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Ha30py B cpepe 3ApaBOOXpaHEHHs! 110 NPEJOCTABIEHHIO IOCYAAPCTBEHHOH yCIyrH
10 BblAaue paspelieHHs Ha BBOJ B rpaxiaHcKuii 06opot B Poccniickoii ®exepannu
CepHH HJIM NAPTHH HMMYHOOHOJ0THYECKOr0 JIeKAPCTBEHHOI0 NpenapaTta

B coorBercTBHH ¢ DenepaibHBIM 3aKOHOM OT 27 HIOJA 2010 r. Ne 210-®3 «O6
OpraHu3allii PENOCTABIECHUA TOCYIapCTBEHHBIX U MyHHIUNATBHBIX yCIyD (C06paHi/1e
3aKoHozaTenbeTBa Poccuiickon Denepanuu, 2010, Ne 31, ct. 4179; OdunuanbHeHA
MHTEpHET-TIOpTa]  NpaBoBoil  MHpopmamuk  http://www.pravo.gov.ru, 31.07.2020),
noctanosieHueM IIpasurenncTBa Poccuiickoit denepaiuu oT 26 HOs16ps 2019 1. Ne 1510
«O mopsiaxe BBOAA | B TIpaIaHCKuii 00OpOT JIEKapCTBEHHBIX MpPENapaToB JUld
MeTMUMHCKOro mpumenerns» (CobGpadne 3akoHonartenscta Poccuiickoit ®enepauuy,
2019, Ne 48, cr. 6852), mocranosnendem IIpaButenscTBa Poccuiickoit ®enepanyuu ot
16 mas 2011 r. Ne 373 «O pa3paboTke ¥ yTBEPKASHHH aIMUHUCTPATHBHBIX PEriaMEeHTOB
OCYIECTBIEHUSI TOCYJApCTBEHHOTO  KOHTPOJIA (Ham3opa) ®  aIMHUHMCTPATUBHBIX
pErNIaMEHTOB NPEJOCTABIEHUs TOCYIapCTBEHHBIX yCIIYD» (CobpaHue 3aKOHOIATENBCTBA
Poccuiickoii ®eneparuu, 2011, Ne 22, cr. 3169; 2018, Ne 46, ct. 7050), MOAILYHKTOM
5.4(1).7 Tonoxenust o MenepansHoil cinyxOe Mo Haa30py B cdepe 3aApaBOOXpaHEHUS,
yTBEpXKIEHHOTO MocTaHoBIeHueM [IpaBuTenbCTBa Poccuiickoit ®enepanuu oT 30 MIOHA
2004 1. Ne 323 (CobpaHue 3aKOHOJATEIbCTBA Poccuiickoit ®enepaunn, 2004, Ne 28,
cT. 2900; 2020, Ne 25, c1. 3910)npuKa3 bl Ba 0!




YTBepauTh NpuiaraeMolil AIIMUHUCTPATUBHBIR periamMeHT PenepanbHOM CITyKOBI
0 HaJ30py B cepe 34paBOOXpaHEHUs 0 NPEAOCTABICHUIO TOCYAaPCTBEHHOMN YCIIyTH TI0
BBbIJjaU€ pa3pelleHHs Ha BBOJ B rpakaaHcKuii 06opot B Poccuiickoit @enepaiinu cepuun wim
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YTBepKIeH
nprkazoM DenepanbHOit CITyKObI
110 Haa30py B cepe 3paBOOXPAHEHHUS

oT «[[V7 » H AL ZM‘. No ‘ ﬂ/

AJMHHHCTPAaTHUBHBIA perjiaMenT
denepaabHoii ¢1y:k0b1 IO HAZ30PY B cdepe 31paBOOXPaAHEHHSA
10 MPe0CTABIEHHIO FOCYAAPCTBEHHOH YCJIYIrH 110 Bbhiiaye pa3pellleHHs] HA BBOJ B
rpaxaanckmii odooport B Poccuiickoil @enepanun cepun HJIH NapTHH
HMMYHOOHOJOTHYECKOr0 JIeKaPCTBEHHOI0 nMpenapaTa

I. O0mue moyoKeHus
IIpeaMer peryiupoBaHus AJIMUHUCTPAaTUBHOTO PEraMEeHTa

1. AIMHUHMCTpATHBHBIN pernameHT DemepanbHoll ciyxObl Mo Hax3opy B cdepe
3/[paBOOXPAHEHHUS T10 MPEIOCTAaBICHUIO FOCYJapCTBEHHOM YCIIYyTH MO BblAaue paspelICHHs
Ha BBOA B TrpaxjaHCkuii obopor B Poccuiickoii ®enepanum Ccepuu WIA MNApTHH
MMMYHOGHOJIOTHYECKOT0  JIEKAPCTBEHHOTO IperapaTa (Jalee COOTBETCTBEHHO —
AJIMHHHCTPATUBHEIA periaMeHT, TOCyAapCTBeHHas YycClyra) yCTaHaBIMBAaeT CPOKH HU
I0C/IeIOBaTeIbHOCTh aIMHUHACTPATHBHAIX mpoueayp (aeiictsuit) denepanbHol CIyKObI
no Hamsopy B cdepe 3apaBooxpaHeHus (manee — PocsapaBHam3op), MOpSAAOK
B3aUMOJEUCTBUSL MEXAY CTPYKTYpPHBIMH moppasfencHusMu PocsapaBHans3opa, ero
IOJDKHOCTHBIMH JIMIIaMH, a TakKe B3auMozeicTsus PocsapaBHam3opa C 3asBUTEILIMA,
WHBIMH OpraHaMH TOCYJapCTBEHHOW BJIACTH M OpraHaMM MECTHOrO CamOyIMpaBJICHHS,
OpraHU3alUsIMU IPU IPENOCTaBICHUHN I'OCY AAPCTBEHHOM YCIIyTH.

Kpyr 3asButenei

2. 3asBHTENIIMH Ha NpeloCTaBleHUE roCyIapCTBEHHON yCIyTH (Janee — 3asABUTENHN)
SIBIISIIOTCSL:

1) opranusanus, OCYLIECTBISIONIAs  HPOHU3BOACTBO  MMMYHOOHOJOTHYECKOro
npenapara B Poccuiickoil denepanuu;

2) opraHu3anmsi, OCYIIECTBIMIOMAs BBO3 HMMYHOOHOJIOIHYECKOTO JIeKapCTBEHHOIO
npenapata B Poccuiickyro ®enepanuro.

TpeGoBaHus K TOPSIIKY UHOPMHUPOBAHUSL
0 IPeJIOCTaBJICHAU TOCY1apCTBEHHOM yCIIyTH

3. HubopMHupoBaHME O IOPSAKE MPENOCTABICHHS TOCYJApCTBEHHOH YCIyTH
OCYLIECTBIIAETCA:
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Ha ouaIEHOM caiite Poc3npaBnanzopa B UHGOPMAIIHOHHO-
TeJIEKOMMYHUKaAMOHHOH ceTu «MHTepHeT» (nanee - cets «MHTEpHETY);

Ha oQMIMaAILHOM caiiTe B (elepanbHON TIOCyJapCTBEHHONW HH(POPMAaIHOHHOM
cucreMe « EQMHBIN opTai rocy1apCTBEHHBIX M MYHHIKIIAIBHBIX YCIyr» (ganee - Enunsii
nopTan);

B (enepanbHOli rocy 1apcTBeHHOM HHPOPMAMOHHOM cucTeMe «DeepalbHbIi peecTp
roCyAapCTBEHHBIX yciyr (byHKuui )» (nanee - penepansHbiil peecTp);

Ha MHGOPMaLMOHHBIX CTEHIAX B IIOMEIIEHUH IPUEMHOMN 10 paboTe ¢ 06palleHusIMA
rpaxnad PocanpaBranzopa;

110 HOMepaMm TeliehOHOB IS CIIPABOK.

4. CripaBouHast HHGOPMAIHS [0 BOMPOCaM IPEAOCTABIEHHS rOCY JapCTBEHHOM YCIIyTH
pa3Melnaercs:

Ha opunuaabHOM caiite Poc3apaBHansopa;

Ha EquHom nopraie;

B eepabHOM peecTpe;

Ha MHPOPMALMOHHBIX CTEHAAX B MIOMEIIEHUM IPUEMHOM 110 paboTe ¢ 0OpaleHuAMU
rpakJaH.

CnpaBounas AH(pOpMAITUs IPEAOCTABIAETCS  JODKHOCTHBIMU UL aMU
Poc3apasranzopa no tenedoHy, Ha TUUHOM [IPUEME 3aABUTENIS UM IHCHMEHHO IOYTOBBIM
OTIpaBIIEHHEM MO0 3JIEKTPOHHBIM COOOIIEHUEM 10 aJIPECY, YKA3aHHOMY 3asBUTEJIEM.

5. CnpaBouHass HHPOPMAITHS BKIIIOYAET CBEACHHS O MECTe HAXOXACHHUs, rpaduke
paboTel, cCHIpaBOYHBIX TelehoHaxX, HOMepe TenedoHa-HHPOpPMaTopa, aapecax
oQUIUATBHOTO caiiTa, SNEeKTPOHHOW MouyThl M (W) (GOpMEI OOPaTHONW CBA3H C
Poc3npaBraazopoM.

6. Ha oduimansaom caiite Poc3mpaBHamsopa u Ha EquuHoM mopralie pasMelnaeTcs
cienyoomas “HPopMaIus:

IOPSANOK IONy4YeHHS HHQOpPMALUH 3asSBUTEIAMH II0 BOIPOCAM MpPeIOCTaBICHUS
rOCYIapCTBEHHOMW YCITyTH;

HCYEPNBIBAIOIUN IepedYeHb [OKYMEHTOB, HEOOXONMMBIX [UIsI MpelOCTaBJICHHUS
roCyJapCTBEHHOM ycIyrH, TpeOoBaHUS K OQOPMIIEHHIO YKa3aHHBIX TOKYMEHTOB, a TaKXKe
IepeYeHb JOKYMEHTOB, KOTOpble 3asfBUTENs BIIpaBe IPEACTaBUTh MO COOCTBEHHOM
UHUIIATHBE;

KpyT 3asiBUTENEH;

CPOK IIpEAOCTaBICHNUS TOCYIaPCTBEHHON YCIYTH;

CBEICHUS O XOJIe IPEAOCTaBIEHUS TOCYJapCTBEHHOMN YCIIyTH;

pe3ynbTaThl NPEAOCTABIEHHS TOCYJApCTBEHHOU YCIYyTH, MOPSANOK IIpelCTaBICHUSA
IOKYMEHTA, ABJISIOMIEr0cs Pe3yJIbTaTOM MPEIOCTaBICHHS TOCYIapCTBEHHON YCITyTH;

0 IpaBe 3asBUTeNsi Ha JocylneOHOe (BHecyneOHOe) oOxaloBaHHE JeHCTBUH
(Oe3meHcTBUS) M pelIeHU#, NPUHATHIX (OCYINECTBISEMBIX) B XOI€ IPeNOCTaBICHHS
roCyJapCTBEHHOH yCIyTH;

(dopMbI 3asBiieHU# (YBEIOMIIEHHIA, COOOIIEHHUH ), HCTIOIb3yeMble IIPU NIPe10CTaBICHUH
TOCYAapCTBEHHOU YCIIyIH;

IepeueHb  HOPMATHMBHBIX  MpaBOBBIX  akToB  Poccuiickoi  ®Penepanuu,
perJaMeHTHPYIOMUX TPEI0CTaBICHHEe TOCy TapCTBEHHON YCIIyTH;
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TEKCT AJIMAHUCTPATUBHOTO PErIaMEHTa.

7. He nomyckaercs 0TKa3 B IPHEME 3aIIpoCa W WHBIX JOKYMEHTOB, HEOOXOAUMBIX JJIs
MpedOCTaBJIEHHs YCIIyTH, a TAKXKe 0TKa3 B IPeIOCTAaBIICHUN YCIYTH B Clly4yae, €CIIH 3aIpoc
¥ JTOKyMEHTbI, HeOOXOQuMBIE A MPEAOCTaBICHUSA YCIYIH, ITOJAaHBl B COOTBETCTBHH C
HHbOpMAaIKeH 0 CPOKax U MOPSIKE IMPEIOCTaBICHUs YCIyTH, Oy OlIMKoBaHHOM Ha EquHOM
nopraie, nopranax yciuyr u opuIMaIbHbIX caiTax.

8. Mudpopmanus Ha EguHoM moprane u opunuanbHoM caite PocsnpasHanzopa o
NOpsAKEe W CPOKax MPENOCTABIEHHS OCYIApCTBEHHOW YCIyT'M Ha OCHOBAaHHMH CBEICHHH,
copepKaIuXxca B heepalbHOM peecTpe, IpeIoCTaBiIsIeTcs 3asBUTENIO Ha 0€3B03ME3IHOM
OCHOBE.

I1. Crargapt nmpenocTaBieHNs FrOCy1apCTBEHHON yCIyTH
HanmenoBaHue rocyJjapCTBEHHOH yCIyTH

9. TocymapcTBeHHAas yCIIyTa 110 Bhigadye pa3pelleHns Ha BBOJ B TPXAAaHCKHH 060poT
B Poccwuiickoii denepanuu cepud WM MapTUH UMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOIO
npenapara (nanee — pa3peleHme).

HammeHoBaHMe oprasa,
IIPEeIOCTABJIAIOIIETO MOCY JAPCTBEHHYIO YCIYTY

10. I'ocynapctBeHHas yciyra npenocrasinsercs Poc3ipaBHan30poM.

11. 3anpemaercs TpeOOBaTh OT 3asBUTENS OCYLIECTBICHHUS NEHCTBH, B TOM YHUCIIe
COTJIACOBaHMU, HEOOXOAUMBIX JUIS MOJMYUYSHUsS TOCYAApCTBEHHOH YCIIyTH H CBS3aHHBIX C
oOpalieHHeM B HHBIE TOCYHApCTBEHHbIE OpraHbl W OpraHW3allud, 34 HCKIIOYEHHEM
HOJyYeHHs yCIyT, BKIIOUEHHBIX B IEPEYEHb YCIIyT, KOTOPbIE ABISIOTCS HEOOXOIMMBIMH U
00sM3aTeNBPHBIMA IS  TPEIOCTABJIEHHS TOCYJApCTBEHHBIX YCIYT, YTBEPXKICHHBIH
nocranoBiienneM [IpasutenscTBa Poccniickoit @enepanuu ot 6 Mas 2011 r. Ne 352 «O6
YTBEPXKIACHUH TIEPEUHS YCIIYT, KOTOPBIE ABJIAIOTCS HEOOXOIUMBIMH B 003aTEIbHBIMU IS
npenocTaBiieHus (penepalbHBIME OpraHaMH HCIIOJHHUTENBHON BIAcTH, I'oCyIapCTBEHHOM
Koprnopanueit mno aromHoW dHepruu «Pocatrom» ToCyZapCTBEHHBIX YCIyr H
IPEeIOCTaBIIAIOTCS OpraHU3aIMAMH, YIACTBYIOIUMH B IIPEIOCTABJIIEHHH I'OCYJapCTBEHHBIX
YCIIyT, U ONpeNeieHHH pa3Mepa IiaThl 3a UX okazaHue» (CobpaHue 3aKOHOHATENILCTBA
Poccuiickoit ®eneparun, 2011, Ne 20, ct. 2829; 2020, Ne 1, ct. 51).

OnucaHue pe3ybTaTa MpeA0CTaBIeHUs FOCYJapCTBEHHOM yCIIyTH

12. Pe3ynbpTaramu nipeoCTaBICHUS I'OCY 1apCTBEHHOM YCIIyTH SBIISIOTCS:

1) HampaByieHUe 3asBUTEINIO PA3PELICHHUS;

2) HampaBlicHHE 3asBUTENIO YBEJOMJIEHHS 00 OTKa3e B BBIJAU€ paspellieHus C
yKa3zaHUeM NIPUYUH OTKa3a.
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CpoK IpenocTaBieHus roCy apCTBEHHOM YCIIYTH, B TOM YHCIIE C yYeTOM HE00X0JUMOCTH
oOpalneHus B OpraHU3aIii, YYacTBYIOIINE B IPEAOCTABICHAN I'OCYy 1apCTBEHHOM YCIIyTH,
CPOK IIPHOCTAHOBJIEHHS IPEJOCTABJICHUS TOCY JAPCTBEHHOM YCIYTH B CIIy4ae, eClit
BO3MOYKHOCTH MPUOCTAHOBJIEHHS TPEIyCMOTpEHa 3aKOHOAATENIbCTBOM Poccuiickoi
®enepanuu, CpOK BeIIAYH (HAIIPABJIEHNS ) JOKYMEHTOB, SBIIIIOIIMXCS PE3yIbTaTOM
IPEJOCTaBIEHUS TOCYJApCTBEHHO! YCIyTH

13. Cpok mpenoctaBieHHs] TOCyJapCTBEHHON yCIyTd U HallpaBlIeHHEe JOKYMEHTOB,
SBIIAIONIMXCS PE3YIbTATOM MPENOCTABIEHUS TOCYAApPCTBEHHOH YCIYTH, COCTaBJsSeT 3
pabounx OHS co AHS NOCTYIUICHUS 3asBIeHUs B Poc3apaBHan3op.

HopMaTHBHBIE IIPaBOBEIE aKThI, PETYJUPYIOIIHE IPEJOCTaBICHHE FOCY IapPCTBEHHOM
YCIIyTH

14. TlepeyeHb HOPMATUBHBIX MPABOBBIX AKTOB, PETYJUPYIOLIMX INPENOCTaBICHHE
rOCyJJapCTBEHHOM YCIyrd, pasMelnaercs Ha o¢unuansHoM caiite Pocsnpasransopa, B
benepanbHOM peectpe 1 Ha EnunoM nopraie.

I/IC‘-IepHBIBaIOH.II/Iﬁ NNEepE€IYCHbL JOKYMCHTOB, HGO6XOI[I/IMI>IX B COOTBETCTBHH C
HOPMAaTHBHBIMHA IIPAaBOBBIMH aKTaMH AJIA MPEAOCTABJICHHUA I‘OC}’I[apCTBeHHOﬁ YCIIYTH A
YCIyTr, KOTOPBIC SIBJIAKOTCSL HGO6XOI[I/IMI-:IMI/I ¥ 00s13aTeIbHBIMH JJISI npeaoCTaBJICHUS
r OCYﬂapCTBeHHOﬁ YCIIyrH, NOJJICXKAIIUX NPEACTABIICHUIO 3asIBUTCIIEM, CITOCOOBI UX
IIOJIYUCHHUS 3asABUTCIIEM, B TOM YUCJIC B 3JIGKTpOHHOI71 (I)OpMe, MMOPAAOK UX IPEACTABJICHAA

15. Jlna mnpenocraBieHUs TOCYIapCTBEHHOH YCIYrd 3asiBUTENIb IIOCPEICTBOM
HCIIOJIb30BaHMs JTMYHOTO KaOWHEeTa B aBTOMATH3UPOBAHHOH MH(OPMAIHOHHOH CHCTEME
Poc3npaBranzopa (manee — AMC PocampaBHaazopa) mpencTaBisieT 3asBJICHHE O BblAade
paspelIeHus Ha BBOJ B IpaxkAaHCcKuil 060poT B Poccuiickoi Penepaiiuu Cepuu Wk TapTHH
UMMYHOOHOJIOTHYECKOT'O JIEKAPCTBEHHOIO Iperapara Ho GopMe COIrIacHO NPHUIIOKEHHIO
Ne 1 x ADIMUHUCTPATUBHOMY perJIaMeHTy C NPUJIOKEHHEM 3aKIIFOUCHHS O COOTBETCTBUHU
CepUH WJIM MAPTHH MMMYHOOHOJIOTHYECKOTO JIEKapCTBEHHOTrO IIperapara TpeOOBaHMsM,
YCTAHOBJIEHHBIM IIPH €ro OCYAApCTBEHHOW PpETMCTpPAalH, BBIJAHHOTO (eaepalbHbIM
rOCYAapCTBEHHBIM OIO/DKETHBIM YUpEXIECHHEM, HaXOAAIIHUMCS B BeZIcHUH MUHHCTEpCTBA
3apaBooxpanenus Poccuiickoit ®enepanuu umm PocagpaBHazizopa (gajee — 3aKIIOUYEHHE O
COOTBETCTBUM ).

VcueprbiBaroIyii nepedeHb J0KyMEHTOB, HEOOXOAUMBIX B COOTBETCTBHH C
HOPMATHBHBIMHU IPAaBOBBIMH aKTaMH JISl TPEIOCTABICHUS FOCY 1apCTBEHHOM YCIIyTH,
KOTOpBIE€ HAXOAATCSA B PACOPSHKEHUHU TOCYJapCTBEHHBIX OPraHOB, OPraHOB MECTHOTO

CaMOYIIPABJIECHUS H HHBIX OPraHOB, YYaCTBYIOIINX B IIPEIOCTABIECHUH IOCY 1apCTBEHHOM
YCIIyTH, 4 KOTOPHIE 3asBHUTEIb BIPaBe MPEICTABUTD, a TAKXKE CIIOCOOBI HX IOJIyYESHHUS
3agBUTENIIMH, B TOM YHCJIE B DJIEKTPOHHOH (opMe,

MOPSAIOK UX MPEICTaBICHUS
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16. Jlna mpemocTaBlieHHs TOCYIApCTBEHHOM YCIYIH IPEICTaBICHHE NOKYMEHTOB,
HaXOMAIMXCS B PAaCIOPSDKEHUH TOCYNApCTBEHHBIX OPraHoB, OpPraHOB MECTHOIO
CaMOYIIpaBJIeHHsI U MHBIX OPTaHoB, He TpebyeTcsl.

17. Poc3apaBHan30p He BipaBe TpeOOBATH OT 3asiBUTEIS:

1) mpencTaBiaeHdss DOKyMEHTOB M HMH(OpPMaIu{ WM OCYINECTBICHHS NEHCTBUM,
NpeNCTaBIIeHHe WM OCYLIECTBICHHE KOTOPBIX HE MPEAyCMOTPEHO HOPMATHBHBIMU
NPAaBOBEIMH  aKTaMH, PETYNHPYIOIIMMHM  OTHOINEHHMs, BO3HHMKAOIIHE B  CBA3M
C MpeIOCTaBJIEHUEM rOCy JApCTBEHHOH yCIIyTH;

2) mpeACTaBleHHs JOKyMEHTOB M MHGOpMalMH, KOTOpPhlE B COOTBETCTBHH
C HOPMATHBHBIMH TpaBOBbIMH akTamu Poccuiickoit @enepaiuu, HOPMATUBHBIMH
[IpaBOBEIMH akTaMu cyOBbekToB Poccuiickoit Penepanuyn 1 MyHHIIMITATbHBIMYA IPABOBBIMU
aKTaMHM HaXOJATCA B PACIOpPSXKEHUHM TOCYJapCTBEHHBIX OpPraHoB, IPEJOCTaBIIAIOMIKX
rOCYJAapCTBEHHYIO YCIYry, HHBIX TOCYHAPCTBEHHBIX OpPraHoB, OpPraHOB MECTHOIO
caMoyTpaBjieHus ¥ (WJIH) IOJBEIOMCTBEHHBIX I'OCYJapCTBEHHBIM OpraHaM M OpraHam
MECTHOTO  CaMOYIpAaBJieHHS OpraHu3alyi, ydYacTBYIOIIMX B  IPEIOCTaBICHHU
rOCYIapCTBEHHBIX WJIH MyHHIMIAIBHBIX YCIYT, 32 HCKIIIOYEHHEM JOKYMEHTOB, YKa3aHHbIX
B yacTH 6 ctatey 7 ®enepansroro 3akona ot 27 uroist 2010 r. Ne 210-03 «O6 opranuzanuu
NPENOCTABJIEHAs  TOCYJApPCTBEHHBIX M MyHHUMNANbHBIX  ycayr»  (CoOpanue
3aKOHOJaTenbcTBa Poccmiickoit ®enepauuu, 2010, Ne 31, cr. 4179; OdunnanbHbri
MHTEpHET-IIOPTall IpaBoBoi uHpopManuu http://www.pravo.gov.ru, 31.07.2020);

3) npeacTaBlieHUA JOKYMEHTOB U HH()OPMaIHUH, OTCYTCTBHE U (MM ) HEOCTOBEPHOCTh
KOTOPBIX HE YKa3bIBAIUCh INPU IEPBOHAYANBHOM OTKa3e B IIpHEME JOKYMEHTOB,
HEOOXOAMMEIX JUIS MPENOCTABIICHHS rOCYAapCTBEHHOH YCIyIH, 3a HCKIIIOYEHUEM CITy4acs,
IPeIyCMOTPEHHBIX IyHKTOM 4 uact 1 crateu 7 PenepanbHOro 3akoHa OT 27 HIONA
2010 r. Ne 210-®3 «OO6 opraHu3alud MpPeNOCTaBICHHUS TOCYHapCTBEHHBIX W
MYHHLIMIIAIBHBIX YCIIyT».

W cueprbiBarommuii mepevyeHb OCHOBAaHUHN JJIS OTKa3a B IpUEMe JOKYMEHTOB,
HEOOXOIMMBIX I MPEIOCTaBICHUS FOCY JapCTBEHHON YCIIyTH

18. OcHoBamus miss OTKa3a B [pHeMe JOKyMEHTOB, HEOOXONUMBIX Ui
[IpeIOCTaBJIEHUs OCYAapCTBEHHOH yCIIyTH, HE TPy CMOTPEHEI.

HcueprnpiBaromuii nepeyeHb OCHOBaHUI
IJIS1 IPUOCTAHOBIICHHS UJIM OTKAa3a B NNPENOCTaBIICHUN
rOCyJapCTBEHHON YCIIyTH

19. OcooBanua Ui TPHOCTAHOBJICHHA WM OTKasa B IIPEIOCTaBICHUU
rOCYJapCTBEHHON YCIIyTH OTCYTCTBYIOT.

IlepeueHs yciyr, KOTOPBIE SBJIAIOTCS HEOOXOANMBIME H 00s3aTeIbHBIMU
VIS TIPEIOCTABIIEHHS TOCYAAPCTBEHHOM YCIIyTH, B TOM YUCJIE€ CBEAECHUS O TOKyMEHTE
(moKyMeHTax), BeIIaBaeéMoM (BbI1aBaE€MbIX) OpPTraHHU3alUsIMH, yIaCTBYIOIINMY B
IPEIOCTABIEHUH [OCY JAPCTBEHHON yCIIyTH
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20. Ycnyra, xoTopas SBISeTCS HEOOXOMMMON M 00s3aTeNbHOM AN MpefOCTaBICHAS
roCyZIapCTBEHHON YCITyTH, — BBIJIa4a 3aKJIFOYEHHUS O COOTBETCTBHM.

JIOKyMeHTOM, BbIJaBaeMbIM (elepalbHBIME TOCYJApCTBEHHBIMH OIOKETHBIMH
YUPEXIESHUAMHU, HaXOAAIIMMHUCS B BeIcHUH MUHICTepCTBa 3/ipaBooxpaHenus Poccuiickoi
®enepauin m Poc3gpaBHamzopa,  aKKpeIUTOBaHHBIMH B COOTBETCTBHH  C
3aKoHOAaTeNbCTBOM Poccuiickoit @enepanum 06 akkpequTalyK B HAlIMOHAJIBHOM CUCTEME
aKKpeJMTalU}, YIacTBYIOIIUMH B IPEAOCTABICHUN T'OCYIApCTBEHHOM YCIIYTH, ABJISIETCS
3aKJIFOYE€HHE O COOTBETCTBUH.

ITopsnok, pasMep U OCHOBaHHSI B3UMaHMs TOCYAapPCTBEHHOMN MOLIIUHBI HJIH WHOH ILIaThI,
B3MMaeMO# 3a IIPEJOCTaBICHUE ITOCY AapCTBEHHOMN YCIIyTH

21. 3a mpenocTaBieHHe TOCYAAPCTBEHHOM YCIyTH TOCYJapCTBEHHAS IOLLUIMHA KA
HHas IUIaTa He B3UMAIOTCH.

Iopsinok, pasmep ¥ OCHOBaHHUS B3UMAHUS I1JIATHI
3a MPEeAOCTaBIEHHUE YCIyT, KOTOPbIE SBISFOTCA HEOOXOUMBIMH
1 00s13aTeNbHBIMH IS IPEAOCTABIIEHHS TOCY JAPCTBEHHOMN YCIIYTH,
BKJIOYasi KHPOPMALHIO 0 METOAMKE pacueTa TaKoM [IaThl

22. 3a npenocTaBiIeHne YCIYTH, KOTOpas SIBJIIETCA HEOOX0MUMOM U 0653aTeNbHOM I
IIPEIOCTaBJICHHS TOCYJapCTBEHHOH yCiIyrd, B3uMaercd miara B pasmepe 2000 pybmeii B
COOTBETCTBHH C ITYHKTOM 2 mnocraHoBieHus [IpaBurennctBa Poccuiickoit @enepanuu ot
26 Hos6ps 2019 r. Ne 1510 «O mopsiake BBOAA B IPaXIAHCKHA 0OOPOT JIEKAPCTBEHHBIX
npenaparoB g MeIMIUHCKOro npumeHeHus» (Cobpanue 3akoHomaTenbcTBa Poccuiickoit
Denepanuu, 2019, Ne 48, c1.6852).

MaxcuManbHBINA CPOK 0XKUIAHUS B OYEPENH NPH [OJIa4e 3ampoca
0 IIPEeOCTaBJICHUH FOCYJapCTBEHHON YCIYTH U IIPH MOJy9eHUH
pe3ylibTaTa IPeJOCTaBJICHUS TOCYJapCTBEHHOM yCITyTH

23. Ilpn mopmaue 3ampoca O MNPENOCTABICHHH T'OCYJAPCTBEHHOM YCIyrd W MpH
[I0JTy4eHHH pe3yJibTaTa NpefOoCTaBICHUs rOCyJapCTBEHHON YCIYyTH OKHJaHUE B OYEpeaH
HE IIPEAYCMOTPEHO.

Cpox 1 mopsAnoK perucTpalyy 3ampoca 3assBUTENS O MPeIOCTABICHUN I'OCY AapCTBEHHOMN
YCIIyTH, B TOM YHCJIE B 3JIEKTPOHHOH popMe

24. 3asiBneHue U qpyrue JOKyMeHTHI, IOCTYNUBIIHe B Poc3apaBHaa30p OT 3asBUTENA
IUIA TOJIyYEeHHUsl TOCYIapCTBEHHOM yCIIyTH, pETUCTPUPYIOTCS B aBBTOMATHYECKOM PEXUME B
nenp ux nocrymienus B AUC PocsnpaBraanzopa.

TpC6OBaHI/ISI K IOMCHICHHAM, B KOTOPBIX IIPEAOCTABIACTCA roCyAapCTBECHHAA yCJIyra,
K 3ally OXKHAaHHs, MECTaM JJIA 3allI0OJIHCHHU 3alIpOCOB O IPEAOCTaBJICHHN
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rOCyJapCTBEHHOM yCIIyTH, HH(GOPMALMOHHBIM CTCHIAM C oOpa3iiaMy UX 3aI0JIHEHUS U
nepeYHeM JOKYMEHTOB, HEOOXOUMBIX [UIS IIPENOCTaBICHUSA Ka)XI0# rocy1apCTBEHHOMI
YCIIyTH, pa3MeLIeHUIO U 0(pOPMIICHHIO BU3YAIIbHOH, TEKCTOBOM M MYJIbTUMEIUHHON
uHGOPMALIUH O IOPSIKE IPETOCTABICHHS TaKOH YCIyTH, B TOM YHCIIC K o0ecIeYeHUIO
JOCTYITHOCTH ISl HHBAIHU/IOB YKa3aHHbBIX 00BEKTOB B COOTBETCTBHUH C
3akoHoaarenscTBoM Poccuiickoit Pemepalldi 0 COUUaNbHOM 3aIIUTe HHBAINIOB

25. Jlnga TpenocTaBleHWs TOCYAAapCTBEHHOM YCIyrH sBKa 3asBUTENT B
Pocaapasuansop He Tpedyercs.

26. IS IPeROCTaBIIeHHs TOCY 1apCTBEHHON YCIIyTH He TPeGYrOTCsl 3aIbl OXKMIAHNUH 1
MeCTa IS 3aI0JTHEHHUS 3aIIPOCOB O MPEIOCTaBIeHUH ToCy 1apCTBEHHOH YCITyTH.

27. Undbopmarius 0 IPeHOCTaBICHUH TOCYJApCTBEHHON YCIYIH pasMeIlaeTcs Ha
odunuanbHOM caiite Poc3npasHanzopa u Ha ExuHoM nopTaie.

[Toka3zaTeny JOCTYIIHOCTH U Ka4eCTBa rOCyAapCTBEHHOW YCITyTH, B TOM YHCJIe KOIUYECTBO
B3aMMOICHCTBUH 3asBUTENA C JOJDKHOCTHBIMH JIMIIAMH NPHU IIPEIOCTABACHUN
roCyJapCTBEHHOW YCIyTH H UX NPOJOJDKHTENIbHOCTD, BO3MOXHOCTD MOy 1CHHA
AHGpOpPMAIHH O X0JI€ IPEIOCTaBIEH S FOCy JApCTBEHHON YCIyTH, B TOM YHCIE C
JICIIOTB30BaHIEM HH(pOPMAIMOHHO-KOMMYHHKAIIHOHHBIX TEXHOJIOTHH, BO3MOXHOCT
60 HEBO3MOXKHOCTD IONyYEHHS TOCY JapCTBEHHOM YCIyTH B MHOTO(YHKIIHOHATBHOM
LeHTpe MPENOCTABIEHHs TOCY IAPCTBEHHBIX K MyHHIUTIANBHBIX YCIYT (B TOM YHCIE B
HOJIHOM 00BEME), B TIOOOM TEPPHUTOPHATILHOM IMOAPA3EICHUH OpraHa,
TIPEeIOCTABIIAIOMIETO FOCY IAPCTBEHHYIO YCIYTY, O BRIOOPY 3asBHTENS
(3KCTEPPUTOPHANBHEIH IPUHIHAIT) HOCPEACTBOM 3ampoca O MPeIoCTaBICHUH HECKOIBKHX
FOCYIAPCTBEHHBIX U (AJIM) MYHHULUHIIAIBHBIX YCIYT B MHOTO(YHKIHOHATBHBIX EHTPaxX
peNOCTaBIEHHs TOCY JAPCTBEHHBIX H MyHHUIIMITABHBIX YCIIYT, IPEIyCMOTPEHHOrO
crateeii 15.1 ®exepansHoro 3axona ot 27 mroms 2010 r. Ne 210-@3 «O6 opranu3anuu
IpEIOCTABIEHNS TOCYJAPCTBEHHBIX H MyHULUTIATBHBIX yCITyT»

28. 3asBUTENIO IPH NPEIOCTABIEHMH I'OCYHAPCTBEHHOH YCIyrH B JNIEKTPOHHOH
dbopMe obecrieurBaeTCs BEIIOIHEHHE CIEAYIOMMX IEACTBHA:

1) nonyyenne uHbOpMAIHK O IOPAAKE H CPOKAX NPENOCTABICHA roCyAapCTBEHHOM
yCITyTH;

2) bopMHEpoBaHKe 3apoca o MPeJOCTaBIEHAN TOCY JapCTBEHHOH YCIIyTH;

3) mpueM M perucTpanus 3alpoca ¥ WHBIX JOKYyMEHTOB, HEOOXONUMBIX I
[pEI0CTABICHHS TOCYIaPCTBEHHOM YCIIYTH;

4) nonydyeHue CBENEHHH O XOJe BBIONHCHUS 3alpoca O MPeNOCTABICHAN
roCyJapCTBEHHON yCIIyTH,

5) ocyiecTBICHHE OLEHKH Ka4yeCTBa MPeOCTaBICHHA roCyIapCTBEHHOM YCIIyTH;

6) mocynebHoe (BHecyneOHOe) 00XkalOBaHHE PEMICHUH H neficTBuil (Ge3meiicTBYN)
Poc3sapaBHaa3opa, 1omKHOCcTHOrO iuna PocsnpaBaansopa.

29. B rmpomecce TpemOCTaBIEHHSA TOCYJAapCTBEHHOH YCIyrW 3asBUTCIb HE
B3aMMOJIEHCTBYET ¢ HODKHOCTHBIMH JMiaMu PocspasHazazopa.
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30. Bo3MOXXHOCTB IOTyUeHHU s TOCYJapCTBEHHOH yCIIyTH B TEPPUTOPHATIBHBIX OpraHax
Poc3npaBHaa3opa (3KCTEppUTOPHATBHBIH IPUHIINIT) HE TPeLy CMOTpPEHA.

31. Bo3MOXHOCTE MOJIyYeHHs TOCYJAPCTBEHHOM YCIyTH B MHOTO(QYHKIHOHAIBHOM
[IEHTpe IPeIOCTABIEHHUS TOCYAaPCTBEHHBIX U MyHUIUIIATIBHBIX YCIYT HE IPELyCMOTPEHA.

WHrble TpeOOBaHHS, B TOM YHCIIE€ YYUTHIBAIOLINE OCOOCHHOCTH IIPEAOCTaBICHHS
rOCYyAapCTBEHHOM YCITYTH [0 3KCTEPPUTOPUAILHOMY IPUHITAITY (B CIy4ae, €CIIH
roCyIapCTBEHHAsA yCIIyra IpeIOCTaBIISETCS [0 SKCTEPPUTOPHAILHOMY IIPUHLIAIY ) M
0COOEHHOCTH MPENOCTABIIEH S TOCYAAPCTBEHHOM YCIYTH B 3J1€KTpOHHOH dopme

32. DnexTpoHHas (hopMa [oauu 3agBJICHNS Ha TIOTyUYeHe roCcy JapCTBEHHOH YCITyTH
¢ Hcmonb3oBanueM EmunHoil cucreMbl uaentHdukanud u ayreHtHdukauuu (ECHA)
pasMellleHa B JIAYHOM KaOWHeTe Ha TJIaBHOM CTpaHHLe OQUIHAILHOIO CaiTa
PocanpasHanzopa B cetn «HTEpHET).

33. Jlns oOecrieyeHHst BOZMOXHOCTH I10Ja4M 3asABJICHHS U JOKYMEHTOB 4e€pe3 JIMYHBIHA
xabuneT B AVIC Poc3mpaBHan3opa 3asBUTEINb JODKEH:

- OBITH 3aperucTpupoBaH Ha EquHoM noprade;

- HIMETh YCUJIEHHYIO KBATUQUIIUPOBAHHYIO 3JIEKTPOHHYIO ITOANKUCE B COOTBETCTBHH C
®enepamsubiM 3akoHOM OT 6 ampens 2011 1. Ne 63-03 «OO6 351€KTPOHHOM IOIIIMCHY
(Cobpanmue 3axonojarenscrsa Poccuiickoit @enepannn, 2011, Ne 15, cr. 2036; 2020, Ne 24,
ct. 3755) u mocranoBienuem IlpasutensctBa Poccumiickoit @enepauum OT 25 HIOHA
2012 r. Ne 634 «O BuIax 3JIEKTPOHHON MOJNUCH, UCIIOIB30BaHUE KOTOPHIX JOIYyCKaeTCs
npy OOpallieHUH 3a [TOJYYEHHEM TOCYIaPCTBEHHBIX H MyHUIUIATBHBIX yeryr» (Cobpanue
3akoHozaTenbcTBa Poceuiickoit ®enepamun, 2012, Ne 27, ct. 3744; 2018, Ne 36, c1. 5623).

[II. Cocrag, nocnenoBaTenbHOCTh U CPOKH BBIITOJIHEHUS aIMHHUCTPATUBHBIX MIPOLIEAYD
(medicTBHil), TpeOOBaHMS K MOPSIKY WX BBIIOJHEHHUS, B TOM YHCJIE OCOOEHHOCTH
BBINIOJIHEHHUS aJIMAHUCTPATHBHEIX NPOLEAYp (HeiicTBH) B 3JIEKTPOHHOH opme

HcuepnpIBarolyii epeyeHb aIMHHACTPATHBHBIX Mponexyp (AeicTBuil)

34. Ilpun mpenocTaBIeHUH T'OCYNAapCTBEHHON YCIyTH OCYIUECTBISIOTCS CIETyOIIne
aJIMUHUCTPATHUBHBIE POLeXypHl (HeHcTBUA):

1) npueM, perucrpauus 3asBIeHHS W [JOKYMEHTOB, HEOOXOIMMEIX VIS
IpedOCTaBIeHUS TOCY IaPCTBEHHON yCIIyTH;

2) pacCMOTpEeHHE IIOCTYNMUBILIMX OT 3asABUTENA 3asBJICHHS M JOKYMEHTOB O
PEeJOCTaBICHUN I'OCYJapCTBEHHON YCIyTH;

3) HampaBlieHHE 3aABHTENIO paspellieHHs WIN yBENOMJICHHs 00 OTKase B BBIAAYEe
pa3pelieHus;

4) ucnpapieHle JOMYIIEeHHBIX ONIeYaTOK U (UJI1) OIHOOK B BEIAAHHBIX Pa3peIIeHUsX.

35. Beigaua gy6nukaTa pa3pelieHus He OCyIIECTBIIIETCS.

36. AIMUHHCTpATHBHBIE IpOLE Ay PhI (meiicTBH), BBINIOJIHSIEMbIE B
MHOI0)YHKIHOHATBHBIX IIEHTPaX MPEAOCTaBIEHUS rOCY1apCTBEHHBIX ¥ MYHUTUIIAIBHBIX
yCIIYT, OTCYTCTBYIOT.
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[pueM, perucTpanus 3asBICHAS H JOKyMEHTOB, HEOOXOANMBIX JUIsl IPEJOCTaBIICHHS]
rOCyJapCTBEHHOH yCIyru

37. OcHoBaHueEM AJIg Havajia aIMHUHUCTPATUBHON IPOLEAYPHI SABIAECTCS MOCTYILJICHHE
3afBJEHUS O BbIjIaye paspellieHus W JOKYMEHTOB, IPENYCMOTPEHHBIX ITyHKTOM 15
HACTOALIEro AIMUHUCTPATUBHOTO PETJIAMEHTA.

38. Ilpu nmocrymnenun 3asBieHus B AUWC PocsmpaBHag3opa B aBTOMATHYECKOM
pEXUME OCYIIECTBIAETCS PErMCTpALlis 3asBIeHUS. 3aBUTENIO Yepe3 JIUYHbIH KaOUHeT B
AWC Poc3azpaBHanzopa coobmaeTcss NpHCBOSHHBIN 3asBIEHUIO YHUKAIBLHbINA HOMeD.

39. U3BemieHre O NOCTYIUICHUH 3asABICHUS WM IOOKYMEHTOB, IPEACTAaBICHHBIX B
Poc3npaBHan3op ¢ IeNbI0 MPENOCTaBIEHHSA TOCYJAPCTBEHHOM YCIYTH, HamlpaBlIIeTCA
HAaYAIBHUKY OTAENA, OCYINECTBISIOErO BRIAYY paspelieHuii (1anee - HauajlbHUK OTAENa).

40. HavanpHuK oThena B JAE€Hb IOCTYIUICHHUS 3asBJICHHS Ha3HA4YaeT M3 4YHCIA
COTPYJHHMKOB OTJlella HCIIOJIHHUTENS, OTBETCTBEHHOIO 3a PAacCMOTPEHHE 3asABICHUSA H
IOKYMEHTOB, IIPEJICTABICHHBIX I ITOMY4YeHUs paspelneHus (nanee-OTBETCTBEHHBIH
HCIIOJIHUTEND ).

41. Kputepuem NpUHATHS PELUICHUS IO aAMUHHUCTPATHUBHOM IPOLERYype SABIACTCA
HAJTMYHE 3asBJICHUS U TOKYMEHTOB, HEOOXOIUMBIX JUISl IPEJOCTABICHH FOCY 1apCTBEHHOM
YCIIyTH.

42. Pe3ynpTaToM agMUHUACTPATUBHON MPOLEAYPHI SABIAETCS PErHCTpalMs 3asBICHUS
1 JOKyMEHTOB, HEOOXOAMMBIX JUISl MPEAOCTaBICHIS ITOCY JapCTBEHHOM YCITyTH.

43. Pe3ynpTaT aqMUHACTPATHBHOMN MpOLeypsl GUKCHpYyeTcs B moacucTeMe «Bsox B
IPaXJAHCKHUM 000OpOT MMMYHOOGHOJOIHYECKMX JIEKApCTBEHHBIX Ipenaparos» AMC
Poc3apasranzopa.

PaccMoTpeHre NOoCTyNUBINNX OT 3asiBUTENS JOKYMEHTOB O IPEIOCTaBICHUH
rOCylapCTBEHHOH yCIyTH

44. OcHOBaHHEM JJIS Havalla aJIMUHUCTPAaTUBHON IIPOLENYPhI ABJISETCA PETHCTPAIs
3asBJICHUS M JOKYMEHTOB, HEOOXOIUMBIX IS IIPEXOCTABICHUA TOCY JapCTBEHHON YCIIyTH.

45. OTBETCTBEHHBI! HCIIOJIHUTEIb, Ha3HAYSHHbIH HA4YaJbHUKOM OT/ENIa, HE MO3/IHee
CIIEAYIOIIEro paboyero MHS CO AHS CBOEr0 Ha3HAYEHHS OCYILIECTBIIAET IPOBEPKY MOTHOTHI
1 IOCTOBEPHOCTH IIPEACTABIECHHBIX B 3asSBICHUM U TOKYMEHTaX CBEACHHUH.

46. Ilo pesymbTaTaM NPOBEPKA OTBETCTBEHHBIM HCIIOJIHHUTENb T'OTOBHT IIPOCKT
paspelleHns] WM TMPOEKT yBeJOMIIEeHHs o0 OTKa3e B BbIJaye Pa3peilleHHs C yKa3aHUEeM
NpUYMH OTKAa3a, B ClydYae HAJM4YMs B 3afABICHAM M JOKyMEHTaX HEMOJHOW HIIHA
HemocToBepHO# nH(popManuu, 1 pasmeriaeT ero B AVIC Poc3npasransopa.

47. TIpoekT paspelleHus, MPOEKT yBeIOMIIEHHs 00 OTKase B BblIade pa3perieHus
TOAMACHIBAIOTCS 3NEKTPOHHON MOANUCEHI0 PYKOBOAHUTENS (3aMeCTUTENeM PYKOBOIUTEIIS)
PocsnpaBHan3opa B TedueHue 1 pabodero fHA.

48. KputeprieM NMpHHATHS PEUICHUS MO aAMHUHMCTPATHBHOH MHpOIexype fABJACTCA
HAJIMYHE WJIH OTCYTCTBHE OCHOBAaHHUH JJIA OTKa3a B BhIJa4Ye pa3perieHus.

49. Pe3ynbTaToM aIMHHHUCTPATHBHOM NpPOLEAYpHI fABJISETCS MOATOTOBKA IPOEKTA
paspelIeHHs WK IPOeKTa YBeIOMIIEHH 00 OTKa3€ B Bhlaye pa3pereHus.




12

50. Pe3ynpTar aJIMUHHCTPATHBHOH IpoLEAypbl (GHKCHPYETCS IyTEM pa3MelICHHS
NpOEKTa paspelleHns WiIH YBeIOMIIeHHUs 00 OTKa3e B BbIJaue paspeIleHus B MOJCUCTEME
«BBox B rpaxmaHckuiéi 000pOT MMMYHOOMOJIOTHYECKHX JIEKAPCTBEHHBIX MperapaToBy
AUC Poc3npaBHaazopa.

Hanpasnenue 3asBATENO pa3pellieHUs WM yBEIOMIICHHUs 00 OTKa3e B BblIave
paspeleHus

51. OcHoBaHueM [jii Hayajga aJMHUHUCTPATUBHON NpOLENYpPHl ABISETCS HAIAIUC
MOAMKCAHHOTO PYKOBOAWTENEM (3aMecTHTeleM pyKoBomutens) PocsmpasHanszopa
paspellleH s WK yBeIOMIIEHHs 00 oTKa3e B Bbigade paspemenus B AMIC PocanpasHanzopa.

52. PaspemieHue, yBedoMJIeHHE 00 OTKa3e B BbIJaye paspelieHMs HaNpaBIsIOTCS
3agBUTEITIO TIocpecTBOM JiuHoro kabuHera B AIC Poc3npaBHansopa.

53. CBezeHus O BBIIAHHBIX Pa3peIleHusX pa3MearoTcs B TedeHne 1 paboyero aHs co
nHA ux odopmieHus Ha oduimanbHOoM caiite Poc3npaBHangzopa B cetn «MHTepHeT» C
cobmonenreM TpeOOBaHul 3akoHOMaTeNnbCTBa Poccuiickoit Penepanyu 0 KOMMEPUYECKOM
Y UHOU OXpaHAeMOW 3aKOHOM TalHe.

54. KputepueM NpHHSATHA PELICHHSA 10 aAMUHHCTPATHBHOM IIPOLEAypEe SBJIAETCS
HaJIMYre MOATMUCAHHOTO Pa3pelleHus WK YBEIOMIIEHUs 00 OTKa3e B BBIJAYE paspelreHus.

55. Pe3ynpTaToM afMUHUCTPATUBHOHN NPOLEAYPHI ABIIICTCSA HallpaBICHUE 3aSBUTEIIO
pa3perneHus (YBeAOMIICHHUS 00 OTKa3e B BhIAAYe Pa3perIeHs).

56. Pe3ynbTaT afMUHUCTPATUBHON MPOLENypbl GUKCUpPyeETCA:

1) B mnomcucreme «BBom B TrpaxmaHCKHii 000pOT HMMMYHOOHMOJOTHYECKHX
JeKapcTBeHHBIX npenaparoB» AVC Poc3apaBHan3opa;

2) Ha odpuiansHOM caitte Poc3mpaBHaazopa.

I/ICHpaB.HeHI/IC JAOMMYIMCHHBIX ONICYATOK U (I/IJII/I) OIIHOOK B BBIITAHHBIX pa3spCIICHUAX

57. B ciyd4ae BBISBJIIEHHS 3asSBHTENEM B pa3pellieHHH ONEeYaToK M (MIH) OIHUOOK,
3asABUTENb Yepe3 nuuHbi kabuHeT B AVIC Poc3npaBHai3opa npeacTaBiser 3asBicHUe 00
HICTIpaBJIEHNH OIEeYaTOK ¥ (MJIM) OIIMOOK B pa3pellicHu Ha BBOJ B TPXIaHCKUH 000pOT B
Poccuiickoii @enepanyn cepud WM NAPTHH UMMYHOOHOJIOTMYECKOTO JIEKAPCTBEHHOIO
npenapara no ¢popmMe corjiacHO MpuIoxkeHuo Ne 2 Kk AIMUHUCTPAaTUBHOMY PErIaMEHTy.

58. OTBeTCTBEHHBI! UCIIONHUTENH, HA3HAYEHHBIH HauyaJbHIKOM OTAeNa, B TeueHue 1
pabodero JHS cO JHA MOCTYIUICHHS COOTBETCTBYIOIIETO 3asBJICHHUS, IPOBOJUT IIPOBEPKY
yKa3aHHBIX B 3a5BJICHUHU CBEICHHIA.

59. B cnyuae BbIABJIEHHS NOMYIIEHHBIX OMEYaTOK M (MJIM) OMIHOOK OTBETCTBEHHBIN
VICIIOJIHUTEINb OCYIIECTBIISIET MCHpaBlIeHHe TaKUX ONedaToK W (WIK) OMMOOK M TOTOBHUT
IPOEKT NepeoGOPMIIEHHOTO pa3peIeHusI.

60. IIpoexT mnepeodopMIEHHOrO pa3pelieHNs IOANUCHIBACTCS PYKOBOAMTEIEM
Poc3npaBHan3opa (3amectureneM pykoBomutens PocanpaBaanzopa) B TeueHue 1 pabodero
IHSL.

61. KpurepueM npuHATHS pelleHUs MO aIMUHHCTPAaTUBHOH Npoleaype sBIAETCS
HaJg4ye UK OTCYTCTBHE JONMYINEHHBIX OlleYaToK ¥ (UJIH) OIIMOOK B Pa3speLICHUH.




13

62. Pe3ynpTaToM aIMUHHCTPATUBHON IPOLIEAYPHI SBJIAETCS HCIPABICHUE ONIE€YaTOK U
(1nM) OIM60K B BHIIAHHOM pa3pelllcHUH W HAIPABJICHUE 3asABHTEIIO NepeohOPMICHHOTO
paspelneHus uepes nuunbiii kabuner B AMIC Poc3npaBran3opa B3aMeH paHee BBIIaHHOTO.

63. Pe3ynpTaT aJIMHHACTPATHBHOM IpOLeLyPbl GUKCUPYETCS:

1) B mnoacucteme «BBog B TpaxAaHCKHM 060POT HMMYHOOHOJIOTHYECKHX
nekapcTBeHHBIX mpenaparoBy AUC Poc3apasHanzopa;

2) Ha odunmanbHOM caiite PocsapaBHanzopa.

TTopsimoK OCyIIecTBIEHNs aIMAHUCTPATABHEIX IIPOLIETYp B SIEKTPOHHON popMe, B
TOM HHCJIE C HCIIOJIb30BaHUeM EnuHoro mopraia

64. opMHpPOBaHKE 3aIpoca O MPENOCTABICHHH TOCYIapPCTBEHHON yCIyrH (naee —
3aIIpoC) OCYIIECTBIIAETCS IOCPENCTBOM 3aIlONHEHHS 3JIEKTPOHHOH (OpMBI 3ampoca Ha
EquHOM TopTane, Ha oduuuamsHOM caiite PocsapaBHamsopa 6e3 HeoOXOZMMOCTH
IOTIONHHUTENILHOM TI01auH 3ampoca B OyMaxxHO! GopMe.

Ha ExvuoM mopraie, Ha opuIuanbHOM caiite PocsapaBHan30pa pasMeIlaroTcs
00pa3ibl 3aMOIHEHHS YIEKTPOHHOH (OPMEI 3a11poca.

Eciu na EquuoM nopTalie 3asBUTENIO He 00eclie4nBacTCs BO3MOXKHOCTD 3aTl0/IHEHUS
3IEKTPOHHOM (GOpMEI 3ampoca, TO Ui ¢opMupoBaHus 3ampoca Ha ExuHOM moprane
obecreunMBaeTCsl ABTOMATHYECKMH Iepexol K 3allOJHEHHI0 SIEeKTPOHHOH (QOpMBI
YKa3aHHOT'O 3ampoca Ha odunuansHoM caiite PocsnpasHansopa.

dopMaTHO-IOrHYecKass IpoBepka CGHOPMHPOBAHHOIO 3ampoca OCYMIECTBIACTCA
oclie 3aIOIHEHHS 3asBHTENEM KaXJ0ro M3 Iolel anekTpoHHOH (opMel 3ampoca. lIpu
BBISIBJICHHM HEKOPPEKTHO 3aIlOJHEHHOTO MOJIs 3JEKTPOHHOH (QopMEI 3ampoca 3asBHTEIb
YBEAOMIIAETCS O XapaKTepe BBHIABICHHON OIIMOKH M IOPSAIKE €€ YCTpaHEHH TOCPEACTBOM
MHGOPMALMOHHOIO COOOIIEHUS HEMOCPEICTBEHHO B JJIEKTPOHHOM (opMe 3ampoca.

65. ITpu GpopMUpOBaHHH 3asIBUTEIIEM 3aIIpOCa 0OECIIEUMBAETCS:

1) BO3MOXHOCTh KONHPOBAaHWS W COXPAaHEHMs 3alpoca U HHBIX JIOKYMEHTOB,
HEOOXOMUMBIX ISt IPEAOCTaBICHUS YCIIYyTH;

2) BO3MOXHOCTH 3allOJIHEHHMS HECKOJBKVMH 3asBHTEISAMH OJHON 3JIEKTPOHHOH
GopMBl 3ampoca NpH OOpamleHNH 3a YCIyramd, NpealojaralolMMy HalpaBIeHUE
COBMECTHOTO 3aIpoca HECKOJIBKUMHU 3asBUTEIISIMH;

3) BO3MOXHOCTH M€YaTH Ha OYMaKHOM HOCHTENEe KONUH JIEKTPOHHOH (POPMEI
3alpoca;

4) coxpaHeHNe paHee BBEICHHBIX B JIEKTPOHHYIO (pOpMY 3aIipoca 3Ha4eHuH B 000
MOMEHT I10 JKEJIAHHIO MOJIb30BATENs, B TOM YHMCJIE IPH BO3HHKHOBEHHH OLIMOOK BBOJA U
BO3BpAaTe LI IOBTOPHOTO BBOJA 3HAYEHHUH B 3IEKTPOHHYIO (OpMY 3ampoca;

5) 3amonHeHME IOJIEH SJEKTPOHHON (OPMBI 3ampoca N0 Hadala BBOLA CBEACHUH
3aSBUTENIEM C  HCIONB30BAHHEM  CBEJEHHH, pasMelleHHBX B  (emepaibHON
rOCyJapCTBEHHON HHpOpMANMOHHON cucTeMe «EauHas cuCTeMa HACHTH(QUKALUN H
ayTeHTHOUMKANMM B  HHPpPAcTpyKType,  obecHeunBaromiedi  MHQOpMAlHOHHO-
TEXHOJIOTHYECKOE B3aMMOJAEHCTBHE HHMOPMALMOHHBIX CHCTEM, HCIOJIB3YEMBIX I
[peOCTABICHHs T'OCYJAPCTBEHHBIX M MyHHLMIAIBHBIX YCIYT B SIEKTPOHHOH (opme»
(mamee — emWHas cHCTeMa UICHTHQUKAUMM ¥ ayTeHTH(HKAMW), U CBEJCHHUH,
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ory6muKoBaHHEIX Ha ExuHOM nopraie, Ha oduIManbHOM caiite Poc3apaBHajsopa, B 1acTH,
Kacalomeiics CBENEHHH, OTCYTCTBYIOIIMX B €IMHOM CHCTeMe HICHTHQHKAUMHE |
ayTeHTU(QHKALNH;

6) BO3MOXKHOCTh BEPHYTBCS Ha JFO0OM U3 3TAIIOB 3aMOJHEHHS SIeKTPOHHOH (bopMBbI
3anpoca 6e3 moTepu paHee BBeIeHHOH HH(OpMALWH;

7) BO3MOXKHOCTb JOCTyNa 3asBHTeNs Ha EfuHOM moprare, OQUIHATLHOM CaiTe
Poc3zpaBHanszopa K paHee MOJAHHBIM MM 3allpocaM B TEYEHHE HE MEHEe Io/a, a TaKkke
YaCTHYHO C(OPMHPOBAHHBIX 3aIlPOCOB — B TEUEHHE HE MeHee 3 MeCAIIeB.

CdopMupoBaHHBIH U NOANMCAHHELA 3aIPOC ¥ HHBIE NOKYMEHTHI, He0OXO0qUMBbIE IS
NPENOCTABIEHUsST T[OCYNapCTBEHHOH  yCIyTH, HANpPaBIAIOTCS B PocznpaBHanzop
nocpeacTsoM EnuHoro mopraia uim opunEansHoro caita PocsapasHanzopa.

66. 3asBHTENs> HMeeT BO3MOXKHOCTh MONy4YeHHs HHGopManud O Xoze
IpEeNOCTAaBICHHUS IrOCY JAPCTBEHHOM YCITyTH.

WHdopManus o Xoje MPeIOCTAaBICHUS TOCYNapCTBEHHOH YCIyI'W HampaBlIseTcs
3aSBATEIO0 B JINYHBIH KaOMHET C MCIOJIB30BaHMEM CpeAcTB ExuHOro moprana WM
otdunmansHOro caira PocsnpasHanzopa.

67. Ilpy TNpeNoCTaBIEHHH TOCYIApPCTBEHHOH YCITyrH B OJICKTPOHHOM bopme
3asBUTEJIIO HAIIPaBJIETCA:

1) yBeZoMIIEHHE O Hagasle IPOLELYPS! IPEOCTABIEHUS TOCY AAPCTBEHHOH yCIyTH;

2) yBeoMIIeHHe 06 OKOHYAHUH IIPEOCTaBICHUS FOCY AaPCTBEHHOH yCIIyTH.

IV. ®opMBI KOHTpOIS 32 IIPeNOCTaBIEHAEM FOCY JapCTBEHHOH YCIIyTH

HOpH}lOK OCYIIECTBJICHUS TEKYILIET0 KOHTPOJIA 34 CO6J'IIOI[€HI/ICM U UCTIOJTHCHHUEM
OTBETCTBEHHBIMU NOJDKHOCTHBIMH JIMIIAMH IOJIOKECHUMN AJIMI/IHI/ICTpaTI/IBHOI‘O periaMenTa
Y UHBIX HOPMATHUBHBIX MPABOBLIX AKTOB, yCTaHaBJIUBaOHINX Tpe60BaHI/I$I K
IIpEaOCTaBJIICHUIO FOC}’I[apCTBeHHOﬁ YCIIyTH, a TaKX€ NIPUHATHEM MU pemeHm‘/i

68. Texymuii KOHTPOJNb 3a COONIONEHHEM MOCIIEN0BATEIBHOCTH NefiCTBUH,
OIpeeeHHbIX aJIMMHHCTPATUBHBIMHU npolenypaMu 3() IPEIOCTaBICHUIO
rOCyIpPCTBEHHON YCIYTH, OCYIIECTBIAETCS PYKOBOAMTENIEM M JO/DKHOCTHBIMH JIMIAMH
Poc3npaBHaasopa, OTBETCTBEHHBIMH 3a OpraHN3alHIo paboThI
110 IPEIOCTABJIEHUIO TOCY AAPCTBEHHOM yCIIyTH, Iy TeM IPOBECHH IIPOBEPOK coomonenus
U WCIOJHEHHS OTBETCTBEHHBEIMM WCIIOMHUTEISIMH IIOJIOXKEeHUu! AJIMHHACTPATUBHOTO
pernaMenTa, MHbIX HOPMATHBHBIX PABOBEIX aKkTOB Poccuiickoi ®enepalny, a TAKKe NpA
MPOBEICHUA BHYTPEHHEr0 ayJuTa Pe3yJbTaTUBHOCTH IPEOCTABICHUS roCyapCTBEHHOM
yCIIyTH (Iaee — IpoBepKa).

69. IIpoBepkl MOJHOTHI M KayecTBa IIPEIOCTABICHUA rOCyJapCTBEHHOM YCIIyTH
BKJIIOYAIOT B ce0s MpOBEICHUE MPOBEPOK, BHIABJIIEHHE U YCTPAaHCHME HApyIIeHU#! MpaB
3asBUTENEH, pacCMOTpeHWe, [pPHUHATHE  PpElNIeHHid W  HOATOTOBKY  OTBCTOB
Ha oOpalieHWs 3asBUTENCH, CoAepKalue xano0sl Ha neiictBus (GesmeiicTBue)
" perieHust JIOJDKHOCTHBIX JIAIT Poc3apaBHaa30pa, OTBETCTBEHHBIX
3a [pe0CTaBIeHHe TOCY AAPCTBEHHOM YCITyTH.
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HOpSIJ.IOK U NEpHOJUYIHOCTD OCYLIESCTBIICHUS I1IT1aHOBBIX U BHEIJIaHOBBIX TPOBCPOK
MOJIHOTHI U Ka4yeCTBa NPEA0CTABJICHHUA FOCYI[apCTBeHHOﬁ YCJIYT¥, B TOM YHACJIC HOPAOAOK A
(bOpMI:I KOHTPOJIA 3a MOJHOTON U Ka4eCTBOM npeaoCTaBJICHUA FocyﬂapCTBeHHOﬁ YCIyru

70. IIpoBeeHre MIaHOBHIX M BHEIUIAHOBBIX IPOBEPOK OCYMICCTBIACTCS B LENAX
BBIABICHHS HApyLIEHMi ToOpsAKa NpPeIOCTaBIeHHA TOCYIapCTBEHHOH  YCIyTH,
B TOM YHCJE CBOEBPEMEHHOCTH H IIOJHOTHI PAacCMOTPEHHs OOpallleHH# 3asBUTEINEH,
060CHOBAaHHOCTH ¥ 3aKOHHOCTH [IPUHSTHS 110 HUM PEIIECHUM.

71. [lnaHOBbIe MPOBEPKH MOJHOTH M KAa4eCTBa MPEIOCTABJIEHUs [OCYNapCTBEHHOH
YCIyTH TIPOBOAATCS YIIOJHOMOYCHHBIMH JOJDKHOCTHBIMM JHMnamu Poc3npaBHamsopa HE
pexe 1 pa3za B rox.

72. ExxeroHblii IIaH IPOBEPOK YCTaHABIMBaeTCs pyKoBoauTeneM Poc3npaBHaasopa.

73. BHeIU1aHOBBIE IPOBEPKH MOJTHOTH! M KAUECTBA [PEOCTaBIEeH s TOCY [apCTBEHHOH
YCIyT'¥ MPOBOAATCS CTPYKTYPHBIM IofpasaenenreM Poc3ipaBHaa30pa, OTBETCTBCHHBIM 3a
Ipe0CTaBIeHNE TOCYAAPCTBEHHON yCIIYTH, ¢ y4aCTHEeM YIIOJHOMOYEHHBIX OJDKHOCTHBIX
M1 DoApasfenenuit Poc3apasHanzopa Mo KOHKPETHOMY oOpaleHuIo (xanobe) rpaxian
VM IOPHMYECKAX NHMI[ Ha peleHus Win jefictBus (OesnefcTBre) MOIDKHOCTHBIX JIALL
Poc3gpaBHan3opa, OpPUHSATHIE MM OCYIIECTBICHHbIE B  XOA€ MPEAOCTaBICHUA]
rOCyJapCTBEHHOM! YCIIyTH.

74. Pe3ynpTaTel HpoBepKH OQOpMILIIOTCA B (QopMe akTta H IOANHMCHIBAIOTCA
YIIOJIHOMOYEHHBIMHU TOJDKHOCTHBIMH JullaMu Poc3apaBHaa3opa.

OTBETCTBEHHOCTH TOJDKHOCTHBIX JIMI Poc3ipaBHa/30pa 3a pEIIeHHs U JeHCTBUA
(6e3aeiicTBrE), TpUHEMAaeMble (OCYLIECTBIAEMBIE) KMH B XO/1€ IIPEIOCTABIICHHUS
roCylapCTBEHHOM yCIIyTH

75. TlepcoHanbHasd  OTBETCTBEHHOCTh  JIOJDKHOCTHRIX  Jmi — PocsapasHansopa
3a MPENOCTaBIIEHHE TOCYHApPCTBEHHOW YCIYyrM 3aKperyisieTcss B HX JOJDKHOCTHBIX
periaMeHTax.

76. VIciONTHATENb, OTBETCTBEHHBI 3a IPeIOCTaBIE€HHE TIOCYJapCTBEHHOHW YCIYIy,
HECET NEPCOHANBHYIO OTBETCTBEHHOCTD 34:

1) paccMoTpeHue JOKYMEHTOB, IPEICTABICHHBIX 3as BUTEIIEM;

2) cobumoieHre CPOKOB U NMOPsKa IPHEMa NOKYMEHTOB;

3) cobmoeRne TIOpAIKa, B TOM YHCIE CPOKOB IPETOCTABIEHUS [OCYAaPCTBEHHOH
yCIIyTH.

[MonoxxeHus, XapakTepu3yIomue TpeOOBaHUS K NOPAIKY H GpopMaM KOHTPOIIS 32
IpeIOCTaB/IEHNEM TOCYAapCTBEHHOM YCIIyTH, B TOM YHCJI€ CO CTOPOHBI IPpax/aH, uX
o0beIMHEeHNN U OpraHu3aui

77.Tpaxnane, WX OOBEIWHEHHS M OpraHu3alli¥ MOryT KOHTpOJHPOBAaTh
HpeNoCTaBIeHie TOCYyJapCTBEHHOM  yCiayru  IyTeM  IOJXy4eHWs HHpOopManuu
no TeneoHy, SIEKTPOHHOM MoYTe, Ha odHIMaNLHOM caiite PocszipaBHan30pa W Hepes
EMHBIH TOPTAI, a TAkKe MOCPEICTBOM TIOTyYeHHs OTBETOB Ha ITHCEMEHHbIE 00pallleHHUs.
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V. HocyneOHsii (BHECY NEOHBIH ) TOPAAOK 00KaIOBaHHS
petneHwii u nefictuit (6e3nericTBus) Poc3npasransopa,
a TaKXe ero JOJDKHOCTHBIX JIUI]

Hudopmanus 1y 3aMHTEPECOBAHHBIX JIUII 00 MX IpaBe Ha JocynebHoe (BHeCYAeOHOE)
obxanoBanue feicTeuil (Oe3neicTBrS) U (MIM) PEINeHH, IPHHATHIX (OCYIIeCTBICHHBIX)
B XOJI€ IIPEIOCTABIIEHHS FOCYAaPCTBEHHOM YCIyTH (Zaliee - xanoda)

78. 3auHTepecOoBaHHEIE JMIA BIOpaBe o0xanoBaTh peiicTBus (Oe3zelcTBHE)
JOJDKHOCTHBIX 1M1 Poc3zipaBHan3opa U pelleHHi, MPHUHATHIX (OCYINECTBISEMBIX) MU B
XOJie IIPENOCTABIEHHS FOCY IapCTBEHHOM YCITyTH, B JOCYAeOHOM (BHECYIEOHOM) IIOPSIKE.

79. 3anHTEpeCOBaHHBIM JHIIaM 00ECIEUNBAETCS BOZMOXKHOCTE HAllPaBICHUS Kal0ObI
HA pemeHus, AeWcTBus umm OesneiictBue Poc3apaBHang3opa, MODKHOCTHOTO JIMIA
PocsapaBHam3opa B COOTBETCTBUM CO cTarheil 11.2 MenmepanbHOro 3akoHa OT 27 HIOJA
2010 r. Ne 210-®@3 «O6 opraEu3anuy TPEeAOCTaBICHUS TI'OCYAapCTBEHHBIX U
MYHHUIMITAIBHBIX YCIYT» U B MOPSIKE, YCTAHOBIEHHOM NTOCTaHOBICHHEM [IpaBuTeIbCTBA
Poccuiickoit @enepammu ot 20 HosOps 2012 1. Ne 1198 «O denepanbHOi rocy 1apCcTBEHHOM
MHPOPMALIHOHHOM chcTeMe, 0GeCIeunBalOLIEl mpouecc AocynedHoro, (BHeCyaeOHOro)
o0)KaJIOBaHMs pelleHH U JeicTBrit (Oe31eficTBYS), COBEPIIECHHBIX NP MPEAOCTaBICHUH
rOCYJapCTBEHHBIX U MYHHIUIATLHEIX yeryr» (CoOpaHue 3akoHOAaTeNbCTBa Poccuiickoi
Mepeparun, 2012, Ne 48,ct. 6706; 2018, Ne 49, c1.7600).

80. 3auHTEepeCOBaHHbBIE JIMIA MOTYT OOpaTHThCA C KalobodH, B TOM 4YHCIE B
CIIEAYIOIINX CIIyqasx:

1) HapymieHne cpoka perucTpalnuy 3asBICHUS;

2) HapylIeHue Cpoka IMperoCTaBlIeHHs rOCy JapCTBEHHON yCIIyTH,

3) TpeboBaHue mpeacTaBiIeHUA 3asBUTENEM JOKYMEHTOB, HeE MPeayCMOTPEHHBIX
HOpPMaTHBHEIMU IpaBOBHIMH akTamMu Poccuiickoil ®Penepauuu Ui IPEOOCTABICHHS
I'OCYJapCTBEHHOU YCIIYTH;

4)oTka3 B TpueMe JIOKyMEHTOB, IMpENCTaBICHHE KOTOPHIX MPEITyCMOTPEHO
HOpPMAaTHBHHIMU IpaBOBBIMH akTaMu Poccuiickoit @epepauvu i OPEHOCTaBICHHS
roCyJapCTBEHHOH! yCIIyTH;

5) oTka3 B MpeAOCTaBIEHUH I'OCYJapCTBEHHOM YCIyT'H, €CIM OCHOBAaHHS OTKa3za He
IpeaycMOTpeHbl  (enepalbHBIMH  3aKOHAaMH W INPUHATBIMH B COOTBETCTBHHU
C HUMU WHBIMH HOPMaTHBHBIMY IPaBOBBIMU akTaMu Poccutickoi @enepaiiuu;

6) TpeboBaHHE BHECECHHS 3aSBUTENIEM IIPH NPEIOCTABICHUHN FOCY IapCTBEHHOH yCITyTH
MaaThl, He TMPEIyCMOTPEHHOW HOPMATHBHBIMM INIpPaBOBBIMM aKTaMH Poccuiickoi
Denepauny;

7) 0TKa3 NODKHOCTHBIX JIMI[ B MCIIPABIICHAHN AOMYIIEHHbIX ON€YaToK U OIHKOOK;

8) HapymieHue cpoka WM TOpAOKa BBIJAYM JOKYMEHTOB IIO pe3yJibTaTaMm
IPEeJOCTaBICHUS rOCYJapCTBEHHOMN YCIyTH;

9) mpHOCTaHOBJIEHHE MPEXOCTABIIEHHS] TOCYIApCTBEHHOH YCIYTH, €CJIH OCHOBaHMS
OPHOCTAHOBJICHHS HE MPEXyCMOTPEHBI (hefepalbHBIMU 3aKOHAMHM M IIPUHSATBIMUA B
COOTBETCTBHMM ¢ HHMM HHBIMM HOPMATHBHBIMH MpaBOBHIMHU akTamu Poccuiickoit
®Denepanyu.
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OpraHsl TOCYJapCTBEHHOM BJIACTH, OpraHU3allM{ U YIIOITHOMOYEHHBIC Ha
PacCMOTPEHHUE KaIOOHI JIHIA, KOTOPEIM MOXKET ObITh HaIpaBJIeHa Xkajlo0a 3asBUTEI B
nocyaebHoM (BHeCYIeOHOM) MOpsIIKe

81. JXamoba wmHa pemneHus, aeiictBus (Oe3neiicTBUe) HOJDKHOCTHOIO —JHIA
Poc3npaBHam3opa MoxeT ObITh MOIaHA HA UM pyKoBoauTens Poc3npasHansopa.

82. XKanoba Ha pemienus, neiictpus (Oe3neiicTBue) pykoBomutens PocsapasHansopa
MOXxeT OBITh HostaHa B MuHHCTEpPCTBO 3paBooxpaHeHns Poccuiickoit ®enepanuy.

Crioco6s1 ”HPOPMHUPOBAHHUS 3asBUTENEH O MOPSAAKE MOAAYX H PACCMOTPEHHUSA
XaJtoObl, B TOM YHCIIE C HCHOJIb30BaHHeM ENnHOro nmoprana rocyJapCTBEHHBIX U
MYHHIHTIAIBHBIX YCIYT (PYyHKIMIA)

83. HudopMupoBaHHe 3aHHTEPECOBAHHBIX JIAI O MOPSIKe MOJAYd JKAIOOBI
OCyHIeCTBIIAeTCS Ha opuuaibHOM caiite Pocanpasran3opa u Ha EquHoM nopraie.

[lepeveHs HOPMATHBHBIX IIPABOBBIX aKTOB, PETYIUPYIOIIUX HOPSIIOK JOCYAEOHOTO
(BHECYIEOHOT0) OOXKANOBaHUS peleHuit u aeticTBuil (6e3nelicTBHA) Oprasa,
IPEAOCTABIIAIOLIETO TOCYIAPCTBEHHYIO YCIIYTY, a TAKXKe €r0 JODKHOCTHBIX JIMIL.

84. OrtHOIIEHHS, BO3HHKAIOIIUME B CBA3M C JOCYyNeOHBIM (BHeCYIEOHBIM)
oOxajoBaHHeM pemreHui u jedictBuit (OesneiictBus) Poc3gpaBHan3opa, a TakkKe
TOJDKHOCTHRIX UL Poc3apaBHanm3opa, peryaupylorcs CICAyIOIMUMH HOPMAaTHBHBIMA
[IpaBOBBIMH aKTaMH:

1) ®enepanbubiM 3akoHoM o1 27 umions 2010 r. Ne 210-®3 «O6 opraHuzanuu
NPeI0CTaBJICHUS TOCYAAPCTBEHHBIX 1 MyHULIMIIAIBHBIX YCIYT»;

2) nocraHoBienueM IIpasutenscrBa Poccuiickoit @enepauuu ot 16 asrycra 2012 r.
Ne 840 «O mopsinke mojaus M paCCMOTPEHHUS JKallob Ha pelueHus U aelicteus (be3neicraue)
(enepanbHBIX OPraHOB MCIOJHHUTENBHON BJIACTH M MX IOJDKHOCTHBIX JHII, QelepanbHbIX
rOCYapCTBEHHBIX CIIyXKaldX, NOJDKHOCTHBIX JIMI[ TOCYAapCTBEHHBIX BHEOIODKETHBIX
¢ounoB Poccuiickoit dDenepanuu, rocyJapCTBEHHBIX KOpPIOpaliWii, HaIEJIEeHHBIX B
COOTBETCTBUU C (elepaJbHBIME 3aKOHAMU [OJHOMOYMSMHM IO MPEAOCTaBICHHIO
rOCYJIapCTBEHHBIX YCIIYT' B YCTAHOBIIEHHOH cdepe AeITeNbHOCTH, U UX JOJDKHOCTHBIX JIUII,
OpraHM3aluii, IpeayCMOTPeHHBIX 4acThio 1.1 crathu 16 ®enepanpHoro 3akoHa «O06
OpraHM3aIi TMPEIOCTABICHUS TOCYJapCTBEHHBIX KM MYHMLUMNAIBHBEIX YCIyD», H HX
pabOTHHKOB, a TaKke  MHOTOQYHKIMOHAIBHBIX  ILEHTPOB  IPEJOCTABIICHUS
rOCy[apCTBEHHEIX H MYHMIMOAIGHRIX yciIyr W #Xx pabotHukoB» (Cobpanue
3akoHozaTenscTBa Poccniickoit ®enepanun, 2012, Ne 35, cr. 4829; 2019, Ne 52, c1. 7790).

85. IlepeueHb HOPMATHBHAIX IPABOBBIX AKTOB, PErYIHPYIOLINX MOPSTOK JOCYACOHOTO
(BHECYmEOHOr0) 0OXanoBaHus pelneHuil u aeiicteuii (0esneiicteuit) PocsapasHansopa, a
TaKKe €ro JOJDKHOCTHBIX JIMI[, pa3Melnaercs Ha oQpuuualsHoM caiite PocsapaBHagsopa B
cetn «lHTEpHETY, B heiepanbHOM peectpe U Ha EnvHoM nopraire.

Hudopmanus, yKka3aHHas B HACTOSIIEM pa3zielie, HOMIEKUT pasMelleHuIo Ha Equnom
nopraie.
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Pocsnpasranzop ofecmednBaeT pasMelleHHe U aKTyalu3alldio CBEJCHWH B
COOTBETCTBYIOIIEM paszzene (penepalbHOro peecTpa.
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[Ipunoxenuie Ne 1 Kk AIMUHHCTPATUBHOMY PETIAMEHTY
denepansHOi CITyxObI IO HAA30pY B chepe
3JIpaBOOXPAHEHU 110 NIPEJOCTABIICHHUIO
TOCYTapCTBEHHOM yCIIyTH IO BEIIAYe
paspellieHUs Ha BBOA B IPaXKIaHCKHUM 000poT B
Poccuiickoit ®eaecpanviu cepuy MM APTHH
HMMYHOOHOJIOTHYECKOT0 JIEKAPCTBEHHOTI'O IIpenapara,
yTBEpXKIEHHOMY TprKazom DenepanbHOH ciykO6bI 110
HAA30py B chepe 3npaB/QOXj)§HeHHﬂ

oT «@7% 2454 2020 r. Ne A/

®dopma

3asaBjicHHE
0 BbIIa4e pa3penieHMsi HA BBOJ B rpaxaaHcknii o6opot B Poccniickoii ®@eaepanuu
CepPHMH MJIM NAPTHH HMMYHOOHOJIOrHYECKOr0 JIEKAPCTBEHHOI0 Hpenapara*

HanmeHoBaHue FOpUINYECKOro JIHLa
Anpec MecTa HaXOKICHHS IOPHIMYECKOTO JIUIA
VHH

OI'PH

AJpec NIEKTPOHHOM TOYTHI
HmMyHOOHOMOrHYecKUi TeKapCTBEHHBIH penapar:
© OproBo€ HaMMEHOBaHUE
MexXIyHapoJHOe HEMATEeHTOBAHHOE HAUMEHOBAHKE (TPYIIMUPOBOYHOE HIM XUMIYECKOE HAMMEHOBAHHUE)

dopMa BHIMycKa (C yKa3aHHEM JIEKapCTBEHHOH (OPMBI, JO3UPOBKH, GacoBKU U KOJIMYECTBA B YIIAKOBKE)

PeructparsoHHOE yIOCTOBEPEHHUE:
HOMED narta

JlepxaTesnsb perucTpalHOHHOTO YIOCTOBEpEeHHS (HaMMEHOBAHMUE, a/Ipec)

HanMenoBande NpoU3BOAMTENS (afpec INPOM3BOAMTENST C YyKasaHHEM CTajuil NPOM3BOACTBA)

Crpana pou3BOCTBA (C YIETOM CTaguil IPON3BOCTBA)
HopmaTuBHAag fOKyMeHTanus (HOMeED)
(epus
O6BEM napTun
JlaTa BbIIyCKa
Cpok rogaoctu (10)
HaumeHnoBanune ¢eepaibHOT0 TOCYAAPCTBEHHOTO OIOKETHOTO YUPEXIEHH, HaXOIAIIEerocs B BEACHUH
MunucrepctBa 3apaBooxpanenus Poccumiickoit ®Depepanmm wuma  Pocs3npasBHan3opa, BbIABIIETO
3aKIIIOYCHHUE O COOTBETCTBUU

3aKIoYeHNe 0 COOTBETCTBUU:

HOMED nata
K HacTosIEMY 3adBJICHHIO IPHKpEIUIseTcs ¢aiiin 3aKI09eH s O COOTBETCTBUI

*3asBIIeHHE MPEACTABIAETCA B MEKTPOHHOM dopme
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IMpunoxenue Ne 2 x AAMHHUCTPAaTHBHOMY perJIaMEHTY
®enepapHOM CiIy>X05I IO HA30PY B chepe
3JIpaBOOXpPAHEHUS 110 IIPEIOCTABIICHHIO
rOCYJapCTBEHHOH YCIIyTH 1O Bblade

paspeleHns Ha BBOJ| B IPaXXJaHCKHH 000pOT B
Poccutiickoit ®eaeparyu cepun Win HapTHA
HMMYHOOHOIOTHYECKOTO JIEKAPCTBEHHOT O Mperapara,
yTBEpXKACHHOMY Iipukazom PenepanabHO CiIyXObI 10
HaI30py B chepe 31paBOOXpaHCHUS

or« OB Crtenld  2020r.Ne A2/

®opma

3asBieHue
00 HCIIPaB/IeHHH ONEYaTOK H (1) OLIHGOK B pPa3pellieHHH HA BBOA B IpakIaHCKHIi
obopoT B Poccuiickoii @enepanuu cepuu HIH NAPTHH HMMYHOGHOIOTHYECKOTO
JIEKapCTBEHHOro mpenapara*

HauMmeHOBaHHE FOPUANYECKOTO JIHIA

AJIpec MeCcTa HaXOXKACHHS IOPUANIECKOrO JIHIA
VHH

OI'PH

AJpec 3MeKTPOHHOHN MOYTHI
IIpoiny ucnpaBuTh B BBIIAHHOM pa3pelleHHH Ha BBOA B IPaKIaHCKuil 060poT B Poccriickoit ®enepanuu
CEePHH WK NAPTHH KMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO Mpemapara** oT «___ » 20 r
Ne CJIEAYIOIHKE OTIEYATKH U (MJIH) OIMHOKH

* 3asBiAeHHUE NPEICTABIAETCA B NMEKTPOHHOM opme
** K 3asBICHUIO IPUIATAIOTCS JOKYMEHTBI, OTIeYaTKH U (M) OMHOKH B KOTOPHIX MOJIEKAT HCIPABICHUIO




