006 yTBep>XaeHun AGMUHUCTPATUBHOIO perjlaMeHTa
depepancHOM CNy>XXObI N0 Hap30py B cchepe 34paBOOXPaHEHUSA
Nno NpenocCcTaBJIEHUIO roCyAapCTBEHHOM YCJIYIruU No Bblgaye
pa3pelueHus Ha BBOA, B rpa>kaaHCKuMn obopoTt B Poccunckon
depepaumm cepum UM NapTMM UMMYHOOMONOrMYECKoro
JiIeKapCTBEHHOro npenapara

Mpukas - Ne 5721 - o1 07.07.2020 - ®enepanbHasg cny>xba no Hag3opy B chepe 34paBOOXPaHEHNs - [lencTByeT C
N3MEHEeHNAMU

®ENEPAJTIbBHASA CITY)KBA MO HAL3O0PY B COEPE 3IPABOOXPAHEHWA
MPNKA3
MOCKBA

7 nionsa 2020 r. Ne 5721

06 yTBEpXAEHNN ALMUHNCTPATUBHOIO pernameHTa PenepaibHon cnyx6bl Mo Haf30py B chepe
3[1paBOOXPAHEHNs Mo NPefoCTaBEHMIO rOCYJapCTBEHHON YCYrA MO BblAayve pa3peLleHns Ha BBOA B
rpaxkaaHckuin obopoT B Poccuirckoit Gepepaumm cepum nam napTum MMMyHOBMONOrnYeckoro
NeKapCTBEHHOro MpenapaTa

3apeructpuposaH MuHtiocTom Poccum 6 okTabpsa 2020 r.
PernctpaunoHHbin Ne 60267

B cooTBeTCTBUM C DepepanbHbIM 3akoHOM OT 27 mntona 2010 r. Ne 210-®3 "0O6 opraHusaumm
NpenoCTaBNEeHNS rOCYAapCTBEHHbLIX U MyHUUMManbHbIX ycnyr" (CobpaHue 3akoHOAaTeNbCTBa PoCCMICKOM
®epepaumm, 2010, Ne 31, cT. 4179; OcbmuManbHbI MHTEPHET-NOPTaN NPaBoOBON MHGOPMaLLMK
http://www.pravo.gov.ru, 31.07.2020), nocTtaHoBsieHneM lMpasuTenscTBa Poccuinckon ®epepaumm ot 26
HoA6ps 2019 r. Ne 1510 "O nopagke BBOAA B rpaXkAaHCKUA 060pOT NeKapCTBEHHbLIX NpenapaToB As
MeguunHckoro npumeHenunsa" (CobpaHne 3akoHogaTenbCcTBa Poccunckon ®epepauum, 2019, Ne 48, cT.
6852), noctaHoBneHueM lNpaBuTenscTBa Poccuiickon ®epepaumm ot 16 mad 2011 r. Ne 373 "O pa3paboTke
N yTBEPXXAEHWUN aMUHUCTPATUBHBIX PerjiaMeHTOB OCYLLECTBIEHNA FOCYLapCTBEHHOr0 KOHTPOS
(Hazg30pa) N aAMWHUCTPATUBHBIX PErn1aMeHTOB NpefoCTaB/eHNs rocy4apCTBeHHbIX ycnyr" (CobpaHue
3aKoHogaTenbCcTBa Poccuinckon ®epepaunmm, 2011, Ne 22, cT. 3169; 2018, Ne 46, cT. 7050), NOANYHKTOM
5.4(1).7 NonoxxeHunsa o PegepanbHoi cnyxbe No Hag30py B chepe 3paBOOXPaHEHMNS, YTBEPXKAEHHOI O
noctaHoBsieHneM MpaBuTenscTBa Poccunckon ®epepaumm ot 30 noHa 2004 r. Ne 323 (CobpaHue
3aKoHozaTenbcTBa Poccuinckon ®egepaumm, 2004, Ne 28, c1. 2900; 2020, Ne 25, cT. 3910) npuka3sbisato:
YTBEPAUTL Npunaraemblii ADMUHUCTPATUBHLIN pernamMmeHT PenepasibHON Cyx6bl MO Haa3opy B chepe
3[paBOOXpPaHEHNs Mo NPefoCTaBAEHNIO rOCYAapCTBEHHON YCAYri MO Bblavye pa3peLleHns Ha BBOJ, B
rpakaaHckun obopoT B Poccuinckon ®epepaumm cepun am napTum MMMyHobMoN0rM4eckoro
JleKapCTBEHHOr o npenaparTa.

PykoeoaunTtens A.B.Camonosa
YTBepxaeH

npvkasom ®egepanbHon ciayxbbl

no HaA30py B chepe 34paBoOOXpPaHEHUS
oT 7 nonia 2020 r. Ne 5721

AIMUHUCTPATUBHBIA pernaMeHT
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®enepanbHON cnyx6bl Mo Haa30py B chepe 34PaBOOXPaHEHMS MO NPeAOCTaBAEHNIO FrOCY4apCTBEHHO
yC/Iyrii Mo BblAaye paspelleHns Ha BBOJ B rpaXKAaHCKuin 060poT B Poccuitckoi denepaunm cepum nim
napTum NMMYHOBKONOrMYECKOro IEKAPCTBEHHOrO NpenapaTa

|. ObLWwme NoNoXKeHns
MNpenmeT perynnposaHng AGDMUHUCTPATUBHOIO perjiaMeHTa

1. ADMUHUCTPaTUBHbLIA pernameHT ®efepanbHon cyx6bl N0 HaA30py B chepe 34pPaBOOXPaHEHNS MO
NpeaoCcTaBNEHNIO FOCYAAaPCTBEHHON YCYT MO BblAa4ye pa3peLleHns Ha BBOJ B rpakAaHCcKnin 0bopoT B
Poccuinckon ®epepaumm cepun Wav napTum MMMyHobroN0rMyeckoro eKapCTBEHHOro nNpenapaTa (ganee
COOTBETCTBEHHO - AOMUHUCTPATUBHbBIA PEraMeHT, rocyfapCTBEHHAsA yCayra) yCTaHaBAMBaEeT CPOKMN 1
nociiefoBaTeNbHOCTb aIMUHUCTPATUBHbLIX Npoueayp (aencteunin) PepgepansHon cnyxbbl Mo Haa3opy B
cthepe 3apaBooxpaHeHus (ganee - PocagpaBHag30p), NOPSLOK B3aUMOAENCTBUSA MEXAY CTPYKTYPHbLIMU
nogpasgeneHnsamm PocsgpaBHag3opa, ero 4O/MKHOCTHLIMY MLAMK, @ Takxxe B3auMOLEeNCTBUS
Poc3apaBHag3opa C 3a9BUTENAMU, UHbIMW OpraHaMmn rocyaapCTBEHHOW BAACTU 1 OpraHaMn MeCcTHOro
camMoynpaBfieHns, opraHM3aumnsaMm npu npeaocTaBaeHn rocyLapCTBEHHON YCIYTI.

Kpyr 3assutenen

2. 3asBNTENSAMUN Ha NPefoCTaB/eHNe roCyAapCTBEHHON YCAYri (fanee - 3a9BUTENN) ABAAIOTCS:

1) opraHusaums, oCyLWecTBASALLAA NPOM3BOACTBO MMMYHOBMONOrMYeCcKoro npenapata B Poccuinckon
depepaumu;

2) opraHu3auums, ocyLecTBASIOWas BBO3 MMMYHOBMONOrMYeCKOro N1eKapCTBEHHOrO NpenapaTa B
Poccuinckyto ®epepaumio.

TpeboBaHMA K MOPSALAKY UHOPMUPOBAHMNS
0 NpefoCTaBAeHNN roCyAapCTBEHHON yCayru

3. HhopMupoBaHme 0 nopsake NpefoCcTaBAeHUSA FOCyapCTBEHHON YCAYri OCYLLEeCTBASETCS:

Ha ouumanbHoM cante Poc3apaBHag3opa B MHPOPMALMOHHO-TENIEKOMMYHUKALMOHHON ceTu "UHTepHeT"
(nanee - ceTb "UHTepHeT");

Ha ouuManbHOM CanTe B pefepasibHON rocyaapCTBEHHON NH(OPMALMOHHON cucTemMe "EANHBLIN nopTan
roCyLapCTBEHHbIX U MyHULMNaAbHbLIX yCAyr" (aanee - EQUHLIA nopTan);

B hefepanbHOM roCyaapCTBEHHON MH(OPMaLNOHHON cucTeme "®efepalibHbli PEeCTp FroCyaapCTBEHHbIX
ycnyr (yHkumin)" (panee - heaepansHbii peecTp);

Ha MH(OPMALMOHHBIX CTEHAAX B MOMELLEHNM NPUeMHoN no paboTe ¢ obpalleHnaMmn rpaxxaaH
Poc3ppaBHansopa;

no HoMepaMm TesnleOoHOB A/ CMPaBOK.

4. CnpaBo4yHas MHGopMaLma no BonpocaM npefocTaBieHns rocy4japCTBEHHON yCAyru pasMeLlaeTcs:

Ha oML ManbLHOM CalnTe Poc3apaBHaL30pa;

Ha EanHom nopTtane;

B (benepanbHOM peecTpe;

Ha MH(OPMALMOHHbIX CTEHAAX B MOMELLEHNN NpueMHon nNo paboTe ¢ obpalleHnsMm rparkaaH.
CnpaBo4yHas nHgpopmaLna NpefoCcTaBaAseTCa JO/PKHOCTHBIMU AnuaMy PocsgpaBHa3opa no TenedoHy, Ha
JINYHOM NpueMe 3a8BUTENS UK MUCbMEHHO NMOYTOBLIM OTNPaBieHneM MO0 3NeKTPOHHLIM coobLieHneM no
agpecy, yKazaHHOMY 3asaBuUTesieM.

5. CnpaBo4Haa nHGopMaLma BKIKOYAET CBEAEHNS 0 MeCTe HaxoxXAeHus, rpaduke paboTbl, CNPaBOYHbIX
TenegoHax, HoMmepe TenedoHa-uHopmaTopa, agpecax ohnLNaNbLHOro canTa, NEKTPOHHOW NOYThI U (1an)
opmbl 0bpaTHON cBA3M C Poc3apaBHaa30poM.

6. Ha ocuumnansHoM canTe Poc3gpaBHaa3opa v Ha ELMHOM nopTane pasMellaeTca cieaytollas
nHgopmauusa:
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NnopsoK NosyvyeHns nHgopMauny 3asBMTENAMI MO BONPOCaM NPeaoCTaBNeHNS roCy1apCTBEHHON YCYru;
NCYepPNbIBAIOLWMNIA NepeyeHb JOKYMEHTOB, HEOOX0AUMBIX AN NPeLOCTaBAEHNS rOCYAaPCTBEHHON YCayrn,
TpeboBaHMa K OPOPMIEHMNIO YKAa3aHHbIX OKYMEHTOB, @ TakXXe NepeyeHb LOKYMEHTOB, KOTOPbIE 3asBUTENb
BNpaBe NpeACcTaBMTb N0 COBCTBEHHON NHULIMATUBE;

Kpyr 3asBuTenen;

CPOK MpenoCcTaB/IeHNA roCyLapCTBEHHON yCAyri;

CBEAEHNS 0 X04e NpefoCTaBAeHNs rOCY4apCTBEHHOW yCayru;

pe3ynbTaTbl NPeLOCTaBAEHNS FOCYAaPCTBEHHOW YCNIYr, NOPSAAOK NpeacTaBleHUst JOKYMEHTa,
ABNAOLLEr0Cs pe3yibTaTOM NPefoCTaBleHNs FOCy4apCTBEHHON yCAyri;

0 NpaBe 3asBuTeNsa Ha gocyaebHoe (BHecyaebHoe) obkanoBaHne oencTBun (6e3nencTens) n peleHni,
NPUHATHLIX (0CYLLECTBASEMbIX) B X04E NPEAOCTABNEHNS rOCYAapCTBEHHON YCAYru;

hopMbl 3a8BneHNI (YyBeAOMAEHN, COOBLLEHNI), NCNONb3yeMble MPY NPeaoCTaBAEHNN FOCY AaPCTBEHHON
ycnyru;

nepeyeHb HOPMaTUBHbIX MPABOBbLIX aKTOB Poccuinckon deagepaumm, pernamMmeHTMpyoLWmMxX NnpefocTaBaeHme
roCyAapCTBEHHOW yCayru;

TEeKCT AOMUHNCTPATMBHOIO periamMeHTa.

7. He ponyckaeTcs 0TKa3 B NpMeMe 3anpoca U UHbIX LOKYMEHTOB, HEOOX0AMMbIX ANS NpefoCcTaBneHuns
yCNyrn, a TakXXe 0TKa3 B MPefoCTaB/IEHNN YCIYrn B Clyvae, eC/iM 3anpoc U JOKYMEHTbI, HeobxoamMble ans
npenocTaBNeHNs yCnyru, NoAaHsbl B COOTBETCTBUM C MH(OPMaLMEN O CPOKaxX 1 NOpSaAKe NpefocTaBieHuns
ycnyru, onybankoBaHHOM Ha EonHoOM nopTane, mopTanax ycayr n ouumanbHbIX CaliTax.

8. H(opmaums Ha EonHoM nopTane u opumumnansHoM canTe PocsgpaBHaa3opa 0 NOpsfKe U Cpokax
npefocTaBiieHNs rocyapCTBEHHON YCAYrn Ha OCHOBaHWUM CBEAEHUI, COLepXKaLunxcs B pefepasbHOM
peecTpe, NPefoCTaBNAeTCA 3adBUTeN0 Ha 6e3B03ME3IHON OCHOBE.

[Il. CTaHZapT NpefoCcTaB/eHNs rocyAapCTBEHHON yCyri
HavMeHoBaHMe rocyLapCTBEHHOMN YCayri

9. l'ocymapCTBEHHas ycyra Mo Bbl4ayvye pa3peLlleHns Ha BBOA B rpaadaHCKuii 060poT B Poccuinckonm
depepaumm cepun UK NapTUN UMMyHOBMONOrMYeCKOro eKapCTBEHHOro NpenapaTa (ganee -
pa3peLleHune).

HanmeHoBaHMe opraHa,
NpefoCTaBAAOLWEro rocy4apCTBEHHYIO yCyry

10. F'ocynapcTBeHHas ycsiyra npefocTasnseTcs Poc3apasHag30poM.

11. 3anpelaeTcs TpeboBaTh OT 3a8BUTENS OCYLLECTBIEHNS AENCTBUIA, B TOM YMC/E COrIaCoOBaHNN,
HeobXxoAMMbIX AN1A MNOSYyYEeHNS FOCYyAapCTBEHHON YCAYri U CBA3aHHLIX C 06palLleHneM B UHble
rOCyAapCTBEHHbIE OpraHbl U OpraHun3aLmm, 3a NCKIIOYEHNEM MOYyYEeHNA YCAYT, BKAIOYEHHbIX B MepeYeHb
yCNyr, KOTOpble ABNAOTCSA HeobxoanMbIMU 1 0693aTeNbHEIMY 418 NPeAoCTaBleHNS FOCY4apCTBEHHbIX
yCNyr, YTBEPXXAEHHbIN NocTaHoBeHeM MpaButenscTBa Poccuinckon depepauun oT 6 mas 2011 r. Ne 352
"O6 yTBEPXXAEHMMN NEPEYHS YCAYT, KOTOPbIE ABAATCA HEO6X0AUMBIMU 1 0693aTeNbHbIMW ANS
npefocTaBneHns genepanbHbIMU OpraHaMm UCNONHUTENBHOW BNacTu, FoCyaapCTBEHHOW Kopnopauuen no
aTOMHOW 3Heprum "PocaToM" rocygapCTBEHHbIX YCAYr W MPeaoCcTaBAdATCA OpraHmM3aunsamy,
Y4aCcTBYOLLMMM B MPELOCTaB/IEHUN rOCYAAaPCTBEHHbIX YCAYr, U onpefeneHn pasMepa naaThl 3a ux
oka3aHune" (CobpaHue 3akoHogaTenbcTBa Poccuinickon Pepepaunm, 2011, Ne 20, cT. 2829; 2020, Ne 1, cT.
51).

OnuncaHue pesynbTaTa NPefoCTaBAEHNs roCyAapCTBEHHOW yCyru

12. Pe3ynbTaTaMy NpeaoCcTaBIeHUs FOCYAapCTBEHHON YCYr ABASIOTCA:
1) HanpaBneHNe 3a8BUTENIO Pa3peLleHms;
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2) HanpaBJ/ieHVe 3asBUTENI0 YBEIOMIEHNS 06 0TKa3e B BblJaye pa3pelleHns C yKa3aHUeM NpuyYuH oTKasa.

CpoK NpeoCcTaBNeHUs rocyaapCcTBEHHOW YCAYri, B TOM YMC/Ie C Y4eTOM HeobxoanuMocTy obpalleHns B
opraHu3aunmy, y4acTByioLIMe B MPeloCTaB/IEHNM FOCYAapCTBEHHONM YCAYr, CPOK NPUOCTAHOBIEHNS
npenocTaBieHns rocy1apCTBEHHON YCYr B CJlyYae, eC/IM BO3MOXHOCTb NMPUOCTAHOBNEHUS
npenycMoTpeHa 3aKOHOAAaTeNbCTBOM Poccuitickon ®eaepaLiiu, CPOK Bbifauun (HanpaBfieHus) 1OKYMEHTOB,
SBNIAOLLMXCS Pe3ybTaTOM NPeaoCTaBNEHUS rOCYapPCTBEHHOW YCyri

13. Cpok npenoCTaB/ieHMsA roCcy4apCTBEHHOM YCAYI U HanpaB/ieHne OKYMEHTOB, SBASIOLWMNXCS
pe3ynbTaTOM NpefoCTaBNeHNS rOCyAapCTBEHHON YCAYri, cocTaBnseT 3 paboynx gHA CO OHSA MOCTYMNJeHus
3aaBJieHns B Poc3apaBHag3op.

HopMaTuBHbIE MPaBOBbIE aKTbl, PEFYIMPYIOLLME NPefoCTaBNEHNE rOCYAaPCTBEHHOW YCAYrn

14. NepeyeHb HOPMATUBHbIX NMPABOBLIX aKTOB, PEryJIMPYIOLUX NpeaocTaBeHne rocy4apCTBEHHON yCayry,
pa3MellaeTca Ha ohmUmnanbHOM canTe Poc3apaBHan3opa, B dhegepasbHOM peecTpe u Ha EguHom nopTtane.

VcyepnbiBatoLWMi nepeyeHb 10KYMEHTOB, He0OXO4UMbIX B COOTBETCTBUM C HOPMATWBHbLIMU NPaBOBLIMY
aKTaMu 519 NPeaoCTaBNeHUS roCy4apCTBEHHOW YCNYTi U YCYr, KOTOPbIE SBASOTCS HEOOX0ANMbIMU 1
0653aTe/IbHbIMN A9 NPefoCTaBAeHUs roCy4apCTBEHHOR YCAYru, NoANeXallmx npeacTaBieHuno
3as8BUTENEM, CNOCObbI UX MONYYEHUS 3afBUTENEM, B TOM YuCie

B 3JIEKTPOHHO (hopMe, MOPSIOK VX NpecTaBeHus

15. lna npefocTaB/ieHns rocyiapCTBEHHON YCAYrK 3a8BUTE/ b NOCPEACTBOM UCMOJIb30BaHNA INYHOIO
KabuHeTa B aBTOMaTM3MPOBaHHON MHOPMaLMOHHON cucTeMe Poc3apaBHaa3opa (aanee - AUC
Poc3gpaBHag3opa) NpeacTaBaseT 3as8BeHMe O BblAadve pa3peLlleHns Ha BBOS B rpaXKAaHCKuMin 06opoT B
Poccuinckon ®epepaumm cepun nav napTum MUMMyHobMONOrMYeCcKoro IeKapCTBEHHOro nNpenapaTa no
thopme cornacHo npmnoxxeHnto Ne 1 K AGMUHUCTPATUBHOMY pernaMeHTy C NPUIoXKEHNEM 3aKJIIOYEHNS O
COOTBETCTBUM CEPUM AN MAPTUN MMMYHOBUOIOMMYECKOr0 JIEKaPCTBEHHOI 0 NpenapaTa TpeboBaHUsM,
YCTAHOBJ/IEHHbIM MPW €ro rocyAapCTBEHHOW perncTpaumm, BblAaHHOro heaepasibHbIM roCyaapCTBEHHbIM
B0 0)KETHBIM YYpEXAEHNEM, HaXOOALWNMCSA B BeAeHMn MUHNCTepCTBa 34paBooOXpaHeHNs Poccninckon
®epepaumm nnn PocsapaBHag3opa (fanee - 3aK/4eHne 0 COOTBETCTBUN).

WcyepnblBatoLmii nepeyeHb OKYMEHTOB, HEOHXOAUMbIX B COOTBETCTBUU C HOPMATUBHbLIMI NPABOBLIMY
aKTaMu A58 NpefoCTaBNEHUS rOCYAapCTBEHHOW YCNYTi, KOTOPbIE HAXOANTCS B PacnopsKeHnn
roCYLapCTBEHHbIX OPraHoOB, OPraHOB MECTHOrO CaMOYMNpPaB/IEHUS 1 UHbIX OPraHoOB, Y4YacTBYOLIMX B
npenocTaBieHNn rocyaapCTBEHHOW YCIYri, U KOTOPbIE 3as8BUTEb BrpaBe NpPeacTaBUTb, @ TakXKe Crocobbl
NX NONYYEHUS 3asBUTENISMU, B TOM YMC/Ie B 3/IEKTPOHHOI hopMe, MOPsSAOK MX NpeacTaBieHuns

16. lnsa npefocTaBNeHNs rocyLapCTBEHHON YCAyrn NpeacTaBneHme JOKYMEHTOB, HaX0AALLMXCA B
pacrnops»KeHnn rocyapCTBEHHbIX OPraHoB, OPraHoB MECTHOr0 CaMOoynpaB/ieHNsa N UHbIX OPraHoB, He
TpebyeTcs.

17. Poc3gpaBHag30p He Bnpase TpeboBaTh OT 3asBMTENS:

1) npeacTaB/iieHNS LOKYMEHTOB M MHOPMALMK UK OCYLLECTBAEHNS OeNCTBUN, NpeacTaBaeHne nnm
OCyLLEeCTBJIeHNE KOTOPbIX HE NpeayCMOTPEHO HOPMATUBHLIMIU MPABOBLIMY aKTaMu, peryampyowmmm
OTHOLUEHWS, BO3HUKAOLLME B CBA3M C NPefoCTaB/eHNEM roCyAapCTBEHHOW YCayr;

2) npefCTaBNEeHNS AOKYMEHTOB U MHGOPMaLMK, KOTOPbIE B COOTBETCTBMU C HOPMATUBHbLIMU NPABOBLIMU
akTamu Poccninckon degepaunm, HOPMaTUBHLIMU NPaBOBLIMU akKTaMn cybbekToB Poccuinckon denepaunn un
MYHUUWNaIbHbIMW MPaBOBbIMN aKTaMW HaxoOoATCA B PaCropAXeHU rocyapCTBeHHbIX OpraHoB,
NpeaoCcTaBAAOLLMNX FOCYAapCTBEHHYIO YCYTY, UHbIX FOCYAapCTBEHHbLIX OPraHOB, OPraHOB MEeCTHOro
camoynpasfieHuns 1 (unm) NnoaBeLOMCTBEHHbIX FOCYAapCTBEHHbBIM OpraHaM 1 opraHaM MecTHOro
CaMOynpaBfieHNs OpraHM3aLmni, y4acTBYOLWNX B NPeLOCTaBAEHUN FOCY AaPCTBEHHbIX UM MyHULMAANbHbBIX
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yCIyr, 3a UCKJIIOYEHNEM [OKYMEHTOB, YKa3aHHbIX B 4acTu 6 cTaTbn 7 defepasibHOro 3aKoHa oT 27 nions
2010 r. Ne 210-®3 "O6 opraHm3aLmm NpefoCcTaBAeHUS roCyAapCTBEHHbLIX U MyHULMAAAbHBIX yCayr"
(CobpaHue 3akoHopaTenbcTBa Poccminckonm ®epepaumm, 2010, Ne 31, cT. 4179; OpuumansHbI MHTEPHET-
nopTan npasoBon nHGopmauumm http://www.pravo.gov.ru, 31.07.2020);

3) npefACTaBNeHNS [OKYMEHTOB U MH(OPMaLLMK, OTCYTCTBME U (MIM) HEAOCTOBEPHOCTb KOTOPbLIX He
YKa3blBaUCb NPW NePBOHaYasibHOM OTKa3e B MPUEME AOKYMEHTOB, HEOOXOANMbIX 415 NPeAOCTaBNEHNS
roCyapCTBEHHOM YCAYrn, 3a NCKIYEHNEM CllyYaeB, NPeayCMOTPEHHbIX MYHKTOM 4 yacTu 1 ctatbu 7
®epnepanbHOro 3akoHa ot 27 uonsd 2010 r. Ne 210-®3 "O6 opraHm3auny npenocTaBieHns
roCyAapCTBEHHbIX Y MyHULMNANbHbIX ycayr",

McyepnbiBatoLLIMIA NepevyeHb OCHOBAHMWIA 11 0TKa3a B NpUemMe AOKYMEHTOB, HEOOXOANMbIX AS
NpenoCTaBNEeHNS FOCYNapCTBEHHOMN YCayru

18. OCHOBaHWA ANa 0TKa3a B NpUemMe AOKYMEHTOB, HEOOXOAUMbBIX 415 NPEeAOCTaBAEHNS FOCYAapCTBEHHON
yCNyru, He NpPesyCMOTpPEHbI.

VicyepnbiBaoLWuii nepeyeHb 0CHOBaHWUI AN NPUOCTAHOBIEHNA WM 0TKa3a B NpPefoCTaBieHUN
roCyfapCTBEHHOWN yCyru

19. OcHoBaHWs AN9 NPUOCTAHOBMIEHNS WK 0TKa3a B NPEeA0CTaBAEHUN roCy1apCTBEHHOMN yCayri
OTCYTCTBYIOT.

MepeyeHb yCNyr, KOTOpbIe ABASIOTCA HE0OX0AMMbLIMU U 0643aTeNbHBIMK A5 NPefoCTaBeHNs
rocyaapCTBEHHOW YCyri, B TOM YUC/Ie CBEAEHNS O IOKYMEHTE (JJOKYMEHTaXx), BblJaBaeMOM (BblfaBaeMbIX)
OpraHun3aLnaMm, y4acTBYIOLWVMUN B MPELOCTaBNEHUN FOCYAAaPCTBEHHON YCAYrI

20. Ycnyra, koTopas siBnseTcs Heobxoaumon n 06sa3aTeNlbHOM AN5 NPefoCTaBleHNs rocyaapCTBEHHOM
yCnyru, - Bblgaya 3akJito4eHUsa 0 COOTBETCTBUMN.

[lOKYMeHTOM, BbllaBaeMbIM hefiepasibHbIMU FOCYLAaPCTBEHHbLIMU BIOLXKETHLIMU YYPEXAEHNAMMY,
Haxo4AWMMNCS B BeaeHnn MnHnCcTepCTBa 34paBooxpaHeHns Poccuinckon ®epepaumm n PoczgpaBHansopa,
aKKpeaUTOBaHHbLIMU B COOTBETCTBUM C 3aKOHOAATENLCTBOM Poccuiickon ®eaepaumnn 06 akkpeamuTaumm B
HaLMOHANLHON CUCTEME aKKpeauTaumm, y4acTBYIOLWNMMN B NPefoCTaBeHNN FOCYAapCTBEHHON YCyri,
ABNAETCA 3aK/04EHNE O COOTBETCTBUMN.

MopsiAoK, pa3Mep 1 0CHOBAHMUS B3MMaHWs rocyAapCTBEHHOW MOLWINHBI UM MHOW MaaThl, B3UMaeMol 3a
npenocTaB/ieHne rocyAapCTBEHHON YCayri

21. 3a npefocTaBeHNe rocyAapCTBEHHOW YCYr rOCyAapCTBEHHAN MOWNHA UM MHas NiaTa He
B3MMAKOTCH.

MopsfoK, pa3mMep 1 0OCHOBaHWS B3UMaHUA NiaThl 3@ NpeAoCTaBAeHne yCayr, KOTopble ABASI0TCS
HeobxoamMbIMK 1 06A3aTeIbHBIMI A5 NPefoCTaBAEHNS rOCY4apCTBEHHON YCYr, BKAOYas MHopMaLmio
0 MeTOAMKE pacyeTa TakKon nnaTbl

22. 3a npenocTaB/eHne YCaYrn, KOTopas ABAseTcs Heobxoanmon n 0bs3aTenbHON ons NpeaocTaBAEHNS
rocyapCTBEHHON YCyrK, B3MMaeTCsa niaTa B pa3mepe 2000 pybnen B COOTBETCTBMM C MyHKTOM 2
noctaHoBNeHus MpaBuTenbcTBa Poccuinckon ®epepaumm ot 26 Hosbpsa 2019 r. Ne 1510 "O nopsagke BBoAa
B rpa>kgaHcKmin obopoT NIeKapCTBEHHLIX NMpenapaToB 4S9 MeaANUNHCKOro npumeHeHmnsa" (CobpaHne
3aKoHofaTenbCTBa Poccuinckon Pepepaunn, 2019, Ne 48, cT. 6852).

MaKcrMasibHbI CPOK OXKUAAHWS B 04epenmn npu nojaye 3anpoca o NpefocTaBieHNN rocyaapcTBeHHON
yCAyru v Npu NoJlyYeHnn pesybTaTa NpefoCTaBeHNs FOCyapCTBEHHOMN YCayri

23. MNpwv nogaye 3anpoca o NPeAoCTaBAEHUN FrOCYAAPCTBEHHON YCYT U NPW NOJyYeHU pesybTaTa
npefocTaBieHns rocy1apCTBEHHON YCYr 0XXUAAHUE B 04epeamn He NpelyCMOTPEHO.
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CpoK 1 NopsiLoK perncTpauumn 3anpoca 3aaBnTens 0 NpeaocTaBIeHUN rocyaapCTBEHHOW YCAyru, B TOM
Yyucne B 3JIEKTPOHHON hopme

24. 3asBNeHME 1 Apyrvue JOKYMEHTbI, MOCTYNUBLUME B POC3apaBHAA30p OT 3a8BUTENS A5 NMONyYeHns
roCyIapCTBEHHON YCyru, PErUCTPUPYIOTCSA B aBTOMATUYECKOM PeXUMe B A€Hb UX NOCTyrieHust B AUC
Poc3pnpaBHag3opa.

TpeboBaHMA K NOMELLEHNAM, B KOTOPbIX MPeLoCTaBAAeTCA rocyAapCTBEHHAs yCayra, K 3aiy OXXUaaHus,
MecTaM A/19 3an0NHeHWNs 3anpoCcoB O NPefoCTaBAEHUN FOCYyAapCTBEHHOW YCAYrn, MHHMOPMALNUOHHbIM
cTeHAaM c obpasuamMm nx 3anoHEHNS 1 NepeyHeM OOKYMEHTOB, HEOBX0AMMbIX 419 NPefoCTaB/IEHUS
Ka>XJoWN rocynapCTBEHHOW YCYrK, pa3MeLleHnto u 0hOPMIEHNIO BU3YasilbHOW, TEKCTOBOMN 1
MyNbTUMEONAHON MHPOPMALMK O NOPSAKE NPefoCTaB/eHNS TakoW yCayru, B TOM yucse K obecneyeHmnio
LOCTYMNHOCTU ANS NHBAJIMAOB yKa3aHHbIX 06 bEKTOB B COOTBETCTBUM C 3aKOHOAATENLCTBOM PocCcuiickom
®epnepaumm

0 COLManbHON 3aLlMTe UHBANNAOB

25. [1na npegocTaBaeHns rocygapCTBEHHON yCAyri ABKa 3asaBuTens B PocagpaBHaa3op He TpebyeTcs.
26. lna npefocTaBneHns rocy4apCTBEHHOW yCyry He TpebyloTcs 3anbl OKUAAHUA 1 MecTa ANs
3anoJIHeHNs 3anpoCcoB O NpefoCTaBAeHWUN FOCY LapCTBEHHON YyCayru.

27. NHopmaumsa o NnpenoCTaB/IeHNN rOCyA4apCTBEHHON YCAYr pa3MeLLaeTcs Ha ouumanbHOM canTe
Poc3npasHag3opa u Ha EqnHom noprarne.

MokasaTenn [OCTYNHOCTW 1 Ka4yecTBa roCyAapCTBEHHOW yCayru, B TOM YUC/e KOJIMYEeCTBO
B3aMMOLENCTBUN 3a9BMUTeNSA C OJHKHOCTHLIMW SILLaMu Npu NpefocTaBieHnm rocyjapCTBEHHON YCayrn 1
NX NPOLOJIKUTESIbHOCTb, BO3MOXHOCTbL MOMYYEeHUA NHDOPMALLIUK O XO4e NpefoCcTaBNeHns
roCyapCTBEHHOM YCAYrK, B TOM YUCAE C UCMONAb30BaHNEM NHAOPMALIMOHHO-KOMMYHUKALIMOHHbIX
TEXHOJIOr A, BO3MOXHOCTb JINB0 HEBO3MOXXHOCTb NMOJIyYEHNS FOCYAapCTBEHHON YCAYrn B
MHOrO(hYHKLMOHaIbHOM LIeHTpe NpefoCcTaBAeHNs roCy4apCTBEHHbIX U MYHULUMMAbHbIX YCAYT (B TOM
yucne B NosHoM obbeme), B N1t06OM TeppPUTOPMaSbHOM NOAPa3Ae/IeHMN opraHa, NPeaoCTaBAAoWEro
roCyAapCTBEHHYIO YCAYry, No Bbibopy 3adBuTens (3KCTePpPUTOPUAIbHLIN NPUHLMUM) NOCPEACTBOM 3amnpoca o
NpegocTaBAEHNN HECKOJIbKMX FOCYAapPCTBEHHLIX U (M) MYHULMNAbHbBIX YCAYT B MHOMOMYHKLNOHAJIbHbIX
LEeHTpax NpefoCcTaB/ieHMs roCyAapCTBEHHbIX M MYHULMNAJbHbLIX YCAYr, NpeayCMOTPEeHHOro ctathen 15.1
depnepanbHOro 3akoHa ot 27 uons 2010 r. Ne 210-$3 "06 opraHusaumm npeaocTaBaeHNs
roCyfapCTBEHHbIX Y MyHUUMNAAbHBLIX yCayr"

28. 3aaBuTeNo NPy NpefoCcTaBAeHNN FOCYJapCTBEHHON YCAYri B 3NEKTPOHHON hopMe obecneymsaeTca
BbIMOJIHEHNE CeayLWnX GENCTBNIA:

1) nony4yeHune MHGOPMaLMK 0 NOPSAKE U CPOKAxX NpeaoCTaBAeHNS FOCY4apCTBEHHON yCayri;

2) hopMmpoBaHmMe 3anpoca 0 NpefoCTaBAEHUN rOCY[APCTBEHHON YCAYIK;

3) npvem n perncTpaumns 3anpoca N NHbIX LOKYMEHTOB, HEOOXOAMMBIX ANS NPefoCTaBAeHNs
rocyapCTBEHHON yCayru;

4) nonyyYeHve CBeleHMn 0 Xo4e BbINOJIHEHWA 3anpoca 0 NpefoCTaBeHNN rocyapCTBEHHON YCyru;

5) ocyLiecTBNeHNE OLIEHKN KavyeCcTBa NpefoCTaBNeHNs rocyJapCTBEHHON yCayru;

6) nocynebHoe (BHecynebHoe) obxanoBaHue pelleHuin n gencteuii (besnencteus) PocagpaBHan3opa,
LOJKHOCTHOrO Nnua PocsppaBHaasopa.

29. B npouecce npefocTaBieHnsa rocyAapCTBEHHON YCyri 3asaBMTeNb HE B3aUMOLENCTBYET C
OOJIKHOCTHbIMU NLLaMU Pocap,paBHa,u3opa.

30. BO3MOXHOCTb NOAy4YeHUs rocyAapCTBEHHON YCAYr B TeppuTOpManbHbIX opraHax PocsgpaBHag3opa
(3KCTeppuTOPUANBHBIA NPUHLMM) HE MPeayCcMOTPEHa.

31. BO3MOXHOCTb NOAYYEHUS rOCYAAaPCTBEHHON YCAYrM B MHOrO(YHKLMOHANBLHOM LieHTpe
npenocTaBieHnsa rocyAapCTBEHHbIX M MYHULMNAJIbHBIX YCAYT He npeayCMOTpeHa.
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VHble TpeboBaHMSA, B TOM YMC/E YYNTbIBatOLLIME 0COBEHHOCTM NPefOCTaBAEHNS FOCYAaPCTBEHHOW YCNYTK
Mo 3KCTEPPUTOPUANBEHOMY NPUHLMNY (B CyYae, ecnmn rocyaapCTBeHHas ycayra npefocTaBaseTcs no
3KCTEPPUTOPMANBHOMY NPUHLMUMY) 1 0COBEHHOCTM NpeaoCTaBAEHNS TOCYAaPCTBEHHON YCyru

B 3JIEKTPOHHOWN (hopme

32. IneKTPOHHas hopMa nofadn 3adBiaeHNs Ha NoyYeHNe rocyaapCTBEHHON YCAYr C MCMOJIb30BaHNEM
EQvHoOM cncTembl naeHTUMKaumm n aytTeHTndunkaumm (ECMA) pasmelleHa B IMYHOM KabuHeTe Ha rnaBHOM
CTpaHuue ogmumnansHoro canta PocsapasHagsopa B ceT "MHTepHeT".

33. Ins obecneyvyeHnss BO3IMOXXHOCTU NOAAYN 3adBAEHNS N LOKYMEHTOB Yepe3 An4yHbI KabuHeT B AUC
Poc3apaBHag3opa 3asaBuTesNb OOJDKEH:

- 6bITb 3aperncTpmpoBaH Ha EgMHom nopTane;

- UMETb YCUIEHHYIO KBAJIM(PULIMPOBAHHYIO INEKTPOHHYIO NOAMNNCH B COOTBETCTBMM C PegepasnbHbiM
3aKoHOM OT 6 anpens 2011 r. Ne 63-03 "O6 snekTpoHHON noanucn” (CobpaHne 3akoHodaTeNbCTBA
Poccunckon ®epepaumm, 2011, Ne 15, cT. 2036; 2020, Ne 24, cT. 3755) 1 noctaHoBneHneM MpaBnuTenbCTBa
Poccunckon ®egepaumm ot 25 noHa 2012 r. Ne 634 "O BruAax 31eKTPOHHON NOAMNUCKU, UCMOJIb30BaHME
KOTOPbIX JonyckaeTcs npn obpalleHnmn 3a NoayYeHNeM rocygapCTBEHHbIX U MyHULMNAAbHbIX ycayr"
(CobpaHue 3akoHomaTenbcTBa Poccuinckon ®epepaunn, 2012, Ne 27, c1. 3744; 2018, Ne 36, cT. 5623).

lll. CocTas, nocneoBaTeIbHOCTb U CPOKN BbIMOJHEHNS aAMUHUCTPATUBHBIX NpoLesyp (LenCcTsun),
TpeboBaHWA K NOPALKY MX BbINOAHEHUS, B TOM Yucie 0COBEHHOCTY BbIMOHEHUS aAMUHUCTPATUBHbIX
npoueayp (oencreun)

B 3JIEKTPOHHOW (hopme

VicyepnbliBatowmin nepeyeHb adMUHUCTPATUBHbLIX Npoueayp (aencreni)

34. MNpw NpefoCTaBAeHNN TOCYAaPCTBEHHON YCAYTr OCYLLECTBASIOTCS Cnenylowmne agMUHUCTPATUBHbIE
npoweaypsl (oencTens):

1) npneM, perncTpaumns 3asBNeHNS U JOKYMEHTOB, HEOOXOANMbIX 15 NPeA0CTaBNEHNS rOCy1apCTBEHHON
ycnyru;

2) pacCMOTpeHMe NOCTYMMBLUMX OT 3aABUTENS 3a9BJIEHUSA U LOKYMEHTOB O MPEeAOCTaBIeHUN
rocyaapCTBEHHON YCAYIW;

3) HanpaBieHNe 3a9BUTESIIO pa3peLleHns nnmn yseaomaeHns ob oTkase B Bblgavye paspeLleHus;

4) ncnpaBnieHne AOMNYLLEHHbLIX OMEeYaTOK U (MaK) OWNBOK B Bbi@HHbLIX Pa3peLleHUsix.

35. Bblgavya aybnvkaTa paspeLleHmns He oCyLecTBSAETCS.

36. ADMUHUCTpPaTKBHbIE NpoLeaypbl (AeACTBNA), BbINOJHAEMbIE B MHOrO(YHKLNOHAJbHbIX LEHTPaX
npefoCTaBAeHNA FrOCYAapCTBEHHbIX U MYHULINMAJIbHbIX YCNYyT, OTCYTCTBYIOT.

Mpuem, perucTpauns 3asBaeHnst U NOKYMEHTOB, HEOOXOAUMbIX A5 NPeNoCTaB/IeHNs roCy1apCTBEHHOM
ycnyru

37. OcHoBaHMeM L1 Havyana aAMUHUCTPATUBHON NpoLenypbl ABSETCA NOCTYMNJIeHNe 3a8B/1eHNs O Bblaaye
pa3peLlueHns N LOKYMEHTOB, NPefyCMOTPEHHbIX MYHKTOM 15 HacToswero ALMUHUCTPATUBHOIO
pernameHTa.

38. Npw nocTynneHnmn 3aasneHus B AUC Poc3gpaBHaf30pa B aBTOMAaTUYECKOM pPeXXMMeE OCYLLEeCTBAAETCS
perncTpaums 3adaBneHns. 3aaBUTeso Yepes anyHbin kabnHeT B AVC Poc3gpaBHag3opa coobulaeTcs
NPWCBOEHHbIV 3a8BNEHNIO YHUKAMIbHbIA HOMEP.

39. N3BeLleHre 0 NOCTYMNIEHUN 3a8BIEHNS U OKYMEHTOB, NPeACTaB/ieHHbIX B Poc3apaBHaA30p C Lenblo
npenocTaB/ieHNs rocyAapCTBEHHON YCNYri, HanpasBaseTCa HavyalbHUKY OTAesa, OCyLeCTBASIOWero
BblJa4Yy pa3peLleHnin (fanee - Ha4anbHUK oTAena).

40. HavanbHWK oThena B ieHb NOCTYMNJIeHNs 3a9BAeHMA Ha3HavyaeT 13 Yucna COTPYAHUKOB OTAeNa
NCNONHNTENS, OTBETCTBEHHOI0 3a PAaCCMOTPEHME 3aBJIEHNS U OOKYMEHTOB, NPEeACTaBAEHHbIX A5
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noJly4eHns pa3peLleHns (ganee - OTBETCTBEHHbIN UCNOJIHUTEND).

41. KpuTepueM NpuHATUSA PELLUEHNS MO aAMUHUCTPAaTUBHON NpoLeaype ABASETCS Haanyne 3asBaeHnsa n
LOKYMEHTOB, HE0OX0AMMbIX AN MPefoCTaBAEHNS FOCY4apCTBEHHON YCayru.

42. Pe3ynbTaToOM afiMMHUCTPATUBHONM NpoLenypbl ABASETCS PEFNCTPALNA 3aaBEHNS U [LOKYMEHTOB,
HeobXxoanMbIX AN NPefoCTaBAEHNS roCy4apCTBEHHON YCayrn.

43. Pe3ynbTaT aAMUHUCTPATUBHON NpoLeaypbl HUKCMPYETCS B noacucTeMe "BBof B rpa)kAaHCKuin obopoT
MMMYHOBMONOrMYeCcKnX nekapcTBEHHbIX NpenapaTos" ANC Poc3apaBHan3opa.

PaCCMOTDEHVIe NOCTYNMUBLUNX OT 3aABUTENA OOKYMEHTOB O NMPeAOCTaBIEHNN Focy,ﬂ,apCTBEHHOVI yanyrun

44, OcHoBaHMeM 4119 HaYafla aAMUHUCTPATUBHON NpoLefypbl ABASETCA perncTpaumns 3asasiaeHmsa n
NOKYMEHTOB, HE0HX0AMMbIX ONS NMPefoCTaBAEHNS rOCY4apCTBEHHON YCayru.

45, OTBETCTBEHHbI NCMOAHUTENb, HAa3HAYEHHbIM Ha4YalbHUKOM OTAeNa, He No3aHee cneayoLlero
paboyero oHA CO AHS CBOEro Ha3HaYeHMs OCyLEeCTBASET NPOBEPKY MOSHOTLI U AOCTOBEPHOCTU
npeacTaBeHHbIX B 3adBAEHUN N LOKYMEHTaX CBeAeHMWN.

46. lNo pe3ynbTaTaM NPOBEPKN OTBETCTBEHHbIN UCNOJIHWTE b FOTOBMT MNPOEKT paspeLleHns nam npoekT
yBeaomsieHns 06 0TKase B Bbllaye pa3peLleHmns C yKa3aHneM Npu4mH oTkasa, B Ciyy4ae Haimyus B
3a51BJIEHUN N JOKYMEHTaX HEMOJIHON UAN HeQOCTOBEPHOW NHGOPMaLnn, 1 pa3MewaeT ero B ANC
Poc3ppasHag3opa.

47. MNpoeKT pa3peLleHns, NpoekT yBefomneHns ob oTkase B Bblgaye pa3peLleHns noanucbiBaoTcs
3NEeKTPOHHOW MNOANUCHI0 PYKOBOAMTENA (3aMecTUTeNeM pykosoantens) PocsgpaBHaa3opa B TeyeHune 1
paboyero gHs.

48. Kputepuem NpuHATUSA PeLIeHns No adMUHUCTPATUBHON NpoLesype ABAAeTCS Haanydne nam oTCyTCcTBue
OCHOBaHWI ON5 0TKa3a B BblAaye paspeLleHuns.

49, Pe3ynbTaToOM afMMUHNCTPATMBHON NpoLeaypbl ABASETCS NOATOTOBKA NPOEKTa pa3peLleHns nim
npoeKkTa yBeaoMneHns 06 0Tkase B Bblgaye paspeLleHms.

50. Pe3ynbTaT aAMUHUCTPATUBHOM NpoLeaypbl (MKCMPYETCA MyTEM pa3MeLLeHMs NPOeKTa paspeLleHmns
nnn ysefnomaeHus o6 oTKase B Bblaye pa3peLleHns B noacucrteme "Beon B rpaxaaHCcKkuin 06opoT
MMMYHOBMONOrMYeCcKnX nekapcTBEHHbIX NpenapaTos" ANC Poc3apaBHaa3opa.

HanpaBneHme 3ad4BUTEJIIO pa3pelIeHna nnn yBeaoomaeHnA 06 oTKa3e B Bblgaye pa3peleHns

51. OcHoBaHMeM AJia Havasla aAMUHUCTPaTUBHOWN NpoLeaypbl SBASETCA Hann4me NnoanncaHHoro
pykoBoauTenem (3amectuteneMm pykoBoamTens) Poc3apaBHag30pa pa3pelleHns nam ysenomMmneHuns ob
OTKase B Bblgaye pa3pelueHns B AUC Poc3gpaBHag3opa.

52. Pa3pelueHune, yeefomneHne o6 0TKase B Bbiaye pa3peLleHns HanpaBasaloTCa 3asaBUTENI0 MOCPeLCTBOM
nmyHoro kabuHeta B AUC PocsgpaBHag3opa.

53. CBeaeHus 0 BblAaHHbIX pa3peLleHmnsax pa3MelLarnTcs B TeyeHne 1 paboyero gHs Co AHA X 0hopMaeHUS
Ha oduumanbHoM calnTe Poc3apaBHag3opa B ceTu "MHTepHeT" ¢ cobnoaeHmnem TpeboBaHuin
3aK0HOJaTeNbCTBa Poccuinckon degepaunm 0 KOMMEPYECKOW N MHOW OXPaHAEMON 3aKOHOM TallHe.

54, Kputepuem NpuHATIA pelleHns no adMUHUCTPATUBHOM NpoLedype ABASeTCa Haan4me nognmucaHHoro
pa3peLlueHns nnm ysefomaeHus ob oTkase B Bblaye pa3peLleHuns.

55. Pe3ynbTaToM agMUHUCTPATMBHON NPoLlefypbl ABASETCA HanpaB/ieHNe 3a8BUTE0 paspeLleHmns
(yBepomneHus 06 oTkase B Bblgaye paspeLleHuns).

56. Pe3ynbTaT agMUHUCTPATMBHON Npoueaypbl PUKCMpyeTcs:

1) B noacmcteme "BBof B rpaXkaaHCKuii 060poT MMMYHOBMONOrM4eCKMX neKkapCTBEHHbIX NpenapaTos"” ANC
Poc3ppaBHag3opa;

2) Ha omumnansHOM canTe Poc3apaBHaa3opa.

WcnpaBneHre OonyLeHHbIX ONeYaToK 1 (nnn) owmnbok
B BblJaHHbLIX pa3peLleHnax
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57. B cnyyae BbISIBNEHUS 3aABUTENIEM B Pa3peLLEHMM ONeYaTOK U (Man) owmnbok, 3asBNTENb Yepes JINYHBIN
KabuHeT B AUC Poc3ppaBHa30pa NpeAcTaBAseT 3asaBeHne 06 ncnpaBieHM oneyaTok u (nnun) owmnbok B
pa3speLleHnn Ha BBOA B rpakaaHcKmin obopoT B Poccminckon ®egepaunm Cepun nnn naptmm
MMMYHOBMOMOrMYECKOr0 IEKAPCTBEHHOMO NpenapaTta no popMe COrfnacHo NPuUIoXKeHno Ne 2 K
AOMUHUCTPATUBHOMY perjiaMeHTy.

58. OTBETCTBEHHbIN NCMONHUTESb, Ha3HAYEHHbIA HaYallbHUKOM OTAEeNa, B TeyeHne 1 paboyero AHS Co OHS
NOCTYMNNEHNS COOTBETCTBYIOLLErO 3aABNEHNS, NMPOBOAUT NPOBEPKY YKA3aHHbIX B 3a8B/€HUN CBEAEHUN.

59. B cnyyvae BbISIBNEHUS AOMYLLEHHbIX OMeYaToK U (Unn) oWNOOK OTBETCTBEHHbIN UCMOIHUTENb
OCYLLECTB/IAET MCMPaBAEHNE TaKUX OMeYaToK v (Uam) owmnbOK 1 roTOBUT MPOEKT NePeothopPMIIEHHOT O
pa3peLleHus.

60. [MpoeKT nepeoopMIEHHOr0 pa3peLleHns NoANUCbIBaeTCsa pykosoauTenem PocsgpasHaasopa
(3amecTuTenem pykosoaunTens Poc3apaBHaz3opa) B TeyeHue 1 paboyero gHs.

61. KputepuneM NpuUHATUSA peLleHns no aaMUHUCTPaTUBHOW Npoueaype ABASETCA Handne am oTcyTcTBme
LOMNYLLEHHbIX ONeYaToK 1 (Man) ownBoK B pa3peLleHuny.

62. Pe3ynbTaToM agMUHUCTPATMBHON NPOLIedYpbl ABASETCA UCNPaBieHe onevyaTok v (unam) owmnbok B
BblAHHOM pa3peLLeHnn 1 HanpasieHne 3as8BUTENI0 NepeoOPMIEHHOI0 pa3peLleHmns Yepes NNYHbIN
kabuHeT B AUC Poc3apaBHaA30pa B3aMeH paHee BblAaHHOrO.

63. Pe3ynbTaT agMUHUCTPATMBHON Npoueaypbl PUKCMpyeTcs:

1) B noacmcteme "BBof B rpa)kaaHCKuil 060poT UMMYHOBMONOrM4eCKUX neKkapCcTBEHHbIX NpenapaTos"” ANC
Poc3gpaBHaasopa;

2) Ha omumnansHOM cante Poc3gpaBHaa3opa.

MopanoK ocyLlecTB/eHN aAMUHUCTPATUBHBIX NpoLenyp B 3J'IEKTpOHHOI7I ¢opmMe, B TOM yncne ¢
ncnosb3oBaHuemM EguHoro noprana

64. ®opMunpoBaHMe 3anpoca 0 NPeaoCTaBAEHUN roCydapCTBEHHOM YCyrn (fanee - 3anpoc)
OCYLLEeCTBAAETCA NOCPEeACTBOM 3anoJIHEHNS 371eKTPOHHON (hopMbI 3anpoca Ha EAnHOM nopTane, Ha
ohmumanbHoM canTe Poc3gpaBHaa3opa 6e3 HeobxoaMMOCTY LOMNOJHUTENLHON NO4aYM 3anpoca B
BymaxkHoW hopme.

Ha EguHom nopTane, Ha ouumnanbHOM canTe Poc3gpaBHaa30pa pa3MeLlatoTcs obpasLbl 3anoaHeHUs
3/IEKTPOHHON hOpMEI 3amnpoca.

Ecnn Ha EgMHOM nopTane 3a8BUTeNto He obecneynBaeTcs BO3SMOXHOCTb 3anoJIHEHNSA 31EKTPOHHON DOPMbI
3anpoca, To 4511 popMMpOoBaHUS 3anpoca Ha EanHoM nopTane obecnevynBaeTca aBTOMATUYECKUA MEPEXOL,
K 3aMOJIHEHWNIO 3N1EKTPOHHOM (POPMbI YKa3aHHOM0 3anpoca Ha oduumnansHoOM cainTe Poc3apaBHazsopa.
dopMaTHO-NI0rMYecKas nNpoBepka ChopMUPOBAHHOIO 3amnpoca OCYLLEeCTBASETCA NOC/e 3aN0/HEHNS
3aBUTEJNIEM KaXK0ro 13 Mosewn 3IeKTPOHHON hopMbl 3anpoca. Mpu BbiSBAEHNN HEKOPPEKTHO
3aM0JIHEHHOr 0 MOJIA 3/1EKTPOHHON (DOPMbI 3anpoca 3aaBUTESb YBEAOMSETCA O XapaKTepe BbIABJIEHHOW
ownbKK 1 Nopsake ee yCTpaHeHNS NOCPELCTBOM MHGOPMALMOHHOIO CO0bLLEHNA HENMOCPEACTBEHHO B
3NEeKTPOHHOW hopMe 3anpoca.

65. Mpwn hopMmpoBaHUN 3a8BUTENEM 3anpoca obecneynBaeTcs:

1) BO3MOXXHOCTb KOMMPOBaHWNS U COXPAaHEHUS 3anpoca U UHbIX OOKYMEHTOB, HEO6X0AUMbIX AA
npenocTaBaeHns ycnyru;

2) BO3MOXXHOCTb 3aMoJIHEHNA HECKOJIbKMMU 3a8BUTENIAMN OLHON 3NEeKTPOHHOW (hopMbl 3arnpoca npu
obpalleHunn 3a ycnyramu, npeanonaraiowmmmy HanpasaeHne COBMECTHOr0 3anpoca HeCKOJIbKUMU
3a9BUTENAMY;

3) BO3MOXHOCTb NevyaTu Ha ByMa)KHOM HOCUTEeNe KoMK 3NEeKTPOHHOW (PopMbl 3anpoca;

4) coxpaHeHne paHee BBEJEHHbIX B 3/IEKTPOHHYI0 (hOPMY 3anpoca 3Ha4YeHU B 060N MOMEHT MO XXeNlaHuIo
NnoJib30BaTess, B TOM YMCEe NPW BO3HMKHOBEHMM OWIMOOK BBOLA 1 BO3BpaTe A5 MOBTOPHOr0O BBOAA
3Ha4YeHN B 3NEKTPOHHYIO hopMy 3anpoca;
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5) 3anosiHeHne nonen 3N1eKTPOHHOW (hOpMbl 3aMpoca A0 Havyasla BBOJA CBEAEHUN 3as8BUTESIEM C
NCNonb30BaHWEM CBELEHUI, Pa3MeELLEHHbIX B (hefepanbHON rocyfapCTBEHHON NH(OPMALIMOHHON cucTeMe
"EQMHasn cMcTeMa UAeHTUMUKaLMM N ayTeHTUgMKaumnm B MHGQPacTpyKkType, obecneynBatoLLen
I/IHCbOpMaLI,VIOHHO-TeXHOJ'IOFI/HeCKoe B3aI/IMOJJ,eVICTBI/Ie I/IHCbOpMaLI,VIOHHbIX CNCTEM, NCNOJIb3yeMbIX ONA
npenocTaBieHNs roCyAapCTBEHHbIX M MYHULMNAbHLIX YCAYT B 3/1IEKTPOHHOW hopme" (fanee - egnHas
CUCTEMA NAEHTUMUKALUN N ayTEHTUDMKALMK), N CBEOEHWIA, ONy6ANKOBaHHbIX Ha EAMHOM nopTane, Ha
othmumnanbHOM canTe PocsgpaBHaA3opa, B 4acTuW, Kacalolencs ceeqeHnin, 0OTCYTCTBYIOLWNX B €4NHON
CUCTEME NAEHTUPUKaLUN 1 ayTeHTUUKaLnK;

6) BO3MOXHOCTb BEPHYTbLCS Ha Nt0bOI 13 3TanoB 3aM0/IHEHNS 3NEKTPOHHOM (hopMbl 3anpoca 6e3 notepu
paHee BBEAEHHOW NH(OPMaLIUN;

7) BO3MOXXHOCTb A0CTYyMa 3asBuTena Ha EgnHom nopTane, oguumansHOM canTe Poc3apaBHag3opa K paHee
NOJAHHbLIM MM 3aMpocaM B Te4YeHMe He MeHee rofia, a TakXe 4YaCTMYHO CHOPMUPOBAHHbIX 3aMpoCcoB - B
TeyeHne He MeHee 3 MecsLIeB.

CchopMmnpOBaHHbIN U MNOAMUCAHHLIN 3aMpoC N NHble LOKYMEHTbI, He0bX0ANMble ANS NPefoCTaBleHNs
roCyfapCTBEHHOW yCAyri, HanpasasoTCca B Poc3gpaBHaA30p nocpeacTsoM EgmMHoro noptana nam
ohuumanbHoro canta Poc3gpaBHan3opa.

66. 3adBMTENb MMEET BO3MOXHOCTb MOJIyHEeHNs MHpopMaL MM 0 Xxo4e NPeaoCTaB/IeHUs rocy4apCTBEHHON
ycayru.

VHpopMaLns o xoae NpefoCcTaBeHNs rocy4apCTBEHHON YCAYr HanpaBAseTCa 3asaBUTENI0 B JINYHbIN
KabuHeT c ncnosb3oBaHMeM cpeacTs EgnMHOro noptana nam ouumnanbHoro canta Poc3apaBHag3opa.

67. lMpw npegocTaBneHNn rocyLapCTBEHHON YCNIYr B 3/1IEKTPOHHOM (POpMeE 3aaBUTESII0 HanpaBseTCs:

1) yBefoMseHne 0 Havase npoueaypbl NpeaoCcTaBAeHNa roCyaapCTBEHHON YCayru;

2) yBefomieHue 06 OKOHYaHUN NPeaoCTaBeHNA FOCYLapPCTBEHHON YCAYTiA.

IV. ®opMbl KOHTPOJIA 3@ NPELOCTaBAEHNEM FOCYLAaPCTBEHHON YCayri

MopsOoK OCYLLECTBIEHNS TEKYLLEro KOHTPOJIA 3a CO60AeHNEM U NCTIONHEHNEM OTBETCTBEHHbBIMY
OO/HKHOCTHBIMMW IMLAMV MOJI0XKEHNA AIMUHUCTPATUBHOIO PerjiamMeHTa U UHbIX HOPMATUBHBIX NMPABOBbLIX
aKTOB, YCTaHaBAMBaOLWMUX TPeboBaHUS K NPefOoCTaBIEHNIO FOCYAapPCTBEHHON YCAyrK,

a TaKXe MPUHSATUEM UMW PEeLlEeHi

68. TeKyLLMI KOHTPOJb 3a CobI0AEHNEM NOCNENOBATENBHOCTU AENCTBUIA, ONPeaeSeHHbIX
aAMUHUCTPATUBHbLIMK NpoLeaypaMmn No NpefoCcTaB/eHNIO FOCY4apCTBEHHON YCAYI K, OCYLLECTBASETCS
PYKOBOAUTENEM W LO/KHOCTHBIMU NLaMn Poc3apaBHa30pa, OTBETCTBEHHLIMM 3@ OpraHM3aLnto paboThbl
Nno NpeaoCTaB/IEHNIO FrOCYapCTBEHHON YCNIYrK, MyTEM NPOBEAEHNSA NPOBEPOK COBMOAEHUS N UCMOJIHEHMSA
OTBETCTBEHHbLIMU NCMOJIHUTENAMU MONOXKEHNA ALMUHUCTPATUBHOIO PernaMeHTa, UHbIX HOPMATUBHbIX
npaBoBbIX aKTOB Poccunckon ®efepaumm, a Takxe npy NpoBeLEHUN BHYTPEHHEro ayauTa
pe3ynbTaTMBHOCTW NPeAOoCTaB/IEHNS roCy4apCTBEHHON yCAyrK (fanee - MpoBepKa).

69. NpoBepPKM NOHOTLI 1 Ka4eCTBa NPEeA0CTaBEHUS TOCYAaPCTBEHHON YCAYTrU BKJIIOYaOT B ceba
NnpoBefleHNe NPOBEPOK, BbISBAIEHNE N YCTPAHEHWE HaPYLLUEHWI NpaB 3asBUTENEN, PAaCCMOTPEHMNE, MPUHATME
PELLUEHNIN 1 MOArOTOBKY OTBETOB Ha 0bpalleHuns 3asBuTenen, cogepxaliune xanobbl Ha 4eENCTBMA
(6be3nencTBrE) N peLleHns 0oHKHOCTHbIX nunl, Poc3apaBHaa30pa, OTBETCTBEHHLIX 3@ NPeAoCTaB/eHMe
rocyLapCTBEHHON yCayru.

NMopsAoK 1 MEPUOANYHOCTb OCYLLECTB/IEHUS MIAHOBBIX 11 BHEMIAHOBbLIX NMPOBEPOK MOJIHOTHI U KayecTBa
NpenoCTaBNeHNs FOCYLAapCTBEHHON YCNyrn, B TOM Yucsie Nopsfok U PopMbl KOHTPOSIS 3@ NOJIHOTON 1
Ka4yeCTBOM NpefoCTaBIeHNs FOCYAapCTBEHHOW YTy

70. MNpoBeaeHNe NNaHOBbIX 1 BHEMIAHOBLIX MPOBEPOK OCYLLECTBASETCS B LIENSAX BbISBIEHNS HAPYLUEHWIA
nopsiaka NpeaocTaBAeHNs roCyAapCTBEHHOW yCayru, B TOM YAC/ie CBOEBPEMEHHOCTM U NOJIHOTbI
paccmoTpeHus obpalleHnin 3assnTtenen, 060CHOBAHHOCTU U 3aKOHHOCTU NPUHATMA MO HUM PELLEHWI.
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71. TlnaHoBble NPOBEPKM NOSIHOTHI 1 Ka4ecTBa NPefoCcTaBleHNs rocy4apCcTBEHHON YCAYyrn NpoBoAATCA
YNOJIHOMOYEHHbIMU AOJHKHOCTHLIMW inlaMun Poc3apaBHag3opa He pexxe 1 pa3a B rof.

72. EXxerofHblin naaH NpoBEPOK yCTaHaBAMBaETCA pykoBoamTenem PocsgpaBHaa3opa.

73. BHennaHoBble NPOBEPKYM MOSHOTHI U KavyecTBa NpefocTaB/eHNs rocyjapCTBEHHON YCAYr NpoBOAATCS
CTPYKTYPHbIM Noapa3sfeneHneM Poc3apaBHaa30pa, OTBETCTBEHHbLIM 3@ NpefocTaBeHne rocyapCcTBEHHON
yCJIyru, € y4acTMeM yrnosHOMOYEHHbIX JO/DKHOCTHBIX ML, nofpa3sgeneHnin Poc3gpasHajs3opa no
KOHKpeTHOMY obpalleHunio (xxanobe) rpaxkiaH nam lopuanyeckmx auL Ha peLleHuns nam LencTens
(6e3pencTBme) LOMKHOCTHBIX ML, Poc3apaBHaA30pa, NPUHATLIE UM OCYLLECTB/IEHHbIE B X04€
npegocTaBeHNs roCyfapCTBEHHON yCayri.

74. Pe3ynbTaTbl NPOBEPKM ODOPMASAIOTCA B POPME aKTa M NOAMUCHIBAIOTCA YMOJHOMOYEHHbIMY
LOJKHOCTHbIMU inuamu Poc3apaBHaas3opa.

OTBETCTBEHHOCTb A0/PKHOCTHBIX UL, Poc3apaBHaa3opa 3a pelleHns u aeinctens (bespeinctene),
MpVHMMaeMble (0CYLLECTBSIEMbIE) UMY B XO4€ NPeoCTaBAeHUS FOCyAapCTBEHHON YCayrm

75. MNepcoHanbHas OTBETCTBEHHOCTb AOJKHOCTHBIX 1L, Poc3apaBHag30pa 3a npefocTassieHne
roCyapCTBEHHOW YCAYr 3aKPenasaeTcs B UX AO/KHOCTHBIX pernaMeHTax.

76. cnonHUTENb, OTBETCTBEHHbLIN 3@ NpeaoCTaBAeHNe rocy4apCTBEHHON YCYrK, HEeCeT NepCoHaNbHYIO
OTBETCTBEHHOCTb 3a:

1) paccMOTpeHne OOKYMEHTOB, NPeACTaBJ/IEHHbIX 3adBUTENEM,;

2) cobnioieHne CPOKOB 1 MopsaaKa npuemMa AOKYMEHTOB;

3) cobnoaeHne nopsagka, B TOM Yuc/ie CPOKOB NPenoCTaBAeHNs rOCyapCTBEHHOW yCayri,

MonoXeHus, xapakTepusyioLime TpeboBaHNs K NOPSAAKY U (POpMaM KOHTPOJIS 3@ NPeoCTaB/ieHEM
roCyapCTBEHHON YCNyru, B TOM YUCSIe CO CTOPOHbI FpaXkaaH, Ux 06benHeHNA 1 opraHu3aumnia

77. TpaxaaHe, nx 0bbeAnHEHUs N OpraHM3aLmm MOryT KOHTPOIMPOBaTh NpeaocTaBieHne
rocyfapCTBEHHON yCAyrn nyTeM nosiydyeHns nHgopmaumm no TenedoHy, 31eKTPOHHON NoYTe, Ha
odmumanbHOM canTe PocsgpaBHaa3opa v Yepes EQMHBIN NopTals, a TakXXe NocpencTBOM NoJlyvyeHUs
OTBETOB Ha NNCbMeHHble obpalleHuns.

V. OocynebHblin (BHecyaebHbIN) Nopsiaok 06xanoBaHWs peLleHnin  aencTeuii (be3nencTeus)
Poc3npaBHan30pa, a TakXKe ero A0JIKHOCTHbIX L

WHdopmMauns ans 3anHTepecoBaHHbIX L, 06 ux npase Ha focynebHoe (BHecyaebHoe) obxanosaHue
nencTeun (besnencTemsa) n (Mnn) peweHnin, NPUHATLIX (OCYLLECTBJIEHHbIX) B X0e NpeaoCcTaBIeHNs
rocyfapCTBEHHOW ycayru (panee - xanoba)

78. 3anHTepecoBaHHbIe AnLa BNpaBe 06xanoBaTb AencTBmA (be3gencTene) LOHKHOCTHBIX 1ML
Poc3apaBHaA30pa 1 peLleHnid, NPUHATLIX (OCYLWEeCTBASEMBIX) MU B XO4€E MPefoCTaBAEHNS
rocygapCTBEHHOW ycnyru, B gocygebHom (BHecynebHom) nopsake.

79. 3aMHTepeCcoBaHHbIM nLaM obecneynBaeTCs BO3MOXXHOCTbL HanpaBaeHns »Kanobbl Ha peLleHuns,
aencteus nnum 6esnencrene PocsapaBHaa3opa, LOJKHOCTHOro nua PocsapaBHaa3opa B COOTBETCTBUM CO
cTaTben 11.2 ®enepanbHOro 3akoHa oT 27 mntona 2010 r. Ne 210-®3 "O6 opraHm3aumm npenocTaBaeHms
roCyAapCTBEHHbIX Y MyHULMUNANbHbBIX YCAYTr" 1 B NOPSKE, yCTaHOBIEHHOM NMOCTAHOBJIEHNEM
MpaBuTenbcTBa Poccuiickon Pepepaumm oT 20 Hos6ps 2012 r. Ne 1198 "O chenepanbHON rocyaapCTBEHHOM
MHOpMaLMOHHON cucTeme, obecneynBatoLlen npouecc gocynebHoro, (BHecyaebHoro) ob)xanoBaHMS
pelweHnn n oencTenin (besnencTems), COBEPLUEHHbLIX MPU NPeAOCTaBAEHNN FOCY4apPCTBEHHbIX U
MyHUumMnanbHbix ycnyr" (CobpaHne 3akoHomaTenscTBa Poccunckon ®epepaunn, 2012, Ne 48, c1. 6706;
2018, Ne 49, cT. 7600).

80. 3anmHTepecoBaHHbIe MNLA MOTrYT 06paTUTLCS C Xanobow, B TOM YMCe B CAeAyOWNX Cayyasnx:

1) HapyLUEHNe CPOKa PerncTpaLmm 3asaBieHuns;
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2) HapylleHne CpoKa NpenoCcTaBfeHNs roCy4apCTBEHHOW YCyru;

3) TpeboBaHme NpencTaB/eHUs 3a9BUTENEM LOKYMEHTOB, HE MPEAYCMOTPEHHbIX HOPMATUBHbLIMU
npaBoBbIMU akTamu Poccunckon ®epepaumm 4aa NnpefocTaBAeHns rocyaapCTBEHHON yCayru;

4) 0TKa3 B NpueMe AOKYMEHTOB, NPeACTaB/IeHNE KOTOPbIX NPeayCMOTPEHO HOPMATUBHbLIMI MPaBOBbLIMU
akTamm Poccuinckon depepaunn ons npenocTaBiaeHns rocyaapCTBEHHON yCayri;

5) oTKa3 B NnpegocTaBAeHNN roCyAapCTBEHHOM YCAYrn, €C/I OCHOBaHNS OTKa3a He NpeayCMOTPEeHbI
enepanbHbIMU 3aKOHAMW U MPUHATLIMW B COOTBETCTBMM C HUMU UHBIMU HOPMATWBHbLIMI NPaBOBLIMY
akTamu Poccninckon ®degepaunu;

6) TpeboBaHNe BHECEHUS 3aBUTENIEM NPU NPELOCTaBEHNN FOCYAaPCTBEHHON YCNYr NaaThbl, He
npenycMoTPEHHON HOPMATWBHLIMU NPaBOBLIMU akTaMu Poccuinckon ®epepauuu;

7) 0TKa3 LO/IKHOCTHbIX UL, B UCMPaBAEHNN OOMYLLEHHbIX ONeYaToK 1 OLWnBOK;

8) HapyLleHne CpoKa Wn Nopsaka BblAayy LJOKYMEHTOB Mo pe3ysibTaTaM NpefoCcTaB/ieHNs
roCy1apCTBEHHON YCAYIW;

9) NprMoCTaHOBEHNE NPEAOCTABIEHNSA FOCYAAaPCTBEHHOM YCYrK, eC/in OCHOBAHWA NPUOCTAHOBEHNS He
npenycMoTpeHbl hefepasibHbIMU 3aKOHaMMN U MPUHSATLIMI B COOTBETCTBUN C HAMU MHbIMUA HOPMaTUBHbIMM
npaBoBbIMU akTaMu Poccuinckon ®epepaumn.

OpraHbl rocyaapCTBEHHOW BAACTW, OPraHM3aum 1 yrnoJHOMOYEHHbIE Ha pacCMOTPeHMe Xanobbl anua,
KOTOPbIM MOXXeT BbITh HanpaB/ieHa xanoba 3asBuTens B nocyaebHom (BHecynebHoM) nopsaake

81. XXanoba Ha pelueHus, nencTeus (be3nencTemne) 4OMKHOCTHOrO NMLa Poc3gpaBHaA30pa MOXET b6biTh
nofiaHa Ha nMs pykoBoamTens PocsgpaBHan3opa.

82. XXanoba Ha pelueHus, nencteus (besnenctene) pykosoantens PoczapaBHag3opa MoXeT BbiTb NOgaHa
B MMHNCTEPCTBO 3[1paBooxpaHeHust Poccuiickonn ®enepaumm.

Cnocobbl MHHOPMUPOBAHKSA 3asBUTENEN O NMOPSAKE NOAAUYN U PACCMOTPEHNS XKanobbkl, B TOM Yucie C
1Cnosnb3oBaHveM EAMHOMO nopTana rocyJapCTBEHHbIX U MyHULMNAbHBIX YCAYT ((DYHKLWA)

83. ViHthopMmpoBaHMe 3aMHTEPECOBAHHLIX ML, 0 NOPsSAKe Nojayn anobbl OCYLLEeCTBASETCS Ha
ouumanbHoOM canTe Poc3apaBHaZ3opa U Ha EgnHom nopTtane.

MepeyeHb HOPMATMBHbLIX NMPaBOBbLIX aKTOB, PErYIMPYIOLLMX NOPAAOK AocynebHoro (BHecynebHoro)
06>xanoBaHma pelieHnin n aencTeuin (6e3pencTauns) opraHa, NPeLOCTaBASIOWErO rOCYyJapCTBEHHYIO
ycnyry,

a TaK)XXe ero 40JKHOCTHbIX nnL,.

84. OTHOLLEHNS, BO3HMKalOLLME B CBA3M C focyaebHbiM (BHecynebHbIM) 06)KanoBaHWEM peLleHni 1
aencteui (besnenctems) PocaapaBHag3opa, a TakXe OO/KHOCTHbIX 1y, PocsapaBHaa3opa, peryampyTcs
cnenyoLnuMmn HopMaTUBHbLIMK MPaABOBbLIMU aKTaMU:

1) ®epepanbHbIM 3akKoHOM OT 27 uiona 2010 r. Ne 210-®3 "06 opraHunsaumm npefocTaBaeHns
rOCYAApPCTBEHHbIX Y MyHULMNAAbHbBIX yCayr";

2) nocTtaHoBneHueM lMNpaBuTenscTBa Poccuinckon ®epepaumm ot 16 asrycta 2012 r. Ne 840 "O nopsifke
nofayn n paccMoTPeHNs Xanob Ha pelleHus n nencTeus (besnencteune) penepanbHbIX OPraHoB
WCNOJIHATENIbHON BIACTW W UX AOJKHOCTHBIX UL, pefepanbHbIX rOCYAapCTBEHHbIX CyXKalUnX,
AOMKHOCTHbBIX UL, FOCYAAapCTBEHHbIX BHEBO O KEeTHbIX (hoHAo0B Poccuinckon ®egepaLmm, rocyfapCTBEHHbIX
KOpropawumnin, HafeNeHHbIX B COOTBETCTBUN C (hefepasibHbIMU 3aKOHAMMN NMOSIHOMOYUSMU MO
npenoCTaB/IEHMIO FOCYAAPCTBEHHbIX YCAYT B YCTAaHOBAEHHON cdhepe AeATENIbHOCTH, N UX OOJKHOCTHbIX
JIML, OpraHn3aLnin, NpeayCcMoTPeHHbIX YacTbto 1.1 cTaTbn 16 ®epepanbHoro 3akoHa "O6 opraHm3auum
npenoCcTaB/eHNs roCyAapCTBEHHbIX U MYHULMNAbHbLIX YCayr", n nx paboTHMKOB, a TakxXe
MHOrohyHKLMNOHANbHbIX LEHTPOB NPefoCTaBAeHNA FOCYAapPCTBEHHbIX Y MYHULMUNAAbHbLIX YCAYT U UX
paboTHukoB" (CobpaHune 3akoHogaTenbCTBa Poccuinckon ®epepaumm, 2012, Ne 35, cT. 4829; 2019, Ne 52,

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru Ctp.12un3 14



cT. 7790).

85. MepeyeHb HOPMATMBHLIX MPABOBbLIX aKTOB, PErYANPYIOWMX NOPALOK AocynebHoro (BHecynebHoro)
06>kanoBaHNs pelweHnn n gencTemn (besgencTenin) PoczgpaBHag3opa, a TakXe ero 4O/KHOCTHbIX JInL,
pa3MeLlaeTca Ha omumnanbHOM canTe Poc3gpaBHan3opa B ceTu "VIHTepHeT", B heaepanbHOM peecTpe 1
Ha EgnHom nopTane.

NHdopMauma, yKaszaHHas B HaCTOSLLEM pa3aene, No4JIeXXUT pasmelleHunto Ha EguHom nopTarne.
Poc3gpaBHag3op obecrneynBaeT pa3MeLleHNE N aKTyaan3aumnio CBEAEHNN B COOTBETCTBYIOLLEM pa3aene
(henepanbHoOro peecTpa.

MpunoxxeHue Ne 1

K AODMUHUCTpPaTUBHOMY pernameHTy PeaepasibHon cny>xbbl Mo Hag3opy B chepe 34paBOOXPaHEHUS MO
NpeaoCTaBNEHNIO FOCYAAaPCTBEHHON YCYT MO BblAa4ye pa3peLleHns Ha BBOJ B rpakAaHCKmin 06opoT B
Poccuinckon ®egepaumm cepun Wam napTum MUMMyHobroN0rMYecKkoro eKapCTBEHHOro Npenapara,
yTBEpPXAEHHOMY npuka3om PegepanbHon cyxbbl o Hag3opy

B Chepe 3paBoOOXpaHeHUs

oT 7 niona 2020 r. Ne 5721

dopmMa

3asBneHue
0 Bblaye pa3pelleHmns Ha BBOA B rpakAaHCKmin obopoT B
Poccuinckon ®egepaummn cepun nam napTum MUMMyHoOBMONOrMYeCKOro 1ekapCTBEHHOro npenapaTta*

HanmeHoBaHWe lOpUANYECKOro Nnua

ALpec MeCTa HaxoXAeHUs IPUANYeCcKoro anua
VHH

OrPH

AQpec 3N1eKTPOHHON MOYThl
MIMMyHOBMONOrnYecKnii NeKapCTBEHHLIN Npenapar:
Toprosoe HavMeHOBaHue
MexayHapoHoe HenaTeHTOBaHHOE HauMeHOoBaHWe (FrpynnMpoBOYHOE NN XMMUYECKOe HauMeHOBaHWe)

®opMa BbINyCcKa (C yKa3aHWeM leKapCTBEHHOW (hOpMbl, A03POBKM, PaCOBKM U KOSIMYECTBA B YNaKOBKE)

PermcTpaumnoHHoe y10CTOBEPEHNE:
Homep naTa
[JepxaTenb perncTpaLmMoHHOro yaocToBepeHns (HauMeHoBaHWe, aipec)

HanmeHoBaHMe nponssoanTens (agpec Npon3BoanNTENS C YKa3aHUeM CTafuii Npon3BoaCcTBa)

CTpaHa Npon3BOACTBa (C y4eTOM CTaguin NponM3BOACTBA)
HopmaTuBHas gokymeHTauus (Homep)

Cepus
0O6bem napTumn
[aTa Bbinycka
Cpok rogHocTK (£o)
HanmeHoBaHmWe hepepanbHOro rocyaapCTBEHHOr0 BI0AXKETHOr0 YYpeK AEHUS, HAX0AALLErOCs B BEAEHUN
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MuHuncTepcTBa 34paBooxpaHeHns Poccuinckon ®eagepaumm nam Poc3apaBHan3opa, BblAaBLIEro 3akJYeHne
0 COOTBETCTBUN
3aKJto4eHne 0 COOTBETCTBUN:

HOMep naTa

K HacTosLeMy 3adBJIeHNI0 NPUKpenseTcs q3a|7|n 3aKJ1l04eHWNA 0 COOTBETCTBUN

* 3asBeHNe NpeAcTaBAseTCs B 3/IEKTPOHHON thopMe

MpunoxeHune Ne 2

K AODMUHUCTPaTUBHOMY pernameHTy PefepasnbHon cy6bl M0 Haa30py B chepe 34paBoOOXPaHEHUS MO
nNpenocTaBAEeHNIO rOCY4apCTBEHHON YCAYTr MO BblaYye pa3peLlueHns Ha BBOJ B rpakAaHckuin obopoT B
Poccuiickon ®epepaummn cepmm nam napTum MMMyHOBMOIOrMYEeCKOro NeKkapCTBEHHOr0 NpenapaTa,
yTBEPXXAEHHOMY Npuka3oMm GefepancHom Cnyx6bl Mo Haa30py

B Chepe 34 paBOOXpaHeHUs

oT 7 ntona 2020 r. Ne 5721

®opma

3asiBneHue
06 ncnpaBneHnn onevyaTok 1 (Mnn) ownboK B pa3peLleHnn Ha BBOA B rpa)kaaHcKuii 06opoT B Poccuiickon
depnepaumm cepun NaM NapTUnm UMMyHob1MONOrMYeCcKoro NekapCTBEHHOrO nNpenapaTa*

HanmeHoBaHMe LOPUANYECKOro Nnua
Afpec MecTa Hax0XAeHUS PUANYECKOro AnLa
VHH

OrPH

AQpec 371eKTPOHHOMN MOYTbI
Mpoly ncnpaBnTh B BblAAHHOM pPa3peLleHUN Ha BBOA B rpakaaHckun obopoT B Poccninckon ®Peagepaummn
cepun Uav NapTUnM NMMyHoBMONOrMYeCcKoro IeKapCTBEHHOro npenapaTta** ot " . 20 r.

Ne crnepytowme onevyaTku v (Mnm) owmnbkn

* 3asBNeHNe NPeacTaBAsETCS B 3/IEKTPOHHON hopMe
*k K 3a9BJIEHNIO MPUIAraloTCa AOKYMEHTLI, OnevyaTKu 1 (Mamn) owmnbKn B KOTOPbLIX MOANIEXAT UCNpaBAEHNIO

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru Ctp.14un3 14



