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COBET EBPA3NACKON 3KOHOMUYECKO KOMUCCUI
PELLEHUE

ot 12 cheBpans 2016 roga N 46

(0]

MpaBunax perncTpaumv 1 aKCNepTU3bl 6€30MNacHOCTU, KauecTBa N 3(PPEKTUBHOCTU MEOULUMHCKUX

usgennii
(c nsmeHeHnsimm Ha 30 mapTta 2023 roga)

JOKYMEHT C N3MEHEHUAMU, BHECEHHbIMMU:

peweHnem CoBeta EDK o1 24 pekabpa 2021 roga N 144 (OdpmumanbHblli caint EBpasumiickoro
3KOHOMMYECKOro coto3a www.eaeunion.org, 19.01.2022) (o nopszike BCTYNIEHUSA B CU/TY CM.

NYHKT 2 peweHns Coseta EQK oT 24 aekabps 2021 roga N 144);

peweHvem Coseta EJK or 19 mas 2022 roga N 84 (OdwumanbHblii calt EBpasuiickoro
9KOHOMMYECKOro coto3a www.eaeunion.org, 09.06.2022);

peweHvem CoBeta EDK ot 30 mapra 2023 roga N 50 (OdwmumanbHbiii caiit EBpasuiickoro
3KOHOMMYECKOro Coto3a Www.eaeunion.org, 24.04.2023).

B cootBeTcTBUM C

nyHKTOM 2 cTatby 31 JloroBopa 0 EBpa3niickom 3KkoHOMMU4YeCckoM coto3e oT 29 mad 2014 roga,

nyHKTamu 2 u

4 ctatb 4 CornalleHns 0 eAmMHbIX NpuHUMNax U npasBuaax obpalleHns MeauLUHCKUX WU3Aenni
(n3pennin MeauUMHCKOro HasHayeHus U MeaVLIMHCKOW TEXHUKWU) B pamMkax EBpasniickoro 3KOHOMUYECKOro
coto3a o1 23 aekabpsa 2014 roga,

nyHKTOM 92 npuioxeHua N 1 k PernameHTy pa6oTbl EBpa3sniickoii 3KOHOMWYECKO KOMMUCCUN,
YyTBEPXAEHHOMY

PeweHnem Bebicliero EBpasMincKOro aKOHOMUYECKOro coBeTa oT 23 aekabpsa 2014 roga N 98, n B
Lensx NCnosIHeHus

PeweHnsa Bebiclwiero EBpa3niickoro sakoHOMMYeckoro copeta oT 23 agekabpsa 2014 roga N 109 "O
peanusauun CornaleHns 0 eauHbIX NpUHUMNAaxX U npaBuaax obpalleHns MeauuUMHCKUX u3nenuii (uagenunii
MEANLMNHCKOr0 Ha3HaYeHUss U MeAULIMHCKOW TEeXHWKM) B pamkax EBpPa3uiickoro 3KOHOMWYECKOro coto3a'
CoBeT EBpa3suniickoit 3KOHOMWUYECKON KOMUCCUM

peLwmn:
1. YTBEpAUTL Npunaraemolie

MpaBwia perucrpaumm u 3KCNepTu3bl 6e30NacHoOCTM, kadecTBa M 3(PEKTMBHOCTU MEAMLIMHCKMX
n3genvii (ganee - Mpasuna).

2. TNyHKT yTpatnn cuny ¢ 24 maa 2023 roga -

NC «Texakcneprt: 6 nokoneHue» VIHTpaHeT
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O lMpaewnax peructpaumm 1 akcnepTr3bl 6e30MacHoCTH, KayecTsa U APAPEKTUBHOCTU MEAULMHCKNX U3Aenunii (C n3mMeHeHnsamu Ha 30
mapTa 2023 roga)
PeweHue Cosema ESK om 12.02.2016 N 46

CrtpaHuua 2

pewieHne Coseta E3SK o1 30 mapta 2023 roga N 50. - Cm.

npeabiayulyo peaakumnto.

3. locypapctBaM-yneHam Ao 31 gekabpsa 2016 roga:
a) YyTBEpPAUTL pasmep c60poB (MOLLIMH) UK MHbIX 06A3aTeNbHbIX NaTexei, NPeAyCMOTPEHHbIX

MpaBunamuv, C Y4eToM C/IOKHOCTV npoueayp ¥ 06bema BbIMOSHAEMbIX pPabGoT, NPOBOAVMLIX B
pechepeHTHOM rocyAapcTBe U rocyapcTBax NpU3HaHus, B TOM Yucse npu:

permcTpaumn MeaULMHCKOro n3aenus;

aKcnepTuse 6e30MacHOCTH, KayecTBa U adHEKTUBHOCTU MEAULMHCKOO U3AeNns;
BHECEHUU U3MEHEHWI1 B PETUCTPALMOHHOE [0Cbe MEeANLMHCKOIO U3enus;
Bblaaue Ay6MMKaToB PErMCTPALMOHHBIX YAOCTOBEPEHMWIA;

6) onpeaenuTb opraHbl (OpraHu3auun), OTBETCTBEHHbIE 3a OCYLLECTB/IEHME perucTpauun, BHeceHue
M3MEHEHWA B PErMcTpauyoHHOE [0Cbe W WHble CBSI3aHHble C perucTpaunein MeguuUHCKMX W3aenuii
npoueaypsl, NpeaycMoTpeHHble MpaBunamu, 1 NporHopMnpoBaTb 06 3TOM EBpPasniickyto 3KOHOMUYECKYHO
KOMUCCUIO.

4. HacTosiee PellueHune BCTynaeT B Cuy No ncteuyeHnn 10 KaneHaapHbIX AHel ¢ AaTbl BCTYNeHUs B
cuny

MpoTokona, nognucaHHoro 2 paekabpsa 2015 roga, O npucoeguHeHun Pecny6ivky ApmeHusa K
CornalleHvio 0 _eiuHbiX [OpyHUMOaxX W NpaBwiax obpalleHns MeAWUVHCKUX U3fgenvin  (usgenwuii
MEeAMLMHCKOr0 HasHavyeHusa 1 MegULMHCKON TEXHVKN) B pamkax EBpasniickoro sakoHOMU4YeCcKoro cotosa ot 23
gekabpsa 2014 roga, HO He paHee 4yeM MO uctedyeHnn 10 KasleHZapHbIX AHERn ¢ gatbl ohmumanbHOro
ony6/MKOBaHUS HacTosLwWero PewweHns.

UneHbl CoBeTa EBpasuiickoii
3KOHOMMYECKOW KOMUCCUN:

OT Pecny6nukn ApmeHusi
B.MabpuensH

Ot Pecny6bnuku benapycb
B.MariowweBckuii

Ot Pecny6nukn KasaxctaH
B.CarvHTaes

OT KbiprbI3ckoii Pecny6nukm
O.lMNaHkKpaTtoB

OT Poccuiickoii degepauunn
W.lWysanos

YTBEPXAEHbI

PeleHnem

CoBeTta EBpasuiickoii
3KOHOMWYECKOI KOMUCCUN

oT 12 cheBpans 2016 roga N 46

(B pegakuun, BBEAEHHOI B AeicTBUNE
c 18 nona 2022 roga

NC «Texakcneprt: 6 nokoneHue» VIHTpaHeT
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O lMpaewnax peructpaumm 1 akcnepTr3bl 6e30MacHoCTH, KayecTsa U APAPEKTUBHOCTU MEAULMHCKNX U3Aenunii (C n3mMeHeHnsamu Ha 30
mapTa 2023 roga)
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pewennem CoBeta EQK
oT 24 nekabpsa 2021 ropa N 144. -
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npeablayLyo peaakumo)

MpaBuna perucTpayum n aKCNepTU3bl 6€30MacHOCTU, KavecTBa U 3(PPeKTUBHOCTU MeAULMHCKNX
usgenui
(c nsmeHeHnsimm Ha 30 mapTta 2023 roga)

I. OGLMe NonoXxKeHus
1. HacToswwe MpaBnna paspaboTaHbl B COOTBETCTBUN C

nyHkToM 2 cTatbu 31 [loroBopa 0 EBpasninckoM 3KOHOMUYECKOM coto3e oT 29 mas 2014 roga u

NyHKTOM 2 cTatbl 4 CornaleHns 0 eAuvHbIX ApuHUMnax M npaswuiax obpalleHuns MeauUMHCKUX
usgenuii  (M3genvii - MeauLUMHCKOro  HasHaYeHUs U MeaUMLMHCKOW TEexXHUKM) B pamkax EBpasuiickoro
9KOHOMMYECKOTO coto3a 0T 23 aekabpsa 2014 roga v ycTaHasnvMBaloT NOPSAOK NpOBeAeHWs npoueayp
perMcTpaumym 1 akcnepTnsbl 6e30MacHOCTU, KadecTBa M 3PGEKTUBHOCTN MESULMHCKUX nsgenuii (ganee -
3KCMepTu3a), COrnacoBaHUs 3KCMNEPTHOrO 3aK/YEHUs, YPEerynMpoBaHusi pasHorfiacuii B OTHOLUEHWUU
cornacoBaHus 3KCNEPTHOrO 3aK/1UeHNs, BHECEHUSI M3MEHEHWIA B perncTpaunoHHoe gocke (B TOM yucne B
yBEAOMUTENbHOM NOpsAKe), Bblaaun gybnvkara perncTpayMoHHOro ya0CTOBEPEHNS MEANLIMHCKOIO N3aenus,
cornacoBaHuUs 3KCMEPTHOIO 3ak/IlYEeHUA Ha 3aperMcTtpypoBaHHOe MefuUMHCKoe u3genve, a Takke
NpUOCTaHOBAEHMS U (WM) OTMEHbl AeWCTBUS (@HHY/IMPOBaHWUSI) PErMCTPAaLMOHHONO  YA0CTOBEPEHMS
MeAMLMHCKOTO U34enus B paMkax EBpasniickoro akoHommn4yeckoro cotosa (gasee - Cotos).

TpeboBaHusa HacTosAwmx [paBusl MOTYT HE MPUMEHSITLCS B OTHOLUEHUN MEAULMHCKUX WU34ENNA,
NnoTPeBHOCTb B KOTOPbIX BO3HMKAET WM BO3pacTaeT B 4Ype3BblHaiiHbIX CUTyauusix, B YCNOBMAX BOEHHbIX
[OeACTBUIA, yrpo3bl pacnpocTpaHeHUs1 HOBbIX 3NUAEMUYECKMX 3aboneBaHuii, NpeAcTaBsALWMX ONacHOCTb
ONA OKPY)XaloLWMX, NpW yrpose OTCYTCTBUSA MW OTCYTCTBUN MEAULMHCKUX M34ennii Ha pbiHKax rocyaapcTs -
uneHos Coto3a (gasnee - rocygapcTBa-yeHbl) B YC/IOBUSIX BBEAEHWNSI OTPAHUUNTEbHbIX 3KOHOMUYECKUX Mep
B OTHOLWUEHUWM XOTSA Obl OAHOrO M3 rocyAapcTB-ysieHoB. O6palleHne Takmx MeAWMLMHCKUX M3denuii Ha
TEPPUTOPUAX TOCYAAPCTB-U/IEHOB PErynnpyeTcsl 3aKoHOAaTe/IbCTBOM 3TWMX FOCYAapCTB-UY/IEHOB B TEYeHUe
OENCTBUS YKa3aHHbIX YC/TOBUI 1 yCTPaHEHWST X NOCAEACTBWIA.

(A63au B pegakumu, BBeAEHHOI B aelicteue ¢ 24 mas 2023 roga

peweHnem Coseta E3K o1 30 mapta 2023 roga N 50. - Cwm.

npeabiayulyro De,U.aKLI.VI}O)
2. Onsa Ll.eflel7| HacToAWNnX I'Ipanm MNCMOJIb3YKTCA NMOHATUA, KOTOPbIE O3HaYakoT c/ieayruiee:

"6e30MacHOCTb  MEeUUMHCKUX U3Zenuin” - OTCYTCTBME HEeAONyCTUMOrO PUCKa, CBSA3AHHOMO C
NpUYNHEHNEM Bpeaa XU3HUY, 300POBLI0 HYE0BEKA, OKpYXatoLLeli cpeae;

"Bampaums" - MOATBEPXAEHME MNOCPEACTBOM MNpPeAcTaBfeHUss OOBLEKTUMBHLIX CBUAETENbLCTB
BbINOJ/IHEHNSA TPeb6oBaHWUA, NpefHa3HAYEeHHbIX /15 KOHKPETHOIO MCNO/b30BaHUsA U NPUMEHEHNS;

"Bepuchukaums” - NOATBEPXAEHNE HA OCHOBE TNpeACcTaB/eHUs OGLEKTUBHLIX CBUAETENLCTB
BbINOSIHEHWS! YCTAHOB/IEHHbIX TPEGOBAHWIA;

"rocyapcTBO MPU3HAHUSA" - TOCYAapPCTBO-Y/IeH, YNOTHOMOUYEHHbI OpraH (3KcnepTHas opraHusaumsl)
KOTOPOro OCYLUECTB/AET NpoLeaypy COrnacoBaHmsl 3KCNEePTHOO 3aK/oueHnss pedpepeHTHOro rocyAapcTBa,;

"noKasaTenibCTBa MEepPBON CTOPOHbI" - AOoKasaTeNbHble MaTepuanbl (LOKYMEHTbl) MpOU3BOAWTENS
MeAMLMHCKOro n3aennsi (NPOTOKO/bl COGCTBEHHbLIX UCMbITAHWA (MCCefoBaHuiA), B TOM 4uUC/ie BblAaHHbIE
ucnbiTateslbHbiMK - Nabopatopusimn  (LeHTpamun), akKpeaMTOBaHHbIMW B HALMOHa/IbHOM  cucTteme
akkpeguTaumm rocygapcrtea-yusieHa, pesynbrartbl KIMHWUYECKOro MNPUMEHEHUS MEOULMHCKOro W3genvs u
Apyrve marepuasibl);

NC «Texakcneprt: 6 nokoneHue» VIHTpaHeT
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"edVHbIi peecTp MeAULIMHCKMX W3fenuii, 3aperncTpupoBaHHbIX B pamkax EBpasuiickoro
9KOHOMUYECKOTO COH3a" - 2MeKTPOHHAA 6as3a AaHHbIX MeAWLUMHCKUX W3OeNuii, 3aperucTpupoBaHHbIX B
COOTBETCTBUU C HAcToALWWMY MNpaBnnamm;

"3asaBuTen” - npomn3ssogunTesnib MeAULUMHCKOro nsaenma nnn ero yHOﬂHOMOLIEHHbIVI npegcrtaBnTe/lb;

"KauecTBO MeANLUMHCKOro u3gennsa” - cteneHb COOTBETCTBUA COBOKYMNHOCTHU CBOWCTB 1 XapaKTepnucTuk
MeANLUNHCKOro n3aenna HasHadyeHuto, yCtaHoB/IEHHOMY Npou3BoAnNTENEM;

"MegnuMHCKNE us3aenvs Ans ANarHoCTUKW in Vvitro" - nobble MHCTPYMEHTbI, annapartbl, npuoopsl,
060pyAoBaHue, MaTepuasibl, peareHTbl, KasmbpaTopbl, KOHTPO/IbHblE MaTepuasibl M Npoyve u3genus,
NPUMEHSIEMblIE B  MEOMUMHCKMX Lensix Mo OTAENbHOCTM WM  COBMECTHO, a Takke BMecTe ¢
NPUHAAIEXHOCTAMU 1 cneumasibHbIM NPOrpaMMHbIM 0BGecneveHnemM, Heob6xoaNMbIMU A1 X NPUMEHEHUS
Nno HasHayeHul, U npedHa3Ha4YeHHble NPOM3BOAMTENEM AN NPUMEHEHUS NMPU UCCnefoBaHWUAX in Vitro
06pa3uoB 6OMOMOrMYECKMX MaTepuasioB 4enoBeka [ANAs  MNOoNAyvYeHus MHopmMauMnm  OTHOCUMTENIbHO
oU3MONOTMYECKOTO MM MaTOMOMMUYECKOTO COCTOSIHMA (BPOXAEHHOM MaTtonornv, npegpacnonoXeHHOCTN K
onpegeneHHoMy KAMHWYECKOMY COCTOSIHMIO WM GO0SIe3HN), COBMECTMMOCTU TKaHel C MoTeHuWaslbHbIM
peuMnUeHTOM, NMPOrHO3MPOBaHUS peakuuii Ha TepaneBTMYEeCKUE BO3AENCTBUS, BbibOpa TepaneBTUYECKNX
cpeacTB 1 (UNKN) KOHTPOSS NEYEHNS;

"Mogens (mMapka) MeAMLMHCKOrOo u3genusa” - BapuaHT UCMOSIHEHUA MeOULUMHCKOro u3fenuvs,
XapakTepusylLwmnincs onpeaeneHHbIMA  KOHCTPYKTUBHO-TEXHOMTOTUYECKMY  PELLUEHUSAMU WU KOHKPETHbLIMM
3HaYeHUAMK NnokasaTtesneli ero ueneBoro (PyHKLUMOHaIbHOro) Ha3Ha4YeHUs;

"NPUHAANEXHOCTL" - U3Aenne, He SBNAWEECs MeAWULMHCKUM U3denneM, npeaHasHaueHHoe ero
NPON3BOANTENEM /1 COBMECTHOIO NMPUMEHEHWS C OAHUM UM HECKOMBKUMN MEANLIMHCKUMUN U3AE/TUAMMN MPK
MCMOMb30BaHNN B COOTBETCTBUN C X Ha3HAYEHNEM;

"npoussBognTenis MeauLMHCKOro usgenusa”, "nponssoauresns” - puanyeckoe Nnuo nnm usmnyeckoe
nnuo, 3aperncTtpyposBaHHOE B KayecTBe WHAMBUAYasIbHOrO MpeanpuHUMarens, OTBETCTBEHHblE 3a
pa3paboTky WM M3rOTOBMIEHNE MEAMULMHCKOrO M3fenvs, Aenarwolime ero AOCTYNHbIM [/18 UCNO/Mb30BaHMs OT
CBOEro VMeHV He3aBWNCMMO OT TOro, pa3paboTaHo u (Un) N3roTOBAEHO MEAULMHCKOE U3genue aTuMm AnLoMm
UM OT €ro MMeHW APYrum JMUOM (vMuamu), U Hecylime OTBETCTBEHHOCTb 3a 6€e30MacHOCTb, KayecTBO U
3(hhekTMBHOCTb MEAULNHCKOTO N3OENNS;

"Npon3BoACTBEHHAs NnoLlagka” - TeppuToprmasibHO 060CO6NEHHbBI KOMNIEKC, NpeAHa3HauYeHHbIR A5
BbIMOSIHEHWSA BCETO MpoLiecca Npov3BoACTBa MEANLMHCKOTO U3AENSA MW €70 ONpeaenieHHbIX CTafuii;

"perncTpaunoHHOe [oCbe" - KOMMJIEKT [AOKYMEHTOB M MaTepuasioB YCTaHOB/IEHHOI CTPYKTYpbl,
NpeAcTaB/isieMblii 3asBUTENIEM MpW MPOBEAEHMM MPOUEAypP PerMcTpaummM M 3KCnepTusbl, COrlacoBaHus
SKCMEPTHOTO  3aK/IYEHUsl, BHECEHWSI W3MEHEHWA B perucTpauyvMoHHoe pocbe (B TOM 4uc/ie B
yBEeAOMUTENIbHOM MOPSAKE), Bbldaun gybnmkara permcTpayoHHOro yA0CTOBEPEHNS MEANLMHCKOIO U34enus,
COrflacoBaHNs 3KCMNEPTHOrO 3aK/IYEHUS Ha 3aperucTpuMpoBaHHOe MeAMUMHCKOE W3fenve, OTMEHbI
AeicTBust  (aHHyNMpoBaHMS) PErMCTPaLMOHHOIO  YAOCTOBEPEHMS MEAMULMHCKOTO U3OEenusl, a Takke
opurmHanbl M (MWIM) KOMUU WHbIX OOKYMEHTOB, WMMEHLWMX OTHOLEHWE K KOHKPETHOMY MeAULMHCKOMY
n3gennio  (pelleHnii  ynoHOMOYEHHbIX OPraHoB (3KCMEPTHbIX OpraHM3auuin), MpOTOKOMOB 3acedaHuii
KoHcynbTatMBHOro KomMuTeTa Mo MeauMUUHCKUM usgenvsam npu Konnernn EBpaswiickoli 3KOHOMMYECKOl
KOMMWCCUWN, [OOKYMEHTOB, MPEACTaB/IEHHbIX NPV YPErynpoBaHWM pPasHOr/Iacuii, OTYETOB O pesysbTaTax
WHCNEKTUPOBaHMA NPOM3BOACTBA 1 Mp.);

"pErMCTPaLMOHHOE YAOCTOBEPEHNE" - [OKYMEHT eAvHOW hopMbl, MOATBEPXAAWMA  dakT
pervcTpauyum MeaULMHCKOTO N3AENNs Ha TEPPUTOPUM OAHOMO UM HECKOMBKUX rOCYAapCTB-Y/1EHOB;

"perncTpaunsa MeguuMHCKOro usgenus”, “peructpauua” - npoueaypa Bblgadu YNONHOMOYEHHbLIM
opraHoM ped)epeHTHOro rocyAapcTBa paspelueHns Ha BbiMyCck B ObpalleHne MegyuuUMHCKOro M3genus Ha
TeppuUTOPUM OAHOTO W/IM HECKOJTbKUX rOCYAapCTB-U/1IEHOB;

"pethepeHTHOE rocygapcTeo” - BbiOpaHHOE 3asiBUTENIEM FOCYAapCTBO-U/IEH, YNOSIHOMOYEHHbI OpraH
(sKkcnepTHasa opraHm3auys) KOTOPOro OCYLLECTBASET PerncTpaLmnio 1 aKkCnepTmay;

"yNO/IHOMOYEHHbII OpraH" - opraH rocyapCTBEHHO BNacT rocyaapcTea-yuneHa, ynoiHOMOYEHHbIR Ha
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ocyllecTBfieHne n (M) KoopaMHauuilo OesTeNlbHOCTM B cdiepe obpalleHus MeAMLMHCKUX U3AeNnin Ha
TEeppUTOPMM 3TOTO TOCYAAPCTBa-Y/EHA;

"YNOMIHOMOYEHHbIE OpraHu3auun” - opraHvM3aumu, BKIOYEHHbIE B eAWHbI/i PEecTp YnoTHOMOUYEHHbIX
opraHvsaumii, UMeLWyX NPaBo NPOBOANTL UCCENOBaHNS (MCMbITAHUS) MEeAVNLMHCKUX U34eNuii B LENSIX UX
pervcTpauum;

"YMNO/IHOMOYEHHbI NpeAcTaBUTENlb MPOM3BOANUTENS" - HOPUAMYECKOE NULO UK m3ndeckoe nuuo,
3aperucTpyupoBaHHOE B KauyecTBe WHAWBMAYasIbHOMO NpeanpuHUMaTensl, SBASIOWMecs pesuaeHTaMu
rocyfiapctBa-usieHa W YMno/SIHOMOYEHHblE NPOU3BOAMTENIEM B COOTBETCTBUM C [OrOBOPOM JIMGO MHbIM
npeaycMOTPEHHbIM 3aKOHOAATENbCTBOM FOCYAAPCTB-UY/IEHOB [OKYMEHTOM MNpeACcTaB/saTb ero MHTEpechbl U
HecT OTBETCTBEHHOCTb B 4acTu o6palleHusi MeAuLMHCKOro uafaenvst B pamkax Coto3a M WCMOMHeHus
0653aTe/bHbIX TPe6OBaHUIA, NPEAbABASEMbIX K MEANLMHCKUM U3AENUSIM.

3. Peructpauus MeOULMHCKOTO W3eNUA SBMSETCA 06a3aTe/lbHbiM YC/IOBMEM €ro BbiMycka B
obpalleHne Ha TEppUTOPUKM OAHOTO WM HECKONbKUX FOCYAapCTB-Y4IEHOB U  OCYLLECTBSIETCS
YNOSIHOMOYEHHbIM OpraHoM pediepeHTHOro rocygapcTea. [py 3TOM  NPEAbABNSAIOTCA  OAVMHAKOBbIE
Tpe6oBaHNA B OTHOLLIEHUN MEOULMHCKUX U3AeNunii, NPon3BefeHHbIX Ha TaMoXeHHoi Tepputopun Cotosa u
BBE3EHHbIX Ha TAMOXEHHY TeppuTopuio Coto3a 13 TPETbUX rocyaapcTB.

4. B uensx perucTpaumn MeauumHCKOro M3aenusi MpoBOAUTCS SKCMepTU3a 3KCNepTHON opraHusauunei,
onpeaeneHHoi yno/THOMOUYEHHbIM OpraHoM rocyapcTBa-usieHa (gasnee - akcnepTHasi opraHvu3aums).

5. [OKyMEHTOM, MoATBEPXAAWMM akT perucTpauuy MeAuLMHCKOTO U3fenvsi, sBnsietcs
pervcTpauyoHHoe YA0CTOBEPEHME, COCTABNSIEMOE N0 hOPMe M NpaBuUIamM COriacHo

npuaoxenmo N 1.

PerucrpaumoHHoe yA0CTOBEPEHME BblAAeTcs 6E€CCPOUYHO U [eiCTBYET Ha TeppuTopuU OAHOMO W/M
HeCKOMbKMX rocyapCTB-U/1IeHOB.

6. 3apeFI/ICTpI/IpOBaHH08 MeaNLUNHCKOE n3aesnne Jo/mnKHO COOTBETCTBOBATb

O6Wwum TpeboBaHUAM 6e30nacHOCTU U 3MEKTUBHOCTU MEAULIMHCKUX U3OENUNA, TPeboBaHUSAM K UX
MapKMpPOBKE N 3KCN/IyaTalNOHHOW AOKYMEHTALMN HA HUX, YTBEPXAEHHbLIM

Pelwiennem CoBeTta EBpasuiickOli 3KOHOMMWYECKOW kommuccum ot 12 doeBpans 2016 r. N 27 (panee -
O6Lme TpeboBaHuWsl). OTBETCTBEHHOCTb 3@ COOTBETCTBME MELANLMHCKNX N34ennii

O61mm TpeboBaHVsAM HECET NPOM3BOAUTENb (YNO/THOMOUYEHHbIN NPeACTaBUTENb NPOU3BOANUTENS).

7. Mpou3BoaMTENN U3 TPETbUX FOCYAAPCTB AO/MKHbI HA3HAYUTL YMO/IHOMOYEHHOTO NpeAcTaBUTeNs
npou3BoOAMTENS, [AEelCTBYIOWEro B nepvog o6paleHus MeauUMHCKOTO u3genvst B pamkax Coosa, W
noafepXvBaTb B aKTya/lbHOM COCTOSIHUM MHOPMAaLMIO O TakoM MpeAcTaBuTenie NpPou3BOAUTENS,
COAiepXalllytoCst B PErMCTPALYOHHOM [10Cbe.

8. MpownsBoanTesnb o6GecneumBaeT BHeApPEHUE W MoAfepXaHue B akTyasSlbHOM COCTOSIHAM CUCTEMbI
MEHePKMEHTa KayecTBa MeANLMHCKOro 13fenns B COOTBETCTBUM C

TpeboBaHVAMM K BHEAPEHMWID, NOAAEPXKAHWUIO W OLEHKE CUCTEMbl MeHeMKMEHTa KayecTsa
MeANLMHCKUX U3AENNA B 3aBUCUMOCTM OT MNOTEHLNAILHOIO PUCKA X MPUMEHEHMS, YTBEPXAEHHBLIMA

Pewiennem CoBeTa EBpasuiickoii 3kOHOMUYECKON komuccun oT 10 Hosbpsa 2017 . N 106 (ganee -
TpeboBaHMA K CMCTEME MEHEMKMEHTA KaYecTBa).

9. [o nogaum B yMNOSIHOMOYEHHBI OpraH (3KCMEPTHY OpraHM3auuio) pecthepeHTHOro rocyaapcTaa
3asIB/IEHUS1 O MPOBELEHUN IKCMEPTU3bI MEAULIMHCKOrO U3AENNSI U 3asIBJIEHUS O MPOBEAEHUN perncTpauum
MeAVLMHCKOTo 13aenusi no hopmam corfiacHo

npunoxeHmam N 2 n

3 (manee - 3as1BNeHUs O PerucTpaLum N aKCNepTn3e) 3asBUTeNb OCYLLECTBSET c60p AoKa3aTeNbCTB
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O lMpaewnax peructpaumm 1 akcnepTr3bl 6e30MacHoCTH, KayecTsa U APAPEKTUBHOCTU MEAULMHCKNX U3Aenunii (C n3mMeHeHnsamu Ha 30
mapTa 2023 roga)
PeweHue Cosema ESK om 12.02.2016 N 46

CrtpaHuua 6

6esonacHoCTV W 3OPEKTVBHOCTA  MEAMLIMHCKOTO  M3A4envWs U MOATOTOBKY  COOTBETCTBYHOLLEIO
pervcTpauyoHHOro 0Che.

10. B uensix noAroToBKy PerncTpauyoHHOro 4ocke 3asBUTe b (MpY HEOGX0AMMOCTW):

a) BrpaBe 06paTWTbCA B YMNO/HOMOYEHHLI OpraH (KCMEPTHYI OpraHu3auuio) A MosyyYeHus
npeaBapuTesibHbIX KOHCYITauuii Mo BONPOCaM, CBA3aHHbIM C PETMCTPALMEN U SKCNEPTM30M, B TOM UKC/IE HA
BO3ME3/HOW OCHOBE, B NMOPSAKE, YCTAHOB/IEHHOM YNO/THOMOYEHHBIM OPraHOM (3KCMEPTHOW opraHu3auueii)
COOTBETCTBYHOLLETO roCyAapcTBa-useHa;

6) B LeNsiX NOATBEPXAEHNS COOTBETCTBUS MeANLMHCKOIO U3aenus

O6Wmm TpeboBaHUAM:

NPOBOANT TEXHWYECKME MWCMbITaHWUs, UCMbITaHWA (MCCnefoBaHns) C Lefbio OLeHKM 61Mo0rmyeckoro
OeNCTBUS MeAVNLUHCKOTO W3OENusi, KAVHUYECKUEe W KIMHMKO-nabopaTopHblie McnbiTaHus (MccnegoBaHust)
MEAULIMHCKOro n3aenusa Nnbo BKIHOYaET B PerncTpauvoHHoe A0Cbe VMELMecs AaHHble (fokasaTenbcTBa
nepBOi CTOPOHBI);

npoBOAUT UCMbITAHNA B LENAX YTBEPXAEHUA TUNa CpenctTs V|3mepeH|/||7| (B OTHOLWWEHNN MeaNUNHCKNX
VI3,EI,€J'II/II7I, BK/1HOYEHHbIX B

nepevyeHb BUAOB MEAMUMHCKNX U3AeNWi, NOANexalumx OTHECEHWIO NPy UX pPerucrpaumm K cpeacrsam
N3MEPEHU, YTBEPXKAEHHbI

Pellennem CoeTta EBpa3mniickoin 9KOHOMUYECKON kKomucenm oT 12 dpepasia 2016 r. N 42) B nopsigke,
YCTaHOB/IEHHOM 3aKOHOAAaTe/IbCTBOM rocyAapcTBa-ysieHa B 06/1acT obecneyeHnss eAMHCTBa U3MEPEHWi, B
BbIOPaHHbIX 3asBUTENIEM OpraHu3auusix, YNo/IHOMOYEHHbIX (HOTU(IULMPOBAHHLIX) B COOTBETCTBUM C
3aKoHOAATE/NbCTBOM rOCyAapcTBa-ysieHa Ha NpoBeAeHNe UCNbITaHWii CpeACcTB U3MEPEHWUIA;

B) o6GecneumBaeT MpPOBefAeHNe MepuoanMyeckoro (NJaHoBOro) MM BHEMN/IAHOBOMO WHCMEKTUPOBAHUS
NMpoV3BOACTBA B LENAX OLEHKA YCMOBWUI MPOM3BOACTBA W OLEHKM CUCTEMbI MEHEMKMEHTA KadecTBa
NpoV3BOAUTESISI B COOTBETCTBUM C

TpeboBaHMAMM K CUCTEME MEHe[)KMeHTa KayecTBa.

11. MNpwn perucTpaymm 1 3KCNepTUse YNosIHOMOYEHHbIE OpraHbl (3KCNEPTHbIE OpraHun3alym) B3aMmMHO
NpuU3HaloT pesynbTaTbl UCMbITaHWi (MCccnefoBaHnin), ykasaHHbIX B

nognyHkre "6" nyHkta 10 HacToawmx MpaBwua, Npu YCA0BUMW, YTO OHU BbINOSIHEHBLI COM/TaCHO

MpaBusaM NpoBeIeHNA TEXHUYECKUX UCTIbITAHWI MEANLIMHCKUX U3AENNIA, yTBEPXAEHHBIM

Pewennem CoBeTta EBpa3uniickoi aKkoHOMMUYECKoi komuccum oT 12 doeBpanisa 2016 1. N 28,

MpaBuiamM NpoBeAEeHUs UCCMefoBaHuli (UCMbITaHUA) C Le/Ibio OLIEHKM GUOJIOTMYECKOro AeicTeus
MEeONUMHCKUX U3AENNIA, YTBEPXKAEHHLIM

PeweHnem CoBeTa EBpa3uniickoi 3KkOHOMMYECKOW komuccum oT 16 mas 2016 r. N 38, nnin

MpaBuiaM NPOBEAEHUA KAMHWYECKMX W K/MHUKO-N1a60paTopHbIX WCMbITAHWA  (MccieoBaHuiA)
MeANLNHCKUX U3AENNIA, YyTBEPXKAEHHbLIM

PewerHnem CoBeTta EBpa3uiickoil 3KOHOMUYECKOW komuccun oT 12 dheBpasia 2016 r. N 29,
COOTBETCTBEHHO, @ TakXke 3aKOHOAATE/IbCTBY rOCyAapCTBa-y/ieHa B C/lydae NPOBEAEHUS NCMbITAHUIA B LEeNsix
YTBEPXAEHUSA TUNA CPEACTB N3MEPEHWIA.

12. Mpu HEOBXOAMMOCTU YMNOSIHOMOUYEHHBIN opraH (3KCnepTHasi opraHn3aums) NPUB/IEKAET K y4acTuio
B 3KCMEepTU3e BHELUHUX 3KCTEepTOB, €CNM WX CcheuvasibHble 3HaHWs Heo6XoauMbl A8 NpPoBefAeHust
3KCMNepTU3bI.

MpeactaBuTeny YNoOSHOMOYEHHbLIX OpraHu3auuin, npoBOAVBLUME B OTHOLIEHUX MEAMLMHCKOro

NC «Texakcneprt: 6 nokoneHue» VIHTpaHeT
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n3genns, NpeacTaB/IeHHOro Ha 3KCNepTu3y, UCMbITaHUs (McciefoBaHunsl), ykasaHHble B

noanyHkte "6" nyHkta 10 HactoAwmx [paBwua, a Takke nNpeacTtaBuUTeNn WHCNEKTUPYHOLMUX
opraHusaumii, NPoBOAMBLLME OLIEHKY CUCTEMbl MEHeMKMEHTa KayecTBa (MHCMEKTUPOBaHME NPOV3BOACTBA)
npon3BoauTesia Takoro MeaULIMHCKOro N3aenna, He MOryT NPUB/eKaTbCa K y4acTUIo B 3KCNepTuse.

Mpu NpoBefeHUn 3KCNepPTU3bl IKCNEPT AO/MKEH BbITh HE3ABUCUM OT OpraHa WM Nnua, HasHauMBLUETO
3KCNepTU3y, NPOU3BOAUTESNS,, €r0 YMNO/IHOMOYEHHOIO MPEACTAaBUTENS WU APYrMX 3aMHTEPEecOBaHHbIX B
pesynbrarax 3KcnepTu3bl iu.

B cnyyae ecnu 3KCnepTy W3BECTHbl OOCTOATENbCTBA, MPEMATCTBYOWME €r0 MNPUB/IEYEHMIO K
NPOBEAEHNIO IKCNEPTU3bI NGO HE NO3BONSAOWME eMy COOG/IOAATE NPUHLMNLI €e NPOBEAEHNS, OH LOSDKEH
€co0o6LWMTb 06 3TOM PYKOBOAWUTESHO YMNOSIHOMOYEHHOrO OpraHa (3KCMepTHONW opraHm3auun) pedepeHTHoro
rocygapcrsa.

13. OTBETCTBEHHOCTb 3a [0CTOBEPHOCTb MHpOpMaLIMK, NPeACTaBEHHOW B PErMcTPaLMoHHOM A0Che,
HeceT 3asBUTENb.

JOKYMeHTbI perncTpaumMoHHOro focbe NpefcTaBnsAlTCA Ha PYCCKOM A3blke B 3/IEKTPOHHOM Buge. B
Cc/yyae ecnv  3aKkoHogaTefnlbCTBOM  peddepeHTHOro rocygapcrBa  He npeaycMoOTpeHa BO3MOXHOCTb
ohopmMIeHNs yKasaHHbIX [OKYMEHTOB B 3/1IEKTPOHHOM BWAE, YMNOSIHOMOYEHHBIA opraH (akcnepTHas
opraHusaums) pe)epeHTHOro rocygapcrea Brnpase 3anpocuTb Takme LOKYMEHTbl (MX KOMMKU) Ha ByMadkKHOM
HocuTene.

B cny4ae npefocTaB/eHns JOKYMEHTOB PErNCTPALMOHHOIO A0Che Ha BYMaXHOM HOCUTENE 3asiBUTE b
Takke NpefoCcTaBNsieT UX 3/IEKTPOHHbLIE KOMUM Ha 3/1eKTPOHHOM HocuTene (B dpopmate *.pdf ¢ TeKcToBbIM
CNOEM C BO3MOXHOCTbIO BbIENEHUS W KOMUPOBAHWA TeKCTa, a TakkKe OCYLIECTB/IEHUsI MOWCKa).
3M1EeKTPOHHBIE KOMUN [JOKYMEHTOB [0/MKHbI BbITh NPeACTaB/eHbl B COOTBETCTBUM C

KnaccudMkaTtopoM  BUAOB  [OKYMEHTOB PErncTpaumMOHHOIO  A0Cbe  MeAWULMHCKOro — U3aesnvs,
yTBEePXaAEeHHbIM

Pewennem Konnernn EBpasuniickoi akoHOMUYECKOM komuccum oT 3 anpens 2018 1. N 48.

3KCn/yaTauyoHHbliA  AOKYMEHT WM UHCTPYKUMA MO MPUMEHEHWUIO  MEAULIMHCKOTO  M3aenus,
PYKOBO/ICTBO MO CEPBUCHOMY OBCMYXMBAHUIO U TEKCT MAPKUPOBKU MEAMLMHCKOTO U3ennsa A0NOoNHUTENBHO
NPeACTaB/sIOTCS HA rOCYAAaPCTBEHHOM fA3blke (FOCYAapCTBEHHbIX A3bIKaxX) rocyAapCTB-Y/IEHOB NPU HaMumum
COOTBETCTBYHOLLMX TPEGOBaHUIA B 3aKOHOAATE/IbCTBE rOCY/1apCTB-4Y/1EHOB.

JOKYMEHTbI PerucTpauyoHHOro [0oCbe, MPEACTaB/eHHble Ha WHOCTPAHHOM  A3bIKEe,  AOSKHbI
COMPOBOXAAaThbCA  MEepPeBOAOM Ha  PYCCKUIA  A3bIK, 3aBEPeHHbIM B MOPSAAKe, YCTAHOB/IEHHOM
3aKOHOAATENbCTBOM pedhepeHTHOro rocyAapcTaa.

14. Tlpy wcuMC/ieHUM CpoKa MPOBEAEHWS  YNOSIHOMOYEHHbIMW  OpraHaMu  (3KCMEePTHbIMK
opraHvsaumsiMmn) npoueayp, NPesycMOTPEHHbIX HacTosWMMK MpaBunamu, He y4YuTbIBAKTCS Criefylolime
CPOKM:

a) nepuog, CO AHA Hanpae/eHWst YNOSIHOMOYEHHbIM OpraHoM (3KCNEepTHO opraHm3auunein)
pediepeHTHOro rocygapcTea 3asiBUTE/I0 3anpoca Mbo YBeAOMSIEHUSI O Heo6XOAMMOCTW yCTpaHeHUs
BbISIB/IEHHbIX HapyLleHWid 1 (MNKn) NpeacTaBieHnss OTCYTCTBYHOLMX AOKYMEHTOB /IM60 O HEO6GXO4MMOCTM
npeacTaBfieHNss KONWiA AOKYMEHTOB 06 onjiate Mpoueaypbl COrflacoBaHUS 3KCMEPTHOro 3ak/toYeHMs B
rocygapctee (rocygapcrBax) MNpu3HaHMS [0 [AHS MOMyYeHMs YNOSIHOMOYEHHbIM OpraHoM (3KCMepTHONA
opraHu3aumeii) pecpepeHTHOro rocyaapcTaa OTBETa Ha Takoli 3anpoc b0 yBeaoMIeHNE;

6) CpoK, HeOGXOAMMBIA A7 OpraHM3auMy 1 NPOBEAEHUS] MHCNEKTUPOBaHMSI MPOU3BOACTBA (B Cryyae
NPOBELEeHUs1 IHCMEKTUPOBAHMUSI MPOU3BOACTBA B paMKax npoLeayp pernctpauum n akcneptussl);

B) CPOK, HEOBXOAMMbIA ONs HanpaB/eHWs oT4yeTa O pe3ysibTaTax WHCNEKTUPOBaHMS MPOM3BOACTBA
WHCNEKTUpPYIOLWEen opraHmlauuein (B criydyae, ecrim ee posib He BbINOHSET YMNOJHOMOYEHHbIH opraH
(3kcnepTHas opraHu3auus)) B YNOMHOMOYEHHbIA OpraH (SKCMEPTHYH OpraHM3auuio) AN BKAKYEHUS B
perucTpaumoHHoe Aocbe (B C/y4ae MNpPOBEAEHUS MHCMEKTUPOBaHWA MPOM3BOACTBA B pamMkax npoueayp
perucTpaumm n aKkcnepTu3bl);

NC «Texakcneprt: 6 nokoneHue» VIHTpaHeT
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I) CPOK COrfacoBaHusa C 3asiBUTeNeM HeobXOAMMOCTM ob6palleHns B KOHCYNLTATUBHLIA KOMUTET MO
MeAULMHCKIM n3genuam npu Konnerun EBpasniickoil 3kKOHOMUYECKON komuceumn (ganee - KoHCynbTaTuBHbIi
KOMUTET).

15. Pacxofbl Ha Mpoueaypbl PEMUCTPAUMK 1 3KCTIEPTM3bI, COI/TACOBaHUS 3KCMEPTHOTO 3aK/IUEHWS,
BHECEHVSI U3MEHEHUIi B perncTpaunoHHoe gocke (B TOM 4WC/e B YBEAOMUTENILHOM MOPSKE), BblAaqu
ay6nvkata perucTpauvoHHOrO  YAOCTOBEPEHWSI WM  COMMlacoBaHWMS  3KCMEPTHOTO  3aK/OYeHust Ha
3aperucTpyupoBaHHOE MEAULIMHCKOe W3[eNve HeceT 3asiBUTe/lb B COOTBETCTBMU C 3aKOHOAATE/IbCTBOM
rocyfapcrBa-usieHa.

16. Peructpaumsi OCylEecTBNsSeTCA pedepeHTHbIM TOCYAapCTBOM MO UTOraM  3KCMNepTM3bl K
COr/lTacoBaHMs 3KCNEepPTHOro 3aK/THUEHNs rocyaapcTBOM (rocyaapcTBamMm) nNprsHaHusl.

17. YNonHOMOYEHHble oOpraHbl (SKCMEPTHblE OpraHu3auun) rocyAaapcTB MPU3HAHWS  BrpaBe
03HaKOMWTbCA C XOAOM MPOBEAEHUs] 3KCNepTu3bl B pediepeHTHOM T[OoCyAapCTBE M COOTBETCTBYOLMMM
[IOKyMEHTaMu, B TOM uuc/ie C [AOKyMeHTamu, OchopMAseMbIMA TMpU  NPeACcTaBfeHN 3asBUTENEM
[OMOTHUTENBHBIX 1 YTOUHAOLMX CBELEHUI B MPOLIECCE PEFMCTPALMN U SKCIEPTU3bI MEAVLMHCKOTO U3AEUS.

18. VHchopmauusi 0 MeAMLMHCKUX W3OENnNsX, B OTHOLUEHWM KOTOPbIX MPOBOASTCS NpoLeaypsbl,
npeaycMOTPeHHble HacTosiwyMu MpaBunamu, a Takke AOKYMEHTbI, cogepXallMecsi B pPernctpauyoHHOM
[l0Cbe, KpOMe 3KCMJlyaTalMOHHOIO AOKYMEHTa WAW MHCTPYKUMKU NO NMPUMEHEHWI0 MEeAMLMHCKOro M3aesnus,
PYKOBOACTBA MO CEPBUCHOMY OOC/YXMBAHWUIO, [aHHbIX O MapKMpPOBKE U YyrnakoBke (MOSHOLBETHbIE (C
yKasaHMeM KOAMPOBKM LBETA) MaKeTbl YNAaKOBOK W 3TWMKETOK), TEKCTa MAapPKMPOBKM HA PYCCKOM S3blke U
rocylapCTBEHHbIX 513blKax rocyAapCTB-Y/IEHOB, OTHOCATCS K KOH(IUAEHUMabHOM MHbopMaL My U AOCTYMHbI
TO/IbKO 3aMHTEPECOBAHHbLIM YMOTHOMOYEHHBLIM OpraHam (3KCNepTHbIM OpraHn3aLmsiM) rocyaapcTB-4sIeHOB.

19. Bk/loyYeHMe B 0AHO pPerucTpauvoHHOe YAOCTOBEpPeHUE HECKOMbKUX Mogeneli  (Mapok)
MEAMLMHCKOTO M34eNns, B TOM 4YMC/IE OTHOCALMXCS K pPasHbiM BUAAM  MEAMLMHCKUX U3aenuii B
COOTBETCTBUU C MpUMeHsieMOoii B COt3e HOMEHKNATYPOl MEeAULUHCKUX U3L4ennii, BO3MOXHO MpW YC0BUU
COOTBETCTBUSA 3TUX MoZeseli (Mapok) BCEM CNeAyLUM KpUTEPUSIM:

a) Npou3BOACTBO Mogeneit (Mapok) MeAULMHCKOTO N3AENNS OCYLLECTBASIETCA OAHUM NPOU3BOAMTENEM
no OfHOW TEXHUYECKOI [OKYMEHTaLNN;

6) mogenun (Mapku) MeAMUMHCKOro u3Aennsi OTHOCATCSA K OOHOMY KacCy NOTEHLMaslbHOrO pucka
NPUMEHEHNS;

B) mogenu (Mapku) MeAMLVMHCKOTO W3Aenusl UMEelT OAMHAKoBOe (UYHKLUMOHA/IbHOE HasHauyeHue u
NPUHUMN AeicTBUS;

r) mogenu (Mapku) MeAMLMHCKOro M3fenua npefHasHadyeHbl Ana onpefeneHus Hannuua n (Mnm)
KO/IMYECTBEHHOTO COAEPXaHUs B BGMONOrMYecKkoli Npo6e O4HOM0 M TOTO XEe K/IMHUYECKU (AMarHOCTUYECKM)
3HAYMMOro aHasmTa (aHasIMTOB) (419 MEAVLVHCKMX U3AENWIA AN ANArHOCTUKN in Vitro);

o) mogenu (Mapku) MeAULMHCKOTO M3fdenivsl UMEelT Pas/iMuyHble KOMMMEKTaUMu, He BAUSioWpe Ha
npuHuMn pa6oTbl M (PYHKUMOHA/IbHOE HasHauyeHue, 4YTO MO03BOMSeT 06GecneunTb paclivpeHne Wm
cneuyann3aumio X NPUMeHeHUst B MEAULIMHCKUX Liensix (no NpumMeHUMocTK);

e) Moaenu (Mapku) MeauLMHCKOrO U3AeNnst UMEKT Pas/inyHble TEXHUYEecKMe napaMeTpbl (Hanpumep,
[/IMHY BOJIHbI U3/Ty4YeHUs, pa3mMep CBETOBOMO MOJsi, paspeLlaiolllyto cnoco6HOCTb M T.N.), He BAMAIOLME Ha
NPVHLMN pa6oTbl U PYHKLUMOHA/IbHOE Ha3HAYeHne (Mo NPYMEHNMOCTH);

X) mogenu (Mapkv) MeguLMHCKOro n3genus obpasytoT TunopasmMepHblii (MogenbHbIi) pag (Hanpuvep,
UMEIT pas/iMyHble pasmepbl (rabaputHble, NMHelHble, 06beMHble U T.M.), DOpMY, LBETOBOE KOAMPOBAaHUeE,
Npou3BeAEeHbl U3 OHNX U TeX Xe MaTepuasioB U T.N.) WK ABASKTCA TPYNMNOi UCNOMHEHUS MEeAULIMHCKOro
usgenvsa (Hanpumep, ctauvoHapHbIM NepeaBkHbIM annapaTom (NpMbopoM, CUCTEMON, KOMMIEKCOM 1 T.N.)
C HaCTEHHbIM K (UNIM) HaMOMNbHBLIM KPEenseHnem u T.n.) (No npumeHumocTu). Mpm 3TOM nog rpynnow
UCMOMHEHNA MEOMLMHCKOTO W3[EeNUs MOHUMAKTCA M3A4eNnsl, B OTHOLUEHUWM KOTOPbIX BbIMNOSIHEHbI OAWH
rPynnoBoii YepTex aetanei n (Mnm) ogHa rpynnosasi cneyndnkaums;

3) Moaenu (Mapkn) MeANLMHCKOTO U3AENNs UMEIOT OfIMHAKOBbIE MPU3HAKU B 4acTu:
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061acTn NPUMEHEHNS;
VHBA3UBHOCTY;
CTepWILHOCTU (B TOM UKC/IE C YYETOM METOAOB CTEPUAM3ALMN);

4acCTOTbl NCMOJIb30BaHUA (OAHOKpaTHOG NnpuMeHeHne, MHOIoKpaTtHoe rnpuMeHeHne oaHnMM naymeHToMm,
MHOrokpartHoe npuMmeHeHmne HeCKO/IbKUMA I'IaLI,I/IeHTaMVI);

3KCM/TyaTalUMOHHbIX N KOHCTPYKTUBHbIX 0COBGEHHOCTEN;

[ANTMTENbHOCTN NPUMEHEHUS,

O[IMHAKOBOCTM MaTepuasioB, WCMOMb3yEMbIX B  MOAUMUKALMSAX MEAULIMHCKOrO  M3Aenus u
KOHTaKTUPYIOLWMX C Te/om 4Yenoseka (MO WX XUMWUYECKUM, TOKCUKOMOFMUYECKUM, (PU3NUECKUM,
3NEKTPUYECKUM, MOPHOIOTMYECKUM 1 MEXAHUYECKM CBOVCTBAM).

20. Ha TamoxeHHoin Tepputopun Coto3a He gonyckaeTcs:

a) BbIGOp ABYX U 6onee pedepeHTHbIX TOCYAApPCTB A1 PErucTpaumum U 3KCnepTv3bl OfHOro
MeAVLMHCKOTO 13aenus;

6) perucTpaums pasnnyHbIX MeAULIMHCKUX U3AEeNWi Nof, OfIHUM HauMEHOBaHUEM;
B) permctpauysl B KauecTBe MeAULIMHCKUX U3Aennii NpoayKUumi, HauMeHoBaHe KOTOpoili COAepPXUTCS

eQMHOM peecTpe 3apervMcTpupoBaHHbIX JIEKAPCTBEHHbIX CPeACTB EBPa3suiickoro 3KOHOMWYECKOro
C0OKo3a,

nopsaoK hopMMpPOBaHNA U BEJEHUSA KOTOpPOro yTBepXaeH

Pewenvem CoBeTa EBpa3suiickoil 39KOHOMMYECKON kommuccum oT 3 Hosbpsa 2016 r. N 84, wam
coBnagaeT C HaMeHOBaHNEM BUONOTMYECKN aKTUBHOWM A06aBKU K MULLE, CBEAEHUS O KOTOPOIA coaepXarcs B

eAVHOM __peecTpe  CBWAETENbCTB O TOCYAAPCTBEHHON perncrpauvyv  Npoaykuuu, nopsifok
(hopMMpPOBaHUA 1 BEAIEHNSI KOTOPOIO YTBEPXKAEH

Pewennem Konnerun EBpasuniickolii 9KoHOMMYECKOn kKomuccum oT 30 uioHa 2017 . N 80. Ecnm
NekapCTBEHHOE CPeAcTBO WM OMOMOrMYeckM akTuBHas pfobaBka K nuwe SAB/SKTCA  KOMMIOHEHTOM
MeANLUVHCKOro u3gennsa, T0 UX HauMeHOBaHUS MOTYT WMCNOJib30BartbCA B HaMMEHOBaHUM MeLULMHCKOro
n3genus.

Il. Mpoueaypbl perncTpaymm n aKCNepTUsbl MegULUHCKOIo usaenus
21. na peructpaumm MeguLMHCKOro U3nenvs 3asasutesb BblompaeT pedhepeHTHOe rocyapcTBo U Kak
MWHUMYM OHO rocyAapcTBO NPU3HaHUS.

22. 3asiBUTENb NPEACTABNSET B YNOMHOMOUYEHHbIV OpraH (3KCNepTHY opraHu3aLuio) peepeHTHOro
rocyfapcTsa crefyoLime AoKyMeHTbI:

a) perncTpauMoHHoe [0Cbe, COAepXallee 3asiB/IeHVs O PerucTpauuy 1 3KCnepTuse, a Takke
[IOKYMEHTbI M0 NMepeyHio CornacHo

npunoxenuo N 4;

6) KOMMM [OKYMEHTOB, MNOATBEPXAAOWMX oOnfaty npoueayp perncrtpaumm u  3Kcneptusbl B
pedepeHTHOM rocyaapcTBe.

23. YNONHOMOYEHHbIM OpraHoM (3KCMEePTHOW opraHu3aunein) peddepeHTHOro rocygapcTea B TedeHune 7
pabounx AHEeRn co AHS NOCTYNIEHUS 3asB/IEHWI O perucTpauum n aKkCnepTn3e N [OKYMEHTOB, YKa3aHHbIX B
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O lMpaewnax peructpaumm 1 akcnepTr3bl 6e30MacHoCTH, KayecTsa U APAPEKTUBHOCTU MEAULMHCKNX U3Aenunii (C n3mMeHeHnsamu Ha 30
mapTa 2023 roga)
PeweHue Cosema ESK om 12.02.2016 N 46

CrtpaHuua 10

NyHKTe 22 HacToAwmx MNpaBw/, NPOBOAMUTCA MPOBEPKA MOSIHOTLI U [OCTOBEPHOCTU COAEpPXaLLmXca B
HUX CBEAEHMWIA.

24. B cnyyae ecnv 3asiB/IeHVsI O perucTpauuy UM aKCnepTuse MpeAcTaBeHbl C HapylleHUMeM
Tpe6oBaHWiA, yCTAHOB/IEHHbIX HACTOSALWMMM MpaBuiamMu, UK B HUX YKkasaHbl HEAOCTOBEPHbIE CBEAEHUS], U/
[IOKYMEHTbI, YKa3aHHble B

nyHkTe 22 HacToswmx [NpaBun, npeactaBieHbl HE B NOIHOM O6beMe, YNO/IHOMOYEHHbIA OpraH
(aKkcnepTHas opraHusauusi) pedhepeHTHOro rocyaapcTea B TeueHne 7 pabounx AHER co AHS NOCTyn/eHnus
TakMX 3asiBfIEHUA U [JOKYMEHTOB YBEAOM/ISET 3asiBUTENSI O HEOOXOAMMOCTU YCTPaHEHUS! BbISIB/IEHHbIX
HapylwieHnii n (unu) npeacTaBneHMs OTCYTCTBYHOLWMX AOKYMEHTOB B TeueHume 30 paboumx AHel co AHs
pasmeLleHNs] COOTBETCTBYIOLLEIO YBEAOM/IEHNS B WMHMOPMAaLMOHHON CUCTEME YMNO/THOMOYEHHOMO OpraHa
(aKCnepTHON opraHun3aumm) pedepeHTHOro rocygapctea NMGO CO AHA Hanpas/ieHWsl yBeAOMJ/IEHMS
3asBUTENI0 CNOCOBOM, YKa3aHHbIM B 3asiBIEHUSIX O PETNCTPaLMN 1 3KCNepTuse.

25. B cnyyae ecnn no uctedeHnn 30 paboumx AHel 3asBUTENIEM He YCTpaHeHbl BblSBIEHHbIE
HapyweHua n (Wam) He nNpeacTaBfeHbl OTCYTCTBYHOLWME AOKYMEHTbI, YNONHOMOYEHHbI OpraH (3KkcnepTHas
opraHu3aumsl) peepeHTHOro rocygapctea B TeueHve 3 paboumx AHel NpuHMMaeT pelueHre O Bo3Bpare
3asBUTENIO 3a5B/IEHNIA O perncTpaLmmn 1 3KCnepTu3e 1 AOKYMEHTOB C 060CHOBaHVEM MPUYNH BO3BPATA.

26. B TeueHune 3 pabounx gHel Co OHS NpeacTaB/eHUs 3asB/IEHUA O permcTpaumm u aKCnepTmse un
[OKYMEHTOB, COOTBETCTBYHLUMX TpeboBaHusM HacToswmx [NpaBun, a Takke B C/ydyae YCTpPaHeHWs B
YCTaHOB/EHHbIV B

MyHKTe 24 HAcTosALWmMX MpaBua CPOK BbISIBMIEHHbIX HAPYLIEHW 1 (Un) NpeAcTaBNeHnsl JOKYMEHTOB,
COOTBETCTBYHOLUMX TPe6OBaHUAM HacTosAWmMX MpaBus, yNoNHOMOYEHHbIA opraH (aKCnepTHas opraHu3aLms)
pethepeHTHOTo rocyaapcTea NPMHUMAET pelleHne 0 Hadase Npoueayp PerncTpauum U aKCnepTusbl, a Takke
pasMeLLaeT B CBOeli MH(POPMALMOHHOW CUCTEME PETUCTPALMOHHOE [0Che, COoAepXallee 3asiBNEHUS O
pervcTpauum 1 aKcnepTnse.

27. MpoBefeHne 3KCNepTr3bl BKOYAET B cebsl (ECM NPUMEHVMO):
a) OLLeHKY NPaBWU/IbHOCTU OTHECEHWS M3AENNS K MEAULMHCKAM U3LENUAM;

6) OLieHKY COOTBETCTBMSI YKa3aHHOro 3asiBUTENIEM Kflacca MNOTEeHUMANbHOTO pucka MpUMeHeHus
MEAULIMHCKOrO M3Aennsi B COOTBETCTBUN C

MpaBuiamMn _knaccuukaumm MeanLnuHCKUX M3aennini B 3aBUCMMOCTU 0T MNOTEHLUaIbHOIO pucka
NPUMEHEHUA, YTBEPXAEHHBLIMN

Pewennem Konnernn EBpasuiickoii 3KOHOMUYECKOM Komuccum oT 22 aekabpsa 2015r. N 173;

B) OLEHKY MPaBWJIbHOCTY OTHECEHUS MeAWLUVHCKOIo wusgenus (mogenei (Mapok) MeAMLMHCKOro
n3nenusi) K onpesesieHHoMy Buay MEAULMHCKUX U3AENnii B COOTBETCTBUN C

HOMEHKaTYPOil MeAULMHCKUX U3AENNiA, NPaBusia BeAeHNss KOTOPOI YTBEPXJEHb!

PeweHnem Konnernn EBpa3uniickoii 3KOHOMUYECKOK kKomuccum oT 29 aekabpsa 2015 1. N 177;

I) OLEHKY COOTBETCTBMS Mogesneii (Mapok) MeAMLMHCKOro u3fgenust (Mpu Haavuuum), BKIOYAEMbIX B
O/[IHO PErncTpaLoHHOE YA0CTOBEPEHNE, KPUTEPUSAM, YCTAHOBNEHHbLIM

NyHKTOM 19 HacToawux MNpaBul;

[1) aHa/nM3 U OLUEHKY [AoKasaTesflbHbIX [O0KYMEHTOB (MaTepuasioB), NMOATBEPXAAIOLIMX COOTBETCTBUE
MEANLIMHCKOrO n3aesnmsi

O6uimm TpeboBaHNAM, BKIOYaKOLWMe B Ce65:

aHasIM3 npeAcTaB/ieHHbIX NPOU3BOAMTENIEM CBEAEHUI O COOTBETCTBUM MEAULMHCKOTo 13aenus

NC «Texakcneprt: 6 nokoneHue» VIHTpaHeT
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O lMpaewnax peructpaumm 1 akcnepTr3bl 6e30MacHoCTH, KayecTsa U APAPEKTUBHOCTU MEAULMHCKNX U3Aenunii (C n3mMeHeHnsamu Ha 30
mapTa 2023 roga)
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O6unm TpeboBaHWAM, B TOM YMC/E aHaIM3 NPaBUbHOCTU MAEHTUIUKALLMN NONOXKEHW

O6Lmnx Tpe6oBaHwWii, NPUMEHUMbIX K MEAVLMHCKOMY U3[e/uIo;

OLEHKY COOTBETCTBMA MNPOTOKOJ/I0B TEXHUYECKUX NCNbITAHWUNA, BblAaHHbLIX  YNMO/IHOMOYEHHbLIMW
opraHmsauunamm, I'IpanmaM npoeseneHna TEXHNYECKNX UCNbITAHWUIA MeONLNHCKUX I/I3,EI|EJ'II/II7I;

OLIEHKY COOTBETCTBWSI MPOTOKO/IOB WCC/IeAoBaHWii (UCMbITaHWA) C UMb OLEHKM 6GKMOMNOrMyecKoro
OeACTBUS MeAULMHCKNX U3AeNniA, BblAaHHbIX YNOTHOMOYEHHbLIMW OpraHm3aumsamu, MpaBunam npoBeaeHus
nccnefoBaHnii (MCNbITaHuin) € Lebio OLEHKM BUOI0rMYeckoro 4encTBmsa MeaNLMHCKUX N3LENWIA;

aHa/IM3 OT4YeTa MO OLEHKEe BGUOMOTMYECKOro AERCTBUA MEeLMUMHCKOro n3genus (NpoBoauTCcs B TOM
yncne ANns NOATBEPXAEHUS TOTO, YTO MaTepuasibl, BXOASALWME B KOHTAKT (B3aMMOAENCTBYOLME) C TKAHAMM
yefnoBeka, WAEHTUUUMPOBaHbl (yKasaHbl Mapku MaTepuasioB W WX W3rOTOBMTENN), a Takke gans
noATBeEPXAEeHNS 060CHOBAHHOCTM OTCYTCTBMS HEOOXOAMMOCTU NPOBEAEHUS UCCNeAoBaHWUA (MCNbITaHWA) C
Le/bio OLEHKM BUNO/IOTMYECKOro AencTBms);

aHanu3 otyeTa O K/IMHUYECKOM fAokasaTenbcTBe 3EKTUBHOCTU U 6e30NacHOCTM MeAULMHCKOro
usgennsa (NposoauTcsa 419  MOATBEPXAeHWs 000CHOBaHHOCTM BblGOpa METOAO0B [oKas3aTeNbCTBa
KNMHWYECKON  3(pPEKTMBHOCTM M 6GE30MacHOCTM  MEOMUUMHCKOTO  M34ennsi, Ba/IMQHOCTM  AaHHbIX,
MCMNO/b3yEMbIX A1 [oKasaTrenbCTBa KIMHUYECKOl 3deKTUBHOCTM ¥ 6e30nmacHOCTM  MeAULUHCKOro
n3genus, a Takke 060CHOBAHHOCTM 3aK/IIOHEHMS O KIIMHUYECKON 3hhekTMBHOCTH 1 6e30MacHOCTH 418 BCEX
3asB/IEHHbIX MOKa3aHUA K NPUMEHEHMIO C YYETOM HaUTMYMA UM OTCYTCTBUSA NPOTUMBOMNOKa3aHWii);

OLUEHKY  COOTBETCTBMSI OTYETOB O  K/AMHMYECKMX  (K/IMHUKO-NabopaTopHbIX)  UCMbITAHWSAX
(MccnefoBaHUsIX) MEAULMHCKUX u3aenuii MpaBunam npoBefeHUst KNMHUYECKUX U KITMHUKO-/Ta60paTopHbIX
UCMbITaHuii (MccnenoBaHunit) MEAULMHCKNX N3AeNuii;

aHa/IM3 Ba/MAHOCTM [0Ka3aTeNbCTB MEPBO  CTOPOHbI (MpU  Hanuuuu) A0S NOATBEPXKAEHUS
COOTBETCTBUS MEANLMHCKOTO U3AeNus

O6uimm TpeboBaHMAM C YHETOM K/1acca NOTEHLUUAIbHOTO pUcKa NPUMEHEHUS MEAULMHCKOTO N3Aenmns
(&N MeoUUMHCKUX W3AENUiA K1accoB NOTEHUMAasIbHOTO pucka NpUMeEHeHUs 26 M 3 K [okasaTenbcTBam
NepBOii CTOPOHbI AO/HKHbI NpUAaraTbCa NporpaMmma mucnbitaHni (nccnefoBaHmnii) 1 060CHOBaHWE BbIOPaHHbIX
METO/0B);

aHa/M3 CcTaHAapToB, MNPUMEHSIEMbIX MPOM3BOAMTENEM TMNPU MPOEKTUPOBAHUM W  MPOM3BOACTBE
MEANLIMHCKOrO M3aenusi;

aHa/M3 6e3onacHOCTM U 3IEKTUBHOCTY JIEKAPCTBEHHOTO CpefcTBa B COCTaBe MeAMLMHCKOro
U3[Enusi, ero BAVSHUS Ha (PyHKLMOHANIbHOCTL MEAMUMHCKOTO U34ENnsi, COBMECTUMOCTY JIEKAPCTBEHHOTO
CpefcTBa ¢ MEANUMHCKUM M3AenveMm (3a WUCKIYeHNeM MeqUUMHCKUX U3AeNnii Ans AWarHoCTWKW in Vitro).
JlekapCTBEHHOE CpPEeACTBO [JO/MKHO OblTb 3aperMcTpMpoBaHHbIM 1 paspelleHHbIM K MNpYMEHeHUlo B
rocyfapcTBe - NPOU3BOAWTESE NIEKAPCTBEHHOMO CPEACTBA;

aHa/M3 AaHHbIX O 6KoNorMyeckoit 6e3onacHOCTM MeaMLMHCKOrO M3AEeNNsi Ha OCHOBE aHa/n3a BCex
MaTepuasioB XXMBOTHOIO WM YEIOBEYECKOrO MPOMUCXOXAEHWS, BXOOAWMX B MeAMUMHCKOE W3genue,
WHpopMauum o noabope WCTOYHMKOB (AOHOPOB), OTOGOpe Marepuana, MpPOLECCUHIe, XPaHEHWUM,
TECTMpPOBaHMK, Ba/Mgauun npoueayp TeCcTUpOBaHWsA, a Takke obpalleHnM C  TKaHAMW, KNeTKamm,
cy6CcTaHLMSAMM XNBOTHOTO UM YENOBEYECKOT0 MPOVCXOXAEHUS, KY/IbTYpamy MUKPOOPTraHU3MOB U BUPYCOB;

aHa/Im3 npouenypbl n MEeTo40B crepunnsaumnmn MegnUnHCKOro n3nenus, marepunasios,
O6OCHOBbIBaI'0LU,VIX cnocob cTepunnsaumnn, npegnaraemblX METOAO0B KOHTPO/IA KavyecTBa W onpeneneHund
OCTaTKOB CTepUInN3yroLiero sewectea npu NnpuMeHeHNn X mMnyeCcKkoro crnocoba crepunmnsauunu;

N3yyeHne BasIMAHOCTM NPOrPaMMHOro0 06ecrneyeHns Ha OCHOBE aHa/IM3a AaHHbIX O ero Bepudmnkauum
M Ba/MgauuMu, B TOM u4uc/le WHGopMauum O e€ero paspaboTke, Mepax W CpefacTBax 3alyTbl OT
HeCaHKLMOHMPOBAHHOIO foCTyna M obecnedyeHnn knbep6e3onacHoCTW, TECTUPOBaHWM MNPOU3BOAMTENEM,
OaHHbIX 00 MAeHTUdNKaLMN N MapPKUPOBKE;

aHanM3 oTyeTa O CTabUNbHOCTU MeguunHCKOro wusaenus, 060CHOBAHHOCTM 3asiBNIEHHOIO CpokKa
XPaHEeHUA;
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O lMpaewnax peructpaumm 1 akcnepTr3bl 6e30MacHoCTH, KayecTsa U APAPEKTUBHOCTU MEAULMHCKNX U3Aenunii (C n3mMeHeHnsamu Ha 30
mapTa 2023 roga)
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paccMoTpeHne oTyeTa No aHasIM3y PUCKOB B LENSX NOATBEPXKAEHUST NOAHOTbI MAEHTUULMPOBAHHBIX
B TakOM OT4YeTe OMnacHOCTEW, OnacHbIX CUTyauuil M COOTBETCTBYIOLLMX PUCKOB, KOTOpble MOryT ObITb
OLEHeHbl Kak HegonycTMMmble, a Takke MOATBEPXKAEHUS 3akNiveHUs npousBogmTens 06 OTCyTCTBUU
HeaoNyCTUMbIX PUCKOB SIM60 [0MNYCTUMOCTU PUCKOB, KOTOPblE B OTYETE MO aHa/IM3y PUCKOB OLEHEHbI Kak
npuemMsiemMble Ha OCHOBE aHa/In3a COOTHOLLEHMS "pUCK - nonb3a”;

nogreepxaneHne Ha O0CHOBaHMM TMpeAcTaB/EHHbIX OOKa3aTe/ilbHbIX MaTepunasioB (,CI,OKyMeHTOB)
060CHOBaHHOCTY pe3ynbrata OUueHKU nponssoanTenia 0 COOTBETCTBUMN MeEANLIMHCKOIO n3aenvs

O6LInM TpeboBaHUAM;

OLIEHKY COOTBETCTBMS 9KCN/IyaTaLUMOHHOIO AOKYMEHTA WM UHCTPYKLIMK NO NPUMEHEHNIO, PYKOBOACTBA
No CepBMCHOMY 06CYXMBAHIO

O6uWKMm TpeboBaHUAM;

OLIEHKY COOTBETCTBNA MapKNpPOBKN MEOANLNHCKOTO n3aenns

O6uimm TpeboBaHUAM;

aHa/In3 Tpe6OBaHVIl7I K TEXHNYECKNM XapaKTepuctnkam MmeanunHCKOro n3nenns;

OLEHKY [IOKYMEHTOB, MOATBEPXIAIOLMX Pe3y/bTaTbl UCMbITAHWA MEAMLMHCKMX WU3Aenuii B Lensx
YTBEPXKAEHUA TNa CPEeACTB U3MEPEHWI (B OTHOLLEHUM MEAVNLMHCKUX W3AENWiA, BK/OUYEHHbIX B NepeyeHb
BU/I0B MeANLIMHCKMX U3ennii, NoAexallyx OTHECEHMIO NPW UX PEFUCTPALIMN K CPeACTBAM U3MEPEHWA);

€) aHa/M3 OTYETOB O pe3y/nbTatax WHCMEKTUPOBAHMS MPOU3BOACTBA MEAMLMHCKOTO M3aenvs
(NpoBoanTCA B LUENSX TNOATBEPXKAEHUA COOTBETCTBUSI 3asB/ISIEMOI0 MEAULMHCKOrO W3Aenus rpynne
(noarpynne) MEAULIMHCKUX U3AENWIA C yYETOM K/lacca NOTEHLMAIbHOTO PUCKa NMPYMEHEHWS COTIacHO

npunoxeHnto N 2 k TpeGoBaHUSAM K CHUCTEME MEHEMKMEHTA KauyecTBa, a TakkKe MOATBEPXAEeHNS
[LOCTOBEPHOCTV  MHchopMauuyM 06 yKasaHHbIX B 3asBfIEHUsIX O perucTpauuM W 3KCrnepTuse
NPOM3BOACTBEHHLIX M/IOWAAKAX, Ha KOTOpble pacrnpocTpaHsieTcs [AeicTBUMEe OT4yeTa O pesysbrarax
WHCMEKTMPOBaHNS NPOV3BOACTBA MEAULMHCKOIO U3aenus);

X) aHasIM3 AaHHbIX 0 cepTUdIMKaLMN CUCTEMbI MEHEeMKMEHTa KadecTBa (Mpy Hasimynm), B TOM 4uncne
TpeboBaHWii, Ha COOTBETCTBME KOTOpPbIM cepTuduuMpoBaHa CUCTEMa MEHEeMKMEHTa KadecTsa
npou3BoauTensl, M ceefeHuii o cepTudpmkatax (HOMep, AaTa Bblgayn, CPOK AelCTBUS cepTudimkara,
HaVMeHOBaHWEe 1 CBeAEHNS1 06 akkpeamTaumm opraHa no ceptudmkaumm);

3) MNOATBEPXAEHNE OBGOCHOBAHHOCTU YKa3aHWs NPOU3BOACTBEHHbLIX MJIOLWAA0K PErMcTpUpyemMoro
MEANLIMHCKOIO M3Ae/us;

M) aHa/M3 fJaHHbIX O paspaboTke U MPOU3BOACTBE MEAULIMHCKOTO u3genusi (CXembl NpPOLEeCCOB
NPOU3BOLCTBA, UHDOpPMAaLMsa 06 OCHOBHbIX CTaAUsIX MPOU3BOACTBA, YNAKOBKW, UCMLITAHUIA U O npouenype
BbINycka KOHEYHOTO NPOAyKTa);

K) aHaNInM3 NpeAcTaBneHHOl nponssogmTenem nHpopMaumm 0 MapkeTuHre;

J'I) aHa/M3 npeacrtaB/IEHHbIX MPOU3IBOAUNTENEM CBG,EI,EHI/II;I 0 Hanuunn unn o6 OTCYTCTBUMN COO6LU|EHI/II\/JI (0]
HexenaTteNbHbIX COObITUAX W (I/U'II/I) HeCYaCTHbIX C/iydasX, CBA3aHHbIX C MCMNOJ/iIb30OBaHNEM MeANLUWUNHCKOro
n3genund, oT3biBax C pPblHKa MeAWUWMHCKOro wusaenua, yBeAOMHEHMﬁ no 6e3onacHocTn MeanLUNHCKOro
n3gennd, noaxogoB K peleHU TakKux npo6r|eM npomnssogutenemMm npu umnx BO3HWUKHOBEHWUWU, OMUCaHUA
npearnpuHATLIX KOPPEKTUPYHOLWNX AGVICTBMVI, a TakKXke aHa/In3 COOTHOLWEHUA YPOBHA MpoAa, KomyecTtBa
HeCYaCTHbIX C/ly4aeB 1 0T3bIBOB MeNUHCKOIo n3aenna n3 o6pa|.|.|,eH|/|s'-|;

M) aHanu3 nnaHa cbopa faHHbIX No 6e30nacHOCTU M 3PPEKTUBHOCTU MESULMHCKOIO M3Aenus Ha
NOCTNPOAAXHOM 3Tare.

28. [Mpu npoBefeHUM IKCMEepTU3bl B C/lydyae HeAoCTaTOYHOCT MaTtepuanioB U CBefeHMWid,
cofiepXalllMxcs B 3asB/IEHNSIX O perucTpauuy 1 aKCneptTuse 1 AoKyMeHTax perucTpauuoHHOro Aockbe, Anis

NC «Texakcneprt: 6 nokoneHue» VIHTpaHeT
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NPVHATUS PELLEHNS O Hadyasne NPOoBeAeHUs MHCMEKTMPOBaHWA NPOWU3BOACTBA (NP HEo6XOoAMMOCTW ero
npoBefieHns) UK A7s1 NOATOTOBKM 3KCNEepTHOrO 3ak/ioueHns (Mpu oTCYTCTBMM HEOGXOAMMOCTM NPOBeAeHus
WHCMEKTMPOBAHNS MNPOW3BOACTBA) YMOSIHOMOYEHHbIVi opraH (3KcnepTHas opraHu3auusi) pedepeHTHOro
rocygapcTBa Hanpae/sieT 3asiBUTE/Il0 COOTBETCTBYHOLLUMIA 3anpoc (C ykasaHuem xapaktepa 3aMeqaHuii u
CMocoGOB UX yCTpaHeHusi). 3anpoc Hanpae/sieTcsl OAHOKPaTHO Croco6GOM, yKa3aHHbIM B 3asiBEHWSIX O
pervcTpauum 1 aKcnepTrse.

3anBuUTenb 06513aH NPeACTaBUTb OTBET Ha 3anpoc B TeueHue 60 paGouunx gHel co AHSA ero nosyyeHus.
B cnyyae HenpeacTaBieHUst ykasaHHOrO OTBETA B CPOK YMNOMTHOMOUYEHHLIN opraH (3KkcnepTHasi opraHm3aums)
NPUHYMAET pPELLEHME OTHOCUTENIBHO BO3MOXHOCTW PErncTpauuy MeauuMHCKOTO W3L4Ee/Usi Ha OCHOBaHUW
[LOKYMEHTOB, MEILLMUXCS B EF0 PACMOPSHKEHUM.

Mpwn BbISABMIEHUN YNOSIHOMOYEHHbIM OPraHoM (3KCMEPTHOW opraHn3auneii) pepepeHTHOro rocyaapcraea
B MPEeACTaB/IEHHbIX 3asiBUTENIEM B OTBET Ha 3anpoc AOKYMEHTax HeAOCTOBEPHbIX AaHHbIX WU LOKYMEHTOB,
COCTaB/IEHHbIX WM coAepXallmx TeKCT Ha WHOCTPaHHOM $i3blke 6e3 3aBEPEHHOI0 B YCTAHOB/IEHHOM
3aKoHOAATENbCTBOM pethepeHTHOr0 rocyJapcTBa MopsiAke nepeBofa Ha PYCCKUiA A3blK, YNONHOMOYEHHbIN
opraH (3KcnepTHas opraHu3auus) B Te4eHne 2 pabounx gHe co AHS NoyYeHUs: TakMx AOKYMEHTOB Bpy4aeT
3as8BUTE/NI0 CMOCOOOM, yKasaHHbIM B 3asIBAIEHUSX O perncrpaumMum M aKCnepTuse, pelleHue O BO3Bpare
yKasaHHbIX JOKYMEHTOB C OOOCHOBaHMEM MPUYMH BO3BpaTa M COOOLIEHMEM O BO3MOXHOCTM MOBTOPHOIO
npeacTaBfeHns 3asBUTENIEM AOKYMEHTOB [0 UCTEYEHMS YKa3aHHOro B ab3ale BTOPOM HaCTOSILLEro nyHKTa
cpoka.

29. YNo/nHOMOYEHHbI opraH (3KkcnepTtHas opraHm3auusl) pedepeHTHOro rocygapctea B TedeHue 45
pabounx pgHeli €O AHA MNPUHATAA MM peLleHMss O Havasle npoueayp perncrtpaumm u  3KCnepTu3bl
MEeANLMHCKOTo n3aenunst ochopmMsieT IKCNEPTHOE 3ak/Il0UEHNE COr/TacHO

npunoxennto N 5 nnéo B cny4vae HEO6XOAMMOCTM npoeseneHna MHCNEKTUpPoBaHUA MpPon3BoACTBa
NPUHUMAET pelleHne o0 Hadasie npoBegeHna MHCNEKTUpPOoBaHUA MNMPOU3BOACTBa (I'IpI/l ycnoBun OTCYTCTBUA
3amMeyaHuii K OOKyMeHTaMm, cojgepxalwunmca B npegcrtaB/ieHHOM A0Cbe, WM YCTpaHeHuA 3amMeyaHui,
YKa3aHHbIX B 3anpoce) N yBEAOMNAET 3aABUTENA O NMPUHATOM pPELUEHNN NYyTEM HanpaB/IEHNA YBEAOM/EHNA
crnocobom, YKa3aHHbIM B 3aAB/1EHNAX O perncTpaunm n aKkCnepTtnse.

30. MNpn NPUHATAM peLLeHns 0 Havase MHCNEeKTUPOBaHMSA NPOW3BOACTBA YNO/THOMOYEHHbIM OpraHoM
(3KcnepTHON opraHu3auneli) ped)epeHTHOro rocygapcTBa MHCNEKTUPYOLWAasa opraHusaums pegiepeHTHOro
rocyfapcrtea NpoBOAUT VHCNEKTUPOBaHME NPOM3BOACTBA B COOTBETCTBUMN C

TpeGoBaHVsSIMM K CUCTEME _MeHe[KMeHTa _kayecTBa. CpoOK oOpraHusauMu u  NpoBefeHus!
WHCMEKTMPOBaHNS MPOM3BOACTBA HE AO0/MKEeH B COBOKYMHOCTM mMpeBbiaTb 90 paboumx fAHeli co aHA
NPUHATUS YNO/THOMOYEHHBLIM OpraHOM (3KCMEPTHOI opraHv3aumeil) peleHust 0 Hadane VMHCNEeKTUPOBaHMS
Npou3BOACTBA.

31. OtyeT 0 pe3ynbratax WHCMEKTMPOBaAHUS MNPOU3BOACTBA HaMNpPaB/ASETCs WHCMEKTMPYHOLLE
opraHusaumein B YMNO/THOMOYEHHbIA opraH (3KCNEpPTHYH OpraHun3auuio) pedepeHTHOro rocygapcrea Asis
BK/IIOYEHUS] B PErNCTPaLMOHHOE [OCbe W 3asiBATE/NH0 MO MOYTe 3aKa3HbIM MOYTOBLIM OTNPAaB/IEHNEM C
YBEIOM/IEHNEM O Bpy4YeHUM 60 B (POPME IMEKTPOHHOTO AOKYMEHTa, MNOANMCAHHOIO 3/1EKTPOHHOIA
noanncblo, B TedeHne 15 paboumx AHEN co AHSA 3aBepLUeHMs MHCMEKTUPOBaHMA npoussogcTea. Mpu aTom B
C/yyae ecsim no Utoram MHCMEKTMPOBaHNS NPOM3BOACTBA BbISIBNIEHbI HECOOTBETCTBMS, OTYET O pe3ysibratax
WHCMNEKTUPOBaHNA  MPOW3BOACTBA,  [OMOMHEHHbIA  CBeAeHVMAMW 06  YyCTpaHEHUW  BbISIBMIEHHbIX
HECOOTBETCTBUIA, HaMNpPaBSIETCS MHCNEKTUPYIOLWEl opraHmM3aunein B YNO/THOMOYEHHbIN OpraH (3KCNepTHYH
opraHu3aumio) pechepeHTHOro rocygapcTea B TedeHve 15 pabounx AHeli nocne nonyvyeHus oT 3asBuTens
CBefleHNn 06 yCTpaHEHMM HEeCOOTBETCTBUA NMBO CO AHSA WCTEYEHWS CPOKa, YCTAHOB/IEHHOTO ANS WX
yCTpaHeHus.

B cny4dyae ec/im no ntToramMm MHCNEeKTnposaHMAa Npon3eBoacTBa B AOKYMEHTbI PETMCTpPpaUMOHHOIO AO0Cbe
Ha peruncTtpnpyemoe mMeaununmHCKoe wmnsgesine BHeCeHbl USMEHEHUA, TakKme OOKYMEHTbI, OCpOpMI'IEHHbIe B
COOTBETCTBUN C

npunoxeHvem N 4, HanpasfsoTCS MHCMEKTUPYHOLWEA opraHusaunein B YNO/THOMOYEHHbIA opraH
(3KCcnepTHyO opraHnsaumio) pechepeHTHOro rocyaapcraa.

32. YNo/MHOMOYEHHbI opraH (3KcnepTHas opraHm3auusl) peepeHTHOro rocygapctea B TedeHue 15
pabounx AHER cO AHS MOMy4YeHWs oTyeTa O pesynbTaTax WMHCMEKTUPOBaHWA Mpou3BOACTBa odhopmaser
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JKCNepTHoe 3akKk/tovyeHne B COOTBETCTBUN C

npunaoxennem N 5 K HacTodawmm MNpaBuiam.

33. BbiBOAbI, coAepxalineca B 3IKCNEPTHOM 3aK/OUYEHUW, [OJ/DKHbI ObITb OAHO3Ha4YHbIMN W
NMOHATHBIMMW.

34. OCHOBaHVSIMU [/l BbIHECEHWUSI YMO/IHOMOYEHHBLIM OPraHOM (3KCMEPTHOW  opraHusaumei)
pethepeHTHOro rocyAapcTea 3ak/ItueHusi 06 0Tkase B PErMCTpaLmMy MeVLHCKOTO U3AENUs SIBASIKOTCA:

a) HEenoATBEPXAEHME COOTBETCTBYWOWMMK MaTepuasiaMmm W CBEAEHUSIMW, COAEPXALMMUCA B
perncTpaunmoHHoM aocbe, KadectBa, U (Mnun) addeKkTuBHoOCTH, U (M) 6e30nacHOCTU MeAMLMHCKOro
n3genuvs;

6) NpeBbllleHME pUCKa MPUYMHEHUS Bpeda 3A0POBbI0 FpaXaaH W MeAUUMHCKUX PaGOTHUKOB
BC/MIEACTBME NPUMEHEHWS MEANULMHCKOTO U3Aenusi Haf 3peKTUBHOCTbLIO €70 NPUMEHEHUS;

B) BbISIB/IEHME NPWU OCYLECTBMIEHUM YMNO/THOMOYEHHLIMU OpraHamu rocyfapCTBEHHOIO KOHTPOAA
(Hag3opa) 3a obpaweHVeM MEAVMUVHCKUX W34eNnii HefOCTOBEPHbIX [AaHHbIX 06 3dhekTUBHOCTU W
6e30nNacHOCT  MEAMUMHCKOTO W3AENMS U WX HECOOTBETCTBME JaHHbIM O MEAULMHCKOM U3Oenuu,
cogepxalmcs B J0KyMeHTax perncTpaumyoHHoro Aocke.

35. B cnyyae ecnin 3KCnepTHOE 3aK/1YeHNe OTHOCMTENIbHO BO3MOXHOCTM perncrpaumm MeguumHcKoro
n3genvsa ABnsieTcs oTpuuatesibHbIM, YMOSIHOMOYEHHBI opraH (3KcrnepTHas opraHusauus) B TedeHue 10
paboumx gHen co AHA odhopmieHus (NOAYyYEeHUs) 3KCNEPTHOIO 3aKNYEeHUS NPUHUMAET peLleHne 06 oTkase
B perucTpauum MegmuMHCKOro u3genus, odopmaseTr W BblAaeT 3asiBATENI0 CMOCOO0M, yKasaHHbIM B
3asB/IEHMAX O perucTpaumm n aKkcnepTnse, yBeaomsieHme 06 oTkase B perucrpauum MeguumHCKoro n3genms
€ 060CHOBaHMEM MPUYNH OTKa3a U MPUNOXKEHNEM K HEMY KOMWUM 3KCNEPTHOIO 3aK/IHOYEHNST YNOTHOMOYEHHOTO
opraHa (3KCnepTHOW opraHM3aumun) pedhepeHTHOro rocyapcrea.

36. B criyuae ecsiv aKCNepTHOE 3aK/1HUYeHNE OTHOCUTE/TbHO BO3MOXHOCTM PEFMCTPALN MEAULUHCKOO
u3penusi sIBNSIETC NOMIOXUTENbHBIM, YNOSIHOMOYEHHbI OpraH (3KcnepTHasi opraHusauusl) ped)epeHTHOro
rocygapctea B TeyeHue 5 paboumx AHell co AHS OCDOPMJ/IEHWSI IKCMEPTHOTO 3ak/IHUEHUs] pasMeLlaeT B
CBOEl MHC(hOPMALMOHHONI CUCTEME PErMCTPALMOHHOE AOCHE M 3TO IKCMEPTHOE 3aK/IUYEHWE U yBeAOM/SET
3asBUTENs O HEOOXOAMMOCTU MpeAcTaB/EHUs KOMUiA [OKYMEHTOB 06 onnate npoueaypbl COrnacoBaHust
3KCMNEePTHOro 3aK/YEHNs B rocyaapctee (rocyaapcTsax) npuaHaHusa B TedeHue 30 KaneHAapHbIX AHel co
[IHS1 HanpaB/eHUs Takoro yBEAOM/IEHNS 3asiBUTE/H0 CMOCOOOM, YKasaHHbIM B 3asIB/IEHUSX O pPerucTpauum u
aKcnepTuse.

37. 3aaBuTeNb yBEAOM/ISIET YNO/THOMOYEHHbIE OpraHbl (3KCMepTHble opraHusauuun) pedepeHTHOro
rocygapctea M rocygapctsa (rocyfapcTB) npu3HaHuss 06 onnate npouedyp COrnacoBaHUsi B CPOK,
YCTaHOB/IEHHbI

NYHKTOM 36 HacTosaLuX [NpaBu/l.

38. CornacoBaHve 3KCMNEPTHOIO 3ak/IlOYEHUS SAB/ISIETCS OCHOBAHWEM /1S NPUHATUS PELUEHNs O
perucTpaumm MeauMuMHCKOrO W3Aenusi B TrocydapcTBe MNpPU3HaHWS U O0dhopMASIETCA  YNOSHOMOYEHHbLIM
opraHom (3KCnepTHOl opraHu3auuein) rocygapcTsa NpuU3HaHUsA B (QOPME 3ak/IUEHMsI O MOATBEPXAEHUN
cornacoBaHus (HecornacoBaHusl) 3KCNEPTHOrO 3aKOUYEHUST COrTacHO

npunoxeHnto N 6 (ganee - MNOATBEPXAEHME coOrfacoBaHuA (Hecor/1acoBaHus) 3KCNepPTHOro
3aK/14eHns).

39. CornacoBaHue 3KCNePTHOrO 3ak/I4YeHNs YNONHOMOYEHHbIM OpraHoM (3KCMepTHO opraHm3aluneii)
rocyfapcrtsa Npu3HaHusa OCYLLIECTB/IAETCH B COOTBETCTBUN C

pasgenom lll HacToawmx MNpasun.

40. Mpu ycnoBuMn OTCYTCTBMSI pasHOriacuini Mexay pediepeHTHbIM rocyAapcTBOM W rocyfapCTBOM
(rocygapcTBamu) NpU3HaHUSi B OTHOLLEHUW COIIaCOBaHNsi 3KCMEPTHOrO 3aK/IHUEHMS YNOTHOMOYEHHbIV opraH
(3KcnepTHas opraHu3auusl) pedpepeHTHOro rocyaapcTaa:
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O lMpaewnax peructpaumm 1 akcnepTr3bl 6e30MacHoCTH, KayecTsa U APAPEKTUBHOCTU MEAULMHCKNX U3Aenunii (C n3mMeHeHnsamu Ha 30
mapTa 2023 roga)
PeweHue Cosema ESK om 12.02.2016 N 46

CrtpaHuua 15

a) B TeyeHne 10 paboumx gHei co AHA NOMy4YeHUst OT BCEX YNOSIHOMOYEHHbIX OpraHoB (3KCMEPTHbIX
opraHv3aumin) rocygapcTs npu3HaHuWa MOATBEPXKAEHMS COM/lacoBaHMS 3KCMEPTHOrO 3ak/uveHus mbo co
[OHA UCTEYEHMS] CPOKa, YCTAHOB/IEHHOTO NS NPeAoCTaBMeHWs TOCyAapcTBaMy MPU3HAHUS YKa3aHHOTo
noaTBepxaeHnss (Mpu  ycrioBUW, 4TO 3asiBUTesieM OblM MpeacTaBfieHbl B YMNOMHOMOYEHHbI  OpraH
(aKCnepTHYO oOpraHM3auunio) pediepeHTHOro rocygapcTsa Konuv [AOKYMEHTOB 06 onnate npoueaypbl
COrflacoBaHUsl 3KCMEPTHOrO 3ak/IlYeHUs B rocygapcTBax MpU3HaHUS M MepeBOAOB 3KCMyaTauMOHHOMo
OOKYMEHTa WM WHCTPYKUUX NO NPUMEHEHUI0 MEAMUMHCKOTO W3A4enusi, PyKOBOACTBA MO CEPBUCHOMY
06CNYXMBAHUIO W TEKCTa MapKMPOBKM Ha roCyAapCTBEHHbIE $3blKM TOCYAAPCTB NpuU3HaHus  (npu
Heo6X0ANMOCTH)), NPUHUMAET PEeLLUeHNe O pPerucTpauuy MeauuuHCKOro U3Aenust U pasMellaeT B eAnHOM
peecTpe MegMUMHCKMX W3fennii, 3aperncTpupoBaHHbiXx B pamkax Colo3a, CBeAeHusl O MeAULMHCKOM
n3genuun, NpeaycMoTpeHHble Mopagkom hopmupoBaHms 1 BeAeHUst MHOPMaLMOHHOW CUCTEMBI;

6) B TeueHne 10 paboumx AHEN CO AHSI MPUHATUS PELleHNss O perncTpaumm MeguuuHCKoro nsgenus
ochopmAsSieT M BblAAET 3asBUTE/IIO CMOCOOOM, YKa3aHHbIM B 3asiB/IeHMM O MPOBEAEHWW permcTpauum
MeAULMHCKOTO U34enus, perncTpaunuoHHoe yA0CTOBEPEHNE U NMPUOXEHNE K HEMY.

41. HecornacoBaHue 3KCNepTHOro 3ak/UeHNs YrofHOMOYEHHOTO opraHa (3KCnepTHOW opraHusauum)
pedpepeHTHOro rocyAapcTBa B OJHOM M3 TOCYAApPCTB NpPU3HAHWS SIB/ISIETCS OCHOBAHWEM A1 OTKasa B
perucTpauum MeauLMHCKOro U3enns Ha TeppPUTOPUM 3TOMO rocyaapcTBa NPU3HaHUS.

42. B cnyvae Hanuuma rocygapctBa  (rocygapctB) NPW3HaHWS,  YNOMHOMOYEHHLIM  OpraHoMm
(3KCNepTHOW opraHm3aumeli) KOTOPOro 3KCMEPTHOE 3ak/ItOUYEeHNE HE COrlacoBaHo, YNOMHOMOYEHHbI OpraH
(3kcnepTHasa opraHusaums) pedepeHTHOro rocygapcTea B TedyeHme 10 paboumx AHel Co AHA NoayvYeHus ot
BCEX YMNO/IHOMOYEHHbIX OpPraHoB (3KCMEPTHbIX OpraHv3auuWii) rocyfapcTB MNpu3HaHWA MNOATBEPXKAEHMWS
cornacoBaHus (HecorsiacoBaHUsl) 3KCMEePTHOIO 3aK/IYeHMs B0 CO AHA UCTEYEHUS] CPOKA, YCTAHOB/IEHHOIO
ANns  nNpefocTaBfieHMsl rocy4apcTBamMy MPU3HAHMS  yKasaHHOrO MOATBEPXAEHMS (NpW  YCNOBWM, 4TO
3asaBuUTENEM OblM NpeAcTaBfieHbl B YNO/THOMOYEHHbIA opraH (3KCMepTHY0 opraHv3auuio) pedepeHTHOro
rocygapctesa Konuu [OKYMEHTOB 06 onnate npoueaypbl COM1acOBaHWS 3KCMEPTHOMO 3ak/loueHuns B
rocygapcteax Npu3HaHWs M NEPEBOAOB 3KCM/IyaTalUMOHHOIO AOKYMEHTa WAW MHCTPYKLUMKU MO MPUMEHEHUIO
MEeOMUMHCKOTO W3A4eNnnsi, PYKOBOACTBA MO CEPBUCHOMY OOC/YXMBaHMIO U TeKCTa MapKMPOBKM Ha
rocyAapCTBEHHbIE A3bIKM FOCYAapCTB NPU3HaHKs (NpY HEO6XOAUMOCTH)), C YHETOM XapakTepa BbISIBEHHbIX
3ameyaHuii BbINOSHAET OAHO U3 CrieAyoLWnX AeRCTBUIA:

a) HanpaBnsieT 3asBUTENO YBEAOM/IEHME O HeEO6XOAMMOCTU CcoOr/lacoBaHus obpalleHus B
KOHCyNbTaTuBHbIA KOMUTET ANS YPErynnpoBaHnis pas3HOriacuii B OTHOLLEHMW COrlacoBaHUSI 3KCNEPTHOro
3aKNOYEHNs € NPUNOXKEHNEM KONWK (KONWUA) NOATBEPXKAEHNST cOornacoBaHusi (HeCcornacoBaHusl) SKCNepPTHOro
3akoueHns. Mpu oTCyTCTBUM OTBETA 3asBUTENSA MO WcTedeHun 15 pabounx fOHEeW CO AHS NOsyyYeHus
COOTBETCTBYIOLLETO YBEAOM/IeHUst obpalleHne B KOHCYNbTaTUBHbI KOMUTET CUMTAETCA HECOr/1TaCoBaHHbIM;

6) B C/lyyae corsiacusi ¢ BbIBOAAMM YNOSIHOMOUYEHHOTO opraHa (3KCnepTHOW opraHmsauum) rocygapcrea
NpU3HAHUA O HEBO3MOXHOCTM PerucTpauuyM MeavuUMHCKOTO U3Aenus NMpUHUMAaeT pelleHne o6 oTkase B
pervcTpaumum MeavumMHCKOTo n3genusi. B aTom ciiyyae ynosIHOMOYEHHbIA opraH (3KcnepTHasi opraHusauys)
pecbepeHTHOro rocygapctea B TeueHne 10 pabounx [AHei cO AHA MPUHSTWS pelleHust o6 oTkase B
pervcTpauum MeauLMHCKOro U3Aenunsa OogopM/ISeT W BbigaeT 3asBUTEN0 CrNoco60M, YKas3aHHbIM B
3as1B/IEHUAX O PErMCTPaLIMK 1 SKCNepTu3e, yBeloMIeHne 06 oTkase B permctTpaumum MeauLUyMHCKOro n3aenvs
(c ob6ocHOBaHMEM MNPUUMH OTKasa W NPUIOKEHMEM K HEMy KOMWIA 3KCMEepPTHOTo 3ak/loyeHus U
NOATBEPXKAEHNS HECOrNACOBAHNS SKCMNEPTHOTO 3aK/IHUEHNS).

43. YNO/MHOMOYEHHbI opraH (3KcrnepTHasi opraHusaunsl) pedyepeHTHOro rocygapcrea B TeyeHue 3
pabounx OHen co OHS NOsydeHWs OTBETa OT 3assBUTENS OTHOCMTENbHO obpalleHnst B KOHCY/bTaTWBHbI
KOMWTET A715 YPErYyIMPOBaHNS pasHoracuii B OTHOLLEHMN 3KCNEPTHOIO 3aK/II0YEHMS:

a) obpauyaetcsa B KOHCyNbTaTVBHbI KOMUTET B COOTBETCTBUN C

pasgenom IV __HacToswwx [paBun (B C/Ayyae COMMacoBaHWs  3asBUTeNieM  o6palieHuss B
KOHCYNLTaTUBHbIA KOMUTET);

6) NpUHMMAET peLleHne O perncTpaumn MeauLMHCKOro m3genus 6e3 ykasaHusi B perMcTpauymoHHOM
yAoCTOBEpPEHUN rocyaapcTBa (foCyAapCTB) MNpPU3HaHUSA,  YMNOIHOMOYEHHbIM  OpraHoM  (3KCMepTHOW
opraHu3aumeii) KOTOPOro He COrnacoBaHO 3KCMEPTHOE 3akK/IloUeHne (B Cllydyae HeCcor/1acoBaHus 3asiBUTENEM
obpaweHnss B KOHCynbTaTMBHbIA KOMWUTET). B 3TOM criydyae YNO/THOMOYEHHbI oOpraH (3KcnepTHas
opraHu3aumsl) pedhepeHTHOro rocygapctea B TedeHue 10 paboumx AHER CO AHA NPUHATUSA peLleHust o

NC «Texakcneprt: 6 nokoneHue» VIHTpaHeT


kodeks://link/d?nd=456008980&point=mark=000000000000000000000000000000000000000000000000007E20KB%22%5Co%22%E2%80%99%E2%80%99%D0%9E%20%D0%9F%D1%80%D0%B0%D0%B2%D0%B8%D0%BB%D0%B0%D1%85%20%D1%80%D0%B5%D0%B3%D0%B8%D1%81%D1%82%D1%80%D0%B0%D1%86%D0%B8%D0%B8%20%D0%B8%20%D1%8D%D0%BA%D1%81%D0%BF%D0%B5%D1%80%D1%82%D0%B8%D0%B7%D1%8B%20%D0%B1%D0%B5%D0%B7%D0%BE%D0%BF%D0%B0%D1%81%D0%BD%D0%BE%D1%81%D1%82%D0%B8,%20%D0%BA%D0%B0%D1%87%D0%B5%D1%81%D1%82%D0%B2%D0%B0%20%D0%B8%20%D1%8D%D1%84%D1%84%D0%B5%D0%BA%D1%82%D0%B8%D0%B2%D0%BD%D0%BE%D1%81%D1%82%D0%B8%20%D0%BC%D0%B5%D0%B4%D0%B8%D1%86%D0%B8%D0%BD%D1%81%D0%BA%D0%B8%D1%85%20%D0%B8%D0%B7%D0%B4%D0%B5%D0%BB%D0%B8%D0%B9%20(%D1%81%20%D0%B8%D0%B7%D0%BC%D0%B5%D0%BD%D0%B5%D0%BD%D0%B8%D1%8F%D0%BC%D0%B8%20%D0%BD%D0%B0%2030%20%D0%BC%D0%B0%D1%80%D1%82%D0%B0%202023%20%D0%B3%D0%BE%D0%B4%D0%B0)%E2%80%99%E2%80%99%D0%A0%D0%B5%D1%88%D0%B5%D0%BD%D0%B8%D0%B5%20%D0%A1%D0%BE%D0%B2%D0%B5%D1%82%D0%B0%20%D0%95%D0%AD%D0%9A%20%D0%BE%D1%82%2012.02.2016%20N%2046%D0%A1%D1%82%D0%B0%D1%82%D1%83%D1%81:%20%D0%94%D0%B5%D0%B9%D1%81%D1%82%D0%B2%D1%83%D1%8E%D1%89%D0%B0%D1%8F%20%D1%80%D0%B5%D0%B4%D0%B0%D0%BA%D1%86%D0%B8%D1%8F%20%D0%B4%D0%BE%D0%BA%D1%83%D0%BC%D0%B5%D0%BD%D1%82%D0%B0%20(%D0%B4%D0%B5%D0%B9%D1%81%D1%82%D0%B2.%20c%2024.05.2023)

O lMpaewnax peructpaumm 1 akcnepTr3bl 6e30MacHoCTH, KayecTsa U APAPEKTUBHOCTU MEAULMHCKNX U3Aenunii (C n3mMeHeHnsamu Ha 30
mapTa 2023 roga)
PeweHue Cosema ESK om 12.02.2016 N 46

CrtpaHuua 16

pervcTpaumum MefULMHCKOTO N3Aenus:

pasMelllaeT B eAVHOM peecTpe MeAULMHCKUX W3Aenuii, 3aperncTpupoBaHHbiX B pamkax Coio3a,
CBEfEeHUs 0 MeAMUMHCKOM W3Aenuu, npeaycMoTpeHHble [lopsakoM (hOpMUpPOBaHUS W BeAeHUs
WHPOPMaLMOHHOW CUCTEMBI;

0DOPM/ISIET U BbIJAET 3aABUTESO CMOCOGOM, YKa3aHHbIM B 3asIB/IEHUM O NPOBEAEHUU PErUCTpaLMU
MeAMLMHCKOTO U3AEe/Usi, PErMCTPaLMOHHOE YA0CTOBEPEHNE U MPUIIOKEHNE K HEMY.

lll. Mpoueaypa cornacoBaHns IKCMNEPTHOro 3aKno4YeHus
44. lMpouenypa cornacoBaHUs 3KCNEPTHOrO 3aK/HYEHUSA OCYLLECTB/IAETCA B OTHOLLIEHUN 3KCNEPTHOrO
3ak/odeHns, 0hOPMIEHHOIO B pamKax cnegyoLmx npoueayp:
a) npouenypbl perncTpaumm n sKkcnepTusbl MeANLUMHCKOro U3aenvs B COOTBETCTBUM C

pasgenom Il HacToawmx MNpaBun;

6) npoueaypa BHECEHMS] M3MEHEHWI B PErMCTPaLMOHHOE OCLE B COOTBETCTBUM C

pasgenom V HacTosawmx MNpaBwui;

B) npouedypa COrMacoBaHWs 3KCMEPTHOrO 3aK/HYEHWUs Ha 3aperncTprpoBaHHOE MeAMLIMHCKOoe
u3fenve B COOTBETCTBUM C

pasgenom VIl HacToawwmx MpaBul.

45. 3asiBATeNlb B CPOK, COMMACOBaHHbIN C YNOTHOMOUYEHHbIM OpraHoM (3KCMEPTHOI opraHu3auueil)
rocyapcTBa NPU3HaHWsA U He NPEBbILAOLWNI CPOK, YKa3aHHbI B

nyHkTe 50 HacTtoswmx [paBua, o6ecneuyvBaeT MpeACTaB/IEHNE  YTNOMHOMOYEHHOMY —OpraHy
(akcnepTHoii  opraHuzauuy) peddepPeHTHOro rocyjapcTBa U rocyaapcTtsa  NPU3HaHUS  NEPEBOAOB
3KCnyaTauMoHHOIO JOKYMEHTA WN UHCTPYKUMK MO NMPUMEHEHWUID MEAVLMHCKOTO U3AENNs, PYKOBOACTBA Mo
CEpPBUCHOMY 06CNYXMBaAHMIO Y TEKCTA MAapPKUPOBKU Ha rOCYAapCTBEHHbIN S13bIK rocyAapcTsa npu3HaHus (npu
Ha/IMuMM CoOTBETCTBYHOLLMX TPe6oBaHWi B 3aKOHOAATENBCTBE rOCYAapCTBa NPU3HaHus).

46. Mpu npoBegeHnN Npoueaypbl COracoBaHUsA 3KCMEPTHOrO 3ak/HUYEHUs YNOMHOMOYEHHbIN opraH
(skcnepTHasA opraHu3aums) rocygapcrea NpuU3HaHWa NPOBOAUT OLIEHKY MOJTHOTHI U AOCTaTOYHOCTU AaHHBbIX,
NoATBEPXAAOLWMX 6e30NacHOCTb, KayecTBO U 3P(EKTUBHOCTb MEAULMHCKOrO U3OEeNnus, npasBuibHOCTU
nepesofa 3SKCnyaTalMoHHOIO AOKYMEHTa WU WHCTPYKUUWM MO NPUMEHEHUIO MELWLMHCKOro W34enus,
PYKOBOACTBA MO CEPBUCHOMY 0GCNYXMBAHUIO 1 TEKCTA MapPKMPOBKY Ha rOCYAapCTBEHHbIA A3bIK rocyaapcTaa
npu3sHaHusa (Npy HeobxoauMocCTH).

47. Tpn Heo6GXOAUMOCTM  YMNOMHOMOYEHHbIE OpraHbl (3KCMepTHble OpraHuW3auumn) rocyaapcrs
NPU3HaHWA MOTYT HanpasnsATb C UCMONb30BAHNEM CPeACTB MHTErPUPOBAHHON MHGOPMALUMOHHON CUCTEMDI
Cow3sa (gasniee - MHTerpupoBaHHas cucTema) B YMNOMHOMOYEHHbI OpraH (3KCNepTHYH OpraHu3aumio)
pediepeHTHOro rocygapctea CBOM 3amMeyaHusi U NpessioxkeHus 40 OOpMIEHUA 3TUM YNOTHOMOYEHHbIM
opraHom (3KCNepTHOW opraHn3aumeii) aKCNepTHOro 3ak/toUeHNs.

48. B xope cornacoBaHusi 3KCMNEPTHOTO 3aK/IYEHWs YMNOMHOMOYEHHble OpraHbl (3KCNEepTHble
opraHusaummn) rocygapcTB-4/IeHOB MOryT B3aMMOAEicTBOBaTb APYr C [APYroM B LENsX YperyimpoBaHus
BO3HVKAIOLLMX BOMPOCOB.

49. B cnyyae Hanuuus pasHornacuini mMexgy pediepeHTHbIM roCyAapCTBOM UM TOCYAapCTBOM
(rocypapcTBamu) Npyu3HaH1s B OTHOLLEHUM COM/TACOBaHUS 3KCMEPTHOMO 3aK/IHUEHUS YNOSITHOMOYEHHbI OpraH
(akcnepTHas opraHm3auusi) pedpepeHTHOro rocyapcTea NPUHUMAET pelleHMe Ha OCHOBaHWM 3KCMEPTHOro
3aK/IHOYEHNST 1 NOATBEPXKAEHNA HECOrIACOBaHNS 3KCMEPTHOMO 3ak/ItOUYEHNs, B TOM YMC/E C YYETOM UTOrOB
YPErynMpoBaHusi pasHor/iacuii B OTHOLUEHMW COI/lTACOBaHMS  3KCMEPTHOrO 3ak/IlOUYEeHWs B pamMkax
KoHcynbTatMBHOro kommteTa (B clydae obpalleHnsi B KOHCYNbTaTUBHbIA KOMUTET).

50. YNOMHOMOYEHHbI opraH (sKcnepTHas opraHu3auysl) rocyaapcTBa NPU3HaHWS paccmaTpuBaeT
aKcnepTHoe 3ak/oueHne B TeueHne 30 paboumx AHei, NcumcnsiemMblx oT OAHOW U3 CreayoLImx AaT:
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NPy NPOBEAEHNM NpoLeayp PerucTpauunm u 3KCNeptTusbl MEeAMLMHCKOTO W3fenusl - C  Jathl
NOCTYM/IEHNA B YMNOSIHOMOYEHHbIE OpraHbl (3KCNepTHble opraHusauum) pedgepeHTHOro rocygapcTea U
rocygapcTsa (rocyfapcTs) NpM3HaHMA yBeAoMIeHUs 06 onsaTte npoueayp CornacoBaHus;

npv NPoBeAeHUN NPOLEAYPbl BHECEHUS] USMEHEHWI B PETMCTPALMOHHOE [OChE - C AaThbl pa3MeLleHnst
YNOSIHOMOYEHHBIM ~ OpraHoM  (3KCMEPTHOW  opraHu3auuveli) pedepeHTHOro rocygapcTea B CBOeid
VHPOPMALMOHHOW CUCTEME PEMMCTPALIMOHHOIO A0CHE, COAEPXKALLErO 3asiB/IEHUE O BHECEHUN U3MEHEHUI B
pervcTpaumyoHHOE AOChE;

npu npoBeAeHUM MpoLeaypbl COr/lacoBaHWS 3KCMEPTHOrO 3ak/IlOUYEHWs] Ha 3aperucTprMpoBaHHOe
MeAuLUMHCKoe u3denne - € AaTtbl pasmeLLleHMst YNOSHOMOYEHHbIM OpraHoM (3KCMEPTHOW opraHusaumein)
pedepeHTHOrO rocyaapcTea B CBOEN MH(POPMALMOHHOIN CUCTEME PErNCTPALMOHHOIO A0CbE, COAEPXaLLEro
3asiB/IeHVe O NPOBEAEHMN COrMlacoBaHUS SKCNEPTHOTO 3aK/OUEHNS Ha 3aperncTprpoBaHHOE MeaWLMHCKoe
usgenve.

Mpy 3TOM yCNOBMEM UCUHUC/IEHUSA YKa3aHHOro CpoKa SIBNSIETCA Ha/inumMe Ha cyeTe YrNOoSITHOMOYEHHOrO
opraHa (3KCnepTHOW opraHv3auum) rocygapcTea Npu3HaHnusa AEHEXHbIX CPeACTB, MOCTYNUBLUNX B pe3yskrare
onnatbl 3asBUTENIEM MNpOLeaypbl COracoBaHUA 3KCMEPTHOro 3akNiveHUs B rocyfapcTse MpuU3HaHuSA B
MO/IHOM OObEME.

51. Mo pesynbrataMm PacCMOTPEHUSI 3KCTIEPTHOMO 3aK/HOUYEHUST YNOTHOMOUYEHHbIA OpraH (aKkcnepTHas
opraHuMsauus) rocygapcTsa npu3HaHWs Hanpas/sieT B YNO/THOMOYEHHbIN opraH (3KCMEePTHYH OpraHM3auuio)
pedepeHTHOro rocygapcTea NoATBEPXAEHME COrlacoBaHust (HECOriacoBaHNsA) 3KCNEPTHOrO 3ak/oveHus (c
0060CHOBaHMEM) C MCNONb30BaHWEM CPEACTB WHTErpMpOBaAHHOM cuUcTEMbl (B TOM 4UCEe MOATBEPXAEHMNE
NpaBWIbHOCTW NepeBoda 3KCryaTalMoHHOIO0 AOKYMEHTA WU UHCTPYKUUM NO MPUMEHEHMNIO MEAULMHCKOIO
n3aenusl, pykoBoACTBa MO CEPBUCHOMY OOC/MY)XXMBaHUIO U TEKCTA MapKMPOBKU Ha rOCYAapCTBEHHbIE S3bIKU
rocyaapcTB NPU3HaHUS B COOTBETCTBUM C 3aKOHOAATENLCTBOM FOCYAapCTB-4Y/IEHOB).

52. B cnyyae HenpeacTaBNeHWs [OCYAapCTBOM MpPU3HaHUSA NOATBEPXAEHUS COracoBaHus
(HecornacoBaHWs) 3KCMEPTHOTO 3aK/THOUYEHUS B CPOK, YCTAHOB/IEHHbI

NyHkTOM 50 HacTosLyMx [MpaBu/, 3KCNEPTHOE 3aK/IHUeHNe CUNTAETCS COr/TacOBaHHbLIM MPU YC/I0BUN,
yto 3asBWTENEM OblM  MpeAcTaBfeHbl B YNO/IHOMOYEHHble OpraHbl  (3KCMepTHble  opraHu3auumn)
pedepeHTHOro rocyaapcTBa M rocyAapcTBa NPU3HAHUS MepeBoAbl 3KCMyaTalMOHHOTO [AOKyMeHTa Wnu
WHCTPYKUMU MO MPUMEHEHWNI0 MEeAMLMHCKOTO M3fennsl, PyKOBOACTBA MO CEPBUCHOMY OGCMYXMBAHWIO U
TEKCTa MapPKMPOBKM Ha roCyAapCTBEHHbIN SA3blK TOCYAapcTBa NPU3HaHUS (MPU Ha/IMUYMWM COOTBETCTBYHOLLIMX
TpeboBaHWit B 3aKOHOAATE/IbCTBE roCcyAapcTBa NPU3HaHUs).

53. B pamkax npoteayp perucTpaumm n aKkcnepTusbl MeANLMHCKOTO U3eNnsl B COOTBETCTBUM C

pasgenom |l _Hactoswmx paBua OCHOBAHUAMW A1 HECOrN1acoBaHUA rOCYAapCTBOM MPU3HaHUSA
3KCMEPTHOTO 3aK/IOUEHNS ABIAOTCS:

a) OCHOBaHWsl, NPeayCMOTPEHHbIE

NyHKTOM 34 HacToaLmuX [NpaBu/i;

6) HenpeaCTaB/eHVe 3asiBUTE/IEM B COMMACOBaHHbIN CPOK NepeBoaa aKCn/yaTalyoHHOIo J0KyMeHTa
WM VHCTPYKLUMM MO NPUMEHEHUI0 MeAMLIVHCKOTO U3fenns, PyKOBOACTBA MO CEPBUCHOMY OGC/Y)XUBAHMIO 1
TekcTa MapKUPOBKU Ha rocyAapCTBEHHbIN S3bIK rOCyAapcTBa Npu3HaHus (Mpy HEO0GXOAUMOCTH);

B) OTCYTCTBME Ha CYETe YMNO/IHOMOYEHHOrO OpraHa (3KCMepTHOW opraHusauuM) rocyaapcTea
NpU3HAHUA AEHEXHbIX CPEACTB, NOCTYNMBLUMX B Pe3y/bTate on/aTbl 3asiBUTENEM NPOLEAYPbI COrMacoBaHns
3KCMEPTHOrO 3aK/IOUYEHNS B MOTHOM 0GBbEME.

54. B pamkax npoueaypbl COr/1acoBaHUA 3KCNEpPTHOro 3ak/MioYeHns Ha  3aperucTpupoBaHHoe
MeOMUMHCKOe U3ferne B COOTBETCTBUN C

pasgenom VIII _HacToAwmx [NpaBus OCHOBaHWAMUW A9 HecornacoBaHWda rocygapcTtBOM MpUsHaHUs
3KCMEePTHOTO 3aKNOYEeHUA ABNAKOTCA OCHOBaHWSA, NpeayCMOTPEHHbIe
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O lMpaewnax peructpaumm 1 akcnepTr3bl 6e30MacHoCTH, KayecTsa U APAPEKTUBHOCTU MEAULMHCKNX U3Aenunii (C n3mMeHeHnsamu Ha 30
mapTa 2023 roga)
PeweHue Cosema ESK om 12.02.2016 N 46

CrtpaHuua 18

NYHKTOM 34 HacToswmx [MpaBui.

55. B pamkax npouenypbl BHECEHUSA N3mMeHeHul B perncTpaumoHHoe AoCbe B COOTBETCTBUM C

pasgenomMm V Hactogawmx [MpaBus OCHOBaHUAMW A1 HecornacoBaHUs rocyaapcTBOM MpU3HaHUA
JKCNepPTHOro 3aK/TNYEHUA ABNAKTCA:

a) OCHOBaHWsl, NPeayCMOTPEHHbIE

NMYHKTOM 79 HacToawux [NpaBu/i;

6) OTCyTCTBME NEpPEeBOAOB IKCM/yaTaLMOHHOMO AO0KYMEHTA WM WHCTPYKUMU MO MPUMEHEHWIO
MEAMLMHCKOrO M3Aennsl, PYKOBOACTBA MO CEPBMCHOMY OOC/YXMBaHMIO W TEKCTa MapKMpOBKM Ha
rocyJlapCTBEHHbI A3bIK rocyaapcTBa NpusHaHust (Mpy He06GXoAMMOCTH).

IV. YperynupoBaHue pa3Hornacuii B OTHOLLEHUMN COr/1acoOBaHUA 3KCMEPTHOTO 3aK/loUeHus
56. [llpy OTCYTCTBUM KOHCEHCyca MO BOMPOCY COI/IaCOBaHUSi 3KCMEPTHOTO  3aK/IOUYEHWS,
0hOPM/IEHHOTO B pamKax NpoLeayp perucTpauun 1 aKcnepTusbl MeAULIMHCKOTO U3AENNst B COOTBETCTBUN C

pasgenom |l HacToawwmx MpaBw, yperynmpoBaHue pasHornaculi ocyLLecTBseTcst NyTeM 06paLleHus
YNOSIHOMOYEHHOTO OpraHa (3KCMEPTHON opraHu3auum) pedpepeHTHOro rocygapctea B KOHCynbsTaTUBHbIN
KOMWTET.

57. YNOAHOMOYEHHbIA oOpraH (SKcnepTHas opraHu3auumsl) pedgepeHTHOro rocygapctea no
COrnlacoBaHNio C 3asABUTENeM HanpaeaseT B KOHCyNbTaTMBHbIA KOMWUTET 3asiBieHMe O HeobxoAMMOoCTU
paccMOTpeHns pasHoriacuii (C ykasaHMeM cBefeHuii 0 npegMeTe pasHoracuii 1 06 mTorax NPoBeAEHHbIX
NeperoBopoB M KOHCynbTauuii). K 3asiBneHuto MoryT npuiaraTbCsi Nobble Matepuasibl, 060CHOBbIBaKOLLME
no3uLMI0 YNO/THOMOYEHHOTO OpraHa (3KCnepTHOW opraHusauun) peddepeHTHOro rocygapcrsa no npegmety
pasHornacuii.

58. Mocne nonyyeHvsi 3asiBfIEHNs U NpUIaraeMbix K HEMy MaTepPUasIoB OT YNOSIHOMOYEHHOTO OpraHa
(aKcnepTHOW opraHu3auum) pediepeHTHOro rocyaapctea  KOHCYNbTaTUBHLIA KOMWTET 3anpalivBaeTr vy
YNOSIHOMOYEHHbIX ~ OpPraHoB  (IKCMEPTHbIX  OpraHv3auuii)  rocyfapctB  MpU3HaHUA — MaTepuasibl,
nofTBepxXAatLLme nx No3uLMI No NpeamMeTy pasHorIacuii.

59. KOHCYnbTaTWBHbIA KOMWUTET HanpaensieT yBeAOM/IEHWE O MPOBeeHuM 3acefaHus Mo
YPEryiMpoBaHnio pasHoriacuii ynonHOMOYEHHbIM OpraHaM (3KCNepTHbLIM OopraHu3auusam) pedepeHTHoro
rocyiapcTsa v rocyjapcTs NpM3HaHUs Noc/ie NpeacTaB/eHUst UMW COOTBETCTBYIOLLIMX MaTepuasios.

60. OpraHuzauusi U NpPOBEAEHVE 3acefaHus Mo YPEery/IMpoBaHuMi0 pasHoriacuii obecnedvBatoTcs
KOHCynbTaTUBHLIM KOMUTETOM. B 3acefjaHuy MpYHUMMAlOT ydyacTue u4fieHbl KOHCYNbTaTWBHOTO KOMWTETA,
ABNSAOWMECS  NPEACTaBUTENSIMA  YNO/IHOMOYEHHbIX — OpraHoB  (3KCMEPTHbIX  opraHusauuii).  Mpu
Heo6X0AMMOCTM MO NPeAsIOKEHMNI0 YNIOSIHOMOYEHHBIX OPraHoB /1A y4acTusi B pacCMOTPEHUM 06CYX/AaeMoro
B pamKkax 3aceflaHus KOHCyNbkTaTMBHOrO KOMWUTETa BOMpoca MOryT npurnalarbcs npeacTaBuTenm
opraHu3saLmii 3apaBooXpaHeHnsl, KCNEepPTHbIX OpraHu3auuii, NpoussoauTeNns u apyrue cneunanicTsbl.

61. Mo wtoram 3acegaHna KoHCy/nbTaTtMBHONO KoMuUTeTa MNPUHUMAETCH peLleHne, KOTOpOoe HOCUT
pekoMeHaaTtesbHbIl XxapakTep.

62. CpoK yperynvMpoBaHusi pasHorfiacuii B OTHOLLEHUM COrMacoBaHUSl 3KCMEPTHOMO 3aK/OUeHUsl He
JoxeH npesbiWwate 30 pabounx fAHeli Co AHA HanpaB/ieHWsl YNO/IHOMOYEHHbIM OpraHoM (3KCMepTHO
opraHusaumeii) pedpepeHTHOro rocyaapctsa B KOHCYNbTaTUBHBI KOMUTET COOTBETCTBYIOLLIETO 3asiB/IEHUSI U
MaTtepuanos.

63. B TeueHue 3 pabouux [AHEN CO [AHSI MOSIyYEHWs NPOTOKO/MA 3acefaHusi KOHCyNbTaTMBHOMO
KOMWTETA MO YPeryIMpoBaHuio pasHornacuii  ynosiHOMOYEeHHbIi opraH (3KcnepTHas —opraHusaums)
petbepeHTHOrO rocygapcTBa Ha OCHOBaHUM pekoMeHgauuii KOHCynbTaTMBHOTO KOMUTETA MNpUHUMAeT
peLleHre OTHOCUTESIbHO BO3MOXHOCTY PErncTpaLyn MeLMLMHCKOTO N3aenus.

64. B cniydae ecniv NpUHATOE B COOTBETCTBUN C
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O lMpaewnax peructpaumm 1 akcnepTr3bl 6e30MacHoCTH, KayecTsa U APAPEKTUBHOCTU MEAULMHCKNX U3Aenunii (C n3mMeHeHnsamu Ha 30
mapTa 2023 roga)
PeweHue Cosema ESK om 12.02.2016 N 46

CrtpaHuua 19

MyHKTOM 63 HacToswmx [paBun peLieHne SBASETCS MNOSOXUTEbHbIM, YNO/THOMOYEHHbI opraH
(akcnepTHas opraHusauus) peepeHTHOro rocyAapcTea B TedeHne 3 paboumnx AHel co AHS ero NPUHSATYUS

a) pasvellaeT B e4MHOM peecTpe MeAVUMHCKUX WU3AEeNui, 3aperncTprpoBaHHbIXx B pamMkax Cotosa,
CBELEHUS 0 MeAMUMHCKOM W3Aenuu, npeaycMoTpeHHble [lopsakoM (hOpMUPOBaHUS W BeAeHUs
WHPOPMaLMOHHOW CUCTEMBI;

6) ohopM/ISIET PErNCTPALMOHHOE YAOCTOBEPEHNE U MPUIIOKEHNE K HEMY (C yKasaHMeM rocynapcTB
NpU3HaHWUSA, YNOSIHOMOYEHHLIMM  OpraHaMu  (3KCMEepPTHbIMKY  OpraHM3auusiMi)  KOTOPbIX  COM1acoBaHO
3KCMEPTHOE 3aK/IYEHNE) U BbISAET UX 3asiBUTE/0 CMOCOBOM, YKa3aHHbIM B 3asiBIEHUM O MNPOBEAEHUU
pervcTpaumum MefULMHCKOTO N3AeNus:;

B) MPVM Ha/MuMM MNo wToram 3acefaHusi KoHCynbTaTMBHOIO KOMWUTETa rocyaapcTsa (rocyaapcTts)
NpU3HaHUSA, YNO/THOMOUYEHHBLIM OpraHoOM (3KCMEPTHO opraHu3alueii) KOTOPOro He COrTacoBaHO 3KCMepTHoe
3ak/iloueHne, HanpaBnsieT 3asBUTENIO CMOCOGOM, YKa3aHHbLIM B 3asIB/IEHUAX O pPerucTpauum u aKkcneptuse,
yBelOM/IEHE O MPUHSITOM PeLleHMn YNo/THOMOYEHHOMO opraHa (3KCMepTHOI opraHusauuM) rocyaapcTsea
npu3HaHUA (C NPUIOKEHNEM KOMUW NOATBEPXAEHNS HECOITTACOBAHNSA 3KCNEPTHOO 3aK/OUEHNS U PELLEHUS
(NpoToKosbHOI 3anncK) KOHCYNBTaTUBHOTO KOMUTETA).

65. B criydae ec/iv NpyHATOE B COOTBETCTBUN C

NyHKTOM 63 HactosAwmx [paBua peleHne SABNSETCA OTpUuaTtesbHbIM, YMOSHOMOYEHHbIV OpraH
(3kcnepTHasa opraHu3aums) pecepeHTHOro rocyaapcTBa B TeveHne 3 pabounx AHEen Co AHS ero NpuHATUS
ohopmMASIET N BbIAAET 3asBMTENO CMOCOOOM, yKasaHHbIM B 3asiBMIEHMSAX O PErMcTpauum u 3KCneptuae,
yBeflomnieHme 06 OTkase B perncrpaumm MeauuuHCKOro msgenus (C 060CHOBaHMEM MPUUMH OTKasa U
NPUNOXEHNEM KONUIA SKCMEPTHOIO 3aK/OUEHNSs, NOATBEPXKAEHNSA HECOI/TACOBaHMS SKCNEPTHOMO 3aK/HUEHUS
1 pelweHuns (NPOTOKObHOW 3anncn) KoHCcyNbTaTMBHOIO KOMUTETA).

V. Mpoueaypa BHECEHUA N3MEHEeHUIT B perucTpauuoHHoe AoChe

66. 3aaBuTenib B TeuyeHne 90 KasleHOApPHbIX OHEA CO AHA BHECEHUS W3MEHEHWIA B [OOKYMEHTHI,
cofepxaimecs B permcTpayuoHHOM A0Ckbe, 0053aH MHULMMPOBAaThL MPOLEAYPY BHECEHUS Taknx M3MEHEHWI
B perucrpaLmoHHoe 00Cbe.

67. K M3MEHEHUsIM B PerncTpaumoHHoe Aocbe, TPebylolwyM pernctpauuyM HOBOrO MeAMLMHCKOro
N3AEnns, OTHOCATCSA:

a) M3MeHeHus, BreKylme 3a coboil n3aMeHeHne yHKUMOHa/IbHOrO HasHaveHus 1 (Wam) npuHumMna
AeNcTBUS MeANLUHCKOO N3Aenus;

6) BK/OUEHWE CBefeHuii 0 Mofensx (Mapkax) 3aperrcTpUpoBaHHOIO MEAMUMHCKOTO M3Aenus, He
COOTBETCTBYIOLLMX KPUTEPVSIM BK/THOUEHUS] B O4HO PErMCTPALMOHHOE YAOCTOBEPEHNE HECKOSIbKUX MOAENei
(MapoK) MeMLUMHCKOTO N3AE/NNS B COOTBETCTBUM C

NyHKTOM 19 HacTosaLwmx [NpaBusi;

B) M3MEHEHMs1, BMeKyliMe 3a coboli OAHOBPEMEHHOE W3MEHEHWe CBeAeHWiA O npoussBoguTene wu
NPON3BOACTBEHHOW Nnowaake (NPOM3BOACTBEHHbIX M/I0LWaAKax) N0 OTHOLIEHMWIO K CBEAEHMSAM, YKa3aHHbIM B
perucTpaumoHHOM YyAOCTOBEPEHUW, BblAAHHOM B paMKax npoueayp perncrtpaumm un  3KCnepTu3bl
MEAMLMHCKOTO W3A4enus, 3a WCK/YEeHNeM CBefeHuin 06 opraHusauvoHHO-MpaBoBoOl oopMe, ajpece,
peopraHv3aunmn, UHbIX CBEAEHUI, COAEPXALLMXCS B YCTaBHbIX AOKYMEHTaX.

68. B cnyyae BHeceHWs1 U3MEHEHWUIA, BNEKYLLMX 38 COBO0I U3MeHeHWe aKCm/yaTaumoHHOro AOKyMeHTa
WU MHCTPYKUMW MO NPUMEHEHWI0 MeUUNHCKOIO U3fenus, pykoBOACTBa MO CEPBUCHOMY OBCNYXUBAHWUIO U
TeKkcTa MapKMpoBku, B TeveHve 180 kaneHAapHbIX AHEl C AaTbl BHECEHMWS 3TUX M3MEHEHWI paspeLuaeTcs
BbIMYCK B obpalleHne MeAULMHCKAX U3f4enuii, COOTBETCTBYOLMX [AOKYMEHTaM W CBEAEHUSM U3
perucTpauvioHHoro Aocbe [0 BHECEHUS B HEero W3MeHeHwid. [onyckaeTcs OAHOBPEMEHHbIA BbiMyCK B
obpalleHne MeauLMHCKUX U34ennit ¢ 3KCnayaTaumoHHbIM JOKYMEHTOM WN UHCTPYKUMEN NO NPUMEHEHWIO
MEAVNLMHCKOrO W3[ENns, PYKOBOACTBOM MO CEPBWCHOMY OOC/YXMBaHWIO W TEKCTOM MapKMpPOBKY,
COOTBETCTBYIOLLMMMN JOKYMEHTaM W CBELEHUAM U3 PErMCTPaumoHHOro JOCbe [0 W NOoc/ie BHECEHUS B HEro
N3MEHEHWIA.

NC «Texakcneprt: 6 nokoneHue» VIHTpaHeT
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69. Mpoueaypa BHECEHWS U3MEHEHWIA B PErMCTPaLIMOHHOE [10Cbe (3a UCK/OUYEHNEM U3MEHEHWIA, Ans
KOTOPbIX MpPefycMOTpeHa MpoLeaypa WX BHECEHUs B YBEJOMUTENIbLHOM Mopsiake) TpebyeT npoBeaeHus
npoueaypbl COrNacoBaHNWs 3KCMEPTHOMO 3aK/IlYeHUs C rocygapcTBamMii MPU3HaHWUSA, YKa3aHHbIMU B
perucTpauyoHHOM yA0CTOBEPEHUM, B MOPSAKE, YCTAHOB/IEHHOM

pasgesnom |l HacTosawmx MpaBwua.

70. B UenAX BHECEHWS W3MEHEHWIi B PerucTpauvoHHOE [O0Cbe 3asBWTE/lb  HanpaBisieT B
YMNOSIHOMOYEHHbI OpraH (3KCNepTHYH opraHnsaumio) peepeHTHOro rocyfapcTea cnegyowme 4OKYMEHTbI 1
CBefeHus:

a) 3asiB/IEHME O BHECEHUN M3MEHEHWUI B perncTpaunoHHoe aocbe (Ha 6yMaxxHOM HocuTene u (Wam) B
3/1EKTPOHHOM BrAe) No hopme CornacHo

npunoxenvio N 7 (Aanee B HaCTOALLEM pasaene - 3asiBfieHNe 0 BHECEHWUN N3MEHEHNI);

6) KoMuMA [OKYMeHTa, NOATBEPXAAlOLWEro MoSHOMOYMA  YNO/THOMOYEHHOTO  NpeacTaBuTens
npou3soguTens (Npu ero Hamunm);

B) [AOKYMEHTbl W CBEAEHWS O COOTBETCTBYIOLUMX W3MEHEHMSX, B TOM YuCfe [AOKYMEHTI,
noaTBEPXAAOLIME N3MEHEHNA N CBUAETENLCTBYHOLWME O TOM, YTO BHECEHME 3TUX U3MEHEHWIA HE BMEYET 3a
COOOM U3MEHEHNS1 CBOWCTB W XapakKTepuUCTMK MEAMLMHCKOro M3genusl, BAUSWUX Ha ero 6e30nacHoCTb,
KayecTBO U 3P(PEKTUBHOCTb, MU COBEPLUEHCTBYET €r0 CBOWCTBA U XapakKTEpPUCTWMKW NPW HEU3MEHHOCTU
PYHKLUMOHANBHOIO HazHavyeHus 1 (Unun) NpuHumna AencTens MeauUMHCKOro n3aenus;

r) Konmuum [AOKYMEHTOB, MOATBEPXAAlOWMUX onfaty npouedypbl BHECEHWS WU3MEHEHWA B
perucTpaumoHHoe pfocbe B pediepeHTHOM rocyAapcTBe U Npoueaypbl  COrnacoBaHWs 3KCNEPTHOro
3aKknoveHns B rocygapcTse (rocygapcrsax) Npu3HaHus, a Takke Bblhadun perncTpaumoHHOro yaocToBepeHus
B pechepeHTHOM rocygapcTse (Npy HeobXoaUMOCTK);

) opuruHan perncTpaumoHHOro yaoctosepenus (oyonvkar);

€) OnnCb JOKYMEHTOB.

71. YNOMHOMOYEHHbIN opraH (3KcnepTHas opraHuMsauusi) ped)epeHTHOro rocygapctea B TeyeHue 7
paboumx AHer co gHSA NOCTYN/IEHUS 3asiBNEHNSS O BHECEHMM U3MEHEHWUI, a TaKkke AOKYMEHTOB U CBEAEHUA,

YKa3aHHbIX B

nyHkTe 70 HacTosAwwmx MNpaBuna, NPOBOAWT NPOBEPKY MOIHOTLI 1 AOCTOBEPHOCTY COAEPXKALLMXCSA B HUX
CBE[EHMNIA.

72. B cnyyae ecnu 3asBneHMe O BHECEHUWN U3MEHEHWUI MpeacTaBNeHo C HapylleHueM TpeboBaHuii
HacToAawmx [MNpaBun u (MNKN) COAEPXKUT HELOCTOBEPHble CBeAeHWA W (UM) OOKYMEHTbl U CBeAeHUs,
yKa3aHHble B

nyHkTe 70 HacToswmx [NpaBwun, npeactaBieHbl HE B NOMHOM O6beme, YNOIHOMOYEHHbIA OpraH
(3KcnepTHasa opraHuMsauusi) peddepeHTHOro rocyaapcTea B TeueHme 7 pabounx AHei co AHS NOoCTynseHus
TakMX 3asBfeHUsl, AOKYMEHTOB W CBEAEHW YBEAOMSIET 3asBUTENS O HEOOXOAMMOCTU YCTpaHeHus
BbISIB/IEHHbIX HApYLUEHWA 1 (MNK1) NpeacTaB/IeHNs OTCYTCTBYOLMX AOKYMEHTOB B TedeHne 30 paboumnx gHel
CO AHS pa3MelleHns COOTBETCTBYIOLIENO YBEAOM/IEHMS B MH(OPMALMOHHON CUCTEME YMNONHOMOYEHHOIO
opraHa (3KcnepTHOl opraHu3auumn) peg)epeHTHOro rocygapcTea /iMbo co AHS HanpaBneHUs yBeAOM/IEHUSA
3asBUTENI0 CNOCOBOM, YKa3aHHbIM B 3asiB/IEHUN O BHECEHUN U3MEHEHMWIA.

73. B cnyyae ecnm no uctedeHunm 30 paboumx AHERn 3asBUTENIEM HE YCTPaHEeHbl BbISIB/IEHHbIE
HapyweHusa 1 (Unn) He NpeacTaBneHbl OTCYTCTBYHOLWME AOKYMEHTbI, YNO/THOMOYEHHbIA opraH (3KcnepTHas
opraHusaums) petepeHTHOro rocygapctea B TeueHve 3 pabounx gHeli NpyHMMAaEeT peLleHre O Bo3Bpare
3asB/1EHNSA O BHECEHMUN N3MEHEHWIA N [OKYMEHTOB (C 060CHOBaHMEM MPUYMH BO3BpAaTa).

74. B TeyeHue 3 paboumx OHE CO AHA NpeacTaBfeHUsl 3asiBNEHUS O BHECEHUM W3MEHEHWIA,
JOKYMEHTOB M CBEeAEHWiA, COOTBETCTBYHWOLMX TpeboBaHMAM HacToswmx [lpaBui, a Takke B cnydvae
ycTpaHeHusi B 30-AHEBHbIA CPOK BbISBMAEHHbIX HapyweHuid u (unn) npeacTaBieHns [OKYMEHTOB,

NC «Texakcneprt: 6 nokoneHue» VIHTpaHeT
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COOTBETCTBYHOLMX TpeboBaHMAM HacToswmx MpaBun, yNo/THOMOYEHHbIN opraH (3KcnepTHas opraHusaums)
pediepeHTHOro rocygapctea MpPUHUMAET peLleHMe O Hayane npoueaypbl BHECEHUS W3MEHEHWIA B
perucTpaumoHHoe [oCbe U pa3mellaeT B CBOeil WH(OPMALMOHHON cucteme perncrpauuvoHHOe A0Cbe,
cogepxaulee 3asB/eHNE O BHECEHNMN U3MEHEHWUIA N AOKYMEHTbI, NOATBEPXAAOLNE N3MEHEHUS.

75. TMpu npoBefeHUM 3KCMepTW3bl B C/llydyae HeAoCTaTOYHOCTM MaTepuasioB U CBEAEHWiA,
CofepXalMXcs B 3afBMIEHUM O BHECEHUM W3MEHEHW UM [OKYMEHTax, MNOATBEPXAAOLWMX W3MEHEHUS,
YNO/IHOMOYEHHbI OpraH (3KCnepTHasi opraHusauus) pedepeHTHOro rocyapcTBa Hanpae/iseT 3asBUTeso
COOTBETCTBYHOLLMIA 3anpoc (C ykazaHMeM 3aMeyaHuii 1 CnocoGoB WX yCTpaHeHusi). 3anpoc Hanpas/sieTcs
3a5IBUTE/I0 OLHOKPATHO CMOCOGOM, YKa3aHHbIM B 3asiB/IEHUM O BHECEHUN N3MEHEHUIA.

3asBuTenb NpeAcTaBnAsieT OTBET Ha 3anpoc B TeyeHue 60 paboumx gHeil co AHSA ero nonyyeHus. B
cNyyae HenpeacTaB/ieHMsl OTBETA B YKa3aHHbI CPOK YNOMHOMOYEHHbIW opraH (3KCnepTHasi opraHu3aums)
pechepeHTHOro rocygapcrea MNPUHUMAET peLleHWe Ha OCHOBaHWW [OKYMEHTOB, WMEIOWMWXCA B €ero
pacnopshkeHun.

76. Mpu BbIABMEHUM YNO/THOMOYEHHLIM OpraHOM (3KCMEPTHOW opraHusauuei) pedepeHTHOro
rocyfapcTea B NpefCcTaB/eHHbIX 3asABUTENEM B OTBET Ha 3amnpoc AOKYMEHTaX HEAOCTOBEPHbIX CBEAEHWI NN
[OKYMEHTOB, COCTAB/IEHHbIX W/ COAEPXALMX TEKCT Ha WHOCTPAHHOM si3blke 6e3 3aBEepeHHOro B
YCTAHOB/IEHHOM  3aKOHOAATENbCTBOM  OCyJapcTBa-ufieHa TopsAke MNepeBoda Ha  PYCcCKUii  SI3blK,
YMNO/THOMOUYEHHbIVi opraH (3KcnepTHasi opraHu3auus) peepeHTHOro rocyaapcTea B TedeHne 2 pabounx gHel
CO [HS NMOMYYEHUsI TakmX JOKYMEHTOB BPy4aeT 3asiBUTE/0 CNOCO60M, yKa3aHHbIM B 3asiB/IEHNN O BHECEHU
M3MEHEHWIA, pelleHVe O BoO3BpaTe YKasaHHbIX [AOKYMEHTOB (C 0GOCHOBaHMEM MpUYMH BO3BpaTa W
COO06LLEHNEM O BO3MOXHOCTM NOBTOPHOTO NpeAcTaB/ieHNs AOKYMEHTOB [0 UCTEUEHMS yKa3aHHOro B absale
BTOPOM

nyHkTa 75 HacTosawmx MNpaBuna cpoka).

77. YNONHOMOYEHHbI1 opraH (9KcmepTHas opraHusauus) pedepeHTHOro rocyAapcTBa NpoBOAMT
3KCnepTusy 1 ohopMIISIET IKCNEPTHOE 3aK/THOUEHME COINTacHO

npunoxeHnto N 8 B TeueHne 30 paGouux AHEW CO AHS MPUHATUSI PELLEHUs] O Hadase npoueaypsbl
BHECEHWS U3MEHEHWI B PEMMCTPALMOHHOE [0ChE.

78. BblBoAbl, cofepXalyecs B IKCMEPTHOM 3ak/I4YeHUW, [AO0/MKHbI OGblTb  OAHO3HAYHBLIMU U
MOHATHBIMMU.

79. OcHOBaHVSIMM [A71s1 MO/ATOTOBKM  YNO/THOMOYEHHbLIM OpraHoM (3KCMepTHOW  opraHu3alueil)
peepeHTHOTO rocyAapcTBa  3KCMEPTHOTO 3aK/MOUEHUS O HEBO3MOXHOCTYM BHECEHUA W3MEHeHWUli B
perncTpauyoHHoe 40Che ABNAIOTCS:

a) HepJOCTOBEPHOCTb MpPeACTaB/IEHHbIX CBEAEHWIA, 060CHOBbLIBAOWMX BHECEHME U3MEHEHWI (B TOM
yncne BbiBMIEHHAsA MNpU  OCYLLECTBNEHUN YNONHOMOYEHHbIMU OpraHamMy rocyaapCTBEHHOrO KOHTPONS
(Hag3opa) 3a obpaleHemM MeANLMHCKUX N34ENNIA);

6) OTCyTCTBME B MNPEACTaB/IEHHbIX 3asBUTE/IEM [OKYMEHTax CBeAEHWIA, NOATBEPXAAWLWMX, 4TO
N3MEHEHUsI, BHOCMMbIE B AOKYMEHTbI, cofepXaliuecs B perncrpauMoHHOM A0Cbe, He BEKYT 3a co6Ol
N3MEHEHUSI CBOMCTB U XapaKTePUCTUK MEAULIMHCKOIO U34enus, BANSIOWMX Ha ero 6e30nacHOCTb, Ka4ecTBO U
3(hheKTUBHOCTb, UM COBEPLLEHCTBYHOT CBOMCTBA U XapakTEPUCTUKN NP HEM3MEHHOCTN (OYHKLMOHAIbHOTO
HasHaueHus u (Wan) NpUHUMNa A4eincTBNA MeAULMHCKOTO n3genws;

B) HeO6XO,U'MMOCTb nposegeHns HOBO/A perncTpaummn megmunHCKoro n3gesina B COOTBETCTBUN C

NYHKTOM 67 HacToaLwux NpaBul.

80. YNONHOMOYEHHbI opraH (3KcnepTHas opraHu3aums) ped)epeHTHOro rocyaapctea B TeveHue 10
pabounx aHei co AHs odhopmMieHUs (NONyYeHNs) SKCMEPTHOrO 3aK/IYeHMsI 0 HEBO3MOXHOCTU BHECEHUS
N3MEHEHWUIA B perncTpaumMoHHOe [0Cbe MPUHMMAET pelleHne 06 OTKase BO BHECEHMU 3TUX U3MEHEHWIA,
ohopMAsSiET U BblgaeT 3asBUTENO CMOCOO0M, YyKa3aHHbIM B 3asiB/IEHAM O BHECEHUW W3MEHEHWA,
yBefoM/ieHe 06 OTKa3e BO BHECEHWUWM U3MEHEHWIT B perncrpaumoHHoe gocbe (C 060CHOBAHMEM MPUUNH
oTkasa W NPWIOXKEHMEM KOMUM 3SKCMEPTHOrO 3akK/IYEHUsT YMOSIHOMOYEHHOTO opraHa (3KCnepTHOW
opraHu3aumn) pedhepeHTHOro rocyfapcrea 1 opurMHana (gy6nukara) perucTpauyoHHOro yaoCToBEPEHNS.
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81. Mocne odhopmneHnsi B pedpepeHTHOM ToCyAapCTBe 3KCMEPTHOro 3aK/IUEHUS O BO3MOXHOCTU
BHECEHWA W3MEHEHWI B perucTpauuoHHOE A0Che YMOANOMOYEnubIi opraH (3KcrepTHas opraHusauus)
pedepeHTHOro rocyAapcTea pasMellaeT B CBOeli MHOPMAaLMOHHOV CUCTEME PErUCTPaLMOHHOE A0Che,
coaepxalliee 3asiB/IEHVNE O BHECEHUM N3MEHEHUIA 1 IKCTIEPTHOE 3aK/THOUEHNE.

82. B cniyyae otcyTcTBMA rocygapctea (rocy4apcTB) NPU3HaAHNUS YNOMHOMOYEHHbIV OpraH (3KcnepTHas
opraHusaums) pethepeHTHOro rocygapctea B TedeHne 10 paboumx gHeiln co AHA OhOpMIEHNST 3KCNEPTHOrO
3aK/1l04YEHNS O BO3MOXHOCTW BHECEHNS U3MEHEHUIA B PErMCTPaLMOHHOE AOCHE:

a) NPVHMMAaeT peLleHne 0 BHECEHWUN M3MEHEHWIH B PErMCTPaLMOHHOE AOCbE U pa3MelLaeT B eiMHOM
peecTpe MeAULUMHCKUX U3AENUiA, 3aperncTppoBaHHbIX B paMkax Coto3a, CBefleHUs1 0 BHECEHUN U3MEHEHMW
B perucTpaunoHHoe [ocbe B COOTBETCTBUM C [MopsiakoM (hOpMUpPOBaHUS M BeAEHUst MHADOPMALMOHHO
CUCTEMbI, a TaKXe CKaHMPOBAHHbIE KOMUW JOKYMEHTOB, B KOTOPbIE BHECEHbI M3MEHEHWS;

6) B TeuyeHme 10 paboumx [HEA CO AHSA NPUHATUS pPELUEHUSS O BHECEHUN W3MEHEHWI B
perucTpaunoHHoe Aocbe yBefOoMAsAeT 06 aTOM 3asBUTENs CNOCO60M, Yka3aHHbIM B 3asB/IEHNN O BHECEHUM
W3MEHEHUA, a TakKe B C/lydae BHECEHUSI U3MEHEHW/ B PErNCTPaLMOHHOE YAOCTOBEPEHME W (MNn)
NPUIOXKEHNE K HEMY O(OPMISET M BblgaEeT 3asiBUTEN0 CMOCOO0M, YKa3aHHbIM B 3asB/IEHNM O BHECEHWM
N3MeHeHWIA, NepeothOpMIEHHbIE PETMCTPALMOHHOE YAOCTOBEPEHNE U NPUIOXKEHUE K HEMY C COXPaHEHNEM
npexHero Homepa (C ykasaHWeMm [fAaTbl BHECEHUSI COOTBETCTBYHLIMX W3MEHEHWIA) 1 BO3BpPALLAET paHee
BblAHHblE  PErncTpauMoHHOE YAOCTOBEPEHME W  TMPUMIOXKEHNE K HeMy C OTMeTKol 06  ux
HeAencTBUTENbHOCTY (C YKaszaHuem aaTbl).

83. B cnyyae Hannums rocyaapcTea (rocyapcT) NPU3HAHKS U NPW YC/IOBUM OTCYTCTBUSI pasHoriacuii
MeX/y YMNO/IHOMOYEHHLIM OpraHoM (3KCMepTHOM opraHusauveli) pediepeHTHoro rocygapcTea U
YNOSIHOMOYEHHbIM OpraHoM  (3KCMEepTHOI  opraHusauueit) rocygapcTBa (focyfapcTB) Npu3HaHus B
OTHOLLUEHMWN COrMacoBaHMs 3KCMEPTHOTO 3aK/OYEHNsT YNOSIHOMOUEHHbIV opraH (3KcnepTHas opraHu3auusl)
pethepeHTHOTo rocyAapcTea:

a) B TeuyeHue 10 pabouux AHEli CO AHA MOMYyYEHWUSI OT YMOSIHOMOUYEHHbLIX OPraHOB (3KCMEPTHbIX
OpraHu3aumii) Bcex rocyfapcTs Npr3HaHWs NOATBEPXAEHUSI COI1ACOBaHUSI 3KCNEPTHOrO 3ak/HUeHust 6o
CO [iHS1 CTEYEHWSI CPOKa, NPeayCMOTPEHHOIO

nyHkToM 50 Hactoauwmx [paBwn (NpyM  ycnosBuwu, 4TO 3aaBuTenieM Obll  npeacTaBneH B
YMNO/IHOMOYEHHbIA  opraH  (3KCMEepTHYH  opraHu3auuio)  peddepeHTHOro  rocygapctea  NepeBop,
3KCMNyaTaLuMoHHOrO AOKYMEHTa WN MHCTPYKUMK MO NPUMEHEHUI0 MELMLMHCKOTO M34enns, pyKoBoACTBa no
CEepBUCHOMY OBC/TY)XMBaHMIO U TEKCTA MapKUPOBKU Ha roCyAapCTBEHHbIE A3bIKM FOCYAApCTB Npu3HaHus (npu
HeobxoAMMOoCTH)), NPUHMMAET peLleHNe O BHECEHUN U3MEHEHUIA B PErMCTPaLMOHHOE JOCbe Y pa3MeLLLaeT B
eQVHOM peecTpe MeAMUUHCKMX W3AENWIA, 3aperncTpmpoBaHHbIX B paMkax Coto3a, CBEAEeHMS O BHECEHMWM
W3MEHEHUA B PErMCTpauUMOHHOE [0Cbe B COOTBETCTBMM C [lopsgkom ¢opmMupoBaHMs U BedeHus
VMHPOPMAaLMOHHON CUCTEMBI, & TaKKe CKaHMPOBaHHbIE KOMUW AOKYMEHTOB, B KOTOPbIE BHECEHbI U3BMEHEHUS;

6) B TedeHne 10 paboumx [Heid co AHA NPUHATMSA PELUEHVMS O BHECEHUW W3MEHEHWU B
perncTpaunoHHoe 0Ccke YyBEeAOM/SET 06 3TOM 3asBUTE/IS CNOCO60M, YKa3aHHbIM B 3asiBIEHUM O BHECEHUN
M3MEHEHUWl, a Takke B C/lydae BHECEHWS W3MEHEHWI B pPerucTpauMoHHoe yaocToBepeHve U (unm)
NpUIoXeHne K HeMy OCOPM/ISET M BblAAET 3asiBUTE/0 CMOCOGOM, YKasaHHbIM B 3asiB/IEHNM O BHECEHUM
N3MeHEeHU, NnepeoddopMsIeEHHbIE perncTpaumMoHHoe YA0CTOBEPEHNE U NMPUSIOXKEHNE K HEMY C COXPaHeHneM
npexHero Homepa (C ykasaHuem [aTbl BHECEHWSI COOTBETCTBYHOLMX M3MEHEHWi) 1 BO3BpallaeT paHee
BbllaHHble  PEerncTpauuoHHoOe Y[AOCTOBEpPEHME W MNPUIOXKEHWEe K HeMy C OTMETKOW 06 ux
HefeCcTBUTENbHOCTU (C yKa3aHueM fartbl).

84. HecornacoBaHue 3KCNepTHOrO 3aK/YeHNs YNO/THOMOYEHHOO OpraHa (3KCnepTHOI opraHu3auum)
pethepeHTHOro rocyfapcTea B O4HOM M3 FOCYAapCTB NPU3HAHWS SIBASIETCS OCHOBAaHUEM [A/1S1 UCK/IOUEHUS
WHhopmaLmmn 06 3TOM rocyfapcTBe 13 PErMCTPALMOHHOIO YAOCTOBEPEHMSI.

85. ECnn ynosIHOMOYEHHbI opraH (3KCnepTHasi opraHn3auus) rocyaapcTea NpusHaHusl He cornacosasl
3KCMEePTHOE 3aK/YeHMEe U YNOMHOMOYEHHbI opraH (3KcnepTHas opraHm3auuns) pedhepeHTHOro rocyaapcTea
corfaceH C BblBOAaMW YMNO/THOMOYEHHOIO opraHa (3KCMepTHOW opraHv3auuun) rocygapctsa MNpuUsHaHus
OTHOCUTE/IbHO HEBO3MOXXHOCTW BHECEHMWS U3MEHEHWIA B PerncTpauMoHHOe A0Cbe, YNOTHOMOUYEHHbI opraH
(3KcnepTHas opraHu3auusl) pedpepeHTHOro rocyaapcTaa:
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a) B TeyeHme 10 paboumx AHERn CO AHA NOAyyYeHUst OT YMNOTHOMOYEHHbIX OpraHoB (3KCNEPTHbIX
opraHu3aumit) Bcex rocygapcts NpusHaHusl MNOATBEPXAEHUS COrlacoBaHus (HeCOrnacoBaHUs) 3KCMepPTHOro
3aK/IHYEHNS IMB0 CO AHS UCTEYEHUS CPOKa, NMPeayCMOTPEHHOTO

nyHKTOM 50 HacTtoswmx [paBwua, NpUHUMAET pelleHne 06 OTKase BO BHECEHUWM W3MeHeHuli B
pervcTpauyioHHOE AOChE;

6) B TeyeHne 10 paboumx AHER CO AHSA NPUHSATUS pPelleHust 06 OTKase BO BHECEHUW U3MEHEHWIA B
perncTpaumoHHoe Aocbe OPOPMIISIET U BblAAET 3asBMTENO CNOCOBOM, yKa3aHHbIM B 3asiB/IEHNM O BHECEHUM
N3MEHEHUI, yBeAOMIEHNE 06 OTKa3e BO BHECEHUN N3MEHEHWIT B PErMCTPaLMOHHOE A0Cbe (C 060CHOBaHMEM
MPUUMH OTKasa, a Takke C MNPWIOKEHMEM KOMWM 3KCMEPTHOTO 3ak/toUYeHWUst YMOSIHOMOYEHHOTO opraHa
(3KcnepTHOI opraHu3auun) pedepeHTHOro rocygapctea, konunm (KOnmuid) NOATBEPXAEHUS COrnacoBaHust
(HecornacoBaHms) 3KCNEPTHOrO 3aK/HYEHUS 1 opurMHana (Qyonukara) perMcTpaumMoHHOro yaoCTOBEPEHNS).

86. Ecnm ynonHOMOYEHHBI opraH (3KcnepTHas opraHm3aums) rocyaapcrBa NpuM3HaHus He cornacoBain
3KCMEepPTHOE 3aK/IHYEHNE 1 YNONTHOMOYEHHbIV opraH (3KCcnepTHasi opraHusaums) pedyepeHTHOro rocygapcrsea
He cor/laceH C BbIBOAAMW YMO/THOMOYEHHOIO OpraHa (3KCMepTHOW opraHm3auuu) rocygapcTBa npu3HaHus
OTHOCWTE/IbHO HEBO3MOXHOCTM BHECEHUS U3MEHEHWIA B perncTpayuoHHoe [0Cbe, YNOSHOMOYEHHbI OpraH
(3KcnepTHasa opraHu3auus) peepeHTHOro rocyaapcraa:

a) B TeyeHne 10 paboumx AHeli CO AHSA MOSyYeEHMS OT YMOMHOMOYEHHbLIX OPraHoOB (3KCMEPTHbIX
opraHu3aumit) Bcex rocygapcts npusHaHusl NOATBEPXAEHUSI COrlacoBaHns (HecornacoBaHusl) 3KCMepPTHOro
3aK/IHYEHNS MBO CO AHA WCTEYEHMS CPOKa, YCTAHOBMIEHHOrO Ha NpeAoCcTaB/fiEHME rocyAapcTBamu
NPU3HaHMA yKa3aHHOrO MNoATBEpXAeHWs (Npu  YC/oBMKM, 4TO 3asBuTenieM Obln  NpeacTaBneH B
YNO/IHOMOYEHHbI  opraH  (3KCMEepTHYH  opraHu3auuio)  peddepeHTHOro  rocygapcrea  NepeBop,
3KCNyaTaLMoHHOIO AOKYMEHTa WIN MHCTPYKUMM MO NPUMEHEHUI0 MEAMLMHCKOIO M34enns, pyKoBoACTBa no
CEepBUCHOMY OBC/Y)XMBaHMIO U TEKCTA MapKUPOBKWU Ha roCyAapCTBEHHbIE A3bIKM FOCYAApCTB NpU3HaHus (npu
HeobxoanmocTw)):

MPVHMMAET peLleHNe O BHECEHWU W3MEHEHWUli B PErncTpauyoHHOe [AoCbe M 06 WCK/IUYEHUN U3
pervcTpaumMoHHOrO  YAOCTOBEPEHWS  MHGJOpMauMM O  rocyaapctee  (rocyfapcTBax) — MpW3HaHus,
YNOSIHOMOYEHHBIM ~ OpraHoM  (3KCMEPTHOW  OpraHuM3auueid) KOTOpOro He COM/lacoBaHO  3KCMEpPTHoe
3aK/IHUEHME;

pasvellaeT B e4MHOM PeecTpe MeAMLMHCKUX W3OeNuid, 3aperncTpupoBaHHbiX B pamkax Cotosa,
CBefleHNs1 0 BHECEHMN U3MEHEHWIA B perucTpalmMoHHoe AoCbe B COOTBETCTBUM C MNMopsigkoM (DOPMUPOBaHUs
N BeAeHUst MHAPOPMALIMOHHON CUCTEMbI, @ TakkKe CKaHWPOBaHHbIE KOMUM AOKYMEHTOB, B KOTOpPble BHECEHbI
N3MEHEHMS;

6) B TeueHne 10 pabounx [Heil co AHS NPUHATUS pPeleHUss O BHECEHWU W3MEHeHW B
pervcTpauyoHHOE AOChE:

yBEAOM/IAET 3asBUTENII O BHECEHUM U3MEHEHWIA B PErMCTPALVOHHOE A0Cbe U 06 WCKIYEHUN U3
PerucTpauyoHHOro  YAOCTOBEpPEHVs  MHopMauum o  rocygapctee  (rocyfapctBax) — NpU3HAHWS,
YNO/IHOMOYEHHbIM ~ OpraHoM  (3KCMEepTHOW  opraHusauueli) KOTOpPOro He  COr/lacoBaHO — 3KChepTHoe
3aK/toyeHne, crnocoboM, yKasaHHbIM B 3asIB/IEHWN O BHECEHUM W3MEHEHWi (C NPUIoXKeHWeM Konuu
NOATBEPXAEHVSI HECOTNIACOBAHWMS 3KCNEPTHOTO 3aK/0UEHWs);

0pOpM/ISET W BblAAET 3asBUTE/I0 CMOCOGOM, YKa3aHHbIM B 3aSIB/IEHUM O BHECEHUU W3MEHEHMWIA,
nepeodopM/IeHHbIE PErncTpaLyoHHOe YAOCTOBEPEHME W MPUMIOXEHNE K HEMY, M3 KOTOPbIX WCK/OYEeHa
uHhopmaumss o rocyaapctee (focyfapcTBax) MpW3HaHWS, YMNOMHOMOYEHHbIM OpraHoM  (3KCMepTHO
opraHu3saumeit) KOTOporo He COr/lacoBaHO 3KCMEpPTHOE 3ak/louYeHue, U B KOTOpble BHECEHbI U3MEHEHUs B
COOTBETCTBMU C 3asIBIEHUEM O BHECEHUM U3MEHEHWIA, C COXpPaHEHMEM MpPeXHEero Homepa (C ykasaHuem
[laTbl BHECEHWS COOTBETCTBYIOLLIMX U3MEHEHNIA);

BO3BpallaeT 3adBUTESIO cnocob6owm, YKa3aHHbIM B 3asdAB/IEHUN O BHECEHUn N3MEHEHIA, paHee

BblAAHHble  PErncTpaLuoHHOe YAOCTOBEpPEHVWE U MNPUIOXKEHWe K HemMy C OTMeTKol 06  ux
HefencTBUTENBbHOCTY (C yKasaHneMm gaTbl).

VL. Mpoueaypa BHeCEHUSA U3MeHEeHUIi B perucTpaLMoHHOe A0Cbe B YBeAOMUTEIbHOM NopsifKe
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87. Mpoueaypa BHECEHWS M3MEHEHWIA B PErucTpauyoHHOE [0Cbe B YBEJOMWTE/IbHOM MNopsaKe
NPUMEHSIETCSA B C/IEAYIOLLMX CTyYasix:

a) M3MEHEeHMs1 KacalTCcs CPOKOB AelCTBUSI JOKYMEHTOB, COAEPXaLUUXCA B PErMCTPALMOHHOM A0Chbe
(akTyanmsauusa JOKYMEHTOB PErMcTpaLMoHHOrO 10Cke 3asiBUTeNnem);

6) VM3MEHEHUA BHOCATCS MPOU3BOAUTENEM MEAULMHCKUX U3AENWiA Kiacca NOTEeHUMasIbHOTO pucka
NpUMeHeHns 1 Ny HecTepubHbIX MEeAVLMHCKUX U3Aenuii Kiacca NoTeHUMaNbHOTO puUcka NPUMEHEHUS 2a,
npoweawyM OLEHKY CUCTEMbl MEHEMKMEHTA KauecTBa MeAWMLUMHCKOTo w3fenust (Bk/ouyasi NpoLecchl
NPOEKTUPOBAHUS U Pa3pPaboTKN MeANLMHCKUX U3[eNni1) B COOTBETCTBUN C

TpeboBaHMAMM K CUCTEME MEHEeIDKMEHTA KayecTBa;

B) M3MEHEHUS KacatloTCs CreAylolyx CBeAeHUii 0 Npou3BoaMTeNe MEAMLMHCKOrO W3AEeNnst Uan ero
YNOSIHOMOYEHHOM MpeAcTaBuTeNe:

HauMeHoBaHMe lopuanyeckoro suvua (MonHoe W CcokpallleHHoe (Mpu Hanuuuu), B TOM uuce
hvpMeHHOoe, HaMeHOBaHUS!), aipeEC MecTa HaxoXAeHVs N aipec MecTa OCYLLEeCTB/IeHUS AeATeNIbHOCTHY;

(baMI/IfII/IFI, nMMA, OTYECTBO (I'Ipl/l HaI'II/I'-II/IVI), agpec MecCTa XUTenbCTBa WMHAOMBUAYa/IbHOIO
npeanpuHumarena  wian agpec Mecta OCyLWEeCTB/1IeHNA AOeATENIbHOCTU WU PEeKBU3UTbl  OOKYMEHTA,
yaocTtoBepArLwero M4YHOCTb,

) U3SMEHEHUs HaMMEHOBAHUS MEAMLIMHCKOr0 M3Aenusi B YacTy TOBAPHOro 3HaKa M WHbIX CPefcTB
HANBUAYaIM3auum;

[1) U3MEHEHNs1 3aKMoUatoTCsl B UCK/IOUEHUN CBefleHnin 0 Modeny (Mapke) MeAVLMHCKOro u3aenvs us
PerncTpaLyoHHOro YA0CTOBEPEHUS.

88. B Lensix BHECEHWS U3MEHEHWIT B PerMcTpaLMoHHOe 10Cke B YBEAOMUTENIbHOM MOPsKe 3asBUTE b
HamnpaBfsieT B YMNO/IHOMOYEHHbIi opraH (3KCMepTHYyl opraHusauuio) pedepeHTHOro rocygapctea
crnefylowme AOKYMEHTbl U CBeAEHNS:

a) 3asiB/IeHNe O BHECEHUWN U3MEHEHWI B perncTpauvMoHHOe A0Cbe B yBEAOMMWTENbLHOM nopsigke (Ha
GyMaXHOM HocuTene u (Mn) B aNeKTPOHHOM BuAe) nNo hopme cornacHo

npunoxexuto N 9 (4anee B HACTOALWEM pasferne - 3asB/IeHNe 0 BHECEHUUN N3MEHEHWIA);

6) Konua  OOKYMEHTa, noATBepxXxaarwuwiero nosiHoMouna  ynosIHOMOYEeHHOro npeacraBuTend
npomnssoguTensa (I'Ipl/l Ha/In4ynm ynosIHOMOYEHHOrIo npeacrtaBuTesnia I'IpOI/ISBOAMTEfIFI);

B) [OOKYMEHTbl U CBEAEHWS O COOTBETCTBYIOLUMX W3MEHEHWUSX, B TOM UYWC/ME [AOKYMEHTHI,
NoATBEPXKAAOWMNE U3MEHEHNS U CBULETE/bCTBYIOLLME O TOM, UTO BHECEHME 3TUX U3MEHEHWI HE B/EYeT 3a
€060 U3MEHEHUSI CBOWCTB M XapakTepUCTUK MeAMLMHCKOIO M3Aenusi, BAUAIOLMX Ha ero 6e30nacHoCTb,
KauecTBO U 3PPeKTUBHOCTb, WM COBEPLUEHCTBYET €ro CBOWCTBA M XapakTepUCTUKW NPU HEeU3MeHHOCTU
(hYHKLUMOHA/TbHOTO Ha3Ha4YeHNs 1 (MNn) NpUHUMNA AeACTBUS MEAULIMHCKOIO N3Ae/usi;

r) OT4yeTbl O pe3ynbTatax MepBUYHOrO, nepuoauyeckoro (NJaHOBOTO) W BHEMNSIAHOBOIO
WHCMNEKTMPOBaHUsSi NPoM3BOACTBA (B C/lyyae, NpeayCMOTPEHHOM

noAnyHKToM "6" nyHKTa 87 HacTosaLwwmx MNpasun);

) KOnMu [OKYMEHTOB, MOATBEPXKAAMOWMX ONAaty npoueaypbl BHECEHWS  W3MEHEHWUli B
perncTpauyoHHOE A0Cbe B YBEAOMWUTE/IbHOM MOpsiAke B pedepeHTHOM roCyAapcTBe, a Takke Bblgauu
pervcTpauyoHHOro YA0CTOBEPEHNSA B pediepeHTHOM rocyaapcTie (Mpy HEOGXOAUMOCTH);

€) OpuUrMHa/ pPervcTpaumoHHOro yaoctosepeHus (gyonukar) (B crydyae HeobxoAMMOCTUM BHECEHWS B
HEro N3MeHeHWuih);

X) ONNCb AOKYMEHTOB.

89. 3anBneHne 0 BHECEHUN U3MEHEHWI U [OKYMEHTbI, NOATBEPXAAOLME U3MEHEHUS (B TOM uuc/e
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O lMpaewnax peructpaumm 1 akcnepTr3bl 6e30MacHoCTH, KayecTsa U APAPEKTUBHOCTU MEAULMHCKNX U3Aenunii (C n3mMeHeHnsamu Ha 30
mapTa 2023 roga)
PeweHue Cosema ESK om 12.02.2016 N 46

CrtpaHuua 25

OTYETbI O pesysbTatax WHCNEeKTUPOBaHMSA MNPOM3BOACTBA), PasMeLLalTCs  YNoIHOMOYEHHbIM OpraHom
(3kcnepTHOI  opraHusaumeit) pedepeHTHOro rocyaapcTBa B CBOEW MHA)OPMALMOHHOW cucteme ¢
npeaocTaBneHneM AOCTyNa TOMbKO YNO/THOMOYEHHbIM opraHam (3KCMepPTHbIM opraHu3aunsM) peddepeHTHOro
rocygapcTsa v rocygapctaa (rocyaapcTts) NpU3HaHUS.

90. YNo/MHOMOYEHHbIA opraH (3kcnepTHas opraHusauus) pedepeHTHOro rocygapcisa B TeyeHue 7
pabouunx gHel co AHA NOCTYN/EHNS 3asB/IEHNS O BHECEHUW U3MEHEHUIA, a Takke AOKYMEHTOB U CBeAEHWH,
yKa3aHHbIX B

nyHkTe 88 HacToAwmx MNpaBuna, NPOBOAWT NPOBEPKY MOSIHOTLI Y AOCTOBEPHOCTY COAEPXKALLNXCHA B HUX
cBefeHnin (B TOM YMC/ie CPOKa AENCTBUSA OTHETOB O pe3y/ibTatax MHCMEKTUPOBaHUS NPOM3BOACTBA).

91. B cnyyae ecnv 3asiBfieHNE 0 BHECEHWUM U3MEHEHWI NPEeACTaBMNeHO C HapyLleHWEM TpeboBaHWi
HacTosLmx MpaBun, cogepXnT HeAOCTOBEPHbIE CBEAEHNS U (M) AOKYMEHTbI Y CBEAEHMS, YKa3aHHbIe B

nyHkTe 88 Hactoswwmx [MpaBuAa, npeactas/ieHbl He B MOMIHOM 06beme, YNOSHOMOYEHHbIA opraH
(akcnepTHasA opraHusauus) pedepeHTHOro rocygapctsa B TeueHne 7 pabouvx AHel co AHSA NOCTyn/eHus
TakMxX 3asBfeHus, AOKYMEHTOB W CBeAEeHWii YyBefoOMASeT 3asBuTens 0 Heo6X04MMOCTU yCTpaHeHus
BbISIBIEHHbIX HApYyLLEeHW 1 (MNn) NpeacTaB/ieHns OTCYTCTBYOLMX AOKYMEHTOB B TeueHne 30 pabounx aHeld
CO [OHSA pasMeLLeHMsl COOTBETCTBYHOLLErO YBEAOM/IEHUS B MH(OPMALMOHHON CUCTEME YMNONHOMOYEHHOrO
opraHa (3KcnepTHOl opraHu3aummn) pedepeHTHOro rocygapcTea iMbo Co AHA HanpaBneHus yBeAOM/eHUS
3asBUTENI0 CNOCOO0M, YKa3aHHbIM B 3a5iB/IEHNN O BHECEHUN N3MEHEHNIA.

92. B cnyyae ecnn no uctedeHnn 30 pabounmx AHeW 3asiBUTENIEM He YCTpPaHEeHbl BbISIBNIEHHbIE
HapyLweHusa u (UNKn) He NpefcTaBneHbl OTCYTCTBYIOLWME AOKYMEHTbI, YNO/THOMOYEHHbIA opraH (3kcnepTHas
opraHusaums) petepeHTHOro rocyfapctsa B TeyeHue 3 pabounx gHeli NpyHMMAaeT pelleHre O Bo3Bpare
3asB/EHNSA O BHECEHMN U3MEHEHWIA N OKYMEHTOB (C 060CHOBaHMEM MPUYMH BO3BpaTa).

93. B TeueHue 3 pabouux AHeW CO [OHS NpeAcTaB/eHUst 3asiB/IeHUSI O BHECEHUM W3MEHEHWUI,
JIOKYMEHTOB W CBefleHWid, COOTBETCTBYIOLMX TpeboBaHMsIM HacToslWwmx [lpaBuni, a Takke B cnydae
YCTPaHEHNs B YCTAHOB/IEHHbII

nyHkToM 91 HacToAwwx MpaBna CPOK BbISIBAIEHHLIX HAPYLUEHWUI U (UK) NPEACTaBEHUs] JOKYMEHTOB,
COOTBETCTBYIOLLMX Tpe6oBaHUAM HacTosiwmxX [paBusl, YNnosTHOMOYEHHbI opraH (3KCrnepTHasi opraHn3aums)
pedepeHTHOro rocyaapcTsa MPUWHUMAET pelleHVe O Hadvasie Mnpoueaypbl BHECEHUS W3MEHeHWli B
perncTpaumoHHoe [ocbe B YBEAOMUTE/IbHOM MopsAke U pasMellaeT B CBOei MH(pOpMaUMOHHOI cucteme
perncTpauyoHHoe Aocbe, coaepxalllee 3asB/eHne 0 BHECEHNN U3MEHEHWIA.

94. B cnyyae ec/im CpoK [eiiCTBUA OT4eTa 0 pe3ysibTatax MHCNEeKTUPOBaHUsSi NPOM3BOACTBA UCTeK (Ans
cnyvas, npeaycMoTPeHHOro

noAgnyHKToM "6" nyHkTa 87 HacTosawwmx MpaBun), 3asBeHNE O BHECEHUN U3MEHEHUIA HE NPUHMMAETCS
N BHECEHWE W3MEHEHMI B perncrpauuMoHHoe [0Cbe MNpPOBOAMTCA B COOTBETCTBUM C MPOLEAYpPOiA,
npeAyCcMOTPEHHOW

pasgenom V HacToawmx Mpasun.

95. BHeCEHNE U3MEHEHWII B perncTpaunoHHoe A0Cbe B yBEAOMUTENIbHOM NOPsiAKE OCYLLEeCTBASETCS
YNO/THOMOYEHHbLIM OpraHoM (3KCNepTHONM opraHmn3aumeii) pepepeHTHOro rocyaapcTea B TeveHne 15 pabounx
OHEW Co OHA NPUHATUS peLleHns 0 Havasie NpoLeaypbl BHECEHNS U3MEHEHWIT B PErMCTPaLMOHHOE A0ChE B
yBEeAOMUTE/NIbHOM NOpsiAKe.

96. Mpoueaypa BHECEHUS U3MEHEHWIA B PETMCTPALMOHHOE [0Che B YBEAOMWTE/ILHOM MOPSiAKe He
TpebyeT corlacoBaHus ¢ rocyfapcTBamy NpU3HaHWs. B CBSA3W ¢ 3TM rocyfapcTBa NpusHaHusi B 3asiBfieHN
0 BHECEHUW U3MEHEHWIA HE YKa3bIBAOTCS.

97. B cnyyae ecn BHOCUMMbIE M3MEHEHWS KacatoTCsl CBEAEHWIA, coAepXaluxcsl B permMcTpauuoHHOM
YOCTOBEPEHMN, YNOTHOMOUYEHHbIA OpraH pedepeHTHOro rocygapcTsa BblAAET HOBOE pPerucTpauyioHHoe
YAOCTOBEPEHME C COXPAHEHMEM TMpPEXHEro HomMepa (C yKasaHWEM faTbl BHECEHWS COOTBETCTBYHLLMX
N3MEHEHN).

98. OCHOBaHMAMM A7 MNPUHSATUSE  YNO/THOMOYEHHLIM OpraHoM (3KCMEPTHOW  opraHusaumvei)

NC «Texakcneprt: 6 nokoneHue» VIHTpaHeT
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pedepeHTHOro rocyaapcTea peLleHnst 06 0TKa3e BO BHECEHWM U3MEHEHWIA B perucTpauyoHHOe [10Cbe B
YBEIOMUTE/TbHOM NOPSIAKE SBNAIOTCS:

a) HeOOCTOBEPHOCTb NPEefCTaB/EeHHbIX CBefeHWUli, 060CHOBbLIBAIOLIMX BHECEHUE W3MEHEHWU B
yBeIOMWUTE/IbHOM MopsAgke (B TOM 4uC/le UCTEYEHME Cpoka [elicTBMsS OTyeTa O pe3y/nbratax
VHCMEKTMPOBAaHNS NPOV3BOACTBA);

6) HEeCOO0TBEeTCTBME NnpeacTtaBNe€HHbIX JOKYMEHTOB U CBEAGHI/IVI

NYHKTY 88 HacTosawwmx [MpaBus;

B) HEO6XOAMMOCTb NPOBEAEHNA HOBOI perncTpaumm MeanUmyHCKOro n3aennsi B COOTBETCTBUM C

NYHKTOM 67 HacToswmx MNpaBui;

F) HEeCOOTBETCTBME BHOCUMbIX U3MEHEHWNIA cny4dasm, yKa3aHHbIM B

nyHKTe 87 HacTosaLwux MNpaBun.

99. YNo/IHOMOYEHHbI opraH (3kcnepTHas opraHusauusi) ped)epeHTHOro rocyaapcTBa B TeYeHWe 5
pabounx gHel co AHA NPUHATUA PeLleHns 06 oTkase BO BHECEHUN U3MEHEHWIA B PErMCTPauUoHHOE A0CkE B
yBefloMUTENIbHOM nopsigke ocopMasSieT U BblgaeT 3asBUTENO CMOCOOOM, yKa3aHHbIM B 3asiB/IEHUM O
BHECEHUN W3MEHEHWIA, yBeAOM/IEHNE 06 OTKase BO BHECEHUW W3MEHEHWIA B perncrpauvMoHHOe AoCbe B
yBeOMUTE/IbHOM NOpsiAke C 060CHOBaHMEM, a Takke BO3BpaLiaeT 3asBUTE/0 CNOCOOOM, yKasaHHbIM B
3as1B/IEHNM O BHECEHUN W3MEHEHWIi, paHee BblfaHHble PerucTpauMoHHOEe YAOCTOBEpeHue (aybnukar) u
NMPUNOXEHNE K HEMY B C/lydae UxX NpefocTaB/ieHus.

100. YNO/THOMOUYEHHbIi opraH pediepeHTHOro rocygapctea B TeueHWe 5 paboumx AHeil co AHs
MPUHSTUSI PELLEHUSI O BHECEHWMN U3MEHEHUIT B PerncTpaLMoHHoe 10Cke B YBeAOMUTE/IbHOM NOpsiaKe:

a) pasmellaeT B eMHOM peecTpe MeAULMHCKMX U3Aenui, 3aperncTpupoBaHHbIXx B pamkax Coto3a,
CBEAEHNSI 0 BHECEHUN U3MEHEHWIA B PErMcTpaLMoHHOe J0Cbe B COOTBETCTBUM C MNopsaakom hopMUpoBaHs
1 BEAEHUSI H(IOPMALIMOHHON CUCTEMbI, @ TAKKE CKaHMPOBAHHbIE KOMUM AOKYMEHTOB, B KOTOPbIE BHECEHbI
U3MEHEHWSI,

6) odhopmMnsieT 1 BblgaeT 3asBUTENH0 CMNOCOO0M, yKa3aHHbIM B 3asiB/IEHUN O BHECEHUN W3MEHEHWUIA,
yBeOM/IEHNE O BHECEHMUN N3MEHEHWIA B PETUCTPALMOHHOE A0CHE B YBEAOMUTETLHOM MOPSAKE, a Takke npu
Heo6X0AUMOCTU  NepeoPOpMIEHHbIE  PErMCTPaUMOHHOE YAOCTOBEPEHME U MPU/IOKEHWE K HeMy C
COXpaHeHMEM NPEXHEro HoMmepa (C ykasaHueM Aatbl BHECEHWS COOTBETCTBYHOLLUUX N3MEHEHWIA);

B) BO3BpallaeT 3asBUTE/Nl0 CNOCOOGOM, yKa3aHHbIM B 3asB/IEHWM O BHECEHWU W3MEHEHWI, paHee
BblAaHHblE pEerncTpauvMoHHOe YyAOCTOBepeHue (Qy6nvKkar) v MNpuIoXKeHWe K Hemy C OTMETKOW 06 ux
HeaelcTBUTENbHOCTY (C Yka3aHWeM Aatbl) B Cyvae Ux npegoctasneHus.

VII. Mpouegypa Bblgaun Ay6nvmkara permcTpaLuMoHHOro ya0CcToBepeHusi
101. B cnyyae yTpatbl (NOpyn) perncTpaunoHHOro ya0CTOBEPEHMS 3asiBUTE/b BNpaBe o6paTtuTbCs B
YMNO/THOMOYEHHbI  OopraH  pediepeHTHOro rocygapctea C  3asiB/ieHMEM O Bblgade  Aybnvkata
perncTpaunoHHoro ygoctopepeHust (Ha 6ymaxHoM Hocutene u (UiM) B 3/1EKTPOHHOM BuAae) no dopme

cornacHo

npunoxenuto N 10.

102. B cnyyae nopuy peructpaumoHHOro YAOCTOBEPEHMS K 3asBNeHW0 O Bblgadve aybrvkara
perucTpaumoHHOro yaoCToBEPEeHNS npuiaraeTcs UCNopYEHHOE PerncTpaLMoHHoe y40CTOBEPEHNe.

103. B TeuyeHve 5 paboumx [HER €O [HA nNOJyvYeHWs 3asB/ieHuss O Bblgade pybnukarta
pPerncTpaumoHHOro yA0CTOBEPEHMS YNO/THOMOYEHHbIV OpraH peddepeHTHOro rocygapcrtea O0qOpM/ISeT Ha
GnaHke Ay6sMKaT perncTpauMoHHOro yAOCTOBEPEHMS M BblAAET €ro 3asBUTE/N0 CNoCOOOM, yKa3aHHbIM B
3as1B/IeHMM O Bblgaye Aybnvkara perncTpayMoHHOro yA0CTOBEPEHMSI.

NC «Texakcneprt: 6 nokoneHue» VIHTpaHeT
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104. B cnyyae ecnu npeacTaBfeHHOe 3asiB/leHMe 0 Bblgade Aybnvkara perncTpaumoHHOro
yAOCTOBEPEHUA 0hOPM/IEHO HEHaANeXawmMm 06pa3oM 1 (UIM) B HEM yKasaHbl HEJOCTOBEPHbIE CBELEHNS,
YNO/THOMOYEHHBI opraH ped)epeHTHOro rocyapcTea 0QOpPMIISIET pelleHne 06 OTkase B Bblgade Aybnvkata
PErMCTPaLMOHHONO YA0CTOBEPEHUS.

VIIl. Mpoueaypa cornacoBaHusi 3KCMEPTHOTO 3aK/1IHEHUsI HA 3aperMcTPpMpoBaHHOE MeAULIMHCKoe
usgenve

105. lMpouenypa peructpaunm MeguLMHCKOIO M3aesnvsd, 3aperucTtpyupoBaHHOro B COOTBETCTBUM C
HacToAwmMMuK lMpaBunamu, B rocyfapcTBax-usieHax, He yKasaHHbIX B PerncrpalvMoHHOM YOO0CTOBEPEHUN,
OCYLLIECTB/IAETCA NyTEM COr/1acoBaHUsA YNONHOMOYEHHbIMU OpraHamy (3KCMepTHbIMU OpraHn3aunammn) aTux
rocyfapcTB-U/IEHOB 3KCMEPTHOrO 3aknyeHus. 1o utoram corsiacoBaHUs  YrNosIHOMOYEHHLIM  OpraHoMm
pediepeHTHOro rocyaapcTea BblAAETCA PErMcTpauyoHHoe YAOCTOBEePEHWE C yKa3aHWeM BCex rocyfapcTs
NpU3HaHWs, YMNOSIHOMOYEHHbIMW  OpraHaMy  (3KCMEepPTHbIMW  OpraHn3aLusaMn)  KOTOPbIX  COracoBaHo
3KCMepTHOe 3aKNtoyeHue.

106. 3asiBUTENb NPEACTABNAET B YNOMHOMOUYEHHbIN opraH (3KCNepTHYI OpraHn3aLmio) pedyepeHTHoro
rocyfapcTsa c/egytoLlive JoKyMeHTbl (KON JOKyMEHTOB):

a) perucTpauMoHHoe A0Cbe, COAepXallee 3asiB/IeHNe O MPOBEAEHWUM COr/lacoBaHWS 3KCMEPTHOro
3aK/IIOYEHNST Ha 3aperucTpuMpoBaHHOe MeaMuMHCKoe u3genve (C ykasaHueM rocygapcTtBa (rocyaapcTB)
NPU3HaHWsl, He YKa3aHHOro B PErumcTpauuoHHOM YyaoCToBepeHun) (Ha 6ymMaxHOM HocuTene u (Mnn) B
3/1EKTPOHHOM BMAE) No hopme coriacHo

npunoxeHntio N 11 (Aanee B HACTOALWEM pasfene - 3asiB/IEHNe O COrMacoBaHWM 3KCNEepTHOro
3aK/I0UYEHMS) 1 JIOKYMEHTbI MO NEePEUHI0 COracHo

npunoxeuuto N 12;

6) Kon“M JOKYMEHTOB 06 onsate Bblgayu HOBOIO PEMMCTPALMOHHOIO YAOCTOBEPEHUSI B PECEPEHTOM
rocygapctee (Mpy Ha/IMUYMM COOTBETCTBYHOLLUX TPEGOBAHMIA);

B) KONWM [OKYMEHTOB 06 onnare npoLeaypbl COracoBaHWsl 3KCNEPTHOIO 3aK/IUEHNs B TOCyapcTBe
(rocymapcTBax) Npu3HaHUs, yKazaHHOM B 3asiB/IEHUM O COIIACOBAHNM 3KCMNEPTHOTO 3aK/IUEHWSI.

107. YNO/MHOMOYEHHbIN OpraH (3KCnepTHas opraHusaumsi) pedepeHTHOro rocygapctea B TedeHune 7
pabounx AHein co AHA NOCTYN/IEHUS 3asB/IEHMS O COMMAacOBaHUM SKCNEPTHOTO 3aK/HOHYEHUST U [OKYMEHTOB,
yKasaHHbIX B

nyHkTe 106 HacToswmx [MpaBua, NPOBOAWUT MPOBEPKY MOHOTbl U JOCTOBEPHOCTU COAEPXALLUXCS B
HUX CBEAEHWA.

108. B cny4ae ec/v 3asiB/IEHWE O COMJIACOBAHUM 3KCMEPTHOTO 3ak/IHUEHUs] MPEACTaB/IEHO C
HapyLlLeHVeM TpeboBaHUli HacTosLWMX MpaBu, COAEPXUT HEOQOCTOBEPHbIE CBEAEHUS U (MNK) AOKYMEHTI,
yKaszaHHble B

nyHkTe 106 Hactosawmx [NpaBun, npencrasneHbl He B MO/IHOM 06beme, YNOMHOMOYEHHbI OpraH
(3KcnepTHasa opraHMsaumsi) peddepeHTHOro rocygapcTea B TeyeHme 7 pabounx AHei co AHS NOoCTynseHus
TakMX 3asB/IEHUsT U [OKYMEHTOB YBEAOM/SET 3asBUTENS O HEOOXOAMMOCTU YCTPaHEHMUS BbISBAIEHHbIX
HapylweHuii 1 (WIn) NpeacTaB/eHUss OTCYTCTBYIOLWMX AOKYMEHTOB B TeueHne 30 pabounx AHell co AHs
pasMeLleHNsT COOTBETCTBYIOLLEIO YBEAOM/IEHUS B MH(OPMALMOHHON CUCTEME YMO/THOMOYEHHOIO OpraHa
(3KcnepTHON opraHn3auun) pedepeHTHOro rocygapcTea NM60 Co AHS HanpaBleHus yBeOoMJIEHMS
3asaBUTE/0 CNOCO60M, yKa3aHHbIM B 3asiB/IEHNM O COrNacOBaHUM 3KCNEPTHOrO 3aK/IUeHus.

109. B cnyyae ecnm no uctedyeHunm 30 paboumx OHel 3assBUTENIEM HE YCTPaHEHbl BbISIBMIEHHbIE
HapyweHus n (Wam) He nNpeacTaBfeHbl OTCYTCTBYHOLWME AOKYMEHTbI, YNONHOMOYEHHbIN OpraH (3KkcnepTHas
opraHu3aumsl) peepeHTHOro rocygapctea B TeueHve 3 paboumx AHel NpuHMMaeT pelueHve O Bo3Bpare
3a8B/1eHMA O COracoBaHNmM 3KCMEePTHOIO 3ak/THUYEHUS U AOKYMEHTOB (C 060CHOBaHMEM NPUYMH BO3BPAaTa).

110. B TeueHue 3 paboumx OHE CO AHA NpeAcTaBNeHUs 3asiB/IEHMS O COr1acoBaHUM 3KCNEpPTHOro
3aK/l0YeHNs M JOKYMEHTOB, COOTBETCTBYHOLLUMX TpeboBaHUSM HacToswmx [paBun, a Takke B crydae
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O lMpaewnax peructpaumm 1 akcnepTr3bl 6e30MacHoCTH, KayecTsa U APAPEKTUBHOCTU MEAULMHCKNX U3Aenunii (C n3mMeHeHnsamu Ha 30
mapTa 2023 roga)
PeweHue Cosema ESK om 12.02.2016 N 46

CrtpaHuua 28

YCTPaHeHNs B YCTAHOB/IEHHbII

nyHKTOM 108 HacTosimxX [MpaBua CPOK BbISIBAIEHHLIX HAPYLIEHWIA 1 (UMW) NpeAcTaBIeHUs [JOKYMEHTOB,
COOTBETCTBYIOLMX Tpe6OBaHMSM HacTosLWmX MpaBu, YNoMHOMOYEHHbIN opraH (3KcnepTHasi opraHm3auusl)
pethepeHTHOTO rocyAapcTea NpPYHUMAET PELLEHME O MPOBEAEHUM MPOLEAypbl COMMacoBaHNs 3KCNepTHOro
3aK/IlUEHUs] HA 3apEerucTpMpoBaHHOE MEAMLUMHCKOE W3fAeNMe M pa3MellaeT B CBOei MH(OPMAaLMOHHOM
cUCTEME PErNCTPaLMOHHOE [OChEe, COAEpPXaLLEee 3asiB/IEHNE O COI/TACOBAHUM IKCMEPTHOTO 3aK/OYEHNS.

111. CornacoBaHune 3KCMEepPTHOro 3ak/loYeHus rocyaapcrtesamMm NpuU3HaHus, ykasaHHbIMU B 3asB/1IEHUN
0 COriacoBaHNy 3KCNEPTHOrO 3aK/HYEeHNs, OCYLLIECTB/ISETCH B COOTBETCTBUN C

nyHkTamu 46,
_8_

IN

52u

54 HacTodawmx Mpaswui.

112. HecornacoBaHve 3KCMEPTHOrO 3ak/IlOYEHVsI B OAHOM U3 rOCYAapCTB MPU3HAHWS, YKasaHHbIX B
3asIB/IEHUM O COI/TACOBaHUM IKCMEPTHOIO 3aK/OYEHUS, SIBMIIETCS OCHOBAHWEM /11 0TKasa B o6palleHun
MeAVLMHCKOTO U34enusi Ha TEPPUTOPKM 3TOTO FroCyAapcTBa NpPUsHaHUs.

113. B TeueHme 10 pabounx gHei co AHSA NOyYeEHUsT OT BCEX YNOHOMOYEHHbIX OPraHoB (3KCNEPTHbIX
opraHusaumin) rocygapcts NpU3HaHUs, ykasaHHbIX B 3asB/IEHUM O COr1acoBaHUM 3KCNEPTHOrO 3aK/ioUeHus,
NOATBEPXAEHNS COrnacoBaHus (HeCors1iacoBaHns) SKCNepTHOroO 3ak/ldeHns NM60 Co OHA NUCTEUEHNS CPoKa,
yCTaHOBMEHHOro

nyHKTOM 50 HacToawmx MNpaBu/a, YNONHOMOYEHHbIM OpraH (3KkcnepTHas opraHv3aums) ped)epeHTHOro
rocyfapctsa NpuUHUMaeT pelleHVe O Bblgadve NnepeodOpM/IEHHONO pPerncTpauyoHHOro yAocToBepeHus (B
c/lydyae Ha/IMuna rocygapctB MPU3HAHWA, YMNO/THOMOYEHHBLIMW opraHaMu (3KCNepTHbIMU OpraHn3auusamMm)
KOTOpbIX COrNacoBaHO 3KCMepTHoe 3ak/oyeHne) nnbo 06 oTkase B Bblgade nepeoopMIEHHOTO
perucTpauvoHHoOro yaocToBepeHuss (B Cflyyae OTCYTCTBMSA FOCYAApPCTB MPU3HAHMA, YNOSHOMOYEHHbIMU
opraHamm (3KCNepTHbIMW OpraHn3aLnsaMmn) KOTOPbIX COr/lacoOBaHO 3KCNEepPTHOE 3ak/ioUueHune).

B TeueHne 10 paboumx [AOHe CO [AHA NPUHATUMS pelleHust 0 Bblgade nepeodopMaeHHOro
perncTpaunuoHHOro yAoCTOBEPEHMST YMO/THOMOUYEHHbIN oOpraH (3KCnepTHasi opraHusauusi) pedepeHTHOoro
rocygapcrsa:

pasMellaeT B eAVHOM peecTpe MeAULUMHCKUX W3Aenuii, 3aperncTpupoBaHHbiX B pamkax Coio3a,
MH(opMaLMio 06 YyKasaHHbIX B 3asB/IEHNM O COM/TACOBAHUM 3KCMEPTHOrO 3ak/IHOYEHUS TOCYAAPCTBax
NpU3HAHUSA, YNOSIHOMOYEHHLIMM OpraHaMu  (3KCMEepPTHbIMY  OpraHM3auusiMi)  KOTOPbIX  COFlaCOBaHO
3KCMEPTHOE 3aK/IIUYEHME, @ TakKe CKaHUPOBAHHbIE KOMWK AOKYMEHTOB, B KOTOPblE BHECEHbI N3MEHEHNUS, B
COOTBETCTBUU C MopsiAKOM hOPMUPOBAHUS 1 BEAEHNS MHPOPMALMOHHON CUCTEMBI;

0ochopMAISIET 1 BbIAAET 3a8BUTENIO CNOCOGOM, yKasaHHbIM B 3asB/IEHMN O COrNacoBaHUM 3KCNEePTHOro
3aK/1HoUeHNs], NepeohopMIEHHOE PErMCTPALMOHHOE YA0CTOBEPEHUE U NPUNOXKEHNE K HEMY C COXPaHEHUeM
npexHero Homepa (C ykazaHWeM BCeX rocyAapcTB NPU3HaHUS, YNOSIHOMOYEHHbIMU opraHamm (3KCNepPTHbIMU
opraHv3aumsiMM) KOTOPbIX COrlacOBaHO 3KCMEPTHOE 3ak/toueHne, U [aTbl BHECEHWSI COOTBETCTBYHLLMX
N3MEHEHNN);

BO3BpalLLAeT 3asBWTENO CMNOCOGOM, YKa3aHHbIM B 3asB/IEHAN O COI/1ACOBAHWM 3KCMEPTHOTO
3aK/Il0UeHWsi, paHee BblAaHHbIE PErMcTpPaLyoHHOE yaocToBepeHue (Ay6nvkaTt) v NpUIoXeHUe K Hemy C
OTMETKOI 06 UX HefeNCcTBUTENBHOCTU (C YKa3aHUEM AaTbl);

BblAET 3asiBUTE/HO CNOCOGOM, YKa3aHHbIM B 3asiB/IEHWM O COIMMlacoOBaHMWN 3KCMEPTHOTO 3aK/THUEHMS,
yBefloMnieHne 06 OTKase B perncrpaumm MeavmumHCKOro usgenvs rocyfapcTBOM NPU3HAHUS, YKasaHHbIM B
3asiB/IEHAM O COI/lacoBaHWM  3KCMEPTHOTO  3aK/IYEHWs, C MPUIOKEHWEM KOMUW  MOATBEPXKAEHMS
HecornacoBaHuWsl 3KCMEPTHOrO 3ak/lYEeHUS  YMO/THOMOYEHHbIM OpPraHoM (3KCMEepTHOW opraHu3aumeit)
yKa3aHHOro rocygapcTea (Mpyv Ha/muum rocygapctsa NpU3HaHNUs, YNOTHOMOYEHHbIM OpraHoM (3KCMepTHOA
opraHusaumeii) KOTOpOro He cornacoBaHO 3KCNEPTHOE 3aK/IUEHNE).

NC «Texakcneprt: 6 nokoneHue» VIHTpaHeT


kodeks://link/d?nd=456008980&point=mark=000000000000000000000000000000000000000000000000008R40MA%22%5Co%22%E2%80%99%E2%80%99%D0%9E%20%D0%9F%D1%80%D0%B0%D0%B2%D0%B8%D0%BB%D0%B0%D1%85%20%D1%80%D0%B5%D0%B3%D0%B8%D1%81%D1%82%D1%80%D0%B0%D1%86%D0%B8%D0%B8%20%D0%B8%20%D1%8D%D0%BA%D1%81%D0%BF%D0%B5%D1%80%D1%82%D0%B8%D0%B7%D1%8B%20%D0%B1%D0%B5%D0%B7%D0%BE%D0%BF%D0%B0%D1%81%D0%BD%D0%BE%D1%81%D1%82%D0%B8,%20%D0%BA%D0%B0%D1%87%D0%B5%D1%81%D1%82%D0%B2%D0%B0%20%D0%B8%20%D1%8D%D1%84%D1%84%D0%B5%D0%BA%D1%82%D0%B8%D0%B2%D0%BD%D0%BE%D1%81%D1%82%D0%B8%20%D0%BC%D0%B5%D0%B4%D0%B8%D1%86%D0%B8%D0%BD%D1%81%D0%BA%D0%B8%D1%85%20%D0%B8%D0%B7%D0%B4%D0%B5%D0%BB%D0%B8%D0%B9%20(%D1%81%20%D0%B8%D0%B7%D0%BC%D0%B5%D0%BD%D0%B5%D0%BD%D0%B8%D1%8F%D0%BC%D0%B8%20%D0%BD%D0%B0%2030%20%D0%BC%D0%B0%D1%80%D1%82%D0%B0%202023%20%D0%B3%D0%BE%D0%B4%D0%B0)%E2%80%99%E2%80%99%D0%A0%D0%B5%D1%88%D0%B5%D0%BD%D0%B8%D0%B5%20%D0%A1%D0%BE%D0%B2%D0%B5%D1%82%D0%B0%20%D0%95%D0%AD%D0%9A%20%D0%BE%D1%82%2012.02.2016%20N%2046%D0%A1%D1%82%D0%B0%D1%82%D1%83%D1%81:%20%D0%94%D0%B5%D0%B9%D1%81%D1%82%D0%B2%D1%83%D1%8E%D1%89%D0%B0%D1%8F%20%D1%80%D0%B5%D0%B4%D0%B0%D0%BA%D1%86%D0%B8%D1%8F%20%D0%B4%D0%BE%D0%BA%D1%83%D0%BC%D0%B5%D0%BD%D1%82%D0%B0%20(%D0%B4%D0%B5%D0%B9%D1%81%D1%82%D0%B2.%20c%2024.05.2023)
kodeks://link/d?nd=456008980&point=mark=000000000000000000000000000000000000000000000000008Q80M2%22%5Co%22%E2%80%99%E2%80%99%D0%9E%20%D0%9F%D1%80%D0%B0%D0%B2%D0%B8%D0%BB%D0%B0%D1%85%20%D1%80%D0%B5%D0%B3%D0%B8%D1%81%D1%82%D1%80%D0%B0%D1%86%D0%B8%D0%B8%20%D0%B8%20%D1%8D%D0%BA%D1%81%D0%BF%D0%B5%D1%80%D1%82%D0%B8%D0%B7%D1%8B%20%D0%B1%D0%B5%D0%B7%D0%BE%D0%BF%D0%B0%D1%81%D0%BD%D0%BE%D1%81%D1%82%D0%B8,%20%D0%BA%D0%B0%D1%87%D0%B5%D1%81%D1%82%D0%B2%D0%B0%20%D0%B8%20%D1%8D%D1%84%D1%84%D0%B5%D0%BA%D1%82%D0%B8%D0%B2%D0%BD%D0%BE%D1%81%D1%82%D0%B8%20%D0%BC%D0%B5%D0%B4%D0%B8%D1%86%D0%B8%D0%BD%D1%81%D0%BA%D0%B8%D1%85%20%D0%B8%D0%B7%D0%B4%D0%B5%D0%BB%D0%B8%D0%B9%20(%D1%81%20%D0%B8%D0%B7%D0%BC%D0%B5%D0%BD%D0%B5%D0%BD%D0%B8%D1%8F%D0%BC%D0%B8%20%D0%BD%D0%B0%2030%20%D0%BC%D0%B0%D1%80%D1%82%D0%B0%202023%20%D0%B3%D0%BE%D0%B4%D0%B0)%E2%80%99%E2%80%99%D0%A0%D0%B5%D1%88%D0%B5%D0%BD%D0%B8%D0%B5%20%D0%A1%D0%BE%D0%B2%D0%B5%D1%82%D0%B0%20%D0%95%D0%AD%D0%9A%20%D0%BE%D1%82%2012.02.2016%20N%2046%D0%A1%D1%82%D0%B0%D1%82%D1%83%D1%81:%20%D0%94%D0%B5%D0%B9%D1%81%D1%82%D0%B2%D1%83%D1%8E%D1%89%D0%B0%D1%8F%20%D1%80%D0%B5%D0%B4%D0%B0%D0%BA%D1%86%D0%B8%D1%8F%20%D0%B4%D0%BE%D0%BA%D1%83%D0%BC%D0%B5%D0%BD%D1%82%D0%B0%20(%D0%B4%D0%B5%D0%B9%D1%81%D1%82%D0%B2.%20c%2024.05.2023)
kodeks://link/d?nd=456008980&point=mark=000000000000000000000000000000000000000000000000008QA0M4%22%5Co%22%E2%80%99%E2%80%99%D0%9E%20%D0%9F%D1%80%D0%B0%D0%B2%D0%B8%D0%BB%D0%B0%D1%85%20%D1%80%D0%B5%D0%B3%D0%B8%D1%81%D1%82%D1%80%D0%B0%D1%86%D0%B8%D0%B8%20%D0%B8%20%D1%8D%D0%BA%D1%81%D0%BF%D0%B5%D1%80%D1%82%D0%B8%D0%B7%D1%8B%20%D0%B1%D0%B5%D0%B7%D0%BE%D0%BF%D0%B0%D1%81%D0%BD%D0%BE%D1%81%D1%82%D0%B8,%20%D0%BA%D0%B0%D1%87%D0%B5%D1%81%D1%82%D0%B2%D0%B0%20%D0%B8%20%D1%8D%D1%84%D1%84%D0%B5%D0%BA%D1%82%D0%B8%D0%B2%D0%BD%D0%BE%D1%81%D1%82%D0%B8%20%D0%BC%D0%B5%D0%B4%D0%B8%D1%86%D0%B8%D0%BD%D1%81%D0%BA%D0%B8%D1%85%20%D0%B8%D0%B7%D0%B4%D0%B5%D0%BB%D0%B8%D0%B9%20(%D1%81%20%D0%B8%D0%B7%D0%BC%D0%B5%D0%BD%D0%B5%D0%BD%D0%B8%D1%8F%D0%BC%D0%B8%20%D0%BD%D0%B0%2030%20%D0%BC%D0%B0%D1%80%D1%82%D0%B0%202023%20%D0%B3%D0%BE%D0%B4%D0%B0)%E2%80%99%E2%80%99%D0%A0%D0%B5%D1%88%D0%B5%D0%BD%D0%B8%D0%B5%20%D0%A1%D0%BE%D0%B2%D0%B5%D1%82%D0%B0%20%D0%95%D0%AD%D0%9A%20%D0%BE%D1%82%2012.02.2016%20N%2046%D0%A1%D1%82%D0%B0%D1%82%D1%83%D1%81:%20%D0%94%D0%B5%D0%B9%D1%81%D1%82%D0%B2%D1%83%D1%8E%D1%89%D0%B0%D1%8F%20%D1%80%D0%B5%D0%B4%D0%B0%D0%BA%D1%86%D0%B8%D1%8F%20%D0%B4%D0%BE%D0%BA%D1%83%D0%BC%D0%B5%D0%BD%D1%82%D0%B0%20(%D0%B4%D0%B5%D0%B9%D1%81%D1%82%D0%B2.%20c%2024.05.2023)
kodeks://link/d?nd=456008980&point=mark=000000000000000000000000000000000000000000000000008QE0M6%22%5Co%22%E2%80%99%E2%80%99%D0%9E%20%D0%9F%D1%80%D0%B0%D0%B2%D0%B8%D0%BB%D0%B0%D1%85%20%D1%80%D0%B5%D0%B3%D0%B8%D1%81%D1%82%D1%80%D0%B0%D1%86%D0%B8%D0%B8%20%D0%B8%20%D1%8D%D0%BA%D1%81%D0%BF%D0%B5%D1%80%D1%82%D0%B8%D0%B7%D1%8B%20%D0%B1%D0%B5%D0%B7%D0%BE%D0%BF%D0%B0%D1%81%D0%BD%D0%BE%D1%81%D1%82%D0%B8,%20%D0%BA%D0%B0%D1%87%D0%B5%D1%81%D1%82%D0%B2%D0%B0%20%D0%B8%20%D1%8D%D1%84%D1%84%D0%B5%D0%BA%D1%82%D0%B8%D0%B2%D0%BD%D0%BE%D1%81%D1%82%D0%B8%20%D0%BC%D0%B5%D0%B4%D0%B8%D1%86%D0%B8%D0%BD%D1%81%D0%BA%D0%B8%D1%85%20%D0%B8%D0%B7%D0%B4%D0%B5%D0%BB%D0%B8%D0%B9%20(%D1%81%20%D0%B8%D0%B7%D0%BC%D0%B5%D0%BD%D0%B5%D0%BD%D0%B8%D1%8F%D0%BC%D0%B8%20%D0%BD%D0%B0%2030%20%D0%BC%D0%B0%D1%80%D1%82%D0%B0%202023%20%D0%B3%D0%BE%D0%B4%D0%B0)%E2%80%99%E2%80%99%D0%A0%D0%B5%D1%88%D0%B5%D0%BD%D0%B8%D0%B5%20%D0%A1%D0%BE%D0%B2%D0%B5%D1%82%D0%B0%20%D0%95%D0%AD%D0%9A%20%D0%BE%D1%82%2012.02.2016%20N%2046%D0%A1%D1%82%D0%B0%D1%82%D1%83%D1%81:%20%D0%94%D0%B5%D0%B9%D1%81%D1%82%D0%B2%D1%83%D1%8E%D1%89%D0%B0%D1%8F%20%D1%80%D0%B5%D0%B4%D0%B0%D0%BA%D1%86%D0%B8%D1%8F%20%D0%B4%D0%BE%D0%BA%D1%83%D0%BC%D0%B5%D0%BD%D1%82%D0%B0%20(%D0%B4%D0%B5%D0%B9%D1%81%D1%82%D0%B2.%20c%2024.05.2023)
kodeks://link/d?nd=456008980&point=mark=000000000000000000000000000000000000000000000000008Q60M2%22%5Co%22%E2%80%99%E2%80%99%D0%9E%20%D0%9F%D1%80%D0%B0%D0%B2%D0%B8%D0%BB%D0%B0%D1%85%20%D1%80%D0%B5%D0%B3%D0%B8%D1%81%D1%82%D1%80%D0%B0%D1%86%D0%B8%D0%B8%20%D0%B8%20%D1%8D%D0%BA%D1%81%D0%BF%D0%B5%D1%80%D1%82%D0%B8%D0%B7%D1%8B%20%D0%B1%D0%B5%D0%B7%D0%BE%D0%BF%D0%B0%D1%81%D0%BD%D0%BE%D1%81%D1%82%D0%B8,%20%D0%BA%D0%B0%D1%87%D0%B5%D1%81%D1%82%D0%B2%D0%B0%20%D0%B8%20%D1%8D%D1%84%D1%84%D0%B5%D0%BA%D1%82%D0%B8%D0%B2%D0%BD%D0%BE%D1%81%D1%82%D0%B8%20%D0%BC%D0%B5%D0%B4%D0%B8%D1%86%D0%B8%D0%BD%D1%81%D0%BA%D0%B8%D1%85%20%D0%B8%D0%B7%D0%B4%D0%B5%D0%BB%D0%B8%D0%B9%20(%D1%81%20%D0%B8%D0%B7%D0%BC%D0%B5%D0%BD%D0%B5%D0%BD%D0%B8%D1%8F%D0%BC%D0%B8%20%D0%BD%D0%B0%2030%20%D0%BC%D0%B0%D1%80%D1%82%D0%B0%202023%20%D0%B3%D0%BE%D0%B4%D0%B0)%E2%80%99%E2%80%99%D0%A0%D0%B5%D1%88%D0%B5%D0%BD%D0%B8%D0%B5%20%D0%A1%D0%BE%D0%B2%D0%B5%D1%82%D0%B0%20%D0%95%D0%AD%D0%9A%20%D0%BE%D1%82%2012.02.2016%20N%2046%D0%A1%D1%82%D0%B0%D1%82%D1%83%D1%81:%20%D0%94%D0%B5%D0%B9%D1%81%D1%82%D0%B2%D1%83%D1%8E%D1%89%D0%B0%D1%8F%20%D1%80%D0%B5%D0%B4%D0%B0%D0%BA%D1%86%D0%B8%D1%8F%20%D0%B4%D0%BE%D0%BA%D1%83%D0%BC%D0%B5%D0%BD%D1%82%D0%B0%20(%D0%B4%D0%B5%D0%B9%D1%81%D1%82%D0%B2.%20c%2024.05.2023)
kodeks://link/d?nd=456008980&point=mark=000000000000000000000000000000000000000000000000007EC0KH%22%5Co%22%E2%80%99%E2%80%99%D0%9E%20%D0%9F%D1%80%D0%B0%D0%B2%D0%B8%D0%BB%D0%B0%D1%85%20%D1%80%D0%B5%D0%B3%D0%B8%D1%81%D1%82%D1%80%D0%B0%D1%86%D0%B8%D0%B8%20%D0%B8%20%D1%8D%D0%BA%D1%81%D0%BF%D0%B5%D1%80%D1%82%D0%B8%D0%B7%D1%8B%20%D0%B1%D0%B5%D0%B7%D0%BE%D0%BF%D0%B0%D1%81%D0%BD%D0%BE%D1%81%D1%82%D0%B8,%20%D0%BA%D0%B0%D1%87%D0%B5%D1%81%D1%82%D0%B2%D0%B0%20%D0%B8%20%D1%8D%D1%84%D1%84%D0%B5%D0%BA%D1%82%D0%B8%D0%B2%D0%BD%D0%BE%D1%81%D1%82%D0%B8%20%D0%BC%D0%B5%D0%B4%D0%B8%D1%86%D0%B8%D0%BD%D1%81%D0%BA%D0%B8%D1%85%20%D0%B8%D0%B7%D0%B4%D0%B5%D0%BB%D0%B8%D0%B9%20(%D1%81%20%D0%B8%D0%B7%D0%BC%D0%B5%D0%BD%D0%B5%D0%BD%D0%B8%D1%8F%D0%BC%D0%B8%20%D0%BD%D0%B0%2030%20%D0%BC%D0%B0%D1%80%D1%82%D0%B0%202023%20%D0%B3%D0%BE%D0%B4%D0%B0)%E2%80%99%E2%80%99%D0%A0%D0%B5%D1%88%D0%B5%D0%BD%D0%B8%D0%B5%20%D0%A1%D0%BE%D0%B2%D0%B5%D1%82%D0%B0%20%D0%95%D0%AD%D0%9A%20%D0%BE%D1%82%2012.02.2016%20N%2046%D0%A1%D1%82%D0%B0%D1%82%D1%83%D1%81:%20%D0%94%D0%B5%D0%B9%D1%81%D1%82%D0%B2%D1%83%D1%8E%D1%89%D0%B0%D1%8F%20%D1%80%D0%B5%D0%B4%D0%B0%D0%BA%D1%86%D0%B8%D1%8F%20%D0%B4%D0%BE%D0%BA%D1%83%D0%BC%D0%B5%D0%BD%D1%82%D0%B0%20(%D0%B4%D0%B5%D0%B9%D1%81%D1%82%D0%B2.%20c%2024.05.2023)

O lMpaewnax peructpaumm 1 akcnepTr3bl 6e30MacHoCTH, KayecTsa U APAPEKTUBHOCTU MEAULMHCKNX U3Aenunii (C n3mMeHeHnsamu Ha 30
mapTa 2023 roga)
PeweHue Cosema ESK om 12.02.2016 N 46

CrtpaHuua 29

B TeueHue 10 pabounx AHEN CO AHS NPUHATUA pelleHns 06 oTkase B Bblgade nepeotopM/IEHHOIO
PerncTpaumoHHOro yAOCTOBEPEHNSI YMOMHOMOYEHHbIV OpraH (3KcnepTHas opraHu3auumsl) pedepeHTHOro
rocygapcrsa:

BO3BpalLLaeT 3asBWTENO CMNOCOGOM, YKa3aHHbIM B 3asB/IEHAN O COI/TACOBAHWUM 3KCMEPTHOTO
3aK/Il0UeHWs], paHee BblAaHHble PErMcTpaLoHHOE YAOCTOBEPEHWE (Ly6/IMKaT) 1 MPUTOXEHNE K HEMY;

BblAAET 3asiBUTE/HO CNOCOGOM, YKa3aHHbIM B 3asiB/IEHWM O COIMMlacoOBaHMWN 3KCMEPTHOTO 3aK/THUEHMS,
yBefloMmnieHne 06 OTKase B perncrpaumm MeavmumHCKOro uUsgenvs rocyfapcTBOM NPU3HAHUS, YKasaHHbIM B
3asiB/IEHAM O COI/lacoBaHWM  3KCMEPTHOTO  3aK/YEHWs, C MPUIOKEHWEM KOMUW MOATBEPXKAEHMS
HecornacoBaHWsl SKCMEPTHOr0 3ak/lYEeHUS  YMNO/THOMOYEHHbIM OpPraHoM (3KCMEepTHOW opraHu3aumeit)
yKa3aHHOro rocyfapcTBa, a Takke opurmHana (gyonvkara) permcTpaumMoHHOro yaA0CTOBEPEHMSI.

IX. MopAfoK NPUOCTAHOB/IEHUS UM OTMEHbI AeiicTBUA (aHHY/IMPOBaHUA) PerucTpayMoHHOro
yAocToBepeHus
114. TllpuocTaHOBMEeHWe  AEACTBUS  PErncTpauMoHHOrO  YAOCTOBEPEHWs  OCYLLEeCTB/ISETCH
YMOSIHOMOYEHHBLIM OpraHoM pediepeHTHOro rocyAapcTsa B CNeAYIOLLMX CyYasx:

a) no pesyskTatamMm MOHUTOPVHra 6e30nacHoCTU, KavecTBa 1 3PEKTUBHOCTU MEAULMHCKUX U3AEUiA
B MOCTPErNCcTpaLyOHHbI/ NEPUOL - NPU BbISIBNIEHUN NOTEHLMA/ILHOW CEPLE3HO YrpO3bl 30POBLI0 YENOBEKA,;

0) No pesynbraTam rocygapCTBEHHOIO KOHTPOAs (Haa3opa) 3a obpalleHneM MeANUNHCKUX N3AENuii -
npu Ha/AMuMKM cBeAEeHUn 0 dhakTax 1 0BCTOATENbCTBAX, CO3AAIOLMX YIPO3Y XNU3HM W 300POBbI0 TPaXaaH U
MEANLMHCKNX PabOTHMKOB NPY NPUMEHEHNM U 3KCNyaTaumn MegULMHCKUX U3LENNiA;

B) OTCYTCTBME B PErncTpauuMoHHOM [OCbe aKTyaslbHOW WHopMauMn o6  ynosIHOMOUYEHHOM
npeactaBvTenie Npou3BoAuTeNs (A58 NPoM3BoAMTENEN N3 TPETLUX TOCYAAPCTB).

115. PelueHne O NPUOCTAHOB/IEHUN [ECTBUS PErMCTPALMOHHOMO YAOCTOBEPEHUsI (C yKazaHUEM
MpWYMH, fatbl W Cpoka MPWOCTAHOB/IEHWS) TMPUHUMAETCS YMNO/IHOMOYEHHBLIM OpPraHoOM pedhepeHTHOro
rocyapcTea B COOTBETCTBUM C 3aKOHOAATENNLCTBOM 3TOM0 rocyAapcTBaa.

116. CpoK MpUOCTaHOB/EHNST AEWCTBUS PErMCTPALMOHHOIO YAOCTOBEPEHNS HE MOXET NpeBbiwaTtb 6
MecsILEeB, NPW 3TOM peanunsauns U NpUMEHeHe Taknx MELULMHCKUX U3LEeNViA B pehepeHTHOM rocygapctee
1 rocygapcTse (rocygapcrtsax) NpuU3HaHWUst He AOMNyCKarTCs.

117. YNOAHOMOYEHHbI OpraH pedepeHTHOro rocygapctea B TeydeHWe 5 paboumx gHelr co AHs
MPUHATUA  peLleHnss O MPUOCTAHOBEHUN OENCTBUS  PErMCTPALMOHHONO  YAOCTOBEPEHUS  BHOCUT
COOTBETCTBYIOLME CBEAEHUS B €AMHbIA PEECTp MeAULUMHCKUX W3OEUiA, 3aperncTpUpoBaHHbIX B pamKax
Cot3a, 1 unHgopmMmMpyeT 06 3TOM YMOSIHOMOYEHHbIE OpraHbl FOCYAapCcTB NpuW3HaHWs 1 EBpasniickyto
3KOHOMWYECKYI0 KOMUCCUIO C MCMOMb30BaHUEM CPEACTB WUHTETPUPOBAHHOW CUCTEMbI, a TakkKe 3asaBUTeNs
nyTem nepegayvn ysegoms1eHUSA IMYHO MOL, POCMUCh, SIMO0 Hanpas/ieHns YBeAOM/IEHUS 3aKa3HbIM NOYTOBbLIM
OTnpaBfeHnemM C yBeAOM/IEHVWEM O BpyYeHUU, SIMB0 HanpaBfieHUs B 3NEeKTPOHHOM Buae wan B hopme
3/1EKTPOHHOIO AOKYMEHTa, MOAMMCAHHOIO 3/1EKTPOHHOW MOANMUCBID (C yKasaHWeM MpWYVH, AaTbl U CpoKa
NPUOCTaHOB/IEHNS [ENCTBUS PErMcTPauMOHHOIO YAOCTOBEPEHMS, a Takke HeobXxo4MMOCTU YCTpaHeHus
3asABUTENEM 06CTOATENBLCTB, MOBAEKLLNX NPUOCTAHOB/IEHNE AEWCTBUS PETNCTPALNOHHOIO Y40CTOBEPEHUS).

118. 3asBUTENb B TEUEHWE YCTAHOB/IEHHOIO YMO/IHOMOYEHHBIM OpPraHoM ped)epeHTHOro rocyfapcTea
Cpoka 006si3aH YCTpaHWTb O6CTOATENbCTBA, MOBMEKLUME MPUOCTAHOB/EHWE [EWCTBUS PErncTpaLmMoHHOro
YAOCTOBEPEHUS, U YBEAOMUTbL 06 3TOM B MUCbMEHHON chopmMe 3TOT YMNOSIHOMOUYEHHbI opraH (c
NPUIOXEHNEM MOATBEPXAAOWMX [OKYMEHTOB). [lo pe3ynsTataMm pPacCMOTPEHWS MpPeACTaBNEHHbIX
3asiBUTENIEM [IOKYMEHTOB YMO/IHOMOYEHHbI OpraH pe)epeHTHOro rocyAapcTBa MPUHUMAET pPELLEHNE O
BO30GHOB/IEHUN IMGO 06 OTMeEHe [eliCTBUS (aHHY/IMPOBaHUM) PErMcTpauyoHHOTO YAOCTOBEPEHUS (C
yKasaHVeM [fAaTbl BO30GHOB/IEHUSI WU OTMEHbl AEACTBMSI  (@HHYNMPOBAHWUSA)  PEFUCTPALVOHHOMO
YAOCTOBEPEHNS).

119. YNO/HOMOYEHHbI OpraH pegiepeHTHOro rocygapcrea B TedeHne 5 paboumx pgHell co AaHsA
NPUHATUS  pelleHnss O  BO30OHOBMEHWM  AEWCTBUS  PErUMCTPALMOHHOTO  YAOCTOBEPEHUS  BHOCWUT
COOTBETCTBYIOLLME CBEAEHUS B €A4UHbI peecTp MeAWUMHCKUX W3LEeNUiA, 3aperucTpypoBaHHbIX B pamkax
Coto3a, M yBefOMNAET 3asBMTeNs O MPUHATOM peLleHuM JIMYHO Mof, POChuchb, NM60 Hanpasnser
yBefoOM/IEHME 3aKa3HbIM MOYTOBLIM OTMpaBfieHNEM C YyBeJOM/IEHMEM O Bpy4YeHuW, nM60 nepedaer B
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3M1EKTPOHHOM BUAe Un B oopMe 3/1IEKTPOHHOIO AOKYMEHTA, NOAMNMCAHHOIO 3/1IEKTPOHHON NOAMNMUCHHO.

120. PelleHne O BO30GHOBMEHWM [ENCTBUS PErMcTPaLMOHHOMO YAOCTOBEPEHUS MPUHUMAETCS B
COOTBETCTBUM C 3aKOHOATE/TbCTBOM PEIEPEHTHOIO FOCYAAPCTBA U BCTYNAET B CU/Y CO [HS €r0 NPUHATUS.

121. B cny4yae HeycTpaHeHusi 3asBUTENIEM B YCTAHOB/IEHHbIi CPOK 06CTOATENbCTB, MOBAEKLLNX
NPUOCTaHOBNEHNE AEeNCTBUS PerucTpaumoHHOro yA0CTOBEPEHUS, YNOSTHOMOYEHHbIA OpraH pediepeHTHOro
rocygapctea B TeueHne 3 pabounx AHel CO AHA UCTEYeHMS yKa3aHHOro Cpoka MPUHMMAET pelueHune o6
OTMEHE AencTBMA (aHHY/IMPOBaHNM) PErMCTPALMOHHOIO YAOCTOBEPEHMS (C 060CHOBAHNEM).

122. YNONHOMOYEHHbIAi  opraH ped)epeHTHOro  rocygapctea  He3aMea/UTeNlbHO  BHOCUT
COOTBETCTBYIOLLME CBEAEHUSA B €4MHbIA pPeecTp MeAULMHCKUX W3LeSnii, 3aperncTpupoBaHHbIX B pamkax
Coto3a, u yBegoMnseT 3asaBuTeNd 06 OTMeHe [AelcTBusi  (aHHYIMPOBaHUKW)  PEerMcTpaLyMoHHOro
YAOCTOBEPEHUA NyTeM nepefadv yBefOM/IEHUA 3asABUTEN0 JIMYHO MOf POCNUChb, SIMB0 Hanpas/eHus
yBEAOM/IEHMST 3aKa3HbIM MOYTOBbLIM OTMNPaB/IEHMEM C YBEAOMJIEHMEM O BpPYYEHWUU, MO0 HanpaBfEeHUs B
3/1EKTPOHHOM BuAe Nan B hopme 3NEKTPOHHOIO AOKYMEHTA, NOAMNNCAHHOTO 3/1IEKTPOHHOM NOANUCHIO.

123. OcHOBaHWSIMU A5 NMPUHSTUS YNO/THOMOYEHHBLIM OpraHOM peddepPeHTHOTo rocyAapcTBa PeLIeHus
06 oTMeHe [elCTBUS (aHHY/IMPOBAaHWKN) PETUCTPALMOHHOIO YAOCTOBEPEHUSI UM 06 OTMEHe peructpauuu
MEeAULIMHCKOrO n3aenusi (Mmogenei (Mapok) MeauLMHCKOro U3aenusl, CBeeHNs 0 KOTOpbIX NpeacTaB/ieHbl B
pPerncTpauyoHHOM YA0CTOBEPEHNM) SABNAIOTCS:

a) nogaya npousBoauTesnieM 3asiBNeHNss 06 OTMeHe AeicTBust (aHHYNIMPOBaHUKN) PErncTpauyuoHHOro
yAOCTOBEPEHUNS (Ha ByMadKHOM HocuTene u (Unn) B 3/1IEKTPOHHOM BMAE) No hopme coracHo

npuaoxenuto N 13;

6) BbIsiBNEHME CyvyaeB NpeAcTaB/eHns 3asaBUTeNIeM HEAOCTOBEPHbLIX CBEAEHWI, KOTOpble He MOrau
ObITb YCTaAHOB/IEHbI MPU perucTpauuy MeguUMHCKOTrO u3genus (B TOM 4ucne npu  OCyLLeCTBEHUN
YNOSIHOMOYEHHBIMW OpraHamMu rocyAapCTBEHHOIO KOHTPO/ns (Hagsopa) 3a obpalieHueM MeaMLMHCKUX
nsaenwi);

B) BCTYNMBLLUEE B 3aKOHHYD CW/Iy peELUeHWe cyaa rocyaapcTBa-yfieHa 06 OTMeHe [eicTBus
(aHHY/IMPOBaHUM) PErMCTPALMOHHOIO YA0CTOBEPEHNS /TN 06 OTMEHE perncTpauun MeauuMHCKOro n3genus
(mogeneii (MapokK) MeAMLUMHCKOTO W3Aenusi, CBeAEeHMSs1 O KOTOpbIX MpeAcTaBfieHbl B PerncrpalyMoOHHOM
YA0CTOBEPEHNN);

) npeacTaBfieHNe YNOMHOMOYEHHbIM OpraHoOM Mo pesysbTataM [ocyAapCTBEHHOMO KOHTPONS
(Hag3opa) 3a obpaleHeM MeULMHCKUX U3AeNuii cBefeHuint 0 hakTax M 06CTOATENbCTBAX, CO3AatLLNX
YIpo3y >XU3HW W 300pPOBbI0 TpaXgaH W MeAULMHCKAX pPaboTHMKOB MNPV MPUMEHEHUM W 3KCMyaTaumm
MeAMLMHCKOTO U3AeNus;

[) yTpata MeauUMHCKUM U3AENMEM CTaTyca MeAMLUMHCKOTO B CBSI3W C BHECEHWEM U3MEHEHWIA B aKTbl,
BXoAslWmMe B npaBo Cow3a, WM Ha OCHOBAHWU pelleHusi KOHCY/bTaTUBHOTO KOMWTETA MO pesysibraram
npoBefieHUs1 paboT No YperysiMpoBaHnio pasHOr/Iacuii No BOMPOCaM OTHECEHWUS NMPOAYKLMN K MEAULMHCKUM
n3nenmnsim.

124. 3asaBneHne 06 oTMeHe Aencteus (aHHYMPOBaHUW) PErNCTPALMOHHOIO YAOCTOBEPEHUS MOXET
OblTb MOAAHO YMO/THOMOYEHHbLIM MpeAcTaBUTENIEM MNPOU3BOANUTENS NPU OLHOBPEMEHHOM BbINOMHEHUN
cnepnyoLwmx ycnoBuii:

a) Ha/iMuMe B PErMCTPaLMOHHOM [OCbe aKTya/lbHOrO [AOKYMEHTA, MOATBEPXAAIOLIEr0o MOSIHOMOUNS
YNOSIHOMOYEHHOTO  NPEeACTaBUTENS  NPOW3BOAWTENS, WM  NpeAcTaB/ieHMe Takoro  AOKyMeHTa B
YNOSIHOMOYEHHBI OpraH pechepeHTHOro rocyAapcTBa BMeCTe C 3asiB/ieHMeM 06 OTMeHe [JelicTBus
(aHHYNMpOBaHMK) PErNCTPALMOHHOIO YA0CTOBEPEHUS;

6) npeacTaB/eHne B YNO/THOMOYEHHbIA OpraH pediepeHTHOro rocygapcrea BMecTe C 3asB/ieHneM 06
OTMEHEe [eicTBMS (aHHYNMPOBaHWM) PErncTpauyMoHHOIO YAOCTOBEPEHWS 3aBEPEHHOT0 B YCTAHOB/IEHHOM
nopsgke [OOKyMeHTa MpOM3BOAMUTENS, MNOATBEPXJAlOLIero €ero HamepeHue OTMEeHUTb [JeicTBue
perncTpaumoHHOro yaoctToBepeHust (aHHyIMpoBaTh ero).

125. B cnyyae ecnu 3asiBfieHMe 06 OTMEHe [AeicTBus (aHHYMPOBaHWM) PerncTpaLmMoHHOro
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YAOCTOBEPEHNSA NPEACTaBNEHO C HapyLLEHNEeM TpeboBaHWii HacToAWMX MpaBus, 4OKYMEHTbI NpeACTaBMeHbI
He B Mo/iHOM 06beme WM cofepXaT He0CTOBEepHble CBeAeHWs, YNOMHOMOUYEHHbI opraH pedyepeHTHOro
rocyapcTea B TeueHue 7 paGoumx AHel co AHS MOCTYMN/IEHUA TakMx 3asB/IeHUst U AOKYMEHTOB NpPUHUMAET
pelueHve 06 ux Bo3Bparte (C ykazaHWeM NpUYMH BO3BpaTa).

126. YNO/THOMOYEHHbIA OpraH pedepeHTHOro rocygapcTBa B TeuyeHue 7 paboumx [AHeiln co AHs
HaCTYMN/IEHNS OQHOMO U3 OCHOBaHUIA, YKa3aHHbIX B

nyHkTe 123 HacTtoawmx [lpaBua, npuHMMaeT pelleHve 06 OTMeHe AelcTBMA (aHHYNMpoBaHWM)
perucTpauvioHHOro yA0CTOBEPEHUS UM 06 OTMEHEe perncTpauuy MeguumMHCKoro nsgenus (mogenei (Mapok)
MeANLMHCKOro U3Aenus, CBeeHUs 0 KOTOPbIX NPeLCTaB/eHbl B PETUCTPALMOHHOM YA0CTOBEPEHUN).

127. YNOMHOMOYEHHbIN OpraH pediepeHTHOro rocyaapcTea B TeyeHne 5 paboumx gHel co gHs
NPUHATUA pelleHns 06 OTMeHe AENCTBUSI (aHHY/IMPOBaHWM) PErMcTPaLMOHHOIO YAOCTOBEPEHNUs Wan 06
OTMEHE perucTpaumm MeauuuHCKOro usgenus (mogeneli (Mapok) MeAMUMHCKOTO W3Aenusi, CBeAeHus o
KOTOpPbIX NPeACTaB/eHbl B PErMcCTpaLMoOHHOM YA0CTOBEPEHMNN):

a) pasvellaeT B €4UHOM PEECTpe MeAVLMHCKUX WU3LENUI, 3aperncTprpoBaHHbIX B pamkax Cotosa,
cBefieHUst 06 OTMeHe [elCTBUS (aHHYMPOBaHUM) PEFMCTPALMOHHOMO YAOCTOBEPEHUS UM 06 OTMEHe
pervcTpauum MeauuMHCKOro m3aenvs (Mogeneit (Mapok) MeAMLMHCKOTO W3Aenusl, CBEAEHWS O KOTOPbIX
npeacTaB/ieHbl B PErMCTPALIVOHHOM YA0CTOBEPEHUN);

0) yBeAOMNSET 3as8BUTENSA 06 OTMEHE AeNCTBUSA (AHHY/IMPOBaHNN) PErmcTPaLNoHHOro Ya0CTOBEPEHMS
nytem nepegayy yBeAOMSIEHUSI JIMYHO TMOA POCNNUCb, IMGO €ro HanpaB/eHWs 3aka3HbiM MOYTOBbLIM
OTNpaBfeHNEeM C YBEAOMJSIEHWEM O BPYYEHWUW, MO0 HanpaBNeHWs B 3/1IEKTPOHHOM BUAE WU B dhopme
3/1EKTPOHHOIO JOKYMEHTa, MOAMMCAHHOIO 3/1EKTPOHHOW NOAMNUCHIO;

B) yBeAOMAseT 3asBuTensd 06 OTMeHe perucTpauuv MeauuuHCKOro msgenus (mogeneii (Mapok)
MEAMNLMHCKOrO M3Aenns, CBeAEeHUs O KOTOPbIX NpeAcTaBfieHbl B PErMcTpaLlvMoHHOM YAOCTOBEPEHMM) U O
Heo6X0AMMOCTN BHECEHUS W3MEHEHW i B pPerucTpauvoHHOe [0Cbe B 4acTU  UCKIKYEHWS  OaHHbIX
MeaNLMHCKNX u3genwin (mogenein (Mapok) MeauUMHCKOro usgenus) nyteM nepegayv yBeAOM/IEHUS JIMYHO
noA pocnucb, NM6G0O ero HanpasfeHUs 3aKa3HbIM MOYTOBLIM OTMPAB/EHVWEM C YBEAOM/IEHWEM O BPYYEHUN,
NGB0 HanpaBfieHWsl B 3/1EKTPOHHOM BuAe WM B (hOpMe 3M1eKTPOHHOr0 [AOKYMEHTa, MNOAMUCaHHOTOo
3/1EKTPOHHON NOANUCHIO.

MpunoxeHne N 1
K Mpasunam perncrpaumm n aKcnepTusbl
6e30nacHOCTH, KavyecTBa 1 aPeKTUBHOCTHU
MeANLIMHCKNX N3aennii
dopma permcTpayMoHHOro y40CTOBEPEHUA MEAVULIMHCKOIO U3Aenus v npaBusia ee 3anoJIHeHUs

1. ¢opma perncTpaymoHHOro yqoctoeepeHnsa megmuunHCcKoro n3genusa

3mbnema EBpasmiickoro SKOHOMMYECKOro Cot3a (1)

EBPA3VNCKNY SKOHOMUYECKWI COLO3 2)

®)

(HaMeHoBaHWe YNoSIHOMOYEHHOTO OpraHa ped)epeHTHOIo rocyapcTea)

PEMMCTPALNOHHOE YOCTOBEPEHVE MEAVUWHCKOIO N3AEINA 4)
MWN-XY-Z oT " " 20T (5)
B cootBeTcTBUM C (6)
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(Homep n gata nprkasa ynosIHOMOYEHHOr0 opraHa peddepeHTHOro rocyaapctaa o
perucTpauuy MeauLMHCKOro U3Lenmns)
HacToslLLee perucTpaylMoHHOe yA0CTOBEPEHUE MeQULIMHCKOIO U3aenna BblAaHo:
(7
HaVMeHOBaHue NpPou3BoANTENSA, €10 MECTO HaxoXAeHNs)
®)
(HameHoBaHMe NPOV3BOACTBEHHOI Niowaaky (Bkovasa ee hakTUYECKMIA apec) nu cebisika Ha
NpUAOXKEeHNe B Criyyae ykasaHus OByx 1 60nee Npon3BoACTBEHHbIX NA0LLAaL0K)
©)
(HaMmeHOoBaHMe YNoTHOMOYEHHOIO NPeACcTaBnTeNs NMPOU3BOANTENS HA TEPPUTOPUSX TOCYAapCTB - YIEHOB
EBpasuniickoro 3KOHOMMYECKOTO COK3a, BK/IHOUasA €ro MECTO HAXOXAEHUS)
B TOM, YTO (10)
(HaMmeHoBaHVe MegULMHCKOro U3nenus)
Kniacca NoTeHUnasibHOro pucka npuMeHeHus MeguLMHCKOro n3aenvs: (11)
3aperucTpupoBaHo 1 paspeLUeHo K BbiNycky B 06palleHne Ha TeppUTopumn Crieayowmx rocyaapcTs - Y1eHOB
EBpa3VII7ICKOFO 9KOHOMMYECKOro corsa
12)

(HammeHoBaHWs1 pethepeHTHOro rocygapcTea v rocygapcTaa (rocygapcTB) NpU3HaHus)

Mogenu (Mapkv) MeaNLMHCKOTO N3aenuns, ux cocTas, NPUHaAIEXHOCTU N MPON3BOACTBEHHbIE MI0LWAAKN
npuBeAEHbI B MPUMOXKEHNMN (MPU HAJIMYUM) K HACTOALLEMY PErMCTPALUOHHOMY YA0CTOBEPEHUIO MEAULIMHCKOTO

nsgenusa Ha n. (13)

MpunoxeHve SB/ISETCS HEOTHEM/IEMOI YACTbI0 HACTOSILLETO PEFMCTPALMOHHOIO YAOCTOBEPEHUS] MeANLIMHCKOTO
nspenus.

Cpok AgeiicTBMS PermcTpaLoHHOro YA0CTOBEPEHUS MeANLIMHCKOTO N3Aenus:
6eccpoyHo (14)

[ata peructpaumm MeguunHCKoro nigenns: " " 20 r. (15)

Homep v gata npukasa ynosiHoMOYEHHOro opraHa pedyepeHTHOro rocyaapcTea 0 BHECEHUN U3MEHEHWI B

perncrpaymoHHoe y40CTOBEPEHME MEANLNHCKOTO u3genusa: " " 20 N (16)

(P.1.0. pykoBoguTens (ynosiHOMOYEHHOTo NnLa) YNosTHOMOYEHHOIO opraHa)
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M.M. a7
(noanuce)
N (18)
NPUNOXXEHWE K PETMCTPALMIOHHOMY YAOCTOBEPEHWIO
MEAVMUMHCKOIO N3[ENNA 1)
MW-XY-Z ot " " 20 @)
N n/n HavmeHoBaHve
1. Mogenb (Mapka) MeamumHCKoro nsgenus (Npu Hanuymum)
2. CoctaB
3. MpuHagnexHocTn (Npy Hamunn)
©)
N n/n HavmeHoBaHusa 1 dhakTnyeckre agpeca npon3BoACTBEHHbIX M10WAan0K
1.
4
(9.1.0. pykoBogmTens (YynoHOMOYEHHOTO /1MLa) YNO/THOMOYEHHOIO OpraHa)
M. ®)
(nognuch)
Nncr (6)

N )

II. MpaBuna ohopmMIeHNst PErMcTPaLMoHHOIo yAOCTOBEPEHNUS MEAVULMHCKOTO U3Aenus

1. PeructpauyyoHHoe YAOCTOBEpPEHWE MeAWLMHCKOrO u3aenvsi (aasee -  perncrpaumoHHoe
YOOCTOBEpEHVE) 3an0HAETCS YNOTHOMOYEHHbIM OpraHOM ped)epeHTHOro rocyiapcTBa Ha PYCCKOM A3bIKe C
NCMONIb30BAHNEM  3/IEKTPOHHBIX MeYaTalolnx YCTPOWCTB M B C/lyyae Ha/IMuMsi COOTBETCTBYHOLLETO
Tpe6oBaHNA B 3aKoHOAATe/NIbCTBE PeqIepeHTHOro rocyAapcTBa - Ha rOCYAAapPCTBEHHOM si3blke 3TOrO
rocygapcrsa.
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2. 3anofiHeHne perucTpaLMoHHOr0 YAO0CTOBEPEHNS HA PYCCKOM A3blKE U TOCYAAPCTBEHHOM Si3blKe
pedepeHTHOro rocyaapcTBa OCYLLECTB/AETCS HA PasHbIX CTOPOHAX PErMCTPALOHHONO Y0CTOBEPEHUS.

3. PernctpaumoHHoe yaoCTOBEPEHUE OTHOCUTCA K AOKYMEHTAM CTPOroli OTYETHOCTM 1 NeyaTaeTcsl Ha
GnaHKe, KOTOpbIi M3roTaBMBAETCA TUNOTrPadICKMM CNOCOBOM U MMEET CTENEHW 3allMTbl B COOTBETCTBUM C
3aKoHO4ATENbCTBOM peddepeHTHOro rocyjapcrea.

Mpy HEOBXOAMMOCTM HaMMEHOBaHWE MPOU3BOANTENS, €10 MECTO HaxoXAeHus (agpec HpuaNYecKoro
nMua, MECTO XUTefbCTBa (PM3NYECKOro /inua, 3aperncTpupoBaHHOIO B KayecTBe WHAMBUAYasIbHOMO
npeanpuHuMaTensl) n ceefeHns o npogaykumn (Mogenb, Mapka, apTukyn U gp.) MOryT ObiTb yKasaHbl C
MCnonb3oBaHMeM BYKB TaTUHCKOro angasuTa.

4. YKazaHvWe HavMeHOBaHWii MPoV3BOAWTENS, YNOMNHOMOYEHHOMO MpeAcTaBuTeNs NPoOu3BOAUTENS U
NPOM3BOACTBEHHbIX M/IOWAA0K B PEFUCTPaLMOHHOM YAO0CTOBEPEHMM OCYLLECTBASETCA B CreayoLlei
nocsefoBaTeibHOCTK:

a) ANa pe3snaeHTOB TOCyJapCcTB - U4eHOB EBpaswiickoro 9KOHOMMYEcKoro coto3a (ganee
COOTBETCTBEHHO - fOCyAapCcTBa-ueHbl, Coto3):

opraHu3aloHHO-NpaBoBasi opmMa;

NosIHoe HanuMeHoBaHMWe (A5 PUANYECKMX NNL, YKa3bIBAETCSA B KaBblYKax);
COKpallleHHOoe HanmeHoBaHKe (B ckobkax) (Npu Hann4mm);

HaMmeHOBaHWe rocyAapcTBa;

0) 019 Hepe3naeHTOB rocy1apCTB-4/1IEHOB:

NOSTHOE HAaUMEHOBAHME;

opraHv3aloHHO-NpaBoBasi opmMa;

COKpallleHHOe HanmeHoBaHue (B ckobkax) (Npu Han4mm);

HaMMeHOBaHMe rocygapcTea (Ha pPycckom s3blke 1 (Mn) Ha rocygapcTBEHHOM si3blKe peddepeHTHOro
rocynapcrsa).

PexkBn3nTbI pasgensaoTca 3andatbiMu.

5. YkasaHue agpeca B PErucTpauyioHHOM YAOCTOBEPEHWM OCYLIECTBASIETCS B  Creayollel
noc/iea0BaTe/lbHOCTU:

Ha3BaHue ynuubl (C ykasaHvem 3femMeHTa Y/IMYHO-[OPOXHON CETU TOPOACKON WHAPACTPYKTYpb),
HOMep oMa, HOMep NomeLLeHus (Mpu Hanuunn);

Ha3BaHWe HaCeneHHOro NyHKTa (C ykasaHuem Tuna);
HavMeHoBaHWe panoHa,;

Ha3BaHWe pervoHa (ob6nactu, Kpas) (C ykazaHmem Tuna);
MOYTOBbIN UHAEKC;

HOoMep abOHEHTCKOro AwuKa (Npu Hannumm);
HavMMeHOoBaHVe rocyaapcTsa.

[ns Hepe3naeHTOB rocyAapcTB-4Y/IEHOB aApec yKasbiBaeTCA C MCNO/b30BaHWEM OyKB STaTMHCKOrO
andasuTa.
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PekBU3nTbI pasgensorca 3andatbiMu.

6. CBG,U,EHI/IFI O npomunssoauTene M ynosiHOMO4YeHHOM npeactaBuTesie nNpom3BoguTeNAd, ykasaHHbIE B
pPerncTpaumoHHoOM YyaoCToBepeHU, 3KCcnyatayMoHHOM AOOKyMEHTE WIN WHCTPYKUMK NO NPUMEHEHUIO
MegnuUnHCKOro umsaenund, pykoBoacTBe MO CeEPBUCHOMY 06Cﬂy)KI/IBaHI/IIO, a TakKke B TEeKCTe MapKMpOBKU
MeaNUNHCKOIo wusgennd, AO0JDKHbI ObITb NWOEHTUYHbIMM N COOTBETCTBOBATb I/IHCbOpMaLI.I/II/I, yKa3aHHOVI B
OOKYyMeHTe nméo cBedeHnAax, noarsepXxgawwmnx pernctpaymio npomssogntesnia 1M ynosIHOMO4Ye€HHOIo
npeacrtaBuUTesid B Ka4eCTtee Opnanveckoro anda 6o MHONBMAYasibHOIo npeanpuHnmMmartens.

7. Bce nons perucTpauyoHHOrO YAOCTOBEPEHUS [O/MKHbl 6biTb  3anofiHeHbl (B opuriHasne
pervcTpaLmyoHHOro yA0CTOBEPEHNS HyMepaLms Noseli OTCYTCTBYET).

8. B perucrpauyoHHOM yA0CTOBEPEHNM YKa3bIBAKOTCA:
a) B none 1 - am6nema Cotosa,;
6) B none 2 - HaANUCb, BbINOJIHEHHAA B 1 CTPOKY:

"EBPA3NNCKNA SKOHOMUYECKWA COKO3";
B) B nosie 3 - NosIHoe HavMeHOoBaHMe YNo/IHOMOYEHHOro opraHa peepeHTHOro rocy1apcTBaa;

r) B none 4 - HaAnucb, BbINONHEHHas B 1 CTPOKY:

"PEMMCTPAUMOHHOE YAOCTOBEPEHVE MEONUMNHCKOIO N3AENNA",
[) B nosne 5 - HoMep perncTpaLroHHOro YA0CTOBEPEHMS 1 AaTa ero Bblgayu.

Homep perucTpauvoHHOro yA0CTOBEPEHMS hOpMUPYETCS B C/IEyHOLLEM NOPSA/KE:

roe:
3/1EMEHT 1 - MeMLMHCKOE 3aenue;

9/IeMEHT 2 - 2-3HauHblli OYKBEHHbIA KO pedepeHTHOro rocyjapcTBa B COOTBETCTBMM C
MexayHapoaHbIM ctaHgapTom ISO 3166-1;

3/1eMEHT 3 - 2-3HauHblli GYKBEHHbIN KOA rocyAapcTB NPU3HaHWS B COOTBETCTBUM C MEXAYHAPOAHbIM
ctaHgaptom ISO 3166-1 (ykasbiBatOTCA KOAbl rOCyAapCTB NPU3HaHWA, NOATBEPAUBLUMX COrflacoBaHue
3KCMNEPTHOrO 3aK/o4eHns);

3NeMEHT 4 - 6-3HAYHbIA MOPSIKOBbLIA HOMEP PEerucTPaLMoHHOIO YAOCTOBEPEHUS, MPUCBOEHHLIN
YNOMIHOMOYEHHbIM OpraHoM pediepeHTHOro rocygapcTea (NpuUcBaMBaeTcsl aBTOMATUYECKM M3 efuHOro
peecTpa MeAULIMHCKUX U3Aenuii, 3aperncTprpoBaHHbIX B pamkax Coto3a,

nopsA0K hOPMUPOBaHWS U BEEHUA KOTOPOTro YTBEPXAEH

Pewennem CoBeta EBpasuiickolr 3akoHomu4veckon komuccum ot 12 cheBpana 2016 . N 30, wu
COXpaHsieTcs Hen3MeHHbIM NPy obpaLLeHun MeguUUHCKOro u3genusa B pamkax Cowsa);

€) B nose 6 - HoMep ¥ Aata npukasa YnoSIHOMOYEHHOTO OpraHa pe)epeHTHOro rocyfapcTea o
pervcTpaumum MefULMHCKOTO N3AENNs;

X) B none 7 - NOSIHOE HaMMEHOBaHME W MECTO HaxoXaeHus (agpec puanuvyeckoro nuvua) - As
OPUANYECKOro fimua uam dpamunims, Umsi, oT4ecTBo (MPU Ha/IMunK), MECTO XUTENbCTBA - AN hr3nyecKoro
nnua, 3aperncTpupoBaHHOrNo B KAYeCTBe MHAUBUAYA/ILHOTO NpeanpyHUMaTens;

3) B none 8 - HaMMeHOBaHUA U Ct)aKTI/ILIECKI/le aipeca npons3BoACTBEHHbLIX NJiOWanokK, BbINO/THAKOLWNX
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BECb NpoLecc Npov3BoACTBa MeANLMHCKOIO U3Aennst UK ero onpeaeneHHble ctagmun. MNpu Hammuum asyx u
6onee NPOW3BOACTBEHHbLIX MMIOWAA0K [ONyCcKaeTcs YyKasblBaTb CBEAEHUSI O HUX B MPWIOKEHUN K
perncTpaLnoHHOMY YAOCTOBEPEHNIO;

M) B none 9 - MOMHOE HaMMeHOBaHWE YMOSIHOMOYEHHOTO MNPEeACTaBUTENS NPOU3BOAWTENS Ha
TEPPUTOPUAX TOCYAAPCTB-Y/IEHOB, EF0 MECTO HAXOXAEHUA (aapec PUANYECKOTO NMLa) - A1 IOPUANYECKOTO
aua vnn paMunns, UMs, oT4ecTBo (MPU Ha/IMuKMKM), MECTO XWUTENbCTBA - AN (PM3MYECKOro /Mua,
3aperMcTpUpoBaHHONo B Ka4ecTBe NHAVBUAYA/IbHOMO npeanpuHuMartens. Mpu oTCyTCTBMM YNO/THOMOUYEHHOTO
npeacTaBuTeNlss NMPoOVM3BOAMTENS HA TeppuTopuM rocyaapcTea-yneHa (B cnyyae, ecnv MNpou3BoauTeSlb
ABNSIETCS PE3NAEHTOM roCy1apCTB-4/IEHOB) B yKa3aHHOM Mosie CTaBUTCS MPoYepk;

K) B nosie 10 - NonHoe HaMMeHOBaHWE MEAULMHCKOrO M3Aenusl, BKoUasi TOBapHbIA 3HAK U WHble
cpeacTBa  vHAMBMAyanusauuu  (MPY HaMumMKn), KOTOPOe [O/HKHO COOTBETCTBOBATb HAVWMEHOBAHWIO,
yKasaHHOMY B 3KCMEPTHOM 3aK/ItOUeHUN;

n) B nose 11 - knacc NoTeHUMa/ILHOTO prcKa NPUMEHEHNST MEAMLMHCKOTO U3AeNunsi, NoATBEPXKAEHHbINA
npv NPOBEEHUN IKCNEPTN3bI MEAULMHCKOTO U3AENUs;

M) B none 12 - HaMeHoBaHUA ped)epeHTHOro rocygapcTea 1 rocygapcrea (rocyfapcts) NpUsHaHNS
(ykasblBaloTCs Yepes 3ansTyo);

H) B none 13 - KONIMYECTBO SICTOB MPUIOKEHNS K PEMMCTPALMOHHOMY YAOCTOBEPEHUIO (3aN0sHSETCS
npy HAIMYUN NPUNOXKEHNS);

0) B nose 14 ykasbiBaloTcs cnosa "Cpok AeicTBUSA pernctpaumnoHHoro yaocToBepeHnst MeanLMHCKOro
n3aennsi; 6eccpoyHo”;

n) B none 15 - pgara peructpaumm MeuLUHCKOTO U3fenus, KoTopas yKasblBaeTCs C/I0BECHO-
UMpoBbIM CNOCOBOM: YUC/O - ABYMS apabCckuMu Lumudpamu (B KaBblykax), MecsiL, - C/IOBOM, 04, - YeTbIPbMS
apabeckumm Lmdpamu (C ykasaHueM cokpalleHHoro o6o3HayeHus roga "r.");

p) B none 16 - gata nocnefHero BHECEHMS U3MEHEHNI B PErncTpaLMoHHOe yAOCTOBEpPEHME, KOTopas
yKasblBaeTCs C/I0BECHO-UMPOBLIM CNOCOBOM: YMC/IO - ABYMS apabekumn uudpamm (B KaBblukax), Mecs, -
C/I0BOM, FOf, - YeTbIpbMS apabckmmmn uudbpamm (C ykasaHmem COKpalleHHOro 0603HaveHns roga "r."). JaHHoe
none 3anosiHAeTCcs MNpyW BHECEHUW W3MEHeHWli B perncTpaumMoHHoe [oCbe C Bbljayeili HOBOrO
perucTpaLmoHHOro yA0CTOBEPEHUA C NPEXHNM HOMEPOM W YKa3aHWeM HoMepa COOTBETCTBYIOLLIErO npukasa
0 BHECEHUW U3MEHEHWIA;

c) B none 17 - AO/MKHOCTb, NOAMWUCL, haMWNs, WUMSi, OTYECTBO (MPW Ha/IMUMKU) PYKOBOAMUTENS
(ynosIHOMOYEHHOTO /MLA) YMNOSIHOMOYEHHOTO OpraHa, BblgaBLIEro PerncTpauuoHHOe YAO0CTOBEPEHME,
3aBepEeHHbIe MevyaTbio 3TOro YNO/IHOMOYEHHOIO opraHa (Mpw Hanuuuk). Vicnosib3oBaHve akcMmuie BMECTO
MOANVCU He [0MYCKaeTCs;

T) B none 18 - TunorpadiCkmii HOMep, Cepusi U MOPSIAKOBLIA HOMep 6Gr1aHKa PErncTpauMoHHOro
YAOCTOBEPEHWS, NPOCTAB/SIEMbIA NPU €70 U3TOTOB/IEHUN.

9. Mpu Hanuumm cBegeHWn 0 Mogensx (Mapkax) MeAMUMHCKOTO u3genusl, KX CcocTaBe MU
NPUHALMEXHOCTSAX WM AByX M 60nee Npou3BOACTBEHHbLIX M/IOWAA0K 3arnofiHAETCA MPUIOXKEHNE K
perncTpaumoHHoOMy YAOCTOBEPEHWID, KOTOpPOE AB/SIETCS HEOTbEM/IEMOW 4acTbl) PErMCTPaLUOHHOIO
yaocToBepeHusi. Kaxpgplli  MCT  NPUIOXKEHNS JO/DKEH ObiTb  MPOHYMEpoBaH. B npunoxeHnn K
perncTpaLmoHHOMY YAOCTOBEPEHUIO YKa3bIBAKOTCS:

a) B none 1 - HaAnNNCb, BbINOTHEHHASA B 2 CTPOKMU:
"MPUNOXEHNE K PETMCTPALUVMOHHOMY YOOCTOBEPEHUIO
MEANUNHCKOIO N3AENNA",
6) B nosie 2 - HOMep PErncTPaLMOHHOIO YAOCTOBEPEHWS;

B) B nosie 3 - moaenu (Mapkm) MeanLMHCKOro N3aenusl, Ux cocTaB U NPUHAANEXHOCTU (MPY HaTMunn);

r) B nofe 4 - HaMeHoBaHusl 1 pakTUyeckne agpeca NPON3BOACTBEHHbIX NIOLWA/O0K, BbINOMHSIOLWMUX
BECb MPOLIECC NPOM3BOACTBA MEAMLIMHCKOTO M3AeNns WK ero onpeaeneHHble ctaaumn (Mpy HeoGXoaMMOoCTy
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yKasaHus cBefeHuli 0 AByX 1 60nee Npon3BOACTBEHHbIX NaoLlagkax);

0) B none 5 - [AO/MKHOCTb, NOAMUCL, haMuausi, MMsi, OTY4ecTBO (MPW HaIMuMKM) pykoBoauUTenNs
(ynosIHOMOYEHHOTo /MLA) YNOSIHOMOYEHHOTO OpraHa, BblgaBLIETo PerncTpauuoHHOe YAO0CTOBEPEHME,
3aBepeHHble NeyaTtbio YNO/IHOMOYEHHOrO opraHa (Mpu Hanuuum). Vcnonb3oBaHue hakcuMusie BMECTO
MOANVCU He [0MYCKaeTCs;

€) B nose 6 - yKasbIBAeTCsA HOMEP JIMCTA NPUTOXKEHNS;
X) B none 7 - Tunorpadyckuii Homep, NPocTaBsieMblii NPy U3rOTOB/IEHNW B1aHKa NPUIOXEHNSI.

10. Mpu 3anofHeHUK PEerucTpaLyvoHHOTo YAOCTOBEPEHUS W (MUK) NPUIOXKEHUS K HEMY YyKasaHue
cBefleHuiA, He MpeayCMOTPEHHbIX HacTosiwmmK MpaBunamn, a Takke WUCMo/b30BaHWe COKpallleHwuii cnoB
(KpomMe 06LEeNPUHATLIX) U UCTIPaBEHNE TEKCTA He [10MyCKatoTCS.

11. B cnyyae yTtpaTbl WM MOPYX PErMCTPALMOHHOIO YAOCTOBEPEHMS YMOSIHOMOYEHHBIA opraH
pechepeHTHOro rocyfapcTea BblgaeT Ay6nuvkaTr 3TOr0 PerncTpaumoHHOro yaocToBepeHus. lMpu 3ToM B
NpaBoOM BEPXHEM YI/ly perncTpauyuoHHOro ya4oCTOBEPEHUSA NPOCTaBNATCA NOMeTKN: "Ay6nmkar BblgaH " "

20 r" n "OpurvHan pernctpauuoHHOro YAOCTOBEPEHMA MEeULUHCKOTO u3fenus
npu3HaeTcs HeAeNCTBYOLWMM",

MpunoxeHne N 2

K MpaBunam permcrpaumm n aKcnepTusbl
6e30nacHOCTH, KavyecTBa 1 addheKTUBHOCTHU
MeAULMHCKNX n3aenuii

POPMA
3asiB/IeHUA O NpoBeaeHUNn 3IKCNnepTusbl MeAUNUUMHCKOro nsgennsa

B yno/IHOMOY€eHHbI opraH (3KCnepTHyHo
opraHu3aumio) rocyfapcTsa - YneHa EBpaswniickoro
3KOHOMMYECKOTO Coto3a

(HaumeHoBaHVe pethepeHTHOro rocygapcTaa)

(HammeHoBaHwWe rocygapcTea (rocyaapcTB)
Npu3HaHus)

3AABNEHUNE
0 NpoBefeHUN 3KCNepPTU3bl MeAULIMHCKOTO U3genns

(NonHoe v cokpatleHHoe (MpY HaMuKuK), B TOM Ynce UPMEHHOE, HAVMEHOBaHUS TULA, OT MEHU KOTOPOro
Npou3BoOAMTCS perncrpaums (Npov3BoauTesb (YNOTHOMOYEHHBIV NPeacTaBUTE b NPOU3BOAMTENS),
opraHu3aloHHO-NpaBoBast hopMa PUANYECKOrO NnLA)

HaCTOALWMM NMPOCUT NPON3BECTN IKCNEPTN3Y MEJULIMHCKOIO N3AETNA:

1. |HanmeHoBaHve MefULNHCKOro n3aenus

2. |Ha3HauyeHvne meguuuHCKoro nsgenus

NC «Texakcneprt: 6 nokoneHue» VIHTpaHeT
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MepguumHckoe nsgenue ana AuarHocTuky in vitro?

e
[ e

O6nacTb npuMeHeHna MeanLIMHCKOro n3aenns (B COOTBETCTBUN C

KﬂaCCVIg)VIKaTOQOM obnacrei MeAULIMHCKOro NnpuMmeHeHna meanLHCKNX

n3penuii, yTeepXaeHHbIM

Pelwlennem Konnernm EBpa3ninckoi 9kOHOMUYECKON Komuccum ot 16 anpens

2019 1. N 62)

Knacc noteHumaibHOro pycka npuMmeHeHnss MeauLumnMHCKoro n3genus

Cnepfyet i NPOBOAUTL MHCMEKTUPOBAHME MPOV3BOACTBA
(ykasblBaeTcs B C/lyyae, eC/iv PErMcTpupyemMoe MefuLyHCKoe
usgenvie SBASIETCS MeAULMHCKUM U3LENVMEM Knacca

NOTEHLUMA/ILHOTO pUCKa NMPYMEHEHUsT 1 UM HECTEPUSIbHBIM MEAULUHCKUM
n3aenmem Knacca noTeHUMaIbHOMo prcka NpYMeHeHust 2a 1 NepBuYHoe
WHCMEKTMPOBaHNEe NPOM3BOACTBA PaHee He 6bIfo NpoBeaeH0)?

e
[ e

Kopg Buga meanumHCKOro nsgenus (CornacHo HOMeHKIaType MeanUMHCKNX
n3genuin EBpasniickoro 3KOHOMUYECKOro Ccok3a,

npasuna seaeHnsa KOTOpOI7I YTBEPXAEHbI

Pelwlennem Konnernm EBpa3ninckoii SKOHOMUYECKO KoMUccumn ot 29 aekabpst

2015 1. N 177)

B cocTtaBe MeauLUMHCKOro U3genns NMeeTcs fIekapCcTBEHHOe CpeacTBo?

e
DHeT

Mogenb (Mapka) MeAULMHCKOIO U3AeNusi, ee COCTaB U NPUHAANEXHOCTH

N HanmeHoBaHue Mpounssogutesnb

CtpaHa

1. |Mogenb (Mapka) MeAULUHCKOTO U3Lenuns
(npv Hanmuumm)

2. |CocTaB (npv Hanuyum)

3. |MpuHagnexHocTn (Npy HamMumm)

10.

CpokK xpaHeHus (rapaHTUliHbIA CPOK) 3KCnyaTaumm

11.

Ycnosust xpaHeHna

NC «Texakcneprt: 6 nokoneHue» VIHTpaHeT
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12. [Pernctpaums B cTpaHe-npoussoguTesne 1 Apyrmx ctpaHax
N HanmeHoBaHve cTpaHbl N pernctpaumoHHoro | [Jarta Bblgayu Cpok
yA0CTOBEPEHUS nelicteus
MeAMLMHCKOIo n3aenusa
(Mpu HaMuMN)
1.
13. [MpownssogcTeo NOJSTHOCTBLIO Ha AaHHOM MPOUN3BOACTBE
4acTUYHO Ha JaHHOM NPOU3BOACTBE
MOJTHOCTLIO Ha APYroM NPOU3BOACTBE
14. [CsepfeHus o0 npoussoguTene
opraHu3aumMoHHO- Homep, AaTa MecTo hakTu- HOoMepa ®.1N.0. 1
npasosas hopmMa, NosHoe| perucrpauum HaxoxaeHus yeckuii TenedoHa un [OO/MKHOCTL
HavMeHoBaHue n (appec agpec hakca, afjpec | pyKoBoauTens,
coKpalleHHoe opuanyYeckoro 3/1eKTPOHHOIA ®.N.0.un
HavMeHoBaHwue (npu niua, agpec noutobl (Npu [OO/HKHOCTb
HaMuun), cTpaHa, mMecTa Hann4mn) KOHTaKTHOTO
(v.1.0. XUTenbCcTea nvua
WUHAMBUAYAILHOIO nHAMBUAYaNb-
npegnpvHuMaTtens) Horo
npeanpuHn-
marens)
15. [CBepgeHus 0 Npon3BOACTBEHHON Naowaake (MPON3BOACTBEHHbIX NoLaAKax)
N opraHn3aunoHHoO- HOMep, Aata u hakTnyecknii agpec | Homepa TenedgoHa ®.1N.0. 1
npasoBas oopMa, | CpOK AeicTBUSA 1 pakca, agpec [OO/HKHOCTb
nosiHoe paspeLuu- 3/1EKTPOHHOIA pykoBoauTens,
HanmeHoBaHue 1 TeNbHoro noutsl (Npu ®.1N.0. un
COKpaLleHHoe JOoKymeHTa (npu HanMunn) [LO/DKHOCTb
HavMeHoBaHue Hanmumn) KOHTaKTHOro
(Mpu Hannunn), nmua
(v.1.0.
VMHONBUAYA/TbHOIO
npeanpuHu-
martens)
1.
16. |CsepgeHvs 06 yNosIHOMOYEHHOM NpeacTaBuTene nponssoantens (Mpu Haanyuum)
opraHu3aumMoHHO- Homep, AaTa MecTo chakTnyeckuii HoMmepa ®.1N.0. 1
npasosas hopmMa, NosHoe| perucrpauum HaxoxaeHus agpec TenedoHa un [OO/MKHOCTL
HavMeHoBaHue n (appec thakca, pykosoauTens,
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COKpaLleHHoe OPUANYECKOTO agpec ®.N.0.un
HavMeHoBaHwue (npu niua, agpec 3/1EKTPOH- OO/HKHOCTb
Hanuuun), cTpaHa, mMecTa HOI MOYTHI KOHTaKTHOTO
(v.1n.0. XUTenbcrea (npu nmua
WUHANBUAYA/TLHOIO nHAMBUAYab- Hann4mu)
npeanpuHumarens) HOro
npeanpuiHn-
marens)

usnenus

17. |CBepgeHus o JOKYMEHTe, NOATBEPXAAlOLLEM ONiaTy NPOBEAEHUs NpoLeayp 3KCNepTUsbl MeAVLMHCKOTO

pedepeHTHOro rocyaapcTea:

18. |Cnoco6 nonyyeHus yBeAOM/IEHWIA (peLleHuii) OT yNosITHOMOYEHHOTO opraHa (3KCNepPTHOI opraHu3aLmm)

Dnquo nog pocnuch

Ha KOTOpbIii crieayeT HanpaBuTb YBEAOM/IEHNS!)

D3aKa3HbIM No4YTOBbIM OTNpPaB/eHNeEM C yBegoM/1eHNEM O BpyYEHUN

DB 3/1EKTPOHHOI (hopmMe Mo TeNEKOMMYHUKALMOHHBIM KaHaniaM cBa3u (npu Boibope

[aHHOro cnocoba HeobxoAMMO yKasaTb agpec (agpeca) 3NEeKTPOHHOM NOYThI,

DB chopme 3/1eKTPOHHOTO JOKYMEHTa, NOANNCAHHOIO 3/IEKTPOHHOI NOAMUCHI0

3adaB/IEHNN

MapaHTUpy0 4OCTOBEPHOCTL 1 MAEHTUYHOCTb MHDOPMALMM, COAePXKaLLeics B PerMcTpaLmMoHHOM A0Che 1

[JaTa nogaum 3asiBneHus

®.1.0. 1 [OMKHOCTL PYKOBOAWTESSI NPOV3BOAUTENS (YNO/THOMOYEHHOTO
npeacTaBuUTENs NPOVU3BOAUTESS)

Moanuck, neyatb NpousBoauTeNs (YNosIHOMOYEHHOTO NpeacTaBuTens
NpPON3BOANTENS)

3aAB/IEHMS O NPOBeAEeHUN perncTpaLum MeauLMHCKOro u3aenus

POPMA

MpunoxeHne N 3

K Mpasunam pernctpawmm n aKcnepTussbl
6e30MacHOCTU, kayecTBa 1 3aPheKTBHOCTH
MEeANLMHCKNX n3gennii
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B ynosIHOMOYEHHBII OpraH rocyiapcTea - YfieHa
EBpasmiickoro 3KOHOMMYECKOro coo3a

(HaMmeHoBaHVe pehepeHTHOro rocygapcTaa)

(HanmeHoBaHuWe rocygapcTsa (rocyfapcTB) NPU3HaHKSA)

SAABJ/IEHUE
0 npoBefeHUn perucTpaumn MeguUUHCKoOro nsgenuvs

(nonHoe 1 cokpalleHHoe (Npy HaMyKmn), B TOM Yncie MpMeHHoe, HaMMEHOBaHNA NnLa, OT UMEHW KOTOPOro
Npon3BOAMTCS perncTpaums (npovnssoanTens (YNONHOMOYEHHbIV NpeacTaBnTelb NPOU3BOANTENS),
OpraHu3aunoHHO-NpaBoBas oopma HpPUANYECKOro mua)

HaCTOoALWMM NPOCUT Npon3BeCTn perucTtpauno megnumHCKoro ngenms

1. |HavmeHoBaHue MeAULMHCKOTO U3aenus

2. |HasHauyeHve MeauLUMHCKOro 13aenus

3. |MeguumHckoe usgenve ons AUarHocTukm in vitro? |:|,El,a

DHGT

4. |0O6nacTb NPUMEHEHNUST MEANLMHCKOTO n3aenus (B COOTBETCTBMM C

KnaccmdmkaTtopom 06/1acTein MeanUMHCKOr0 NPUMEHEHNS MeAVNLMHCKNX N3OE/WiA,

yTBEPXAEHHbIM

Pelwlennem Konnernm EBpa3ninckoi akoHOMUYECKOn kKomuccum ot 16 anpens 2019 . N
62)

5. Knacc noteHumaibHOro pycka npuMeHeHnss MeauLnMHCKOro n3genus

6. |CnepyeT nv NPOBOANTL MHCNEKTUPOBaHME NPOU3BOACTBA (YKa3biBAETCS B
cnyyae, ec/iv perucTpupyeMoe MeanuUmHCKoe n3aenue siensieTcs |:|,El,a
MeANLMHCKAM U3eNNeM Knacca NnoTeHUMabHoro pucka npuMeHeHus 1 unm
HeCTepU/IbHBIM MeAVULMHCKAM U3e/TMeM Knacca NoTeHUMaibHOro prucka NpuMeHeHus DHGT

2a v NepBMYHOE VHCNEKTUPOBAaHME NPOU3BOACTBA paHee He Gbl10 NPOBEAEHO)?

7. |Koa Bnaa MeaMUMHCKOTO n3genus (CornacHo HOMEHKIaType MeauLMHCKUX U3neniii

NC «Texakcneprt: 6 nokoneHue» VIHTpaHeT
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O MpaBunax pervcTpaLmy n 3KCnepTusbl 6e30MaCHOCTY, KAYECTBa 1 IPMEKTUBHOCTU MEAULMHCKUX U3AENNiA (C U3MeHeHMsiIMU Ha 30

mapTa 2023 roga)
PeweHue Cosema ESK om 12.02.2016 N 46

CrtpaHuua 42
EBpasuniickoro aKOHOMMYECKOro COo3a,
npaswia BeeHNs KOTOPOIi yTBEPXKAEHbI
Pewenvem Konnernn EBpasuiickoii 9KOHOMUYECKO komuccum ot 29 aekabps 2015 . N
177)
8. |B cocTaBe MeaMUMHCKOrO N3LeNust UMEETCS NIeKkapCTBEHHOE CPEACTBO? D,ﬂ,a
DHeT
9. |Mogenb (Mapka) MeAVLUHCKOTO N3LEeNns, ee COCTaB U NPUHAAIEXHOCTY
N HanmeHoBaHune [MpownsBogutesnb CrpaHa
1. |Mogenb (Mapka)
MeMLUHCKOro nsgenus (npu
HanmMumm)
2. |CocTaB (npv Hanuyum)
3. |MpuHagnexHocTu (npu
Hannuun)
10. [CsepgeHusa o0 npoussoguTene
OpraHn3aumMoHHO- Homep, gata MecTo thaktn- [Homepa TenecoHa| ®.M.0.u
npaBoBasi oopma, NosiHoe | perucTpaumm HaxoXaeHus yeckui n thakca, agpec | AO/MKHOCTb
HavMeHOBaHue U (appec agpec 3N1EKTPOHHOW pyKOBO-
COKpallleHHoe HOPUANYECKOTO noytsbl (Mpu avtens,
HavMmeHoBaHue (npu nvua, agpec CENE) ®.N.0.u
Hasmuun), ctpaHa, (P.11.0. mecTa [OO/MKHOCTL
WHAMBUAYANbHOTO XUTenocTea KOHTaKTHOro
npeanpuHumarens) NHAMBUAY- nmua
anbHOro
npeanpuHn-
mMartens)
11. [CeegeHusi 0 NpoM3BOACTBEHHO Naowanke (MPOM3BOACTBEHHLIX NIOLLAAKAX)
N OpraHu3auMoHHO- |HoMep, Aatau| hakTnyeckmin HoMep TenedoHa u hakca, ®.1N.0.n
npasoBas chopma, |Cpok aelicTeus agpec apec 3/1eKTPOHHOW NoYTbl | AO/MKHOCTb
nosiHoe paspewu- (Npn HanMunn) PyKOBO-
HavMeHOBaHue 1 TENbHOro avtens,
COKpaLleHHoe JOKyMeHTa ®.N.0.u
HavMeHoBaHue (nNpu| (Npy HanNU4mK) [OO/HKHOCTb
Hanunuun), (¢.1N.0. KOHTaKTHOrO
VHAMBUAYANBHOIO niua
npeanpuHu-
martens)
1.
12. |CeepgeHusi 06 yNo/THOMOYEHHOM NpeacTaBuTene nponssoantens (Mpu HaMunmn)
opraHn3aumMoHHO- Homep, Aata MecTo thaktn- [Homepa TenecoHa| ®.M.0.u
npaBoBas oopma, NosiHoe | perucTpaumm HaxoXxaeHus yeckui n thakca, agpec | AO/MKHOCTb
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HaVMeHOBaHue n (agpec agpec 3/1EKTPOHHOIA PyKOBO-
COKpalLleHHoe HopranYecKoro nouThl (Npu avtens,
HavmeHoBaHue (npu nvua, agpec Hannunm) ®.N.0.u
Hanuuun), ctpaHa, (P.1.0. MecTa LO/MKHOCTb
VHAVBUAYAIbHOTO XuTenocrea KOHTaKTHOro
npeanpuHumarens) NHOMBUAY- nmua
aibHOro
npeanpuHn-
martesns)

13. [CeegeHuvsi 0 goKyMeHTe, NOATBEPXJAIOLLEM ON/IaTy NPOBeAEeHUs NpoLeayp perucTpaumn meauUyHCKoro
usgenvs

14. |Cnoco6 nonyyeHus yBeAoM/IEHWIA (pelueHuii) oT yNosIHOMOYEHHOTO opraHa (3KCNepTHOI opraHn3aLmm)
pedepeHTHOro rocyAapcTBa:

DnVNHo nof pocnucb

D3aKaSHbIM Nno4YTOBbIM OTNPaB/eHNEM C yBeaOM/IEHNEM O BPyYEHUN

DB 3/M1EKTPOHHOI hopmMe Mo TeTEKOMMYHUKALMOHHBIM KaHasiaM cBs3u (npuy Boibope

[AaHHOro cnocoba Heo6xoAMMO yKasaTb agpec (agpeca) 3NIEKTPOHHOM NOYThI, Ha KOTOPbI criegyeT
HanpaBuUTb yBEAOM/IEHNS)

DB chopme 3M1eKTPOHHOTO JOKYMEHTA, NOANUCAHHOMO 3/1EKTPOHHOI NOAMUCHI0

15. [Cnoco6 nosy4yeHust permcTpaLMoHHOrO YA0CTOBEPEHUSI MEAMLIMHCKOTO U3AENMS U NPUTOXEHUS K HEMY:

DH& 6yMa)KHOM HOocuTene IM4YHOo

DHa 6yMa)KHOM HocuTtene c OTI'IpaBKOIz 3aKa3HblM NOYTOBbLIM OTNpaB/EHNEM

C yBeAOMJIEHNEM O Bpy4YEHUUN

lapaHTVpyo 4OCTOBEPHOCTb U MAEHTUYHOCTL MHChOpMaLuK, coaepXallelicsl B permcTpaLvoHHOM A0Cke U
3as1B/IeHUN

Jata nogauun 3asasneHns

®.1.0. 1 4OMKHOCTL PYKOBOAWTENS NPOV3BOAUTENS (YNO/THOMOYEHHOTO
npeacTaBuUTeNsi NPOV3BOAUTENS!)

Moanuck, neyatb NpousBoauTens (YnosTHOMOYEHHOTO NpeacTaBuTens

NC «Texakcneprt: 6 nokoneHue» VIHTpaHeT
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npon3BOAMTENS)

MpunoxeHve N 4

K MpaBunam permcrpaumm n aKcnepTusbl
6e30nacHOCTH, KavyecTBa 1 adheKTUBHOCTH
MeAULIMHCKNX n3genuii

MNepeyeHb AOKYMEHTOB, HEOGXOAUMbIX AJIS PErucTpauumn MeguLuHCKOro n3genus

N n/n

HanmeHoBaHve OOKymMeHTa

MepguunHckoe nspenve
Knacca noTeHumanbLHoro
pucka npumeHeHus

1 2a 26 3

MepguunHckoe MpumevaHne
nsgenve ans
OMarHocTukm

in vitro

1.

3asBneHue

LloBepeHHOCTb OT
NPOV3BOAUTENS HA NPaBO
npeacTaB/ieHNs NHTEPECOB
npu pernctpaumm (Npu
HeobxoAnmMocTH)

[JoroBop npon3BoguTens ¢
YNO/THOMOYEHHbIM
npeacTaBuTenem
nponssoguTens nnbo ero
Konusa (Npy Ha/IM4mm
YMNO/THOMOYEHHOTO
npeacTaBuTens
npounssogutens). Ecnn
YNONTHOMOYEHHbII
npeacTaBuTeNb
NPOV3BOAUTENS He ABNSIETCA
pesnaeHToM pediepeHTHOro
rocygapcrtsa, npunaraercs
KONWs1 AOKYMEHTA,
NOATBEPXAAIOLLENO
perucTpaumio
YMO/THOMOYEHHOTO
npeacTaBuTens
NpPOM3BOAUTENS B KAYECTBE
ropuanyeckoro nuua nméo
VHANBUAYASIbHOTO
npeanpuHumarens

+ + + +

+ no copmam,
NpesyCcMOTPEHHbIM

npunoxeHnamm N 2 un

3 k MNpaBunam perncrpaunn
N 3KCNEepPTU3bl 68€30MacHOCTH,
KayecTBa U 30dEKTUBHOCTH

MeAMUMHCKNX U3AeSNiA,
YTBEPXAEHHBIM

PewieHnem CoBeTta
EBpasuiickoit
9KOHOMWYECKO KOMUCCUM OT
12 doeBpansa 2016 r. N 46

+ 3aBepAETCA B COOTBETCTBUM
C MeXayHapoAHbLIMY
HOpPMaMW 3aBEPEHNA NN
HOpPMamMu 3aBepeHus,
YCTaHOB/MEHHbLIMY
3aKOHOATE/NbCTBOM
pedoepeHTHOro rocyaapcTea

+ Konus 3aBepsieTcs B
COOTBETCTBUU C
MeXyHapoaHbIMW HopMamu
3aBepeHust U HopMamu
3aBepeHus,
YCTaHOB/IEHHbIMM
3aKoHOaTeNbCTBOM
pedhepeHTHOro rocygapcTea

NC «Texakcneprt: 6 nokoneHue» VIHTpaHeT
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O lMpaewnax peructpaumm 1 akcnepTr3bl 6e30MacHoCTH, KayecTsa U APAPEKTUBHOCTU MEAULMHCKNX U3Aenunii (C n3mMeHeHnsamu Ha 30
mapTa 2023 roga)
PeweHue Cosema ESK om 12.02.2016 N 46

CrtpaHuua 45
4. Konusa paspeLumTesibHoro + + + + + 3aBepseTcsa B COOTBETCTBUM
[0KyMeHTa Ha npaso C MeXAayHapoaHbIMU
npon3BoACTBa B CTpaHe HOpMaMu 3aBepeHns uimn
npousBoauTens c HOpMaMu 3aBepeHns,
NpUIoKeHNeM (Npu Hanmuun) yCTaHOB/IEHHbIMU
3aKoHoAaTe/IbCTBOM

pedepeHTHOro rocyaapcTea

5.  Konusi gokymeHTa nn6o + + + + + Konusi JOKyMeHTa
CBeAeHus, NoaTBepXaatoLLIme 3aBepsieTcsl B COOTBETCTBUN
perucTpaLmio Npovu3BoauTeNs C MEXAyHapoaHbIMY
B KQUECTBE 0PUANYECKOTO HOpPMamK 3aBEPEHUS NN
mua Nnéo MHAVMBUAYAbHOTO HOpMamm 3aBepeHus,
npegnpuHuMaTens YCTaQHOB/EHHbLIMU

3aKOHOAATENBCTBOM

pedepeHTHOro rocyaapcTea;
CBe/IeHNs 3aBepPsOTCS

npov3sBoguTenem

6. Konus ceptudmkara + + + + + 3aBepsieTcs B COOTBETCTBUM
COOTBETCTBMSA CUCTEMbI C MeXAyHapOoAHbIMU
MeHeKMeHTa KayecTBa HOpMamu 3aBepeHns Uan
TpeboBaHuAM cTaHgapTa ISO HOpMaMu 3aBepeHns,
13485 nu6o YCTaHOB/IEHHbLIMM
COOTBETCTBYIOLLETO 3aKoHofaTe/IbCTBOM
pernoHanbHoro Un pechepeHTHoro rocygapcraa
HaLoHaIbHOro
(rocygapcTBEHHOrO) cTaHAapTa
rocyfapcrsa - uneHa
EBpasuiickoro
9KOHOMMYECKOTOo coto3a
(manee cooTBETCTBEHHO -
rocygapcrtso-yneH, Cotos),

BbIJ@HHOIO Ha UMS
NPOVN3BOAUTENS MEANLMHCKNX
ns3genuin (NponM3BOACTBEHHOW
nnowagakn) (Mpu Haamumm)

7. [eknapauus 0 COOTBETCTBUMU + + + + + Komnus 3aBepsieTca
MEeVLMHCKOro N3nenus npounssoguTenem
06s13aTe/IbHbIM TPE6OBaHNAM (YNMONHOMOYEHHbIM
rocyapcTs, He SB/ALLUXCS npeacrasuTenem
ynenamu Cotosa (Hanpvmep, npov3BoaUTENS)
OVipeKTMBaM uav pernameHTam
EBponeiickoro cotosa), nin
SKBUBA/IEHTHbIA AOKYMEHT
(npw Hannumnm) NM60 Konusa
TaKnX JOKYMEHTOB

8. Konus pernctpaunoHHOro + + + + + 3aBepseTcs B COOTBETCTBUN
Y[0CTOBEPEHNSA MEeANLIMHCKOIO C MexXzyHapoaHbIMK
n3genvs (ceptndmkara HOopMamu 3aBepeHns nnu
CBOOOAHOW Npogaxy, HOpMamu 3aBepeHuns,
cepTudimkara Ha aKkcnopT (3a YCTaHOB/TE€HHbIMM
NCKIOYEHNEM MELMNLIMHCKNX 3aKoHOLAaTe/TbCTBOM
n3genwvii, Bnepeble pedbepeHTHOro rocygapcraa
NPOM3BEeAEHHBIX HA
TeppuTOpMM rocyaapcTaa-
4fieHa)), BbIAAHHOIO B CTpaHe
npounssoguTens (Npy Hamumn)

9. CseggeHus 0 peructpauuv B + + + + + 3aBepsieTcs
ApYryix cTpaHax co CCbINKOW npov3BoguTenem
Ha AeiCTByIoLLME NCTOYHUKN (YNO/THOMOYEHHBIM
TakKnx CBEAEHW 1 npeacrasuTenem
3/1EKTPOHHBIN dhaiin, NpPON3BOAUTENS)

coAepXxalmin Taknue cBegeHus,
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10.

11.

12.

13.

14.

NAW KONWUS [OKYMEHTA,
YL,0CTOBEPSIOLLETO
perncTpaumio MeguLMHCKoro
n3genvsa B Apyrux crpaHax
(npu Hannuun)

JaHHble 0 MapKUpoBKe 1
ynakoBke (MoSIHOUBETHbIE (C
yKasaHueM KOAMPOBKM LIBETA)
MaKeTbl YNakoBOK W 3TUKETOK),
TEKCT MapK1POBKM Ha PYCCKOM
A3bIKE W rOCYAapCTBEHHbIX
A3blKax rocyapcTB-4/1eHOB
(npn HeobxoammocTn). TekcT
MapK1pPOBKN Ha
rocyfapCTBEHHbIX A3bIKax
rocygapcTB NPU3HaHUS MOXET
npeacTaBnATbCA nocne
hopmMmpoBaHus
MONOXWTENBHOrO 3KCNEPTHOro
3aK/14eHun

WHcpopmauus o paspaboTke u
MPOV3BOLCTBE: CXEMbI
npoLeccoB NPOM3BOACTBA,
OCHOBHbIE CTAUN
NPOV3BOACTBA, YNaKoBKa,
UCMbITaHUSA U NpoLleaypa
BbIMyCKa KOHEYHOTO NPOAYKTa

CsefieHua o nponssoauTene:
HavMeHoBaHue, Bug,
OeATenbHOCTH, lopuanyeckuii
agpec, chopma
COGCTBEHHOCTM, COCTaB
PYKOBOACTBA, NepeyeHb
nogpasaeneHunin u foYepHnX
KOMMNaHWiA, y4acTBYHOLLMX B
NPOVN3BOACTBE 3aAB/SEMOrO
Ha perucTpaumio
MEIVLMUHCKOTO n3nenus, ¢
yKasaHuem nx cratyca u
NOSTHOMOUUIA

VHpopmaLmsa o mapkeTuHre
(nctopust npu ycnosumn
obpalleHusa n3genus Ha pblHke
6onee 2 neT) (Npu HaNN4UN)

Co06LeHnsa 0 HecHacTHbIX
C/lyyasx n oT3biBax
(MHpopmauma He
npefocTaBnseTcsa A1 BHOBb
pa3paboTaHHbIX 1
CNPOEKTUPOBaHHbIX
MEAULMHCKNX U3aennii):

CNNCOK HeGaronpUATHbLIX
COGLITUIA (MHUNAEHTOB)
W HECYACTHbIX C/yYaes,
CBSI3aHHbIX C
MCMNONb30BaHNEM U3AeNns,
1 yKasaHue nepuoga
BPEMEHW, Ha NPOTSXEHUN
KOTOPOro MPOUCXOAN/N
yKasaHHble criyyan

(kpome knaccoB 1 u

(kpome knacca 1)

3aBepsieTcs
npov3BoauTeNnemM
(YNO/THOMOYEHHbIM
npescTaBUTENEM
npov3BoauTensl)

3aBepsieTcs
npov3BoguTenem
(YNO/THOMOYEHHBIM
npeacTasuTenem
npov3soguTens)

3aBepsieTcs
npounssoauTenemM
(YNONHOMOYEHHbIM
npeacTaBuTenem
npov3BoaUTENS)

3aBepsieTcs
npov3BoauTENEM
(YNMONMHOMOYEHHbIM
npeacTaBuTenem
npou3BoauTens)

3aBepsieTcs
npov3BoauTeNnemM
(YNO/THOMOYEHHbIM
npescTaBUTENEM
npov3BoauTensl)
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15.

16.

17.

18.

€C/nin HebnaronpuATHbLIX
CO6bITUIA (MHUMAEHTOB)
C/IMLIKOM MHOTO,
Heo6X04MMO NPeaocTaBnUTL
KpaTkme 0630pbl No
KaXaoMy U3 TUMNoB
CO6bLITUIA 1 yKa3aTb obLyee
KO/IMYECTBO COObITUIA
KaXxf10ro Tmna, o KOTopbIX
nocTynasiv OTHYETHI

CMMCOK OT3bIBOB C PbIHKA
MeANLVHCKUX N30ENUIA 1
(Mnn) NOACHUTENBbHBIX
yBEAOM/IEHUIA U onncaHme
noaxofa K pacCMOTPEHUIO
3TUX Npobnem n nux
peLueHunto
NpOu3BOANTENSIMMN B
KaKOO0M 13 Takux clyvyaes

onucaHve aHanusa un (unu)
KOPPEKTUPYHOLLMX
[LeiCcTBUA, NpeanpuHATBLIX
B OTBET Ha yKa3aHHble
cryyan

MepeyeHb CTaHAAPTOB,
KOTOpbIE MPUMEHSINCH
npon3BoaUTENEM Npu
NPOeKTUPOBaHUN U
NPOV3BOACTBE MEAULIMHCKOIO
n3genus (C ykasaHumem
HaMMeHOBaHVsA 1 0603HaYeHNs
CTaH4apToB)

CBefieHVst 0 COOTBETCTBUM
MEVLMHCKOTro N3Lenmns

O6LuiKM TpeboBaHMAM
6e30nacHOCTN U

3hPEKTMBHOCTU MEAULIMHCKUX
n3aenunin, TpeboBaHUaM K NX
MapK1MpPOBKE U
aKCNIyaTaLNOHHOW

[OKYMEHTALMW Ha HYX,
yTBEPXAEHHbIE

PeweHnem CoBeta
EBpasuniickoii 3KOHOMUYECKOI
komuccum ot 12 doeBpans
2016 1. N 27 (nanee - Obwue
TpeboBaHusl), C MPUNOXEHNEM
[OKYMEHTOB, CCbI/IKM Ha
KOTOpble NMEITCS B
yKasaHHbIX CBeAEHMAX

L[LOKYMEHT, ycTaHaB/MBatoLuii
TpeboBaHNsA K TEXHNYECKUM
XapakTepucTukam
MeAWLMHCKOro n3genus

MpPOTOKO/bI TEXHUUYECKNX
UCTbITaHWiA, NPOBEAEHHbIX B
LiensiX gokasatenbCerBa
COOTBETCTBUSI MeANLIMHCKOTO

+
(3a ucknoyeHem

3aBepsieTcs
npov3BoguTenem
(YNO/THOMOYEHHBIM
npeacTaBuTenem
npon3soguTens)

3aBepsieTcs
npov3BoauTENEM
(YMOMHOMOYEHHbIM
npeacTaBuTeNnem
npou3BoauTens)

3aBepsieTcs
npov3BoauTENEM
(YNONMHOMOYEHHbIM
npeacTaBuTenem
npou3BoauTens)

KOnunn NpoToKo/10B
3aBepArTca MCnbITaTeNbHOM

peareHTOB, HabopoB flabopartopureit (LeHTPOM)

peareHTosB,

nnn B COOTBETCTBUU C
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19.

20.

21.

22.

23.

24.

n3genus

O6wum TpeboBaHnAM,
nporpamMmmbl UCMbITaHWiA 60

KOMUW yKa3aHHbIX JOKYMEHTOB
1 (UNKN) AOKYMEHTH!,
cofepxatime gokasarenbcrsa
NepBoil CTOPOHbI

OTy4eT Mo oueHke
61oNornyecKoro aencTeus
MeaVUUHCKOro nagenus (npu
HeobxoAnmMocCTH)

MpoToKONbI UCCnenoBaHuii
(ncnbiTaHWin) No oueHke
6ronornyeckoro aeicTans
MeVLMHCKOro U3nenus,
NPOBEAEHHBIX B LeNAX
[JokasaTefnibCTBa COOTBETCTBUSA
MeAMLIMHCKOrO N3aenus

O6wum TpeboBaHmaM (Npu
HeobxoaMmocCTH), NPorpamMmmbl
nccnefoBaHuin (MCnbiTaHui)
Nn60 KONMKM yKa3aHHbIX
[OKYMEHTOB

OTYET 0 KNIMHUYECKOM
JokasaTenbcTee
3hPEeKTUBHOCTY 1
6€e30nacHOCTV MeAMLUHCKOro
nsgenus nnbo ero Konms

OTYeT 0 K/IMHUYECKOM
UCMbITaHWUKN (UCCNnefoBaHnm)
MELMLMHCKOro N3aenus unm
OTYET O KJIMHWKO-
NnabopaTopHOM UCMbITaHWUK
(nccneposaHum)
MeAMLIMHCKOrO n3aenus ans
[OMNarHocTukm in vitro (nM6o ero
Konwus)

OTueT 06 aHa/I3e PUCKOB 1
ynpasneHun umm nméo ero
konusi

[JaHHble 0 NIeKapCTBEHHbIX
cpeacTBax B cOcTaBe
MEeAMLMHCKOro U3aenus
(cocTas NlekapCTBEHHOTO
CpeACcTBa, KOMM4ecTBo,
[laHHblE O COBMECTUMOCTH
NeKapCTBEHHOrO CPe/acTBa ¢
MeNLMHCKAM M3aennem,
perucTpaumm nekapcTBeHHOro

KOHTPO/1bHbIX
maTtepuasnos,
KanmbpaTopos,
NPOMbIBALLNX
pacTBOpOB 1
nuTaTenbHbIX cpea)

+
(kpome knacca 1)

HOpMaMu 3aBepeHust,
yCTaHOB/IEHHbIMM
3aKoHOAaTeNbCTBOM
pechepeHTHOro rocyapcTBa,;
KOMuM nporpamMm
3aBepsIHTCS UCMbITATE/bHOM
naboparopueit (LeHTpoM)
W1 Npon3BOANTENEM
(YNo/IHOMOYEHHbIM
npeactasuTenem
nponssoguTens);
[OKYMeHTBbI, cofepxaline
[loKkaszaTenbCTBa NepBoi
CTOPOHbI, 3aBEPSAOTCS
npoussoauTenem

3aBepsieTcs
npov3BoauTeNeM
(YNo/IHOMOYEHHbIM
npefcTaBUTENEM
npov3BoauTenst)

KOMWU NMPOTOKOJI0B 1
nporpamm 3aBepsitoTcst
ncnbiTaTesibHoM
naboparopuein (LeHTpoMm)
nnn B COOTBETCTBUU C
HOpMamK 3aBEPEHUS],
YCTaHOB/IEHHbIMY
3aKOHOAATE/NbCTBOM
pechepeHTHOrO rocyaapcTea

KOMus oTyeTa 3aBepsieTcs
npov3BoauTenem
(YNO/IHOMOYEHHBIM
npeacTaBuTenem
npon3soguTens)

KOnusi oTYeTa 3aBepsieTcs
MeMLMHCKOI opraHm3auuel
WK B COOTBETCTBUM C
HOpMamK 3aBEPEHMS],
YCTaHOB/IEHHbIMY
3aKOHOAATE/NbCTBOM
pechepeHTHOrO rocyaapcTea

KOsl OTYeTa 3aBepsieTCs
npov3BoauTeNeM
(YNo/IHOMOYEHHbIM
npescTaBUTENEM
npov3BoauTenst)

3aBepsieTcs
npov3BoguTenem
(YNO/THOMOYEHHbBIM
npeacTaBuTenem
npon3soguTens)
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cpefcTea B CTpaHe

npon3soguTens)
25.  JaHHble 0 61MONorMyeckoi 3aBepseTca
6e3onacHocTy (Mpy HaNM4YnK) npounssoguTenem
(YNo/IHOMOYEHHbIM
npegcrasuTeniem
npov3BoauTens)
26. [aHHble o npouepype 3aBepseTca
cTepunnsaumy, BKIYas npounssoguTenem
NHopMaLMo 0 Ba/ivgaumm (YNMONHOMOYEHHbIM
npotecca, pesynsrarsl npegcrasuTeniem
TECTMPOBaHUSA Ha cofepxaHve NPON3BOAUTENS)
MWKPOOPraHn3MoB (CTeneHb
61OMOrNYECKO Harpy3Kku),
NMMPOreHHOCTU, CTEPUIIBHOCTU
(npw HeobxoaMmocCTK) €
yKasaHuem MeTof0B
NPOBEAEHNSA UCTbITAHWI 1
[aHHble 0 Banmaauun
YyMaKoBKM (4199 CTePU/IbHbIX
n3genuin)
27.  WHdopmaums o cneynasibHom 3aBepseTcs
nporpaMmMHOM o6ecneyeHnu npovnssoguTesnemM
(Npn Hannuun): ceegeHns (YnoNHOMOYEHHbIM
Npovn3BOANTENSA O Ba/MAALIN npegcrasuTenem
nporpaMmmMHoro obecrneyeHmns Npon3BOANTENS)
28.  OTyveT 06 nccregoBaHnsIx Konus oT4yeTa 3aBepseTcs
CTabunbHOCTM M60 ero Konus npounssogutenemM
(B cnyyae npegcrasnexHus (YNo/IHOMOYEHHbBIM
oTyeTa Ha MHOCTPAHHOM A3blke npeacrasuTenem
C NepeBOOM Ha PYCCKUIA A3bIK NPON3BOAUTENS), OPUTUHAT
pe3ynsTaTos 1 BbIBOAOB nognucbiBaeTcs
nuccnefoBaHuii) - Ana U3nenui, npounssoauTenem
NMEIOLLIMX CPOK XPaHeHus
29.  3OKcnnyaTtauvoHHbI AOKYMEHT 3aBepseTca
NN UHCTPYKLMA NO npounssoguTenemM
NPUMEHEHWIO MEAULIMHCKOIO (YNo/IHOMOYEHHbBIM
N3[ennsa Ha PYCCKOM A3bIKe 1 npegcrasuTeniem
rOCyAapCTBEHHbIX A3bIKax Npov3BoAUTENS)
rocyfapcTB-4sieHoB (npu
Heo6xo4umMocCTHN).
JKCnyaTaunoHHbI OKYMEHT
NN MHCTPYKLMA NO
NPUMEHEHUIO MEAULIMHCKOIO
N3AEeNVs Ha rocyAapCTBEHHbIX
A3blKax rocyapcTs NpusHaHua
MOXET NpeACcTaBNATLCA nocne
dhopmmpoBaHus
MONOXWTENBHOIO 3KCNEPTHOro
3aK/1o4eHus
30. PykoBOACTBO NO CepBUCHOMY 3aBepseTcs
06CNyX1BaHMIO - B Cyyae npounssoguTenemM
OTCYTCTBUSA JaHHbIX B (YNo/IHOMOYEHHbBIM
3KCM/TyaTaLMoOHHOW npeacrasuTenem
OOKyMeHTaumu (Npu Hanuuum). NpPoOn3BOAUTENS)

[JaHHbIN JOKYMEHT Ha
roCyfapCTBEHHbIX A3blKax
rocyiapcts NpuU3HaHns MOXeT
npeacTasnsATLCA Nocne
dhopmmpoBaHus
NOMOXNTENbHOTO 3KCNEPTHOTO
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3aK/14eHns

31. Ortuer o pesy/nbrarax Konusa oTyeTa 3aBepseTcs
WHCNEKTUPOBAaHNA VHCNEKTUpYHoLLei
NPoun3BOACTBA MEAULIMHCKOIO opraHusaumeii nim
n3genvsa nmbo ero konus (npu npovssoguTenemM
HanM4unn) (YNONHOMOYEHHbIM

npeacraBuTesiem
NpPOU3BOAUTENS)

32. MnaH c6opa n aHanusa 3aBepseTca
[aHHbIX N0 6e3onacHoOCTN 1 npounssoguTenemM
3(hheKTMBHOCTM MEANLNHCKMX (YNMONMHOMOYEHHbIM
N3AEennii Ha NOCTNPOAAKHOM npeacraBuTeniem
aTane NPOU3BOAUTENS)

33.  [JOKyMEeHThlI, Konnn JOKYMEHTOB
noaTBePXAatoLme pesynsrarbl 3aBepsAKTCS opraHu3auven,
UCTMbITaHW MEANLMHCKNX YMO/ITHOMOYEHHOM
N3Lenunii B Lensix (HoTuhmumpoBaHHo) B
YTBEPXAEHMSA TUMA CPEACTB COOTBETCTBUM C
n3mepeHunii (B OTHOLLEHNM 3aKoHofaTe/IbCTBOM
MEAULIMHCKNX U3AENUIA, rocygapcrea-uneHa Ha
BK/IIOYEHHBIX B npoBeAeHNE UCNbITaHWIA

CpeacTB N3MEpPEHWiA, Unun B
nepeyeHb BUAOB MEANLMHCKUX COOTBETCTBUM C HOpMamu
U3EeNViA, NoAnexalimnx 3aBepeHus,

OTHECEHMIO NpY UX YCTaHOB/IEHHbIMY
perucrpaunm K cpeacrTsam 3aKOHOAATENNLCTBOM
U3MEpPEHUIA, YTBEPXKAEHHbII pechbepeHTHOro rocygapcraa
Pewennem Coseta

EBpasuninckoli 3KOHOMUYECKOM

komwmccuu o1 12 dhespans

2016 1. N 42), nn60o nx Konun

34.  dotorpaduueckme 3aBepstoTcA
n306paxeHns obLero snga npovssoguTenem
MEZMLMHCKOTO N30enus 1 (YNno/THOMOYEHHbIM
npuHagexHocTen (npu npeacraBuTeniem
Hannuun) (pasmep He MeHee npovssoguTens)

180 MM x 240 Mm)

35.  [OKyMEHThI, KONUM L4OKYMEHTOB
NoATBEPXAAOLINE Ka4ecTBO 3aBepstoTcH
NleKapCTBEHHOIO CPeacTBa, npounssoguTenemM
61OI0rMYecKoro maTepuana u (YNo/THOMOYEHHbIM
WHbIX BELLECTB, KOTOPbIE npeacrasuTenem
BXOJAT B COCTaB NPOn3BOAUTENS)

MeMLMHCKOTo M3aenus 1
KOHTaKTUPYIOT C OpPraHM3mMom
yenoBeKa B COOTBETCTBIN C
Ha3HAYEHVEM MELMLIMHCKOrO
U3genusi, a Takke
npefHa3HaueHbl s

NPUMEHEHNA TOJIbKO C y4ETOM

HasHaYeHus MeauLNHCKOro
u3genvsi, onpeaeneHHoro

NnpPou3BOAUTENEM, U BblAaHHbIE

B COOTBETCTBUMN C
3aKoHOAAaTe/IbCTBOM CTPaHbl
nponcxoxageHma
NNeKapCTBEHHOro cpeacTea,

61onornyeckoro marepuana u

WHOro BellecTBa, b0 nx
Konum (No NPYMEHNMOCTH)
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36.  VIHble JOKYMEHTHI, + + + + + Konun AOKYMEHTOB
npefocTaseHHble 3aBepAaTcA
3asasuTenem npovnssoguTesnemM

(YNosIHOMOYEHHbBIM
npegcrasuTenem
NpoOn3BOANTENS)

37. Onucb (B cnyyae nogauu + + + + + 3aBepseTcs
perncTpaLyoHHoro fockLe B npovnssoguTenemM
6yMakHOM BUAE) (YNONHOMOYEHHbIM

npeacrasuTenem
NpPoOn3BOAUTENS)

MpunoxeHne N 5

K Mpasunam pernctpaumm n aKcnepTusbl
6e30MnacHOCTU, KayecTBa 1 adPeKTUBHOCTH
MEANLMHCKNX n3gennii

OKCMNEPTHOE 3AK/THOYEHUE
06 oLieHKe 6e30nacHOCTU, KauecTBa U 3(P(heKTUBHOCTU MEAULMHCKOTO U3AeNnus

(HaMeHoBaHMWe yNoSIHOMOYEHHOTO opraHa (3KCMepTHOM opraHn3aLmm) pedpepeHTHOro rocyaapcTea)

YTBEPXIAKO

(9.1.0. pykoBoguTensa ynonHOMOYEHHOIo opraHa (3KCnepTHoi
opraHusauum), nognuck, neyarb)

" " 20t
3KCMNEPTHOE 3AKNHOYEHUE
00 oLleHKe 6e3onacHOCTU, KauecTBa U 3chPeKTMBHOCTU MEeAULUHCKOro usaenus
N or"_ " 20

1. O6LMe cBeAeHVst 0 MeAVLUHCKOM U3AeNNN:

a) HOMEpP N Aata perncrpaunmn 3aB/1eHnii 0 nposegeHnn aKcnepTmnsbl MEANLUNHCKOIO MU3aenma mn o
nposegeHnn pernctpaunn megmnunHCKoro n3aesns,

6) HaMMeHOBaHNe MeANLMHCKOTO U3AENNs;

B) NPOM3BOANTENb MEAULMVHCKOTO N3[ENUs, CTPaHa,;

r) NpPon3BOACTBEHHAs nnowjagka (niowankn), CTpaHa;

[) yNo/IHOMOYEHHbI NpeAcTaBUTe b NPOU3BOAMTENS (NPY HANUYMK);
€) 0651acTb NPYMEHEHNS U HA3HaYeHMe,;

)K) BnaO MeauunHCKoro wusagenna B COOTBETCTBUM C HOMeHKﬂaTypOVI MeONLMHCKNX |/|3,qen|/||7|
EBpa3I/II7ICKOF0 9KOHOMMYECKOro cor3a,
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npaBuna BefeHns KOTOPOI yTBEPXAEHbI

Pewenvnem Konnernn EBpasuniickoii 3KOHOMUYECKOM Komuccum oT 29 aekabpsa 20151 N 177;

3) Knacc noTeHUunasibHOro pucka npumMmeHeHna MegmnuynuHCKoOro n3nesng;

n) coctaB MeAuUMHCKOro usgenua (mogenu (Mapkm) MefuLMHCKOro usgenus (Nnpu Hanuuum)) u
NPVHAaLNEXHOCTEN K HEMY (NPY HANUYMK);

K) OCHOBHble TEXHMYECKME XapaKTEPUCTUKNM MeauUMHCKOro u3gennsa (mogenn (mapku, Tuna)
MeAMLMHCKOro nsgenus (Npu Hanu4umm)).

2. Pe3ynbTatbl aKcnepTn3bl 6e30MnacHOCTW, KayecTsa 1 apEKTVBHOCTU MEAMLMHCKOrO n3aenus (no
NPUMEHUMOCTH):

a) OLeHKa nNpaBu/IbHOCTN OTHECEHUA n3aeina K MegUUMHCKUM U3OENNAM;

6) OLUEeHKa COOTBETCTBUA YKa3aHHOIo 3adABUTE/IEM K/acCa MNOTEHUMa/IbHONo pUCKa NPUMEHEHNA
MeANLNHCKOIro n3genna B COOTBETCTBUN C

MpaBunaMu _knaccudvkaumm MeauuyHCKUX U3AenuiA B 3aBUCUMMOCTM _OT MOTEHLMA/IBHOIO _prcka
NpUMeHeHNs, YTBEPXAEHHbIMM

Pewennem Konnernn EBpa3uniickoii 3KOHOMUYECKOK Komuccum oT 22 aekabpsa 2015r. N 173;

B) OLEHKa MpaBUIbHOCTU OTHECEHMS MeAUUMHCKOro usgenus (Mogeneii (Mapok) MegmLMHCKOro
n3genvs) K onpegeneHHoMy BUAY MeAWLMHCKUX U3AENWIA B COOTBETCTBUM C HOMEHKIATYPON MeAULMHCKMX
nsaenvin EBpasniickoro 3kOHOMMYECKOro coH3a,

npaBsuia BeAeHVsi KOTOPOI YTBEPXAEHI

Pewennem Konnernn EBpasuiickoii 3kKOHOMUYECKOM kKomuccum oT 29 aekabpsa 2015 r. N 177;

) OUueHKa COOTBETCTBMA Mogenen (Mapok) mMeamumHCKOro uigenus (Mpyu Haamuun), BKKOYAEMbIX B
O[HO perncTpauroHHOe Y40CTOBEPEHUNE, KPUTEPUAM, YCTAHOB/TIEHHbIM

nyHkTom 19 [paBwa perncrpauum W 3dKcneptusbl 6e30nacHOCTU, kavyecTBa U 3GIEKTMBHOCTU
MeaNLIMHCKUX N3AENiA, YyTBEPXAEHHbIX

Pewennem CoBeTa EBpa3uniickoi aKoHOMMYECKOoi komuccum oT 12 coeBpasisa 2016 1. N 46;

[1) aHa/M3 1 OLeHKa [oKas3aTeflbHbIX [0KYMEHTOB (MaTepuasioB), NMOATBEPXAAtOLIMX COOTBETCTBUE
MEANLIMHCKOIO M3aesnmsi

O6Wwum TpeboBaHUAM 6e30nacHOCTU U 3MEKTUBHOCTU MEAULIMHCKUX U3OENUNA, TPeOoBaHUSAM K UX
MapKMpPOBKE N 3KCN/IyaTalMOHHOW AOKYMEHTALMN HA HUX, YTBEPXAEHHbLIM

Pelwennem CoBeTa EBpasuiickOli 3KOHOMMWYECKOW komuccum ot 12 doeBpans 2016 r. N 27 (panee -
O6uwme TpeboBaHUS):

aHa/IM3 MpeACTaBMEHHbIX MPOM3BOANTENIEM CBefEeHUli O COOTBETCTBUM MEAULMHCKOTO M34envs
O6wmum TpeboBaHWsSIM, B TOM 4WCME aHa/IU3 MPaBUILHOCTV WAEHTUMKALMM MONOXKEHWUIA OBLMX
Tpe6oBaHWiA, NPUMEHUMbIX K MEAVULMHCKOMY U3LE/NI0;

OUEeHKa COOTBETCTBMUA TMPOTOKO/IOB TEXHUYECKNX UCNbITAHWUA, BblAaHHbIX  YNO/IHOMOYE€HHbIMA
opraHusaymnamu,

MpaBuiamM NpoBeAeHUA TEXHUYECKNX UCMbITAHWIT MeANLIMHCKUX U3OENNIA, yTBEPXAEHHbIM

PeweHnem CoBeTta EBpa3uniickoi aKkoHOMMYeCcKor komuccum oT 12 doeBpasisa 2016 1. N 28;
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O lMpaewnax peructpaumm 1 akcnepTr3bl 6e30MacHoCTH, KayecTsa U APAPEKTUBHOCTU MEAULMHCKNX U3Aenunii (C n3mMeHeHnsamu Ha 30
mapTa 2023 roga)
PeweHue Cosema ESK om 12.02.2016 N 46

CrtpaHuua 53

OLEHKa COOTBETCTBMS MPOTOKO/I0B MCCNeAoBaHuin (MCMbITaHWA) C LEMb0 OLEHKU GMONOrMYeckoro
OeNCTBUSE MEANLVHCKUX N3AENNIA, BblAAHHBLIX YNONHOMOYEHHBIMW OpraHn3aumnsmu,

MpaBuiaM NpoBeAeHUsl UCCNeAoBaHuii (MCNbiTaHuii) C LEebio OUEHKM 6UOI0rMYeckoro AencTeus
MEeANLMHCKMX N3AENNiA, YTBePXAEHHbIM

Pewennem CoBeTta EBpa3uiickoii 3koHOMMYECKOM komuccum oT 16 mas 2016 . N 38;

aHa/M3 oT4yeTa MO OLEHKEe GMOMOrMYECKOro AEACTBUS MEAMUMHCKOrO n3genus (NpoBoauTCcs B TOM
yncne ANns NOATBEPXAEHUS TOTO, YTO MaTepuasibl, BXOASLIME B KOHTAKT (B3aMMOAENCTBYOLIME) C TKAHSAMM
yesioBeka, MWAEHTUUUMPOBaHbl (yKasaHbl Mapku MaTepuasioB M WX W3rOTOBMTENN), a Takke pans
noaTBePXAeHUS 060CHOBAHHOCTWU OTCYTCTBUS HEOOXOAMMOCTU MPOBEAEHUS UCCNeAoBaHWUA (MCMNbITaHWn) ¢
LLeN1bo OLeHKM B10I0rMyeckoro aeicTeus);

aHannM3 oTyeTa O K/IMHUYECKOM pAokasaTtenbcTBe 3EKTUBHOCTU U 6€30NacHOCTM MeAULMHCKOro
nsgennsa (nposoauTcs An1a  MNOATBEPXAEHWST 0O0CHOBAHHOCTM BblGOpa METOAO0B [oOKasaTeNbCTBa
KNMHWYECKON 3(PIEKTMBHOCTM UM 6e30MacHOCTM  MEeAMUMHCKOTO  U3f4enusi, BannAHOCTM  AaHHbIX,
MCMNOMb3yEMbIX A715 AoKa3aTeNbCTBa K/AMHUYECKOW 3(dEKTUBHOCTM U 6e30nmacHOCTM  MeAULUHCKOro
nsgenuvs, a Takke 060CHOBAHHOCTUN 3aKNIOYEHUS O KIIMHUYECKON adh(PEKTUBHOCTU 1 6E30NacHOCTU 418 BCEX
3asB/IEHHbIX MOKa3aHUA K MPUMEHEHMIO C YYETOM HaUTMUMA UK OTCYTCTBUSA NPOTUMBOMNOKAa3aHWii);

OLleHKa  COOTBETCTBMSI  OTYETOB O  K/MHMYECKMX  (KNMHMKO-N1abopaTopHbIX)  UCMbITaHMAX
(nccnegoBaHnsix) MeAMLMHCKUX U30ENNIA

MpaBuiamM NpoOBEAEHUS KAWHWUYECKMX W KIWHWKO-1ab0paTopHbIX —WUCObITAHUA  (MccnegoBaHuin
MeOVUNHCKNX N3O, YTBEPXAEHHBIM

PeweHnem CoBeTa EBpa3uiickol a3KoHOMMYECKOoi komuccum oT 12 coeBpasia 2016 . N 29;

aHaM3 Ba/IMAHOCTM [OKas3aTesibCTB NEepPBOi CTOPOHbI  (MpY  HaMuuu) AN NOATBEPXAEHWS
COOTBETCTBUA MeAMUMHCKOro m3genus O6wmM TpeboBaHMSAM C YyY4eTOM Kacca MOTEeHUMaNlbHOro pucka
NPUMEHEHNS MEAULIMHCKOTO u3genvs (4N MeOUUMHCKMX W3AeNuiA KNaccoB MOTEHUMANbHOTO  pucka
npuMeHeHns 26 1 3 K JoKa3aTeNnbCTBaM MEPBOI CTOPOHbI AOMKHbI NpunaraTbCs nNporpaMmma UCMbITaHui
(nccnepoBaHmin) 1 060CHOBaHME BbIOPaHHLIX METOLO0B);

aHasM3 CcTaHgapToB, MNPUMEHSIEMbIX MPOM3BOAMTENEM MNPU MPOEKTUPOBAHUM W MPOM3BOACTBE
MEANLIMHCKOrO M3aenusi;

aHanu3 6e30nacHoCTM 1 3MEKTVBHOCTU NIEKAPCTBEHHOIO CPeACcTBa B COCTaBe MEAMLMHCKOro
U3Lenusl, ero BNSHUSA Ha (PYHKLMOHA/bHOCTb MEAMLMHCKOTO W3AeNnsi, COBMECTUMOCTM /IEKAPCTBEHHOTO
CpeacTBa C MeAULMHCKUM M3AeNMeMm (3a UCKIYEHNEM MeaULUMHCKUX U3LeNWiA Ans AWarHoCTVKM in Vitro).
JlekapcTBEeHHOE CPeACTBO AO/KHO GbiTh 3aPErVCTPUPOBAHO M Pa3pELLEHO K MPUMEHEHWIO B roCyapcTBe -
Npou3BOAMTENE NTEKAPCTBEHHOTO CPEACTB],;

aHa/M3 AaHHbIX O 6KoNorMyeckoii 6e3onacHOCTM MeaMLMHCKOrO M3AENUsi HA OCHOBE aHan3a BCex
MaTepuasioB XMBOTHOMO MM YEIOBEYECKOTO NMPOUCXOXAEHMS, BXOASLMX B MEAULIMHCKOE U3AeNne, a Takke
WHpopMauum O noabope WCTOYHMKOB (AOHOPOB), OTOGOpe Marepuana, MpPOLECCUHIe, XPaHEHWUM,
TECTMpPOBaHUN, Ba/MgauMn npoueayp TeCcTMPOBaHWs, a Takke O0OpalleHWss C  TKaHsAMW, KIeTKamm,
cy6CcTaHLMSAMM XNBOTHOTO UM YEMOBEUYECKOTO MPOVCXOXAEHUS, KY/IbTYpamy MUKPOOPTraHM3MOB W BUPYCOB;

aHa/im3 npouenypbl n MEeTo40B cTepunnsaumnmn MegnLUnHCKOro n3penunA, mMarepunasios,
O6OCHOBbIBa}0LU,MX cnocob cTepunnsaumnn, npegnaraemblX MeETOAO0B KOHTPO/IA KayecTBa W onpeneneHund
OCTaTkKOB CTepUInN3ytoLlero sewectea npu npuMeHeHNn X mMmnyeCcKkoro crnocoba crepunmnsauunu;

M3y4YeHVe Ba/IMLHOCTM NPOrpaMMHOro 06eCNeYeHr sl HA OCHOBE aHan3a JaHHbIX O ero Bepudukalmum
W Ba/Mjauuu, B TOM uucrie WHcopmauum o ero paspabotke, Mepax W CpeacTBax 3awuTbl OT
HEeCaHKLUVOHNPOBAHHOIO A0CTyna U obecrneyeHun kmbep6Ge3onacHoCTW, TECTUPOBaHUK MPOU3BOAMTENEM,
[aHHbIX 06 NAEHTUUKALUN 1 MAPKUPOBKE;

aHa/M3 oTYyeTa O CTAGWILHOCTU MeAMUMHCKOTo W3Aennsi, 060CHOBAHHOCTW 3asiBMIEHHOIO Cpoka
XpaHeHus;

NC «Texakcneprt: 6 nokoneHue» VIHTpaHeT
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O lMpaewnax peructpaumm 1 akcnepTr3bl 6e30MacHoCTH, KayecTsa U APAPEKTUBHOCTU MEAULMHCKNX U3Aenunii (C n3mMeHeHnsamu Ha 30
mapTa 2023 roga)
PeweHue Cosema ESK om 12.02.2016 N 46

CrtpaHuua 54

paccMOTpeHne oTyeTa No aHa/IM3y PUCKOB B LENSX MOATBEPXKAEHUSI NOAHOTbI MAEHTU(ULMPOBAHHbIX
B TakOM OTYeTE OMacHOCTEN, OMacCHbIX CUTyauuinl U COOTBETCTBYIOWMX PUCKOB, KOTOpble MOryT ObiTb
OLEHEeHbl Kak HefonycTMMble, a TakkKe MOATBEPXKAEHUS 3akNiUveHUs npousBoamTens 06 OTCyTCTBUU
HeAoMyCTUMbIX PUCKOB SIM60 [OMYCTUMOCTUM PUCKOB, KOTOPblE B OTYETE MO aHa/IM3y PUCKOB OLEHEHbI Kak
npuemsieMble Ha OCHOBE aHaslM3a COOTHOLLEHUS "pUCK - Nob3a”;

NOATBEPXAEHME HA OCHOBaHUMW MNPeACTaBMEHHbIX JAoKasaTeflbHblX MaTepuanoB (4OKYMEHTOB)
060CHOBaAHHOCTU pe3y/ibTaTa OLEHKU MPOU3BOAUTENI O COOTBETCTBUM MeAMUMHCKOro u3genust O6Lum
TpeboBaHuAM;

OLIEHKa COOTBETCTBMSA 3KCMyaTalMOHHOTO AOKYMEHTA UM UHCTPYKLMUM NO NPUMEHEHNIO, PYKOBOACTBA
no cepBUCHOMY 06CAyXMBaHMO O6LLMM TpeboBaHUSM;

OLeHKa COOTBETCTBMS MapKMPOBKN MEAMLIMHCKOTO u3genus O6Lwym Tpe6oBaHuaM;
aHa/IM3 TPeBoBaHUIi K TEXHUYECKM XapaKTepucTMkam MeaULMHCKOro U3aenus;

OLUEHKa OO0KYMEHTOB, noAaTBepXAakwunx pesy/ibratbl NCNbITAHWUIA MeaNLNHCKNX I/I3,Cl.e]'ll/ll7l B Uenax
yTBEPXAEHNA TUNa CPpeacTB |/|3mepeH|/||7| (B OTHOLWLEHNN MEONLIMHCKNX VI3,CI,€J'II/II7I, BK/TOYEHHbIX B

nepeyeHb BUAOB MeAULMHCKMX U3AEeNNiA, Nognexatumx OTHECEHNUIO NPU UX PerncTpaummn K cpeacream
N3MEPEHUN, YTBEPXKAEHHbIN

PeweHnem CoBeTta EBpa3uniickoi akoHoOMMYeckor komuccum ot 12 doeBpanis 2016 1. N 42);

€) aHa/nM3 O0T4YeTOB O pe3y/bratax WHCMEKTUPOBAHWSA MPOU3BOACTBA MELMLMHCKOTO U13genvs
(NpoBoanTCA B LUENSX TMNOATBEPXKAEHUS COOTBETCTBUSI 3asB/SEMOI0 MEAULMHCKOrO W3denus rpynne
(noarpynne) MeAULIMHCKUX U3AENWIA C yYETOM K/liacca NOTEHLUMAIbHOMO PUCKa NPYMEHEHWS COTIacHO

npunoxeHntio N 2 Kk TpeboBaHMUAM K BHEAPEHUIO, NOAAEPXAHUI0 N OLUEHKE CUCTEMblI MEHEMKMEHTAa
KayecTBa MeAVLIMHCKNX U3LEe/WI B 3aBMCMMOCTM OT NOTEHLMA/ILHOIO pUCKa X MPUMEHEHUS, yTBEPXAEHHbBIM

Pelwiennem CoBeTta EBpasninckoii 9KoHOMUYECKOor komuccun oT 10 Hosabpa 2017 r. N 106, a Takke
NoATBEPXKAEHMS [OCTOBEPHOCTU MHpopMaLMn 06 yKa3aHHbIX B 3asiB/IEHMSIX O pPerucTpauum u aKkcnepTuse
NPOM3BOACTBEHHbIX M/oWaAKax, Ha KOoTopble pacnpocTpaHseTca [AeiicTBMe oTyeTa O pesynbrartax
MHCNEKTUPOBaHUS NPON3BOACTBA MEANLMHCKOIO n3aenus);

) aHa/I3 faHHbIX O CEPTUCUKALMN CUCTEMbI MEHEMKMEHTA KauyecTBa (MpW Hanmuum), B TOM Ync/e
Tpe6oBaHWiA, Ha COOTBETCTBME KOTOPbIM CEpTMMUMPOBAHA CUCTEMA MEHeMKMEHTA KauecTBa
Npou3BOAMTENS, W CBeAeHUli o cepTudmkatax (Homep, AaTa BblAaun, CPOK AeNCTBUA cepTudimkara,
HaMEHOBaHWE U CBefEHNA 06 akKpeauTaLMmu opraHa no ceptTugmkaLmm);

3) nogreepxaneHune 060CHOBaHHOCTY YKasaHna npounsBoACTBEHHbLIX M/iOWanoK perncTtpmnpyemoro
MEeANLNHCKOIo n3genunsa;

M) aHaM3 [AaHHbIX O pa3paboTke U NPOU3BOACTBE MEAMLMHCKOrO n3fenusi (CXembl NpoLLeccoB
NPOV3BOACTBA, OCHOBHbIX CTaAuii NPOU3BOACTBA, YNAKOBKW, UCMbITAHU M Npoueaypb! BbiMycka KOHEYHOro

npogykra);
K) aHaNInM3 NpeAcTaBNeHHOl nponssognmTenem nHpopMaumm 0 MapkeTuHre;

J'I) aHa/M3 npeacrtaB/IEHHbIX NMPOU3BOAUNTENEM CBe,EI,EHI/II‘/JI 0 Hanuuun unn o6 OTCYTCTBUM COO6LLI,€HI/II‘/JI (0]
HexenaTteNbHbIX COObITUAX W (I/U'II/I) HeCYaCTHbIX C/iydasX, CBA3aHHbIX C MCMNOJ/Ib30BaHNEM MeANLUWUNHCKOro
n3gennd, oT3biBax C pPblHKa MeAWUWMHCKOro wusaenua, yBeAOMHEHMﬁ no 6e3onacHocTn MeanLUNHCKOro
n3gennd, noaxogoB K peleHU TakKux r|p06r|eM npomnssogutenemMm npu unx BO3HWKHOBEHWUWU, OMUCaHUA
npearnpuHATLIX KOPPEKTUPYHLWNX AGVICTBMVI, a TakKke aHa/In3 COOTHOWEHNA YPOBHA MpodadX, KomvyecTtBa
HecYacCTHbIX cfiy4aeB 1 0T3bIBOB MeANLMHCKOro ugenma n3 o6pa|.|.|,eH|/|s=|;

M) aHanM3 njaHa cbopa AaHHbIX No 6e30MacHOCTM N 3PAEKTUBHOCTN MEAMLMHCKOTO U3Aenvsa Ha
NOCTNPOAAXHOM 3Tane.

3. O6lee 3aknyeHMe O MNOATBEPXKAEHUM (HENOATBEPXAEHWM) 6e30MacHOCTM, KayecTBa U
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3(hhekTUBHOCTN MEAUUMHCKOrO M3aenusi, pekomeHgaumsi 0 BO3MOXHOCTU (HEBO3MOXHOCTW) perncrpauunm
MEeANLMUHCKOro N3aenus.

O6 OTBETCTBEHHOCTM 3a [OCTOBEPHOCTb CBEAEHWI, W3MIOXKEHHbIX B 3IKCMEPTHOM 3ak/lyeHun 06
oueHke 6e30MacHOCTU, KavecTBa U 3AIIEKTUBHOCTY MEANLMHCKOTO U3LeNuUs, NpeaynpexmaeH.

(P.1.0. akcnepTa, [OMKHOCTbL, y4eHas cTeneHb (3BaHve) (Npy Hanymm)) (noanuce)

MpunoxeHne N 6

K Mpasunam permcrpaumm n aKcnepTunssbl
6e30nacHOCTU, KayecTBa 1 apPeKTUBHOCTH
MEeANLMNHCKNX n3gennii

3AKMKOYEHUE
0 NoATBEPXAEHUN Cor/lacoBaHUA (HeCcoracoBaHus) 3KCNEPTHONO 3aK/1KUeHUA Mo pesybrataM
3KcnepTu3bl 6€30NacHOCTU, KauecTBa U 3(p(PEKTMBHOCTY MEAULMHCKOIO U3genus rocygapcrea -
unieHa EBpa3niickoro 3KOHOMUYECKOTO COH3a, OCYLLECTB/ISIOLEro PperucTpauuo MeguuMHCKOro
vsgenus

(HanmeHoBaHWe YNoSIHOMOYEHHOTO OpraHa (3KCNepTHOM opraHn3auun) rocyaapcTea NpusHaHus)

YTBEPXIAIO

(9.1.0. pykoBoguTens ynosiHOMOYEHHOIO opraHa
(3kcnepTHOI opraHnsauun), NOANNChL, NevYarb)

" " 20 r.

3AKNHOYEHNE
O NoATBEPXAEHUN cOornacoBaHus (HecornacoBaHus) 3KCNEPTHOro 3aK/IIO4YEHUA rocygapcTsa - YieHa
EBpa3niickoro aKOHOMU4YeCKoro coro3a, oCyLLecTBAAIOWEro perucTpaymio MeaULMHCKOro nsgenus,
no pesynbTaTaM 3KCNepTU3sbl 6e30MacHOCTU, KayecTBa 1 3PPEeKTUBHOCTU MEAULIMHCKOIO n3aenus
N or" " 20 T
1. HaumeHoBaHMe YNO/IHOMOYEHHOIO OpraHa (9KCNEepPTHON opraHM3auMun) rocygapcrea - ufeHa
EBpasniickoro sKOHOMUYECKOro COH3a, OCYLLECTBAAIOLEr0 perncTpaumio MeguumMHCKoro naenus (ganee -
pedhepeHTHOe rocyaapcTso).

2. [JaTta pasMelleHMs 3KCMepTHOro 3ak/IlyveHus B UH(OPMALMOHHON cucTemMe YNOSHOMOYEHHOro
opraHa (3KkcnepTHOW opraHusaummn) pehepeHTHOro rocygapcrsa.

3. Homep aKcnepTHOro 3ak/oyeHus.

4. HaumeHoBaHWe MeULMHCKOIo 13aenus (C ykasaHmem mogenu (Mapku) MeAuLMHCKOro M3nenus, ee
cocTaBa U nNpuHaaNexHocTei).

5. Tlpoussogutens MeAuUMHCKOrO  u3genua  (NoNHoe UM COKpaweHHoe  HavMeHOBaHus,
opraHu3aylmoHHo-NpasoBas hopMa PUANYECKOro NnLa, MecTo HaxoxaeHus (afpec puanmyecKkoro nuua,
MECTO >XUTeNbCTBa  (PM3MYECKOro  Nvua, 3aperucTpyMpoBaHHOr0O B KavyecTBe  UHAMBUAYasIbHOro
npeanpuHuMaTtens)).
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6. lMpon3BOACTBEHHbIE NAOWAAKA (MOMHOE M COKpaleHHOe HaUMEHOBaHMWS, OpraHn3aunoHHO-
npasoBasi oopma pUANYECKOro mua, hakTuyecknii agpec).

7. YNo/HOMOYEHHbIi MpefacTaBuTe/lb NPoM3BoAMTeNsa (MOIHOE WM COKpalleHHOe HauMeHOBaHWs,
opraHu3aumoHHo-NpasoBas hopMa PUANYECKOro nLa, MecTo HaxoXAeHus (afpec puanmyeckoro nuua,
MECTO XUTeNbCTBa  (PM3MYECKOro  Nnua, 3aperucTpyMpoBaHHOr0O B KavyecTBe  UHAMBUAYasIbHOro
npegnpvHumarens)) (Mpu Haamumm).

8. 3aaBuTensb.

9. AHanNn3 npeAcTaB/IEHHOIO YNO/THOMOYEHHbIM OpraHoM (3KCMEPTHON opraHusauneii) pethepeHTHOro
rocygapctea 3KCMNEPTHOTO 3ak/UYeHWs Mo pe3ysbrataM  3KCnepTu3bl  6e30nacHoCTW, KavecTBa WU
30(heKTMBHOCTM MEAMLMHCKOTO M3fenns, a TakkKe COOTBETCTBUSI AOKYMEHTOB PErncTpauuMoHHOro A0Chbe
YCTaHOB/IEHHbIM TPE6GOBAHMAM.

10. MoaTeepXaeHne npaBUILHOCTU MNepeBofa 3KCnjyarauMoHHOIN0 AOKYMEHTa WAN WHCTPYKLUN
NPUMEHEHNI0 MeANUWNHCKOro usaenna, pykosoacrtsa Mo CepBUCHOMY O6Cﬂy)KI/IBaHI/IIO, TEKCTa MapKUpOBKU
MeANUNHCKOIo mn3gesnina Ha Focy,qapCTBEHHblﬁ A3blK B COOTBETCTBUN C TpeﬁDBaHI/IFIMI/I 3akoHoAarTe/IbCTBa
rocygapcrtBea - 4jieHa EBpaSMﬁCKOFO 3KOHOMMYECKOT0o CoH3a (eCJ'II/I I'IpI/IMeHI/IMO).

11. Pesynbratbl 3KcnepTu3bl (yKasblBAlOTCA BbIBOAbI MO  OTAENbHbIM acrnekraM 3KCMnepTHOro
3aKnoveHuns).

12. BbiBOg, (YKasblBaeTCsl OOLMIA BbIBOZ, B C/lydyae HECOr/iacoBaHMs 3KCMEPTHOrO 3ak/IHUeHUs - C
060CHOBaHNEM MPUYNH).

13. CsepeHus 06 akcneprtax (®.M.0., yyeHasa cTeneHb (3BaHue) (NpU HaM4umun), MecTto pabdoTbl U
[LO/MKHOCTD).

O6 OTBETCTBEHHOCTM 3a OO0CTOBEPHOCTb CBe,El.eHI/II\/JI, N3/T0KEHHBLIX B 3aKk/ll04eHn O noAarBepXAeHUn
cornacoBaHuA (HeCOFI'IaCOBaHI/IFI) 3KCNEepTHOro 3akK/1in4vyeHus pe(hepeHTHoro rocygapctea no pesysbraramMm
3KCNepTns3bl 6e30nacHOCTH, KayecTsa 1 SQD(DGKTI/IBHOCTI/I MEANUWNHCKOTO n3nennd, npenynpexneH.

(9.1.0. akcnepra) (nognuce)

Mpunoxexne N 7

K Mpasunam pernctpauum n aKCnepTusbl
6e30MacHOCTU, kayecTBa 1 aPheKTBHOCTH
MEeANLMHCKNX n3gennii

POPMA
3asB/IeHNS1 0 BHECEHUM U3MEHEHUI B PerMcTpauMoHHOe A0Cbe MeAULUHCKOro n3penus

B yrnosIHOMOUEHHBIIi OpraH rocyapcTea - YieHa
EBpa3uiickoro 3kKOHOMMUYECKOro colo3a

(HammeHoBaHVe pehepeHTHOro rocynapcTaa)

(HaumeHoBaHuMe rocyaapcTea (HaMeHOBaHUSA
rocyapcTB) NPU3HaHNSA)
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SAABJ/IEHUE
0 BHECEHUMN U3MEHEHWIi B perncTpalmoHHoe focbe MeAULIMHCKOTO nsaenus

(nonHoe 1 cokpalyeHHoe (Npy HaMyKm), B TOM Yncie oMpMeHHOe, HaMMEHOBaHNA NnLa, OT UMEHU KOTOPOro
NpPOV3BOAMNTCS BHECEHME U3MEHEHUI (Npon3BoAUTENb (YNOTHOMOUYEHHBIV NpeacTaBuUTeNb NPOM3BOAUTENS),
OpraHu3aunoHHO-NpaBoBas oopma HpPUANYECKOro mua)

HaCTOALWNM NPOCUT BHECTN N3SMEHEHUA B PETNCTPaUMOHHOE A0Cbe MEeAULIMHCKOIro nsaenna

1. HanmeHoBaHve MeanLMHCKOro U3genums

2. Mpown3BoguTenb MEAULMHCKOrO U3aenus (NonHoe 1
COKpalleHHOe HaMMEeHOBaHWs, OpraH13aLMoOHHO-NPaBoBas
chopma HpuaNYEeCcKoro mua, MecTo HaxoxaeHus (agpec
IOPUAMYECKOro LA, MECTO XUTENbCTBA (U3NYECKOro NnLa,
3aperncTpmMpoBaHHOro B Ka4ecTse NHANBUAYaTbHOTO
npeanpuHuMmaTens)

3. |_|p0I/13BO/J|CTBEHHbIe nnowankm (I'IO]'IHOE HanmMmeHoBaHue,
azipec)

4. YNofIHOMOYEHHbI NpeacTaBuTe b NPoU3BoAnTENS (MpU
HamumK) (NosHOE 1 CoKpaLleHHOe HaMMeHOBaHWsl,
opraHu3aumoHHo-NpaBoBas yopma pPUANYECKoro NnLUa, MecTo
HaxoxaeHus (afpec pUaNYECKOro NnLa, MecTo XUTeNbLCTBA
ch13nyeckoro nnLa, 3aperncTprpoBaHHOTO B KAYEeCTBE
VHAMBWAYA/IbHOMO NpeanprHuMaTesst)

5. Knacc noteHumasibHOro pucka npuMeHeHNs MeauULHCKOTo
n3penus

6. Koz BMaa MefuUMHCKOro u3aenus (CoracHo HOMeHKnaType
MeAVLMHCKNX n3genuvii EBpasninickoro 3KOHOMMYECKOro Co3a,

npaswsjia BegeHnA KOTOpOVI YTBEPXAEHDI

Pewenvem Konnernn EBpasniickoii 3kOHOMUYECKOI kKoMUccun ot

29 nekabps 2015r1. N 177)

7. Homep perncrpaynoHHOro yaocToBepeHusa MegunLmMHCKOro
n3genvs EBpa3VII7ICKOFO 9KOHOMMNYECKOIo cor3a

8. CBeeHust 0 AOKyMeHTax, NoATBEPXAALWMX onnary
npoueaypbl BHECEHMS U3MEHEHWI B pErMcTpaunoHHoe A0ChE B
pedepeHTHOM rocyapcTBe 1 NPoLUeAypbl COrlacoBaHus
9KCMEPTHOrO 3aK/0UYeHNs B rocyfapcTBax NpusHaHus, a takke
Bblauv perncTpayunoHHOro yA0CTOBEPEHNS MeANLIMHCKOTO
n3genus B pechepeHTHOM rocygapctee (Npy HEO6X0AMMOCTI)

9. Cnocob nony4yeHnst yBeLJOMIEHN (peLleHniA)
OT YNO/THOMOYEHHOrO opraHa (3KCNepTHO opraHnsaummn)

pedepeHTHOro rocyaapcTea

]
]

JIN4YHO noAa pocnncb

3aKa3HbIM NOYTOBbIM

oTnpaBneHnem c ysegomMmneHnem o

NC «Texakcneprt: 6 nokoneHue» VIHTpaHeT
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BPYUEHUN

|:|B 3M1eKTPOHHOI chopme (npu

Bbl6Ope AaHHOro cnocoba Heo6xoaMMo
yKa3aTb afpec (agpeca) 31eKTPOHHO
MoYTbl, HA KOTOPbI cnegyeT HanpaBuTb

yBeAOM/IEHNS)
|:|B hopme 3N1EKTPOHHOTO
[OKYMEHTa, MoANNCaHHOIO 3/1EKTPOHHO
noANMUChI0
10. Cnocob nosyyeHns perncTpaLMoHHOro yA0CTOBEPEHUS Ha ByMaxHOM HocuTene
MEeAVLMHCKOTO U3Aenus u (Wnun) NpUNoXeHnsa K Hemy (B criyyae NINYHO
€C/IM BHOCHMblEe N3MEHEHMNSA NOBEKYT N3MEHEHNE
perncTpaLyoHHOro yA0CTOBEPEHNSA MEANLIMHCKOIO U3aenus Ha ByMaxHOM HocuTene
1 (U1) NPUNOXKEHNS K HEMY), a Takke paHee BblfaHHOro C OTNPaBKOW 3aKa3HbIM NOYTOBbIM
perncTpaumoHHOro Y40CTOBEPEHNA MEANLMHCKOTO N34envs u oTnpas/ieHeM ¢ yBeOM/IEHUEM O
(MnNn) NPUNOXEHUS K HEMY C OTMETKOI 06 Mx BpYyYeHuUn

He,qel‘/'ICTBI/ITefIbHOCTI/I

B CBA3W CO cneayrowmnmMmm nSMeHeHnAMn:

VI3MeHeHns, BHOCKMMbIE B PpErmcTpauuoHHOe A0Cbe MEeQULNHCKOIO N3aenus

N n/n Pepakumsa go BHECEHNSI U3MEHEHUIA BHOCUMbIE n3meHeHuns

BHeceHVe U3MEHEHWIA B PErMcTpPaLMoHHOE [JOCbe He BMeYeT U3MEHEHWUsSI CBOWCTB U XapakTepUcTuK,
BINSIOLMX HA 6GE30MacHOCTb, KA4ecTBO M 3(hheKTUBHOCTb MEAULMHCKOTO N3AENNS.

[apaHTMpy0 AOCTOBEPHOCTbL NpeAcTaBAeHHO MHpopMaLnn.
FapaHTUpPYlD COXpaHEHME 3asiB/IEHHbIX  XapakKTepUCTMK 6Ge3onacHocTM U 3dPEKTUBHOCTM

MeAULMHCKOTO W3AeNvsi B TeyeHWe BCEro cpoka CAyX6bl Npu COGMIOAEHUM YCNOBWIA 3KCnyaTauum,
TPaHCMNOPTUPOBAHUSA 1 XPaHEHWSI MEAULMHCKOMO M3AENVS B COOTBETCTBUN C TPEGOBAHUAMMN NPOU3BOANUTENS.

(paTa nogauun 3asBneHus)

(P.1N.0. 1 BOMKHOCTb PYKOBOAWTENSA NPOM3BOAUTENS (noanuck, nevarb NPoOU3BOAMTENS
(YnO/THOMOYEHHOTO NpeacTaBUTENs MPOU3BOANTENS)) (YynosTHOMOYEHHOTO NpeacTaBuTens
npon3BoguTens))

Mpunoxexne N 8
K Mpasunam pernctpaumm n aKcnepTussbl
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6e30nacHOCTH, KavyecTBa 1 a(PeKTUBHOCTHU
MEeANUMNHCKNX n3aennii

OKCMNEPTHOE 3AKNMHOYEHUNE
0 BO3MOXHOCTM (HEBO3MOXHOCTHN) BHECEHUS U3MEHEHUIT B perncTpaunoHHoe Aocbe MegULIUHCKOro
nsgenvsa

(HaMmeHoBaHMe YNofIHOMOYEHHOTO OpraHa (3KCMNepTHOM opraHM3alLmn) peepeHTHOro rocyaapcTea)

YTBEPXOAKO

(P.1.0. pykoBoauTeNs YNnosIHOMOYEHHOIO OpraHa
(aKCnepTHOI opraHmn3aumn), NOANUCL, NevaTtb)

" " 20 r.

SKCMNEPTHOE 3AK/TFOYEHUE
0 BO3MOXHOCTU (HEBO3MOXHOCTM) BHECEHUS U3MEHEHUIA B perncTpayuoHHOe ,0Cbe MeAULMHCKOTO
nspenus
N or"__ " 20_ T

1. HanmeHoBaHue MeanUVHCKOro U3genus.

2. NMpousBoguTenb  MegMUMHCKOTO  u3genus  (MONIHOE UM COKpalleHHoe  HauMeHOoBaHWs,
opraHv3aumoHHo-NpasoBas hopmMa pULMYECcKOro nua, Mecto HaxoxaeHus (agpec puanmyeckoro nuua,
MECTO XUTefNbCTBa  (PM3NYeckoro Jmua, 3aperncTpupoBaHHOTO B KayecTBe  WHAMBUAYaSIbHOTO
npegnpuHumarens)).

3. YnonHomoueHHbIli npefacTaBuTeNlb NPov3BoaMTeNnsa (MOJIHOE WM COKpalleHHOe HauMeHOBaHWS,
opraHu3aLlnoHHo-NpasoBas hopMa PUANYECKOro nLa, MecTo HaxoXAeHus (afpec puanmyecKkoro nuua,
MECTO >KUTeNbCTBa  (PM3MYECKOro  fivua, 3aperucTpMpoBaHHOrO B KavyecTBe  UHAMBUAYasIbHOro
npegnpuHuMartens)) (npy Haamuun).

4. Tpon3BOACTBEHHbIE MNJOWAAKM (MO/THOE M COKpAaLLEeHHOe HaMMEeHOBaHWs, OpraHW3aLyoHHO-
npaBsoBasi oopmMa pUANYECKOro fmua, hakTuyecknii agpec).

5. O6nacTb NPUMEHEHMS N HAa3HaYeHMe.

6. Bug MeguUMHCKOIO u3genua B COOTBETCTBUM C HOMeHKJ'IaTypOI7I MeANLNHCKNX I/I3,EI,E}'II/II7I
EBpa3I/II7ICKOFO 3KOHOMMYECKOTIO COHo3a,

npasu/ia BeAeHVsi KOTOPOI YTBEPXAEHI

Pewennem Konnernn EBpa3uiickoii 9KOHOMUYECKOM kKomuccum oT 29 aekabpsa 2015 r. N 177.

7. Knacc noTteHUuanbHOro pucka npuMeHeHns MeIMLIMHCKOTo N3aenusl.
8. Homep permcTpauyoHHOro yAoCTOBEPEHNS MEAULIMHCKOO U3Aenus.
9. [laTa Bblauy PermcTPaLyoHHOro YA0CTOBEPEHNS MEAULIMHCKOMO U3aenus.

10. BHOCUMbIE N3MEHEHUS:
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[aHHble, BHECEHHbIE B BHocvMble n3meHeHus O60CHOBaHMe 3asBuTeNns 418 BHECEHNS
perucTpaumoHHoe focbe npu N3MEHEHUIA
perucTpauum

11. AHanu3 n oLEeHKa AaHHbIX, 060CHOBbIBAOLLMX BHECEHNE U3MEHEHWIA.

12. 3ak/oueHne 0 BO3MOXHOCTW (HEBO3MOXHOCTU) BHECEHUSI U3MEHEHWIT B perucTpaumoHHoe Aocbe
MEAULIMHCKOIO M3aenusi (B Criyyae BbIHECEHNS OTPULLATE/TbHOTO 3aK/IlOYEHUs] - C 060CHOBAHUEM MPUUVH).

(9.1.0. 3kcnepTa, AO/MKHOCTb, Y4eHas cTeneHb (3BaHne) (Mpy Hann4ymn)) (nognuchk)

MpunoxeHne N 9

K MpaBunam permctpaumm n aKcnepTusbl
6e30nacHOCTH, KavyecTBa 1 a(PeKTUBHOCTHU
MeAULIMHCKNX n3aenuii

POPMA
3asiB/IEHMs1 O BHECEHUU U3MEHEH I B peructpaynmoHHoe gocbe MeaAuUuMHCKOro nsgennsa B
yBegoOMUTESIbHOM nopsagke

B ynosIHOMOYEHHBIN opraH rocyapcTea - YfieHa
EBpa3smiickoro aKOHOMMYECKOro coto3a

(HanmeHoBaHVe pedepeHTHOro rocyapcTsa)

SAAB/IEHUE
0 BHECEHUMN U3MEHEeHWIA B perncTpaLoHHoOe foCbe MeANLIMHCKOro usaenus B yBefoMUTE/TbHOM
nopsigke

(NonHoe 1 cokpatleHHoe (MpY HaMuKuK), B TOM Ynce UPMEHHOE, HAVMEHOBaHUS LA, OT MEHU KOTOPOro
NPOV3BOAMTCS BHECEHWE U3MEHEHWIA (MPOM3BOAUTENb (YNO/THOMOYEHHBIV NPeACcTaBUTE b NPOU3BOAUTENS),
opraHu3aloHHO-NpaBoBast hopMa HpUANYECKOrO nLA)

HacToAWwMM TMpPOCUT BHECTU U3MEHEHUA B pPerncTpaynmoHHoe aAOocbe MeaunuunHCKOro usgenna B
yBEAOMUTENIBHOM MNOpAAKe

1. HaMmeHoBaHne MeguLMHCKOro n3genus

2. MpoussoamTens MeanLUHCKoro nsaenms (nosHoe n
COKpalleHHOe HaMMEHOBaHWs, OpraHn3aLMoOHHO-NPaBoBast
chopma HprANYECKOro MLa, MeCcTO HaxoxaeHus (agpec
HOPUANYECKOTO NNLa, MECTO XUTENBCTBA (HU3NYECKOTO NnLa,
3apErMcTpUpPOBaHHOIO B KQYECTBE MHAMBUAYASIbHOTO
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npeanpuHuMmaTens)

3. |_|p0I/13BO/J|CTBEHHbIe nnowankm (I'IO]'IHOE HanmMmeHoBaHue,
azipec)

4. YNofIHOMOYEHHbI NpeacTaBuTe b NPOU3BOAMTENS (MPU
Hamumu) (NosHOE 1 CoKpaLeHHOe HaMMeHOBaHWsl,
opraHu13aumMoHHo-NpaBoBas yopma pPUaNYECKoro NnLUa, MecTo
HaxoxaeHus (afpec pUaNYECcKoro NnLa, MecTo XUTeNbLCTBA
ch13nyeckoro nnLa, 3aperncTprpoBaHHOTO B KAYeCTBE
VHAMBWAYaNIbHOMO NpeanpuHuMaTenst)

5. Knacc noteHumasibHOro pucka npuMeHeHns MeauULHCKOTo
nspenus

6. Koz BMaa MefuUMHCKOro u3aenus (CoracHo HOMeHKnaType
MeAVLMHCKNX n3aenuvii EBpasninickoro 3KOHOMMYECKOro Co3a,

npaswusjia BegeHnNA KOTOpOI7I YTBEPXAEHDI

Pelwenvem Konnernv EBpasmninckoii 93KOHOMUYECKO KOMUCCUMN OT
29 nekabpsa 2015r. N 177)

7. Homep perncrpaynoHHOro yaoCcToBepeHusa MeaunLmMHCKOro
n3genvs EBpa3VII7ICKOFO 9KOHOMMNYECKOIo cor3a

8. CBeeHust 0 AOKyMeHTax, NoATBEPXAALWMX onnary
npoueaypbl BHECEHMS U3MEHEHWI B pErMcTpauyoHHoe A0ChE B
yBEAOMUTENBLHOM NopsiAke B peddepeHTHOM rocyapcTBe, a
TaKke BblJayn perncTpaymoHHOro y0CToBepeHns MeauLMHCKOro
n3genus B pechepeHTHOM rocygapctae (Npy HE06X0AMMOCTI)

9. Cnoco6 nosy4eHnst yBeAoMMAEHW (PeLLEHW) Dnquo nog, pocnucb
OT YNO/THOMOYEHHOrO opraHa (3KCNepTHON opraHnsaummn)
pedhepeHTHOro rocygapcrea D3aKa3HbIM NOYTOBbLIM

OTNPaB/EHNEM C YBEAOM/IEHNEM O
BPyYeHUN

DB 3M1EKTPOHHOI chopme

(npw BbIBOpE AaHHOro cnocoba
Heo6xoaumo ykasaTb agpec (agpeca)
3/1EKTPOHHOM NOYTbI, HA KOTOpPbI
crnefyeT HanpasWTb yBEAOM/IEHNS)

DB chopme 3M1EeKTPOHHOTO
[LOKYMEHTa, NOANUCAHHOTO 31EKTPOHHON
NoAMUCHI0
10. Cnoco6 nosyyeHnst perncTpaLMoHHOIo YA0CTOBEPEHNS DHa ByMaXkHOM HocuTene
MeMLIMHCKOTO M3aenus 1 (Mnn) NpUIoXeHus K Hemy (B criyuyae JIMYHO
€C/IN BHOCMMbIE U3MEHEHWS MOBMIEKYT U3MEHEHNWE
PEerucTpauyoHHOTO YA0CTOBEPEHNS MEAULIMHCKOTO M3AENUs 1 DHa ByMaXkHOM HocuTene

NC «Texakcneprt: 6 nokoneHue» VIHTpaHeT


kodeks://link/d?nd=420328283%22%5Co%22%E2%80%99%E2%80%99%D0%9E%20%D0%9F%D1%80%D0%B0%D0%B2%D0%B8%D0%BB%D0%B0%D1%85%20%D0%B2%D0%B5%D0%B4%D0%B5%D0%BD%D0%B8%D1%8F%20%D0%BD%D0%BE%D0%BC%D0%B5%D0%BD%D0%BA%D0%BB%D0%B0%D1%82%D1%83%D1%80%D1%8B%20%D0%BC%D0%B5%D0%B4%D0%B8%D1%86%D0%B8%D0%BD%D1%81%D0%BA%D0%B8%D1%85%20%D0%B8%D0%B7%D0%B4%D0%B5%D0%BB%D0%B8%D0%B9%E2%80%99%E2%80%99%D0%A0%D0%B5%D1%88%D0%B5%D0%BD%D0%B8%D0%B5%20%D0%9A%D0%BE%D0%BB%D0%BB%D0%B5%D0%B3%D0%B8%D0%B8%20%D0%95%D0%AD%D0%9A%20%D0%BE%D1%82%2029.12.2015%20N%20177%D0%A1%D1%82%D0%B0%D1%82%D1%83%D1%81:%20%D0%94%D0%B5%D0%B9%D1%81%D1%82%D0%B2%D1%83%D1%8E%D1%89%D0%B8%D0%B9%20%D0%B4%D0%BE%D0%BA%D1%83%D0%BC%D0%B5%D0%BD%D1%82%20(%D0%B4%D0%B5%D0%B9%D1%81%D1%82%D0%B2.%20c%2026.04.2017)
kodeks://link/d?nd=420328283%22%5Co%22%E2%80%99%E2%80%99%D0%9E%20%D0%9F%D1%80%D0%B0%D0%B2%D0%B8%D0%BB%D0%B0%D1%85%20%D0%B2%D0%B5%D0%B4%D0%B5%D0%BD%D0%B8%D1%8F%20%D0%BD%D0%BE%D0%BC%D0%B5%D0%BD%D0%BA%D0%BB%D0%B0%D1%82%D1%83%D1%80%D1%8B%20%D0%BC%D0%B5%D0%B4%D0%B8%D1%86%D0%B8%D0%BD%D1%81%D0%BA%D0%B8%D1%85%20%D0%B8%D0%B7%D0%B4%D0%B5%D0%BB%D0%B8%D0%B9%E2%80%99%E2%80%99%D0%A0%D0%B5%D1%88%D0%B5%D0%BD%D0%B8%D0%B5%20%D0%9A%D0%BE%D0%BB%D0%BB%D0%B5%D0%B3%D0%B8%D0%B8%20%D0%95%D0%AD%D0%9A%20%D0%BE%D1%82%2029.12.2015%20N%20177%D0%A1%D1%82%D0%B0%D1%82%D1%83%D1%81:%20%D0%94%D0%B5%D0%B9%D1%81%D1%82%D0%B2%D1%83%D1%8E%D1%89%D0%B8%D0%B9%20%D0%B4%D0%BE%D0%BA%D1%83%D0%BC%D0%B5%D0%BD%D1%82%20(%D0%B4%D0%B5%D0%B9%D1%81%D1%82%D0%B2.%20c%2026.04.2017)
kodeks://link/d?nd=420328283&point=mark=000000000000000000000000000000000000000000000000006580IP%22%5Co%22%E2%80%99%E2%80%99%D0%9E%20%D0%9F%D1%80%D0%B0%D0%B2%D0%B8%D0%BB%D0%B0%D1%85%20%D0%B2%D0%B5%D0%B4%D0%B5%D0%BD%D0%B8%D1%8F%20%D0%BD%D0%BE%D0%BC%D0%B5%D0%BD%D0%BA%D0%BB%D0%B0%D1%82%D1%83%D1%80%D1%8B%20%D0%BC%D0%B5%D0%B4%D0%B8%D1%86%D0%B8%D0%BD%D1%81%D0%BA%D0%B8%D1%85%20%D0%B8%D0%B7%D0%B4%D0%B5%D0%BB%D0%B8%D0%B9%E2%80%99%E2%80%99%D0%A0%D0%B5%D1%88%D0%B5%D0%BD%D0%B8%D0%B5%20%D0%9A%D0%BE%D0%BB%D0%BB%D0%B5%D0%B3%D0%B8%D0%B8%20%D0%95%D0%AD%D0%9A%20%D0%BE%D1%82%2029.12.2015%20N%20177%D0%A1%D1%82%D0%B0%D1%82%D1%83%D1%81:%20%D0%94%D0%B5%D0%B9%D1%81%D1%82%D0%B2%D1%83%D1%8E%D1%89%D0%B8%D0%B9%20%D0%B4%D0%BE%D0%BA%D1%83%D0%BC%D0%B5%D0%BD%D1%82%20(%D0%B4%D0%B5%D0%B9%D1%81%D1%82%D0%B2.%20c%2026.04.2017)

O lMpaewnax peructpaumm 1 akcnepTr3bl 6e30MacHoCTH, KayecTsa U APAPEKTUBHOCTU MEAULMHCKNX U3Aenunii (C n3mMeHeHnsamu Ha 30
mapTa 2023 roga)
PeweHue Cosema ESK om 12.02.2016 N 46

CrtpaHuua 62
(M) NPUNOXEHNA K HEMY), @ TakkKe paHee BblaHHOro C OTMPaBKOIi 3aKa3HbIM NOYTOBLIM
PEerncTpaLyoHHOro y40CTOBEPEHUSA MEANLIMHCKOIO U3aenms n OTnpaBsfieHneM C yBefoMIEHNEM O
(M) NpUNoXeHNst K HEMy C OTMETKOI 06 nx BpyYEeHNN
HefencTBUTENbHOCTH

CBefieHUs, 3anofiHseMble MpyY  BHECEHWM W3MEHEHWli Npou3BOAUTENEM MeAVLUMHCKMX U3denuii  knacca
NMOTEHUMANILHOTO pUCKa NMPUMEHEHNST 1 11 HECTEPU/IbHBLIX MEAULMHCKUX U3Aenunii Knacca noTeHuUaslbHoro pucka
NpUMEHEHNS 2a, NPOLUEALMM OLEHKY CUCTEMbl MEHeMKMEHTa KauyecTBa MeAVLMHCKAX W3Oenuid, Bkodast
NPOLECChl NPOEKTUPOBAHMSA U Pa3paboTKu, B COOTBETCTBUM C

TpeboBaHVAMW K BHEAPEHWIO, NOAAEPXKAHVIO N OLEHKE CUCTEMbI MEHE[)KMEHTA KAYeCcTBa MEANLIMHCKNX U3AeNuii B
3aBUCMMOCTU OT NOTEHLIMa/IbHOIO PUCKa UX NPUMEHEHNA, YTBEPXXAEHHbIMN

PeuweHnem CoBeTa EBpasuiickoi 3KOHOMMYeCKon komuccum oT 10 Hos6psa 2017 . N 106:

11. Homep oTyeTa 0 pe3ynbTarax NepBUYHOro NHCNEKTUPOBaHNA
npousBojAcTBa

12. HammeHOBaHVe NHCMEKTVPYIOLLE opraHmn3aumu,
NPOBOAUBLLEN NEPBUYHOE UHCMIEKTUPOBAHWE NPON3BOACTBA

13. Homep oTueTa 0 pesyfbrarax nepuoguieckoro (ni1aHoBoro)
VIHCMEKTUPOBAaHWS NPOM3BOACTBA (MPY HA/IMYMM)

14. HaumeHoBaHWe VHCNEKTUPYIOLWWE opraHm3anmu,
NpoBOAUBLLEN Nepnonyeckoe (N1aHoOBOE) MHCMEKTUPOBaHNE
npou3BOACTBa

B CBA3K CO cneayrowmnmMmm nSMeHeHnAMn:

VI3MeHeHus, BHOCKMMbIE B PErmcTpaunoHHoe OoCbe MeaULMHCKOro n3aenus

N n/n Pepakumsa oo BHECEHWSI U3MEHEHUIA BHOCUMbIE n3meHeHus

BHeceHVe U3MEHEHWIA B PErMcTpauMoHHOe JOCbe He BMeYeT U3MEHEHWUsSI CBOWCTB U XapakTepUcTuK,
BINSIOLMX HA 6E30MacHOCTb, KA4ecTBO M 3(hhekTUBHOCTb MEAULMHCKOTO N3AENNs.

FapaHTMpy0 AOCTOBEPHOCTbL NpeAcTaBAeHHO MHpopMaLnn.
FapaHTUpPYlD COXpaHEHME 3asiB/IEHHbIX  XapakKTepuUCTMK 6Ge3onacHocTM U 3dPEKTUBHOCTM

MeAULMHCKOTO W3LEeNVsi B TeyeHWe BCEro cpoka CAyX6bl Npu COGMIOAEHUM YCNOBWIA 3KCnyatauum,
TPaHCMNOPTUPOBAHUSA 1 XPaHEHWSI MEAULMHCKOMO M3AENVS B COOTBETCTBUN C TPEGOBAHUAMMN NPOU3BOAUTENS.

(gata nogaumn 3asaBneHus)

(¢.1.0. n fomKHOCTb PyKOBOAMTENA NPOU3BOAUTENS (nognuce, neyatb Npon3BoAnTENSA
(ynonHomoueHHoro npegcrasuTtens (ynonHomoueHHOro npeacrasutens
npov3BoauTens)) Npou3BOAMUTENSA))

MpunoxeHne N 10
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K MpaBnniam perncrpaymmn n aKCnepTusbl
6e30nacHOCTH, KavyecTBa 1 a(PeKTUBHOCTHU
MeANLIMHCKNX N3aennii

dPOPMA
3asdB/1IeHuda O Bblgaye ,qy6nv||(aTa perncTtpaymoHHOro yqoctoeepeHnsa megununHCcKoro n3genus

B ynosIHOMOYEHHBIN opraH rocyapcTea - YfieHa
EBpa3smiickoro aKOHOMUYECKOro coto3a

(HaMmeHoBaHVe pehepeHTHOro rocygapcraa)

SAAB/IEHUE
0 Bblfaye Ay6/MKaTa perucTpaLoHHOro yaocToBepeHns MeuLMHCKOro u3genus

1. Homep perucrtpayoHHOro ya0CTOBEPEHNA MEANLNHCKOTO
n3genuns

2. HavmeHoBaHne MeAnLMHCKOro n3genus (C ykasaHmem
Mozenn (Mapkv) MeguULMHCKOro U3fenuns, ee coctasa U
NPUHaAIEXHOCTEN, - B BUAE NPUIOXKEHNSA K 3a51B/TEHUIO,
3aBEPEHHOrO NnevaTbio 1 NOAMUCHI0 PYKOBOAMUTENSA
NPoV3BOAMTENSA MEANLMHCKOIO N3aenus)

I. CBEAEHNS 0 NPOM3BOANTENE MEAULMHCKOIO U34enust

3. OpraHu13aLoHHO-NpaBoBas hopma 1 nonHoe
HavMeHOBaHWe PUANYECKOro mua nméo amuimns, ums,
0T4ecTBO (MpY HaMUUN) hU3MYECKOro mLa,
3apEerMcTpupoBaHHOrO B KA4eCTBe NHAMBUAYA/TbHOTO
npegnpuHumaTens

4. CokpalleHHOe HaMMeHOBaHWe PUANYECKOro uua (Npu
Hann4mm)

5. dMpMeHHOe HaMMeHOBaHVe puanYeckoro nuua (npu
Hann4mn)

6. MecTo HaxoxaeHus (afpec puanYecKoro nLa, MecTo
XUTENbCTBA (PM3MYECKOro NNLA, 3aperncTpUpoBaHHOM B
KauecTBe VHAVMBUAYA/TbHOTO NpeanpuH1MaTesns)

7. Homep Tenedona

8. AQpec 3/IEKTPOHHOI NOYThI IOPUAMYECKOTO LA 6o
¢hu3nyeckoro nnua, 3aperncTpMpPoBaHHONO B KaYecTse
VHAMBMAYaILHOMO NpeanpuHuMarens (Npyu Haamumi)

9. VipeHTuchmkaTop HasoronnaresbLimka

10. Npon3BOACTBEHHbIE NJIOLWAAKM (NOSIHOE HaVMeHOBaHue,
ajpec)

Il. CBepeHnsi 06 yno/THOMOYEHHOM NpeacTaBuTene nponssoantens (Mpy Haimunn)

11. OpraHu3aunoHHO-NpaBoBas hopmMa 1 NosiHoe
HavMeHOBaHue PUANYECKOro mua mbo amuimns, ums,
0T4ecTBO (MpY HAMUUN) PU3MYECKOTo SIMLa,
3aperncTpupoBaHHOroO B Ka4eCTBE UHAMBUAYAILHOIO
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npeanpuHumaTens

12. CokpallleHHOEe HavMeHOBaHUe puaNYecKoro nuua (npu
HanmMumm)

13. dvpMeHHOe HaVMeHOBaHUe PUANYECcKOro nuua (npu
HanmMumm)

14. MecTo HaxoxaeHus (aapec 1puauUYeckoro nLa, MecTo
XUTENbCTBA (UU3NUYECKOTO NNLA, 3aPErMCTPUPOBAHHOTO B
KauecTBe UHAMBWAYa/ILHOMO NpeanpuHuMaress)

15. Homep TenechoHa

16. Apec 3/1EKTPOHHOI NOYThI FOPUAMYECKOTO LA Nn6o
h13nYECKOro NnLa, 3aperucTpUpPoBaHHOTO B KAYeCcTBe
VHAMBWAYaIbHOMO NpeanpuHuMartens (npyu Haauumim)

17. NpeHTudmMKaTop HanoronnarenbLlmyka

Il. NHble cBepeHns

18. Cnoco6 nonyyeHns yBegoMaeHuii (petueHnit)

OT YNO/IHOMOUYEHHOrO opraHa (3KCnepTHO Dnquo noj, pocnuck

D3aKa3HbIM NOYTOBbIM

oTnpas/fieHneM C yBeJOM/IEHNEM O
BPYyYEHUN

opraHu3aumn) pehepeHTHOro rocyaapcTea

DB 371EKTPOHHOI hopme

(Npwn BbIGOPE AaHHOro cnocoba
HeobxoAMmo yKaszaTb agpec (agpeca)
3/1EKTPOHHOI NOYTbI, HA KOTOpPbI cnegyeTt
HanpaBuTb YBELOMJIEHNS)

DB doopme 3/1EKTPOHHOTO
[OKYMEHTA, NOANNCAHHOIO 3/1EeKTPOHHOIA
noAnNnCbIo
19. Cnocob nonyyeHus aybnvkara perMcTpayuoHHOro
Y[0CTOBEPEHUSI MEAULIMHCKOTO U3AENNS DHa 6YMaXKHOM HoCUTeNe NMNYHO

|:|Ha OYyMaXkHOM HOCKTese C OTNPaBKOIA

3aKa3HbIM NOYTOBbLIM OTMNPAB/IEHNEM C
YBEAOM/IEHNEM O BPYUYEHNN

20. OcHoBaHus Bblgaun gybnukara DyTpaTa

PEermcTPaLVoHHOrO YAO0CTOBEPEHMSI
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Dnopqa permcTpauyoHHoro
YyAOCTOBEPEHNS
21. CBefieHunA 0 JOKYMEHTe, NoaTeepXxaatowem oniary
Bblgaun fybnvkara (gata v HoMep MaTeXHoro nopy4veHns)
(aata nogaun 3asBneHus)
(P.1.0. 1 BOMKHOCTL PYKOBOAWTENS NMPOV3BOANTENSA (nognucek, neyatb Npon3sBoanTeNs
(YNo/IHOMOYEHHOTO NpeACcTaBnTENS NMPON3BOANTENS)) (ynonHOMOYEHHOro NpeacTaBuTens
npov3BoauTens))

Mpunoxexue N 11

K Mpasunam pernctpauum n aKCnepTusbl
6e30MacHOCTU, kayecTBa 1 3aPheKTBHOCTH
MEeANLMNHCKNX n3gennii

POPMA
3aAB/IeHUs1 0 NPOBE/EHUM COrNacoBaHUsA 3KCNEPTHOrO 3aK/TIOUYEHUA Ha 3aperucTpMpoBaHHoe
MeAuLMHCKOoe usgenue

B ynonHOMOYEHHbIN OpraH (3KCNepTHYH OpraHn3auuio)
rocyfapcrtsa - YneHa EBpasniickoro 3KOHOMMYECKOro coto3a

(HaMmeHoBaHVe pehepeHTHOro rocynapcTaa)

(HaMmeHoBaHWMe rocygapcTea (HaumMeHoBaHWA rocyaapcTs)
NPU3HaHNA, He YKa3aHHbIX B PEFMCTPaLMOHHOM
YLOCTOBEPEHUN MELULIMHCKOTO U3AEeNNST)

SAABJ/IEHUE
O NpoBeileHUN cornacoBaHNA 3KCMEPTHOro 3aK/1loYeHus Ha 3aperncTpuposaHHoe MeguULIMHCKOe
nspenue

(NonHoe 1 cokpalleHHoe (MpY HaMuKum), B TOM Unc/e (hMpMEeHHOE, HAUMEHOBAHUS LA, OT IMEHU KOTOPOTO
noaaeTcs 3asiBieHne (Npon3BoanTeb (YNOSHOMOYEHHbIN NpeAcTaBUTe b NPOU3BOAUTENS), OpraHM3aLoHHO-
npaBoBast hopMa HPUANYECKOrO NNLA)

HaCTOSAILLUM NPOCUT NPOBECTY NPOLEAYPY COrMacoBaHKs 3KCMEPTHOTO 3aK/IOYEHNST HA 3aPETNCTPUPOBAHHOE
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MeAULMHCKOe usgenme:

1. HaMmeHoBaHVe MeAULMHCKOTO U3aenus

2. PEKBU3NTbI PEMUCTPALIMOHHOTIO Y0CTOBEPEHUS] MEeAMLIMHCKOTO
nspenus

3. Knacc noTeHuuasibHoro pucka npuMeHeHns MeguLMHCKOro
n3penus

4. Kog, BMaa MeguLMHCKOro n3genns (CornacHo HoMeHknartype
MeAVLMHCKNX n3aenuvii EBpasninickoro 3KOHOMMYECKOro Co3a,

npaswsjia BegeHnA KOTOpOVI YTBEPXAEHDI

PelwieHnem Konnernm EBpa3ninckoi 9KOHOMUYECKO Komuccum ot 29

nekabpsa 2015 r. N 177)

5. MNofHoe HaMMeHOBaHWe 1 CTpaHa NPOU3BOAWTESS, BKIKOUas
MEeCTO HaxoXAeHus (afpec PUANYECKOTO NNLLA, MECTO XMTENbLCTBA
thu3nyeckoro nnua, 3aperncTpMpPoOBaHHONO B KaYecTse
VHAMBWAYaNILHOMO NpeanpuHuMaTenst)

6. MNonHble HaMMeHoBaHUA Npon3BOACTBEHHbIX N1OWanokK, Bk/ro4vas
azipec

7. HaumeHoBaHWe yNnonHOMOYEHHOro NpeacTaBuTeNst
Npou3BOAMTENS HA TEPPUTOPUSIX TOCYAAPCTB - YNeHoB EBpasuiickoro
35KOHOMMYECKOr0 COH03a, BK/IHoUas MecTo HaxoxaeHus (agpec
IOPUAMYECKOTo LA, MECTO XUTENbCTBA (U3NYECKOro NnLa,
3aperncTpmMpoBaHHOro B Ka4ecTse NHANBUAYaTbHOTO
npeanpuHuMmaTens)

8. CBefieHUsi 0 AOKyMEHTe, NOATBEPXAAIOLWEM ONaTy BblAaum
perncTpaLnoHHOro YA0CTOBEPEHNS B pethepeHTHOM rocyaapcTae
(Mpn HeobXxoAMMOCTN)

9. CBefieHs1 0 AOKyMeHTe, NoATBEePXAAoLLEM ONnaTy npoueaypsb
COr/lacoBaHusi IKCMEPTHOIO 3aK/THOUEHNS HA 3aPEMCTPUPOBAHHOE
MeMLMHCKOE U3genve B rocyaapcTse (rocyaapcTaax) npusHaHmst

10. Cnoco6b nosnyyeHunsi yefoMneHuii (peLLeHmin)
OT YMNOSIHOMOYEHHOIO OpraHa (3KCNepTHOW opraHmn3avmm)

pedepeHTHOro rocyaapcTaa:

JINYHO noA pocnncb

3aKa3HbIM NOYTOBLIM

oTnpas/ieHneM C yBeJOM/IEHNEM O
BPYyYEHUN

B 3/1EKTPOHHOI chopme

(npwu BbIGOPE AAHHOrO cnocoba
HeobXoAMMO ykasaTb agpec
(apgpeca) aNneKTpoHHO NoYThI, Ha
KOTOpbIi cnegyeT HanpasuTb
yBeAOM/IEHNS)

DB dhopme

ANIEKTPOHHOIO AOKYMEHTAQ,
noanncaHHoOro 3]'IeKTpOHHOI7I
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noanmcbio

11. Cnoco6 nonyyeHus: permcTpaLoHHOro y40CTOBEpeHNs

MEANLMHCKOIo n3genusa n npuioxXeHnsa K Hemy:

DHa BYyMakHOM

HOcuTene IM4Ho

DHa 6yMaXKHOM

HOCUTEse C OTNPAaBKOI 3aKas3HbIM
MOYTOBbLIM OTNPAB/IEHNEM C
YBEAOM/IEHNEM O BPYUYEHUN

lapaHTMpyto AOCTOBEPHOCTb U MAEHTUYHOCTL MHGYOPMALIMK, CoAepXKaLLelics B 3asiBEHUN.

(aata nogaun 3asBneHus)

(9.1.0. n ponxHOCTL pyKoBOAUTENSA NPOU3BOAUTENS

(ynonHomoueHHOro npeactaBuTens
npou3BoauTenNs))

(nognuce, neyaTb Npon3BoAMTENS
(ynonHomou4eHHOro npeactaBuTens
npounssoauTens))

Mpunoxexne N 12

K Mpasunam permcrpaumm n aKcnepTusbl
6e30nacHOCTU, KayecTBa 1 aPeKTUBHOCTH
MEeANLMNHCKNX n3gennii

nepe‘-IEHb AOKYMEHTOB, H606XO,D,I/IMbIX And nposegeHud npoueaypbl cornacoBaHUA 3KCNEPTHOro
3aK/1loHeHud Ha 3apeructpuposaHHoe veamunHCkKoe nsgenue

HavnmeHoBaHve JOKyMeHTa

MpumeyaHne

1. 3asBneHVe 0 NPOBEAEHUN COMIACOBAHNS AKCNEPTHOTO
3aK/0YEHUS HA 3aPETMCTPUPOBAHHOE MEAULIMHCKOE
usgenue

no dhopme, npegycMoTpeHHol npunoxeHnem N 11 k

MpaBunam perncrpaumm n akcnepTnsbl 6e30NacHOCTH,

KauecTBa U 3hNEKTUBHOCTU MEANLIMHCKNX U3ENNNA,

YTBEPXAEHHBIM

Pewenvem CoseTa EBpa3niickoii 3KOHOMUYECKOA
komuccum ot 12 doeBpans 2016 r. N 46

2. [loroBop Npou3BOAMTENS C YNO/THOMOUYEHHBIM
npeacTaBuTeNnieM Npon3BoaMTENS NGO ero konus (Npw
HaNMuMM ynosIHOMOYEHHOIO NpeacTaBuUTens
NPON3BOANTENS)

KOMusi 3aBepsieTcs B COOTBETCTBUM C
MeXayHapOoHbIMY HOPMaMK1 3aBEPEHUST U
HOpMamm 3aBEPEHUS], YCTAHOB/IEHHBIMU
3aKOHOAATE/NIbCTBOM pedepeHTHOro rocyAapcTea

3. JoBepeHHOCTb OT NPOU3BOANTENS UMK
YNOMTHOMOYEHHOTI0 NPeACTaBUTENS MPOU3BOAUTENS HA
npaBo NpefCcTaB/IeHUs1 MHTEPECOB NMPW NPOBEAEHNN
npoueaypbl COrnacoBaHNsa aKCNEPTHOTO 3aK/l0HeHNs Ha
3aperncTpupoBaHHoOE MeanLUMHCKoe usgenue (npu
HeobXxo4MmMoCTK)

B COOTBETCTBMN C MEXAYHAPOAHbIMWN HOPMaMMn
3aBepeHna i HopmMmamMm 3aBepeHnd,
YCTaHOB/1IEHHbLIMW B COOTBETCTBUMN C
3aKoOHOAaTe/IbCTBOM rocygapcrea - YieHa
EBpaBI/Ii/‘ICKOFO 9KOHOMMYECKOro cor3a

4. laHHble 0 MapKMPOBKE U yNaKoBKe, yTBEPXAEHHbIe Npy

3aBepsoTCs NpoussoauTenem (YNonHOMOUYEHHbIM
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O lMpaewnax peructpaumm 1 akcnepTr3bl 6e30MacHoCTH, kKayecTsa
mapTa 2023 roga)
PeweHue Cosema ESK om 12.02.2016 N 46

1 3hPEKTMBHOCTU MEANLMHCKNX U34enuii (C nameHeHnsMmm Ha 30

CrtpaHuua 68

perncTpauum MeguLMHCKOro U3fenns ¢ y4eToM BHECEHHBIX
N3MEHEHWIA B permcTpauyoHHoe AoCbe MEAULIMHCKOIO
n3genuns (NOMHOLUBETHbIE (C yka3aHWeM KOAVPOBKN LiBETA)
MakKeTbl YMakOBOK ¥ 3TUKETOK), TEKCT MapKMPOBKY Ha
rocyapCTBEHHbIX A3blKax rocy4apcTB NpU3HaHUS,
yKa3aHHbIX B 3asB/IEHNM O NPOBEAEHUN COrNacoBaHns
3KCMepPTHOro 3aK/THHEHNS Ha 3aperncTpupoBaHHoe
MeAuLMHCKoe n3genue) (Nnpu HeobxoaMMocCTH)

npeacTaBuTeNIeM NPON3BOANTESS)

5. QkcnnyaraunoHHbIl AOKYMEHT U UHCTPYKLUMSA NO
NPUMEHEHNI0 MEeANLMHCKOTO N34enns, PyKkoBOACTBO NO
CEePBUCHOMY OBC/YXXMBAHWIO, YTBEPXAEHHbIE MPU
pervcTpauum MegULMHCKOTO N3AENNs C yH4eTOM BHECEHHbIX
N3MEHEHWIA B perncTpaLyoHHoe A0Cke MEAULIMHCKOTO
M3[enusi, Ha rocyapCTBEeHHbIX A3blKaxX rocyAapcTB
NpU3HaHWUA, yKazaHHbIX B 3aB/IEHNN O NPOBEAEHNN
COrNacoBaHns 3KCNEPTHOrO 3ak/THUEHUs Ha
3aperncTpupoBaHHOE MeanLUMHCKoe usgenue (npu
HeobxoaMmocTm)

3aBepsTCs NpoussoauTenem (YNonHOMOUYEHHbIM
npeacTasuTeneM Npou3BoanTENs)

6. PernctpaunoHHoe yoCcToBEPEHNE MEANLIMHCKOTO
n3genuns EBpasmiickoro aKOHOMMYECKOro COK3a IM60 ero
ayoénukar

MpunoxeHne N 13

K MpaBunam permcrpaumm n aKcnepTusbl
6e30nacHOCTH, KavyecTBa 1 adheKTUBHOCTHU
MEeANLMHCKNX n3aennii

POPMA
3asiBNieHNsi 06 OTMeHe AelcTBUA (aHHY/IMPOBaHUN) PErvcTPaLMoHHOIO yA0CTOBEPEHUS
MeAULMHCKOro nusaenus

B
E

YNOSIHOMOYEHHBIV OpraH rocyaapcTea - uneHa
BPa3MIAiCKOro 3KOHOMMUYECKOrO Coto3a

(HanmeHoBaHVe pedepeHTHOro rocy4apcTsa)

3AAB/NEHNE
06 OTMeHe feiicTBUA (AHHYIMPOBaHUM) PErncTPaLMOHHOIO YA0CTOBEPEHUSI MEAVLMHCKOIO u3aenvsi

(nonHoe 1 cokpalyeHHoe (Npy Hannuum), B TOM Yncne o

MPMEHHOE, HanMeHoBaHuA nmuya, OT UMEHW KOTOPOro

nogaeTcs 3asiB/ieHve (NPon3BoaMTeNb (YNOTHOMOYEHHbI NpeacTaBnTeNb NPOM3BOANTENSA), OpraHN3aLMoHHO-
npasoBas hopma pUaNYECKOro nmua)

HacTosIWLMM MNPOCUT OTMEHWUTb AeliCTBUE PErncTPauuoHHOMO YAOCTOBEPEHUS MEAULIMHCKOrO W3aenus
(aHHyNMpoBaTh perucTpaLvoHHOe YA0CTOBEepeHre MeULMHCKOro 13aenmsl)

(HaMmeHOBaHVE MEAULMHCKOTO U3aenus (C ykasaHneM mMogenu (Mapku) MeauLmMHCKOTo 13fenus, ee coctasa
NpUHaANeXHoCTelR))

NC «Texakcneprt: 6 nokoneHue» VIHTpaHeT



O lMpaewnax peructpaumm 1 akcnepTr3bl 6e30MacHoCTH, KayecTsa U APAPEKTUBHOCTU MEAULMHCKNX U3Aenunii (C n3mMeHeHnsamu Ha 30
mapTa 2023 roga)
PeweHue Cosema ESK om 12.02.2016 N 46

CrtpaHuua 69

(/J'aTa perncTtpaunn MmeanunHCKoro nsaenna n Homep perncTpaymMoHHOro yaoctoeepeHmna meanumnHCKoro V|3,qen|/|9|)

B CBSI3U C
(yKasblBaeTcs npuynHa)
(gara nogaumn 3asBneHus)
(P.1.0. 1 BOMKHOCTL PYKOBOAWTENSA NPOM3BOAUTENSA (noanuce, nevarb NPON3BOAMTENS
(yno/sHOMOYEHHOro nNpeAcTaBuTesNs NPoOn3BOANTENS)) (YynosIHOMOYEHHOrO npeacTaBuTens

nponsBogmnTens))

Pepakumsa fokyMeHTa ¢ y4eToMm
N3MEHEHWIA 1 AOMOSTHEHWNIA NOArOTOBNEHA
AO "Kopgekc"

O lMpaBunax perucrpauum u aKkcnepTnlbl 6€30NacHOCTU, KavyecTBa U 3EKTUBHOCTU
MeaNLUNHCKUX n3aennii (c nameHeHusamm Ha 30 mapta 2023 roga) (UctouyHuk: MCC
"TEXSKCMEPT"

NC «Texakcneprt: 6 nokoneHue» VIHTpaHeT
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