3apeructpmuposaHo B MuHtocte Poccum 25 niona 2019 r. N 55388

MWHWUCTEPCTBO 34PABOOXPAHEHWNA POCCUNCKON ®ELEPALIUK
OEAEPANNbHAA CNYXKBA MO HAA30PY B COEPE 34PABOOXPAHEHUA

NPUKA3
ot 6 mas 2019r. N 3371

OB YTBEPAEHUU ADMUHUCTPATUBHOTO PETAMEHTA
®ELEPA/IbHOM CNY}KEbI NO HAZI30OPY B COEPE 34, PABOOXPAHEHUA
MO NPEAOCTAB/IEHUIO FTOCYAAPCTBEHHOM YCNYTU NO rOCYAAPCTBEHHOM
PETMCTPALIMM MEAULUHCKUX U3AENNIA

B cootBetcTBMM c PegepanbHbiM 3aKOHOM OT 27 uiona 2010 r. N 210-d3 "O6 opraHusaumm
NpeaocTaBAEHUA TOCYAaPCTBEHHbIX W MyHMUMNanbHbiXx ycayr" (CobpaHuMe 3aKoHOAATENbCTBA
Poccuitckoit deapepauymm, 2010, N 31, ct. 4179; 2011, N 15, cT. 2038; N 27, c1. 3873; 1. 3880; N 29, cT.
4291; N 30, ct. 4587; N 49, ct. 7061; 2012, N 31, c1.4322; 2013, N 14, c1. 1651; N 27, c1. 3477; cT1. 3480;
N 30, cT. 4084; N 51, cT. 6679; N 52, c1. 6952; cT. 6961; c1. 7009; 2014, N 26, cT. 3366; N 30, cT. 4264; N
49, cT.6928; 2015, N 1, c1. 67; cT. 72; N 10, c1. 1393; N 29, cT. 4342; c1. 4376, 2016, N 7, c1. 916; N 27, cT.
4293; cT1.4294; 2017, N 1, cT. 12; N 31, c1. 4785; N 50, c1. 7555; 2018, N1, c1.63; N9, cT. 1283; N 17, cT.
2427; N 18, ct. 2557; N 24, c1. 3413; N 27, ct. 3954; N 30, c1. 4539; N 31, cT. 4858; odumumnanbHbii
WUHTEepHeT-Nnoptan npasosBo uMHbopmauum  http://www.pravo.gov.ru, 1 anpens 2019 r.),
noctaHosneHusmu MMpasButenbctBa Poccuitickoit depepaumm ot 27 pekabpsa 2012 r. N 1416 "06
yTBEpPKAEHUN [lpaBMN  rOCyAapCTBEHHOM  perucrpauum  meauumHckux  msgenunin”"  (CobpaHue
3aKoHoZaTenbcTBa Poccuiickoit ®epgepaumn, 2013, N 1, cr. 14; N 43, cT. 5556; 2014, N 30, cT. 4310; 2017,
N 8, ct. 1233; 2018, N 24, ct. 3523) 1 ot 16 maa 2011 r. N 373 "O paspaboTke U yTBEPKAEHUM
aAMMHUCTPATMBHBIX PErnaMeHTOB  OCYLLECTB/IEHUS TrOCYAAPCTBEHHOrOo KOHTposA (Hagsopa) M
aAMUHUCTPATUBHbLIX  pernameHTOB  NpeaocCTaB/lieHMA  rocyaapcTBeHHblx  ycayr'  (CobpaHue
3aKoHogaTesibcTBa Poccuinckon depepaumm, 2011, N 22, cr. 3169; N 35, c1. 5092; 2012, N 28, cT. 3908; N
36, c1. 4903; N 50, c1. 7070; N 52, cT. 7507; 2014, N 5, cT. 506; 2017, N 44, cT. 6523; 2018, N 6, cT. 880; N
25, c1.3696; N 36, cT. 5623; N 46, cT. 7050) NpuKasbiBato:

YTBEpAWTb Npuaaraemblii AGMUHUCTPATMBHBIA pernameHT degepanbHoit cnykbbl No Haasopy B
chepe 34paBoOXpaHEHMA MO NPefoCTaBAEHMIO TOCYAAPCTBEHHOM YCAYrM MO rocyAapCTBEHHOM
perncTpaumm MeguunMHCKUX U3aenui.

Pykosoautenb
M.A.MYPALLKO

YTBepKaeH

npukasom PenepanbHOM cnyKoObl

no Hagsopy B chepe 34paBOOXPAHEHUSA
oT 6 mana 2019 r. N 3371

AOMWHUCTPATUBHbIN PETNTAMEHT
®EAEPANILHOM CNYXKEbI MO HAA3OPY B COEPE 34PABOOXPAHEHUA
No NPEAOCTAB/IEHMIO FTOCYAAPCTBEHHOM YC/IYTU NO rOCYAAPCTBEHHOW



PETMCTPALIMU MEAULMHCKUX USAENUIA
|. O6wme nonoxKeHna
MpepmeTt perynnposaHna AAMUHUCTPATUBHOIO perfiameHTa

1. AGMUHUCTPATUBHBIN pernameHT PegepanbHoOn cy*Kbbl N0 Haa30py B chepe 34paBoOOXPaHEHUA
(manee - PocsapaBHag3op) MO NPeaoCTaB/IEHUIO TOCYAAPCTBEHHOM YCAYrM MO TOCYAapCTBEHHOM
perncTpaumm MeguUMHCKUX U3aenuii (Janee COOTBETCTBEHHO - AOMWHUCTPATUBHBIN pPernametT,
rocyapcTBEHHaA ycayra) yCTaHaB/IMBAET CPOKM U NOC/AeA0BaTeIbHOCTb aAMMHUCTPATMBHBIX NpoLeayp
(merictBuit) PocsgpaBHag3opa, B npouecce NpPeaoCTaBNeHUs TocyapCTBEHHOW YCAyru, nopsagok
B3aMMOLENCTBUA MeEXKAY CTPYKTYPHbIMM nogpasgeneHnamu Poc3gpaBHagl3opa, ero A0AXKHOCTHbIMU
NMuamuK, a TaKXKe B3aumogenctema Poc3gpaBHaZ3opa  C  3aABUTENSMM, MHBIMM - OpraHamwm
rocygapcTBEHHOM BAAaCTM W OpraHamMuM  MeCTHOTO  CaMOYyMpaB/eHMA Npu  NpPefocTaBAEeHUU
rocyaapCcTBEHHOM yCayri.

Kpyr 3aasuteneii

2. 3aABUTENSAMW Ha NPeaoCcTaBeHME rocyAapCTBEHHON YCAYrK (ganee - 3aABUTENN) ABNAIOTCA:
1) pa3paboTunK MeAULMHCKOTO U3AeNus;
2) nponsBoauTeNsb (M3roToBUTE/b) MEAULIMHCKOTO U3AENNSR;

3) yNnonHOMOYEHHbIN NpeacTaBUTelb NpoM3BOAMTENA (M3roTOBUTENSA) MEAULNHCKOTO U3AeNus.

Tpe6oBaHuA K nopaaKy UHGOPMUPOBAHUA O NPESOCTABIEHUN
rocyAapcTBeHHOMN ycayrm

3. UHdopmmupoBaHmMe 0 NopaaKe NPeaoCcTaBAeHNA rocyAapCTBEHHOM YCYr OCYLILECTB/IAETCA:

Ha oduuManbHoM caiTe Poc3gpaBHagsopa B MHPOPMaAUMOHHO-TENEKOMMYHUKALMOHHOW CeTU
"UHTepHeT" (aanee - opuuManbHbIlM caliT Poc3gpaBHaa3opa, cetb "UHTepHeT");

Ha oduMuManbHOM caliTe B deaepasibHOM rocyaapcTBeEHHON MHPOPMaLMOHHON cucTeme "EAUHbIN
nopTan rocyAapCcTBEHHbIX U MyHULMMNANbHbIX ycayr" (aanee - EguHbIN nopTtan);

B deaepanbHOM rocygapcTBeHHON MHPOpPMAUMOHHON cucTteme "degepanbHbliit  peectp
rocyaapcreeHHbIX ycayr (pyHKunin)" (aanee - begepanbHbit peectp);

Ha MHOOPMALMOHHbIX CTEHAAX B MOMELLEHUW NPUEMHOM MO paboTe c 0bpalLeHUAMM FpaxKaaH;
no Homepam TenepoHOB A/1A CMPABOK.

4, CnpaBo4yHas WHPoOpmauMs MO BOMpPOCaM MNPeAOCTaBNEHUA T[OCYAAPCTBEHHON YCAyrM
pasmeLLaeTcs:

Ha opuumanbHom carite PocgpasHaasopa;
Ha EguHom nopTane;

B denepanbHOM peecTpe;

Ha MHGOPMALMOHHbBIX CTEHAAX.

5. CnpaBoyHas vHbOpMaLMA NPeasoCcTaBAAeTCa AOMKHOCTHbIMU AMuamu Poc3gpaBHaasopa no



Tene¢0Hy, Ha JAN4YHOM npuneme 3aAasBuUTena UAN NUCbMEHHO MNOYTOBbIM OTMNpPaBAeHUEM nmbo
9NNEKTPOHHbIM COO6LLI,EHVI€M no agpecy, yKasaHHOMY 3aABUTeENEM.

CnpaBo4yHas WHPOpMaUMA BKAOYAET CBEAEHMA O MecTe HaXoXKAeHusa, rpaduke paboTbl,
CNpaBoYHbIX TenedoHax, Homepe TenedoHa-uHPopmatopa, agpecax oOUUMANBHOIO CaWTa,
3N1EeKTPOHHOM NoYTbl U (MaK) popmbl 0bpaTHOM cBA3K C Poc3gpaBHaA30pPOM.

6. Ha opuumanbHom calite Poc3apaBHag3opa u Ha EanHoOm nopTane pasmellaerca cneayroulan
nHbopMaums:

nopsaaoK  nosiydyeHua  MHboOpmauMn  3aABUTENAMM MO BOMpPOCaM  MpefocTaB/eHUs
rocyapCcTBEHHOM yCayru;

nepeyeHb HOPMATMBHbIX NPaBOBbIX aKToB Poccuiickoit depepaunn, pPernameHTUPYOLWMX
npegocTaBJeHME rocyA4apCTBEHHOW yCayry;

TeKCT AQMUHUCTPATUBHOTO perfiameHTa;
dopmbl 3aaB1eHUI (yBeAOMAEHUIA, COOBLLLEHMIA), NCNOb3yeMble NPU NPeaoCTaBAEHUM YCAYTN.

7. NHdbopmaumusa Ha EgmHom nopTtane u oduumanbHomM cante PocsgpaBHagsopa O nopsgke u
CpOKax MpeAoCTaBNEHUss TOCYAapPCTBEHHOM YC/AYrM Ha OCHOBAaHUM CBeAEHMN, COoAepXKaluxca B
depepanbHOM peecTpe, NpeaocTaBAseTcs 3aaBmTeNto Ha 6e3Bo3me3gHOM OCHOBE.

Il. CraHaapT NpeAoCcTaBNeHUA roCyAapCTBEHHOM yCayru
HanmeHoBaHue rocyaapcTBeHHO ycnyru
8. focypapcTBeHHas ycayra no rocy4apcTBEHHOM PErncTpaLmMm MeanUMHCKUX U3Lenunii.

HaumeHoBaHue opraHa, NpeAoCcTaBAAIOWEro
rocyAapCcTBEHHYI0 ycayry

9. locypapcTBeHHana ycnyra npegocrasaserca PocsgpasHagsopom.

10. 3anpelaerca TpeboBaThb OT 3aABUTE/NA OCYLLECTBEHUA AENCTBUIN, B TOM YUC/IE COrNIacoBaHUN,
HEeobXoAMMbIX AN TMONYYEeHUA TOCYyAapPCTBEHHOW YCAYIM WU CBA3aHHbIX C obpaleHMem B WHble
rocy4apcTBEHHbIE OpraHbl U OpraHM3aumnu, 3a UCKAKYEHNEM MOJTYYEHUA YCIYT, BK/IIOYEHHbIX B NepeYeHb
YCNIYT, KOTOpble ABAAKOTCA HeobXxoauMbIMKU U 06A3aTeNIbHbIMKU N5 NPEAOCTaBNEHUS roCy4apCTBEHHbIX
yenyr <1>.

<1> MocTtaHoBneHne MpasuTtenbctBa Poccuiickoli depepaumm ot 6 masa 2011 r. N 352 "O6
YTBEPXKOEHUM TEepeyHa yCayr, KoTopble ABAAIOTCA HeobxoAMMbIMM U 0b6f3aTeNbHbIMKU  ANA
npeaocTtasneHns pegepanbHbiMM OpraHaMKn UCMONHUTENIbHON BAacTu, FocyaapCcTBEHHOM Koprnopauuein
no aToOMHOM 3Heprun "PocaTom" rocyAapCTBEHHbIX YCAYr WM NpPeAoCTaB/AOTCA OpraHM3auunsamu,
YYaCTBYIOWMMU B NPeaoCTaBAeHUM TOCYAAPCTBEHHbIX YCAYr, U OonpeaeneHun pasmepa naathl 3a WX
okasaHue" (CobpaHue 3akoHoaaTenbcTsa Poccuiickonn depepaumm, 2011, N 20, cT. 2829; 2012, N 14, cT.
1655; N 36, cT.4922; 2013, N 33, cT1. 4382; N 49, c1. 6421; N 52, cT. 7207; 2014, N 21, cT. 2712; 2015, N
50, c1. 7165; cT. 7189; 2016, N 31, cT. 5031; N 37, cT. 5495; 2017, N 8, c1. 1257; N 28, cT.4138; N 32, CT.
5090; N 40, ct. 5843; N 42, ct. 6154; 2018, N 16, cT1. 2371; N 27, cT. 4084; N 40, cT. 6129; 2019, N 5, cT.
390).

OnucaHue pesynbTaTta NpeaoCcTaB/ieHUs rocyaapcTBEHHOMN ycnyrm



11. Pe3ynbTataMu npeaocTaB/ieHNUs roCyAapCTBEHHOM YC/yrn ABASAIOTCA:

1) Bblgaya (HanpaBneHWe) 3aABUTENIO YBELOMIEHMS O TOCYAAPCTBEHHOW perncrpaumm
MeAMLMHCKOro U34e/UA U PErMCTPALMOHHOrO YAOCTOBEPEHUA HA MEAULIMHCKOE N34eNNE;

2) Bblgaya (HanpaBneHue) 3asBUTENIO YBeAOMIEHMA 06 OTKa3e B rocyAapCTBEHHOW perncrpauunm
MeaVLNHCKOro nsaenus;

3) Bblgauya (HanpaBfieHMe) 3asBUTENIO YBEAOMIEHUSA O BHECEHWUU M3MEHEHWIH B AOKYMEHTbI,
cogepallimeca B PernmcTpauMoHHOM AoCbe W Bblgada (HanpaBneHue) nepeodopmMIeHHOro
PEerncTpaLmoHHOro YAO0CTOBEPEHUA (B C/lyyae BHECEHMA W3MEHEHWA B Hero) M paHee BblAaHHOMo
PerncTpaumoHHOro yaoCToOBEPEHMNA C OTMETKOW O ero HeaeMCTBUTENIbHOCTU (C yKa3aHMem Aathl);

4) Bblgaya (HanpaBneHue) 3aABUTENIO YyBEAOM/IEHMA 06 OTKase BO BHECEHWM M3MEHEHUI B
AOKYMEHTbI, COAEPKaLLMECH B PErnCTPaLMOHHOM A0CbE;

5) Bblgaya (HanpasBneHue) 3asBuTento aAybavMKata PErucTPauMoHHOro YA0CTOBEPEHMA Ha
MeANLMHCKoe usgenue;

6) Bblgaya (HanpaBneHWe) 3aABUTEN0 pelleHUss 06 OTMeHe rocyZlapCTBEHHOW perncrpauunu
MeaunLumnHCKOro n3agenuna.

CpoK npeaocTaBneHUs rocyAapcTBeHHOM ycnyru,

B TOM YMCAe C y4eTOM HeobxoammocTu obpalleHusa B opraH1saumm,
yyacTeyloLme B NPeAO0CTaB/NIeHUMN roCyAapCTBEHHOM yCayru, CPoK
NPUOCTaHOB/IEHUA NPEAOCTaBNEHUA rOCYAAPCTBEHHOM yCnyru
B C/lyyae, eCM BO3MOXKHOCTb MPUOCTAHOBAEHMUA NPEAYCMOTPEHA
3aKOHOAAaTeNnbCcTBOM Poccuiickoit Peaepaumnm, CPoK Bblgaum
(HanpaBneHUs) AOKYMEHTOB, ABNAIOLWMXCA Pe3yAbTaToOM
npeAoCTaBNeHUA rocyAapCcTBEHHOM ycnyru

12. CpoK npeaocTaBiAeHUs FOCYAapCTBEHHOM YCAYrM WM BblAauM (HanpaBieHWs) AOKYMEHTOB,
ABNAIOLWMXCA Pe3YIbTaTOM NPeAoCTaBAEHUA rOCYAapCTBEHHOW YCayru:

1) rocypnapCTBeHHas perucTpauus  MEeAMUMHCKOTO W3AE/NA OCYLLeCTBASETCA B CPOK, He
npesbiwatowmn 50 pabounx gHel co AHA NPUHATUA PeLleHUs O Hayane rocyaapcTBEHHOM perncTpaumnm
MeANLMHCKUX N3aenni.

CpoK npoBeAeHUsA KAMHUYECKMX WCMbITAHUI MeAMUMHCKOro m3genva B 50-gHEBHbIA CPOK He
BK/lOYaeTcA.

CpOK NPUOCTaHOB/IEHNA NpeaoCTaBieHNA I'OCY,D,apCTBEHHOﬁ YCNAYrn UCHNCNAETCA CO AHA NPUHATUA
Poc3gpaBHag30pom pelweHuMAa O Bblgade paspeweHnA Ha nposefeHne KAMHUYECKUX MCNbITaHWUM
MeJULMHCKOrO u3genma [0 AHA NpUHATMA  Poc3gpaBHaA30pom  peweHuna o BO306HOBAEHUU
I'OCY,D,apCTBEHHOﬁ perncTpaummn meamunHCKoro n3genna,;

2) BHeceHWe W3MEHEeHU B AOOKYMEHTbl, COAEep’KallMecs B PErncTpauMoHHOM [OCbe, He
Tpebyowux npoBeAeHUs 3KCNepTusbl KadyectBa, 3PPEeKTUBHOCTM M 6e30MacHOCTU MeaMUMHCKOro
N3e/Ns OCYLLLEeCTB/IAETCA B CPOK, He mnpesbiwaowmi 15 paboumx gHel co AHS NPUHATUS PELleHuA O
pPacCMOTPEHMU 3aABNIEHUA O BHECEHUU U3MEHEHUA U OOKYMEHTOB, NpPeayCMOTPEHHbIX MyHKToM 15
AOMUHUCTPATUBHOIO periameHTa.

Bpema co AHA HanpaBneHUs yBeAoMeHuna Poc3gpaBHaa3opa O HEOBXOAMMOCTM YCTpaHeHUA B
30-AHEBHbIV CPOK BbIABAEHHbIX HAPYLWEHUI U (MNK) NPEACTaBNEHUA AOKYMEHTOB, KOTOPbIE OTCYTCTBYIOT
0O OHA MoAydYeHMs OTBETa Ha YBEAOM/IEHWE He YYUTbIBAEeTCA MPU WUCYUCIEHUM CPOKA BHECEHUS
MU3MEHEHWI B AOKYMEHTbI, COAeprKallMeca B PErncTpauMoHHOM [0Cbe He Tpebylowux npoBeseHus



3KCNepTm3bl Kayectsa, 3GPEKTUBHOCTM M 6€30MaCHOCTU MEAULIMHCKOTO U3AENNns;

3) BHeceHMe M3MEHEHUI B AOKYMEHTbI, COAEPMKALLMECA B PErUCTPALUMOHHOM A0Cbe, TPeByIoLWMX
npoBegeHWsa 3KCNepTU3bl KayecTBa, 3GPEKTUBHOCTM M 6E30MaCHOCTU MeAMULMHCKOrO OCYLLECTBAAETCA B
CPOK, He npeBblwakowmnin 35 paboumx AHelN co AHA NPUHATUA PELIEHUSA O PACCMOTPEHUM 3aABAEHMUA O
BHECEHUU U3MEHEHWIA U LOKYMEHTOB, NPEAYyCMOTPEHHbIX MYHKTOM 17 AAMWUHUCTPATUBHOIO pernamMmeHTa.

Bpems co aHA HanpaBneHus 3anpoca Poc3apaBHag3opa O MNpeacTaB/ieHMM HeobxoaumblxX
MaTepunanoB U CBEAEHUI A0 OHA MONYYEHUS OTBETA Ha 3anpoc He YYMTLIBAETCA MPU UCYUC/IEHUMN CPOKa
BHECEHMA M3MEHEHUN B [OOKYMEHTbl, COAEpXKallMecs B PEerncTtpaumMoHHOM Jocbe, Tpebyowmx
NpoBeAeHMA IKCMEPTU3bI KayecTBa, 3GPeKTUBHOCTU N 6e30NacHOCTU MeAULMHCKOro U3aenuns;

4) cpok odopMNEHUA U BblAAYN (HanpasaeHuA) aybanMKaTa perncTpaLMoOHHOro yA0CTOBEPEHMA Ha
MeANUMHCKOe M3aenne coctasnseT 7 paboumx AHel cO AHA NONYYEHWUA AOKYMEHTOB, YKa3aHHbIX B
NyHKTe 18 AGMUHUCTPATUBHOIO PErNaMeHTa;

5) cpok BblgauM (HanpaBneHWs) perncTpauuoHHOro yAocToBepeHuAa NuMbo yBegoMeHUA 06
OTKa3e B rocyAapCTBEHHOW perMcrpaumm meanumHcKoro nsaenus coctasnset 10 pabounx gHen co gHA
MONYYEHUA 3aKJOYEHMA MO pe3y/ibTaTamM 3KCNepTusbl KavecTBa, 3¢PeKTMBHOCTM U He3onacHOCTU
MeANLUMHCKOro U3aenus;

6) Cpok Bblaaun (HanpasBneHUs) yBEeAOMAEHWS O BHECEHUM U3MEHEHUA B AOKYMEHTbI,
cogepalimeca B PEerncrpauMoHHOM [0Cbe€ W CPOK BblAadu (HampasieHus) nepeodopmieHHOro
PerncTpaumoHHOro yaoctosepeHna (B Cilydae BHECEHWA M3MEHeHMUI B Hero) cocTasaseT 10 pabounx
OHEW CO AHA NOJIYyYeHUA 3aK/IOYEeHMA Mo pe3y/bTaTaM 3KCMepTMsbl KadvectBa, 3PPEeKTUBHOCTU M
6e30MacHOCTM MeAULIMHCKOrO U3aenns;

7) CpoOK Bblgaun (HanpasneHUs) yBeaomieHna o6 oTKase BO BHECEHUN U3MEHEHWIA B AOKYMEHTbI,
coaepKalimecs B perMcTpaumMoHHOM Aocbe, NMB0 yBEAOMIEHUS O BHECEHUM U3MEHEHWUI B AOKYMEHTSI,
cogepiKalmeca B PerucTpauMoHHOM aocbe, cocTaBnseT 10 paboumx AHel co AHA NosyvyeHun
3aKNOYEHMA MO pe3y/ibTaTam 3KCNepTU3bl KayecTBa, 3GPEKTUBHOCTU M 6e30MacHOCTU MegULMHCKOro
nsaenus;

8) cpoK Bbigaun (HanpaBieHuAa) yBeaOMAeHMA 06 OTMeHe roCyAapCTBEHHOM perncrpauunu
MeNLUMHCKOrO u3aenva coctasndeT 3 paboumx [OHA CO AHA MOAMNWCaHUA MpuKasa o6 oTmeHe
rocyfapcTBEHHOW perncTpaLmm MmeguumnHCKOro nsgenms.

HopmaTuBHble NpaBoBble aKTbl, peryanpyowime npeaocrasneHme
rocyAapcTBeHHOMN ycayrm

13. MepeyeHb HOPMATUBHbIX NPABOBbIX aKTOB, PErYMPYIOLWMX NPEeAoCTaB/IeHNEe roCyAapPCTBEHHOM
YyCAyru, pasmeliaetca Ha oduumanbHom canTe Poc3apaBHag3opa, B ¢denepanbHOM peectpe M Ha
EanHom nopTtane.

UcuepnbiBatowmii nepeyeHb AOKYMEHTOB,
Heo6X04UMbBIX B COOTBETCTBMU C HOPMATUBHLIMU NPABOBbIMM aKTaMM
ANA NpefoCcTaBAEHUA rOCyAapCTBEHHOW YCAYIU U YCAYT, KOTopble
ABNAIOTCA HEO6X04MMbIMM U 0653aTeNbHBbIMU ANA NPEAO0CTaBeHUA
rocyAapCTBEHHOM YCyru, NoanexKalmx npeacTaBieHuUIo
3aABUTeNneMm, cnocobbl UX NONyYeHUA 3aABUTENEM,

B TOM UYMC/Ie B INEKTPOHHOU Ppopme, NOPAJOK
MX NpeAacTaBneHus

14. [nAa rocypapCTBEHHOW pPerucTpaumm MeauuUMHCKOTO U3[enns 3aaBuTeNb NpeacTtaBaseT
(HanpasnseT) B Poc3apaBHaazop cneaytolime AOKYMEHTbI:



1) 3asBAeHME O roCyAapCTBEHHOW pPernctpauum mMeguumHCKoro msgenus no ¢opme cornacHo
npunoxenuio N 1 K AAMUHUCTPATUBHOMY PerameHTy;

2) KOMuio [O0KYMEHTa, MNOATBEPKAAIOLLEr0 MOJHOMOYMA YNOJAHOMOYEHHOTO MpeacTaBUTeNs
npounssoauTens (Msrotosutens);

3) cBeaeHMA 0 HOPMATUBHOM AOKYMEHTaLMM Ha MeAULMHCKoe U3aenune;
4) TeXHNYECKYI0 AOKYMEHTALINIO NPOon3BOANTENS (M3roTOBUTENA) HA MEeAULIMHCKOE U3aeNue;

5) 9KCNyaTaUlMOHHYO AOKYMEHTAUWNIO NponssoanTena (VI3I'OTOBVITEJ'I$I) Ha MmeanumnHCKoe nigenune,
B TOM YNCNE UHCTPYKLMUIO MO NPUMEHEHUNIO TN PYKOBOACTBO MO 3KCNyaTaunnm megnumHCKOro nsaenna;

6) ¢otorpaduyeckme wusobparkeHMa obLWero BuAa MEOULMHCKOIO W34enus BMmecTe C
NPUHAANEKHOCTAMM, HEOBXOAMMBIMU AN NPUMEHEHUS MEAMUMHCKOro M3genua Mo HasHaYeHuio
(pasamepom He meHee 18 x 24 caHTUMETpPA);

7) AOKYMEHTbI, NOATBEPXKAaoLLNE pe3ynbTaTbl TEXHUUYECKUX UCMbITaHUIA MeANLMHCKOTO U3aenusa;

8) AOKYMEHTbI, NOATBEPKAAIOLWME Pe3y/ibTaTbl TOKCMKOIOrMYECKUX UCCAeA0BaHNA MeANLUMHCKOro
N34enna, NCNo/ib30BaHNe KOTOPOro NpeanosiaraeT HaiMune KOHTaKTa C OPraHM3MOM Ye0BEKa;

9) OOKYMeHTbI, MoATBepXAatowme pes3ynbTaTbl UCMbITAHUIA MEAULMHCKOTO U3fenna B Lenax
YTBEPXKAEHMA TUMNA CPeacTB M3MepeHWn (B OTHOLWEHUM MeAVMLMHCKUX U3LeNNWA, OTHOCALLMXCA K
cpeAcTBaM U3MepeHnii B cpepe rocyAapCTBEHHONO peryiMpoBaHua obecneyeHna egnHCTBa U3MePEHUI
<2>);

<2> Mpuka3s MuHUcTepCcTBa 34paBooXxpaHeHma Poccuinckon ®epgepaumn ot 15 asrycta 2012 r. N
89H "O6 yTtBepkaeHMn [MopsagKa NPOBEAEHMA WCMbITaHUA B LENAX YTBEPXKAEHUA Tuna cpeacrs
NU3MEpPEHMUIA, a TaK}Ke nepeyvyHa MeaULMHCKUX U3AEeNUIA, OTHOCALLMXCA K CpeacTBam U3mepeHuii B chepe
rocy4apCTBEHHOTO pPeryiMpoBaHus obecneyeHua eauHCTBA M3MEPEHWI, B OTHOLUEHUM KOTOPbIX
NPOBOAATCA MWCMbITAaHUA B LENAX YTBEPXAEHUA Tuna Ccpeacts u3mepeHUn" (3apernctpupoBsaH

MuHUcTepcTBoM tocTUUMK Poccuiickot Pepepaunm 25 aekabps 2012 r., pernctpaumnoHHbiii N 26328).

10) ana meaMUMHCKMX M3aennin 1 Knacca NOTeHUMaNbHOIO PUCKa NPUMEHEHUA U MeAULIUHCKUX
n3genuMii AnA AMarHoCTUKKM in Vitro - cBeAaeHus, NoATBepXAalolme KAUHUYECKY 3¢GheKTUBHOCTb U
6e30nNacHOCTb MeAULMHCKUX U3aennii;

11) NpOEKT NAaHa KAMHUYECKMX UCMbITAHWUI MegUUMHCKOro M3aenna ¢ 060CHOBbLIBAOWMUMMK €ro
maTepuanamu (Npu Haanumm);

12) cBegeHus o BblgaHHbIX Poc3apaBHaA30pOM paspelleHUsaX Ha BBO3 MEAMLMHCKUX U34eNnit ¢
LeNbo UX FOCyAapCTBEHHOM pernuctpauum (ana meanuuHCKUX U3Aenmii MHOCTPaHHOTo NPoM3BOACTBA);

13) KonuW  [OOKYMEHTOB, MNOATBEPNKAAIOLWIMX  KAYecTBO  JIeKapCTBEHHOro npenapaTa,
dapmaLeBTMUYECKON CybCTaHLUMKN, BMONOrMYECKOTO MaTepuana U MHOro BELLECTBa, C MCMNO/b30BaHMEM
KOTOpPbIX NpOU3BEeAEHO MeAMUMHCKOe u3genne WAM KOTopble BXOAAT B €ro COCTaB M KoTopble
npegHasHayeHbl ANA MNPUMEHEHMA TOMbKO C  YY4ETOM HA3HAYeHMA MeOUUMHCKOro u3genua,
onpeaeneHHOro npousBoaAuTENEM, W BblAAHHbIX B COOTBETCTBMM C 3aKOHOAATENbLCTBOM CTPaHbI
NPOUCXOXKAEHUSA JNIeKAPCTBEHHOrO Mpenapata, ¢apmaueBTUYECKon cybcTaHuMM, 6Mosiornyeckoro
MaTepuana n NHOro BeLLLEeCTBa;

14) onucb Npuaaraembix LOKYMEHTOB.



15. nAa BHECEHMA U3MEHEHUN B AOKYMEHTbI, coAepyKallMeca B PerncrtpaumMoHHOM [0Cbe, He
Tpebylowux npoBeaeHMA 3KCNepTU3bl KayecTBa, 3GGEKTUBHOCTM U 6E30MacHOCTU MeAULMHCKOro
n3genuns sanaBuTeNb NpeacTaBaneT (HanpasnseT) B Poc3apaBHaa30p caeayolme A0KYMEHTbI:

1) 3asBneHWe O BHECEeHWM WU3MEeHeHWn no <¢opme cornacHo npuaoxkeHuio N 4 K
ALMUHUCTPATUBHOMY PernameHTy;

2) KOMUWIO JOKYMEHTa, MNOATBEP’KAAILWEro MoJIHOMOYMA YMNOJHOMOYEHHOIO NpeacTaBuTens
npoussoautens (M3rotosutens);

3) OOKYMEHTbl M CBEAEHMS O COOTBETCTBYIOWMX W3MEHEHMAX, B TOM 4YUCAE [OOKYMEHTbI,
NOATBEPKAAIOLWMNE N3MEHEHUA, YKA3aHHble B nognyHKkTax 1, 2, 3, 5, 6 nyHKTa 16 AAMUHUCTPATUBHOIO
pernameHTa, a TakXe B C1y4yae n3meHeHMA HaMMeHOBaHUA MeaNLMHCKOro n3aenma:

cBeageHunAa o HOpMaTMBHOVI AOKYMeHTaUuMn Ha MeanunHCKoe nsaenmne,

TEXHUYECKYI0 [OOKYMeHTauMio npoussoautens (M3rotoBuTensl) Ha MeauUMHCKoe wusaenue,
npvBeAeHHYIO B COOTBETCTBME C HOBbIM HAUMEHOBaHUEM MEANLMHCKOrO U3Aenus;

3KCNIyaTaUMOHHYIO AOKYMEHTALMIO NPOU3BOAUTENS (M3rOTOBUTENA) HA MeaAUUMHCKoe u3genue (B
TOM YMC/Ie UHCTPYKLMIO MO NPUMEHEHMIO UM PYKOBOACTBO MO 3KCMyaTauMm MeguLMHCKOro usgenus),
npuBeaeHHYI0 B COOTBETCTBUE C HOBbIM HAMMEHOBAHUEM MEANLMHCKOTO U34enus;

doTorpadumyeckme m3obparkeHns obWero BUAA MEAUMUMHCKOrO  U3genua  BmecTe €
NPUHAANEKHOCTAMM, HEOBXOAMMbBIMU AN NPUMEHEHUS MEAMUMHCKOro M3genma no HasHaYeHuio
(pasamepom He meHee 18 x 24 caHTUMETpPA);

4) [OOKYMeHTbl npousBoauTens W (MAM) OpraHWsaumii, OCYLLECTBAAIOWMX NpPoBeAeHUe
TEXHWUYECKMX MCMbITAaHWM, TOKCUKONOTMYECKUX MUCCNEeO0BaHUM, KAMHUYECKMX WMCMbITaHWI (pe3ynbTathl
COOTBETCTBYIOLLMX UCMbITAaHWIA), MOATBEPKAAOWME, YTO BHECEHUE 3a5IBJIEHHbIX U3MEHEHUI He BieYeT
M3MEHEHWA CBOMCTB W XapaKTEPUCTUK, BAMAIOWMX Ha KayecTBo, 3dPeKTMBHOCTb M 6e3onacHocTb
MEANUMHCKOTO W34e/MA, UAU COBEPLUEHCTBYET CBOMCTBA W XapPaKTEPUCTUKM NPU HEU3IMEHHOCTU
dYHKLMOHAbHOrO HazHauYeHua U (MaKn) NpuHUMNa AeNCTBUA MEANLMHCKOIO U3AEeNus;

5) opurmMHan perMcTpaluMoOHHOro yaocrosepeHus (aybamkar);
6) onucb npuaaraembix JOKYMEHTOB.

16. K nsmeHeHMAM, BHOCMMbIM B AOKYMEHTbI, cogepKawmeca B permctpaynoHHom Aocbe, He
Tpe6y|ou.|,v|x nposeaeHMA 3KCNEPTU3bl Ka4decCTBa, 3¢¢EKTMBHOCTVI n 6esonacHocTu megnunHCKoro
n3aenna, OTHOCATCA:

1) usMmeHeHue cBeAeHWIA 0 3aABUTENE, BKIOYAA CBEAEHUA:
0 peopraH13aLmm IPUANYECKOro ANLA;

06 M3MEeHEeHUM HauMeHOBaHUSA Hopnan4ecKoro amua (I'IOI'IHOI'O n (I'IpVI HaJ'IVIHMVI) COKpaleHHoro, B
TOM Yyucne d)MpMEHHOI'O HaVIMeHOBaHVIFl), agpeca mecCta ero HaxoxXaeHuA,

06 u3MeHeHUU d)amvmmm, MMEHN U (I'Ipl/l HaJ'IVIHMVI) OT4eCTBa, agpeca MmecCTa XUTeNbCTBa
NMHONBMAYANbHOIO NpeanpuHUMaTENA U PEKBU3NTOB AOKYMEHTA, YAOCTOBEPAKOLWErNo €ro 1M4YHOCTb,

2) M3MeHeHMe CBeAEeHWI O /iMue, Ha MMA KOTOPOro MOMKEeT bbiTb BblAaHO pPerncrpaumoHHoe
YyAOCTOBEPEHME Ha MeANLIMHCKOE U3aenne, BKAoYan CBEAEHMA:

0 peopraH13aLmm IPUANYECKOro INLA;



06 M3MEeHEeHUM HauMEeHOBaHUSA IPUANYECKOro AnLa (MoAHOro U (NpM HaAMYMK) COKPaLLEHHOTO, B
TOM uymcne GMPMeHHOro HaMMEHOBAHUSA), aApeca MecTa ero HaxoXA4eHusa unn damuanm, UMeHun u (Npm
Ha/IMYMM) OTYECTBA, MECTA KMTENbCTBA MHAMBUAYA/IbHOTO NpeanpUHUMaTENS;

3) n3MeHeHune agpeca mecta NnponsBoacTBa (M3I’OTOBI’I€HMH) MegnunHCKOro nsaenna;

4) U3SMEeHEeHWe HaMMEeHOBaHUA MeAULUMHCKOTO U34,e/MA B C/ly4ae, ec/ii He U3SMEHMIUCL CBOMCTBA U
XapaKTEPUCTUKMN, BAMAIOLWLME HA KadecTBO, 3GPEKTUBHOCTb M 6E30MacHOCTb MeAULMHCKOro usaenus,
WUAN COBEPLUEHCTBYIOTCA €ro CBOMCTBA M XapaKTEPUCTUKU NPU HEUIMEHHOCTU OYHKUMOHANbHOTO
Ha3HayeHuaA 1 (UAKn) NpUHUMNA AeNCTBUSA, NpeaycMmaTpuBatoLLee:

nobassieHne (MCKAOYEHME) MPUHAANENKHOCTEN MEAMUMHCKOrO W3AeNMA WU U3MEHEHUE WX
HaMMeHOBaHUSA;

YKa3aHune, nameHeHmne m UCKAKYEHUNE TOBAPHOro 3HAKa WU UHbLIX CpeacTts MHaAunsBunayannsaumu
MeanUMHCKOro n3agenunsa;

M3MEHEHME KOJIMYECTBa eAuHUL, MEeAULUMHCKOro WU3AenuMa WAM  ero  COCTaBHbIX YacTel,
KOMMIEKTYIOLLMX, YKa3aHHbIX B MPUNOMKEHUN K PErUCTPaLMOHHOMY YAOCTOBEPEHUIO;

YKa3aHue UM UCKII0YEHME BaPMAHTOB UCMOIHEHUA (Mogenein) MeguLUMHCKOTo U3aenus;
NU3MEHEHNE MaPKUPOBKM U (MN) YNAaKOBKN MeANLMHCKOTO U3aenus;

5) N3IMEHEHNE NPON3BOAUTENIEM (VI3I'OTOBMTeJ'IeM) MeanunmHCKOro m3genna CpokKos ,D,eVICTBMH
AOKYMEHTOB, coaepKawmnxca B permcTtpaumoHHOM 00CbE,

6) smeHeHne nHbopmaLmm 06 yrNoNHOMOYEHHOM NpeacTaBuTene npoussoamTens (M3rotosmTens)
MeNLMHCKOTO U3aenus.

17. Ons BHeCEHUA M3MEHEHWI B [OOKYMEHTbl, YKasaHHble B noanyHktax 4, 5 nyHKkta 14
AZMUWHUCTPATUBHOIO pernameHTa cogepralimecs B perMcTpaumoHHOM Aocbe, Tpebyowmx nposeaeHma
aKcnepTusbl KadectBa, 3ddeKkTMBHOCTM U He30nacHOCTU MEeOMLMHCKOrO W3Aenus, 3aaBUTeNb
npeacrtasnset (HanpasnseT) B Poc3apaBHaA30p cieaylolme JOKYMEHTbI:

1) 3asBneHWe O BHECEeHWM WU3MeHeHWW no ¢opme cornacHo npuaoxkeHuwo N 5 K
ALMUHUCTPATUBHOMY pernameHTy;

2) KONnuio AOKYMEeHTa, NOATBEpP’KAalolero no/sIHOMOYMA YMNOAHOMOYEHHOro nNpeacTaBuUTens
npoussoautens (M3rotosutens);

3) AOKYMEHTbl W CBEAEHWS O COOTBETCTBYIOLIMX W3MEHEHUSX, B TOM YMUCAEe [AOKYMEHTbI
npoussoautTens u (MnM) opraHMsaUMii, OCYLLECTBAAIOWMUX MNPOBEAEHUE TEXHUYECKMX MWCMbITaHUMN,
TOKCMKO/MIOTUYECKUX  UCCNeAO0BaHUM, KAMHUYECKMX WCMbITaHUA  (pe3ynbTaTbl  COOTBETCTBYHOLLINX
UCNbITaHWI), NOATBEPKAAIOLLNE, YTO BHECEHME 3aiBNEHHbIX U3MEHEHUIN BAeYET U3SMEHEHUS CBOWMCTB U
XapaKTePUCTUK, BAMAIOWMX HA KayecTBO, 3$GPEKTMBHOCTb M 6€30MacHOCTb MegULMHCKOTo U3genus, nim
COBEpPLUEHCTBYET CBOWCTBA W XapPaKTEPUCTUKU MPU HEU3MEHHOCTU GYHKLMOHANIbHOrO HasHayeHua U
(nnn) npuHuMNa AenNcTBUS MEANLMHCKOTO U34eNusn;

4) onucb Npunaraembix 4OKYMEHTOB.

18. [na nonyyeHma ayb6aMKaTa PErnmcTpaumoHHOrO yAOCTOBEPEHUs Ha MegMUMHCKoe u3genue
3anABuTeNb nNpeacTaBnseT (HanpaenseT) B Poc3gpaBHagsop 3asABneHWe o Bblgade AybnuvKkaTta
pPerncTpaunmoHHoOro yaoctosepeHua no ¢dopme coriacHo npunoxeHnio N 6 K AOMWHUCTPATUBHOMY
pernameHTy. B cnyyae mopuu pernmcrpaumoHHOrO yAoOCTOBEpPEeHMA K 33aABJEHUIO O MpeaocTaBAeHUU
aybavkaTa npunaraeTca MCNOPYEHHOE PerncTpaLmMoHHoe yA0CTOBEPEHME.



19. [nA OTMeHbl TFOCYAApPCTBEHHOM perucTpaumMm MeAMUMHCKOrO M3aenva  3aAsBuTeslb
npeacrasnset (HanpasnseT) B PocsapaBHag3op 3asasneHne o6 oTMeHe rocyapCcTBEHHOW perncTpauum
MeOULMHCKOro nsaenma no ¢opme cornacHo npunoxeHuto N 7 K AGMUHUCTPAaTUBHOMY persiaMeHTy.

20. B cnyvae ecan opuruHanbl AOKYMEHTOB, YKasaHHbIX B nyHKrtax 14, 15, 17, 18, 19
AOMUHUCTPATUBHOIO pPernameHTa, COCTaB/ieHbl Ha MHOCTPAHHOM A3blKe, OHW MNPeACTaBAATCA C
3aBePEHHbIM NEepeBoAOM Ha PYCCKUN A3bIK.

21. 3asABneHve W OOKYMEHTbl, npeaycMoTpeHHble nyHktamm 14, 15, 17, 18, 19
ALMWHUCTPATUBHOIO pPernameHTa, NpeacTaBafloTca (HanpasBasoTca) 3aasuTenem B PocsapaBHag3op Ha
B6yMaxKHOM HoOcUTesle HemnocpeaCTBEHHO WAW HAMNPaBASAKOTCA 3aKa3HbIM MOYTOBbIM OTMNpPaBAEHUEM C
YBEAOMJIEHUEM O BPYYEHUM U OMUCBLIO BAOXKEHUSA MO0 B 3M1EKTPOHHOM dopme, noAnucaHHbIe
3JIEKTPOHHOM NoAnucbio, Yepes cetb "UHTepHeT", B TOM umncie nocpeactsom EanHoro noprana.

UcuepnbiBatowmii nepeyeHb AOKYMEHTOB,
Heo6X04UMbBIX B COOTBETCTBMU C HOPMATUBHbLIMU NPABOBbLIMMU
aKTaMu ANA NPepoCcTaBaeHUA rocyaapCcTBEHHOM yCayru, KoTopbie
HaXoAATCA B PACNOPAXKEHUM roCcyAapcTBEHHbIX OPraHoOB, OPraHoB
MECTHOro CaMOynpaB/eHUA U UHbIX OPraHOB, YY4aCTBYIOLMUX
B NpeAoCTaB/NeHUN roCySapCTBEHHOM YCYIU, U KOTopble
3anABUTeNb BNpaBe NPeACTaBUTb, a TaKXkKe cnocobbl
WX NONYyYEHUA 3aABUTENAMMU, B TOM YMC/IE B INIEKTPOHHOIA
dopme, nopaAoK uX NpeacTaBaeHUA

22. [Ona npepocTaBieHUsA TrocyAapCTBEHHOW YCayrm HeobxoauMmbl cheayolimMe cBeAeHus,
HaxXoAALLMECA B PACNOPANKEHNN rOCYAapPCTBEHHbIX OPraHoB:

1) ®HC Poccun - cBeaeHMA O 3asBuTene, cogepkalimeca 8 EAMHOM rocyaapcTBeHHOM peectpe
topuAnNYEcKmX anu, EAMHOM rocyapCTBEHHOM peecTpe MHAMBUAYANbHbIX NPeanpUHMMATENEN;

2) KasHaueictBo Poccun - cBeieHMs 06 onnate rocy4apCTBEHHOW NOLW/MHbLI 33 NpegocTaBieHue
rocyAapCTBEHHOM YCayru.

23. 3asBuTeNb BrpaBe NpeacTaBUTb (HaNpaBWUTb) YKasaHHble B MNyHKTe 22 AAMWHUCTPATUBHOIO
pernameHTa cBeeHMA NO COBCTBEHHOM MHUUMATUBE.

24. Mpu nNpeaocTaBAeHUN rocyaapcTBeHHOM ycnyrn Poc3apaBHag3op He Brnpase TpeboBaTb OT
3aABuTenA:

1) npeacTaBneHNa SOKYMEHTOB U MHPOPMALIMM UM OCYLLECTBIEHMS OEWUCTBUM, NpeacTaBaeHne
WAN  OCYLLEeCTB/IEHME KOTOPbIX He MpeaycCMOTPEHO HOPMATUBHbIMM  MPaABOBbLIMW  aKTamM,
PEryaMpyoLLMMN OTHOLIEHMS, BO3HMKAIOLLME B CBA3M C NPeA0CTaB/AeHUEM roCy4apCTBEHHOMN YCayru;

2) npeacTaB/ieHUA AOKYMEHTOB U MHbOPMAUMKM, KOTOPblE B COOTBETCTBUM C HOPMATUBHbLIMU
npaBoBbIMW akTamMu Poccuiickon Pepgepaunyn, HOPMATUBHbIMW NPABOBbLIMU aKTamMu CyObeKTOB
Poccuitickolt dPegepaummn U MyHUUMNANbHBIMM MPABOBbIMM aKTAMW HaxoAATCA B PacropaXKeHUu
rocy4apcTBEHHbIX OPraHoB, MNPEAOCTABAAIOWMX TOCYAAPCTBEHHYIO YCAYTY, WHbIX FOCYAapPCTBEHHbIX
OpraHoB, OpraHOB MECTHOIO CamMoynpaB/ieHua 1 (UNK) NoABEAOMCTBEHHbIX FOCYAapPCTBEHHbIM OpraHam
M OpraHam MeCTHOroO CaMOyMnpaB/AeHUs OpraHM3aumii, Yy4yacTBylOWMX B  NPeaocTaBAEHUU
rOCYAapPCTBEHHbIX MAM MYHUUMNANAbHbLIX YCAYF, 3@ UCKAOMEHUMEM AOKYMEHTOB, YKa3aHHbIX B 4actTh 6
cTatb 7 ®PepepanbHoro 3akoHa ot 27 wonsa 2010 r. N 210-d3 "O6 opraHusaumMm npenocTaBaeHUs
rocyaapcTBeHHbIX U MyHULUMMaNbHbIX yeayr" (aanee - ®eaepanbHbiii 3akoH oT 27 utona 2010 r. N 210-d3)
<3>;
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<3> CobpaHue 3akoHoaaTenbcTBa Poccuitckon ®epgepaummn, 2010, N 31, ct. 4179; 2011, N 15, cT.
2038; N 27, ct. 3873; c1. 3880; N 29, cT. 4291; N 30, c1. 4587; N 49, c1. 7061; 2012, N 31, cT. 4322; 2013,
N 14, ct. 1651; N 27, cT. 3477; cT. 3480; N 30, cT. 4084; N 51, cT. 6679; N 52, cT. 6952; cT. 6961; cT. 7009;
2014, N 26, c1. 3366; N 30, cT. 4264; N 49, cT. 6928; 2015, N 1, cT. 67; cT. 72; N 10, cT. 1393; N 29, cT.
4342; c1. 4376; 2016, N 7, c1. 916; N 27, cT. 4293; cT. 4294; 2017, N 1, cT. 12; N 31, cT. 4785; N 50, cT.
7555; 2018, N 1, cT1. 63; N9, c1. 1283; N 17, cT. 2427; N 18, c1. 2557; N 24, c1. 3413; N 27, cT1. 3954; N 30,
ct. 4539; N 31, «cr. 4858; oduuManbHbIN WHTEPHET-NOPTa/N  NPABOBOM  MHpOpmMaumn
http://www.pravo.gov.ru, 1 anpena 2019-r.

3) npeacTaBNeHUA AOKYMEHTOB U MHPOPMaLMK, OTCYTCTBUE U (MK) HEAOCTOBEPHOCTb KOTOPbIX He
YKasblBa/MCb MpPU  MNepBOHaYya/ibHOM OTKase B MNpUemMe [OKYMEHTOB, Heobxoaumbix Ans
npeaocTaBNeHUsA rocyAapCTBEHHON ycayrn, nvbo B NpeaoCTaBleHWM FOCYAAPCTBEHHOM YyCayru, 3a
WUCKNOYEHNEM C/Ty4aEB, NPeAYyCMOTPEHHbIX NYHKTOM 4 yactn 1 ctatbn 7 PepepanbHOro 3akoHa ot 27
nona 2010 r. N 210-93.

UcuepnbiBatowmii nepeyeHb OCHOBAHUM ANA OTKa3a
B Npueme AOKYMEHTOB, He06Xo4UMbIX ANA NpeAoCTaBNAEHUA
rocyAapcTBeHHOMN ycayrm

25. OcHOBaHMA ANA OTKa3a B MpuMemMe [AOKYMEHTOB, HeobxoaumblX ANA npenocTaBieHus
rocy4apCcTBeHHOM yCnyru:

1) B cnyyae HeycTpaHeHuss B 30-OAHEBHbIM CPOK BbIAB/MIEHHbIX HaApyweHuin u (KMnum)
HenpeACcTaBNeHUA AOKYMEHTOB, KOTOpPble OTCYTCTBYHOT, YKa3aHHbIX B YBEAOMJIEHUU O HEOBXOAMMOCTU
YCTPAHEHUA BbIBNEHHbIX HapyweHun wn (Man) npeacraBNeHMA  OTCYTCTBYIOWMX  OOKYMEHTOB,
Poc3gpaBHag30p npuHMMaeT pelleHMe O BO3BpaATe 33AB/IEHMA O pPernucTpaumm M AOKYMEHTOB,
npeaycMOTPEHHbIX MYHKTOM 14 AOMUHUCTPATUBHOIO pernameHTa, ¢ MOTUBMPOBaAHHbIM 060CHOBaHMEM
NPUYMH BO3BPaATa;

2) B cny4ae HeycTpaHeHuMAa B 30-OHEBHbIA CPOK BbIABNEHHbIX HapylweHuit u (uMaum)
HenpeacTaBaeHUA AOKYMEHTOB, KOTOPbIe OTCYTCTBYHOT, YKa3aHHbIX B YBEAOM/IEHUN O HEOBXOAMMOCTH
YCTPaHEHMA BblABNEHHbIX HapylWeHuin wu (uan) npeacTaBneHUn  OTCYTCTBYIOWMX OOKYMEHTOB,
Poc3gpaBHafa30p NPpUMHMMAET pelleHue 0 BO3BPaTe 3aABNEHNA O BHECEHUU U3MEHEHUIA U LOKYMEHTOB,
NpPeAyCMOTPEHHbIX MYHKTOM 15 AZMWHUCTPATUBHOTO perjiameHTa (B C/ly4ae BHECEHUS U3MEHEHWI B
OOKYMEHTbI, CoAepyKallmecs B PErncTpaumoHHOM A0Cbe, He Tpebyowme nNpoBeAeHUA 3IKCNepPTU3bI
KayecTBa, 3¢ PeKTUBHOCTU M 6€30MACHOCTU MEAULMHCKOrO U34enua) U NyHKTom 17 AAMUHUCTPATUBHOIO
pernameHTa (B cnydyae BHECEHUA U3IMEHEHWI B AOKYMEHTbI, COAEPMKALLMECH B PETMCTPALMOHHOM A0CbeE,
Tpebylowue nposBeaeHUa 3KcnepTusbl KayecTBa, 3$PEKTUBHOCTM M 6He30nMacHOCTM MepMULMHCKOro
nsgenumsa), ¢ MOTMBUMPOBAHHBIM 0H6OCHOBAHMEM NPUYMH BO3BPATA.

MC‘-IepﬂblBaIOLIJMﬁ nepe4yeHb OCHOBaHMUiA ANA NPUoCTaHoOBNEHUA
WUIN OTKa3a B npeaocraBaieHnmn I'OCYAapCTBEHHOﬁ ycnyrm

26. OCHOBAHUAMM 1A NPUOCTAHOBAEHMA NPEAOCTABAEHWNA rOCYAaPCTBEHHON YCYIM ABAAIOTCA:

1) npuHaTne Poc3gpaBHaA30pOM peLleHns O Bblaaye paspelleHna Ha NpoBeaeHne KANHUYECKUX
NCMbITaHNIN MEANLMHCKOTO U34eNNs;

2) HanpaBneHWe 3aABUTEN0 3anpoca O MNpPeaCcTaB/eHUUM HeobxoguMbIX A1 NpoBeAeHMUsA
3KCcnepTusbl KayectBa, 3¢EKTUBHOCTM M 6HE30MacHOCTU MEAMUMHCKOrO U34envsa MaTepuanos U
CcBeAEeHUN.

27. OcHoBaHMA gNa 0TKasa B NPeAoCTaBAEHMM FOCY4apCTBEHHOM YCAYTU He NPeayCMOTPEHbI.

MepeyeHb ycnyr, KOTOpble ABNAIOTCA HEOGXOAMMbIMM



1 06A3aTeIbHbIMU ANA NPeAOCTaBNEHUA FOCYAAPCTBEHHON yCayri,
B TOM UmMc/e CBeAeHUA 0 AOKYMeHTe (40KyMeHTaxX), BbiaaBaemMoM
(BblaaBaemMbix) opraHU3aLUAMM, YUYaCTBYIOLUMU B NPEAOCTaBAEHUN
rocyaapcTBeHHOM ycnyru

28. VYcnyra, KoTopaa ABAfeTcA Heobxogumon ©  obs3aTenbHOM ANA  NpenocTaBieHus
rocyapcTBEHHOM YCAyrM - 3Kcneptusa KavectBa, 3¢GdEKTUBHOCTM M He30NacHOCTM MeAULMHCKOro
nsgenus.

JOKyMeHTbl, BblgaBaemble 3KCNEPTHbIMU YYPEXOEHUAMM, YYACTBYHOWMMM B NpeaocTaBieHnU
rocyaapCcTBEHHOM YCAyri:

3aK/IlOYEHME O BO3MOXKHOCTM (HEBO3MOMKHOCTWM) MPOBEAEHUS  KAMHUYECKUX WUCMbITaHWUI
MeAULIMHCKOro n3genus;

3aKno4yeHne no pe3ynbratamM 3SKCNEepPTU3bl KayecTBa, 3¢¢EKTMBHOCTVI n 6esonacHocTu
MeanuUnMHCKOro n3gennsa.

MopAaoK, pasmep U 0CHOBaHUA B3MMAHUA rOCyAapCcTBEHHOU
NOLW/IMHBI UM MHOI NNATbl, B3UMAEMOIi 32 NpeAoCcTaB/ieHne
rocyAapcTBeHHOM ycnyru

29. VYnnata TrocydapCTBEHHOM MOLWJ/IMHbI 33 NpeAocTaB/ieHUe TrOoCYyAapPCTBEHHOM YCAyrn
OCYLLLECTBAAETCA B pasmepe, yCTaHOBAEHHOM nognyHKTamu 1, 3, 5 nyHkTa 1 ctatbmn 333.32.2 Hanorosoro
Kogekca Poccuitickon Pepepaummn <4>, B COOTBETCTBUM C MOANYHKTOM 6 nyHKTa 1 crtatbu 333.18
Hanorosoro kogekca Poccuiickoit Pepepaumm <5> A0 nogaym COOTBETCTBYIOLLErO 3aAB/IEHUA U
OOKYMEHTOB.

<4> CobpaHune 3akoHogaTtenbcTBa Poccuinckoit depepaummn, 2000, N 32, cT. 3340; 2017, N 11, cT.
1534,

<5> CobpaHue 3akoHoaaTenbcTBa Poccuitckon ®epepaumm, 2000, N 32, ct. 3340; 2005, N 52, cT.
5581; 2009, N 52, cT. 6450; 2011, N 49, cT. 7061; 2018, N 32, cT. 5094.

MopAapoK, pasmep M OCHOBaHUA B3UMAHMA NAaTbl
3a npeaocTaBNAeHUE YCAYr, KOTopble ABAAIOTCA Heo6XoaMMbIMM
1 06a3aTeNIbHbIMM ANA NPeAOoCTaB/eHUA roCyapCcTBEHHOM ycnyri,
BK/IlOYaA MHPOPMAaLMIO O METOAMKE pacyeTa pasmepa Takoi naatbl

30. 3a npoBeAeHME 3KCNepTU3bl KavecTBa, 3PPEKTUBHOCTM M 6E30MacHOCTU MeAULIMHCKUX
nsgennii (B 3aBMCMMOCTM OT KJjlacca MNOTEHUMANbHOIO PUCKA WX MNPUMEHEHWS B COOTBETCTBUM C
HOMEHKNATYPHOM KnaccuduKaumen MeaMUMHCKUX U3aennin <6>, yTBepKAeHHOM deaepanbHbim
OpPraHOM WCMOJIHUTENbHOW BNACTW, OCYLECTBAAWMM GYHKUMM No BbipaboTKe M peanmsauumm
rocygapcTBEHHON MOJIMTUKU U HOPMATUBHO-NPABOBOMY PEerynmMpoBaHuUio B chepe 34paBOOXpaHeHus)
yNaa4MBaeTCcsa rocygapCcTBEHHAsA NOLW/AWMHA B pa3mepe, YCTaHOBNEHHOM MOANYHKTamu 2 U 4 nyHKTa 1
ctatbi 333.32.2 HanoroBoro Kogekca Poccuitickont deaepauymm <7>, B COOTBETCTBMU C NOANYHKTOM 6
nyHkta 1 cratbu 333.18 HanoroBoro KogeKkca Poccuiickon Pepgepaummnm <8> [0 nogauu
COOTBETCTBYIOLLENO 3aABAEHMA N OKYMEHTOB.

<6> MNpurkas MuHUcTepcTBa 34paBooxpaHeHuna Poccuiickot ®egepaumnm ot 6 moHA 2012 r. N 4H
"O6 yTBEpPXKAEHUN HOMEHKNATYPHOM KnaccubuKauum meguuMHCKUX u3gennin” (3apeructpuposBaH B



MuHucTepcTBe tocTuumm Poccuitickon depepaumm 9 utonsa 2012 r., perncTpaumoHHbii N 24852) ¢
N3MeHeHUAMM, BHECEHHBIMW MpPUKa3om MUHUCTEpPCTBA 34paBooxpaHeHna Poccuiickoit ®egepaunn ot
25 ceHTabpa 2014 r. N 557H "O BHeceHUN M3meHeHusi B npunoxkeHne N 1 K npmkasy MuHucTepcrsa
34paBooxpaHeHua Poccuitickoit depepaumm ot 6 wuwoHA 2012 r. N 41 "O6 yTBEepKAEHMMU

HOMEHKNATYPHOW KnaccuduKaumm MepuuMHCKMX u3gennin"  (3apeructpupoBaH B  MuHUCTepcTBe
tocTnunmn Poccuinckont ®epepaumm 17 aekabpna 2014 r., peructpaumoHHsin N 35201).

<7> CobpaHue 3akoHoaaTenbcTBa Poccuitckon ®epepaummn, 2000, N 32, ct. 3340; 2017, N 11, cT.
1534.

<8> CobpaHue 3akoHoaaTenbcTBa Poccuitickon ®egepaummn, 2000, N 32, ct. 3340; 2005, N 52, cT.
5581; 2009, N 52, cT. 6450; 2011, N 49, cT. 7061; 2018, N 32, cT. 5094.

MakcumanbHbIA CPOK 0XKUAAHUA B ouepeam npu nogade
3anpoca 0 NPeAoCTaB/IeHUM FOCYAaPCTBEHHOM yCayru,
ycnyru, npegocTaBAsieMoi opraHM3auuamm, y4acTeyowmumm
B NpeAoCTaBNeHUN rOCyAapCTBEHHOW YCAYru, U NpU NoayYeHumn
pesynbTaTta NpepocTaBAeHMA rocysapcTBEHHON ycayru

31. MaKcMManbHbI CPOK OXMAAHWA B OYepeaM NpW nogaye 3anpoca O MNPeaoCTaBAeHUM
rocyAapCTBEHHOM YCNYTU M MPU NOAYYEHUM pe3ybTaTa rocyAapCcTBEHHOW YCAYrK cocTaBAAET 15 MUHYT.

CpoK 1 NopAAOK perucTpaymm 3anpoca 3aasutens
0 NpeAoCcTaBAEHUN rocyAaPCTBEHHON YCAYIU M yCnyri,
npepocTaBAAeMoi opraHusaLUAMM, y4acTBYIOWUMM
B NpeAoCTaBNAeHMM FOCYAapCTBEHHOM ycnyri,
B TOM UMC/ie B 3/IEKTPOHHOMU dpopme

32. lIoKyMeHTbI, NOCTynMBLUKE OT 3asABuTeNen B PocaapaBHaa30p MaW NpeacTas/ieHHble B popme
9NEKTPOHHOrO AOKYMEHTA B COOTBETCTBMM C NMYHKTOM 33 AOMWHUCTPATMBHOIO perfameHTa, noanexar
perucTpauunm B TedeHme 1 paboyero gHa ¢ AaTbl X NOCTYMNAEHUA,

33. MNpuem n pernctpauma OOKYMEHTOB, npeactasasembix B Poc3agpaBHags3op, B TOM yucie ¢
MCNONb30BaHNEM  MHOOPMALMOHHO-KOMMYHUKAUMOHHBIX TexHonormn (B ¢$opme  31EeKTPOHHOro
OOKYMEHTa), OCYLLEeCTBAAIOTCA AOJ/IKHOCTHbIMM AMuamu  Poc3gpaBHafa30pa, OTBETCTBEHHbIMM 33
BbINO/IHEHWE AAMMWHUCTPATUBHOM Npoueaypbl NO NpuUemMy W pernctpauum  AOKYMEHTOB Mpu
npeLoCTaBAEHUN TOCYAAPCTBEHHOM YCAYrM, MO OMWUCK, KOMWUA KOTOPOW C OTMETKOM O paTte npuvema
OOKYMEHTOB B AeHb Npuema Bpy4vaeTca 3aABUTENI0 WAM HanpaBAAeTCA eMy 3aKa3HbiM MOYTOBbIM
OTNpaBAEHMEM C YBEAOMNEHNEM O BPYYEHUU, NMOO B 31EKTPOHHOM popme.

Tpe60oBaHMA K NOMeLLEeHUAM, B KOTOPbIX NpeaocTaBaseTca
rocypapcTBeHHan yCayra, K 3any OXugaHusa, mectam
AN 3aNn0JIHeHUA 3aNPOCoB O NpeaoCcTaBAEHUN FoCyAapCTBEHHOM
ycnyru, “HGOPMaLMOHHBIM CTeHAAM € 06pa3Lamu UX 3aN0/IHEHUA
M nepevyHem [40KYMEHTOB, Heo6XoAMMbIX 418 NpeaoCcTaBAeHUs
KaKA0i rocyfapcTBEHHOM yCayru, pa3smeLeHuto U obopmieHuUo
BU3ya/IbHOM, TEKCTOBOM U MyAbTUMEAUNHOK MHPOpMaL UK
0 NopsAAKe NpeAoCTaB/AeHUA TaKOWU yCAyru, B TOM Yncie
K o6ecneyeHUo AOCTYNHOCTU ANA MHBAINA,0B YKAa3aHHbIX
06BbEKTOB B COOTBETCTBUM C 3aKOHOAATE/IbCTBOM
Poccuiickoin degepaumm o coumnanbHOM 3aWmUTe MHBAaANAO0B

34. [lomelieHMs, npegHasHayeHHble A4A NPeAoCTaBNeHUA  TOCYAApPCTBEHHOW  yCAayru,
obecneynBaloTca HeEOBXOAMMbIMKW O/1A NPenoCTaBAEHUA TOCYAAPCTBEHHON ycayrn obopygoBaHMeEMm,



KaHUENAPCKUMWN MPUHALNEXKHOCTAMKU, OPUCHON mebenbio, CUCTEMOM KOHAULMOHMPOBAHUA BO34yXa,
OOCTYNOM K rapaepoby, TenepoHom, KOMNbIOTEPOM C BO3MOMKHOCTbIO NeYaTh U Bbixoga B MIHTepHeT, a
TaK¥Ke JOCTYNOM K JlIOKYMEHTaM (CBEAEHUAM) B 3N1€KTPOHHOM BUAE AN Ha ByMaxKHOM HocuTe ne.

35. Bu3syanbHanA, TEKCTOBAA W My/AbTUMeAMMHAA WHPOPMauMs O MopsaaKke npeaocTaBiaeHuA
rocygapcTBEHHOW YCAYrM pa3mellaetcd Ha MHPOPMALMOHHOM CTeHAE WAN  WHPOPMALMOHHOM
TepMuHase (YCTaHaB/AMBalOTCA B yAOOHOM Ana rpaxgaH Mecte), a Takke Ha EavHom noptane, Ha
obuumanbHOM caliTe Poc3gpaBHaa3opa, COAEPKALMMW  CBEAEHMA, YKasaHHble B MNyHKTe 6
AOMUHUCTPATUBHOIO periiameHTa.

36. OdopmneHne BU3yaNbHOMN, TEKCTOBOM M MyAbTUMEAWIAHOW WHPOpMaLMM O nopAgKe
npeaocTaBAeHUsA FrOCyAapPCTBEHHOM YCAYrM AO0/KHO COOTBETCTBOBATb OMNTUMANbHOMY 3PUTENBHOMY U
C/TYXOBOMY BOCTMPUATUIO 3TOM MHPOPMALMU MOCETUTENAMM.

37. Bxog wm nepegsuxeHmne no nomeweHuMAM, B KOTOPbIX OCYLWeCTBAAETCA npenocraBieHune
I'OCY,D,apCTBEHHOI';I ycnyrn, He AOO0JIXKHbl C0344aBaTb BanyAHEHMﬁ ana nany € orpaHN4YeHHbIMU
BO3MOXHOCTAMMU.

38. B cooTBeTCTBMM C 3aKoHoAaTesnbCTBOM Poccuiickont Pegepaumm o coumasbHOM 3awmTe
MHBaNMAoB Um obecneymBsaloTca:

ycnosua 6ecnpenATcTBEHHOro Aoctyna K o06bekTy (34aHuio, MOMELLEHUI0), B  KOTOPOM
npeaocTaBAseTcA roCyAapCTBEHHas ycayra, a Takxke ana  6ecnpenATCTBEHHOro MNoJib30BaHMA
TPaHCMOPTOM, CPeACTBAMM CBA3U U MHPOPMALINUK;

BO3MOXHOCTb CaMOCTOATE/NIbHOIO nepeasu>XeHnAa no TeEPPUTOPUN, Ha KOTOpOﬁ PacnosaoXeHbl
06BbEKTDI (3,D,aHVIﬂ, I'IOMeLLI,eHM‘r'l), B KOTOPbIX NPenoCTaBNAETCA rocyaapCcTtBeHHAA yCayra, a TakXXe BXo4a B
Takne o6beKTbI U BbiIXO04da U3 HUX, NOCaAKMN B TPAHCNOPTHOE CpeacTso U BbiICagKN U3 HEro, B TOM Yucne C
MCNON1b30BaHNEM KpeC1a-KONTACKH;

conposoXxgeHne WHBaAMOO0B, UMMeWUX CTOMKHe paCCTpOVICTBa d)YHKLI,MM 3peHna wu
CaMOCTOATENBHOIO NepeaBuXXeHuA,

Hag/iexallee pasmelleHne obopygoBaHMA U HocuTenen uHpopmauum, HeobxoaAumMbIX ANA
obecnevyeHuss 6ecnpenaTCTBEHHOrO [A0CTyNna WMHBaAWMAOB K 06beKTam (34aHMAM, MOMeELLeHUAM), B
KOTOPbIX NPeA0CTaBAAETCA roCyAapCTBEHHAA YCAYra, C YY4ETOM OTPaHUYEHUI UX KUIHEAEATE/IbHOCTY;

aybnnposaHMe Heob6XoaMMOW ANA UHBANANAO0B 3BYKOBOW W 3pUTENbHOM MHPOPMALMK, 3 TaKKe
Hagnucen, 3HAKOB M MHOW TEKCTOBOM M rpadmyeckon uHGOPMAUMM 3HAKAMWK, BbINOJAHEHHbLIMU
penbepHo-ToUeYHbIM WpKdTOM Bpaiins, 4onyck cypaonepeBoaunKa U TMdAOCYpAONepeBoaYMKa;

AONycK co6aKM-NpPoBOAHMKA Ha 06bEKTbl (34aHWA, MOMELLEHUA), B KOTOPbIX MpeaocTaBaseTca
rocyAapCcTBeHHasn ycnyra;

OKasaHMe WHBa/MAAM MOMOLWIM B MpeodosieHnn 6apbepoB, MeELIAoWMX MONYYEHUID UMM
rocyapCcTBEHHOMN YCAYrM HapaBHe C APYrMMM IMLLaMMU.

B cnyyae HEBO3MOXKHOCTM MOJIHOCTbIO MPUCNOCOOUTL OOBEKT C yYeTOM NOTPebHOCTEN MHBANMAOB
Poc3apaBHaa30p B COOTBETCTBUM CO cTaTben 15 PegepanbHoOro 3akoHa ot 24 HoAbpa 1995 r. N 181-d3
"O coumanbHOM 3awmTe MHBaNMAOB B Poccuiickon Pepepaumnmn” <9> fonKeH NpMHUMaTL Mepbl A
obecneyeHns goctyna WHBaNMAOB K MECTYy NpenocCTaBfieHMA YCayru, AnMbo Korga 3TO BO3MOMKHO,
obecneunTb ee NpefoCcTaBNEHNE MO MECTY KUTENbCTBA MHBAZINAA N B ANCTAHLMOHHOM PEXKMUME.

<9> CobpaHue 3akoHoaaTenbcTBa Poccuinckon ®epepaummn, 1995, N 48, ct. 4563; 2014, N 49, cT.



6928; 2018, N 1, cT. 61.

MoKasaTtenn AOCTYNHOCTU U KauecTBa rocyAapCcTBeHHOM
yCcAnyru, 8 TOM YMUcie KoJMYecTBo B3aMUMOAENUCTBUIA 3aaBUTENA
C A,OIPKHOCTHLIMM NIMLLAMM NPU NPeAOCTaBNEHUM rOCyAapPCTBEHHOM
YCAYrn N UX NPOLOIKUTENbHOCTb, BO3MOXKHOCTb NONIyYeHUnA
mHpopmaumMm o xoae NpesocTaBAeHUA rocyAapCTBEHHOM yCnyrn,
B TOM YMC/ie C UCNOb30BaHUEM MHPOPMALMOHHO-KOMMYHUKALMOHHbIX
TEXHOJ1I0rMiA, BO3MOXKHOCTb IN60 HEBO3MOXHOCTb NOJy4YeHUA
rocyAapcTBeHHOM ycayrn B MHOropyHKLMOHAIbHOM LLeHTpe
NpeaoCcTaB/eHUA rocyAapCcTBEHHbIX U MYHULMUNANbHbIX YCAYT
(B TOM uncne B nonHom o6beme), B Nt060M TeppPUTOPUAZIBHOM
nogpasaeneHun opraHa, NpeaocTaBAAoLWEro rocyaapCcTrBeHHY0
ycayry, no Bbibopy 3aasuTena (3KCTeppuTopuanbHbIiA NPUHLMN),
nocpeacTBOM 3anpoca O NPeAoCcTaB/IEHMUN HECKONbKUX
rocypapcTBeHHbIX U (MU) MYHULUNANBHBIX yCAyr
B MHOroYHKLMOHA/IbHbIX LEeHTPaX NpeaocTaBaAeHuns
rocyapcTBeHHbIX U MyHULMNANbHbIX YCAYT,
npeaycMoTpeHHoro cratbeii 15.1 PegepanbHoro
3aKoHa ot 27 uiona 2010 r. N 210-93

39. MNokasarenamm AOCTYNHOCTU U Ka4eCTBa I'Ocy,ﬂ,apCTBEHHOI';I YCNYrun ABNAKOTCA:

1) OTKPbLITBIN [OCTYN ANA 3asBUTENEN M APYrUX AWl K MHOOPMaLMM O NOpAgKe W CPOKax
npeaocTaBNeHUss ToCyAapCTBEHHOM ycayrn, nopagke obxanoBaHua gencteuii  (6esgelicTeumA)
AONKHOCTHbIX ML, PocsapaBHag3opa;

2) cobnoaeHmne cTaHaapTa NPeaoCTaBNeHMA rocyAapCTBEHHOM yCayru;

3) oTcyTcTBME Kanob 3asBUTeneit Ha gelictBua  (6e3peincTeue)  AOMKHOCTHbIX UL,
PocsapaBHaa3opa Npu NpeaocTaBieHnn rocyapCcTBEHHON yCayru;

4) NoNHOTa M aKTyaNIbHOCTb MHPOPMaLMK O NOPALKE NPELOCTABNEHNA rOCYAAPCTBEHHON YCAYIY;

5) npepocTaBAeHME BO3MOXKHOCTM MOAAYM 3aABJEHMA O NPEAOCTAaB/NEHUN TocyAapCTBEHHOM
YCAYTU U APYrMX SOKYMEHTOB (coaepiKalimxca B HUX CBeAEeHWI), HeobXxoaMMbIX A41A NpenocTaBAeHUs
rocyAapCTBeHHOM ycayru, B opme 31eKTPOHHOTO LLOKYMEHTA;

6) npepocTaBneHMe BO3MOMKHOCTM MOAyYeHUs WHPopmaumm o Xxode npenocTaBieHus
rocyapCTBEHHOM YyC/ayrM, B TOM YMUCJIE C MCMNOJ/Ib30BaHMEM WHPOPMALMOHHO-KOMMYHUKALMOHHbIX
TEXHOJIOTUI;

7) KO/In4ecTBo BBaMMOAEVICTBMVI 3aABUTeNA C A0/KHOCTHbIMU ninuamu Poc3gpaBHagsopa npu
npenocrtaBieHnn I'OCY,D,apCTBEHHOI';I YCAyrn n ux npoaoIXKmUTesibHOCTb.

40. B npouecce npenocTaBAEHMA TOCYAAPCTBEHHOW YCAYyrM 3asBUTEb B3aMMOAENCTBYET C
AONIKHOCTHLIMKM Anuamn PocsgpaBHaasopa:

1) npu npeacrtasneHun B Poc3apaBHaA30p 3aAB/EHMA M AOKYMEHTOB O roCyAapCTBeHHOW
perucTpaumm  MeauLMHCKOrO WU3L4enunsA, 3aAB/eHMA O BHECEHMUM WU3MEHEHUW B  [OKYMEHTbI,
codepalimeca B PermcTpaumMoHHOM A0Cbe MEAMUMHCKOro M34enus v npu nosyyeHnn pesyibraTa
rocyAapCTBEHHOM YCAyru 3assuTenem - 2 pasa;

2) NpY NONYYEHUU YBEAOMIEHNA O HEOBXOAMMOCTU YCTPAHEHWA BbISIBNIEHHbIX HAPYLWEHWI 1 (Mau)
npeactaBneHMA OTCYTCTBYIOWMX [AOKYMEHTOB - 1 pas, B C/AydYae nNpeacraBleHus HeaoCTalowmx
AOKYMeHTOB B PocsapaBHaasop;



3) npu nosydYeHUM 3anpoca O NPeAOCTaBleHUN HeoBXoAMMbIX MaTepuasnos M CBeAeHW AnA
npoBeaeHMA 3KCNepTM3bl KayecTsa, 3PPeKTUBHOCTU 1 Be30nacHOCTM MeANLUMHCKOro naenus - 1 pas, B
cnyyae npeAacTaBaeHMA HedoCTaloWMX maTepmanos 1 ceeaeHuii B PocaapasHaasop;

4) npw Bblgaye 3aABUTE/NIO pa3peLleHUsa Ha NPoBeaeHNE KIMHUYECKUX UCTbITAHUN MeANLMHCKOTO
nsgenua - 1 pas;

5) npu npeactasneHun 3assutenem B Poc3gpaBHaA30p 3asBleHMAs O  BO30OHOBAEHUU
roCy4apCTBEHHOW PErncTpaumm MeaMUMHCKOrO U34enua W Pe3ynbTaToB KAMHUYECKUX MCMbITaHWUM
MEeAVLUMHCKOrO u3genna, a TaKXe [OOKYMEHTOB, YKas3aHHbIXx B nognyHkrtax 3 - 11 nyHkta 14
AOMUHUCTPATUBHOIO pernameHTa, B CAyyYae, ec/iM B HUX BHECeHbl W3MEHEeHUA Mo pesysbTaTam
KAMHUYECKUX UCMbITaHUIA MeaULIMHCKOTO nsgenma - 1 pas;

6) npu npeactaBneHMnM B Poc3apaBHag3op 3asBAeHMA O NpeaocTaBneHuM  aybaukata
PEerncTpaumoHHOro y40CTOBEPEHNA U NPY NoNyYeHUN aybanKkaTa perMcTpaLMoHHOro y40CToBeEPEHUS - 2
pasa.

MpPoAOMKNTENBHOCTD  OAHOTO  B3aMMOAEWCTBMA  3aABUTENA € JO/HKHOCTHbIMKM - AMLEAMU
Poc3apaBHaa3opa npu NpeaocTasieHMmn rocy4apcTBEHHOM YCAYrM He NpeBsblluaeT 15 MUHYT.

41. 3asBuTento MNpu MNPeaocTaB/eHUM TrOCYyAaPCTBEHHOM YCAYTM B 3/IEKTPOHHOM dopme ¢
ncnonb3oBaHuem EgmMHoro noprana obecneymBaeTcs BbiNOJHEHUE CAeAYOWUX AeACTBUI:

nony4yeHve nHbopMaLmMmM O NOPSAAKE U CPOKaxX NPeaoCcTaBAeHMs rocyaapCTBEHHOW yCayru;
3anucb Ha Npyem 45 No4ayu 3anpoca o NPeaoCcTaBAeHUN yeayrv (ganee - 3anpoc);
dopmupoBaHMe 3anpoca o NpeaoCcTaBAeHUN rOCyAapPCTBEHHOM YCayru;

npMem W perucTpauua 3anpoca M WMHbIX AOKYMEHTOB, HeobxoAuMbIX ANA NpenocTaBAeHUA
rocyaapCcTBEHHOM yCayru;

nosyyeHue pesynbrarta NpeaocTaB/eHnn rocyaapcTBeHHON YCnyru;
nosiydyeHue cBefleHuni 0 Xxoae BbINOAHEHMA 3anpoca O NPeAO0CTaBIeHUN roCyAapCTBEHHON yCayru;
OCYLLLeCTB/IEHNE OLEHKMN KayecTBa NpeaocTaB/leHNs rocy4apCcTBEHHON yeayru;

pocynebHoe  (BHecyaebHoe) obxkanosaHuMe — pelleHWt U aencteuin  (bespeicTeus)
PocsapaBHag3opa, AOMXHOCTHOrO avua AmMbo deaepasbHOro rocyAapCTBEHHOIO FpPaXKAaHCKOro
cnyauiero PocsgpasHaasopa.

42. BO3MOHOCTb MOJIyYEHUS TOCYAAPCTBEHHOM YCAYTM B MHOTFOQYHKLUMOHANBHOM LIEHTPE
npeaocTaBAeHNA rocyAapCTBEHHbIX U MyHULMNANAbHbIX YCAYT HE NPeayCMOTPEeHa.

43. BO3MOMKHOCTb MOJIyYEHWUA [OCYZAPCTBEHHOM YCAYrM B TEPPUTOPMANbHOM  OpraHe
Poc3apaBHag3opa (3KCTeppuUTOpManbHbIA NPUHLMN) HE NpeayCMOTPeHa.

MHble Tpe6oBaHMA, B TOM YMC/Ie YYuTbIBalOWME
0c06eHHOCTU NpefoCTaBAeHUA roCyAapCTBEHHOM
YCNyru no 3KCTeppUTopUanbHOMY NpUHUMNY (B ciydae,
€C/IM rocyAapCcTBEHHanA ycayra NnpeaocTaBnfeTca
No 3KCTePPUTOPUANbHOMY NPUHLMMY) U 0OCOBEHHOCTU
npeAoCTaBNeHUA rocyAapCTBEHHO ycnyru
B 3/1eKTPOHHOI popme



44. Nna obecnevyeHWss BO3MOXKHOCTM MOAAaun 3anpoca B 3JIEKTPOHHOU dopme 4yepe3 EauHbIN
nopTan 3aaBuUTeNb A0/KeH BbITb 3aperncTpupoBsaH B cucteme EguHoro noprana.

Mpn HanpaBneHUW 3aABNAEHMA W LOKYMEHTOB, YKa3aHHbIXx B nyHKtax 14, 15, 17, 18, 19
AZLMUHUCTPATMBHOIO perfameHTa, B 3/1EKTPOHHOM Qopme MCNoNb3yeTcA 3/IEKTPOHHAA MNOAMMUCH
3anBuUTens B cootsetcTemu ¢ PegepanbHbim 3akoHoM oT 6 anpens 2011 r. N 63-d3 "O6 aneKTpoHHOM
noanucu" <10> 1 noctaHosseHnem lNpasutenbctsa Poccuiickoinn ®egepauum ot 25 noHa 2012 r. N 634
"O BMAAX 3NEKTPOHHOM NOAMWUCKU, WCMOJIb30BAHME KOTOPbIX AO0MycKaeTcA npu obpaleHnn 3a
Nnosly4yeHMeM rocyAapCTBEHHbIX U MyHULMNANAbHbIX yeayr" <11>.

<10> CobpaHue 3akoHogaTenbcTBa Poccuiickon degepaummn, 2011, N 15, c1. 2036; N 27, cT. 3880;
2012, N 29, c1. 3988; 2013, N 14, cT. 1668; N 27, cT. 3463, cT. 3477; 2014, N 11, cT. 1098; N 26, cT. 3390;
2016, N 1, cT. 65; N 26, cT. 3889.

<11> CobpaHue 3akoHogaTenbcTBa Poccuiickon degepaumn, 2012, N 27, ct. 3744; 2013, N 45, cT.
5807; 2018, N 36, cT. 5623.

Ill. CoctaB, nocnenoBaTeNIbHOCTb U CPOKU BbINOJHEHUA
a4 MUHUCTPATMBHDIX Npoueayp (pelicTenii), Tpe60BaHUA K NOPAJKY
MX BbINO/IHEHUA, B TOM Yucae 0co6eHHOCTU BbINOJHEHUA
a4 MUHUCTPATUBHDIX Npoueayp (aenicTeunit)
B 3/1eKTPOHHOI Ppopme

McuepnbiBatowmii nepeyeHb agMUHUCTPATUBHDIX Npoueayp (aeicreunit)

45. TMpu  npenocTaBfeHUM  TFOCYAAPCTBEHHOM  YC/AYyrM  OCYLLECTBAAKTCA  c/eaylouwme
aAMUHUCTPATMBHbIE NpoLeaypbl:

1) npvem W perucTpauma 3asBNeHMA W [OOKYMEHTOB Ha rOCY[apCTBEHHYIOD perncrpauumio
MEeAMLMHCKOro M34eNus, NPUHATME PELUEHUA O Hayajle rocyaapcTBEHHOM perncTpaumMm meanumHCKoro
nsaenus;

2) obopmneHmne 3aaaHNA Ha NPoBeieHNE 3KCNepPTU3bl Kayectsa, 3pPeKTUBHOCTU M 6e30nacHOCTU
MeANLUMHCKOrO U3AEeNUs, aHaAu3 ee pe3y/nbTaToB M MPUHATME pelleHMA O Bblaaye paspelleHus Ha
nposeaeHne KAIMHNYeCKnX MCNbITaHUM MeanumnHCKOro n3agenuna;

3) Bo306HOBAEHUE rOCYAaPCTBEHHOM PErncTpaLum MeanLUmMHCKOro U3aenms;

4) OUEHKa 3aK/lYEeHUs 3KCMEPTHOro YUYPEKAEHUSA MO pesy/ibTaTam 3KCNepTM3bl KayecTsa,
3bPEKTUBHOCTU M 6E30MaCHOCTU MEAULMHCKOTO U3AEANA U NPUHATME PEeLeHus O rocyAapCcTBEHHOM
pernctpaumm (06 oTKase B rocy4apCTBEHHON PerncTpaLmm) MeguuMHCKOro U3aenus;

5) BHeceHMe W3MeHEeHWN B [AOKYMEHTbl, COAep)KaliMecs B PerucTpauMoHHOM J0Cbe, He
TpebyoWwux npoBeAeHUs 3KCNepTusbl KadyectBa, 3PPEeKTUBHOCTM M 6e30MacHOCTU MeAMUMHCKOro
nsgenus;

6) BHeceHWe M3MeHeHWI (OTKa3 BO BHECEHUW W3MEHEHW) B OOKYMEHTbI, cogeprKalmecs B
PerncTpauMoHHOM [0Cbe, Tpebylowmx npoBeAeHUs 3KCNepTM3bl KayectTBa, 3QGEKTUBHOCTU U
6e30nNacHOCTU MeANLIMHCKOrO U34eNus;

7) Bblda4a ,ﬂ,y6l'|MKaTa PETNCTPALMOHHOIO yaoctoBepeHna Ha MeanUnNHCKOE U3aenne;

8) oTmeHa rocy4apCcTBEHHOM PErncTpaLun MeauLMHCKOro U3aenus;



9) wucnpaeneHVWe AOMYLWEHHbIX OMNe4yaTok W (Mau) owmboK B BblAAHHLIX B pe3y/bTate
npegocTaBAeHMA rOCYyAaPCTBEHHOW YCAYTU AOKYMEHTaX.

46. AQMMHUCTPATMBHbIE nNpoueaypbl (AeWcTBUA), BbINOAHAEMblE B MHOTMOQYHKLMOHANbHbIX
LLEHTPaX NpeaoCcTaBAEHUA rOCyAapCTBEHHbIX MU MYHULMMNANbHBIX YCAYT, OTCYTCTBYIOT.

Mpuem u pernctpauma 3aaBNEeHUA U SOKYMEHTOB
Ha rocyAapCTBEHHYIO PErncTpaLmio MeaULMHCKOro usgenms,
NPUHATUE peLLeHUA O Hauyane rocyaAapcTBeHHON pernctpaumm
MeAMLMHCKOro usaenus

47. AAMUHUCTpPATUBHaA npoueaypa "lMpuem n perucTpauma 3anaBAeHMA M AOKYMEHTOB Ha
rOCY4apCTBEHHYIO  perucTpaumilo  MeauuuMHCKOro  M3genunda, nNpuHATME  pelleHnA O  Hadvane
rocy4apCTBEHHON perncTpaumm MeanuUnMHCKOro n3aenma' ocyLwecTBAAeTCa B CBA3WU C NOCTYMN/eHUEM OT
3anaBuTena B Poc3apaBHaa30p 3aABleHUA O rOCYAapCTBEHHOM pPerncTpauum MeauLmMHCKOro usaenvsa u
OOKYMEHTOB, YKa3aHHbIX B NYHKTe 14 ADMUHUCTPATUBHOIO pernameHTa.

48. 3asBneHMe O TrOCYAapCTBEHHOW perncTpaumm MeamMuUMHCKOTO W34enna W LOKYMEHTDI,
NpeaycMoTPEHHbIE NYHKTOM 14 AAMWHUCTPATMBHOIO pernameHTa, NpuHMmatoTcs PocsapaBHag3opom
Mo OMMUCK, KOMKUA KOTOPOIM C OTMETKOW O gaTe npuema yKasaHHbIX 3anABJEHUSA U AOKYMEHTOB B AEHb
npMema BpyYaeTcs 3aABUTENO MAW HaNpaBAseTcd eMy 3aKasHbIM MOYTOBbIM OTMNPABJEHMEM C
YBELOM/IEHNEM O BPYYEHUM UAU B GOPME 3INEKTPOHHOrO AOKYMEHTA, MOAMMCAHHOIO 3/1EKTPOHHOM
noAnucbio.

49. HayanbHUK YNpaBneHuna, OCYLLECTB/SIOLWEro NpeaocTaBleHMe rocydapCTBEHHOM YCayru, He
nosgHee 1 paboyero pgHA C AaTbl MOCTYN/JEHWS 33sABJEHWA O PerncTpaumm u LOKYMEHTOB,
npeaycMOTPEHHbIX NYHKTOM 14 AAMMHUCTPATUBHOIO pernameHTa, HasHayaeT U3 4ynciaa CoTPYAHMKOB
oTAena, OCyLLeCTBAAIOLWEro rocygapCTBEHHYIO PErnCTPALUIO MeAULMHCKUX U3Lenni, OTBETCTBEHHOIO
NUCNoNHUTeNs (aanee - OTBETCTBEHHbIN UCMONHUTEND).

damnnuns, UMA U 0TYECTBO (NocnegHee - NPU HaNMYMM) OTBETCTBEHHOMO WUCMOJIHUTENA U HOMEP
ero TenedoHa L0MKHbI ObITb COOBLLEHbI 3aA9BUTENIO NO €r0 MUCbMEHHOMY UKW YCTHOMY 06paLLEeHNIo U1
AOCTYMHbI My 418 NPOCMOTPa Ha odpuLManbHOM caliTe Poc3apaBHagsopa.

50. B TeyeHue 3 paboumx AHEN Co AHA NOCTYNNEHWA 3aABAEHMA O FOCYAaPCTBEHHOW perncTpaunm
MeaMUMHCKOro usgenua W OOKYMEHTOB, MNpeayCMOTPEHHbIX MyHKTOM 14 AAMWHUCTPATUBHOIO
pernameHTa, OTBETCTBEHHbIA WCMNOJHUTENb NPOBOAUT MPOBEPKY MOAHOTbI W [OCTOBEPHOCTU
COoLEeprKaALLMXCA B HUX CBEAEHWI, B TOM 4YMCNEe MyTEM CPABHEHMA TaKMX CBEAEHWIM CO CBeAEHMAMM,
npeAcTaBAEeHHbIMW B MOPAAKE MEXBELOMCTBEHHOTO WHPOPMALMOHHOIO B3aMMOLEWNCTBUA, B
COOTBETCTBMU C NYHKTOM 22 AAMUHUCTPATUBHOIO perfiameHTa.

51. B cnyyae ecnun 3aAB/iEHME O TOCYAAPCTBEHHOM perucTpaunum MeanuMHCKOro WU3aesnvs
0dOpPMNEHO C HapyLIEHNEM U (UNIK) B 3a8BI€HUM YKa3aHbl HEAOCTOBEPHbIE CBEAEHUS, TINOO AOKYMEHTSI,
npeaycMOTPEHHbIE MYHKTOM 14 AIMUHUCTPATUBHOIO perniameHTa, NpeacTaB/eHbl He B MOHOM o0bbeme,
OTBETCTBEHHbIN UCMONHUTENb BPYYAET 3aABUTENO YBEAOMIEHME O HEOBXOAMMOCTHN yCTpaHeHuAa B 30-
OHEBHbIM CPOK BbIIBNEHHbIX HapyLeHUN U (MAKn) npeacTaBieHns OOKYMEHTOB, KOTOPbIE OTCYTCTBYIOT,
nMbo HanpasnseT Takoe yBeAOMIEHME 3aKasHbIM MOYTOBbIM OTNPaBAEHMEM C YBEAOM/IEHUEM O
BpyYeHUN unu B GopMe 3/IEKTPOHHOIO AOKYMEHTA, NOANMUCAHHOIO 3/1IEKTPOHHOM NOANUCHIO.

52. B cnyyae ecnm B 30-AHEBHbIA CPOK He yCTpaHeHbl BbIABAEHHble HapyweHua U (Mau) He
npeacraBneHbl OTCYTCTBYIOWIME AOKYMEHTbl, OTBETCTBEHHbIN WMCMNOMHWUTEb FOTOBUT YBEAOM/IEHUE O
BO3BpaTe 3afAB/IeHUA O roCyAapCTBEHHOW PerucTpaummn MeauuuHCKOro M3genuna U npeactaBAeHHbIX
AOKYMEHTOB C MOTMBMPOBAHHbIM 0B6OCHOBaHMEM MPUYMH BO3BpaTa, KOTOPOE MOAMMUCHIBAETCA
3amecTuTeniem pykosoautens PocsapasHagsopa.



53. B TeyeHune 3 paboumnx AHel co AHS NpeacTaB/eHua Hadsiexalwmm obpasom opopmMaEeHHOro
3aAB/€HUA O roCcyAapCTBEHHOM PerncTpaumm meauuMHCKOro U3aenns u B NoNAHOM obbeme AOKYMEHTOB,
NpPeayCMOTPEHHbIX MNYHKTOM 14  AQMUHUCTPATUBHOIO pernameHTa, PerucTpaumMoHHOMY [ocCbe
npuceBanMBaeTca HOMep, CBUAETENbCTBYIOWMIA O NPUHATUM Poc3apaBHaA30pOM pelleHua O Hadane
rocyapcTBeHHOMN perncTpaumm MeauUmnHCKOro nsaenms.

54. U3 3aABNeHMA O rocygapCTBEHHOW Perncrpaunm MeauuMHCKOrO WU3AENIMA U AOKYMEHTOB,
YKa3aHHbIX B NyHKTe 14 AAQMMHUCTPATUBHOIO pernameHta GopmupyeTca PerncrpaumoHHOe A0Cbe
MeaunLunMHCKOro nsagenuna.

55. Kputepnem npuHATUA pelleHus Mo aAMUHUCTPATUBHOM Npoueaype ABAAETCA Haauuue uan
OTCYTCTBME OCHOBAHWI AO1A BO3BpaTa 3asAB/IEHUSA O rOCYAAPCTBEHHON perncrpauum MeamumHCKOro
n3genva u NpeacTaBaeHHbIX LOKYMEHTOB.

56. Pe3ynbTaTom agMWHUCTPATMBHOW nNpoueaypbl ABAAETCA NPUHATME peleHuMa O Hadvane
rocyAapCTBEHHOW perncTpaumm MeamLmMHCKOro U3Aenuns uan BpydeHune (HanpasaeHne) yBeAoOMIEHNUA O
BO3BpaTe 3anABNAEHMA O rOCYAapPCTBEHHOW PEerncTpaumm MeguuMHCKOro M3genus v npeactaBAeHHbIX
[OKYMEHTOB.

OdopmneHue 3agaHUA Ha NpoBeAEeHUE SIKCNEPTU3bl KaYecTsa,
3$PeKTUBHOCTU M 6€30NaCHOCTU MEeAULNHCKOro U3AeNnA, aHanus
ee pesynbTaToB U NPUHATME PeLIeHUA O Bblgade paspeLueHuns
Ha NpoBeAeHUe KANHNMYECKMX UCTIbITaHUI MeaULMHCKOro n3aenvs

57. AamuHuctpatvMBHas npoueaypa "OdopmaeHue 3agaHMA Ha MNPOBEAEHWE IKCNepTU3bl
KayecTBa, 3¢GEKTUBHOCTM U 0E30MaCHOCTU MEeAMUMHCKOTO MU34enuns, aHaiM3 ee pe3y/bTaToB U
NPUHATME peLleHMA O BblAaye paspelleHnsa Ha NPOBEeAEHME KANHUYECKUX UCMbITAHUN MeAULIMHCKOTO
nsgenva’ OCylecTBiseTca B CBA3M C NpUHATMEM Poc3gpaBHaZ30pOM  peleHMs O Hadane
rocyfapcTBEHHOM PerncTpaLmm MmeguLumnMHCKOro nsgenms.

58. B TeuyeHue 3 paboumx OHEW CO AHA NPUHATUA PELUEHWA O Hayane rocyaapCTBEHHOM
perncTpaunm MegmuUMHCKOro nU3aenma oTBETCTBEHHDbIN MCNONHUTENb OPOPMASET U BblAAET IKCNEPTHOMY
YUPEKAEHUIO 334aHME Ha MNpPOBeAeHWe 3KCMepTU3bl KadyecTBa, 3dPeKTMBHOCTM M 6e30macHOCTM
MeAMLMHCKOro U3aenus, NpoBoAMMON NosTanHo <12>.

<12> Mpunka3 MuHucTepcTBa 34paBooxpaHeHns Poccuiickon Pepepaymm ot 21 gekabpa 2012 r. N
1353H "O6 yTBEeprkaeHUM MopsaKa opraHM3aUmm 1 NPoBeAeHUsA 3KCNepTM3bl KayecTBa, 3GHEKTUBHOCTHU
n 6e30nacHOCTM MeAULMHCKUX nsaennin" (3apernctpmposadH MUHUCTEPCTBOM HOCTULIMK Poccuinckol
depepaunn 4 anpena 2013 r., pernctpaumoHHbin N 27991), ¢ U3SMEHEHUAMM, BHECEHHbIMWU MPUKA30M
MuHucTepcTBa 34paBooxpaHeHna Poccuiickoit depepaunm ot 3 mioHa 2016 r. N 303H "O BHeceHuu
M3MEHEHUI B NpUKaz MUHUCTePCTBa 34paBooxXpaHeHusa Poccuiickon ®egepaunn ot 21 gekabps 2012 r.
N 13534 "O6 vy BepxaeHuu [lopsgKka opraHM3auMM U MNPOBEAEHUA 3SKCMEpPTU3bl Ka4yecTsa,
3¢ddEeKTUBHOCTU U 6E30MaCHOCTM MeANUMHCKUX u3genmin" (3apernctpupoBaH MUHUCTEPCTBOM HOCTULMU
Poccuitckoit degepaumn 1 nons 2017 r., pernctpaumoHHbiit N 37862).

59. Mpu noctynneHnn B Poc3apaBHAA30p OT 3SKCMEPTHOTO YYPEXKAEHMA 3anpoca o
HeLOCTaTOYHOCTM MaTepuasnoB U CBeAeHUN ANA BbIHECEHMA 3KCMEPTOM 3aKNUYeHMA, OTBETCTBEHHbIN
UCMNONHUTENb B TeuyeHne 2 paboumnx AHel Co AHA ero NoCTyrn/eHWa HanpasAseT 3asBMTE/N0 3anpoc O
npeacTaBAeHMM HEOBXOAMMBbIX CBEAEHMI C YKa3aHMEM XapaKTepa 3amedaHnin u cnocoba ux ycTpaHeHus.

60. 3asBUTeNIb NPeACcTaBAseT OTBET Ha 3aMpPOC B CPOK, He npesbiwatowmii 50 aHen co aHA ero
noay4yeHusa.



61. B cnyyae ecnn OTBET HA 3aMpoC, a TaKKe npuaaraemble K HeMy OOKYMEHTbI COCTaB/IEHbl HA
WHOCTPAHHOM f3blKe, OHW NPeACTaBAAIOTCA C 3aBEPEHHbIM NEPEBOAOM HA PYCCKMM A3bIK.

62. MMpu BbLIABNEHUM B MpPeACTaBAEHHbIX 3asBUTENeM B OTBET Ha 3anpoc AOKYMeHTax
HeAO0CTOBEPHbIX U (MAM) HeAOCTaTOUYHbIX AaHHbIX WMAW AOKYMEHTOB, COCTaBAEHHbIX WUAWN codeprKallmx
TEKCT Ha MHOCTpPaHHOM A3bike 6e3 nepeBoaa Ha PYCCKMUIA A3bIK, OTBETCTBEHHbIN UCNONHUTE b B TeYeHue
2 paboumx aHel BpydyaeT (HanpaBAseT 3aKa3HbIM MOYTOBbIM OTNpPAB/AEHUMEM C YBEAOMIEHUEM O
BPYYEHUU UM B POPME 3/1EKTPOHHOTO AOKYMEHTA, MOAMMCAHHOIO 3/IEKTPOHHOW MOANMUCbIO, N60 B
3N1EKTPOHHON hOopMe MO TEeNIeKOMMYHUKALMOHHbIM KaHalam CBA3W) 3aABUTE/IO pelleHWe O BO3BpaTe
YKa3aHHbIX [AOKYMEHTOB C MOTUBMPOBaAHHbIM OBOCHOBaHMEM MPUYMH BO3BpPaTa M COObOLLIEHMEM O
BO3MOXHOCTM MOBTOPHOTO MpeAcTaB/leHMA 3aABUTENEM A0 MUcTedyeHus 50 paboumx gHen co AOHA
noJsiydeHmsa 3anpoca AopaboTaHHbIX AOKYMeHTOB. Mpu HenpeAacTaBAeHWUW 3afBUTENIEM B YKa3aHHbIN
CPOK 3anpallMBaemMbiX MaTEPUAJIOB U CBEAEHUIN IKCMEPTM3a KadecTBa, 3PpPeKTUBHOCTN M Be30nacHOCTH
MeAVLMHCKOro nusgenua npoaokaerca No HaxXo4AWMMCA B PACNOPAMXKEHUN IKCNEePTHOro yypexaeHnsa
paHee npeAcTaBNEHHbIM 3aaBUTEIEM AOKYMEHTAM U CBEAEHUSAM, COAEPHKALWMMCA B PErUCTPALLMOHHOM
aocbe.

63. OTBETCTBEHHbIN UCMONHUTENIb B TeYeHUe 5 pa6oqu ,D,HEVI CO OHA NOoNy4YeHnA OT SKCNepTHOro
ydypexgeHnAa 3aKnto4yeHnAa O BO3MOXKHOCTU (HEBO3MO)+(HOCTM) nposeaeHnA KANMHUYECKUX MCNbITaHWUM
MeanunMHCKOro n3agenna ocywecTBaAfeT:

1) oueHKy 3aK/OYeHUA A8 ONpeaesieHns COOTBETCTBUA 33aJaHUI0 Ha NMpoBeAeHWe 3KCnepTU3bl
KauyecTBa, 3PpPeKTUBHOCTM M HE30MACHOCTU MEAMULIMHCKOTO N3Lenus;

2) NOAroTOBKY NPOEKTa NpuKasa O Bblaaye paspelleHns Ha NPoBeaeHNe KIMHUYECKUX UCTbITaHUIA
MeNLMHCKOro nsaenma nnm ob oTkase B rocyapCTBEHHON pernctTpaumm MeamumHCKOro n3aenmns;

3) BblAauy (HanpaBieHMe 3aKasHbIM NOYTOBbIM OTNPABIEHUEM C YBEAOMIEHUEM O BPYYEHUU UK
B popme 3/1eKTPOHHOIO AOKYMEHTA, NOAMNMCAaHHOIO 3/1EKTPOHHOM NOAMMUCHIO) 3aABUTENIO0 PaspeLLeHns
Ha NpoBefeHMe KAMHUYECKUX UCMbITAaHUN MEOULIMHCKOTO n3genna no Gopme, yTBEPKAEHHOM NPUKa3oM
Poc3gpasHag3opa ot 19 asrycta 2013 r. N 4220-Mp/13 "O6 yTBep»aeHuUM dopmbl paspelleHua Ha
npoBefeHMEe KAMHUYECKMX MCMbITaHUIA MeguuUMHCKOro msgenua" (3apernctpuposaH MUHUCTEPCTBOM
toctummn Poccuinckoit depepaumm 10 ceHTabpsa 2013 r., perucTpaumoHHbii N 29927), U BHeceHue
COOTBETCTBYHOLNX CBEAEHUI B pPeecTp BbIAAHHbIX pPaspellieHnit Ha MpoBeAeHMEe  KANMHUYECKUX
UCMbITAaHUN MeAMUMHCKOro nsgenunsa nubo ysegomneHne ob oTKase B rocyAapCTBEHHON perncrpauum
MeONLMHCKOro U34e/maA C yKkasaHMem Npu4mMH OTKasa.

64. OTBETCTBEHHbIN WCMOAHWUTENb FOTOBUT MPOEKT MNpMKasa 06 OTKase B rocyAapCTBEHHOM
perucTpaunm MmMeauvuMHCKOro u3genna B c/ayvae noaydeHua Poc3gpaBHaA30poOm OT 3KCNepTHOro
yypexageHnA 3akar4vYeHnAa O HeEBO3MOXKHOCTU npoBeaeHUA KAUMHUYECKUX MCMbITaHUM megnumHCKoro
nsgenua.

65. Mpy NPUHATUKN pelweHnAa O Bblgayve paspelleHMA Ha npoBedeHne KAMHUYECKUX MCNbITaHWUM
MeJULMHCKOro usgenua PocsapasHags3op NpMHUMAET peleHne 0 NPMOCTaHOBAEHUN I'OCY,D,apCTBEHHOI';I
perncrtpaumMm  MeguuMHCKOro u3genua [0  AHA  NpUHATMA  Poc3gpaBHAA30poOM  peleHuMa O
BO306OHOBNEHUM I'Ocy,ﬂ,apCTBEHHOI';I perncrtpaunn meagnumnHCKoro n3genua.

66. O Hayane npoBeAeHUs KAMHUYECKUX WCMbITAHUN MEeAMUMHCKOTO W3Lenva 3aasBuTeslb
yBegomnseT PocaapaBHaa3op B TedeHue 5 pabounx AHel ¢ Havyana ux nposegeHus no popme cornacHo
npunoxeHuto N 2 K AAMUHUCTPATUBHOMY pernameHTy.

67. 3KcnepTmsa KadectBa, 3OPEKTUBHOCTM M He30MmacHOCTM MeaAUMLMHCKMX msgenmn 1 Knacca
NOTEHLMANbHOTO PUCKa NMPUMEHEHNA U MEAULMHCKUX U34EANI AN AUArHOCTUKM in vitro npoBoguTCcA B
COOTBETCTBMM € noanyHKTOom "6" nyHKkTa 21 MpaBun rocyfapcTBEHHOM PerucTpaumn MeanumHCKNUX
n3gennii, yTBepXAeHHbIX noctaHosneHnem [MpaButenoctBa Poccuitickoir Pepepaumm ot 27 aekabpsa



2012 r. N 1416 <13>.

<13> CobpaHue 3akoHogaTenbcTtsa Poccuiickon ®egepaumn, 2013, N 1, c1. 14; N 43, c1. 5556;
2014, N 30, c1.4310; 2017, N 8, cT. 1233; 2018, N 24, cT. 3523.

68. Konun 3apaHnsa Ha npoBedeHWe 3KCMepTu3bl KayecTsa, 3¢deKTMBHOCTM M H6e3onacHOCTU
MeANLMHCKOro M3aenns, pellieHns O BblAaye paspelleHusa Ha npoBedeHUe KANMHUYECKUX UCMbITaHUMI
MeAULMHCKOro M3aenvMa uam ob oTkase B rocyAapCTBEHHOMN PerncTpaumm meauumMHCKOro usaenus,
yBegomneHnAa 3aAasutena O MNPUHATOM pelleHUn, a TaKxKe KONMum paspelwleHna Ha nposeaeHme
K/IMHWUYECKUX UCMbITAHUA MEANLMHCKOTO U3AeNns UAN yBegomieHus o6 OTKase B rocyaapCTBEHHOM
pernctTpaumm meauLUmnHCKOro nsaenns npuobLuLatoTca K perncTpauyMoHHOMY A0Cbe Ha MeaULMHCKOoe
usgenue.

69. KpuTeprem NpUHATUA PELUeHUA NO aAMWHUCTPATUBHOWM npoueaype ABAAETCA Haauune uau
OTCYTCTBME OCHOBAaHWI ANA OTKasa B rocyAapCTBEHHOM PerncTpaumm MeanumnHCKOro nsgenms.

70. PesynbTaTomM agMWHUCTPATUBHOM npoLeaypbl ABAAETCA MPUHATME PEeLIeHUs O Bblgaye
pa3pelleHna Ha NpoBeAeHUEe KAMHUYECKUX MCMbITaHUIA MeAMUMHCKOro u3genva nmbo o6 oTkase B
rocyapCTBEHHOM permcTpauum meanumMHCKOro u3gennsa ¢ ykasaHMem NpuymnH oTkasa.

Bo306HOBNEHME roCyaapCTBEHHOM pernctpauum
MeAULMHCKOro u3genus

71. AgMuHUCTpaTMBHaA npouesypa "Bo30OHOBAEHME  TFOCYOAPCTBEHHOM  perncrTpauum
MeNUMHCKOro n3aenusa" ocyLecTsiafeTca B CBA3M C NOCTyNaeHWem OT 3aaBuTens B Poc3apasHaasop
3aABneHMA O BO30OHOBNEHWW TOCYAAPCTBEHHOW perncTpauum meauuMHCKOro usgenva no d¢opme
cornacHo npunoxeHmtoo N 3 K AAMUHUCTPATUBHOMY pernameHTy U pes3ynbTaToB KAWMHUYECKUX
UCMbITAaHUN MEANUMHCKOTO M34eNnA, a TaKKe LOKYMEHTOB, YKa3aHHbIX B NognyHKTax 3 - 11 nyHKTta 14
AOMUHUCTPATUBHOIO pernameHTa, B CAyyYae, ec/iM B HUX BHECeHbl M3MeHeHWA MO pe3y/ibTaTam
KNMHUYECKUX UCMbITaHUA MEOULIMHCKOTO N3genms.

72. OTBETCTBEHHbIW MCMNONAHUTENb B TeYeHne 2 paboumx AHEN co AHA MOJyYeHUs 3anABNEHUs O
BO30OHOBNEHUU TOCYAAPCTBEHHON PErncTpauum mMeguuMHCKOro M34enma U pesynbTaToB KAMHUYECKUX
NCNbITAHUN MEeAMUMHCKOro W3genus npoBOAUT MPOBEPKY MOAHOTbI WM AOCTOBEPHOCTU CBeAeHUM,
cofepralmxca B npeactaBaeHHbIX B PocaapaBHaa3op 3anaBneHMM 0 BO30OHOBNEHUM rOCcyAapCTBEHHOM
pervcTpauum megumumMHCKOro U3fenva U pesyibTaToB KAUMHUYECKUX UCTIbITaHWUIA MeAULMHCKOTo 13aenus,
Nno pesynbTaTamM KOTOPOM MPUHUMAETCA pelleHue O BO30OHOB/IEHUM TOCYAaPCTBEHHOM perncrpauum
MeANLUMHCKOTO U3genus.

73. B cnyyae ecan AOKYMEHTbl NpeacTas/ieHbl He B MOAHOM O6beme MAM B HUX BbliBAEHbI
HeloCTOBepHble [AaHHble, a TaKXe B C/yYae npeacTaBNeHUA [OKYMEHTOB, COCTaB/IeHHbIX Ha
MHOCTPaHHOM f3blke, 6€3 3aBePeHHOro nepesofa Ha PYCCKUIA A3blK, OTBETCTBEHHbIN WCMONHUTENb
Bpy4aeT (HanpaBAAeT 3aKa3HbIM MOYTOBbIM OTMPaBAEHNEM C YBEAOMIEHNEM O BPyYEHUM Man B hopme
3NEKTPOHHOIO AOKYMEHTa, NOAMMCAHHOrO 3NEKTPOHHOW MOAMNUCbIO, NGO B 3/1EKTPOHHOM dopme Mo
TENEeKOMMYHMKALUMOHHbIM  KaHanam CBA3M) 3asBUTENIO0 pelleHWMe O BO3BpaTe 3aABAeHUA O
BO306HOBNAEHUWN TOCYAAPCTBEHHON perncTpauum MeauuUMHCKOTrO U34eNvAa C NPUAOXKEHUEM K Hemy
YyKa3aHHbIX AOKYMEHTOB U WU3/I0KEHUEM NPUYMH, MOCAYKUBLUMX OCHOBaHWEM ANA TaKoro BO3BpaTa.
OaHoBpemeHHO Poc3gpaBHaa3op coobuiaeT 3aaBUTEN0 O BO3MOXKHOCTM MOBTOPHOrO NpeacTaBAeHus
3aABeHNA 0 BO30H6HOBNEHMM FOCYAapCTBEHHOWN PerucTpaumm meguumMHCKOro U3genma ¢ NpuaoXKeHnem
K Hemy AopaboTaHHbIX JOKYMEHTOB.

74. B TeyeHune 2 paboumx gHel co gHA NPUHATUA pelleHMA O BO30OHOBMEHMM rOCYyAapCTBEHHOM
perncTpaummn MeamuUMHCKOTO W34eNns OTBETCTBEHHbIM WCNOJHUTENb HaNpaBAseT B 3JKCNepTHoe



yupexgeHue npeacTtaBaeHHble 3aaBUTENEM pe3y/bTaTbl KAMHWYECKMX MCMbITAaHUIA MeaULMHCKOTO
usgenva pas nNpoBefeHUs 3KcnepTusbl KavecTBa, 3GPEeKTUBHOCTM M 6€30MacHOCTU MefMULMHCKOro
uspenus.

75. Mpyn NOCTynNeHMM OT IKCNEPTHOrO yYpeRaeHma 3anpoca 0 HegoCTaTOYHOCTM NS BbIHECEHUSA
3KCMEePTOM 3aK/OYEeHMA MaTepPUasioB U CBeAEHUIN, OTBETCTBEHHbIA UCMOIHUTENb B TeyeHMe 2 pabounx
OHEeN co AHA ero noCTyn/jeHMA HanpasAAeT 3asBUTEN0 3anpoc O MNPeAcTaBAEHUM HeobXoaumbIX
CBEAEHMIN C YKazaHMeM XapaKTepa 3amedyaHnin n cnocoba nx ycTpaHeHus.

76. 3asBUTe/Ib NPeACTaBAsET OTBET Ha 3aMpoC B CPOK, He npesbiwatowmii 50 aHen co aHs ero
noay4yeHusa.

77. B cnydae ecnn OTBET Ha 3arpoc, a TaKXKe rnpuaaraemble K HeMy OOKYMEHTbl COCTaBJIeHbl Ha
MHOCTPAHHOM A3blKe, OHW NPeACTaBNAKOTCA C 3aBEPEHHbIM NepeBOOM Ha pyCCKMVI A3bIK.

78. Tpu BbIABNEHUM B MpPeACTaBAeHHbIX 3asBUTENeM B OTBET Ha 3anpoc A0KYMeHTax
HeAO0CTOBEPHbIX U (MAM) HeAOCTaTOYHbIX AaHHbIX WMAW AOKYMEHTOB, COCTaBAEHHbIX WU codeprKallmx
TEKCT Ha MHOCTpPaHHOM A3bike 6e3 nepeBoaa Ha PYCCKMUIA A3bIK, OTBETCTBEHHbIN UCNONHUTE b B TeYeHMe
2 paboumx AHel BpydaeT (HanpaBAseT 3aKa3HbIM MOYTOBbIM OTMNPAB/AEHUMEM C YBEAOMIEHUEM O
BPYYEHUU UAN B POpMe 3NEeKTPOHHOro AOKYMEHTa, MOAMMUCAHHOrO 3/1EKTPOHHOW NoAnucbio, AMbo B
3NEKTPOHHON hopMe MO TEeNIeKOMMYHUKALMOHHbIM KaHalam CBA3W) 3aABUTE/IO pelleHne O BO3BpaTe
YKa3aHHbIX [AOKYMEHTOB C MOTMBMPOBaAHHbIM OBOCHOBaHMEM MPUYMH BO3BpaTa M coObLIEHMEM O
BO3MOXHOCTM MOBTOPHOTO MNpeAcTaB/leHMA 3aABUTENEM OO0 MUcTeyeHus 50 paboumx gHen co AHA
noJsiydeHMsa 3anpoca AopaboTaHHbIX AOKYMeHTOB. Mpu HenpeAacTaBAeHWUU 3afBUTENIEM B YKa3aHHbIMA
CPOK 3anpallMBaemMbiX MaTEPUAJIOB U CBEAEHUIN IKCMEPTM3a KadecTBa, 3PpPeKTUBHOCTU M Be30nacHOCTH
MeAVLMHCKOro nusgenua npoaoakaerca No HaxXoAAWMMCA B PACNOPAMXKEHUN IKCNEePTHOro yypexaeHnsa
paHee NpeAcTaB/EHHbIM 3aaBUTE/IeM JOKYMEHTAM U CBEAEHUAM, COAEPHKALMMCA B PErUCTPALLMOHHOM
Aocbe.

79. 3asBneHMe O BO30OHOBAEHMM FOCYAAPCTBEHHOW PErncTpaumMm mMeguLMHCKOro u3genva u
pe3ynbTaTbl KAUMHUYECKUX WUCMbITAaHWUI MEAMUMHCKOrO M34eNnA, a TaKKe AOKYMEHTbl, YKa3aHHble B
nognyHktax 3 - 11 nyHKTa 14 AAMWHUCTPATMBHOIO pPErfiaMeHTa, B C/lydyae, eCauM B HWUX BHECEHbI
M3MEHEeHMA MO pe3ynbTaTam KAMHUYECKMX MCNbITAaHUIA MEOUUMHCKOTO u3genvsa, npuobuwatoTca K
pPerncTpaunmoHHOMY [OCbE Ha MeAULMHCKOe ulaenue.

80. Kputepvem nNpuUHATMA peleHus No agMUHUCTPATUBHOW Mpoueaype ABAAETCA Haauuue
3asB/IeHNA 0 BO306HOB/IEHUM FOCYAaPCTBEHHOW perncTpaumm mMeauUMHCKOro U3aennsa U pesynbTatos
KAVHMUYECKUX UCMbITAHUI MeAMLMHCKOTO U34enuns.

81. PesynbTaToM agMUHUCTPATUBHOM npoueaypbl ABAAETCA HanpaB/eHMEe B 3IKCNepTHoe
yupexgeHue aaa nposeaeHma sKCnepTn3bl KayecTsa, 3apeKTMBHOCTU M 6e30MacHOCTM NPeaCcTaBAEHHbIX
3aABUTENEM PE3Y/IbTAaTOB KAMHUYECKUX UCMbITAHUI MeAULIMHCKOTO N3aenms.

OueHKa 3aKN04YeHUsA IKCNEePTHOTO yupeXaeHua
no pe3y/ibTaTam 3KCNepTU3bl KayecTBa, 3¢ PEeKTMBHOCTU
1 6e30NacHOCTU MeAULMHCKOro U3AEeNUA U NPUHATUE peLleHUn
0 rocypapcrTBeHHOM peructpaumm (06 oTkase B rocyaapCcTBeHHOM
perucTpauunm) meauuMHCKOro usaenusa

82. AamuHucTpatMBHaa npoueaypa "OueHKa 3aKAloYeHUA 3KCNEepPTHOro y4ypeskaeHua no
pesynbTaTaM 3KCnepTusbl KayecTtBa, 3PPEeKTUBHOCTM U 6GE30MacHOCTU MeAMUMHCKOro u3aenus u
NPUHATUE pelleHuA O rocyAapcTBeHHOM perucTpauumn (06 oTKase B rocyaapCcTBEHHOW perucrpaumm)
MeANUMHCKOrO M3aenmns" ocylecTBASeTC B CBA3M C MOCTYMNJIEHWEM OT 3KCMEPTHOro y4ypexgeHua B
Poc3gpaBHaA30p 3aK/04EHMA MO pe3y/ibTaTam 3KCnepTusbl KayecTsa, 3GdEeKTUBHOCTU M 6e30MacHOCTH
MeaunumnHCKOro n3agenuna.



83. B cpokK, He npesbiwatowmin 10 paboumx gHel co gHA NOAYYEHUS 3aKAOYEHMA, YKA3aHHOMO B
NyHKTe 82 AGMMHUCTPATMBHOIO PernameHTa, OTBETCTBEHHbIW UCMONHUTENb OCYLLLECTBAAET:

1) OLLEHKY 3aK/lo4eHUA gnAa onpegeneHnAa CoOOTBETCTBUA 3a4aHUIO HA MpoBeAdeHUE 3KCNepTusbl
Ka4yecTBa, 3d)¢eKTVIBHOCTM n 6esonacHocTu MeanuUnMHCKOro nsaenua;

2) NOAroTOBKY NPOEKTa MpuKasa O rocyAapCTBEHHOW perncrpaumm MeamuMHCKOro M34ennsa uam
06 OTKase B rocyAapCTBEHHOM perucrpaumMm MeauuMHCKOro M34envna U yBegoMaeHMe 3asnBuUTena o
MPUHATOM peLleHnu;

3) odopmneHmre 1 Bblgady (HanpasieHWe 3aKasHbIM NOYTOBLIM OTNPABAEHUEM C YBEAOMIEHUEM O
Bpy4YeHUM uan B Gopme 3NEKTPOHHOIO AOKYMEHTA, NOANUCAHHOIO 3/1EKTPOHHOMN NOANUCHIO) 3aABUTEIO
PEerncTpaumMoHHOro yaocToBepeHus nnbo yBegomneHus ob OTKase B rocyAapCcTBEHHOM perncrpaunm
MeAMLMHCKOro U34e/UA C yKasaHMeM NPUYMH OTKasa.

84. OTBETCTBEHHbIN WCNONAHUTENb FOTOBUT NPOEKT NpUKasa 06 oTKasze B I'Ocy,ﬂ,apCTBEHHOI';I
perncTpaunn megnumHCKOro nsgenmna B cnyyanax:

1) nonyyeHMa OT IKCMEPTHOrO yUpEesKAEHMA 3aK/II0YEHNA MO pe3y/ibTaTaM 3KCMepTM3bl KavyecTsa,
adpeKTMBHOCTM M 6e30MacHOCTU MeANLIMHCKOrO M34eNUA, CBUAETE/IbCTBYIOLLErO O TOM, YTO KayecTBo, U1
(nnn) sddektmBHOCTb, M (MAKM) 6e3onacHOCTb PErucTpUpyemoro MeAMLUMHCKOrO U3genns He
NnoATBEPXKAEHbI MOJIYYEHHbIMU AAHHBIMWU, U (MAK) O TOM, YTO PUCK MPUUYUHEHMA Bpeda 340POBbiO
rpaxk4aH n MeanuMHCKUX paboTHMKOB BCAEACTBUE MPUMEHEHUA MEOUUMHCKOrO U34enMA NpesblliaeT
3pPEKTUBHOCTb €0 NPUMEHEHUS;

2) BbifaBNEeHNA Poc3apaBHaA30pOM MO pesyabTaTam rocy4apCcTBEHHOIO KOHTPOAA 3a obpalleHnem
MeANLUMHCKUX U3AeNniA HECOOTBETCTBMIA AaHHbIX 06 3ddeKTUBHOCTM 1 0 6e30MacHOCTU MeAULIMHCKOro
n3genva AaHHbIM O MeAMUMHCKOM W34eNMU, COAEep’KallMMCA B 3asABNEHUM O perucTpauumn u
OOKYMEHTaX, YKa3aHHbIX B MyHKTe 14 AGMUHUCTPATUBHOIO pernameHTa.

85. [oKymeHTOM, MoATBepAaloWmMmM ¢GaKT rocyaapCTBEHHOW perncTpauum meguuMHCKOro
usgenua, ABNAETCA  perucTpaumMoHHoe  yaoctoBepeHue.  PeructpaumMoHHOe — yaocToBepeHue
AeNCTBUTEIbHO MPU YC/IOBMM COXPAHEHMA B HEU3MEHHOCTM BCEX W3/I0XKEHHbIX B HEeM CBEAEHMI O
MeANLMHCKOM U3AENNN N O IULE, Ha UMA KOTOPOro MeAuLMHCKOE M3ae/ne 3aperMcTpmpoBaHo.

86. PeructpaumoHHoe yaoctoBepeHue odopmaseTca PocsgpaBHagzopom no  dopme,
YTBEPXAEHHOM NpnKasom PegepanbHoOM cayKb0M No Haa3opy B chepe 3a4paBooxpaHeHns oT 16 aHBapA
2013 r. N 40-Np/13 "06 ytBepkaeHUN GOPMbl PErMCTPALMOHHOIO YAOCTOBEPEHUA HA MEANLMHCKOe
nspgenune" (3apeructpmpoBaH MuHUCTepcTBOM OCTULMK Poccuiickon Pepepaunn 25 dpespana 2013 r.,
perncTpaumoHHbiin N 27292), ¢ M3MEHeHUAMWN, BHECEHHbIMK MpuKaszammn degepanbHOM CAy»Kbbl No
Hag3opy B chepe 3gpasooxpaHeHua oT 3 mona 2013 r. N 3380-Mp/13 "O BHeceHUU U3MEHeHUN B
npukas deaepanbHOi cnyxb6bl No Hagsopy B chepe 3apaBooxpaHeHus oT 16 aHeapa 2013 r. N 40-Mp/13
"O6 vyTBEpPKAEHMM GOPMbl  PErUCTPALMOHHOIO YAOCTOBEPEHMA HA MeAUUMHCKoe wusgenune”
(3apernctpuposaH MuHucTepcTBOM tocTuUuMM  Poccuiickon ®depepaumm 10 ceHtabps 2013 r,
pernctpaumoHHbiin N 29932), ot 3 mapta 2017 r. N 1636 "O BHECEHWUU U3MEHEHUIN B MPUIONKEHUE K
npukasy PepepanbHoit cny>Kbbl No Haasopy B chepe 3apaBooxpaHeHus oT 16 aHueapa 2013 r. N 40-
Mp/13 "O6 yTBep:KAeHUN GOPMbl PErUCTPALMOHHOIO YAOCTOBEPEHUA Ha MeaMUMHCKoe usaenue'
(3apernctpuposaH MuHucTepctBoM  tocTumMM  Poccuiickot  ®epepauun 17 anpena 2017 r,
pernctpaumoHHbiin N 46398), ot 10 mnions 2018 r. N 4510 "O BHeceHUU M3MeHeHui B MNpunoxkeHune K
npukasy PegepanbHol cnyxbbl No Haa3opy B chepe 34paBooxpaHeHusa ot 16 sHeapsa 2013 r. N 40-
Mp/13 "O6 yTtBepsKAeHUU GOPMbl PErmcTPaLMOHHOIO YAOCTOBEPEHMA Ha MeauumHCcKoe wusgenune”
(3apernctpuposaH MuHuUcTepcTBOM  OCTUUMKM  Poccuitickor  depepauum 7 asrycta 2018 r,,
pernctpaumnoHHbii N 51801).

87. B TeyeHue 1 pabouero AHA MocC/e MPUHATMA PELUEHUS O TOCYAAPCTBEHHOM pPerncrpaumm



MeNUMHCKOrO U34e/MA OTBETCTBEHHbLIA WCMOMHUTENb BHOCUT fAaHHble O 3aPerucTpupoBaHHOM
MEOVLMHCKOM U34e/MN B TOCYLAPCTBEHHBIA peecTtp MeAMUMHCKUX U34eNMA U OpraHuM3auni
(MHAMBMAYaNbHbIX  NpegnpuHMMaTenieit), OCYWEeCTBAAKOWMX  MNPOU3BOACTBO W U3rOTOBAEHWE
MeANUMHCKUX 13aenunii B NopsaKe, NpeaycCMOTPEHHOM nocTaHoBaeHWem [Mpasutenbctea Poccuiickolit
depepaumn ot 19 nioHa 2012 r. N 615 "O6 yTrBepaeHuun MpaBua BegeHMA rocyaapCTBEHHOMO peecTpa
MEANUMHCKUX  M34EeNNN U OpraHM3auMi, OCYLECTBAAIOWMX MPOU3BOACTBO M U3rOTOBAEHUE
MeANUMHCKNX nsgenmin” (aanee - noctaHosneHue MpasuTennscTBa Poccuiickon Pepepaumm ot 19 nioHn
2012 r. N 615) <14>.

<14> CobpaHue 3akoHoaaTenbcTBa Poccuinckont ®epepaumn, 2012, N 26, ct. 3532; 2014, N 26, cT.
3574.

88. 3aKntoueHMe MO pesy/nbTaTam 3KCMNepTM3bl KayecTBa, 3OPEKTUBHOCTM M 6HesonacHoCTU
MeAMLMHCKOro M34e/1sA, KONUU NPUKA30B O roCyAapCTBEHHOM perucTpaumm meamuMHCKOro usaenus
M 06 oTKase B rocyAapCTBEHHON PerncTpaunm MeauuMHCKOro U3Lenus, yBeaoMIEHUs 3asBUTENA O
NPUHATOM pPELIEHMM, a TaKKe BTOPOWM 3IK3eMMNIAP PErucTpaLMOHHOro yaocToBepeHusa nmMbo Konusa
yBeLoM/ieHNa 06 OTKase B rocyaapCTBEHHOW PEruMcTpauum meamuMHCKOro usgenus npuobluatoTtca K
perncTpaumoHHOMyY 4OCbe Ha MeAMLMHCKOE n3genve.

89. Kputepuammn nNpuHATUSA peLleHns Nno agMUHUCTPATUBHOM npoueaype ABAAKTCA pe3y/bTaThbl
3KcnepTusbl KayecTsa, 3PPeKTUBHOCTM M 6€30MaCHOCTN MESMULMHCKOIo U3aenus.

90. PesynbTatToM aAMWHUCTPATMBHOW  MpouUeaypbl ABAAETCA MNPUHATME  pPelleHus o
rocyaapcTeeHHon peructpaumm (06 oTkase B rocyJapCTBEHHOW perncrpauum) meamumHCKOro nsaenms,
Bblgaya (Hanpas/iieHMe) 3aABUTEN0 YBEAOMJIEHUS O TOCYAAPCTBEHHOMW pPerucrpaumm meguuMHCKOro
n3genna n pPerncTtpaumoHHOro yAO0CTOBEPEHUS Ha MeguUMHCKoe u3genve nmbo ysesomneHusa o6
OTKa3e B rocyapCTBEHHOM perucTpaunum meamumMHCKOro usaenms.

BHeceHue uaMmeHeHuit B AOKYMEHTbI, coaepiKaljmeca
B perncTtpaymMoHHOmMm aocbe, He TPEGYIOLIJ,MX nposeaeHunAa aKCnepTusbl
Ka4yecTBa, 3¢¢EKTMBHOCTM 1 6e3onacHocTH MmeauunHCKoOro nsagenua

91. AAMMHUCTPATUBHAA npoueaypa "BHeceHMe WM3MEHEHUI B [AOKYMEHTbl, COAep)Kalinecs B
PErucTpauMoOHHOM A0Cbe, He Tpebylowmx MpPOoBeAEeHMA 3KCMepTU3bl KavecTBa, 3GPEKTUBHOCTU U
6€30MNacHOCTM MeAMLIMHCKOro M3aenuns" OCyLLecTBAAETCA B CBA3M C MOCTYMN/JeHUMEeM OT 3anABUTENs B
PocsgpaBHag3o0p 3aABfeHMA O BHECEHUMM W3MEHEHUMMW B  LOKYMEHTbl, cojepKalueca B
PerucTpaumMoHHOM f[0Cbe MEeAMUMHCKOro wu3genua no d¢opme cornacHo npunoxeHmioo N 4 Kk
AOMUHUCTPATUBHOMY pernameHTy U [AOKYMEHTOB, YKa3aHHbIX B MyHKTe 15 AgmMuUHUCTpaTUBHOrO
pernameHTa.

92. OTBETCTBEHHbIV UCNOAHUTENb B TedeHMe 5 paboumnx gHel co AHA NOCTyn/AeHMA 3aABAEHUS O
BHECEHUU W3MEHEHWA B [OKYMEHTbl, COAEPKALLMECcA B PErucTpauMoHHOM [0Cbe U [OKYMEHTOB,
npeaycMoOTpPeHHbIX NyHKTOM 15 AAMWHUCTPATMBHOIO pernameHTa, NPOBOAUT MPOBEPKY MOAHOTbI U
[0CTOBEPHOCTU CBEAEHUIN, COAEPNKALLMXCA B HUX, B TOM YMC/ie NMyTEM CPAaBHEHUA TaKMX CBEAEHWUI CO
cBeaeHnAMM, npeacrasneHHbIMU B nopagke MeXBeJOMCTBEHHOro MHGOPMaLNOHHOrO
B3aMMOLEeNCTBMA.

93. B c/iyyae ec/iM K 3aAB/IEHUI0 O BHECEHMM U3MEHEHWM B AOKYMEHTbI, cogepiKalimeca B
PEerucTpauMoHHOM  [0Cbe He MPUAaraloTcs  AOKYMEHTbI, NpeayCMOTPeHHble  nyHKTom 15
AOMUHUCTPATUBHOrO pernameHTa, M (MAn) B 3aABNEHMM O BHECEHUM U3MEHEHWN YKasaHbl
HeLOCTOBEPHble CBeAeHWA MBO [OKYMEHTbl, NpeayCcMOTPEHHbIe MYHKTOM 15 AAMWHUCTPATMBHOrO
pernameHTa, npeacraBiaeHbl He B NOJAHOM o6beme, OTBETCTBEHHbIW WUCMONHUTENb BPyYaeT 3aaBUTENIO
yBeAOM/IEHNEe O HeobxoAMMOCTU ycTpaHeHus B 30-4HEBHbIN CPOK BbIIBAEHHbIX HapyweHuin u (nawn)



npeactaBAeHMA AOKYMEHTOB, KOTOPble OTCYTCTBYIOT, IMB0 HanpasBaseT Takoe ysegomieHue B dopme
3NEKTPOHHOIO0 AOKYMEHTa, MOAMMCAHHOrO 3/IeKTPOHHOM MOAMUCbIO, WAW  3aKasHbIM  MOYTOBbLIM
oTnpaBAeHMeM C YyBeAOMAEHUEM O BPYYEHUMU.

YBegomneHnue, B CNy4yae €ero Hanpas/sieHUA 3aKa3HbIM MNOYTOBbIM OTMpPaB/eEHNEM, CYHUTAETCA
Nnoay4YeHHbIM NO UCTEHEHUN 10 pa60lmx ,D,Hel7| C AaTbl HaNpaBaeHNA yBea40M/TIEHUA.

94. B cnyyae ecnn B 30-AHEBHbIN CPOK He YCTPaHEHbl BbiAB/EHHblE HapylueHuAa U (Unaun) He
npeacTaBaeHbl AOKYMEHTbI, KOTOPble OTCYTCTBYIOT, OTBETCTBEHHbI UCMOJIHUTENb NPUHUMAET pelleHme
0 BO3BpaTe 3afB/IEHUA O BHECEHWW U3MEHEHMWI B LOKYMEHTbI, CoAeprKalimeca B PerncTpalMoHHOM
O0Cbe U NpeaCcTaBeHHbIX JOKYMEHTOB C MOTUBMPOBaHHbIM 060CHOBaHMEM NPUYNH BO3BpaTa.

95. B TeyeHue 3 paboumnx OHel Co AHA NpeacTaBAeHMA Hag/exawmum obpasom opopmaeHHOro
3asB/IEHNA O BHECEHUW U3MEHEHWA B AOKYMEHTbl, COAEPKalMecs B PErucTPauvMoHHOM A0Cbe U B
NONHOM Ob6beme AOKYMEHTOB, MNPEeAYyCMOTPEHHbIX MYHKTOM 15 AAMWHWUCTPATUMBHOIO perfameHTa,
OTBETCTBEHHbIA WCMNOMHUTENb MNPUHMMAET pPEeWeHNe O PACCMOTPEHUM YKa3aHHbIX 3anBAEHUA WU
OOKYMEHTOB MAM (B CAy4ae WX HECOOTBETCTBMA MONOXKEHMAM MNyHKTa 15 AAMWHUCTPATMBHOrO
pernameHTa) o6 ux Bo3BpaTe C MOTMBMPOBAHHbIM 060CHOBaHWEM NPUYMH BO3BpaTa.

96. 3asBNEHNE O BHECEHUM U3MEHEHWIA B AOKYMEHTbI, COAEPMKALLMECA B PETUCTPALMOHHOM A0CbE,
N OOKYMEHTbl, MPEeAyCMOTPEHHbIe MYyHKTOM 15 AAMMUHMCTPATMBHOIO PernameHTa, a TakXe Komnuu
peLeHUs 0 BHECEHUN U3MEHEHWUIN B JLOKYMEHTbI, CoAepXKalimecs B PermcTpaumoHHOM A40Cbe, OTKasa o
BHECEHUM W3MEHEHUI B [OOKYMEHTbI, COAeprKalimeca B PErucTpaumoHHOM [oCbe, YyBeOOMJIeHUS
3aABMTENA O NPUHATOM PELIEHUU NPMOBLLAIOTCA K PErUCTPALMOHHOMY 40Cbe Ha MeAULMHCKOE usgenue.

97. Kputepnem npuUHATUA pelleHus Mo aAMUHUCTPATUBHOM Npoueaype ABAAETCA Haauuue uan
OTCYTCTBME OCHOBaHWI 419 BO3BPATA 3aAB/IEHMA O BHECEHUM U3MEHEHWUI B LOKYMEHTbI, COAepKalumecs
B PErMCTPaLMOHHOM A0Cbe MEAULMHCKOrO U34,eNuaA U NPeACcTaBNeHHbIX JOKYMEHTOB.

98. Pe3ynbTaToM aAMUHUCTPATMBHOM NpoLeaypbl ABAAETCA BHECEHWE U3MEHEHUI B AOKYMEHTbI,
coaeprKallmeca B PerucTpauMoHHOM Aocbe, He Tpebylolwmx nNpoBeAeHUA 3KCNepTM3bl KauvyecTsa,
addeKTMBHOCTM M  6e30nacHOCTM MeAULMHCKOro u3denus, Bblgada (HanpaBneHue) 3asaBUTENIO
YBEAOMNEHNA O BHECEHUW U3MEHEHW B AOKYMEHTbI, coAepraliueca B PerucTpauuMoHHOM [ocbe
(yseaomneHna o Bo3BpaTe 3asnBAEHMA O BHECEHMM WM3MEHEHUA B OOKYMEHTbl, coaepalumecA B
pPerncTpaumoHHoM JAocbe) MW Bblgaya (HanpasneHwe) nepeodpOPMAEHHOTO PEerucTPaLMoOHHOro
yaoctoBepeHua (B c/lydae BHECEHUS M3MEHEHMA B Hero) M paHee BblAAHHOMO PErnmcTpaLMoHHOro
YAOCTOBEPEHUS C OTMETKOM O ero HeAeMCTBUTENbHOCTYU (C YKa3aHnem Aathbl).

BHeceHue nameHeHMit (0TKa3 BO BHECEHUU U3MEHEHUIA)
B A,OKYMEHTbI, coaeprKawimecs B peructpaLMoHHOM gocbe,
Tpebylowmx NpoBeaeHna IKCNepPTM3bl KauecTsa, 3GpeKTUBHOCTH
1 6e30NacHOCTM MeAULMHCKOro u3genvsa

99. AAMMHUCTPaTUBHaA npoueaypa "BHeceHWe nameHeHU (OTKas BO BHECEHUU U3MEHEHWN) B
OOKYMEHTbI, COfepKallMeca B PErucTpaumoHHOM Ao0Cbe, Tpebylowmux npoBeAeHUs 3KCNepTu3bl
KayecTBa, 3¢GPEKTMBHOCTM M 6E30MNaCHOCTU MEAMUMHCKOTO u3genna" OCyLWecTBASETCA B CBA3M C
nocTynieHnem OT 3anaBuTens B Poc3apaBHaA30p 3aABAEHUA O BHECEHUWU U3MEHEHUN B LOKYMEHTI,
copeprKalmeca B PermcTpaumMoHHOM A0Cbe MEANUMHCKOTO U3genma no ¢opme COrflacHoO NpPUNOKEHUIO
N 5 K AZMUHUCTPATUBHOMY PEFNAMEHTY U AOKYMEHTOB, YKA3aHHbIX B NyHKTe 17 AAMUHUCTPATUBHOIO
pernameHTa.

100. BHeceHMe W3MEHEHMN B [AOKYMEHTbl, YKasaHHble B noAanyHKktax 4 u 5 nyHkta 14
AZLMMHUCTPATMBHOIO  perfiaMeHTa, OCYLLeCTBAAETCA MO  pe3y/ibTaTaM  3KCMepTU3bl  KA4yecTsa,
appeKTUBHOCTU M H6e30MacHOCTM MEeAUUMHCKOro U3genus, npoBeaeHHON B MOPAAKE, aHAJIOTMYHOM
nopsaaKy NpoBeAeHMA 3KCnepTUsbl KavecTsa, 3PPeKTUBHOCTN M 6E30MACHOCTU MELMULIMHCKOTO n3genms



[AN1A ero rocyaapcTBeHHoOW pernctpaumm, B caydyae ecnm PocsgpaBHaa30pom nNo pesysibTaTam NpPoBeEpPKM
MO/IHOTbI M AOCTOBEPHOCTU CBEAEHUIA, COAEPKALUMXCA B NPencTaB/ieHHbIX A4OKYMEHTaX, YyCTaHOB/EHO,
UTO BHECeHWe 3anB/IeHHbIX U3MEHEHWUI BleYeT M3MEHEeHWe CBOWMCTB W XapaKTEPUCTUK, BAMAIOWMX Ha
KauecTBo, 3bPeKTMBHOCTb M 6e30MNacHOCTb MEAMLMHCKOrO U34e/ns, UNU COBEPLLEHCTBYET ero CBOMCTBA
N XapaKTepUCTUKN MPU HEM3MEHHOCTU (GYHKLMOHANbHOrO HasHayeHusa M (MAn) npuHUMna AencTBumA
MeAMLMHCKOro usaenus.

101. OTBETCTBEHHDbIA UCNONHUTENDb B TeYeHUe 2 paboymx gHel co gHA NoayvyeHMA 3aKa4YeHuA
SKCMEPTHOrO y4ypekaeHus MPUHMMAEeT peLleHMe O BO3MOXHOCTM (HEBO3MOMKHOCTM) BHECeHMUs
M3MEHEHUI B LOKYMEHTbI, COAEP)KALLMECA B PErMCTPaLMOHHOM [0Cbe, U YBEAOMAAET O MPUHATOM
peLleHnmn 3aaBUTENA 3aKa3HbIM NOYTOBbIM OTMPABAEHMEM C YBEAOMIEHNEM O BPYYEHUU Uan B dopme
3/IEKTPOHHOro AOKYMEHTa, NOANUCAHHOMO 3/1EKTPOHHOM NoANMUCHIO.

102. OcHoBaHWEeM ANf MPUHATMA pelleHnsa 06 OTKase BO BHECEHUW U3MEHEHUN B AOKYMEHTbI,
cogeprKalmeca B perMcTpaumoHHOM A0cbe, ABAAETCA noayvyeHue Poc3apaBHan30poOM OT SKCMEpPTHOro
yupexaeHusa 3aKAl4YeHUA O HEBO3MOMKHOCTU BHECEHUSA U3MEHEHWUI B AOKYMEHTbI, coAeprKallmecs B
perucTpaumoHHOM 40Cbe MeAUNLMHCKOro U3aenma.

103. Mpy NPUHATUM pelleHMs O BHECEeHMM W3MEHEHWW B [OKYMEHTbl, coAep)Kawuecs B
pernctpauMoHHoM Aaocbe, PocsgpaBHag3op odopmaseT M BblgaeT (HanpasaseT) 3anaBUTeNtO
nepeopopmieHHOE PerncTpaunoHHoe ya0CTOBEPEHME (B ClyYae BHECEHUA N3MEHEHUIA B HEMO) U paHee
BblJAaHHOE PEerncTpaLnMoHHOEe YAOCTOBEPEHUE C OTMETKOM O ero HefeWCTBUTENbHOCTU (C yKasaHWeMm
AaTbl).

104. OTBETCTBEHHbIN UCNONHUTENb B TeyeHuMe 1 paboyero AHA MoOcCne MNPUHATUA PELUEHUA O
BHECEHMM W3MEHEHUA B [AOKYMEHTbl, COAepralMecs B pPErucTpauMoHHOM [0OCbe, BHOCUT
COOTBETCTBYIOLWME CBELEHMA B TFOCYLAPCTBEHHbIN peectp MeaULMHCKMX W3LEeNnid U opraHusauui
(MHOMBMAYaNbHbLIX  MNpegnpuUHUMMaTesnieit), OCYWEeCcTBAAIOWMX  MNPOM3BOACTBO W U3TOTOBJEHUE
MeAVLMHCKUX M34eNni B Nopsake, NPesycMOTPEHHOM nocTaHosaeHMem [MpaButenbcTBa Poccuinckoit
depepaumn ot 19 nioHa 2012 r. N 615.

105. 3asABneHne O BHECEHUW U3MEHEHUN B AOKYMEHTbI, cogepKawmneca B pernctpaymoHHOm
AO0Cbe, N AOKYMEHTbI, NpeaAyCMOTPEHHbIE MYHKTOM 17 A,D,MMHVICTpaTMBHOI'O pernameHTa, a TakXe Konmn
peweHnAa o BHeCEHUU N3MEHEHUI B AOKYMEHTbI, coaepKawuneca B permctpauMoHHOM ocbe, 0OTKa3a BO
BHECEHMM WU3MEHEHUN B AOKYMEHTbI, coaepXKauwuneca B pernctpaulMoHHOM A0Cbe, yBegOoMNEHUA
3aABUTENA O MPUHATOM peLlleHNN npmo6u.|,ar0Tcs| K pernMcTtpatMoHHOMy AoCbe Ha MeaANUUMNHCKOoe nsgenune.

106. Kputepmem nNpuHATUA pelleHns no agMMHUCTPATMBHOM npoueaype ABAAETCA HaMune Uam
OTCYTCTBME OCHOBAaHMWI ANA OTKasa BO BHECEHUMM M3MEHEHWA B [OOKYMEHTbl, cofepxKalinecs B
perncTpaumoHHOM A0Cbe.

107. Pe3ynbTaTom agMMHUCTPATMBHOM Mpoueaypbl ABAAETCA BHECEHWE WM3MeHeHMI (0TKas BO
BHECEHUM MW3MEHEHUI) B [AOKYMEHTbI, COAEPKALMECA B PErncTpauMoHHOM Jocbe, Tpebylowmx
npoBegeHWs 3KCNepTU3bl KauecTsa, 3GpPHeKTMBHOCTM M 6E30MaCHOCTU MEAULIMHCKOTO NU34enus.

Bblgaua ay6avKaTa permcTpauMoHHOro yA0CTOBepeHus
Ha MeAMLMHCKOe usgenue

108. AgpMmnHKUCTpaTMBHAA nNpoueaypa "Bblgaya gybamKkata perncTpauMoHHOro yaAoCTOBEPEHMA HA
MeANUMHCKOe nsgenme' ocywecTBaseTca B CBA3M C MNOCTYNJeHMeM OT 3anaBuTensa B Poc3gpasBHaasop
3aABNeHMA O npeaocTaBfeHUn aybnvKata perucTpaumoHHOro yAO0CTOBEPEHUA HA MegULMHCKoe
nsgenune no popme cornacHo npunoxeHuto N 6 K AGMUHUCTPATUBHOMY pernameHTy M OOKYMEHTOB,
YKa3aHHbIX B NYHKTe 18 AAMWUHUCTPATUBHOIO pernameHTa.

109. OTBETCTBEHHbI UCNONHUTENb B TedeHne 7 paboynx gHeN co AHA MOAYYEeHUA AOKYMEHTOB,



YKa3aHHbIX B MyHKTe 18 AAMMHUCTPATMBHOIO perfameHTa, obopmaseT Ayb6auKaT perncrtpaumMoHHOro
YAOCTOBEPEHUA Ha MegUUMHCKOE M3genmne Ha baaHKe perncTpaLMoHHOro y40CTOBEPEHMA C MOMETKaMM
"ny6nuKkat" n "opurMHan perucTpaumMoOHHOro yA0CTOBEPEHNS NPU3HAETCA HeaencTByoWmnm" 1 BpyyaeT
TaKol Ay6AMKaT 3aABUTENI0 UM HanpaBAAET ero 3aKasHbiM NOYTOBbIM OTMNPAB/AEHNEM C YBEAOMNEHNEM
0 BpYyYeHUM.

110. 3asBneHne o npeaocTaBieHUM aAybanKaTa pPerucTpauyoHHOro YAOCTOBEPEHUA Ha
MeaVUMHCKOe usgenve, AOKYMEHTbl, YKa3aHHble B MNyHKTe 18 AOMMHUCTPATUBHOrO pernameHTa, a
TaKXe Konus Ayb/MKaTta perncTpauMoHHOro yaoCTOBEPEHNA HAa MeAMLUMHCKOe nU3aesie npmobuiaoTca K
perncTpaunmoHHOMY A0CbEe HAa MeAULUUHCKOE nsgenme.

111. Kputepvem NPUHATUA peLleHns No aaAMUHUCTPATMBHOM npouenype ABAAETCA Haaunuume
OCHOBAHWI ANA NpefocTaBneHna aybankara.

112. Pe3ynbTaToMm  aAMWHWUCTPATMBHOW  Mpoueaypbl  ABAAeTcA  Bblgaya  ay6aukaTta
PEerncTpaumoHHOro ya0CTOBEPEHNA HA MegUUMHCKOE U3genue.

OTmeHa I'OCVAapCTBEHHOVI perncrpauum megmnuymnHCKoro nsgenua

113. AamuHucTpaTMBHaA npoueaypa "OTmeHa rocygapcTBEHHOM pPerncTpaumm MeamuMHCKOro
nsgenna" ocyllecTBaseTca B CBA3M C MOCTyN/JeHMem OT 3asaBuTena B PocsapaBHag3op 3asBneHusa ob
OTMEHE roCyAapCTBEHHOMN PerncTpauumn MeanuuUmMHCKOro nsaenma no ¢popme CorfacHo npuaoxkeHunio N 7
K AOMMHUCTPATUBHOMY PeriaMeHTy.

114. OTBETCTBEHHbIA WCMONHUTENb B TeyeHMe 1 paboyero gHA C AaTbl MOCTYMJIEHUS B
PocsapaBHag3op 3asBneHMAa o6 OTMeHe rocyfapCTBEHHOW pPermcTpauum MeguLMHCKOro msgenvs
paccmaTpuBaEeT CBELEHMA U OCHOBAHMWA, YKa3aHHble B Ka4YeCTBe OTMEHbI roCyAapCTBEHHON perncTpaumnm
MeOULNHCKOro n3aenms.

115. He nosgHee 5 pabouunx aHel ¢ Aatbl NocTynaeHna B PocsapaBHaasop 3asBieHus 06 oTmeHe
rocyapcTBeHHON pernctpaumm meamumMHCKOro U3aenns, OTBEeTCTBEHHbIA UCMONHUTE b FTOTOBUT MPOEKT
npukasa o6 oTMeHe rocyAapCTBEHHOM perucTpaumm MeauuMHCKOro U3genuns, KoTopblid BU3MpyeTca
Haya/lbHUKOM YNpaBneHWa, OCYLLEeCTBAAIOWEro npeaocTaBieHMe rocyAapCTBEHHOM  YCAyru, U
npeAcTaBAfeTCA Ha NoANUCb pyKoBoauTento PocaapasHaasopa.

116. He no3agHee 3 paboumx AHEN co AHA NOAMMCAHUA MpuKasa o6 OTMeHEe rocyaapcTBEHHOWM
perncTpaummn MeauMUMHCKOrO W34e/InA  OTBETCTBEHHbIA WCNONHUTENb YBEeAOMAAET 3asBUTENs O
MPUHATOM PELUEHUN MOYTOBbIM OTMPABJEHUEM C YBEAOM/IEHMEM O BpyYeHUMU unm B dopme
3JIEKTPOHHOrO AOKYMEHTA, NMOAMNUCAaHHOTO 3/1EKTPOHHOM noAnucbto, Mbo B 3N1EKTPOHHON dopme u
BHOCUMT CBEAEHWA B TOCYAAPCTBEHHbIM peecTp MeAULUMHCKUX U34eNnit U opraHusauui
(MHOMBMAYaNbHbLIX  NpegnpuUHUMaTenieit), OCYWEeCTBAAIOWMX  MNPOM3BOACTBO W U3TOTOBJEHUE
MeaNLMHCKUX U3aeNnii.

117. 3asBneHne 06 oOTMeHe TrOCyAapCTBEHHOW perucTpaumm  MeamUMHCKOro  usgenus,
yBeAOMNEHNE 3aABUTENA O MPUHATOM pelleHUU npuobLaloTca K pernctpauuMoHHOMYy Aocbe Ha
MeaNUMHCKoe nsgenue.

118. KpuTepunem NpUHATUA pPeLleHNa No aAMUHUCTPATUBHOW Npoueaype ABAAETCA 3aABaeHne 06
OTMEHE roCYapCTBEHHOM PErUCTPALUN MEAULMHCKOTO U3AeNuns.

119. PesynbTaToM agMMHUCTPATUBHOM MNpouUeaypbl ABASETCA MPUHATUE pelleHua ob oTmeHe
rocyAapCTBEHHOM permcTpaumm meanumMHCKOro u3genusa n HanpasaeHne yBeaoMaeHus.

UcnpaBneHue fonyLieHHbIX ONeYaToK U ownbok
B Bbl4aHHbIX B pe3y/ibTaTe NpeAoCcTaBAeHUA rocyAapcTBEHHOM



YCAYIU AOKYMEHTaXx

120. AgmuHucTpaTUBHasA npoueaypa "WUcnpaBneHne p[ONyWEHHbIX OMNeyYyaTok M ownboK B
BblAAHHbIX B pe3ynbTaTe MNpefoCTaBNEHUA TOCYAAPCTBEHHOMN YCAYrM AOKYMeHTax" OCyllecTBAAeTCcA B
CBA3W C NOCTYNAEHWEM OT 3aaBuTens B Poc3apaBHaa3op 3aaBaeHNA 06 MCNpaBAEHUM ONeYaTok v (1nu)
OWMBOK, C NPUIOKEHNEM OPUTMHANA AOKYMEHTA, B KOTOPOM AOMYL,EHa oneYyaTka U (Mam) ownbka.

121. OTBETCTBEHHbIN UCNONHUTENDb B TeyeHWe 1 paboyero gHA co AHA NOCTyNaeHWNs 3aaBAeHMA 06
ncnpaBAeHUN OONYLLEHHbIX OMeYaTok M (uamn) ownbok, NPoBOAMT NPOBEPKY YKA3aHHbLIX B 3asB/IEHUM
cBeAeHUN.

122. B cnyyae BbIABAEHWUA AONYLWEHHbIX ONEYaToK M (UK) OWMBOK OTBETCTBEHHbIN UCTONHUTENb
OCyLLEeCTBNAET B COOTBETCTBUM C YCTAaHOBAEHHbIM B Poc3apaBHaa3ope MopAAKOM Aen0npov3BOACTBA
ncnpasieHne TaKuUX OMeyaTok U (Mau) owKnbOoK B CPOK, He npesbiwatowmii 10 paboumnx aHel co AHA
noctynienuns B PocagpaBHaA30p COOTBETCTBYHOLLENO 3asBIEHUS.

123. Kputepuem NpUHATUA peleHns No aAMUHUCTPATUBHON Npoueaype ABAAETCA HaAnune unm
OTCYTCTBME OCHOBAHWI ANS UCNPABAEHMSA ONEYaTOK U (MK) OLUMBOK B BblAAHHbIX LLOKYMEHTAX.

124. PesynbTaToM aAMMHUCTPATMBHOM MNpoUeAypbl SABASETCA WCNpaBJeHME AONyLWEeHHbIX
oneyaTok v oWn6OK B BblAAHHbIX OKYMEHTaX.

MopAaaoK ocyLecTBNEHUA agMUHUCTPATUBHBIX Npoueayp
B 9/1IEKTPOHHOW popme, B TOM UMCJIE C UCNO/Ib30BaHUEM
EauHoro noprana

125. dopmunpoBaHue 3anpoca O MNPeAoCTaBAEHUU roCyAapcTBEHHOW ycayrn (panee - 3anpoc)
OCYLLLECTBAAETCA MOCPeACTBOM 3aMOJ/IHEHUA 3/1EKTPOHHOM dopMmbl 3anpoca Ha EamvHom noprane, Ha
odpuumanbHom calite PocsgpaBHagsopa 6e3 HeobxoAMmMOCTM AOMNOJHUTENbHOW Mogayn 3anpoca B
KaKkol-nnbo nHon popme.

Ha EguHOm nopTane, Ha oduumanbHom caiTe Poc3gpaBHaa3opa pasmeliatrorcs obpasubl
3ano/IHeHNA 3N1EKTPOHHOW PpopMmbl 3anpoca.

Echm Ha EagmMHOM nopTtane 3aABUTENl0 He ob6ecneynBaeTca BO3MOMKHOCTb  3aMoOJ/IHEHMSA
3NEKTPOHHOM dopmbl 3anpoca, To Ana GopMUpoBaHMA 3anpoca Ha EanHom noprtane obecneumnsaercs
aBTOMATMYECKMI NEepexom, K 3ano/IHEHMIO 3N1EKTPOHHOM GOPMbI YKa3aHHOro 3anpoca Ha obuumaibHOM
cavite Poc3gpaBHaasopa.

dopmatHo-nornyeckas nposepKa chpopMMpPOBaHHOTO 3anpoca ocyLecTeaserca
Poc3apaBHaA30poM MOC/Ie 3aM0/IHEHMA 3aABUTENIEM KaXKAO0ro U3 NoJei 3/1eKTPoHHONW Gopmbl 3anpoca.
MpY BbIABNEHWM HEKOPPEKTHO 3ano/IHEHHOro MOAA 3/EeKTPOHHOW GOpPMbl 3anpoca 3aABuTENb
YBEAOMNAETCA O XapaKTepe BbIABAEHHON OWMWBKM M MOopagKke ee  yCTpaHeHMAa nocpeacTBoM
NHPOPMaLMOHHOIO COOBLIEHNA HEMOCPEACTBEHHO B 3/IEKTPOHHOM GpopMe 3anpoca.

126. Mpu popmmpoBaHUM 3aaBMTENEM 3anpoca obecneynBaeTca:

1) BO3MOHOCTb KOMMPOBAHUA U COXPAHEHMA 3aNPOCa U UHbIX AOKYMEHTOB, HEOBXOAMMbIX ANA
npeaocTaBaeHUa YCayru;

2) BO3MOHOCTb 3aMOJIHEHUA HECKONbKMMW 3aABUTENAMWU OAHOW 3NEKTPOHHON GopMbl 3anpoca
npu obpaleHnn 3a ycayramu, npeanosiaralolMmm Hanpas/ieHMe COBMECTHOIO 3anpoca HEeCKONbKUMMU
3aABUTENAMMY;

3) BO3MOKHOCTb NeyaTi Ha byMaskHOM HOCUTENE KOMWM 31EKTPOHHOM GOpMbI 3anpoca;



4) coxpaHeHMe paHee BBEAEHHbIX B 3N1EKTPOHHYIO GOpPMY 3aMpoca 3HaYeHU B 110601 MOMEHT Mo
eNaHWIo Nosb3oBaTens, B TOM YMC/ae NpU BO3HUKHOBEHMM OLWIMBOK BBOAA M BO3BpaTe A/1A MOBTOPHOrO
BBO/a 3HAYEHWI B 3NEKTPOHHYI GopMy 3anpoca;

5) 3anonHeHne nonei aneKTPoHHOM GOopPMbI 3anpoca A0 HaYana BBOAA CBEAEHWUI 3asBUTENEM C
MCNONb30BAaHMEM CBEAEHWM, pasMelleHHbIX B deaepanbHOM rocyaapcTBEHHON MHGOPMALMOHHOM
cucteme "EgMHan cuctema uaeHTMOMKauMmM n ayTeHTuGUKaumm B MHOPACTPYKType, obecneymnBaioLLei
MHGOPMALMOHHO-TEXHONOMMYECKOE B3aMMOAENCTBME MHPOPMALIMOHHDBIX CUCTEM, MCMO/b3yeMbIX OAA
npeaocTaBAeHUs TOCYAapPCTBEHHbIX U MYHULMNANAbHBIX YCAYT B 31eKTpoHHOW dopme" (nanee - eanHasn
cucTema maeHTMduKaumMm u ayteHTMdUKaummn), u ceeaeHunin, onybnkoBaHHbIX Ha EgMHOM nopTasne, Ha
odpuumanbHOM caiTe Poc3gpaBHaA30pa, B YacTW, Kacawolwenca cBeAeHWI, OTCYTCTBYIOWMUX B eANHOMN
cucTeme MaeHTUPUKALUUM U ayTeHTUDMKaLWK;

6) BO3MOXHOCTb BEPHYTbCA Ha /1060 U3 3TanoB 3aNONHEHUs 3NeKTPOoHHON Gopmbl 3anpoca be3
noTepu paHee BBeAeHHON NHPOpMaLNN;

7) BO3MOKHOCTb A40CTYyNa 3asBuUTeNs Ha EgMHom nopTane, opuumanbHom caiite PocsgpaBHagsopa
K paHee nOAaHHbIM WM 3anpocaM B TeYEHME He MeHee OJHOro roda, a TaKXKe YacTUYHO
cPOPMMPOBaHHBIX 3aNPOCOB - B TeYEHME HE MeHee 3 mecALeB.

CodopmMpOBaHHbBIA M  NOAMWUCAHHbIA 3anpoc, W WHble [AOKYMEHTbl, Heobxoaumble AnA
npeaocTaBAeHUsA rocyAapCTBEHHON ycayrn, HanpasasatoTca B PocsgpasBHagsop nocpeactsom EamHoro
nopTana unu odmumanbHoro cata PocsgpasHaasopa.

127. 3asaBuTe/Nib MUMEEeT BO3MOXHOCTb MOJy4eHus WHoOpMaUMM O Xode NpPeAoCcTaBAeHUs
rocyaapCcTBEHHOM yCayri.

MHPopmauma o xoae NpeaoCTaBNeHWUA TOCYAAPCTBEHHOM YCAYrM HanpaBAAeTcs 3anaBUTENIO
Poc3apaBHaA30pOM Ha agpec 3N1EKTPOHHOM NOYTbl MAWM C UCNOAb30BaHWEM CPeacTB EamMHOro noprana,
oduumanbHoro caiita PocagpaBHagsopa no Bbibopy 3aaBuTENS.

128. MMpu npepoctaBNeHUM TOCYAAPCTBEHHOW YCAYrM B 3/1E€KTPOHHOM Qopme 3anaBUTENIo
HanpasaaeTcs:

1) ysegomaeHue o npueme 1 peructpaummn 3anpoca;
2) yBegomneHue o Havyase npoueaypbl NpeaocTaBAeHNUA rocyAapCTBEHHON yCayru;
3) yBegomneHne 06 OKOHYAHWUM NPeSOCTaBAEHMA FOCYAaPCTBEHHOW YCayru;

4) yBegoOMNEHWNE O pe3ynbTaTax PaCCMOTPEHMA AOKYMEHTOB, NPeayCMOTPEHHbIX NyHKTamu 14, 15,
17, 18 ADMUHUCTPATUBHOIO PErNamMeHTa;

5) yBeaomneHe 0 BOSMOMXKHOCTU NOYUNTb PE3YNbTaT NPeAoCTaBieHNA rocyAapCTBEHHOMN YCayru;
6) yBeaomieHe 0 MOTMBMPOBAHHOM OTKase B NpeaocTaBAeHUM roCyAapCTBEHHOM YCayru.

129. 3asBuTeNb BMNpaBe NONY4YUTb PE3YNbTAT NPELOCTABAEHNA rOCYAapPCTBEHHOW yCayrn B popme
3/1EKTPOHHOrO AOKYMEHTa MM Ha BymaykHOM HocuTesNe.

IV. ®opmbl KOHTPOAA 32 UCNONHEHUEM PerlaMeHTa

MopAaAoK OCYLLECTBNIEHUA TEKYLLEro KOHTPONsA
3a co6a0A4eHMEM U UCNONHEHNEM OTBETCTBEHHbIMU A,0MKHOCTHBIMM
NMLaMU NONOMKEHWI pernameHTa U UHbIX HOPMaTUBHBIX NPaBOBbIX
aKTOoB, yCTaHaBAMBaIOWMX TpeboBaHMA K NpeaoCcTaBAeHUI0



rocyAapcTBeHHOM YCAYIK, a TaKXKe NPUHATMEM UMW peLleHU

130. TeKywMmit KOHTpPO/b 3a cobntogeHvem MNocnefoBaTe/NbHOCTU OEWCTBUIA, onpeseneHHbIX
aAMWHUCTPATUBHbLIMKW NpoLeaypaMmn No NPesoCTaBNeHUI0 FrOCYAaPCTBEHHOM YCAYrKU, OCYLLECTBAAETCA
pyKoBOAUTENEM W LO/KHOCTHBIMM AMuUamu Pocs3apaBHag3opa, OTBETCTBEHHbIMM 33 OpPraHM3aumio
paboTbl NO NPeAoCTaBAEHUIO FOCYAAPCTBEHHOW YCAyrn, NyTeM NPOBEAEHUS NPOBEPOK cobaogeHusa u
MCMONIHEHUA OTBETCTBEHHLIMU WMCMNONHUTENAMMU MONOKEHUA AQMUHUCTPATUBHOINO PErnaMeHTa, MHbIX
HOPMaTMBHbIX MPaBOBbIX aKTOB Poccuitickoit dedepaumu, a Takxe MNPUM NPOBEAEHUM BHYTPEHHEro
ayauTa pesynbTaTMBHOCTM NPeAoCTaBAeHUA rOCy4apCTBEHHON yCayru (ganee - NpoBepKa).

131. MpoBepKM NOSHOTbI U KayecTBa NPeaoCcTaB/AeHUA roCyAapCTBEHHOM YCYyTM BKAKOYALOT B cebs
npoBeAeHMe MPOBEPOK, BbIABAEHWE W YCTPAHEHWE HapyLeHWI npaB 3asBUTENEel, PacCMOTPEHMUE,
NMPUHATUE peLleHn M NOAroTOBKY OTBETOB Ha ObOpalleHMA 3asaBUTesIel, codepXKalime Kasiobbl Ha
nenctemna (besgelictBMe) M pelleHMA [AO0/KHOCTHbIX v, Poc3apaBHag30pa, OTBETCTBEHHbIX 3a
npeaocTaBAeHNe rocy4apCTBEHHON yCayri.

NMopAdoK M NepuoanNYHOCTb OCYLLECTB/IEHMA MJAHOBbLIX U BHEMIAHOBbLIX NMPOBEPOK MOJIHOTblI U
Ka4yecTtBa npeaocrtaBsieHnA I'Ocy,ﬂ,apCTBEHHOﬁ ycnyru, B TOM 4ucne nopaaok u d)OprI KOHTpPOANA 3a
NMONHOTOM MU KaueCcTBOM npeanocrtassieHnA I'Ocy,ﬂ,apCTBEHHOﬁ ycnyr.

132. MpoBeaeHMe NNAHOBbIX U BHEM/AHOBbLIX MPOBEPOK OCYLLECTBAAETCA B LENAX BbIABAEHMUA
HapyLlWeHWH NopsaaKka NPenocTaBNeHMA roCyAapCTBEHHOM YCAYyru, B TOM YMUC/AEe CBOEBPEMEHHOCTU U
MO/IHOTbl PAaCCMOTPEHUA ObpalleHnlt 3aaBuTenieir, 060CHOBAHHOCTU M 3aKOHHOCTU MPUHATUA MO HUM
peLueHun.

133. MnaHoBble NPOBEPKU MNOMAHOTbI WM KayecTBa NPeLOoCTaBAEHUA TOCYAAPCTBEHHOM YCAyru
NPOBOAATCA YNOJHOMOYEHHbIMM AOJ/IXKHOCTHbIMM nLamm Poc3gpasHagsopa He pexke 1 pasa B rog,.

134. ExkerogHblit NaaH NPOBEPOK YCTaHaBAMBAETCA pyKoBoaMTenem PocagpaBHaasopa.

135. BHennaHOBble MPOBEPKM MOMHOTbI U KayecTBa MpenocTaBieHMs rocyAapCTBEHHON ycayru
NpoBOAATCA CTPYKTYpPHbIM MnogpasaeneHvem Poc3apaBHaA3opa, OCYLLECTBAAIOWMM rOCYAapCTBEHHYHO
perucTpaumio  MeAUUMHCKUX  M34enuid, C  ydyacTMemM  YNOJIHOMOYEHHbIX  AO/KHOCTHbIX AUl
noapasaeneHuin PocaapasHaa3opa Mo KOHKPETHOMY 0bpalleHuto (Kanobe) rpaxaaH uamn lpuandeckux
JIML, Ha pelleHuna unu aeincteus (6esneincTemne) QOMKHOCTHLIX AuL, PocsapaBHag3opa, NPUHATbIE WK
OCyLLLeCTB/IeHHbIe B X04e NpeAocTaBaeHUs rocyaapCcTBeHHOM YCayru.

136. Pe3ynibTaTbhl NpoBepKN 0popMIAIOTCA B GOPME aKkTa M NOANUCLIBAOTCA YNOJHOMOYEHHbIMMU
OO/IKHOCTHbIMU AMuamun PocsgpasBHaasopa.

OTBETCTBEHHOCTb A0/MKHOCTHbIX Ny, Poc3gpaBHaa3opa 3a pelueHus
u aencreun (6esgeiicteue), npuHUMaemble (ocyliecTensemble)
MMM B XoAe NpeaoCcTaBNeHUA rocyAapCcTBEHHOM ycayru

137. MepcoHanbHaa OTBETCTBEHHOCTb AO/IKHOCTHbIX AKL, Poc3gpaBHaa3opa 3a npeaocTaBaeHune
rocyapCcTBEHHOM YCAyrM 3aKpenndaeTcA B WX [AO/MKHOCTHbIX pernameHTax B COOTBETCTBUU C
TpeboBaHMAMM 3aKoHOAaTeNbCTBa Poccunitickon Pegepauymu.

138. McnonHUTeNb, OTBETCTBEHHbIN 3a OCYLLECTB/IEHWE COOTBETCTBYIOWMX aAMUHUCTPATUBHbIX
npoueayp AAMNUHUCTPATUBHOIO PerfamMeHTa, HeCceT NepCcoHa/IbHY0 OTBETCTBEHHOCTb 3a:

1) cooTBeTCTBME pe3y/ibTaTOB pPACCMOTPEHUA [AOKYMEHTOB, MPEACTAB/EHHbIX 3afBUTENEM,
TpeboBaHMAM 3aKoHogaTenbCcTBa Poccuitckoi Pepepaumnu;

2) cobntoaeHe CPOKOB M NopsAAKa NPUeMa AOKYMEHTOB;



3) cobntoaeHne nopsAaKa, B TOM YMCE CPOKOB NPEeA0CTaBNEHUA rOCYAapCTBEHHOW YCAYTU;

4) 0OCTOBEPHOCTb CBEAEHWI, BHECEHHbIX B FOCYAAPCTBEHHbIN PEECTP MEAMUMHCKUX M3LEeNUit U
opraHusaumin  (MHAMBMAOYaNbHbIX  MpeanpuUHUMMATEeNeit),  OCYLWLECTBAAIOWMX  MPOM3BOACTBO MU
M3roToBAEHWE MEAMULMHCKUX U3LENNN.

MonorkeHusn, xapakrepusylowme TpeboBaHNA K NOPAAKY
1 popmam KOHTPOAA 3a NpeaocTaB/ieHUeM rocyaapcTBeHHOM
YCNyru, B TOM YMC/Ie CO CTOPOHbI FPaXXaaH, UX 06beauHeHn
M opraHusaumii

139. lparkgaHe, nx OobObEAMHEHMA W OpraHM3aUMKM MOTYT KOHTPOJIMPOBATb MNpeaocTaB/ieHNe
rocyAapCTBEHHOM yCayrm nytem nosayyeHusa nHpopmauum no tenedoHy, no NMCbMeHHbIM 06paLLLEeHUAM,
Mo 3/IEKTPOHHOM noyTe, Ha oduuManbHOM canTe Poc3apaBHaa3opa U Yyepes EgMHbIN nopTasn, a TakKe
nocpeacTBOM MOJly4eHMA OTBETOB Ha NMUCbMEHHbIE 06 paLLEHUS.

V. focyaebHblii (BHecyaebHbIN) nopaaoK o6xkanosaHusa
pelwieHuii u geicteuin (bespeiictena) PocagpaBHag3opa, a TaKxKe
€ro A0/KHOCTHbIX /InL,

MHbopmauma gna 3amHTepecoBaHHbIX ML, 06 UX Npase
Ha pocypebHoe (BHecyaebHoe) o6:xanoBaHue aencTsmmn
(6e3peiicTtBnA) n (Mnn) peweHnii, NPUHATLIX (OCYLLECTBAEHHDIX)
B X0A4,e NPeAoCTaB/leHUA rocyaapCcTBEHHOM ycayrm
(panee - 3kanoba)

140. 3auHTepecoBaHHble nLa BNpase ob63kanoBaTb AeicTBUA (6e3aeincTBue) A0MKHOCTHLIX N,
Poc3gpaBHag30pa W peweHusa, MpuHATble (OcywecTBaAsemble) UMW B XO4e NpeaocTaB/ieHus
rocyaapcTBeHHOM ycayru, B gocyaebHom (BHecyaebHom) nopaakKe.

141. 3auHTepecoBaHHbIM JnUam obecneynmBaeTcs BO3MOMKHOCTb HamnpaBieHWA Xanobbl Ha
peweHus, aencteua uam besneictene PocsgpaBHaz3opa, AOMKHOCTHOIO aAnua PocsgpaBHaa3opa B
COoOTBeTCTBMU co cTatbel 11.2 depepanbHoro 3akoHa ot 27 uona 2010 r. N 210-d3 u B nopaske,
YCTaHOBAEHHOM MocTaHoBneHnemM [pasutenbctea Poccuitckoit ®Pepepaumnm ot 20 Hosbpa 2012 r. N
1198 "O denepanbHON rocynapCcTBEHHOW MHPOPMALMOHHON cucTemMe, obecrneumBalolleln npouecc
pocyaebHoro, (BHecyaebHoro) o6xkanoBaHus pelweHnin n aenctenin (6esaencTens), CoBepLIEHHbIX Npu
npeaoCcTaBAEHNN FTOCYAAPCTBEHHBIX U MyHUUMNAAbHbIX yeayr" <15>,

<15> CobpaHue 3akoHoaaTenbcTBa Poccuinckont ®epepaumn, 2012, N 48, c1. 6706; 2013, N 52, cT.
7218; 2015, N 2, cT. 518; 2018, N 49, ct. 7600.

142. 3aMHTEpECcOoBaHHbIE IMLA MOTYT 06PaTUTLCA C Kanoboi, B TOM Yncie B CIAYIOWMX CIyYasX:
1) HapyLleHWe CPoKa perucTpaLmm 3aasieHus;
2) HapyLleHWe cpoKa NpeaocTaBaAeHUA rocyaapCcTBEHHOM YCAYyrn;

3) TpeboBaHMe NpeacTaBieHUA 3aABUTENIEM AOKYMEHTOB, He NpeayCMOTPEHHbIX HOPMaTUBHbIMK
npaBoBbIMK akTaMu Poccuiickolt Pegepaunn ana npegocTaBaeHUA rocyaapCcTBEHHOM yCyru;

4) oTKa3s B Mpueme [AOKYMEHTOB, MPeAcTaB/eHWe KOTOPbIX MPeayCMOTPEHO HOPMAaTUBHbIMU
npaBoBbIMK akTaMu Poccuiickolt Pegepaunn ana npegocTaBaeHUA rocyaapCcTBEHHOM yCyru;



5) oTkas B MNpPedoCTaBNEHUM T[OCYAAPCTBEHHOW YCAYTK, €eCAM  OCHOBaHMA OTKasa He
npeaycmMmoTpeHbl  defepanbHbiMM  3aKOHaMU UM MPUHATLIMA B COOTBETCTBMM C  HUMM  MHBIMMI
HOPMaTUBHbLIMW NPABOBLIMM akTamm Poccuiickon Pepepaunu;

6) TpeboBaHMe BHECEHUA 3aABUTENEM MPU NPesoCTaBAEHUN rOCyAaPCTBEHHOM YCAYrM NAaThbl, He
npeaycMoTPEHHON HOPMATUBHBIMM NPABOBbLIMKU akTaMu Poccuiickolt degepaumny;

7) OTKa3 AOMKHOCTHbIX UL, B UCNPABAEHUN AONYLLEHHbIX ONeYaToK M OWNBOK B 3anpallmMBaemMbixX
CBeAEHUSAX.

8) HapylweHWe CpoKa MAM MOpPAAKA BblAAYM AOKYMEHTOB MO pe3ynbTaTam npeaocTaBaeHuA
rocyfapcTBEHHOM UM MYHULMNANbHOW YCAYIW;

9) npuOCTaHOBNEHME  NPEeAOCTaBNEHUA  FOCYAAPCTBEHHOW  YCAYrM, €ciM  OCHOBaHuA
NPUOCTAaHOB/IEHMSA HE NPeayCMOTPEHbI dpesepanbHbIMU 3aKOHAMM U NPUHATLIMKU B COOTBETCTBUM C HUMM
MHbIMWM HOPMATMBHbIMM NPaBOBbIMM aKTamu Poccuiickon Peaepaumn.

OpraHbl rocysapcTBEHHOW BAACTU, OpPraHM3aL MM U yNoJIHOMOYEHHbIe
Ha paccMoTpeHue }Kanobbl MLLa, KOTOPbIM MOXKeT 6bITb HanpaBaeHa
*Kanoba sanasutens B gocyaeb6Hom (BHecyaebHom) nopagke

143. anoba Ha peuweHus, aencteuna (bespeinctene) AOMKHOCTHOrO nuua Poc3apasBHaa3opa
MOMeT 6bITb NOAaHa Ha MMA pyKoBoauTena PocsapaBHagsopa.

144. anoba Ha pelueHuna, aelicteua (besaencrtemne) pykosoautens PocsgpaBHag3opa MOXKeT
6bITb NoAaHa B MUHUCTEPCTBO 34paBoOXpaHeHmsa Poccuiickoit eaepaunn.

Cnocobbl UHPOPMUPOBaHUA 3aaBUTENEN O NOPAAKE NoAAUMU
M paccMOTpPeHUsA }Kanobbl, B TOM Y1cae ¢ ucnonbsosaHnem EguHoro
nopTtana rocygapcTBeHHbIX U MYHULMNAAbHBIX ycayr (PyHKLMA)

145. MHdopMMpOoBaHME 3aMHTEPECOBAHHBIX UL, O NOPALKE NOoAaun Kanobbl OCYLWECTBAAETCA HA
oduumanbHom caliTe PocsapaBHagsopa M Ha EanHom nopTane.

MNepeueHb HOPMaTUBHbIX NPaBOBbIX aKTOB, PEryAMpPyoLMX NOPAAOK
pocypebHoro (BHecyge6Horo) 06kanoBaHusa pewieHuii u gencrenii
(6e3peiictBua) PocapgpaBHap3opa, a TaKKe ero A40MKHOCTHbIX /UL,

146. OTHOWeHMA, BO3HWKaOWMEe B CBA3U C AocyaebHbiM (BHecyaebHbim) 063KanosaHMem
peleHnit n aelicteunii (bespelictema) Poc3apaBHaa30pa, a TakXKe A0MKHOCTHbIX Aul, PocsapasHaasopa
pPeryaMpyroTcs cneayowmmm HoOpMaTUBHbIMW MPaBOBbIMM aKTaMu:

1) depepanbHbiMm 3akoHOM OT 27 nions 2010 r. N 210-93;

2) nocraHoBneHuem [lpaBuTtenbctBa Poccuitickoit depepaummn ot 16 aerycta 2012 r. N 840 "O
nopsfke nogayM W pPacCMOTPEHUs Kanob Ha pelweHuAa M aencteus (besgeicteue) deaepanbHbIX
OpPraHOB UCMOHUTEIbHOM BNACTU U UX AOMKHOCTHbBIX AL, deaepanbHbIX roCyAapCTBEHHbIX CYKALLMX,
OO/KHOCTHbBIX /ML, FOCYZAapCTBEHHbIX  BHeOHOAXeTHbIX  ¢oHAoB  Poccuiickort  Pepepauuu,
roCyapCTBEHHbIX KOpNopauui, HaAeNeHHbIX B COOTBETCTBMM C  denepasbHbIMUM  3aKOHAMM
NOJIHOMOYMAMM NO NPEAOCTABAEHUIO TOCYAAPCTBEHHbIX YCAYT B YCTAaHOBAEHHON cdepe AeATeNbHOCTH, U
NX JOMNKHOCTHBIX /INL, OPraHU3aLMi, NpeayCcMOTPEHHbIX YacTbto 1.1 cTaTbm 16 PepepanbHOro 3aKoHa oT
"O6 opraHu3auMu NpeaocTaBNEHNA FOCYAAPCTBEHHbIX U MyHUUMNANbHbLIX ycayr', u ux paboTHUKOB, a
TaKKe MHOroGyHKUMOHA/IbHbIX LLEHTPOB MPeAoCcTaBAeHMUA roCyAaPCTBEHHbIX U MYHULMMAAbHbIX YCAYT U
nx paboTHuMKoB". <16>



<16> CobpaHue 3akoHogaTenbcTBa Poccuiickon degepaummn, 2012, N 35, ct. 4829; 2014, N 50, cT.
7113; 2015, N 47, cT. 6596; 2016, N 51, cT. 7370; 2017, N 44, cT. 6523; 2018, N 25, cT. 3696.

147. TMepeyeHb HOPMAaTMBHbIX MNPaBOBbIX aKTOB, pPeryanpyloWmMx nopaaok gocyaebHoro
(sHecynebHoro) obxkanoBaHuA pelleHnn U aeicteuin (besaelictenua) Poc3apaBHaZ30pa, a TaKXe ero
[OOJI)KHOCTHbIX AnL, pa3meliaeTcs Ha oduumanbHOM calite Poc3apasBHagsopa B cetn "WHTepHet", B
depepanbHoM peectpe 1 Ha EanHom nopTtane.

MHpopmaums, yKasaHHaa B HacTosAlWwemM pasgene, pasmewaercd Ha oduumanbHoOM calite
Poc3sgpaBHagsopa B cetu "UHTepHeT", Ha EanHom nopTane v B dpegepasbHOM peecTpe.

PocsapaBHag3op obecneumBaeT pasmMelleHWe W aKTya/nM3auuio CBEAEHWU B COOTBETCTBYHOLLEM
pasaene pegepanbHOro peecrpa.

MpunnoxkeHne N 1

K AAMWUHUCTPATUBHOMY pernameHTy
PepepanbHoi cnyKbbl No Hag3opy B coepe
3/1paBOOXPaHEHUA NO NPeaOCTABAEHWNIO
rocyZ,apCTBEHHOM YCAYrM MO rocyAapCcTBEHHOM
perucTpaunmn meguumHCKUX U3aenunii,
YyTBEPKAEHHOMY MPUKa30oM

depepanbHoOi cny*bbl No Hag3opy

B cdhepe 34paBOOXPaAHEHUA

oT 6 mana 2019 r. N 3371

Ha ©OJsiaHke opraHmM3aluu B degmepanbHy Cayx0Oy IO HaI30py
B cbepe 3IOpaBOOXpPaHEHUS
109074, Mockea, CjnaBgHckas mia., n. 4, crp. 1

BasaBjieHUe
O T'OCYINAapCTBEHHOM pPeIrucTpaluuM MeOULUIMHCKOT'O M3OeJnsd

N Tpebyemble cBeaeHUA CseaeHus,
n/n npeacTaBAeHHble
3aABuTENIEM
1. HavmeHoBaHMe megMUMHCKOrO u3genua (C  yKasaHuem
nNpUHaaNeXKHoCcTeMn, HeobXxoaAnMbIX ana npuMeHeHnA

MeANUMHCKOrO U34eNMA MO Ha3HayeHulo), C YyKasaHuem
TOBApHOroO 3HaKa W MWHbIX CpeacTB  UHAMBMAYaAM3aLuUM
MeANLUMHCKOrO U34eNMa B Caydae MX HaHeceHUA Ha YNaKOoBKY
MeANLUMHCKOro nsgenma <*>

2. B oTHOWeHMN pa3paboTymKka MeaNLMHCKOTO U3aenmsa:

2.1 OpraHunsaymMoHHO-NpaBoBasn dopma 7 nosiHoe
HaMMeHOBaHME PUANYECKOrO NNLA C TPAHCAUTEPaALMEN, Uan
bamunma, MmMAa M OTYeCTBO (MpM  HaAUYMKM), PEKBU3UTBI
OOKYMEHTa, YLO0CTOBEPAOLWErO JIMYHOCTb MHAUBUAYANBHOTO




npegnpuHMmaTens

2.2 CoKpaleHHOe HaMMeHOBaHWE PUAMYECKOro Anua (npu
HaM4unK)

2.3 dupmeHHOe HaMMeHOBaHMWE lopuUAMYEcKoro auua (npu
Hannumm)

2.4 NaeHTUOMKALMOHHbBIN HOMep HanoronaaTeblmKa

2.5 Anpec mecTa HaxoX4eHUA PULNYECKoro Anua

2.6 Homepa TenedpoHoB

2.7 Aopec  31eKTPOHHOM noYTbl lopugnyeckoro  nua,
WMHAMBWUAYANbHOTO NpeanpuHUMmMmaTens (Npu Haanyum)

3. B oTHOWeHMK NnponssoguTens (M3roToBUTENS) MEANUMHCKOTO U3aenusa:

3.1 OpraHusaumMoHHO-NpasoBasn dopma 7 nosaHoe
HaMMeEHOBaHME IPUANYECKOrO ANLA C TPaHCAUTepaLUen, Unu
dbamunmsa, MmMA M OTYEeCTBO (MpM  HaNYMKM), PEKBU3UTBI
OOKYMEHTa, YAOCTOBEPAIOWEro AUYHOCTb WMHAWUBUAYANbHOIO
npeanpuHMmaTensa

3.2 CoKpaleHHOe HaMMeHOBaHWE PUAMYECKOro Anua (npu
Hannumm)

3.3 dupmeHHOEe HaMMEHOBaHMWE lpUAMYEcKoro auua (npu
HaM4YnK)

34 NaeHTUOMKALMOHHbBIN HOMep HanoronaaTeblmKa

3.5 ALpec mecTa HaxoXaeHUA PUANYECKoro Anua

3.6 Homepa TenedpoHoB

3.7 Aopec  31eKTPOHHOM nouYTbl lopugnyeckoro  nnua,
WMHAMBWUAYANIbHOTO NpeanpuHUmMmaTens (Npu Haanuum)

4. B OTHOWEHWW YMNONHOMOYEHHOrO MNpeacTaBuTeNs npoussoauTens (M3rotosuTens)
MeaMUMHCKOro u3aenus:

4.1 OpraHusaumMoHHo-NpasoBas dopma 7 nosaHoe
HaMMeHOBaHME HPUANYECKOrO Auua, uanm Gamuauna, UMAa U
0OT4eCTBO (npwu Hanuumm), pPEeKBU3UTbI OOKYMEHTQ,
yA0CTOBepAIoLLEero NINYHOCTb WHOWBUAYANBHOTO
npeanpuHumaTens

4.2 CoKpalweHHOe HaMMeHOBaHWe pPUaMYEecKoro auua (npu
Hannumm)

4.3 dupmeHHOE HaMMeHOBaHWE tOpUAMYECKOrO Aunua (npu
HaM4unK)

4.4 NaeHTUPMKaALMOHHDBIN HOMep HanoronaaTeNblmKa




4.5

Afpec MecTa HaxoXKAeHWUA IPUANYECKOro NnLa

4.6 Homepa TenedpoHoB
4.7 Aopec  31eKTPOHHOM noYTbl lopugnyeckoro  nnua,
WHANBMAYANbHOMO NpeAanpuHumaTens (Nnpu Haanuuymm)
5. B OTHOWEHWW NMLA, HAa MMA KOTOPOro MOMKET ObiTb BblAAHO pPEerucTpauMoHHoe
YAOCTOBEPEHMUE:
5.1 OpraHusaumMoHHoO-NpasoBas dopma 7 nosaHoe
HaMMeHOBaHME IPUANYECKOTrO ANLA C TPaHCAUTepaLUen, Unm
damunmna, uMA M oT4ecTBO (NPU  HaANMUUKM), PEKBU3UTDI
OOKYMEHTa, YAOCTOBEPAILWEro JIMYHOCTb WHANBUAYANIbHOTO
npegnpuHMmaTens
5.2 CoKpallleHHOe HaMMeHOBaHWE topuamMyeckoro nuua (npwu
HaM4unK)
5.3 dupmeHHOe HaMMeEHOBaHMWE lpUAMYEcKoro auua (npu
HaM4unK)
5.4 NaeHTUOMKALMOHHbBIN HOMep HanoronaaTeblmKa
5.5 Anpec mecTa HaxoX4eHUA PUANYECKoro Anua
5.6 Homepa TenedpoHoB
5.7 AOpec  31eKTPOHHOM noYTbl lopugnyeckoro  nua,
MHAMBMAYANbHOMO NpeanpuHuMmaTens (Nnpu Hannuumm)
6. MecTo npon3BoAcTBa MeANLMHCKOro U3aenns
7. HasHayeHMe MegMUMHCKOro u3genunda, YCTaHOBAEHHOE
npounssoauTenem (M3rotoBUTeNnem)
8. Bua  MeOMUMHCKOro  mM3genMa B COOTBETCTBUM  C
HOMEHKNAaTypHOM Knaccnudpumkaumein megmunHCKUX U3aenni
9. Knacc noTeHUManbHOro pucka NpUMeHeHuAa MeauLUMHCKOro
n3aenns B COOTBETCTBUM C HOMEHKIATYPHON KnaccudbuKaumen
MeOULMHCKUX N3genni
10. Kog Ob6uiepoccuiickoro KnaccuduKkatopa npoaykuuu no
BMOAM SKOHOMMYECKON AeATENbHOCTH
11. Crnocob nonyyeHuns MHPopmaLmMn, CBA3aHHOM C Npoueaypon
rocyapcTBEHHOW perucTpaumm meguumnMHCKoro nsgenms
12. Cnocob nosiyyeHMa JOKYMEHTOB U MHOPMALMM, CBA3AHHOM | <*> HapouHo no
C NpoLeaypoit rocyaapCTBEHHOM perucTpaumm MmeauumMHCKOro | 40BEPEHHOCTH
nsaenus <*> HanpaBuTb 3aKasHbIM
MOYTOBbLIM OTMpPaBJEHUEM
c yBeaoMAeHNEM o]
BpyYeHMUM
13. CeegeHuns 06 onnate rocyAapCTBEHHOM MOWAKMHLI (gata u




HOMEP MAATEXKHOTO NopydYeHus) <***>

<*> HyxXHOE YKAa3aThb.

<**>  YkaszaHMEe IPMHAIJIEXHOCTEM, HeOOXOINMMEIX IJiS [NPMMEeHEeHUSI MEeIULMHCKOIO
U3nenamsa 10 HasHAa4YeHMI0, BO3MOXHO B BUIE IIPUIIOKEHMHA K BadBJIEHUIO, 3aBEPEHHOMY
neyaTbido (OIpM HaAJIMUMM) UM NOAONMUCHI PYKOBOOUTEJIS.

<k **> YkasHBaeTCS 10 MHMUMIMATUBE 3aABUTEJIS.

K 3aABJICHUIO o TOCYHOAapCTBEHHOM perucTpauuM MeOMLMHCKOTO U3Oesud
npujaraeTcsa ONMUCh IOOKYMEHTOB Ha JMCTax.

(®.71.0. MHOMBUIOYAJIbLHOTO MNPEeNIPMHMMAaTENS, PYKOBOIUTEJS HOPUINYUECKOTO JIMila
WM MHOTO JiMlla, MMEKIero NpaBO HOeMCTBOBATbL OT MMEHM 3TOTO
OPUONYECKOTO JIMLA)

M.II. (OpM HaIWUuUM) (lTopnmco)

MpunoxerHue
K 3aAB/IEHMIO O rOCYAaPCTBEHHOM
perucTpauum meanumMHCKOro usgenuns

Onmuce OOKYMEHTORB

HacrTosaummmMm yoocToBepAeTCHd, YTO 3aABUTEJIb

(HaMMeHOBAaHME 3aSIBUTEJIS)

npencTaBuyl B PocC3IpaBHAO30P HMXECJenyolye IOKYMEHTH IJi TOCYyHapCTBEHHOM
perucTpauuy MeOULUMHCKUX WU3OeJIUN

N HanmeHoBaHWe AOKYMEHTa Kon-so MpumeyaHune
n/n JINCTOB
IOKYMEHTH CHOaJl JOKYMEHTH NPUHSI
3agBUTENb/IPeacTaBuUTellb IOOJDKHOCTHOe JiMLo Poc3mpaBHanszopa:
BagaBuUTelNq:
(®.M.0., IOOJXHOCTL, IIOOINCEH) (®.M.0., IOOJXHOCTL, IIOOINNCEH)
ITaTa
(PEKBUBUTE TOBEPEHHOCTM) Bxomammy N

KosmuecTBO JIMCTOB

MpunnoxkeHue N 2



K AAMWUHUCTPATUBHOMY pernameHTy
depepanbHOM cnyxbbl N0 Haa3opy B chepe
34,paBOOXPaHEHMA MO NPeAoCTaBAEHUIO
rocy4apCTBEHHOM YCYrv MO rocyAapCTBEHHOM
perucTpauumn meanumMHCKUX U3aenuni,
yTBEPKAEHHOMY MPUKa3OoM

depepanbHoi cny*Kbbl No Haazopy

B cdhepe 34paBOOXPaAHEHUA

oT 6 mana 2019 r. N 3371

Ha ©OJsiaHke opraHmM3aluu B degmepanbHy Cayx0Oy IO HaI30py
B chepe 3IpaBOOXPaAHEHUS
109074, Mockea, CnaegHckad mJja., n. 4, crp. 1

YBengoMmiieHe
O HauaJle KIJIMHNYeCKUX I/ICHI:ITaHI/HZ MeIMIIMHCKOI'O M3neJinsd

N Tpebyemble cBegeHUSA CeepeHua,
n/n npeacraBneHHble

3aABuTENEM
1. [JaTta n Homep paspelwleHna Ha NpoBeaeHUe KANHUYECKOro

ncnbiTaHNA MeauLMHCKOIo nsagenuna

2. HanmeHoOBaHWe OPUANYECKOTO ML C TPaHCAMTepaumen (c
YKa3aHWeM agpeca MecTa HaxoMKAeHWA) UM UHAUBUAYANbHOMO
npegnpuHMMaTtensa, Ha MMA KOTOPOro BblAAHO paspelleHne Ha
npoBegeHne KNMHUYECKOTO UCMbITaHNA MEAULMHCKOIO U3genmn

3. HavmeHoBaHMe MeguLMHCKOTO WU3genva (C  yKasaHuem
NPUHAZNEKHOCTEN, HeobxoaMMbIX ana npMMeHeHus
MEAMUMHCKOTO U34e/MA MO Ha3HayeHulo), C YKasaHMEM
TOBApHOrO 3HaKa W WHbIX CPeACTB  WHAMBUAYaNU3aLum
MeOULMHCKOIO U34enmMA B CAy4ae MX HAHeCeHUA Ha YMNaKOBKY
MeOVLIMHCKOro n3genma

4, Homep v gaTta permcTpaumoHHOro 4ocbe

5. Bna  meguuMHCKOro  u3genma B COOTBETCTBMM €
HOMEHKNATYPHOW KnaccupuKkaumen meamumMHCKUX n3genmi

6. Knacc noteHuManbHOro pucka nNpumMeHeHuAa mMeauuuHCKOro
n3gennsa B COOTBETCTBUM C HOMEHKNATYPHON KnaccuduKaumen
MeANLMHCKUX N3aenni

7. HanmeHoBaHMe npoussoauTena (nsrotoBuTens)
MeaUUMHCKOro um3genua (c  yKasaHMem agpeca MecTa
HaxoXKaeHus)

8. MecTto npon3BoacTBa MeAMUMHCKOIo n3genmsa

9. [Jata Havyana npoBeAeHMA  KAMHUYECKUX  UCMbITaHUI

MeanunmHCKOro nsagenuna

10. HanmeHoBaHMA W agpeca MeAMUMHCKUX OpraHuM3auuii, B
KOTOpPbIX NMPOBOAMTCA KAMHMYECKOE UCMbITaHWE MegULMHCKOro




nsgenuna

K yBEeIOOMIJIEHUIO O Hadarle KIIMHNMYE CKUX VICIIBITaHUM MEIMIMHCKOI'O M3OeJind
npujlaraeTcda OIMCb IOOKYMEHTOB Ha JIICTax.

(®.¥1.0. MHOIMBUIOYAJIBHOTO NPENIPMHMMATEJS, PYKOBOIUTEJS OPUOMYECKOTO JMlla
WM MHOTO JMla, MMeRleIo Npabo IOEeMCTBOBATb OT MMEHM 3TOIO
OPUONYECKOTO JIMLa)

M.II. (OpM HaJIM4uUM) (lMopnmuce)

MpunnoxkeHne N 3

K AAIMWUHUCTPATUBHOMY pernameHTy
depepanbHoOli cnyKbbl NO Hag3opy B chepe
3/1paBOOXPaHEHUA NO NPeaOCTABAEHWNIO
rocy4apCTBEHHOM YCYrv NO rocyAapCTBEHHOM
perncTpaunm MeanumMHCKUX U3Lennmn,
yTBEPKAEHHOMY MPUKA3OM

depepanbHoi cny*Kbbl No Haazopy

B chepe 34paBOOXpPAHEHUSA

oT 6 maa 2019 r. N 3371

Ha 6GJsilaHke opTraHM3auuu B demepalibHyn CJyx0y 10 HAO30PY
B cbepe 3OpaBOOXpaHeHUS
109074, Mockea, CinaBgHckas mia., n. 4, crp. 1

3asaBJIeHUE
O BOBOOHOBJIEHUM I'OCYINapCTBEHHOM perucTpaluM MeIMLIMHCKOTO M3OeJIUId

(HaMMeHOBaHME 3aaBuUTeNa (NOJIHOe M (IpM HajlMuMM) COKpPAlleHHOE HaMMEHOBaHMEe, B
TOM dyce bupmMeHHOE HaVMMeHOBaHue, OPTaHM3alMOHHO-IIPaBOBad bopma
OPUONMYEeCKOTO JMula) )

IIpocuT BO30OHOBUTH I'OCYyIOapCTBEHHYK permMcrpaumn MeIMUIVMHCKOI'O M3IOeJInA

(HaMMeHOBaHMe MeIMIMHCKOTI'O mns3nejm4a (C YKasaHueM HpMHaﬂﬂeXHOCTeﬁ,
HEeOOXOOMMEIX IJIS IIPMMEeHEeHMA MeIUMIIVMIHCKOI'O M3neJird I10 HaSHaquMD))

(HOMep PermMcTPaluMOHHOTO HOOChE)

PesynpTaTe KIMHMNYECKUX VCIBITAHUM MEeOULMHCKOTO M3OeJIns npmjiararnTCcAd.

[IpMJIOXeHMEe : Ha a. B 1 sKk3.
14
K 3aABJIEHMI0 O BO300HOBJIEHMM TOCYINAPCTBEHHOM peruMcTpauuy MeIMLMHCKOT'O
u3nenus npujaraeTcs ONMCh JOKYMEHTOB Ha JMCTax.

(®.11.0. MHOIMBUIOYAJIbBHOTO MNPENIPMHMMATEJSA, PYKOBOIUTEJA OPMAMYECKOI'O JMLa WMIIM
MHOTO JiMlia, MMEKRIEero NpaBO OEeMCTBOBATbH OT MMEHM 3TOTO KPMIAMYECKOTO JIMLa)



20

M.

Ha ©GslaHke opTraHM3aLMM

II. (opM HaIU4UM) (lMopnmce)

MpunnoxkeHne N 4

K AAMWUHUCTPATUBHOMY pernameHTy
depepanbHoOli cny*Kbbl NO Hag3opy B chepe
34,paBOOXPaHEHMA MO NPeAoCTaBAEHUIO
rocy4apCTBEHHOM YCYrv NO rocy4apCTBEHHOM
perucTpauumn meanuMHCKUX U3aenuni,
yTBEPXKAEHHOMY MPUKa3OoM

depepanbHoi cny*Kbbl No Haasopy

B chepe 34paBOOXpPaAHEHUSA

oT 6 mana 2019 r. N 3371

B degnmepanbHyHO Ccrayx0Oy IO HaI30py
B cbepe 3OpaBOOXPaHEHUA
109074, Mockea, CjnaBgHckas mia., n. 4, crp. 1

3asaBJIeHUe

O BHECEHUM M3MEeHEeHUM B IOOKYMEHTEI, cCcoepXalrecCd B PerMCcCTpaluMOHHOM
OJOoCbe, He Tpe6ylommx IIpOBeIeHMA JSKCIIEPTU3bEl KadecTBa, S(D(DQKTVIBHOCTVI
u 6e30NacCHOCTM MEeIOUMIMHCKOTO M3OejMs B CBA3M C M3MEeHEHUEM

(HyXHOe yKaszaThb)

Tpebyemble cBEAEHUA CeaeHus,

npeacTaBAeHHble
3asBuTENIEM

HanmeHoBaHME MegMUMHCKOrO wu3genva (C  yKasaHuem
, HeobXxoaAnMbIX ana npuMeHeHnA

I'IpMHa,D,J'IE)KHOCTEﬁ

MmeagnunHCKoro wmsagenuna no

TOBAPHOro 3HakKa

MeanUNHCKOIro n3genna B Ciyd4yae UX HaHeCeHMA Ha YNaKOBKY

M UHbIX

MeanunmHCKOro nsagenuna <*>

Ha3HayeHUIo), C YKasaHuem
Ccpeacts  MHAMBMAYaNMU3aLUK

B oTHOWeHMN pa3paboTymKka MeanLMHCKOro U3aenmsa:

2.1

OpraHMBaLI,MOHHO-I'IpaBOBaﬂ

HanmeHoBaHMe rpumnanyeckoro anmua cC TpchnMTepaumeﬁ, nnn

damumana, uma

AOKYMEHTa, yAaocTtoBepAwuwero JAnM4YHOCTb UMHAUMBUAYA/NIbHOIO

npegnpuHnmartena

M OT4EeCTBO

dopma n nonHoe

(npn  Hanuumm), pexkBU3UTLI

2.2

CoKpallleHHOe HaVMMeHOBaHWe opuauyYeckoro auua (npu

HaM4YnK)

2.3

q)MpMEHHOE HanmeHoBaHMe Hpunany4yeckoro nauua (I'IpM

HaM4unK)

2.4

NaeHTUPMKaALMOHHDBIN HOMep HanoronaaTeNblmKa

25

A,u,pec MeCTa HaxoXaeHnAa opnan4eckoro 1mua




2.6 Homepa TenedpoHoB

2.7 Afpec  3N1EeKTPOHHOW  MOYTbl  HOPUAMYECKOrO  NMLQ,
WUHAMBWMAYANbHOIO NpeanpuHMMmaTens (Npu Haanyuum)

3. B oTHOWeHMK NponssoguTens (M3roToBUTENS) MEAULMHCKOTO U3genus:

3.1 OpraHunsaymMoHHO-NpaBoBasn dopma 7 nosiHoe
HaMMeHOBaHME PUANYECKOrO LA C TPAHCAMTEpaLMeENn, Uam
bamunma, MmMAa M OTYEeCTBO (MpM  HaAMuMKM), PEKBU3IUTBI
OOKYMEHTa, YLO0CTOBEPAOLWErO JIMYHOCTb MHAUBUAYANBHOTO
npegnpuHumaTens

3.2 CoKpalweHHoe HaMMeHOBaHWe pUaMYecKkoro auua (npu
HaM4unK)

33 drupmeHHOE HaMMeHOBaHWE tOpuUAMYECKOro aunua (npu
HaM4unK)

3.4 NaeHTUPMKaALMOHHDBIN HOMEep HanoronaaTeNblmKa

35 AZpec mecTa HaxoXAeHMA IPUANYECKOro nua

3.6 Homepa TenedpoHoB

3.7 Agpec  3N1eKTPOHHOW  MOYTbl  HOPUAMYECKOrO  NMLQ,
WMHAMBWUAYANbHOTO NpeanpuHMMmaTens (Npu Haanuum)

4. B OTHOWEHWW YMNOJIHOMOYEHHOrO MNpeacTaBuTens npoussoauTens (M3rotoBuTens)
MeOVLMHCKOro n3genusa:

4.1 OpraHunsaymMoHHO-NpaBoBan dopma 7 nosiHoe
HaMMeHOBaHME HPUANYECKOrO Auua, uan Gamuauna, UMAa U
0OT4eCTBO (npwm Hanuumm), PEKBU3UTDI OOKYMEHTa,
YAOCTOBEPAIOLLErO NINYHOCTb WHOVBUAYANBHOTO
npeanpuHMmaTena

4.2 CoKpaleHHOe HaMMeHOBaHWE PUAMYECKOro anua (npu
HaM4unm)

4.3 dupmeHHOe HaMMeEHOBaHMWE lpUAMYECKoro aunua (npu
Hannumm)

4.4 NaeHTUPMKaALMOHHDBIN HOMeP HanoronaaTeNblmKa

4.5 Anpec mecTa HaxoX4eHUA PULNYECKoro Anua

4.6 Homepa TenedpoHoB

4.7 Aopec  31eKTPOHHOM noYTbl lopugnyeckoro  nnua,
WMHAMBWUAYANIbHOTO NpeanpuHUmMmaTens (Npu Haanuum)

5. B OTHOWEHMM AMUA, Ha WMMA KOTOPOro MOXKeT OblTb BbIAAHO pPEerncTpaLmMoHHoe
y40CTOBEPEHUE:

5.1. OpraHusaumMoHHo-NpasoBasn dopma 7 nosaHoe

HaMMeHOBaHWe OPUANYECKOrO MUa C TpaHCAUTepaumen, nim




dbamunnsa, MmMAa M OTYeCTBO (MpM  HaINYMKM), PEKBU3UTBI
OOKYMEHTa, YAO0CTOBEPAIOLWEro JIMYHOCTb WMHAWBUAYANIbHOTO
npeanpuHMmaTena
5.2 CoKpallleHHOe HaMMeHOBaHWE topuauyeckoro nuua (npwu
Hannumm)
5.3. dupmeHHOe HaMMeHOBaHMWE lopuUAMYEcKoro auua (npu
HaM4unK)
5.4. NaeHTUOMKALMOHHbBIN HOMep HanoronaaTeblmKa
5.5. AfJpec mecTta HaxoXaeHuA 1opuamMyeckoro amua
5.6. Homepa TenedpoHoB
5.7. Aopec  31eKTPOHHOM noYTbl lopugnyeckoro  nnua,
WMHAMBWUAYANbHOTO NpeanpuHUMmaTens (Npu Haanyum)
6. MecTo npon3BoACcTBa MeANLMHCKOro U3aenns
7. HasHayeHMe MegMUMHCKOro u3genunda, YCTaHOBAEHHOE
npoussoauTenem (MsrotosuTenem)
8. Bua MeOMUMHCKOro  mM3genMa B COOTBETCTBUM  C
HOMEHKNATYPHOM KnaccudumKkaumen meguUMHCKUX N3genni
9. Knacc noTeHUManbHOro pucka NpUMeHeHua MeanLUHCKOro
n3gennsa B COOTBETCTBUM C HOMEHKNATYPHON KnaccuduKaumen
MeANLIMHCKUX N3aenni
10. Kog Obuiepoccuiickoro KnaccuduKkatopa npoaykuuu no
BMAAM SKOHOMMYECKOWN AeATENbHOCTU
11. Crnocob nonyyeHuns MHPopmaLmMn, CBA3aHHOM C NpoLeaypon
BHECEHUA M3MEHEHW B LOKYMEHTbl, coAepKawumecs B
perncTpaunmoHHOM 40Cbe
12. Cnocob nosy4yeHUsa SOKYMEHTOB M MHOOPMALMM, CBA3AHHOMN <*> HapouHo no
C npoueaypoii BHECEHUA  U3IMEHEHWN B  OOKYMEHTbI, | AJOBEPEHHOCTMU.
cofeprKalmMxcA B PErMCTPALMOHHOM J0ocCbe, He Tpebyromx <*> Hanpasutb
NpoBeAEHMA  3KCNepTM3bl  KayecTBa, IGGPEKTUBHOCTM UM |3aKasHbIM NOYTOBbIM
6€e30MacHOCTN MeAULIMHCKOTO N3aenns OoTnpaB/ieHnem o
yBeagomaeHnem o}
BpyYeHUMU.
13. CeegeHuns 06 onnate rocyAapCTBEHHOM MOW/AWHLI (gata u

HOMeEp NAATEXHOIO NOPyYeHUn) <***>

<*> HyxXHOe yKa3aThb.

3aBEepPeHHOMY

<**>  YkaszsaHME NPMHAOJIEXHOCTEM, HeOOXOIOMMEIX IOJIs [NPMMEeHEeHUS MeIULMHCKOTO
u3genMs IO Ha3HA4YEeHMIO, BOBMOXHO B BMIE NPMIJIOXEHUSA K 3asaBJIEHUDO,
nedaTeio (NIpM HaJIMUMM) M HNOONMCBI PYKOBOIUTEJIA.

K

<k F*> YkaseHBaeTCS 10 MHMIMATUBE 3asABUTEJIS.

3aAaBJIEHUIO e} BHECEHUU U3MEeHEeHUM B

IOOKYMEHTH,

comepxamme cs

B



PETUCTPALMOHHOM oocke, He TpebOyolMx [IPOBEeOeHMS BKCIEePpTU3h KadecTBa,
20beKTUMBHOCTHU u ©0e30MNacCHOCTM MeIOULUMHCKOTO WM3OeJIusd, npmijaraeTcsa OIUCh
IOOKYMEHTOB Ha JIMCTax.

HacTosaummmMm yoocToBepAdAeTCcHd,

(©.1.0.

VMHIVBUOYAJbHOTO IMIPEIANPUHMMATENS, PYKOBOIUTEJS OPUAMYECKOTO JIMila
iy MHOI'O JiMlla, MMeEKNeIro IIpaBo HeﬁCTBOBaTb OT MMEHM 3S5TOI'O
OPUONYECKOTO JIMLA)

M.II. (ODpu HaJIWUuumM) (lTopnmco)

MpunoxerHue

K 3aAB/IEHMIO O BHECEHUMU

N3MeHeHUM B AOKYMEHTbI, cogepKalimecs
B PErMCTPALMOHHOM A0Cbe, He TpebytoLwmx
nposefeHMA 3KCNepTU3bl Ka4ecTBa,
adPeKTMBHOCTM M Be3onacHOCTH
MeOVLIMHCKOTo n3aenms

Onmce OJOKYMEHTOB

YTO 3a4dBUTEITIb

(HaMMeHOBAaHMEe 23aSIBUTEJIS)

npencraBmil

B

B PocsapaBHaﬂsop HMXecrsiegyrume IOJOKYMEHTHEI IOJIA BHECEHUA VB3MEeHEHUM
comepxaumyiecd B permcrpallMOHHOM IIOCbe, He Tpe6ymmmx IIpoBenIeHMA
SQQQKTMBHOCTM u 6e30NacCHOCTM MEeIOULMHCKOTO M3Oensd

OOKYMEHTH,

SOKCIIEpTU3bl KadecTBa,

N HanvmeHoBaHMe AOKYMEHTA
n/n

Kon-Bo
ZINCTOB

MpumeyvaHue

IDOKYMEHTE CcOaJjl
3agBUTENb/IpeacTaBuTellb
BagaBuUTeNq:

(®.M.0., OOJXHOCTL, IONIMUCEH)

(PEXBU3UTE TOBEPEHHOCTHA)

IJOKYMEHTEl IIPUHAJ
IOOJDKHOCTHOEe JIMLO Pocs3mpaBHanzopa:

(®.1.0., IOIONMCH )
IDaTa
Bxomammmm N

KomnuecTBO JIMCTOB

OOJIXHOCTE,

MpunoxkeHne N 5

K AOMUHUCTPATUBHOMY pernameHTy
depepanbHOM cnyxbbl N0 Haa3opy B chepe
34paBoOOXpaHeHnA No NpeaoCcTaBieHUIo
rocy4apCTBEHHOM YCYrv NO rocyAapCTBEHHOM



perucTpaunmn meauumHCKUX U3aenunii,
yTBEPKAEHHOMY MPUKa3OoM
depepanbHo cny*Kbbl No Haa3opy

B chepe 34paBOOXpPaAHEHUSA

oT 6 mana 2019 r. N 3371

Ha 6GJsilaHke opTraHM3aLuu B demepalibHy CJyXx0y 10 HAO30PY
B cbepe zOpaBOOXpaHeHUS
109074, Mockea, CinaBgHckas mia., n. 4, crp. 1

BaaBJjieHUe
O BHECEHUM M3MEeHEeHMM B HOOKYMEHTH, COoIepXallMeCs B PeTrMUCTPALMOHHOM
mocbe, TpelyoUMX NPOBEIESHMS SKCIEPTU3H KauecTBa, 3bbeKTMBHOCTHU
1 6e30IacHOCTM MeIMLMHCKOTO M3OeJusa B CBA3M C M3MEeHEeHUEeM
(HyXXHOe YyKa3aThb)

Tpebyemble cBegeHUsA CeepeHua,
n/n npeacTaBAeHHble
3aAsuTenem
1. HanmeHoBaHMe mMeAMUMHCKOrO u3aenma (c  yKasaHuem
NPUHaANEKHOCTEN, HeobxoaMMbIX ana npUMeHeHuA

MeAMUMHCKOrO U34eNMA MO Ha3HayeHulo), C YyKasaHuem
TOBApHOrO 3HaKa W MWHbIX CpeacTB  UHAMBMAYaAM3aLuUM
MeANLUMHCKOrO U34eNna B Caydae MX HaHeceHWa Ha YynaKoBKY
MeANLUMHCKOro usgenma <*>

2. B oTHOWeHMN pa3paboTymKka MeaNLMHCKOrO U3aenmsa:

2.1 OpraHunsaymMoHHO-NpaBoBasn dopma 7 nosiHoe
HaMMeHOBaHME PUANYECKOrO NNLA C TPAHCAUTEpaALMEN, Uan
dbamunma, MmMA M OTYEeCTBO (MpM  HaAUYMKM), PEKBU3UTBI
OOKYMEHTa, YLO0CTOBEPAOLWETO JIMYHOCTb MHAUBUAYANbHOTO
npegnpuHumaTens

2.2 CoKpalweHHOe HaMMeHOBaHWe pUaMYeckoro auua (npu
Hannumm)

2.3 dupmeHHOe HaMMeHOBaHWe topuguyeckoro auua (npwm
HaM4unK)

2.4 NaeHTUPMKaALMOHHDBIN HOMeP HanoronaaTeNblmKa

2.5 Aapec MecTa HaxoXAeHUA PUAMYECcKoro AnMua

2.6 Homepa TenedpoHoB

3. B oTHoWweHWN nponssoguTens (M3I’OTOBMT€I1FI) MmegnunHCKOro nsaenna:

3.1 OpraHusaumMoHHoO-NpasoBas dopma 7 nosaHoe
HaMMeHOBaHMe PUANYECKOrO NnLA C TpaHCAUTepaLmen, nam
dbamunmsa, MmMAa M OTYEeCTBO (MpM  HaINuYMKM), PEKBU3UTBI
OOKYMEHTa, YA0CTOBEpALWero JIMYHOCTb WHANBUAYANbHOrO
npeanpuHumartens

3.2 CoKpalleHHOe HauMeHOBaHWe topuauMyeckoro auua (npu
HaM4unK)




3.3 dupmeHHOe HaMMeEHOBaHMWE lopuUAMYEcKoro auua (npu
Hannumm)

34 NaeHTUOMKALMOHHbBIN HOMep HanoronaaTeblmKa

3.5 Anpec mecTa HaxoX4eHUA PUANYECKoro Anua

3.6 Homepa TenedpoHoB

3.7 AOpec  31eKTPOHHOM noYTbl lopugnyeckoro  nnua,
WMHAMBWUAYANbHOTO NpeanpuHUmMmaTens (Npu Hananuum)

4. B OTHOWEHWW YMNOJHOMOYEHHOrO MNpeacTaBuTens npoussoauTens (M3rotosuTens)
MeaMLUMHCKOro usgenua:

4.1 OpraHusaumMoHHo-NpasoBasn dopma 7 nosaHoe
HAaMMEHOBaHME HOPUANYECKOrO AnLa, AN daMuaunsa, UMa U
OTYECTBO (npwm HaMuum), PEKBU3UTDI OOKYMEHTa,
y40CTOBepAIoLLEero NINYHOCTb WHOVBUAYANBHOTO
npeanpuHumaTens

4.2 CoKpaleHHOe HaMMeHOBaHWE PUAMYECKOro Anua (npu
Hannumm)

4.3 dupmeHHOEe HaMMEHOBaHMWE lpUAMYECcKoro aunua (npu
HaM4YnK)

4.4 NaeHTUPMKaALMOHHDBIN HOMep HanoronaaTeNblmKa

4.5 Anpec mecTa HaxoX4eHUA PUANYECKoro Anua

4.6 Homepa TenedpoHoB

4.7 Aopec  31eKTPOHHOM nouYTbl lopugnyeckoro  nnua,
WHAMBWMAYANbHOIO NpeanpuHMMmaTens (Npu Haanyuum)

5. B OTHOWEHMM AMUA, Ha WMMA KOTOPOro MOMKET OblTb BbIAAHO pPEerncTpaLMoHHoe
YAOCTOBEpeHMne:

5.1. OpraHusaumMoHHO-NpasoBas dopma 7 nosaHoe
HaMMeHOBaHME PUANYECKOrO NLA C TPAHCAMTEPaALMEN, Uan
bamunma, MmMAa M OTYEeCTBO (MpM  HaAM4MKM), PEKBU3UTBI
OOKYMEHTa, YyAO0CTOBepALlWero AWYHOCTb WMHAUBUAYANbHOrO
npeanpuHumaTens

5.2. CoKpalweHHOe HaMMeHOBaHWe pPUaMYecKkoro auua (npu
Hannumm)

5.3. dnupmeHHOEe HaMMeEHOBaHWE tOpUAMYECKOro aunua (npu
HaM4unK)

5.4. NaeHTUPMKaALMOHHDBIN HOMep HanoronaaTeNblmKa

5.4. Afpec mecTa HaxoXAeHUA LPUANYECcKoro anua

5.5. Homepa TenedpoHoB




5.6. AZpec 3N1EeKTPOHHOW MOoYTbl opuaMyeckoro auua (npu

Hannumm)
6. MecTto npon3BoAcTBa MeANLUMHCKOro usgenus
7. HasHayeHMe MegUMUMHCKOro u3genunda, YCTaHOBAEHHOE

npoussoauTenem (MsrotosuTenem)

8. Bua  MeAMUMHCKOrO  M34ennMs B COOTBETCTBMM  C
HOMEHKNaTYPHOW KnaccupuKkaumein MeamUMHCKUX U3aenmi

9. Knacc noTeHUManbHOro pucka NpUMeHeHuAa MeanLUHCKOro
n3genns B COOTBETCTBUM C HOMEHKIATYPHON KnaccudbuKaumen
MeaNLMHCKUX U3aenni

10. Kog Obuwepoccninckoro KnaccuduKkatopa nNpoayKuMn ans
MeaMLUMHCKOro usaenus

11. Crnocob nonyyeHuns HPopmaLmm, CBA3aHHOM C npoueaypon
BHECEHMA W3MEHeHWN B AOKYMEHTbl, coAepyKalinecs B
perucTpaumoHHoOm aocbe

12. Cnocob nony4yeHUs A4OKYMEHTOB U MHbOPMALMK, CBS3AHHOM <*> HapouHo no
C npoueaypon BHECEHWA WU3MEHEHWIA B  [AOKYMEHTbI, | JOBEPEHHOCTMU.
coAepKalmxcs B PErucTpaumMoHHOM [0Cbe, Tpebylolmx <*> Hanpasutb
NpoBeAEHMA  3KCNepTM3bl  KayecTBa, IPGPEKTUBHOCTM UM |3aKasHbIM MOYTOBbIM
6€e30MacHOCTN MeAULIMHCKOTO N3aenns OTnpaBAeHNEM C

yBeLOMNEHNEM o
BPYYEHUMU.
13. CeegeHuns 06 onnate rocyAapCTBEHHOM MOWAWHLI (gata u

HOMeEp NAaTEXHOro NOPyYeHUsn) <***>

<*> HyxXHOe yKa3aThb.

<**>  YkaszsaHME NPMHAOJIEXHOCTEM, HeOOXOIOMMEIX IOJIS [NPMMEeHEeHUS MeIULMHCKOTO
n3n0eamsa [0 Ha3HA4YeHMI0, BO3MOXHO B BUIE IPUIIOKEHMSA K 3asABJIEHMIO, 3aBEPEHHOMY
IeyaThbio (OpM HaIMUMM) M INOIANMUCHID PYKOBOIOUTEIS.

<EFFX> Yral3bIBAeTCHa 10 MHMLIMATUBE 3aSBUTEJIA.

K 3a4dBJIECHUIO o BHeCeHNN U3MEHEHUMN B IJOKYMEHTEI, comepxammecHd B
PerMcrpalOHHOM oocbe, Tpe6ylommx IIpoBenIeHMA SKCIIEepTM3bL KaduecTeBa,
S(D(DQKTVIBHOCTVI n f6e30macHOCTHU MeIMIMHCKOTI'O nsnejsmnda, IpuilaraeTcHd OIIMCBb
JOKYMEHTOB Ha _ JIMCTAaxXx.

(®.71.0. MHOMBUIOYAJIbLHOTO MNPEeNIPMHMMAaTENS, PYKOBOIUTEJS HOPUINYUECKOTO JIMila
WM MHOTO JiMlla, MMEKIero NpaBO HOeMCTBOBATbL OT MMEHM 3TOTO
OPUONYECKOTO JIMLA )

M.II. (Opu HaJIWUuuM) (lTopnmuco)

MpunoxerHue



HacTosammmMm yoocToBepAdeTCd, 4YTO 3aABUTEJTIb

K 3aABNEHUIO O BHECEHUN

N3MeHeHUN B AIOKYMEHTbI, cogepKalimecs
B PErMCTPALMOHHOM A0Cbe, TpebytoLwmx
NpoBeAEHMA IKCNEPTU3bI KauecTsa,
addeKTMBHOCTM M Be3onacHOCTU
MeZNUMHCKOro usaenms

Onmce JOKYMEHTOB

(HaMMeHOBaHMEe 3aSIBUTEJIS)

npencraBmil B PocsapaBHaﬂsop HMXecrsiegyrume IOJOKYMEHTHEI IOJIA BHECEHUA VB3MEeHEHUM

B

OJOKYMEHTEI, comepxaumyrecHd B PerMcrpalMOHHOM IOOChbe, Tpe6ymmmx IIpoBeneHMA

SOKCIIEpTU3bl KadecTBa, SQQQKTMBHOCTM u 6e30NacCHOCTM MEeIOULMHCKOTO M3Oensd

n/n

HaMMEHOBaHMEAOKYMEHTa Kon-so MpumeyvaHue
TNCTOB

IDOKYMEHTE CcOaJjl IJOKYMEHTEl IIPUHAJ
3agBUTENb/IPeacTaBUTellb OOJIXKHOCTHOe JuLo Poc3ppaBHanszopa:
3agBuTesng:

(®.M.0., OOJXHOCTL, IONIMUCH) (®.M.0., OOJXHOCTL, IONIMUCEH)

IDaTa

(PEeKBUBUTE OOBEPEHHOCTMN) Bxogammm N
KonmuecTBO JIMCTOB

MpnnoxkeHne N 6

K ALMUHUCTPATUBHOMY PEriaMeHTy
depepanbHOM cnyxbbl N0 Haa3opy B chepe
34,paBOOXPaHEHMA MO NPeAoCTaBAEHUIO
rocy4apCTBEHHOM YCYrv NO rocyAapCTBEHHOM
perucTpauumn meanuMHCKUX U3aenuni,
yTBEPKAEHHOMY MPUKa3OM

depepanbHoi cny*Kbbl No Haasopy

B cdhepe 34paBOOXpPaAHEHUA

oT 6 mana 2019 r. N 3371

Ha ©OJsiaHke opraHmM3aluuu B degmepanbHy Cayx0Oy IO HaI30py
B chepe 3IpaBOOXPaHEHUS
109074, Mockea, CnaegHckad mJja., n. 4, crp. 1

3asaBJIeHUue
O BBHIIOAQUE HyGHMKaTa pePMCTpauMOHHOPO yHOCTOBepeHMH
Ha MeIMLMHCKOEe Mu3Iejiue

Tpebyemble cBeaeHUA CseaeHus,




n/n

npeacTaBAeHHble

3aAsuTenem

1. HanmeHoBaHMEe mMeaMUMHCKOrO u3genua (c  yKasaHMeMm
NPUHaANEKHOCTEN, HeobxoaMMbIX ana npUMeHeHuA
MEeAULUMHCKOIO M34ennsas Mo Ha3HauyeHUo), C YKasaHMEM
TOBApPHOrO0 3Haka M MHbIX CPeacTB WHAMBMAYANAU3ALUMK
MEeAVUMHCKOro U3genua B Caydae MX HaHEeCEHWUA Ha YMaKoBKY
MeANUMHCKOro usgenma <*>

2. B oTHOWeHMN pa3paboTymKka MeaNLMHCKOrO U3aenmsa:

2.1 OpraHusaumMoHHo-NpasoBas dopma 7 nosaHoe
HaMMeHOBaHME IPUANYECKOTrO ANLA C TPAHCAUTEpaLUeEn, MU
dbamunmsa, MmMA M OTYEeCTBO (MpM  HaNYMKM), PEKBU3UTBI
OOKYMEHTa, YAOCTOBEPAIOWEro AUMYHOCTb WMHAWUBUAYANbHOIO
npegnpuHMmaTens

2.2 CoKpallleHHOe HaMMeHOBaHWE topuamyeckoro nuua (npwu
HaM4unK)

2.3 dupmeHHOEe HaMMeEHOBaHMWE lpUAMYECcKoro auua (npu
Hannumm)

2.4 NaeHTUOMKALMOHHbBIN HOMep HanoronaaTeblmKa

2.5 ALpec mecTa HaxoX4eHUA PUANYECKoro Anua

2.6 Homepa TenedpoHoB

2.7 Aopec  31eKTPOHHOM nouYTbl lopugnyeckoro  nua,
WMHAMBWUAYANbHOTO NpeanpuHMMmaTens (Npu Haanuum)

3. B oTHoWweHMN NponsBoanTensn (M3rotToBmTeNA) MEANLMHCKOTO U3AEeNNA:

3.1 OpraHusaumMoHHo-NpasoBas dopma 7 nosaHoe
HaMMeHOBaHME PUANYECKOTrO ANLA C TPaHCAUTEepaLUen, Unm
dbamunnsa, MmMAa M OTYeCTBO (MpM  HaNuYMKM), PEKBU3UTBI
OOKYMEHTa, YAOCTOBEPAIOWEro AUYHOCTb WMHAWUBUAYANIbHOIO
npegnpuHMmaTens

3.2 CoKpallleHHOe HaMMeHOBaHWE topuamyeckoro nuvua (npwu
HaM4YnK)

3.3 dupmeHHOe HauMMeEHOBaHMWE lpUAMYECcKoro aunua (npu
Hannumm)

34 NaeHTUOMKALMOHHbBIN HOMep HanoronaaTeblmKa

3.5 ALpec mecTa HaxoX4eHUA PUANYECKoro Anua

3.6 Homepa TenedpoHoB

3.7 AOpec  31eKTPOHHOM noYTbl lopugnyeckoro  nua,
WMHAMBWMAYANbHOTO NpeanpuHUmMmaTens (Npu Haanyum)

4, B oTHOLWEHMN YNONHOMOYEHHOIO NPeAcTaBUTeNs NpoussoauTens (MarotoButens):




4.1 OpraHusaumMoHHo-NpasoBas dopma 7 nosaHoe
HAaMMEHOBaHME HPUANYECKOrO AnLa, AN daMuaunsa, UMA U
OTYECTBO (npwm HaMuum), PEKBU3UTDI OOKYMEHTa,
YAOCTOBEPAIOLLErO NINYHOCTb WHOMBUAYANBHOTO
npeanpuHMmaTena

4.2 CoKpaleHHOe HaMMeHOBaHWE PUAMYECKOro Anua (npu
Hannumm)

4.3 drpmeHHOE HaMMeHOBaHWE tOpUAMYECKOrO Aunua (npu
HaM4unK)

4.4 NaeHTUOMKaALMOHHDBIN HOMep HanoronaaTeNblMKa

4.5 Anpec mecTa HaxoX4eHUA PULNYECKoro Anua

4.6 Homepa TenedpoHoB

4.7 AOpec  31eKTPOHHOM noYTbl lopugnyeckoro  nnua,
WHAMBWMAYANbHOIO NpeanpuHMMmaTens (Npu Haanuum)

5. B oTHOWeEHMM KL, Ha UMA KOTOPOTO BblAAHO PETMCTPALMOHHOE YAOCTOBEPEHME:

5.1 OpraHusaumMoHHo-NpasoBasn dopma 7 nosaHoe
HaMMeEHOBaHME IPUANYECKOTrO ANLA C TPaHCAUTEpaLUeEn, Uan
dbamunmsa, MmMAa M OTYeCTBO (MpU  HaNuYMKM), PEKBU3UTBI
OOKYMEHTa, YLO0CTOBEPAOLWETO JIMYHOCTb MHAUBUAYANBHOTO
npegnpuHMmaTens

5.2 CoKpaleHHOe HaMMeHOBaHWE PUAMYECKOro Anua (npu
Hannumm)

5.3 dupmeHHOe HaMMEHOBaHMWE lpUAMYEcKoro auua (npu
HaM4YnK)

5.4 NaeHTUPMKaALMOHHDBIN HOMep HanoronaaTeNblmKa

5.5 AZpec MecTa HaxoXAeHMA IPULANYECKOro nua

5.6 Homepa TenedpoHoB

5.7 Afpec  3N1eKTPOHHOW  MOYTbl  HOPUAMYECKOrO  NMLa,
WHAMBWMAYANbHOIO NpeanpuHMMmaTens (Npu Haanyuum)

6. MecTo npon3BoACTBA MEAULIMHCKOTO N3aenma

7. HasHayeHMe MegUMUMHCKOro u3genunda, YCTaHOBAEHHOE
npoussoauTenem

8. Bna  meguuMHCKOro  u3genma B COOTBETCTBMM €
HOMEHKNATYPHOI KnaccudumKaumen megmuUnMHCKUX U3genni

9. Knacc noTteHUManbHOro pucka NpuMeHeHWa MeauLMHCKOro
n3aenma B COOTBETCTBMM C HOMEHKNATYPHOW Knaccudbukaumen
MeANUMHCKUX U3aenni

10. Kopa, Obuepoccuinckoro Knaccudumkatopa MNpoayKuuu ans




MeAVULMHCKOTO  uM3genua uam  Kog — O6Liepoccuiickoro
Knaccudpukatopa npoayKuMM Mo BUAAM  SKOHOMMUYECKOM
AeATenbHOCTM (B 3aBUCMMOCTM  OT  YKasaHHOroO B
PervcTpaumoHHOM y40CTOBEPEHNN)

11. Cnocob nosyyeHuns MHPOPMaLMK, CBA3AHHOW C NpoLeaypom
BblAaun Ay6anKaTa permcTpaLMoHHOro YA0CTOBEPEHUS

12. Crnocob6 nosyyYyeHua pPerucTpauMoHHOro YAOCTOBEpeHMA Ha <*> HapouHo no
MeauUMHCKOoe nsaenue [OBEPEHHOCTN.
<*> Hanpasutb

3aKasHbIM NOYTOBbLIM
oTnpasneHnem c
yBe4OMAEHNEM o]
BpyYEHUMN.

13. MpuynHa Bblgaum gybankata

14. CeegeHuns 06 onnate rocyAapCTBEHHOM MOW/AWHLI (gata u

HOMeEp NAATEXHOro NOPyYeHUsn) <***>

<*> HyxHOe yKaz3aThb.

<*x*> YkaszsaHME NPMHAOJIEXHOCTEM, HeOOXOOMMEIX OJIs [NPMMEeHEeHUS MEeIULMHCKOTO
usneama IO Has3HAUEeHM, BO3MOXHO B BMIE IIPUJIOKEHUA K 3aABJIEHMIO, 3aBEPEHHOMY
nedaTeio (NIpM HaJIMUMM) M HNOONMCBI PYKOBOIOUTEJIA.

<***> YraszpBaeTCA IO MHMLUMATUBE B3agABUTENIA.

K 3aABJIEHUMIO O BBIIIa4YeE ,J:[y@J'H/IKaTa PervMcTpaluyOHHOTIO YIZOCTOBEPEHNUA
npujlaraeTcda OIIMCb IOOKYMEHTOB Ha JIICTax.

(®.11.0. MHOIMBUOYAJIBHOTO NPENIPMHMMATEJS, PYKOBOIUTEJS KPUOMYECKOTO JMlla
MY MHOTO JIMlLa, MMeKMero NpaBO OeMCTBOBATH OT MMEHM 3TOTO
OPUONYECKOTO JIMLa)

M.II. (OopM HaJIMUUMK) (lMoponmce)

MpunnoxkeHne N 7

K AAMWUHUCTPATUBHOMY pernameHTy
depepanbHOl cny»Kbbl NO Hag3opy B chepe
3/1paBOOXPaHEHUA NO NPeAOCTABAEHWNIO
rocy4apCTBEHHOM YCYrv NO rocyAapCTBEHHOM
perucTpauumn meanumMHCKUX U3aenuni,
yTBEPKAEHHOMY MPUKa3OM

depepanbHoi cny*bbl No Haagzopy

B chepe 34paBOOXpPaAHEHUSA

oT 6 maa 2019 r. N 3371

Ha OJjiaHke oOpTaHM3aALUN B demepainbHy Ciyx0y IO HAI30DPY
B chepe 3IpaBOOXPaAHEHUS
109074, Mockea, CnaegHckad mJja., n. 4, crp. 1



3asaBJIeHUE
06 OTMEHe TI'OCYyIapCTBEHHOM peruMcTpaluuy MeIMLUMHCKOITO M3OeJMd

(HamMeHOBaHME 3agBUTeNS (NOJHOE M (IPM HalMuMM) COKpalleHHOEe HauMeHOBaHMe, B
TOM uuce brpmMeHHOE HaMMeHOBaHue, OpTraHM3alMOHHO-IIpaBoBasa bopma
OPUONYECKOTO JMLa) )

IIPOCUT OTMEHMTHE T'OCYHAPpCTBEHHYIO perrMcTpalMido MeIMIVHCKOI'O M3OeJind

(HaMMeHOBaHUE MeOMLMHCKOTO nus3nenms (c yKasaHueM IpMHaOJIeXHOCTEN,
HeOOXOOMMEIX IJIS [IPUMEHEeHMUI MeOUIMHCKOIO M3IOEeJIMSa 10 HAa3HAYEeHUD) )

(nata TOCYyIapCTBEHHOU perucrpaumumn MeIOULMHCKOTO U3OeIns n ero
PETUCTPALMOHHLIM HOMEpP)

B CBA3M C

K 3agBJIEHMI O BOS3OOHOBJIEHMM T'OCYIAPCTBEHHOM pPEerucTpauuy MeIMLIMHCKOTO
n3mesaus npujiaraeTcs ONMCh OOKYMEHTOB Ha JIMCTax.

(®.¥1.0. MHOIMBUOYAJIBHOTO NPENIPMHMMATEJS, PYKOBOIUTEJS KPUOMYUECKOTO JMlla
WM MHOTO JMlLa, MMERUeIo NpabBo IOeMCTBOBATb OT MMEHM 3TOTO
OPUAONYECKOTO JIMLa)

M.II. (OpM HaJIM4UUM) (lMopnmuce)
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