i
O0/71€11

O BHeceHnH n3MeHeHuH B [IpaBuina permcTpamuy 1 SKCIEPTH3EI 6€30IMaCHOCTH, KA9eCTBa H
3¢ ()EeKTHBHOCTH MEIUITMHCKAX W3EIIHHA

Pemennie CoBera EBpasuiickoit 3koHoMuueckoit komuccun ot 24 nexadpst 2021 roga Ne 144,
[Ipumeuanune U3I1N!
[Topsanok BBeJieHUS B ICUCTBUE CM. I1.2.

B cootBerctBun ¢ myHkrom 2 ctatbu 31 JloroBopa o EBpa3suiickoM 3KOHOMHUYECKOM
coro3e ot 29 mas 2014 rona, nynkramu 2 u 4 cratbu 4 CoryaiieHus o €AMHbIX MPUHIUIIAX U
npaBuiax oOpalieHus MEIUIUHCKUX W3ACHUN (M37eauid MEIUIMHCKOTO Ha3HAYCHUsS U
MEIUIIMHCKON TEXHHKH) B pamMkax EBpa3uiickoro sKOHOMHYECKOrO COr3a OT 23 nexkadops
2014 ronma, mynktoM 92 mpunoxenuss Ne 1 k Permamenty pabotwel EBpasuiickoit
DKOHOMHYECKOM KOMHMCCHUHU, YTBEpkIAeHHOMY Pemenuem Breicmero EBpasuiickoro
AKOHOMMUYECKOTO coBeTa OT 23 aekabps 2014 r. Ne 98, Coser EBpazuiickoit 5KOHOMUYECKON
KOMMCCHUY PEIIII:

1. Buectu B IlpaBuiia perucrparnuum u 3KCHEPTU3bl 0E30MACHOCTH, KayecTBa U
3¢ (PEKTUBHOCTH MEAMIIMHCKUX M3AeNui, yTBep:kaeHHble Pemennem CoBera EBpaszuiickoii
AKOHOMHUYECKOM komuccuu ot 12 despans 2016 r. Ne 46, u3smMeHEHUsT COTTACHO MPUIIOKESHHIO.

2. Hacrosiiee Penienue BCTymaeT B CAily 1o ucteueHuun 180 KaneHIapHbIX THEN C JaThl

€ro opUIMATHLHOTO OITyOJINKOBAHUSI.
Ynersr Cosera

EBpaswmiickoit
3KOHOMHIECKOM
KOMHCCHH:
Ot Pecry6mmxu Ot Pecrry Ok Ot PecmyGmuxu Ot Kuipreisckoit Ot Poccwuiickoii
Apmenus Bbenapycs Kazaxcran Pecny6mixu ®denepamum
M. I'puropsta N. Ierprmenko A. CmamioB A. Koxomes A. OBepayk
IMTPMIJIOXXEHUE
k Pemenuto Cosera
EBpasuiickoil 5KoOHOMHUECKOH KOMHCCUHI
ot 24 nexabps 2021 r. Ne 144
N3MEHEHWS],

BHOcHMEIE B [IpaBuia perucTpaiyy 1 SKCIePTH3Hl 6€30IMacCHOCTH, KauecTBa H 3PPEKTHBHOCTH
MEIUIMHCKHUX U37eIHH

[IpaBuiia peructpaluv M 3KCIEPTU3bI 0€30MACHOCTU, KayecTBa U 3(PHEKTUBHOCTH

MEIUIMHCKHUX U3ACIUN U3JI0KUTh B CIEAYIOLIEH PEAAKIINU:

"VTBEPXJIEHbI
Pemennem CoBeTta



EBpa3uiickoil 5KOHOMHUECKOH KOMHCCUHI
ot 12 ¢espains 2016 . Ne 46
(B penaxunu Pemennst Coseta
EBpa3zuiickoii 53KOHOMUYECKOH KOMUCCUH
ot 24 nexabOps 2021 1. Ne 144)

ITPABUJIA
PETHCTpanyy ¥ SKCIEPTH3HI 6€30MaCHOCTH, KadecTBa H 3 (EKTHBHOCTH METUIIMHCKIX H3/1eIIHi

I. O0mue mosoxeHus

1. Hacrosinue IIpaBuna pa3paboTaHbl B COOTBETCTBHHM C IMyHKTOM 2 cTaThu 31 /loroBopa
o EBpazuiickoM skoHOMHYECKOM coto3e oT 29 mas 2014 roga u nmyHkTOoM 2 cTtatbhu 4
CornaiieHuss 0 €IUHBIX TMPUHIUMIIAX W TpaBujax OOpalieHUss MEAULIMHCKUX W3Aeaun (
W3JICTU MEIUIIMHCKOTO Ha3HAUYCHUS U MEJIUIIMHCKOW TEXHUKH) B pamkax EBpaszuiickoro
HKOHOMHUYECKOT0 coto3a oT 23 nexadpst 2014 roga v ycTaHABIMBAIOT MOPAIOK MPOBEACHUS
MPOIEyp PETUCTPAllMM M DKCIEpPTU3bl 0€30MacHOCTH, KadecTBa W A(PGHEKTUBHOCTHU
MEJUIMHCKUX M3JIeTui (Janee — 3KCIepTU3a), COIrIacOBaHUsSl SKCIEPTHOTO 3aKIIOYEHUS,
yperyJMpoBaHusl pa3HOTJACUM B OTHOIIEHUHU COIJIACOBAHMSI SKCIEPTHOTO 3aKJIIOYEHUS,
BHECEHUS U3MEHEHUI B PETUCTPALIMOHHOE JIOChE (B TOM YHUCJIE B YBEIOMUTEIBHOM MOPSAIKE),
BbIIauM AyOJIMKaTa PErucTPaAllMOHHOTO YJIOCTOBEPEHUS MEIULMHCKOTO H3JIENIHs,
COTJIACOBAHUS HKCIIEPTHOTO 3aKJIFOYEHUSI HA 3apETUCTPUPOBAHHOE MEIUILIMHCKOE U3JIeNne, a
TaKXe MPUOCTAHOBJICHUSI U (WJIM) OTMEHBI ACHCTBUS (QHHYJIHUPOBAHMS) PETUCTPAIMOHHOIO
YIAOCTOBEPEHUS MEAUIMHCKOTO U3l B paMKax EBpa3uiickoro 3KOHOMHUYECKOTO COr03a (
nanee — Coro3).

TpeboBanus Hactoamux [IpaBuin He NPUMEHSIOTCS B OTHOIIEHUH MEIUITUHCKUX U3JIEIUH,
NOTPeOHOCTh B KOTOPBHIX BO3HUKAET B UPE3BBIYANHBIX CUTYAlUSX WU JJIS TUArHOCTUKH
HOBBIX, TPUPOAHO-0YATOBBIX MM 0CO00 OMacHBIX MH(EKIIMOHHBIX 3a00J€BaHnii, 0OpaIeHue
KOTOPBIX PEryJupyeTcsi 3aKOHOAATEIbCTBOM ToOCyaapcTB — ujieHOB Coro3a (naiee —
rocyJapcTBa-yjieHbl).

2. na ueneit Hactoamux [IpaBuil UCMONB3YIOTCS MOHSATHS, KOTOPHIE O3HAYAIOT
CIEeAYIOIICE:
"0e30macCHOCTh MEIUIIMHCKUX HU3ACeNui" — OTCYTCTBHE HEJOMYyCTHMOTO PHUCKAa,
CBSI3aHHOTO C MPUYUHEHUEM BpEJIa AKU3HH, 3I0POBBIO YETIOBEKA, OKPYKAIOIIEH CPEIE;
"Banunmanus" — MOATBEPXKAEHHE MOCPEACTBOM TMPEACTABICHUS OOBEKTHUBHBIX
CBHUJCTENbCTB BBIMOJHEHUS TpPeOOBaHUN, TMpeAHA3HAYECHHBIX [JI1 KOHKPETHOIO
WCIIOJIB30BaHUs UM IPUMEHEHUS;
"Bepudukanuga" — MOATBEPKJICHHE HA OCHOBE MPEIACTABICHUS OOBEKTUBHBIX
CBUJICTEJILCTB BBHITIOJIHEHUSI YCTAHOBJIEHHBIX TPEOOBAHUIA;



"Tocy1apCcTBO MPU3HAHMS" — TOCYapCTBO-YJICH, YIIOJIHOMOYEHHBIA OpraH (dKCTIepTHAs
OpraHu3alys) KOTOPOro OCYUIECTBISET MPOLEIYPY COTJIACOBAHUS SKCIIEPTHOIO 3aKIIOUEHUS
pedepeHTHOro ToCcyAapcCTBa;

"moKa3aTeNbCTBAa MEPBOM CTOPOHBI" — MOKa3aTelibHble MaTepuaibl (JOKYMEHTHI)
MPOU3BOAUTENS MEIHUIMHCKOTO U3AENUs (IPOTOKOJBI COOCTBEHHBIX HCHBITAHUN (
UCCJIEIOBaHUI), B TOM YHUCJIE BbIJIAHHBIC HCIBITATEIBLHBIMU JIA0OpaTOpUAMH (LIEHTPAMH),
AKKPEJUTOBAHHBIMU B HALMOHAJIBHON CHUCTEME aKKpEIUTAIluu TOCyAapCcTBa-4yjeHa,
pe3yJIbTaThl KIMHUYECKOIO MPUMEHEHUS MEAUIIMHCKOTO U3JIEHsI U JPyTUe MaTepuasbl);

"eIMHBIN peecTp MEIUIIMHCKUX U3JEIUI, 3apETUCTPUPOBAHHBIX B paMKax EBpa3niickoro
DKOHOMHMYECKOTO COr03a" — DJJICKTpOHHAs Oa3a JaHHBIX MEIUIMHCKHX HW3JICIIHH,
3apEeruCTPUPOBAHHBIX B COOTBETCTBUU ¢ HacTosimumu [IpaBunamus;

"3asBUTENB" — MPOU3BOJIUTENH MEIUIIMHCKOTO U3JENHUS UM €ro YIOJIHOMOYEHHBIN
PEACTAaBUTED;

"KaueCcTBO MEAUILIMHCKOTO U3AENUA" — CTENEHb COOTBETCTBUSA COBOKYITHOCTH CBOMCTB U
XapaKTEPUCTUK METULIMHCKOTO U3AENHS HA3HAYEHUIO, YCTAHOBIIEHHOMY ITPOU3BOIUTEIIEM;

"MEIMUUHCKUE U3AENUs AJI1 AUATHOCTUKH 1n Vitro" — mo0ble HHCTPYMEHTHI, anmnaparsl,
npuOopkl, 000py0BaHKE, MaTepUabl, peareHThl, KAINOPAaTOPbl, KOHTPOJIbHbIE MaTepUaibl U
MpoYre U3JEIusl, MPUMEHSIEMbIE B MEUIIMHCKUX LEISAX MO0 OTAEIbHOCTH UM COBMECTHO, a
TaK)kK€ BMECTE C MPUHAIICKHOCTIMU M CHELUUAJbHBIM MPOTPaMMHBIM OO€CICUeHHEM,
HEOOXOIUMBIMU VISl UX TIPUMEHEHHS M0 HA3HAYEHUI0, U MPeTHA3HAUYCHHbIE TPOU3BOAUTENIEM
IUIsT TIPUMEHEHMsI TPU HCCIEOBaHUAX in Vvitro oOpa3loB OMOJIOTHYECKUX MaTepuaioB
YyeJoBeKa JUIA TOJIydeHUss HHGOPMAIUM OTHOCUTENbHO (U3UOJOTHYECKOTO HIIH
MaTOJOTUYECKOTr0 COCTOSIHUSI (BPOXKJIEHHOM MaTOJIOTUH, TMPEIPACIONOKEHHOCTH K
OTIPEJICTICHHOMY KJIMHHUYECKOMY COCTOSHUIO WJIM OOJI€3HHM), COBMECTUMOCTHU TKaHEH ¢
MOTEHIMATbHBIM PELHUIUEHTOM, MPOTHO3UPOBAHMS pPEAKIUid Ha TepaneBTUYECKUE
BO3/ICICTBUSI, BIOOpA TEPAeBTUUECKUX CPEACTB U (WIIKM) KOHTPOJIS JICUEHUS;

"MoJenp (MapKa) MEJUIMUHCKOTO M3JeNus" — BapUaHT MCHOJHEHUS MEIULMHCKOIO
U3JIENINsl, XapaKTePHU3YIOIUNUCS ONpPEAEIECHHBIMA KOHCTPYKTUBHO-TEXHOJIOTHYECKUMU
pPEIICHUSIMA U KOHKPETHBIMU 3HAUEHUSIMU TOKa3aTesei ero 1eneBoro (pyHKIHOHAIBLHOTO)
Ha3HAYECHUS,

"MpUHAANEKHOCT" — H3JEIUE, HE ABISIONIEECS MEIULIUHCKUM H3IEIUEM,
NpeJHA3HAYEHHOE €ro MPOM3BOJUTENIEM /JII COBMECTHOTO NPUMEHEHHUS C OJHUM WIH
HECKOJIbKUMH MEIMIMHCKUMH H3JEJUSIMU IIPA HCIIOJIB30BaHUUM B COOTBETCTBHHM C HX
Ha3HAUYCHUEM,;

"MPOU3BOIUTEH MEIUIIMHCKOTO M3/ienus", "TPOU3BOAUTEND" — IOPUIUYECKOE JIUIO UIIH
¢bu3nUecKoe MO0, 3aPETUCTPUPOBAHHOE B KAYECTBE MHAUBUIYAIBHOTO MPEIITPUHUMATENS,
OTBETCTBEHHBIEC 3a Pa3pabOTKy W M3TOTOBJIEHHE MEIULMHCKOIO W3JAENHs, NEJAIINE €ro
JOCTYITHBIM JIJIs1 UCTIOJIb30BAHUS OT CBOETO MMEHHU HE3aBUCUMO OT TOTO, pa3padoTaHo U (MIIH)
M3rOTOBJIEHO MEIUIIMHCKOE U3/EJIME 3TUM JIUIOM WIH OT €ro UMEHH JIPYTUM JIMLIOM (JINLIAMH



), ¥ HECYIIIME OTBETCTBEHHOCTH 32 0€30MaCHOCTh, KaueCTBO U A(()EKTUBHOCTH METUITUHCKOTO
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"MpOM3BOJCTBEHHAs TUIOMIAAKA" — TEPPUTOPHAIHHO 000COOJIEHHBIA KOMIIIEKC,
peHA3HAUYCHHBIN JJIS1 BHIIOJIHEHUST BCETO Mpoliecca MPOU3BOJICTBA MEUIIMHCKOTO U3/IECTHUs
WJIU €r0 OMpEETICHHBIX CTa N,

"perucTpanmoHHoe J0che" — KOMIUIEKT JOKYMEHTOB M MaTEpHajOB YCTaHOBICHHOU
CTPYKTYpPBI, MPEJCTABISAEMBbIN 3asBUTEIEM MPU MPOBEICHUU MPOLEAYpP PETUCTpalU U
AKCIIEPTU3bI, COTJIACOBAHUS DBKCHEPTHOTO 3aKJIIOUYEHUS, BHECEHHUS MW3MECHEHHH B
PETUCTPALIMOHHOE JOChE (B TOM YHUCJIE B YBEAOMUTEIBHOM MOPSIKE), BblJauu aAyOJauKaTa
PETUCTPALIMOHHOTO YJOCTOBEPEHHS] MEAUIMHCKOTO M3JIENIUsI, COTNIACOBAHUSI SKCIEPTHOTO
3aKJIIOUCHUS Ha 3apeTHUCTPUPOBAHHOE MEAUIIMHCKOE HW3JIeNINEe, OTMEHBI JeUCTBUSA (
AHHYJIMPOBAHUS) PETUCTPAIMOHHOIO YJAOCTOBEPEHUS] MEIMIIMHCKOTO M3MENHs, a TaKkKe
OpUTHHANIBI U (WJIM) KOMHUM WHBIX JOKYMEHTOB, UMEIOIIMX OTHOILIEHHE K KOHKPETHOMY
MEJIUIIMHCKOMY HU3ENHI0 (PEIIEHUN YITOJTHOMOYEHHBIX OPraHoB (PKCHEPTHBIX OPraHU3aIINil),
POTOKOJIOB 3acenanuii KOHCynbTaTUBHOTO KOMHUTETA MO MEIUIMHCKUM HU3JIENUAM IPHU
Komnernn EBpa3uiickoil d3KOHOMHYECKOW KOMHCCHH, JOKYMEHTOB, IPEICTABICHHBIX IPHU
YPEryJupOBaHUM PA3HOIIIACUI, OTUETOB O PE3yIbTaTax MHCIEKTUPOBAHUS MPOU3BOJICTBA U
mp.);

"PEruCTPAIIMOHHOE YOCTOBEpEHHUE" — TOKYMEHT €IUHON (HhOPMBI, TTOATBEPKAAIONITUN
(GakT perucTpaluuu MEIUIUHCKOTO M3JeNUs Ha TEPPUTOPUU OJHOTO HIIM HECKOJBbKHUX
roCyJ1apCTB-UYJICHOB;

"peructpanusi MEIMIMHCKOro u3aenus', "peructpanus" — mpoueaypa BbIIAuu
YIIOJHOMOYEHHBIM OpPraHoM pe(epeHTHOTO ToCyJapCTBa pa3pelieHUs] Ha BBIMTYCK B
oOpalieHue MEIUIIMHCKOTO U3JeIUs Ha TEPPUTOPUU OJHOTO MM HECKOJIbKHX
rocyJapCTB-4JI€HOB;

"pedepeHTHOE TOCyIapcTBO" — BBIOpAaHHOE 3asgBHTEIEM TOCYJIapCTBO-UICH,
YIIOJTHOMOUYCHHBIN OpraH (dKCIepTHasE OpraHu3aIus) KOTOPOTro OCYIIECTBIISIET PETUCTPAIUIO
U SKCHEPTU3Y;

"YIOJIHOMOYEHHBIA OpraH" — opraH rocyJapCTBEHHOW BIIACTH TOCYyJapCTBa-dJieHa,
YIIOJTHOMOYEHHBI Ha OCYHIECTBJIEHUE W (WJIM) KOOPJMHAIUIO NESATENbHOCTH B cdepe
oOpalieHus: MeIUIIMHCKUX U3JEINI Ha TEPPUTOPHUH I3TOTO TOCyAapCTBa-uIeHa;

"YIIOJJHOMOYEHHBIE OpraHU3alMu’ — OPraHU3alllM, BKIIOYEHHBIE B €IUHBIN PEECTP
YIIOJTHOMOYEHHBIX OpraHU3alui, UMEIOUIMX MPaBO MPOBOAUTH UCCIIEIOBAHUS (MCIIBITAHMUS)
MEJIUIIMHCKUX M3ACIINH B IEIAX UX PETUCTpalliu;

"YIIOJTHOMOYEHHBIA MPEACTABUTENb MPOU3BOAUTENS" — IOPUAUYECKOE JULO HWIU
¢bu3nUecKoe MO0, 3aPETUCTPUPOBAHHOE B KAYECTBE MHAUBUIYAIBHOTO MPEIITPUHUMATENS,
SABJISIIOIIMECS PE3UJECHTAMU TOCYJapCTBa-4wieHa M YMOJHOMOYEHHBIE MPOU3BOJIUTEIIEM B
COOTBETCTBUM C JIOTOBOPOM JIMOO HHBIM MPEAYCMOTPEHHBIM 3aKOHOAATEIbCTBOM
roCyJ1IapCTB-UJICHOB JIOKYMEHTOM MPECTABIISTh €r0 UHTEPEChl U HECTU OTBETCTBEHHOCTD B



4acTH OOpalieHuss MEAUIIMHCKOro u3aenus B pamkax Coro3a M MCTOJHEHUS 0053aTeIbHBIX
TpeOOBaAHUM, IPEIBABIISIEMBIX K METUIIUHCKUM U3JIETHUSIM.

3. Perucrpariust MEIUITMHCKOTO U3IEITHUS SABIISICTCS 00S3aTEIbHBIM YCIIOBUEM €TO BBIITYCKa
B oOpalieHue Ha TEePPUTOPUU OJIHOTO WM HECKOJIbKUX TOCYJIapCTB-4JICHOB U
OCYUIECTBJISICTCS YMOJHOMOUYEHHBIM OpraHoM pedepeHTHoro rocyaapcra. llpu stom
OPEABSABISIOTCS OJWHAKOBBIE TPEOOBAHUS B OTHONICHUM MEIUIIMHCKUX W3ICIUH,
MPOM3BEJCHHBIX Ha TaMOXXeHHOU TeppuTopun Coro3a M BBE3CHHBIX HAa TaMOXEHHYIO
teppuToprio Coro3a U3 TPEThUX TOCYIAPCTB.

4. B nensix perucTpaiuu MEIUIIMHCKOTO U3ACNIHS MPOBOIUTCS SKCIIEPTH3a IKCIIEPTHOM
OpraHu3aluei, ONpe/IeICHHON yNOJIHOMOYEHHBIM OpPraHOM rocyJapcTBa-ujieHa (panee —
AKCIIEPTHAsI OpraHU3alIus).

5. JIoKyMeHTOM, MOATBEPKIAOIINM (DaKT perucTpamui MEIUIIMHCKOTO HW3CHs,
ABJISIETCS] PETUCTPALIMIOHHOE yIOCTOBEPEHHE, COCTaBIIsieMOe 10 (JopMe U MPaBUIIaM COTIIACHO
npuinoxeHuto Ne 1.

Perucrpanmonnoe yJ1ocToBEpeHUE BBIAAETCS OECCPOUYHO U ACHCTBYET HA TEPPUTOPUU
OJIHOTO MJIM HECKOJIbKUX TOCYJapCTB-UJIEHOB.

6. 3aperucTpupoBaHHOE MEIUIIMHCKOE HM3JICNINE JOJDKHO COOTBETCTBOBATH OOIIUM
TpeboBaHUAM 0€30MaCHOCTH U 3PHEKTUBHOCTH MEIUIIMHCKUX U3JICIUM, TPEOOBAHUAM K UX
MapKUPOBKE U SKCIUTyaTal[MOHHOW JIOKYMEHTAIlMd Ha HUX, YTBEPXKJICHHbIM Penienuem
Cosera EBpasuiickoit s3xoHOMHYecKOr kKomuccun oT 12 deBpans 2016 . Ne 27 (manee —
OO6uue TpeboBanus). OTBETCTBEHHOCTh 32 COOTBETCTBUE MEIULMHCKUX U3Aenuil OO0mmum
TpeOOBAHMSIM HECET MPOU3BOIUTEND (YIIOJIHOMOUYEHHBIN MIPEICTABUTENb TPOU3BOAUTEIIS).

7. IlpousBoauTeNu U3 TPETHbUX TOCYJAPCTB JIOJKHBI HA3HAYUTH YIIOJIHOMOYEHHOTO
MPEJACTABUTEINSI TIPOU3BOJUTEINSI, JAEHCTBYIOIIETO B MEPHOJ OOpaIeHUus METUIIUHCKOTO
mu3aenus B pamkax Coro3a, u MoAep>KUBaTh B aKTyaJIbHOM COCTOSIHUM MH(OPMAIIUIO O TAKOM
MPEACTAaBUTEIIE MPOU3BOAUTEIIS, COJEPKAIIYIOCS B PETUCTPALIMOHHOM JIOChE.

8. [Ipon3BoauTens obecrneunBaeT BHEAPEHUE U MOACPKAHUE B aKTYaJIbHOM COCTOSIHUU
CUCTEMbl MEHEPKMEHTA KaueCTBa MEJUIIMHCKOTO U3/IeJUsl B COOTBETCTBUU ¢ TpeboBaHUsIMU
K BHEJIPEHUIO, MOJJEPKAHUIO U OLICHKE CHUCTEMbl MEHE/KMEHTa KauecTBa MEIUIIMHCKUX
M3JeIUNd B 3aBUCHUMOCTU OT MOTEHIUAIBHOTO PUCKA MX MPUMEHEHHS, YTBEPKICHHBIMU
Pemenuem CoBeta EBpasuiickoit sxoHOMHUeckoi komuccuu oT 10 HosaOpst 2017 1. Ne 106 (
nanee — TpeboBaHuUs K CUCTEME MEHEJKMEHTa KauecTBa).

9. 1o mojgayu B YIOJIHOMOYEHHBIN OpraH (IKCIEPTHYIO OpraHU3aIuio) pedepeHTHOTO
rocyZiapcTna 3asiBJICHUs O MPOBEACHUU SKCIEPTU3bI METULIMHCKOTO U3ENUS U 3asBICHUS O
MIPOBEICHUH PETUCTPAIIMHI MEAUITMHCKOTO U3AeUs 1Mo (hopMaM COTIIACHO TMPUIIOKEeHHUSIM Ne 2
u 3 (manee — 3asBJICHUSI O PETHCTpAIlUU U IKCIEPTU3E) 3asiBUTENb OCYUIECTBISAET COOp
JI0Ka3aTeIbCTB 0€30macHOCTH U d(PPEKTUBHOCTH MEIAUIIMHCKOTO HW3MENUS M MOATOTOBKY
COOTBETCTBYIOIIETO PETrUCTPALIMOHHOTO J0CHE.

10. B nensix moAroTOBKH PErMCTPALlMOHHOTO J0ChE 3asiBUTEND (MPU HEOOXOIUMOCTH):



a) BIpaBe OOPATUTHCA B YIOJTHOMOYECHHBIM OpraH (IKCIEPTHYIO OPraHU3AIUIO) IS
MOJTYYCHHS TIPEABAPUTEIIbHBIX KOHCYJbTAIIMI 1O BOIIPOCAaM, CBSI3aHHBIM C perucTpalueii u
AKCIEPTU30M, B TOM YHMCIE€ HA BO3ME3JHOW OCHOBE, B MOPAAKE, YCTAaHOBICHHOM
YIIOJHOMOYEHHBIM  OpraHOM  (PKCIEPTHOW  oOpraHu3anueil) COOTBETCTBYIOIIETO
rocyJapcTBa-4JeHa;

0) B 1EeJAX MOATBEPKACHUS COOTBETCTBUS MEIUIIMHCKOTO n3aenus O0muM TpeboBaHusIM

MPOBOJUT TEXHUYECKUE UCIMBITAHUS, UCHBITAHUS (MCCIENOBAHUS) C LEIbIO0 OLEHKHU
OMOJIOTMYECKOT0 JEHUCTBUSA MEIULIMHCKOTO 3NN, KITMHUYECKUE U KIMHUKO-1a00paTopHbIe
UCTIBITAaHUSL (MCCIIEIOBAHUS) MEAUITMHCKOTO U3JIEeNHUs JIMOO BKIIIOYAET B PETHCTPAIIMOHHOE
JI0CbE UMEIOIINECs TaHHbIE (JI0Ka3aTeNbCTBA EPBOM CTOPOHBI);

MPOBOJUT UCIIBITAHUS B IENSAX YTBEPKACHUS TUIA CPEJCTB U3MEPEHUH (B OTHOILICHUU
MEIUUWHCKUX HW3JEJINI, BKIIOUEHHBIX B IEPEYEHb BUJIOB MEAULIHUHCKUX W3JIEIUH,
MOJIeKAIIUX OTHECEHUIO MPU UX PETUCTPAIMU K CPEACTBAM HU3MEPEHUH, YTBEP KIACHHBIN
Pemenuem Coeta EBpasuiickoit skoHoMudeckoi komuccuu oT 12 despans 2016 . Ne 42) B
MOPSIIKE, YCTAHOBJIEHHOM 3aKOHOJATENbCTBOM rOCyAapcTBa-ujieHa B 001acTH 00ecrieueHus
€IUHCTBAa H3MEPEHUM, B BBIOPAHHBIX 3asBUTENIEM OPTraHU3AIMSAX, YIMOJTHOMOUYECHHBIX (
HOTU(UIIMPOBAHHBIX) B COOTBETCTBUM C 3aKOHOJATEIbCTBOM TOCyAapCcTBa-yjeHa Ha
MIPOBEICHUE UCTIBITAHUMN CPEACTB U3MEPEHNUN;

B) o0OecrnieynBaeT MPOBEJICHUE MEPUOJUYECKOTO (TUIAHOBOTO) WIJIM BHEIJIAHOBOIO
MHCIEKTUPOBAHUS TMPOU3BOJCTBA B LEJSIX OLEHKU YCIOBUM NPOU3BOJACTBA M OILICHKHU
CHUCTEMbl MEHEJKMEHTa KayecTBa MPOU3BOAMUTENS B COOTBETCTBUM C TpeOoBaHMSIMU K
CUCTEME MEHEI)KMEHTA KauecTBa.

11. IIpu peructpamuu U 3KCHEPTU3E YIOJIHOMOYEHHBIE OpPraHbl (IKCIEPTHBIE
OpraHu3aliK) B3aUMHO MPU3HAIOT PE3yJIbTaThl UCIBITAHUM (MCCIEAOBAHUM), YKa3aHHBIX B
noanyHkre "0" mynkra 10 Hactosmux [IpaBun, npu ycioBUH, YTO OHU BBIIIOJIHEHBI COTJIACHO
[IpaBuiam NMpoBeeHUST TEXHUUYECKUX UCTBITAHUN MEAUITMHCKUX W3ACIHH, YTBEPKIACHHBIM
Pemennem Coeta EBpasuiickoil sxkoHOMuYeckoi komuccuut ot 12 depans 2016 r. Ne 28,
[IpaBusiam mpoBeJEHUS UCCIENOBAHUM (UCIBITAHUN) C LENTbI0 OLEHKH OMOJIOTHMYECKOTO
NEWCTBUS MEIWIMHCKUAX U3Aenui, yTBepkaeHHbIM Pemennem Cosera EBpazuiickon
dKOHOMHYEeCcKOl kKomuccun ot 16 mas 2016 r. Ne 38, mim IlpaBunam npoBeneHuUs
KIMHUYECKUX U KIWHUKO-TA0OPATOPHBIX HCHBITAHUNU (MCCIEIOBAHUN) MEIUIIMHCKUX
u3aenui, yreepxxaeHubM Permiennem CoBeta EBpa3uiickoii 5JKOHOMUYECKOM KOMUCCUU OT 12
¢deBpans 2016 r. Ne 29, cOOTBETCTBEHHO, a TaK)K€ 3aKOHOJATEIbCTBY rOCY/IapCTBA-UJeHa B
Clly4ae MPOBEJICHUS UCIIBITAHUH B LIENAX YTBEPKACHUS TUIIA CPEJICTB U3MEPEHHUI.

12. [Ipu HEoOXOAUMOCTH YMOJHOMOYEHHBIM OpraH (3KCHEpPTHAs OpraHU3aIlus)
MPUBJIEKAET K YYACTUIO B DKCHEPTU3E BHEIIHUX SKCIEPTOB, €CIU UX CIEIUATbHbIC 3HAHUS
HEOOXOIUMBI JJIs IPOBEACHUS IKCIIEPTHU3HI.



[IpencraBuTenn YNOJHOMOYEHHBIX OpraHM3alyid, MPOBOAMBIIME B OTHOLIEHUH
MEIUUUHCKOTO W3JENHNsl, TPEACTABICHHOTO Ha SKCIEPTHU3Y, UCIbITaHUS (UCCIEIOBAHUS),
yka3aHHble B moamyHkTe "0" myHkta 10 Hactrosmux I[lpaBui, a Takke mpeacTaBUTENU
MHCIEKTUPYIOIUX OpPraHU3aluid, TPOBOUBILIKE OI[EHKY CUCTEMbl MEHEI)KMEHTA KadecTBa (
MHCIIEKTUPOBAaHNE MTPOU3BOACTBA) MPOU3BOIUTENS TAKOTO MEAULIMHCKOIO U3/I€NHUsS, HE MOTYT
NPUBJIEKATHCS K YYACTHIO B HKCIIEPTHU3E.

[Ipu npoBeeHUH KCTIEPTU3BI IKCIIEPT TOHKEH OBITh HE3aBUCUM OT OpraHa WM JuLa,
Ha3HA4YMBUIETO 3KCHEPTU3Y, IPOU3BOJUTENS, €r0 YIOIHOMOYEHHOIO MPEICTABUTENS WU
IPYTUX 3aMHTEPECOBAHHBIX B pe3yJIbTaTaxX dKCIEPTU3bI JIHII.

B ciyuae ecim akcnepTy M3BECTHBI OOCTOSATENBCTBA, PEMATCTBYIOUINE €0 MIPUBICYECHUIO
K TMPOBEACHUIO JKCHEPTU3bl JUOO HE MO3BOJISIONIME €My COOJI0AaTh NPUHLMIBL €e
MPOBEJICHUSA, OH JIOJDKEH COOOIIUTH 00 3TOM PYKOBOJUTENIO YIMOJHOMOYEHHOTO opraHa (
AKCIIEPTHON Opranu3aiumn) peepeHTHOro rocyaapcTaa.
13. OTBETCTBEHHOCTh 3a JIOCTOBEPHOCTh HH(pOpPMAIUU, MNPEACTABICHHOU B
PETUCTPAIIMOHHOM JIOChE, HECET 3asBUTEIIb.

JIOKYMEHTBI PErucTPallMOHHOTO J0ChE MPEJICTABIAIOTCS HAa PYCCKOM S3BIKE B
AJIIEKTPOHHOM BuUJE. B ciyuyae eciam 3aKOHOAATENbCTBOM pedEepeHTHOro rocyapcTBa He
MpeayCMOTpPEHa BO3MOKHOCTh O()OPMIIEHHS YKa3aHHBIX TOKYMEHTOB B AJIEKTPOHHOM BHJIE,
YIOJHOMOYEHHBIA OpraH (3KCHEepTHas OopraHu3anus) pedepeHTHOro rocyAapcTBa BIIpaBe
3aMpOCUTh TaKue JOKYMEHTHI (MX KOIHUU) Ha OyMaKHOM HOCHUTETIE.

B ciyuyae mpenocraBieHuss TOKYMEHTOB PErMCTPALIMOHHOTO JOChE HAa OyMa)KHOM
HOCHUTEJIE 3asBUTENIb TaK)Ke MPEAOCTABISECT MX DJIEKTPOHHBIE KOMUM Ha AJIEKTPOHHOM
Hocutene (B ¢dopmare *.pdf ¢ TEKCTOBBIM ClI0€M C BO3MOXHOCTHIO BBIJCICHUS U
KOIUPOBAHHUS TEKCTA, a TAKXKE OCYLIECTBJICHUS NOUCKA). DJIEKTPOHHBIE KOMUU JIOKYMEHTOB
JOJKHBI OBITh MPEJCTABICHBl B COOTBETCTBUHM C KJIACCU(PUKATOPOM BHJIOB JOKYMEHTOB
PETUCTPALMOHHOIO JOChE MEIMIIMHCKOIO M3Jenus, yTBEpKIeHHbIM Pemennem Kosnernn
EBpa3uiickoil s5xkoHOMUYeCKOM Komuccuu oT 3 anpens 2018 r. Ne 48.

OKCITyaTalMOHHBIA JOKYMEHT WJIM MHCTPYKLUHS MO NPUMEHEHHI0 MEIHUIIMHCKOTO
U3JIEHs], PYKOBOJICTBO IO CEPBUCHOMY OOCTY>KUBAHUIO U TEKCT MAPKUPOBKU METUIIUHCKOTO
U3JIeNUsl JOTOJHUTEIBHO MPEICTABIIAIOTCS Ha FOCYJaPCTBEHHOM S3bIKE (IOCYIapCTBEHHBIX
A3bIKaX) TOCYJapCTB-YJICHOB TMpPU HAJIUYUU COOTBETCTBYIOMHMX TpeOOBaHUI B
3aKOHOJJATENbCTBE TOCYAAPCTB-YWICHOB.

JIOKyMEHTBI PErMCTPALMOHHOTO JOChE, MPEACTABICHHbIE HA MHOCTPAHHOM S3BIKE,
JOJKHBI COMPOBOXJATHCS TEPEBOJIOM Ha PYCCKUM S3bIK, 3aBEPEHHBIM B MOPSJIKE,
YCTaHOBJIEHHOM 3aKOHOJIaTeIbCTBOM pPe(EepeHTHOrO rOCy1apCTBa.

14. Tlpu ucumciieHn: CpoKa MPOBEACHUS YITOJIHOMOYEHHBIMH OpraHaMu (3KCIEPTHBIMU
OpraHu3alMsIMH) IPOLENYp, NPEAYCMOTPEHHBIX HacTosAMMu [IpaBunaMu, He yUYUTBHIBAIOTCS
CJIETYIOLIUE CPOKH:



a) IEPUOJI CO THA HAIPaBJIEHUS YIIOJIHOMOYEHHBIM OPraHOM (PKCIEPTHOM OpraHu3anuei)
pedepeHTHOro rocyjapcTBa 3asBUTEIIO 3amnpoca JU00 YBEJOMJIECHUS O HEOOXOJAMMOCTHU
YCTpaHEHUsI BBISIBIICHHBIX HAPYIICHUI U (WJIM) NPEICTABICHUSI OTCYTCTBYIOIINX JOKYMEHTOB
100 0 HEeOOXOJWMOCTH TMPEICTABICHUS KOMHWH JOKYMEHTOB 00 oOIulaTe MpOoIeayphl
COTJIACOBAaHUS HKCIEPTHOTO 3aKJIIOYEHHUS B TOCYIApCTBE (TOCYyAapCTBAX) MPU3HAHUS JI0 THS
MOJIyYEHHUs] YMOJHOMOYEHHBIM OpraHoM (PKCHEpPTHOM opraHuszanueit) pepepeHTHOro
rocyJlapcTBa OTBETa Ha TaKOW 3ampoc MO0 YBEAOMIICHHUE;

0) cpok, HEOOXOIMMBIN NJiS OpPraHU3alMU M TPOBEJCHHUS HHCIEKTUPOBAHUS
MPOU3BOJICTBA (B CIydae MPOBEICHUS] MHCTIEKTUPOBAHUS MIPOU3BOJICTBA B paMKaX MPOLEeayp
pErucTpanuu U 3KCIEPTU3bI);

B) CPOK, HEOOXOIMMBIN i1 HANpaBJICHUS OTYETAa O pPe3yJibTaTax MHCIEKTUPOBAHUS
MPOU3BOJACTBA MHCIIEKTUPYIOIIEH OopraHu3anueil (B ciaydae, €Cli €€ pOjb HE BBIMOJIHSIET
YIOJHOMOYEHHBI oOpraH (dKCHepTHas oOpraHus3anus)) B YINOJHOMOYEHHBIM opraH (
AKCIEPTHYIO OpraHM3allMi0) ISl BKJIIOUYEHUS B PETUCTPAIIMOHHOE J0Che (B ciydae
MPOBEJICHUS] MHCIEKTUPOBAHUS MPOU3BOACTBA B paMKaxX MPOUEAYypP PETrUCTpaluu |
AKCIIEPTHU3bI);

') CPOK COTJIACOBAHMS C 3aABUTEIIEM HEOOXOIUMOCTH oOpaieHrs B KOHCYIbTaTUBHBIM
KOMUTET N0 MEIUIMHCKUM u3aenusm npu Konnerum EBpasuiickoi 3KOHOMHYECKOU
komuccuu (nanee — KOHCyNbTaTUBHBINA KOMUTET).

15. Pacxonpl Ha mpoueaypbl PETUCTPALIUUA U HKCIIEPTU3BI, COTJIACOBAHUS DKCIIEPTHOTO
3aKJIIOUYEHUSI, BHECEHUSI HM3MEHEHHH B pPErUCTPAllMOHHOE J0che (B TOM 4YHCIE B
YBEJIOMUTEILHOM TOPSIIKE), BbIAAUYM AyOJMKaTa PEerucTpariOHHOTO YAOCTOBEPEHHUS WIIH
COTJIACOBAHUS JKCIEPTHOTO 3aKIIOUCHUS HA 3apETHMCTPUPOBAHHOE MEAMIIMHCKOE HU3IENINE
HECET 3asBUTENIb B COOTBETCTBHH C 3aKOHOJIATEILCTBOM rOCyAapCTBa-4JICHA.

16. Peructparus ocyuiecTBisieTcs: pepepeHTHBIM TOCYIapCTBOM IO UTOTAM AKCIEPTU3bI
1 COTJIACOBAHUS AKCIEPTHOTO 3aKIHOYEHHUS TOCYIapCTBOM (TOCYAapCTBaMU) IPU3HAHUSL.

17. YoJIHOMOUYEHHBIE OpraHbl (IKCHEPTHBIE OPTraHU3alluy) TOCYIapCTB MPU3HAHUS
BIIPABE O3HAKOMUTHCSI C XOJIOM MPOBEICHHS SKCIEPTU3BI B pe(PepeHTHOM TOCyIapcTBE U
COOTBETCTBYIOIIUMH JOKYMEHTAaMU, B TOM YHCII€ C JOKYMEHTaMHu, O0(QOpMIISIEMBIMU TPHU
MPEJICTABIICHUU 3asiBUTEIEM JOTOJHUTEIbHBIX W yTOUHSIONIMX CBEICHUN B Ipollecce
pPETUCTpAIMU U IKCIIEPTU3BI MEAUIIMHCKOTO U3JIEITHSI.

18. Undopmanusi 0 MEAUIMHCKUX HU3JCJIHUSAX, B OTHOIICHUU KOTOPBIX MPOBOJSITCA
Npoueaypbl, MPEeAyCMOTpEHHbIE HacTosmuMH IIpaBunamu, a Takke JOKYMEHTHI,
cojiepKalIuecs B PETUCTPAIMOHHOM J0ChE€, KPOME SKCIUTyaTallMOHHOTO JIOKYMEHTa WU
MHCTPYKLIHMU MO MNPUMEHEHUIO MEIUIMHCKOTO W3JENHsl, PYKOBOJICTBA IO CEPBUCHOMY
00CIIy)KMBaHUIO, JaHHBIX O MAapKHPOBKE W YNAaKOBKE (TOJHOLBETHbIE (C yKazaHUEM
KOJIMPOBKU 1IBETA) MAKEThl YIAKOBOK U ITUKETOK), TEKCTa MAPKUPOBKHU HA PYCCKOM SI3BIKE U



TOCY/IapCTBEHHBIX SI3bIKAX TOCYJIapCTB-WICHOB, OTHOCATCA K KOH(MUICHIIMAIBHOM
nHbOpMAIIUM W JOCTYNHBI TOJBKO 3aWHTEPECOBAHHBIM YIIOJHOMOUYEHHBIM oOpraHam (
AKCHEPTHBIM OpPraHU3aIUsIM) FOCY1apCTB-YJICHOB.

19. BxitoueHue B OJIHO PETUCTPAIIMOHHOE yIO0CTOBEPEHUE HECKOJIBKUX MOJIEel (MapoK)
MEJIUIIMHCKOTO U3/IETUsI, B TOM YKCIIC OTHOCSIIUXCS K Pa3HbIM BUIaM MEIUIIUHCKUX U3CIIHM
B COOTBETCTBUM C mnpumeHsemMoil B Coro3e HOMEHKIATypOWd MEAMIIMHCKUX W3JENINi,
BO3MOYKHO MPU YCIIOBUU COOTBETCTBUS ATUX MOAEIIEH (MAapOK) BCEM CIIETYIOIIUM KPUTEPHSIM:

a) TIPOU3BOJCTBO MOJENEH (MapoK) MEIUIIMHCKOTO U3JENUs OCYIIECTBISETCS OJIHUM
MIPOU3BOAUTEIIEM 10 OJJHOM TEXHUYECKOU TOKYMEHTALNH;

0) mozenu (MapkW) MEIMIIMHCKOTO H3JENIHUS OTHOCIATCS K OJHOMY KJaccy
MMOTEHIIUAJIBHOTO PUCKA MPUMECHEHUS;

B) Mojenu (MapKu) MEIUIIMHCKOTO H3JEIUs UMEIOT OJWHAKOBOE (PYHKIIMOHAIBHOE
Ha3HAYEHUE U PUHIIMI JIeHCTBHUS;

r) Mojieny (MapKu) MEAUIIMHCKOTO U3/IeNUs MPeIHa3HAYEHBI 1JIs ONPEACICHUS HaTu4us U
(MIM) KOJIMYECTBEHHOTO COJEepKaHUsA B OMOJOTMYECKON MpoOe OJHOTO U TOr0 XKe
KIIMHUYECKU (JUarHOCTUYECKH ) 3HAYMMOTI'0 aHAJIUTA (AaHAJIUTOB) (JJ1s1 METULIIMHCKUX W3ACIIHMA
JUTSL IMAaTHOCTHKY 1N Vitro);

1) Mojenu (MapKu) MEIMIIMHCKOTO U3JEIUsS UMEIOT Pa3IMYHble KOMILUICKTAIMU, HE
BIIUSIONINE HA IPUHIUT PaOOTH U (PYHKIIMOHATLHOE HA3HAYCHUE, YTO TIO3BOJISIET OOCCIICUHTh
pacliMpeHrue WJIM CHelUaJu3alui0 HUX MPUMEHEHUs B MEAUIMHCKUX MHeisax (1o
MIPUMEHUMOCTH);

€) MoJienH (MapKH) MEIUIIMHCKOTO U3EIHS UMEIOT Pa3IuyHble TEXHUYECKUE TTapaMeTphl
(HanpuMmep, JUIMHY BOJHBI U3Iy4YEHUs, pa3Mep CBETOBOIO IMOJIS, Pa3pellarolly0 ClIOCOOHOCTh
U T. 1.), HE BJIUAIONIME Ha TMPUHIUN PabOThl U (QYHKIHOHATHLHOE Ha3zHaueHue (1o
MPUMEHUMOCTH);

&) MoJen (MapKu) MEIUIIMHCKOTO U3 00pa3yoT TUIIOPA3MEPHBIN (MOJCIbHBIN)
psn (HampuMmep, UMEIOT pa3iinyHble pa3Mepbl (rabapuTHbIC, JTUHEHHbBIE, 00bEMHBIE U T. II.),
dbopmy, IBETOBOE KOAUPOBAHKE, TPOU3BEICHBI U3 OJTHUX U TE€X JK€ MATEPHAIIOB | T. I1.) WU
ABJISIIOTCS. TPYIIIONW HMCHOJIHEHUS] MEAUIMHCKOTO HU3JeNus (Hampumep, CTalduOHAPHBIM
MEePEBIKHBIM anmnapaToM (mIprubopoM, CUCTEMOM, KOMIUIEKCOM U T. I1.) C HACTEHHBIM U (WJIH)
HAIOJIbHBIM KPETUIEHUEM | T. 11.) (110 MpuMeHUMOcCTH). [Ipu 3TOM moJ1 rpynmnoi ucroaTHeHUs
MEIUIIMHCKOTO U3Jeusl TOHUMAIOTCA U3/IeNIUsl, B OTHOIIEHUH KOTOPBIX BBITIOJIHEHBI OJUH
TPYIIIOBOM YepTex MeTaneit u (M) ofHa TpyIIoBasl CrielupuKaims;

3) MoJienu (MapKu) MEIUIIMHCKOTO U3/IeTUs UMEIOT OJMHAKOBBIC MPU3HAKHU B YaCTH:

00J1acTh MPUMEHEHNS,

WHBA3MBHOCTH;

CTEPUIBLHOCTH (B TOM YHCJIE C YYETOM METOJO0B CTEPUIIN3ALINH);

4acTOThI UCTIOJIb30BaHUs (OJHOKPATHOE MPUMEHEHNE, MHOTOKPAaTHOE IPUMEHEHHE OJTHUM
MaleHTOM, MHOTOKPATHOE MMPUMEHEHUE HECKOJIbKUMHU MalluEHTaMM );



IKCILTYaTallMOHHBIX U KOHCTPYKTUBHBIX OCOOCHHOCTEN;

JUTUTEILHOCTH TPUMEHEHUSI;

OJIMHAKOBOCTH MaTEPUAJIOB, UCTIOJIB3YEeMbIX B MOAU(DUKAIMSAX MEIUIIMHCKOTO U3JICTUS U
KOHTAaKTUPYIOIIUX C TEJIOM uYelioBeka (M0 WX XUMHYECKHM, TOKCUKOJOTHYECKHUM,
(U3UYECKUM, DIIEKTPUIECKUM, MOP(POJIOTUUECKIM H MEXaHUYECKUM CBOWCTBAM).

20. Ha Tamosxenno# tepputopun Coro3a He JOMYCKAETCS:

a) BBIOOp NIBYX M OoJiee pepepeHTHBIX rOCyAapCTB JUIsl PErUCTPAlMU U IKCIIEPTHU3BI
OJIHOTO MEJUITUHCKOTO U3/IEeTHS;

0) peructpanus pa3InuHbIX MEAUIIMHCKUX U3JIETUN 110 OJTHUM HAaUMEHOBaHUEM;

B) pEruUCTpanus B KQUeCTBE MEIUIIMHCKUX U3JEIUN MPOAYKIMH, HAUMEHOBAHHE KOTOPOU
COJEPXKHUTCS B €IUHOM pEeCTpe 3aperucCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB
EBpasuiickoro 3KOHOMHUYECKOTO CO¥03a, MOPANOK (POPMHPOBAHUS W BEICHHUS KOTOPOTO
yTBepxaeH Pemennem Cosera EBpasuiickoit 5KOHOMUUECKON KOMHCCUU OT 3 HOsiOps 2016 1.
Ne 84, unm coBmajaeT ¢ HaMMEHOBAaHMEM OHOJIOTUYECKM aKTHBHOM J00aBKU K ITHIIE,
CBEJICHUSI O KOTOPOH COAEpKaTCsl B €IMHOM PEeCTpe CBHUJETENIBCTB O TOCYJapCTBEHHOU
perucTpanu MNpOAYKIUH, TOPSA0K (POpMUPOBAHUS U BEICHUS KOTOPOTO YTBEPXKIACH
Pemiennem Komnerun EBpasuiickoil s3xoHoMuueckoit komuccuu ot 30 utonst 2017 r. Ne &0.
Ecnu nexapcTBeHHOE CpPEJCTBO MM OMOJIOTMYECKU aKTHBHAsl OOABKa K IHUILE SIBJISIIOTCS
KOMIIOHEHTOM MEIMIIMHCKOTO W3AENUs, TO UX HAUMEHOBAaHHS MOTYT HMCIIOJb30BaThCs B
HAaUMEHOBAHUU MEIUIIUHCKOTO HU3/IEIHS.

II. ITpomexypsl pErHCTPAIHH U SKCIIEPTH3EI MEAUIIMHCKOI'O H3ACIIAA

21. Jlna peructpaluu MEAULMHCKOIO W3JENus 3asiBUTENb BbIOMpaeT pedepeHTHoe
rocyAapcTBO U KaK MUHUMYM OJJHO F'OCYJIapCTBO MPU3HAHUS.
22. 3agBUTEINb MPEACTABISAET B YIOJHOMOYEHHBIM OpraH (3KCHEPTHYIO OPraHU3AIHUIO)
pedepeHTHOro rocy1apcTBa CIEIyOIUE JOKYMEHTHI:
a) pEruCTPallMOHHOE J0ChE, COJEpKAIllee 3asBJICHUS O PETMCTPAlMU U IKCHEPTH3E, a
TaKXe JOKYMEHTBI 10 IIEPEYHIO COTJIACHO MPUIOKEHHIO Ne 4;
0) KOIUH JOKYMEHTOB, MMOATBEPKIAIOIINX OIUIATy MPOLUEAYP PETUCTPALIMU U SKCIIEPTHU3BI
B pe(pepeHTHOM rOCy1apCTBeE.

23. YNOJHOMOYEHHBIM OpPraHoM (3KCIEPTHOM opraHuszanuei) pedepeHTHOTo
rocy/apcTBa B TeUeHHe 7 pabouux JHEH cO JIHS MOCTYIUIEHUS 3asBJICHUN O perucTpaluuu u
AKCHEPTU3€ U JIOKYMEHTOB, YKa3aHHBIX B NMyHKTe 22 Hactosmux [lpaBui, mpoBoauTcs
IIPOBEPKA MOJHOTHI ¥ JJOCTOBEPHOCTH COAEPKAIIMXCSA B HUX CBECHUM.

24. B ciyyae eciM 3adBJIEHUS O PErUCTPALMU M JKCIEPTU3E MPEACTABIECHBI C
HapylLIeHHeM TpeOOBaHUMN, YCTaHOBJICHHBIX HacTosmMMH [IpaBuiamu, Uiy B HUX yKa3aHbI
HEJOCTOBEPHBIE CBEJICHUS, UM JOKYMEHTHI, YKa3aHHbIE B MyHKTe 22 HacTosmmx [IpaBui,
IIPEACTABJIEHBI HE B MOJHOM 00BEME, YIOJIHOMOYEHHBIM OpPraH (3KCHEPTHAsI OpraHU3aLMs)
pedepeHTHOrO rocyJapcTBa B TeueHHE 7 paboO4yux JIHEW cO JHSA MOCTYIUIEHMS] TaKuX



3asBJICHUW M JOKYMEHTOB YBEIOMIISET 3asBUTENSI O HEOOXOJUMOCTH YCTpaHEHUS
BBISIBJICHHBIX HApYUIEHUN U (WIK) TIPEACTaBICHUS OTCYTCTBYIOIIUX JOKYMEHTOB B TCUCHHUE
30 pabGouux mHEW CO [JHS pa3MENeHUs COOTBETCTBYIOMIETO YBEIOMJICHHS B
UH()OPMAIIMOHHON CHCTEME YIOJHOMOUYEHHOTO OpraHa (PKCIEepTHOM OpraHu3aluM)
pedepeHTHOro TOCy1apcTBa JIMOO CO JHS HANpaBICHUS YBEAOMIICHHS 3asSBUTEIIO CIIOCOOOM,
yKa3aHHBIM B 3asBJICHUSX O PETUCTPALlMU U SKCIEPTU3E.

25. B canyuae ecniu no ucrtedyeHun 30 paOouyux JHEW 3asgBUTENIEM HE YCTPaHEHBI
BBISIBJICHHBIE HapylieHuss W (WIM) HE MPEJCTaBICHbl OTCYTCTBYIOIIHE JOKYMEHTHI,
YIOJIHOMOYEHHBIN OpraH (3KCHEepTHAsi OpraHu3aiys) peepeHTHOro ToCyAapCTBa B TEUEHUE
3 pabouux JHEW MPUHUMAET PEIICHUE O BO3BPATE 3asBUTEIIO 3asBICHUN O PETUCTPAINU H
AKCIIEPTU3E U JOKYMEHTOB C 0O0OCHOBaHHEM MPUYUH BO3BpAaTa.

26. B teuenue 3 pabounx AHEH CO JHSA MPEACTABICHUS 3asBJICHUN O PETUCTPALUU U
HKCIIEPTU3E U IOKYMEHTOB, COOTBETCTBYIOIIMX TpeOoBaHMsIM HacTosmux [IpaBun, a Takxke B
ClIy4ae YCTPaHCHHsS B YCTAHOBJICHHBIN B MyHKTE 24 HacTosmmXx [IpaBuil CpoK BBISBICHHBIX
HapylmieHUH u (WIM) MpeJCTaBICHUS JTOKYMEHTOB, COOTBETCTBYIOUIUX TpeOOBaHUAM
Hactosimux [IpaBui, ymoJIHOMOUEHHBIM opraH (dKCHEpTHas opraHu3aius) peQepeHTHOro
rocyJ1IapcTBa MPUHUMAET PEILICHHE O Hayayle IPOLeayp PErUCTPAIUU U SKCIIEPTU3BL, a TAKKE
pa3MeniaeT B CBOE€M HMHPOPMAIMOHHOM CHUCTEME PErUCTPAlMOHHOE JI0ChE, COJEpIKallee
3asIBJIEHUS O PETHCTPALUU U IKCIIEPTHU3E.

27. IlpoBeneHne FKCIepTU3bl BKIIIOYAET B ce0s1 (€CIM MPUMEHUMO):
a) OLICHKY MPaBUJIbHOCTU OTHECEHUS U3JIENUS K MEUIIUHCKUM U3JEIUSIM;

0) OLIEHKY COOTBETCTBHSI yKAa3aHHOI'O 3asBUTENIEM Kjacca MOTEHIMAIbHOTO PHUCKa
NPUMEHEHUSI MEJULHUHCKOIO W3JeNus B COOTBEeTCTBUU C IIpaBuiamu kiaccupukanuu
MEIULUMHCKUX HW3JEIHil B 3aBUCHUMOCTH OT MOTEHIMAIBHOIO pPHUCKAa MPUMEHEHHS,
yTBepkaeHHbIMU Pemennem Komternn EBpa3zuiickol S5KOHOMHYECKOM KOMHMCCHH OT 22
nekadbps 2015 r. Ne 173;

B) OIICHKY MPaBUJIBHOCTHU OTHECEHHUS MEIUIIMHCKOTO u3Aenus (Mojeiel (Mapok)
MEIULUHCKOTO M3/IeNusl) K ONPEACIIEHHOMY BU1Y MEIULMHCKUX U3AEIIUA B COOTBETCTBHH C
HOMEHKJIATYPON MEIULIMHCKUX U3JEIUH, TPaBUIa BEAECHNUS KOTOPOW YTBEPKICHBI PemenueM
Konnerun EBpazuiickoil 5koHOMUYeCKON kKoMuccuu ot 29 nekadps 2015 r. Ne 177;

') OILIECHKY COOTBETCTBHUS Mojieliel (MapoK) MEIUIIMHCKOTO M37enus (IIpU HaAJTUYUN),
BKJIIOYAEMbIX B OJHO PErUCTPAlMOHHOE YJIOCTOBEpPEHUE, KPUTEPHUSAM, yCTAHOBIECHHBIM
nyHKTOM 19 HacTosimux [Ipasu;

J1) aHaJu3 U OLEHKY J0Ka3aTelIbHbIX JTOKYMEHTOB (MaTE€pHaIoB), MOATBEPKAAIOIINX
COOTBETCTBHE MEIUIIMHCKOTO m3eust OOmuM TpeOOBaHUSIM, BKIIOYAIOITUE B CEOI:

aHaJIu3 NPEACTABICHHBIX MPOU3BOJIUTENIEM CBEICHUN O COOTBETCTBUU MEIUIMHCKOTO
m3aenust OOmuM TpeOOBaHUSM, B TOM YHCJIE aHAN3 MPAaBWIHLHOCTH HICHTH(UKAIIUN
nosioxkeHuit O01ux TpedboBaHUM, MPUMEHUMBIX K MEIUIIUHCKOMY H3/IEIHIO;



OIIGHKY COOTBETCTBHSI MPOTOKOJIOB TEXHUYECKUX HCIBITAHUN, BBIJIAHHBIX
YIOJITHOMOYEHHBIMU OpTraHu3anusaMu, [IpaBunam MpoBeneHUS TEXHUYECKUX HCITBITAHUHA
MEIUILIMHCKUX U3ICINM;

OIIEHKY COOTBETCTBHS MPOTOKOJOB HUCCIEAOBAHUN (UCHBITAHUI) C 1LIEJIBIO OIICHKHU
OMOJIOTHYECKOTO JCHCTBUS MEIUIIMHCKUX W3ACNHH, BBIAHHBIX YIOJTHOMOYCHHBIMU
opranuzanusamu, [IpaBunam npoBeneHHs] MCCIENOBAHUM (UCTIBITAHUI) C IEIBI0 OIEHKH
OMOJOTrUYECKOr0 JCHUCTBUS MEAUITMHCKUX U3ICTINM;

aHaJIW3 OTYeTa MO OIEHKE OWOJOTHYECKOrO JEHCTBHUS MEIUIMHCKOTO Hu3aenus (
MPOBOAUTCS B TOM YHCJIE ISl MOJATBEPKICHUS TOTO, UTO MaTepHUabl, BXOASIINE B KOHTAKT (
B3aWMOJICCTBYIOIINE) C TKAHSAMH YeJOBEKa, HACHTUPUIUPOBAHBI (yKa3aHbl MapKH
MaTepUaioB U UX U3TOTOBUTENN), @ TAKXKE JJIs MOITBEPKICHUSI 000CHOBAHHOCTU OTCYTCTBUS
HEO0OXOMMOCTH TTPOBEACHHS UCCIICIOBAHNH (MCTIBITAHUI) C TIETBI0 OIIEHKA OMOJIOTHYECKOTO
NEHCTBUSA);

aHallu3 OTYETa O KJIMHUYECKOM J0Ka3aTeibCTBE 3(PHEKTUBHOCTH M OE30MaCHOCTH
MEJIUIMHCKOTO H3JeNus (MPOBOIUTCS Jisl TOATBEPKACHUS OOOCHOBAHHOCTH BBIOOpA
METOJIOB J10Ka3aTelbCTBa KIMHUYECKOU 3((PEKTUBHOCTU M OE30MACHOCTH MEIUIIMHCKOTO
W3JCNNs, BaTUIHOCTH JIaHHBIX, HCIOJIb3yEMBIX JJI1 J0Ka3aTelIbCTBA KIMHUYECKON
adexTuBHOCTH M 0€30MaCHOCTU MEIUIIMHCKOTO H3JEeIus, a TakKe OO0OOCHOBAaHHOCTH
3aKITIOYCHHUST O KIMHUYECKOW 3(h(HEKTUBHOCTH U OE30MACHOCTH IS BCEX 3asBICHHBIX
MOKa3aHUM K MPUMEHEHHIO C YYETOM HAJIMYUS WIM OTCYTCTBHUS IPOTUBOIIOKA3aHUI);

OLICHKY COOTBETCTBHUSI OTYETOB O KIIMHUYECKUX (KJIMHUKO-1a00PATOPHBIX) UCTIBITAHUSIX (
UCCIIEIOBAHUAX) MEIUUMHCKUX wu3Aenui IlpaBuiiam mnpoBeaeHUS KIMHUYECKUX U
KJIIMHUKO-J1a00PaTOPHBIX UCIIBITAHUN (MCCIIEIOBAHUM ) MEAUITUHCKUX U3JIETUH;

aHaIM3 BaJUJAHOCTHU JOKA3aTEIbCTB MEPBO CTOPOHBI (TIPU HATTMYMH) JIJISl TTOATBEPIKIACHUS
COOTBETCTBUS MeAULIMHCKOTO wu3aenus OOmuM TpeOOBaHUSAM C Y4yeTOM KJacca
MOTEHITUATBHOTO PUCKA MIPUMEHEHUS MEIUIIMHCKOTO U3Nenus (AJI1 MEIUIIMHCKUX U3eTUi
KJIACCOB MOTEHIIUAJIBHOTO pUCKa MpuMeHeHus 20 U 3 K JoKa3aTelbCTBAM MEPBOM CTOPOHBI
JIOJKHBI TIPUIIATATHCS TIPOrpaMMa UCTIBITAHUHN (MCCIIeIOBaHU) U 000OCHOBAaHUE BHIOPAHHBIX
METOJIOB);

aHAJIN3 CTAHJAPTOB, MPUMEHSEMBIX MPOU3BOJAUTENIEM MPU MPOCKTUPOBAHUU U
IPOU3BOJICTBE MEIUIIMHCKOTO U3JIEIIHS;

aHanu3 0e30MacHOCTH U 3(PPEKTUBHOCTU JEKAPCTBEHHOTO CPEACTBA B COCTaBE
MEJIUIIMHCKOTO HW3JIENUsl, €ro BIMUSHUS Ha (YHKIIMOHAIBHOCTh MEIMIIMHCKOTO H3ICIHS,
COBMECTUMOCTH JIEKAPCTBEHHOTO CPEJICTBA C MEIUIIMHCKUM H3JCIHEM (32 HCKIIOUYEHUEM
METUITMHCKUX U3EIUI JUTsl TUAaTHOCTUKH in Vitro). JlekapcTBEeHHOE CPEICTBO JOHKHO OBITh
3apEeTUCTPUPOBAHHBIM M PA3pPEIICHHBIM K MPUMEHEHHIO B TOCYAapCcTBE — MPOU3BOJUTENIE
JIEKapCTBEHHOI'O CPEJICTBRA;

aHaJIU3 JIAaHHBIX O OMOJOTUYECKOW 0€30MacCHOCTH MEIUIIMHCKOTO U3JeNHs Ha OCHOBE
aHajiM3a BCEX MATepHUalOB >KUBOTHOTO WJIM YEJIOBEUECKOTO MPOUCXOXKICHHUS, BXOJAIINX B



MEUITMHCKOE U3/ieNne, nH(popMaIuu o moadope KCTOYHUKOB (JOHOPOB), OTOOpe Marepuaa,
MPOIIECCUHTE, XPAaHCHWUHU, TCCTUPOBAHUH, BAITMIAIIMU IMPOIEAYP TECTUPOBAHUS, a TAKKE
oOpaleHnu ¢ TKaHSIMH, KIETKaMH, CYOCTaHIIUSMH >XMUBOTHOTO HJIM YEJIOBEYECKOTO
IIPOUCXOXKICHUS, KyIbTYpaMHU MUKPOOPTaHU3MOB U BUPYCOB;

aHAJIN3 MPOIETYPHl U METOJOB CTEPUIIU3ANNN MEIUIIMHCKOTO WU3CNIHs, MAaTEPUATIOB,
000OCHOBBIBAIOIIMX CMOCOO CTEpUIIU3AINH, MPEIaraéMblX METOJ0B KOHTPOJS KayecTBa U
OTIPEJICIICHHS] OCTATKOB CTEPUIIM3YIONIETO BEMIECTBA PHU MPUMEHEHUH XUMHUYECKOTO CIIocoba
CTEpUITU3AIINH;

W3Yy4YeHHE BAJTUAHOCTH MIPOTPAMMHOTO 00€CIIeUeHHsI Ha OCHOBE aHalM3a JAaHHBIX O €T0
BepudUKaAIlUM W BaJuJallMM, B TOM 4YHUCJe WHPOpManuu O ero paszpaboTke, Mepax H
CpEACTBAax 3allUThl OT HECAHKIIMOHUPOBAHHOTO JOCTYyMa U 00ecriedyeHn KuoepOe30acHOCTH
, TECTUPOBAHUU TIPOM3BOJIUTEIIEM, TAHHBIX 00 UACHTU(DUKAIINY U MAPKUPOBKE;

aHaJIM3 OTYeTa O CTAOUILHOCTH MEIUIIMHCKOTO U3JIeusl, 000CHOBAHHOCTH 3asiBIIEHHOTO
CpOKa XpaHCHMUS;

paccMOTpPEHUE OTYeTa MO aHAIU3y PUCKOB B IEISAX MOATBEPKICHHUS TMOITHOTHI
UJICHTU(PUIIUPOBAHHBIX B TAaKOM OTYETE OMACHOCTEHW, OMAaCHBIX CHTyalud W
COOTBETCTBYIOIIUX PUCKOB, KOTOPhIE MOTYT OBITh OIICHEHBI KaK HEJOMYCTHMBIC, a TAKKe
MTOATBEPKICHUS 3aKTIOUEHHUS MMPOU3BOIUTENS 00 OTCYTCTBHHM HEJIOMYCTHMBIX PHCKOB JIHOO
JIOTTYCTUMOCTH PUCKOB, KOTOPBIE B OTYETE 110 aHAIN3Y PUCKOB OIICHEHBI KaK MpUeMIIeMbIe Ha
OCHOBE aHaJIM3a COOTHOIIEHUS "pUCK — IOJb3a";

MOATBEPK/ICHNE HAa OCHOBAHWUHW TMPEJCTABICHHBIX OKA3aTEIbHBIX MaTepHUaAIoB (
JIOKYMEHTOB) OOOCHOBAaHHOCTH pe3yJibTaTa OLEHKU MPOU3BOJAMUTENS O COOTBETCTBUU
MEIUUUHCKOro n3aenus O0mmm TpedoBaHusAM;

OILIEHKY COOTBETCTBHUS SKCILTYaTAIIMOHHOTO IOKYMEHTA WJIM UHCTPYKIIUHU 10 TPUMEHEHHIO
, PYKOBO/JICTBA MO CEpBUCHOMY OOcCTykuBaHui0 OOIUM TpeOOBAHUSIM;

OIICHKY COOTBETCTBUS MAPKUPOBKH MEIUIIMHCKOTO u3aenus O0mumM TpeOOBaHMSIM;

aHaJM3 TPeOOBAHUH K TEXHUYECKUM XapaKTCPUCTUKAM MEIUIIMHCKOTO U3ICITHS;

OIICHKY JIOKYMEHTOB, TIOJITBEPKAAIOIINX PE3YIbTAThI UCIIBITAHUN METUIIMHCKUX U3JIEITHIA
B LEJSAX YTBEPXKIEHHUS TUIA CPEACTB U3MEPEHHUI (B OTHOIICHUU MEIUIMHCKUX H3ICIHM,
BKJIFOYCHHBIX B TIEPEUYCHDb BUJIOB MEIUIIMHCKUX H3ICIHM, MOIICKANUX OTHECCHUIO TPU UX
pEerucTpaiuu K cpecTBaM U3MEpEeHui);

€) aHaJiu3 OTYETOB O pe3yJbTaTaX WHCICKTHUPOBAHHS MPOU3BOACTBA MEIUIIMHCKOTO

uznenus (IPOBOJIUTCS B LENSAX MOATBEPXKICHUSI COOTBETCTBUSI 3asBISIEMOT0 MEIUIIMHCKOTO
u3enus rpymme (MOATPyNIe) MEAUIMHCKUX U3JICITUH C YY4EeTOM Kjacca MOTCHIIHATBHOTO
pUCKa TIPUMEHEHUS COTJIacHO mpuiiokeHnio Ne 2 k TpeboBaHUsIM K CUCTEME MEHETKMEHTA
KauecTBa, a TaKXe IMOJATBEPXKACHUS JOCTOBEPHOCTH HHGPOpMalMu 00 YyKa3aHHBIX B
3asBICHUSX O PETUCTPAIlUU U IKCIEPTU3E MPOU3BOJCTBEHHBIX IUIONIAAKAX, HA KOTOPHIC
pacrpocTpaHsieTcsl JeCTBUE OTuYeTa O pe3yjbTaTax WHCIEKTHUPOBAHHUS IPOU3BOJICTBA
MEIUITMHCKOTO U3/ICIINS);



) aHAJIU3 JAHHBIX O CEPTU(DUKAIIMN CUCTEMbI MEHEPKMEHTA KadecTBa (TIpU HAJIMYWH), B
TOM 4uclie TpeOoBaHWH, Ha COOTBETCTBUE KOTOPHIM cepTUUIIMPOBAHA CHCTEMa
MEHEKMEHTA KauyeCTBa MIPOU3BOIUTENS, U CBEJICHUN 0 cepTudukaTax (HoMep, JaTa BbIIa4yH,
CpPOK JeicTBUsl cepTu(PukaTa, HAUMEHOBAHME U CBEJICHUSA 00 aKKpeIUTaIlMd OpraHa Iio
cepTuUKaLnn);

3) TMOATBEPKJIEHHUE OOOCHOBAHHOCTH YKa3aHUsI MPOU3BOIACTBEHHBIX IJIOMIAT0K
PETUCTPUPYEMOTO MEAUITUHCKOTO U3IEIIHS;

M) aHAJIW3 JaHHBIX O Pa3pabOTKe W MPOU3BOJCTBE MEIUIIMHCKOTO HU3ICIHS (CXEMbI
MPOIECCOB MPOU3BOACTBA, MH(MOPMAIIMS 00 OCHOBHBIX CTaJUSIX MPOU3BOJCTBA, YITAaKOBKH,
UCIIBITAHUM U O MIPOIIEAYPE BBITYCKAa KOHEYHOTO MPOAYKTA);

K) aHaJIU3 MPEACTaBICHHON TPOU3BOIUTENIEM HH(POPMAITUK O MAPKETUHTE;

J) aHAJIN3 MPECTABICHHBIX TPOU3BOJIUTENIEM CBEJACHUN O HATMYNHU WU 00 OTCYTCTBHH
COOOIIEHUM O HEXeNaTeNbHBIX COOBITUSX W (WJIM) HECUACTHBIX CIIyyasX, CBSI3aHHBIX C
MCIOJIb30BAaHUEM MEIMIIMHCKOTO HW3JENUs, OT3bIBaX C PhIHKA MEIMIIMHCKOTO HW3ACIus,
yBEJOMJICHUN MO 0€30MacCHOCTH MEIUIIMHCKOTO H3JEusl, MOJIXO0J0B K PEIICHUI0 TaKUX
npoOjieM TPOU3BOAUTENEM TMPU HMX BO3ZHUKHOBEHUM, OMUCAHUS MPEINPUHSITHIX
KOPPEKTUPYIOUIMX JEUCTBUM, a TAK)KE aHAJIU3 COOTHOIICHHUS YPOBHS MPOJIaXK, KOJIHMYECTBA
HECUYACTHBIX CJIy4aeB U OT3BIBOB METUIIMHCKOTO U3CIHS U3 00paIlleHUS;

M) aHaju3 MaHa cOopa JaHHBIX MO 0€30MacHOCTH U dDPEKTUBHOCTH METUITUHCKOTO
U3JIEHS Ha MOCTIIPOJIAYXKHOM 3Tarle.

28. IIpu mpoBeieHNH SKCIIEPTU3BI B CITy4ae HEJOCTATOYHOCTH MAaTEPUAIIOB U CBEICHUN,
CONEpKAIMXCA B 3aABJICHUAX O PETUCTPAlMd M DOKCHEpTH3e U JOKYMEHTax
PETUCTPAIMOHHOTO J10ChE, I MPUHATHUS PEIICHHS O Hayaje MPOBEJACHUS NHCIIEKTUPOBAHUS
MPOU3BOJICTBA (MPU HEOOXOJAMMOCTHU €0 MPOBENCHUS) WIH JJISI TOATOTOBKU IKCIIEPTHOTO
3aKJII0UYeHUsT (MpU  OTCYTCTBUM HEOOXOJMMOCTH TMPOBEACHUS HUHCIEKTUPOBAHUS
MPOM3BOJICTBA) YIOJHOMOYEHHBI OpraH (dPKCIepTHas opraHuzainus) pedepeHTHOTo
rocyJapcTBa HampaBiseT 3asBUTENI0 COOTBETCTBYIOIIMI 3ampoc (C yKa3aHHEM Xapakrepa
3aMeYaHui W CIOCOOOB WX YCTpaHEHUs). 3ampoc HAMPABISETCS OJHOKPATHO CIOCOOOM,
YKa3aHHBIM B 3asBJICHUSX O PETUCTPAIUU U DKCIIEPTHU3E.

3asBuTENb 00sA3aH NPEICTABUTh OTBET HA 3ampoc B TeueHue 60 pabouux IHEW co AHS €ero
nosiydeHus. B ciiydae HempeacTaBiIeHUs! YKa3aHHOTO OTBETA B CPOK YIIOJTHOMOYEHHBIN OpraH
(PKcmepTHAsI OpraHu3aliysi) TPUHUMAET PEIICHUE OTHOCUTEILHO BO3MOXKHOCTH PErUCTpaIlun
MEJIUIIMHCKOTO U3l HA OCHOBAHUH JIOKYMEHTOB, UMEIOIIHNXCS B €r0 PACIIOPSIKEHUU.

[Ipu BBIABICHUU YIIOJITHOMOUYEHHBIM OPTaHOM (IKCIIEPTHOM opraHu3anueit) pepepeHTHoro
rocyJ1IapcTBa B MPECTABICHHBIX 3asIBUTEJIEM B OTBET HA 3aMPOC JOKYMEHTaX HEJOCTOBEPHBIX
JAHHBIX WM JOKYMEHTOB, COCTABJIEHHBIX UM COJAEPK AIIUX TEKCT Ha MHOCTPAHHOM SI3bIKE
0e3 3aBEepeHHOr0 B YCTAHOBJICHHOM 3aKOHOJATEIHCTBOM pedepeHTHOro TocyAapcTBa
NOpsAJIKE TIEPEeBO/Ia Ha PYCCKUM S3bIK, YIIOJTHOMOYEHHBIN opraH (3KCIepTHasi OpraHu3aius) B
TeueHue 2 pabouux AHEH CO JHA TMOJYYEHHS TaKUX JOKYMEHTOB BpPYYaeT 3asBUTEIIIO



CHOCcOOOM, yKa3aHHBIM B 3asBJIICHUSX O PETUCTpAIMU U HKCIEPTH3E, PEIIeHHUE O BO3BpAaTe
YKa3aHHBIX IOKYMEHTOB ¢ 00OCHOBAHHEM MPUYHMH BO3BpATa U COOOILEHUEM O BO3MOKHOCTH
MOBTOPHOTO MPEJCTABICHUS 3asBUTEIEM JOKYMEHTOB /10 MCTEUYECHUS yKa3aHHOTo B ab3alle
BTOPOM HAaCTOSIIIETO MMyHKTa CPOKa.

29. YoiHOMOYEHHBIN OpraH (SKCIepTHas opraHu3aius) peepeHTHOTO rocyaapcTBa B
TedeHue 45 pabouux JHEN co JHS MPUHATUS UM PEUIEHMs] O Hayaje NMpoLeayp PErUCTpaluu 1
AKCHEPTU3Bl MEAULUHCKOTO M3JeNus OQOpPMIISET 3KCIEPTHOE 3aKIOYEHHE COTJIACHO
npuioxkeHuto Ne 5 nubo B ciyyae HEOOXOJMMOCTH MPOBEACHUS HHCHEKTHPOBAHUS
IIPOM3BOJICTBA MPUHUMAET PELIEHUE O HAYAJIE IPOBEACHUSA HHCIIEKTUPOBAHUS MPONU3BOICTBA
(Ipu ycnoBUM OTCYTCTBHSA 3aMEUaHUW K JOKYMEHTaM, COAEPKAIIMMCS B MPEICTABICHHOM
J0ChE, WIM YCTPAHEHHUS 3aMe4YaHUM, yKa3aHHBIX B 3alpoce) U YBEIOMIISET 3asBUTENS O
IIPUHATOM PELIEHUH ITyTEM HaAIlpaBJICHUS YBEAOMIIEHUS CIIOCOOOM, yKa3aHHBIM B 3asIBICHUSIX
O PErHCTPALUU U DKCIIEPTHU3E.

30. Ilpy npuHATHM pEUICHUS O Haydajle HWHCHEKTUPOBAHUA NPOU3BOJCTBA
YIOJHOMOYEHHBIM OpraHoM (SKCHEPTHOM opraHusanueil) pedepeHTHOro rocyaapcraa
MHCIIEKTUPYIOIIAsi OpraHu3anus pedepeHTHOro rocy1apcTBa MpPOBOJAUT WHCIEKTUPOBAHUE
MIPOU3BOJICTBA B COOTBETCTBUU ¢ TpebOBaHUAMHU K cHCTeMEe MEeHeIKMeHTa kauecTBa. Cpok
OpraHU3alMy U NPOBEAECHUA MHCIEKTUPOBAHUS MPOU3BOJCTBA HE JOJKEH B COBOKYITHOCTH
npeBbimaTh 90 pabounx AHEN co AHS MPUHATHS YHOJIHOMOYEHHBIM OPraHOM (KCHEPTHOM
OpraHM3alMen) peleHus 0 Hadyajae NHCIIEKTUPOBAHUS ITPOU3BOJICTBA.

31. Ortuer o pe3yabTarax WHCHEKTUPOBAHHS IPOU3BOACTBA HANPABISETCS
MHCIIEKTUPYIOIIEH OpraHu3alyeil B YIIOJTHOMOYEHHBIN OpraH (3KCHEPTHYIO OpraHU3aluIo)
pedepeHTHOro rocyJapcTBa JJisl BKIIOYEHUS B PETHMCTPALMOHHOE JOChE M 3asBUTEIIO IO
MOYTE 3aKa3HbIM IOYTOBBIM OTIPABIECHUEM C YBEJAOMJIEHHEM O BpydeHHUHU JIUOO B dopme
AIIEKTPOHHOTO JOKYMEHTA, MOAIMUCAHHOTO 3JIEKTPOHHOU MOANUCKHIO, B TeUeHue 15 pabounx
IHEN CO JHS 3aBEpILICHUs MHCIEKTUPOBAaHUS Mpou3BojacTBa. IIpu 3ToM B citydyae eciau 1o
UTOraM MHCIIEKTUPOBAHMS MPOU3BOJCTBA BBISIBJIECHBI HECOOTBETCTBUS, OTUET O PE3yJbTaTax
WHCIIEKTUPOBAHMSI IPOU3BOJICTBA, JOIOJIHEHHBIA CBEIEHUSAMH 00 YCTPaHEHUU BBISIBICHHBIX
HECOOTBETCTBUI, HANPABIIAECTCS MHCIIEKTUPYIOIIEH OpraHu3alueil B yIIOJTHOMOYEHHBIA OpraH
(3KCHEPTHYIO OpraHu3aluio) pehepeHTHOro rocyAapcTBa B TeueHue 15 pabounx qHel nocie
HOJyYEHUs OT 3asBUTENS CBEACHUN 00 yCTpaHEHUN HECOOTBETCTBUM MO0 CO JHS UCTEUEHMUS
CPOKa, YCTAHOBJIEHHOTO JUISI UX YCTPAHEHHUS.

B ciydae ecnum mo MTOraM HWHCHEKTUPOBAHHS IPOU3BOJCTBA B JIOKYMEHTHI
PETUCTPALIMOHHOIO JOChE Ha PErUCTPUPYEMOE MENAMIIMHCKOE M3/EINE BHECEHB N3MEHEHUS,
Takhe JOKYMEHTHI, 0()OpMIICHHBIE B COOTBETCTBUU C MpuioxkeHueM Ne 4, HanpaBsiOTCS
MHCIIEKTUPYIOLEH OpraHu3alyell B yIOJIHOMOYEHHBIN opraH (3KCHEPTHYIO OPraHU3alLMIo)
pedepeHTHOro rocyAapCcTBa.

32. YnonHOMOYEHHBIN OpraH (3KCIEepTHAsi OpraHu3anusi) peepeHTHOro rocy1apcTaa B
TeyeHue 15 paboumx IHEW co AHSA MOJYYEHHUs OT4YeTa O pe3yJibTaTaX MHCHEKTHPOBAHMS



MIPOU3BOJCTBA OPOPMIISIET IKCIIEPTHOE 3aKIIOYEHUE B COOTBETCTBUU € MpuiiokeHrueMm Ne 5 k
HacroamwmM [IpaBunam.

33. BeIBOfIBI, COIepKAIIMECS B IKCIIEPTHOM 3aKJIFOYCHHH, IOJDKHBI OBITh OJHO3HAYHBIMU
Y TIOHSITHBIMU.

34. OcHOBaHMSIMH JJIsl BBIHECEHUS YIOJIHOMOYEHHBIM OPraHOM (3KCHEPTHOU
opranm3aiuei) peepeHTHOro TrocyJapcTBa 3aK/IOYeHHUS 00 OTKa3ze B PETrUCTpaIuu
MEIUIUHCKOTO U3/1ENUs SABIISIOTCS:

a) HEMOATBEPKJEHHE COOTBETCTBYIOIIMMH MaTepUalaMU M CBEICHHUSIMH,
COJICPKAIIMMHUCS B PETUCTPAIIMOHHOM JIOChe, KauecTBa, U (win) 3hPpekTuBHOCTH, U (UJIN)
0e301aCHOCTH MEIHMIIMHCKOTO H3JIENIH;

0) mpeBbIIIEHHE pUCKA NMPUUYUHEHUS Bpela 3J0POBBIO IpakAaH U MEIUIMHCKHUX
pabOTHUKOB BCJIEJICTBUE MPUMEHEHUS MEAMIIMHCKOTO M3Jeius HaJ d()(PEKTUBHOCTHIO €ro
PUMEHEHHUS;

B) BBISIBJIICHHE MPU OCYIIECTBICHUH YIOJHOMOYEHHBIMU OpraHaMu TOCyAapCTBEHHOTO
KOHTpOJIA (Haa30pa) 3a oOpalieHueM MEAUIIMHCKUX U3/IeTUi HEeIOCTOBEPHBIX JaHHBIX 00
3¢ (PEeKTUBHOCTU U OE30MaCHOCTH MEAMIIMHCKOIO M3/ENUs U UX HECOOTBETCTBUE JAHHBIM O
MEIULUHCKOM H3JI€JINH, COAEPKAIMMCS B IOKYMEHTaX PErUCTPALIMOHHOTO JOCHE.

35. B ciyuae ecnu 3KCHEPTHOE 3aKJIIOUEHHE OTHOCUTEIBHO BO3MOYKHOCTH PErHCTpalliU
MEJIUIIMHCKOTO HU3JEIUs SIBJIAETCS OTPULIATEIILHBIM, YIIOJTHOMOYEHHBIN Oprad (’KcuepTHas
opranu3anus) B TeueHue 10 pabouux nHeu co aHs odopmiieHuUs (MOJTyUEeHHs) SKCIIEPTHOTO
3aKJTI0YCHHUS] TPUHUMAET pelieHrue 00 OTKa3e B PEerucTpaluyd MEIUIMHCKOTO HW3Aeus,
o(OpMIISIET U BBIJIAET 3aABUTENIO CIIOCOOOM, YKAa3aHHBIM B 3asBJICHUSIX O PETUCTpPALUU U
AKCIEpPTHU3E, YBEAOMIEHHME 00 OTKa3e B PETUCTPAlMM MEIULMHCKOTO U3AENus C
000CHOBAaHHMEM NPHUYMH OTKAa3a M MPWIOKEHUEM K HEMY KOMHHU JKCIEPTHOTO 3aKIHOYCHUS
YIIOJTHOMOUYEHHOTO OpraHa (3KCIEepTHON OpraHu3aiuu) peepeHTHOro rocyapcTaa.

36. B ciyuae eciu 3KCHEPTHOE 3aKJIFOYEHHE OTHOCUTEIBHO BO3MOYKHOCTH PETHCTPALUN
MEJIUIMHCKOTO U3JENHS SBISETCA MOJOKUTEIbHBIM, YIIOTHOMOYEHHBIN Oprad (3KCrepTHast
opraHu3zanus) pe)epeHTHOro rocy1apcTBa B T€UeHHE 5 pabouux JHEN co AHS 0(hOpPMIICHUS
HKCIIEPTHOTO 3aKIIOYEHUS pa3MellaeT B CBoe MHPOPMAIIMOHHON CUCTEME PErUCTPaAllUOHHOE
JOChE€ MU 3TO SKCIEPTHOE 3aKIIOYEHHE M YBEIOMJISET 3asBUTENSI O HEOOXOIUMOCTH
IpeACTaBICHUs KOMUM JOKYMEHTOB 00 OIulaTe MPOIEAyphl COrIacOBaHUS IKCIEPTHOTO
3aKJII0YEHUS B rOCyIapcTBe (TocyAapcTBax) Npu3HaHus B TeueHue 30 KaJeHJapHbIX AHEH co
JTHSI HAIIPABJICHUS] TAKOTO YBEJIOMIICHUS 3asIBUTEIIO0 CIIOCOOOM, YKa3aHHBIM B 3asBJICHHSIX O
pErucTpaluu U SKCIEepTU3e.

37. 3adBUTENb YBEJOMJIISIET YIIOJHOMOYEHHBIE OpraHbl (IKCHEPTHBIE OpPraHU3aLIMM)
pedepeHTHOTO rocyJapcTBa U rocyaapcTna (TocyAapcTB) MpU3HaHUs 00 OIiaTe MpoLeayp
COTJIACOBAHMS B CPOK, YCTAHOBJICHHBIN ITyHKTOM 36 HacTosmux [Ipasui.

38. CoriacoBaHue 3KCIEPTHOTO 3aKIIOUCHHS SIBJSETCS OCHOBAHHMEM JIJIsi TIPUHSATHUS
pELIEHHS O PErUCTPALIMH MEIUIIMHCKOTO U3/IETUsl B TOCYIapCTBE MPU3HAHUS U O(hopMIIsieTCs



YIIOJIHOMOYEHHBIM OpraHOM (IKCIEPTHOM OpraHu3aiueii) rocyiapcTsa npusHaHusi B popme
3aKJIIOYEHUS O TOJITBEPKACHUM COINIaCOBaHUs (HECOTIACOBaHUs) SKCIEPTHOIO 3aKIIOYEHUS
corjiacHo mpuiioxkeHuto Ne 6 (manee — MOATBEPKIAECHUE COTJacoBaHUsA (HECOTJIACOBAHUS)
AKCIIEPTHOTO 3aKJIIOUEHHUS).

39. CornacoBaHue 3KCIIEPTHOrO 3aKIIOYEHUS YIIOJHOMOUYEHHBIM OPIaHOM (3KCIIEPTHOM
opraHu3aleil) rocyJapcTBa MpU3HaHUs OCYIIECTBISIETCA B COOTBETCTBUM ¢ pazzaenom [II
Hactosimux [IpaBuo.

40. ITpu ycnoBUU OTCYTCTBHUSI PAa3HOINIACHN MEXIy peQepeHTHBIM TrOCyIapCTBOM U
rocyJapcTBOM (roCyJapcTBaMu) MPU3HAHUSA B OTHOIIEHUM COIJIACOBAHUS 3KCIEPTHOIO
3aKJIIOYCHUS YMOJHOMOUYCHHBIM Oprad (dKcmepTHas oOpraHu3amnusi) pedepeHTHOro
rocyAapcTBa:

a) B Teuenne 10 pabounx aHEH cO AHS MOJYyYEHHUS OT BCEX YIMOJHOMOYEHHBIX OPraHoB (
AKCHEPTHBIX OpraHMu3alMil) TOCYIapCTB NpPU3HAHUS TOATBEPXKICHUS COTJIACOBAHUS
AKCIEPTHOrO 3aKJIIOUYEHUs JMOO €O [HS MCTEYEHHS CpPOKa, YCTAHOBJIEHHOIO JJis
IpeIOCTaBICHUS TOCYAapCTBAMH MPU3HAHUS YKA3aHHOTO MOATBEPKACHUS (TPU YCIIOBUHU, YTO
3asiBUTENIEM OBUIM MPEJICTABICHBI B YIIOJHOMOUYEHHBIH OpPraH (3KCHEPTHYIO OpraHU3aluIo)
pedepeHTHOr0 TOCyAapcTBa KOMHMHM JOKYMEHTOB 00 OIIaTe MpOLEIypbl COTJIacoBaHUS
AKCIEPTHOTO 3aKJIOUEHHS] B TOCyAapcTBax MPU3HAHUSA U NEPEBOAOB SKCIUTYyaTAIMOHHOTO
JOKYMEHTA WM UHCTPYKIMHU O MPUMEHEHUIO MEIUIIMHCKOTO W3JAENHs, PYKOBOJCTBA IO
CEpPBUCHOMY OOCITY’KMBAHHIO U TEKCTa MApPKUPOBKHU Ha TOCYJIAPCTBEHHBIE SI3bIKH TOCYIAPCTB
Mpu3HaHus (OpU HEOOXOJUMOCTH)), IPUHUMAET PEUICHHE O PETUCTPALUN MEIUIIMHCKOTO
U3JIETUSl U pa3MellaeT B €AMHOM PEEeCcTpe MEIUIMHCKUX U3JIeTUH, 3apEeruCTPUPOBAHHBIX B
pamkax Coro3a, CBEJAEHHUsS O MEIMIIMHCKOM W3JeNuH, NpenycMoTrpeHHsie Ilopsakom
dhopmMupoBaHUs U BeJAeHUI HHPOPMAITMOHHON CUCTEMBI;

0) B Teuenue 10 pabounx JHEH CO JHS MPUHATHUS PEILICHUS O PETUCTPAIIMU MEAULIMHCKOTO
u3zienus ohopMIISIET U BbIIAET 3aABUTEIIO CIOCOOOM, YKa3aHHBIM B 3asBJIEHUU O IPOBEICHUU
pPErUCTpallMi MEIUIIMHCKOTO U3JIENHs, PETUCTPALIMOHHOE YIOCTOBEPEHHUE U MPUIIOKEHHUE K
HEMY.

41. HecormnacoBaHue 3KCIEPTHOTO 3aKIOYEHUST YIIOJIHOMOYEHHOTO opraHa (3KCIepTHOM
OopraHu3aiuu) pe@epeHTHOro rocy1apcTsa B OJHOM M3 TOCYJAapCTB NMPU3HAHUS SIBISETCS
OCHOBaHUEM /I OTKa3a B PETUCTPAlMd MEAUIIMHCKOTO H3JACNHS Ha TEPPUTOPHUH HTOTO
rocyaapcTBa npu3HaHUsl.

42. B ciydae Hanuyus rocyaapcTBa (TOCylapCTB) MPU3HAHUA, YIIOJHOMOYEHHBIM
OpraHoM (SKCHEPTHOW OpraHU3aIMeil) KOTOPOro 3KCIEPTHOE 3aKII0UYEHHUE HE COTJIacOBaHO,
YIOJHOMOYEHHBIN opraH (3KCHepTHas opraHu3alus) peepeHTHOro rocy1apcTBa B T€UCHHE
10 pabGouux nHEW cO OHA MOJYy4YEHHUS OT BCEX YIMOJIHOMOYEHHBIX OPraHOB (SKCHEPTHBIX
OpraHu3aluil) rocyl1apcTB NMPU3HAHUS MOATBEPKIAEHUS COTJACOBaHUs (HECOIJIACOBAHMS)
HKCIEPTHOTO 3aKJIIOUEHUs JUOO CO JHS MCTEUEHHS CpPOKa, YCTAHOBJIEHHOIO JIJis
MIPEI0CTABIIEHUS FOCYJapCTBaMU IPU3HAHUS YKa3aHHOTO NOATBEPKACHUS (TIPU YCIOBHH, YTO



3asiBUTENIEM OBbLUIM TMPEJICTABICHBI B YIIOJHOMOUYCHHBIH OpraH (9KCHEPTHYIO OpraHU3aIUIO)
pedepeHTHOro TrocyJapcTBa KONMUU JIOKYMEHTOB 00 OIUlaTe MpOLENypbl COrIacOBaHUS
AKCIEPTHOTO 3aKJIIOYEHHUS] B TOCY/IApCTBAX MPU3HAHUA U MEPEBOJOB AKCILUTYyaTallMOHHOTO
JIOKYMEHTAa WJIM WHCTPYKIIMU IO MPUMEHEHUIO MEIUIIMHCKOTO HW3JCNHsS, PYKOBOJCTBA IO
CEpPBUCHOMY OOCTY>KMBAaHHUIO U TEKCTa MAPKUPOBKHU HA TOCYAapCTBEHHBIE SI3bIKH TOCYApPCTB
npu3HaHus (Mpu HEOOXOJUMOCTH)), C YYETOM XapaKTepa BBISABICHHBIX 3aMe4YaHUU

BBITOJIHSIET OJHO U3 CIECAYIOIINUX JCUCTBUM:

a) HaIPaBJISIET 3asIBUTENIO YBEJOMIICHHE O HEOOXOIMMOCTH COTIIACOBAaHUS OOpaIlieHus B
KoHCynbTaTUBHBIN KOMUTET JJIS YPETyJIUPOBAHUS PA3HOIIACUI B OTHOIIEHUHU COTJIACOBAHUS
AKCHEPTHOTO 3aKIIOUEHHS C MPUIIOKEHUEM KONMUU (KOIMHI) MOATBEPKICHHS COTJIACOBAHUS (
HECOIJIaCOBaHMs) HKCHEPTHOTO 3akitodeHusd. [Ipu oTCyTcTBUM OTBeTa 3adABUTENS IO
uctedeHuu 15 pabouymx gHEW CO JHSA TMOJYYEHUS COOTBETCTBYIOMIETO YBEIOMIICHUS
oOpamienrie B KOHCYNIbTaTUBHBIN KOMUTET CUMTAETCS HECOTJIACOBAHHBIM;

0) B ciydae corjlacus ¢ BBIBOJAAMH YIIOJTHOMOYEHHOTO OpraHa (3KCIepTHON OpraHu3alui)
rocyJapcTBa IMpPU3HAHUS O HEBO3MOKHOCTH PETUCTPAlMU MEIUUUHCKOTO HW3EIHs
MPUHUMAET PElIeHHe 00 OTKa3e B PErucTpaluy MEAUIMHCKOro uigenus. B stom ciyyae
YIOJIHOMOYEHHBIN OpraH (IKCHEPTHAsl OopraHu3aius) pepepeHTHOro TOCyAapCTBa B T€UCHUE
10 paGouyux aHEH CO AHS MPUHATUSA PEIICHUS 00 OTKa3e B PErUCTPaIlMU MEIUIIMHCKOTO
uzaenuss oGopMIIIeT W BBIJACT 3asSBUTENIO CIIOCOOOM, YKa3aHHBIM B 3asBICHHUSIX O
pErucTpalry 1 HKCIEePTU3e, yBEAOMIIEHHE 00 OTKa3€ B PETUCTpAIlMi MEAUIIMHCKOTO U3IETUs
(c oOocHOBaHMEM MPUYWH OTKA3a U MPUIOKEHUEM K HEMY KO dKCIIEPTHOTO 3aKITFOYCHUS
Y TIOJITBEPKICHHS] HECOTJIACOBAHUSI SKCIIEPTHOTO 3aKIIOYCHUS ).

43. YOJTHOMOYEHHBIN OpraH (3KCnepTHas opranusanusi) peepeHTHOro rocy1apcTaa B
TeyeHue 3 pabouux JHEH cO JAHS MOTYyUYEeHUS OTBETA OT 3asBUTEIII OTHOCUTEIBHO OOpaIieHus
B KoHCY/IbTaTUBHBINA KOMUTET JJIs1 yPETYIUPOBAHUS PA3HOTIIACUM B OTHOIICHUH YKCIIEPTHOTO
3aKITIOUCHHUS:

a) oOpamaercs B KOHCYIbTaTUBHBIN KOMHUTET B COOTBETCTBHUU C paznesioM [V HacTtosmumx
[TpaBui (B citydae cornacoBaHus 3asiBUTeNEM oOpaiieHusi B KOHCYIbTaTUBHBIN KOMUTET);

0) MpUHUMAET PEIICHHE O PETUCTPALMU MEIUIIMHCKOTO u3jenus 0e3 ykKazaHus B
pPEeruCTPallMOHHOM  YJIOCTOBEPEHUU  TocydapcTBa  (rocyaapcTB)  NpU3HAHUA,
YIOJIHOMOYEHHBIM OpPraHoM (3KCIEPTHOM OpraHu3alueil) KOTOPOro HE COTrjacoBaHO
AKCIEPTHOE 3aKioyeHue (B Cciaydae HECOIJIaCOBAHUS 3asiBUTEJIEM oOOpalleHus B
KoncynpratuBHblil KOMUTET). B 3TOM ciydae yHmOJIHOMOYEHHBIM oOpraH (3KcCIepTHas
opranu3aius) pedepeHTHOro rocygapctsa B TeueHue 10 pabounx AHEH CO THS TPUHATHUS
pEeUIeHUs O PETUCTPALIMN METUIIUHCKOTO U3ACIIHS:

pa3sMenaer B €AMHOM PEECTpe MEIULIMHCKUX U3JENINM, 3apETUCTPUPOBAHHBIX B paMKax
Coro3a, CBeZICHUST 0 MEAUIIMHCKOM U3JIeTUH, IpeaycMoTpeHHbie [Topsinkom ¢popMupoBanus u
BeJIeHUSI UH(OOPMAIITMOHHON CUCTEMBI,



odopMIISIET U BBIIACT 3aABUTEIIO CIIOCOOOM, YKa3aHHBIM B 3asBJICHHUH O MPOBEIACHUM
perucTpaluu MEAUIMHCKOTO U3JEIUs, PETUCTPAIMOHHOE YAOCTOBEPEHUE U MPUIIOKEHUE K
HEMY.

III. IIponemypa corinacoBaHMA SKCHECPTHOTO 3aKIFOICHAL

44. IIpouenypa coriaacoBaHus IKCIEPTHOTO 3AKIFOYEHUS OCYIIECTBIISIETCS B OTHOIIEHUH
AKCIIEPTHOTO 3aKIII0UEHUsI, 0OPMIIEHHOTO B paMKax CJIEIYIOUX MPOLEAYP:
a) MpOUEAYpPbl PErUCTPALIMU U SKCIEPTU3bI MEAUIIMHCKOTO WU3/ENIHUSl B COOTBETCTBHUHM C
pazaenom Il nacrosmumx IIpasui;

0) mpoueaypa BHECEHUS] U3MEHEHUN B PErHMCTPAlMOHHOE J10Che B COOTBETCTBHUH C
pazaenom V Hactossmux [IpaBu;

B) MpolieAypa COrJacOBAHUS SKCIEPTHOTO 3aKJIIOYEHHUS Ha 3aperuCTPUPOBAHHOE
MEIUIMHCKOE U3JENME B COOTBETCTBUH C pazaenoM VIII mactosmux [Ipasuo.

45. 3asBUTENb B CPOK, COTJACOBAHHBIA C YIOJTHOMOUYEHHBIM OPraHoM (IKCIEPTHOU
OpraHu3alyeil) rocyjapcTBa NpU3HAHUS U HE MPEBBIIAIONINI CPOK, YKa3aHHBIN B yHKTE S50
HacTosiux [IpaBui, obecrieunBaeT NpecTaBIeHNE YIIOTHOMOUYEHHOMY OpTranHy (3KCIEepTHOU
Oopranu3anuu) pedepeHTHOro TrocyJapcTBa W TOCyAdapcTBa NPU3HAHUS MEPEBOJIOB
JKCILTYyaTalMOHHOIO JIOKYMEHTA UM MHCTPYKIMHU 110 NPUMEHEHUIO MEIULIMHCKOTO U3ENHS,
PYKOBOJICTBA IO CEPBUCHOMY OOCIIYKMBAHHMIO U TEKCTa MapKUPOBKU Ha rOCYJapCTBEHHBIN
A3bIK TOCYyJapCcTBa Tpu3HaHWS (MPH HAJWYUM COOTBETCTBYIOIIUX TpeOOBaHMWI B
3aKOHOJIATEIbCTBE TOCYIAPCTBA MTPU3HAHUSA).

46. Ilpu npoBeneHWM OPOLEAYPHI COTJIACOBAHUS JKCIIEPTHOrO 3aKIFOYCHHUS
YIOJHOMOYEHHBIM OpraH (9KCHepTHash OpraHu3aius) rocyJapcTBa MPU3HAHUS MPOBOJIUT
OLICHKY MOJHOTHI U JIOCTaTOYHOCTH JAHHBIX, MOATBEPKAAIONIMX O€30M1aCHOCTh, KAYECTBO U
3 (PEKTUBHOCTH MEIUIIMHCKOTO W3JIENUs, MPABHIBHOCTH TMEPEBOJIa SKCIUTYaTallHOHHOTO
NOKYMEHTA WM WHCTPYKLMHU IO IMPUMEHEHUIO MEIULMHCKOTO W3JAENHsS, PYKOBOJCTBA IO
CEpBHCHOMY OOCITY>KMBaHHIO ¥ TEKCTa MApKUPOBKU HA TOCYAapCTBEHHBIN SI3bIK TOCY1apCcTBa
NpU3HaHus (TP HEOOXOIUMOCTH).

47. Ilpu HeOoOXOAUMOCTH YIOJHOMOYEHHBIE OpraHbl (PKCHEPTHBIE OPTraHU3ALINH)
roCy/1IapCTB MPU3HAHMS MOTYT HANpPABJIATH C MCIOJIb30BAHUEM CPEACTB MHTETPUPOBAHHOMU
nHpopManuoHHOM cuctembl Coro3a (nmajsee — HMHTErpUPOBAaHHAs CHUCTEMa) B
YIOJHOMOYEHHBIM OpraH (SKCHEPTHYIO OpraHu3aluio) pedepeHTHOTrO rocyaapcTBa CBOU
3aMeYaHusl U MPEAIOKEHHUS 10 OPOPMIIEHUS STUM YIIOJTHOMOYEHHBIM OPraHOM (3KCHEPTHOM
OpraHu3alyen) IKCIIEPTHOTO 3aKJIFOUEHHS.

48. B xone coriacoBaHMsl SKCHEPTHOIO 3aKIIOUYEHHS YIOJTHOMOYEHHBIE OpraHbl (
JKCIIEPTHBIE OPraHU3ALMH) ITOCY1apCTB-WIEHOB MOT'YT B3aUMOJIEUCTBOBATh APYT C IPYTrOM B
LENSAX YPEryJIMPOBAHUS BOSHUKAIOIIMX BOIIPOCOB.

49. B caydae Hamum4us pa3HOTIACUN MEXIy pe(epeHTHBIM TOCYyAapCTBOM U
rocyJapcTBOM (rOCyJapcTBaMu) MPU3HAHUSA B OTHOIICHUH COTJIACOBAHUS JKCIEPTHOTO



3aKJIIOYEHUS YMOJHOMOUYCHHBIM oOpraH (dKcmepTHas oOpraHu3amnusi) pedepeHTHOro
rocyJapcTBa NPUHHMMAET pEIIEHWE Ha OCHOBAaHMHU JKCHEPTHOrO 3aKIIOYEHHUS U
MOATBEPKICHUSI HECOTIACOBAaHMS SKCIIEPTHOIO 3aKJIIOUECHUS, B TOM YHUCJIE C YYE€TOM UTOTOB
YpEryJIUpOBaHUSl Pa3HOIJIACMN B OTHOIIEHUU COIJIACOBAHMS AKCIEPTHOrO 3aKJIIOYEHUS B
pamkax KoncynbraTuBHOr0o KoMuUTeTa (B ciiyyae oOpanieHus B KoHCyIbTaTUBHBIM KOMUTET).

50. YnonHOMOUYEHHBIM OpraH (IKCIEpTHAasl OpraHu3alus) rocy/1apcrBa MpU3HAHUS
paccMaTpuBaeT IKCHEPTHOE 3akiatoueHue B TeueHue 30 pabouux IHEH, UCUUCTAEMBIX OT
OIHOM M3 CICAYIOIINX JaT:

IpU IPOBEACHUU MPOLIEAYP PETUCTPALMM U SKCIEPTU3BI MEAUIIMHCKOTO M3JEIUS — C
JaThl IOCTYIJICHUSI B YIIOJITHOMOYEHHBIE OPTaHbl (SKCIIEPTHHIE OpTaHu3aIun) pedhepeHTHOTO
rocyJapcTBa M rocygapcra (rocyJapcTB) MpPU3HAHUS YBEIOMJIEHUs OO OIjlaTe MpOUEAyp
COTJIACOBAHMUS;

IIpU MPOBEICHUM MTPOLEAYPbl BHECEHHSI U3MEHEHHI B PETUCTPALIMOHHOE JOCHE — C JIaThl
pa3MelIeHusl YIMOJTHOMOUYEHHBIM OpraHoM (IKCIEpTHOW opraHuzainuen) pedepeHTHOro
rocyzapcTsa B cBoed MH(OPMAIMOHHOM CHCTEME PErUCTPAILIMOHHOTIO JIOChE, COJIEPHKAIIETO
3asiBJICHHE O BHECEHUH U3MEHEHUH B PETUCTPALIMOHHOE JIOChE;

IpU MPOBEICHUMU MPOIEAYpPbl COTIACOBAHUS SKCHEPTHOTO 3aKIOYEHHUS Ha
3apEeruCTPUPOBAHHOE MEIULMHCKOE M3JIeMe — C JaThl pa3MelleHus yHOJHOMOYEHHBIM
opraHoM (PKCHEepTHOW opranusanuei) pedepeHTHOro TrocyaapcTBa B  CBOEH
UH()OPMAIIMOHHON CHUCTEME PETUCTPAIMOHHOTO JOChe, COJAEpP)KAIIEeTO 3asBICHHE O
IIPOBEICHUH COTJIACOBAHMSI IKCIIEPTHOTO 3aKJIFOUEHHSI Ha 3apErMCTPUPOBAHHOE MEIUIIMHCKOE
176631 (SH15 (<8

[Ipu 3TOM yCIIOBHMEM HCUHCIECHHS YKAa3aHHOI'O CpOKa SIBISAETCS HaJIU4Yue Ha CUYETe
YIOJIHOMOYEHHOT'O OpraHa (dPKCIEePTHON OpraHu3aliu) rocydapcTBa MpU3HAHUS JEHEKHBIX
CPEACTB, MOCTYNHMBUIMX B PE3yJbTAaTe€ OIUIAThl 3asBUTENIEM MPOLEAYPbl COTJIAaCOBAHMS
HKCIIEPTHOTO 3aKIIOYEHHS B TOCYAapCTBE IPU3HAHMS B IOJIHOM O0bEME.

51. o pe3ynbTataM paccCMOTPEHHUSI SKCIIEPTHOTO 3aKJIIOUEHHSI YITIOTHOMOYEHHBIN Opra (
SKCIIEpTHAs OpraHU3alys) rOCy1apcTBa NPU3HAHUS HANPABIISAET B YIOJIHOMOYEHHBINA OpPraH (
AKCIIEPTHYIO OpraHU3aIuio) pe@epeHTHOro rocyJapcTBa MOJITBEPKIECHUE COTriIacoBaHUs (
HECOIJIaCOBAHMUSI) SKCIIEPTHOTO 3aKIIOUECHUS (C 00OCHOBAHHMEM) C UCMOJb30BAHUEM CPEJICTB
UHTETPUPOBAHHON CHUCTEMBI (B TOM YHUCIE MOATBEPKICHUE MPABUIBHOCTU IEPEBOJIA
AKCILTYyaTalMOHHOTO IOKYMEHTA WM UHCTPYKIMHU 10 NPUMEHEHUIO0 METUIIMHCKOTO U3/ENHS,
PYKOBOJICTBA IO CEPBUCHOMY OOCITY>KUBAHUIO U TEKCTAa MapKUPOBKH Ha TOCYJapCTBEHHBIC
A3BIKU TOCYIAPCTB MPU3HAHUS B COOTBETCTBUHU € 3aKOHOATEIHCTBOM I'OCY1IapCTB-UJICHOB).

52. B ciiydyae HempeaCcTaBJIEHHS TOCYJapCTBOM MPHU3HAHUS MOATBEPXKIACHUS
COTJIacOBaHUsl (HECOTJIACOBAHUS) JKCIEPTHOrO 3aKIIOUEHHUS B CPOK, YCTaHOBJIEHHBIN
nyHkToM 50 HacTtosmux IIpaBuin, sKcriepTHOE 3aKIFOUEHUE CUUTAETCSI COIVIACOBAHHBIM MTPU
YCIIOBHH, YTO 3asBUTENIEM OBbUIM MPEJICTABICHBI B YIIOJIHOMOYEHHBIE OpraHbl (IKCIEPTHHIE
Opranu3ainuu) pePepeHTHOr0 TOoCylapcTBa M TOCyAapcTBa MPU3HAHUS TIE€PEBOJIBI



AKCIUTYaTallMOHHOTO JOKYMEHTA WJIM MHCTPYKUIHUH IO IPUMEHEHHUIO MEIUIIUHCKOTO U3/IEIIHs,
PYKOBOJICTBA MO CEPBUCHOMY OOCIYKHUBAHUIO M TEKCTa MAPKUPOBKHU Ha TOCYJApPCTBEHHBIN
SA3bIK TOCYJapCcTBa TpU3HAHWS (MPH HAJWYUM COOTBETCTBYIOIIUX TpeOOBaHMWI B
3aKOHO/IATEILCTBE TOCYIapCTBA MPU3HAHUS ).

53. B pamkax mpoueayp pPEerucTpanydv U SKCIEPTU3bl MEAULMHCKOTO U3AECIUS B
cooTBeTcTBUU € paznenoM II Hacrosmux [lpaBun OCHOBaHMSIMHM IS HECOTJIACOBAHMS
roCyJ1IapCTBOM MPU3HAHUS SKCIIEPTHOTO 3aKIIOUCHHUS SIBIISIOTCS:

a) OCHOBaHUs, IPEyCMOTpEeHHbIE MYHKTOM 34 Hactosux [IpaBun;

0) HempeACTaBIICHUE 3asIBUTENIEM B COTJIACOBAHHBIN CPOK MEPEBOIA IKCILUTYaTAI[MOHHOTO
JOKYMEHTA WM UHCTPYKIUU MO MPUMEHEHUIO MEIUIIMHCKOTO W3JAENHs, PYKOBOJCTBA IO
CEPBUCHOMY OOCTYKMBAaHUIO U TEKCTa MAPKUPOBKHU HA TOCYAapCTBEHHBIN SI3BIK TOCYapCTBa
npu3HaHus (IpU HEOOXOJUMOCTH);

B) OTCYTCTBHE Ha CY€T€ YIMOJHOMOUYEHHOTO OpraHa (dKCHEpPTHOW OpraHHU3aIlMM)
rocyJapcTBa MPU3HAHUS JEHEXHBIX CPEJCTB, MOCTYNUBIIUX B pE3yJbTaTe OILUIATHI
3asiBUTEJIEM MPOIEAYPHI COTTIACOBAHHUS IKCIIEPTHOTO 3aKJIFOYEHHS B TIOJTHOM O0BbEME.

54. B pamkax mnOpoueaypbl COTJIacOBaHHUS SKCIEPTHOTO 3aKJIIOUYEHHUS Ha
3apETUCTPUPOBAHHOE MEIMIIUHCKOE U3JIEIME B COOTBETCTBUM ¢ paznenoM VIII mHacrosmumx
[IpaBun OCHOBaHUAMH JJIsi HECOIJIACOBAHUSI TOCYJApCTBOM IIPU3HAHUS HKCIEPTHOTO
3aKJIFOUEHHUS SIBJIAIOTCS OCHOBAHMS, IPEIyCMOTPEHHbIE TyHKTOM 34 HacTosiux [Ipasu.

55. B paMkax mnpoueaypbl BHECEHUS M3MEHEHUN B PETrHCTPALlMOHHOE J10ChE B
COOTBETCTBUHU C pazaesioM V Hactosiuux I[IpaBuii OCHOBaHMSIMHM JJIsi HECOTJIACOBAHUS
roCyJ1apCTBOM IMPU3HAHUS SKCIIEPTHOTO 3aKIFOUCHHUS SBIISIOTCS:

a) OCHOBaHUs, IPEyCMOTPEHHbIE MYHKTOM 79 Hactosmux [IpaBu;

0) OTCYTCTBHE MEpPEBOJOB JKCIUIyaTAllUOHHOTO TOKYMEHTA WJIM WHCTPYKIUU IO
MPUMEHEHUIO MEIUIIMHCKOTO WU3JENHs, PYKOBOJCTBA MO CEPBUCHOMY OOCIY>KUBAHUIO U
TEKCTa MAapKUPOBKM Ha TOCYJapCTBEHHBIA S3bIK TOCYyJapcTBa MpHU3HAHUA (IpU
HEOOXOIUMOCTH).

IV. YperympoBaaue pa3sHOIJIaCHi B OTHOIICHUH COIJIACOBAHUA HKCIEPTHOT'O 3aKII0ICHUS

56. IIpu OoTCYyTCTBMM KOHCEHCYCa IO BOIPOCY COIIACOBAHUS SKCIIEPTHOIO 3aKIIOUYEHUS,
O(OPMJIEHHOTO B paMKax MPOLEAYP PETUCTPALMU U SKCHEPTU3bl MEIAULUHCKOTO M3/ENHS B
coorBeTcTBUM ¢ pasznenoM Il nHactosmumx IlpaBun, yperyiaupoBaHue pasHOTJIacuu
OCYLIECTBJISIETCSA MyTEM OOpallleHHs YIOJHOMOYEHHOIO OpraHa (3KCIepTHOW OpraHu3aliim)
pedepenTHOro rocynapctsa B KoHCy/IbTaTUBHBIN KOMUTET.

57. YoJIHOMOYEHHBIN OpraH (3KCIepTHast opraHu3aius) peepeHTHOro rocyaapcTna mno
COTJIACOBAHUIO C 3asBUTENEM HampasisieT B KOHCYIbTaTHMBHBI KOMMTET 3asBJIECHHE O
HEOOXOJIMMOCTH PACCMOTPEHMSI pa3Horjacuil (C ykKa3aHUEM CBEICHUM O NpeaMmere



pazHorjacuii U 00 WUTOrax MPOBENCHHBIX MEPEroBOPOB M KOoHCyibTanui). K 3asBrneHuro
MOTYT MpuUJaratbcsi J00ble MaTepHaybl, 00OOCHOBBIBAIOIINE MO3ULIHUIO YIOJIHOMOYEHHOTO
oprana (3KCHepTHOM opranu3anuu) pehepeHTHOTr0 rocyJapcTBa Mo MpeMeTy pa3HOTIacHil.

58. Ilocme momydeHHWs 3asBICHHUS W NPUIAraeMbIX K HEMY MaTE€pHaJIOB OT
YIIOJTHOMOYEHHOTO OpraHa (3KCHEpPTHOM OpraHu3alnuu) peepeHTHOro TrocyaapcTBa
KOHCYnbTaTUBHBI KOMUTET 3alpamiuBaeT Yy YMOJHOMOYEHHBIX OPraHoOB (SKCHEPTHBIX
OpraHu3aluii) TOCyJapCTB IMPU3HAHUA MaTepHallbl, NOATBEPKAAIOUIME UX MO3ULHUIO IO
MPEIMETY Pa3HOTJIACHM.

59. KoHCy/IbTaTUBHBIA KOMUTET HAIIPABIIAET YBEAOMIIEHUE O MPOBEACHUM 3aCEAAaHUs 110
YPEryJHUPOBAHUIO PA3HOIJIACUM YIIOTHOMOYEHHBIM OpraHaMm (3KCHEPTHBIM OpraHHU3allMsIM)
pedepeHTHOrO TOCYIapcTBa M TOCYJApCTB MpPU3HAHMS IMOCIE MPEACTaBICHUS HUMU
COOTBETCTBYIOIIMX MATEPHUAIIOB.

60. Opranuszanusi U NPOBEJCHUE 3acCElaHUs MO YPEryJHPOBAHHUIO Pa3HOIJIACHI
oOecrneunBaroTcsi KoHCyIbTaTUBHBIM KOMHUTETOM. B 3acenannu NpUHUMAIOT y4acTHE YICHbI
KoHCynbTaTUBHOTO KOMUTETA, SBJISIFOIIUECS MPEICTABUTENSIMHA YIIOJTHOMOUYEHHBIX OPTraHoB (
AKCHEPTHBIX opraHu3zanuii). [Ipy HEOOXOAUMOCTH TO MNPEATIOKEHUIO YIOJTHOMOYEHHBIX
OpPraHoB ISl ydacTUs B PAcCMOTPEHUM OOCYXJaeMoro B paMKax 3aceJaHus
KoHCYy/IbTATUBHOrO KOMHUTETA BOIIPOCA MOTYT MPUIIAIIATHCA MPEICTABUTEIN OPraHU3aLUI
3IpaBOOXPAHEHUS, IKCIIEPTHBIX OPraHU3aALUN, IPOU3BOJAUTEIS U IPYTUE CIIELUATIUCTBI.

61. I1o utoram 3acenanusi KOHCyIbTaTUBHOTO KOMHUTETA IPUHUMAETCS PELLICHHUE, KOTOPOE
HOCUT PEKOMEHIATEIIbHBIA XapaKTep.

62. Cpok yperyiaupoBaHHs pa3HOTJIACUM B OTHOILLIEHUU COTJIACOBAHHS KCIIEPTHOTO
3aKJIIOUYEHUS HEe JOoJbKeH npeBblmath 30 paboyux JHEH cO JHSA HaIlpaBICHUSA
YHOJHOMOYEHHBIM OpraHoM (PKCIIEPTHOW opraHu3zanuei) pedepeHTHOro rocyiapcrsa B
KoHCynbTaTUBHBIN KOMHUTET COOTBETCTBYIOILETO 3asBICHUSA U MAaTEPUAIIOB.

63. B Teuenue 3 paboumx aHEH cO AHA TMOTYyYEHHS NPOTOKOJIA 3aceTaHUs
KoHCcynbTaTUBHOTO KOMUTETA MO YPETYJIMPOBAHUIO PA3HOIIACHI YITOJIHOMOYEHHBIH OpraH (
DKCIIEpTHAsl OpraHu3anusi) pedepeHTHOTO TOoCylapcTBa Ha OCHOBAHHHM PEKOMEHIAIUN
KoHcynbTaTUBHOrO KOMHUTETa NPUHUMAET PEUICHUE OTHOCUTEIBHO BO3MOKHOCTH
perucTpanuy MEeIUIMHCKOTO U3IEIHS.

64. B cinydae eciau NMpUHATOE B COOTBETCTBUM C MYHKTOM 63 Hactosmux [IpaBui
pelIeHue SABIAETCS MOJOXKHUTEIbHBIM, YIIOJIHOMOYEHHBIM OpraH (3KCHepTHas OpraHu3alus)
pedepeHTHOro rocyaapcTBa B TeueHue 3 pabouux JHEH co JHs €ro MPUHSITHS:

a) pa3MeIlaeT B €IMHOM PEECTPE MEIULIMHCKUX U3CIIUNA, 3apETUCTPUPOBAHHBIX B paMKax
Coto3a, cBeIeHUS] O METUIIMHCKOM M3/eNuH, npeaycMoTpenHsie [lopsinkoM hopmupoBanus u
BeJIeHUSI UH()OPMAIIMOHHON CUCTEMBI;

0) oopmiiseT perucTpallioOHHOE YOCTOBEPEHHUE U MPUIIOKEHUE K HEMY (C yKa3aHHEM
rocyJapCcTB IMpPHU3HAHUS, YHOJHOMOYEHHBIMU OpraHaMu (PKCHEPTHBIMU OPTaHHU3aLMSIMU)



KOTOPBIX COTJIACOBAHO DJKCIIEPTHOE 3aKIIOUYEHUE) W BBIJACT UX 3asBUTEIIO CIIOCOOOM,
YKa3aHHBIM B 3aBJICHUU O MPOBEJACHUU PETUCTPALIMN METUIIMHCKOTO WU3CIIHS;

B) IIpYM HAJIWYUU MO UTOraMm 3acenanusi KOHCyJIbTaTUBHOTO KOMHUTETa rocyapcTna (
roCyJIapCTB) NMPU3HAHUS, YIIOJTHOMOUYCHHBIM OPraHOM (IKCIIEPTHON OpTraHU3aIlfeii) KOTOPOro
HE COTJIACOBAHO IKCIIEPTHOE 3aKITIOYEHUE, HAMPABIIACT 3asIBUTEIIO CIIOCOOOM, YKAa3aHHBIM B
3asBJICHUSIX O PErUcCTpalldd W DKCHEPTU3E, YBEJOMJICHHE O TMPUHATOM pEIICHUU
YIIOJHOMOYEHHOIO OpraHa (SKCIEpTHOM OpraHu3alnu) rocyJapcTBa MpusHaHus (c
MPUJIOKEHUEM KOMUU TOATBEPKACHUS HECOTJIACOBAHUSI JKCIEPTHOrO 3aKIIOUYECHUS U
peteHus (MpOoTOKOIbHOM 3anucu) KoHCyIbTaTUBHOTO KOMUTETA).

65. B ciydae ecnu mpUHSATOE B COOTBETCTBUM C MYyHKTOM 63 Hactosimux [IpaBuin
pelIeHnue SBISETCS OTPHUIATEbHBIM, YIOJHOMOUYCHHBIM OpraH (SKCIepTHAasi OpraHu3allus)
pedepeHTHOTO rocyIapcTBa B TeUeHUe 3 pabouux AHEH CO JHS €ro MPUHATUS OPOpMIISET U
BBIJACT 3asIBUTENIO0 CHOCOOOM, YKa3aHHBIM B 3asBIICHHUSX O PETUCTpallid U SKCIEPTHU3E,
yYBEJIOMJICHHE 00 OTKa3€ B PErUCTpallui MEAUIIMHCKOTO u3zienus (¢ 000CHOBaHUEM MPUYUH
OTKa3a M MPWJIOKEHUEM KOIUN SKCIIEPTHOTO 3aKIIFOUEHHUS, TTOJTBEPKACHHS HECOTIIACOBAHUS
AKCIEPTHOTO 3aKIIOUCHHS U pelieHus (MPOTOKOILHOM 3anucu) KoHCyIbTaTUBHOTO KOMUTETA

).
V. Ilponeaypa BHECEHIS H3MECHEHHH B PETHCTPAIMOHHOE HOCHE

66. 3asButenp B TeueHue 90 KaleHIApHBIX JHEW CO JHSA BHECEHUS U3MEHEHUU B
JIOKYMEHTBI, COJIEpIKaIIUECs] B PETUCTPAIMOHHOM JIOChe, 00s13aH MHUIIMUPOBATH MPOLIEAYPY
BHECEHUS TAKUX U3MEHEHUN B PErUCTPALlMOHHOE JOChE.

67. K u3MeHeHusiM B PETUCTPAIIMOHHOE J10Che, TPEOYIOIIUM PEruCTpallii HOBOTO
MEJIUIIMHCKOTO U3JIEIHs, OTHOCSITCS:

a) U3BMEHEHUS, BICKYIIHE 32 COO0M n3MeHeHne GyHKIIMOHATLHOTO Ha3HAYEHUs U (UJIH)
MIPUHLININA TIEUCTBUS MEAUITUHCKOTO U3IEIHS;

0) BKIIIOUCHHE CBEJICHUI O MOJeNsax (Mapkax) 3aperuCTPUPOBAHHOTO MEAUITUHCKOTO
W3JeNusl, HE COOTBETCTBYIOIIMX KPUTEPHUSM BKIOYEHHUS B OJHO PETUCTPAIIMOHHOE
YJIOCTOBEPEHHUE HECKOIBKUX MOJEeH (MapoK) MEAUIMHCKOTO M3JAENIHS B COOTBETCTBHUU C
nyHKTOM 19 nacrosmumx [Ipasui;

B) U3MEHEHMs, BJIEKYIIHE 3a COOOM OJHOBPEMEHHOE H3MEHEHHE CBEICHUI O
IPOU3BOJUTENIE W MPOU3BOJCTBEHHON IUIOMIAAKE (MPOU3BOACTBEHHBIX IUIOMIAAKAX) IO
OTHOIIICHUIO K CBEJICHUSIM, YKa3aHHBIM B PETHCTPAITMOHHOM YJOCTOBEPEHHUH, BBIJJAHHOM B
paMKax MpOUEayp PErUCTPalU M SKCHEPTU3bl MEIULIMHCKOTO U3AEIUS, 32 UCKIIOUEHUEM
CBEJICHUI 00 OpraHM3alMOHHO-TIPaBOBOM (hopMe, ajpece, peopraHu3aiiii, UHbIX CBEJICHHUM,
COJIEpIKaIUXCS B YCTaBHBIX JTOKYMEHTAX.

68. B ciydae BHECEHUS] U3BMEHEHH, BIEKYIIIUX 32 COOON U3MEHEHUE IKCILTyaTal[MOHHOTO
JOKYMEHTa WM UHCTPYKIMU MO MPUMEHEHUIO MEIUIIMHCKOTO W3JAENHs, PYKOBOJCTBA IO
CEpPBUCHOMY OOCIYKMBAaHMIO U TEKCTAa MAPKUPOBKHU, B TeueHHe 180 kaneHmapHBIX AHEH C



JIaThl BHECEHUS ITHX U3MEHEHUHN pa3peliaeTcs BHITYCK B OOpaIeHHe MEIUIIMHCKUX U3/IEITHH,
COOTBETCTBYIOIIUX JOKYMEHTAM M CBEJICHHUSIM W3 PETUCTPAIIMOHHOTO JOChE O BHECCHUS B
Hero u3MeHeHuil. JlomyckaeTcs OJNHOBPEMEHHBIM BBIMYCK B OOpallleHHE MEIUIUHCKHX
U3JCIUM C DKCIUTyaTallMOHHBIM JIOKYMEHTOM WM WHCTPYKIHUEH 10 NPUMEHECHUIO
MEIUIIMHCKOTO W3JCNHS, PYKOBOJICTBOM IO CEPBUCHOMY OOCITYKHUBAHUIO M TEKCTOM
MapKUPOBKH, COOTBETCTBYIOIIMMHU JOKYMEHTAM U CBEICHUSIM U3 PETHCTPALMOHHOTO JIOCHE
110 Y M0CJIE BHECEHUS B HETO U3MEHEHHU.

69. Ilpouenypa BHECEHUSI UBMEHEHUN B PETUCTPALMOHHOE AOChE (32 UCKIIOYECHHEM
W3MEHEHUH, NI KOTOPBIX MPEAyCMOTpPEeHa Mpoleaypa WX BHECEHHUS B yBEIOMUTEIHLHOM
nopsiike) TpeOyeT MPOBENCHHS MPOILEAYPhl COTIACOBAHUSA SKCIEPTHOTO 3aKIIOUCHHUS C
rocyJlapcTBaMu MPU3HAHUS, YKa3aHHBIMU B PETUCTPAIMOHHOM yJAOCTOBEPEHUH, B MOPSIKE,
ycra"HoBieHHOM paszaenoM III nacrosmux [IpaBu.

70. B uensix BHECEHUSI U3BMEHEHUM B PETUCTPALlMOHHOE JOChE 3aABUTEIb HAIIPABIISIET B
YIOJTHOMOYEHHBIA OpraH (IKCHEPTHYI OpraHu3aiuio) pe@epeHTHOro TrocyaapcTBa
CIEAYIOIINE JOKYMEHTHI U CBEJICHUS:

a) 3asBJICHHE O BHECEHUU HU3MEHEHHUN B PErUCTPAIMOHHOE J0Che (Ha OyMakHOM
HOCHUTENE U (WJIK) B SJIEKTPOHHOM BHUJIE) TI0 ¢opmMe coriacHo mpuiioxkeHuto Ne 7 (nmanee B
HACTOSIIEM pa3jielie — 3asiBJIEHHE O BHECCHUU U3MEHEHUN );

0) komus JOKYMEHTa, MOATBEPKIAIOIIETO MOTHOMOYHUS YIMOJIHOMOYECHHOTO
NpeICTaBUTENS TPOU3BOAUTENS (IIPU €r0 HATUYHUN);

B) JIOKYMEHTHI U CBEJICHUSI O COOTBETCTBYIOIIUX MU3MEHECHUSX, B TOM YUCJE JOKYMEHTHI,
NOATBEPKAAIOIINE U3MEHEHUS U CBUAETEIBCTBYIOIIUE O TOM, YTO BHECEHHE 3TUX U3MEHEHUN
HE BJIEUYET 3a COOON HM3MEHEHHsI CBOMCTB M XapaKTEPUCTHUK MEAUIUMHCKOTO H3JENH,
BIIUAIONINX Ha €ro 0e30MacHOCTh, KauecTBO M 3((PEKTUBHOCTH, WU COBEPIICHCTBYET €T0
CBOWCTBA U XAPAKTEPUCTUKU MPU HEU3MEHHOCTU (YHKIIMOHAJIBLHOTO Ha3HA4YCeHUs W (WIJIH)
MPUHLININA IEUCTBUS MEAUIIUHCKOTO U3/IEINS;

I') KOMUU JOKYMEHTOB, MOJTBEPKIAIOIIUX OIUIaTy MPOIEAYpPhl BHECCHUSI U3MEHECHUHN B
pETUCTPAllUOHHOE JI0Che B PePEepPEeHTHOM TOCYAapCTBE U MPOLEAYpPHl COTJIaCOBAHUS
HKCIEPTHOTO 3aKIIOUEHHS B TOCyJlapcTBe (TocylapcTBax) MPU3HAHUSA, a TaKXKe BbIJAYU
PETUCTPAIMOHHOTO YAOCTOBEPEHUS B pe(hepeHTHOM rocyaapcTne (Ipu HEOOXOAMMOCTH);

1) OPUTHHAJI PETUCTPAIMOHHOTO YAOCTOBEpEHUS (1yOInKar);

€) OIUCh JOKYMEHTOB.

71. YIoTHOMOYEHHBIN opraH (9KCIEpTHAsI OpraHu3aius) peepeHTHOTrO rocy1apcTBa B
TeueHue 7 pabouux JHEH CO JAHS MOCTYIUICHUS 3asBJICHUS O BHECEHWU U3MEHEHUM, a TaKkKe
JIOKYMEHTOB U CBEJICHUH, yKa3aHHbIX B yHKTe 70 HacTosimux [IpaBui, npoBOAUT MPOBEPKY
HOJIHOTHI ¥ JOCTOBEPHOCTH COJEPKAIINXCS B HUX CBEJICHHIA.

72. B cinydae ecnu 3asBJIICHHME O BHECEHWHM U3MEHEHHM IPEACTABICHO C HAPYLIECHUEM
TpeboBaHuii Hactosimux [IpaBun u (WIM) CONEPKUT HENOCTOBEPHBIE CBEACHUS U (MIIH)
JIOKYMEHTBI U CBEJICHUS, yKa3aHHble B yHKTe 70 Hactosmux [IpaBui, npeacraBieHbl HE B



MOJIHOM 0OBeMe, YNOJHOMOYEHHBIN OpraH (dKcmepTHas opraHuzaius) pedepeHTHOro
rocyJapcTBa B TeueHUe 7 pabounx JAHEH O JAHS MOCTYIUICHUS TAKUX 3asBJIEHUS, JOKYMEHTOB
Y CBEJICHUH yBEIOMIISCT 3asIBUTENSI O HEOOXOAMMOCTH YCTPAHCHHMSI BBISIBJICHHBIX HapYIICHUI
U (WJIK) TPEeICTaBICHHS] OTCYTCTBYIOIIMX JOKYMEHTOB B TeueHue 30 pabouux JIHEH co aHs
pa3MelieHus COOTBETCTBYIONIETO yBEIOMJICHHS B HMH()OPMAIlMOHHON cHCTeMe
YIOJHOMOYEHHOT'O OpraHa (3KCNepTHOW opraHu3anun) pedepeHTHOTro rocy1apcTBa Judo co
ITHSI HAaIlpaBJICHUS YBEAOMIICHUS 3asBUTEIIO CIIOCOOOM, YKa3aHHBIM B 3asBJICHUH O BHECEHUH
W3MEHEHUN.

73. B cayuae ecnu no uctedeHun 30 pabouux AHEH 3asBUTEIEM HE yCTpPaHEHbI
BBISIBIICHHbIE HapylleHUss W (WJIM) HE MNPEACTABICHBbl OTCYTCTBYIOIIHE JOKYMEHTHI,
YIOJIHOMOYEHHBIN OpraH (3KCHEpTHAsl OpraHu3aius) peepeHTHOro TocyAapcTBa B TEUEHUE
3 pabouux AHEH NPUHUMAET PEIICHUE O BO3BpATE 3asBJIECHUS O BHECEHHHM W3MEHEHHH H
JIOKYMEHTOB (¢ 000CHOBaHWEM MPUYUH BO3BpATa).

74. B teuenue 3 pabouux AHEH CO JHS MPEJICTABICHHS 3asBJICHUS O BHECEHUU
U3MEHEHHM, TOKYMEHTOB M CBEACHHI, COOTBETCTBYIONIUX TpeOoBaHUsM HacTosmux [IpaBu,
a Takke B ciiyyae ycTpaHeHus B 30-IHEBHBIM CpPOK BBISIBICHHBIX HApYIICHUU U (MJIM)
MPEJCTABICHUSI JTIOKYMEHTOB, COOTBETCTBYIOIIMX TpeOoBaHUsM HacTosumx [Ipasuin,
YIOJIHOMOYEHHBIN OpraH (3KCIepTHast opraHu3aius) peepeHTHOro rocyjapcTsa NpuHUMaeT
pelIeHne O Hadajle MpOLEAypbl BHECEHMS W3MEHEHUN B PErMCTPALlMOHHOE J0ChE U
pa3MmeniaeT B CBOE€M HMHPOPMAIMOHHOM CHUCTEME PErUCTPAlMOHHOE JI0ChEe, COJepIKaliee
3asIBJICHHE O BHECEHUH U3MEHEHUH U TOKYMEHTBI, IOATBEPKIAI0IINE N3MEHEHUS.

75. Ilpu mpoBeI€HUH PKCHEPTU3BI B CIIy4ae HEJOCTATOYHOCTH MAaTEPUAJIOB U CBEACHUM,
CoZIepKalIuXcsl B 3asBJICHUM O BHECEHUU U3MEHEHUN U JOKYMEHTax, MOATBEPKIAIOIINX
U3MEHEHHUsI, YINOJHOMOYEHHBbI opran (PKcmepTHas opraHu3anus) pedepeHTHOro
rocyJapcTBa HalpasisieT 3asBUTEII0 COOTBETCTBYIOIIMM 3arpoc (C yKa3aHUEM 3aMedyaHuil U
CIOCO0OB UX YCTpaHEHHWsI). 3alpoc HANpaBisIeTCsl 3asBUTEII0 OJHOKPATHO CIIOCOOOM,
yYKa3aHHBIM B 3as1BJICHUU O BHECEHUU U3MEHEHHUIA.

3asBUTENH MPEACTABISIECT OTBET HA 3ampoc B TeueHue 60 paboumx AHEH CO JTHS €T0
noyiyyeHus. B ciydyae HenpeacTaBiIeHUsl OTBETA B YKAa3aHHBIN CPOK YIIOJTHOMOYEHHBIN OpraH
(3xcnepTHasi opraHu3alys) peepeHTHOro rocy1apcTBa MPUHUMAET PEUIEHUE Ha OCHOBAaHUU
JOKYMEHTOB, UMEIOLIUXCS B €70 PACTIOPSIKEHUH.

76. Ilpu BBISBJIECHUM YIOJIHOMOYEHHBIM OpPraHoM (SKCIEPTHOW OpraHu3alnuei)
pedEepeHTHOr0 TOCy1apcTBa B MPEACTABICHHBIX 3asiBUTEJIEM B OTBET Ha 3alPOC JOKYMEHTax
HEJIOCTOBEPHBIX CBEJACHUN WM JOKYMEHTOB, COCTABJICHHBIX WM COJEpKAUIUX TEKCT Ha
MHOCTPAHHOM sI3bIKe 0€3 3aBEpEHHOr0 B YCTAHOBJIEHHOM 3aKOHOJATEIbCTBOM
rocyJlapcTBa-ujieHa MOpPSAKE MEpPeBOJa Ha PYCCKUM S3bIK, YMOJHOMOYEHHBIH opraH (
SKCIIEPTHAsI OpraHu3alus) peepeHTHOro rocyAapcTBa B TeueHue 2 pabounx AHEH co JHS
MOJIYYEHHUS! TAKUX JIOKYMEHTOB BPYYaeT 3asiBUTENIO CIIOCOOOM, YKa3aHHBIM B 3asBJICHUH O
BHECEHUU HM3MEHEHUH, pelIeHHWEe O BO3BpATE yKa3aHHBIX JOKYMEHTOB (C 0OOCHOBaHUEM



IPUYUH BO3BpATa U COOOIIEHUEM O BO3MOXKHOCTH MOBTOPHOTO MPECTABICHUS TOKYMEHTOB
JI0 UICTEUYCHUS YKa3aHHOTO B ab3alie BTOpoM MyHKTa 75 HacTosuux [IpaBui cpoka).

77. YIOJTHOMOYEHHBIN OpraH (dKCHepTHasi opraHu3aius) pedepeHTHOTO ToCcyaapcTBa
IPOBOJUT IKCIEPTU3Y U OPOPMIISIET IKCIIEPTHOE 3aKIIOUEHUE COTTACHO MpuiiokeHuto Ne 8 B
teyeHne 30 pabouyux AHEH CO AHS NPUHATHS PELICHUS O Hadaye MPOUEeIypbl BHECEHHUS
U3MEHEHUW B PETUCTPALIUOHHOE JOChE.

78. BeIBO/IBI, COAEPIKAIIMECS B OKCIIEPTHOM 3aKJIIOUEHUH, JOJIKHBI OBITh OJTHO3HAYHBIMU
Y TTOHATHBIMH.

79. OcHOBaHUSMU [Ji1 TNOATOTOBKH YIOJHOMOYEHHBIM OpPraHoM (3KCHEPTHOM
opranusanueil) peepeHTHOro rocy1apcTBa 3KCHEPTHOTO 3aKIIOYEHUS O HEBO3MOXKHOCTHU
BHECEHMSI U3MEHEHUI B PETMCTPALIMOHHOE TIOCHE SBJISIOTCS:

a) HEJOCTOBEPHOCTb NPEJICTABIEHHBIX CBEJICHUN, OOOCHOBBIBAIOIIUX BHECEHUE
M3MEHEHUH (B TOM YHCJIE€ BBIABJICHHAS MPU OCYIIECTBICHUH YIOJIHOMOYEHHBIMH OpPTraHAMHU
roCyJIapCTBEHHOTO KOHTPOJISI (Ha130pa) 3a oOpalieHueM MEAUITUHCKUX U3eTui);

0) OTCYTCTBHE B MPECTABICHHBIX 3asIBUTEIIEM JIOKYMEHTAX CBEACHUH, MOTBEPIKIAIOIINX
, YTO U3MEHEHHUs, BHOCUMbIE B JJOKYMEHTBI, COAEPKALIMECS B PETMCTPALIMOHHOM J0ChE, HE
BJIEKYT 3a COO0I M3MEHEHUs CBOMCTB M XapaKTEPUCTUK MEIULIUHCKOIO U3JIEHs, BIUSIOMINX
Ha ero 0e30MacHOCTb, Ka4eCTBO M 3(P(HEKTUBHOCTb, WU COBEPIICHCTBYIOT CBOMCTBAa U
XapaKTepUCTUKH MPU HEU3MEHHOCTH (PYHKIMOHAJIBHOIO Ha3HA4Ye€HUsS U (WJIK) MPHUHIUIA
NEUCTBUS MEAULIUHCKOTO U3EIIHS;

B) HEOOXOJMMOCTh IPOBEACHHS HOBOM PETrHCTPAlMM MEIULIMHCKOTO HM3JENHs B
COOTBETCTBHHM C MYHKTOM 67 Hactosmux [IpaBu.

80. YIoJTHOMOYEHHBIN opraH (3KCHEepTHAsl OpraHu3alus) peepeHTHOro rocy1apcTaa B
teuenne 10 pabounx nHe co nHA odhopmieHUs (MOMyYEHHUs ) SKCIEPTHOTO 3aKIIOYSHUS O
HEBO3MOKHOCTH BHECEHMSI U3MEHEHHI B PETUCTPALMOHHOE IOChE MPUHUMAET pEeIlIeHHe 00
OTKa3e BO BHECEHUU 3THX HM3MEHEHHH, 0pOpPMIIAET U BBIJAET 3aiBUTENIO CIIOCOOOM,
YKa3aHHbIM B 3aBJICHUU O BHECEHUM M3MEHEHMI, yBeloMJeHUe 00 OTKa3e BO BHECEHUU
W3MEHEHUI B PETHCTPALMOHHOE JOChE (C 0OOCHOBAHMEM IMPUYMH OTKAa3a M MPUIOKEHUEM
KOIMUU JKCIEPTHOTO 3aKIIOYEHHUS YIOJIHOMOUYEHHOI0 opraHa (3KCIEepTHOM OpraHu3alvu)
pedepeHTHOro rocyapcTBa U OpUrnHaia (y0JMKaTa) perucTpaliMOHHOTO YI0CTOBEPEHUS.

81. Ilocne odopmieHus B pedepeHTHOM TOCYJIapCTBE SKCIEPTHOTO 3aKIIOUYEHUS O
BO3MOKHOCTH BHECEHHUS U3MEHEHUH B PErMCTPALIMOHHOE JI0ChE YIOJIHOMOYEHHBINH OpraH (
SKCHEpPTHAs oOpraHu3anus) pedepeHTHOTo TrocyJapcTBa pa3Mmeniaer B  CBOEH
MH()OPMALIMOHHON CUCTEME PErUCTPALIMOHHOE JIOChE, COJAEpIKalIee 3asiBJICHUE O BHECEHHUH
WU3MEHEHUH U 3KCIIEPTHOE 3aKIIFOUYECHHE.

82. B cityuyae oTcyTCTBUA rocyapcTBa (rocy1apcTB) NpU3HAHUSL YIIOJTHOMOYEHHBIN Opra
(axcmiepTHas opraHuzaiys) pedepeHTHOro TocyaapcTa B TeueHue 10 pabouux aHe# co gHS
ohOpMIIEHHUST DKCIEPTHOTO 3aKJIIOYEHHS O BO3MOXKHOCTHM BHECEHHUS H3MEHEHUU B
PErHCTPALlMOHHOE JTOChE:



a) NPUHUMAET PELIEHUE O BHECEHUU U3MEHEHUI B PETHCTPALIMOHHOE JIOCHE U PAa3MELIAET
B €IMHOM PEeCcTpe MEIUIIMHCKHUX U3/1ENUi, 3apEeruCTpUPOBaHHBIX B paMkax Coro3a, CBeIeHUs
O BHECEHUM HM3MEHEHUN B PETUCTPALMOHHOE J0Che B cOOTBETCTBUM ¢ Ilopsakom
dbopmupoBaHusi U BeeHUS MUHPOPMAIIMOHHOW CHUCTEMbI, a TaKK€ CKAHHUPOBAHHBIE KOIHH
JOKYMEHTOB, B KOTOpPbI€ BHECEHBI U3MEHEHMS;

0) B Teuenue 10 pabouux AHEH cO AHS MPUHSATUSA PEIICHUS O BHECEHWU M3MEHEHUM B
PETHCTPALIMOHHOE TOChE YBEAOMIISIET 00 ATOM 3asBUTENSI CIOCOOOM, YKa3aHHBIM B 3asIBJICHUU
O BHECEHUU W3MEHEHHH, a TaK)K€ B CIIydyae BHECEHHUS M3MEHEHUW B PETHCTPALMOHHOE
YAOCTOBEpEHUE U (MJIM) MPUITIOKEHHE K HEMY OQOpPMIISIET U BBIAAECT 3aABUTENIO CIIOCOOOM,
yKa3aHHBIM B 3asBJICHUM O BHECEHHM W3MEHEHHI, mepeopopMIICHHbIE PETHCTPALMOHHOE
YAOCTOBEPEHHUE U MPUIIOKEHHUE K HEMY C COXPAaHEHUEM IMPEKHEro HoMepa (C yKa3aHUEeM JIaThl
BHECEHHSI COOTBETCTBYIOIINX U3MEHEHUI) U BO3BPAILLAET PAaHEE BbIIAHHBIE PETMCTPALIMOHHOE
yIOCTOBEPEHHE U MPUJIOKEHHUE K HEMY C OTMETKOMN 00 MX HEIEUCTBUTENILHOCTH (C YKa3aHUEM
JIaThI).

83. B ciywyae Hanuuus rocygapcTBa (rocyJapCcTB) NPU3HAHKS U MIPU YCIOBUM OTCYTCTBUS
pa3HOTJIACUM MEXJYy YIOJHOMOYEHHBIM OpraHoM (9KCHEPTHON opraHu3aiueit)
pedepeHTHOr0 TOCyIapcTBa M YNOJHOMOYEHHBIM OpraHOM (PKCIEPTHOM OpraHu3aliueil)
rocynapctBa (rocyJapcTB) NpU3HAHUS B OTHOIIEHUM COTJACOBAHUSA HJKCHEPTHOTO
3aKJIIOYEHUS] YIOJIHOMOUYEHHBIH OpraH (9KCHepTHas oOpraHu3anus) pePepeHTHOTO
rocyJ1apcTBa:

a) B Teuenne 10 paGoumx nHEW CO AHS MOJYYEHHUS OT YIMOJTHOMOYEHHBIX OPTaHOB (
HKCIEPTHBIX OPTaHHU3allMii) BCEX TOCYAApCTB IMPU3HAHUS TOATBEPKIEHUS COTIIACOBAHUS
AKCIIEPTHOTO 3aKII0YEHUS JTHOO CO JHS UCTEUYEHUS CPOKa, MPEAYCMOTPEHHOTO MyHKTOM 50
HacTosAwmux [IpaBun (mpu ycinoBuu, 4To 3asiBUTENEM ObUI MPEICTABICH B YIIOJIHOMOYEHHBIN
opran  (9KCHEPTHYI  OpraHu3aiui) pePepeHTHOro TocylapcTBa  MEPEBOJ
HKCILTYyaTalMOHHOIO IOKYMEHTA WM MHCTPYKIMHU 110 NPUMEHEHUIO0 MEIULIMHCKOTO U3ENHS,
PYKOBOJICTBA MO CEPBUCHOMY OOCIY>KUBAHHUIO U TEKCTAa MapKUPOBKH Ha TOCYJapCTBEHHBIE
S3bIKM TOCYAApCTB MpU3HAHUS (IIPU HEOOXOIMMOCTH)), MPUHUMAET PEUICHUE O BHECEHUU
U3MEHEHUN B PErMCTPALMOHHOE JOChE€ M pa3MENlaeT B €IUHOM PEECTPE MEIULIMHCKUX
U3/IeNINM, 3aperucTpUupoBaHHBIX B paMkax Coro3a, CBEJAEHUS O BHECEHUM H3MEHEHUU B
perucTpaiioHHoe jaocke B cooTBeTcTBuM ¢ Ilopsnkom dopmupoBaHus W BeICHUS
MH()OPMALIMOHHON CHCTEMBI, @ TAaK)KE€ CKAaHUPOBAHHBIE KOMHH JOKYMEHTOB, B KOTOpBIE
BHECEHBI U3MECHECHMS;

0) B Teuenue 10 pabouux AHEH cO AHS NPUHATUA PELICHUS O BHECEHWU M3MEHEHUU B
PETUCTPALIMOHHOE JOChE YBEAOMIISIET 00 ATOM 3asiBUTENSI CIOCOOOM, YKa3aHHBIM B 3asBIICHUU
O BHECEHUU W3MEHEHUW, a TAaKKE B CIIy4ac BHECEHUS W3MEHEHHUU B PETHCTPALMOHHOE
YAOCTOBEpEHUE U (WJIM) MPUIIOKEHUE K HEMY OGOPMIISIET U BBIIACT 3asBUTENIO CIIOCOOOM,
yKa3aHHbIM B 3asBJICHUM O BHECEHUW W3MEHEHUM, rnepeoOopMIICHHBIE PETrUCTPAlMOHHOE
YAOCTOBEPEHHUE U MPUIIOKEHHUE K HEMY C COXPAHEHUEM MPEKHEr0 HoMepa (C yKa3aHUEM JIaThl



BHECEHHMSI COOTBETCTBYIOIINX U3MEHEHUI) U BO3BPAILAET PAaHEE BBIIAHHBIE PETMCTPALIMOHHOE
YAOCTOBEPEHUE U MPUIIOKEHHE K HEMY C OTMETKOM 00 UX HEJAEHCTBUTENBHOCTH (C YKa3aHUEM
JIaThI).

84. HecornacoBaHue SKCHEPTHOIO 3aKJIIOUEHHUS YIIOTHOMOYEHHOTO OpraHa (3KCIepTHON
opranusaiuu) pedepeHTHOr0 rocyJapcTBa B OJHOM M3 TOCYAAapCTB MPU3HAHUS SIBISETCS
OCHOBaHUEM JJIsl UCKIIIOUECHHSI MHPOpMaluu 00 3TOM TOCyJapCTBE M3 PETUCTPAIMOHHOTO
YAOCTOBEPEHUS.

85. Ecnu ynoJIHOMOYEHHBIN OpraH (3KCIEpPTHAsI OpraHU3alusl) rocyaapcTBa IpU3HAHUS
HE COTJIacOBajJl J3KCIEPTHOE 3aKJIIOYEHHE W YMNOJHOMOUYEHHBI opraH (3KcrepTHas
opranuzaiysi) pe)epeHTHOTO TOCy1apCTBa COIIACEH ¢ BHIBOJIAMU YIOJTHOMOYEHHOI'O OpraHa
(3KCTIepTHOW OpraHu3alu) TOCYJapCTBAa MPU3HAHUS OTHOCHUTENIBHO HEBO3MOKHOCTH
BHECEHUSI MU3MEHEHHMI B PErMCTPALMOHHOE J0ChE, YINOJIHOMOYEHHBIA OpraH (3KCIepTHas
opranusanus) peepeHTHOro rocyJapcTna:

a) B TeyeHue 10 pabouyux IHEN cO JHS MOIYYEHHS OT YIOJHOMOYEHHBIX OPraHoB (
AKCIEPTHHIX OpraHU3aIluil) BCEX TOCYJIapCTB MPU3HAHUS MOATBEPKACHUS COTJIACOBAHUS (
HECOTJIACOBAHUsI) HJKCHEPTHOTO 3aKJIIOUEeHUs JIMOO CO JIHS UCTEYEHHS CpoKa,
npenycMoTpeHHoro myHktoMm 50 Hacrosmux [IpaBui, mpuHUMaeT pelieHue o0 oTKasze BO
BHECEHUH U3MEHEHUH B PETUCTPALMOHHOE JJO0ChHE;

0) B Teuenue 10 pabouux qHEW CO IHS MPUHATUS PEIICHUS 00 OTKa3e BO BHECCHHUH
U3MEHEHHI B PETrHCTpaIllMOHHOE A0Che OQOPMIISIET M BBIAACT 3asBUTENIO CIOCOOOM,
YKa3aHHBIM B 3asBJICHUM O BHECEHUM M3MEHEHMI, yBelOMJEeHUE 00 OTKa3e BO BHECEHUU
U3MEHEHHI B PErUCTpPallMOHHOE J0che (C OOOCHOBAaHMEM MPUYMUH OTKa3a, a TaKKE C
MPUIOKEHUEM KOMHUHU HKCIIEPTHOIO 3aKIIOUEHHs YIOJIHOMOUYEHHOIO0 OpraHa (3KCHepTHOM
opraHuzaiuu) pepepeHTHOro0 rocyJapcTBa, KOMUK (KOMHUIA) TOITBEPKACHUS COTTacCOBaHUS (
HECOTJIACOBAaHMUS) SKCIEPTHOTO 3aKJIIOYEHUS U OpUTrHHaNa (qyOiauKara) perucTpaliOHHOIO
YJOCTOBEPECHUS).

86. Ecii ynmosHOMOUYEHHBIN OpraH (3KCIepTHasi OpraHu3alys) rocy1apcTBa NpU3HaAHUS
HE COIJIacOBajJl JKCIEPTHOE 3aKJIIOYEHHE W YMNOJHOMOYEHHBI oOpraH (3KcrnepTHas
opranuzanus) pedepeHTHOro rocyJapcTBa HE COTJaceH C BBIBOJAMH YIOJIHOMOYEHHOTO
opratHa (3KCIepTHOM OpraHu3alyy) rocyJapcTBa NPU3HAHNUS OTHOCUTENBHO HEBO3MOKHOCTH
BHECEHHSI M3MEHEHUN B PETHCTPAIIMOHHOE J10ChE, YIIOJTHOMOYEHHBIH OpraH (dKCrepTHas
opraHuzaius) peepeHTHOro rocyapcTna:

a) B Teuenue 10 pabouux IHEN cO NHS MOIYUYEHHS OT YIMOJHOMOYEHHBIX OPTraHoB (
AKCIEPTHBIX OpraHU3allMil) BCEX TOCYJapCTB MPU3HAHUS MOATBEPKACHUS COTIaCOBAHMS (
HECOTJIACOBAHUS) SKCIIEPTHOTO 3aKII0UEHUs JIUO00 CO IHSA UCTECUYCHUS CPOKA, YCTAHOBICHHOTO
Ha MPEeJI0CTaBIEHNE rOCYIapCTBAMU MPU3HAHUS YKa3aHHOTO MOATBEPKIAEHUs (IIPU yCIOBUH,
YTO 3asiBUTENEM ObUI IIPEACTABIEH B YIOJHOMOYEHHBIN OpraH (3KCHEPTHYIO OpraHU3aluIo)
pedepeHTHOTO TocyaapcTBa MEPEBO/l IKCILUTYaTAlMOHHOTO JOKYMEHTa WM UHCTPYKLIUU T10
MPUMEHEHUI0 MEAUIMHCKOrO M3JENHs, PyKOBOJCTBA MO CEPBUCHOMY OOCIYKUBAHUIO U



TEKCTa MapKUPOBKM Ha TOCYJAapCTBEHHBIE S3BIKM TOCYAapCTB MNpU3HAHHUS (IIpU
HEO0OXOIMMOCTH)):

OpPUHUMAET pEIIeHHE O BHECEHHH HW3MEHEHHIl B PErucTpaluoOHHOE 0Che U 00
UCKIIIOYEHUM W3 PETUCTPAIMOHHOIO YIOCTOBEpEeHHS HH(MOpMalMu O TrocyaapcTBe (
rocy/apcTBax) MNPU3HAHUSA, YIOJIHOMOYEHHBIM OpPraHoM (PKCHEPTHOM OpraHu3alucii)
KOTOPOTO HE COTJIACOBAHO HKCIIEPTHOE 3aKIIOUCHHUE;

pa3MelaeT B €IMHOM PEeeCcTpe MEAUIIMHCKUX U3ENIHM, 3apErUCTPUPOBAHHBIX B PAMKaX
Coro3a, cBeIEHHS O BHECEHUU HM3MEHEHHMH B PETHCTPALMOHHOE JOChE B COOTBETCTBHHM C
[Topsinkom popMHUpPOBaHUS U BeICHUSI HHPOPMALIMOHHON CUCTEMBI, a TAK)KE CKAHUPOBAHHbBIE
KOITMU JJOKYMEHTOB, B KOTOPbIE BHECEHBI U3MEHEHMUS;

0) B Teuenue 10 pabouux AHEH co AHS NPUHATUA PEIICHUS O BHECEHWU M3MEHEHU B
PErHCTPALlMOHHOE JTOChE:

YBEIOMJISIET 3asiBUTEJIsI O BHECEHWU M3MEHEHUM B PErMCTPALIMOHHOE J0Che U 00
UCKJIIOYEHUH W3 PETHCTPAMOHHOIO YIOCTOBEpEHHS HH(MOpMaLUMU O TrocyaapcrBe (
rocyJlapcTBax) MpPU3HAHUA, YMOJHOMOYEHHBIM OpPraHoM (dKCHEPTHON opraHu3aiuei)
KOTOPOI'0 HE COTJaCOBAHO 3KCIEPTHOE 3aKIHOYEHHUE, CIOCOOOM, YKa3aHHBIM B 3asBJICHUU O
BHECEHMM HW3MEHEHUW (C MPHIIOKEHHEM KOIHWHM NOATBEPKICHUS HECOIIaCOBAHUSA
AKCIIEPTHOTO 3aKJIIOUEHHUS);

o(opMIISeT U BBLAACT 3asBUTEIIO0 CIOCOOOM, YKa3aHHBIM B 3asBJIICHUM O BHECEHHHU
U3MEHEHUH, nepeoopMIICHHbIE PETMCTPALIMOHHOE YIOCTOBEPEHUE U MPUJIOKEHHE K HEMY,
U3 KOTOPBIX HCKJIIOUEHa HHpoOpMaIus O TocydapcTBe (rocyaapcTBax) MNpHU3HAHUS,
YIOJHOMOYEHHBIM OpPraHoM (PKCHEPTHON opraHu3aiuei) KOTOpPOro He COrIacoBaHO
AKCIIEPTHOE 3aKIIIOUECHUE, U B KOTOPbIE BHECEHBI N3MEHEHUSI B COOTBETCTBUU C 3asIBJICHHEM O
BHECEHUM W3MEHEHUH, C COXPAaHEHUEM IPEXKHEro HoMepa (C yKa3aHUEM JaThl BHECEHHUS
COOTBETCTBYIOIIUX U3MEHEHHI );

BO3BpAlIaeT 3asiBUTEII0 CIOCOOOM, YKA3aHHBIM B 3asBJICHUU O BHECEHUM W3MEHEHHII,
paHee BbIIAHHBIE PETUCTPALMOHHOE YAOCTOBEPEHUE U MPUIIOKEHUE K HEMY C OTMETKON 00
UX HEJECHCTBUTENBHOCTH (C YKa3aHUEM JaThl).

VL. IIponenypa BHECCHHA H3MCHCHHM B PETHCTPAIHOHHOE IOCHE B YBEAOMUTEILHOM IOPSIKE

87. Ilpouenypa BHECEHHUSI U3MEHEHUN B PETUCTPALMOHHOE JIOCHE B YBEJIOMUTEIBHOM
NOPSAJIKE PUMEHSETCS B CIEAYIONINX CIy4asx:

a) HU3MEHEHMS KacalTCs CPOKOB JEUCTBUS JOKYMEHTOB, COJEPXKAIIUXCS B
PETUCTPAIIMOHHOM JI0Che (aKTyaIu3alus TOKYMEHTOB PETUCTPAIMOHHOTO 1I0ChE 3asBUTEIIEM )
;

0) W3MEHEHHsI BHOCSTCS MPOU3BOJAUTENIEM MEIUIIMHCKUX HW3JeNUil Kiacca
MOTEHIIMAIBHOTO PUCKA MPUMEHEHUS | WM HECTEPWJIBbHBIX MEAUIIMHCKUX W3JCNIMM Kiacca
MOTEHIIMATBHOTO PUCKAa MPUMEHEHHUs 2a, MPOUIEAIIMM OLIEHKY CHCTEMbl MEHEIKMEHTa
KauecTBa MEAMIIMHCKOTO M3JENus (BKIOYasl MPOIECCHl MPOSKTUPOBAHUS M pa3pabOTKH



MEJIUIIMHCKUX HW3JENHil) B COOTBETCTBUM C TpeOOBaHUAMH K CHCTEME MEHEIKMEHTa
KauyecTBa;

B) U3MEHEHUS KacaroTCsl CIEIYIONIUX CBEACHUN O MPOU3BOAUTENIE MEIUIIMHCKOTO
U3JIeNINS WK €T0 YIIOJTHOMOYEHHOM MpeICTaBUTEIIE:

HAaUMEHOBAHUE IOPUANYECKOrO Jula (MOJHOE U COKpalleHHOe (MIpU HAJIMYKH), B TOM
yucine (QupMeHHoe, HAaMMEHOBAaHHUS), aJpec MecTa HaXOXJICHHS WU aJpec MecTa
OCYILIECTBJICHUS AESATEILHOCTH;

dbamMumnus, uUMsi, OTYECTBO (MPU HATHYHH), AAPEC MECTa KUTEIbCTBA MHAUBUAYATBHOTO
MpEANPUHUMATEIIS WM aJpeC MECTa OCYIIECTBICHUS ACATEIbHOCTH U PEKBU3UTHI JJOKYMEHTA
, YIOCTOBEPSIOILIETO JIMYHOCTb;

') I3BMEHEHWS HAMMEHOBAHUS MEIUIIMHCKOTO U3/ICTUs B YaCTH TOBAPHOT'O 3HAKA M UHBIX
CPEACTB MHMBUAYaN3AIUY;

1) U3MEHEHHUS 3aKIII0Yal0TCs B UCKIIIOUEHUH CBEICHHUM 0 MOJeNn (MapKe) METMIIMHCKOTO
W3JICNIHS U3 PETUCTPAIMOHHOTO YA0CTOBEPEHHUS.

88. B mensx BHECEHUS U3MEHEHHMM B PETrMCTPALIMOHHOE JOChE B YBEIOMUTEIBHOM
MOPSIIKE 3asiBUTEJNIb HAIPABIISIET B YIIOJTHOMOYEHHBIH OpraH (IKCIEPTHYIO OPTaHU3AIIUIO)
pedepeHTHOr0 roCcy1apcTBa CIEIYIONUE JOKYMEHTHI U CBEACHHUS:

a) 3asBJICHUE O BHECEHUM M3MEHEHHI B PETUCTPAIIMOHHOE JIOChE B YBEIOMHUTEIHLHOM
nopsake (Ha OymMa)kHOM HOcUTeNle W (WJIM) B DJIEKTPOHHOM BHUJE) MO (opMe coriacHo
npuiioxxeHuro Ne 9 (1anee B HaCTOSIIIEM pa3jiesie — 3asiBJI€HUE O BHECEHUH U3MEHEHUN);

0) Komus AOKYMEHTa, MOATBEPKIAIOIIETO TOTHOMOYHUS YIMOIHOMOYECHHOTO
NpeACTaBUTENS TPOU3BOAUTENS (NP HAIMYMU YIMOJHOMOYEHHOTO TMPEACTAaBUTENS
MIPOU3BOJIUTEIIA);

B) JIOKYMEHTBI U CBEJEHHUS O COOTBETCTBYIOIIUX WU3MEHEHUSIX, B TOM YUCJE JOKYMEHTBHI,
MOATBEPKAAIONINE U3MEHEHHUS U CBUJIETEIIbCTBYIOIIME O TOM, YTO BHECEHUE ATUX U3MEHEHUM
HE BJEYET 3a COOOM HM3MEHEHUS CBOWCTB M XapaKTEPHUCTUK MEIUIIMHCKOTO W3JEeus,
BIIUSIIOIIUX Ha €ro 0€30MacHOCTh, KauecTBO U 3G (PEKTUBHOCTD, UIN COBEPIIECHCTBYET €T0
CBOMCTBA M XapaKTEPHUCTHKUA NMPU HEM3MEHHOCTH (YHKIIMOHAIBHOTO Ha3HA4YCHUS W (WJIH)
NPUHIIMNA TeUCTBUS MEAUIIMHCKOTO U3IEIHS;

I') OTYETHI O pe3yibTaTax MEePBUYHOTO, MEPUOIUUECKOTO (TIJIAaHOBOI0) U BHETIAHOBOTO
MHCIIEKTUPOBAHUS MPOU3BOJICTBA (B CiIyyae, MPeayCMOTPEHHOM MOAMYHKTOM "0" myHkTa 87
Hactosmux [IpaBun);

1) KOIIUU JOKYMEHTOB, MOATBEPKIAIOIINX OIJIATy MPOLEAypbl BHECEHHS] N3MEHEHUN B
PErUCTPAIMOHHOE JJOChE B YBEJIOMUTEIHHOM MOPSAKE B pehepEHTHOM rOCyAapCTBE, a TAKXKE
BBIJIaYM PETUCTPAIIMOHHOTO YyJAOCTOBEpEHUS B pePepeHTHOM rocyaapctBe (mpH
HEO0OXOUMOCTH);

€) OpUTHHAJI PETUCTPALIMOHHOTO Y0CTOBEpeHus (Ay0aukar) (B ciiyyae HEOOXOAUMOCTH
BHECEHHUS B HETO U3MEHEHUN);

) OIUCH JOKYMEHTOB.



89. 3asaBiieHUE O BHECEHUU U3MEHEHUIN U JOKYMEHTHI, MOJTBEPKIAI0IINE U3MEHEHUS (B
TOM 4YHCIE€ OTYEThl O pe3yJbTaTaX HHCIEKTUPOBAHUSA MPOU3BOJCTBA), PA3MEIIAIOTCS
YIOJHOMOYEHHBIM OpraHOM (PKCIIEPTHOW opraHu3zanuen) pedepeHTHOro rocyiapcrsa B
cBoel MH(MOPMAIMOHHON CHCTEME C MPEJOCTABICHUEM JO0CTYIA TOJBKO YIOJIHOMOYEHHBIM
opraHaM (PKCIEPTHBIM OpraHu3anusaM) pedepeHTHOTO TocyAapcTBa M rocyaapctBa (
rocyJapCTB) MPU3HAHUS.

90. Y1o1HOMOYEHHBII OpraH (3KCHEpTHAsI OpraHu3aius) pe)epeHTHOro rocy1apcTaa B
TeueHue 7 pabouux THEW CO JHS MOCTYIUICHUS 3asiBICHUS O BHECEHUU MU3MEHEHUM, a TaKKe
JOKYMEHTOB M CBEJICHUM, YKa3aHHBIX B MyHKTE 88 Hactosawmux [IpaBui, mpoBOAUT IPOBEPKY
IIOJIHOTBI U JJOCTOBEPHOCTH COJIEpKAIIMXCA B HUX CBEACHUH (B TOM YHCIIE CPOKa JIEHCTBUS
OTYETOB O Pe3yJIbTaTaX MHCIEKTUPOBAHUS TPOU3BOICTBA).

91. B ciyuae eciu 3asBJIECHHME O BHECEHUU M3MEHEHUU MPEICTABICHO C HAPYLICHHUEM
TpeboBanuit HacToAmux [IpaBui, coaepKUT HETOCTOBEPHBIE CBEACHUS U (MIIH) TOKYMEHTHI U
CBEJICHUS, YKa3aHHbIE B MyHKTe 88 Hactosawmux [IpaBuil, mpeacTaBieHsl HE B TOJIHOM 00beME,
YIOJHOMOYEHHBIN OpraH (9KCHEpTHAsI OpraHu3aiys) pepepeHTHOro TOCyAapCTBa B T€UCHUE
7 pabouux naHEW CO JHS TOCTYIUICHUS TaKUX 3asBJICHUS, JOKYMEHTOB U CBEJCHUU
YBEIOMJIISIET 3asBUTENS O HEOOXOAMMOCTH YCTPAHEHHS BBISBICHHBIX HApyHICHUH U (WIIH)
MPEJCTAaBICHUS OTCYTCTBYIOIIMX JOKYMEHTOB B TedeHue 30 pabouux JHeH co JHA
pa3MelleHus COOTBETCTBYIOLIETO yBEIOMJIEHHS B HMH(OPMAIlMOHHON cHcTeMe
YIOJHOMOYEHHOI'O OpraHa (3KCNepTHOW opraHu3aluu) peepeHTHOTro rocyapcTBa Judo co
JHSI HAaIlpaBJICHUS YBEAOMIICHUS 3asBUTEIIO CIIOCOOOM, YKa3aHHBIM B 3asBJICHUH O BHECEHHH
U3MEHECHUMU.

92. B cayuae ecnu no ucredeHun 30 pabouux AHEH 3asBUTEIEM HE yCTPaHEHBI
BBISIBJICHHBIE HapylIeHHs M (WJIKM) HE NpPeACTaBICHbl OTCYTCTBYIOIIHME JTOKYMEHTHI,
YIOJIHOMOYEHHBIN OpraH (3KCHEpTHAsi OpraHu3aiys) pepepeHTHOro ToCyAapCTBa B TEUEHUE
3 pabouux AHEH NPUHUMAET PEIICHUE O BO3BpATE 3asBJIEHUS O BHECEHHHM W3MEHEHMM U
JOKYMEHTOB (¢ 000CHOBaHMEM IIPUYMH BO3BPATA).

93. B teuenme 3 paboumx AHEW CO NHS MPEICTABICHHS 3asiBJICHUS O BHECCHUU
MU3MEHEHHM, TOKYMEHTOB U CBEACHHI, COOTBETCTBYIOUIUX TpeOoBaHUsAM HacTosmux [IpaBu,
a TaKKe B Cllydyae yCTPaHECHMS B YCTAHOBJIEHHbIM HMyHKTOM 91 Hacrosmmx IIpaBun cpok
BBISIBJICHHBIX HapylIeHUWHd W (WJIu) TpeJCTaBICHUs JOKYMEHTOB, COOTBETCTBYIOIIMX
TpeboBaHusAM HacTosuux [IpaBui, yrnoaHOMOYEHHBIH OpraH (dKCIEepTHAs OpraHu3alus)
pedepeHTHOro rocynapcTBa NPUHUMAET pEIIeHHE O Hayaje Mpoleaypbl BHECEHUs
M3MEHEHUN B PETUCTPAILMOHHOE JIOChE B YBEIOMUTEIHLHOM MOPSIKE U pa3MellaeT B CBOEH
MH(OPMALIMOHHONW CHCTEME PETUCTPAIMOHHOE JI0ChE, COJIeprKallee 3asBICHUE O BHECCHUU
U3MEHECHUM.

94. B cnywae ecinm CpOK AECHUCTBHUSA OTYETA O pPE3yJibTaTax WHCIIEKTUPOBAHHUS
IPOU3BOJICTBA MCTEK (11 ciydas, MPEeayCMOTPEHHOTO MmoamyHKToM "O" myHkTa 87
Hactosamux [lpaBui), 3asBieHUE O BHECEHMM W3MEHEHHU HE NMPUHMMAETCS M BHECEHUE



U3MEHEHUM B PETrHCTPALMOHHOE J0ChE NIPOBOAUTCSA B COOTBETCTBUM C IPOLEAYPOH,
IIPElyCMOTPEHHOM pa3zaesioM V Hacrosmux IIpasu.

95. BHeceHne M3MEHEHHI B PErMCTPALMOHHOE J0ChE B YBEJAOMMTEIBHOM MOPAJIKE
OCYLIECTBIISICTCA YINOJIHOMOYEHHBIM OPraHoM (PKCIEPTHOM opraHusainuen) pe@epeHTHOro
rocyzapcTsa B TedeHue 15 pabouux AHEH cO THA NPUHATHUS PELICHUs O Havyalle IpOoLEeIyphl
BHECCHUS U3MEHEHUI B PETHCTPALIMOHHOE JOChE B YBEJTOMUTEIBHOM MOPSIKE.

96. IIpouenypa BHECEHHSI U3MEHEHUN B PETUCTPALIMOHHOE JI0CHE B YBEJIOMUTEIHLHOM
nopsiike He TpeOyeT corjacoBaHMsl C TocyJapCTBaMH Ipu3HaHuA. B cBsi3u ¢ 3TuM
roCcyJ1apCTBA MPU3HAHUS B 3asIBJIEHUN O BHECEHUM U3MEHEHNUN HE YKa3bIBAKOTCA.

97. B ciyuae eciv BHOCUMBIE U3MEHEHHMS KacarOTCsl CBEIECHMI, COJIEpIKalUXCs B
PETUCTPALIMOHHOM YJOCTOBEPEHUHU, YIOJHOMOYEHHBIH Opran pedepeHTHOro rocyJaapcTna
BBIJJAET HOBOE PErMCTPALMOHHOE YJOCTOBEPEHUE C COXPAHEHUEM MPEXKHEr0 Homepa (c
yKa3aHUEM J1aThl BHECEHUS COOTBETCTBYIOIINX U3MEHEHUIN).

98. OcHoOBaHUSMU [JJs NPHUHATHS YHOJTHOMOYEHHBIM OpPraHoM (PKCHEpPTHOMU
opranmsaieil) peepeHTHOro rocyiapcTBa pemieHus o0 0TKa3e BO BHECEHUU U3MEHEHHI B
PETUCTPALIMOHHOE 10ChE B YBEJOMUTEIBHOM MOPSAKE SABJISIIOTCS:

a) HEJIOCTOBEPHOCTH MPEJCTABICHHBIX CBEJEHUN, OOOCHOBBIBAIOUIUX BHECEHUE
M3MEHEHUH B YBEJOMUTEIBLHOM MOPSAKE (B TOM UKCIIE UCTEUEHUE CPOKA IEUCTBUS OTUETA O
pe3ynibTaTax MHCIIEKTUPOBAHUS IPOU3BO/ICTBA);

0) HECOOTBETCTBUE MPEICTABIECHHBIX JOKYMEHTOB M CBEICHUN MYHKTY 88 HACTOSIIHUX
IIpaBwuir;

B) HEOOXOJAMMOCTb NMPOBEIEHUS HOBOM pPETMCTpalid MEIUIMHCKOrO W3JEIHsS B
COOTBETCTBHHM C MYHKTOM 67 Hactosmux [Ipasu;

I') HECOOTBETCTBHE BHOCUMBIX U3MEHEHHUH CIy4asiM, YKa3aHHBIM B IIYHKTE 87 HAaCTOSIIMX
ITpaBui.

99. YnoaHOMOYEHHBIN opraH (SKCIEpTHAsI OpraHu3aius) peepeHTHOTO rocy1apcTBa B
TeyeHue 5 pabouux AHEH cO IHS MPUHATUA pelIeHHs] 00 0TKa3e BO BHECEHUM W3MEHEHUN B
PETUCTPALMOHHOE TOChE B YBEJOMHTEIBHOM MOPSIKE O(QOPMIISIET M BBIIAET 3asBUTEIIO
CIIOCOOOM, YKa3aHHBIM B 3asiBJICHHMM O BHECEHHMM M3MEHEHMH, YBEOMIIEHHE 00 OTKa3e BO
BHECEHNM HW3MEHEHUW B PETHCTPALMOHHOE JOCHE B YBEJOMMUTEIBHOM IOPSANKE C
000OCHOBaHHMEM, a TAKXKe BO3BpAIlaeT 3asBUTEIIO0 CIIOCOOOM, YKa3aHHBIM B 3asiBJICHUU O
BHECEHUM H3MEHEHMI, paHee BbIJaHHBbIE PErMCTPALMOHHOE yAOCTOBepeHue (AyOaukar) u
IIPWIOKEHUE K HEMY B CIIy4dae MX IIPETOCTABICHUS.

100. YniomHOMOYEHHBIN Ooprad peepeHTHOro rocyaapcTBa B TeUeHHE 5 pabouux JTHEN co
IHS TPUHATHS PEIIEHUS O BHECEHHMM HW3MEHEHHH B PpETUCTPALlMOHHOE [OChE B
YBEJOMUTEIBHOM IOPSJIKE:

a) pa3MeIAET B €IMHOM PEECTPE MEIULUHCKUX U3AEIINNA, 3apETUCTPUPOBAHHBIX B paMKax
Coro3a, cBeIeHMS O BHECEHUU HM3MEHEHHMH B PETHCTPALMOHHOE JOChE B COOTBETCTBHHM C



[TopsiakoM popMupoBaHUs U BeJACHUS HHHOPMAIIMOHHON CHCTEMBI, a TAaK)KE€ CKAaHUPOBAHHBIC
KOITMU JJOKYMEHTOB, B KOTOPBIC BHECCHBI N3MCHCHHUS;

0) opopmIIsIeT M BBITACT 3asABUTEII0 CIIOCOOOM, YKa3aHHBIM B 3asBJICHUHM O BHECCHHH
U3MEHCHUW, YBEJIOMJICHUE O BHCCEHHMM HW3MCHEHHH B PETUCTPAIMOHHOE J0ChE B
YBEAOMUTEIBHOM TOPSAKE, a TakkKe TMNpu HEOOXOAUMOCTH TMepeodOopMIICHHBIE
PETHCTPAIIMOHHOE YIOCTOBEPECHHUE M MPUJIOKCHHE K HEMY C COXpaHECHUEM IMPEKHETO HOMEpa
(c ykazaHueM JaThl BHECCHHSI COOTBETCTBYIONTUX H3MEHEHU );

B) BO3BpAIllacT 3asiBUTEIIO CIIOCOOOM, YKa3aHHBIM B 3asIBJIEHUH O BHECCHUU HU3MCHECHUH,
paHee BBIIAHHBIC PETHUCTPAIMOHHOE yJOCTOBEpeHUe (IyOJIMKAT) U MPUIIOKCHUE K HEMY C
OTMETKOU 00 MX HEJICMCTBUTEIBHOCTH (C yYKa3aHHUEM JIaThl) B CIydae MX MPEOCTaBICHHUS.

VIL. IIpouenypa BelAa4y JyOMKaTa pETHCTPAMOHHOTO YAOCTOBSPEHUA

101. B cnyuae ytpartsl (IOpUH) pErucTPallMOHHOTO YIOCTOBEPEHUS 3asBUTEb BIIPABE
00paTUThCS B YIIOJTHOMOYEHHBIN opraH peepeHTHOTO TOCYyAapCTBa C 3asBICHUEM O BbIJaue
nyOnuKaTa pPErucTPallMOHHOTO YJIOCTOBEpeHHs (Ha OyMakHOM HocuTelle u (WJh) B
AJIIEKTPOHHOM BHUJIE) 1O hopMe cortacHo mpuiioxkeHuto Ne 10.

102. B ciiydyae mopyd perucTpallMOHHOTO YJAOCTOBEPEHUS K 3asBJICHUIO O BbIJaue
nyOJuKaTa perucTpallioOHHOTO YAOCTOBEPEHUS MIPUIIAraeTCsl UCTIOPUCHHOE PETHCTPALIMOHHOE
YAOCTOBEPEHHE.

103. B Teuenue 5 pabouyux IHEHW cO JHS MONYUYEHHUS 3asBIICHHS O BbIJaue AyOauKara
PETUCTPALIMOHHOTO YJAOCTOBEPEHHUS YIOJHOMOYEHHBIA OpraH ped)epeHTHOro rocy/1apcTBa
opopmisier Ha ONaHKe TyOJNMKAT PETUCTPAITMOHHOTO YIOCTOBEPECHHS W BBIAET €r0
3asBUTEIIO0 CIIOCOOOM, YKa3aHHBIM B 3aBJICHUHM O BbIJlaue JyOJIMKaTa PErucTpalmOHHOTO
YAOCTOBEPEHUSI.

104. B ciyuae ecnu npeacTaBiIeHHOE 3asBJICHHE O BbIaue AyOIruKaTa perucTpaiioHHOrO
yI0CTOBEpeHUsT O(QOPMIIEHO HEHaJIexKaluM obOpa3oM © (WJIM) B HEM YKa3aHbI
HEJIOCTOBEPHBIEC CBEICHMS, YIIOJITHOMOYCHHBIN OpraH peepeHTHOTr0 rocyaapcTsa opopmiisieT
penieHre 00 oTKa3e B Bblgaue JyOauKaTa perucTpaliiOHHOTO Y0CTOBEPEHUSI.

VIII. Hpone,u‘ypa COI'NIACOBAHHS SKCIICPTHOI'O 3aKIIOUCHHUA HA 3aPCIUCTPHPOBAHHOC MEAUIIUHCKOC
A30CINeC

105. TIpouenypa perucrpanuu MEAUIMHCKOTO W3AEIHUS, 3apPETUCTPUPOBAHHOTO B
COOTBETCTBUM C HacTosmumu lIpaBunamu, B rocyaapcTBax-ujieHaX, HE YKa3aHHbBIX B
pEeTUCTPAllMOHHOM  YJAOCTOBEPEHHHU,  OCYILIECTBISETCS IyTeM  COTJIaCOBaHMUs
YIIOJTHOMOYEHHBIMUA OpraHaM# (3KCHEPTHBIMU OpPraHU3alUsIMHU) 3TUX TOCYJapCTB-UJICHOB
JKCIepTHOTO 3akitodeHus. [lo wuToram coriacoBaHHs YINOJHOMOYEHHBIM OpPraHOM



pedEepeHTHOT0 rocyAapCcTBa BHIACTCS] PETUCTPALIMOHHOE YIOCTOBEPEHHE C YKa3aHUEM BCEX
rocyJapCTB IMpPU3HAHUS, YHOJHOMOYEHHBIMU OpraHaMu (SKCHEPTHBIMU OPTraHU3aLMSIMU)
KOTOPBIX COIIACOBAHO IKCIIEPTHOE 3aKIIOUYEHUE.

106. 3asiBUTENb MIPEACTABISIET B YIOJHOMOUYEHHBIA OpraH (3KCHEPTHYIO OpTraHU3aIuIo)
pedepeHTHOTO TOCy1apCTBa CIEAYIONNE JOKYMEHTHI (KON TOKYMEHTOB):

a) PerucTpallMOHHOE JI0ChE, COJEpIKalllee 3asBICHUE O MPOBEIECHUU COrJIAaCOBaHUS
AKCIEPTHOIO 3aKJIIOYEHHS Ha 3apErMCTPHUPOBAHHOE MEIUIIMHCKOE H3Jenue (C yKazaHHeM
rocyJiapcTsa (rocyaapcTB) NpU3HAHUS, HE YKA3aHHOTO B PETUCTPALIMIOHHOM YJIOCTOBEPEHHH )
(Ha OyMa)XHOM HOCHUTENE U (UJIK) B DJIIEKTPOHHOM BUJE) MO (hOpME COrIacHO MPUIIOKEHUIO No
11 (manmee B HacTOsIIIEM pa3jielie — 3asiBJIEHUE O COTJIACOBAHUU SKCIIEPTHOTO 3aKJIIOYEHHUS) U
JOKYMEHTBHI 110 IEPEYHIO COTJIACHO MpUiIokeHuto Ne 12;

0) KomMM TOKYMEHTOB 00 OIUIaTe BBIJAYM HOBOT'O PErMCTPAIMOHHOTO YAOCTOBEPEHUS B
pedepeHTOM rocyaapcTse (Mpu HATMYMKM COOTBETCTBYIOIIMX TPEOOBAHUN);

B) KOIIMU JJOKYMEHTOB 00 OIuiaTe NpoLeaypbl COTIaCOBaHUS IKCIIEPTHOTO 3aKIIOYEHUS B
rocygapcTBe (rocylapcTBax) IpU3HAHUSA, YKa3aHHOM B 3asBJIEHHM O COTJIACOBAaHUU
AKCIEPTHOTO 3aKIHOYEHHUS.

107. YnomHOMOYEHHBIHN opraH (dKCHepTHas opraHu3aius) pedepeHTHOTO rocyaapcTBa B
TeueHue 7 pabouyux JHEW CO JHS MOCTYIUICHUS 3asBJIE€HUS O COIVIACOBAHUU 3KCIEPTHOTO
3aKJIIOUYEHHMS U JOKYMEHTOB, yKa3aHHbIX B nyHKTe 106 Hacrosmux IIpaBui, mpoBoauT
IIPOBEPKY ITOJIHOTBI U JOCTOBEPHOCTH COJEPKAIIUXCS B HUX CBEACHUIA.

108. B ciyuae ecnu 3asBiI€HUE O COTTIACOBAHUM SKCIIEPTHOTO 3aKIIOUEHUS IIPEACTABICHO
C HapyuieHueM TpeOoBaHUN HacTosmuXx [IpaBui, comepKUT HEAOCTOBEPHbIE CBENEHUS U (
WJIN) TOKYMEHTBI, yKazaHHble B yHKTe 106 HacTosmux [IpaBui, npeacTaBieHbl HE B MOJTHOM
o0BeMe, YIIOJTHOMOYEHHBIN opraH (dKCIepTHasE OpraHu3aius) peepeHTHOro rocy1apcTaa B
TeyeHue 7 pabouunx IHEW cO JHS MOCTYIUICHHS TaKUX 3asiBICHUS U TOKYMEHTOB YBEIOMIISIET
3asgBUTENS 0 HEOOXOJMMOCTH YCTPAHEHUS BBISIBJICHHBIX HAPYIIEHUHN U (WJIK) MpeICTaBICHUS
OTCYTCTBYIOIIUX JOKYMEHTOB B TeueHue 30 paboumx [aHEH cO AHA pa3MelleHus
COOTBETCTBYIOILIETO YBEIOMIICHUSI B UHPOPMAIITMOHHON CUCTEME YIOJIHOMOYEHHOTO opraHa (
DKCIIEPTHON OpraHu3anuu) pedepeHTHOro rocygapcTBa JMOO CO JHS HalpaBJiCHUs
YBEJOMIICHHSI 3aIBUTENIO CIOCOOOM, YKa3aHHBIM B 3aBJICHHH O COTJIACOBAHUU 3KCIEPTHOIO
3AKITFOYECHUS.

109. B canyuae ecnu no uctedyeHun 30 paboyux AHEH 3asBUTENEM HE yCTPaHEHbI
BBISIBIICHHBIE HapylIeHWs M (WJIKM) HE NPeACTaBICHbl OTCYTCTBYIOIIHME JTOKYMEHTHI,
YIIOJIHOMOYEHHBIN OpraH (3KCHEpTHAsi OpraHu3aiysi) pepepeHTHOro rocyAapcTBa B TEUEHUE
3 pabouunx qHEH MpPUHUMAET PEelIeHUE O BO3BpATe 3asBJICHUSI O COTJIACOBAHUM HKCIEPTHOTO
3aKJIFOUEHUS U IOKyMEHTOB (C 000CHOBaHHEM IIPUYMH BO3BpaTa).

110. B teuenne 3 pabouux qHEW cO AHS MPEACTABICHHUS 3a8BJIECHUS O COTJACOBAHHUU
HKCIIEPTHOTO 3aKIOYEHUS U JOKYMEHTOB, COOTBETCTBYIOLIMX TPEOOBAHMSIM HACTOSIIMX
[IpaBun, a Takke B cllydae YCTpaHEHHS B YCTAHOBJICHHBIM MyHKTOM 108 HacTosmux [IpaBun



CPOK BBISIBJICHHBIX HAPYLIEHUN W (WIM) MPEACTABICHUS TOKYMEHTOB, COOTBETCTBYIOIIUX
TpeboBaHusAM HacTosuux [IpaBui, yrnoaHOMOYEHHBIH OpraH (dKCHepTHAs OpraHu3alvs)
pedEepeHTHOr0 rocyAapcTBa MPUHUMAET PEIIEHUE O MPOBEACHUHU MPOLETYyPbl COTIACOBAHUS
HKCIIEPTHOIO 3aKJIOUEHUSI Ha 3apErUCTPUPOBAHHOE MEIUIIMHCKOE U3JIEJUEe U pa3MeIlaeT B
CBOCH HMH(POPMALMOHHON CHCTEME PErucTPallMOHHOE JI0ChE, COAEpIKallee 3asBICHHUE O
COIJIaCOBAHUM 3KCIEPTHOIO 3aKIOYECHUS.

111. CornacoBanue SKCHEPTHOTO 3aKIIOUYEHUS F'OCYIAPCTBAMU NPU3HAHMS, YKa3aHHBIMU
B 3asBJICHUU O COTJIACOBAHUM JKCIIEPTHOTO 3aKIIOUYEHUS, OCYIIECTBISAECTCS B COOTBETCTBUU C
nyHkTamu 46, 48 — 52 u 54 nacrosimux IIpasu.

112. HecornacoBaHue 3KCHEPTHOIO 3aKJIIOYEHUS] B OAHOM U3 TOCYJapCTB MPHU3HAHUSA,
YKa3aHHBIX B 3aBJICHUH O COTJIACOBAHUM HKCIIEPTHOTO 3aKIIIOUEHHUSI, SBIIIETCSI OCHOBAaHUEM
JUIsl OTKa3za B OOpallleHUM MEIULMHCKOIO HM3JENIMsl Ha TEPPUTOPUHM 3TOr0 rocCyaapcTBa
IPU3HAHUS.

113. B Teuenue 10 pabounx qHEN CO THA MOITYUYEHUS OT BCEX YIIOJIHOMOYEHHBIX OPraHOB
(3KCIEpTHBIX OpraHU3alUi) TOCyAapcTB NpPU3HAHUSA, YKa3aHHBIX B 3asBJICHUU O
COrJIaCOBaHUU AKCIEPTHOIO 3aKIIIOUEHMS], TOATBEPKIEHUS COIIACOBaHUS (HECOTIIACOBAHMSA)
HKCIIEPTHOTO 3aKJIIOYEHUS JIMOO CO JHS HUCTEYEHHUS CPOKa, YCTAaHOBJIEHHOrO IyHKTOM 50
Hactosmux [IpaBui, ymoJIHOMOUYEHHBIM opraH (3KCHepTHas opraHu3alus) peQepeHTHOro
rocyJapcrBa NpPUHMMAET pEUIeHHWE O BblJadye Mepeo(OPMIICHHOTO PEruCTPallMOHHOTO
yZIOCTOBEpEHUS (B Cllydyae HaJIU4Ms TOCYIapCTB IPU3HAHUS, YIIOJTHOMOYEHHBIMU OpraHaMH (
AKCIEPTHBIMU OPraHU3aLMsIMH) KOTOPBIX COIJIACOBAHO 3KCIEPTHOE 3aKIH0YEHHUE) Ju00 00
OTKa3e B BbIJaue MEepeOPOPMIEHHOIO PErMCTPALlMOHHOIO YAOCTOBEpEHHUs (B cllydae
OTCYTCTBHUSI TOCYJIAapCTB NpPU3HAHUS, YMNOJHOMOYEHHBIMH OpraHamMu (3KCHEPTHBIMU
OpraHu3alxsIMH) KOTOPBIX COIIACOBAHO HKCIIEPTHOE 3aKIIFOUEHUE).

B Teuenne 10 pabounx nHEW co IHS NPUHATHUS PELIEHUS O Bblaye nepeoopMIEHHOTO
PErUCTPALIMOHHOIO yJOCTOBEPEHHUs YIOJHOMOYEHHBIM OpraH (3KCHEpTHas OpPraHU3aLysl)
pedepeHTHOro rocy1apcTBa:

pa3MeIaeT B €IMHOM PeecTpe MEAULIMHCKUX U3ENIHI, 3apErUCTPUPOBAHHBIX B PAMKAX
Cotoza, nHpopMaIuio 00 yKa3aHHBIX B 3aBJIEHUU O COTIACOBAHUU HKCIEPTHOTO 3aKIOYECHMUS
rocyJapcTBax MpU3HAHMS, YIOJHOMOYEHHBIMH OpraHaMU (3KCIEPTHBIMH OpraHU3alUsIMH)
KOTOPBIX COIVIACOBAHO JKCIEPTHOE 3aKIYEHHE, a TAKKE CKAHUPOBAHHBIE KOIUU
JOKYMEHTOB, B KOTOPbIE€ BHECEHBI U3MEHEHUS, B COOTBETCTBUU ¢ [lopsakoM GopmMupoBanus
U BeICHUs NH()OPMALIMOHHON CUCTEMBI;

oQopMIISieT U BBIJAET 3aBUTEINIO CIIOCOOOM, YKAa3aHHBIM B 3asBJICHUHU O COIJIACOBAaHUU
HKCIIEPTHOTO 3aKJIIOYEHHUs, NepeoPOPMICHHOE PETUCTPALMOHHOE YJIOCTOBEPEHHE U
IPUJIO)KEHHE K HEMY C COXPAaHEHHMEM IPEXKHEro HoMepa (C yKa3aHHUEM BCEX IOCyJapCTB
MPU3HAHUA, YNOJHOMOYEHHBIMU OpraHaMH (SKCHEPTHBIMU OpraHU3alUsMH) KOTOPBIX
COIJIACOBAHO IKCIIEPTHOE 3aKIIIOYEHHE, U 1aThl BHECEHUSI COOTBETCTBYIOIINX U3MEHEHUI);



BO3BpAIllaeT 3asABUTEII0 CHOCOOOM, yKa3aHHBIM B 3afBJIECHUH O COTJIACOBAHUU
HKCIIEPTHOTO 3aKJIIOYEHUS], PAHEE BBIJIAHHBIE PETUCTPAIIMOHHOE YAOCTOBEpEHHUE (1yOIHKaT) U
MPWIOKEHUE K HEMY C OTMETKON 00 UX HEACHCTBUTENBHOCTH (C YKa3aHUEM JIAThI);

BBIJIACT 3asBUTEIIIO CIIOCOOOM, YKa3aHHBIM B 3asBJICHHMHM O COTJIACOBAaHUU DKCIIEPTHOTO
3aKIJIIOUEHUS], yBeIOMIIEHHE 00 0TKa3e B pErHCTpaIii MEIUIIMHCKOTO U3/IENINs TOCYAapCTBOM
NpU3HAHUSA, YKa3aHHbIM B 3asBJIICHUU O COrJIACOBAHUM SKCIEPTHOTO 3aKIIOYEHHUS, C
MPUJIIO)KEHUEM KOIMHMHM TOJATBEPKICHUS HECOTJIACOBAHUS HSKCIEPTHOIO 3aKIIOYECHUS
YIOJIHOMOYEHHBIM OPTraHoM (SKCHEPTHOM opraHu3aluei) ykazaHHOTO rocyjaapcra (mpu
HaJIMYUU rOCyAapCTBa MPU3HAHUS, YIIOJTHOMOUYEHHBIM OpPraHoOM (SKCIIEPTHOM OpraHu3aIneil)
KOTOPOI'0 HE COTJIaCOBAHO IKCIEPTHOE 3aKIIFOUECHHE).

B teuenune 10 pabGouux nHEW cO IHS NPUHATUS pelieHUs 00 OTKa3e B BhIJaue
nepeoOPMIIGHHOTO PETUCTPAIIMOHHOTO Y/IOCTOBEPECHUS YIOJHOMOYEHHBIH oOpraH (
AKCIIEpTHAs OpraHu3aius) peepeHTHOro rocy/1apcTBa:

BO3BpAILlaeT 3asBUTEII0 CHOCOOOM, yKa3aHHBIM B 3aABJIEHHUH O COTIJIACOBAaHHUU
AKCIIEPTHOTO 3aKJIIOYECHUS, pAHEE BBIJIAHHBIE PETUCTPAIIMOHHOE YAOCTOBEpEHHUE (IyOIHuKaT) U
MPUJIOKEHHUE K HEMY;

BBIJIACT 3asBUTEIIO CIIOCOOOM, YKa3aHHBIM B 3asBIICHUH O COTJIACOBAHUU DKCIIEPTHOTO
3aKJII0YEHUS], YBEAOMIIEHHE 00 OTKa3€ B PErUCTPALMKM MEAUIIMHCKOTO U3/IeNUs TOCYJapCTBOM
MpPU3HAHUSA, YKa3aHHBIM B 3asBJICHUHU O COTJIACOBAHUU DKCIIEPTHOIO 3aKIIOYEHHS, C
NPUIIOKEHUEM KONUU TMOATBEPKICHHUS HECOrJAaCOBAaHUS HJKCIEPTHOTO 3aAKIIOYEHHUS
YIOJIHOMOYEHHBIM OPraHoM (3KCIIEPTHOM OpraHU3alMei) yKa3aHHOTO rOCy1apCTBa, a TAKKe
opuruHana (ay0iauKara) perucTpalMOHHOTO YA0CTOBEPEHHUSI.

IX. ITopsmox mpHOCTAHOBIECHAA MJIM OTMEHEI JIEHCTBUS (aHHYJIMPOBAHMAA) PETHCTPAIIAOHHOTO
YAOCTOBEPEHHUA

114. IIpuoctaHoBIIeHUE ACHCTBUSA PETUCTPALMOHHOTO YIOCTOBEPEHHUS OCYIIECTBIISIETCA
YIOJIHOMOYEHHBIM OpraHOM pedepeHTHOTO TOCY1apCTBA B CICAYIOMIUX CIIyJasiX:

a) Mo pe3yJibTaTaM MOHUTOpPUHTra O€30MacHOCTH, KadecTBa U 3(PPEeKTUBHOCTHU
MEJIUIMHCKUX U3JIeNIUNA B MOCTPETUCTPALIMOHHBIA IEPUO —IPU BBISIBJICHUU NOTEHIIUATBHON
CEPBE3HOM YIpO3bl 3J0POBbIO YEIOBEKA;

0) mo pe3yiabTaTaM TrOCYJapCTBEHHOTO KOHTPOJs (Haja30pa) 3a oOpalleHuem
MEUIIMHCKHUX U3/IeNTUN — IPU HAJIMYUU CBEJIEHUH 0 (haKTaxX U 00CTOATENHCTBAX, CO3AAIOITUX
yrpo3y >KU3HU U 3J0POBBIO TpaxJaH U MEAUIMHCKUX PAOOTHUKOB MPU NMPUMEHEHUH U
AKCIUTyaTalli MEAUIUHCKUX U3JIETUI;

B) OTCYTCTBHE B PETUCTPAIMOHHOM JOChe aKTyaJlbHOU uHpopmamuu o0
YIIOJJHOMOYEHHOM TMPEACTABUTENE MPOU3BOAUTENS (IJI1 MPOUZBOAUTENICH U3 TPEThbUX
roCyJIapCTB).

115. Pemienrie 0 MpUOCTAHOBJIECHUM AEHUCTBUS PETUCTPAIMOHHOTO YOCTOBEpPEHHUS (C
yKa3aHWEM NPUYMH, JaThl U CPOKa MPHUOCTAHOBICHHS) MPUHUMAETCS YIIOJTHOMOYEHHBIM



OpraHomM pe(depeHTHOro TocyJapcTBa B COOTBETCTBHUU C 3aKOHOAATEIbCTBOM 3TOIO
rocyJ1apCcTBa.

116. Cpok nproCTaHOBIEHHUS JACHCTBUS PETHUCTPALMOHHOIO YJIOCTOBEPEHUSI HE MOXKET
NPEBBIIATH 6 MECSIEB, IPU 3TOM peau3alysl U MPUMEHEHHE TaKUX MEIMIIMHCKUX U3/IeNIUi B
pedepeHTHOM roCcyAapcTBE U rocyAapcTBe (TocyJapCTBax) MpU3HAHUS HE JOMYCKalOTCA.

117. YnonmHOMOUYEHHBIN opraH pedepeHTHOI0 rocyapCcTBa B TCUCHHE S5 pabovuX JTHEH Co
IHS IPUHATHUS PELIEHUS. O MPUOCTAHOBICHUH JEHCTBUS PETHUCTPALIMOHHOTO YIOCTOBEPEHUS
BHOCUT COOTBETCTBYIOIIME CBEJCHUS B E€IMHBIM peecTp MEAULMHCKUX W3ICIUN,
3aperucTpupoBaHHbIX B pamkax Coro3a, 1 uHGOpMHUpPYET 00 3TOM YIOJTHOMOUYEHHBIE OpraHbl
rocyJapCcTB NpU3HaHUA U EBpa3niiCKyl0 3KOHOMHYECKYK) KOMMCCHUIO C MCIOJIb30BAaHHEM
CPEICTB MHTEIPUPOBAHHOM CHUCTEMBI, a TAaKXKe 3asBUTENS MyTEeM Iepefaydl YBeJAOMIICHUS
JIMYHO IOJ1 POCIUCH, JINOO HAMPABIECHNS YBEIOMIICHHSI 3aKa3HBIM [IOYTOBBIM OTIIPABICHUEM C
yBEIIOMJICHHEM O BpPYYEHHUHU, JUOO HaMpaBieHUsS B IJICKTPOHHOM BHUJE WU B (opme
AIIEKTPOHHOI'O JIOKYMEHTA, MOAMUCAHHOTO AJIEKTPOHHON MOAMMUCHIO (C yKa3aHUEM MPUYMH,
IaThl U CPOKA MPUOCTAHOBIICHUS JNEUCTBUS PETHCTPALMOHHOIO YIOCTOBEPEHUS, a TAKKE
HEOOXOJUMOCTH YCTpaHEHUsl 3aABUTENEM OOCTOSITENbCTB, MOBJEKIINX MPUOCTAHOBIEHUE
JEHCTBUS PETUCTPALMOHHOTO YIOCTOBEPEHU).

118. 3asgBuTens B T€UCHHE YCTAHOBICHHOTO YIIOJTHOMOUYEHHBIM OPTaHOM pPehepEeHTHOTO
rocyJapcTBa Cpoka 005i3aH YCTpaHUTh OOCTOSTEIbCTBA, MOBJIEKIINE MPHOCTAHOBJICHHUE
JENCTBUSA PETUCTPALIMOHHOTO YAOCTOBEPEHHUS, U YBEJOMUTH 00 3TOM B MUCbMEHHOU (hopme
ATOT YNOJHOMOYEHHBIH OpraH (C HPWIOKEHHEM MOATBEPKIAIIMX JOKyMeHTOB). Ilo
pe3yJibTaTaM pacCMOTPEHUS MPEACTABICHHBIX 3asBUTEIEM JTOKYMEHTOB YNOJIHOMOYEHHBIN
oprat pe(hepeHTHOr0 rocyJapcTBa MPUHUMAET PEIIEHUE O BO30OHOBICEHUH MO0 00 OTMEHE
NEUCTBUS (AaHHYJIMPOBAHUU) PETUCTPALMOHHOTO YJIOCTOBEpPEHHS (C YKa3aHHMEM JaThl
BO300OHOBJICHHSI MJI OTMEHBI IEUCTBUSI (aHHYIMPOBAHUS) PETUCTPALIMOHHOTO YIOCTOBEPEHHUS
).

119. YnonHoMoueHHBIN oprad peepeHTHOro rocyaapcTBa B TeUeHHE 5 pabounx JTHEH co
THSI TIPUHATHSA PEIICHUs O BO30OHOBJICHHH JEHCTBUS PETUCTPAIIMIOHHOTO YJIOCTOBEpPEHUS
BHOCUT COOTBETCTBYIOLUE CBEIECHUS B €IUHBIA pEECTp MEIUIUHCKUX H3JEIUH,
3aperucTpupoBaHHbIX B pamkax Coro3a, U yBEJIOMIISET 3asBUTENS O NMPUHATOM PEILICHUU
JIUYHO O] POCIHCh, JIMOO HAIMPaABISET YBEIOMIICHHE 3aKa3HBIM IMOYTOBBIM OTIIPABICHUEM C
YBEJOMJIEHHEM O BpYyYEHHUH, JUOO Mepesaer B AJIEKTPOHHOM BUJE WU B ¢opme
AIIEKTPOHHOTO JOKYMEHTA, MOANUCAHHOTO 3JIEKTPOHHON MOAUCHIO.

120. Pemenne 0 BO30OHOBJIECHHMM JEUCTBHS PETHCTPALMOHHOIO YJIOCTOBEPEHUS
MPUHUMAETCS B COOTBETCTBUH C 3aKOHOAATEIHCTBOM PEPEPEHTHOTO roCyJapCTBa U BCTYIAET
B CHJIY CO JTHSI €r0 IPUHSATHS.

121. B cnayuyae HeycTpaHEHHUs 3asiBUTEIEM B YCTAaHOBJICHHBIH CPOK OOCTOSATEIHCTB,
NOBJIEKIIMX MPUOCTAHOBJIECHUE JCWCTBUA  PETUCTPALMOHHOTO  yIOCTOBEpPEHUS,
YIIOJTHOMOYEHHBIA OopraH pe)epeHTHOTO ToCyJapcTBa B TeueHue 3 pabouux AHEH co AHS



MCTEYEHUSI YKa3aHHOT'O CpPOKa MPUHUMAET pelieHne 00 oTMeHe JMeHCTBUs (aHHYJIMPOBAHUN)
PErHCTPALIMOHHOTO YI0CTOBEpEHHUs (C 00OCHOBAHUEM).

122. YnonmHOMO4YEHHBINH OpraH pedepeHTHOrO rocyapcTBa He3aMeIUTEIIbHO BHOCUT
COOTBETCTBYIOIIME CBEJACHHUS B EIHHBIM peecTp MEAUIMHCKUX  HU3JCIUM,
3apeTUCTPUPOBAHHBIX B pamkax (Coro3a, U yBeJOMIISICT 3asgBUTENS 00 OTMEHEe JeHCTBHS (
AHHYJIMPOBAHUU) PETUCTPAIMOHHOTO YIOCTOBEPEHHUS IyTEeM IMepe/ladyd YBEIOMIICHUS
3asIBUTENIO JIMYHO MOJI POCIUCH, JIMOO HAMpaBICHUS YBEIOMJICHHS 3aKa3HBIM MOYTOBBIM
OTIPABIIEHUEM C YBEJIOMJICHHEM O BPYUYEHUH, JINOO HATIPABJICHHS B AJIEKTPOHHOM BHJIC UJTU B
(hopme PIEKTPOHHOTO TOKYMEHTA, MOJMUCAHHOTO JIEKTPOHHOM MOMHUCHIO.

123. OcHOBaHHWSIMH MJISI TMPUHATHS YHNOJTHOMOYEHHBIM OpPraHoM pedepeHTHOro
rocyapcrBa pemieHuss o0 OTMeHe JAeHCTBUSA (aHHYJIMPOBAHHMHM) PETrUCTPALIMOHHOTO
YIOCTOBEPEHHSI WM 00 OTMEHE PErucTpaluv MEAUIMHCKOro u3aenus (Mojaeinei (Mapok)
MEIUIMHCKOTO H3JIeNUsl, CBEJEHUSI O KOTOPBIX MPEJCTaBICHbl B PETrUCTPALMOHHOM
YIOCTOBEPEHUU) SIBIISIFOTCS:

a) mojlaya MPOU3BOAUTEIEM 3asiBICHUS 00 OTMEHE NeWCTBUS (aHHYJIMPOBAHUU)
PErHCTPALIMOHHOTO YAOCTOBEPEHU (Ha OYMa)KHOM HOCUTENE U (UJIM) B DJIEKTPOHHOM BHJIE)
o ¢opme corjlacHo mpuioxkeHuto Ne 13;

0) BBISIBJICHUE CJIy4aeB MPEJACTaBICHUS 3asiBUTEJIEM HEJOCTOBEPHBIX CBEJCHUMN, KOTOPHIE
HE MOTJIM OBITh YCTAHOBJICHBI IPU PETUCTPAIMH MEIUIIMHCKOTO U3Aeius (B TOM YUCIE TIPU
OCYIIECTBJICHUU YIIOJHOMOYEHHBIMU OpraHaMU rOCYJapCTBEHHOIO0 KOHTPOJs (Haa3opa) 3a
oOparieHrneM METUIIMHCKUX U3JCITHN );

B) BCTYNHUBIIEE B 3aKOHHYIO CUJTy pElIEHUE CyJla TocyAapcTBa-uieHa 00 OTMEHE JeHCTBUS
(aHHYJUPOBAHUM) PETUCTPALIMOHHOTO YJOCTOBEPEHUS WM OO0 OTMEHE perucTpaiuu
MEJAUIIUHCKOTO M3JeNus (Mojened (MapoK) MEIUIIMHCKOTO W3S, CBEACHUS O KOTOPBIX
MPEJCTABIICHBI B PETUCTPAIMOHHOM yI0CTOBEPECHHM );

') MPEACTaBICHUE YINOJIHOMOYEHHBIM OPraHOM IO pe3yjbTaTaM TrOoCyJapCTBEHHOTO
KOHTpOJIsl (Haa3opa) 3a oOpalleHueM MEIUIMHCKUX U3JACIui CBeJeHUH o (akTax u
00CTOSITENILCTBAX, CO3JAIOIIUX YrpPO3y KU3HU M 3J0POBBIO0 TPaXKJAaH U MEAUIMHCKUX
pabOTHUKOB MPU MPUMEHEHUU U DKCIUTyaTallud METUIIUHCKOTO U3/1EIHS;

1) yTpaTa MEAUIUHCKUM H3JEJIUEeM CTaTyca MEJUIIMHCKOTO B CBSI3M C BHECEHUEM
U3MEHEHUH B akThl, BXonsmue B mpaBo Coro3a, WIM HAa OCHOBAHUU PEIICHUS
KoHCynpTaTUBHOrO KOMHUTETA MO pe3yJibTaTaM MPOBEAEHUS PabOT MO YperyJIHpOBAHHIO
pa3HOIJIacui MO BOIIPOCaM OTHECEHUS MPOAYKIHUH K METUIUHCKAM U3IETHUSIM.

124. 3asBineHne 00 OTMEHE IEUCTBUS (aHHYJIMPOBAHWUU) PETUCTPAIMOHHOIO
YAOCTOBEPEHUSI MOXKET OBITh MOJAHO YIMOJIHOMOYEHHBIM MPEACTABUTEIEM MPOU3BOIUTEIIS
IpU OJHOBPEMEHHOM BBITIOJIHEHUH CIIEAYIOIINX YCIOBUIA:

a) HaJW4YMe B PErUCTPALlMOHHOM J0ChE€ aKTyaJbHOI'O JOKYMEHTA, MOJATBEPKAAIOIIETO
MOJIHOMOYHS YITOJITHOMOYEHHOTO MPECTABUTENS TPOU3BOAUTENS, MU MPEJICTABIIEHUE TAKOTO



JIOKyMEHTa B YIOJHOMOYEHHBIN OpraH pedepeHTHOTO TOCYAapCTBa BMECTE C 3asiBJICHHEM 00
OTMEHE JIeUCTBUS (AaHHYJIMPOBAHUHN) PETUCTPAILIMIOHHOTO YAOCTOBEPEHUS;

0) mpeacTaBiIeHUE B YIOJIHOMOYEHHBIN OpraH peepeHTHOTO TroCy/1apCcTBa BMECTE C
3asiBIeHMEeM 00 OTMeHe NEWCTBUS (aHHYJIMPOBAHWUHU) PETUCTPALMOHHOTO YIOCTOBEPEHUS
3aBEPEHHOIr0 B YCTAHOBJIEHHOM MOPSAJKE TOKYMEHTAa TPOU3BOAUTENIS, TOATBEPKIAOILETO €T0
HaMEpeHHe OTMEHUTD JEHCTBUE PETUCTPAIMOHHOTO Y0CTOBEPEHUS (aHHYJIMPOBATh €T0).

125. B cnydae ecnu 3asBieHue o0 OTMEHE ACUCTBUS (AHHYJIUPOBAHUU)
PETHCTPALIMOHHOTO yAOCTOBEPEHUS MPEACTABICHO ¢ HApYIIEHHNEM TPeOOBaHUI HACTOSAIIUX
[IpaBus, TOKyMEHTBI IPEACTABICHBI HE B MOJHOM 00BEME WM COJAEP AT HEJOCTOBEPHBIC
CBEJICHUS, YIIOJITHOMOYCHHBIA OpTraH pePEepeHTHOr0 TOCYAapCTBA B TeUeHUE 7 pabounx JHEN
CO JHS MOCTYIUJICHUS TaKUX 3asBJICHUS U JIOKYMEHTOB IMPUHUMAET perieHrne 00 ux Bo3Bpare (
C YKa3aHuEeM MPUYUH BO3BpaTa).

126. YiomHOMOYEHHBIN oprad pedepeHTHOTo rocyaapcTBa B TeueHue 7 pabouux JHen co
IHS HAaCTYIUIEHUS OJHOTO M3 OCHOBAHMWM, YKa3aHHbIX B myHKTe 123 Hacrosmux [Ipasui,
OpUHUMAET peleHrue 00 OTMeHe JACHCTBUA (aHHYJIUPOBAHUHU) PETUCTPALIMOHHOTO
YIOCTOBEPEHHS WM 00 OTMEHE PEerucTpaluv MEAUIMHCKOro u3aenus (Mojesned (Mapok)
MEIUIHUHCKOTO W3NS, CBEACHUS O KOTOPBIX IMPEACTABIEHbl B PETUCTPALMOHHOM
YIOCTOBEPEHUHN ).

127. YomHOMOYEHHBIN Oprad peepeHTHOTO TocyAapcTBa B TEUCHHE 5 pabodumnx THEH co
IHS TIPUHATUSA pelieHuss 00 OTMeHe JeWCTBUS (aHHYJHUPOBAHUU) PETHUCTPAIMOHHOIO
YIOCTOBEPEHHS WM 00 OTMEHE PErucTpaluv MEAUIMHCKOro u3aenus (Mojaeinei (Mapok)
MEIMIMHCKOTO W3AEIUs, CBEICHUA O KOTOPBIX NPEJACTABICHbl B PETUCTPALMOHHOM
YIOCTOBEPECHUN ):

a) pa3MeIIaeT B €IMHOM PEECTPE MEIUIIMHCKUX U3CIIUNA, 3apETUCTPUPOBAHHBIX B paMKaX
Coro3a, cBefieHUs1 00 OTMEHE IeUCTBUS (AHHYJIMPOBAHUH) PETUCTPALIMOHHOTO YIOCTOBEPEHUS
Wi 00 OTMEHE PEeTHCTPAlMK MEIUIIMHCKOTO M37enus (Momened (MapoK) MEIUITUMHCKOTO
U3JIeNUsl, CBEJCHUS O KOTOPBIX MPEJICTABIEHBI B PETUCTPALIMOHHOM YJIOCTOBEPEHHH );

0) yBeIOMIISIET 3asgBUTENS 00 OTMEHE JACUCTBUA (AaHHYJIHPOBAHHUH) PETUCTPAITMOHHOTO
yIOCTOBEPEHUS MTyTEM TEepeAadn YBEIOMIICHUS JUYHO MO POCIUCH, JINOO €ro HanpaBiIeHUs
3aKa3HbIM MOYTOBBIM OTIIPABICHHEM C YBEJAOMJIEHHEM O BPYYEHHH, JUOO HANpaBJiCHUS B
AIIEKTPOHHOM BHUJIE WU B (OpME IJIEKTPOHHOTO JOKYMEHTa, MOAMUCAHHOTO AJIEKTPOHHOU
MOJAMNKCHIO;

B) YBEJIOMJISICT 3aABUTENSI 00 OTMEHE PETUCTPAIlU MEAUIIMHCKOTO u3nenus (Moaeneit (
MapoK) MEAUIMHCKOrO U3ENHsI, CBEACHUS O KOTOPBIX MPEACTaBIEHBl B PETUCTPALMOHHOM
YAOCTOBEPEHUH) U O HEOOXOJAMMOCTH BHECEHHS] M3MEHEHHUI B PETHCTPAIlMIOHHOE TOChE B
YacTH HUCKIIOYEHUS JAHHBIX MEAUIMHCKUX H3Ieaui (Mojenei (MapoK) MEIUIIMHCKOIrO
W3JIeNHsl) TyTeM Tepefavydl yBEIOMIICHUS JUYHO TOJ POCIHUCH, JTMOO €ro HarpaBIICHHS



3aKa3HbIM IMIOYTOBBIM OTIIPABJICHHUCM C YBCAOMJICHHCM O BPYUCHHH, 00 HallpaBJICHUS B
QJICKTPOHHOM BHAC WJIK B (bopMe QJICKTPOHHOTI'O0 JOKYMCHTA, INOAINNCAHHOI'O SHGKTpOHHOﬁ

IIOAIIMCBIO.

MMPUIIOXEHUE Ne 1
k [IpaBuiaM perucTpamuy U SKCIePTU3bI
0€30IaCHOCTH, Ka4YeCTBa U
3G (GHEKTUBHOCTH MEAMIIMHCKUX U3IACITHIMA

®dopMa pEerucTpaoOHHOTO yIOCTOBEPEHHU MEAVIIMHCKOTO W3/ ¥ IPAaBUJIA €€ 3allOJIHCHHUA
I. ®opMa perucTpamuOHHOr0 YAOCTOBEPEHUA MEAUIUHCKOTO H3ACIH

DOmbnema EBpazuiickoro skoHoMuueckoro corosa (1)
EBPA3UMCKNI SKOHOMUWYECKHWH COIO3 (2)

3)

(HamMeHOBaHUE YIIOJTHOMOYEHHOTO Oprana peepeHTHOTO roCy/1apCcTBa)
PET'MCTPALIMOHHOE YAOCTOBEPEHUE MEJAMIIMHCKOI'O U3IEJINA (4)
MU-XY-Zor" " 20 r.(5)

B cootBeTcTBUM C (6)
(HOMeEp M aTa npukKasa yrnoJHOMOYEHHOTO OpraHa

pedepeHTHOro rocyIapcTBa 0 PerucTpali MEAUITMHCKOTO HU3IEIIHS )
HACTOSIIEE PErUCTPAIMOHHOE YIOCTOBEPEHUE MEAUITUHCKOTO U3/IeTUs BbIJIaHO:

(7)

(HauMEeHOBaHUE TTPOU3BOIUTEIIS, €M0 MECTO HAXOXKICHUS)

(8)
(HaMeHOBaHUE MPOU3BOJICTBEHHOMN TIOMAAKHY (BKIItOUas ee (PaKTUUECKUi aapec) Win
CCBUIKA Ha MPUJIOKEHUE B CIydae yKa3aHUs ABYX U 00Jiee MPOU3BOJCTBEHHBIX IJIOIIA/IO0K)

)

(HaMMEHOBaHUE YIOJTHOMOYEHHOTO MPEACTABUTENS POU3BOIUTENS

Ha TEPPUTOPHUSX TOCYAAPCTB — WICHOB EBpa3niickoro 3kOHOMHYECKOI0 COI03a,
BKJIFOYAsl €r0 MECTO HAXOXKJICHNUS)

B TOM, YTO (10)
(HaMMEHOBaHUE MEIULIMHCKOTO U3/ENs)

KJIacca NOTEHIMAIIBHOIO PUCKA IPUMEHEHUI MeauIMHCKoro u3aenus: _ (11)
3apEruCTPUPOBAHO U Pa3PELICHO K BBITYCKY B OOpallleHUEe Ha TEPPUTOPUH CIAEAYIOLIUX
roCyJ1apCTB — WICHOB EBPa3niicCKOro dJKOHOMHYECKOIO COI03a

(12)

(HaMeHOBaHUS pePEepEeHTHOr0 rocyJapcTBa U rocyJapcTBa (rocy1apcTB) MprU3HAHUS)

Mogenu (MapKu) METUIIMHCKOTO U3EINHS, UX COCTaB, MPUHAIICKHOCTU U
MIPOU3BOJICTBEHHBIE TUIOIIAIKY MPUBECHBI B IPUIIOKECHUH (MPU HATUYUN) K
HACTOSAIIEMY PETUCTPAIMOHHOMY YJIOCTOBEPEHUIO MEAUIIMHCKOTO u3aenust Ha 1. (13)



IIpunoxxenne SABIAETCA HEOTHEMIEMOM 4YacTbI0 HACTOAILLEIO PErUCTPALlMOHHOIO
YAOCTOBEPEHUS

MEJIULIMHCKOTO U3EIHS.

Cpok AeicTBuUSsI pErUCTPAMOHHOTO YAOCTOBEPEHUSI MEIUIIMHCKOTO n3enus: 6eccpouno (14)

JlaTa perucTpaiuu MeIuIuHCcKoro m3genus: " " 20 1. (15)

Howmep u nata npukasa ynoJHOMOYEHHOI'O OpraHa pe)epeHTHOr0 rocyAapcTBa O BHECEHUH
M3MEHEHHUU B PETUCTPALIMOHHOE YIOCTOBEPEHNE MEAULIMHCKOTO n3aenus: " " 20
r. Ne (16)

(®. H. O. pykoBoaurens (yIOJIHOMOYEHHOTO JIUIIA)
YIIOJTHOMOUYEHHOT'O OpraHa)
M. 1L (17)

(moamucs)
No (18)

TIPWIOXKEHUE K PETHCTPAIIMOHHOMY VIIOCTOBEPEHIIO MEUITUHCKOT'O
V3IIETNA (1)

MU-XY-Z or" " 20 r.(2)
Ne n/m HaumenoBanue
L Mopgens (Mapka) MEIWIHHCKOTO u3menus (mpu
HAJTMYHUH)
2. Cocras
3. [puHanmexHOCTH (TIPH HATWYIHN)
3)
Ne i/ HammenoBanuss u  ¢daxTuyeckue  ajgpeca
MIPOU3BOACTBEHHBIX TUIOIIAIOK
1.
4
(®. U. O. pykoBoautens (yIOJHOMOYEHHOIO JIMIIA) YIIOJTHOMOYEHHOT'O OpraHa)
M. L. (5)
(moamuce)
Jluct _ (6)
Ne (7)

I1. ITpaBuna 3anOHEHHSA PETHCTPAIIIOHHOIO YAOCTOBEPEHHSA MEIUIMHCKOTO M3/ISIHA

1. PeructpanmoHHoe yA0CTOBEpEHUE METULIMHCKOTO U3AENNs (Janee — pEruCTPaluOHHOE
YAOCTOBEPEHHUE) 3aIOIHIETCS YIIOJIHOMOYEHHBIM OpPraHoM pe(epeHTHOro rocyjapcrBa Ha



PYCCKOM SI3BIKE€ C HMCIOJB30BAHHEM HJIEKTPOHHBIX IE€UYATAIOMIMX YCTPONCTB M B Cllydyae
HaJIM4Yusl COOTBETCTBYIOIIETO TPEOOBAHUS B 3aKOHOAATEIHCTBE Pe(HEPEHTHOrO TOCyAapCcTBa —
Ha roCyJIapCTBEHHOM SI3bIKE 3TOr0 rOCyAapCTBa.

2. 3amojiHEHWEe PEruCTPAIMOHHOTO YJIOCTOBEPEHHUS Ha PYCCKOM S3BIKE U
rOoCyJapCTBEHHOM SI3bIKE€ pe(PEPEHTHOTO TOCYIapCTBA OCYIIECTBIISIETCS] HA PA3HBIX CTOPOHAX
PETUCTPALMOHHOTO YAOCTOBEPEHHUS.

3. PeructpanimoHHOE yJOCTOBEPEHHE OTHOCUTCS K IOKYMEHTaM CTPOTOM OTYETHOCTH U
nevyataercsi Ha OJlaHKe, KOTOPBIM M3TOTABIMBAETCS TUMOTPAPCKUM CIOCOOOM U HUMEET
CTEIEHHU 3alIUThl B COOTBETCTBUH C 3aKOHOJIATEIILCTBOM peEePEHTHOTO rOCY1apCTBa.

[Ipu HEOOXOAMMOCTH HAUMEHOBAHHE MPOU3BOIUTEIS, €T0 MECTO HAXOXKACHUS (aapec
IOPUJANYECKOTO JIUIAa, MECTO >KUTENbCTBAa (DU3UUECKOTO JIMIA, 3apETrHCTPUPOBAHHOIO B
KaueCTBE MHAUBHUAYAJIbHOTO MPEANPUHUMATEINS) U CBEJICHUS O NPOIYKIUHU (MOJEIb, MapKa,
apTUKYJI U Jp.) MOTYT OBbITh YKa3aHbI C UCTIOJIb30BaHUEM OYKB JJATUHCKOTO ajgaBUTa.

4. YkazaHWe HaMMEHOBAHUN NPOU3BOAUTEIS, YIOJTHOMOUYEHHOTO MPEACTABUTENS
OPOU3BOAUTENS M MPOU3BOJCTBEHHBIX IUIOIIAJ0K B PETMCTPALIMOHHOM YIOCTOBEPEHUU
OCYUIECTBIISIETCS B CJIEIYIOLIEH OCIE0BATEIbHOCTH:

a) JUIsl pE3UACHTOB rOCyAapCTB — YIEHOB EBpa3niickoro 3KOHOMHUYECKOTO COro3a (aanee
COOTBETCTBEHHO — roCcy1apcTBa-wieHbl, Coro3):

OpraHU3alMOHHO-TIPAaBOBas popMa;

MOJIHOE HAMMEHOBaHUE (17151 FOPUIUYECKUX JIUI YKA3bIBAECTCS B KABBIUKAX);
COKpalleHHOE HauMEeHOBaHue (B CKOOKax) (MpU HAIMYUN);

HaVMEHOBAHUE rOCy/1apCTBa;

0) 111 HEPE3UICHTOB TOCYAapCTB-YJICHOB:

MOJIHO€ HANMEHOBAHMUE;

OpraHu3allMOHHO-TIpaBoBast hopma;

COKpaIlleHHOE HauMeHOBaHue (B CKOOKax) (Mpu HAIMYWN);

HalMEHOBAaHUE TOoCyAapcTBa (Ha PyCCKOM s3bIKe U (MJIM) Ha rOCYyAapCTBEHHOM SI3BIKE
pedepeHTHOrO TOCyAapCTBA).

PexBU3UTHI pa3aensatoTCs 3ansSThIMU.

5. Yka3zaHue agpeca B peruCTPAMOHHOM YIOCTOBEPEHUH OCYIIECTBIAECTCS B CIEAYIOIIEH

MOCJIEI0BATENBHOCTH:
Ha3BaHHUE YJIULBI (C yKa3aHUEM 3JIEMEHTa YJIUYHO-JAOPOKHOU CETHU TOPOACKOM
UHOPACTPYKTYPHI), HOMEP IOMa, HOMEp MoMeIeHus (TIPU HATUYNH);
Ha3BaHUE HACEJICHHOTO MTyHKTa (C YyKa3aHWEM THIIa);
HalMEHOBAaHUE PaliOHa;
Ha3BaHUE peruoHa (00acTu, Kpas) (C yKazaHUEM THIIA);

MMOYTOBBIN UHJIECKC;

HOMEp a0OHEHTCKOTO SIHKA (TPU HATTUYHH);

HaMMEHOBaHHWE rOCy/1apCcTBa.



JlJis1 Hepe3UIeHTOB roCcyJapCTB-YICHOB a/Ipec yKa3bIBae€TCsA C MCIOJIb30BaHUEM OYKB
JATUHCKOTO angaBura.

PexBU3UTHI pa3essitoTCs 3alsTHIMU.

6. CBenieHUs1 O TIPOU3BOJAUTENIE U YIOJHOMOUYCHHOM MPEJICTABUTENIC TTPOU3BOJIUTENS,
yKa3aHHbIE B PErUCTPALMOHHOM YJOCTOBEPEHUH, HKCIUIyaTAllMOHHOM JOKYMEHTE WJIU
UHCTPYKIHMHU IO TPUMEHEHHI0 MEIUIMHCKOTO U3JENUsl, PYKOBOJCTBE IO CEPBHUCHOMY
00CIIy’KUBAaHUIO, & TaKXKE€ B TEKCT€ MapKUPOBKH MEIUIIMHCKOTO WU3JENHS, JOJKHBI ObITh
UJICHTUYHBIMU U COOTBETCTBOBATH MHGOPMAIINH, YKA3aHHOW B JIOKYMEHTE JIMOO CBEICHUSIX,
MOATBEPKIAIOIIUX PETUCTPAILIUI0 MPOU3BOIUTENS U YIOJHOMOUYEHHOTO MPEACTAaBUTEISI B
KaueCTBE IOPUIUIECKOTO JIUIA JTNOO0 UHIMBUIYATHHOTO MPEATPUHIMATEIIS.

7. Bce 1osst perucTpaimoOHHOTO yA0CTOBEPEHUS JOJIKHBI OBITh 3all0JTHEHBI (B OpUTHHAJIE
PETUCTPAIMOHHOTO YAOCTOBEPEHUSI HyMeEpalus MoJei OTCYTCTBYET).

8. B peructpaiinoHHOM yJOCTOBEPEHUH YKA3bIBAIOTCS:

a) B mosie 1 —ambiema Coro3a;

0) B moJie 2 — HaJIMKCh, BBITIOJIHEHHAS B 1 CTPOKY:

"EBPA3UICKUI DKOHOMUYECKUI COIO3";

B) B IoJjie 3 — IMOJHOEC HAaWMMEHOBAHHE YIOJHOMOUYEHHOI'O opraHa pedepeHTHOro
roCcy1apcTBa;

T') B 1oJjie 4 — HaJIKCh, BBITIOJIHEHHAs B 1 CTPOKY:

"PETUCTPAIIMOHHOE YJIOCTOBEPEHUE MEJNITMHCKOI'O U3JEJINA";
1) B TIOJIE 5 — HOMEP PETUCTPALMOHHOIO YOCTOBEPEHUS U J]aTa €ro BbIIayU.
Homep peructpanmoHHOro yaoctoBepeHus: GopMUPYeTCs B CIASAYIOIIEM MOPSIIKE:

MHA - X Y - Z
I 2 3 4

rje:

AJIEMEHT | — MEIUIIMHCKOE U3/EIHE;

AJIEMEHT 2 — 2-3Ha4Hbld OYKBEHHBIN KOJ pe)epeHTHOTO rocy1apcTBa B COOTBETCTBUU C
MEXIyHapoaHbIM cTaHaapToM ISO 3166-1;

3MeMEHT 3 — 2-3HauHblil OYKBEHHBIN KOJ rocyJapCTB NMPU3HAHUS B COOTBETCTBUU C
MeXIyHapoaHbIM cTangapToMm ISO 3166-1 (yka3piBaroTcsl KOAbl TOCYIApCTB MpPHU3HAHUS,
MOATBEPAMBILINX COIVIACOBAHKUE SKCIEPTHOIO 3AKIFOYECHHUS);

3JeMEHT 4 — 6-3HA4YHBIN MOPSAIKOBBIM HOMEP PETMCTPALMOHHOIO YJAOCTOBEPEHUS,
IMPUCBOCHHBIN YIOJTHOMOYEHHBIM OpraHoM pedepeHTHOro rocyiapcra (IpHCBauBaeTCs
aBTOMAaTUYECKHU U3 €IMHOI0 peecTpa MEAULIMHCKUX U3JEIUH, 3apETUCTPUPOBAHHBIX B paMKax



Coro3a, nopsimok (GopMupoBaHUS U BeAeHUsT KoToporo yrBepkiaeH Pemenuem CoBera
EBpasuiickoil skoHOMHYeckoi komuccuu oT 12 deBpans 2016 r. Ne 30, u coxpansiercs
HEHU3MEHHBIM MPU OOpAIICHUH MEIUIIMHCKOTO n3/enus B pamkax Coro3a);

e) B moje 6 — HOMEp W Jara MpHKa3a YyINoJIHOMOYEHHOrO0 opraHa pedepeHTHOTo
rocyJIapcTBa O PETUCTPALIMU METUIIUHCKOTO U3CIIHS;

) B I0Jie 7 — MOJIHOE HAUMEHOBAHME U MECTO HaXOXKACHHS (aJIpec IOPUANYECKOTO JIUIIA)
— JUIsl FOPUIMYECKOTO JINIA WK (haMUIIUSL, UMs, OTYECTBO (MPU HATUYUH ), MECTO JKUTEIbCTBA
— 1 (U3MYECKOTO JUIla, 3apETHCTPUPOBAHHOTO B KA4YECTBE WHIMBUIYAIBHOTO
peApPUHUMATEIIS,

3) B moJjie § — HANMEHOBAHUS W (PAKTHUECKUE aJpeca MPOU3BOJICTBEHHBIX IJIOMIAJIOK,
BBITIOJTHSIIOIINX BECh MPOIECC MPOU3BOACTBA MEIUIIMHCKOTO U3JICIIUS WM €T0 ONpeCICHHBIC
craaun. [Ipy Hanmaum nByX U 60Jiee MPOU3BOICTBEHHBIX IUIONIAIOK JOMYCKAeTCs YKa3bIBaTh
CBEJICHUS O HUX B MPWIOKEHUU K PETUCTPAIMOHHOMY yJIOCTOBEPEHHUIO;

1) B 1oJie 9 — NoJIHOE€ HAMMEHOBAHKE YIIOJTHOMOYEHHOTO MPECTABUTENS TPOU3BOIUTEIIS
Ha TEPPUTOPUSIX TOCYAAPCTB-UICHOB, €T0 MECTO HAXOXK/IEHUA (aJpec IPUIUYECKOTO JTUIA) —
JUTSL FOPUIMYECKOTO JIMIA WM (haMUJIUsSL, UMSI, OTUECTBO (MPU HAJIMYWHU), MECTO KUTEIHCTBA —
st GU3MYECKOTO JIMIla, 3apEeTHUCTPUPOBAHHOTO B KA4eCTBE WHAMBHAYATBHOTO
npeanpuHumMatests. [Ipu OTCyTCTBUM YIIOJTHOMOYEHHOTO MPEACTABUTEIS MPOU3BOIUTENS Ha
TEpPUTOPUHU TOCYJapCTBa-wieHa (B Cly4yae, €CM MPOU3BOJUTEINb SIBISIETCS PE3UACHTOM
rocyJapCTB-4wIEHOB) B YKa3aHHOM I10JI€ CTABUTCS IPOYEPK;

K) B noJie 10 — nmojgHoe HaMMEHOBaHUE MEIUIIMHCKOTO U3/IEUs, BKII0Uas TOBAPHBINA 3HAK
U WHBbIE CPEJCTBAa MHAMBUAYyaIn3aluu (MIPU HAIWYUHU), KOTOPOE JIOKHO COOTBETCTBOBATh
HAaUMEHOBAHUIO, YKA3aHHOMY B 9KCIIEPTHOM 3aKJIIOUCHUH;

a) B moje 11 — kjmacc MOTeHIMAIBLHOTO pUCKa MIPUMEHEHUS] MEAUIIMHCKOTO U3AEus,
MOATBEPAKACHHBIN TTPU MPOBEACHUHN IKCIEPTU3bI METUIIUHCKOTO U3CIIHS;

M) B mojie 12 — HauMeHOBaHMS PePEPEHTHOTO TOCYAAPCTBA U TOCYAapCTBA (TOCYIAPCTB)
npu3HaHus (YKa3bIBAIOTCS Yepe3 3arsiTyIo);

H) B noJie 13 — KOMYECTBO JTUCTOB MPUIIOKEHUS K PETUCTPAIMOHHOMY YIOCTOBEPEHUIO (
3aMoJHAETCS IPU HAIMYUU TIPUIIOKEHHUS);

0) B nojie 14 — yka3siBaroTcs cioBa "Cpok AEMCTBUS PETHCTPALMOHHOTO yI0CTOBEPEHUS
MEIUIMHCKOTO U31eusi: 6eccpoyHo";

n) B moje 15 — mata perucTpainuu MEIUIIMHCKOTO0 U3JENUsl, KOTOpas yKa3bIBaeTCs
CJIOBECHO-ITU(POBBIM CIIOCOOOM: YUCIIO — IBYMs apaOCKuMu IudpamMu (B KaBBIYKAX ), MECSI]
— CJIOBOM, T'OJ1 — YETHIPbMS apaOCKUMU Iudpamu (C yKazaHUEM COKPAIIEHHOTO 0003HaYEHUS
roga '"r.");

p) B moyie 16 — gara mociegHEro BHECEHUS M3MEHEHUN B PErUCTPAIlMOHHOE
YIAOCTOBEPEHHE, KOTOPas YKa3bIBACTCS CIOBECHO-IIM(POBBIM CIIOCOOOM: YHCIO — JBYMSI
apabckumu 1udpamu (B KaBBIYKAX ), MECSI] — CJIOBOM, TOJl — YETBIPbMS apaOCKUMU U pamMu
(c ykazaHueMm COKpalleHHOro o0Oo3HaueHus roja 'r."). JlaHHoe moJie 3amoyHsETCS MpHU



BHECEHHHM U3MEHEHUH B PETHCTPAIMOHHOE JIOChE€ C BbIJAY€ld HOBOTO PETrUCTPALIMOHHOTO
YJIOCTOBEPEHUSI C MPEKHUM HOMEPOM U YKa3aHHEM HOMEpa COOTBETCTBYIOIIETO MpHUKa3a O
BHECEHUU U3MCHCHU;

c) B nojie 17 — MOMKHOCTh, MOANUCH, (paMUIUs, UM, OTUeCTBO (IIPU HAIHYHH)
pykoBoauTensi (yNOJHOMOYEHHOTO JIMIlAa) YHIOJIHOMOUYEHHOrO OpraHa, BBIJABIIETO
PETHCTPALIMOHHOE YJIOCTOBEPEHUE, 3aBEPEHHBIC TIEYAThIO0 ITOTO YIOJIHOMOYEHHOTO OpraHa (
npu Hanuyum). Mcnonb3oBanue pakCuMuiie BMECTO MOJIMUCH HE TOMYCKAETCs;

T) B nose 18 — tumorpadckuii HOMEp, cepusi U MOPSAKOBBIM HOMEp OJlaHkKa
PErUCTPAIMOHHOTO YAOCTOBEPEHUS, TPOCTABISIEMBIN TIPU €r0 U3TOTOBJICHUH.

9. Ilpu Hanuuuu cBeAEHU 0 MOAENAX (MapKax) MEIUIIMHCKOTO U3EIusl, UX COCTAaBE U
MPUHAJJICKHOCTAX WM JBYX M 0oJiee MNPOU3BOJCTBEHHBIX IUIOMIAJA0K 3aIOJHIETCS
MPUIIOKEHUE K PETUCTPALIMOHHOMY YAOCTOBEPEHHIO, KOTOPOE SABISIETCS HEOThEMIIEMOI
YacThIO PErUCTPALMOHHOTO yaocToBepeHus. Kaxaplii JUCT MPUIOKEHUS JTOJKEH OBbITh
MPOHYMEPOBaH. B MpUI0KEHNU K PETUCTPAIIMOHHOMY YJIOCTOBEPEHUIO YKA3hIBAIOTCS:

a) B mosie 1 — HaAnuCh, BBINIOJIHEHHAS B 2 CTPOKH:

"[IPMJIOXXEHUE K PETUCTPAITMIOHHOMY VIOCTOBEPEHHIO MEUIMHCKOT'O
W3IEJIAS",

0) B 1oJie 2 — HOMEpP PErUCTPALMOHHOTO yIOCTOBEPEHHS;
B) B 1oJie 3 — MoJieNid (MapKu) MEAUIMHCKOTO U3JIENNs, UX COCTaB U MPUHAIEKHOCTH (
IPU HAJTMYKH ),

r) B oJie 4 — HAMMEHOBaHMs M (PAKTUYECKUE aJlpeca MPOU3BOJCTBEHHBIX IJIOIIAJIOK,
BBITIOJTHSIOIINX BECH MPOIECC TPOU3BOICTBA MEAUIIMHCKOTO U3/IETUS WU €r0 ONpe/eiICHHbIC
CTaJuH
(mpu HEOOXOAMMOCTH YKa3aHUsI CBEIEHUH O ABYX U 00Jiee MPOU3BOACTBEHHbIX IIJIOLIAIKaX);

1) B MoJ€ 5 — MOJMKHOCTb, MOANUCH, PaMUiiusi, UMS, OTYECTBO (MPU HAJIUYUH)
pykoBoauTenss (YHOJHOMOYEHHOIO JIMIA) YIOJHOMOYEHHOIO OpraHa, BbIJABIIETO
PETUCTPALIMOHHOE YJIOCTOBEPEHUE, 3aBEPEHHBIE MEeYaThi0 YIOJIHOMOYEHHOIO opraHa (mpu
HanuuuK). Mcnonb3oBanue (pakCUMHUIIE BMECTO MTOANKMCH HE Oy CKaeTCs;

€) B 1oJjie 6 — yKa3pIBaeTCsl HOMEP JIUCTa MPUIIOKEHHUS,
k) B mojie 7 — tunorpadckuii HoMep, IPOCTaBIAEMbI MPU U3rOTOBICHUM OJaHKa
IIPUIOKEHUS.

10. ITpu 3anoaHEeHUN PErUCTPALIMOHHOTO YIOCTOBEPEHUS U (MJIU) MPUIIOKEHUS] K HEMY
yKa3aHUW€ CBEJEHMI, HE IMpPeAyCMOTPEHHBIX HacrtosmuMu [IpaBuiamu, a Takxke
HCIIOJIb30BaHUE COKpAIIEHU CJIOB (KpoMe OOUICIPUHSTHIX) M HMCIPABJICHUE TEKCTa HE
JOITYCKAFOTCSI.

11. B ciyyae yTparbl UM MOPYU PETUCTPAIIMOHHOTO YIOCTOBEPEHHS YIIOTHOMOYECHHbBIN
opral pedepeHTHOro TrocyaapcTBa BbIJAET AYOJIHMKAT 3TOr0 PETUCTPALHOHHOTO
ynoctoBepeHus. [Ipu 3ToM B mpaBOM BEpXHEM YIUIy PErHUCTPAIMOHHOTO YAOCTOBEpPEHHUS



npocTtaBistores nomerku: "Jlyonukar Beigan " " 20 r." m "Opurunan

PETUCTPALMOHHOTO YAOCTOBEPEHUS MEAUIIMHCKOTO U3ENUS TPU3HAECTCS HEAECHCTBYOIUM "

MPMJIOXXEHHUE Ne 2
k [IpaBuiam peructpauuu u
JKCIIEPTU3BI OC30MACHOCTH,
kadecTBa U 3 pekTuBHOCTH
MEIULHCKHX U3/ICITUH

OOPMA
3asBJICHAS O IIPOBEICHUH SKCIIEPTH3EI METHIMHCKOTO H3/ICIIHA

B ynonnomoueHHBII opran
(9KCTIEPTHYIO OPTaHU3AIHUIO)
roCcyAapcTBa — 4iCHa
EBpasuiickoro 3KOHOMHYECKOT0 COr03a

(HauMeHOBaHUE pedepeHTHOTO
TOCyIapCTBA)

(HauMeHOBaHHE TOCy1apcTBa (TOCYAapCTB
) IpU3HAHUsA)

3ASBJIEHHE
O IPOBEACHHUH SKCIEPTH3EI MEIUITMHCKOrO H3/1EIHA

(momHOE M coKpalieHHoe (MIPU HAJTUYKMH), B TOM Ynciie GUpMEHHOE, HAMMEHOBAHMUS JIUIIA, OT

MMEHH KOTOPOTO TIPOM3BOJAMTCS peructpamus (Mpou3BOAUTENb (YIIOJIHOMOYEHHBIN

MIPEICTaBUTEIb IPOU3BOIUTENS ), OPTaHU3AIMOHHO-TIPABOBasi popMa IOPUIUIECKOTO JIUIIA)
HACTOSIIIIMM IPOCHUT IMPOU3BECTH IKCIEPTU3Y MEIUITMHCKOTO H3CITHS:

1. HaumeHoBaHHE MEIUIIMHCKOTO HU3IEIIHSI

2. Haznauenue MeIUIIMHCKOTO U3SIHs

3.  MeauuuHCKOE U3AEINe I JUarHOCTHKH in vitro?
D Her

OO0nacTh NMPUMEHEHHUs] MEIULMHCKOTO M3Aeius (B COOTBETCTBHH C
KaccupHUKaTOpoM obmacTelt MEJUIIMHCKOTO TPUMEHEHHS METUIIMHCKIX
u3nenud, yrBepxkaeHHbIM Pemennem Komnerun EBpa3zuiickoit
SKOHOMHYECKON KomMuccuu oT 16 ampernst 2019 r. Ne 62)

5. Kinacc MNOTCHIIUAJIBHOT'O pHUCKa MPUMEHCHUSA MEANIMHCKOI'O U311

CremyeT a1 IPOBOANTH MHCIICKTHPOBAHKE ITPOU3BOJCTBA (YKa3bIBACTCS B D Jla
cilydae, €CIM PETrUCTPHpPYeMOe MEAMLUHCKOE H3JeNHe SBISETCS

MEIUIMHCKUM H3JIeJTUeM Kilacca MOTEHIIMAIBHOTO PUCKa MPUMEHEHHs |

WIN HECTEPWJIBHBIM METUIMHCKHM H3JeNeM Kilacca MOTEHIUAIbHOTO Her
pHCKa NMpUMEHEHUs 2a U MEePBUYHOE MHCIEKTHPOBAHNE MPOM3BOACTBA

paHee He OBLIO TIPOBENICHO)?



10.

11.

12.

13.

Kon Buzma MenuuuHCKOTro wu3nenus (COTJIACHO HOMEHKJIAType
METUIIMHCKUX U3enuil EBpa3uiickoro SKOHOMHUECKOT0 COr03a, IpaBuiia

BEJICHUSA

KoTtopoi yTBepxkaeHbl Pemenunem Komnerun EBpaszuiickoit

ASKOHOMHYECKON KomMuccuu oT 29 nekadps 2015 r. Ne 177)

B cocraBe MEAUITMHCKOTO M3 UMEETCS JICKapCTBCHHOC Cpe[[CTBO?

Mogpens (Mapka) MEAUITMTHCKOTO H3/ICH, €€ COCTaB M MIPUHAIIC)KHOCTH

Ne

HanmenoBan

IIpousBoaurens
ue

Monens (
Mapka)

MEIUILIMHCKOT
o manenust (
NpU HATHYUH

Coctas (mmpu
HaJTUYUH)
[Ipunannexu
0CTH

(npu
HaJIMY1H)

Cpok xpaHeHusi (rapaHTHIHBIN
CPOK) KCILTyaTalluu

VYcnoBus xpaHeHuUs

PGFI/ICTpaHI/IH B CTPAHC-TIPOMU3BOJUTECIIC U APYTUX CTPpAHAX

Ne perucTpalimoHHOro yA0CTOBEPEHUS

HanmenoBan
Ne MEIULIUHCKOTO U3EUs [ara Bb1iaun
W€ CTPaHEI
(ipu HaNTMYMH)
1.
MOJHOCTBIO HA JaHHOM IPOU3BOJICTBE
[IpousBoxcreo |:|

YaCTUYHO Ha JaHHOM IIPOU3BOJACTBE

[l

IMOJHOCTBIO HAa APYTOM IMPOU3BOACTBE

CaenieHHs 0 IPOU3BOANTEIIE

OpraHU3alMOHHO-

MECTO
mpaBoBas hopMma,

HaXO0XK/ICHHS
NOJHOE

(agpec

HAanMCHOBAHHUEC H

COKpalmeHHOC HOMED,
HauMeHoBaHHE ( jpaTa

IpH HAIMYHH),  peructp

CTpaHa,

HOpuaAniIC-CKO

KUTENBCTBA  anpec  (IIpH HATHYUH)
a-Iuu

Ha
Her

Crpana

Cp
OK

neu
CTB

nus

®. U. O. 1 10IKHOCTH
PYKOBOJU-TEIIS,

ro Juua,  gaktu-u HOMepa TenedoHa u (dakca,
aapec MECTa eckui  aapec 3MCKTPOH-HOM MOYTHI



14.

15.

16.

17.

18.

(. HU. O. WHIUBU-Ayall ®. U. O. 1 101KHOCTD
WHAWBHYaTHHOTO BHOTO KOHTAaKTHOTO JIMIIA
TpeIIPUHIMATEIS MPEIIPUHI-M

) aTens)

CBe)IeHI/IH 0 HpOHSBO[{CTBeHHOﬁ romaake (HpOI/ISBOILCTBeHHHX l'IJ'IOI.IlaZ[KaX)

OpraHu3anuo

HHO -

npaBoBas

dopma,
IIOJIHOC

HanMCHOBAaH

ue u

COKpaIeHHOE

HOMEp, Jara u
cpok geiictBus  (aktuue HoMepa TenedoHa u dakca, aapec
pa3penIuTeNb-HOI CKHH  3JIEKTPOHHOW mouThl (IpH

®. H. O. u 10IDKHOCTH
PYKOBOIHU-TEI,

HauMCHOBaH ®. N.O.u JOJIDKHOCTh

ue (mpu
HaJIN4UN),

0 ZIOKyMeHTa (IIpH ajpec  HaJIUYUH)

KOHTAaKTHOTO JIUIIA
HAJTUYHN)

(®. U. O.
UHIAWBUYAJIb

HOTO

MIpEeIIPUHAM

aTenns)

CaeneHus 00 YITIOTHOMOYEHHOM IpeICTaBUTENE IPOM3BOIUTENS (IIPH HATUUNH)

OpraHU3alMOHHO-
MECTO
mpaBoBas (hopMa,
HaXOXK/ICHHS
MOJHOE
(ampec
HaMMEHOBaHUE H HOMepa
IOpHUYE-CKO
COKpaIIeHHOe HOMED, tenedpona u  @. M. O. u 10mKHOCTH

ro IwuIa,
HauMeHoBaHHe ( Jarta . (hakca, agpec PyKOBOAU-TEI,
azpec Mecra (paKkTH-4ecKuil axpec
OpY HAaIU4YHH), PerucTp anekTpoH-Ho . U. O. u JOMKHOCTD
KHUTEIbCTBA N
CTpaHa, a-1uu i mouTHl (MPH KOHTAKTHOT'O JIUIA
WHIUBU-Tyal
(. HU. O. HAJTAYIHH)
BHOTO
WHIUBUTYaTEHOTO
NPEANPUHI-M
HpeIIpHHIMATEIS
) aTerns)

CBGHCHI/ISI 0 JOKYMCHTC, NOATBCPIKAAIOIICM OIUIATy MPOBCACHUS IMPOUCAYP I3KCIICPTU3BI MEAUITUHCKOT'O

n3acins

Crioco6 mojydeHHs YBEIOMIICHUH (pPEIIeHUI) OT YIMOJHOMOYEHHOTO OpraHa (9KCIIEPTHON OpraHU3aIliH)

pedepeHTHOrO

[
[

rocymapcraa:

JIMYHO MMOJ pOCIHCh

3aKa3HbIM MMOYTOBBIM OTIIPABJICHUEM C YBCJOMJICHHUEM O BpYYCHUU



D B 2JIEKTPOHHOM (OpMeE MO TEIEeKOMMYHUKAIIMOHHBIM KaHallaM CBSI3H (IIpH BBIOOpE JTaHHOTO
criocoba HeoOX0AMMO yKa3aTh afpec (aapeca) 3MEeKTPOHHOH MOYTHI,
Ha KOTOPBIH CIIEIyeT HAIPaBUTh yBEJIOMIICHN)

D B (bopMe QJICKTPOHHOI'O JOKYMCHTA, MOAMNCAHHOI'O SHCKTpOHHOﬁ HOAIMHUCBIO

FapaHTpr}o JAOCTOBCPHOCTL U UJACHTUYHOCTH I/IH(l)OpMaHI/II/I, coz[epmamei/ica B pPCTUCTPAIMOHHOM OOCHE U
3asBJICHUU

JlaTta moga4m 3asBICHUS

®. U. O. u DOMKHOCTh PYKOBOAWTENS MPOU3BOAMTENS (
YIIOJTHOMOYEHHOTO MIPEACTaBUTENS ITPOU3BOANTEIS)
IMognuce, neyaTp NPOU3BOIUTENS (YIOIHOMOYEHHOTO
HpeICTABUTEIS TPOU3BOAUTEIIS )
IMTPMIJIOXKEHUE Ne 3
k [IpaBunamM perucTpanuu U SKCHEepPTU3bI
0e30MacHOCTH, KauecTBa U
3¢ PEKTUBHOCTH MEMLIUHCKUX U3/AEINI

OOPMA
3asBJICHUS O MPOBCACHNH PCTUCTPAIAA MCAUITAMHCKOI'O U3ACIINA
B ynosHoMO4eHHBI Opran

rocyapcTBa — 4icHa
EBpa3uiickoro 5kKOHOMHUYECKOr0 COr3a

(HanmeHOBaHUE pedepeHTHOTO
TOCyIapCTBa)

(HauMeHOBaHHE TOCy1apcTBa (TOCYAapCTB
) IpU3HaHUsA)

3ASBJIEHUE
0 IIPOBEJICHUY PETHCTPAIHA MEIUITMHCKOTO H3/eIHA

(

MOJIHOE U COKpAIlleHHOE (IIpU HAJIMYUH), B TOM 4Hciie GUpMEHHOE, HAMMEHOBAHHUS JIUIIA, OT
MMEHU KOTOPOrO TMPOU3BOAUTCS peructpauuss (Mpou3BOAUTENb (YMOJTHOMOUYECHHBIN
MPEJACTaBUTENDh MTPOU3BOIUTEINS), OPTraHU3AUMOHHO-TIpaBoBasi (popMa FOPUIUYECKOTO JIUIA)
HACTOSIIIUM MPOCUT MPOU3BECTU PETUCTPALUIO MEIUIIUHCKOTO U3/IEIHS

1. HanmenoBanne MeTUITMHCKOTO H3CIIHS

2. Ha3znauenue MCAULUHCKOI'O U3CIINA

Ha

3. MenuimacKoe U3elue Il JUarHOCTUKH 1n vitro?
|:| Her

OO0nacTh NPUMEHEHUS MEIUIMHCKOrO u3Nenus (B COOTBETCTBHU C
4 KJIacCU(PHUKATOPOM 00JacTell MEIUIIMHCKOTO MPUMEHEHUST MEIUIMHCKIX
’ n3nenui, yrtBepxkaeHHbIM Pemenuem Komnerun EBpaszuiickoit
SKOHOMHYECKOH Komuccuu oT 16 anpenst 2019 1. Ne 62)

Knacc NMOTCHIUAJIBHOI'O pHUCKa MPUMCHCHUA MEANITUHCKOI'O U31CJI1s



10.

CieyeT JI1 IPOBOANTH HHCIIEKTUPOBAHUE IIPOM3BOJICTBA (YKa3bIBAaeTCs B
cilydae, €CIIi PETUCTPUPYEeMOe MEIUIHMHCKOE U3AeIHe SBISCTCS

MEIUIMHCKUM H3JIeJIUeM Kilacca MOTCHIMAIbHOTO pHCKa MpUMEHEHUs |
WJIN HECTEPWIBHBIM MEAUIMHCKUM H3JeIHeM Kiacca NOTCHIHUAIBLHOTO
pHCcKa NMpHMEHEHUs1 2a W NEepBUYHOE WHCIEKTUPOBAHWE IPOM3BOACTBA
paHee He OBUIO IMPOBECHO)?

Kox Buza MeaunuHCKOro wusaenus (COINIaCHO HOMEHKIIAType
MEIULUHCKUX U3Aenuil EBpasuiickoro s5KOHOMHUYECKOIO COr03a, IIPaBUIIa
BeJleHUsI KOTOpoH yTBepxaeHsl Pemenuem Komterun Espasuiickoit
9KOHOMUYECKOH Komuccuu ot 29 nexabpst 2015 r. Ne 177)

B cocTaBe MeIUIIMHCKOTO U3JETUS UMEETCS JICKapCTBCHHOC Cpe}lCTBO?

MOI[CJ'IB (MapKa) MCINIHUHCKOI'O U3A¢CJ1Hs, €€ COCTaB U MPUHAATICIKHOCTU

Ne HaumenoBanue IIpousBonurens Crpana
Mopens  (Mapka)
| MEIHIMHCKOTO
' uzgenus  (npwu
HaJIMY1H)
) CocraB  (mpm
’ HAJINYMH)
3 [Ipunannexunoctu
' (Tpy HANMYKK)
CaezieHMsI O IPONU3BOTUTENE
MECTO
Haxo
KICH
ua (
aapec
0pUA
OpraHu3alOHHO-
nde-c
npaBoBast ¢opma,
KOTO
MOJHOE
A,
HAaUMEHOBaHHWE U HOMepa TenedoHa U
azpec
COKpamieHHoe HOMEp, JaTa P ¢daktu-yeckn Qaxca, anapec
Mecra N
HalMeHOBaHME (IIPU  perucTpa-nuu il agpec AJIEKTPOHHOMU TOYTHI
KHUTEI
HaJIMYMH), CTPaHa, (ipu HaTMYUM)
BCTBA
(®. H. O.
WHIUB
WH/IMBHYaJIbHOTO
u-aya
TpeATIPUHIMATEIIS)
JIHOT
0
Tpean
pHUHH-
MaTen
1)
CaezieHMsI 0 IPONU3BOICTBEHHOH TLToNIaKe (MPOU3BOICTBEHHBIX TUIOMIAAKAX )
OpraHU3aIio
HHO -
npaBoBas
dopwma,

IMOJIHOC

Ha
Her

®. U. O. mu
JOJIKHOCTH
PYKOBOIH-TEIS,
. HU. O. mu
JOJIXKHOCTH
KOHTaKT-HOI'O JIALA



11.

12.

13.

14.

15.

HAaMMEHOBAaHU HOMED, JaTa U d®. U. O. wu

e u CPOK daxru JOJKHOCTD
Ne COKpaIleHHOe NeHCcTBUS deckn HOMep TenedoHa M (aKca, aapec  pykoBoaM-TEINS,

- HAUMEHOBAHH paspemu-ten M OJIEKTPOHHOH MOYTHI (IPU HAMYHMK) o Y. O. wu
e (mpm BHOTO aapec JOJKHOCTH
HAJTHYHH), JnokymMeHTa  ( KOHTAKT-HOTO JIUIa
(®. U. O. IpH HAIMYUHN)

WHIIUBUy )b
HOTO
HpeIIpHHIMA
Tes)

CaezeHust 00 YIIOJIHOMOYEHHOM IpeCTaBUTEIIE TPOM3BOAMTENS (IIPU HATMYNH)

MECTO
Haxo
KICH
usa (
aapec
OpUT

OpraHU3aIMOHHO-
ngec-

npaBoBasi ¢opma,
KOTO

NOJTHOE ®. U. O. mun
1A,

HAaNMCHOBAaHHUE U HOMepa TeneoHa U JOJKHOCTH
aapec

COKpamieHHoe HOMED, JarTa P (dakTtu-yeckn ¢akca, agpec PYKOBOIH-TEIS,
MecTa |, N

HaMMEHOBaHUE (TIPH  perucTpa-IuK W agpec SJIEKTPOHHOU moutel ®. M. O. u
KUTET

HAJIMYMN), CTPaHa, (Tpm HaTTIIWU) IOJNIXHOCTH
bCTBA

(®@. HU. O. KOHTAaKT-HOTO JIUIa
WHIVB

WHJIUBUYaAJIbHOTO
ugy-a

MpeIIpUHIMATEIS)
JBHOT
0
npenan
pUHU-
MaTen
)

CBesieHus 0 JOKyMEHTE, MMOATBEPKAAIOIIEM OTUIATy MPOBEACHUS MPOIIEIYP PETUCTPAIMHA METUITTHCKOTO
U3JeIust

Crioco6 mosryyeHns1 yBeAOMIICHUH (pEIIeH i) OT YIOTHOMOYSHHOTO OpraHa (IKCIIEPTHOI OpraHn3alymn)
pedepenTHOrO TOCcynapcTBa:

JIMYHO IO POCIIUCH

3aKa3HbIM IMOYTOBLIM OTIPABJIICHUEM C YBCIOMJICHUEM O BPYUYCHUU

B DJIEKTPOHHOH (opMe MO TeIeKOMMYHHUKAIMOHHBIM KaHallaM CBsi3H (TIpU BBIOOpE
JIaHHOTO crioco0a HeoOX0IMMO yKa3aTh aapec (axpeca) 3JIeKTPOHHOW MOYTHI, Ha KOTOPBIH
CJIeJIyeT HAMIPABUTh YBEIOMIICHUS )

O O OO

B (hopMe 3IEKTPOHHOTO JOKYMEHTA, MOIIHCAHHOTO 3JICKTPOHHOH MOIIMTUCHIO
Crioco06 MmoyYeHUs: PeruCTPAMOHHOTO YI0OCTOBEPEHHS MEIUIIUMHCKOTO H3ACHS U TIPHUIIOKEHHS K HEMY:
Ha OyMa)KHOM HOCHTEJIE JTHYHO

Ha OyMa)XHOM HOCHTEIE C OTHPAaBKOW 3aKa3HbIM IIOYTOBBIM OTIPABIECHHEM C
YBEIOMIICHHEM O BPYUCHUHU

O 0O



FapaHTI/Ipy}o JAOCTOBCPHOCTL U UJACHTUYHOCTD I/IH(I)OpMaIII/II/I, conepmameﬁca B pPCTUCTPAIMOHHOM OOCHE U
3asABJICHUU

Jlata moga4u 3asBICHUS

@®. U. O. u 10IKHOCTD PYKOBOJUTENS MPOU3BOIUTENS (
YTIOJTHOMOYEHHOTO MPEACTaBUTENS ITPOM3BOANTETIS)

[Toanuce, meuats mnpousBoAuTENs (YIOTHOMOUYEHHOTO
MPEJICTABUTEIIS TIPOU3BOTUTEIIS )

ITPUJIOXXEHUE Ne 4
K [IpaBuiaM perucTpamnuy U SKCIEePTU3bI
0e30MacHOCTH, KauecTBa U
3¢ PeKTUBHOCTH
MEAMIUHCKUX H3IE I

ITEPEYEHb
JOKYMEHTOB, HEOOXOJMMBIX JUIS PETHCTPAMA MEAVITMHCKOTO M3AEIHA

MenuiHcKoe u3fese Kiacca MOTeHIIHAIBHOTO prucka MeannuHCeK
HaumeHnoBan npumeHeHuUs oc H3JenHe
Ne n/m u e il ITpumeuanue
JOKyMEeHTa | Ja 26 3 JIMarHOCTHK
u in vitro

o ¢opmawm,
MPEIyCMOTP
€HHBIM
TIPHIIOKCHHAS
Ma Ne 2 u 3
K [IpaBunam
perucrpanuu
i
9KCIIECPTU3EI
0e30IacHOCT
M, KauecTBa
u
3¢ PeKTUBHO
1. 3asBieHue  + + + + + CTH
METUITUHCKH
X H3JICIUH,
YTBEPKACHH
bpIM Pemenne
M Cosera
EBpasuiicko
i
9KOHOMHUYEC
KoH
KOMHCCHUH OT
12 ¢erpans
2016 1. Ne
46

3aBepsieTcs B
COOTBETCTBH
u c

MEXTyHapOI



JoBepenHoc
Th OT
MPOU3BOJIUT
eI Ha TPaBo
MIPeCTaBIICH
u g
HHTEPECOB
npu
perucTparyu
(npwm
HEOOXOANMO
CTH)

Horosop
MIPOU3BOJUT
enst ¢
YIOJIHOMOYE
HHBIM
MIPEICTaBUTE
TeMm
MPOU3BOUT
et 1mbo ero
Komus (Tpu
HaJIM9UHU
YIOJIHOMOYE
HHOTO
MIPEACTaBUTE
I A
MPOU3BOJUT
ens1). Ecnu
YIOJIHOMOYE
HHBI i
MIPEACTaBUTE
I b
MPOU3BOJUT
ens He
SABJISIETCS
PE3UAECHTOM
pedepeHTHO
r o
rocyaapcTBa,
npuiaraeTcs
KOTMHUS
JIOKYMEHTA,
MOJTBEPXKIa
IOIIETO
perucTpanu
10
YIOJIHOMOYE
HHOTO
IIpeICTaBUTE
I A
MPOU3BOJUT
ens B

+

HBIM U
HOpMaMHu
3aBepeHMUs
HIH
HOpMaMu
3aBepeHMsl,
YCTaHOBJIEH
HBIM U
3aKOHOIaTeN
BCTBOM
pedepeHTHO
r o
rocynapcraa

KOTH
3aBepseTcs B
COOTBETCTBH
u c
MEXITyHapOX
HBIMH
HOpMaMH
3aBepeHUs
UIHu
HOpMaMH
3aBepeHUs,
YCTaHOBIJICH
HBIMH
3aKOHOJATeN
BCTBOM
pedepenTHo



KauecTBe
IOPHUIMYECKO
ro IuIa
Tubo0
WHAUBUIYaN
BHOTO
MPEIIPUHUM
arens

Konus
paspernmren
BHOTO
JIOKYMEHTa
Ha IIpaBo
MIPOMU3BOJICTB
a B CTpaHe
MIPOU3BOJUT
ens ¢
MPUIIOKEHHE
M (mpu
HAJTUIHN)

Konus
JIOKyMEHTa
1ubo
CBEJICHHUS,
MOATBEPIKIA
O L[ U €
perucrparu
10
MPOU3BOIUT
ens B
KadecTBe
IOPUANYIECKO
ro Juia
nubo
WHIUBHTYaJl
BHOTO
TMPEIIPUHIM
arens

Konus
cepTudukara
COOTBETCTBU
s CUCTEMbI

r o
rocyaapcTBa

3aBepsieTCs B
COOTBETCTBH
u c
MEXIyHAPO/I
HBIMH
HOpMaMHu
3aBepeHUS
HITH
HOpMaMu
3aBepeHusl,
YCTaHOBIIEH
HBIMH
3aKOHOIaTeN
BCTBOM
pedepeHTHO
r o
rocyaapcTBa

KOTIH
JIOKyMEHTa
3aBepseTCs B
COOTBETCTBU
15§ c
MEKTyHApOST
HBIMH
HOpMaMH
3aBepeHUs
HIH
HOpMaMHu
3aBepeHwus,
YCTaHOBJIEH
HBIMH
3aKOHOJIATE
BCTBOM
pedepeHTHO
r o
rocymapcTBa
5

CBEJICHUS
3aBePAIOTCS
MIPOU3BOIUT
enem



MEHEKMEHT
a KaJyecTBa
TpeboBaHUs
M cTaHIapTa
ISO 13485
nubo
COOTBETCTBY
I0IIETO
pEerHOHANbH
Oro WIH
HallMOHAJbH
oro (
rocyJapcrae
HHOTO)
cTaHaapra
rocy/Japcraa
— 4leHa
EBpasuiickor
0
9KOHOMHYEC
KOTO CcOr03a (
panee
COOTBETCTBE
HHO —
roCyAapcTBO
-ysied, Coro3
)
BBITAHHOTO
Ha UMs
MPOU3BOJUT
e s
MEIUIMHCKU
X u3genuit (
MIPOU3BOJICTB
€HHOH
miomaaku) (
npu
HaJIN4HN)

Jexnapauust
0
COOTBETCTBH
31
MEIUITHCKO
ro H3AeNHs
00s13aTeNbH
Bl M
TpeboBaHuUs
M
rocyaapcTB,
H €
SIBJISTFOILIAX CSL
YIICHAMH
Coro3a (
Hanpumep,

+

3aBepseTCs B
COOTBETCTBU
15§ c
MEKTyHApOJT
HBIMH
HOpMaMu
3aBepeHHs
HJITH
HOpMaMHu
3aBepeHusl,
YCTaHOBJIEH
HBIMH
3aKOHOIaTeI
bBCTBOM
pedepeHTHO
r o
rocyaapcTBa

KONUSs
3aBepseTcs

IIPOU3BOIUT
eaeMm (
YIOJIHOMOYE



JMPEKTHBAM
UIH
perimaMeHTa
M
EBponeiicko
ro cor3a),
UIH
9KBUBAJICHTH
bl U
TOKyMeHT (
npu
HaJIMYUHN)
100 Komust
TaKuX
JIOKyMEHTOB

Konus
perucrpanyio
HHOTO
yIOCTOBEPEH
u A
MEIUIMHCKO
ro maenus (
ceptuuKara
cBOOO/IHOM
MPOJIaXH,
cepTuduKaTa
Ha 9KCIopT (
3 a
UCKIIIOYCHUE
M
MEIUIMHCKA
X WBIEIUH,
BIIEPBHIC
MIPOU3BENEH
HBIX Ha
TEPPUTOPHU
rocyJapcTaa
-qJIeHa)),
BBIJAHHOTO B
CTpaHe
MPOU3BOJUT
ens (mpu
HaJTMYUH)

Caenenus o
perucTpanyu
B JpYTHX
CcTpaHax co
CCBHUIKOH Ha
JIeHCTBYIOI]
n e
HCTOYHHUKH
TaKHUX
CBEJICHUUN U
SJIEKTPOHHBI

HHBIM
peCcTaBUTe
aTem
MIPOU3BOJIUT
eJ1s1)

3aBepseTcs B
COOTBETCTBH
u c
MEXKIyHapOx
HBIMH
HOpMaMH
3aBEpeHUs
UIHu
HOpMaMH
3aBEpeHUs,
YCTaHOBJICH
HBIMH
3aKOHO/AATEI
BCTBOM
pedepenTHo
r o
rocynapcraa

3aBepsieTcs
MIPOU3BOIUT



10.

u  ¢aiin,
coJieprKaIu
U Takue
CBeJIeHUS,
WIH KOTHUs
JIOKYMEHTa,
Y0CTOBEPS
I0IIETO
perucTpanu
10
MEIUIIMHCKO
TO U3/ENHUs B
JApYTHUX
crpanax  (
npu
HaJTI1H )

Jannubie o
MapKUpPOBKE
M yTakoBKe (
MOJTHOIBETH
pie  (c
yKa3aHueM
KOJHMPOBKH
IBETA)
MaKeThI
YIaKOBOK U
JTHKETOK),
TEKCT
MapKUPOBKH
Ha PYCCKOM
SI3BIKE U
rocynapcTae
H H bI X
S3BIKaX
roCcyaapcTB-
YIEHOB (IIpH
HEOOX0MMO
ctu). Tekct
MapKUPOBKH
H a
rocyapcTae
H H BI X
S3BIKaX
roCyJIapCcTB
MpU3HAHUS
MOXET
MPEACTABIISAT
bCs TIOCIE
(hopmupoBan
u s
MIOJIOXKHUTEIb
HOTO
JKCIEPTHOTO
3aKIIFOUCHHUS

+

eleM (
YHOJIHOMOYE
HHBIM
IIPEICTABUTE
qT€eM
MPOU3BOIUT
est)

3aBepseTcs
MIPOU3BOJUT
eaeMm (
YHOJIHOMOYE
HHBIM
IIPEICTaBUTE
qTeM
MIPOU3BOIUT
eJst)



11.

12.

WNndopmann
L 0
pa3paboTke
"
MPOU3BOJICTB
€. CXEeMBI
IIPOLIECCOB
MIPOMU3BOJICTB
a, OCHOBHBIC
CTaauu
IPOU3BOACTB
a, yIaKoBKa,
UCTIBITAHUS
U Ipoleaypa
BBINIyCKa
KOHEYHOTO
HPOIYKTa

Caenenus o
MPOU3BOJUT
ene:
HaMMCHOBaH
ue, BHUJ
JIeSITEIIBHOCT
H bl
IOPUINYECKH
U anpec,
dbopma
COOCTBEHHOC
TH, COCTaB
PYKOBOJICTBA
, TIepeyeHb
Mo/Ipa3iesieH
H i’ u
TOYEePHUX
KOMIIaHUH,
Y4acTBYIOII]
" X B
MIPOU3BOJICTB
e
3asBIISICMOTO
H a
peructpaiu
10
MEIUITTHCKO
ro M3ICIus,
C yKa3aHHEM
UX cTaryca u
MMOJTHOMOYHMH

WNndpopmann
s 0
MapKETHHIE
(uctopus
IIpU YCIIOBUU
oOpartneHus

3aBepseTcs
MIPOU3BOJUT
eaeMm (
YHOIHOMOYE
HHBIM
IIPEICTABUTE
qTeM
MIPOU3BOJUT
eJst)

3aBepseTcs
MPOU3BOIUT
eaeMm (
YHOJHOMOYE
HHBIM
IIPEICTABUTE
qTeM
MPOU3BOIUT
ens)

3aBepseTcs
MPOU3BOIUT
eneMm (
YIIOJIHOMOYE
HHBIM



13.

14.

u3zenus Ha
PBIHKE
Gonee 2 ner)
(npwm
HaJTMY1H)
CoobuieHus
0
HECYaCTHBIX
clIy4asx |
oT3bBax
nHpopmanus
H ¢
MPe0CTaBIIs
ercs s
BHOBbB
pa3paboTaHH
BIX W
CHPOEKTHUPO
BaHHBIX
MEIUIMHCKI
X U3JCINN):
CIIHCOK
Hebmaronpu
SATHBIX
cobbrTuit  (
WHIIUJICHTOB
) wunam
HecYacTHBIX
cilydaes,
CBSI3aHHBIX C
UCIIONB30BaH
ueM U3JeNus
, 1 YKazaHue
nepuona
BpEMEHH, Ha
NPOTSDKCHUH
KOTOPOTO
MPOUCXOIMI
U yKa3aHHbIC
ciry4yan
ecnu
HeOaronpu
STHBIX
cobpITHit  (
MHIUICHTOB
) CIUIIKOM
MHOTO,
HEO0OXO0MMO
MIPEOCTaBHUT
b KpaTKue

0030pEI IO +

KaXXIOMy U3
THUIIOB
COOBITUH

(xpome
KJIaCCOB
1 u 2a)

+
(kpome
Kiacca 1)

MIPEICTABUTE
a1em
MPOU3BOIUT
eJ1s1)

3aBepsieTcs
MPOU3BOIUT
eleM (
YIHOJIHOMOYE
HHBIM

MPEICTABUTE



15.

U yKa3arh
obOmree
KOJIMIECTBO
coOBITHI
KaXX10T0
TUOa, O
KOTOPBIX
MOCTYIIaTH
OTYCTHI
CIIUCOK
OT3BIBOB C
pBIHKA
MEIUITTHCKU
X U3IENHi U
(unm)
MOSICHUTEITh
H BI X
YBEAOMIICHU
51 u
ONHCaHHUE
noaxojia

K
paccMOTpeH
U0 3THX
npobiemM u
UX PELICHUIO
MPOU3BOIUT
eNnsIMu B
KaXJIOM

U3 TaKux
ciIyJacn
ONMCaHUE
aHammza u (
NIIH)
KOPPEKTUPY
17001197 P4
JNEUCTBUM,
MPEIITPUHST
BIX B OTBET
H a
yKa3aHHBIC
cIIydau

IIepeuens
CTaHAAPTOB,
KOTOpBIE
NPUMEHSIIHC
b
MIPOM3BOJIUT
ejgeM Ipu
MIPOEKTHPOB
AaHUH U
NPOU3BOCTB
e
MECIUITUHCKO

qTeM
MPOU3BOJIUT
eJIs1)

3aBepseTcs
MPOU3BOIUT
eneMm (
YIIOJIHOMOYE
HHBIM

HpecTaBUTe
a1eM



16.

ro u3zenus (
C yKa3aHHEM
HAaMECHOBAH
u s u

0003HauCHHA
CTaHJapTOB)

CBenieHus o
COOTBETCTBHU
u
MEIUIIUHCKO
ro HM3JeNHs
O6mum
TpeboBaHUs
M
0e30IMacHOCT
u i

3 peKTuBHO
CTH
METUITTHCKH
X H3ICIUH,
TpeboBaHuUs
M K HUX
MapKHPOBKe
u
JKCIDTyaTanu
OHHOH
JIOKYMEHTAI]
WM Ha HUX,
YTBEP)KACHH
ple Pemienue
M CogeTa
EBpasuiicko
%1
IKOHOMUYEC
KoM
KOMHUCCHU OT
12 ¢espans
2016 1. Ne
27 (mamee —
Oo6mue
TpeOOBaHUSA)
, c
MPUIIOKCHUE
M
JTOKYMEHTOB,
CCBUIKM Ha
KOTOpEIe
HMEIOTCS B
YKa3aHHBIX
CBEJICHUSIX

JoxyMeHT,
yCTaHaBJIMBa
1501197871
TpeOOBaHHS

MIPOU3BOTUT
eIst)

3aBepsieTcs
MIPOU3BOUT
elnem (
YIIOJIHOMOYE
HHBIM
MIPEeICTaBHUTE
qTeM
MIPOU3BOUT
eJst)

3aBepseTcs
MIPOU3BOUT
elnem (



17.

18.

K

TEXHUYECKH *+

M
XapaKTepHCT
nKaM
MCIUIIUHCKO
T0 U3JENHUs

[IpoTokomst
TEXHUYCCKHU
X
WCTIBITAHUH,
TIPOBEICHHEI
X B IEIIX
JIOKa3aTenbe
TBa
COOTBETCTBH
i
METUITTHCKO
T0 W3ACIH
O6mum

TpeboBaHus +

M,
MPOTPaMMBI
HCIEBITAaHUHA
1100 KOIMHUH
yKa3aHHBIX
JIOKyMEHTOB
u (unm)
JIOKYMCHTEI,
cojepkalme
JI0Ka3aTelbC
TBa NEPBOH
CTOPOHBI

Otyer MO
OI[CHKE
OHOJIOrHY€EC

+

(3a
UCKJIIOYCHUE
M peareHTOB,
HabopoB
peareHToB,
KOHTPOJIbHBI
X
MaTepHaJoB,
KamuopaTop
0B,
MPOMBIBAIOLI
u X
pacTBOpOB U
MUTATEbHBI
X cpen)

YHOJHOMOYE
HHBIM
MpeCcTaBUTe
aTem
MIPOU3BOJIUT
eJst)

KOMUHU
MIPOTOKOJIOB
3aBEPSIIOTCS
UCTIBITATENb
HO#
nmabopaTopue
it (meHTpom)
UIu B
COOTBETCTBU
U C HOpMaMHu
3aBEepEeHMSI,
YCTaHOBIICH
HBIMH
3aKOHO/ATEI
BCTBOM
pedepeHTHO
r o
rocyzapcraa

KOTHUHU
porpamMmm
3aBepSIIOTCS
UCTIBITATENb
HOH
nabopaTtopue
it (meHTpOMm)
UIu
MPOU3BOJIUT
eleM (
YIOJIHOMOYE
HHBIM
MIPEICTABUTE
a1em
MPOU3BOJIUT
ens);
JIOKYMEHTHI,
coJieprkalue
JI0Ka3aTenbe
TBa MEpBOH
CTOPOHBI,
3aBePSIIOTCS
MPOU3BOJIUT
enem

3aBepsieTcs
MIPOU3BOTUT
eleM (



19.

20.

21.

KOTO
NEeUCTBUS
MEIUITTHCKO
TO U3JCITUS
(mpu
HEOO0X0IUMO
CTH)

IIpoToxoJibl
HCCIIeTOBaH
uu (
UCTIBITAHU)
1O OILIeHKE
Ouonornuec
KOTO
NEeUCTBUS
MEIUIINHCKO
T0 W3AeTus,
MPOBE/ICHHBI
X B IeNsIX
JIOKa3aTeJbe
TBa
COOTBETCTBH
o
MEIUIMHCKO
ro H3Jenus
O6mum
TpeboBaHUs
M (mpm
HEOO0XO0ANMO
cTH),
MPOTrPaMMBbI
UCCIIeI0BaH
uu (
WCTIBITAHUN )
00 KOTIHH
yKa3aHHBIX
JIOKyMEHTOB

OTtyer o
KIIMHAYECKO
M
JIOKa3aTenbe
TBE

3¢ deKTHBHO
CTH H®
0e30I1acHOCT
u
MEIUITHCKO
ro U3aenus
nubo ero
KOS

Otyer O
KIMHUYECKO
M

+

+
(kpome
knacca 1)

YHOJHOMOYE
HHBIM
MpeCcTaBUTe
aTem
MIPOU3BOJIUT
eJst)

Konuun
MIPOTOKOJIOB
U TPOTpaMM
3aBEpSIIOTCS
UCTIBITATENb
HO
naboparopue
it (IeHTpoMm)
UIW B
COOTBETCTBH
U C HOpMamu
3aBepeHMUsl,
YCTaHOBIICH
HBIMH
3aKOHO/ATEN
BCTBOM
pedepeHTHO
r o
rocyaapcraa

KOMUs
oTyYeTa
3aBepsieTcs
MPOU3BOJIUT
eleM (
YIHOJHOMOYE
HHBIM
MPEICTABUTE
qTeM
MPOU3BOIUT
e1s1)



22.

23.

24.

UCTIBITaHUN (
UCCIIeI0BaH
nu)
MEIUIMHCKO
ro W3Jenus
WJIN OTYET O
KIIMHUKO-JIa
6opaTopHOM
WCTIBITAHUH (
UCCIIeIOBaH
uu)
MEIUIMHCKO
ro H3Jenus
IS
JIUATHOCTHK
u in vitro (
aubo ero
KOTIHIST)

OTtyetr 00
aHalin3e
PUCKOB H
yIpaBICHUA
uMHA 100
€ro KOomus

Jannbie o
JIEKapCTBEHH
Bl X
CpeacTBax B
cocCTaBe
MEIULMHCKO
ro maenus (
cocTaB
JIEKapCTBEHH
Oro CpeCcTBa
, KOJINYECTBO
, JaHHBIE O
COBMECTHUMO
CTH
JIEKapCTBEHH
Oro cpeicTBa
c
MEIULMHCKU
M U3JEIHEM,
perucrpanuu
JIEKapCTBEHH
Oro cpeicTBa

Konnlus
oTyYeTa
3aBepsieTcs
MEIUI[HCKO
i
opraHuzanue
U unu B
COOTBETCTBH
U C HOpMamu
3aBepeHusl,
YCTaHOBIICH
HBIMH
3aKOHOIaTelT
BCTBOM
pedepeHTHO
r o
rocyaapcrBa

KOMHUS
oT4yeTa
3aBepsieTcs
MIPOU3BOIUT
elnem (
YIOJIHOMOYE
HHBIM
MIPEICTaBUTE
TeM
MIPOU3BOIUT
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HHOTO JIOChE TeM
B OyMaKHOM MIPOU3BOTUT
BHJIC) eIIsl)
IMMPUJIOXEHUME Ne 5
k [IpaBuiaM perucTpanu 1 SKCIePTUIBI
0€e30IacHOCTH, KaYeCTBa 1
3¢ dexTuBHOCTH
MEIUIMHCKHUX U3JIETUI

3KCIIEPTHOE 3AKJIIOYEHUE
00 oneHke 6e30macHOCTH, KadecTBa U () (HEKTHBHOCTH MEAUIIMHCKOTO U3

(HauMEHOBaHHUE YMOJHOMOYEHHOTO oOpraHa (IKCIEPTHOW OpraHu3anuu) pedepeHTHOro

rocyJ1apcTBa)
YTBEPX/JAIO
(®.1. 0. p};(OBOZ[I/ITeJ'ISI
YIOJIHOMOYEHHOTO OpraHa
(3KCTIEpPTHOH OpraHM3aIliH), TIOAIHCH,
TeyaTh)
H_H 20_ r.
SKCIIEPTHOE 3AKJIIOYEHUE
00 omeHke 0e30macHOCTH, KauecTBa B 3()(HEKTHBHOCTH MEAUI[MHCKOTO H3AEIHSA
Ne or" " 20 r

1. O6miue cBeAeHNS O METUITMHCKOM U3/IEIUU:
a) HOMEp U JaTa PEerucTpaivu 3asBJICHUN O MPOBEICHUM IKCIEPTU3BI MEAUIIUHCKOTO

W3JIeNINS ¥ O POBEJICHUH PETUCTPALIUA MEAUIIUHCKOTO U3JIEeINS;

0) HaMMEHOBaHUE MEUIIMHCKOTO U3/1EIHS;

B) MIPOU3BOJIUTENIb MEAUIIMHCKOTO U3/IETUs, CTPAHA;

I') IPOU3BOACTBEHHAS TUIOMIAAKa (TUIOIIAKH), CTpaHa;

1) YIIOJTHOMOYEHHBIN MpeIcTaBUTEIh TPOU3BOIUTENS (TIPU HATTUYHH);

€) 00JIacTh MPUMEHEHHUS U Ha3HAYCHUE;

) BUJ MEIUIIMHCKOTO H3JEUs B COOTBETCTBUU C HOMEHKJIATYPOU MEIUIIMHCKUX
n3genuii EBpazuiicKoro 3KOHOMHUYECKOr0 COK03a, MPABWIIA BEACHUS KOTOPOU YTBEPKIACHBI
Pemenniem Komneruun EBpasuiickoit skoHOMHUeCcKOH kKoMuccuu ot 29 aexadpst 2015 r. Ne 177
;

3) KJIacC MOTEHI[MAIBHOTO PUCKA MPUMEHEHUS METUIIUHCKOTO U3IEIIHS;

M) COCTaB MEIUIMHCKOTO U3Aenusl (MoAenau (MapKu) MEIULIMHCKOTO u3aenus (mpu
HAJIMYKHN)) ¥ IPUHAJISKHOCTEN K HeMY (MpU HAJTUYHH);

K) OCHOBHbBIC TEXHUUYECKHE XapaKTEPUCTUKU MEAUIIMHCKOTO M3Aenus (Moaenu (Mapku,
TUIA) MEAUIIUHCKOTO U3/IeNus (IIpU HAJTUYUN)).



2. Pe3ynbTatrhl SKCIEpTU3bI O€30MACHOCTH, KauecTBa U 3((HEKTUBHOCTH MEAUIIMTHCKOTO
u3zenus (o MPUMEHUMOCTH):
a) OILICHKA MPAaBWILHOCTH OTHECEHUS U3AENUS K MEAUIIUHCKUM U3JICIIUSIM;

0) oIleHKa COOTBETCTBHUS YKa3aHHOTO 3asBUTEJIEM Kjacca MOTEHIMAJILHOIO PHUCKa
MPUMCHECHUST MEIUIIMHCKOTO W3JeNHs B COOTBEeTCTBUMU C [IpaBuiamu kiaccudpukaniu
MEIULIUHCKUX U3JEIUi B 3aBUCHUMOCTH OT IMOTEHIMAJIbHOTO pHUCKA NPUMEHEHUS,
yTBepkaeHHbIMUA Pemennem Komuternn EBpazuiickol S5KOHOMHYECKOM KOMMCCHH OT 22
nexadps 2015 r. Ne 173;

B) OIlEHKA MPaBWJIHBHOCTH OTHECEHUS MEAUIIMHCKOTO H3Aeius (Mozened (Mapok)
MEJIUIIMHCKOTO U3/ENHs) K ONPENCICHHOMY BUy MEAUIIMHCKUX U3JEIUN B COOTBETCTBUHU C
HOMEHKJIaTypPON MEIUIMHCKUX H3JeIUi EBpasuiicKOro 3KOHOMUYECKOI'O0 COKO3a, IIpaBuia
BEACHUS KOTOpOM yTBepxkacHbl Pemenunem Kosutermn EBpa3suiickoll 3KOHOMHYECKOU
komuccuu ot 29 nexadpst 2015 r. Ne 177;

I') OLIEHKAa COOTBETCTBUSI MOJieNiel (MapoK) MEIUIIMHCKOTO u3/enus (Mpu HaJU4yuH),
BKJIIOYAEMBIX B OJIHO PETHUCTPALMOHHOE YJIOCTOBEPEHUE, KPUTEPHUAM, YCTaHOBICHHBIM
nyHKTOM 19 IlpaBui perucTpaiuu u SKCrnepTu3bl 0€30MacHOCTH, KauecTBa U 3P(HEKTUBHOCTH
MEIUIUHCKUX W3Jeanid, yTBepkaeHHbIX PemenneM CoBera EBpa3uiickoil SKOHOMUYECKOU
koMuccuu ot 12 deBpans 2016 r. Ne 46;

1) aHAJIU3 W OIICHKA JOKa3aTeIbHBIX JOKYMEHTOB (MaTE€pHajoB), MOITBEPIKIAFOIINX
COOTBETCTBUE MEAMIMHCKOro wu3aenus OOmumM TpeOoBaHUAM O€30MacHOCTH M
3(phEeKTUBHOCTH MEIHWIIMHCKUX U3JeNuii, TpeOOBaHUAM K UX MapKUPOBKE W
AKCIUTYaTallMOHHOW IOKYMEHTAllM1 Ha HUX, yTBepKIAeHHbIM Pemenuem Cosera EBpasuiickoil
sKOHOMHUYECKOM komuccuu ot 12 despans 2016 r. Ne 27 (nanee — O01mue TpedOBaHMS):

aHaJu3 NPEACTABICHHBIX MPOU3BOJUTENIEM CBEICHUN O COOTBETCTBUU MEIUIIMHCKOTO
maenus OOuM TpeOOBaHUAM, B TOM YHCJE aHAIU3 MPaBWIBHOCTH HICHTU(DUKAIIUU
nosioxkeHuit O0mux TpeOoBaHNN, TPUMEHUMBIX K METUIIMHCKOMY U3JIEITHIO;

OIlEHKAa COOTBETCTBHUSI IMPOTOKOJIOB TEXHUYECKUX HCIBITAHUM, BBIJAHHBIX
YIIOJTHOMOYEHHBIMM OpraHu3anusamu, [IpaBuiiam mpoBeneHUsT TEXHUUYECKUX MCHBITAaHUM
MEIMIMHCKUX U3MeNui, yTBepxkAeHHbIM Pemenuem CoBeta EBpa3uiickoil 5JKOHOMHYECKOU
koMuccuu ot 12 ¢peBpans 2016 r. Ne 28;

OIIEHKa COOTBETCTBHUSI MPOTOKOJIOB MCCIEIOBAaHUN (MCIBITAHUN) C LEIbI0 OLEHKH
OMOJOTUYECKOTO JEUCTBUS MEAUIMHCKUX W3JI€JINI, BBIJAHHBIX YIOJIHOMOYEHHBIMU
opranuzanusamu, lIpaBuiam mpoBeneHHS UCCIEIOBAHUN (UCIBITAHUN) C LEIBI0O OLIEHKH
OMOJIOTUYECKOT0 JICMCTBHUS MEIUIIMHCKUX U3JCNHi, yTBepKIeHHbIM Pemenunem CoBera
EBpa3zuiickoil s3xoHOMu4eckoi komuccuu oT 16 mast 2016 r. Ne 38;

aHaJu3 OTYeTa MO OlIEHKE OUOJOTHMYECKOrOo IEHCTBHUS MEIUUMHCKOrOo u3aenus (
MPOBOAUTCS B TOM YHCJIE JUIsl MOATBEPKICHUS TOTO, UTO MaTEpPHUaIbl, BXOASIINE B KOHTAKT (
B3aMMO/JICUCTBYIONINE) C TKAHSMM YEJIOBEKa, HACHTU(PUIMPOBaHBI (yKa3aHbl MapKu
MaTepUalioB U UX U3rOTOBUTENN), @ TAKXKE JJI MOITBEPKICHUS] 000CHOBAHHOCTH OTCYTCTBUS



HE0OXOMMOCTH MTPOBEICHHUS UCCIIEIOBAHUMN (MCIIBITAHUI) C T[EIbI0 OIEHKU OMOJIOTHYECKOTO
TNEeNCTBUSA ),

aHaJIU3 OTYeTa O KJIMHUYECKOM JI0Ka3aTelbCTBE d(PPEKTUBHOCTH M OE30MaCHOCTH
MEJIUITUHCKOTO U3AeHus (MPOBOAUTCS ISl TMOJITBEPXKISHUS OOOCHOBAaHHOCTH BBIOOpA
METOJIOB JOKAa3aTelbCTBA KIMHUYECKOW 3(P(HEKTUBHOCTH U 0€30MaCHOCTH MEIUITUHCKOTO
U3JENUs, BaJUIHOCTU JaHHBIX, MCIOJIb3YEMbIX [JI JI0Ka3aTEJIbCTBA KIMHUYECKOU
spdexTuBHOCTH M 0€30MACHOCTU MEIUIMHCKOTO HU3JEIus, a TakKe OO0OOCHOBAaHHOCTH
3aKITIOUYCHUST O KIMHUYECKOW 3(h()EKTUBHOCTH U OE€30MACHOCTH IS BCEX 3asBJICHHBIX
MOKAa3aHUM K TPUMEHEHHIO C YYETOM HAJIMYUSI WJIM OTCYTCTBUS TPOTHUBOTIOKA3aHUI);

OIICHKA COOTBETCTBUS OTUETOB O KIIMHUYECKUX (KIMHUKO-Ta00PATOPHBIX) UCTIBITAHUAX (
HCCIIEIOBAHUIX) MEIUIMHCKUX wu3aenuit [IpaBuiaM mnpoBeAeHHUS KIUHUYECKHX U
KJIMHUKO-JJA0OPATOPHBIX ~ HMCHBITAHWM  (MCCIICAOBAHUM) MEIHMIIMHCKUX  H3JCIIHH,
yTBepxkaeHHbIM Pemenuem CoBera EBpasuiickoii 5JKOHOMUYECKOM KOMUCCHH OT 12 ¢eBpas
2016 1. Ne 29;

aHaJIu3 BAJIUAHOCTH JI0KA3aTeNIbCTB NIEPBOM CTOPOHBI (ITPU HAJTMYUM) IJIsI HOATBEPKICHUS
COOTBETCTBUSI MeAUIMHCKOrOo wu3aenus OOmuM TpeOOBaHUSAM C Y4Ye€TOM KJacca
MOTEHLIHAIBHOTO PUCKA TPUMEHEHUSI MEIUIIMHCKOTO M3AeNus (11 MEAULIUHCKUAX W3AEIHI
KJIACCOB MOTEHIIMAJIBHOTO pPUCKa MpuMeHeHus 20 U 3 K JoKa3aTelbCTBAM MEPBOM CTOPOHBI
JIOJKHBI TIPUJIATaThCS TIPOrpaMMa UCTIBITAHUHN (MCClieIoBaHUi) U 000CHOBaHUE BHIOPAHHBIX
METOJIOB);

aHAJIN3 CTAHJAPTOB, MPUMEHSEMBIX MPOU3BOJAUTENIEM MPU MPOCKTUPOBAHUU U
IPOU3BOJICTBE MEAUIIMHCKOTO U3/IEIINS;
aHanu3 0e30MacHOCTU U 3(PPEKTUBHOCTH JIEKAPCTBEHHOTO CPEACTBA B COCTaBE
MEUIIMHCKOTO HW3JIENUsl, €ro BIMUSHUS Ha (YHKIHMOHAIBHOCTh MEIMIIMHCKOTO H3IENHS,
COBMECTUMOCTH JIEKAPCTBEHHOTO CPEJICTBA C MEIUIIMHCKUM HU3JACIHEM (32 HCKIIOUYCHUEM
METUITMHCKUX U3IEINI JUIsl TUAaTHOCTUKH In Vitro). JIekapcTBEHHOE CPEACTBO JOJKHO OBITH
3apErUCTPUPOBAHO U pPa3pelieHO K TMPUMEHEHUIO B TOCYJapCTBE — MPOU3ZBOJUTENE
JIEKapCTBEHHOI'O CPEJICTBRA;
aHaJIM3 JIaHHBIX O OMOJOTUYECKOW 0€30MacCHOCTH MEIUIIMHCKOTO H3JENHs Ha OCHOBE
aHajiM3a BCEX MATEPHUalOB >KUBOTHOTO WJIM YEJIOBEUECKOTO MPOUCXOXKICHHUS, BXOJAIINX B
MEIUIMHCKOE M3JIeNHe, a TakKe UHPOpMAIMK O MOJ00pe UCTOYHUKOB (IOHOPOB), OTOOpE
Marepuasa, MpoleCcCUHre, XpaHEHUH, TECTUPOBAHUU, BAIUAAIIUU MPOLEAYpP TECTUPOBAHUS, a
Takke oOpalieHus C TKaHSMHU, KJIETKaMH, CyOCTaHIIUSIMU >KHBOTHOTO WJIM YEJIOBEYECKOTO
MIPOUCXOXKICHUS, KYyJIbTYpaMH MUKPOOPTaHU3MOB U BUPYCOB;
aHajiu3 MPOUEAYPhl U METOJIOB CTEPUIIM3ALUUA MEIULIMHCKOTO U3JEIus, MaTEpUaJIOB,
00OCHOBBIBAIOIIMX CIOCOO CTEpUIIU3AINH, MPEIaraéMblX METOJ0B KOHTPOJS KayecTBa U
OMpeNIeNICHHs] OCTATKOB CTEPUIIU3YIOIIEr0 BENIECTBA MPU MPUMEHEHUH XUMUYECKOT0 crioco0a
CTEPUIIN3ALINH;



U3y4YeHUEe BAJIUIHOCTHU MPOTPAMMHOI0 00€CIieueHHsI Ha OCHOBE aHaliM3a JJAHHBIX O €T0
Bepu(pUKALUU U BaJuJalUM, B TOM 4YHUCIe MHPOpManmuu O ero pa3zpaboTke, Mepax H
CPEJIICTBAX 3AIUTHI OT HECAHKIIMOHUPOBAHHOTO JIOCTYyMa M 00ecreueHuu KnbepOe30nacHOCTH
, TECTUPOBAHUU MTPOU3BOIUTENIEM, TAHHBIX 00 UISHTU(PUKAIIUN U MAPKUPOBKE;

aHaJln3 OTYeTa O CTAOMIBHOCTH MEAMIIMHCKOTO U3/1eusl, 000CHOBAHHOCTH 3asBJIEHHOTO
CpPOKa XpaHECHUS;

paccMOTpPEHUE OTYETa MO AaHAJIU3Y PUCKOB B LENSX MOATBEPKIACHHUS MOJTHOTHI
UJICHTU(PUIIUPOBAHHBIX B TAaKOM OTYETE OIMACHOCTEW, OMACHBIX CHUTyalHd u
COOTBETCTBYIOIINX PUCKOB, KOTOPHIE MOTYT OBITH OIEHEHBI KaK HEJOMYyCTUMBIC, a TaKXKe
MOATBEPKICHUS 3aKIIOUYEHUS MMPOU3BOIUTENSI 00 OTCYTCTBUM HEJIOMYCTHMBIX PUCKOB JIHOO
JOIYCTUMOCTH PUCKOB, KOTOPBIE B OTYETE 110 aHAIN3Y PUCKOB OLIEHEHBI KaK MpUeMJIeMbIe Ha
OCHOBE aHaJM3a COOTHOUIEHUS "PUCK — MOJb3a";

NOATBEPKJIECHUE HAa OCHOBAHWU IMPEJCTABICHHBIX J0Ka3aTEIbHBIX MaTepHUaNOB (
JOKYMEHTOB) OOOCHOBAHHOCTH pe€3yJibTaTa OLIEHKH IPOU3BOAUTENS O COOTBETCTBUU
MEAUITMHCKOTO u3nenust O0mmuM TpeOoBaHUIM;

OIIEHKA COOTBETCTBUS IKCILTyaTallMOHHOTO JOKYMEHTA WJIM UHCTPYKIIUU 110 MPUMEHEHUIO
, PYKOBOJICTBA 110 CEPBUCHOMY 00CIykuBaHU0 OOITUM TpeOOBaHUAM;

OIIEHKAa COOTBETCTBUS MAaPKUPOBKH MEIUIIMHCKOTO n3aenust O0mum TpeOoBaHUsIM;

aHanu3 TpeOOBaHMI K TEXHUUYECKUM XapaKTEPUCTUKAM MEIUIIMHCKOTO U3/ETUs;

OIIEHKA IOKYMEHTOB, OATBEPKAAIOIINX PE3YIbTAThl UCIIBITAHUN MEIUIIMHCKUX U3IETUI
B LICJISIX YTBEPXKJICHUS TUIA CPEACTB U3MEPEHHU (B OTHOIICHUU MEIUIIMHCKUX HU3JIEIIHM,
BKJIFOYEHHBIX B MEPEYEHb BUJAOB MEIULUHCKUX W3JACNIHMI, MOIJIEKAIUX OTHECEHUIO IPU UX
perucTpauuu K CpeAcTBaM HM3MEPEHHH, yTBepkAcHHbIM Pemennem CoBeta EBpasuiickon
sKOHOMHUYECKOM komuccuu oT 12 despans 2016 r. Ne 42);

€) aHallu3 OTYETOB O pe3yJbTaTaX MHCIEKTUPOBAHMS MPOU3BOACTBA MEIULMHCKOTO
u3enus (MPOBOJUTCS B LENSAX MOATBEPKACHUS COOTBETCTBUS 3asIBIIIEMOT0 MEIUIIMHCKOTO
u3zenus rpymnmne (MoArpynmne) MeAUIMHCKUX U3JIeTUNA C YY4eTOM Kjacca MOTEHIMaIbHOTO
pUCKa MOPUMEHEHHUsI coryiacHo mnpuiaoxkeHuto Ne 2 k TpeOoBaHHSIM K BHEJIPEHUIO,
NOAAEPKAHUI0 M OLIEHKE CHCTEMbl MEHEI)KMEHTAa KauyecTBA MEIMIMHCKUX HU3AECIUN B
3aBUCUMOCTH OT MOTEHIIMAIIBHOTO PUCKA UX IPUMEHEHHUS, YyTBEPKAeHHBIM Pemenuem CoBeta
EBpasuiickoit sxoHomuyeckoit komuccuu oT 10 nHos6ps 2017 r. Ne 106, a Takxke
MOATBEPAKACHUS IOCTOBEPHOCTH UH(POPMAIIUK 00 YKa3aHHBIX B 3asBJICHUSIX O PETUCTPAIlUU U
AKCIEPTU3E MPOU3BOJICTBEHHBIX IUIOMIA/IKAX, Ha KOTOPBIE PACIPOCTPAHSIETCS ACHCTBUE
OTYeTa O pe3yibTaTaX MHCIEKTUPOBAHUS MPOU3BOCTBA MEAUIIMHCKOTO U3/IETH);

) aHAJIU3 JaHHBIX O CEPTU(UKAIIMN CUCTEMbI MEHEPKMEHTA KadecTBa (TIpU HAJIMYWH), B
TOM 4Hclie TpeOOBaHUM, Ha COOTBETCTBHE KOTOPBHIM CEpPTUPULHMpPOBAHA CHUCTEMaA
MEHEIP)KMEHTa KauecTBa IPOU3BOUTENS, U CBEICHUH 0 cepTudukaTax (HOMep, JaTa BblIauH,
CpPOK JeHCTBUSl cepTUduUKaTa, HAMMEHOBAaHUE M CBEIECHHS 00 aKKpeAUTallMd OpraHa Io
CepTUPUKALINHN);



3) MOJATBEpP)KJAEeHHE OOOCHOBAHHOCTHU YKa3aHHUS MPOU3BOJCTBEHHBIX IIOUIAO0K
PETHCTPUPYEMOIO METMLIMHCKOTO U3/EIINS;

M) aHaJu3 JaHHBIX O pa3pabOTKe W MPOU3BOACTBE MEIULIMHCKOTO H3JAeNus (CXEeMBbI
IPOLIECCOB MPOU3BOJICTBA, OCHOBHBIX CTaJui MPOU3BOJCTBA, YNAKOBKH, HCHBITAHUU U
MIPOLIETyPbI BBITYCKAa KOHEYHOI'O MPOAYKTA);

K) aHAJIM3 MPEICTaBICHHON POU3BOAUTENIEM HH(GOPMAIIMN O MAPKETHHTE;

J) aHAJIU3 MPEICTABIECHHBIX POU3BOJAUTENIEM CBEACHUN O HAJUYUHU UIU 00 OTCYTCTBHH
COOOIIEHUI O HEXEeNaTeNbHBIX COOBITUSX U (WMJIM) HECUACTHBIX CIIyyasiX, CBSI3aHHBIX C
MCIIOJb30BaHUEM MEIUILMHCKOTO M3JEeNHs, OT3bIBaX C pPbIHKA MEIMIIMHCKOTO W3JEeIus,
YBEJOMJIEHUH MO O€30MacHOCTH MEIULMHCKOTO W3JeNus, MOAXOJO0B K PELICHUI0 TaKux
npoOiieM TPOU3BOAWTEIEM TMPHU UX BO3HUKHOBEHHH, OMUCAHUS TMPEATMPHHSITHIX
KOPPEKTHPYIOIINX JACHCTBUH, a TaKkKe aHaJW3 COOTHOLICHUS YPOBHS MPOJaX, KOJIUYECTBA
HECYACTHBIX CIIy4aeB M OT3bIBOB MEUIIMHCKOTO U3/IENUs U3 O0pallleHus;

M) aHaju3 IU1aHa cOopa JaHHBIX MO 0€30MaCHOCTU U 3(PPEKTUBHOCTH MEIULIUHCKOTO
U3JIEHS Ha MOCTIIPOJIAYKHOM dTarle.

3. O011ee 3aKI0UCHUE O TOATBEPKACHUU (HETIOATBEPKICHUH ) O€30IaCHOCTH, KaueCcTBa
¥ 3(PEKTUBHOCTH METUIIUHCKOTO U3AENHUs, PEKOMEHIAIMS O BO3MOXKHOCTH (HEBO3MOXKHOCTH
) pETUCTPALIMK METULIMHCKOTO U3/ENHSL.

OO0 OTBETCTBEHHOCTH 3a JOCTOBEPHOCTb CBEICHUM, M3JI0KEHHBIX B IKCIEPTHOM
3aKII0YeHUH 00 OlleHKe 0e30MacHOCTH, KauecTBa U 3 (HEKTUBHOCTH METUIIMHCKOTO U3JIENHS,
MPEeAYPEXKICH.

(®. .

O. sKkcnepTa, JOKHOCTh, y4eHasi CTereHb (3BaHue) (
TIPY HATWIHH))

(moamuce)

IMMPUJIOXKEHUE Ne 6
k [IpaBuiamM perucrpanuu 1 SKCIEPTU3HI
0e30MacHOCTH, KauecTBa 1
3¢ HeKTHBHOCTH
MEIULUHCKUX N3AEIUH

3AKJIIOYEHUE

0 IOATBEPKIECHUH COTIACOBAHMUA (HECOTTIACOBAHHUA) SKCIIEPTHOTO 3aKIIOYEHHAS 0 Pe3yJITaTaM
SKCIEPTH3HI 0€30MaCHOCTH, KauecTBa H 3P GEKTHBHOCTH MEIUIIMHCKOTO H3/ISIIHA rOCyAapCTBa —
gueHa EBpasuifcKoro 3KOHOMHIECKOT0 COI03a, OCYIIECTBIIAIOMETO PETHCTPALIMIO MEIAIIUHCKOTO
W3S

(HaMMEHOBaHUE YMOJHOMOYEHHOIO OpraHa (PKCIEePTHOM OpraHu3aluu) TrocylapcTBa

IPU3HAHUS)
VTBEPXJIAIO

(®. 1. 0. p};<OBO,HI/IT€JI$I



YHOJIHOMOYEHHOTO OpraHa
(3KCIIepTHOM OpraHU3aIK), HOAMUCH,
reyaTh)

o 20 T

3AKJIIOYEHUE

0 IOATBEPKAECHUH COIIaCOBAHUA (HECOITIACOBAHMA) SKCIIEPTHOTO 3aK/IIOYEHAA rOCYAapCTBa —
gieHa EBpasuiickoro 3k0HOMIUIECKOr0 COI03a, OCYIIECTBIIOMIETO PETHCTPAIMIO MEIUI[HHCKOTO
M3, IO pe3yJIbTaTaM 3KCIIePTU3Hl 6€30MacHOCTH, KadecTBa B 3((eKTHBHOCTH MEIUIMHCKOTO
H3emIs

Ne or" " 20 r.

1. HaumeHOBaHuUE yIIOJTHOMOYEHHOTO OpraHa (3KCIMEPTHON OpraHu3aliiu) rocygapcraa —
yieHa EBpa3uiickoro 5»KOHOMHYECKOTO COI03a, OCYIIECTBISIONIETO PErucTPaInio
MEJIUIIMHCKOTO0 u3enus (aajiee — pehepeHTHOE ToCy1apCTBO).

2. Jlata pa3menieHHusl IKCHEPTHOTO 3aKIIOUCHUS B HMH(OOPMAIMOHHOW CHCTEME
YIIOJTHOMOUYEHHOT'0 OopraHa (3KCIEepTHON OpraHu3aium) peepeHTHOro rocyapcTaa.

3. Homep sKkciepTHOIO 3aKII0UCHUS.

4. HameHOBaHWE MEAUIIMHCKOTO M31enus (C yKa3aHUeM MOJENH (MapKH) MEIUIIMHCKOTO
U3JIEIINS, €€ COCTaBa U MPUHAJIC)KHOCTEH ).

5. [IpousBoauTenb MEIUIIMHCKOTO U3AENHs (MIOJHOE U COKpaIleHHOe HAaUuMEHOBaHMS,
OpraHu3aluOHHO-TIpaBoBasg (opma HOPUIUYECKOrO JIMIAa, MECTO HaxXOXIEHHS (aapec
IOpUJIMYECKOTO JIUIA, MECTO >KUTEIbCTBA (PU3UUECKOTO JHUIlA, 3apETHUCTPUPOBAHHOTO B
KaueCTBE MHUBUAYATLHOTO MPEANPUHUMATENS)).

6. Ilpou3BoACTBEHHBIE MJIOMIAAKH (MOJTHOE U COKPAIIEHHOE HaNMMEHOBAaHUS,
OpraHU3aIMOHHO-TIPaBOBas opMa IOPUIUIECKOTO JIKIIA, (PaKTUUEeCKUu aapec).

7. YIOTHOMOYEHHBIN MpeICTaBUTENb MPOU3BOAUTEINS (IIOJTHOE M COKpalleHHOE
HAaUMEHOBAHUs, OpPTraHU3aIllMOHHO-TIPaBoBas (hopma IOPUINIECKOTO JIMIA, MECTO HaXO0XKICHUS
(aapec IOPUAUYECKOTO JIUIA, MECTO KUTEIbCTBA (DU3UUECKOTO JIUIIA, 3aPETUCTPUPOBAHHOTO B
KayeCTBE MHIUBUYAILHOTO MIPEANPUHUMATENS)) (TIPU HATUYHUN).

8. 3asdBUTEIIb.

9. AHanu3 IpeACTaBICHHOTO YIIOJIHOMOYEHHBIM OpraHoM (3KCIEPTHOW OpraHu3aluen)
pedepeHTHOTrO TOoCyaapcTBa SKCIEPTHOTO 3aKIIOUECHHUS IO pe3yJbTaTaM SKCIEePTHU3bI
6e3omacHOCTH, KauecTBa U A (HEKTUBHOCTH MEIUIIMHCKOTO U3CIUS, a TAKKE COOTBETCTBUS
JOKYMEHTOB PErUCTPALIMOHHOTO J0ChE YCTAaHOBJIEHHBIM TPEOOBAHUSIM.

10. TloaTBEpkAECHNE NMPABUIBHOCTU IMEPEBOJIA IKCILUTYAaTALIMOHHOTO JOKYMEHTA WU
MHCTPYKIIUM TPUMEHEHUIO MEIUIMHCKOTO W3JIeNUs, PYKOBOJCTBA IO CEPBUCHOMY
00CITyKMBaHUIO, TEKCTA MAPKUPOBKU MEIUIIMHCKOTO U3/IETUsl HAa TOCYJIapCTBEHHBIN SI3bIK B
COOTBETCTBUM C TPeOOBaHMIMHU 3aKOHOJATENIhCTBA rocylapcTBa — uieHa EBpasuiickoro
AKOHOMMYECKOTO COI03a (€CIM MPUMEHUMO).



11. Pe3ynbraTtsel 3KcnepTu3bl (yKa3bIBalOTCS BBIBOABI MO OTAEIBHBIM acleKTaM
AKCIIEPTHOTO 3aKIIFOUEHHUS).

12. BeiBoa (ykaspiBaeTcs OOIIMI BBIBOJI, B ClIydae HECOTJIACOBAHHS IKCIEPTHOTO
3aKJII0YEHHS] — ¢ 000CHOBAHUEM MTPUYHH).

13. Ceenenus 06 skcneptax (®@. U. O., yueHas crenens (3BaHue) (Ipu HATUYUH ), MECTO
paboTHI U JOJDKHOCTB ).

OO0 OTBETCTBEHHOCTH 3a JOCTOBEPHOCTh CBEJIECHHH, M3J0KEHHBIX B 3aKJIIOUEHUU O
MOATBEPKJIEHUN COTJIACOBAHMS (HECOTIIACOBAHUS) SKCIIEPTHOTO 3aKITIOYEHUST peepeHTHOTO
rocyJapcTBa MO pe3yJibTaTaM 3KCHEePTH3bl 0€30MacCHOCTH, KayecTBa M 3(P(HEKTUBHOCTH
MEJIULIMHCKOTO U3JEIUs, TPEAYTIPEKICH.

(®. U. O. sxcmepra) (Tmoamuce)
IMTPUJIOXKEHUE Ne 7
K IIpaBuiaM perucTpamnuy U SKCIEePTU3bI
0e30MacHOCTH, KauecTBa U
3¢ heKTUBHOCTH
MEIUITNHCKHX U3IEITHiA
®OPMA

3asABJICHAA O BHCCCHAH H3MCHECHHH B PEruCTpafioOHHOC JOCBEEC MCIHUITNHCKOI'O N30CIINA

B ynonHomo4eHHBIN OpraH
rocyJ1apcTBa — WICHA
EBpa3uiickoro ’KOHOMUYECKOTO COr03a

(HauMeHoBaHue pehepeHTHOr0 rOCyAapCTBa)

(HauMeHOBaHUE ToCyJapcTBa (HAUMEHOBAHUSI TOCYAapCTB) IPU3HAHMS)

3AABJIEHUE
0 BHECCHHH U3MEHEHHI B PETHCTPAIAOHHOE JOChE MEAUIIMHCKOTO H3EIHA

(momHOE M cokpalleHHoe (MIPU HAJTUYKMK), B TOM Ynciie GUpMEeHHOe, HAMMEHOBAHHUS JIUIIA, OT
MMEHHU KOTOPOrO MPOU3BOJUTCS BHECEHUE W3MEHEHUH (ITPOU3BOIUTEINH (YIIOTHOMOYECHHBIN
NPEJICTaBUTEINb TPOU3BOAUTENIS), OPraHU3alMOHHO-TIPABOBAs opMa IOPUIUUECKOTO JIUIIA)

HACTOSIIIIUM MPOCUT BHECTU U3MEHEHUS B PETUCTPALMOHHOE JOChE MEIUIIMHCKOIO
1563 (156

1. HaumenoBanue
MEIUIUHCKOTO U3IENHS



2.  IlpousBonutens
MEIUIMHCKOTO HU3Aenust (
MOJIHOE M COKpalleHHOE
HaMMCHOBAHUA,
OpraHU3aIOHHO-TIPAaBOBAS
dbopMa OPUANIECKOTO
JINIA, MECTO HaXOXKICHUS (
ajZipec I0pUIUIECKOTro JIula
, MECTO IKUTEJIbCTBA
¢u3udeckoro  JHIA,
3aperuCTPUPOBAHHOTO B
KadecTBeE
HHIAUBUAYAJIBHOTO
NpeANPUHUMATEIS)

3. TIIpou3BOJACTBEHHbIE
mromanku  (MoJHOE
HauMEHOBAaHHE, a/IPEC)

4.  VYNOJIHOMOYEHHBIH
MpeaCTaBUTEIb
npousBoauTeNst  (Mpu
Hanuuuu) (MOJTHOE |
COKpalleHHoe
HAaUMCHOBAHUS,
OpraHu3aIMOHHO-TIPABOBAs
dbopMa FOPHIUYECKOTO
JIMIA, MECTO HaxoxaeHus (
aJpec IOPHUINYECKOro JInIa
, MECTO JIKUTEJIbCTBA
¢busuyeckoro  Juua,
3aperuCTPUPOBAHHOTO B
KadecTBeE
WHIWBUYAIBHOTO
MPEANPUHUMATEIIS )

5. Knacc moTeHIMaIbLHOrO
pUcKa  TPUMCHCHUS
MEIULUHCKOTO U3IENINS

6. Kon BUIA
MEIUIIMHCKOTO u3Aenus (
COTJJaCHO HOMEHKJIaType
MEIMIUHCKUX H3ETHH
EBpasuiickoro
SKOHOMHYECKOTO COH03a,
MpaBuiia BEACHUS KOTOPOI
yTBepkAeHbl Pelnennem
Komnerun EBpasuiickoif
SKOHOMHYECKON KOMHUCCHH
ot 29 nexabps 2015 r. Ne
177)

7. HomMmep
pEerucTpanoHHOT O
yIOCTOBEPEHHUS
MEIUIUHCKOTO H3JENNs



EBpasuiickoro
9KOHOMHUYECKOT0 COr03a

8. CBezieHUs 0 TOKyMEHTaX
, TOJTBEPKIAIOIUX
omiaty  Npouenypsl
BHECEHHUS] M3MEHEHHH B
PEeTHCTPallMOHHOE JOChE B
pedepeHTHOM ToCcyAapCcTBe
" MpoIeaypHl
COTJIacOBaHMUS
9KCHEPTHOTO 3aKJIIOYECHUS
B TOCY/IapCTBax IPU3HAHUA
, a TaKXe BBLIAYH
PEeTHCTPAIIOHHOTO
YIOCTOBEPECHUS
MEIUIIMHCKOTO W3JICIHs B
pedepeHTHOM TrOCyAapCTBE
(Tipu HEOOXOMMOCTH)

D JIMYHO I0]] POCITHCH
9. Cmoco6 momxydeHus

o o 3aKa3HbIM MTOYTOBBIM OTIIPABJICHUEM C YBCIOMIICHUEM O
yBEAOMIICHUH (pelIeHui) D

BpYYEHHU

OT YNOJHOMOYEHHOT'O

opraa  (9KCIEPTHOI B DJIEKTPOHHOH (hopMme (Tipn BEIOOpE TaHHOTO criocoba

OpraHU3amun) HEOoOXOIMMO yKaszaTb anpec (aapeca) 3JIEKTPOHHOU

pebepeHTHOTO MOYTHI, HA KOTOPBIN CIIeAyeT HApaBUTh YBEIOMIICHHS)

rocyaapcraa B (hopMe DIIEKTPOHHOTO MTOKYMEHTa, MOIIHCAHHOTO
D JIEKTPOHHOH MOJIIHCHI0

10. Cnoco06 mnonyuyeHus D Ha OyMa)XHOM HOCHUTele

pPErucTpanmoHHOTO JIMYHO

yIOCTOBEPEHHUS

MEIULIUHCKOTO H3Ieus 1 (
W) TIPUIIOKEHUS K HeMy (
B Clly4ae €ClIH BHOCHMBEIE
U3MCHEHHSI IOBJIEKYT

H3MCHEHHUEC

perucTpanuoHHOro Ha OyMa)KHOM HOCHTEJIE C
YIOCTOBEPEHHUS OTIPaBKON  3aKa3HBIM
MCIUIMHCKOIO U3ACINA 1 ( D TMOYTOBBLIM OTIIPABJICHUEM
W) IPUIOKEHUS K HEMY), C yBEJAOMIJIEHHEM O

a TaK)Ke paHee BBIJAHHOI'O BPY4YE€HUU
PETUCTPALUOHHOTO

YIOCTOBEpPEHHUS

MEIUIMHCKOTO U3MIEIHU U (
W) TIPWIOKECHUS K HEMY
C OTMETKOH 00 wux
HEIEHUCTBUTEILHOCTH

B CBA3M CO CICAYIOIIMMHA U3MCHCHUAMMU:
H3MeHeHNs, BHOCUMBIE B PETHCTPAHOHHOE T0ChE MEAUIIUHCKOTO M3AETHS

Ne i/ Penaknusa 1o BHeceHUs u3MeHeHU  BHOCHUMBbIE H3MEHEHUS
o II/1



BHecenne u3MEHEHUI B PETUCTPALUOHHOE JOCHE HE BJIEYET U3MEHEHHUS CBOMCTB U
XapaKTePUCTHUK, BIUSAIONIMX Ha 0€30MacHOCTh, Ka4yeCcTBO M 3P (HEKTUBHOCTh MEAUITMHCKOTO
W3JICIINA.

["apanTHpyr0 JOCTOBEPHOCTH MPEACTABICHHONW HH(OpMALUK.

["apanTupyro coxpaHeHue 3asBJICHHBIX XapaKTEPUCTUK O€30MaCHOCTH U 3(DPEKTUBHOCTU
MEIUIIMHCKOTO H3JIeJINsl B TEUEHUE BCETO CPOKa CIyXObl MPU COOJIIOJICHUU YCIOBUU
AKCILTyaTalluu, TPAaHCIIOPTUPOBAHUS U XPAHEHUSI MEIUIIMHCKOTO U3/IeJIUsl B COOTBETCTBUHU C
TpeOOBAHUSIMU TTPOU3BOIUTEIIS.

(maTa mogayu 3asBICHUS)

(®. U. O. 1 KOIKHOCTh PYKOBOIUTEISA

(moanucek, nevyats NPOU3BOAUTENS
MIPON3BOANTENS (YIOTHOMOYCHHOTO

(YTIOJTHOMOYCHHOTO MPEICTABUTEIS IPOU3BOTUTEIIS ))
TIPEICTABUTEIS IPOM3BOTUTEIIS))

IMPUJIOXKEHUE Ne 8
k [IpaBuiaM perucTpanuu U SKCIePTU3bI
0€e30MacHOCTH, KauecTBa U
3(h(HEKTUBHOCTH MEAMITUHCKUX
H3Ieauit

SKCITEPTHOE 3AKJIIOYEHUE
0 BO3MOXXHOCTH (HEBO3MOKHOCTH) BHECEHHA M3MEHEHH B PETHCTPAHOHHOE JOChEe
MEIUIIAHCKOTO W3/IEIHs

(HaMMEHOBaHUE YMOJHOMOYEHHOIO OpraHa (SKCIEPTHOM opraHu3anuu) pedhepeHTHOTO
rocyJ1apcTBa)
YTBEPKJIAIO

(®. U. O. pykoBoguTens
YIIOJIHOMOYEHHOT'O OpraHa
(3KCIIEPTHO OpraHU3aIiN ), TIOAIHKCH,
reyaTh)

"o 20 T

SKCITEPTHOE 3AKJIIOYEHHUE

0 BO3MOXXHOCTH (HEBO3MOXKHOCTH) BHECEHU M3MEHEHHH B PETHCTPAIHOHHOE JOChE
MEIUIAHCKOTO W3/IeNIHs

Ne or" " 20T

1. HammenoBaHne Me TMIIUHCKOTO HU30EITHSL.
2. IlpousBoaUTE I, MEAUITMHCKOTO M3/ (MIOJIHOE U COKpaIlleHHOC HAaUMMEHOBAHUSI,
OpraHM3alMOHHO-TIPaBoBass GopMa HOPUAUYECKOTO JUIA, MECTO HaXOXIeHWs (ampec



IOpUJIMYECKOTO JIUIA, MECTO >KUTEIbCTBA (PU3UUECKOTO JHUIlA, 3apPETHUCTPUPOBAHHOTO B
KaueCTBE MHMBUAYAJLHOTO MPEANPUHUMATENS)).

3. YIOTHOMOYEHHBIN MpeICTaBUTENb MPOU3BOAUTEINS (IIOJTHOE M COKpallEHHOE
HAaMMEHOBAHUS, OPraHU3AI[MOHHO-TIPaBOBast (popMa IOPUIUYECKOTO JIUIA, MECTO HAXOXKIACHUS
(ampec OPUIUIECKOTO JTUIA, MECTO KUTEIHCTBA (PU3UUYECKOTO JINIIA, 3aPETUCTPUPOBAHHOTO B
KaueCTBE MHIUBHUIYAJIBLHOTO MPEANTPUHUMATEINS)) (TIPH HATTUYIUH ).

4. TIpou3BOACTBEHHbIEC IUIOMAJAKN (TIOJTHOE M COKpAIEHHOE HaMMEHOBaHMS,
OpraHu3alMOHHO-TIPABOBAs opMa IOPUIUIECKOTO JINIIA, (DAKTUIECKUH aapec).
5. O0nacTh NpUMEHEHUS U Ha3HAYCHUE.
6. Bung MeauuMHCKOro M3Jeiaus B COOTBETCTBUU C HOMEHKJIATypPOU MEIUIIMHCKUX
n3nenuii EBpazuickoro 5KOHOMUYECKOI0 COK03a, NMPABUIIA BEACHUS KOTOPOU YTBEPKIACHBI
Pemenniem Konnerun EBpasuiickoit skoHOMHUecKO koMmuccuu ot 29 aexadps 2015 r. Ne 177

7. Knacc nOTEHIHAIIBHOTO PUCKA MPUMEHEHUS MEAULIUHCKOTO U3AEIHSL.

8. Homep peructpaiinoHHOTO YIOCTOBEPEHUS MEIUIIMHCKOTO U3ICIIHS.

9. laTa BbIJa4u PETUCTPALIMOHHOTO YIOCTOBEPEHUSI MEAUIIMHCKOTO U3/ICIHS.
10. BHOCHMBIE U3MEHEHUS:

Jaunsie, BHECEHHBIE B
OGocHOBaHHUEe 3asgBUTENA IS

PETUCTPAIMOHHOC O0CBC TIIpHU BHocuMbIe n3MeHEeHUS o
BHCCCHUS U3MCHCHHUU

perucTpanyun

11. AHanu3 u o1leHKa JaHHBIX, 000CHOBBIBAIOIINX BHECEHUE N3MEHEHUH.
12. 3akn4yeHue O BO3MOXKHOCTH (HEBO3MOXXHOCTHU) BHECEHHUS H3MCHEHHH B
PETUCTPALIMOHHOE J0ChE MEIUIIMHCKOTO U3JeNus (B ClIydae BBIHECEHHUS OTPHUIATEIBHOTO
3aKJIIOYEHUS] — ¢ 000CHOBAHUEM MTPUYHH).

(®. U. O. skcnepra, HODKHOCTH, ydeHas CTemneHb ( (IIOIIHUCH)
3BaHue) (P HAJIMYNH))

IMPUJIOXEHUE Ne 9
k [IpaBuiaM perucTpanu u SKCIEPTUIBI
0e30MIacHOCTH, KaYeCTBa U
3G GHEKTUBHOCTH MEAUITTHCKHX
W3ACITHI

®OPMA
3asBJICHAA O BHECCHHH H3MEHECHHUH B PETHCTPAIMOHHOE JOChE€ METUIIMHCKOTO H3/IEIHs B
YBEIOMHTEIILHOM IIOPSIKE

B ynonHomoueHHBII opran
rocyJapcTBa — 4ieHa
EBpa3zuiickoro 3KOHOMHYECKOTO €003

(HamMeHoBaHUE peepeHTHOTO
rocyaapcTBa)



3ASIBJIEHUAE
0 BHECEHHH U3MEHEHHH B PETHCTPAIIHOHHOE JOChEe MEAUIIMHCKOTO H3AEHA B YBEAOMHATEIEHOM
TOpsAIKe

(momHOE M cOoKpanieHHoe (MTPU HAJTUYHH), B TOM dnciie (UPMEHHOE, HAMMEHOBAHMUSI JIUIIA, OT
UMEHH KOTOPOT'O MPOU3BOJUTCS BHECEHUE U3MEHEHUM (MPOU3BOAUTENH (YIOJIHOMOYEHHBIN
MPEJCTABUTEIb MPOU3BOAUTEINS ), OPraHU3AIMOHHO-TIPaBOBasi (hopMa IOPUIUUECKOTO JTUIA)

HACTOSIIIUM IMPOCHUT BHECTU U3MEHEHHUS B PETHCTPALIMOHHOE JAOChE MEAUIMHCKOIO
M3ENUs B YBEIOMUTEIBHOM MOPSAJIKE

1. HammenoBaHue
MECOUIUHCKOIO
W3IeIus

2. IlpousBoautenb
MEIUIIHCKOTO
nuznenus (MoJHOE U
COKpalleHHOe
HaWMEHOBaHUS,
OpTaHHU3aIMOHHO-TIPA
BoBas  (Qopma
FOPUANYECKOTO JIUIIA,
MECTO HaxoxaeHus (
aZipec IOPUANIECKOTO
auua, MECTO
KUTEIbCTBA
(usmueckoro nuIa,
3apETUCTPUPOBAHHOT
0O B KayecTBe
WH/IMBHU]y aJIbHOTO
MpeANpUHIMATEIIS)

3
IIpon3BoACTBEHHBIE
MIomanku (IOJTHOE
HAaMMCHOBAHUC,
ajpec)

4. YoJIHOMOYEHHBIN
MpeICTaBUTEIb
MIPOU3BOIUTENS (TIPH
HaJIN4YUK) (TIOJTHOE U
COKpalleHHOe
HanMMEHOBAHHS,
OpTaHU3aIMOHHO-TIPA
BoBas  (Qopma
IOPUINYECKOTO JIHIIA,
MECTO HaxOXAeHHus (
aZipec IOPUANYIECKOTO
nuna, MECTO
KUTEIbCTBA



(busnyeckoro nuia,
3aperuCTPUPOBAHHOT
O B KayecTBe
WHAUBHYaJIbHOTO
MPEAIPUHIMATEIIS)

5. Knacc
MMOTEHI[AAIHLHOTO
pUCKa MPUMCHEHHS
MEIUIHUHCKOTO
n3aciuia

6. Komx Bupaa
MEIUITHCKOTO
m3aenusi (CorjiacHoO
HOMEHKJAType
MEIUIIUHCKUX
HU3€IUH
EBpasuiickoro
YKOHOMHUYECKOTO
colo3a, TIpaBUIIa
BEJEHUs KOTOPOH
YTBEPKIEHBI Perienn
em Konnerun
EBpa3suiickoit
3KOHOMHYECKOU
KoMuccuu ot 29
nmexabpst 2015 r. Ne
177)

7. Howmep
PEruCTPaiOHHOTO
YIAOCTOBEPEHHUS
MEIULIHUHCKOTO
U3aciIundg
EBpaszuiickoro
SKOHOMHUYECKOIO
cor3a

8. CsexmeHus o
JTOKyMEHTax,
HOJTBEPKAAIOIINXK
OILTaTy MPOLEIYpBHI
BHECCHHUS N3MCHCHUH
B PETUCTPALIOHHOE
qjocbe B
YBEAOMUTEIbHOM
nopsagKe B
pedbepeHTHOM
rOCyapCTBe, a TAKKe
BB a4
PETHCTPALIHOHHOTO
YIAOCTOBEPCHMUSI
MCAUILIUHCKOI'O

U3 eNHs B



pedepeHTHOM
rocyaapctBe (Tpu
HEOOXOIUMOCTH)

9 Crnocob D JIMYHO oA pOCHCH

TMOJNIYyUYCHU A D 3aKa3HbIM IOYTOBBIM OTIIPABJICHHUEM C

yBeIOMIIEHHIt YBEJIOMJIEHHEM O BPYUEHHH

pewennit) ot B OJIEKTPOHHO# ¢opme (pu BBIOOpE

YHOTHOMOHEHHOTO JIAHHOTO crocofa HeoOXOAMMO yKa3aTh

opraHa (dKCrepTHOH anpec (azpeca) 3JIEKTPOHHOM TOYTHI, HA

OpraHu3auim) KOTOPEIi CJIe/lyeT HAPaBHTh YBEIOMICHHS)

pedepeHTHOTO

rocynapcTsa D B (¢opme BHCKTPOHHOFOV JIOKYMEHTa,
MOANMNCAaHHOT'O 3JICKTPOHHOU MOANHNCHIO

10.  Cmocob |:| Ha GyMaKHOM HOCHTEJNe JTHIHO

MoTydYeHus

PETHCTPaITHOHHOTO

YIOCTOBEPEHHS

MeTUIIHHCKOTO

n3penus u (Win)
MIPUIOKEHHUS K HEMY
(B cmywae ecnm
BHOCHMEIE
W3MEHEHHS TOBJIEKYT

U3MEHEHUE

PETUCTPAIIIOHHOTO

yIO0CTOBEPEHHUS Ha OyMa)XHOM HOCHTENE C OTIPaBKOM
MEIUIIMHCKOTO |:| 3aKa3HbIM IIOYTOBBIM OTIPABICHUEM C
u3genus u (WMiam) YBEJOMIIEHHEM O BPYYECHHUH

MIPHIOKEHHS K HEMY)
, a TaKXke paHee
BBIITAHHOTO
PETUCTPAIMOHHOTO
YIAOCTOBEPEHUS
MEIHUIIUHCKOTO
m3genuss u (WMJIN)
MPUIOKCHHS K HEMY
C OTMETKOH 00 uX
HEJICHCTBUTEIEHOCTH

CBeneHus, 3aloNHSACMbIC TP BHECCHWH HW3MEHEHHMH NPOM3BOJUTENEM MEOUIHMHCKHAX W3IEIHH Kiacca

MOTEHIUATIBHOTO PUCKA IIPUMEHEHUs | 1 HECTEPUIIBHBIX MEIUIIMHCKUX U3JIENUH Kilacca MOTEHIIAIbHOTO pUCKa
IpUMEHEHHUs 2a, MPOIIEIINM OLIEHKY CHUCTeMbl MEHE)KMEHTa KadecTBa METUIIMHCKHUX H3JeNHN, BKIIOYas
MPOLIECCHI MMPOSKTHPOBAHMS U Pa3pabOTKH, B COOTBETCTBHH C TpeOOBaHMSMH K BHEIPECHUIO, MOJICPKAHUIO U
OLIGHKE CUCTEMbI MEHEIPKMEHTA KaueCTBa MEAULIMHCKUX U3JEIUN B 3aBUCUMOCTU OT MOTEHIMAIBHOIO PUCKA UX
NIprMeHeHus, yTBepkaeHHbIME Pemennem Coeta EBpasuiickoil skoHOMIYeckoi komuccuu ot 10 HosOpst 2017
r. Ne 106:

11. Homep oTuera o
pe3yibTarax
MEePBUYHOTO
MHCIEKTHUPOBAHUS
MIPOU3BOACTBA

12. HaunmeHoBaHHe
HMHCIIEKTUPYIOLIeH



OopraHu3alui,
NnpoBOAUBLIEH
MEepBUYHOE
WHCIIEKTUPOBAHHE
MIPOU3BOJICTBA

13. Homep oTueta o
pesyiabTarax
rnepuoandeckoro  (
MJIaHOBOTO)
WHCTIEKTHPOBAaHHUS
MPOU3BOJCTBA (IIpH
HAJTHYHH)

14. HaumeHoBaHuE
MHCIEKTUPYIOLEH
opraHu3anuu,
MpOBOJUBIIEH
nepuoanyeckoe  (
MIaHOBOEC)
MHCIEKTUPOBAHHE
MPOU3BOJICTBA

B CBA3M CO CICAYIOIIMMHA U3MCHCHUSAMMU:
W3MeHeHNs1, BHOCUMBIE B PETHCTPAMOHHOE T0ChE MEAULUHCKOTO M3AETHS

Ne i/ Penaknusa 1o BHeceHUs u3MeHeHU  BHOCHUMBbIC H3MEHEHUS
o II/1

BHecenrne u3MEHEHUI B PETHCTPALNMOHHOE JOCHhE HE BJICUYET U3MEHEHHUS CBOMCTB U
XapaKTePUCTHUK, BIUSIONIMX Ha 0€30MacHOCTh, Ka4ecTBO U 3P (HEKTUBHOCTh MEAUIIMHCKOTO
U3CIUS.

["apanTUpy0 1OCTOBEPHOCTD MPECTABICHHON HH(MOPMAIIUH.

["apanTHpyrO coXpaHeHUE 3asBICHHBIX XapaKTePUCTUK O0e30macHOCTH U 3PHEKTHBHOCTH
MEJIMITMHCKOTO H3JIeNIUsl B TEUEHHE BCETrO CpPOKa CIYKObl MpU COOJIOJAECHUHM YCIOBHI
AKCIUTyaTaluu, TPAHCIIOPTUPOBAHUS U XPAHCHUSI MEIUIIMHCKOTO U3/IENIUsI B COOTBETCTBUH C
TpeOOBAHUSIMU TTPOU3BOIUTEIIA.

(mara mojauu 3asBICHUS )

(®. U. O. 1 10IKHOCTD PYKOBOIUTEIS
(moamuck, neyats MPOU3BOIUTENS
pou3BoANTENS (YIOTHOMOYCHHOTO
(YIIOTHOMOYEHHOTO MPEICTABUTEINS IPOM3BOIUTEIS))
TIPEACTABUTEIS TPOM3BOIAMTES))

MMPUIJIOXKEHUME Ne 10
k [IpaBuiaM perucTpamnuy U SKCIePTU3bI
0€e301acHOCTH, KaYeCTBa 1
3 GeKTHBHOCTH MEAUITMHCKUX
W3AEIni



OOPMA

3aj4BJICHHS O BBIAAYC nyﬁnmca'ra PEruCTPpaiiOHHOr0 YAOCTOBCPCHHUS MCAUITMHCKOI'O U3OCIINA

3ASBJIEHUE

B ynosHoMO4eHHBI Opran
rocy1apcTBa — 4jeHa
EBpa3uiickoro 5kKOHOMHUYECKOr0 COr3a

(HanmeHOBaHUE pedepeHTHOTO
TOCyIapCTBA)

0 BEIZiaue AyOJIMKaTa PeruCTPAOHHOTO YAOCTOBEPEHNS MEAUIIMHCKOTO A3/1EIHS

1. Homep perucrpaniMOHHOIO
YAOCTOBEPEHUS MEIUIMHCKOTO
H3Jenus

2. HanMeHOBaHWE MEIUIIMHCKOTO
uzgenust (c ykazaHueM Mmozenu (
MapKH) MEIUIUHCKOTO U3JICNUs, €
COCTaBa W NPUHAIICKHOCTCH, — B
BHJIE TPHIIOKEHHSI K 3asIBICHUIO,
3aBEPEHHOTO MMEYATHIO U MOIHUCHIO
PYKOBOAMTENST  MPOU3BOIUTEIS
MEUITMHCKOTO WU3IETIHS)

L CBGHCHI/ISI O IPOU3BOAUTEIIC MEAUITMHCKOTO U3JACIINU

3. OpraHu3amroHHO-TIPaBOBAs
dbopMa W TOJHOE HAMMCHOBAaHHE
IOpPUANYECKOTO JINIA JIN00 GaMuiTus,
UM, OTYeCTBO (IIpU HAIHYUH)
¢dbusuueckoro nuna,
3aperUCTPHUPOBAHHOIO B Ka4yecTBE
MHIWBUAYAlIbHOTO
npeanpUHIMATENS

4. CoxpalleHHOE HaMMEHOBAHUE
FOPUANIECKOTO TUIa (TIPX HAJIIIHH )

5. ®dupMeHHOE HauMEHOBaHHE
FOPUIUYECKOTO JIHIA (TIPH HATHYIH)

6. Mecto HaxoxaeHHUs (ampec
OPUANYECKOTO JIMIA, MECTO
JKATENbCTBA (U3MYECKOTO JIHUIIA,
3apETrMCTPUPOBAHHOTO B KavecTBE
WHJWBHUAYalbHOTO
TIPEIIPUHUMATEIIS)

7. Homep Tenedona

8. Azpec 3JIeKTpPOHHON MOYTHI
IOpUAMYECKOr0  JHuIa Jubo
¢u3uyeckoro nuna,
3apETUCTPHPOBAHHOTO B KadecTBE
UHIUBUAYAIBHOTO
IpeanpuHUMaTens (IpH HATWIUN)



9. Unentudukarop
HaJIOT OILIATEINbIIIKA

10. TIpon3BoACTBEHHBIE TIOMAIKH (
MOJIHOE HAUMEHOBAHUE, aJpec)

II. CBenenus 00 yOITHOMOUYCHHOM TIPEICTABUTENE IPOU3BOAUTEINS (IIPU HATNYNH)

11. OpraHu3anOHHO-TIPAaBOBAS
dbopMa ¥ TOJHOC HAMMCHOBAHHE
IOpPUANYECKOTO JINIa JIN00 GaMuiTus,
WM, OTYECTBO (IIpM HAIWYUH)
¢u3uyeckoro nuna,
3apETUCTPHPOBAHHOTO B KadeCcTBE
UHIUBUAYAIBHOTO
npeAnpUHUMATES

12. CokpallleHHO€ HaWMEHOBAaHHE
FOPUANIECKOTOo TUIa (TIPX HAJIIMIHH )

13. ®upMeHHOE HaMMEHOBaHHE
IOpPUANYECKOTO JInIa (TIpH HaJTMYHH)

14. Mecto HaxoxnmeHus (aapec
IOPUINYECKOr0 JIMIA, MECTO
KUTEIbCTBA (U3NYECKOTO JIHUIIA,
3aperuCTPUPOBAHHOIO B KayecTBE
UHIWBUAYAIBHOTO
TIPEANPUHUMATEIIS )

15. Homep tenedona

16. Anpec 3JIEKTPOHHOI MOUTHI
IOpUAMYECKOr0  JHuIa Jaubo
¢dbuszngeckoro IuIa,
3apETUCTPHPOBAHHOIO B KauyecTBE
UHIUBUAYAIBHOTO
IpeanpuHUMaTens (MpH HaIUIUN)

17. Unentudukartop
HaJIOT OILIATEIb KA

I11. Iap1e cBenenus

18. Cnoco0  monyueHHS
yBeIOMIICHHH (pemeHuii) oT
yIOOTHOMOYEHHOTO  opraHa  (
JIKCTEPTHON OpTraHu3aIlnu)
pedepenTHOrO TOCY NApCTBA

[
[

[

[
[

JIMYHO oA pOCIHCH

3aKa3HbIM TOYTOBBIM OTIPaBICHHEM
C YBEZIOMJIGHHEM O BpPYyYCHHUU

B AJIGKTPOHHOU (hopMe (Tipu BEIOOpE
ITAHHOTO cmocoba HeoO0XOoaUMO
yka3zaTb  angpec  (aapeca)
3JEKTPOHHOM MOYTHI,

Ha KOTOpPBIM CleqyeT HalpaBUThb
YBEIOMIICHUS)

B (JOpMeE 3JIEKTPOHHOTO JTOKYMEHTA,
MOJANHUCAHHOTO  3JIEKTPOHHOM
MOIMKUCHIO

Ha 6yMa)KHOM HOCHUTCIIC TUYHO



19. Cnioco6 mosryueHus: qyOiuKara D Ha OyMaXHOM HOCHTeJEe C

PETHCTPALIMOHHOTO YIOCTOBEPEHHS OTIPABKOW 3aKa3HBIM IOYTOBBIM

MEIUIUHCKOTO U3CIHS OTIpaBJICHUEM C YBEJIOMIICHHEM O
BPYYCHAH

D yTpata  peTHCTPallHOHHOTO
yZIOCTOBEPEHHs

20. OcHoBaHUs BbIJauH OyOIHMKarTa nopua PETHCTPAIMOHHOTO
D YIOCTOBEPEHNUS

21. Csenenus o0 JOKyMEHTE,
MOJITBEPIKAAOIIEM OILIATY BBLIAYH
nybnukara (mata W HOMEp
IDTaTEKHOTO ITOPYYCHHS)

(mara mojlauu 3asiBICHUS )

(®. U. O. 1 10IKHOCTh PYKOBOIUTEIS
(monmuck, evaTh NPOU3BOIUTENS

npou3BoAuTeNs (YIOJIHOMOYEHHOTO
(YHOJIHOMOYEHHOTO ITPECTaBUTEIIS IIPOU3BOIUTEILS ))
TIPEICTABUTEINS IPOM3BOTUTEIS))
MMPUIJIOXKEHUME Ne 11
k [IpaBuiaM perucTpamuy U SKCIePTU3bI
0e301acHOCTH, KaYyeCcTBa U
3G GEKTHBHOCTH MEAUITTHCKHX

H3IETUH

OOPMA
3asBIICHHUS O IPOBEACHHUH COIJIACOBAHHMA SKCICPTHOIO 3aKII0YCHHS Ha 3apPETHCTPHPOBAHHO®

MCIHITHHCKOC H34CIIHC

B ynonnomo4eHHbIH opran
(3KCIIEPTHYIO OPTaHU3AIHIO)
rocylapcTBa — WieHa
EBpa3zuiickoro 3kKOHOMHUYECKOT0 COI03a

(HauMeHOBaHHUE peepeHTHOrO
rocyaapcTBa)

(HauMeHOBaHME TOCy1apCTBa (
HaWMEHOBaHUS TOCY1apCTB)
NIPU3HaHMS, HE YKa3aHHBIX

B PETHCTPALIOHHOM yJOCTOBEPEHUH
MEIUIIMHCKOTO
W3IEIIHST)

3ASBJIEHHUE
0 IIPOBEJICHHUH COIIaCOBaHMs SKCIIEPTHOIO 3aKII09CHHAA Ha 3aPETHCTPHPOBAHHOE MEUIIMHCKOE
H3/IeIme




(momHOE U coKparieHHoe (TPU HAJIMYUH), B TOM YHclie GUPMEHHOE, HANMEHOBAHUS JINIIA,
OT HUMEHHM KOTOPOTO TMojJaeTrcs 3asBieHHUe (MPOU3BOAUTENL (YIMOJHOMOUYCHHBIM
MIPEJCTABUTEIIb
POU3BOJIUTETIS ), OPraHU3ALMOHHO-TIpaBOBas (hopma IOPUANUECKOTrO JIUIIA)

HACTOAIIMM MPOCUT MPOBECTU MPOLIEAYPY COTIACOBAHUS IKCIEPTHOTO 3aKITIOUCHUS Ha
3apErucTpPUPOBAHHOE MEIUIIMHCKOE U3JICIIHE:

1. HaumenoBanue
MEIUIMHCKOTO U3IENHS

2. PexBU3HUTEH
PETUCTPAIIMOHHOTO
YIOCTOBEPECHUS
METUIUHCKOTO M3EITHs

3. Knnacc moTeHIMaIbLHOTO
pUcKa  TPUMCHEHUS
MEIULUHCKOTO U3IENINS

4. Kon BUOA
MEIUIIMHCKOTO u3Aenus (
COTJJaCHO HOMEHKJaType
MEJMLUHCKUX H3/eTHH
EBpasuiickoro
9KOHOMHYECKOTO COI03a,
NpaBuia BEACHUS KOTOPOI
yTBepkKIeHbl Pemennem
Komnerun EBpasuiickoif
SKOHOMHYECKON KOMHUCCHH
ot 29 nexabpst 2015 r. Ne
177)

5. IlonmHOE€ HaMEHOBAaHHE
M CTpaHa IMPOM3BOIUTEINS,
BKJIIOYas MEeCTO
HaxoxaeHus (ampec
IOPUUYECKOTO  JIHIIA,
MECTO  JKUTEIbCTBA
¢busuyeckoro  JMIA,
3apEeruCTPUPOBAHHOTO B
KadyeCcTBeE
WHIUBUYAITBHOTO
MPEANPUHUMATEIS )

6. IlonHbIE HAMMEHOBAHMS
HpOI/I3BO}:lCTBeHHI)IX
TUTOINAOK, BKJIFOYAs aJipec

7. HanmenoBaHue
YHOITHOMOYEHHOTO
NpeACTaBUTEIA
NpOU3BOAUTENSA  HA
TEPPUTOPUSAX TOCYIAPCTB —
uneHoB EBpasuiickoro
SKOHOMHYECKOTO COl03a,
BKJIIOYAs MECTO
HaxoXaAeHus (ampec



FOPHIUYECKOTO  JIMIIA,
MECTO  JKUTEIbCTBA
¢u3zugeckoro  JmIA,
3apEruCTPUPOBAHHOTO B
KadeCTBE
l/IH[lI/IBI/I}IyaHbHOFO
TPEIPUHIUMATEIIS)

8. CBeneHUs 0 TOKYMEHTE,
MOJTBEPKAAIOIIEM OILIATY
BEIJAa4YHu
PErHCTPAIHOHHOTO
YIOCTOBEPCHUS B
pedepeHTHOM rocyaapcTBe
(pu HEOOXOAMMOCTH)

9. CBenieHHs O TOKYMEHTE,
MOATBEPKAAIOIIEM OILIaTy
MIPOLEY bl COTJIACOBAHMUS
9KCIIEPTHOTO 3aKITHOYCHHS
Ha 3aperuCTPHPOBAHHOC
MEIULUHCKOEe H3JeNHe B
rocynapcTBe (
roCyAapcTBax) NpU3HaHUS

10. Cnoco06 mnonyuyeHus
yBEOMJICHUH (pereHni)
OT YIOJIHOMOYEHHOT'O

opraHa  (dKCHEPTHOM D
OpTaHHU3AINH)
pedepeHTHOTO
rocyapcrna:

[ |C

O 0O

11. Cmocob momyueHus
PErUCTPallHOHHOTO
yIOCTOBEpEHUS
MEIUIMHCKOTO U3AEIHs U D
MIPUIIOKEHHUS K HEMY:

JIMYHO 1o pOCIHCH

3aKa3HBIM TIOYTOBBIM OTIIPABICHHUEM C YBEIOMIICHHEM O
BpYYEHHU

B JIEKTPOHHOH (hopMme (Tipu BEIOOpE JaHHOTO criocoba
HEoOXomMMO yKaszaTh anpec (aapeca) 3JIEKTPOHHOM
HIOYTHI, Ha KOTOPBIH ClieyeT HalpaBUTh YBEIOMIICHUS)

B (bopMe OJICKTPOHHOI'O AOKYMCHTA, NOANMNCAHHOI'O
3J'IGKTpOHHOI71 IIOAIMHUCBIO

Ha OyMa)XHOM HOCHTEIe
JIUYHO

Ha OyMa)kKHOM HOCHTEIE C
OTHPAaBKOHM  3aKa3HBIM
[IOYTOBBIM OTIIPABJIIEHHEM
C yBEIOMIIEHHMEM O
BpY4YEHUU

["apanTupyro 10CTOBEPHOCTh U UACHTUYHOCTH MH(OPMALIUH, COJIEpPKAIICICS B 3asBICHUU

(naTa mojayu 3asBJICHUA)

(®. U. O. 1 10IKHOCTD PYKOBOIUTEIS
rpou3BoAnTeENS (YIOJIHOMOYSHHOTO

IpeJCTaBUTENs IPOU3BOJUTENL))

(moamuck, neyats MPOU3BOIUTENS
(YITOITHOMOYEHHOTO TIPEICTABUTEINS IPOM3BOIUTETIS))

IMTPUJIOXXEHHUE Ne 12
K IIpaBuiaM perucTpamnuy U SKCIEePTU3bI
0€e30MacHOCTH, KauecTBa U



ITEPEYEHD

3(h(HEeKTUBHOCTH MEAUIIUTHCKIX
U3OEIIUi

JOKyMEHTOB, HEOOXOJMMBIX JUIS IPOBEACHHUA IIPOLEAYPHI COIIaCOBAaHHA 3KCIIEPTHOI'O
3aKIIIOYEHA Ha 3apPETHCTPHPOBAHHOE METUIIMHCKOE H3IEIIHe

HaumenoBanue JOKYMCHTa

1. 3asBiaeHHe O NPOBEACHUH COTJIACOBAHUS
SKCIIEPTHOTO 3aKIIOYCHHS Ha 3apeTHCTPHPOBAHHOE
MEIULIMHCKOE U3IEITHE

2. JloroBop IpPOU3BOAMTENS] C YHOTHOMOUYEHHBIM
Npe/ICTABUTENIEM ITPOU3BOAUTENS JIMOO ero Komus (1pu

HQJIMYUW  YIIOJIHOMOYEHHOTO  IpEeJCTaBUTEI
MIPOU3BOIUTEIIS)
3. JloBepeHHOCTh OT NPOUIBOIUTENS  WIH

YIOJHOMOYEHHOTO MPEICTABUTEISI IPOM3BOJUTENS Ha
[paBO IPEICTABICHHUS HWHTEPECOB IIPHU MPOBEACHUH
HPOLIEYPBI COITTACOBAHMS IKCIEPTHOTO 3aKIIOYCHNUS Ha
3aperuCTPUPOBAHHOE MEIHIUHCKOe u3aenue (mpu
HEOOXOMMOCTH)

4. JlaHHBIE O MapKUPOBKE M YIAKOBKE, YTBEPKICHHBIC
IPU PETUCTPAMU MEIULUHCKOTO M3JENUS C Yy4ETOM
BHECEHHBIX W3MEHEHHMH B PETUCTPAlMOHHOE I0ChE
MEJUIIMHCKOTO U3/1enus (TIOJHOLBETHBIE (C YKa3aHHEM
KOJMPOBKH IIBETAa) MAKEThl YNAKOBOK M 3THKETOK),
TEKCT MapKHPOBKH Ha TOCYAAPCTBEHHBIX S3BIKAX
roCyIapcTB NPHU3HAHUS, yKa3aHHBIX B 3afBICHHU O
MPOBEJCHNHU COTJIACOBAHUS AKCIIEPTHOTO 3aKIIOUCHHUS
Ha 3aperucTPUPOBAHHOE MEAULIMHCKOE M3nenue) (Mmpu
HEO0OX0IMMOCTH)

5. DKCIUTyaTalHoOHHBIA TOKYMEHT MM HHCTPYKIHS [0
MPHUMCHECHHIO MEIUIHHCKOTO H3ICIHS, PYKOBOICTBO 10
CePBUCHOMY OOCIY)KHBAHHUIO, YTBEPXKACHHBIC IIPH
perucTtpanv MEAUIMUHCKOTO H3JACIUA C YUETOM
BHECCHHBIX H3MEHCHHUH B PETHCTPAIMOHHOE J0CHE
MEIULUHCKOTO U3/ICNHs, Ha TOCYJaPCTBEHHBIX S3bIKAX
roCyIapcTB HPH3HAHUS, YKa3aHHBIX B 3asBICHHU O
MPOBEICHUH COTJIACOBAHUS HKCIIEPTHOTO 3aKITIOUCHUSI
Ha 3apeTHCTPHPOBAHHOE MEAMIMHCKOE HM37enue (Ipu
HE0OXO0IMMOCTH)

6. PeructpanmoHHOE YIOCTOBEPEHHUE MEAMIIMHCKOTO
u3nenust EBpa3uiickoro 3KOHOMHYECKOTO COr03a I1b0
ero xyOnmkar

IIpumeuanue

mo ¢opme, MpeayCMOTpeHHOH mprnokeHneM Ne 11 k
[IpaBmmam perucTpanuu 1 SKCHePTH3H 0€30MacHOCTH,
KauecTBa U d(PPEKTUBHOCTH METUITUMHCKUX HU3NIETHH,
yTBepxkaeHHbIM Pemenuem Coera EBpasuiickoit
9KOHOMHUYECKON Komuccuu oT 12 despans 2016 r. Ne
46

KOs 3aBEPACTCA B COOTBETCTBUU C MEXKAYHAPOJHBIMU
HOpMaMu 3aBC€pCHUA WJIM HOpMaMH 3aBCPCHUA,
YCTaHOBJICHHBIMU 3aKOHOJAATC/ILCTBOM pe(bepeHTﬂoro

rocymapcrea

B COOTBETCTBHM C MEXIYHAapOAHBIMU HOpPMaMu
3aBEPEHUS UJIM HOPMaMU 3aBEPEHUS, YCTaHOBICHHBIMU
B COOTBETCTBUU C 3aKOHOJIATEJIbCTBOM T'OCYJapCTBA —
yieHa EBpa3niickoro sJKOHOMHUYECKOTO COK03a

3aBEPAIOTCA MNPOU3BOJUTCIIEM (yHOJ’IHOMO‘IeHHBIM
OpeACTaBUTCIIEM HpOI/ISBO,HI/ITGJ'I}I)

3aBEPAIOTCA MNPOU3BOJUTCIIEM (yHOJ’IHOMO‘IeHHHM
OpeACTaBUTCIIEM HpOI/ISBO}_II/ITeJ'IFI)

MMPUJIOXKEHUE Ne 13
k IIpaBuiaM perucTpanuu 1 SKCIEPTU3HI



0e30MacHOCTH, KauecTBa U
3P GEKTUBHOCTH METUITHHCKUX WU3IEITHI

®OPMA

3asBIICHUA 00 OTMEHe JNeHCTBUA (aHHYIMPOBAHAHN) PETACTPALIHOHHOTO YAOCTOBEPEHHS
MEIUIAHCKOTO H3eIHs

B ynonHomo4eHHbIH Opran
rOCyAapcTBa — WiICHA
EBpazuiickoro 3KOHOMHYECKOT0 COr03a

(HaumeHoBaHME peepeHTHOTO
rocyaapcTBa)

3ASIBJIEHUE

00 oTMeHe IeficTBHA (aHHYIHPOBAaHHH) PETHCTPAIIHOHHOTO YOCTOBEPEHHA MEIUIIMHCKOT'O
A3/IeIHs

(moyiHOE U COKpaleHHoe (MIPY HAJIMYUK), B TOM yucie pupMeHHOe, HAMMEHOBAHHUS U1, OT
MMEHHU KOTOPOTO TOJAAETCs 3asABJICHHE (MPOU3BOIUTEND (YIIOJTHOMOUYEHHBIN MPEICTABUTEND
MIPOU3BOJIUTEIISA ), OPTaHU3ALMOHHO-TIpaBOBas (hopMa IOPUIUYECKOTO JIUIIA)

HACTOSIIMM MPOCUT OTMEHUTh JEUCTBUE PETUCTPALMOHHOTO YJIOCTOBEPEHUS
MEJIUIIMHCKOTO M3Jeusl (aHHYJIMPOBATh PETUCTPALIMOHHOE YJA0CTOBEPEHUE MEIUIIMHCKOTO
173 (1569

(HaMMEeHOBaHUE MEIUIMHCKOTO M3JeNus (C yKa3zaHueM Mojaeiu (MapKu) MEIUIMHCKOTO
U3JIeIHS,
€€ COCTaBa U MPUHAJICKHOCTEN))

(mara peructpanuu MEAUIIMHCKOTO U3JIETUs U HOMEP PErUCTPAIMOHHOTO
YJIOCTOBEPEHUS MEIUIIMHCKOTO U3/CITHS)
B CBSI3H C

(YKa3pIBaeTCsl IpUYMHA)

(mara mojiauu 3asiBICHUS )

(®. U. O. 1 J0MKHOCTH PYKOBOIUTEIS
(ToAmuCEH, MeYaTh MPOU3BOAUTEIIS
NpOU3BOAUTENS (YIOJIHOMOYEHHOTO .
(YIIOTHOMOUYEHHOTO MIPEICTABUTEIIS IPOU3BOTUTENS))" .
MIPEICTABUTEINS TPOU3BOIUTEINS))
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