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"O lMpaBunax perncrpauum u sKcr...

COBET EBPA3MUCKOW 9KOHOMUYECKON KOMUCCUU

PELLUEHUE
ot 12 ¢peBpans 2016 r. N 46

O NMPABUIAX
PErMCTPALIUN N SKCMNEPTU3bl BE3OINACHOCTU, KAYECTBA
N 3OPEKTUBHOCTU MEOAUMLUUHCKUX U3OENUN

Cnucok U3MEHSIOIINX TOKYMEHTOB
(B pen. pemenuii CoBeta EBpa3uiickoil 5)KOHOMUYECKONH KOMUCCHUH
ot 24.12.2021 N 144, ot 19.05.2022 N 84, ot 30.03.2023 N 50)

B cootBercTBHM ¢ yHkToMm 2 ctathu 31 JloroBopa o EBpazuiickoM 3KOHOMHYECKOM COr03€ OT 29
Mmas 2014 roga, nynkramu 2 u 4 cratbu 4 CornameHuss 0 €JUHBIX NPUHIUIIAX U IPaBUIaX OOpalIeHUs
MEIUIMHCKUX H3JeNUi (M3IeIuil MEAMIIMHCKOTO Ha3HAYeHHS M MEIUIIMHCKOM TEXHUKH) B paMKax
EBpaswmiickoro sxoHomuueckoro coroza oT 23 nexabpsi 2014 roma, mynktom 92 mpunoxkenuss N 1 k
Pernamenty pabotel EBpasuiickoil 5KOHOMHUYECKOW KOMHCCUH, yTBepkaeHHOMY Pemenuem Bricuiero
EBpasuiickoro skonomudeckoro cosera ot 23 aexadps 2014 r. N 98, u B nensx ucnonaHeHus: Pemenus
Briciiero EBpasuiickoro skoHommuueckoro coseta oT 23 nekabps 2014 r. N 109 "O peanuzanuu
CornameHus O €IMHBIX NPUHLUMIAX U I[paBWiIax oOpalleHus MEAMLMHCKUX W3Aenud (u3aenui
MEIULHUHCKOT0 Ha3HAUYEHUS U MEAUIIMHCKOW TEXHUKH) B paMKax EBpa3nuiickoro 3KOHOMUYECKOTO coro3a"
Coget EBpa3uiickoil 5KOHOMUYECKON KOMUCCUU PELIHIL:

1. YtBepauth mpuiaraemsle llpaBuia peructpanuy U SKCHEPTU3bl O€30MAaCHOCTH, KauecTBa U
3¢ (HEeKTUBHOCTH MEIULIMHCKUX u3Aenui (nanee - [lpaBuna).

2. Y1patun cuiy. - Pemnenne Cosera EBpa3zuiickoil skonHoMuueckoi komuccuu ot 30.03.2023 N 50.
3. l'ocynapcrBam-usienam a0 31 nexadps 2016 r.:

a) yTBEpIuTh pazMep cOOpoB (MONLIMH) WM UHBIX OO0S3aTENbHBIX IUIATEXKEH, MPeTyCMOTPEHHBIX
[IpaBunamMu, ¢ yd4eToM CIIOKHOCTH TIPOLIEAYp M OO0beMa BBIMOJHIEMBIX padOT, MPOBOJIMMBIX B
pedepeHTHOM rocyAapcTBe U TOCyJapCTBax MPU3HAHUS, B TOM YHUCIIE TIPU:

peructpaiii MEAUIIUHCKOTO U3JCIIHN;

9KCIICPTU3C 6G3OHaCHOCTI/I, Ka4deCTBa U B(I)CI)CKTI/IBHOCTI/I MCIUIIMHCKOI'O U3CIINA,
BHECECHMU M3MCHCHHUH B PErUCTPAINOHHOC JOCHEE MEIUITMHCKOTO U3ACIINA;
BbIaayc IIY6HI/IKE[TOB PErUCTpaluOHHBIX y,[[OCTOBCpCHPIﬁ;

0) onpenenuTh OpraHbl (OpraHU3aIt), OTBETCTBEHHBIE 32 OCYIIECTBICHUE PETUCTPAIINU, BHECCHHE
U3MEHEHUH B PETUCTPALIMOHHOE JOChE W HHBIE CBSI3aHHBIE C PETUCTpALMEN MEAMLIMHCKUX H3JEIUH
npoueaypsl, npeaycMoTpeHnble [lpaBunmamu, u npoundopmupoBaTh 00 3ToM EBpasuiickyro
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9KOHOMHYCCKYHO KOMHCCHUIO.

4. Hacrosiee Pemienue BcTynaeT B Cuily o ucteueHuu 10 KajieHIapHbIX JHEW C AaThl BCTYIUJICHUS
B cuiy IIporokona, moanmucanHoro 2 nexadps 2015 roga, o mpucoeaunennu PecryOnuku ApMeHust K
CorynameHu0 0 €AWHBIX MPUHIWIIAX W MpaBWIaX OOpalleHUus MEIUIMHCKUAX W3AeTud (M3menuid
MEJUIIUHCKOTO Ha3HAYCHUSI U MEIUIIMHCKON TEeXHUKH) B paMKax EBpa3suiicKoro sKOHOMHUYECKOTO COI03a
ot 23 nexabps 2014 roma, HO He paHee 4eM 1o ucteueHnr 10 KameHaapHbIX JHEH ¢ 1aThl OPUIIHATEHOTO
OImyOJTMKOBaHUs HACTOSIIETO Pemenust.

Unenst CoBera EBpazuiickoil 5KOHOMUYECKON KOMUCCHU:

Ot Pecniy6iinku OT Pecny6nuku Ot Pecnyosiukn Ot Keipreizckoit Ot Poccuiickoit
ApmMmeHns benapych . Ka3zaxcran PecniyOnuku Penepannu
B.I'ABPUEJISIH B.MATIOHIEBCKHUU B.CATMHTAEB O.ITAHKPATOB H.IIYBAJIOB

YTBEpKACHBI

Pemennem Cosera EBpasuiickoit
9KOHOMMUYECKON KOMUCCUU

ot 12 ¢espans 2016 r. N 46

NMPABUIIA
PEFMCTPALIUN N SKCMNEPTU3bl BE3OINACHOCTU, KAYECTBA
N 3OPEKTUBHOCTU MEOAUMLUUHCKUX U3OENUNA

Cnucok U3MEHSIOIMNX JOKYMEHTOB
(B pen. pemenuii CoBeta EBpa3uiickoil 5)KOHOMUYECKONH KOMUCCHH
ot 24.12.2021 N 144, ot 30.03.2023 N 50)

. O6wme nonoxeHns

1. Hacrosmue IIpaBuna pa3pabGoTaHbl B COOTBETCTBMU C IyHKTOM 2 crathu 31 JloroBopa o
EBpasuiickoM 3kx0HOMHUYECKOM coro3e OoT 29 masg 2014 roma m myHkroMm 2 crateu 4 CornameHus o
€IMHBIX TPUHIMIAX W MpaBUIaxX OOpAIeHUs MEAWIUHCKUX U3IAeNuil (M3aenuil METUIIMHCKOTO
Ha3HAYEHUS U MEIUIIMHCKOW TEXHUKH) B paMKax EBpa3uilckoro sKOHOMHYECKOTO coro3a OT 23 nexadps
2014 rona 1 ycTaHaBIMBAIOT MOPSAAOK MPOBEIECHUS MPOLEAYpP PETUCTPALIMU U SKCTIEPTH3bI OE30MaCHOCTH,
KadecTBa U d(PPEKTUBHOCTH METUITMHCKUX W3JIENHUI (Jajiee - dKCIepTru3a), COrIacoBaHUsI SKCIEPTHOTO
3aKJIIOUYEHHUS, YPETYIUPOBAHMs PA3HOIVIACUII B OTHOILEHUU COIVIACOBAHUS JKCIEPTHOTO 3aKIIOYECHMS,
BHECEHUS! U3MEHEHHUH B PEruCTPalMOHHOE JI0Che (B TOM 4YHCIIE€ B YBEAOMUTEIHHOM MOPSAKE), BBIIAUH
OyOnuKaTa pEerucTPallMOHHOTO YIOCTOBEPEHHS] MEIUIMHCKOTO H3/EIHs, COTJIacOBaHMs AKCIEPTHOTO
3aKJIIOYEHUs Ha 3aperuCTPUpPOBAHHOE MEIMIMHCKOE H3JeHe, a TaKKe NPUOCTAHOBJICHUS U (WIJIH)
OTMEHBI JIeHCTBUS (aHHYIMPOBAHUS) PErMCTPAIMOHHOIO YIOCTOBEPEHHS] MEIULMHCKOIO HU3JeNUs B
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pamkax EBpazuiickoro s5KOHOMHUYECKOTO coro3a (naiee - Coro3).

TpeboBanust Hacrosmux IIpaBun MOryT He HMPUMEHSATHCA B OTHOIICHMH MEAUIIMHCKUX HW3JIEIHA,
MOTPEOHOCTh B KOTOPHIX BO3HUKAET MIIU BO3PACTACT B YPE3BBIYAMHBIX CUTYAIUSAX, B YCIOBUSX BOSHHBIX
JEHCTBHI, yrpo3bl paclpoCTpaHeHHsI HOBBIX SMUAEMUYECKUX 3a00I€BaHU, TPEICTABIISIIOIINX OMIACHOCTb
JUISL OKPYXKAIOIIMX, MPU Yrpo3e OTCYTCTBUS HJIM OTCYTCTBUU MEAUIMHCKHX H3JEIUI Ha pPhIHKAX
rocynapctB - uieHoB Coro3a (manee - rocyaapcTBa-ujeHbl) B YCIOBUSAX BBEICHHUS OIPAaHUUYHUTEIHHBIX
SKOHOMHYECKUX MEp B OTHOIICHWH XOTS OBl OJHOTO M3 TOCYAapCTB-wieHOB. (OOpalleHHe TaKux
MEAUIMHCKUX HM3JEeNIMA Ha TEPPUTOPUSIX TOCYAAPCTB-WICHOB PETYIHUPYETCS 3aKOHOAATEIbCTBOM 3THX
rocyJapcTB-4JCHOB B TEUCHHUE JCUCTBUS YKA3aHHBIX YCIOBUN U YCTPAHEHUS UX MOCIICACTBUM.

(B pen. pemennsi CoBera EBpasuiickoit s3xoHOMHUeckoi komuccuu ot 30.03.2023 N 50)

2. Jns neneit nacrosmux [IpaBuit HCMIONB3YIOTCS MMOHATHSI, KOTOPBIE 03HAYAIOT CIEAYIOIIEE:

"0e30MacHOCTh MEIUIIMHCKUX HU3JENUi" - OTCYTCTBHE HEAOMYCTUMOIO PHUCKA, CBS3aHHOTO C
MIPUYMHEHUEM BpPE/Ia )KU3HU, 3/I0POBBIO YEJIOBEKA, OKPY’KaIOILEH Cpe/Ie;

"Bamumanusa' - TMOJATBEPXKACHHE TOCPEJACTBOM IIPEJICTABICHHUS OOBEKTUBHBIX CBHJICTEILCTB
BBITIOJTHEHUS TPEOOBAHUH, MPEAHA3HAYCHHBIX JJI1 KOHKPETHOTO MCIIOJIb30BAHUS WA IPUMCHCHHS,

"Bepudukanus" - TOATBEPKICHUE HA OCHOBE TMPEJCTaBICHUS OOBEKTUBHBIX CBHJICTCILCTB
BBITIOJTHEHUS YCTAHOBIICHHBIX TPEOOBAHHUI;

"rocynapcTBO  mpu3HaHUSA" - TOCYJapCTBO-WJIEH, YINOJHOMOYEHHBIH Opran (3KcmepTHas
OpraHmsanus) KOTOpPOTO OCYIIECTBISIET TMpPOLENypy COIJIaCOBAaHUS OJKCHEPTHOTO  3aKIIOYEHHUS
pedepeHTHOT0 roCcyaapCTBa;

"moKa3aTeNbCcTBa MEPBOM CTOPOHBI" - MOKa3aTelbHbIE MaTepHasibl (JOKYMEHTBI) MPOU3BOAUTENS
MEIULMHCKOTO U3eNus (IPOTOKOJIBI COOCTBEHHBIX MCIIBITAHUH (MCCIIEI0BAaHMIT), B TOM YHCIIE BbIIAaHHBIE
UCIBITaTEIbHBIMU  JIA0OpaTOpUsIMU  (LIEHTpaMHU), aKKpPEIUTOBAHHBIMH B HAIMOHAJIBHOM CHCTEMeE
aKKpeOUTAllMHA TOCYAapCTBa-4IEHA, PE3YJIbTaThl KIMHUUECKOTO NMPUMEHEHHS MEAMLIMHCKOIO U3AEIUS U
Jpyrye MaTepuabl);

"eNWHBIH peecTp MEAMLMHCKUX W3JeNUM, 3aperucTpupoBaHHBIX B pamkax EBpasuiickoro
SKOHOMMYECKOTO cOr03a" - 3JIEKTPOHHAs 0a3a JAHHBIX MEIULUHCKUX U3JIEIHUN, 3aperUCTPUPOBAHHBIX B
COOTBETCTBUHM ¢ HacTosimumu [IpaBunamu;

"3asBUTENB" - MPOU3BOAUTEN MEIUIIUHCKOTO U3/ICIIHS WU €r0 YIIOJTHOMOYEHHBIN PEACTABUTENb;

"KauyecTBO MECIUIMHCKOI'O I/I3,Z[CJ'II/ISI" - CTCICHb COOTBECTCTBUA COBOKYIIHOCTH CBOWCTB H
XapPaAKTCPUCTHK MCIUITUHCKOI'0 U3CJINA HA3HAYCHUTIO, YCTAHOBJICHHOMY ITPONU3BOJUTEIICM,

"MEeMIIMHCKUE U3JIeNus I AMarHOCTHKH in Vitro" - Jr00ble MHCTPYMEHTBI, almnaparsl, NpHOopHl,
o0opy/noBaHuE, MaTepHallbl, peareHThl, KaJuOpaTopbl, KOHTPOJIbHbIE MaTepuaibl U MpPOYHE H3IENHUS,
IpUMEHSEMbIE B MEAMLUMHCKUX LEISIX IO OTAEIbHOCTH MM COBMECTHO, a TaKKe BMECTEe C
MNPUHAJJIC)KHOCTAMHU HW  CHCHHAJIIBHBIM  IIPOrpaMMHBIM O6€CHC‘—ICHI/IGM, HeO6XO)II/IMI)IMI/I s UX
OPUMEHEHHs 10 Ha3HAYCHWIO, W MpeJHA3HAUYEHHBbIC TPOU3BOJUTENEM [UIi NPUMEHEHHUS NpU
UCCIIEIOBaHMAX 1n Vitro oOpa3noB OMOJIOIMYECKUX MaTepUalioB YelloBeKa JUIsl MOIYYeHUs] MHPOpMalUu
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OTHOCUTENIBHO  (PU3UOJOTMYECKOTO WJIM TAaTOJIOTUYECKOTO COCTOSIHUS  (BPOXKIEHHOM MMATOJOTHH,
MIPEIPACIOIOKEHHOCTH K OIpPENeICHHOMY KIMHMYECKOMY COCTOSIHUIO WM OO0JIE3HH), COBMECTUMOCTH
TKaHEW ¢ MOTEHLIMAJIbHBIM PELIMIIMEHTOM, IPOTHO3UPOBAHUS PEaKLUil Ha TEPANIeBTUUYECKHUE BO3/IEHCTBHUS,
BBIOOpA TEPANEeBTUUECKUX CPEICTB U (MIIH) KOHTPOJIS JICUCHUS;

"Mozgenb (Mapka) MEAMIIMHCKOrO u3Jenus" - BapuUaHT MCIHOJHEHUS MEIULMHCKOTO H3JeNus,
XapaKTEPUIYIOITUICS OIPEIeICHHBIMU KOHCTPYKTUBHO-TEXHOJOTHYECKUMH PEUICHUSIMHA U KOHKPETHBIMH
3HAYEHUSMU MOKa3aTelel ero meneBoro ((pyHKIMOHAIBHOTO) Ha3HAUCHUS;

"MPUHAUICKHOCTE'" - M3JENKe, HE SBIISIONICECS MEIUIMHCKAM H3JCIIUEM, NMpeAHa3HauYEeHHOE €To
MIPOU3BOUTENIEM /I COBMECTHOTO IPUMEHEHUS C OJAHUM MM HECKOJIbKUMH MEAUIIMHCKUMH U3JETUIMU
IIPU UCIIOJIb30BAaHUHU B COOTBETCTBUU C MX Ha3HAYCHHEM;

"MpPOU3BOIUTENh MEAMIIMHCKOTO u3nenus", '"mpoW3BOAUTENb" - IOPUAUYECKOE JIMIO WIIH
¢dbusznueckoe JMIO, 3apPEerUCTPUPOBAHHOE B  KayecTBe HWHAMBUAYaJIbHOTO  IpPEIINPUHUMATEIS,
OTBETCTBEHHBIE 32 Pa3pabOTKy U U3rOTOBJIEHNE MEAUIIMHCKOIO U3/EIus, AETIA0IINe €ro JOCTYIHbBIM s
WCIOJIb30BaHUS OT CBOETO UMEHH HE3aBUCHUMO OT TOTr0, pa3paboTaHo U (W) U3TOTOBJICHO MEIUIIMHCKOE
W3/IeNIMe 3THUM JIUIIOM WX OT €ro MMEHU JIPYruM JUIOM (JUIlaMHu), U HECYIIHe OTBETCTBEHHOCTh 3a
0€301MacHOCTb, KauecTBO U 3((HEKTUBHOCTH MEIULIMHCKOTO U3/IEIINS;

"IPOM3BOJICTBEHHAS TUIOMIAKA" - TEPPUTOPHUAIEHO 000COOICHHBI KOMIUIEKC, MpeIHa3HAYeHHBIN
JUI BBIIIOJIHEHMSI BCEro IpoLecca MPOU3BOJACTBA MEIMIIMHCKOTO H3JENIUs WM €ro ONpeAeTeHHbIX
CTaIIui;

"pPErucTpallnOHHOE 10ChE" - KOMIUIEKT JOKYMEHTOB M MAaTEpHAJIOB YCTAHOBJIEHHON CTPYKTYDBI,
MIPEACTABIISIEMBIM 3asBUTENIEM IIPU IPOBEACHHUM NMPOUEAYP PETUCTPALMU U DKCIEPTU3bI, COIIACOBaHUSA
HKCHEPTHOTO 3aKIIOYEHUs, BHECEHUS M3MEHEHHUH B PpErucTpallMOHHOE J0chke (B TOM YHCIEe B
YBEJOMUTEIBHOM MOPSAJKE), BbIJAYM AYyOJUKaTa PETUCTPALMOHHOTO YAOCTOBEPEHUS MEIUIIMHCKOTO
U3JENINs, COTJaCOBaHUS DKCIIEPTHOIO 3aK/IIOYEHHUS Ha 3apETHCTPUPOBAHHOEC MEIULIMHCKOE H3JECIIUE,
OTMEHbI JEHCTBHUS (QaHHYJIMPOBAHUS) PETUCTPALIMOHHOIO YIOCTOBEPEHUS MEIULMHCKOrO H3Aenus, a
TaK)Ke€ OpUIrMHaNbl M (WIM) KONUM MHBIX JIOKYMEHTOB, HMEIOIIMX OTHOLIEHHE K KOHKPETHOMY
MEAUIMHCKOMY H3JeNUI0  (pEelIeHUH YIOJIHOMOYEHHBIX OpraHoB (PKCIEPTHBIX OpraHu3aluil),
IIPOTOKOJIOB 3acefaHuii KOHCyJIbTaTUBHOTO KOMMTETa IO MEIMLUMHCKAM un3nenusaM npu Kosuterum
EBpa3zuiickol SKOHOMHYECKOM KOMMCCHH, JOKYMEHTOB, IIPEJICTAaBICHHBIX IIPU ypEryJINpOBaHUU
pa3HOIJIaCHi, OTYETOB O pe3yJibTaTax MHCIEKTUPOBAHUS IPOU3BOJICTBA U TIP.);

"perucTpallioHHOEe yIOCTOBEpEeHHE" - MTOKYMEHT €IWHON (HOPMBI, TMOATBEPKIAOIMMN (HakT
pErucTpalyi MEAULIMHCKOTO U3/IeTUsl HA TEPPUTOPUH OJJHOTO MIIM HECKOJIBKUX TOCYJapCTB-UJICHOB;

"perucrpanys MEIUIMHCKOTO m3nenus’, "perucrpanusa’ - mpoueaypa BbIIA4d YIOJIHOMOYEHHBIM
OopraHoM peepeHTHOro TOCYAapCTBa pa3pelleHus] Ha BBITYCK B OOpallleHne METUIIMHCKOTO U3/IeIus Ha
TEPPUTOPUHN OJTHOTO UJIM HECKOJIBKHMX FOCYAAPCTB-UJICHOB;

"pedepeHTHOE TOCYHapcTBO" - BBIOpPAHHOE 3aABUTENEM TOCYAApCTBO-WICH, YIOJIHOMOYEHHBIN
opras (’KcrepTHas OpraHu3aIis) KOTOPOTro OCYIIECTBISIET PETUCTPALIMIO U SKCIIEPTHU3Y;

"YyIIOTHOMOYEHHBIM  opran" - opral TOCyJapCTBEHHOM  BJIACTM  IOCYyJapCTBa-uwiIeHa,
YIOJHOMOYEHHBI Ha OCYILECTBICHHE M (WIM) KOOPAMHALUIO NESATENIbHOCTH B cdepe oOpanieHus
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MEJIUIUHCKUX U3/ Ha TEPPUTOPUHU ITOTO FOCYJapCTBA-UIICHA;

"YyIOJITHOMOYEHHBIE ~ OpraHu3aluuu’ -  OpraHu3alvd, BKIKOYEHHbIE B  €IUHBIA  peecTp
YIOJHOMOYEHHBIX  OpraHW3alliuii, HWMEIOIIMX MpaBO MPOBOJUTH  HUCCIEAOBAHUS  (UCIIBITAHUSA)
MEIUIIMHCKUX W31 B LEISIX UX PETUCTPAllHH;

"'YIIOTHOMOYEHHBIN MPEACTaBUTEIb MPOU3BOAUTENA" - IOPHINYECKOE JIUIO MIH (PU3HUECKOe JIUIIO,
3apEerUCTPUPOBAHHOE B KAdyeCTBE WMHIUBUAYAJIBHOIO IpPEINpPUHUMATENs, SBISAIOLIMECS Pe3UIEeHTaMU
roCyJapCcTBa-wieHa U YIOJIHOMOYEHHBIE MPOU3BOAUTENIIEM B COOTBETCTBHM C JIOTOBOPOM JHOO HHBIM
IIPEYCMOTPEHHBIM 3aKOHOIATENILCTBOM I'OCYJapCTB-UWICHOB JIOKYMEHTOM IIPEJCTABIATh €r0 HHTEPECH U
HECTH OTBETCTBEHHOCTh B YaCTU OOpalleHMs] MEAUIMHCKOro u3aenusi B pamkax Coro3a U MCIOIHEHMS
00s13aTeNIbHBIX TPeOOBaHUH, IPEIbABISIEMBIX K MEUIIMHCKUM U3EIIHIM.

3. Peructpanus MEOUIIMHCKOrO W3ZeNusl ABIAETCS 00sA3aTENbHBIM YCIOBHEM €ro BbIIIyCKa B
oOpaiieHue Ha TEPPUTOPUU OJHOTO WJIM HECKOJIbKHUX TOCYJapCTB-UICHOB U  OCYIIECTBISETCS
VIIOJTHOMOYEHHBIM OpTaHoM pedepeHTHOro rocyaapctBa. llpm 3TOM THpPEIBABISIOTCS OJMHAKOBBIE
TpeOOBaHUs B OTHOLICHUU MEAMIIMHCKHUX U3JIEJIHH, MPOU3BEACHHBIX Ha TaMOXeHHON Tepputopuu Corosa
1 BBE3EHHBIX Ha TAMOXXEHHYIO TeppuToputo Coro3a U3 TPEeThUX roCy1apCTB.

4. B memsx perucrpanud MEAUIUHCKOTO W3JCIUsl TPOBOJUTCS OKCIEPTH3a 3KCIIEPTHOM
OpraHu3aIyeld, ONpeNeIeHHONW YIIOJHOMOYEHHBIM OPraHOM TOCyJapcTBa-wieHa (Jajee - SKCIEepTHas
opraHu3arus).

5. JoxymMeHTOM, TMOATBEPXAAOMMM (aKT PErucTpalvi MEAUIMHCKOTO W3AENus, SBISICTCS
PETUCTPAIIMOHHOE YIOCTOBEPEHHE, COCTABIIIEMOE 10 (hOpME U TIPaBHUIIaM COTJIACHO MpUiIokeHuio N 1.

Peructpanmonnoe ynocroBepeHue BblAaeTCs O0€CCPOUYHO U JAEMCTBYET Ha TEPPUTOPUU OIHOIO WM
HECKOJIbKUX FOCY/1apCTB-4JICHOB.

6. 3aperucTpupoBaHHOE MEAMIIMHCKOE W3JIeNHe JOJKHO COOTBETCTBOBaTh OOIMMM TpeOOBaHUSIM
6e3omacHOCTH M A(PGEKTUBHOCTH MEIUIMHCKUX M3JeNui, TpeOOBaHUSAM K HUX MAapKUpPOBKE H
SKCIUTyaTallMOHHOM JOKYMEHTallMl Ha HHX, yTBepkAeHHbIM Pemenuem Cosera EBpasuiickoit
SKOHOMHYECKOI Komuccun oT 12 despans 2016 r. N 27 (manee - O6mue TpedboBanus). OTBETCTBEHHOCTh
32 COOTBETCTBME  MEAMIMHCKUX  u3fenuid  OOmmm  TpeOoBaHUSIM  HECET  MPOU3BOAUTEND
(YHOJIHOMOYEHHBIH MPEeICTaBUTENb TPOU3BOIUTENS).

7. HpOI/I3BOI[I/ITeJ'II/I U3 TPECThbUX IroCyaapCTB JOJKHBI HA3HAYUTH YIIOJTHOMOYCHHOI'O IMPEACTABUTCIIA
MIPOU3BOIUTENISA, JCHCTBYIOIIErO B MEPUOJ OOpAIIeHUs MEIMIIMHCKOTO u3nenusi B pamkax Corosza, u
noaACpKUBaTb B aKTyaJbHOM COCTOSHHUU I/IH(i)OpMaIII/IIO O TaKOM TMPEACTAaBHUTECIIC IPOU3BOJIUTEIIA,
COZIEPIKAIYIOCS] B PETHCTPALIMOHHOM JIOCHE.

8. [IpousBoauTenp obecrieynBaeT BHEAPEHUE U MOJJIEPKAaHUE B aKTyaJIbHOM COCTOSTHUM CHCTEMBbI
MEHEJKMEHTa KauyecTBa MEIMIMHCKOIO H3AENUs B COOTBETCTBUU ¢ TpeOoBaHMSIMU K BHEIPEHHIO,
MOJJIEP’)KAHUIO U OLEHKE CHCTEMbl MEHEI)KMEHTa KauecTBa MEAMIIMHCKUX W3JENUA B 3aBUCHUMOCTH OT
MIOTEHLIMAJIBbHOTO PpUCKA MX INpUMEHEHUs, yTBepxkaeHHbIMM Pemenuem Cosera EBpasuiickoit
skoHOMHYeCcKO komuccuu oT 10 HosiOps 2017 r. N 106 (nanee - TpeboBaHus K cucTreMe MEHEKMEHTa
Ka4yecTBa).
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9. Jlo moiayu B yIOJHOMOYEHHBIA OpraH (SKCIEPTHYIO OPraHU3aIuio) pehepeHTHOro rocy1apcTBa
3as1BJICHUS O MPOBEACHUU IKCIEPTU3bl MEAULIMHCKOTO U3AEIINS U 3asIBJICHHUS O IPOBEJICHUM PETUCTpaluu
MEIULMHCKOTO U3enus o (opmam coraacHo npuiiokenusMm N 2 u 3 (nanee - 3asiBICHUS O PETUCTPALUN
U DKCIEPTU3E) 3asBUTEIb OCYIIECTBISIET cOOp J0Ka3aTeNnbCTB Oe30MmacHOCTH U 3(PGEKTUBHOCTH
MEIUIIMHCKOTO U3/I€THS U TOATOTOBKY COOTBETCTBYIOIIEIO PETUCTPALIMOHHOIO JJOCHE.

10. B niensix moaroToBKHM perucTpaliiOHHOTO JOChE 3asBUTEINb (TP HEOOXOIUMOCTH):

a) BIpaBe OOpAaTUTHCS B YIOJIHOMOYEHHBIH OpraH (SKCIEPTHYIO OPraHU3alHMI0) JUIS TOTY4eHUS
IIPEIBAPUTEIIBHBIX KOHCYJIBTALIMA II0 BOIPOCAM, CBS3aHHBIM C PETHUCTpAalUed M KCIEPTU30H, B TOM
4lCJie Ha BO3ME3JHON OCHOBE, B MOPSAKE, YCTAHOBJIEHHOM YIIOJIHOMOYEHHBIM OPIaHOM (3KCIEPTHOM
OpraHu3alyei) COOTBETCTBYIOIIETO IOCYapCTBa-uJIeHa;

0) B LEJIAX MOATBEPKICHUS COOTBETCTBUSA MEIUIIMHCKOTO u3aenust O0mmM TpeOoBaHUSIM:

HPOBOJIUT TEXHUYECKHE UCTIBITAHUS, UCTIBITAHUS (MCCIIE0BAHUS) C LEJIBbIO OLIEHKH OMOJIOIHYeCKOro
JNEHCTBUS MEAMIIMHCKOTO U3/ENNs, KIMHUYECKHE U KIMHUKO-J1a00paTOPHBIE UCIIBITAHUS (UCCIIEI0BAaHU)
MEIULMHCKOTO u3Jeauss Ju00 BKIOYAeT B  PErMCTPALIMOHHOE JIOChE HUMEIOIUECs JIJaHHbIE
(loKa3aTenbCTBa NEPBOM CTOPOHBI);

OPOBOJUT UCHBITAHUA B LEISIX YTBEPXKAEHUS THUIA CPEJICTB H3MEpPEHUH (B OTHOLICHUU
MEIAUIMHCKUX M3/EJINH, BKJIIOYEHHBIX B IE€pEYeHb BUJOB MEAMIMHCKUX M3JENUN, MOAJIeKAIUX
OTHECEHUIO TpPU HX PETUCTPALMM K CPEACTBAM M3MEpPEHMH, YyTBepkIaeHHbIM Pemenunem Cosera
EBpaswmiickoii sxoHoMH4Yeckoi kKomuccuu ot 12 ¢eBpans 2016 r. N 42) B mopsiike, yCTaHOBICHHOM
3aKOHOJATEIbCTBOM rOCyJapCTBa-ujieHa B 00JacTH 0OecreyeHHs €AMHCTBA W3MEPEHUH, B BBIOPAHHBIX
3asBUTEJIEM  OpraHU3alUsiX, YHOJHOMOYEHHBIX  (HOTH(QUIMPOBAHHBIX) B  COOTBETCTBHUH  C
3aKOHOZATEIBCTBOM IOCY1apCTBa-ueHa Ha IPOBEIEHUE UCIIBITAHUN CPEJICTB U3MEPEHMUI;

B) oOecreunBaeT MpoBeeHNEe MEPUOINIECKOTO (IJIAHOBOTO) UM BHEIIAHOBOTO WHCIIEKTUPOBAHMS
MPOU3BOJICTBA B LEJSX OIEHKH YCIOBUW MPOM3BOACTBA M OLEHKH CHCTEMBbl MEHEKMEHTa KadyecTBa
MIPOU3BOIUTEINSI B COOTBETCTBHUH ¢ TpeboBaHUSIMU K CHCTEME MEHE/PKMEHTA KayeCTBa.

11. Ilpu perucTpamuu M SKCHEPTH3E YIOJIHOMOYEHHBbIE OpraHbl (IKCIEPTHHIE OpraHU3aAINH)
B3aMMHO MPU3HAIOT PE3yJIbTaThl UCHBITAHUMN (UCCIIEJOBAHMI), YKa3aHHBIX B moAmyHkre "0" mynkra 10
HacToAmux IIpaBui, mpyu yciaoBHM, YTO OHM BBINOJIHEHBI cornacHO [IpaBunam npoBeneHUs TEXHUUECKUX
WCIBITAaHUN MEIUIMHCKUX W3JeNui, yrBepkaeHHbIM Permennem CoBerta EBpasuiickoil sKoHOMHYECKOH
koMuccuu ot 12 ¢espans 2016 r. N 28, [IpaBunam npoBeaeHUs HCCIEAOBaHUN (MCIBITAHUMN) C IIENBIO
OLICHKM OMOJOTMYECKOro JeHCTBUS MEIUIMHCKUX u3Aenuil, yrBepkaeHHbIM Pemenunem CoBera
EBpasuiickoil sxoHOMHYeckoi komuccuu ot 16 mag 2016 r. N 38, wimm IlpaBunam npoeneHus
KIMHUYECKUX U KIMHUKO-JIA0OpAaTOPHBIX HCHBITAaHUHM (MCCleOBaHUN) MEIUUMHCKUX H3AENuH,
yTBepkIeHHbIM Pemennem Cosera EBpasuiickoil skoHOMu4eckoit komuccuu oT 12 ¢espans 2016 r. N
29, COOTBETCTBEHHO, a TAaK)KE€ 3aKOHO/IaTEIbCTBY FOCY/IapCTBA-UIeHa B CIIy4ae MPOBEACHUS UCIIBITAHUN B
LEJSIX YTBEPKIECHUS TUIIA CPEACTB U3MEPEHUN.

12. Tlpu HeoOXOOUMOCTH YIOJIHOMOYEHHBIM OpraH (9KCIepTHas OpraHu3alus) HpUBIEKAET K
Y4acTHIO B DOKCIIEPTHU3€ BHEIIHUX DSKCIEPTOB, €CIM HX CIEeHUabHbIe 3HAaHUS HEOOXOTUMBI s
MIPOBEACHUS IKCIIEPTU3BIL.
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[IpeacraBuTeny yrnoaHOMOYEHHBIX OpraHU3alUid, MPOBOAMBIINE B OTHOILIEHHWUW MEIULIMHCKOTO
W3JIeusl, IPEJICTABICHHOTO Ha AKCIEPTU3Y, UCIBITAaHUs (MCCIIeJOBaHMs), YKa3aHHbIE B MOAMyHKTe "O"
nynkrta 10 Hactosimumx [IpaBui, a Takke NpeCTABUTENM UHCIICKTUPYIOIIUX OpraHu3aliuil, IpOBOIUBIINE
OLICHKY CHCTEMbl MEHE/KMEHTa KauecTBa (MHCIIEKTHPOBAaHHE IMPOU3BOJICTBA) MPOU3BOAUTENS TAKOIO
MEJIULIUHCKOTO U3/IENHsI, HE MOT'YT MIPUBJIEKATHCS K YyYaCTUIO B HKCIIEPTHU3E.

HpI/I IMPOBCACHUN OKCIECPTU3BI OKCICPT JOJDKCH OBITH HE3aBHCHM OT OpraHa wWjiMd JIMla,
HAa3HAYUMBUICTO OSKCIICPTHU3Y, IMMPOU3BOAUTCIIA, €r0o YIIOJIHOMOYCHHOI'O IPCACTABUTCIA WIX AOPYIUxX
3aMHTCPCCOBAHHBIX B PE3yJIbTaTaX 3KCIICPTU3EI JIMII.

B ciydae ecnu 3KcmepTy HM3BECTHBI OOCTOSATENBCTBA, MPEMSATCTBYIOUIME €r0 MPUBJICUYCHHIO K
IIPOBE/ICHUIO KCIEPTU3BI JINOO HE MO3BOJISAIONINE eMY COOII0AAaTh IPUHIUIIBI €€ IPOBEIEHUS, OH JJOJKEH
COOOIIUTH 00 3TOM PYKOBOJHUTEIIO YIOTHOMOYEHHOTO OpraHa (3KCIIepTHOM OpraHu3anun) pedepeHTHOro
rocyJapcTBa.

13. OTBETCTBEHHOCTh 3a JOCTOBEPHOCTh HH(OPMALMHU, IMPEICTABICHHOH B PETUCTPAMOHHOM
J0Che, HECET 3asBUTEb.

Koncynprantlnroc: mpumevanue.

O copepkaHUU M CTPYKTYpE JOKYMEHTOB PETUCTPALMOHHOTO TOChE MEJ. U3JETUs U MPOBEICHUIO
IKCMEePTU3bl 0€30MaCHOCTH, KadyecTBa M A(()EKTUBHOCTH B IEJSIX €ro peructpanuu B pamkax EADC
cM. Pexomenparmuro Kommrerun EDK ot 23.12.2024 N 27.

JIOKyMEHTBI perucTpaliiOHHOTO JOChE MPEICTABIAIOTCSA Ha PYCCKOM SI3bIKE B 3JIEKTPOHHOM BHJe. B
clydae eciM 3aKOHOJATEIbCTBOM pEe(EepeHTHOr0 TOCyJapcTBa HE MPEAYCMOTPEHAa BO3MOXHOCTH
oopMieHHs YKa3aHHBIX JJOKYMEHTOB B 3JIEKTPOHHOM BHJE, YHNOJHOMOYEHHBIH oOpraH (dKcHepTHas
opranuzamnysi) pedepeHTHOro TrocyJapcTBa BIIpaBe 3alpPOCHUTh TaKHe JTOKYMEHTHI (MX KONHMH) Ha
OyMa)KHOM HOCHUTEJIE.

B cnydae mnpenocraBineHHs JOKYMEHTOB PETHCTPAL[MOHHOIO JOChE Ha OyMaXHOM HOCHTENE
3asBUTEINb TAKXKe MPEJAOCTABISAECT UX AIIEKTPOHHbBIE KOIIUU Ha 3JIEKTPOHHOM Hocutene (B ¢popmare *.pdf ¢
TEKCTOBBIM CJIOEM C BO3MOKHOCTHIO BBIACJICHUS U KONMMPOBAHHS TEKCTa, a TAKKE OCYIIECTBICHUS
MOHUCKA). JEKTPOHHBIE KOIUHU JOKYMEHTOB JOJDKHBI OBITh TpEICTaBlI€Hbl B COOTBETCTBUHU C
KJIaCCU(UKATOPOM  BHUJOB  JOKYMEHTOB  PETHCTPAllMOHHOTO  JIOCbE  MEIULMHCKOIO  W3JeNHs,
yTBepxkacHHbIM PemenneM Komternn EBpasniickoil skoHOMHYecko komuccuu ot 3 anpens 2018 r. N
48.

OKCIUTyaTallUOHHBIA JTOKYMEHT WM HMHCTPYKLUMS 10 TNPUMEHEHHI0 MEIUIMHCKOTO W3ENHs,
PYKOBOJCTBO TIO CEPBHCHOMY OOCITY)KMBAHHIO M TEKCT MAPKHUPOBKH MEIUIIMHCKOTO H3ICIHS
JIOTIOTHUTEIBHO MPEICTABISAIOTCS HA TOCYJApPCTBEHHOM SI3bIKE (TOCYIApPCTBEHHBIX SI3bIKAX) TOCYIapCTB-
YJICHOB NMPU HAJTMYHH COOTBETCTBYIONIUX TPEOOBAaHUHN B 3aKOHO/IATEIILCTBE TOCYaPCTB-UICHOB.

I[OKYMCHTBI PETUCTPAUOHHOI'0 JOCHE, IIPCACTABIICHHBIC HAa HWHOCTPAHHOM A3BIKC, IOJIKHBI
COIMPOBOXKAATbCA IMEPEBOAOM  HaA pyCCKI/Iﬁ A3BIK, 3aBCPCHHBIM B TIOpAAKE, YCTAaHOBJICHHOM
3aKOHOJAaTCIIbCTBOM peq)epeHTHoro rocyaapcraa.

14. Tlpu wucYMCIIEHMH CpOKa IPOBEAEHHUS YIOJIHOMOYEHHBIMU OpraHamMH (SKCIEPTHBIMU
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OpraHu3alusIMu) IpoLeryp, NPeayCMOTPEHHBIX HacTosAuMuU [IpaBuiiaMu, HE YYUTHIBAIOTCS CIIEIYIOLINE
CPOKHU:

a) Mepuoj CO JHS HalpaBJCHUS YIOJHOMOYEHHBIM OpPraHOM (SKCHEPTHOW OpraHu3alueil)
pedepeHTHOro TOocynapcTBa 3asBUTENIO 3alpoca JUOO0 yBEIOMIIEHHS O HEOOXOJUMOCTH YCTpaHEHUs
BBISIBJICHHBIX HApYIICHUH U (WJIH) MPEACTABICHUS OTCYTCTBYIOIIUX JOKYMEHTOB JINOO O HEOOXOIMMOCTH
MIpe/ICTaBJICHHs KOMUN JTOKYMEHTOB 00 OIulaTe MpOLEAypbl COTJIACOBAHMS SKCIIEPTHOIO 3aKIIIOUEHUS B
rocyaapcTBe (rocynapcTBax) MpU3HAHUS 1O JIHS MOJYYCHHUS! YIOJHOMOUYEHHBIM OPraHOM (IKCIEPTHOM
opranuzaiyeii) peepeHTHOro rocy1apcTBa OTBeTa Ha Takoi 3arpoc J1u00 yBeIOMIICHHE,

0) CpOK, HEOOXOIWUMBIA JJIsi OpraHU3aldd W TPOBEACHUS WHCICKTUPOBAHUS IPOU3BOJCTBA (B
cllydae MpOBECHUS] MHCIIEKTUPOBAHUS MPOU3BOCTBA B PaMKaX MPOLEIYp PETUCTPALIUU U SKCIIEPTHU3HI);

B) CPOK, HEOOXOIMMBIHN JI HAMPABICHUS OTYETa O PE3yJIbTaTaX WHCIEKTUPOBAHUS MPOU3BOICTBA
MHCIEKTUPYIOLIEH opraHu3anuei (B ciydae, €Clid €€ pOJib HE BBINOJHSAET YIMOJHOMOYEHHBIH Opra
(aKcmiepTHast OpraHu3aiysi)) B YIOJHOMOUYECHHBIA OpraH (9KCHEPTHYIO OPraHU3allMI0) JUIsl BKIFOUYECHUS B
PETUCTPALIMOHHOE J0Che (B CiIy4ae MPOBEICHHS MHCIEKTUPOBAHMS MPOU3BOJCTBA B paMKax MPOLEAYP
PEruCTpalvK U SKCIIEPTHU3HI);

') CPOK COTJIaCOBaHUs C 3asBUTENIEM HeoOxoauMocTu obpaieHus B KoHCynbTaTUBHBIN KOMUTET IO
MeauUUMHCKUM u3aenusMm npu  Komteruu EBpa3suiickol SKOHOMHUYECKOW KomHCccHH (maiee -
KoHcynpTaTUBHBIN KOMUTET).

15. Pacxozp! Ha MpoLeayphl perucTpaliui U S3KCIEpTU3bl, COTIACOBAHUS IKCIIEPTHOIO 3aKIFOUEHHUS,
BHECEHUSI U3MEHEHHUI B PErHMCTPAIMOHHOE JO0ChE (B TOM YHCIE B YBEAOMUTEIBHOM MOPSIKE), BbIIAUU
nyOnukaTa pEerucTpaliOHHOTO YAOCTOBEPEHHS WM COIJIACOBAHMSI SKCIEPTHOTO 3aKIOYeHHs Ha
3apETUCTPUPOBAHHOE MEIMIMHCKOE M3JCIIME HECET 3asBUTEIb B COOTBETCTBUU C 3aKOHOJATEILCTBOM
rocyzapcrBa-ujeHa.

16. Peructpamust ocyuiecTBisieTcs peQepeHTHBIM TOCYAapCTBOM IO MTOraM »JKCHEpTH3bl U
COTJIACOBAHUS IKCIEPTHOTO 3aKIIOYEHHS TOCYAapCTBOM (roCcyAapCTBaMu) MPU3HAHUS.

17. VYHoiaHOMOYEHHbIE OpraHbl (SKCIEpTHbIE OpraHW3allly) TOCyJapcTB IPU3HAHMS BIIPaBe
O3HAaKOMHTBCSI C XOJOM IPOBENEHUS SKCIEPTU3bl B PEPEPEHTHOM TrOCYIapCTBE U COOTBETCTBYIOIIMMHU
JOKYMEHTaMH, B TOM 4YHCIE€ C JOKYMEHTaMH, O(OpMIIIEMBIMH HpPU MPEJCTABICHUU 3asBUTEIIEM
JIOTIOIHUTEBHBIX U YTOUYHSIOUIMX CBEIEHUN B IPOLECCE PETUCTPALMU U SKCHEPTU3bl MEIUIIMHCKOTO
W3JIETHSL.

18. Mndopmanusi 0 MEIUUMHCKUX M3AETUSX, B OTHOIIEHUU KOTOPBIX MPOBOASTCS IMPOLELYpPHI,
IIPEyCMOTPEHHbIE HAacTOsIIMMU [IpaBunamu, a Takke TOKYMEHTBI, COAEPIKALMECST B PETUCTPALIUOHHOM
J0Cbe, KpPOME D3KCIUTyaTallMOHHOTO JOKYMEHTa WM MHCTPYKIMHM MO NPUMEHEHHI0 MEIUIIMHCKOIO
U3JeNus, PYKOBOJACTBA IO CEPBUCHOMY OOCIIYy)KMBAaHHIO, JaHHBIX O MapKHPOBKE M YHIAKOBKE
(moHOUBETHBIE (C YKa3aHUEM KOJUPOBKH IIBETa) MAKEThI YITaKOBOK M 3TUKETOK), TEKCTa MApKUPOBKU Ha
PYCCKOM SI3bIK€ M TOCYJApCTBEHHBIX S3BIKaX TOCYAApPCTB-YJIEHOB, OTHOCATCS K KOH(UACHUIUAIbHOU
nH(pOpPMAllUM U JIOCTYIHBI TOJBKO 3aWHTEPECOBAHHBIM YIOJHOMOYEHHBIM OpraHaMm (3KCIEepTHBIM
OpraHMU3alMsIM) FOCY1apCTB-UJIEHOB.

19. BkiroueHHMe B OJHO PETUCTPALIMOHHOE YIOCTOBEPEHHE HECKOJbKUX MoJienei (Mapok)
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MEAUIMHCKOrO M3/AENus, B TOM YHUCIIE OTHOCALIMXCA K pa3HbIM BHUJAM MEIULUHCKUX HU3JEIUi B
COOTBETCTBUM ¢ IpuMeHseMoll B Coro3e HOMEHKJIATYpOW MEAMLMHCKUX H3JeJINH, BO3MOXKHO IIpH
YCIIOBUU COOTBETCTBUSI 3TUX MOJEIEN (MapOK) BCEM CIIEIYIOIIMM KPUTEPUSIM:

a) TPOU3BOJACTBO MOJENEeH (MapoK) MEIUIIMHCKOTO M3IEIHUS  OCYIICCTBISICTCS  OJHHM
MPOU3BOAUTENIEM I10 OJHOM TEXHUYECKOU IOKYMEHTALIUH;

0) Mozenu (MapKu) MEIUIIMHCKOTO M3/eNns OTHOCATCS K OJHOMY Kjlaccy MOTEHIMAIbHOTO pUCKa
MIPUMCHCHHS,

B) MoJenH (MapKy) MEIUIIMHCKOTO M3ACIIHUS UMEIOT OJIMHAKOBOE (YHKIIMOHAJIBLHOE HA3HAUYCHHUE U
MPUHLIUN AEHCTBUS;

r) Mojeiau (MapKu) MEAMIIMHCKOTO W3JENHs MpeIHA3HAYCHBI JIJIS ONpPEACICHUS HAIW4YUs U (MIIN)
KOJIMYECTBEHHOTO COJEPKaHWS B OHOJOTMYECKOH MmpoOe OJHOTO W TOTO JK€ KIMHUYECKH
(IMarHOCTUYECKH) 3HAYMMOTrO aHaIWTa (AaHAIMTOB) (IUISI MEIUIIMHCKUX HW3JCIUH JUIs JTUArHOCTHUKH in
Vitro);

1) MoJienu (MapKu) MEIUIIMHCKOIO M3AEIHs UMEIOT pa3iMyuHble KOMIUIEKTAllUY, HEe BIUIOIINE HA
IPUHIMIT paboThl M (YHKIMOHAJIbHOE HAa3HAUEHHUE, 4YTO IO3BOJIAET OOECHEUYUTh PpaCIIMPEHUE WIH
CHEeLUAIN3ALNI0 UX IPUMEHEHUS B MEIUIIMHCKUX LEJIX (110 IPUMEHUMOCTH);

e) mozenu (MapkKu) METUIMHCKOTO W3JENns HMEIOT pPa3jMYHble TEXHUYECKHE IapaMeTphl
(HampuMep, JUIMHY BOJIHBI U3JIy4€HUs, pa3Mep CBETOBOT'O IOJIS, Pa3peIlaoUlyl0 CIOCOOHOCTD U T.I1.), HE
BIIUSIIOLIUE HA IPUHLIMI Pa0OTHI M PYHKIIMOHAIBbHOE Ha3HAUYEHUE (110 IPUMEHUMOCTH);

XK) Mozxenu (Mapku) MEIUIMHCKOrO U3JeNus 0oO0pa3yloT TUIOpa3MEpHBIM (MOJENBHBIN) P
(HampuMmep, UMEIOT pa3IMdHbIe pa3Mepsl (rabapuTHBIE, IMHEHHbIE, 00BEMHBIE U T.II.), GOPMY, I[BETOBOE
KOJMPOBaHUE, MPOU3BEICHBI U3 OJHUX U TEX K€ MaTepHaliOB U T.I1.) I SIBJISIOTCS TPYNION UCTIOIHEHUS
MEIUIMHCKOTO M3/1enus (HalmpuMep, CTAIlMOHAPHBIM MEPEABMKHBIM armapaTtoM (IpuOopoM, CHCTEMOM,
KOMIUIEKCOM M T.I.) ¢ HACTEHHBIM U (WJIM) HAMOJIbHBIM KpPEIUIEHHEM M T.II.) (1o mpuMeHuMoctn). [Ipu
3TOM IO/ TPYITION MCIIONHEHHSI MEIUIIUHCKOTO M3/ICIHsI TOHUMAIOTCS U3/IeNUs, B OTHOIICHUH KOTOPBIX
BBINOJIHEHB! OJTUH IPYNIIOBON YepTex JleTaneil u (MIn) oJHa TpynnoBas crnennukanus;

3) MOACIN (MapKI/I) MCIUIIMHCKOI'0 U3ACJINA UMCIOT OJITUHAKOBBIC ITPU3HAKHW B YaCTH:
obactu MMPUMCHCHU A,

WHBa3UBHOCTH,

CTCPUIILHOCTU (B TOM YHUCJIC C YUCTOM MCTOJ0B CTCpI/IJ'II/ISaI_II/II/I);

HaCTOThI HCIIOJIBb30BaHUA (O)IHOKpaTHOC IMPUMCHCHHUEC, MHOT'OKPATHOC IPHUMCHCHHE OJJHUM
ManuEeHTOM, MHOT'OKPAaTHOC MPUMCHCHUC HECKOJILKUMU HaI_II/IeHTaMI/I);

SKCINTYaTAallHOHHBIX 1 KOHCTPYKTHUBHBIX OCO6GHHOCT€I>1;

JJIUTCIIbBHOCTU MPUMCHCHU A,

www.consultant.ru Crpanuua 10 n3 88
HageXHasa nNpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/

PeweHune CoseTta EBpasuiickoii skoHOMUYeckomn kommuccum ot 12.02.2016 N

46 [lokyMeHT npefoctaBneH KoHcynbTaHTloC
(pea. ot 30.03.2023) [ata coxpaHeHus: 05.04.2025
"O lMpaBunax perncrpauum u sKcr...

OJIMHAKOBOCTH MAaTEepHAJIOB, HCIOJB3YEMBIX B MOJU(PHUKAIMIAX METUIMHCKOTO H3ACTHS U
KOHTAKTUPYIOIIMX C TEJIOM 4YesloBeKa (II0 HX XUMHMYECKHM, TOKCHKOJIOTMYECKHM, (U3NYECKUM,
AIIEKTPHUUYECKUM, MOP(POJIOTHUECKUM U MEXaHUYECKUM CBOHCTBAM).

20. Ha TamoxxenHoi tepputopuu Coro3a He J0MyCKaeTcs:

a) BBIOOp IBYX W Oonee pedepeHTHBIX TOCYTapCTB Ui PErHCTPALMU U SKCIEPTU3BI OJHOTO
MEIULIMHCKOTO U3/1ETINS;

0) perucTpanus pa3IMuHbIX MEIUIMHCKUX U3CIHUM 110J] OJTHUM HaUMEHOBAHHUEM;

B) pErucTpanus B KayecTBE MEIUIMHCKUX M3JACIUNA MPOAYKIMH, HAaWUMEHOBAaHHE KOTOPOU
COJIEPKUTCS B E€IMHOM PEECTpPEe 3aperucCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpencTB EBpasuiickoro
SKOHOMMYECKOTO COI03a, MOPSIOK (POPMHUPOBAHUS U BelEHUs KOTOporo yrepxaeH Pemenuem Coera
EBpasuiickoil 3xoHoMHuueckoi komuccuu ot 3 HoA0ps 2016 r. N 84, unu coBnajgaer ¢ HAMMEHOBaHUEM
OMOJOTMYECKH aKTUBHOM J00aBKM K TMHINE, CBEACHHUS O KOTOPOH COJEp)KaTCs B €IUHOM peecTpe
CBHJIETEIILCTB O TOCYAAPCTBEHHOM PErHCTPalMi MPOAYKIHH, TOPSIIOK (HOPMUPOBAHHS M BEACHUS
kotoporo yrBepxkaeH Pemennem Komnerun EBpazuiickoil 3xkoHOMHuYeckoi komuccuu ot 30 uroHs 2017
r. N 80. Ecnm nmexkapcTBEHHOE CpEICTBO WJIM OHOJIOTMYECKH aKTHUBHAs J00aBKa K TUIIE SBIISIOTCS
KOMITOHEHTOM MEAMIIMHCKOTO M3/ENUs, TO MX HAaUMEHOBAHMSI MOTYT HCIOJIb30BaThCS B HAUMEHOBAHHUH
MEIULIMHCKOTO U3/1ETHSL.

Il I'Ipou,ep,ypbl pernctpaumm m IKcnepTnu3bl MeaANMUMNHCKOro nsaenuma

21. JIns peructpanvu MEIMIIMHCKOTO M3ENUs 3asiBUTENb BHIOMpaeT pedepeHTHOe rocyaapCcTBO U
KaK MUHUMYM OJTHO TOCYJIapCTBO IPU3HAHUS.

22. 3asBUTENb TPEICTABIACT B YIOJHOMOYEHHBIA OpraH (PKCHEPTHYIO OpraHU3aIHIo)
pedepeHTHOTO rocyapCTBa CIEYIONINE JOKYMEHTHI:

a) PErucTpallMOHHOE J0Che, COjAepiKallee 3asiBJICHUS O PEruCTpald U HKCIEPTHU3E, a TaKKe
JOKYMEHTHI 110 IEPEUHIO COTIACHO MPUIIOKEHUI0 N 4;

0) KONMM JIOKYMEHTOB, IOATBEPXKAAIOIIMX OIUIATy MPOLENyp PEruCTpalMM M 3KCHEPTU3bl B
pedepeHTHOM rocy1apcTBe.

23. VYNOJHOMOYEHHBIM OpraHoM (SKCIIEPTHOW oOpraHusaiueil) peQepeHTHOro rocyiapcrsa B
TeueHue 7 pabo4ux JHEH co AHA MOCTYIUICHUS 3asBJICHUI O PETUCTpallMU M SKCIEPTH3E U JIOKYMEHTOB,
YKa3aHHbIX B IyHKTe 22 Hacrosmmx IIpaBmi, mpoBOAWTCS IpOBEpKa IOJHOTBI M JOCTOBEPHOCTH
COJIEPIKAIIMXCS B HUX CBEJCHUI.

24. B cnydae ecnu 3asBICHMS O PETMCTPAlMM M OIKCIEPTHU3E MNPEICTABICHbl C HApPYIIEHHEM
TpeOOBaHUi, yCTAaHOBJICHHBIX HAacTOAMMMHU [IpaBuiiaMu, uiny B HUX yKa3aHbl HEJOCTOBEPHbIE CBEICHUS,
WIN JIOKYMEHTBI, YKa3aHHble B MyHKTe 22 HacToswmux [IpaBui, mpencraBieHbl HE B MOJTHOM OOBEME,
YIIOJIHOMOYEHHBIN OpraH (3KCIepTHasi OpraHu3aiys) peepeHTHOro rocyiapcTsa B TeueHue 7 paboumux
)IHefl CO OHA MOCTYIINICHHA TaKHUX 3asBICHUN U JOKYMCHTOB YBCIAOMIIACT 3asABUTCIIA O HGO6XO)II/IMOCTI/I
YCTpaHEHUS BBIBJICHHBIX HapyIIEHUN U (W) MPEICTaBICHUS] OTCYTCTBYIOIIMX AOKYMEHTOB B TEUEHHE
30 paGouux AHEW cO AHS pa3MEUICHHs] COOTBETCTBYIOLIEIO YBEAOMIIEHHSI B MH(POPMAIMOHHON cucTeMe
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YIOJHOMOYEHHOTO OpraHa (9KCHEpTHOH OpraHM3aluu) pedepeHTHOro rocynapcrBa JIHOO0 €O JHS
HANpaBJICHUsl YBEAOMJICHHS 3asSBUTENIO CIOCOOOM, YKa3aHHBIM B 3asBICHHSIX O PETHCTpAllUU |
IKCIIEPTH3E.

25. B cnydae ecnu mo ucreueHun 30 pabouux JHEH 3asBHTENIEM HE YCTPAHCHBI BBISBICHHBIC
HapylleHus W (WJIM) HE MPEJCTaBICHbl OTCYTCTBYIOIIME JOKYMEHTBI, YIOJIHOMOYEHHBINM OpraH
(axcnepTHas opraHusaius) pedepeHTHOro rocyiapcTsa B Te4eHue 3 pabouux AHEW NMPUHUMAET pelIeHHe
0 BO3BpATE 3asBUTEIIO 3asBICHUN O PETUCTPAIIUU U IKCIIEPTH3E U JOKYMEHTOB C 000OCHOBaHUEM MPUYUH
BO3BparTa.

26. B teuenne 3 pabouux IHEH CO HS MPEACTABICHUS 3asSBICHUN O PETUCTPALUU M IKCIIEPTHU3E U
JOKYMEHTOB, COOTBETCTBYIOIIMX TPEOOBaHMSIM HAcCTOSAMMX [IpaBwi, a Takke B Cilydae YCTPAaHCHUS B
YCTaHOBJICHHBIN B TTyHKTE 24 HacTOSIUX [IpaBuiI CPOK BBISBICHHBIX HAPYIICHUN U (UJIN) MIPEICTABICHUS
JOKYMEHTOB, COOTBETCTBYIOIIUX TpPEOOBaHMSIM HAcTOSIUX [IpaBwi, YIOJIHOMOYECHHBIH OpraH
(9KcriepTHast opraHuzanus) peepeHTHOro TOCYAAapCTBa NPUHUMAET pEUICHHE O Hadyajle MpOoUeIyp
pErUCTpaIK M DKCIIEPTH3bI, & TAKXKE pa3MellaeT B CBoeH MH(OPMAIIMOHHON CUCTEME PErUCTPAIllHOHHOE
JI0ChE, COJIEpIKAIISe 3asIBICHUS O PETHCTPALINU B SKCIIEPTH3E.

27. TlpoBeaeHNE SKCIEPTU3bI BKIIOYACT B 01 (€CIH MPUMEHUMO):
a) OLICHKY NMPaBWJIbHOCTH OTHECEHUS U3/IEIHUS K METUIIUHCKUM U3ICTUSIM;

0) OLIEGHKY COOTBETCTBHUSI YKa3aHHOT'O 3asBHTEJIEM KJacca MOTCHIUAIBHOTO PHCKAa NMPUMEHECHUS
MEIMIIMHCKOTO H3JIeTUsI B COOTBETCTBHHM ¢ [IpaBmiamm KiacCu(UKAMA MEIUIIMHCKUX HW3JICIHA B
3aBHCHMOCTH OT TIOTEHIIMAIbHOTO pHCKa TpPUMEHEHHs, yTBepKAeHHbIMU Permennem Komnerun
EBpaswmiickoit axoHOMIYeCcKOM komuccuu ot 22 nekadbpst 2015 r. N 173;

B) OILIGHKY MPaBHJIBHOCTH OTHECEHHUS MEAMIIMHCKOTo u3Aenus (Mojenel (Mapok) MEAHIIMHCKOTO
W3/IeNMsA) K OMNpPEACICHHOMY BHJY MEIUWIMHCKUX W3JIETUA B COOTBETCTBUU C HOMEHKIIATYpOH
MEIULHUHCKUX M3JIeJUi, MpaBuja BeIeHUs KOTOpol yTBepxkaeHsl Pemennem Komnernn EBpaszuiickoit
SKOHOMHUYECKON KoMuccuu oT 29 nexadbps 2015 . N 177;

T') OLIEHKY COOTBETCTBUS MOJieel (MapoK) MEIUIIMHCKOTO U3Ienusl (MIPU HAIMYHMH ), BKIIOYaeMbIX B
OJIHO PETUCTPALIMOHHOE YAOCTOBEPEHNUE, KPUTEPHUSIM, YCTAHOBJICHHBIM ITYHKTOM 19 HacTosimux [TpaBui;

1) aHaJIN3 U OLEHKY JI0Ka3aTeIbHBIX JOKYMEHTOB (MaTepHaNOB), MOATBEPKAAOIINX COOTBETCTBHE
MEIUIUHCKOTO u3aenus O0mumM TpedoBaHusIM, BKITFOYAIOITUE B CEOs:

aHaJIU3 MPEICTABICHHBIX MPOU3BOJUTENIEM CBEICHUM O COOTBETCTBUM MEIMUIIMHCKOIO H3JEIHS
O6mmM TpeOOBaHUSIM, B TOM 4YHCJIE aHaIU3 NPABWIHBHOCTH HACHTH(GUKAIMHK TMonoxeHnd OO0mux
TpeOOBaHM, MPUMEHUMBIX K METUITUHCKOMY U3JIEIHIO;

OLCHKY COOTBCTCTBHA ITPOTOKOJIOB TEXHUYCCKUX HCHBITaHHﬁ, BBIJIAHHBIX YIIOJTHOMOYCHHBIMHA
opranu3anusimu, HpaBI/IHaM MPOBCACHUA TCXHUUCCKHUX HUCIBITAaHUN MCAUILIMHCKHX I/I3,Z[GJII/II71;

OILICHKY COOTBETCTBHS MPOTOKOJIOB UCCIIEOBAHUM (MCTIBITAaHUI) C LIETBIO0 OLIEHKH OMOJIOTHYECKOTrO
JNEUCTBUS MEAULUHCKUX W3ICJIHMN, BBIJAHHBIX YIOJIHOMOYEHHBIMU OpraHusauusMu, IlpaBuiam
MIPOBEJICHUS] MCCIIeI0BaHUM (MCIBITAHUIN) C LIEIbI0 OLEHKH OHMOJIOrMYEcCKOro NEHCTBUS METUIIMHCKUX
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N30SI,

aHaJIU3 OTYETa MO OICHKE OMOJIOTMYECKOTO JIEHCTBUS MEAUIIMHCKOTO M3Jenus (IPOBOAUTCI B TOM
Yyucie JUisl MOATBEPXKACHHUS] TOTO, YTO MaTepuaibl, BXOIAIIME B KOHTAKT (B3aUMOJIECHCTBYIOILIUE) C
TKaHSIMH YeJI0BeKa, UIeHTU(UIUPOBAHBI (YKa3aHbl MApKH MaT€pPHAJIOB U UX U3TOTOBUTEIIN), a TAKXKE IS
MOATBEPIKICHUST 0OOCHOBAHHOCTH OTCYTCTBUS HEOOXOAMMOCTH TIPOBEACHMSI UCCIICAOBAHUN (MCTIBITAHUH )
C LIETIBIO OIICHKU OMOJIOTMYECKOTO IeUCTBHUSA);

aHAJIM3 OTYeTa O KIMHHYECKOM JO0Ka3aTelnbCcTBE d(P(HEKTHBHOCTU M OE30MACHOCTH MEAMIIMHCKOTO
uznenust  (MpOBOJUTCS JUISI TIOATBEPXKIEHHsT OOOCHOBAHHOCTH BBIOOpa METOJIOB JIOKA3aTeNIbCTBA
KJIIMHAYECKOU 3(1)(1)CKTI/IBHOCTI/I 1 0Oe30macHOCTH MCAUIIMHCKOI'O HU3ACIIHNA, BaJIUWJHOCTH JaHHBIX,
UCTOJIB3YEMBIX Ul JIOKA3aTeNIbCTBA KIMHHUYECKOW 3(P(eKTHBHOCTH M 0€30IMacHOCTH METUIIMHCKOTO
W3JIEIHS, a TaKKe 00OOCHOBAHHOCTH 3aKJTFOUYCHUS O KIMHUYECKOU 3(h(PEeKTHBHOCTH M 0€30MacCHOCTH JJIs
BCEX 3asBJICHHBIX NIOKAa3aHUN K IPUMEHEHUIO C YUETOM HAJIUYHUS WIK OTCYTCTBHSI TPOTHUBOITOKA3AHHMIA);

OIICHKY COOTBETCTBHUSI OTYETOB O KIMHUYECKUX (KIMHHUKO-JIA0OPATOPHBIX) HCIBITAHUAX
(uccnemoBaHusAX) MEOWIMHCKUX wu3genuid [IpaBuimam mpoBeAeHHUS KIMHUYECKHMX M KIMHUKO-
1ab0PaTOPHBIX UCIIBITAHNN (MCCIIEAOBAHNN) METUIIMHCKHUX U3CIUI;

aHaJIM3 BAJMJIHOCTU JI0KA3aTeJbCTB TIEPBOM CTOPOHBI (MPU HAIWYHMU) Ui TOATBEPKIACHUS
COOTBETCTBHUSI MeAMLIMHCKOro u3aenus OOmuM TpeOOBaHUAM C YYETOM KJlacca MOTEHLUAJIbHOTO pUCKa
MPUMEHEHHST MEIMIIMHCKOTO H3Jeius (11 MEIUIUHCKUX HW3JCNUil KJIaCCOB IMOTCHIMAIBHOTO PHCKa
npuMeHeHHs 20 1 3 K JI0Ka3aTeNbCTBaM MEPBOM CTOPOHBI JOJDKHBI IPUIIAraThesl MPOrpaMMa MCTIBITAaHUI
(ucciemoBanuii) 1 000CHOBAaHWE BEIOPAHHBIX METOJIOB);

aHaIn3 CTaHAapTOB, HNPUMCHACMBIX TPOU3BOJUTCICM IIPpHU NPOCKTHPOBAHUKW W IIPOMU3BOJCTBEC
MCIHUIMHCKOI'O U3ACTIHUA;

aHanu3 Oe3omacHOCTH U A(PPEKTHBHOCTH JIEKAPCTBEHHOTO CPENICTBA B COCTABE MEIUIIMHCKOTO
W3JIeJHs], €T0 BIUSHUS Ha (PYHKIIMOHATBHOCTh MEAUIIMHCKOTO U3/IeTHUsl, COBMECTUMOCTH JIEKAPCTBEHHOTO
cpeacrsa ¢ MEAULIUHCKHUM U3ACITIUEM (33 NCKIIFOUCHUEM MCIUIHUHCKUX I/ISI[@J'II/Iﬁ JJIs1 JUAarHOCTUKU in
vitro). JlekapcTBEHHOE CPEJCTBO JIOJKHO OBITh 3apETUCTPUPOBAHHBIM U Pa3pEIICHHBIM K MPUMEHEHUIO B
rOCyJapCcTBe - POU3BOUTENIE JIEKAPCTBEHHOTO CPEJICTBA;

aHaJU3 JIaHHBIX O OMOJIOTMYECKOM 06€30MacHOCTH MEIUIIMHCKOIO M3JIeNIsl Ha OCHOBE aHalIM3a BCeX
MaTEepUajoB >KMBOTHOTO WJIM YEJIOBEYECKOTO MPOUCXOXKIACHMS, BXOISIIMX B MEIUIMHCKOE H3JeIue,
uHpopManuu O TOAOOpe HMCTOYHUKOB (JIOHOPOB), OTOOpE MaTepuana, MpOLECCHHIe, XpaHEHUH,
TECTUPOBAHUH, BalHMJallMU MPOLEAYp TECTUPOBaHMS, a TaKKe OOpalleHMH C TKaHSAMH, KIETKaMH,
CyOCTaHIIMSIMM KMBOTHOTO MJIM YEJIOBEYECKOTO INPOUCXOXKAEHUS, KYJIbTypaMH MHKPOOPTaHU3MOB U
BHUPYCOB;

aHaJin3  npoueaypbr “  MCTOAOB  CTCpWIM3aAllMKM  MCIAHUIUHCKOIO  HU3ACJIUA, MATCpUalioB,
O6OCHOBBIBaIOHII/IX croco0 CTCpUIIN3alHU, MPpEaIara€MbIX METOAOB KOHTPOJII Ka4u€CTBA U ONPCACICHUA
OCTATKOB CTCPUIN3YIOLICTO BCUICCTBA ITPU MPUMCHCHUN XUMHUYCCKOT'O criocoba CTCpUIIN3alluH,

H3YUCHUEC BAJIUAHOCTU MPOrpaMMHOI0O oOeclieyeHrss Ha OCHOBE aHalu3a JaHHBIX O €TI0
BCpI/I(I)I/IKaI_II/II/I n BaJyJallii, B TOM 4HCIIC I/IH(pOpMaI_II/II/I 0 €10 pa3pa60TKe, MCpax U CpCACTBAX 3aAIIUTHI
oT HECAaHKIIMOHHUPOBAHHOI'O J0CTyIa n obecneyeHnun KI/I6ep6630HaCHOCTI/I, TECTUPOBAHNU
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MMPOU3BOJUTCIICM, JaHHBIX 00 I/IIIGHTI/I(bI/IKaHI/II/I U MapKUPOBKC,

aHaJu3 oT4yeTa O CTAOWJIBHOCTU MEIMIMHCKOIO M37€iHsi, 000CHOBAaHHOCTU 3asBJIEHHOTO CpOKa
XPaHECHUS;

paccMOTPEHUE oT4yeTa 10 aHaJIu3y PUCKOB B OeIAax MOATBECPKACHUA IIOJIHOTBI
I/II[GHTI/I(bI/II_II/IpOBaHHLIX B TaKOM OTYCTC OHaCHOCTeﬁ, OIIaCHBIX CI/ITyaI_[I/Iﬁ U COOTBCTCTBYIOIIMUX PUCKOB,
KOTOpPBIC MOI'YT OBITh OLCHCHBI KAaK HCEAOIYCTUMBIC, a TakKiX€ IIOATBCPXKACHUA 3aKIIOUYCHUA
IMPOU3BOJAUTCIIA 00 OTCYTCTBHUH HCOOIYCTUMBIX PHCKOB 1100 A0IMYCTUMOCTH PUCKOB, KOTOPBIC B OTYCTC
I10 aHAJIM3y PHUCKOB OLUCHCHEBI KaK IIPUEMIIEMBIC HA OCHOBE aHaJIn3a COOTHOLICHUSA "pI/ICK - HOJ'IBSa";

MNOATBCPXKACHUC Ha OCHOBAHWH IIPCACTABJICHHBIX OOKa3aTCIbHBIX MAaTCpUaioB (I[OKYMGHTOB)
00OCHOBAHHOCTHU PE3y/bTaTa OLEHKU HMPOU3BOIUTENS O COOTBETCTBUU MEIUUMHCKOro m3aenus Odumm
TpeOOBaHUSM,

OIICHKY COOTBETCTBHUSI OKCIUTYaTal[MOHHOTO JOKYMEHTa WM HMHCTPYKIUU IO NPUMEHEHHIO,
PYKOBOJICTBA IO CEPBUCHOMY OOCTy>KBaHUI0 OOIIUM TpeOOBAHUSM,;

OLICHKY COOTBCTCTBUA MAPKUPOBKU MCAUTTUHCKOI'O U3CINA O6H.[I/IM Tpe6OBaHI/IHM;
aHaJInu3 TpC6OB21HPII>i K TCXHUYCCKUM XapaKTCPUCTUKAM MCOAUIMHCKOI'O U3ACIINA,

OLICHKY NOKYMCHTOB, IOATBCPIKAAOIHNUX PC3YJIbTAThI HCITBITAHUI MCIUIIMHCKHUX I/IS,HCJII/Iﬁ B LECJIIX
YTBCPKACHUA THUIIA CPCACTB I/I3MepeHI/H\/JI (B OTHOIICHHUH MCAUITMHCKHUX I/I3IIGJII/II71, BKJIIOUCHHBIX B IICPCUCHDb
BUJ0B MCAHUIINMHCKHUX PI3I[CJ'IPII>1, MoUIC)KAUX OTHECCHUTIO ITPU UX PECTUCTPALUU K CPEACTBAM HSMCPCHI/IP'I);

€) aHaJu3 OTYETOB O pe3ysbTaTaX HHCHEKTUPOBAHUS IPOU3BOJCTBA MEIUIIMHCKOIO HW3JEIHS
(mpoBOAMTCS B LENSAX MOATBEP)KICHHUS COOTBETCTBMS 3asBISIEMOT0 MEAMLMHCKOIO M3JENHs TpymIe
(moarpyrre) MEIMUMHCKUX HM3AEIUN C y4eTOM KJacca MOTEHIUAIbHOIO pUCKAa MPUMEHEHHUS COTJIACHO
npunoxennto N 2 k TpeOoBaHMSAM K CHCTEME MEHEIKMEHTa KauecTBa, a TakKXKe MOATBEPKIAECHUS
JIOCTOBEPHOCTH HUHGpopManuu 00 YKa3aHHBIX B 3asgBICHMSIX O PETUCTpallMM M IKCHEPTU3E
IIPOU3BOJICTBEHHBIX ILIOIIAJKAX, Ha KOTOpBIE PACIHPOCTpaHsETCsd ACUCTBHE OT4YETa O pe3yJbTaTax
MHCIEKTUPOBAHUS TPOU3BOJCTBA MEIULIMHCKOTO U3/IEIINSA);

) aHAJIU3 JJAHHBIX O CEPTU(HUKAIIMKA CUCTEMbl MEHEKMEHTA KauyecTBa (IpYU HAJIMYMHU ), B TOM YHCIIe
TpeOOBaHUM, HAa COOTBETCTBUE KOTOPBHIM CepTU(UIMPOBAHA CHUCTEMA MEHEIKMEHTa KauecTBa
IIPOU3BO/IUTENSA, U CBEACHUH O cepTuduKaTax (HOMEp, JaTa BbLIAauM, CPOK AECUCTBUS cepTU(dUKarta,
HaMMEHOBAaHME U CBEACHMS 00 aKKpeIUTalluu OpraHa o cepTuduxanmm);

3) MOATBEPXKACHHE OOOCHOBAHHOCTH YKAa3aHHWs MPOW3BOJICTBEHHBIX ILJIOMAJ0K PErHCTPUPYEMOTO
MEIHUITHHCKOT'O M3/ICIIHS,

I/I) aHaJIn3 JaHHBIX O pa3pa60TKe U MPOU3BOACTBEC MCIAUIMHCKOI'O H3JACIINA (CXCMBI IMponeccoB
IIPOU3BOJICTBA, I/IH(i)OpMaHI/ISI 00 OCHOBHBIX CTagudax TIIPOMU3BOJCTBA, YIIAKOBKH, HUCIIBITAHUHA W O
npouecaype BoIlIyCKa KOHCYHOI'O HpOI[YKTa);

K) aHaJIU3 NPEACTAaBICHHON MPOU3BOAUTENIEM HH(POPMAIIUU O MAPKETHHTE;

J'I) AHAJIN3 IPCACTABJICHHBIX ITPOU3BOJUTCIICM CBEJICHUI O HATUYUH WU 00 OTCYTCTBHUU COO6H.ICHPII>1
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O HEXKEJIaTEeIIbHBIX COOBITHSX H (I/IJII/I) HECUHACTHBIX CJIydadX, CBA3AHHBIX C HCIIOJb30BAHHUEM
MCIUIHUHCKOI'0O HU3ACIHUA, OT3bIBaX C PbIHKA MCIUIHWHCKOI'O H3ICIINA, YBC,Z[OMJ'ICHI/Iﬁ o 0e30macHOCTHU
MCIUIIUHCKOI'0O H3ACIHUA, IIOAXO0AOB K PCIICHHUIO TaKUX HpO6JI€M MMPOU3BOAUTCIICEM IIpU HUX
BO3HHUKHOBCHHUH, OIMMCAHUA NPEANIPUHATEIX KOPPEKTHPYIOIIUX HeﬁCTBHﬁ, a TaK)XXC aHaJIn3 COOTHOLICHUS
YPOBHA MMPOAaX, KOJIMYCCTBA HECUACTHBIX CJIIYYACB U OT3bIBOB MCAULIMHCKOTO U3ACIINA U3 o6pameHH51;

M) aHaJIM3 IIJIaHa c6opa JaHHBIX II0 0€30IacHOCTH U 3(1)(1)6KTI/IBHOCTI/I MCEIUIIMHCKOI'O HU3ACJIHUA Ha
IMOCTHPOJAKHOM ITaIIC.

28. Ilpu mnpoBeneHHWH OHKCIEPTU3Bl B CIy4yae HEIOCTATOYHOCTH MAaTepualioB U CBEICHUIA,
COJICPIKAIMXCS B 3asBICHUSX O PETHCTPAIMH W KCIEPTU3E U JIOKYMEHTaX PErHCTPAIlIOHHOTO JO0CHE,
JUIS TIPUHATHUS PEIICHUs O Hayalle MPOBEICHUs MHCIIEKTHUPOBAHUS MPOU3BOJCTBA (MPU HEOOXOAUMOCTH
€ro MPOBEJCHUS) WU IS MOATOTOBKH SKCIIEPTHOTO 3aKIIOUYCHHS (IIPH OTCYTCTBHH HEOOXOIUMOCTHU
MIPOBEJICHUSI MHCIEKTHUPOBAHUS MPOM3BOJACTBA) YIOJIHOMOYEHHBIM OpraH (dKCIEpPTHas OpraHH3aIlus)
pedepeHTHOTO TOCYAapCTBa HAMPABIISAET 3asiBUTENIO COOTBETCTBYIOIIHMI 3anpocC (C yKa3aHHEM XapakTepa
3aMeuyaHuil U CrocoOOB MX yCTpaHEHHs). 3ampoc HAIMpPaBISIETCS OJHOKPATHO CIIOCOOOM, YKA3aHHBIM B
3asIBJICHUSX O PETUCTPALIMU U IKCTICPTHU3E.

3asBuTenb 00s3aH MPENCTaBUTh OTBET Ha 3ampoc B TeueHue 60 paboyux AHEH cO OHS €ro
nojiyueHus. B cioyuae HempencTaBieHHs YKa3aHHOIO OTBETa B CPOK YIOJHOMOYEHHBIH OpraH
(3kcmepTHasi OpraHu3anus) MPUHUMAET pEIIeHWe OTHOCUTEIBHO BO3MOXXHOCTH  PETUCTpaliH
MEJUIIMHCKOTO U3/IeHs HA OCHOBAHUM JIOKYMEHTOB, UMEIOIIUXCS B €0 PACIIOPSIKEHUH.

[Ipy BBISBICHUHM YIOJIHOMOYEHHBIM OpraHoM (IKCHEpTHOH opraHuzamueil) pedepeHTHOrO
rocy/iapcTBa B MPEJCTABICHHBIX 3asBUTEJIEM B OTBET Ha 3allpoC JOKYMEHTAaX HEIOCTOBEPHBIX JTaHHBIX
WINA JIOKYMEHTOB, COCTABJICHHBIX WJIM COJAEP)KAIIMX TEKCT Ha MHOCTPAHHOM s3bIKe 0e3 3aBEpEHHOro B
YCTaHOBJIEHHOM 3aKOHOJATEIbCTBOM pe(epeHTHOro rocyAaapcTBa MOPsAIKE MEepeBOia Ha PYCCKUM S3bIK,
YIIOJIHOMOYEHHBI OpraH (KCHEepTHas OpraHu3alys) B TedeHHe 2 pabdouMx IHEH co JHS MOoITydyeHUs
TaKMX JIOKYMEHTOB BpYyYaeT 3asBUTENI0 CHOCOOOM, YKa3aHHBIM B 3asBICHUSIX O pPETUCTpAlUU MU
9KCHEpPTH3e, pElIeHHEe O BO3BpaTe yKa3aHHbIX JOKYMEHTOB C OOOCHOBaHHMEM INPUYMH BO3Bpara M
COOOIIIEHHEM O BO3MOYKHOCTH IOBTOPHOTO MPEJICTaBICHUS 3asBUTENIEM JOKYMEHTOB [0 HCTEUEHHUS
yKa3aHHOT'0 B a03a1ie BTOPOM HACTOSAIIEr0 MyHKTA CPOKa.

29. YoTHOMOYEHHBIN OpraH (3KCIepTHAsi OpraHu3alus) pe)epeHTHOro rocyapcTa B TeueHue 45
pabouux JHEH €O JHS NPUHATHS WM pELICHUs O Hayaje MPOLEeAYyp PEruCTpaldd M SKCIEPTU3bI
MEIULUHCKOTO U3enus 0(hOpMIIET KCIIEPTHOE 3aKIIOUEHHE COMIacHO npuioxeHuto N 5 1ubo B cirydae
HEOOXOJMMOCTH TIPOBEJCHHUS WHCIEKTUPOBAHUS IPOU3BOJACTBA TNPUHUMAET pelIeHHe O Hayaje
MIPOBEJICHUSI MHCIIEKTHUPOBAHUS NMPOU3BOJACTBA (MPU YCIOBUM OTCYTCTBHS 3aMEUaHUN K JOKyMEHTaM,
COJIEpKaIlMMCSl B IPEJCTaBICHHOM JIOChE, WM YCTPAaHEHMs 3aME€YaHUM, YKa3aHHBIX B 3alpoce) H
YBEAOMJISIET 3asBUTENSI O MPUHITOM PEIIEHUH MTyTeM HalpaBieHHs YBEIOMIIEHHs CIIOCOOOM, yKa3aHHBIM
B 3asIBJICHUSAX O PETUCTPALUU U SKCIIEPTHU3E.

30. Ilpy mnpuHATHM peEmIeHUs O Hadajle WHCIEKTUPOBAHUS IPOU3BOJCTBA YIOJIHOMOYEHHBIM
OpraHoM (PKCHEpTHOW opraHu3anueil) pedepeHTHOro rocynapcTBa HWHCHEKTHPYIOLIAs OpraHu3alus
pedepeHTHOTO TrocyAapcTBa MPOBOAUT HWHCHEKTUPOBAHUME TPOM3BOJACTBA B  COOTBETCTBUU C
TpeboBanusiMu K cucTeMe MeHeKMEHTa KauecTBa. CpoK OpraHu3aliiy U MPOBEACHUS MHCTIEKTUPOBAHHUS
MIPOM3BOJICTBA HE JOJHKEH B COBOKYMHOCTH mpeBbliaTh 90 palOouux [HEH cO JAHS TPUHSITUS
YIIOJIHOMOYEHHBIM OpPraHoM (IKCHEpPTHOM oOpraHu3alueil) peleHduss O Hayale WHCIEKTHPOBAHUS
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IMPOU3BOJACTBA.

31. Ordyer o pe3ynbTarax MHCIEKTHPOBAHMS IPOM3BOJICTBA HAIPABIAETCS HMHCIEKTHPYIOLIEH
OpraHu3anyell B yIOJIHOMOYCHHBIH OpraH (SKCIEPTHYIO OPraHU3aLuUI0) peepeHTHOro rocyJapcTBa s
BKJIIOUYEHUSI B PErMCTPALMOHHOE JIOChE U 3asBUTENIO IO IIOYTE 3aKa3HBIM IOYTOBBIM OTIIPABICHUEM C
YBEIOMIICHMEM O BpYy4YeHUHU JIMO0 B (hopMeE 3IIEKTPOHHOIO JOKYMEHTA, HMOANUCAHHOIO 3JIEKTPOHHOM
IOJIIMCHIO, B TeUeHUe 15 paboumnx AHel co AHA 3aBepLICHMs] MHCIEKTUPOBaHUs pou3BoacTBa. [Ipu sTom
B ClIy4aec €CJIM II0 MTOraM HWHCIEKTUPOBAHUS IIPOU3BOJICTBA BBIABICHBI HECOOTBETCTBUS, OTYET O
pe3yabTaTax MHCIEKTUPOBaHMS MPOU3BOCTBA, JOIOJHEHHBIN CBEIEHUSMH 00 YCTPaHEHUH BBISBICHHBIX
HECOOTBETCTBUM, HAIIPABIACTCS MHCIEKTUPYIOIIEW OpraHu3alMed B  yIOJHOMOYEHHBIM  OpraH
(9KCIIepTHYIO OpraHu3aluio) peepeHTHOro rocyiapcTsa B TedeHue 15 pabounx aHeH mocie moixyd4eHus
OT 3asIBUTENIS CBEAECHUM 00 yCTpaHEHUU HECOOTBETCTBUM JIMOO CO AHS UCTEUEHUSI CPOKA, YCTAHOBIEHHOIO
JUIS UX YCTPaHEHHUS.

B ciydae ecnm mo MTOraM MHCHEKTHPOBAaHHS IMPOU3BOJCTBA B JOKYMEHTBI PErMCTPALIMOHHOTO
JOCbE HA PpErucTpupyeMoe MEIULMHCKOE H3JEIME BHECEHbl M3MEHEHMs, TaKhe JOKYMEHTHI,
o(opMIIeHHBIE B COOTBETCTBUU C NpriiokeHHeM N 4, HampaBJIAIOTCS HMHCICKTUPYIONIEH opraHu3anuei B
YIIOJIHOMOYEHHBIN OpraH (3KCHEPTHYIO OPraHU3aliIo) peepeHTHOTO rocy1apCTBa.

32. YomHOMOUYEHHBIH OopraH (9KCIepTHas opraHu3aiys) pe)epeHTHOTO ToCcy1apcTBa B Te4eHue 15
pabouux AHEH cO JAHS MOJIydyeHHs] OT4YeTa O pe3yibTaTaX MHCIEKTUPOBaHMS MPOU3BOACTBA 0(OpMIIIET
JKCIIEPTHOE 3aKJIF0YEHUE B COOTBETCTBUM C npuitokeHreM N 5 k HactoamuM [IpaBuiam.

33. BBIBO,I[LI, coacCpKaleCsa B OKCIICPTHOM 3aKIOYCHUH, JOJIKHBI OBITH OJHO3HAaYHbBIMHU H
ITIOHATHBIMU.

34. OcHOBaHMSIMM JJIs1 BBIHECEHHUS YHOJIHOMOYEHHBIM OpIaHOM (SKCIEPTHOM opraHu3aiueil)
pedepeHTHOT0 rocyJapCTBa 3aKII0UEHNs 00 0TKa3e B PErUCTPALlUU MEAULIMHCKOTO U3IENHUS SABIISIOTCS:

a) HEMOJTBEP)KJIEHHE COOTBETCTBYIOIIMMH MaTepuallaMd M CBEACHUSAMH, COJAEpXallUMHCI B
PErUCTPallMOHHOM J0ChE, KauecTBa, W (WiIM) 3PQPEKTUBHOCTH, U (WIK) OE30MaCHOCTH METUIIMHCKOTO
U3J1ETHS;

0) mpeBbIIEHHE pPHCKAa NPUYMHEHMS] BpeAa 3/I0pPOBbIO TIPa)XJIaH M MEIULUHCKUX pPaOOTHUKOB
BCJIEJICTBHE IPUMEHEHHS MEIULIMHCKOTO U3/1eNusl HaJl 3(p(hEeKTUBHOCTBIO €ro0 MPUMEHEHMS;

B) BBIABJICHUC TIPpHU OCYIICCTBJIICHUU YIIOJTHOMOYCHHBIMHU OpPraHaMu roCyaqapCTBECHHOI'O KOHTPOJIA
(Haﬂ3opa) 3a O6paIJ_ICHI/ICM MCIUIIMHCKHUX I/ISI[CJ'II/Iﬁ HCAOCTOBCPHBIX JAHHBIX 00 3(1)(1)6KTI/IBHOCTI/I n
0e30macHOCTH MCIUIMHCKOT'O H3ACIHUA M HUX HCCOOTBETCTBHEC OJaHHBIM O MCAUMIIMHCKOM H3JCIINU,
COACpIKAIMUMCA B JOKYMCHTAX PErUCTPAMOHHOTO JOCHEC.

35. B cnydae ecinm DKCIEPTHOE 3aKIFOYEHHE OTHOCUTEIBHO BO3MOXXHOCTH PETHCTpAIuU
MEIULMHCKOTO U3/IeHS SBIISETCS OTPULIATENbHBIM, YITOTHOMOUEHHBIN opraH (3KCIepTHas OpraHu3alys)
B TeueHue 10 paGouux nHel co nHSA odopmieHHUs (IOJydyeHUs) SKCIEPTHOrO 3aKJIIOYEHUS! MPUHUMAET
perieHre 00 OTKa3e B PErUCTpalii METUIIMHCKOTO U3/1eHs, 0(pOpMIIsIeT U BBIAAET 3asBUTEIIO CIIOCOOOM,
YKa3aHHBIM B 3asBJICHUSX O PETUCTPAIlMM M DKCIEPTH3E, yBEAOMIIEHHE 00 OTKa3e B PErHCTpalluu
MEIULMHCKOTO U3JeNusi ¢ 0OOCHOBAaHUEM NMPHYMH OTKa3a U MPUIOKEHUEM K HEMY KOIUHU 3KCIIEPTHOTO
3aKJTIOYEHUS YIIOJTHOMOYEHHOTO OpraHa (IKCIEePTHOM opraHu3anun) peepeHTHOTO TOCy1apCTBa.
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36. B cmyuae ecnM OKCHEPTHOE 3aKIIOYCHHE OTHOCHUTENBFHO BO3MOXXHOCTH DPETHCTPALUU
MEIUIUHCKOTO  WM3JCIHS  SBISICTCS  IOJIOKUTEIBHBIM,  YIIOJIHOMOYEHHBI  OpraH  (9KcrepTHas
opranm3aiys) peepeHTHOr0 rocyIapcTBa B TEUEHUE 5 pabouux JHEH co AHS OPOPMIICHHS IKCIEPTHOTO
3aKIIIOYCHUS pa3MEIaeT B CBOCH MH(OPMAIIMOHHON CUCTEME PETUCTPAIIMOHHOE JOChE M 3TO IKCIIEPTHOE
3aKJIIIOYCHHUEC U YBCAOMIIACT 3adBUTECIIA O HCO6XOIII/IMOCTI/I MNpeaAcCTaBJICHUA Konui JOKYMCHTOB 06 oriare
MPOIEIyphl COTJIACOBAHUS IKCIEPTHOTO 3aKIIOYCHHUS B TOCYAApCTBE (rOCynapcTBax) MpPHU3HAHUS B
teueHne 30 KaneHJAapHBIX THEH CO JHS HAMpaBICHHS TaKOTO YBEJAOMIICHHS 3asBHUTEIIO CIIOCOOOM,
yKa3aHHBIM B 3asIBJIICHHSIX O PETHCTPALIUU M SKCIIEPTH3E.

37. 3asBUTENs yBEJOMIISICT YIIOJIHOMOYEHHBIE OpraHbl (3KCIIEPTHBIE OpraHu3anuu) peepeHTHOro
rocyjapcTBa M rocyiapcrBa (rocyaapcTB) NpH3HaHHMA 00 oOIulaTe MpOLEAyp COINIACOBaHMUSA B CPOK,
YCTaHOBJIEHHBIN MyHKTOM 36 Hactosuux [Ipasu.

38. CornacoBaHue SKCIIEPTHOTO 3aKJIIOYEHHs SBIISCTCS OCHOBAHUEM ISl TPUHATHUS PELICHUS O
peructpauui MCAUIUHCKOIO M3ACIINA B roCyaapCTBC IMNPU3HAHUA H O(l)OpMHﬂeTCSI YIIOJIHOMOYCHHBIM
OpraHoM (9KCHEPTHOM OpraHu3alMeii) rocyJapcTBa MpU3HaHUs B (POPME 3aKIFOUEHHS O MOATBEPKACHU U
COIJIacOBaHUs (HECOIVIACOBaHMS) 3KCIEPTHOrO 3aKIIOYEHMs] COIVIacHO mpuioxkeHuto N 6 (manee -
MOJTBEPIKACHUE COTTIACOBAHUS (HECOTIIACOBAHUS ) SKCIIEPTHOTO 3aKIIFOYCHHS).

39. CornacoBaHM€ 53KCHEPTHOTO 3aKJIIOUYEHUS YIOJHOMOYEHHBIM OpPraHoM (3KCIEepTHOM
opraHu3zanyei) rocyapcTBa IpU3HaHUS OCYLIECTBISIETCS B COOTBETCTBMM ¢ paszeinoM III Hactosmumx
[IpaBui.

40. ITpu ycnoBUU OTCYTCTBUS pPa3HOIIACUN MEXAy pe(epeHTHBIM rocyAapCTBOM M roCyIapCTBOM
(rocynapcTBaMi) MpU3HAHMS B OTHOILIEHUU COIJIACOBAHMS SKCIEPTHOTO 3aKIIOYEHUS YIOJIHOMOYEHHBIN
opraH (9KCIepTHas opraHusanus) pepepeHTHOro rocynapcraa:

a) B TeueHue 10 paboumnx JHEH co AHS MOITY4YEHHUs OT BCEX YIOJIHOMOUYEHHBIX OpPraHOB (IKCIIEPTHBIX
OpraHu3alyii) rocyJapcTB MPU3HAHUS MOATBEPKICHUS COTIACOBAHUS SKCIIEPTHOTO 3aKIIIOYEHUs MO0 CO
THSI UCTEYEHHUS] CPOKA, YCTAHOBJICHHOTO ISl TPENOCTABJICHUS TOCYJapCTBAMH TPH3HAHUS YKa3aHHOTO
NOJTBEPXKAEHUS (IIPU YCIOBHMM, 4YTO 3asBUTEJIEM ObUIM MpPEJCTAaBICHbI B YIOJHOMOYEHHBIH OpraH
(PKCTIEpTHYIO OpTraHHu3alnio) pedepeHTHOTO TOCYIapCTBa KOMHMHM JOKYMEHTOB OO OIUIaTe IMPOLETyphI
COIJIACOBAHUS SKCIIEPTHOTO 3aKIIOUEHHs B FOCYIapcTBaxX MPHU3HAHUS U MEPEBOJOB KCIUTYaTallMOHHOTO
JOKYMEHTa WJIM MHCTPYKLIUH 10 MPUMEHEHUIO0 METUIIMHCKOTO H3/EIHs, PYKOBOJCTBA MO CEPBHCHOMY
OOCITy’)KMUBAaHHIO M TEKCTa MAapKUPOBKHM Ha TOCYJApCTBEHHbIE S3BIKM TOCYAApCTB MNpHU3HAHUS (MU
HEOO0XOMMOCTH)), IPUHUMAET PEIICHHE O PErHCTPANNN MEIUIIMHCKOTO U3IENUS U Pa3MenIaeT B €JMHOM
peecTpe MEIUIMHCKUX H3JIeIHUH, 3aperucTpupoBaHHbIX B pamkax (Coro3a, CBEIEHUS O MEAULIUHCKOM
U3JIeNNH, IperycMoTpeHHbie [TopsakoM hopMupoBaHus U BeleHUS HH()OPMAITMOHHON CHCTEMBI;

6) B TeueHue 10 pa6oq1/1x JHEH co gHSI IMPUHATHUA PCUHICHUA O PCTUCTPALIUHA MCAUIMHCKOT O U3JCIINA
OCbOpMJ'IerT N BbLJACT 3as1BUTCIIIO CHOCO6OM, YKazaHHBIM B 3aiBJICHHUU O IPOBCACHHU PCTHUCTpALlUU
MCIUIIUHCKOT'O U3CJINA, PETUCTPATNOHHOC YIOCTOBCPCHUC U ITPUIIOKCHUEC K HEMY.

41. HecornacoBaHue SKCIEPTHOIO 3aKJIIOUEHHUS YIOJHOMOYEHHOrO0 opraHa (3KCHEpTHOM
opranu3zaiyu) peepeHTHOro rocyAapcTBa B OJHOM U3 TOCYAApPCTB NMpPHU3HAHUS SIBISIETCS OCHOBAaHUEM
JJIg OTKa3a B pErucTpanuu MEAUIIMHCKOTO U3ACIINA Ha TCPPUTOPHUHN 3TOI'0 roCyaapCTBa IIpU3HAHUAA.

42. B ciyyae Hamuuus TocydapcTBa (rOCyaapcTB) TNPHU3HAHMS, YIOJIHOMOYEHHBIM OpPIraHOM
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(3KCHepTHOM OpraHu3alueil) KOTOPOro AKCIEPTHOE 3aKJIIOYEHHE HE COTJIACOBAHO, YIOJHOMOYEHHBIN
opran (dKCHepTHas opraHusaiusi) pedepeHTHOro rocyaapctBa B TeueHue 10 paboumx aHell co nHsA
IIOJIyYEHHUsI OT BCEX YIOJHOMOYEHHBIX OPraHOB (SKCIIEPTHBIX OPIraHM3ALMN) TOCyNapcTB MpPU3HAHUS
MOATBEPIK/ICHUSI COTJIacOBaHMsI (HECOIJIACOBAHMS) SKCHEPTHOTO 3aKIIOUEHHUs JIMOO CO JTHS HCTEUECHUS
CpOKa, YCTaHOBJIEHHOI'O JUIs IIPEIOCTABIEHUS TOCYAapCTBaMU MPU3HAHMUS YKa3aHHOI'O IMOATBEPKICHUS
(mpu ycnoBuHW, YTO 3asBUTENEM OBLUIM MPEACTABICHbl B YINOJHOMOYEHHBIH Opran (IKCHEPTHYIO
OpraHu3anyio) pedepeHTHOro ToCyAapcTBa KOMUU JIOKYMEHTOB 00 OIjlaTe MpOLEeayphbl COTIacOBAHHS
HKCIIEPTHOTO 3aKJIIOUEHHUS B TOCYAApCTBaX MPU3HAHUS U MEPEBOIOB IKCIUTYaTAIIMOHHOTO JOKYMEHTa WU
MHCTPYKIMU TI0 TPUMEHEHUIO MEIUIIMHCKOTO M3/IeHs, PYKOBOJACTBA 10 CEPBUCHOMY OOCITYXHBAHUIO U
TEKCTa MapKHUPOBKU Ha TOCYJIApPCTBEHHbIE SI3bIKM TOCYAAPCTB MpH3HAHUS (IPU HEOOXOAUMOCTH)), C
YUETOM XapaKTepa BbISIBICHHBIX 3aMEYaHUI BBIIIOJIHSAET OJJHO U3 CIEAYIOLINX JEHCTBUIMA:

a) HampaBJI€T 3asBUTENIO YBEJAOMIIGHHE O HEOOXOJMMOCTH COIJIaCOBAHUS OOpalleHus B
KoHCynbTaTUBHBII KOMHTET Uil YpPETyJIHpPOBAaHUsS Ppa3HOIJACUM B OTHOLICHUM COIJIaCOBaHUS
SKCHEPTHOIO  3aKJIIOYEHHUS C TNPWIOKEHHUEM KONMUU (KOMMH) MOATBEPXKICHHSI  COIJIaCOBAaHUS
(HecorymacoBaHMsI) 3KCIIEPTHOro 3akitoueHus. [Ipu oTCyrcTBUM OTBETa 3asBUTENS 1O HCTEUYEHUU 15
pabouux AHEH cO JHS IMOJYy4YEHMs COOTBETCTBYIOLIETO yBeloMJIeHHs oOpaiieHue B KoHCynbTaTUBHBIN
KOMMTET CUUTAETCSI HECOTJIACOBAHHBIM;

0) B ciywyae coriacusi C BBIBOJAMH YIOJIHOMOYEHHOTO oOpraHa (SKCIEPTHOW OpraHHU3aIiH)
rocygapcTBa MpU3HAHUS O HEBO3MOXKHOCTH PETUCTPAIMU MEIUIIMHCKOTO U3JIETUsl IPUHUMAET PEIICHHE
00 OTKa3e B perucTpaiui MEIUIIUHCKOTO U3/enus. B 9ToM ciydae yrmoiHOMOYEHHBIH opraH (3KcnepTHas
opranm3anus) peepeHTHOTO rocynapcTBa B TeueHue 10 pabouymx mHEH CO JHS MPUHSATHS pemieHus o0
OTKa3e B PETUCTPALUU MEIUIIMHCKOTO U3Aenusi 0hOpMIISET U BBIJACT 3aABUTEIIO CIIOCOOOM, YKa3aHHBIM
B 3asBJICHUSIX O PETHCTPAllMA U DKCIEPTH3E, YBEAOMIIEHHE 00 OTKa3e B PErHCTPAllUU MEIUIIMHCKOTO
uznenus (¢ 000CHOBaHWEM MPUYMH OTKa3a U MPUIIOKEHHEM K HEMY KOMHUH DKCHEPTHOTO 3aKIIOYCHUS U
MTOATBEPIKICHUS] HECOTJIACOBAHMSI DKCIIEPTHOTO 3aKJIFOUCHMUS ).

43. YomHOMOUYEHHBIN opraH (3KCIepTHas opraHu3aius) peepeHTHOro Tocy1apcTBa B TeueHHue 3
pabounx AHEW co AHS MOJIyYE€HHUs OTBETA OT 3asBUTENS OTHOCUTENBHO oOpaieHuss B KoHCynbTaTUBHBIN
KOMUTET JUJIs1 YPETyJIMPOBAHUS Pa3HOTIACUI B OTHOLLIEHUH 3KCIIEPTHOTO 3aKIFOUEHHUS:

a) obpamaercsa B KoHCYTbTaTUBHBI KOMUTET B COOTBETCTBHUH C pasjaeniom [V Hacrosux [IpaBun
(B cimyuae coryiacoBaHus 3asBUTeNIEM oOpareHusi B KoHCyIbTaTUBHBIN KOMHUTET);

0) IpUHUMAET PEIICHUE O PETUCTPALIMHI MEIUIIMHCKOTO U3eus 0€3 yKa3aHUs B PETUCTPAIIOHHOM
YIOCTOBEPEHUU TocyAapcTBa (rOCYIapcTB) MPU3HAHMS, YIOJIHOMOYEHHBIM OpraHoM (SKCHEpPTHOM
OpraHmsaiyeif) KOTOpOro HE€ COIVIaCOBAHO OJKCIIEPTHOE 3akKiloueHHe (B ciydae HeCcOorjJacOBaHUS
3asiBUTeNeM oOpamieHuss B KoHCynbTaTHBHBIM KOMHUTET). B 3TOM ciyyae ymolHOMOYEHHBIH OpraH
(axcmiepTHast opranu3aiusi) pedepeHTHOTO rocyaapcTBa B TeueHne 10 pabouux AHEH co AHS MPUHSATHUS
pelIeHust 0 PErucTpaly MEIUIIMHCKOTO U3IEeIHS:

pa3MeIiaeT B €IMHOM peecTpe MEIUIIMHCKUX H3AENui, 3aperucTpupoBaHHbIX B pamkax Corosa,
CBEIEHUS O MEAMLMHCKOM U3JeNnH, mpenycMoTpeHHble llopsinkom ¢opMHupoBaHUsS U BeIEHUS
MH(OPMALIMOHHON CUCTEMBI;

O(I)OpMJ'I}ICT n BbBIAACT 3asABHUTCIIIO CHOCO60M, YKa3aHHBIM B 3a4BJICHUU O MPOBCACHUU PETUCTpAllUN
MCIUIHUHCKOI'O U3€CJIHA, PETUCTPAIMOHHOEC YIOCTOBEPCHUEC U ITPUITOKCHUEC K HEMY.
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lll. Mpoueaypa cornacoBaHUA 3KCNEPTHOro 3aKrYeHNs

44. Tlpouenypa cOTjacoBaHHsi OSKCIEPTHOTO 3aKJIOUEHHUS OCYIIECTBISCTCS B OTHOIICHUH
IKCIIEPTHOTO 3AKIIOYCHUS, 0(POPMIIEHHOTO B paMKaX CICIYIOLIUX MPOIECIYP:

a) MpOLEAYPhl PETUCTPALIUU U IKCIEPTU3BI METUIIMHCKOTO U3/IETUsl B COOTBETCTBUU C pazienoM II
Hacrosmux [IpaBui;

0) mporienypa BHECEHUS H3MEHEHHIl B PErHCTPAllMOHHOE JI0ChE B COOTBETCTBUU C pazaeiioM V
Hacrosmux [IpaBu;

B) NpoOLEIypa COIJACOBAaHHUS HKCIEPTHOIO 3aKJIIOUEHHUS Ha 3aperucTpUPOBAHHOE MEAMLIMHCKOE
n3zaenne B coorBeTcTBuu ¢ pasaenoM VIII macrosmux [Ipasui.

45. 3asBUTENb B CPOK, COTJIACOBAHHBIN C YIIOJIHOMOYEHHBIM OPraHOM (3KCIIEPTHOM OopraHu3aiuei)
rocy/apcTBa NPU3HAHUS U HE NPEBBIIIAIOIIMNA CPOK, yKazaHHbI B nyHkTe 50 Hacrosmumx Ilpasui,
obecreynBaeT MpeACTaBICHUE YIOJIHOMOYEHHOMY OpraHy (SKCHEpTHOW OpraHu3aluu) pe@epeHTHOro
rocyzapcrBa M rocyJapcTBa MpU3HAHUS NIEPEBOAOB IKCILIyaTallMOHHOIO TOKYMEHTA MM HHCTPYKLIHUHU 110
IPUMEHEHUIO MEIMLMHCKOTO HW3JeNus, PYKOBOJACTBA IO CEPBUCHOMY OOCIY)XMBAaHUIO U TEKCTa
MapKUpOBKM Ha TOCYJApCTBEHHBIM S3bIK roCylapcTBa MNpU3HAHMS (NP HAJIWYUM COOTBETCTBYIOLIUX
TpeOOBaHUI B 3aKOHO/IATENILCTBE FOCY1apCTBA IPU3HAHMS).

46. Ilpu npoBeneHUM MPOLELYPhl COIIACOBAHUS AKCIEPTHOIO 3aKIIOYEHMS YHOJIHOMOYEHHBIN
opras (9KcrepTHasi OpraHu3alys) rocyJapcTBa MpU3HaHUs MPOBOAUT OLIEHKY IMOJHOTHI M IOCTATOYHOCTH
JAHHBIX, MOATBEPKAAIOIINX OE€30MacHOCTh, Ka4ecTBO U 3(PPEKTUBHOCTH MEIULMHCKOIO H3JENHs,
IIPaBWJIBHOCTH TEPEBOJA OKCILTyaTallMOHHOIO JOKYMEHTAa WIM MHCTPYKIMH IO NPUMEHEHHUIO
MEAUIIMHCKOTO M3JeNns, PYKOBOJACTBA IO CEPBUCHOMY OOCIYKMBAaHUIO M TEKCTa MapKUPOBKU Ha
rOCYJJapCTBEHHBIH A3BIK TOCYAApCTBA MPU3HAHUS (TIPH HEOOXOAUMOCTH).

47. Ilpu HEOOXOAMMOCTH YIOJIHOMOUYEHHBIE OpraHbl (IKCHEPTHHIE OpraHU3alMi) TOCYNapCTB
NPU3HAHUS MOTYT HANpPaBIATh C MCIOJB30BAaHUEM CPEJICTB WHTETPUPOBAHHOW MH(OPMAIIMOHHON
cucrembl Coro3a (najsiee - MHTETPUPOBAaHHAs CHUCTEMA) B YINOJHOMOYEHHBIH OpraH (SKCIEPTHYIO
OpraHu3alyio) peGepeHTHOro rocyJapcTBa CBOM 3aMeuaHHs U NPEJIOKEHHs 10 OQOpPMIICHHS 3TUM
YIOJTHOMOYEHHBIM OPTaHOM (3KCIIEPTHON OpraHMU3aliei) SKCIIEPTHOTO 3aKITI0USHHUSI.

48. B xoae coryiacoBaHMsl SKCIIEPTHOTO 3aKJIIOYEHHs YHNOJHOMOYEHHBIE OpraHbl (3KCIEpTHBIE
OpraHM3allK) rocy1apCTB-UJICHOB MOTYT B3aMMOJEUCTBOBAThH APYT C JAPYroM B LEJSAX YPEryJIupOBaHUS
BO3HHUKAIOIIKX BOIIPOCOB.

49. B cnyyae Hanuuus pasHOIVIACHA MEXIy pePepeHTHBIM TOCYIapCcTBOM M TOCYAapCTBOM
(rocynapcTBaMu) MpHU3HAHUS B OTHOLLIEHUM COTJIACOBAHUS SKCIIEPTHOTO 3aKIIOUEHUS YIOJTHOMOYEHHBIN
opran (dPKcmepTHasi OpraHusanus) pedepeHTHOro rocylapcTBa NPUHHUMAET pelIeHHe Ha OCHOBAHUU
9KCIIEPTHOI'O 3aKJIIOYEHHS U MOATBEPKICHUS HECOITIACOBAHMSI DKCIIEPTHOIO 3aKIOYEHUS, B TOM YHCIIE C
Y4€TOM UTOTOB YPEryJIHpOBaHMs Pa3HOTIacCHi B OTHOILEHUHU COTJIACOBAHMS SKCIIEPTHOIO 3aKJIFOUEHUS B
pamkax KoHcynpTaTuBHOrO KOMUTETA (B citydae oOpareHus B KoHCyIbTaTUBHBIM KOMUTET).

50. YoIHOMOYEHHBIM opraH (’KCIepTHas OpraHu3als) rocynapcTBa MpU3HAHUS paccMaTpUBAET
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IKCIEPTHOE 3aKitoueHue B TeueHue 30 pabouux aAHeH, HCUHCISIEMBIX OT OJHOM U3 CIIEAYIOLIUX JIaT:

IpU TMPOBEACHUU MNPOLUEAYP PErUCTPALMM U HKCIEPTU3bl MEAMIMHCKOIO M3JEIus - C JAaThl
MOCTYIUICHUSI B YIOJHOMOYEHHBIE OpraHbl (dKCIIEPTHBIE OpraHu3anuu) pedepeHTHOro rocyaapcTBa U
rocynapcTna (rocy1apcTB) MPU3HAHUS YBEIOMIICHHUS 00 OIIaTe MPOIEyp COTIaCOBAHUS;

IpU NPOBEICHUM NPOLEAYPbl BHECEHHS HW3MEHEHUN B PETUCTPALMOHHOE JOChE - C JAaThl
pa3MelieHus] YIOJIHOMOYEHHBIM OpraHoM (PKCHEpTHOM opraHuzanueil) peepeHTHOro rocynapcrsa B
cBoeil MH(POPMAIMOHHON CHCTEME PErHCTPALlMOHHOTO JOChE, COJACPIKAIIECrO 3asBICHHE O BHECECHHH
M3MEHEHUN B PETUCTPALMOHHOE JI0ChE;

IpU TPOBEICHUH TMPOLEAYPhl COMIACOBAHUS SKCIIEPTHOTO 3aKIIOUYCHHS Ha 3apEerHCTPHUPOBAHHOEC
MEIUIMHCKOE U3JICNTUE - C JAaThl pa3MEIeHHs YIIOJTHOMOYCHHBIM OPraHOM (PKCIEPTHOW OpraHu3aIfeil)
pedepenTHOr0 TroCymapcTBa B CBOCH HMHQPOPMAIMOHHOW CHCTEME PETHCTPAlMOHHOTO JIOChE,
COJCpKAIEr0  3asBJICHUE O  TPOBEICHHHM  COIVIACOBAHMS  OKCIEPTHOIO  3aKJIIOYCHHS  Ha
3aperuCTPUPOBAHHOE MEAMIIUHCKOE U3/ICIIHE.

[Ipy >TOM ycIOBMEM HCYMCIEHUS YKa3aHHOIO CpOKa SBJSIETCS HaJIW4YMe Ha  CcyeTre
YIOJHOMOYEHHOI'O OpraHa (SKCIEPTHOM OpraHu3allii) rocyAapcTBa NpPU3HAHMS JIEHEKHBIX CPEICTB,
MOCTYMUBUIMX B PE3yJIbTaTe OIUIATHI 3aSBUTENEM IIPOLEIYpPhl COITIAaCOBAaHMS HKCIEPTHOTO 3aKJIIOUEHUS B
rocy/1apCTBe NIPU3HAHUS B IOJTHOM 00bEME.

51. Tlo pe3ynbTaraM pacCMOTPEHHS JKCIIEPTHOTO 3aKIIOYCHHUs YIIOJHOMOYCHHBIH OpraH
(okcmiepTHasi OpraHu3anus) TOCyAapcTBa TMPU3HAHUS HANpaBiIseT B  YIOJHOMOYECHHBIM OpraH
(OKCHepTHYIO ~ OpraHu3aluip)  peQepeHTHOro  TocylapcTBa  MOATBEPXKACHHE  COTJIACOBaHUS
(HecornmacoBaHUsl) OSKCHEPTHOTO 3aKkiodeHusi (¢ 0OOCHOBAaHHMEM) C HCIOJIb30BAHHEM CPEACTB
WHTETPUPOBAHHON CHCTEMBI (B TOM YHCIIE TIOATBEPKICHIE MPAaBUILHOCTH MIEPEBOIa IKCILTYaTallHOHHOTO
AOKYMCHTA WJIM WHCTPYKOHUU MO NPUMCHCHHUIO MCIHIMWHCKOTO H3ACIHA, PYKOBOJACTBA IO CEPBHUCHOMY
OOCTYKMBaHUI0 W TEKCTa MapKUPOBKM Ha TOCYIJapCTBEHHBIE S3bIKM TOCYIAapCTB NpPU3HAHHS B
COOTBETCTBHUH C 3aKOHOJIATEIIHCTBOM I'OCYIapPCTB-UJICHOB).

52. B cnyuyae HENpeACTaBIECHUS TOCYAAPCTBOM TNIPU3HAHMS MOATBEPKIEHUS COIVIACOBAHUS
(HecornmacoBaHMsI) SKCIIEPTHOTO 3aKJIFOUEHUS! B CPOK, YCTaHOBJIEHHBIH myHKTOM 50 Hactosimux [IpaBu,
HKCHEPTHOE 3aKIIFOYEHNE CUUTAETCS COrJIaCOBAaHHBIM IPU YCIOBUH, YTO 3asBUTENIEM ObUIM MPECTABICHbI
B YIOJHOMOYEHHBIC OpraHbl (IKCIEPTHHIE OpPraHU3allid) pPePEepeHTHOro TrocylapcTBa M TOCYy/apcTBa
IIPU3HAHUS TIEPEBOABI IKCIUTYaTAllMOHHOTO TOKYMEHTA U UMHCTPYKIIMH 110 IPUMEHEHHUIO MEIUIIMHCKOTO
W3JIeusl, PYKOBOJCTBA MO CEPBHCHOMY OOCIYKMBAaHHIO M TEKCTa MApKUPOBKH Ha TOCYAapCTBEHHBIH
A3BIK TOCYJapCTBa MpH3HaHUA (TP HAJMYUU COOTBETCTBYIOIIMX TpeOOBaHMH B 3aKOHOIATENbCTBE
rocy/iapcTBa NpU3HaHUsA).

53. B pamkax npouenyp perucTpauuy U 3KCHEPTU3bl MEAULMHCKOIO M3AEIUS B COOTBETCTBHM C
paznenom Il Hactosmmx IlpaBuia OCHOBaHMSIMM [UII HECOIJIACOBaHUSA TOCYAApPCTBOM IPU3HAHUS
9KCIIEPTHOI'O 3aKJIFOUEHUS SBJISIOTCS:

a) OCHOBaHMsI, IPEelyCMOTPEeHHbIE TyHKTOM 34 Hactosmux [Ipasu;

6) HCTMIPCACTABJIICHUC 3asBUTCIICM B COIJIaCOBaHHBLIN CPOK MEPCBOJA IKCILNTYaTAHUOHHOI'O NOKYMCHTA
WM HHCTPYKOHH 110 TPHUMCHCHHIO MCIUIHUHCKOrO M3ACIIHA, PYKOBOACTBA II0 CCPBUCHOMY
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OOCTYXKMBaHUIO M TEKCTAa MApKUPOBKH HA TOCYIApCTBEHHBIA SI3BIK TOCYAapCTBa Mpu3HAHUS (TpH
HEOOXOMMOCTH);

B) OTCYICTBME Ha CU€T€ YIOJIHOMOYEHHOIO oOpraHa (SKCIEPTHOH OpraHu3aluu) rocylapcTBa
MPU3HAHUS JIEHEKHBIX CPEJCTB, IOCTYMUBIIUX B pe3yJbTaTe OIUIAThl 3asgBUTEIEM IPOLETYPHI
COTJIACOBAHUS SKCIIEPTHOTO 3aKIIOUEHHS B ITOJTHOM 00beMeE.

54. B pamkax npoueaypbl COIJIaCOBAHUs DSKCIIEPTHOIO 3aKJIIOUEHHMS Ha 3aperHCTPUPOBAHHOE
MEIULMHCKOE u3Jenue B cooTBercTBUM ¢ paszgenoM VIII Hacrosmux IlpaBun ocHOBaHUAMM I
HECOIVIACOBAHUS TIOCYAApCTBOM IPU3HAHUSA OKCIEPTHOIO  3aKIIOYCHMs SBISIOTCA  OCHOBAHMS,
IIpeyCMOTpEHHbIE TYHKTOM 34 Hactosmux [Ipasui.

55. B paMKax Hnpoueaypbl BHCCCHUS U3MEHECHUI B PErucTpaiuoOHHOC JOChEC B COOTBCTCTBHUH C
pasaciomMm V HacTosmux HpaBI/IJI OCHOBAaHHAMH [JII HCECOIIAaCOBAHUA TOCYAAapCTBOM IIPU3HAHUSA
OKCIICPTHOTI'O 3aKJIIOYCHUS ABJIAIOTCA:

a) OCHOBAHMsI, IIPElyCMOTPEHHbIE TyHKTOM 79 Hactosmux [Ipasui;

0) OTCyTCTBHE IEPEBOJOB JKCIUIYaTallMOHHOTO JOKYMEHTa WJIM HHCTPYKIMH MO NPUMEHEHUIO
MEJUIIUHCKOTO W3JeNUs, PYKOBOJACTBA IO CEPBUCHOMY OOCIIYKMBAaHUIO WU TEKCTa MApKUPOBKH Ha
rOCy/IapCTBEHHBIN S3bIK TOCYIapCTBA MPU3HAHUS (TIPU HEOOXOIMMOCTH).

IV. YperynupoBaHue pasHornacum B OTHOLUEHUU cornacoBaHus
3KCMEepPTHOro 3aKnyeHus

56. Ilpm oOTCyTCTBMM KOHCEHCyca IO BOIIPOCY COIJIACOBAHMSI OSKCIEPTHOIO 3aKIHOYEHHUS,
0()OPMIIEHHOTO B paMKax MPOIEAYp PETUCTPALMH U HKCIIEPTU3BI MEAUIIMHCKOTO U3/I€TUS B COOTBETCTBHU
¢ paznenom Il mHactosmux [IpaBui, yperynupoBaHue pa3HOTIACH OCYIIECTBISETCS MyTeM OOpaIieHus
YIIOJTHOMOYEHHOTO OpraHa (3KCIepTHOW opraHu3anuu) peepeHTHOro rocyaapcrsa B KoHCynbTaTUBHBIM
KOMMUTCET.

57. VYnonHOMOYEHHBIM oOpraH (dKCHepTHas oOpraHuzalus) peQepeHTHOro rocyaapcTBa Io
COTJIACOBAHUIO C 3asiBUTENeM HarpanisieT B KOHCylIbTaTHBHBIA KOMHUTET 3asiBJICHHE O HEOOXOIUMOCTHU
paccMOTpeHMs pasHoIJIacMii (C yKa3aHHMEM CBEIEHUH O mpeaMmere pasHorjacuii um o0 UTorax
MIPOBEJICHHBIX MEPEroBOPOB U KOHCynbTanui). K 3asBneHuto MOryt npuiaraThCsi JitoOble MaTepHallbl,
00OCHOBBIBAIOIINE MMO3UIMIO YIMOJHOMOUYEHHOIO OpraHa (3KCIEPTHON opraHuzanuu) pepepeHTHOro
rocyJapcTBa 10 MPeIMETY pa3HOIIACUH.

58. Ilocne monydeHHs 3asBICHUS W MPUIAraeéMblX K HEMY MaTepuajoB OT YIOJIHOMOYEHHOI'O
opraHa (9KCHEpTHOW opraHu3anuu) pedepeHTHoro rocyaapctBa KOHCYJIbTaTUBHBIA  KOMHUTET
3ampammBaeT y YIOJTHOMOUYEHHBIX OpPraHOB (IKCIEPTHBIX OpTaHW3aldi) TOCYJapCTB TMPU3HAHUSA
MaTepuabl, TOATBEPKIAONINE WX TIO3UITUIO 110 TIPEIMETY Pa3HOTIIACHH.

59. KoHCynpTaTHUBHBIM KOMHUTET HaNpaBJIA€T YBEJOMJIEHHE O IIPOBEIECHUU 3acelaHus IO
YpEryJIupOBaHUIO Pa3HOTIacHi YIOJTHOMOYEHHBIM OpraHaM (3KCHEPTHBIM OpPraHu3alusIM) peQepeHTHOro
rocy/1apcTBa U roCy/1apCTB IPU3HAHMS 110CJIE IPEJICTABICHNUS] UMUA COOTBETCTBYIOIINX MaTepHaJIOB.

60. Opranm3aiys 1 MPOBEJACHUE 3aCEIaHMs TI0 YPETYIHMPOBAHUIO PA3HOTIIACHNA O00ECTICUMBAIOTCS
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KoHcynpTaTuBHBIM KOMUTETOM. B 3aceanuu nprHUMaroT yyactue 4ieHbl KoHCYIbTaTUBHOIO KOMUTETA,
SBJIIOIIMECS IPEJCTABUTENISAMU  YIIOJIHOMOYEHHBIX OpraHoB (SKCHEpTHBIX opranuzanuii). Ilpu
HEOOXOJMMOCTH M0 MPEUIOKEHUIO YIOJTHOMOYCHHBIX OpraHOB JJISi YYacTHsl B PAacCMOTPEHUU
oOcyxJaeMoro B paMmkax 3acefaHus KOHCyIbTaTUBHOIO KOMHTETa BOIPOCAa MOTYT MPUIVIAILATHCS
IIPEICTAaBUTENN OpraHU3aluil 3paBOOXPAHEHUs], FKCIIEPTHBIX OpraHU3aluil, IPOU3BOJUTENSI U JpyTrue
CICLIMAJIUCTBHI.

61. Ilo uroram 3acenanuss KoHCylnbTaTUBHOIO KOMHUTETA IPUHUMAETCS PELIEHUE, KOTOPOE HOCUT
PEKOMEHIATENbHBIN XapaKTep.

62. Cpok yperyaupoBaHusi pa3HOTJIacHil B OTHOIICHUH COTJIACOBAHUS SKCIIEPTHOTO 3aKIIOUYCHUS HE
JOJDKeH TpeBbimaTh 30 pabounx JHEW cO JHS HANpaBlICHHS YIOJHOMOYCHHBIM OPraHOM (dKCIEPTHOM
opranusanueit) pedepeHTHoro rocynapctBa B KOHCYNbTaTUBHBII KOMHUTET COOTBETCTBYIOILEIO
3asIBJICHHS 1 MATEPHAJIOB.

63. B teuenue 3 paboumx AHEW cO AHS MOJIy4E€HHs HPOTOKoJa 3acenaHus KoHCyiabTaTMBHOIO
KOMHTETa IO YPEryJUpOBAaHUIO DPA3HOIJIACHH YIIOJIHOMOYCHHBIH OpraH (dKCIepTHas OpraHu3alus)
pedepeHTHOr0 rocyJapcTBa Ha OCHOBAaHUM peKoMeHaanuii KOoHCYIbTaTHBHOTO KOMHUTETa MPUHHMAET
pELICHNE OTHOCUTEIHHO BO3MOKHOCTH PETUCTPALMH METUIIMHCKOTO H3/IENHsI.

64. B citydae eciii IpUHITOE B COOTBETCTBUU C IMyHKTOM 63 Hacrosux IlpaBun pemenue spisercs
MIOJIOKUTEIbHBIM, YIOJHOMOUYEHHBIN OpraH (3KCHepTHas OopraHusanus) pe(epeHTHOro rocyaapcrsa B
TedyeHue 3 pabounx THEH co THS ero MPUHSATHS:

a) pasMellaeT B €MHOM peecTpe MEAULMHCKUX U3JeNui, 3aperucTpupoBaHHbIX B pamkax Coro3a,
CBEJCHMSI O MEIUIMHCKOM W3JeNnu, mpenycMoTpeHHblie [lopsakom ¢opMupoBaHuss M BeACHUS
MH(POPMAIIMOHHOM CUCTEMBI,

0) odopMIIET PETUCTPAIIMOHHOE yIOCTOBEPEHHUE U MPHUIIOKEHUE K HEMY (C yKa3aHHEM TOCyJapCTB
MPU3HAHUS, YMNOJTHOMOYEHHBIMU OpraHaMu (PKCIEPTHBIMU OPTaHHU3aIMSAMH) KOTOPBIX COTJIACOBAHO
IKCIIEPTHOE 3aKJTFOUYCHUE) U BBIACT HX 3asBUTEIIO CIIOCOOOM, YKa3aHHBIM B 3asBIICHUU O TPOBEIACHHUH
pEerucTpanuy MEJUIIMHCKOTO U3/ICTIHS;

B) NMpU HAJIMYUU TO UTOram 3acenaHus KoHCynbTaTUBHOrO KOMHTETa rocyiapcrBa (TrocyaapcTB)
NPU3HAHUS, YIOJHOMOYEHHBIM OpraHoM (SKCHEpTHON oOpraHu3anuel) KOTOpPOrO HE COIIacoBaHO
9KCHEPTHOE 3aKIIF0YEHUE, HAIIPABIISAET 3asBUTEII0 CIIOCOOOM, YKa3aHHBIM B 3asIBJICHUSAX O PETHUCTPALUU U
HKCHEPTH3E, YBEAOMIIEHUE O IPUHATOM PELICHUN YIIOJIHOMOYEHHOT0 OpraHa (3KCIepTHOW OpraHu3alun)
rocyjapcTBa MNpH3HaHUS (C TNPHIOKEHHEM KOMHHM TOATBEP)KICHHUS HECOTJIACOBAaHUSL OSKCIIEPTHOTO
3aKJIIOYEHHUS U pelieHus (MPOTOKOJIbHOM 3anmuck) KoHCyTbTaTUBHOTO KOMUTETA).

65. B cinydae eciau npUHATOE B COOTBETCTBUM C IMYHKTOM 63 HacTosiuux [IpaBun pemrenne saBisieTcs
OTPHLIATENIHBIM, YIOJHOMOYEHHBIH OpraH (dKCIepTHas opraHuszaius) pedepeHTHOro rocylapcTBa B
TeueHue 3 pabounx JHEW COo JHS ero MPUHATHS 0(QOPMIIET U BBIIAET 3aABUTENIO CIIOCOOOM, YKa3aHHBIM
B 3aBJICHUSX O PETUCTPAIlMU U IKCIEpPTH3e, yBeIOMJICHHE 00 OTKa3e B PErucTpalud METUIIMHCKOTO
U3 acians (C 000CHOBaHHEM IIpUYUH OTKasa W MPHUIIOKCHHUEM KON OKCIICPTHOI'O 3aKJIHOUCHUA,
MOJITBEPK/ICHUST HECOTJIACOBAHMs SKCIIEPTHOTO 3aKIOYeHHUs M pelieHus (MPOTOKOJIbHOM 3amuch)
KoHcynpTaTUBHOTO KOMUTETA).
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V. Mpoueanypa BHeCEHUs1 U3BMEHEHUIN B perucTpaumMoHHoe Aocbe

66. 3asgButenp B TeueHue 90 KaleHAAPHBIX JHEH CO JIHA BHECEHHUS M3MEHEHMH B JIOKYMEHTBI,
colepiKaliecss B PETUCTPALIMOHHOM J0Che, O0S3aH HMHUIMHPOBATh IPOLENYpPY BHECEHUS TaKHX
M3MEHEHUN B PETUCTPALIMOHHOE JI0CHE.

67. K n3meHeHunsM B PErUCTPaiuOHHOC OOCHE, Tpe6y1-OH_[I/IM perucTtpauivui HOBOIo MCIUIIMHCKOI'O
n3aCians, OTHOCATCA:

a) U3MCHEHHMSI, BJICKYIIHME 32 CO00W M3MEeHEeHHE (PYHKIIMOHAIIBHOTO Ha3HAYCHUS W (MJIM) TIPUHITUIIA
JEUCTBYSI METUITUHCKOTO H3CIHS;

0) BKJIIOYEHHE CBEICHUN O MOJENSAX (MapKax) 3aperHCTPUPOBAHHOIO METUIIMHCKOTO U3JENUS, HE
COOTBETCTBYIOIIMX KPUTEPHUSM BKIIOUEHHS B OJHO PETHCTPALMOHHOE YAOCTOBEPEHHUE HECKOIBKHX
Mojenel (MapoK) MEAUIIMHCKOTO U3/IeIHS B COOTBETCTBUU ¢ MyHKTOM 19 HacTosamux [IpaBun;

B) M3MEHEHMs], BJIEKyIue 3a co00il OJHOBPEMEHHOE U3MEHEHHME CBEACHUHW O IPOM3BOAUTENE U
IIPOM3BOJICTBEHHON IUIOMIA/IKE (IIPOM3BOACTBEHHBIX IUIOIIA/IKAX) IO OTHOLICHHIO K CBEICHUSM,
YKa3aHHbIM B PEruCTpalilioOHHOM YIAOCTOBCPCHHHU, BBIAAHHOM B paMKax HIpoOCcAyp perucrpanun H
HKCHEPTU3bl MEAULIMHCKOTO U3/IENIHs, 32 UCKIIOUEHUEM CBEJICHUN 00 OpraHn3aluOHHO-TIPaBOBOI Gopme,
aapece, peopranmusann, HHbIX CBGI[GHI/If/'I, COACPIKAIINXCS B YCTABHBIX JOKYMCHTAX.

68. B CJIydac€ BHCCCHHUA HSMGHGHHﬁ, BJICKYIIUX 34 co00lf H3MEHEHHE 9KCILTYAaTallTUOHHOT'O
AOKYMCHTA WJIM WHCTPYKIHU IO NPUMCHCHHIO MCIAUIWHCKOIO H3AC/IHA, PYKOBOACTBA IO CCPBHUCHOMY
O6CJ'IY)KI/IB21HI/IIO U TCKCTa MApPKUPOBKHU, B TCUCHUC 180 KaJICHAAPHBIX I[Heﬁ C HdaTbl BHCCCHHUA IJTHUX
H3MCHEHHUH pa3peiacTCs BBIITYCK B 06paHIeHI/I€ MCIHUIIMHCKHUX I/I3)1€J'II/H>'I, COOTBCTCTBYIOIINX NTOKYMCHTaM
U CBCACHUAM H3 PETUCTPAOUOHHOIO JO0ChE 1O BHCCCHHUA B HCTO W3MEHEHMIH. [[OHYCKaeTC}I
O)IHOBpeMeHHI)II\/JI BBIITYCK B O6paHIGHI/I€ MCIUIIMHCKHNX HSHGHHfI C 3KCILTyaTalMOHHBIM TOKYMCHTOM HJIHA
I/IHCTPYKHHeﬁ o NMPUMEHCHUIO MCIUIUHCKOT'O U3ACIINS, PYKOBOACTBOM IO CEPBUCHOMY O6CJ'Iy)KI/IBaHI/IIO
1 TCKCTOM MAapKHUPOBKH, COOTBETCTBYIOIIMMHA JOKYMCHTAM U CBEACHHUAM U3 PETUCTPALIMOHHOI'O JOCHE N0
U TI0CJIE€ BHECEHUS B HETO M3MEHEHU.

69. Ilpouierypa BHECEHUSI U3BMEHEHHUI B PETUCTPAIMOHHOE JTOChE (32 UCKITIOUEHUEM U3MEHEHUM, TSt
KOTOPBIX MPEAyCMOTpPEHa MPOoleaypa UX BHECEHUS B YBEIOMUTEIHHOM MOpPSAKE) TpeOyeT MpOBEACHHUS
MPOIIEAYPHl COTJACOBAHUS SKCIEPTHOTO 3aKIIOYCHHUS C TOCYJapCTBAMH TPU3HAHUS, YKa3aHHBIMU B
PEruCTPalIMOHHOM yJIOCTOBEPEHUH, B IOPAJIKE, yCTaHOBIEHHOM paszenoM I nactosmux [IpaBui.

70. B memax BHECEHMs HW3MEHEHUMH B PETMCTPALlMOHHOE JOChE 3asBHUTENb HAIpaBIseT B
YIIOJIHOMOYEHHBIH OpraH (3KCHEePTHYI0 OpraHU3alio) pepepeHTHOr0 TOCyAapcTBa Cienyrolue
JIOKYMEHTBI U CBECHHUSI:

a) 3asBJICHHE O BHECEHUH U3MEHEHUI B PETUCTPALIMOHHOE JOChe (Ha OyMa)KHOM HOCHUTENE U (WIK) B
AJIEKTPOHHOM BHJIE) 1O (popMe coriacHo npuiokeHuto N 7 (majee B HACTOSIIEM pas3feie - 3asBICHUE O
BHECEHUU U3MEHEHUH);

6) KOImug JOKYMEHTA, IMMOATBCPXKAAIOUMICTO IIOJHOMOYHA YIIOJJHOMOUYCHHOTO MPEACTABUTEIIA
MMPOU3BOAUTCIIA (HpI/I €ro HaHI/I‘-II/II/I);
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B) JIOKYMEHTBI M CBEJIEHHUSI O COOTBETCTBYIOLIMX H3MEHEHHUSX, B TOM UHCIE JIOKYMEHTHI,
MOATBEPKIAIOIINE U3MEHEHUS U CBUIETENBCTBYIOIIUE O TOM, YTO BHECEHUE 3TUX U3MEHEHUU HE BJIEUET
3a CcOoOOM W3MEHEHUs CBOWCTB M XapaKTEPUCTUK MEAMIMHCKOTO HW3JEIHs, BIUSAIOMIUX Ha €ro
0€301MacHOCTb, Ka4eCTBO U 3PPEKTUBHOCTD, UM COBEPUICHCTBYET €r0 CBOMCTBA M XapaKTEPUCTHKHU MPU
HEU3MEHHOCTH (DYHKIIMOHAILHOTO Ha3HAYCHUS U (UJIN) IPUHIIUIA JEHCTBHUS MEIUIIMHCKOTO U3CITHUS;

) KONUM JOKYMEHTOB, MOJTBEPXKIAIOLUIMX OIUIaTy MPOIeaypbl BHECEHHMs HW3MEHEHUH B
pPETUCTpPAIIMOHHOE JI0Cbe B PEPEPEeHTHOM TOCYJapCTBE U TPOLEAYPHl COTIACOBAHMS HKCHEPTHOTO
3aKJIIOUEHUsT B ToOCylapcTBe (rocylapcTBax) NpHU3HAHMS, a TaKXKe BBIJAYM PETUCTPALMOHHOTO
yIIOCTOBEpEHUS B pehepeHTHOM TocyaapcTBe (Ipu HEOOXOIMMOCTH);

1) OPUTHMHAN PETUCTPALIMOHHOTO YIOCTOBEPEHUS (IyOIHKaT);
€) OIIUCh IOKYMEHTOB.

71. YronHoMOuYeHHBIH opraH (dKCIEpTHas opraHu3aiusi) pedepeHTHOTO rocyaapcTBa B TeueHue 7
pa60q1/1x I[Hefl CO OHA MOCTYIUICHUA 3asdaBJICHHA O BHCCCHHUU HSMGHGHHfI, a TaKXC JOKYMCHTOB H
CBEJICHUH, yKa3aHHbIX B yHKTe 70 Hactosamux [IpaBui, OpoBOAUT NPOBEPKY MOJHOTHI U IOCTOBEPHOCTHU
COZIEPIKAILMXCS B HUX CBEJICHUU.

72. B ciaydae eciu 3asBJI€HHE O BHECEHUH U3MEHEHUI NPEACTaBJICHO C HapylleHHeM TpeOOBaHUI
HacToamux [lpaBun u (WIM) COAEPKUT HEJOCTOBEPHBIE CBEIEHUS M (WIM) TOKYMEHTHl U CBEACHMS,
ykazaHHble B nyHkTe 70 Hacrosimux IlpaBumil, mpeicTaBieHbl HE B MOJHOM O0beMe, YIOJIHOMOYEHHBIN
opraH (dKcIepTHas opraHm3aius) pedepeHTHOro rocyAapcTBa B TeueHHWE 7 paboumx IHEH co JHS
MOCTYIUICHUsI TAaKMX 3asBJICHUS, JOKYMEHTOB M CBEJICHUM yBEIOMIISIET 3asBUTENI O HEOOXOIMMOCTH
YCTpaHEHUS BBISBJICHHBIX HapyIICHUH M (WIJIM) MPEICTaBICHUS OTCYTCTBYIOIIMX JTOKYMEHTOB B TCUCHHE
30 pabouux aHEH co AHA pa3MELICHHs] COOTBETCTBYIOIIETO YBEIOMJICHHUs B MH()OPMAIIMOHHON cHcTeMe
YIOJHOMOYEHHOIO oOpraHa (dKCIEpPTHOM OpraHu3alnuu) peQepeHTHOro rocyaapcTBa JuOO co AHS
HanpaBJIeHUs YBEJOMIICHHUS 3asBUTEIO CIIOCOOOM, YKa3aHHBIM B 3asBJICHUU O BHECEHUU U3MEHEHUH.

73. B cnyuyae ecnu mo uctedeHuu 30 pabouyux IHEH 3asBUTENIEM HE YCTPaHEHBI BbISIBJICHHbBIC
HapymeHuss M (WIM) HE TNPEeACTaBICHbl OTCYTCTBYIOUIME JOKYMEHTBI, YHNOJHOMOYEHHBIN OpraH
(akcmiepTHast opranuzaius) pepepeHTHOro TOCyIapCcTBa B TeueHue 3 pabouynx JAHEH MPUHUMAET PellieHre
0 BO3BpaTe 3asBJICHUSI O BHECEHUU U3MEHEHUH U JOKYMEHTOB (C 000CHOBaHMEM ITPUYUH BO3BpATa).

74. B Teuenue 3 pabouux JHEW CO JHS TPEACTABICHHUS 3asBJICHUS O BHECEHWU H3MEHECHHIA,
JOKYMEHTOB M CBEICHHUH, COOTBETCTBYIOUIMX TpeOoBaHUAM HacTosAummx IlpaBui, a Takke B ciydae
yctpaHeHus: B 30-IHEBHBIH CPOK BBISIBICHHBIX HapylleHUH W (WIM) NpEeACTaBIE€HUS JTOKYMEHTOB,
COOTBETCTBYIOIIMX TpeOOBaHUSAM HacToAmMX [lpaBui, yrmolHOMOYEHHBIH oOpraH (9KcrepTHas
opranusanus) pedepeHTHOTO ToCyJapcTBa MPUHUMAET peHIeHHe O Hayajle IMpoLeaypbl BHECEHUS
U3MEHEHMH B pETrUCTpallMOHHOE JOChe M pa3Memaer B cBoeil HH(OpMalMOHHOW cHcTeMe
PErMCTPAalMOHHOE  JIOChE, COJEpIKallee 3asBICHUE O BHECEHHMM W3MEHEHUHM U JIOKYMEHTHI,
MIOATBEPKIAIOIINE U3MEHEHUS.

75. 1lpy mNpoOBENEHUM DSKCHEPTU3bl B ClIyda€ HEAOCTATOYHOCTH MATEPHUAIOB U CBEICHUM,
coJiepKalluxcs B 3adBICHUM O BHECEHUM W3MEHEHUN M JOKYMEHTaX, MOJITBEPKAAIOUIUX HW3MEHEHUS,
YIIOJITHOMOYEHHBIM OpTaH (dKCIepTHAs OpraHu3alis) peepeHTHOrO TOCy1apCTBa HAMPABIISET 3asBUTEITIO
COOTBETCTBYIOIIUH 3ampoc (¢ ykazaHHEM 3aMEUYaHUl U CIIOCOOOB MX YCTpaHEHHs ). 3alpoc HAMpaBsIeTCs
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3asIBUTEIIO0 OJTHOKPATHO CIIOCOOOM, YKa3aHHBIM B 3asBIICHUU O BHECEHUHN M3MCHCHHIA.

3asgBUTEH TIPEACTABIISICT OTBET Ha 3ampoc B TeueHue 60 paboumx JHEH CO JTHA ero mnoiaydeHus. B
clly4yae HENpeICTaBIICHUs OTBETA B YKa3aHHBIA CPOK YIOJIHOMOUYEHHBIN OopraH (3KCIEpTHAsi OpraHu3arius)
pedepeHTHOT0 TOoCynapcTBa MPUHUMAET pEIIeHHEe Ha OCHOBAaHUU JOKYMEHTOB, HMMEIOLIUXCS B €ro
PacnopsKEHUH.

76. Ilpu BBISABICHUM YIIOJTHOMOYCHHBIM OpraHOM (SKCIEPTHOW OpraHu3aiuei) pegepeHTHOro
rocyJapcTBa B MPECTAaBICHHBIX 3asSBUTENIEM B OTBET HA 3alPOC JOKYMEHTAaX HEAOCTOBEPHBIX CBEJICHUMN
WM JOKYMEHTOB, COCTABJICHHBIX WM COJEPKaIMX TEKCT Ha MHOCTPAHHOM si3bIKke 0e3 3aBepeHHOro B
YCTAaHOBJICHHOM 3aKOHOJATEIbCTBOM TOCYJapCTBa-wieHa TMOPSAKE TIEpeBOJla Ha PYCCKUM S3bIK,
YIIOJTHOMOYEHHBIN OpraH (3KCHepTHas opraHu3aiusi) pedepeHTHOro rocy1apcTBa B TeueHue 2 paboyux
JTHEW CO JIHS TMOJYy4YeHHUs TaKuX JIOKYMEHTOB BPY4YaeT 3asBUTEIIO CIIOCOOOM, YKa3aHHBIM B 3asBJIICHHH O
BHECEHUU U3MEHEHUH, pelIeHre O BO3BpaTe yKa3aHHBIX JOKYMEHTOB (C 000CHOBAaHMEM MPUYUH BO3BpaTa
¥ COOONICHHEM O BO3MOXXHOCTH ITOBTOPHOTO TIPECTABIICHUS TOKYMEHTOB JI0 UCTCUCHUS YKA3aHHOTO B
a03arie BTOpoM IyHKTa 75 Hactosmux [IpaBui cpoka).

77. YIOITHOMOYEHHBIN opraH (3KCHepTHas opraHu3alus) peQepeHTHOro rocyaapcrBa MPOBOAMUT
SKCHEPTU3y U 0(OPMIIIET 3KCIEPTHOE 3aKIIFOYEHHE COrJlacHO mpuiiokeHuto N 8 B Teuenue 30 paboumnx
JTHEH co IHS NPUHSTHSL PEILIEHUs O Hayalle IPOLEAYPbl BHECEHUSI U3MEHEHHUM B PETUCTPALlMOHHOE JIOChE.

78. BBIBO,I[LI, coacpKalrecCs B OKCIICPTHOM 3aKIIHOYCHUH, JOJIKHBI OBITE OAJHO3HAaYHbBIMHU H
IIOHATHBIMU.

79. OcHOBaHUSAMHU [ TOATOTOBKU YIIOJHOMOYEHHBIM OpPIraHOM (PKCHEPTHOM oOpraHu3anuei)
pedepeHTHOTO TOoCylapcTBa HKCHEPTHOTO 3aKIIOUYEHUS O HEBO3MOXXHOCTH BHECEHHS W3MEHEHUH B
PETUCTPALIMOHHOE JOChE SABIISIOTCS:

a) HEJIOCTOBEPHOCTh TPE/ICTABICHHBIX CBEJCHHUI, 00OCHOBBIBAIOIINX BHECCHHE W3MEHEHUN (B TOM
YHClie BBISBIEHHAS MPHU OCYIIECTBICHUU YMOJHOMOYEHHBIMH OpPraHaMU TOCYAApCTBEHHOTO KOHTPOJIS
(Ham3opa) 3a oOpaleHneM METUIIMHCKUX U3IEIH);

0) OTCYTCTBHE B NpEACTABICHHBIX 3asiBUTENEM JOKYMEHTaxX CBEICHUH, MOATBEPKAAIOLIUX, YTO
M3MEHEHHUs, BHOCUMBIE B JJOKYMEHTBI, COAEpKAIllUecss B PErUCTPALlMOHHOM JI0Ch€, HE BIIEKYT 3a cOOOM
U3MEHEHMsI CBOMCTB M XapaKTEePUCTHK MEIUIIMHCKOTO MW3JeNUs, BIUSIOUIMX Ha €ro 0e30MacHOCTb,
KauecTBO M 3(()EKTUBHOCTh, WM COBEPIICHCTBYIOT CBOMCTBA U XapaKTEPUCTUKU NMPU HEU3MEHHOCTH
(YHKIMOHATIBHOTO Ha3HAYEHUS U (WIN) MPUHIMIIA TeHCTBUS MEAULIMHCKOTO U3/IeIHS;

B) HEOOXOJUMOCTh MPOBEIECHUS HOBOM perucTpalud MEAMIIMHCKOTO M3JETUs B COOTBETCTBUU C
yHKTOM 67 HacTtosuux [Ipasui.

80. Yo1tHOMOUYEHHBIN opraH (3KcHepTHas opraHu3ainus) pedepeHTHOro rocyaapcTsa B redenue 10
pabouux nHEH co qHS odopmiieHUs (MOTYUYEHUs) SKCIIEPTHOTO 3aKII0UEHUSI O HEBO3MOKHOCTH BHECEHUS
W3MEHEHHI B PErHCTPAIMOHHOE TOChE MPUHUMAET pelleHre 00 OTKa3e BO BHECEHHWH ITHX M3MEHEHHH,
oopmisieT M BbIIAET 3asgBUTENIO CHOCOOOM, YKa3aHHBIM B 3asBICHHU O BHECEHHMM HW3MEHEHUH,
yBeZIOMJIEHHE 00 OTKa3e BO BHECEHHM W3MEHEHUN B PETUCTPALMOHHOE J10Che (C 00OCHOBAaHMEM MPUUYMH
OTKa3a W TNPWIOKEHUEM KOMHMM SKCHEPTHOrO 3aKIIOYEHHUS YMOJIHOMOYEHHOTO OpraHa (3KCIEepTHOM
opraHu3amnu) pePepeHTHOro TOoCyJapcTBa W opuruHaja  (AyOnwkara)  PEerucTPallMOHHOTO
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YIOCTOBEPCHHSI.

81. Ilocne odopmienus B pehepeHTHOM rOCyAapCTBE SKCIEPTHOTO 3aKIIIOUYEHUS O BO3ZMOXKHOCTH
BHECEHUSl M3MEHEHUH B PErMCTPALMOHHOE JI0ChE YIOJHOMOYEHHBIN OpraH (3KCIEepTHas OpraHu3aliys)
pedepeHTHOro rocyaapcTBa pasmeliaeT B cBoeld MH(GOPMALMOHHOW CHUCTEME PETUCTPallMOHHOE J0ChE,
coJieprKalliee 3asiBJICHHE O BHECEHUH U3MEHEHUN U 3KCIIEPTHOE 3aKJII0UEHUE.

82. B ciywae OTCYTCTBHS TOCYAapcTBa (rOCynapcTB) IpH3HAHUS YIOJHOMOYCHHBIH OpraH
(3KxcrepTHast opraHu3aiys) peepeHTHOro rocyaapersa B TeueHue 10 pabouux aHel co THs 0POpMIICHUS
AKCHEPTHOTO 3aKJIFOYCHUS O BO3SMOKHOCTH BHECCHHUSI U3MEHEHUH B PETUCTPAITMOHHOE JI0ChE:

a) IPUHUMAET PELIEHUE O BHECEHUU U3MEHEHHUH B PETUCTPALIMOHHOE JJOChE U pa3MEUIaeT B €AMHOM
peecTpe MEIMLIMHCKMX W3JEJINUN, 3aperucTpUpoBaHHbIX B pamkax Coro3a, CBEIACHHMs O BHECCHHUHM
W3MEHEHHH B PETHCTPAlMOHHOE J0Che B COOTBETCTBHU ¢ llopsimkom (oOpMUpOBaHHS ¥ BEACHUS
MHGOPMALIMOHHON CUCTEMBI, a TaKXe CKaHUPOBAaHHbIC KONUHM JOKYMEHTOB, B KOTOpPbIE BHECEHbI
WU3MEHEHUS;

6) B Teuenue 10 pabGoumx JHEH cO MAHA NPUHATUS PEIIEHUS O BHECEHUMM HW3MEHEHHH B
pPErUCTPAlIMOHHOE JO0ChE YBEJOMIISIET 00 3TOM 3asBUTENS CHOCOOOM, yKa3aHHBIM B 3asBICHUHM O
BHECEHUU M3MEHEHUil, a TakkKe B ClIydyae BHECEHUS W3MEHEHWH B PErMCTPAllMOHHOE YJOCTOBEpEHHE U
(M) mpuitokeHHe K Hemy Oo(opMIIsieT W BBIAAET 3asgBHTENIO CIIOCOOOM, YKAa3aHHBIM B 3asBJICHHUU O
BHECEHUU HM3MEHEHUH, nepeoopMIIeHHbIE PETUCTPALIMOHHOE yIOCTOBEPEHHE U MPUIIOKEHUE K HEMY C
COXPAaHEHHEM IIPEKHEro Homepa (C yKa3aHHMEM JaThl BHECEHHS COOTBETCTBYIOUIMX W3MEHEHUH) U
BO3BpAll[aeT paHee BbIIAHHBIE PErHCTPALIMOHHOE YJJOCTOBEPEHHE U MPHIIOKEHHE K HEMY C OTMETKOH 00
UX HEJIEHCTBUTENILHOCTH (C YKa3aHHEM JaThl).

83. B cnywae Hamuuus rocyaapcTtBa (rocynapcTB) MpH3HAHHWS M OPU  YCIOBHUHM OTCYTCTBUS
pazHOrjJacuii Mexay YHOJHOMOYEHHBIM OpraHoM (dKCIEpPTHOM opraHuzanued) pedepeHTHOIo
rocyJapcTBa M YIOJHOMOYEHHBIM OpraHoM (3KCHEpTHOM opraHM3anueil) rocymapcra (rocynapcTB)
MpPU3HAHUS B OTHOLICHUHM COIJIACOBAHUS AKCIEPTHOTO 3aKJIIOUYEHHUs YIOJHOMOYEHHBIH Opras
(9KcmepTHas opranusanys) pedepeHTHOro TocyaapcTBa:

a) B TeueHue 10 paboumx AHEW cO JHS MOJIyYEHHS OT YIOJHOMOYEHHBIX OpraHOB (IKCHEPTHBIX
OpraHu3alyii) Bcex rocylapcTB NMPHU3HAHUS MOATBEPKACHUS COTNIACOBAHMS SKCIIEPTHOTO 3aKITIOYEHHS
100 CcOo THS UCTEUYEHHUs CpOKa, MpeaycMoTpeHHoro nmyHkToM 50 Hactosaumux [IpaBuin (mpu ycinoBuu, 4to
3asBUTENIEM OBbLI MPEICTaBJIEH B YINOJHOMOYEHHBIH OpraH (3KCHEPTHYI OpraHu3aluio) pedepeHTHOro
rocy/lapcTBa MepeBo/l SKCILTyaTallMOHHOTO JOKYMEHTA WJIM HHCTPYKLUHU MO0 PUMEHEHUI0 MEAUIIMHCKOTO
U3JeNus, PyKOBOJCTBA MO CEPBUCHOMY OOCIY)KMBAHHIO M TEKCTa MAapKUPOBKH Ha TrOCyJapCTBEHHBIE
SI3BIKA TOCYJIAPCTB MPHU3HAHUS (TIPH HEOOXOJIUMOCTH)), IPUHUMAET PEIICHUE O BHECEHUU W3MEHEHUH B
PETUCTPALIMOHHOE J0CHE U Pa3MEIIAET B €AMHOM PEECTPE MEIULMHCKUX HU3JEIHM, 3apETUCTPUPOBAHHBIX
B pamkax Coro3a, cBeJEHHs O BHECEHHHM H3MEHEHUN B PETUCTPALIMOHHOE O0ChE B COOTBETCTBHM C
[TopsiakoM ¢opMHpoOBaHUS M BeACHUS HH(MOPMAIIMOHHOW CHCTEMBI, a TAaK)K€ CKaHUPOBAHHBIE KOIUHU
JIOKYMEHTOB, B KOTOpPbI€ BHECEHBI U3MEHEHMUS;

6) B Teuenue 10 pabGoumx JHEH cO JAHA NPUHATHS pEIIEHUS O BHECEHWHM HU3MEHEHHUH B
PETUCTPAIIMOHHOE J0ChE YBEJOMIISIET 00 3TOM 3asBUTENS CHOCOOOM, yKa3aHHBIM B 3asBICHUHM O
BHECEHUU M3MEHEHMM, a TaKK€ B CIydac BHECEHHUS MU3MEHEHHI B PETMCTPALMOHHOE YAOCTOBEPEHHUE U
(unn) mpusiokeHHne K HeMy o(hOpMIISieT U BbIIAET 3asBUTENIO CIOCOOOM, YKa3aHHBIM B 3asiBICHHH O
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BHECCHUU HM3MEHEHUH, mepeoopMIICHHBIE PETUCTPAIIMOHHOE yJOCTOBEPEHHE M MPUIOKEHUE K HEMY C
COXpaHEHMEM NPEXKHEro HoMepa (C yKa3aHHEM JaThl BHECEHUS COOTBETCTBYIOIIUX H3MEHEHWH) U
BO3BpAIl[acT paHee BBIIAHHBIC PErHCTPALMOHHOE YOCTOBEPEHHUE U MPHUIIOKEHHE K HEMY C OTMETKOW 00
UX HEIEUCTBUTEIBHOCTH (C yKa3aHUEM JaThl).

84. HecornacoBanue 53KCHEPTHOTO 3aKIIOYEHHs YIOJIHOMOYEHHOTO OpraHa (SKCIEPTHOM
opranuzanuu) peQepeHTHOro rocyapcTsa B OJHOM W3 TOCYJapCTB MPHU3HAHUS SBJISETCS OCHOBAHHEM
JUTSL UCKITFOUEHUST HHPOPMAIIHH 00 3TOM rOCYIapCTBE M3 PETUCTPAIIMOHHOTO YIOCTOBEPECHHUS.

85. Ecnu ymonHOMOYEHHBIM oOpraH (dKCIEpTHas OpraHu3alus) rocylapcTBa IpU3HAHHS He
COIVIacOBal JKCHEPTHOE 3aKJIIOUEHUWE U YIOJIHOMOYEHHBIM OpraH (9KCIepTHas OpraHu3alus)
pedepeHTHOTO TOCyJapcTBa COTJIacCeéH C  BBIBOJIAMU  YIIOJTHOMOYEHHOTO OpraHa (dKCHEepTHOM
OpraHM3alM) rocyAapcTBa IPU3HAHUSA OTHOCHUTEIbHO HEBO3MOXHOCTH BHECEHUS M3MEHEHHH B
PETUCTPAIIMOHHOE J0Che, YIOJHOMOYEHHBIH OpraH (9KclepTHas opraHuzanusi) pedepeHTHOro
rocy/1apcTBa:

a) B Teuenne 10 paboumx AHEW CO OHS MOMYyYEHUS OT YIMOJTHOMOUYEHHBIX OPraHOB (IKCHEPTHBIX
OpraHu3aluii) BCEX TOCYAapCTB TMPU3HAHUS TOATBEPXKICHUS COTJIACOBaHUA (HECOTJIACOBAHUSA)
HKCIIEPTHOTO 3aKJIIOYEHUs OO0 CO THS MCTEUYEHHUS CPOKa, MPEAYCMOTPEHHOTO MyHKTOM 50 HACTOSIIHUX
[IpaBun, npuHUMaeT pemieHrne 00 0TKa3e BO BHECEHUH U3MEHEHUN B PETUCTPAIIMOHHOE JI0CHE;

0) B Teuenue 10 pabouux gHEH cO AHS MPUHATHUS pELIeHUS 00 OTKa3e BO BHECEHUU W3MEHEHUU B
pPErUCTpallMOHHOE J0Che O(QOPMIIIET U BBIJACT 3aSBUTENIO CIIOCOOOM, YKa3aHHBIM B 3asBICHUU O
BHECEHUU M3MEHEHUH, yBeIOMJIEHHE 00 OTKa3e BO BHECEHHH M3MEHEHUIl B PErHCTPAIIMOHHOE J10Che (C
000CHOBaHHMEM TIPHUYMH OTKa3a, a TakKkKe C TMPUIOKECHUEM KOIMUU DJKCIEPTHOTO 3aKITIOUYEHUs
YIIOJTHOMOYEHHOTO OpraHa (dKCIEPTHON oOpraHu3anuu) pedepeHTHOro TOoCyAapcTBa, KOMUU (KOMUH)
TOATBEPKJICHUS COTIIACOBaHUs (HECOTJIACOBAHMSI) HKCIIEPTHOTO 3aKJIIOUCHUS U OpUTHHANA (IyOiauKara)
PETUCTPAIIIOHHOTO YAOCTOBEPEHUS).

86. Ecnu ymnonHOMOUYEHHBIM oOpraH (9KCIEpTHas OpraHu3alys) rocylapcTBa NIpPU3HAHMS He
COIJIacOBaJ 3KCIIEPTHOE 3aK/IIOUEHHE W  YIOJIHOMOYEHHBIH oOpraH (dKCIepTHas OpraHu3alus)
pedepeHTHOro rocynapcrBa HE COIJIACEH C BBIBOJAMH YIOJHOMOYEHHOIO OpraHa (dKCIEpTHOMN
OpraHu3ali) ToCyJapCTBa NPU3HAHUS OTHOCUTEIBHO HEBO3MOKHOCTH BHECEHHS H3MEHEHHH B
pPETUCTPAallMOHHOE J0ChE, YIOJHOMOYEHHBI oOpraH (9KCIEpTHas OpraHu3anusi) peQepeHTHOro
rocyapcTBa:

a) B TeueHue 10 paboumx AHEW cO THS MOJYyYEHUS OT YINOJIHOMOUYEHHBIX OpPraHOB (IKCHEPTHBIX
OpraHu3aiyii) BceX TOCYAapCTB NPU3HAHUS MOJATBEPXKACHUS COINIACOBaHUS (HECOTJIACOBAHUS)
HKCHEPTHOrO 3aKJIIOYEHUs JUOO0 €O JHS HCTEUEHHMs] CPOKa, YCTAHOBJIIEHHOIO Ha IpeJOCTaBICHHE
rocyJapcTBaMM NpPU3HAHUS YKa3aHHOTO TMOATBEPXKAEHUS (IIPU YCIOBUHM, 4YTO 3asBUTENEM OBLI
IPEJCTAaBICH B YIOJHOMOYEHHBIH OpraH (SKCHEPTHYIO OpraHu3alMio) peQepeHTHOro TIocylapcTBa
MIEPEBOJ] IKCIUTYaTallMOHHOIO JOKYMEHTAa WM MHCTPYKLUHU O NMPUMEHEHHMIO MEIHULMHCKOIO M3IEIus,
PYKOBOJICTBA 1O CEPBUCHOMY OOCITYXMBAaHUIO U TEKCTa MapKHUPOBKM Ha TOCYAAapCTBEHHBIE SI3BIKU
roCyJapcTB MpU3HAHU (TP HEOOXOTUMOCTH)):

MPUHUMAET pellleHne O BHECEHUM H3MEHEHUH B PErucTpaliOHHOE J0Che U 00 HCKIIOUEHUU U3
PETUCTPAIIMOHHOTO  YJOCTOBEPEHUs HMHGPOpPMAallMM O TrocyJapcTBe (rocygapcTBax) NpU3HAHMA,
YIIOJIHOMOYEHHBIM OPraHoM (SKCHEPTHOW OpraHu3anueil) KOTOpPOro HE COIVIACOBAHO JKCIEPTHOE
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3aKJII0YEHUE;

pasM€miacT B €AMHOM PECCTPC MCAUIMHCKHX HSHCHHﬁ, 3apCTrUCTPUPOBAHHLEIX B paMKax C0}o3a,
CBEJICHHS O BHECCHUM M3MCHCHHU B PEruCTpaluoOHHOC O0CHLE B COOTBCTCTBUHU C HOpSIZ[KOM
(bOpMPIpOBaHI/IH Hn BCIACHHUA HH(bOpMaHHOHHOﬁ CHUCTCMbI, @ TAK)XKC CKAaHUPOBAHHBIC KOIIMU JOKYMCHTOB, B
KOTOPLIC BHECCCHBI U3SMCHCHUS;

6) B Teuenue 10 paGoumx JHEH cO JHS NOPUHITUS PEHICHUS O BHECEHWHM HW3MEHEHUH B
PETUCTPALIMOHHOE JJOChE:

YBEJIOMJISICT 3asBUTENI O BHECEHUU M3MEHEHHUI B PErucTpallMOHHOE J0Che U 00 MCKIIOYEHUHU U3
PETUCTPAIIMOHHOTO  YJOCTOBEpeHHUs HWHPOpPMAMKM O TOCyHapcTBe (TOCydapcTBax) IpPU3HAHMUS,
YIIOJIHOMOYEHHBIM OPraHoM (3KCHEpPTHOM OpraHu3anueil) KOTOpOro HeE COIVIACOBAHO AKCIEPTHOE
3aKJIIOUYEHUE, CIIOcOOOM, YKa3aHHBIM B 3asBJCHUM O BHECEHUM HM3MEHEHHH (C NPUIIOKEHUEM KOIHHU
MIOJITBEPK/ICHUS] HECOTIIACOBAHUS SKCIIEPTHOI'O 3aKIIOUEHHS);

Oo(QOpMIISIET M BBIJAET 3asABUTENIO CIIOCOOOM, YKa3aHHbIM B 3asBJIEHUM O BHECEHUM H3MEHEHH,
nepeoGOpMIICHHbIE PETUCTPALMOHHOE YIOCTOBEpEHUE U MPHIIOKEHHE K HEMY, U3 KOTOPBIX MCKIIOUEHa
uHbopMaMg O TocyaapcTBe (rocynapcTBax) NpPU3HAHUS, YIIOJIHOMOYEHHBIM OpPTaHOM (dKCHEPTHOMN
OpraHu3alyeil) KOTOporo He COIIacOBAHO HKCIEPTHOE 3aKIIIOYEHUE, U B KOTOPbIE BHECEHbI U3MEHEHHUS B
COOTBETCTBUH C 3asBJIEHUEM O BHECEHHU M3MEHEHUMH, C COXpPaHEHHMEM IIPEKHEr0 HoMepa (C yKazaHUEM
JaThl BHECEHHSI COOTBETCTBYIOIUX U3MEHEHUH);

BO3BpAIllae€T 3asBUTENIO0 CIOCOOOM, yKa3aHHbIM B 3asBJICHUM O BHECEHUM HW3MEHEHHI, paHee
BBIJIAaHHBIE PETUCTPALMOHHOE YJOCTOBEpEHME W TPWIOKEHHE K HEeMy C OTMEeTKOoH 00 Hux
HEJEMCTBUTENBHOCTH (C YKa3aHUEM JaThl).

VI. Mpoueanypa BHeCeHUs1 UBMEHEHUIN B perucTpaumMoHHoe Aocbe
B yBe4OMUTENILHOM nopsiake

87. Hpouez[ypa BHECEHHUS H3MCHEHHH B PErucTpaliiluoOHHOC AOOCBE B YBCIAOMHTCIBHOM IOPSAOKE
MPUMCEHACTCA B CIICAYIOIINUX CIIydadx:

a) U3MEHEHUS KacaloTCs CPOKOB JICUCTBUS IOKYMEHTOB, COJIEPKAIINXCS B PETUCTPAIIMOHHOM J0ChE
(axTyanuzanus JOKYMEHTOB PETUCTPAITMOHHOTO JI0CHE 3asIBUTEIIEM);

0) M3MEHEHHs] BHOCATCS MPOM3BOJIUTENEM MEIUIIMHCKUX U3JENUil Kiacca NOTEHIMAIbHOIO pPHUCKa
MIPUMEHEHHUsI | WIM HECTEPWIBHBIX MEAUIMHCKAX M3JEIUI Kiacca MOTEHIHUAIbHOIO PUCKAa IPUMEHEHUS
2a, MPOIIEIINM OLEHKY CUCTEMBI MEHEKMEHTA Ka4eCTBA MEIULIMHCKOIO U3/1€Nus (BKIIIOUas MIPOLIECCHI
MIPOEKTUPOBAHUS U Pa3pabOTKU MEIUIMHCKUX H3JETNil) B COOTBETCTBUU ¢ TpeboBaHUSMU K CHUCTEME
MEHEDKMEHTA KaueCTBa;

B) N3MCHCHUA KAaCaroTCA CICAYIOIIUX CBeHeHI/Iﬁ O MPOU3BOAUTEIIC MEAULIMHCKOTO U3ACTIUA UIIN €TO0
YIIOJIHOMOYCHHOM IIPCACTABUTCIIC:

HAaWMEHOBAaHHME FOPUIMYECKOro Jnuia (TOJIHOE W COKpalieHHoe (MpW HaIW4YWu), B TOM YHCIE
dbupMeHHOE, HAaWMEHOBAaHHMS), aJpec MecTa HaXOXKISHUS WM aJpec MecTa OCYIIECTBICHUS
e TeTbHOCTH;
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dbamunus, uMs, OTYECTBO (MpU HAIUYHMH), agpec MecTa JKHUTEIbCTBA WHIUBUAYATHHOTO
NpeaNpUHUMATENIs] WM aJpec MecTa OCYLIECTBICHUS JAEITeIbHOCTH M PEKBU3UTHI JOKYMEHTA,
YJIOCTOBEPSIOLIETO JINYHOCTB;

I') I3MCHCHHUS! HAMMEHOBAaHMSI MEIUITMHCKOTO M3/SNIHsI B YaCTH TOBAPHOTO 3HAKAa M MHBIX CPEACTB
VHIUBUyaJIN3ALUY;

,I[) N3MCHCHUA 3aKJII0OYar0TCA B HCKIIOYCHUH CBeI[eHI/Iﬁ 0 MOJCIIN (MapKe) MCIUIIMHCKOI'O U3OCIINA
U3 pCTUCTPALUMOHHOIO0 YAOCTOBCPCHUS.

88. B menax BHECEHUsS HM3MEHEHHM B PETUCTPAIMOHHOE JOChE€ B YBEJIOMHUTEIBLHOM TMOPSIIKE
3asBUTENb HAIpaBisieT B YIOJHOMOYEHHBIM oOpraH (PKCIEPTHYIO OpraHu3anuio) pedepeHTHOro
rocyzapcTBa ClIeIyoLue JOKYMEHThI U CBEJICHUS:

a) 3asABJICHHC O BHECCHHHM M3MCHCHHI B PETHCTPAIMOHHOE JOChE B YBEIOMHUTEIIBHOM TOpsIKE (Ha
OyMa)XHOM HOcuTele U (UIM) B DIEKTPOHHOM BHJE) MO ¢GopMme cornnacHo npuioxenuo N 9 (manee B
HACTOSIIEM pa3fielie - 3asBJICHHE O BHECCHUN U3MEHEHHUN ),

6) KOIKug JOKYMCHTA, IIOATBCPKAAOUICIO IIOJIHOMOUYHUA YIIOJIHOMOYCHHOTO IIPEACTABUTCIIA
IIPOU3BOJAUTCIIA (HpI/I HaJIMYUHX YIIOJTHOMOYCHHOI'O ITPCACTABUTCIIA HpOI/I3BOI[I/ITCJ15[);

B) JIOKYMEHTHl U CBEIEHHS O COOTBETCTBYIOUIMX H3MEHEHMSX, B TOM YHCIE IOKYMEHTBHI,
MOJITBEPIK/TAIONINE U3MEHEHHUSI U CBUIETEIILCTBYIOLINE O TOM, YTO BHECEHHE 3TUX M3MEHEHUH HE BIICUET
3a Cco00il W3MEHEHWs CBOWCTB W XapaKTEPUCTUK MEIUIMHCKOTO HW3JENus, BIHMSIONIMX HA €ro
0€30MacHOCTb, KaYeCTBO U 3PPEKTUBHOCTD, WM COBEPUICHCTBYET €r0 CBOMCTBA M XapaKTEPUCTHKHU MpPHU
HEM3MEHHOCTH (DYHKIIMOHAJIBHOTO Ha3HAYCHMS U (WJIM) IPUHIMIA ASHCTBUS MEUIIMHCKOTO U3JIeNNs;

I) OTY4ETHl O pe3ylbTaTaXx TIEePBUYHOTO, TIEPUOANYECKOro (TUIAHOBOTO) ¥ BHEIUIAHOBOTO
MHCIIEKTHPOBAaHUS IPOU3BOJICTBA (B CiIydae, MPEeIyCMOTPEHHOM IMOANYHKTOM "0" myHKTa 87 HAaCTOSIIMX
[IpaBun);

J) KOIUU JOKYMEHTOB, TIOATBEPKIAIOMMX OIUIATy MpOLEAYypbl BHECEHUS HW3MEHEHUH B
PETUCTPALIMOHHOE JTOChE B YBEIOMHUTEIHHOM MOPSAJKE B PEPEPEHTHOM TOCYAApCTBE, a TAKXKE BbIIAYU
PETUCTPAIIMIOHHOTO YAOCTOBEPEHHUS B pe(hepeHTHOM TOCyAapcTBE (P HEOOXOTUMOCTH);

€) OpUTHHAJ PETUCTPAIIMOHHOTO YA0CTOBEepeHus (ny0auKkar) (B ciydyae He0OXOJUMOCTH BHECEHHUS B
HEro u3MeHeHui);

) OMHCH IOKYMEHTOB.

89. 3asBiieHHe 0 BHECEHUU M3MEHEHHUH U IOKYMEHTBI, OATBEPKIAIOIINE U3MEHEHH (B TOM YHCIe
OTYETHl O pe3yibTaTax HMHCIEKTHPOBAHUS IMPOU3BOJICTBA), PA3MEIIAIOTCS YIOJIHOMOYEHHBIM OpPraHOM
(9kcriepTHOM oOpraHuzanuei) pedepeHTHOro rocynapcTBa B CBOeH MH(POpPMAIMOHHOM CHCTEME C
MIPEIOCTABIIEHUEM JIOCTYHa TOJIBKO YIOJHOMOYEHHBIM OpraHaM (SKCIEPTHBIM OpraHMU3alMsIM)
pedepeHTHOro rocy1apcTBa  rocy1apcTsa (rocy1apcTs) NpU3HAHUS.

90. YnonHoMoueHHBIH opraH (’KCIEepTHas opraHu3anusi) pedpepeHTHOTro rocyaapcTsa B TeueHue 7
pabouux AHEH co JHS TOCTYIUIEHUS 3asBJIEHUS O BHECEHWHM M3MEHEHHUH, a TakXkKe JOKYMEHTOB U

www.consultant.ru Crpanuua 29 u3 88
HageXHasa nNpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/

PeweHune CoseTta EBpasuiickoii skoHOMUYeckomn kommuccum ot 12.02.2016 N

46 [lokyMeHT npefoctaBneH KoHcynbTaHTloC
(pea. ot 30.03.2023) [ata coxpaHeHus: 05.04.2025
"O lMpaBunax perncrpauum u sKcr...

CBEICHMM, YKa3aHHbIX B MyHKTe 88 Hacrosmux [IpaBui1, IpoBOAUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTH
COZIepIKAINXCs B HUX CBEJCHUH (B TOM YHCIIE CPOKA JEWCTBHS OTYETOB O PE3yJIbTaTaX MHCIIEKTHPOBAHHUS
IIPOU3BOJICTBA).

91. B ciydae ecnu 3asBiIeHHE O BHECEHWU M3MEHEHHUHU IMPECTaBICHO ¢ HAPYIICHHEM TpeOOBaHUMA
HacToamux [IpaBui, coaepKuT HEAOCTOBEPHBIE CBEIEHUS U (MJIM) TOKYMEHTHI U CBEJICHUS, YKa3aHHBIE B
nynkte 88 HacTtosmux I[IpaBun, mnpeacraBieHbl HE B IOJHOM O0bEeMe, YIOJIHOMOYEHHBIH OpraH
(3xcmepTHast opraHu3aius) peGepeHTHOro rocyaapcTBa B TeUeHUE 7 pabouux JHEH cO JHS MOCTYIUICHUS
TaKUX 3asBJICHHS, JOKYMEHTOB U CBEJICHUN YBEAOMJIISICT 3asABUTENS O HEOOXOAMMOCTH YCTpaHEHUs
BBISIBJICHHBIX HApYUIEHUN U (WIN) NPECTABIEHUS OTCYTCTBYIOLUX TOKYMEHTOB B TeueHue 30 pabouux
THEH CcO [JHA pa3MelIeHUs COOTBETCTBYIOIIETO YBEIOMJIEHUS B HHGOPMAIMOHHON CHCTEMe
YIIOJHOMOYCHHOTO OpraHa (dKCIEPTHOH OpraHm3aiuu) peQepeHTHOro rocyaapcTBa JuOO cO JHS
HaIpaBJICHUs YBEIOMIICHUS 3asIBUTEIO CIIOCOOOM, YKa3aHHBIM B 3asIBJICHUU O BHECEHUU U3MEHEHUH.

92. B cinyuyae ecnu no ucredeHuu 30 pabouyux JHEH 3asBUTEIIEM HE YCTPaHEHBI BbISBJICHHbBIC
HapylieHuss ¥ (WJIM) HE TMPEeACTaBICHbl OTCYTCTBYIOIIME JOKYMEHTBHI, YIIOJHOMOYEHHBIH Opran
(sxcmiepTHas opranusaiys) peGepeHTHOro rocy1apcTBa B TeueHue 3 pabouux JHEH MPUHUMAET PEIICHUS
0 BO3BpATe 3asBJICHUS O BHECEHUH U3MEHEHHI U JOKYMEHTOB (C 000CHOBaHHWEM MPUYUH BO3BPATa).

93. B Tteuenue 3 pabouux AHEH CO JHS MPEACTABICHUS 3asBICHUS O BHECEHUU W3MEHEHU,
JOKYMEHTOB M CBEIEHHUH, COOTBETCTBYIOLIMX TpeOOoBaHUAM HacTosumx IlpaBmi, a Takke B ciydae
YCTpaHEHUs B YCTAaHOBJIEHHBIH NMyHKTOM 91 HacTtosiux [IpaBuil Cpok BBISIBIEHHBIX HapylIEHUN U (UJIN)
IIPEJCTAaBICHUS JTIOKYMEHTOB, COOTBETCTBYIOIIUX TpeOOBaHUAM HacTosAmux [IpaBui, ynosHOMOUYEHHBIH
opran (dKcmepTHasi opraHuzanus) peQepeHTHOr0 TIOCyAAapCTBAa IPUHUMAET pELIEHUE O Hayale
IIPOLEypPBl BHECEHUSI N3MEHEHUI B PETMCTPALIMOHHOE JIOChE B YBEIOMHUTEIBHOM MOPAJKE U pa3MeliacT
B CBOEH HMH(OPMAIMOHHON CUCTEME DPETUCTPALMOHHOE AO0ChE, COJEpIKalllee 3asBICHHE O BHECEHUU
U3MEHEHUHN.

94. B ciydae eciu CpoOK JEHWCTBUS OTYETA O Pe3ysbTaTax MHCIEKTUPOBAHUS MPOU3BOJCTBA UCTEK
(st ciydas, mpeaycMOTpeHHoro mnojamyHkroMm "O" myHkra 87 Hacrosimux IlpaBui), 3asBieHue o
BHECEHUU W3MEHEHUHN HEe NPUHUMAETCSl U BHECEHHE U3MEHEHUHN B PErHCTPALlMOHHOE JI0ChE MPOBOJIUTCS B
COOTBETCTBHHU C MPOLENYPOH, IPELyCMOTPEHHOM paszzaesoM V Hacrosmux [Ipasuir.

95. BHeceHne U3MEHEHUI B PETUCTPALIMOHHOE JI0ChE B YBEIOMHUTEIBHOM HOPSAIKE OCYIIECTBISETCS
YIIOJIHOMOYEHHBIM OpPraHoM (PKCHEpPTHOM opraHu3zaiuei) pedepeHTHOro rocyiapcrBa B TedeHue 15
pa60q1/1x Z[HGI\/'I CO MOHA MPHUHATHA PCIICHUA O Ha4daJIC MNpoueAypbl BHECCHUA H3MEHEHUN B
PETUCTPALIMOHHOE JJOChE B YBEAOMUTEIBHOM OPSAKE.

96. IIpouenypa BHECEHUSI UI3BMEHEHHU B PETHCTPAIMOHHOE JIOChE€ B YBEAOMUTEIBHOM MOPSIKE HE
TpeOyeT corjacoBaHus C TOCyJapCTBaMU TpHU3HaHHSA. B CBSI3M ¢ ITHUM rocyAapcTBa TMpPU3HAHHS B
3asBJICHUY O BHECEHUW U3MEHEHUH HE YKa3bIBAIOTCS.

97. B cnydae ecnu BHOCUMbIE U3MEHEHHS KACAIOTCSl CBEJICHUM, COIEPKAIINXCS B PETUCTPALIUOHHOM
YI0CTOBEPEHUH, YIIOJTHOMOUYEHHBIN OopraH peepeHTHOr0 rocyJapCcTBa BhIIAET HOBOE PETUCTPAIMOHHOE
YIOCTOBEPEHUE C COXPAHEHHEM IMPEKHEro HoMepa (C yKa3aHUEM JaTbl BHECEHUSI COOTBETCTBYIOLIUX
W3MEHEHUH).

98. OcHOBaHMSIMH JJIsl TPUHATHS YIOJTHOMOYEHHBIM OpPraHoM (PKCIEPTHOH OpraHu3aiueil)
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pedepeHTHOro rocy1apcTBa pemeHns 00 0TKa3e BO BHECEHHH M3MEHEHHUH B PEruCTPAallMOHHOE JIOChE B
YBEIOMUTEILHOM MOPSAKE SIBISIFOTCS:

a) HEJIOCTOBEPHOCTHh NPEJCTABICHHBIX CBEACHHI, OOOCHOBBIBAIOIIMX BHECCHHWE H3MEHCHHH B
YBEIOMUTEJIBHOM TMOpAIKE (B TOM 4YHCJIE€ KCTEUEHHE CpOKa JIeHCTBUS OT4YeTa O pe3ysibTaTax
MHCIIEKTUPOBAHUS IIPOU3BOJICTBA);

0) HECOOTBETCTBUE MPEACTABICHHBIX JOKYMEHTOB U CBeJeHUI MyHKTY 88 Hactosmux [Ipasu;

B) HEOOXOJMMOCThH IMPOBEACHUS HOBOM PEruCTpallMM MEAUIIMHCKOrO HM3JENHS B COOTBETCTBUH C
nyHkToM 67 Hactosimux [IpaBui;

I') HECOOTBETCTBUE BHOCUMbIX U3MEHEHUH CITy4asiM, YKa3aHHbIM B yHKTe 87 HacToAwmux [IpaBu.

99. YnonHOMOYEHHBIN OpraH (KCIEpTHas opraHu3aius) peepeHTHOro TocyJapcTBa B TeUEHUE S5
pabouux THEH co JHS MPUHATHS pelIeHus 00 0TKa3e BO BHECEHUH M3MEHEHUH B PETHCTPALMOHHOE JJOChE
B YBEJIOMUTEIBHOM MOpPsAKE O(GOpPMIISET M BBIJACT 3asBUTENIO CIIOCOOOM, yKa3aHHBIM B 3asiBICHHUU O
BHECCHHU HM3MEHEHUH, yBeZOMIIeHHE 00 OTKa3e BO BHECEHHHM M3MEHEHHH B PErHCTPALMOHHOE JIOChE B
YBEIOMUTEJILHOM TOpsAIKE ¢ 000CHOBAHUEM, a TaK)K€ BO3BPAIIACT 3asSBUTENIO CIIOCOOOM, YKa3aHHBIM B
3asBIICHUM O BHECEHHM M3MEHEHWH, paHee BBIJAHHBIC PETHCTPALMOHHOE YIOCTOBEpPEHHE (AyONMMKaT) M
MIPUJIOKEHUE K HEMY B CIIy4ae UX IPeI0CTaBICHUS.

100. YmoaHOMOYEHHBIH OpraH pedepeHTHOrO rocyaapcTBa B TeUeHHE 5 pabouux IHEH CO JHS
MIPUHATHUS PEIICHUS O BHECEHUH U3MEHEHHI B PETHCTPAIIMOHHOE TOChE B YBEAOMHUTEIHLHOM TOPSIIIKE:

a) pa3MellaeT B €IMHOM peecTpe MEAMIMHCKUX M3JIENHNH, 3aperucTpUpoOBaHHBIX B paMmkax Corosa,
CBEIEHUs O BHECEHUUM U3MEHEHUH B PETUCTPAMOHHOE J0Che B cooTBeTcTBMM ¢ Ilopsankom
(dbopMHpoBaHUs U BeleHUs MHPOPMAIIMOHHON CHUCTEMBI, a TaKKEe CKaHMPOBAaHHbIE KOMHMU JIOKYMEHTOB, B
KOTOPBIE BHECEHBI U3MECHECHUS;

0) oopmIIsIET M BBIIAET 3asBUTEIIO CIIOCOOOM, YKa3aHHBIM B 3asBJICHHH O BHECCHHUH W3MEHECHMHIA,
yYBEIOMJICHHE O BHECEHHWU M3MEHEHUH B PErHCTPAIlIOHHOE JJOChE B YBEIOMUTEILHOM MOPSIKE, a TaKXKe
pH HEOOXOAMMOCTH Tepeo(OPMIICHHBIE PETHCTPAIIMOHHOE YIAOCTOBEPECHUE W MPWIOKCHHE K HEMY C
COXpaHEHHEM MPEKHEro HoMepa (C yKazaHUEM J1aThl BHECEHHUSI COOTBETCTBYIOIIUX U3MEHEHUH);

B) BO3BpallaeT 3asBUTEII0 CIIOCOOOM, YKa3aHHBIM B 3asBJIEHUM O BHECEHUM W3MEHEHUH, paHee
BBIJIaHHBIE PETHCTPALIMOHHOE YIOCTOBEpEeHHE (IyOJMKaT) M NMPUIOKEHHE K HEMY C OTMETKOM 00 HX
HEeJeMCTBUTENBHOCTH (C YKa3aHUEM JaThl) B CIIy4ae UX MPelOCTaBICHUS.

VII. Mpoueaypa Bblaaum gybnukarta
pernctpauMoHHOro yaoctoBepeHus

101. B cnyuae yTpatsl (IOpUM) pErUCTPAIMOHHOTO YIOCTOBEPEHHUS 3asIBUTEIb BIIpaBe OOPaTUTHCS B
YIOJHOMOYEHHBI OpraH pedepeHTHOro rocyaapcTBa C 3asBI€HMEM O Bblgade AyOiMkaTa
PETUCTPAIIMOHHOTO YIOCTOBEpEeHUS (Ha OyMa)KHOM HOCUTENe W (W) B DJIEKTPOHHOM BHJE) O (hopme
coryiacHo npuitoxkeHuro N 10.

102. B cjiydac Mmopyr pETUCTPALMOHHOIO0 YAOCTOBCPCHUA K 3ad4BJICHHIO O BbIIAYC ,E[Y6JII/IKaTa

www.consultant.ru Crpanuua 31 13 88
HageXHasa nNpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=197970&date=05.04.2025&dst=100014&field=134&demo=2

PeweHune CoseTta EBpasuiickoii skoHOMUYeckomn kommuccum ot 12.02.2016 N

46 [lokyMeHT npefoctaBneH KoHcynbTaHTloC
(pea. ot 30.03.2023) [ata coxpaHeHus: 05.04.2025
"O lMpaBunax perncrpauum u sKcr...

PEruCTpaiuOHHOIO YAOCTOBCPCHUA MPHUIIAracTCAa UCIIOPUCHHOC PCTUCTPALMOHHOC YAOCTOBCPCHUC.

103. B Teuenne 5 pabouux HOHEW cO JAHS TOJYyYCHUs 3asBJICHUS O BbIIaue AyOauKara
PETUCTPAIIMOHHOTO yIOCTOBEPECHHSI YIIOJTHOMOUCHHBIN OpTraH pe)epeHTHOTO rocyaapcTBa ohopMIiIseT Ha
OJlaHKe TyOJauKaT PerucTPalmOHHOTO YIOCTOBEPEHUS M BBIIACT €0 3asSBUTEIIO0 CIIOCOOOM, YKAa3aHHBIM B
3asiBJICHUU O BBIJaue AyOJIMKaTa PEerUCTPAlMOHHOTO YIOCTOBEPCHHSI.

104. B cnydae ecnu MpeACTaBIEHHOE 3asBICHHE O BblJadye yOJaMKaTra pPEerucTPalioOHHOIO
yIIOCTOBEepeHUs 0POpPMIICHO HEHAIJICKAITMM 00pa3oM U (W) B HEM yKa3aHbl HEJIOCTOBEPHBIC CBECHHS,
YIIOJTHOMOYEHHBIM opraH pedepeHTHOro rocyiapcrtsa odopmiser pemieHue 00 OTKaze B BbIIaye
TyOJIMKaTa perucTPaiiOHHOTO YOCTOBEPEHHUS.

VIIl. NMpoueaypa cornacoBaHnA 3KCNEPTHOro 3aKrYeHUs
Ha 3aperncTpMpoBaHHOEe MeaAULMHCKOe usgenuve

105. Ilpouenypa perucTpauuy MEIULUHCKOIO M3AEIUs, 3apErMCTPUPOBAHHOIO B COOTBETCTBUU C
Hacrosuumu IIpaBunamu, B rocygapcrBax-ujieHax, He YKa3aHHBIX B PETMCTPALlMOHHOM YIOCTOBEPEHHH,
OCYILECTBIISICTCS MYTEM COIJIACOBAHUS YIOJHOMOYEHHBIMU OpraHaMH (3KCHEpTHBIMU OpraHU3alMsIMu)
9TUX TOCYJapCTB-WIECHOB OHKCIIEPTHOIO 3aKkirodeHus. [lo mrToram coriiacoBaHus YIOJHOMOYEHHBIM
OpraHoM pe(epeHTHOI0 IrocyJapcTBa BbIIACTCA PErHCTPALMOHHOE YAOCTOBEPEHHE C yKa3aHMEM BcCeX
roCy/apCTB IPU3HAHUSA, YIOJIHOMOYEHHBIMU OpraHaMM (IKCHEPTHBIMM OpPraHU3alusMU) KOTOPBIX
COIJIaCOBAHO DKCIEPTHOE 3aKIIOYEHUE.

106. 3asBuUTENb MPENCTABIACT B YIOJHOMOYEHHBIM OpraH (SKCHEPTHYIO OpraHU3aIMIO)
pedepeHTHOT0 rocyapCTBa CIEAYIONINE JOKYMEHTHI (KOMTUU TOKYMEHTOB):

a) PEerucTpalMoOHHOE JI0ChE, COJEpIKalllee 3asBICHHE O MPOBEJCHUHU COIIACOBAHUS SKCIIEPTHOIO
3aKJIIOYEHHs] Ha 3aperUCTPUPOBAHHOE MEIMILMHCKOE M3/eiHe (C yKa3aHueM rocynapcrsa (rocyaapcTB)
MIPU3HAHUS, HE YKa3aHHOTO B PETUCTPALIMOHHOM YyJIOCTOBEpPEHHH) (Ha OyMa)XHOM Hocutese U (Uiu) B
3JIEKTPOHHOM BujIe) 1o (hopme cornacHo nmpuiioxkenuto N 11 (ganee B HacTosIIeM paszese - 3asBICHHE O
COTJIACOBAHUU HKCIIEPTHOTO 3aKIFOYCHHS) M IOKYMEHTHI 110 MEPEYHIO COTIACHO MPUIoKeHU0 N 12;

0) KomMu JOKYMEHTOB 00 oOIulaTe BbIAAYM HOBOTO PETHUCTPAIMOHHOTO YIOCTOBEPEHHUS B
pedepenTom rocynapctse (IIpu HAIMYKUKA COOTBETCTBYIOIINX TPEOOBAHUM);

B) KONHUU JOKYMEHTOB OO0 oOIJiaTe MpOIEeAypbl COTJIACOBAHMUS JKCIEPTHOTO 3aKIIOYCHHS B
rocynapcrBe (rocyAapcTBax) IpPU3HAHUS, YKAa3aHHOM B 3asBICHUM O COIVIACOBAHMM 3KCIEPTHOTO
3aKJTIOYEHUS.

107. YrionHoMouYeHHBIN opraH (3KCHepTHas opraHu3aius) peepeHTHOro rocyiapcTsa B Te4eHue 7
pabounx pgHEH co JHS TMOCTYIJICHHS 3asBJICHHUS O COIJIACOBAaHMHM HKCIEPTHOTO 3aKIIOUEHHs U
JNOKYMEHTOB, YyKa3aHHbIX B IyHkTe 106 Hactosmmx IIpaBun, HOpoBOAWT NPOBEPKY MOJHOTHI H
JIOCTOBEPHOCTH COJEPKAIIUXCS B HUX CBEICHUM.

108. B cnydae ecnu 3asBIE€HHE O COTJIACOBAHMHU SKCHEPTHOTO 3aKIIOYEHUS MPEACTABICHO C
HapyumieHueM TpeboBaHuil HacTtosmux [IpaBui, CONEPKUT HEAOCTOBEPHbIE CBeACHHUA U (WIH)
JOKYMEHTHI, yKka3aHHble B nyHkTe 106 Hactosmux I[IpaBui, mpencraBieHbl HE B IOJHOM 0OBeMe,
YIIOJIHOMOYEHHBIN OpraH (3KCIepTHas opraHu3aiys) pedepeHTHOro rocynapcTsa B TeueHHe 7 pabounx
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I[Heﬁ CO AHA MOCTYIUICHHA TaKUX 3asBJICHUA WU JOKYMCHTOB YBCIAOMIIACT 3asABUTCIIA O H€O6XOI[I/IMOCTI/I
YCTpaHEHUS BBUIBICHHBIX HAPYIICHUH M (MJIM) MPECTABICHHUS OTCYTCTBYIOMIMX AOKYMEHTOB B TCUCHUE
30 paboumx aHEH CO AHA pa3MENICHHUs] COOTBETCTBYIOIIETO YBEIOMIICHHS B MH()OPMAIIMOHHON CHCTEME
YIIOTHOMOYEHHOTO OpraHa (dKCIIEPTHOH OpraHu3alyu) pedepeHTHOro rocynapcTBa JHOO CO  JTHS
HaNpaBJICHUSl YBEAOMIJICHUS 3asSBUTENIO CIIOCOOOM, YKa3aHHBIM B 3asBICHMM O COIJIACOBAHUU
HKCTIEPTHOTO 3AKIIOYCHUS.

109. B cnyyae ecau mo ucreyennu 30 pabouux AHEH 3asBUTENIEM HE YCTPaHEHBI BbISBICHHBIC
HapymieHuss W (WIM) HE TIPEACTaBICHBI OTCYTCTBYIONIME JTOKYMEHTBI, YIOJHOMOYECHHBIH OpraH
(3kxcnepTHast opraHu3aius) peepeHTHOro rocyIapcTBa B TeUCHHE 3 pabounX JHEW MPUHUMAET PEUICHHE
O BO3Bpare 3asBJICHUS O COTJIACOBAHMM ASKCIEPTHOIO 3aKJIFOYEHUS M JOKYMEHTOB (C OOOCHOBaHHEM
MIPUYUH BO3BpATa).

110. B teuenue 3 paboumnx AHEH cO JHSA MPEICTABICHUS 3asBJICHUS O COTJIACOBAHUU HKCIIEPTHOTO
3aKJIIOYEHUsI U JOKYMEHTOB, COOTBETCTBYIOIIMX TpeOoBaHUAM Hactosmux [IpaBumi, a Takxke B ciaydae
ycTpaHeHHs B yCTaHOBJICHHBIN MyHKTOM 108 HacTosmux [IpaBui cpok BHISIBICHHBIX HAPYIICHUN U (HITHN)
MPEACTABICHUS JIOKYMEHTOB, COOTBETCTBYIOIIUX TpeOOBaHUAM Hactosuux [IpaBuii, ynmoJHOMOYEHHBIH
opran (dPKcmepTHasi OpraHuzanus) pedepeHTHOro rocyAapcTBa MPUHUMAET peIleHHWE O MPOBEACHUU
IIPOLIEYyPBl COIIAaCOBAHUS SKCIIEPTHOIO 3aKIIOUEHHUS Ha 3apErUCTPUPOBAHHOE MEAUIIMHCKOE U3JIEINE U
pa3Meniaer B cBoell MH(POPMAIMOHHON CHCTEME PErucTpPalMOHHOE J0Che, COJeprKallee 3asBICHUE O
COTJIACOBAHUU SKCIEPTHOTO 3aKIHOUYECHHUS.

111. CornacoBaHue OdKCHEPTHOTO 3aKIOYCHHUS TOCYJAapCTBAMU NPU3HAHUS, YKa3aHHBIMH B
3asIBJICHUN O COTJIACOBAHUH IKCIIEPTHOTO 3aKIFOUCHUS, OCYIECTBISICTCS B COOTBETCTBHH C ITyHKTaMu 46,
48 - 52 u 54 nactosuux [Ipasu.

112. HecornacoBaHue 3KCHEPTHOTO 3aKJIIOUEHHUS B OJTHOM U3 TOCYJapCTB MPU3HAHUS, YKa3aHHbBIX B
3asBJICHUU O COTJIACOBAHUM SKCHEPTHOIO 3aKJIIOUEHUs, SBJISETCS OCHOBAHMEM JUI OTKa3a B OOpalleHuu
MCIUIUHCKOI'O U3CJINA Ha TCPPUTOPUN S3TOTO IroCyaapCTBa IMMPU3HaAHUA.

113. B Teuenne 10 paboumx aHEH cO JHSA MOJTY4YEHUS OT BCEX YIMOJHOMOUYEHHBIX OpPraHOB
(3KCHEepTHBIX OpraHu3alMil) TrocyAapcTB MpPU3HAHUS, YKa3aHHBIX B 3asBICHUU O COIJIACOBAHHUHU
HKCHEPTHOTO 3aKIIIOYEHUs], MOATBEP)KICHHS COIIacOBaHUs (HECOTIACOBaHMSI) HKCIEPTHOTIO 3aKIHOUEHUS
100 CO JHS UCTEUYEHMs CPOKa, YCTAHOBJIEHHOTro NyHKTOM 50 Hacrosmumx IlpaBui, ynoaHOMO4YeHHBIN
opran (dKcmepTHas OpraHuzaius) pepepeHTHOro TOCyAapcTBa MNPUHMMAET pEIIeHHe O Bblaaye
nepeoOpMIEHHOTO PEruCcTPallMOHHOTO YIOCTOBEPEHMs (B Cllydae HaJluuus TOCYAAapCTB IMPHU3HAHUS,
YIIOJIHOMOYEHHBIMH OpraHaMu (PKCHEPTHBIMU OpPraHMU3alUsMHU) KOTOPBIX COIJIAaCOBAHO O3KCIEPTHOE
3aKiIroueHne) 1ubo o0 oTka3e B BblAaue MepeodOpMIIEHHOTO PErucTPalliOHHOTO YJOCTOBEpEHMs (B
cllydae  OTCYTCTBUSI TIOCYAApCTB  IPU3HAHUS, YIOJIHOMOYEHHBIMM OpraHamMu  (3KCHEPTHBIMU
OpraHu3alMsIMH) KOTOPBIX COINIACOBAHO HKCIIEPTHOE 3aKITIOUEHHE).

B Teuenne 10 pabGoumx 1HEH co [OHSA NOPUHATHS pelIEHHs O BblJaue NepeodOpMIEHHOTO
PETUCTPALIMOHHOTO YAOCTOBEPEHHUs YIIOJTHOMOUYEHHBIN OpraH (3KCrepTHas opraHusaius) pedepeHTHOro
rocy/1apcTBa:

pa3MelaeT B €IMHOM peecTpe MEIUIMHCKUX W3JIEeIUM, 3aperuCTpUpPOBaHHBIX B paMkax Corosa,
uHpopManMioo 00 yKa3aHHBIX B 3asBJICHHHM O COIJIACOBAaHMM AKCIEPTHOIO 3aKJIIOYEHHS TOCYAAapCTBAX
MPU3HAHUS, YHOJHOMOYEHHBIMH OpraHaMu (SKCIEPTHBIMU OpraHM3alMsIMH) KOTOPBIX COTJIaCOBaHO
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AKCIEPTHOE 3aKJII0YEHHUE, a TAK)KE CKAaHUPOBAHHBIE KOMUU JIOKYMEHTOB, B KOTOpPbIE BHECEHBI U3MEHEHUS,
B cooTBeTcTBUU C [lopsinkom hopmupoBanus U BeaeHUS HHPOPMAIIIOHHON CUCTEMBI;

opopMisieT W BBIIACT 3aABUTENIO CIIOCOOOM, YKAa3aHHBIM B 3asBICHHH O COTJIACOBAHHH
AKCIIEPTHOTO 3aKII0YEHUS, TepeoPOPMIIEHHOE PETUCTPALIMOHHOE YAOCTOBEPEHUE U MPUIOKEHHE K HEMY
C COXPAaHEHHUEM IIPEKHEr0 HOMEpa (C yKa3aHMEM BCEX IOCYJAapCTB IPHU3HAHMS, YINOJIHOMOYEHHBIMU
opraHamMu (dKCIEPTHBIMU OPraHU3AlMsIMH) KOTOPBIX COTJIACOBAHO JKCIEPTHOE 3aKIIOYEHHE, U JaThl
BHECEHUS COOTBETCTBYIOILUX U3MEHEHU );

BO3BpAIlaeT 3asBUTEIIO CIOCOOOM, YKa3aHHBIM B 3asBJICHHH O COIVIACOBAHHMH JKCIIEPTHOTO
3aKJIIOYEHUs], paHee BbIJAHHBIC PETUCTPALIMOHHOE YAOCTOBEpeHUE (IyONuKaT) U MPUIIOKEHUE K HEMY C
OTMETKOM 00 UX HEeACHCTBUTEIHLHOCTH (C YKa3aHUEM JaThl);

BBIJIa€T 3aBUTEIIO CIIOCOOOM, YKa3aHHBIM B 3asiBJIEHUH O COIVIACOBAHUH 3KCIIEPTHOTO 3aKIHOUYECHHUS,
yBeIOMJIEHHE 00 OTKa3e B PErMCTPALMUA MEAUIIMHCKOTO M3JENUs TOCyJapCTBOM MPU3HAHUS, YKAa3aHHBIM
B 3asBJICHUM O COIJIACOBAHMM HKCIIEPTHOIO 3aKJIIOUEHUS, C IMPHIOKEHHEM KONUHM IOATBEPKACHUS
HECOTJIACOBaHUsl IKCIIEPTHOTO 3aKJIIOUEHHUs YIOJIHOMOYEHHBIM OPTraHOM (SKCIIEPTHOW oOpraHu3anueil)
YKa3aHHOIO rocyjnapcrBa (Ipd HAIWYUU TOCYJApCcTBa IPU3HAHUSA, YIOJIHOMOUYEHHBIM OpraHOM
(3KCTepTHOM opraHu3alueil) KOTOpPOro He COTJIAaCOBAHO SKCIEPTHOE 3aKIIOUEHNUE).

B Teuenne 10 pabounx JqHEN CO JHS MPUHATHS PEHICHUS 00 OTKa3e B BbIIaue 1MepeoOpMIIEHHOTO
PETrUCTPAIIMIOHHOIO YOCTOBEPEHUS YIIOJIHOMOYEHHBIH OpraH (3KcrepTHas opraHusanus) pedepeHTHOro
rocyJapcTBa:

BO3BpAIae€T 3asBUTENII0O CHOCOOOM, YyKa3aHHBIM B 3asBJIEHUM O COIJIACOBAaHHM SKCIEPTHOTO
3aKJIIOUYEHUs], paHEe BbIIaHHBIE PETUCTPALIMOHHOE YIOCTOBEPEHHE (AyOIMKAaT) U MPUIIOKEHUE K HEMY;

BBIJIACT 3aBUTEINIO CIIOCOOOM, YKa3aHHBIM B 3asIBJICHUHU O COTJIACOBAHUU 3KCIIEPTHOIO 3aKIIOUEHUS,
yBeioMJIeHHE 00 OTKa3e B perucTpanuy MEAUIIMHCKOIO U3/ENINs TOCyI1apCTBOM MpPU3HAHUS, YKa3aHHBIM
B 3aBJICHUM O COIJIACOBAHMM DKCIIEPTHOIO 3aKIIOUEHUS, C IMPHIOKEHHEM KONUHM IOATBEPKACHUS
HECOTJIACOBAaHUSl IKCIIEPTHOTO 3aKIIIOUEHUSl YIOJIHOMOUYEHHBIM OpPraHoM (3KCHEepTHOM opraHu3anuen)
yKa3aHHOT'0 FOCY/1apCTBa, a TAaKXKe OpUrMHaia (1y0auKaTa) perucTpalliOHHOTO YI0CTOBEPEHHMS.

IX. Mopsaok npMocTaHOBIEHUA UNU OTMEHbI AEUCTBUSA
(aHHynupoBaHus) perncTpauMoHHOro yaoCcToBepeHus

114. TIlpuocrtaHoBiieHHE JCUCTBUS  PETUCTPAIMOHHOTO  yJOCTOBEPEHHSI  OCYIIECTBISETCS
YIIOJTHOMOYEHHBIM OpPraHoOM peepEeHTHOTO rOCYAapCTBa B CIECAYIONIUX CIIydasX:

a) Mo pe3yjabTaTaM MOHHTOpPWHTA O€301acCHOCTH, KadecTBa W J(P(HEKTUBHOCTH MEIUIIMHCKUX
W3/IeNIMd B TOCTPETUCTPALlMOHHBIM MEPUOJA - NPU BBISIBIEHUU TMOTEHUHUAIBHON CEPhE3HOW YTrpO3bl
3JI0pPOBBIO YEJIOBEKA;

0) 1Mo pe3yibTaTaM rocyAapCTBEHHOTO KOHTPOIIA (Haa30pa) 3a 0OpalieHueM MEIUIIMHCKUX U3IEIUN
- TIPU HAJIMYUU CBEJICHUH 0 (haKTax U 0OCTOATENbCTBAX, CO3AIONINX YIPO3Y KU3HHU U 3I0POBBIO TPAXKIaH
Y MEIUIMHCKUX PAOOTHHUKOB MPHU MPUMEHEHUH U SKCIUTyaTaIl[l MEIUIIMHCKUX H3ACTUi;

B) OTCYTCTBHE B pPETrHCTPAIlMOHHOM JOCh€ aKTyaJllbHOH uH(pOpManuu 00 YHOJIHOMOYEHHOM
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MpeACTaBUTENE MPOU3BOUTENS (I MPOU3BOUTENICH U3 TPETHUX TOCYAAPCTB).

115. Pemienue o mpHOCTaHOBIEHUU JEHCTBUS PETUCTPALIMOHHOIO YIOCTOBEpEHHUA (C YKa3aHHEM
NPUYMH, JaThl U CPOKa MPHUOCTAHOBIICHUS) MPUHUMAETCS YIOJHOMOYEHHBIM OPraHoOM pedepeHTHOTro
rocyzapcTBa B COOTBETCTBUH C 3aKOHOJATEIBCTBOM 3TOI'0 FOCYAapCTBa.

116. Cpox npHOCTaHOBIEHUS IEHCTBUS PETUCTPALMOHHOIO YJIOCTOBEPEHHSI HE MOXKET IIPEBBILIATH
6 MecsIleB, NMPH ATOM peaau3alys M NPUMEHCHHE TaKMX MEIWLIMHCKUX H3AeIuid B pedepeHTHOM
rOCY/IapCTBE U TOCyapcTBe (TOCy1apCTBax) IPU3HAHUS HE JOIYCKAIOTCSL.

117. YronHOMOYEHHBIH opraH pedepeHTHOTO rocyJapcTBa B TEUCHHE S5 pabouux THEH co JHS
MPUHATHAS PEHICHUS O TMPUOCTAHOBJICHUHM JIEUCTBHS PETUCTPAIIMOHHOTO YAOCTOBEPEHUS BHOCHUT
COOTBETCTBYIOIIME CBEACHUS B €AMHBINA pPEeecTp MEAUIIMHCKUX M3JENINN, 3aperUCTPUPOBAHHBIX B paMKax
Coro3a, u uH(pOpMHpPYET 00 STOM YIOJHOMOYCHHBIC OPTaHBI TOCYIApPCTB MPU3HAHHUS U EBpazwiicKyro
SKOHOMHMYECKYI0 KOMUCCHIO C UCIIOJIb30BAaHUEM CPEJICTB MHTEIPUPOBAHHON CHCTEMBI, a TAK)KE 3asIBUTEIIS
MyTeM IMepeAauyd YyBEAOMJICHUS JIMYHO TOJ POCHHUCH, JMOO HANpPaBJICHHS YBEAOMJICHUS 3aKa3HBIM
MIOYTOBBIM OTIPABIIEHUEM C YBEAOMJICHHEM O BPYYECHUHU, TUOO HAIMIPABIICHUS B SJICKTPOHHOM BHUJIE WU B
(dhopMe EKTPOHHOTO JIOKYMEHTA, TOIIMTMCAHHOTO AJICKTPOHHON TOJITUCKHIO (C YKa3aHWEeM NPUYUH, JaThl
U CpoKa MPHOCTAHOBIIEHUS [EHCTBUS PErMCTPAIIMIOHHOTO YIOCTOBEPEHHS, a TakKe HEOOXOIUMOCTH
YCTpPAHEHHS 3asBUTEIIEM OOCTOSATEIHCTB, MOBJICKIINX MPUOCTAHOBJICHHE IEHCTBUSI PETHCTPALIMOHHOTO
yIIOCTOBEPEHHUS).

118. 3asBuTenlb B TEYCHHWE YCTAHOBJICHHOTO YIIOJHOMOYEHHBIM OpPraHoM pedepeHTHOTro
rocyapcTBa cpoka oO0s3aH yCTPaHUTh OOCTOSITENBCTBA, IMOBJIEKIINE MPUOCTAHOBICHUE JEWCTBUA
PETUCTPALIMOHHOTO YAOCTOBEPEHNUS, U YBEJOMHUTH 00 3TOM B MTUCbMEHHON (hOpPME 3TOT YyIOTHOMOUYEHHBIN
opran (C TpPWIOKEHHEM TOATBEPXKIAIOIIMX JOKyMeHToB). [lo pe3ynmpTaraM paccMOTpeHUs
MIPE/ICTABICHHBIX 3asfBUTENEM JIOKYMEHTOB YIOJHOMOYEHHBIH OpraH pe(epeHTHOro rocyiapcrsa
IIPUHUMAET pelIeHne 0 BO30OHOBIEHUH JINO0 00 OTMEHE JeHCTBUS (AHHYJIMPOBAHUH) PETUCTPALIMOHHOTO
yIOCTOBEpEHUs: (C YyKa3aHUEM JaThl BO30OHOBJIEHHS WJIM OTMEHbI JeHCTBUS (QaHHYJIMPOBAHUS)
PETUCTPAIIMIOHHOTO YO0CTOBEPEHHUS).

119. YnonHOMOYeHHBIM opraH pedepeHTHOTO rocyJapcTBa B TEYCHHE S5 pabouux THEH cO JHA
MNPUHATHS pPEUIeHUS O BO30OHOBICHHM JEWUCTBUS PErHCTPAIMOHHOTO YIOCTOBEPEHHS BHOCHUT
COOTBETCTBYIOIIHME CBEJACHUS B €AMHBIA PEECTP MEIUIIMHCKUX U3JACINN, 3apETUCTPUPOBAHHBIX B paMKax
Coro3a, U yBeIOMIISIET 3asBUTENSl O MPHUHATOM pEIIEHWH JHMYHO TOJ POCHHCH, JTHUOO HaIMpaBIseT
YBEJIOMJICHHE 3aKa3HbIM TOYTOBBIM OTIIPABJICHUEM C YBEJAOMJIEHHEM O BpY4YeHUH, JHOO TiepenaeT B
ANEKTPOHHOM BUJIE WK B (hOpMe IIEKTPOHHOTO JOKYMEHTA, MOAMUCAHHOTO YJIEKTPOHHOM MOAMUCHIO.

120. Pemenue o BO30OHOBJIEHHM JEHCTBHSI PETMCTPALIMOHHOTO YIOCTOBEPEHMsI MPUHUMAETCS B
COOTBETCTBUHM C 3aKOHOJATEIbCTBOM pPEPEPEHTHOTO TOCyIapCcTBAa M BCTYNMaeT B CHIIY CO JHS €ro
MPUHSTHSL.

121. B cinydae HeyCTpaHEHHUs 3asBHUTEJIEM B YCTAHOBJICHHBIH CPOK OOCTOSITENHCTB, MOBIEKIIHX
MMPHUOCTAHOBJICHUEC )IeﬁCTBHﬂ PErUCTPpaInOHHOTO YAOCTOBCPECHUA, YHOHHOMOIIGHHBII)'I opra”
pedepeHTHOTO ToCyIapcTBa B TeueHUe 3 pabounx AHEH cO THS UCTEYCHUS YKA3aHHOTO CPOKA MPUHUMACT
perieHue 00 OTMEHE NEUCTBUS (aHHYIUPOBAHUH ) PETUCTPAIIMOHHOTO YIOCTOBEPEHUS (C 000CHOBaHUEM ).

122.  YnonHOMOYEHHBIM oOpraH pedepeHTHOro TrocylapcTBa  HE3aMEIJIUTEIbHO  BHOCHUT
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COOTBETCTBYIOIIME CBEJACHUS B €AUHBIA PEECTP MEIULMHCKUX U3ACIIMNA, 3apETUCTPUPOBAHHBIX B paMKax
Coro3a, u yBemomusgeT 3asBUTeNss 00 OTMEHE JeHCTBUS (QaHHYJIMPOBAHHMM) PETUCTPALUOHHOIO
YIOCTOBEPEHUSI MYyTEM Mepeadll YBEIOMJICHUSI 3asiBUTEIIO JIMYHO TOJ POCIUCH, JUOO HaIpaBiICHUs
YBEIOMJICHHSI 3aKa3HbIM MOYTOBBIM OTIIPABJICHHUEM C YBEIOMJICHHEM O BPYUEHHUH, JIUOO HANpPaABJICHUS B
ANIEKTPOHHOM BHJIE WK B ()OpME IIIEKTPOHHOTO JOKYMEHTA, MOAMUCAHHOTO YJICKTPOHHOM MOMHUCHIO.

123. OcHoOBaHUSMU [UIsl TPUHATHUS YHNOJIHOMOYEHHBIM OpraHoMm pedepeHTHOro rocyaapcraa
penieHuss 00 OTMEHE JCHCTBUS (aHHYJIUPOBAHHWH) PETUCTPAIMOHHOTO YIOCTOBEPEHHUS WU 00 OTMCHE
perucTpanu MeIUIMHCKOro u3enus (Mojaenei (Mapok) MEIULIMHCKOTO U3/ENUs, CBEACHUS O KOTOPBIX
MPEACTABJICHBI B PETUCTPALIMOHHOM yIOCTOBEPEHUH) SIBISIOTCS:

a) mojiaya MpOU3BOJIUTENIEM 3asBIIEHUSI 00 OTMEHe AecTBUs (aHHYIHMPOBAHUU) PETUCTPALIMOHHOTO
yaocToBepeHus: (Ha OyMaXHOM HoOcUTele W (WIH) B DJJIEKTPOHHOM BHIE) 1O (opMe COryiacHO
npujioxkenuto N 13;

0) BBISIBJICHUE CITy4aeB MPEJCTABICHUS 3asBUTEIICM HEJOCTOBEPHBIX CBEIACHHUH, KOTOPHIC HE MOTIIH
OBITh YCTAaHOBJICHBI TPU PETHCTPAIMUA MEAMIUHCKOTO H3JAeiHs (B TOM YHCIE MPH OCYIIECTBICHUH
YIIOJTHOMOYCHHBIMU OpPTaHaMU T'OCYAApCTBEHHOTO KOHTPOJsS (HAI30pa) 3a OOpalICHHEM METUITUHCKUX
W3/1CIINN);

B) BCTYNHBIIEE B 3aKOHHYIO CHJy peEIIEHHE CyJa TOCyAapcTBa-wieHa 00 OTMEHe JCHCTBUS
(aHHYMPOBAHMHU) PErUCTPAIIMOHHOTO YAOCTOBEPEHUS WIM 00 OTMEHE PErucTpaludl MEIUIMHCKOTO
u3nenust (Mozaenedl (MapokK) MEIUIMHCKOTO M3JENus, CBEACHHUS O KOTOPBIX MPEICTABICHBl B
PETHCTPAIOHHOM yJIOCTOBEPEHHH);

F) npeaACTaBJICHUEC YIOJIHOMOYCHHBIM OpraHoM II0 pe3ylbTaTaM TIOCYAapCTBECHHOI'O KOHTPOJIA
(Haﬂsopa) 3a 06pameHHeM MCIUIMHCKHUX H3I[e.]'[HI>i CBCI[CHI/Iﬁ 0 q)aKTaX u O6CTO$ITCJ'IBCTBaX, CO3aaromnx
YIpo3y KHU3HU U 3A0POBBIO I'paXJaaH U MEAUIMUHCKHUX pa6OTHI/IKOB Ipu NpUMCHCHUHU W SKCILTyaTallun
MCIHUIMHCKOI'O U3 OCTIHNA;

1) yTpaTa MEIUIIMHCKUM HU3JIeTTUeM CTaTyca MEIUIIMHCKOTO B CBS3M C BHECEHHEM H3MEHECHHUH B
akThl, BXxojsdmme B mpaBo Coro3a, WIM HAa OCHOBaHMMU pemieHus KOHCyIbTaTUBHOTO KOMHTETa IO
pe3ysibTaTaM MpoBeaeHUs: paboT MO YperyJIupoBaHUIO Pa3HOIIACUH 110 BOIPOCAM OTHECEHHUS MPOIYyKIUU
K METUITUTHCKUM U3JEIUSIM.

124. 3asBnenue 00 oTMeHe NeHCTBUS (aHHYIMPOBAHUH) PETUCTPALMOHHOTO YIOCTOBEPEHUS MOXKET
OBITH MOAAHO YHNOJIHOMOYEHHBIM IPEICTAaBUTEIEM IMPOU3BOAMTENS MPH OAHOBPEMEHHOM BBINOJIHEHUH
CHEAYIOUIUX YCIOBUM:

a) HAJIMYUE B PETUCTPALMOHHOM JIOChE aKTyaJIbHOTO JTOKYMEHTA, MOJTBEPKAAOIIETO OJIHOMOYHS
YIOJITHOMOYEHHOTO TPEJCTABUTENST TPOU3BOAMTENSA, WM TMPEACTABICHHE TaKOro JOKyMEHTa B
YIIOJTHOMOYEHHBI OpraH peQepeHTHOr0 TOoCyJapcTBa BMECTE C 3asBICHHEM 00 OTMEHE AeWCTBUS
(aHHYTMPOBAHUM ) PETUCTPAITMOHHOTO YAOCTOBEPEHNS,

0) mpeicTaBIeHUE B YIIOJTHOMOUYEHHBIH OpraH pe)epeHTHOro rocyAapcTBa BMECTe ¢ 3asBlIeHHEM 00
OTMEHE JIeUCTBUS (aHHYJIMPOBAHHUH) PETHCTPALIMOHHOTO YOCTOBEPEHHUSI 3aBEPEHHOTO B YCTAHOBICHHOM
MOpPSIAKE JIOKYMEHTa TNPOU3BOAUTENS, MOJATBEPKAAIOIIET0 €ro HaMepeHHWe OTMEHUTh JIeUCTBHUE
PErUCTPAIIMOHHOTO YI0CTOBEPEHUS (AHHYIUPOBATh €T0).
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125. B cmyuae ecnu 3asBieHHE 00 OTMEHE MACWCTBUS (aHHYJIMPOBAHHH) PETUCTPAL[IOHHOTO
yJIOCTOBEpEHMsI IPEJCTaBIEHO C HapylmeHueM TpeboBaHuil Hactoaummx IIpaBui, JOKYMEHTSI
MIPEJCTABIICHBI HE B MOJIHOM 00bEME WIIM CO/ICPKAT HEOCTOBEPHBIC CBECHHS, YIIOJTHOMOYECHHBIH OpraH
pedepeHTHOro rocyznapcrsa B TedeHue 7 pabouumx IHEH cOo AHA IMOCTYIJICHMsS TaKUX 3asBJICHUS U
JOKYMEHTOB NIPUHUMAET perieHre 00 NX BO3BpaTe (C yKa3aHWEM NPUYMH BO3BpaTa).

126. YmonHOMOYEHHBIM opraH pedepeHTHOTO rocyJapcTBa B TE€YCHHE 7 pabOuYuX THEH cO JHSA
HACTYIUICHHS OJTHOTO U3 OCHOBAaHUM, YKa3aHHBIX B MyHKTe 123 Hacrosuux [IpaBui, npuHuMaeT perieHue
00 oTMeHe JIeHCcTBUS (aHHYJIMPOBAHUH) PETUCTPALIMOHHOTO YIOCTOBEPEHHS WIIM 00 OTMEHE PEerucTpaluu
MEJIULIUHCKOTO u3sieus (Moaeneit (MapoK) MEAUIIMHCKOTO U3/IENHs, CBEACHUS O KOTOPBIX MPECTaBICHBI
B PETUCTPALIMOHHOM YJIOCTOBEPEHHH).

127. YOoIHOMOYEHHBIH OpraH pedepeHTHOrO rocyaapcTBa B TeUeHHE 5 pabouux JHEH CO JHS
MIPUHATHS pElIeHus] 00 OTMEHE NeHCTBUS (aHHYIMPOBAHUH) PETUCTPALIMOHHOTO YAOCTOBEPEHUS WM 00
OTMEHE PErHCTPAlMM MEIUIMHCKOTO u3Aenus (Monaened (MapoK) MEAMIIMHCKOTO W3S, CBEIACHHS O
KOTOPBIX IPEJCTABICHBI B PErHCTPAIIMIOHHOM YAOCTOBEPEHUN):

a) pa3MeniaeT B €AMHOM PeecTpe MEAUIIMHCKUX U3ACIIUN, 3apeTUCTPUPOBAHHBIX B pamkax Coro3a,
cBeIeHUsI 00 OTMEHE JAeWcTBUS (aHHYJIUPOBAHWHU) PETHCTPAIMOHHOTO yIOCTOBEpPEHHs] WM 00 OTMEHE
pPErucTpalvi MEIUIIMHCKOTO U3Jeus (Mojeneit (MapoK) MEAUIIMHCKOTO W3/IeUs, CBEJICHUS O KOTOPBIX
MIPE/ICTaBJICHBI B PETUCTPALMOHHOM yIOCTOBEPEHHH );

0) yBegomusieT 3asBUTENS OO0 OTMEHE JeHCTBUS (QaHHYJIMPOBAHUM) PETUCTPALMOHHOIO
YIOCTOBEpEHHS ITyTeM IepeAad YBEIOMIICHUS JIMYHO MO POCIHCH, TUOO €ro HarpaBieHUsS 3aKa3HBIM
MOYTOBBIM OTIPABJICHUEM C YBEOMJICHHEM O BPYUEHHUH, MO0 HATIPABJICHHUS B SJICKTPOHHOM BHJIE WM B
(opMe 3IEKTPOHHOTO JOKYMEHTA, OANNCAHHOTO 3JIEKTPOHHOM MOIMUCHIO;

B) YBEJAOMJISIET 3asBUTENS 00 OTMEHE PErHCTpPallMM MEIUIMHCKOTO u3aenust (Mozenel (Mapok)
MEIHUIIMHCKOTO W3JIENHsI, CBEJCHHS O KOTOPBIX MPEICTaBICHBl B PErHCTPAIMOHHOM YAOCTOBEPEHUHU) U O
HEOOXOIMMOCTH BHECCHHS HM3MCHCHHA B PETHCTPAIMOHHOE JIOChe B YaCTH WCKIIOYCHUS JTaHHBIX
MEIUIMHCKUX H3AeNuil (Mojeneil (Mapok) MEAMIIMHCKOTO W3JENus) MyTeM IMepelaydl yBeIOMIICHHUS
JIUYHO TIOJ] POCIIHCH, JIMOO €ro HampaBJICHHUS 3aKa3HBIM IOYTOBBIM OTIIPABICHUEM C YBEJIOMIICHHEM O
BpyueHUH, JHOO HampaBleHUS B OJJIEKTPOHHOM BHUAEC WIHM B (OpME DIEKTPOHHOTO JOKYMEHTa,
MTOIIMUCAHHOTO JICKTPOHHOM MOIMHUCKIO.

[Ipunoxenne N 1

k [IpaBunam peructpanuu u 3KCIepTU3bl
0e30MacHOCTH, KauecTBa U 3(pPeKTUBHOCTH
MEIUIUHCKUX U3AETHH

®OPMA PETMCTPALMOHHOI'O YAOCTOBEPEHUA
MEAOUMLIMHCKOIO U3AENUA U NMPABUIA EE 3AMNOJIHEHUA

I. ®opma perucTpalMiOHHOTO YI0CTOBEPEHUS
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MCIHUIMHCKOI'O U3ACITUA

SMbJiemMa EBpa3mMMCKOTO BKOHOMMYECKOIT'O COl3a (1)

EBPASUVCKUN SKOHOMUUECKUM COI03 (2)

(HaMMeHOBaHME YIIOJIHOMOUEHHOTO oOpT'aHa pedepeHTHOI'O IocyImapcTBa) (3)
PETVICTPALVOHHOE YIOCTOBEPEHME MEIMIVMHCKOI'O M3IOEJIVA (4)

MU-XY-Z oT " " 20 . (5)

B COOTBETCTBUM C (6)

(HoMep ¥ HaTa NpMkasa yNOJHOMOYEHHOTO OpTraHa
pebepeHTHOTO TocymapcTBa O pPerucTpauumu
MEIVLMHCKOTO M3IeJIMs)

HacTosAuee PETUCTPALMOHHOE YyIOOCTOBEpPEHMEe MeIVLMHCKOT O u3nenamns
BELOAHO : (7)
(HauMeHOBaHME [IPOU3BOAUTENL, €TI'0 MeCTO HaXOXIeHMS)

(8)
(HaMMeHOBaHME MNPOM3BOINCTBEHHOM JIOWAIKM (BKJOUaAs ee GaKTUMUeCKUN anpec)
WM CCBUIKA Ha IMPUJIOXEeHMEe B Cllydyae ykal3aHusa IBYyX U Dojee
IPOM3BONCTBEHHEIX I[1JIOWAIOK)
(9)
(HaMMeHOBaHMe YIIOJIHOMOUYEHHOTI'O HpeHCTaBMTeI{H HpOMSBO,I[MTeJ'IH
Ha TEPPUTOPUSAX T'OCYIDapCTB — UYJIEHOB EBPa3UNMCKOTO 3KOHOMUUECKOTO COK3a,
BKJIIOUAsA €70 MEeCTO HaXOXIeHMS)
B TOM, UYTO (10)
(HaMMeHOBaHME MEeOUILMHCKOTO MIOeJIMI)
KJIaCcCa [OTEHLUMAJIbHOT'O PMCKAa IIPMMEHEHMS MEeOMUMHCKOTO M3OeJIMA: (11)
3apeIMCTPMPOBAHO ¥ pa3pelleHO K BHIIYCKYy B oOpalleHMe Ha TEePPpUTOPUM CJeIyUMX
TOCyHapCTB - UJIEHOB EBpasuiickoro 3KOHOMUUYECKOT O comwn3a
(12)
(HauMeHOBaHUA pedepeHTHOT'O IocylapcCTBa M IocylapcTBa
(rocynapcTB) NIpMBHaAHUL)
Monenu (Mapxm) MEIULIMHCKOT'O nsneamnsd, ux COoCTas, NOPMHAOJIEXHOCTU U
HpOMBBO,I[C'I‘BeHHbIe I1JIoua oKm HpMBe,J:[eHbI B HpMJ’[O)KeHMM (HpM HaJ'IMEU/H/I) K HacTodlueMy
PerMCTPalMOHHOMY YIOOCTOBEPEHMIO MeIMLUMHCKOTO M3IOesMs Ha J. (13)
[IpuoxeHre ABJIAETCS HeoTBHEMIIEMOM YacThb0 HACTOAWEI0 PeI'MCTPalMOHHOTO
YIOCTOBEpPEHUI MeIULMHCKOT'O M3IeJIUd.
Cpok OercTBuUsa PETUCTPALVOHHOTO YOOCTOBEPEHMA MENUULVMHCKOTO M3OeJnAa:
BeccpodYHO (14)
OaTa perucTpauuy MeIULUMHCKOIO majenmusg: " " 20 T. (15)

Homep u maTa Opukasza YyIOJIHOMOUYEHHOTO OpraHa pebepeHTHOTO TrocymapcTBa o
BHECEHUM MBMEeHEeHM’)V B pPerMCTPalMOHHOE YyIOCTOBEPEeHMVEe MEeOMLMHCKOTO M3INEeJIUs:
"o 20 r. N (16)
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(®.MN.0. pykoBoautess (YOIHOMOUYEHHOTO JIUIA) YIIOJIHOMOYEHHOTO OpraHa)

M.IL. (17)

(moamuce)

N__ (18)

I[MPUJIOXEHUE K PETUCTPAIIMOHHOMY YV JIOCTOBEPEHUIO

MEJUIIMHCKOI'O U3AEJINA 1)
MU-XY-Zor" " 20 1. (@)
N HaumeHnoBaHue

n/o

1. |Monens (Mapka) MEIUIIMHCKOTO U3/enus (IpyU HATUYUK)

2. |CocraB

3. |IIpunaanexxHocTu (MPH HATUYMH)

©)
N HaumenoBanus u ¢akTudeckue ajpeca mpou3BOACTBEHHBIX IUIOIIAI0K
n/m
1.
(4)
(®.1.0. pykoBoauTens (yIoJIHOMOUYEHHOIO JUIA) YIIOJTHOMOYEHHOTO OpraHa)
MLIL. ()
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(moamuce)
Jlucr __ (6)
N___ ()

Il. MpaBuna 3anosHeHnsa perMcTpaLmMoHHOro yaoctoBepeHus
MeAULIMHCKOro usaenus

1. PerucrpaniuoHHOE YAOCTOBEPEHHWE MEAMLMHCKOIO U3Jenus (Jajee - perucTpalioHHOE
yIIOCTOBEPEHHUE) 3aMOIHIETCA YIOTHOMOYEHHBIM OpraHoM peQEepeHTHOro TrocylapcTBa Ha PYCCKOM
S3bIKE C KCIOJb30BAHMEM AJIEKTPOHHBIX I[€YATAIOIIMX YCTPOMCTB W B  ClIy4yae HaJIU4ud
COOTBETCTBYIOIIETO TpeOOBaHUS B 3aKOHOJATENILCTBE PEPEPEHTHOrO TOCYAPCTBA - HAa FOCYAaPCTBEHHOM
SI3BIKE 3TOT0 rOCYAApCTBA.

2. 3anomHEHUE PEruCTPAIMOHHOTO yJOCTOBEPEHHSI HA PYCCKOM SI3BIKE M TOCYJAPCTBEHHOM SI3BIKE
pedepeHTHOTO rocy1apcTBa OCYIIECTBISETCS Ha PA3HBIX CTOPOHAX PETUCTPAIIMOHHOTO YOCTOBEPEHHS.

3. PeructpanyioHHO€ yAOCTOBEPEHHUE OTHOCUTCA K JOKYMEHTAM CTPOrOil OTYETHOCTH U ME€YaTaeTcs
Ha OJaHKe, KOTOPBIM H3TOTABIMBACTCS THIOTPA(CKUM CIOCOOOM M WMEET CTCICHH 3allWThl B
COOTBETCTBHUH C 3aKOHOJATEIHLCTBOM PeEPEHTHOr0 rocyaapCcTBa.

[Ipy HEOOXOAMMOCTM HAUMEHOBAHME IPOM3BOJAUTENS, €ro MECTO HaxoXAeHHs (aapec
IOPUIMYECKOTO JIMILA, MECTO JKUTENbCTBA (U3UYECKOTO JIMIA, 3apEerMCTPUPOBAHHOTO B KadyecTBe
WHJUBUAYAIBHOTO MPEANPUHUMATENS) U CBEIEHUS O NMPOIYKIUH (MOJIeNb, MapKa, apTUKYJ U Ap.) MOTYT
OBITh yKa3aHbl C HCIOJIb30BaHUEM OYKB JIATUHCKOTO ajihaBUTA.

4. YkazaHne HauMCHOBaHUM MMPOU3BOAUTEIIA, YITOJJHOMOUCHHOTO NPEACTABUTEIIA IMTPOU3BOAUTEIIA U
MPOU3BOJACTBCHHBIX INIOHIAIOK B PCTUCTPALUOHHOM YHOCTOBCPCHUHN OCYHICCTBIISICTCS B CJ'ICIIYIOH_Ieﬁ
IOCICI0BATCIBHOCTH

a) A1 Pe3UFACHTOB TOCYAApCTB - 4WIEHOB EBpa3suiicKOro »KOHOMHUYECKOTO coro3a (nasnee
COOTBETCTBEHHO - TocyaapcTBa-wieHbl, Coro3):

OpraHU3aIMOHHO-TIpaBOBas popma;

MOJTHOE€ HAUMEHOBaHME (ISl FOPUAMYECKHUX JIUI] YKA3hIBACTCS B KABBIYKAX);
COKpallleHHOe HauMeHOBaHue (B cCkoOKax) (MPU HATUYHH);

HAaUMEHOBAHUE TOCY/1apCTBa;

0) U HePE3UACHTOB TOCYIaPCTB-YICHOB:

MOJTHO€ HAUMEHOBAHWE;

OpTraHHU3allMOHHO-TIPpAaBOBast (bopMa;
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COKpaIlleHHOE HauMEeHOBaHUe (B CKOOKax) (MIPU HATTUYHH);

HAaUMEHOBAaHME TocyJapcTBa (HAa PYCCKOM si3pIk€ W (WJIM) Ha TOCYAapCTBEHHOM  SI3bIKE
pedepeHTHOrO rocy1apCTBa).

PexBu3uThI pasaCIAOTCA 3allAThIMH.

5. VYkazaHume aapeca B PETUCTPALIMOHHOM YAOCTOBEPEHUM OCYLIECTBIAETCS B CIEAYIOUIEH
MOCJIeI0BATEIHHOCTH:

Ha3BaHHUE YIHUIBI (C yKa3aHUEM 3JEMEHTa YIMYHO-IOPOKHOH CeTH TOpPOACKON MH(PPACTPYKTYPHI),
HOMEp JI0OMa, HOMEp MoMeIleHHs (IpY HaJIM4un);

Ha3BaHME HACEJICHHOTO MyHKTA (C YKa3aHUEM THUIIa);
HAaUMEHOBAaHHE pailoHa;

Ha3BaHHE pernoHa (00acTu, Kpas) (C yKazaHUEM THIIA);
MOYTOBBINA UHICKC;

HOMEDP a0OHEHTCKOTO AIIKKa (MPU HAJTUYHH);
HAaUMEHOBAaHHE TOCY1apCTBa.

Jlns Hepe3uIeHTOB T'OCYAAPCTB-WICHOB aJpec YKa3bIBACTCS C HCIOJIb30BaHHEM OYKB JIATHHCKOTO
angasuTa.

PexBu3uTHI PasaACIAIOTCA 3alAThIMH.

6. CBCI[CHI/ISI O IMMPOU3BOAUTECIIC U YIIOJIHOMOYCHHOM HNPCACTABUTEIIC TPOU3BOAUTEIIA, YKAa3aHHLIC B
PEruCTpaiuOHHOM YIAOCTOBCPCHUHN, SKCIINTYaTAHUMOHHOM JOKYMCHTC WJIM WHCTPYKOHWH 11O IMPHUMCEHCHUIO
MCIUIIUHCKOI'O HU3JCIIHA, PYKOBOACTBE 11O CEPBUCHOMY 06CJ'Iy>KI/IBaHI/IIO, a TAKKE€ B TCKCTC MApPKUPOBKHU
MCIHUIIMHCKOI'O U3ACIHA, JOJIXKHBI OBITH HUIACHTUYHBIMHU WU COOTBETCTBOBATh I/IH(l)OpMaIII/II/I, YKa3aHHOI>'I B
HOKYMCHTC 6o CBCACHUAX, NOATBCPKAAOMINX PETUCTPpAINUIO HPOU3BOAUTCIII W YHOJIHOMOYCHHOI'O
MNpEACTAaBUTECIIA B KAUCCTBC IOPUIUYICCKOTO JIMLIA h19%(e10) HHIAWBUAYAJIBHOI'O MPCANIPUHUMATECIIA.

7. Bce mons perucTpalMOHHOTO YJOCTOBEPEHMsS JOJDKHBI OBITh 3alojHEHbl (B OpUTHHANE
PErUCTPAIIMOHHOTO YIOCTOBEPEHUSI HyMEPAIIHs TI0JIel OTCYTCTBYET).

8. B peructpaiimoHHOM yJIOCTOBEPEHHUH YKa3bIBAIOTCS:
a) B mosie 1 - amOiiema Coro3a;
0) B moJie 2 - Ha/IMKCh, BBITIOJTHEHHAS B | CTPOKY:

"EBPA3UIMCKUI YKOHOMUWYECKU COI03";

B) B 1oJi¢ 3 - MOJIHOE HAaMMECHOBAaHHUE YIIOJIHOMOYCHHOT'O OpraHa pe(bepeHTHoro rocyaapcCTBa,
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r) B oJie 4 - HaJUCh, BBITIOJIHEHHAS B | CTPOKY:
"PETUCTPAHUMOHHOE YIOCTOBEPEHUE MEJITMIITUHCKOI'O U3AEJINA",

1) B I10JI€ 5 - HOMEP PErMCTPALMOHHOIO YIOCTOBEPEHHUSI U J]aTa €ro BbIIAayH.

Howmep peructpanmoHHoro yaocroBepenus popmMupyercs B CiaeIyIOLIeM MOpsiIKe:

MU-XY-Z
1 23 4
rac:

3JIeMeHT 1 - MCIULINHCKOC N3JCINC,

JIEMEHT 2 - 2-3Ha4HBI OyKBEHHBIM KOJ pedEepeHTHOTO TroCydapcTBa B COOTBETCTBHH C
MexayHapoaHbIM ctangaptom ISO 3166-1;

JIeMEeHT 3 - 2-3Ha4yHblii OYKBEHHBIH KON TOCYJapCTB TMPHU3HAHUS B COOTBETCTBHH C
MexayHapoAaHbiM  ctanpaptoM ISO  3166-1 (yka3pIBaroTCsi KOIBI TOCYJapCTB  MpHU3HAHUS,
MOATBEPAUBIINX COTJIACOBAHUE IKCIIEPTHOTO 3aKITIOYCHUS );

37eMeHT 4 - 6-3Ha4yHbIIl MOPSIKOBBI HOMEp PErHMCTPAllMOHHOTO YJOCTOBEPEHMS, MPUCBOCHHBIN
YIOJHOMOYEHHBIM OpraHOM pe(depeHTHOro rocynapcrBa (IpHUCBaWBAETCS aBTOMATHYECKH M3 €IUHOTO
peecTpa MEIUIMHCKUX W3JENUi, 3aperucTpupoBaHHBIX B paMkax Coro3a, mopsaok (OpMHUpPOBAHUS U
BelleHUs: kotoporo yrBepxiaeH Pemenumem CoBera EBpasmiickoil SKOHOMHYECKOM KOMHCCHH OT 12
¢espans 2016 r. N 30, u coxpaHseTcss HEM3MEHHBIM ITPH OOPALIEHUN MEIUIIMHCKOTO U3/IeNUs B paMKax
Coro3a);

e) B noie 6 - HOMCp M OaTa IIpuKa3a YIIOJIHOMOYCHHOI'O OpraHa pe(I)epeHTHoro rocygapcrsa o
peructpaiu MCAUIUHCKOTO U3CINA,

)K) B IIojie 7 - MOJIHOE€ HaMMEHOBAHHE M MECTO HaXO0XJICHUA (anpec HOPUINICCKOTO J'II/II_Ia) - IJIA
IOPUINYCCKOIo JiMna HWIn q)aMI/IJ'II/ISI, HMs, OTYCCTBO (HpI/I HaJ'II/ILII/II/I), MECTO XUTCJIbCTBA - JJIA
(I)I/I3I/ILIGCKOI‘O Jina, 3apCruCTpupoBaHHOTO B KAYCCTBC MHAUBUAYAJIBHOT'O IPCAITPUHHUMATCIIA;

3) B moJie 8 - HAUMEHOBAHUS U (PaKTHUECKHE apeca MPOU3BOJICTBEHHBIX IIOMIA0K, BHITOTHSIOIINX
BECh IPOLIECC MPOU3BOJCTBA MEIUIMHCKOTO W3JENNS WU €ro OmpelesieHHble craguu. llpu Hammuum
IBYX U 00siee IPOU3BOJCTBEHHBIX IIJIOLIA/I0K JOMYCKAETCSA yKa3blBaTh CBEJCHHUS O HUX B MPUIIOKEHUH K
PETUCTPALIMOHHOMY yJOCTOBEPEHHUIO;

¥) B none 9 - NoJHOe HAaMMEHOBaHHME YINOJHOMOUYEHHOIO IpPEICTABUTENSI HMPOU3BOAUTENS Ha
TEPPUTOPUAX TOCYAAPCTB-WICHOB, €r0 MECTO HaxXOXXACHUS (aapec IOPUAWYECKOro Iuia) - s
IOpUANYECKOr0 JHla Win (aMuiaus, UMs, OTYECTBO (IPU HAJUMYMUU), MECTO KHUTEIbCTBA - JUIS
(u3MYeCKOTo JHIla, 3apPETUCTPUPOBAHHOIO B KAyeCTBE WHIAMBUAYAIbHOrO mpeAanpuHuMarensd. [lpu
OTCYTCTBHH YIOJIHOMOYEHHOTO IMPEICTABUTENS MPOU3BOAMUTENS HAa TEPPUTOPHH roCyaapcTBa-ujieHa (B
cllyyae, €ClId MPOU3BOAUTEND SBJISIETCS PE3UAECHTOM TOCYAAapCTB-WIEHOB) B YKA3aHHOM I10JI€ CTaBUTCS
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IIPOYEPK;

K) B noyie 10 - mogHOE HaMMEHOBAaHNE MCECIHUIIMHCKOI'O U3JCJINA, BKIIIOYas TOBapHBIﬁ 3HAaK U HHBIC
CpeACTBa HMHIAWBHAYATIU3AlUU (HpI/I HaJII/I‘II/II/I), KOTOPOC MOOJDKHO COOTBETCTBOBATH HAMMCHOBAHUIO,
YKa3aHHOMY B 3KCIICPTHOM 3aKIFOUYCHHUH,

a) B mose 11 - Kjacc MOTEHUMATBHOTO pHUCKAa MPUMEHEHUS MEIUIMHCKOTO W3JeNusl,
MTOATBEPKICHHBIN TIPH MPOBEACHUH IKCIIEPTU3BI MEAUITUHCKOTO U3CIINS,

M) B riosie 12 - HauMeHOBaHus pehepeHTHOro rocyJapCTBa U rOCYAapcTBa (TOCYIapCTB) MPU3HAHUS
(YKa3bIBaIOTCS Yepes 3amsiTyio);

H) B moje 13 - KOJMYECTBO JIMCTOB TMPHUJIOKEHHS K PETUCTPALMOHHOMY YIOCTOBEPEHHIO
(3amoHsAeTCS MPU HATUYUH TPUITOKECHHS);

0) B mnone 14 - ykaspBatorcsa cioBa "Cpok JEHCTBUSL PErMCTPALMOHHOTO YJOCTOBEPEHMUS
MEIUIIMHCKOTO U3/1enus: OeccpodHo”;

n) B moine 15 - jara perucrpanuyd MEIWIMHCKOTO H3JIENHs, KOTOpas YKa3bIBAETCS CIIOBECHO-
udpoBeIM ciocoOOM: 4YuCIO - AByMs apabckumu mudpamu (B KaBbIYKax), MECSI] - CIOBOM, roj -
4eThIphMs apabckumMu mudpamu (C ykazaHHueM COKpalieHHoro o0o3HaueHus roja "r.");

p) B mone 16 - gara TOCIIEAHEr0 BHECCHHS W3MEHEHUH B PETMCTPALIMOHHOE YIOCTOBEpPEHHE,
KOTOpast YKa3bIBACTCSl CIOBECHO-IU(POBBIM CHOCOOOM: YHCIO - JAByMs apaOckumu mmppamu (B
KaBbIUKAaX), MECSI] - CIOBOM, TOJ - YEThIpbMs apabckuMu Ludpamu (C yKa3aHHEM COKpAIEHHOI'O
o0o3HaueHus roja "r."). JlaHHoe mone 3amoiHseTcs NPU BHECEHUMM H3MEHEHHH B PErucTpaloHHOE
JI0ChE C BbIJJaueii HOBOTO PErMCTPALMOHHOTO YAOCTOBEPEHUS C IPEXHUM HOMEPOM U yKazaHHEM HOMepa
COOTBETCTBYIOIIETO MPHKa3a O BHECEHUU H3MEHEHUIA,

¢) B nose 17 - MOMHKHOCTb, MOJANUCH, (paMUIMs, UMS, OTUYECTBO (IPU HAJIMYUHM) PYKOBOAUTEIS
(YNOJTHOMOYEHHOI'O JIMIA) YHOJHOMOYEHHOIO OpraHa, BBIJABIIETO PETUCTPALMOHHOE YJOCTOBEPEHHE,
3aBEpPEHHbIE MeYaTbhl0 3TOr0 YMOJHOMOUYEHHOro opraHa (mpu Hamuuuu). Mcmonp3oBaHue ¢akcumuiie
BMECTO IOANKCH HE JA0IyCKaeTcs;

T) B nojie 18 - Tumorpadckuii Homep, cepust M MOPAJKOBBIH HOMEp OJlaHKa PErucTPallMOHHOTO
YIOCTOBEPEHUS, MPOCTABIISIEMBIH IPU €r0 U3TOTOBJICHUU.

9. Ilpu HamuyuM CBEJACHUH O MOAeNsIX (Mapkax) MEIMIMHCKOTO W3JeNus, UX COCTaBe U
MPUHAUICKHOCTSIX WIM ABYX M 0Oojiee MPOU3BOJICTBEHHBIX IUIOIIAJOK 3alOJHSAETCS TNPUIOKEHHE K
PEruCTPAllMOHHOMY yIOCTOBEPEHMIO, KOTOPOE SBIIIETCS HEOTHEMJIEMOM YacCTbIO PETUCTPALMOHHOIO
ynoctoBepeHusi. Kaxaplii JHCT NPWIOKEHUS JOJKeH ObITh INpOHyMepoBaH. B mpuiioxkeHun k
PEruCTPallMOHHOMY YIOCTOBEPEHUIO YKa3bIBAIOTCS:

a) B moJie | - HaamuCh, BHITIOJIHEHHAS B 2 CTPOKH:

"[IPUJIOKEHUE K PETUCTPALIMOHHOMY YIOCTOBEPEHUIO
MEJINIIMHCKOTO U3JIEJNA";
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0) B 110Jie 2 - HOMEp PEruCTPALMOHHOIO YJOCTOBEPEHNUS;

B) B moje 3 - Mojenu (MapKu) MEIUIUHCKOrO M3AENHs, UX COCTaB U IPUHAAIEKHOCTH (IIpU
HaJIU4un);

T') B moJie 4 - HAMMEHOBaHM M (paKTUUECKHE aJipeca MPOU3BOJICTBEHHBIX TUIOMIA0K, BHIMOTHSIOIINX
BECh IIPOIIECC MPOM3BOACTBA MEAMIIMHCKOTO M3JEIUs WM €ro OMNpeAelieHHble cTaauu (mpu
HEOOXOJUMOCTH YKa3aHUs CBEJICHUM O ABYX W 00Jiee TPOU3BOACTBEHHBIX IIIOMIAIKAX );

1) B 1OJ€ 5 - JNOJKHOCTb, MOJINUCH, (haMIIIUS, UMS, OTUECTBO (MPH HAIMYHH) PYKOBOJMUTEIS
(YIOJIHOMOYEHHOTO JIMIA) YIOJHOMOYEHHOIO OpraHa, BBIJABIIEIO PErHCTPALMOHHOE YIOCTOBEPEHHE,
3aBEpEHHBIEC 1€YaThIO YIIOJIHOMOYEHHOro opraHa (Ipu Haiauuuu). Vcrnonb3oBaHue (akcuMuie BMECTO
MIOAIIMCH HE JIOIIYCKaeTCs,

€) B roJie 6 - yKa3bIBaeTCsI HOMEP JIMCTA MPHIIOKEHHUS;
) B 11oJie 7 - Tunorpa)CKuii HoMep, MPOCTaBIIIEMbIH [TPU U3TOTOBJICHUH OJIaHKA IPHIIOKCHUSL.

10. Ilpu 3amonHEHUU PErucTPallMOHHOTO YJOCTOBEPEHUs U (WIM) NMPWIOKEHUS K HEMY yKa3zaHue
CBEJIEHUH, HE MpeyCMOTPeHHbIX HacTosmmuMu [IpaBunaMu, a Takke MCHOIb30BAHUE COKPALIEHUHN CIIOB
(kpome OOIIETIPUHSTHIX) U UCTIPABJICHUE TEKCTA HE JOIMYCKAIOTCS.

11. B cinyuyae yTparbl WM HOPYM PErUCTPALMOHHOTO YAOCTOBEPEHHUS YIOJHOMOUYEHHBIH OpraH
pedepeHTHOTO rOCyAapcTBa BbIIAET MyOJIMKAT 3TOrO PETHCTPALIOHHOTO yIOCTOBepeHHs. [Ipu sToMm B
IIPAaBOM BEPXHEM YIJIy PEerHCTPallMOHHOTO yJOCTOBEPEHMS MPOCTABIAIOTCS moMeTku: "JlyOmuKaT BblIaH
o 20 r." wm "OpuruHan perucTpalMOHHOTO YAOCTOBEPEHHS MEIULIMHCKOIO W3AeNnus
IIPU3HAETCS HEAEHCTBYIOINM" .

[Tpunoxenne N 2

k [IpaBunam peructpamnuu u SKCIepTU3HI
6€30M1acHOCTH, KauecTBa U 3 (HEKTUBHOCTH
MEIUITUTHCKUX U3AEITHHA

OOPMA 3AABJIIEHUA O TPOBEJEHWN SKCIEPTU3bI MEJUITUHCKOI'O U3AEJINA

B ynosHOMO4eHHBIN OpraxH

(9KCIIEPTHYIO OPraHU3alNI0) TOCY1apCTBa -
yieHa EBpa3suiickoro 5KOHOMHUYECKOT O
Cor03a

(HanMeHOoBaHUE peepeHTHOr0 rocy1apCTBa)
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(HamMeHOBaHUE TocyaapcTBa (roCyIapCTB)

MIPU3HAHUS)

3ASBJIEHUE
0 NPOBEJAEHUU HKCIIEPTU3BI MEAULUHCKOTO U3CIIHS

(moHOE M COKpaIIeHHoe (MIPU HATUYKU ), B TOM Yucie pupMeHHOe, HAMMEHOBAHUS JIUIA, OT
MMEHHU KOTOPOI'0 IPOU3BOAUTCS perucTpanust (pou3BoauTeNb (YIOJIHOMOYEHHBIN
MIPEICTaBUTENb IPOU3BOIUTEINS ), OPTaHU3AIIMOHHO-TIPaBoBasi popma IPUIUIECKOTO JHUIIA)

HACTOAINUM IIPOCUT MPOU3BCCTHU IKCIICPTU3Y MCAUTTUHCKOI'O U3CIINS:

HaunmenoBanme MCIUIIMHCKOI'O M3 ACIHUA

Hazuaucumne MCIUIIMHCKOI'O M3 ACIHUA

MenuimHCcKoe U3Aeane Ui JUarHoCTUKHY 1n vitro?

o
D Her

O6nacTh NpUMEHEHUsI MEIULIMHCKOTO U3/eNUs (B COOTBETCTBUH C
kiaccudukaropoM o0acTeil MEAUIIMHCKOTO TPUMEHEHHUS
MEIULUHCKUX U3EIINN, yTBEpKIeHHbIM PemenneM Kosernn
EBpasuiickoit s5xoHOMU4eckoi komuccuu ot 16 ampens 2019 r. N

62)

Kiacc MOTCHIUHAJIIBHOTO PUCKA MPUMCHCHUA MCIAUIUHCKOT'O
n3aCns

Cremyet 11 MPOBOUTH MHCTIEKTHPOBAHKE TIPOU3BOJICTBA
(yKa3bIBaeTcs B CiTy4ae, eCli PETHCTPHPYEMOE MEAUIIHHCKOE
U3JIeTIHe SBISCTCS MEIUIIMHCKIM U3/IeIHeM Kilacca
IMOTCHIUAJIBHOTO pPUCKA MPUMCHCHUA 1 mm HECTCPHUIIbHBIM
MEIUIIMHCKUM U3JIeTTHEM KJlacca TOTCHIMAIbHOTO PHCKa
MIPUMEHEHHUS 22 U IEPBUYHOE MHCIIEKTUPOBAHKE ITPOU3BO/ICTBA
paHee He OBbUIO MPOBEICHO)?

B
D Her

Kon Buna MmegunmHckoro uzzaenust (COriacHO HOMEHKIIAType
MEIHUIMHCKUX n3iennid EBpa3niickoro 3k0OHOMUYECKOT0 COH03a,
MpaBujia BeJEHUsI KOTOpOo yTBepkaeHbl Pemennem Komnerun
EBpaswmiickoit sxoHOMHYecKo Komuccuu ot 29 nekabps 2015 r. N
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"O lMpaBunax perncrpauum u sKcr...

177)

8. |B cocTtaBe MEIUITMHCKOTO M3/EIHS HMEETCS JICKAaPCTBEHHOE D Jla

cpencTBo?
D Her

9. |Mogens (Mapka) MEIUIIMHCKOTO U3/EIHS, €€ COCTAaB U MPUHATIC)KHOCTH

N HaumenoBanue [IpousBoauTens Crpana

1. |Monuens (Mapka)
MEIUIIMHCKOTO H31eTHs (IIpu
HaJTUYIHH )

2. |CocraB (IIpy HAJIMYUHN)

3. |[Ipunagnexxnoctu (pu
HaJIM4YuN)

10. |Cpox xpaHeHus (rapaHTHHHBINA CPOK)
HKCIUTyaTallH

11. | YcnoBus xpaneHus

12. |Peructpanms B CTpaHe-IPOU3BOANTEINE U IPYTUX CTPaHAX

N HanmenoBanue crpaHbl N peructpaunonHoro | [lara Bergaun | Cpox
YIIOCTOBEPEHUS JENCT
MEJIUILIMHCKOTO U3JEIHS BUS

(TIpu HANTUYHH)

13. |IIpousBoacTBo
MOJTHOCTBIO HA JJAHHOM TTPOU3BOJICTBE

D YaCTUYHO Ha JaHHOM IIPOU3BOJACTBE

D MOJIHOCTBIO Ha APYTOM IIPOU3BOACTBE

14. | CBeneHus o MPOU3BOIUTEIC

OpraHHU3aIOHHO- HOMED, MECTO dak | HOMepa ®UN.O.u
npaBoBas (hopma, MoJTHOE Jata | HaXOXKJIeHMs | THY | TeredoHa | JTOHKHOCTD
HauMEHOBaHUE U perucrtpa (ampec ecK | u ¢akca, | pyKOBOJIUTES,
COKpaIlIEHHOE )A05051 FOPUANYECKO | Ml aapec Od®UNUO. u
www.consultant.ru CrpaHuua 46 n3 88
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(pea. ot 30.03.2023)
"O lMpaBunax perncrpauum u sKcr...

[lokyMeHT npefoctaBneH KoHcynbTaHTloC

[ata coxpaHeHus: 05.04.2025

HauMeHOBaHue (pu ro LA, | ajp | BJIEKTPOH | JOJDKHOCTD
HAJIMYMHN), CTPaHa, ajipec MecTa | ec HOU KOHTAKTHOTO
(®.1N.0. KUTEIbCTBA TOYTHI Juna
WHIUBUIYAILHOTO WHABUTyAIl (pu
MpearpuHIMATEIs ) BHOTO HAJIUYUH)
peIIPUHIM
aTes)
15. | CBenenusi o MpoU3BOICTBEHHOM IJIOMIAIKE (TPOU3BOCTBEHHBIX IUIOMIAIKAX )
N OpraHU3alMOHHO- | HOMeEp, AaTa | (PaKTUYECKUU | HOMepa ®.N.0.u
npaBoBas popma, U CPOK azapec TeneoHa | TOIKHOCTD
MOJTHOE NecTBUS u dakca, | pyKOBOJIUTES,
HAaMEHOBAaHHME U | pa3pelInTellb aapec ®.1N.0.n
COKpaIIleHHOE HOTO ANEKTPOH | JOJHKHOCTh
HauMeHOBaHME (IpU | JOKYMEHTa HOM KOHTaKTHOTO
Hanmuuun), (O.1.0. (npu MOYTHI auua
VHJIMBUIyJIBHOTO HaJIU4YUN) (npu
MpeANPUHUMATEIIS ) HaJTUYHH )
1.
16. |Ceenenust 00 yIIOJTHOMOYEHHOM IIPEJICTABUTENE TPOU3BOANTENS (TIPH HATMYHH)
OpraHU3aIOHHO- HOMEp, MECTO (dakTu | HOMepa ®.1N.0.n
npaBoBas popma, MOHOE | JaTa | HAXOXJICHUs | YecKH | Tenedo | TOMKHOCTh
HAaUMEHOBAHHE U perucrpa (ampec i HAa W |PyKOBOJMTEIS,
COKpaIIleHHOE MU | FOpUAMYECKO | aapec | dakca, ®.N.0.u
HauMeHOBaHUeE (TIpU IO JIAIA, azpec | JOJKHOCTb
HaJIW4YUH), CTPaHAa, azpec MecTa AIIEKTP | KOHTAKTHOTO
(®.1.0. JKUTEIHCTBA OHHOM JmIa
WHAUBUAYAIbHOTO WHAUBUIYAI MTOYTHI
MpeaNpUHUMATETIS) BHOT'O (npu
peIpPUHIM HAIUYU
aTess) n)
17. |CBemenuss 0O JOKYMEHTE, TMOATBEPXKIAIOIIEM OIUIATY TMPOBEJACHUS MPOLEIYp
AKCIIEPTHU3BI MEIUIIMHCKOTO U3/ICITHS
18. |Cnoco0 mony4yeHHs YBEOOMIIEHUH (pelieHui) OT YMOJIHOMOYEHHOTO OpraHa

(3KCTIepTHOM OpraHu3aIumn) peepeHTHOro rocyaapcTBa:

D JIMYHO TIOJT POCITUCH

D 3aKa3HbIM IIOYTOBBIM OTIIPABICHUEM C YBEIOMJIEHUEM O BPYUEHUU
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D B 3JICKTPOHHOH (popMe M0 TeICKOMMYHHKAIIMOHHBIM KaHaJIaM CBs3U (TIpH
BBIOOPE TAaHHOTO CITOCO0a HEOOXOAMMO YKa3aTh ajapec (aapeca) dIeKTPOHHOU
MOYTHI, HA KOTOPBIN CIICIyeT HAPABUTh YBEIOMJIICHHU )

D B (hopMe AIEKTPOHHOTO JOKYMEHTA, MOAMMCAHHOTO 3JIEKTPOHHOM MOANKCHIO

lapanTupyro  1OCTOBEPHOCTh M  HWACHTUYHOCTh HH(pOpManuu, cojaepkaimeiicss B
PEruCTPallMOHHOM J0ChE U 3asiBICHUU

Z[aTa nogadyu 3as4BJICHUA

@®.1.0. 1 10IKHOCTh PYKOBOJUTENSI TPOU3BOAUTENIS
(YTIOJTHOMOYEHHOTO TIPEICTABUTEIISI IIPOU3BOIUTEIS)

[Toanuce, neyars mpousBoaUTENS (YIIOJTHOMOYEHHOTO
MIPEICTaBUTEIS IPOU3BOIUTEINS)

[Ipunoxenne N 3

K [IpaBunaM perucTpanuu u SKCIepTU3bI
0€30MacHOCTH, KauecTBa U 3((HEeKTUBHOCTH
MEIUITUTHCKUX U3AEITHHA

OOPMA 3ASBJIIEHUA
O ITPOBEJAEHMUM PETUCTPALIMN MEJINITMHCKOI'O U3AEJINA

B ynosHOMO4eHHBIN Opran
rocyzapcrsa - wieHa EBpasuiickoro
YKOHOMHYECKOTO COI03a

(HanMeHoBaHUE pe)epeHTHOI0 TOCy1apCTBA)

(HauMeHoOBaHUE rocyaapcTsa (rocyaapcTs)
MIPU3HAHUSA)

3ASBIIEHUE
0 IIPOBEACHUH PErUCTPALUU MEAUIIMHCKOIO U3 SN
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(moxHOE M COKpalieHHoe (IIPU HAJTMYKU), B TOM 4ncie pupMeHHOe, HAMMEHOBAHUS JIUIA, OT
MMEHHU KOTOPOI'0 IPOU3BOAUTCS peErucTpanust (Ipou3BoauTeNb (YIOJIHOMOYEHHBIN
MIPeICTaBUTENb IPOU3BOIUTEINS ), OPraHU3AIIMOHHO-TIPaBoBasi (popma IPUIUIECKOTO JIHUIIA)

HACTOAIINUM IIPOCUT NPOU3BECTHU PETUCTPAlNIO MCIUITUHCKOI'O U3ACINA

1. |HaumeHoOBaHme MCIUIIMHCKOI'O M3 ACIHUA

2. |Ha3nauenwne MCIUIIMHCKOI'O U3 ACIHUA

Ha

3. | MeauuuHcKoe u3zaeime i JUarHoCTUKM in vitro?

[ ]

Her

[ ]

4. | O06macTh MPUMEHEHHS MEIUIIUHCKOTO U3eIUs (B COOTBETCTBUH C
KJIacCCU(PUKATOPOM 00JIaCTEe METUIIMHCKOTO TPUMEHEHUS
MEIUIIMHCKUX U3JIeIUii, yTBepKaeHHbIM Perennem Kosternn
EBpasuiickoit sxoHoMHu4eckoit komuccuu ot 16 anpens 2019 r. N 62)

5. |Kiacc MNOTCHIHAJIbHOI'O pUCKA IPUMCHCHUA MCIUITMHCKOI'O U3JACTIUA

6. |Caenyer iu NPOBOJAUTH HHCIIEKTUPOBAHHUE ITPOU3BOJICTBA Ha
(Yka3bpIBaeTcs B Cllydae, €CJId PErUCTPUPYEMOE MEIULIMHCKOE U3EIIHNE
ABJIAETCS MEAUIIMHCKUM HU3/IE€JIMEM KJlacca NOTEHIUAIbHOIO PUCKa
MPUMEHEHHUs | UM HECTEPUIIbHBIM MEIULIMHCKUM U3JIEIHEM Kilacca
MIOTEHIIMAJIBHOTO PUCKA IPUMEHEHUS 2a U IEPBUYHOE

WHCIIEKTUPOBAHKE MPOU3BOJICTBA paHee HE OBLJIO MPOBEICHO)?

[ ]

Her

[ ]

7. |Konx Buaa MEIUIIMHCKOTO U3/eus (COrlacCHO HOMEHKIIAType
MEIUIMHCKUX u3aennid EBpa3niickoro 3k0OHOMUYECKOr0 COH03a,
IIpaBUjIa BEJEHUS KOTOPOH yTBep:kaeHbl Pemennem Komrernn
EBpasuiickoil skoHOMU4eckoil komuccuu ot 29 nexadbps 2015 r. N
177)

8. |B cocTaBe MEAMIIMHCKOTO U3IENHS UMEETCS JIEKAPCTBEHHOE CPEICTBO? D Ha

D Her

9. Mopenb (MapKa) MCIAUIMHCKOI'O U34€JInuA, €€ COCTAaB U MMPUHAJICKHOCTU

N HaumenoBanue ITpounsBoauTens Crpana

1. |Mopenb (Mapka)
MEAMIIMHCKOTO U3/1ETHS
(Ipu HAJIUYMH)
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(pea. ot 30.03.2023)
"O lMpaBunax perncrpauum u sKcr...

[okyMeHT npeaoctaBneH KoHcynbTaHTItoC

[ata coxpaHeHus: 05.04.2025

2. |CocraB (pu HAJTUYUH)
3. |IIpunagnexxnoctu (ipu
HaJUYHN)
10. |CBenenust o mpou3BOAMTEINE
OpraHU3alMOHHO- HOMED, J1aTa MECTO ¢aktu | wHomepa | D.H.O.
npaBoBas (popma, MOJHOE | PETUCTPALIMY | HAXOXKJICHUS | YecKu | TenedoHa u u
HAaUMEHOBAHHE U (ampec i dakca, | IOKHO
COKpaIlIEHHOE IOPUANYECKO | aJipec azapec CTh
HaMEHOBaHHUE (TIPH T0 JINIA, AJIEKTPOHHO | PYKOBO
HAJIMYUH), CTPaHA, azipec MecTa W OYTHl | IUTEIS,
(®.1N.0. JKUTEIHCTBA (pu ®.1.0.
WHAUBUIYaAIbHOTO WHIUBUAYA HAJIUYUH) u
PEIITPUHUMATEIIS ) BHOTO TOJKHO
peIPUHUM CTh
aTesst) KOHTaK
THOTO
M1
11. | CBenenus 0 NpOM3BOACTBEHHOM IIJIOMIAIKE (POU3BOCTBEHHBIX IUIOIIAIKaX )
N | opranu3anMoHHO- | HOMEp, naTta | ¢akTudyeckuii | Homep tenedona u| O©.MN.0.
npaBoBas hopma, U CPOK azapec dakca, ampec u
HOJIHOE necTBus AIEKTPOHHOU | IOJKHO
HAaMEHOBAHHE U | Pa3pelInTeN OYTHI (TIpH CTh
COKpallleHHOe BHOTO HAJTUYUH) PYKOBO
HauMeHOBaHME (TIpY | JTOKyMEHTa TTATETIS,
Hamnuui), (O.1.0. (pu ®.1.0.
WHVBUIYAILHOTO | HAJIMYUN) u
MpearpUHIMATETIS ) JOTHKHO
CTh
KOHTaK
THOTO
auna
1.
12. |Cenenust 00 yIoOJIHOMOUYEHHOM IMPEICTABUTENE TPOU3BOAUTENS (TIPHU HATTHYUH)
OpTraHU3aIMOHHO- HOMeEp, J1aTa MECTO ¢aktu| Homepa | D.U.O.
npaBoBast (popma, IMOTHOE | PETHUCTPAIIAY | HAXOXKIICHHS | YeCKHU | TeneoHa u u
HAaUMEHOBAaHHE U (ampec i dakca, |IOKHO
COKpaIIeHHOe IOPUINYECKO | ampec anpec CTh
HauMeHoBaHue (TIpu TO JINIIA, JIEKTPOHHO | PYKOBO
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"O lMpaBunax perncrpauum u sKcr...

HAJIMYHH ), CTpaHa, ajipec MecTa W MoYTHl | TUTEIIS,
(®.1N.0. JKUTEIHCTBA (mpu ®.1.0.
WH/IMBUIYaILHOTO WHIMBH Tyl HAJTNYHHN) u
PEITPUHIMATEIIS ) BHOTO TOJKHO
IpeIIPUHIM CTh

aTest) KOHTaK

THOTO

JM1a

13. |CBenenust 0 JOKYMEHTE, MOATBEPKIAIOIIEM OILIATy MIPOBEIACHHUS MPOIICIYP
perucTpanuy MeJUIIMHCKOTO U3/1eITIs

14. | Cnioco6 nonydyeHus yBeAoMIIEHHUH (pelieHnii) OT yIOJIHOMOYEHHOTO OpraHa
(9KcTIepTHOM OpraHu3anum) peepeHTHOro rocyaapcTBa:

D JIMYHO T0JT POCITHChH
D 3aKa3HBIM TIOYTOBBIM OTIIPABJICHHEM C YBEIOMICHHEM O BPYYCHUH

D B DJIEKTPOHHOM (pOpME 1O TEICKOMMYHHKAIIMOHHBIM KaHajIaM CBsI3U (TIpU
BBIOOpPE JTAHHOTO CIIoco0a HeOOXOIMMO YKa3aTh anapec (axpeca) IMeKTPOHHON
MIOYTHI, HA KOTOPBIH CIIEyeT HAlIPABUTh YBEIOMIICHU)

D B (bopMe QJICKTPOHHOI'O JOKYMCEHTA, IOAIIMCAHHOT'O SHGKTpOHHOﬁ HOAIMUCBIO

15. | Cnoco6 nostydeHust perucTpaiioOHHOTO YAOCTOBEPEHUS METUIIMHCKOTO U3/IEIHS 1
MIPUIIOKEHUS K HEMY:

D Ha OyMa)XHOM HOCHTEJE JTUYHO

D Ha OyMa)XHOM HOCHTEJE C OTIPAaBKOM 3aKa3HBIM MOYTOBBIM OTIIPABICHUEM C
YBEOMJIEHHEM O BPYUEHUU

lMapanTupyro 10CTOBEPHOCTH U UACHTHYHOCTh MH(OPMAIUH, COJIEpPIKAIICHCS B
PETUCTPALIMOHHOM JI0ChE U 3asIBJICHUU

I[aTa nogadyu 3asaBJIICHUA

@®.1.0. 1 10IKHOCTh PYKOBOJUTENSI TPOU3BOAUTENIS
(YTIOTHOMOYEHHOTO TIPEICTABUTEIISI IIPOU3BOIATEIS)

IToanuce, nedars Npou3BOAUTENS (YIOJHOMOYEHHOTO
MIpeICTaBUTEINSI IPOU3BOIUTENS)
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[Tpunoxenue N 4

k [IpaBuiam perucTpanuu U SKCIEPTU3BI
0e30macHOCTH, KadecTBa U 3P(HEKTUBHOCTH
MEJIULIMHCKUX U31EIUN

NEPEYEHDb
AOKYMEHTOB, HEOBXOOUMbIX AnA PETUCTPALUUUN MEOAULMHCKOIO U3AENNA
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(pen. ot 30.03.2023)
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[okymeHT npepocTasneH KoHcynbTaHTIt0C
[ata coxpaHeHnusi: 05.04.2025

N HaumenoBanue nokymeHra MenuuuHckoe MenunuHckoe IIpumeyanue
n/n U3Jelue Kiacca U3JEIINe U1
IIOTEHLMATIbHOTO JMAarHOCTHKH in
pHUCKa IPUMEHEHUS vitro
1 |2a |20 3
1. 3asBnenue + + + + + o popmam, MpeaycCMOTPEHHBIM
npunoxenusmMu N 2 u 3 k [IpaBunam
PEruCTpalvy U SKCIICPTU3BI
0e30IaCHOCTH, KaueCTBa U
3¢ PEKTUBHOCTH METUIIMHCKUX
W3JIeNINi, yTBEPKACHHBIM Penennem
Cogera EBpasuiickoit
HKOHOMUYECKOM Komuccuu ot 12
deBpans 2016 r. N 46
2. JIoBEpEeHHOCTh OT MPOU3BOAMUTEIS + + + + + 3aBEPSICTCSA B COOTBETCTBUH C
Ha [IPaBO MPEICTABICHUS MEXIYHAPOAHBIMA HOPMaMH
MHTEPECOB NPU PErucTpaLuu (pu 3aBEPEHMS WIM HOPMaMU 3aBEPEHUS,
HE00X0IMMOCTH) YCTaHOBJICHHBIMU
3aKOHOJATEIbCTBOM peepEHTHOTIO
rocyaapcraa
3. JloroBop POU3BOIUTEIIS C + + + + + KOITH:I 3aBEPSICTCA B COOTBETCTBUU C

YIOJIHOMOYEHHBIM MPEACTaBUTEIEM
MIPOU3BOIUTEIS JIMOO €T0 KOMHS
(Ipu HANTMYMU YIIOJTHOMOYEHHOTO
MIPEACTABUTEIS TIPOU3BOIUTEIIS).
Ecnu ynonmHOMOUYEHHBIM
MPEICTaBUTEb TPOU3BOIUTEINS HE
SIBJISIETCSI PE3UIEHTOM
pedepeHTHOTO TOCYyAapCTBa,

MEXyHAPOAHBIMH HOPMaMH
3aBepeHus WK HOpMaMU 3aBEpPEHMS,
YCTaHOBJIEHHBIMHU
3aKOHOJATEIbCTBOM pe(epPEHTHOTO
rocyapcraa
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(pen. ot 30.03.2023)
"O MpaBunax perncrpaumm u aKcn...

[okymeHT npepocTasneH KoHcynbTaHTIt0C
[ata coxpaHeHnusi: 05.04.2025

MpujiaraeTcs Konus J0KyMeHTa,
MIOATBEP K IAOLLETO PETUCTPALIUIO
YIOJTHOMOYEHHOT'O IIPEICTAaBUTEIIS
MIPOU3BOIUTEIS B KAYECTBE
IOPUANYECKOT0 JIULA JIU00
WHIUBUAYAITBHOTO
MpearnpuHUMAaTENs]

Konus paspemmrenbHOro
JIOKYMEHTA Ha IpaBo MPOU3BOJICTBA
B CTpaHe IIPOU3BOAUTEINS C
MIPUJIOKEHUEM (TIpU HAJIMYHH)

Konus nokymenTa nubo cBeaeHusl,
MTOATBEP>KIAIOIIUE PETUCTPALIUIO
MIPOU3BOJIUTENIS B KAUECTBE
IOPUINYECKOT0 JTuIa 1100
WHIUBUAYAIBHOTO
IIpeANPUHUMATENS

Konus ceprugukara cooTBeTCTBUSA
CHCTEMBI MECHE/DKMEHTA KauecTBa
TpeboBanusaM cranaapra SO 13485
00 COOTBETCTBYIOIIETO
PETMOHATBHOTO UIIH
HAI[MOHAILHOTO
(rocynapcTBEHHOT0) cTaHAapTa
rocyzapcTna - wieHa EBpasniickoro
KOHOMUYECKOT0 COI03a (Hasee

+ +
+ +
+ +

3aBepsIeTCsl B COOTBETCTBHUH C
MCKAYHAPOAHBIMU HOPMaMH
3aBEpPCHUS WM HOPMaMU 3aBEPEHUS,
YCTaHOBJICHHBIMUA
3aKOHOJIATEIILCTBOM peepPEHTHOTO
rocyaapcTa

KOIUS JOKYMEHTA 3aBepsETCS B
COOTBETCTBUU C MEXAYHAPOJHBIMU
HOpMaMHU 3aBEPEHUS UJIM HOpMaMH
3aBEpEHUs, YCTaHOBIECHHBIMU
3aKOHOJATEIbCTBOM Pe(EPEHTHOIO
rocyJ1apcTBa;

CBEJICHUS 3aBEPAIOTCS
IIPOU3BOJUTENIEM

3aBepsIeTCsl B COOTBETCTBHH C
MCXKAYHAapPOAHBIMU HOPMaMH
3aBEPCHUS WM HOPMaMH 3aBEPEHUS,
YCTaHOBJICHHBIMHA
3aKOHOJIATEILCTBOM pe)epEHTHOTO
rocyaapcTa
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COOTBETCTBEHHO - TOCYAapCTBO-
yieH, Coro3), BBIIAHHOTO HA UMSI
MIPOU3BOIUTEINS METUITMTHCKUX
u3aenui (mpou3BOACTBEHHOM
TJIOIIAKK ) (TTPY HATMYWH )

7. Jlexmapauusi O COOTBETCTBUHU
MEIHUITUHCKOTO U3EITH
00s13aTeIbHBIM TPEOOBAHUSAM
rOCy/1apCTB, HE SBIISIONIUXCS
yienamu Coro3a (Harmpumep,
JTUPEKTHBAM HITH periiaMeHTaM
EBpomneiickoro coro3a), uiu
SKBHBAJICHTHBINA JOKYMEHT (TIpU
HaJIM4IMH) JTMOO KOIHS TaKHUX
JIOKYMEHTOB

8. Komnms perucrpanmoHHOro
yJOCTOBEPEHHS] MEAUIIMHCKOTO
u3enus (ceptudukara cBOOOTHOM
MpoJaXku, cepTudukaTa Ha IKCIOPT
(32 UCKITFOUEHHEM MEIUIIMHCKUX
U3JIeNINH, BIIEPBBIE POU3BEICHHBIX
Ha TEPPUTOPHH TOCYIapCTBa-
4JieHa)), BBIIAaHHOTO B CTpaHe
MIPOU3BOUTENS (IIPU HATTUYHUH)

9. CBeneHHs 0 peTUCTPAIMU B IPYTHX
CTpaHax CO CCBIIKOU Ha
JEUCTBYIOIE NCTOYHUKHN TaKHX
CBEJICHUI U AIIEKTPOHHBIN (aii,
COJICpIKAILNI TaKWE CBEICHUS, UITH
KOIUs JOKYMEHTA,

+ +
+ +
+ +

KOIUSI 3aBEPSETCS IPOU3BOIUTEIIEM
(YTIOJTHOMOYEHHBIM MPEICTABUTEIIEM
MIPOU3BOTUTEIIS)

3aBepsIeTCS] B COOTBETCTBHHU C
MEXyHApPOAHBIMA HOPMaMH
3aBepeHUs WK HOpMaMU 3aBEPEHMUS,
YCTaHOBJIEHHBIMHU
3aKOHOJATEIbCTBOM Pe(EPEHTHOIO
rocyapcraa

3aBepsieTCsl MPOU3BOJUTEIEM
(YnOJTHOMOYEHHBIM IIPEACTaBUTEIIEM
MIPOU3BOIUTEIS)
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YIIOCTOBEPSIIOLIETO PETUCTPAIIHEO
MEIUIIMHCKOTO U3JICTIHS B IPYTHX
cTpaHax (IIpy HAJTUYUH)

10. JlaHHBIE O MApKHPOBKE M YIIAKOBKE + + + + + 3aBepsACTCS IPOU3BOJUTEIIEM
(mosHOIBETHBIE (C YKa3aHUEM (YTIOJTHOMOYEHHBIM MPECTABUTENIEM
KOJMPOBKHU LIBETA) MAKEThI MIPOU3BOIUTEIIS)

YIaKOBOK U 3TUKETOK), TEKCT
MapKHPOBKH Ha PYCCKOM SI3bIKE U
TOCYJJApCTBEHHBIX S3bIKaX
rocyJapcTB-4wIEHOB (IIpU
HeoOxomumoctn). Tekcr
MapKHPOBKH Ha TOCY1apCTBEHHBIX
S3BIKAX TOCYAPCTB TPU3HAHUS
MOJKET IPEJICTABIATHCS 1OCIIe
(bopMHpPOBaHUS TIOJIOKHUTEIBHOTO
HKCHEPTHOTO 3aKIFOUEHUS

11. Hudopmanus o pazpaboTke u + +  + o+ + 3aBepsieTCs IPOU3BOAUTENIEM
MIPOU3BOJICTBE: CXEMBI TIPOIIECCOB (YIOJTHOMOYCHHBIM TIPEICTAaBUTEIIEM
MIPOU3BOJICTBA, OCHOBHBIE CTAIUU MIPOU3BOTUTES)

MPOU3BOJACTBA, YIIAKOBKA,
WCIIBITAHUS U MIPOLEAYPA BBITYCKa
KOHEYHOT'0 MPOAYKTa

12. CseneHus o MPOHU3BOJIUATEINE: + + + + + 3aBEPSIECTCS IPOU3BOIUTEIIEM
HAaUMEHOBAaHUE, BUI AE€ATEILHOCTH, (YIOJTHOMOYEHHBIM IIPEACTaBUTEIIEM
IOpUANYECKUi aapec, popma MIPOU3BOIUTEIS)

COOCTBEHHOCTH, COCTaB
PYKOBOJICTBa, IT€pEUYEHb
MO/IPa3EIICHNI U 10YEPHUX
KOMITaHW, Y4aCTBYIOIIUX B
IIPOU3BOJICTBE 3asBISIEMOTO Ha
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perucTpalvito MCAUIIUHCKOT'O
nu3aciiyvs, ¢ yKazaHueM UX CTaTyCa U

MTOJIHOMOYM I

13. Hudopmanus o MapKeTUHTE - - + o+ + 3aBepsIeTCs MPOU3BOIUTENIEM
(ucTopus IpH yCIOBUU OOpAICHUS (kxpoMe KkaccoB  (YIOJIHOMOYEHHBIM MPEACTABUTEIEM
W3JIeNMs Ha PhIHKE OoJiee 2 JIeT) 1 u 2a) MIPOM3BOTUTEIS )

(Ipu HANTUYKN)

14. CooOuieHusi 0 HECUACTHBIX Clydasx  + + + o+ + 3aBepAETCS TPOU3BOJIUTEIIEM
1 OT3bIBax (MH(pOpMAIIHS HE (xpome kiacca 1) (yHOJTHOMOYEHHBIM MPEACTABUTEIEM
MIPEIOCTABIISICTCS JJI BHOBB MIPOU3BOTUTEIIS)

pa3paboTaHHBIX H
CIPOEKTUPOBAHHBIX MEIUIIMHCKIX
17631 (17159 B

CIHMCOK HEOIaronpusaTHBIX
COOBITUH (MHIUJIEHTOB) WU
HECYACTHBIX CIIy4acsB,
CBSI3aHHBIX C UCIIOJIb30BaHUEM
U3JIeN1s, U yKa3aHue Iepuoa
BPEMEHH, Ha IPOTSKEHUH
KOTOPOTO MPOUCXOANIN
yKa3aHHbIE CIIy4au

€CJIM HeOJaronpusITHBIX
COOBITUI (MHITHIEHTOB)
CJIUIIKOM MHOI'0, HEOOXOIHUMO
MPEIOCTaBUTh KPATKHE 0030PHI
0 Ka)KJIOMY U3 THUIIOB COOBITHIT
Y yKa3aTh 00I1Iee KOJTMIECTBO
COOBITHI Ka)KJIOT'0 THTIA, O
KOTOPBIX TOCTYIIAT! OTYETHI
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15.

16.

CIIMCOK OT3bIBOB C PhIHKA
MEJIUIUHCKUX U3ACIIUN U (WIIH)
MOSICHUTENBHBIX YBEJOMJICHUN U
OIHMCaHue NOJIX0/a K
PacCMOTPEHHIO ITUX MPOOIIEM U
UX PEIICHUIO MPOU3BOIUTEIIMU
B K&)KJIOM U3 TaKHX CIIy4acB

onHCcaHue aHanKu3a U (WIN)
KOPPEKTHUPYIOLIUX IECHCTBHM,
MPEANPUHATHIX B OTBET HA
yKa3aHHbBIE CIydan

[Iepedyens cTanaapToOB, KOTOPHIE + + +

MPUMEHSIIUCH MPOU3BOIUTEIEM MTPU
MIPOCKTUPOBAHUU U TIPOU3BOJICTBE
MEIUITMHCKOTO M3eusl (¢
yKa3aHWEM HauMEHOBAHUS U
0003HAYEHHSI CTAaHIAPTOB)

CBeneHus 0 COOTBETCTBUU + + +

MEIUIIMHCKOTO u3aennss O0mmum
TpeOoBaHUSAM 0€30MaCHOCTH U

3 PEeKTUBHOCTH METUIIUHCKUX
U3JIeHiA, TpeOOBaHUSAM K MX
MapKUPOBKE U IKCILTyaTallMOHHOMN
JOKYMEHTAI[U! Ha HUX,
yTBepxkaeHHble Pemennem CoBera
EBpasuiickoi 3KOHOMUYECKOU
koMmuccuu ot 12 ¢pespans 2016 r. N
27 (manee - O6mue TpedoBanus), C
MIPUJIOKEHHUEM JTOKYMEHTOB,
CCBUIKHM Ha KOTOPbIE UMEIOTCS B

3aBepsieTCs IPOU3BOIUTEIIEM
(YHOJIHOMOYEHHBIM MIPEICTaBUTEIEM
IIPOU3BOIUTEIS)

3aBepsieTcsl MPOU3BOIUTENIEM
(YIOTHOMOYEHHBIM MTPECTaBUTEIEM
MIPOU3BOIUTES)
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17.

18.

19.

20.

YKa3aHHBIX CBEACHHUAX

JIOKYMEHT, yCTaHaBJIMBAIOIIMI + + o+

TpeOOBaHUS K TEXHUIECCKIM
XapaKTePUCTHKAM MEIUITUTHCKOTO
U3JeNns

[IpOoTOKOJIBI TEXHUUECKUX + + +

UCHBITAaHUH, IPOBEJICHHBIX B LIEJIAX
JI0Ka3aTeNbCTBA COOTBETCTBUS
MeaULIUHCKOro u3aenus O0mum
TpeOOBaHUAM, IPOTrPAMMBbI
UCHBITAaHUHN JINOO KOMHUU YKa3aHHBIX
JIOKYMEHTOB U (MJIM) JOKYMEHTHI,
coJiepKallye J0Ka3aTelbCcTBa
IIEPBOM CTOPOHBI

OTU4erT 110 OLIEHKE OUOJIOrHYECKOTO + + +

JCHUCTBYSI METUITUHCKOTO H3CITHS
(TIpu HEOOXOTUMOCTH)

[IpoTokoJbl uccaeqoBaHut + + +

(McnbITaHMil) O OLIEHKE
OMOJIOTUYECKOT 0 IEHCTBHS
MEIUIIMHCKOTO U3/1eTHs,
IIPOBEJIEHHBIX B LIEIAX
JI0Ka3aTeNbCTBA COOTBETCTBUS
MeauIMHCKOro u3aenus O0mum

+ +
(3a
HCKITIOYCHUEM
pEareHToB,
Ha0OpoOB
pEareHToB,
KOHTPOJIbHBIX
MaTepHajoB,
KaTuopaTopoB,
MIPOMBIBAIOIINX
pacTBOpOB U
MUTATEIBHBIX
cpen)

3aBepsIeTCs MPOU3BOIUTENIEM
(YIIOJTHOMOYEHHBIM MPECTABUTENIEM
MIPOU3BOIUTEIIS)

KOITUU TIPOTOKOJIOB 3aBEPSIOTCS
UCTIBITATEIbHOM JTabopaTopuei
(IEHTPOM) WJIH B COOTBETCTBHH C
HOpMaMU 3aBEPCHUS,
YCTaHOBJICHHBIMUA
3aKOHOJIATEIILCTBOM peepPEHTHOTO
roCy/1IapCcTBa; KOIMH MIPOrpaMM
3aBEPSIFOTCS UCTIBITATEIIBHON
nabopaTopueit (LIEHTPOM) UK
pou3BoauTeNeM (YIOJIHOMOYEHHBIM
IIPEJICTaBUTENIEM ITPOU3BOIUTENIA);
JIOKYMEHTBI, COJIepKalue
JI0Ka3aTeIbCTBA IEPBOM CTOPOHBI,
3aBepSIOTCS MIPOU3BOIUTEIIEM

3aBepsieTcsl MPOU3BOIUTENIEM
(YHIOTHOMOYEHHBIM MTPECTaBUTEIEM
MIPOU3BOIUTES)

KOIMU MPOTOKOJIOB U TPOrPAMM
3aBEPAIOTCA UCTIIBITATEIbHON
naboparopuelt (IEHTPOM) WIIH B
COOTBETCTBHUU C HOPMaMH
3aBEPEHMs], YCTAHOBJICHHBIMU
3aKOHOAATEIHCTBOM PEPEPEHTHOTO
rocyaapcraa
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21.

22,

23.

24,

TpeboBaHUAM (TIpH
HE00XO0AMMOCTH ), TPOTPAMMBI
WCCIIe0BaHUH (MCTIBITAHUMN ) JTHOO
KOIUU YKa3aHHBIX JIOKYMCHTOB

OT4eT 0 KIIMHUYECKOM + + +

JI0Ka3aTesbCcTBe 3PHEKTHBHOCTH
0€30MaCHOCTH MEIUIIUHCKOTO
U3JIEINS JINOO €ro KOs

OTyeT 0 KIIMHUYECKOM HCHBITAaHUHN - - +

(ucciemoBaHuN) MEIUITUHCKOTO
M3EIUS U OTYET O KIMHUKO-
1a00pPaTOPHOM UCTIBITAHUU
(ucciemoBaHuN) MEIUITUHCKOTO
W3V U1 TMarHOCTHUKH 1n Vitro
(Tnbo ero xKomus)

Otuer 00 aHaTU3€ PUCKOB U + + o+

YIPaBJICHUH UMU JIHOO €ro KOmus

JIaHHBIE O JIEKAPCTBEHHBIX + + +

CPEACTBaxX B COCTaBe
MEIULMHCKOTO U3/IeNus (CocTaB
JIEKapCTBEHHOT'O CPEJICTBA,
KOJIMYECTBO, JaHHBIE O
COBMECTHUMOCTH JIEKAPCTBEHHOT'O
CPEICTBAa C MEAULIMHCKUM
U3JIeJINEM, PETUCTPALIUU
JIEKapCTBEHHOI'O CPEJCTBA B CTpaHE
MIPOU3BOIUTEIS)

+ +
(xpome kimacca 1)

+ +
+ +
+ -

KOIUS OTYETA 3aBEPSIETCA
pou3BoauTeNIeM (YIOJIHOMOYEHHBIM
MIPEACTABUTEIIEM MPOU3BOIUTEIIS)

KOIIHSI OTYETa 3aBEPSAETCS
MEIUIIMHCKOW OpraHu3auuen Wi B
COOTBETCTBUU C HOPMAMH
3aBEpPEHHUs], YCTAHOBJIEHHBIMU
3aKOHOJATEIHCTBOM PEPEPEHTHOTO
rocyaapcraa

KOIMUS OTYETA 3aBEPSIETCS
MIPOU3BOUTENEM (YTTIOJTHOMOUYECHHBIM
MPeICTaBUTENIEM TTPOU3BOIUTENS)

3aBepsieTcsl MPOU3BOIUTENIEM
(YIOTHOMOYEHHBIM MTPECTaBUTEIEM
MIPOU3BOIUTES)
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25.

26.

27.

28.

29.

JlaHHBIE 0 OMOJIOTHYECKOI + + +

Oe3omacHOCTH (TP HATHYWH)

JanHble 0 poreaype + + +

CTepUIIN3AIUH, BKITFOYAS
MH(OPMALIHIO O BATUIAIIUN
rporecca, pe3yJibTaThl
TECTUPOBAHUS Ha COZCpKAHHE
MUKpPOOPTaHU3MOB (CTENEHb
OHMOJIOTMYECKON Harpy3Ku),
MUPOTCHHOCTH, CTEPHIILHOCTH (TIpH
HEO0OXOIMMOCTH) C YKa3aHHEM
METOJIOB TIPOBEACHUS UCIIBITAHUN U
JaHHBIE O BAJMIALIUU YITAKOBKU
(st CTePUITBHBIX W3JICITHH )

Nudopmarnus o cneruaibHOM + + +

MIPOrpaMMHOM O0ecTieueHuu (Ipu
HaJIM4YUN): CBEICHUS
MIPOU3BOIUTEINS O BAIUJAINH
MPOrpaMMHOTO 00ecTIeueHuUs

Ot4er 00 HCCIIEIOBAHUAX + + +

cTabunbHOCTH MO0 ero Komus (B
clTydae MpeICTaBICHHs OTYeTa Ha
MHOCTPAHHOM SI3bIKE C IEPEBOJIOM
Ha PYCCKHU SI3BIK PE3YJIbTATOB
BBIBOJIOB HCCIIEIOBAHMIA) - 115t
W3/1eNINN, UMEIOIINX CPOK XPaHEHUs

DKCIUTyaTallMOHHBINA JOKYMEHT Ui~ + + +

HHCTPYKIUA 11O MPUMCHCHUTO

+ -
+ +
+ +
+ +
+ +

3aBepsIeTCs MPOU3BOIUTENIEM
(YTIOJTHOMOYEHHBIM MPECTABUTENIEM
MIPOU3BOIUTEIIS)

3aBepsIeTCs MPOU3BOIUTENIEM
(YTIOJTHOMOYEHHBIM MPECTABUTENIEM
MIPOU3BOIUTEIIS)

3aBepsieTCsl MPOU3BOJUTEIEM
(YHOJIHOMOYEHHBIM MPEICTaBUTEIEM
IIPOU3BOIUTES)

KOIIHSI OTYETa 3aBEPSETCS
IPOU3BOIUTENEM (YITOJIHOMOYEHHBIM
MIpe/ICTaBUTENIEM MTPOU3BOIUTENS),
OpUTMHAI TIOANKACHIBACTCS
MIPOU3BOUTEIIEM

3aBepsETCs MPOU3BOIUTEIIEM
(YIOJTHOMOYCHHBIM MPEICTABUTEIICM
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30.

31.

32.

MEIULMHCKOI0 U3/IeNIHS Ha
PYCCKOM $I3bIKE M TOCYIaPCTBEHHBIX
SI3BIKAX TOCY/IapCTB-WICHOB (IIPH
HEOOXOUMOCTH).
DKCIUTyaTallMOHHBIN JOKYMEHT WJIU
HWHCTPYKIUSA 110 TPUMEHEHUIO
MEIULMHCKOI'0 U3/IeNIHS Ha
rOCYJapCTBEHHBIX A3BIKAX
roCy/1apCTB MPU3HAHUS MOKET
MIPEACTABIATHCS MOCIIE
(hopMHUPOBAHKS TIOJIOKUTEILHOTO
9KCIIEPTHOTO 3aKITIOYCHUS

PykoBoacTBO 110 CEpBUCHOMY + + o+

00CITyKMBaHUIO - B CITy4ae
OTCYTCTBUS IAHHBIX B
JKCIUTyaTallMOHHON JOKYMEHTAalUU
(npu HANMUYUM).

JIaHHBIN TOKYMEHT Ha
rOCYJIApCTBEHHBIX S3BIKAX
roCyJ1apCTB IIPU3HAHUSA MOKET
MPEJICTABIATHCS MOCIIE
(hopMUPOBaHHUSI TOTOKHUTETHLHOTO
3KCIEPTHOTO 3aKJIFOYEHUS

Otuer o pe3ynbTaTax + + o+

WHCIIEKTUPOBAHUS MTPOU3BOICTBA
MEIUIIMHCKOTO HU3IEINs JIU00 €T0
Komnus (MIPY HATHUYHH )

[Tnan cbopa u aHaM3a JTAHHBIX TIO + + +

6e3omacHOCTH U 3(pPeKTUBHOCTH

+ +
+ +
+ +

MIPOU3BOIUTEIIS)

3aBepsIeTCsl IPOU3BOIUTEIEM
(YHOJIHOMOYEHHBIM MIPEICTaBUTEIEM
IIPOU3BOIUTES)

KOIIHSI OTYETa 3aBEPSETCS
MHCIIEKTUPYIOLLEH OpraHu3anuen
WJIU TIPOU3BOAUTENIEM
(YIOJTHOMOYEHHBIM IIPEACTaBUTEIIEM
MIPOU3BOIUTEIS)

3aBepseTCs MPOU3BOIUTEIIEM
(YIOJTHOMOYCHHBIM MPEICTABUTEIIEM
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33.

34.

35.

MEIUIUHCKUAX U3AEINN Ha
MOCTIPOJIAXKHOM 3Tare

JIOKYMEHTBI, MOATBEPKIAIOIIIE
pe3yabTaThl UCTIBITAHUI
MEAULMHCKUX U3JIEIUN B LESIX
YTBEPK/ICHUS TUIIA CPEJICTB
u3MepeHuil (B OTHOLICHUH
MEIULUHCKUX U3IEIHH,
BKJIFOUEHHBIX B IIEPEUEHb BU/I0B
MEIULUHUHCKUX U3IEIHMH,
ITOJIEIKALIUX OTHECEHUIO IPU UX
pPErucTpanmm K CpeICTBaM
U3MEPEHUH, YTBEPKACHHBIN
Pemennem Coera EBpaszuiickoit
SKOHOMMYECKOM Komuccuu ot 12
despainst 2016 1. N 42), mubo ux
KOIUHU

doTtorpaduieckue n300pasKeHUst
00111ero BU1a METUIIMHCKOTO
W3JIeMs U IPUHAJIeKHOCTEN (TIpn
Ham4yun) (pasmep He meHee 180
MM X 240 MMm)

JIOKyMEHTBI, TOATBEPKIAIOIINE
KaueCTBO JIEKAPCTBEHHOI'O
cpencTBa, OMOJIOTHIECKOTO
MaTepuasa 1 NHbIX BELIECTB,
KOTOpBIE€ BXOJIAT B COCTaB
MEIULIMHCKOTO U3/1ETHS U
KOHTaKTUPYIOT C OPraHu3MOM
YeJI0BEKA B COOTBETCTBUHU C

+ +
+ +
+ -

MIPOU3BOIUTEIIS)

KOIIMU JIOKYMEHTOB 3aBEPSIOTCA
OpraHu3aiuei, ynoJJHOMOYEHHOM
(HoTH(ULIPOBAHHOIT) B
COOTBETCTBUU C 3aKOHOJATEILCTBOM
rocy/lapcTBa-uieHa Ha IIPOBEJCHHE
WCIBITAHUHN CPEICTB U3MEPEHUH, HIIN
B COOTBETCTBUU C HOPMAMHU
3aBepeHusl, yCTAHOBICHHBIMH
3aKOHOJATEIHCTBOM peepEeHTHOTO
rocyiapcTaa

3aBEpSIIOTCS IPOU3BOAUTENIEM
(YHOJIHOMOYEHHBIM MIPEICTaBUTEIEM
IIPOU3BOIUTENS)

KOMUU JOKYMEHTOB 3aBEPSIOTCS
MPOU3BOAUTENEM (YTIOJTHOMOUYEHHBIM
MIPEACTABUTEIIEM MPOU3BOIUTEIIS )

HaeXXHaa NpaBoBad noAAep)XkKa
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PeweHnue CoeTa EBpasmitckoi 3koHoMUYeckoi kommnccum ot 12.02.2016 N 46
(pen. ot 30.03.2023) [okymeHT npepocTasneH KoHcynbTaHTIt0C

"O MpaBunax pernucTpauuu u sKcr... Hata coxpaHeHus: 05.04.2025

HA3HAYCHUEM METUIIMHCKOTO
U3JICTIHS, a TAKKE MPeTHA3HAYCHBI
1Sl IPUMEHEHUS TOJIBKO C YU4ETOM
Ha3HAYCHUS] MEAUIITHCKOTO
U3JICTIHsI, OIPE/ICIIEHHOTO
MPOM3BOAUTEINIEM, U BbIITAHHBIC B
COOTBETCTBHUH C
3aKOHO/IaTeIILCTBOM CTPAHBI
MIPOMCXOXKICHHUS JICKAPCTBEHHOT'O
CpeICcTBa, OMOIOTUYECKOTO
MaTepuaya ¥ HHOTO BEIIeCTBa,
1100 UX KomuH (1o

MIPUMEHHUMOCTH )
36. Uusie JTOKYMEHTHI, + + + + + KOIIMU JOKYMEHTOB 3aBEPSIIOTCS
IIPENOCTaBJIICHHLIC 3asIBUTEIIEM MIPOU3BOUTENEM (YIIOITHOMOUYEHHBIM
MpeJICTaBUTENIEM ITPOU3BOIUTENS)
37. Omwucsk (B cmyyae mojgadu + + + + + 3aBepsCTCs MPOU3BOIUTEIIEM
pErucTpaoHHOIo JOCHE B (YTIOJTHOMOYEHHBIM MPEICTABUTEIIEM
OyMaXHOM BHUJIE) MIPOU3BOTUTES)
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PeweHune CoBeta EBpasuiickoii skoHOMUYeckon komuccum ot 12.02.2016 N

46 [lokyMeHT npefoctaBneH KoHcynbTaHTloC
(pea. ot 30.03.2023) [ata coxpaHeHusi: 05.04.2025
"O lMpaBunax perncrpauum u sKcr...

[Tpunoxenue N 5

k [IpaBuiam peructpanuu u SKCIEPTU3BI
0e30macHOCTH, KayecTBa U 3P (HEKTUBHOCTH
MEJIULIMHCKUX W31

DKCIEPTHOE 3AKJIIOUEHUE
OB OLIEHKE BE3OITACHOCTH, KAUECTBA 1 DODEKTUBHOCTHU
MEJIULIMHCKOI'O U3JIEJINS

(HaMMEHOBaHKE YIIOJIHOMOYEHHOTO OpraHa (9KCIEPTHOW opraHu3alyu) peepeHTHOTO
rocyaapcTna)

YTBEPXJIAIO

(®.1.0. pykoBOAUTEISA YIOJIHOMOYEHHOTO
oprasa (3KCIepTHOW OpraHu3aIlH),
MO/TNHUCH, TIEYaTh)

" n 20_ T.

OKCHEPTHOE 3AKJIKOYEHUE
00 oreHke 0e30macHOCTH, KauecTBa U 3(ppekTuBHOCTH
MEIUIIMHCKOTO U3/1ETHS

N or" " 20 T

1. OO1Me cBeaeHNs 0 MEAUIIMHCKOM HM3/IETUN:

a) HOMCp U JaTa peructpanuu 3asBIICHUI O MPOBCACHUU SKCIICPTU3BI MECAUIIUHCKOTO U3JCINA U O
MPOBCACHUHN PETUCTPAINU MEAUIIMHCKOTO U3ACIINA,

0) HAMMEHOBAHUE MEAMITMHCKOTO U3/ICIIHS,
B) IPOU3BOAUTENIb METUIIMHCKOTO U3/IEHs, CTPaHa;
T') IPOU3BOJICTBEHHAS TUIOMIAKa (TIOIIAIKN ), CTPaHa,

1) YIOJTHOMOYEHHBIH MpeACTaBUTEb MPOU3BOAUTENS (IIPH HATTUUHHN);
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PeweHune CoseTta EBpasuiickoii skoHOMUYeckon koMmccumn ot 12.02.2016 N

46 [lokyMeHT npefoctaBneH KoHcynbTaHTloC
(pea. ot 30.03.2023) [ata coxpaHeHus: 05.04.2025
"O lMpaBunax perncrpauum u sKcr...

¢) 001acTh MPUMEHEHHUS 1 HA3HAUYCHUE,

) BHJ MEIUIMHCKOIO H3Je/us B COOTBETCTBMM C HOMEHKJIATYpOH MEIUIMHCKHUX HW3JeNUii
EBpa3uiickoro 3KOHOMHMUYECKOr0 COK03a, IIpaBuila BEIECHUs KOTOpOM yrBepxkacHbl Pemennem Kosuiernu
EBpaswuiickoit 3xoHOMHYeCcKO KoMuccuu ot 29 nekabps 2015 r. N 177;

3) KJIaCC NOTCHUIUAJIBHOI'O pUCKa MPUMCHCHUA MCIUIIMHCKOT'O U3 ACIIUS;

M) COCTaB MEIMIIMHCKOTO M3Aeius (Mojenu (MapKh) MEIUIMHCKOTO W3Aenus (Ipu HAIW4YUW)) U
MIPUHAJIEKHOCTEN K HEMY (IIPH HATMYMH);

K) OCHOBHBIE TEXHMYECKHE XapaKTEPUCTHKH MEAMIMHCKOTO H3Jenus (MOAeNnH (MapKu, THUIA)
MEJUILIUHCKOTO U3eus (MPY HATTUYHH)).

2. Pe3ynbTarhl 9KCIEpPTU3bI 0€30MaCHOCTH, Ka4eCTBa M 3(PPEKTUBHOCTH MEIUIIUHCKOTO U3AeHs (110
IIPUMEHUMOCTH):

a) OLCHKA ITPAaBUJIbHOCTH OTHCCCHUS U3ACIIUA K MCIAUIIUHCKUM U3ACIIUAM;

0) OlLIEHKa COOTBETCTBHUS YKA3aHHOTO 3asBUTEJIEM Kjacca MOTEHIMAJIBHOTO PUCKA MPUMEHEHHS
MEIHUIIMHCKOTO H3JeTus B COOTBeTCTBHHM ¢ [IpaBmiamu kiaccuukanmuu MEIUIIMHCKUX H3JIEIHA B
3aBUCMMOCTH OT TMOTEHLIHUAIBHOTO pPHUCKA TPUMEHEHHUs, YyTBepxkaeHHbIMH Pemenuem Komieruu
EBpaswuiickoit 3xoHOMHYeCcKOi Komuccuu ot 22 nekadbps 2015 r. N 173;

B) OILICHKA NPaBWJIBHOCTH OTHECEHMsI MEIUILMHCKOTO u3aenus (Mozaeneil (Mapok) MEeIUIHUHCKOIO
U3Jenus) K ONPENCIIEHHOMY BMJIY MEAMIMHCKMX MW3AEIU B COOTBETCTBUM C HOMEHKJIATYpOU
MEIULUHCKUX n3enui EBpa3suiickoro 3KOHOMHYECKOT0 COK03a, IMPAaBUIIAa BEACHUS KOTOPOU yTBEPKIEHBI
Pemenuem Komnnernn EBpa3zuiickoii sxoHoMHuueckoit komuccuu ot 29 nexkadps 2015 r. N 177,

T') OLIEHKA COOTBETCTBUA MOJesiel (MapoK) MEIUIIMHCKOTO U3/enus (IpU HAJIMYKMH), BKIIFOUAEMBIX B
OJTHO PErMCTPALMOHHOE YAOCTOBEPEHUE, KPUTEPHUAM, YCTAHOBIEHHBIM ITyHKTOM 19 [IpaBun perucrpanyu
U SKCHepTu3bl 0e30macHOCTH, KadecTBa M A(Q(EKTUBHOCTH MEIMLMHCKUX W3AETUil, YTBEPKIACHHBIX
Pemenuem CoBera EBpasuiickoit skoHoMu4eckoi komuccuu ot 12 despans 2016 r. N 46;

1) aHaJU3 U OLIEHKA JI0Ka3aTeNbHbIX IOKYMEHTOB (MaTepuaoB), MOATBEPKIAOIINX COOTBETCTBUE
MeIUIMHCKOTro n3sienus O6mumM TpedoBaHusAM 0€301acHOCTU U 3PGEKTUBHOCTH METULIMHCKUX H3/ETHH,
TpeOOBaHUSAM K HX MAapKUPOBKE M OKCIUTyaTallUOHHOM JOKYMEHTAllUM Ha HUX, YTBEP)KIEHHBIM
Pemenuem CoBera EBpasmiickoil skoHOMHYeckoil komuccuu oT 12 ¢espans 2016 r. N 27 (nmanee -
OO6mwme TpeboBaHuU):

aHaJIU3 MPEICTABICHHBIX MPOU3BOAUTENIEM CBEJIECHUW O COOTBETCTBUU MEIUIIMHCKOTO W3S
O6mmM TpeOOBaHUSIM, B TOM YHCJE aHaIW3 MPABWIBHOCTH HUIACHTH(UKAIMU TMOoJokeHud OO0mmx
TpeOOBaHM, MPUMEHUMBIX K METUITUHCKOMY U3JIEIHIO;

OIICHKAa COOTBETCTBUA IIPOTOKOJIOB TCXHHUYCCKUX I/ICHBIT&HI/IfI, BBIJIAHHBIX YIIOJTHOMOYC€HHBIMU
opranu3anusimu, HpaBI/IJIaM NpOBCACHUA  TCXHHUYCCKUX HUCIBITAaHUN MCIUIIMHCKHUX I/I3IICJ'II/II71,

yrBepxkaeHHbIM Pemenniem Cosera EBpasuiickoit skoHOMHYeCKOM komuccuu oT 12 despans 2016 r. N
28;
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PeweHune CoseTta EBpasuiickoii skoHOMUYeckon koMmccumn ot 12.02.2016 N

46 [lokyMeHT npefoctaBneH KoHcynbTaHTloC
(pea. ot 30.03.2023) [ata coxpaHeHus: 05.04.2025
"O lMpaBunax perncrpauum u sKcr...

OIICHKA COOTBETCTBHUS MPOTOKOJIOB MCCIEAOBAHUHN (UCIIBITAHUI) C LENbI0 OLEHKH OMOJIOTHYECKOTrO
JNEHCTBUS MENULMHCKUX W3JIeNHHA, BBIAAHHBIX YIOJHOMOYEHHBIMH OpraHu3zauusmu, I[IpaBunam
MIPOBEJICHUSI MCCIICIOBAaHUN (MCIBITAHUIN) C ILEIbI0 OIEHKH OMOJIOTMYECKOTO IEHCTBUS METUITMTHCKUX
u3nenui, yreepxkaeHabiM Pemmennem Coserta EBpaszuiickoil skoHOMHYEeCKOM Komuccuu ot 16 mast 2016 .
N 38;

aHAJIU3 OTYETa MO OIEHKE OMOJIOTMYECKOTO JIEHCTBUS MEAULIMHCKOTO u3fenus (IpOBOIUTCS B TOM
yucie JUisl MOATBEPXKICHHUS] TOTO, YTO MaTepuaibl, BXOJAIIME B KOHTAKT (B3aUMOJCHCTBYIOIIUE) C
TKaHSIMH YeJI0BeKa, UIeHTU(UIUPOBAHBI (YKa3aHbl MApKH MaT€pPHAJIOB U UX U3TOTOBUTEIIN), a TAKXKE IS
MOATBEPIKICHUS 0OOCHOBAHHOCTH OTCYTCTBHSI HEOOXOAMMOCTH TIPOBEACHHUSI UCCIICAOBAHNUN (MCTIBITAHU )
C LIETIBIO OIICHKU OMOJIOTMYECKOTO IeUCTBHUSA);

aHAJIM3 OTYeTa O KIMHHYECKOM J[0Ka3aTelnbCTBE d(P(MEKTHBHOCTH M OE30MACHOCTH MEIHIIMHCKOTO
uznenuss  (MpOBOJIUTCS JUISL TIOATBEPXKIEHHS OOOCHOBAaHHOCTH BBIOOpAa METOJIOB JIOKa3aTelIbCTBA
KJIIMHAYECKOU 3(1)(1)€KTI/IBHOCTI/I n 0Oe30macHOCTH MCAUIIMHCKOI'O HU3ACINA, BaJIWJIHOCTH JaHHBIX,
UCTOJIB3YEMBIX JUIS JIOKA3aTEeNIbCTBA KIMHUYECKOW 3(PPEKTHBHOCTH M OE30MACHOCTH MEIUITUHCKOTO
W3JICIHS, a TaK)Ke 00OOCHOBAHHOCTH 3aKITFOUCHUS O KIMHUYECKOW 3(h(PEeKTHBHOCTH M 0€30MacHOCTH IS
BCEX 3asBJICHHBIX NIOKa3aHUN K IPUMEHEHUIO C YUETOM HAJUYHUS WIM OTCYTCTBHSI TPOTHUBOIIOKA3AHHMIA);

OLICHKAa COOTBETCTBUS OTYETOB O KIMHUYECKUX (KJIMHUKO-1a0OpAaTOPHBIX) HCHBITAHUAX
(uccnenoBaHusAX) MeAUUMHCKUX u3genuil IlpaBunam mnpoBeneHMs KIMHUYECKMX UM KIMHHKO-
71a00paTOPHBIX MCIIBITAHUH (MCCIeI0BaHNI) MEIUIIMHCKUX U3/IeINH, yTBepKaeHHbIM Pemenuem CoBera
EBpaswmiickoit sxoHOMHYecKoi komuccuu ot 12 despans 2016 r. N 29;

AQHAIN3 BAJUJAHOCTH JOKAa3aTEJIbCTB IEPBOM CTOPOHBI (NMPU HAJIUYMK) JUISI MOATBEPIKIEHUS
COOTBETCTBHUS MeAMIMHCKOTO m3Aenus OOmuM TpeOOBaHUSM C YYETOM KJlacca MOTEHIIUAIbHOTO PUCKa
HpI/IMeHeHI/IfI MCIOIUIIMHCKOTO HU3ICIINA (I[J'If[ MCAUITUHCKHUX I/I3I[€J'II/II\/’I KJIACCOB ITOTCHIIUAJIBHOI'O pI/ICKa
npuMeHeHus 20 u 3 K 10Ka3aTeabCTBaM MEpPBOM CTOPOHBI JOJKHBI MPUIIAraThCsl MPOrpaMMa HCTIBITAaHHH
(uccnenoBanuii) 1 000CHOBAHWE BHIOPAHHBIX METOJIOB);

AQHAJI3 CTaHJIApPTOB, IPUMEHSAEMBIX IPOU3ZBOAUTEIEM IIPU IPOEKTUPOBAHUU U IPOU3BOACTBE
MEIUITTHCKOTO HU3JICIHS;

aHanmu3 0e30MacHOCTH M A(PQPEKTUBHOCTH JIEKAPCTBEHHOI'O CPEJICTBA B COCTAaBE MEAULIMHCKOTO
nu3aciaus, €ro BIMAHHUSA Ha q)YHKHI/IOHaHI)HOCTI) MCIUIUHCKOI'O U3ACIuA, COBMCCTUMOCTHU JICKAPCTBCHHOT'O
CpeAcTBa ¢ MEIUIMHCKUM H3JleNreM (3a UCKIIOUYEHHUEM METUIMHCKUX W3JeNUi Ui JTUarHOCTUKHU in
vitro). JlekapcTBEHHOE CpEACTBO JIOJKHO OBITh 3aperuCTPUPOBAHO M Pa3pEIIeHO K IPUMEHEHHUIO B
roCyJIapcTBe - IPOU3BOUTENIE JIEKAPCTBEHHOTO CPEJICTBA;

aHaJIU3 JJaHHBIX O OMOJIOTMYECKOW 0€30IaCHOCTH MEJUIIMHCKOIO M3/ENIUs Ha OCHOBE aHAJIN3a BCEX
MaTEPUAJIOB JKUBOTHOTO MJIM YEJIOBEUECKOTO IPOMCXOXKAECHHUS, BXOAAIIUX B MEIULUHCKOE HM3ZIENUE, a
Takke MHpOpMaluu O MoJ0ope MCTOYHHMKOB (JJOHOPOB), OTOOpE MaTepuala, MPOLECCUHIe, XPaHEHUH,
TECTUPOBAHUM, BAJUJALMK TPOLEAYp TECTHPOBAHHUSA, a Takke OOpalleHHs C TKaHAMH, KJIIETKaMH,
Cy6CTaHHI/I$[MI/I JKUBOTHOT'O HMJIM YCJIOBCYHECKOI'O IMPOUCXOXKIACHUA, KYIbBTypaMW MHUKPOOPraHU3MOB U
BHUPYCOB;

aHajiM3 mnpoueaypbr W MCETOAOB  CTCpUIM3AlMKM  MCIHULOMUHCKOro  HU3ACIUA, MaTCpUuajoB,
O6OCHOBLIB€[IOH.II/IX CIIoco0 CTCPpUIIN3alHHU, MpCaIaraCMbiX MCTOAOB KOHTPOJI KaueCTBA U ONPCACICHUA
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PeweHune CoseTta EBpasuiickoii skoHOMUYeckon koMmccumn ot 12.02.2016 N

46 [lokyMeHT npefoctaBneH KoHcynbTaHTloC
(pea. ot 30.03.2023) [ata coxpaHeHus: 05.04.2025
"O lMpaBunax perncrpauum u sKcr...

OCTAaTKOB CTCPUIN3YIOLICTO BCUICCTBA ITPU MIPUMCHCHUN XUMHUYCCKOT'O crocoba CTCPpHUIIN3alNH,

U3y4CHUE BAJIUAHOCTH NPOTPAMMHOIO OOECIeYeHHs Ha OCHOBE aHajiM3a JaHHBIX O €ro
Bepu(UKaLMU ¥ BaJHIAIMH, B TOM YUCIie HHPOpMAIMK O ero pa3paboTKe, Mepax U CPeACTBAX 3alUTHI
OT HECAaHKUMOHMPOBAHHOTO JOCTyma M  oOecrnedyeHWd KuOepOe30macHOCTH,  TECTHPOBAHHU
MIPOU3BOIUTEIIEM, TAHHBIX 00 HJICHTU()HUKALIMU 1 MApKUPOBKE;

aHaJIu3 oT4yeTa O CTAOWJIBHOCTU MEIMIMHCKOIO H37€eiHsi, 000OCHOBAaHHOCTU 3asBJIEHHOTO CpOKa
XpaHECHUS;

paccMOTPEHUE oT4yeTa 10 dHaJIu3y PUCKOB B OeIAax MNOATBECPKACHUA IIOJIHOTBI
I/I[[GHTI/I(bI/IIII/IpOBaHHBIX B TaKOM OTYCTC OHaCHOCTef/'I, OITIaCHBIX CI/ITyaIlI/Iﬁ U COOTBCTCTBYIOIIMX PUCKOB,
KOTOPBIC MOTYT OBITh OLCHCHBI KAaK HCAOIYCTUMBIC, a TaKiXKE€ IIOATBCPKACHUA 3aKIHOUCHUA
IMPOU3BOJAUTCIIA 00 OTCYTCTBHUU HCOAONYCTUMBIX PHCKOB oo AO0IIYCTUMOCTH PUCKOB, KOTOPBLIC B OTYCTC
110 aHAJIN3Y PUCKOB OUCHCHBI KaK IMIPHUEMIICMBIC HAa OCHOBC aHaJin3a COOTHOIICHUA "pI/ICK - HOHBSa";

MNOATBCPXKACHUC Ha OCHOBAHWH IIPCACTABJICHHBIX OOKAa3aTCIbHBIX MAaTCpUaioB (I[OKYMGHTOB)
00OCHOBAHHOCTHU PE3y/bTaTa OLEHKU MPOU3BOJUTENS O COOTBETCTBUM MEIULMHCKOro m3aenus Ooumm
TpeOOBaHUSM,

OIICHKa COOTBETCTBHS OJKCIUIyaTallUOHHOTO JIOKYMEHTa WM HMHCTPYKIUH IO MPUMEHEHHUIO,
PYKOBOJICTBA IO CEPBUCHOMY OOCTy>KHBaHUI0 OOIIUM TpeOOBAHUSM,;

OLOCHKAa COOTBCTCTBUA MAPKUPOBKU MEAUITUHCKOI'O U3ACIIUA O6H.[I/IM Tpe6OBaHI/IHM;
aHaJInu3 TpC6OBaHHﬁ K TCXHUYCCKUM XapaKTCPUCTUKAM MCIAUIIMHCKOI'O U3JCIINA,

OILICHKAa JOKYMEHTOB, IOATBEPKAAOIINX PE3YyIbTaThl UCIBITAHUN MEIULIMHCKUX HU3JEIUI B LENSIX
YTBEPKACHUS TUIIA CPEJICTB U3MEPEHHH (B OTHOIIIEHUH MEIUIIMHCKUX W3/IE€IHUH, BKIIFOUEHHBIX B IIEpEUEHb
BHUJIOB MEIUIIMHCKUX U3JEINN, OAJIEKAIUX OTHECEHUIO TIPU UX PETHCTPAaLMM K CPEACTBAM U3MEPEHU,
yrBepxkaeHHbI Pemennem Cosera EBpasuiickoit skoHOMHuUeckoil komuccuu ot 12 despans 2016 r. N

42);

€) aHaJu3 OTYETOB O pe3yJibTaTaXx HHCIEKTUPOBAHUS IPOU3BOJICTBA MEIUIIMHCKOTO W3NS
(mpoBOAMTCS B LENSAX MOATBEP)KICHHUS COOTBETCTBMS 3asBISIEMOT0 MEAMLMHCKOIO M3JENHs TpymIe
(moarpyrre) MEIMUMHCKUX HM3AEIUN C y4eTOM KJacca MOTEHIUAIbHOIO pUCKAa MPUMEHEHHUS COTJIACHO
npunoxennto N 2 k TpeGoBaHUSAM K BHEAPEHUIO, MOAJCPKAHUIO M OLIEHKE CHUCTEMbl MEHEKMEHTa
KauecTBa MEIMIMHCKUX U3JeIUid B 3aBUCUMOCTHM OT MOTEHIMAJIBHOTO pHUCKA WX IPHUMEHEHU,
yrBepkIeHHbIM Pemennem Cosera EBpasmiickoil skoHOMUYeckoit komuccuu ot 10 HostOpst 2017 r. N
106, a Taxke MOATBEPHKACHUS IOCTOBEPHOCTH MHPOpMauu 00 yKa3aHHBIX B 3asBJIEHUSX O PETUCTPALIUN
U JKCIEPTU3€ NPOM3BOACTBEHHBIX IUIOMIAJKAX, HA KOTOPBIE PACHpPOCTPAHSETCA AEUCTBHE OTYETA O
pe3ynbTaTax MHCIEKTUPOBAHUS TPOU3BOJICTBA MEIULIMHCKOTO U3IENHNS);

) aHAJIU3 JJAHHBIX O CEPTU(HUKAIIMYA CUCTEMbl MEHEKMEHTA KauyecTBa (IIpY HAJIMYKHU), B TOM YHCIIe
TpeOOBaHUN, HAa COOTBETCTBHUE KOTOPHIM CepTU(UIMPOBAHA CHUCTEMa MEHEI)KMEHTa KadecTBa
MIPOU3BOJIUTENSA, U CBEACHUH O cepTuUKaTax (HOMEp, JaTa BbIA4yM, CPOK ACUCTBUS cepTU(uUKara,
HauMEHOBAaHME U CBEACHMS 00 aKKpeIUTalluy OpraHa o cepTuduxanmm);
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3) MOATBEPX,ACHHE OOOCHOBAHHOCTH YKa3aHWs MPOU3BOJCTBEHHBIX IUIOMIAJIOK PETHCTPUPYEMOTO
MEIUIIMHCKOTO W3/IETIHS;

¥) aHaJu3 JAaHHBIX O Pa3pabOTKE W IPOU3BOJCTBE MEIUIMHCKOTO H3JAEIHUS (CXEMBbl IPOLECCOB
IIPOM3BOJICTBA, OCHOBHBIX CTaJUil INPOU3BOACTBA, YNAKOBKH, MWCIBITAHMM M HPOLEIypbl BBIIyCKa
KOHEYHOI'O IIPOJYKTa);

K) aHaJIU3 MPEACTAaBICHHON MPOU3BOAUTENIeM HH(GOPMAIIUU O MAPKETHHTE;

J) aHAJIU3 MPECTABICHHBIX IPOU3BOIUTENEM CBEJICHUN O HATWYMH WIH 00 OTCYTCTBHH COOOILICHHIA
O HeXeJaTelbHbIX COOBITUAX M (WIM) HECYACTHBIX CIydYasX, CBS3aHHBIX C HCIOJIb30BaHUEM
MEIUIIMHCKOTO HU3/EJINs, OT3bIBaX C PbIHKA MEIUIMHCKOTO W3JIENHs, YBEJOMJIEHUI MO 0e30MacHOCTH
MEIULUHCKOTO U3AENus, MOAXOAO0B K pEIIeHUI0 TaKuX MpoOJieM MPOU3BOAUTENIEM MPH  HUX
BO3HUKHOBEHHH, OIMCAHUS IPEINPUHATHIX KOPPEKTUPYIOIINUX ACUCTBUM, a TAK)KE aHAJIU3 COOTHOLICHUS
YPOBHS IIPOAAXK, KOJIMYECTBA HECUACTHBIX CIIy4aeB U OT3bIBOB MEUIIMHCKOTO U3JIENINs U3 OOpallleHus;

M) aHaiM3 IulaHa cOopa AaHHBIX MO 0e30macHOCTH M 3(PPEKTUBHOCTH MEAMIMHCKOTO HM3/EIHs Ha
MOCTIIPOAAXKHOM TaIle.

3. OOmiee 3akiOYEHUE O NOJATBEPXKIECHUM (HEMOATBEP)KICHUM) O€30MacHOCTH, KauecTBa U
3Q(PEKTUBHOCTH MEAMIMHCKOTO H3JeNUsl, PEKOMEHIAIHMA O BO3MOXXHOCTH (HEBO3MOXKHOCTH)
peructpauuu MCAUIUHCKOI'O U3C/IN.

OO0 OTBETCTBEHHOCTH 3a JOCTOBEPHOCTb CBEACHUH, U3JI0KEHHBIX B HKCIEPTHOM 3aKIIOUEHUH 00
OllIeHKe 0€30I1aCHOCTH, KauecTBa U 3(PPEKTUBHOCTH MEIUIIMHCKOTO U3/IEIHS, TPEAYIPEKIACH.

(®.N.0. skcniepTa, DOMKHOCTh, yUeHasI CTENEHb (3BaHUE) (moamuck)
(pu HANUYUN))

[Ipunoxenue N 6

k [IpaBunam peructpanuu u 3KCIepTU3bl
0e30MacHOCTH, KauecTBa U 3(pPeKTUBHOCTH
MEIUIUHCKUX U3AETHH

3AKJIIOYEHUE
O IIOATBEPXJIEHNU COI'VTACOBAHU A (HECOI'JTACOBAHIA) SKCITEPTHOI'O
SAKIJIIOYEHMUA 110 PE3YJIBTATAM SKCIIEPTU3BI BE3OITACHOCTH, KAYECTBA
N OOOEKTUBHOCTU MEJMIITMHCKOI'O U3JEJIUA TOCYJAPCTBA - YUJIIEHA
EBPA3HICKOI'O SKOHOMUYECKOT'O COIO3A, OCYIIECTBJIAIOIIETO
PETMICTPALIIO MEAUITMHCKOI'O U3AEJINA
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(HaMMeHOBaHHUE YIOJTHOMOYEHHOIO OpraHa (IKCIepTHON
OpraHu3aIii) rocy1apcTBa MPU3HAHUS )

YTBEPXIAIO

(®.1.0. pykoBOAMTEIS YIOJIHOMOYEHHOTO
opraHa (3KCIepTHOM OpraHu3aiun),
MOATHCH, TICYATh )

n n 20 T.

3AKJIKOYEHUE
0 MOATBEPKACHUU COrIacoBaHUs (HECOTTIAaCOBAHMSI) IKCIIEPTHOIO
3aKJIK0YEHUs TOCyAapcTBa - wieHa EBpa3uiickoro 3KOHOMHUYECKOT0
CO103a, OCYILLECTBIISIFOIIET0 PErUCTPALIMI0 MEAULIMHCKOTO U3/,
0 pe3yJibTaTaM 3KCIepTU3bl O€30MaCHOCTH, KaYyecTBa
1 3P HEKTUBHOCTH METUITUHCKOTO H3ACIIHUS

N or" " 20 1.
1. HanMeHOBaHWE YIIOJTHOMOYEHHOTO OpraHa (SKCHEPTHOW OpraHHW3alMy) roCyJapcTBa - WieHa
EBpa3uiickoro 3KOHOMHYECKOTO COI03a, OCYILIECTBISIONIETO PErucTpPaIio MEAUIMHCKOTO U3JIENUS
(manee - pepepeHTHOE TOCYAAPCTBO).

2. Jlata pa3MeIieHus SKCIEPTHOTO 3aKII0YeHHUs] B UH()OPMAIIMOHHONW CHCTeMe YMOJIHOMOYEHHOTO
opraHa (9KCIEepTHOM OpraHu3aiuu) peepeHTHOro rocy1apcTaa.

3. Homep 3KCIEpTHOrO 3aKIHYECHHUS.

4. HanmeHOBaHUE MEIUIIMHCKOTO U3/eNus (C yKa3aHUeM MoJenu (MapKu) MEIUIIUHCKOTO U3JIeNHs,
€e cocTaBa M MPUHAIISKHOCTEN ).

5. IlpousBoauTenb MEAMIMHCKOrO u3Jenus (IIOJIHOE W  COKpallleHHOE HauMEHOBAHUS,
OpraHU3aIlMOHHO-TIpaBoOBast (opMa IOPUIMUECKOTO JIUIA, MECTO HaXOXKICHHs (apec IOpHINYECKOro
JUIa, MECTO JKUTEIbCTBA (PU3MUECKOTO JIUIA, 3apETHCTPUPOBAHHOIO B KaueCTBE WHJIUBUIYaJIbLHOTO
NPEINPUHIMATENA)).

6. Ilpon3BoACTBEHHbIE IJIOWAAKU (IIOJIHOE M COKpAlleHHOE HAaMMEHOBAaHHWS, OPraHU3alMOHHO-
npaBoBas popMa IOPUIUIECKOro JHIA, (aKTHUECKUH aapec).

7. YTIIOJTHOMOYEHHBII TpeacTaBUTENb MPOU3BOAUTENS (ITOJIHOE U COKPALIEHHOE HAaMMEHOBAHUA,
OpraHU3aIMOHHO-TIpaBoOBast (opMa FOPUIMUYECKOTO JIUIA, MECTO HAXOXKICHHs (aapec IOpPHIUYECKOro
JUIa, MECTO JKUTEIbCTBA (DPU3MUECKOTO JIMIA, 3apErMCTPUPOBAHHOTO B KA4Ye€CTBE HMHAWBHIYabHOTO
npeanpuHuMarens)) (Ipyu HATUYuN ).
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8. 3agaBurens.

9. Ananu3 TMpeACTaBICHHOIO  YIOJIHOMOYEHHBIM OpraHoM (IKCIEPTHOM  OpraHu3alueil)
pedepeHTHOr0 TrocyJapcTBa SKCHEPTHOTO 3aKIIOUEHHUS IO pe3yibTaTaM ASKCHEepTH3bl 0e30MacHOCTH,
KauecTBa M A(PPEKTUBHOCTH MEIUIIMHCKOTO H3AENUs, a TakKKe COOTBETCTBUSI JOKYMEHTOB
PETUCTPAIIIOHHOTO JI0ChE YCTAaHOBJICHHBIM TPEOOBAHUSM.

10. IToarBepskaeHHE MPAaBMIIBHOCTH IMEPEBOJA HKCILTyaTAlMOHHOTO JOKYMEHTAa WM WHCTPYKIHH
NPUMECHECHHIO MEJHMIMHCKOTO W3JCIHs, PYKOBOJACTBA 110 CEPBUCHOMY OOCIYXHBAaHUIO, TEKCTa
MapKUPOBKH MEIMIMHCKOTO M3JENUS Ha TOCYAAPCTBEHHBIH SI3BIK B COOTBETCTBUH C TPEOOBaHUAMHU
3aKOHOJIaTeNICTBA TOCYJapCTBa - WieHa EBpa3niickoro 3KOHOMUYECKOT0 CO103a (€Ciu IPUMEHUMO).

11. PesynpTaThl 3KCHepTH3bl (yKa3blBalOTCS BBIBOJBI 110 OTIEJIBHBIM AaclEKTaM 3KCIEPTHOIO
3aKJIIOUEHUS).

12. BoiBox (yka3biBaeTcsi OO BBIBOJ, B CIy4ae HECOINIACOBAHHS IKCIIEPTHOTO 3AKIIFOUCHHUS - C
000CHOBAHHEM TPUYHMH).

13. Cenenus 00 skcreptax (D.M.0., yueHas ctenensp (3BaHue) (IpU HAJIUYUU), MECTO PAOOTHI U
JOJKHOCTH ).

OO0 OTBETCTBEHHOCTH 3a JIOCTOBEPHOCTh CBEIECHUM, U3JI0)KEHHBIX B 3aKIIOUYEHUU O MOATBEPKACHUN
COIJIacOBaHUs (HECOIIacOBaHMs) SKCIEPTHOIO 3aKII0UeHHs pe()epEeHTHOIr0 rocyaapcTBa 1o pe3ysibraraM
HKCHEPTH3bI OE30MACHOCTH, KadecTBa 1 (P (HEKTUBHOCTH MEIUIIMHCKOTO H3JIENHUS, TIPEAYTIPEKICH.

(®.N.0. skcnepTa) (moamuce)

ITpunoxxenue N 7

k [IpaBunam peructpamnuu u SKCIepTU3HI
6€3011acHOCTH, KauecTBa U 3P (HEKTUBHOCTH
MEIUIINHCKUX U3IeITUi

®OPMA 3ASIBJIEHUA
O BHECEHMUN UBMEHEHNU B PETMICTPALIMOHHOE JIOCBE
MEJUIINHCKOI'O U3 AEJINA

B ynonHoMoueHHbIN Oprad
rocynapcTna - wieHa EBpasuiickoro
SKOHOMHUYECKOI'O COI03a
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(HammeHoBaHuE pedepeHTHOTO
rocyaapcTna)

(HauMeHOBaHUE ToCyAapcTBa
(HaMMEHOBAHUS TOCYIAPCTB) MPU3HAHUS)

3ASBJIEHUE
0 BHECEHUU U3MEHEHUH B PErMCTPALMOHHOE 10ChE
MEIULIUHCKOT O U3/1EIIHS

(ToTHOE M COKpaIeHHOe (ITPU HAJTMYHH), B TOM YnCiIe pupMEeHHOE, HAMMCHOBAHUS JIUIA, OT
MMEHHU KOTOPOT'0 MIPOU3BOAUTCS BHECEHNE U3MEHEHUH (IIPOU3BOIUTEIND (YIIOJIHOMOYEHHBIN
MIPEJICTABUTENb IPOU3BOIUTEIS ), OPTAHU3AIMOHHO-TIPaBoBasi popma FOPUIUIECKOTO JTUIIA)

HACTOAIINUM IPOCUT BHECTU UBMCHCHHA B PCrUCTPAMOHHOC JOCHC MCAUITMHCKOI'O U3C/INA

1. HaumeHoBaHue METUIIMHCKOTO U3IETUS

2. [IpousBoauTeNb METUIIMHCKOTO U3/1€HS (TIOJHOE U
COKpAIICHHOE HAMMEHOBAHHUS, OPraHU3allMIOHHO-TIPaBOBAast
(opMa I0pUANYECKOro JINIA, MECTO HAXOXKACHUs (aapec
IOPUINYECKOTO JIUIA, MECTO KUTEILCTBA (PU3UUECKOTO
JM1a, 3apErMCTPUPOBAHHOIO B KaUE€CTBE NHANBHUIYAIEHOTO
MpeapUHUMATEIS )

3. [IponsBoaCTBEHHBIE TUIOMIAIKH (TTOTHOE HAUMEHOBAHHE,
azapec)

4. YII0IHOMOYEHHBIN PECTaBUTENb TPOU3BOIUTENS (TIpU
HaJINYMK) (TTOJTHOE M COKPAILLIEHHOE HAUMEHOBaHMS,
OpraHMU3alMOHHO-TIpaBOBas opMa FOPUINIECKOTO JIULIa,
MECTO HaxO0X/1eHUs (aapec IOPUANYECKOro JINIA, MECTO
KHUTENbCTBA (PU3UYECKOTO JINIIA, 3aPETUCTPUPOBAHHOTO B
KAaueCTBE MHANBUIyaJIbHOTO NPEATPUHUMATEIS)

5. Kmacc NMOTCHIHAJIIbHOTO PUCKA MPUMCHCHU A
MCIHUIIMHCKOI'O U3ACITUA

6. Kon Bu1a METUITMHCKOTO M3/ENHs (COTJIaCHO
HOMEHKJIaType MEAULUMHCKUX U3aenui EBpasuiickoro
SKOHOMHUYECKOTO COK03a, TPaBUiia BEICHUS KOTOPOH
yrBepxaeHbl Pemennem Komnernn EBpasuiickoit
SKOHOMHUYECKON KoMuccuu oT 29 aexadbps 2015 r. N 177)
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7. Homep perucTpaiimioOHHOTO yI0CTOBEPEHUS
MEIHUIMHCKOTO U3Aenus EBpa3suiickoro 5KOHOMHU4ECKOIO
COro3a

8. CezieHUs 0 JOKYMEHTaX, TIOJATBEPIKIAIOIINX OTUIATY
MPOLIEyphl BHECEHUSI U3MEHEHUH B PErHCTPAIMOHHOE
J0ChE B pePePEHTHOM I'OCYIaPCTBE H MPOIETYPHI
COTJIACOBAHUS IKCIEPTHOTO 3aKIFOUCHUS B TOCYAapCTBAX
MIPHU3HAHUS, & TAK)KE BBIIAYM PErHCTPALMOHHOTO
yIIOCTOBEPEHUS MEIUIIMHCKOTO U3/IENUS B pePEPEHTHOM
rocyaapcTBe (mpyu HEOOXOAMMOCTH )

9. Cnioco0 nonmy4yeHus: yBeJOMIICHUH (pEIIeHUI) OT
YIOJHOMOYEHHOI'O OpraHa (3KCIepTHON OpraHu3alun)
pedepeHTHOro rocyapcTaa

D JIMYHO IO POCITUCH

I:I 3aKa3HbBIM [I0YTOBLIM
OTIPABJIEHUEM C
YBEIOMIICHHEM O
BPYYECHUH

D B QJIEKTPOHHOU (hopme
(mpu BbIOOpPE JAHHOTO
crroco6a Heo0X0IUMO
yKazaTh aapec (agpeca)
AIEKTPOHHON MOYTHI, HA
KOTOPBIN CIENYET
HAIPaBUTh YBEIOMIICHHS)

D B (hopMe AIIEKTPOHHOTO
JIOKYMEHTA,
MIOJIIMCAHHOT O
AJIEKTPOHHOW MOMHUCHIO

10. Crtoco6 noiy4eHust perucTpaliMoHHOTO Y10CTOBEPEHUS D Ha OyMa)KHOM HOCHTEJe
MEIULMHCKOTO U3/IeNus U (WJIN) MPUIIOKEHUS K HeMY (B JMYHO

cllydae €CJIM BHOCHUMbIE U3MEHEHHS TIOBJIEKYT N3MEHEHUE
PETUCTPAIIMIOHHOTO YAOCTOBEPEHUS METUIIUHCKOTO U3AEITHS
1 (WJIN) TPUIIOKEHHS K HEMY), @ TAKXKe paHee BbIJaHHOTO

D Ha OyMa)XHOM HOCHTEJE C
OTIPABKOM 3aKa3HbIM

PETUCTPAIIMOHHOTO YAOCTOBEPEHUSI MEAUIIMHCKOTO U3IEIHS ITOYTOBLIM OTIIPABJICHUCM
1 (WIH) IPUIIOKEHUS K HEMY C OTMETKOM 00 UX C YBEIOMJICHUEM O
HEJCHCTBUTEILHOCTH BPYYCHUU

B CBA3H CO CJICAYIOIIUMU U3MCHCHHUAMMU:

I/IBMCHCHI/ISI, BHOCHUMBIC B pCrUCTPAIMOHHOC NOCHE MCIUTTUHCKOT'O U3 CIINA

N Pemakiis 1o BHECEHUST U3MEHEHUN BraocuMbie H3MEeHEHMS
/1
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[+ ]

BHecenne H3MEHEHUI B PErMCTPALMOHHOE JOChE HE BJICYET M3MEHEHHS CBOMCTB U
XapaKTEPUCTHUK, BIMSIONIMX Ha 0€30MacHOCTh, KaueCTBO U 3(P(HEKTUBHOCTh MEIUIIMHCKOTO
HU3IEIu.

["apanTHpYIO TOCTOBEPHOCTH MPEICTABICHHON HH(POPMAIUH.

[apanTupyro coxpaHeHHE 3asBICHHBIX XapaKTEPUCTUK O0e30macHOCTU U 3()(HEKTUBHOCTH
MEIULUHCKOTO H3JeJIUs B TEUEHHE BCEro CPOKa CIy)XObl IpHU COOIIOAEHUU YCIIOBHIA
AKCIUTyaTalu, TPAHCIIOPTUPOBAHUS U XPAHEHHSI MEAULIMHCKOIO U3/IENUs B COOTBETCTBUU C
TpeOOBAHUSAMU POU3BOJUTEISL.

(mata mojgauu 3asiBIECHUSA)

(®.1.0. 1 10IKHOCTH PYKOBOIUTEIS (moamuck, meyaTh MPOU3BOIUTEIS
npou3BOaUTENS (YIOTHOMOYEHHOTO (YIOJIHOMOYEHHOTO MTPEICTaBUTEINS
[IpEICTaBUTEISI IPOU3BOIUTEIS)) IIPOU3BOIUTEIS))

[Ipunoxenne N 8

k [IpaBunam peructpamnuu u SKCIepTU3HI
6€3011acHOCTH, KauecTBa U 3P (HEKTUBHOCTH
MEIUITUHCKUX U3ACITHHA

OKCHEPTHOE 3AKJIKOYEHUE 5
O BO3MOXXHOCTHU (HEBO3MOXHOCTHN) BHECEHMA U3SMEHEHNU
B PETUCTPAIHMOHHOE JOCBE ME/JMITMHCKOI'O U3AEJIMA

(HanMEeHOBaHKE YITOJIHOMOYEHHOTO OpraHa (9KCIEPTHOW opTraHu3aIyn) pedepeHTHOTO
rocyJapcTBa)

YTBEPXIAIO
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(®.1.0. pykoBOAMUTEIS YIOJIHOMOYEHHOTO
oprasa (3KCIEepTHON OpraHu3alun),
MOJMHKCh, TIEYATh)

n n 20 T.

SKCIIEPTHOE 3AKJIIOUYEHVE
O BOSBMOXHOCTM (HEBOBMOXHOCTM) BHECEHWUS M3MeHEeHUMN
B PeruMCTPAalMOHHOE IOChEe MEIUIIMHCKOTO UBIEeJIMUI

N or " " 20 T.

1. HamMeHOBaHME MEeIMLMHCKOTO M3IOEJMA.

2. [Ipou3BOOUTEID MeOMLMHCKOTO n3gennsa (rmosHOE " COKpalleHHOe
HavMMeHOBaHUs, OpTaHM3aLUMOHHO-TIpaBOBa g bopma opuIMYeckoT'O JMlla, MeCTO
HaxoxIeHus (adpec OPpUIMYEeCKOT'O Julla, MeCTO XUTeJIbCTBa QMu3mMdecKoTo JMmla,
3apPEeTrUCTPUPOBAHHOTO B KadeCTBe MHIMBUIYAJIEHOTO MNPEINPpMHMMATEJS) ) .

3. VYHOOJHOMOYEHHEB MNpPpenCcTaBUTEJb MNPOM3BOIAMTENA (IIOJIHOE M COKpalleHHOE
HaVMMEeHOBaHUsA, OPTaHM3aLUMOHHO-TIPaBOBasa dopmMa OPUIMYUECKOTO JMla, MEeCTO
HaxoXIeHUs (alpec 0PpUIMYeCKOI'O JiMila, MEeCTO XUTeJIbCTBa OM3MUecKoTo Jula,
3apPeTrUCTPUPOBAHHOT'O B KadecTBe VMHOVMBUIOYAJbHOTO IpennpruHuMaTenis) )
(Npr HaIMUUM) .

4. [I[pOM3BOOCTBEHHEE MJOWAIKM (IIOJIHOE M COKpalleHHOEe HaMMeHOBAaHMA,
OpPTraHM3alUMOHHO-NIpaBoBasa QopMa HPUAOMYECKOTO JMuLa, QaKTMUeCcKMM ampec) .

5. ObJjlacTh NPUMEHEHMA M Ha3HAYEHUe.

6. BuI MeIMUMHCKOTO M3OeJiMs B COOTBETCTBUM C HOMEHKJIATYPOM MeIMLMHCKMX
n3nenmnn EBpasmumckoro S5KOHOMUYECKOTO coow3a, Npabujla BeOeHUT KOTOPOM
yTBepxneHel PeumeHueM Komanermum EBpasmyickold 5SKOHOMMUECKOM KOMMCCHMM OT 29
nexabps 2015 r. N 177.

7. Kjacc IOTeHLUMallbHOT'O PMCKa MNPMMEHEeHMS MeOMLMHCKOIT'O M3OeJMsd.

8. HoMep permMcTpaluMOHHOTO YIOCTOBEPEeHMS MEeOMLMHCKOT'O M3OeJIMsd.

9. JlaTa BHIAYM PETUCTPALMOHHOT'O YyINOCTOBEPEHMS MEIMLUMHCKOTO M3IOeJIMSd.

10. BHOCHUMEIE M3MEHEHUA:

JlaHHbIe, BHECEHHBIC B Brocumrie O00CHOBaHHUE 3asIBUTEIS IS
PEruCTpallMOHHOE A0ChE MPHU A3MEHEHU BHECEHUS U3MEHEHUH
perucTpanuu

11. AHanM3 U OlLleHKa JaHHBIX, OOOCHOBHBAKIMX BHECEHME M3MEHEeHUN.

12. 3akJIueHrMe O BO3MOXHOCTU (HEBO3MOXHOCTHU) BHECEeHMUS WMBMEeHEeHUM B
perucTpalMoOHHOe oocobe MEOUIIMHCKOT O usneamsa (B ciyuyae BEIHECEHUS
OTPMULATEJIBHOTO 3akKJIoYeHMsa — C ODOCHOBAaHMEM I[IPUUMUH) .

(®.1.0. skcnepra, TOIKHOCTD, yueHas CTENEeHb (3BaHUE) (moamuce)

(TIpu HANTMYWH))
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[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 05.04.2025

OOPMA 3ASBJIIEHUA

[Tpunoxenue N 9

k [IpaBuiam perucTpamnuu u SKCIEPTU3BI
0e30macHOCTH, KayecTBa U 3P (HEKTUBHOCTH

MEIULUHCKUX U3IEIUN

O BHECEHUU U3MEHEHUH B PETUCTPALIMOHHOE JIOCHE MEJIMIIMHCKOI'O
N3AEJINA B YBEAOMUTEJIBHOM ITOPAKE

B ynosnnomoueHHBIH opran
rocyjapcTsa - uieHa EBpasuiickoro
HKOHOMHUECKOTO COI03a

(HanMeHoBaHueE pehepeHTHOTrO TOCy1apCTBA)

3ASBJIEHUE

0 BHECEHHMHU M3MEHEHHUH B PETUCTPALTUOHHOC 1OCHEC MCAUIIMHCKOI'O U3ACIINA

B YBCAOMUTCIIbHOM IMOPAIAKE

(TmosHOE M COKpallleHHOE (TMPY HAaJU4KK), B TOM YKclie GUPMEHHOe, HAMMEHOBAHUS JIUIIA, OT
MMEHHU KOTOPOT'O MIPOU3BOAUTCS BHECEHNE U3MEHEHUH (TPOU3BOIUTEND (YITOJIHOMOYEHHBIN
MpEeACTaBUTENH MIPOU3BOIUTEIIS), OPTraHU3AMOHHO-TIPaBOBast opMa FOPUIUIECKOTO JTUIIA)

HACTOAIINUM IMPOCHUT BHCCTHU USMCHCHUSA B PCTUCTPALIMOHHOC JOCHEC MCIAUIIMHCKOI'O0 U3ACIINA

B YBCAOMUTCIIBHOM TTOPAIKE

1. HammeHOBanne MEIUIIMHCKOT'O U3IEIIUS

2. IlponsBoauTens MEIUITMHCKOTO H3AeUs (TTIOTHOE U
COKpallleHHOE HaUMEHOBAHMS, OPraHU3aLMOHHO-TIPABOBAast
(dhopma FOPUANIECKOTO JINITA, MECTO HaXOXKIeHUs (aapec
IOPUANYECKOTO JINIIA, MECTO KUTEThCTBA (PU3NIECKOTO JUIIA,
3apETUCTPUPOBAHHOTO B KAYECTBE MHANBUYATHLHOTO
npeAnpUHUMATES )

3. [IponsBoaCTBEHHBIC TUIOMIAIKH (TTOTHOE HAUMEHOBAHHUE,
azapec)

4. YIoIHOMOYEHHBIN TIPECTaBUTENb TPOU3BOIUTENS (TIpU
HAJINYKMK) (TTOJTHOE M COKPAILLIEHHOE HAUMEHOBaHMS,
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OpraHu3alMOHHO-IIPpaBOBasA (bopMa HOPpUIUYCCKOIO JIula,
MECTO HAXOXACHUA (aﬂpec IOPUIUYICCKOTO JIMla, MECTO
KUTCJIBCTBA (1)I/I3I/ILIGCKOFO Jnua, 3apEeruCTpupoBaHHOIO B
KauCeCTBC MHAUBUAYAJIbHOI'O HpCI[HpI/IHI/IMaTeJISI)

5. Knacc moTeHIManbHOro pucka NpuMEHEHUsT MEIUIIUHCKOTO
U31eIus

6. Koz Bua MeIMIIMHCKOT 0 U3A€m1s (COrJIacCHO
HOMEHKJIaType MEIULIMHCKUX U3ENUi EBpasuiickoro
SKOHOMMYECKOTO CO03a, IIPaBUIa BEAECHUS KOTOPOI
yrBepxkaeHsl PemenneM Koimnernu EBpasuiickon
AKOHOMHUYECKOH KoMuccuu oT 29 aexabdbps 2015 r. N 177)

7. Homep perucTpalimoHHOrO yI1OCTOBEPEHHS MEIULIUMHCKOTO
n3aenns EBpa3suilckoro S5KOHOMHUYECKOIO COK03a

8. CezeHus 0 JOKyMEHTaX, MOATBEP)KJAIOIIUX OIIaTy
MIPOLEypbl BHECEHUS! U3MEHEHUI B PErMCTPALMOHHOE JI0ChE B
YBEJIOMUTEJILHOM IOPsAKE B pepepeHTHOM IoCy1apcTBe, a
TaK)X€ BbIJIa4¥l PETUCTPALIMIOHHOTO YAOCTOBEPEHUS
MEIUIIMHCKOTO U3/1eHs B pe)epeHTHOM rocyaapcrse (pu
HEOOXOMMOCTH )

9. Cnoco6 nosrydeHus yBe1OMJICHUH (petieHuit) ot
YIIOJTHOMOYEHHOTO OpraHa (3KCIepTHOM OpraHU3aIiH )
pedepeHTHOro rocyrapcTaa

D JIMYHO TOJT POCITUCH

l:l 3aKa3HbIM ITOYTOBBIM

OTIIPaBJICHUEM C
YBEIOMIIEHHEM O
Bpy4YEHUU

B JIEKTPOHHOH (hopMme
(pu BBIOOpPE AAHHOTO
croco6a HeoOX0IMMO
yKa3aTb ajjpec
(ampeca) 25eKTpOHHOM
HOYTHI, HA KOTOPBIH
CIIeIyeT HalpaBUTh
YBEIOMIICHHUS)

B (hopme
JIEKTPOHHOTO
JIOKYMEHTA,
MTOAIMCAaHHOTO
JJIEKTPOHHOU
MTOIUCHIO
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10. Crioco6 noixy4eHust perucTpaloOHHOrO YA0CTOBEPEHUS D Ha OyMa)kHOM

MEJUIIUHCKOTO U3eHs U (UITK) IPUII0KEHHS K HEMY (B HOCHTEJIE JINYHO
cllydae ecJii BHOCUMbIE U3MEHEHHS MOBJIEKYT U3MEHEHHE
PEruCTPaLIMOHHOIO YI0CTOBEPEHUSI METUIIMHCKOTO U3JEIHS U D Ha OyMaXKHOM

(WIK) MPUIIOKEHUS K HEMY), a TAKXKE paHEE BBITAHHOTO HOCHTEIIC C OTIPAaBKON

PEruCTPaLIMOHHOIO YI0CTOBEPEHUSI METUIIMHCKOTO U3JEIHS U 3aKa3HbBIM IMOYTOBBIM

(WIK) PUIIOKEHUS K HEMY C OTMETKOM 00 UX OTIPAaBJICHUEM C

HEICHCTBUTEILHOCTH YBEIIOMJICHUEM O
BPYUYCHUH

CBelicHHs, 3aloJHSAEMbIE TPH BHECEHUH HW3MCHEHUH MPOU3BOAUTEIIEM MEIUITUHCKIX
M3JICIMIA KJlacca MOTSHITMAIIBHOTO PUCKA MPUMEHEHHUS | M HECTePHJIBHBIX MEIUIIUHCKUX
U3JICNIMI KJTacca MOTCHIMAILHOTO PHCKA MPUMEHEHHs 2a, MPOIICAIIAM OICHKY CHCTEMBI
MEHE/PKMEHTA KauyecTBa MEAWIIMHCKUX W3JCIINH, BKIFOYAs MPOIECCHl MPOCKTUPOBAHUS U
pa3paboTKH, B COOTBETCTBUU ¢ TpeOOBaHMSIMHU K BHEIPEHUIO, MOJICPKAHUIO U OICHKE
CUCTEMBl MEHE/DKMEHTa KadecTBa MEIWIMHCKHX U3JIENHA B  3aBUCUMOCTH  OT
MOTEHIIUAJIBLHOTO PUCKA UX MPUMEHEHHUs, yTBepkaeHHbIME Pemenuem Cosera EBpaszuiickoit
sKOHOMUYEeCKOM kKomuccuu oT 10 HostOps 2017 r. N 106:

11. Homep oTuera o pe3ynbrarax NepBUYHOIO
MHCIIEKTHPOBAHHsI IPOU3BOICTBA

12. HaumeHoBaHME MHCTIEKTUPYIOIIEH OpraHU3aIlHH,
MIPOBOIUBIIIECH MEPBUYHOE MHCIIEKTUPOBAHUE MTPOU3BOCTBA

13. Homep oTuera o pe3ysbrarax nepuoJu4eckoro
(J1aHOBOT0) UHCIIEKTUPOBAHUS IIPOU3BOCTBA (IIPU HATTUYUHN)

14. HanmeHOBaHNE MHCIIEKTUPYIOIIEH OpraHu3aluy,
IIPOBOJIMBIIEH NIEpHOINYECKOE (TIIAHOBOE) MHCTIEKTHPOBAaHHUE
MIPOU3BOJICTBA

B CBA3H CO CJIICAYIOIIUMU U3MCHCHUAMMU:

I/I3M6HCHI/I$I, BHOCHMBIC B PErUCTPAIITMOHHOC NOCHE MCIUTTUHCKOT'O U3 CIINA

N Penakiusg 1o BHECEHUSI N3MEHEHUH BraocuMbie H3MeHEHMS
/o

BHeceHne W3MeHEHUN B PErMCTPAlMOHHOE JOChE HE BJIEUYET M3MEHEHHS] CBOWMCTB W
XapaKTePUCTHK, BIUAIOIINX Ha O€30MacHOCTh, KaueCTBO U 3(H(HEKTUBHOCTH MEAUIIMHCKOTO
U3 IEIN.

lMapanTupyro 70CTOBEPHOCTH MPEACTAaBICHHON HH(DOpMAITUH.
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lapanTupyro coxpaneHue 3asBICHHBIX XapaKTepUCTUK Oe30macHOCTH U 3PPEKTUBHOCTH
MEIULUHCKOTO W3JIeNUsl B TEUYEHUE BCEro CpoKa CIYXKObl MpHU COONIIOJCHUH YCIOBUH
SKCIUTyaTal[u, TPAHCIOPTUPOBAHUS U XPAaHEHHS] METUIIUHCKOTO U3/IENINS B COOTBETCTBUU C
TpeOOBaHUSMH ITPOU3BOAUTEIIS.

(mara mogauu 3asBICHUS)

(®.1.0. 1 10MKHOCTH PYKOBOIUTEIS (monmnuck, neyaTh TPOU3BOAUTEIIA
npou3BoaUTENS (YIOTHOMOYEHHOTO (YIOJTHOMOYEHHOTO MPEICTaBUTEINS
[IpeICTaBUTEISI IPOU3BOIUTEIS)) IIPOU3BOIUTEIS))

[Ipunoxenne N 10

K [IpaBunaM perucTpanuu u SKCIepTU3bI
0€30MacHOCTH, KauecTBa 1 3P(PHEKTUBHOCTH
MEIUIUHCKUX U3AETHH

®OPMA 3ASIBJIEHUS
O BBIJIAUE IVBJIUKATA PETUCTPAIIMOHHOT'O YJIOCTOBEPEHUS
MEJINIIMHCKOTO U3JIEIMS

B ynosHOMO4eHHBIN OpraH
rocyaapcrTsa - wieHa EBpasuiickoro
HKOHOMHYECKOTO CO03a

(HammeHoBaHue pedhepeHTHOTO
rocy/1apcTBa)

3ASBIIEHUE
0 BbIJ1aue AyOJUKaTa PErUCTPALIMIOHHOTO YIOCTOBEPEHUS MEUIIUHCKOTO U3AEITHS

1. Homep peructpaiimoHHOro yA0CTOBEPEHUS
MEIULUHCKOTO U3/IETHS

2. HaumenoBanue MCIUIIMHCKOT'O U3 ACIHUA (C YKa3aHHuEM
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MOACIN (MapKI/I) MEIUIIMHCKOI'O U3a€C/IHusA, €€ CoOCTaBa U
HpHH&Z[JIG)KHOCTGfI, - B BUAC IPUIIOKCHUA K 3a4BJICHULO,
3aBCPCHHOIO ME€YAThIO U INOANNCHIO PYKOBOAUTEIIA
MPOU3BOAUTCIIAA MCAUTTUHCKOT'O I/ISIIGHI/ISI)

L CBGI[CHI/ISI O MPOU3BOAUTCIIC MCAULIMHCKOT'O U3ACIIUS

3. OpraHu3annoHHO-TIpaBoOBas OpMa U IMOTHOE
HaMMEHOBAaHME IOPUINYECKOTro JIHLA JIU00 haMuIus, UM,
0T4eCcTBO (IIpY HATMYMHN) (PU3MUECKOTO JINLIA,
3aperuCTPUPOBAHHOIO B KAUECTBE UHANBUYaIbHOTO
peIIpPUHIMATEIIS

4. CokpallleHHO€ HAMMEHOBAHHUE IOPUINIECKOTO JIUIIA
(Ipu HATTMYKN)

5. ®upMeHHOE HaUMEHOBaHHE IOPUIUUECKOr0 LA (Ipu
HaJTUYIHH )

6. MecTto HaxoXaeHUs (aapec IOPUIUICCKOTO JIMIA, MECTO
KUTEIHCTBA (PU3UYECKOTO JINIA, 3aPETUCTPUPOBAHHOTO B
KaueCTBE MHMBUIYaIbHOTO MPEANPUHUMATEIS)

7. Homep Tenedona

8. Az[pec SHGKTpOHHOﬁ MOYThI OPUAUYICCKOT'O JINIa 0o
(1)H3PI‘-ICCKOFO Jna, 3apCruCTpUupoOBaHHOTO B KAUYCCTBE
HHAUBUAYAJIBHOI'O IPCAIIPUHUMATECIIA (HpI/I HaJ'II/I‘lI/II/I)

9. I/IILeHTI/Iq)I/IKaTOP HaJIOroIjiaTCJIbIIuKa

10. IIpon3BoACTBeHHBIE MIIOMAIKU (TIOTHOE
HaWMEHOBaHHE, aJIPEC)

II. CBenenus 00 yroJHOMOUYEHHOM IPEICTaBUTENE TPOU3BOIUTEINS (IIPU HATTUYUH)

11. Opranu3zanoHHo-TipaBoBas (hopMa U MOJIHOE
HaWMEHOBAaHHE IOPUIMYECKOTO JIUIA JTU00 (haMuIIusl, UMsl,
0T4eCcTBO (IpY HATMYKHN) (PU3MUECKOTO JINLIA,
3aperucTpUPOBAHHOTO B KaUe€CTBE MHAUBHUIYAILHOTO
MpeANPUHUMATENS

12. CoxkpallileHHO€ HAMMEHOBAHKE IOPUINUECKOTO JINLA
(pu HATUYMH)

13. dupmeHHOE HAaUMEHOBAHNE IOPUAMUECKOTO JIMLa (TpU
HaJTUYIHH )

14. Mecrto HaxoxaeHUs (agpec IOPUAUUYECKOTO JINLIA,
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MECTO KHUTeNbCTBA (PU3UUYECKOTO JIUIIA,
3apErUCTPUPOBAHHOIO B KAUECTBE MHAUBUIYATLHOTO
MpeapUHIMATETIS )

15. Homep tenedona

16. Anpec 3IeKTPOHHOM MOYTHI FOPUIUYECKOTO JIUIA JTHO0
(U3HYECKOTO JTNIIA, 3aPETUCTPUPOBAHHOTO B KAYECTBE
WHJIMBHIYAIBHOTO MPEIITPUHUMATENS (MPU HATUYHUH )

17. UnenTudukaTop HaJOroIIaTeIbIiuKa

III. Murie cBenennsa

18. Crioco0 momy4eHus yBEAOMIICHHUH (PEIICHUI) OT D JIMYHO TI0J] POCIIHCH
YIIOJHOMOYEHHOT'O OpraHa (3KCIEePTHOW OpraHU3aIiH)

pedepentHOro rocyapcrsa D 3aKa3HBIM ITOYTOBBIM

OTIIPABJICHUCM C
YBCAOMIICHUEM O
BpYy4YCHHUU

D B DJIGKTPOHHOU (hopMme
(npu BbIOOpPE JAHHOTO
cnoco0a Heo0X0IUMO
yKazaTh ajapec (aapeca)
ANEKTPOHHOMU MOYTHI, HA
KOTOPBIN CIEAYET
HAPaBUTH YBEIOMIICHHUS )

D B (hopMe PIIEKTPOHHOTO
JIOKYMEHTA,
IIOJIIMCAHHOT O
3JIEKTPOHHOU MOJIMHUCHIO

19. Crioco6 nonydenust 1yOauKaTa perucTpalioOHHOTO D Ha OyMa)XHOM HOCHUTEJE
yIOCTOBEPEHHSI MEAULIMHCKOTO U3IeNUs JUYHO

D Ha OyMa)KHOM HOCHUTEIIE C
OTHPaBKOW 3aKa3HBIM
IIOYTOBBIM OTIIPABJIICHUEM
C YBEIOMJICHHEM O
BpY4YECHUH

20. OcHOBaHUS BbIIa4X JAyOIHAKaTA D yTpara
PErHCTPALHOHHOTO
YAOCTOBEPEHHS

D MopyYa PEeruCcTPauOHHOTO
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yIIOCTOBEPEHUS
21. CBeneHus 0 JOKYMEHTE, MOJITBEPKAAOLIEM OILJIaTy
BBIIauU JQyONuKara (J1ata 1 HOMep IJIaTeKHOTO
MOpyYECHUs )
(mara mogauu 3asBJICHUS)
(®.1.0. 1 10MKHOCTH PYKOBOIUTEIS (monmnuce, neyaTh TPOU3BOAUTEIIS
pou3BoAuTENA (YIIOJIHOMOYEHHOTO (YIOJTHOMOYEHHOT'O IIPE/ICTaBUTEIS
IIPEICTaBUTEISI IPOU3BOIUTEIS)) IIPOU3BOIUTEIIS))

[Ipunoxenne N 11

K [IpaBuiam peructpanuu u 3KCrepTu3bl
0e30MacHOCTH, KauecTBa U 3(pPeKTUBHOCTH
MEIUIUHCKUX U3AETHH

DOOPMA 3AABJIEHUA
O ITPOBEJAEHUUN COI'JTACOBAHUMA SKCITEPTHOI'O 3AKJIIOYEHU A
HA 3APETUCTPUPOBAHHOE MEJIUIIMHCKOE U3AEJIME

B ynosHOMOYeHHBIN OpraxH

(PKCTIIepTHYIO OPraHU3aIIUI0) TOCYIapCTBA -
yneHa EBpa3suiickoro 5JKOHOMUYECKOTO
CoI03a

(HanMmeHoBaHue peepeHTHOTO
rocyaapcTBa)

(HamMeHOBaHUE TOCYAapCTBa
(HauMeHOBaHUs rOCyJapCTB) MPU3HAHUS, HE
YKa3aHHBbIX B PETUCTPAlMOHHOM
YA0CTOBEPEHUN MEIULIMHCKOTO U3/IEIHS)

www.consultant.ru CrpaHuua 82 n3 88
HageXHasa nNpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/

PeweHune CoseTta EBpasuiickoii skoHOMUYeckon koMmccumn ot 12.02.2016 N
46

(pea. ot 30.03.2023)

"O lMpaBunax perncrpauum u sKcr...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
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3ASBJIEHUE

O NPOBCACHUU COTJIACOBAHUS SKCIICPTHOT'O 3aKJIHOUCHUA HAa 3apECTUCTPUPOBAHHOC

MEIUIUHCKOE U3ETINE

(moHOE M coKpalieHHoe (IIPU HAJTMYKK ), B TOM Yncie pupMeHHOe, HAMMEHOBaHUS JIHIIA,
OT UMEHH KOTOPOTO MO/1aeTcs 3asiBiIeHue (IPOU3BOAUTEND (YIIOTHOMOYEHHBIN
MIPeICTaBUTENb IPOU3BOIUTEINS ), OPTraHU3ALIMOHHO-TIPaBoBasi popma IPUIUIECKOTO JIHUIA)

HACTOAIIMUM ITPOCUT IPOBECTHU IIPOLEAYPY COIIaCOBAHUA ISKCICPTHOI'O 3aKJIIIOYCHHA Ha

3apCruCTPpUPOBAHHOC MCAUITUHCKOC U3ACIIUC!

1. HaumeHoBaHue METUIIMHCKOTO U3IETUS

2. PexBU3UTHI pErUCTPALIMOHHOIO YAOCTOBEPEHUS MEIULIUHCKOTO
H3CITHS

3. Kiracc MOTCHIUHAJIIBHOTO PUCKA NPUMCHCHHUA MCIAUIIUHCKOT'O
U3ACTINA

4. Kox Bua MEIUIIMHCKOTO U3/1€IHS (COTJIaCHO HOMEHKIIaType
MEIULMHCKUX n31enuid EBpasuiickoro 3kOHOMHU4€ECKOI0 COH3a,
IIpaBUJjIa BEECHUS KOTOPOU yTBep:kaeHbl Pemennem Kosuternn
EBpaswuiickoit sxoHOMHYecKoi komuccuu ot 29 nekabps 2015 r. N
177)

5. IlonmHOE HaMMEHOBAHUE U CTPAaHA IPOU3BOAUTEIIS, BKIIOYAs
MECTO HaXxO0X/IeHUs (aapec IOPUANYECKOrO JINIA, MECTO
KUTEIHCTBA (PU3UYECKOTO JIMIA, 3aPETUCTPUPOBAHHOTO B KAYECTBE
WHAMBUYAIIHOTO MPpeIIPUHUMATES)

6. [ToHBIC HANMEHOBAHMSI TPOU3BOICTBEHHBIX TUIOIIAIOK,
BKJIFOYAst aJjpec

7. HamMeHOBaHWE YITOJTHOMOYEHHOTO MPEICTaBUTENS
MIPOU3BOJAUTENS Ha TEPPUTOPUAX TOCYAAPCTB - YWICHOB
EBpa3uniickoro 3kOHOMUYECKOTO COK03a, BKJIKOYAsi MECTO
HAXO0XACHUA (aApEC IOPUTUIECKOTO JTUI[A, MECTO KUTEIIbCTBA
(hU3UIECKOTO JIHIIA, 3aPETUCTPUPOBAHHOTO B KAYECTBE
WHIUBUAYAIBHOTO TPEITPUHAMATEIS)

8. CBeneHus 0 JOKYMEHTE, MMOATBEPKIAIOIIEM OILIaTy BbIIaYl
PETUCTPAIIOHHOTO YAOCTOBEPEHUS B pe(hepeHTHOM TOCYIapCTBE
(TIpu HEOOXOTUMOCTH )

9. CBeneHus 0 JOKyMEHTE, IOATBEPKAAIOIIEM OIUIATy MPOLELYPHI
COIIACOBAHUS 3KCIIEPTHOTO 3aKJIIOUEHHSI HA 3apPErHCTPUPOBAHHOE
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MEAUIIMHCKOE U3JIeHE B FOCYIapCcTBe (rOCyAapcTBaxX) MpU3HAHUS

10. Cioco6 nosydeHus yBeIOMJICHHH (pEIeHUi) OT JIMYHO TOJ,
YIOJHOMOYEHHOT'0 Oprana (3KCIepTHON OpraHU3aliix ) pocuCh

pedepEeHTHOrO TOCyJapCTRa:
D 3aKa3HbIM

IIOYTOBBIM
OTIIPABICHUEM C
YBEIOMIICHHEM O
BpYUYEHUH

D B DJICKTPOHHOMN
dbopme (ripu
BbIOOPE JTAHHOT'O
crioco0a
HE0OXO0MMO
yKazath aapec
(ampeca)
3IIEKTPOHHOU
MOYTHI, HA
KOTOPBIH clieayeT
HAIPABUThH
YBEIOMIICHHS)

D B (hopme
JIIEKTPOHHOIO
JIOKYMEHTA,
MOANMCAHHOTO
JJIEKTPOHHOMN
MOATHCHIO

11. Crtoco0 momy4eHus perUCTPAIIMOHHOTO YIOCTOBEPEHUS D Ha OyMa)kKHOM
MEUIUHCKOTO U3JICITUS U IPUIIOKCHUS K HEMY: HOCHUTEJIE JINTHO

D Ha OyMaXHOM
HOCHTEJE C
OTIIPABKOU
3aKa3HbIM
MOYTOBBIM
OTIPABJICHUEM C
YBEJOMJICHHEM O
BpYUYCHHUU

FapaHTI/IPYIO OOCTOBCPHOCT W HUIACHTUYHOCTD I/IH(I)OpMaLII/II/I, CO,Z[Cp)K&H.ICfICH B
3asBJICHHMU.
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(mara mogauu 3asABICHUS)

(®.1.0. 1 10JKHOCTh PYKOBOJIUTES
IPOU3BOIUTENS (YIIOJIHOMOYEHHOTO
IIPEJICTaBUTEIIS IPOU3BOIUTEIA))

(monmnuce, neyaTh NPOU3BOAUTEIIS
(YIOJIHOMOYEHHOTO MPEICTaBUTEINS
MIPOU3BOIUTEIS))

[Tpunoxenue N 12

k [IpaBmiiaM perucTpanuu U SKCIePTU3BI
0e301acHOCTH, KayecTBa ¥ 3P (HEKTUBHOCTH
MEIUIIMHCKUX W3]ICITHIA

NEPEYEHDb
AOKYMEHTOB, HEOBXOAUMbBIX AnA NPOBEAEHUA NPOUELNYPLI
COINMACOBAHUA 3KCMNMEPTHOIO 3AKINOYEHUA HA 3APETMCTPUPOBAHHOE
MEAOULUMHCKOE U3OEJTUE

HaunmenoBanue AOKYMCHTa

IIpumeyanune

1. 3asBieHue 0 IMPOBCACHUU COIJIACOBAHUA | IIO (1)0pMe, HpeﬂYCMOTpeHHOﬁ MNPUITOKCHUCM

JKCIIEPTHOI'O 3aKI0YEHUS Ha N 11 k [IpaBunam peructpauuu u
3apEruCTPUPOBAHHOE MEIULIMHCKOE HKCHEPTH3bl OE30MACHOCTH, KaueCcTBa U
n3jenue 3¢ (HEKTUBHOCTH MEIULIMHCKUX U3ENnH,

yTBepkAcHHbIM Pemennem Cosera
EBpazniickoil 3KOHOMHUYECKOW KOMUCCUU OT
12 ¢espans 2016 r. N 46

2. JloroBop NpOU3BOAUTEIS C KOIIUS 3aBEPSIETCSI B COOTBETCTBUHU C
YIOJTHOMOYEHHBIM MPEACTABUTEIEM MEXTyHapOAHBIMU HOPMaMH 3aBEPEHUS UITU
MIPOU3BOAUTENS JINOO ero Konus (Ipu HOpMaMH 3aBEPEHUs], YCTAHOBJIEHHBIMU
HaJIMYUU YIIOJIHOMOYEHHOTO MPEICTaBUTENS | 3aKOHOAATEIbCTBOM PEPEPEHTHOTO
IIPOU3BOIUTENIS) rocyaapcTBa

3. JIoBEpEHHOCTD OT IPOU3BOJUTEIS WIH B COOTBETCTBHUH C MEKYHAPOIHBIMU
YIOJHOMOYEHHOT'O IIPE/ICTaBUTEIS HOpMaMHU 3aBEPEHUS UJIM HOpMaMH
IIPOU3BOJUTEINS HA IPABO MPEJCTABICHUS] | 3aBEPEHUS], YCTAHOBIEHHBIMU B COOTBETCTBUU
MHTEPECOB MPHU MPOBEIECHUH MPOLIETYPHI C 3aKOHOJIaTEJILCTBOM T'OCYJapCTBA - UJeHa

COTJIaCOBAaHUS SKCIICPTHOTO 3aKJIIFOUYCHUA Ha EBpaSHﬁCKOFO O9KOHOMHUYECCKOI'O COr03a

3aperuCTPUPOBAHHOE MEIUIIUHCKOES
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n3aenue (mpu He0OXOIUMOCTH )

4. JlaHHbIEe O MAPKUPOBKE U YIIAKOBKE,
YTBEPXKJICHHBIE IPU PETUCTPAIIUU
MEIUIIMHCKOTO U3/IETIHS C YUETOM
BHECEHHBIX U3MEHEHUI B PErHCTPAIMOHHOE
J0Cb€ MEAUIIMHCKOTO U3JIEIHS
(TOTHOLBETHBIE (C YKa3aHUEM KOJIHUPOBKHU
1[BETa) MAKEThl YIIaKOBOK U ATHKETOK),
TEKCT MapKUPOBKH Ha TOCYaPCTBEHHBIX
SI3bIKaX TOCYIapCTB MPU3HAHUS, YKa3aHHBIX
B 3asIBJICHUU O TIPOBEJICHUU COTJIACOBAHUS
HKCIIEPTHOTO 3aKIIFOUEHUS Ha
3aperucTpUpOBaHHOE METUIIMTHCKOE
uzzaenue) (mpu HeOOXOIUMOCTH )

3aBeps0TCA MIPOU3BOIUTEIIEM
(YIIOJTHOMOYEHHBIM MPECTABUTEIIEM
MIPOU3BOTUTEIIS)

5. DKcmTyaTaliuOHHBIN JOKYMEHT WU
MHCTPYKLYSA 10 IPUMEHCHUIO
MEIUIUHCKOTO U3JICITUS, PYKOBOJICTBO 110
CEPBUCHOMY OOCITYKUBAHHIO,
YTBEPKJCHHBIC ITPH PETUCTPAIIHH
MEIULUHCKOTO U3/IENUS C y4ETOM
BHECCHHBIX U3MCHCHUH B PETUCTPAIIIOHHOE
J0ChE MEJUIIMHCKOTO M3/IeNHs, Ha
rOCYJJapCTBEHHBIX S3bIKAX TOCYIapCTB
IIpHU3HaHUsA, YKa3aHHBIX B 3asBJICHUU O
MIPOBE/ICHUH COTJIACOBAHMSI SKCIIEPTHOTO
3aKIIIOYCHUS Ha 3apETUCTPUPOBAHHOE
MEIULMHCKOE u3/ienue (mpu
HE00X0IMMOCTH)

3aBEPSAIOTCA TPOU3BOIAUTEIIEM
(YnOJTHOMOYEHHBIM IIPEACTaBUTEIIEM
IPOU3BOIUTES)

6. PerucTtpanmonHoe yJI0CTOBEpEHHE
MeAHUIMHCKOro n3aenus EBpasuiickoro
SKOHOMHUYECKOTO COI03a JIN0O0 ero AyOJIuKaT

[Ipunoxenne N 13

k [IpaBunam peructpamnuu u SKCIepTU3HI
0€301acHOCTH, KauecTBa U 3P(HEKTUBHOCTH
MEIUIINHCKUX U3IeITUi

. O®OPMA 3AABJIEHUA
Ob OTMEHE JENCTBUSA (AHHYJIMPOBAHUNW) PETUCTPALIMOHHOI'O
YAOCTOBEPEHUA MEAUITMHCKOI'O U3AEJINA
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[ata coxpaHeHus: 05.04.2025

B ynosHOMO4eHHBINM OpraH
rocyznapcTsa - 4wieHa EBpa3uiickoro
9KOHOMMYECKOT'O COX03a

(HanMeHOBaHUE peEepPEeHTHOTO roCy1apCTBA)

3ASBJIIEHUE
00 oTMeHe AeiCTBUA (aHHYJIUPOBAHUN) PETUCTPAIIMOHHOTO YIOCTOBEPEHUS METUIIMHCKOTO
15631 (1761

(moHOE M COKpaIleHHoe (MIPU HAJTM4KU ), B TOM Yncie pupMeHHOe, HAMMEHOBAHUS JIUIA, OT
MMEHH KOTOPOTO MOJIAeTCsl 3asiBICHUE (MPOU3BOANUTENH (YITOJHOMOYSHHBIN MPEICTABUTEIh
MIPOU3BOIUTENS ), OPTaHU3ALIMOHHO-TIPaBoBasi popmMa IPUTUIECKOTO JTHUIIA)

HACTOSLIMUM IIPOCUT OTMEHUTH IEUCTBUE PETUCTPALUMOHHOTO YAOCTOBEPEHUS MEIULMHCKOTO
u3enus (aHHYJIUPOBATh PETUCTPALIMOHHOE YIOCTOBEPEHUE METUIIMHCKOTO M3 1EIIHs)

(HamMeHOBaHWE METUITMHCKOTO U3ENH (C yKa3aHueM MOJIeNu (MapKu) MEAUITMHCKOTO
U3JIENHsI, €€ COCTaBa M MPUHAIIICHKHOCTE))

(mata peructpany MeIUIIMHCKOTO U3/IENNs U HOMEP PErHCTPAIIMOHHOTO YAOCTOBEPEHUS
MEUIIMHCKOTO U3/IEITHS)

B CBA3HU C

(YKa3pIBaeTCsl MPUUMHA)

(mara mogaun 3asABICHUS)

(®.1.0. 1 10MKHOCTh PYKOBOIUTEIS (moamuck, meyaTh MPOU3BOIUTEIS
POU3BOUTENS (YIIOJIHOMOYEHHOTO (YHOJIHOMOYEHHOTO
MIPeICTaBUTEINSI TIPOU3BOIUTEIS)) MIpeICTaBUTEISI IPOU3BOIUTENS))
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