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MockBa

O BHeCeHHH H3MEHEHHH B AJIMMHHUCTPATHBHBINA perjiaMeHT Mo NpeJoCTaB/JIeHHI0
MHHHCTEPCTBOM NPOMBILLIEHHOCTH H TOpropau Poccuiickoi ®enepanuu
rocyAapCTBEHHO# yCJIyrH N0 BblJade I0KYMEeHTa, KOTOPbIH MOATBEPKAAET, YTO
NPOH3BOACTBO JIeKAPCTBEHHOI0 Npenapara 115 MeIHIIHHCKOro NpuMeHeHHsl
OCYLIECTBJICHO B COOTBETCTBHH C TPeOOBAHMSIMH NPABHJ HalIeKa el
NPOH3BOACTBEHHOH NPAKTHKH, H MOJJEKHT NPEACTABIEHHIO 10 TPeGOBAHNUIO
YH0JTHOMOYEHHOI0 OPraHa CTPaHbl, B KOTOPYIO BBO3UTCH JeKapPCTBeHHBIH
npenapar, yreep:;KIeHHbIi NpHKa3oM MHHACTePCTBA NPOMBIILICHHOCTH U
Toproeau Poccniickoii ®exepaunn ot 31 nexadps 2015 r. Ne 4369

Y TBepAHUTh TPHIAracMble U3MEHEHHs, KOTOpPble BHOCATCA B AJMHUHHUCTPATHBHBIMN
PErViaMeHT [0 MPENOCTAaBIEHUI0 MUHHUCTEPCTBOM TNPOMBIIUICHHOCTA W TOPrOBJIH
Poccuiickoif Mesepaluy ToCyIapcTBEHHOM YCIyrH II0 BblJade JOKYMEHTa, KOTOPBIH
no!,t;‘TBepn(naeT, YTO MPOU3BOACTBO JIEKAPCTBEHHOrO IIpernapara Aid MEJUIMHCKOro
MPUMEHEHHUs OCYLIECTBICHO B COOTBETCTBUH C TPEOOBAaHWSIMU IPAaBUI HaJuIeXaIen
NPOM3BOJCTBEHHON IPAKTUKH, M MOAJEXUT MPEACTABJICHUIO MO TpeGOBaHUIO
YIOTHOMOYEHHOTO OpraHa CTpPaHbl, B KOTOPYFO BBO3HTCS JIEKapCTBEHHBIH TpETapar,
yTBEpP)KACHHbIH NpuKa3oM MHHHUCTEPCTBA IPOMBIIIICHHOCTH W TOPTrOBIIH Poccuiickon
®enepanuu ot 31 gexabps 2015 r. Ne 4369 (3apeructpuposan B Muntocte Pocenu 15 nrons

2016 r., peructparioHHbIH Ne 42873).

MuHuctp - -B. Mantypos




VTBEP)X/IEHEI

npukazoM Munnpomropra Poccun

ot 20 Wr@ 2017 1. Ne 3669

HN3meneHnsi, KOTOpble BHOCATCH B AIMHHHCTPATHBHBIH pPerjiaMeHT Mo
npeaocTaBjeHui0 MHHHCTEePCTBOM NPOMBIILJIEHHOCTH H TOProB/u Poccniickon
®eaepanun rocy apcTBeHHOH yCJIYIH o Bbla4ye JOKYMEHTa, KOTOPBIH
HOATBEPHKAAET, YTO MPOH3BOJICTBO JIEKAPCTBEHHOI0 MpenapaTa AJsi MeAHIHHCKOr 0
NpUMEeHeHHsI OCYlleCTBJIEHO B COOTBETCTBHH ¢ TPeOOBaHHSIMH NPAaBHJI HaAJIeXKAIEH
NPOU3BOJACTBEHHOH NPAKTHKH, U NOJJIC;KAT NPEeACTABJICHHIO 10 TPeOOBaHHIO
YHOJTHOMOYEHHOI0 OPraHa CTPaHbl, B KOTOPYIO BBO3HTCS JIeKapCTBeHHBIIl npenapar,
yTBepKAeHHbIi npukazoM MuHHCTepCTBa NPOMBILIJICHHOCTH H TOPrOBJIH
Poccuiickoii ®exepamum ot 31 nexadps 2015 r. Ne 4369

1. B myHkre 3:

a) ab3all epBHId N3JI0KUTH B CIEAYIONIEH peaaKIum:

«3. Mecto HaxoxaeHHsS MUHUCTEPCTBA IPOMBIILIEHHOCTH M TOProBid Poccuiickoi
®denepanuu: Kuraiiropoackuit npoesg, 1. 7, cp. 1, r. Mocksa.»;

0) a63a1 BTOpO# U3JI0KUTH B CIEAYIOLIEN pelaKIUu:

«IToutoBEIit ampec MHHHCTEpCTBa IPOMBIIUIEHHOCTH W Toprosiu Poccuiickoi
denepanun: Munnpomropr Poccuu, Kuraiiropoackuii npoesn, a. 7, crp. 1, r. Mockaa,
109074.»;

B) a03all cebMO M3IOXKHUTH B CleAyIOIIel peIaKIiu:

«Tenedonsl MuHHCTEpCTBa NPOMBIIUIEHHOCTH U TOproBiH Poccuiickoit Penepauyu
JJ1s TIOJIyUEeHHsl CIIPaBOK IO BOIPOCAM IPeIOCTAaBIeHHUS TOCyAapcTBEHHOH yciyru: (495)
632-87-00; (495) 632-88-88 (mobGaBounsrii 3516, 2658, 2690, 2750); (495) 632-88-70; (495)
632-83-99; (495) 632-89-37.».

2. TlyHKT 4 U370KUTH B CIEAYIOIIEH PelaKIUu:

«4. Ha caiite ¢enepaibHOI rocy1apcTBEHHON HH(OpMaLMOHHOMN cUCcTEMBI «EUHBIN



HOpTaJl FOCY IapCTBEHHBIX U MyHHUIMITANBHBIX YCIIYT ((PYHKIHHN ) IO JIEKTPOHHOMY apecy
B UH(MOPMallMOHHO-TEJIeKOMMYHHUKAIMOHHOH cetd «MHTepHeT»: www.gosuslugi.ru
(nanee — ITopran) pasmermaeTcs cieayromas HHOpMaIHs:

1) wucuepnwiBarolyii epedeHb TOKYMEHTOB, HEOOXOMUMBIX IS MPEAOCTaBICHUS
rocyJapCTBEHHON yCIyTH, TpeboBaHMs K 0OPMIICHHIO YKa3aHHBIX JOKYMEHTOB, a TaKKe
nepeyeHb JOKYMEHTOB, KOTOpBI€ 3asBUTENb BIIpaBe MPEACTABUTH IO COOCTBEHHOH
WHULNATUBE;

2) Kpyr 3asBHTEJE;

3) cpoK mpemocTaBIeHUS TOCYJapPCTBEHHOM YCIIyTH;

4) pe3ynpraTel  HPEJOCTaBIEHUSA  TOCYJApCTBEHHOH  YCIYyrH,  IMOPSIOK
HpeICTaBICHUS IOKyMEHTa, SBIISIOLLETOCS pe3yJIbTaTOM IIpeloCTaBIEeHUS
roCyAapCTBEHHOU yCITyTH;

5) ucuepnBIBaIOLIMi IE€peYeHh OCHOBAHUN I MPHOCTAHOBJIECHUSA WM OTKa3a B
MIpeIOCTaBIEHUHU I'OCYJapCTBEHHOH yCIIyIH;

6) pasMep TOCYJapCTBEHHOH TMOLUIMHBI, B3MMaeMOW 3a MpeJoCTaBlIeHHE
TOCyAapCTBEHHOM yCIyTH;

7) o mpaBe 3asBUTENS Ha HocyAeOHoe (BHecyleOHoe) oOxalloBaHHe IeMCTBHIA
(Ge3pmelicTBUsA) M pellleHUWH, NPUHATHIX (OCYIIECTBIAEMBIX) B XOJle INPEHOCTABICHHS
rOCyAapCTBEHHOHU YCIIyTH;

8) dopMbl 3agBieHWit (YBEeAOMJICHHH, COOOINEHMI), HCIONB3YEMBIE IIPH
IIPEIOCTABIIEHUH I'OCY JapCTBEHHOI ycnyrn. |

Nudopmanus Ha [loprane o mopske U cpokax IMpeIoCcTaBlIEHUS roCy1apCTBEHHOM
YyCIIyTM Ha OCHOBaHWM CBEACHHUHN, cojepxamuxcs B (elepalbHOH ToCyIapCTBEHHOMN
nHpOpMaMoHHOH cucteMe «DefepanbHBIN peecTp rocy IapCTBEHHBIX U MYHHUIHUNAIBHBIX
yciryT (GyHKIIH# )», IpeAOCTaBISAETCS 3asBUTENNO OeCILIaTHO.

Hoctyn x mHbOpManuu O CpoKax H MOPSAJKe MPEeHOCTaBISHHS TOCYIapCTBEHHOM
YCIyTH OCyIIeCTBIsgeTcs 0e3 BBIMOJIHEHHUS 3asfBHUTENIEM KaKHUX-THOO TpeOOBaHMIiA, B TOM
guciie 0e3 WCHONB30BaHMs MNPOTrpaMMHOI0 olecledeHHs, yCTaHOBKa KOTOpOTO Ha

TEXHUYCCKHUC CpPCaACTBa 3asABHUTCIA Tpe6yeT 3aKJIIOYC€HHUA JIMIIEH3HOHHOTO HIIH HHOI'O



corjallleHus ¢ MpaBooOJiafiaTesieM MPOrpaMMHOIO oOecIedeHHus, MpeLyCMaTpUBAOLIEro
B3MMaHME IUIAThl, PETUCTPAIMIO WIM aBTOPU3ALMIO 3aiBUTENS, WM NPELNOCTABICHHE UM
TIEPCOHANBHBIX JaHHBIX.).

3. JlomosHUTH MyHKTOM 5.1 clieqyromero conepxaHus:

«5.1.Audopmanus na Iloprane u odunuaneHoM caite MuHHCTEpPCTBa
IPOMBIIIUIEHHOCTH # ToproBiu Poccuiickoit ®exepauvu o0 @OpsSAKE M CpoKax
IpeOCTaBICHUS TOCYIapCTBEHHOM yCIYyI'M HAa OCHOBAaHMM CBEICHHM, COIEPIKAIIUXCA B
¢enepanbHOl TrOCYJapcTBEHHOH HH(OpMalMOHHOM cHCTeMe «PenepalbHBId peecTp
rOCYJapCTBEHHBIX M MYHHIUNAIBHBIX YCIYT ((GYHKLHI)», OIPEROCTABIAETCS 3asBUTEITIO
OecnaTtHo.

JlocTynm k MHPOpPMaLMHA O CPOKaxX U NOpSJKe IPEeJOCTaBICHUSA I'OCYIapCTBEHHOM
YCIyTH OCYIIECTBIsIeTCs Ge3 BBHIMOJNHEHMS 3asBUTENEM Kakux-Tu6o TpeboBaHMM, B TOM
yuciie 0e3 HCHOJB30BAaHUA IIPOrpaMMHOrO oOecleyeHHs, yCTaHOBKa KOTOpOro Ha
TEXHUYECKHE CPeACTBa 3asABUTENA TpeOyeT 3aKIOYeHUs JHMLIECH3HOHHOIO HIIH HHOI'O
COIVIAIIIEHHs C MpaBooOjiamaTesieM MPOrpaMMHOIO oOecreyeHus, NpeayCMaTPUBAIOIIErO
B3MMaHHe IUIaTHl, PErUCTPALMIO WA aBTOPHU3ALUIO 3asBUTENS WIHM IPENOCTaBICHHE UM
IIepPCOHANIBHBIX JaHHBIX.».

4. [MyskT 18 monoaHUTH ab3anaMu CIEeIYIOMIEro COAECPIKAHHUS:

«mocranoBienne IlpaButensctBa Poccuiickoit ®@enepauuu ot 26 mapra 2016 r.
Ne 236 «O TpeGoBaHUAX K TPEOCTABIECHUIO B AIIEKTPOHHOHW (POpME roCyJapCTBEHHBIX H
MYHHLUNAIBHBIX YCIyI» (Co6paHHe 3aKOHOJaTenbCcTBa Poccuiickon d)eﬁepaunn, 2016,
Ne 15, cT. 2084);

npuka3 Munnpomropra Poccun ot 30 mrons 2017 r. Ne 2132 «O6 yTBepkaeHHH
TpeGoBanuit kK ¢QopMaram 3asBlIeHHA M HHBIX JOKyMEHTOB, HEOOXOAMMBIX s
NpeJoCTaBIeHUs] TOCYAAPCTBEHHBIX YCIYr, B (opMe OJJIEKTPOHHBIX JIOKYMEHTOB U
TpU3HAHUHK YTPATHBIIAMH CHIy Hpuka3oB Munnpomropra Poccum ot 18 mas 2016 r.
Ne 1575 u ot 17 suBaps 2017 1. Ne 52» (3apeructpupoBaH MHMHHCTEPCTBOM IOCTHIUH
Poccuiickon @enepaiun 8 centsaops 2017 r., perucrparoHHbIit Ne 48127).».

5. TlyHKT 23 U3N0XHUTH B CIECAYIOLIEN peIaKLHH:



«23. 3ampeiaetcs TpeOOBaTh OT 3asABUTEIIS:

[IpeACTaBICHUS] JOKYMEHTOB W HMH(GOPMAlUMH HIM OCYIISCTBIECHUS IEHCTBHH,
IpelICTaBlICHHe WM OCYLIECTBIIEHHE KOTOPHIX HE IpPedyCMOTPEHO HOpPMAaTHBHBIMU
MPaBOBBIMH aKTaMH, pEryJUPYIOIIMMH OTHOINEHMS, BO3HHKAIOIMIME B CBI3H C
IpeIOCTABIEHHEM TOCYJapPCTBEHHOM YCIIyTH;

IIPEICTAaBICHUs JOKyMEHTOB M HH(QOpMaluM, KOTOphHlE B COOTBETCTBHH C
HOPMAaTHUBHBIMU IpaBOBRIMH aKkTamH Poccuiickoit ®enepauuy, HOPMAaTHBHBIMH
IIpaBOBEIMU aKkTaMH cyObekToB Poccuiickoii @enepaniny 1 MyHUIIAIATBHBIME IPaBOBBIMH
aKTaMH HaxOJATCA B PAcCHOPSKEHUU TOCYHApPCTBEHHBIX OPraHOB, MPEAOCTaBIISIOIINX
rocyJapCTBEHHYIO YCIYyry, HHBIX TOCYJapCTBEHHBIX OpPraHOB, OpPraHOB MECTHOIO
caMOylpaBlieHUus U (W) IOJBEIOMCTBEHHBIX TOCYAApCTBEHHBIM OpraHaM H OpraHaMm
MECTHOTO  CaMOYIpaBJI€HHs  OpraHu3aluii, Yy4YacTBYIOIIMX B  TMpeAoCTaBIeHUU
roCyJapCTBEHHBIX WJIM MyHHUIIMNIAJIBHBIX YCIIYT, 332 HCKIIOYCHHEM TOKYMEHTOB, YKa3aHHBIX
ByacTH 6 ctateu 7 @®enepansHoro 3akoHa oT 27 mronst 2010 r. Ne 210-03 «O06 opranuzanuu
NpPEeOCTaBICHUs  TOCYJAapCTBEHHBIX W  MyHHIMNaIbHBIX  ycuyr»  (CoOpanme
3akoHozarenscTBa Poccuiickon ®enepauun, 2010, Ne 31, ct. 4179; 2011, Ne 15, ct. 2038;
Ne 27, cr. 3873, cr. 3880; Ne 29, crt. 4291; Ne 30, crt. 4587, Ne 49,
ct. 7061; 2012, Ne 31, ct. 4322; 2013, Ne 14, ct. 1651; Ne 27, ct1. 3477, ct. 3480; Ne 30,
ct. 4084; Ne 51, ct. 6679; Ne 52, ct. 6952, ct. 6961, ct. 7009; 2014, Ne 26, cT. 3366;
Ne 30, ct. 4264; Ne 49, cr. 6928; 2015, Ne 1, cr. 67, ct. 72; Ne 10, ct. 1393; Ne 29,
cT. 4342, c1. 4376; 2016, Ne 7, cT. 916; Ne 27, c1. 4293, c1. 4294; 2017, Ne 1, ct. 12).

=]

3anpemaercs OTKa3blBaTh B MPEJOCTABICHUM TOCYAapCTBEHHOM YCIyrd B cllydae,
€CJIH 3aIlpoC U JOKYMEHThI, HeoOX0AUMEIe JUIS MPeIOCTaBIeHUs ITOCY JapCTBEHHOH YCIIyTH,
IoJlaHbl B COOTBETCTBUH C HHQOpMAIMeidl O cpokax H IOpsOKe MPeAOCTaBICHUS
rOCyIapCTBEHHOH yCIyrH, omyOnukoBanHo# Ha [Toprane.

3anpemmaerca TpeOoBaTh OT 3asiBUTENS COBEpIICHUS WHBIX JEHCTBUH, KpoMe
IIPOXOXACHUA HACHTU(UKAIMH ¥ ayTEeHTU(UKAIMA B COOTBETCTBHH C HOPMATHBHBIMH
[paBOBBIMH akTamMu Poccuiickoii ®enepanuy, ykKaszaHHs Leld Iipuema, a TakKke

IIpEaOCTaBIICHHA CBeHeHHﬁ, HGO6X0)_II/IMBIX A pacdeTa MJIATCIIBHOCTH BPCMCHHOTIO




UHTEpBaJIa, KOTOPEIA He00X0AUMO 3a0pOHHPOBATH I IIPHUEMA.

Bampemiaercs  TpeboBaTh  OT  3asBUTENs  NPENOCTAaBICHHA  JOKYMEHTOB,
MOJTBEP)KIAIONINX BHECEHHE 3asBHUTENEM IUIATHl 33 IPEJOCTABJICHUE IOCYIapCTBEHHOM
YCIYTH.».

6. IIyHkTeI 37-41 U3NOXUTH B CHEAYIOLIEH PENAKIIUU:

«37. Tloka3arensMH JOCTYIMHOCTH TPEJOCTAaBICHUS TIOCYJApCTBEHHON YCIYTH
SIBIISTFOTCSL:

PacIoIoKeHHOCTh B 30HE IOCTYIHOCTH K OCHOBHBIM TPAaHCIIOPTHBIM MarvCTPaIsaM;

HAIMYHE TOJIHOH W IIOHATHOW WHGPOPMAIMM O MeCTaX, MOpSAKE M CpPOKax
IpEIOCTAaBIIEHUS TOCYJApCTBEHHOH YyCIyrn B OOIIEJOCTYIHOM MECTe B 3JaHHH
Muunpomropra Poccun, B HH()OpMAMOHHO-TEIEKOMMYHHKAIIMOHHBIX CETAX OOILero
TIOJIb30BaHU;

BO3MOYKHOCTE TOJTy4YeHHUs HHYOpMAIU O X0Je MPENOCTaBICHUs roCcyJapCTBEHHOM
yCIyrd, B TOM 4HCIE€ C HCHOJNb30BaHUEM HH(POPMAIIMOHHO-KOMMYHHUKAMOHHBIX
TEXHOJIOTHI; |

HaJIM4Yhe HEeOOXOAMMOro W JOCTAaTOYHOIO KOJMYECTBA IMOMEIICHHUH, B KOTOPBIX
OCYIIECTBIIAIOTCS TIPUEM JJOKYMEHTOB OT 3asBUTeNel, Bbaya jokymenTa CPP 3asaBurenno,
B I[EJIIX COOIIOCHUS CPOKOB MPEAOCTABIECHH FOCY 1apCTBEHHOM YCIYTIH, YCTaHOBJIEHHBIX
AJMUHUCTPAaTUBHBIM PETTIAMEHTOM.

38. IlokasaTenssMu Ka4eCTBa NPEIOCTABIIEHUS TOCY IaPCTBEHHOM YCIIYTH SBILIOTCS:

coOJII0IeHHe CPOKOB IPEJOCTaBIEHIS IOCYJapCTBEHHOI yCIIyIH;

coOmofiecHHe TipaBa 3asBHUTENell Ha IIOJNyYEeHHE AaKTyalbHOW M JIOCTOBEPHOM
dHpOpMaILIMU O TIOPAAKE MPEeIOCTaBIeHUA I'OCYJApCTBEHHOM yCIyTH;

KOJHYECTBO B3aUMOACHCTBHH 3asBUTENS C JODKHOCTHBIMHM JIMIIAMH IIpH
HEIIOCPEICTBEHHOM IPEeIOCTaBICHUH I'OCY IaPCTBEHHON YCIIYTH M MX MIPOAODKUTENLHOCTS,

OTCYTCTBHUE PacCMOTpeHHs kanob Ha neiicTBus (6e3nelicTBrE) AOIDKHOCTHBIX JIKI]
MunucTepcTBa.

39. B3aumojeiicTBHe 3aIBUTENSA C TOCYJAPCTBEHHBIMHU IPaKAAHCKUMHU CITy>KaLllUMHU

MHHHCTepCTBa OCYHIECTBIIACTCA IPH JINYHOM oGpamemm 3aABUTCIIA:




JUIS TOJAa4M JOKYMEHTOB, HEOOXOAMMBIX JISi NPEAOCTaBICHUS TOCYIapCTBEHHOMN
YCIIyTH;

IUTS TIOJTyYeHHS pe3ybTaTa PeAOCTaBICHHS FOCyJapCTBEHHON YCIIYTH.

40. TIpomomXKUTENTBHOCTh B3aUMOJAEUCTBUS 3asBUTEN C TOCYJapCTBEHHBIMH
TPOKIAHCKUMH CIIy>XallUMU MuUHHUCTEpCTBa IpPH NPEJOCTaBICHUH TIOCYIapCTBEHHOM
YCIYTH IOJKHA COCTaBIATh He Ooee:

15 MUHYT - Ipu npreMe 3asBJIeHHi 0 Beiade qokyMmeHTa CPP;

10 MHHYT - T0pH BblJa4e JOKYMEHTOB, KAacalOIIUXCs MPEAOCTaBICHHA
roCyJlapCTBEHHOM YCIIyTH;

10 MEHYT - TpH UHGPOPMHUPOBAHKH O MPEJOCTABIECHUH TOCYJapCTBEHHOM YCIYTH I10
TenedoHy.

41. BO3MOXXHOCTb IOJIYYEHHUA TOCYIapCTBEHHOM YCIYTH B MHOTO(QYHKIHOHATHHOM
IEHTpe IpeloCTaBIeHUs TOCYJapCTBEHHBIX W  MYHULIMIAIBHBIX  YCIyr  HE
MpeIyCMOTpeHA.».

7. IlyHKT 42 W3N0XUTH B CIEAYIOLIEN peAaKIUU:

«42. Bo3MOXHOCTB TTOJYYEHHS TOCYAapCTBEHHOH YCIIYTH B MHOrO(QYHKIIHOHAJIEHOM
IIEHTpe MPeIoCTaBIeHNs TOCYJapCTBEHHBIX ¥ MyHHUIMNIANBHBIX YCIYT HE IIPEAyCMOTPEHA.

Ilpu oOpamenun uepe3 IlopTran 3a DNOMy4YeHHEM TOCYIApPCTBEHHOH YCIYIH,
OKa3BIBa€MON C MpHMEHEHHEM YCHJIEHHON KBaIU(UIIUPOBAaHHOHN 3JIEKTPOHHOHN IIOIIIKCH,
JOIYyCKAaeTCsd K HCIONb30BAHUIO IEPEYEHb KIIACCOB CPEACTB BJIEKTPOHHOM IOAIHCH,
KOTOPBIH OmpejieJieH Ha OCHOBaHUU YTBEPKICHHOM MUHHCTEPCTBOM II0 COIIACOBAaHUIO C
denepanbHOit  cimyx060il OezomacHocTm Poccuiickoit ®enepauvu  MOAEIH  yrpo3s
Oe30macHOCTH HHGOpPMAIMK B MHPOPMALIMOHHOM CUCTEME. ».

8.  IIyHKT 43 DONONHUTH NOAMYHKTOM «B» CIEIYIOIIEro COACPXKaHH:

«B) OCYILECTBJIEHHE aIMHHUCTPATHBHBIX MPOLEAYpP B 3JIEKTPOHHOH (opMe, B TOM
yucne ¢ ucnoias3oBanueM Iloprana.n.

9. TlyHkT 48 M3M0XKUTH B CIEAYIOLIEH peAaKLIHHN:

«48. B ciyuae ecid B 3asiBIeHUH U (HJIH) JOKYMEHTaX €CTh UCKaXXeHHast HHGOpMAaLHs

160 HCIIpaBJIICHHA, KOTOPBIC HE IIO3BOJIAOT OOHO3HAYHO TOJKOBATh UX COAECPIKaHHUC, 6o




oud oGQopMIIEHBI C HapylIeHHeM YCTaHOBJIEHHBIX TpeOOBaHMM, OTBETCTBEHHBIM
HCIIOJIHUTENh HAIpaBJsAeT 3asBUTENIO YBEAOMJIEHHE O HEOOXOOMMOCTH YCTpaHEHHs B
tedenrne 10 pabounx AHeH BBIABIECHHBIX HAPYLICHUHN WM HAIPaBIIIET TaKOE YBEIOMIICHHE
3aKa3HBIM IIOYTOBBIM OTIPABICHHEM C YBeAOMIIEHHEM O BpYy4YeHHMM WU B ¢opMe
AJIEKTPOHHOTO JOKYMEHTA. ).

10. TIyHKT 49 U3T0XUTh B CIEAYIOWIEN peoaKIIun:

«49. B cimydae HempeaCTaBlICHUS 3asBUTENEM B JECATUIHEBHBIA CPOK C JAaThl
IOJIydeHHs YBEIOMJIEHHS HaJIexaluM o06pa3oM oGOpMIIEHHOTO 3asBJIE€HHS O BBAAYE
nokyMenta CPP u (wnm) mpunaraeMbeIXx K HEMY JOKYMEHTOB MHHHCTEPCTBO BBIHOCUT
peiienue 06 oTkaze B Beigade JokymeHTa CPP, 1 3agBUTEMIO B TeUeHHE MATH pabo4rX JHEH
HanpaBIIeTCs yBeAOMIIeHHe 00 oTKa3e B Bbifjaue JJokyMeHTa CPP ¢ ykasaHueM NpUYHHEL,
IIOJTOTOBJIECHHOE B TIOpAIKE, YCTAaHOBJIEHHOM MYHKTOM 51 AJMUHHCTPaTHBHOIO
periamMeHTa.».

11. IlyHkT 51 H3/M0XHTH B CleAyIOIMIeNd pelaKIiu:

«51. B cimydasx, yCTaHOBIEHHBIX IIyHKTOM 26 AIMHMHUCTPAaTHBHOIO PEITIAMEHTA,
OTBETCTBEHHBIM HCITOJHUTENIEM IIOITOTABINBAETCS COOTBETCTBYIOIIMIA ITpHKa3 00 OTKa3e B
Beiaue gokymeHTa CPP u yBemomuieHue o6 oTtkase B Bbiaade gokyMeHTa CPP cornacHo
npuioxeHuto Ne 2 k. AIMHHUCTPAaTUBHOMY perjlaMeHTy ¢ MOTHBHPOBAaHHBIM yKa3aHHEM
TPUYMH OTKa3a U CO CCBUIKOM Ha KOHKPETHBIE IIOJIOKCHMS HOPMATHBHBIX IIPaBOBBIX
aKTOB.».

12. TlyHKT 52 U3710XUTh B CIEAYIOMIEH pelaKLIMH:

«52. Tlpukxaz o006 ortkaze B Bblgade JokyMeHTa CPP  moxamuceiBaeTcs
YIIOJTHOMOYEeHHBIM 3aMecTUTeneM MUHUCTpa MPOMBIIUIEHHOCTH U TOprosiu Poccuiickoit
denepaliny WIK JIUIOM, €r0 3aMelIalouM. Y BeloMIIeHHe 00 0TKa3e B BEIAAYE JOKyMEHTA
CPP noxamuceiBaeTcs agupekropoM JlemapTameHTa WM yHIOJIHOMOYEHHBIM 3aMECTUTEIEM
nupexropa Jlenapramenra..

13. B nyukre 53 cinoBa «B TeueHHe 3 (Tpex)» 3aMEHHUTH CIOBaMHU «B TE€YCHHE 5
(msaTR)».

14. TIlociue myHkTa 68 HOMONMHUTH OAPA3AEIIOM CIIEIYIOLIETO COACPKAHUA:




«ITopsiok OCyIIeCTBICHUS aJMUIHUCTPATUBHEIX NPOLEAYpP B 3JIEKTPOHHON opMe, B TOM

yrcle ¢ ucrnonb3oBanueM [loprana»

69. 3anuchk Ha mpueM B MUHHCTEPCTBO JUI ITOJA4M 3ampoca C UCIONb30BAHUEM
IToprana u opunpagsHOrO caiita MUHHCTEpCTBA HE OCYILECTBIIAETCS.

70. TocymapcTBeHHas TIOLUIMHA WIX HHas IUlaTa 3a IIPeJOCTaBIECHUE
TOCYJapCTBEHHOH YCIIYTH HE B3UMAIOTCA.

71. dopMupoBaHHe 3amMpoca 3asBUTeIIEM OCYIIECTBIISETCS IOCPEICTBOM 3aIIOIHEHNS
a5eKTpoHHOM Gopmbl 3ampoca Ha lloprane 6e3 He0OXOAMMOCTH AOMOJIHUTENBHON IOAa4YH
3armpoca B UHOH dopmMe.

Ha IToprane pasMemarotcs o0pa3iibl 3aMoTHEHHS JJIEKTPOHHOM (JOpMBI 3ampoca.

72. ®opMaTHO-JIOTHYECKas MpoBepKa C(OPMHUPOBAHHOTO 3allpoca OCYIECTBISAETC
ABTOMATHYECKH I10CJIE 3aMlOJHEHHUS 3asgBHUTENIEM KaXIOTo W3 IoJeil 2JeKTpoHHOH (popMbl
3anpoca. [IpH BBISBIIEHNH HEKOPPEKTHO 3aII0IHEHHOTO IO 3JIEKTPOHHOM (OpMBI 3ampoca
3asBUTENb YBEJOMIISETCS O XapaKTepe BBISABIEHHON OIIMOKU U MOPSJKE €e YCTpaHeHUs
IIOCPEACTBOM HH(POPMAIMOHHOTO COOOIIEHHUS HEIOCPEACTBEHHO B JJIEKTPOHHOU (opme
3arpoca.

73. Ilpu hopMupOBaHHH 3alpoca 3asiBUTENIO 00ecriednBaeTCs:

a) BO3MOXHOCTh KOIIMPOBAaHUS U COXpaHEHHUS 3alpoca MW HHBIX [OKYMEHTOB,
yKa3aHHBIX B MyHKTe 19 AJMHHHCTPAaTHBHOIO periiaMeHTa, HEOOXOAMMBIX I
TPENOCTaBJIEHUS TOCYAAPCTBEHHOM yCIIyTH;

0) BO3MOXXHOCTH I€4aTd Ha OYyMa)XHOM HOCHTele KOMHMH JIIEKTPOHHOH (hOpMBI
3arpoca;

B) COXpaHeHHe paHee BBEJICHHBIX B 3JICKTPOHHYIO (OopMy 3alipoca 3Ha4eHHUH B 0001
MOMEHT II0 JKEJIaHHIO I10JIb30BATENs, B TOM YHCIIe NPH BO3HUKHOBEHHH OIIMOOK BBOJA H
BO3BpATe I MIOBTOPHOTO BBOJIA 3HAYECHUI B 3NIEKTPOHHYIO (hopMy 3ampoca;

I') 3all0JTHEHME MOJIel 3JIEKTPOHHON (hOpMBI 3allpoca IO Hadajla BBOJA CBEIEHHM
3agBUTENIEM C  HCIOJNB30BAaHHEM  CBEIEHWH, pa3MelleHHBIX B  (eAepanbHON
rocymapctBenHoi uHbopManmoHHON cucteMe «EauHas cucTeMa HAEHTHQHKALUM H

ayreHTHGUKaUMd B HHOpacTpykrype,  ofecneuuBatomeil  HHGOPMAIMOHHO-



o

TEXHOJIOTHYECKOE B3aMMOJECTBHe HHPOPMAIIMOHHBIX CHUCTEM, MCHONb3YEMBIX IS
NpeNOCTaBIEHHs TOCYJAPCTBEHHBIX W MYHHIHMIAIBHBIX YCIYT B 3JIEKTPOHHOH (opme»
(nanee — Cucrema), ¥ CBeJeHUil, omy0OnrKkoBaHHEIX Ha [loprane, B 4acTH, Kacaroliencs
CBEJCHHI, OTCYTCTBYIOIIUX B CHUCTEME;

1) BO3MOKHOCTb BEPHYThCS Ha JTFOOOU M3 3TAIOB 3aII0JHEHHUS 3IEKTPOHHOH QOpMBI
3ampoca 0e3 moTepu paHee BBeICHHONH HHGOPMAIHY;

€) BO3MOXKHOCTB JIOCTYIIa 3asiBUTeNs Ha [lopTaie Kk paHee IMOJaHHEIM UM 3aIIpocaM B
Te4eHWe He MEHee OJHOro roja, a Takke YacTHYHO C(HOPMUPOBAHHBIX 3alPOCOB — B
TeUeHHE He MeHee TpeX MecCsALEB.

74. ChopMHUpPOBaHHBIM U MOANUCAHHBINA 3alIpOC U MHBIE JOKYMEHTHI, YKa3aHHbIE B
nyHkre 19 AJQMHMHHCTPATHBHOTO perjlaMeHTa, HeoOXOAWMBIE M IPENOCTaBICHHS
roCyJIapCTBEHHOH yCIyTH, HanpaBiusiioTcs B MunncTepcTBO nocpenctsoM Iloprana.

75. MuHHCTepcTBO 00ecTeunBaeT MpHEM [JOKyMEHTOB, HEOOXOAUMBIX I
NPeNOCTABIICHUS TOCYAAPCTBEHHON YCIYTH, H PErHCTPaIHIo 3anpoca 6e3 HeoOX0IUMOCTH
IIOBTOPHOTI'O MTPECTaBIEHUS 3asiBUTENIeM TaKUX JOKYMEHTOB Ha OyMaXXHOM HOCHTEJIE.

76. Cpox perucTpaluy 3anpoca — He To31Hee JHs, CIIeIYIOIIEro 3a JHeM oOpallieHus
3asIBUTEIIS.

77. TlpeocTaBiieHHe roCyAapCTBEHHON YCIyTH HAYMHAETCS ¢ MOMEHTa IpHema H
pPErHCTpalliil  JJEKTPOHHBIX  JOKYMEHTOB, HEOOXOOMMBIX JJIS  IPENOCTaBICHHs
rocyJapCTBEeHHOU YCIIyTH.

IlpueM U perucrpanys 3ampoca OCYHIECTBISETCS CTPYKTYPHBIM IOApa3elIeHHEM
MHuHHCTEPCTBA, B KOMIIETEHLIUIO KOTOPOT'O BXOJUT NPHEM, PETHCTPAIMs U paclpeie/iCHHe
IOCTYIIAMOIIEH KOPPECHOHACHIIMN, B COOTBETCTBHH C IIPABHIAMH JIEIONPOU3BOJICTBA.

3asBUTENIO COOOLIAETCA MPHUCBOEHHEIH 3apoCy B 9JIEKTPOHHOM (hopMe YHUKAIBHBIN
HOMEpP, [0 KOTOPOMY B COOTBeTcTBylomieM pasjene Iloprana 3zassuremo Oyner
IpefiocTaBleHa HHPOPMaIs O XOZie BEIMOIHEHHUS YKa3aHHOIO 3aIpoca.

78. Ilocie perucTpalyy 3anpoc Hanpasigercs B JlenapraMeHrT.

79. Tlocite MPUHATHS 3ampoca 3asgBUTENS OTBETCTBEHHBIM HCIIOJIHMUTENIEM, CTATYC

3arpoca 3asaBUTENIA B INTHOM KaOuHeTe Ha HOpTaJIe OOHOBIIsETCA A0 CTaTycCa «IIPHHATO».
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80. 3asBUTENEF HMEET BO3MOXHOCTh IIONydYeHUs HHPopMalmuu O Xoje
IPEIOCTABJIEHUS TOCYJapCTBEHHON YCIIYTH.

HNudopmauus o xone INpeJOCTaBlIeHUsS TIOCYNApCTBEHHOM YCIYTH HalpaBlseTCs
3adBUTENI0 B CPOK, HE IIPEBHIIAIOMMNA OAHOro pabodero MAHs IIOCIE 3aBEpIUCHUS
BBITIOJIHEHUS COOTBETCTBYIOLIETO IEHCTBHA, Ha aApec OJIIEKTPOHHON IIOYTHI HMIH C
UCIIONB30BaHueM cpencTB [lopTana mo BEIOOpY 3asiBUTEIL.

81. Ilpu mnpenoCTaBlieHWH TOCYJApCTBEHHON YCIyTH B OJEKTPOHHOH ¢(opme
3asIBUTENIO HAIIPABISETCA:

a) yBeIOMIEHHE O TpHEME W pErucTpalii 3anpoca U HHBIX JOKyMEHTOB,
HEOOXOTUMBIX JJIS IIPEOCTaBIIeHI TOCYJapCTBEHHOH YCIIyTH;

0) yBemoMieHHE O HEOOXOAMMOCTH YyCTpaHeHHs B TeueHue 10 paboumx nHen
BBHISBIIEHHBIX HApyIIEHWHA U (WJIH) IpeACTaBIeHUs TOKYMEHTOB, KOTOPbIE OTCYTCTBYIOT, B
Clydae, ecnu 3asBieHHe O(QOopMIIEHO C HapylleHHeM TpeOOBaHUM M (MIIH) JOKYMEHTHI
IPEeJCTaBIICHBl He B IOJTHOM 00beME;

B) YBeJIOMJIEHHE O TIPEAOCTABICHUH 3asBUTENIEM 3asBICHUS U (WIK) IPHIIAraeMbIX K
HeMY JIOKYMEHTOB, HaJIeXxaluM 00pa3oM ohOpMIICHHBIX M B IIOJTHOM 00BEME;

r) YyBeAOMIIEHHE O BO3MOXHOCTH IIONYYHTh Ppe3yNbTaT IPeAOCTaBICHHS
rOCyAapCTBEHHOH YCIYTH.

82. B kauecTBe pe3ysbTaTa IpeJoCTaBIeH!s [OCyJapCTBEHHOMN YCIIyTH 3asBUTEINb T10
ero BBIOOpy BmpaBe momyuutk JokymeHT CPP, ysemomienuwe o6 orkase B ¢opme
3JIEKTPOHHOTO JOKYMEHTa, MOANMCAHHOIO YINOJHOMOYEHHBIM JOJDKHOCTHBIM JIMIIOM C
UCIIOJIB30BaHHEM YCHICHHOH KBATM(HUIMPOBAHHON 3JIEKTPOHHOM IOIIHICH.

83. 3asgBuUTeNb BHOpaBe MONYUUTH pPe3yJNbTaT IPEJOCTaBICHHSA TI'OCYAapCTBEHHOU
yCIyrd B (opMe 3JIEKTPOHHOTO JOKYMEHTa HIIM JOKyMeHTa Ha OyMaXHOM HOCHTEIE B
TeyeHHe CpoKa JeHCTBUS pe3ylibTaTa IpeloCTaBlIeH s roCy JapCTBEHHOM YCIIYTH. ».

15. ITynktst 69-90 cuurars myHktamu 84-105.

16. B mpunoxennn Ne 4 k AJMUHHUCTPaTUBHOMY perjlaMeHTYy B OIOK-cxeMme
NpEIOCTAaBIEHUS TOCYJapCTBEHHOM YCIyrH @O BBlAa4e JOKYMEHTa, KOTODBIH

NOATBEPXKAACT, YTO IPOU3BOACTBO JIEKAPCTBEHHOI'O IIpernapara njii MEJUIHHCKOro
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IpHUMEHEHUS OCYILIECTBIEHO B COOTBETCTBHM C TpeOOBaHUAMHU IIPaBHI HaJJIeKalleH
NpOU3BOJCTBEHHOW TIPAaKTUKH, H IIOJUIEKUT IPEJCTaBICHHIO 10 TpeOOBaHHIO
YIOJTHOMOYEHHOTO OpraHa CTpaHbl, B KOTOPYIO BBO3UTCS JIEKApCTBEHHBIN Ipenapat, 610K
«[IpoBepka MPaBWIHHOCTU 3asBICHUA W HAMYUA IIPUIAraéMelX K HEMY IOKYMEHTOB»
H3JI0XKHTH B CIIEIYIOIIeH peJaKiuu:

«[IpoBepka MpaBHJILHOCTH 3asBIICHUS M HAJTMYHUS IPHIIaraeMbIX K HEMY JOKYMEHTOB,

(I)OpMI/IpOBaHI/Ie M HanpaBJICHUC MEKBCIOMCTBCHHOTO 3alIpocay.




