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MBHHUCTEPCTBO OCTHLHH POCCHACKOR GEXERAIIN

SAPETUCTPUPOBAHO
Perucrpaunonsmit v 5 5.3 65
or VA" Qeckecpl0zA.
MHUHHUCTEPCTBO 3JIPABOOXPAHEHWI -
POCCHHUCKOU ®EJIEPAIIMH

(Mun3zapas Poccun)

NPUKAS3
5 aleyerm® 407/ o SEOH

MockBa

O0 yTBepaxIeHHH AZMHHHCTPATHBHOIO perjiaMenTa
Munncrepersa 3apaBooxpanenns Poccniickoit @enepanun
110 NPEXOCTABJIEHHAIO TOCYAAPCTBEHHOH YC/IyrH N0 BblAaYe 3aK/I0YeHH i
(pa3pemuTeILHBIX JOKYMEHTOB) Ha BBO3 B Poccuiickyio @eaepannio
KOHKPETHOI NapTHH 32aperHCTPHPOBAHHBIX H (MJIH) He3aperHCTPHPOBAHHbLIX
JeKaPCTBEHHBIX CPEICTB, NPeJHA3HAYEHHBIX 1JIsl IPOBeACHA KIHHHIECKAX
HccIe]0BAHNI JIEKAPCTBEHHBIX MPENapaToB, KOHKPETHOH NAPTHH
He3aperuCTPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB /Il IPOBECHMsE
IKCIEPTH3bI JIEKAPCTBEHHBIX CPEICTB B LeJIAX PericTpanuy
H SKCIEPTH3bI JIEKAPCTBEHHDbIX CPE/ICTB, MPeAHA3HAYEHHBIX JJIs1 00paleHus
Ha 06IeM phIHKe JIeKapCTBEHHbIX cpecTB B pamkax EBpasniickoro
IKOHOMHYEcKOoro coro3a u (i) Poccuiickoii ®@enepanuu, ocyuecTBIeHUs
rocyJapcTBeHHOH perHcTpPalHH JIeKapCTBeHHbIX NPeNnapaTos,
BKJII0YeHHS papManeBTHYeCKoil cyGCcTaHIMN B roCyJapCTBEHHBIH peecTp
JeKAPCTBEHHBIX CPeACTB, KOHKPETHOH NapTHH He3aPEruCTPHPOBAHHBIX
JeKaPCTBEHHBIX CPeACTB AJIf OKA3aHHA MEJUIHHCKONH MOMOLIH
MO0 KM3HEHHBIM NOKA3AHUAM KOHKPETHOI0 MalMeHTa
00 OKA3aHAA MEAHIHHCKOH NOMOIIH OrPAHHYEHHOMY KOHTHHICHTY
NalHEHTOB ¢ PeaKoii u (1in) 0co00 THKeI0H naToaorue

B coorBerctBuM ¢ nyakroMm 3 [lpaBun BBO3a JIEKapCTBEHHBIX CPEICTB
a1 MeOuIMHCKoro npuMmeHeHdss B Poccmiickyio ®@ezpepanuio, yTBEPXKICHHBIX
noctanoBnenseM IIpaBurenscTBa Poccuiickoit ®eneparuu oT 1 monst 2021 r. Ne 853
«0O6 ytBepxneHur [IpaBUn BBO3a JIEKApCTBEHHBIX CPEACTB MJIS MEIULIHHCKOIO
npuMeHeHus B Poccuiickyio ®efepauyio ¥ NPU3HAHUM YTPATHBUIUMH CHUILYy HEKOTOPBIX
aKTOB W OTHEJBHBIX T[OJOXKEHMH HEKOTOPHIX aKToB IIpaBHUTENIECTBA Poccuiickon
Oenepanun» (Cobpanue 3axkoHomaTenicTBa Poccuiickont ®Penepanuy, 2021, Ne 23,
ct. 4092), u [paBwiamu pa3paboTKH U yTBEPKACHUS aJMHHHCTPATHBHBIX PEIIAMEHTOB
TIPefOCTABNEHHs] ~ TOCYJapPCTBEHHBIX  YCJIYI,  YTBEPXICHHBIMH  IOCTaHOBJICHHEM
[IpaButensctBa Poccuiickoit @eneparuu ot 16 mas 2011 1. Ne 373 «O paspaGoTke
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M YTBEP)KIECHHUU aIMHUHUCTPATUBHBIX PETNAMEHTOB OCYLIECTBICHUS TOCYNapCTBEHHOIO
KOHTpons  (Hag3opa) M aJAMUHMCTPATHBHEIX  PErJIaMEHTOB — MPENOCTaBIICHHUA
rocyaapcTBeHHbIX yciuyr» (CobpaHue 3aKkOHOAATENbCTBA Poccuiickoit ®enepanum, 2011,
Ne 22, c1.3169; 2018, Ne 46, c1. 7050), npM K a3 B B @ IO:

1. VIBepAuTh mpuiaraemsiii AJMHHHCTPATUBHBIA pernameHT MEHHCTEPCTBa
3apaBooxpanenus Poccmiickoit ®enepanuy 10 NPEIOCTaBICHUIO rOCYyJapCTBEHHOM
ycIIyTH N0 BblAade 3aKII0YeHUH (paspeluTeNbHbIX JIOKYMEHTOB) Ha BBO3 B Poccuiickyto
Dezepanyio KOHKPETHOM MapTHH 3apEerHCTPUPOBAHHBIX U (MIIM) HE3aperdCTPUPOBAHHBIX
JIEKapCTBEHHBIX ~ CPEACTB,  NPEAHA3HAYCHHBIX I TIPOBEACHHS  KIMHHICCKHX
MCCIIeIOBAHMIA JTeKapCTBEHHBIX IPENapaToB, KOHKPETHOU NapTHH HE3apErHCTPUPOBAaHHbIX
JIEKApCTBEHHBIX CPEICTB A/ NPOBEAEHHA SKCIEPTU3hl JIEKAPCTBEHHBIX CPEACTB B IIEIAX
PETUCTPALAN U SKCIIEPTU3bI IEKAPCTBEHHBIX CPEJICTB, IPEAHA3HAUCHHBIX [ obpamieHus
Ha 0OOIIEeM PHIHKE JIEKAPCTBEHHBIX CPEJCTB B pamkax EBpa3mHCKOro 5KOHOMHECKOro
coro3a u (unu) Poccuiickoit Penepaiyiu, OCyIECTBICHUA rOCYJapCTBEHHOH pErMcTpanun
JIEKapCTBEHHBIX  IIpENaparos, BKJIIOUECHUS dbapmaileBTHYECKOM cyOCcTaHLUK
B TOCYJapCTBEHHBI  peecTp  JIEKApCTBEHHBIX  CPENICTB, KOHKPETHOM  IapTHH
HE3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB I OKa3aHUA MEIUITUHCKON TTOMOIIH
10 JKM3HGHHBIM TIOKA3aHMSAM KOHKPETHOTO MalueHTa JHGO0 OKa3aHWs MEIULMHCKOH
TIOMOIM OTPAaHUYEHHOMY KOHTHHIEHTY NAlMEHTOB C PEIKOH H (unu) ocobo THKEIon
MATOJIOTUEH.

2. ITpu3HaTh yTpaTHUBIIUMU CUITY:

nprka3s MuHHCTepcTBa 3ApaBooxpaneHus Poccuiickoit denepamuu 0T 2 aBrycra
2012 r. Ne 588 «OO6 yrBepxJIeHHMH AJIMHMHHCTPATUBHOIO peEriaMeHTa MuHuCTEPCTBA
3npaBooxpaneHus Poccuiickodi ®@exepaliid [0 NPEAOCTaBICHUIO rOCyIapCTBEHHOM
yCIyrH IO BbIJaye paspelleHuii Ha BBO3 HAa TEPPUTOPHIO Poccuiickoit ®eaepaiyu
KOHKPETHOH  MapTUH  3apeTUCTPUPOBAHHBIX W (unu)  HE3aperuCTPUPOBAaHHBIX
JNIEKapCTBEHHBIX ~ CPEACTB, TNPEJHA3HAYCHHBIX  JUIA  TIPOBEACHMA  KIMHMYECKHMX
MCCIEOBaHH JTeKaPCTBEHHBIX TIPeNapaToB, KOHKPETHOH IIapTHH HE3apEruCTpUPOBaHHBIX
JIeKApCTBEHHBIX ~ CPEACTB,  IIPEIHA3HAYEHHBIX  JUIA  NPOBEACHHA  OKCIEPTH3BL
NEKAPCTBEHHBIX CpPEICTB B ILENIX OCYIIECTBICHUS rOCYJIapCTBEHHOM pPEerucTpaluu
JIEKapCTBEHHBIX ~ [PENapaToB,  KOHKPETHOM  TapTWW  HE3aperuCTpUpOBaHHBIX
JIeKapCTBEHHBIX CPEACTB JUIS OKa3aHMd MEJULMHCKOH TIOMOMM 10 JKM3HCHHBIM
[IOKA3aHMSIM KOHKDETHOTO MNalKeHTa» (3aperucTpupoBaH MHHHCTEPCTBOM FOCTHLMK
Poccuiickoii ®epepanuu 4 Mapta 2013 ., perucTpauoHHBbIH N 27438);

IyHKT 2 M3MEHEeHHH, KOTOpblE BHOCSATCS B HCKOTOpBIE MpPHUKa3bl MunucrepcTBa
3npaBooxpanenHus Poccuiickoit ®enepauuy, yTBEpPKACHHBIC IPHKa30M MuHucTepcTBa
3paBooxpanenus Poccuiickoit Genepauuu ot 7 okT0psa 2013 r. Ne 7041 «O BHEceHUH
W3MEHEeHHiT B HEKOTOpble NpHKa3bl MHUHHCTEPCTBAa 3APaBOOXpaHCHUA Poccutickon
®enepanun» (3aperucTpupoBaH MUHHCTEPCTBOM FOCTULIAN Poccuiickoit Penepanuu
14 Hos16ps1 2013 r., peructpanuonnblid Ne 30377).

3. Hacrosmmii npuka3 aeictsyer 10 1 centsaops 2027 rona.

MuHuCTp M.A. Mypamiko

Wy




YTBEPXJIEH
IpuKasoM MUHUCTEPCTBA 3paBOOXpaHEHHS
Poccuiickoit @enepariyn

oT «iL5» ﬁéf'ijfcmzl, ALAL 1. Ne KKy

AIMMHHUCTPAaTHBHBIN perjJaMeHT
Munucrepcersa 3snpasooxpanenus Poccniickoii ®egepanun
IO NMPeJOoCTABICHHIO FOCYAapCTBEHHOM YCJAYTH 0 BhIAa4e 3aKII04eHMil
(paspemiuTeILHBIX JOKyMeHTOB) Ha BB03 B Poccniickyio ®enepaunio KOHKPeTHOM
NapTHH 32PerHCTPHPOBAHHBIX H (MJIH) HE3aPErHCTPHPOBAHHDIX JIEKAPCTBEHHBIX
CPeACTB, NPeAHA3ZHAYEHHBIX AJIsl NPOBeeHHUs] KIMHHYECKHX HCCIeA0BAHHUIM
JIEKAPCTBEHHBIX NPENapaToB, KOHKPETHOH NapTHU He3aPerHCTPHPOBAHHLIX
JIEKAPCTBEHHBIX CPEACTB /ISl NPOBEJEHHS KCIEPTH3bI JIEKAPCTBEHHBIX CPEACTB
B Lle/iSIX PerHCTPAHH H 3KCHEPTH3bI JIeKAPCTBEHHBIX CPEACTB, NpeAHA3HAYEHHBIX
AJis obGpameHnsi Ha o6meM pbIHKe J1eKapCTBEHHBIX cpeacTs B paMkax EBpasuiickoro
IKOHOMHYECKOro coro3a H (nian) Poccuiickoii @enepanun, ocymecTBIeHHs
rocyJapCTBEeHHOH perucTpali JeKapCTBEHHBIX NPenapaToB, BKJIIYEHHS
¢apmaneBTHYECKOH cyGcTAHIHH B roCyJapCTBEHHBIH peecTp JeKapcTBeHHbIX
CPeACTB, KOHKPETHOH NapTHH He3aperHCTPHPOBAHHBIX JIeKaPCTBEHHBIX CPEICTB
AJIA OKa3aHHMs MEAHIHHCKOH NOMOIIH 10 ’KA3HEHHBbIM MOKA3aHUAM KOHKPETHOIO
nNanHeHTa J1H00 0Ka3aHHS MeHIHHCKOH MOMOIIH OrPAHHYEHHOMY KOHTHHIE€HTY
NALHEHTOB ¢ peAKoi H (HIH) 0c000 THXKeI0i narosorueii

I. O61ine nonokeHusn
IIpeamer pery/iMpoBaHHsi AAMMHHCTPATHBHOIO perjiaMeHTa

1. AnMuHUCTpaTHUBHBIN periaMeHT MuHHCTepcTBa 3apaBooOXpaHeHus Poccuiickoit
®enepauun (ganee — MHHHCTEPCTBO) MO MPENOCTaBIEHHIO TOCYIAPCTBEHHOH YCIYTH
0 BbIAaYe 3aKMIOYeHWH (pa3pellUTeNbHBIX [TOKYMEHTOB) Ha BB03 B Poccuiickyro
Qenepanylo KOHKPETHON NApTHH 3aperMCTPUPOBAaHHBIX M (MIM) He3aperHCTPHUPOBaHHBIX
JIEKapCTBEHHEIX CPENCTB, NPeJHa3HAUYEHHBIX AJIs IPOBEACHUS KIMHUYECKUX HCCIIeIOBaHUN
JIEKapCTBEHHEIX MpeNapaToB, KOHKPETHOHN NapTUH HE3apEerUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
CpelCTB [Jisl IPOBEIEHHS OSKCIIEPTU3Bl JIEKAPCTBEHHBIX CPEJCTB B IENAX PErHCTpalyu
M SKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB, NpeAHa3HAaYeHHBIX I oOpaleHuss Ha oOIeM
PBIHKE JIEKAPCTBEHHBIX CPeACTB B paMKax EBpa3uiickoro S5KOHOMHUYECKOIo cOI03a U (MIIH)
Poccuiickoin @enepanyu, OCyIIECTBICHHS T'OCYJapCTBEHHON pEruCcTpalyuy JIEKapCTBEHHBIX
IpenaparoB, BKIIOYEHHSA ¢apMalleBTUUECKOH CyOCTaHLMM B TOCYJapCTBEHHBIH peecTp
JIEKapCTBEHHBIX CpPEJCTB, KOHKPETHOW IMAapTHUH HE3aperCTPUPOBAaHHBIX JIEKAPCTBEHHBIX
CpeACTB AJiA OKa3aHWs MEAMIIMHCKOI MOMOIIM IO XU3HEHHBIM MOKa3aHHUSM KOHKPETHOIO
HalreHTa JIu00 oKa3aHus MEAULIMHCKOW TOMOIIM OrpaHHYE€HHOMY KOHTHUHI€HTY HallieHTOB
¢ peaxoii ¥ (W) ocobo TsDKeNoH maroyorueit (qajee — AJIMUHUCTPATUBHBIN peraaMeHT)
yCTaHABIMBAET CPOKH H INOC/IENOBaTEIbHOCTh aJIMUHHCTPATUBHBIX Ipouenyp (meicTBHil)
MuHucrepcTBa B mpolecce IIpeI0CTaBIEHUA rocy1apCTBEHHON yCIIyTH,




MOPANOK B3aMMOJGHCTBHSA MEXIY CTPYKTYPHBIMH IIOApasieNeHusIMH MUHHCTEpCTBa,
€ro MODKHOCTHBIMH JIMIIAMH, & TakKe B3aUMOJEHCTBHMSA MUHKCTEPCTBA C 3asBUTEISAMH,
MHBIMA OpraHaMH TIOCy[JapCTBEHHOW BIACTH W OpPraHaMH MECTHOTO CaMOYIpaBJICHHS,
YUPEKICHUSMH U OPTaHHU3aLHUAMY B IIpOLECCE PENOCTABIEHUS TOCY IapCTBEHHOM YCITyTH.

2. I'ocynapcTBeHHas yciyra IpeAOCTaBsAeTcs B OTHOMICHHH JIeKapCTBEHHBIN CPEACTB
AN MEIMIMHCKOTO NPUMEHEHHUS, BKIIOYEHHBIX B pasmen 2.14 mepeuHs ToBapos,
B OTHOIUEHHH KOTOPBIX YCTaHOBIEH Pa3pEeLIMTENBHBIA MOPSAOK BBO3a Ha TaMOXEHHYIO
TEPPUTOPUI0 EBpasuiicKoro 3KOHOMHYECKOrO COH03a M (MIM) BBIBO3a C TAMOXKEHHOM
TeppuTOpHH EBpasuiickoro 5KOHOMHYECKOTo coro3a (mpuioxeHne Ne 2 K pemreHHo
Komnernu EBpasuiickoii sxonomMmueckoi komuccuu ot 21 anpens 2015 r. Ne 30 «O mepax
HeTapu(HOTO PEryIMpOBaHU»').

3. I'ocynapcTeeHHas ycmyra IpeloCTaBisieTcsl IpU BBo3e B Poccumiickyio ®enepariiio
U3  TPETBHX  CTpaH  KOHKDETHOM  NAapTHH  3aperMCTPUPOBAaHHBIX M (MJIH)
HE3apeTUCTPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, MpEeJHA3HAYEHHBIX IS IMPOBEIACHUS
KIMHHYECKHX  HCCICJIOBAaHWH JIEKAPCTBEHHBIX MpPENapaToB, KOHKPETHOHW IMapTHUH
HE3apEerHCTPUPOBAHHBIX  JIEKADCTBEHHBIX CPEACTB JUIS  TPOBENEHHS  KCIIEPTH3bI
JIEKapCTBEHHBIX CPEICTB B LEJAX PETMCTPAllUM M SKCIEPTU3Bl JEKapCTBEHHBIX CPEICTB,
NpeAHa3sHAYeHHBIX Ui OOpalleHus Ha oOINEeM pPHIHKe JIEKapCTBEHHBIX CPEICTB B PaMKaxX
EBpasuiickoro skoHoMuueckoro corosa u (unu) Poccuiickoit Menepaiiun, ocyIIecTBICHHUS
rocyAapCTBEHHOMH perucTpauuu JIEKapCTBEHHBIX [Ipenaparos, BKJIIOYEHUS
(apmaneBTHYECKOH CyOCTaHIMH B TOCYAApCTBEHHEBIM pPEECTp JIEKAPCTBEHHBIX CPEJCTB,
KOHKPETHOM MapTHM HE3aperuCTPUpPOBaHHBIX JIEKAPCTBEHHBIX CPEACTB U1 OKa3aHU
MEAMIMHCKOM IMOMOIIM 10 )KM3HCHHBIM [IOKa3aHHSAM KOHKPETHOIO  IAI[HeHTa
JIEKapCTBEHHBIX CPEACTB IUII MEAULIMHCKOTO IMPUMEHEHHUS JHOO OKa3aHHS MEIUIMHCKO
IIOMOIIH OrPaHUYEHHOMY KOHTHHICHTY IalME€HTOB C peAKod W (WiM) oco0o TKeoi
[1aTOJIOTHEH.

CBeieHHS U3 3aKIIOYEHUH MPeIOCTaBISIOTCS MUHHCTEPCTBOM B TAMOXKEHHBIE OPTraHEl
B 3JIEKTPOHHOM BHJIE IIOCPEACTBOM UCIOIB30BaHUS €ANHON CHCTEMBI MEXBEIOMCTBEHHOTO
3NEKTPOHHOIO B3aMOJIEHCTBHS.

Kpyr 3aaBuTeneii

4. 3asBUTENIIMU Ha MPeNOCTaBJIeHHe TOCYAapCTBEHHOM YCIyTH (Ianee — 3asBUTENIH)
SIBJIIOTCS CleAyIOIIMe IopUandecKye Tua (JIn60 UX yIOJHOMOYEHHBIE IPEICTaBUTEINH ):

1) opranu3anuu-npou3BOAUTENH JEKAPCTBEHHBIX CPENICTB;

2) opraHu3aliy ONTOBON TOPTrOBIIM JIEKAPCTBEHHBIMHU CPEJCTBAMH;

3) wuHOCTpaHHBIE pa3pabOTYHUKU JIEKAPCTBEHHBIX CpPeACTB W  HHOCTpPaHHbIE
NPOM3BOJUTENN  JIEGKAPCTBEHHBIX CpeACTB WM  Jpyrue  IOpUIUYEcCKUe  JIMIA
II0 TIOPYYEHHIO pa3paboTiHKa JIEKapCTBEHHOTO Cpe/iCTBa — IS MPOBENEHUS KIMHUIESCKIX
MCCIIEOBaHUI JIEKapCTBEHHOrO Mpernapara, perucTpalldid M JKCIIEPTU3Bl JEKapCTBEHHBIX
CpeICTB, MpeaHa3HAuYeHHBIX Ui oOpalleHus Ha oOLieM phIHKE JIEKapCTBEHHBIX CPEICTB
B pamkax EBpa3smiickoro skoHOMH4YecKoro coro3a wu/minu Poccuiickoit ®exnepaum,
OCYILIECTBIICHUS TOCYJapCTBEHHOM perucTpalyyd JEKapCTBEHHOIO Ipenapara, BKIIOUEHUs
¢apmalieBTHYECKON CyOCTaHLIMM B TOCYAapCTBEHHBIH peecTp JIEKapCTBEHHBIX CPEICTB
U KOHTPOJIA KauecTBa JIEKapCTBEHHBIX CPEACTB; "

! OduupansHeti caitt EBpasniickoro 3x0HOMHYECKOTO co03a http://www.eaeunion.org/, 22 anpens 2015 r., 11 okTa6pa 2019 r.




4) Hay4HO-MCCIeNOBAaTEeNbCKAE OpraHM3alidk, O06pa3oBaTelbHBIE OpraHH3ALUH
BBICIIEr0 OOpa30BaHWs M TPOM3BOMMTENH JIEKAPCTBEHHBIX CPEACTB - NS Da3paboTKH,
MCCTIEIOBAHHH, KOHTPOJNI 0e30MacHOCTH, KadecTBa M S(QEKTMBHOCTH JTeKapCTBEHHBIX
CpeICTB;

5) MeouuWHCKME  OpraHM3alliM, a  TaKkKe  OPraHM3allid,  YKa3aHHbIE
B MOANMyHKTaXx 1-4 HacTosdmlero myHKTa, — JUIi OKAa3aHHA MEIUIMHCKON MOMOIIM IO
’KM3HEHHBIM NOKa3aHUSIM KOHKPETHOIO HalMeHTa JM0O0 OKa3aHMs MENULMHCKOH MOMOIIH
OrpaHUYeHHOMY KOHTHHI'€HTY IAlUEHTOB C peIKoil 1 (WiK) 0co00 TKeNoi naToaorueil.

TpeGoBanus k nopsiaKy HHPOPMHPOBAHHS 0 PeJOCTABICHHH
rocyAapcTBeHHOMH yCJAyrH

5. Madopmanyus o nopsiake NpefocTaBiIeHus TOCYI1apCTBEHHOM YCIyTH pa3MeIlaeTcs:

1) Ha odpuHaIEHOM caiite MuHucrepcTBa B MHGOPMAaLIHOHHO-
TeJIEKOMMYHHKaLIMOHHOM ceTH «MHTepHeT» (manee — odpuuMaNbHBIH caiiT MHUHKHCTEPCTBA,
ceTs «MHTEpHETY);

2) Ha oduuuManbHOM caiiTe B (elepatpHON TOCYHapCTBEHHOM MHQPOPMAIHOHHON
cucteMe «EIUHBINA MOPTall TOCYIapCTBEHHBIX M MYyHHULMIIAIBHBIX YCIyr» (fanee — EquHblit
nopTan);

3) B denepanpHOi rocynapcTBeHHOH HHpOpMaUMOHHOM cHcTeMe «DenepanbHbIit
peecTp rocyJapCTBEHHBIX YCIyT (QyHKIMN)» (Hanee — deepatbHblit peecTp);

4) Ha MHPOPMALIMOHHBIX CTEH/aX B IIOMELIEHHH IPUEMHO} 110 paGoTe ¢ 0OpalleHUAMH
rpaxzaH;

5) mo HoMepaM TesiehOHOB IS CIIPABOK.

6. CnpaBouHas MHpOpMaIKs 0 BONPOCaM NPeOCTaBIEH S TOCYIAPCTBEHHOM YCIyrH
pa3MeniaeTcs:

1) Ha opunMansHOM caliTe MUHHUCTEPCTBA;

2) va Eguaom mopraite;

3) B penepansHOM peecTpe;

4) Ha uHQOPMAIIMOHHBIX CTEHAX.

7. CropaBounas wuHpOpMaUUs NPeAOCTABIAETCS  JODKHOCTHBIMH  JIMLAMH
MunucteperBa no TenedoHy, Ha JIMYHOM MpHEME 3asgBUTENS WA IMHCHBMEHHO MOYTOBBIM
OTIIpaBJIEeHHEM JIHOO AIIEKTPOHHBIM COOOIIEHUEM TI0 aJipecy, yKa3aHHOMY 3asBHTENIEM.

CnpaBouHas nHpOpMaIl¥s BKIIIOYAET CBEJEHUS O MECTE HaX0XACHHUSA, rpaduke paboTsl,
crpaBoYHBIX TeledoHax, HoMepe TeledoHa-aBTOMHPOpMaTOopa, agpecax O(HULIHUATBHOIO
caiita MUHHUCTEpCTBA, JJEKTPOHHOW IMOYTHI W (WiH) (opMBl OOpaTHOH CBA3M C
MuHUCTEPCTBOM.

8. Ha odwunuansHoM caiite MunuctepctBa, Ha EpnuHoM mnoprtane pasmemaercs
cienyromas nHhopManuys:

1) ucyepmbIBaIOIMIMA TepeYyeHb NOKyMEHTOB, HEOOXOIMMBIX IS IpeJOCTaBICHHUS
roCyapCTBEHHOH yCiryrH, TpeOoBaHHS K O(OpPMIICHHIO YKa3aHHBIX JOKyMEHTOB, a TaKikKe
nepedeHb JOKYMEHTOB, KOTOpble 3ajdBHTENIb BIPaBe IPEACTaBUTh IO COOCTBEHHOMH
MHHLIMATHUBE;

2) Kpyr 3asiBUTENeEN;

3) cpoK mpeAocTaBlieHUs rOCyIapCTBEHHO! YCIIYTH;

4) pe3yJabTaThl MPeIOCTaBIeHHs T'OCYAApCTBEHHOH yCIyIH, NMOPSAAOK NMpPeACTaBIeHUSA




AOKYMEHTR, SBJIAIOIIETocs pe3yIbTaTOM [PeNOCTABIEHHNS FOCY JapCTBEHHOM YCIIyTH;

5) pasMep TOCYZapCTBEHHOH MOLUIMHBI, B3WMaeMOH  3a IIpelOCTaBICHHE
rOCYJapCTBEHHOH YCIIyTH;

6) MCYepNbIBAIONIMI NepedyeHb OCHOBAHMH Uil TPHOCTAHOBICHHS HIM OTKa3a B
IpeIOCTaBIEHNH IOCY JapCTBEHHOM YCIIyTH;

7) o npase 3asBuTens Ha pocyaeGHoe (BHecymeOHOe) OGXKanoBaHMe MeHCTBIL
(GespeiicTBuA) W pelleHHH, NPUHATHIX (OCYIIECTBIAEMBIX) B XOJ€ IIpeAOCTaBIECHHUS
roCyAapCTBEHHOH YCIyTH;

8) dopmbl 3asBnenmii  (yBemomieHui, cOOGIIEHMIT), UCIIONIb3yEMBIE  IIpH
NPEI0CTAaBIEHUH FOCYAapPCTBEHHOM YCIIyTH.

9. Nndopmanus va Enunom noprane 1 oduupnansHoM caitte MUHECTepCTBa 0 OPSKe
M CpOKaX TMpeAoCTaBlIeHHs TIOCYAapCTBEHHOW YCIYrd Ha OCHOBaHMH CBEICHUIA,
coliepXKaluxcs B (elepabHOM peecTpe, MpeoCTaBIsAeTCs 3aBUTENIO GeCIUIaTHO.

HocTyn K nH(OpMal|K 0 CpoKax 1 HOpsAIKe IPeIOCTaBIeHUS TOCY JApCTBEHHOH YCIyTrH
OCYLIECTBISETCA O3 BRINONHEHMS 3asBUTEIEM KaKUX-TUO0 TpeGoBaHMiA, B TOM 4HCle Ge3
UCIIOJIb30BaHUsA IPOrpaMMHOTO obecriedeHus, yCTaHOBKa KOTOpOTO
Ha TEXHHYECKME CpEACTBA 3asfBUTENA TpeOyeT 3aK/IIOYEHHMS  JIMLIEH3UOHHOTO
WIM HWHOTO COINAllleHMs ¢ [paBooOjajaTesieM MPOrpaMMHOro  obecrnedeHus,
NpeAyCMaTPUBAIOIIEro B3UMAaHHUE IUIAThI, PETUCTPALMIO HITH aBTOPU3ALMIO 3asBUTEIS HITH
IIPEIOCTABIIEHUE UM MEPCOHATIBHEBIX JaHHBIX.

II. CranpapT npegocraB/eHHs FOCYAapPCTBEHHOMH yCJyru
HanmenoBanue rocyiapcTBeHHO# ycJayra

10. I'ocynapcTBeHHas yciyra 1o Bblade 3aKII0YeHHUi (pa3pelinTebHbIX JOKYMEHTOB)
Ha BBO3 B Poccuiickyro- Qesepanuio KOHKPETHOW NMapTHH 3aperHCTPUPOBAHHBIX U (MIIM)
HEe3apeTHCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, IpPEJHA3HAYEHHBIX I IMPOBEJCHHS
KIMHUYECKMX  HCCICHOBAaHMM  JIEKADCTBEHHBIX IpelapaToB, KOHKPETHOW TMapTHH
HE3apETrHCTPHPOBAHHEIX  JIEKAPCTBEHHBIX CPEACTB IS IPOBEINEHHUS  IKCHEPTH3BI
JEKApCTBEHHBIX CPEACTB B LEISAX PErHCTpalliil M HKCIEPTHU3Bl JIEKAPCTBEHHBIX CPEACTB,
IpeAHa3sHaYeHHbIX A oOpalleHns Ha oOlieM phIHKe JIEKApCTBEHHBIX CPEICTB B PaMKax
EBpazuiickoro sxoHomu4eckoro corosa 1 (win) Poccuiickoii ®enepaiiuu, ocyilecTBISHUs
rocyJapCTBEHHOI perucTpauuu JIEKapCTBEHHBIX [Ipenaparos, BKJIIOYEHHUS
(dapMarieBTHUECKOH CYOCTaHIMM B TOCYJapCTBEHHBIA peecTp JIEKAPCTBEHHBIX CPEICTB,
KOHKPETHOM TMapTHUU He3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB [JI OKa3aHHSA
MeIUIIMHCKOM ITOMOILIM I10 )XM3HEHHBIM MOKa3aHUsIM KOHKPETHOIO MMallieHTa MO0 OKa3aHuA
METUIIHHCKOW MOMOIIM OTpaHHYEeHHOMY KOHTHUHI'€HTY TMAIlMEHTOB C peaAKor U (Win) 0cobo
TSDKEJION MaToJIOTUeH.

HanmeHoBaHHe (l)enepa.ﬂbﬂoro oprana HCIOJITHUTEILHOH BJIACTH,
NpeaoCTABJAIOMICIO IOCYAAPCTBEHHY10 YCIIYIY

11. T'ocynapcTBeHHas yciyra npegocrasiseTcss MUHUCTEpPCTBOM.
12. I'lpu npegocTaBieHny rocyiapCTBEHHON yCIyrd MUHHACTEPCTBO B3aUMOIEHCTBYET

¢ ®HC Poccumn.
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13. 3anpemaercs TpeGoBaTe OT 3asBUTENS OCYWIECTBIICHUA AEHCTBUH, B TOM YHCIIE
COTJIaCOBaHMWi, HEOOXOAUMBIX AN IONYYEHHS TrOCyJapCTBEHHOM YCIYTHM M CBSA3aHHBIX C
oOpalleHHeM B HHBIE TOCYAApPCTBEHHBIE OpraHbl M OpraHu3alldH, 3a HUCKIIOYeHHEM
NIOTy"CHHUSA yCIIYT, BKIFOYEHHBIX B MEPEYEHb YCIYT, KOTOPHIE SABIAIOTCA HEOOXOMUMBIMH H
00s3aTeNBHBIMA I IIPEAOCTABICHUA TOCYAapCTBEHHBIX  YCIIYT, YTBEp)KIECHHBIN
IIpaBurensctBoM Poccuiickoit ®enepanyu?.

Onncanne pesyibTaTa npeaocTaB/IeHHs FOCYAapCTBEHHOI YCIyTrH

14. PesynbTatamMu npefocTaBIeHHs FOCYJaPCTBEHHOMN YCIyTH SBISIOTCS:

1) Bblava (HampaBeHHe) 3asBUTENIO 3aKIFOYEHHS (Pa3peLINTeIBHOrO JNOKYMEHTA),
O()OPMIIEHHOTO B COOTBETCTBHHM C METOAMYECKMMM YKA3aHHSIMH O 3aMONHEHHIO €IUHOM
opMbI 3aKIOueHNs (Pa3PEIIHTEIBHOTO JOKYMEHTA) Ha BBO3, BHIBO3 M TPAH3UT OTIENBHBIX
TOBAapOB, BKIIOYEHHBIX B €/UHBIA NEpEYeHb TOBApOB, K KOTOPHIM MPHMEHSIOTCS Mepbl
HETapPH(HOTO pErynMpoBaHMA B TOPrOBIE C TPETBHMU CTPAaHAMH, YTBEP)KACHHBIMH
pemenuieM Komnernn Epasumiickoli 5KOHOMHYecKoM KoMHccHMEM® (fanee — 3aKiOueHHe
(pa3pelnTenEHBIN JOKYMEHT);

2) npemocTaBieHME CBEJeHHH O KOHKDETHOM 3aKMIOUEHHH (pa3pelluTelbHOM
JAOKYMEHTe), COJAepXameMcs B PeecTpe BBIJAHHBIX 3aKIIOYEHMH, MM IIpeOCTaBlIeHHE
HH(pOpMalKH 00 OTCYTCTBHMH 3alpalllMBAEMbIX CBEICHHIA.

Cpok npeocTaBiieHHsI FOCyIapCTBEHHOM YCIyr,

B TOM 4YHCJIE C y4eTOM Heo0X0AHMOCTH o0palleHnsl B OpraHH3aNMH,
y4acTBYIOlHe B MPeIOCTABJICHHH rOCyAapcTBEHHO# YCJIyrH, CPOK
NPHOCTAHOBJIEHHS NPEAOCTABJIEHHS FOCYAApPCTBEHHO# yCayru
B CJIy'ae, eCJIH BO3MOKHOCTL IPHOCTAHOBJICHHA NPeyCMOTPeHAa
3aKoHoAaTeabcTBOM Poccuiickoii Megepanuu, cpox BuIAaYH
(nanpas/ieHHs1) 10KyMEHTOB, SIBIAIOIIHXCS Pe3yIbTATOM
NpeJoCTaB/ICHH IOCYAapCTBEeHHOMH YCIyra

15. Cpox mnpenocTaBieHHs TOCYNapCTBEHHOH yciyrH W Bbiaya (HampaBleHMe)
IOKYMEHTOB, SBJIAIOMIMXCA pe3yJNbTaTOM IIPEIOCTaBIECHHS TOCYIapCTBEHHOM YCIYIH,
COCTaBIIIET 5 pPabouumx [OHEH cOo IHA perucTpaudd B MUHHCTEPCTBE 3asdBICHHUS U
JOKYMEHTOB, IOCTYNIMBLIMX OT 3asBUTENIS, B TOM 4Hclie mocpeAacTBoM EnuHoro noprana.

? [Tocranoesenue IIpaBurenscta Poccuiickoit ®enepauuu ot 6 Mas 2011 1. Ne 352 «O6 yTBepKICHHH NIEPEYHA YCITYT, KOTOPHIE
ABIAIOTCA HEOOXOMMMBIMH ¥ 00s3aTeNbHBEIME JUISL TIpefocTaBiAeHusA (elepaibHLIMH OpraHaMH HCIOJIHUTEILHOM BJIACTH,
I'ocynapcTBeHHOM Kopniopalumeii Ho aToMHOI 9Hepruu «PocaToM» rocy1apcTBEHHEIX YCIYT U MPeIOCTaBNIIOTCA OPTaHA3aALUAMH,
Y4YacTBYIOLIMMH B IPEJOCTABICHUH TOCYNApCTBEHHBIX YCIYT, H OIpeAelieHHH pasMepa IUIaThl 3a MX okasanue» (CoOpanue
3akoHozaTenbcTBa Poccniickoil Menmepartnn, 2011, Ne 20, ct. 2829; 2021, Ne 30, cr. 5805).

3 Pewenne Koyerun Espasuiickoil 9KOHOMMYECKOH koMHuccHH OT 16 Mas 2012 r. Ne 45 «O enunoii opMe 3aKTIOUEHHS
(pa3pelUTenbHOro JOKyMEeHTa) Ha BBO3, BHIBO3 H TPAaH3UT OTHENIBHBIX TOBAPOB, BKIIOYEHHBIX B eAMHBIH [IEpEYeHb TOBAPOB, K
KOTOPHIM HPHMEHSIOTCS MEPBI HeTapi(HOTO PEryIHPOBAHHS B TOPTOBIIE ¢ TPETHUMH CTPAHAMH, H METOOMYECKUX YKa3aHHAX MO
ee 3anonHeHMO» (Oduumansuelil calit KoMuccnn TamoxeHHoro corosa http:/www.tsouz.rw/, 21 mas 2012 r.; OdpuuuansHsrii
caiit EBpazuiickoro sxoHommuueckoro corosa http://www.eaeunion.org/, 5 centabps 2017 r.).
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HopmaTuBHBbIe NpaBoBLIe aKTHI, PETy/IHPYIONIHE PEI0CTABICHHE
rocyAapcTBeHHOH yCJIyrn

16. Ilepevenb HOPMATHBHBIX NpPAaBOBBIX aKTOB, PETYJIMPYIOIMIHX MPEJOCTABIEHHE

TOCYJapPCTBEHHOH YCIYyTrH, pa3MellaeTcsi Ha O¢HUMaTbHOM caiite MuHHCTepCTBa,
®enepansHOM peectpe 1 EnuHoM noprare.

HcuepnbiBaomuii nepeyeHs 10KyMEHTOB,
HEOOXOAMMBIX B COOTBETCTBHH ¢ HOPMATHBHBIMH
NPaBOBbLIMH AKTAMH /JIsl IPEAOCTABJIEHHS rOCYAapCTBEHHOM
YCJIYTH M yCJIYT, KOTOpbIe SIBJISIIOTCA HE00X0ANMBIMH
H 00s13aTeJIbHBIMH AJIsl IPEIOCTABICHHS FOCyAapCcTBEHHOI
YCJIYTH, NOJJIeKAIHX NIPeACTABICHHIO 3asiBHTE/IEM, CIIOCOOBI
HX MOJIyYeHMSl 3asiBHTEIEM, B TOM YHCJIe B 3JIeKTPOHHOM
¢opme, NopaIOK HX NpeACTABICHHS

17. B unensax mnomydeHHs 3aKIOYeHHSA (Pa3pelIMTENLHOTO JOKYMEHTA) 3asBHTENb
npezncrasisier B MuHuCTepcTBO nocpeacTBoM EnuHoro moprana B gopMe 371€KTPOHHOIO
AOKYMEHTA, MONMUCAHHOTO IIPOCTOM 3JIEKTPOHHON MOIIHCHIO, KIHOY KOTOPOH IOJydYEH B
COOTBETCTBUH ¢ [IpaBuiIaMu UCIIONIB30BAHMS IPOCTON SNEKTPOHHON MOAMMCH IIPH OKA3aHUH
TrOCYAapCTBEHHBIX W MYHHUUMIAIBHBIX YCIYT, YTBEPKAEHHBIMH IIOCTAHOBJICHUEM
IlpaButensctBa Poccuiickoit @epepanuu ot 25 suBaps 2013 r. Ne 334, wnm ycunenHoit
KBaTU(OHUIMPOBAHHON 37IE€KTPOHHOH MOJIKCHIO, TUGO YCUIIEHHOH HeKBaTA(pHIMpPOBAHHOM
3JIEKTPOHHOH MOINHUCHIO, CepTH(HHUKAT KIII0Ya IIPOBEPKH KOTOPOi CO3[aH U UCIOJB3YETCs B
MHOPaACTpyKType, obecrneunBaromieit HHPOPMAHOHHO-TEXHOIOIHYECKOEe B3aUMO/IeHCTBHE
HWHQOPMALMOHHBIX CHCTEM, HCIIONB3YeMBIX [UIS IIPEAOCTABIEHHA IOCYJAPCTBEHHBIX H
MYHHUIIMIIANBGHEIX YCIyr B 3JIEKTPOHHOH ¢opMme, B ycraHoBIeHHOM IIpaBHTelsCTBOM
Poccuiickoit ®epepanuu nopsiake’, 3asBieHde [0 OAHON U3 (HOPM B 3aBUCHMOCTH OT LieJeit
BBO3a COTJIACHO NMPUJIOXKEHUAM Ne 1-4 k AAMUHUCTpaTUBHOMY periiaMeHTy C MPHIOKEHHEM
CIeAyIOIUX JOKYMEHTOB B 3JIEKTPOHHO# (opMe (ITaKeTa SNIeKTPOHHBIX JOKYMEHTOB):

1) npoexT 3aKkmoyeHus (pa3peIuTeILHOO JOKYMEHTA);

2)  obocHoBaHHWE  KOJIMYEeCTBa  BBO3UMBIX  JIEKADCTBEHHBIX  IIPEIapaToB
U (W) ¢apMmareBTHIeCKUX cyOcTaHumii. (OOOCHOBaHHE KOIUYECTBA BBO3MMEIX
JIEKapCTBEHHBIX CPEICTB B LENAX pa3pabOTKH, HCCIECHOBaHHWH, KOHTPOJSA Ge30IIacHOCTH,
KagyecTBa ¥ S(QQPEKTHBHOCTH JEKApCTBEHHBIX CPEIOCTB OIpEHENACTCS WCXOAS W3
TEXHOJOTM4ECKOH CXEeMBI IMPOM3BOJACTBA JIEKAPCTBEHHOrO Tperapara M MaTepHaTbHOIO
banmanca (MpOM3BOACTBEHHON peLENTYphbl), COCTABIEHHOr0 MO JAaHHBIM MPOMEIILIEHHOTO
periamMeHTa (TEXHOJOTHYECKUX WHCTPYKIUI) IO MPOU3BOACTBY JICKAPCTBEHHBIX CPE/ICTB
WA ero MpOeKTa, U MPEACTABIAETCS B BHE BBIIMCOK M3 IPOMBIIUICHHOTO perjiaMeHTa
(TEXHONIOTUYECKUX MHCTPYKIMI) MIM HX MPOEKTOB, BBIIHCOK W3 HOPMATHBHOU
JOKyMEHTalUuu (HOPMAaTUBHOTO JOKYMEHTa IO KauyecTBY) MM HX IPOEKTOB, COAEp)KalluX
HHGOPMAIIMIO O KOJUYeCTBE JIEKApCTBEHHOTO CpeACTBa, HEOOXOIUMOro [jisi MPOBEACHHUS

4 Cobpanue 3akoHonaTenbcTBa Poccriickoii ®enepammu, 2013, Ne 5, cr. 377; 2021, Ne 1, cr. 114,
5 A63anm 4erBepThili myHkTa 1 crarteu 44 @enepanbHoro 3akoHa oT 7 moas 2003 r. Ne 126-®3 «O ceasu» (CoGpanune
3akoHoaarenbcTBa Poccuiickoii @eneparmu, 2003, Ne 28, cr. 2895; 2021, Ne 1, ct. 72).
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HMCTIbITAHMH KayecTBa [0 COOTBETCTBYIOIIMM IIOKA3aTeNsM, CCHUIOK Ha (apMaKoIeHHbIe
cratbi I'ocynapcTeenHol dapmakonen Poccuiickoii ®enepanuu, (bapMakoneiiHsie cTaThU
tapmaxonen EBpasuiicKOro 5KOHOMHYECKOrO COI03a HIIH 3apyGexHbIX ¢bapmakorneit,
pactueToB SKCMEPTHOIO YYPEKACHHS, OCYLIECTBIISAIOIETO 3KCIEPTH3Y JIEKAPCTBEHHBIX
cpenctB. OOOCHOBaHME KONHMYECTBA BBO3HMBIX JIEKAPCTBEHHBIX MpPENapaToB B MENAX
NpOBEJICHAS KIMHMIECKHX HCCIEAOBaHUM JIEKapCTBEHHOTO IIpemapara OIpeneseTcs
MCXONd W3 YCIOBHH NPUMEHEHHs JIEKapCTBEHHOTrO IIpenaparta B paMKaX IMpOBEACHHUS
KIMHUYIECKOr0 MCCIICIOBAHUS U NPEACTABIIAETCS B BHAE CBeJIeHH 0 cXeMe IpreMa, 103ax,
KOHIIEHTPALMAX, (PaCOBKE, KPATHOCTM IPHEMa, IIMTENBHOCTH MepHOJa HpHMEHEeHHs
JIEKApCTBEHHOrO IpernapaTa B KIAHHYECKOM HCCIEIOBaHUH, KOJIMYECTBE IAlMEHTOB,
NPUHAMAIOMMX y4acTHEe B KIMHAYECKOM MCCIEJOBaHMH, WIA MHBIX JOKYMEHTOB,
NOATBEPXAAIOIIMX HEOOXOAMMOCT, BBO3a JICKAPCTBEHHOrO IIpeNapaTta B 3asBICHHOM
00BeMe;

3) xommu JoroBopa (KOHTpakTa), NPUIOKEHMS M (WIH) NONOIHEHHS K HEMY,
a B ClyJae OTCYTCTBHS JOroBopa (KOHTpaKTa) — KONHUH HHOIO HOKYMEHTa,
NOATBEPXKAAIOLIEro HaMEePEHUS CTOPOH (B ClIydae y4acTus 2 wid GoJjiee CTOPOH);

4) xomum NOKYMEHTOB, TIOATBEPXAAIOIMX KA4eCTBO JIEKAPCTBEHHOTO Ipernapata (3a
UCKITIOUYEHUEM CllydYas BBO3a JIEKAPCTBEHHOrO Tpernapara i OKa3aHUS MeIULMHCKOM
MIOMOIIIH IT0 XH3HEHHBIM MIOKa3aHUSAM KOHKPETHOTO MallieHTa JTHO0 OKa3aHHUs MeIUIMHCKOM
IIOMOLIA OTPaHUYEHHOMY KOHTHHIEHTY MAalMEHTOB C peakoi # (MaM) ocobo TIKeNoi
naronoruei), u (wiu) ¢apMaleBTHIECKUX CyOCTaHUMi, BbIIAHHBIX OpraHM3aIHel-
NPOU3BOAMTENIEM JIEKAPCTBEHHBIX CPEICTB MIIM MHOU OpraHu3anuei, ymoJIHOMOYEHHOH Ha
IIOJITBEPXK/IEHHE Ka4E€CTBA JICKAPCTBEHHBIX CPEJICTB B COOTBETCTBHH C 3aKOHOJATEIHCTBOM
CTpaHBl ~ TIPOMCXOXIEHMSI  JIEKADCTBEHHOTO  CpEACTBa, COHEp)KAIllde  IIOKA3aTelH
(XapaKTepHCTHKH) C yKa3aHHEM MeCTa IPOM3BOJCTBA KOHKPETHOTO JI€KapCTBEHHOTO
CpeJICTBa,;

5) B ciydae BBO3a KOHKPETHOW [apTHH 3aperMCTPUPOBAHHBIX U (WIIH)
HE3apPErMCTPUPOBAHHEIX JIEKAPCTBEHHBIX CPEACTB, IIpeIHAa3HAUYEHHBIX IS IMPOBEICHUS
KJIMHAYECKUX UCCIIENOBAHUH JIEKapCTBEHHBIX MPENapaToB, - KOMUH AOKYMEHTOB (MaKETEI U
(umu)  ¢otorpaduM  ymakoBOK), MOATBEPXKIAIOIIMX  HALIEKALIYHD  MapKHPOBKY
JIEKapCTBEHHBIX CPENICTB, 00YCIOBIMBAIOILYIO HX IIEJIEBOE HCIOIB30BaHHUE UCKITIOUUTEILHO
B KJIMHUYECKNX HUCCIIEIOBAHUAX;

6) B cilyyae BBO3a JIEKapCTBEHHOT'O IpemnapaTa /I OKa3aHHs MEJUIIMHCKOMN IIOMOILH I10
KU3HEHHBIM MOKa3aHUAM KOHKPETHOTO TaIl[HeHTa:

a) KONMs IPOTOKOJA 3aKJIIOYEHHS BpaueOHOH KOMHCCHM JHMOO0 KOHCHIMyMa Bpaye
¢denepanbHOro yupexxaeHus (BpaueOHOH KOMHCCHMM JIMOO KOHCHWIMyMa Bpadeif
CTPYKTYpPHOTO TIOApa3leliecHuss HaydHOTOo Wi o0pa3oBaTelbHOro  (hefaepalbHOro
YUPEKOCHUSA), B KOTOPOM OKa3bIBaeTCS MEIHLUHCKAs [TOMOLIL MAI[MEeHTY, MOAMUCAHHOTO
PYKOBOAMTENEM YupexXaeHHs (PYKOBOAUTENEM CTPYKTYPHOIO HoIpa3felieHUus HayIHOTO
U o6paszoBarenbHOrO (eepalbHOr0 YUpeXkAeHHUs, JTULOM, HCTIIOMHSIOIIMM 00sM3aHHOCTH
PYKOBOIUTENSA YYPEXAEHHA, JTUOO YIOTHOMOYEHHBIM JIMLOM B JODKHOCTH HE HIDKE
PYKOBOIUTENS CTPYKTYPHOTO MOApa3feleHuss HaydyHOro MWIM o0pa3oBaTelbHOro
benepaibHOrO y4pexaeHHs, ero 3aMecTHTeNsA, B cepy AeATeNbHOCTH KOTOPOro BXOMAT
BONPOCHl ~ OpPraHM3AallMM  MEIMUMWHCKOW  TOMOINM), O Ha3HA4YeHHH  MAalUEHTY
He3aperuCTPHPOBAaHHOTO JIEKaPCTBEHHOI'O IIperaparta [iisl oOKa3aHusI MeAULUHCKON OMOIIH
0 O KW3HEHHBIM TMOKa3aHusAM (C yKa3aHHEM TOProBOro HaWMEHOBaHHUSA JHOO




MEXTYHApOZHOr0 HETATCHTOBAaHHOIO HAUMEHOBAHHS, JIEKAPCTBEHHO (HOPMBI, JO3UPOBKH 1
KOJIMIECTBA HE3aPErHCTPUPOBAHHOIO JIEKAPCTBEHHOIO TMpenapata ¥ 00OCHOBaHHMEM
HEOOXOAUMOCTH €r0 BBO3a);

6) wiu obpalieHHe YIOIHOMOYEHHOTO OPraHa WCIONHUTENBHON BIACTH cyObekTa
Poccuiickoii @enepanun 0 He06X0IUMOCTH BBO32 HE3APETHCTPHPOBAHHOTO JIEKaPCTBEHHOTO
Tpeliapata /s OKa3aHus MeIUIUHCKOH TOMOIIHM 110 )XM3HEHHBIM [I0Ka3aHMAM KOHKPETHOTO
NallieHTa C NPHIOXKECHHEM KOMUM MPOTOKOJA PpELICHUS BpayeOHOW KOMHCCHH JIHGO
KOHCHIIMYMa Bpadedl y4pexuaeHus cyOnekra Poccuiickoii ®enepanuu, B KOTOpOM
OKa3bIBACTCSl MENMLIMHCKas IIOMOIUb TAUWEHTy, MOANMCAHHOTO PYKOBOAUTEIEM
YUpeXAeHUs IMOO JIHULOM, UCTIONHSIOUUM €ro OOf3aHHOCTH, O HA3HAYCHHH MALAEHTy
HE3aperuCTpPUPOBAHHOIO JICKAPCTBEHHOIO pernapara JUisl OKa3aHds MeIULMHCKON TTOMOIITH
N0 KM3HEHHBIM TIOKa3aHMsAM (C yKa3aHHEM TOProBOrO HAMMEHOBaHHS JHOO
MEXIyHapOAHOIO HENMATEHTOBAHHOIO HANMEHOBAHUS, JIEKAPCTBEHHOH (POPMBI, JO3UPOBKH U
KOJIM4ECTBA HE3apErUCTPUPOBAHHOIO JIEKaPCTBEHHOTO Mpenapara);

B) KOIIMs NACIOpTa MM CBHJAETENHCTBA O POXACHHM TAllMEHTa, KOTOPOMY Ha3HaveH
He3aperuCTPUPOBAHHEIH JIEKAPCTBEHHBIN MTpenapaT AJI1 OKa3aH|s MeULMHCKON TOMOLIH 10
YXU3HEHHBIM ITOKa3aHHIM.

He pomyckaercs moBTOpHOE mpejCTaBleHHe IPOTOKONOB peIleHHiHl BpadeGHBIX
KOMHCCHi1 TM00 KOHCHJIMYMOB Bpadel, eClM [0 HHM BBIJ@HO 3aKII0ueHHe paHee (KpoMe
pelieHu#i BpavyeOHBIX KOMHCCHM THOO KOHCHIIMYMOB Bpaueil, B KOTOPBIX IIPOIHCAHbI
JIEKapCTBEHHBIE [IPETIapaThl MOXU3HEHHO WM JUIs JIUTENbHO Tepanuy 3a00ieBaHus).

18. MMHHCTEPCTBO He BIIpaBe TPeGOBATH OT 3asABUTENS yKa3bIBAaTh B 3asiBICHHH WIH
3aIIpoce CBEACHUS, a TaK)Ke MPEACTaBIATh JOKYMEHTHI, HE PeIyCMOTPEHHbIE ITYHKTOM 17
AIMHUHHCTPAaTHBHOTO PErIaMeHTa.

19. JloxymeHTEI A1 HOJy4eHHs FOCYAapCTBEHHOM YCIIyTH OKHBI MPeCTaBIIsATECS Ha
PYCCKOM s3BIKE JINOO UMETH 3aBEPEHHBIN MMEPEBOJT HA PYCCKHIA A3BIK.

HcuepnbiBaomuii nepeyeHb JOKYMEHTOB,
He00X0MMBIX B COOTBETCTBHH ¢ HOPMATHBHLIMH
NPaBOBLIMH aKTaMH JJIfl IPEAOCTABJIEHHS FOCYAAPCTBEHHOIA
YCJIYTH, KOTOpbI€ HAXOASTCA B PACTIOPIKEHHH rOCYJaPCTBEHHBIX
OpraHoOB, OPraHOB MECTHOI'0 CAMOYNPABJIEHUS H HHBIX OPraHoOB,
Y4acTBYIOIIMX B NIPe0CTABJIEHHH roCy1apcTBeHHO# yCJIyrH,

H KOTOpbIe 3asiBHTe/Ib BIPaBe NPeICTABHTD, 2 TAKIKE
cnoco0bI X NMOJy4YeHHs 3asiBHTEJSAMH, B TOM YHCJIe
B 2JIEKTPOHHOI dopMe, NOPSAOK HX MpeaCTABIEHH

20. JIns mnpedoCTaBIEHUS TOCYNApCTBEHHON YCIYrd HEOOXOMHUMBI ClieAYIOIIHE
CBEZICHUS, HaXOAILUECS B PaCTIOPSIKEHHH I'OCYJapCTBEHHBIX OPIaHOB:

1) ®HC Poccuu — cBenienus o 3asaBuTeNe, coAepxaiiiecs B EAMHOM rocyjapcTBeHHOM
peectpe ropuaudeckux nuil. Eciau B KadecTBe 3asBHTENS BBHICTYIIAa€T HWHOCTPAHHOE
IOpHANYECKOoe JIMLO B cly4yae NpOBeJeHWs KIMHUYECKOro HccienoBaHus B Poccuiickoi
Oenepalyi, NpPEACTaBIAIOTCS  JOKYMEHTHI, IMOATBEPXKAAIOIIME  aKKpeIUTAI[HIO
IPeJCTAaBUTENFCTBA MHOCTPAHHOTO HOPUAMYECKOro JHIla Ha TeppHTopuH Poccuiickoi
Oenepanuu.

2) MuHucrepcTBa — KOINHUS BBIAAHHOI'O paspelieHUs Ha NMpoBeleHHe KIHHHUYECKOI'o




MCCIICIOBaHMA  JICKADCTBEHHOr0 Ipenapara, B CIydae BBO3a KOHKDETHOH NapTuu
3apETUCTPUPOBAHHEIX M  (WIM) HE3apErdCTPUPOBAHHBIX JIEKADCTBEHHBIX CPEJCTB,
NpefHa3sHAYeHHbIX JUIA TIPOBEACHHS KIMHMYECKHX HCCICJOBAaHMN JIeKapCTBEHHBIX
Hpernaparos.

2]1. 3asButens BHpaBe MpPeICTaBUTH (HANpPABHTH) YKA3aHHBIE B nyHkre 20
AJZIMHHHCTPAaTHUBHOTO periiaMeHTa CBEJICHHS [0 COOCTBEHHOMN HHUIMATHBE.

22. Ilpu mOpemoCTaBNEHHH TOCYHAPCTBEHHOM ycmyrm MMHHCTEPCTBO He BIIpaBe
TpeOOBaTh OT 3asABUTENS:

1) npencrabneHuss JOKyMEHTOB M HMHGODMALMH MM OCYILECTBICHHS IEHCTBHIA,
NPEACTABICHHE MM OCYIUSCTBIEHHE KOTOPHIX HE IIPeIYyCMOTPEHO HOPMAaTHBHBIMH
IIPABOBBIMU  aKTaMH, pPETYIMPYIOIUIMMH OTHOIIEHHS, BO3HHMKAIONIME B CBI3H C
MPEeNI0CTaBIEHHEM IrOCY1apCTBEHHOM YCIIyTH;

2) npencTaBneHUs MOKYMEHTOB M HMH(OPMALMH, KOTOPHlE B COOTBETCTBHH C
HOpMAaTHUBHBIMU IPaBOBBIMH akTaMH Poccuiickoii ®exnepaiin, HOpMaTHBHBIMHE PABOBBIMH
akTaMu cyObekToB Poccuiickoit ®@emepaliuvi ¥ MyHUIMNANLHBIME IIPABOBHIMH aKTaMH
HaXo[ATC B  PAacCHOPSHKEHUMM  TOCY[JApCTBEHHBIX  OPraHoB,  IPeJOCTABIISIONINX
rOCyJapCTBEHHYIO YCIIyTy, HMHBEIX TIOCYyJApCTBEHHBIX OpraHOB, OPraHOB MECTHOIO
CaMOyIIpaBieHUss W (WIH) MOJABEIOMCTBEHHBIX TOCYJapPCTBEHHBIM OpPraHaM M OpraHaM
MECTHOTO  CaMOYMNpaBJ€HUSA  OpraHM3alMi, Yy4YacTBYIOIIMX B  [PEJOCTaBICHUH
rOCyIapCTBEHHBIX WJIM MyHMLMNAIBHBIX YCIyT, 32 HCKIIIOYEHHEM JOKYMEHTOB, YKa3aHHBIX
B 4acTH 6 crateu 7 @enepanpHoro 3akoHa ot 27 uroist 2010 r. Ne 210-03 «O6 opraauzanuu
NPEIOCTABIICHAS TOCYIapCTBEHHBIX M MYHHLMNAIBHBIX yciyr» (manee — DemepanbHblil
3aKkoH oT 27 ot 2010 r. Ne 210-®3)%;

3) npencraBieHus JOKYMEHTOB H MH(OpMaLHH, OTCYTCTBHE U (MIIH) HEAOCTOBEPHOCTS
KOTOPBIX HE YKa3hIBAJMCh IIpH IIEPBOHAYAIBHOM OTKa3e B I[pPHEME JIOKYMEHTOB,
HEOOXOJMMBIX Ul MPEJOCTaBIEHUS TOCyIapCTBEHHOM yCIyrH, NMGO B IPeAOCTABICHUH
TOCYJJapCTBEHHOH YCJIYTH, 33 UCKIIOYEHHUEM CIIy4aeB, IPEAyCMOTPEHHBIX IIYHKTOM 4 4acTH
1 crateu 7 ®epepansHOro 3akoHa ot 27 mrong 2010 r. Ne 210-D3.

HcyepnriBaominii nepeyeHb OCHOBAHMIA 1JIsl 0TKA3a
B IpHeMe N0KYMEHTOB, He00X0ANMBIX /11 TPe10CTABJICHHS

rocy1apcTBeHHOH yCJayru

23. OcHoBaHuA 1 OTKa3a B IpHEME JOKYMEHTOB, HEOOXOMUMBIX IS IIPEAOCTABICHHS
roCyJapCTBEHHOH YCIIyTH, HE TIPEIyCMOTPEHBI.

HcuyepnbiBaomnii nepeueHb OCHOBAHHI 1JIsl NPHOCTAHOBJICHHS
HJIM OTKa3a B NPe0CTABJIEHHH roCyapCTBeHHOH yCJIyrH

24. OcHoBaHUA IS PUOCTAHOBJICHUS MPEAOCTABICHHS FOCYIapCTBEHHONW yCIyTrd He

IpeLyCMOTPEHBI.
25. OcHOBaHHAMH IJi OTKa3a B IPEOCTABIIEHUH IOCYAapCTBEHHOM yCIIyTH SBISAIOTCA:
1) HenpeCTaBlIeHue OOKYMEHTOB, IIPEey CMOTPEHHBIX IIyHKTOM 17

AIMUHICTPAaTUBHOTO PETJIaMEeHTa;
2) Hanu4IHe HETOJIHBIX WITH HEJJOCTOBEPHBIX CBEJEHHI B JOKYMEHTaX, IPEACTABIEHHBIX

6 Co6panue sakonogatensctsa Poccmiickoit ®enepaumum, 2010, Ne 31, ct. 4179; 2021, Ne 1, cr. 48.
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JUISL TIOTy4EHMS 3aKNIOYeHUs (Pa3spellUTENbHOrO IOKYMEHTA), a TakKe HeCOOTBETCTBHE
comepkaHus M (wiM) (OpMbl 3asABIEHHS TPeGOBAaHHAM K COJEPXKAHMI0 H dopme
COOTBETCTBYIOIICTO 3asBJICHUA, YCTAHOBJICHHBIM TpwIOKeHHIME Ne 1 — Ne 4 k
AJIMAHUCTPaTHBHOMY PErIaMEHTY;

3) nexapcTBEeHHOE CPENCTBO, 3asBIEHHOE IS BBO3a B Poccuiickyio ®enepanuro mis
Uened MEIHUMHCKOTO IPHMEHEHHMS, 3alpelleH0 K MeJWIMHCKOMY IPUMEHEHHIO Ha
TeppUTOPUH EBpasuiickoro 5kKOHOMHYECKOT0 COI03a;

4) topupmdeckoe IO, NpeICTaBUBLIEE 3asBIEHHE M JOKYMEHTBI, IS ILeNei
IOJTy4eHHS 3aKIIIOYEHHUS (Pa3peluTeNbHOro TOKyMEeHTa) Ha BBO3 He 3aperHCTPUPOBAaHHOTO
B Poccuiickoii @enepalyy JIeKapCTBEHHOTO IIpenapara s OKa3aHHs MeJUIMHCKOM
NOMOIHX OTPaHMYCHHOMY KOHTHHIEHTY IAalMEHTOB C pelakoit M (unm) ocobo TsKemnoit
TNaTOJIOTHEH, He YKa3aHO B COOTBETCTBYIOLIEM pacmopshkeHuH IIpaButenscrea Poccuiickoii
Denepauuy Kak JIMIO, YIOTHOMOYEHHOE HA BBO3 HE3aperMCTPHPOBAHHOTO B Poccuiickoii
OQeniepaliui  JIEKAPCTBEHHOTO — Ipemnapara [ OKAa3aHMsS MEIMIMHCKOM  MOMOIIM
OrpaHUYC€HHOMY KOHTHHICHTY Mal[MEHTOB C PEIKOH U (M1H) 0c000 TSKENOM aToNoruei;

5) HecoOTBETCTBHE 3JIEKTPOHHON IOAMMCH 3asBUTens TpeboBanmaMm DemepanbHOro
3aKoHa ot 6 anpena 2011 r. Ne 63-03 «O06 3/1eKTpOHHOM HOATIHCHY

6) HECOOTBETCTBHE CoZiepKaHms U (M) GOPMBI 3a1Ipoca O HPeJOCTABICHAH CBEIEHMUI
O KOHKPETHOM 3aKiio4eHMH (pa3pellHTe]bHOM JOKyMEHTe) NpuiokeHHIo Ne 5 K
AJIMAHHCTPaTUBHOMY perjaMeHTy.

Ilepedens yciyr, KOTOpble SIBJASIOTCH HEOOXOAHMBIMH
U 00513aTeJIbHBLIMH JJISl IPEXOCTABJIEHHsI FOCYIAPCTBEHHOI yCJIyrH,
B TOM YHCJI€ CBEIEHHA O JOKYMEHTe (I0KYMEHTAX), BLIIaBaeMOM
(BbIJaBaeMbIX) OPraHH3aUHSAMH, YIACTBYIOUIHMH B NIPeJOCTABJICHHH
rocyAapcTBeHHOH yCJayru

26. Ilepedenp ycmyr, KOTOpElE SBISIOTCA HEOOXONMUMBIMH M 00S3aTeBHBIMH IS
NPEOCTaBNCHUS TOCYAapCTBEHHOM YCIYTH, B TOM YHCIIE CBEIEHHS O JIOKYMEHTE
(moxymeHTaXx), BblIaBaeMOM  (BBIAaBaeMbIX) OpraHM3alldsIMM, YYacTBYIOIIMMH B
IpeIOCTaBIEHUH F'OCYAaPCTBEHHOM YCIYTH, OTCYTCTBYIOT.

Hopsnok, pa3mep 1 OCHOBaHHS B3IHMAHHSA rOCYAapCTBEHHOM
NOLLIHHBI HJIH HHOH IJ1aThl, B3UMAaEMOii 3a npelocTaB/IecHHE
rocyAapcTBeHHOH yCJIyrH

27. 3a npenocraBieHue rocy 1apCTBEHHOM YCIIYTH FOCyJapCTBEHHAS IIOILIMHA WIH HHAS
IUIaTa He B3UMAIOTCH.

7 Cobpanme 3akoHoaTenbcTBa Poccuiickoit ®eneparmn, 2011, Ne 15, ct. 2036; 2021, Ne 9, c1. 1467.
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Ilopsaox, pa3mep U OCHOBaHMSI B3HMAHHS MJIATHI
32 NPeAOCTABJICHHE YCJIYT, KOTOPBIE ABJIAIOTCH HE00X0ANMBbIMH
H 005132 Te/IbHLIMHA 1JIs1 IPEJOCTAB/ICHHS IOCY1apPCTBEHHOM YCIyTH,
BKJ/II0Yasi HHPOPMALHIO 0 METOHKE pacyeTa pazMepa TAKO# I1aThl

28. B3uManwue naTsl 32 MPeJOCTABICHHE YCITYT, KOTOPBIE ABISIOTCS HEOOXOMHMMBIMHU U
00s13aTeNbHBIMU IS TIPEIOCTABIICHAS TOCY IApCTBEHHOH YCITyTH, He IPEeyCMOTpPEHO.

MaxcuManbHBlii CPOK 0XKHIAHHS B 0YepeH NPH mogaye
3ampoca 0 NPeAOCTaBJIeHHH rocyJapCTBEHHO YCayry,
YCJIYTH, IPeA0CTAB/IAEMOl OPraHH3aANHAMH, YYACTBYIOIHMH
B IPeOCTaBJICHHH I'OCYyJAPCTBEHHOM YCJIYrH, H NPH NOJTyYeHHH
pe3yJibTaTa NpeJocTaB/AeHHs IOCyIapCTBEeHHOM yCJayru

29. IlpenocTaBieHre rocyJapCTBEHHON YCIYTH OCYLIECTBIIETCS C HCIIONB30BAHMEM
EnuHoro noprana, B CBA3H € 4YeM OXKMAAHHE B OYEPENU OTCYTCTBYET.

Cpok H NopAAOK perucTpauuu 3anpoca 3assBUTeIs
O NMPeJOCTABJIEHHH I'OCYJaPCTBEHHOMH YCJIYIH H YCJIyIH,
NpeJoCTaB/IAEMOli OPraHH3aUHAMH, YIACTBYIOIIHMH
B NIPEAOCTABJICHHH IOCYAapPCTBEHHOH YCJIYTH,
B TOM 4YHCJIe B 3JIEKTPOHHOH dopme

30. 3asBiaenue u AOKYMEHTBI, IIOCTYIIMBIIHC OT 3asBUTECIII B MI/IHI/ICTepCTBO JJIs1
MMOJIYUCHUA rocy,uapCTBeHHoﬁ YCIYTH B JJICKTPOHHOM BHIAE C HCIIOJB30BaHUEM Enunoro
mopTaja, peruCTpupyroTCsa OOJXKHOCTHBIMH JIHLAMH MHHHCTCpCTBa, OTBETCTBCHHBLIMH 3a
IpUeM H PETUCTPALlHI0 NOKYMEHTOB, B TOM 4YMCJI€ B 3JICKTPOHHOM BHJIC, B TE€UEHUHE 1
pa6oqero AHS € J1aThl UX NTOCTYILICHHUA.

TpeGoBaHHs K MOMeIEHUAM, B KOTOPBIX
NpeaoCTaB/IsIeTCH IOCyAapcTBEeHHAs YCJIyra,
K 3aJ1y 0:KHAAHHSA, MeCTaM VISl 3al10,ITHeHHS 3aIPOCOB
0 NpPeAOCTABJIEHHH FOCYyAapCTBEHHOMH yCaIyru, HH(popManHOHHBIM
CTEeHJaM ¢ 00pa3uaMH HX 3aM0/IHEHHS H NepedYHeM A0OKYMEHTOB,
HeO00XOAMMBIX /ISl IPEeAOCTAB/JICHHSA KaXKI0i rocy1apcTBeHHOi
YCJIYIH, pa3MelleHHI0 H 0pOpMIICHHIO BH3YaJIbHOM, TEKCTOBOMH
H MyJbTHMeAHIiHOH HHPOPMALMH 0 MOPSAAKeE NMPeI0CTABICHHSA TaKOMH
YCJIYI'H, B TOM YHcJIe K 00ecne4eHHI0 J0CTYNHOCTH 1Jisi HHBAJIHA0B
YKa3aHHBIX 00bEKTOB B COOTBETCTBHH € 3aKOHOAATE/IbCTBOM
Poccuiickoii Pegepannn 0 COUHANBHOMH 3allHTEe HHBAJHAOB

31. IlpenocraBieHue TOCyAapCTBEHHOW YCIYTHM OCYIIECTBIAETCS C WCIIOJb30BAHHUEM
EnuHoro noprana.
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Tloka3aTe/iu AOCTYNHOCTH H Ka4eCTBA rocyaapcTBeHHO
YCJIyrn, B TOM YHCJI€ KOJIHYeCTBO B3aHMOAEHCTBMII 3asiBHTe/IN
€ A0/KHOCTHBIMH JINIIAMH NPH HpeJoCTaBJIEHHH roCy apcTBeHHOi
YCJIYTH H UX NPOJO/IKHTEILHOCTE, BO3MOXKHOCTL MOJy4eHHs
HH()OPMALMH O X0/Ie IPeAOCTABICHHS TOCYIAPCTBEHHOH YCJIyTH,
B TOM 1HCJI€e ¢ HCO/IL30BaHHEM HHGOPMAIHOHHO-KOMMYHHKALHOHHBIX
TeXHOJIOTHH, BO3MOXKHOCTD JIH60 HEBO3MOKHOCTD TOTyYeHHUs]
rocyiapcTBeHHOH YC/IyrH B MHOTO(YHKIHOHAILHOM HEeHTpe
NPeAOCTaB/IeHHs IOCYAAPCTBEHHBIX H MyHHIHIAIbHBIX YCJIYT
(B TOM uHCIIe B I0JIHOM 00BeMe), B T1060M TEePPHTOPHANBHOM
MOApa3/ie/ICHHH OPraHa, NPeJoCTABJIAIONIEr0 roCyAapCTBEHHYIO
ycaayry, no Bbioopy 3asiBuTesisi (3KCTePPHTOPHAIBHLIH TPHANMN),
MOCPeCTBOM 3aIpoca O NPEeAOCTABJCHHH HECKOJIbBKHX
TrOCyAapCTBEHHBIX H (HJIM) MyHHIHNAJIBHBIX yCJIyT
B MHOTO(QYHKIHOHA/ILHBIX UEHTPaX NPeN0oCTaABICHHS
rocy1apcTBeHHBIX H MyHHIHNAJbLHBIX YCJIyT,
npeaycMoTpeHHoro crarbeii 15.1 ®exepaabuoro
3aKoHa ot 27 uwan 2010 r. Ne 210-®3

32. IlokasaTenssMu JOCTYHHOCTH H Ka4€CTBa rOCYJApCTBEHHOM YCIIyTH SBISIOTCS:

1) oTKpBITHI fOCTYN Mt 3asBUTENEH M APYTHX JUI] K MHPOPMALIHH O HOpSAJKE U CPpOKax
NpeJOCTaBNeHUs TrOCYJapCTBEHHOM yCiyru, oOxanoBaHHe feiicTBuil (6e3meiicTBHS)
JOOJDKHOCTHBIX JTULI MUHHCTEPCTBA,;

2) cobmonenye cTaHapTa HPeAOCTaBIEHHS TOCYIAPCTBEHHON YCIIyTH;

3) orcyrcrBue kanob 3asBuTenel Ha neiicTBus (6e3eficTBHE) HODKHOCTHBIX JIHIL
MunucTepcTBa IpH NPeXOCTaBICHUH TOCY JaPCTBEHHO YCITYTH;

4) mONHOTa W  AaKTyalbHOCTh HH)OPMAMH O TOPSAKE IPEHOCTABICHHUS
roCyJapCTBEHHOH YCIIyTH;

5) mnpenoctaBieHHe BO3MOXHOCTH [OJaYd 3asBJEHHS O IIPEAOCTAaBICHHH
TOCyAapCTBEHHOH YCIYrM M [pPYTMX IOKYMEHTOB (COZEepXKaluXCs B HUX CBEJEHHI),
HEOOXOMMMBIX JUIs MPENOCTaBIEHHs TOCYJapCTBEHHOM ycIyrd, B (opMe 3IeKTPOHHOrO
IOKYMEHTA,

6) mpefocTaBIeHNe BO3MOXKHOCTH MOJyYeHHs MHGOPMALHE O XOIe MPeNOCTaBICHHUs
roCylapCTBEHHOM YCIYyI'H, B TOM 4YMCI€ C HCIOJIb30BaHHEM HHPOPMALMOHHO-
KOMMYHHKAIIHOHHBIX TEXHOJIOIHH.

33. 3asBuUTeNO NPU IPeNOCTaBICHIN IOCY 1apCTBEHHOM YCIYTH B 3JIEKTPOHHOM dopme
C UcmoJib30BaHueM EnunHoro nopraina obecrieunBaeTcsl BEITIONHEHHE CIIEAYIOLIMX AeHCTBHIL:

1) moma4a 3asBuTeNEM B SIEKTPOHHON (OpMe 3asiBlIeHHS O MPeAOCTABICHHH YCIIYTH,
JIOKyMEHTOB (CBeJIcHH I ), HeOOXOIUMBIX JUIS HOMYYEeHHs TOCYAAPCTBEHHOM YCIyTH;

2) momy4eHHe 3asBHUTENEM CBEIAECHHH O XOIE€ PacCMOTPEHHMs 3asBIECHHS, [TOJAHHOTO
B DJIEKTPOHHO# (opMe;

3) BO3MOXHOCTH MOJIyYEHHS 3asBHTENEM pe3y/bTaTOB NPEIOCTABICHHS YCIYyTH B
3JIEKTPOHHOH (QopMe, BKIIOYas BO3MOXHOCTh XPAaHEHHS IIONYYEHHBIX 3asBUTENEM B
3IEKTPOHHOM (opMe pe3yNbTaTOB NPEAOCTABIEHHS TOCYAAPCTBEHHBIX M MYHHUIMIANbHBIX
YCIYT, WHBIX YCIYI B COOTBETCTBHH C IEpPEYHEM MHBIX YCIYT, CBEIEHHS O KOTOPBIX
pasMemaioTcs B (ellepabHOM peecTpe, a TakKe HHBIX CBA3aHHBIX C NpeJOCTaBIeHUEM
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TaKkUX YCIYT JOKYMEHTOB B O3JIEKTPOHHOH (opMe 3a HCKIIOYEHHEM CIIydaeB, KOTHa
NPENIOCTaBNICHHE PE3yNbTaTOB YCIYrdH B YKa3aHHOM (opMe 3ampelieHo (eaepaibHbIM
3aKOHOM;

4) DOCTYNMHOCTB /I KONHPOBAHHS M 3aI0JIHEHHS B SIIEKTPOHHOM (hopMe 3asBIICHHN 1
JIOKYMEHTOB;

5) BO3MOXHOCTh NpPEJOCTaBIEHUS B JIEKTPOHHOH (OopMe JOKYMEHTOB M CBeICHHIA,
HEOOXOIUMBIX [ BBIIOJHEHUS YIIOMHOMOYEHHBIMH HA WCIIOJNHEHHME TOCYIapCTBEHHBIX
¢yHKuuMi OpraHaMy MCIIOJIHUTENBHOM BIIACTH aIMAHMCTPATUBHBIX IIPOLIEAYD (meiicTBuii), B
Clly4asX, €CIM BBIIOJHEHHEe TAaKUX aJMHHHCTPAaTUBHBIX Ipouenyp (HmedcTBHii) B
3JIEKTPOHHOM (popMe IpelycMaTpUBAeTCs 3aKOHOAaTeNbCTBOM Poccuiickoit ®enepauun.

34. IlpenocraBieHue TocyIapCTBEHHOH YCIYTH B MHOTO(YHKIMOHAIBHOM LIEHTpE
MPEAOCTaBICHUs TIOCYJapCTBEHHBIX M MYHHOUNAIBHBIX YCIyr, a TakKXe [0
SKCTEPPHUTOPHAIIEHOMY IIPHHLHUITY HE MIPETYyCMOTPEHO.

Hnbie TpeOoBaHHS, B TOM YHCJ/Ie YYHTHIBAIOLIHE
0COOCHHOCTH NPe0CTABJIEHHS rocy/1apCTBEHHO
YCJIYIH 0 SKCTepPHTOPHAJILHOMY NpUHIHNY (B cJy4ae,
€CJIH rOCyAapCTBEHHAS yCJIyra npeaocTaBiaseTcs
10 SKCTEPPUTOPHATILHOMY NPUHLHANY) U 0cOOEeHHOCTH
NpeAoCTaB/IeHUS TOCYAapPCTBEHHOH YCIyTrH
B 2JIEKTPOHHOIi popme

35. JIns monydeHHs TOCYyAapCTBEHHOW YCIYTH B 3JIEKTPOHHOW (opMe 3asiBHUTENb
HampaBJIIeT 3asBJICHHUE, MOAMUACAHHOE S3JIEKTPOHHOW MOANMHCHIO (TPOCTOH 3JIEKTPOHHON
MOAMUCHIO0, JHOO YyCUJIEHHOW KBaJU(ULIMPOBAaHHON JJIEKTPOHHOW NOMIUCHIO, JUOO
YCHJIEHHOM HeKBaTM(PUIMPOBAHHON 3JIEKTPOHHOM NOIIUCHIO), H INpUJaraeMble K Hemy
JOKYMEHTH B (popMe 3JeKTPOHHBIX NOKYMEHTOB (IlaKkeTa JJIEKTPOHHBIX JIOKyMEHTOB), B
nopsaake, ycraHoBiieHHOM DenepanbHbIM 3akoHOM oT 6 ampenst 2011 r. Ne 63-d3 «O6
3JIEGKTPOHHOM NoANKUCH» U niocTaHoBieHUeM IIpaBurtenscTBa Poccuiickoit ®enepannu ot 25
uions 2012 r. Ne 634 «O Bugax dJIEKTPOHHOM TMOINHUCH, HMCMONIB30BaHHE KOTOPBIX
JOIMyCKaeTcsl IMpH OOpaIlleHHH 3a IIOJIy4YeHHEM TOCYIApCTBEHHBIX M MYHHLMIIAIBHBIX
ycImyr»S,

Hnentudukaiina ¥ ayTeHTHPHUKALMS 3asBUTENS OCYILECTBISIOTCA C HCIOIB30BAHUEM
dbenepanbHO  rocylapcTBeHHOW HMHGOpPMAaLMOHHOM cHcTeMbl «EavHas  cucrema
WIEHTUQUKAIMM W  ayTeHTHQUKaIMM B  HMHOpPacTpykType, obecneuuBaroiiei
HHQOPMALHOHHO-TEXHONIOTHYECKOe  B3auMoOAeiicTBMe  HMHGOPMAlMOHHBIX  CHCTEM,
UCIIONB3YEMBIX JUIS TPENOCTaBICHUS TrOCYJapCTBEHHBIX M MYHHUIMIAIBHBIX YCIyT
B 3NIEKTPOHHOM (opMe» (Iaiiee — equHas CHCTEMA HICHTU(GUKALUK H Ay TEHTH(HKAIINH).

8 Cobpanue 3akoHoaTenbeTBa Poccuiickoit ®enepammu, 2012, Ne 27, cr. 3744; 2018, Ne 36, ct. 5623.
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III. CocraB, noc/1ex0BaTEALHOCTEL H CPOKH BHINOJIHEHHS
AAMHHHCTPATHBHLIX Npoueayp (AeHCcTBHIT), TpeGOBAHH K NOPAAKY
HX BBINOJHEHHS, B TOM YHCJIe 0COOEHHOCTH BHINOJIHEHHS
aIMHHHCTPAaTHBHBIX NpoNeRyp (aeifcTBHIi)

B 3JIEKTPOHHOIi dopme

HcyepnbiBaromuii nepeuens aiMHHMCTPATHBHBIX npoueayp (aeiicremii)

36. Ilpu mpenocTaBNeHHH TrOCYAapCTBEHHON YCIyrH OCYIIECTBIIAIOTCA CIIEAYIOIKE
aIMUHUCTPATHBHEIE IPOLELYPBI (IeHCTBHA):

1) npuem, perucTpanus 3asiBieHAS ¥ TOKyMEHTOB, HEOGXOMUMBIX JUIS [IPEeIOCTABIICHHUS
rOCYAapCTBEHHOM YCIyTH;

2) paccMOTpeHHE IOCTYNHBIUHX OT 3aSBUTENS NOKYMEHTOB O [IpeJOCTaBICHUH
TOCYNapCTBEHHOH YCIyrd M NPHMHATHE PENIeHHs O Bbliade (HANMpaBIeHHH) 3aKIHOUEHHS
(paspelIMTeNIEHOTO JOKYMEHTa) WM 06 OTKase B BhIJaue (HanpaBleHUH) 3aKIIOYEHUS
(pa3peIMTeNEHOrO JOKYMEHTA);

3) popmrpoBaHKe U HaNPaBIEHYE MEXBEIOMCTBEHHBIX 3al[POCOB; .

4) mpenocTaBIeHHe CBEIEHMIl O KOHKPETHOM 3aKiIOYeHHH (paspeluTensHOM
JIOKyMEHTe), CBeleHUi 06 OTkase B BbLJade 3aKIIOYEHHs (Pa3pelnTensHOro IOKyMEHTA),
CONCPXKALIEMCS B PEECTPE BBIIAHHBIX 3aK/IIOYEHHH, MIIH TIpeJOCTaBlIeHHe HHPOPMALHH 00
OTCYTCTBHH 3anpalliiBaeéMEBIX CBEICHUMN.

IIpnem, perncrpanus 3asiBjieHHsS M JOKYMEHTOB, HeOGXOIHMBIX
AJIsl IPEIOCTABJIEHHS roCyJaPCTBEHHOM YCayru

37. OcHoBaHHeM IS Havasla aIMHHUCTPATHBHOM NPOLETYPhI ABIAETCS IIOCTYIIIEHHE B
MuHHCTEpCTBO B 3IEKTPOHHOM BHAE C HCIONB30BaHUMEM EAMHOrO moprana 3asBieHHS O
BbIIa4ye 3aK/0YeHUs (pa3speIuHTeNbHOrO JOKyMEHTa) M JOKYMEHTOB, MpelyCMOTPEHHBIX
IyHKTOM 17 AZMHUHHCTPaTHBHOIO periaMeHTa.

38. 3asBieHre M JOKyMEHThI, HEOOXOMMMBIE ISl MPENOCTABIEHHS TOCYIapCTBEHHOM
YCIyI'M M IIpeACTaBleHHble B MUHMCTEPCTBO (B TOM 4HCIEe B 3JIEKTPOHHON (opme),
perucTpupyroorcs JlemapraMeHTOM ynpaBleHMS JenaMd M KaiapoB MHUHHCTEpCTBa,
OTBEYAIOIINM 33 OCYINECTBICHHE aJMHHUCTPATUBHOH MpOLEIyphl [0 @pUEMY H
PETHCTpaIMH JOKYMEHTOB IIPH NPEAOCTABIEHUN TOCYJapCTBEHHOM yCIIyrH, He mos3aHee |
paboyero aHs ¢ JaTH MOCTYIICHHUS 3asBICHUS 1 JOKYMEHTOB, TIPEyCMOTPEHHBIX TyHKTOM
17 AIMUHHCTPaTHBHOTO periaMeHTa.

39. Orka3 B mpueMe 3asBIE€HHA U JAOKYMEHTOB, HEOOXOAMUMBIX IS MPEJOCTaBICHHS
rOCyIapCTBEHHOM YCIIyIH, a TaKkKe OTKa3 B IPENOCTABJICHHHM TOCYIApPCTBEHHOM YCIYTH B
Clly4ae, €CIH 3ajgBJICHHE M [OKYMEHThl, HEoOXOAMMBble JJIsI IpeIOCTaBIeHUs
roCyapCTBEHHOM YCIIyrH, MMOJAHBl B COOTBETCTBUH ¢ MHpOpMaLHEN O CPOKAaxX M IOPAIKE
NPENOCTABIECHUs TOCYJapCTBEHHOH YCIyrd, omnyOnukoBaHHoW Ha ExmHOM moprae,
HEIOITyCTHMEI.

40. KpurepreM NpHHATHS pelleHHs 10 aJMUHHUCTPAaTHBHOM Mpouenype SBISIETCS
HaJIM4yue 3asBJICHHS H JOKYMEHTOB, HEOOXOAUMBIX AT MPEeAOCTABIEHUS TOCYAapCTBEHHOIM
YCITyTH.

4]1. PesyneraToM aAMHHUCTPAaTUBHOM NPOIEYPHI ABISETCS PErHCTpAIMs 3asdBIEHUS U
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JIOKYMEHTOB, HEOOXOAUMBIX JUIsl IIPEIOCTaBIIeHUs! TOCY JaAPCTBEHHOM YCIYTH.
42. Cnocobom ¢ukcanuu pe3ynbTaTa BBIONHEHUS aJMUHHCTPATHBHON IIPOLENYpHI
SBIISIETCS] OTMETKA O [jaTe MpHeMa 3asBIeHUs U IPUIIAraeMBIX K HEMY JOKYMEHTOB.

PaccMoTpenne NoCTyNHBIINX OT 3aBUTEIA JOKYMEHTOB
0 NpeI0CTABJIEHHH rOCYIapCTBEHHOMH YCIYIrH H NPHHATHE PellleHus]
0 BbIJ1ave (HanpaB/eHHH) 3aKII049eHus (Pa3peluTe/ILHOro
JAOKYMEHTA) HJIH 00 0TKa3e B Bbliaue (HANPABJIEHHH)
3aK/JII04eHHs (Pa3pelIHTe/IbHOrO JOKYMEHTA)

43. OcHoBaHueM /I Ha4alla aIMUHUCTPATHBHOM MPOLEAYPEI SBISETCS NOCTYILIEHHE B
CTPYKTYpHOE MOJpa3[ie/IcHHE, YIOJIHOMOYEHHOE HAa IpPENOCTaBIEHHE T'OCYAapCTBEHHOM
ycnyru, MunuctepcerBa (ganee - JlenapraMeHT) 3aperuCTpUpOBAHHOTO 3asBJIEHUS U I1aKeTa
JIOKYMEHTOB, HEOOXOMMBIX JJIsl IPEXOCTABICHUS FOCYAapCTBEHHOM YCIYTH.

Hupekrop J[lemaprameHTa oOpraHusyeT JOKYMEHTUPOBAHHBIH yYe€T M KOHTpOIb
BBITIOJIHEHHS KaXKI0T'0 3Tala aIMUHUCTPATUBHO NpOLeTypHhI.

44. HavaneHuk otgena JlemapraMeHTa, OTBETCTBEHHOIO 3a IPENOCTAaBJICHHE
rOCyJapCTBEHHOH! YCIYTH (fjajee - HadalbHUK OTAENA), B JeHb NOCTYIUICHHS 3asABICHHS U
KOMIUIEKTa JIOKYMEHTOB Ha3Ha4aeT M3 4YHCIa COTPYAHHKOB OTJelNa OTBETCTBEHHOIO
HCIIOJIHUTEJIS IO paCCMOTPEHHIO JOKYMEHTOB (fjajiee - OTBETCTBEHHBIN HCIIOJTHUTEND ).

@amunus, UM U 0TYECTBO (IocTeHee MPY HATNYHH) OTBETCTBEHHOTO HCIIOJHHUTEA,
€ro JOJDKHOCTH M HOMep TelleoHa COOOIIAIOTCS 3asABHTENIO MO €ro MHUCEMEHHOMY HWJIH
YCTHOMY OOpallleHHIO.

45. B xozie aAMMHUCTPATUBHOM NPOLEAYPhl OTBETCTBEHHBIA UCITONIHUATEND B TEUEHHE 2
pabounx AHEH co THA MOCTYIUIEHHUS 3asBICHHUS O BHIJAYe 3aKIIOUEeHHs (pa3peluTeIsHOro
IOKYMEHTa) M JOKYMEHTOB, IMpPeXyCMOTPEHHBIX IIyHKTOM 17 AJIMHHHCTPAaTHBHOTO
periiaMeHTa, MPOBOAMUT OLIEHKY HX MOJHOTHI U JOCTOBEPHOCTH, IMPEACTABIECHHBIX B HHUX
CBEJICHUIA.

46. Ilpu oTCyTCTBMM OCHOBaHMIl [Jisl OTKa3a B IIPEJOCTaBIIEHWH T'OCYyAapCTBEHHOMU
YCIIyTH, MPEeyCMOTPEHHBIX IIYHKTOM 25 AIMUHUCTPAaTUBHOTO periaMeHTa, OTBETCTBEHHBIN
HCIIOJTHUTENb B TedeHue | pabodero AHS OCyIIeCTBASAET MOATOTOBKY NMPOEKTA 3aKIIOUEHHUS
(pa3pemnTensHOTO JOKYMEHTa) B popMe 37IeKTPOHHOTO TOKYMEHTAa.

ITpy HaMYMKM OCHOBAaHWUHU IUIA OTKa3a B IPEJOCTaBICHUH IOCYJapCTBEHHON YCIIYTH,
IPEAyCMOTPEHHBIX IYHKTOM 25 AJIMHHHCTPaTMBHOIO DEIJIAMEHT4, OTBETCTBEHHBIH
HCIIOJHUTEND B TedeHrne 1 paboyero AHS OCYLIECTBIIAET [TOATOTOBKY IIPOEKTa YBEIOMIICHHUS
B (hopMe DIIEKTPOHHOTO JOKyMeHTa 00 OTKase B BbIAade 3aKIIOYCHHMs (pa3pelluTe/IbHOIO
JOKYMEHTA) C yKa3aHWEM IMPUYUH OTKa3a.

47. Ilpu NpUHATHH pelleHHs O MPeJOCTaBICHUN TOCYJAapCTBEHHOM YCIYIH 3alKcCh O
IIpEeIOCTABIIEHUH 3aKITIOUEHHs (pa3pelluTeIbHOro JOKYMEHTa) MITH YBEIOMIIEHHS 00 OTKase
B BBIJauYe 3aKIOYeHHs (pa3pelIMTeNIbHOrO JOKYMEHTAa) BHOCHTCA B PEECTP BBIJAHHBIX
3aKIIIOYEHMI, peleHuit 06 oTkase B BBIAAYE 3aKIIOYCHHM.

3akmoueHre (paspelIuTenbHBI TOKYMEHT), YBeJOMIEHHEe 00 OTKa3e B Bbllaue
3aKII0ueHHs (paspelunuTeIbHOrO JOKYMeHTa) B TedeHHe 2 pabo4MX JHEH CO JHS BHECEHUS
3aIIUCH B PEECTp BBIIAHHBIX 3aKITIOYEHUH, peleHUH 00 OTKa3e B BbIJade 3aKIMIOYECHHH
COTJIaCOBBIBAaeTCS HA4YaJbHUKOM OT/ENa, [TOAIKMCHIBAETCS YCUICHHON KBalu(ULMPOBaHHOM
5JIEKTPOHHOM MOAMHUCHIO  JupeKTopoM JlemapTameHTa (3aMECTHTENEM JIHPEKTOpa
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JleriapraMeHTa) M Hampapisercs B (OpPMe 3IEKTPOHHOrO JOKYMEHTA 3asBUTENIO C
HCII0/1E30BaHKeM EnuHoro nopraia.

48. KpurepreM NpHHATHS pEIIEHAS [0 aJMHHHCTPATHBHOMN IIpOLElype SIBIIAETCS
HAJTMYHE WIH OTCYTCTBHE OCHOBaHMH I OTKa3a B Bhlade 3aKFoueHus (pa3peluTeIbHOTO
IOKyMeHTa).

49. PesynpraTaMy aIMHHHCTPATUBHOMN POLIEAYPHI SBIISIOTCS:

1) HampaByienne 3aKmoYeHHs (Pa3peIlUTENLHOTO TOKYMEHTA);

2) HanpaBiieHHe yBEJOMIIEHHS 00 OTKa3e B BhJade 3aKiOUeHHs (Pa3peLInTelbHOro
IOKyMEHTa).

IMocpenctBoM nu4HOrO KabuHera Ha EQMHOM moprane 3asBHTENs aBTOMATHYECKH
M3BEIIACTCS O NPUHATOM PELICHUH O BbIJaye 3aKI0ueHHs (pa3peluTelIbHOrO JOKYMEHTa)
b0 006 OTKase B BEIAay€ 3aKIIIO4EHUs (Pa3peIlUTENBLHOTO JOKYMEHTA).

50. Cmocobom dukcamuy pesymbraTa aJMUHHUCTPAaTHBHOH IPOLEAYPHI SBIAETCS
BHECEHHE CBEJCHHH O 3aKIIOYEHUM (Pa3pellUTe]IbHOM IOKYMEHTE) B PEECTp BHIAaHHBIX
3aKJIIOYEHHH U pellieHui 00 oTKa3e B BhlJaue 3aKIIOUYEHH, 1u6o yBeZgoMIIeHHe 00 OTKa3e B
BhIJIa4€e 3aKIIOYeHU.

51. PesynbTaT aJAMMHHCTPATHBHOH INpPOLENYPHl OTPaXaeTcsl B PEECTPe BBIAAHHBIX
3aK/IFOYEeHHH, pelieHui 00 oTkase B BblAaue 3aKIIOYeHHH, (hopMa KOTOPOro yTBEpXcHa
npukasoM MunucTepcTBa 3apaBooxpaneHus Poccuiickoit ®eneparuu ot 2 Hoa6ps 2010 .
Ne 9511° (nanee — peecTp BBIIaHHBIX 3aKJIIOYCHHH ).

(I)opmnposa}me H HAalIpaBJICHHE MEKXBEAOMCTBECHHBIX 3alIPpOCOB

52.  OcHoBaHMeM JuUIi Hayajla aJMHUHHCTPATHBHOH IpPOLELYphl  SBISeTCA
HETIPECTABIICHHUE 3asBUTEIIEM MO COOCTBEHHOH MHHIIMATHBE AOKYMEHTOB (CBeIEHHIA),
yKa3aHHBIX B IyHKTe 20 AIMUHUCTPAaTHBHOIO periaMeHTa.

53. ®opmupoBaHKE U HalpaBlieHHEe MEXBEIOMCTBEHHEBIX 3alIpOCOB O IPEJOCTABICHHH
CBEIEHUH, IpPEeIyCMOTPEHHbIX NyHKTOM 20 AJMHHHCTPaTHBHOTO  perjlaMeHTa,
OCYIIECTBIIAIOTCS YIOJIHOMOYEHHBIM CIIELUATIMCTOM C HMCIOJb30BaHHEM €IMHON CHCTEMBI
MEXBEAOMCTBEHHOTO dJIEKTPOHHOT0 B3auMojericTeus (nanee — CMOB) B COOTBETCTBHH ¢
TpeboBaHMAMU cTaThu 7.2 PenepanpHoro 3akona ot 27 uroja 2010 r. Ne 210-D3.

54. MakcuMaJibHBIii CPOK U1l BRIOJTHEHUS a]MUHUCTPATUBHOM MIPOIIETyphl COCTABIISET
1 pabouuii feHb CO OHS MOCTYIUIGHHS Ha PacCMOTpPEHHE OTBETCTBEHHOTO HMCITOJHHUTENS
3asBIlIEeHHs U JOKyMEHTOB, HEOOXOAUMBIX JIJIsl IPEeIOCTaBIeHUS TOCYJApCTBEHHOMN YCIIYTH.

55. KputepueM NpuHATHSA pelleHHs N0 HampaBlIeHHI) MEXBEIOMCTBEHHOI'O 3ampoca
ABIIAETCS HEMpeICTaBJieHHe 3asBUTEIeM II0 COOCTBEHHON WHHIMATHBE JOKYMEHTOB
(cBeneHuit), ykazaHHbIX B myHKTe 20 AZIMUHUCTPAaTUBHOIO perjiaMeHTa.

56. Pe3ynbraToM aIMHHHCTPATHBHON MPOLEAYpHl SBIAETCS MOJNyUYeHHE OTBETa Ha
MeXBEIOMCTBEHHBIN 3ampoc.

57. CmocoboM ¢ukcamuy pe3ynbTara agMUHUCTPATHBHOM MpoOLERyphl SBISIETCA
perucTpaiusi B COOTBETCTBYIOLEM MOJyJle KOpPIOpaTWBHOro nopTaia MuHHCTEpCTBa
OTBeTa Ha MEXXBEJJOMCTBEHHBIH 3ampoc.

® 3apeructprpoBan MunucTepcTBOM rocTrLnH Poccuiickoii ®enepanyu 30 Hoabpa 2010 r., peructpaumoHHbiii Ne 19085.
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IIpenocraBienne cBeAeHHI 0 KOHKPETHOM 3aKJII0YeHHH (pazpemuTe/ibHOM
JAOKYMEHTe), CBeAeHHH 00 0TKa3e B BbiJaue 3aK/JII0YeHHS (pa3peuruTeanHoOro
JAOKYMEHTA), CoJepKAIEMCH B PeecTpe BhIIAHHBIX 3aKJII0YeHHH, HIIH
npejgocrab/ieHne HHpopMaLun 00 OTCYTCTBHM 3aNPAalIHBAEMBIX CBeIeHHUi

58. OcHoBaHueM [17151 Havasla aIMHHICTPATHBHOM IIPOLE/y bl ABIAETCS NIOCTYIUICHHE B
MHUHHCTEPCTBO OT 3aHHTEPECOBAHHOIO JIIA C HCIONb30BaHKeM EuHoro noprana B dopme
SJICKTPOHHOTO JOKYMEHTA, NOIMHUCAHHOTO 3IEKTPOHHOMN MOAMUCHIO (IPOCTOM 3IEKTPOHHOM
NOJMKUCHIO, WM YCHICHHOW KBaIM(HIMPOBAHHON 3JIEKTPOHHOH MOAMUCHIO, JIHGO
YCHIICHHOH HEKBaTH(QUIUPOBAHHOH 31E€KTPOHHOMN MOAMKCEIO), 3aIIpoca O MPeLOCTABICHAH
CBEJICHUH O KOHKPETHOM 3aKIIOYEeHHH (Pa3pellnTeI-HOM JOKyMEHTe) Ha BBO3 KOHKPETHOM
HapTHM 3apPETHCTPUPOBAHHBIX M (MJIM) HE3apPETHCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB,
NpETHA3HAYEHHBIX U TPOBEAEHMsS KIMHHYECKHX HCCICIOBAaHUN JIeKapCTBEHHBIX
TNpENapaToB, KOHKPETHOH HapTUM HE3aperMCTPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB IS
NpPOBEACHUS DKCIIEPTH3B! JIEKAPCTBEHHBIX CPEACTB B IENSX PETHCTPALMH U SKCIEPTH3BI
JIEKapCTBEHHBIX ~ CPEACTB, MpEeJHA3HAYEHHBIX Ui oOpalleHdWss Ha OOINEM pBIHKE
JIEKapCTBCHHBIX CPEICTB B paMKaX EBpasuiickoro 3>KOHOMHYECKOTO COM03a U (UIIH)
Poccuiickoii Oenepaunn, ocyIecTBICHHs TOCYAapPCTBEHHOM PErUCTPAAN JIEKAPCTBEHHBIX
IIPEapaToB, BKIIOYCHHS (JapMaNeBTHYECKOH CyOCTAaHIMM B TOCYNApCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEJCTB, KOHKPETHOM MAapTHH He3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX
CPEACTB AJis OKa3aHHs MEAUIHUHCKOH MOMOIIM IO )XHU3HEHHBIM [OKAa3aHHUAM KOHKPETHOTO
nalueHTa MO0 OKa3aHHsl MeJUIMHCKOH TOMOIIM OrpaHUYEHHOMY KOHTHHTEHTY HallHeHTOB
C penkoi U (W1m) 0cobo TsKeIoH IaToNorueit mo GopMe COracHO NPHIOKEHHI0 Ne 5 K
AIMUHHCTPaTHBHOMY periameHTy (aajiee — 3anpoc).

59. OrBeTcTBEHHBI! UCTIONMHUTEND B TeYeHHe 2 pabodmx AHEH co JHA NOCTYIUJICHUS
3anpoca B JlemapTaMeHT mpoBepseT HalWYWe B peecTpe BBIJAHHBIX 3aKIIOYEHU
3aMpaniMBaeMoi MHQOPMALMU M HAINpaBIIseT OTBET B (OpME SJIEKTPOHHOIO JOKYMEHTa,
IOAMUCAHHOIO  yCHUIIEHHOH  KBaJH(UIMPOBAHHOW  3JIEKTPOHHOM  IOJIHCBHIO, C
UCIIOJIb30BaHHeEM EnuHOro noprana B Cpok, He IpeBBIMIAIONIMH 5 pabounx JHEH co oHA
NOCTYIIJICHUS 3asiBlieHNs] B MUHHCTEPCTBO.

60. KpurepreM NpHHATHS pPEIICHWS MO aJMUHHUCTPATHBHON IIPOLEAYpE SBIAETCS
HAIIM4ME UM OTCYTCTBUE CBEACHUH O KOHKPETHOM 3aKNIIOYEHHH HIIM CBEJEHHMI 00 OTKase B
BblJIau€ 3aK/II0YEHHUS B peecTpe BBIAAHHBIX 3aKTIOUEHHIA.

AJIMAHHCTpaTHBHAs Tpolielypa He IPEeNOCTaBIAETCS, €ClNU COoAepXaHhe U (opma
3alIpoca He COOTBETCTBYIOT YCTAHOBJIEHHOH HpuioxeHuneM Ne 5 Kk AJIMHHHCTPATHBHOMY
pernamMeHTy ¢opmMme.

61. Pe3ynbraToM aIMUHHCTPAaTHBHOM MPOLIEAYPHI ABJIETCS MPEJOCTABICHHE CBEACHUIA
O KOHKPETHOM 3aKJIIOYeHHH (pa3peluTebHOM JOKYMEHTe), CBeieHHi 00 OTKa3e B BEIAAYE
3aKOYeHHs (pa3pellMTEeNbHOTO JOKyMEHTa) WM MpexocTaBiieHHe HHGopMalnuud o0
OTCYTCTBHH 3alpalliBaeMbIX CBEJCHHI.

62. CnocoboM ¢ukcaruu aJMHUHUCTPATUBHOW TPOLENYPHl SABISETCA OQOPMIICHHE
BBIMIACKM M3 peecTpa BbIAAHHBIX 3aKIIOYEHM, NHOO CIpaBKHA [0 3ampalluBacMoOM
3agBUTENIEM HH(QOpMaLUy, 1100 CIIpaBKU 00 OTCYTCTBUU 3alpallliBaeMbIX CBEICHHIA.
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HOpﬂl[OK HCHPABJICHHA JONYIICHHBIX ONE€YAaTOK H OmHO0K
B BbIIAHHBIX B pe3yJibTaTe NPEAOCTABJICHHS rocynachBeHﬂoii
YCIYIru 10KyYMeEHTaXx

63. B ciyyae BbISBIEHHS 3aABHTENEM B 3aKIIOYeHHH (Pa3pelIUTENHHOM JOKyMEHTe)
OMeYaToK ¥ (UiaM) OIMOOK 3asBUTENb NMPEACTaBiAeT B MUHHCTEPCTBO C MCIONB30BAHHEM
EnuHoro mnoprana B ¢opme 31MEKTPOHHOTO NOKYMEHTa, IIOAMHCAHHOTO 3IIEKTPOHHOM
MOAMUCHIO (TIPOCTOM JNMEKTPOHHOH MOMNMCHIO WM YCHJIEHHOHW KBaTM(HIHPOBAHHOM
3JIEKTPOHHOH  MOJIMKCHIO, JHOO YCHICHHOH HEKBaTH()HUIHMPOBAHHOM 3JIEKTPOHHOM
NIOAMKCHIO) 3asBIEHAE 00 HCIIPAaBIeHUH TaKHX ONEYaTOK U (KIIH) OMHMGOK B IPOM3BONBHOM
dopwme.

64. OTBeTCTBEHHBII UCMIONHUTENb, HA3HAYEHHBI HAYaTLHUKOM OT/eNa, B TeueHue |
pabo4ero IHA CO OHA IOCTYIUIGHHS COOTBETCTBYIOLIETO 3asBIEHHS B JlemapTaMeHT
IIPOBOJMT IIPOBEPKY YKa3aHHBIX B 3aIBJICHHH CBEICHHIA.

65. B ciydae BBISBIEHHS IONYIIEHHBIX OMEYATOK M (MJIM) OMMOOK OTBETCTBEHHBIH
HCIIOJIHATENb OCYLIECTB/ISET HCHpaBIICHUE TaKHX OIe4aToK M (WiM) omHOOK B CPOK, HE
NPEBRIMAIOIIHMH 5 paboYrX JHS CO AHS NOCTYIUICHHS B MHUHHCTEPCTBO COOTBETCTBYIOLIETO
3asBIIeHHs B (popMe 3IIEeKTPOHHOTO JOKYMEHTa HocpeAcTBOM EnuHoro nopraia.

66. KputepreM NpUHATHS peLIeHHUs 110 MPOLEAYPE ABIAETCS HATMYKE UM OTCYTCTBHE
OIE€YaTOK U (MJIK) OMHKOOK B 3aKIIIOUYEHIH (pa3penIuTe/IbHOM JTOKYMEHTE).

67. PesynpraToM mnpoliefypsl SBISEeTCS WCIpaBJICHHE OMEYaTOK M (MJIM) OIIMOOK B
BBIJaHHBIX JOKYMEHTaxX M HalpaBlIeHHE 3asBUTENIO UCIPABICHHOTO HOKyMEHTa B (opMe
3JIEKTPOHHOI'0 JOKYMEHTA, IOJINHCAHHOIO YCUJIEHHON KBaTHM(PHIUPOBAHHON 3JIEKTPOHHOMI
HOJNKCHIO, C UCIIOJIB30BaHUEM JMYHOTO KabuHera Ha EquHOM mopralie, HIM HalpaBlIeHHE
3asBUTENIO YBEIOMIIEHHS 00 OTCYTCTBMHM OIEYaTOK M OINHOOK B 3aKIOYeHdH (B
pa3penInTenbHOM JOKYMEHTE).

68. CnocoboMm ¢ukcanuy NpoueAypbl SBISETCS BHECEHHE WHGPOPMAIMH B PeEECTP
BBIIaHHBIX 3aKIIIOUYEHUH, peleHni 00 oTKa3e B BbIJIa4e 3aKIIOYECHHI.

Oco0eHHOCTH BHINOJHEHHS] AAMHHHCTPATHBHBIX NpoueaAyp (AedcTBNiA)
B 3JIEKTPOHHOI# popme

69. ®opmMupoBaHUe 3a5ABJICHUS B SJIEKTPOHHOH (OpMe OCYIIECTBISETCS 3asBUTENIEM
IIOCPEICTBOM 3aM0JIHeHUs Ha EMUHOM nopraiie ero 35eKTpOHHO#H (POPMBI U IPHKPETLICHUS K
HEMY DJIEKTPOHHBIX 00pa30B JHOKYMEHTOB 0e3 He0OXOIUMOCTH AOMOJHUTENbHOH IOomayu
3asBJICHHS B BHJIE JOKyMEHTa Ha OyMa)KHOM HOCHTEJIE.

70. ®opMaTHO-TOTHYECKAs IpOBepka COPMHPOBAHHOTO 3ajABJICHUS B 3JIEKTPOHHOH
(dbopMe OCYIIEeCTBISIETCS aBTOMAaTHUYECKH [TOCHIE 3all0JHEHH 3asBUTENIEM KaXKI0I'0 U3 MOJIeH
Takoro 3asBiieHHs. [Ipy BBISBIEHWH HEKOPPEKTHO 3allOTHEHHOTO IIOJIA 3asBIICHHS B
SIIEKTPOHHO#M opMe 3assBUTENH YBEJOMIIETCS O XapaKTepe BBIABICHHOM OIINOKH 1 MOPSIKE
€e yCTpaHEHHS IOCPEICTBOM HH(GOPMALMOHHOTO COOOIIEHHS HEMOCPEACTBEHHO B
3JIEKTPOHHOH (opMe 3asiBIECHUSI.

71. Ilpn ¢opMupoBaHuM 3asBleHHs B NEKTPOHHOH Qopme mocpeactsoM Exunoro
HopTalia 3asgBUTEII0 00ecreunBaeTCs:

1) BO3MOXHOCTh KOIIHPOBaHMSA W COXPaHEHWs 3asBJICHUSA B JNEKTPOHHOH QopMme H
IPUKPETJICHHBIX K HEMY 3JIEKTPOHHBIX 00pa3oB JOKYMEHTOB;
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2) BO3MOXKHOCTB Ie4aT Ha GYMaKHOM HOCHTeNe KOIMMH 3aiBICHHS B 3JIEKTPOHHOM
dopme;

3) coxpaHeHue paHee BBEICHHBIX B JJIEKTPOHHYIO (hOPMy 3asiBIIEHHUS 3HAYCHUI B TH060i
MOMEHT II0 JKEJIaHHIO IIOJIb30BATENSA, B TOM YHCIle IPH BO3HUKHOBEHHHU OLIMOOK BBOA U
BO3BpaTe /Uisl IOBTOPHOTO BBO/A 3HAYEHHMH B JNIEKTPOHHYIO (OpMY 3asIBIICHHS,

4) 3anonHenue monel 3MeKTPOHHON (OPMEI 3asBIICHHs 10 HaYaia BBOJA CBEICHHUIM
3a4BUTENIEM C UCTIOJIb30BaHIEM CBEJICHUM, pPa3MEIIEHHEIX B (hefiepalibHON Tocy 1apCTBEHHOM
MHOpMalMOHHOK cucteMe «EauHas cucTeMa WIeHTHOMKAUMH W ayTeHTU(QUKAUUH B
MH(PACTPyKType, obecrneunBatomeil HHGOPMAIIMOHHO-TEXHOIOTMYECKOE B3aHMO/ICHCTRIE
MHQOPMALMOHHEIX CHCTEM, HCNONB3YEMBIX Ui PEeXOCTABICHHS rOCYAApCTBEHHBIX M
MYHHULHMIIANBHBIX YCIIYT B SJIEKTPOHHOM (opMe» (nanee — euHas CUCTeMa HASHTHOHKALIUY
M ayTeHTH(WKAalUWM), ¥ CBEeIeHHH, ONyOIMKOBaHHLIX Ha EmMHOM mopTane, B YacTy,
KacaloleHCs CBEACHHMH, OTCYTCTBYIONIMX B €JUHONW CHCTEME HASHTHOHKALMH U
ayTeHTU(HUKALIHH,

5) BO3MOXHOCTb BepHYTECS Ha IO0O U3 ITANOB 3AMONHEHHS 3IIEKTPOHHOM ¢dhopMbI
3asBJICHUA €3 MOTepU paHee BBeICHHOM HHPOPMALIUH;

6) BO3MOXHOCTE NOCTYIa 3asBHTENS C UCNONB30BaHMEM EIMHOTO moprama K paHee
NIOJIaHHBIM WM 3afBJICHHAM B TE4YEHHE HE MEHee OHHOro roja, a TaKXke YacTUYHO
c(hOopMHPOBAHHEIX 3asBIEHUI B TEYEHHE HE MEHee 3 MeCAIEB.

72. ChopmupoBaHHOE 3asiBlIeHHE B 3JIEKTPOHHOM (hOpMe TOAMUCHIBASTCS 3asBUTENEM
3JI€KTPOHHOM TMOANMCHIO (POCTOH  3NMEKTPOHHOM MOAMHCHIO, JHOO  YCHIEHHOM
KBaTM(ULUMPOBAHHON 3IEKTPOHHOM IOANKMCHIO, TGO YCHIEHHOH HeKBANMM(HIHPOBAHHOM
DJIEKTPOHHOH MOMNHKCHI0) W C IIPUKPEIVIEHHBIMH K HEMY O3JIEKTPOHHBIMM 00pazaMu
AOKYMEHTOB HampaBifeTcs B HHPOPMALMOHHYIO CHCTeMy MUHHCTEPCTBA MOCPENCTBOM
Enwunxoro noprana.

73. MuHucTepcTBO ObecleynBaeT NpHeM 3asBIEHHS B JJIEKTPOHHONK (opMe u
NPUKPEIUICHHBIX K HEMY 3JIEKTPOHHBIX 00pa30B JOKyMEHTOB (3JIEKTPOHHBIX JOKYMEHTOB) U
UX DPErMcTpanuio 6e3 HeoOXOOMMOCTH TMOBTOPHOIO IIPEJCTABICHUS 3asBUTENEM TaKHX
JOKYMEHTOB Ha OyMa)KHOM HOCHTEJIE.

74. Vmnara rocyfapCTBEHHOH NOLUIMHBI W (WJIM) IUIaTHl 3a IPeJOCTaBlICHHE
roCyAapCTBEHHOM YCIIyTH He MPeyCMOTpEHa.

75. IlpreM 1 perdcTpanus 3asaBJIeHHA B DIIEKTPOHHOMN (OpMe U IPUKPEIUIEHHBIX K HEMY
BNIEKTPOHHEIX 00pa3oB JOKYMEHTOB OCYIIECTBIIOTCS B CPOK M B  IOPSIKE,
IPEIyCMOTPEHHOM ITyHKTaMH 38-39 AIMHHUCTPaTHBHOTO perjlaMeHTa.

76. IlpemoctaBneHue rocyJapcTBEHHOH YCIYI'H HAuHMHAETCI C MOMEHTa [pUeMa H
perucTpaiii MUHHCTEpCTBOM 3a8BI€HHS B 3JIEKTPOHHO# (popMe U MIPUKPEIUIEHHBIX K HEMY
3JIEKTPOHHBIX 00pa30B JOKYMEHTOB.

77. IlomydeHue pe3ynbTaTa NpPeAOCTABICHUS TOCYNAPCTBEHHON YCIyrd B (opme
3JIEKTPOHHOIO JTOKYMEHTa OCYILIECTBIAETCA 3asBHUTENIEM C HCHOJIb30BaHHEM JIMYHOTO
kabuHera Ha EnuHOM mopTalne B TeueHHe Cpoka AEHCTBUA pe3ylbTara IpeRoCTaBICHHS
rOCyJIapCTBEHHOH YCITYTH.

78. 3asBUTENHF UMEET BO3MOXXHOCTH TOTyYeHHs HHGOPMALIHUH O XOJIE IIPeI0CTABICHHUS
roCy1apCTBEHHOHN YCIIYTH.

WndpopManuss o Xoae MperocTaBIeHHUs TOCYyJapCTBEHHOH YCIYrH HalpaBiseTcs
3agBUTENIO B CPOK, He IMpeBbImaonii 1 paboduil JeHb mociie 3aBepIeHHs BHITIOTHEHHUS
COOTBETCTBYIOILIETO IeHCTBHS, C HCIONIb30BaHueM cpeacTB EauHoro nmopraina.
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Ilpy  npenocTaBieHMH  TOCYJApCTBEHHOM  yCIyrH WM OCYILIECTBIICHHH
aJMUHUCTPAaTUBHBIX HPOLEAYP B COOTBETCTBUM C IyHKTaMM 58 u 63 Hacrosimero
AJZIMAHHMCTPAaTUBHOTO perjiaMeHTa B 3JIEKTPOHHOM (hopMe 3asBHTEIIO HaIlpPaBJIAIOTCS

1) yBeromMiIeHHE O IpHEeMe U PETHCTPALIMK 3aIIPOCa;

2) yBelOMIICHHE O MOTHBHPOBAaHHOM OTKAa3€ B IIPUEME 3a1poca;

3) yBemomiIeHHE O pe3ynbTarax pPacCMOTPEHHsl HalpaBIEHHBIX JOKYMEHTOB,
HEOOXOAMMBIX IUIs IPEXOCTABIIEHHUS TOCY IaPCTBEHHOM YCIIyTH;

4) yBedOMIIEHHE O BO3MOXHOCTH TOJYYHTh pe3ylbTaT IPeHOCTABIECHHUS
roCy1apCTBEHHOU YCIIyTH;

5) yBeloMIIeHHE O MOTHBHPOBaHHOM OTKa3€ B MPEAOCTABIEHHH YCIYTH;

6) 3aKmoueHHe (pa3pelUTEeNbHbIA JOKYMEHT) [0 MTOraM HCIpPAaBIEHHUS ONEeYaTOK U
(unu) omM6OK B BRIAAHHEIX JOKYMEHTAX;

7) yBeiomiieHHe 06 OTCYTCTBHH OLEYATOK U OMIHOOK B 3aK/IFOYEHHH (pa3pelInTeIbHOM
IOKYMEHTE;

8) TmpemocTaBleHHE CBEJEHHH O KOHKPETHOM 3aK/IIOUEHHUH (pa3peluTeNsHOM
JOKyMEHTE), CBe[IcHHH 00 OTKa3e B BBIAUe 3aKIIOYeHHs (pa3peliUTENbHOIO JOKYMEHTA)
WY TIpeAOoCTaBlieHHe HHGopMalii 00 OTCYTCTBHH 3allpaIlliBAEMBIX CBEICHHUI.

79. 3asBHTENh MOIydYaeT pPe3yNbTaT HPENOCTABICHHS TOCYAAapCTBEHHOM YCIYyI'M B
¢opMe DJIEKTPOHHOTO [OKYMEHTa, HOAMHUCAHHOIO YCHJICHHOH KBaIM(HLUPOBAHHOM
3JIEKTPOHHOM HMOIHCEIO, C HCIIOIB30BaHUEM JINYHOTO KabuHeTa Ha EnquHoM moprade.

IV. ®opMbI KOHTPOJI 32 TPEAOCTABJIEHHEM
rocyAapcTBeHHOH YCJIYTH

IHopsinok ocyuiecTB/IEHUA TEKYLIEro KOHTPOJIA 3a CO0II0AeHHeM
H HCNIOTHEHHEM OTBETCTBEHHbIMH JA0KHOCTHBIMH JIHIAMM TOJIOKEeHH i
AIMHHHCTPATHBHOI'O PerjiaMeHTa H HHbIX HOPMATHBHBIX NPABOBBIX
AKTOB, YCTAHABJIMBAIOLIMX TPeOOBAHHUSA K NPEAOCTABJICHHIO
rocyAapcTBeHHOM yCJIyTH, a TAKKe NPUHATHEM HMH pelieHuil

80. Tekymmii xoHTpoJb 3a COONMIOAEHHEM TMOCIENOBATENLHOCTH JEHCTBUM,
OIIpeIeIeHHBIX aAMUHUCTPATHBHBIMH TIPOLielypaMH IO MpeI0CTaBIeHUIO TOCYJapCTBEHHOI
YCIIYTH, OCYILECTBIIAETCH PYKOBOIUTENEM M HODKHOCTHBIMH JNUIaMM MUHHUCTEPCTBA,
OTBETCTBEHHBIMH 3a OPTaHU3aIHI0 PabOTHI IO MPEeIOCTaBICHUIO FOCY IaPCTBEHHON yCIyTH,
IyTeM TMIPOBelEHHS TMPOBEPOK COOMIOAEHHS M  HCHOJNHEHHS  OTBETCTBEHHBIMH
UCTIOJHHUTEIAMH TIOJOXEHUH AIMHHHUCTPATHBHOTO perjlaMeHTa, HWHBIX HOPMAaTHUBHBIX
npaBoBeIX  akToB  Poccumiickoit  @Denepanuy, a  TaKkKe OpH  NPOBEJCHHH
BHYTPEHHETO ayJHuTa Pe3yIbTATUBHOCTH IPEJOCTABIIEHUs rOCyAapCTBEHHOM yCIyru (aanee
— MPOBEPKa).

81. IlpoBepk IONHOTHI W KayecTBa IPEJOCTABICHUSA TOCYJAPCTBEHHOM YCIYI'H
BKIIIOYAIOT B ce0s NpOBEJEHHE MPOBEPOK, BBIABICHHE M yCTpaHCHHE HapyIIEHUH IpaB
3asBHTENe, paCCMOTPEHME, TMPUHATHE PEIICHUH U IOATOTOBKY OTBETOB Ha OOpalleHMs
3asgBUTENIEH, collepiKallie XanoOsl Ha AelcTBusA (Oe3AelCTBrE) U PELIEHHS JODKHOCTHBIX
L MUHKCTEPCTBA, OTBETCTBEHHBIX 32 MPEIOCTAaBICHUE rOCy JapCTBEHHON YCIIyTH.
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Ilops0K 1 NEPHOAMYHOCTD OCYIECTBICHHS MJIAHOBBIX
H BHEIVIAHOBBIX NPOBEPOK MOJHOTLI H KA4€CTBA NPeJ0CTaABJICHHS
roCyAapCcTBEHHOH YCIIyrd, B TOM 4HC/Ie OPSAAOK H (hopMbI KOHTPOJIs 32 NOJIHOTO# U
Ka1€CTBOM NPEeA0CTAB/IEHUS FOCYAAPCTBEHHON yCIyr

82. IlpoBefeHHe MJIAHOBBIX M BHEILIAHOBBIX NPOBEPOK OCYLIECTBIAETCS B LEJSIX
BBIABJICHHS HapylWIEHHH IOpsAJKa IPEJOCTABIEHUs TOCYAAPCTBEHHOM YCIIYTH, B TOM YHCITE
CBOEBPEMCHHOCTH U IOJIHOTBI PACCMOTpPEHHUs oOpallleHuit 3asBUTelNel, 060CHOBAHHOCTH U
3aKOHHOCTH IIPHHSATHUS 110 HAM PELICHUIL.

83. IlnaHOBBIE MPOBEPKH IOTHOTHI W KayecTBa NPEIOCTaBIIEHUs] TOCYAapCTBEHHOM
yCItyT'r IPOBOAATCS YIIOTHOMOYEHHBIMH JJOJDKHOCTHBIMU JIMIaMH MUHHCTEpCTBA He pexe |
pasa B roj.

84. Exxerozuplit 1aH IpoBepOK yCTaHABIMBAETCS PYKOBOIHTENEM Munucrepctsa.

85. BHeIUIaHOBEIE IPOBEPKH MOJNHOTHI M KA49€CTBA IIPEOCTABICHHS rOCy1apCTBEHHOM
YCIIyr' HPOBOISATCA CTPYKTYPHBIM IOApa3fie/leHHEM MHHHCTEPCTBA, OCYIIECTBIIOLMM
TOCYAapCTBCHHYIO  YCIYTY, C Yy4YacTHEM YHOJHOMOYEHHBIX JOKHOCTHBIX  JIMII
noapasfieNienuii MIHHCTepCTBAa 0 KOHKPETHOMY oOpalieHuio (kanobe) rpaxiaH HiIm
IOPUINYCCKUX JIML Ha pelIeHHs WIH JAehcTBHA (6e3meiicTBHE) JOMKHOCTHBIX JIHII
MuHuCTepCTBa, IPHHATEIE HITH OCYILIECTBIIEHHBIE B XO/I€ PEOCTABICHUS rocyJapCTBEeHHOMH
YCIIYTH.

86. PesynbTaTel npoBepkH oQOpMISIOTCS B (OpMe aKTa M MOATMHUCHIBAIOTCS
YHOTHOMOYEHHBIMH JOJDKHOCTHBIMU JTHIIaMH MUHHCTEPCTBA.

OTBeTCTBEHHOCTD J0ZKHOCTHBIX ML MHHHCTEPCTBA 32 pelieHust
u JericTBus (Ge3neiicTBHE), nPUHHMAaeMble (OCYIIECTB/IsSIeMble) HMH
B X0/l¢ PEAOCTABJIEHUs FOCYAAPCTBEHHOM yCJayru

87. [IlepcoHanbHas OTBETCTBEHHOCTb NO/DKHOCTHBIX JHII MHMHHCTepcTBa 3a
NPENOCTaBICHUE FOCY IapCTBEHHOM YCIyrH 3aKpeNIseTcs B UX AODKHOCTHBIX periaMeHTax
B COOTBETCTBHH C TpeOOBaHUAMM 3aKOHOAaTeNbCcTBa Poccuiickoii Meepanun.

88. MHcnonuurtenb, OTBETCTBEHHEI 32  OCYUIECTBIEHHE COOTBETCTBYIOLIMX
aAMMHHCTPATUBHBIX NpOUEAYP AIMMHHCTPAaTHBHOIO periiaMeHTa, HECEeT IIEPCOHANBHYIO
OTBETCTBEHHOCTb 3a:

1) coorBercTBHE pe3yNbTaTOB PacCMOTPEHMs JIOKYMEHTOB, IpENCTAaBICHHbIX
3asaBUTENIEM, TpeOoBaHMAM 3aKoHoxaTenbcTBa Poceniickoit ®eneparyy;

2) cobnroieHHe CPOKOB U MOPSAIKA PHEMA JOKYMEHTOB;

3) cobmoneHne mopsiaka, B TOM 4YHCIE CPOKOB IPENOCTABIEHHS TOCYHapCTBEHHOM

YCIIYTH.
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IloJ102keHHs, XapaKTepH3YIOLIHe TPeGOBAHUS K MOPSIIKY
H opMaM KOHTPOJIs 32 NPeAOCTABIEHHEM IOCyAAPCTBEHHO
YCJIYTH, B TOM YHCJI€ CO CTOPOHBI IPaXK/IaH,
HX o0beAHHeHnii H opraHu3anuii

89. I'paxnane, WX OObEIUHEHHS W OPraHW3alUU MOTYT (BIpaBe) KOHTPOIHPOBATH
IPENOCTaBICHUE TOCYIApCTBEHHONM YCIYTH TNOCPEACTBOM IONy4YeHHS HH(POPMAIMH IO
Tese()oHy, OTBETOB Ha MUCHMEHHBIE OOpAILEHNs, 110 NEKTPOHHOMN 0YTe, Ha O(HIHAIEHOM
caiite MuHucTepcTBa, Yepe3 EnuHbIi mopTai, ApyruMu 3aKkOHHBIMHE CIIOCOGaMH.

V. locyneOnblii (BHecyaeOHbIH) MOpsKoK 00:xa10BaHus JelicTBAS
pemiennii n neiicTBuii (Oe3nelicrBusi)) MUHHCTEPCTBA, 2 TAKIKE
JAOJKHOCTHBIX Jinll MHHHCTEpPCTBA

HNndopmanns 115 3anHTepecOBAHHBIX JMI 00 HX paBe
Ha JocyaebHoe (BHecyaeOHoe) 00KkaIoBaHHe JeiicTBHH
(Ge3nelicTBHs) M (MJIH) pelIeHHH, IPUHATHIX (OCYIIECTB/IEHHBIX)
B X0/i¢ NIpeJOCTaBJICHHS rOCy1apcTBEeHHOM yCayru
(nasee — xxan06a)

90. 3auaTepecoBaHHBlE JHMIA BOpaBe o0OXaloBaTh [JekicTBHs (Oe3neilicTBUe)
JOJDKHOCTHBIX UL MUHHCTEPCTBA U pEeLICHHUS, IPUHATHIE (OCYIIECTBISEMEIE) HMH B XOJI€
IPEIOCTABIIEHHs I'OCY JapCTBEHHON yCIyTH, B JOCYIeOHOM (BHECYAeOHOM) MOpSIKe.

91. 3auHTEepecoBaHHBIM JMIAM OOecreynBaeTCs BO3MOXKHOCTh HAIPABIIEHHS XKaloO0bl
Ha pemieHus, JAedcTBUS wunu Oe3neiictBue MUHHCTEpCTBA, HODKHOCTHOIO JIHIA
MpunuctepctBa B cooTBeTCTBUM co  cratbeit 11.2  ®emepanpHoro  3akoHa
or 27 wurona 2010 r. Ne 210-®3 u B mnopsake, yCTaHOBIEHHOM IIOCTAHOBJICHHEM
[IpaButensctBa Poccuiickoit ®eneparuu ot 20 HosOps 2012 r. Ne 1198 «O denepansHoii
rocyiapcTBeHHOM MH(OPMAIIMOHHON cHUcTeMe, oOecneynBaloUleil IMpouecc AocyaeOHOro
(BHecymeOHOTrO) OOXKaNoBaHMS pelleHuit u neiicTBuii (Oe3melCcTBHS), COBEPILIEHHBIX IMPH
IIPEeIOCTABIIEHAH TOCYJApCTBEHHBIX M MYHHUIIMIAIBHBIX ycIyr» (Hajiee — MOCTaHOBJICHHE
ITpaBurtensctBa Poccuiickoil ®enepanyu Ne 1 198)10.

92. 3aunTepecoBaHHEIE JIMLAa MOTYT OOPaTUThLCSA C KalloOok, B TOM YHCIE B CIELYIOIINUX
cyJasx:

1) HapylIeHHe CPOK4 PETUCTPALIUH 3asBIICHU,;

2) HapylIeHHe CPOKa MPeAOCTaBIEHUs IoCy 1apCTBEHHON yCIyTH;

3) TpeboBaHHe TNpeACTaBICHUS 3asgBUTENEM JOKYMEHTOB, HE IIPeJyCMOTPEHHBIX
HOPMAaTHBHBIMH MPaBOBHIMH akTamu Poccuiickoi ®enepanuu g NPeAOCTaBICHHA
roCyJJapCTBEeHHOH YCIIYIH;

4) oTka3 B IpHeMe JOKYMEHTOB, IIPEICTAaBICHHE KOTOPHIX IIPELYCMOTPEHO
HOPMATHBHBIMH TIpaBoBbIMH akTaMu Poccmiickoit Peznepauu Uil NPeIOCTABICHHS
roCyJJapCTBEHHOM YCIIYTH;

5) oTka3 B MpeNOCTaBI€HUU T'OCYAAPCTBEHHOH YCIyTH, €CJIM OCHOBAaHHS OTKa3za He
npenyCMOTpeHbl (eiepalbHBIMU 3aKOHAMU M IIPHHATEIMM B COOTBETCTBMU C HUMM MHBIMH
HOPMAaTHUBHBIMH NIPaBOBBIMU akTamu Poccuiickoii Penepanmuy,

10 Co6panue 3akoHopaTenbcTBa Poccuiickoii ®enepattim, 2012, Ne 48, c1. 6706; 2018, Ne 49, ct. 7600.
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6) TpeGoBaHHEe BHECEHHS 3aiBUTENEM NIPH TPEOCTABICHAH TOCYIapCTBEHHOM yCiIyru
TLIATEL, HE NPEyCMOTPEHHOK HOPMAaTHBHEIMU NPaBOBBIMM akTaMu Poccuiickoii deneparu;

7) OTKa3 NOKHOCTHBIX IIMI| B MCIpPABJEHHH JONYLICHHBIX OMNEYaTOK M OLIMGOK B
3aMpalliBacMbIX CBEICHUSX;

8) HapymleHHe CpoKa MIM [OPSAKA BHAAYM JOKYMEHTOB IO pesyJbTatam
NPEeIOCTaBICHHS OCY JaPCTBEHHOM MIIM MyHHLIUIIATBHOM YCyTH;

9) HpHOCTaHOBNEHHE MPENOCTABIEHUS TOCYJAPCTBEHHON YCIYTH, €CIH OCHOBAHMA
NPHOCTAHOBICHUA HE MPEAYCMOTPEHbI (elepanbHBIMH 3aKOHAMH H OPWHSATHIMH B
COOTBETCTBUH C HIMH MHEIMH HOPMaTHBHBIMH IIPaBOBLIMH akTaMu Poccuiickoit Meneparui.

Opransi rocynaperBenHoil BJ1acTH, OpraHn3aliiy H YIIOJITHOMOYEHHbIE
Ha paccMOTPeHHe 2aJio0bl JIHIA, KOTOPBLIM MOXKeT GbITh HANpaBJIeHa
’KaJj100a 3asBUTENINA B A0ocy1eGHOM (BHeCy1e6HOM) nopsaKe

93. B cnyuae ob6xanoBaHust gelcTBUil (Ge3NeHCTBHMA) HOIKHOCTHOTO JIHIA
CTPYKTYPHOTO nonpasjieneHuss MuHHCTepCTBa kajoba MojaeTcss Ha MMs PyKOBOAHTENS
COOTBETCTBYIOIIETO CTPYKTYPHOI'O NoApa3sielieHiss MUHHCTEPCTRA.

B cimydae obxanosanus aedicTBuii (Ge3geiicTBUS) pyKOBOAMTENs CTPYKTYPHOTO
nojpasjiefieHuss MuHHCTepcTBa Jkanoba MomaeTcss Ha HMs 3aMecTHTeNs MHUHHCTpa
3ApaBooxpaHeHus Poccuiickoit ®enepanuy, KypUPYIOIUETO [JaHHOE CTPYKTypHOE
TIOAIpAa3JCNICHHe B COOTBETCTBHH C paclpejeleHUeM o00s3aHHOCTEN, YCTAHOBICHHBIM
npuka3zom MuHuCTepCTBA.

JKanoba wa neficteus (OesmelicTBHe) 3aMecTTenss MHHMCTpa 3paBOOXPAHEHM
Poccuiickoit @epepanuu mojaeTcs Ha HMs Munrnctpa 3apaBooxpaHeHHs PoccHiicKoil
®denepanuuu.

Cnoco0bl HHpOpMHpPOBaHHS 3asiBHTEEH 0 MOPAIKe NOAAYMH
H PACCMOTPEHHS KaJI00b1, B TOM YHCJIe ¢ HCNoab3oBanneM Equnoro
NopTa/a rocyJapcTBEHHBIX H MyHHIHNAJIBHBIX yCIyr (GpyHKIuii)

94. HMudopmupoBaHHE 3aHHTEPECOBAHHBIX JIMI[ O IOPSAAKE MOJA4YH > KAIOOBI
OCYILECTBIIETCS Ha OQHLHATIBHOM caiite MuHucTepCcTBa, Ha EauHoM noprare.

Ilepeuyenb HOPpMATHBHBIX NIPABOBBIX AKTOB, PEryJIHPYIOLIHX HOPAI0K
aocynedHoro (BHecy1e6HOro) 06kaloBaHUA pelieHHi H AeiicTBHIi
(6e3neiicTBHs1) MUHHCTEPCTBA, 3 TAKI)KE €0 A0JKHOCTHBIX JIMIX

95. OTHOLIEHN, BO3HUKAIOIIIKE B CBA3H C JOCYAeOHBIM (BHECYAeOHEIM) 00)KaI0BaHHUEM
pemeHnii u JaeiictBuil (GesmedicTBUA) MuUHHCTEpCTBa, a TaKXKe HODKHOCTHBIX JIMIL
MuHucTepcTBa peryIupyroTcs CleIyroIMMA HOPMaTHBHEIMY NMPAaBOBBIMU aKTaMHU:

1) ®enepansubM 3aKoHOM OT 27 mrosts 2010 r. Ne 210-D3;

2) mnocranoBnenueM IlIpaButensctBa Poccuiickoit ®emepaiun or 16 asrycra
2012 r. Ne 840 «O mopsanke mojadyd U pacCMOTpPEHHs Xano0 Ha pelleHdus W JeHCTBUS
(6e3neiicTBHE) (enepalbHBIX OPraHOB MCIIOJHUTEIBHON BJIACTH W HMX JODKHOCTHEBIX JIMII,
¢benepalibHBIX TOCYHApCTBEHHBIX CIYXXalIMX, OJDKHOCTHBIX JIHI[ TOCYAapCTBEHHBIX
BHeOOKeTHEIX ¢oHgoB Poccmiickoit ®enepaunu, rocyaapCcTBEHHBIX KOPIOpPALHIA,
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HaNCICHHBIX B COOTBETCTBUM C (elepaNbHBIMM 3aKOHAMH MOJHOMOYHSMH IO
TMPENOCTaBIICHUIO IOCYIapCTBEHHBIX YCIYT B YCTAHOBJIEHHOW Cepe IeATENBHOCTH, U UX
AODKHOCTHBIX JIHL, OPraHMU3alli, IIPpeyCMOTPEHHBIX YacThio 1.1 ctathu 16 DenepanbHOro
3aKoHa «O0 opraHM3alMHU MPEeNOCTABIEHUS TOCY JAPCTBEHHbIX 1 MYHHIIMITAIBHBIX YCIIyT», U
MX pabOTHMKOB, a TaKkKe MHOTO(MYHKLHOHATBHBIX IEHTPOB  MpPeNOCTABIICHUS
FOCYAapCTBEHHBIX ¥ MyHULMNIATIBHEIX YCITYT X UX PaGOTHHKOBY»' ! ;

3) mocranonexuem Ipasurenscrsa Poccuiickoit ®enepaunu Ne 1198,

96. [lepeyenr HOPMATHBHBIX MPABOBBIX AKTOB, PErynupylomux nopsaoK A0Cyae0Horo
(BHECYIeGHOTO0) 00XKATOBAHHS el i 1 eHCTBHIA (Ge3neiicTBus) MuHKCTEpCTBa, a TaKKe
€ro NOJDKHOCTHBIX JHL, pasMellaeTcs Ha OoQuIMansHOM caiite MMHMCTEpCTBa B CeTH
«HHTepHeT», B denepanbHOM peectpe, Ha EamnoM moprare.

HHdopmauus, yKazaHHas B HACTOSILIEM pa3jiesie, pa3MellaeTcs Ha oumaIEHOM caiite
Munucrepcrsa B cetu «HHuTepHET», Ha EnuHOM Hopraie u B (enepansHOM peectpe.

MunucTepcTBO  obecrieumMBaeT  pasMelieHHE H aKTyallu3alldl0 CBEJEHUN B
COOTBETCTBYIOLIEM pasfiesie (elepanbHOro peecTpa.

1 Co6panue 3axoHonaTenncTBa Poccuiickoil Denepauun, 2012, Ne 35, ct. 4829; 2018, Ne 25, ct. 3696.
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[Tpunoxenue Ne 1
K AIMHHHCTPATHBHOMY pErJIAMEHTY
Munwcrepcrsa 3apaBooxpanenus
Poccuiickoit @eaepanini o npeaocTapieHHIO
TOCY/IapCTBEHHOM YCIIyTH 10 BbIaue 3aKII049eHHUIA (pa3pelIuTebHBIX
JOKYMEHTOB) Ha BBO3 B Poccuiickyio ®eaepauio KOHKpETHOM MapTHH
3aPErMCTPHPOBAHHBIX U (WIIM) HE3aPErHCTPHPOBAHHBIX JT€KAPCTBEHHBIX
CPEACTB, NpelHa3sHAYEeHHbIX I NPOBEACHHS KIMHHIECKUX
MCC/IeIOBaHHH JIEKAPCTBEHHBIX NPENApaToB, KOHKPETHON MapTHH
HE3aperHCTPHUPOBaHHBIX JIEKAPCTBEHHBIX CPEACTB JUIA POBEICHHA
9KCMEPTH3EL JIEKAPCTBEHHBIX CPEICTB
B LENIAX PETHCTPALMHU M SKCIIEPTU3HI IEKAPCTBEHHBIX CPENCTB,
TIpeIHa3HAYEHHBIX A 00paIeHns Ha o0IIeM PBIHKE JIEKAPCTBEHHBIX
CpencTB B paMKax EBpasHiicKOro 3KOHOMHYECKOTO COI03a H (1K)
Poccuiickoii ®enepanmu, ocymecTBIEHUS rOCY AapCTBEHHOM
PEerucTpaLHy JEKapCTBEHHBIX NPENapaToB, BKIIOUEHHAs
(apmaneBTHYECKO} CYOCTAHLMM B FOCY/1apCTBEHHBIIH peecTp
JIEKaPCTBEHHBIX CPEICTB, KOHKPETHOM MAPTHUH HE3aPETHCTPUPOBAHHBIX
JICKapCTBEHHBIX CPEACTB AJIA OKa3aHUA MEJHLHHCKOM OMOIIHU 110
XU3HCHHBIM MMOKa3aHMAM KOHKPETHOTO NalHeHTa 00 OKa3aHus
MEJHLIHHCKOH IIOMOIIM OTPaHUIEHHOMY KOHTHHIE€HTY NALIMEHTOB C
penxoit 1 (1win) 0co60 TAKEION MaTOIO0THEH,
YTBEPKAEHHOMY NIpHKa3oM MuHuCTepcTBa
3apaBooxpaHeHua Poccuiickoii ®enepaimu

oT g ﬁ( ﬁﬂlﬁ/t‘fﬂﬂ". Ne J& 0y

®opma

3asgBieHHe

JJISL TIOJTy9eHUS pa3pellicHus Ha BBO3 Ha TeppuTopHIio Poccuiickoii @enepanun KOHKPETHOM TapTHH
HE3apEerICTPHPOBAHHOIO JIEKAPCTBEHHOIO Mpemnapara sl OKa3aHusa MEIUIMHCKOM MOMOILH 110
XHU3HEHHBIM [I0Ka3aHUAM KOHKPETHOTO HalHeHTa

HaumenoBanue u ampec
OpraHH3alUH-3aABUTEIA

[lenp  BBO3a
Poccuiickoit
NIEKapCTBEHHOTO Mpernapara

Ha

TEPPUTOPHUIO
Oenepanun

HaumeHnoBanue
npenapata  (ToproBoe u
MEXIYHapOIHOE HEAaTeHTOBAaHHOE)

JIEKapCTBEHHOTO
(wnm)

JlexapctBeHHas dpopma

Jo3upoBKa, KOHIEHTpaIus,

dopma

JICKaAPCTBCHHOTO IIpCTiapata

BBIIYyCKa  (EepBHYHAs  YIAKOBKa,
KOJIMYECTBO B HEPBHYHOH  H
MOTpeOUTELCKON YHaKOBKE,
KOMIUIEKTHOCTb)
HaumenoBanne
OpraHu3aluu - IPOU3BOUTEILS
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7. | CrpaHa npou3BojcTBa
JMeKapCTBEHHOTO NpenapaTa

8. | @amunus, HMs, OTYecTBO (mpH
HaJIMYUM) [aUMeHTa, JaTa POXACHHS,
JlaHHBIE CBHJETENLCTBA O POXIACHUU
HalUeHTa (Cepusi, HOMep, KEM BBITAHO,
Jlata BBIIauM), MAcCHOPTHEIE JaHHBIC
npu JOOCTHXXEHHH [alMEeHTOM
BO3pacTa JUIS 00s13aTeNnBpHOro
NONYYeHHs Macropra (cepus, HOMep,
KeM BBbIJIaH, [aTa BblJayuH)

9. | HammeHoBaHHE U anpec ydpexaeHHs,
B KOTOPOM OKa3bIBaeTCsA MEAULAHCKAS
IOMOIIb

10. | Iunarno3 naugueHTa

11. | KomuuectBo JIEKApCTBEHHOTO
Ipenapara, HeobXxoauMoe JUIst
OKa3aHHd MCIUIMHCKOM  IIOMOIIM
MAIUECHTY

12. | Crpana, u3 KOTOpOIif Oyner
OCYILECTBJIATBCS BBO3 HA TEPPHTOPHUIO
Poccuiickoit ®enepanyu

13. | Cmoco6 BBO3a Ha  TEPPUTOPHIO
Poccuiickoit ®denepanuu
JIEKapCTBEHHOTO IIpenapara

14. | Jlata mpeamosiaraeMoro BBO3a Ha
Teppuropuro Poccuiickoii ®eaeparuu
JIEKapCTBEHHOT'O Mpenapara

IIpunaraemMmoble ToKyMeHTBI:

YnonaoMoueHHOE JIUIO

(HOMKHOCTE, paMuIHs, UM, OTIECTBO (TIPH HAIMYKH ), TIO/ITHCE)

MecTto neyaru
(nara) (1pu HanM4MM)
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ITpunoxenue Ne 2
K AZIMMHMCTPAaTHBHOMY PELJIAMEHTY
MunucTepcTBa 31paBoOXpaHeHUS
Poccuiickoit Qenepauuu no npenocTaBieHMIo
TOCYNapCTBEHHOM yCIIyT 10 BBIAAYE 3aKII0UEHMI (pa3pellHTeIbHbIX
NOKYMEHTOB) Ha BBO3 B Poccuiickyio ®eepanmio KOHKpeTHON TapTHH
3apErHCTPUPOBAHHBIX M (WJIM) HE3APETHCTPHPOBAHHEIX JIEKAPCTBEHHBIX
CPEACTB, NpeIHa3HAYEHHBIX I NPOBEACHHS KINHAIECKHAX
HCCIIeIOBAaHHH JIEKapCTBEHHBIX MPENapaToB, KOHKPETHOMN MapTHH
HE3apeTUCTPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB IS IIPOBEACHHA
3KCMEPTU3BI IEKAPCTBEHHBIX CPEJICTR
B LIEJIAX PETHCTPALMH M SKCIIEPTH3EI ISKAPCTBEHHRIX CPENCTB,
NpeIHa3HAYeHHbIX [T 00pameHus Ha OGLIEM PHIHKE JIEKAPCTBEHHBIX
CpeAcTB B paMKax EBpasuiickoro 3k0HOMIYeckoro corosa u (Win)
Poccuiickoit Denepanm, ocyllecTBIeHHs rocy1apCTBEHHON
PEruCTpalMy JIEKApCTBEHHBIX NIPENAPaToB, BKIIOYEHHS
hapMaueBTHIECKO# CYGCTAHLIMU B TOCY 1aPCTBEHHbIH peecTp
JIEKApCTBCHHBIX CPEJICTB, KOHKPETHOM NMapTHH He3apeTHCTPHPOBAHHEIX
JICKapCTBEHHBIX CPE/ICTB I OKa3aHHS MEAMLMHCKOM OMOIIY O
XKHM3HEHHBIM TOKa3aHUAM KOHKPETHOTO MallMeHTa IH60 OKa3aHHA
MEIUIMHCKON MOMOIIK OTPAHHIEHHOMY KOHTHHTEHTY NTALMEHTOB C
penkoi u (1win) 0co60 THKENoi naTonorueii,
YTBepXXIeHHOMY IPHKa3oM MHuHKCTepcTBA
3apaBooxpanenus Poccuiickoit ®enepanun

oT «é’f)qé;gﬂr,g 283 Ne F 60 17

®opma

3anB/IcHHE
Ayt NOJTy4CHUs pa3pelieHus Ha BBO3 Ha TeppuTopuio Poccuiickoit destepauyu KORKPETHO#H apTHH
HE3apErHCTPUPOBAHHOTO JIEKAPCTBEHHOTO TIperiapara s OKa3aHUs MEIUIMHCKON TOMOIIH
OrpaHM4E€HHOMY KOHTHHIEHTY HAaMEHTOB C peaKoil U (WiIM) 0cobo TSxKeNoi maroorueit

HanmeHnoBanue u ajipec
OpraHU3aluu-3aIBUTEIISA

Ilene BBO3a HAa  TEPPHUTOPHIO
Poccuiickoit ®denepanun
JIEKapCTBEHHOTO Tperapara

Homep m nmara axra IlpaButenncrBa
Poccuiickoii Oenepanun BO
HCIIOJIHEHHE KOTOpOTO
OCYIIECTBJISETCS BBO3

HanmenoBanue JIEKapCTBEHHOTO
npenapara  (topropoe u  (WIH)
MEXIyHapOJAHOE HEIIaTEHTOBAHHOE)

JlexapcTBeHHas dopma

Jlo3upoBka, KoHIEHTpauus, ¢opma
BBIITyCKa  (MEpBUYHAs  yMaKOBKa,
KOJIMYECTBO B IEPBUYHOH |
MOTPEeOHTETECKOH YIIaKOBKE,
KOMIUIEKTHOCTB)




7. | 3aboneBaHue (COCTOSHKE) NAIMEHTOB,
JUIL  OrPaHMYEHHOr0 KOHTHHIE€HTA
KOTOPEIX BBO3HMTCS JIEKapCTBEHHBIMH
npernapar

8. HanmMenoBanue
OpraHM3aluf - IIPOU3BOTUTENIA
JIEKapCTBEHHOTO Npenapara

9. | Crpana npoun3sBojicTBa
JIEKapCTBEHHOTO Ipenapara

10. | KomrvectBo JIEKAPCTBEHHOTO
npenapara, Heobxonumoe h10) ¢
OKa3aHHs1 MEANIUHCKOH HOMOIIM

11. | Crpana, u3 KOTOpOif Oyner
OCYIICCTBIIATLCS BBO3 HA TEPPUTOPHIO
Poccuiickoit ®enepanyn

12. | Cnoco6 BBO3a Ha  TEPPUTOPHIO
Poccwuiickoit ®Oeneparun
JIEKapCTBEHHOTO Tpenapara

13. | Jara mpeamomaraeMoro BBO3a Ha
TeppuTopHio Poccuiickoit deaepanuu
JIEKapCTBEHHOT O NIpenapara

IIpnnaraemble JOKYMEHTBI:

VY1oirHOMO4YeHHOE JIULIO

(OOJDKHOCTB, (paMUIIHS, UM, OTYECTBO (IIPH HAJIMYMH), IIOJIIUCH)

Mecto neyatu
(nara) (ipn HaTMYwH)
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Ilpunoxenue Ne 3
K AZIMMHHCTPaTHBHOMY PETIIAMEHTY
MunucTepcTsa 3apaBooxpaneHus
Poccuiickoii depepawuu no npeaocTaBieHuo
FOCYapCTBEHHON YCIYIH 1O BhIaye 3aKIIOYEHUH (pa3pellnTebHbIX
JIOKYMEHTOB) Ha BB03 B Poccuiickyro ®eneparo KOHKPETHOH MapTiu
3apETUCTPUPOBAHHEIX M (MJIM) HE3APETHCTPUPOBAHHBIX JIEKAPCTBEHHBIX
CpeNCTB, NpeIHa3HAYEHHBIX AJIS MPOBEACHNA KIHHHIECKHUX
HCCIIeIOBaHUH JIEKapCTBEHHBIX MPENapaToB, KOHKPETHOH MapTHH
He3aperucTpUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB I IPOBEICHAT
SKCINEPTHU3LI IEKAPCTBEHHBIX CPEICTB
B IEJIAX PETHCTPALIHH H SKCIIEPTH3EI IEKAPCTBEHHBIX CPEICTB,
NpeNHa3HAYEeHHBIX MU 0OpalueHys Ha o0IIeM PhIHKe JIEKapCTBEHHBIX
CPEACTB B paMKaX EBpasuickoro 3KOHOMHYECKOTO cOk3a 1 (HITH)
Poccuiickoii ®enepanmu, ocyiecTBeHHs OCY JapCTBEHHOIM
PErHCTPALHUY JICKAPCTBEHHBIX NPENapaToB, BKIIOYEHUS
(hapmaueBTHIECKO# CyGCTaHUMK B rOCY IapCTBEHHBIH peecTtp
TeKapCTBCHHBIX CPE/ICTB, KOHKPETHOM [IAPTHH He3aperuCTPUpPOBAaHHBIX
JIEKapCTBEHHBIX CPEACTB I OKa3aHUsl MEAMLIUHCKOM MTOMOIIH [0
AKHM3HCHHBIM NMOKa3aHUAM KOHKPETHOTO Mal[MeHTa TH60 oKazaHus
MEIULMHCKOMH NOMOILM OrPaHHYEHHOMY KOHTHHI€HTY NMAIHEHTOB C
penxoit u (M) 0co60 THKENON naTosoruei,
YTBEPKICHHOMY NpHKa3oM MuHucTepcTBa
3apaBooxpanenus Poccuiickoii ®epeparyn

4 e 2. Ne Y
or @ﬁ?m{ufmq 2370 Ne P01t

®opma

3asBiaenne

A OTYHMEHUs pa3pelieHus Ha BBO3 Ha Tepputopuio Poccuitckoii Penepaunn KOHKpETHOM mapTHy

IIapTHH 3apETUCTPHPOBAHHBIX U (I/IJ'II/I) HE3apCrUCTPHPOBAHHEBIX JICKAPCTBEHHEIX CpCaCTB,
OpCIHA3SHAYCHHBIX 1A IIPOBEACHUS KIIMHHYECKUX HCCIICIOBAaHWI JICKAPpCTBCHHEBIX MIpErnaparoB

HanmeHoBanue 1 ajpec
OpraHu3aluH-3asBHTENS

Ilenb  BBO3a Ha  TEPPUTOPHIO
Poccuiickoit Denepanuu
JIEKapCTBEHHOTO IIpenapara

Mara, HoMep paspemeHHs Ha

NMPOBCACHHUE KIIHHHUYCCKOIro
HCCJIENOBaHnsl, HOMEP HAaHMCHOBaHHE
IIPOTOKOJIa KIIHHHYCCKOro
HCCJIEAOBAHUA

HaumenoBanue JICKaPCTBEHHOTI'O

mpenapara  (ToproBoe H  (WIIH)
MEKAYHAPOAHOE HETIaTeHTOBAHHOE)

JlekapcTBennas gopma

Jlo3upoBka, KoHUeHTpauus, ¢opmMa
BBIITycKa  (MEpBHYHAA  yNaKOBKa,
KOJIMYECTBO B IEPBHYHOH W
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HOTPEOUTENBCKOM yTIaKOBKe,
KOMILUIEKTHOCTB)

7. Hanmeuosanue
OpraHu3ali{ - [IPOU3BOJUTEIA
JICKapCTBEHHOTO IIpenapara

8. | Crpana mpousBozcTa
JIEKapCTBEHHOTO Ipenapara

9. KomuectBo BBO3HMOI'0O
JIEKapCTBEHHOTO Mpenapara

10. | Crpamna, u3 KOTOpO# Oyzaer
OCYILECTBJIATELCS BBO3 HA TEPPHUTOPHUIO
Poccniickoit ®enepanyu

11. | Cmoco6 BBO3a Ha TEPPHTOPHIO
Poccuiickoit ®eneparun
JICKapCTBEHHOTO IIpenapara

12. | Jlata mpeamojiaraeMoro BBO3a Ha
TeppuTopuro Poccuiickoit depepanun
JIEKapCTBEHHOTO Mpenapara

Hpuﬂaraemue AOKYMEHTDI:

YnonaoModeHHOE THLIO

(ZOIDKHOCTB, haMMITHS, MM, OTYECTBO (IIPH HATHYHH), IOIHCE)

Mecto neyaru
(mata) (npu HamMuwMn)




Ipunoxenue Ne 4
K AZIMHHHCTPAaTHBHOMY DeTJIAMEHTY
MunncTepcTBa 30paBooXpaHeHIA
Poccwuiickoii Penepauun no npenocTaBieHmo
TOCYAapCTBEHHOM YCIYIH 10 BBIAAYE 3aKITIOYEHHI (Pa3pelnTebHBIX
JIOKyMEHTOB) Ha BB03 B Pocchiickyro eziepauuio KOHKpETHOI NnapTun
3apErMCTPHPOBAHHBIX U (MJIK) HE3APErHCTPHPOBAHHBIX J1EKAPCTBEHHBIX
CPEACTB, MpeAHa3HAYECHHBIX I NIPOBEAEHHS KIMHUYECKHX
HMCCIIEI0BAHNH JIEKAPCTBEHHBIX NMPENapaToB, KOHKPETHOMN NapTHH
HE3apEruCTPHPOBAHHEIX JIEKAPCTBEHHBIX CPEACTB LIS POBEACHHUS
IKCMIEPTU3BI IEKAPCTBEHHBIX CPEICTR
B LEJIAX PeTHCTPALMM M 3KCIIEPTU3b! JIEKAPCTBEHHBIX CPEJICTB,
NpeHa3HaYeHHBIX [UTs 00palleHus Ha 0611eM PBIHKE JIEKapCTBEHHBIX
CpencTs B paMKax EBpasuiickoro 3KOHOMHIECKOTO COr03a U (HJIH)
Poccuiickoli @enepanun, ocymecTBIEHUs TOCY AapCTBEHHOM
PETUCTPALIHH JIEKAPCTBEHHBIX NPENapaToB, BKIIOYEHHUS
(papmanieBTHYECKO# CYGCTAHIMH B TOCYIapCTBEHHbIH peecTp
JIeKapCTBEHHBIX CPEACTB, KOHKPETHOM NAPTHH He3aperHCTPUPOBAHHbIX
JIEKapCTBEHHBIX CPEACTB AJIA OKA3aHUA MeIUIMHCKOM HOMOLIY 110
XKU3HEHHBIM MOKa3aHUAM KOHKPETHOTO MalMeHTa TM60 OKa3aHus
MEIUIMHCKO# MOMOIIHM OTPAHHISHHOMY KOHTHHIEHTY TALEHTOB C
penkoi u (1K) 0co60 THKENOM MaTonoTHel,
YTBEPXKIESHHOMY NpHKa3oM MuHHcTepcTBa
sapaBooxpanenuss Poccuiickoit @epepanun

oT «5»4[4#'( v L0AT. Ne X £0y

®opma

3agBienne

AJIS TIOYYEHHUs pa3pelcHHs Ha BBO3 Ha TeppuTopuio Poccuiickoit Genepanuy KOHKpETHOM napTuu
HE3apEruCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB UL IPOBEACHHS SKCIIEPTU3HI JIEKAPCTBEHHBIX CPEICTB B

HEJBIX pErucCTpalui ¥ SKCIIEPTU3BI JICKAPCTBCHHBIX CPEJCTB, IPeJHa3HAUYCHHBIX

Ay oGpallieHHs Ha o6IIeM PHIHKE JIEKAPCTBEHHBIX CPEICTB B paMKkax EBpasHiicKOro SKOHOMHYECKOTO
coro3a 1 (1) Poccuiickoii ®esiepanuy, ocymecTBICHHS FOCY JAPCTBEHHON PETHCTPALMH IEKAPCTBEHHBIX
IpenaparoB, BKIOYEHHs (papMalieBTUYECKOH CyOCTaHIMH B TOCYIapPCTBEHHBIH PEECTp TeKapCTBEHHBIX

CpencTB

HanmenoBanue u agpec
OpraHmu3anuu-3asBUTENIA

Ilenr  BBO3a Ha  TEPPUTOPHIO
Poccwuiickoit ®denepaunn
JICKapCTBEHHOTO  Iperapara WM

(hapMarieBTHIECKOM CyOCTaHIUN

HanmenoBanue JIEKapCTBEHHOTO
mpenapara  (Topropoe M (WIH)
MEXAYHAPOAHOE HEIATEHTOBAHHOE)

JlexapcTBenHas ¢hopma

KOHLIEHTpauus, ¢opma
(mepBuuHas  ymaKoBKa,
[IEpBUYHON  H

Jlo3upoBka,
BBIITyCKa
KOJIMYECTBO B
nMoTpeOuTENBCKON
KOMILIEKTHOCTbD)

yIaKOBKe,




6 HaumenoBanue
OpraHu3aluu - MIPOU3BOIUTENS
JIEKapCTBEHHOTO IIpernapara

7 Crpana npousBojicTBa
JIEKapCTBEHHOTO penapara

8 KomnuectBo BBO3HMOTI'O
JIEKapCTBEHHOTO Ipenapara

9 Crpana, u3 KOTOpO# Oyxaer
OCYIECTBJIATBCS BBO3 HA TEPPHUTOPHUIO
Poccuiickoit ®enepanyu

10 | Cooco6 BBO3a Ha  TEPPHUTOPHIO
Poccuiickoit Oenepanun
JEKapCTBEHHOIO  IpemapaTa  MJH
(apMaleBTHYECKOM CyOCTaHIIAK

11 | Hara mpeamomaraeMoro BBO3a Ha
TepputopHio Poccuiickoit denepanuun
JEKapCTBEHHOTO  Mpemapara  MJIH
(bapMmaneBTHYECKOH CyOCTaHIMK

HpmlaraeMble AOKYMEHTDBI:

YnoiaHoMOYeHHOE THIIO

(TOIDKHOCTB, (haMHITHS, MMS, OTYECTBO (IIPH HATHYMH), HO/IIHCE)

MecTo neuyaru
(nara) (npn HanMuwnw)
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ITpunoxenue Ne 5
K AZIMMHHCTPATHBHOMY PETJIAMEHTY
MunuCcTEpCTBa 30paBOOXpaHEHNA
Poccuiickoii ®enepanuu no npenocTaBneHuo
TOCYAapCTBEHHOH YCIYIH 10 BbIIAYe 3aKIIOUEHHH (Pa3pellHTeNbHbIX
IOKYMEHTOB) Ha BB03 B Poccuiickyro ®eaepanuo KOHKpETHOH mapTuu
3apETUCTPUPOBAHHEIX M (MIIH) HE3APETHCTPHPOBAHHBIX JIEKAPCTREHHBIX
CpPEICTB, peIHa3HAYCHHBIX /I NPOBEISHUA KIMHHIECKHX
HMCCIIE10BAHMH JIEKaPCTBEHHBIX PENapaToB, KOHKPETHOM MapTHy
He3apEruCTPHPOBAHHBIX IEKAPCTBEHHBIX CPEACTB I POBEACHHA
9KCHEPTH3EI JIEKAPCTBEHHEIX CPEICTB
B LIeJIAX PETHCTPALNK U SKCIIEPTH3EI JICKAPCTBEHHBIX CPEACTB,
TIpe IHa3HaYeHHBIX 1 0GpameHus Ha o0IIeM PhIHKe JIeKapCTBEHHBIX
CPeACTB B paMKaX EBpasuiickoro 5kOHOMHYECKOTo coro3a 1 (HTH)
Poccwuiickoii ®enepauuu, ocymecTBieHus rocy1apCTBEHHOI
PErHCTpaLiH JIEKAPCTBEHHBIX MPEMAapaToB, BKITIOYECHHS
(apManeBTHYECKO} CYGCTaHLMK B rOCYIAPCTBEHHBIH peecTp
JICKApCTBEHHBIX CPEACTB, KOHKPETHOM HApTHH HE3apeTHCTPHPOBAHHBIX
JICKapCTBEHHBIX CPEACTB /11 OKAa3aHUA MEIULHHCKOH IOMOLIM 10
KH3HEHHBIM MOKa3aHUAM KOHKPETHOTO MalMeHTa IN60 OKa3aHus
MeHLHMHCKOH NOMOILY OTPaHHYEHHOMY KOHTHHI€HTY MALMEHTOR C
penkoit u (MnH) 0co60 THKEI0M naTonoruei,
YTBEPXKICHHOMY NpHKa3oM MuHHCTepCTBa
3apaBooxpanenus Poccuiickoit @epepanun

ot <91{»qg§mr. Ne BPCyw

®opma

3amnpoc o mpeoCTaBIEHHH CBEIEHHH 0 KOHKPETHOM 3aKIFOUCHUH
(PaspemmTenbHOM TOKYMEHTE) Ha BBO3 B Poccumiickyro deepaliuio KOHKPETHOH HapTHH
3apErHCTPHPOBAHHBIX ¥ (MJIM) HE3aPETHCTPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB, TIPEAHA3HAYEHHDIX TS
IIPOBEJICHUA KITMHHYECKUX HCCIIEIOBAHMH JIEKAPCTBEHHMIX MPENapaToB, KOHKPETHOM MapTHH
HE3apErUCTPUPOBAHHLIX JIEKAPCTBEHHBIX CPEICTB IS IPOBEICHHS SKCIICPTU3bL JIEKAPCTBEHHBIX CPECTB B
IEJIAX PETUCTPAlMU 1 SKCIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB, NPpeAHa3HaYeHHbIX 1 0OpaleHus Ha 00meM
PBIHKE JIEKApPCTBEHHBIX CPEJCTB B pamKax EBpasuiickoro skoHoMH4ecKoro coro3a u (uim) Poccuiickoit
®eepaiyu, OCyIECTBICHHS TOCY JaPCTBEHHOM PErHCTPalliH JIeKapCTBEHHBIX IPENApaToB, BKIFOYCHHS
thapmaneBTIIECKOH CYOCTAHIMM B OCYIapCTBEHHBIH PEECTp JIEKAPCTBEHHBIX CPEICTB, KOHKPETHOM
HapTUN HE3aPETHCTPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB I OKa3aHHUs MEAULUHCKOM TIOMOIIH 10
KM3HEHHBIM NIOKA3aHUAM KOHKPETHOTO MAalMenTa U060 OKa3aHHsd MEIUIHUHCKOMN IIOMOIIHM OTPaHMIEHHOMY
KOHTHHIEHTY ALIUEHTOB ¢ peAKoii U (WIH) 0co00 THKEIOH aToorueit

IIpoury mpenocTaBUTh M3 peecTpa BBIIAHHBIX 3aKIIOUEHMI, pemieHHil 06 OoTKase B BhIIaue
3aKJIIOYCHUH CBEJICHUS B OTHOIICHUH

(YKa3bIBAIOTCA CBEICHHS O 3aKMIOYEHHH (Pa3peIlUTEILHOM JOKYMEHTE) Ha BBO3 (BBIBO3)
OHOJIOTHYECKUX MaTePHANIOB, IIOJTyYEHHBIX MIPH MPOBEAEHUH KIHHAYECKOTO HCCIICIOBAHMU
JNIEKapCTBEHHOTO Npernapara Ui MEJUIUHCKOTO IIPUMEHEHH)

1 3asgBUTEND - FOPUANIECKOE JIUIIO:

1.1 |IlomHOE HaMMEHOBaHUE FOPUIUIECKOTO JIUIIA
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1.2 |AnentuduxannoHHbI HOMEP HANOTOITATEBITNKA (UHH)
WA  OCHOBHOH [OCYHNapCTBEHHBI PETHCTPAllMOHHBIH
Homep (OI'PH)

1.3 |IlouroBEIit anpec I0pUAMIECKOTO THNA (IIOYTOBbII HUHJEKC,
HanMmeHoBaHHe cybbekTa Poccuiickoit ®enepanun, paiiona,
HaCe/ICHHOT0 MYHKTa, YJIHWIB, HOMEp JoMa (BIaleHH:d),
Kopriyca (CTpoeHHsT), KBapTUPHI (0duca)

2 damusms, UM, OTYECTBO (npn HaJIN4YMH)
YTIOJTHOMOYEHHOTO TIPEICTABUTENS

2.1 | JIoMmKHOCTH YIIOTHOMOYEHHOTO [peJCTaBUTENS

2.2 | Anpec 3meKTpOHHOM MOUTHI

2.3 |Homep koHTakTHOro TenedoHa (YKa3bIBacTCS C KOJOM
MEXIYTOPOJHEH CBS3H) - TI0 JKENAHUIO 3aIBUTENS

3 |Paspemenue Ha NpoBejeHHE KIMHMYECKOTO HCCIIEIOBAHMS
(HOMep u nara)

4 Haunmenosanue JIEKAPCTBEHHOT O IIpemnapara JJIA
MCIALUHCKOI'O MPUMCHEHHUS

5 HOMep H HaWMEHOBAHHUE IIPOTOKOJA KIUHHUYECCKOIO
HCCIICHOBaHUS

YnonaoModenHoe JIULO

(ZOMKHOCTE, GaMUINHUS, MM, OTYECTBO (IIPH HAJTHYHH), HOIIIHCH)

MecTo neyaru
(mara) (ipu HaNTHYHH)




