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IIPUKAS3

OG0 yrBepkaeHHH AAMHHHACTPaTHBHOIO perjiamenta ®eepajbHoH CIIyKObI IO
HaJ30py B cdepe 3ApaBOOXPaAHEHHS NO NPEAOCTABIEHHIO FOCYAapPCTBEeHHOM yCIyrn
[0 TOCYAAPCTBEHHOH PEerHcTpalli MEeANIHHCKHX H3Aeaui

B cootBerctBun ¢ PenepanbHbiM 3akoHOM oT 27 umions 2010 r. Ne 210-®3 «O6
OpraHHM3all¥ NPeAOCTaBICHUs rOCyJapCTBEHHBIX H MyHHIHNANBHBIX yciyr» (CoOpaHue
3axoHozarenscTBa Poccuiickoit ®eneparun, 2010, Ne 31, cr. 4179; 2011, Ne 15, cr. 2038;
Ne 27, ct. 3873; ct. 3880; Ne 29, ct. 4291; Ne 30, c1. 4587; Ne 49, ct. 7061; 2012, Ne 31,
cT. 4322; 2013, Ne 14, ct. 1651; Ne 27, ct. 3477; ct. 3480; Ne 30, ct. 4084; Ne 51,
CT. 6679; Ne 52, c1. 6952; c1. 6961; ct. 7009; 2014, No 26, cT. 3366; Ne 30, cT. 4264; Ne 49,
cT. 6928; 2015, Ne 1, ct. 67; c1. 72; Ne 10, ct. 1393; Ne 29, ct. 4342; cT. 4376; 2016, Ne 7,
cT. 916; Ne 27, c1. 4293; c1. 4294, 2017, Ne 1, c1. 12; Ne 31, ct. 4785; Ne 50, ct. 7555; 2018,
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, ct. 4539; Ne 31, cr. 4858; oduimanbHbIi UHTEPHET-IOPTAI PAaBOBOH
uHpopMaruu  http:/www.pravo.gov.ru, 1 ampens 2019 r.), NOCTaHOBICHHAMH
IIpaButenscTBa Poccuiickoi ®enepanun ot 27 nexadbps 2012 r. Ne 1416 «O6 yTBepKACHAM
IlpaBuin  rocyapCTBEHHOH  perucTpandy  MeOWUMHCKMX u3femmiiy  (Cobpanue
3akoHoaarenscTBa Poccuiickoit @enepanun, 2013, Ne 1, ct. 14; Ne 43, cr. 5556; 2014,
Ne 30, ct. 4310; 2017, Ne 8, ct. 1233; 2018, Ne 24, ct. 3523) u ot 16 mas 2011 r. Ne 373
«O pa3paboTke H YTBEPXKIECHHH AaIMHHHUCTPATHBHBIX DETJIAMEHTOB OCYIIECTBICHHS
TOCyAapCTBEHHOTO  KOHTpoNs (Hag3opa) W aJAMHHHCTPAaTHBHBIX  PETJIAMEHTOB
TIpeNOCTABIEHHs TOCYIapCcTBeHHBIX yciyr» (CobpaHHe 3aKOHOJATENbCTBAa Poccmiickoii
Denepanun, 2011, Ne 22, ct. 3169; Ne 35, ct. 5092; 2012, Ne 28, cr. 3908; Ne 36, ct. 4903;
Ne 50, ct. 7070; Ne 52, ct. 7507; 2014,Ne 5, ct. 506; 2017, Ne 44, cr. 6523; 2018, Ne 6,
ct. 880; Ne 25, ct. 3696; Ne 36, ct. 5623; Ne 46, ct. 7050) 1 p M K a 3 BI B 2 I0:

YTBepauTh npuiaraeMelii AIMHHUCTPATHBHEIM periiamenT ®efepaibHOM CITyKObI
0 HaJ30py B cq)epe 3[paBOOXpaHEHH II0 HpeJ.IOCTaBJIeHHIO rocynapCTBeHHon YCIIYTH IO

PykoBoauTenn




YT1BEpKIAEH
npuka3om DeniepanbHoit CIyxObI
10 HaJ30pYy B cdepe 34paBoOXpaHeHUs
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AJXMHHHCTPATHBHBII perjiaMeHT
PenepanbHOi cayx0bl N0 HAA30pY B cdepe 31paBoOXpaHeHHS
10 NPeJOCTABJCHHIO rOCYAaPCTBEHHOI YCJAYrH O rocy1apcTBEHHOM
PerucTpalui MeAHIHHCKHX H3/IeHi

I. O0uue nosoxeHus
[IpenmeT perynupoBanusi AIMAHHCTPATHBHOTO PerIaMeHTa

1. AnmMunucTparuBHbIél periiaMmeHT PenepanbHoit ciyxObl MO0 Han30py B chepe
34paBooXpaHeHus (manee - Pocs3apaBHaq30p) MO MPEIOCTABICHHIO T'OCYIAapPCTBEHHOM
YCIIyTH 110 TOCYAapCTBEHHOMN pEerHCTpallii MEIMIIUHCKUX U3IeNUH (J1ajee COOTBETCTBEHHO
- AJMHMHUCTpaTUBHBIH perjllaMeHT, rocylapCTBEHHasl yCJIyra) yCTaHaBIMBAEeT CPOKH H
[IOCJIENOBATENILHOCTh aAMUHUCTPATUBHBIX mpouenyp (meiictsuil) Poc3gpaBHanzopa, B
IIpoLeCcCe MPENOCTABICHUS TOCYJapCTBEHHONW YCIYTH, MOPSIOK B3aUMOIEHCTBUS MEXIY
CTPYKTYPHBIMU HoapasjencHusiMu Poc3npaBHang3opa, €ro AODKHOCTHBIMH JIMIIAMH, a
TaKKe B3auMozcHcTBusi Poc3gpaBHam3opa ¢ 3asBUTENSMHU, WHBIMH  OpraHaMu
rOCyJapCTBEHHON BJIACTH M OpPraHaMHM MECTHOTO CaMOyIpaBJieHUs MPU NPEIOCTaBICHUU
rocy1apCTBEHHOH yCIyTH.

Kpyr 3asButeneit

2. 3asgBUTENSIMH Ha TPENOCTABIEHHE TOCYAapCTBEHHON YCIyrH ([ajee - 3asBUTENH)
SIBJISTFOTCSL:

1) pa3paboTYHK MEIUIIMHCKOTO H3IEIIHS;

2) npou3BOAUTEND (M3rOTOBUTENH) METUIIMHCKOTO U3/IEITHS;

3) yIOJIHOMOYEHHBIH MPeICTaBUTENh TPOU3BOAUTENS (M3TOTOBUTENS) MEIULMHCKOTO
H3IEIIAS.

TpeboBaHus K MOPAAKY HHPOPMHUPOBAHUS
O IIPEeJOCTaBIeHUH FOCYJapPCTBEHHON yCIIyTH

3. UndopmupoBanne o0 TOpSOKE MPEIOCTABICHHS TOCYIapCTBEHHOH YyCIIyrd
OCYIIECTBIISIETCS:



Ha opunuanrsHOM caiite Poc3npasnanzopa B HH(POPMAaITMOHHO-
TEJIEKOMMYHUKalMOHHO#M ceTH «HTepHeT» (nanee-opunuansHblii cailT Poc3apasransopa,
ceTb «MIHTEpHETY);

Ha oduuHaTbHOM cafiTe B (emepaibHOM TOCYyJapCTBEHHONW HHGMOPMALMOHHOM
cucteMe «EauMHBIA IOpTall FOCYAapCTBEHHBIX M MYHHIMIIAILHBIX YCIyr» (nanee-EanHblii
nopTan);

B (denepanbHOlf rocynapcTBeHHOM WH(pOPMANMOHHON cHcTeMe «®DenepanbHbIH
peecTp TroCyaapCTBEHHBIX yciyT (QyHKIui)» (nanee-penepaibHblii peecTp);

Ha MH(POPMAIMOHHBIX CTEHIaX B IIOMEIEHHH IPHEMHOM 110 paboTe ¢ 06paleHUIMH
rpaxaaH;

II0 HOMepaM Tene(OHOB IS CIIPaBOK.

4. CopaBouHas MHGOpMalMsi 10 BOIPOCAM NPEJOCTABIEHUS TOCYAApCTBEHHOMN
YCIYT'Hl pa3MelaeTcs:

Ha odunuansHOM caiite Poc3npasHnanzopa;

Ha Equnom noprarne;

B (heiepalIbHOM peecTpe;

Ha HHGOPMAIIMOHHBIX CTEH/IaX.

5.CnpaBoyHas  uHGOpPMaUWs  TPEJOCTABISAETCS  JO/DKHOCTHBEIMH  JIMLIAMH
PocsapasHansopa no tenedoHy, Ha JITUHOM MTPHEME 3aABHUTENIS UM IUCHbMEHHO MOYTOBLIM
OTIIPABJICHUEM JIHOO 31IEKTPOHHBIM COOOIIEHUEM TI0 aPeCy, YKA3aHHOMY 3asBUTENIEM.

CnpaBounas MHGOpPManus BKIIOYAET CBEAEHUSA O MECTE HAXOXIECHHS, Ipaduke
paboThl, cHpaBouYHBIX TelepoHaX, HoMepe TenedoHa-uHGOpMaATOpa,  ampecax
obuLManBHOro caifta, 3JIEKTPOHHOM TOYTHl M (WiId) (GOPMBEI OGPATHON CBS3H C
Poc3npaBHanzopom.

6. Ha oduuuansHoMm caiite PocanpaBuanzopa u Ha EauHoM mopraite pasmemaercs
crnenyomas HHGOpMaIus:

HOPSAJIOK IOJy4YeHUs] MHQOPMALUU 3asBUTEISIMH IO BOIPOCAM IPEdOCTaBIECHHUS
rocy1apCTBEHHOH yCIYyIH;

NMepeuYCHh  HOPMATUBHBIX  MNPaBOBBIX  akToB  Poccuiickoit ~ Penepaunuu,
pernaMeHTUPYIOUIMX NPeAOCTaBIeHHE rOCy IapCTBEHHOM YCIIyTH;

TEeKCT AIMUHUCTPAaTUBHOTO PEriaMeHTa;

GopMbl  3asBieHU#l  (yBemOMileHH#, COOOINEHMI), HUCIOIB3yeMblE  IIPH
IPEeOCTaBJICHUH YCITYTH.

7. Undopmanus Ha Enunom noprtane U opunnansHoMm caiite Pocsapasranzopa o
IOPAJIKE ¥ CPOKAX MPEJOCTaBICHUS FOCYHapCTBEHHOM YCIYrH Ha OCHOBAaHWH CBEJICHUH,
coiepKalmxcs B eiepabHOM peecTpe, MPEA0CTaBIIsEeTCS 3aABUTENI0 Ha O€3B03ME3THOM
OCHOBE.



II. Cranmapt npenocraBieHUs TOCY1apCTBEHHOM YCIyTH
HauMeHoBaHue rocyapcTBeHHOH YCIyTH

8.T'ocynapctBeHHas yciayra IO FOCYAapCTBEHHON PETrUCTpaluv MeIAUUMHCKUX
U3IEJIUHA.

HaumenoBanue Oprana, Npe€AoCTaBIAIOIIETO 'OCYIaPCTBCHHYIO YCIIYIY

9. T'ocynapcTBeHHas ycayra npeaocTasisiercs PocsapasHanzopom.

10. 3anpemiaercss TpeOOBaTh OT 3asABHUTENS OCYIIECTBIIEHHUs NEWCTBHH, B TOM YHCJIIE
COIJIacOBaHUM, HEOOXOAUMBIX UISA MOJIYYeHHs TOCYAapCTBEHHOW YCIYTd U CBS3AHHBIX C
oOpallleHHeM B MHBIe TOCYAAapCTBEHHBIE OPraHbl M OpPraHM3aldH, 34 HCKIIOYEHUEM
HOJIy4YeHHs YCIYT, BKIIOYEHHBIX B IIEPEUYEHb YCIIYT, KOTOPHIE SBISIOTCS HEOOXOAUMBIMHU U
00s13aTeIbHBIMY IS IPEOCTABIIEHHS FOCYAaPCTBEHHBIX yCiIyT.,

Omnucanue pe3ynbraTa MpeIoCTABIECHHS rOCY1IapCTBEHHOMN YCIIyTH

11. PesynpTatamu npenocTaBieHUs FOCYAapCTBEHHOM YCIYTH SBJISIOTCS:

1) BeIIa4a (HanpaBiieHne) 3aABUTENIO YBEIOMIIEHHS O FOCYAaPCTBEHHOM PETUCTPALAH
MEAULIMHCKOr0 M3/Ie/IMs M PETUCTPALMOHHOTO YAOCTOBEPEHUS Ha MEOUIIMHCKOE H3/IEIIHE;

2) BBIaua (HampaBleHHE) 3asBUTENIO YBEAOMIIECHUS 00 OTKase B rOCyAapCTBEHHOl
pErucTpaLii MEAULIUHCKOTO U3/IEIIHS,

3) Belmaua (HampaBieHHE) 3asBUTENIO YBEIOMIEHHMS O BHECEHHM H3MEHEHHil B
AOKYMEHTBI, COAEpXAIlHeCs B PErHUCTPAalMOHHOM JOCh€ W BbIada (HANpaBJICHHE)
1epeoOPMIIEHHOTO PETHCTPALMOHHOTO YAOCTOBEPEHH (B ClIyuae BHECEHHS U3MEHEHHH B
HEr0) M paHee BBIIAHHOIO PETHCTPALMOHHOIO YAOCTOBEPEHHS C OTMETKOH O ero
HEJICWCTBUTENBHOCTH (C YKa3aHHEM JaThl);

4) BBlmaya (HaNpaBleHWE) 3asABMTENIO YBEAOMIECHUS 00 OTKase BO BHECEHUH
HU3MEHEHHH B JOKYMEHTHI, COAep)Kalliecs B PETUCTPALMOHHOM JOCKE;

5) BbIaua (HalpaBlieHHe) 3asiBUTEIIO Ay0NMKATa PErHCTPALMOHHOrO YAO0CTOBEPEHHS
Ha MEIMLMHCKOE U3/ICIIHE,;

! Tocranosnenue [pasurensctea Poccutickoii ®enepaimm ot 6 mast 2011 r. Ne 352 «O6 YTBEPKACHUH NIEPEUHS YCIYT,
KOTOpble ABIIOTCA HEOOXOMMMBIMH M OGS3aTENBHBIMH /UIS NPENOCTaBjieHNd (elNepaNbHBIMH OPTaHaMd MCIONHUTENBHOM
BIacTH, I'ocynapcTBeHHON Kopropauueil 10 aTOMHOW 3Hepruu «POcaToM» rocylapCTBEHHBIX YCIYr M IPeOCTABIAIOTCS
OpraHu3alysAMH, yIaCTBYIOIMMH B IIPEAOCTAaBICHAM FOCY JAPCTBEHHBIX YCIIYT, ¥ ONPEAS/ICHHH Pa3Mepa IUIAThI 32 UX OKa3aHUe»
(Cobpanue 3axoHofaTenbeTsa Poccuiickoit ®enepauun, 2011, Ne 20, ct. 2829; 2012, Ne 14, ct. 1655; Ne 36, cr. 4922; 2013,
Ne 33, c1. 4382; Ne 49, cT. 6421; Ne 52, cr. 7207; 2014, Ne 21, ct. 2712; 2015, Ne 50, ct. 7165; c1. 7189; 2016, Ne 31ct. 5031;
Ne 37, ct. 5495; 2017, Ne 8, ct. 1257; No 28, ct. 4138; Ne 32, cT. 5090; Ne 40, ct. 5843; Ne 42, cT. 6154; 2018, Ne 16, ct. 2371;
Ne 27, c1. 4084; Ne 40, cT. 6129; 2019, Ne 5, ct. 390).



6) Bblmaua (HampaBJ€HHE) 3asBUTENIO peEIIEHUS 06 OTMEHe TIOCyIapCTBEHHON
perucTpanii MeIULUHCKOTO U3IETIMS.

Cpox mpenocTaBiaeHus rocyAapcTBEHHOU YCIIYTH, B TOM YHCIIE C YIETOM HEOOXOIUMOCTH
obpaleHHs B OpraHH3aliH, yYacTBYIOLIKME B IPEIOCTABIEHUH FOCYAapCTBEHHOM YCIIyTH,
CPOK IIPHOCTAHOBJICHN NPEOCTABJICHNS TOCYJaPCTBEHHON YCIyTH B CiIy4ae, eClIH
BO3MOXXHOCTB [IPHOCTAHOBJICHUS IIPEIyCMOTpEHa 3aKOHOAaTeNbCTBOM Poccuiickoi
Denepanyy, Cpok BbAAYM (HAPABIICHHUS ) JOKYMEHTOB, SBJISIFOLIUXCS PE3YILTATOM
IIPEeIOCTABIICHUS TOCYTapCTBEHHOU yCITyTH

12. Cpox mnpenocTaBieHuss TOCYAapCTBEHHOM YCIYyrM H BbIAAYd (HAIPABIICHHS)
JOKYMEHTOB, SIBIISIOLIUXCS Pe3yIbTaTOM NPEIOCTABICHHS IrOCYIapCTBEHHOM YCIIyTH:

1) rocynapcTBeHHas perucTpaiis METUIIMHCKOrO H3JENUsl OCYIIECTBISETCS B CPOK,
He mnpesblnaroumii 50 paboumx nHeH co JAHA TPHHATHA peEHIeHHS O Hadvaje
roCy1apCTBEHHOM pErucTpaluy MeIUIIMHCKUX W3/IEIIHM.

Cpox mpoBesieHNS KIMHUYECKUX HCIBITAHHN MEIMIHMHCKOIrO M3Aeaus B 50-IHeBHbIH
CPOK He BKJIFOYAeTCH.

Cpok npuOCTaHOBJICHHUS MPEOCTABIEHHS TOCYAaPCTBEHHON YCIIYTH MCYUCISETCS CO
JOHA TpUHATHS Poc3apaBHAan30poM pelieHUsi O BblIavye paspellieHHs Ha NpOBeIeHUE
KJIMHUYECKUX MCIBITAaHUH MEIUIUHCKOIO U3JeNus 10 AHS mpuHATHs Poc3npaBHag3zopom
pelleHs 0 BO30OHOBJIEHIH rOCYIapCTBEHHOM PErUCTPAIlME MEAUIIMHCKOTO U3/,

2) BHECEHNE U3MEHEHUI B IOKYMEHTBI, COJIEPKALMECS B PETHCTPALMOHHOM JOChE, He
TpeOYIOIUX TPOBENCHUS OKCHEPTH3bl KauecTBa, 3(D(MEKTUBHOCTH U 6GE30IaCHOCTH
MEIULUHCKOTO U3AEIIUs OCYIIECTBISETCSA B CPOK, He MpeBhIIIAlomui 15 pabouux aHel co
JIHS IPUHSATHS pELIEHUs] O PACCMOTPEHUH 3asIBJICHUS] O BHECEHHH U3MEHEHUH U JJOKyMEHTOB,
IIPEyCMOTPEHHBIX IYHKTOM 15 AIMUHUCTPAaTHBHOTO perilaMeHTa.

Bpemsi co nHA HampaBieHus yBeqomiieHus Poc3apaBHaa3opa O HEOOXOTUMOCTH
ycTpaHeHuss B 30-IHEBHBI CPOK BBISBJICHHBIX HapylmleHWd W (WiM) TpeACTaBIICHUS
JOKYyMEHTOB, KOTOpBIE OTCYTCTBYIOT IO AHS TOJYYEHHS OTBETAa HAa YBEIOMJICHHE He
YYMTHIBAETCS IIPH UCYMCIICHUH CPOKa BHECEHUS U3MEHEHUH B IOKYMEHTHI, COJIepKalirecs
B PErMCTPallHOHHOM JIOCh€ He TpeOyIoIuX HpOBeJeHHS OSKCIEepTU3bl KadecTsa,
3¢ QeKTHBHOCTH M 6E30MACHOCTH METUIIMHCKOTO U3JIEIHS;

3) BHeceHUe U3MEHEeHW# B JOKYMEHTHI, COJEpXKAIMECS B PECHCTPALIHOHHOM JIOCHE,
TpeOyIOLMX TPOBEAECHHS OKCIIEPTU3Bl KauecTBa, 3(GQMEKTUBHOCTH H OE€30MaCHOCTH
MEIHUIMHCKOrO OCYINECTBJISIETCS B CPOK, He IpeBblaromuii 35 pabouux AHel co OHA
NPUHATHS PELICHUS O PaCCMOTPEHHUH 3asBJICHUS O BHECEHHHM M3MEHEHMiI U JOKYMEHTOB,
IPEIyCMOTPEHHBIX ITyHKTOM 17 AIMUHUCTPATHBHOTO PerjaMeHTa.

Bpems co naHs HanpaBneHuss 3amnpoca Poc3mpaBHanm3opa O NpeCTaBlIEHUH
HeOoOXOAMMBIX MaTepUaIOB W CBEINEHHM OO JHS I[OJydYEeHHWS OTBETa Ha 3ampoc He




YYUTBHIBAETCS IIPU UCUUCIICHUN CPOKA BHECCHHS H3MEHEHHMH B JIOKYMEHTBI, COAepKaIIUeCcs
B PErHCTPallUOHHOM JOChe, TpeOYIOIIMX TMPOBEJACHHUS OKCIIEPTH3bl  KauecTBa,
3¢ dexTuBHOCTH 1 6E30MACHOCTH MEIUIIMHCKOTO U3ETIHS;

4) cpok odopMieHHsT W BbiIayM (HaANpaBieHHs) AyOJHKaTa PEruCTPalHOHHOrO
YIOCTOBEPEHHUS HA MEIUIMHCKOE M3/IENIMe COCTaBIAeT 7 paboduX AHEH CO JHS MOTydeHUs
JIOKYMEHTOB, YKa3aHHBIX B TyHKTe 18 AJIMUHUCTPATHBHOI'O perjaMeHTa;

5)cpok Bblmaud  (HampaBjieHWs)) PECHCTPAIMOHHOTO  YIOCTOBEPEHHs OO
yBeIOMIIeHUs 00 OTKa3e B TOCYAapCTBEHHOM PETrHCTpallMd MEIUIMHCKOTO W3IeIUs
cocrasiser 10 pabodux qHei co THS MONy4YeHHUs 3aKITFOYEHNS M0 Pe3yIbTaTaM IKCIIePTH3bI
KauecTBa, 3P (HEeKTHBHOCTH B 0€30IMaCHOCTH MEUIIMHCKOr0 U3/ENH;

6) cpok BeIHA4YW (HaMpaBjIeHHs) YBEIOMIIEHHUS O BHECEHHUM M3MEHEHHIA B JIOKYMEHTBI,
colepKallecss B PETUCTPALMOHHOM JIOChe M CPOK BBIJAaYd  (HampaBlICHUS)
nepeo@opMIIEHHOTO PETHCTPAIHOHHOrO YIOCTOBEPEHUs (B Cilyyae BHECEHHS H3MEHEHHH B
Hero) coctaBnser 10 paboumx aHelW CO JHS MOJNYyYEHHs 3aKIIOYEHHUS IO pe3ybTaTam
JKCIEPTU3BI KauecTBa, 3P HEKTHBHOCTH H 0€3011aCHOCTH MEAUIIMHCKOTO H3ICIIHUS;

7) cpok BbIauM (HampaBJIeHUs) YBeJIOMJIEHUs 00 OTKa3e BO BHECEHHH W3MEHEHHI B
JOKYMEHTBI, COZIepXKallluecsi B PETHCTPAI[IOHHOM JO0Che JTUOO YBEAOMIIEHUS O BHECEHUU
U3MEHEHHH B JOKYMEHTBI, COJEp)KaIlMecs B PETHUCTPAlMOHHOM Jocbe cocTaBiseT 10
pabouMx NHe# co THS MONYYEeHHs 3aKIIOYEHHs [0 pe3yJbTaTaM 3KCIEpTHU3bl KauecTBa,
3¢ dEeKTUBHOCTH U O€30IMaCHOCTH MEIUIIMHCKOIO U3/IEIIHS;

8) cpox Bblmaud (HampaBJiEeHHS) YBEAOMJIEHHS 00 OTMEHE TOCyIapCTBEHHOU
perucTpauvy MEAUIMHCKOTO M3AENUs COCTaBisgeT 3 pabovymx OHSA C CO AHS MOAMUCAHUS
NpuKa3a 00 OTMEHE TOCy/IapCTBEHHOM PErHCTPallii MEIMIIHHCKOTO U3IeITHS.

HopMatuBHbI€ IpaBOBbIE aKThl, PETYIUPYIOIIUE TIPEAOCTABIEHUE rOCYAapCTBEHHOMN
YCIYTH

13. IlepeyeHr HOpMAaTHBHBIX IPABOBBIX AaKTOB, PETYJIHUPYIOUIMX MPEAOCTABICHUE
roCyJapCTBEHHOM yCIIyTH, pa3Memiaercs Ha o¢uimansHoM caiite PoczapaBHagsopa, B
dbenepanbHOM peectpe U Ha EquHoM moprare.

HcuepnpiBaromuii nepedeHsb JOKYMEHTOB, HEOOXOIUMBIX B COOTBETCTBUU C
HOPMAaTUBHBIMU MTPABOBBIMHU aKTaMH JIJIsi IPEIOCTABIICHUS TOCYJAPCTBEHHON yCIIyI'M U
YCIIYT, KOTOpbI€ SBJISIOTCS HEOOXOAMMBIMH U 00A3aTEeILHBIMH ISl IIPEIOCTaBIEHUS
roCyAapCTBEHHOH YCIIYTH, MOMJICKAIINX TPE/ICTABICHHAIO 3aIBUTEIIEM, CIIOCOOBI UX
IIOJIy4€HHUs 3asBUTEJIEM, B TOM YHCJIE B 3JICKTPOHHOM (PopMe, MOPSIAOK UX MPECTABICHHUS

14. ina rocynmapcTBeHHOH perucTpallid METUIMHCKOrOo H3JeNus 3asBUTEINb
npeacTasiser (Hanpasnsier) B Poc3apaBHan3op ciieayromuye JOKyMEHTHI:



1) 3asiBlIeHHE O rOCYyIapCTBEHHOW PETHCTPALMM MEIUIUHCKOrO H3Jelus no (Gopme
COIJIaCHO MpHJIOXKEHUIO Ne 1 Kk AIMUHUCTPATUBHOMY pETJIAMEHTY;

2) KONMIO  JTOKyMEHTa, MOATBEP)KAAIONIEr0 IIOJHOMOYUS  YIOJIHOMOYEHHOIO
NIpeICTaBUTENS IIPOU3BOAUTENS (MU3TOTOBUTEIIS);

3) cBefieHUs O HOPMATHBHOM JTOKYMEHTAIMN HAa MEAUIMHCKOE U3/IETIHE,;

4) TEXHUYECKYI0 NOKYMEHTAIMIO NPOU3BOAUTENS (M3rOTOBHUTEINSA) HA MEIUIMHCKOE
U3JeTne;

5) 3KCIUTyaTallUOHHYI0  JOKYMEHTAlHI0  [POM3BOAUTENS  (M3rOTOBHUTENA) HAa
MEIAMIMHCKOE HU3JE]IUE, B TOM YKCIIE HHCTPYKIHIO MO MPUMEHEHHUIO MJIH PYKOBOACTBO IIO
3KCILTyaTalluy MEAUIIMHCKOTO H3/IeITHS;

6) dbororpadudeckre u3oOpaxkeHuss 0OIIEr0 BUAA MEAUIMHCKOrO U3MIEHs BMECTE C
IPUHAIIEKHOCTAMH, HEOOXOAMMBIMH JJIS TPUMEHEHHMS MEIUIIMHCKOTO H3JENUs 10
HasHayeHU1o (pasmepoM He meHee 18 x 24 caHTHMeTpa);

7) IOKYMEHTBI,  IOATBEPXKJAIOIIHE  pe3ylbTaThl  TEXHHYECKHX  HCIbITaHH
MEIULIUHCKOr0 H3eHns;

8) IOKYMEHTHI, HOATBEPXKIAMOILINE Pe3YIbTaThl TOKCHKOJIOTHYECKMX HCCIIEJOBAHMIA
MEIHUIMHCKOIO M3AENHs, UCIOJIb30BaHUE KOTOPOro MpennojaraeT Hajlu4he KOHTaKTa C
OpraHu3MOM YeJIOBEKa,;

9) NOKYMEHTHI, MOATBEPIKAAIOIINE PEIYIIBTATHI UCIILITAHUN MEAMIUHCKOTO U3JIe/us B
HEeNSX YTBEPXKACHUS THUIIA CPEACTB M3MepeHHWi (B OTHOIICHHWH MEOUIIMHCKUX HW3IENHH,
OTHOCAIIMXCA K CpPEACTBaM H3MEpEeHUH B cdepe ToCyIapCTBEHHOTO peEryIHpOBaHUS
obecreveHuns eqUHCTBA U3MEPEHHIA?);

10) o MeaMUUMHCKUX HW3IeNui 1 Kilacca MOTEHIHANBHOTO PHCKA MPUMEHEHMS |
MEIMIMHCKHAX H3JeNUA JJI1 OUarHOCTHKM in Vitro - CBeJeHHUs, MOATBEPKAAOIIHe
KIMHHUYECKYIO 3 ()EKTUBHOCTD U 0€30I1aCHOCTh MEUIUHCKHX M3IEIIHIA;

11) mpoekT 1UIaHa  KIMHAYECKMX  HCIBITAHMHA  MEAUIMHCKOTO  M3JENHS  C
000CHOBBIBAIOIUMH €T0 MaTepuanaMu ([P HAJTHIHH);

12) cBefienus O BBIIAHHEIX Poc3ipaBHA30pOM pa3spelleHHsX Ha BBO3 MEJUIMHCKHX
H3JIeIMA C LENbI0 WX TOCYyJapCTBEHHOW perucTpalud (I8 MEIULUHWHCKHX H3IeNnii
MHOCTPAHHOTO MPOU3BOJICTBA);

13) koK JXOKYMEHTOB, MOJTBEPXKIAMOIIAX KAYeCTBO JIEKAPCTBEHHOIO Iperapara,
(papmarieBTHYeCKOH CyOcTaHIUHM, OWOJIOTMYECKOro Marepuala W HHOTO BEIIeCTBa, C
HCIOJIb30BaHUEM KOTOPBIX IIPOU3BENCHO MENUIIMHCKOE U3IEIHE UJIK KOTOPBIE BXOJST B €r0
COCTaB M KOTOpBIC MHpelHa3Hau€Hbl JJisi NMPUMEHEHHS TOJIbKO ¢ Y4YeTOM Ha3HaueHUs
MEIUIHHCKOI 0 U3M€ENHUs, OIIPEeIeJICHHOTO IPOU3BOJUTENIEM, H BBIJIAHHBIX B COOTBETCTBHU C

2 Ipuka3s MunucTepcTra 3apaBooxpanenus Poccuiickoit deaepaunn ot 15 aBrycra 2012 r. Ne 891 «O6 yTBepxKIeHAN
Topsinka npoBecHKS UCTIBITAHMI B LIENAX YTBEPKACHUS TUTIA CPEACTB M3MEPEHMUIA, & TaKKe NepeyHd MeAULIMHCKUX M3JeNHii,
OTHOCSLIMXCSA K CPEJICTBAM HM3MEPEHHi B cdepe rocyIapcTBEHHOTO PeryjlMpOBaHHA OOecTiCUCHHS €AWHCTBA U3MEpEHUi, B
OTHOLICHHHM KOTOPBIX MPOBOAATCS HCMBITAHHA B HENAX YTBEPXKAEHHWd THIA CPEACTB HM3MepeHui» (3aperucTpupoBaH
MunucrepctBoM roctuimu Poccntickoit @enepauun 25 nexabps 2012 r., peructpanuonssiii Ne 26328).



3aKOHOJIaTEIbCTBOM CTpaHbl  MPOUCXOXKJEHUS  JIEKApCTBEHHOTO npernapara,
(GapmarneBTHYECKOH CyOCTaHIIMH, OHOJIOTHYECKOTr0 MaTepraa ¥ HHOTO BEIIEeCTBa;

14) onuck nmpunaraeMeIX J10KyMEHTOB.

15. s BHeceHUs M3MEHEHWH B IOKYMEHTHI, CONEPXKAIIHECS B PETHCTPAMOHHOM
I0Cke, He TpeOYyIIMUX TMPOBEJEHUSA OSKCIEPTH3BI KauecTBa, 3(PPEKTHBHOCTH H
0€30MacCHOCTH MEIULUMHCKOTO H3JeNis 3asBUTe]b MpeACTaBideT (HampaBiseT) B
PocsnpaBHanzop ciemyromnye JOKyMEHTHI:

1) 3asBneHre O BHECEHWM H3MeHeHHH Mo (OpMe COIIacHO MPUIoKeHHIO Ne 4 K
AJIMUHUCTPAaTUBHOMY peIJIAMEHTY;

2) KONMI0O  JOKyMEHTa, MOATBEPXKAAIOUIEr0 IOJHOMOYHSA  YIOJHOMOYEHHOIO
IIPENCTABUTENS IIPOU3BOAUTENS (M3TOTOBUTENSA ),

3) IOKYMEHTHI U CBEJICHHUS 0 COOTBETCTBYIOIIMX H3MEHEHHUX, B TOM YHCIIE JIOKYMEHTHI,
IOATBEPXKAAIOUIME H3MEHEHHs, yKa3aHHble B moanmyHkrax 1, 2, 3, 5, 6 myHkra 16
AJIMMHUCTPAaTUBHOTO perjlaMeHTa, a TakkKe B cliydyae H3MEHEHHs HauMeHOBaHMUs
MEAULUHCKOTO U3/IeITHS:

CBEIEHH O HOPMATUBHOM TOKYMEHTAllMM Ha MEIUIIMHCKOE U3/eliue;

TEXHHYECKYIO NOKyMEHTAlMIO MPOM3BOAMTENS (M3rOTOBUTENSI) HA MEIULUHCKOE
U3JeNKe, IPUBEICHHYIO B COOTBETCTBUE C HOBHIM HAHMEHOBaHHEM MEIUIITHCKOTO U3/1EITHS;

JKCIUIyaTallMOHHYI0  JOKYMEHTAlMI0O  MpOU3BOAUTENs  (M3rOTOBUTENA)  Ha
MEIUIMHCKOE U3eNue (B TOM YUCie HHCTPYKIHUIO 10 IPUMEHEHHUIO UM PYKOBOJCTBO IO
OKCIUTyaTallud MEIMLUHCKOTO H3JeNus), INPHBEIEHHYIO B COOTBETCTBME C HOBBIM
HaMMEHOBaHNEM MEIUIIMHCKOTO H3IEITHS;

dororpaduueckue n300paxkeHHsT OOINEro BHAA MENUIMHCKOrO H3IEJHs BMECTE C
NPUHAIEKHOCTIMYA, HEOOXONUMBIMH ISl TIPUMEHEHHS MEAMIUHCKOTO W3JENHs 10
Ha3zHa4YeHUIOo (pa3MepoM He MeHee 18 x 24 caHTUMeTpa);

4) TOKyMEHTHI IIPOM3BOAUTENS M (M) OpraHU3alKil, OCYIECTBIISIONIUX IPOBEACHUE
TEXHUYECKUX MCIBITAHUN, TOKCHKOJIOTUYECKUX UCCIEJOBAHUHN, KIMHUIECKUX UCTIBITAHUMH
(pe3ynbTaThl COOTBETCTBYIOIIMX WCIBITAHHWI), MOATBEPXIAIOIIKE, YTO BHECEHHE
3asBJICHHBIX U3MEHEHUH HE BIIEYeT U3MEHEHHUS CBOMCTB W XapaKTEPHCTHK, BIUSAIOMUX Ha
Ka4€CTBO, 3P YEKTUBHOCTD M O€30I1aCHOCTh MEAMITUHCKOTO M3IENH, HIIA COBEPIIEHCTBYET
CBOMCTBA M XapaKTEPUCTUKH IIPH HEM3MEHHOCTH (QDYHKIMOHATBHOTO Ha3HauUeHUsS U (HJIH)
IpPUHIUIIA JEHCTBUS MEIUIIMHCKOTO H3EITHS;

5) opuruHaN perucTpaoHHOr0 YAOCTOBepeHuUs (1y0auKar);

6) onyCh MpHUIIAraeMbIX TOKYMEHTOB.

16. K u3MeHeHUsM, BHOCHMBIM B JOKYMEHTBI, COJEPIKAIIMECS B PETUCTPALHOHHOM
Iocbke, He TpeOyloUIMX MPOBEACHHUS OJKCHEPTH3Bl KadecTBa, J(QGEKTHBHOCTH W
6€30I1aCHOCTH METUIIMHCKOTO U3IEJIHS, OTHOCSTCS:

1) n3meHeHHe cBeleHU#l 0 3asBUTEIIE, BKIIIOYAs CBEICHHS:

O peopraHu3allii IOPUIUIECKOTO JINIa,;



00 M3MEHEHHWHM HAaMMEHOBAHMS IOPHANYECKOro Juna (moJHOro U (IpU HAIMYHH)
COKpAILEHHOI'0, B TOM 4HCIIe GUPMEHHOTO HAMMEHOBAaHHS ), aipeca MEeCTa €ro HaX0XKACHHS;

00 u3MeHeHMH GaMMIMK, MMeHH W (IPM HaJIWMYMK) OTYECTBA, aipeca MecTa
KHUTEJIbCTBA HHAMBHUIYAIbHOIO IpEANPUHUMATENIE W  PEKBU3UTOB  JIOKYMEHTA,
YAOCTOBEPSAIOMIETO €TI0 TUIHOCTB;

2) MI3BMEHEHHE CBEICHHH O JMIE, HA KM KOTOPOrO MOXET OBITh BBHIJAHO
PErMCTPALIMOHHOE YOCTOBEPEHHE HA MEAUITHHCKOE U3JIENNeE, BKIIIOYAs CBEICHUS:

O peopraHu3aluy IOPHIHYECKOTO JINIA;

00 M3MEHEHHMM HAMMEHOBAHHS IOPUIMYECKOro iHua (MOJHOTO W (TPH HAJIMYMK)
COKPAIIIEHHOT'0, B TOM 4YHClIe GUPMEHHOr0 HAMMEHOBAHHS ), a1peca MeCTa ero HaXOXK/IECHHS
Ui GaMUIUM, UMEHU U (TIpH HAJIHYHH) OTYECTBA, MECTA XKUTENLCTBA HHIAMBUIYAIHLHOTO
NpeanpUHAUMATE]IS,

3) u3MeHeHue axpeca MecTa IPOU3BOACTBA (U3rOTOBIIEHHUS ) MEJAUIIMHCKOTO H3EIIHS;

4) u3MeHeHe HaUMEeHOBaHUS MEIMIIMHCKOTO U3/ENHs B CIIydae, €CIIM He U3MEHUIIUCh
CBOMCTBA M XapaKTEPUCTHUKH, BIUSIOLINE HA Ka4eCcTBO, 3)(PEKTHBHOCTh U 0€30MacHOCTh
MEAMIMHCKOTO M3/EIUs, UM COBEPLICHCTBYIOTCS €r0 CBOMCTBA U XapaKTEPHUCTHKH IPH
HEU3MEHHOCTH (YHKUMOHANBHOTO Ha3HaueHMs W (WIH) TpUHOWOA JedCTBUS,
peaycMaTpuBarolIee:

nobaBieHue (HUCKIIOYEHHE) MPHHAMIEKHOCTEH MEIMIMHCKOTO M3IEIHs WM
HW3MEHEeHHE HX HANMEHOBAHMUS,

yKazaHWe, H3MEHEHHE U HWCKJIIOYEHHE TOBApHOTO 3HAKa M HHBIX CpeNCTB
VHIUBUAYAIU3AIIUH MEIUI[AHCKOTO HU3IEINSI,;

HU3MEHEHHE KOJIMYECTBA CAMHUII MEAUIMHCKOrO H3/IEJIUS HIIH €ro COCTAaBHBIX YacTel,
KOMIUICKTYOIIMX, YKa3aHHBIX B IIPUIIOKEHUH K PETUCTPALIMOHHOMY yIOCTOBEPEHHIO;

YKa3aHue WJIM MCKIIOYEHUE BapUaHTOB MCHOJHEHHUS (Mojeell) MeIUIHHCKOro
U3,

M3MEHEHUE MAPKUPOBKH M (UJIH ) YITAKOBKU MEIUIIHHCKOTO H3/EIIH;

5) u3MEHeHNe NPOU3BOAUTENEM (W3rOTOBHTENIEM) MEIMIMHCKOIO H3JIENUS CPOKOB
JEeHCTBHA JOKYMEHTOB, COAEPKAIUXCS B PETUCTPAIIMOHHOM J0CKE;

6) usmMeHeHne HHQoOpMaUH 00 YIOJTHOMOYEHHOM MHPEICTABUTENE MPOU3BOAUTENS
(M3roTOBUTENS ) METUIIUHCKOTO M3/IEITH.

17. Jlnst BHECeHUs H3MEHEeHU B IOKYMEHTBI, YKa3aHHbIE B IIOANYHKTaxX 4, 5 mynkra 14
AIMHHHCTPaTUBHOI'O perjiaMeHTa COJAEPKAIIHECS B PETUCTPALHOHHOM J0Che, TPEOYIOIMX
IIPOBEJICHUSI DKCIEPTH3bl KauecTBa, 3(P()EeKTHBHOCTH U 0€30MacHOCTH MEIUIMHCKOro
U3JIE€IIUsA, 3asgBUTENbL MpeAcTaBisieT (Hampasiser) B Poc3apaBHan3op chemyrommue
JIOKYMEHTHI:

1) 3asBNIeHHe O BHECEHMHM H3MEHEHHM 0 (opMe COIIacCHO MPHIOKEHHIO Ne 5 K
AIMUHUCTPAaTHBHOMY perJIaMeHTY;
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2) KONHMIO  JOKyMEHTa, IMOATBEPXKIAIOIIEr0 IIOJHOMOYMS  YHOJHOMOYEHHOTO
IpeACTaBUTENS IPOU3BOIUTENS (U3TOTOBUTENS);

3) IOKYMEHTEI U CBEJIEHHUS O COOTBETCTBYIOLIUX M3MEHEHHSX, B TOM YHCJIE JOKYMEHTHI
NPOU3BOAMTENS M (MJIM) OpraHU3aluil, OCYUIECTBISIOIUX IMPOBEIEHUE TEXHHYESCKHX
HCTIBITAHUM, TOKCHKOJIOTUYECKHUX HCCIIEN0BaHUMN, KITMHUYECKUX MCIBITAHUN (pE3yNIbTATHI
COOTBETCTBYIOIIMX HCHBITAaHWH), TIOATBEPXKIAIOLIME, YTO BHECEHHE 3agBJIEHHBIX
U3MEHCHHMM BJICYET W3MCHEHHUS CBONCTB M XapaKTEPHCTHMK, BJIHMAIOIIMX HAa KadyecTBO,
3¢ QeKTUBHOCTD M 6€30IIaCHOCTh MEMIIMHCKOTO M3/eJIHs, MM COBEPIIEHCTBYET CBOMCTBA
1 XapaKTePUCTHKH MPY HEM3MEHHOCTH (QYHKIIMOHAIBLHOTO Ha3HAYEHUS W (MJIH) IPUHIUIIA
JAEHCTBUS MEAUITUHCKOTO H3IEIIHS,

4) onUCh MpHUJIaraeMbIX JJOKYMEHTOB.

18. [lna nomydenus nyOauKaTa periCTPAHOHHOIO yYAOCTOBEPEHHS HA MEIUIMHCKOE
U3JieJIMe 3asABUTENb MIPEACTaBIgeT (HanpasisieT) B Poc3apaBHaa3op 3asBieHHEe O BhIJaue
ny6nmKaTa PeruCTPAlMOHHOTO YIOCTOBEPEHHUS 110 (opMe COTIACHO MPUIIOKEHHI0 Ne 6 K
AIMHHHCTPaTUBHOMY perIaMeHTy. B ciiydae mopuu perncTpaiMoHHOTO YAOCTOBEPEHHS K
3asBJICHHIO O MIPEJOCTaBJIEeHHH AyONuKaTa MpHiIaraeTcs UCIOPYEHHOE PErHCTPAMOHHOE
YAOCTOBEpPEHHE.

19. [lns oTMeHBI rOCyAapCTBEHHOW PErMCTPAllMH MEAMIIMHCKOTO M3JeNMs 3aiBUTENb
npencrasisier (HanpasisgeT) B PocsapaBHan3op 3asBiienre 06 OTMEHE IOCyIapCTBEHHOM
pPETUCTpali MEINUIMHCKOrO H3Aenus 1o ¢opMe corjlacHo IMpuiokeHnro Ne 7 k
AJIMHHHCTPaTUBHOMY perJiaMEHTYy.

20. B ciy4ae ecnu OpUTHHANBI TOKYMEHTOB, YKa3aHHbIX B MyHKTax 14, 15, 17, 18, 19
AJZIMUHWCTPAaTHBHOTO  perjaMeHTa, COCTaBJEHHl Ha HHOCTPAaHHOM f3bIKE, OHH
NPEACTABISIOTCS C 3aBEPEHHBIM IIEPEBOJIOM HA PYCCKMIA A3bIK.

21.3asBneHre M NOKYMEHTBHI, IpPENYCMOTpeHHble myHKTamm 14, 15, 17, 18, 19
AZIMUHUCTPAaTHBHOIO perijaMeHTa, NpPeICTABIAIOTCA (HANpaBISIOTCS) 3asBHTENEM B
Pocsnpasuansop Ha 6yMa)kKHOM HOCHTEJE HEMOCPENCTBEHHO UM HAMPABJIAIOTCS 3aKa3HBIM
IIOYTOBBIM OTIPABIECHUEM C YBEJAOMICHHEM O BPYYEHHMHM M OINMCHIO BIIOKEHHS JIMOO B
3NEKTPOHHOM (OpMe, MOANMCAHHBIE HIEKTPOHHOM NOANUCHIO, Yepes ceTh «MHTepHeT», B
TOM YHCIIe nocpencTsoM ExnHoro mopraina.
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HcyeprnpiBaroinuii nepedeHb JOKYMEHTOB, HEOOXOAUMBIX B COOTBETCTBUH C
HOPMATHBHBIMH IIPaBOBLIMU aKTaMH I IPEIOCTaBICHUS TOCYIapCTBEHHOM YCIYyTH,
KOTOPBIC HAXOAATCS B PACHOPSDKEHUU FOCY IApCTBEHHBIX OPraHOB, OPraHOB MECTHOTO

CaMOYIpaBJICHUS ¥ HHBIX OPraHOB, yYaCTBYIOINX B IPEIOCTABJICHUH rOCYAapCTBEHHOI
YCIIyTH, B KOTOPEIE 3asBUTEND BIIpaBe IIPEICTaBUTh, @ TAK)KE CIIOCOOBI UX TIONyUEHHS
3asABUTENISAMH, B TOM YUCJIE B 3JIEKTPOHHOM (QopMe, MOPIIOK UX MpPeICTaBICHHS

22.]lna nOpenocTaBieHHMS TOCYNAPCTBEHHOM YCIYTH HEOOXOOMMBI CIIEAYIOIIUE
CBEICHHS, HAXOISIIMECS B PACTIOPSDKEHUH TOCYIapCTBEHHBIX OPraHOB:

1) ®HC Poccuu - cBeneHus o 3asBuTeElE, Coaepx)amuecs B EquHOM rocy1apcTBeHHOM
peecTpe HIOPHAMYECKHMX JIMI, EIMHOM TOCYAapCTBEHHOM peecTpe HHANBUIYaAIbHBIX
MpeanpuHUMAaTENei;

2) KaznauelictBo Poccun - cBenenuss o6 omiare rocyAapCTBEHHOM MOILIMHBI 34
IIPEIOCTaBJIEHUE TOCY IApCTBEHHON YCIIyTH.

23.3asBUTENb BHpaBe MNPEICTaBUTh (HANPAaBUTh) YyKa3aHHBIE B IyHKTe 22
AJIMMHUCTPaTUBHOIO perJiaMeHTa CBeJIeHUs 110 COOCTBEHHOM MHUIMATHUBE.

24.1lpn mpenoCTaBICHHH TIOCYIapCTBEHHOM yciayrn PocsapaBHan3op He BIpaBe
TpebOBaTh OT 3asABUTENS:

1) npencraBieHns NOKYMEHTOB M WH(OPMAIMH MM OCYLIECTBICHUS IEHCTBUIA,
NPEJICTABICHHE MM OCYIUECTBICHHE KOTOPHIX HE IIPEIyCMOTPEHO HOPMATHBHBIMH
NPaBOBBIMH aKTaMH, pEryJUpYIOIIMMH OTHOLIEHHWS, BO3HHUKAIOIIUE B CBA3H C
IIPEIOCTAaBICHUEM IOCYAaPCTBEHHOM YCIIYTH;

2) npeAcTaBIeHUsT NOKYMEHTOB W WHGOPMALUM, KOTOPblE B COOTBETCTBHH C
HODMAaTUBHBIMH MNpPaBOBbIMH akTamMH Poccuiickoii ®enepaiiu, HOPMATHBHBIMH
IIPaBOBLIMH aKTaMH CyOBeKTOB Poccuiickoit @enepaiini 1 MyHHIMIATBHBIMU PaBOBEIMH
aKTaMH HaxXOOATCS B PACIOPSHKEHUM TOCYJAapCTBEHHBIX OPraHoOB, IPENOCTaBJISIIOIIMX
rOCYJapCTBEHHYIO YCIyry, HHBIX TOCYAapCTBEHHBIX OPraHOB, OpPraHOB MECTHOIO
CaMOyIpaBlieHHsi W (MIM) HOABEIOMCTBEHHBIX I'OCYAAapPCTBEHHBIM OpraHaM W OpraHam
MECTHOTO  CaMOYNpAaBJICHHWs  OpraHM3alvii, Yy4YacTBYIOIIMX B  MPEAOCTABIICHHH
IOCYAAPCTBEHHBIX HJIA MYHHULIMNIIAIBHBIX YCIIYT, 38 UCKIIOUYEHUEM JOKYMEHTOB, YKa3aHHbBIX
BYacTH 6 crateu 7 ®enepanbHoro 3akoHa ot 27 uiofst 2010 r. Ne 210-®3 «O6 opranuzanuu
IPEIOCTABICHHS TOCYJapCTBEHHBIX M MYHHIMMNAIBHBIX yciuyr» (nanee-DexepanbHbIi
3aKkoH oT 27 utosst 2010 r. Ne 210-®3)3;

3) npeAcTaBIeHHs JOKYMEHTOB U HHPOPMALIUH, OTCYTCTBHE U (HUIJIM ) HEOCTOBEPHOCTE

3 CoGpanue 3akoHomarenbcTBa Poccuiickoit ®enpepanun, 2010, Ne 31, ct. 4179; 2011, Ne 15, cr. 2038; Ne 27, ct. 3873;
cT. 3880; Ne 29, cr. 4291; Ne 30, ct. 4587; Ne 49, cr. 7061; 2012, Ne 31, ct. 4322; 2013, Ne 14, ct. 1651; Ne 27, c1. 3477,
cT. 3480; Ne 30, ct. 4084; Ne 51,ct. 6679; Ne 52, cT. 6952; c1. 6961; ct. 7009; 2014, Ne 26, cT. 3366; Ne 30, cT. 4264; Ne 49,
cT. 6928; 2015, Ne 1, ct. 67;°c1. 72; Ne 10, c1. 1393; Ne 29, cr. 4342; ct. 4376; 2016, Ne 7, cT. 916; Ne 27, ct. 4293; cT1. 4294;
2017, Ne 1, cr. 12; Ne 31, ct. 4785; Ne 50, c1. 7555; 2018, Ne 1, ¢T. 63; Ne 9, ct. 1283; Ne 17, c1. 2427; Ne 18, cT. 2557; Ne 24,
cT. 3413; Ne 27, ct. 3954; Ne 30, cr. 4539; Ne 31, cr. 4858; oduuManbHEI HHTEPHET-TIOPTAT NPABOBOM HH(OPMaLMH
http://www.pravo.gov.ru, 1 anpens 2019 r.
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KOTOPBIX HE€ YKa3pIBAJMCh IIpH I[I€PBOHAYAIBHOM OTKa3e B IpHEME JOKYMEHTOB,
HEeOOXOIMMBIX IS NPEIOCTABIICHUS TOCYAapPCTBEHHON YCIIYrH, JU0O0 B IPeAOCTaBICHUH
rOCyTapCTBEHHOM YCIIyTH, 3a UCKIIOYEHUEM CIIy4aeB, IPeIyCMOTPEHHBIX TYHKTOM 4 4YacTH
1 crateu 7 @enepanpHoro 3akoHa ot 27 urons 2010 r. Ne 210-®3.

HcuepnriBaroluii mepeyeHb OCHOBAHU I OTKAa3a B IIPUEME IOKYMEHTOB,
HEOOXOMMBIX JJIS TPENOCTABIIEHUSI TOCYIapCTBEHHON YCIyTH

25. OcHOBaHHMSI JJi1 OTKasa B I[PHEME JOKYMEHTOB, HEOOXOMUMBIX JJIs
IIPEOCTaBJICHHS IOCYJapCTBEHHON YCIyTH:

1) B ciayuae HeycTpaHeHus B 30-AHEBHBIM CPOK BBISBJIEHHBIX HApyLIeHHN U (Min)
HEIPENCTABIECHUSA JOKYMEHTOB, KOTOpPBbIE OTCYTCTBYIOT, yYKa3aHHBIX B YBEJIOMJICHHH O
HEOOXOIMMOCTH YCTpaHEHHs BBIABJICHHBIX HapylleHuid W (WIH) TpeACTaBIeHHs
OTCYTCTBYIOIIIMX JAOKyMEHTOB, Poc3apaBHam30p NpHHMMAEeT pelieHHe O BO3BpaTe
3a4BJICHMS O PETUCTpPallUd U  JAOKYMEHTOB, TMPEAYCMOTPEHHBIX IyHKTOoM 14
AIMUHHCTPaTUBHOTO perjlaMeHTa, C MOTHBUPOBAaHHBEIM 000CHOBaHHEM MIPHYUH BO3BPATa,;

2) B ciydae HeycrpaHeHHs B 30-JIHEBHBIM CPOK BEISBJICHHBIX HApyIIEHHWH M (UJIM)
HEMpPEeJICTaBIIEHUs] JOKYMEHTOB, KOTOpbIE OTCYTCTBYIOT, YKa3aHHBIX B YBEAOMJICHHH O
HEOOXOJMMOCTH YCTPaHEHUs BBISABICHHBIX HapylleHui u (MJIH) TpeacTaBiIeHUS
OTCYTCTBYIOIIMX JOKyMEHTOB, Poc3apaBHag30p NpUHMMAeT pelIeHue O BO3BpaTe
3adBJICHAS O BHECEHUM W3MEHEHHH M JOKYMEHTOB, NMPEIYCMOTPEHHBIX MYHKTOM 15
AJIIMMHUCTPAaTHBHOIO perjiaMeHTa (B Cllydae BHECEHHMS WM3MEHEHHH B JIOKYMEHTHI,
COJepXKalecss B PETMCTPAIMOHHOM J0Che, He TpeOyrolnue MpPOBEISHHS SKCIEPTU3BI
Ka4yecTBa, 3(QQEeKTUBHOCTH W 06€30MaCHOCTH METUIMHCKOr0 H3JeNds) U HyHKTOM 17
AJZIMMHHCTPaTUBHOIO perjiaMeHTa (B Cllydyae BHECEHHMS H3MEHEHHH B JIOKYMEHTHI,
COJEpXKAIUECSd B PETUCTPALMOHHOM JIOChE, TpeOYIOUMe MPOBENCHUS SKCIEPTH3BI
Ka4ecTBa, 3PPEKTUBHOCTH U O€30IMACHOCTH MEAMIIUHCKOrO U3AENHS ), C MOTHBUPOBAHHBIM
000CHOBaHHEM NIPHYHH BO3BpPATa.

HcuepnbiBaromuii nepeyeHb OCHOBAHUH ISt IPHOCTAHOBJIEHHS WM OTKa3a B
IPEAOCTaBICHUH FOCYJapCTBEHHOH yCIyri

26. OcHOBaHUAMU JUIsI TPUOCTAHOBJIEHHUS NPEAOCTaBICHHS IOCYAapPCTBEHHON yCIIyTU
SBJISIFOTCS:

1) npunstie Poc3npaBHan30poM peliieHds O BblAaue pa3pelleHus Ha MpOBeIeHHE
KJIMHWYECKUX HUCIBITAHUA MEIUIIMHCKOTO U3/IEITUS;

2) HampaBlieHHe 3asBUTENIO 3apoca O MPEACTaBICHHH HEOOXOAUMBIX IS
INPOBEACHUS DSKCIEepPTH3bl KauyecTBa, S(PGEKTUBHOCTH U 0€30MacCHOCTH MEOULUHCKOTO
U3JIeTINS MaTepUalloB ¥ CBEIEHUH.
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27. OcHOBaHWA 11 OTKa3a B INPENOCTABJIEHMM TOCYIapCTBEHHOH YCIyrd He
IIPEelyCMOTPEHBI.

ITepeuens ycnuyr, KOTOpbIe SBIAIOTCA HEOOXOAUMBIMU M 00S3aTENBbHBIMH IS
NpeOCTaBJICHHS FOCYy1apCTBEHHON yCIYTH, B TOM YHCJIE CBEIEHUS O JOKYMEHTE
(mOKyMeHTaXx), BbIJaBaeMOM (BbIJaBAEMbIX ) OPraHU3alUAMHE, yIACTBYIOLIUMH B
IPEJOCTaBICHUU TOCYAAPCTBEHHOHN YCIyTH

28. Ycnyra, kotopasi SBiIseTcsl HeOOXOMUMOM M 00A3aTebHOM A1 IPef0CTaBICHHS
TOCYAapCTBEHHOM YCIYI'M - 3KCIEepTH3a KadecTBa, 3(GGEeKTHBHOCTH M 6Ge30MacHOCTH
MEIULUHCKOTO U3EIHS.

JIOKyMeHTBI, BblIaBaeMble OSKCIEPTHHIMH YUYPEKACHUSAMH, YYacTBYIOIIUMH B
TIIPEIOCTABJICHUN TOCYAaPCTBEHHOM YCIIyTH:

3aKNIOYEHHE O BO3MOXHOCTH (HEBO3MOXHOCTH) MNPOBEACHUS  KIMHHYECKHUX
UCIBITAHUHM MEJVIMHCKOTO U3/IEIIHS;

3aKJIFOUCHHE IO PE3yILTAaTaM 3KCIEPTH3bl KauecTBa, 3PPEeKTHBHOCTH U 6€30I1aCHOCTH
MEAULMHCKOTO H3IETHS.

Topsanox, pasMep 1 OCHOBaHHS B3UMAHHUS FOCYIAPCTBEHHON IOILTMHBI HIIM HHON
IJ1aThl, B3UMAEMOH 3a MPEOCTABIIEHUE TOCYJaPCTBEHHOM YCITyTH

29. Yiata rocynapcTBeHHON MOLUIMHBI 338 MPEJOCTABIEHHE IOCYAapCTBEHHOI
YCIyT# OCYLIECTBIACTCS B pasMepe, yCTaHOBICHHOM NOAMYyHKTaMH 1, 3, 5 nyHkTa 1 cTaTteu
333.32.2 Hanorosoro kofexca Poccuiickoit ®eneparuu®, B COOTBETCTBHH ¢ HOAMYHKTOM 6
nyHkta 1 crateu 333.18 Hamoroeoro komekca Poccwmiickoii ®enepauuu’® 0 mogadu
COOTBETCTBYIOILETO 3asBICHUS M JOKYMEHTOB.

Iopsinok, pasmMep 1 OCHOBAaHHUS B3UMaHHsI ILUTATHI 3a IIPEAOCTABJIEHAE YCIIYT,
KOTOpBbI€ SBIIAIOTCA HEOOXOAMMBIMH U 00A3aTEILHBIMH IS IPEAOCTABIICHUS]
TOCYAapCTBEHHOH YCIIyTH, BKI0Yas HHGOPMAIHIO 0 METOAUKE pacyeTa pasMepa TaKoii
TIaThI

30.3a nmpoBeneHMe OKCHEPTU3BI KauyeCTBa, 3(P(EKTHBHOCTH H 0O€30MACHOCTH
MEJUMIUHCKAX HU3NENWA (B 3aBHCUMOCTH OT Kjacca [OTEHIMAJIbHOIO PpHCKa
UX  TPUMEHEHHS B  COOTBETCTBHM C  HOMEHKJATYpHOH  KiaccubuKaiuei

4 CobpaHue 3axoHOnaTenbeTBa Poccuiickoit ®enepammn, 2000, Ne 32, ¢t. 3340; 2017, Ne 11, cT1.1534.
3 Cobpanue 3aKOHOIATENbCTBA PoccHiicKkoit Denepanuu, 2000, Ne 32, ct. 3340; 2005, Ne 52, c1. 5581; 2009, Ne 52,
CT. 6450; 2011, Ne 49, c1. 7061; 2018, Ne 32, c1. 5094.
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MEINLUHCKAX U3ENHi®, yTBepK IeHHOH (eepanbHEIM OPTAaHOM HCIIOTHUTETBHOM BIACTH,
OCYLIECTBIISIOMUM (PYHKIIUH IO BHIPAOOTKe M peajli3ailii roCyIapCTBEHHOM MOJUTHKY K
HOPMaTHBHO-NIPaBOBOMY PpETYJHPOBAHUIO B cdepe 3IpaBOOXPAHEHHUs) YIUIAYUBACTCA
roCyJJapCTBEHHas IIOIUIMHA B pa3Mepe, YCTAHOBIEHHOM MOANYHKTaMHu 2 ¥ 4 nyHkrta 1
cratet 333.32.2 HamoroBoro xopmekca Poccuiickoii ®enepauuu’, B COOTBETCTBHH C
noyHKTOM 6 nynkra 1 craten 333.18 Hanorosoro kogekca Poccuiickoit ®enepanmu® 1o
II0JIa4YH COOTBETCTBYIOLIETO 3asBJICHHUS U JJOKYMEHTOB.

MaxcuMalbHBIi CPOK OXKHAAHUS B OUepeU TIPH ToIaue 3ampoca o
IPENOCTaBJIEHUH ITOCYJApCTBEHHOMN YCIYTH, YCIYTH, IPEeIOCTaBIIseMON OpraHU3allksIMH,
Y4acCTBYIOIIMMH B IPEIOCTaBICHUHN FOCYAAPCTBEHHOM YCIIYyTH, U MPH MOJTy4EHUH
pesyibTaTa NpeJoCTaBIeHUs TOCYJapCTBEHHON yCIyTrH

31. MakcumanpHBIli CPOK OXHIAHWUS B Oyepeld WpH T[ojade 3ampoca o
IIPENOCTABJICHMM  TOCYJapCTBEHHOH YCIYyrd MW T[pH  MOJYYEHUU  pe3yJibTara
TOCYyJapCTBEHHOM YCIIYyTH COCTaBNSET 15 MUHYT.

CpoK U NOpSAOK PErucTpaliy 3ampoca 3asBUTENIS O NPEIOCTaBICHUH
rOCyIapCTBEHHOM YCIYIH U YCIIyTH, IPEIOCTABISIEMON OpraHU3aIUsIMHU, Y4aCTBYIOIIUMHU
B IIPEOCTaBIEHUH I'OCYJapCTBEHHOH YCIYTH, B TOM YHCJIE B 3JIEKTPOHHOU popme

32. JIokyMeHTbl, MOCTYNMUBIIAE OT 3asBUTeNel B  Poc3apaBHan3op WM
IpPEACTaBICHHBIE B (OpME SJIEKTPOHHOIO JOKYMEHTA B COOTBETCTBMU C NYHKTOM 33
AJIMPHHCTPaTUBHOTO perJIaMeHTa, MOAJIeXAT PETHCTpalliid B TedeHue 1 pabodero mHs C
IaThl KX MOCTYILICHHS.

33. IIpueM ¥ perucTpanus JOKYMEHTOB, IpeCTaBiIseMblx B Poc3ipaBHan30p, B TOM
YKCiie ¢ MCIOJIb30BaHUEM HH(GOPMAIIHOHHO-KOMMYHHUKAI[HOHHBIX TEXHOJOTHHA (B (popMe
3JIEKTPOHHOI'O JOKYMEHTa), OCYIIECTBIISIOTCS TOJDKHOCTHBIME JIHiaMu Poc3npaBHan3opa,
OTBETCTBEHHBIMH 32 BBIIOJIHCHHE aJAMHUHHUCTPATHBHOM WIPOIENyphl IO MNpHEMY |
pPErucTpanyi JOKYMEHTOB IIPH IpPENOCTaBJICHHHM T'OCYIapCTBEHHOHW YCIyI'W, IO OIKCH,
KOIHUsI KOTOpPOM C OTMETKOW O JaTe MpHemMa JOKyMEHTOB B JCHb IpUeMa Bpydaercs

6 Ipukas MunuctepcTea 31paBooxpanenus Poccuiickoit ®enepaiuu ot 6 mions 2012 Ne 4u «O6 yTBepxaeHHH
HOMEHKJIATYPHOH KiIacCHPUKalN¥ MeANIMHCKUX u3jleliuit» (3aperucTpupoBaH B MHUHHCTepCTBE tocTHUmu Poccuiickoi
Oepeparmu 9 wmrons 2012 r., perucrpaudoHHbIM Ne 24852) ¢ M3MEHEHHMSAMM, BHECEHHBIMH TPHKa3oM MHMHUCTEpCTBa
sapaBooxpaHenus Poccuiickoii ®enepauun ot 25 cenrsdps 2014 r. Ne 557u «O BHeceHUH M3MeHeHUA B Npunoxenne Ne 1 k
npukasy MunuctepctBa 3apaBooxpaneHus Poccmiickodt @emepauum or 6 wmons 2012 r. Ne 4 «O06 yTBEepkIeHHU
HOMEHKJIATYPHOH KIaCCHUKAIMM MEIMIMHCKAX MH3Ienuil» (3aperucTpupoBaH B MuHHMCTEpCTBE HOCcTHLMU Poccuiickoii
Depepanyn 17 nexabps 2014 r., peructpaumonssiii Ne 35201).

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

8 CoGpanue 3akoHonarensctsa Poccuiickoit ®enepauun, 2000, No 32, ct. 3340; 2005, Ne 52, ct. 5581; 2009, Ne 52,
CT. 6450; 2011, Ne 49, ct. 7061; 2018, Ne 32, ct. 5094.
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3asBUTEJIIO WJIM HANPaBISIETCs €My 3aKa3HBIM IIOYTOBEIM OTIIPABIEHHEM C yBEIOMIIEHHEM
O BPyY€HUH, 10O B NIEKTPOHHOH (opMe.

TpeboBaHus K NOMEIIEHUAM, B KOTOPBIX IPEAOCTABIAETCS TOCYJapCTBEHHAs YCIIyTa,
K 3aJTy OXXHJaHUs, MECTaM I 3all0JIHEHUS 3alIPOCOB O MPEAOCTABICHIUU
rOCyIapCTBEHHOM yCIIyrl, HHQOPMAIIMOHHBIM CTEHIaM C 00pa3laMH MX 3alOJHEHHS U
nepevyHeM JOKYMEHTOB, HEOOXOJUMBIX AJIS MPEIOCTABIIEHHS KaX 0 roCy1apCTBEHHON
YCIYI'¥, PasMELICHUIO H OQOPMIICHUIO BU3YAIbHOM, TEKCTOBOM M MYIbTUMEANAHOMN
nH(}OpMaLUH O MOPsAJIKE MPEIOCTABIEHHS TAKON YCIYTH, B TOM YHCJIE K 00eCIIEUEHUIO
JOCTYITHOCTH JJIs1 HHBAIM/IOB YKAa3aHHBIX 00OBEKTOB B COOTBETCTBUH C
3aKOHOZATENBLCTBOM Poccuiickoit Denepanuu 0 COMATBLHOM 3aIUTe HHBAUIOB

34. Ilomemenus, npegHa3sHaYeHHBIE IS IPEAOCTABIICHUS TOCYAapCTBEHHOM YCIIyTH,
00€eCIeunBalOTCsl HEOOXOMAUMBIMH Ui NPENOCTABIEHHS TOCYAAapCTBEHHOW YCIIyTH
000pyZOBaHHEM, KaHLENAPCKUMH MPUHAIIEKHOCTAMH, OPHUCHOM MeOeblo, CHCTEMOI
KOHIUIMOHMPOBAHMS BO3[yXa, IOCTYIOM K rapuepoOy, Teae)OHOM, KOMIIBIOTEPOM C
BO3MOXKHOCTBIO Il€eUaTH M BbIXoda B HMHTepHeT, a Takxe HOCTYIOM K JIOKYMEHTam
(cBeIeHUSIM) B DIIEKTPOHHOM BHUJIE HJIM Ha OYMaXKHOM HOCHTEIE.

35. BusyanbHasi, TeKCTOBass W MyJIbTHMEAMAHAs HWHPOpPMAHS O [OPSIKE
IPEIOCTaBIEHHUs TOCYyapCTBEHHONW YCIYTH pa3MellaeTcs Ha WHPOPMAIMOHHOM CTEHIE
1 HHGOPMAIMOHHOM TepMUHaJIe (YCTAHABIMBAIOTCS B YA0OHOM ISl TPaXK/iaH MeCTe), a
Takxke Ha ExvHoM moprane, Ha odunuansHoM caiite PoczmpaBHang3opa, colepxaimdMu
CBEJICHM, YKa3aHHbIE B ITyHKTE 6 AMUHUCTPATHBHOTO perIaMeHTa.

36. OdopmieHne BH3yalbHOU, TEKCTOBOH H MYJLTUMEIUMHOM HHPOPMALHU O
IOPSIKE IPENOCTABICHUS] TIOCYIapCTBEHHOW YCIYrH JIOJDKHO COOTBETCTBOBATH
ONTUMAILHOMY 3PUTEIILHOMY U CIIyXOBOMY BOCHPHATHIO ATOH HH(POPMAIIUH TOCETUTEIIAMHU.

37.Bxon W TmepeABIKEHHE IO IOMEHIEHHSM, B KOTOPHIX OCYIIECTBIISETCS
IIPEIOCTABIEHME FOCY IapCTBEHHON YCIyTH, HE JOJDKHBI CO3/1aBaTh 3aTPYAHEHHH JIsl JIHIL C
OrpaHUYEHHBIMH BO3MOXXHOCTIMH.

38. B cooTtBeTcTBHM C 3akoHOmaTenbcTBOM Poccuiickoit denepaiivu 0 ColHAIbHOM
3alIUTe UHBAIHIOB UM 00EeCIIEUMBAIOTCS:

yCIIOBUS OeCIPensITCTBEHHOTO A0CTYIA K 00BEKTY (3JaHHMIO, IIOMEIEHHIO), B KOTOPOM
IPEIOCTABIIIETCS TOCYAApCTBEHHAs Yyciyra, a Takke Mg OecHpensTCTBEHHOTO
I10JIb30BAHUSI TPAHCIIOPTOM, CPEICTBAMHU CBSI3H M MH(DOPMAIIHH;

BO3MOXHOCTb CaMOCTOSITENIBHOTO TICPEABUKEHHS 110 TEPPHTOPHH, Ha KOTOPOi
pacmoyioxKeHbl OOBEKTHl  (34aHHS, MOMEIUIEHHs), B KOTOPBIX IIPEIOCTaBISIETCS
roCyJlapCTBEHHAs yCJIyra, a TaKke BX0Jia B TakKHe OOBEKTHI H BhIX0JIa M3 HUX, IOCAAKH B
TPaHCIIOPTHOE CPEACTBO M BBICAJIKM M3 HEro, B TOM YHCJE C HCIOJb30BAaHWEM Kpecia-
KOJIACKH;

i
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CONPOBOXXJICHHE MHBAIMIOB, HMEIOLIUX CTOHKHE paccTporcTBa (DYHKIIMM 3pEHHUS W
CaMOCTOSITENIBHOTO MePEIBIKEHUS;

HaJuIexaliee pasMeIlenre o60pyIoBaHus U HOCUTe el HHPOPMAIMH, HEOOXOIUMBIX
i obecnedeHust OECHPENSTCTBEHHOrO JOCTYNa HHBAIUAOB K OOBEKTaM (3MaHUSM,
MOMELIEHUSIM), B KOTOPBIX MPEINOCTABIAETCS TOCYAAPCTBEHHAs YCIyra, C Y4eToM
OTrpaHMYEHUHN UX XU3HEAEATEIbHOCTH;

NyOaupoBaHKME HEOOXOAUMO# IS HHBAIMAOB 3BYKOBOM M 3pHTENBHOM MH(bOpMAaLMH,
a TaKkXe HaANuCeHd, 3HaKOB M HHOM TEKCTOBOM M rpaduyeckoii MHPOPMAIMM 3HAKAMHU,
BBIIIOJIHEHHBIMH DPeENbe(HO-TOYeUHbIM IpudTOM Bpaitis, momyck CypaolnepeBoIvnka U
TH(}IOCYpIOTIepEBOIUHNKA,;

AOMYCK COOAKH-NPOBOJHMKA Ha OOBEKTHl (3MaHus, MHOMENIEHHs), B KOTOPBIX
IPEIOCTABIAETCS IrOCYJapCTBEHHAS YCIIyTa;

OKa3aHW€ HHBAJMIAM IIOMOLIM B IIPEOJOJIEHUM 0apbepoB, MEIAIOUIUX MOJIYYEHHIO
UMH T'OCYIapCTBEHHOM yCIIyTH HapaBHE C IPYTHMH JIMLAMHU.

B ciryuae HEBO3MOKHOCTH MOTHOCTBIO IPHCIIOCOOUTE OOBEKT C YUETOM IIOTPEOHOCTEH
VHBAIKI0B POC31paBHa30p B COOTBETCTBHHU CO cTaThell 15 MenepanabHOro 3akoHa ot 24
HOAOpst 1995 r. Ne 181-®3 «O couuanbHOM 3aluTe WHBAIHAOB B POCCHICKOIM
Denepanuu»’ JOIKEH NPUHEMATL MEPBI I 00eciedeH s J0CTYIa HHBAINIOB K MECTY
NPeIOCTaBJICHUs YCIYTH, TMO60 KOTAa 3TO BO3MOXHO, O0ECIIEYHTh €€ NPEIOCTaBIEHHE 10
MECTY JKUTENbCTBA HHBAJIN/A UIIM B JIUCTAHI[MOHHOM PEXHME.

ITokasatenu QOCTYIIHOCTH M Ka4eCTBa rOCYLapCTBEHHOM YCIyrH, B TOM YHCIIe KOIMIECTBO
B3aMOJCUCTBHH 3adBUTENIS C NODKHOCTHBIMU JIML[AMH TIPH [IPEAOCTABIEHHH
TOCYapCTBEHHO! YCITyI'M ¥ MX IPOJODKHTENbHOCTD, BO3MOXHOCTD ITOJIyYeHUs
MH(OpMAIMK 0 X0JIe IPeJOCTaBIEHUs TOCYJaAPCTBEHHOM YCIyTH, B TOM YHCIIE C
HCTIONIB30BaHMEM MH(OPMAITIOHHO-KOMMYHHKAIHOHHBIX TEXHOJIOTHI, BOSMOXKHOCTb
11100 HEBO3MOXKHOCTH TTONYYEHHS FOCYJapCTBEHHON YCIYTH B MHOTO(QYHKIIMOHATBHOM
LEHTPE NPEAOCTaBICHUS T'OCYAAPCTBEHHBIX U MYHUIMIAIBHBIX YCIIYT (B TOM YHCIIE B
IOJIHOM 00BbeMe), B I060M TEPPUTOPHATLHOM MIOAPA3AETIeHIH OpraHa,
IIPEIOCTAaBJIAIOIEr0 TOCYJaPCTBEHHYIO YCIYTY, IO BLIOOPY 3aABUTENS
(3KCTEpPPUTOPHANLHBIH IIPHHIKIT), TOCPEACTBOM 3aIIPOCa O IPeJOCTABIEHHH HECKOIbKIAX
FOCYIapCTBEHHBIX M (HJIM) MyHHIIUIIAIBHBIX YCIYT B MHOTO(YHKIMOHAILHBIX IIEHTPaX
NPEAOCTaBIICHHS FOCYAAPCTBEHHBIX H MyHHIIMIAIBHBIX YCIYT, IPEAYCMOTPEHHOTO
cratbeit 15.1 ®enepanbHoro 3akona ot 27 urons 2010 r. Ne 210-03

39. INokasaTensaMu DOCTYITHOCTH M Ka4€CTBA FOCYAapPCTBEHHON YCITyTH SBJISIOTCS:

9 Cobpanue 3akoHOmaTenbcTBa Poccuiickoii ®enepamnu, 1995, Ne 48, ct. 4563; 2014, Ne 49, c1. 6928; 2018, Ne 1,
cT. 61.
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1) OTKpEITHIA AOCTYN ANs 3asBUTENed M APYTMX JIMI K HHPOPMALMA O INOpSAKe H
CpPOKax MPeIOCTaBIEHUs] TOCYJapCTBEHHON YCIYrH, TOpsJIKe OOXKaJOBaHMS IeHCTBHI
(be3nercTBHA) JOIDKHOCTHBIX JiKIl Poc3apaBHansopa;

2) cobmozieHne cTaHAapTa IPeIOCTaBlIEH s FOCYIapCTBEHHOMN YCITyTH;

3) orcyTcTBHE Xanob 3asBUTeNel Ha AeiicTBus (Oe3eiicTBHE) NOMKHOCTHBIX JIHIL
Pocaapasuanzopa npu npeqocTaBieHHH rOCy1apCTBEHHOM yCIyTH;

4) mONHOTAa M aKTyalbHOCTh HMH(POPMAlM¥M O MOPSAKE MpPeJOCTaBIEHHS
roCy1apCTBEHHOH yCIyTH;

5) OpefoCTaBlIeHHE  BO3MOXHOCTH  [Ofaud  3aSBJIE€HHS O  IPENOCTABICHUH
TOCYJapCTBEHHOM YCIOYIH W IPYrMX JOKYMEHTOB (COAep)KalIMXCs B HUX CBEICHHIA),
HEOOXOMUMBIX IS MPEHOCTABIEHUS TOCYNapCTBEHHON yCIyrd, B (JOpME 3JIEKTPOHHOTO
IOKYMEHTa;

6) npepocTaBieHNe BOZMOXXHOCTH MONTYydYeHUS! HHGOPMALUK O XOJIe NPeNOCTaBIICHHs
roCyJapCTBEHHOM yCIyTd, B TOM YHCI€ C HCHOJB30BaHHEM WH()OPMAIMOHHO-
KOMMYHUKAIIMOHHBIX TEXHOJIOTHIA,

7) KOMM4ECTBO ~ B3aUMOJCHCTBUN  3asABHUTENS ¢  JOJDKHOCTHBIMH  JIHIIAMH
PocaapaBHajsopa 1mpH  NpeNOCTaBICHWH  TOCYIapCTBEHHOM  yClIyrd W HX
IPOAOIDKUTENBHOCTD.

40.B  mpomecce  mpemocTaBiieHHs ~ TOCYJApCTBEHHOM  YCIyrH  3asBHTENb
B3aHMOJIEMCTBYET C JOJDKHOCTHBIMY Jiuiiamu Poc3npaBHansopa:

1)mpu mnpencraBneHnu B Poc3paBHan3op 3asBIE€HHS M JOKYMEHTOB O
rOCyTapCTBEHHOM pPETHUCTPAllMd MEIULUHCKOIO HU3/eNus, 3asBI€HHS O BHECEHUH
HU3MEHEHHI B JOKyMEHTBI, COJAEpXKalllecs B PErMCTPALMOHHOM OOChE MEAMIHHCKOro
U3JIEHS U [P I0JIyYE€HUU pe3yiibTaTa rOCyAapCTBEHHOM YCIIYTH 3asBUTENEM - 2 pa3a;

2) Ipy MOJNYy4YEeHUH YBEJOMIICHHS O HEOOXOAMMOCTH YCTPaHEHHS BBISBIECHHBIX
HApyUWeHuH W (MIIM) NpPEACTaBICHHUS OTCYTCTBYIOUIMX IOKYMEHTOB - 1 pa3, B ciiydae
IIPEeICTaBICHHUS HEAOCTAIONIMX JOKYMEHTOB B Poc3apaBHan3op;

3)Opy MOJy4YeHHH 3ampoca O MPEeNOCTABICHAH HEOOXOMMUMBIX MATepHaloB H
CBEJICHHH JUId TPOBEIEHHUS SKCHEepPTH3hl KauecTBa, 3()(PeKTHBHOCTH H O€30MacHOCTH
MEIMIMHCKOTO M3Jenus - 1 pa3, B cllydae NpeACTaBIeHUsS HEJOCTAIOIINX MaTePHAIOB U
ceefeHuit B PocsapasHanzop;

4) mpu BblAAYE 3aSBUTENIO pa3pellieHds] HA MPOBENEHHE KIMHUYECKHX HCIBITAaHHH
MEIULUHCKOrO u3jenus - 1 pas;

5) npu npencraBieHNH 3asBUTENEM B Poc3apaBHai30p 3asBJIEHUS O BO30OHOBJIEHHUH
roCyIapCTBEHHON pPErucTpalMy MEAWIMHCKOIO H3AENUs U Pe3yJbTaTOB KIMHHUYECKHX
HCIBITAHUHM MEIUIIMHCKOrO U3JENHs, a TAKKe JOKYMEHTOB, YKa3aHHBIX B MOJMYHKTaX 3 -
11 nynxra 14 AAMUHUCTPaTUBHOTO PErIaMeHTa, B CIIy4ae, €CJIM B HUX BHECEHbI U3MEHEH s
0 pe3yNIbTaTaM KIMHUYECKUX UCTIBITAHUH MEeIUITMHCKOTO M3enus — 1 pas;
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6) npu npencrasneHud B Poc3paBHAA30p 3asBIEHUS O NMPEIOCTABICHUN IyOnKara
PETUCTPALMOHHOIO YJOCTOBEPEHHS M MpH MOJYYeHHH AyONHKaTa perucTpaldOHHOTO
YAOCTOBEpeHHus — 2 pasa.

IIpoXOKUTENBPHOCTD OHOTO B3aUMOACHCTBHS 3aABUTENS C IOJDKHOCTHBIMHU JIUIIAMH
Poc3apaBHan3opa mpu mpenocTaBiieHNMH TOCYAApCTBEHHOW yCJIyrH HE TpeBbIlraer 15
MUHYT.

41. 3asBUTENIO NpPHU TPEAOCTABICHUM TOCYJAPCTBEHHON YCIYTH B 3JIEKTPOHHOIA
¢bopme ¢ ucnonpzoBanueMm Enunoro moprana obGecriednBaeTcs BBINOJHEHHE CIIEAYIOIIAX
JICHCTBUIM:

NOJlydeHHe MHGOpPMALUK O TOPSJKE M CPOKax HPeNOCTaBICHHSI TOCYAapCTBEHHOM
YCIIyTH;

3allUCh HA NIPUEM AJIS MIOJIa4M 3aIpoca O IPeIoCTaBIEHHH yCIyTH (Aajiee - 3anpoc);

(dbopMupoBaHue 3arpoca o MPeaI0CTaBIeHHH TOCYAAPCTBEHHON YCIIYTH;

IPUEM M pEerucTpalus 3anpoca W WHBIX JOKYMEHTOB, HEOOXOOUMBIX MJis
IIPEAOCTABICHHS TOCYAAPCTBEHHOU YCIIYTH;

IIOJIy4E€HHE pe3ysbTaTa IpeJoCTaBIeHUs TOCy1apCTBEHHON YCIYTH;

IIOJIy4YE€HUE CBEIECHUH O XOJie BBINOJIHEHHS 3alpoca O MPeJOCTaBICHUU
rOCyJapCTBEHHOM YCIIYTH;

OCYIIECTBJICHUE OLEHKH KauyeCTBa MPEAOCTABIICHUS TOCYIapCTBEHHON YCIIYTH;

nocynebHoe (BHecyneOHOe) oOXajoBaHHe pelleHHH W aercTBuil (Oe3melcTBus)
Poc3npaBHan3opa, MOOMKHOCTHOTO JiMna Jubo QenepassHOTO TOCYyIapCTBEHHOIO
rpaxIaHckoro ciyxauero PocagpaBraanazopa.

42. B03MOXXHOCTh MOJIydeHHS TOCYIApCTBEHHON YCIYIM B MHOTOQYHKIHOHAJIbHOM
[EHTpE MPENOCTABICHUS TOCYIAPCTBEHHBIX M MYHUIIUITAILHBIX YCIYT HE IPEAyCMOTpEHA.

43. Bo3MOXHOCTh MONYUYEHHUS TOCYAAPCTBEHHOW YCIIYTH B TEPPUTOPUATIBLHOM OPraHe
Poc3npaBHanzopa (3kcTeppuTOpUaNbHBIi MPUHIINI) HE TPEAYCMOTPEHA.

HHble TpeboBaHUsl, B TOM YUCJIE YYUTHIBAIOLINE OCOOCHHOCTH MPENOCTABIICHUS
rOCyapCTBEHHOMN YCIYTH 110 SKCTEPPUTOPHATBHOMY MPUHIMIY (B CIIy4ae, eciu
rocy/lapCTBEHHas yCIyra MpenoCTaBiseTCs 0 SKCTEPPUTOPHATILHOMY NPUHLINILY) U
0COOEHHOCTH MPEOCTaBJIeHUs TOCYJapCTBEHHOM YCIYTH B DJIEKTPOHHOH popme

44. JIns obecnieyeHHs] BO3MOXKHOCTH MOJAYU 3ampoca B 3JIEKTPOHHOU (opme depes
Enusblil nopran 3asBUTENb TOJDKEH OBITh 3aperucTpupoBaH B cucreMme Equnoro noprana.
[Ipu HanpaBieHHH 3asABJICHHUS U JOKYMEHTOB, YKa3aHHBIX B myHkTax 14, 15,17, 18, 19
AMUHUCTPATHBHOTO pETJIaMEHTa, B JJIEKTPOHHOH ()OpMe HCIIONb3yeTCs JJIEKTPOHHAs
MOJIUCH 3asdBUTENSI B cooTBeTcTBHM ¢ DenepanbHbiM 3akoHOM OT 6 ampens 2011 r.
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Ne 63-D3 «O6 snexrponHoit mogmucu»'® u mocranosnenrem IpasurenscTBa Poccuiickoit
®enepanun ot 25 nioHs 2012 r. Ne 634 «O Bupax 30eKTPOHHOM MOANUCH, HCIIONB30BAHUE
KOTOPBIX JIOMyCKAeTCA MpPH OOpalleHuM 32 TMOJIyYeHHEM TOCYJapCTBEHHBIX H
MYHULHMIATBHBIX yeayr»il,

II1. CocTas, mociieqoBaTeNbLHOCTD U CPOKHU BBIIIOJTHEHUS] aAMUHACTPATUBHBIX
npouenyp (aeicTBuii), TpeGOBaHMS K MOPSAAKY UX BHITOJHEHHS, B TOM YHCIIE
0COOCHHOCTHY BBIIOTHEHUS aJIMHHHCTPATHBHBIX IIpOLEenyp (IeHCTBHIl) B 3JIEKTPOHHOM

bopme
HcuepnbiBaromuii nepedeHb afMUHUCTPATHBHBIX HpoLenyp (aelcTBuii)

45.1lpu mpenocTaBlIeHHH IOCYJApCTBEHHOW YCIYTH OCYILIECTBIISIOTCS CIEMYyIOIINe
aJIMHHHCTPAaTUBHBIE POLIEAYPHI:

1) npueM u perumcrpanus 3asBi€HMs M JOKYMEHTOB Ha TOCYIapCTBEHHYIO
PETHCTPALUI0 MEIUIMHCKOTO U3NENNs, NPUHIATUE pEeIleHHs O Hauajle rocyaapCTBEHHOM
perucTpanui MeIULMHCKOTO U3ETIHS;

2) obopmieHHe 3aaHUS Ha MPOBENEHHE DKCIEPTH3bl KauecTBa, d3G(EKTUBHOCTH M
0€30I1aCHOCTH MEIUIMHCKOTO M3[elusl, aHAIU3 €€ Pe3yJbTATOB M NPUHSATHE PELICHHS O
BbI/IaY€ paspellieHrs] Ha IPOBEICHUE KIIMHUYECKUX UCIIBITAHUM MEIUIHHCKOIO U3/IEIHS;

3) BO306HOBIIEHHE TOCYAaPCTBEHHOM PETUCTPALME MEIULIMHCKOTO M3l S,

4) oueHKa 3aKJIOYEHUS SKCIEPTHOTO YYPEXKAEHUS 110 Pe3ylbTaTaM 3KCIEPTH3bI
Ka4yeCcTBa, 3Q(YEKTUBHOCTH U 0€30IIaCHOCTH MEAUIIMHCKOIO U3/eIMsl U IPUHSATHE PELICHHUS
O TOCYHAapCTBEHHOM peructpanuu (00 OTKaze B TrOCYyIApCTBEHHOH pPErHCTPAIIHH)
MEMUIIMHCKOTO M3/IENINS,

5) BHeCeHME H3MEHEHHUH B JOKYMEHTHI, COJIEPIXKAIMECS B PETHCTPALMOHHOM JI0Che, HE
TpeOyIOIMX IIPOBENEHUS OSKCNEPTH3bl KavyecTBa, S(P(PEKTHBHOCTH U 6e30HacCHOCTH
MEIULMHCKOr0 U3/IEHS;

6) BHeCeHHE M3MEHEHMH (OTKa3 BO BHECEHMHM HW3MEHEHHH) B JIOKYMEHTHI,
CoIepXaliiecs B PETHCTPALMOHHOM [OChE, TPeOYIOIMUX MPOBENCHUS OSKCIEPTU3bI
Ka4eCTBa, 3 (HEeKTUBHOCTH U 6E30MaCHOCTH METULHHCKOTO U3AEIINS;

7) BeIAa4a JyOnuKaTa perucTpaioOHHOrO YAOCTOBEPEHHS HA MEHLMHCKOE U3/IEIHE;

8) 0TMeHa rocynapCcTBEHHOM pErHCTPaLlii METHIHHCKOTO H3/IeIHS;

9) ucnpasieHye IOMYIIEHHBIX ONMEYaTOK U (MJIK) OMMOOK B BBIIAHHEIX B PE3yJbTATE
IPEIOCTaBIIEHHs] TOCY1apCTBEHHOM YCIIYTH JTOKYMEHTAX.

10 Cobpanue saxonomatensctBa Poccuiickolf ®enepanmn, 2011, Ne 15, cr. 2036; Ne 27, cr. 3880; 2012, Ne 29,
cT. 3988; 2013, Ne 14, cr. 1668; Ne 27, ct. 3463, c1. 3477; 2014, Ne 11, ct. 1098; Ne 26, c1. 3390; 2016, Ne 1 cT. 65; Ne 26,
cT. 3889.

11 Cobpanre 3aK0oHOAATENLCTBA PoCCHICKOlM ®epepauunn, 2012, Ne 27, cr. 3744; 2013, Ne 45, ct. 5807; 2018, Ne 36,
cT. 5623.
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46. AnMUHUCTpaTUBHBIE IpOIEAYPHI (meiicTBus), BBIIOJIHSIEMbIE B
MHOTO(YHKIIHOHANBHBIX IIEHTPaX MPEIOCTABIEHHUS rOCYIapCTBEHHBIX U MYHHUIIAITATBHBIX
YCIIyT, OTCYTCTBYIOT.

HpI/IeM U perucTpanus 3adaBJICHUA U TJOKYMEHTOB HA r'OCYAAPCTBCHHYIO PETrUCTPaIlUIO
MEAUIUMHCKOI'O U3AEINA, IPUHATHE PCHICHUS O HAYAJIC I' OCYHapCTBeHHOﬁ perucrpainu
MECIVUIIUHCKOI'O U3ACIINUA

477. AnMunucTpatiBHas npouenypa «IIpuem u peructpaiius 3asBlIeHUS U JOKYMEHTOB
Ha rocyZlapCTBEHHYIO PETUCTPALMIO MEIULIMHCKOTO U3/1eNHs, IPUHATHE PEIICHUS O HadaJle
rOCyJapCTBEHHOM PErucTpanii MEIWLHMHCKOTO H3IENUs» OCYIIECTBISETCS B CBS3H C
NOCTYIUIEHHEM OT 3asBuTeNis B Poc3apaBHan3op 3asBiieHUS O TIOCYJapCTBEHHOMN
perucTpand MEAMLIMHCKOIO M3Jeius U JOKYMEHTOB, YyKa3aHHbIX B IyHKTe 14
AIMVHUCTPATUBHOTO perjaMeHTa.

48. 3asBeHHEe O TOCYNApCTBEHHON pErucTpali MEIULUHCKOTO U3Jenus U
JOKYMEHTBI, HpPEeAyCMOTpeHHble MyHKTOM 14 AJMHHHUCTPaTMBHOIO pErJIaMeHTa,
IpuHUMaroTcs Poc3apaBHan3o0poM mo OmMucH, KOMus KOTOPOH ¢ OTMETKOH O JaTe NnpuemMa
YKa3aHHBIX 3asBJICHUS U JOKYMEHTOB B JIeHb IpHE€Ma BpydaeTcs 3asBUTENIO WIH
HaIpaBJIgeTCS €My 3aKa3HbIM [OYTOBBIM OTIIPABJICHHEM C YBEIOMIICHUEM O BpYUYEHUH WU
B (pOpMeE IEKTPOHHOT'0 JOKYMEHTA, MOJMHCAHHOTO 3JIEKTPOHHOMN MOAIHKCHIO.

49. HaganeHuK YipaBieHHs, OCYILECTBISIONIErO MPeJOCTaBlieHHE rocy1apCTBEHHOM
yCJIyId, He nmo3fHee | pabouero NHS ¢ ATkl MOCTYIUICHHS 3asBIEHHS O PETUCTpPAaLUU U
JOKYMEHTOB, IIPEAYCMOTPEHHBIX MNYHKTOM 14 AJMHHUCTPAaTHBHOIO pETrJaMeHTa,
Ha3HA4YaeT M3 4YUCIA COTPYAHHUKOB OTHENa, OCYLIECTBISIOIIETO TIOCYAApCTBEHHYIO
pETUCTPALMI0 MEAMLMHCKUX H3JeNuH, OTBETCTBEHHOTO HUCHOJHHUTENs (Janee -
OTBETCTBEHHBIN UCIIOJIHUTEND).

Qamuiusi, KM U 0TYECTBO (TIOCTIeIHEE - IPU HAJIMYUHN ) OTBETCTBEHHOTO UCTIOJTHUTEINS
U HOMep ero TenedoHa JODKHBI ObITh COOOINEHBI 3asBHTENIO MO €r0 MACEMEHHOMY HITH
YCTHOMY OOpalleHHI0 W JOCTYNHBI eMy [UIsi MPOCMOTpa Ha OQHUIMAIbHOM caiiTe
PocsnpaBHanzopa.

50.B rtedenue 3 pabouux qHEH cO JHS NOCTYIUIEHHUS 3asBIICHHS O TOCYAapCTBEHHOM
perucTpanyi MEIULIUHCKOTO U3JENUS U JOKYMEHTOB, MPEAyCMOTPEHHBIX IyHKTOM 14
AJIMEHHCTPaTUBHOIO perjiaMeHTa, OTBETCTBEHHBIH HCIIOIHUTENb IMPOBOAUT IMPOBEPKY
IIOJIHOTEI M IOCTOBEPHOCTH COAEPIKAIIUXCSA B HUX CBEICHUH, B TOM YHUCJIE IIyTEM CPaBHEHUS
TaKUX CBEIEHUH CO CBEACHHUSMHU, IPEACTAaBICHHBIMU B TOPSAKE MEXBEIOMCTBEHHOIO
HUH(OPMALMOHHOTO B3aHMOEHCTBHUS, B COOTBETCTBHHU C MYHKTOM 22 AJIMUHHACTPAaTHBHOTO
perinameHTa.

51.B cnydae ecnu 3asBI€HHE O TOCYJAPCTBEHHOW pPErHCTpalMM MEIULUHCKOIro
uzgenus odopMIeHO ¢ HapylleHueM W (WJIM) B 3asBlIeHWH YKa3aHbl HEJOCTOBEpHbIE
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CBefleHMsl, MO0 MOKYMEHTBI, NpPEAyCMOTPEHHbIE MYHKTOM 14 AJIMHHUCTPaTHBHOIO
periiaMeHTa, IIPeACTaBIeHbl He B IIOJIHOM 00beMe, OTBETCTBEHHBIM HCIIOJHHTEb BPyYaeT
3asBUTEIIIO YBEJIOMIIEHHE O HEOOXOAMMOCTH ycTpaHeHHs B 30-1HEeBHbIM CPOK BBISBIEHHBIX
HapylmleHHd M (MJHM) MpeICTaBJICHHUS JIOKYMEHTOB, KOTOpblE OTCYTCTBYIOT, JHGO
HaIpapjIfeT TaKOe YBEIOMIICHUE 3aKa3HBIM [IOYTOBBIM OTIPABICHUEM C YBEJIOMJICHHEM O
BpyYeHHH MM B (opMe »BISKTPOHHOTO JOKYMEHTa, MOIIMUCAHHOTO JJIEKTPOHHOM
HOJITUCEHIO.

52.B ciry4ae ecnu B 30-1HEBHBIN CPOK HE YCTPAHEHB! BHISABIEHHBIE HAPYIICHHS U (KN )
HE INPEJCTaBIEHBl OTCYTCTBYIOIME NOKYMEHThI, OTBETCTBEHHBIN HCIOJHUTEIb TOTOBHUT
YBEIOMIICHHE O BO3BpAaTe 3asBICHHMS O IOCYJapCTBEHHOW perucTpaidd MeEIUIMHCKOTO
U3JIEeIMS U IIPENCTABIEHHBIX OKYMEHTOB C MOTHBHPOBAHHBIM OOOCHOBAHHEM IIPUYHH
BO3BpaTa, KOTOpPOE IOANUCHIBAETCS 3aMECTHTENEM pyKoBoauTeNs Poc3apaBHan3opa.

53.B Teuenue 3 paboumx IOHeHl co AHSA UPEACTABICHUS HAIIeXallEM 00pa3soM
0(hOpPMIIEHHOTO 3asBIICHHSI O TOCYAAPCTBEHHOM PErHCTPAllil MEAUIIMHCKOTO M3IEHsI U B
NONHOM 00beMe JOKYMEHTOB, NPEIyCMOTPEHHBIX MYyHKTOM 14 AIMHHHCTPaTHBHOTO
pernamMeHTa, perucTpalMOHHOMY JOChe€ NpPHCBaMBaeTCd HOMEpP, CBHUJIETENbCTBYIOIIUN O
OpuHATHH Poc3ipaBHaA30pOM pelleHHs] O Havajle TrOCYAapCTBEHHON perucTpaliu
MEIUIUHCKOTO M3/IEITHS.

54.U3 3asBiI€HUS O TOCYAApPCTBEHHON PETHCTPAlMH MEIUIMHCKOrO HU3JEIus |
JOKYMEHTOB, yKa3aHHbIX B IyHKTe 14 AQMUHHCTpaTHBHOTO perjamMeHTa (opMupyercs
PETHCTPAIIMOHHOE 0ChE MEAULIMHCKOTO U3/ICIIHSL.

55.KpurepueM NpHHATHS pelIeHUs N0 AJAMHHHUCTPATHBHOM MpOIEAype SBISETCS
HaJWM4Me HIH OTCYTCTBHE OCHOBAaHWM [UJIsi BO3BpaTa 3asBIEHUS O TOCYJapCTBEHHOU
PETHCTPAlMK MEIULIMHCKOTO U3JENHUS U NIPe/ICTaBIIeHHBIX TOKyMEHTOB.

56. Pe3ynbTaToM agMUHHCTPATUBHON MPOLUENYPhl ABISETCS NPHHSATHE DPEIICHHS O
HaJyajle TOCYJapCTBEHHOH pEerucTpalud MEIULUHCKOTO H3Jeusi WJIA BpyueHHE
(HampaBlieHHe) YBEIOMIJICHHS O BO3BpaTe 3asBIEHHS O TOCYIapCTBEHHOM pPEruCTpaliu
MEIAMIIMHCKOrO U3/ENHsl U IPEICTABICHHBIX TOKYMEHTOB.

Odopmienne 3anaHns Ha IpoBedeHHE IKCIIEPTH3BI KAYECTBA, IPPEKTUBHOCTH U
0€30MacCHOCTH MEJULITHCKOTO U3/ENHUs, aHAIM3 €€ PE3YJIbTATOB U NPHHSTHE PEIICHUS O
BbIJIa4€ pa3pelleHNs Ha NPOBEACHUE KIMHUISCKHX HCITBITAHUN MEIUIUHCKOTO U3IETUS

57. AnpmunuctpatuBHas mpouenypa «OdopmiieHre 3amaHHS Ha IPOBEJCHUE
3KCIEPTU3bl KauecTBa, 3P(EKTUBHOCTH U OE30MaCHOCTH MEIUIIMHCKOTO M3JeNUsl, aHaIU3
€€ pe3yJIbTaTOB U NIPHHATHE PELICHUS O BblZaue pa3pelleHHs Ha IPOBEICHUE KIMHHYECKUX
HCOBITAHUH MEIUIMHCKOIO H3AENHS» OCYLIECTBIAECTCS B CBA3HM C TPUHATHEM
Poc3ipaBHan30poM pelleHHs O Havyale rocyIapCTBEHHOH perucTpaliyd MeIUIMHCKOro
U3JeNnus.
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58. B Teuenue 3 paboynx AHEH O THS NPUHATHS PELICHHS O Ha4alle roCy1apCTBEHHO
perucTpaluu MEIUIIMHCKOTO U3/1EIMsI OTBETCTBEHHBIN HCIOIHUTEND OQOPMIISET U BHIIAET
3KCIEPTHOMY  YYPESXKACHHIO 33JaHMe Ha IIpOBEACHHE OJKCIEPTHU3bl KavecTsa,
>¢dexTuBHOCTH H 6E30HACHOCTH MEAUIIUHCKOrO H3IENHs, IPOBOIMMO 103TamHo 2,

59. Ilpu nocrymnenun B Poc3apaBHaA30p OT 3KCIEPTHOTrO YUYPEXKIEHHS 3alpoca O
HEJIOCTaTOYHOCTH MAaTEPHAIOB ¥ CBEACHUH JJI BBIHECEHHS JKCIEPTOM 3aKITFOUEHHS,
OTBETCTBEHHBI HCIIOJIHUTENL B TeYeHUE 2 pabouux JHEH CO JIHA €ro IMOCTYILIEHHS
HanpasjIsieT 3asBUTENO 3alIPOC O NPEJCTABICHUN HEOOXOMUMBIX CBEJEHHH C YKA3aHUEM
XapakTepa 3aMe4YaHUui U crnocoba UX yCTpaHEeHHS.

60. 3agBuTens MpeNCTaBIsIET OTBET HA 3aMpOC B CPOK, HE NpeBbIuaromuil 50 queii co
ITHS €T0 TMOJTyYeHHS.

61.B ciyuae ecium oTBeT Ha 3ampoC, a TAKXKe IPHJIaraeMble K HEMY IOKYMEHTHI
COCTaBJICHbl HA HHOCTPAHHOM SI3BbIKE, OHU MPEICTABJISIOTCS C 3aBEPEHHBIM IEPEBOJOM Ha
PYCCKHH S3BIK.

62.1Ipu BpIsIBIEHUM B NPEACTABICHHBIX 3asABHTEIEM B OTBET HA 3alPOC JOKYMEHTAX
HEJJOCTOBEPHBIX M (MJIM) HEIOCTATOYHBIX NAHHBIX HJIH JOKYMEHTOB, COCTABJIEHHBIX WM
COAepXalluX TEeKCT Ha HHOCTPAHHOM fA3blke Oe3 mepeBoJa Ha PYCCKUH S3BIK,
OTBETCTBEHHBII HUCIOIHUTEND B TeYeHUe 2 pabounx AHell Bpydaer (HalpasiseT 3aKa3HbIM
MIOYTOBBIM OTIIPABJICHHEM C YBEAOMJIEHHEM O BPYYEHHH HWJM B (opMe 3JIEKTPOHHOIO
JOKYMEHTa, IOAMHCAHHOIO 3JEKTPOHHOH MOANKCHIO, JTUOO B SJIEKTPOHHOW (opMme Mo
TEJICKOMMYHHUKAIIMOHHBIM KaHalaM CBS3M) 3aABUTENIO pPElleHHE O BO3BpaTe YKa3aHHBIX
JOKYMEHTOB ¢ MOTHBHPOBaHHBIM OOOCHOBAaHHEM IPHYHH BO3Bpara U COOOLIEHHEM O
BO3MOXXHOCTH IIOBTOPHOI'O IIPEJICTAaBICHHS 3asBUTENEM JI0 UcTeueHus S0 pabounx qHel co
IHA TIOTy4YeHHMs 3aIpoca 10padOTaHHBIX IOKYMEHTOB. [Ipu HenmpeacTaBieHUH 3asBUTEIEM
B YKa3aHHBIA CpPOK 3allpallMBacMbIX MaTepUaliOB M CBEACHHH JKCIIEPTH3a KauecTBa,
3¢ PeKTHBHOCTYU ¥ 6€30MaCHOCTH MEAUIIUHCKOTO U3AENHUS IPOJOIKAETCS [10 HAXOAALUMCS
B PaCHOpsSOKEHHH JKCIEPTHOTO YYPEKICHUS paHee MNPEACTaBICHHBIM 3asgBHUTEIIEM
TOKYMEHTaM U CBEIEHUSAM, COAEPKAIMMMCS B PETHCTPAL[HOHHOM JOCHE.

63. OTBETCTBEHHBII HCIOJHUTENb B TEUEHHE 5 pabovuX JHEH CO JHA MOIYUYEHHS OT
OKCHEPTHOTO YYPEKIAECHHS 3aK/IIOUYEHHS O BO3MOXHOCTH (HEBO3MOXHOCTH) MPOBEJICHUS
KIMHAYECKUX MCIIBITAHUM METUIIUHCKOTO U3EIUS OCYIIECTBIISET:

1) oneHKy 3aKIIOYEHHS Ul ONpeAeieHHs] COOTBETCTBUS 3aJaHHI0 HA TPOBEICHHE
3KCIEPTU3bI Ka4eCTBa, 3)(PEKTUBHOCTH U 0€30IMaCHOCTH MEAMIMHCKOTO H3EIIHS;

12 TIpukas MunucTepcTBa 31papooxpaHeHust Poccuiickoit ®enepanmuu ot 21 gexabps 2012 r. Ne 1353 «O6
yTBepxIeHnd Tlopsaka opraHuMsaly U MPOBENECHHS 3KCHEPTH3H KauecTBa, YPPEKTUBHOCTH M GE30MACHOCTH MEJULUMHCKUX
U3JIeHN» (3apETHCTPUPOBaH MuHMCTEpCTBOM FOCTHUMH Poccwiickoli @emepauuu 4 ampens 2013 r., perucrpalMOHHBLI
Ne 27991), ¢ M3sMeHEeHMAMH, BHECEHHBIMH MPHKa30M MUHHCTEPCTBA 3/paBooxpaHeHus Poccuiickoil Menepanuu oT 3 HIOHA
2016 r. Ne 3031 «O BHECEHMH M3MEHEHHI B IpHka3 MuHHCTEPCTBA 31paBooxXpaHeHua Poccuiickoit ®enepauuu or 21 nekabps
2012 r. Ne 13531 «O6 yrtBepxnenun Ilopsaka opraHu3aludyé H TPOBEACHHS SKCHOEPTH3BI KauecTBA, (P(PEKTUBHOCTH M
6€30IIaCHOCTH MeJMIMHCKIX U3eHiDy (3apeructpupoBan MuHUCTEpCTBOM HOCcTHLME Poccuiickoit ®eepaimu 1 mona 2017 r.,
peracTpaiioHHbIi Ne 37862).

1"
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2) IOATOTOBKY INpPOEKTa MpHKa3a O BhlJade paspelleHus Ha IPoBe/ieHIe KIMHHIECKUX
MCIIBITAHUA MEIMIMHCKOrO H3AeIMs MM 00 OTKa3e B IOCYIapCTBEHHOM pPErucTpaldu
MEIHULIMHCKOTO M3/,

3) BeIIauy (HANpaBlieHHE 3aKa3HBIM TMOYTOBLIM OTIIPABIEHMEM C YBEIOMIICHHEM O
BpyYeHHH HIM B (opMe DJJISKTPOHHOrO HOKYMEHTa, MOIIHCAHHOTO JJIEKTPOHHOM
NOANKCBIO) 3asBUTENIO paspellleHHss Ha NpPOBEIEHHE KIMHUYECKAX HCIBITaHHH
MEIUIHHCKOro H3/enus no dopMe, yTBEpXKAEHHOH mpukasoMm PocsmpaBhamzopa oT 19
aBrycta 2013 r. Ne 4220-ITp/13 «O0 yTBepxkaeHun (GOpMEI pa3pellieHds] Ha NPOBEACHHE
KIMHUYECKUX MCIBITAHUA MEIUIMHCKOTO H3Ae/usy (3aperucTpupoBaH MHUHHCTEPCTBOM
focTuliud Poccuiickoit ®enepanun 10 centsops 2013 r., peructpanuonssiit Ne 29927), u
BHECEHUE COOTBETCTBYIOIMX CBEJIEHUH B PEECTp BHIHAHHBIX pa3pelleHHuil Ha MPOBeICHHE
KIIMHAYECKUX HCHBITAHUN MEAUIIMHCKOro H3enus JTu00 yBeJOMJIEHHEe 00 OTKase B
roCyTapCTBEHHOH PEruCcTpalui MEIULUHCKOIO U3ENHS C yKa3aHUeM IIPUYHH OTKa3a.

64. OTBeTCTBEHHBIf WCHOJNHUTENb TOTOBUT MpPOEKT MpHKa3a o0 OTKase B
rOCyTapCTBEHHON perucTpalv¥ MEAMLMHCKOrO U3Jeius B Clly4ae IOJy4YeHHUs
Poc3apaBHag30poM OT OKCIEPTHOTO YYPEKAEHHsS 3aKIIOYEHHSA O HEBO3MOXHOCTH
IPOBEJCHUS KIIMHUYECKUX UCIIBITAHUN MEIUIIMHCKOTO M3IeIIHU.

65. Ilpy NpHHATHH pelleHHs O Bblgauye paspelleHds Ha NpPOBEIEHHE KIMHUYECKHUX
UCTIBITAHWM  MEIMUIMHCKOrO u3fenus Poc3mpaBHag30p MNpPUHUMAET pelIeHHe O
IPUOCTAHOBJICHMH TOCYJapCTBEHHON pEerucTpaiid MeOUIMHCKOTO H3HEeNUs OO0 JHS
npuHATHS Poc3npaBHan30poM peleHus 0 BO30OHOBIEHUH IMOCYAapCTBEHHOM perucTpanim
MEIHULIMHCKOTO M3/IEIHS.

66. O Havane mNpoBeINCHHS KINHWYECKUX HCHBITAHUNA MEIUIIMHCKOTO W3IeITHs
3asBHUTENb yBeaomisieT Poc3npaBHam3op B TeueHHe 5 pabouumx JHeH C Hayala WX
IpOBENEHNS MO (GOopMe COTIIacHO NPHIOKEHHIO Ne 2 Kk AIMUHUCTPATUBHOMY PETJIAMEHTY.

67. OkcnepTr3a KauecTBa, 3PPEKTHUBHOCTH U O€30MaCHOCTH MEAMITMHCKAX U3aeui |
KJjlacca MOTEHIHAIBLHOr0 pUCKa NPUMEHEHUS U MEIVIMHCKAX H3AENUU i JUArHOCTHKU
in Vitro NpOBOTUTCA B COOTBETCTBHM C HOANYHKTOM «6» mnyHkra 21 Ilpasui
rOCyIapCTBEHHOM PETHCTPalMi MEIUIIMHCKUX U3IENUH, YTBEPKICHHBIX TOCTAHOBICHUEM
IIpaBurenscTBa Poccuiickoit @eneparuu ot 27 mexabps 2012 r. Ne 141613,

68. Konuu 3amaHus Ha mpoBeleHHE DKCIEPTH3BI KadyecTBa, SPPEKTUBHOCTH W
0e30aCHOCTH MEAMUMHCKOTO M3/IENUs, PELICHHS O Bbljade paspelleHHs Ha IpoBeieHHe
KIIMHUYECKUX HCIBITAHWA MEIMIHUHCKOTO H3Jenus Wid 00 OTKa3e B rocylapCTBEHHOU
perucTpanuyd MEIHLMHCKOTO U3JeNNs, YBEAOMIICHHUS 3asBUTENS O HPUHATOM PEIIECHUH, a
TaK)Ke KOIHUHM paspelleHHs] Ha INpOBEJeHUE KIMHUYECKHX HCHBITAHHH MEIULUHCKOTO
U3JIENUsl WM YBEIOMIICHHS 00 OTKa3e B rOCyJapCTBEHHOH PEerucTpaiiui MeIULHHCKOTO
131NN TPHOOLIAIOTCS K PETHCTPAlMOHHOMY TOChE HA MEIUITHHCKOE U3MIeTIHe.

13 Co6panue 3akonoparensctea Poccuiickoit ®enepamun, 2013, Ne 1, cr. 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. KputeprieM NpHHATHA pELIEHHS [0 AJMHHHCTPATHBHON NPOLEAYpE SBISETCS
HaJliYue WM OTCYTCTBHE OCHOBAHMU /I OTKa3a B TOCYIJapCTBEHHOW pETHUCTpAIlUH
MEAULIMHCKOTO U3IENusl.

70. Pe3ynpTaToM aJMUHUCTPATABHON HPOUEIYPHI ABJIAETCS NPUHATHE PEIICHUS O
BbIIa4e paspelleHHs Ha NPOBEACHUE KIMHMYECKUX UCIBITAHHA MEIUIIMHCKOIO H3IEIHs
m60 06 oTKa3ze B roCcyfapCTBEHHOM PericTpaiui MeIULUHCKOTO M3JENUs C YKa3aHHEM
IpUYMH OTKa3a.

Bo0300HOBIE€HNE FOCYJTapCTBEHHOMN PErHCTPAIlMH MEAUIMHCKOTO U3IEHs

71. AnmunuCcTpaTUBHAs pouenypa «Bo3o0HOBIIEHHE TOCYIaPCTBEHHON PErMCTpaLuM
MEIUUUHCKOTrO HU3JENUsA» OCYLIECTBISICTCS B CBS3U C IOCTYIJIEHMEM OT 3asBUTEJNS B
Poc3apaBHan3op 3adBieHMS O BO30OHOBIEHHH TOCYAAPCTBEHHOW  PETUCTpAlUH
METUIMHCKOrO M3Je1us 10 (JopMe COTJIaCHO MpHitokeHuio No 3 Kk AJIMHHHCTPATHBHOMY
PEeTTIaMEeHTy M PE3YNbTaTOB KIMHHUYECKUX UCIBITAHUH MEAMLHHCKOTO U3JIETHs, a Takxke
JOKYMEHTOB, YKa3aHHBIX B MOANYHKTax 3-11 nyHkTa 14 AIMUHUCTPaTUBHOTIO PErIaMeHTa,
B Clly4yae, €CJId B HMX BHECEHBI M3MEHEHMS II0 pe3ysibTaTaM KIMHWUYECKHX HCIBITaHHi
MEIULIUHCKOTO U3/IeIHsL.

72. OTBETCTBEHHBI MCIONHHUTENb B TeueHHe 2 pabovumx AHEH cO IHS MONyd4eHHs
3a5BJICHUS O BO30OHOBIEHHMHU I'OCYIApPCTBEHHOH pervcTpalii MEAUIMHCKOrO H3IEus
pe3yJIbTATOB KINHHYECKHX HCIBITAHUNA MEIMIUHCKOIO H3/ENHs, NPOBOJUT IMPOBEPKY
HNOJHOTBI M JOCTOBEPHOCTH CBEICHUN, COJAEpXalUXCs B IPEACTaBIEHHBIX B
PocsnpaBHan3op 3adBieHMH O BO300HOBIEHHMH TOCYJapCTBEHHOM  perucTpaiuu
MEIUIIUHCKOTO M3IETHA U PE3YIbTATOB KIMHUYECKUX UCIIBITAHUNA MEAULIUHCKOTO U3/IeIHS
IO pe3yJibTaTaM KOTOpPOH IPUHMMAETCA peIlieHHWe O BO300HOBIIEHHH TOCYNapCTBEHHOM
pEruCTpalii MEIULUHCKOTO U3/IEIHS.

73.B ciny4ae ecnum IOKyMeHTHI IMpPEACTAaBIEHbI HE B IMOJHOM OObEME HJIH B HHMX
BBISIBJICHBI HEIOCTOBEPHBIE NaHHbIE, a TAKXKE B Cllydae NpPEJCTaBICHHS JOKYMEHTOB,
COCTABJICHHBIX Ha MHOCTPAHHOM s3blKe, 0€3 3aBEpEHHOr0 MEepeBOJa Ha PYCCKHH S3BIK,
OTBETCTBEHHBIN MCIIOIHUTEID Bpy4yaeT (HalpasiseT 3aKa3HbIM IIOYTOBBIM OTIIPABICHUEM C
YBEIOMJICHHEM O BpPYYEHHMH HIH B (OpME 3IIEKTPOHHOTO NOKYMEHTa, IOANUCAHHOTO
3JIEKTPOHHOH IMOANMKUCHIO, JIHOO B 3JJIEKTPOHHON (GopMe IO TeIeKOMMYHHKAI[HOHHBIM
KaHajaM CBs3H) 3ajBUTENIO pEIIeHHe O BO3BpaTe 3asiBICHHUS O BO30OHOBICHHU
rOCYyJapCTBEHHOM PETHCTPAalMH MEIUIMHCKOIO H3AeNdsl C IPHJIOKEHHEM K HeMy
YKa3aHHBIX JOKYMEHTOB U HU3JI0)KEHHEM NPUYHH, IIOCITYXUBIIUX OCHOBAaHHEM IS TaKOTO
Bo3Bpara. OpnHoBpemeHHO Poc3npaBHam3op cooluiaeT 3asBUTENI0 O BO3MOXHOCTH
IIOBTOPHOT'O NPECTABIEHHS 3as4BJICHUSA O BO30OHOBICHNUH IOCYAapCTBEHHON perucTpanuu
MEMIMHCKOI O M3JEHMs C IIPUIIOKEHUEM K HeMY 10pabOTaHHbBIX JOKYMEHTOB.
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74.B TeueHue 2 pabouux AHeW €O IHS NPUHATHS PELIEHHS O BO30OHOBICHHH
rOCYy/TapCTBEHHOM DPETUCTPALUU MEOUIMHCKOTO M3JIENIUS OTBETCTBEHHBIN HCIIOIHHTEIND
HalpaBJIIeT B OKCIOEPTHOE YYPEXKICHUE IPEACTABICHHBbIE 3asABUTENEM Ppe3yJIbTaThl
KIIMHUYECKUX UCIBITAHHM MEAMLUHCKOTO U3/IENUS IS TPOBEIEHHUS SKCIIEPTH3BI KAYeCTBa,
3¢ heKTHBHOCTH U 6€30TIACHOCTH MEIUIIUHCKOTO H3AEITHSL.

75. Ilpy MOCTYIIEHHH OT 3KCHEPTHOTO YUPEKAECHHS 3aIIPOCa O HEAOCTATOYHOCTH JJIs
BBIHECEHUSI OKCIIEPTOM  3aKJIIOYEHUS MAaTepUalloB H  CBEAEHUH, OTBETCTBEHHBIH
UCTIOJIHUTEITH B T€YEHHE 2 pabounx AHEH co JHS ero MOCTYILIEHHS HAPaBisgeT 3aABUTENIO
3aIIpOC O IPEJCTABICHUN HEOOXOMUMBIX CBEJIEHHI C yKa3aHWeM XapakTepa 3aMedYaHMil U
crnioco0a uX yCTpaHEeHHS.

76. 3asBUTEND MPEACTABIISET OTBET HA 3alPOC B CPOK, HE MpeBbIlaromuii 50 queit co
JHS €ro IOyYeHHUS.

77.B cnydae ecnM OTBET Ha 3ampoc, a TaKXKe NpHUJaraeMbie K HEMY ITOKYMEHTHI
COCTaBJICHbI Ha HHOCTPAHHOM S3bIKE, OHU MPEACTABIISIOTCS C 3aBEPESHHBIM IIEPEBOJOM Ha
PYCCKUH SI3BIK.

78. IIpH BBISBIIEHUH B NPEICTABIECHHBIX 3asBHTENIEM B OTBET HA 3alpOC JIOKyMEHTAX
HEJIOCTOBEPHBIX M (MJIM) HEAOCTATOYHBIX NAHHBIX WM JTOKYMEHTOB, COCTABJIEHHBIX MM
comepXkalux TEKCT Ha MHOCTPAaHHOM S3blke Oe3 mepeBoja Ha PYCCKHWH S3BIK,
OTBETCTBEHHBIN HCIIOJIHUTEND B TeUeHUE 2 pabouux JHeH BpydaeT (HampasJisieT 3aKa3HbIM
IIOYTOBEIM OTIPABJIECHHEM C YBEIOMJIEHUEM O BpPYYEHHH WJIH B (popMe 3JIEKTPOHHOTO
OOKYMEHTa, IMOAMMCAHHOIO 3JIEKTPOHHOH NOOUHUCHIO, JIMOO B 3JIEKTPOHHOU ¢opMme 1o
TEJICKOMMYHHKAIIMOHHBIM KaHalaM CBSI3M) 3asBUTENIO pellieHHEe O BO3BpaTe yKa3aHHBIX
JOKYMEHTOB C MOTHBHPOBaHHBIM OOOCHOBaHHMEM MpPUYUH BO3BpaTa W COOOIIEHHEM O
BO3MOXXHOCTH IIOBTOPHOTO IIpeICTaBICHUS 3asBUTeNeM 10 HcTedenus S0 pabouux nHel co
JHS IOTYYEHHs 3a1poca 1opaboTaHHBIX TOKYMEHTOB. [Ipy HempencTaBleHNH 3asBUTENIEM
B YKa3aHHBIH CPOK 3alpallMBacMbIX MAaTepUajiOB U CBEJACHHH JKCIEepTH3a KadyecTBa,
3(peXTUBHOCTU U 6€3011aCHOCTH MEAUIIMHCKOTO M3/IEJIHs IPOIOIDKAETCS [0 HAXOASIIAMCS
B PAacCHOPSDKCHHH OKCIIEPTHOIO YYPEXKACHUS paHee IIPEeACTAaBICHHBIM 3asiBUTENIEM
JIOKYMEHTAM M CBEICHMM, COJIEPXKAIIUMCS B PETUCTPAIIHOHHOM JI0ChHE.

79.3agBneHne O BO30OHOBIEHHH TIOCYNApCTBEHHOM pETHUCTpAllMM MEAULMHCKOTO
U3JENUs M Pe3yabTaThl KIMHUYECKHUX HCIBITAHUA MEIUIIMHCKOTO H3JEeHs, a Takke
JIOKyMEHTBI, yKa3aHHBIE B MIOANYHKTaX 3-11 myHKTa 14 AMHUHHCTPATHBHOTO periaMeHTa,
B Clydae, €ClIM B HUX BHECEHBl U3MEHEHUs IO Pe3yibTaTaM KIMHUYECKUX HCIBbITAHUH
MEIUIUHCKOTO H3JENHS, MPUOOIIAIOTCS K PErucTpPalldOHHOMY JIOChe Ha MEIHIIMHCKOe
u3zenue.

80. KputepueM npuHATHS pellieHUs MO aIMHHHUCTPATHBHOM MNpOLeAype SBIAETCS
HaJIdYMe 3asBJICHHS O BO30OHOBJICHUH TOCYHAPCTBEHHOH pPErHCTpallid MEIUIIMHCKOTO
U3JeNIUs ¥ pe3yJIbTaTOB KIIMHUYECKUX UCTIBITAHUN MEIUIIUHCKOTO 3EH.
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81. PesynbraroM agMHHHUCTPaTHBHOM MpOLENYphl SBISETCS HANpaBleHUE B
OKCMEPTHOE YUYPEKIACHHUE MIJIA IPOBEICHHUS JKCIEePTH3bl KauecTBa, A(GGMEKTUBHOCTH H
0€30IIaCHOCTH NPECTABICHHBIX 3asBUTENIEM pe3yldbTaTOB KIMHHYECKMX HCIBITAHHH
MEIUIIMHCKOTO M3EITHS.

OlneHKa 3aKII04eHUs YKCIIEPTHOTO YUPEXKISHHS 10 Pe3yJIbTaTaM 3KCIEPTU3bI
KayecTBa, 3pYEKTUBHOCTH U O€30MacCHOCTH MEIUIIMHCKOTO M3/IENUS U IPUHATHE PEILECHUS
O TOCYIapCTBEHHOM peructpanuu (06 oTKase B rocy1apCTBEHHON PEerucTpaIiy)
MEIULIUHCKOTO U3MENHUs

82. AamMunucTpaTiBHas npouenypa «OneHKa 3aKI0YeH s SKCIEPTHOTO YUPEXKISHHUS
1O pe3ysibTaTaM JKCIEPTH3bl KauecTBa, 3 (EeKTUBHOCTH U 0E30MMacCHOCTH MEIMIHUHCKOro
U3JleJIMsT M IOPHHATHE peELIeHUs O T[OCyIJapCTBeHHON peructpanuu (06 oTkase B
rOCyJapCTBEHHOM PETUCTpallii) MEIULUHCKOTO H3JENHUs» OCYIIECTBISETCA B CBI3H C
INOCTYIUICHHEM OT 3KCIOEPTHOrO Yy4YpexieHus B Poc3apaBHaA30p 3aKiOYEHHS 110
pe3ysibTaTaM JKCIEPTH3bl KauecTBa, 3(PQPEeKTUBHOCTH U 0E30MaCHOCTH MEIMIUHCKOTO
U3JIeTHA.

83. B cpok, He npeBbimatomuii 10 pabounx gHed CoO AHS IOJIYYEHHUS 3aKIIOUYEHHS,
YKa3aHHOTO B IyHKTEe 82 AIMHHUCTPATHBHOTO PErjlaMeHTa, OTBETCTBEHHBIH HCIIOIHUTEID
OCYILECTBJISIET:

1) omeHKy 3aKmIOYeHHs AJS ONMpPEAETECHHS COOTBETCTBHS 3aJaHMIO HA HPOBEICHHUE
3KCIIEPTU3BI KauecTBa, 3P PEeKTUBHOCTH U 6€30IMaCHOCTH MEAUIMHCKOrO M3IE M,

2) MOAroTOBKY HpOEKTa MpHKa3a O IOCYAAPCTBEHHON PETMCTPALMH MEIHIMHCKOTO
u3iears MIM 00 OTKa3e B rOCYyJapCTBEHHON PErucTpaliid MEIUIIMHCKOTO H3JeNUs M
YBEIOMIICHHE 3asiBUTENS O IPUHATOM PEIICHUH,

3) opopmnenne u BblIauy (HampaBlieHHE 3aKa3HBIM IIOUTOBBIM OTIIPABJICHHEM C
YBEIOMIIEHHEM O BPYYCHHU WM B (GOpME 3JIEKTPOHHOrO IOKYMEHTa, IOIIHCAHHOTO
SNIEKTPOHHOM IOANHCHIO) 3asABUTENIO PETUCTPALIMOHHOTO  YIOCTOBEpeHHsS JH0O
yBeIOMIICHHs 00 OTKa3e B IOCYJapCTBEHHOM pErvcTpalMd MEIWIHHCKOrO H3JIEHs C
yKa3aHueM NPUYUH OTKa3a.

84. OTBEeTCTBEHHBIHl HCIONHUTEIb TOTOBHT MPOEKT MpHWKa3a o0 oOTkase B
roCyIapCTBEHHOM pPEruCcTpanui MEIULIMHCKOTO U3IEHS B CITydasX:

1) mosry4eHHs OT SKCHEPTHOTO YUPEKIECHUS 3AKIIIOUEHHS 110 PE3YJIbTaTaM 3KCIIEPTU3bI
Ka4ecTBa, 3¢ heKTUBHOCTH %4 Oe3omacHOCTH MEIUIUHCKOTO U3JIenus,
CBH/JICTEJILCTBYIOIIETO O TOM, YTO KadecTBO, M (unu) 3b@eKTuBHOCTb, U (WIIN)
0€30MacHOCTh  PErHCTPHPYEMOr0  MEIUIMHCKOIO  H3JeaMs He  MOATBEPXKICHBI
[OJIyY€HHBIMU JAHHBIMU, U (W) O TOM, YTO PHUCK IPUYHHEHHUS Bpeaa 30POBBIO IpaxaaH
U MEIUIUHCKAX pabOTHUKOB BCJICACTBHE MPUMEHEHHS MEIULIUHCKOTO W3/eIus
IIPeBLIIAET 3QPEKTUBHOCTD €r0 IPUMEHEHHS;
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2) BeIgBICHUS Poc3apaBHAN30pOM [0 pe3ysbTaTaM rOCYIApCTBEHHOIO KOHTPOJIS 3a
obpaleHueM MEeIUITMHCKUX HM3AENUiM HECOOTBETCTBHM NaHHBIX 00 3(P(PEKTUBHOCTH M O
0€30MaCHOCTH MEMITMHCKOTO U3/IeITHs IaHHBIM O MEIUIIMHCKOM HU3ETHH, COAEPKAIIMCS
B 3aSBJICHUH O PETUCTPALUH U JOKYMEHTAX, YKa3aHHbIX B MyHKTe 14 AIMUHHUCTPATHBHOTO
periameHTa.

85. JIoKyMEeHTOM, MONTBEPKAAIOMIAM  (AaKT TOCYAapCTBEHHOM  perucTpanuu
MEAMIIMHCKOIO M3IEJIHs, SIBJISIETCS PETUCTPAlMOHHOE YIOCTOBEpeHHe. PerucrpanuonHoe
YIOCTOBEpEHHE JICHCTBUTENBHO I[IPU YCIOBMM COXPAaHEHHS B HEU3MEHHOCTH BCEX
U3JI0KEHHBIX B HEM CBEICHUN O MEIUIMHCKOM H3JENUH M O JIUIE, HAa UM KOTOPOTO
MEMLIMHCKOE U3/ICNUE 3apETUCTPUPOBAHO.

86. Perucrpainontoe ynocroBeperue odpopmisiercss PocsnpaBranzopom mo dopme,
YTBEPXKIAECHHOM NpHKa3oM DeepabHON CIy)00H 10 Haa30py B chepe 31paBOOXpaHEHHUS
or 16 smBaps 2013 r. No 40-Tlp/13 «O6 yTBepxaeHud (GOPMBI PETHCTPALMOHHOTO
YIOCTOBEPEHHUS Ha MEAULIMHCKOE U3/eNne» (3aperucTpupoBaH MUHHUCTEPCTBOM KOCTHIINH
Poccuiickoii ®epepanuu 25 ¢eBpans 2013 r., peructpaumonssiii Ne 27292), ¢
U3MEHEHHSMH, BHECEHHBIMH Hpukazamu DenepannHoit ciyxObl Mo Haa3opy B cdepe
3npaBooxpaHeHus oT 3 mrond 2013 r. Ne 3380-I1p/13 «O BHeceHUM M3MEHEHUH B MpHUKa3
QenepanbHoil ciIyk0bl MO HaA30py B cdepe 3apaBooxpaHenus ot 16 sHBaps 2013 .
Ne 40-IIp/13 «O6 yTBepxkaeHuH (OPMBI PETUCTPALIMOHHOTO YJIOCTOBEPEHUs Ha
MEIMIIMHCKOE H31enue» (3apeructpupoBan MuHHcTepcTBOM IocTHIHMU Poccuiickoit
®enepannu 10 centabps 2013 r., perucrparmonnsrit Ne 29932), ot 3 mapta 2017 1. Ne 1636
«0O BHeCEHMHU U3MEHEHHH B MpUIIOXKeHHe K mpukazy PenepanbHoil ciiyxObl 10 HAA30pY B
cdepe 3npaBooxpanenus ot 16 susaps 2013 r. Ne 40-I1Ip/13 «O6 yTBepKaAeHHH POPMBI
PErMCTPAIMOHHOIO YIOCTOBEPEHHUS Ha MEAMIMHCKOE U3JAeNue» (3aperucTpupoBaH
MunucrepctBoM roctunnu Poccutickoit @enepanyu 17 anpesns 2017 r, perucTpainOHHBIH
Ne 46398), ot 10 urons 2018 . Ne 4510 «O BHecenuu uzmeHeHui B [Ipuito)keHue K IpHKa3y
DepepanbHOM CyxObl MO Haazopy B chepe 3apaBooxpaHeHuss oT 16 sHBaps 2013 r.
Ne  40-ITp/13 «O6 yTBepXHCHWH (QOPMBI PETHCTPALHOHHOIO YJOCTOBEPEHHs Ha
MEIUMIUHCKOEe H3/enHue» (3aperucTpupoBaH MMHUCTEPCTBOM IocTHIMU Poccuiickoii
®epnepauun 7 aBrycra 2018 r., peructpanuonnsiit Ne 51801).

87.B Teuenne 1 pabGouero AHS TOC/IE MPHUHATHS PEUIEHHUS O TOCYIAPCTBEHHOU
perucTpanui MEeAULIMHCKOTO W3[eJusl, OTBETCTBEHHBIH HCIIOJIHHUTENb BHOCUT AAHHBIE O
3aperMCTPUPOBAHHOM MEIUIIMHCKOM M3EIUU B FOCYAApCTBEHHBIH peecTp MEAMLUHCKHX
U3Jeuid M OpraHu3anuil (MHIWBUAYAIbHBIX MpEANpPHHUMATENEH), OCYIIECTBISIOMIMNX
IIPOU3BOJICTBO M H3TOTOBJICHHE MEIUIMHCKUX H3JeNHi B MOpSJKE, IPEelyCMOTPEHHOM
nocranosienueM [IpasurensctBa Poccuiickoit @eaeparuu ot 19 utons 2012 r. Ne 615 «O6
yTBepxxaeHuu IlpaBun BeneHHs rocyJapCTBEHHOTO peecTpa MEOUIMHCKUX H3JSIMi U
OpraHM3aIi, OCYIIECTBISIOIUX IPOU3BOACTBO U U3TOTOBJIEHUE MEIUILUHCKUX U3JEITHI»
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(nanee-nocraHoBieHue I[lpaButenbctBa Poccuiickoit @enepauun ot 19 wmrons 2012 r.
Ne 615) 14,

88.3aknoueHUe 1O pe3ynbTaTaM OJKCIEPTU3bl KavyecTBa, JIPOEKTHBHOCTH M
0€30MaCHOCTU MEIUIIMHCKOT0 U3/ETHsI, KOIIHU IPUKA30B O FOCYAapCTBEHHOM PErACTPaLUM
MEIMIMHCKOTO M3/eNUs WM 00 0TKa3e B TOCYJapCTBEHHOM pPerucTpaiv MeJIUIHHCKOTO
U3JIeNKsl, YBEIOMIICHHS 3asBHUTENs O NMPHHATOM PEUICHHH, a TaKXKe BTOPOH IK3EMILISIp
PErHCTPAIllMOHHOIO  yAOCTOBEpeHUs JuOO0 Komus YyBelnOMJeHHS 00 oOTKaze B
rOCyJapCTBEHHOIl  perucTpaldyd  MEOUIMHCKOTO  HM3JeNus  IPHOOINATCS K
PErUCTPALlMOHHOMY 10ChE€ Ha MEAUIIMHCKOE H3JIEIIHE.

89. KputepusiMu NpuHSATHS peIIeHUS 10 aJMUHMCTPATHBHOMN NpOILEaype SBIISIOTCS
pe3ynbpTaThl 3KCHEPTU3bl KauecTBa, dM(MEKTHBHOCTH M 0€30MaCHOCTH MEIUIIMHCKOTO
H3JIEIHA.

90. Pe3ynpTaTOM aAMUHUCTPATUBHON NPOLEAYPHl ABJISAETCS IPHHATHE PEUICHHS O
rocyJapCcTBeHHOM peructpanuu (00 oTKaze B TOCYIAapCTBEHHOW perucTparum)
MEIUIMHCKOTO M3JeNus, BbiZaya (HampaBJcHHE) 3adBUTENIO YBEIOMJIEHHS O
rOCyJJapCTBEHHOHM  PETUCTPALlMM  MEIULUUHCKOTrO U3JeNusi W  PErucTPAllMOHHOTO
YIAOCTOBEpEHHS] Ha MEAMIUHCKOe u3aende JuO0 yBeaoMJeHHs 00 oTkaze B
roCyAapCTBEHHOHN perucTparuid MEAUIUHCKOTO H3IEHs.

BHecenre n3MeHeHul B JOKyMEHTHI, COJiep)Kalluecs B PErHCTPAMOHHOM J0Che, He
TpeOYIOIHX POBEAEHH IKCIIEPTH3HI KauecTBa, dpdekTnBHOCTH U Oe30macHoCTH
MEIUIIMHCKOTO U3eI S

91. AnmunucTpaTuBHas mnpouenypa «BHeceHWe W3MEHEHUH B JOKYyMEHTHI,
coliepKallluecs B PETHCTPALMOHHOM JAOChE, HE TpeOYIOLUX NPOBEACHUS 3KCIEPTU3bI
Ka4ecTBa, 3Q(HEeKTUBHOCTH U 6€30MacCHOCTH MEIUIIMHCKOTO U3IENUs» OCYILECTBIAETCS B
CBSI3H C ITOCTYILJIEHUEM OT 3asiBUTENA B Poc3apaBHan30p 3asBiIeHNs O BHECEHUU H3MEHEHHM
B JIOKYMEHTBI, COAEpXalluecs B PErHMCTPAlMOHHOM J[0Ch€ MEIULMHCKOIO H3JeIHs II0
(popme cornacHo mpuinoxeHuio Ne 4 kK AIMHHHCTPaTHBHOMY perjlaMeHTy U JOKyMEHTOB,
YKa3aHHBIX B IyHKTe 15 AQMUHUCTPaTUBHOTO perjiaMeHTa.

92. OTBeTCTBEHHBI UCHOMHUTENH B TeueHHe 5 pabouux IHEH co OHSA NOCTYILICHHs
3asBJICHUS. O BHECEHHMH WU3MEHEHHUH B JOKYMEHTHI, colepkKallluecs B pEerUCTPallMOHHOM
J0Che ¥ TOKYMEHTOB, IPEAyCMOTPEHHBIX MYHKTOM 15 AIMUHUCTPATUBHOIO PErjiaMeHTa,
IIPOBOAMT IIPOBEPKY MOJHOTHI M JOCTOBEPHOCTU CBEICHMH, COAECPXKAIUUXCA B HUX, B TOM
4HClie IIyTeM CPaBHEHHUS TaKUX CBEIEHUH CO CBEJIEHUSIMH, NPEICTABICHHBIMU B IIOPSIKE
MEXBEIOMCTBEHHOTO HH(POPMAILMOHHOTO B3aMO/IEHCTBUS.

93. B ciy4ae ecnu k 3asBJICHUIO O BHECEHUH U3MEHEHU B TOKYMEHTBI, COAEpIKALIHECs
B PETUCTPAIlMOHHOM JOChE He MPIJIAraloTcs JOKYMEHTBI, IPEeIyCMOTPEHHBIE yHKTOM 15

14 Cobpanue 3akoHOMaTeNnbCcTBa Poccuiickoit @enepanuu, 2012, Ne 26, c1. 3532, 2014, Ne 26, ct. 3574.
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ANMUHHUCTPAaTHBHOTO PErjaMeHTa, U (WJIK) B 3asBJIEHHH O BHECEHMH M3MEHEHHUM yKa3aHbl
HEJIOCTOBEpHBIE  CBeJEHHMA JMOO JOKYMEHTHl, NpPEAyCMOTPEHHBIE MYHKTOM 15
AIMHHHCTPAaTUBHOTO peTJiaMeHTa, NPEACTABIEHE] HE B IIOJIHOM 00beMe, OTBETCTBEHHbIH
UCTIOJIHATEh BPY4YaeT 3asgBHTEIIO YBEAOMIIEHHE O HEOOXOOUMOCTH ycTpaHeHHs B 30-
AHEBHBIH CPOK BBHISABJICHHBIX HapyLICHUH M (WJIM) TMPENCTaBlICHUs JOKYMEHTOB, KOTODBIE
OTCYTCTBYIOT, THOO HalpaBIIseT TaKOe YBEJOMIICHHE B (JOPME 3JIEKTPOHHOIO JOKYMEHTA,
HOJMUCAHHOIO 3JIEKTPOHHOM MOANKCHIO, WM 3aKa3HBIM IOYTOBBIM OTIIPABJIEHUEM C
YBEIOMJIEHUEM O BPYYEHHH. |

YBeloMIIeHHEe, B Cllydae €ro HalpaBIeHHs 3aKa3HbIM IOYTOBBIM OTIIPABIECHUEM,
CUHTACTCA MOJIyYEeHHbIM IO HcTedeHuu 10 paboumx nHeH ¢ mJaThl HampaBJeHHS
YBEIOMJIEHUS.

94. B ciy4ae eciu B 30-JHEBHBIH CPOK HE yCTPaHEHBI BBISBIEHHBIE HAPYIIIEHUS 1 (K )
He IIPEACTaBJ€Hbl NOKYMEHTHI, KOTOpPble OTCYTCTBYIOT, OTBETCTBEHHBIH HCIIOJIHHUTEID
IPUHAMAET DPEIICHHE O BO3BpaTe 3asBJICHHUS O BHECEHWHW H3MEHEHUN B JIOKYMEHTHI,
CONEPXKALIUECS B PETHCTPAMOHHOM JOCb€ U MPEACTABICHHBIX OKYMEHTOB C
MOTHBHUPOBAHHBIM 0O0CHOBaHHEM MIPHYKH BO3BPATA.

95.B Tedyenue 3 pabGoumx OaHeH Co AHS TPEICTaBIEHHS HaJIeXalluM 00pa3oM
OGOPMIIEHHOTO 3asBIE€HHS O BHECEHHM W3MEHEHHMH B JOKYMEHTBI, COIEPXKALIUECS B
PETHCTPAILIMOHHOM J0ChE U B IOJHOM 00bEMe NTOKYMEHTOB, MPEIyCMOTPEHHBIX ITYHKTOM
15 AIMMHUCTPaTHBHOTO periaMenTa, OTBETCTBEHHBINA UCIOJHUTEL IPUHAMAET PEIEHHE
0 PaCCMOTPEHUH YKA3aHHBIX 3asBJICHUS U JOKYMEHTOB HJIH (B ClIy4ae UX HECOOTBETCTBHS
HOJIOXKEHHAM TyHKTa 15 AjMuHHCTpaTUBHOTO perjiaMeHTa) 00 WX BO3Bpare C
MOTHBMPOBAHHBIM 000CHOBaHMEM NPUYHH BO3BpaTa.

96.3asgBIeHMEe O BHECEHHWM W3MEHEHMH B [OKYMEHTBI, CojepXaluecs B
PETUCTPAallAOHHOM ~ JI0Cbe, M  JOKYMEHTHI, NpPEAYCMOTPEHHbIE MyHKTOM 15
AIMMHHCTPAaTUBHOTO pETJIaMeHTa, a TaKKe KOMHMH peIlleHHs O BHECEHMH W3MEHEHUHl B
JOKYMEHTBI, COJIepXKaIlUecs: B peruCTPalliOHHOM JI0Che, 0TKa3a O BHECEHNHU U3MEHEHUIH B
JOKYMEHTBI, COJEpXallluecs B PETUCTPALMOHHOM JIOChe, YBEJAOMJICHHS 3asBUTENS O
IIPUHSATOM PELICHUM NPHOOIIAIOTCS K PErHCTPAIIMOHHOMY JOChe Ha MEAMIIMHCKOE U3IEITHE.

97. KputeprieM NpUHSATHS pEUICHHUS MO aIMHHHUCTPATUBHON NpoLeaype SBISETCS
HAJIMYHE WJIM OTCYTCTBUE OCHOBaHWH /i BO3BpaTa 3asiBJICHUS O BHECCHHUH U3MEHEHUH B
JOKYMEHTEI, COJI€pP)Kallliecss B PETUCTPAlMOHHOM JOChe MEAMIMHCKOTO H3IeNUS H
peCTaBIEHHBIX JOKYMEHTOB.

98. Pe3ynbraToM aAMHHUCTPATUBHON MPOLEAYPHI SABIAETCS BHECEHHE H3MEHEHHH B
JOKYMEHTEI, COIEpXKaluecsl B PErnucTPallMOHHOM JI0Che, He TPEeOYIOMHUX IPOBeNCHUS
3KCIEPTU3bl KauecTBa, 3P PEeKTUBHOCTH B 0E30MaCHOCTH MEAMIIMHCKOIO U3EJHs, Bblaava
(HanpaBleHHE) 3asBUTENIO YBEIOMIIEHHS O BHECEHMH HW3MEHEHMH B JIOKYMEHTEHI,
coliepiKallecss B PETUCTPALMOHHOM Joche (YBEIOMJICHHMS O BO3BpaTe 3asBJICHUS O
BHECEHUHU M3MEHEHUH B JOKYMEHTHI, COepXKalliecs] B PETUCTPAIIHOHHOM JOChe) ¥ BblAaya




30

(HampaBiieHue) nepeoGOpPMIIEHHOTO pPErMCTPAlMOHHOTO YAOCTOBEpeHUs (B ciydae
BHECEHUS] M3MEHEHUI B HETO) U paHee BBIJJAHHOTO PETMCTPAIIHOHHOTO YIOCTOBEPEHHS C
OTMETKOH 0 ero HeleliCTBUTEILHOCTH (C YKa3aHUeM JIaThi).

BHecenue u3MeHeHui (0TKa3 BO BHECEHHH U3MEHEHMI ) B JOKYMEHTHI,
coJlep)Kaluecs B peTHCTPAllMOHHOM TOChE, TPEOYIOIMX NPOBENCHUS SKCIIEPTU3BI
KadecTBa, 3phHeKTHBHOCTH K 0€30MACHOCTH MEIUIIUHCKOTO U3eIus

99. AnmuHuCTpaTHBHAsA mpolenypa «BHeceHme u3MeHeHHH (0Tka3 BO BHECCHHUH
HU3MEHEHH#) B JOKYMEHTHI, COJIEp)Kallldecs B PETHCTPAlIOHHOM JAOChE, TPeOyIOUX
IIPOBENICHUS JKCIEPTU3bl KauecTBa, 3(P(PEKTUBHOCTH U 0€30IaCHOCTH MEIULMHCKOIO
U3JENUsD OCYIIECTBIIETCS B CBSA3M C MOCTYIUJIEHMEM OT 3asBuUTeNs B PocsapaBHansop
3asBJICHUS O BHECECHUM U3MEHEHUH B NOKYMEHTHI, COJiepXKalllecsi B PETrUCTPalMOHHOM
JOChe MEIMIUHCKOro M3deinus mo ¢GopMe cormacHo mpuiokeHuro Ne 5 Kk
AJIMAHHUCTPaTHBHOMY periaMeHTy W JOKYMEHTOB, yKa3aHHBIX B IyHKTe 17
AJIMUHHCTPAaTUBHOTO perjiaMeHTa.

100. BHeceHre U3MeHeHM B TOKYMEHTHI, YKa3aHHbIE B MOANMYHKTaxX 4 ¥ 5 nmyHkTa 14
AJIMAHHUCTPAaTUBHOT'O PETJIAMEHTA, OCYIIECTBIISIETCS [0 pe3yIbTaTaM dKCIIEPTU3bI KaYeCTBa,
3¢ ($eKTUBHOCTH W 0€30MaCHOCTH MEAWIIMHCKOrO H3AeNds, IIPOBEICHHOH B IOpsAIKE,
AHAJIOTMYHOM TIOPSOKY I[POBENEHHUS SKCIEPTU3bl KadecTBa, dS((EKTUBHOCTH H
0€30MacHOCTH MEIUITMHCKOTO U3IETHS I €r0 TOCyIapCTBEHHOM pPErUCTpaLtH, B Cilydae
eciu Poc3apaBHan3opoM o pes3ysbTaTaM MPOBEPKH MOJTHOTH M JOCTOBEPHOCTH CBEICHMH,
COJEPKALIUXCS B IPEACTaBICHHBIX JOKYMEHTAaX, yCTAHOBJICHO, YTO BHECEHUE 3asBICHHBIX
M3MEHEHHH BIle4eT U3MEHEHHE CBOMCTB M XapaKTepUCTHK, BIMIIOIMX Ha KadyecTBO,
3¢ GeKTUBHOCTh W 0€30MacHOCTh MEAMIMHCKOrO HW3MeNs, HJIH COBEPILIEHCTBYET €ro
CBOWCTBA M XapaKTePUCTHKH MPH HEM3MEHHOCTH (PYHKIIHOHAIBHOTO Ha3HauYeHUs U (UIIN)
NpUHIMIA JeHCTBUS MEAUIIMHCKOTO U3AEITHS.

101. OTBeTcTBEHHBI UCHOJHUTEND B TeUeHHE 2 paboumx AHEH CO JHA MOIy4YEHHS
3aKIIOYEHUS JKCIEPTHOTO YUYpPEeXKJEHHS TNPUHHUMAET peHieHHE O BO3MOXHOCTH
(HEBO3MOXXHOCTH)  BHECEHHs] HM3MEHEHHWi B  JOKYMEHTHI, COJEp)Kaluecs B
PETHCTPALIMOHHOM [0ChE, W YBEIOMJSIET O HPUHATOM pEIICHUH 3asBUTEA 3aKa3HBIM
IOYTOBBIM OTIPABJICHHEM C YBEAOMJICHHEM O BPYYCHHH WM B (POpME 3JIEKTPOHHOIO
OOKYMEHTa, IOANUCAHHOTO 3JIEKTPOHHOH MOAIHUCHIO.

102. OcHoBanueM AJis NPUHATHA pellleHUus 00 OTKa3e BO BHECEHMM HU3MEHEHUH B
JOKYMEHTBI, COJAEpXalluecs B PErMCTPAlMOHHOM JIOChe, SBISETCA IIOJyYEHHE
Poc3npaBHan30poM OT SKCHEPTHOTO YUPEXKIAEHUS 3aKIIOYEHHUS O HEBO3MOXHOCTH
BHECEHUSI H3MEHEHHH B JOKYMEHTHI, COJI€pXKallhecs B PEruCTPalldOHHOM JOChE
MEAULMHCKOTO U3/IEIHS.
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103. Ilpyi NIpHAATHM pelIeHNs O BHECEHHH W3MEHEHHH B JOKYMEHTSI, colepxamuecs
B PETrHCTpalMOHHOM Jocke, Poc3apaBHamzop odopmiser W BbimaeT (HampaBiseT)
3aSBUTENIO [EPeO(OPMIIEHHOE PErHCTPALHOHHOE YAOCTOBEpeHHE (B Clydae BHECEHHS
M3MEHEHHH B HEr0) U paHee BhIIAHHOE PETUCTPAlHOHHOE YIOCTOBEPEHHE C OTMETKOM O ero
HEJICCTBUTENBHOCTH (C YKa3aHHEM JAThI).

104. OTBeTCTBEHHBI HCIOMHUTENb B TedeHMe 1 paGodero mHS HoCe NPUHATHUSA
PCIICHHUS O BHECEHMH N3MEHEHHH B IOKYMEHTEI, COZIepXKallnecs B PErMCTPAiOHHOM J0ChE,
BHOCHUT COOTBETCTBYIOLIHE CBEJICHHS B TOCYAAPCTBEHHBIN peecTp MEIUIMHCKUAX U3ACIHH 1
OpraHM3aluii (AHAMBH Y aNBHBIX IPEIIPUHAMATENELH ), 0CYIIECTBISIONINX IPOU3BOCTBO U
M3rOTOBJICHHE MEIMIUHCKUX M3JIEIHA B NOPAAKE, MPEIYCMOTPEHHOM IMOCTaHOBJIECHUEM
IIpaBurtensctBa Poccuiickoit ®epneparuu ot 19 urons 2012 r. Ne 615.

105. 3asiBnenne o0 BHeCeHMM W3MEHEHHWH B JOKYMEHTBI, COZCPXKAIIUECS B
PETHCTPAallMOHHOM  JOCbe, H  JOKYMEHTBHl, [IpPEAyCMOTPEHHBIE IYHKTOM 17
AZIMAHHCTPAaTUBHOTO PeriaMeHTa, a TakkKe KONHH PELICHHS O BHECEHHH M3MEHEHHi B
AOKYMEHTBI, COACPXKALINECS B PETHCTPALIMOHHOM JI0ChE, 0TKa3a BO BHECEHUH U3MEHEHUI B
JAOKYMEHTEBI, COJEpXallHecs B PErHCTPAMOHHOM JOChe, YBEIOMIICHMS 3asBHTENS O
NPHUHATOM PEIeHHH IPHOOINAIOTCS K PErHCTPAHOHHOMY JOChe Ha METHIIMHCKOE H3IENHE.

106. KputepueMm nmpuHATHS pellieHHs 10 aJAMHHHCTPATUBHOH IIpOLENype SBISETCS
HaJINIHE UM OTCYTCTBHE OCHOBAHHM I OTKA3a BO BHECEHUHM M3MEHEHHH B JOKYMEHTHI,
COJIEPIKALIHECS. B PETUCTPAMUOHHOM JOCHE.

107. Pe3ynbTaToM agMHHHCTPATABHOM IPOLEMypHl SBIAETCA BHECEHHE M3MEHEHHMI
(0TKa3 BO BHECEHHH H3MEHEHHUH ) B IOKyMEHTBI, CONEPKANIAeCcs B PETHCTPALHOHHOM JOChe,
TpeOYIOWMX TPOBENEHNs] SKCIIEPTH3bl KauecTBa, J(P(GEKTHBHOCTH M 6Ge30MacHOCTH
MEIMIIMHCKOTO U3/IENHS.

BBII[a‘:Ia I[Y6JII/IKaTa PEruCTpalMOHHOI0 YOAOCTOBEPCHUSI HA MEAULIMHCKOE U3/IEIIUE

108. AxmunucTpaTuBHas mpouexypa «Bbimada ayONMKarta perdCTPalUOHHOTO
YAOCTOBEPEHHS Ha MEAULMHCKOE U3/IeJIHe» OCYIIECTBISIETCS B CBA3H C MOCTYILIEHHEM OT
3asBUTENA B Poc3npaBHan30p 3asBlIeHHs O IPeOCTaBICHUH Ny6IMKaTa PEriCTPAlHOHHOTO
YIOCTOBEpEHHS] HAa MEAMIMHCKOE M3JeNue Mo (opMe COriacHO HpUIOKeHHI0 Ne 6 K
A/IMHHHCTPATHBHOMY —perjJaMeHTy W JOKYMEHTOB, YyKa3aHHBIX B TyHKTe 18
AJZIMMHHCTPaTHBHOT'O PErJIaMeHTa.

109. OTBeTCTBEHHBIH HCIONHUTENL B TedeHHe 7 pabodmx gHeH co AHS TOTyYeHHs
JOKYMEHTOB, YKa3aHHBIX B IyHKTe 18 AJMHMHHCTpaTHBHOrO perjaMeHTa, o¢hopMiser
JyOJIMKaT PErHMCTPallMOHHOIO YAOCTOBEPEHHS HA MEJMIMHCKOE H3[eNHe Ha OaHKe
PETUCTPALlMOHHOIO  Y/JIOCTOBEPEHMS C MNOMETKaMH  «IyOJIMKaT» M  «OpPHTHHAI
PETUCTPALIMOHHOTO YAOCTOBEPEHUs IPU3HAETCS HEAECHCTBYIONIMM» W BpydYaeT TaKoM
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NyONvKaT 3asBMTENIO WM HaOpaBIAe€T €ro 3aKa3HbIM IIOYTOBHIM OTIPABICHHMEM C
YBELOMJICHUEM O BpPyYEHHH.

110. 3asBrienne 0 NpeJOCTaBICHUN NyOIHMKaTa PErHCTPAHOHHOrO YAOCTOBEPEHNS HA
MEIUIIUHCKOEe H3ICIHE, NOKYMEHTBI, yKa3aHHble B NyHKTe 18 AJIMUHHCTPATHBHOIO
periiaMeHTa, a TaKXkKe KOomHus JyOnMKara perucTpaliOHHOIO YyIOCTOBEPEHHs Ha
MEMUIMHCKOE H3JeJIie MPHOOINAIOTCS K PErHCTPAlHOHHOMY JIOChE Ha MEIUIMHCKOE
U3JeNue.

111. KpuTepueM NpUHATHS pellleHWs [0 aJIMHHUCTPATUBHOM NpOLEAype SBJISETCS
HaJIMYHue OCHOBAHMH JUIs IIpeIoCTaBleHus 1yOmKara.

112. Pe3ynbeTaToM agMUHHCTPATHBHOM TNpPOLENypEl SBISETCS BbiAadya ayOnukara
PErHCTPAILMOHHOIO YIOCTOBEPEHHS HA MEIUITUHCKOE H3MIEITHE.

OTMeHa rocy1apCTBEeHHOM PErMCTPalliK MEIUIIHHCKOIO H3EHs

113. AnmunucTpatuBHas mnporenypa «OTMeHa TOCYAapCTBEHHOM pPErHCTpaldu
MEMIIMHCKOTO H3JEJHs» OCYIIECTBISAETCS B CBSI3M C IMOCTYIUICHHEM OT 3asABUTENS B
Poc3npasnansop 3asBieHHs 00 OTMEHE TOCYAApPCTBEHHON PETMCTPAMH MEIUIMHCKOIO
u3zienus no Gopme coritacHo NpuioxkeHuto Ne 7 K AJIMUHUCTPATUBHOMY PErJIAMEHTY.

114. OTBeTCTBEHHBII HCTIONHUTEND B TeueHHe 1 paboyero IHs ¢ JaThl MOCTYILIEHHUS B
Poc3npaBHan3op 3asBiIeHHUS 00 OTMEHE TOCYAapCTBEHHON pPErucTpaldd MEAUIMHCKOIO
U3JeMs  pacCMaTpHUBAET CBEACHUS M OCHOBAaHMS, YKa3aHHblE B KadeCTBE OTMEHBI
roCyJapCTBEHHON perucTpanii MEAUIIMHCKOTO H3/IEITHS.

115. He no3nuee 5 pabounx aHe# ¢ qaThl MOCTYIUIEHUs B Poc3apaBHaA30p 3asaBlIeHHS
00 OTMEHEe TOCYAapCTBEHHOM PpErMCTPalldd MEIUIUHCKOrO M3IENHs, OTBETCTBEHHBIH
UCIIOJIHUTEIL TOTOBUT IPOEKT MpHKa3za 00 OTMEHe TOCYJapCTBEHHOW perucTpaiuu
MEIMIMHCKOTO  M3JENHs, KOTOPBIH  BU3MpYyeTCs  HAYaJIbHUKOM  YTIpaBJICHHUS,
OCYIIECTBJIAIOIIET0 IPENIOCTABICHUE TOCYIAPCTBEHHON YCIIYI'H, W TpEACTaBiIsgeTcs Ha
noanuck pykosogutento Poc3apaBranzopa.

116. He mnozgnee 3 paboumx mHeil co AHA TMOANMHMCAHHMS MpHKasza 00 OTMeHe
rOCy1apCTBEHHOM DPETUCTPAalUUd MEIUIIMHCKOTO HM3JC/IUS OTBETCTBEHHBI HCIIOIHHUTEINb
YBEIOMIISIET 3asIBUTENIS O IPHUHATOM PEIICHUHN MTOYTOBBIM OTIIPABICHUEM C YBEIOMIICHUEM
O BpYYEHHMH HJIH B (QOpMe D3IIEKTPOHHOTO MOKYMEHTa, HOAIHMCAHHOTO JJIEKTPOHHOM
HOATIKCEIO, TUOO B JIEKTPOHHOH (hopMe W BHOCHT CBEJIEHHS B TOCYHApCTBEHHBIA peecTp
MEIUIUHCKAX H3JeNuid M opraHuzaiuil (MHIUBUAYAIBHBIX IpeAlpuHUMaTeneil),
OCYIIECTBJIIOMIUX IIPOU3BOJCTBO U U3TOTOBJIEHUE METUIIMHCKUX M3/IEIIH.

117. 3asBneHre 06 0TMEHE TOCYAapCTBEHHON PETUCTPAlMU MEIHUIMHCKOrO U3AeHs,
YBEIOMJICHUE 3asIBUTENS O IPUHATOM PEIICHHH IIPUOOINAIOTCS K PErUCTPAlluOHHOMY JOChE
Ha MEJMLMHCKOE U3/eIHeE.
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118. KpuTepueM NpUHATHS peIleHus M0 aJMHHHCTPATUBHOW NPOLEAypE SBISETCH
3asBJIEHHE 00 OTMEHE roCyIapCTBEHHON PErvMCTpALii MEAMIUHCKOrO U3AEH.

119. Pe3ynbpraToM agMUHHCTPATUBHON MPOLEAYPH! ABIAETCA NPUHATHE PEIICHUS 00
OTMEHE TOCYJapCTBEHHOH PpEerucTpaludl MeAULUHCKOTO H3ACNMs W HalpaBlicHHE
YBEIOMJICHUS.

Hcnpapienne JOMYIIEHHBIX ONEYAaTOK U OIIMOOK B BBIAAHHBIX B PE3YIIbTATE
IIPEIOCTABIICHUS] TOCYJapPCTBEHHOR YCIyTH JJOKYMEHTAX

120. AnmunucTpatuBHas mnpoueaypa «MchpasieHue HONMYIIEHHBIX ONEYaTOK U
OIMOOK B BBIAHHBIX B pe3yjbTare MNPEJOCTaBIEHHMsS TOCYAAapCTBEHHON YCIyrH
JOKYMEHTax» OCYLIECTBIIIETCS B CBSA3M C IIOCTYIJIEHHEM OT 3asBuTelNs B Poc3mpaBHaa3op
3agBJICHHs 00 HMCIpaBJICHUH ONEYaTOK U (WiK) OIIMOOK, C NMPHIIOKEHHEM OpPHTHHAIA
IOKYMEHTA, B KOTOPOM JIONyHIeHa oneyaTka U (1J1) omuoKa.

121. OTBeTCTBEHHBII HCIONHUTEN B TeueHHe 1 paboyero JHs CO JHSA IMOCTYILUIEHUS
3asBJICHUSA 00 UCIPABICHUU AOMYIIEHHBIX ONMEYaTOK U (KJIK) OLIMOOK, IPOBOIUT IIPOBEPKY
YKa3aHHBIX B 3asIBJICHUH CBEIEHUIA.

122. B ciy4ae BBISBIEHHS HOMYIIEHHBIX OMEYATOK M (MJIK) OUIMOOK OTBETCTBEHHBIM
UCIOJIHUTENb OCYIIECTBISIET B COOTBETCTBHHM C YCTaHOBIEHHBIM B Poc3napaBrHamzope
NOPSIKOM JI€JIONPOU3BOACTBA HCIPABJICHUE TaKMX ONEYaTOK U (MJIK) OIIKOOK B CPOK, HE
npespimaromyi 10 pabounx nHel co [nHA noctyieHds B Poc3apaBHAm30p
COOTBETCTBYIOLIETO 3asBJICHHUS.

123. KputeprieMm NpHHSATHS PEIIEHHUS 1O aIMHHUCTPATHBHOMN IPOLEAYPE SABIAETCH
HaJIMYyHie WM OTCYTCTBHE OCHOBAHMH /il HCIpPABIICHUS ONevYaTOK U (WJik) onmmboK B
BBIIAHHBIX IOKYMEHTAX.

124. PesynpTaToM agMHUHHCTPATHBHOM TNpOUENYPHl  SBISETCS  MCIPABICHHE
JOIIYIIEHHBIX ONEYaTOK M OIMOOK B BBIIAHHBIX JOKYMEHTAX.

Iopsmok ocyiecTBIeHHUs aIMHHUCTPATHBHBIX MTPOLEAYP B 3JEKTPOHHOI (opme, B
TOM YHCJIE€ ¢ UCNOoNb30BaHueM Enunoro noprana

125. ®opMupoBaHHe 3ampoca O MPeI0CTABIIEHHH TOCYAapCTBEHHON YCIyTH (faiee —
3anpoC) OCYLIECTBISAETCS IOCPEACTBOM 3allOJHEHHS JJIEKTPOHHOM (GopMbl 3ampoca Ha
EnunoM mnoprane, Ha o¢unmaneHOM caiite PocsapaBHamsopa 06e3 HeE0OXOAUMOCTH
JOTIOIHMTENLHOM 0J1a4H 3arpoca B Kakoi-mnbo uHoi hopme.

Ha Enunom noprane, Ha oduumansHoM caiite PocszapaBHamzopa pasMemarTcs
00pasIbl 3alI0MHEHUS JEKTPOHHOH (GOPMBI 3anpoca.

Eciu Ha EnuHOM noptasie 3asBUTEINIO He 00ECIEYNBAETCS BO3MOXKHOCTD 3aI0THEHUS
3JIEKTPOHHOH (opMBI 3ampoca, To s GopmupoBanus 3anpoca Ha ExguHOoM mnopraie
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00ecreyrBaeTCs ABTOMATHUECKHMH MEepeXOoA K 3alOJHEHHIO JJIEKTPOHHOM (OpMBI
yKa3aHHOro 3anpoca Ha oduiuansHoM caiite Pocsapasraansopa.

®opmaTHO-NOrMYecKass IMpoBepka CHOPMHPOBAHHOIO 3apoca OCYILECTBISETCS
Poc3apaBHaJ30pOM IOC/IE 3alONHEHUS 3asBUTENEM KaKAOTO W3 TOJedl DIIEKTPOHHOM
dopmer 3ampoca. [Ipy BEISBIEHHH HEKOPPEKTHO 3aII0JHEHHOTO HOJIS 3JIEKTPOHHOM (POPMEI
3ampoca 3asABHTENIb YBENOMIIICTCS O XapaKTepe BBISBICHHON OINMOKH M TOPSIKE ee
YCTpPaHEHHMS IIOCPEJICTBOM HMH(MOPMALIMOHHOTO COOOUIEHHS HEMOCPENCTBEHHO B
3JIEKTPOHHOI popme 3ampoca.

126. I1pu hopmupoBaHuy 3asBUTEIEM 3ampoca 00eCIEYUNBAETC:

1) BO3MOXHOCTh KONMPOBAaHUS M COXPaHEHHS 3alpoca M HHBIX JOKYMEHTOB,
HEOOXOAUMBIX IS IPENOCTABIIEHHS YCIIYTH;

2) BO3MOXXHOCTH 3allOJIHEHHS HECKOJBKMMH 3aABMTENSAMH OJHOM 3JIEKTPOHHON
Gopmbl 3anpoca npu OOpallleHMH 3a YyCIyraMH, MPeANoJaraloliiMK HalpaBieHHe
COBMECTHOT'0 3alIpoca HECKOJbKUMH 3asBUTEIIAMH;

3) BO3MOXXHOCTh II€4aTH Ha OyMa)XHOM HOCHTENlE KONUH 3JIEKTPOHHOU (POPMEI
3anpoca;

4) coxpaHeHHe paHee BBEICHHBIX B JJIEKTPOHHYIO (OPMY 3aIIpoca 3HaYEHUI B 1000
MOMEHT I10 JKEJIAaHHIO I0JIb30BaTelisd, B TOM YHCJIE NPH BOSHUKHOBEHUHU OIIMOOK BBOJIA M
BO3Bpare /i IIOBTOPHOT'O BBOJIA 3HAUCHUI B DJIEKTPOHHYIO (OPMY 3ampoca;

5) 3amosHeHHe MoJiel MEeKTPOHHOM (OPMBI 3ampoca A0 Hadyajla BBOAA CBEACHMI
3asBUTEJIEM C  HCIOJNb30BAHHMEM  CBEICHUH, pa3MelleHHbIX B  (eaepanbHOi
roCyZapCTBeHHOW HH(opMalnMoHHOi cucteMe «Eaubas cucreMa WACHTHGHUKAIMHA M
ayTeHTU(QUKAIUK B HHQpacTpyKType,  obecmeuMBaiomel  UHOOPMAIMOHHO-
TEXHOJIOTHYECKOE B3aMMOJEHCTBUE HH(POPMALMOHHBIX CHUCTEM, HCIOJB3YEMBIX IS
IPEIOCTABIECHHUS IOCYAAPCTBEHHBIX U MYHHIMIIAIBHBIX YCIYr B DJJIEKTPOHHOH (hopmer
(manee - enuHas cucTeMa UAEHTH()UKAIMH M ayTeHTH(QUKAIMHU), U CBEICHUM,
onybnukoBaHHBIX Ha EnuHOM noprane, Ha odhunuansHoM caiite PocsapasHanzopa, B 4acT,
Kacarollencs CBEICHUH, OTCYTCTBYIOIIUX B €IMHOM CHUCTeMe HIeHTH()HUKAUWH WU
ayTeHTU(hHKAIHH,

6) BO3MOXXHOCTH BEPHYThCS Ha JIHOOO0M U3 TAIOB 3alOJHEHHS JIEKTPOHHON (HOPMBI
3anpoca 0e3 oTepH paHee BBeIEHHO#H HHPOpMaIUH;

7) BO3MOXHOCTb AOCTyma 3asBUTEIs Ha EQuWHOM mopTtaie, oGUIMAIbHOM caiiTe
Poc3npaBHan3opa k paHee NOJaHHBIM MM 3allpocaM B TeUeHHE HEe MEHee OJHOro roja, a
TAKKe YaCTHYHO C(OPMHUPOBAHHBIX 3aIPOCOB - B TEUCHHE HE MEHEE 3 MeCHIIEB.

CdopmupoBaHHBIi U MOAMUCAHHBIN 3alIPOC, U HHbIE JIOKYMEHTHI, HEOOXOAUMBIE JUIst
NPEJOCTaBJIeHHs] TOCYyJapCTBEHHOW yciyrd, HampapisfioTcs B PocsgpaBHaazop
nocpencTsoM Enunoro noprana unu obunmansHoro caiita PocaapaBHanzopa.

127. 3asBuTens uUMeeT BO3MOXHOCTh TMOJNydYeHHS WHpopmanuu o Xoie
IPEJOCTAaBICHUSI FOCYIaPCTBEHHOM YCITyTH.
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Hudopmanns o xojme NperoCTaBIEHHS TOCYIApPCTBEHHOM YCIYTH HAIpPAaBIsSETCS
3asBUTENNO Poc3apaBHag30poM Ha ajipec 3JIEKTPOHHOW IMOYTHI HJIM C MCIIOJb30BAHHEM
cpencts Equnoro noprana, opunuanbHoro caiita PoczapaBHan3opa mo BEIOOPY 3asABUTEII.

128. Tlpm mnpemocTaBieHWH TOCYAAapCTBEHHOM YCIYTH B JIIEKTPOHHON (opme
3asBUTEIIO HANPABJISETC:

1) yBenomiieHue 0 mpueMe U PerucTpaiuy 3aipoca;

2) yBeloMII€HHE O HaYalle POLeAYPhl HPENOCTaBIEH s IOCYIapPCTBEHHOM YCIyTH;

3) yBenomiieHue 00 OKOHYaHHH MPeIOCTABIIEHHS TOCY1APCTBEHHON YCIYIH;

4) yBeIOMIJIEHHE O pe3ylbTaTax PacCMOTPEHHS JOKYMEHTOB, MPEIYCMOTPEHHBIX
nyHkTamu 14, 15, 17, 18 AgMUHHCTPaTHBHOrO perjiaMeHTa;

5) yBemoMJEeHHE O BO3MOXHOCTH IOJYYUTH peE3YIbTAT MPEIOCTABICHUS
rOCyAapCTBEHHOH yCIIyTH;

6) yBenoMIIeHHE O MOTHBUPOBAaHHOM OTKa3€ B MPENOCTABIEHUHM TOCYIApCTBEHHOM
YCIyTH.

129. 3asBuTens BIpaBe IONYYMTh Pe3yNbTaT MPEAOCTABJIECHHS TOCYIAPCTBEHHOM
yCIyTH B popMe 3IEKTPOHHOTO JOKYMEHTA HJTH Ha OyMaXKHOM HOCHUTEIIE.

IV. ®opMbl KOHTPOIS 32 UCTIOTHEHHEM peTyiaMeHTa

Iopsmok ocyIecTBIeHUs TEKYIEro KOHTPOJIS 3a COOJII0JEHUEM U UCTIOJHEHHEM
OTBETCTBEHHBIMU JOJDKHOCTHBIMU JIUIIAMHU MTOJIOKEHUH perflaMeHTa i HHbIX
HOPMATHBHBIX IIPAaBOBBIX aKTOB, yCTaHABIMBAIOIIUX TpeOOBaHUS K MPEIOCTABICHHIO
rOCYJapCTBEHHOH YCIIyTH, a TaK)Ke IPUHATHEM UMM pelleHnH

130. Tekymuii KOHTPOJSL 3a COOMIOAEHHEM IIOCJIENOBATEILHOCTH  JEHCTBHIA,
oTpeJieNIeHHbIX aAMUHUCTPATHBHBIMUA IpoLEeAypaMH o NPe0CTaABIICHUIO
TrOCYAapCTBEHHON YCIYI'H, OCYLIECTBJISETCS PYKOBOAMTEIEM H JOJKHOCTHBIMH JIUIIAMH
Poc3apaBHan3opa, OTBETCTBEHHBIMH 33 OpPraHHM3allMiO pPabOTHI MO MPEAOCTABIECHHIO
TOCy/IapCTBEHHON YCIyTH, NyTeM HpPOBENEHUS NPOBEPOK COOJIOACHHS U UCIIOJHEHUS
OTBETCTBEHHBIMU HCIOJHUTEISIMU MOJOXEHUH AIMUHHCTPATHUBHOIO perjaMeHTa, UHBIX
HOPDMATHBHBIX IIPaBOBBIX akTOB Poccuiickoit Penepanmm, a Takke NpU MPOBEACHHUH
BHYTPEHHEI0 ayUTa pe3yJbTaTUBHOCTU NPEAOCTaBIeHHS FOCYAapCTBEHHOH ycIyru (faee
- IPOBEPKA).

131. ITpoBepkH NOMHOTHI M KauyecTBa MPENOCTABICHHSA TOCYAAPCTBEHHON YCIIyTH
BKJIIOYAIOT B ce0s MpOBeJeHHe MPOBEPOK, BBISABJIIEHHE M YCTpaHEHHe HapYILIeHWW NpaB
3asBUTENICH, pacCCMOTPEHHE, NIPUHATHE PEIIeHUil W MOJATOTOBKY OTBETOB Ha OOpalieHUs
3asiBUTENIEH, coAeprKallue KanoObl Ha nelicTBus (Oe3zieiicTBre) U pelleHts JOJDKHOCTHBIX
mun Poc3npaBHan3opa, OTBETCTBEHHBIX 3a MPEIOCTaBIIEHIE TOCYIapCTBEHHON YCIYTH.
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TTopsA10K U NEPHOAMYHOCTh OCYLIECTBIIEHUS IUIAHOBBIX M BHEIUIAHOBBIX MIPOBEPOK
MOJHOTHI ¥ KaY€CTBA IPEAOCTABIICHUS FOCYJapCTBEHHON YCIYTH, B TOM YHCJIEe MOPSIOK M
(GopMBI KOHTpPOJISI 32 OTHOTOM M KaYeCTBOM MPENOCTABIEH S FOCYAaPCTBEHHOM yCIIyT

132. TIpoBeneHue ITaHOBBIX W BHEIUIAHOBBIX IPOBEPOK OCYIIECTBIAETCS B IENSAX
BBISIBJICHHUS HapyIICHWH [TOPsIKA IPEAOCTaBICHHS TOCYJapCTBEHHON YCIIyTH, B TOM YHCIIE
CBOEBPEMEHHOCTHU U HOJIHOTHI PACCMOTPEHHUS 06pameHHH 3asgBUTENEeH, 00OOCHOBaHHOCTH M
3aKOHHOCTH NPUHATHA 110 HUM PeUIeHHH.

133. I1nanoBele POBEPKH IOJNHOTBHI U KA4eCTBa IPENOCTABIEHHS IOCYIapCTBEHHOM
YCIIyTH TPOBOAATCS YIIOJHOMOYEHHBIMH JIOJDKHOCTHBIMM JullamMu Poc3apaBHam3opa He
pexe 1 paza B rog.

134. ExxeronHblii 1aH IpOBEPOK yCTaHABJIMBAETCS PYKOBOAUTEIeM Poc3 ipaBHa3opa.

135. BHeniaHOBblE ~ TpPOBepKHM  MOJHOTBI M KayecTBa  HPENOCTABIECHHS
rOCYJapCTBEHHOM YCIIYIH IIPOBOJSATCS CTPYKTYPHBIM mojapasieiieHueM Poc3apaBHansopa,
OCYIIECTBJIAIOIIMM FOCYAAPCTBEHHYIO PETUCTPALMIO MEIUITUHCKHUX U3JIEHMA, C y4aCTHEM
YIOJTHOMOYEHHBIX JODKHOCTHBIX JIUI opa3aeneHnii PocaapaBHan3opa 1o KOHKPETHOMY
obpaleHuIo (kanobe) rpakgaH WK IOPUAMYECKUX JIMI| HA pEIleHHMs MM JeHCTBHS
(6be3neiicTBUe) HOMKHOCTHBIX JKIl Poc3mpaBHan30pa, IPHUHATHIE MM OCYIIECTBJIEHHEIE B
XOZ€e IpeloCTaBIeH!s FOCYAapCTBEHHOM YCITyTH.

136. PesynbraThl mpoBepku odopmisitorcss B (popMe aKTa W MOMMUCHIBAIOTCS
YTIOJIHOMOYEHHBIMY TOJDKHOCTHBIMU JTIlaMu Poc3apaBHaa3opa.

OTBeTCTBEHHOCTH JOJDKHOCTHBIX UL Poc3ipaBHan3opa 3a pelueHus ¥ JeiCTBHS
(besnelicTBUE), MpHHUMaeMble (OCYIIECTBIsEMbIE) UMH B XOJI€ IPEHAOCTABIICHHS
roCy1apCTBEHHOMN YCIyTH

137.IlepconanbHas OTBETCTBEHHOCTh JIOJDKHOCTHBIX JiMll Poc3mpaBHam3opa 3a
IPEJOCTABJICHUE I'OCYAAPCTBEHHOM yCIyTH 3aKpeIUIIeTCs B UX JOKHOCTHBIX perjlaMeHTax
B COOTBETCTBMHM C TpeOOBaHUAMHU 3aKOHOAaTeNbcTBa Poccuiickoit denepanuu.

138. UcnonHuTeNnb, OTBETCTBEHHBIH 3a  OCYHIECTBIEHHE  COOTBETCTBYIOLIMX
aJIMMHHMCTPAaTUBHBIX IpOLEAYp AJIMUHUCTPATUBHOI'O PErjaMeHTa, HeCeT NMepCOHAILHYIO
OTBETCTBEHHOCTb 3a:

1) cooTBETCTBUE pE3yNBTATOB PACCMOTPEHHS JIOKYMEHTOB, IIPEICTaBJICHHBIX
3asBUTElIEM, TpeOOBaHHUAM 3aKoHoAaTenbcTBa Poccuiickoii denepanuu;

2) cobmoneHre CpOKOB ¥ MOPSIIKA preMa JOKYMEHTOB;

3) cobmonenre nopsinka, B TOM YHCIE CPOKOB NPETOCTaBICHUS! T'OCYZapCTBEHHON
yCIIyTH;
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4) IOCTOBEPHOCTh CBEIEHUM, BHECEHHBIX B TOCYAAPCTBEHHEIM PEECTP MEIUIUHCKHX
U3JIeJIdd ¥ OpraHM3aluil (MHIMBHIYAIBHBIX MPEANPUHUMATENEH), OCYIIECTBISIOLIUX
IIPOM3BOJCTBO U U3TOTOBJICHUE MEAUIIMHCKUX U3ICTHM.

IMonoxenus, xapakTepusyrolye TpeOOBaHuUs K TOPSIKY H GopMaM KOHTPOJIS 3a
IPEAOCTABJIICHUEM T'OCYAAPCTBEHHON YCIIyTH, B TOM YUCIIE€ CO CTOPOHBI FPaXKIaH, UX
00beMHEHNIA U OpraHu3aluit

139.I'paxnane, ux oOBeOUHEHHS W OpraHU3alldd MOTYT KOHTPOJHPOBATEH
NpeAOCTaBICHHE rOCYJapCTBEHHOM yCIYrd MyTEM MOIy4YeHUs HHPOPMAITHH 110 Telle(OoHy,
10 NHCHBMEHHBIM OOpAIlNEHHSAM, IO OJJIEKTPOHHOM I0YTe, HA OQHIHAIBHOM CaiiTe
Pocanpasnanzopa u 4epe3 Enunblii mopTai, a Takxe MocpeacTBOM MOIYUEHH OTBETOB HA
[IACBMEHHBIE OOpallleHns.

V. llocynebHslit (BHECYIeOHBIH ) TOPSIOK 00XKAIOBAHUS PEIIEHHH U AeHCTBUI
(6esneiicTBus) PocanpaBHaa30pa, a TakKe €ro JOJKHOCTHBIX JIAL

HNudopmanus 11 3aMHTEPECOBAHHBIX JIMI] 00 MX IIPaBe Ha J0Cy1e0H0e
(BHECYneOHOe) oOxanoBanue feiicTBuii (6e3neiicTBus) 1 (MIM) peLIeHHH, IPHHATBIX
(oCyIIeCTBIICHHBIX) B X0/I€ IPENOCTABIIEHHs FOCYIapPCTBEHHON YCIIyrH (fanee - xkanoba)

140. 3aunTepecoBanHble NMIa BrpaBe o6kanoBaTh aeiicTBus  (Oe3melicTBHE)
JOJDKHOCTHBIX JkI PocsapaBHan3opa u pellieHHs, MPUHATBIE (OCYIIECTBISEMbBIE) UMH B
X0[I€ MPeIOCTaBJICHHS FOCYAAPCTBEHHON YCIIyTH, B 0CYAEOHOM (BHECYIEOHOM ) TIOPSIKE.

141. 3aunTepecoBaHHBIM JTHIAM  O0OECIEYUBAETCA BO3MOXHOCTH  HAIPaBJICHHS
KaoObl Ha pelieHus, AelcTBUs Win Geszeiicterue PocsapaBHanzopa, J0KHOCTHOTO JIHIA
PocsnpaBranzopa B cOOTBETCTBUH CO cTarheli 11.2 ®emepanbHOro 3akoHa oT 27 MO
2010 r. Ne 210-D3 u B mnopsiaxe, yCTAHOBJIEHHOM IOCTAHOBJICHHEM IIpaBUTENLCTBA
Poccuiickoit @enepanuu ot 20 HosOpst 2012 1. Ne 1198 «O denepanbroit rocyaapCTBEHHOM
uHGOpMaMOHHO cucTeMe, oGecreunBaroImeil mpouecc aocynedHoro, (BHecyneGHOro)
00XKaNoBaHMs pellleHui U AeHCTBUIl (6e31[e1>’10TBH51), COBEpLIEHHBIX IIPH IPENOCTaBICHUU
rOCYAapCTBEHHBIX B MYHUIUIIAILHBIX YCIYT» >

142. 3aunTepecoBaHHble JNHIIA MOTYT o6paTHTbcsl Cc kano0oil, B TOM 4mClie B
CIEAYIOMMX CITy4asax:

1) HapymIeHue cpoka perucTpaluy 3asBIIeHHS;

2) HapyllleHHe CpoKa NPEAOCTABIEHUS FOCY JAPCTBEHHOM YCIIyTH;

15 CoGpanue 3akoHOmaTenscTBa Poccuiickoii Denpepanny, 2012, Ne 48, cT. 6706; 2013, Ne 52, c1. 7218; 2015, Ne 2
cT. 518; 2018, Ne 49, ct1. 7600.
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3) TpeboBaHKE TNpPEACTaBICHUS 3asBUTEINEM J[OKYMEHTOB, HE IPELyCMOTPEHHBIX
HOpDMAaTHMBHBIMU IIPaBOBBIMHM akTaMu Poccuiickoit ®enepamuu i MpeaoCTaBICHHS
roCyJapCTBEHHON yCIIyTH;

4) oTKa3 B IIpHeMe JOKYMEHTOB, NPEICTABIEHHE KOTOPHIX IPEAYCMOTPEHO
HOPDMAaTHBHBIMH MPAaBOBBIMM akTaMu Poccuiickoit ®epepanuu s TpeAOCTaBlICHHS
rocyJapCTBEHHOH! yCIyTH;

5) 0TKa3 B NMPeIOCTaBICHUH TOCYIApCTBEHHOM YCIIyrH, €ClId OCHOBAaHHS OTKa3a He
IPEAYCMOTPEHBI (efiepabHBIME 3aKOHAMU U IIPHHATHIMUA B COOTBETCTBHM C HUMH WHBIMH
HOPMAaTHBHEIMU IIPaBOBbIMY akTaMu Poccuiickoii @eneparum;

6) TpeGoBaHNEe BHECEHUS 3asIBUTEIIEM [IPU MPENOCTABIEHHH TOCYAAPCTBEHHOMN YCIIyTH
IJIaTel, HE NPeAYCMOTPEHHOM HOPMATUBHBIMM TIPaBOBBIMM akTaMu Poccuiickoii
®epnepaunu;

7) 0TKa3 IOJDKHOCTHBIX JIMI B HCIPABIECHHH IOMYINEHHBIX OMEYAaTOK M OLIMOOK B
3alpalliBacMbIX CBEJECHUIX.

8) HapylleHWe CpoKa WM TOpsaKa BBIAAYH JOKYMEHTOB IO pe3yibTaram
[PeIOCTaBIEHHs IrOCYJapCTBEHHOM WJIM MYHHUIIMIIAJIBHON YCIIyTH;

9) npuOCTaHOBIIEHHE MPEIOCTABIEHHUS TOCYAAPCTBEHHON YCIYIH, €CIIM OCHOBAaHHS
IPHOCTAHOBJICHHUS HE IMPEAYCMOTpeHbl ¢eaepalbHBIMM 3aKOHAaMH M TpPHHATBIMU B
COOTBETCTBUM C HHUMH HUHBIMH HOPMAaTUBHBIMM IpaBOBbIMH akTaMu Poccuiickoit
Denepauuu.

Oprasbl rocy1apCTBEHHOH BJIACTH, OpPTaHU3allMy U YIOJHOMOYEHHbIE Ha
paccMOTpPEHHE XKanoObl JIMIA, KOTOPBIM MOXET OBITh HampaBjieHa xajio0a 3asBUTEIS B
nocyaeOHOM (BHeCYZeOHOM ) MOPSAKE

143. XKanoba Ha pemenus, neiicTBus (Oe3neiCTBHE) HODKHOCTHOrO JIMIA
PocsnpaBHanzopa MoxeT ObITh IOAaHA Ha UMsL pyKOBoauTeNs Poc3apaBHan3opa.

144. Xanoba Ha pemenus, nelcTBrs (0e3neiicTBrue) pykoBoauTens Poc3npaBHan3opa
MOXeT ObITh T0J1JaHa B MUHHCTEPCTBO 3ApaBooxpanenus Poccuiickoii @enepanuu.

Crnoco6s! nHPOpMEIPOBaHUS 3asBUTENICH O MOPSIKE MOJAYH U PACCMOTPEHUS
XaJIo0bl, B TOM UYHCIIE C UCIOJIb30BaHNeM EQMHOro moprana rocy1apCTBeHHbIX U
MYHHUIIUNATBHBIX yCayT (QyHKIuiH )

145. UndopmupoBanre 3aMHTEPECOBAHHBIX JIMI[ O MOPSAAKE TIOJAYH HKAIoObI
ocyllecTBIseTcsa Ha odpuinansHoM caiite Poc3apaBHaasopa u Ha EquHoM nopraiie.
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IlepeueHs HOpMaTUBHBIX MPABOBBIX AKTOB, PETYIUPYIOMIMX MOPAIAOK JOCYIEOHOTO
(BHECYneOHOro0) oOXKanoBaHus pelleHuit U feiicTuii (6e3neiicTBus) Poc3apasHanzopa, a
TaKXe ero JODKHOCTHBIX JIHIL

146. OTHOWIEHNS], BO3HUKAOIIHAE B CBA3M C JOCYAeOHBIM (BHECYIEOHBIM)
obxanoBaHueM pemleHu u jgedictBuit (Oesmeiicreus) Poc3apaBHam3opa, a TaKke
JOJDKHOCTHBIX 1ML Poc3apaBHaz3opa peryivpyroTcss CIEAYIOIIMMH HOPMAaTHBHBIMU
IIPaBOBbIMHU aKTaMU:

1) ®enepanbabiM 3akoHOM OT 27 urons 2010 r. Ne 210-03;

2) nocranosieHueM IIpaButensctBa Poccuiickoit ®enepamuu ot 16 asrycra 2012 r.
Ne 840 «O nopsinke nogayy ¥ pacCMOTPEHHS XKaJlo0 Ha pelneHus 1 AeicTBUA (Oe3eiicTBre)
(enepalbHBIX OPraHOB UCIIOJHHUTENBHOM BJIACTH ¥ WX HOJDKHOCTHBIX JIHI, (elepalbHbIX
rOCyJapCTBEHHBIX CITyXKalllMX, JOJDKHOCTHBIX JIUI[ TOCYJapCTBEHHBIX BHEOMOIKETHBIX
donnoB Poccuiickoii ®Penepanuu, TroCyAapCTBEHHBIX KOPIOpAIMi, HaAENeHHBIX B
COOTBETCTBUM C (elepalbHBIMH 3aKOHAMH IIOJIHOMOYHSMH TI0 IPEJOCTaBICHUIO
rOCYJapCTBEHHBIX YCIYT B YCTaHOBJIEHHOU Cepe AeATENbHOCTH, U UX JOJDKHOCTHBIX JIHII,
OpraHu3anui, npexycMOTpeHHBIX 4acThio 1.1 craten 16 denepanbHoro 3akoHa ot «0O0O
OpraHM3alUd NPEJOCTABICHUS TOCYJapCTBEHHBIX M MYHHLUMNAIbHBIX YCIyI», M HX
pabOTHHMKOB, a  TaKkKe  MHOTOQYHKUMOHAIBHBIX  ILEHTPOB  IPEAOCTAaBIICHHS
TOCYAPCTBEHHBIX M MYHUIIUTIAILHBIX YCIYT M UX paboTHUKOB». 1

147. IlepeueHb HOpMATHBHBIX TPABOBBIX aKTOB, pPETyIMPYIOLIUX IOPSIOK
nocynebHoro (BHecyneOHOro) oOXaloBaHUsA pelleHHid u JAeiicTBuil (Oe3nelicTBUSA)
Poc3npaBHanzopa, a Takke ero JOJHKHOCTHBIX JIUII, pa3MellaeTcs Ha oGHIIMaIbHOM CaiTe
PocsnpasHanszopa B cetu «HTEpHET», B PpenepanbHOM peectpe M Ha EnvHoM moprae.

HWndopmarus, ykasaHHas B HACTOSIIEM pasjielie, pa3sMeliaeTcs Ha O(UIHAIBHOM
caiite Poc3npaBHanzopa B cetn «MuTepHeT», Ha EnmHOM moprane u B (elaepalbHOM
peectpe.

Poc3npaBHan3op ofecneuunBaeT pasMellieHHEe U aKTyalu3alul0 CBEJICHHH B
COOTBETCTBYIOIIEM paszfelle eiepabHOro peecTpa.

16 CoGpanue 3axoHojarenscTBa Poccuiickoit denepaimu, 2012, Ne 35, 1. 4829; 2014, Ne 50, ct. 7113; 2015, Ne 47,
CT. 6596; 2016, Ne 51, cT. 7370; 2017, Ne 44, cT. 6523; 2018, Ne 25, cT. 3696.
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ITpunoxenue Ne 1

K AIMUHHCTPAaTUBHOMY PETJIAMEHTY
OenepanbHON CIyXKOBI IO HA30PY

B cepe 3ApaBoOXpaHEHH 110 MPEAOCTABICHHIO
rOCYJAapCTBEHHOHN YCIYTH [0 FOCyAapCTBEHHOM
perucTpanuu MeAUIIMHCKUX U3ICTHH,

YTBEPKACHHOMY IIPUKa30M

OenepanbHOH City>X0BI IO HAA30PY

OT « A_» e LN LA S Ne

B cepe 3L[paB00)§>aHeHI/I;1
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Ha 6manke opranusamuu B ®enepanpuyo cinyx0y 1o Hag3opy

B cdepe 3paBOOXpaHEHHS

109074, Mocksa, CnaBgnckas L., A. 4, cTp. 1

3asiBiIEHHE

0 FOCYI[apCTBeHHOfI perucCTtpaiuyi MCAUIIHHCKOIO N3OSN

N /o Tpebyemrble cBeaeHUS Crenennd,
npeACTaBieHHbIE
3asIBUTEJIEM

1. HaumeHoBaHue MemUIUHCKOTO M3ACHusA (C yKazaHHEM
IIPUHAMIEKHOCTEH,  HEOOXOMUMBIX  JUIS  IPUMEHEHHS
MEIUIIMHCKOIO H3/IeNusi 1O Ha3HAUCHHIO), ¢ YKa3aHHeM
TOBApHOIO 3HAKA M UHBIX CPEJCTB HHIAMBHIYATH3ALUU
MEIUIMHCKOTO W3JIENHsl B Clydae UX HAaHECEHUS Ha YIaKOBKY
MEIMIIUHCKOrO U3/ienus <*>

2. B oTHOmeHNN pa3zpaboTunka MEAUIIMHCKOTO H3/ICITHS:

2.1 OpranuzaniMoHHO-TIpaBoBasi  ¢GopmMa H  MOJIHOE
HauMEHOBAHVE IOPUAMYECKOTO JIMIA C TpaHCIUTepalue, wim
dbammusa, EMA M OTYECTBO (MPM HAIHYHH), PEKBU3MTHI
JOKYMEHTA, YIOCTOBEPSIONIETO JUYHOCTH HHIWUBUIYaJILHOTO
NpeANPUHUMATEIS

2.2 CokpalieHHOE HaWMECHOBAHHE FOPUAUYECKOrO JIHMIIA
(Ipu HaTMYHK)

2.3 ®upMeHHOE HAUMEHOBAHHE IOPHAMYECKOro Juna (mpu
HaJINYHHA)

24 WneHTruukanioHHbIH HOMEP HATIOTOILIATENIBIIHKA

2.5 AJnipec MecTa HaXx0X/IeHHS IOpHANIECKOTO JHIIA

2.6 Howmepa Tenedonon

2.7 AJpec DNEKTPOHHONW TOYTH FOPHUIMYECKOTO JIMIIA,

HUHIMBUAYAIBHOTO MTPENpHHAMATEIS (TIPY HATUYHH )
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3. B oTHOMmEHUH Ipou3BOAUTEINSA (H3TOTOBUTENS) MEAUIIMHCKOIO M3/I€IH:

31 Opranu3auyoHHO-IpaBoBass  ¢opMa H  IOJIHOE
HaMMEHOBAaHUE FOPHUAMYECKOTO JIMIIA C TpaHCIUTEpalel, uin
GamuiHs, ¥WMA M OTYECTBO (NIPM HAIMYMH), DPEKBH3UTHI
JOKYMEHTA, YAOCTOBEPSIOMIETO JIMYHOCTh HHIUBHIYaIbHOTO
IpeaIpUHAMATEITA

3.2 CokpallleHHOE HalMEHOBAHHE IOPHIMYECKOrO JIMIA
(ipu HaTTMYMN)

33 OupMeHHOE HAaHMEHOBaHHE IOPHIUYECKOTO JHIla (IIpH
HaJIUIUHU)

34 W nenTudukanyonHbii HOMEp HAIOTOILIATEIBIINKA

35 Azpec MecTa HaXOXKICHUS IOPHAXIESCKOTO JTUIIA

3.6 Howmepa tenedonon

3.7 Anpec DJEKTPOHHOH MOYTH IOPHIHYECKOrO JIMIIA,
HHUBHYAJILHOTO IpEANPUHUMATENS (TIPY HATTHYUH )

4. B OTHOmMEHHH YNOJHOMOUYCHHOTO HPEICTABUTENS IMPOM3BOMUTENS (U3TOTOBHUTENS)
MEIUIMHCKOTO U3CIIHS:

4.1 OpranuzanyioHHo-nipaBoBass  ¢opMa ¥ MOJIHOE
HAaMMEHOBAaHHE OPHIUYECKOrO JIHIA, Wwid (amMHiIusg, UM H
OTYeCTBO  (IIPM  HaIWYMH), PEKBUBHTHI  JOKYMEHTA,
YAOCTOBEPSIOIIETO JIMYHOCTH WHAWBUIYAIBHOTO
HIpeIIPUHAMATEIIS

4.2 CokpalieHHOE HaMMEHOBAaHHE IOPHIAMYECKOTO JIHIA
(ipn HanMuMK)

43 DupMeHHOe HaUMEHOBAHHE IOPUIAHYECKOTO JKIA ([IpH
HAJIUYIWH)

4.4 WnentudukanmoHHsii HOMep HATOTOILIATENbIINKA

4.5 Anpec MecTa HaXOXICHHUS IOPUIHICCKOTO JIUIla

4.6 Howmepa tenedonos

4.7 Azpec 3JeKTPOHHOM IOYTHl IOPHAMYECKOTO JIMIIA,
HH/IMBUAYabHOTO NIPeAIpHHAMATENS (TIPH HAITHYHH )

5. B oTHOmEHMH WA, HA MM KOTOPOTO MOXKET OBITh BBIIAHO PETHMCTPAI[HOHHOE
YAOCTOBEpEHHE:

5.1 OprasuzanuonHo-mpaBoBas  ¢opma ¥ TOJNHOE

HaAaMMCHOBaHHC IOPHUAUMYCCKOrO JIHIa C TpaHCHHTCpaHHCﬁ, AN
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damunus, Mg H OT4ecTBO (NIpH HAIWYMH), PEKBH3HUTHI
JIOKYMEHTa, YAOCTOBEPSIOIIETO JINYHOCTh WHIIUBHIYaTBHOTO
IpeANpUHUMATEIIS

5.2 CoxpailieHHOE HAMMEHOBAHHE OPUAHYCCKOTO JIHIA
(ipu HaTTMYMK)
53 OupMeHHOE HaUMEHOBaHHUE IOPHUAMYECKOTO Jula (pu
HaJIU9UN)
54 W nenTHUKaIOHHBIH HOMEDP HAJIOTOIUIATENbITHKA
55 Azpec MecTa HaxXOXIEHHUS IOPUIUUECKOTO ML
5.6 Homepa tenedonos
5.7 AJlpec DIEKTPOHHOH ITOYTH IOPHUINUYECKOTO JIMIIA,
VHIUBUAYAIBHOTO MpeApuHUMaTess (IIpH HAIUYUN )
6. MecTo nmpou3BoaACTBa MEAMLMHCKOTO H3AETHA
7. Hasnauenue MeIWIIUHCKOTO HU3JIENHS, YCTAaHOBJICHHOE
MPOU3BOAUTEIIEM (H3TOTOBUTEIIEM)
8. Bupg MeaMIMHCKOrO W3eaud B COOTBETCTBHH C
HOMEHKJIATYpHOH KiacCu(pUKaIueil METUIMHCKAX U3 ICTHI
9. Kiacc MOTeHHAIBHOTO pucKa MIPUMEHECHHS
MEAMIMHCKOTO H3JENUs B COOTBETCTBUM C HOMEHKJIATYpHOMU
Kiaccu(pUKaIueit MeTUITUHCKAX H3CTHH
10. Kon O6mepoccuiickoro kiaccudukaropa MpoayKIHH
O BHAAM 3KOHOMHUYECKOH esITeIbHOCTH
11. Cnoco6 momydenus uHpOpPMAIUM, CBSI3AHHOM C
MpOLEAYPOH TOCYAAPCTBEHHOW PpErucTpaldd MEIUITHHCKOTO
H3aeIus
12. Croco6 mnonydeHus MHOKYMEHTOB M HHGpOPMAIHH, <*> HapouHo mo
CBSI3aHHOM C NpOLEAYpodl TrocylapCTBEHHOM PpErHCTpaildy | 1I0BEPEHHOCTH
MEIHIMHCKOTO H3/e/ s <*> Hanpasuts
3aKa3HBIM [IOYTOBBLIM
OTIpaBJICHUEM C
YBEJIOMJICHHEM O BPYUYCHHH
13. Caeznenus 06 omnare rocyJapcTBEHHOM MOILIMHE (JaTa

U HOMED IUIATE)KHOTO MOPYUYCHHS) <***>

<*> HyHoe yKa3aTh.
<**> VKa3aHHe NPUHAUICKHOCTEH, HEOOXOAMMBIX 1JIs MPUMEHEHHS ME IUIIMHCKOTO
U3JEJIHA 110 HA3HAYEHHIO, BO3MOXKHO B BHJIE MPHJIOKEHHS K 3aABICHHIO, 3aBEPEHHOMY
nevarsio (IpU HAJIMYHMU) U TIOAMUCHI0 PYKOBOJIMTESIS. ’
<¥¥¥> YKa3bIBAETCH M0 WHHALIMATHBE 3asBUTEIIA.

K 3asBieHuio o FOCynapCTBeHHOﬁ perucTpaliii MEIULIMHCKOro M3helud npuiaracrca OInMChb IOOKYMCHTOB
Ha

JIUCTax.
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3

((D.I/I.O. HHIUBHAYAJIBHOTO peANPpUHUMATEIIA, PYKOBOAUTEA IOpPHAHUYIECKOTO JIALa Uy
WHOTO JIilla, UMEIOLIIETO TIpaBo JEUCTBOBATH OT HMEHH 3TOTO IOPUINYECKOTO Jmua)
« » 20__ r.

M.IL. (mpu Hanu9uw) (IToamuce)
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IIpunoxenue
K 3asiBIEHHIO O TOCYJapCTBEHHOM
pETHCTpaIi MEAUIIMHCKOTO H3ACIIUs

Omnmuce JOKYMCHTOB

Hacrosmum YAOCTOBEPACTCA, YTO 3aABUTECIIb

(HaPlMeHOBaHI/Ie 3aABUTEA

NpEACTABUAI B Poc3npaBHau3op HIDKCCIIEAYIONUEC TOKYMEHTEI 1JIA I' OcyllapCTBeHHOﬁ perucTpalii MEINIHUHCKUX 153 (S0078

N HauMeHnoBaH#e JOKyMeHTa
n/n

Koi-Bo [Ipumedanue
JIMCTOB

JIOKyMEHTBI crai
3asBUTEN b/ IPEACTABUTED
3asBuTeNA:

(®.U.0., 10MKHOCTD, OAIKCH)

(peKBU3UTHI NOBEPEHHOCTH)

JlOKyMeHTBI IPHUHSI
IOJDKHOCTHOE Mo Poc3apaBHaasopa:

(®.N.0., AO/BKHOCTD, MOANKCE)
Hara
Bxonsumii Ne

KonnuecTBo AUCTOB




[Tpunoxenne Ne 2

K AIIMAHHCTPAaTHBHOMY PETJIAMEHTY
®enepanbHOi CityXObI IO HAT30PY

B cepe 3apaBOOXpaHEHHUS 10 MTPEJOCTABICHUIO
rOCyapCTBEHHOM YCIIYT'M 10 FOCYIapCTBEHHOM
perucTpanuy MEAUIMHCKIX U3ETHi,

YTBEP)KIACHHOMY IIPHKA30M
®denepanbHOR CITyKOBI IO HAA30PY
B cepe 3paBOOXPaHEHUS

or« 5 » IR AN 337/

Ha Onanxe opranuzanuu

B ®enepansryto cnyx0y 1o Hag3opy
B chepe 3apaBOOXpaHEHHS

109074, Mockga, CnaBsHckas L., 4. 4, cTp. 1

YBe,ZIOMJIeHI’IC 0 HayaJle KJIMHUYECKUX UCIBITAHUN MEOUIIMHCKOI'O U31E/IUs

N /o

TpebGyemrble cBeIeHUS

Caenenus, MpeACTaBICHHBIC
3asBUTEINIEM

Jlata w©W HoMep paspellieHHs Ha
MIPOBE/ICHHE KIIMHAYECKOTO UCIBITAaHUS
MEMITHCKOTO H3EITUs

HaumenoBaHue OpHANYECKOro JHIA C
TpaHCIUTepanueil (¢ yka3aHHeM alpeca MecTa
HAXOX/ICHU) WA UHAVBHTyaTbHOTO
NpeANpUHUMATENSA, Ha UM KOTOPOTO BBIJIAHO
paspellieHue Ha TMPOBEACHHUE KIMHUYECKOTO
HCIBITAaHUS METUIIMHCKOTO H3ACITHS

HaumeHoBaHne MEIMLIMHCKOTO H3EITHS
(c yxa3aHHeM IpUHAUIEKHOCTEH, HEOOXOAMMBIX
JUIs. TIPUMEHEHHS MEIMIIMHCKOTO H3JCIHS IO
HA3HAUYEHHIO), C YKa3aHWEM TOBApHOTO 3HAKa H
HHBIX CPEeICTB WH/IMBH Ty aJTH3AIHH
MEIUIITHCKOTO U3/IeNHS B Cllydae UX HAHECCHUS
Ha YIAKOBKY MEJUIIMHCKOTO U3CIIHS

Howmep u ngara perucTpanimoHHOTO J0Che

Bun  MeaummuHCcKOro - M3AenMs B
COOTBETCTBHU c HOMEHKJIATYPHOI
KJaccupukanueid METUIMHCKAX U3/ISITAH

Knacc MOTEHIIHATIBHOTO pucka
IPUMEHEHHA  MEQUIMHCKOTO  MU3JCIHA B
COOTBETCTBHUH c HOMEHKJIATYpHOH
KJaccuuKanye MeTHITTHCKUX U3IeTHi
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7. Haumenosanmue MIPOM3BOIUTENS
(M3roTOBHTENA) MEIUIUHCKOTO H3Aeus (C
yKa3aHHeM aJipeca MecTa HaXOXICHHS )

8. MecTto nOpOH3BOJCTBA MEIUIHMHCKOIO
H30ETuA
9. Jlata Havana mMpoBeeHHS KIHHUYECKHX

UCTIBITAHUIA MEIUITMHCKOTO n3aCInA

10. HaumeHoBanus u ajgpeca MeIUI[MHCKHX
OpraHu3aui9, B KOTOpPBIX  IPOBOJUTCS
KIHHHAYECKOE HCIBITaHHE MEIHUIIUHCKOTO

u3acians
K YBEJOMJICHUIO 0 HaYaJIe KITUHUYECKUX HCTIBITAHUH MEIHIIHHCKOTO U31eJ NS npunaracTcsa onuch J0KYMECHTOB Ha JIUCTaxX
b
(d)I/IO HHAUBHUIYAJIBHOTO npeanpuHuMarei, PYKOBOOUTEA HPpUINYECKOIro JuHa unm

HHOTr0 JiMlla, UMEIOILETO MpaBo JEHCTBOBATh OT UMEHH 3TOTO IOpAAHIECCKOIO III/II.[a)

« » 20 1.

MLIL (npu Hamuum) (IToarnuce)



[Tpunoxenne Ne 3
K AZIMUHUCTPAaTHBHOMY PEIJIAMEHTY
®enepanbHOH CITyXOBI 110 HABZOPY
B cepe 3apaBOOXpaHEHNs 10 IPEJOCTABICHUIO
rOCyAapCTBEHHON YCIIYI'H IO I'OCYIapCTBEHHON
pETHCTPAIINY MEIUIIMHCKUX U3ETIH,
YTBEPXKIEHHOMY IIPHKA30M
®enepanpHOH CIIyXKOBI 10 HA30PY
B C(bepe 3/IpaBOOXPAHEHHS

OT « é »

Ha Gnanxe opranmsanuu B ®enepanshyio ciiyx0y 1o Haa30py
B cepe 3MpaBoOXpaHeHUST
109074, Mocksa, CiaBsHckas 1., 1. 4, cTp. 1

3asBiIcHHE O BO30OHOBIICHHN I'OCYAapCTBEHHON PErUCTPALIMU MEAUIIMHCKOTO
U3JEIUS

(nanMeHoOBaHMe 3agBuTens (moyHoe H  (MPM  HalM¥WM) COKPAIEHHOe HAaUMEHOBaHHE, B TOM UHCIE
(upMeHHOE HAMMEHOBAaHHE, OPraHM3aLMOHHO-TIPaBOBad GopMa IOPUIUYECKOTO JHLIA))

MMpPOCUT BO300HOBHTH rocygapCTBEHHYIO PEruCTpaluio MCAUIHHCKOTO U3CIIN

(HapMeHOBaHUEe MeEIULIMHCKOTO m3fenus (¢ yKazaHHeM nanazmexcHocTen HEOOXOQMMBIX JJIS TPUMEHEHUS
MEAULIUHCKOTO H3JEJUs [0 HA3HAYCHHIO))

(HOMep PerucTpPaloOHHOrO 10Che)
P €3yJIbTaThl KIHMHHYCCKHX HCIIBITAHUM MEOUIUHCKOIr0 U3aCiius IprujiararoTcA.

IIpunoxenue: Ha 1. B 1 ak3.

>

K 3aABJICHUIO 0 BO300HOBJIEHHH roCyJapCTBEHHOM perucTpauuu MeIULIHHCKOTO u3enus

TIPWJIATAETCA OMHUCh JOKYMEHTOB Ha JcTax
(®.N.0. HHAUBUIYAJIBHOTO [peIIpUHUMATENI, PYKOBOIUTENS IOpUIUYECKOrO Jiana WIH
HHOTO JIULA, UMEIOLIEro NpaBo AeHCTBOBATh OT HMEHH 3TOTO IOPUAUYECKOTO JIMLIA)

« » 20 T

MLIIL. (npu Hanuuum) (IToanuce)




Ha 6nanke opranuzamym
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IIpunoxenne Ne 4

K AIMHUHHMCTPAaTUBHOMY PEITIAMEHTY
OenepanbHOM CITYKOBI IO HAJI3OPY

B cepe 31paBOOXpaHEHUS IO TIPEJOCTABICHHIO
rOCyIapCTBEHHOM YCIIYTH 110 TOCYIapCTBEHHOU
PEruCTpaIii MEJUIIMHCKAX U3JENH,
YTBEPKJIEHHOMY IIPHKa30M

OenepanpHOi CIIy)XO0BI IO HAI30PY

B cepe 3paBoOOXpaHEHM

oT «f » eeedd RO Ne

B ®enepansryro ciayx0y o Ha3Opy
B cepe 3/IpaBoOXpaHEHHS
109074, Mocksa, CnaBsHcKas 1L, 1. 4, cTp. 1

3asBlIcHHE O BHECEHHH U3MEHEHMH B JOKYMCEHTEI, COACPKAIIUECH B
PETUCTPALITUOHHOM J0CHhE, HE Tpe6yfonmx MPOBEACHHUA IKCIICPTHU3bI KA4CCTBAa,
34)(1)CKTI/IBHOCTI/I 1 0€30I1aCHOCTH MCIUIITHHCKOI'o u3Cjingd B CBA3HM C UYBMCHCHUEM

(HyXHO€ yKa3aTb)

N /o Tpebyemsbie cBeieHUS Csenenus,
HpeACTaBICHHbBIE
3agBHTEIEM

1. HammeHoBaHne MeTUIIMHCKOTO U3AETHS (C YKa3aHHEM
IPUHAUIEXKHOCTEH,  HEOOXOOUMBIX il MPUMEHEHHS
MEIUIMHCKOIO M3[CNHA [0 Ha3HAYEHHUIO), ¢ YKa3aHHEM
TOBAPHOINO 3HaKa M HWHBIX CpPEIACTB HHIUBHAyATU3aAlUH
MEJIMIIMHCKOTO U3/IENHS B Cllydae X HAHECEHUs Ha YIIaKOBKY
MEAUITHHCKOTO H3JIe/sa <*>

2. B oTHOIIEHNN pa3paboTurika MEANIIMHCKOTO H3ICTIH:

2.1 OpranuzanvoHHo-ipaBoBass  popMa W TOJHOE
HaMMEHOBAHHUE IOPUINYESCKOTO JIUIIA C TPAHCIHTEpaIHue, HiIn
dbaMunus, uUMS M OTHUeCTBO (IPH HAIHYAM), DPEKBH3HUTHI
JOKYMEHTa, YAOCTOBEPSAIOMIETO JIAYHOCTh MHAUBUIY ATLHOTO
HpeATpUHUMATENS

2.2 CokpalllecHHOE HAaUMEHOBAHHE FOPHIAMYECKOro JIHIA
(ipu HaNMUYWR)

2.3 QupMeHHOE HAUMEHOBaHHE IOPUIUIECKOTO JIHna (pH
HaJTMYHM)

24 UneuTudukanuoHHbIH HOMEP HAIOTOILIATEIBIIHKA

25 AJpec MecTa HaxOX/IEHUS IOPUJUYECKOro Julla

2.6 Howmepa Tentedponon




49

2.7 AJlpec DJIEKTPOHHOH MOYTHI FOPHAMYECKOTO JIHIIA,
HHJMBHAYAIBHOTO NPEAIPHHUMATENS (IIPYU HAJTHYHMH)

3. B oTHOmEHMH NIPON3BOAKTENS (M3TOTOBUTENS) MEAHIMHCKOTO H3IEIIHS:

31 OpranuszanioHHO-TIpaBoBas  QopMa H  IOJNHOE
HaUMEHOBAaHHUE FOPUIUYECKOTO JINNA C TPAHCAUTEpALMEN, KK
amunus, UM M OT4eCTBO (IPY HAIHYUH), PEKBH3HTHI
JAOKYMEHTA, YOCTOBEPSIOLIETO THYHOCTh WHINBHIYAILHOTO
IpeIpUHUMATEIS

3.2 CoxpallleHHOE HauMEHOBAaHHE IOPHMYECKOTO JIHIA
(pu HaJTHYHA)

33 DupMEHHOE HAUMEHOBAHHE FOPHINYECKOTO JinIa (IIPH
HaJIMYHHN)

34 W ieHTH)UKAIIMOHHBIH HOMED HAIOTOILIATEIbIINKA

35 Ajnipec MecTa HaXOXEHHS IOPUAMYECKOTO JIHLA

3.6 Howmepa tenedonos

3.7 AJZlpec DJNEKTPOHHON MOYTHI IOPUAUYECKOTrO JIHIA,
HHMBUYaJIbHOTO IPeIPUHAMATELS (TIPU HATTHYHH)

4. B OTHOIIEHHH YTIOITHOMOYEHHOTO TIPEICTABUTENS IPOU3BOAUTENS (M3TOTOBHTEIS)
MEIULIMHCKOIO H3/ICITHS:

4.1 OpranmsanoHHO-IpaBoBasi  ¢opMa ©  MOJHOE
HAaMEHOBAHHE IOPUIMYECKOrO JMIa, WK (HaMUiIusd, UMsS W
OTYECTBO  (IpM  HAIMYWH), PEKBH3UTHI  JOKYMEHTA,
YAOCTOBEPSIIONIETO JIMYHOCTD HHMBUYaTbHOTO
HIpeAIpUHUMATEIISA

4.2 CoxpalllcHHOE HaUMEHOBAHHE HOPUAMYECKOTO JIHIA
(rpy HaTMYHK)

4.3 @®upMeHHOE HANMEHOBAHHE FOPUANYECKOTO JIHIa (IIpU
HAJINYUH)

4.4 W neBTHUKAIMOHHEIN HOMED HAJIOTOILIATENBIINAKA

4.5 Anpec MecTa HaXOXJCHHUS IOPUAMYECKOTO ITHLA

4.6 Howmepa tenedonos

4.7 Anipec 3MEKTPOHHOM MOYTHI FOPUIUYECKOTO JIMNA,
UHTHBHYalbHOTO NPENPHHAMATEIL (TIPH HAJIHYHH )

5. B orHomeHnH nuna, Ha UM KOTOPOTO MOKET OBITh BBIAAHO PETHCTPAIHOHHOE

yIOCTOBEpEHUE:
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5.1. Opranu3anyonHo-npaBoBass  ¢opMa ®  HOJHOE
HalMEHOBaHHE IOPUAMYECKOTO JINIA C TPAHCIUTepaueH, Hiid
bamunus, MM M OT4eCTBO (IpH HAJIMYHM), PEKBH3UTHI
JIOKYMEHTA, YIOCTOBEPSIOIETO JTMYHOCTh HHUBUIYATHLHOTO
IpeANpUHUMATEIIS

5.2. CokpaineHHoe HalMEHOBAHHE IOPHAMYECKOTO JHIA
(mpu HATMYHH)

5.3. ®upMeHHOE HAUMEHOBAHHUE IOPHAMYECKOTO Jinia (TIpu
HAJINYUHN)

54 WnenTH(UKAIMOHHBIH HOMEP HAJIOTOILTATENbIIMKA

55. Azpec MecTa HaXOXAECHHUS IOPUIUIECKOTO JIUIA

5.6. Homepa tenedonon

5.7. Anpec SJEKTPOHHONH MOYTHI FOPHIUYECKOTO JIHIIA,

HHMBHYaIbHOTO NpeNpUHUMATENS (TIPY HATUIHH )

6. Mecto IIpOU3BOACTBA MCIHUIITMHCKOIO H3ICIIHA

7. Ha3naueHne MeAHIIMHCKOTO M3/IENUS, YCTaHOBICHHOE
IIPOM3BOJUTENEM (M3TOTOBUTEIIEM)

8. Bun MeauunuHCKOrO H3AENHs B COOTBETCTBHH C
HOMEHKJIaTypHOH KiaccupuKaIueil MEIUIIMHCKAX H3/IEI I

9. Knmacc  norenmumansHOro  pucka — mpUMEHEHHS
MEJMIMHCKOIO M3/ENHA B COOTBETCTBHMM C HOMEHKIIATYPHOM
KinaccHUKanueil METUIIMHCKAX H3ICITHIA

10. Kox Obmepoccuiickoro xinaccupukaropa npomayKIuu
IO BHJIaM 3KOHOMUYECKOH JeATEIbHOCTH

11. Croco6 monyuenuss HHPOpPMAIMH, CBA3AHHOM C
HOPOLEAYpOH  BHECEHHS  M3MEHEHHUH B  JIOKYMEHTHI,
COJZIEpoKaLUeECs B PETUCTPALlUOHHOM JIOChE

12. Cnoco6 mnonyuyeHHs MOKYMEHTOB M HH(OpMAIIUH, <*> Hapouno mno
CBS3aHHOM C IPOLIE POl BHECCHUS U3MEHEHUH B JOKYMEHTBI, | TOBEpEHHOCTH.
COZIEPXKALIUXCS B PErHCTPAllHOHHOM JI0Che, HE TPeOYIOIUX <*>  HampaButh
NMPOBEACHHS DJKCIEPTH3bl KadecTBa, J(PQPEKTHBHOCTH U |3aKa3HbIM TTOYTOBBIM
0€30MacHOCTH METUITHHCKOIO M3IEITHS OTNpaBlIEHUEM c

YBEIOMJIEHUEM 0
BpYY€HHUH.
13. Ceenenust 00 omiare rocyJdapCTBEHHOH MMOUUTHHBI

(1aTa ¥ HOMEp IIATEXXHOTO OPYYEHHS ) <***>

<*> HyXHoe yka3ars.

<¥*> VYkKasaHUe OPHHALICKHOCTEH, HEOOXOAMMEBIX WIS NPHMEHEHMsS MEIMIMHCKOrO M3JeNIMsi N0 HA3HAYEHHUIO,
BO3MOKHO B BHJIE IPUIIGKEHUSA K 3ajABJICHUIO, 3aBEPEHHOMY TIEYATHIO (TIPH HATMYHH) U TIOIIUCHIO0 PYKOBOAUTENS.
<***> VKa3zbIBAETCsA [10 MHULAATHBE 3aIBUTENS.
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K 3asBlIeHHIO O BHECEHHU M3MEHEHUI B JOKYMEHTBI, COACPKAIIKECA B PETUCTPALIMOHHOM J0ChE, HE Tpe6y10nmx
IMPOBCACHNUA DJKCIIEPTHU3BI KadeCTBa, 3(1)(1)6KTPIBHOCTI/I U 0€e30lIaCHOCTH MEAMUUAHCKOIrO H3ACIHA npuiaraerca
OIUCh JOKYMCHTOB Ha JIUCTAax.

(@.1.0. HHIUBUIYAIEHOTO NpeAnpHHUMATEI, PYKOBOIHUTEA OPUIUYECKOTO Imna Win
WHOTO JIMLA, UIMEIOMIEr0 NPaBo AeHCTBOBATH OT HMEHH YTOTO IOPHANUECKOTO JIMLA)

« » 20___ T.

MLII. (npu HaTU4MK) (IToarmucs)
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IIpunoxenune

K 3asBJICHHIO O BHECCHUU H3MEHCHHIA

B JIOKyMEHTEHI, COJepKalrecs

B PErHCTPAIlHOHHOM JIOCHE,

He TpeOYIOMMX MPOBECHUS SKCIIEPTH3BI
KauecTBa, 3P PeKTUBHOCTH ¥ GE30MACHOCTH
MEIUIIAHCKOTO H3IENTUS

Onuce 1OKyMEHTOB

Hacrosmum YOOCTOBEPACTCA, YTO 3aIBUTCIIb

(HaI/IMCHOBaHI/IC 3aABUTCIIA

NpeaACTaBUII B Poc3npaBHaz(30p HIWKCCIICAYIOLUIUEC AOKYMCHTBI UIsl. BHCCCHHA W3MEHEHU B JOKYMCHTBI, COOCPKAILMUECA B
PErucTpallMOHHOM JOCHLE, HE Tpeﬁ)’IOH.II/IX NPOBEIOCHHA SKCNIEPTU3bI Ka4€CTBA, 3(1)(1)CKTI/IBHOCTI/I 1 6e30MacHOCTH MeAMIUHCKOTO

n3aCus
N HaumenoBanme nokymeHTa Kon-Bo [Ipameuanue
n/n JIUCTOB

JloKyMeHTHI ¢
3agBHTENH/IPEACTABUTED
3asBHTEINA:

(D.1.O., 10MKHOCTD, IOAIHKCE)

(pEKBU3UTHI IOBEPEHHOCTH)

JOKyMeHTBI MPHHLI
JNOJKHOCTHOE Mo Poc3apaBHaasopa:

(®.H1.0., AOKHOCTD, MOATNCH)
Jara
Bxopsammii Ne
Konunuectpo JUCTOB
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IIpunoxxenue Ne 5

K AIMAUHHUCTPAaTHBHOMY PErIAMEHTY
®OenepanpHON CiIykO0bI 110 HAZ30PY

B cepe 31paBOOXpaHEHHS IO MPEIOCTABIEHHIO
TrOCYAApCTBEHHOH YCIIYT'H 10 ITOCYAAPCTBEHHOM
perucTpany MEAUIIMHCKUX U3ICTUH,

YTBEPXKACHHOMY IPUKA30M

®enepanbHO Ci1yKO0bl IO HAA30PY

B cepe 3/IpaBoOOXpaHEHHUS

OT«g » 02820 ZLSFrNe 33?/

Ha 6nanke opranuzaiuu B ®enepanbhyio cinyx0y no Haa30py

B cdepe 3IpaBOOXpaHECHHUS

109074, Mocksa, CnaBsiHcKas 1., 1. 4, c1p. 1

3asiBIEHNE O BHECEHUH U3MEHEHUH B JJOKYMEHTBI, COAEPIKAIIMECS B
PETUCTPALIMOHHOM J10Che, TPeOYIOLINX IPOBEACHHUS SKCIIEPTU3bI KAa4eCTBa,
3¢ (HEKTHBHOCTH ¥ GE30IIaCHOCTH MEAULIMHCKOTO U3AEIHUS B CBA3M C U3MEHEHHEM

(HyXHOe yKa3arb)

N o/n TpebGyemsle cBeeHus Ceenenus, HpeacTaBICHHBIC
3asIBUTENIEM

1. HanMmeHOBaHME MEAHITMHCKOTO M3 (C YKa3aHHEM
OPHHAJIEKHOCTEH,  HEOOXOMUMBIX IS  TpUMEHEHHs
MEIMIMHCKOTO HU3ZEIHsS 110 HA3HAYEHHIO), C YKa3aHHEM
TOBAPHOTO 3HAKa M HHBIX CPEICTB HHIWBHIAYATH3AIMH
MEIMIMHCKOrO H3AEIHS B Cllyyae UX HaHECEHUS Ha YIIaKOBKY
MEAMIUHCKOrO H3Aenus <*>

2. B otHOmennu pa3paborurka MeTUIHHCKOTO U3ICTIHS:

21 OpranusanuonHo-nipaBoBass popMa H  HOJIHOE
HaHMEHOBAHHUE IOPUINMYECKOTO JHIIA C TPAHCITUTEPAHEH, HITH
Gamuiusa, MMS M OTYeCTBO (IIPH HAIMYHM), PEKBH3UTHI
JIOKYMEHTa, YAOCTOBEPSIOIIEr0 JTUYHOCTh WH/IUBHTyaJIbHOTO
IpeaIpUHUMATEIS

2.2 CoxpaiieHHOE HaVMEHOBAHHE IOPUAMYCCKOTO JIMIA
(npu HaNTUUMN)

23 DHpMEeHHOE HAUMEHOBAaHHE IOPUAMYECKOTO JIHLA (TIPH
HaJIMYUH)

24 HnenTuduKanoHHbit HOMEP HAIOTOILIATEIBIINKA

25 Afpec MecTa HaX0)KICHUS IOPUIUYECKOTO JIHIa

2.6 Howmepa tenedonon
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3. B orHOmeHnu npousBoauTeNs (M3roOTOBUTEINS) MEAUITUHCKOTO H3/IEIUS:

31 OpranuzanuoHHoO-IpaBoBas ¢opMa H  IHOJHOE
Ha¥MEHOBAaHHUE IOPHANYECKOTO JIHIA C TPAHCIUTEPALHEH, W
daMunms, HMS M OTY4eCTBO (NPH HAIWYHH), PEKBH3UTHI
JIOKYMEHTA, YAOCTOBEPSIOIIEIO JTUYHOCTE MHAUBUYAIHHOTO
IpeIPUHUMATEIIS

3.2 CoxkpallileHHOE HAMMEHOBAHHE IOPHIHYCCKOTO JIHIA
(TIpu HATMYHH)

33 DupMeHHOE HaUMEHOBaHKE IOPHINIECKOTO I (TIpU
HaJIMYHH)

34 W nenTudukaonHEII HOMEp HAJOTOIUIATEIbIIKA

35 AJlpec MecTa HaXOQXX/JICHUS IOPUANIECKOro A

3.6 Howmepa Tenedonor

3.7 Anpec 53NEKTPOHHOH NOYTHI IOPUIHUYECKOro IUIla,
HHAUBUAYATBHOTO MpEANpHHUMATENS (TIpH HATUYNH )

4. B OTHOWIEHUH YNOJHOMOYEHHOrO IMPEACTABUTEISI MPOU3BOAUTENS (M3rOTOBUTEIL)
MEIUITHHCKOTO U3/IEIHS:

4.1 OpraHuzalMoHHO-TIpaBOBass  (GopMa ©  TOJHOE
HalMEHOBAaHHUE IOPUIMYECKOTO JHMIA, WIH (haMWIds, UM U
0oT4ecTBO (P HAIWYMH), PEKBH3HTHI  JIOKYMEHTa,
YIOCTOBEPSIOIIETO JIMYHOCTD HWHAUBHTyaTbHOTO
[IpeANpUHUMATEIS

4.2 CokpalileHHOE HaWMEHOBAaHWE IOPHUANYECKOTO JIHIA
(TIpu HATMYHA)

4.3 dupMeHHOE HaUMEHOBaHKE IOPHAMIECKOT0 Juna (TIpu
HAJIM4YHH)

4.4 W nenTrUKaHOHHbIM HOMED HAJIOTOILIATENbIIMKA

4.5 AJipec MecTa HaXOX/ICHUS FOPHARYECKOro JIHIa

4.6 Homepa Tenedonon

4.7 AJnlpec SIEKTPOHHON TOYTHl IOPUIUYECKOrO JIKIA,
UHIUBUAYATIBHOTO MIPEANPHHAMATENS (TIPH HATHYUH )

5. B OTHOIIEHWHU NHIla, HA HMS KOTOPOI'O MOXXET OBITh BBIIAHO PErHCTPAllHOHHOE
YIOCTOBEpEHHUE:

5.1. OpraHuzanuoHHo-ipaBoBass  ¢opMa W IOJHOE

HauMEHOBaHMe IOPUANYECKOTIO JIUA C TPaHCIUTepanHen, uiia
bamuus, WMS W OTYeCTBO (IpU HAJIMYNH), PEKBU3UTHI
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JOKYMCHTA, YAOCTOBEPAKOLICIO JUHIYHOCTF HHAUBUAYAJIBHOTO
IIpEeAIpUHUMATCIA

(npu HANTUYUM)

CoxpameHHoe HAaMMCHOBAHHUC HOPUAWYCCKOIO JIHIIA

PupMeHHOE HAMMEHOBAHUE IOPUANIECKOTO JHIa (IpH
HaJIMYUH)

NnenTnduxavionHIi HOMep HAIOTOILIATENBIIHAKA

54. Anpec MecTa HaxOX/ICHUS IOPHIAIECKOTO JINIa
5.5. Howmepa tenedonon
5.6. AJpec 3NeKTPOHHOM MOYTHI IOPUAMYECKOIO JIHIA ([IPU
HAJIMYNK)
6. MecTo npousBoICTBa MEAMIIMHCKOTO W3ACTHS
7. Hasnauenne MeIUIIMHCKOTO U3/IENUs, YCTAHOBIECHHOE
IIPOU3BOAUTENEM (U3TOTOBUTEIIEM)
8. Bun MemuiuHckoro wu3feaMs B COOTBETCTBHH C
HOMEHKJIAaTypHOU KiaccupuKanueii MeIMIIMHCKAX U3ICIIHi
9. Knacc  moTeHmuanpHOro  pucka — OpPUMEHEHHUS
MEAHMLIMHCKOTO U3ACTUS B COOTBETCTBHM ¢ HOMEHKJIATYPHOM
KiaccupuKanuen MeIMIHHCKMX W31/
10. Kon Obmepoccuiickoro kiaccupukaropa mpoayKiuu
JUISL MEJIUITMHCKOTO M3/IEIIHS
11. Cnoco6 mnonyuenuss wuHpoOpMalMu, CBSI3aHHOM C
IpOLEAYpOll  BHECEHHS  HM3MEHEHHH B JIOKYMEHTEHI,
COJIEpXKAIlHECs B PETUCTPALIMOHHOM JIOCHE
12. Croco6 nonydeHHs HOKYMEHTOB M HMHG(OpMaluy, <*> Hapouno 1o
CBA3aHHOM C IPOLIEAYPOI BHECEHUSI U3MEHEHHUH B IOKYMEHTEHI, | JOBEPEHHOCTH.
COJIEPXKAILMXCSL B PETHCTPAIIHOHHOM JIOChE, TPEOYIOMUX <*> HanpaButh
IPOBEACHHUS OSKCIEPTHU3bl KadecTBa, J(PQPCKTHBHOCTH H |3aKa3HBIM MOYTOBBIM
6€30I1aCHOCTH MEIUIHHCKOTO M3 1€ Ius OTIpaBliCHUEM c
YBEJIOMJICHHEM O BPYUCHHUH.
13. Ceenennsa 00 omnare rocyIapCTBEHHON MOULTHHBI

(IaTa ¥ HOMEp IUIATEXXHOTO MOPYUYEHHs) <***>

<*> HyXHO€ yKa3aTh.
<**> VkazaHWe NPUHALICSKHOCTEH, HEOOXONUMBIX IS OPUMEHEHHA MENMIMHCKOTO M3MENHs [0 Ha3HAYEHHIO,
BO3MOYXHO B BH/IC NIPIWIOKEHUS K 3asBJIECHHIO, 3aBEPEHHOMY TI€UaThiO (NIPY HATUYWH) U IOATIMCHIO PYKOBOJUTEIA.

<*¥**> Vka3niBaeTCs [0 MHULIMATHUBRE 3aIBUTEIIA.
K 3asBieHMIO O BHECCHHM H3MEHEHMIl B JOKYMEHTHI, COJAEpXKaUlUecs B PETUCTPALlMOHHOM J[0CHEe, TpeOyIomuX

MPOBCACHUA J3KCIEPTHU3BI KaueCTBa, 3(1)(1)6KTI/IBHOCTI/I n 0e30MacHOCTH MEAMIIMHCKOTO H3AeNus npuiiaracTcs
OIMCh IOKYMECHTOB Ha

JTUCTAax.
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((DHO WHAMBHAYANBHOTO MNpEeRNPHHAMATEIIA, PYKOBOJHTENA IOPUAWYCCKOTO JIMLA WIA WHOIO JIMIA, MMEIOLLErO
npaBo JNeHCTBOBATE OT KIMEHH TOTO IOPHUOANYECCKOro J'II/IHa)

«  » 20 r.

ML.IL. (npu HaTYHH) (Moanuce)
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IIpunoxenue

K 3ajABJICHHIO O BHECEHUH W3MEHEHUN

B JIOKYMEHTBI, CoJieprKaliyecs

B PETHCTPAIOHHOM JI0ChE,

TpeOYIONHX IPOBEACHUS DKCTICPTH3HI
Ka4ecTBa, 3pPekTuBHOCTH H 6E30MaCHOCTH
MEIUIIUHCKOTO U3AEIUs

Omnuce OKyMEHTOB

Hacrosmum YAOCTOBEPAETCA, UTO 3aABUTEIh

(HauMeHOBaHHe 3asABUTES

npencraeun B Poc3gpasHagsop Hibkecnenyoolpe AOKYMEHThl IJis BHECEHHS M3MEHEHMI B JOKYMEHTHI, COAEpKAllyecs B
PETUCTPALMOHHOM J0Che, TPEOYIOIMX MPOBEACHUS SKCIICPTH3bI KauecTBa, 3G(EeKTHBHOCTH U GE30MaCHOCTH MEIULMHCKOTO

n3aciansa
N HaumenoBanue noxymenTa Kox-Bo IIpumeuanue
/o JIUCTOB

JlokyMeHTBI caan
3asBUTENH/NIPE ACTABUTEID
3asBurers:

(®.1.0., 10KHOCTD, TOAINCE)

(PCKBU3UTEHL TOBEPEHHOCTH)

JloKyMeHTBI TIPUHSI
IOJDKHOCTHOE NHLO Poc3apaBHansopa:

(®.1.0., BomKHOCTD, OAMNUCH)
Jara
Bxoasmmii Ne
KonugecTBo nucTos




Ha Gnanke opranusanuu
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[punoxenue Ne 6

K AIIMMHHUCTPaTUBHOMY PETJIAMEHTY
®enepanbHON CITy OBl IO HAZ3OPY

B cepe 3paBoOXpaHEHHS 11O MPEJOCTABICHUIO
. TOCYZApCTBEHHOM YCIIYTH 110 FOCyJapCTBEHHON
perucTpanui MEAUIMHCKUX H3/ISNH,
YTBEPXKICHHOMY MPHKa30M

®denepanbHOU CITyKOBI IO HA30PY

B chepe 31paBOOXpaHEHUS

ot «fs. »ettlf AOIFrNe S35/

B ®enepansuyio ciiyx0y o Haa30py
B chepe 3paBOOXpaHEHHS
109074, Mocksa, CnaBsiHckas 1., A. 4, c1p. 1

3asBrieHHE O BBIIaYe NyOJHKATa PETHCTPAIMOHHOTO YAOCTOBEPEHHS Ha
MEIUILUHCKOE U3/eNIne

N o/

Tpebyemsbie cBeneHUS

CaeneHusi, npeJCTaBiCHHbBIE
3asABUTEJIEM

HaunmenoBanue MCAUITHHCKOI'O H3JICIINA (C YKa3aHucM

IIpHHEllIJIC)KHOCTGﬁ, HGO6XOIII/IMBIX JJI IIPpUMCHCHHUSA
MCIHUITMHCKOI0 H3ACINg I10 HaSHa‘ICHI/IIO), C YKazaHHuCM
TOBapHOI'O 3HaKa H MHHBIX CPCACTB HMHAMBHAyaJIH3aIlHH
MCIMIHUHCKOI'0 H3ICTTUA B ClIy4Yac X HAHCCCHUS Ha YIIaKOBKY
MEIUIUHCKOTO U3ICTHA<*> v

B oTHOIIEHNH pa3paboTUMKa MEAMITUHCKOTO H3/IETIHS:

OpranusanuoHHo-ipaBoBass GopMa M IOJHOE
HaMMCHOBaHHE IOPHIUYECKOTO JIMIA C TPAHCIUTEPAUEH, WIIH
Gamunus, ¥MS M OTY4eCTBO (IPU HAIMYMH), PEKBH3UTHI
JOKYMEHTA, YAOCTOBCPAIOLIEr0 JTHYHOCTE HHAUBUIYAILHOTO
npeaIpHHAMATEA '

2.2

CokpallleHHOE HAaWMEHOBAaHHWE IOPHUAMYECKOTO JIHMIA
(TIpu HaNTMYMK)

23

®upMeHHOE HAUMEHOBAHHE FOPHANYECKOTO JIHIa (TIPU
HaJIA4YHH)

24

HnenTuduKaoHHbil HOMEpP HATOTOILIATENBIIMKA

25

A}lpec MECTa HAaXO0XIACHUS IOPHIAHYCCKOrO Jikilia

2.6

Homepa tenedonor

2.7

AJpec 3JIEKTPOHHOW MOYTH FOPHAMYECKOTO JIMIA,
WH/TMBHYaIbHOTO IIPEIIPUHUMATEN (IIPH HAJIUYHH )
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3. B oTHOHIEHUN NpON3BOAUTENS (M3TOTOBUTEIIST) MEAUIHHCKOTO H3IETHU:

31 OpranusanuoHHo-paBoBass  ¢opMa H  MOJHOE
HAaNMEHOBaHUE IOPHAMYECKOTO JIUI[A C TPAaHCIUTEepaIue, Ml
damMunIusA, MM M OTYECTBO (IIPH HAJIMYUM), PEKBH3HTHI
JOKYMEHTa, YAOCTOBEPSIOIIETO JINYHOCTh HHIUBHYAILHOTO
IpeANPHHUMATEIS

3.2 CoxpamieHHOE HaHMEHOBAHHE HOPHAMYECKOrO JIHMIA
(ipn HaMuMK)

33 ®upMEeHHOE HAUMEHOBAHHUE IOPHIAYECKOTO JTHIA (IIPH
HAJIUYHN)

34 W neHTHUKAIMOHHBI HOMEP HATOTOIUIATENbIIHKA

35 Anpec MecTa HaXOXKICHUS IOPHAMYESCKOTO U

3.6 Homepa tenedonon

3.7 Anipec 3JIEKTpPOHHOM MOYTHl IOPUAMYECKOTO JIHIIA,
UHIUBUAYAIBHOTO MPEANIPHHAMATENS (IPY HATHYIHN)

4. B oTHOIICHUY yTIOTHOMOYEHHOTO IPEACTABUTEIS IPOU3BOAUTENS (M3TOTOBUTENS):

4.1 OpranuzanvoHHo-TipaBoBasi ¢opMa H  IOJHOE
Ha¥MEHOBaHUE IOPHIUYECKOTO JIla, Wi (aMUIHs, UM U
OT4eCTBO (IpUM  HAIMYMH), PEKBH3UTH  JIOKYMEHTAa,
YAOCTOBEPSIOIIETO JHYHOCTD UHJAUBUTyaTBHOTO
IIpeATpUHUMATEIS

4.2 CokpallleHHOe HalMEHOBAaHHE IOPHUAMYECKOTO JIMIA
(1pu HaNMHUMK)

4.3 OupMeHHOE HAUMEHOBaHHUE IOPHAMYECKOTO JIHIA (TIPH
HaJIMYHH)

4.4 WnentudukannoHHBI HOMEP HATOTOIUIATEIIBIIHKA

45 Azpec MecTa HaXOXACHUS IOPUINYECKOTO JIUIa

46 Howmepa tenedonon

4.7 Anpec 37eKTPOHHOH HOYTHl IOPUIMYECKOTO JIMIIA,
UHAMBUAYATBHOTO [IpepHHAMATEIS (TIPU HATHYHH )

5. B oTHOmEHUY 1A, HA UMS KOTOPOTO BBIAAHO PErHCTPAIIMOHHOE YIOCTOBEPEHMUE:!

5.1 OpranuzanmoHHo-ipaBoBas  ¢opMa U IOJHOE

HanMCHOBAHUC FOPHINYECKOTO JIKIA C TpchnHTepauneﬁ, HIIA
(baMI/IJ'II/ISI, HMA H OTYECTBO (HpI/I HaJII/I‘{I/II/I) » PEKBHU3HUTHI
AOKYMCHTA, YAOCTOBCPAKOMICTO JIUMYHOCTP HHIAWBHUIYAJIBHOIO
NpEANPpUHHUMATEILA
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52 CokpallleHHOE HAaHMEHOBAHHWE IOPHIMYECKOTO JIHIA
(TIpu HAJIMYMH)

53 ODupMeHHOE HAMMEHOBAHUE FOPUINYECKOTO JuIa (TIpH
HATUYIHHN )

54 nenTudukannoHHBIH HOMEP HAIOTOIUIATEIIbITHKA

55 AJipec MecTa HaXx0X/ICHHUS IOPUANIECKOTO JIHIA

5.6 Howmepa tenedonon

57 AJnlpec SNEKTPOHHON TNOYTHI IOPUIUUECKOTO JIUIA,

HHIUBUAYAIBHOTO MPpEeANpHHAMATENS (TIPU HATUYIHH )

6. MecTo mpou3BoACcTBa MEAUIIMHCKOTO H3CIIHUS
7. Haznauenne MeaMIIMHCKOTO H3/ACIHS, YCTAHOBIICHHOE

MIPON3BOIUTEIIEM .
8. Buxg MemuimHCcKOro wu3neauss B COOTBETCTBUH C

HOMEHKJIATYpHO# KnaccupuKaneil MeIUIIMHCKUX W3 IETHI

9. Knacc  noreHnmmanpHOro  pucka  NPUMEHEHHS
MEUIIMHCKOrO U3AEIUs B COOTBETCTBHM C HOMEHKIIATYPHOH
KiaccubuKanein MeIUIHHCKIX H3IETNI

10. Kox O6mepoccuiickoro kiaccudukaropa mpoayKIuu
JUIS MEIUIMHCKOTO u3fenus win Koj OO6mepoccHiicKkoro
KinaccupukaTopa MPOAYKIUH IO BHIAAM 3KOHOMHYECKOH
JIEATENbHOCTH (B 3aBUCHMMOCTH OT  YKa3aHHOTO B
PETHCTPALIUOHHOM YIOCTOBEPEHHUN )

11. Cnoco6 monyueHuss uHboOpMalUM, CBS3aHHOH C
mpouenypoit  BeIauM  OyOnmMKara — perHCTPAllMOHHOTO
YIOCTOBEPECHUS
12. Coocob MOy YEHUS PETUCTPALIMOHHOTO <*> Hapouno 1o
YAOCTOBEPEHMS Ha MEIUIIMHCKOE U3JEIIUue JIOBEPEHHOCTH.
<> Hanpasuts
3aKa3HBIM [TOYTOBBIM
OTIIPaBJIICHHEM C

YBCAOMJICHHEM O BpPYYCHHH.

13. [IprurHa BeIAaun KyOiHKaTa

14. Ceenenust 06 olutate rocyJapCTBEHHOW IOIUIMHBI
(nata 1 HOMEp IJIATEIKHOTO NOPYUEHHS) <™ **>

<*> HyxHoe yKka3aTb.

<**> VkasaHWe HPHHA/IEKHOCTEH, HEOOXOOMMBIX IS NPUMEHEHUSs MEAULMHCKOro M3JeNus N0 Ha3HAYCHUIO,
BO3MO)KHO B BHJIE IPUIOKEHHS K 3aSBICHUIO, 3aBEPECHHOMY MeYaThio (MPY HATUYHUHN) U TIOJIUCHIO PYKOBOIUTENA.
<***> VKazbIBaeTCA N0 HHUIMATHBE 3agBUTENIA.

K s3assreHmio o Bbigaue IyOJHKaTa pETrHCTPAIMOHHOTO YIOCTOBEPEHMS NPUIAracTcs ONHUCh JOKYMEHTOB
Ha JINCTaX.
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2
(©.U.0. MHAHBHIYANBEHOTO HPEANIPUHMMATENS, PYKOBOIMTENS KOPHAMYECKOrO JHLA WIH HHOLO JIHIQA, MMEIOLIEro
IpaBo NAEHCTBOBATH OT HMEHH 3TOTO IOPHANYECKOrO JIULA)

« » 20__ T.

ML.IL (npu Hanuuuu) (IToanwuce)



IIpunoxxenue Ne 7

K AZIMMHUCTPaTUBHOMY PErJIAMEHTY
®enepanbHOii CIIy)OBI IO HAZI3OPY

B chepe 3IpaBOOXpaHEHUS [0 IPETOCTABICHUIO
rOCYIapCTBEHHOM YCIIYTH IO TOCYIapCTBEHHOM
PETUCTPALMU MEIUIIUHCKUX HU3/IENHH,

YTBEPXXJIECHHOMY IIPHKA30M
DenepanbHON CITyKOBbI 110 HAJI3OPY
B cepe 3paBoOXpaHeHHUS

oT «6’ weltl2f AT Ne 3377/

Ha 6nanke opranu3aiuu B ®enepanbhyio cinyx0y 1o Haa30py
B cdepe 3paBOOXpaHEHUS
109074, Mocksa, CnaBsiackas 1t., 1. 4, ctp. 1

3asBieHne 00 OTMEHE I‘OC}’H&pCTBCHHOﬁ perucTpaiu MCOAUIIUHCKOT O H3OC/IHA

(HauMeHOBaHME 3asBHTENA (MOJHOEe U (OPH HAIMYMK) COKDAILEHHOE HAUMEHOBaHWE, B TOM MMCIE
(bupMeHHOE HAUMEHOBaHNe, OPraHU3aUMOHHO-TPaBoBas (opMa IOPHUANIECKOTO JIMIIA))

HPOCHT OTMEHHUTDH I'OCYAApPCTBEHHYIO PETUCTPALHIO MECIUIITHHCKOI'O U31CIHUA

(Ha¥MEHOBAaHHE MeIMIMHCKOro u3fienus (C YKa3aHMeM IIPUHAICKHOCTEH, HEOOXOOMMBIX [l NPHMEHEHHUS
MEAMIIMHCKOTO U3JIENUA TI0 Ha3HAUEHHIO))

(naTa rocy1apcTBEHHON pETUCTPALIMH MEINLIMHCKOTO M3/IENHS M €T0 PErUCTPALIHOHHBIN HOMED)

B CBsA3U C

>
K 3aseicHmo o BO300HOBICHHH Focy)lapCTBeHHOﬁ perucrpaliii  MCOAHIIMHCKOIO MU3ACIHUSA [pUaracTes
ONUCHh JOKYMEHTOB Ha JIACTax

2
((D.H.O. HHAUBHUAYAJIBHOrO MNMPEANPHHUMATEIA, PYKOBOJUTEIA OPUAMYCCKOro JiMLA WIH HHOro JIHLA, UMEKOLICTo
nIpaBo JeCTBOBATh OT HMEHH 3TOro IOpUIUYECCKOro JIH].Ia)
« » 20 T.

ML.IL. (npu HANU4IWM) (IToxmnuce)



