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006 yTBepxaeHHH AAMHHHCTPATHBHOIO PErjiaMeHTa
MuHHCTEPCTBA NPOMBILLIEHHOCTH H TOProsJik Poccuiickoil @enepauuu
N0 NPeIOCTABJIEHHIO FOCYAAPCTBEHHOH YCJIyTH 110 BbiAaye cepTuGHKATOB
COOTBETCTBHSA NPOU3BOAHUTE EH JIEKAPCTBEHHBIX CPEICTB AJISl MEAULIMHCKOIO
npHMeHeHHsl TPeGOBAHHAM NPABHJI HaJJIeKaleld NPOHM3IBOACTBEHHOH NPAKTHKH
EBpa3uiickoro ’XxOHOMH4€CKOro cor3a

B coorBerctBuM ¢ @enepanbHsiM 3akoHoM oT 27 wmrons 2010 r. Ne 210-@3
«O6 opranmsaumu MPeJOCTABICHUSt TOCYAAPCTBEHHBIX M MYyHHUMNAILHBIX yCIyD»)
(Cobpanue 3axoHomarenbctBa Poccuiickoén @enepanun, 2010, Ne 31, ct. 4179; 2020,
Ne 31, cr. 5027), mnocranoBienueMm [lpaBurensctBa Poccuiickor @enepanuu
ot 16 mas 2011 r. Ne 373 «O pazpaboTke ¥ yTBEpKIEHUU aAMHUHUCTPATHBHLIX PEI1IaMEHTOB
OCYILECTBJICHUSI TOCYIApCTBEHHOIO KOHTpOJs (Hag3opa) ©  aAMMUHUCTPATMBHBIX
periiaMeHTOB MPeNOCTaBIeHUs rocynapcIBeHHbIx yciayr» (CobpaHue 3aKOHONATENbLCTBA
Poccuiickoit ®enepanuun, 2011, Ne 22, ct. 3169; 2018, Ne 46, ct. 7050), noanyHKTOM
5.8.15(2) nynkra 5.8 Ilonoxkenus o MuHUCTEPCTBE NPOMBILUIEHHOCTH U TOPIOBIX
Poccuiickoil ®enepanuu, yrBepKaeHHOro nocraHosinenueM IIpaButensctea Poccuiickoi
Qenepauun ot 5 uroHs 2008 r. Ne 438 «O MunucrepcTBe NpPOMBILLIEHHOCTH M TOPrOBIIM
Poccuiickoiit ®enepauun» (Cobpanue 3akononarenscTBa Poccuiickoit ®enepaimu, 2008,
Ne 24, ct. 2868; 2017, Ne 36, ct. 5436), npuKka3bsiBao:
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1. VrBepauTh mnpunaraeMpiii AJMHMHHCTPaTHBHBIA perjiaMeHT MHHHUCTEPCTBA
OPOMBIINIEHHOCTH u  ToproBau Poccuiickoi ®Penepauyu 10  NpeAOCTaBICHHIO
roCyJapCTBEHHOM YCIyr'd MO BbiJade CepTH(UKATOB COOTBETCTBUS IPOM3BOAUTENIEH
JIEKApCTBEHHBIX CPEACTB IS MEIUUHMHCKOTO IPHMMEHEHHS TPeOOBaHMAM MPaBHII
HaJIeXaled Nporu3BOACTBEHHON NTPAaKTUKH EBpasuicKOro 5KOHOMHY€ECKOTo COI03a.

2. Hacrosmuii mpuka3 BCTymaeT B CHIy C JaThl BCTYIUIEHHS B CHIY akra
IIpaButensctBa Poccuiickoii Pegepauuu O HEKOTOPBIX  BONPOCAx, CBA3AHHbIX
¢ npoBeAeHneM (hapMalleBTUUECKUX WHCIIEKLHA.

3. KoHTposip 3a HCHOJHEHHMEM HACTOSALLErO IpUKa3a BO3JIOXKUTh HA TEPBOIO

3aMecTuTels MHHHCTpa MPOMBIIIEHHOCTH U Toprosiu Poccuitickgn ®enepaumu

C.A. IIpi0a.

Munuctp L .B. MaHTypOB




VTBEPX/IEH

npuka3oM Mugnpomropra Pocenu
oT ﬂ/&ﬁ/ﬁﬁ?%é/;jfw r. No /y%/
/

AJAMHHHCTPAaTHBHBIHA perjaMeHT
MuHHCTEpPCTBA NPOMBILIJIEHHOCTH H ToprosJin Poccuiickoil ®exepanuu
0 NPeI0CTABJIEHHIO FOCYAaPCTBEHHOH yCJIyIH 110 BblAave cepTuuKkaros
COOTBETCTBHUS NPOU3BOAHNTEIEH JIEKAPCTBEHHBIX CPEACTB /I MEIMUHHCKOIO
nNpUMeHEeHHs TPeGOBaHUAM NPAaBHJI HAlJIeKallel IPOM3BOACTBEHHOH NPaKTHKH
EBpa3uiickoro 3KOHOMH4Y€CKOro ¢0i03a

1. O0mue nos10KeHHA
IIpeamer peryinpoBaHus AIMHHHCTPATHBHOIO perjiaMeHTa

1. AIMMHHCTPAaTUBHBIA perinameHT MHHHCTEPCTBA NPOMBIILIEHHOCTA U TOPTOBIIH
Poccuiickoit @enepaiuy MO NPEAOCTaBJICHUIO T'OCYAAPCTBEHHOM YCAyrd MO BblIaye
cepTu(UKaTOB COOTBETCTBHS IIPOU3BOAMTENIEH JIEKapCTBEHHbIX CpEenCTB
A7 MEJMLMHCKOrO NMpUMEHEHHs TpeOOBaHUSIM NPaBUII HaANEXalled IPOM3BOJICTBEHHOM
NpakTUKM EBpa3suiickoro 3KOHOMMYECKOrO COI3a B COOTBeTCTBUM C [IpaBuiamu
npoBeieHHs (apMalEeBTUYECKUX HWHCHEKLuH, yTBepkaeHHbiMH pelienuem Coseta
EBpasuiicKoii 5KOHOMUYECKOH KoMuccuu oT 3 Hostops 2016 r. Ne 83 (OduunanbHblid cant
EBpasuiickoro 5KOHOMHHYECKOro coo3a hitp://www.eaeunion.org/, 21 Hos6ps 2016 r.),
(nanee — AIMUHMCTPATMBHBIM perjiaMeHT, IOCYJapCTBEHHas YClyra) YCTaHaB/HMBAeT
CPOKM M  IIOCIENOBATENbHOCTh  AIMUHUCTPATHBHBIX  mpouenyp  (medcTBuid),
OCYLIECTBJIAEMBIX MMHHMCTEPCTBOM IPOMBINIIEHHOCTd M Toprosau Poccuiickon
®enepanuu (nanee — MUHHCTEPCTBO), NOPSANOK B3aUMOAEHCTBHS MEXAY CTPYKTYPHBIMU
noapasiefeHusiMi  MUHHCTEPCTBA, WX AODKHOCTHBIMM  JIMIIaMH, €  OpraHamy
roCyJapCTBEHHOM BJIACTU NPH IPENOCTABIEHUH IOCYIapCTBEHHOW YCIIyrH, B TOM YMCIe
¢ @enepanbHbIM  OIOMKETHBIM  yupexaeHueM  «['ocylapCTBEHHBId  MHCTUTYT
JIEKAPCTBEHHBIX CPEACTB M HA/IEXKAIIUX NPAKTHK», NOABEJAOMCTBEHHBIM MHHHUCTEPCTBY

(najiee — yroJITHOMOYEHHOE YUpEKICHHUE).
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Kpyr 3asBureneii

2. 3ajgBUTENSIMU Ha NONy4YeHHE rOCYAapPCTBEHHOM YCIYIH SBISIOTCH IOPHIMYECKHE
JMLA: TPOU3BOAMTENM JIEKAPCTBEHHBIX CPEICTB [JIi MEIOUIIMHCKOro IPUMEHEHHS,
IIPOM3BOJICTBO KOTOPBIX OCYIIECTBIsieTcs Ha Teppuropun Poccuiickoit ®Denepanuu
(nanee — NPOW3BOAWTENB), WIM IMPOU3BOAUTENM  JIEKAPCTBEHHBIX  CPEICTB
JJis MEIUIUHCKOTO NPUMEHEHUs, IPOU3BOACTBO KOTOPHIX OCYIIIECTBIISETCS 3a NpeaeliaMu
tepputopun Poccuiickoit ®enepanuu (nanee — MNpOM3BOAUTENb HEPE3UACHT), JubO
MX  YNOJAHOMOYEHHBIE IIPEACTABUTENH, IOJNHOMOYUS KOTOPHIX JOJDKHBI  OBITh
NOATBEPXKAEHBl JOBEPEHHOCTbIO, OGOpPMIEHHOW B COOTBETCTBHH C TpeOOBaHUAMH

I'pakaaHCKOro 3aKOHOJaTCIIbCTBa Poccuiickon CDezlepaum/I.

TpeboBanns Kk nopaaAKy HHPOPMHUPOBAHHUS O NPEIOCTABIEHHH
rocyAapcTBeHHOH ycayru

3. Madopmarius 0 MecTe HaXOXKAEHHS, CIPaBOYHbBIX Tejie(hOHAX, B TOM YHCJIe HOMEpe
teniedoHa-aBTouH(OpMaTopa, agpecax OQUIUATBHOTO CaiTa, HIEKTPOHHOM MOYTHI U (KITH)
¢bopmbl 00paTHOW CBsi3H, rpaduike (pexkume) paboTel MHUHHCTEPCTBA, pa3MellacTcs B
¢benepanbHON rocynapcTBeHHOH WHGMOpMaANMOHHOH cucTeMe «DenepanbHblii peectp
TOCYJApCTBEHHBIX M  MYHHLIMNANbHBIX ycuyr (byHkuuid)», B  QenepanbHOM
rOCylapCTBEHHONM HH(OPMAIMOHHON cucTteMe «EIWMHBIA HOpTal TrOCYJAapCTBEHHBIX W
MYHULMNANBHBIX ycayr (dyHKuui)», Ha OQUIMAIFHOM caiiTe B HMHPOPMALMOHHO-
TeJIEKOMMYHHKaMOHHO!U ceTn «MHTepHeT» no aapecy: http://www.minpromtorg.gov.ru,
http://www.muHITpOMTOPT.pd (nanee — obunHaNbHBIH caliT MUHHCTEPCTBA).

TenedoHHble 3BOHKM OT 3asgBUTENEH IO BOMPOCYy MHGOOPMUPOBAHHS O MOPAIKE
NpPENOCTaBIEHUs TOCYJapCTBEHHONW YCIYr'¥ NMPHUHHUMAIOTCS B COOTBETCTBHHU C rpaduKom
paboTel MuHHCTEPCTBA MPOMBILLIEHHOCTH ¥ TOProBiu Poccuiickoi enepanum.

4. Ha caiite QenepanbHO# rocyjapcTBEHHON HHPOPMALIMOHHON cucTeMbl «EnnHbii
HOpTaJl TOCYAAPCTBEHHBIX X MyHHUIMITAIBHBIX YCIIYT ((QYHKLIKR)» 110 3JIEKTPOHHOMY aJipecy
B HMH(pOPMALMOHHO-TEIEKOMMYHHKaNlMOHHOW ceTd «VHTepHeT»: www.gosuslugi.ru
(nanee — Iloptan) pa3meinaercs cienyromas nHGopMaIus:

a) MCYEpIIbIBAIOLINI TlepedyeHb JOKYMEHTOB, HEOOXOIUMBIX IUIS NpeN0oCTaBIeHHs
rOCyJapCTBEHHOH ycnyrH, TpeOoBaHus K OPOPMIIEHHIO YKa3aHHBIX JOKYMEHTOB, a TaKXe
nepeveHb JOKyMEHTOB, KOTOpbi€ 3asBUTE]b BIpaBe IPEJCTaBHTh IO COOCTBEHHOM
VMHHULMATHBE;

0) Kpyr 3asBHTEJIEH;



B) CPOK NIPEAOCTABIEHHS TOCYAapCTBEHHOM YCIIyTH;

I') pe3ynbTaThl NIPEAOCTABICHHUS TOCYAAPCTBEHHOM YCIyrH, OPALOK IIPEACTABIECHHS
IOKYMEHTA, SABJIAIOIIErOCs pe3yNbTaTOM IIPEJOCTABIECHHUS IOCy JapCTBEHHOW YCIyTH;

1) MCYEpNbIBAIOLIMH IepeYyeHb OCHOBAHUM MjI NPHOCTAHOBICHUS HWIIM OTKa3a
B IIPEIOCTABIIEHUH I'OCYTaPCTBEHHOM YCIyTH;

€) pasMep I1aThl, B3UMaeMO#H 3a NpejoCTaBIeHHe IOCY JapCTBEHHOM YCIyIH;

K) HHpOpMAaIM O NpaBe 3asBUTENS Ha NoCyleOHOoe (BHecyeOHOe) 00xKalloBaHHEe
nercTBuil  (Oe3meHCTBHA) U peINeHHH, INPUHATHIX (OCYLIECTBISEMBIX) B  XOJE
IPeIOCTaBIIEHUS TOCYJapCTBEHHOM YCIyTH;

3) ¢opmbl  3asBieHu#t  (yBeJOMJIEHHH,  COOOIIEHHI),  HCIOJb3yeMbIe
IpY NPeAOCTaBIEHNH rOCY IapCTBEHHON YCITYTH;

4) InepeyeHb HOPMATHBHBIX MPABOBBIX aKTOB, PEryJIMPYIONIMX OTHOLICHUS,
BO3HMKAIOIIUE B CBA3M C MPEJOCTaBICHUEM TOCYJAPCTBEHHON YCIYrH, C yKa3aHUEM
UX PEKBU3UTOB ¥ UCTOYHHKOB OQHUIHATIBHOIO ONyOJINKOBaHUSI.

HNugopmanus Ha [loprane o nopsjke U cpokax MpeloCTaBiIeHUs rOCyAapCTBEHHON
yCIyrd Ha OCHOBaHMM CBEIEHHii, colepXamuxcs B (eaepalbHOW rocylapCTBEHHOMN
uH(OopMaIMOHHOM cucTeMe «DeepabHbIi peecTp rocy1apCTBEHHBIX 1 MyHULMIIAIBHBIX
ycayT (GYHKIMH )», PeAOCTaBISIeTCS 3asIBUTEIN0 OECIIaTHO.

JocTyn x MHpOpMaLMKU O CPOKax M MOpSIKe IPeJOCTaBJIEHUS] TOCyAapCTBEHHOU
yCIAYrd OcCywecTBisieTcss 0e3 BBITIOJHEHHS 3asBUTENleM KakKux-11ubo T1peboBaHUH,
B TOM uucie 0e3 HCHOJb30BaHUS IPOrpaMMHOr0 oOGecreyeHHs, YCTaHOBKa KOTOPOIO
Ha TEXHUYECKHE CPE/CTBA 3asBUTENS TpeOyeT 3aK/IFOUEHUs JTMLEH3UOHHOTO WM HHOTO
COIVIALICHUs C NpaBoo0iafaTeNeM MPOrpaMMHOro obecrnedyeHus, NpeaycMaTpHBaOLLETO
B3MMaHHWE IIaThl, PErMCTPALMI0 WM aBTOPU3ALMIO 3asBUTENs WM NpPEJOCTaBIIEHUE
¥M NE€PCOHANIbHBIX TaHHBIX.

5. Ha odunmansHoM caiite MuHHCTEpCTBa pazMelnaloTcs HHbopMalius, ykasaHHas
B IIyHKTe 4 HacToALIero AJJMHUHUACTPATUBHOTO perjiaMeHTa, a Takke HHopMarus u3 6a3bl
JAaHHBIX CBEIEHMH O BBIIaHHBIX, OTO3BaHHBIX CepTU(UKATaX COOTBETCTBHUSA
NIPOX3BOJUTEIIEH TEKaPCTBEHHBIX CPEACTB AJIS MEAULIMHCKOTO MPUMEHEHHUS TPeOOBaHUAM
OpaBHJI HajJIeXalled IPOU3BOACTBEHHON IPAKTUKU EBpa3suilcKOro 3KOHOMHYECKOIO
COIO3a M cepTHdUKaTax, IeHCTBUE KOTOPHIX MPHOCTAHOBJIECHO HJIM NPEKPAIEHO, a TAKKeE
CIPaBOYHbIE MAaTEPHAIIBI IT0 BOIIPOCAM IIPEAOCTABIEHHUS TOCYJapCTBEHHON YCIIYTH.

6. Mudopmauus Ha Iloprane um odunmansaoM caiite MuUHHCTEPCTBA O MOPSAAKE

H CpOKax IMpe€AOCTaBICHUA FOCY,HapCTBeHHOﬁ yCiyru Ha OCHOBaHHHU CBC,Z[CHHﬁ,
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couepaimxcs B (eAepalbHOM  TOCYIapCTBEHHOW  HMH(MOPMALMOHHON  CHCTEME
«®eepalibHBI  PEECTP TOCYHAPCTBEHHBIX W MYHHUHMNAIBHBIX YCIyr ((QyHKIHH)»,
[IPEAOCTABIIAETCS 3asIBUTENIO OECILIATHO.

Hoctyn k mHGOpMalMU O CpOKaxX U MOPSAAKE MPENOCTABIEHMS IOCYAapCTBEHHOM
YCIyrd OCYLIECTBISAETCS O€3 BLINOJHEHUS 3asBUTENEM KaKMX-1ubo TpeOoBaHMiA,
B TOM 4uCle 0€3 HCIONb30BaHHS IPOTPAMMHOIO OOECIIEYEHHS, YCTAHOBKA KOTOPOro
Ha TEXHUYECCKHME CPEJCTBA 3asBUTENS TPeOyeT 3aKIIOUEHHs JUIEH3MOHHOIO WM HMHOTO
COIIalIeHHs ¢ npaBooOyiafaTeneM IPOrpaMMHOTO OOecredeH s, NPeayCMaTpHBAIOIIETO
B3MMaHHWE IIAThl, PETHCTPALMIO WM aBTOPH3ALMIO 3asBUTENS WM IPeJIOCTaBICHUE
UM IIEPCOHANIBHBIX JAHHBIX.

7. Jlng nonydeHus MHPOpPManUM O MOPSIKE NPeNOCTaBlIEHHs I'OCYAapCTBEHHOM
YCJIYI'H, B TOM YMCJIE B 31€KTPOHHOH (opMme, 3asiBUTENs oOpamaeTcs B MUHUCTEPCTBO:

a) no TenedpoHaM, YKa3aHHBIM Ha OQUUMANGHOM caiite MHHHCTEPCTBA, B
(benepanbHOW rocylapcTBeHHON WH(OpMaNMOHHOM cHucreMe «DeepalbHblil peectp
roCy/1apCTBEHHBIX M MYHULIMNIANBHBIX yeiuyr (pyHkiuii)» v Ha [TopTaie;

0) B nuceMeHHOH ¢opMe (MOuYTOM, (AKCHMHUIBHOM CBA3bIO) IO  aJpPecy
MunucrepeTBa, yKa3aHHOMY Ha o(QUIMaNbHOM caiite MHUHHCTEPCTBA, B (enepanbHOM
rocy/1apCTBEHHOM HH(OpMaLIMOHHOM cucTteMe «DenepallbHBIH peecTp rocyJapCTBEHHBIX U
MyHHULIMNANBHBIX yeuyr (GyHkuuid)» u Ha [lopraie;

B) IO ajpecy 3JIEKTPOHHOH MOYThI, 4epe3 OGHUHalbHbIH caiiTt MuHHCTEpCTBA
unu yepes Ilopran.

8. HudopmupoBaHue O Xoje IpPENOCTaBiIEHHsS TOCYJaPCTBEHHOM yCIyru
OCYIIECTBIIAETCH JO/DKHOCTHBIMH JHLIIaMM MUHHCTEpPCTBA TNIpH JIMYHOM OOpalleHuu
3afBUTENIEH, C HCIIOJIB30BAHUEM CPEACTB UHGOPMAIIMOHHO-TEJIEKOMMYHHUKALHMOHHOM CETH
«VIHTEpHET», TIOYTOBOM, TEIEPOHHON CBS3H, TOCPEACTBOM IJIEKTPOHHOM IIOYTEHI.

Koncynpranmu (crnpaBkH) 1o BopocaM NpeaoCcTaBIeHUs rOCYAapCTBEHHOM YCIyTH
OCYLUECTBJIAIOTCS  JO/DKHOCTHBIMM  JIMIAaMM  MUHUCTEPCTBA, OTBETCTBEHHBIMU 34
paccMOTpeHHe 3asBJICHHSA O NPENOCTaBICHUM I'OCYAapCTBEHHOH YCIYTH M JTOKYMEHTOB
3asIBUTETIS.

9. Ilpu WHGOPMHMPOBAaHMH O XOJE MNPENOCTABIEHHS TOCYJAPCTBEHHOH YCIYTH
IIPEIOCTABISAIOTCS CIEAYIOIIHE CBENEHHS:

a) O BXONAIIEM HOMEpe, IO KOTOPHIM 3apPErHCTPHPOBAHBI  3asBIEHHUE
0 NPENOCTABIEHUY IOCY IAPCTBEHHOM YCIIYIH U JOKYMEHTBI 3asBUTEIIS;

6) o HoMepe TenedoHa ¥ paMUNIUH, UMEHHU, OTYECTBE (TIpY HANKMYUH) JOIDKHOCTHOTO
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nuiia MMHHCTEPCTBA, OTBETCTBEHHOTO 3a PaCCMOTPEHME 3asBICHMS O INPEJOCTaBICHHH
TOCYJapCTBEHHOH YCIIyTU M JOKYMEHTOB 3asBUTEIIS;

B) O XOJle PACCMOTpPEHHs 3asABJIEHHUS O NMPEJOCTABIEHAM TOCYIAapCTBEHHON YCIyrH
U JOKYMEHTOB 3asIBUTEIS;

I) O MNpHUHATOM pEHIEHHMH [0 KOHKPETHOMY 3asBJIECHHIO O NPENOCTABICHHH
roCyAapCTBEHHOM yCIyTH.

Bpems pasroBopa He 10JDKHO MPEBHIIIATh 5 MUHYT.

Huas vnbopManus MPEesoCTaBISETCS TONBKO HA OCHOBAHWHM COOTBETCTBYIOLIETO
3a1poca B NUCbMEHHOM (opMe (1mouTOH, PaKCUMUIIBHOMN CBSI3BIO, JJIEKTPOHHON MOYTOM
10 aaipecy MunucrepcTBa) wid uepe3 [lopran.

10. Ilpu mHpOpPMHUpOBaHUM O XOJAE TMPENOCTABIEHHUS TOCYJApCTBEHHON YCIyru
110 ITMCbMEHHBIM OOpalleHusM OTBET Ha obpallieHue HampaBiseTcs Ha aapec (MOYTOBBIMA
UM DJIEKTPOHHBIN), YKa3aHHBIN 3asBUTENEM, B CPOK, HE NPEBBIIAIOIINHA MATH pabodymx
JHEH C JaThl perucTpauuu B MunuctepcTBe obpalneHusl.

11. Ilpu oTBeTax Ha TenepOHHbIE 3BOHKU M YCTHBIE 0OpaIlieH!s JOKHOCTHBIE JIMLa
MunucrepctBa nmoApoOHO M B BEXIMBOM (KOppPEeKTHOH) ¢opme HHPOPMHUPYIOT
00OpaTUBIIMXCS 110 UHTEPECYIOLINUM UX BOIPOCAM.

OtBer Ha TeneOHHBIM 3BOHOK JOJDKEH HAYMHATHCS C yKa3aHUs (paMUIINU, UMEHH,
oT4ecTBa (IpH HANUYKMK) U JOJDKHOCTH JIMIA, PUHSBILETO Tele)OHHbIH 3BOHOK.

12. B cny4ae HEBO3MOXHOCTH JOJDKHOCTHOTO JIMIA, TNPHHSBIIETO 3BOHOK,
CaMOCTOSITENIbHO OTBETUTH Ha IIOCTABJICHHBIEC BOMIPOCHI, 3asIBUTENIO JOJKEH ObITh COOD1LIEH
HOMED Tene(oHa, 10 KOTOPOMY BO3MOXKHO TOyYUTh HEOOXOAUMYIO MH(MOpMaNuio, 160
OpEMIOKEHa BO3MOXHOCTb OCTaBUTb CBOM KOOPAMHATHI s TOCJELYIOIIETO

I/IH(bOpMI/IPOBaHI/IH 3ad4BHUTEI 10 NOCTABJICHHBIM BOITpOCaM.

I1. Cranpapr npegocraBiieHust
roCyAapcTBEHHOH YCJIYIH

HaumMenoBanue
rocyAapcTBeHHOH YCJIyrd

13. TocymapctBeHHass yciyra IO Bbiauye CEPTH(PHKATOB COOTBETCTBUS
NPOU3BOAUTENICH JIEKAPCTBEHHBIX CPEACTB JUISi MEAULMHCKOTO IPUMEHEHHs TPeOGOBaHUIM

npaBuil HaJJiexamen HpOI/ISBO,HCTBeHHOI\/'I IIPAKTHKHU EBpaSHﬁCKOFO IKOHOMHYECKOIO
COr03a.
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| HanmeHoBaHHe oprana,
NpeJoCTaB/ISIOero
rocyAapCcTBEeHHYIO YCJIyry

14. TlpenocTaBnenue rocyAapcTBEHHOH YCIyru OCYIIECTBIAETCS MUHHCTEPCTBOM.
HenocpencTBeHHOe  MpefOCTaBiICHHE  IOCYAAPCTBEHHOM  YCIYrH  OCYIIECTBISIET
HenapraMeHT pa3BuTHA (PapMaleBTUYECKOM W MENHIMHCKOM IPOMBIIUIEHHOCTH
Munucrepcersa (nanee — JlemapraMenr).

15. Ilpu mpenocTaBieHHMM TOCYNapCTBEHHOW YCIyrdH 3ampeinaercs TpeboBaTh
OT 3asABUTEJIA OCYIIECTBIICHUSA JAEHUCTBUA, B TOM YHCJE COIJIACOBaHHH, HEOOXOIHUMBIX
JUIs TIOJYYEHUsI TOCYNapCTBEHHOM YCIYTM M CBfA3aHHBIX C oOOpaiieHHeM B HHBIE
rOCyAapCTBEHHBIE OpraHbl M OpraHW3allid, 3a HWCKJIIOYEHHEM TOJY4YeHUs YCIyT,
BKIIFOYEHHBIX B IIEPEYEHb YCIYT, KOTOPBIE SIBJSAIOTCS HEOOXOAMMBIMH M 00S3aTEIbHBIMH
i mpenocTaBieHuss  (elepanbHBIMM  OpraHaMH — MCIOJHHMTEIBHOM  BIACTH,
I'ocynapcTBeHHOH KOopriopanye o aToMHO# 3Hepruu «Pocatom» rocy1apCTBEHHBIX YCIIyT
M [OpEeAOCTaB/IIOTCA  OpraHu3alMsIMHM,  YYacTBYIOIMMHU B  INPENOCTaBICHUH
TOCYJJapCTBEHHBIX YCIIyT, YTBEPXAEHHBIN nocraHosieHneM lIpasurensctBa Poccuiickoi
Denepanyy ot 6 Mag 2011 r. Ne 352 «O06 yTBepxIeHIM NEPEYHS YCIYT, KOTOPhIE SABISIOTCS
HEOOXONUMBIMU ¥ O0S3aTENBHBIMU JUIS TNPEeJOCTaBleHHs (elepalbHBIMH OpraHaMH
UCIIOJIHUTENBHON BnacTH, locymapcTBeHHOM Kopropalvei 10 aTOMHOHM SHEpPruM
«PocaToM» rocy1apCTBEHHBIX YCIIYT U NIPENOCTaBISAIOTCA OpraHu3alusiMy, Y4aCTBYIOIIAMH
B IIPENOCTaBIIEHUM TOCYJApCTBEHHBIX YCIYr, M ONpPEAEJIEHWH pa3Mepa IIaThl 3a UX

okasanue»  (CoOpanue  3axoHopmarenscTBa  Poccuiickoit ~ ®epepaumun, 2011,
Ne 20, cr. 2829; 2020, Ne 1, cT. 51).

Onucanue pe3yibTaTa NpeaoCcTaBjieHHs FOCYIaPCTBEHHOM yCayru

16. PesynpTaToM npenocTaBleHHs] TOCYyNApCTBEHHOM YCIYIH SIBISETCS IPUHSTHE
peleHys 0 BpiAade cepTU(UKaTa 0 COOTBETCTBHH ITPOM3BOAUTENS JIEKAPCTBEHHBIX CPEICTB
AN MEIULMHCKOTO IPUMEHEHUs TpeOOBaHUSAM NpaBWi HajieXkalled Mponu3BOACTBEHHOM

npakTUKd EBpa3uiicKoro 3KOHOMHYECKOT0 coro3a (aanee — cepTudukar).

Cpok npeocTaBJieHHsl FOCYAapCTBEHHOM ycayry,
B TOM YHCJIE C YY€TOM He00X0ANMOCTH 00paiieHusi B OpranM3aitu,
Y4YacTBYIOIHE B NPEAOCTABJIEHHH rOCyAaPCTBEHHO# YCJIyIH, CPOK
NPHOCTAHOBJICHHSI NPEOCTABJIEHHS rOCYJAPCTBEHHOH YCJIyrH




B cJ1yyae, eCJid BO3MOKHOCTh NIPHOCTAHOB/IEHHS NPEeAyCMOTPeHa
3aKoHOIaTeNbCTBOM Poccuiickoli ®Degepanun, Cpok BuiAaYH
(HanpaBJ/ieHHs1) AOKYMEHTOB, SIBJISIIOIIAXCH Pe3yJabTaToM
NPEA0CTAB/ICHHS IOCYAapPCTBEHHOH YCyrH

17. Cpox mpenocTaBleHHMs TOCYAApCTBEHHOM YCIyTM MCYMCISETCS CO  JHA
nocTymieHdss B  MuHuCTEpCTBO OQOpPMIIEHHOro 3asBlIEHHMs, [OJHOTO KOMIUIEKTA
NpUJIaraeMbIX K HEMY JOKYMEHTOB M OCYILIECTBJISETCS B COOTBETCTBHM ¢ IlpaBuiamu
IpoBeJeHUs (apMaLEBTUYECKUX HHCNEKUWH, yTBepXKIeHHsIMM pemienreM CoBerTa
EBpa3suiickoii 5KOHOMHYECKOH Komuccuu oT 3 Hosi6ps 2016 r. Ne 83. MHHHCTEPCTBO
NPHHUMAET pellieHHeE O BbIade (0TKa3e B Bblaue) cepTuduKaTa B CpOK, He IPeBHIILAIOIHI
90 (neBsiHOCTA) KaJeHOAPHBIX JHEH MOCIe MOCIEAHErO AHS TOCe HeM HHCIIEKIIMH.

18. Cpok Ha ycTpaHeHHe HapyIIeHHH B MPeACTaBIEHHBIX JOKYMEHTAX 3asiBHTEEM
B Cllydae HENOJHOTH M (MIM) HEAOCTOBEPHOCTH CBEIECHHWH, COJEpKaLIMXCs
B 3ajBJICHUU U (WIM) MPUIOXKEHHBIX K HEMYy IOKyMeHTax, cocramiseT 20 (IBaauars)

pabouux qHEH C 1aThl MONYYE€HUS COOTBETCTBYIOIIETO YBEAOMIICHHS.

HopmaTHBHbBIE paBoOBbie aKThl, PEryJHPYIOLIHE
NpefoCTaB/IeHHE IOCYAapPCTBEHHOH YCIyTH

19. IlepeyeHb HOpPMAaTHBHBIX MPABOBBIX AKTOB, PErYJHMPYIOUIMX IMpelOCTaBICHUE
rOCYAapCTBEHHOH ycnyru (C yKa3aHWEM pEKBH3UTOB M HCTOYHUKOB OQHIHAIBHOIO
onyOJIMKOBaHUS), MOMJIEKUT OOS3aTEIPHOMY pasMEIEeHHI0 Ha OQHIMAIBHOM caiTe
MunncrepctBa, B (elepalbHOH TOCYAapCTBEHHOH WH(OPMAMOHHOW CHCTEMe
«@enepanbHblii peecTp TrOCYAapCTBEHHBIX M MYHHIMIAIBHBIX YCIyr (QyHKIui)»

u Ha [loprane.

HcuepnbiBaomuii nepedeHb J10KyMEHTOB,
He00X0MMBIX B COOTBETCTBHH ¢ HOPMATHBHBIMH NMPABOBbIMH AKTAMH
AJISl TPEAOCTABJIEHHS FTOCY/IaPCTBEHHOMH YCJIYIH H yCJIYyT, KOTOpbIe
ABJISIIOTCH HEO0OXOAHMBIMH H 00513aTe/IbHBIMH AJIS NPEAOCTABJICHHS
rOCyAapCTBEHHOH YCJIYIM, NOAJIeKAINX NPEACTABICHHIO
3asiBHTeJIeM, CIIOCO0ObI X NMOJIyYeHHS 3asiBUTEJIEM,

B TOM 4HCJIe B 3JIEKTPOHHOM ¢opme, NOPAAOK
HX NpeCTaBJICHHUS

20. B nensx BblAauM cepTH(UKaTa MPOU3BOAMTENH (TIPOU3BOAMTENb HEPE3UIEHT)

nubO €ro YNOJNHOMOYEHHBIH NpeACTaBUTENb (dajee — 3asABHTENb) IPEACTABIAET



B MuHucTepcTBO Ha 6yMa)KHOM HOCUTENE HEMOCPEACTBEHHO MM HANpaBIsAeT 3aKa3HbIM
IIOYTOBBIM OTIIPABJIICHHEM C YBEJOMIJIEHHEM O BPYUYECHHMH U ONKCHIO BIIOXKECHHUS 3asBIICHUE
0 BbIlade cepTuduKaTa (nanee — 3asABICHHUE).

21. IlpousBoauTesnieM K 3asBICHHUIO IPUKIAABIBAIOTCS CIIEIYIOHMINE JOKYMEHTHIL:

a) Komus JIOKyMEHTa, IIOATBEP)KAAIOIIEr0 TMOJHOMOYHS YHNOJHOMOYEHHOTO
[IpEACTaBUTEIIS IPOU3BOAUTENS;

0) xomMs HOChe IIPOM3BOJCTBEHHOW IUIOMIAAKHA COIJIACHO TPeOOBAHUAM HpPaBHII
HaJIeXalleH IPOU3BOACTBEHHOM NpaKTUKKY EBpazuiickoro 5)KOHOMHUYECKOT0 COK34;

B) IIepeYeHb  JIEKAPCTBEHHBIX  CPEJACTB, MPOW3BOAMMBIX  (ILIAHHPYEMBIX
K IPOM3BOJICTBY ) Ha IPOU3BOICTBEHHOH ILJIOLIAIKE.

22. IlpousBoauTENEM HEPE3UAECHTOM K 3asfBICHUIO MPUKJIAIBIBAIOTCS CIeNyIOLIe
JOKYMEHTBI Ha PYCCKOM SI3BIKE:

a) KOMmUSA [JOKYMEHTa, TMOATBEPKIAIOIIEr0 IOJHOMOYHUS YNOJHOMOYEHHOTO
NPEACTaBUTEISL IPOU3BOJUTENS HEPE3UACHTA,;

0) 3aBepeHHas KONus JOKyMEHTA, JAIOIIETo MPaBO Ha OCYILECTBICHUE AEATENLHOCTH
110 [IPOU3BOJCTBY JIEKAPCTBEHHbIX CPEACTB HA MPOM3BOJACTBEHHOM Y4acCTKE;

B) 3aBepeHHas KOIHUs JIOKyMEHTa, BBIJAHHOTO YIOJHOMOYEHHBIM OpPraHOM
(YNOJTHOMOYEHHOH OpraHu3alnyell) CTpaHbl I[POU3BOACTBA JIEKAPCTBEHHBIX CPEJCTB,
O COOTBETCTBMHM TIPOM3BOACTBA (TPOM3BOACTBEHHOTO y4acTKa) TpeOOBaHMSAM NpaBHIl
HaJuleXalled NpOM3BOACTBEHHONM NPAaKTHKH, NPUMEHSEMbIX B CTpaHE IIPOM3BOJCTBA
(npu HaMU4uM);

I) KONMs JOChE€ NPOU3BOJACTBEHHOM IUIOINANKH COIJIaCHO TpeOOBaHMAM IpaBuUil
HaJuieXalled Iporu3BOICTBEHHON TIPaKTUKH EBpa3suiickoro 3K0OHOMUYECKOI'0 CO03a,;

1) TMepedeHb JIEKapCTBEHHBIX  CPEJACTB, MPOM3BOJUMBIX  (IUIAHUPYEMBIX
K IPOM3BOJICTBY ) Ha TPOMU3BOACTBEHHOM MIIOMAJIKE;

€) [M[HUCBMO O COIJlaCMM MpPOM3BOAMTENS HEpe3WJeHTa Ha MpOBEICHHE
(apMaleBTHYECKONW NHCTIEKLIUH. |

23. Eciau  1npoM3BOACTBO  JIEKApPCTBEHHBIX  CPEACTB  OCYLIECTBISETCS
Ha NpPOM3BOJACTBEHHBIX IUIOLIA/KaX, PAacHOJIOKEHHBIX M0 pPa3HBIM ajpecaM, 3asBIICHUS
U JOKYMEHTHl, yKa3aHHble B myHKTax 20, 21 u 22 Hacroswero AJIMHHUCTPATHBHOIO
periamMeHTa, IpeloCTaBAsAI0TCA B OTHOLICHHH KaXKION IPOU3BOACTBEHHOM IUIOILAAKHY.

B cnydae HeoOxommmocTH HampapieHus ceptudukara (yBeAoMiieHHS 00 OTKase
B BblJaue cepTH(HKaTa) NOYTOBBHIM OTNpaBleHHEM MO (Gakcy B 3asBIEHHH JejaeTcs

COOTBCTCTBYHOIIIAsA 3aI1UCh.
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24. B cnywae ecnu B 3asBIE€HMM O Bbljaue cepTudukata yKasbplBaeTCs
HEeo0XO0AUMOCTh €r0 NpeoCTaBIeHUs B POpMe 3JIEKTPOHHOTO JOKyMeHTa, MHUHUCTEPCTBO

HaIIpaBJISIET 3asdBUTCIIIO CepTI/I(l)I/IKaT B (bopMe 3JICKTPOHHOI'O JOKYMCHTA, IIOAIIMCAaHHOI'O
BHGKTpOHHOﬁ IMOAIIUCBIO.

HcuepnbiBaomuii nepeyeHb J0KYMEHTOB,
He00XOAHMbIX B COOTBETCTBHH C HOPMATHBHbIMH NPaBOBbIMH
aKTaMH JJISl IPeJOCTABJIEHHS rOCy1apCTBEHHOH YCJIYrH, KOTOpbie
HaXOASITCSH B PacNOpsi’KeHHH roCyAapCTBEHHbIX OPraHOB, OPraHOB
MECTHOI0 CAMOYIIPABJIeHUS] H HHbIX OPraHOB, Y4aCTBYIOLIHX
B PeJOCTABJIECHHH FOCYyJapPCTBEHHbIX HJIH MYHHIIHNIAJIbHBIX YCJIYT,
H KOTOpbIe 3asiBUTe/1b BNpaBe NPeCTABHTh, a TAKHKe Cnoco0bl
HX NOJIy4YeHHS 3aiBUTEJISIMH, B TOM YHCJIE€ B 2JIEKTPOHHOM
¢opme, NOPAIOK X NPEACTABJICHHS

25. HeoOxonumeIM As TpeOCTaBI€HUS TOCYAapCTBEHHOW YCIYTH JTOKYMEHTOM,
KOTOPBIM HaxXOAMTCS B PACHOPSHKEHWH TOCYJApPCTBEHHBIX OpPraHOB, OPraHOB MECTHOI'O
CaMOYIIPaBJICHUS ¥ MHBIX OPraHOB, Y4aCTBYIOLIMX B IIPEAOCTABIEHUHU rOCYAapCTBEHHOM
yCIyTH, U KOTOPbIi 3asBUTENb BIIpaBe MPEACTaBUTh CAMOCTOSNTENBHO, ABISETCS BBIUCKA
u3 EauHOro rocymapcTBEHHOro  peecTpa  IOPUAMYECKHX  JIML, HaXOASAIMIAsCS
B pacnopspkeHun DenepanbHOM HalOroBOM CiIy>KObI (ITpH HAJTMYHKH).

26. B ciyuae ecnu 3aiBUTENIb CAMOCTOSATEBHO HE TPEACTABUII IOKYMEHT, YKa3aHHbBIA
B IYHKTE 25 HacTosIlero AJMHUHUCTPATUBHOIO perjiameHTa, MUHUCTEPCTBO HalpaBiisieT
MEXBEAOMCTBEHHBIH 3ampoc 0 NIpeI0CTaBIEHUHI TaKoro JOKYMEHTa
B rOCYJapCTBEHHBIE OpraHbl, OpraHbl MECTHOTO CaMOYTIPaBJIEHUS JIUOO NOJIBEJOMCTBEHHbIE
TOCYJapCTBEHHBIM OpraHaM WM OpraHaM MECTHOTO CaMOYNpaBJ€HHUS OpraHHU3alNH,
y4acTBYIOLIHE B IPEeIOCTaBIEHUHN rocyJ1apCTBEHHOM YCIyTH,
B PaCIOPSKEHUM KOTOPBIX HAXOUTCH YKa3aHHBIA JOKYMEHT.

Henpencrasnenue 3asBUTENEM YKa3aHHOTO JOKYMEHTA He SBJISETCS OCHOBAaHUEM IS

OTKa3a 3ajABUTEIIO B [IPEAOCTABICHUH FOCY,[[apCTBeHHOﬁ YCIIyIu.

3anper Tpe6oBaTH OT 3asIBUTEJINA NPEACTABJICHHSA JOKYMEHTOB
H NHPOPMANUH HJIH OCYIIeCTBJICHHS IeHCTBHI B CBSI3H C NPEOCTABIEHHEM
rocyaapcTBeHHO# ycayru

27. 3anpemaeTcs TpeOOBATE OT 3asBUTENIS:
a) NpEeACTaBlEHUS AOKYMEHTOB W MH(POPMALMH WIM OCYILECTBIECHHs EiCTBHIA,

OpeaACTaBJIICHHE MJIM OCYIUECTBICHHE KOTOPBIX HeE NpeAyCMOTPEHO HOPMATHBHBIMH
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NPaBOBBIMU  aKTaMH, DPETYJHUPYIOIIMMHU  OTHOILEHWS, BO3HUKAIOIIME B  CBS3H
C MPEJOCTABIEHUEM FOCYJAPCTBEHHOMN YCIYTH;

0) mnpencraBneHuss MOKYMEHTOB W HWH(OPMAlWM, KOTOpblE B COOTBETCTBHH
C HOpPMaTHBHBIMM TIpaBOBBIMHM akTamu Poccuiickoii ®enepanuy, HOPMAaTHBHBIMH
IPaBOBBIMH aKTaMu CyObekTOB Poccuiickoit ®enepaunu u MyHALMNATBHBIMA IPABOBLIMH
aKTaM{ HaxOIATCA B PACIOPSIKEHHWH TOCYJApCTBEHHBIX OPraHOB, IMPEIOCTaBIAIOIINX
TOCYJJapCTBEHHYIO YCIYry, HHBIX TOCYJapCTBEHHBIX OpPraHOB, OPraHOB MECTHOIO
CaMOyMNpaBIeHUs ¥ (MJIM) MOJBEJOMCTBEHHBIX T'OCYJapCTBEHHBIM OpPraHaM M OpraHaM
MECTHOTO  CaMOyIpaBJICHWs  OpraHu3alui, y4acTBYIOLIMX B  IPEIOCTaBJIECHUH
rOCYAapCTBEHHBIX MM MYHHMIIUIAIBHBIX YCIIYT, 32 HCKIIIOYEHHEM JOKYMEHTOB, YKa3aHHBIX
B uyacTH 6 cratbu 7 @epepanbHoro 3axkoHa or 27 wwong 2010 r. Ne 210-®3
«O06 opranMzauMH INpPENOCTABICHUS TOCYAAPCTBEHHBIX M MYHHIHNAIbHBIX YCIyI»
(Cobpanue 3akoHomarenscTBa Poccuiickoit ®emepanun, 2010, Ne 31, cr. 4179; 2019,
Ne 52, ct. 7790);

B) IpEeJICTaBICHUS JOKYMEHTOB U uHpOpMaLuy, OTCYTCTBUE
M (MIM) HENOCTOBEPHOCTh KOTOPBIX HE YKA3blBANHCh IIPH IEPBOHAYAILHOM OTKA3€
B IIpMEME IOKyMEHTOB, HEOOXOAUMBIX Ul NMpPEAOCTaBICHHUS TOCYIapCTBEHHON YCIYTH,
nubo B IPEJOCTaBIE€HMH TOCYJApCTBEHHOW YCIYyTrH, 3a HCKIIOYEHHEM CIIy4aes,
OPEIyCMOTPEHHBIX TIYHKTOM 4 d4actu 1 cratem 7 @enepaibHOTO  3aKOHA
or 27 wona 2010 r. Ne 210-®3 «O6 opraHuzanuy npeioCTaBlIeHUs I'OCYIapCTBEHHBIX
¥ MYHULUNIANBHBIX YCIIYT»;

I) NPEACTaBIEHNs AOKYMEHTOB, TOATBEPXKIAIOIIUX BHECEHHE 3adBUTEIEM ILIATHI
3a NIPEIOCTaBICHUE IOCYJTapCTBEHHOHN YCIIyIH;

N) COBEpLIEHWS WHBIX [EHCTBUI, KpOME IPOXOXIECHHA MACHTHPHUKALKH
M ayTeHTU(QUKALKU B COOTBETCTBHM C HOPMATHBHBIMHU IPAaBOBLIMU aKTaMH Poccuiickoii
@enepanuy, yKa3aHus LEIH NpUeMa, a TakXKe MPeaoCTaBIeHus CBEJEH M, HEOOXOAUMBIX
AJIs pacyeTa AJIUTENbHOCTH BPEMEHHOI'0 MHTEPBala, KOTOPhii HE0OX0 MO 3a0pOHHPOBATh
Ui IIpHeMa.

3anpemaeTrcs OTKa3bIBaTh B IPUEME 3asBIECHUS U HHBIX JOKYMEHTOB, HEOOXOIUMbIX
AJIs IPEIOCTABJICHUS TOCYIaPCTBEHHOM YCIYTH, B Cllydae €CJIU 3asBJICHHE W JOKyMEHTHI,
HEOOXO/MMBIE JUIA TIPEROCTABICHUS IOCYAApCTBEHHOM YCIyTH, MOJaHbl B COOTBETCTBHH
¢ uHpOpMauued O CpOKaX M TOpSAKE NPEIOCTABNEHMS IOCYHaPCTBEHHOMN YCIIyTH,

onybnnKoBaHHO# Ha [Toprase.

3ampeluaercs OTKa3bIBaTh B [PEJOCTABNEHHH TOCYAapPCTBEHHOM YCIIyTH B Cly4ae,
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€CIIM 3ajBIICHHE U JOKYMEHTBI, HEOOXOAMMBIE ISl MPELOCTABIEHHS TOCYAAPCTBEHHOM
YCIIyTH, NOJIaHbl B COOTBETCTBUM ¢ MH(pOpMaLHell 0 cpokax W MOpSAKe MPEeJOCTaBICHHS

rocyJapCTBEHHOM yCIIyr", onyOnrkoBanHO# Ha [Toprane.

HcuepnpiBaouii nepeyeHb OCHOBAHMI A1 0TKA3a
B IpHEMeE N0KYMEHTOB, He00XOAHMBIX /IJIsl NPEOCTABJIEHHA
rocyJapcTBeHHO# yCayru

28. OcHoBanuMs JUIi OTKaza B [pUEME JOKYMEHTOB, HEOOXOAMMBIX

JJIs IPEAOCTABIIEHUS TOCY AAPCTBEHHON YCIIYTH, OTCYTCTBYIOT.

I/IcqeanlBalonmii NnepeucHb OCHOBaHHH AJIA IPHOCTAHOBJICHHSA
HJIH 0TKa3a B IPpEeAOCTABJICHAHN Focy[lapCTBeHHOﬁ YCIIYIrHn

29. OcHoBaHMs Jni [OPUOCTAHOBJEHHS TOCYJAPCTBEHHOM  yCIyI'M  He
IpeIyCMOTPEHBI.

30. OcHOBaHMeM Ui OTKa3a B Bblave CepTH(HUKATA SBJISIOTCS:

a) HEeMpeCTaBICHUE 3asBUTENIEM HAJIEXKAIHM 06pa3oM 0(OPMIIEHHOTO 3asSBICHHUS
M KOMIUIEKTAa JOKYMEHTOB B COOTBETCTBHM C TMNYHKTOM 64  HAcTOSIIETO
AJIMMHHCTPaTUBHOT'O PErIaMeHTa,;

0) pelleHWe YNOIHOMOYEHHOrO YupeXIeHHs 00 OTKaze B MPOBEACHUH
(apmanieBTHYEeCKOH HHCIIEKIMM TIPOU3BOAMTENSA, B LENAX BbAauM cepTudukara(oB)
COOTBETCTBUS  IPOM3BOAMTENA(EH) JIEKapCTBEHHBIX CPEACTB Ui  MENUIMHCKOro
NpUMEHEHHs TpeOOBaHMAM IpaBWiI HaJJeXalieid IMPOU3BOACTBEHHONM MPAKTUKH
EBpa3uiiCKOro 3KOHOMHMYECKOTO COK03a B OTHOIIEHHH JIEKAPCTBEHHOI'O CPEJCTBA,
3ajBJICHHOTO HA PErHCTPAlMIO M IIPEAHA3HAUYEHHOTo AN OOpalleHUs Ha obleM pHIHKE
JIEKapCTBEHHBIX CPEICTB B paMkax EBpa3suiiCKOro 3KOHOMHYECKOIO  COHO3a,
WIM TPOU3BOIMUTEIIS HEPE3UAEHTa, B Clyd4ae HEYIUIaThl B CPOK PacXOMOB, CBA3aHHBIX
C MpoBeJieHUEM (hapMalleBTHYECKOM MHCIIEKLIMY;

B) HECOOTBETCTBME INPOM3BOAUTENS (IIPOM3BOAMTENS HEPE3HAEHTA) TPeOGOBAHUIM

npaBuil HalUIeXalled NOPOW3BOJCTBEHHOW NPAKTUKU EBpasuiicKoro 3>KOHOMHYECKOTO
COH03a.

Ilepeyens yeayr, KOTopbie SABIASIOTCH HEOOXOQUMBIMH
H 00513aTe/ILHLIMH 1J151 NPEIOCTABICHHS IOCY1apCTBEHHOMH YCIyrH,
B TOM YHCJIe CBeleHHsl 0 JOKYMEeHTe (I0KYMEHTAaX), BLIAABAEMOM
(BBIIaBaEMBIX) OPraHH3aLHUAMH, Y4aCTBYIOIIHMH B NpeJ0CTABJIEHHH
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FOCYyAapCTBEHHOH YCIYyIH

31.  VYcmyru, KoTopbie SBISAIOTCH  HEOOXONUMBIMH M 00s3aTelbHBIMH
JUIS1 TIPEAIOCTABIIEHUS TOCY IaPCTBEHHOM YCIyIH:

a) mposejcHHEe (DapMalLEeBTHIECKAX HMHCIEKIHM NPOM3BOACTBA JIEKAPCTBEHHBIX
CPEACTB JJIsi MEIULMHCKOI'O IIPUMEHEHUS, PAcliOIOKEHHOI0 Ha Tepputopun Poccuiickoii
Qepnepanyy, Ha COOTBETCTBHME TpeOOBAaHUAM IpaBUJl HajJiexaileid MPOM3BOACTBEHHOM
NpaKkTHKH EBpa3sHiCKOro 3KOHOMHMYECKOTO COHO3a, B LENAX BbIIa4uM CepTH(HKaTa(oB)
COOTBETCTBUS  NPOM3BOAMTENA(EH) JIEKAPCTBEHHBIX CPEACTB JUIA  MEIUIIMHCKOrO
IOpUMEHEHUs TpeOOBaHMSAM TpaBWi HaaJexamed NpPOU3BOACTBEHHON TMPaKTHKH
EBpa3suiCcKOoro 35KOHOMHMYECKOTO COI03a B OTHOIIEHHH JICKAPCTBEHHOTO CpPEJCTBa,
3asBJICHHOTO Ha PErMCTPALMIO M NPEeJHA3HAUYEHHOTro AJs oOpailleHHs Ha oOIIeM pbIHKE
JIEKapCTBEHHBIX CPEICTB B paMkax EBpazuiicKoro 5KOHOMHUECKOro COH3a;

6) mpoBeseHHE (apMaLEBTHYECKMX WHCIEKIHH MPOU3BOJCTBA JIEKAPCTBEHHBIX
CPEACTB AJs MEIWLIMHCKOIO IIPUMEHEHMS, PacloNOXeHHOro 3a npenenamu Poccuiickoit
Denepanuy, Ha COOTBETCTBHE TpeOOBaHUSAM NpaBMI HaJJIexalleld MpON3BOICTBEHHOM
IPakTUKA EBpa3sMiCKOro HSKOHOMHYECKOTO COI032, B TOM 4YHCJIE COBMECTHO
¢ (apManeBTMUYECKUMHM HHCIEKTOpaTaMH WHOTO TocyAapcTBa — 4ieHa EBpasuiickoro
ODKOHOMHYECKOIO  COK03a, B LeafX BblJaud  cepTUduKara(oB) COOTBETCTBUSA
NpOU3BOAUTENS(EH) JIEKApPCTBEHHBIX CPEACTB IS  MEIWIHHCKOTO  IpPUMEHEHHS
TpeOOBaHWAM MpaBUJl HaJJIeKaled TNPOU3BOJCTBEHHOW MpPaKTUKM EBpa3uiickoro
3KOHOMHYECKOTO COI03a.

32. Opranusanus ¥ npopefeHre GapManeBTHUECKHX WHCIEKIMHA MPOU3BOAUTEINEH
B LEIIX BBIAAYM CepTU(UKATa(OB) COOTBETCTBHS MPOM3BOAMTENS(Ei) JeKapCTBEHHBIX
CPeACTB [ MEJUIUHCKOro TMpHUMEHEHHs TpeOOBaHMAM NpaBUil  HaJyiexallei
IIPOM3BOJICTBEHHON IPAaKTUKX EBpa3uiicKOro SKOHOMHMUYECKOTO COK03a B OTHOIIEHUU
JIEKQpCTBEHHOI'O CPENCTBA, 3asBJICEHHOIO Ha pErucTpaldi0 M IpeJHa3HauY€HHOIro
ans obpaiieHuss Ha OOILEM PpBIHKE JIEKAPCTBEHHBIX CPEACTB B pamkax Espasmiickoro
5KOHOMHYECKOr0 COI03a, U OpraHu3alys ¥ NpoBeleHHe (papMaleBTUYECKUX HHCHEKLUN

HpOI/I3BOIlI/ITeHeﬁ HCPE3NACHTOB OCYLUICCTBIIACTCS YIIOJTHOMOYEHHBIM YUPEXKICHHEM.

IHopspgok, pasmep 1 OCHOBAHHSI B3UMaHHSA
rocyAapcTBeHHOH MOIJIHHBI
HJI4 HHOM IIAThI, B3BHMaeMOH
3a MpeJocTaB/IeHHe FOCYyAapPCTBEHHOH yCaIyru
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33. T'ocymapcTBeHHas yciyra rnpeaocrasisercs 6ecuiaTHo.

Ilopsaok, pa3mep H OCHOBaHMS B3HMaHHS
IJIATHI 32 NPEAOCTABJIEHHE YCIYT,
KOTOPpbI€ ABJIAIOTCH HEOOX0AMMBIMH
H 00513aTe/IbHBIMU /1 NPEAOCTABJICHHS
rocy1apcTBeHHOH yCJyru, BKJa4Yas HHGopMauuio
0 METOJHKE pacyeTa pa3Mepa TaKoii MmJjiaThbl

34. 3a mposeseHue (apMaleBTHYECKAX MHCIEKIMA NPOM3BOAMTENEH B IIENAX
BbIIa4YM CEPTU(UKATA(OB) COOTBETCTBHS IPOU3BOAUTENS(eH) JIEKAPCTBEHHBIX CPENCTB
UL MEIUIMHCKOrO0 NPUMEHEHHs TpeOOBaHUSAM NpaBUJI HajIeXKalled NpoU3BOACTBEHHOM
IpaKTHKK EBpa3uiicKoro 5JKOHOMU4ECKOT0 COI03a B OTHOILICHHH JIEKAPCTBEHHOTO CPEACTBA,
3as1BJICHHOI'O Ha PErMCTPALMIO M INpeJHa3HauYe€HHOro Ais obOpamieHus Ha OOIIeM pPBIHKeE
JeKapCTBEHHBIX CpPeACTB B paMkax EBpa3uiickoro SKOHOMHYECKOIO  COH03a,
a TaKXKe IIPOM3BOJMTENIEN HEPe3UJEHTOB B3UMaeTcs IuUlara. Ilmara ompenensercs
10 Ka)XIOMY 3asBUTENIO B OTACIBHOCTH B COOTBETCTBHH C NepedyHeM paboT, MOpSIKoM
M Dpa3sMEpOM B3MMaHHS IIJIaThl 3a TMpoBeleHHEe (apMaleBTUYECKUX HHCIEKUIUH
npousBoauTeNel  (MpoM3BOAMTENCH ~ HEPE3UAEHTOB)  JIEKAPCTBEHHBIX  CPEICTB
JUIL MEIMUHUHCKOTO TIPUMEHEHHS, B COOTBETCTBHM C TMOCTaHOBieHHWeM [IpaBuTenbcTBa
Poccuiickoit ®enepanuu ot 6 masg 2011 r. Ne 352 «O6 yTBepXIE€HUH MeEepEYHs YCIHYT,
KOTOpblE  SBJIAIOTCA HEOOXOAMMBIMM W OOs3aTENbHBIMH Ui [PEJOCTaBICHUS
¢enepanbHBIMH OpraHaMH MCIOJHUTENBHOM BiacTH, [ OCymapcTBEHHON Kopropaiuei
II0 aTOMHOM 3Hepretuke «PocaTom» TOCYHapCTBEHHBIX YCAYT H HpPedOCTaBJISIOTCS
OpraHu3aldsaMH, Y4YaCTBYIOUIUMH B INPENOCTaBIEHHMH I'OCYJApCTBEHHBIX  YCIYT,

U ONIPEACIICHUN pa3sMeEpa IIAThI 3a HX OKa3aHHE».

MaxkcuMaJbHBIN CPOK 0KHIAHHSA B OYepeNd NMPH Nojgayve
3a1poca O NPeAOCTABIEHHM rOCYyAaPCTBEHHOH YCJIYTH, YCIyrH,
NPeJ0CTAaBIAEMONH Oprann3anuei, yuacTByouleii B npe1ocTaB/JeHHH
rocyiapcTBeHHOH YCJIyIrH, H NPH MOJIyYeHHH pe3yJibTaTa
NpeJOCTABJICHHS] TAKNX YCJIYT

35. MakcuMalbHbIA CPOK OXKUIAHNS 3asBUTENS B OUEPEH IIPH Nojavue J0KYMEHTOB,
HEOOXOJUMBIX hilj b IIpENOCTABIEHUS roCyAapCTBEHHOM yCIIyTH,

U TIpUA NOJIYYCHUH Pe3yJIbTaTOB IPENOCTABIECHUS I'OCYJAPCTBEHHOW YCAYI'M COCTaBJIsSET
15 MuHyT.
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Cpox 1 nopsAoK perucTpauum 3anpoca
3afIBHTEJIS O IPEAOCTABICHHH rOCYAaPCTBEHHOM YCJYrH H YCJIYTIH,
npeJocTaB/IsieMOH oOpranu3anuei, yuacTByouleii B npeocTaBjIeHHH
rocyAapcTBEHHOMH yCJIYrH, B TOM YHCJIe B 2JIEKTPOHHOH (opme

36. MakcuMallbHBIM CPOK perucTpaiyy 3amnpoca — B Tedenne 1 (ogHoro) pabouero
IHS, B KOTOPOM IIOCTYIHJI 3alpoC B CTPYKTypHOE€ mojpaszaeieHue MUHHCTEPCTBa,
OTBETCTBEHHOE 33 NPUEM JOKYMEHTOB.

INocTynuBine JOKYyMEHTHI pETUCTPAPYIOTCS JODKHOCTHBIME JTMLI@MH CTPYKTYPHOIO
nojpasjieneHuss MUHHCTEPCTBA, OTBETCTBEHHOIO 3a MPHEM M PETUCTPALHIO JOKYMEHTOB, U
B YCTaHOBJICHHOM IIOpsJKe€ B JE€Hb HX MOCTYIUIEHHS WIM Ha CIEAYIOUHHA eHb

HalpaBJIAIOTCA B JlenapTamMeHT.

TpeboBanns K NnoMelleHHSIM, B KOTOPBIX NPE10CTABJISIETCS
rocyAapcTBeHHas yCJIyra, K 3ajly 0O:KHJaHHS, MECTaM
AJIst 3aN10JIHEHHS 3alIPOCOB O NPeJOCTABJIEHHH rOCYy1apCTBEHHOH
yeayru, HHGpOpMauHOHHBIM CTEHaM ¢ 00pa3naMH X 3aM0JTHEeHHsA
H nepevYHeM J0OKYMEHTOB, HeO0OX0AHMBIX /Jisl IPe10CTABJIEHUN KAaXKI0H
rocyAapcTBeHHOH YCJIYIH, pa3MemieHnio H 0popMieHHI0 BH3YyalbHOH,
TEKCTOBOH H MYJIbTHMEANHHOH HHOpPMAaLHH 0 IOpAAKe
NpeJocTaBJ/IeHHs TAKOH yCJIyrd, B TOM 4Hciie K ofecnedeHnIo
JAOCTYIHOCTH /ISl HHBAJIHAOB YKa3aHHbIX 00bE€KTOB B COOTBETCTBHH
¢ 3aKoHoAaTeabeTBOM Poccuiickoii Meaepannu
0 CONHAJILHOM 3a1HTEe HHBAJHI0B

37. IlomeleHuss A TPENOCTaBICHUS TOCYAAPCTBEHHOW YCIYTH Ppa3MemialoTcs
Ha TEPPUTOPUU MHUHHUCTEPCTBRA.

38. Paboune mMecta [OMKHOCTHBIX JIHI[ OOOpPYJAYIOTCS  KOMIIBIOTEPAMH
U OpITEXHUKOH, TIO3BONAIOLIMMH CBOEBPEMEHHO W B IMOJHOM oO0BbeMe MOJy4yaTh
CIIPAaBOYHYIO0 HHPOPMALMIO U OPraHU30BBIBATH MPEJOCTABIEHHE FOCYJApCTBEHHOM yCIyru
B I0JHOM o0beMe. OTBETCTBEHHOE CTPYKTYpHOE TMojpaszeieHne MHUHHUCTEPCTBA
obecrieuuBaeTcs  JOCTYIOM B  HHGOPMALMOHHO-TEJIEKOMMYHHKAIMOHHYIO  CETh
«/laTepHeT», Oymaroi, pacXOQHBIMH MaTepHajaMd M KaHLTOBapaMd B KOJHMYECTBe,
AOCTaTOYHOM Il NPeOCTaBIEHHUS rOCy AapCTBEHHOM YCIYTH.

39. B npuemHOH MuHucTepcTBa Ui JIMIL, OXHMIAIOUIMX IPHEM JIOKYMEHTOB,
OTBOJATCA MeCTa, OOOpYAOBaHHBIE CTYJBSAMH, KpECEIbHBIMH CEKIHAMH, CTOJIAMH

(cTolikamMu)  AnS  BO3MOXHOCTH  OGOpPMJIEHHMS  JOKyMEHTOB.  IloMelleHus
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JUIsl NIPENOCTABIEHHS TOCYJAPCTBEHHON YCIYTH He AOMKHBI CO3IABATh 3aTpyAHEHUS
JUISL JIAL C OTPaHUYEHHBIMH BO3MOYKHOCTSIMH.

B coorBerctBHu ¢ PenepanbHbIM 3aKOHOM OT 24 HOsiOpa 1995 r. Ne 181-@3
«O counuanpHOM 3amuTe HHBAIMAOB B Poccuiickoit ®enepammm»  (Cobpanmue
3aKoHoNaTeNibCTBa Poccuiickoit Menepauun, 1995, Ne 48, cr. 4563; 2020, Ne 17, ct. 2725)
HHBAJINIaM 00€CIIeYUBAIOTCH

a) ycnoBusi OeCHpENsTCTBEHHOrO IOCTyma K OOBEKTY (3[aHHIO, IOMELIEHHIO),
B KOTOPOM IOCyJJapCTBEHHAs YCJIyra MpeIoCTaBiIsgeTcs, a TakKe 1JIs 6CCHpeHS{TCTBeHH/OI“O
I0J1b30BaHMsl TPAHCIIOPTOM, CPEACTBAMH CBS3U M HH(POPMALIWH;

0) BO3MOXHOCTb CaMOCTOSITENIBHOTO MEPENBHKEHHS 110 TEPPUTOPUH, HA KOTOPOii
pacnojioxXeHsl OOBEKTHl  (374aHUS, TMOMEIIEHHs), B KOTOPHIX TMpPEJOCTABISAETCS
roCyJapCTBEHHas yClyra, a TaKkke BXxoJa B Takhe OOBEKThl M BBIXOJA U3 HHX, MTOCAIKH B
TPAaHCIIOPTHOE CPENCTBO U BBICAJAKH K3 HETro, B TOM YHCJIE€ C HCIOJL30BAHHEM Kpecia-
KOJISICKH;

B) CONPOBOXKCHHE HHBAJIM/IOB, HMEIOIIKX CTOUKHE PacCTPOMCTBA (PYHKILUH 3PEHUS
¥ CaMOCTOSITEIIBHOTO TepeABHKEHHS;

I) Hajjexaiuee pasMmelieHue oOOpyJoBaHHS H HOcHTelelt HHpopMaluy,
HeoOXoAUMBIX 1Sl obecrniedeHns: OeCrpensTCTBEHHOrO AOCTYIa MHBAIUAOB K 00BEKTaM
(31aHKAM, IOMEIIEHHUAM), B KOTOPBIX MTPEAOCTABIIAETCH FOCYAAPCTBEHHAS YCIYIa;

A) nyOiavipoBaHME HEOOXOAMMOW JJisi WHBAIHUAOB 3BYKOBOH U 3PHTEIBHOM
MHGOPMALIUH, a TAKXKe HAAIKCeH, 3HAKOB M MHOM TEKCTOBOH U rpaduyeckoi uHpopMaun
3HaKaMH, BBIIIOJIHEHHBIMU pelibepHO-TOUeYHBIM IprdTOM bpaiins;

€) OIMyCK CypAONepeBOIIMKa U THHIOCYPAONEPEBOIUHKA;

X) JONyCK co0aKu-pOBOJHHMKA HAa OOBEKTHI (34aHHS, IOMEIEHHS), B KOTOPBIX
NPENOCTaBNsAeTCS FOCYAapCTBEHHAS yCIIyra,

3) OKa3aHUe WHBAIUIaM IIOMOIIY B NIPEOOIEHHH GaphePOB, MELIAIOIMX ITOIYYEHHUIO
UMM IOCyJapCTBEHHON YCIIYT'H HapaBHE C APYTHMH JTHIAMH.

B cioyyae HEBO3MOXHOCTM TIONHOCTBIO MPUCIIOCOOMTH OOBEKT € yd4eTOM
NOTPeOHOCTEH MHBAIUAOB COOCTBEHHHK OOBEKTa, B COOTBETCTBMM CO CTarhell 15
QepepanbHOro 3akoHa or 24 HosOps 1995 r. Ne 181-®3 «O couuanbHOM 3allUTe
uHBaMUI0B B Poccuiickoii @enepaiuuny», NOMKeH NPHUHAMATh MEPHI I obecredeHus
AOCTyTa MHBAJIUAOB K MECTY NPENOCTaBIEHHs TOCYJapCTBEHHOHN yCIyry, 1160, Koraa 31o

BO3MOXHO, obecnedynTs ee IIPEAOCTABJIEHHUE II0 MECTY XKHUTEJIbCTBA HWHBA/IWIA WIHA B
AUCTAaHIHOHHOM PECKHME.
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40. B MecTax oxuaaHus ¥ TpHeMa 3asBUTENEH pasMemaroTcss HHQOPMALHOHHBIE
CTEHJIBl WM 00OpyayeTcs MHGOPMALMOHHBINA SIEKTPOHHBIA TEPMMHAN, COZAEpXKAlIHe
MH(POPMALIHMIO O NOPAAKE NPEAOCTABIEHHS TOCYIaPCTBEHHON YCIIyTH.

41. JlononuurenbHble TPeGOBaHHS K PasMENIEHHIO U OGOPMICHHIO [HOMEIIEHHIA,
Pa3MELICHUIO 1 OQOPMIIEHHIO BU3yalbHOM, TEKCTOBOM U MyJIbTUMEAMHHOM MH(BOPMALHH,
000pyIOBaHHIO MECT OXHJAHHMs, NaPKOBOYHBIM MECTaM, MECTaM IS MH(DOPMHpPOBAHHUS
3asBHUTENEH, M01y4YeHus MHQOPMALMK U 3al0JIHEHUS HEOOXOAUMBIX JOKYMEHTOB, MECTaM

O0XXHUJIaHHUA 3a4BUTENIEH U UX IIpUE€Ma HE MNPECABABIIAIOTCH.

IlokasaTenn AOCTYNHOCTH H Ka4eCTBA rOCYJapCTBEHHOMH YCJIyIH,

B TOM 4YHCJie KOJHYEeCTBO B3aHMOACHCTBHH 3afBHTE/IsI C JO/KHOCTHBIMH JIMIIAMH
NPH NPEIOCTABJIEHHH FOCYAaPCTBEHHOH YCJIYTH H HX NPOJOIKHTENbHOCTb,
BO3MOKHOCTD MOJYyYeHHs HH(POPMALIHH O X0/l MPEAOCTABJIEHHS IrOCyAapCTBEHHOM
YCJIYTH, B TOM YHCJIe ¢ HCNI0JIb30BAaHHEM HH(POPMALIHOHHO-KOMMYHHMKANMOHHbIX
TEXHOJIOTHil, BO3MOKHOCTD JIH00 HEBO3MOKHOCTD MOJY4€HHSI FOCYAaPCTBEHHOM
yCJIyrd B MHOTO(pYHKINHOHATEHOM LEHTPE NPeJ0CTABIEHHS roCy1apCTBEHHbIX
H MYHMIHNAJBHBIX YCJAYT (B TOM YHCJIE B IIOJIHOM 00beMe), B JIIOGOM
TePPHTOPHAJBLHOM NOAPa3/JeJeHHH OPraHa, NPeAOCTABJIMAIONIEN0 FOCyJAPCTBEHHYIO
yciiyry, o BbiGopy 3asiBHTE)Is (IKCTEPPUTOPHAILHBIN NPHHUIMI), IOCPEACTBOM
3aMpoca 0 NPEeAOCTABICHHH HECKOJIbKHX FOCYyAapPCTBEHHbIX H (HJ1H)
MYHHUHOAJABHBIX YCJIYT B MHOTOQyHKIHOHAJIbHBIX EHTPaX NpeAoCTaABIeHUS
rocyJapCTBEHHbIX H MYHHIIHIIAJBHBIX YCJIYT, IPEAYCMOTPEHHOIO0 cTaTheii 15.1
®enepajbHOro 3akona ot 27 uioas 2010 r. Ne 210-®3 «O6 opranuzauuu
NPEeAOCTABJICHUS IrOCYJapPCTBEHHbIX H MYHHIHINAJBHBIX YCJIYI»

42. lloxazaTensMm JOCTYITHOCTH TPEJOCTAaBJEHHS TOCYJAPCTBEHHON YCIyrH

SIBJISIFOTCS :

a) pacmojioXKEHHOCTh B 30HE [OCTYIIHOCTA K OCHOBHBIM TPaHCIOPTHBIM
MarucTpasm,

0) HanM4Me MONHOH M TOHATHOM WMHOGOPMALMH O MeCTaX, IOpSJKE M CPOKax
NPEAOCTaBIECHUs] TOCYJapCTBEHHOM yCIyrd B OOIMIEAOCTYIHOM MeECT€ B 3JaHUU
JIMUCH3UPYIOUIEro OpraHa, B MHPOPMalUOHHO-TEIEKOMMYHHUKALMOHHBIX CETIX OOLIEro
NOJIb30BaHUS;

B) BO3MOXHOCTb MONy4eHHss HHOOPMAUMM © XOJE€ MPENOCTaBICHHUS
FOCY/IAPCTBEHHOH  yCIyTW, B TOM YHMCJI€ C KCIOJNB30BAHMEM HMH(OPMALHOHHO-
KOMMYHUKALHOHHBIX TEXHOJIOTUH;

I) HalM4ke HEOOXOAUMOIO M JOCTATOYHOrO KOJMYECTBA TIOMEIIEHUH, B KOTOPBIX

OCYIUECTBIAIOTCS [IPUEM JIOKYMEHTOB OT 3asiBHTENIEH, BbIa4a CepTU(UKATA 3asBUTEIIO,
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B LIeJisIX COOMIOIEHHs CPOKOB NIPEAOCTABIEHHUS TOCY IAPCTBEHHOM YCIIYTH, YCTAHOBIEHHBIX
IlpaBunamu npoBeleHus (apMaLEBTHYECKUX HHCHEKLHM, YTBEPXKACHHBIMH peIleHHEM
Coseta EBpasmiickoli 3KOHOMHYECKOM Komuccud oT 3 Hos6ps 2016 r. Ne 83,
Y HACTOAIIUM AJMHUHHCTPAaTUBHEIM PETJIAMEHTOM.

43. Iokazarensmu KauecTBa IPEIOCTaBICHHS TOCYAAPCTBEHHON YCIIyTH SABIAIOTCS:

a) coOMIOIEHHE CPOKOB IIPEIOCTABICHHS rOCY JaPCTBEHHOMN YCIIYTH;

6) cobmroneHue mpaBa 3asBUTeNell HA MOJNYYEHHE AKTyalbHOM M JOCTOBEPHOMH
MH(OPMAIKH O MOPAAKe HPEAOCTABIECHHS FOCYAAPCTBEHHOM YCIIyIH;

B) KOJHMYECTBO B3aMMOJCHCTBHUN 3asfBUTENs C JODKHOCTHBIMH  JIMIAMH
IpH  HENOCPEACTBEHHOM  MPEJOCTaBICHWM  TOCYJAapCTBEHHOH yCIyrm H  HX
IPOAOIKUTEIBHOCTE;

I') OTCYTCTBHE PacCMOTpEHHUs kanob Ha JelcTBHs (0e31eHCTBHE) NOKHOCTHBIX JIUIL
MunncrepcTsa.

44. BzaumopaeHCTBUE 3asABHTENsA C MJODKHOCTHBIMH JHIAMH MUHKHCTEPCTBA
OCYLIECTBIISICTC IPM MNPEAOCTABIECHMM KOHCYJbTaUUK (CpPaBOK) II0 BOMPOCaM,
IPEIyCMOTPEHHBIM IYHKTOM 9 Hacrosmero AJMHHHCTPAaTHBHOTO perjiaMeHTa,
a TaloKe JJIs:

a) Mojayd AOKYMEHTOB, HEOOXOAMUMBIX IJISi IPEIOCTABIEHUS TOCYIApCTBEHHOM
yCIIyTH;

0) moiy4eHus pe3ynabTaTa NpeIoCTaBIeHUs FOCY IApCTBEHHOM YCITyTH.

IIpomOIKHUTENBHOCTE  B3aUMOJEWCTBUA ~ 3asfBUTENsl C  TOCYJApCTBEHHBIMH
rpaXIaHCKMMM CiIy’KallMMM MMHHCTEpCTBa [pH MNPEJOCTABIEHHM TOCYIapCTBEHHOM
YCIIyT'H IOJDKHA COCTaBJIATh He OoJiee:

a) 15 MUHYT — nIpH npueMe 3asiBiieHu# O IPeJOCTaBIEHAM TOCYAAPCTBEHHON yCIIyrH
HapOYHBIM;

6) 10 mMMHyT — npu BbIgaue [OKYMEHTOB, KACalOLIMXCS IIPEAOCTABJICHHUS
roCyJapCTBEHHOM yCIIyTH;

B) 10 MEHYT — p¥ HHQOPMUPOBAHKH O MPEIOCTABIEHUH FOCYIapPCTBEHHOM yCIYTH
10 TesedoHy.

45. BO3MOXHOCTb NOMy4YEHHSI TOCYAApCTBEHHOM YCIYrH B MHOrOQYHKIMOHAILHOM
LEHTPE NPEAOCTABICHUS TIOCYJAapPCTBEHHBIX M MYHULMNANBHBIX YCIYT, B TOM YHCIE
IOCPEJICTBOM ~ 3aIpoca O TPEJOCTABICHHH HECKONBKMX TOCYNApPCTBEHHBIX YCIyT

(KOMIIEKCHBI ~ 3ampoc), a  TaKke 1o OKCTEPPUTOPHUAIIBHOMY  NPUHIIHUITY
HE NpeayCMOTpEHa.
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Huble TpeOOBaHNS, B TOM YHC/I€ YYHTHIBAIOIHE 0COGEHHOCTH
Npe10CTABJICHHSA rOCYAAPCTBEHHOH YC/IYIH N0 IKCTEPPHTOPHAIBLHOMY
NPHHIHIY, B CJIyYae €CJIH rocyAapCTBEHHast ycJayra
APe0CTABJISAETCH N0 SKCTEPPHTOPHAJILHOMY NPHHUHMY,

M 0COOEHHOCTH NPeJ0CTABIEHHS IOCY1apCTBEHHOH
YCJIYTH B 3JIEKTPOHHOH dopme

46. Ilpu obpamenun yepes Iopran 3a momyueHHeM TIOCYIapPCTBEHHOH YCIyTH,
OKa3bIBaEMOM C NPUMEHEHHEM YCUIICHHOH KBAJIM(QUIMPOBAHHON 3IEKTPOHHOMN IIOANKCH,
AOIYyCKAaeTCd K MCIOJb30BaHHIO IE€pEYeHb KIJIACCOB CPEACTB 3JIEKTPOHHOH MOMIMHUCH,
KOTOPBIH ONpEAEEH Ha OCHOBaHMM YTBEPXIEHHOM MMHHCTEPCTBOM IIO COIrJIACOBAHHIO
¢ DenepansHol ciyxboi 6esomacHocT Poccuiickoit ®enepanudun Mojen yrpos
Oe30nmacHOCTH HHOPMAIIMK B HHPOPMALMOHHON CUCTEME, B COOTBETCTBHHM C IyHKTOM 15
IpaBun pa3paboTku U yTBEPXKACHUS aIMHUHUCTPATUBHBIX PErIAMEHTOB MPEOCTABICHHS
rOCyIapCTBEHHBIX YCIIyr, YTBEPXKIEHHBIX IOcTaHoBieHueM [lpaButenscrBa Poccuiickoi
®epnepanuu ot 16 mas 2011 r. Ne 373 «O pazpabotke u yTBEpKACHHH aIMHUHUCTPATHBHBIX
pErilaMeHTOB  OCYLIECTBIEHHS  TIOCYJApCTBEHHOrO  KOHTposis  (Hag3opa) |
aJIMMHHUCTPATHBHBIX PETIAMEHTOB IIPEAOCTABICHUS ITOCYJapCTBEHHBIX yciyr» (Cobpanue
3akoHozarenscTBa Poccuiickoit ®enepanun, 2011, Ne 22, cr. 3169; 2018, Ne 46, ct. 7050).

B03MOXHOCTb TONy4YeHHs] IOCYJapCTBEHHOM YCIYrH B MHOTIO(GYHKIHOHAJILHOM
LEHTpe IIPEOCTaBIEHUS rOCYZIapCTBEHHBIX 7} MYHHULANAIBHBIX yciIyr

H 110 SKCTCPPUTOPUHAIBHOMY IIPUHLUHITY HE IPEAYCMOTpPCHA.

III. Coctas, noc/1e10BaTEIbHOCTL H CPOKH BbINOJIHEHHS
aJMHHHCTPATHBHLIX Npoueayp (aeHcTBuii), TpeGOBaHUN K NOPAAKY
HX BbINOJIHEHHS, B TOM YHCJI€ 0COOEHHOCTH BbINOJTHEHHS
aJMHHHCTPATHBHLIX Npoueayp (AedcrBuil) B dieKTpouHOH ¢opme,
a TaK:ke 0co0eHHOCTeH BbINOJHEHHS AAMUHUCTPATHBHBIX MPOLUEAYP
(nelicTBHI) B MHOroYHKINHOHAJILHBIX HIEHTPAX NPEAOCTABIEHHS
rocyAapcTBeHHbIX H MYHHIHNIAJbHBIX YCJAYT

HcuepnpiBalomuii nepeyeHb aIMHHACTPATHBHBIX npoueayp (1eicTrBuii)

47. MWcuepnelBalomMi IepedeHb aJMHUHUCTPATHBHBEIX mpouenyp (aeHcTBHA)
Py NPEAOCTaBICHUH TIOCYINApCTBEHHOM YCIyrd, B TOM 4YHCIE NPH TpPeJOCTaBICHHH
TOCYJIapCTBEHHOM YCIIyTH B 2JEKTPOHHOH (opMme:

a) IPUEM W PETHCTpalys 3asBiieHns (YBEIOMIEHHS) M HOKYMEHTOB, HEOOXOMMUMBIX
AJisi TIPEOCTABIIEHHS TOCYAAPCTBEHHOM YCIIyTH;
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0) ¢opMHpOBaHHME ¥ HaNpaBIeHHE MEXBEIOMCTBEHHBIX 3allpOCOB B OPraHbl
(opranu3anmu), y4acTBYIOLIME B IPEAOCTABIEHHH FOCYIaPCTBEHHOM YCIyTH;

B) TIIONy4eHHMe 3asBUTENEM CBEACHHWM O XOIe BBINOJHEHUS 3ampoca
O IIPEJOCTaBJIEHUH IOCY JaPCTBEHHOM YCIIyTH;

r) Bblla4a (0TKa3 B BbIJIaue) CEpTHU(UKATA;

1) NONyYeHME 3asBHTENIEeM KONWH PELICHHS O MPOBEIeHHH (apMaleBTHYECKOM
UHCIEKLUU TPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB AN MEIULUHCKOrO0 IpUMEHEHH,
pacnosioXeHHoro Ha Tepputopud Poccuiickon @enepanyu, B LelsIX BbIAAYH cepTUdUKaTa
B OTHOIUEHHWH  JIEKAPCTBEHHOTO  CpEACTBAa,  3asBJIEHHOIO HAa  PETrHUCTPALUIO
¥ MpelHa3sHa4eHHOro Ans oOpallleHHs Ha oOmeM phIHKE JIeKapCTBEHHBIX CpEICTB
B paMmKax EBpa3suiiCKOro 3KOHOMHYECKOro COI03a, WiHM (papManeBTU4ECKOH HHCIEKIUH
IPOM3BOACTBA  JIEKAPCTBEHHBIX  CPEACTB AN  MEAMLMHCKOTO  TpPUMEHEHH,
pacnooXeHHoro 3a npenenamu Poccuiickoit ®enepanum, Ha COOTBETCTBHE TPEOOBaHUAM
npaBul HajjieXaled MpOU3BOACTBEHHOW NpaKTUKA EBpa3uiickoro 3KOHOMHUYECKOIO
CO1033;

€) NOpPANOK WCIpPaBICHUS JOMYIIEHHBIX OMEYaTOK M OIIMOOK B BBIAAHHBIX

B pE€3YyJIbTATC MMPEAOCTABICHUA FOCYIlapCTBeHHOﬁ YCIYIru JOKYMCHTAaX.

IIpuem u perucrpanns 3asiBjieHus (yBeIOMJIEHHS)
H I0KYMEHTOB, He00X0AMMBIX
AJIS IPeAOCTaBJIeHHs FOCYAaPCTBEHHOMH yCayrH

48. OcHOBaHUEM Ji Havajia aiMUHIUCTPATUBHOM Mpouenyphl (A1eHCTBUSA) ABASETCS
NOCTyIUIEHHE B MMUHHCTEPCTBO JOKYMEHTOB, yKa3zaHHbIX B nyHkrax 20, 21 u 22
HACTOSIIEro AJIMUHUCTPATUBHOIO PErjaMeHTa.

IlocTynuBLINE JOKYMEHTBI pETUCTPUPYIOTCS AOKHOCTHBIMY JIMLAMU CTPYKTYPHOTO
nozapaszaeneHuss MUHUCTEpCTBa, OTBETCTBEHHOTO 3a PUEM U PETUCTPALIUIO JOKYMEHTOB, B
JIeHb UX NOCTYIUICHUS WK Ha CHeIyIOILUil IeHb U HanpaBisioTcs B JlenapramMeHT.

49. 3asBUTENH MOIYyT NPEINOCTaBUTH 3asABJICHUE U JOKYMEHTbl, HEOOXOAHMMBIC
AJ1s1 IPEJOCTaBIEHUs TOCY JapCTBEHHOH yCIyr, Ha 0YMakHOM HOCHUTEJIe HEOCPEACTBEHHO
WIMA HalpaBUTh 3aKa3HbIM IMOYTOBHIM OTIPABJIEHHUEM C YBEAOMIIEHHEM O BPYYCHHUH H
OIIUCBHIO BIIOKEHHUS.

50. Pe3ynpTaToM aiMHMHUCTPATUBHON NPOLEAYPHI (IeHCTBHS) U ciocoOoM PUKCaLK
pe3yJbTara aJMUHUCTPaTUBHON npouesypsl (me#cTBus) SBJISIETCS

perucTpanus NOKYMEHTOB, MpenyCMOTpeHHbIX mnyHktamu 20, 21 m 22 Hacrosmero
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AI[MI/IHI/ICTpaTI/IBHOI‘O pPEriIaMeHTa, U uX HallpaBjJICHUE B llenapTaMeHT.

®opMHpOBaHHE H HANIPABJIEHHE MEKBEAOMCTBEHHBIX 3aIIPOCOB
B OpPraHbl (OpraHu3aium),
y4acTBYIOILHE B IPeJOCTaBACHHH
rocyAapcTBeHHON ycayru

51. OcHOBaHMEM M7 OCYIIECTBIEHHS aIMUHUCTPATHBHOM MPOLENYpHI (JeiCTBI)
no (OPMHUPOBAHMIO U HANpaBIEHUIO MEXBEJOMCTBEHHBIX 3allpOCOB B OpPraHbl
(opranusanuy), y4acTBYIOLHE B IPEIOCTABIEHHH IOCYIapCTBEHHON YCIIyrH, SBISETCS
HOCTyIIEHHE B MMHUCTEPCTBO JOKYMEHTOB, yKa3aHHbIX B MyHKTax 20, 21, 22 HacTo11ero
AJMVHHUCTPaTHBHOI'O peTJiaMeHTa.

52. OTBETCTBEHHBIN UCIIOJHHUTENH B TeueHHe S5 (MATd) paboumx JHEH ¢ MOMEHTa
IOCTYIJIEHAST JOKyMEHTOB B [JlemapramMeHT HampaBisgeT 3alpoc B paMKax
MEXBEJOMCTBEHHOI'O 3JIEKTPOHHOIO B3auMOAeNHCTBH B DellepaibHyI0 HAJIOTOBYIO CIIy X0y
O NPEeAOCTaBIEHUH CBEACHUH U3 EAMHOro rocyapcTBEHHOro peectpa IOpUANYECKHX JIUI]
1Ipy HeOOXOJMMOCTH M B Ciydae, €CJId yKa3aHHbIe CBEJIEeHHS He OBbUIM NpelCTaBlIEHbI
3agBHUTENEM, IPEAMETOM KOTOPOT'O SIBJISIOTCA:

a) CBEJICHUS O FOCYJJapCTBEHHOMN pErUCTpalluy 3asiBUTENS;

0) cBeneHus, noATBepXxAaole (akT H3MEHEHWs HaWMEHOBAaHUS, MeECTa
HaXO0XXJECHHS I0PHIANYECKOro JInIa.

Me>xBe1OMCTBEHHBIH 3apoc O NPEACTaBIEHHH TOKYMEHTOB H (Wiin) UH(popManuy,
HEOOXOAMMBIX Ul MPEOCTaBJIEHHUs I'OCYAapCTBEHHOM yCiayru, opopMiseTcsl B NOPSIKE,
npeaycMOTpeHHOM ctaThell 7.2 @enepanbHoro 3akona ot 27 urois 2010 r. Ne 210-03 «O6
OpraHu3alliy [IPEeJOCTaBIEHUs TOCYJAPCTBEHHBIX M MyHULIUIIANIBHBIX YCIYT».

OTBeTCTBEHHBI HCHOJNHUTENb YBEAOMISET 3asABUTENS O (aKTe HalpaBleHUS
MEXBEJOMCTBEHHOI'O 3alpoca BMECTE C YBEJOMICHHEM O MPHHATHM 3asBlICHUS]
K pacCMOTPEHUIO B NMCbMEHHOHU (opMe.

53. Pe3ynbpTaToM aIMUHHCTPATHBHOM NpoLeAyph! (1eHCTBHS) U cIOCOO0M (QUKCALUU
pe3ynbTrata aAMMHUCTPATUBHOM mporedypbl (OE€HCTBUSA)  SABIAETCS  IOIy4eHHUE

3anpanmBaeMbIX JOKYMEHTOB H (M) HHGOpMaLKK MO0 OTKa3 B MX MPEICTABICHUH.

Iosyyenne 3asBHTE/IEM CBe/leHHH O X0/€ BbIIOJHEHHS 3apoca
0 NpeI0CTaBJIeHNH FOCYAaPCTBEHHOH YCIYyIH

54. OcHoBaHMEM [UIs OCYILECTBIEHUS aAMUHHACTPATUBHON NpOLEAYpbl (AeUCTBUA)

o NnOJYHYCHHUIO 3asiBUTCIICM CBEJICHUH O XOJI€ BbIIOJHEHUS 3arpoca o0 npe€aoCTaBJICHUH
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TOCyapCTBEHHOH  yCIyTM SBISIETCS IIOCTYIUIEHHE B MuHucrepcTBo  3asBieHus
O IIp€AOCTaBIEHUH FOCYAaPCTBEHHOM YCAYTH O BblJaue 3aKII0YECHHUS.

3anpoc MoxeT ObITh YCTHBIM (IIPH JIAYHOM npueMe Wik TeeOoHHOM obpallieHun),
a TalOKe NPEICTABNICH B NMCbMEHHOH (hOpME, B TOM YHCIIE TIOCPEACTBOM HH(BOPMALHOHHO-
KOMMYHHKAIIMOHHBIX TEXHOJIOTHH.

55. 3ampoc, B cilydae €ro npeicTaBiIeHHS B HHMChMEHHOM ¢dopme (B TOM uymciie
NOCPEACTBOM MH(POPMALMOHHO-KOMMY HUKALIAOHHBIX TEXHONOTHiA), COJEPIKHT:

a) HauMEHOBAHHE OpPraHW3allvy, HATpPABHBLIEH 3anmpoc (3asBUTENSA, a TaKKe
(haMUIHIO, HMS 1 OTYECTBO (IPU HAJMYMH) COTPY AHHKA 3asBUTEJIs, HAIIPAaBUBILIETO 3aIIpoC,
€r0 JI0JKHOCTB);

0) cBemeHMA 1O IPENOCTABJEHHIO TIOCYIAPCTBEHHOM YyCIYTH, O XOfe
€€ NPEJ0CTaB/ICHNS, HANMEHOBAHHE OPTraHU3alMy, HATIPaBUBLIEH 3a1poc (3aIBUTENs);

B) yKa3zaHHe 3asBUTENEM Ha CTOcO0 IpeJoCTABIEHHS HHTEPECYIOLUX CBEJEHHI
110 PEI0CTABJIEHUIO FOCY IAPCTBEHHOM YCIIYTH, O XOJI€ €€ NPeJOCTaBICHUS,

I) KOHTaKTHbIE JaHHBIE 3aMHTEPECOBAHHOIO  COTPYLHMKA OpraHu3allvy,
HanpaBuBLIEH 3ampoc.

56. 3anpoc, B ciy4ae ero npeAcraBieHuss B MHHHCTEPCTBO B [THCHMEHHOMN dbopme
(B TOM 4MCle @OCPENCTBOM WH(OPMALHOHHO-KOMMYHHMKALMOHHBIX TEXHOJIOTHIA),
PEruCTPUpYETCsA B IeHb €ro MOCTYIIEHMS U Niepenaetcs B JlenapTaMeHT.

57. Pykosoputens JlemapTraMeHTa Ha3HA4aeT OTBETCTBEHHOIO 3a paccMOTpeHue
IOCTYIHBLIETO 3apoca ¥ IOArOTOBKY MO HEMY OTBETA.

58. OTBETCTBEHHBI HCIONHHUTENh B TEYEHHE 5 (natn) paboumx [gHEl
CO AIHA PEIHCTPALUM 3aIIpOCca OCYIIECTBIISIET €r0 PACCMOTPEHHE U TOTOBUT MPOEKT OTBETA,
B KOTOPOM YKa3bIBAIOTCst CBE/ICHHS!, COCTABHBILIME MPEIMET 3aIpoca.

59. Iloarotoeka, oopMiIeHHe OTBETa Ha 3aIIPOC OCYLLECTBISIOTCS C y4€TOM criocoba

TNONy4eHHUs CBEICHUH OpraHu3alyei, HalpaByBILel COOTBETCTBYIONUM 3a1poc.

60. Pe3ynbraToM aiMHHICTPaTHBHOMN IPOLENYpHI (EHCTBHS) U CIOCOBOM duxcanuu
pesylIbTaTa aAMUHUCTPATUBHON NPOUENYPEI (IEHCTBHSA) ABISETCA MONYYEHHE 3asIBUTENEM

CBEIICHHI O XO/JI€ BBIIIOJTHEHHS 3aIIpoca O IIPEAOCTABIICHUHU I OCYHapCTBeHHOﬁ YCIIYI'H.

Brinaua (orka3 B Bbigaue) ceprudpukarta

61. OcHoBanuem s Hauaja aIMHHUCTPATHBHOM NPOLENYpHI (IeHCTBHS) BISETCA

NOCTymIeHKE B JlemapTaMeHT JOKYMEHTOB, YKa3aHHbIX B nyHkrax 20, 21 u 22 nacrosmero
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AIIMMHHCTPaTUBHOIO PETIAMEHTA.

B lIeHb noctynneHus NOKyMeHTOB B JlenapTaMeHT MM Ha CledyIoIuil AeHb
U3 4ucCla AODKHOCTHBIX MLl JlemapramMeHTa Ha4ajJbHHKOM OT/ENa, OTBETCTBEHHBIM
3a BbIIAYY CepTH(UKATA, HA3HAYAETCS HCIIOJIHUTENb, OTBETCTBEHHBIM 33 UX PACCMOTPEHHE
(nanee — OTBETCTBEHHBIN UCIIOJIHUTED).

62. OTBETCTBEHHBIN MCNIOIHHUTENb B CPOK, HE npeBbimaroimii 10 (necsatu) paboyux
AHEH €O MHA TMOCTYIJIEHWs B MHHHCTEPCTBO 3asiBJE€HHS M JOKYMEHTOB, YKa3aHHBIX
B nyHKTax 20, 21 u 22 HacTosmero AJIMWHHCTPATMBHOIO PErNAMEHTa, OCYIECTBIAET
NIPOBEPKY IMPaBUJILHOCTH 3alOJHEHUS 3asBIEHHUS, KOMIUIEKTHOCTH JIOKYMEHTOB,
JOCTOBEPHOCTH COAEPKALIUXCS B HUX CBEICHHIA.

63. B ciyyae HENMONHOTH M (MJIM) HENOCTOBEPHOCTH CBENEHHMIA, COAEpKALIUXCS
B 3a5BJICHUH M (WIH) OPUIOKEHHBIX K HEMY JOKYMEHTAX, OTBETCTBEHHbIM MCIIOIHUTEID
B TeueHue 3 (Tpex) pabouux qHEH co JHS OKOHYAaHUS [IPOBEPKH 3aSBJIEHUS M JOKYMEHTOB,
yKazaHHBIX B IyHKTax 20, 21 u 22 HacTosmero AJAMUHICTPaTHBHOIO perjiaMeHTa, Bpy4aeT
nub0  HanpaBiseT  3aKa3HbIM  MOYTOBBIM  OTIPABIEHHEM C  yBEJIOMIICHUEM
0 BpYYE€HHH YBEJOMIECHHE O HEOOXOAMMOCTH ycTpaHeHHs B TedeHue 20 (aBajuarm)
paboumx JAHEH CO [HA €ro MONYYeHHUS YKa3aHHBIX HAPYIUEHHM IIpeACTaBIEHHBIX
HOKyMEHTOB. B ciydyae HeycTpaHeHHMs Takux HapylleHHMH B YyKa3aHHBIH CpOK
MuHHCTEPCTBO BEIHOCUT pellieHHue 00 OTKasze B BbiAa4e CEpTH(HKATA.

64. Ecnn cBeneHus, coaepxaiuuecss B 3asBlI€HHH M JOKYMEHTaX, COOTBETCTBYIOT
YCTaHOBJIEHHBIM TpeOOBaHUSM, a TaKkKe B Cllydae YCTPAHEHHS HapylIeHHHd B CpOK,
yKa3aHHBIM B MyHKTe 63 HacTosllero AJMUHHCTPATHBHOIO perjiaMeHTa, MHHHUCTEPCTBO
NPUHUMAET DEIIEHHE O IPOBEACHUM (apMalleBTUIECKOH HWHCIEKUMH HPOM3BOACTBA
NEKapCTBEHHBIX  CPEACTB s  MEIOULMHCKOTO MPUMEHEHHS, PacIOJIOXEHHOIO
Ha Tepputopud Poccuiickoii ®epepauud wunM  QapmaneBTHYECKOH HHCIEKIUU
IPOM3BOJICTBA  JICKAPCTBEHHBIX  CPENCTB  [UIS  MEAMUMHCKOTO  MpHUMEHEHHH,
pacnosoxeHHoro 3a npeaenamu Poccuiickon ®enepannu, Ha COOTBETCTBHE TPEOOBAHHAM
NpaBWI HajJieXalled IMPOU3BOACTBEHHONW NpaKTHKH EBpazuiickoro >KOHOMHYECKOI'O
CO103a.

65. Opranusauys ¥ NpoBeJeHHe (apMaleBTHUECKOW MHCIEKLUMH NPOU3BOAUTENEH
(32 MCKIIIOYEHHEM B LIENISAX BbIAAYH CepTH(dHKATa(OB) COOTBETCTBHS IPOM3BOAMTENsA(EH)
JICKapCTBEHHBIX CPEACTB MUl MEOMLMHCKOIO IPUMEHEHHS TpeOOBaHHAM IPaBUI
HaJleXxaleil NpPOM3BOACTBEHHON NpPaKTHKH EBpa3suHCKOr0 IKOHOMHYECKOTO COK03a

B OTHOILICHUH JIEKapCTBCHHOI'O CpEacTBa, 3as4BJIICHHOT'O Ha pPEerucTpaiuo
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M TpPENHA3HA4YEHHOIO JJisi oOpailieHuss Ha OOIIEM pBIHKE JIEKAPCTBEHHBIX CPEJCTB
B paMkax EBpasMiCKOro 3KOHOMHMYECKOrO CO03a) OCYLIECTBIETCS MunncrepctBoM
B paMKax JIUIIEH3HOHHOI0 KOHTPOJIS 38 OCYIIECTBIEHHEM AEATENLHOCTH [0 MIPOU3BOACTBY
JIEKapCTBEHHbIX CPEACTB B MOpsJKE, ycTaHOBIEeHHOM DenepanbHbIM 3aKOHOM OT 26
nexabps 2008 r. Ne 294-®@3 «O 3ammure npas IOPHIMYECKUX JIML M MHIWUBUAYaJTbHBIX
NpeANpUHUMATENeH NpU OCYIIECTBIECHAM TOCYAapCTBEHHOTO KOHTpOJA (Hax3opa) M
MyHHIMnansHoro koHtpois» (Cobpanue 3axkoHonmarenscTBa Poccuiickoit ®enepaumw,
2008, Neo 52, ct. 6249; 2020, Ne 14, ct. 2028), ¢ y4eToM 0cOGEHHOCTEH, YCTaHOBJIEHHBIX
®enepanbHbIM 3aKoHOM OT 4 Mast 2011 1. Ne 99-®3 «O JIMLEH3UPOBAHUM OTACIBHBIX BUAOB
nesrensHocT» (Cobpanue 3akoHOmaTenscTBa Poccuiickoit ®enepanuu, 2011, Ne 19, cr.
2716; 2020, Ne 8, ct. 915).

66. Opranmsanys ¥ NpoBeleHHe (apMaleBTHUECKOH MHCIEKIHMHA IPOM3BOICTBA
JIEKapCTBEHHBIX  CPEACTB Ul  MEIMLUHCKOrO  MPUMEHEHHs, PacCIOJOXEHHOIO
Ha Tepputopun Poccuiickoit @enepaiiy, B HelsIx BbIgaul cepTuduKaTa(oB) COOTBETCTBUA
IPOM3BOAMTENSA(€H) JIEKApPCTBEHHBIX CPEACTB Ui  MEOMLMHCKOIO NPMMEHEHUS
TpeOOBaHMSAM MpaBHJ HAJNEXallell NPOM3BOACTBEHHOM NpPaKkTHKH EBpasmiickoro
SKOHOMMYECKOIO COI03a B OTHOILICHUH JIEKQPCTBEHHOTO CPEACTBA, 3asBIEHHOrO Ha
PEruCTpaluio W IpeAHA3HAYEHHOro Ui oOpalleHus Ha oOmieM phIHKe JIEKapCTBEHHBIX
CpeICTB B paMmkax EBpazuiickoro 3KOHOMHUYECKOTO CO103a,
wid  (apMaleBTH4ECKOH  MHCHEKUMM MPOM3BOACTBA  JIEKAPCTBEHHEIX  CPENICTB
Jis  MEAWUMHCKOIO IPUMEHEHMs, pacloJIOKEHHOro 3a TmpeaelaMH PoccHiicKoi
®enepaluy, Ha COOTBETCTBHE TpeOOBaHMSM MPABUIl HAIUIEXKAIUEH IIPOM3BOACTBEHHOM
npakTiku EBpa3suiickoto 5KOHOMHMYECKOro €032 OCYIIECTBISETCH YIIOJHOMOYEHHBIM
YUPEXKIEHHEM B COOTBETCTBHH ¢ IIpaBunamMu nposenerus GpapMalieBTHYECKHNX HHCIIEKLIHIHA,
yTBepxkaAeHHbIMH perieHreM Coseta EBpasuiickoil 5KOHOMHYECKOH KOMUCCHH OT 3 HOSOPs
2016 r. Ne 83.

67. B ciyvae NpuHATHS pEIIEHUS O TPOBEIECHHH (apMaleBTHUECKONH HMHCIEKLUH
NIPOM3BOACTBA  JICKAPCTBEHHBIX  CPENCTB ANl  MENUIHMHCKOTO  NPUMEHEHHS,
PacronoXeHHOro Ha Tepputoprn Poccuiickoll @enepanuy, B HeNsx BbIIAYH cepTrdUKaATa
B OTHOLUICHUM  JIEKAPCTBEHHOIO  CPEACTBA,  3ajdBJICHHOIO HA  PETHCTPALHUIO
M NpeJHa3Ha4YeHHOro s oOpalleHuss Ha OOIIEM pbHIHKE JIEKAPCTBEHHBIX CPEACTB
B paMKax EBpasuiCKOro jKOHOMHYECKOTO COH3a, Mid (apMalleBTUYeCKOH HMHCIEKLH
IpOM3BOACTBA  JICKADCTBEHHBIX  CPENCTB [  MEIOMIHHCKOIO  IPUMEHEHHS,

pacnoJioKeHHOIo 3a npexpenamMud Poccuiickoit Depepauuy, 3asBICHHE U JOKYMEHTHI,
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ykasaHHbie B myHktax 20, 21 u 22 Hacrosiero AJMHHHUCTPATHBHOIO peErIaMeHTa,
HanpaB/SIIOTCS.  MHHHCTEPCTBOM B YNONHOMOYEHHOE  YYpeXIEHHE B  CpOK,
He MNpeBbIlAmMi 5 (aTH) pabodyux JHEH co AHS TMPUHATHA PEIIEHHMs O IPOBENCHHUH
MHCIEKTUPOBAHHUS.

68. Pemenve o mnposeneHMM (apManeBTHUECKOR HHCIEKUWH IPOM3BO/CTBA
JIEKapCTBEHHbIX  CPEACTB  JUIs  MEIWLIMHCKOTO  IMPHMEHEHHs, PaCIOJOXEHHOIO
Ha Teppuropuu Poccuiickoit Denepaiuy, B HemsIX Bblauu cepTudrKaTa(oB) COOTBETCTBU
NPOU3BOAMTENA(€H) JEKAapCTBEHHBIX CPEACTB JUIA  MEOUIMHCKOIO IPHMEHEHHS
TpeOOBaHUAM MpaBWJl HajJeXalled NpPOM3BOACTBEHHONW INPaKTUKH EBpasmiickoro
SKOHOMHYECKOI0 COI03a B OTHOILICHHU JIEKAPCTBEHHOTO CpEACTBa, 3asBIIEHHOrO Ha
PETUCTPALMIO ¥ NPEJHA3HAYEHHOro s oOpallleHHdss Ha OOINeM phIHKE JeKapCTBEHHBIX
CpEICTB B pamkax EBpazuiickoro 3KOHOMHYECKOT0 COI03a,
1M (GapMaleBTUYECKOH  WHCHNEKLUMH TPOM3BOICTBA  JIEKAPCTBEHHBIX  CPEICTB
IUIs  MENHIMHCKOIO TIPUMEHEHMs, pacHOJIOKEHHOro 3a mpeaenamMu Poccuiickoi
Qenepanun, opopmisieTcs MNpHKa3oM MHMHUCTEPCTBA, B KOTOPDOM  YKa3bIBaeTCs
crenymrlnee:

a) ITOJIHOE M COKpaileHHOe (NpH HaJW4YMHd) HAMMEHOBAHHE IPOM3BOIAMTENS
(Tpou3BOAKTENS HEPE3UIEHTA) IEKAPCTBEHHBIX CPECTB A/ METULIHHCKOTO IIPHMEHEHHS;

6) opraHum3anuoHHO-TipaBoBas (Gopma (IpM  HAIMYAM)  IPOU3BOIAMTEN
(IpoM3BOAMTENS HEPE3ULIEHTA) JIEKAPCTBEHHBIX CPECTB Ul MEIUIUHCKOTO IPUMEHEHHS;

B) MECTO HaxOXICHUS MPOM3BOAUTENS  (MPOM3BOAUTENS  HEPEe3UIEHTA)
JIEKapCTBEHHBIX CPEACTB AJI1 MEAULIMHCKOTO TPUMEHEHHS;

I) MECTO OCYLIECTBIEHHS JAEATEIbHOCTH IPOHU3BOAUTENS  (IPOHM3BOJUTEINS
HEPE3UIEHTA) JIEKapCTBEHHBIX CPEACTB AJIS MEAUIIHHCKOTO IPUMEHEHHS,

A) TIOHOE U COKpalleHHOe (MpY HaJM4YKM{) HAHMEHOBAaHHE YIOJIHOMOYEHHOIO
Ipe/ICTABUTENS POU3BOAUTENS (IPOU3BOAUTENS HEPE3UAEHTA) JIEKApPCTBEHHBIX CPECTB
(ecyiu IPUMEHUMO) U1 MEAUIIMHCKOTO IIPUMEHEHHS.

Konus pemenns o mpoBeneHnd (apManeBTHYECKOH WHCIEKIMH ITPOM3BOICTBA
JEKapCTBEHHBIX  CPEACTB s  MEJMLMHCKOTO TNPUMEHEHMS, PacIoJO0XKEHHOIO
Ha TeppuTopun Poccuiickoi Penepanuy, B IeASX Bbl1a4uu cepTH(HKATa(OB) COOTBETCTBHS
NpOU3BOAUTENSA(€H) JIEKAPCTBEHHBIX CPEACTB Ul  MEIUUMHCKOrO  IPHMEHEHHMS
TpeOOBaHUAM MpaBUJl HajleXalled NpPOM3BOACTBEHHONW IPakTUKH Espasmiickoro
SKOHOMHHYECKOTO COI03a B OTHOILEHUHM JIEKAPCTBEHHOTO CPEACTBA, 3asBIIEHHOrO Ha

perucIpaliiio 1 npeaHa3Ha4Y€HHOro IJjis 06pameHH;1 Ha O6IJ.ICM PBIHKE JICKApCTBEHHBIX
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CpEACTB B pamKax EBpasuiickoro 3KOHOMHYECKOTO COI03a,
Wi (apMauneBTMYECKOH  HHCIEKUWH IPOM3BOACTBA  JIEKAPCTBEHHBIX CpelIcCTB
ANsL  MEMUMHCKOIO TNPHMEHEHHS, PpacloNoXEeHHOro 3a TpeleiamMu PoccHHCKOi
®enepanmu, pasMeliaeTcs Ha OQULHAILHOM caiite MUHHCTEPCTBA.

PacXonsl, CBA3aHHBIE C IPOBEJEHHEM YIOJHOMOYEHHBIM  YUPEXACHHEM
(hapMaLEBTMYECKOH WHCHEKUMH NPOM3BOAMTENS, B LENSX BHAAYM cepTrdukara(os)
COOTBETCTBHMS  NPOU3BOAMTENA(EH) JIE€KapCTBEHHBIX CPEACTB JUIl  MEIULIHHCKOTO
NPMMEHEHHd TpeOOBaHMAM IIpaBU HaJleXailed MPOU3BOACTBEHHOH NpaKTHKH
EBpa3suiickoro 3KOHOMUYECKOTO COI032 B OTHOLICHMH JIEKAPCTBEHHOTO CpEJACTBa,
3a5BJIEHHOIO Ha PErHCTPaLMIO M MPEJAHa3HA4YeHHOro Ul OOpalueHUss Ha OOILEM PBIHKE
JIEKapCTBEHHBIX CPEACTB B paMKax EBpa3suiiCkoro 3KOHOMHYECKOIO COK03a, a TaKkKe
IIPOU3BOJMTENS HEPE3UJACHTA, OCYIIECTBIAIOTCS 3a CHET CPEACTB IPOM3BOAMTENS
(Ipou3BOIUTENS HEPE3UIEHTA).

Cpok mpoBefeHus (papMalleBTHUECKOH MHCIEKLIHM NPOM3BOJCTBEHHOH IIIOMIAAKK
He MoXeT mpeBbiaTk 10 (aecsatn) pabouux aHei 6e3 yueTa BpeMeHH Mpoes3na K MeCTy
UHCTIEKTUPOBaHHUSL.

69. Ilo pesynbratam mpoBeneHHs (apMalleBTHYECKON MHCIEKIHAHM IIPOM3BOAMTENS
(mpom3BommuTens Hepe3uzAeHTa) MHUHKHCTEPCTBO HPUHUMAET PELIEHHE O Bhaye (OTKase
B BblJIaue) cepTuduKara. Pemenue o Beigave (o0Tkase B BeIgaue) ceprrudukara ohopmisercs
nprKa3oM MHUHHCTEPCTBa, B KOTOPOM YKa3biBAETCs CIEAYIOLIEE:

a) MOJIHOE M (B Clly4ae, €ClIM MMEETCsl) COKPAIEHHOE HAMMEHOBAHHME, B TOM YMCIIE
(upMeHHOE  HAaUMEHOBAHWE  INPOU3BOAMTENS  (NPOM3BOAMTENS  HEPE3UEHTA)
JIeKapCTBEHHBIX CPEJICTB;

0) agpec NpPOU3BOACTBEHHON MUIOINAAKM IPOMU3BOAUTENS  (IIPOM3BOLUTENS
HEPE3UJICHTa) IEKAPCTBEHHBIX CPEJICTB;

B) ZlaTa IpoBeJeHNs (hapMaLeBTHYECKOH MHCIIEKIHH;

I') OCHOBaHUE OTKa3a B Bbllaue cepTH(hHMKaTa, yKa3aHHble B MyHKTe 30 HACTOSLIETO
AJIMMHHCTPaTHBHOTO pernamMenTa (B Ciiyyae OTKas3a B BBIJaye).

Ilpn mnpuHATHE pemeHuss o6 OTKaze B Bbjaue cepruduxkara 0oQoOpMIISETCS
yBefioMiIeHHE 00 OTKa3e B Bbliaue cepThU(UKaTa C yKa3aHHEM OCHOBAHHM OTKa3a B BBIIAYe
ceptu¢uKaTa B TeueHue 3 (Tpex) pabouux He mocie yTBepXAeHus NpHKasa 00 oTKase
B BblJIaue CEpTU(HKATA.

70. Ceprudukar odpopmnsercs mo ¢opme OnaHKa ceprM(HKaTa COOTBETCTBHUA

MMpOXU3BOAUTEIIA TpGﬁOBaHI/IHM IIpaBHJI HaJiexalen HpOH3BOHCTBCHHOfI IIPpaKTHKH
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EBpa3suiicKoro 3K0HOMH4ECKOT0 CO03a, yTBepXkaeHHoro Pemenrem Cosera EBpasuiickoii
9KOHOMHUYECKOM KOMHUCCUH OT 3 HOsOps 2016 1. Ne 83.

71. Ilpukas o Bblgaue cepTuduKaTra ©  CepTUPHKAT  IOANUCHIBAIOTCS
YTIOTHOMOYEHHBIM 3aMeCcTUTeNeM MHUHNMCTpa MPOMBIIITIEHHOCTH W TOProBiu Poccuiickoit
Denepanuy UiM JULOM, €70 3aMEINAIOLIHM.

72. Ceprudukar BbliaeTcsi Ha 3 (TpH) Troja, CPOK HEHCTBUS CepTU(MKATa
UCYUCIISETCA C JaThl OKOHYaHUS (PapMaleBTHUYECKOM WHCIEKIMH TPOU3BOJUTENS
(npousBoOaMTENSI HEPE3UAECHTA).

B cioysae ecnu B 3asdBIE€HMU YKa3bIBaeTCs Ha HEOOXOAMMOCTb IMPEIOCTABIICHUS
cepruduKaTa B GopMe NEKTPOHHOrO AOKyMeHTa, MUHHMCTEPCTBO HANPABISET 3aBHTENIO
cepruduKaT 1160 yBeoOMIeHHE 00 0TKa3e B Bhigaye cepTU(HKara B GOpME 3IEKTPOHHOTO
JOKyMEHTA, IIOANKUCAHHOTO JIEKTPOHHOM MOAMUCEHIO.

73. CeneHus 0 BbIAAHHBIX, OTO3BAaHHBIX cepTH(HUKATAaX U CEPTU(UKATAX, NeHCTBHE
KOTOPbIX TIPUOCTAaHOBJIEHO WM IIpeKpallleHO, pa3MellaloTcs B 0a3aX JaHHBIX
YIOJHOMOYEHHBIX  OpPraHoB, B  HHTErPUPOBaHHOM HHGMOPMALIMOHHON  CHCTEME
EBpa3suiCKOro >KOHOMHYECKOIO COI03a M Ha OQUIHAIBHOM caiite MuHHUCTEpPCTBA
B TeueHHe 5 (IATH) pabouux AHEH Mocie NPUHATHS COOTBETCTBYIOLLETO PELLIEHHS.

74. KOMILIEKT NOKyMEHTOB, HE3aBUCHUMO OT TOTO, BBIAAH 3aABUTENIO CepPTH(DHUKAT
WK €My OTKa3aHO B Bbllaye, IIOJNIeXKUT XpaHEeHHUIo B JlenaprameHnre.

75. Pe3ynbraToM agMHHUCTPAaTUBHON Mpouenypsl (IeHCTBHS) MO BbIave (OTKase
B Bblaue) ceprHdukaTa M crnocoOOM (QuKcaluMu pe3yibTara aJMHHHCTPATHBHOM
npouenypbl (nedcTBHS) SBIsE€TCS BblIa4ya 3asBHTENIO cepThdukara JubO BbIIaya

yBEAOMIIEHHs 00 OTKa3e B Bbijade cepTUdHUKATA.

HoJyyenne 3asBUTEI€M KONMH PellieHHsI 0 IpoBeaeHun GpapManeBTHYECKO
HHCHEKIIMH HPOH3BOACTBA JIEKAPCTBEHHbIX CPEACTB AJISl MeAHIHHCKOI0
NpYMMEHEHHs, PACIIOJIOXKEHHOro Ha TeppuTopnu Poccuiickoii ®eaepannu, B nejsx
Bbl1a4H cepTH¢HKaATa(0B) COOTBETCTBHA NPOU3BOANTENA(€ei) leKaPCTBEHHBIX
CpPeACTB AJIl MEAHUHHCKOrO NpUMeHeHns TPeGOBaHUAM NPAaBUJI HAAJIeKa el
NPOH3BOACTBEHHOH NPaKTHKH EBpa3niickoro 3x0HOMH4€CKOro ¢ow3a B OTHOIIEHHH
JIEKAPCTBEHHOI'0 CPEACTBA, 3asIBJICHHOI0 HA PErHCTPALHIO M NPEeJHA3ZHAYEHHOI0 AJIf
oOpameHnst Ha o0meM pbIHKe JIeKaPCTBEHHBIX CpeAcTB B pamkax EBpasuiickoro
IKOHOMHMYECKOro c0103a, HJIH papManeBTHYeCKOH HHCIIEKIHH NPON3BOACTBA
JIEKAPCTBEHHbIX CPEACTB AJISl MEHIIHHCKOr0 NpuMeHeH s,
pacnoJio;keHHoro 3a npeaenamu Poceniickoii ®enepauun
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76. OcHoBanHWeM [ HadYala aAMMHACTPATMBHOM mnpoLenyphsl (neicTBus)
110 BbI/Ia4€ KONKH PELIEHUS O NPOBEICHUN (PapMalleBTHIECKON MHCIIEKIMH POM3BO/ICTBA
JIEKapCTBCHHBIX ~ CPEACTB U1 MEIMIMHCKOTO  IPHMEHEHHs, PacHOJIOKEHHOrO
Ha Tepputopuy Poccuiickoi ®enepanum, B Liessx Belgaun cepTudukara(oB) COOTBETCTBHS
NPOM3BOAMTENS(€H) JIEKAPCTBEHHBIX CPEACTB Ul MEIMLMHCKOTO  IIPHMEHEHHs
TpeOOBaHMAM INpaBU HajUleXalell [POM3BOACTBEHHONM IPaKTWKK FEBpasuiickoro
OKOHOMHYECKOI0 COI03a B OTHOLICHHWH JIEKAPCTBEHHOIO CpPEACTBA, 3asABJIEHHOIO Ha
PETHCTpaLluIO U NPeTHa3HAYEHHOrO Jjis oOpallleHusi Ha OOLIeM pBIHKE JIEKApPCTBEHHBIX
CPEICTB B pamMKax EBpasuiickoro 3KOHOMHUYECKOTO CO103a,
Wi (QapMaleBTMYECKOH  WHCIEKLMH IIPOM3BOACTBA  JIEKAPCTBEHHBIX  CPEJCTB
AUIA  MEAUUMHCKOTO INPHUMEHEHMs, pAaclojOXKEHHOro 3a mpeaenamu Poccuiickoi
@enepanyu, ABIAETCA MOCTyIUIEHHEe B MUHHCTEPCTBO 3ampoca 3asBUTels Ha 6yMaKHOM
HOCHTEJIE.

3ampoc, B clyyae ero IpeicTaBieHUss B MHUHHCTEPCTBO B IUCHMEHHOM (opme,
COJIEPIKHUT:

a) NOJHOE M COKpalleHHOe (MpH HAJIWYHHM) HAMMEHOBAHWE 3aSBUTENS, a TaKkKe
Gamunuro, UM ¥ OTYECTBO (NPU HAIMYKH), JOJDKHOCTH OTBETCTBEHHOIO MCIIOJIHHTENS
3asiBUTEIIS;

0) HOMep UCXOASILEro 3asBeHHs HA BbIJa4y CEpTHDHKATA;

B) YyKa3aHMe 3as{BUTENeM Ha Cnoco0 MPEJOCTAaBIEHHS KONMM  pPeLIeHHS
0 IPOBE/IEHUH (PapMaLleBTUUECKOH HHCTIEKLIUH TPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEACTB s
MEULMHCKOr0 NPUMEHEHHS, PaCMOIOKEHHOT0 Ha TeppuTopun Pocculickoii denepanuu, B
HeNisiX BbIIAYM CEPTUGMKATA(OB) COOTBETCTBUS TPOU3BOAUTENsA(€H) JI€KApCTBEHHBIX
CPEACTB IUIA MEJMIMHCKOrO IIPUMEHEHUs TpeOOBaHMSAM MNpaBUJI  HajeXaieh
[IPOU3BOACTBEHHOM [IPaKTUKH EBpasuiickoro 3KOHOMHUYECKOIO Coro3a
B OTHOLICHWHM  JICKAPDCTBEHHOIO  CPEACTBA,  3as4BJICHHOTO HAa  PETUCTPAIUIO
M NpeAHa3HAYeHHOro [ oOpallieHHs Ha OOIEeM pbIHKE JIEKAPCTBEHHBIX CPENCTB
B paMkax EBpa3uiiCKOro 3KOHOMHYECKOIO COH03a, WK (apMaleBTHYECKON HMHCIIEKIHH
IPOM3BOACTBA  JICKAPCTBEHHBIX  CPEACTB A MEIMLMHCKOIO  MPUMEHEHHS,
pacnosnoxeHHoro 3a npenenaamu Poccuiickoit ®enepaiinuy;

I') KOHTAKTHbIE JJAHHBIE 3asBUTEIIS ¥ OTBETCTBEHHOTO MCIIOIHHUTENS 3asBUTEII.

3asBUTENIb MOXKET NPEJCTABATH 3alPOC Ha GyMaKHOM HOCHMTENE HENOCPEACTBEHHO
MM HAalIpaBHUTh 3aKa3HBIM [TOYTOBBIM OTIIPABJICHUEM C YBEOMIEHHEM O BPYYEHHH.

77. 3ampoc, B cilyyae €ro npejcTaBieHusi B MHHUCTEPCTBO B [IHCHMEHHOM ¢popwme,
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PETHCTPUPYETCS B IEHB €r0 NOCTYILIEHMS U Niepeaercs B JlenapraMeHT.

78. PyxoBomutens J[lemapramenta u6o JALO, €ro 3aMemiamiolnee, Ha3HAYaeT
OTBETCTBCHHOIO 32 PaCCMOTPEHME IIOCTYIIMBLIETO 3aIIPOCa U IOATOTOBKY 110 HEMY OTBETa.

B neHp nocrynnenus 3ampoca Ha BblAady KOMMH pELIEHHS O IIPOBEICHUH
(bapMalneBTHYECKO HHCHEKLMH IIPOU3BOJCTBA JIEKapCTBEHHBIX CPEICTB
Ajld MEJMIUHCKOTO NPHMEHEHHS, pPAacClONOXEHHOro Ha TeppuTopun Poccuiickoii
OQenepaiuu, B LENIX BbIIAYM CePTHQHUKATA(OB) COOTBETCTBHS npousBoauTens(ei)
JICKAapCTBCHHbIX  CPEACTB Ul MEAMUMHCKOrO MNPHUMEHEHHs TpeGOBaHMAM MpaBUI
HaJUIeXKalled MNPOU3BOACTBEHHOM NpakTHKM EBpasHMiCKOro IKOHOMHYECKOTO CO3a
B OTHOLICHWA  JIEKAPCTBEHHOIO  CPENCTBA,  3asBIEHHOTO HA  PETHCTPALMIO
M NpEeJHA3HAYEHHOTO 1y oOpaileHHs Ha oOLieM pBIHKE JIEKAPCTBEHHBIX CPEJCTB
B pamMKax EBpasuiCKOro 3KOHOMHYECKOrO €OH033, WM (apMaLeBTHUECKON MHCIEKIAH
NIpOM3BOACTBA  JICKADCTBEHHBIX  CPEACTB [  MEAHLWHCKOrO0  IPUMEHEHHS,
pachonoxeHHoro 3a mnpenenamu  Poccmiickod  ®epepauwn, B JlemaprameHT
WM Ha CNEIyIOIMH JeHb W3 YKMCIA JOIDKHOCTHBIX JiHl JlemapTameHTa HadyalibHHAKOM
oTaena OO JMUOM, €ro 3aMeIalolXM, OTBETCTBEHHBIM 33 BBIJAYy KOIHH PelIeHHs
O NPOBE/ICHHH (PapPMAllEBTHYECKON HHCIIEKLIUH [IPOU3BOACTBA JIEKAPCTBEHHBIX CPENCTB IS
MEUIMHCKOro IPUMEHEHHUS], PacloIOXEHHOr0 Ha Tepputopuu Poccuiickoit ®enepanuu, B
UeNAX BBIIAYM CepTHOUKATa(OB) COOTBETCTBUS IMPOU3BOAMTENsA(EH) JEKapCTBEHHBIX
CPeACTB  JUIi MEAULIMHCKOrO MNPHUMEHEHUs TpeOOBaHUAM MPaBUil  Ha[IEXalel
IIPOM3BOJICTBEHHOI IPaKTHKH EBpa3uiickoro KOHOMHUECKOTO coro3a
B OTHOLICHWM  JIEKAPCTBEHHOTO  CPENCTBA,  3a(BIEHHOr0 HAa  PETrMCTPALHIO
M TpPEeNHA3HAYCHHOTO JUIs oOpauleHuss Ha OOINEM pBIHKE JIEKADCTBEHHBIX CpPEJCTB
B paMkaXx EBpa3suiCKOr0 5KOHOMHYECKOrO COI03a, WM (papMaIeBTHYECKON HHCIEKLMH
NpOU3BOACTBA  JICKADCTBEHHBIX  CPEACTB [  MEAULHHCKOrO0  IPUMEHEHHS,
pacrojoXkeHHoro 3a npegenamu Poccuiickoit @eneparivu, Ha3HAYaeTCs OTBETCTBEHHBIH
UCIIOJIHUTEITD.

79. OTBETCTBEHHBIM HCIOJHUTEIL B TEYCHUE 5 (nstn) paboumx gHEH
CO JHf INONYYEeHHs 3anpoca OT 3asBUTENA BbIAACT 3asBUTENIO KONMIO DEIISHHS
O IpOBE/ICHUH (PapMALEeBTUYIECKOH HHCIIEKIHH IPOU3BOJICTBA JIEKAPCTBEHHbIX CPEICTB VIS
MEIMILHHCKOTrO IPUMEHEHHU, PACIOJI0KEHHOI0 Ha TeppuTopuu Poccuiickoit ®enepanny, B
NeIsX BbIAYM CepTH(HUKATA(0B) COOTBETCTBHS MNpPOM3BOAHMTEN(eil) JIEKapCTBEHHBIX
CPeaCTB U4  MCAMLMHCKOIO NPUMEHEHHs TpeGOBaHWAM IIPaBUI  Hajjlexalnei
TIPOU3BOJCTBEHHOM IIPaKTUKH EBpasuiickoro 3KOHOMHUYECKOT0 COr3a

B OTHOIUCHUH JICKAPCTBECHHOI'O cpeacTna, 3as4BJICHHOT O Ha perucTpanuro
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U TpeJHa3HAYeHHOro Ui OoO0pallleHHMss Ha oO0LleM pHIHKE IEeKapCTBEHHBIX CPEJCTB
B pamkax EBpa3uiiCKOro 3KOHOMHYECKOTO COM03a, WM (hapMaLeBTUYECKOH MHCIIEKLIUH
IIPOM3BOACTBA  JICKAPCTBEHHBIX  CPEACTB A MEAMLUMHCKOTO  IIPHMEHEHHS,
pacrnoyioxxeHHoro 3a npeaenamu Poccuiickoil @enepaunu, Ha 6yMaXKHOM HOCHUTEIIE.
Komua pemenus o mpoBegeHurn QapManeBTHYECKONM HMHCIEKIMM NPOM3BOACTBA
JCKapCTBEHHbIX  CPEACTB  JJid  MEOULMHCKOTO  INPUMEHEHHUS, PacCIOIOXEHHOro
Ha TeppuTopru Poccuiickoil @enepanuy, B Hemnsx Bbliauy cepTH(hUKATa(OB) COOTBETCTBUSA
NPOU3BOAUTENsA(€H) JICKAPCTBEHHBIX CPEACTB IS  MEIMUHMHCKOrO IPHMEHEHHMS
TpeOOBaHMsAM [paBWI Ha/UIeXalledl MpoW3BOACTBEHHOM mnpakTuku EBpasumiickoro
SKOHOMHMYECKOTO COK3a B OTHOLIEHUHM JIEKAPCTBEHHOIO CpPEJCTBa, 3asSBICHHOTO Ha
PEruCTpalyio ¥ INpeJHa3HAYEHHOro Ui oOpallleHHsi Ha OOIEM phIHKE J€KapCTBEHHbIX
CpeaCTB B paMKax EBpasuiickoro 3KOHOMHYECKOTO CO1034,
UM (QapMaleBTHYECKOM  HMHCIEKIMH  NPOM3BOACTBA  JIEKAPCTBEHHBIX  CPEICTB
A1 MEQUIMHCKOIO INPHUMEHEHMs, pacloJIOKEHHOro 3a Ipenenamu Poccuiickoi
Denepanuu, MOKET ObITh BbIIaHA 3asBUTEII0 MUHHUCTEPCTBOM B CPOK, HE MPEBHIILAOIIHIA
5 (nsaTr) pabouux AHEH CO ITHS MONTyYEHHMs 3aIpoca OT 3asiBUTENA Ha OYMaKHOM HOCHTEE.
80. Pe3ynpTaToM aAMHHUCTPATUBHOM ITpOLie Ay pHI (IeWCTBHS) M cIOCO60M hUKcanum
pesyibTaTa aJMUHUCTPATUBHON Npoueayps! (IeiCTBUS) ABIsSETCS BblAavya (HampaBleHHE)
3asBUTEIIIO KOIUY PELICHHUs O NpOBeJieHNH (papMalieBTHYeCKOH MHCIIEKIIMH TPOU3BOACTBA
JEKapCTBEHHBIX  CPEACTB A  MEOMLUMHCKOrO  INPUMEHEHHS, PacrojOXeHHOro
Ha tepputopuu Poccuiickoii denepanui, B nienaX Bbla4yn cepTHHUKATa(OB) COOTBETCTBHSA
NPOM3BOAMTENSA(EH) JEKAapCTBEHHBIX CPEACTB i  MEJMIIMHCKOrO IpHMEHEHHs
TpeOOBaHMAM IIpaBWJI HajUleXalledl MpOW3BOJCTBEHHOM mNpakTHKH EBpasuiickoro
OKOHOMHUYECKOIO COI03a B OTHOLICHMM JIEKAPCTBEHHOI'O CPEJCTBA, 3asABJIEHHOIO
Ha PETUCTPALIMIO U IPEJHAa3HAaYEHHOro AJs1 oOpallieHus Ha O0IIEM PBIHKE JIEKapCTBEHHBIX
CpencTB B paMKax EBpasuiickoro »KOHOMHYECKOro COI03a, WK (apMaleBTHYECKOM
WHCIIEKUUHU [POMU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB A MEIULIMHCKOTO MPUMEHEHHS,

PacHosoXeHHOro 3a npeaenamu Poceuiickoit ®enepanuu, Ha 6yMaXHOM HOCHTEE.

Ilopsinox Henpas/ieHHs: 1ONYIEHHBIX 0NMEYATOK H OIHO0K
B BBIAAHHBIX B Pe3y/bTaTe NPEAOCTABICHHS FOCYAaPCTBEHHOM
YCJIYIrH AOKYMEHTaX

81. OcHoBaHMEM HaYana BBHINOJIHEHHS aAMHHACTPATHBHOMN IpoLeAypsl (AeHCTBUS)

SIBJISETCS OOpallleH e 3asBUTEIs, IOy YHBILEr0 OQOPMIIEHHBIH B YCTAHOBIEHHOM nopsiike
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ceprudukar 06 MCIpaBIEHMH [ONYLIEHHBIX ONEYaToK M (Wix)  OmHOOK
B BBIJaHHBIX B pe3yJbTaTe NPEJOCTaBIEHHs TOCY JapCTBEHHOM YCIYIH JOKYMEHTAX.

82.  JIOMKHOCTHOE JIMIO [OCHE  pErucTpauMd  oOpaileHHs  3asBHTENS
00 MCIPaBIEHUH JOMyILICHHBIX OMNEYaToK W (Wix) OmMKMGOK B BBIIAHHBIX B pe3yJbTaTe
OPEJOCTABICHUS TOCYJAapCTBEHHOM yCIyrM JOKYMEHTaX IIPOBEPSET MOCTYIUBLIEE
oOpaiieHde 3asgBHTENs HA HPEAMET HAIMYUS TEXHHYECKOM omedaTky M (M) OmMOKH
B BBIIAHHBIX B pe3yJ/IbTaTe NPEeJOCTaBIEHHS TOCY IaPCTBEHHOM YCIIYyTH JOKYMEHTAX.

MakcuManbHbIi CPOK BBINONHEHHS AJMHHUCTPATHBHOM INPOLEAYPhl HE MOXKET
npesbimath 10 (aecsatu) pabounx AHel co AHS perucTpanuy obpaileHus 06 UCnpaBIeHUN
AOMYIUEHHBIX OIE€YaTOK M (MnM) OIIMOOK B BBIAHHBIX B pe3yJbTaTe MpPeNOCTaBICHHUS
roCy1apCTBEHHOM YCIIYTH JTOKyMEHTaXx.

83. KpurtepueMm NpuHATHS pelleHUs MO aIMUHUCTPATHBHOM INpOLEAYPE ABISETCS
HAJIMYME MM OTCYTCTBHE ONEYaTOK M (Wiu) OmWMOOK B BBIAAHHBIX B PE3YJIbTATE
IPENOCTaBIEHHs IOCy IapCTBEHHOM YCIyTrM JOKYMEHTAX.

84. PeaynpTaToOM aqMHUHUCTPATHBHOM

npoueayphbl (IeWCTBUs) SABISETCS HCIPABIEHUE IOMYIHIEHHBIX ONMEYaTOK U (MiM)
ommMOOK B BbBIJAHHBIX B pe3yJNbTaTe IPEJOCTABIEHUA TIOCYJapCTBEHHOM YCIyru
JOKyMEHTax JHMOO HallpaBleHHe 3asBHUTENI0 OTBeTa ¢ WH(opMmanueid 06 OTCYTCTBUH
OTIe4aToK 7| (wn) omuboK B BBIJAHHBIX
B pe3yjbTaTe IPEJOCTABJIEHUS TOCYJApPCTBEHHOM YCIyrd AOKYMEHTaX, a CrocoboMm
¢dvkcauuyu pesynbTaTa aIMHHUCTPATHMBHON mpoUeayphl (NeHCTBHS) SBISETCS BbIAAYa
(HampaBlIEHHE) UCIIPABICHHOTO NOKYMEHTA4, BBIAAHHOTO B pe3yJbTaTe NpEAOCTABICHUS
TOCYJapCTBEHHOM YCIIyTM, WM HAalpaBlieHWE 3asBUTENIO OTBeTa ¢ HH(popManuei

00 OTCYTCTBUHM OIEYATOK M (WIH) OIIMOOK B paHee BBIAAHHOM JOKYMEHTE.,

Ilopsagok ocymecTB/IeHHS! AIMHHACTPATHBHBIX npoueayp (aeicreuii)
B 3JIEKTPOHHOH ¢opMe, B TOM 4Hce ¢ Hcnoab3oBanueM [loprana,
B COOTBETCTBHH € N0/10KeHHAMH cTaThh 10 ®eiepaibHOro 3aKoHa
ot 27 uroas 2010 r. Ne 210-®3 «O06 oprann3anuu npeocTaBjieHHs

rocyAapcTBeHHbIX YCJIYD»

85. 3anuce Ha npueM B MHHHCTEPCTBO IS MOAAYHM 3apoca C HMCIOJb30BAHUEM

[loprana u opunuansHOro caiita MUHHCTEPCTBA HE OCYIIECTBISAETCS.




IV. ®opmbl KOHTPOJISI 32 NPEXOCTABIEHHEM
rocyAapCcTBeHHOH yCJIyru

IHopsinok ocymecTB/IeHHs TEKYIIEro KOHTPOJIS 3a COO/I0IeHHEM
H HCNOJIHEHHEM OTBETCTBEHHBbIMH I0/DKHOCTHBIMH JIMIIAMH TOJI0MKEeHHi
AMHHHCTPATHBHOIO PErJIAMEHTA H HHBIX HOPMATHBHBIX PABOBLIX aAKTOB,
YCTaHABJHBAKOIIMX TPeOOBAHHSA K NPEOCTABJIEHHIO FOCyapCTBeHHOI
YCJIYIH, a TaK:Ke NIPHHATHEM HMH pelleHHii

86. Texkymmud KOHTpONb 3a COONIOAEHHEM M MCIOJHEHHEM OTBETCTBEHHBIMHU
JNOJDKHOCTHBIMH JIMIAMM IIOJIOKEHUH HAcTosAllero AJIMHUHUCTPAaTMBHOTO perjaMeHTa
M HMHBIX HOPMATUBHBIX IIPaBOBbIX AaKTOB, YCTAHABIHMBAIOIIUX  TpeOOBaHUS
K NPEeAOCTaBIEHHIO FOCYJaPCTBEHHOMN YCIIYTH, OCYILECTBIAETCS JODKHOCTHBIMY JIMLIAMH,
Ha3HaYE€HHBIMHM  PYKOBOJAHTENEM (3aMECTUTENEM PYKOBOIWTENSA) OTBETCTBEHHOTO
CTPYKTYPHOTO nopapasaeienus Munucrepcrsa.

87. Texkymuii KOHTpOJb OCYILECTBISETCS IIyTEM IIPOBEAEHHs IUIAHOBBIX
¥ BHEIUIAHOBBIX IPOBEPOK COONIONEHHMS] M HCIOJHEHUS JODKHOCTHBIMHM JIMLAMH
MunrcrepcTBa IOJOXEHHMH HACTOAIIEro AJMUHUCTPAaTUBHOTO perjaMeHTa M HHBIX
HOPMATUBHBIX IIPaBOBBIX AaKTOB, YCTaHABIUBAIONIMX TPeOOBaHUS K MPEIOCTABICHHIO

rOCyJapCTBEHHOHN YCIyTH.

Hopsaok 1 NEPHOAHYHOCTb OCYINECTBJEHHS NJIAHOBbBIX
H BHEIIAHOBbIX NPOBEPOK NMOJHOTHI U Ka4eCTBa NPe0CTaBJIeHHA rOCy1apCTBEHHOH
YCJYIrH, B TOM 4Hc/Ie IOPAAOK H (POPMbI KOHTPOJIS 32 MOJHOTOH 1 Ka4eCTBOM
NpesOoCTABJICHUS FOCYJaPCTBEHHOH yCIyru

88. KoHTpounp 3a NoAHOTON U KaueCTBOM MPeNOCTaBICHHUS JODKHOCTHBIMY JIMLIAMU
MunucTepcTBa IOCYAapCTBEHHOM YCIyrd OCYyLIECTBIsieTcs B (dopMax IpoBeAeHUs
IIPOBEPOK U paCCMOTPEHUS kano0 Ha neicTBus (Oe31eHCTBHE) JOMKHOCTHEIX JIHII.

ITpoBepku MOryT ObITh ITAHOBBIMHM ¥ BHEILIAHOBLIMH.

89. IlpoBepkn NONTHOTHI M KavecTBa IPENOCTABIIEHUS T'OCYNApPCTBEHHOH YCIyru
B COOTBETCTBUM C €XETrOAHO YTBEpPXKJAaeMbIM KOMIUIEKCHBIM IIJIaHOM paboThl
MunucTepcrsa OCyIIECTBISIOTCS AODKHOCTHBIMU JIMLaMUM MuHucTepcTBa (TU1aHOBBIE
IPOBEPKH) WK B Cllydasx oOpaleHus 3asBUTeNel ¢ jkano0oli Ha pelleH s Wik JeHCTBHU
(6be3nmeiicTBHA), NPUHATHIE (OCYILECTBISEMBIE) B XO/€ MPEIOCTABIEHHS TOCYAapCTBEHHOM

YCIYTH, — TOJDKHOCTHBIMH JMLaMu JlenapramenTa (BHEILIAHOBBIE IIPOBEPKH ).
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90. IlmaHoBble NpOBEPKM IIPH IPOBEJECHHM KOHTPONA 3a HpPeJOCTABICHHEM
FOCYJlapCTBEHHOH YCIIYTM OCYLIECTBISIFOTCS MOCPEACTBOM BBIOOPOYHOM IPOBEPKU
COOTBETCTBHSl IIPUHSATHIX pELICHWH IeWCTBYIOIIEMY 3aKOHOJATENILCTBY Poccuiickoii
®enepanun. [L1anoBEIE MPOBEPKH IIPOBOJSATCS HE Yallle OJHOTO pasa B 3 (TpH) roja.

91. BuennanoBbie POBEPKH HPOBOJSATCS MO PEUIEHHIO AupekTopa JlemaprameHTa
HIIY €r0 3aMEeCTHUTEIIS.

OTBeTCTBEHHOCTDb JO/IKHOCTHBIX JTHI MHHHCTEPCTBA 32 PelieHHs
H AeHcTBHA (Oe3aeiicTBHE),
npHHEMaeMble (ocyliecTBIsIEMble)
HMH B X0/le IPeA0CTaBJIeHHA rOCYAAPCTBEHHOM yCIyru

92. Ilo pe3ynbraraM INIPOBEIEHHBIX NMPOBEPOK B CIyyae BHIABICHHS HapyILEHUH
COOMIONEHMST TOJNIOKEHHHA HACTOAINEro AJMUHHCTPaTHBHOIO PpErJIAMEHTA M HMHBIX
HODMATUBHBIX IIPABOBBIX AaKTOB, YCTaHABIMBAIOUIMX TpeOOBaHHWS K NPEAOCTABICHHIO
rOCyIapCTBEHHOH YCIIyI'M, BWHOBHBIE [OJDKHOCTHBIE JMIa MHHHCTEPCTBA HECYT
OTBETCTBEHHOCTh 33 peuleHHs U fAeiictBus  (Oe3geiicTBue), NpUHUMAaeMble
(ocyliecTBiIsieMbl€) B XOle IPEAOCTaBIEHHS FOCYJaPCTBEHHOM YCIYIH.

93.  OTBETCTBEHHOCTb JOJDKHOCTHBIX JIMII MMHHCTEPCTBA  ONpPEAEIAETCs
B HMX JOJDKHOCTHBIX pErjlaMeHTax B COOTBETCTBHM C TPeOOBaHMAMM 3aKOHOJATENIbCTBA
Poccuiickoi @enepaimn.

94. O mepax, IPUHATHIX B OTHOILEHUH JODKHOCTHBIX JIUI] MUHUCTEPCTBA, BAHOBHBIX
B HapylleHMH  TNOJIOKEHHUH  HacTosAllero  AJMHHHUCTPATHBHOTO  perjameHTa
M HUHBIX HOPMATUBHBIX [PaBOBbIX aKTOB, YCTaHaBIMBAKIIUX  TpeOOBaHUS
K IPEJOCTaBJIEHUI0 T'OCYAApCTBEHHOM ycimyrd, B TeueHue 10 (mecstu) paboumx aHei
CO JHSA TNpHHATHS Takux Mep MuHuCTEPCTBO coo0IiaeT B NHCBMEHHOM (¢opMe

HPUIANYECKOMY JIMLY, I[IpaBa U (I/IHI/I) 3aKOHHBIC HHTCPECChI KOTOPOIO HAPYILUICHBI.

Honoxenns, xapakrepusyomne Tpe6oBaHHs K NOPAAKY
H hopMaM KOHTPOJISl 32 NPeJOCTaB/IeHHEM rocyJapCTBEHHOH
YCJIyIrH, B TOM YHCJIE €O CTOPOHBI FPakaaH,
X o0beIMHEHHI U opranu3anni

95. KonTpous 3a npe1ocTaBieHUeM rocyAapCTBEHHOM YCIyTI'd CO CTOPOHBI T'paXKIaH,
ux OOBENVHEHHH W OpraHu3aluil ABIAETCA CaMOCTOSATENLHON (GOpMOH KOHTpONsS H
OCYLLECTBIIIETCS IyTeM HampaBieHus oOpalleHUd B YIMOJHOMOYEHHBIH OpraH, a TakkKe

nmyTeM obxanoBaHus JeicTBHUH (Oe31eiiCTBUS) U PellleHrH, MPUHATHIX (OCYIIECTBISEMBIX)
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B XON€ TNPENOCTABICHUS TIOCYJapCTBEHHOM YCIYTM B  BBHILIECTOSIIHE OpPraHbl
rOCyIapCTBEHHOH BNaCTH.

V. ocyneOnnlii (BHecyneOHbIi) NOPAAOK 00:Ka10BaAHHSA
pewlenuii u geiicTeuii (0e3aelcTBH) Oprana, NnpexroCcTaBIsAIOUIEro
FOCyAapPCTBEHHYIO YCJIYTY, 8 TAK:Ke HX JOJIKHOCTHBIX JIHII

Undopmanus 118 3aHHTEPECOBAHHDIX JIMI 00 HX NpaBe
Ha JocyaeOHoe (BHecyaeOHOe) 00kaioBanue AeHCTBHH
(GesneiicTBus) M (MIH) pelIeHUH, IPHHATHIX (OCYLIECTBIEHHbIX)
B X0/i¢ NPeJ0CTaBJ/ICHHA IOCYyAaPCTBEHHOH yCJIyrd

96. 3asBuTensr MIM €r0 YNOJNHOMOYEHHBIH TNPEACTABUTENb WMEET IPaBO
Ha Jiocy1ebHoe (BHecyneOHOe) obkanioBaHue neiicTBHi (Oe3neCcTBYS) U (WIK) pelleHui,
IPUHATHIX (OCYIIECTBIEHHBIX) MHUHHCTEPCTBOM, JOKHOCTHBIMH JMLIaMd MHHKCTEPCTBA
B XOJIe MPENOCTABJICHUS I'OCYIapCTBEHHON YCIIyTU B NMOPAAKE, NPeAyCMOTPEHHOM IJ1aBOi
2.1 ®epepaneHoro 3akoHa or 27 wmonsg 2010 r. Ne 210-®3 «O6 opraausanuu
IPEAOCTaBIEHUS rOCY JTapCTBEHHBIX U MyHUIIMIIANIBHBIX YCIyr» (Aanee — xkanoba).

97. OcHoBanneM Ans Hadana gocyne6Horo (BHeCy1e6HOro) 00XKaJ0BaHUs ABIAETCS
NOCTYIUIEHME XKajnoObl B MUHHCTEPCTBO OT 3asfBUTENS B IIMCBMEHHOM BHIE
10 MOYTE, 10 BJIEKTPOHHOM noute, yepe3 [lopran n160 HEMOCPEeACTBEHHO B CTPYKTYPHOE
nojpasjenenie MUHUCTEPCTBA, OTBETCTBEHHOE 3a MPUEM JIOKYMEHTOB.

98. 3asButens Moxker obpartuthcsi B MHUHHCTEPCTBO C KajloOOW, B TOM 4HMCIE
B CJIEQYIOIIUX ClIydasnx:

a) HapylnleHWE CpOKa pErucTpalMd 3ampoca 3asBHMTENs O IPENOCTaBIeHUH
roCylapCTBEHHOH YCIIyTH;

0) HapyIlleHHe CPOKa NIPEOCTABIEHUS TOCY JAPCTBEHHON yCIIyTH;

B) TpeOGOBaHKE y 3asBHTENS NOKYMEHTOB, HE MPELYCMOTPEHHBIX HOPMATHBHBIMH
npaBoBBIMH akTamu Pocculickoi ®enepannu;

r) OTKa3 B NpHEME JOKyMEHTOB, MpPEeJOCTABJIEHHE KOTOPHIX IPEAyCMOTPEHO
HOpPMaTHBHBIMH IIpaBOBBIMHU akTaMu Poccuiickoii Mepepainn, y 3asBUTENS;

1) OTKa3 B IPEAOCTABIEHHH TOCYIapCTBEHHOM YCIAyTM 1O OCHOBAHHSM,
HE NPelyCMOTPEHHBIM (eiepalbHBIMU 3aKOHAMH M IPUHATHIMA B COOTBETCTBUU C HAMH
MHBIMH HOPMaTHBHBIMH NIPABOBLIMM akTaMH Poccuiickoit ®enepanuu;

€) 3aTpeGOBaHuUe C 3aABHTEIS IPY IPEAOCTABICHHH TOCY IaPCTBEHHOM YCILyTH IJ1aThI,
HE IIPEAYCMOTPEHHOM HOPMATUBHBIMH MPAaBOBBIMH aKTaMu Poccuiickoi Oenepauun;

)K) OTKas MI/IHI/ICTepCTBa, JOJDKHOCTHOI'O JidLa MI/IHI/ICTepCTBa B HCIpaBJICHHH
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AOMYIICHHBIX OICYATOK H omuboOK B BbIJIaHHBIX B peE3yJbTare IMpeaoCTaBICHUS

rOCyIapCTBEHHOH yCIyrd JHOKyMeHTaX U060 HapylleHHe YCTAaHOBJIEHHOIO CPOKA TaKHMX
HCIIPaBJICHUI.

Opranbl rocyaapcTBeHHolM BJIACTH
H YNOJIHOMOYEHHbBIE HA PACCMOTPEHHE JKaJI00bI JOKHOCTHBIE JIHNA,
KOTOPBIM MOKET ObITH HANIPaBJieHA JKaJ100a 3asBHTEIA
B AocyaeOHOM (BHecyaeOHOM) mopsiAKe

99. XKanoba Ha nedctBus (Oe3meiicTBHE) [OJDKHOCTHBIX NI MHMHMCTEPCTBA
nogaercs B MHHHUCTEPCTBO Ha HMs PYKOBOIHUTENS, €ro 3aMECTUTENd WM JMLA,
MCIIOJIHAIOMIETO ero obs3anHoCTH. JKanoba nojaercs B MUCHMEHHOM GopMe Ha GyMaKHOM
HOCHUTEJIE.

100. OcHOBaHu4 A IPUOCTAHOBJIEHHS PACCMOTPEHHS JKAIOOBI OTCYTCTBYIOT.

101. Cpox paccMoTpeHHst XaloObl [JO/DKHOCTHBIM JIMIIOM MHHUCTEPCTBA,
HaJIeJICHHBIM IIOJHOMOYMAMH [0 PacCMOTPEHUIO Xaiob, — B TeueHue 15 (maTHaLaTH)
pabounx AHEW C JaThl €€ PETrHCTpalM B CTPYKTYPHOM IMOjpa3jeieHMd MUHUCTEPCTBa,
OTBETCTBEHHOM 3a IIPUEM JOKYMEHTOB, a B Cllyyae 00)kajoBaHUA OTKa3za MUHHCTEPCTBA,
JOJDKHOCTHOrO JiMua MuHHCTepcTBa B MpHeMe JOKYMEHTOB Yy 3asdBUTeNs JIMOO
B HCHPAaBJICHHWH JONYLIEHHBIX OIEYaTOK X OIIMOOK B BBIAAHHBIX B pe3yJbTaTe
IIPEIOCTaBIICHUS TOCYAapCTBEHHOW YCIyrM AOKyMEHTaxX WM B ciydae 00KaJloBaHHS
HapyUICHXS YCTaHOBJIEHHOTO CPOKa TaKUX MCIpaBIEHUN — B TedeHWe 5 (MATH) pabodumx
IOHEH C Jarel PErMCTPAllMM JXKajJoObl B CTPYKTYPHOM TofpasielieHn MHHHCTEPCTBA,
OTBETCTBEHHOM 3a NIPUEM JOKYMEHTOB.

102. XKanoba nomkHa copepxarh:

a) HAWMEHOBAaHHE OpraHa, IIPEJOCTABISAIOLIEr0 IOCYJAPCTBEHHYIO YCIYry,
AOJDKHOCTHOTO JIMIIa OpraHa, IPEAOCTaBISIOLIEr0 TOCYyJapCTBEHHYIO YCIYry, JHOO
rocyJapCTBEHHOTO  CIIyXXAIllero, peleHdus U AedcTBus  (Oe3nmeiicTBHE) KOTOPBIX
00XamnmyloTCH;

0) damunuro, UMs, oT4eCTBO (TIOCIEAHEE — IPH HAIMYMM), CBEJEHHS O MECTe
)KUTENBCTBA 3asABUTENA — (QU3NUECKOro Juila JM00 HaUMEHOBAaHME, CBEICHUS O MeCTe
HAaXOXX/ICHHs 3asBUTENS — IOPUANYECKOro JIMLQ, a TaKkKe HoMep (HoMepa) KOHTAKTHOTO
TenepoHa, anpec (ampeca) >/MEKTPOHHOM MOYTH (NPU HANMYMM) U [IOYTOBbIH aapec,
10 KOTOPBIM IOJKEH OBITh HalpaBlieH OTBET 3aBUTEIIO;

B) CBelleHUS 00 OOXalyeMbIX PEIIeHUSX U NEeHCTBHIX (6e3nelicTBun) opraHa,
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NPEAOCTABNAIOMEr0  rOCYAApCTBEHHYIO — YCIyry, JAOJDKHOCTHOrO  JIMI@  OpraHa,
[PENOCTABIIAIOWIEr0 FOCY TapCTBEHHYIO YCIIYTY, TM00 rOCy1apCTBEHHOTO CIIYKALIETo;

) HOBOABI, HAa OCHOBAHHM KOTOPBIX 3asBUTENh HE COINACEH C pelIeHHEM
u nerictBHeM (Oe3neliCTBMEM) OpraHa, NpENOCTABISIOLIETO IOCYAApPCTBEHHYIO YCIYTY,
AOJDKHOCTHOTO JIML@ OpraHa, MNPEeJOCTaBISIOIIEr0 TOCYNapCTBEHHYIO YCIyry, Ju6o
TOCYJIapCTBEHHOTO CIIyXKallero. 3asBMTENEM MOIYT OBITh MNpPEACTABIEHBI JOKYMEHTHI
(npy HaNMYUK), TOATBEPXKAQAIOIIKE JOBOJI 3aIBUTENS, 1100 UX KOLHH.

103. 3asBuTenr uMMeeT NpaBO Ha INOJNyYeHHE HMMEIOLIEHCs B MUHHCTEpPCTBE
MH(pOpPMALMK K IOKYMEHTOB, HEOOXOAMMBIX [1Jisi 0G0CHOBAHHS H PACCMOTPEHHS KaNOoGHL.

104. Ilo pesynpTaTam paccMOTpeHHs Kano0bl MUHHCTEPCTBOM IIPUHUMAETCS OJHO
U3 CIEeAYIOIIMX PelleHHi:

a) MUHHCTEPCTBO yIOBIETBOPSET Xano0y, B TOM YKCIE B JOPME OTMEHEI IPUHATOTO
pelleHHs, HCHOPABIECHUS JONyUIEHHbIX MMHUCTEPCTBOM ONEYaTOK M  OMKOOK
B BBIJAaHHBIX B PpeE3yJbTaTe MNPEIOCTaBICHHUS TFOCYAApCTBEHHOM YCIYrH JOKYMEHTaXx,
BO3BpaTa 3asdBUTENIO JEHEKHBIX CPEICTB, B3MMaHUE KOTOPBIX He MPEAYCMOTPEHO
HOPMAaTHMBHBIMH NPABOBBIMHU aKTaMu Poccuiickoit denepannu, a Takke B HHBIX Gopmax;

0) MMHHCTEPCTBO OTKA3bIBAET B YAOBIETBOPEHHH KATOOBI.

105. He nosnnee 1 (ogHOro) IHs, CIEAYIOIIEro 3a JHEM MNPUHATHS DELIECHUS
00 ynoBneTBOpeHMM TpeOOBaHHWI 3asBuTENs MO0 00 OTKaze B MX YIOBIETBOPEHHH,
3asBUTENIIO B MMCEMEHHOH ()OpMe HalpaBlseTCss MOTHBHPOBAHHBIM OTBET O Pe3yJbTaTax
pacCMOTpPEHHUS KaJO0O0BI.

[luceMeHHBIA ~ OTBET, COIEpXKAlIWi  pe3ylabTaThl PacCMOTPEHHS  KaOOBI,
HarnpapiseTcs 3asBUTENIO 10 OYTe JUOO MO AIEKTPOHHOM HOYTe.

106. 3asBuTenn MMEIOT MpaBo 00XAOBaTh pElIEHHE IO XKano0e B COOTBETCTBHMH
C 3aKOHOJaTeNbCTBOM Poccuiickont ®enepanuu.

107. B ciiyyae ycTaHOBIEHHUS B XOZe WK 1O PE3yJIbTaTaM PACCMOTPEHHUS Kalo0bl
NIpU3HAaKOB COCTaBa aJMHHHCTPATMBHOIO IIPABOHAPYILICHUWS WIM MPECTYIUICHUS
AOJDKHOCTHOE JMIO0 MUHHCTEPCTBA, HaJelIeHHOE MONHOMOYHMSIMHM [0 PACCMOTPEHHIO
Xayo0, He3aMeIUTEFHO HANIPaBiIsSeT MIMEIOLINECs MaTEPHANIbl B OPraHbl HPOKYPaTyphl.

108. 3asBurenr MMEET NpaBO Ha MONydYeHHE HHPOPMalUM M JOKYMEHTOB,

HeoOXOAUMEIX 11 060CHOBaHHS U PacCMOTPEHHUS XKaJ00BI.

Cnoco6b1 unopMHpoBanus 3asiBHTEIEH 0 MOpSAKe NOAAYH
H PacCMOTPEeHHS 3Ka/100b1, B TOM 4YHCJIe ¢ HenoJib3oBanuem Iloprana
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109. Mudpopmanmio o nopsaxe nofaqd ¥ pacCMOTPEHHS Ka00sl MOXKHO NOTYYHTh
Ha o¢uuHManbHOM caiite Munucrepctsa u [Toprane.

Ilepeyens HOpMATHBHBIX NPABOBLIX AKTOB,
Peryiupylmux nopajiok aocyae0Horo (BHecy1e0HOro) o0xajioBaHHs
pewiennii u aeiicreuii (6e3neiicteusn) MunucTepcTBa,

a TaK»e ero J0/KHOCTHBIX JIMIL

110. OtHOWEHKS, BO3HUKAIOIME B CBA3M C JOCYAeOHBIM (BHECYAeGHBIM)
00XajoBaHMEM pelleHud W JaeidctBuil (6Ge3pmeiicTBus) MMHHCTEPCTBA, 4 TaKKe
JOJDKHOCTHBIX JiMI MHUHHCTEPCTBA, pPEryIUPYIOTCS CHEAYIOIIMMH HOPMATHBHBIMU
IIPaBOBBIMU aKTaMHU:

a) ®enepanbHbM 3akoHOM oT 27 mionsa 2010 r. Ne 210-03 «O6 opranmsanuu
IIPEIOCTABIIEHUS TOCYJAPCTBEHHBIX ¥ MYHULIUMIIATBHEBIX YCIIYI»;

0) nocranoBnenuem IlpaBurensctBa Poccuiickoit ®eneparuu ot 16 arycra 2012 r.
Ne 840 «O nopsiake nopayuu 1 pacCMOTPEHUs kanob Ha pelleHus u aeiicTBus (6e3neiicTBue)
denepaqbHBIX ~ OPraHOB  HCIOJNHMTENBHOM  BJAaCTM H WX JIOJDKHOCTHBIX
UL, GelepanbHbIX TOCYJapPCTBEHHBIX CIYXallMX, JOMKHOCTHBIX JIMI[ FOCYAapCTBEHHBIX
BHEOIOMKETHBIX (oHIOB Poccuiickoit ®enepanuyu, rocyaapCTBEHHBIX KOPIIOPALHiA,
HaJelEeHHbIX B  COOTBETCTBUM C  (QenepanbHbIMM  3aKOHAMH  [TOJHOMOYMSIMH
[0 MPENOCTAaBICHHUIO IOCYAAPCTBEHHBIX yCIYT B YCTaHOBJIEHHOW cdepe AeATeNbHOCTH,
U HX JO/DKHOCTHBIX JIMI[, OpraHu3anui, NpefyCMOTpeHHBIX 4acTtbio 1.1 cratem 16
QenepanpHoro 3akoHa «0O0 opraHu3anMM — NPEJOCTaBIEHHUS  T'OCYAapCTBEHHBIX
¥ MYHHLMIAJIBHBIX YCIYT», U UX PaOOTHHUKOB, a TaKXke MHOTOQYHKIIMOHAIBHBIX IICHTPOB
NPEAOCTABIEHU T[OCYJapCTBEHHBIX M MYHULMNAJABHBIX YCIYr W HMX pabOTHHUKOBY
(CobOpanue 3akoHOoznarenscTBa Poccuiickoit ®@enepamun, 2012, Ne 35, cr. 4829; 2018,
Ne 25, c1. 3696);

B) noctaHoBnenueM [IpasurensctBa Poccuiickoit ®enepanuu ot 20 Hos6ps 2012 r.
Ne 1198  «O  denepanpHOlt  rocysapcTBeHHOH  MHGOPMALMOHHOH  CHCTEME,
obecneumBaloliel mporecc gocyaebHoro (BHecymeOHOro) o00XanoBaHUsS —pelleHui
U JedcTBMH (0e3[eHCTBHS), COBEPILEHHBIX IPU MPEHOCTABIEHHH TOCYAApCTBEHHBIX

1 MyHMIMnanbsHeiX yeiayr» (Cobpanue 3akoHoaarenscTBa Poccuiickoit @enepanun, 2012,
Ne 48, ct. 6706; 2018, Ne 49, ct1. 7600).

Pasmemenne uudopmannn na [Moprase
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111. Mudopmanus, ykazanHas B pasfelie V HacTOSINEro AJMHHHCTPATHBHOIO
perinaMeHTa, IOMIECKHT 00S3aTeNbHOMY pa3MELIEHHI0 Ha O(HIMAIBHOM  CcaiiTe

Munucrtepcrsa u [oprare.




