHON
PETHCTPAIHH JIEKAPCTBEHHBIX MPENapaToB, BKIIOYEHU
dapmauepTHIECKO# CyOCTaHLIH B rOCYAAPCTBEHHBIN peecTp
JIEKapCTBEHHBIX CPEACTB, KOHKPETHOM NapTHH HE3aperHCTPUPOBAHHBIX
JIEKapCTBEHHBIX CPEJCTB Ul OKa3aHU MEAULMHCKOH OMOIIH IT0
KM3HEHHBIM MOKa3aHMAM KOHKPETHOTO MALMEHTa TH00 OKa3aHus
MeIMIIMHCKOM MOMONIH OTPaHHYCHHOMY KOHTUHIE€HTY MAlUEHTOB ¢
penxoit 1 (Win) 0co00 TAKENoi maTonorue,
YTBEPXIEHHOMY NpHKa3oM MuHucTepcTBa
sapasooxpanenus Poccniickoii @enepanun

ot ‘@négz&ﬂﬁ- Nezfey

®opma

3asgB/ieHHE

JUIS TOJYYEHHs paspelleH s Ha BBO3 Ha TeppuTopHio Poccuiickoii ®@enepanuu KOHKPETHOM apTHH
HE3aperHCTPHPOBAHHBIX JICKAPCTBEHHBIX CPEACTB VIS IPOBEACHUS SKCIIEPTH3BI JIEKAPCTBEHHBIX CPEICTB B

NEAX peruCTpany U OKCII€PTU3bI JICKAPCTBCHHBIX CPEACTB, IPCAHA3HAYCHHBIX

Juis oOpallleHUs Ha 0OIEM PEIHKE JIEKAPCTBEHHBIX CPEACTB B paMKax EBpasHilCKOro 3KOHOMHYECKOTO
coro3a u (unu) Poccuiickoii @enepannu, oCymecTBICHHA rOCYAapCTBEHHON PErHCTPALIMH JIEKAPCTBEHHBIX
NpenapaToB, BKIIFOUEHHs (papManeBTHYECKOi CYOCTaHIMM B rOCYAAPCTBEHHBIN PEeCTp JeKapCTBEHHBIX

CpencTB

HanmeHnoBanue u aapec
OpraHu3anuu-3asBATEN

Ilenp BBO3a HA  TEPPUTOPHIO
Poccuiickoit ®enepaunu
JIEKapCTBEHHOTO  IIperapara  HIIH

dbapmarieBTHUeCKO# cybcTaHIIUI

HaumenoBanue JICKapCTBEHHOIO
npenapara (ToproBoe H  (MIH)
MEXAYHAPOJHOE HEIATEHTOBAHHOE)

JlekapcTBeHHas opma

Jlo3npoBKa, KOHUEHTpauud, ¢opma

BHIIyCKa  (MEepBUYHAA  YIAKOBKA,
KOJIM4ECTBO B ITIEpBUYHOH  H
MOTPEOUTENLCKOM yIaKoBKe,

KOMITIEKTHOCTB)
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6 HaumeHnoBanue
OpraHu3aluy - HNpPOU3BOAUTEIIA
JIEKapCTBEHHOTO Ipernapara

7 CrpaHa IpoH3BOJICTBA
JIEKapCTBEHHOTO Mpernapara

8 KonudectBo BBO3UMOI'O
JIeKapCTBEHHOT'O TIperapara

9 Crpana, u3  koropoii  Oyz;er
OCYIIECTBIATHCS BBO3 HA TEPPHTOPHIO
Poccutickoit Penepanun

10 | Croco6 BBO3a Ha TEPPUTOPHIO
Poccuiickoii Oenepanuu
JIEKapCTBEHHOIO  MpemapaTa  HJIH
¢apManieBTHYECKOM CyOCTaHLIHH

11 | Jlata npeamonaraeMoro BBO3a Ha
TeppuTopHio Poccuiickoii ®enepanuu
JMEeKapCTBEHHOTO  TIpemapara WM
(apmaneBTHIECKOH CyOCTaHIIUH

IlpmlaraeMLle AOKYMEHTBI:

Yo tHoMO4YeHHOE JIUIIO

(mOMKHOCTH, haMUITHSA, UMS, OTYECTBO (IIPH HATTHMYUH), TO/ITIHKCH)

Mecto neyatu
(nata) (npu HaMM4HN)
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[Tpunoxenue Ne 5
K AZIMHHHMCTPaTHBHOMY PETJIAMEHTY
MunuCcTEpCTBA 30PaBOOXPAHEHHA
Poccniickoii ®enepanuu no IIPENOCTABICHHIO
rocy/apCTBeHHO# YCITyTH 10 BbIa4e 3aKIIoYeHuU (paspelnTeNbHbIX
JOKYMEHTOB) Ha BBO3 B Poccuiickyio ®eepaliiio KOHKDETHOM MapTum
3apEeruCTPUPOBAHHBIX M (MIIM) HE3aPerHCTPUPOBAHHEBIX JIEKAPCTBEHHBIX
CPEICTB, NPeAHASHAYCHHBIX JJIs POBEACHUA KIIMHUYECKHX
HCCIICI0BAaHMH JIEKAPCTBEHHBIX HPENapaToB, KOHKPETHOM MapTuu
HE3apCTHCTPHUPOBAHHBIX IEKAPCTBEHHBIX CPEACTB LIS MPOBEACHHUA
IKCNEPTH3HI JIEKAPCTBEHHBIX CPEACTB
B LICJISX PETUCTPALM M SKCIIEPTH3EI JIEKAPCTBEHHBIX CPEICTB,
NpeAHa3HaYeHHBIX 1711 00pamieHs Ha 001eM PLIHKE JIeKapCTBEHHBIX
CpeACTB B paMKaX Eppa3uiickoro 3koHOMHYECKOro cow3a U (KiIm)
Poccuiickoit @emepauny, OCYIIECTBIEHHS IOCYIapCTBEHHOH
PETHCTPaLHH JIEKapCTBEHHBIX NMPENapaToB, BKIIOYEHUs
(apmanesTHIECKO# CYGCTAaHLMM B rOCY AAPCTBEHHBIN peecTp
JIEKapCTBEHHBIX CPEACTB, KOHKPETHOMH NapTHH He3aper UCTPHPOBAHHBIX
JICKapCTBEHHBIX CPE/ICTB JUIA OKa3aHHA MEAMINHCKOM MOMOIIH I10 .
XH3HCHHBIM IM0Ka3aHHAM KOHKPETHOrO MAaHUEHTa TH00 OKa3aHUs
MEMIIMHCKOH MOMOIIY OrPAaHMIEHHOMY KOHTHHI€HTY MALIMEHTOB C
pexaxoit u (unu) ocobo TAkeNoH naronoruei,
YTBEpXICHHOMY NpHKa3oM MuaHKCcTepCTBa
3apaBooxpaneHuMA Poccuiickoi @enepauun

OT R atuyeiras v Ne L0y

®opma

3ampoc 0 NpeJOCTaBIEHHH CBEICHHH 0 KOHKPETHOM 3aKIIOYEHHH
(paspemmMTENbLHOM HOKYMEHTE) Ha BBO3 B Poccuiickyio Deepaliio KOHKPETHON HapTHH
3apErMCTPUPOBAHHBIX M (WIIH) HE3aPETHCTPHPOBAHHbIX IEKAPCTBEHHBIX CPEACTB, MPEAHA3HAYCHHBIX I
HPOBEACHUA KIIMHAYECKHX HCCIIEOBAaHUH JIEKAPCTBCHHBIX NPENapaToB, KOHKPETHOM MapTHH
HE3apETHCTPUPOBAHHLIX JICKAPCTBEHHBIX CPEACTB IS IPOBEACHUSA SKCIEPTU3HI JIEKAPCTBEHHBIX CPEACTE B
LEJIAX PErUCTPALH U OKCIIEPTH3BI JIEKapCTBEHHBIX CPEACTB, NPeAHAa3HAYCHHBIX U1 00palIeHHs Ha 00ImeM
PBIHKE JIEKApCTBEHHBIX CPEICTB B paMKkax EBpasuiickoro sxoHOMHYecKoro coro3a u (i) Poccuiickoi
®enepanuu, OCYyMECTBICHHS OCYAapCTBEHHOM pEerHCTpalliH JIEKAPCTBEHHBIX IIPENapaToB, BKIIIOYCHHUS
(dapManeBTHYECKO# CyOCTaHIIMM B IrOCYAapCTBEHHBIH PEECTP JIEKAPCTBEHHBIX CPEACTB, KOHKPETHOH
MapTHY HE3apPErHCTPHPOBAHHBIX JIEKApPCTBEHHBIX CPEJCTB A OKa3aHUS MEAUIIMHCKOM IOMOIIH 110
’KM3HEHHBIM NMOKa3aHUSAM KOHKpPETHOr0 MaliMeHTa JIHO0 OKa3aHHsI MEAUIUHCKOH MTOMOIIH OTpaHUYEHHOMY
KOHTHHTEHTY MTallHEHTOB C peAKo# M (MiH) 0co00 THKENOH maTonorueit

[Ipoury mpemoctaBUTH U3 peecTpa BBHLIAHHBIX 3aKIIOYCHHI, pemieHHH 06 oTKa3e B BhIHaye
3aKJIIOYCHUH CBEJICHUS B OTHONICHUH

(YKa3bIBAIOTCA CBEJICHHA O 3aKIIIOYEHUHU (pa3peIIuTeIbHOM JOKYMEHTE) Ha BBO3 (BBIBO3)
OHMOJIOTHYECKHUX MAaTEPHANIOB, MOJTyYEHHBIX TP MPOBEICHHU KITMHUYECKOro MCCIICI0BAHUA
NIeKapCTBEHHOT'0 Ipenapara Uil MEAUIMHCKOTO IPUMEHEHHS)

1  |3asBuTeNs - OPUAHYECKOE JIHIO:

1.1 (TTonHOoEe HaHMEHOBaHHE IOPUAUIECKOTO JHIA
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1.2

Hnentudukanmonnsi Homep Haoromwiarensmuka (MHH)
HIM OCHOBHOM TIOCYJapCTBCHHBIM PETHCTPallMOHHbIH
Homep (OI'PH)

1.3

ITouToBBIi axpec OpuAMYECKOro Juna (II0YTOBBIH HHJEKC,
HauMeHoBaHue cyonexTa Poccuiickoit ®enepanun, paitona,
HACeJICHHOTO NYHKTa, YJHWIB, HOMEp AoMa (BIaleHHs),
Kopityca (CTPOeHuUs), KBapTHPHI (oduca)

damumms, M, OTYECTBO (npun HaJIMY¥H)
YIIOJTHOMOYEHHOT O IPEACTABUTENS

2.1

HOJI)KHOCTB YIIOJTHOMOYCHHOTO IPCACTABUTECIIA

22

AJlpec 3MeKTPOHHOM MOYTHI

23

Homep koHTakTHOro TenegoHa (yKa3bIBacTCA C KOAOM
MEXAYTOPOJHEH CBS3H) - IO JKEJIAHUIO 3asBUTEIIS

Paspemenune Ha npoBejicHHe KIMHMYECKOTO HCCIIEAOBaHUS
(HOMep U naTa)

HaumeHoBaHME  JleKapcTBEHHOro  Ipemapata i
MEIMIMHCKOTO NPUMEHEHHS

HOMep H HaAHMCHOBAaHHE IIPOTOKOJIA KIIHHUYCCKOIrO
HCCIICAOBaHUA

Y1oi1HOMOYEHHOE JTUIIO

(ZOMKHOCTE, haMANUA, HMs, OTISCTBO (TIPH HATHYMH), IOJIKCH)

MecTo ne4daru
(mata) (npu HaMMYIMH)




