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B coorBerctBuu ¢ DenepanbHeIM 3akoHOM oT 27 miong 2010 r. Ne 210-®3 «O6
OpraHM3alli¥ NPEAOCTaBICHHs rOCyJapCTBEHHBIX H MyHHIMNANBHLIX yciyr» (Cobpanue
3aK0HonaTenLcma Poccuiickoii ®enepammn, 2010, Ne 31, cr. 4179; 2011, Ne 15, cr. 2038;
Ne 27, ct. 3873; cT. 3880; Ne 29, ct. 4291; Ne 30, ct. 4587; Ne 49, ct. 7061; 2012, Ne 31,
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Ne 1, ct. 63; Ne 9, ct. 1283; Ne 17, cr. 2427; Ne 18, ct. 2557; Ne 24, ct. 3413; Ne 27,
cT. 3954; Ne 30, cr. 4539; Ne 31, cr. 4858; opuIHANBHEI MHTEPHET-IIOPTAT IIPABOBOK
uHpopManuu  http://www.pravo.gov.ru, 1 ampens 2019 r.), DOCTaHOBIEHHAMH
IIpaButenscTa Poccuiickoit @enepamuu ot 27 nexabps 2012 r. Ne 1416 «O6 yTBepKAeHAH
IlpaBui = roCynapCTBEHHOH  perucTpaliM  MeNUIMHCKHX H3geimin»  (Cobpanue
3akoHoaarenscTBa Poccuiickoit Mepepanun, 2013, Ne 1, cr. 14; Ne 43, c1. 5556; 2014,
Ne 30, ct. 4310; 2017, Ne 8, ct. 1233; 2018, Ne 24, cr. 3523) u ot 16 Mas 2011 r. Ne 373
«O paspaGoTke H yTBEpXIECHHH aJMUHHCTPATHBHBIX DETJIAMEHTOB OCYLIECTRICHHS
rOCyAapCTBEHHOTO  KOHTpONA  (Hag3opa) H  aJAMHHHCTPAaTHBHHIX  PErJIaMEHTOB
TIpeOCTaBIEHH TOCYAapCTBeHHBIX yciryr» (CobpaHHe 3aKOHOAATENBCTBA PocCHMCKOM
Denepanuu, 2011, Ne 22, cr. 3169; Ne 35, cr. 5092; 2012, Ne 28, cT. 3908; Ne 36, ct. 4903;
Ne 50, ct. 7070; Ne 52, ct. 7507; 2014,Ne 5, c1. 506; 2017, Ne 44, cr. 6523 2018, Ne 6,
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YTBepauTs NpHIaracMelii AJIMHHHCTPAaTHBHbIN periiameHT DeepalbHOM CITyKObI
1o Haj30py B cq)epe 3ipaBOOXpaHEHH 1O npenocmnnenmo rocynapcmeHHon YCIIyTH IO
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AIMHHHCTPAaTHBHBII perjiaMeHT
®enepaJibHoOi cayxk0bl 10 HAA30pY B cdepe 31paBOOXpaHEHH
0 NPeI0CTABJIEHHIO rOCYAaPCTBEHHOI YCIYTH MO rOCYAa PpCTBEHHOI
PerucTpaluu MeAHHHCKHX H31eTui

I. O0ure nmonoxeHus
[Ipenmer peryaupoBaHus AJMHHECTPATHBHOTO PErjlaMeHTa

1. AnmunucTpaTuBHBIH periameHT PenmepalibHO# CiTy’XObI 1O Han30py B cdepe
3npaBooxpaHeHus (Janee - Poc3mpaBHag3op) mo NpedoOCTaBIEHHIO TOCYIapCTBEHHOMN
YCIIYTd IO TOCYJapCTBEHHOM perucTpaiuy MeJHIHHCKIX U3IeNui (1ajiee COOTBETCTBEHHO
- AIMHHHCTpaTHBHBIH perjlaMeHT, T'OCyJapCTBEHHAs yCJyra) yCTaHaBJIMBAaeT CPOKH H
[IOCJIEIOBATENILHOCTh aAMHHUCTPATUBHBIX mpouenyp (nmeiicteuit) Poc3mpaBHans3opa, B
Ipolecce MpeloCTaBICHUs IOCyJapCTBEHHON YCIYTH, MOPSIOK B3aWMOIEHCTBUS MEXIY
CTPYKTYPHBIMHU MOApasAeleHus M Poc3ipaBHa30pa, ero AOHKHOCTHBIMH JIMLAMH, a
Takke B3auMmozeiicTBus Poc3gpaBHanm3opa ¢  3asBUTENsSMH, HWHBIMH OpraHamu
roCyZapCTBEHHOM BJIACTU U OpraHaMé MECTHOrO0 CaMOYIpaBlIEHUS IIPHU MPEAOCTaBICHUU
roCyAapCTBEHHOM yCIIYTH.

Kpyr 3asBureneit

2. 3asBUTENSAMH Ha MpPEAOCTaBIeHHE TOCYAApPCTBEHHON YCIyrd (najiee - 3asBHTEIH)
ABJIAIOTCS:

1) pa3paboT4HK MEAMIHHCKOTO W3ETIHS;

2) Mpou3BOMTEND (U3rOTOBUTEIH) METUIIMHCKOTO U3/IEIHS;

3) ynoJIHOMOUYEHHBIH NPEeCTaBUTENb TPON3BOUTENS (M3TOTOBUTEINS) MEAUIMHCKOTO
U3JeTHs.

TpeboBanus x nopsaaky HHGOPMUPOBAHUS
O MPEAOCTaBIEHUH FOCYyJApCTBEHHON yCIIyTH

3. UupopmupoBaHHe o0 TMOpPSAAKE IPEJOCTABICHHS TOCYJapCTBEHHOH YCIYyIH
OCYIIECTBIIAETCS:




Ha opuransHOM caiite Poc3apasHanzopa B UH(pOPMaALHOHHO-
TeJICKOMMYHHKalMOHHOM ceTH «HTepHEeT» (nanee-oduipanbhblii cailT Poc3apasHansopa,
ceTb «HTEepHETY);

Ha o(QUUIHATBbHOM cailitTe B (enepaibHON TOCYAapCTBEHHOM HH(BOpPMalHOHHOM
cucteMe «EnuHBIA NOpTall TOCYIapCTBEHHBIX H MYHHIMIAILHBIX yCIayr» (nayiee-EIuHbIiH
nopTain);

B denepanbHOil rocynapcTBeHHOM HHGPOPMaUMOHHOH cHucTeMe «®DenepabHBbIit
peecTp rocyaapcTBEHHBIX yciyT (QyHKImit)» (nanee-penepaibHelii peecTp);

Ha MHPOPMAIIMOHHBIX CTEH/IaX B IIOMENIEHHH TIPUEMHOM 110 paboTe ¢ 06paleHusIMH
rpaxiaH;

II0 HOMepaM TeneGOHOB JUIA CIIPaBOK.

4. CnpaBouHass MHOOpMalusi 1O BONMPOCAM NPENOCTABIEHHS TOCYAAPCTBEHHOM
YCIIyTH pa3MelaeTcs:

Ha odunuansHoM caiite Poc3apasnanzopa;

Ha EnuHoM noprane;

B (enepanbHOM peecTpe;

Ha MH(QOPMALIHOHHBIX CTEHIAX.

5.CnpaBoyHas uHQpoOpMamUs  TPENOCTABIAAETCH  JOJDKHOCTHEIMM  JIMILAMH
Poc3npasHansopa no tenedoHy, Ha TMYHOM IpHEMeE 3asBUTENS UIIA MUCBMEHHO TOYTOBLIM
OTIIPABJICHUEM JIMOO 3JIEKTPOHHBIM COOOIIEHUEM I10 aIpecy, YKa3aHHOMY 3asABHTEJNEM.

CupaBounas MHGOpPMalus BKIIOYAET CBEJEHUS O MECTE HAaXOXIECHHS, rpaduke
paboThl, cHpaBouYHBIX TenedpoHax, HoMmepe TenedoHa-HHGOpPMATOpa, a;pecax
OGHUIHYANBHOrO caiTa, 3JIEKTPOHHOW MOYTHl M (WiH) (GOpMBI OOpaTHOM CBS3M C
PocznpaBHanzopom.

6. Ha obunuuansHoMm caiite PocanpaBransopa u Ha ExuHoMm mopraine pasmernaercs
cienyrolas HHGoOpMaIus:

HOPSANOK IOJy4YeHHMss MH(OpPMaIUH 3asBUTENSMH IO BONPOCAM IPEAOCTABIECHHS
roCcy1apCTBEHHOM yCIyry;

IIEpeYeHbh  HOPMATHBHBIX  MNpaBOBbIX  akToB  Poccuiickoit ~ Dexpepaium,
pernaMeHTHPYIOLUX IPeAOCTaBICHUE rOCy 1apCTBEHHOM YCIIyTH;

TEKCT AJIMUHUCTPATHBHOTO PETJIAMEHTa,;

dopMbl  3asBieHuii  (YBeIOMJIEHMIi, COOOLIEHHi), MCHOONb3YEMblE  IpH
IIPEJOCTaBJIICHUH YCITYTH.

7. Undopmanus Ha Enqunom moprane u odpuuuansaoM caiite Poc3npasHanzopa o
MOPSAIKE M CPOKaX NMpeAOCTaBIEHHs TOCYNapCTBEHHOM YCIYrM Ha OCHOBAaHWHU CBEJIEHUH,
coziepxalmxcs B GenepaabHOM peecTpe, NpeIoCTaBIsSeTCs 3assBUTEIIO Ha Oe3BO3Me3IHOM
OCHOBE.



II. CranaapT npenocTaBieHus TOCY1aPCTBEHHOM YCIIyTH
HaumeHoBanue rocynapcTBeHHOM yCiIyru

8.T'ocynapctBeHHas yciayra II0 FOCYy/IapCTBEHHON PETUCTPAlMM MEIUUUHCKHX
15K 31 (195 0%

HanMeHoBaHue opraHa, peI0CTaBIISIONIETO rOCYAaPCTBEHHYIO YCIYTY

9. 'ocymapcTtBeHHas yciyra npeaoctasisercs Poc3apaBHaazopom.

10. 3anpemaercs TpeOOBaTh OT 3asABHUTEINS OCYLIECTBJICHHS JICHCTBHIA, B TOM YHCIE
COrJIacOBaHUM, HEOOXOMUMBIX JUIA MOJY4eHHs TOCYJIapCTBEHHOM YCIYTH W CBSI3aHHBIX C
oOpalllcHHEM B HMHBI€ TOCYHAapCTBEHHbIE OPraHbl W OpraHM3alHH, 32 HCKIIOYEHHEM
HOJIy4Y€HHs YCIYT, BKIFOYECHHBIX B [IEPEYEHb YCIYT, KOTOPHIE SABIAIOTCS HEOOXOOUMBIMH U
00s13aTeIbHBIMY IJIS IPEIOCTABIIEHHS TOCY1apCTBEHHBIX yCIyT .

Onucanue pe3ynbraTa peA0CTABICHHS FOCY1aPCTBEHHOM YCIIyTH

11. PesynpTaTamu Ipe1oCTaBIIeHUS TOCYJAPCTBEHHOM YCIyTH ABIAIOTCS:

1) BeIIa4a (HanpaBieHue) 3asiBUTENIO YBEJOMIIEHHS O TOCYAaPCTBEHHOM PErUCTPaLMH
MEQUIIMHCKOI0 U3JIEJIHs U PETUCTPALIMOHHOTO YAOCTOBEPEHH HA MEIUIIMHCKOE H3IEIIHE;

2) BBllaua (HaNpaBlieHHE) 3asBUTENIO YBEIOMIICHUS 00 OTKa3ze B roCyAapCTBEHHOM
pErHCTpali MEAMIIMHCKOTO U3/IE/IHS,;

3) Beimada (HampaBleHHE) 3asBUTENIO YBEJOMIEHHS O BHECEHMH H3MEHEHHi B
JOKYMEHTBI, COJAEp)KalllieCss B PETUCTPAIMOHHOM JOChe H BbiZadya (HalpaBlCHHE)
11€pe0GOPMIICHHOTO PETHCTPALMOHHOTO YAOCTOBEPEHHS (B ClIydae BHECEHHS] H3MEHEHHH B
HEr0) M paHee BBIIAHHOIO DPETHCTPALMOHHOIO YAOCTOBEPEHHS C OTMETKOH O ero
HEJIEWCTBUTENBHOCTH (C yKa3aHUEM IaThl);

4) BblJaua (HampaBlIeHHWE) 3asBUTENIO YBEIOMIIEHHS 00 OTKa3e BO BHECCHUH
U3MEHEHHH B JJOKYMEHTBI, COAEPXKAIUECS B PETUCTPALHOHHOM JOCHE;

5) BBIIaua (HampaBlieHHE) 3asIBUTEIIO 1yOIMKATa PETUCTPAMOHHOIO YAOCTOBEPEHHS
Ha MEJULHMHCKOE U3JIETHE;

! Tocranosnenue IMpasurensctea Poccutickoit ®eaepamu ot 6 mast 2011 r. Ne 352 «O6 YTBEPKICHHH NEPEYHS YCIYT,
KOTOpBIC ABJIIOTCA HEOOXONMMBIMH M 00A3aTeNbHBIMM /U MPEAOCTaBlIEHHs (elepalbHBIME OpPraHaMH HCTOJHHUTEIBHOM
BnactH, I'ocynapcTBeHnoit Kopnopaimelt 10 aTOMHON 3Hepruu «PocaToM» roCyHapcTBEHHBIX YCHYT M MpeJOCTaBISIOTCA
OpraHu3alysiMH, Y4acTBYIOIMMH B NIPEAOCTABICHAM TOCY JAPCTBEHHBIX YCIIYT, ¥ ONPEAE/ICHIH Pa3Mepa ILTaThl 32 UX OKA3aHUe»
(Cobpanme 3axoHonarenscra Poccuiickoit Menepauny, 2011, Ne 20, ct. 2829; 2012, Ne 14, cr. 1655; Ne 36, cr. 4922; 2013,
Ne 33, ct. 4382; Ne 49, cT. 6421; Ne 52, ct. 7207; 2014, Ne 21, c1. 2712; 2015, Ne 50, c1. 7165; cr. 7189; 2016, Ne 31cT. 5031;
Ne 37, ct. 5495; 2017, Ne 8, ct. 1257; Ne 28, cr. 4138; Ne 32, cT. 5090; Ne 40, cT. 5843; Ne 42, cT. 6154; 2018, Ne 16, ct. 2371;
Ne 27, cr. 4084; Ne 40, ct. 6129; 2019, Ne 5, c1. 390).




6) Bblmaya (HampaBlCHHE) 3asABUTENIO pELIEHHA 00 OTMEHE TOCYAapCTBEHHOM
pETUCTpalii METUIMHCKOTO U3JIEITHS.

Cpox nmpenocTaBiieHUs rOCyJapCTBEHHOM YCIIyTH, B TOM YHCIIE C YIETOM HEOOXOAUMOCTH
obpalieHns B OpraHU3aliy, yYacTBYIOLIKE B PEI0CTABIEHUH FOCYAAPCTBEHHOM YCIIyTH,
CPOK IIPMOCTAHOBJICHHS MIPEOCTABICHUSA TOCYJapCTBEHHOMN YCIYTH B CIyYae, eCld
BO3MOXHOCTh IPHOCTAHOBJICHH IPEAYCMOTPEHA 3aKOHOAATENIbCTBOM Poccuiickoi
Denepanyn, CpoK BEAAYM (HAIPABIICHHS ) IOKYMEHTOB, SIBJISIOIIAXCS PE3YJILTATOM
IIPEIOCTABICHUS FOCYy/1apCTBEHHOM YCIIyTH

12. Cpox mnpenocTtaBieHuss roCylAapcTBEHHOM YCIYrM H BBIIAYd (HAIPABJICHHS )
JIOKYMEHTOB, SIBIIIIOLINXCS Pe3yJIbTaTOM NPEIOCTaBIEHNUS TOCYAapPCTBEHHOR yCIIyTH:

1) rocynapcTBeHHas perucTpanus MEIULMHCKOTO M3AE/Hs OCYIIECTBIISETCS B CPOK,
He mnpespnnarommii 50 pabounx nOHeH CcoO JHA TPHHATHS pEHMICHHS O Havalie
rOCyJapCTBEHHOM pErucTpanuy MEIUIIUHCKUX U3IENHM.

Cpok npoBeieHHs KIMHUYECKUX UCIBITAHUN MEIUI[HHCKOrO M3eNusA B 50-1HEBHBIN
CPOK HE BKJIIOYAETCH.

Cpok IpHOCTaHOBJIECHHUS MPENOCTABIEHHS TOCYAaPCTBEHHOM YCIYTH HCYUCISETCS CO
nHA TpUHATAS POC3IPaBHAN30POM PeINeHHs O BhIIAYe paspellleHHs Ha NpOBENCHUE
KJIMHHYECKHX MCIBITAHHH MEIMLMHCKOIO M3ZeNus 10 AHSA npuHATHS Poc3ipaBHag3opom
PElIeHHs 0 BO30GHOBIICHAHN rOCy/1apCTBEHHOU PErMCTPAallMi MEIHIIMHCKOTO U3/ICIINS;

2) BHECEHHE H3MEHEHU B IOKYMEHTHI, COIEPKAIUEC B PETMCTPALIHOHHOM J0ChE, HE
TpeOYIOIIUX IIPOBENEHUS OKCIEepTH3bl KadecTBa, 3(D(MEKTHBHOCTH W 0€30IaCHOCTH
MEIUIUHCKOrO U3AEIIMs OCYIIECTBIISETCSA B CPOK, He MpeBbInaommi 15 pabouux aHel co
JIHSI IPUHATHS pELIEHUs O paCCMOTPEHHUH 3asBJICHHUS O BHECEHUH U3MEHEHU U [JOKYMEHTOB,
IIPElyCMOTPEHHBIX ITyHKTOM 15 AIMUHUCTPAaTUBHOTO perjiaMeHTa.

Bpemsa co nHa HampaBieHHs yBeAoMJIeHHs Poc3apaBHam3opa O HEOOXOIMMOCTH
ycTpaHeHuss B 30-AHEBHBIH CpPOK BBISBICHHBIX HapylleHUHW W (WJIH) TMpeCTaBICHUS
JOKYMEHTOB, KOTOpBIE OTCYTCTBYIOT OO AHS IOJY4YEeHUS OTBETAa HAa YBEAOMIICHHE He
YYHUTHIBAETCSI IIPH MCYMCIICHUH CPOKA BHECEHUS U3MEHEHUH B IOKYMEHTBI, COJIepXKallirecs
B PErMCTpallHOHHOM JOChe He TpeOyIoImux MNpOoBeleHHss 3SKCIEpPTU3bl KadyecTBa,
3@ PEeKTHBHOCTH U 6€30MACHOCTH MEIULIMHCKOTO U3/IEIIH;

3) BHECEeHME U3MEHEHHH B JOKYMEHTHI, COAEPXKAIMECS B PETHCTPALIOHHOM I0ChE,
TpeOyIOIMX TNPOBEAECHHS OKCIEPTU3Bl KauecTBa, JQ(PEKTUBHOCTH H O€30MacHOCTH
MEIHUIHHCKOTO OCYWIECTBIISIETCS B CPOK, He IpeBblmarommi 35 pabounx aHeit co maHA
IPUHATHS PEIICHHMS O PaCCMOTPEHHUH 3asBJICHUS O BHECCHHH M3MEHEHUH U JIOKYMEHTOB,
IIPETYCMOTPEHHBIX IIYHKTOM 17 AAMUHUCTPAaTHBHOTO pPErjlaMeHTA.

BpemMs co naHa HampaBieHus 3ampoca PocsgpaBHaj3zopa O HOpeACTaBICHUH
HeOoOXOAMMBIX MaTepUaJiOB M CBENEHHM MO [HSA [OJy4YeHHS OTBETAa HA 3alpoC He




YYHTBIBAETCS IIPU UCYHUCIIEHHUN CPOKA BHECEHUS H3MEHEHUH B JJOKYMEHTbI, COAECpIKAIINECcs
B PETHCTPALlUOHHOM JOChE, TpeOyIOIIUX MpPOBEIEHUs OKCIEPTU3bl KayecTBa,
s¢pdexTuBHOCTH 1 6E30MACHOCTH MEAUIHHCKOTO H3IEIIHU;

4) cpox odopMiIeHHs HW BBIOAud (HANpaBieHHs) IyOMMKATa PETHCTPALIHOHHOIO
YAOCTOBEPEHHUS HA MEJUIIMHCKOE U3/ieNiue COCTaBNAeT 7 pabounx qHEH CO THA MONydeHUs
JOKYMEHTOB, YKa3aHHBIX B IIyHKTe 18 AJIMUHUCTPATHBHOTO pErjaMeHTa;

5)cpok Bbaud (HaOpaBiieHHs)) PETHCTPALIOHHOTO  YAOCTOBEPEHHs KOO
YBEIOMJICHHS 00 OTKa3e B TIOCYJapCTBEHHOM PpErucTpald MEeIHLUHCKOTO U3JeNus
cocTaBiisieT 10 pabounx nHEH co qHS NOTy4eHHs 3aKIIOYEHHS 10 pe3yIbTaTaM dKCIIePTHU3bI
Ka4ecTBa, 3(p(HEeKTUBHOCTH B 6€30NaCHOCTH MEAMIIMHCKOTO U3/IENHS,;

6) cpok BbIJauy (HaNpaBJieHNs) YBEIOMIICHHS O BHECEHHH W3MEHEHH B IOKYMEHTBI,
colepXalldecss B PETUCTPALMOHHOM JOCheé MW CpPOK BbiIayd (HampaBIeHUS)
nepeoOpMIIEHHOTO PErHCTPAIIMOHHOTO YIOCTOBEPEHHS (B ClTyuae BHECEHUS] M3MEHEHHH B
Hero) coctaBnsger 10 pabouux qHe#H cO IHS MONyYeHHS 3aKJIOYEHHS IO pe3ylbTaTam
9KCNEPTU3bI KauecTBa, 3P ¢EeKTUBHOCTH H 0€30I1aCHOCTH MEIULIMHCKOTO U3IEINUS;

7) cpok BbIauM (HampaBJIeHUs) YBEAOMIIEHHSI 00 OTKa3e BO BHECEHUH M3MEHEHUil B
JOKYMEHTBI, COJEpKaIlUecss B PETHCTPAIIMOHHOM JOChe MO0 YBEAOMIICHHS O BHECECHHHU
U3MEHEHHH B JOKYMEHTBI, COJEpXAIlHeCsd B PETHCTPAlMOHHOM J0Che cocTaBiseT 10
pabouux nHe# co MHS MOMY4eHHS 3aKJIOYEHHS MO pe3ylbTaTaM SKCHEepTH3bl KadyecTsa,
3¢ PeKTHBHOCTH 1 6€30MMaCHOCTH MEIUIIMHCKOTO U3/IEIIHS;

8) cpok BbImauM (HampaBlieHHs) YBEJAOMJIEHHS 00 OTMeHe TOCyAapCTBEHHOM
pEruCTpalid MEAUIUHCKOrO M3IeNUs COCTaBiseT 3 pabouux OHS C CO JHS MOIANHMCAHUA
npHKa3a 00 OTMEHe roCyIapCTBEHHOM PEriCTpalliid MEAAIIMHCKOTO H3/IeIIHS.

HopMatuBHBIE NpaBOBBIE aKThl, PErYIUPYIOLIHE IPEIOCTABICHUE I'OCYIapCTBEHHON
yCIyTH

13. IlepeyeHr HOpMATHBHBIX IIPaBOBBIX AKTOB, PETYJIUPYIOLIUX IPEAOCTABICHUE
rocyIapCTBEHHOI yCIyru, pasMeuiaercs Ha odunuanbHoM caiite Poc3apaBHang3opa, B
dbenepanbHOM peectpe u Ha EqunoM noprae.

HcuepneiBaromuii nepeyeHb TOKyMEHTOB, HEOOXOAMMBIX B COOTBETCTBUH C
HOPMAaTUBHLIMU IIPABOBBIMH aKTaMM JUJIsi IPEAOCTABIEHUS TOCYJapCTBEHHOM yCIyTd U
YCIIyT, KOTODEIE SBJISIOTCA HEOOXOIUMBIMHU H 0053aTeIBHBIMH IS IPEAOCTABIECHUS
roCyZapCTBEHHOM yCIIyTH, MOIEXKAIINX NIPEICTABJICHUIO 3asBUTENIEM, CIIOCOOBI NX
IIOJTy4€HUs 3asBUTEJIEM, B TOM YHCIIE B 3JIEKTPOHHOHN opMe, MOPAIOK UX MPEACTaBICHHs

14. Inst rocymapCTBEHHOH perucTpalid MEIHIUHCKOTO U3JENHs 3asBUTENb
npeactasiseT (HanpasuseT) B Poc3apaBHanz3op cieayiomue JOKyMEHTHI:




1) 3asiBlIeHHE O roCyJapCTBEHHOM PETHCTPALMKM MEIULMHCKOro M3eius 1o dopMme
COrJIacHO MpuJIoKeHHIo Ne 1 Kk AAMUHHCTPATHBHOMY peTJIaMeHTY;

2) KONHIO  JIOKyMEHTa, IMOATBEPXKJAIOMEr0 IOJHOMOYHS  YIIOJHOMOYEHHOIO
IIpeICTaBUTENS IIPOU3BOAMTEINS (U3TOTOBUTENS);

3) cBeileHUs O HOPMATHUBHOI JOKYMEHTAIMH HA MEIULUHCKOE U3EIIHE;

4) TEXHHYECKYIO JIOKyMEHTAIMIO NPOU3BOMAUTENS (M3TOTOBUTENS) HA MEIUIHUHCKOE
U3Jenme;

5) SKCIUTyaTallMOHHYIO  HOKYMEHTAUHIO [POU3BOAMTENS  (M3TOTOBHTENA) HA
MEAMIMHCKOE U3JEIHE, B TOM YUCIIe HHCTPYKIHUIO 10 NPUMEHEHHIO UM PYKOBOJCTBO IO
3KCILTyaTalliil MEAUIIMHCKOTO H3/IETHS;

6) dbororpaduyeckue uzoOpakeHUs: OOIIEr0 BUIA MEIUIUHCKOTO U3MEIUS BMECTE C
NPUHAIEKHOCTIMH, HEOOXOAMMBIMH JJIs TNIPUMEHEHHS MENUIMHCKOTO H3JAENUs IO
HasHa4yeHHIo (pa3mepoM He MeHee 18 X 24 caHTuMeTpa);

7) IOKyMEHTBI,  IOATBEpXJAIOLIMe  pe3yJbTaThl  TEXHHYECKHX  HCHBITAHHH
MEIULIMHCKOr0 U3/Ieus;

8) IOKyMEHTHI, NOATBEPXIAIOLINE Pe3YJIbTaThl TOKCHKOJIOMYECKHX HCCIIEHOBAHUM
MEIUIUHCKOT0 M3/eIHs, HCIOIb30BaHHE KOTOPOro MpEeAINoaraeT Hajluuue KOHTaKTa C
OpraHHU3MOM 4eJIOBEKa,

9) noxyMeHTBI, MOATBEPXKAAIOIHE Pe3yNbTAaThl HCIBITAHHH MEIULIUHCKOTO H3eHs B
HENIX YTBEPXKIEHUS THIA CPEACTB M3MepeHUil (B OTHOIICHWH MEIULUHCKUX W3IENui,
OTHOCSIIUXCS K CPEICTBaM H3MepeHHHl B cdepe rocyJapCTBEHHOrO peryJIHpOBaHUS
obecreueHus eqUHCTBA U3MEPEHHIAZ);

10) nns MeqMUMHCKHX H3geymii 1 Kiacca MOTEHIMAIBLHOTO PUCKA TNPUMEHEHHS U
MEIUUHUHCKHX M3/eIUi [ AHAarHOCTHKHM in Vitro - CBeJAeHHs, TNOATBEPXKIAIOIIHe
KIHHHYECKYIO 3¢ QEKTHBHOCTD U 6€3011aCHOCTh METUIIMHCKUX U3/IEITHIA;

11) npoexT mnaHa KIMHAYECKHX HUCIBITAHHUM  MEIMIUHCKOTO  H3IENHs
060CHOBBIBAIOIMMH €T0 MaTepHaiaMH (IPH HAINYHH);

12) cenenys o BeIAaHHBIX Poc3paBHAI30pOM paspeleHrsx Ha BBO3 MEIHUIIMHCKUX
H3JEIMA C LENbI0 MX TOCYyJapCTBEHHOH perucrpauud (AJi1i MEIUILMHCKUX H3OeIHi
MHOCTPAHHOTO IIPOU3BOICTBA);

13) xomuK JOKYMEHTOB, MOATBEPKIAIOIINX Ka4eCTBO JIEKAPCTBEHHOIO MpENapara,
papmanesTHyeckoif cyOcTaHUM, OHOJIOTMYECKOr0 MarepHajla M HHOTO BEINEeCTBa, C
HCIOJIb30BAHUEM KOTOPBIX IPOU3BEIEHO MEAULIMHCKOE U3/IeTIie UM KOTOphIE BXOJAT B €ro0
COCTaB M KOTOpbIE€ MNpEAHAa3HA4YEHbl Ul NPUMEHEHHS TOJbKO C YYETOM Ha3HA4YeHHS
MEIMUHUHCKOr0 H3J€JHs, ONIPEIEIECHHOTO MPOU3BOIUTEINEM, U BBIJIAHHBIX B COOTBETCTBUH C

2 [puka3s MunucTepcTsa 3apaBooxpanenus Poccuiickoit deaeparn ot 15 aBrycta 2012 r. Ne 891 «O6 yTBepKAeHHN
Iopsinka nposefeHMs UCHIBITAHUIH B LENAX YTBEPKACHHS THIIA CPEACTB U3MEPEHHIA, a TaKXKe NEPEYHS MEIULMHCKIX H3Ie/IHi,
OTHOCSIIMXCA K CPEACTBAM H3MepeHUil B cdepe rocyAapCTBEHHOrO PeryjHpoBaHHA oOecreYeHus: €IUHCTBA U3MEPEHUil, B
OTHOUICHHH KOTOPBIX TMPOBOJATCA HCHBITAHUSA B LENAX YTBCPXIACHHA THIA CPEICTB mmepeﬂuﬁ» (3aperMCTpup03aH
MunucrepcTBoM 1ocTuMH Poccuiickoit denepaituu 25 nexkabps 2012 r., peructpaumoHssiii Ne 26328).



3aKOHOJIaTEIbCTBOM  CTpaHbl  MPOUCXOXKJIEHHUS  JIEKAPCTBEHHOTO npernapara,
(bapmaleBTHYECKOH CyOCTaHLMH, OHOJOTHYECKOr0 MATEPUAIa U MHOI'O BEILECTBA;

14) onuch npunaraeMeIX JJOKYMEHTOB.

15. Jlna BHeceHHs M3MEHEHHMH B JOKYMEHTHI, COJEPXKAIIUECS B PETUCTPALIOHHOM
I0Cke, He TpeOyIoIMuX TMPOBEAEHHA JSKCIEPTH3BI KadecTBa, JS(M(MEKTHBHOCTH H
0€30MacHOCTH MEJULIUHCKOTO HW3MeJMs 3asBUTENb TpeACTaBisdeT (HampaBisfeT) B
Poc3npasHanzop cienyionye JOKYMEHTHI:

1) 3asiBIeHHEe O BHeCeHMHM HM3MEHEHHi 1o (GopMe COriacHo MpuioxeHuo Ne 4 x
AJIMHUHHUCTPaTUBHOMY perJIaMeHTY;

2) KONMI0O  JOKyMEHTa, NOJATBEPKAAIOUIEr0 IIOJHOMOYHMS  YIIOJHOMOYEHHOIO
IIpECTABUTENS IPOU3BOAUTENS (U3TOTOBUTENS);

3) IOKYMEHTHI ¥ CBEJICHUS O COOTBETCTBYIOIIMX H3MEHEHHAX, B TOM YHUCJIE JOKYMEHTHI,
IOATBEPXKIAIOIIME H3MEHEHHs, yKa3aHHble B moianyHkrax 1, 2, 3, 5, 6 myHkra 16
AIIMHUHHCTPAaTHBHOTO perjiaMeHTa, a Takke B Cliydyae H3MEHEHHs HauMEHOBaHUS
MEAULUHCKOrO U3/IeIIHs:

CBEICHH: O HOPMATUBHOM TOKyMEHTallMH Ha MEAMIIMHCKOE U3/IeIIHe;

TEXHUYECKYIO JOKYMEHTALHMIO MPOU3BOAUTENS (M3rOTOBUTENS) Ha MEAMLMHCKOE
U3JeNKe, IPUBEIECHHYIO B COOTBETCTBHE C HOBBIM HAHMEHOBaHHEM MEAMIIMHCKOTO U3/IEIHS,;

JKCILUTyaTallUOHHYI0  JOKYMEHTALlMI0  MPOM3BOJAUTENs  (M3rOTOBHUTENA)  Ha
METUIMHCKOE U3JIeNHe (B TOM YUCIIe HHCTPYKLHUIO IO MPAMEHEHHUIO WJIH PYKOBOJCTBO MO
OKCIUTyaTalldd MEIOUIMHCKOrO H3JeNus), NPHUBEICHHYI0O B COOTBETCTBHE C HOBBIM
HaMMEHOBaHHEM MEAMIIUHCKOTO HU3/IETIHS;

doTorpaduueckue H300paxKeHHs OOINEro BHOAa MENMUIMHCKOrO H3AENHS BMECTE C
NPUHAJIEXKHOCTIMH, HEOOXOAMMBIMH MJIsi TIPUMEHEHHS MEIUIMHCKOrO H3JeNus II0
Ha3zHa4eHUIo (pa3MepoM He MeHee 18 X 24 caHTHMeTpa);

4) NOKyMEHTHI IPOM3BOAUTENS ¥ (MJIH) OpraHU3aliif, OCYIIECTBIISIOMUX IPOBEJECHHE
TEXHUYCCKUX MCIBITAHUH, TOKCHKOJIOTHYECKHUX HCCICAOBAHUMN, KIMHUYECKHX HCNbITaHUH
(pe3ynbTaThl COOTBETCTBYIOIIMX WCIBITAHHIA), IOATBEPKIAIOIINE, YTO BHECEHHE
3as8BJICHHBIX U3MEHEHHI HE BJIeYeT U3MEHEHHs CBOMCTB M XapaKTEPUCTHUK, BIUAIOMIMNX HA
Ka4€eCTBO, 3P PEKTUBHOCTH H 0€3011aCHOCTh MEAUIIMHCKOTO M3JEJIH, HII COBEPIIEHCTBYET
CBOMCTBA M XapaKTEPUCTHKH IPH HEH3MEHHOCTH (YHKIIMOHAILHOI'O Ha3HAYCHUS U (UJIH)
IPHHIIMIIA JEACTBUS MEAUIMHCKOTO H3/AEIHS;

5) opuruHan perucTpalMOHHOrO YAOCTOBEpeHHs (1yOnuKar);

6) onuch NpUJIaraeMbIX JOKYMEHTOB.

16. K n3meHeHHsIM, BHOCHAMBIM B JOKYMEHTBI, COJIEPIKAIIUAECS B PETUCTPALHOHHOM
IOoCbe, He TpeOyIOIUX MPOBENEHUS OSKCIEPTU3Bl KadecTBa, 3()()EKTUBHOCTH W
6€30MacHOCTH MEIUIUHCKOrO H3AENHUs, OTHOCATCS:

1) u3mMeHeHUe CBeACHUH O 3asBUTEIIE, BKJIHOYAs CBEICHUS:

O peopraHu3alluy IOPUIUYECKOTO JINIIA;



00 M3MECHEHHM HAaWMEHOBAHMS IOPHAMYECKOro juua (HoJHOro U (IpH HAIKYHH)
COKpAILEHHOTI'0, B TOM 4HCJIe (PHPMEHHOTO HAUMEHOBaHMS ), aIPECa MECTA €I'0 HAXOXKIACHUS;

00 u3MeHeHMH GaMuiIMH, WMeHH W (DM HaJM4YMH) OTYECTBA, aJpeca MecTa
XKHUTEJIbCTBA HHAMBHUIYAIbHOIO MpEANpPUHUMATENs W  PEKBU3WTOB JOKYMEHTA,
YIOCTOBEPSIOLIErO €ro JHYHOCTb;

2) u3MEHEHHE CBENlCHHH O Jmie, Ha HMMA KOTOPOrO MOXET OBITh BBIJAHO
PETHCTPAllMOHHOE YAOCTOBEPEHHE HA MEAHLIUHCKOE U3/ENIHE, BKIIIOYAsl CBEICHHUS:

O peopraHu3aluy IOPUIHIECKOrO JINIA;

00 M3MEHEHMHM HAaHMMEHOBAHHS IOPHUIMYECKOro JMua (MOJHOrO ¥ (IpH HAIHYHK)
COKPAIIIEHHOT'0, B TOM 4HClIe PMpPMEHHOTO HANMEHOBAHH ), afipeca MecTa €ro HaXOXKIEHHs
UM QaMHuINH, UMEHM H (IpH HAIMYHH) OTYECTBA, MECTA XKUTEILCTBA WHIAMBHLYAILHOIO
NpeAnpUHAMATEIIS;

3) u3aMeHeHHe afpeca MecTa IPOM3BOCTBA (U3TOTOBIEHHUS ) METUIMHCKOTO M3 ETIHSI;

4) U3MECHEHHE HAaUMEHOBaHUSI MEMIUHCKOr0 H3/IENHUs B CIydae, EC/Id He H3MEHUITUCh
CBOMCTBA M XapaKTEPHCTHKH, BIUSIONINE HA KavyecTBO, 3 (HEKTUBHOCTh M 0E€30MaCHOCTh
MEIHIUHCKOIO M3JENHUs, UM COBEPIICHCTBYIOTCS €r0 CBOMCTBA U XapaKTEPUCTHKH IIPH
HEU3MEHHOCTH (YHKUMOHAJIHHOTO Ha3HaueHHs W (WIK) TIpHHIUNA JeiCTBHS,
NpenycMaTpUBarollee:

nobapieHue (UCKIIIOYEHHE) MPHHAMIECKHOCTEH MEIUIMHCKOrO M3NEIHus WM
HN3MEHEeHHEe UX HaHMEHOBaHHS;

yKazaHWe, HU3MEHEHHE M HCKJIIOYEeHHE TOBapHOIO0 3HAaKa U HWHBIX CPEJCTB
VHIUBULYAIU3ALUA METUIIHHCKOTO H3/IE/IHI;

HM3MEHEHHE KOJIMYECTBA CAMHHUI MEIUIIHHCKOro H3EIUs UM €r0 COCTaBHBIX YacTeH,
KOMIUIEKTYHOIIMX, YKa3aHHBIX B [IPUJIOKEHUH K PETUCTPALHOHHOMY YIOCTOBEPEHHIO;

YKa3aHue MIJIH HMCKIIOYEHHWE BApUAHTOB HCMOJHEHUs (Mojesei) MEeTUIIHHCKOro
U3,

H3MEHEHHE MapKUPOBKH H (WJIM) yNAaKOBKH MEAUIIHHCKOTO H3AENH;

5) u3MEHEHNEe NpPOU3BOAUTENEM (HU3rOTOBHTENEM) MEIMLUHCKOIO H3LAEIHS CPOKOB
JEeHCTBHS NOKYMEHTOB, COIEPXAIUXCS B PETHCTPAlHOHHOM I0ChHE;

6) u3sMeHeHHe HHGOpPMAUH 00 YIIOJHOMOYEHHOM INPEICTABUTENE MPOU3BOAUTEINS
(M3roTOBUTENSA) MEAHIIUHCKOTO U3/EIHS.

17. Jlnst BHECEHUs H3MEHEHU# B IOKYMEHTBI, YKa3aHHbIE B MOANYHKTaX 4, 5 nyHkra 14
AJIMHHUCTPAaTUBHOI'O pPerjlaMeHTa COAEPKAIUECS B PETUCTPAIIMOHHOM JIOChE, TPEOYIOIIUX
IIPOBEJICHUSI JKCIEPTU3bl KadecTBa, 3(PQPEKTHBHOCTH U 0€30MaCHOCTH MEIUIIMHCKOTO
U3JIeNIUs, 3asBUTENb IIpeAcTaBisieT (HampaBiser) B Poc3mpaBHan30p Clexyrouue
JOKYMEHTHI:

1) 3asiBIeHHEe O BHECEHHWHM HM3MEHEHHH 0 (OpMeE COINIACHO MPHIIOKEHHIO Ne 5 K
AZIMMHHCTPaTHBHOMY pETrJIAMEHTY;
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2) KONMIO ~ JIOKyMEHTa, IIOATBEPXKIAIOWIEr0  IIOJHOMOYMS  YIOJNHOMOYEHHOTO
IpeACTaBUTENS IPOU3BOIUTENS (M3TOTOBUTENS);

3) IOKYMEHTEI H CBEZICHHS O COOTBETCTBYIOIIMX H3MEHEHHUAX, B TOM YUCJIE JOKYMEHTBI
NPOU3BOAUTENIA W (WIHM) OpraHU3alMil, OCYLIECTBISIOIUMX IMPOBEAECHHE TEXHUYECKHX
UCTIBITAHHM, TOKCHKOJIOTHYECKHX HCCIIEN0BaHUMN, KITMHHYECKAX MCIBITAHUM (pe3yNIbTaThI
COOTBETCTBYIOIIMX HCIOBITAaHWH), TOATBEPXKAAIOIHE, UYTO BHECEHHE 3asABIICHHBIX
U3MCHCHHM BJICYET M3MEHEHHsI CBOWUCTB M XapaKTEPHUCTHK, BIHSIOMMX Ha KadecTBO,
3¢ GeKTHBHOCTD M 6€30IIACHOCTH MEMIIMHCKOTO M3/eJIHsl, WM COBEPIIEHCTBYET CBOMCTBA
¥ XapaKTePUCTHKH NPH HEM3MEHHOCTU (YHKIIMOHATHHOTO Ha3HAYEHHUS U (MJIK) MPUHIIMIA
JAEHCTBHUS MEOUIUHCKOTO H3/IEIINS;

4) oNIUCH IPHJIAraeMbIX JJOKYMEHTOB.

18. Jlns nomydeHus TyOnuKaTa perHCTPAMOHHOTO YAOCTOBEPEHHS HA MEIHUIMHCKOE
U3JeNIie 3asdBUTENIb NPEACTaBiseT (HampasiseT) B Poc3apaBHaA3op 3asBiieHHE O BhIJaye
Ty6IHMKaTa peruCTPAIMOHHOIO YIOCTOBEPEHHS 110 (opMe COIIAacHO MpHUIIokKeHHIo No 6 K
AIMHHHCTPaTHBHOMY PErIIaMeHTy. B ciydae mopuu perucTpanEoHHOro yAOCTOBEPEHHUS K
3asBIICHHIO O MPENOCTABICHUN NyOIMKaTa IIPUIaraeTcs UCIIOPYEHHOE PErHCTPAllMOHHOE
yIAOCTOBEPEHHE.

19. Jlns oTMEHBI TOCYAapCTBEHHOM PErMCTpallMi MEJUIMHCKOrO M3/IeNHs 3asBUTENb
npencTasiisieT (HanpasiseT) B Poc3npaBHan30p 3asBiieHHe 06 OTMEHE I'OCYJapCTBEHHOM
pPETHCTpalyil MENUIHMHCKOTO H3JeIMs 10 ¢opMe CcOrjlacHO mpuwiokeHnro Ne 7 K
AJIMHHHCTPaTUBHOMY pPETJIaMEHTY.

20. B ciiy4ae ecim opUrHHaNB! JOKYMEHTOB, YKa3aHHEIX B MyHKTax 14, 15, 17, 18, 19
AIIMUHWCTPAaTHBHOIO  perjaMeHTa, COCTaBJEHH Ha HHOCTPAaHHOM S3BIKE, OHH
NPEACTABIAIOTCS C 3aBEPEHHBIM IIEPEBOJIOM HA PYCCKHM A3BIK.

21. 3asBnenre M NOKYMEHTHI, TpPEAYCMOTpeHHBle myHKTamum 14, 15, 17, 18, 19
AZIMUHHCTDAaTHBHOIO perilaMeHTa, NPEeICTABIAKOTCA (HANpaBIAIOTCA) 3asBHTENEM B
Pocsnpasnansop Ha 6ymMakHOM HOCHTeJIE HEMOCPENCTBEHHO HITH HANIPABJIIOTCS 3aKa3HbIM
IIOYTOBBIM OTIMPABIECHHEM C YBEAOMIICHHEM O BPYUYCHHH H OIHMCHLIO BJIOXEHHS MO0 B
3NEKTPOHHOH (opMe, MOANKCAHHBIE dIEKTPOHHON OANUCHIO, Yepes ceTh «MHTepHET», B
TOM 4HCIIe nocpencTsoM Exunoro nmoprana.
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HcyepnpiBaromuii nepe4eHb JOKYMEHTOB, HEOOXOAUMBIX B COOTBETCTBHH C
HOPMAaTHBHBIMH IIPABOBLIMU aKTaMH JUISl IPE/IOCTaBJICHHS TOCYIapPCTBEHHOM YCIIyTH,
KOTOPBI€ HAXOAATCS B PACIOPSDKEHUHU TOCYAapCTBEHHBIX OPraHOB, OPraHOB MECTHOTO

CaMOYIIPaBJICHHS M MHBIX OPraHOB, y4aCTBYIOLIUX B IPEAOCTaBICHNH rOCYJapCTBEHHOM
YCIIyTH, H KOTOPHIE 3asBUTENb BIPaBe NIPEACTaBUTh, @ TAKXKE CIIOCOOBI MX MOYYEHHUS
3aABUTENAMH, B TOM YHCIIE B JIEKTPOHHOM opMe, MOPAAOK UX IPEICTABICHH

22.]lna npefocTaBieHMs TOCYJApCTBEHHOM YCIYTH HEOOXOOMMBI CJIEAYIOIIUE
CBEJICHHS, HAXOMSIIMECS B PACIIOPSHKEHUH TOCY1apCTBEHHBIX OPraHoB:

1) ®HC Poccuu - cBeieHus 0 3asBATEIE, COAEPKAIKMECT B ENMHOM rocy1apcTBEHHOM
peecTpe IOpHUAMYECKHX JIML, EIMHOM TIOCyJapCTBEHHOM peecTpe HWHIWBUIYaIbHBIX
MpeanpruHUMATENE;

2) KasnaueiictBo Poccuu - cBemeHHS 006 oIutate roCyAapCTBEHHOM MOLLIMHBI 3a
IIpeOCTaBJIEHNE TOCYAAPCTBEHHOM YCIIYTH.

23.3asBATENL BHpaBe MNPEICTaBUTh (HANPaBUTh) YKa3aHHbIE B IyHKTe 22
AJIMUHHCTPAaTHBHOTO perjiaMeHTa CBEIEeHHUs 110 COOCTBEHHOM HHUIIMATHBE.

24.1lpn npenocTaBICHWH I'OCYAapCTBEHHOW yciuyrm Poc3npaBHag3op He BIpase
TpeGOBaTh OT 3asABUTEIA:

1) mpencTaBneHHs NOKYMEHTOB M WHGOPMALMHM WJIHM OCYLIECTBJIEHMS IEHCTBHIA,
IPEACTABJICHHE MM OCYIIECTBIIEHHE KOTOPhIX HE IPEAYCMOTPEHO HOPMAaTUBHBIMH
NMPAaBOBBIMU AaKTaMH, PETYJIMPYIOIIMMH OTHOLICHHS, BO3HHKAIOIIAE B CBA3U C
IIPEIOCTaBIEHUEM IOCyAapCTBEHHOM YCIIYTH;

2) npencTaBleHHsT JOKYMEHTOB X HH(OPMALUHM, KOTOPHlE B COOTBETCTBHH C
HODMAaTUBHBIMH NpaBOBbIMM axTaMH Pocculickoii @enepanuu, HOPMATHBHBIMH
IPaBOBLIMH aKTaMH CyOBeKTOB Poccuiickoit @enepalini 1 MyHHIIMIATBHBIME TPaBOBEIMH
aKTaMUd HaxoNATCA B PACHOPSHKEHHH TIOCYJapCTBEHHBIX OPraHoOB, NPENOCTaBISIOMINX
TOCYZApCTBEHHYIO YCIYIY, HHBIX TOCYHAapCTBEHHBIX OpPraHOB, OpPraHOB MECTHOTO
CaMOyINpaBlieHHss M (WIM) MOJBEJOMCTBEHHBIX TOCYHapCTBEHHBIM OPraHaM H OpraHam
MECTHOTO  CaMOYyNpaBJI€HHs  OPraHM3aluii, YyYacTBYIOLIUX B  MPEIOCTaBICHUHU
TOCYAAPCTBEHHBIX HIIM MYHHUIIMIIAIBHBIX YCIIYT, 38 HCKIIIOYEHHEM JOKYMEHTOB, YKa3aHHBIX
B Yacty 6 crateu 7 ®enepanbHoro 3akona ot 27 utoisa 2010 r. Ne 210-®D3 «O6 opranuszanuu
IIPEAOCTABJICHHA TOCYHApCTBEHHBIX M MYyHHIUMNANLHBIX ycuyr» (nanee-DenepanbHblit
3aK0H oT 27 utoss 2010 r. Ne 210-®3);

3) npeAcTaBIeHHs JOKYMEHTOB ¥ HH(GOPMALUH, OTCYTCTBHE U (M) HEOCTOBEPHOCTD

3 CoGpanne 3akoHoparenscTBa Poccmiickoi ®enepauun, 2010, Ne 31, cr. 4179; 2011, Ne 15, cr. 2038; Ne 27, cr. 3873;
cT. 3880; Ne 29, ct. 4291; Ne 30, ct. 4587; Ne 49, cr. 7061; 2012, Ne 31, ct. 4322; 2013, Ne 14, ct. 1651; Ne 27, ct. 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,
CT. 6928; 2015, Ne 1, ct. 67;°ct. 72; Ne 10, ct. 1393; Ne 29, cr. 4342; ct. 4376; 2016, Ne 7, cT. 916; Ne 27, cT. 4293; cT. 4294;
2017, Ne 1, cr. 12; Ne 31, ct. 4785; Ne 50, c1. 7555; 2018, Ne 1, cT. 63; Ne 9, c1. 1283; Ne 17, cT. 2427; Ne 18, cT. 2557; Ne 24,
cr. 3413; Ne 27, cr. 3954; Ne 30, cr. 4539; Ne 31, cr. 4858; opMLMANBHEI HHTEPHET-TIOPTAI MPABOBOM HH(OPMALMK
http://www.pravo.gov.ru, 1 anpens 2019 r.
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KOTOPBIX HE YKa3bIBAIMCh IPU I[I€PBOHAYAJbHOM OTKa3e B TMpHEMe [OKYMEHTOB,
HEOOXOJUMBIX IUIS IPEIOCTABIIEHUS TOCYJaPCTBEHHOM YCIYIH, JIMOO B NPEIOCTaBICHAH
rOCyJTapCTBEHHOM yCIIYTH, 33 HCKIIIOYEHUEM CITy4aeB, NPeyCMOTPEHHBIX TyHKTOM 4 YacTH
1 crateu 7 @enepansHoro 3akona ot 27 mions 2010 r. Ne 210-03.

HcuepneiBaromuii mepedyeHs OCHOBaHHUM AJIA OTKAa3a B IPHEME JOKYMEHTOB,
HEOOXOMMBIX AJIS IPEJOCTABIIEHHS FOCYJapCTBEHHOM YCIYTH

25.OcHOBaHUS i OTKa3a B MNpPHEME JIOKYMEHTOB, HEOOXOAMMBIX  JUIS
IIpEeIOCTaBIEHHs rOCYyJapCTBEHHON yCIyTH:

1) B cmyuae HeycTpaHeHus B 30-qHEBHBIA CPOK BBHISBIECHHBIX HapyIICHHNA M (WJIH)
HEIPENCTABICHUS JOKYMEHTOB, KOTOpPhIE OTCYTCTBYIOT, YKa3aHHBIX B YBEJOMIICHHH O
HEOOXOAMMOCTY YCTpPaHEHHs BBISABJICHHBIX HapylleHW#d © (WIH) IMpeaCTaBIeHUs
OTCYTCTBYIOIIMX MJOKYMEHTOB, Poc3apaBHaa30op NpUHUMAET peLIeHHE O BO3Bpare
3a4BJICHMS O PpErucTpallil W JOKYMEHTOB, IIPEIyCMOTPEHHBIX IIyHKTOM 14
AJIMMHHCTPATHBHOTO perjlaMeHTa, ¢ MOTUBHPOBAHHEIM 0OOCHOBaHHEM IIPUYHMH BO3BpATa;

2) B ciay4ae HeycrpaHeHHS B 30-QHEBHBINM CPOK BBISBICHHBIX HapylIeHUi H (W)
HENpeICTaBICHUs JTOKyMEHTOB, KOTOpPblE OTCYTCTBYIOT, YKa3aHHBIX B YBEHOMJIEHHH O
HEOOXOIMMOCTH YCTpaHEHHs BBIABJIEHHBIX HapyimieHud u (MIM) TpeAcCTaBIeHUSA
OTCYTCTBYIOIIMX JAOKYMEHTOB, Poc3npaBHaa30p NpUHUMaeT pelIeHHEe O BO3Bpare
3ajBJICHHS O BHECCHHH HM3MEHEHHH M JOKYMEHTOB, IMPEIyCMOTPEHHBIX MYHKTOM 15
AZIMMHUCTPAaTHBHOTO periaMeHTa (B Cllydae BHECEHHS H3MEHEHHH B ITOKYMEHTHI,
CoJepiKallliecss B PETMCTPAllMOHHOM J0Che, HE TpeOylollue IMPOBEAECHUS SKCIEPTU3BI
KadecTBa, 3PPEeKTUBHOCTH W O€30IaCHOCTH MEAUIIMHCKOrO H3JENHs) W NyHKTOM 17
AIMHHHCTpaTUBHOIO perjamMeHTa (B ClIydae BHECEHHS H3MEHEHHH B TOKYMEHTHI,
COIEpKaIMECs B PErHCTPAlMOHHOM JOChe, TpeOyoliue MpPOBEACHUS 3KCIEPTU3LI
Ka4ecTBa, 3PPEKTUBHOCTU ¥ O€30MaCHOCTH METUIIMHCKOIO U3ENIHS ), C MOTHBHPOBAHHBIM
000CHOBaHWEM NPUIMH BO3BpATA.

HcuepnsiBaromuii nepedeHb OCHOBaHUM ISl IPUOCTAHOBIICHHUS HIIH OTKA3a B
IIPEJIOCTABICHUH FOCYIapCTBEHHON YCIIyT

26. OcHOBaHHUsAMH UL IPHOCTAHOBJIEHUS IPEJOCTABICHUS IOCYIapCTBEHHOH yCIyTy
SIBJIIOTCSL:

1) mpunatue Poc3npaBHAaA30pOM pellieHHs O Bblgade paspellieHHs Ha IPOBEINCHHE
KJIIMHUYECKUX MCTIBITAaHUN MEeIUIUHCKOTO U3/IeITHS;

2) HampaBlIeHAe 3asBUTENIO 3ampoca O IPEICTaBIEHHM HEOOXOOUMBIX IS
IIPOBENCHUS 3KCHEPTH3bl KadecTBa, 3(P@ekTHBHOCTM M 6e30ImacHOCTH MEAMLUHCKOTO
M3IENUs MaTepUaoB U CBEICHH.
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27. OcHoBaHHA U OTKa3a B MNPENOCTABIEHHHM TOCYJApPCTBEHHOHM YCIYTH He
IPEAYCMOTPEHBI.

Ilepeyens yciyr, KOTOphIE ABJISIOTCS HEOOXOAUMBIMH M 0053aTEIbHBIMH IS
IPEeIOCTaBJICHUSA FOCYIapCTBEHHOM YCIyTH, B TOM YUCJIE CBEACHUS O IOKYMEHTE
(OOKyMeHTax), BBIIaBaeMOM (BBIIaBAEMBIX) OPraHU3alMAMH, YYACTBYIOIIHMH B
IIPEOCTaBJICHUH TOCYAapCTBEHHOM YCIYTH

28. Ycnyra, xotopas sBiIsSeTCsl HeOOXOMUMOl 1 00A3aTeNBHOM IS TIPENOCTABICHU
TOCYAapCTBEHHOM YCIYyTH - 3KCIepTH3a KadecTBa, d(PGEKTHBHOCTH U Ge30MacHOCTH
MEAULIMTHCKOTO HU3EIHS.

JloKyMeHTBI, BBIIaBaeMble SKCHEPTHHIMH YYPEXKIACHHMSMM, YyJYaCTBYIOIMAMH B
IIPEAOCTABJICHHH IOCYAapCTBEHHOM YCIIyTH:

3aK/IIOYCHHE O BO3MOXHOCTH (HEBO3MOXXHOCTH) TIPOBENCHUS KIHHHYECKUX
UCIBITAHUHA MEIUIHHCKOTO HU3/IETIHS;

3aKJIIOYCHHE 10 pe3yIbTaTaM IKCIEPTU3bl KauecTBa, 3P (HEKTUBHOCTH U O€300aCHOCTH
MEJULMHCKOr O U3AEH.

IMopsnoxk, pasmMep ¥ OCHOBaHUS B3MMAaHHUS FOCYAaPCTBEHHOM MOILIAHEI HIA HHOM
IUTaThl, B3UMAEMOI 3a IIPEIOCTaBIEHHE [OCYJAPCTBEHHOM YCIIyru

29. Yinata rocynapCTBEHHOHM IOLUIMHBI 3@ MPENOCTaBJI€HHE TIOCYAapCTBEHHOM
YCIYTH OCYIECTBISIETCS B pa3Mepe, YCTaHOBICHHOM NOANYHKTaMH 1, 3, 5 myHkTa 1 craTen
333.32.2 Hanorosoro kozexca Poccuiickoii ®enepanun’, B COOTBETCTBUHM C MOAILYHKTOM 6
myHKTa 1 crateu 333.18 Hanorosoro kxomekca Poccuiickoit ®emepanuu> 10 Momadu
COOTBETCTBYIOLIETO 3aIBICHUS U JOKYMEHTOB.

Iopsinok, pasmMep ¥ OCHOBAaHHS B3UMAaHUsI IUIATHI 32 PEAOCTABIECHUE YCIYT,
KOTOpBbI€ SIBJIIOTCA HEOOXOAUMBIMH H 00s13aTeNbHBIMHE IS IIPE1OCTABICHHS
TOCYNapCTBEHHOM YCIIyTH, BKIII09as HH(GOPMALIUIO 0 METOIUKE pacyeTa pasMepa TaKoh
IJIaThI

30.3a nposeneHHe OSKCIEPTH3BI Ka4yecTBa, 3(GPEKTHBHOCTH M 6E30MaCHOCTH
MCIMUIMHCKAX HU3MeNMA (B 3aBUCHMOCTH OT Kjacca [OTEHIHAIBHOIO PHCKa
HX  DIPUMEHEHHS B  COOTBETCTBHM ¢  HOMEHKJIATypHOH  Kiaccuukamueit

4 Co6panue 3akOHOATeNbCTBA POCCHICKOM Deneparuy, 2000, Ne 32, ct. 3340; 2017, Ne 11, cT.1534.
5 Cobpanue 3akoHOHATENECTBA Poccuiickoit ®Oenepanuu, 2000, Ne 32, cr. 3340; 2005, Ne 52, cT. 5581; 2009, Ne 52,
cT. 6450; 2011, Ne 49, c1. 7061; 2018, Ne 32, cT. 5094.
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MEIULMHCKUX U3ETHM®, yTBep K IeHHOM (e/iepanbHbIM OPraHOM HCIIONHUTENLHOMN BIACTH,
OCYIIECTBJISIOIUM QYHKIIMH IO BEIPabOTKe U peasli3aliy rocy1apCTBEHHOM MONUTHKY U
HOPMAaTHBHO-IIPABOBOMY DPETYJIHMPOBAHHIO B cCdepe 3IpaBOOXpaHEHHUS) YIIAYHBACTCS
rOCy/IapCTBE€HHAs IIOLIUIMHA B pa3Mepe, YCTAaHOBJICHHOM MOANyHKTaMu 2 U 4 myHkTa 1
cratel 333.32.2 Hamorosoro xozekca Poccuiickoit ®Penepanuu ’, B COOTBETCTBHH C
nonyHKToM 6 nyHkta 1 craten 333.18 Hanorosoro xozxekca Poccuiickoii ®enepanuu® no
IIOJIa4H COOTBETCTBYIOLIETO 3asIBIEHUS U JOKYMEHTOB.

MaxcHuMaJIbHBIN CPOK OKMAAHUS B OUEpe/H [IPH MoAaye 3ampoca o
NPEIOCTaBJIEHHH FOCYyIJapCTBEHHON yCIIyTH, YCIIYTH, IPEOCTaBIIEMO OpraHu3alisIMH,
Y4aCTBYIOIIIMMH B ITPEIOCTABICHUH FOCYJapCTBEHHOU YCIYTH, U IPU [10JIyYECHUH
pesyibTaTa NpeJOCTaBICHHS TOCY/IapCTBEHHOM yCITyTH

31. MakcuMaJIbHBI CPOK OXHIAHHSA B O4Yepead MpH T[ojade 3ampoca o
IPEJOCTABICHUHA  TIOCYJapCTBEHHONW yYCIYTH H TpH MOJY4YEHHH  pe3ylbTaTa
roCyJapCTBEHHOM yCIIyTH COCTaBIseT 15 MUHYT.

Cpok ¥ MOPSIOK PETHCTPALMH 3aTIPOCa 3asBUTENS O PEIOCTABNEHUH
rOCYJapCTBEHHOM YCIIyTH U YCIyTH, IPEAOCTaBISIEMOi OpraHn3aisaMy, y4acTBYIOIUMHI
B IIPEIOCTABIIEHHH rOCYIapCTBEHHOM YCIIyTH, B TOM YHCIIE B JIEKTPOHHOM popme

32. JlokyMeHTbl, TMOCTyNHBIIME OT 3asBUTeNeid B Poc3gpaBHAA30p MM
NpeICTaBICHHBIE B (OpMe 3JIEKTPOHHOTO JOKYMEHTa B COOTBETCTBHH C MYHKTOM 33
AJIMUHHCTPaTHBHOTO perjiaMeHTa, IOJIeKAT PErHCTpaluu B TeueHde 1 paGodero OHs C
JaThl UX MTOCTYTUICHHS.

33. IIpueM M perucTparyisi JOKyMEHTOB, MpeCTaBIseMbIX B Poc3ipaBHAA30p, B TOM
YHCJIE C MCIIOJIb30BAHUEM HH(OPMAIHOHHO-KOMMYHHKAIIHOHHBIX TEXHOJIOTHH (B (opme
3NMEKTPOHHOI'0 JOKYMEHTA), OCYIIECTBIAIOTCS JODKHOCTHBIMH JIMIIaMu Poc3napaBHaa3opa,
OTBETCTBCHHBIMHM 3a BBIIIOJHEHHE AaJMHHUCTPATUBHOH MNpOUEAYpPHl II0 MpHEMY H
perucTpainyy [1OKyMEHTOB IIpH INPEAOCTaBICHUHM TOCYHAapCTBEHHON YCIYTH, MO OIHKCH,
KOIHsI KOTOPOM € OTMETKOM O JaTe mpueMa IJOKYMEHTOB B JeHb IpHeMa BpydyaeTcs

¢ Ipukas Munuctepctsa 3mpaBooxpanenms Poccniickoit ®eneparuu ot 6 monsa 2012 Ne 4u «O6 yTBepKIeHHHU
HOMEHKJIaTYpHO# Kiaccuukaldyn MeIUIMHCKUX W3JENui» (3aperucTpupoBaH B MMHHCTepCTBe OCTHIMH Poccuiickoii
Oepepariy 9 mons 2012 r., peructpaudoHHblif Ne 24852) ¢ u3MeHEHHAMY, BHECEHHBIMH MPHKa3oM MHHHCTEpPCTBA
3npaBooxpaHenus Poccuiickoii ®denepanum ot 25 centadpsa 2014 r. Ne 5578 «O BHeceHMH H3MeHeHUs B npuioxeHue Ne | k
npukasy MuHHCTEpCTBAa 3ApaBoOXpaHeHUs Poccuiickoii ®eaepawuun ot 6 wosa 2012 r. Ne 4u «O6 yTBepXKICHUH
HOMEHKJIaTYpHOM KiaccuuKaluy MeINLMHCKUX M3AeNmil» (3aperuCTpHUpOBaH B MHHHUCTEPCTBE HOCTHULMH Poccuiickoii
Denepaunu 17 nexabps 2014 r., perucrpaunonssiii Ne 35201).

7 Cobpanue 3aKOHOHATeNbCTBA Poccuiickoii ®enepaunu, 2000, Ne 32, ct. 3340; 2017, Ne 11, cT.1534.

8 Co6paune 3akoHOmaTenscTBa Poccuiickoit denepanun, 2000, Ne 32, cr. 3340; 2005, Ne 52, c1. 5581; 2009, Ne 52,
cT. 6450; 2011, Ne 49, ct. 7061; 2018, Ne 32, ct. 5094.
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3asBUTENIIO WM HANPABISIETCA €My 3aKa3HBIM IIOYTOBLIM OTIIPABJICHHEM C YBeIOMIIEHHEM
O BPYY€HHH, MO0 B EKTPOHHOI (hopMe.

Tpe6GoBaHus K MOMENIEHHSIM, B KOTOPBIX IIPENOCTABIIAETC FOCYJapCTBEHHAS yCIIyTa,
K 31y OXXKHJAHHS, MECTaM IS 3all0JIHEHUS 3alIPOCOB O MPEAOCTABICHUU
rOCyapCTBEHHOM yCiIyrd, MH(QOPMAIIMOHHBIM CTEHaM C 00pa3laMH MX 3aIl0JHEHHS U
HepevYHeM JOKYMEHTOB, HEOOXOIUMBIX IS IPETOCTABIIEHHS KaXI0#H roCy1apCTBEHHOM
YCIIyTH, pa3MeLIEHHIO i 0OPMIIEHHIO BU3yalbHOH, TEKCTOBON H MyIbTHMEIHHHOM
MH(pOpMaLHH O MOPsAKE MPENOCTABIEHHUS TAKOH YCIYTH, B TOM YHCIIE K 00eCIIeueH IO
JOCTYIHOCTH JJIs1 HHBAJIMAOB YKa3aHHBIX 00BEKTOB B COOTBETCTBHH C
3aKOHOAATENLCTBOM Poccuiickoil Menepauu 0 CONMATBLHOM 3aIUTe HHBATUIOB

34. [lomemenus, npeqHa3sHaYeHHbIE AJIS TIPEOCTABIIEHHS TOCYAApCTBEHHOM YCIIyTH,
00€CIIeUHBAIOTC HEOOXOAUMBIMH Ul IPEJOCTABIEHHS TOCYIapCTBEHHOM yCIyrH
000pyZOBaHHEM, KaHLENAPCKHMH MPUHAIIEXHOCTAMH, OPHCHOM MeOenblo, CHCTEMOI
KOHAMIIHOHMPOBAHHUA BO3[yXa, JOCTYIOM K rapaepoOy, TeneOHOM, KOMIIBIOTEPOM C
BO3MOXXHOCTBIO II€4aTH W Bbixofa B HHTepHeT, a Takke AOCTYIOM K JOKYMEHTaMm
(cBenEHHUSAM) B DIIEKTPOHHOM BHJE WJIH Ha OYMaXHOM HOCHTEJIE.

35. BusyanbHasi, TekcTOBass W MYJIbTHMEAUAHAS HWHPOpPMANHS O [OPSJIKE
IPENOCTaBJIEHHs TOCylapCTBEHHOW YCIYru pa3Melnaercs Ha WHOOPMAIMOHHOM CTEHJE
UM HTHPOPMALMOHHOM TepMHUHaJIe (YCTAHABIHUBAIOTCS B YAOOHOM /1S TPaKIaH MECTe), a
TaKke Ha EnuHoM moprane, Ha odunuansHoMm caiite PoczmpaBHang3opa, colepxaldMu
CBEJICHM, YKa3aHHBIE B IyHKTE 6 ATIMUHUCTPATUBHOTO perjlaMeHTa.

36. OdopMieHHE BH3YalTbHOU, TEKCTOBOH W MYJLTHMEIHHHOM HHPOPMAIHMH O
OpsKe IMPEAOCTAaBIEHUS TOCYJAapCTBEHHONH YCIYyrd JOJDKHO COOTBETCTBOBATh
ONTUMAJILHOMY 3PUTEILHOMY U CIIyXOBOMY BOCIPHATHIO ATOH HH(POpPMAIUH ITOCETUTEIIIMH.

37.Bxon ® TDepeABIKEHHE IO IIOMEHIEHHSIM, B KOTOPBIX OCYIIECTBIISAETCS
IIPEIOCTABJICHHE TOCYAAPCTBEHHON yCITyTH, HE JOJDKHBI CO3/1aBaTh 3aTPYAHEHUH JIJIS JIUI] C
OTrpaHUYECHHBIMU BO3MOXXHOCTSMH.

38. B cooTtBercTBHH C 3akoHOmarenbcTBOM Poccuiickoit denepanyu 0 COLMAIbHOM
3alUTe UHBAIHIOB UM 00ECIIEUNBAIOTCS:

yCI0BHS OeCIPENITCTBEHHOTO JOCTYNA K 00BEKTY (3MaHMIO, IIOMEIEHHIO), B KOTOPOM
IPENOCTaBIAETCS TOCYHAapCTBEHHAs ycClyra, a Takxke Mg OecrpensTCTBEHHOI'o
110JIb30BaHNs TPAHCIIOPTOM, CPEICTBAMHU CBSA3H U HH(OpMaLHH;

BO3MOXKHOCTb CaMOCTOSTEIBHOTO TIEPEBUKEHHUSI [0 TEPPHTOPHH, Ha KOTOPOH
pacmoynioXXeHbl OOBEKTHI  (3aHHS, TMOMELIEHMs), B KOTOPBIX MPENOCTaBISIETCS
roCyJIapCTBEHHAs yCJIyra, a Tak)ke BX0Ja B TakKue OOBEKThl H BHIXOJIa U3 HUX, MTOCAAKU B
TPAaHCIIOPTHOE CPEACTBO M BHICAJKM M3 HEro, B TOM YHCJIE C HCIIOJIb30BaHUEM Kpecia-
KOJISICKH;

4
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COIIPOBOXXICHUE HHBAJIUIOB, HUMEIOLIMX CTOWKHE pacCTpOWCTBa (QYHKLUHH 3pEHUS U
CaMOCTOSITENIBHOTO IIEPE/IBHIKCHHS;

HaJUIeXxallee pasMeleHne o00pya0BaHUs U HOCHTeNeH HHPOPMaIMU, HEOOXOUMBIX
min obecnedeHns OECTPENATCTBEHHOrO HOCTYNa HHBAIMIOB K 0OBeKTaM (3MaHHUAM,
MOMELIEHUAM), B KOTOPBIX IIPENOCTaBISAETCS TOCYNAapCTBEHHAs YCIyra, C Y4YeToM
OTrpaHUYEHHUH MX KU3HEAEATENHLHOCTH;

AyOIUpoBaHHE HEOOXOAMMOM [ HHBAIUIOB 3BYKOBOM M 3PHTENIBHOM HHOBOpPMAIIHH,
a TaKXke HAANKCEH, 3HAKOB U MHOH TEKCTOBOH M rpaduyueckoil MH(POPMAIMM 3HAKAMM,
BBITIOJITHEHHBIME DEJIbePHO-TOUEUHBIM IpU(TOM Bpaiins, nonmyck cypaonepeBoqunKa U
TH(]IOCYpAONEPEBOAYHKA;

AOMYCK COOAaKku-npoBOJHAKA Ha OOBEKTH (34aHHS, [OMEIIEHHs), B KOTOPBIX
IIPENOCTABISAETCA FOCYyJapCTBEHHAS YCIIyra;

OKa3aHHWe WHBAJHIAM IIOMOIIM B IPEOAOJIEHUH O6apbepoB, MELIAIOUIMX ITOJYYEHHIO
HUMH T'OCYJapCTBEHHOH yCIyTH HapaBHE C APYTHMH JIMLIAMH.

B ciy4ae HEBO3MOXHOCTH IOJIHOCTBIO IPHCIIOCOOUTE OOBEKT C YUETOM MIOTPEOHOCTEH
MHBAIKI0B Poc3npaBHan30op B cOOTBETCTBHH CO CTaThei 15 MenepanbHoro 3akosa ot 24
HOsiOpst 1995 r. Ne 181-®3 «O coumanmpHOM 3amuTe HWHBATMIOB B Poccuiickoii
Denepanuu»’ T0OIDKEH IPUHEMATE Mepbl IS 06ecTedeH s JOCTya HHBAIM/IOB K MECTY
IPEeOCTaBIIEHUs YCIIYTH, IM60 KOTa 3TO BO3MOXHO, 00ECIIEYUTh €€ NPENOCTaBICHUE TI0
MECTY XHTENbCTBA MHBAIMAA WM B TUCTAaHIIHOHHOM PEXHME.

ITokasatenu JOCTYIIHOCTH M Ka4eCTBa rOCyAapCTBEHHOM YCIYTH, B TOM YHCJIe KOMHYECTBO
B3aMOZCHCTBHI 3aBUTEIIS C JOJDKHOCTHBIMY JIMIAMH IIPH MIPEXOCTABICHHUH
TOCYIapCTBEHHOHU YCIIYTH M MX IIPOAOIDKUTEIbHOCTD, BO3MOXKHOCTD ITOJTyYEHUS
MH(OPMAIINK O X0Jie IPEOCTABIIEHHs FOCYIapCTBEHHOM YCIyTH, B TOM YHCIIE C
HCNONb30BaHHEM MH(OPMALIMOHHO-KOMMYHHKAIHOHHBIX TEXHOJIOTHH, BOZMOXHOCTD
1100 HEBO3MOXHOCTB NONy4eHHS TOCYAAPCTBEHHOM yCIyTrd B MHOTO(GYHKIIMOHATBHOM
LEHTPE NPEAOCTaBIIEHHS TOCYIaPCTBEHHBIX 1 MYHHIMIAIBHEIX YCIYT (B TOM YHCJIE B
IOJIHOM 00beMe), B TFOOOM TEPPUTOPHAIIEHOM MOAPA3IEIEHHH OPraHa,
MPeAO0CTABJIAIOIIEr0 rOCYJapCTBEHHYIO YCIIYTY, IO BBIOOPY 3asABHTEJIA
(3KCTEpPPUTOpPHATLHBIH IPHUHIIAI ), IOCPEACTBOM 3alPOca O IPEOCTABIEHHH HECKOIBKUX
rOCYAapCTBEHHBIX M (MJIM) MyHALUIIATBHAIX YCIYT B MHOTO(QYHKIHOHAIBHBIX IIEHTPaX
NPEeOCTaBIICHUS TOCYJAPCTBEHHBIX H MyHHUIMIIANBHBIX YCIYT, IPEXyCMOTPEHHOTO
cratbeit 15.1 denepanbHoro 3akoHa oT 27 urojs 2010 r. Ne 210-D3

39. INoka3aTeIMH JOCTYIHOCTH M KA4€CTBA FOCYAaPCTBEHHON YCIIyTH SBJISIOTCS:

9 CobBpanne 3aKOHOAATENbCTBA POCCHICKOM Denepaunu, 1995, Ne 48, ct. 4563; 2014, Ne 49, ct. 6928; 2018, Ne 1,
cT. 61.
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1) OTKpEITBIH JOCTYN Ans 3asiBHTENEH U APYrHX JiML K HHPOPMAaHUH O MOpSKE U
CpPOKax MPEeOCTaBJICHHs TOCYJapCTBEHHOW YCIYrH, MOpSJAKE OOXKAJIOBAaHHS IEHCTBUMI
(6e3nefcTBHA) HOIDKHOCTHBIX JIKI Poc3apaBHan3opa;

2) cobmonenne crauaapTa NPeAOCTaBJIEH S FOCYAapCTBEHHON yCIIyTH;

3) orcyTcTBHE Xanob 3asBUTeNel Ha AeiicTBHs (6e3qelcTBHE) JODKHOCTHBIX JIHIL
PocaapaBsHaj3zopa npu NpeaoCTaBiIeHHH TOCYIapCTBEHHOM yCIyTH;

4) mONMHOTA M aKTyalbHOCTh MHQOpMalMd O MOPSAKE [PEHOCTABICHUS
roCyJlapCTBEHHOM YCIIYTH;

5) npefocTaBleHHe BO3MOXXHOCTH MOJaud  3asBJI€HHS O MPENOCTABICHUH
TOCYJapCTBEHHOM YCIYrH M JPYIMX IOKYMEHTOB (COAEpXALIMXCSs B HHUX CBEICHHIA),
HeOOXOMMMBIX I MPENOCTABJIEHUS] FOCYIAPCTBEHHOM YCIyrH, B OpME 3JIEKTPOHHOIO
IOKYMEHTa;

6) npesocTaBieHHe BOBMOXKHOCTH MONTyYeHUS! HHOOPMALIUK O XOJe MPeNOCTaBICHHs
rOCyJapCTBEHHOM yCJIyTH, B TOM 4HCI€ C HCIOJIb30BaHHEM HWHQPOPMAIIMOHHO-
KOMMYHHMKaIlMOHHBIX TEXHOJIOTHI;

7) KONMMYEeCTBO  B3aUMOIEHCTBMA  3asdBHUTENS €  JOJDKHOCTHBIMH  JIHIIAMH
PocanpaBuansopa 1npH  NpeNoOCTaBIeHWH  TOCYJApPCTBEHHOHM  yCIAYIH H = HX
IPOAOJDKUTENHHOCTb.

40.B mpomecce mpemocTaBiieHHS ~ TOCYJapCTBEHHOM  YCIyrd  3asBHTENb
B3aHMOJIEHCTBYET C JOJDKHOCTHBIMU JIMLIaMu Poc3apaBHanzopa:

1)mpu mnpencraBieHnu B Poc3opaBHan3op 3asBICHHS M JOKYMEHTOB O
rOCYyIapCTBEHHOM pPETHCTpallMd MEIUIAHCKOTO W3/eNius, 3asiBJIE€HHs O BHECEHHH
HU3MEHEHH B HOKYMEHTBI, COJAEpXKallHecs B PEruCTPALlHOHHOM OOChE MEAMLUHCKOro
U3JICHS M IIPH IIOJIyYE€HUH pe3yiibTaTa FOCyAapCTBEHHOM YCIYTH 3asBHTENIEM - 2 pa3a;

2) IpH IONy4YEeHHH YBEJOMIIEHHS O HEOOXOIMMOCTH YCTPAHEHHS BBHIABICHHBIX
HapylIeHu# M (WJIM) NMpeACTaBICHUS OTCYTCTBYIOIIMX OOKYMEHTOB - 1 pas, B ciiydae
IPEACTAaB/ICHUs] HENOCTAOIMX JOKyMEHTOB B Poc3ipaBHai3op;

3) mpM HONy4YeHWH 3ampoca O TMPEIAOCTABIEHUM HEOGXOMMMBIX MATEpPHAOB U
CBEJICHHH JUIS NPOBENEHHUS OKCHEpPTH3bl KauecTBa, 3(QeKTHBHOCTH M Oe30MacHOCTH
MEAMIMHCKOro M3JeiMs - 1 pa3, B cilydae NpeJCTaBICHUS HENOCTAIOUMX MaTepUaloB U
ceeneHui B Poc3paBHansop;

4) mpu BBIAAYE 3aABUTENIO Pa3pellleHHs] HA MPOBeJACHHE KIMHWUYECKAX HCIBITAHHMM
MEIQHUIIUHCKOro u3jenus - 1 pas;

5) npu npeAcTaBiieHUH 3asBUTENEM B Poc3apaBHan30p 3asBiieHUS O BO30OHOBJIEHUM
TOCYyIapCTBEHHOH pEerucTpaiyi MEAMIIMHCKOrO0 H3IEeNHs M Pe3yJbTaTOB KIMHHYECKUX
HCIBITAaHHH MEAMIIMHCKOIO U3JENUA, a TAIOKe TOKYMEHTOB, YKa3aHHBIX B IMOAITYHKTaX 3 -
11 mynkTa 14 AAMAHHCTPAaTHBHOTO perjlaMeHTa, B Cliy4ae, €CIIM B HUX BHECEHbBI H3MEHEHHUS
110 pe3ynbTaTaM KIMHUYECKUX UCIBITaHUH MeTUIIUHCKOTO u3sienus — 1 pas;
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6) npu npencrasieHun B Poc3apaBHaa30p 3asABiIEHHs O IPEIOCTaBICHUH AyOinKara
PErHCTPAallMOHHOIO YAOCTOBEPEHHS U NpHU MOJNYYEeHHUH AyOlHMKaTa perucTpaliioHHOTO
YAOCTOBEpeHHus — 2 pa3za.

IIporomKUTENPHOCTS OHOTO B3aUMOJICHCTBHUS 3aABUTENS C JODKHOCTHBIMH JIUIIAMHU
Poc3apaBHan3opa mnpu mpenocTaBIeHHHM TOCYAapCTBEHHON YCIYTH He IpeBbImIaeT 15
MHHYT.

41. 3asBUTENIO HpPH TNPENOCTABICHHH TOCYNapCTBEHHOW YCIAYTHM B 3JIEKTPOHHOM
dbopme ¢ ucnonn3oBanueM ExuHOoro mopraia obecne4nBaeTcsi BIIOJHEHHE CIIEAYIONIIMX
JIeHCTBHUH:

noJly4eHre HHGOpMaIMK O MOPSAKE M CPOKax IPedOCTaBJICHUS TOCYIapCTBEHHOM
YCIIYTH;

3alKCh HA NIPUEM IS MOJa4H 3aIpoca O MPEAOCTaBICHHH YCIIYTH (Hajiee - 3anpoc);

¢dbopMupoBaHHe 3anpoca O IPeJOCTABICHHH rOCyAapCTBEHHOM YCIyTH;

IPUEM M PpErucTpalds 3anpoca MU MHBIX JOKYMEHTOB, HEOOXOIHMMBIX IS
[IPEAOCTAaBIICHHS FOCYJapCTBEHHOM YCITyTH;

MOJY4YEHUE pe3ylbTaTa IPEJOCTaBICHHUS IrOCy/IapCTBEHHON YCIyTIH;

IOJlyYeHHE CBEACHHMH O XOJ€ BBINOJHEHHMS 3amnpoca O MPEAOCTaBICHUU
roCyZIapCTBEHHOM YCIIYTH;

OCYILIECTBIIEHUE OLIEHKH Ka4eCTBA NIPEIOCTABICHHS rOCYJapCTBEHHOM YCIyTH;

nocynebHoe (BHecyneOHOe) oOKaloBaHHWe pelleHHH W nedicTBuil (O6e3neiicTBUA)
Poc3npaBHan3opa, [OODKHOCTHOrO JHIla JHOO ¢eaepasbHOr0 TOCyAapCTBEHHOIO
rpaxznanckoro ciyxaiuero PocsgpaBHanzopa.

42.B03MOXXHOCTh MOJyYEHHs] FOCYAAPCTBEHHOH YCIYTH B MHOTOQYHKIHOHAJIbHOM
IIEHTpe NPEIOCTABIEHUS TOCY/IAPCTBEHHBIX U MYHHIIMNAJILHBIX YCIYT HE IPEAYCMOTPEHA.

43. Bo3MOXXHOCTh MOJIYYEHHS TOCY/IAPCTBEHHON YCIYr¥ B TEPPUTOPHAIIBHOM OpraHe
Poc3npaBHan3opa (3KCTEeppUTOPUATBHBIN IPUHIIKIT) HE MPETYyCMOTPEHA.

Hnple TpeOOBaHHUs, B TOM YHCIIE€ YYUTHIBAIOIINE OCOOEHHOCTH NPEAOCTaBIICHUS
rOCyapCTBEHHOM YCIIYTH 10 3KCTEPPHTOPHAIIHOMY IIPUHLIUILY (B Clly4dae, €Clii
rOCyAapCTBEHHAs YCIyra IPeIOCTaBISETCS 10 SKCTEPPUTOPHATIBHOMY IPUHIIMILY ) U
0COOEHHOCTH NIPEAOCTABIIEHUS rOCYIapCTBEHHOM YCIyTH B 3JIEKTPOHHOMH (opme

44. JIna obecnieyeHHss BO3MOXKHOCTH TOJAa4YH 3alpoca B 3JIEKTPOHHOH (opMe uepes
Envneiit nopran 3asBUTeNb JOJDKEH OBITH 3aperHCTPUPOBaH B cucTeMe Exunoro noprana.
IIpu HanpaBleHHH 3as9BJIEHHS U JOKYMEHTOB, yKa3aHHBIX B myHKTax 14, 15,17, 18, 19
AJIMHHHCTPATUBHOTO pErilaMeHTa, B JJEKTPOHHOH (opMe HCIIONB3YyeTCsl JIEKTPOHHAs
HOANHMCH 3asBUTEN B cooTBercTBHM ¢ PenepanbHbiM 3akoHOM oT 6 ampens 2011 r.
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Ne 63-®3 «O6 snextponnoit nogmucu»'’ u nocranosnennem IpasurtensctBa Poccuiickodt
®enepanun ot 25 mioHd 2012 r. Ne 634 «O Bujax 31eKTPOHHOM MOAINUCH, HCIIONB30BAHUE
KOTOPBIX JIOIYCKAeTCA MpH OOpalleHMH 3a TMOJIyYEHHEM TOCYJapCTBEHHBIX H
MYHHIMOATBHBIX yeIayr»ll,

II1. Cocras, mociiefoBaTEILHOCTD U CPOKHU BEIIIOJTHEHHUS aAMUHUCTPATUBHBIX
npouenyp (feicTBuii), TpeOOBaHUS K OPSIKY MX BHITOIHEHHUS, B TOM YHCIIE
0COOCHHOCTY BBIIOJTHEHHS aJIMIHUCTPaTHBHBIX Ipoleayp (AeHCTBUI) B 3JIEKTPOHHOM

bopme
HcuepnbiBarommuii nepedyeHb afMUHUCTPATHBHBIX poLenyp (aeicTBuil)

45.1lpu mpenocTaBleHUH T'OCYJAPCTBEHHON YCIYTH OCYIIECTBIISIOTCS CIEHYIOIIHe
aJIMHHHCTPATUBHBIE MPOLIEAYPHI:

1) npueM ©  perucrpanus 3asBi€HMs M JOKYMEHTOB Ha TOCYIapCTBEHHYIO
PETHCTpaNMI0 MEIUIMHCKOTO H3JECNNs], IPUHSATHE pelleHHs O Havajle IrocyaapCTBEHHOMN
pEerucTpai MEAUIMHCKOTO U3AEIIHS;

2) opopmiieHHe 3afaHUs Ha NMPOBEAEHHE IKCIEPTH3bI KAauecTBa, dPPEKTHBHOCTH H
0€30I1aCHOCTH MEIULIMHCKOTO M3[elHs, aHAIM3 €€ Pe3yJbTATOB M IPHHATHE PEIIEHHS O
BbI/IaY€ pa3pellieHMs] Ha IPOBECHHE KIMHUYECKUX HCIIBITAHAM MEAMIMHCKOTO H3/1EIIHUS;

3) BO306HOBIIEHHE rOCYJaPCTBEHHOM PETUCTPALMH MEAMIIMHCKOTO H3/IETINS;

4) oueHKa 3aKJIIOYEHHS SKCIEPTHOIO YYPEXKIEHHS IO pe3ylbTaTaM 3KCIEpPTH3bI
Ka4eCcTBa, 3Q(PEKTUBHOCTH U 6E30I1ACHOCTH MEUIUHCKOTO H3/IENHs ¥ IIPUHATHE PEIICHUS
O TOCYHAapCTBEHHO#H peructpaiuu (06 OTKa3e B TOCYAApPCTBEHHON PETHCTPAIMH)
MEAUILIAHCKOTO H3/IeITH;

5) BHECEeHHE H3MEHEHHUH B JOKYMEHTbI, COAEPXKALIMECA B PETHCTPAIMOHHOM JI0ChE, HE
TpeOyIOIMX IPOBEAEHHS OSKCNEpPTH3bl KavyecTBa, S(PQPEKTHBHOCTH M 6e30HaCHOCTH
MEULUHCKOr0 H3IeIHs;

6) BHECEHHE M3MEHEeHHH (0TKa3 BO BHECEHHWM W3MEHEHHH) B JOKyMEHTHI,
COACpXXalHecs B DPErMCTPAMOHHOM JOChe, TpPEOYIOIUX NPOBEHNECHUS OKCIIEPTHU3bI
Ka4ecTBa, 3G (HEKTHBHOCTH U 6E30MACHOCTH MEIULMHCKOTO H3/EIINS;

7) BeIIa4a yONMHKaTa pEruCTPAOHHOTO YAOCTOBEPEHHS HA MEUIMHCKOE H3/IEITHE;

8) 0TMeHa roCcyIapCTBEHHOM PErHCTPALUN MEIUIMHCKOTO U3/ETHS;

9) ucnpasnenne IOMYIIEHHBIX ONeYaToK U (Wik) OMOOK B BHIIAHHBIX B PE3yJIbTaTe
IPEAOCTAaBIIEHHs FOCYJAPCTBEHHON YCITYTH JOKyMEHTaX.

10 Co6panne 3axonomatenncTBa Poccmiickoit ®emepaumn, 2011, Ne 15, cr. 2036; Ne 27, cr. 3880; 2012, Ne 29,
cT. 3988; 2013, Ne 14, cr. 1668; Ne 27, ct1. 3463, c1. 3477; 2014, Ne 11, cT. 1098; Ne 26, ct. 3390; 2016, Ne 1 ct. 65; Ne 26,
cT. 3889.

11 Cobpanne 3akoHOmaTeNbCTBa Poccuiickoit ®epepauun, 2012, Ne 27, cr. 3744; 2013, Ne 45, ct. 5807; 2018, Ne 36,
cT. 5623.
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46. AnMUHHCTpaTHBHBIE IpoLEeNypHI (meticTBUS), BBIIIOJIHSIEMbBIE B
MHOTO(YHKLIMOHAIIBHBIX LIEHTPaX NPeNI0CTaBIEH s FOCYJaPCTBEHHBIX U MYHHIHIIAIBHBIX

yCIIyT, OTCYTCTBYIOT.

HpI/IeM U perucTpanysi 3asBJICHAA H JOKYMCHTOB Ha TOCYOJapCTBCHHYIO PETUCTPalHIO
MEIUIMHCKOI'O U3ACIHUS, IIPUHATHE PCHICHUS O HavYalle I‘OC}’I_(apCTBeHHOﬁ perucCTpaniu
MCIUIIHHCKOI'O U3ACIIUA

47. AnMuHuCTpaTHBHAA npouenypa «[IpueM u peructpanus 3asBIeHUs U JOKYMEHTOB
Ha rocyZJapCTBEHHYIO PETHCTPaUIO MEAUIIMHCKOTO U3IENH S, IPUHSATHE PEIICHUS O Hadase
roCy/IapCTBEHHON PErucTpaliMi MEIMIIMHCKOTO W3JeNus» OCYIIECTBISIETCS B CBSI3H C
IOCTYIUIECHHEM OT 3asBuTeNss B Poc3apaBHan30p 3asiBieHHS O TIOCYyIapCTBEHHOM
pEeruCTpand MEIMLIHUHCKOTO M3JENUs U JOKYMEHTOB, YyKa3aHHbIX B IIyHKTe 14
AIIMMHHCTPATHBHOTO perjaMeHTa.

48. 3asiBieHME O TOCYNApCTBEHHOH pErHCTpaluyd MEIULMHCKOrOo U3JENus U
JOKYMEHTBI, HNpPEeAyCMOTpPeHHble MyHKTOM 14 AJMHHHCTPATHBHOIO PpErJIaMEHTa,
npuHUMaroTcs Poc3apaBHan30poM o OMHUCH, KONUSA KOTOPOH C OTMETKOM O Jare mpuema
YKa3aHHBIX 3asBJICHHUS W JOKYMEHTOB B JICHb MpHEMa BpYyYaeTCs 3asBUTENIO WM
HaIpaBJIgeTCd eMy 3aKa3HbIM NOYTOBBIM OTIIPABJIEHHEM C YBEIOMIICHHEM O BPYUYEHHUHU UIIH
B (pOpMeE IIEKTPOHHOT'O JOKYMEHTA, MOAMMCAHHOTO 3JIEKTPOHHO#H MOATUCHIO.

49. HauansHUK YIpaBlieHHS, OCYLIECTBISIOIIETO NPEeJOCTaBIeHNE TOCyIapCTBEHHOM
yCIIyrd, He no3fHee 1 pabodero IHs ¢ HaThl MOCTYIUICHHUS 3asBICHUS O PErHCTPaLH H
JOKYMEHTOB, HPEAYCMOTPEHHBIX IIYHKTOM 14 AJIMUHUCTPAaTUBHOIO pErJIaMEHTa,
Ha3HAa4yaeT M3 4YHCIAa COTPYJHHKOB OTAENa, OCYILECTBIAIOLIETO TIOCYIapCTBEHHYIO
PETUCTPALIMI0 MEJMLIMHCKAX HW3IeIHi, OTBETCTBEHHOT0 HCHONHMUTENs (Hanee -
OTBETCTBEHHBIN HCIOJIHUTEND).

Qamuius, KM ¥ 0TYECTBO (TIOCIIEHEE - IIPU HAJIMYUH ) OTBETCTBEHHOI'O HCIIOIHUTEIS
U HOMep ero tene¢oHa AODKHBI ObITH COOOIIEHBI 3asBUTENIO IO €r0 MHUChbMEHHOMY WM
YCTHOMY OOpallleHHI0 ¥ JOCTYHHBI €My Ui NPOCMOTpa Ha o¢HIMaTLHOM caiite
PocsnpasHansopa.

50.B rteuenue 3 pabounx AHEH CO OHS MOCTYIUIEHHS 3asBJICHUS O rOCY/IapCTBEHHOM
perucTpanyi MEIULUHCKOTO HM3ACIUS M JOKYMEHTOB, MpPELyCMOTPEHHBIX IyHKTOM 14
AJIMAHHCTPaTHBHOIO PpErjaMeHTa, OTBETCTBEHHBIM HCIOIHHUTENb MPOBOJUT IPOBEPKY
IIOJIHOTBI ¥ IOCTOBEPHOCTH COAEPXKAIUMXCS B HUX CBEICHUH, B TOM YHCJIE IyTEM CPAaBHEHH S
TaKUX CBEICHHUH CO CBEICHUSMH, NPEJCTABICHHBIMU B IOPSJKE MEKBEIOMCTBEHHOTO
HH(GOPMAIMOHHOTO B3aMOJEHCTBHS, B COOTBETCTBHH C MyHKTOM 22 AJIMHHHCTPaTHBHOTO
pernaMeHTa.

51.B ciydae ecnu 3asiBlI€HHE O TOCYOAPCTBEHHON PETHCTPAIl[MM MEAUIMHCKOrOo
usnenus odopMIeHO ¢ HapylleHueM W (WIM) B 3asBJICHHH YyKa3aHbl HEIOCTOBEPHBIE




21

CBe/IeHMsl, MO0 MOKYMEHTBI, NPEAYCMOTPEHHBbIE IYHKTOM 14 AIMUHHCTPaTMBHOIO
periaMeHTa, IIPEeICTaB/IeHbl HE B TOJIHOM 00beMe, OTBETCTBEHHBIH MCIIONHHUTENb BPY4aeT
3asBUTEIIIO YBEJIOMIICHHE O HEOOXOAMMOCTH ycTpaHeHHs B 30-IHEBHbIM CPOK BBISBJIEHHBIX
HapymleHMd M (MJIHM) MpEJICTaBICHHUS JIOKYMEHTOB, KOTOpbIE OTCYTCTBYIOT, JHGO
HanpasJIIeT TaKO€ YBEIOMIICHHE 3aKa3HBIM IIOYTOBLIM OTIPABJIEHHEM C YBEIOMIICHHEM O
BpyYeHHH MM B (opMe D3IEKTPOHHOTO MHOKYMEHTa, MOAINMCAHHOIO JJIEKTPOHHOM
HOJIUCHIO.

52.B ciryqae ecnu B 30-IHEBHBII CPOK HE YCTPAaHEHBI BBISBICHHBIE HAPYLIEHMS U (MM )
He IPEACTABICHE OTCYTCTBYIOIIME OKYMEHTHI, OTBETCTBEHHBIH HMCIIOJIHHTENbL FOTOBUT
YBEIOMJICHHE O BO3BpATE 3asBIECHHUS O IOCYAApCTBEHHOM PETHCTPAllMM MEIULIMHCKOTO
H3[EHS M IPENCTABICHHBIX TOKYMEHTOB C MOTHBHPOBAHHBIM OOOCHOBAaHHEM IPHYHUH
BO3BpaTa, KOTOpOE MOAIKUCEIBACTCS 3aMECTUTENEM pykoBoauTens Poc3ipaBHanzopa.

53.B Teuenne 3 paboumx IaHeH co HHSA HpPENCTABICHHS HamIeXalluM o0pazoM
0(OpPMIICHHOTO 3asBIICHHS O TOCY/APCTBEHHOM PErHCTPAlliM MEAUIMHCKOTO M3IEHsI U B
NONHOM OObeMe JOKYMEHTOB, NPENYyCMOTPEHHBIX IMyHKTOM 14 AIMHHHCTPaTHBHOTO
periaMeHTa, PErHCTPalMOHHOMY JOChE€ IPHCBaMBaeTCsi HOMEP, CBHAETEILCTBYIOIIHMHA O
npuHaTHd  Poc3apaBHaa30poM pelleHHss O Havajle TrOCYAapCTBEHHON perucTpaliy
MEIUIMHCKOTO H3/1eITUs.

54.U3 3adBiI€HHS O TOCYAApCTBEHHON PETHCTPAlMH MEIUIMHCKOTO HU3JEIus |
JOKYMEHTOB, YKa3aHHBIX B MyHKTe 14 AQMUHHCTPaTHBHOIO perjiaMeHTa (opMHpYyeTCs
PETHCTPAlMOHHOE AOChE MEAULIMHCKOTO U31ETH.

55.KputepueM NpHHATHS pelleHds MO aJIMHHUCTPATHBHON IPOIEAYpPE SBISETCS
HajJu4¥e MM OTCYTCTBHE OCHOBaHMU [nsi BO3BparTa 3asiBIEHHUS O TOCYJapCTBEHHOM
PETHCTPANMH MEIMLIMHCKOIO U3JENHs U NIPeICTaBICHHBIX JOKYMEHTOB.

56. Pe3ynbTaToM agMUHHCTPATHBHON MPOLENYpPhl SBISETCS INPHHATHE DPEIICHHUS O
Havyajie TOCYJAapCTBEHHOM perucTpalud MEOUIMHCKOrO H3JAeNus WM BpydYeHHE
(HampaBlieHHe) YBEIOMIICHHS O BO3BpaTe 3asBICHHS O TOCYHAPCTBEHHOM pPEruCTpaliu
MEAUIIMHCKOI O U3/IEJIHs U NIPEeICTaBIEHHBIX JOKYMEHTOB.

Odopmiienne 3aganus Ha IPOBEIEHHE IKCIIEPTU3bI Ka4eCcTBa, 3O HEKTUBHOCTH U
0€30MacCHOCTH MEJULITHCKOTO H3MIENHsl, aHATIM3 €€ Pe3Y/IbTATOB U NPHHSATHE PEIICHUS O
BbIJIaY€ pa3pelICHUs Ha IPOBEACHHE KIMHUYECKUX UCTIBITAHNH MEeAUIMHCKOTO U3/1eIus

57. AnmunucTpatuBHas mpouenypa «OdopmileHWe 3alaHWS Ha IPOBEJICHUE
3KCIEPTU3bl Ka4yecTBa, 3P (PEeKTUBHOCTH M 0€30MaCHOCTH MEIUIIMHCKOrO W3/IeNHUsl, aHAH3
€€ pe3yJIbTaTOB U PUHSATHE PEIICHUS O Bblaue pa3peleHus Ha NPoBeIeHHEe KITHHHYEeCKUX
HCIBITAHUH MEIULMHCKOTO HM3IEeNHs» OCYLIECTBISETCS B CBA3H C INPUHITHEM
Poc3npaBHan30pom peleHHs 0 Hadane roCyJapCTBEHHON PEerHCTpallid MEIUIHCKOrO
U3JENHS.
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58. B Teuenue 3 pabounx nHel co AHS IPHHATHS PEIIEHHs O Havalle FOCyJapCTBEHHOM
PErUCTpanuy MEIHIUHCKOIO U3/€JIUsl OTBETCTBEHHBII HCIIOJHUTENH OPOPMIISET U BEIAAET
3KCIIEPTHOMY  YUPEXICHHMIO 3aJaHUE€ Ha T[POBEINCHHE OSKCIEPTHU3bl  KayecTsa,
3bdexTUBHOCTH H 6€30IaCHOCTH MEIUIUHCKOrO H3/IENHNs, IIPOBOIMMOI ITO3TAIHO 2,

59.Ilpu noctymiennn B Poc3apaBHAn30p OT 3KCNEPTHOrO YUPEXKACHHS 3alpoca O
HEJOCTATOYHOCTH MAaTEPUAIOB M CBEACHHUH /JI1 BBIHECEHHS JKCIIEPTOM 3aKIIIOUEHHS,
OTBETCTBEHHBIH HCIIOJHUTENb B TeYeHUE 2 pabouux JHEH CO JHSA €ro IOCTYILUICHHS
HanpapJIseT 3aABUTENO 3aIIPOC O NPEICTABICHUN HEOOXOMUMBIX CBEIECHHIH C YKA3aHUEM
XapakTepa 3aME€4YaHHi U crocoba UX YCTpaHEeHHUS.

60. 3asgBATENL MPENCTABIIET OTBET HA 3aIPOC B CPOK, HE NpeBblmaromui 50 queii co
IHS €0 MOJTyJIeHHUS.

61.B ciygae ecnu oTBET Ha 3ampoOC, a TAaKXKe NPHIaraeMble K HEMY IOKYMEHTBI
COCTaBJIEHbl HA HHOCTPAHHOM SI3bIKE, OHU NPEACTABISIOTCH C 3aBEPEHHBIM IIEPEBOIOM Ha
PYCCKHH SI3BIK.

62.1Ipu BpIIBIEHUM B IPENCTABICHHbBIX 3asABUTEIEM B OTBET HA 3alPOC JOKYMEHTaX
HEJJOCTOBEPHBIX M (WJIM) HEOCTATOYHBIX JAHHBIX WIH JOKYMEHTOB, COCTABJIEHHBLIX HIIA
COJep)KallMX TEeKCT Ha HMHOCTPAaHHOM s3bIKe 0e3 TmepeBoja Ha PYCCKHEl S3BIK,
OTBETCTBEHHBIH UCIOJHUTEND B T€YEHUE 2 pabounx AHel BpydaeT (HaNpaBIisSeT 3aKa3HbIM
IIOYTOBBIM OTIIPABJICHHEM C YBEIOMIIEHHEM O BpY4YEHHH HJIH B (OpME IJIEKTPOHHOTO
JOKYMEHTA, IOJNHUCAHHOIO 3JEKTPOHHOM MOANMHUCHIO, JHOO B 3JEKTPOHHOU (GopMme MmO
TEJICKOMMYHHKAIIMOHHBIM KaHaJIaM CBS3H) 3asABUTENIO PENIEHHE O BO3BpaTe YKa3aHHBIX
JOKYMEHTOB ¢ MOTHBHPOBaHHBEIM OOOCHOBaHHMEM IIPHYHH BO3BpaTa U COOOIIEHHEM O
BO3MOXXHOCTH HOBTOPHOI'O IIPE/ICTAaBICHUS 3asBUTENIEM JI0 UcTedeHus S0 pabounx nHel co
IHS TIOXYYEHMs 3alIpoca A0pabOTaHHBIX TOKYMEHTOB. [Ipu HENpeACTaBICHHH 3asSBUTEIEM
B YKa3aHHBIA CPOK 3alpallliBacMbIX MAaTepUallOB W CBEACHHWH SKCIEepTH3a KadecTsa,
3¢ $eKTHBHOCTH B 6€30IIaCHOCTH MEAULUHCKOIO H3/IENHU IPOJOIDKAETCS [10 HAXOAAIUMCS
B PACHOPSDKEHWH JKCIEPTHOIO YUYPEKICHUS paHee MPEACTABICHHBIM 3asBUTEIIEM
JTOKYMEHTaM M CBEICHUSIM, CONEPKAIIMMCS B PETUCTPAIHOHHOM JOChHE.

63. OTBETCTBEHHbIH HCTIONHUTENb B TEYEHHE 5 paGounXx JAHEH CO JHSA MONYYEHHS OT
9KCIEPTHOTO YYPEIKIACHHUS 3aK/IFOUEHHSA O BO3MOXHOCTH (HEBO3MOXKHOCTH) IPOBEAECHHUS
KIIMHHYECKHX MCIIBITAHUHI MEIULUHCKOTO U3/ICTHS OCYIECTBIAET:

1) oleHKy 3aKMIOYEHHUs UL ONpeHeNeHUs COOTBETCTBHS 3aJaHUIO HA TPOBEICHHE
3KCHEPTH3bI Ka4eCTBa, 3P HEeKTUBHOCTH U 6€30MACHOCTH MEIUIIMHCKOTO U3/IENHS,

12 ITpnkas MunucTepcTBa 3apapooxpanenus Poccuiickoli ®enepaumn ot 21 nexabpa 2012 r. Ne 1353H «O6
yrBepxaenuu Ilopsaaka opranusauuy U MPOBENEHHS SKCIEPTH3bI KauecTBa, Y(GPEKTUBHOCTH M GE30MACHOCTH MEAULIMHCKUX
u3fienuniiy (3aperncrpupoBaH MuHucrepcTBoM octuumu Poccuiickoit @enepauvn 4 anpens 2013 r., perucTpalMOHHBLH
Ne 27991), ¢ U3MeHeHMsIMH, BHECEHHBIMH MPHKa3oM MUHHCTEPCTBA 3/[paBooXpaHeHus Poccuiickoii denepauu oT 3 HIOHS
2016 r. Ne 3031 «O BHECCHMM M3MEHEHHUH B NpuKa3 MuHKUCTEpCTBA 3ApaBooxpaHenus Poccuiickoii deaepauun or 21 gexabps
2012 r. Ne 13538 «O6 yrBepkneHuu Ilopsaxa opraHMsalldii M NPOBENEHHUs SKCIEPTH3BI KayecTBa, S(P(PEKTHBHOCTH M
6€30M1aCHOCTH MEMIMHCKIX M3AeMi (3aperucTpuposad MunvcTepeTBoM 0cTultiu Poceuiickoii ®enepaumu 1 mona 2017 1.,
perucTpauonHbiii Ne 37862).

[
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2) NOATOTOBKY NMPOEKTa MPHKAa3a O BBIAYE Pa3pelleH s Ha NPOBEIcHNAE KIHHHYECKUX
HCTIBITAHUA MEIMIMHCKOrO M3JeNus Wi 00 OTKa3e B rOCYJapCTBEHHON PETHCTPaliMH
MEIMLUHCKOTO H3EITHS, |

3) BeIauy (HampaBleHHe 3aKa3HbIM MOYTOBLIM OTIIPABICHHEM C YBEIOMJIEHHEM O
BpyYeHMH HIM B (QopMe 3JIeKTPOHHOrO JOKYMEHTa, NOAMUCAHHOTO 3JIEKTPOHHOM
NOANKCHIO) 3asABHUTENIO pa3pellieHHs Ha MNPOBEICHHE KIMHHUYECKAX HCIBITAHUM
MEIUIHMHCKOro M3zenus Mo (opme, yTBepXKIeHHON mpukazoM PocsmpasHamszopa oT 19
aBrycta 2013 r. Ne 4220-I1p/13 «O6 yrBepkaennr (GOpMBI paspellleHus Ha IPOBEICHME
KJIMHUYECKHUX MCIBITAHMHA MEIUIUHCKOrO H3JeMs» (3aperucTpupoBaH MUHHUCTEPCTBOM
foctunuu Poccuiickoit ®enepanuu 10 centsaops 2013 r., peructpannonusiii Ne 29927), u
BHECEHHE COOTBETCTBYIOIIMX CBENCHUA B PEECTD BBIIAHHBIX Pa3pEIICHHH Ha NPOBEICHUE
KIIMHAYECKUX HCHOBITAHMHA MEIUIIMHCKOrO Hu3Jenus Jubo yBeIoOMJIeHHE 00 OTKasze B
roCyIapCTBEHHOH PErdCTpalMy MEAULMHCKOTO U3AENUS C YKa3aHUEM IIPHYHH OTKa3a,

64. OrTBeTCTBEHHBI!I HCIOJHUTENb TOTOBHT TPOEKT IpHKaza o0 OTKase B
TrOCyIapCTBEHHON pEerucTpalii MeJUIIMHCKOTO H3JeNUs B Clydyae TOJIydYeHHS
Poc3npaBHag30pOM OT 3KCHEPTHOrO YUYPEXKICHHS 3aKIIOYEHHS O HEBO3MOXKHOCTH
IIPOBENECHMS KIMHAYECKUX MCIBITAHUN METUIIHHCKOIO U3 €U

65. Ilpu MpUHATHH peIleHHs] O BbLIA4Ye paspelleHHs Ha MPOBENEHHE KIMHHYECKHX
UCOBITAHMM MEIMIMHCKOrOo u3fenus Poc3apaBHaa30p NpHHUMAET pEHICHHE O
IMPUOCTAHOBJIEHHWM TIOCYJAPCTBEHHOM PpErHCTpallid MEIHIHHCKOTO W3IeNus IO OHS
NpUHATHSA POC31paBHAA30pOM pELICHUS O BO30OHOBICHHUH rOCYAapCTBEHHON perucTpaum
MEIULMHCKOTO U3/IeIHsl.

66. O Hayane npoOBeNEHUS KIMHHYECKHX HCIBITAHAM METUIHHCKOTO H3AEHsI
3asBHTE]b yBemomisser PocsgpaBHamsop B TedeHHe 5 paboumx JAHeH ¢ Hayana MX
IpPOBEJICHNS 1O GOpMe COTJIaCHO NPHUIIOKeHUIO Ne 2 K A IMUHHCTPATHBHOMY PErTIaMEHTY.

67. OxcnepTr3a KadecTBa, 3G (HEKTUBHOCTH U 6€30MaCHOCTH MEIUIIMHCKUX M3aeui 1
KJlacca MOTEHLUHUATIBHOIO PUCKA NPUMEHEHHS U MEAMIUHCKAX M3AEIHH ISl JUArHOCTUKH
in vitro NpOBOAUTCA B COOTBETCTBHM C MOANYHKTOM «0O» mnydkra 21 IIpasun
roCy1apCTBEHHOM PErHCTpaliy MEAUIMHCKUX U3IEIUN, yTBEPKIAEHHBIX IOCTAHOBICHHEM
INpasutenscTBa Poccuiickoit ®enepamuu ot 27 nexabps 2012 r. Ne 14161,

68. Komuu 3amaHus Ha TNpoBeleHHE SKCHEPTH3bl KauecTBa, 3(PGEKTHBHOCTH H
0€301aCHOCTH MEIUIUHCKOr0 M3/IeJIHs, PEUICHHs O BbiJa4e paspelleHus Ha MPOBeIeHHE
IJTMHAYECKHX HMCTIBITAHKAN MEeMIHHCKOr0 H3eIUs WM 00 OTKase B roCy/1apCTBEHHOI
PEruCTpanyy MEAHIIMHCKOrO U3JEJNs, YBEIOMIICHUS 3asBUTEJNA O MPUHSATOM pElIeHHH, a
TAaK)X€ KOIHUH PpaspelleHUsi Ha IMPOBEICHUE KIMHUYECKHMX HCHBITAHWA MEIUIUHCKOTO
U3JIENTNA UM yBEAOMIIEHUS] 00 OTKa3e B rOCYIapCTBEHHOW PETHCTPAIMHA MEIULIHHCKOTO
U3/IeJIUs IPUOOLIAIOTCS K PErUCTPAallHOHHOMY JOChE Ha MEIUIIHHCKOE U3ENHeE.

13 Co6panne 3axkoHoaaTenscTBa Poccuifckoit ®enepanun, 2013, Ne 1, ct. 14; Ne 43, c1. 5556; 2014, Ne 30, ct. 4310;
2017, Ne 8, ct. 1233; 2018, Ne 24, cT. 3523.
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69. KputepreM NpHHATHS pEeLIEHHS [0 AJMHUHHCTPATHBHON NPOLEAYPE SBIAETCS
HaJlM4Yie WJIH OTCYTCTBME OCHOBaHHWH JUIi OTKa3a B TOCYHApCTBEHHOM peTHCTpaldy
MEAULIMHCKOTO H3ENHNS.

70. Pe3ynpTaToM aIMHHHACTPATUBHOU MpPOUENYPHl SBJISETCS NPHHATHE PELICHUS O
BblJa4e paspelieHHs Ha IPOBEACHUE KIMHUYECKUX UCIBITAHHM MEOUIIMHCKOTO M3IENHs
m60 00 OTKa3e B rOCYAapCTBEHHOM PErucTpalii MEOUIHMHCKOTO U3JENHS C YKa3aHHEM
IPUYHH OTKa3a.

B0306HOBIEHNE FOCYIapCTBEHHOM PETHCTPALMM MEAMIMHCKOTO H3EIHS

71. AamunKcTpaTUBHAsA nponenypa «Bo3o0HOBIEHHE FOCYAaPCTBEHHOM PErHCTPAIK
MEIMIUHCKOTO H3JIENUs» OCYLIECTBIIAETCSI B CBA3M C IOCTYIUIEHHEM OT 3asBHUTENS B
PocsgpaBHazzop 3asgBI€HHS O BO30OHOBIEHHH TOCYHAapCTBEHHOM  PErHCTpPAIlUM
MEIUIMHCKOro HM3Je1us 10 popMe COIJIacCHO MpHIIokKeHUI0 Ne 3 Kk AJAMHHHCTPATUBHOMY
PEeTTIaMeHTy M PE3YNbTaTOB KIMHUYECKUX HCIBITAHUH MEIMIHHCKOTO U3JETHs, a Takxke
JOKYMEHTOB, YKa3aHHBIX B MOANYHKTax 3-11 nmyHkTa 14 AIMUHHACTPAaTHBHOrO peErjiaMeHTa,
B Clly4ae, €CIH B HHX BHECEHBl M3MEHEHHs IO pe3ylbTaTaM KIHHHYECKHX HCIbITaHHH
MEIHULUUHCKOTO H3HEIHsl.

72. OTBETCTBEHHBI HMCIIONHHTENb B TeueHHe 2 pabovdmx HHEH CO HHS MOJydYEHHs
3ajBJICHUS O BO30OHOBJIEHHH I'OCYIApCTBEHHOM pervcTpaldi MEAUIMHCKOTO H3IETUs
pe3yabTaTOB KIMHHYECKHUX HCIBITAHUA MEIUIIMHCKOTO H3/eNHs, NPOBOAUT MPOBEPKY
IOJHOTBI M  JIOCTOBEPHOCTM CBEJCHMH, COJEpXalluXcs B IPEACTABIEHHBIX B
PocsnpaBHan3op 3adBI€HMH O BO300HOBJIEHHH TOCYAapCTBEHHOM  perucTpainuu
MEIUIUHCKOTO M3/ICIH M PE3YIbTATOB KIMHUYECKUX MCIIBITAHUNA MEAULUHCKOTO H3/IeIHs
IO pe3yJbTaTaM KOTOpOH NPHUHUMAETCs pelleHHe O BO30OHOBJIEHHH TOCYAAapCTBEHHOM
perucTpanyi MEAUIHUHCKOTO U3/IEIHS.

73.B cimy4ae ecnu JOKyMEHTHI IpPEACTAaBJICHb HE B IOJHOM OOBEME HIIH B HHX
BBISIBJICHBI HEAOCTOBEPHBIC NaHHBIE, a TaKXe B CiIydac MIpPEACTaBIICHUSA JIOKYMEHTOB,
COCTaBJICHHBIX HAa WHOCTPAaHHOM S3bIKe, 0€3 3aBEpEeHHOro IepeBoja Ha PYCCKHH f3BIK,
OTBETCTBEHHBIH MCIIOJIHUTEIID BPy4YaeT (HalpaBisAeT 3aKa3HbIM IOYTOBBIM OTIIPABICHUEM C
YBEOOMJICHUEM O BPYYEHHMHM HIHM B (OpPME 3JIEKTPOHHOTO JOKYMEHTa, IMOJIMCAHHOIO
9JIEKTPOHHOM IMOAMHUCHIO, JHOO B JJIEKTPOHHON (GopMe IO TEIEeKOMMYHUKAI[HOHHBIM
KaHajlaM CBsi3H) 3asjBHUTENII0 pELIeHHe O BO3BpaTe 3asBI€HHA O BO30OHOBIEHUH
TrOCyNapCTBEHHOM pPETHCTPAlMKd MENULMHCKOrO H3AeNus C IPHIOKEHHEM K HeEMy
YKa3aHHBIX JOKYMEHTOB M M3JIO)KEHUEM MPUYUH, IOCITYKUBIIUX OCHOBAHUEM JUIS TAKOTO
Bo3Bpara. OnHoBpemeHHO Poc3npaBHag30p cooOiiaeT 3asBUTENIO O BO3MOXHOCTH
IIOBTOPHOTO NPECTABICHHS 3asBJICHUS O BO30OHOBIECHHUH rOCyJapCTBEHHOR pErUCTpaluy
MEAMIMHCKOIO M3JENHs C IPHIIOKEHUEM K HeMY 10pabOTaHHBIX JOKYMEHTOB.




25

74.B TedyeHne 2 pabouux AHEW CO NHS MPUHATHS PENIEHHS O BO30OHOBIECHUH
rOCyTapCTBEHHOM PETHCTPalMd MEOUIIMHCKOTrO H3JENIHS OTBETCTBEHHBIM HCIIOJHHTEID
HaNpaBjsiET B OJKCIEPTHOE YUYPEXKACHUE IPEACTABICHHbIE 3asBUTEIEM Pe3YJbTaThl
KIIMHUYECKHX UCIBITAHAM MEAMLUHCKOTO U3/IENHUS IS MPOBEIEHHUS IKCIIEPTH3BI KAUeCTBa,
3¢ heKTUBHOCTH M 6€30NMACHOCTH MEIUIIMHCKOTO H3eIHS.

75. Ilpu nOCTynI€HHH OT KCIEPTHOIO YUPEXKACHHS 3aIIPOCa O HEAOCTATOYHOCTH IS
BBIHECEHHS OKCIIEPTOM  3aK/IIOYEHHS MaTepUalioB M CBEJEHHH, OTBETCTBEHHBIM
UCTIOJIHUTEIL B T€YEHHE 2 pabouux AHe# co THA ero MOCTYILICHHS HAIPABJISET 3aBUTEIO
3ampoc O NPEACTaBICHHH HEOOXOIUMEIX CBEIEHUN C yKa3aHHEM XapaKTepa 3aMedYaHuii u
crnioco0a uX yCTpaHeHHsl.

76. 3asBHTEND MPEACTABIISET OTBET HA 3alPOC B CPOK, HE NMpeBbImIaromuii 50 quei co
IHS €T0 MOJyYEHHS.

77.B cnydae ecid OTBET Ha 3alpoc, a TAKKe NpHUJIaraeMble K HEMY JOKYMEHTBI
COCTaBJICHbI HA HHOCTPAHHOM $3bIK€, OHU NPEACTABIISIOTCS C 3aBEpEHHBIM IIEPEBOIOM Ha
PYCCKHUH S3BIK.

78. IIpH BBISBIICHMH B MPEICTABIECHHBIX 3asBATENEM B OTBET HA 3allpoC JOKYMEHTax
HEIOCTOBEPHBIX U (WIHM) HEAOCTATOYHBIX NAaHHBIX WA JOKYMEHTOB, COCTABJIEHHBIX HIIH
comepXalMXx TEKCT Ha MHOCTPAaHHOM s3blke Oe3 mepeBoJga Ha PYCCKUH A3BIK,
OTBETCTBCHHBLIN HCIOJHUTEND B TeUCHUE 2 pabouux AHEH BpydJaeT (HampaBiseT 3aKa3HbIM
IIOYTOBBIM OTIPABIECHHEM C YBEIOMJIEHHEM O BPYYEHHH WJIH B (PopMe 3JIEKTPOHHOTO
OOKYMEHTa, IOJMHMCAHHOIO 3JIEKTPOHHON NOINNCHIO, JIMOO B 3NEKTPOHHOH ¢opMe 1O
TEJICKOMMYHHKAIIMOHHBIM KaHajlaM CBs3M) 3asABUTENIO PELIEHHE O BO3BpaTe yKa3aHHBIX
JOKYMEHTOB C MOTHBHPOBaHHBIM OOOCHOBaHWEM IPUYHUH BO3BpaTa W COOOIIEHHEM O
BO3MOXXHOCTH IIOBTOPHOTO IIPEICTAaBICHNS 3asBUTeNeM 0 uctedenus S0 pabounx aHel co
IHA TOJYYEHHS 3alpoca AopaboTaHHBIX JOKYMEHTOB. [Ipu HenmpencTaBleHUH 3asiBUTEIEM
B YKa3aHHBIH CPOK 3alpalllMBacMbIX MAaTepUaJiOB U CBEACHHI JKCIEepTH3a KadecTBa,
3¢ exTHBHOCTH ¥ 6€30MIaCHOCTH MEJUIUHCKOTO M3/IEIHs IPOJOIDKAETCS [0 HAXOISAIIAMCS
B DaCIOPSHKEHHM OSKCIEPTHOTO YUPEKACHUS paHee TMPEICTaBICHHBIM 3asBUTENIEM
JOKYMEHTaM H CBEIECHUSM, COIEPKAILNUMCS B PETUCTPAIIHOHHOM JOChHE.

79.3asB1eHHEe O BO30OHOBIEHUH TIOCYIAPCTBEHHOM PETHCTPALMH MEIULUHCKOIO
U3JICJIU M PE3yJIbTaThl KIMHUYECKUX HKCIBITAHUR MENUIMHCKOrO H3JENHs, a TaKxkKe
JIOKyMEHTBI, yKa3aHHBIE B MOANYHKTaX 3-11 myHKTa 14 AZMUHHCTPATHBHOTO periaMeHTa,
B Clly4ae, €C/IM B HUX BHECEHBl U3MEHEHHUS MO pe3yibTaTaM KJIMHHUYECKHUX HCIBITAaHUMN
MEIUIUHCKOTO M3[eHs, NMpUOOINAIOTCS K PErucTPallHOHHOMY JOCh€ Ha MEIUIMHCKOe
u3zenue.

80. KpurepueM npuHATHS pelieHHs MO0 aIMHHHCTPATHBHOM UpPOIEAYpe SBISETCSA
HaJIM4YHe 3asBJICHHA O BO3OOHOBJEHUH T'OCYNAPCTBEHHOU PETHCTpPAllHM METUIIMHCKOTO
U3J€eNUs K pe3yJIbTaTOB KIIMHUIECKUX UCIBITAHUH MEIUIHHCKOTO U3IeIHs.
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81. PesynbTaToM anMHHHCTPATUBHOM [pOUENypbl SBJISETCS HANpPaBleHUE B
9KCIEPTHOE YUYPEKIACHHE I IPOBEACHUS JKCIEPTH3BI KadecTBa, (P(PEKTUBHOCTH U
0€30I1aCHOCTH INPEJCTABIECHHBIX 3asBUTENIEM pE3yIbTaTOB KIMHWYECKMX HCIBITAHUI
MEAUIIMHCKOTO H3IEeIHs.

Onenka 3aKI04eHHs SKCIEPTHOTO YUPEXICHHS 110 pe3yJIbTaTaM 3KCIePTU3BI
Ka4ecTBa, 3pPEKTHBHOCTH M 0€30IIaCHOCTH MEIULUHCKOrO M3E/Hs U IPUHSATHE PEIICHHUS
O TOCYIapCTBEHHOM perucTpanuu (00 0TKase B TOCYIapCTBEHHOM PErMCTPALlUy )
MEIUIUHCKOTO U3ENHUs

82. AnmunucTpaTHBHAs NMpouenypa «OneHKa 3aKT0YeH s SKCIIEPTHOTO YUPEXKSHUS
[0 pe3ynbTaTaM 3KCIEPTH3bl KauecTBa, 3O (PEeKTHUBHOCTH W 6€30IaCHOCTH MeIHIHHCKOrO
u3eNMs M TPHHATHE pEIIeHUs O TOCyJapCTBEHHON perucrpaiud (06 oTkase B
rOCyJapCTBEHHOM PErMCTpalyi) MEAMLUHCKOTO H3JEIHS» OCYINECTBISECTCS B CBS3H C
IOCTYIUICHMEM OT OJKCIEPTHOTO YYpexXICHHS B Poc3apaBHAM30p 3aKIIOYEHHS IO
pe3ynbTaTaM 3KCIEPTU3bl KauecTBa, 3(PQPEKTUBHOCTH U 0e30MacCHOCTH MEIHIIHHCKOTO
U3JIeTHUSL.

83. B cpok, He npesbimaronmii 10 pabodux aHe# co JHSA HONYYEHHS 3AKIIOYECHHS,
YKa3aHHOTO B IyHKTe 82 AIMHHUCTPATHBHOTO perilaMeHTa, OTBETCTBEHHBIH HCIIOJHUTED
OCYILIECTBJIACT:

1) omeHKy 3aKiMIOYeHHs AJS ONMpPEACICHHS COOTBETCTBHS 3a/IaHMIO HA MPOBEACHHUE
3KCIEPTU3EI Ka4eCTBa, 3PPEKTHBHOCTH U 6E30MaCHOCTH MEAMIUHCKOrO H3IEIIHS;

2) MoAroToBKy IMpOeKTa NpHKa3a O rOCYJapCTBEHHON PETHCTPAlUH MEIHIUHCKOTO
U3ieIHs MIM 00 OTKa3e B TrOCYAAapCTBEHHOM PErHCTpAllMd MEIUI[HHCKOTO H3Je/us H
YBEIOMJIEHHE 3asiBUTENS O MPUHATOM PEIICHUH;

3) opopmiienre u BblAady (HalpaBIeHHE 3aKAa3HBIM IOYTOBBIM OTIPABIICHHEM C
YBETOMIICHHEM O BPYYECHHH HIM B ()OpMe 3JIEKTPOHHOrO HOKYMEHTAa, MOANHUCAHHOTO
3NIEKTPOHHOM MOANHCHIO) 3asBUTENI0 PETHCTPAIIMOHHOTO  YAOCTOBEPEHHS JIHOO
yBeAOMIICHHs 00 OTKa3e B IOCYyJapCTBEHHOM pErucTpallMd MEOWIHHCKOTO H3MIENHs C
yKa3aHHEM NPUYUH OTKA3a.

84. OTBeTCTBeHHBIH HCHOJHUTENb TOTOBUT MPOEKT MpHWKa3a o0 oOTkase B
TrOCYHAapCTBEHHOM PEeruCTpallui MEIULIIMHCKOTO U3IeHs B ClIydasX:

1) moiry4eHHs OT KCHEPTHOT'O yUpexAeHH 3aK/IFOUEHHS 110 pe3yJIbTaTaM dKCIePTH3BI
Ka4ecTBa, 3¢ peKTUBHOCTH 7 Oe3onacHOCTH MEQUIIMHCKOT O U3,
CBHJETENIBECTBYIOIIET0O O TOM, 4YTO KauecTBO, W (W) 3PQPeKTUBHOCTh, U (MIIH)
0€30IaCHOCTh ~ PErHCTPUPYEMOr0  MEAULMHCKOrO  M3IelMs He  MOATBEPXKICHBI
OJYYEHHBIMH JAHHBIMH, U (WJIM) O TOM, YTO PUCK MPHUYHHEHHS Bpea 3/I0POBBIO IPaxK/1aH
M MEIUMIUHCKAX pabOTHHUKOB BCJIEJCTBHE NPUMEHEHUS MENUIMHCKOTO H3JENUs
IpeBbILIAET 3 PEeKTHBHOCTD €r0 IPUMEHEHHST;
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2) BeIsABICHUA Poc3apaBHAA30pOM MO pe3yJIbTaTaM roCydapCTBEHHOIO KOHTPOJIA 3a
oOpaleHHeM MEIUIMHCKUX H3IENIHi HECOOTBETCTBUM HaHHBEIX 06 3()(EKTHBHOCTH U O
0e30MacHOCTH MEIUIIMHCKOTO U3EHs JAHHBIM O MEUIIMHCKOM H3/I€IMH, COAEPKAIMMCS
B 3asIBJICHHH O PETMCTPaALMi H JOKYMEHTAaX, YKa3aHHBIX B IyHKTe 14 AJMUHUCTPaTHBHOI'O
periameHTa.

85. JlokyMeHTOM, MOATBEpXKAAIOUMM  (AKT TOCYAapCTBEHHOM  PErucTpanuu
MEAMLIMHCKOrO U3EJHs, SABJISETCS PETHCTPAllUOHHOE YAOCTOBepeHHe. PerucrpannonHoe
YIAOCTOBEPEHHE JICHCTBUTENLHO IIPM YCIOBHMM COXPAaHEHHS B HEU3MEHHOCTH BCeX
U3JI0KEHHBIX B HEM CBEJICHHH O MEAMIMHCKOM W3ACIUH W O JIHIE, HA UMS KOTOPOTO
MEIMIMHCKOE U3/IeNIHE 3aPETHCTPHPOBAHO.

86. Perucrpaiuontoe ynocroBepenue odopmisiercs PocsmpaBuagszopom mo dopme,
YTBEpXACHHOH npukazoM DenepanibHO# ciryx00i o Hax3opy B chepe 3ApaBOOXpaAHEHHUS
or 16 suBaps 2013 r. Ne 40-[Ip/13 «O6 yTBepxaeHuu (HOPMBI PETMCTPAHOHHOIO
YIOCTOBEPEHHUS Ha MEAULIUHCKOE U3JieNHe» (3aperucTpupoBad MUHHUCTEPCTBOM FOCTHIIMH
Poccuiickoii ®enepauuu 25 deBpans 2013 r., peructpauuonusiii Ne 27292), ¢
HU3MEHEHHSAMH, BHECEHHBIMH IpHKaszamu ®enepanbHoil cmy0bl MO Ham30py B cdepe
3apaBooxpaHeHus oT 3 mrong 2013 r. Ne 3380-I1p/13 «O BHeceHuM M3MEHEHMI B pUKa3
QenepanpHoi cyXObl 10 Haja30py B cdepe 3apaBooxpaneHus ot 16 suaBaps 2013 r.
Ne  40-TIIp/13 «O6 yTBepkneHHH (OPMBI PErHCTPALMOHHOTO YIOCTOBEpEHHS Ha
MEIULMHCKOE H3Aenue» (3apeructpupoBad MunucrepctBoM foctunuu Poccuiickoit
®enepannu 10 centadps 2013 r., peructpanuonnstii Ne 29932), ot 3 mapta 2017 1. Ne 1636
«O BHECEeHMHU U3MEHEHHH B MpuiIoXKeHue K npukaszy DemepansHoit ciyxObl M0 HAA30py B
cdepe 3npaBooxpaHeHus ot 16 suBaps 2013 r. Ne 40-ITp/13 «O6 yTBepkaeHUun GOPMEI
PErHCTPAlIMOHHOTO yIOCTOBEpEHHsT Ha MEIUIIMHCKOE u3AeNue» (3aperucTpupoBaH
MunucrepcTBoM roctunuu Poccuiickoit ®enepannu 17 anpens 2017 r, peructpaniOHHBIH
Ne 46398), ot 10 urouist 2018 r. Ne 4510 «O BHeceHuH u3meHeHuit B [IpuioxeHue K mpukasy
DenepanbHOM CiyxObl MO Ham30py B cdepe 3apaBooxpaHeHHs ot 16 smBaps 2013 r.
Ne 40-TIp/13 «O6 yTBepxaeHHH (OPMBI PETHCTPAIHOHHOTO YIOCTOBEPEHHS Ha
MEIUIUHCKOEe H3Jenue» (3aperucTpupoBad MuUHHCTEpCTBOM IocTuiuu Poccuiickoit
Qenepauyu 7 aBrycra 2018 r., peructpammonssiii Ne 51801).

87.B Teuenne 1 pabouero AHSA TOCNE MPUHSTHS DPEUIEHHS O TOCYJAapCTBEHHOM
perucTpanid MeAMLMHCKOrO H3[ejis, OTBETCTBEHHBIH HCIOJHUTENb BHOCHT NaHHBIE O
3apEruCTPUPOBAHHOM MEAMIMHCKOM HM3ACIHH B IOCYJapCTBEHHBIH peecTp MEIHLIUHCKHUX
U3JeNMd M opraHu3aiuil (MHIUBHAYAIBHBIX MpeanpHHUMAaTeNell), OCyIeCTBISIONNX
IIPOM3BOJICTBO M HU3TOTOBJICHHE MEAMIMHCKUX H3JIeNIUid B MOpSAAKe, NMPEAyCMOTPEHHOM
nocra”osyieHreM IIpaBurensctBa Poccuiickoii @enepanyu ot 19 utonsa 2012 r. Ne 615 «O6
yTBepxaeHuu IlpaBun BeleHHsS roCyAapCTBEHHOTO peecTpa MEAMIMHCKUX W3ACIud U
OpraHM3aIdil, OCYIIECTBIISIOIUX NPOM3BOACTBO U U3TOTOBIICHUE MEAUIIMHCKUX H3IEIIUN»
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(manee-mocranopnerue IIpaButenscrBa Poccmiickoit ®enepaumu ot 19 urons 2012 r.
Ne 615) 14,

88.3akmoueHne Mo pe3ynbTaTaM JKCIEPTH3bl KadecTBa, 3()(HEKTHBHOCTH U
0€30I1acCHOCTU MEAMIUHCKOr0 U3EJTH, KOIMH IIPUKA30B O TOCYJAPCTBEHHON PErHCTpalvK
MEQMUMHCKOIO U3JENUs UM 00 OTKa3e B rOCydapCTBEHHOMN PErmMcTpallid MEIMIIMHCKOTO
U3JIE€NHs, YBEJIOMIICHHUS 3asBUTENS O NMPUHATOM DPEIICHWH, a TaK)Ke BTOPOH HK3EMILISP
PErHCTPAlMOHHOrO  YAOCTOBEpPEHUS JUOO KOMUA yBeAOMJIEHHS 00 oOTkase B
TrOCyJapCTBEHHOH  pErHCTpalMd  MEIWIUHCKOr0  H3AeNds  NpuoOmarTcs K
PETHCTPALIMOHHOMY JOChE HA MEAULIMHCKOE U3JIETHE.

89. KputepusimMu npuHATHS pelleHHs MO aMUHHCTPATUBHOU NMpOLEAype SBISIOTCS
pe3ysbTaThl 3KCHEPTU3bl KadecTBa, 3PQPEeKTHBHOCTH U 0€30MacCHOCTH METUITHCKOIO
U3IETHA.

90. PezynpTaTOM aJIMUHUCTPATHBHON MpOLENYpHl SBIAETCA MPHHATHE PEIICHHSA O
roCylapCTBEHHON perucrpanuu (006 oOTKaze B TOCYHAapCTBEHHOH pEruCTpaliim)
MEIUIUHCKOTO W3JENUs, BbiAaua (HAIpaBICHHE) 3aABUTEIIO YBENOMIEHHS O
TOCYIapCTBEHHOM  PpPErHCTpallid MEAULHMHCKOTO HW3JeNUsl MW  PErUCTPallHOHHOIrO
YIOCTOBEPEHHs]T HAa MEIUIMHCKOE u3enue Jmbo yBeoomyieHHs 00 OTKase B
rOCyIapCTBEHHOM pErucTpalyui MeIUIIMHCKOTO H3IeIIHs.

Brecenne u3MeHEHHHA B JOKyMEHTEI, COAEPKAIINECSH B PETHCTPALIMOHHOM IOChE, HE
TpeOYIOIMX IPOBEAECHH SKCIIEPTH3BI KauecTBa, 3P PEeKTUBHOCTH 1 O€30MaCHOCTH
MEIUIIMHCKOTO U3/IeTNs

91. AnmuHucTpatuBHas Tpolenypa «BHeceHne wu3MeHEHHH B JIOKYMEHTSHI,
coZiepXKaluecs B PETHCTPALMOHHOM JOChe, He TpeOYyIoIIUX NPOBEACHUS SKCIEPTU3BI
KauecTBa, 3Q(HEKTHUBHOCTH M 0€30IMaCHOCTH MEIMIIMHCKOI'O H3IENHI» OCYIIECTBIACTCS B
CBS3H C IIOCTYIUICHUEM OT 3asBuTeNs B Poc3npaBHaa30p 3asBIICHHS O BHECEHUU U3MEHECHU M
B JOKYMEHTHI, COJepXallHecsi B PETUCTPALHOHHOM JOChE MEAMIIMHCKOTO H3IENHs IO
¢dbopMe cornacHO MpHIOKEHHIO Ne 4 kK AIMHHMCTPATHBHOMY perJIaMeHTYy U JIOKyMEHTOB,
YKa3aHHBIX B IIyHKTEe 15 AIMHUHUCTPaTUBHOTO perjiaMeHTa.

92. OTBETCTBEHHBIH HCIOJHUTEIL B TEUCHHE 5 pabouMX JHEH CO JHS TMOCTYILICHHUS
3asBJIEHUS O BHECEHHU HU3MEHEHUH B JOKYMEHTHI, COIEp)KalllueCsi B peruCTpPallMOHHOM
I0CBE U JOKYMEHTOB, IPEAYCMOTPEHHBIX MYHKTOM 15 AIMHHUCTPATUBHOIO PErIaMEHTa,
IIPOBOJHUT IIPOBEPKY HMOJHOTHI U JOCTOBEPHOCTU CBENEHUM, COACPXKALLUXCA B HUX, B TOM
YyHciie yTeM CpaBHEHHs TaKUX CBEJIEHHH CO CBEJIEHUSMH, MPEICTaBICHHBIMU B NOPSIAKE
MEXBEJOMCTBEHHOTO HHPOPMAI[MIOHHOTO B3aMOI€HCTBUS.

93. B citydae ecliy K 3asBJICHUIO O BHECEHHH H3MEHEHHH B JOKYMEHTBI, COACpXKaluecs
B PETUCTPAIIMOHHOM JIOChE He TPUIIAraloTCs JOKYMEHTHI, IpelyCMOTpeHHbIE ITyHKTOM 15

14 Co6panue 3akonoaaTenbcTsa Poccuiickoit ®enepauun, 2012, Ne 26, cr. 3532, 2014, Ne 26, ct. 3574,
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AJIMEHHCTPAaTHBHOTO periaMeHTa, i (WId) B 3asABJEHUH O BHECEHHH H3MEHEHHH YKa3aHBI
HEIOCTOBEPHBIE CBEJCHHMS JUMOO JOKYMEHTBI, IIPEAyCMOTPEHHbIE IYHKTOM 15
AJIMHHHCTPAaTUBHOTO perjiaMeHTa, [IPEACTABIIEHE] HE B [IOJHOM 0ObeMe, OTBETCTBEHHBIH
UCHOJIHUTEb BPYy4YaeT 3asBUTENIO YBEIOMJIEHHE O HEOOXOAMMOCTH ycTpaHeHus B 30-
OHEBHBIM CPOK BBHISBICHHBIX HapylleHWH U (WJTH) MPeNCTaBJIeHUs IOKYMEHTOB, KOTODHIE
OTCYTCTBYIOT, THOO HaMpaBIISeT TaKoe yBeAOMIIEHHE B (POPME IJIEKTPOHHOIO JOKYMEHTA,
HOJMUCAHHOIO 3JIEKTPOHHOM MNOJNKMCHIO, WM 3aKa3HbIM IMOYTOBBIM OTIIPABIIEHHEM C
YBEAOMIIEHUEM O BPYYCHHH. |

YBelOMIIEHHE, B Cllyyae €ro HalpaBleHHS 3aKa3HbIM MOYTOBBIM OTIPABICHHEM,
CUHTACTCA MOJYYEHHBIM @0 HcTedeHHMM 10 pabounmx pHedl C [aThl HampaBlieHHS
YBEHOMJICHHUSI.

94. B ciy4ae ecnu B 30-THEBHBIN CPOK HE yCTPAHEHHI BHISABICHHBIC HAPYIICHHUS U (1K)
He IpeJCTaBJIeHbl MOKYMEHTHI, KOTOpbleé OTCYTCTBYIOT, OTBETCTBEHHBIM HCIIOJHHUTED
IPUHAMAET PEIICHHE O BO3BpaTe 3asBJICHHS O BHECEHHH HM3MEHEHHH B JOKYMEHTHI,
CoIepXalipuecss B PETHCTPALMOHHOM JIOCh€ M MPEACTaBICHHBIX JOKYMEHTOB C
MOTHBHPOBAHHBIM 000CHOBaHHEM TIPUYMH BO3BpaTa.

95.B Teuenne 3 paboumx IOHeH co AHA MPEACTABIEHHS HAIJEXalMM 06pa3oM
OGOPMJIEHHOTO 3asiBJICHHS O BHECEHMH H3MEHEHHH B IOKYMEHTHI, COAEPI)KALIHECS B
PErHCTPALMOHHOM JIOChE U B MIOJIHOM OOBEME HOKYMEHTOB, MPEAYCMOTPEHHBIX ITYHKTOM
15 AIMHHHCTPAaTHBHOIO perjiaMeHTa, OTBETCTBEHHLIM UCIIOJHHUTENb IPUHUMAET PELICHUE
0 pacCMOTPEHHMH YKa3aHHBIX 3asBJICHHS U JOKYMEHTOB WUJH (B Clyyae UX HECOOTBETCTBHUS
IOJIOKEHHAM IyHKTa 15 AJMHUHHCTpaTHBHOro perjamMeHta) o0 HX BO3BpaTe ¢
MOTHBHPOBaHHBIM 000CHOBaHHEM MIPUYHH BO3BPATA.

96.3asgBIeHME O BHECCHWHM M3MEHEHH B JOKYMEHTBI, COJAEpKallluecs B
PETHCTPAllAOHHOM  JIOCBE, U  JOKYMEHTHl, INpPeIyCMOTpPEHHbIE MyHKTOM 15
AJIMMHMCTPaTHBHOTO perjlaMeHTa, & TakKe KOIHH PELICHHS O BHECEHHH W3MEHEHHHl B
JOKYMEHTEI, COJIepXKallldecs B PerMCTPallMOHHOM JIOChe, OTKa3a O BHECEHUU U3MEHEHHMIA B
JOKYMEHTBI, COJAEpXKaIlMecs] B PETHCTPAIIMOHHOM JIOChe, YBEJIOMIICHHS 3asBUTENS O
IPUHATOM PEIIEHUH MPHOOIIAIOTCS K PErHCTPAIHIOHHOMY JOChe Ha MEHUITUHCKOE U3EITHE.

97. KputepreMm NpHHATHS pELICHHS MO aAMUHHCTPATHBHOW MpPOLENype SBISAETCA
HAJIMYHEe WM OTCYTCTBHE OCHOBAaHUU Jisl BO3BpATa 3asBlIEHUS O BHECEHUH U3MEHEHMI B
JOKYMEHTBI, COJIepXKAllluecss B PETUCTPAIlMOHHOM J0Ch€ MEIUIIHHCKOTO H3AENUs U

NPEACTaBIEHHBIX JOKYMEHTOB.
98. PesynpTaroM aIMMHUCTPAaTHBHOHN NPOLIEIYpPHI SBISETCS BHECCHHE U3MEHEHHH B

JOKYMEHTHI, COAepXalluecs B PErUCTPAlMOHHOM JI0Che, He TPeOyIoHIMX NpOBEACHUS
JKCIEPTU3bI KauecTBa, 3O PeKTUBHOCTH U 6€30MaCHOCTH MEAUIIMHCKOrO U3JENH, BbhiAavya
(HampaBlieHMe) 3asBHUTENI0 YBEOOMJICHHS O BHECEHHH H3MEHEHHMH B JIOKYMEHTEHI,
colepiKallluecss B PETHCTPAllMOHHOM Joche (yBEIOMIICHHS O BO3Bpare 3asBJICHUS O
BHECCHHUY U3MEHEHHH B JOKYMEHTBI, COJIEPXKAIIUECS B PETMCTPAIAOHHOM J0ChE) H BbIAaya
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(nanpaBneHue) nepeoGOpPMIIEHHOIO PErHCTPAlAOHHOTO YAOCTOBEpeHUs (B ciydae
BHECEHUS M3MEHEHUIH B HETO) M paHee BBIJAHHOTO PETrHMCTPAllMOHHOTO YIOCTOBEPEHHUS C
OTMETKOH O ero HelelCTBUTENBHOCTH (C yKa3aHHEM JaThl).

BHeceHHe H3MeHEHM# (0TKa3 BO BHECEHUH U3MEHEHHH ) B JOKYMEHTHI,
coIepiKaliuecs B peruCTPAllHOHHOM JIOChe, TPEOYIOIHX IPOBENECHNUS IKCIIePTU3BI
KadecTBa, 3pGeKTHBHOCTH U 0€30MACHOCTH MEAULIMHCKOr0 U3AEIHS

99. AnmuHucTpaTHBHaA mponenypa «BHeceHne u3MeHeHHH (OTKa3 BO BHECEHHH
WU3MEHEHHi) B JOKYMEHTBI, COJAEep)KalllHecs B PETHMCTPAlMOHHOM JAOChe, TPeOyroLIUX
IIPOBEACHUS OSKCIEePTH3bl KayecTBa, 3pGPEeKTUBHOCTH M 0€30IaCHOCTH MEIUIMHCKOTOo
U3IE/UA» OCYLIECTBIIETCS B CBS3U C NOCTyIUIEHHEM OT 3asBHTeNs B Poc3apasHanzop
3asBJICHHS O BHECCHHWH U3MCHEHUH B JIOKYMEHTHI, COAEp)Kall¥ecs B PETHCTPALMOHHOM
JOChbe MEIUIUHCKOro wu3meiims mno ¢opMe cormacHo mpuiokeHHro Ne 5
AIIMUHHCTPaTHUBHOMY perjaMeHTY W JOKYMEHTOB, YKa3aHHBIX B IyHKTe 17
AJIMAHHCTpPAaTHBHOIO perjiaMeHTa.

100. BHeceHue U3MeHEHMI B IOKyMEHTHI, yKa3aHHbIE B OANYHKTax 4 U 5 myHKTa 14
AJMHHUCTPATHBHOrO pErjlaMeHTa, OCyIIECTBIAETCS 10 pe3yIbTaTaM 3KCIIEPTH3hI KaYEeCTBa,
3¢pdexTUBHOCTH M 6e30MacHOCTH MEIUIMHCKOTO H3JeNHs, IPOBEICHHOH B MOpSIKeE,
AHAJIOTMYHOM TIOpPAAKY TpPOBEJEeHHs SKCHEepTH3hl KadecTBa, 3(GEKTHBHOCTH H
0e3011acCHOCTH MEAMLIMHCKOTO M3AEINNs U €ro rocy1apCcTBEeHHOM pPEerucTpaliyH, B Cllydae
eciid Poc3apaBHaa30poM 110 pe3yabTaTaM IPOBEPKH MOJIHOTHI U IOCTOBEPHOCTH CBEJACHHH,
COJEPXXalUXCs B IPEACTABJICHHBIX TOKYMEHTaX, YCTAHOBIICHO, YTO BHECEHHE 3aIBJICHHBIX
U3MEHEHHUH BlleYeT H3MEHEHHE CBOMCTB M XapaKTEepPHCTHK, BIHUSIOIIMX Ha KavecTso,
3QPeKTUBHOCT, U 0€30macHOCTh MEAMLIUHCKOTO W3[eNUsl, WJIM COBEPILICHCTBYET €ro
CBOICTBA U XapaKTEPUCTHKH NMPH HEU3MEHHOCTH (PYHKIIMOHAIBLHOIO Ha3HAYEHUS U (MIIH)
IIPUHLNINA JeHCTBUS MEAULIMHCKOTO U3IETHSL.

101. OTBeTcTBeHHBI HUCMNOJHUTENL B TeUeHHE 2 padouux JHEH CO AHS IMONy4EeHHUS
3aK/IIOUYEHHs] OKCIEPTHOTO YYpPEXACHHS INPUHHMAET peEHIeHHE O BO3MOXHOCTH
(HEBO3MOXXHOCTH)  BHECCHHMS HM3MEHEHMH B  JOKYMEHTBI, COJAep)Kalhecs B
PETHCTPALIMOHHOM [OChE, M YBEAOMISIET O IMPHUHATOM pEIIEHMH 3asBHUTENS 3aKa3HBIM
TIOYTOBBIM OTNPABICHHEM C YBEJOMJIEHHEM O BPYYEHHU WU B (DOpPME JIIEKTPOHHOTO
JOKYMEHTA, IOANKUCAHHOTO 3JIEKTPOHHOM MOANKCHIO.

102. OcrHoBanneM 111 NpHUHATHS pEIIEHHs 00 OTKa3e BO BHECEHUH HM3MEHEHHH B
JOKYMEHTBI, COJEpXKalliecsi B PErMCTPAllAOHHOM JOChE, SBISETCS IOJTYYCHHE
Poc3npaBHas30poM OT 3KCHEPTHOTO YYPEXKIEHHUS 3aKIIOYEHHS O HEBO3MOXHOCTH
BHECEHUS H3MEHEHUH B J[OKYMEHTBI, COJIEpKallhecs B pPETUCTPALIMOHHOM OChE
MEAULIMHCKOTO U3IENHUs.
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103. Ilpu NpUHATHY PEIIEHNs O BHECEHNH M3MEHEHHH B JOKYMEHTSI, coziepxammecs
B PErHCTPalMOHHOM Joche, PocsapaBHansop odopmisier W BbigaeT (HampaBiseT)
3asBUTEIIO [EPEOGYOPMIIEHHOE PETHCTPALHOHHOE YAOCTOBEpEHHE (B CIIy4ae BHECEHHS
M3MEHEHHH B Her0) M paHee BbIIaHHOE PErHCTPAHOHHOE yIOCTOBEPEHHE C OTMETKOM O ero
HEJICUCTBUTENBHOCTH (C yKa3aHMEM JaThl).

104. OrBercTBeHHBI! HCONHUTENs B TedeHHe | paGodero MHSA NOCHE NPUHSTHSA
PEIICHHUS O BHECEHMH H3MEHCHHH B IOKYMEHTBI, COJCPKALHEC B PETHCTPALMOHHOM JJOChHE,
BHOCHUT COOTBETCTBYIOIIME CBEICHHS B FOCYJApPCTBEHHBIH pEeCTP MEAUIMHCKUX U3/IENHil 1
OpraHM3alui (HHAMBHIYATbHBIX IPEIPUHIMATENE] ), OCYIIECTRIMIOMHUX IPOH3BOJCTBO 1
U3rOTOBJICHHE MEIMIUHCKUX HM3AEIHA B NOPAAKE, IPEAYCMOTPEHHOM IIOCTaHOBJICHUEM
ITpaBurenscTBa Poccmiickoi OQeneparun ot 19 urons 2012 r. Ne 615.

105. 3asiBnenme o0 BHECEHHMH M3MEHEHHMH B JOKYMEHTBI, COACPXKAIUHECS B
PETHCTPAllHOHHOM  AOChe, M  JOKYMEHTHI, IpPeAyCMOTPEHHBEIE MNyHKTOM 17
AZIMAHHCTPATHBHOTO PeriiaMeHTa, a TaKkKe KOIHH DELICHHS O BHECEHHM HU3MEHEHHH B
JAOKYMEHTBI, COAEPXXaIUeCs B PETHCTPALIMOHHOM JI0ChE, 0TKa3a BO BHECEHUHY U3MEHEHWH B
AOKYMEHTBI, COICPXKAIllMeCs B PErMCTPALlMOHHOM JOChE, YBEIOMIIECHHS 3asBHUTENS O
NPHHATOM PEIleHHH MPHOOINAIOTCS K PETHCTPALIMOHHOMY JOChe Ha MENUITHHCKOE H3/IEIHe.

106. Kpurepuem npuHATHS pellieHHs 10 aAMHHHCTPATUBHOH IpPONENype SBISETCS
HaJIM'IM€ WM OTCYTCTBHE OCHOBAHHUH JJIs OTKa3a BO BHECEHHH W3MEHEHHI B JOKYMEHTHI,
COZIEPIKAIIUECS B PETUCTPAIIMOHHOM JIOChE.

107. Pe3ynpTaToM aJMHHHCTPATUBHOM NpOIEAYphl ABIAETCA BHECEHHE M3MEHEHMH
(0TKa3 BO BHECEHHH H3MEHEHHUI) B IOKyMEHTBI, COJEPKANIAECs B PETHCTPALHOHHOM JOChe,
TpeOyIOWMX TPOBEJCHHs] SKCIEPTH3bI KauyecTBa, J(P(MEKTHBHOCTH H O€30MaCHOCTH
MEIUIIMHCKOT O U3/1EIIHS.

Bbmaqa I[Y6JII/IKaTa PCruCTpallHOHHOI0 YAOCTOBEPECHHUSI HA MEJUIIMHCKOE U3/IEJINE

108. AnmunucTpaTuBHas mpouenypa «Bbimada ay6nMKaTta perdcTpaHOHHOLO
YIOCTOBEPEHH HA METUIIHHCKOE M3JEIME» OCYLIECTBISETCS B CBS3H C MOCTYIUIEHHEM OT
3asBUTENA B Poc3npaBHan3op 3asBiIeHHs O IPeOCTaBICHHH Ny 0IMKaTa pErHCTPAHOHHOTO
YIOCTOBEPEHHS] HAa MEIMIIMHCKOE M3JEIHE 10 (OopMe COTJIaCHO MPHIIOXKEHHI0O No 6 K
AJIMHHUCTPaTABHOMY DErJaMeHTy M JOKYMEHTOB, YKa3aHHBIX B IIyHKTe 18
AJIMHHMCTPAaTHBHOTO PETJIaMEHTa. .

109. OTBeTCTBEHHBIN HCIONHUTENL B TedeHue 7 paboumx AHeH cO AHA MOTydeHHs
JAOKYMEHTOB, YKa3aHHBIX B NMyHKTe 18 AIMHMHHCTPaTHBHOrO perjiaMeHTa, O(QOopMIIsIer
JyOIMKAT pPEerHCTPAlMOHHOTO YHOCTOBEPEHHs Ha MEMIMHCKOE H3JENHe Ha OlaHKe
PETUCTPAallHOHHOTO  YAOCTOBEPEHMS C IOMETKaMH «IyOJMKaT» M  «OPHTHHAI
PETHCTPALIMOHHOIO YIOCTOBEPEHHUsI NPU3HAETCA HEACHCTBYIOINMM» H BpydYaeT TaKOH
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IDyONuKaT 3asBUTENIO MM HAIpPaBIseT €ro 3aKasHbIM MOYTOBBIM OTIPABICHHEM C
YBEZIOMJICHUEM O BPYYECHHH.

110. 3asBreHne 0 MpeOCTaBICHAN NyOIHKATa PETHCTPAIMOHHOTO YIOCTOBEPEHHUS HA
MEJULUHCKOe H3IeNIHe, NOKYMEHTHI, yKa3aHHble B IyHKTe 18 AJIMUHHUCTPAaTHBHOIO
periaMeHTa, a TaKKe KOmus AyOnMKaTa pericTpalldOHHOrO YIAOCTOBEPEHHS Ha
MEIUIMHCKOE H3JeNHe NMPHOOIIAIOTCA K PETHCTPAIHOHHOMY JOCh€ Ha MEIUIMHCKOE
u3jenue.

111. KputepueM NpHHSATUS pelleHHs MO aIMHHHCTPATHBHOM IIPOLIEAYPE SBISETCS
HaJIM4de OCHOBAHWH JUIs IpeOCTaBIeHHs JyOIHKaTa.

112. Pe3ynpTaToM aqMHUHHCTPATHBHON MpOUENYphl ABISETCS Bhlgaya JyOnMKara
PETHCTPAIMOHHOIO YAOCTOBEPEHUS HA MEAUIIMHCKOE U3/IETIHE.

OTMeHa rocy1apCTBEeHHOM PErHCTpalii MEAMIUHCKOTO H3IEITHS

113. AnmunucTpatuBHas mnponenypa «OTMeHa ToCyJapCTBEHHOM perucTpaiiiy
MEIMIIMHCKOTO H3AENHsI» OCYILECTBIACTCA B CBA3HM C INOCTYIUIGHHEM OT 3asBHTEN B
Poc3npaBran3op 3asBieHHs 00 OTMEHE roCyJapCTBEHHOM PETHCTPALUH MEOUIHHCKOIO
U3/ 10 popMe cortacHO npuiiokeHuro Ne 7 Kk AZIMUHHCTPAaTUBHOMY PErJIAMEHTY.

114. OTBeTCTBEHHBIH HCIOMHUATEND B TedeHne 1 pabodero QHA ¢ AaTH IOCTYIUIEHHS B
PocsnpaBHan3op 3asBiieHHsS 00 OTMEHE IOCYJapCTBEHHOM PErucTpalli MEIHLIHHCKOrO
U3JIEJIds pacCMATPUBAET CBEACHUS M OCHOBAHHS, yKa3aHHbIe B KadeCTBE OTMEHBI
roCyIapCTBEHHOH perucTpanny MeIUIIHHCKOTO U3/IENHUS.

115. He no3agnee 5 pabouux aHeil ¢ naThl NOCTyILIeHHs B Poc3apaBHaa30p 3asBIEHUS
00 OTMEHE TroCYHapCTBEHHOH perucTpamiy MEIMIIMHCKOrO H3JEJHs, OTBETCTBEHHbIM
UCTOJIHUTEL TOTOBHUT IIPOEKT IpHKa3a o0 OTMeHe TroCyAapCTBEHHON perucTpaiuu
MEIWLUHCKOIO  HM3IeNHsI, KOTOpPBI  BHU3UpYETCS  HAYaIbHUKOM  YIIpaBJieHUA,
OCYIIECTBJIAIOIIETO NPEAOCTABICHUE TOCYJapCTBEHHOW YCIYTH, M IpeJACTaBiIieTCs Ha
noanuck pykosoguremo Poc3apaBHanzopa.

116. He mnosgnee 3 pabouux naHeHl co OHA MOANHCAHHSA NpUKaza 00 OTMEHe
TOCYJJaPCTBEHHOM PErMCTpaliid MEAMLMHCKOrO H3/ENIHs OTBETCTBEHHbIN HCIOIHUTEND
YBEIOMIISET 3asBUTENS O IPHHATOM PELISHUH [TOYTOBBIM OTIIPABIEHUEM C YBEIOMIIEHHEM
O BpYYEHHMHM WM B (opMe 53IeKTPOHHOTO IOKYMEHTa, MOANHCAHHOTO JJIEKTPOHHOH
NOANMKCEIO, JIMOO B EKTPOHHOHN (GopMe M BHOCUT CBEACHHUS B rOCYIapCTBEHHbIH peecTp
MEIMIIMHCKAX M3ACNMHA M oOpraHu3auuil (UHIMBHUIYaJNBHBIX IIpeAlpuHUMAaTeNel ),
OCYIIECTBIIAIONINX MPOU3BOACTBO U U3TOTOBJICHUE METUIIMHCKUAX H3EHH.

117. 3asBnenne 06 oTMEHE rOCYyAapCTBEHHOM PErHCTpallill MEIULMHCKOrO H3/eIHs,
YBEJAOMIJICHHUE 3asBUTENS O IPUHATOM PEIEHUH IPHOOIIAIOTCS K PETUCTPALIIOHHOMY AOChE
Ha MEMIIMHCKOE U3/eNue.
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118. KpuTepreM NpHHATHS pelIEHUS MO AIMHHHMCTPATHBHOM NpOLELype SBISETCS
3ajBJIEHHE 00 OTMEHE roCyAapCTBEHHON PETHCTPALMH MEULUHCKOrO M3/IEIIHS.

119. Pe3yneraToM aJIMHHHCTPATUBHON MPOLEAYPHI ABISETCA NPUHATHE PEIICHUS 00
OTMEHE TIOCYJapCTBEHHOM PpEerucTpalud MEAULUHCKOTO W3NCNUA W HalpaBlicHHE
YBEIOMIJICHHS.

HcnpaBnenne NOMyIEHHBIX OMEYaTOK U OIIHGOK B BRIAHHBIX B PE3yILTATE
IIPENOCTABIICHUS FOCYAApCTBEHHOM YCIIYTH JJOKyMEHTaX

120. AnmunucTpaTuBHas mnpouenypa «VicmpaBieHHe NONYHIEHHBIX ONEYATOK H
OIMOOK B BBIAHHBIX B pe3yJbTare MPEIOCTABIEHHS TOCYJApCTBEHHOM YCIyrH
JOKYMEHTaX» OCYIIECTBIISIETCS B CBSI3U C IIOCTYIUIEHUEM OT 3agBUTENS B Poc3napaBHaazop
3adBJICHHs 00 HCIpaBI€HMM ONEYaToK U (WIH) OWHOOK, ¢ MPHIIOKEHHEM OpPUTHHANA
IOKYMEHTA, B KOTOPOM JONyHIEHA onevyaTka U (WJIn) ommoKa.

121. OTBeTCTBEHHBIH HCIIOMHUTENH B TeueHre 1 paboyero JHs CO JHSA MOCTYILUICHUS
3asBJICHHSA 00 HCIPaBIECHUH JOIYIIEHHBIX OMEYaTOK U (WK ) OIIHOOK, IPOBOIUT IPOBEPKY
YKa3aHHBIX B 3asIBJICHUHU CBEICHMIA.

122. B cimy4ae BBIABIIEHHS DOMYIIEHHBIX OTI€YaTOK U (WJIH) OIIHOOK OTBETCTBEHHBIN
UCIOJHHUTENL OCYIIECTBISET B COOTBETCTBHHM C YCTaHOBJICHHBIM B Poc3npaBramzope
NOPSIKOM JIEJIONPOM3BOACTBA HCIPABJICHUE TaKUX ONEYaTOK W (MJIK) OMHUOOK B CPOK, HE
npeppimaromuii 10 pabounx gHed co [nHA mnoctymieHus B Poc3mpaBHamzop
COOTBETCTBYIOLIETO 3asBJICHHUS.

123. KpurepreM NpuHSATHS PEIISHHS 1O aIMHHUCTPATHBHOM MPOIENYPE SBIAETCH
HaJIMYMe HJIH OTCYTCTBHE OCHOBAHMM /ISl UCIPABJICHHS ONEYaTOK M (WiM) OmHMOOK B
BBIIAHHBIX JIOKYMEHTAaX.

124. PesynbTaToM aIMUHHCTPAaTHBHOM TPOLEAYpPHl ABIAETCA  HCIPABIICHUE
JOMYIICHHEBIX ONEYaTOK ¥ OMHUOOK B BBIIAHHBIX JOKYMEHTAX.

Iopsimok ocyiecTBiIeHUs aIMUHUCTPATHBHBIX POLIEAYP B 3JIEKTPOHHOI (hopMe, B
TOM YHCJIe ¢ UCHoNb30BaHueM Enunoro noprana

125. ®opmupoBaHme 3ampoca 0 NPeIOCTaBICHHH I'OCYAapCTBEHHON YCIYTH (Jaliee —
3anpoC) OCYIIECTBISAETCS IOCPEACTBOM 3alOJIHEHHUS 3JIEKTPOHHOM (OPMBI 3ampoca Ha
Enunom noprane, Ha odunmansHoM caiite PocsgpaBHamsopa 0e3 HEOOXOIUMOCTH
JIOTIONTHMTENLHOMN N0OJ1a4yM 3anpoca B Kakoi-1nbo uHoi gopme.

Ha EnunoM noprane, Ha odpuumansHOoM caiite PocsapaBHag3opa pa3MemaroTcs
00pasiibl 3aM0JTHEHNU IEKTPOHHOM GopMbI 3anpoca.

Ecim Ha EnuHOM nopraiie 3asBUTEINO He 00ecneuynBaeTCss BO3MOXKHOCTD 3alI0JTHEHUS
3NIEKTPOHHOH (opMBI 3ampoca, TO A GpopMHpOBaHMs 3ampoca Ha EauHOM mopraie
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00eCreyrBaeTCsl ABTOMATHUECKHM IMepexoi K 3alOIHEHHMIO JJIEKTPOHHOH  (QOPMBEI
yKa3aHHOTO 3anpoca Ha opuIuaibHoM caiite PocsapaBHansopa.

®opmaTHO-NOrUIecKasi IpoBepka CHOPMHPOBAHHOIO 3apOCa OCYIIECTBISETCS
Poc3apaBHa30pOM 1OCNE 3alONHEHUS 3asBHUTENEM KaKIAOTO M3 MOJEH 3JIEKTPOHHON
dopmer 3amipoca. [Ipu BBIABIEHHH HEKOPPEKTHO 3aII0IHEHHOTO MOJIs 3JIEKTPOHHOM (OPMBI
3ampoca 3asdBUTENh YBEAOMIISCTCS O XapaKTepe BBISBICHHOH OIMMOKM H IOpSAKE ee
YCTpaHEHHMA IIOCPE/ICTBOM HMH(OPMAIIMOHHOTO COOOLICHHS HEMOCPEACTBEHHO B
3JIEKTPOHHOI Popme 3ampoca.

126. Ilpu popmupoBanuy 3assBUTENEM 3aIIPOca 00eCTIEUNBAETCS:

1) BO3MOXHOCTh KONHPOBaHHS H COXpPAHEHHS 3aNpoca M HHBIX JOKYMEHTOB,
HEOOXOAUMBIX ISl IPEJOCTABJIEHHS YCIIYIH;

2) BO3MOXHOCTH 3allOJIHEHHS HECKOJIBKMMH 3asBHTECIISIMH OIHOM 3JIEKTPOHHOM
GopMbl 3anpoca mpH OOpaleHMH 32 yCIyraMu, IPeINoJaraloIMMy HalpaBlIcHUEe
COBMECTHOT'O 3alpoca HECKOJILKAMH 3asBUTEIISIMU;

3) BO3MOXHOCTh IEYaTH Ha OYMa)XHOM HOCHTENIE KOINMH 3JIEKTPOHHON (HOpPMBI
3ampoca;

4) coxpaHeHHe paHee BBEICHHBIX B 3JIEKTPOHHYIO (hOpMY 3apoca 3HAUYEHHUI B 000
MOMEHT M0 JKEJIAHHIO M0JIb30BAaTelNs], B TOM YHCJIe NPH BO3HMKHOBEHHH OLIMOOK BBOJA H
BO3Bpare Ul IOBTOPHOIO BBO/Ia 3HAUCHUI B 2JIEKTPOHHYIO (OpMY 3ampoca;

5) 3anonHeHHe MOoJel 3IEeKTPOHHOM (OPMBI 3ampoca A0 Hadaja BBOJA CBEICHHM
3a4BHUTEIEM C  HCIONb30BAaHMEM  CBEJEHHWH, pasMEImIEHHBIX B  (eaepaabHOi
roCyaapCcTBEeHHOH HHQOpMaIoHHO# cucreme «EauHas cucreMa HIASHTHOUKAMH H
ayTeHTUQUKAIMM B HWHQPAcCTpyKType,  obecneuuBaiomieii  HHPOPMAIMOHHO-
TEXHOJIOTHYECKOE B3auMOAEHCTBUE HHGOPMALMOHHBIX CHCTEM, HMCIONb3YyEeMBIX IS
IPETOCTABICHHS TOCYAAPCTBEHHBIX M MYHHLHIAIBHBIX YCIYr B 3JIEKTPOHHOH (opme»
(nanee - enuWHas cucTeMa UWACHTHQUKALMHA M ayTeHTHQHKAUUM), H CBEICHHI,
onybnukoBaHHBIX Ha EmunoMm nopraie, Ha odpuuuansaoM caiite Poc3apasHansopa, B 4acTH,
KacaioIneucs CBEJCHHH, OTCYTCTBYIOIIWX B €IWHOM CHCTeMEe HICHTH()HKAUMH |
ayTeHTU(HUKAINH;

6) BO3MOXHOCTD BEPHYThCS Ha JIIO0OM U3 TAIIOB 3AIIOJIHEHHS 3JIEKTPOHHOM (HOPMBI
3anpoca 6e3 noTepH paHee BBeIeHHOU HH(MOpMAINH;

7) BO3MOXXHOCTb AOCTyNa 3asBUTeNs Ha EauHOM moprane, odpuuuaibHOM caiite
Poc3npaBHan3opa k paHee NOJaHHBIM MM 3allpocaM B TEYEHHE HE MEHEEe OJHOro roja, a
TaK)Ke YaCTHYHO COPMHPOBAHHBIX 3aIIPOCOB - B TEUECHHE HE MEHee 3 MeCHIIEB.

CdopMupoBaHHBIil U MOAMUCAHHBIN 3aIIPOC, U UHbIE JIOKYMEHTHI, HEOOXOAUMBIE JUIsI
IPENOCTaBICHUs] TOCYJapCTBEHHONW  yCIyrd, HampaBiIsloTcs B  Poc3gpaBHan3op
nocpeacrsoM Enunoro noprana unu opunuansHoro caiita PocaapaBHansopa.

127. 3asButens uMeeT BO3MOXHOCTh TOJy4YeHHs wuHpopMamMu O Xone
IIPeOCTaBIEeHHs TOCYAAPCTBEHHOM YCIIyTH.
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HMudopmanus o Xoxe NperOCTaBIEHHS TOCYJapCTBEHHOM YCIIYIH HaIpaBJISETCs
3agBUTEMO Poc3apaBHan30poM Ha ajipec ANIEKTPOHHOM IOYTHI HJIM C HCIOJIb30BaHHEM
cpeacts Enunoro nopraina, opumuansHoro caiita Poc3agpaBHanzopa 1o BEIOOPY 3asBUTEIS.

128. Tlpum mnpemocTaBIeHHH TOCYHAPCTBEHHOW YCIYTH B DJJIEKTPOHHOH (opme
3asBUTEINIO HAIPaBJIAETCA:

1) yBenomiieHre o npreMe ¥ perucTpaiyy 3apoca;

2) yBeiOMIIEHHE O Hayalle IPOLEAypPhI PENOCTaBIIEHHs FOCYAapPCTBEHHOM YCIIyTH;

3) yBenomiieHHe 00 OKOHYAHUM NPENOCTABJIEHHS FOCYAaPCTBEHHOM yCIIyTH;

4) yBeJOMJIEHHE O pe3yJlbTaTraX PacCMOTPEHHs JOKYMEHTOB, IPENyCMOTPEHHBIX
nyHkTamu 14, 15, 17, 18 AIMUHUCTPaTHBHOTO perjaMeHTa;

5) yBeIOMJICHHE O BO3MOXHOCTH IOJIYYHUTh pE3yAbTaT IPEIOCTABICHUS
rOCyAapCTBEHHOH yCIIyTH;

6) yBemoMileHHE O MOTHBHPOBAaHHOM OTKa3e B IPEJOCTABIIEHHH T'OCYAapCTBEHHOM
YCIyTH.

129. 3asBuTens BOpaBe MONYYUTh PE3yNbTAT MPENOCTABIEHHS TOCYIapCTBEHHOM
yCIyTu B popMe 3MEeKTPOHHOr0 JOKYMEHTA HIIH Ha OyMaKHOM HOCHTEIIE.

IV. ®opMbI KOHTPOIIA 32 HCIIOJTHEHHEM perjiaMeHTa

Iopsnok ocymecTBieHHs TEKYIIET0 KOHTPOJIS 3a COOIOAEHHUEM H UCTIOJHEHHEM
OTBETCTBEHHBIMH JOJDKHOCTHBIMH JIUIIaMH IIOJIOXKEHHH periaMeHTa U HHBIX
HOPMAaTHBHBIX IIPABOBBIX AKTOB, YCTAHABIUBAIOINX TPeOOBaHHUS K MTPEIOCTABIICHHIO
TOCYapCTBEHHO# YCIIyTH, a TaKXKe MIPUHATHEM HMH PelleHHMM

130. Texymmit KOHTpOJNb 3a COONMIOJEHHEM IIOCIEHIOBATEILHOCTH JIEHCTBHM,
onpeeneHHbIX aAMUHUCTPATHBHBIMHU IpOLEeAYPaMH (! IIPEIOCTABJICHHUIO
TrOCYAapCTBEHHOM YCIYTH, OCYLIECTBIAETCS PYKOBOIUTEIEM M IOJDKHOCTHBIMH JIMIIAMH
Poc3npaBHan3opa, OTBETCTBEHHBIMH 3a OPraHU3alMi0 pabOTHl MO MPEIOCTABICHHIO
TOCYy/IapCTBEHHOH YCIyTrH, MyTeM IPOBENCHHUS IPOBEPOK COOJIIONEHUS U HCIOJHEHUS
OTBETCTBEHHBIMH HCIIOJIHUTEISIMHM TOJOXEHUH AJIMUHUCTPATHBHOIO perjlaMeHTa, MHBIX
HOPMaTHBHBIX IPaBOBBIX aKTOB Poccumiickoit PDenmepamuu, a TakkKe TpH NPOBEACHUU
BHYTPEHHET0 ayIUTa pe3yJIbTATUBHOCTH IIPEIOCTABJICHUs TOCYJapCTBEHHON yCiyrH (fajee
- IPOBEpPKA).

131. ITpoBepku MONHOTHI U KadyecTBa MPENOCTABICHHS TOCYIapCTBEHHOH YCIyrH
BKJIIOYAIOT B ceOsl NMpoBelleHHe MPOBEpPOK, BHISBIEHWE W yCTPAaHEHHE HapyLICHHH IIpaB
3asgBHTENIeH, pacCMOTpEHHe, IPUHATHE pelleHuil W MOJArOTOBKY OTBETOB Ha oOpameHus
3asBUTENICH, CoAeprKanye )xao0bl Ha AeicTBus (Oe3xelicTBHE) U peLIeHHs JOJDKHOCTHBIX
mun Poc3apaBHan3opa, OTBETCTBEHHBIX 32 MPEIOCTaBIeHHE TOCYAapCTBEHHON yCIyTH.
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TTops0K ¥ MEPHOMYHOCTH OCYLIECTBIEHHUS IUIAHOBBIX M BHEILIAHOBBIX IPOBEPOK
MOJTHOTHI ¥ Ka4YeCTBa MPEAOCTaBIEHUS FOCY JapCTBEHHOM YCIYT'H, B TOM YHCJIE MOPAIOK U
(opMBI KOHTPOJIS 32 MOJTHOTOM U Ka4ECTBOM IPEAOCTABIIEHHS FOCYIAPCTBEHHOM yCIyT

132. IIpoBenieHNe ITAHOBBIX U BHEIUIAHOBBEIX IIPOBEPOK OCYLIECTBISAETCA B LIENAX
BBISBJIICHHUS HapYIICHH#H MOPsAKa NPEJOCTaBIEHUS FOCYy1apCTBEHHOM YCIYTH, B TOM YHCIIE
CBOEBPEMEHHOCTH M MOJHOTHI PACCMOTPEHHS oGpamemm 3assBUTENeH, 000CHOBAaHHOCTH H
3aKOHHOCTH IIPUHSATHSA 10 HUM pELICHHA.

133. IlnaHOBBIE MPOBEPKU MOJHOTHI M KAYeCTBA MPEAOCTABIEHUS TOCYIaPCTBEHHOM
YCIIYrd NIPOBOJATCA YIIOJHOMOYEHHBIMH JODKHOCTHBIMUM NHMIAaMU Poc3apaBHan3opa He
pexe 1 paza B rox.

134. ExxeronHslii I1aH NpOBEPOK YCTaHABIMBAETCS pyKoBoauTEIeM Poc3ipaBHai3zopa.

135. BHemtanoBble  IpPOBEepKH  MOJHOTHI W KayecTBa  IIPENOCTAaBIICHMS
rOCYAapCTBEHHOM YCIyTH NMPOBOISTCS CTPYKTYpPHBIM moapasaenenueM Poc3npaBHansopa,
OCYILECTBJISIOIMM FOCYyIapCTBEHHYIO PETHCTPALHIO MEAMIIMHCKHX H3/EHH, ¢ ydacTHeM
YIOJIHOMOYEHHBIX AOJDKHOCTHBIX JIML IToApasaeennii Poc3apaBHan3opa o KOHKPETHOMY
obpamenuo (Kanobe) rpaxkaaH WM OPHANYECKUX JIMI HA PEINEHHS W JeHCTBHS
(6e3neiicTBre) NOMMKHOCTHBIX JHI Poc3apaBHan30pa, IPHHATHIE HIIM OCYIIECTBIICHHBIE B
XOJi€ MTPEeIOCTaBICHUS rOCYJaPCTBEHHOM YCIIYTH.

136. PesynbraThl mpoBepku odopmistorcs B (GopMe aKTa U MOAMHUCHIBAIOTCS
YIIOJIHOMOYEHHBIMH JODKHOCTHBIMY JiMllamu Poc3paBHag3opa.

OTBeTCTBEHHOCTH NOJDKHOCTHBIX JIHI Poc3npaBHai30pa 3a peleHus 1 AeHCTBUS
(be3nelicTBrE), NpHHUMaeMble (OCYLIECTBIIIEMbIE) HMH B XO/€ IPeIOCTaBIICHASA
roCyapCTBEHHOH yCIIyI'H

137. IlepconanbHass OTBETCTBEHHOCTh JOJDKHOCTHBIX JiMll Poc3apaBHamg3opa 3a
HPeIOCTaBIEHHE FOCYAAPCTBEHHON YCIYTH 3aKpeIUIIeTCs B UX JOJDKHOCTHBIX perjiaMeHTax
B COOTBETCTBHMH C TpeOOBaHUAMH 3aKOHOJaTenbcTBa Poccuiickoii @enepauuu.

138. UcnosHuTENb, OTBETCTBEHHBIH 33  OCYIIECTBIEHHE  COOTBETCTBYIOMIMX
aAMMHHUCTPATUBHBIX NMpoLenyp AJIMHMHHUCTPATHBHOIO perjiaMeHTa, HeceT NEePCOHANbHYIO
OTBETCTBEHHOCTb 3a:

1) cooTBeTCTBHE pE3yJIbTATOB PAacCCMOTPEHHS JIOKYMEHTOB, IIPEICTaBIEHHbBIX
3asBHTEJIEM, TPeOOBaHMAM 3aKOHOaTeNnbcTBa Poccuiickoii @enepanuy;

2) cobmoieHre CPOKOB U IOPsIKA IpHEMa JOKYMEHTOB,;

3) cobmoneHue nopsiaKa, B TOM YHCIE CPOKOB NPEJOCTABIEHHUS TOCYNapCTBEHHOM
YCIIyTH;
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4) IOCTOBEPHOCTh CBEHEHHH, BHECEHHBIX B FOCYJAPCTBEHHBINA PEECTP MEIMIMHCKUX
U3leNIdi ¥ OopraHuM3anui (MHIMBUAYIBHBIX TMpeINpPHHAMATENEH), OCYLIECTBIISIOMUX
IIPOM3BOJICTBO U M3TOTOBJICHUE MEAUIIMHCKUX H3/CTTHM.

IMonoxenus, xapakTepusymolue TpeOGOBaHUs K OPAAKY U GopMaM KOHTPOJIS 32
IIPEAOCTAaBJICHUEM IOCYJapCTBEHHOM YCIYTH, B TOM YHCJI€ CO CTOPOHBI IPaXaaH, uX
o0beMHEHNI U OpraHUu3aIHii

139.T'paxnane, ux oOBEAMHEHHSs H OpraHM3alMM MOIYT KOHTPOJIMPOBAThH
IIPEeIOCTaBJICHHE rOCYAapCTBEHHON YCIIYTH IyTeM IOJyuYeHHUs WHQOpMaluu 1o TenedoHy,
10 NUCHbMEHHBIM OOpAaINECHHUsIM, MO DJJIEKTPOHHOW MouYTe, HAa OQHIHAILHOM caiiTe
Poc3npasranszopa u yepe3 Enunblii moprai, a Takke IMOCPENCTBOM MOJIyYEHHs OTBETOB HA
[IMCbMEHHbIE OOpalleHus.

V. llocyneGHblit (BHECYNeOHbI# ) TOPANOK 00XKATOBAHUS pEINEHUN U NeicTBUM
(6e3neiicTBust) Poc3apaBHaa3opa, a Takke ero J0MKHOCTHBIX JIUI]

Hudopmanus Ui 3aMHTEPECOBaHHBIX JIMI 00 UX IpaBe Ha J0Cyae0Hoe
(BHECYneOHOE) 0OxanoBaHue neiicTBuii (Oe3neiicTBys) U (MIM) peLIEH A, TPUHATHIX
(oCyIIECTBIIEHHBIX) B XO/I€ MPEAOCTABJIEHHs FOCYIAPCTBEHHOMH yCIIyTH (fajee - kanoba)

140. 3aunTepecoBaHHble JMIIAa BrpaBe o0XanoBaTh jekcTBus  (6e3neiicTBHeE)
JOJDKHOCTHBIX JiMI| Poc3ipaBHan3opa M pelleHus, IpUHATbIE (OCYIIEeCTBIAEMbIe) HMH B
X0[i€ IPEOCTABJICHUS TOCYJapCTBEHHON YCIIyTH, B 10CYIeOHOM (BHECY1eOHOM) MOPSIIKE.

141. 3aunTepecoBaHHBIM JIUIAM O0OECMEYMBAETCS BO3MOXKHOCTH  HAIPaBIICHHUS
XKaoObl Ha peIeHNs], AeHCTBUA WiH Oe3zneiictBue PocsapaBHan3opa, JO/DKHOCTHOTO JIMIA
PocsnpaBranzopa B COOTBETCTBUM CO cTatheil 11.2 DemepanbHOro 3akoHa oT 27 Urois
2010 r. Ne 210-®3 u B mopsiake, YCTaHOBJIIEHHOM IIOCTaHOBIEHHEM IlpaBHTENbLCTBA
Poccuiickoii ®enepauun ot 20 HosAG6ps 2012 r. Ne 1198 «O demepansHoit rocyaapcTBeHHOM
MH()OPMaLMOHHOH CHCTeMe, obecreunBaroliell npouece mocyaebHoro, (BHeCyneGHOro)
00XXalOBaHUS peuleHuil u JAeiHcTBUM (6e311e1710TBm), COBEPIIEHHBIX IIPH IPENOCTaBICHUH
rOCYAapCTBEHHBIX B MyHHIUMAIBHBIX YCIyr»

142. 3aunTepecoBaHHbIE JHIIA MOTYT 06paTI/ITI>CSI ¢ xano0oii, B TOM umcCie B
CIIEAYIOUINX CITyqasX:

1) Hapy1IeHHe CpoKa peruCTpaluy 3asBJICHHS;

2) HapylIeHHEe CPOKa MPEAOCTABICHHS IOCY1aPCTBEHHOM YCIIyTH;

15 CoGpanue 3akononarensctea Poccuiickoii ®enepaumn, 2012, Ne 48, c1. 6706; 2013, Ne 52, cr. 7218; 2015, Ne 2,
cT. 518; 2018, Ne 49, cT1. 7600.
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3) TpeboBaHMe MpenCTaBlIeHHUS 3afBUTEIEM [IOKYMEHTOB, HE MPEIyCMOTPEHHBIX
HOpPMAaTHUBHBIMH NpPaBOBBIMM axTamMu Poccuiickoit PDenepanum Mg NperoCTaBICHHS
rOCYIapCTBEHHOH YCIIyTH;

4)oTKa3 B TmpHEME [OKYMEHTOB, MPEICTAaBJIEHHE KOTOPHIX IPELYCMOTPEHO
HOPDMATHBHBIMH MpaBOBBIMH akTaMu Poccuiickoit ®Denepanuu ajis npeaocTaBieHHS
rocyJapCTBEHHOMU YCIYTH;

5) 0TKa3 B NpPENOCTaBIICHUH T'OCYJAPCTBEHHON YCIIyTH, €CIM OCHOBAHHUS OTKa3a He
IPEAYCMOTPEHH! (pe/lepalbHBIMI 3aKOHAMH M MIPUHSTHIMA B COOTBETCTBHH C HUMH WHBIMH
HOpPMaTHBHEIMHU IIpaBOBBIMU akTamMu Poccuiickoit @eneparumy;

6) TpeboBaHNE BHECEHU 3asBUTENIEM IIPH IIPEJOCTABICHHM FOCYAAPCTBEHHOM YCIIyT' |
IJIAaThl, HE MPEAyCMOTPEHHOH HOPMaTHUBHBIMH MPaBOBHIMH akTamMu Poccuiickoii
®depnepanuu;

7) 0TKa3 DOJDKHOCTHBIX JIMI B HCIPABIEHWH IOMYIIEHHBIX ONEYATOK W OIMMOOK B
3aMpalliBacMbIX CBEICHUSX.

8) HapyIlleHHMe CpoKa WM MOpSAAKAa BbIJa4YM JOKYMEHTOB II0 pe3yJibTaTaM
IPEIOCTaBIEHNUS IrOCYJapCTBEHHON UM MYHHUIIUTIAIBHON YCIIyTH;

9) mpuocTaHOBIEHHE NPENOCTABIEHHS TOCYNAPCTBEHHOM YCIIYTH, €CId OCHOBaHHS
IIPHOCTAHOBJICHHS HE IPENYCMOTPEHBl (enepalbHbBIMH 3aKOHAMU W IIPUHATHIMU B
COOTBETCTBUM C HHMHM HMHBIMH HOPDMAaTMBHBIMU IIpaBOBBIMH aKTamH Poccuiickoi
Penepanuu.

Oprassl rocy1apCTBEHHOM BJIACTH, OPTaHU3AlMK U YITOJIHOMOYEHHEIE Ha
PacCMOTpPEHHE XKaNoOBI JIHIIa, KOTOPHIM MOXXET OBITh HalpaBJieHa )xajlo0a 3asBUTelIs B
JnocynebHoM (BHeCy1eOHOM ) TIopsIKe

143.Xanoba HnHa pemenus, neilictBus (Oe3neiicTBHE) MOJDKHOCTHOrO JIMIa
Poc3apaBHanzopa MoxeT ObITh II0JjaHa HAa UM pykoBoauTens Poc3npaBHanzopa.

144. Xano6a Ha pemenus, nelicTBus (Oe3neiicTBue) pykoBoautels Poc3npaBHan3opa
MOXeT 65ITh oslaHa B MUHUCTEPCTBO 3apaBooxpanenus Poccuiickoit ®enepanu.

Cnoco6sl ”HPOPMEPOBaHUS 3asBHTENICH O MOPSIKE NOJAYH U PACCMOTPEHUS
*aJyio0bl, B TOM YHCIIE C UCIoNIb3oBaHueM EquHOro mopraia rocy1apcTBEHHBIX U
MYHHUIIUTATBHBIX YCIyT (QyHKIMHA)

145. UudpopmupoBaHre 3auHTEPECOBAHHBIX JIMI[ O TOPSAAKE II0AAaYd JKAI0ObI
OCyHIeCTBIsAEeTCS Ha opuIHaIbHOM caiite Poc3npaBHan3opa u Ha EnnHoMm noprase.
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IlepeueHs HOpMAaTUBHBIX PABOBBIX AKTOB, PETYIHPYIOIUX MOPAIOK AOCYAeOHOTO
(BHecynebGHOro) ob6xanoBanus pelueHuii u aeiicTauii (6e3neiicteus) Poc3apasuansopa, a
TaKXK€ €ro AODKHOCTHBIX JIHL

146. OTHOLIEHNSs], BO3HUKAIOIIAE B CBA3H C JOCYHEOHBIM (BHeCYneOHBIM)
obxanoBaHueM peuleHuit u geiicTBuit (OesmeiictBusi) Poc3mpaBHam3opa, a Takke
JOJDKHOCTHBIX JHI Poc3npaBHanm3zopa peryaupyroTcsi CIEAyIOLIMMH HOPMAaTHBHBIMU
IIPaBOBBIMH aKTaMH:

1) ®enepanbabiv 3akoHOM OT 27 Hioist 2010 r. Ne 210-D3;

2) nocranosnenueM IIpasurtenscTBa Poccuiickoit ®denepauu ot 16 aBrycra 2012 r.
Ne 840 «O nmopsinke noxayn ¥ paccMOTPEHHUS Kanob Ha perieHus U neiicTus (6e3neiicTue)
(enepalbHBIX OPraHOB HCIIOJNHUTENBHOM BIIACTH ¥ UX JOJDKHOCTHBIX JIHL, (eaepalbHbIX
rOCyJapCTBEHHBIX CIIyXKallMX, OOJDKHOCTHBIX JIMII TOCYJAapCTBEHHBIX BHEOIOJKETHBIX
donnoB Poccuiickoii ®Denepanuu, TroCyAapCTBEHHbIX KOpPIIOpaluii, HaJElIeHHBIX B
COOTBETCTBUU C (pelepaibHBIMM 3aKOHAMH IOJIHOMOYHSMH TI0 IPEXOCTaBICHHUIO
rOCYJapCTBEHHBIX YCIYT B yCTAaHOBJICHHOH cpepe NeATeNbHOCTH, U UX JOJDKHOCTHBIX JIMII,
OpraHu3alui, IpeJyCMOTpeHHBIX YacThio 1.1 craten 16 PepepanbHoro 3akoHa ot «O6
OpPraHM3ali¥ MPENOCTaBICHUS TOCYJapCTBEHHbIX W MYHHULHUNAIBHBIX YCIyIr», U HX
pabOTHHMKOB, a  TakKe  MHOrOQYHKIHOHAIBHBIX  IEHTPOB  IPEAOCTaBJICHHSA
rOCYAapCTBEHHBIX U MyHHIHNANBHBIX YCIYT U HX pabOTHUKOB».

147. IlepeueHp HOpMATHBHBIX TIPAaBOBBIX AaKTOB, DETYJHUPYIOIIMX IOPSAOK
nocynebHoro (BHecyneOHOro) oOXXaJloBaHHSA pelleHHd W JnelcTBuil  (Oe3neicTBus)
Poc3npaBHan3opa, a Takoke ero JODKHOCTHBIX JIMII, pa3MeliaeTcs Ha oQUIHaIbHOM caiiTe
PocsnpasHansopa B cetn «HHTEepHET», B henepanbHOM peecTpe U Ha EquHoM noprare.

HWndopmarus, ykasaHHas B HACTOSILIEM pasfelie, pasMeliaerci Ha OQUIHAIBHOM
caiite Poc3npaBHan3opa B cerm «MHTepHer», Ha EnmHoM moprane U B (denepaibHOM
peectpe.

Poc3apaBHan3op ofecrneunBaeT pa3sMelleHHe U aKTyalu3alHuio CBEACHUH B
COOTBETCTBYIOIIEM pasfelie penepaibHOTO peecTpa.

16 Co6panme 3axoHOAaTeNbCTBA Poccuiickoii denepammn, 2012, Ne 35, cr. 4829; 2014, Ne 50, cr. 7113; 2015, Ne 47,
cT. 6596; 2016, Ne 51, c1. 7370; 2017, Ne 44, cT. 6523; 2018, Ne 25, cT1. 3696.




IMpunoxenue Ne 1

K AAMUHHUCTPATUBHOMY peTiIaMEeHTy
OenepanbHOM CITYKOBI IO HA30PY

B cdepe 3ApaBOOXpaHEHHS 110 PEAOCTABIECHHIO
rOCYJJapCTBEHHOHN YCIIYTH [0 FOCYyAapCTBEHHOM
perucTpanyui MeIUIMHCKAX U3IETHH,

YTBEPXKACHHOMY IIPUKa30M

OenepanbHO CiTy>X0BI IO HAA30PY

B cpepe 3apaBoOXpaHEHUA

OT « ﬁ;» e AL F LN 337/

Ha 6nanke opranuzauuu B ®enepanbuyio cmyx0y 110 Haxzopy

B cdepe 3IpaBOOXpaHEHHUS

109074, Mocksa, CnaBsHcKast 1L, 1. 4, cTp. 1

3asiBiieHue

0 FOCYHapCTBeHHOﬁ perucTpaiiy MEAUIIHHCKOI'O U3ACTU

N /o Tpebyemrie cBeieHusS Crenenus,
[peCTaBIICHHBIE
3asIBUTEIIEM

1. HanmeHoBanue MeauMHCKOTO M3Aenus (C yKazaHWeM
IIPHHAUIEKHOCTEH,  HEOOXONMMBIX  JUIA  TIPHMEHEHHS
MEJMIMHCKOTO H3JIeNHs @0 Ha3HAaY€HWIO), C YKa3aHUeM
TOBApPHOTO 3HAaKa M MHBIX CpPEACTB HWHAWBHAYATH3AIUU
MEAMIMHCKOIO M3/ICHA B ClIy4ae MX HAHECEHHS Ha YIIAKOBKY
MEIMIIMHCKOTO H3AeUs <*>

2. B otHOImEHNN pa3zpaboTunKa MEAUIIMHCKOTO H3/IEITHS:

21 OpraauzanMoHHO-TIpaBoBasi ¢opmMa ®  TOJHOE
HaMMEHOBAHHE FOPUIHYECKOro JIHIA ¢ TPAaHCIMTEpAUeH, Uil
daMuIHs, UMA H OTYeCTBO (NIPH HAIMYHH), PEKBH3HUTHI
JMOKYMEHTa, YAOCTOBEPSIOMIEr0 JHYHOCTL HHIAMBHIYaIHHOTO
[peIpUHAMATENA

2.2 CokpalieHHOE HaWMECHOBAHHE IOPHAWYECKOrO JIHIA
(pu HaNTMYMK)

2.3 ®dupMeHHOEe HAaMMEHOBAHKWE IOPUAMYECKOro Juna (Ipu
HaJIH4YUH)

24 WnenTndukannoHHbIi HOMEp HANOTOILIATEINBIIMKA

2.5 Anpec MecTa HaXOXAECHUS IOPHIHIECKOTO JINIIA

2.6 Howmepa tenedponon

2.7 Anpec 3J€KTpOHHOH TOYTH IOPHAMYECKOTO JIMIA,

HHMBHIyTHHOTO MpEANPHHUMATENS (TIPY HATTMYHIH )




41

3. B oTHOmEeHNH TpOU3BOUTENS (H3rOTOBUTENA) MEAUIMHCKOTO H3/I€IHUS:

31 Opranu3anyoHHO-TIpaBoBass  GopMa H  IIOJNHOE
HAaMMEHOBAHHE IOPAANYECKOTO JHIA C TPAHCIHTEpAHEH, K
Gammins, HMA M OTYCCTBO (NIPM HAIMYMH), DPEKBH3UTHI
JIOKyMEHTa, YJOCTOBEPSAIOIETO JMYHOCTh HHAWBHIYAIHLHOIO
IIpEAIPUHEMATEIISA

3.2 CokpameHHoe HalMEHOBAHHE IOPHIAMYECKOrO JIHIA
(npn HaHYMN)

33 OupMeHHOEe HaHMEHOBaHHE IOPHIUYECKOTO JHuila (IpH
HaJTAIHH)

34 WnenTnduKanyoHHbI HOMEp HAIOTOILIATE IBIIUKA

35 Anpec MecTa HaXOXICHUS IOPHIUYECKOTO UL

3.6 Howmepa tenedoroB

3.7 Azipec 3NCKTPOHHON MMOYTHI IOPUIHYECKOro JIMIA,

HHIABHIYAIbHOrO NPEAIIPHHAMATENS (TP HAIMYUM)

4, B oTtHOmEeHUH YIIOJJTHOMOYCHHOI'O NPEACTABUTECIIA NPOU3BOAHUTEIIA (I/ISFOTOBI/ITCJ'ISI)
MCJIHIIMHCKOI'O U3ACIINA.

4.1 OprasuzaiyioHHo-npaBoBass  ¢opMa ©  TOJHOE
HaUMEHOBAaHHE IOPHIHYECKOro JIHIA, Wid (aMuIud, UMS H
OT4eCTBO  (IPM  HAIMYMH), pPEKBU3UTHI  JOKYMEHTA,

YAOCTOBCPAIOICTO JJHYHOCTD HHIWABUOYAIBHOTO
NPpCANPUHAMATCIIA
4.2 Coxpamennoe HAaMMCHOBAHUC OPHIUYCCKOIO JiAHa

(1pn HaMYHN)

4.3 OupMeHHOEe HaUMEHOBaHHUE IOPUIHYECKOro Jinua (Ipu
HaJIMYHH)

44 WnenTuduxanuoHHBIH HOMEP HATOTOILIATENbIINKA

4.5 Anpec MecTa Hax0X/JICHUS IOPUAHYECKOTO JTHIA

4.6 Howmepa tenedonos

4.7 Azlpec 3NEKTPOHHOH IIOYTHl IOPHIMYECKOro JIMIA,

HHAMBHYaJILHOTO MpeIIpUHUMATEN (IPH HATTMYHUH)

5. B oTHomeHHMH nWIla, HA MMSA KOTOPOTO MOXET OBITh BBIAAHO PETHCTPALIHOHHOE
YAOCTOBEpEHHE:
5.1 OpranuzanuoHHO-ipaBoBass  ¢opMa U TNOJHOE

HaAaMMCHOBAHHC IOPHAWUYCCKOIO JIMIAa C Tpchnn’repauneifl, HIIA
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damunuda, ¥WMA M OT4ecTBO (IPH HAJIMYHH), PEKBH3UTHI
JIOKyMEHTa, YAOCTOBEPSIOMEr0 JUYHOCTH HMHIAWBHIYATHHOTO
IpeANpUHAMATES

5.2 CokpalieHHOE HAaMMEHOBAaHHE HOPUAMYECKOrO JIHIA
(pu HayMIHH)
53 dupMeHHOE HaUMEHOBaHHUE IOPUAHYECKOTo Jumna (Ipu
HAJIH9UHA)
54 W nenTH(UKaMOHHEIH HOMEP HAJIOTOILIATE IbINKA
5.5 Azpec MecTa HaXOX/ICHHUS IOPUIUUECKOTO JHLla
5.6 Howmepa Tenedonos
5.7 AJlpec 3NEKTPOHHOM TMOYTH IOPUAMYECKOTO JIMIA,
WAHIABHAYANIHHOTO MpeanpruHUMAaTeis (TIpH HATUYNH)
6. Mecro npou3BoACTBa MEAULIMHCKOTO U3ETHS
7. Ha3snauenue MEIWIWHCKOTO H3JEIHS, YCTaHOBJICHHOE
MIPOU3BOJMTENEM (H3TOTOBUTEIIEM )
8. Bua wMeaunmuHCKOTO WM3AETHUS B COOTBETCTBHH C
HOMEHKJIATYypHO# KiaccubuKanueii MEAUMUHCKUX U3CITHH
9. Kiacc  morenumaisHOro pucKa  NIpPHUMEHEHHS
MEIMIMHCKOTO H3/IENIUS B COOTBETCTBHM C HOMEHKJIATYpPHOM
KJaccuukaime MeUIUHCKIX U3ICTH
10. Kox Obmepoccuiickoro kiaccHpukaropa NPOLYKIHH
10 BHJIaM 3KOHOMHYECKOH JEATEIbHOCTH
11. Cnoco6 nonydeHus wuHOpManuu, CBS3aHHOM C
IpoLEeXypoll TOCyJapCTBEHHON PpErucTpauidd MEXUIHHCKOTO
H3IEs
12. Cnoco6 mnonyueHus HOKYMEHTOB H HHGpOPMAIHH, <*> Hapoyno mo
CBS3aHHOH C MpPOHEXYpOd TIOCYAapCTBEHHOH pErHCTpalyH | JOBEPEHHOCTH
MEQUIMHCKOTO U3JE/Us <*> Hamnpasuts
3aKa3HbIM IIOYTOBBIM
OTIpaBICHUEM c
YBEAOMJIEHHEM O BPYYECHHH
13. Caenenus 06 omnuaTe rocy1apCTBEHHO# MOILIHHEI (JaTa

¥ HOMED IUIATeXXHOI'0 NOPYUEHHUs) <***>

<*> Hy)XHO€ yKa3arh.
<**> YKa3zaHHE NPHHAUICKHOCTEH, HEOOXOAMMBIX I PUMEHEHHUS MEAULIMHCKOTO
U3JIENAs 110 HA3HAYCHHIO, BO3MOXHO B BHJIE MPUJIOKEHWA K 3aABJIEHHIO, 3aBEPEHHOMY
nevaTbio (IpH HAIMYMH) M TIOAIACHI0 PYKOBOJIUTENA. ’
<***> VKa3bIBaeTCs MO HHULHUATHBE 3aSBHUTEJIA.

K 3adBIeHHI0O O FOCYJapCTBEHHOM pEruCTpaliy MEeJULMHCKOrO M3ZeNMs INPHIaraercs OIMCh JOKYMEHTOB

Ha

JIUCTax.
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k)

(®.H.0. HHIHBUAYAJIBHOTO MpeanpUHAMAaTEN, pyxoBOAUTENS IOpUIUIECKOTO LA WU
HHOTO JIWlIa, IMEIOIICTO TPaBo ZNEHCTBOBATh OT KIMEHH 3TOTO OPHANYECKOro JIHLla)
«_» 20_ r.

MLIL. (mpu Hanuanm) (IToamuce)




Onnuce AOKYMEHTOB

Hacrosamum YAOCTOBEPSCTCA, YTO 3aABUTECIIb

IIpunoxenue
K 3asBJICHUIO O TOCYJapCTBEHHOMN

PErucTpaliii MEIULIHHCKOI'O U3 ICIIN

(Hanmeﬂosanne 3a9BUTEIIA

npeacTasuwi B Poc3ipaBHAN30p HIDKECIEAYIONIUE JOKYMEHTBI [T TOCY JapPCTBEHHOM PErucTpalii MeIHIHHCKUX W3IeTHi

N HaumenoBanne JoKyMeHTa

Koin-Bo IIpamevanue
JIACTOB

JIOKyMeHTB crai
3asBHTENL/TIPEACTABUTEND
3asguTens:

(®.1.0., BOMKHOCTD, MOAIMCE)

(PexBU3HTHL TOBEPEHHOCTH)

JIOKyMEHTBI IPHHSLN
JIOKHOCTHOE THLO Poc3apaBHamsopa:

(®.1.0., 10/BKHOCTD, MOANNCH)
Hara
Bxonsmmii Ne
KonuyecTBo 1ucTOB




IMpunoxenne Ne 2

K AZIMAHHCTPaTHBHOMY PETJIAMEHTY
®denepanbHO# cIy)OBI 10 HAI30PY

B cepe 3apaBOOXpaHEHHS 10 IPEIOCTABIICHHUIO
rOCYyAapCTBEHHOM YCIIYTd O TOCYAAPCTBEHHOM
perucTpanyyi MEAULIMHCKUX U3JEIHH,
YTBEPKJICHHOMY IIPHKa30M

®depepanbHOM cy)0ObI 10 HAZOPY

B cepe 31paBoOXPAHCHUS

or« b » LI AN SN 337/

Ha Gnanxe opranuzanuu B ®enepanpHyio cnyx0y o Haa3opy
B cepe 3/1paBoOXpaHEHHUs
109074, Mockga, CnaBsHckas 1., 4. 4, cTp. 1

VYBeIoMIIeHHE O Hadalle KIIMHNYECKUX HCIBITAaHHM MCIAUIIMHCKOI'O U3aCJIKA

N o/i TpeGyemnie cBeICHHS Crenenus, MPECTABICHHBIE
3asBUTEJIEM

1. Jata w HoMep paspelieHHs Ha
NPOBEJICHHE KJIMHAYECKOTO UCIIBITAHUS
MEIUIMHCKOTO H3ACTIHs

2. HaumenoBanue opuaugeckoro jguma c

TPaHCJIHUTepanueil (¢ yka3aHHEM aJapeca MecTa

HaXOXKICHHUA) WA HHUBUYaIBHOTO

NpEeINpUHAMATENs,, HA MM KOTOPOTO BBLIAHO
paspellieHMe Ha TMPOBEACHUE KIMHUYECKOro
HCIBITaHUS MEJUIIMHCKOTO U3/1ETHs

\

|

3. HaumenoBanue MEIUIIMHCKOTO M3AEIHA
(c ykazaHuEeM NPUHALIEKHOCTEH, HEOOXOAMMBIX
UL IPUMEHEHUS MEIUIMHCKOrO H3JACIHSA IO
Ha3HAYCHHIO), ¢ YKa3aHMEM TOBApHOIO 3HaKa H
HHBIX CpEICTB VHIUBHTyaJIN3aLUH
MEHIUHCKOIO U3/IEUS B Cllyyae UX HaHECEHUS
Ha YIIAaKOBKY MEJMIIUHCKOTO U3/IETHUs

4, Homep u nata perucTpaiiioHHOTO JOChe
5. Bua  MemguumuHCKOrO  M3eNHs B
COOTBETCTBHH c HOMEHKJIaTYpHOU

KiaccuuKanuei MCIUIMHCKUX U3ICTHI

6. Knacc HOTEHIIMAJIEHOTO pHucka
NPUMEHEHHS  MEIUIMHCKOTO  H3JEeIus B
COOTBETCTBHH c HOMEHKJIaTYpHOH

|
| | xnaccuukaipeit MEQUIIMHCKUX W3AETHHA
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7. HaumenoBanue IIPOM3BOJUTENS
(M3roTOBHUTENSA) MEQUIMHCKOTO H3Jenus  (c
yKa3aHHeM aJpeca MeCTa HaXOXKICHHUS )

8. Mecto npomn3BojACTBA MEOMLHHCKOTO
1763 (12

9. Jara Hauana npoBeNeHUS KIMHAYECKHX
UCIBITAHUHA MEIUIIMHCKOTO M3/E/IHs

10. HanmenoBanus u aapeca MeAMIIMHCKHX

OpraHu3amuii, B  KOTOPHIX  IPOBOJHTCSH
KIIMHAYECKOE  MCOBITAaHHE  MEIUIHHCKOTO
U3/1eIHst

K YBEIOMJIEHHMIO 0 HayaJle KIMHHYECKUX HCTIBITAHUH Me IMIMHCKOTO HU3JEINA npunaracTcs Oonuch A0KyYMCHTOB Ha

JINCTaxX

(®H.0.

«

»

HHAABHUIYAIBHOTO

npeanpuHuMarei,

PYKOBOIMTEA

KOpHIUYECKOro Jimua

HHOTI0 JiMlla, UMEIOIIETO NPaBo JIEHUCTBOBATh OT UMEHH 3TOr0 IOpAAHIECKOIO J'II/II.[a)

20 T
MLIL (npu Hanmuuum)

Wi

(Ionrmmuce)

b



[Tpunoxenne Ne 3

K AIIMUHHUCTPaTUBHOMY PETJIAMEHTY
®enepanbHOH CiTyKOBI IO HA30PY
B cepe 31paBOOXpaHEHHS 110 MIPEJOCTABICHUIO
roCyZapCTBEHHOH YCIIYI'H IO I'OCYIapCTBEHHOH
perucTpanuy MEUIMHCKIX U3ETHi,
YTBEPXKIAECHHOMY [IPHKa30M
®enepanpHOH CIyXKOBI 10 HA30PY

B ctepe 3ApaBOOXpaHEHUS

oT « 6) ey APV 337

Ha Gnanke opranmsanuu B ®enepanshyio ciiyx0y 1o Haa30py
B cepe 31paBOOXpaHEHUS
109074, Mocksa, CnaBsHckas 1., 4. 4, cTp. 1

3asiBlieHHE O BO30OHOBJICHUM IOCYAapCTBEHHOM PEruCTpalii MEJUIIMHCKOTO
U3 EIus

(namMeroBanue 3aiBurens (moNHoe W (NPH  HalNMYMH) COKpAalieHHOE HAUMEHOBaHHE, B TOM HHCIE
¢bupMeHHOe HaMEHOBaHHE, OPTraHH3AIIHOHHO-TIPaBOBas (opMa IOPHAUYECKOTO JIHIIA))

IIPOCHUT BO300OHOBHTH roCyJapCTBEHHYIO pEruCTpauuio MEJULIHHCKOT'O U31EJIUA

(HanMeHOBaHHEe MEIMLIMHCKOTO H3menusa (C yKa3aHHeM npuﬂazmexcﬂocreﬁ HEOOXOOWMBIX [ TPHUMEHEHMS
MEJULUHCKOTO H3JIENHA N0 HA3HAYCHUIO))

(HOMep PEerucTpaLoOHHOrO JOCKE)
P €3YJIbTAThl KIHHHYCCKHX HCIBITAaHUM MeIULIMHCKOI'O U3OeIus nopuaaararTCH.

IIpunoxeHue: Ha 1. B 1 3Kk3.

3

K 3assmensmio 0  BO30OGHOBNEHMM  TOCYJapCTBEHHOH  perucTpaldu MEJMLMHCKOTO  HM3Jenus

TIpHJIAraeTcs ONMCh JOKYMEHTOB Ha JHcTax
(®.HN.0. HHAMBUIYATBHOIO NpeANpUHAUMATENS, PYKOBOIHUTENS IOpUANYECKOrO Jiana WIH
HHOTO JIALIA, MIMEIOLIEro NpaBo ACHCTBOBATL OT HMEHH 3TOT0 IOPHAMYECKOTO JIMIA)

« » 20 T

MLII. (npu HaNIM9YHH) (IToanuce)




Ha 6nanke opranuzanun
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IIpunoxenne Ne 4

K AIMHUHHCTPaTHBHOMY PErIaAMEHTY
®OenepanbHOM CITy>KOBI IT0 HAA30PY

B cepe 3apaBOOXpaHEHHS IO IIPEAOCTABICHUIO
rOCYIapCTBEHHOH YCIIYTH IO rOCYNapCTBEHHOM
pETUCTpaIii MEJUIIMHCKUX H3AeNHii,
YTBEPXKACHHOMY IPUKa30M

®enepanpHO CITyXOBI IO HAI30PY

B cepe 3apaBoOXpaHEHUS

oT «é) » et A0 Ne

B ®enepansHyro ciayx0y 1o HaI30py
B cdepe 3/IpaBoOXpaHEHHUS
109074, Mocksa, CnaBsHcKas I, 1. 4, cTp. 1

3asBJICHUE O BHECEHHH H3MEHEHU B JOKYMCHTBI, COACPIKALINUECS B
pPEruCcTpalioOHHOM NOCHE, HE Tpe6y10nmx HPpOBECACHHUS SKCIICPTHU3BI KAYCCTBA,
3(1)(1)CKTI/IBHOCTI’I 1 6€30MacHOCTH MECIUIITHHCKOIo U31€JInd B CBA3HU C UBMCHCHUEM

(HyXHOe yKa3aTb)

N /o Tpebyemsie cBeieHus Caenenus,
NIpeCTaBIICHHEIE
3asIBHTEIEM

1. HanmenoBanne MeIMIIMHCKOTO U3AENHS (C yKa3aHHEM
IPHHAUIEKHOCTEH, HEOOXOMUMBIX  JUIs  TPUMEHCHHS
MEAMLMHCKOrO H3JieNdd M0 Ha3HA4eHHIO), C YyKa3aHHEM
TOBApPHOIO 3HaKa H HHBIX CpPEACTB WHMBHIyaTH3alNH
MEIMIMHCKOTrO U3JE/US B ClIyyae UX HAaHECEHHUs Ha YIIAaKOBKY
MEIHRIAHCKOTO U3 <*>

2. B oTHOmMEHNN pa3zpaboTunka MEAHIIHHCKOTO H3/ICIIHS:

2.1 OpranuszanmoHHo-nipaBoBas popmMa W MOJHOE
HauMEHOBaHHE IOPHUINYECKOTO JIHIIA C TPAHCIHTEpaIHeH, HTH
davumus, MMA W OT4eCTBO (NPH HAIWYNH), PEKBHU3HTHI
JIOKyMEHTA, YAOCTOBEPAIOMIETO JIMYHOCTh MHJIUBUYATLHOTO
HpeAIIpUHUMATENSA

2.2 CokpalleHHO€ HaWUMEHOBAHHE HOPHIMYECKOro JIHUIA
(npu HanuuMwM)

23 OupMeHHOE HAUMEHOBAaHHE IOPHANIECKOTO JTHIA (TIpH
HAITHYHH)

24 U nenTnpuKaimoHHbIH HOMEP HATOTOILIATEIbIIHUKA

2.5 Anpec MecTa HaxO0X/IEHUS IOPUIHYECKOr0 JIUIa

2.6 Howmepa Tenedonon
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2.7 Allpec DJIEKTPOHHOM INOYTHI IOPHAMYECKOTO JIHIA,
WHJMBHYAIBHOTO NPEANPHHAMATENS (IPYU HATHIHH )

3. B oTHOmEHNH NIPOM3BOANTENS (M3TOTOBUTENS) MEAMIMHCKOrO H3IEHS

31 Opranu3anuoHHO-IpaBoBas  GopMa H  IOJTHOE
HaMMEHOBAHHUE IOPHIHMYECKOTO JINNA C TPAHCIUTEPALMEH, HIH
Gamunus, uMs u oTuecTBO (IPY HATHYUH), PEKBH3HTHI
JOKYMEHTA, YIOCTOBEPSIOIIETO JTUYHOCTh HHANBHIYAIHLHOTO
IpeIPUHEMATEIS

3.2 CoxpaleHHOE HaWMEHOBAHME FOPHIMYECKOr0 JIHIA
(pu HayTuUMR)

33 DupMeHHOE HAMMEHOBAHHE FOPHIUYECKOTO JInIa (IIpH
HAJIN9HHA)

34 W neATHQHUKAHOHHBIN HOMEDP HANOTOILIATEIbIIAKA

35 Azipec MecTa HaXOXKIEHHMS FOPHIMUECKOTO JIUNA

3.6 Homepa tenedonos

3.7 Azlpec 3JIEKTPOHHOH IOYTHI IOPHAHYECKOrO JIMIA,
HH/MBA/TyAJIBHOTO MPEAPHHUMATENS (TIPH HATHYMH)

4, B oTHOmEHNH YIIOTHOMOYEHHOTO TPEICTABUTENS IPOM3BOAMTENS (M3TOTOBHTEIS)
MEIHIIMHCKOTO H3/ICIHS:

4.1 OpraHu3aliiOHHO-TIpaBOBass (opMa ©  MOJHOE
HAaMMEHOBAHHUE IOPHIMYECKOTO JIAIA, WIH (aMUIUsi, UMs H
OTYeCTBO  (IpM  HAIMYMH), pPEKBH3UTHI JOKYMEHTA,
YAOCTOBEPSIOLIETO JIMYHOCTH HHUBUTyaIbHOTO
IPEAIIPHHAMATENS

4.2 CokpalllcHHOE HaWMEHOBAHHE HOPHAMYECKOTO JIMIA
(rpu HaNMMYMA)

4.3 ®upMeHHOE HANMEHOBAHHE FOPUANYECKOTO Jirna (IIpu
HAJIN9UH)

4.4 WneHTHHKaMOHHbIH HOMED HAJIOTOILIATEIBIUKA

4.5 AJzipec MecTa HaXOXICHHS FOPHIHYECKOTO JINIA

4.6 Howmepa tenedonos

4.7 Anpec 3IEKTPOHHOM MMOYTHI FOPHUAMYECKOrO JIMIA,
WHJIABHyaJIbHOTO NpeINpHHAMATENS (TIPH HATMYIHH )

5. B otHOmEHUM NMIa, HA UM KOTOPOTO MOXET OBITH BBIIAHO PErHCTPAllHOHHOE

YAOCTOBEPCHHUC!
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5.1. Opranm3anuoHHO-TIpaBoBas  (opMa H  IOJHOE
Ha¥MEHOBaHHE IOPUIMYECKOTO JINLA C TPAHCTUTEpAIHE, HITH
daMunus, MMA U OTYeCTBO (IpH HAIMUKMH), PEKBU3UTHI
JOKYMEHTa, YAOCTOBEPSIOIIETO JINYHOCTh HHIUBHIYATHHOTO
IpeAIpUHAMATEIIS

5.2. CoxkpameHHoe HaMMEHOBAaHHE FOPHIMYECKOro JIHIa
(mpu HaMAYHH)

5.3. ®upMeHHOE HAUMEHOBAHHE IOPUANYECKOrO JIHIA (TIPH
HaJIU4UH)

54 HnenTHUKannoHHbIH HOMEp HAIOrOILIaTebIIHKA

5.5. Azpec MecTa HaXOXKICHHSA IOPHUAMYECKOrO JIULA

5.6. Howmepa tenedonos

5.7. AJpec 3NIEKTPOHHON TOYTHI IOPHINYECKOTO JIHUA,

HHMBHYaJIBHOTO NIPEAIPHHAMATENA (IPY HAIAYNY)

6. Mecro IIPOU3BOACTBA MCAUIUHCKOI'O H3ACIIHA

7. Ha3nageHre MeIUIIMHCKOrO M3/E/Hs, YCTAaHOBICHHOE
IIPOM3BOJIUTENEM (M3TOTOBUTENIEM)

8. Bun MeaunuHCKOro H3ZENUs B COOTBETCTBHH C
HOMEHKJIaTypHOH KJIaccu(UKaHeH MEIUIMHCKHX H3AeITHMA

9. Knacc  noremnmansHOro  pHcKka  IpHMEHCHHS
MEIMIIMHCKOIO M3/ENNA B COOTBETCTBHU C HOMEHKJIATYPHOM
KnaccuuKanueii MeTUIUHCKUX U3AETHI

10. Koa Obmepoccuiickoro kiaccuduraropa MpoayKIHH
1O BUAAM SKOHOMHUYECKOU JEATEILHOCTH

11. Cnoco6 mnonyuenus wuHPOpPMALUKM, CBA3AHHOH C
OPOLICAypOli  BHECEHHS  H3MEHEHUH B  JOKYMEHTEHL,
COJIEpXKaIIMECcs B PETUCTPAIMOHHOM JIOCHE

12. Cnoco6 mnonmydyeHHsS MOKYMEHTOB W HHGpOpMAIUH, <*> Hapouno mno
CBs3aHHOH C IpOLIEAypOii BHECEHHS M3MECHEHHH B IOKYMEHTBI, | JOBEPEHHOCTH.
COZIEPXKAMMXCS B PETHCTPALHOHHOM JOChE, HE TpeOyIommx <*>  HampaButh
MPOBEJICHUs] 3KCHEpPTH3bl KadecTBa, 3((EeKTUBHOCTH W |3aKa3HBIM TTOYTOBBIM
6€30I1aCHOCTH MEMIIUHCKOTO M3AETUs OTIIPaBIICHUEM c

yYBEIOMJICHUEM 0
BpY4YE€HHH.
13. Ceenenuss 06 omnare rocyaapCTBEHHOM IOLLIHHBIL

(1aTa ¥ HOMEp IUIATEXHOTO IOPYYECHHS) <***>

<*> HyXHoe yKa3aTs.
<**> VYkazaHWe NPHHAIIEKHOCTEH, HEOOXOOMMBIX MUIS TPHUMEHEHHA MEMHIMHCKOrO W3JEJMs [0 HA3HAYEHHUIO;
BO3MOJKHO B BHJE NPMIOKEHHA K 3a4BJICHUIO, 3aBEPEHHOMY NEYATHIO (IIPH HAIHYMH) ¥ TIOANHCHI0 PYKOBOAUTENA.

_ <*¥*> YKazpIBaeTCA M0 MHUI[AATHBE 3asBUTENA.
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K 3asBJIeHHIO O BHECEHHUM W3MEHEHMIi B JOKYMEHTBI, COACpKAIUECCA B PETHCTPAUMOHHOM I0ChLE, HE TpeGylomnx
NPOBCACHUA OJOKCIECPTU3bl KadeCTBa, 3(1)(1)CI(THBHOCTH ¥ 0e30IacHOCTH MEIMLMHCKOrO U3Aeius npuiaraeTca
ONMUCh JOKYMCHTOB Ha JIACTax.

(®.N.0. MHUBH Ty aIbHOTO OpeAnpUHUMaTeNd, PYKOBOIUTENA IOpUANYIECKOro aMua 78]
HHOTO JIMIIA, IMEIOLIETO [PABOo AeHCTBOBATh OT UMEHH 3TOTO FOPHAHYECKOrO JIHLA)

« » 20___ r.

ML.IL. (mpyu HaNHYHM) (IToamics)
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IIpunoxenue

K 3asBJICHHIO O BHECEHUH N3MCHCHHIA

B JOKYMEHTEI, cofepKaluecs

B PErHCTPALHOHHOM JIOCKE,

He TpeOYIOMHUX MPOBEIECHUS SKCIEPTH3HI
KavecTBa, 3pPexkTMBHOCTH U 6€30IIaCHOCTH
MEAUIHPHCKOTO H3IENUI

Onuce 10KyMeHTOB

Hacrosmum YIAOCTOBEPACTCA, YTO 3aABUTCIIb

(HaPlMCHOBaHI/IC 3aABUTCHA

npeacTaBuI B Poc311paBHa;(30p HIKCCICOYIOLIUC AOKYMCHTHI AJIs. BHCCCHHA W3MEHEHUI B JAOKYMCHTBI, COACPKAIIMECA B
PerucTpaliOHHOM A0ChE, HE Tpeﬁyloumx NPOBEOCHHA 3KCNIEPTU3EI Ka4Y€CTBA, 3(1)(1)6KTMBHOCTH # 6e30MacHOCTH MEAULIHHCKOTO

u3aenns
N HaumenoBanue noxymeHTa Kon-Bo [Ipumeqanue
/T JIUCTOB

JIOKyMeHTHI can
3asBUTENL/ IPSACTABUTEND
3asBHTENA:

(D.N.0., AOMKHOCTD, IOIIIHCE)

(pPEKBU3HTHI NOBEPEHHOCTH)

JIOKyMeHTBI APHHSAN
JIOJDKHOCTHOE JiMLo Poc3apasHagsopa:

(®.1.0., NOMKHOCTS, TOAINChH)
Harta
Bxopgsammii Ne
KonmgecTBo TUCTOB
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IIpunoxxenne Ne 5

K AIMUHHCTPAaTHBHOMY PErJIAMEHTY
ODenrepabHOM CIyKObI 10 HAA30pY

B cepe 34paBOOXPAHEHHS 110 MPEAOCTABICHHIO
rOCyJIapCTBEHHOM YCIYTH IO rOCYIapCTBEHHOM
PETHCTPAaly MEIHLIMHCKUX U3ACIHM,

YTBEPXKACHHOMY ITPHKa30M

®enepanbHO CIyxObI 10 HA30PY

B cdepe 31paBOOXpaHECHHS

OT«FK » 82827 ZLSFNo 33?/

Ha 6nanke opranusanuu B ®epepanbuyto ciryx0y 1o Ha30py

B cdepe 3apaBoOXpaHEeHHS

109074, Mocksa, CnaBstHckas 1L, 1. 4, cTp. 1

3asiBlIeHHE O BHECEHUH U3MEHEHMI B JOKYMEHTHI, CONEPIKAIIUECS B
PETHCTPALIMOHHOM J10Che, TPEOYIOMUX MPOBEJECHHS IKCIIEPTH3bI KA4€CTBa,
3 dexTrBHOCTH U 6€30MACHOCTH MEAUIIMHCKOTO H3AENHUA B CBA3U C H3MEHEHHEM

(HyXHOe yKa3arb)

N n/n Tpebyemsle cBeeHus Ceenenunsi, npeacTapiieHHBIE
3asiBUTENIEM

1. HanmenoBanne MeAHIUHCKOTO M3AenHs (C YKa3aHHEM
NIPHHAUICKHOCTEH, HEOOXOAMMBIX Ui  [PHMEHEHHS
MEIMIMHCKOIO H3JeNIUsS O HA3HAYEHHIO), C YKa3aHHEM
TOBAPHOTO 3HAaKa M MHBIX CPEACTB HHIABHIYATH3AIUH
MEIMIMHCKOrO H3ACIHS B CIIyJae UX HaHeCEHHUS Ha YIIaKOBKY
MEIUIMHCKOrO U3 <*>

2. B otHOmMEHNN pa3paboTyrka MEAMIAHCKOTO H3ISIUs:

2.1 Opranu3anuoHHo-ipaBoBass ¢GopMa H  [OJIHOE
HaHMEHOBAaHHE FOPUINYECKOTO JIUIIA C TPAHCIUTEPAHEH, HITH
daMmIusg, MMA H OTYECTBO (TIPU HAIHYHM), DPEKBH3MTHI
JOKYMEHTA, YAOCTOBEPSAIOMIETO JTHYHOCTh HHAUBHYIEHOTO
npeANpHHUMATEIST

2.2 CoxpaiieHHOe HaUMEHOBAaHWE IOPHIUYECKOTO JIHIA
(npu HaIH4MM)

2.3 dupMeHHOe HAaUMEHOBaHHE FOPUIUIECKOro Juia (Tpa
HAJIMYHHN)

24 W nenTrduKaioHHBI HOMEp HATOrOIUIATe IbIINKA

2.5 Anpec MecTa HaXOXKICHHS IOPHIHYECKOTO JIMIA

2.6 Howmepa tenedoror
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3. B orHOmIEHNH IpoU3BOAMTENS (M3rOTOBUTEIIA) MEAHIIUHCKOTO H3IEIIHA:

31 OpranusanuoHHoO-nipaBoBas ¢opMa H  IMOJHOE
Ha¥MEHOBAaHHUE IOPUAUYECKOTO JIANA C TPAaHCIUTEpallHeH, W
baMunms, Mg H OTY4eCTBO (NPH HAIHYHH), PEKBH3HTHI
JIOKYMEHTA, YAOCTOBEPSIOIIEro JMYHOCTD MHIUBH/IYyaJIbHOTO
IpeNIPUHAMATEISA

3.2 CoxpalieHHOE HaNMEHOBAHHE  IOPUAMYECKOrO JIHLA
(pu HaTM9IHA)

33 DuUpMEHHOE HANMEHOBAHHUE IOPHIMUECKOTO JIHNA (X
HaJIM4HH)

34 WnedTndukaion bl HOMEp HAIOTOILIATE/IbIIHKA

35 Azpec MecTa HaXxQXJICHUS IOPUANIECKOro JIUIa

3.6 Howmepa Ttenedonon

3.7 Anpec JJIEKTPOHHOW MOYTHI IOPHAMYECKOrO JIWIA,
HHIUBAAYATLHOTO NIPEANpHHUMATENS (TIPH HATUYHH )

4. B OTHOmEHHH YIOTHOMOYEHHOrO IPEACTABUTENS NPOU3BOAMUTENS (M3TOTOBUTEIS)
MEUIHHCKOTO M3EIIHsL:

4.1 OpraHm3aiiioHHO-TIpaBoBasi ¢opMa W  TOJNHOE
HalIMEHOBAaHHE IOPHINYECKOTrO JIMIA, WIH (aMUIHus, HMS U
0T4eCTBO (IpH  HAIMYMH), PEKBH3UTH JOKYMEHTa,
YIOCTOBEPSIOIIETO JMYHOCTD HHAUBUAYATBbHOTO
IIpEeAIIPHHAMATENS

4.2 CokparieHHOS HAaWUMEHOBaHHE IOPHIMYECKOTO JIANA
(Ipu HaNMYMH)

4.3 ®dupMeHHOE HAUMEHOBaHHE FOPUIMYECKOTO JIKIA (IIPH
HAJITIHH)

4.4 WneaTaduxannoHHBI HOMEP HAIOTOILIATEBIIUKA

4.5 AJnpec MecTa HaxOXX/JIEHUS FOPHANYECKOTO JIKIa

4.6 Homepa tenedonos

4.7 Aznlpec STIEKTPOHHON NOYTH HOPUIAMYECKOrO JIMIA,
MHIMBHAYAJIBHOIO NIpEeNIpHHUMATENS (IIPH HATHYIUHN)

5. B oTHOWIEHHMHU JuIa, HA MM KOTOPOTO MOXET OBITh BBIJAHO PErHCTPAIlMOHHOE
yIOCTOBEpEHUE:

5.1. OpranuzanuoHHo-npaBoBasi ¢opMa U IOJNHOE

HaMMEHOBAHHUE IOPHINUECKOrO JIMIA C TPAHCITUTEPALMEH, HITH
bamMunusg, EMS W OTYeCTBO (TMpH HAJMYMH), PEKBHU3UTHI
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JOKYMCHTA, YAOCTOBEPAIOMICIO JINYHOCTE HHAUBHAYAJIBHOTO
IpEANIPHHUMATEIA

CokpalneHHOE HaWMEHOBAHHE IOPUAMICCKOTO JIHMIA
(npu HaNIU4MK)

PupMeHHOE HAMMEHOBAHUE IOPUANIECKOrO JHIa (IpH
HaJIMYHH)

HnenTuduKanoHHbIi HOMep HAIOTOIUIATENBIIHKA

54. Anpec MecTa HaXOXICHUS IOPUIHYECKOTO JTHIIA
5.5. Howmepa renedonor
5.6. Azpec 3MEeKTPOHHO# MOYTHI IOPHAMYECKOTO JIHIA (ITPH
HAJIM4MH)
6. MecTo npou3BoACTBa MEJUIIMHCKOTO H3CITHS
7. Haznayenne MEIUIIMHCKOTO U3/IE/Hs, YCTAHOBIICHHOE
IIPOH3BOAMUTENEM (M3TOTOBUTEIIEM)
8. Bunx MemuumuHCKOro H3AeIMS B COOTBETCTBHH C
HOMEHKJIaTYypHOH KnaccupuKaueit MeMIIMACKAX H3ICITHH
9. Kiace MOTEHIIUATILHOTO pUcKa  IpUMEHEHHS
MEIHIMHCKOTO U3C/Us B COOTBETCTBUH C HOMEHKJIATYPHOM
KinacCupHKAIUEeH MEANIUHECKIX U31EITHI
10. Kon O6mepoccuiickoro kiaccupukaropa mpoayKIHH
JUISE METHITMHCKOTO HU3AEIIUs
11. Cooco6 mnonydyeHuss uHPOpMalMM, CBA3aHHOH C
IPOUEAYpPOll  BHECEHHMS  M3MEHEHHH B JIOKYMEHTEHI,
CoZeprKaIyecs B pErUCTPALIMOHHOM JIOChE
12. Croco6 mnomydeHHs HOKYMEHTOB U HHQOpMAaIHH, <*> Hapouno 1o
CBS3aHHOM C IPOLEAYPOI BHECEHUSI U3MEHEHUH B IOKYMEHTEL, | AJOBEPEHHOCTH.
COZIEpPXKAIIUXCSI B PETHCTPAllMOHHOM JIOChE, TPEOYIOMmHMX <*> HanpaButh
IPOBEACHHUS DJKCIEPTH3bl KadyecTBa, O(PGEKTUBHOCTH H |3aKa3HBIM [MOYTOBBLIM
0€30IaCHOCTH MEIUIMHCKOTO HU3/EIHs OTIIpaBIICHUEM c
YBEZAOMJICHHEM O BPYUCHHUHU.
13. Ceeznenus 00 omnare rocyIapCTBEHHON MOULTAHBI

(ZaTa ¥ HOMEp IUIATEXXHOTO MOPYUEHHS) <***>

<*> HyXHo€e yKa3arhb.
<**> VkazaHHe NPUHALICKHOCTeM, HEOOXOOMMBIX A NPMMEHEHHS MEIMIMHCKOTO H3A€Nui M0 Ha3HAYEHHIO,
BO3MOKHO B BAJIC NPIIOXKEHHS K 3asBJICHUIO, 3aBEPEHHOMY TI€4aThiO (TIPH HANIMYHK) U TIOATNUCHIO PYKOBOAHTEIA.

<¥¥*> YKashIBAETCH 110 MHULMATUBE 3asBUTEIIA.
K 3asBneHMIO O BHECEHHM HM3MEHEHHHl B NOKYMEHTHI, COAEp)KAallUecs B PErHCTPALIOHHOM OOCHe, TpeOyromux

NPOBE/ICHAS IKCTEepTH3bl KauecTBa, >((PEKTUBHOCTH M GE30NMACHOCTH MEAMLMHCKOrO W3JENMs NpHIaraeTcs
OIMCH HOKYMEHTOR Ha

JIUCTAaxX.
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(©.M.O. MHAMBHAYANBHOTO NPENPHHAMATENS, PYKOBOAHTENS IODHAMIECKOTO JIMLA HIH MHOTO JIULA, MMEIOILEro
NpaBo AEHCTBOBATE OT HIMEHH TOrO KOPHAMYECKOTO JTHLA)

« » 20 r.

ML.IIL. (npu Hayt4¥u) (Tloonuce)
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IIpunoxxenue

K 3asBJICHUIO O BHECEHUH U3MEHEHUM

B JIOKYMEHTHI, COACPKaIIHeCs

B PETHCTPALHOHHOM JOCHE,

TPeOYIOIUX NMPOBENCHHUA SKCIIEPTH3HI
KayecTBa, 3pPeKTUBHOCTH U 6€30MaCHOCTH
MEIUIMHCKOTO U3 ICIIHS

Onuce JOKyMEHTOB

HacrosmmM YAOCTOBEPSAETCA, UTO 3AABUTEID

(HanMeHOBaHHE 3assBHTEIIA

npencTaeun B Poc3pasHan3op HibkecneRylolue NOKYMEHThl [Uisi BHECEHMs M3MEHEHMi B INOKYMEHTBI, COAEpXAalluecs B
PETHCTPALHMOHHOM J0ChE, TPEOYIOIMMX MPOBEACHUS SKCIICPTH3b Ka4eCTBa, 3PPEKTHBHOCTH M 0€30MaCHOCTH MEAMIIMHCKOTO

u3aenus
N HanmenoBanue joxymenTa Kon-Bo IIpumeuanue
n/m JIACTOB
JoxkymenTsI caan JIOKyMeHTBI IPHHSLI
3aABHTEIIH/ NIPELCTABUTEND IO/DKHOCTHOE Juio Poc3apaBranzopa:
3asasurens:
(P.HU.0., 10KHOCTD, OAIUCE) (®.1.0., AOMKHOCTD, MOANKCH)
Jlata
(PEKBH3HTHI JOBEPEHHOCTH) Bxoasmuii Ne

KonuuecTBo 11cTOB
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[punoxenue Ne 6

K AIMHHHCTPaTHBHOMY PETJIaMEHTY
®enepanbHO# CiTyXOBI 10 HA30PY

B cepe 3ApaBOOXpaHEHHUS 110 NMPEOCTABIICHHIO
. TOCYAapCTBEHHOM YCIIYTH 110 FOCYAapCTBEHHOM
PETHCTpaMH METUIIAHCKUX H3/ICITHIA,

YTBEpXXAEHHOMY MPHKa30M

depepaibHOH CITyKOBI 10 HAI30PY

B cepe 3ApaBOOXpaHEHHUS

ot «fs. »etelf ArFrNe 3371

Ha 6nanke opranusanuu B ®enepansnyio ciyx0y 1mo Haa3opy

B cepe 3apaBOOXpaHEHHUS

109074, Mockgsa, CnaBsHcKkas UL, 1. 4, cTp. 1

3asBienye o BbIadye AyOJIKaTa PETUCTPAIMOHHOIO YAOCTOBEPEHHUS HA

MEIAUIITUHCKOEC U3CTIHE

N /o

Tpebyemrie cBeneHus

CaeneHus, NpeACTaBICHHBIE
3asABUTEJIEM

HaumenoBanue MCHUITHHCKOIO U3CIIHUA (C YKazaHueM
IIpI/IHa,ZIJIC)KHOCTCf;I, HEOOXOAUMBIX A NPUMCHCHHA
MCOAAIMHCKOTO H3IACIHAA 110 HaSHa‘IeHI/IIO), C YKa3zaHucMm
TOBApHOT'O 3HaKa H HMHBIX CPCACTB HHAHUBHIAYyaTH3aIMHA
MCIMIUHCKOro H3ACIIUA B ClIy4ae X HAHCCCHHS Ha YIIaKOBKY
MEIUIUHCKOTO U3ACIUA<*> '

B otHOmMIEHNH pa3pa60TqHKa MEMUIIMHCKOTO U3ACITHNA:

OpranuzanuonHO-paBoBass (opMa H  [OJNHOE
HaMMEHOBAHME IOPUIMYECKOTO JIUIIA C TPAHCIUTEpAlHe, HiTH
Gammns, EMA M OTYeCTBO (UPU HAIHYHM), PEKBH3MUTBI
JIOKYMEHTA, YAOCTOBEPSIONIETO JIMYHOCTh MHIAWBHAYAILHOTO
IpeanpUHAMATENS

2.2

CokpallleHHOE HaMMEHOBAHHE FOPHAMYECKOrO JIHIA
(Ipu HayTMUMK)

23

®upMEHHOE HAUMEHOBAHUE IOPHIIHIECKOTO JUIa (TIPH
HAJTAYHH)

24

HI[CHTHQ)HK&HHOHHHﬁ HOMEDP HAJIOroIIaTCIbIIUKa

2.5

Anpec MECTA HAXOXACHHUS IOPHAHYCCKOTO JIMIIA

2.6

Homepa Tenedonon

2.7

Anpec >IEKTPOHHOM MOYTH IOPHAWYECKOTO JHMIA,
VHMBHIYaTbHOTO NpeNpHHUMATes (P HAJTAYHH )
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3. B oTHOmEHUN NPOU3BOIUTENS (H3TOTOBUTENS) MEAUIUHCKOTO H3IEIIHU:

31 OpraHu3anMoHHO-IpaBoBas (opMa ¥ IOJHOE
HaNMEHOBaHUE FOPHAMYECKOTO JIUIA C TPAHCIUTEpAIlHEH, HITH
bamMHIHsA, MMS M OTYECTBO (NIPH HAIMYHH), PEKBH3HMTEHI
JOKYMEHTa, YAOCTOBEPAIOIIETO JIMYHOCTh WHIUBHIYAIHHOTO
IIpePHHAMATETS

3.2 CokpamieHHOe HaHMEHOBAHHME IOPHIMYECKOTO JIMIA
(1pn HaMUMK)

33 ®upMEHHOE HAUMEHOBAHHUE IOPH/IUYECKOTO JHIA (IIpH
HaJIN4YHH)

34 WnenTnduKaoHHbI HOMEP HAIOTOILIATENIbIIHAKA

35 Anpec MecTa HaXOXJICHUS IOPUAMYESCKOTO JIHIA

3.6 Howmepa tenedonon

3.7 Anpec 3JIEKTPOHHOM TOYTH OPHIUYECKOrO JIHIA,
MHIAMBHAYAILHOTO NPEANPHHAMATEIA (IIPH HATHIHH)

4. B oTHOIICHUY yTIOIHOMOYEHHOTO IPEACTABUTEINS IPOU3BOANTENS (M3rOTOBUTEIS):

4.1 OpraauzanyoHHoO-TIpaBoBasi ¢opMa H  IOJHOE
HaHMMCHOBAaHHE IOPHUAWYECKOrO JIMNA, WIH (QaMUIHs, UMS U
OT4eCTBO (OpH  HAIWYMH), PEKBH3HTH JIOKYMEHTA,
YAOCTOBEPSAIOMIETO JMYHOCTD HWHIUBUIYATHHOTO
NpeIpUHAMATEIIS

4.2 CoxpaiieHHOE HaUMEHOBAHHE IOPUAMYECKOrO JIMIA
(1pn HanM4MwM)

4.3 OupMeHHOE HAUMEHOBAHUE FOPUIUYECKOTO JIHIA (TIPH
HAJIMYHH)

4.4 HnentudukannoHHEI HOMEp HAJIOrOIIATEIbIUKA

45 Azpec MecTa HaX0XICHUS IOPHUAMYECKOTO JIULA

46 Howmepa Tenedonos

4.7 Anpec 3NIEKTPOHHOM NOYTHl IOPHIUYECKOrO JIHIIa,
HHAMBHAYAJIBHOTO NPEeJIpUHUMATENS (IIPY HATHYIHHA)

5. B oTHOmEHUY 1HUIla, HA MMSI KOTOPOTO BBIJAHO PErHCTPAlIMOHHOE YIOCTOBEPEHHE:

5.1 OpranmzaioHHo-1IpaBoBas  ¢opMa W IOJHOE

HaAaUMCHOBAHHEC IOPHAWYCCKOTO JIla € TpchnnTepaunel‘r’I, WA
(l)aMIfIJIPI}I, HMA H OTYECTBO (HpI/I HaJII/I‘-II/II/I) ,» PCKBHU3UTHI
AOKYMCHTA, YAOCTOBCPAIOIICTO JTHYHOCTh HHAUBHAYAJIBHOIO
NpCaANIpAHAMATEIIA
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5.2 CokpaileHHOE HaUMEHOBAHHE IOPHUAWYECKOrO JIMIA
(ipu HaJTIYMH)

53 DupMEeHHOE HAMMEHOBAaHUE IOPHIMYECKOTO JIUIA (TIpH
HAJINIHHN)

54 N nenTudrukannoHHBIH HOMEP HAJIOTOIUIATEIbIINKA

5.5 Azipec MecTa HaXOXXJICHHUS IOPUAHIECKOTO JIHLA

5.6 Howmepa tenedonor

57 Anpec D3JEKTPOHHOH NOYTH IOPUIAMYECKOTO JIMIA,

HHIMBHIyaIbHOIO NpEANPHHEMATEN (TIPY HAJIMYUH )

6. MecTo pou3BoIcTBa MEAUIIMHCKOTO U3AETHS
7. HazHaueHne MeIHIMHCKOrO M3AEIIHSA, YCTAaHOBJICHHOE

MIPOU3BOJIUTEIIEM N
8. Buxg MemumiHCKOro w3nenHMs B COOTBETICTBHH C

HOMEHKJIaTypHO#H Kknaccuukanueil MEIUIIMHCKUX U3AENUit

9. Knacc  noreHumuanbHOro - pucka  NPUMEHEHHS
ME/IMIAHCKOTO U3JIENIUsl B COOTBETCTBMHM ¢ HOMEHKJIATypHOH
KnaccuuKanueil MEIHIMHCKAX W3AETHH

10. Kox O6mepoccuiickoro xnaccupukatopa npoIyKLUH
JUIE MEAMUHUHCKOro wm3zienus wim koa OOmepoccHiickoro
KiIaccupukaTopa MNPOAYKUHH MO BHAAM 3KOHOMHYECKOH
JeATENbHOCTH (B 3aBHCHMOCTH OT  YKa3aHHOTO B
PETHCTPALIMOHHOM YAOCTOBEPEHHH)

11. Cnoco6 mosmyuyeHHs HWHQOpPMALUH, CBA3aHHOH C
OpoHeaypoil  BbIauM  AyONHKaTra  pPErHCTPALMOHHOTO
yIOCTOBEPEHHUS
12. Crnoco6 HOJIyYeHuUs PErHCTPaliHOHHOTO <*> Hapouno 1o
YIOCTOBEPECHHUS Ha MEAULIMHCKOE H3/ICTHE JIOBEPEHHOCTH.
<*> Hampasuts
3aKa3HBIM [IOYTOBBIM
OTIIpaBJIICHUEM c
YBEIOMJICHHEM O BPyUECHHH.
13. [Ipryuna Briaaun xybiukara
14. CeeneHuss 00 omare rocyIapcTBEHHOH IIOLUIMHBI

(ZaTa ¥ HOMEp MIATEKHOrO MOPYUCHUs) <™ **>

<*> HyXHoe yKa3aTh.

<**> YkazaHue NPUHANIEKHOCTeH, HEOOXOHMMBIX Ul NPUMEHEHHs MEIUIIMHCKOTO M3JENMA MO HA3HAYEHUIO,
BO3MO’KHO B BUJIE MPUIOXKEHHS K 3a8BJICHHIO, 3aBEPEHHOMY NEeYaThio (NPY HATMYMH) U NOANHKCHI0 PYKOBOAUTENA.
<**%> YkazpIBaeTCs 110 MHUIMATHBE 3aABUTEIIS.

K 3adpieHMio O Bbifa4e AyONMKaTa pErMCTPALMOHHOTO YIOCTOBEPEHMS NPHIAraeTcs ONUCh AOKYMEHTOB
Ha JIUCTAaX.
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>

(®.U.0. MHAMBHIYANTBHOTO NPEANPUHMMATENS, PYKOBOIMTENA IOPUANUECKOTO JMUA WIH MHOIO JIMLA, WMEIOLIEro
NPaBo ACHCTBOBATH OT HMEHH 3TOrO IOPUIMYECKOro JIMia)

« » 20_ T.

MLIL. (npu HanmMuum) (TToamuce)
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IIpunoxenue Ne 7

K AIMHHUCTPaTHUBHOMY periaMeHTy
®enepanbHOi Ciy» OBl IO HAI30PY

B cepe 3apaBoOXpaHEHHS IO NPEAOCTABICHHIO
rOCyAapCTBEHHOM YCIIYTM O FOCYapCTBEHHOU
PETHUCTpAIIHH METUITMHCKUX H3/ICTIHIA,
YTBEPKACHHOMY IIPHUKA30M

DenepanbHOH ciyXObl 110 HAJ3OPY

B cepe 31paBoOOXpaHEHHUS

oT «5 weltl2f AL/ No 337’?/

Ha 6nanke oprann3anun B ®enepanbhyio ciayx0y no Hazopy
B cdepe 31paBOOXpaHEHUST
109074, Mocksa, CnapsiHcKas L., 4. 4, cTp. 1

3asBiieHNEe 00 OTMEHE rOCYIapCTBEHHON pErHCTpaliy MEOUIUHCKOTO H3IEUS

(HauMeHOBaHME 3asBMTENd (mONHOe M (NPH HAIMYMM) COKPALEHHOE HAUMEHOBAHHE, B TOM 4UCIE
¢bupMeHHOE HANMEHOBaHHE, OPraHH3aLUHOHHO-TIPaBoBas (OPMa IOPHAMYECKOTO JIUIIA))

IPOCUT OTMEHHUTDH I'OCYAApCTBEHHYIO PErUCTPALlHIO MCIUIITHHCKOTI O U3ICINA

(HauMEHOBaHNE MEAMIMHCKOrO H3lenus (C yKasaHHeM NPUHAMIEKHOCTEH, HEOOXOMMMBIX I NpHUMEHEHHUs
MEAMIMHCKOTO U3/EIHA TI0 HA3HAYCHHUIO))

(nara rocy1apcTBEHHOH PETHCTPALMH MEAULIMHCKOTO M3/IENHUS | €70 PErUCTPALIMOHHBIN HOMED)

B CBJ3H C

>
K sasBieHmio o0 BO30OHOBIEHHH rocynapCTBe}moﬁ perucrpalii  MCIMIIMHCKOIO H3ICHHUA NPpUIAracTcsa
OMHUCHh NOKYMECHTOB Ha JINCTax

b
((DI/IO HHANBHUAYANBHOIO nNpeANnpHHUMATEIA, PYKOBOAHUTEIA IOPUAHYCCKOro Jinlla WIA HHOro JiMlia, UMEHUICro
TIpaBo JIeHCTBOBATh OT HMEHH 3TOTO IOpUAHYECKOro J'II/ll.[a)
« » 20 .

M.II. (mpu HaNMMaMK) (ITonmuce)




