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0 TPEeNOCTABICHUIO TOCYAAapCTBEHHOH YCIYTH 1O TOCYAapCTBEHHOH PETHCTpaluy
JIEKapCTBEHHBIX TpPENaparoB Ul METHUMHCKOTO IPMMEHEHHs, yTBEpXKICHHBIH
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YTBEPXX/EHbDI

npuka3oM MuHHcTEepCTBa 34paBOOXpaHEHUS
Poccuiickoil ®enepaunu

oT «3 » ﬂmW 2018 . Ne 5__70/{

HN3menenns,
KOTOpble BHOCATCA B AAMHHHCTPAaTHBHBIH periamMeHT
MunucrepcTBa 3ipaBooxpanenns Poccniickoii ®eaepanun
N0 NPeJOCTAB/IEHHIO TOCYAAPCTBEeHHOH yCJIYIH 1O rocyJapcTBeHHOMH
PEerHCTPALMH J1eKapCTBEeHHBIX NPenapaToB Ads MeIHIHHCKOro NPHMEHEeHH,
yTBepKAeHHbIH npukazoM MHuHHACTEpCTBa 3ApaBOOXpaHEeHHSA
Poccuiickoii ®exepanuu ot 21 centadps 2016 r. Ne 7251

1. TTyHKT 4 U3NOXHTH B CIEAYIOLIEH peJaKIHH:

«4.CBefieHds 0 MecTe HaXOXIeHHI MHHHUCTEpCTBa, rpaduke pabOThHl, a TaKKe
KOHTaKTHBIX TejlepOHax pa3MellaloTci Ha OQHUHAIBHOM calite MuHHCTEpCTBa H
EQuHOM mopTalie rocyAapcTBEHHBIX H MyHHIMNATBHBIX YCIyT (G yHKIHIA).».

2. HazBanmue nozapasjiena «HaumeHoBaHue denepanbHOTO opraHa
HCIIOJHUTEIBHOH BJIACTH, IPENOCTABIAIOIIET0 rOCYAapCTBEHHYIO YCIYTy» HM3JIOKHUTH B
CleAyroner peJaKiuu:

«HauMeHOBaHHE OpraHa, NpeAOCTaBIAIOLIETO T'OCYAapCTBEHHYIO YCIYTY»

3. IlyHKT 9 1ONONHUTH ab3aLeM CleayoLEro CoaepKaHus:

«IIpn NIpeOCTaBICHUH rocyAapCTBEHHOM YCIIyI'H MuHHCTEPCTBO
B3aUMOJIeicTByeT ¢ MHUHHCTEPCTBOM MPOMBIIIIEHHOCTH U Toprosiu Poccuiickoi
®enepaunu (Munnpomropr Poccun) u ®PenepanbHeiM KasHadelcTBoM (KasHaveicTBo
Poccun).».

4. TMompasnen «llepedyeHb HOPMAaTHBHBIX IIPaBOBBEIX aKTOB, PErYIHPYIOIAX
OTHOIIIEHHs, BO3HUKAIOIUINE B CBA3M C MPEAOCTaBICHHEM TIOCYIAapCTBEHHOHW YCIyru»
H3JIOKUTH B CIIEAYIOIIEN pelaKLInH:

«IlepevyeHb HOPMaTHBHBIX IIPAaBOBLIX AKTOB, PETYIUPYIOIIUX IPEAOCTaBICHHE
roCyJlapCTBEHHON yCIIyTH

13. [lepeyeHb HOPMATHBHBIX IIPAaBOBBIX aKTOB, PETYIHPYIOINHX MpeAOCTaBIeHHE
roCyIapCTBEHHOM YCIyrd (C yKazaHHEM MX PeKBH3UTOB M HCTOYHMKOB O(QMIMAaIbHOrO
ONy6IHKOBaHMS), TOMJIEKHUT 005M3aTeNbHOMY DPasMEIeHHMIO Ha OQMUMATbHOM caite
Munucrepcta B ceTn «HTepHET», B delepanbHOM peecTpe H Ha OQULIKAIbHOM caiTe
MunucrepctBa ¥ EnuHOM moprajie ToCyJapCTBEHHBIX H MYHHMIMNAJIBHBIX YCIyT
(bynkuuit).»

5. B myHkre 16:
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a) B MOJMMYHKTE 2 CJIOBO «BBbIJaHHBIE» 3aMEHHMTh CJIOBOM «BBIAAHHBIX), CIOQBO
«Mperapara» 3aMEHHUTh CIIOBOM «CPEACTBa»; -

0) NoANYHKT 3 NpHU3HATh YTPATUBIIMM CHUILY;

B) MOIIYHKT 4 U3JI0)KUTH B CEAYIOLIEH peaaKIuu: ,

«2) KONHIO JOKYMEHTa, BBIIAaHHOIO YIOJNHOMOYEHHBIM OpPraHoOM CTPaHbl
TIPOH3BOUTEIS JIEKapCTBEHHOT' O cpencTBa )7} MO TBEPKAAIOILETO
paspellleHHe  TNPOM3BOACTBA  JIEKApCTBEHHOTO  CPEeNCTBA, M €ro  IepeBo.I
Ha  PYCCKMH  s3BIK, a TakKe KONHIO  3aKIIOYeHHs O  COOTBETCTBHH
MPOU3BOJUTENS  JICKAPCTBEHHBIX CPEACTB  TpeOOBaHMAM NpaBMI  HaIeKalien
MPOU3BOJICTBEHHON MPAKTHKH, BHIIAHHOT'O YINOJNHOMOYEHHBIM (elepalbHbBIM OpPraHoM
UCIIOJHUTENBHOM BIacTH, JTHOO KOIHIO pellleHHs YHOJIHOMOYEHHOTro (enepalbHOro
opraHa HWCIOJIHATENBHOH BIAacTM O HPOBEICHHH HHCIEKTHPOBAHUA IPOHU3BOIUTENA
JIEKApCTBEHHOTO CpeACTBa. YKa3aHHBIE JOKYMEHTBHI IIPEICTABIAIOTCS B Ciydae, €CIIH
IPOU3BOJICTBO JIeKapCTBEHHOTO CpeACTBa OCYIIECTBIseTcs 3a npeaenaMu Poccumiickoii
Denepauuu;»;

I') JOMOJHUTH MOAMYHKTOM 7 CIEAYIOIIEro COACpKaHusl:

«7) IOKyMeHT, coIepXalluii CBEACHHd O PETUCTpalldd  INPOHU3BOAUTENS
NEKapCTBEHHBIX  CpeACTB  ANA  MEJHIMHCKOro  IpUMEHEHHs B KavecTBe
HaJIOTOILUIATENbIIAKA B CTPaHE PETHCTpalUM (I POCCHACKMX IOPHAMYECKHMX JIHI —
HIeHTU(HUKAMOHHBIH HoMep Hanoromnarensinuka (MHH), 1mns HHOCTpaHHBIX
IOPUINYECKUX JIMI — CTpaHa perucTpalyi, HaMMEHOBaHME PErHCTPUPYIOIIEro Oprasa,
PETHCTpAllMOHHBIR HOMep, KOI HalOroIUlaTeNbllMKa B CTpaHe pPErHCTpalud
(MHKOpIIOpalluK) HITH ero aHayor).».

6. B mynkre 17:

a) MOAMYHKT 2 MPU3HATH YTPATUBIINM CUILY;

6) NOAMYHKT 4 U3MOXKUTH B CIIEAYIOLIEH peaKIHH:

«4) KOIHIO JIMIEH3UM Ha IPOM3BOACTBO JIEKAPCTBEHHBIX CPEICTB MJH KOIIHIO
3aKJIFIOYEHHSA O COOTBETCTBHH IPOM3BONUTENS JIEKApCTBEHHBIX CPEICTB TpeOOBaHUAM
OpaBWJI HaJJexalied IpOU3BOACTBEHHOW IPaKTUKH, BBIAAHHBIX YIIOJTHOMOYEHHBIM
denepasbHBIM OpraHOM HCIIONHHUTENBHOH BIAcTH B OTHOIIECHMH INPOM3BOACTBEHHOM
IUIOINA/IKH JIEKapCTBEHHOTro IpemapaTa, TroOCyJapCTBEHHas perucrpaius KOTOpOro
HNOATBEPXKIAeTCS B Cllyyae, €CIH IPOM3BOACTBO JIEKapCTBEHHOro Ipernapara
ocywecTBinsercs B Poccuiickoit ®@enepanuu;»,

B) IIOAITYHKTHI 5 M 6 H3JI0KUTH B CIEAYIOLIEH pelaKiMu:

«5) KOMHIO BBHIJJAHHOW  YTIOJIHOMOYEHHBIM OpraHOM CTpaHbl IPOHM3BOAMTEINS
JIMIIEH3WH Ha TPOU3BOACTBO JIEKAPCTBEHHOTO MpenapaTa U ee NepeBojl Ha pYCCKUH SA3BIK,
a TaKxKe KOIHIO 3aKJIIOYECHHUS 0 COOTBETCTBHHU IPOU3BOANTENL
JEKapCTBEHHBIX CpEeACTB TpeOOBaHMAM MpaBHJ HaUIeXalled IPOU3BOICTBEHHOM
IPaKTUKH, BEIIAHHOTO YIONHOMOYEHHBIM (eiepalbHBIM OpraHOM HCIONHHUTENLHON
BJIaCTH B OTHOIIEHHWH IIPOM3BOACTBEHHOH IUIOINAJKH JEKapCTBEHHOro IIpenapara,
rOCyAapCTBeHHAs perncTpalds KOTOpPOro IOATBEPXKIAeTCS, MM KOIHIO pellleHHUS
YIOJITHOMOYEHHOro (e/lepalbHOTO OpraHa HCIONHHUTENBHOM BJIAacTH O IPOBEACHHH
HHCIIEKTHPOBAHHUA MpPOU3BOAMTENS JIEKApCTBEHHBIX CPEIACTB B  Clydae, €CiIH
IPOU3BOJICTBO JIEKApCTBEHHOTO Ipenapara OCyIIeCcTBisdeTcs 3a npeaenamu Poccuiickoit
Qenepanuy;




'6) pe3ynbTaThl MEPONPUATHH, NMPeAyCMOTPEHHBIX IIAHOM ® YIIPABJICHHS DHCKaMH,
YTBEPXKIECHHBIM YIOJHOMOYEHHBIM (elepalbHbIM OpraHoM . HCHOJTHUTEIBHOM BIACTH
IPH OCYIIECTBIEHHH [OCYJapCTBEHHOW perucTpallid JeKapCTBEHHOIo Mpemapara (B
OTHOIICHMHM OMOJIOTHMYECKHX JIEKApCTBEHHBIX IpenapaToB . MEIHLMHCKOTO
NpUMEHEHHS). ». '

7. B mynkre 18: ‘

a) MOANMYHKT 4 M3JIOKUTD B ClIeAYIOLIel peaaKiuu:

«4) KOIMIO JIUIEH3WH Ha IPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB MM KOIHIO
3aKJIIOYEHHS O COOTBETCTBHM ITPOM3BOMUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHUAM
NpaBWJI Hajjexaileid NpOM3BOIACTBEHHON IPAKTUKM, BBIJAHHEIX YIOJIHOMOYEHHBIM
(enepasbHBIM OPraHOM HCIOJNHUTENBHON BIACTH B OTHOIIEHAM W3MEHEHHOH M (MJIHM)
JOIOJTHEHHOM TMPOU3BOJCTBEHHOM IUTOIAAKM JIEKapCTBEHHOTO IIpernapara, B cClydae,
€ClIM TPOM3BOACTBO JIEKapCTBEHHOIO IIpemapara oOCyLIecTBiseTcs B Poccuiickon
@enepanuu, aUO0 KONWIO BBIAAHHOH  YNONIHOMOYEHHBIM  OpPraHOM  CTpaHbI
TIPOM3BOIMTENS JINLIEH3UH Ha MPOU3BOACTBO JIEKAPCTBEHHOIO Ipenapara U €€ MepeBOa
Ha PYCCKHMH S3BIK, a TakKe KONHIO 3aKIOYEHHsS O COOTBETCTBHM IIPOM3BOMHTEIA
JIEKapCTBEHHBIX CPEICTB TpeOOBaHHAM MpaBUN HaJieXalmed IpOM3BOACTBEHHON
NPaKTHKH, BBIOAHHOTO YIOJHOMOYEHHBIM (elepalbHEIM OpraHOM HCIOJHHTEIbHOM
BJIACTH B OTHOIIEHHH W3MEHEHHOU H (MJIM) JOMOJIHEHHOH NTPOHU3BOACTBEHHOH IUIOIAKH
JIEKapCTBEHHOr'0 Tpemnapara, WiIH KOMHIO peIleHHS YIOTHOMOYEHHOTO (elepaabHOro
opraHa WCIOJHHUTENBHOH BIacTH O NpPOBEJEHHHM HHCIEKTHPOBAHHS IIPOH3BOIUTENA
JIEKapCTBEHHBIX CPEACTB B Cliydae, €CIM IpOHM3BOACTBO JIEKApCTBEHHOrO IIpenapara
ocymecTBisercs 3a npenenamu Poccuiickoil ®enepaumu (Mpy H3MEHEHHMHM MeCTa
IpOU3BOJCTBA JICKAPCTBEHHOro Mpenapara, TpeOyroleM INpPOBEACHUS 3KCIEPTH3BI
KavyecTBa JIEKApPCTBEHHBIX CPE/ICTB);»;

0) IOMOJIHUTH MOAMYHKTOM 5 CIIEAYIOLIEro COAEpXKaHuUsA:

«5) KOIHIO JIUIEH3HH Ha TPOU3BOACTBO JIEKAPCTBEHHBIX CPEINCTB HIH KOIHIO
3aKJIIOYEHHSA O COOTBETCTBMH TIPOHM3BOMUTENS JIEKApCTBEHHBIX CpENCTB TpeOOBaHUSIM
NpaBW1 HajJexalleil NPOU3BOJACTBEHHOH IPAKTHKH, BbIAAHHBIE YIIOJIHOMOYEHHBIM
denepanbHEIM OpPraHOM HCIIONHHUTENBHON BIACTH, B Cly4ae, €CIM IPOHM3BOACTBO
JIEKApCTBEHHOTO Ipemnapara ocyilecTBiusiercs B Poccuiickoit ®enepauun, mmbo Komnwmro
BBIIAHHOW  YIIOJIHOMOYEHHBIM  OpPraHoM  CTpaHbl  IIPOM3BOAMTEN  JIMIEH3UH
Ha IIPOM3BOACTBO JIEKaPCTBEHHOr'0 NpemnapaTa U ee MepeBOA Ha PYCCKUM A3BIK, H KOIHIO
3aK/IIOYEHHS O COOTBETCTBHM IIPOM3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHUAM
NpaBWJI HajIexallell INpPOH3BOACTBEHHOM NPAKTHKH, BHIIAHHOTO YIONHOMOYEHHBIM
¢denepalbHBIM OpraHOM HCIIONHHUTENBHON BJIAaCTH, B CIIy4ae, €CIM IPOH3BOACTBO
JIEKapCTBEHHOTO TIpenapaTta ocyllecTBIseTcs 3a npegenamu Poccuiickod ®Penepanuu
(mpu M3MEHEeHHAX MOKa3aTeNeli KadecTBa JIeKapCTBEHHOrO MpemnapaTa ¥ (MIM) METOIOB
KOHTPOJIA Ka4yecTBa JIEKapCTBEHHOrO Ipenapara, TpeOyoIuX MpPOBEACHHs SKCIEPTH3bI
Ka4eCTBa JIEKApPCTBEHHBIX CPEACTB.».

8. ITyHkT 21 U3NOXKHUTE B CIEAYIOLIEH pelaKIun:

«21. JIng BeIgaYu AyOJIMKaTa peruCTPAIOHHOIO YAOCTOBEPEHH JIEKAPCTBEHHOIO
mpernapata  AepXKaTenb ~ WIM  Biajellell  PEeTHCTPalliOHHOTO  YIOCTOBEPEHHS
JIEKapCTBEHHOr0 Ipelapara HIH YIOTHOMOYEHHOE HMH [pPYroe HOpHAMYECKOE JIHLO
npeicTaBideT B MHHHUCTEPCTBO Ha OyMaKHOM HOCHTeNe MM B (OpMe 3IEKTPOHHOIO
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~.JOKYMEeHTa 3asgBjleHHe O BblJave AyOJiMKaTa pEerHCTPalMOHHOIO YAOCTOBEPEHHS
. .’AeKapCTBEHHOrO Npenapara.».

9. HasBanue monpasmena «YkasaHWe Ha 3ampeT TpeGoBaTh OT.. 3asgBUTENA
OpeACTaBICHUA:  JIOKyMEHTOB M WH(QOpMalMH WM. OCYLISCTBICHUS JICHCTBHIA,.
npeaycMoTpeyHbIX dacTeio 1 crateu 7 Denepansmoro 3akoHa ot 27 mions 2010 r.
Ne 210-®3» n310KUTH B claeayrolIed pelaKuu:

«YkazaHue Ha 3anpeT TpeGoBaTh OT 3asgBUTEN MNpPEACTABICHHUS IOKYMEHTOB M
HHPOpPMAaLH MU OCYIECTBIEHHS NeHCTBUMH, NpPedyCMOTPEHHBIX 4acThio 1 craTbu 7
denepanpHoro 3akoHa oT 27 wutona 2010 r. Ne 210-®3 «O6 opranuszauuu
TIpefloCTaBIeHs TOCYJAapCTBEHHBIX M MYHHMIHMNANBHBIX ycayr» > (mamee —
®enepanbHbiil 3akoH oT 27 urons 2010 r. Ne 210-D3)».

10. Ha3Banue nogpasgena «TpeboBaHus K IOMEIIEHUAM, B  KOTOPBIX
MpeOCTaBIsIEeTCS TOCydapCcTBEHHas yciayra, K MeCTy OXUAAHHS M IIpUeMa 3asdBHTENEH,
pa3MellleHHIo ¥ OPOPMIICHHUIO BU3YallbHOH, TEKCTOBOM M MYJIBTUMEAMIAHON HHDOpMalHK
0 TOpsAKe NpPeJOCTaBleHHS TIOCYJapCTBEHHOM YCIyTH» H3JI0XHTb B CleRyIOLIeH
pelaKIvm:

«TpeboBaHus K NOMEIIEHHAM, B KOTOPBIX IIPENOCTaBISE€TCI rOCyAapCTBEHHas
ycnyra, K 3aly OXHAAHUA, MecTaM Ui 3alloJIHEHHs 3allpoCoOB O IIPENOCTaBICHHH
roCyJapCTBEHHON yCJIYrH, WHPOPMAIMOHHBIM CTeHJaM ¢ o0pa3laMH HMX 3aIlONHEHMA
U TepedyHeM  JOKYMEHTOB, HeOOXOIMMBIX JJii  MNpEeAOCTaBICHHUA  KaXJOH
TOCYNapCTBEHHON YCIIYTH, pa3sMelleHHI0 H OQOpMIIEHHMIO BH3YyallbHOH, TEKCTOBOM
1 MYJILTHMeAUHHONR HHpOpMaLMM O NOPSAKE IPENOCTAaBICHUS TaKOM yCIHyrH, B TOM
ypciae K OOECHEeYeHMIO JOCTYNHOCTH Uil HMHBAIMIOB YKa3aHHBIX OODBEKTOB
B COOTBETCTBHM C 3aKoHomaTenbcTBOM Poccuiickoit ®enepanuu o COLHAIBHON 3allUTE
UHBAJIU/IOBY.

11. B monpasnene «Iloka3atenm AOCTYMHOCTH M KayecTBa TIOCyAapCTBEHHOM
YCIIYTH, B TOM 4YHCJI€ KOJIMYECTBO B3aUMOEHCTBHH 3aABUTEN C JO/DKHOCTHBIMH JIHLAMH
IpH TpPelloCTaBI€HNH TOCYJAapCTBEHHOM YCIYTM M HX IIPOLOIDKHUTEIBHOCTS,
BO3MOXXHOCTh IIOJIlyueHHS HHGQOpMalMM O XOoIe IpeNOCTaBlIEHHs TIOCyIapCTBEHHOM
yCIyrd, B TOM 4YHCIE C MCIOIb30BaHHEM HH(YOPMalHOHHO-KOMMYHHKALHOHHBIX
TEXHOJIOTHI»:

a) Ha3BaHMe M3JI0KHUTH B CIEAyIOIIEeH pefaKIuu:

«ITokazaTend MOCTYIMHOCTH M KadyecTBa IOCyJapCTBEHHOH yCIyru, B TOM 4YHCIIE
KOJIMYECTBO  B3aUMOACHCTBHH  3adBUTENs ¢  JO/DKHOCTHBIMH  JIMII@MH  IIpH
IpeIOCTaBIeHHH TOCYAApCTBEHHOM YCIYT'M M HX IPOAOIDKHMTEIBLHOCTh, BO3MOXHOCTH
HoJydeHHs WHQpOpMalMH O XOAe NPEAOCTABIEHHA TOCYNapCTBEHHOH YCIYI'H, B TOM
yKMclae C  HUCTHONb30BaHHMEM HHGOPMAlMOHHO-KOMMYHHKAIIHOHHBEIX  TEXHOJIOTHH,
BO3MOXXHOCTh JIHOO HEBO3MOXHOCTh IOJy4YE€HHs TOCYNapCTBEHHOM YCIyrH B
MHOTO(QYHKIIHOHAJIFHOM LIEHTpe MpeloCTaBleHHs FOCyJapCTBEHHBIX H MYyHHIIUIIAIBHEIX
yciyr (B TOM 4Hcie B MOTHOM 0oObeMe), B II0OOM TEPPHTOPHANBLHOM IOJAPA3JeICHHH
oprana, IpeAOCTaBISIOIIEr0 TOCyJapcTBEHHYIO YCIYTry, MO BbIOOpY 3adBHTENA
(9KCTeppUTOpPHATIBHELI MPUHIKII), TOCPEACTBOM 3alpoca O NPeNOCTaBIEHHH HECKOIBKHX

21 CobpaHue 3akoHOOaTeNsCTBa Poccuiickoit ®enepamnn, 2010, Ne 31, cr. 4179; 2011, Ne 27, ct. 3880; Ne 49, cr. 7061,
2012, Ne 31, cT. 4322; 2013, Ne 52, 1. 6952; 2015, Ne 10, ct. 1393; 2016, Ne 27, c1. 4294; 2017, Ne 50, c1. 7555; 2018, Ne 1,
cT. 63; Ne 30, cT. 4539 ~
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" TOCYJApCTBEHHRX M (MJIM) MYHHIMIIAIBHBIX YCIYT B:MHOrO(QYHKIHOHANBHBIX LEHTPAX

TIpeJOCTaBIEHUA TOCYJApCTBEHHBIX M MYHHLIHUMAIBHBEIX 1yCHYT, NPeAyCMOTPEHHOro

crartbeit 15.1 @enepanbHoro 3akoHa oT 27 mtong 2010.r. Ne 210-D3»;

0) nomomHuTh myHKTaMH 35.1 1 35.2 cnenyroliero coepaxus:

«35.1.B npouecce . mnpesocTaBleHHUS TOCYHApCTBEHHOM YCIYrM 3asBHTENb
B3aUMOJIEHCTBYET C NOJDKHOCTHBIMY JTMLaMi MUHHKCTEpCTBA:

1) npn momaye AOKYMEHTOB, HeOOXOAMMBIX Ui IONY4YEHHs TOCyIapCTBEHHOMH
yCIIyTd, — 10 15 MuHyT;

2) mpM mMOJyYeHWH [OKYMEHTOB, yKa3aHHBIX B mHoAmyHKTax 1-11 mynkra 11
AJIMHMHUCTPAaTUBHOIO periaMenTa, — 10 15 MHHYT.

35.2. [lpenocraBneHne rocyJapcTBEHHOH yCIyTd B MHOIrOQYHKIIMOHAIBHOM LIEHTpE
TpeI0CTaBIEHUS TOCYAapCTBEHHBIX U MYHHIMITAIBHBIX YCIIYT HE OCYIIECTBIISETCS. ».

12. Ilogpaspen «VHble TpeGoBaHWA, B TOM 4YHCIE YYUTHIBAIOLIME OCOOECHHOCTH
NpEeIOCTABICHUS TOCYAapCTBEHHOH YCIYIrM B MHOTOQYHKLHOHANBHBIX ILEHTpax
NpeIOCTaBIeHHs] TOCYHApCTBEHHBIX M MYHHMIMNAIBHBIX YCIYT ¥ OCOOEHHOCTH
IPENOCTaBIEeHAs TOCYHapCTBEHHON YCIYyrH B 3JIEKTPOHHOH QopMe» H3I0KHUTH
B CIIEyIOLIEeH pelaKkIMu:

«/Hble TpeGOBaHHUs, B TOM YHC/IE€ YYHUTHIBAIOIIHE OCOOCHHOCTH
IpeAOCTaBIeHUS TOCYAAPCTBEHHON YCIIYTH 10 3KCTEPPUTOPHATBHOMY IIPHHIIMITY
(B cy4dae, eciM rocyAapCTBeHHas yCiIyra IMpeaoCTaBISeTCs 10 SKCTEpPHTOPHAIBHOMY
MPUHLHKIY) B 0COOEHHOCTH NpeoCTaB/IeH s roCyJapCTBEHHOM yCIIyTH
B 2JIEKTPOHHOU popme

36. NHble TpeGOBaHuUs, B TOM YHCJIe YYHTBIBAIOLIME OCOOEHHOCTH IIPELOCTaBICHH
rOCYIapCTBEHHOM YCAYTH II0 SKCTEPPUTOPHAIBHOMY IPHHLHUIY M OCOOEHHOCTH
TIpEIOCTaBJIEHUS TOCYAapCTBEHHOM YCIyTH B 3JIEKTPOHHOH (opMe, He PeAbABIISIOTCS. ».

13. ITyHkT 37 ZOMOJHUTH MOAMYHKTOM 9 cleyIolero cogepKanus:

«9) ucnpaBiieHHe IOMYIIEHHbIX ONEYaTOK M OIMHKOOK B BBJIAHHBIX B PE3ylbTare
NpeIOoCTaBIeHNs TOCYAapCTBEHHON YCIYTH JOKYMEHTAX.».

14. AG3an nepBhIi NyHKTa 38 H3J10KUTh B HOBOM PEIaKLIMH:

«38. OcHoBaHHeM AN Havajla aAMHHHUCTPATUBHOH mpouexypbl «PaccMoTpenune
3asBJIEHHS O FOCYJapCTBEHHOH periucTpallH JIEKapCTBEHHOIO Ipenapara, B TOM YHCIIe
0 BO3MOXHOCTH pacCMaTpHBaTh JIEKapCTBEHHBIH IIpenapar IpH OCYIIECTBICHHH
roCyJapCTBEHHO!M perucTpalud B KadecTBe Op(aHHOro JIEKapCTBEHHOIO Iperapara,
M [PHHSITHE pelleHHs O rocyJapCTBEHHOH pErMCTpaliy JIEKApPCTBEHHOrO Mperaparay
ABISETCA TOCTyIUleHHe B MMHHCTEpCTBO 3asBieHHs M JIOKyMEHTOB, YKa3aHHBIX
B MyHKTax 14, 15 AAMMHHUCTPAaTHBHOIO pErjlaMeHTa, a TaKKe B CBA3H C MOCTYILIEHHEM
CBeJleHHH, yKa3aHHBIX B NMyHKTe 14 AJMHHHCTPaTUBHOI'O PETJIAMEHTa, B 3JIEKTPOHHOM
BHJIE C HCNOJIb30BaHHeM ENMHOrO moprana rocylapcTBeHHBIX U MyHHLIMIAIBHEIX yCIyT
(bynkumit).».

15. B nynkte 65 cioBa «, M OCYIIECTBIAETCS B COOTBETCTBHH C OJIOK-CXeMOH
HCIIOJIHEHHS AJIMUHHUCTPATUBHOM MpoOLEnyphl, NpelyCMOTPEHHOH NpHIoXKEeHHEM Ne 5»
HCKJIIOYHUTE.

16. IlyukT 111 npusHaTh yTpaTUBIIMM CHITY.

17. ITynkT 112 #3710)KATH B HOBOH peHaKUUH:
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«112. OcHoBaHHeM [~ Ha4dajla agMHHHUCTPAaTHBHOH MNpoueaypsl «PaccMoTpeHue
3ajBJIEHHS O BHECEHHH M3MEHEHHH B JJOKYMEHTHI, cojiepXalliecs B PerHCTpallMOHHOM
IOChe Ha 3aperMCTPUPOBAHHBIN JleKapcTBeHHBIH MpenapaT, U NPHHATHE pPELIeHHS O
BHECCHHH: M3MEHEHHMH B JOKYMEHTBI, CONEpPXXallMeCAs B PETHCTPAUMOHHOM JOChe Ha

‘3apEeLHOTPUPOBAHHEIN  JeKapCTBEHHBI  Ipesapar», fBIfeTCd IOCTYIUICHHE B

MWUHHCTEPCTBO 3asBJICHHUS ¥ JOKyMEHTOB, YKa3aHHBIX B IIyHKTe 18 AIMHHHCTPaTHBHOIO
periaMeHTa, a TakkKe B CBA3U C INOCTYIUICHHEM CBENCHHUH, yKa3aHHBIX B NyHKTe 18
AIMUHHCTPaTUBHOTO perjiaMeHTa, B 3JIEKTPOHHOM BHJE C Hcnonb3oBaHMeM EamHoro
TopTajia TOCyAapCTBEHHBIX H MyHHLIUTATBHBIX yCIyT (QyHKIuUH).».

18. B mynkre 146 cioBa «B COOTBETCTBUM C OJIOK-CXeMOW HCIIONHEHHS
aIMUHHCTPATHBHON  HOpoOLeNyphl, IpelyCMOTpeHHOH  mpuinoxkeHueM Ne9 k
AJMUHHACTPAaTUBHOMY PEr1aMEHTy» UCKIIOYHTh.

19. Paznen Il nononHuTh oApazAenoM cienyromero cogepxanus: «Mcnpasinenne
JOIYIIEHHBIX ONle4aTOK ¥ OIIHOOK B BBIAAHHBIX B pe3yJibTaTe [IpeloCTaBIeHHs
roCyJAapCTBEHHON yCIyrH TOKyMEHTax

151.1. B cny4yae BbIABIEHHSA B BBIAAHHBIX B pe3yJbTaTe IIPENOCTaBIECHHSA
roCyJapCTBEHHOH YCIYT'M HIOKYMEHTaX oIe4arok M (WiIM) OIIMOOK 3asABHTENb
npencTaBiseT B MUHHUCTEPCTBO 3asBleHHe 00 HMCIpaBIeHHH TaKHX OMEYaToK M (MIIH)
OHMOOK.

151.2 OTBeTCTBEeHHBI MCIONHUTEND JleTlapTaMeHTa B CpOK, He NpeBBIIIAIOMHH 3
pabounx AHell co AH MOCTYIUIEHHS COOTBETCTBYIOLIETO 3asBIICHHs, IPOBOJHUT IIPOBEPKY
yKa3aHHBIX B 3asBJICHUU CBEACHUI.

151.3. B ciyuae BBISBIEHHS JOMYIIEHHBIX ONeYaToK U (MJIM) OMO0K B BBIAAHHBIX
B pe3y/bTaTe MpPeAOCTaBIEHUS OCYJapCTBEHHOH YCIyrH JOKYMEHTaX OCYLIECTBISIEeTCS
HCIIpaBlIeHAE TaKHX OleYaToK W (WiM) omuOOK B CPOK, He mpeBpiaromyi 10 pabounx
IHEH co IHSA MOCTYIUIEHHS B MHUHHUCTEPCTBO COOTBETCTBYIOWIETO 3asBICHHUS, 3asBUTENIO
BBIJJAIOTCA IMOAMHUCAHHBIE YIOJHOMOYEHHBIM JO/DKHOCTHBIM JIMLIOM MHMHHCTEPCTBA
JOKYMEHTBL».

20. Paznen V u3noxuth B clieAytoulel pefakiuyu:

«V. JlocyneOHsbIii (BHECYNeOHBIIN) NOPAAOK 00KanoBaHUSL
neiicteuii (Oe3meiicTBUA) MUHHCTEPCTBA U JODKHOCTHHIX IUL MuHHCTEpCTBa

Hudopmanus ajis 3aiHTepecOoBaHHBIX JTUI 00 HX IpaBe
Ha nocynaeOHoe (BHecyneOHoe) 0OXanoBaHHe AeHCTBHH
(GesmeiicTBuUs) ¥ (WIH) pelIeHUH, IPUHATHIX (OCYLIECTBICHHBIX)
B X0Jie IPeAOCTaBJIeHNs rOCyJapCTBEHHOH yCIIyT!

160. 3aumHTepecoBaHHBIE JHIa HMEIOT NpaBo Ha JocydeOHoe (BHecyaeOHOE)
obOxkaioBanue AeicTBUM (Oe3neiicTBr) U (WIK) pellleHu, MPUHATHIX (OCYLIECTBIEHHBIX)
MHHHCTEPCTBOM, AOKHOCTHBIMH JHIaMH MHHHCTepcTBa B XOJ€ INpEeAOCTaBICHHS
rOCYy[IapCTBEeHHON YCIyrd B TOpAAKe, NpeAycMOTpeHHoM rnasod 2.1 ®PenepanbHOro
3akoHa oT 27 urong 2010 r. Ne 210-O3 (nanee — xxanoba).

,.;l g
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~OpraHbl rocy1apcTBEHHOM BJIACTH, OPraHU3allii U YIOJTHOMOYECHHBIe
Ha pacCMOTpPEHUE KanoObl TMLa, KOTOPBIM MOXET ObITh HallpaB/ieHa
*ayio6a 3asBUTENS B A0CyeOHOM (BHECYAeOHOM) MOpsAIKe

v o
-~ R

161. B cnyuae :o6GxanoBaHus AcicTBuil (Oe31eHCTBUSL) MAOKHOCTHOTO JHIA
CTPYKTYpHOTO HoJpa3zaeiieHuss MHUHHUCTepCcTBa Kanoba nmogaercss Ha UM pyKOBOIUTEN
COOTBETCTBYIOIIETO CTPYKTYPHOrO nojApasiencHud MUHHCTEpCTBa.

B cnydae oGxxanoBaHus AeicTBUi (Oe3geiicTBUA) pyKOBOAUTENS CTPYKTYPHOIO
nonpasaeneHus MunHuctepcTBa xanoba mnojaercs Ha HMs 3aMecTuTens Munuctpa
3apaBooxpaHeHus: Poccuiickoit ®Denepaiuy, KypUpYIOIIEro MAaHHOE CTPYKTypHOE
noapazielieHie B COOTBETCTBUH C paclpelleleHueM O00A3aHHOCTEH, YCTaHOBIEHHBIM
npukazoM MuHHCTEpCTBA.

XKanoba Ha neiictBus (Oe3neiicTBue) 3aMecTutens MHHHCTpa 34paBOOXpaHEHHs
Poccuiickoit ®enepauun nojgaercs Ha uMs MuHucTpa 3apaBooxpaHeHus Poccuiickoii
Denepaumn.

Croco6s1 nHGOpMUPOBaHHA 3asABUTeENEH O NOpAAKE NOAAYN
¥ pacCMOTPEHHs XaoObl, B TOM YHUCIIe C HCIIOJIb30BaHUHeM EnuHoro
nopTajia rocyJapCTBeHHBIX U MYHUIINNANBHBIX YCIYT (PyHKIM#)

162. MudopMmanus o mopsake moxavyd U pacCMOTPEHUS )KaloObl pa3MellaeTcd Ha
obunransHOM caiiTe MuHnucTepctBa M EamHOM moprame rocylapCTBEHHBIX U
MYHHIUNAIBHBIX ycnyr (pyHKOMiA), a Takke MOXeT OBbIThb COOOIleHa 3asiBHTENIO
IOJKHOCTHBIMH JIMLIaMH MEHUCTEpCTBA IIpH JIMYHOM OOpallleHHH.

[TepevyeHb HOPMATUBHBIX IPABOBBIX aKTOB, PETYIHPYIOMIHUX
HOPSAAOK JocyAeOHOoro (BHECYAeOHOr0) 00KanoBaHus peleHni
U IeiicTBuii (Oe3neiicTBrs) MUHUCTEPCTBA U €T0 JOIKHOCTHBIX JIHII

163. OrtHolleHHs, BO3HHMKAlOIIMe B CBA3M C J0cyleOHBIM (BHecydeOHBIM)
o0XxaJoBaHMEeM pelmleHdd W JedcTBUA  MmuHHMCTepcTBa, JOJDKHOCTHBIX — JIMI]
MHuHHCTEpCTBa PErYIHPYIOTCS CEIYIOIMKYMH HOPMAaTUBHEIMH IIPaBOBLIMH aKTaMH:

1) ®enepanbHbiM 3aKoHOM OT 27 Htoisg 2010 r. Ne 210-D3;

2) nocranoBnenneM llpaButenbctBa Poccumiickoii ®enepanuu ot 16 aBrycra
2012 r. Ne 840 «O mopsake moia4u M pacCMOTpPEHHMS Xajlob Ha pelieHHs M AeHCTBHs
(GezneiicTre) ¢penepalbHBIX OPraHOB UCIOMHUTENBHON BIaCTH U UX JOKHOCTHBIX JIMLL,
(benepanbHbIX TOCYJAapCTBEHHBIX CHYXalUX, AODKHOCTHBIX JIMI TOCYJapCTBEHHBIX
BHeOrOIKeTHBIX (GoHIoB Poccuiickoit ®Penepanun» (CobpaHue 3aKoHOAATENbCTBA
Poccuiickoit Penepauun, 2012, Ne 35, cr. 4829; 2014, Ne 50, cr. 7113; 2015, Ne 47,
CcT. 6596; 2016, Ne 51, ct. 7370; 2017, Ne 44, c1. 6523; 2018, Ne 25, ct. 3696).

164. NUudopmanus, ykazaHHas B HaCTOALIEM pasfelie, MOMJIEKUT 00A3aTeNbHOMY
pa3Mmelnienuio Ha EaWHOM mopTane rocyAapCTBEHHBIX M MYHHLMIAIBHBIX YCIYT
(byHKLHH).

21. B nmpunoxenuu Ne 1 K AIMUHHCTpaTHBHOMY PErTaMEHTY:
a) CTPOKY 1 M310XKHTH B clieAyrollel pelaKluu:




« Pod

1. | HauMeHOBaHuE, aApec 3aIBUTENS ¥ IPOM3BOAMUTEN JIEKapCTBEHHOIO IMpemapara

IS MeIHIMHCKOrQ: MPUMEHEHUs, CBeACHHS 00 HMX pErucTpaliid B KavyecTBe
_HAJIOTOILTATEJbIMKA B CTpaHe peruCTpaliMH (A1 POCCHACKUX IOPHIUIECKUX JIHIL:
. ] — NIeHTH()UKALUHOHHEIA HoMep Hanoromnarensiquka (MHH), nns nHocTpanRsix
IOPHINYECKAX JIMI — CTpaHa PEerucTpaliMid, HaUMEHOBaHHE PETHCTPHPYIOUIETO
opraHa, perucTpallMOHHBIH HOMep, KOJI HajloromiaTeibiyika B CTpaHe
perncTpany (HHKOPIOpAlMH) WIK €ro aHalor) M aJpec MeCTa OCYLIECTBIICHUS
MPOM3BOACTBA JIEKAPCTBEHHOTO Ipenapara (B ciiy4ae HalMYUid HECKOJIBKHX
YyYaCTHHKOB IIpollecca ero IPOM3BOACTBA HEOOXOOUMO yKa3aTh KaXIOro
yJaCTHHKA B COOTBETCTBHH C OCYIIECTBIseMOH cTafuell NpoU3BO/ICTBA)

-

1

»;
6) ctpoku 2 u 11 npu3HaTh yTpaTUBIIMMH CHITY.

22. B npunoxenuu Ne 2 Kk ATMAHUCTpaTUBHOMY PETJIaMEHTY:

a) CTPOKY 1 M3JIOKUTH B clenylomed pelaKiyu:

«

1. | HaumeHoBaHHMe, aapec 3asBUTeNd M Ipou3BoAMTeNns (apMaleBTHUECKOH
CyOCTaHLIUH, CBeJleHHs 00 MX pericTpallMd B KauyecTBE HAJOroILIaTENbIIHKA B
CTpaHe  perucTpanuu (i  pOCCHIICKHX  IOPHAMYECKHX  JIHI  —
UIeHTHOUKAIHOHHBIH HoMep Hanoromnarensmuka (MHH), nng uHOCTpaHHBIX
IOPUAMYECKUX JIHI — CTpaHa PerucTpallii, HaHMEHOBAHUE PETHCTPHPYIOLIETO
OpraHa, peTUCTPalMOHHBI HOMep, KOJ HaJOroIIaTeNbIIHKa B CTpaHe
perucTpaluud (MHKOPIOpalliy) WM €0 aHaJor) U aApec MeCTa OCYIUECTBICHHS
TIPOM3BOJICTBA papMaleBTHUECKOH CyOCTaHIMH (B ClyYae HaJIMYUA HECKONBKUX
YyYaCTHHKOB IIpollecca ero HpOM3BOACTBA HEOOXOOMMO YKa3aTh KakIOTO
y4acCTHMKA B COOTBETCTBHH C OCYIIECTBIIIEMOH CTafnel MPOU3BOJCTBA)

»;

0) cTpoKy 2 mpu3HaTh yTpaTHBLIEH CHILY.

23.B mpwioxenun Ne3 Kk AIMHHHUCTPAaTHBHOMY pEIJIAMEHTY TIIOCII€ CTPOKH
«JlaTa peecTpOoBOi 3alKUCH:»
JIOTIOJIHATE CTPOKOH CIIEAYIOINETO COAEPXKAaHHUS:
«CBefieHHs 0 PETHCTpAllMi B Ka4ecTBe HAJIOTOIIATENbINIKA B CTpaHe PErHCTpaluy (JULd
POCCHICKHX HOPUAMYECKHX JHI — HAEHTHGHKAMOHHBIA HOMEp HalIOroIIaTe bk
(MHH), ans MHOCTpaHHBIX IOPHIMYECKHX JIML — CTpaHa PErHCTpaliH, HaHMEHOBaHUE
PETHUCTPHUPYIOLIEro OpraHa, PErHCTPAllMOHHBIA HOMEp, KOI HajoroIuaresblinka B
CTpaHe PeruCcTpaluy (MHKOPIOpALliH) UM ero aHaJIor):».

24. Tlpunoxennuss Ne4 - Ne9 x AIMHHHCTPAaTHUBHOMY perjlaMeHTY TpH3HATh

yTPaTUBLIMMH CHITY.




