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O BHecennH H3MeHeHHuil B npuka3 MUHHCTEPCTBa NPOMBILLIEHHOCTH H TOProBJIH
Poccuiickoit ®egepanuu ot 26 mas 2016 r. Ne 1714 «O6 yrBepxkaeHnH
AJIMMHHCTPATHBHOIO perjiaMenTa MHHHCTEPCTBA NPOMBINLIEHHOCTH H TOPIrOBJIH
Poccuiickoit @eaepauuu no npexocTaBjleHHI0 FOCyA2PCTBEHHOH YCayru
10 Bbiaye 3aKJII4YeHHIl 0 COOTBETCTBHY IPOH3BOAHTE/ICH JIEKAPCTBEHHBIX CPEACTB
AJ1s1 MEAHIIHHCKOro NnpuMeHenus Tpedosanusm IlpaBua napiexamein
NPOH3BOACTBEHHOH NPAKTHKH»

YTBepauTh NpuUiaracMble U3MEHEHHsI, KOTOpble BHOCATCS B NpHKa3 MUHHCTEPCTBA
MIPOMBIIITIEHHOCTA U ToproBnu Poccuiickoit ®enepauuu ot 26 Mmas 2016 r. Ne 1714
«O6 yTBepxaeHUU AJIMUHUCTPATHBHOIO periiaMeHTa MUHUCTEPCTBa NPOMBILLIEHHOCTH
u toproBiu Poccuiickoii ®Penepanuu no NpeaoOCTAaBICHHUIO TOCYJAPCTBEHHOM YCIYyru
M0 BbIJAYe 3aKIIOYEHWH O COOTBETCTBUM IIPOU3BOAMTENEH JIEKAPCTBEHHBIX CPEACTB
JUIS. MEJUITUHCKOTO NpuMeHeHus TpeboBanusaM [lpaBun Haanexaineil nporu3BOICTBEHHON
IpakTHKW» (3aperucrpupoBaH MuuucrepctBoM toctuimu Poccuiickoii ®Denepanuu
9 asrycra 2016 r., peructpaurioHHbiii HoMep 43175), ¢ U3MEHEHHUSMH, BHECEHHBIMHU
npukazoM Munnpomropra Poccum 20 oktsa6ps 2017 r. Ne 3667 (3apeructpupoBaH

MunmncrepctsoM roctuliun Poccutickoit @enepanuu 16 Hos6ps 2017 r., peructpauioHHBIH

HoMep 48918).

Munuctp r\z \/Q:B. ManTtypos




YTBEPX/EHBI

npukasoM MuHnpomropra Poccun
oT /g’a,%m/ 2019 r. Ne_ 7293

N3MEHEHMWNS],

KOTOpbie BHOCATCH B NPpUKa3 MHHHCTEPCTBA NPOMBINLJIEHHOCTH H TOPTrOBJIH
Poccuiickoit ®eaepannu ot 26 masi 2016 r. Ne 1714 «O6 yrBepxaennu
AIMHHHCTPAaTHBHOIO perjamMenTa MUHHCTEPCTBA NPOMbILLIIEHHOCTH H TOPrOBJIH
Poccniickoii @eepaniny 1Mo NpeJoCTaBJIeHHIO FOCYAaPCTBEHHOH YCJIYTH O Bbiaave
3aKJII0YE€HHIH 0 COOTBETCTBHH NPOH3BOANTEIEH JIEKAPCTBEHHBIX CPEACTB AJIs
MeJHIHHCKOro npuMenenus TpeboBanusam IlpaBun Haanexamen
NPOU3BOACTBEHHOH NPAKTHKH»

;

1. ITyHKT 2 U3J10XKHUTH B ClIeAYIOLIEeH pelaKLyu:

«2. KoHTpons 32 HCHOJNHEHHEM HACTOSIIEr0 NpUKa3a BO3JIOXKWUTH Ha IIEPBOTO
3amecTuTenss MUHHCTpa NPOMBINUICHHOCTH M ToproBinu Poccmiickoit ®enepaiuu
C.A. Llp16a.».

2. B AIMMHHCTpaTMBHOM perjlaMeHTe MUHUCTEPCTBA TNPOMBILIIEHHOCTH H
ToproBnv Poccmiickoil ®@enepanuyd N0 NMPEAOCTaBIEHUIO TOCYAAPCTBEHHOW YCIYId IO
BbIJIa4y€ 3aKIIOYEHHH O COOTBETCTBUM IPOM3BOAMUTENIEH JIEKAPCTBEHHBIX CPEACTB s
MEAMLIMHCKOro IpHMeHeHUs TpeboBanusM IlpaBun Haanexamed NpOU3BOACTBEHHOU
IIPaKTHKH, YTBEPXKICHHOM YKa3aHHBIM [IPHUKa30M:

2.1. IlynxT 3 M310XUTh B CIENYIOLIEH pefaKIuu:

«3. Mnpopmamys o Mecte HaxoXAeHHs, CIPABOYHBIX TeneoHax, B TOM HYHCIIE
HoMepe TejieoHa-aBTOMHOpMaTopa, agpecax OQULHAIFHOTO CaifTa, 2IEKTPOHHOM IOYTHI
u (uma) dopmel obpatHOH cBsA3u, rpaduke (pexume) paboThl MuHHCTEpPCTBA
IPOMBINUICHHOCTH W TOproBiad Poccuiickod ®enepauuu, pasmeniaercs B (enepanbHOi
rocyapcTBeHHO# uHdopmanonHo# cucteMe «DeaepanbHsiil peecTp rocy1apCTBEHHBIX U
MYHHIMNAIBHBIX yeuyr (GyHKmuii)», B GenepalsHO rocy 1apcTBEHHOM HH(POPMAHOHHOM

cucremMe «ENMHBIA NOpPTai rocyIapCTBEHHBIX U MyHHLUNAILHBIX YCIyr (GyHKIHi)», Ha
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odpunmamsHOM caiite MuHUCTEpPCTBA MPOMBILUIIEHHOCTH M ToproBiu Poccuiickon
®enepaunn B MHPOPMALIMOHHO-TEIEKOMMYHUKAIMOHHON ceTtu «MHTEpHET» 1O ajpecy:
http://www.minpromtorg.gov.ru, http://www.MuanpomTOpr.p¢ (manee — opHUIMATBHBIN
caiiT MuHHCTEpCTBA).

TenedoHHble 3BOHKM OT 3asABUTENEH IO BOMPOCY MH(OPMHPOBaHHA O MNOPSAKE
NpeNOCTABIEHHS TOCYJAPCTBEHHON YCIyrd NPHHHAMAIOTCS B COOTBETCTBHH C rpadpuxoM
paboTel MuHKCTEPCTBa MPOMBILILIIEHHOCTH ¥ TOproBiu Poccuiickoit @enepanun.».

2.2. IlyHKT 4 NONOHUTH MOAITYHKTOM 9 ClieAyIOIIero CoepKaHMs:

«9) nepeyeHb HOPMATHUBHBIX MPABOBBIX AaKTOB, PETYIHUPYIOIUMX OTHOIICHHS,
BO3HHMKAIOIIME B CBSI3U C MPEJOCTaBIEHUEM TOCYyAAPCTBEHHOM YCIYIH, C YKa3aHHEM HX
PEKBU3HUTOB U UCTOYHUKOB OPHILIMATILHOTO OIyOIMKOBaHH.».

2.3. B myHkTe 6 cioBa «B ITyHKTE 3 HACTOSIIETO AJMUHUCTPATHBHOIO peraaMeHTa
3aMEHUTh CJIOBaMH «Ha o¢QuUManibHOM caiite MuHncTepcTBa, B (enepanbHON
rocyIapCcTBEHHOM nHGpOpMalluOHHOM cucTeMe «PenepanbHbli peecTp rocy 1apCTBEHHBIX U
MYHULHANANBHBIX yenyT (GyHkuuii)» u Ha [loprane».

2.4. HanmenoBanue mnoppasgena «HaumeHoBanue  QenepanpHOro  oprasa
UCIIOJHUTENBHOM BIACTH, MPEIOCTABISIOMET0 TOCYNAPCTBEHHYIO ycayry» pasaena Il
«CTaHaapT mnpenoCTaBlieHHs] TOCYAAapCTBEHHOM YCIyrw» H3JIOKUTE B CIEAYIOIIEH
peAaKLyu:

«HanmeHOBaHKE OpraHa, IpeIOCTABISOIIEr0 rOCy JapCTBEHHYIO YCIYTy».

2.5. ITyHkt 15 u3n0XuUTh B CIEAYIOIIEN pelaKIUu:

«15. Pe3ynbraToM mnpenoCTaBl€HUs TOCyHApCTBEHHOM YCIyI'M SBISETCS BblJaya
3aKJIFOUE€HHS O COOTBETCTBHH [IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB 1JIs1 MEAMIIMHCKOrO
npuMeHeHuss TpeboBanuaMm IlpaBun Hajgnexamed NPOU3BOACTBEHHOM IMPaKTHKU
(manee — 3aKIIIOUEHUE).».

2.6. lononHuTh MyHKTOM «16(1)» cnemyromero coaepxaius:

«16(1). Cpox Ha ycTpaHEHHWE HApyLIEHUH B IPEACTABICHHBIX JOKYMEHTaXx

3asABUTCIIEM B ClIy4ac HCIIOJHOTBI H (I/IJII/I) HEOAOCTOBCPHOCTH CBeIleHHﬁ, COACPIKAIIHNXCH B



3adBJIEHMH U (WJIK) MPUIIOKEHHBIX K HEMY JOKYMeHTax, coctapiseT 20 pabouux AHe# ¢
JIaThl TIOJY4EHUS COOTBETCTBYIOLIETO YBEJOMIICHUS.».

2.7. HaumeHoBanue moapaszaena «llepedyeHr HOpPMAaTWBHBIX IIPaBOBBIX aKTOB,
PEryIHpPYIOLIMX OTHOLIEHNUS, BOSHUKAIOIIKE B CBA3U C IPEAOCTAaBIECHUEM IOCY JapCTBEHHOH
ycayruy pazaena Il «Ctanaapt npefocTaBieHHs roCyAapCTBEHHON YCIIyTH» H3JIOXKHThH B
CleAyIOLed peaaKLiuu:

«HopMaTtuBHBIE [IPaBOBBIE aKTBhl, peryiaupyromue MpEeNOCTaBICHUE
roCyAapCTBEHHOM YCIYTH».

2.8. Ilynkr 17 n3n0XUTh B CIEAYIOLIEN pellaKIUu:

«17. TlepeyeHp HOPMAaTHUBHBIX IIPABOBBIX AKTOB, PETYJMPYIOLIUX MPENOCTaB/ICHHE
roCyJapCTBEHHON yciuyrd (C yKa3aHHEeM pEKBH3HTOB M HCTOYHHMKOB OQHUHAIBHOIO
OnyOJIMKOBaHMs), MOIJEKHUT 0053aTENEHOMY pa3sMELICeHUI0 Ha OQHIHMaNbHOM caiTte
MunucrepcTBa, B (denepaibHON rocylapcTBeHHOH HMHGOpPMALIMOHHOM  CHCTEME
«DeiepalbHbIi PeecTp rocyJapCTBEHHBIX M MYHHIMIAIBHBIX YCIyr (GyHKUHH)» U Ha
[TopTaine.».

2.9. ITyHKT 22 W310XUTH B CIEAYIOLIEH pelaKLuu:

«22. Jlna mpenocTaBieHHs TOCYJApCTBEHHOW YCIyr'd HEOOXOMUMBI CIIEAYIOIIHE
JOKYMEHTBI, HaXOJSIIMECS B PAaCHOPSIKEHUH TIOCYJapCTBEHHBIX OpPraHOB M KOTOpHIE
3asBUTEINb BIIpaBe NPECTAaBUTh IO COOCTBEHHOM MHULIUATHBE:

JOKYMEHT, TOATBEpXAAlolii (akT ymiarel IUIaTeXXa 3a BbAa4y 3aKIIOYEHHS,
HaxopasLuiica B pacnopspkeHun PeepanbHOro KasHayeicraa;

BBINKCKA ¥3 EQMHOro rocyjapcTBEHHOTO peecTpa IOpUINYECKUX JIUL (BBIIUACKA H3
EOWHOTO  roCyaapCTBEHHOrO  peecTpa  HMHIWBHUAYANBHBIX  NpeIlIpUHUMATENICH)
HaxoAsInasics B pacnopsokeHun OeepalibHONR HAIOTOBO! CITyKOBI.

Ecnu yxazaHHble B HACTOSIIEM ITyHKTE JOKYMEHTHI HE IPE/ICTaBIEHBI 3asBUTEIIEM 110
COOCTBEHHOM HHHMLIMATHBE, COJEpXKallyuecs B YKa3aHHBIX JOKyMEHTax CBEJCHHS
3anpallivBalOTCs MUHUCTEPCTBOM Y COOTBETCTBYIOLIMX TOCYJAapCTBEHHBIX OpPraHoOB, B
pacnopsHDKEHHH KOTOPBIX COOTBETCTBYIOINHME CBEACHUS HAXOUATCS, MyTeM oOpamieHus K

WH(OPMALIMOHHBIM peCypcaM JTHX TIOCYJapCTBEHHBIX OPraHOB WM IOCPEICTBOM
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MEXXBEIOMCTBEHHOTO 3JIEKTPOHHOTO B3aUMOJIECHCTBHS IO 3alpoCy B COOTBETCTBHH CO
crateeit 7.2 ®enepanpHoro 3akoHa or 27 uronsg 2010 r. Ne 210-03 «O6 opranuzanuu
NpeIOCTaBJIeHUd  TOCYJApCTBEHHBIX W  MyHHuunaipHeix  ycunyr»  (Cobpanue
3akoHomaTenbcTBa Poccutickoit @®enepanuu, 2010, Ne 31, cT. 4179; 2011, Ne 15, ct. 2038;
Ne 27, ct. 3873, ct. 3880; Ne 29, ct. 4291; Ne 30, ct. 4587; Ne 49, ct. 7061; 2012, Ne 31,
cT. 4322; 2013, Ne 14, ct. 1651; Ne 27, ct. 3477, ct. 3480; Ne 30, ct. 4084; Ne 51, c1. 6679;
Ne 52, ct. 6952, ct1. 6961, c1. 7009; 2014, Ne 26, c1. 3366; Ne 30, cT. 4264; Ne 49, ct. 6928;
2015, Ne 1, cT. 67, cT. 72; Ne 10, c1. 1393; Ne 29, ct. 4342, ct1. 4376; 2016, Ne 7, ct. 916;
Ne 27, ct. 4293, c1. 4294; 2017, Ne 1, cT. 12; Ne 31, c1. 4785; Ne 50, ct. 7555; 2018, Ne 1,
cT. 63; Ne 9, ct. 1283; Ne 17, ct. 2427; Ne 18, cT. 2557; Ne 24, ct. 3413; Ne 27, ct1. 3954;
Ne 30, cT. 4539; Ne 31, ct. 4858).

Henpenacrapinenue 3asgBUTENEM yKa3aHHBIX JOKYMEHTOB HE SIBJSETCS OCHOBAaHHUEM
11 OTKa3a 3asiBUTENIO B IPEAOCTaBICHUH FOCYAAPCTBEHHON yCIyTH.».

2.10. ITyHKT 23 U3710XXKUTH B CAEAYIOIIEH pelaKI[uu:

«23. 3anpemaetcs TpeOGOBATH OT 3aABUTEIIS:

IIpeICTaBlIeHUs] JOKYMEHTOB M HMH(OpMAlM WIM OCYILIECTBICHHS ACHCTBHM,
IIPEICTABICHAE WM OCYIIECTBIEHHE KOTOPHIX HE MPEAYCMOTPEHO HOPMaTHBHBIMU
IIPaBOBBIMHM aKTaMH, PpETYJHUPYIOLIMMH OTHOIUEHMS, BO3HUKAIOIIHE B CBA3H C
IIPEIOCTABJIEHHEM TOCYIapPCTBEHHOM YCITyTH;

NpeICTaBieHUs] [OKYMEHTOB # HHGOpMAIMH, KOTOpPHlE B COOTBETCTBHH C
HOPMAaTMBHBIMH TpaBOBHIMM akTamH Poccuiickoii ®enepanuu, HOPMAaTUBHBIMU
IIpaBOBBIMHU aKTaMH CyOBekTOB Poccuiickoii @enepaiiui 1 MyHUIIMIAIBHEIME TIPaBOBBIMH
aKTaMM HaxolATCi B pacClOpPSKEHUU TOCYNApCTBEHHBIX OPIraHOB, IPEIOCTABIISIOMIUX
rOoCyJapCTBEHHYIO YCIyry, HHBIX TOCYJAapCTBEHHBIX OpraHOB, OpPraHOB MECTHOTO
CaMOYIpaBcHHS M (WiM) MOABEJOMCTBEHHBIX TOCYJApCTBEHHBIM OpraHaM M OpraHam
MECTHOI'O  CaMOYNpaBIE€HUS  OpPraHM3alM{, YYacTBYIOIIMX B  IPEAOCTABICHHH
rOCyAapCTBEHHBIX HJIH MYHHUIMIIAIBHBIX yCIIYT, 33 HCKIIOYEHHEM JOKYMEHTOB, YKa3aHHBIX
B4acTH 6 crateu 7 OenepanpHoro 3akoHa ot 27 urons 2010 r. Ne 210-03 «O6 opranusanuu

IpEaOCTAaBJICHUA IrOCYJapCTBEHHBIX U MYHHUITUIIAIBHBIX YCIayr»,



NpeACTaBJIeHHs] JOKYMEHTOB W HH(POPMALH, OTCYTCTBHE U (WJIH) HEAOCTOBEPHOCTh

KOTOPBIX HE YKa3blBAJUCh MpU MNEPBOHAYAIBHOM OTKa3e B IPEAOCTaBICHUH
rOCyapCTBEHHOM YCIIYTH, 32 HCKIIOYEHHUEM CIIy4aeB, PelyCMOTPEHHBIX MyHKTOM 4 4acTu
1 crateu 7 Penpepanphoro 3akoHa oT 27 mrons 2010 r. Ne 210-03 «O6 opranuzanuu
MIPEeIOCTABJIEHUS TOCYJapCTBEHHBIX M MyHUIIUIIAJIBHBIX YCIIYT»;

NPEACTABICHUS JOKYMEHTOB, MOATBEPXKIAIOLINX BHECEHHE 3asBHUTEIEM ILIAThHI 34
NIPeAOCTaBIIEHHE FOCYAaPCTBEHHOM YCIYTH;

COBEpIIEHUS HMHBIX JEHCTBUHM, KpOMe TMPOXOXACHUS MISHTH(PUKALUH H
ayTeHTU(UKAIIMK B COOTBETCTBHH C HOPMATHMBHBIMH INPaBOBBIMH aKTaMu PoccHiCKOM
Deneparyu, yKasaHus e IIpHeMa, a TaK)Ke MPeJOCTaBlIeHHs CBeJeHUH, HEOOXOAUMBIX
JUIS pacyeTa JUINTEIbHOCTH BpeMEHHOTO HHTEpBasia, KOTOPhIi HE00X01UMO 3a0pOHMPOBATH
JUIS IpUeEMa.

3amnpelnaeTcs OTKa3blBaTh B IPHUEME 3apoca M MHBIX JOKYMEHTOB, HEOOXOAMMBIX
JUIA TIPeOCTaBIIEHUS TOCYJapCTBEHHOHN YCIyrd, B Cily4ae €ClIM 3alpoc U JIOKYMEHTHI,
HeOOXOUMbIE AJIS [IPENOCTaBIECHUS TOCYJapCTBEHHO! yCIIyTH, NOAAaHbl B COOTBETCTBUH C
uHpopMaluell O CpoKax W MOpSAKE IPEeAOCTaBIE€HUS TOCYJApCTBEHHOW YCIyrIH,
onybnukoBaHHoi Ha [loprane.

3anperaercs OTKa3plBaTh B IPEJOCTABIEHUM FOCYNApCTBEHHOM YCIYTH B Cilydae,
€CJIM 3alpoC ¥ JOKYMEHTHI, HeOOXOAUMEIE JUIsi IPEAOCTABIICHUS TOCY JapCTBEHHOH YCIIyIH,
IIOJIaHbl B COOTBETCTBHM C HH(QOpManueidl O cpokax ¥ HOpsAAKe MpeAoCTaBICHHUS
roCyJJapCTBEHHOM yciyry, onybnukoBaHHOH Ha [lopTane.».

2.11. IlyHKT 26 NONONHATH NOAMYHKTOM «I» CIEAYIOIIETO COAEPIKAHHUS:

«T) OTCYTCTBHE NMOATBepXJcHHs (paKTa ymjaTel IuiaTeXxa 3a BbIAA4y 3aKIIOYEHHS,
B COOTBETCTBMM C IOANYHKTOM «a» MmyHKTa 15 IlpaBmn opraHuzanuum W NpOBEAECHHUS
WHCIEKTHPOBAHHWA IPOU3BOJUTENIEH JIEKAPCTBEHHBIX CPEACTB HAa COOTBETCTBHE
TpeOOBaHMAM MpaBHI HaJneXalled NPOM3BOACTBEHHON INPAaKTHKH, a TaKXKE BLIJAYH
3aK/IIOYEHHA O COOTBETCTBMM IIPOM3BOAMTENA JIEKAPCTBEHHBIX CPEACTB YKa3aHHBIM
TpeGoBaHusAM, YTBEPKAEHHBIX mocTaHoBleHueM [IpaBurenscta Poccuiickoit ®eaeparmm

or 3 nexabps 2015 r. Ne 1314 «OG6G ompeieneHMd COOTBETCTBHS HPOH3BOIUTENEH
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JICKApCTBEHHBIX CpeACTB TpeOOBaHMAM IMpaBWJ HaAJexalled NpPOU3BOACTBEHHOM
MIPaKTUKH.».

2.12. HaumeHnoBanue nogpasgena «TpebGoBaHus K TOMEIIEHUSM, B KOTOPBIX
NpeJOCTaBIsgeTCs TOoCyJapCTBEHHas YCiyra, K MECTy OXUAAaHUSA W IpUeMa 3asgBUTEIIEH,
pa3MeIeHHI0 B 0hOPMIIEHHIO BU3YalbHOM, TEKCTOBOM U MyJIbTUMEANNAHOM HHPOpManHH O
NOpAAKE TpPeJOCTaBI€HHsS TrocyaapcTBeHHOM ycayrm» pasaena Il «Cranpapr
MIPEIOCTAaBJICHUS FOCYAaPCTBEHHOM yCIyTW» U3NO0XKHUTE B CAEAYIOLIEH peaakuuu:

«TpeboBaHus K NOMELIEHHSAM, B KOTOPBIX MPENOCTAaBIAETCS TOCYJAapCTBEHHAas
yciyra, K 3aly OXXHJaHMs, MECTaM Jyisl 3alOJIHEHHWS 3alIpoCOB O IIPEAOCTaBICHUU
roCyJapCTBEHHON YCIyrd, HHGOPMAIMOHHBIM CTeHJaM ¢ o0pa3laMy UX 3allOJHEHHS U
IepevyHeM JOKYMEHTOB, HEOOXOAMMBIX ISl NPEJOCTABICHUS KaXKJOW rocyaapCTBEHHOM
YCIyTd, pa3MELIEHUI0 U O(OPMIIEHHIO BU3YaJbHOH, TEKCTOBOM M MYJIbTHMEIUHMHOM
uHpOpMaIMK O TOPAIKE MPENOCTABICHUS TaKOW YCIYrH, B TOM 4YUCiIE K ODECIEYEHHUIO
JOCTYMHOCTY JJI MHBAJIUAOB YKa3aHHBIX 00BEKTOB B COOTBETCTBUHU C 3aKOHOJAATEIILCTBOM
Poccuiickoit @enepanuy 0 COUUAIBHOMN 3alIUTE UHBATIUIOBY.

2.13. Ilynxt 30 mocne cnoB «miaTel 3a WX OKa3aHWE» JOIOJHHUTH CJIOBaMH
«(Cobpanue 3axkoHoparenibcTBa Poccuiickoit @enepaunn, 2011, Ne 20, cr. 2829; 2012,
Ne 14, ct. 1655; Ne 36, c1. 4922; 2013, Ne 33, c1. 4382; Ne 49, ct. 6421; Ne 52, ct. 7207,
2014, Ne 21, ct. 2712; 2015, Ne 50, ct. 7165, ct. 7189; 2016, Ne 31, ct. 5031; Ne 37,
cT. 5495; 2017, Ne &, ct. 1257; Ne 28, cT. 4138; Ne 32, cr. 5090; Ne 40, ct. 5843; Ne 42,
cT. 6154; 2018, Ne 16, cT. 2371; Ne 27, c1. 4084; Ne 40, ct. 6129; 2019, Ne 5, ¢1.390).».

2.14. A63an BTopo# myHKTa 35 M3JI0XHUTH B CIEAYIOUIEH peaaKkium:

«B cootBercTBHM ¢ DenepanbHbIM 3aKOHOM OT 24 Hos6ps 1995 r. Ne 181-03
«O convaneHOM 3amure HWHBAIMAOB B Poccuiickoit @epepauun» (Cobpanue
3akoHozarenscTBa Poccuiickoit @enepammn, 995, Ne 48, cr. 4563; 1998, Ne 31, ct. 3803;
1999, Ne 2, ct. 232; Ne 29, ct. 3693; 2000, Ne 22, ct. 2267; 2001, Ne 24, ct. 2410; Ne 33,
cT. 3426; Ne 53, ct. 5024; 2002, Ne 1, ct. 2; Ne 22, c1. 2026; 2003, Ne 2, ct. 167; Ne 43,
cT. 4108; 2004, Ne 35, c1. 3607; 2005, Ne 1, ct. 25; 2006, Ne 1, c1. 10; 2007, Ne 43, ct. 5084;
Ne 49, ct. 6070; 2008, Ne 9, ct. 817; Ne 29, c1. 3410; Ne 30, ct. 3616; Ne 52, ct. 6224; 2009,
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Ne 18, cr. 2152; Ne 30, ct. 3739; 2010, Ne 50, ct. 6609; 2011, Ne 27, ct. 3880; Ne 30,
cT. 4596; Ne 45, c1. 6329; Ne 47, ct. 6608; Ne 49, ct. 7033; 2012, Ne 29, ct. 3990; Ne 30,
cT. 4175; Ne 53, ct. 7621; 2013, Ne 8, ct. 717; Ne 19, ct. 2331; Ne 27, ct. 3460, cT. 3475,
cT. 3477; Ne 48, ct. 6160; Ne 52, ct. 6986; 2014, Ne 26, ct. 3406; Ne 30, ct. 4268; No 49,
cT. 6928; 2015, Ne 14, ct. 2008; No 27, cT. 3967; Ne 48, c1. 6724; 2016, Ne 1, c1. 19; Ne 52,
ct. 7510; 2017, Ne 11, ct. 1539; Ne 23, ct1. 3227; Ne 24, ct. 3485; Ne 31, ct. 4766; Ne 45,
cT. 6581; Ne 50, cr. 7563; 2018, Ne 1, ct. 61; Ne 11, ct. 1582, cr. 1591; Ne 31, ct. 4861)
HHBalMAaM 00eCTIeYnBaIOTCA:».

2.15. IlyHKT 36 U30XUTH B CIEAYIOLIEH peaaKiim:

«36. B MecTax OXXMJAHHUSA W NpHEeMa 3asdBUTENEH pasMeIIaloTcs WH(PpOpMaLOHHbIE
CTeHAbl WiIH o0opyayercs HH(DOPMALMOHHBIN SJEKTPOHHBIM TEPMHHAJ, COJEpXKaIiHe
“HGOPMALIHIO O OPAAKE NMPEOCTAaBIEHUS TOCYTapCTBEHHON YCIYTH.».

2.16. HaumenoBanue mnogpaspena «lloka3arenu JOCTYMHOCTH M Ka4decTBa
rOCyJlapCTBEHHOM YCIyrH, B TOM 4YHCJE KOJWYECTBO B3aUMOACHUCTBHM 3aBUTENS C
JOJDKHOCTHBIMM JIMLIAMH TIpH IIPEHNOCTaBIEHMH TOCYHAapCTBEHHOM YCIyrH H HX
IIPOJOJDKUTENIBHOCTh, BO3MOXKHOCTh  IIOJIy4€HHS  T'OCYyJapCTBEHHOM  yCIyTH B
MHOrO(YHKIHOHAJIBHOM LIEHTPE NPEeJOCTaBIeHUS TOCYAapCTBEHHBIX ¥ MyHUIMNAIBHBIX
YCIIyT, BO3MOXHOCTh MOJTy4YeHHI NHGOPMALHU O XO€e MPeJOCTaBIEHUS TOCyJapCTBEHHON
yCIYyTH, B TOM UYHCJIE C HCIOJB30BaHHEM HHGOPMAIHOHHO-KOMMYHUKALMOHHBIX
TexHonorui» paszgena Il «Cranpapt npenocTaBieHHS TOCYJNApCTBEHHOM YCIyTH»
U3JI0KUTD B ClIeyIOIIel peaaKiuu:

«lTokazarenu JOCTYNHOCTH M Ka4decTBa I'OCYHApPCTBEHHOM YCIYI'H, B TOM 4HCIIE
KOJIMY€CTBO B3aMMOJIEHCTBUH 3asIBUTEINS C AODKHOCTHBIMU JTMIIAMH IIPH NPENOCTaBICHUH
roCyJapCTBEHHOH YCIyrM W HX NOpPOAOIKUTENBHOCTh, BO3MOXXHOCTh IOIYYEHUS
HHOpPMAaLMM O XOJA€ IIPeJOCTaBJI€HHUS TIOCYyJapCTBEHHOM YCIyTrH, B TOM YHCIE
C MCHOJb30BaHUEM HH(POPMAIIMOHHO-KOMMYHUKAIIMOHHBIX TEXHOJIOTMH, BO3MOXHOCTb
100 HEBO3MOXKHOCTH MOJYYEHHS rOCYAApCTBEHHOH YCIyrd B MHOro()yHKLHMOHAJIbHOM
LEHTpE IIPENOCTABIIEHUS I'OCYJAapCTBEHHBIX M MYHHIMNAIBHBIX YCIYr (B TOM 4YHUCIHE

BIIOJHOM 00bEéMe), B J1000M  TEppPUTOPUAILHOM  NOJpAa3lielieHHHd  OpraHa,



IIPEAOCTaBIAIOLLETO roCyapCTBEHHYIO yCIyry, 1o BBIOODY 3agBUTENS
(3KCTEpPUTOPHATIBHEIM TPUHIINI), IOCPEICTBOM 3aIIpoca O NPEAOCTaBIEHHN HECKOIBKUX
rocyJapCTBEHHBIX ¥ (MJIM) MyHHLUNAIBHBIX YCIYI B MHOTOQYHKIHOHAIBHBIX LEHTPAX
IPEAOCTAaBJIEHHS TOCYJapCTBEHHBIX M MYHHUIMNAIBHBIX YCIYr, IIPelyCMOTPEHHOrO
cratheii 15.1. ®enepanbroro 3akona ot 27 urons 2010 r. Ne 210-03 «O6 opranusanmu
NpEeAOCTABIICHUS IOCYJapCTBEHHbIX 1 MyHUIIMIIATBHBIX YCIYI».

2.17. B nyHkre 40:

CJI0Ba «rOCYJApCTBEHHBIMH TIPOXAAHCKHMHU CIYXalLMMH» 3aMEHHWTh CJIOBaMH
«IOJDKHOCTHBIMHY JIMLIAMUY;

ClIOBA «, O IepeohOpPMIICHHH JIMIEH3UI» 3aMEHHUTh CIOBaMH «TOCYJapCTBEHHOM
YCIIyTH».

2.18. B nynkre 41 nocne Cl10B «MyHULUNAIBHBIX YCIYr» JOIOJIHUTD CJIOBAMH «, B
TOM YHCJIE MOCPEICTBOM 3arpoca O NPeOCTaBIeHAN HECKOIBKHX rOCy JapCTBEHHBIX YCIyT
(KOMILIEKCHBIH 3ampoc), a TaKXKe M0 SKCTEPPUTOPHATIBHOMY IIPHHIUILY .

2.19. HaumeHnoBanue nogpasjena «iHele TpeboBaHUS, B TOM YHCIIE YYUTHIBAIOIIME
0COOEHHOCTH TIPEAOCTaBIEHHsS TOCYAApPCTBEHHOH YCIYrH B MHOTOQYHKIMOHAJIBHBIX
IEHTpax MpPEeAOCTABJIEHHs T'OCYJapCTBEHHBIX M MYHHIMIIANBHBIX YCIYyr M OCOOEHHOCTH
IpeOCTABJICHHS TOCYAAPCTBEHHON YCIIYTH B 3J1eKTpOHHOM dopme» pasaena Il «Cranpapr
[PEAOCTABIIEHHS T'OCYAapCTBEHHOM YCIIyTH» H3JI0XKHUTh B CIIEAYIOIIEH peaKIMH:

«HHubie TpeGoOBaHMA, B TOM YHCIIE YYUTHIBAIOIIME OCOOCHHOCTH IPENOCTaBICHHUS
roCyJapCTBEHHOH YCJIYTH 10 SKCTEPPUTOPHANBHOMY IPHHIMILY, B Cly4ae, €Clid
roCyJapCTBeHHas ycCiayra MNpEeAOCTaBIsSeTCS MO SKCTEPPHUTOPHUAIBHOMY IPHHLUIY H
0COOGEHHOCTH TPEIOCTABICHUA TOCYaPCTBEHHOM YCIYTH B 3JIEKTPOHHOH (hopMer.

2.20. I1yskT 42 nonoIHUTH ab3alieM CIIeYIOIIEro COAEepIKaHHUs:

«B0O3MOXHOCTh TIOJIy4EHHS TOCYAapCTBEHHOM YCIyrH B MHOTOQYHKLMOHAJIBHOM
LEHTpe TMpEeNOCTaBIE€HHAA TOCYAApCTBEHHBIX W MYHULMINAIBHBIX YCIyr ¥ IO
AKCTEPPUTOPUATIBHOMY IPUHLIKIY HE MPEAyCMOTPEHA. ).

2.21. HanmenoBanue pazzena Ill #310XuTh B cneayroweid peaaKkiuu:
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«III. CocraB, mociemoBaTeNbHOCTh W CPOKH BBIIIOJIHEHUS aJMHHHCTPAaTHBHBIX
npoueayp (aeicTBuit), TpebOBaHUSA K MOPAIKY MX BBIIOJIHEHHUS, B TOM YHCIle OCOOEHHOCTH
BBIMOJIHEHUS aMHHHUCTPATHUBHBIX MpoUeAyp (OeWCTBHIT) B 2JIEKTPOHHOH dopMe, a Takxke
OCOOEHHOCTEHl  BBINOJIHEHHS  aJMHHUCTPAaTHBHBIX  mpouedayp  (neicrtBuii) B
MHOTO(YHKIIHOHAJIBHBIX LIEHTpax NMPEJOCTaBICHHUS FOCYJapCTBEHHBIX 1 MyHHUIIUNIATBHBIX
yCIyD».

2.22. B myHkrte 43:

MIOAMYHKT «I» H3JIOXKUTH B CIEAYIOLIEH peJakiuu:

«r) TNOpSAOK OCYILIECTBICHHS aJIMHHHCTPAaTHBHBIX Tmpounenyp (zeiictBuii) B
2JIEKTPOHHOH ¢opMe, B TOM 4YHCI€ C HKCNONb30BaHWEeM [loprana, B COOTBETCTBHH C
nojoxeHuamMu crate 10 @DenepanpHoro 3akoHa ot 27 wmons 2010 r. Ne 210-P3
«O0 opraHu3zaluy NpeJOCTaBICHUS TOCY JaPCTBEHHBIX YCIIyI».»;

JIOTIOJTHATH MOAIYHKTaMH «JI»-«X CIEeAYIOIIEro CoOAepKaHUsL:

«) TONy4YeHHWE 3asSBUTEIEM KOIMM pElIeHHS O IPOBEJCHHUH WHCIEKTHPOBAaHHS
HWHOCTPAaHHOTO MPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEJCTB AJIS MEAULIMHCKOIO IPUMEHEHUS;

€) TMOpAIOK  BBIMOJHEHHS  aJMHUHHCTPATUBHBIX  mpouenyp  (aeiicTBuil)
MHOTOQYHKIIMOHAIFHBIMH ~ LIEHTpaMH  MNPEIOCTaBICHUS  TOCYINApCTBEHHBIX  H
MYHHULMNAIBHBIX YCIIYT;

X) MOPSAAOK HCHpaBlI€HHs JOMYyIIEHHBIX ONEeYaTOK W OIMOOK B BBIIAHHBIX B
pe3yJibTaTe NpelOCTaBIEHUS TOCY JapCTBEHHON yCIyTU AOKYMEHTaX.».

2.23. IlyskT 44 npu3HaTh YTPATUBLIUM CHUIY.

2.24. Ilynktsl 50-51 U3n0XUTH B cleAyIOLIEH peaakiuu:

«50. Opradumzanuss W  TOpOBEJCHHE  HHCIEKTUPOBAHHS  MPOU3BOAUTENEH
ocyllecTBinsercs MUHHCTEpPCTBOM B paMKax JIMIIEH3MOHHOrO  KOHTPOJs  3a
OCYLIECTBIICHHEM  [EATEIBHOCTA 1O MPOU3BOJACTBY  JIEKAPCTBEHHBIX  CPEICTB,
OCYIIECTBIIIEMOI'0 YIIOJJHOMOUYEHHBIM OPTraHoM B NOPSAKE, yCTaHOBJIEHHOM DenepanbHbIM
3aKOHOM OT 26 naexabps 2008 r. Ne 294-®3 «O 3amute mpaB IOPUAMYECKHX JIMI[ M
UHIVBHIYAJIbHBIX MPEANPUHAMATENIEH TP OCYLIECTBIEHUH I'OCYIapCTBEHHOTO KOHTPOJIS

(Han3opa) M MyHuIMnaasHOro Koutposs» (CobpaHue 3akoHOAarenscTBa Poccuiickoit
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®epepanun, 2008, Ne 52, ct. 6249; 2009, Ne 18, c1. 2140; Ne 29, ct. 3601; Ne 52, ct1. 6441,
2010, Ne 17, cr. 1988; Ne 31, ct1. 4160, 4193, 4196; 2011, Ne 7, ct. 905; Ne 17, ct. 2310;
No 23, ct. 3263; Ne 27, c1. 3873; Ne 30, cr. 4590; Ne 48, ct. 6728; 2012, Ne 19, cT. 2281;
Ne 26, c1. 3446; Ne 31, ct. 4320, 4322; Ne 47, ct. 6402; 2013, Ne 9, c1. 874; Ne 27, ct1. 3477,
Ne 30, ct. 4041; Ne 48, ct. 6165; Ne 52, ct. 6961, 6979, 6981; 2014, Ne 26, ct1. 3366; Ne 30,
ct. 4220, 4235, 4243, 4256; Ne 42, ct. 5615; Ne 48, ct. 6659; 2015, Ne 1, ct. 72, 85; Ne 18,
cT. 2614; Ne 27, cr1. 3950; Ne 29, ct. 4339, 4362; Ne 48, c1. 6707; 2016, Ne 11, ct. 1495;
Ne 27, c1. 4160, 4164, 4194, 4210; Ne 50, ct. 6975; 2017, Ne 9, c1. 1276; Ne 18, ct1. 2673;
Ne 31, ct. 4742; Ne 49, ct. 7304; 2018, Ne 1, ct. 26, 27; Ne 18, ct. 2564; Ne 32, ct. 5116;
Ne 45, ct. 6841; Ne53, ct. 8406, ct. 8437; 2019, Ne 12, cT. 1231), ¢ yyeToM ocoOeHHOCTEH,
ycTaHOBIEHHBIX DPenepanbHbIM 3aK0HOM OT 4 Mad 2011 1. Ne 99-®3 «O nuueH3upoBaHUHU
OTIENBbHBIX BUIOB AearensHocT» (Cobpanue 3akoHoaatenscTBa Poccuiickoi ®enepanym,
2011, Ne 19, ct. 2716; Ne 30, ct. 4590; Ne 43, ct. 5971; Ne 48, ct. 6728; 2012, Ne 26,
cT. 3446; Ne 31, ct. 4322; 2013, Ne 9, ct. 874; Ne 27, ct. 3477; 2014, Ne 30, ct1. 4256; Ne 42,
cT. 5615; 2015, Ne 1, cr. 11, cT. 72; Ne 27, ct1. 3951; Ne 29, ct. 4339, ct. 4342, cT1. 4389;
Ne 44, ct. 6047; 2016, Ne 1, ct. 50, cT. 51; 2017, Ne 31, c1. 4765; 2018, Ne 1, ct. 35, cT. 87;
Ne 31, c1. 4838; Ne 32, c1. 5109, c1. 5116; Ne 45, ct. 6841; Ne 53, ct. 8424).

51. B ciiydae OpUHATHS pelICHHUs O MPOBEACHUM WHCIEKTUPOBAHUS WHOCTPAHHOIO
MIPOU3BOAUTENS 3asABICHUE M JOKYMEHTHI, YKa3aHHble B MyHKTax 18 u 19 Hactogmero
AZMUHHUCTPAaTUBHOIO PErjaMeHTa, HaNpaBisIOTCHd MHUHHCTEPCTBOM B YIOJTHOMOUYEHHOE
yYpeXACHHE B CPOK, HE MPEBHINAIOIMUM Tpex pabounx JHe# co JHS NPUHATUS PEIICHHUS O
[IPOBEJIEHUH UHCTIEKTHPOBAHUS.Y.

2.25. lononHutk myHKTOM «51(1)» cnenyiomero coaepxaHus:

«51(1). Pemienue o npoBeAeHHH MHCIIEKTHPOBAHKS MHOCTPAHHOIO IPOM3BOIUTEIS
JIEKapCTBEHHBIX CPEACTB JJI1 MEIULMHCKOIO IpUMEHEHHs OQopMiseTcs NpruKazoM
MunucrepcTBa, B KOTOPOM YKa3bIBAa€TCs CIEIYIOLIEE:

a) TOJNHOE M COKpallleHHOe (NpH HaIN4YWK¥) HAUMEHOBAaHHE MHOCTPAHHOTO
NPOU3BOAMTEIS JIEKAPCTBEHHBIX CPEACTB JUISl MEAUIIUHCKOTO IPUMEHEHUS;

6) opranuzauKnoHHO-npaBoBas hopma (IIpH HATMYKH) HHOCTPAHHOTO IIPOU3BOIHUTEIS
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JIEKapCTBEHHBIX CPEACTB IS MEOULIMHCKOIO IPUMEHEHHUS;

B) MECTO HAXOXAE€HUS WHOCTPAHHOTO IPOU3BOAUTENA JIEKAPCTBEHHBIX CPEJCTB IS
MEIULUHCKOro NPUMEHEHNS;

I) MECTO OCYIIECTBJIIEHUS MAEATENbHOCTH HHOCTPAHHOTO  TIPOM3BOIUTEIS
JIEKapCTBEHHBIX CPEJICTB IS MEAULIMHCKOIO MPUMEHEHHS;

1) HOJMHOE W COKpalleHHOe (TP HaIW4YMH) HaWMEHOBAHHE YIOJIHOMOYEHHOI'O
OpeACTaBUTENs] HHOCTPAHHOTO IIPOM3BOJAUTENS JIEKAPCTBEHHBIX CpeacTB  (eciu
NPUMEHUMO) ISl MEJULIMHCKOT'O IIPUMEHEHHS.

Komnus pelieHuss 0 npoBeACHUHM MHCIEKTHPOBAHUS WHOCTPAHHOIO NPOU3BOJUTENS
JIEKapCTBEHHBIX CPEJICTB JJisI METUITHHCKOTO NPUMEHEHHUS pa3MeIaeTcs Ha OQHUIHAIEHOM
caiite MunucTepcTBa.».

2.26. Ilynxtbl 54, 57-62 npu3HaTh yTpaTUBIIMMU CHITY.

2.27. B nyHkTe 63:

HNOJITYHKTHI «0» M «I» MPU3HATh YTPATUBLIUMHU CHILY;

MOAIYHKTBI «I»-«X» U3JI0XKHUTh B CIEIYIOMIEH pelaKuu:

«J1) MECTO OCYIIECTBIIEHUS JESATEIbHOCTH;

€) JlaTa HHCTIEKTUPOBAHHUS;

) OCHOBaHMS OTKa3a B BblIaue 3aKIIOYEHHUS, yKa3aHHbIE B MyHKTe 26 HACTOSAIIErO
AJZIMUHUCTPaTUBHOTO peryiaMeHTa (B Cllydae 0TKa3a B BhIAUE).»;

JIOTIONHHTH ab3alieM CIEeyIOIIero CoAepKaHus:

«IIpu npuHsTHMM pemeHus 00 OTKa3e B BbIAauYe 3aKIIOYEHHS, OOHOBPEMEHHO C
IIpUKa3oM odopMiseTcs yBenomiieHHe o0 OTKa3e B BbIa4ye 3aKIIIOYEHHS C YKa3aHHEM
OCHOBaHU$ OTKa3a B BbIAA4Y€ 3aKIIOUEHHUS. ).

2.28. IIyHKT 65 U310KUTH B ClEAyIOUIeH peaaKiHiy:

«65. Ilpukxa3s o Belgade (00 oTKa3e B Bbijaye) 3aKIOYEHHS U 3aKIIOYEHHE
MOAMHMCHIBAIOTCSA YNOJIHOMOYEHHBIM 3aMecTuTenieM MUHUCTpa IIPOMBIIIJIEHHOCTH M
Toprosiu Poccuiickoii ®enepanuy Uik JUIIOM, €r0 3aMELIAIOINAM.».

2.29. IIyskT 67 U3110XKHUTE B CIIEAYIOLIEH peAaKIUH:

«67. Pe3ynpTaToM agMHHHCTPATHUBHOM NPOLEAYPH NO BhIAAYE (oTkasze B BhImaAuE)
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3aKJIFOYEHUS SBJSIETCS BblAada 3asABUTENIO 3aKJIOueHus, Ju00 Bbljaua yBeJOMJIEHUS 00
OTKa3e B BblAaye 3aKIJIIOUYEHUSI.

B cinyyae ecnu B 3asBI€HHHM YKa3blBaeTCd Ha HEOOXOJUMOCTh IPENOCTABIICHHUS
3aKJIIO4E€HHA B QOpME BJIEKTPOHHOrO AOKyMEHTa MHHHMCTEPCTBO HANpaBiIsieT 3aABUTEIIO
3aKiIoueHue b0 yBenomiieHne 00 0TKa3e B BelJaue 3aKIIO4YeHHs B PopMe 3JIeKTPOHHOrO
JOKYMEHTa, NOANUCAHHOTO AJIEKTPOHHOM MOATIUCHIO. ).

2.30. ITynkr 69 npu3HaTh yTpaTUBILUM CHUILY.

2.31. Ilyskr 77 U310XUTH B CIEAYIOLICH peaaKium:

«77. OTBETCTBEHHBIM HCIIOJHHTENh B TedeHHE 5 pabouyumx IHEH € MOMEHTa
MOCTYIUVIEHUS JOKyMeHTOB B JlemapTaMeHT HarpaBisieT 3ampoc IO KaHajlaM eIUHOM
CHUCTEMBI MEXBEIOMCTBEHHOI'O 3JIEKTPOHHOTO B3aWMOJEHCTBHUSA, B pe3ysibTaTe KOTOPOIro
MOTYT OBITH IOJyY€HBI: CBEJIEHUS, MOATBEPXKAAIONINE YIUIATY IJIaTeXXa 3a NPeJOCTaBIEHUE
rOCyapCTBEHHOW yCIIyI'H, CBeleHHs U3 EAMHOrO rocyJapCTBEHHOIO peecTpa
ropuaudeckux  gul  (EAMHOTO  roCyJapCTBEHHOrO — peecTpa  HWHIAMBHAYalbHBIX
npeanpuHUMaTeneil), CBeleHUsI U3 IoCyJapCTBEHHOIO peecTpa JIEKapCTBEHHBIX CPEACTB
IV MEJULITHCKOTO NPUMEHEHUSI.

MeXBeJOMCTBEHHBIH 3alpOC O MPEACTaBICHHH JOKYMEHTOB U (1K) HHpOpMaIiu,
HEOOXOAUMBIX JJIsl MPEelOCTaBIIEHHs TOCYIapCTBEHHOM yCIyrd, opopmisieTcs B MOPsIKe,
NpeSyCMOTpEHHOM craTheit 7.2 ®enepanbroro 3akoHa oT 27 wmrons 2010 r. Ne 210-03
«O6 opraHu3anyy NpeI0CTaBIEHHUS rOCy1apCTBEHHBIX U MyHULIUNIANIBHBIX YCIIYT.

PesynpraToM agMUHHCTpAaTHBHOMN mpoueaypbl U crocoboM (ukcanuu pe3yibTaTa
aAMMUHHCTPATUBHOM MNpoLENypbl SABNSETCA MONY4YEHHE 3anpallMBacMBIX JOKyMEHTOB U
(wnu) nHPopManuy MO0 OTKA3 B UX NMPEACTABIICHUH.).

2.32. HanmeHoBanue nonpasgena «Ilopsnox ocymiecTBiaeHUs aJMUHUCTPATHBHBIX
OpoLeAyp B DJEKTPOHHOM ¢Qopme, B TOM UHCIE C HCIOJNB30BaHHEM (eaepabHON
rOCYAapCTBEHHONH WH(OPMalUMOHHON cHcTeMbl «EIWHBIA MOpTal TOCYAapCTBEHHBIX H
MyHHLIHDATBHBIX ycayr (Qyrkuumi)» pasgena III «CoctaB, mocinenoBaTelbHOCTh M CPOKH
BBIMTOJIHEHMST aJIMMHUCTPATUBHEBIX NpOLERYp, TpeOOBaHUS K MOPAAKY HX BHIMOJHEHHS, B

TOM YHCJI€ OCOOCHHOCTH BHITIOJHEHUSA AIMHHHUCTPATUBHBIX IMpOHCAYP B BHGKTPOHHOﬁ
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dopMe, a TaxKe 0COGEHHOCTEH BHINOIHEH S aIMUHUCTPATUBHBIX IpOLEeAyp (JeHCTBHH) B
MHOTO()YHKIIHOHAJIBHBIX LEHTPAX NPEJOCTaBICHUA IOCYJapCTBEHHBIX U MYHMIUIIAIBHBIX
YCIIYT» HU3JI0XKHUTH B CIEeyIOIEeN peJaKIin:

«[TopsIOK  OCYUIECTBIIEHHS aJMHUHUCTPAaTHUBHBIX mpouenyp (OeHcTBui) B
SJIEKTPOHHOM ¢opme, B TOM uucie ¢ ucnois3oBaHueM Iloprana, B COOTBETCTBHH C
nonoxenusamu cratbd 10 @DepepanpHoro 3akona ot 27 wmrong 2010 r. Ne 210-@3
«O06 opraHu3anMy IPeAOCTABICHUS IOCYIapCTBEHHBIX YCIYT».

2.33. Pazgen III «CocrtaB, moOCIeNOBaTeIbHOCT M CPOKM  BEIIIOJTHEHHS
aJIMHHHCTPATUBHBIX MPOLEAYD (aeHcTBuit), TpeboBaHMs K NOPAAKY HX BBINOJIHEHHMS, B TOM
yucie OCOOEHHOCTH BBHINOJHEHHS AJMHHHCTPAaTHBHBIX Ipouenyp (AeHCTBuUi) B
3JIEKTPOHHOM (PopMe, a Taxke 0COOEHHOCTEH BBIMOIHEHUS aIMUHHUCTPAaTUBHBIX NPOLERYD
(me#icTBUi) B MHOTO(YHKIIMOHAJIBHBIX LEHTPax IPEAOCTABICHHSA IOCYAapCTBEHHBIX H
MYHHULMMATBHBIX YCIYr AONOIHUTH NIOpa3ieaMy CIEAYIOLIEr0 COAECPKaHMS:

«[Tony4yeHue 3asiBUTENEM KOIHUYU PELIEHUS O IPOBEICHUH HHCIEKTUPOBaHMS
HHOCTPAHHOTO IIPOM3BOJUTENS JIEKAPCTBEHHBIX CPEACTB U1 MEJULIMHCKOTO
IpUMEHEHMSI

96. OcHoBaHdeM [jI Hauajia aJMHUHHUCTPAaTUBHOM MpOLEAYpHl MO BblJaue KOIHH
pelleHns O MPOBEICHNH UHCTIEKTUPOBAaHKS HHOCTPAHHOTO IPOH3BOJUTENS JIEKAPCTBEHHBIX
CPEACTB JUIsi MEIULMHCKOTO IIPUMEHEHUS SIBIISIETCS NOCTyILIEHHE B MMHHUCTEPCTBO 3ampoca
3asBUTENS Ha OYMa)KHOM HOCHTEJIE WM B 3JIEKTPOHHOM BHUJE.

3anpoc, B ciay4ae ero npeacTaBieHnss B MUHICTEPCTBO B MCbMEHHOH (opme (B TOM
YKCJie IOCPEICTBOM HHPOPMALMOHHO-KOMMYHUKAIIMOHHBIX TEXHOJIOTH), CONEPXKHUT:

a) MOJHOE W COKpameHHoe (IIpy HajJW4KhM) HauMEHOBAaHME 3asBHUTENA, a TaKKe
baMuIHIO, UM B OTYECTBO (NPH HANMYUM), AOJDKHOCTH OTBETCTBEHHOIO MCIONHHTE/S
3asBUTEIS;

0) HOMep BXOISIIEro 3asBJICHUS Ha BbIauy 3aKIIOYEHHUS;

B) yKa3aHHUe 3asBUTEJIEM Ha CIOCO0 MpeIoCTaBlIeHHs KOUU PEIIEHHUs O POBEJCHUU
MHCIIEKTUPOBaHUS HMHOCTPAHHOTO TMPOU3BOJUTENS JIEKAPCTBEHHBIX CpPEACTB IS

MCIHUIIHHCKOI'O IPUMCHCHHA;

1") KOHTAKTHBIC JaHHbIC 3as1BUTCJIA H OTBETCTBECHHOI'O UCTIQOJTHUATEIIS.
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3asBUTENIF MOXET MPEICTABUTH 3anpoc Ha OyMaXKHOM HOCHTEIE HETOCPE/ICTBEHHO
WJIM HaIPaBUTh 3aKa3HEIM IIOYTOBBIM OTIPABJIEHHEM C YBEAOMIICHHEM O BPYYESHHH, 1100 B
(popMe 3JIEKTPOHHOTO JOKYMEHTa, OAMMCAHHOTO JIEKTPOHHON NOJITHCHIO 3asBUTEA.

97. 3anpoc, B ciydae ero HpeacTaBjieHdss B MUHHUCTEPCTBO B MHUCHMEHHOH (opMe
(B TOM uyHcle MOCPEICTBOM HH(POPMAIMOHHO-KOMMYHHKAIIUOHHBIX TEXHOJOTHH),
PErUCTPUPYETCA B IEHD €r0 NOCTYIUICHHs U NepefaeTcs B JlenapraMent.

98. PyxoBoautenp J[lemapramenta nubo JHMLO, €ro 3aMmelarollee, Ha3HayaeT
OTBETCTBEHHOT'O 32 PACCMOTPEHHE MTOCTYIUBIIETO 3a1poca ¥ MOATrOTOBKY I10 HEMY OTBETA.

B 1eHs mocTymieHHMs 3ampoca Ha BbIady KONHMM pELIEHHS O IPOBEIECHHH
MHCIEKTUPOBAHUS HWHOCTPAHHOIO IPOM3BOAMTENA  JIEKAPCTBEHHBIX CPENCTB IS
MEIMIIMHCKOrO MpHUMeHeHuss B JlemapTaMeHT WM Ha CIEAyIOIIMH [O€Hb M3 YHKClIa
JO/DKHOCTHBIX JIHI JlenmapTaMeHTa Ha4aJbHUKOM OT/iejla THU00 JIMIOM, €r0 3aMeLlalONnHM,
OTBETCTBEHHBIM 3a BbIJIa4y KOIIHU PEIIEHUS O IIPOBEICHUN HHCIIEKTUPOBaHHs, HA3HAYAETCs
OTBETCTBEHHBIN UCITOJIHUTEII.

99. Pe3ynbTaTOM aAMUHUCTPATHBHOM NpoLEeAyphl HO BbIJa4e€ KOMHUU PELIECHHUS O
MIPOBEJICHUN MHCIEKTUPOBAaHUS WHOCTPAHHOI'O NPOM3BOAUTENS JIEKAPCTBEHHBIX CPEACTB
Ui MEIWIIMHCKOTO MPUMEHEHHS SBJAEeTCsS BhblAavya (HAmpaBlieHHE) 3asgBUTENIO KOIHMH
peLIeHNs O NPOBEJEHUY UHCIIEKTUPOBAHUS HHOCTPAHHOTO IPOU3BOAUTENS IEKAPCTBEHHBIX
CPeICTB AJIi MEAMLMHCKOIO NPUMEHEHHS Ha OyMa)XHOM HOCHTENE WIU B 3IEKTPOHHOM
BH/JE.

OTBeTCTBEHHBIH HCMONHUTENb B TeUeHHE 5 pabouux HHEH cO IHA TOMydYeHHs
3ampoca OT 3asBUTEN BBIJACT 3aABUTENIO KONHWIO peIleHHs O TNPOBEACHHH
HHCIEKTHPOBAHHMS HMHOCTPAHHOIO IIPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB  IJIA
MEIUIMHCKOr0 IPUMEHEHHs Ha OyMa)KHOM HOCHUTENE WM B 3JIEKTPOHHOM BHJIE C YUETOM
cocoba mNpeAcTaBleHHs YKa3aHHOTO 3asgBuTeneM B 3ampoce. Komus pemenus o
NPOBEICHUY HHCIIEKTHPOBAaHUS HHOCTPaHHOIO IPOM3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB
AJ1sE MEAUIIUHCKOI'O MPUMEHEHHS, IPUHATOIO A0 BCTYIUIEHUs B crity DenepaibHOro 3akoHa
oT 4 uioHa 2018 r. Ne 140-®3 «O BHeceHHMHM WH3MEHEHMH B ®deaepanbHblii  3aKOH

«0O6 obpamenun nekapcTBeHHbIX cpencTB» (CoGpaHue 3akoHOAaTenbcTBa Poccuiickoi
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®epnepaunn, 2018, Ne 24, ct. 3407), MoxkeT ObITh BbllaHa 3aABUTENI0 MUHHACTEPCTBOM B
CPOK, HE NPEBbIIIIAIONTHI 5 pabounX IHEH co OHS MOMyYEeHHS 3arpoca OT 3asBUTENA IO €ro

BbIOOpY Ha 6yMa)KHOM HOCHTEJNE WIH B JIEKTPOHHOM BHUJIE.

TTopsinoK BHITIOJHEHHs] aAMUHUCTPATHBHEBIX Nponexyp (neicTBuii)
MHOTO()YHKIHOHAHHBIMH LIEHTPAMH NPEAOCTABIEHMUS TOCY AapCTBEHHBIX U
MYHHLMNAIBHBIX YCIyT

100. ITpexocTaBnenue rocyJapCTBEHHOHN YCIIyTd B MHOIO(QYHKIIMOHAJIBHBIX LIEHTPaxX

IpeaoCTaBICHUA IrOCYJapCTBEHHBIX H MYHHIIUIIAIBHBIX YCIIYI HC OCYHIECTBIIACTCA.

ITopsinok ucnpaBiieHHs JOMYILEHHBIX ONIe€YaTOK U OMIMOOK B BbIIAaHHBIX B
pe3yJibTaTe NpeJoCcTaBIeHUs FOCYy JapCTBEHHOM YCIYTH JOKyMEHTax

101. OcHoBaHMeM Hadvajia BBIOJIHEHHS aMHHHCTPATHBHON MpOLENypbl SBIAETCS
ofpailieHHe 3asBUTENS, IOJYYHBIIEro OQOpPMIEHHOE B YCTaHOBICHHOM IIODPSJKE
3aKiIo4eHne, 00 MCIPaBICHUHM AOMYIICHHBIX One4aTrok W (Wid) omMOOK B BBIAAHHBIX B
pe3yJIbTaTe NpeJOCTaBIEHUS FOCY IapCTBEHHON yCIIyTY AOKYMEHTAX.

102. JIOMKXHOCTHOE JIMIO TIOCNE PEruCTpaldu oOpameHus 3asBuTeNs 06
MCIPABICHUU JOMYyIIEHHBIX ONe4aToK M (MnM) OomMOOK B BBIAAHHBIX B pe3ysbTare
NPEeIOCTaBICHUSA TOCYJAapCTBEHHOHM YCIYrH JOKYMEHTaX IIPOBEpSeT IOCTyIMBILEE
ofpaleHne 3aABUTENA Ha MpeaMET HAIWYMs TEXHUYECKOW OomneyaTkd M (Wiu) OMMUOKU B
BBIIAaHHBIX B pe3yJIbTaTe NPEIOCTaBICHUS TOCYJapCTBEHHON YCIYTH JOKyMEHTaX.

MakcuManbHbIil CpPOK BBIIOJHEHUS aJMUHHCTPATUBHOM NpOLENYPH HE MOXET
npeBoimiaTh 10 paboumx nHell co nHA perucTpauud oOpamieHuss 00 HCIpaBICHHH
NOMyHICHHBIX One4yaToK U (Wid) omubOK B BHIAAHHBIX B pe3yJibTare NpPEeHOCTaBIECHHS
rocylapCTBEHHOM yCIIyTH JOKYMEHTaX.

103. Kputepuem npuHsATHS pelleHHs MO0 afMHUHHCTPATUBHOM MpoLEeAype SBISETCS
HaJlM4Me MM OTCYTCTBHE ONEYaTOK M (UinM) OMmMOOK B BHIJAHHBIX B pe3yJbTaTe
IPEAOCTaBICHHUS T'OCYJapCTBEHHOHN YCIYTH JOKYMEHTAX.

104. PesynpTaToM aJMUHHUCTPAaTHBHOM NPOLEAYPHl ABISETCH HCIPABICHHE

HOIYIIEHHBIX ONMEYaTOK ¥ (UiM) OIIMOOK B BBIJAHHBIX B PE3yJIbTAaTe€ NPEJOCTaBICHHA
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rOCyJapCTBEHHOW YCIYrM HOOKyMeHTax Jaub0 HampaBlieHHE 3asBUTENI0 OTBETA C
uHpopManeld 00 OTCYTCTBHM One4aToK W (Mid) OomuOOK B BBIAAHHBIX B PE3YJbTaTe
NIPeJIOCTaBJIEHUs TOCYAapCTBEHHON YCIYT JOKYMEHTaX.

105. Cnocobom ¢ukcanuu pe3yibTaTa aAMHUHUCTPATUBHON NPOLEAYpPH! ABISETCH
Bbljada (HampaBjeHME) HCIPAaBICHHOTO JOKyYMEHTa BBIJAHHOIO B  pe3ylbTare
NpeAOCTABJICHHsI TOCYNAapCTBEHHOM YCIYyIM WM HampaBl€HUE 3asBHTEIIO OTBETA C
uH(popMaImeil 00 OTCYTCTBHH ONEYaTOK U (1K) OIIKUOOK B PaHEE BBIJAHHOM JOKYMEHTE.».

2.34. Ilynktsl 96-105 cuntars nmynkramu 106-115 cooTBeTCTBEHHO.

2.35. Pasnen V «Mudopmanus i 3adBHTENI O €ro mpaBe NOAaTh kajnoly Ha
pemenue u (unu) neiicreue (6e3nericTeue) dhenepanbHOro OpraHa UCIOJHUTEIBHON BIACTH

n (HJ'IH) €ro J0JI’KHOCTHBIX JIMI» U3J10)KUTh B CHCII}’IOIIIeﬁ pPE€AaKlIuu:

«V. Jlocyne6Hslii (BHECYA€OHBIH) MOPAIOK 00XKaIOBaHUS
pelleHuii u aelictBul (6e30eicTBUSA) Oprana, NpeoCTaBIIAIOETO
roCyJapCTBEHHYIO YCIIYTy, @ TAKXKe UX JOJKHOCTHBIX JIMLL

Hudopmauus 1j1s 3aMHTEpECOBAaHHBIX JIAII 00 UX IpaBe Ha A0cyAeOHOoe
(BHeCymeOHOe) obxanoBanue aercTril (Oe3nelicTBrs) U (WIK) PEIIEHUH, IPUHATBIX
(ocylecTBIEHHBIX) B X0/i€ ITPEIOCTABIIEHUS FOCYJapCTBEHHOHN YCIIyT'H

116. 3aumHTEpecOBaHHOE JIMIIO HMeeT MpaBO Ha JocynebHoe (BHecyneGHOE)
obkaoBanue aeicTeuit (Oe3meiicTBUs) M (MIH) pelleHH, NPUHATHIX (OCYIIECTBIEHHBIX)
MuHHCTEPCTBOM, HNOKHOCTHBIMH JHLAaMH MuHHCTEpPCTBA B XOZAE MpEHOCTaBIECHHs
roCyIapCTBEHHOM YCIIYTH B MMOPSAKE, IPelyCMOTPEHHOM IJ1aBoi 2.1 @enepanbHOro 3aKkoHa
ot 27 mrons 2010 r. Ne 210-®3 «O6 opraHu3zaumy MpeIOCTaBICHUS [OCYIapCTBEHHBIX U
MYHHIHMITAIBHBIX yCIyr» (Hanee — xanoba).

117. OcHoBaHKeM AJis Havana AocyneOHOoro (BHeCy4eOHOro) 06xkanoBaHus BIAETCA

HOCTyIUIEHHE Xao6sl B MUHHCTEPCTRO.

OpraHsl TocyIapCTBEHHOH BJIACTH U YIIOJIHOMOYEHHbBIE
Ha pacCMOTPEHHUE XKajl00bl JOJDKHOCTHBIE JIUIA, KOTOPBIM MOXET OBITh
HaIpasJieHa xanoda 3asBuTelNs B JocyaeOHOM (BHECY1eOHOM ) TIOPSAIKE




17

118. Xanoba nomaercs B MunucrepcTBo. JKanoObl Ha pelleHHs, IMPUHATHIE
3aMecTUTelIEM MuHHCTpa NpPOMBILUIEHHOCTH M TOprosid Poccuiickoit Penepanum,

paccMaTpuBaroTCss MUHHCTPOM NIPOMBILIIIEHHOCTH M TOproBiu Poccuiickoilt denepauuu.

Cnoco6b1 HHPOPMHUPOBAHUS 3asiBUTENIEH O TOPAAKE NOAAUYH
¥ pacCMOTPEHHUS XaJio0bl, B TOM YHCJIE C HCIONIb30BaHueM Iloprana
119. Undopmanuio 0 mopsake MoJauu ¥ pacCMOTPEHHS KajJo0bl MOXKHO MOJIYYUTh B
UHPOPMAIMOHHO-TEJIEKOMMYHHUKAIIMOHHOW ceTH «VHTepHeT» Ha oQUUIUANIBHOM caiiTe

MunucrepctBa u [Toprane.

[lepe4eHs HOPMATHBHBIX PABOBHEIX aKTOB, PETYIMPYIOMIUX MOPAIOK JOCyAeOHOro
(BHEecyaebHOro) obXxanoBaHus penieHui u neicteuii (6e3neiicTBus) MuHuctepcTsa,
a TaK)XXe JOJDKHOCTHBIX JIuL MUHHCTEpCTBA

120. OrtHoweHHUs, BO3HUKAKOIIME B CBA3U C JAOCYAEOHBIM (BHECYIeOHBIM)
obxanoBaHueM peuleHdd u aeictBuid (6e3peiicTBus) MuUHUCTEpCTBA, a TaKkke
JOJDKHOCTHBIX Jull MUHHCTEPCTBA PpErylIMpyIOTCS CIEAYIOIMMHA HOPMAaTHBHBIMH
TIPaBOBBIMH aKTaMHU:

@enepanpupiM 3akoHOM oT 27 wmrona 2010 r. Ne 210-®3 «O6 opranusanuu
MPEIOCTABJIEHHS TOCYJaPCTBEHHBIX M MYHHUITUTIAIBHBIX YCIYT»;

nocranosieHueM IlpasutenscTBa Poccuiickort ®enepaunu ot 16 asrycra 2012 r.
Ne 840 «O nopsiaxe moaayuu 1 pacCMOTPEHUS Kao0b Ha pelleHus U aercTBus (Oe3neiicTBue)
(eiepalbHBIX OPraHOB MCIIOJHHUTEJILHOW BIACTH U MX JODKHOCTHBIX JIUL, (elepanbHbIX
TOCYNApCTBEHHBIX CIIyXallkX, MO/DKHOCTHBIX JIML IOCYJapCTBEHHBIX BHEOIOIKETHBIX
¢dounoB Poccuiickoit denepauuy, rocygapCTBEHHBIX KOpNOpauuii, HAJeNEeHHBIX B
COOTBETCTBUU C (¢efepalbHbIMM 3aKOHAMH IOJHOMOYMSAMHU 10 MPEAOCTAaBIIEHHUIO
rOCyJapCTBEHHBIX YCIYT B YCTAaHOBIEHHOH cepe AesITeNbHOCTH, M UX AODKHOCTHBIX JIHLI,
opraHu3alMii, NpexyCMOTpPeHHbIX 4dYacTelo 1.1 crateum 16 @DexpepanbHOro 3aKOHa
«O6 opranu3anyy NpPeAOCTAaBIEHUS TOCYJapCTBEHHBIX ¥ MYHHLMIAIBHBIX YCIYI», H HX
pabOTHHKOB, a  TaKke  MHOTOQYHKIHOHAIBHBIX  IIEHTPOB  MPENOCTaBIEHHS

TOCyIapCTBEHHBIX M MYHHMLMNANBHBIX yciyr H ux pabotHukoB» (Cobpanme
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3akoHozarenbcTBa Poccuiickoit @eneparum, 2012, Ne 35, ct. 4829; 2014, Ne 50, ct. 7113;
2015, Ne 47, cr. 6596; 2016, Ne 51, ct. 7370; 2017, Ne 44, ct. 6523; 2018, Ne 25, ct. 3696);

noctaHoBienreM IIpaButensctBa Poccutickoit @enepauun ot 20 HOa6ps 2012 r.
Ne 1198 «O denepansHOH  rocyapCTBeHHOM  HMH(OPMALMOHHOW  CHUCTEME,
obecneyuBatonieid mpouecc nocynebHoro (BHecyneOHOro) oOxanioBaHHs peIICHUH U
neiictBuii (Oe3nmelicTBHsA), COBEPIIEHHBIX IPH IPEAOCTABIEHHH FOCYJapCTBEHHBIX H
MyHULMNATBHBIX yeryr» (Cobpanue 3akoHopmatenscTBa Poccuiickoit ®@enepanyu, 2012,

Ne 48, ct. 6706; 2013, Ne 52, ct. 7218; 2015, Ne 2, cr. 518; 2018, Ne 49, ct. 7600).

Pasmemenue napopmauuu Ha [loprane

121. Uudopmauns, ykazaHHas B paznene V AIMUHHUCTPaTHBHOIO perjlaMeHTa,
HOMJIEXXUT 00s3aTeNlbHOMY pa3MelleHHI0 Ha oQuIHManbHOM caiite MuHHUCTEpCTBA H
Ilopraine.».

2.36. Ilpunoxenne K AIMHUHHCTPaTUBHOMY pEIJIaMEHTY NPHU3HATH YTPATHBIIMM

CHILY.




