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Mocxksa

OO0 yrBepxkaAeHHNH AJMHHHCTPATHBHOIO perjiaMeHTa
MuHRCcTepCTBa NPOMBIIIEHHOCTH H TOproeixu Poccuiickoii Menepauun
[0 NPeAOCTABIEHHIO FOCYJAPCTBEeHHOM YCJIYIA HO Bbigade JOKYMeHTa,
COZEPKAIEro CBeJeHHs O CTAANAX TEXHOJOIAYeCKOro NpoHecca NPON3BOACTBA
JIeKapCTBEHHOr0 CPeJCTBa IJIsi MEIHIHHECKOr0 NIPAMEeHEHHS, OCYIIeCTBISIEMbIX Ha
TeppuTOpHH EBpa3miickoro 3K0HOMHYECKOro C0103a

B coorBerctum ¢ IlpaBunamu pa3paboTKed U YTBEpXKAEHHS aAMHHHCTPaTHBHBIX
pEerIaMeHTOB  TNpefoCTaBleHHs  TIOCyNapCTBEHHBIX  YCIHYT, YTBEPXKACHHEIMA
nocranoBnenueM IlpaButenscTBa Poccmiickoli ®enepanuu ot 16 mas 2011 r. Ne 373
(Cobparne 3axkononarenscTBa Poccuiickoit ®epepammm, 2011, Ne 22, ct. 3169; Ne 35,
ct. 5092; 2012, Ne 28, cr. 3908; Ne 36, ctr. 4903; Ne 50, ctr. 7070; Ne 52,
ct. 7507,2014, Ne 5, cT. 506), npE X a3 B B & 1O:

1. VrBepmuTh npmnaraeMbli AIMHHHCTPATHBHBIM periiaMeHT MuUHHECTEpCTBA
NPOMEIIICHHOCTH M ToproBinH Poccmiickoit @enepanuu 00 HpeNoCTaBICHUIO
rOCYAapCTBEHHOM YCIYTH IO BBIZade NOKYMEHTa, COAEPIKAIIEr0 CBEJEHHS O CTaIHsX
TEXHOJIOTHYECKOr0  IIpolecca  IIPOM3BOACTBA  JIGKAPCTBEHHOrO  CpeicTBa A
MEOUIUMHCKOTO IPHMEHEHHs, OCYyMECTBIIeMbIX Ha TeppuTopHH EBpasmiickoro

S3KOHOMHYECKOI'0 COXo3a.

2. KOHTpOJII: 3a HCIOJIHCHHUEM HACTOSIIETo IIpHhKasa BO3JIOXKHUThL Ha 3aMCCTHTCIA
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VTBEPXIEH

npukazoM Munnpomropra Poccun
OT J/‘fmymz 2015 . Ne ¥56F

AIMHMHHCTPATHBHBIH perjiaMeHT
MunncrepcTBa NPOMBILILIEHHOCTH H TOproeiin Poccuiickoii ®enepanun mno
NPeNoCTaBJIEHHIO FOCYAaPCTBEHHOH YCIyrd 110 Bbliaye JOKYMEHTA, COepKaIero
CBe/ICHMsl O CTaIHAX TEXHOJIOTHYECKOro nponecca NPon3BOACTBA JIEKAPCTBEHHOr0
CPEACTBA JJIsi MEJMIHHCKOro NPHMEHEeHHsl, OCYIeCTBJIsIEMbIX HA TEPPHUTOPHUM
EBpa3niickoro 3k0HOMH4eCKOT0 c0I032a

1. Obume nmonoxxeHus

HpenMeT PETyJIHPOBaHUA AlIMI/IHI/ICTpaTI/IBHOI“O periaMCcHTa

1. AIMMHHCTDaTMBHBIM perlaMeHT MWUHHCTEPCTBA TPOMEIIUIEHHOCTH M
Toproeinu Poccuiickoii ®enepanyy no IpeJOCTABICHHUIO TOCYNAPCTBEHHOW YCIYTH IO
BpIIa4y€ JOKYMEHTA, COIEPXXamIero CBENCHHMS O CTalUsiX TEXHOJOIHMYECKOro Ipolecca
IPOM3BOACTBA  JIEKAPCTBEHHOIO  CpPEeACTBa AN MEQULMHCKOrO  IpHMEHEHHS,
OCYIIECTBIIIEMBIX Ha TEPPHUTOPUM EBpasuiicKoro 3KOHOMHYECKOTO coio3a (maiee —
AIIMMHUCTDAaTUBHBIH  pEermaMeHT M TIOCYJapCTBEHHas YCIyra COOTBETCTBEHHO)
yCTaHaBJIHBAeT CPOKH M MOCJIEI0BATEIbHOCTh aIMHUHUCTPAaTUBHBIX NpoLenyp (HedCTBuH )
MpunucTepcTBa INPOMBIIINEHHOCTH M TOProBiu Poccuiickoit ®enmepanuu (manee -
MunnpomTopr  PoccuM), TOpAOOK ~ B3aUMONEHCTBHS  MEXAy  CTPYKTYPHBIMH
moApasfeNieHUsIMH, KX  HOJDKHOCTHBIMM  JIMIIAaMH, a Takke  B3aWMOAEHMCTBHA
Munmnpomropra Poccuu ¢ 3asBUTEISIMHE, OprasaMu roCyAapcTBeHHO# BiaacTy Poccuiickoi

Oenepanuy.
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Kpyr 3asButeneit

2. 3agBUTENSIMH Ha IOJY4YeHHE TOCYJapCTBEHHOM YCIYrH  SBISIOTCS
IOpHIMUECKHE JIMIA, OCYIIECTBIIIONINE NEeSITENbHOCTD 10 IPOU3BOACTBY JIEKAPCTBEHHBIX
CPEICTB IJi METUIIMHCKOTO NPUMEHEHHS Ha TEPPUTOPUH EBpazuiickoro 3KOHOMHIECKOT0
CO03a WJIM OpraHu3alus — 3asiBUTElNb, NEHCTBYIONIas OT JIMLa pOU3BOIMTENs (manee —
3asBUTEIIb) OOpaTHBIIMECS C 3asiBJIEHHEM O IPEAOCTaBIEHHH TOCYNAapCTBEHHOH YCIyru

(nanee — 3asBNIEHKE).

TpeboBanus K NOpsLIKY UHGOPMHPOBAHKS O IPEJOCTABICHUH
rocyJapCTBEHHOH YCIIyTH

3. Mecto HaxoxaeHuss Munnpomropra Poccuu:

109074, r. Mocksa, Kuraitiropoackuii ripoesz, a. 7.

IloyroBeIii agpec AN  HampaBlieHUs  KOPPECHOHACHLIMH [0  BOIpPOCaM
MIpeIOCTaBIIEHUS FOCY1apCTBEHHOM YCIyTH:

109074, r. Mocksa, Kuraiiropoackuit mpoesn, n. 7, Muanpomropr Poccun.

Mecto Haxoxaenus 3kcneaunuy Munnpomropra Poccuu:

109074, r. Mocksa, Kuratiropoackuii mpoesz, A. 7.

Odunuanpasii cait Munnpomropra Poccum: http://www.minpromtorg.gov.ru,

http://Wwww.MHHOIDOMTODI.DO.

Yacel pabotsl Munnpomtopra Poccuu (1o MOCKOBCKOMY BpeMEHH):

TTonenenpHUK 9:00 - 12:00; 12:45 -18:00
BropHuk 9:00 - 12:00; 12:45 - 18:00
Cpena 9:00 - 12:00; 12:45 - 18:00
YetBepr 9:00 - 12:00; 12:45 - 18:00
ITaTauna 9:00 - 12:00; 12:45 - 16:45
Cy66ota BrIxomHO# NEeHb

BockpeceHbe BrixonHoil neHn

Tenedon crpaBouHoi ciryx651 Munnpomropra Poccuu: +7 (495) 539-21-87,

e-mail: pr@mte.gov.ru.
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Tenedponsr Munnpomropra Poccum 1ns  KOHCynbTalmii 10  BONpocaM
IPEIOCTABJIEHHS TOCYJapCcTBeHHOH ycmyTu: (495) 632-87-00; (495) 632-89-37;
(495) 539-21-29; (495) 647-87-37; (495) 632-85-89.

Tenedonnpie 3B0HKM OT 3asBUTENIEH IO BONPOCY HHGOPMHPOBAHHSA O IOPSIKE
IPEOCTAaBICHUs TOCYNAapCTBEHHON YCIYTHM INIPUHHMMAIOTCS B COOTBETCTBHMH C IpaduKoM
pabotel Munnpomtopra Poccuu:

ITOHEIENBbHUK, BTOPHHMK, cpenda, 4yerBepr — ¢ 9:00 mo 18:00; msatauna — c 9:00
1o 16:45.

4. Ha caiite deneparpHON rocynapcTBeHHOM MHGOPMAHOHHOM crucTeMbl «EuHbIH
HOpTal TIOCYAApCTBEHHBIX M MYHHMUMIANBHBIX YCIYr (QYHKIMH)» IO 3JEKTPOHHOMY
anpecy B MH(OPMallHOHHO-TENEKOMMYHHKAIIMOHHOM cetn VHTepHeT: www.gosuslugi.ru
(mamee — Ilopran) pa3Memaercs ciuemymomas HHPOpMalus O MpeNOCTaBICHHH
TrOCYyJapCTBEHHOH yCIyTH:

HOPMAaTHBHBIE  [PaBOBbIE  aKTHl, COIEpXalllue HOPMBI,  pEryIHPYIOIIUE
IpefoCTaBiIeH’e IoCy IapCTBEHHOM YCIyTH;

TEKCT HAaCTOAIEro AMHHHACTPAaTUBHOIO perjlaMeHTa ¢ IPUIOXEHUIMU;

IepeYeHb MOKYMEHTOB, HEOOXOIMMEBIX JUIS IPeINOCTaBieHHsA TOCYNapCTBEHHOM
YCIIyTH;

TpeboBaHMs K Nofade JOKyMEHTOB B 3JIEKTPOHHOU (opMe;

MOYTOBBIA ajpec, aapec odHuHMansHOro caiita Munnpomropra Poccun um azmpec
BNEKTPOHHOW IOYTHI, 110 KOTOPBEIM OCYLIECTBISETCS IpHEM 3asBIE€HHM M JOKYMEHTOB
3asBUTENEN I IPeNOCTaBIEHUS TOCY IapCTBEHHOM YCIIYTH;

rpaduk paboTsl SKCIIeNLIUY B IpHeMa 3asiBuTeliell B Munnpomropre Poccuu;

OCHOBaHMS IJI1 OTKa3a B IpUEME JOKYMEHTOB H IIPEOCTABICHUH I'OCYIapCTBEHHOM
YCIyTH;

HOPAIOK HHPOPMHUPOBaHHUS O XOJie IPENOCTaBIEHHs FOCYAapCTBEHHOM YCIIYTH;

cBerieHMss O TelehOHHBIX HOMepax Uil [ONydeHHs HMHQOpMAamuud o
roCyIapCTBEHHOU YCIIYTE;

WHGOpMalHs O NOpsAAKe IOJayll ¥ PACCMOTPEHHS XaJoObl Ha pelleHHs, NeHCTBUA

(GesnmetictBue) MunnpomTopra Poccuu, a TakKe MOIKHOCTHBIX JIML MMHIpOMTOpra
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Poccuu, OTBETCTBEHHBIX 32 BBINOTHEHWE aJIMUHUCTPATHUBHBIX IMPOLENYP, CBA3aHHBIX C
IpeIoCTaBlIEHUEM rOCYJapCTBEHHOM yCITyTH;

oOpa3ipl NOKYMEHTOB, HcHonb3yeMblXx Munmnpomroprom Poccum B mpouecce
IIpeloCTaBIeHNUs IoCy JapCTBEHHOH yCITyTH;

oOpa3us! OPOpMIIEHHUS 3asBIEHUN O IPEeIOCTaBIEHHUH rOCYJapCTBEHHON YCIyTH;

MHasi HHpOpMaIYsl, Kacalomascs IpeIoCTaBIeHH roOCyJapCTBEHHON YCIYTH.

5. Ha o¢unuansHOM caiite Munnpomtopra Poccun pasmemaercs uHdopmanus,
yKazaHHas B IIyHKTe 4 HacTosIiero AJIMUHHCTPATHBHOIO perilaMeHTa, a TaKXKe
uH(GOpMalMsd O BBIIAHHBIX [OOKyMEHTaX, COAEpXalldX CBEJEHHUI O CTaJudx
TEXHOJIOTMYECKOr'0  Ipoliecca  IIPOM3BOJICTBA  JIEKAPCTBEHHOIO  CpeICTBA A
MEJUIMHCKOr0 NPUMEHEHUsS] U CIPaBOYHbIE MaTepHalbl 10 BONPOCaM INPENOCTaBIeHUS
rOCyAapCTBEHHOH YCIIyTH.

6. lna nomydeHus HMHGPOpMallMU O IIOpSOKe TIPEelOCTAaBIEHHS TOCYNapCTBEHHOM
YyCIyTH, B TOM 4HCJI€ B 3JEKTPOHHOH QopMe, 3asBUTENb oOpaliaercss B MHUHIPOMTOpPT
Poccuu:

no TtenepoHam MuHnpoMmropra Poccuu, ykazaHHBIM B IIyHKTe 3 HACTOSIIETO
ATMUHHCTPaTHUBHOTIO PErjJaMeHTa,;

B IIACBMEHHOH QopMe (0UTOH, haKCHMUIBHOM CBSI3BIO) IO anpecy MuHmpoMTopra
Poccuu, ykazaHHOMY B IIyHKTE 3 HACTOSIIEr0 AIMHHHCTPATHBHOTO pETriIaMeHTa,;

0 afipecy 3JIEKTPOHHOM IOYTH], Yepe3 opHuIMaNbHbIN caiit MunnpomTopra Poccuu
unu yepes [loprai.

7. WHdopmupoBaHHE O XOJe NpPeNOCTaBIEHHUS TOCYJapCTBEHHOM YCIyru
OCYIIECTBJISETCS HOJDKHOCTHBIMM JHUaMH Munnpomropra Poccuu npu  JHgHOM
oOpamieHUH  3asgBUTENeH, C  HCIOONB30BaHHEM  CpPEICTB  HMH(DOPMAIHOHHO-
TeeKOMMYHHKAIIMOHHON ceTH VHTepHEeT, mouToBOM, TelnehOHHON CBSI3H, MOCPEACTBOM
3JIEKTPOHHOM TOYTHI.

KoncynpTanuu (CrpaBKu) IO BOIPOCaM MPeAOCTaBIeHHs TOCY1apPCTBEHHON YCIIyTH
OCYIIECTBIILSIIOTCS NOJDKHOCTHBIMH JTHIIaMH MuHIpoMTopra Poccuu, OTBETCTBEHHBIMY 33
paccMOTpEHHE 3asBICHHS O IPENOCTABIEHHM IOCYIAapCTBEHHOH YCIYI'HM M JOKYMEHTOB

3asBHUTECIIA.
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8. Ilpu mHDOPMHpOBaHMM O XOJ€ MpPEeIOCTABJIEHHS TIOCYIApCTBEHHOH YCIyI'H
IPENOCTABIIAIOTCS CIIeAYIOIINE CBEACHUS:

O BXOJJIEM HOMEpe, TMOA KOTOPBIM 3apErHCTPUPOBaHbl  3asBIEHHE O
IIPENOCTaBIEHUH FOCYJAPCTBEHHOMN YCIYIH M IOKYMEHTHI 3asBUTEIS;

0 HoMepe TenedoHa U (HaMUIMU, MIMEHH, OTYeCTBe (MIPH HAIMYHH) NOJDKHOCTHOTO
nuna MuHnpoMropra Poccuu, OTBETCTBEHHOrO 3a pacCMOTpPEHHE 3asBIEHHS O
IIPENOCTaBIIEHUM IOCYJapCTBEHHOMN YCIYIH B IOKYMEHTOB 3aBUTENS,

0 XOJ€ pacCMOTPEHHs 3asABJIEHUS O IIPEIOCTaBICHUH IOCYHapCTBEHHOW YCIYTH U
JOKYMEHTOB 3asIBUTEIS;

O TIPHHATOM pEHICHHH 110 KOHKPETHOMY 3asBICHHIO O IpENOCTaBIeHHUH
roCy1apCTBEHHOM YCIIYTH.

Bpems pasrosopa He HOJDKHO NIPEBHIIIATh 5 MHHYT.

Muas mHopManus NpenocTaBisgeTCsl TONBKO Ha OCHOBAaHHMH COOTBETCTBYIOILETO
3aIIpoca B MHCBMEHHOM dopMe (IT0YTOH, GPaKCHMUIIBHON CBSI3BI0, JJIEKTPOHHOM IOUYTOM I10
anpecy MuHnpomropra Poccun) unu uepes I[Moprai.

9. Ilpy uHGOPMHPOBaHUM O XOJ€ IPENOCTABICHHS TOCYJApCTBEHHOM YCIYIH IIO
NHCHMEHHBIM 0OpaIleHUsIM OTBET Ha obpallieHne HalpaBiseTcs Ha afpec (IOYTOBLIA WK
3JIEKTPOHHBIN), YKa3aHHBIA 3asBHTENEM, B CPOK, He IPEBHIIIAIONIHIM MATH pabourx JHel ¢
AaTel perucTpanuu B Muninpomropre Poccuu obpaiienus.

10. I'lpu oTBeTax Ha TeneQOHHBIE 3BOHKH M YCTHBIE OOpAIIeHU JOJDKHOCTHLIE JIALA
Munnpomropra Poccun nompo6Ho u B BE&XIHBOH (KOppekTHO#) hopme uH(GOPMHPYIOT
00paTUBIIKXCS 110 HHTEPECYIOTHM HX BOIPOCAM.

OtBer Ha TenedOHHBIA 3BOHOK JOJDKEH HAaYHHATHCS C YKa3aHHs (aMHIMH, HMEHH,
OTYECTBa ¥ JIOJDKHOCTH JIMIIA, IPUHABIIETO TeledOHHBIH 3BOHOK.

11. B cinydyae HEBO3MOXHOCTH JOJDKHOCTHOIO JIMI@A, IPHHSBILEIO 3BOHOK,
CaMOCTOATENFHO OTBETHTH HA IIOCTABJIEHHBIE BONPOCH], 3aSBUTENIO NODKEH OBITH
cooOueHn HoMep TeledoHa, IO KOTOPOMY BO3MOXHO TIONYYHUTh HEOOXOIUMYIO
uHboOpMalKIo, JHOO NpeanoXeHa BO3MOXHOCTb OCTABUTh CBOM KOODIMHATHl IS

HOCJIEAYIOIIEro HHGPOPMHPOBaHHUS 3asSBUTENS IO IIOCTABIEHHEIM BOIIPOCAM.
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II. CragmapT npenocTaBleHHs TOCyJapCTBEHHON yCIyTH

HauMeHoBaHme rocy 1apCTBEHHOH yCIyTH

12. TocynapcTBeHHas yciyra IO BBIade JOKYMEHTa, COAEpXKalllero CBENEeHHs O
CTamusaX TEXHOJIOTHYECKOTo IIpollecca IPOW3BOJACTBA JIEKAPCTBEHHOTO CpEeACTBa I
MEIVIMHCKOTO TpPUMEHEHHUs, OCYLIECTBIIsIEeMBIX Ha TeppuTopuHM EBpasuiickoro

HKOHOMUYECKOTO coro3a (manee — nokyMeHT CIT).

HaumeHoBanue (enepallbHOrO OpraHa UCIIOJHUTENFHON BIaCTH,
IIPEAOCTABIISAIOLIEr0 TOCY AAPCTBEHHYIO YCIYTY

13. TocymapctBeHHas yciayra npepocrasisercs MunnpomroproMm Poccun.
CtpykTypHBIM  1nozpasgeneHueM Munnpomropra Pocchu, OTBETCTBEHHBIM 32
IpPEeAOCTaBICHHE TOCYJapCTBEHHOM yCIyru, sBhsercs JlemapTaMeHT pa3sBUTHA
dhapMalieBTUYECKON U MEAUIIMHCKOM MPOMBIIILIEHHOCTH (nayiee — JlemapTaMeHT).

14. Ilpn mpenocTaBi€eHMHM TOCYHapCTBEHHOM yCIyrM 3ampeliaercs TpeOoBaTh OT
3asBUTENsSI OCYIIECTBICHUS NEeWCTBUM, B TOM UHCIE COIIaCOBAaHUN, HEOOXOOMMBIX JUIS
MOIY4YEHHs] TOCYHApCTBEHHOM YCIyTM M CBS3aHHBIX C oOOpameHHeM B HHBIE
rOCyJapCTBEHHbIE OpraHbl M OpraHu3alldMi, 3a WCKIIOYEeHHEeM TIONy4YeHHST YCIyT,
BKJIIOYEHHEIX B IIEPEYEHb YCIYT, KOTOPBIE SBISIFOTCA HEOOXOAMMBIMHU H 00S3aTeNbHBIMU
IVl TPEeNOCTaBIICHHWs TOCYHAapCTBEHHBIX YCIYI, YTBEP)XACHHBIM IOCTAaHOBJICHHEM
IIpaButensctBa Poccuiickosi Penpeparmu ot 06 mas 2011 r. Ne 352 (Cobpanme
3akoHoarenbcTBa Poccuiickor @enepanny, 2011, Ne 20, ct. 2829; 2012, Ne 14, c1. 1655;
Ne 36, ct. 4922; 2013, Ne 33, cT. 4382; Ne 49, c1. 6421; Ne 52, ct. 7207; 2014, Ne 21,
cT. 2712; 2015, Ne 50, ct. 7165, ct. 7189).

Omnucanue pe3ynpTara IpefOCTaBIEHUS TOCYAapCTBEHHON YCIYyTH

15. Pe3ynbTaToM npenocTaBieHHs TOCY 1apCTBEHHOHN YCIYTH SBISIOTCS:
a) Bbilaya (0TKa3 B Belgavue) nokymeHrta CIT;

6) Beigava nyomukara qokymenTta CI1



Cpok npenocraieHNs FOCYyAapCTBEHHOM YCIIYTH, B TOM YHCIIE C Y4ETOM HEOOXOIMMOCTH
oOpallleHNs B OPraHU3allyy, yJacTBYIONME B IPeAOCTaRICHHH I'OCYIapCTBEHHOMR YCIYTH,
CPOK IIPHOCTaHOBIIEHHS [IPEIOCTaBICHUS IOCYIapCTBEHHOM YCIYTH B Clly4dae, eCld
BO3MOXXHOCTb IIPUOCTaHOBIEHHUS [IPpelyCMOTpEeHa 3aKOHOAaTENbCTBOM Poccuiickoit
denepalyy, CpOK BbIIauX (HAIIPaBICHUS ) JOKYMEHTOB, SIBJISIOLIUXCS pe3yIbTaTOM
IIpelOCTaBIEHU TOCYIapCTBEHHOM YCIyTH

16. Cpox npuHATHA pelieHus o Bplnade (06 oTkase B Bblmaue) mokymenta CII ne
MOXET IIPEBHINATL TPUIUATH pabodMx IHeH C AaThl IOCTYIUIEHHS B MUHIPOMTOPT
Poccuu oQoOpMIEHHOrO 3asBIE€HHS M IONHOTO KOMIUIEKTa DNpHIaraeMbIX K HEMY
JNOKYyMEHTOB. Bpems, HeobxonuMoe 11 HanpaBieHuss MuHnpomroproM Poccuu 3ampoca
O TNpeACTaBIeHHH HEeOOXOAUMBIX MaTepHajioB M IpPEICTAaBJICHHS 3asIBHTEJIEM OTBETa He
YUUTBIBAETCA NIPYU UCUHCIEHUH CpoKa Bhlnauu gokymenTa CII.

17. Cpoxk BBlZaud 3agBuTemio nybmuxara gokymenta CII He MOXET NpeBBHIATH

T4 paboyMx AHEH ¢ JaThl NocTyIuieHus B Munmpomropr Poccun Hagexaumm o6pazom

0(hOPMIIEHHOTO 3asABJICHHS.

Ilepeuens HOPMaTHBHEIX IPABOBBIX AKTOB, PETYIHPYIOIIHX
OTHOLIEHUS], BO3HUKAIOIIHUE B CBA3M C PeIOCTaBIIEHUEM
roCyaapCTBEHHOM yCIyru

18. IlepeyeHbr HOPMATHBHBIX IIPAaBOBBIX AaKTOB, PETYJIHPYIOIIMX OTHOIUEHHS,
BO3HUKAIOILHE B CBS3Y C IPEIOCTABICHUEM I'OCYJaPCTBEHHOM YCITyTH:

QenepanbHeld 3ak0oH oT 12 ampens 2010 r. Ne 61-03 «O6 obpamieHnu
nexapcTBeHHBIX cpeacTB» (Cobpanue 3akoHonarenscTBa Poccuiickoit ®eneparmu, 2010,
Ne 16, ct. 1815; Ne 31, c1. 4161; Ne 42, ct. 5293; Ne 49, ct. 6409; 2011, Ne 50, cr. 7351;
2012, Ne 26, c1. 3446; Ne 53, ct. 7578; 2013, Ne 27, c1. 3477; Ne 48, c1. 6165; 2014, Ne 11,
ct. 1098, Ne 43, cr. 5797, Ne 52, cr. 7540; 2015, Ne 10, ct. 1404, Ne 27,
cT. 3951, Ne 29, ct. 4359, ct. 4367, ct. 4388, Ne 51, ct. 7245; 2016, Ne 1, c1. 9; Ne 23,
cT. 3287);

DenepanpHpli 3akoH oT 27 miong 2010 r. Ne 210-03 «O6 oprasusanuu
IPEIOCTaBICHAd  TOCYINAapCTBEHHBIX M MyHUIMNaIbHBIX  ycrmyr»  (Cobpanue

3axkoHonarenscTBa Poccuiickoit ®enepanmu, 2010, Ne 31, ct. 4179; 2011, Ne 15, ct. 2038,
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Ne 27, ct. 3873, c1. 3880, Ne 29, c1. 4291, Ne 30, ct. 4587, Ne 49, cr. 7061; 2012, Ne 31,
cT. 4322; 2013, Ne 14, ct. 1651; Ne 27, ct. 3477, c1. 3480; Ne 30, ct. 4084; Ne 51,
cT. 6679; Ne 52, ct. 6961; ct. 7009; 2014, Ne 26, ct. 3366; Ne 30, cT. 4264; 2015, Ne 1,
cT. 67, cT. 72, Ne 10, c1. 1393, Ne 29, ct. 4342, c1. 4376; 2016, Ne 7, ct. 916);

Penepansnenii 3akoH ot 05 anpens 2013 r. Ne 44-®@3 «O KOHTpaKTHOH CHCTeMe B
chepe 3aKynmok TOBapoB, paboT, ycIyr s ofOecnedeHHS TOCyJapCTBEHHBIX W
MYHHIMNANTBHBIX Hyxa» (Cobpanue 3akoHomartenbcTBa Poccumiickoii ®enepammm, 2013,
Ne 27, ct. 3480, Ne 52, ct. 6961; 2014, Ne 23, cT. 2925, Ne 30, c1. 4225, Ne 48, cT1. 6637,
Ne 49, ct. 6925; 2015, Ne 1, cT. 11, cT. 51, cT. 72, Ne 10, ct. 1418, Ne 14, cT. 2022, Ne 27,
ct. 4001, Ne 29, ct. 4342, ct. 4346, c1. 4352, cT. 4353, c1. 4375; 2016, Ne 1, ct. 10,
cT. 89, Ne 11, ct. 1493, Ne 15, cT. 2058, Ne 23, cT. 3291);

®DenepanpHbiil 3akoH OT 24 HostOps 1995 r. Ne 181-®3 «O coumanbHOM 3aImuTe
vHBaunoB B Poccuiickoii ®enepanmum» (Cobpanme 3akoHOHATENLCTBa PoccHiickoii
Oenepamun, 1995, Ne 48, cr. 4563; 1998, Ne 31, ct. 3803; 1999, Ne 2, cr. 232; Ne 29,
ctT. 3693; 2000, Ne 22, ct. 2267; 2001, Ne 24, ct. 2410; Ne 33, cT. 3426; Ne 53, c1. 5024;
2002, Ne 1, cr. 2; Ne 22, cr. 2026; 2003, Ne 2, ct. 167; Ne 43, ct. 4108; 2004, Ne 35,
ct. 3607; 2005, Ne 1, ct. 25; 2006, Ne 1, ct. 10; 2007, Ne 43, ct. 5084; Ne 49, ct. 6070;
2008, Ne 9, ct. 817; Ne 29, ct. 3410; Ne 30, cT. 3616; Ne 52, cr. 6224; 2009, Ne 18,
cT. 2152; Ne 30, ct. 3739; 2010, Ne 50, ct. 6609; 2011, Ne 27, c1. 3880; Ne 30, cT. 4596;
Ne 45, c1. 6329; Ne 47, ct. 6608; Ne 49, ct. 7033; 2012, Ne 29, c1. 3990; Ne 30, ct. 4175;
Ne 53, ct. 7621; 2013, Ne 8, ct. 717; Ne 19, cT. 2331; Ne 27, ct. 3460, ct1. 3475, ct. 3477,
Ne 48, cr. 6160; Ne 52, ct. 6986; 2014, Ne 26, ct. 3406; Ne 30, cT. 4268; Ne 49, cT. 6928;
2015, Ne 14, ct. 2008; Ne 27, cT. 3967; Ne 48, ct. 6724; 2016, Ne 1, cT. 19);

nocraHoBieHue IIpaBurenscTBa Poccuiickoit @eneparuu ot 5 urons 2008 r. Ne 438
«O MunmncrepcTBe IIPOMBINUIEHHOCTH B Toproeiu Poccuiickoii @enepanum» (Cobpanue
3aKkoHoAaTenscTBa Poccuiickoit @eneparn, 2008, No 24, ct. 2868, Ne 42, cT. 4825; Ne 46,
cT. 5337; 2009, Ne 3, cT. 378, Ne 6, ct. 738, Ne 11, ct. 1316, Ne 25, ct. 3065, Ne 26,
cr. 3197, Ne 33, ct. 4088; 2010, Ne 6, cT. 649, Ne 9, ct. 960, Ne 24, ct. 3039, Ne 26,
cT. 3350, Ne 31, ct. 4251, Ne 35, cr. 4574, ct. 4575, Ne 45, c1. 5854; 2011, Ne 14, c1. 1935,
Ne 43, ct. 6079, Ne 46, cr. 6523, Ne 47, ct. 6653, 6662; 2012, Ne 1, cr. 192, Ne 37,

=]
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ct. 5001, Ne 43, ct. 5874, 5886; 2013, Ne 5, ct. 392; Ne 16, c1. 1966; Ne 23, ct. 2909;
Ne 33, cT. 4386; Ne 38, c1. 4817; Ne 45, ct. 5822; 2014, Ne 9, ct. 923, Ne 16, ct. 1897,
Ne 37, ct. 4961, 2015, Ne 1, c1. 279, Ne 2, c1. 491, Ne 5, c1. 821, Ne 23, ct. 3334, Ne 27,
ct. 4080, Ne 40, ct. 5563, Ne 44, cT. 6136, Ne 49, ct. 6976, Ne 51, ct. 7352; 2016, Ne 2,
cT. 325, Ne 13, ct. 1828);

nocranosneHue [IpaButenscrBa Poccuiickoit @enepauuu ot 16 mas 2011 r Ne 373
«O paspaboTke ¥ YTBEPXICHHUH aIMHHUCTPATUBHBIX pPETNIAMEHTOB HCIIONHEHHS
rOCYINapCTBEHHBIX (YHKIMH ¥ aJIMUHHCTPAaTHBHBIX pEITIaMEHTOB IPENOCTaBJICHHS
rocynapctBeHHbIX ycryr» (CoOpanue 3akoHOoAaTenscTBa Poccuiickost Penepanuw, 2011,
Ne 35, ct. 5092; 2012, Ne 28, ct. 3908, Ne 36, ct. 4903, Ne 50, ct. 7070, Ne 52, ct. 7507,
2014, Ne 5, ct. 506);

nocraHopjienue [IpaBurenscrBa Poccuiickoit ®@enepauuu ot 16 asrycra 2012 r.
Ne 840 «O mnopsake mmojadu M pacCMOTPEHHS XKalno® Ha pelleHHd U JeHCTBUA
(6e3nmelicTBHE) (erepaIbHBIX OPTraHOB MCIIOJIHUTENBHOMN BIAaCTH M MX JOJDKHOCTHBIX JIMI,
dbenepabHBIX TOCYNapCTBEHHBIX CIYXallWuX, NOJDKHOCTHRIX JIMII TIOCYJapCTBEHHBIX
BHEOIOMKETHBIX (onmoB Poccuiickoit ®Penepanmu, a Tarxke IocynapcrBeHHOH
KOpriopalus mo atoMHOW 3Hepruu «Pocatom» U ee HomkHOCTHBIX jumy» (Cobpanue
3aKoHoOJaTenbCTBa Poccutickoit @eneparmu, 2012, Ne 35, ct. 4829; 2014, Ne 50, ct. 7113;
2015, Ne 47, ct. 6596).

HcuepnbiBarouyii nepedeHsb JOKYMEHTOB,

HEOOXOTUMBIX B COOTBETCTBHH C HOPMaTHUBHBIMH IIPaBOBBIMHU aKTaMH ULl
IpEIOCTABIIEHHS TOCYAAPCTBEHHOHN YCIYTH M YCIYT, KOTOpBIE SBILIOTCS HEOOXOAUMBIMH
1 00s3aTeNbHBIMU JUIS IIPEJOCTAaBICHUSA I'OCYIapCTBEHHOM YCIYTH, II0AJIEXKalHX
IpeACTaBIICHHIO 3asBUTENEM, CIIOCOObI UX ITOIy4eHHs 3asBUTENEM, B TOM YHCJIE B
3JIEKTPOHHOM (opMe, NOPSIOK UX NPEACTaBICHU

19. 3asgBurens mus nmomydenus noxkymenra CIT mpexacraBinser B MuHIpoMTopr
Poccuu:

a) 3asBieHue o Bbygade nokyMmeHTa CII, 3amosHeHHOe M odoOpMIIEHHOE 1O (opMe
cornacHo mnpwioxeHuto Ne 1 k HacTosmeMmy AIMHHHCTPAaTHUBHOMY perlaMeHTY,

NOITHUCAaHHOE PYKOBOAUTEIIEM 3aABUTEIA, COACPKAIIECE CIICAYIOIINUE CBENCHUS .
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1) uHpOpMAamMIO O IpOHM3BOAMTENE: IMONHOE M (B Ciydae, €CIU HMEETCH)
COKpAIllEHHOE HaHMEHOBaHNe IIPOU3BOJUTENIS, B TOM 4HcCle GUPMEHHOE HaMEHOBAHHUE, U
OpraHu3aloHHO-IIPaBOBYIO (hOpMY IIPOU3BOIUTENL; HAUMEHOBAHME CTPaHBl; apec MecTa
HaxXOoXIEHUS IOPUAWYIECKOro JHUa; ajapec(a) OCYILECTBIECHHA JEATEIbHOCTH IO
MPOK3BOJCTBY JIEKAPCTBEHHOTO CpEACTBa [ MEAMIMHCKOro INPHMEHEHHs; OOUIyro
KOHTaKTHYI0 HHGpopmanuio (TenedoH, ¢akc, agpec dBJIeKTPOHHOM IOYTHI); PEKBU3UTEHI
nuiiensnn (Ne TOKyMeHTa, Jara Bbiayd, CPOK JAEWCTBUS), BHIIAHHOM YIOJHOMOYEHHBIM
OpraHoOM CTpaHbl TPOW3BONUTENS JIEKAPCTBEHHOIO CpeAcTBa (MIM [JOKyMEHTa, Ha
OCHOBaHHH KOTOPOrO IPOU3BOAUTENH JIEKAPCTBEHHOIO CpPENCTBa  OCYILECTBISIET
JesITeIbHOCTD IO MPOM3BOJCTBY JIEKAPCTBEHHBIX CPEACTB); MH(MOPMALMIO O IMOCIeaHeH
IpOBEpKE  COOTBETCTBHS  IPOM3BONUTENs TpeOOBaHMAM  IpaBHJ  HajlexameH
IPOM3BOJCTBEHHON IpPAaKTHKU YIOJHOMOYEHHBIM OPraHOM TIOCYJapCTBEHHOH BIacTy;
HHPOPMALIMIO O DpEryIITOPHOM OpraHe, BBIAaBIIEM JIHIEH3UIO (Ha3BaHHE, ajpec,
tenedoH, ¢akc, aipec INEKTPOHHOM IOYTH); O KOHTAaKTHOM JIMIlE IIPOM3BOIAMTEN
(bammmus, uMs, OT4EeCTBO (IpHM HAIMYMH), AODKHOCTh, €ro TenedoH, ¢axc (Ipu
HAJIMYMH ), aAPeC JNIEKTPOHHON [TOYTHI);

2) wuHbopmanuio 00 OpraHU3alliM — 3asBUTeNe, AEUCTBYWOINEH OT Juna
Npou3BOAMTENs (IpM HAIWYMM):. Ha3BaHUe;, CTpaHa, aJpec MecTa HaxOXIeHUs
IOPUINYECKOTO JIMIa ¥ MOYTOBLIM azpec; oOIIylo KOHTaKTHYIO HHPOpMauuio (Tenedos,
(akc, ampec DSNEKTPOHHON MOYTH); KOHTAaKTHOE JHUIO OpraHM3allud — 3asBHUTeEI,
JeiicTByromed or numa mnpousBoauTens (damMuiusg, UM, OTUecTBO (IIpH HaAJU4HH),
JOJDKHOCTB, ero tenedoH, ¢haxc (IIpu HaJIU4UH), aipec JIEKTPOHHOM MOYTEI);

3) maHHBIE O IPOU3BOJICTBE JIEKAPCTBEHHOT'O CPENICTRA!

- HauMeHOBaHHe (TOProBoe U MEXIYHApOIHOe HeNaTeHTOBaHHOEC HaWMEHOBaHHE
(manee — MHH) u nexkapctBeHHas (opMa JIeKapCTBEHHOTO CPEACTBa C yKa3aHHEM
JIO3UPOBKH (€CIIH IPUMEHUMO);

- yKazaHuWe cTamuu(uii) MpOU3BOJACTBA JIEKAPCTBEHHOT'O CpEICTBa, OCYILECTBIAEMBIX Ha
TEPPUTOPHE EBpa3suiickOro 3KOHOMHYECKOrO COi03a (B COOTBETCTBHM C IPHIIOKEHUEM

Ne 2 x HacTosieMy AIMUHUCTPaTUBHOMY perjlaMeHTy ),
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- uHGOpPMaIMIO O perucTpaluy JIKapCTBEHHOIO CpEACTBa B  CTpaHaX-dieHax
EBpa3uiickoro 3KOHOMU4ECKOr0 COI03a U PEKBU3UTOB PETUCTPALHOHHOIO yIOCTOBEPEHMS
(HOMep, [laTa BBIJauH, CPOK AEHCTBHS);

6) KOmMIO TPOMBIIUIEHHOTO perjlaMeHTa ¥  KONHIO(MH) JOKyMeHTa(OB),
ONMCHIBAIOIEro(MX) CTaAMK IPOU3BOJACTBA (B ClIydyae OTCYTCTBHS Yy INPOU3BOLUTENS
IPOMBILIUIEHHOTO perjiaMeHTa) C yKa3aHHMeM ajpeca(oB) KaXIOH CTaJuH MPOM3BOJCTBA
JIEeKapCTBEHHOTO CPENCTBA, C IPUIIOKEHUEM CXEMBbI TEXHOIOTHYECKOT0 IIPOLIECCa;

B) CBEJIEHHUS O CpPOKaxX MPOBEJIEHUS TOCYJapCTBEHHBIX 3aKYIIOK;

I) KONMIO JIMIEH3WH, BBIJAHHOM  YIIOTHOMOYEHHBIM OpPraHOM  CTpPaHBbI
IPOM3BOJUTENS JIEKAPCTBEHHOIO CpefcTBa (WIM TOKYMEHTa, Ha OCHOBaHHMM KOTOPOIO
NPOU3BOAMTENb  JIEKADCTBEHHOTO  CPEACTBa  OCYILIECTBISIET  AEATEIbHOCTH IO
IIPOH3BOICTBY JIEKAPCTBEHHBIX CPEJICTB);

1) OIMUCH IIpHJIaraeMbpIX JOKYMEHTOB, 3allOJHEHHYIO ¥ O(QOPMIIEHHYIO COTJIacHO
nprioxeno Ne 3 k HactosIeMy AIMUHACTPaTUBHOMY perjlaMeHTy.

3asBUTeNb BIpaBe CaMOCTOSTENHHO MPENCTaBUTh JNOKYMEHTHI, HEOOXOIHUMEBIE AJIS
NPUHATHA pelleHus o Bbnade nfokymenrta CI1.

20. B ciydae ecnm MpoM3BOJCTBO JIEKapCTBEHHOI'O CPEACTBa OCYIIECTBILIETCS Ha
pa3sHBIX IPOU3BOJCTBEHHBIX IUIOMIAAKaX pa3HBIX IPOU3BOJMUTENEH JeKapCTBEHHBIX
CPEeICTB Uil MEQUIIMHCKOIO NPHMEHEHHs, TO B 3aiBJICHHH JOJDKHBI OBITH yKa3aHbl BCeE
NPOU3BOACTBEHHbIE IUIOMANKH, 3aJCeHCTBOBaHHBIE B IPOU3BOJCTBE JIEKAPCTBEHHOTO
CpenCcTBa C NPUJIOXKEHHEM NOKYMEHTOB, YKa3aHHBIX B MOANYHKTaX «O — m» ImyHKTa 19
HACTOSIIEro AIMUHUCTPATUBHOTO perjlaMeHTa.

21. insg nonydenns ny6naukata nokymenta CII 3agBUTeIb IPEACTABISET 3asIBICHUE,
opopmiieHHOe 1O QopMe corjacHo npuwioxeHHro Ne 4 K HacToAlEMY
AIIMUHHUCTpaTUBHOMY perijamMeHTy. B 3asBneHun o Beimade ayOmukata nqokymenta CII
IOTIOJTHUTENHHO YKa3bIBalOTCSA peKBU3UTH AokyMeHTa CII (HoMep, nara BblIaYdl U CPOK
JIEWCTBHS) M YIIOJJHOMOYEHHOI0 OpraHa MCIIOJHHUTEIBLHON BIIACTH, BBIJABIIEr0 JOKYMEHT
CI1 (ua3Banue, agpec, TenedoH, pakc, aapec 3JIeKTPOHHOH ITOYTHI).

B cmywyae ecnu B 3asBneHMH O Bbimade nokymenta CII, o mpemocTaBieHUH

ny6mukara nokyMmeHTta CII yka3piBaeTcs Ha HEOOXOJUMOCTE MPeNOCTaBIEHHS UX B popMe
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3JIEKTPOHHOTO JIOKyMeHTa, Munnpomropr Poccuu Hampasnset 3asButemo gokymeHt CII
wnii ayomuakat nokymenta CII B dopme 3IeKTpOHHOro IOKYMEHTa, IOANMCAHHOIO

3J'I€KTpOHHOI>'I TIOAITHUCBIO.

VicuepmpIBatonuii nepedeHb TOKYMEHTOB,
HEOOXOMMBIX B COOTBETCTBHUH C HOPMAaTHBHEIMU IIPaBOBBIMH aKTaMH
IUIS TIPEeIOCTaBNIeH s TOCYJapCTBEHHON YCIIyTH, KOTOpEIE
HaXOHSATCS B pacllopsHKEHUH roCyIapCTBEHHBIX OpPraHOB, OPraHOB MECTHOT'O
caMOyTIpaBlIeHUs ¥ UHBIX OPraHOB, YYaCTBYIOLIUX B IIPENOCTaBICHUH IOCY 1apCTBEHHBIX
VI MyHUIMIATBHBIX YCIIYT, U KOTOPBIE 3asiBUTEINb BIIPaBe NIPEJCTaBUTD,
a Tak ke CII0COOBI X MOTY4YEeHHUS 3aIBUTEISIMY,
B TOM HHCJIE B 3JIEKTPOHHOH popMe, TOPANOK UX NIPEACTaBIECHUS

22. JIOKyMeHTBl, HEOOXOAUMBbIE B COOTBETCTBUM C HOPMATHBHBIMHM ITPABOBBIMU
aKTaMM JJI1 TNpeJOCTaBIECHUS TOCyHapCTBEHHOW YCIYTH, KOTOpbIE HaXxomATCs B
pacropsHKEHUH TOCYIapCTBEHHBIX OPraHOB, OPraHOB MECTHOI'O CaMOYIIPaBJICHUS M MHBIX
OpPraHOB, YYacTBYIOIIMX B IPEIOCTABIE€HHH T'OCYJAapCTBEHHBIX WIH MYHHUIHNATIbHBIX
yCIIyT, ¥ KOTOphIE 3asBUTENH BIIPaBe MPECTaBUTh, HE MPEyCMOTPEHEI.

3anpeiraercs TpeGOBaTh OT 3asIBUTENS MpelCTaBIeHNUs TOKyMEHTOB ¥ HHbOpMaIK
WIH OCYIUECTBICHHS IeHCTBUH, NpeNCTaBIeHHE WIH OCYIIECTBIEHHE KOTOPHIX He
IPEeNyCMOTPEHO HOPMATHBHBIMH IPAaBOBHIMH aKTaMH, PETyNHPYIOIIUMH OTHOIIEHUS,
BO3HMKAIOIIHE B CBA3M C MIPEeOCTAaBIIEHHEM IrOCyAapCTBEHHON YCIIyTH.

3anpemaetcs TpebOBaTh OT 3asBUTENS MPEACTABIIEHHS TOKYMEHTOB U HHGOpMAaIIMH,
KOTOpHIE B COOTBETCTBHM C HOPMaTHBHBIMY NpaBOBBIMM akTamu Poccuiickoii @enepanuy,
HOPMATHUBHBEIMH  IIpaBOBBIMM  akTamM# cyObekToB Poccuiickoit ®eneparuu u
MYHHUIIUIATGHBIME TIPaBOBBIMH aKTaMH HaXOASTCS B PAacOpsSIKEHHH IOCYIapCTBEHHBIX
OpPraHOB, MPENOCTABIAIOIIUX T'OCYAApCTBEHHYIO YCIYTy, HHBIX TOCYJapCTBEHHBIX
OpraHoB, OpraHOB MECTHOTO caMOyIpaBiieHHs ¥ (WIH) IIOJIBEJOMCTBEHHBIX
rOCYIapCTBEHHBIM OpraHaM §M oOpraHaM MECTHOIO CaMOYIIpaBlieHUs OpraHM3alui,

Y4aCTBYIOIUX B NIPCAOCTABICHUHN I'OCY 1apCTBEHHBIX YCIYT.
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WcuepnrpiBaromyii nepedyeHb OCHOBaHUH 11 OTKa3a
B IpyeMe JOKYMEHTOB, HE0OXOUMEIX HJIS IPEIOCTABICHUS
rocyAapCTBEHHOH yCIIyTH

23. Orka3 B 1npueMe JOKYMEHTOB, HEOOXOOWMEBIX IS TPEeHOCTaBJIEHHA

TOCYJapCTBEHHOH YCIYTH, HE HOIYCKaeTCs.

HcuepnsiBarolliuil nepeyeHb OCHOBaHUH /s NPUOCTAHOBJIEHHUS
WM OTKa3a B IPEIOCTaBICHUHN FOCYyAapCTBEHHOM YCIyTH

24. OcHoBaHMEM I IPHOCTAaHOBIIEHHS TIPENOCTABIEHUS IT'OCYIaPCTBEHHOH YCIyTy
SIBIISIETCS IPEACTABIIEHNE 3aIBUTETIEM HEIIOJTHOI'O KOMILJIEKTa JOKYMEHTOB.

25. OcHoBaHueEM A7 O0TKa3a B BeiAaue mokymeHta CII sBustores:

a) HeIpeJICTaBlIeHUE 3asBUTENIEM HalUIeXaIuM 06pa3oM opOpMIIEHHOTO 3aABIEHHS
M KOMIUIEKTa JOKyMEHTOB B COOTBETCTBHH C TYHKTOM 41  HacTosAIiero
AIMUHMCTPaTHBHOTO PErjIaMeHTa;

) BBIABIICHHE [IPH NPOBEPKE KOMIUIEKTA JOKYMEHTOB HETOCTOBEPHEIX CBEICHHH.

IlepeueHs yciayr, KOTOpBIE SABIAIOTCS HEOOXOAUMBIMH U 00A3aTENbHBIMHU I
IIPEIOCTaBIEHUA rOCY JapCTBEHHON YCIyTH, B TOM YHCIE CBEIEHUS O JOKYMEHTe
(ToxyMeHTax), BeLJaBa€MOM (BBIJaBaEMBbIX ) OPraHU3allUsIMH, YJaCTBYIOIIUMH B

IPENOCTAaBIECHUH I'OCYJapCTBEHHON YCIyTH
26. VYcuyr, KOTOpble SBISIOTCSA HEOOXOOMMBIMH M  O0s3aTENbHBIMH IS

npeaoCTaBICHWS I‘OCy,HapCTBeHHOﬁ YCIYTH, 3aKOHOAAaTCJIbCTBOM Poccuiickoit CDenepauHH

HE NPeLyCMOTPEHO.

ITopsnok, pasMep ¥ OCHOBaHHS B3UMaHHS FOCYNapCTBEHHOM
HOLUTVHGI UM UHOH MIaThl, B3MMAaeMoH 3a IpeJocTaBlIeHHE
roCyJapCTBEHHOH yCIIyTH

27. B3uManue rocyiapCTBEHHOHN NONUINHEI WIK MHOH IIJIaThl He IPEIyCMOTPEHO.
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INopsinok, pa3Mep  OCHOBaHMS B3UMaHUs IJIaThl 33 IPEAOCTaBIEHHE YCIYT, KOTOphIe
SIBJISIIOTCSI HEOOXOMUMBIMH U 0053aTeNbHBIMU U1 PEIOCTaBIEHUS rOCy 1apCTBEHHOH
YCIIyTH, BKIIOYas HHPOPMAIUIO O METOTUKE pacyeTa pa3Mepa TaKOH ILIaThl

28. Ilnata 3a mpenocTaBi€HHE YCIYT, KOTOpBIE SBIAIOTCS HEOOXOAMMBIMH U
obs;3aTebHEIMM  [1Is1 I[IPEAOCTABICHUS TIOCYJapCTBEHHOW YCIYTM, He B3MMaeTcd,
IOCKONIbKY TaKM€ YCIYTM HacTOSAIMM AJMHHHCTpPAaTHBHBIM pErJIaMeHTOM He

IIPELyCMOTPEHBIL.

MaxkcuManbHeIN CPOK OXHAaHUS B OYepeH IpH Mmojade 3arnpoca
O IPeJOCTaBIIEHHH I'OCYAapPCTBEHHON YCIIYTH, YCIIYTH, IPeIOCTaBIIAEMOM OpraHHu3alHi,

y4acTBYIOLIEH B IIpeIOCTaBIEHIH r'OCYAapCTBEHHOM YCIIYTH,
H IIpY NOJYy4EHHH pe3yJibTaTa NpeJOCTaBICHHS TAKUX YCIIYT

29. MakcuMalbHBIH CpPOK OXHIAHHUS 3afiBUTENII B OUYEpPedH MpH MoJaye
JIOKyMEHTOB, HEOOXONHMBIX MIJIs NPENOCTAaBIEHHA T'OCYJApCTBEHHOM YCIYTH, M IIpH

HONYy4YeHUH pe3yNbTaTOB IPENOCTaBIEHHS TI'OCYAapCTBEHHOM YCIYTH COCTAaBJIAET

15 MuHYyT.

CpoK ¥ NOPSIOK peruCTpaliiy 3aIpoca 3asiBUTENS O MPEIOCTABIECHHUH roCy IapCTBEHHOM
YCILyT'H M YCIIYTH, IPEJOCTaBIsIEMOM OpraHu3aliel, yJacTBYIOIIEH B TPeI0CTaRIEHHH
roCyJapCTBEHHOM YCIIyTH, B TOM YHUCJIE B 3JIEKTPOHHOH (popme

30. JloxymeHTsl, ipeAcTaBieHHble B MuHnpomTopr Poccun JTMYHO 3asBHTENIEM, a
TaKXKe HalpaBJICHHBIE [I0YTOBBIM OTIIPABICHUEM MK B GOpMe 3IIEKTPOHHBIX JOKyMEHTOB,
PETHCTPUPYIOTCS B IEHb MX NOJIYYEHHMs WIH B CPOK HeE MO3JHee JHA, CIEIYIOIIETro 3a JHEM

o6pameHw1 3asiBUTCIIA.

TpeboBaHus K NIOMEIEHHUSM, B KOTOPBIX IPENOCTABISAIOTCA
rocyJapCTBEHHas yCIyra, yciyra, IpeocTaBiseMas OpraHu3alyii, y4acTBYIOLIEH B
IIpeJOCTaBIeHUH rOCYJApCTBEHHOM YCIYTH, K MECTY OXKMIAHUS U NpHEMa 3asBUTEINEH,
pa3sMelIeHHIo 1 0QOpMIIEHHIO BU3YaIbHOM, TEKCTOBOM B MyJIbTHMeIUIHHOM HH(pOpMaLHH
O MOpsiAKe IIPeAOCTABIEHUA TaAKHX YCIYyT
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31. Mecra oxunaHus I NPEAOCTaBIEHUS U IONyYEeHHS NOKYMEHTOB AOJDKHBI
OBITE 0OOPYZIOBaHbI CTYJIBSIMHU UM CKaMbIMU.

K MecraMm oxupasus ¥ TIIpuemMa 3asBUTeNel JOKeH OBITH obecnedeH
OecnpensITCTBEHHBIN NOCTYN IS 3asgBUTeNeN (MX mpecTaBUTENeH), B TOM YUCIe IS JIHI]
C OTpaHUYEHHBIMH BO3MOXKHOCTSIMHU 3[JOPOBBSL.

IToMemenus s npueMa 3asBUTETEH:

IOJDKHB! OBITh 000pynOBaHb HHGOPMAIMOHHBIMH TaOJNUYKaMK (BBIBECKAMH) C
yKa3zaHHEM HoMepa KabHuHeTa, JODKHOCTH, (aMIIUK, UMEHH, OTYECTBa NOJDKHOCTHOTrO
TUa;

JOJDKHBI IMETh KOM(OPTHBIE YCIOBUSA I 3asiBUTeNeH (MX IpencTaBuTeNeil), B TOM
yycie M JHUL ¢ OTPaHHYEeHHBIMY BO3MOXHOCTSMH 3J0POBBS, U ONTUMAIIbHEIE YCIIOBHS
IU1s1 paboThI TOJKHOCTHBIX JIMLL

B cootBerctBun ¢ PenepaibHbIM 3akoHOM OT 24 HosOps 1995 r. Ne 181-®3
«O couuanpHOM 3amuTe UHBAIMAOB B Poccuiickoit ®enepanum» HHBAIHAAM
obecrnieynBarOTC:

yCIOBHs OeCHpersITCTBEHHOI0 JOCTynma K OOBEeKTYy (3[aHHIO, ITOMEIIEHHIO), B
KOTOPOM OHa IpPENOCTaBISETCHA, a TakkKe id OeclpensTCTBEHHOTO ITOJNb30BaHMS
TPaHCIIOPTOM, CPEACTBAMH CBS3HU U MHGOPMAalLINH;

BO3MOXKHOCTE CaMOCTOSATENIBHOIO IEPENBIXKEHUS IO TEPPUTOPHH, Ha KOTOPOM
PAacIIoNoXeHb! O0BEKTHl (3MaHMs, NIOMEIIEHHS ), B KOTOPHIX MPeIOCTaBISIOTCA YCIYTH, a
TaK)XXe BXOJZia B TaKHe OOBEKTH M BBIXOAA U3 HHX, IIOCAJKH B TPAHCIIOPTHOE CPEACTBO W
BBICAIKM U3 HETO, B TOM YHCIIE C UCIIONB30BaHUEM Kpecna-KOJISCKH;

COIPOBOXKIEHNE MHBAIUAOB, UMEIOIUX CTOMKHIE pacCTpOUCTBA (PYHKIIHUHU 3pEHHUS H
CaMOCTOSTENBHOIO NEPEABUKECHNUS;

Haanexaijee  pasMellleHHe o0opynoBaHMs W HocuTenedt  uHbopMaIuw,
HeoOXOoAUMBIX AJs obecrieueHus] OecHpensITCTBEHHOro AOCTYNAa HMHBAIHLOB K 00BEKTaM
(3maHMAM, MOMEIIEHHAM), B KOTOPBIX MPENOCTABIAIOTCS YCIYTH, H K YCIYTaM C Y4ETOM
OTrpaHMYEHUH UX KXU3HEAeITeNbHOCTH;

nyonupoBaHMe HeOOXOAMMOHN JUI1 HMHBaIMIOB 3BYKOBOH ©  3pUTENBHOM

nH(OpMaIIKH, a TaKXKe HaIHCeH, 3HaKOB ¥ MHOW TEKCTOBO# U rpaduydeckoil nHPOpMaluu
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3HaKaM¥, BRITIOJIHEHHBIMH pelibe(pHO-TOYEUHBIM MpUGTOM bpaiiss;

JOITYCK CYypAOIIepeBOIYMKa U TH(IIOCYpIOTIEpEBOIYHKA;

JOITyCK COOaKku-NpoBOJHMKA Ha OOBEKTH (3haHHs, NOMEIHIeHMs), B KOTOPBIX
IPEIOCTABIAIOTCS YCIYTH;

OKa3aHHe VHBAJIUIAaM MOMOLIY B IPEONOJICHHH 0aphepoB, MEMIAIOMIUX IIOIYYEHHIO
HUMH yCIIyT HapaBHE ¢ IPYTUMHU JIMLAMH.

B ciy4ae HEBO3MOXXHOCTH TIIOJIHOCTBIO IPHCIOCOOUTH OOBEKT € YUYETOM
noTpeOHOCTEH MHBaIMAOB COOCTBEHHHK OOBEKTa, B COOTBETCTBHH CO CTaThei
15 ®enepanpHOoro 3akoHa OT 24 HosOpa 1995 r. Ne 181-03 «O conmalpHOR 3alluTe
uHBamunoB B Poccuiickoii ®enepanum» (Cobpanmue 3akoHoZarenbCTBa PoccHiickoit
®enepaunn, 1995, Ne 48, ct. 4563; 2001, Ne 33, ct. 3426, 2004, Ne 35, ct. 3607; 2015,
Ne 27, ct. 3967, Ne 48, c1. 6724; 2016, Ne 1, ct. 19), nomxeH NpUHUMATL MepHI M
obecriedyeHUs] AOCTylla MHBAIMIOB K MECTY INpPEeHOCTaBIECHUS YCIYTH, JUOO, KOrna 5To
BO3MOXXHO, OOECHEUHTH €€ MpeNOCTaBIeHHe II0 MECTY JXUTEIbCTBAa WHBAIMAA WM B
JUCTaHITAOHHOM peXXHMe.

Pabouee MecTo KaXJOro HOJDKHOCTHOTO JIHIA [OJDKHO OBITH 00OpYHOBaHO
OEPCOHAIBHBIM  KOMIIBIOTEPOM C  BO3MOXHOCTBIO  JOCTYNa K  HEOOXOJUMBIM
UH(OPMaIlMOHHBIM 0a3aM [aHHBIX, CETH VIHTepHeT, MedaTalolluM ¥ CKaHHPYIOLIHM

yCTPOUCTBaM.

[Toxazarenu JOCTYIIHOCTH U KaueCcTBa FOCYapCTBEHHOM YCIYTH, B TOM YHCJI€ KOJIHYECTBO
B3aMMOJEHCTBUH 3assBUTENS C JOIDKHOCTHBIMH JIMIAMU TIPH IPeNOCTaBICHHN
rOCyIapCTBEHHOHN YCIYTH U UX IPOJOIDKUTEIHHOCTD, BO3MOXHOCTD ITOJTYYEHHS
roCyapCTBEHHON YCIYTH B MHOTOQYHKIIMOHANIEHOM IIEHTPE IPeIOCTaBIeHHS
roCyIapCTBEHHBIX ¥ MyHULIUNIAIBHEIX YCIYT, BO3MOXKHOCTE OTyYeHHs HHGOPMALIMH O
X07ie IPeAOCTaBIEHUA TOCYJapCTBEHHON YCIIYyTH, B TOM YHCIIE C UCIIOIh30BaHHEM
UHPOPMANMOHHO-KOMMYHHUKAIIMOHHBIX TEXHOJIOTHHA

32. Iloka3aTensaMy KadyecTBa [IPeIOCTaBIeHHUS FOCyAapCTBEHHOM YCIYTH SBIAIOTCS:
[IpENOCTaBIEHUE MOCYIapCTBEHHOM YCIIyTH B yCTaHOBJIEHHBIE CPOKHY;
cobmofieHre IpaBa 3asBUTeNed Ha IONydYeHHWE aKTyaJbHOU | JOCTOBEPHOM

HH(OPMaIIIH O NOPSIKE NPeNOCTaBIeHUS IrOCY IapCTBEHHOM YCIIYTH;
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KOJIMYECTBO B3aMMOJECUCTBUM 3asiBHUTENSA C JODKHOCTHBIMU JIMIAMH TIpH
IIpeIOCTABIIEHUH FOCY JapCTBEHHON YCIYTH U MX MPOJOIDKUTEIBHOCTE;

BO3MOJKHOCTh ITOJTy4eHHUsT MHGOPMAIIMK O XOJA€e MpelOoCTaBlIeHHs IoCyIapCTBEHHOM
YCIyrd, B TOM WYHCIE€ C HCIOJb30BaHHEM HHGOPMALMOHHO-KOMMYHHKAIIMOHHBIX
TEeXHOJIOTHH;

OTCYTCTBHE Xajob Ha neficTBus (0e3meicTBHE) MOMKHOCTHBIX JIMI MuHNpoMTOpra
Poccum.

HWurie TpeboBaHMS, B TOM YHCJIE YYUTHIBAIOMIKE OCOOCHHOCTH
IPeNOCTaBIEeHUs FOCYy JapCTBEHHOM yCIyI'H B MHOIOQYHKIMOHATIBHBIX
IfeHTpaxX NpeAOCTaBIeHUs [OCY JapCTBEHHBIX U MyHHIUIAIBHBIX
YCIIyT ¥ OCOOEHHOCTH IIPeNOCTaBlIeHNs ITOCy JapCTBEHHON
YCIyTH B 3IEKTPOHHOM dhopme

33. BOo3MOXHOCTH NONy4YeHUs FOCYAapCTBEHHON YCIYT¥ B MHOIO(YHKIHOHAIEHOM
HEHTPEe IPeIOCTaBICHNs TOCYJapCTBEHHBIX ¥ MYHHULIUIIAIBHBIX YCIYT HE IPENyCMOTPEHA.
34. Unarle TpeboBaHMs M OCOOEHHOCTH IIpeIOCTaBIeHHs I'OCyapCTBEHHOM YCIIyTH B

3JIEKTPOHHOHU (OpMe OTCYTCTBYIOT.

III. CocTaB, iocnenoBaTelbLHOCTh U CPOKH BBIITOJTHEHHUS
aJIMHUHHUCTPATUBHBIX IIpoLieNyp, TpeOOBaHUs K OPSAKY
KX BBIIIOJTHEHHS, B TOM YHCJIe 0COOEHHOCTH BBIIIOJIHEHUS
aIMUHUCTPAaTUBHBIX NPOLERYD
B 3JIEKTPOHHOU dopme

I/IC‘-ICpIIBIBaIOH_[I/Iﬁ INIEpCYCHb AAMUHHUCTPATUBHEIX IIPOLICOYP

35. Ilpu mpenocTaBiieHHH rOCYyapCTBEHHON YCIYTH OCYIIECTBIISIOTCS ClIeIyOIIHe
aIMUHUCTPATHBHEIE IIPOLEAYPHI:

a) BeIIa4a (0TKa3 B Belmaue) nokymeHnTa CII;

0) Bemaua nybnukara nokymenra CII;

B) ¢opMupOBaHHME U HalpaBlIE€HHE MeXBEIOMCTBEHHBIX 3allpOCOB B OpraHHI

(opraHu3anyy), y4acTBYIOLIME B IIPEJOCTABIEHUN I'OCY IAPCTBEHHON YCIYTH.
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36. bnok-cxemMa TpeNOCTaBICHUs TOCYJApCTBEHHOM YCIYrM TIIpUBENEHa B

npunoxesrH Ne 7 k HacToseMy AIMUHUCTPAaTUBHOMY PETIaMEHTY.

AIMUHHMCTpaTHBHAS IPOIeaypa Mo Bbiaade (0TKa3y B Belgade) nokyMeHTa CI1

37. HayanoM aIMHHUCTPAaTUBHOXW NpPOLEAYpHl SBISETCA MOCTYyIUIEHHE B
Munnpomropr Poccun n0KyMeHTOB, MNepedYeHb KOTOpPBIX OIpedesneH B IyHKre 19
HacTOsIIEero AIMUHUCTPAaTUBHOTO perjlaMeHTa.

[locTtynuBime AOKYMEHTHI PErUCTPUpYIOTCA MOApa3AeiieHneM MuHnpoMTopra
Poccun, B KOMIIETEHIIMIO KOTOPOIO BXOMUT IMpPHEM M pErucCTpalus NOCTyHaromen
KOpPECIIOHJCHIIMY B [I€Hb IIOCTYIUIEHUS U mepenarorcs B JlemaprameHT, B KOTOpPOM
Ha3HAyaeTcs OTBETCTBEHHBIM 3a WX paccMOTpeHHe (Jajee — OTBETCTBEHHBIM
HCTIOJIHUTEND ).

38. 3asgBUTENH MOTYT NPENCTaBUTH 3asBlIEHHE U JOKYMEHTHI, HEOOXOAUMBIEe s
[IpeIOCTaBIEHNs TOCYNAapCTBEHHON YCIYyIH, JH4YHO, JUOO HaIpaBUTh HX IOYTOBHIM
OTHpaBiieHUEM C OOBSBIEHHON IIEHHOCTHIO M OIUCHIO BJIOXKEHUs, JIMOO B 3JIEKTPOHHOM
BUJIE, 3aBEPEHHBIE AJIEKTPOHHON HUPPOBOX NOANINCHIO 3asBUTEIIS.

39. OTBETCTBEHHBIM WCIIONHUTENb B JE€HH IIepeaadd eMy NOKYMEHTOB AJii BblAadd
noxyMmenta CII mpoBOAUT MpOBEpPKY IpPaBHILHOCTH OMOpMIIEHHS 3asBIICHHS O Bhlaue
noxkymeHTta ClI ¥ Hanuums npuiiaraeMbIX K HeMy JOKYMEHTOB IO OITUCH, KOS KOTOPOH C
OTMETKOM 0 JaTe mpuema yKa3aHHBIX HOKYMEHTOB s Beinauu nokymeHnta CII B neHb
[pueMa BpydyaeTcs 3asBHUTENII0 WM HallpaBiIsieTrcs €My 3aKa3HbIM IIOYTOBBIM
OTIpaBJIeHHEM C YBEHOMJICHHEM O BPYYCHHUH, WK B HOpMeE JIEKTPOHHOTO JOKYMEHTA.

Takxxe OTBETCTBEHHBIM UCIIOJIHUTENEM B 3aiIBICHUSAX U IOKYMEHTaX IIPOBEPSIIOTCS:

OTCYTCTBHE HCKaXXeHHOM MH(popManuu 1ubo ucnpaBieHui, KOTOphle He MO3BOJIIOT
OIHO3HAYHO TOJKOBAaTh UX COIEPKaHUE;

COOTBETCTBHE O(OpPMIIEHHSI 3asgBI€HHS U JOKYMEHTOB YCTaHOBIIEHHBIM
TpeboBaHUAM;

JIOCTOBEPHOCTh UH(POPMAIIUU COAEPKAlLICHCS B 3asBIICHUH ¥ JOKYMEHTaX;

COOTBETCTBHE  KOMIUIEKTHOCTH  JOKYMEHTOB MNYHKTY 19  HacTosmero

AI[MI/IHI/ICTpaTHBHOFO perilaMmeHTa.
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40. B cnyyae ecn¥ B 3asgBIE€HHMM M (WIH) HOKYMEHTaX €CTh HCKaXKEHHAs
pHpopMalms IHO0 MCOpaBleHUs, KOTOpble He MO3BOJISAIOT OJHO3HAYHO TOJIKOBaTh UX
comepxaHnue, THO0 OHM O(OPMIIEHBI C HapylIeHHeM YCTaHOBIEHHBIX TpeGOBaHMIA, B
TeyeHHe Tpex pabodumx IHeH co IHA DpueMa 3asBieHHs O Bblgade gokymenta CII
OTBETCTBEHHBIM HCIIOJHHMTENh Bpy4YaeT 3asBUTENIO YBEIOMIIEHHE O HEOOXOIUMOCTH
YCTpaHEHHs B TPUALIATHAHEBHBIA CPOK BBISBIICHHBIX HAapyIEHUH WM HampaBlseT TaKoe
YBEIOMJIEHHE 3aKa3HBIM ITOYTOBLIM OTIIpaBJIEHHEM C yBEIOMJIEHHEM O BpyYEHHWH WIH B
dopMe dIEKTPOHHOTO TOKYMEHTa.

41. B cnyyae HeNnpenCTaBleHHs 3asBUTENIEM B TPUAUATHIHEBHBIH CPOK
HaJJIeXalluM 0o6pa3oM O(OPMIIEHHOIO 3asBIEHHS M NPHIAraeMblx K HEMY JOKYMEHTOB
3asBUTENIO B TeUeHHeE IITH pabo4ux JHel HampaBiseTcs O0TKa3 B Belgade nokymenra CII,
IOArOTOBJIEHHBIH B  IOpAAKE, YCTAaHOBJIEHHOM IYHKTOM 43  HACTOAMIETO
AIMUHUCTPaTUBHOTO perjiaMeHTa.

42. Cpok mpuHATHS pelleHus o Belmade nokymenta CII wnm o6 oTkase B BbILaue
noxymeHta CII ucuncnsiercs co Qs nocrymieHus B MunnpoMropr Poccuu Hamexamumm
obpazoM O(OpMIEHHBIX 3asBIEHHS W IpUIIAraeMbBIX K HEMY MAOKYMEHTOB B IIOJIHOM
obbeme.

43. B cnydasx, yCTaHOBJICHHBIX IIyHKTOM 25 HAacTOSIIEro AJIMHHHCTPaTHBHOIO
pernaMeHTa, OTBETCTBEHHBIM MCIIOJIHMUTENIEM IOATOTAaBIMBAETCS COOTBETCTBYIOLIMH
npukaz o6 otkase B Bblgade nokyMeHTta CI1 m yBemomieHue 06 OTKase B BhLIade
nokymenra CII, mo dopme, npuBeneHHOH B npmwioxeHuu Ne 5 k Hacrosmemy
AIMMHHMCTPAaTUBHOMY periaMeHTy, C MOTHBHPOBaHHBIM YKa3aHWEM IIPHYHH OTKa3a U CO
CCBUIKOM  Ha  KOHKpETHblE  IIOJIOXKEHWS  HOPMATHBHBIX  IIPaBOBBIX  aKTOB,
pernaMeHTHPYIOMMX NIpeloCTaBIeHHe FoCy JapCTBEHHOM YCIYTH.

IIpukas 06 orkase B Belgade AokyMmeHTa CII moOANMHCHIBAETCS YIIOJTHOMOYEHHBIM
3aMecTUTeNleM MUHUCTpa WM JIMLOM, €T0 3aMeIaroIIHM.

VBenomienue o6 oTkase B BblAade JokymeHTa CII moamuchiBaeTcs AHPEKTOPOM
JenapTaMeHTa MM YIIOJTHOMOYEHHEBIM 3aMecTUTeNeM ITupekTopa JlemapraMeHTa.

44. Ypenominenue o6 orkaze B Bblade nokymenta CII Bpydaercs B TedeHue 5

(matu) paboumx OHEH C JaThl €ro NONNMUCAHHMS WM HAIpaBifAE€TCS IIOYTOBEIM
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OTIIPaBJICHHEM C YBEIOMJICHHEM O BpY4YeHHH. B ciyyae eciy B 3asBIEHHMM O Bhlhaye
nokymeHta CI1 ykaspiBaeTcs Ha HeoOXOAMMOCTh mpenocTaBineHus aokymenta CII B
dbopMe 3NEeKTPOHHOTO MAOKyMeHTa, Munnpomropr Poccuu HampabiseT 3asBUTENO
yBenoMieHne o6 oTkaze B Bblmaue nokyMeHTa CII B opMe 37eKTpOHHOIO JOKyMEHTa,
HIOJIIMCAHHOT'O 3JIEKTPOHHOM NOANMCHIO.

45. Pemenue o Bbiiade noxkymenra CII odopmisercs nmpukasom MunnpoMropra
Poccun.

46. B nmpukaz Munnpomropra Poccum o Bbimade pokymeHta CII Bkmouarorcs
CNeIyIoIHe CBeAECHUS:

a) HaUMEHOBaHHME YNOJHOMOYEHHOro (enepaJbHOro OpraHa MCIOJHHUTEIbHOM
BJIACTH;

6) momHOe H (B CIydae, ECIM UMEETCS) COKpallleHHOe HauMEHOBaHHUE, B TOM YHUCIIe
¢upMeHHOEe HauMEHOBAaHHE, ¥ OPraHU3allMOHHO-IIpaBoBas ¢OopMa 3asBUTENs, afpec ero
MecTa HaXOXICeHHUS,

B) azpec(a) MecTa IIPOM3BOICTBA JIEKApPCTBEHHOI'O CPEICTRA;

r) HOMEp JIMUEH3UM, BBIJAHHOM  YNOJHOMOYEHHBIM OpraHOM  CTpaHsl
IIPOU3BOJIUTENS JIEKapCTBEHHBIX CpEeACTB (WM HOKYMEHTa, Ha OCHOBaHHMH KOTOPOIo
MPOU3BOJUTEND JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBISET AEATENbHOCTh 110 MPOU3BOJICTBY
JeKapCTBEHHBIX CPEJCTB) U aTa BbIAAYH;

n) HamMeHoBanue (ToproBoe ¥ MHH) m nexapctBeHHas ¢opma JIeKapCTBEHHOIO
CpeAcTBa C yKazaHHEM JO3UPOBKH.

47. Hoxyment CII odopmnsercs Ha 6rmanke Munnpomropra Poccuu no ¢opwme,
IpUBENICHHON B IpUI0XeHHH Ne 6 k HacTosieMy AIMUHHCTPaTUBHOMY PEIVIAMEHTY.

48. Ilpumkaz o Beimade pokymernta CII um pokxyment CII nonnuceiBaroTcs
YIOJTHOMOYEHHBIM 3aMecTHTeneM MUHUCTpa NpOMBIIUIEHHOCTH U TOproBiu Poccuiickoit
®enepaliuy WK JTULIOM, €70 3aMEIIAOIIHM.

49. Noxyment CI1 BblIaeTcsd 3asBUTENIO B TeueHHe Tpex paboumx AHEH mocie ero
HONUCAaHUSA UK (TIpY HEOOXOIMMOCTH) Ha OCHOBAaHUY NMHUChMa 3asSBUTEJNS HAIlpaBiseTcs

IMOYTOBBIM OTIIPABIICHHUEM.
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50. JlokyMeHT BBIaeTCs Ha CPOK, HEe IIPEBBIIIAIOIIMN OJHOIO KaJIEHJapHOrO rojia ¢
natel opopmiienus nokymenta CIL

51. Tlo ucreuenun cpoka aericteus nokymernra Cl 3asBuTens BIpaBe 00paTUTHCS B
MunnpomTopr Poccuu ¢ 3asBieHneM o Beiaade HoBoro JokyMmeHT CIL

52. B ciyuae eciiu B 3asBJICHHH yKa3bIBaeTCs Ha HEOOXOIMMOCTb NpeNOCTaBIICHHS
noxymenTa CIT B snextpoHHOE dopme, MunnpomTopr Poccuu HampaBisfeT 3asiBUTENIO
noxkyMeHT CII B anexTponHON (hopMe, NOANMCAHHBIN 31EKTPOHHOHN HOMIHCHIO.

53. Uudopmauus o Bbimade (oTkaze B Bblgaue nokymeHTa CII) B TeueHue mAaTH
paboumx HgHEH pa3MmelaeTcs Ha opuIHaIbHOM caiite Munnpomtopra Poccun.

54. KoMIUIeKT TOKYMEHTOB, HE3aBUCHMO OT TOI'O, BBIAAH 3asiBUTENIO JOKyMeHT CII

HJIM €MY OTKa3aHO B BblAa4e, NOMJICXKHUT XPAHCHUIO B ,HeHapTaMCHTe.

AIMUHHCTpaTHBHas poLEqypa 10 BblAade
nybnuxara goxymenta CI1

55. HavaioM agMHUHHCTPAaTHBHOM MNpOLEAYpH SBISETCS IIOCTYIUIEHHE B
Munnpomtopr Poccum  3agBieHMs, yKasaHHOTO B IHOyHKTe 21  Hacrosuero
AIMUHUCTPaTHUBHOI'O perlaMeHTa.

IMocTymuBiime 3asBlIEHUs PpErHCTPUPYIOTCS MHoApa3felneHrneM MuHIpoMTopra
Poccun, B KOMIIETEHLMIO KOTOPOIO BXONWT IIPHEM U pErucrpalis IOCTyIarolen
KOpDpECHOHJEHIINY B J€Hb IOCTYIUIEHHMs M IepelaeT ux B JlemapraMeHT, B KOTOpOM
Ha3HaYyaeTCs UCTIOJHUTEND 3a MX PACCMOTPEHHE (Jajiee — OTBETCTBEHHBIN HCIIONIHUTEND).

56. lyonukat moxymenta CII Belmaetrcs B ciydae yrpathl gokymenta CII unu ero
HOPYH.

57. 3asBUTENH MOryT IPEACTaBUTh 3aiBJEHUS JIMYHO JIMOO HANpaBUTh UX
IIOYTOBLIM OTIIpaBIeHHEM C OOBSBIEHHOM IEHHOCTHIO M OIIMCHIO BIOXXEHHUHA, THOO B
3JICKTPOHHOM BHUJIE, 3aBepEHHBIE JIEKTPOHHOH HU(POBON NONIIHCHIO 3asIBUTEIIS.

58. OrBeTcTBeHHBIN HCMNOJHHUTENb B TEUEHHE IATH pabouux IHEH odopMisier
nyomukar gokymeHta CII Ha OnaHKe ¢ IOMETKaMM <«JIyOJNHKaT», «Jara BBIIAY{

I[}’6J'II/IKaTa)), «B3aM€H» U «OpHUI'HHaJI JOKYMEHTa CI1 IIPU3HACTCA HGHCI‘;ICTB}’IOH_II/IM)) H
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BpydYaeT 3aBepeHHBIH MyONHKAT 3asBUTENIO HIHM HANpaBisgeT €ro 3aKa3HbIM NOYTOBBIM
OTIIpaBJieHHEM C YBEIIOMIIEHHEM O BpY4YEHHH.

59. B cinyyae ecnu B 3asBJIEHHM O TpelocTaBieHuM OyOnukata mokymenra CII
yKa3biBaeTcss Ha HeoOXOAMMOCTH mpenocTaBieHus ayOnukata nokymeHrta CII B dopme
3JIEKTPOHHOI0 JOKyMeHTa, Munnpomropr Poccuu HampaBiseT 3asBUTENIO TyOnMKaT
nokymenta CII B ¢opme 3NEKTPOHHOrO JOKYMEHTa, NOANUCAHHOTO 3JIEKTPOHHOM

IOANMUCHIO.

®opMUpOBaHHKE U HANIPaBJIEHHE MEXBEIOMCTBEHHEIX 3allpOCOB
B OpraHs! (OpraHHU3alliy ), YIaCTBYIOIHE B IPEIOCTaBICHUN
roCyJJapCTBEHHOH YCIYTH

60. OcHoBaHHMEM I OCYIIECTBICHUS aAMUHUCTPATUBHOM IpOUENYpHl IIO
GOpMHpOBaHMIO ¥  HANPaBICHHMIO  MEXBEIOMCTBEHHBIX  3aIpOCOB B  OpraHbl
(opranm3anmu), y4acTBYIOIIWE B NPENOCTABICHUH TOCYIAapCTBEHHOMW YCIIYTH, SBIAETCSA
nocTyIuieHre B MurnpoMropr Poccun 3asBneHus.

61. B pamkxax MeXBEJOMCTBEHHOIO HH(GOPMALMOHHOTO B3aHMOMACHCTBUSA MOIYT
OBITH MOJY4YEeHB! KOIIMM PETHCTPAallMOHHBIX YAOCTOBEPEHHH Ha JIEKapCTBEHHEIN Npeapar,
KOIIMYM HOPMaTHMBHOM JOKYMEHTAllMM M HOpPMAaTHUBHBIX AOKYMEHTOB, HaxOJsILMECs B
pacniopsbxeHHM MuHKCTEpCTBa 3ApaBooxpaHenus Poccuiickoil ®enepanuu.

62. ®opMHpOBaHKE U HaNpaBleHHe MEXXBEIOMCTBEHHOI'O 3alpoca OCYILIECTBIIIOTCS
UCIIOJIHUTENEM B JI€Hb NIPUHATHUS PELIEHUS O PAaCCMOTPEHUH 3asIBIICHUS U IIPIJIATa€MBbIX K
HEMY JJOKYMEHTOB.

63. PesynpraToM  aIMHUHUCTPATMBHOM  HpoueAypbl  SABIAECTCI  NOJYYECHHUE

3anpanmBacMblX TOKYMEHTOB 00 0TKa3 B MIX MpeEACTaBICHHHN.

IV. ©®opMBI KOHTPOJIS 32 UCIOJIHEHUEM perjiaMeHTa
ITopsimok OCyIIIeCTBNEHHUS TEKYLIEro KOHTPOJIA 3a COONIOACHHEM
¥ UCTIIOJTHEHNEM OTBETCTBEHHBIMU JOJKHOCTHBIMU JIMLIAMH NOJIOXEHUH
AIMUHUCTPaTUBHOIO perjlaMeHTa ¥ WHBIX HOPMaTUBHEIX [IPAaBOBBIX aKTOB,
yCTaHaBJIMBAIOIKX TPeOOBaHUs K IPEAOCTABIEHUIO FOCYJapCTBEHHON YCIIYTH,
a TaxKe IPUHATHEM UMH pelleHUH
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64. Texkymmii KOHTpPONL 3a COONMIOACHHWEM IIOCIEeNOBaTEIbHOCTH IEHCTBUH,
OTIpeJIeIeHHBIX aIMUAHHUCTPATUBHBIMU npoueaypamu o IIPEJOCTABIECHUIO
rocyJapCTBEHHOM YCIyTH, OCYIIECTBIACTCS JODKHOCTHBIMU JIULIAMH, OTBETCTBEHHBIMH 32
OpraHH3alXIo paboThl IO MPENOCTaBICHUI0 TOCYJapCTBEHHON YCIYyTH IMyTeM NpOBEEHUS
TIPOBEPKM COONIIONEHNS W MCIOIHEHUS NOJIOKEHUH AJIMHUHUCTPaTUBHOIO perjamMeHTa,
HHBIX HOPMAaTHUBHBIX IIPaBOBBIX akTOB Poccutickoit Denepauuu.

KoHTpouns 3a mpenocTaBieHUEM roCy JapCTBEHHOH YCIIyTH BKJIFOYAET:

IIOCTaHOBKY IOpPYYEHHH II0 NPENOCTABICHHID TOCYJApCTBEHHON YCIYTd Ha
KOHTPOJIb;

c6op u 06paboTKy HHPOPMALUH O XOJi€ IPENOCTaBIIEHHS TOCY IapPCTBEHHOHN YCITYTH;

MIOATOTOBKY OIEPAaTUBHBIX 3allpOCOB HCIIOJIHHUTENAM O XOJie U COCTOSHHH
IIpeOCTaBIeHHs TOCYapCTBEHHOM YCIyTH;

IOATOTOBKY M OO0OOOIIEHHE NAaHHBIX O COJEP)KaHWM U CpOKax IpeoCTaBlIEHUS
roCyIapCTBEHHOM yCIIyTH;

CHATHE NOPYYEHUH MO IPEeJOCTaBICHUIO FOCYJapCTBEHHOH YCIYTH C KOHTPOJIA.

ITopsimox ¥ NepUOANYHOCTH OCYIIECTBIEHMS IUTaHOBBIX
¥ BHEIUIAHOBBIX IIPOBEPOK IIOJHOTHI U Ka4YeCTBa NIPENOCTABICHUS
rOCyIapCTBEHHOH YCIYTH, B TOM YHUCIE MOPSIOK U GOPMBI
KOHTpOJI4 32 MOJIHOTOH ¥ Ka4eCTBOM IPEeAOCTaBICHNA
rocyJapCTBEHHOW yCIIyTd

65. KoHTponp mnpenocTaBlieHUs TIOCYJapCTBEHHOM YCIYTM OCYILECTBISAETCS
MOCPENCTBOM MPOBEJIEHHS IIPOBEPOK.

IIpoBeneHre mpoBEpOK ITOJHOTHI M KayecTBa IPENOCTaBIEHUS I'OCYJapCTBEHHOM
YCIIYTH MOXKET HOCUTD IJIAaHOBBIM M BHEIUIAHOBBIHM XapaKTep.

66. IIpoBepky MOJMHOTBHI ¥ KayecTBa IIPeJOCTABIEHUS IOCYJAapCTBEHHOW YCIYyTH B
COOTBETCTBUM C  €XErogHO YTBEPXIA€MBIM KOMIUIEKCHBIM IUIaHOM  paboThl
Munnpomropra Poccuu OCyIIECTBISIOTCS AOMMKHOCTHBIMH JMLIAaMH MuHIIpoMTOpra
Poccuu (maHoBble NPOBEPKH) MIM B ciydasx oOpallleHMs 3asBUTeNed ¢ xanoboil Ha

pemieHus Win pAedictBus (Oe3neiicTBUs), NpPHHATHIE (OCYLIECTBIIEMBIE) B XOJe

NpeaAoOCTaBICHUA FOCYIIapCTBeHHOﬁ YCIYTH, — HOOJDKHOCTHBIMH JIHIIaMH ﬂCH&pT&MCHTa
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(BHETUTAaHOBBIE IIPOBEPKH).

67. IlnaHoBpie NpPOBEpPKH IIpH IIPOBEACHUM KOHTPOJS 3a OCYIIECTBIEHHEM
IIPEOCTABIEHHUS MOCYIapCTBEHHOM YCIYTH OCYIIECTBISIOTCS MOCPEINCTBOM BBIOOPOYHON
IPOBEPKH COOTBETCTBUS NPUHATBIX PpEIUCHUM JIEHCTBYIOIEMY 3aKOHONATENLCTBY
Poccuiickoit ®enepanun. [lnanoBsle npoBepKy IPOBONSATCA HE Yallle OJHOIO pas3a B TPH
roja.

68. BHeriaHoBbIe MPOBEPKM MPOBOASITCA MO pelIeHHIO JUpeKTopa JlemapraMeHTa

WK €T0 3aMECTHUTCIIA.

OTBETCTBEHHOCTH JIOJDKHOCTHBIX JIMII MUHIIpOMTOpra
Poccuu 3a penienus u neiictsus (6e3neiicTere), IpUHUMaeMble
(ocymiecTBIsIEMbIE) UMH B XOJi€ TIPENOCTaBICHUS
rocyJIapCTBEHHOH yCIIyTH
69. 3a HeHCIIOJHEHHE HIIM HeHaJJIe)xalliee HCIOJIHEHHEe CBOUX 0Os3aHHOCTEH IO
BBHINIOJIHEHHIO  aIMUHHCTPaTHBHBIX  NpOIeAyp ¥  COONMIOJeHHI0  TpeOoBaHMI

AIMUHHUCTPaTHBHOTO perjaMeHTa MpH MPeNOoCTaBICHUH ToCydapCTBEHHOHW YCIyTH

JOJDKHOCTHBIC JTHIa HECYT NNEPCOHAIBHYIO OTBETCTBEHHOCTD.

[TonoxeHus, XxapakTepu3sytolue TpeboBaHUs K IOPAAKY
U ¢hopMaM KOHTPOJIS 32 IPEJOCTaBIEHAEM rOCYapCTBEHHOM
YCIIyTH, B TOM 4HCJI€ CO CTOPOHBI I'paX<1aH, uX
obbeIMHEHUH U OpraHu3anui

70. KoHTponp 32 HCHOJHEHHEM AIMHUHHUCTPAaTHUBHOIO perjlaMeHTa €O CTOPOHBI
rpaxnaH, UX OOBEAMHEHUH U OpraHusaluil SBISIETCS CaMOCTOSITEJNIBHOH (opMoii
KOHTPOJISl ¥ OCYIIECTBIsEeTCA IyTeM HanpasieHus obpaimenuit B Munnpomropr Poccuy, a
TaKke IIyTeM oOXamoBaHUs HAeHcTBUM (Oe3melcTBUs) M pELICHUM, OCYILECTBIIIEMbIX
(TIpUHATBIX) B XOZi€ UCIIONHEHUS AIMUHUCTPATUBHOIO PETJIaMEHTA.

71. KOHTpOib 3a NpPedOCTaBICHHEM TIOCYIApCTBEHHOM YCIYTHM CO CTOPOHBI
3agBUTENIed MOXET OCYIIECTBISITBCS IIyTeM IIoJydeHUs HHpopMamuu (yCTHOH 1o
TeneOHy WM B NHUCHBMEHHOM JHMOO 3JEKTPOHHOU (opMe) O HaJMYMUU B JEHCTBHIX
(be3meiicTBMM) OTBETCTBEHHBIX NODKHOCTHBIX JML MuHnpomrtopra Poccun, a taxxe B

NpUHIMaeMBbIX MU pelIeHUsIX HapyLIeHUH OJI0XXeHUH AIMHUHUCTPAaTABHOIO periaMeHTa
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W HHBIX HOPMAaTHBHBIX IIPABOBBIX AaKTOB, YCTaHaBJIHBalOIIUX Tp660BaHI/DI K

MPEOCTABIEHHIO FOCY AapCTBEHHOR YCIIYTH.

V. Jlocyneburii (BHeCYneOHbIiH) OPSIOK 00XKalTOBaHUA
pellleHn# u gedcTBul (6e3aeiictaus) Munnpomropra Poccun,
a TaKXe ero JOJKHOCTHBIX JIUI

72. 3asBUTeNb HMeeT MpaBO IOHATh ajlo0y Ha perieHHe W (WIM) aeicTBHE
(Ge3meiicTBME)  NOIDKHOCTHBIX  JHMI ~ Muunpomropra  Poccum,  demepanbHbix
TOCY[apCTBEHHEIX CIyXXallMX IPHU NPEeNOCTaBI€HHH TOCyJapCTBEHHOM YCIyTH (Haiee —
xanoba) B CIEAYIOIUX CIydasx:

HapylIeHHEe CpOKa pPEerucCTpallMd 3ampoca 3asBUTENs O IIPelOCTaBIICHHH
rocyJapCTBEHHOH YCIIYTIH;

HapyIllIeHHe CpOKa NIPeOCTaBIE€HUS TOCYAapCTBEHHON YCIIYTH;

TpeOOBaHHE Yy 3asBUTENS HOKYMEHTOB, HE IPEAYCMOTPEHHBIX HOPMATHBHBIMHU
IpaBoBbIMM akTaMu Poccuiickoli ®@enepanuu I HOpeqOCTaBIE€HUs TOCYIapCTBEHHOM
YCIIYTH,

OTKa3 3agBUTENI0 B IIpHEMe [OKYMEHTOB, IIPEJOCTaBICHHE  KOTOPBIX
OpenyCMOTPEHO HOPMAaTHBHBIMH IIPaBOBBIMU akTamMu Poccuiicko ®enepammu s
MpENOCTaBIICHUS TOCY1apCTBEHHOH YCIYTH;

OTKa3 B IIPEJOCTaBJIIEHUM T'OCYJApCTBEHHOW YCIYTH, €CJIi OCHOBAaHHS OTKa3a He
IpeayCMOTpPeHB! (beaepaabHBIMK 3aKOHAMHU U TIPUHATHIMEH B COOTBETCTBHH C HUMH MHBIMH
HOPMAaTHBHEIMH IIPaBOBEIMH akTaMy Pocculickoit Oenepanuu;

3aTpeOOBaHHe Yy 3asBUTENS NIPH [IPEAOCTABIIEHHHN MOCYIapCTBEHHOMN YCIAYTH ILIATEL
He NpelyCMOTPEHHOM HOPMaTHBHBIMH NTPaBOBBIMU akTaMu Poccuiickoit eneparnyu;

orka3 Munanpomropra PoccuH, ero IOMKHOCTHOTO JIMI@a B HCHpaBIeHHH
IONYyIUIEHHBIX ONEYaToK M OIMOOK B BBIJAHHBIX B pe3yJIbTaTe IPEIOCTaBICHHUS
rOCyIapCTBEHHOM YCIyTH JOKyMEHTaX IH0O0 HapylleHHe YCTaHOBIEHHOTO CpOKa TaKMx
HCTPaBIECHUH.

73. IlpenmeroMm >ano6bl SBISIOTCS HapyLIeHHMs NpaB W 3aKOHHBEIX HHTEPECOB
3asBUTEJI, HEIPABOMEDPHEBIE DEIEHUs, NEHUCTBUA Win Oe3lelCcTBHE IOJDKHOCTHBIX JIHI]

Munnpomropra Poccus, BapylieHHe IONOXEHHH AIMUHHCTPAaTHBHOTO perjlaMeHTa U
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UHBIX HOPMATHUBHBIX NPaBOBBIX aKTOB, PETYIMPYIOIIMX OTHOIICHHS, BO3HHKAIOIIHAE B
CBSI3M C TPEIOCTaBICHHEM IOCYJapCTBEHHOM YCIIYTH.

74. XKanoba Ha pelieHus, IPUHATHIE 3aMeCTUTeIeM MUHHCTpa IIPOMBIIUIEHHOCTH U
topronu Poccuiickolt Penepalyii, OCYLIECTBIAIOIINM KOOPAUHAIMIO K KOHTPOJIb
nesaTenbHOCTH JlemapraMeHTa, paccMarpuBaeTcss MUHHCTPOM TIPOMBINIIEHHOCTH H
toproenu Poccuiickoit Penepauun.

Xanoba Ha pelieHHs, MPHHATHIE IHUPEKTOPOM (3aMECTHTENeM JHPEKTOpa)
JlemapraMeHTa paccMaTpuBaeTcsi MHMHHCTPOM  NPOMBIIUIEHHOCTH ¥ TOPrOBJIU
Poccuiickoit ®@enepalii UM 3aMecTHTeNeM MUHHCTpa MPOMEIIIEHHOCTH M TOPIOBIH
Poccuiickoit ®enepanuy, OCyIIECTBIAIOMMM KOOPAMHALMIO M KOHTPOIEL JEATENIbHOCTH
HenaptaMeHTa.

Heiicteus (6e3neiicTBue) u pemieHHss Munnpomropra Poccuu, IpUHATHIE B paMKax
NpENOCTABIEHHs [OCYJapCTBEHHOH yciyrH, MoryT OBITh OOXKalloBaHBI B MODSIKE,
IpenycMOTPEeHHOM 3aKoHoAaTenbsCcTBoM Poccurickon ®enepanum.

75. XKanoba momaercs B MUCBMEHHOH (hopMe, B TOM 4HHCIJI€ IIPH JTUYHOM IIpHEME
3asiBUTEJIS, I B 3JIEKTPOHHOM BHIe B MuHnpomropr Poccun.

76. XKanoba nomkHa coaepxkarh:

HayMEHOBaHHWE  OpraHa, IPeJOCTaBJIIOIIEr0  IOCYyAAapCTBEHHYIO  YCIYTY,
JIOJDKHOCTHOrO Juia MunnpomTtopra Poccun mibo ¢enepaibHOro rocynapCTBEHHOTO
CIIYXalllero, pelieHus u qercTBust (6e3nelcTBrE) KOTOPOro 00XKaIyroTCs;

(GaMwinio, uMs, 0T4ecTBO (TIOCNenHee — IpH Hanuuuu) 3asBUTens. CaeneHHs o
MECTe JKHTEJIbCTBA 3aiBUTENII — (U3UYECKOro Jiula JIUO0 HauMeHOBaHHE, CBEIEHHS O
MecTe HaxOXIECHHs 3aABHTEIs — IOPUAMYECKOrO JHIA, a Takxke HoMep (HoMepa)
KOHTaKkTHOTO TeiedoHa, anpec (aapeca) 3NEKTPOHHOM MOYTHI (IpH HAJIWYUH) U ITOYTOBBIN
azipec, 10 KOTOPBHIM JIOJDKEH OBITh HallpaBlleH OTBET 3aiBUTEIIIO;

- CYTh OOXamyeMoro neidcTBus (Oe3nelcTBHS).

JIOTIOSTHHUTENBHO B XKanobe MOTryT OBITh YKa3aHBbI:

- 00CTOSTENBCTBA, HA OCHOBAaHMM KOTOPBIX 3asiBUTENb CYUTAET, YTO HAPYIUEHE! €T0
npaBa, CBOOO/B!I M 3aKOHHBIE HHTEPECH], CO3AaHbI NPEISITCTBUS U UX pealn3alny 160

HE3aKOHHO BO3JIOKEHA KaKasf-TH00 00s13aHHOCTE;
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- UHBIE CBEJIEH!S, KOTOPhIE 3asBUTENb CYUTAET HEOOXOAUMBIM COOOIIUTE.

77. 3agBuTeNeM MOTYT OBITH IpPEJCTaBIeHbl HOKYMEHTHl (TpU HaJIAYHH),
MOATBEPXKAIOIINE TOBOIBI 3asBUTEIS, THOO UX KOIHY.

78. B cnydae ecim xanoba mofaercs uepe3 MpeACTAaBUTENS 3asBUTEN, TaKKe
MpEeNCTaBASeTCs HOKYMEHT, IOATBEPXKIAIOIIMM TMONHOMOYHMS Ha OCYIIECTBIIECHUE
JNeHCTBUN OT UMEHH 3asBHUTeNd. B kauecTBe NOKyMeHTa, IOATBEPKAAIOIIETO ITOJIHOMOYHS
Ha OCYILECTBJICHUE NEHCTBUHA OT UMEHH 3aIBUTEISL, MOXET OBITh IIpeJICTaB/ICHA:

JIIOBEPEHHOCTh, 0bOpMIIeHHas B COOTBETCTBHH C 3aKOHOJAaTeNbcTBOM. PoccHiickoi
Oenepanuy;

KON pelleHMs O Ha3sHadyeHuH Wi o6 u3bpaHuu nubO NpHKasza O Ha3HaYeHHH
(bH3HYECKOro JHla Ha JODKHOCTh, B COOTBETCTBHH C KOTOPHIM Takoe (QPU3MUecKoe JIHIO
obnanaer IpaBoM [EHCTBOBATH OT UMEHU 3asiBUTENS O€3 JOBEPEHHOCTH.

79. DBpems npuema kajnob6 coBmazaeT CcO BpEMEHEM IPeNOCTaBICHHUS
rOCyIapCTBEHHOM yCIIyTH.

XKanoba B mucbMEeHHOM popMe MOXET OBITh TAKXKE HalpaBlieHa Mo MOYTe.

80. B cmywyae momaud >xanoObl NpU JIMYHOM TIpHEME 3asABUTENb INPEACTaBIIET
JIOKyMEHT, YIOCTOBEPSIOIIMH €ro JIHYHOCTh B COOTBETCTBUU C 3aKOHOJATENHCTBOM
Poccutickoit @enepanyu.

81. B anekTpoHHOM BHIE Xajioba MOXXeT OBITH ITOJlaHa 3asBUTENIEM IOCPEICTBOM
odunuansHoro caiira Munnpomropra Poccuu u [Toprana.

82. Ilpu nonaye >XajoOBI B 3JMEKTPOHHOM BHIE JOKYMEHTHl MOTYT OBITh
npencTaBleHsl B (OpMe 3JIeKTPOHHBIX JOKYMEHTOB, MONNHCAHHBIX 3JEKTPOHHOM
IIOAIIUCHIO, BUII KOTOPOH IIPENYyCMOTPEH 3aKoHoAaTenbcTBOM Poccuiickoit Menepaiiuu.

83. Munnpomropr Poccun obecneunBaer:

UH(QOPMHUpPOBaHHE 3asBUTENEH O INOpsnake OOXanoOBaHUS pEHIeHHH U JeHCTBHH
(6e3peiicTBHA) MOMKHOCTHBIX JHII MUHIpOMTOpra INpH IPeOCTAaBICHHH YyKa3aHHOMH
rOoCyIapCTBEHHOM YCIYTH, IOCPEICTBOM pa3MelleHUs HHPOpMaluu Ha OQHUINAILHOTO
caitta Munnpomropra Poccun, Ilopraie;

KOHCYJIbTUPDOBAaHHE 3asBHUTENEH O mopsiake oOxaloBaHMs pelleHUd W JeHcTBHit

(Ge3nelicTBUs) MODKHOCTHBIX JUI MuHnpoMropra Poccuu mpH npenocTaBieHHH
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yKa3aHHOM IOCyJapCTBEHHOH yCIyrd, B TOM 4HUCJe IO TelepOoHy, SJIEKTPOHHOH MOYTe,
TIpH IMYHOM IIpHEME.

84. Munnpomropr Poccun oTKaspIBaeT B yAOBIETBOPEHUH XallOOBI B ClIEAYIOUIHX
ClIydasx:

HaJIMYhe BCTYINMBIUETO B 3aKOHHYIO CWIy peIIeHHs cyna, apOHUTpaKHOro cyda Iio
xasiobe 0 TOM XKe NpeaMETe U 110 TeM XK€ OCHOBAHUSIM;

I0/1a4a JKaJoObl JMIOM, TIOTHOMOYHS KOTOPOrO He NOATBEPXAEHBI B IMOPSIKE,
YCTaHOBJIEHHOM 3aKOHOJaTelnbcTBOM Poccutickoit ®enepalivy;

Halny4yue pellieHus Mo xanobe, IPHHSITOTO paHee B COOTBETCTBHU C TpeGOBaHHIMH
AJIMUHMCTPAaTMBHOI'O perlaMeHTa B OTHOIIEHHH TOTO )K€ 3aSBHTENS U IO TOMY JXKE
MIpEIMETY >KaJTOOBI.

85. Munnpomropr Poccun BIpaBe OCTaBHUTH kajloOy 6e3 OTBeTa B CIEMYIOIIUX
ClIyqasx:

HalM4de B >Kalobe HEeNEH3YpHBIX JHOO OCKOPOHUTENbHBIX BbIpaXKEHHHM, yrpo3
YKH3HH, 3[I0POBbIO X UMYIIECTBY AOJDKHOCTHOIO JIHIA, @ TAKXKE WICHOB €r0 CEMBH;

OTCYTCTBHE BO3MOXHOCTHM IIPOYMTATh KaKyl-TUOO YacTh TEKCTa IKaIoOBI,
(daMuIuIO, MM, OTYECTBO (IIpY HAIMYUK) U (WK ) IIOYTOBLIN afpec 3asBUTENs, yKa3aHHbIe
B Xainobe.

86. XKanoba, nocrynusmas B MuHnpomropr Poccuu, MOANEKUT PETHCTPALIHK HE
037IHEe cliefyroniero pabogero IHs co AHs ee nocTymienus. XKanoba paccmarpusaercs B
TedeHue 15 pabouux nHel co qHS ee perucTpaiuy.

B cnyyae obxanoBaHus oTkaza MuHnpoMTopra Poccun, ero J0MKHOCTHOIO JIMLA B
IpHeMe JIOKYMEHTOB Yy 3asiBUTENs IMOO0 B HCIIpaBIeHHH JONYIIEHHBIX OIIEYaTOK M OLIMOOK
WM B Cllydae OOXXaJoBaHMS 3asBUTENIEM HapyIICHHS YCTAaHOBJIEHHOIO CPOKA4 TaKHX
UCIIpaBIIEHHH, jXanoba paccMaTpuBaeTCsl B TedeHHWe ITH pabouyux naHedl co Ous ee
pEerUcCTpalyi.

87. OcHoBaHus U1 IPHOCTAHOBJIEHHS PACCMOTPEHUS XKan06GB!l OTCYTCTBYIOT.

88. Ilo pesynpTaTaM pacCMOTPEHHS XaJoObl MPUHHUMAETCS OJHO M3 CIEIYFOLIHX
peLIeHNN:

YAOBJICTBOPHUTD )KEUIOGY;
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OTKa3aTh B YJOBJIETBOPEHHH KaJlOObI.

89. OrtBer, comepxalmmii pe3ylbTaThl pPacCMOTPEHMs KaloObl, HaIpaBIAETCS
3asiBHTEJIIO Ha CIEAYIOMUNA pabouuii 1eHb ITOCie NPUHATHS pElICHHUS.

B cinyuyae ycTaHOBJIEHHsS B XOJle HJIM IO pe3ylibTaraM pPacCMOTPEHHS XaJloOBI
IPU3HAKOB COCTaBa AaJAMUHHCTPATUBHOI'O IpaBOHAPYLICHHS WM IPECTYIUIEHHS
JODKHOCTHOE JIMIO, HaJeleHHOEe ITOJTHOMOYMSAMH IO pacCMOTPEHMIO  Kaiol,
He3aMeIATEILHO HallpaBiseT UMEIoIHecs MaTepuallbl B OpraHbl IPOKYpaTypHL.

90. B oTBeTe 1o pe3ynbTaTaM pacCCMOTPEHHS Kano0bl YKa3bIBaIOTCA:

HaMEHOBaHWE OpraHa, MPEJOCTaBIMIOMIET0 TIOCYJapCTBEHHYIO  YCIYTY,
paccMOTpeBIIero kajloby, HODKHOCTb, (aMIIHiA, MMS, OTYECTBO (IIPH HAIMYHUHA) €ro
JIOJDKHOCTHOTO JIMIIA, IPUHABIIETO pelIeHHe 10 XKanobe;

HOMeEp, flaTa, MECTO NIPUHATHA PElICHHs, BKIHOYas CBEICHUS O NODKHOCTHOM JIHIIE,
pemieHHe WK Aeiicteue (be3neiicTBre) KOTOPOro obxaryercs:;

dbaMuwmis, UMs1, OTYECTBO (IIPH HAIMYKH) WIIM HAaHUMEHOBaHHE 3asiBUTENLS;

OCHOBaHMS JUIs IIPUHATHUSA PEILEHHA IO Xkaiobe;

IIPHHATOE IO Xayobe penieHue;

B clIydae eCiH xanoba npu3HaHa 000CHOBaHHOM, - CPOKH YCTPaHEHHUS BBIABICHHBIX
HapyIIeHUH, B TOM 9HCIIE CPOK IPEAOCTaBICHHS pe3yJIbTaTa rocyIapCTBEHHOH YCIIyTH;

CBEJIEHHUS O MOpsAAKe 00KaOBaHUS IPHUHATOIO MO Xajlo0e peleHus.

91. Pemenne mo xajnobe MOXeT OBITh 00XXaJOBaHO B IOPSAJKE, YCTAHOBIEHHOM
3aKOHOJaTeNbCTBOM Poccuiickoi Denepanuu.

92. 3agBuTenp HMMeeT IIpaBO Ha IOJydeHHE HcUYeplbIBalomet HHpopMaluu
JIOKYMEHTOB, HEOOXOIUMBIX A1 0O0CHOBaHMA U PACCMOTPEHUS HKAIOOBI.

93. Uudopmairo o mopsake MOAAYM M PaCCMOTPEHHS XKaJOObl 3aiBHTENH MOTYT
NONYy4YUTh Ha ouuuanbHOM caiite Munnpomropra Poccum u Iloprane, a Takke oHa

MOXeT OHTh cooOIIeHa 3asgBUTENIO B YCTHOM H (MJIM) TIHMCBMEHHOH ¢opMe.



baank HPpUINYECKOro JHIA

Hcexonsmmii Ne mucbma, gara

Ipunoxenne Ne 1
K AIIMUHHCTPaTHBHOMY PErTIAMEHTY

MusnucTepcTBa MIPOMBIIIIEHHOCTH ¥ TOPTOBIIH
Poccuiickoit Deneparuy 110 npeaOCTaBICHUAIO
rOCyapCTBEHHOM YCJIYTH IO BblIaye JOKYMEHTa,
COZEPIKAIlEro CBENCHUS O CTaIMIX
TEXHOJIOTHYECKOTrO Ipolecca POH3BOICTBA
JIEKapCTBEHHOT'O CPEACTBA I MEOUIIUHCKOTO
IIPUMEHEHHUS, OCYHIECTBISIEMBIX HAa TEPPHUTOPHUI
EBpa3uiickoro 3KOHOMHYECKOT0 COr03a

B MuHucTrepcTBO NPOMBIHLIEHHOCTH
u ToproBiu Poccuiickoii ®enepanun
oT

(noTHOe HAHMEHOBAHHE NPoU3BoAUTEN S/
YNOTHOMOYEHHOr0 NPEACTABHTE/S)

3ASIBJIEHUE
0 BblIaY€ NOKYMEHTa, COACPKALIEr0 CBCACHHA 0 CTAAUAX TEXHOJOIHYECKOro mpouecca
NPOH3BOACTBA JICKAPCTBCHHOI0 CPEACTBA IS MECAUIMHCKOI0 IPMMEHEHH A,
OCYIECTBJIAECMBIX HA TEPPUTOPHH EBpiBHﬁCKOFO IKOHOMHYIECCKOro Com3a

Ilpomy BEIAAaTH JOKYMEHT, CONEPXALIMH CBEJEHHS O CTaOusIX TEXHOJOTHMYECKOTO IIpollecca
IPOM3BOJACTBA JICKADCTBEHHOIO CPEACTBA JUIS MEIMIMHCKOTO NpHMEHEHHs (yKa3aTh JIeKapCTBEHHOE
CPENCTBO), OCYMECTBIIIEMBIX Ha TEpPUTOPHH EBpasuiicKoro 3KOHOMHUECKOI'O COIO34.

A. HpOHI!BOIlHTeJIb JICKAPCTBCHHOI'0 CPEACTBA

Hazpanue

Crpana

Anpec MeCTOHAXO0XKIEHHS
IOPHAHY€CKOro Juna

Apxpec(a) ocymecTBIeHUs
AesITeJIbHOCTH

TeJl. daxc

agpec 3JIeKTPOHHOH MOYTHI

Jnuenzug Ha Ne sinneHzun

NPOHU3BOACTBO
JIEK2pCTBCHHBIX CPEACTB

AaTa BbIda4M

(MM JOKYMEHT, Ha
OCHOBaHHH KOTOPOTo
NPOH3BOIUTEb
JIEKAPCTBEHHBIX CPeICTB
OCyIIECTBJISIET
AeSATEJbHOCTH N0
NPOM3BOJCTBY
JIEKapCTBEHHBIX CPEACTB)

CpPOK JeHCcTBHUSA




CBenenusn o nocjexuei
NnpoBepKe Ha
COOTBETCTBHE
NPON3BOAUTENSA
TpeGOBaHHAM IIPABHI
HajJiexKaie
NPOU3BOACTBEHHOM
NPAKTHKH

PerynsitopHbiii opras,
BbIJABIIMH JHIEH3HIO
(nJIM IOKYMEHT, Ha
OCHOBAHHH KOTOPOro
NPOU3BOJHTEb
JIEKAPCTBEHHBIX CPEACTB
ocyImecTBJIET
AeATeAbLHOCTD N0
NPOH3BOJACTBY
JIEKAPCTBEHHbIX CPEACTB)

Ha3BaHHC

agpec

TEJL.

¢axc

aJpec 3J1eKTPOHHOH
TOYThI

KoHTaKkTHOE JHI0
NPOU3BOIUTESE

O.N.0.

JIOIDKHOCTS:

TEJL.

paxc

anpec 3J'leRTp0HHOﬁ
Mo4Thl

b. Opranuzanus — 3aiBHTEb, AeHCTBYIOMAS OT JINNA NPOU3BOANTENs (IIPH HATMYUMHM)

Ha3zsanue

Crpana

Anxpec
MECTOHAXO0XKIACHHS
IOpHANYECKOro JHIla

IlouToBBIii aapec

TeJ. daxc agpec 31eKTPOHHOH
MOYThI

©.1.0.

KonrakTHOE JIHII0
JIOJDKHOCTB:

OpraHH3alnMu- —
TeJl.

3asBHTEJS dakc aJpec 3JIEKTPOHHOH

IIOYITHI

B. CBenenns o cragusax NpOoH3BOJICTBA JIEKAPCTBCHHOI0 CPEACTBA

1. Haumenosanue (Toprosoe 1 MHH),

JeKapCTBEeHHasA (l)opma JICKAPCTBEHHOI'0 CpeACTBA N

J03MPOBKA (eCJI NPUMEHNMO):




L)

1.1. ®apmaneBTH4ecKkas(ue) cybcTanunsA(un) H ee
(¥X) KOTM4YecTBO B OHOM 03¢ NPOH3BOIUTE,
MeTo/ NoJiydeHHus apmManeBTHIEeCKOH cyOcTaHI MM
(XMMHYeCKHil CHHTe3; BbIeJIeHHE
dapManeBTHYECKOH CyOCTaHIMH H3 HCTOYHHKOB
OMOJIOTHYECKOT0, 5)KHBOTHOI'0, PACTHTEIbLHOI0,
MHHEPAJLHOI0 MPOUCXOXKIEHUS;
OMOTEeXHOJOrHYeCKHI CHHTE3).

2. JIoka/iu30BaHHBbIE CTAXHM NIPOU3BOACTBA

2.A. IIpon3BoacTBo papManeBTHIECKOH

1
cybcTaHuuu (Oanee ykazvleaiomcs cmaouy
mMeXHON02U4eCK020 npoyecca)

Mecro npousBoacTBa (cmpara, Hazeanue
npouU3800CMEEHHOU NIOUAOKY
VKQ3618AI0MCS 0N KANCOOU CTaouu
MexXHON02U4ecK020 npoyecca)

2.A.1. Crapuu 10 nOJIydeHHs MOJIEKYJIbI.

2.A.2. Craguu o6paboTku (0e3 H3MeHeHNs
MOJIEKYJIbI).

2.A.3. 3aBepmaromue CTaAHH IPOU3BOACTBA.

2.A.4. ®acoBka papManeBTHYECKOH cyOcTaHIHM.

2.A.5. YnakoBKa.

Homep PErucTpalHOHHOro YIOCTOBEPCHHUSA H JaTa
BbIJa4YH HJIM CBCACHHSA 0 BKIIOYCHHU B
rocynachBeﬂan‘fl peecTp JIEKAPCTBECHHBIX CPEACTB
I MEAHIHUHCKOro NpUMEeHCHHA

2.b. IIponsBoncTBo roToBOM (boprll
(Oanee ykasvigsaromes cmaouu mexHon02u4ecko20
npoyecca)

Mecto npousBoacTBa (cmpana, Ha3eanue
npou3B00CMEeHHOU NIOWAOKU
YKA3618aA10MCA ONs KAHNCOOU cmaouu
MEXHON02UUECKO20 npouecca)

2.b.1. [losryuenue noJrynpoaykrTa (BBeeHHe B
MpoLecc 0OCHOBHOI0 H BCHIOMOTaTeJIbHOI0 ChIPbS).
Ilpu neobxo0umocmu ykaszvieaemeca 6uo
noaynpooykma.

2.5.2. Ioryyenne roToBoro HepacgacoBaHHOI0
NpOAYKTa.

2.b.3 IToryyenne npoayKTa B NePBUYHOH YIIaKOBKe.
Ipu neobxo0umocmu yxazsieaemcsa 6ud ynaKosKu.

2.5.4 BropuuHas ynakoBka.

Homep PEeracTpaliHOHHOIr0 YN0CTOBEPEHHUA H JaTa
BblJAa4YM
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3. SIsnseTcs Jin NpeAcTaBIeHHAS B NPUJIOKEHUM
HH(poOpManHsA 0 NPOAYKTE YTBEPKAECHHOM, MOJTHOMH H Ja / HeT / He mpenoCTaBiIeHa
COOTBETCTBYIOIIEH PerHCTPANHOHHBIM JOKYMeHTaM?
(HystcHoe noo4epKHymb)

CpoxH npoBeXeHNs 3aKYNIOK (eCU NPUMEHUMO):

'TipumepHBIii nNepedeHb CTaouH NpPOM3BOACTRA MpHBENEH B NPWIOKEHHH Ne 2 K  HacrosmeMy
AIMHMHUCTPAaTUBHOMY pErflaMeHTYy.

OT UMeHH OpraHH3aUH-3aIBHTEIS MOATBEPKAAN0, YTO:

1) MHObOpMaIys, coJepalnascs B JaHHOH 3asBKe, SBJIETCS HOCTOBEPHOM;

2) IIpH U3MEHEHUHU aipECOB, 3JEKTPOHHBIX aAPECOB U TeNe(OHOB KOHTAKTHBIX JIHI ¥
OpraHu3alMii, yKa3aHHbIX B JaHHOH 3asj1BKe, HOBBIE CBeIeHU OYAyT NepefaHbl B MHHIIPOMTOPT
Poccun se nozuuee yem uepes 5 paboumx IHEH.

Jomxuocts, ®.M.0. 0TBETCTBEHHOTO JTHLIA MOATIUCH
M.IL. (TIpH HAJIMYHUH)

Jara
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bnank 3asButens
B MuHHCTepCcTBO NPOMBINLJIEHHOCTH B
Toprosiu Poccuniickoiit ®enepanuu

Ipunoxenue Ne 3

K AIMUHUCTPaTHBHOMY pPEriaMeHTy
MuHuCTEpCTBa IPOMBIIIJIEHHOCTH H
toproeiu Poccuiickoit @enepanuu mo
IPEIOCTABICHUIO TOCYJapCTBEHHOH YCIYTH
IO BbIJjaue JOKYMEHTa, COAEPKaIIEero
CBEACHHUSA O CTAJMAX TEXHOJIOTHYECKOTO
poriecca MPOU3BOACTBA JIEKAPCTBEHHOTO
CPEICTBA U1 MEOUIIMBCKOrO IPHMEHEHN,
OCYIIECTBIISIEMBIX Ha TEPPUTOPHH
EBpasuiickoro 3kOHOMHYECKOT0 COI03a

Onuce AOKYMEHTOB, IPNJIAraeMbIX K 3ASIBJICHHIO 0 BbIXa4€¢ JOKYMCHTA, COACPIKAIIEro CBCACHHS 0
CTaAHsX TEXHOJOIHIECKOI'0o Iponecca IPpoU3BOACTBA JICKAPCTBCHHOI0 CpeacTBa N
MEJHIHHCKOro IPHMEHENN, OCYIIECTBASCMbIX HA TEPPUTOPMH
EBpa:miiacoro 3KOHOMHYECKOro coro3a

(HaHMEHOBaHHE 3aIBUTEJIA)

JlaTa ¥ HOMEp perucCTpalliy 3asBICHHS « 20 r. Ne
Ne HanmenoBanue 1okyMeHTa KoswgecTBo nucToB B [Tpumeyanus
n/m JIOKYMEHTE
1 2 3 4
PykoBoaurens opraunzanuu
(MM yIOTHOMOYEHHOE UM JTHII0, NOIKHOCTB) (rronmuce) M.II. (pacmudpoBka)

[Ipunsan
(OJKHOCTH OTBETCTBEHHOTO JIHIIA
Munnpomtopra Poccun)

(Ip¥ HaTUYIHH)

(monmucek) (pacimudposka)




baank IOpHIAYECKOro JTuIa

Hcxoasmuii Ne nucbma, nara

Tpunoxenue Ne 4

K AIMHHHUCTPaTHBHOMY pETJIAMEHTY
MuHucTepCcTBa IPOMBIIJICHHOCTH H TOPTOBIIH
Poccuiickoit @enepanyy 1o NpesOCTABICHHIO
roCyJapCTBEHHOM YCIIYTH 10 BbIAAYE
IOKYMEHTa, COIEPKallleTo CBENCHMS O CTaTHIX
TEXHOJIOTHYECKOT0 IIPOoHecca MPOu3BOACTBA
JI€KapCTBEHHOTO CPEACTBa

IUI MEIUIMHCKOrO IPAMEHEHHS,
OCYIIECTBIIIEMBIX Ha TEPPUTOPUH
EBpasuiickoro 3K0OHOMHYECKOT0 COK03a

B MuHHCTepCTBO IPOMBINIJIEHHOCTH
u ToproeJu Poccniickeii ®enepanun
oT

(nonHoe HaUMeHOBaHHe NPOH3BOAHTENS/
YNOJHOMOYEHHOTO NPECTABHTENS)

3ASBJIEHUE

0 BpIOavuC 11y6.mma’ra JOKYMCHT2, COACPKAIMECro CBCICHUSA 0 CTAANAX TEXHOJOIHIECKOr0 Iponecca
IIPOM3BOACTBA JIEKADCTBCHHOI'0 CPEACTBA AJS MEIHIHHCKOro NIpUMEHEHHH, OCYINECTBIACMbIX HA
TEPPHTOPHUA EBpa3nﬁclcoro IKOHOMHYICCKOI0 COH03a

[Ipomy BbHaTh DyONMKAT NOKYMEHTa, COIAEpP)KAUIEro CBEAEHHS O CTaAMAX TEXHOIOTHYECKOrO
mpoilecca MPOU3BOJCTBA JIEKAPCTBEHHOTO CPEACTBA U1 MEAMIIHHCKOrO NPUMEHEHHS, OCYIIECTBIAEMBIX
Ha TeppuTOpHH EBpa3zuiickoro 3KOHOMHYECKOr'0 Co103a (YKa3aTh IPUIHHY).

A, HpOH?-BO)lHTeJlb JEKAPCTBEHHOT 0 CpeACTBA

HaszBanue

Crpana

Anpec
MECTOHAXO0KICHHS
IOpUIHYecKOro JIHIA

Anpec(a)
OCyHIeCTBJICHUS
HeATEJIHLHOCTH

TeJI.

daxc

ajpec 3J1eKTPOHHOHN NMOYTHI

JIunen3us Ha
IPOH3BOJCTBO
JIEKapCTBEHHBIX CPe/iCTB
(man noOKyMeHT, Ha
OCHOBAHHM KOTOPOIo
IPOM3BOHTENb
JIEKAPCTBEHHBIX CPENCTB
oCymecTBIsAEeT
AeATEeNAbLHOCTH MO
IPOM3BOACTBY
JIeKapCTBEeHHbIX
CpeacTB)

Ne smnenzun

JAaTa BblIa4YH

CPOK AeiicTBHA




PerynsaTopHblii opras, Ha3BaHMe
BbIAaBIINi JUIEH3HIO agpec
TeJl. daxc ajpec 3JIeKTPOHHOH
NMOYThI
JokymeHT, conepxamui | Ne 3akiodeHus
CBeJleHNus 0 CTaAuAX
TeXHOJIOTHYEeCKOro JAaTa BbIIA4YHU
npoiecca NPOU3BOACTBA
JIeKapCTBEHHOI 0 CPOK JAeHCTBHSA
cpeacTBa AJs
MEIHIIHHCKOT0
NpHMEHeHHs
PeryastopHblii opras, Ha3BaHHe
BbLAABIIHH JaHHDIH agpec
JOKYMEHT, COAepKamuil | TeJ. daxc ajpec 3JIeKTPOHHOM
CBEAEHHS O CTAUAX OYThI
TEXHOJOTrHYeCKOro
npoilecca NPOU3BOACTBA
JIeKApPCTBEHHOT 0
cpencTBa s
MeIHIHHCKOT 0
npuMeHeHHus
©.1.0.
KonrTakTHOE JIHINO JIOJKHOCTE:
NPOU3BOIHTEJIA TeJl. thaxc agpec 3J1eKTPOHHOMH

NHO9ThbI

b. Opranusanus — 3asgBHTENb, ACHCTBYIOMAS OT JIHIA HPOU3BOAUTENN (IIPH HATHYHMH)

Hazpanue

Crpana

Anpec
MEeCTOHAXO0KACHHUS
IOPHANYECKOro JINHa

IlouToBHI1ii agpec

Tell. paxc aJapec 31eKTPOHHOH MOYTHI
®.U.0.
KonTaxkTHOE JIHIIO
JIOIDKHOCTE:
OpraHU3aAHHU- Ten B —
. aKe
S ABHTEs ajgpec 3JeKTPOHHOM
0YTbI
OT HMeHM OpraHu3auNN-3aABMTEIS IOATBEPXKAAK0, YTO:
1) uHopManus, cofepxamasics B JaHHOH 3a9BKe, SBJISIETCS JOCTOBEPHOM;
2) IIpY M3MEHEHHH aJIPECOB, 3NIEKTPOHHBIX aPECOB U TeNe(POHOB KOHTAKTHBIX JIUII K OpraHU3alui,

YKa3aHHbIX B JaHHOM 3a4BKEC, HOBBIC CBCACHHUA 6y1[yT epcaanel B MHHHpOMTOpF Poccun ne Io3aHEe

4yeM uepes 5 pabounx nHEH.

Jomxuaocts, ©.M.O. 0TBETCTBEHHOrO THIA

noanuch

M.I. (IpY HAIMYHUH)

Jara




[Ipunoxenue Ne 5

K AIMMHHUCTPAaTHBHOMY PETJIaMEHTY
MunuCTEpCTBa IPOMBIIIJIEHHOCTH U TOPTOBIIH
Poccuiickoit ®@enepanyn Mo IpefoCTaBICHHIO
rOCyZapCTBEHHOM YCIIyTH IO BbIIaye
JOKYMEHTa, COAEPKAMETO CBENCHHUS O CTAIUAX
TEXHOJIOTHYECKOTO TpOliecca IIPOH3BOACTBA
JIEKapCTBEHHOTO CPENCTBA I MEAUIUHCKOTO
IIPUMEHEHHUS, OCYIIECTBIIIEMBIX Ha TEPPUTOPHH
EBpasuiickoro 3KOHOMHYECKOTr0 CO103a

baank Munnpomropra Pocenu

HauMeHOBaHHE IOpUIHIECKOTO
JHIa, afmpec

YBenomiaenue 06 0Tka3e B BbiAaye NOKYMEHTA, CONEPIKALIEro CBEAEeHHS O CTaANAX
TeXHOJIOTHYECKOro Npolecca NpoN3BOACTBA JIEKapCTBEHHOI0 CpecTBa s
MEJHIIHHCKOro NpUMeHeHH , OCYLIeCTBJIsIEeMbIX HA TEPPHTOPHH
EBpa3uiickoro 3KoHOMH4€eCKOro co3a

Munnpomropr Poccur yBenomMisieT 06 oTKase B BblIade OOKyMEHTA, COAEPIKaIIero
CBEIEHHUS O CTajusiX TEXHOJOIMYECKOro Iipoliecca IPOU3BOACTBA JIEKAPCTBEHHOIO
CpeIcTBa s MEIULIMHCKOIO IPUMEHEHUS

(HaMeHOBaHHE OPHUINIECKOTO JIHIIA)

MECTO HaXOXIACHH .

MECTO OCYIIECTBIICHUA ACATCIIBHOCTH 110 IPOU3BOACTBY JICKAPCTBEHHBIX CPEACTB:!

B CBA3H C:

(IpU4YMHBI OTKAa3a)

(npuxa3z Munnpomropra Poccuu ot Ne ).

(IOMXHOCTH OTBETCTBEHHOIO JIKIIA) (nonmuce) (pacmmdpoBka)



baank Muunpomropra Poccun

[punoxenue Ne 6

K AIIMHHUCTPaTHBHOMY pErjIaMEHTY
MHHHCTEPCTBA NPOMBILLIEHHOCTH H
toproeiu Poccuiickoit ®enepanuu no
IPENIOCTaBICHUIO TOCYJAPCTBEHHON YCIYTH
TI0 BBLAAYE JOKYMEHTa, COJAEPIKAIIETO
CBEICHHUS O CTAUAX TEXHOJOTHIECKOTO
Ipolecca MIPOU3BOACTBA JIEKAPCTBEHHOI'O
CpENCTBa Il METULIMHCKOTO ITPUMEHEHHS,
OCYUIECTBJIIEMBIX Ha TEPPUTOPUH
EBpa3uiickoro 3KOHOMHYECKOT'0 COI03a

)I[oxymem‘, conepﬂcamnﬁ CBE€/ICHHH 0 CTAIHAX TEXHOJOI'H4YeCKOro nmpouecca
NIpoOM3BOACTBA JICKADCTBEHHOI'0 CPEACTBA, OCYLIECTBJAECMbIX HA TEPPUTOPHH
EBpa3ﬂﬁCKOFO IKOHOMMHYECKOI'0 COI03a

Homep nokymeHTa

JlaTa BEImaun

Jepxarens WU BIIafienen
PETUCTPalliOHHOI0  YIOCTOBEpPEHUs (eciu
IPHUMEHHIMO)

HpOI/I3B0)II/ITeJIB JICKAPCTBEHHOI'O CpEACTBA

1. HaumeHOBaHueE M IeKapCTBEHHas dopma:

1.1. dapmaneBTueckas(ue) cyocTaHIUs(UN)
U ee (MX) KOJNMYECTBO B OJHOM J103€, MeTox
moNydeHus:  (¢apMaleBTHYECKOH CyOCTaHIIMH
(XHMUYECKHIH CHHTE3,; BBLIEJICHHE
¢dapmaneBTHYIECKOH CyOCTAaHIMM H3 MCTOYHHKORB
OHONIOTHYECKOrO, JXMBOTHOTO, PaCTHTEILHOIO,
MHHEPAILHOTO IPOUCXOXKICHHS;
OHOTEXHOJIOTHYECKUH CHHTES).

Eciin 10Kanu30BaHO MPOU3BOACTBO CO CTaAUU (papMareBTHUECKOU CYOCTAHITUH — NPOJOIKHUTE C
paszena 2.A, ecim €O CTaquM TOTOBOH JIEKAPCTBEHHOrO CpeICTBa — IMPONYCTHTh 2.A. H

NPOJOJDKHUTE ¢ pasjena 2.b.

|

2. Jloxanu3oBaHHBIE CTa HH NpOU3BOACTBA

2.A. TIlpousBoactBo  ¢GapMaleBTHUYECKOH
cybcTaHMM (Janee ykaswigaromes cmaouu
MeXHON02U4eCK020 npoyecca)

Mecto NPOU3BOACTBA (cmpana, Ha3eaHue
Npou3eO00CMEEHHOU NIOWAOKU YKA3bIGAIOMCA OAA
Kaoicoou cmaouyu mexHoa02U4ecko20 npoyecca)

2.A.1. Craguy npou3BOACTBA HO IOJNyYEHHUS
MOJIEKYJIBL.

2.A2. Cragun o6paboTku (6e3 H3MEHEHHs
MOJIEKYJIBI).




2.A.3. 3aBepmarouye CTaguy NPOM3BOACTBA.

2.A4. ®acoBka (bapManeBTHYECKOU
cy6CTaHIUN.

2.A.5. YnaxkoBka.

Homep perucTpalimoOHHOr0 yIOCTOBEPEHUS U
JlaTa BBIJAYM WM CBEJEHHS O BKIIOYEHHUH B
TOCyIapCTBEHHBI  peecTp  JIEKapCTBEHHBIX
CpeJICTB UL MEIUIIHHCKOIO IPMMEHEHHsI

2.b. IIpou3BOACTBO rOTOBOM (POPMEL
(oanee yKazvieaiomes
MEXHON02UYECKO20 NpoYyecca)

cmaouu

Mecto IIPOU3BOJICTBA (cmpana, Ha3eaHue
nPOU360OCMBEHHOU NAOWAOKYU YKA3bl8Aomcs  ONs
KaxcOou cmaduu MmexHONL02UYeCK020 NPOYecca)

2.b.1. Tlony4yenue monynponaykra (BBEICHHUE
B IIpOLIECC OCHOBHOI'O M BCIIOMOTATEIBHOIrO
CHIpBS)'.

Ilpu HeobxoOumocmu ykazvieaemcs 6uUO
NoYynpooyKma.

2.B.2. ITonyuenue
HepachacOBaHHOIO NIPOAYKTA.

TOTOBOI'O

2.b5.3. IlonyueHue mnpoaykTa B TEPBUYHOMU
YIaKOBKE.
IIpu HeobxoOumocmu yxazvieaemcs 6ud
YNAKOBKU.

2.5.4. YnakoBka.

Homep perucTpalliOHHOTO yOCTOBEPEHUS M
JaTa BhLAAaYH

3. HOMCp JIMLICH3UM Ha IIpOM3BOJCTBO
JICKApPCTBEHHBIX CPEACTB UM JlaTa BEIIAYH

HaumenoBanue n agpec oprasHa, BblAaBIICTO
3aKTI0O4YCHHUEC!

MHuHHCTEPCTBO TNPOMBIIUIEHHOCTH U TOPrOBJIH
Poccuiickoit ®enepanuun

109074, Poccus, MockBa, Kwuraitroponckuii
npoesn, a. 7

Tenedpon: + 7 (495) 980-28-44

dakc: + 7 (495) 647-73-31

@®.1.0. 1omKHOCTHOrO ulta MuHIIpoMTOpra
Poccuu, BoMmKHOCTE:

Honmnuce

Ileuats

Jlata

Cpok JeHCTBHS JOKYMEHTa’




PN
ol

'Vka3blBarOTCA BCE CTaJMM TPOM3BOJACTBA TOTOBOH JIEKAPCTBEHHOM (OpPMBI IO CTauMu HepachacoBaHHOM
NpOMYKUHHU («HH Oank»).

2 v

“Cpok eficTBHS JOKYMEHTa HCUHCISETCS C MOMEHTa €ro BBIAAYH.
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