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O IlpaBmnax perucTpamiy U 3KCIEPTH3EI 0€30IaCHOCTH, KagecTBa H d3)(EKTHBHOCTH
MEIUITHHCKHAX H3eIIHiI

Pemennie CoBera EBpasuiickoit OxoHomudeckoit Komuccuu ot 12 despanst 2016 roga Ne 46.

B cootBerctBun ¢ nyHkTom 2 ctatbu 31 JloroBopa o EBpasuiickoM 3KOHOMHYECKOM
coro3e ot 29 mas 2014 rona, nynktamu 2 u 4 cratbu 4 CoryaiieHus 0 €AMHbIX MPUHIUIIAX U
npaBuiax oOpalleHUus MEIUIMHCKUX W3ACHUN (M37eauid MEIUIMHCKOTO Ha3HAYCHUS U
MEJUIIMHCKON TEXHUKH) B paMKax EBpa3uiickoro sKOHOMHUYECKOro coro3a OT 23 aexalps
2014 ronma, mynkroM 92 mnpunoxenus Ne 1 k Permamenty pabotsl EBpasuiickoit
SKOHOMHYECKOM KOMHMCCHUH, YTBEpkIAeHHOMY Pemenuem Breicmero EBpasuiickoro
AKOHOMHUYECKOTO coBeTa oT 23 aekadbpst 2014 r. Ne 98, u B nensx ucnojHeHus: Pemenus
Bricmiero EBpasuiickoro skoHommueckoro coeta ot 23 mexadbps 2014 r. Ne 109 "O
peanuzanuu CornameHuss 0 eANHBIX MPUHLUINAX U MPaBWIaX OOpAIeHUS METULIHUHCKUX
W3AeNuil (M30eIuid MEIUIIMHCKOrO Ha3HAY€HUs W MEIMIIMHCKOM TEXHHKH) B paMKax
EBpasuiickoro sxoHoMuueckoro corsa" CoBeT EBpa3zuiickoii SKOHOMUYECKON KOMHCCUHU
pemmi:

1. Y1Bepauts npunaraemeie IIpaBuna peructpanuu U dKCHEPTU3BI OE30MaCHOCTH,

KauecTBa U 3 (PEKTUBHOCTU MEAUIIMHCKUX n3aenuii (nanee — [IpaBuna).

2. YTpatun cuity peruenneM Cosera EBpa3uiickoil 5KOHOMUYECKON KOMUCCHH OT
30.03.2023 Ne 50 (BcTymaeT B cuiy 1o ucreueHnu 30 KajleHIapHbIX JIHEH C 1aThl ero
O0(pUIIUATIBHOTO OMMYOIMKOBAHUS).

3. N'ocynapcrBam-unienam j10 31 nexadps 2016 r.:

a) yTBEpAUTH pa3Mep cOOpoB (MOIUIMH) WJIM HHBIX OO0S3aTENbHBIX IJIaTEeXKEH,
npeaycMoTpeHHbIX [IpaBuiiaMmu, ¢ y4e€TOM CIOXKHOCTH TPOLIEIYp U 00BbeMa BBIMOTHSIEMBIX
paboT, MPOBOJAMMBIX B pe(DepeHTHOM TOCYIapCTBE U rOCYAapCTBaX MPU3HAHUS, B TOM UUCIIEe
pu:

pEeTUcCTpaIui MEAUIUHCKOTO U3/ICIINS;

IKCIIePTU3e 0E30MaCHOCTH, KauecTBa U Y(HPEKTUBHOCTH MEIUITUMHCKOTO U3/ICTHUS;

BHECEHUU U3MEHEHUN B PETUCTPALIMOHHOE TIOChE€ MEIUIIMHCKOTO U3IEUS;

BbIJJaye NyOJIMKATOB PETUCTPALIMOHHBIX YI0CTOBEPEHUI;

0) onpenenuTh opraHbl (OpraHu3aIvK ), OTBETCTBEHHBIE 33 OCYIIECTBICHUE PETUCTPALIHH,
BHECEHHUE W3MEHECHUW B PETUCTPALMOHHOE JOChE M HWHBIE CBSI3aHHBIE C PETUCTpaLUE
METUITMHCKUX U3/ MPoIeaypsl, mpeaycmorpennbie [IpaBunamu, u mpouHPpOpMUPOBATH
00 sToM EBpazuiickyro 5KOHOMUYECKYH0 KOMHUCCHIO.

4. Hacrosmiee Penienue Bctynaer B CUily o uctedeHuu 10 kameHaapHbIX THEH C JaThl
BcTyIuieHus: B cuny I[lpotokoina, moanucanHoro 2 aexadps 2015 roga, o mpucoeaMHEHUU



PecnnyOnuku Apmenusi k CoTNameHui0 O €IWHBIX MPUHIIUNAX U TpaBUiiaX O0OpalieHus
MEIUIIMHCKUX U3JIeUN (M3euid MEAUIIMHCKOTO Ha3HAUYCHUS U MEJAUIIMHCKON TEXHUKHU) B
pamkax EBpa3uiickoro s5KOHOMHUYECKOTO coro3a oT 23 nexadpst 2014 ronma, HO HEe paHee yeM
no ucreueHun 10 KaJeHAAPHBIX JHEW ¢ aThl OQUIIMATBLHOTO OMYyOJIMKOBAHUS HACTOSIIETO
Pemenus.

Unensl CoBera EBpa3uiickoii 3KOHOMHYIECKO#H KOMHCCHH:

Or Or Or Or Or
PecrryOmukn Pecriyonnkn PecrryOmnkn Kbeipreizckoit Poccurickoit
ApmeHus benapyco Kazaxcran Pecrry6mnku Denepaunn
B. I'abpnensH B. MarroieBckuit b. Carunraes O. IlarkpatoB H. llysanos
YTBEPX/IEHbBI

Pemennem Cosera
EBpa3zuiickoii 3KOHOMUYECKOM KOMUCCUU
ot 12 ¢epains 2016 . Ne 46
(B penakunu Pemenus Coseta
EBpasuiickoil 5KoOHOMHUECKOH KOMHCCUHI
ot 24 nexabps 2021 1. Ne 144)

ITPABUJIA
PEerucTpaniy H SKCIepTH3bI 6€30MacHOCTH, kKadecTBa H 3((EKTHBHOCTH METUIIMHCKHX H3eIHi

Cnocka. [IpaBuina - B pegakiuu pemennst Cosera EBpa3zuiickoil 5JKOHOMUYECKON KOMUCCHU
ot 24.12.2021 Ne 144 (Bctynaet B cuiy 1o ucredenuu 180 KajmeHIapHBIX JTHEW C JaThl €ro
O0(pUIIUATIBHOTO OMMYOIMKOBAHUS).

I. O0mue mosoxeHus

1. Hacrosimue IIpaBuna pa3paboTaHbl B COOTBETCTBHHM C IMyHKTOM 2 ctaThu 31 /loroBopa
o EBpazuiickoM skoHOMHYECKOM coto3e oT 29 mas 2014 roga u nmyHkToM 2 cTtatbhu 4
CornaiieHusi 0 €AUHBIX TMPHUHIMIIAX M MpaBujax OOpalleHUss MEAULUMHCKUX W3Aeaui (
M3JICTU MEIUIIMHCKOTO HAa3HAUYCHUS U MEJIUIIMHCKOW TEXHUKH) B pamkax EBpaszuiickoro
HKOHOMHUYECKOT0 coto3a oT 23 nexadpst 2014 roga v ycTaHABIMBAIOT MOPAIOK MPOBEACHUS
MPOIEyp PETUCTPAllMM M OKCIEpPTHU3bl 0€30MacHOCTH, KadecTBa W A(PHEKTUBHOCTHU
MEJUIMHCKUX M3JIeTui (Janee — 3KCIepTU3a), COrNIacCOBaHUSl SKCHEPTHOTO 3aKIIOYEHUS,
YPEryJaupoBaHusl pPa3HOIJacUid B OTHOLUEHHHM COTJIACOBAaHHUS SKCIEPTHOIO 3aKIIIOUECHUS,
BHECEHHUS U3MEHEHUHN B PETUCTPAIMOHHOE JJOChE (B TOM YHCIIEC B YBEJJOMHUTEIILHOM MOPSJIKE),
BblJauyd AyOJMKaTta pPEerucTpalMOHHOTO YJIOCTOBEPEHUS MEAMIMHCKOIO HU3AENus,
COTJIACOBAHUS KCIIEPTHOTO 3aKIIFOUEHUSI HA 3apETUCTPUPOBAHHOE MEIUILIMHCKOE U3JIENne, a
TaKXe MPUOCTAHOBJICHUS U (WJIM) OTMEHBI ACHCTBUS (AHHYJIHUPOBAHMS) PETUCTPAIMOHHOTO
YAOCTOBEPEHUSI MEIULIMHCKOTO U3JeNus B paMKax EBpa3suilcKoro 3KOHOMHUYECKOIO COr03a (
nanee — Coro3).



TpeboBanus Hacrosmux IIpaBui MOryT He IPUMEHSATHCS B OTHOUICHUH MEIUIIUHCKUX
U3JIeNui, NOTPEOHOCTh B KOTOPBHIX BOZHUKAET WJIM BO3PACTAET B UPE3BbIYANHBIX CUTYAILIMSIX, B
YCIIOBUSAX BOCHHBIX JEWCTBUHM, YIpPO3bl PACIPOCTPAHEHUsS HOBBIX JNUIEMUYECKUX
3a00sieBaHUH, MTPEACTABISIIONINX OMACHOCTD JIJISl OKPYKAIOIIMX, MPU YIPO3€ OTCYTCTBUS WU
OTCYTCTBUU MEAWLMHCKUX W3AENIHMI Ha pbIHKax rocygapctB — ujieHoB Coro3a (nanee —
rocyJlapCcTBa-uj€Hbl) B YCIOBUSIX BBEICHHUS OrPAHUYHUTEIBHBIX DKOHOMHUYECKHX MEp B
OTHOLLIEHHH XOTSI OBl OJHOTO W3 roCyIapcTB-ujeHOB. OOpallleHHe TaKUX MEIULUHCKUX
U3JCIUNA Ha TEPPUTOPHUAX TOCYHAPCTB-UJICHOB PEryJIMPYETCs 3aKOHOAATEIBCTBOM IJTHUX
roCyJIapCTB-YJIEHOB B TEUEHHUE JECHCTBUS YKAa3aHHBIX YCIOBUM M YCTPAHEHUS UX MOCIEACTBUAN

Caocka. [Tynkt 1 ¢ usmenenusimu, BHeceHHbIMH peteHusiMu Coeta EBpasutickoit
sKOHOMHYecKOil komuccuu ot 19.05.2022 Ne 84 (Bctymnaer B cuity 1o ucreuenuu 10
KaJIGHJIApHBIX JIHEH ¢ 1aThl ero oduimaisHoro onyonukoBanus); ot 30.03.2023 Ne 50 (
BCTYIAET B CHITY 10 ucTteueHruu 30 KajJeHJapHbIX JHEU ¢ JaThl €ro 0(UIaIbHOTO
OITyOJIMKOBAHU ).

2. Hna ueneit Hactosamux [IpaBui uCmosib3yrOTCS MOHSATHS, KOTOPHIE O3HAYAIOT
clenyolee:

"0e30MacHOCTh MEAULMHCKUX M3JEeJIHUN" — OTCYTCTBHE HEIONMYCTUMOI'O PHUCKa,
CBSI3aHHOT'O C MPUYUHEHUEM BpeJla ’KU3HH, 3[I0POBBIO UETIOBEKA, OKPYKAIOIIEH Cpee;

"Banmupauus" — TOATBEpPKIECHUE IMOCPEICTBOM MpPEACTABICHUS OOBEKTHUBHBIX
CBHUJICTEIbCTB BBIMOJHEHHUS TpeOOBaHWN, TMpPEeAHA3HAYCHHBIX [JII KOHKPETHOTO
UCITOJIb30BAHUS WU IPUMEHEHUS;

"Bepuduxamnus" — TOATBEPKICHUE HA OCHOBE MPEICTABICHUS OOBEKTUBHBIX
CBUJIETEJIHCTB BBIMIOJHEHUSI YCTAHOBIIEHHBIX TPEOOBAHMIA,

"rOCy1apCTBO MpHU3HAHUS" — rOCYAapCTBO-WICH, YIIOJITHOMOUYCHHBIM OpraH (dKCHepTHas
OpraHu3alrs) KOTOPOro OCYLIECTBIISIET MPOLIEAYPY COTJIACOBAHUS SKCIIEPTHOTO 3aKIIOUECHUS
pedepeHTHOr0 rocy1apcTBa;

"MokazaTeNnbCcTBA MEPBOUM CTOPOHBI" — JlOKa3aTelbHbIE MaTepHaibl (IOKYMEHTHI)
OPOU3BOAUTENS MEIUIIMHCKOTO U3JAeNusi (MPOTOKOJBl COOCTBEHHBIX HWCHBITAHUU  (
UCCIIE0BaHUI), B TOM YHWCJIE€ BbIJAHHBIE MCHBITATEIbHBIMU Ja0OpaTOpHUsIMU (LIEHTpamu),
AKKpEIUTOBAHHBIMM B HAIIMOHAJIBHOM CHCTEME aKKpPEOUTAIMU TOCYyAapCTBa-4JICHa,
pe3yIbTaThl KIMHUYECKOTO MPUMEHEHUSI METUIIMHCKOTO U3/IEUs U IPYTMe MaTepualbl);

"eIMHBIN peecTp MEIUIIMHCKUX U3/IETUi, 3apeTUCTPUPOBAHHBIX B paMKax EBpa3uiickoro
SKOHOMHMYECKOTO CoOr03a" — »JJIEKTpOHHass 0a3a JAaHHBIX MEIUIMHCKUX HU3JCJINH,
3apEerUCTPUPOBAHHBIX B COOTBETCTBUU C HacTosiuuMu [IpaBunamus;

"3a4BUTENIb" — NPOU3BOJAUTEID MEIUIIMHCKOTO W3IEIUSA WIH €ro YIOJHOMOYECHHBIN
MIPEJCTABUTEIIb;

"KauecTBO MEAULMHCKOTO U3JIENNs" — CTEIEHb COOTBETCTBUSI COBOKYITHOCTH CBOMCTB U

XapaKTePUCTUK METUIIMHCKOTO U3ENNS HA3HAYCHUIO, YCTAHOBIICHHOMY MTPOU3BOIUTEIIEM;



"MEIUITUHCKUE W3JISTUs IS JUATHOCTUKH in Vitro" — JIF00ble HHCTPYMEHTHI, arapaThl,
npuoopkl, 000py0BaHUE, MAaTEpUAJIbl, pEareHThl, KaTMOpPaTOphl, KOHTPOJIbHBIE MAaTEPUATILI U
MpoYre W3S, MPUMEHIEMbIC B MEIUIIMHCKUX IEJIAX M0 OTACILHOCTH WJIM COBMECTHO, a
TaK)K€ BMECTE€ C MPUHANIC)KHOCTAMU M CHEHHATbHBIM IMPOrPaMMHBIM OO€CIeUCHHUEM,
HEOOXOJIUMBIMHU JJIsI UX TPUMEHEHHUS 110 Ha3HAYEHUIO, U MPEHA3HAYEHHbIE TPOU3BOIUTEIIEM
JUIsS. IPUMEHEHUSI MPH HUCCIENOBAHUSIX In Vitro o0pasioB OMOJOTHYECKHUX MaTepHuajioB
YyenoBeKa ISl TOJy4YyeHUs UHQPOpPMAIUM OTHOCUTENBHO (U3UOJIOTHYECKOTO WIIH
MaTOJIOTUYECKOTO COCTOSHHUS (BPOXKJICHHOW IaTOJIOTHH, MPEIpPacloI0oXKEeHHOCTH K
OTPEJCICHHOMY KJIMHUYECKOMY COCTOSIHHIO WM OOJIE3HM), COBMECTHUMOCTU TKaHEU C
MOTCHIIMAIBHBIM ~ PEIMITUEHTOM, IPOTHO3UPOBAHUS pEaKIMi Ha TEpaneBTUUYECKUE
BO3JICHCTBUSI, BRIOOpA TEPANIEBTUUECKUX CPEJICTB U (MJIM) KOHTPOJIS JICUCHUS;

"Mozenb (Mapka) MEAUIUHCKOTO M3JeNus" — BapUaHT HUCHOJHEHUS MEIULIMHCKOTO
W3NS, XapaKTePU3YIOLIHUICI OMPEaeICHHBIMU KOHCTPYKTHUBHO-TEXHOJOTHUYECKUMHU
pPELIEHUSIMUA U KOHKPETHBIMU 3HAUEHUSIMU ITOKa3aTeseil ero 1eneBoro (pyHKIHOHAIBLHOTO)
Ha3HA4YCHUS;

"NpUHAIEKHOCTE" — H3AEIHE, HE SBISIOLICECS MEIUIMHCKUM H3JICIUEM,
MpeaHA3HAYEHHOE €r0 MPOU3BOJMUTENIEM [IJIi COBMECTHOTO MPUMEHEHHUS C OJHUM WJIH
HECKOJbKUMHU MEIUIMHCKUMH U3JEIUSIMUA TPU HMCIOJIb30BAHUU B COOTBETCTBUHU C HUX
Ha3HAUYCHHUEM;

"MpOU3BOIUTENH MEAUIIMHCKOTO U3JeNus", "MIPOU3BOAUTEND" — IOPUIUUECKOE JINIO WUITH
(bu3MYecKoe JIUI0, 3aPETUCTPUPOBAHHOE B KAYECTBE WHIAWUBUIYTBHOTO MPEATPHHIMATEIS,
OTBETCTBEHHBIC 3a Pa3pabOTKy M W3TOTOBJICHHE MEIUIIMHCKOTO H3ACIHS, JCIAIOIINE €Tro
JOCTYTHBIM JIJI1 UCTIOJIb30BAHUSI OT CBOETO MMEHHU HE3aBUCHUMO OT TOTO, pa3paboTaHO U (WJIH)
M3TOTOBJIEHO MEAUIIMHCKOE U3ICJIUE ITUM JIMIIOM WA OT €r0 UMEHH APYTUM JUILIOM (JIUIIaMHU
), ¥ HECyIIue OTBETCTBEHHOCTH 3a 0€30MaCHOCTh, KaueCTBO U 3P(HEKTUBHOCTH METULIMHCKOTO
156691 (S11078;

"MpOU3BOACTBEHHAs IUIOMIAAKA" — TEPPUTOPHUAIBHO OOOCOOJICHHBIM KOMILJIEKC,
MpeIHa3HAYCHHBIN /I BBITIOJHEHUS BCEro Ipoliecca MPOor3BOICTBA MEAUIIMHCKOTO U3STUs
WJIM €r0 ONPEACTICHHBIX CTaIH;

"perucTpanmoHHoe A0Che" — KOMIUIEKT JOKYMEHTOB M MATEPHAJIOB YCTAaHOBICHHOMN
CTPYKTYpBI, NPEACTABISEMBINA 3asiBUTEIEM IPU MPOBEACHUHU MPOLEAYpP PETUCTpalu U
AKCIEPTHU3bI, COTJIACOBAHUS HSKCHEPTHOTO 3aKJIIOUCHUS, BHECEHHUS U3MEHEHHU B
PETrUCTPAlIMOHHOE JOChe (B TOM YHCJIE B YBEAOMHUTEIBHOM IOPSIKE), BBIIAYU JTyOanKaTa
PETUCTPALIMOHHOTO YJOCTOBEPEHUSI MEAUIIMHCKOTO HM3JIeNIUsI, COTJIACOBAHUSI IKCIEPTHOTO
3aKJII0YEHUs Ha 3apeTrMCTPUPOBAHHOEC MEIUIIMHCKOE U3JeNINe, OTMEHBI JeHCTBUSA (
QHHYJMPOBAHUS) PETUCTPAIIMOHHOTO YJAOCTOBEPEHUS MEIMIIMHCKOTO H3JIENIHs, a TaKkKe
OpUTHHANBI U (WJIM) KOMHUM HUHBIX JOKYMEHTOB, UMEIOUIMX OTHOIICHUE K KOHKPETHOMY
METUIMHCKOMY M3ACNHIO (PEIICHUH YITOJTHOMOYEHHBIX OPTaHOB (PKCIEPTHBIX OpPTaHU3aIINi),
MPOTOKOJOB 3acedaHuii KoHCynbTaTUBHOTO KOMUTETA MO MEIUIMHCKUM HU3JCIHUSIM TpU



Komternn EBpa3suiickoi SKOHOMHYECKOW KOMHUCCHUHU, JOKYMEHTOB, IIPEJICTABICHHBIX IPU
YPETYJIMPOBAHUM PA3HOIIIACUM, OTUYETOB O PE3YIbTAaTaX MHCIIEKTUPOBAHUS NIPOU3BOJICTBA U
mp.);

"pErucTpalMOHHOE YJOCTOBEpEHHE" — TOKYMEHT €IMHON (hOPMBI, MOATBEPKAAIOIIUN
(bakT peructpanuu MEIULUHCKOTO HW3JENUs HAa TEPPUTOPUM OJHOTO WU HECKOJIbKHUX
roCyJ1apCTB-YJIEHOB;

"perucTpanus MEOULIMHCKOro m3fenus', "perucrpanus’ — Opoueaypa BblIayu
YIIOJTHOMOYEHHBIM OpraHoM pedepeHTHOTr0 TOoCyJapcTBa pa3pelieHuss Ha BBIMTYCK B
oOpalieHue MEIUIMHCKOrO U3AeIus Ha TEePPUTOPUU OJHOIO MM HECKOJbKHX
roCy1apCTB-YJICHOB;

"pedepeHTHOE TroCyIapcTBO" — BBIOpaHHOE 3asgBUTEIEM TOCYIapCTBO-UJICH,
YIOJIHOMOYEHHBIN OpraH (3KCIepTHas OPraHu3alus) KOTOPOro OCYLIECTBISIET PETUCTPALIUIO
U DKCIIEPTHU3Y;

"YIIOJJTHOMOYEHHBI OpraH" — OpraH rocyJapCTBEHHOW BJIACTH IOCyAapCTBa-dJICHA,
YIOJHOMOYEHHBIA Ha OCYIIECTBICHHUE W (WJIM) KOOPAWHALMIO JEATEIHbHOCTH B cdepe
oOpalieHusi MEIULIMHCKUX U3EIUIA Ha TEPPUTOPHUH 3TOTO TOCYAAPCTBA-UICHA;

"YIIOJJTHOMOYEHHBIE OpraHU3aluu’ — OpraHU3alllM, BKIIOYEHHBIE B €IUHBIN pEecTp
YIOJIHOMOYEHHBIX OpraHU3alMi, UMEIOUIUX MPaBO MPOBOJUTH UCCIEIOBAHUS (MCIIBITAaHU)
MEJIUIIMHCKHUX U3ACNIHNI B EISAX UX PETUCTPALIUH;

"YIIOJJTHOMOYEHHBIA MPEACTABUTENIb MPOU3BOAUTENS" — IOPUANYECKOE JULO WIIU
buznyeckoe IUI0, 3apErUCTPUPOBAHHOE B KAU€CTBE MHANBUAYAIHHOTO MPEANPUHIMATEI,
ABJSIOIIMECS PE3UIAECHTAMU TOCYJapCTBa-4wieHa M YMNOJHOMOYEHHBIE MPOU3BOJUTEIIEM B
COOTBETCTBHM C JIOTOBOPOM JIMOO HHBIM MPEIYCMOTPEHHBIM 3aKOHOAATEIbCTBOM
rOCy1apCTB-UICHOB JTOKYMEHTOM IIPEACTABIIATh €0 UHTEPECHl U HECTH OTBETCTBEHHOCTD B
4acTu oOpalieHuss MEAUIMHCKOro u3aenus B pamkax Coro3a M MCHOJHEHHUs 005S3aTeNIbHbIX
TpeOOBaHUl, MPEABABIAEMBIX K MEAUIIMHCKUM U3/IETHIM.

3. Perucrpaiust MEAUIIMHCKOTO U3/1ENUs ABIISIETCS 00s3aTeNIbHBIM YCIIOBUEM €TO BBIITYCKa
B OOpanieHHe Ha TEPPUTOPUU OJHOTO WM HECKOJbKHX TOCYAapCTB-WIEHOB U
OCYIIECTBIISIETCA YIOJIHOMOYEHHBIM OpraHoM pedepeHTHoro rocynaapctsa. [lpu stom
NPEIBABISIOTCA OJMHAKOBbIE TPEOOBAHUS B OTHOLIEHHMM MEIMIMHCKUX W3JEIUi,
IPOU3BEICHHBIX HAa TaMOXEHHON TeppuTopun Coro3a M BBE3CHHBIX HAa TaMOXEHHYIO
teppuToprio Coro3a U3 TPETBUX TOCYAAPCTB.

4. B nensx perucTpauyy MEAULUHCKOIO U3EIUs IPOBOJUTCS 3KCIEPTU3a IKCIIEPTHOM
opraHu3aluei, onpeaesieHHOW YIOJIHOMOUYEHHBIM OpPraHOM TocyJapcTBa-dieHa (jaiee —
AKCHEPTHAsi OpraHu3aIus).

5. JIOKyMEeHTOM, MOATBEPKIAOIMMNM (PaKT perucTpan MEIUIIMHCKOTO H3AENHs,
SBIISIETCSl PETUCTPALIMOHHOE yIOCTOBEPEHHE, COCTABIIIEMOE MO (hOpMe U MTpaBUIIaM COTIACHO
npuiiokeHuro Ne 1.



Perucrpanmonnoe yocToBepeHUE BBIAACTCS OECCPOUYHO U JACHCTBYET HA TEPPUTOPUU
OJIHOT'O WJIM HECKOJIBKHUX FOCY/1apCTB-UJICHOB.

6. 3aperucTpupOBaHHOEC MEIUIIMHCKOE H3JCNIHE JOJDKHO COOTBETCTBOBATH OOIIUM
TpeboBaHMAM 0€30MaCHOCTH U 3PHEKTUBHOCTH MEIUIIMHCKUX U3JICIUM, TPEOOBAHUAM K UX
MapKUPOBKE U SKCIUTyaTAl[MOHHOW JIOKYMEHTAIlMU Ha HUX, YTBEPKJICHHbIM PernieHuem
Cosera EBpasuiickoii s3xoHOMHYecKord komuccun oT 12 ¢eBpanst 2016 r. Ne 27 (nanee —
OO6uue TpeboBanus). OTBETCTBEHHOCTh 32 COOTBETCTBUE MEIULMHCKHUX U3Aenuil OOmmum
TpeOOBAHMSM HECET MPOU3BOUTEND (YIIOJHOMOUYECHHBIN TIPEICTABUTEINb TPOU3BOIUTEIIS).

7. IlpousBoauTenu U3 TPEThbUX TOCYJAPCTB JIOJKHBI HA3HAYUTH YIIOJIHOMOYEHHOTO
MPEJACTABUTEINSI TPOU3BOJUTEINSI, JACHCTBYIOIIETO B TMEPHOJ OOpaIeHUus METUIIMHCKOTO
uzaenus B pamkax Coro3a, u MoAep>KUBaTh B aKTyaJIbHOM COCTOSSHUM MH(OPMAIIUIO O TAKOM
MpPEACTAaBUTEIIE MPOU3BOAUTEIIS, COJEPKAIIYIOCSA B PETUCTPALIMOHHOM JIOChE.

8. [Ipon3BoauTens obecrneurBaeT BHEAPEHUE U MOJACPKAHUE B aKTYaJIbHOM COCTOSIHUU
CUCTEMbl MEHEPKMEHTA KaueCTBa MEJIUIIMHCKOTO U3/IETUsl B COOTBETCTBUU ¢ TpeboBaHusIMU
K BHEJIPEHUIO, MOJJEPKAHUIO U OIICHKE CHUCTEMbl MEHE/KMEHTa KaueCTBa MEIUIIMHCKUX
M3JeIUid B 3aBUCHUMOCTU OT MOTEHIUAIBHOTO PUCKA MX MPUMEHEHHS, YTBEPKICHHBIMU
Pemennem Coera EBpaswuiickoit sxoHOMHUeckoi komuccuu oT 10 HosaOpst 2017 1. Ne 106 (
nanee — TpeOoBaHUSI K CHCTEME MEHEKMEHTA KaueCTBA).

9. 1o mojga4yu B YIOJTHOMOUYCHHBIN OpraH (IKCMEPTHYIO OpraHU3aIuio) pedepeHTHOTO
rocyJapcTna 3asiBJICHUS O MPOBEACHUU SKCIEPTU3bI METUIIMHCKOTO U3ENHS U 3asBICHUS O
MIPOBEICHUH PETUCTPAIIMH MEAUITMHCKOTO U3AEUs 1O (hopMaM COTIACHO MPHIIOKEHHUSIM Ne 2
u 3 (manee — 3asBJICHUS O PETHCTPAIlUU U IKCIEPTU3E) 3asiBUTENb OCYIIECTBIAET COOp
JI0Ka3aTeNIbCTB 0€30MacHOCTH U A(PPEKTUBHOCTH MEAUIIMHCKOTO U3ACIHUS U MOIATOTOBKY
COOTBETCTBYIOIIETO PETUCTPALIMOHHOTO JOCHE.

10. B 1ensix moAroTOBKU PErucTPalimoOHHOTO JOChE 3asiBUTENb (ITPU HEOOXOIUMOCTH):

a) BIpaBe OOPATUTHCA B YIMOJTHOMOYECHHBIM OpraH (IKCIEPTHYIO OPTaHU3AIUIO) IS
MOJTYYCHHS TIPEABAPUTEIIbHBIX KOHCYJIbTAIIMI TTO BOIIPOCAaM, CBSI3aHHBIM C pEerUcTpalueii u
AKCIEPTU30M, B TOM YHUCIE€ HA BO3ME3JHOW OCHOBE, B MOPAJAKE, YCTAaHOBICHHOM
YIOJTHOMOYEHHBIM  OpPraHOM  (SKCNEPTHOM  OpraHu3amueil) COOTBETCTBYIOUIETO
rocyJapcTBa-4JeHa;

0) B 1ENAX MOATBEPKICHUS COOTBETCTBUS MEIUIIMHCKOTO n3aenus O0muM TpeboBaHusIM

IPOBOJUT TEXHUYECKUE WCIIBITAHUS, UCIBITAHUS (MCCIIEAOBaHUA) C LIEIbI0 OLEHKHU
OMOJIOTUYECKOT0 JEHCTBUSA MEIULIMHCKOTO U3/ENHs, KITMHUYECKUE U KIMHUKO-1a00paTopHbIe
UCIBITaHUSA (MCCIEAOBAHNS) MEIULMHCKOTO H3JeNUs MO0 BKIIOUAET B PETUCTPALIMOHHOE
J0Ch€ UMEIOIINECS JaHHbIE (JI0Ka3aTeIbCTBA IEPBOIl CTOPOHBI);

IIPOBOJIUT UCIIBITAHUS B LEJSIX YTBEPKACHUS THUIA CPEACTB U3MEPEHUN (B OTHOLIEHUU
MEIMUUHCKUX H3JEJIMH, BKIIOYEHHBIX B II€PECYEHb BHUI0B MEIULMHCKUX W3JEIIHNH,
MOJUIEKAITUX OTHECEHUIO NPHU MX PETHUCTPALMU K CPEACTBAM H3MEPEHUH, YTBEPKIACHHBIN



Pemenuem Coeta EBpasuiickoit skoHoMudeckoit komuccuu ot 12 despans 2016 . Ne 42) B
MOPSIIKE, YCTAHOBJIEHHOM 3aKOHO/ATENIbCTBOM IOCyJapcTBa-ujeHa B 00JacTH o0ecreyeHus
€IUHCTBAa W3MEPEHUI, B BBIOPAHHBIX 3asBUTENIEM OPTaHU3AIMSAX, YIMOJTHOMOUYCHHBIX (
HOTU(UIIMPOBAHHBIX) B COOTBETCTBUM C 3aKOHOAATEIBLCTBOM TOCyAapcTBa-uyjeHa Ha
IIPOBEJICHNE UCTIBITAHUM CPEICTB U3MEPEHUM;

B) o0OecrneynBaeT MPOBEICHUE MEPUOJUYECKOTO (TUIAHOBOTO) WJIM BHEIJIAHOBOIO
WHCIIEKTUPOBAHUS TPOM3BOJICTBA B LEJSIX OLEHKH YCIOBHUM MPOU3BOJACTBA M OLEHKHU
CHUCTEMbl MEHE/DKMEHTA KayecTBa MPOU3BOAMUTENS B COOTBETCTBHHM C TpeOoBaHHMSIMU K
CUCTEME MEHEI)KMEHTA KauecTBa.

11. Ilpu peructpauuu U 3KCHEPTU3E YIOJIHOMOYEHHBIE OPraHbl (IKCHEPTHBIE
OpraHu3allKi) B3aUMHO MPU3HAIOT PE3YyJbTAaThl UCIIBITAHUMN (MCCIIEI0BAHMI), YKa3aHHbBIX B
noamnyHkre "0" myHkTa 10 HacTosmmx [IpaBuit, npu ycaoBUM, YTO OHU BBIIOJHEHBI COTIACHO
[IpaBuiam NpoBeNEHUS TEXHUYECKUX HUCHBITAHUN MEAUIMHCKUX W3AENHMI, YTBEPKIACHHBIM
Pemennem Coeta EBpasuiickoil skoHOMuYeckot komuccuut ot 12 despans 2016 r. Ne 28,
[IpaBusiam mpoBeJEHUS WCCIENOBAHUM (UCIBITAHUN) C LENbI0 OLEHKH OMOJIOTHMYECKOTO
NEWCTBUS MEIUWLIMHCKUX U3Aenui, yTBepkaeHHbIM Pemenunem Cosera EBpazuiickon
sKOHOMHYEeCcKOoi kKomuccun ot 16 mas 2016 r. Ne 38, wnm IlpaBunam npoBeneHuUs
KIMHUYECKUX M KIWHUKO-TA0OPATOPHBIX HCHBITAHUNU (MCCIEIOBAHUN) MEIUIIMHCKUX
u3aenui, yreepxxaeHHbIM Permennem CoBeta EBpa3uiickoii 5JKOHOMUYECKOM KOMUCCUHU OT 12
dbepasst 2016 1. Ne 29, cCOOTBETCTBEHHO, a TaK)K€ 3aKOHOJIATEJILCTBY TOCYJapCTBa-ujieHa B
Clly4yae MpOBEAEHUS UCIIBITAHUI B LIEJIAX YTBEPKICHUS TUIIA CPEJICTB U3MEPEHHUIA.

12. [Ipu HEoOXOAUMOCTH YMOJHOMOYEHHBIM OpraH (SKCIEpPTHAs OpraHU3aIlus)
MIPUBJIEKAET K YYaCTHUIO B HKCIIEPTU3E€ BHEUIHUX SKCIEPTOB, €CIU UX CHEUUATbHbIE 3HAHUS
HEOOXOUMBI JJIs1 IPOBEACHUS SKCIIEPTU3BI.

[IpencraBuTenu yMOJHOMOYEHHBIX OpraHU3alyid, MPOBOAMBIIME B OTHOIIEHUHU
MEJIHUIMHCKOTO H3JIeNUs, MPEACTABICHHOTO Ha AKCIEPTU3Y, UCIBITaHHS (KMCCIIEIOBAHUA),
ykazaHHble B moanyHkTe "O" myHkta 10 Hactosimux IIpaBui, a Takxke mpeacTaBUTENU
MHCIIEKTUPYIOIINUX OpraHU3alMii, MIPOBOJMUBIINE OLEHKY CUCTEMbl MEHEPKMEHTAa KauecTBa (
MHCIIEKTUPOBAHUE MTPOU3BOJICTBA) MPOU3BOIUTEINSI TAKOTO MEAUIIMHCKOTO U3JIEIHs, HE MOTYT
MIPUBJIEKATHCA K YUACTHUIO B SKCIIEPTHU3E.

[Ipu npoBeneHUN YKCTIEPTU3BI IKCIIEPT NOHKEH OBITh HE3aBUCUM OT OpraHa WM JIUIa,
Ha3HAUYMBUIETO SKCHEPTHU3Y, MPOU3BOJUTENS, €r0 YINOTHOMOYEHHOIO MPEICTABUTENS WU
IPYTUX 3aMHTEPECOBAHHBIX B PE3yJIbTaTaX 3KCIEPTU3HI JIUII.

B cnydae ecam skcnepTy U3BECTHBI 00CTOATENBCTBA, TPEMATCTBYIOUIUE €TI0 IPHUBJICUEHUIO
K IMPOBEACHUIO 3KCHEPTU3bl JHOO HE MO3BOJSIOIIME €My COOJ0IaTh MNPUHIMIIBL €€
IPOBEACHUS, OH JIOJDKEH COOOMIMTH 00 3TOM PYKOBOJUTENIO YIOJTHOMOYEHHOIO opraHa (
AKCHEPTHOM OpraHu3aluu) peepeHTHOTro rocy/1apcTBa.
13. OTBETCTBEHHOCTh 3a JIOCTOBEPHOCTh WHGPOpPMAIUU, MPEACTABICHHON B
PErHCTPALlMOHHOM JIOChE, HECET 3asIBUTEIIb.



JIOKYMEHTBI PErucTPallMOHHOTO JOChE MPEJICTABIAIOTCS HAa PYCCKOM S3BIKE B
AJIIEKTPOHHOM BHUJE. B ciyuyae eciam 3aKOHOAATENHCTBOM pedepeHTHOTO rocylapcTBa HE
MpeayCMOTPEHa BO3MOKHOCTh O(DOPMIICHHS YKa3aHHBIX TOKYMEHTOB B DJICKTPOHHOM BHJIE,
YIOJIHOMOYCHHBIM OpTraH (SKCIEpTHas opraHu3alus) pedepeHTHOTO TOCyJapCcTBa BIIPaBe
3aMpOCUTH TaKWEe JOKYMEHTHI (MX KOIUN) Ha OyMa)KHOM HOCHUTETIE.

B cinyuae mpenocraBieHusi TOKYMEHTOB PETHCTPALIMOHHOTO JOChe Ha OyMa)KHOM
HOCHUTEJIC 3asBUTEIb TAKXKE IMPEJOCTABIACT WX JJICKTPOHHBIE KOMHHM Ha SJIEKTPOHHOM
Hocurene (B dopmare *.pdf ¢ TEKCTOBBIM CIOE€M C BO3MOXHOCTBHIO BBIJCTICHHUS U
KOIUPOBAHUS TEKCTA, a TAKKE OCYIIECTBICHHS IMONCKA). DJIEKTPOHHBIC KOIMHH JOKYMEHTOB
JOJDKHBI OBITH MPEJCTABICHBI B COOTBETCTBUHM C KJIACCU(PUKATOPOM BHJIOB JOKYMEHTOB
PETUCTPAIIMOHHOTO JOChE MEAMIIMHCKOTO W3JeNus, YTBepkIeHHbIM Pemennem Komnernm
EBpa3zuiickoii s3xoHoMu4eckoi komuccuu oT 3 anpenst 2018 r. Ne 48.

DKCITyaTallUOHHBIA TOKYMEHT WJIM MHCTPYKUMS MO NPUMEHEHHI0 MEIUIIMHCKOTO
W3JIeTHsl, PYKOBOJICTBO IO CEPBHCHOMY OOCTYKMBAaHUIO U TEKCT MAPKUPOBKH METUITUHCKOTO
U3JIETIUST JOTIOJTHUTENBHO MPECTABISIOTCS HA TOCYAapCTBEHHOM S3bIKE (FOCYIapCTBEHHBIX
SA3bIKaX) TOCYJIapCTB-YJICHOB TMpPH HAJIUYUU COOTBETCTBYIOIMHMX TpeOOBaHHW B
3aKOHOJIATEIHCTBE TOCYIaPCTB-UJICHOB.

JIOKyMEHTBI PETHCTPAIMOHHOTO J0ChEe, MPEJICTABICHHBIC HA MHOCTPAHHOM S3BIKE,
JIOJDKHBI  COMTPOBOXKJATHCS TIEPEBOJIOM Ha PYCCKUHM S3BIK, 3aBEPEHHBIM B TMOPSJIKE,
YCTaHOBJIEHHOM 3aKOHOJATEIbCTBOM pe(epeHTHOTO TOCyAapCTBa.

14. Tlpu ucurcieHnn cpoka MPOBEACHUS YITOJTHOMOYSCHHBIMHU OpraHaMu (IKCIIEPTHBIMH
OpraHu3alusIMH) IPOLEaYp, NPEAYCMOTPEHHBIX HacTosUMuU [IpaBunaMu, He yYUTHIBAIOTCS
CJIEIyIOLIUE CPOKH:

a) MepUo/ CO JTHS HAIPaBJICHUS YIOJIHOMOUYEHHBIM OPraHOM (9KCIIEPTHON OpraHU3aIlNei)
pedepeHTHOro rocyjapcTBa 3asgBUTENIO 3ampoca JU00 YBEJOMJIEHUS O HEOOXOAMMOCTHU
YCTPAaHEHWUsI BBISIBJICHHBIX HAPYIIEHUH U (WJIM) TIPEACTABICHHS OTCYTCTBYIOIIUX IOKYMEHTOB
au00 0 HEOOXOIMMOCTH MPEACTABICHUS KOMUUA JOKYMEHTOB OO0 OIIaTe MpOIeayphl
COTJIaCOBAHUS DKCIIEPTHOTO 3aKIIOUCHUS B TOCyAapcTBe (TocyaapcTBax) MpU3HAHUS 10 JHS
MOJIyYeHHUs] YMOJHOMOYEHHBIM OpraHoM (PKCHEpTHOM opraHuzanueit) pepepeHTHOro
rocy/apcTBa OTBETa Ha TaKOH 3ampoc MO0 yBEIOMIICHUE;

0) Ccpok, HEOOXOIMMBIN IJIS OpraHU3alMU U TMPOBEJCHHUS HHCIEKTUPOBAHUS
MIPOU3BOACTBA (B CiIydae MPOBEACHHUS WHCIICKTUPOBAHUS IMPOU3BOJICTBA B paMKaX MPOIEAYP
pErucTpanuu U SKCIEPTU3bI);

B) CPOK, HEOOXOIUMBIN NI HANpaBJICHUS OTYETa O PE3ybTaTax MHCICKTHPOBAHUS
MIPOM3BOJICTBA MHCTICKTUPYIOIIEH OopraHu3aiuen (B ciydae, €CiM €€ POoJib HE BBITIOIHSIET
YIOJHOMOYEHHBIN oOpraH (dKCHepTHas oOpraHus3anus)) B YINOJHOMOYEHHBIM opraH (
DKCIEPTHYIO OPTaHU3AIMI0) [JIs BKJIIOYEHHS B PETUCTPAIIMOHHOE JO0Che (B clydae
NPOBEJICHUS] MHCIEKTUPOBAHUS MPOU3BOACTBA B paMKaxX MPOUEAYypP PETUCTpaluu U
AKCIIEPTHU3bI);



') CPOK COTJIACOBAHMSI C 3aABUTEIIEM HEOOXOIUMOCTH oOpaieHrs B KOHCYIbTaTUBHBIMI
KOMUTET IO MEAUUMHCKUM wuznenusMm npu Komnerun EBpasuiickol 3KOHOMUYECKOU
komuccuu (nanee — KOHCYynbTaTUBHBINA KOMUTET);

1) CPOK, HEOOXOAMMBIN ISl BBIMOJHEHUS] YIIOJIHOMOYEHHBIM OpPraHOM (3KCHEPTHOM
opranusanuei) peepeHTHOr0 rocyJapcTBa MEPOINPHUSTUN MO BKIIOUYEHHUIO HOBOTO BHUIA
MEIUIMHCKOTO u3Aenusi B [700anbHYyI0 HOMEHKIATYPY MEIMIIMHCKUX U3JCIHi U B
HOMEHKJIATypy MeIUIMHCKUX u3aenuid Coro3a (B ciaydae BBISBICHHUS IO PE3yJbTaTam
AKCIEPTU3Bl HEOOXOIUMOCTH oOpamieHuss B ATEHTCTBO [7100anbHONW HOMEHKIATYpPbl
MEIULMHCKUX W3ACIUA MU TMPU YCIOBUM OTCYTCTBHUSI 3aMEUaHUM K JOKyMEHTaMm,
COJIEpIKAIUMCSl B MIPEJCTABIEHHOM PETUCTPALIMOHHOM JIOChE, UM YCTPAHEHUs 3aMEUYaHHUil,
YKa3aHHBIX B 3aMpoCe).

Caocka. [Iynkr 14 ¢ nsmenenusimu, BHeceHHbIMU perenrneM CoBera EBpasuiickon
skoHoMHueckoi komuccuu ot 08.07.2025 Ne 50 (Bcrymaer B cwity 1o uctedenuu 180
KaJICHIAPHBIX JHEH C AaThl €ro OPUIIMaILHOTO OMYyOJIMKOBAHMUS).

15. Pacxonpl Ha mpoLEeaypbl PETUCTPALIUUA U HKCIIEPTU3BI, COTIIACOBAHUS DKCIIEPTHOTO
3aKJIIOYEHMS], BHECEHHUS] HM3MEHEHUH B PETrUCTPAllMOHHOE J0Che (B TOM YHUCIE B
YBEJIOMUTEILHOM TOPSAKE), BbIJAYM JAyOJIMKaTa PETUCTPAIMOHHOTO YAOCTOBEPEHUS WIIH
COrJIaCOBAHHUS AKCIEPTHOTO 3aKJIIOUEHHS Ha 3aPErMCTPUPOBAHHOE METUIIMHCKOE M3IENHe
HECET 3as4BUTENIb B COOTBETCTBUHU C 3aKOHOJATEILCTBOM IOCYJapCTBA-4JICHA.

16. Perucrpanus ocyiiecTBiseTcst pepepeHTHbIM IOCYIapPCTBOM IO UTOTaM 3KCIEPTHU3bI
Y COrJIaCOBAaHMS KCIEPTHOTO 3aKIFOUEHUS FOCYJapCTBOM (rocyJapcTBamMu) MPU3HAHUS.

17. YnonHOMOYEHHbIE OpraHbl (IKCIEPTHBIE OPraHU3alMK) TOCYJAPCTB MPU3HAHUS
BIIPABE O3HAKOMUTBHCS C XOJOM MPOBEIECHHS SKCHEPTU3bI B pe(PepeHTHOM TroCyJapcTBE U
COOTBETCTBYIOIIUMH JOKYMEHTAMU, B TOM YHCJIE C JOKyMEHTaMHu, 0(QOpMIISIEMbIMU TpHU
MPEJCTABICHUN 3asBUTEIEM JIOMOJHUTEIbHBIX M YTOUHSIOIIUX CBEICHHUM B Ipolecce
pErucTpanuu U SKCIEPTU3bI METUIIUHCKOTO U3EIHS.

18. Undopmaryst 0 MEAUIIMHCKUX H3JICJIHUAX, B OTHOIICHUU KOTOPBIX MPOBOJSTCS
Npoueaypbl, MNPeAyCMOTpEHHbIE HacTosmuMu llpaBumamu, a Takke JOKYMEHTHI,
coJiepalluecs B PErHMCTPALIMOHHOM J0ChE, KPOME JKCIUIYaTallMOHHOTO JOKYMEHTa WU
MHCTPYKIMU 1O NPUMEHEHUI0 MEIULUHUHCKOIO H3JENHs, PYKOBOJCTBA IO CEPBUCHOMY
00CIIy)KMBaHUIO, JaHHBIX O MAapKHPOBKE W YyMaKOBKE (TOJHOIBETHBIE (C yKazaHUEM
KOJIUPOBKH 1IBETA) MAKEThl YIIAKOBOK U ATUKETOK), TEKCTa MAPKUPOBKHU HA PYCCKOM SI3BIKE U
TOCY/IapCTBEHHBIX SI3bIKAX TOCYJIapCTB-WICHOB, OTHOCATCA K KOH(UICHIIMAIBHOM
MHpOpMaIMM U JOCTYNHBI TOJBKO 3aMHTEPECOBAHHBIM YIOJHOMOYEHHBIM OpraHam (
AKCHEPTHBIM OpPraHU3aIUsIM) FOCY1IapCTB-YJICHOB.

19. BxitoueHue B OJTHO pETUCTPAIIMOHHOE yIOCTOBEPEHUE HECKOJIBKUX MOJIeel (MapoK)
MEJIUIIMHCKOTO U3/IETUsI, B TOM YKCIIC OTHOCSIIUXCS K Pa3HbIM BUIaM MEIUIIUHCKUX U3CIIHM
B COOTBETCTBUM C mnpumeHsemMoil B Coro3e HOMEHKJIATypOWd MEAMIIMHCKUX W3JENIHH,
BO3MOYKHO MPU YCIIOBUU COOTBETCTBUS ATUX MOAEIIEH (MAapOK) BCEM CIIETYIOIIUM KPUTEPHSIM:



a) MPOU3BOJACTBO MoJiesiel (MapoK) MEIUIIMHCKOTO U3/ OCYIIECTBIISIETCS OJHUM
MPOU3BOAUTEIIEM 10 OJTHOM TEXHUYECKOU TOKYMEHTALNH;

0) mozenu (MapkW) MEIMIIMHCKOTO H3JENIHUS OTHOCITCS K OJHOMY KJaccy
MOTEHIIUAJILHOTO PHUCKa TPUMEHCHHS;

B) Mojenu (MapKu) MEIUIIMHCKOTO H3JEIUs UMEIOT OJWHAKOBOE (PYHKIIMOHAIBHOE
Ha3HAYEHUE U MPUHIINI JIEHCTBHUS;

r) Mojieny (MapKu) MEAUITMHCKOTO U3/IeNUs MpeIHa3HAYEHBI 1JIs ONPEACICHUSI HATUYus U
(MIM) KOJIMYECTBEHHOTO COJEpKaHUsA B OMOJOTHYECKON MpoOE OJHOTO U TOrO XKe
KIIMHUYECKU (TUarHOCTUYECKH ) 3HAYMMOTI'0 aHAJIUTA (AaHAJIUTOB) (JJ1s1 METULIIMHCKUX W3ACIIHMA
JUTSL IMAaTHOCTHKHY 1n Vitro);

1) Mojaenu (MapKh) MEIMITMHCKOTO U3JEIUs UMEIOT Pa3IMYHble KOMILUICKTAINU, HE
BITUSIIONINE HA IPUHITUT PaOOTHI U (PYHKIIMOHATEHOE HA3HAYCHUE, YTO TIO3BOJISIET OOCCIICYHTh
pacliMpeHue WJIM CHelUaIu3alni0 HUX MPUMEHEHUs B MEAUIMHCKUX MHeisiax (1o
MPUMEHUMOCTH);

€) MoJienH (MapKH) MEIUIIMHCKOTO U3/IENHS UMEIOT Pa3IuyHble TEXHUUYECKUE TTapaMeTphl
(HampumMmep, JUIMHY BOJHBI U3TyUYEHUS, pa3MepP CBETOBOIO MOJISI, pa3peliatollyo ClIOCOOHOCTh
U T. 1.), HE BJIUAIONIME Ha MPUHIUIN PabOThl U (QYHKIHOHATHLHOE Ha3zHaueHue (1o
MPUMEHUMOCTH);

K) MoJen (MapKu) METUIIMHCKOTO H3JEHs 00pa3yoT TUIIOPA3MEPHBIN (MOICIHHBIN)
psn (HampuMmep, UMEIOT pa3iinyHble pa3Mephl (rabapuTHbIe, JTUHEHHbBIE, 00bEMHBIE U T. II.),
dbopmy, IIBETOBOE KOAUPOBAHKE, TPOU3BEICHBI U3 OJTHUX U T€X JK€ MATEPHAIIOB | T. I1.) WU
ABJISIIOTCSL TPYIIONW HCIOJHEHUS] MEAUIMHCKOTO HU3JeNus (Hampumep, CTalMOHAPHBIM
MEepPEBIKHBIM anmnapaToM (mIprubopoM, CUCTEMON, KOMIUIEKCOM U T. I1.) C HACTEHHBIM U (WJIH)
HaIOJIbHBIM KPETUICHUEM U T. 11.) (10 mpuMeHuMocTr). [Ipu 3ToM 1o rpynmnoi UCToTHEHUS
MEIUIIMHCKOTO U3JIeUsl TOHUMAIOTCA M3JIeNIUsl, B OTHOIIEHUH KOTOPBIX BBITIOJIHEHBI OJUH
TPYIIIOBOM YepTeX JeTanei u (M) ofHa TPYIIoBasl CeupUKaIns;

3) MoJieTu (MapKH) MEIUIIMHCKOTO U3/IeTUs UMEIOT OJMHAKOBBIC MPU3HAKHU B YaCTH:

00J1acTh MPUMEHEHUS,

WHBa3MBHOCTH;

CTEPUJILHOCTH (B TOM YHCJIE€ C YYETOM METO0B CTEPUIIN3ALINH);

4acTOTHI UCTIOJIb30BaHUs (OJJHOKPATHOE MPUMEHEHNE, MHOTOKPAaTHOE IPUMEHEHHUE OJTHUM
MaleHTOM, MHOTOKPAaTHOE NMPUMEHEHUE HECKOJIbKUMHU MallueHTaMM );

IKCILTYaTallMOHHBIX U KOHCTPYKTUBHBIX OCOOCHHOCTEH;

JUTUTEIbHOCTH TPUMEHEHHUSI;

OJIMHAKOBOCTH MaTEPHUAJIOB, UCIIOIb3YEMbBIX B MOJIETSAX (MapKaxX)MEIUIIMHCKOTO U3/
U KOHTaKTHUPYIOIIUX C TEJIOM 4YeloBeKa (M0 MX XUMHUYECKUM, TOKCHUKOJOTHYECKUM,
(U3UYECKUM, DIIEKTPUIECKUM, MOP(POJIOTUUECKIM H MEXaHUYECKUM CBOWCTBAM).

20. Ha Tamosxenno# tepputopun Coro3a He JOMYCKaeTCS:



a) BBIOOp NIBYX M OoJiee peepeHTHBIX TOCyAapCTB ISl PETUCTPAIMU U IKCIIEPTU3BI
OJIHOTO MEJUIIMHCKOTO U3/IEHs;

0) peructpanus pa3IndHbIX MEIUIIUHCKUX U3/IETHUH 10 OAHUM HaUMEHOBAHHUEM;

B) perucTpaius B KauecTBe MEAUIIMHCKUX U3JIETUN POIYKIMH, HAMMEHOBAHUE KOTOPOU
COAEPKUTCS B €IUHOM PEECTPe 3aPETMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPENICTB
EBpa3uiickoro 3KOHOMHYECKOI'0 COI03a, MOPSAOK (OPMUPOBAHUS M BEJCHUS KOTOPOIO
yTBepxkeH Pemennem CoBera EBpasuiickoil 3koHOMHUECKOM Komuccuu ot 3 Hos10pst 2016 r.
Ne 84, unu coBnagaeTr ¢ HaMMEHOBaHMEM OMOJIOTMYECKM AKTUBHON /100aBKM K MHILE,
CBEJICHHUSI O KOTOPOH COAEp)KATCS B €IMHOM PEEeCTpe CBHUJETENIBCTB O TOCYJAapCTBEHHOMU
pEerucTpalui MPOAYKLIHMH, MOPSAOK (QOPMUPOBAHUS W BEJEHUS KOTOPOTrO YTBEPKIEH
Pemiennem Kosnernn EBpasutickoit s3xoHoMuueckoi komuccuu ot 30 utons 2017 r. Ne 80.
Ecnu nexapcTBeHHOE CPECTBO MM OMOJOTWYECKH aKTHUBHAsA J00aBKa K MHINE SBISIOTCA
KOMIIOHEHTOM MEIUILUHCKOTO M3JeIusA, TO MX HAaUMEHOBAHMSA MOTYT HCIIOJIb30BaThCA B
HaMMEHOBAaHUH MEJIMLUHCKOTO U3EIIHS.

CHocka. ITynkr 19 ¢ uamenenusimu, BHeceHHbIMU petieHneM CoBeta EBpazuiickoil
skoHOMHUYeckoi komuccuu ot 08.07.2025 Ne 50 (Bcrynaet B cuity o ucreuenuu 180
KaJeHJIapHbIX JHEH ¢ JaThl ero o(puIHuaIbHOro OMYyOIMKOBAHUS).

I1. ITpomeypsl perucTpalii ¥ SKCIEPTA3EI MEIUIIHCKOI'0 H3ACIIAA

21. Ins peructpanvii MEIUIMHCKOTO W3JCNHS 3asBUTENb BHIOMpaeT pedepeHTHOe
roCcyJIapCcTBO U KaK MUHUMYM OJIHO T'OCYJIapCTBO MPU3HAHUS.
22. 3asgBUTENb MPEACTABISAET B YIIOJHOMOYEHHBIM OpraH (3KCHEPTHYIO OPraHU3aIUIO)
pedepeHTHOr0 roCcy1apcTBa CIEIYIONUE JOKYMEHTHI:
a) PErUCTPallMOHHOE JI0ChE, COJIEpIKAIllee 3asIBIICHUS O PETUCTPALMU U DKCIEPTU3E, a
TaKXe JOKYMEHTHI 10 MEPEYHIO COTJIACHO MPUiIoKeHUIo No 4;
0) KoMUY JOKYMEHTOB, MOATBEPKIAAIONIUX OTUIATy MPOUEAYpP PETUCTPAIlUU U SKCIIEPTU3bI
B pedepeHTHOM TOCYIapCTBE.

23. YNOJHOMOYEHHBIM OpraHoM (3KCIEPTHOM opraHuzanuei) pedepeHTHOTO
rocyJlapcTBa B TeUeHUE 7 pabouux AHEH CO JHA MOCTYIUICHUS 3asiBIICHUN O PErucTpaluu u
DKCIEPTHU3€ U JOKYMEHTOB, YKa3aHHbIX B NyHKTe 22 Hacrosmux I[IpaBui, mpoBoautcs
MPOBEPKA MOJHOTHI U JIOCTOBEPHOCTHU COJACPKAILIUXCA B HUX CBEJCHUM.

24. B cnyyae eciau 3asBJICHHUS O PETUCTPAlUM U SKCIEPTU3E MPEIACTABIIEHBI C
HapyIlieHueM TpeOOBaHUM, YCTAHOBJICHHBIX HacTosmuMu [IpaBunamu, WiaM B HUX YKa3aHbI
HEJIOCTOBEPHBIC CBEIECHUSI, WM JOKYMEHTBI, YKa3aHHbIE B MyHKTEe 22 HacTosmux [IpaBun,
MIPEJICTABJICHBI HE B MOJHOM 00beMe, YIIOJIHOMOUYCHHBIN OopraH (dKCIepTHAas OpraHu3aIus)
pedepeHTHOTO rocyaapcTBa B TedeHHWE 7 paboumx MHEH cO JHS TMOCTYIUJICHHS TaKUX
3as8BJICHUN M JIOKYMEHTOB YBEIOMJISCT 3asBUTENSI O HEOOXOIMMOCTU YCTpPaHEHHS
BBISIBJICHHBIX HAPYUIEHUN U (WIIM) IPEACTaBICHHS OTCYTCTBYIOIIUX JOKYMEHTOB B TEUCHUE
30 pabGouux pgHEW cO [JHS pa3MEleHUus COOTBETCTBYIOIIETO YBEAOMJCHHS B



WHQOPMAIIMOHHON CHUCTEME YIOJHOMOYEHHOTO OpraHa (PKCIEpPTHOW OpraHU3allNM)
pedepeHTHOro rocy1apcTBa MO0 CO JHS HAMpPaBJICHUS YBEIOMJICHUS 3asBUTEIIIO CIIOCOOOM,
YKa3aHHBIM B 3aBJICHUSIX O PETUCTPALIUU U SKCIIEPTHU3E.

25. B cnywae ecnu no ucreuenun 30 pabouyux JHEW 3asBUTENIEM HE YCTPaHEHBI
BBISIBJICHHBIC HapylleHuss W (WJIM) HE MPEACTABICHBbI OTCYTCTBYIOIIHE JOKYMEHTHI,
YIOJHOMOYEHHBIN OpraH (9KCHEpTHAsl OpraHu3aius) pepepeHTHOro TOCyAapCTBa B T€UCHUE
3 pabouux JHEW NPUHUMAET PEIICHUE O BO3BPATE 3asBUTEIIO 3asIBJICHUN O PErUCTPALMHU U
AKCIIEPTU3E U JOKYMEHTOB C 0OOCHOBaHHMEM MPUYUH BO3BpATa.

26. B Teuenue 3 pabouux IHEW CO THA MPEICTABICHUS 3asBJICHUA O PErUCTpALlUU U
HKCIIEPTU3E U IOKYMEHTOB, COOTBETCTBYIOIIMX TpeOoBaHMsIM HacTosimux [IpaBun, a Takxke B
cllydae yCTpaHEHHUs] B YCTAaHOBJICHHBIN B MyHKTe 24 HacTosmux [IpaBui cpok BBISIBIEHHBIX
HapymieHud W (WIM) MPENCTaBICHUS JTOKYMEHTOB, COOTBETCTBYIOIIUX TPEOOBAHUSIM
HacTosimux [IpaBuil, ynmoJHOMOYEHHBIM OpraH (3SKCHEepTHas opraHu3aius) pe@epeHTHOro
rocyJlapcTBa MPUHUMAET PEILICHUE O Hayayie MPOoLeAyp PErUCTPAIlUU U SKCIIEPTU3BI, a TAKKe
pa3MeniaeT B CBOE€M HMHPOPMAIMOHHOM CHUCTEME PErUCTPAlMOHHOE JI0ChEe, COoJepIKaliee
3asBJICHUSI O PETUCTPAIIUU U HKCIIEPTHU3E.

27. IIpoBeieHre SKCIEPTU3BI BKIIIOUACT B ceOsl (€CIIM MPUMEHUMO):
a) OLICHKY IIPaBUJILHOCTH OTHECEHMS U3JIeTUs K MEUIIMHCKUM U3JCITUSIM;

0) OLIEHKY COOTBETCTBHSI yKAa3aHHOTO 3asBUTENIEM Kjacca MOTEHIHMAIHHOTO PHUCKA
OPUMEHEHHUS] MEAUIMHCKOTO M3JeNusd B cooTBeTcTBUU C [lpaBunamu kiaccudukanuu
MEIULIMHCKUX HW3JeIUil B 3aBUCHUMOCTH OT MOTEHIIMAIILHOIO pPHUCKAa MPUMEHEHHS,
yTBepkAcHHbIMU Pemenuem Komnerun EBpa3uiickoil 5KOHOMHUYECKOM KOMHMCCHH OT 22
nekadbps 2015 r. Ne 173;

B) OLIEHKY IPaBUJIBbHOCTU OTHECEHUS MEIUIIMHCKOIro u3Aenus (Moaenen (Mapok)
MEJIUIIMHCKOTO U3JEHs) K ONPEeeICHHOMY BUY MEAUIIMHCKUX U3JEIUN B COOTBETCTBUHU C
HOMEHKJIATYPOU MEIULIMHCKUX U3IEIUN, IPAaBUIIA BEICHUS KOTOPOMN yTBEPKAECHBI Perennem
Komnnerun EBpasuiickoii s5koHOMHUECKON kKoMuccuu ot 29 nexadpst 2015 . Ne 177;

B ciyuae BbIsIBI€HUS 110 pe3yabTaTaM SKCIEPTU3bI (IIPU YCIOBUU OTCYTCTBUS 3aMEYaHUN
K JOKyMEHTaM, COAEpXalIUMCS B IPEACTABICHHOM PETrUCTPAUOHHOM [OChE, WIIH
yCTpaHEHUs] 3aMEeuyaHui, yKa3aHHbIX B 3ampoce) (akTa OTCYTCTBHSI B HOMEHKIAType
MEIUIUHCKUX u3zaennii Coro3a COOTBETCTBYIOLIErO BHA JJISI 3asBIICHHOTO MEIMIIMHCKOTO
m3aenus (MoAenu (Mapku) MEAUIIMHCKOTO U3JEIus) YIIOJTHOMOUYECHHBIN OopraH (dKCrepTHas
opranu3zaius) pedepeHTHOTO TOCyAapCTBa BIpPaBe WHUIIMHPOBATH MPOIEAYPY BKIIOUCHUS
HOBOT'O BHJIa MEJIUIIMHCKOTO M3/eius B [ 100aIbHYI0 HOMEHKIATYyPy MEAUIIMHCKUX U3IeTUN
U B HOMCHKJATypy MeaulnHckux uzaenuii Coro3a. B tedenue 10 paboumx gHEH co mHS
BBISIBJICHUSI yKa3aHHOrO (akra YIOJIHOMOYEHHBIM opraH (PKcrmepTHasi OpraHU3allus)
pedepeHTHOT0 rOCy1apCcTBa YBEAOMIISIET 00 STOM 3asBHUTEIIS;



') OIICHKY COOTBETCTBHUS MojieNiel (MapoK) MEIUIIMHCKOTO U3enus (MIpU HAIWYWN),
BKJIIOYAEMBIX B OJIHO PETUCTPALIMOHHOE YJIOCTOBEPEHUE, KPUTEPHUSM, YCTaHOBICHHBIM
nyHKToM 19 nHactosimux [IpaBu;

J1) aHAJIU3 U OLICHKY JI0Ka3aTeJIbHBIX JIOKYMEHTOB (MaT€pHasiOB), MOJATBEPKAAOIINX
COOTBETCTBHE MEIUIMHCKOTO m3eust OOmuM TpeOOBaHUSIM, BKITIOYAIOITUE B CEOI:

aHaJIN3 MPEJCTABICHHBIX MPOU3BOJUTENIEM CBEACHUN O COOTBETCTBUU MEIUIIMHCKOTO
m3aenust OOmuM TpeOOBaHUSAM, B TOM YHUCJIE aHAIW3 MPABWIBHOCTH HJECHTH(PUKALUU
nosioxkeHuit O0mux TpeOoBaHNN, TPUMEHUMBIX K METUIIMHCKOMY U3JIEITHIO;

OIIEHKY COOTBETCTBHUSI MPOTOKOJIOB TEXHUUECKHUX HCIBITAHUN, BBIJaHHBIX
YIOJIHOMOYEHHBIMU OpraHu3anusamMu, [IpaBunam mpoBeneHUS TEXHUYECKUX HCIIBITAHUM
MEJIUIIMHCKUX U3CIH;

OIIEHKY COOTBETCTBHUS MPOTOKOJOB HUCCIEAOBAHUN (UCHBITAHHI) C LIEJIbIO OLIEHKU
OMOJIOTUYECKOTO JCHCTBUS MEIUUMHCKUX W3ACNHI, BBIIAHHBIX YHIOJIHOMOYEHHBIMU
opranuzamnusamu, lIpaBuiam mpoBeneHHs UCCIENOBAHUN (UCMBITAHUN) C IEIbI0 OLIEHKU
OMOJIOTUYECKOTO ACHCTBUS METUIIMHCKUX U3ICITUH;

aHallu3 OTYETa MO OLEHKE OMOJIOTMYECKOTO IEUCTBUS MEIUIIMHCKOTO u3aenus (
MPOBOJIUTCSA B TOM YHUCJIE JUIsl TOATBEPKAEHUS TOTO, YTO MaTepUasbl, BXOSIIINE B KOHTAKT (
B3aMMOJICUCTBYIOIIIME) C TKaHSIMHU YeJIOBEKa, HASHTU(UIIMPOBAHbI (yKa3aHbl MapKu
MaTepHaIOB M UX M3TOTOBUTEINH), & TAKXKE JIJIST TOATBEPIKICHUS 000CHOBAHHOCTH OTCYTCTBHUS
HEO0OXOIMMOCTH MIPOBEICHUS UCCIEOBAaHUH (MCTIBITAHUMN) C 1I€JIbI0 OLICHKU OMOJIOTUYECKOTO
NEHUCTBUS);

aHaJu3 OTYeTa O KJIMHUYECKOM JI0Ka3aTelbCTBE d(PPEKTUBHOCTH U OE30MaCHOCTH
MEIUIMHCKOTO Wu3Aenaus (IPOBOAUTCS [JIs MOATBEPKICHUS OOOCHOBAHHOCTH BBIOOpA
METOJIOB JIOKA3aTeIbCTBa KIMHUYCCKOW 3((PEKTUBHOCTH M OE30MACHOCTH MEIUITMHCKOTO
W37enus, BaJIUJAHOCTU JIaHHBIX, HCIOJb3YEMbIX ISl J0Ka3aTelbCTBA KIMHUYECKOU
apexTuBHOCTH M 0€30IMaCHOCTH MEIUIIMHCKOTO H3JCIUs, a TakKe OO0OOCHOBAaHHOCTH
3aKJIFOYEHHUS] O KJIMHHYECKOW 3(pdekTUBHOCTH U 0€30MacCHOCTU ISl BCEX 3asBJICHHBIX
MOKAa3aHUM K TPUMEHEHUIO C YYETOM HAJIMYUS WK OTCYTCTBUSI TPOTHUBONIOKA3aHUI);

OILICHKY COOTBETCTBHUSI OTYETOB O KIMHUYECKUX (KIMHUKO-T1a00paTOPHBIX) UCTIBITAHUAX (
UCCIEIOBAHUIX) MeAUuUUHCKUX wu3fenuilt IlpaBunaM npoBeAeHHUS KIUHUYECKUX U
KJIMHUKO-1a00pATOPHBIX UCIBITAHUN (MCCIIET0BAHUM ) METUITMHCKUX U3/IETTUH;

aHaJu3 BAJTUAHOCTH JI0KA3aTEJIbCTB MEPBOM CTOPOHBI (MIPU HATTMYHUM) 1)1l TOATBEPIKICHUS
COOTBETCTBUSI MeIMIIMHCKOro wu3faenus OOmuM TpeOOBaHUAM C YyYETOM Kiacca
MOTEHIIMAILHOTO PUCKA TPUMEHEHUSI MEIUIIMHCKOTO M3Aeaus (11 MEIUIIMHCKUX W3ACTUI
KJIACCOB MOTEHIIUAJIBHOTO PUCKA MpUMEHEHHs 20 U 3 K J0Ka3aTelbCTBAM MEPBOM CTOPOHBI
JOJIKHBI TPUJIAraThCs IpOrpaMma UCTIbITAHUHM (MccleJoBaHUM) U 000CHOBaHUE BHIOPAaHHBIX
METOJIOB);

aHallu3 CTaHAAPTOB, MPUMEHSIEMBIX MPOU3BOJAUTENEM MPU MPOSKTUPOBAHUU U
MIPOU3BOJICTBE METUIIUHCKOTO U3CIHS;



aHanu3 0e30macHOCTH W I()PEKTUBHOCTU JIEKAPCTBEHHOTO CPEJCTBA B COCTaBe
MEJIUIIMHCKOTO HW3JICNIUsI, €r0 BIMSIHUSA Ha (YyHKIHMOHAIBHOCTh MEIMIIMHCKOTO H3ICITHS,
COBMECTUMOCTHU JIEKAPCTBEHHOTO CPEJICTBA ¢ MEIUIIMHCKUM H3JCIHEeM (32 HCKIIOYECHUEM
MEIUIIMHCKUX M3ACTUHN JUIsl AMATHOCTUKH in Vitro). JIekapcTBeHHOE CPENICTBO JOHKHO OBITH
3apEeTUCTPUPOBAHHBIM WM Pa3pPCIICHHBIM K MPUMEHECHHIO B TOCYJapCTBE — MPOU3BOIUTEIIE
JIEKapCTBEHHOT'O CPEJ/ICTBA;

aHaMu3 JaHHBIX O OMOJOTHYECKON 0€30MacHOCTH MEIUIIMHCKOTO M3/ENUs Ha OCHOBE
aHaJM3a BCEX MAaTepUaJOB XKMBOTHOTO HJIM YEJIOBEUECKOTO MPOUCXOXKIACHUS, BXOASIINX B
MEJIUIIMHCKOE U3Jieue, nHpopMaru o mogdo0ope UCTOYHUKOB (JJOHOPOB), 0OTOOpE MaTepuaa,
00paboTKe, XpaHEHWU, TECTUPOBAHWH, BATUAAIIMU TPOIEAYpP TECTUPOBAHMUS, a TaKXKe
oOpalmeHu ¢ TKaHSIMH, KICTKaMH, CYOCTaHITUSIMH J>KHBOTHOTO WM YEJIOBEYECKOTO
MPOUCXOXKICHUS, KYJIbTypaMU MUKPOOPTAHU3MOB U BHPYCOB;

aHaJIU3 MPOLEAYPbl U METOJOB CTEPUIIU3AIMU MEIULIUHCKOTO U3ENHs, MaTEpHaIOB,
00OCHOBBIBAIOIINX CIIOCOO CTEPUIIM3AINH, MPEAIaraéMbIX METOIOB KOHTPOJIA KayecTBa U
OTIPEJICIICHHS] OCTaTKOB CTEPUIIU3YIOIIETO BEIIECTBA MPU MPUMEHEHUH XUMUYECKOTo Ccriocoba
CTepUIIH3AIINH;

U3y4YeHHE BAJTUAHOCTHU MPOTPAMMHOI0 00€CIeueHHsI Ha OCHOBE aHaliM3a JIAHHBIX O €T0
BepupUKAUU U BaJuJalUM, B TOM 4YHUCIe MHPOpManuu O ero paszpaboTke, Mepax H
CPEIICTBAX 3AIUTHI OT HECAHKIIMOHUPOBAHHOTO JIOCTYyMa M o0ecreuyeHun KnbepOe30nacHOCTH
, TECTUPOBAHUU MPOU3BOJIUTEIIEM, TAHHBIX 00 UICHTU(PUKALMN U MAPKUPOBKE;

aHalli3 OTYEeTa O CTAOMIIBHOCTH MEAMIIMHCKOTO U3/1eNusi, 000CHOBAHHOCTH 3asBIIEHHOTO
CpOKa XpaHEeHHUS;

paccMOTpeHHE OTYeTa MO aHalnu3y PUCKOB B IEISAX IMOITBEPXKICHHUS MOIHOTHI
UJICHTU(PUIIUPOBAHHBIX B TAaKOM OTYETE OMACHOCTEHW, OMAaCHBIX CHTyallud W
COOTBETCTBYIOIIUX PHUCKOB, KOTOPHIE MOTYT OBITh OIICHEHBI KaK HEIOMYCTHMBIC, a TaKXKe
MOATBEPKICHUS 3aKIIOUEHUS MTPOU3BOIUTENS 00 OTCYTCTBUM HEJIOMYCTHMBIX PUCKOB JIHOO
JOIYCTUMOCTH PUCKOB, KOTOPBIC B OTYETE 110 aHAIM3Y PUCKOB OIICHCHBI KaK IpHUeMJIEMbIC Ha
OCHOBE aHaJIM3a COOTHOIIEHHUS "PUCK — TOJIb3a";

NOATBEPKJIECHUE HAa OCHOBAHWU IMPEJCTABICHHBIX J0KA3aTEIbHBIX MaTepHUaloB (
JOKYMEHTOB) OOOCHOBAHHOCTH pE€3yJIbTaTa OIIEHKH MPOU3BOAUTENSI O COOTBETCTBHUH
MEAUITMHCKOTO u3nenust O0mmuM TpeOoBaHUM;

OIICHKY COOTBETCTBHUS IKCIUTYaTAI[MOHHOTO TOKYMEHTA VI HHCTPYKIIUU 110 TIPUMEHEHHIO
, PYKOBOJICTBA 110 CEPBUCHOMY 00CTykuBaHU0 OOITUM TpeOOBaHUAM;

OIICHKY COOTBETCTBUS MAPKHUPOBKH MEIUIIMHCKOTO M3enusa OOmumM TpeOOBaHMIM;

aHanu3 TpeOOBaHUN K TEXHUYECKUM XapaKTEPUCTHKAM METUITUHCKOTO U3/ICIHS;

OLICHKY JIOKYMEHTOB, IIOJITBEPKAAOIINX PE3YIbTAThl UCIIBITAHUI MEAUIIMHCKUX U3EIHUM
B IETISAX YTBEPXKICHUSI THUIA CPEICTB M3MEPEHUH (B OTHONIEHWH MEIUIIMHCKUAX HW3JCTUH,
BKJIFOUEHHBIX B MIEPEUCHb BUJIOB MEIUIIMHCKUX HU3ACIIUM, MOJICKAITUX OTHECEHUIO MPU UX
pPETHCTpAIliU K CPEACTBAM U3MEPEHU );



€) aHaJIu3 OTYETOB O PEe3yJIbTaTaX MHCIEKTUPOBAHMS MPOU3BOJCTBA MEIMIIMHCKOTO
u3nenus (IpOBOJUTCS B LENSAX MOATBEPXKICHHUSI COOTBETCTBUSI 3asBISIEMOI0 MEIULIUHCKOTO
u3Aenus rpymnne (MoArpynme) MEeIUIUHCKUX H3JEIUd ¢ y4eTOM Kilacca MOTEHIUAbHOTO
pHUCKa MPUMEHEHHUs corjlacHO npuiiokeHuto Ne 2 k TpeboBaHUsIM K CUCTEME MEHEKMEHTA
KauecTBa, a TakXe MOATBEPXKICHHS IOCTOBEPHOCTH HHPOpMAIUU 00 yKa3aHHBIX B
3asBJICHUAX O PETUCTpaIlMU U JKCIEPTU3E MPOU3BOJCTBEHHBIX IJIONIAJKAX, HA KOTOPHIE
pacrpocTpaHsieTcsl JACCTBHE OTYeTa O pPe3yjbTaTax HHCIEKTHUPOBAHUS IPOU3BOJICTBA
MEUIIMHCKOTO U3/IEIINsA);

’K) aHAJIM3 TaHHBIX O CepTU(UKAIIMY CUCTEMbl MEHE)KMEHTA KauecTBa (MIpU HAJIMYUH), B
TOM 4Hcie TpeOOBaHUN, HA COOTBETCTBHE KOTOPBIM CEpTUPUIMPOBAHA CHCTEMA
MEHEKMEHTa KayecTBa IPOU3BOAUTENS, U CBEIEHUN 0 cepTudukaTax (HoMmep, AaTa BblJIayH,
CPOK HehcTBHUSI cepTuduKara, HAMMEHOBAaHWE W CBEICHHS 00 aKKpeAWTAIlMd OpraHa Ii0
cepTuUKaInN);

3) MOATBEPKIECHHE OOOCHOBAHHOCTH YKa3aHUsS NPOU3BOACTBEHHBIX IJIOIIAJ0K
PETUCTPUPYEMOTO MEIUIIMHCKOTO U3JIEIHS;

M) aHAJIW3 JAHHBIX O pa3pabOTKe W MPOU3BOJCTBE MEIUIIMHCKOTO HU3AEIHS (CXEMbI
IPOLIECCOB MPOU3BOJACTBA, UHPOpPMAIUs 00 OCHOBHBIX CTAJUSAX MPOU3BOJCTBA, YIAKOBKH,
UCIIBITAaHUI U O IPOLIEYPE BBITyCKAa KOHEYHOTO MPOAYKTA);

K) aHAJIN3 TIPEICTaBICHHON IPOU3BOAUTETIEM HH(GOPMAIIN O MAPKETHHTE;

J) aHAJIU3 MPECTABIEHHBIX POU3BOJAUTENIEM CBEACHUN O HATUYUU WU 00 OTCYTCTBUH
COOOMICHUH 0 HEONIATONMPHUATHBIX COOBITUSX (MHIMICHTAX), CBA3AHHBIX C MCIOJb30BAaHUEM
MEJUIIUHCKOTO H3JENHS, OT3bIBaX C PbIHKA MEIUIIMHCKOTO H3ACNHS, YBEIOMIICHUH IO
0e30MacHOCTH MEAULMHCKOTO M3JAeNHs, NOAXOJOB K pEIICHUIO TaKUX HpodiiemM
MPOU3BOAUTENIEM IMPU WX BO3HUKHOBEHHUH, OMHCAHUS MNPEANPUHATHIX KOPPEKTUPYIOLIUX
JEUCTBUM, a TaKKe aHaJIM3 COOTHOLIEHUS YPOBHS MPOJaXK, KOJUYECTBA HEOIAronpusTHHIX
COOBITUH (MHIIMJEHTOB) U OT3bIBOB MEIULIMHCKOTO U3/IENINS U3 00OpaIleHuUs;

M) aHaju3 IiaHa cOopa JAaHHBIX MO 0€30MaCHOCTU U 3(QPEKTUBHOCTH METUIUHCKOTO
W3JIeNUs Ha TIOCTIIPOIAKHOM JTarle.

CHocka. ITyHkr 27 ¢ u3MeHeHusiMH, BHECEHHBIMU petieHneM CoBera EBpazuiickoil
skoHoMuueckoit komuccuu ot 08.07.2025 Ne 50 (Bcrymaet B cuity 1o uctedenuu 180
KaJICHJAPHBIX JTHEH ¢ AaThl €ro O(pUIIMATBLHOTO OIyOJIUKOBAHUS).

28. Ilpu npoBeaeHNU 3KCIEPTHU3bI B ClIy4ae HEAOCTATOYHOCTA MAaTEpPUATIOB U CBEACHUM,
COIEpKAIIUXCS B 3asABICHUSIX O PETUCTPAlMAd U DJKCOEpPTU3E U JOKYMEHTax
PErMCTPALIMOHHOTO J0ChE, ISl IPUHATHUS PEUICHUsI O Havalle MPOBEACHUS NHCIIEKTUPOBAHMUS
MPOU3BOJICTBA (MIPU HEOOXOIWMOCTH €ro MPOBEACHMS) WU ISl MMOATOTOBKH AKCIIEPTHOTO
3aKil0o4eHus: (Mpu OTCYTCTBUU HEOOXOJAMMOCTH TPOBEACHUS HWHCIEKTUPOBAHUSA
MPOM3BOJICTBA) YIOJHOMOYEHHBI OpraH (dKCIEepTHas opraHu3anus) pehepeHTHOTO



rocyJapcTBa HaIpaBiIseT 3asBUTENI0 COOTBETCTBYIOIIMI 3ampoc (C yKa3aHHEM Xapakrepa
3aMe4YaHui U CIOCOOOB MX YCTpaHEHHs). 3ampoc HAMpaBISETCS OJHOKPATHO CIOCOOOM,
YKa3aHHBIM B 3asBJICHUSAX O PETMCTPALUU U IKCIIEPTHU3E.

3asBuTENL 0053aH NMPEJICTABUTH OTBET Ha 3ampoc B TeueHue 60 paboyux IHEN co AHS ero
noyiyueHus. B ciyuyae HenpecTaBieHus yKa3aHHOTO OTBETA B CPOK YIIOJHOMOYEHHBIN OpraH
(3KcrepTHas opraHu3alysl) IPUHUMAET PEIIEHUE OTHOCUTEIBHO BO3MOKHOCTH PEruCTpaliu
MEIUIMHCKOIO U3/1eJIMsl HA OCHOBAHUH IOKYMEHTOB, UMEIOIUXCS B €r0 PACHOPSKEHUU.

[Ipu BBISIBJICHUM YIIOTHOMOYEHHBIM OPTaHOM (IKCIIEPTHOM OpraHu3aiueil) pedepeHTHoro
rocyJapcTBa B IPEICTABICHHBIX 3asBUTENIEM B OTBET Ha 3alpoC JOKYMEHTaX HEJJOCTOBEPHBIX
JAHHBIX WU JTOKYMEHTOB, COCTABJIECHHBIX MM COJEPKAIIUX TEKCT HA MHOCTPAHHOM SI3BIKE
0e3 3aBepeHHOT0 B YCTAaHOBJIEHHOM 3aKOHOJATEIbCTBOM pePEpeHTHOI0 TrocyAapcTBa
MOPSIJIKE NIEPEBO/IA HA PYCCKUM SI3bIK, YIIOJITHOMOUYEHHBIN OpraH (3KCIepTHas OpraHu3anus) B
TeyeHue 2 pabouyux JHEH CO JHS IOJYy4YEHHsS TaKUX JTOKYMEHTOB BpY4YaeT 3asiBUTEIIIO
coco0OM, YKa3aHHBIM B 3asBJICHUSAX O PETHCTPALIMM U SKCIEPTH3E, PEUIEHUE O BO3BpaTe
YKa3aHHBIX JTOKYMEHTOB ¢ 000CHOBaHMEM IPUYUH BO3BpaTa U COOOILEHUEM O BO3MOKHOCTH
MOBTOPHOI'O MPEJICTABICHUS 3asBUTENEM JOKYMEHTOB J0 MCTEUEHHs YKAa3aHHOTO B ad3arle
BTOPOM HAaCTOSIIETO MMyHKTa CPOKA.

29. YIOTHOMOYEHHBIN OpraH (3KCnepTHas opranusanusi) peepeHTHOro rocy1apcTaa B
TeueHue 45 pabounx JHEH Co THA MPUHATUSA UM PELICHUS O Hayaje MPOLEAYp PErUCTpaLii 1
AKCIEPTU3Bl MEAMLMHCKOTO M3AENHs OPOPMIIET 3KCIEPTHOE 3aKIIOYEHHE COTJIACHO
npunoxeHuro Ne 5 nubo B ciyyae HEOOXOAMMOCTH HPOBEAEHHUS WHCIEKTHUPOBAHUS
[IPOM3BOJICTBA IPUHUMAET PELICHUE O Hayaje IPOBEICHNs MHCIIEKTUPOBAHUS IIPOU3BOJCTBA
(Ipu ycnoBUU OTCYTCTBUA 3aMEUaHUW K JOKYMEHTaM, COAEPKAIIKUMCS B MPEICTABICHHOM
J0ChE, WIM YCTPAaHEHHUS 3aME4YaHWM, yKa3aHHBIX B 3alpOC€) U YBEIOMISET 3asABUTENS O
MPUHATOM PELICHUH ITyTEM HaIpaBJiIeHUs YBEAOMIICHUS CIIOCOOOM, YKa3aHHBIM B 3asIBICHUSIX
O PErMCTPaLiU U IKCIIEPTHU3E.

30. [lpu npuHATHM pelIeHHUs O Hayajle MHCIEKTHUPOBAHUSA MPOU3BOJACTBA
YIOJHOMOUYEHHBIM OpPraHOM (PKCHEPTHOW OpraHu3aiueil) peQepeHTHOro rocyaapcTBa
MHCIIEKTUPYIOLIAsl OpraHu3anus peepeHTHOro rocyaapcTBa MPOBOAUT MHCIEKTUPOBAHUE
MIPOU3BOJICTBA B COOTBETCTBUU ¢ TpeOOBaHMUIMU K CUCTEME MEHEKMEHTa KadyecTBa. Cpok
OpraHU3alMK U MPOBEACHUS WHCIIEKTUPOBAHUS IIPOU3BOJACTBA HE JOJDKEH B COBOKYIIHOCTH
npeBbimarh 90 pabounx AHEN CO JHS NPUHATUS YIOJIHOMOYEHHBIM OPraHOM (IKCIEPTHOM
OpraHu3alyel) PeICHNs O Ha4aJle MHCIIEKTUPOBAHUS TPOU3BOCTBA.

31. Otyer o0 pe3yapTaTax HHCIEKTUPOBAHUSA IPOU3BOJCTBA HAIPABIAETCS
MHCIEKTUPYIOIIEH OpraHu3alueld B YIOJIHOMOYEHHBIM OpraH (3KCHEPTHYIO OpTraHU3aIUIo)
pedEepeHTHOr0 TOCyAapCTBa /JIs BKIIOUEHUS B PErHMCTPALlMOHHOE JOChE U 3asABUTEIIO IO
MOYTEe 3aKa3HBIM MOYTOBBIM OTIPABICHUEM C YBEJAOMJICHHEM O BpydeHHUU JHOO B dopme
AJIEKTPOHHOI'O JOKYMEHTA, [TOANUCAHHOTO 3JEKTPOHHOM MOANUCHIO, B TeueHue 15 pabounx
IHEN CO JHS 3aBEepILICHUsS MHCIEKTUPOBAHUS Mpou3BojacTBa. IIpu 3Tom B ciiyyae eciu o



UTOraM MHCIEKTUPOBAHMS MPOU3BOJICTBA BBISIBICHBI HECOOTBETCTBUS, OTUET O PE3yJIbTaTax
MHCTIEKTUPOBAHUST TTPOU3BOJICTBA, JIOMIOJTHEHHBINH CBEICHUSIMU 00 YCTPAHEHUH BBISIBICHHBIX
HECOOTBETCTBUM, HAITPABIISIETCS MHCIIEKTUPYIOLIEH OpPraHU3alMend B YIIOJHOMOYECHHBIN OpraH
(PKCHEepTHYIO OpraHu3alurio) peepeHTHOro rocyAapcTBa B TeueHue 15 pabounx qHel nocie
MOJTYYEHHUSI OT 3asBUTENS CBEJICHUI 00 yCTpaHEHUH HECOOTBETCTBUM JIMOO CO AHS UCTECUCHUS
CPOKa, YCTAaHOBJIEHHOTO ISl UX YCTPAHEHHUS.

B caydae ecium mo utoraM HHCIEKTUPOBAHUS MPOU3BOJCTBA B JIOKYMEHTHI
PETUCTPALMOHHOTO JOChE HAa PECUCTPUPYEMOE MEAUIIMHCKOE M3/EINE BHECEHBI N3MEHEHUS,
Takue JOKYMEHThI, 0(DOPMJICHHBIE B COOTBETCTBUU C MpriokeHUeM Ne 4, HampaBistOTCS
MHCIEKTUPYIOIEH OpraHu3alueld B YIOJIHOMOYEHHBIM OpraH (SKCHEPTHYIO OpraHU3allMIo)
pedepeHTHOro rocy1apCcTBa.

32. YIOTHOMOYEHHBIN OpraH (9KCIEpTHAsI OpraHu3aius) peepeHTHOTO roCy1apcTBa B
TeueHue 15 paboumx JHEW co AHS MOJYYEHHUs OT4YeTa O pe3yJibTaTaX MHCHEKTHUPOBAHUS
MIPOU3BOACTBA 0(OPMIIIET SKCIIEPTHOE 3aKIIIOUEHHE B COOTBETCTBUU C IpriioxkeHueM Ne 5 k
HactosimuM [IpaBunam.

33. BriBo/IBI, COAEpIKAIIMECS B SKCIIEPTHOM 3aKJIIOUEHUH, JOJIKHBI ObITh OJTHO3HAYHBIMU
Y TIOHSATHBIMH.

34. OcHOBaHMSIMH JJIsi BBIHECEHHUS YMOJIHOMOYEHHBIM OpPraHoM (3KCHEpPTHOU
opranm3ainuei) peepeHTHOro TocyJaapcTBa 3aKIIYEHUS 00 OTKa3ze B PETUCTPAIUU
MEIULUHCKOTO U3IENUS SBIISIOTCSA:

a) HEMOJTBEPXKJCHUE COOTBETCTBYIOUIMMU MaTepualaMud U CBEJICHUIMH,
COJIEPXAIIMMUCS B PETUCTPALIMOHHOM JIOChe, KauecTBa, U (i) 3¢HEeKTUBHOCTH, U (UIIN)
0€30MacHOCTH MEIMLIMHCKOTO U3EIINs;

0) mpeBbIIIEHHE pUCKA MPUUYUHEHUS Bpela 3J0POBBIO T'pakJAaH U MEIUIIMHCKHUX
pPabOTHUKOB BCIEJCTBUE MPUMEHEHUS METUIMHCKOro u3aenus Hal 3G()EKTUBHOCTBIO €ro
MIPUMEHEHUS;

B) BBISBJICHUE MPU OCYIIECTBICHUU YIOJHOMOUYEHHBIMU OpraHaMH TOCYJapCTBEHHOTO
KOHTPOJIsA (Hama3opa) 3a oOpalleHueM METUIMHCKHX H3JCIHI HEJIOCTOBEPHBIX JAaHHBIX 00
3¢ (PEeKTUBHOCTU U 6E30MACHOCTH MEAMIIMHCKOTO M3/ENUsS U UX HECOOTBETCTBUE JAHHBIM O
MEJIUIIMHCKOM U3JEJINH, COJIEPKAITUMCS B JOKYMEHTaX PErUCTPALIMOHHOTO I0ChE.

35. B ciiyyae eciii 3KCIEPTHOE 3aKIIOUEHHE OTHOCUTEIBbHO BO3MOKHOCTH PETUCTPALINU
MEJIUIIMHCKOTO U3JEIus SIBJISAETCS OTPULIATENILHBIM, YIIOJTHOMOUYEHHBIN OpraH (dKcHepTHas
opranuzanus) B TeueHue 10 pabouux aHew co nHS odopmiieHHs (MTOIYUYEHUs) IKCIIEPTHOTO
3aKJIFOYEHUs] TTPUHUMAET pelieHrue 00 OTKa3e B PETHCTpallud MEIUIIMHCKOTO HU3Jeus,
o(OpMIIIET U BBIJIACT 3aABUTEIIO CIIOCOOOM, YKAa3aHHBIM B 3asBJICHUSIX O PETUCTPALUUA U
AKCIEpPTHU3€E, YBEJAOMIIEHHE 00 OTKa3e B PErucTpalvd MEIUIMHCKOTO U3AeIus C
000CHOBaHUEM IMPUYUH OTKa3a U MPWIOKEHUEM K HEMY KOIHMHU SKCIEPTHOIO 3aKIIOUCHUS
YIOJIHOMOYEHHOTO OpraHa (3KCIEepTHON opraHu3alun) pepepeHTHOr0 rocyJapCTBa.



36. B ciyuae eciy 9KCIEPTHOE 3aKIFOYEHHE OTHOCUTEIBHO BO3MOYKHOCTH PETHCTPALUN
MEIUIMHCKOTO U3JENHS SBISETCA MOJOKUTEIbHBIM, YIIOJTHOMOYEHHBIN Oprad (3KcrepTHast
opranmsaiysi) pe)epeHTHOro rocyapcTBa B TedeHue 5 pabounx IHel co THs odopmiieHus
HKCIIEPTHOTO 3aKIIOYEHUS pa3MeIaeT B CBOe MHPOPMAIIMOHHON CUCTEME PErCTPAllMOHHOE
J0ChE M 3TO IKCIEPTHOE 3aKIIOUCHHE M YBEJOMIISIET 3asBHUTENSI O HEOOXOIUMOCTH
IpeACTaBICHUs KOMUM JOKYMEHTOB 00 OIulaTe MPOUEAYphl COrIacOBaHUS IKCIEPTHOTO
3aKJII0YEHUS B rOCy1apcTBe (TOCyAapcTBax) Npu3HaHus B TeueHue 30 KaJeHJapHbIX AHEH co
JTHSI HATIPABJICHUS] TAKOTO YBEJAOMIICHHUS 3asIBUTEIIO CIIOCOOOM, YKa3aHHBIM B 3aSBJICHHSIX O
pErucTpaluy 1 HKCIEePTU3E.

37. 3adBUTENb YBEAOMJISIET YIIOJIHOMOYEHHBIE OpraHbl (3KCHEPTHBIE OpPraHU3aLIMH)
pedepeHTHOTrO rocyaapcTBa U rocyapcTBa (rocyaapcTB) MpU3HaHUs 00 OIIaTe MPOLEIyp
COTJIACOBAHMS B CPOK, YCTAHOBJIEHHBIN MyHKTOM 36 HacTosimux [IpaBui.

38. CornacoBaHue >KCIEPTHOIO 3aKIIOUCHHS SIBISETCS OCHOBAHHMEM JJIsi IPUHSATHUS
PELIEHHS O PErUCTPALMH MEIUIIMHCKOTO U3/IETUs B TOCYIapCTBE MPU3HAHUS U O(hopMIIsIETCS
YIOJHOMOYEHHBIM OpPraHOM (PKCIIEPTHOM OpraHu3aIleil) rocyaapcTa npu3Hanus B popme
3aKJIIOYEHUS O TOJITBEPKACHUM COIIaCOBaHUs (HECOTIACOBaHUs) SKCIEPTHOIO 3AKIIOYEHUS
COTJIacHO mpuiiokeHuto Ne 6 (manee — MOATBEPKICHUE COTJacOBaHUs (HECOTJIACOBAHUA)
AKCIIEPTHOTO 3aKJIFOUEHHUS).

39. CornacoBaHue 3KCIEPTHOTO 3aKIIOUYEHHS YIIOJTHOMOYEHHBIM OPraHOM (3KCIIEPTHOM
opraHu3zaieii) rocyjapcTBa MpU3HaHUs OCYIIECTBISIETCA B COOTBETCTBUM ¢ pazzaenioMm [II
Hacrosamux [Ipasuir.

40. ITpu ycnoBUU OTCYTCTBUSI PAa3HOINIACHN MEXIy pe@epeHTHBIM rOCyIapCTBOM U
rocyJapcTBOM (roCyJapcTBaMu) IMPU3HAHUSA B OTHOIIEHUU COIJIACOBAHUS 3KCIEPTHOIO
3aKJIIOYEHUS YMOJHOMOUYCHHBIM oOpraH (dKcmepTHas oOpraHu3amnusi) pedepeHTHOro
rocyAapcTBa:

a) B TeueHue 10 pabouux THEW CO JHS MOJYYEHUS OT BCEX YIMOTHOMOUYEHHBIX OPTaHOB (
AKCHEPTHBIX OpraHMu3alMil) TOCYIapCTB NpPU3HAHUS MOATBEPKICHUS COTJIACOBAHUS
SKCIEPTHOrO 3aKJIIOUYECHUs JUOO €O [HS MCTEYEHHS CpPOKa, YCTAHOBJIEHHOIO JJIs
IpeIoCTaBICHUS TOCYAapCTBAMH MPU3HAHUS YKA3aHHOTO MOATBEPKACHUS (TIPU YCIOBUHU, YTO
3asiBUTENEM OBUIM MPEJICTABICHBI B YIIOJHOMOUYEHHBIH OpPraH (3KCHEPTHYIO OpraHU3aluIo)
pedepeHTHOro ToCyJapcTBa KOMUU JTIOKYMEHTOB 00 OIUIaTe MpOLEeayphbl COrIacOBaHUS
AKCIEPTHOIO 3aKJIOUEHHS] B TOCyAapCTBax MPU3HAHUSA U NEPEBOAOB SKCIUTYyaTAlMOHHOTO
JOKYMEHTa WM UHCTPYKIUHU MO MPUMEHEHUIO MEIUIIMHCKOTO W3JENHs, PYKOBOJCTBA IO
CEpPBUCHOMY OOCITY’KMBAHHIO U TEKCTa MApPKUPOBKHU Ha TOCYJIAPCTBEHHBIE SI3bIKH TOCYIAPCTB
MpU3HAHUS (MPU HEOOXOJIUMOCTH)), PUHUMAET PEIICHUE O PETUCTPAIUU MEIUITUHCKOTO
U3JIeTUsl U pa3MelllaeT B €MHOM PEeecTpe MEIUIMHCKUX U3JIeTUH, 3apEeruCTPUPOBAHHBIX B
pamkax Coro3a, CBEJAEHHsS O MEIMIIMHCKOM W3JENuM, NpenycMoTrpeHHsle Ilopsakom
(dbopMHpoOBaHUA U BeJIeHU UHPOPMAITMOHHOM CUCTEMBI;



0) B Teuenue 10 pabounx qHEH CO THS MPUHATHUS PEIICHUS O PETUCTPAIIMN MEIUIIMHCKOTO
u3zienusi opopMIISIET U BbIIAET 3asBUTENIO CITIOCOOOM, YKa3aHHBIM B 3asIBJICHUH O TPOBEJACHUU
pPErUCTpallMi MEIULIMHCKOTO W3JENUs, PETUCTPALMOHHOE YIOCTOBEPEHHUE U MPUITIOKEHHUE K
HEMY.

41. HecormnacoBaHue 3KCIEPTHOTO 3aKIOYEHUST YIIOJIHOMOYEHHOTO opraHa (3KCIepTHOM
opraHu3aiuu) pe@epeHTHOro rocyiapcTBa B OJHOM M3 TOCYJApCTB MPU3HAHUS SIBISETCS
OCHOBaHUEM U1 OTKa3a B PETUCTpPAlUd MEAUIMHCKOrO W3JAENHS Ha TEPPUTOPHHU ITOTO
rocyJ1apcTBa MPU3HAHUS.

42. B ciydae Hanmuuus rocyaapcTBa (TOCyIapCTB) MPU3HAHUS, YHOJHOMOYEHHBIM
OpraHoM (3KCHEPTHON OpraHU3alMeil) KOTOPOro 3KCIEPTHOE 3aKJIIOUYEHHE HE COTJIacOBAHO,
YIOJIHOMOYEHHBIN OpraH (3KCHEpTHAsl OpraHu3aius) peepeHTHOro TocyAapcTBa B TEUEHUE
10 paboumx MHEW CO THSA MOJYYCHHUS OT BCEX YIOJHOMOUYCHHBIX OPTaHOB (PKCIEPTHBIX
OopraHu3aluil) rocylapcTB MPU3HAHUS MOJTBEPKICHUS COTJIACOBaHUs (HECOTJIaCOBAHMS)
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
npu3HaHus (IpU HEOOXOAMMOCTH)), C YYETOM XapaKTepa BBISBICHHBIX 3aMe4YaHU
BBITIOJTHSIET OJTHO U3 CIEAYIOIIUX JACUCTBUI:

a) HaIpaBJISIET 3asIBUTENIO YBEJOMIIEHHE O HEOOXOJMMOCTH COTJIaCOBaHUs OOpaIlleHUs B
KoHCynbTaTUBHBIN KOMUTET AJISI YPETYJIUPOBAHUS PA3HOIIACUN B OTHOLIEHUH COTJIaCOBAHUS
HKCIIEPTHOTO 3aKJIIOYEHUS C MPUIOKEHUEM KOMHUU (KOMHUI) MOATBEPKIACHUS cOrjacoBaHus (
HECOTJIACOBAaHMS) SKCIEPTHOrO 3akitoyeHus. [Ipu OTCyTCTBUM OTBETa 3asABUTENS 110
ucreueHuu 15 pabouyux AHEW cO JHA MOJYYEHHUS] COOTBETCTBYIOLIETO YBEIOMJIICHUS
oOpamenue B KoHCynbTaTUBHBIN KOMUTET CUMTAETCSI HECOTJIACOBAHHBIM;

0) B ciydae corjiacus ¢ BBIBOJAMH YIIOJTHOMOYEHHOTO OpraHa (3KCIepTHON OpraHu3aliun)
rocyJlapcTBa MpPU3HAHHUS O HEBO3MOXKHOCTH PETUCTPALMU MEIULMHCKOTO U3AENIHs
NpPUHUMAET pellleHre 00 OTKa3e B PErucTpanuu MeAUIMHCKOro u3aenus. B sTom ciydae
YIOJIHOMOYEHHBIN OpraH (3KCHEpTHAsl OpraHu3alys) peepeHTHOro ToCyAapCTBa B TEUEHUE
10 pabouux AHEH CO JTHS MPUHATHS PEIICHUs] 00 OTKa3e B PETUCTPALUM MEIUIIMHCKOTO
u3aenuss oGopMIIIeT U BbIJAET 3asBUTENIO CIOCOOOM, YKa3aHHBIM B 3asBICHUIX O
pErHCTpalliy U DKCIIEPTU3E, YBEAOMIIEHHE 00 OTKa3€ B PErUCTpaIlMi MEAULIMHCKOTO 31U
(c o0ocHOBaHMEM MPUYUH OTKa3a U MPUIOKEHUEM K HEMY KOIHM KCIEPTHOTO 3aKII0YEHUS
Y TIOJITBEPKACHUS HECOTIIACOBAHMS SKCIIEPTHOTO 3aKIIFOUEHUS).

43. YIOTHOMOYEHHBIN OpraH (3KCHepTHasi opranusaius) peepeHTHOro rocy1apcTaa B
TeyeHue 3 pabouyux JAHEW cO JAHS MOJYyYEHHs OTBETA OT 3asABUTEIII OTHOCUTEIBHO OOpaIleHus



B KOHCYJIbTaTUBHBIN KOMUTET JJI YPETYJIUPOBAHUS PA3HOIIACUN B OTHOIIIEHUH SKCIIEPTHOTO
3aKJTIOUCHHUS:

a) obpamaercs B KOHCYIbTaTUBHBIN KOMHTET B COOTBETCTBHUU ¢ pasnuesioM IV HacTosmux
[TpaBui (B cirydae corimacoBaHus 3asiBUTeNeM oOpaiieHusi B KOHCYJIbTaTUBHBIN KOMUTET);

0) IpUHHMAET pPElIeHHEe O PETUCTpPAllMUd MEAUIMHCKOTO M3JeNius 0e3 yKa3aHus B
pPEeTUCTPAllMOHHOM  yJOCTOBEPEHHH  TocyaapcTBa  (rocyJapcTB)  MpPU3HAHUSA,
YIIOJTHOMOYEHHBIM OpPraHoM (PKCHEPTHOM oOpraHu3aluei) KOTOPOro HE COTrjacoBaHO
AKCIEPTHOE 3akiiodyeHue (B Ciydae HECOTJIaCOBaHUsS 3asBUTEJIEM oOOpalieHus B
KoncynpratuBHabiii komuter). B 3TOM ciydae ymoJHOMOYEHHBINM opraH (dKcCHepTHas
opranm3amnus) pedepeHTHOTrO rocyaapcTsa B reueHue 10 paboumx HHEH CO THS TPUHATHS
pEIIeHUs O PETUCTPAIIUU METUIIMHCKOTO U3EIHS:

pa3MeniaeT B €AMHOM peecTpe MEIUIIMHCKUX U3JENINM, 3apeTUCTPUPOBAHHBIX B paMKax
Coro3a, cBeZIcHUs 0 MEIUIIMHCKOM M3JIeTnH, peaycMoTpeHHbie [lopsakom popmupoBanus u
BeJICHUS UH(OOPMALIMOHHOW CUCTEMBI,

odopMIISeT U BBIIACT 3aABUTEIIO CIIOCOOOM, YKa3aHHBIM B 3asBJICHUM O MPOBEACHUU
perucTpaluu MEAUIMHCKOTO U3JEIUsl, PErUCTPAIMOHHOE YAOCTOBEPEHUE U MPUIIOKEHUE K
HEMY.

III. IIponenmypa coriacoBaHHs SKCHEPTHOTO 3aKIFOYCHAA

44. TIpouenypa coriiacoBaHusl 3KCIIEPTHOIO 3aKJIFOYEHUS OCYILIECTBIISIETCS B OTHOILIEHUHT
AKCIIEPTHOTO 3aKIII0UEHHUsI, 0(OPMIIEHHOTO B paMKax CJIEIYIOLUX MPOLEAyp:
a) OpoLeAYPbl PETUCTPAIIMU U IKCHEPTU3BI METUIIMHCKOTO U3/ICNIHUSI B COOTBETCTBUU C
pazaeniom Il Hacrosiux [TpaBu;

0) mpoueaypa BHECEHHUS] U3MEHEHUN B PErMCTPAlMOHHOE JI0Che B COOTBETCTBHH C
pazaenom V Hactosmux [IpaBu;

B) MpOlieaypa COrJacOBAHUS 3KCIEPTHOTO 3aKIIOYEHHUS Ha 3apEeruCTPUPOBAHHOE
MEIUIMHCKOE U3JEIME B COOTBETCTBUH C pazaenoM VIII mactosmux [Ipasuo.

45. 3asBUTENb B CPOK, COTJIACOBAHHBIA C YIMOJTHOMOUYEHHBIM OPraHoM (PKCIEPTHOU
OpraHu3alKei) rocy1apcTBa MPU3HAHUS U HE TIPEBBIMIAIONINNA CPOK, YKa3aHHBIN B myHKTE 50
Hactosiux [IpaBui, obecnieunBaeT NpecTaBIeHUE YIOJTHOMOUYEHHOMY Oprany (3KCIepTHOU
OpraHu3anuu) pedepeHTHOro TrocyJapcTBa W TOCyAapcTBa NPU3HAHUS MEPEBOJIOB
AKCIUTYaTallMOHHOTO JOKYMEHTA WJIM MHCTPYKUIHUH 1O IPUMEHEHUIO MEIUIIUHCKOTO U3/IEIIHs,
PYKOBOJICTBA MO CEPBUCHOMY OOCIYKHUBAHUIO M TEKCTa MAPKUPOBKHU HA TOCYJAPCTBEHHBIN
A3bIK TOCYJapCcTBa TpU3HAHHUS (MPU HAJIWYUM COOTBETCTBYIOIIUX TpeOOBaHUI B
3aKOHOJATENbCTBE TOCYIAPCTBA TPU3HAHUSA).

46. Ilpu mpoBeaeHUU NOPOUEAYPHl COTJIACOBAHMSI SKCHEPTHOTO 3aAKIIOYCHUS
YIOJTHOMOYEHHBIN OpraH (9KCIEepTHAs OpraHu3alius) rocyJapcTBa MPU3HAHUS MPOBOIUT
OIICHKY TMOJHOTHI U JOCTATOYHOCTH JAHHBIX, MOATBEPKIAIOIINX 0€30MacHOCTh, KaueCTBO U
3¢ (PEeKTUBHOCTH MEIUIIMHCKOTO W3NS, MPABHIBHOCTH IMEPEBOJIa SKCIUTYaTallHOHHOTO



JOKYMEHTa WM UHCTPYKIUHU MO MPUMEHEHUIO MEIUIIMHCKOTO U3JENHs, PYKOBOJCTBA IO
CEPBUCHOMY OOCTY>KMBAaHUIO U TEKCTa MAPKUPOBKHU HA TOCYAapPCTBEHHBIN SI3BIK TOCYapCTBa
npu3HaHUs (MIPU HEOOXOTUMOCTH).

47. Ilpu HEOOXOJUMOCTHU YIOJHOMOYEHHBIE OpraHbl (PKCIEPTHBIC OPTaHU3aIINH)
roCyJ1IapCTB MPU3HAHMS MOTYT HANpPaBJISATh C MCIOJIB30BAHUEM CPEACTB MHTETPUPOBAHHOU
uHpopmarnmonHot cuctemsl Coro3a (najee — UWHTErpUpOBaHHAs CHUCTEMA) B
YIOJIHOMOYEHHBIN OpraH (3KCIEPTHYIO OpPraHu3alMio) pedepeHTHOro rocylapcTBa CBOM
3aMeYaHusl ¥ MPEAJIOKEHHUS 10 OPOPMIIEHUS STUM YIIOJTHOMOYEHHBIM OPraHOM (IKCIEPTHOM
OpraHu3alyen) SKCIEPTHOrO 3aKIIIOUEHHUS.

48. B xozxe corimacoBaHHsl 3KCIEPTHOrO 3aKJIIOYEHHUS YNOJHOMOYEHHbIE OpraHbl (
AKCTIEPTHBIC OPTaHU3alUK) TOCYAPCTB-YWICHOB MOTYT B3aUMO/JICHCTBOBATH APYT C IPYTOM B
LETSAX YPEeryJIUpOBaHUS BOSHUKAIOIIUX BOIIPOCOB.

49. B caydae Hanu4us pa3zHOTJIacUd MeXIy pedepeHTHBIM TOCyAapCTBOM U
rocy1apcTBOM (TOCyJapCTBaMM) MpPU3HAHMUS B OTHOIIEHUHM COTJIACOBAHUS JKCIEPTHOTO
3aKJIIOYEHUS YMOJHOMOUYEHHBIM oOprad (dKcmepTHas opraHu3amusi) pedepeHTHOro
rocyjapctBa MNPUHUMAET pEIIEHWEe Ha OCHOBAaHUU OKCHEPTHOTO 3aKIIOUYCHUS U
MOATBEPKIACHUS HECOTIACOBAHMS SKCIIEPTHOIO 3aKJIIOUYECHUS, B TOM YUCJIE C YYETOM UTOrOB
yperyJupoBaHus pa3HOIIACHA B OTHOIIEHUM COTJIACOBAHUSI APKCIEPTHOTO 3aKIIOUYCHHS B
pamkax KoncynbraTuBHOr0o KoMuTeTa (B ciiyyae oOpamieHus B KoHCyIbTaTUBHBIM KOMUTET).

50. YnorHOMOUYEHHBIH OpraH (KCIEpTHasl OpraHu3alus) rocy1apcrBa MPU3HAHUS
paccMaTpuBaeT dKCHEPTHOE 3akiatoueHue B TeueHue 30 pabouux HEH, UCUUCISAEMBIX OT
OJIHOM M3 CJIEAYIOIIUX /IaT:

MpU MPOBEJACHUU MPOLEAYP PETUCTPALMHU U SKCIEPTU3BI MEIUIIMHCKOTO U3JETUs — C
JaThl TIOCTYIUJICHUSI B YIIOJITHOMOYEHHBIE OPTaHbl (IKCIIEPTHBIE OpTaHU3aIun) pedhepeHTHOTO
rocyJlapcTBa M rocyaapcta (rocyaapcTB) NpU3HAHUS YBEJOMJIEHUS 00 OIjiaTe Mpoleayp
COTJIACOBAHMUSL;

IIPU MPOBEJICHUH TIPOIIEAYPbl BHECEHUS] U3MEHEHHI B PETUCTPAIIMOHHOE JOChE — C JIaThl
pa3MemieHus YIOJTHOMOUYCHHBIM OpraHoOM (IKCIEPTHOW opraHusamuei) pedepeHTHOTro
rocyzapcTsa B cBoed MH(OPMAIMOHHOM CHCTEME PErUCTPALMOHHOIO JIOChE, COJIEPKAILETO
3asBJICHUE O BHECEHUU U3MEHEHUM B PETUCTPALIMOHHOE JIOCKE;

Ipyd TPOBEICHUU MPOIEAYpPbl COTJACOBAHMUS JKCHEPTHOTO 3aKIIOUYEHUS Ha
3apErUCTPUPOBAHHOE MEIUIIMHCKOE H3JIeNINe — C JaThl pa3MEIIEHUs] YIMOJHOMOUYECHHBIM
opraHoM (PKCHepTHOW opranusanuei) pedepeHTHOro rocyaapcTBa B CBOEH
MHQOPMAIMOHHONW CHUCTEME PETUCTPAIMOHHOIO JOChE, COAEPXKAIIero 3asBICHHUE O
MIPOBEJICHUH COTJIACOBAHMSI HKCIIEPTHOTO 3aKIIOUYEHHUS HA 3apETUCTPUPOBAHHOE MEAUIIMHCKOE
u3JIene.

[Ipu 3TOM yCIOBHEM HUCUUCIICHUS YKAa3aHHOTO CpOKa SIBJISICTCS HaJIMYKME Ha CUETe
YIOJHOMOYEHHOT'0 OpraHa (3KCIEePTHON OpraHu3allii) TocyAapcTBa MPU3HAHUS JEHEKHBIX



CpPEICTB, MOCTYIUBIIUX B PE3yJIbTAaTE€ OIUIATHl 3asBUTEJIEM IPOLEAYPHl COTJIACOBAHUS
AKCIIEPTHOTO 3aKJIFOUEHHSI B TOCYIapCTBE MPU3HAHUS B MIOJTHOM O00OBbEME.

51. 1o pe3ynbTraram pacCMOTPEHUS SKCIEPTHOTO 3aKJIIOUEHUS YIIOTHOMOUYEHHBIN opraH (
AKCIIEpTHAsE OpraHU3allks) roCy/1apcTBa MPU3HAHUS HAMPABIIAET B YIOJIHOMOYEHHBIA Opra (
HKCIIEPTHYIO OpraHu3alrio) pedepeHTHOro TOCyAapcTBa MOATBEPKICHUE COTIAcCOBaHUS (
HECOTJIaCOBAHUs) SKCIEPTHOTO 3aKIItoueHus (C 000CHOBAaHMEM) C UCIOJIB30BAHUEM CPEJ/ICTB
WHTETPUPOBAHHOM CHCTEMBI (B TOM 4YHCIE MOATBEPKICHHUE MNPABUIBHOCTH IEpeBOAa
AKCIUTyaTallMOHHOTO JJOKYMEHTA WJIA UHCTPYKIMHU MO TPUMEHEHUIO MEAULIMHCKOTO U3ETHs,
PYKOBOJICTBA MO CEPBUCHOMY OOCIY>KMBAHHUIO U TEKCTAa MapKHUPOBKH Ha TOCYJapCTBEHHBIE
S3bIKA F'OCYIAPCTB MPHU3HAHUS B COOTBETCTBUH C 3aKOHOJIaTEIILCTBOM T'OCYAapCTB-YJICHOB).

52. B ciiydyae HempeaCTaBJIEHHS TOCYIapCTBOM IPHU3HAHMS MOATBEPKIACHUS
coryiacoBaHusi (HECOTrJacOBaHUs) SKCIEPTHOTO 3aKIIOYEHUS] B CPOK, YCTaHOBJICHHBIN
nyHKTOM 50 HacTosuux [IpaBui, 3KCIEPTHOE 3aKIIOUEHUE CUUTAETCS COTJIACOBAHHBIM IIPHU
YCJIOBHH, YTO 3asiBUTEJIEM ObUIM MPEJICTABIICHBl B YIIOJHOMOYEHHBIE OPraHbl (3KCIEPTHBIE
opranuzaiuu) pedepeHTHOTO TOoCcylapcTBa M TOCyJapcTBa MPU3HAHUS TEPEBOJIBI
AKCIULYaTallMOHHOTO JOKYMEHTA WJIM MHCTPYKIHUH 1O IPUMEHEHUIO MEIUIIMHCKOTO U3/IEIIHS,
PYKOBOJICTBA IO CEPBUCHOMY OOCIIY>KMBAHHIO U TEKCTa MapKUPOBKU Ha TOCYJIapCTBEHHBIN
A3bIK TOCYJapCTBa NpHU3HAaHHUS (MPU HAJIUYUM COOTBETCTBYIOIIUX TpeOOBaHHUI B
3aKOHOJATENbCTBE FOCY/1apCTBA MPU3HAHUS ).

53. B pamMkax npoueayp perucTpauydd U 3KCHEPTHU3bl MEAULMHCKOTO U3AEIUS B
coorBeTrcTBUU € pasgenoMm Il macrosmux [IpaBunm ocHOBaHHMSIMM TSI HECOTJIACOBAHMS
roCyJ1apCTBOM IMPU3HAHUS SKCIIEPTHOTO 3aKIFOUCHHUS SBIISIOTCS:

a) OCHOBaHUs, IPEyCMOTPEHHbIE MYHKTOM 34 Hactosmux [IpaBu;

0) HempecTaBICHUE 3as8BUTEIEM B COTIACOBAHHBIN CPOK MEPEeBOJIa IKCILTYyaTallMOHHOT O
NOKYMEHTA WM WHCTPYKLMHU IO NMPUMEHEHUIO MEIUIMHCKOTO M3AENHS, PYKOBOJCTBA IO
CEPBUCHOMY OOCITY>KHBAHHIO U TEKCTa MApPKUPOBKHU Ha TOCYJIAPCTBEHHBIN S3bIK TOCYIapCTBA
npu3HaHus (Ipu HEOOXOIUMOCTH);

B) OTCYTCTBHE Ha CYETE YIOJHOMOYEHHOr0 OpraHa (3KCHEPTHOW OpraHU3aIUH)
rocyapcTBa IMpPHU3HAHUS JEHEXKHBIX CPEICTB, IMOCTYNUBIIMX B pE3yJbTaTe OILIATHI
3asIBUTEJIEM MPOLEAYPHI COINIACOBAHUS SKCIIEPTHOTO 3aKJIIOUEHHS B TIOJTHOM O0BEME.

54. B pamMmkax mpoueaypbl COrJacOBaHUsS OJKCIIEPTHOrO 3aKJIIYEHUS Ha
3apETUCTPUPOBAHHOE MEIUIUHCKOE U3JIENUE B COOTBETCTBUU C paznuenom VIII HacTosmmx
[IpaBun oOcCHOBaHHMSMHM I HECOIVIACOBAaHUS TIOCYIApCTBOM IMPU3HAHUSA SKCIEPTHOTO
3aKJIFOUEHHUS SBIIIOTCS OCHOBAHMS, IPENYCMOTPEHHBIE MyHKTOM 34 HacTosuux [Ipasui.

55. B pamMkax mpoueaypbl BHECEHUsS HU3MEHEHHUM B PETUCTPALMOHHOE JI0ChE B
COOTBETCTBUM C pazfaenoM V Hactosmux [IpaBui OCHOBaHMSIMHM Uil HECOTJIACOBAHUS
roCyJIapCTBOM IPU3HAHUS DKCIIEPTHOTO 3aKIIOUYCHHUS SABIIIOTCS:

a) OCHOBaHUs, IPEYCMOTPEHHBIE MYHKTOM 79 Hactosiuux [IpaBun;



0) OTCYTCTBHE IIE€PEBOJIOB JKCILUIYaTAIlMOHHOTO TOKYMEHTA WJIM WHCTPYKIIUU 10
MPUMEHCHHUIO MEIUIIMHCKOTO H3JEIHsI, PYKOBOJICTBA MO CEPBUCHOMY OOCIY)KHBAHUIO U
TEKCTa MapKHPOBKM Ha TOCYJapCTBCHHBIM S3BIK TOCYyJapcTBa MpH3HAHUSA (MpHU
HEOOXOIUMOCTH).

IV. VYperymmpoBaaue pa3HOI/IaCHHi B OTHOIICHWH COIJIACOBAaHUA SKCIIGPTHOI'O 3aKIIO9CHUS

56. Ilpu OTCYTCTBHH KOHCEHCYCa 10 BOMPOCY COTJIACOBAaHMS SKCIEPTHOTO 3aKIHOUYEHHUS,
O0(OPMJIEHHOTO B paMKax MPOLEAYP PETUCTPALMU U SKCHEPTU3bl MEIAULIUHCKOTO U3ENHS B
cooTrBeTcTBUM C paszaenoMm Il Hacrosmmx IlpaBui, yperynupoBaHue pasHOTIIACHUN
OCYLIECTBJISIETCS MyTEM OOpaIlleHUs YIOJHOMOYEHHOIO OpraHa (3KCIEepTHOW OpraHu3alium)
pedepeHTHOro rocynapctsa B KoHCYy/IbTaTUBHBIN KOMUTET.

57. YoIHOMOYEHHBIN OpraH (3KCIepTHast opraHu3aiys) peepeHTHOro rocyaapcrna mno
COTJIACOBAHUIO C 3asiBUTENIeM HampaBisieT B KOHCYJNbTaTUBHBIA KOMUTET 3asiBICHUE O
HEOOXOJIMMOCTH PACCMOTPEHHSI pa3Horjacuil (C ykKa3aHUEM CBEICHUH O NpeaMmere
pa3Horjacuii U 00 UTOrax MPOBEJECHHBIX MEPEroBOpOB M KoHcyidbTauuil). K 3asBieHuro
MOTYT TIpWJIarathcs JIIOObIE MaTepHalibl, 0OOCHOBBIBAIOIINE MO3UIMIO YIIOIHOMOUYEHHOTO
opraHa (PKCHEepTHOU OpraHu3aiu) peepeHTHOTO roCyIapcTBa Mo MPEeMETY pa3HOIIaCHil.

58. Ilocnme monydeHHWs 3asBICHUS U NPUIAraeMbIX K HEMY MaTE€pHalioB OT
YIOJTHOMOUYEHHOT'O OpraHa (PKCHEpPTHOW oOpraHu3ainuu) pedepeHTHOro rocyjaapcrBa
KoHCynbTaTUBHBIA KOMUTET 3alpallliBaeT y YIOJHOMOYEHHBIX OPraHoB (PKCHEPTHBIX
OpraHu3aluii) ToCyJapCTB MPU3HAHUA MaTepHalibl, MOATBEPKAAIOUIUE UX MO3ULHUI0 IO
MPEIMETY Pa3HOTIACHI.

59. KoHCy/IbTaTUBHBI KOMUTET HAIIPABIIAECT YBEAOMIIEHUE O MPOBEACHUU 3aCEAaHUs 10
YPEryJIUPOBAHUIO PAa3HOTJIACUN YIIOJHOMOYEHHBIM OpraHaM (3KCHEPTHBIM OpraHU3alUsM)
pedepeHTHOrO TOCYIapcTBa M TOCYJApCTB TMPHU3HAHMS TIOCIE MPEACTaBICHUS WUMHU
COOTBETCTBYIOILIUX MaTEPHUAIIOB.

60. Opranuzanusi U NPOBEJCHUE 3acelaHUs MO YPEryJUpPOBAHHUIO Pa3HOTrIACHI
oOecrnieunBaroTcsi KoHCyabTaTUBHBIM KOMHUTETOM. B 3acenannu npyuHUMAIOT y4acTHE YICHbI
KoHCYNbTaTUBHOTO KOMUTETA, SIBISIONIUECS MPEACTABUTEISIMU YIOJHOMOYEHHBIX OPraHoOB (
AKCHEPTHBIX opraHuzanuit). [Ipm HE0OXOAUMOCTH TO MNPEATIOKEHUIO YITOJTHOMOYEHHBIX
OpPraHoB JUIS ydYacTHUs B PAacCMOTPEHUH OOCYXJAAaeMOTOo B paMKax 3acelaHusd
KoHCYy/bTaTUBHOIO KOMHUTETA BOIIPOCA MOTYT IMPUIIAIIAThCA MPEICTABUTENN OPTraHU3aUil
3/IpaBOOXPaHEHUs], SKCIIEPTHBIX OPraHU3alUid, TPOU3BOIUTENS U APYTHE CIICLIUATIUCTHI.

61. ITo utoram 3acenanusi KOHCyIbTaTUBHOTO KOMHUTETA IPUHUMAETCS PEILICHHE, KOTOPOE
HOCHUT PEKOMEHJIaTEIbHBIN XapaKTep.

62. Cpok yperyJadpoBaHMsl pa3HOIJIACHl B OTHOIICHUU COTJIACOBAHUSA SKCIIEPTHOIO
3aKJIIOYEHUS He JOoJbKeH npeBblmath 30 paboyux JHEH co [AHSA HalpaBICHUS
YHIOJHOMOYEHHBIM OpPraHOM (PKCIIEPTHOW opraHu3anuen) pedepeHTHOro rocyaapcrsa B
KoHCynbTaTUBHBIN KOMUTET COOTBETCTBYIOILETO 3aBJICHUS U MAaTEPUAIIOB.



63. B Teuenue 3 paboumx JHEH cO AHA TOTYy4YEHHS NPOTOKOJIA 3aceTaHUs
KoHCcynbTaTUBHOTO KOMUTETA MO YPETYJIMPOBAHUIO PA3HOIIACHI YITOJIHOMOYEHHBIA OpraH (
9KCIIEpTHAsE opraHuzanus) pedepeHTHOro rocynapcTBa Ha OCHOBAHMM PEKOMEHIAIUN
KoHCy/bTaTUBHOTO KOMHUTETa NPUHUMAET pPEUIEHHE OTHOCUTEIbHO BO3MOXKHOCTH
perucTpauyy MEIUIUHCKOTO U3/1EITH.

64. B cnydae eciu MPUHSATOE B COOTBETCTBUHM C MYHKTOM 63 Hactosimux [IpaBuin
pelIeHUe SABISAETCS MOJOKHUTEIbHBIM, YIIOJIHOMOYEHHBIH OpraH (3KCIepTHasi OopraHu3alius)
pedepeHTHOro rocy1apcTBa B Te4eHHe 3 pabodynx JHEH CO THS ero MPUHSATHUS:

a) pa3MeIlaeT B €IMHOM PEECTPe MEIULUUHCKUX U3EIIUN, 3apETUCTPUPOBAHHBIX B paMKax
Coto3a, cBeIeHUS] O METUIIMHCKOM M3/eNuH, npeaycMoTpenHsie [lopsinkoM hopmupoBanus u
BeJIeHUS NH()OPMAITMOHHOW CUCTEMBI;

0) oopmiiieT perucTpallioOHHOE YOCTOBEPEHHUE U MPUIIOKEHUE K HEMY (C yKa3aHHEM
rocyJapCTB MpPU3HAHUS, YHOJHOMOYEHHBIMU OpraHaMu (PKCHEPTHBIMU OPTaHHU3aLMSIMU)
KOTOPBIX COTJAaCOBAHO 3KCIEPTHOE 3aKJIIOUYEHUE) W BBIIAET MX 3asBUTEIIO CIIOCOOOM,
yKa3aHHBIM B 3asIBJICHUU O MPOBEACHUH PETUCTPALIMHA MEIUIIUHCKOTO U3EINS;

B) MpPHU HAJUYUU MO UTOraMm 3aceiaHuss KoHCylIbTaTUBHOIO KOMHUTETa rocyaapcrna (
rocyJ1IapcTB) NMPU3HAHUS, YIIOJTHOMOUYEHHBIM OPraHOM (3KCIIEPTHOM OpPraHU3alNeil) KOTOPOro
HE COIIACOBAHO HKCIEPTHOE 3aKIIOYEHUE, HAMPABIIAET 3asIBUTENIO CIIOCOOOM, YKAa3aHHBIM B
3asBJIEHUSX O PETrUCTpalMd W DSKCHEPTU3E, YBEAOMJIIEHHME O MPUHATOM pEIICHUU
YIOJHOMOYEHHOTO OpraHa (PKCIEpTHOM OpraHu3aluu) rocyJapctBa Mpu3HaHUS (C
MPUJIOKEHUEM KONMHUHU NOATBEPKIACHUS HECOIVIACOBAHUS SKCIEPTHOTO 3aKIIOYEHUS U
pernieHus (MpOTOKOJIbHOM 3anucu) KoHCyIbTaTUBHOTO KOMUTETA).

65. B cinydae ecnu mpUHATOE B COOTBETCTBHM C MYHKTOM 63 Hacrtosmux [IpaBui
pelIeHHEe SABISETCS OTPULATEIbHBIM, YIOJIHOMOUYECHHBIM OpraH (SKCIEpTHas OpraHu3alus)
pedepeHTHOro rocyjapcTBa B Te4eHue 3 pabouyux AHEH co JHS €ro MpUHATUSA OPOopMIISET U
BBIJIACT 3asBUTEIIO CIIOCOOOM, YKa3aHHBIM B 3asBICHHUSIX O PETUCTPALlMM M 3KCIEPTHU3E,
yBeJIOMJICHHE 00 OTKa3e B PErucTpallMi MEIUIMUHCKOro u3aenus (¢ 000CHOBaHUEM MPUYUH
OTKa3a M NPHJIOKEHUEM KOIUK 3KCHEPTHOIO 3aKJIFOUEHHUS, TOATBEPKACHHS HECOTJIACOBAHUS
AKCIIEPTHOTO 3aKIIOYEHUS U pelIeHusl (MPOTOKOJIbHOM 3anucu) KoHCYIbTaTUBHOTO KOMUTETA

).
V. Ilponeaypa BHECEHISA H3MEHEHHH B PETHCTPAIMOHHOE AOCHE

66. 3asButenp B TeueHUe 90 KaJeHAApHBIX JHEW CO JHS BHECEHHS U3MEHEHUN B
JOKYMEHTBI, COJIEpIKaINeCs] B PETUCTPALIMOHHOM J10Che, 00s13aH MHULIMUPOBATh MPOLEAYPY
BHECEHUS TAKUX U3MEHEHUH B PETUCTPAIMOHHOE JIOChE.

67. K u3MeHeHusIM B PErUCTPAllMOHHOE JOChe, TPEOYIOUIUM PETUCTpaIlid HOBOTO
MEIUIUHCKOTO U3JIEINS, OTHOCSTCS:

a) U3MEHEHUS, BICKYIHE 32 CO00H n3MeHeHne QyHKIIMOHATLHOTO Ha3HAYEHUS U (WJIH)
NPUHIIUIA IeWCTBUS MEAUIIMHCKOTO U3/IEIHS;



0) BKIIFOUEHHE CBEJICHUI O MoJeNsax (Mapkax) 3aperucTpUPOBAHHOTO MEIUITUHCKOTO
W3NS, HE COOTBETCTBYIOUIMX KPUTEPHUSIM BKIIOUYEHUS B OJIHO PErUCTPALIMOHHOE
YAOCTOBEPEHHE HECKOJBKUX MOJENel (MapoK) MEAULMHCKOTO W3JENIUs B COOTBETCTBUU C
nyHKToM 19 nactosux IIpasun;

B) U3MEHEHMS, BIIEKYIIHE 3a COOOM OJHOBPEMEHHOE HM3MEHEHHE CBEICHHUI O
IPOU3BOJUTENIE W MPOU3BOJCTBEHHON IUIONIaAKE (MPOU3BOACTBEHHBIX IUIOMIAAKAX) IO
OTHOIIICHUIO K CBEJICHUSIM, YKa3aHHBIM B PETUCTPAIMOHHOM YJOCTOBEPEHHUH, BBHIJJAHHOM B
paMKax MpOUEAyp PErUCTPAlUU M SKCHEPTU3bl MEIULIMHCKOTO U3AEIUS, 32 UCKIIOUYEHUEM
CBeJIeHu 00 OpraHu3allMOHHO-IPAaBOBOM (hopMme, aapece, peopraHu3alii, UHbIX CBEICHUH,
COJIEpIKAIMXCS B YCTaBHBIX JOKYMEHTAX.

68. B ciiyuae BHeceHUsI ”3BMEHEHUH, BIICKYIINX 33 COOOM M3MEHEHNE IKCIUTYaTal[MOHHOTO
JOKYMEHTa WM UHCTPYKIMU MO MPUMEHEHUIO MEIUIIMHCKOTO W3JAENHs, PYKOBOJCTBA IO
CEPBUCHOMY OOCIYKMBAaHHMIO U TEKCTAa MAPKUPOBKHU, B TeueHue 180 kaneHAapHBIX AHEH C
JaThl BHECEHUS 3TUX U3MEHEHUH pa3peliaeTcs BhITYCK B 0OpalleHle MEAUIIMHCKUX U3EIH,
COOTBETCTBYIOIIUX TOKYMEHTAM U CBEJICHUSIM U3 PETHCTPALIMOHHOTO JOChE /10 BHECEHHUS B
HEro u3MeHeHuiu. JlomyckaeTcss OAHOBPEMEHHBI BBIMYCK B OOpalieHue MEIMIIMHCKHUX
M3JEIUI C SKCIUTyaTallMOHHBIM JIOKYMEHTOM WJIM HMHCTPYKLIHEH 10 MPUMEHEHUIO
MEJIUIIMHCKOTO HU3JeNHs, PYKOBOJCTBOM IIO CEPBUCHOMY OOCIYKHUBAHUIO M TEKCTOM
MapKUPOBKH, COOTBETCTBYIOIIMMHU JOKYMEHTaM U CBEACHUSM U3 PETUCTPALMOHHOIO J10ChE
710 Y TIOCJI€ BHECEHUS B HETO U3MEHEHUIA.

69. IIponenypa BHECEHUSI U3BMEHEHUN B PETUCTPAIMOHHOE JOChE (32 UCKIIOUYECHHEM
U3MEHEHUH, ISl KOTOPBIX MPEAyCMOTpPEHA Mpoleypa UX BHECEHUS B YBEIOMHUTEIHbHOM
NopsiAKE) TpeOyeT MPOBENECHHS MPOLEAYPhl COINIACOBAHUSA SKCHEPTHOTO 3aKIIOUEHHS C
rocyJlapcTBaMu MPU3HAHUS, YKa3aHHBIMU B PETUCTPALMOHHOM yJAOCTOBEPEHUU, B MOPSIKE,
ycra"HoBieHHOM paszzenoM III nacrosmux Ipasu.

70. B uensix BHECEHUSI U3BMEHEHUM B PErUCTPALlMOHHOE JOChE 3aABUTEIb HAIIPABIISIET B
YIIOJTHOMOYEHHBI Opran (PKCIEPTHYI0 OpPraHu3aluioo) pe@epeHTHOro TrocyaapcTBa
CJIEIyIOIIUE JOKYMEHTBI U CBEICHUS:

a) 3asBJICHHE O BHECEHUU W3MEHEHUN B PETUCTPAIIMOHHOE J0Che (Ha OyMakKHOM
HOCHUTele U (WIM) B AJIEKTPOHHOM BHUJIE) 1O (popMe coriacHo mpuioxkeHuto Ne 7 (nmanee B
HACTOSIIIIEM pa3Jiesie — 3asiBJICHHE O BHECEHUU U3MEHEHUH);

0) Komus AOKYMEHTa, MOATBEPKAAIOIIEr0 MOJTHOMOYHUS YHNOJIHOMOYEHHOTO
MPEACTABUTEIIS IPOU3BOAUTENS (TIPU €T0 HAJTUYUN);

B) JIOKYMEHTHI U CBEJICHUSI O COOTBETCTBYIOIIUX MU3MEHECHUSIX, B TOM YUCJIE JOKYMEHTHI,
MOATBEPAKAAIONINE U3MEHEHUS U CBUJIETEIbCTBYIOLIME O TOM, YTO BHECEHUE ATUX U3MEHEHUM
HE BJIEYET 3a o000l HM3MEHEHUsI CBOMCTB U XApAKTEPUCTHK MEIUIMHCKOrO H3JeINHs,
BIUSIONIMX Ha €ro 0e30MacHOCTh, KaueCTBO U 3(PPEKTUBHOCTh, UIU COBEPILICHCTBYET €ro
CBOMCTBA M XapaKTEPUCTUKUA MPU HEU3MEHHOCTU (YHKIIMOHAJILHOTO Ha3HAYeHUsS U (WJIN)
MPUHLNINA TIEUCTBUS MEAUITUHCKOTO U3IEeINS;



I') KONUU JOKYMEHTOB, MMOJATBEPKIAIOIIUX OIUIaTy MPOLEAYpPbl BHECEHUSI U3MEHEHUH B
PEruCTpallMOHHOE J0Che B pedepeHTHOM TrocyAapcTBE U MPOUENYyphl COTJIACOBAHUS
AKCIEPTHOr0 3aKJIIOYEHHS] B TrOCyJapcTBe (rocyAapcTBax) MPU3HAHHUS, a TaKkKe BbLIAYU
PErHCTPALIMOHHOTO YIOCTOBEPEHHUS B pe(hepeHTHOM rocyiapcTe (Ipu HeOOXOAMMOCTH);

1) OPUTHHAJI PETUCTPALMOHHOTIO YAOCTOBEPEHUS (1yOsIHKaT);
€) OIHCh TOKYMEHTOB.

71. YIOTHOMOYEHHBIN OpraH (3KCHEepTHAsl OpraHu3aiusi) pe)epeHTHOro rocy1apcTaa B
TeueHue 7 pabouux THEW CO JHS MOCTYIUICHUS 3asiBICHUS O BHECEHUU MU3MEHEHUM, a TaKKe
JIOKYMEHTOB U CBEJICHUH, yKa3aHHBIX B TyHKTe 70 HacTosmux [IpaBui, mpoBOAUT MPOBEPKY
MOJTHOTBI U JOCTOBEPHOCTH COJIEPHKALIUXCS B HUX CBEJICHUM.

72. B cimydae eciu 3asBJICHHE O BHECEHUU M3MEHEHUU NMPEJCTABICHO C HAPYIICHHEM
TpeboBaHuii Hactosmux [lpaBun u (WiIM) COAEPKUT HEJOCTOBEPHBIE CBEACHUS U (UJIN)
JOKYMEHTBI U CBEICHUS, yKa3aHHble B MyHKTe 70 Hacrosmux [IpaBui, npeacraBieHbl HE B
MOJTHOM O0BEME, YIOJTHOMOYEHHBIM OpraH (3KCIEpTHas opraHusanus) pedepeHTHOro
rocyZiapcTBa B TeueHue 7 pabourx JAHEH CO JHS MOCTYIUICHUS TAKUX 3asBJICHUS, JOKYMEHTOB
Y CBEJICHUH YBEJOMIISIET 3asIBUTEIISI O HEOOXOUMOCTH YCTPAaHEHHUS BBISIBICHHBIX HApYIICHUM
U (WIKM) TPEICTaBICHUS] OTCYTCTBYIOIIUX JOKYMEHTOB B TeueHue 30 pabouux IHEH co JHs
pa3sMellleHus COOTBETCTBYIOIIEr0 yBEAOMJIEHHUS B HHGPOPMAIIMOHHOM CcHCTEMe
YIOJIHOMOYEHHOT'O OpraHa (3KCIepTHOW opraHu3anun) peepeHTHOTO rocy1apcTBa Jud0 Co
JTHSI HAITpaBJICHUS YBEAOMIICHUS 3asBUTEIIO CIIOCOOOM, YKA3aHHBIM B 3asBJICHUU O BHECEHUU
W3MEHEHUN.

73. B cnyuae ecnu mo uctedeHun 30 paGouux AHEH 3asBUTENEM HE yCTpPaHEHbI
BBISIBJICHHBIC HapylieHus W (WIM) HE MPEACTaBICHBl OTCYTCTBYIOIIHE JOKYMEHTHI,
YIIOJIHOMOYEHHBIN OpTaH (IKCHEPTHAsI OpraHu3aius) pepepeHTHOro TOCyAapCTBa B TEUCHUE
3 pabouux AHEH NMPUHUMAET PEIICHUE O BO3BpaTE 3asBJICHUS O BHECEHHHM U3MEHEHHH U
JIOKYMEHTOB (C 000CHOBaHUEM MPUYKH BO3BpATA).

74. B Teuenue 3 pabouux gHEH CO JIHS MPEACTABICHUS 3asBJICHUS O BHECCHUHU
M3MEHEHUM, IOKYMEHTOB U CBEJICHH, COOTBETCTBYIOIUX TpeOoBaHusiM HacTosux [IpaBun,
a Takxe B ciydae ycTpaHeHHs B 30-IHEBHBIH CPOK BBISABICHHBIX HapylIeHUH U (WIIH)
MpEeJICTaBICHUsI JOKYMEHTOB, COOTBETCTBYIOIIMX TpeOoBaHusiM Hactosmux [IpaBui,
YIOJHOMOYEHHBIN opraH (dKCrepTHas opraHu3aius) peepeHTHOro rocyaapcTBa MPUHUMAET
peuieHre O Hayajle MpOUEAypbl BHECEHHS W3MEHEHUN B PErUCTPALlMOHHOE J0Che U
pa3MeniaeT B CBOed HH(POPMALMOHHON CHUCTEME PEruCTPALlMOHHOE J0ChE, COJAepiKallee
3asBJICHUE O BHECEHUU M3MEHEHUM U JIOKYMEHTHI, MOITBEPIKIAIOIINE U3MEHEHUSI.

75. Ilpu npoBeIeHUM SKCHEPTU3BI B CIIyYae HEIOCTATOYHOCTH MATEPUATIOB U CBEIACHUH,
COAEpKAIIUXCS B 3asBJICHUM O BHECEHUM W3MEHEHUW M JIOKYMEHTAX, MOJITBEPKAAOIINX
U3MEHEHUS, YNOJIHOMOYEHHBIH oOpraH (dKCHEpTHAas OpraHus3anusi) pePepeHTHOro



rocyZiapcTBa HallpaBisieT 3asBUTEI0 COOTBETCTBYIOIIMI 3arpoc (C yKa3aHUEM 3aMe4aHUuil U
crocoOOB WX YCTpaHEHHus ). 3ampoc HampaBiseTCsl 3asBUTENI0 OJHOKPATHO CIOCOOOM,
YKa3aHHBIM B 3asBJICHUN O BHECEHUU U3MEHEHMIA.

3asBUTENb MPEACTABISIET OTBET HA 3ampoc B TeueHue 60 pabouux AHEH co JHS ero
noyiydeHusi. B ciydae HenpecTaBiIeHUs! OTBETA B YKA3aHHBIN CPOK YIIOJIHOMOYEHHBI OpraH
(axcnepTHast opraHu3aiys) peepeHTHOr0 rocy/1apcTBa MPUHUMAET PElICHUE Ha OCHOBAHUU
JOKYMEHTOB, UMEIOIINXCA B €r0 PACIOPSHKEHHH.

76. Ilpu BBISBICHUU YIMOTHOMOYEHHBIM OPraHOM (SKCIEPTHOW OpraHu3alueii)
pedepeHTHOro rocyjapcTBa B MPe/ICTABICHHBIX 3aBUTEIEM B OTBET Ha 3alpoC JOKYMEHTaxX
HEJJOCTOBEPHBIX CBEJACHUN WM JOKYMEHTOB, COCTABJICHHBIX WM COJEPKALIUMX TEKCT Ha
MHOCTPAaHHOM s53bIK€ 0€3 3aBEpEeHHOTO0 B YCTAHOBJIEHHOM 3aKOHOJATEIbCTBOM
rocyJlapcTBa-4JeHa NOPSAKE MNEPEBOJAa HAa PYCCKUU SA3bIK, YINOJHOMOYEHHBIH oOpraH (
AKCIIepTHAsl OpraHu3aius) peepeHTHOro rocy1apcTsa B TeUeHUe 2 pabouux AHEH cO IHS
MOJIyYEHUsI TaKUX JIOKYMEHTOB BPYYaeT 3asBUTEIIO0 CIIOCOOOM, YKa3aHHBIM B 3asBICHUU O
BHECEHUU WM3MEHEHHI, pEelIeHuEe O BO3BpPATE€ yKa3aHHBIX JOKYMEHTOB (C 00OCHOBaHHEM
MPUYHMH BO3BpATa U COOOLIEHUEM O BO3MOXHOCTH MOBTOPHOTO MPEACTABICHUS TOKYMEHTOB
710 UCTEUYEHUS YKA3aHHOTO B a03arie BTOPOM MyHKTa 75 HacTosmux [IpaBui cpoka).

77. YOIIHOMOYEHHBIN OpraH (3KCnepTHasi opraHu3anusi) pepepeHTHOro rocyaapcTna
MPOBOAMT IKCIEPTU3Y U OPOPMIISIET SKCIIEPTHOE 3aKIIFOUEHUE COIACHO MpUiIokeHuto Ne 8 B
teueHue 30 pabouux AHEH CO AHS NPUHATHUS PEIICHHUS O Hadaye Mpouexypbl BHECEHUS
U3MEHEHHUU B PETUCTPALIMOHHOE JTOCHE.

78. BbIBOIBI, COIEpKAIIMECS B IKCIIEPTHOM 3aKJIFOYEHHUH, JIOJDKHBI OBITh OJHO3HAYHBIMU
Y TIOHSATHBIMH.

79. OcHoOBaHUSMH JJIs NOATOTOBKH YINOJHOMOYEHHBIM OPraHOM (3KCIEPTHOU
opranu3zaiueii) peepeHTHOro rocyJapcTBa KCIEPTHOTO 3aKIIOYEHUS O HEBO3MOXKHOCTH
BHECEHHSI U3MEHEHUI B PETHCTPALIMOHHOE TOCHE SIBIISIOTCS:

a) HEJOCTOBEPHOCTbh NPEICTABICHHBIX CBEIECHUH, OOOCHOBBIBAIOIIUX BHECEHUE
W3MEHEHUH (B TOM YHCJE BBISIBICHHAS IPHU OCYIIECTBICHUH YIIOJIHOMOYEHHBIMU OpraHaAMHU
rocyJapCTBEHHOr0 KOHTPOJIS (Haa30pa) 3a 0OpalieHueM METUIMHCKUX U3/1eNnil);

0) OTCYTCTBHE B MPEICTABICHHBIX 3asIBUTEIEM TIOKYMEHTAX CBEACHUH, OATBEPKAAFOIINX
, UTO U3MEHEHHUS], BHOCUMBIEC B IOKYMEHTBHI, COJIEpKAILUECS B PETUCTPALIMOHHOM JOChE, HE
BJIEKYT 3a COOON M3MEHEHMS] CBOMCTB M XapaKTEPUCTUK MEAUIIMHCKOTO U3/EINs, BIUSIOIINX
Ha ero 0e30IMacHOCTh, Ka4eCTBO M A(PGHEKTUBHOCTH, WU COBEPIICHCTBYIOT CBOWMCTBAa U
XapaKTEPUCTUKU MPU HEU3MEHHOCTH (PYHKUHMOHAJIBLHOIO Ha3HAauyeHUs U (MJIM) TpUHLIUIIA
NEHCTBUS MEULMHCKOTO U3/1EINs;

B) HEOOXOJMMOCTh MPOBEACHHUS HOBOW pPETUCTpAIlUU MEIUIIMHCKOTO HM3JeNus B
COOTBETCTBHHM C IMYHKTOM 67 Hactosmux [IpaBur.

80. YoTHOMOYEHHBIN opraH (IKCHepTHAsi opraHu3aius) pedepeHTHOro rocy1apcTa B
teuenune 10 pabouux guel co aHs odopmieHuUs (MOJIyYeHHUs) IKCIEPTHOTO 3aKIIOUYEHUS O



HEBO3MO>XHOCTH BHECEHHS] U3MEHEHUH B PErUCTPAllMOHHOE JOChE€ MPUHUMAET pelieHue oo
OTKa3€¢ BO BHECEHHMHM OSTHX HM3MEHEHMH, O0(OpMISET W BBLAACT 3aABUTEII0 CIIOCOOOM,
yKa3aHHBIM B 3asBJICHUU O BHECEHUWU M3MEHEHUH, yBeloMIIeHHEe 00 OTKa3e BO BHECEHHUHU
U3MEHEHUN B PETUCTPAlMOHHOE J0Che (C 0OOCHOBAaHMEM MPUYMH OTKa3a U MPUIIOKEHUEM
KOIMHM 3KCIEPTHOTO 3aKJIIOUYEHHs] YNOJHOMOYEHHOIO OpraHa (3KCHEPTHOW OpPraHU3allMH)
pedepeHTHOro rocyapcTBa U OpUruHana (ay0irkara) perucTpalliOHHOTO YIOCTOBEPEHHUS.

81. Ilocne odopmiienusi B pepepeHTHOM TOCYJapCTBE DKCHEPTHOIO 3aAKITIOUCHUS O
BO3MOKHOCTH BHECEHUSI U3MEHEHHI B PETHCTPALMOHHOE JOCHE YIOJIHOMOYEHHBIM OpraH (
JKCIIEpTHAsi OpraHu3anus) peepeHTHOro TrocyJapcTBa pa3MEIaeT B CBOEH
MH(OPMALIMOHHONW CHCTEME PETUCTPAIIMOHHOE JI0ChE, COJIeprKallee 3asBICHUE O BHECCHUU
U3MEHEHUN U DKCIIEPTHOE 3aKIIOYECHUE.

82. B ciydyae oTCyTCTBUS rOCy1apcTBa (TOCYyAapCTB) NPU3HAHUS YIIOJIHOMOYEHHBIN OpraH
(3xcnepTHas opraHu3aius) peQepeHTHOro rocynapcrsa B redenue 10 pabounx qHeu co nHs
O(pOpPMJIEHHS] SKCIEPTHOIO 3aKJIIOYEHHS O BO3MOXKHOCTH BHECEHUS HW3MEHEHHUU B
PETHCTPALIMOHHOE TOCHE:

a) NPUHUMAET PEUICHUE O BHECEHUU U3MEHEHUI B PETHCTPALIMOHHOE JIOChE U Pa3MELIaeT
B €IMHOM pEECTpe MEIULIMHCKHUX W3/, 3apErUCTPUPOBAaHHBIX B paMkax Coro3a, CBEICHHUS
O BHECEHMM HM3MEHEHUN B PEruCcTPalMOHHOE J0Che B coOTBeTcTBUM ¢ [lopsakom
dbopMupoBaHus M BeleHUS WHOOPMAIIMOHHON CHCTEMBI, a TAaK)K€ CKaHHPOBAHHBIE KOIUU
JIOKYMEHTOB, B KOTOPbIE BHECEHBI U3MCHECHMS;

6) B Teuenne 10 paGounx AHEH cO THS MPUHITHS PEIICHHUS O BHECEHUU M3MEHEHUU B
PETUCTPALIMOHHOE JOChE YBEIOMIISIET 00 ITOM 3asIBUTENS CIOCOOOM, YKa3aHHBIM B 3asBIICHUU
O BHECEHUU HU3MEHEHHWI, a TakKe B ClIyyae BHECEHHUS M3MEHEHUW B PETHCTPALMOHHOE
yI0CTOBEpEHUE W (WJIM) MPUIIOKEHNE K HeMy O0(QOpPMIISECT U BBIIACT 3asIBUTEIIIO CIIOCOOOM,
YKa3aHHbIM B 3asBJICHMM O BHECEHUU HU3MEHEHH, nepeo(OopMIIeHHbIE PETUCTPALMOHHOE
YAOCTOBEPEHUE U MPUIIOKEHHUE K HEMY C COXPAHEHUEM IIPEKHET0 HOMeEpa (C YKa3aHHUEM JIaThl
BHECEHMSI COOTBETCTBYIOIINX U3MEHEHUI) U BO3BPAILAET paHEe BbIIAHHBIE PETHCTPALIMOHHOE
YAOCTOBEPEHHUE U MPUIOKEHHUE K HEMY C OTMETKOM 00 UX HEeIEHCTBUTEIBHOCTH (C yKa3aHUEM
TIATHhI).

83. B ciyuyae Haynimuus rocyaapcTsa (rocyJapcTB) NPU3HAHUS U IPU YCIOBUH OTCYTCTBUS
pa3HOrJacuil MeXJy YIOJIHOMOYEHHBIM OpraHoM (SKCIEpTHOW oOpraHu3anueil)
pedepeHTHOro rocyJapcTBa M YIOJTHOMOYEHHBIM OpPraHoOM (3KCHEPTHOW OpraHu3aluei)
rocynapcrsa (rocyJapcTB) NpPU3HAHHWS B OTHOLIEHUM COTJACOBAHUSA JKCIEPTHOTO
3aKJIIOYEHUs YMOJHOMOUYEHHBIM oOprad (dKcmepTHas oOpraHu3anusi) pedepeHTHOro
roCcyAapcTBa:

a) B TeueHue 10 paboumx JHEH CO JHS MOJYYEHUS OT YIOJIHOMOYEHHBIX OPTaHOB (
AKCHEPTHBIX OPraHMU3alMii) BCEX TOCYAAPCTB MPU3HAHUS MOATBEPKICHUS COIIACOBAHUS
HKCIIEPTHOIO 3aKJIIOUEHUs JIUOO CO JIHSA UCTEUEHUsl CPOKa, MPETyCMOTPEHHOIO MyHKTOM 50
Hactosmux I[TpaBun (pu yciaoBuM, 4To 3asiBUTEIEM ObUI IPEACTABIECH B YIIOJTHOMOYEHHBIN



opran  (PKCHEpPTHYIO OpraHu3aluio) pe(epeHTHOro rocyJapcTBa  IEpeBOJ
HKCILTYyaTalMOHHOTO IOKYMEHTA MM UHCTPYKIMHU 10 MPUMEHEHUIO METUIIMHCKOTO U3/IENHS,
PYKOBOJICTBA MO CEPBUCHOMY OOCIY>KMBaHHIO U TEKCTAa MapKUPOBKH Ha rOCYJapCTBEHHbIE
A3BIKM TOCYAApCTB MpU3HAHUA (MpU HEOOXOAMMOCTH)), TPUHUMAET PEIICHUE O BHECEHUU
U3MEHEHHI B PErMCTPAlMOHHOE JIOChE€ M pa3MEllaeT B €IMHOM peecTpe MEIULMHCKUX
U3JIeNINi, 3aperucTpUpoBaHHbIX B pamkax (Coro3a, CBEIEHHS O BHECEHHM HW3MEHEHHUH B
pErucTpaliioHHoe J0che B CcOOTBEeTcTBUM ¢ Ilopsnkom ¢opMupoBaHUS W BeICHUS
MH()OPMAIIMOHHOW CHCTEMBI, @ TAaK)KE€ CKAaHWPOBAHHBIC KOMHUH JTOKYMEHTOB, B KOTOpHIE
BHECEHbI U3MEHEHMS;

0) B Teuenue 10 pabouux AHEH CO AHS MPUHSATUSA PEIICHUS O BHECEHWU M3MEHEHUN B
PErUCTPALIMOHHOE JIOChE YBEAOMIISIET 00 ATOM 3asBUTENSL CIIOCOOOM, YKa3aHHBIM B 3asIBJICHUU
O BHECEHUWU W3MEHEHHI, a TakK€ B CIydyae BHECEHHUS M3MEHEHUW B PETHCTPALMOHHOE
yA0CTOBEpEHUE U (WIH) MPUIIOKEHHE K HEMY O(OpMIISIET U BBIAET 3asBUTEIIO CIIOCOOOM,
YKa3aHHbIM B 3asBJICHMM O BHECEHUU W3MEHEHHUH, nepeo(OpMIIEHHbIE PETUCTPAMOHHOE
yIOCTOBEPEHHE U MPUJIOKEHHUE K HEMY C COXpaHEHUEM IMPEKHEro HoMepa (C yKa3aHHUEM JIaThl
BHECEHHMSI COOTBETCTBYIOIINX U3MEHEHUI) U BO3BPAILAET PaHEE BbIIAHHBIE PETUCTPALIMOHHOE
YIOCTOBEPEHHUE U MPUIOKEHHUE K HEMY C OTMETKOM 00 UX HEIEHCTBUTEIBHOCTH (C yKa3aHUEM
JIaThI).

84. HecornacoBaHne 3KCIEPTHOTO 3aKIOUEHUS YIIOJTHOMOUYEHHOTO OpraHa (3KCHepTHOM
opraHuzaiuu) pe@epeHTHOro rocyapcTsa B OJHOM M3 TOCYJAapCTB MPU3HAHUS SIBISETCS
OCHOBaHHEM JJIsl UCKJIIOUeHUS MHPOpMaluu 00 3TOM TOCYAAapCTBE M3 PErHCTPALMOHHOTO
yIOCTOBEPEHHS.

85. Ecnu ynoJTHOMOYEHHBIN OpraH (3KCIepTHask OpraHu3alys) rocy1apcTBa NpU3HAHUS
HE COIJIacOBAaJl JKCIIEPTHOE 3aKJIIOYEHHE W YIOJHOMOYEHHBI OpraH (3KclepTHas
opraHu3zaius) peepeHTHOro rocyapcTBa corjiaceH ¢ BHIBOAAMH YIIOJTHOMOYEHHOTO OpraHa
(3KCIIEpTHONM OpraHu3aluy) TOCYJapCTBAa IPHU3HAHHUS OTHOCHUTEIBHO HEBO3MOKHOCTH
BHECEHUS! U3MEHEHHMI B PEruCTpalMOHHOE J0ChE, YIMOJHOMOUYEHHBIH OpraH (3KcrepTHas
opranuzanus) peepeHTHOro rocyAapcTna:

a) B Teuenue 10 pabouux JIHEN cO JTHS MONYUYEHHS OT YIMOJHOMOYEHHBIX OPraHoB (
AKCIEPTHBIX OpraHU3alil) BCEX IOCYJapCTB MPU3HAHUS MOATBEPKACHUS COTIaCOBAHMS (
HECOTJIaCOBAHUA) DOKCHEPTHOTO 3aKJIIOYeHus Jub0 €O JHS HCTEUYEHHUsS CpPoKa,
npeaycMOTpeHHOro myHkToM 50 Hacrosiuux [IpaBui, npuHuMaeT peuieHre 00 OTKa3e BO
BHECEHHH NU3MEHEHUH B PETUCTPALMOHHOE JIOChHE;

0) B TeueHue 10 pabouux OHEW CO IHS NPUHATUS PElIeHUs 00 OTKa3e BO BHECEHHUH
U3MEHEHUN B PETUCTPALlMOHHOE J10Che€ O(QOpPMIISET U BBIIACT 3asBUTENIO CIIOCOOOM,
yKa3aHHbIM B 3asBJICHUM O BHECEHHHM M3MEHEHH, yBellOMJeHHE 00 OTKa3e BO BHECEHUU
U3MEHEHUN B PErUCTPAIMOHHOE J0Che (C 0OOCHOBAHHEM NPHUYMH OTKa3a, a TaKXkKe C
MPUIOKEHUEM KOMHUHU IKCIEPTHOTO 3aKIIOUEHUS YIOJTHOMOUYEHHOIO0 OpraHa (dKCHepTHOM
opranuzanuu) peepeHTHOr0 rocyAapcTBa, KOMUu (KOMUil) MOATBEPKIACHUS coriacoBaHusl (



HECOTJIACOBAHMUS) SKCIEPTHOTO 3aKIIOYCHUS W OpUTrHHaia (qyOauKara) perucTparroHHOTO
YIOCTOBEPECHHUS).

86. Ecnii ynmoJITHOMOYEHHBIN OpraH (3KCIEepTHAsI OpraHu3alusl) rocyaapcTBa IpU3HAHUS
HE corjlacoBaj »JKCIIEPTHOE 3aKJIIOYeHHWE U YIOJHOMOYEHHBIM oOpraH (dKcrepTHas
opraHusanusi) peepeHTHOro rocyAapcTBa HE COIJIAaCeH € BBIBOJAMH YIOJHOMOYEHHOTO
opratHa (3KCIepTHOM OpraHu3alyy) rocyapcTBa MpU3HaAHUS OTHOCUTEIHHO HEBO3MOKHOCTHU
BHECEHUSI MU3MEHEHHMI B PErUCTPAlMOHHOE J0ChE, YIOJHOMOYEHHBIA OpraH (3KCIepTHas
opranuszaius) peepeHTHOr0 roCcyJapCcTBa:

a) B Teuenue 10 pabouux IHEN cO NHS MOMYYEHHUS OT YIMOJHOMOYEHHBIX OPraHoB (
AKCHEPTHBIX OpPraHHu3allfii) BCEX TOCyJapCTB NMPU3HAHUS MOATBEPKIACHUS COTJIACOBaHUS (
HECOTJIAaCOBAHUs1) SKCIIEPTHOTO 3aKIFOUEHHUS JTUO0 CO IHS UCTEUEHUsI CPOKa, YCTAHOBIECHHOTO
Ha MPEeI0CTaBICHUE TOCY/IapCTBAMU MPU3HAHUS YKAa3aHHOT'O MOATBEPXKACHUS (IIPU YCIOBUU,
YTO 3asiBUTEJEM ObUI MPEACTABJICH B YIOJHOMOUYEHHBIA OpraH (3KCHEPTHYIO OpraHU3aIluIo)
pedepeHTHOro rocyaapcTBa NepeBo/l IKCIIyaTAlMOHHOTO JOKYMEHTa WJIM UHCTPYKLUUHU T10
NPUMEHEHUIO MEJMUIIMHCKOTO M3ENHs, PYKOBOJCTBA MO CEPBUCHOMY OOCIYKHMBAHUIO U
TEKCTa MAapKUPOBKM Ha TOCYJapCTBEHHBIC SI3BIKM TOCYAApCTB MpHU3HAHUA (MpU
HEO0OXOIMMOCTH)):

NPUHUMAET PEUIEHHE O BHECEHWHM W3MEHEHUW B PErucTpaliMoHHOE J0Che U 00
UCKJTIOUCHHH W3 PETHCTPAIMOHHOTO YIOCTOBEpeHHS HH(MOpMAUu O TocynapcTtBe (
rocyJlapcTBax) MpU3HAHUA, YNOJHOMOYEHHBIM OpPraHoM (SKCHEPTHON opraHu3aiuei)
KOTOPOI'0 HE COIJJaCOBAHO IKCIEPTHOE 3aKIIFOUCHHE;

pa3MelaeT B €IMHOM PeecTpe MEAUIIMHCKUX U3JENINM, 3apEerUCTPUPOBAHHBIX B pAMKax
Coro3a, CBeIEHHS] O BHECEHUU WM3MEHEHHH B PETHCTPALMOHHOE JOChE B COOTBETCTBHH C
[Topsinkom opMupoBaHuUs U BeIeHUS] HHPOPMAIIMOHHON CUCTEMBI, a TAK)KE CKAHUPOBAHHbBIC
KOIMH IOKYMEHTOB, B KOTOPhIE BHECEHBI U3MEHEHNS,

0) B Teuenue 10 pabouux AHEH CO AHS MPUHSATUSA PEIICHUS O BHECEHWU M3MEHEHUN B
PErHCTPAllMOHHOE JTOChE:

YBEIOMJIIET 3asBUTENSI O BHECEHWHM H3MEHEHHUI B PETMCTPALlMOHHOE AOChE U 00
UCKJIIOYEHUH W3 PETUCTPAIMOHHOIO YIOCTOBEpEeHHS HHGOpMAIMU O TocyaapctBe (
rocyapcTBax) MNPU3HAHUSA, YIOJTHOMOYEHHBIM OpPraHoMm (PKCHEPTHOM OpraHu3alueii)
KOTOPOT'O HE COTJIaCOBAHO AKCIEPTHOE 3aKITIOYEHUE, CIIOCOOOM, YKa3aHHBIM B 3asBJIICHUU O
BHECEHUM HW3MEHEHUU (C MPUIOKEHUEM KONUM TMOJATBEPKACHUS HECOIrIaCOBaHUS
AKCHEPTHOTO 3aKITHOUYEHUS );

0(pOpMIISIET U BBIJAET 3asIBUTEIIIO CIIOCOOOM, YKa3aHHBIM B 3asiBIICHMM O BHECEHUU
U3MEHEHUH, nepeoOopMIICHHbIE PETUCTPALMOHHOE yIOCTOBEPEHUE U MPUIOKEHHE K HEMY,
U3 KOTOPBIX HCKIIOYeHa HHPoOpMaLMs O TocyaapcTBe (rocyaapcTBax) MNpU3HAHUSA,
YIOJTHOMOYEHHBIM OPraHOM (3KCHEPTHOM OpraHM3alueil) KOTOPOro HE COrJacOBAHO



AKCHEPTHOE 3aKIIOYEHUE, U B KOTOPhIE BHECEHBI U3BMEHEHHUS B COOTBETCTBHUU C 3asIBJIEHUEM O
BHECEHMM U3MEHEHHUH, C COXpPaHEHHEM IPEKHETO HOMepa (C yKa3aHHUEM JaThl BHECEHUS
COOTBETCTBYIOIINX U3MEHEHHN);

BO3BpallaeT 3asBUTEII0 CIIOCOOOM, YKa3aHHBIM B 3asBJICHUM O BHECECHUU W3MCHECHUH,
paHee BbIJIaHHBIE PETUCTPALIMOHHOE YAOCTOBEPEHUE U MPUIIOKEHUE K HEMY C OTMETKOU 00
UX HEJIEUCTBUTENHLHOCTH (C yKa3aHUEM JIaThl).

VL. IIponenypa BHECEHH H3MEHEHHH B PETUCTPAITHOHHOE JOCHE B YBEJOMUTEIILHOM IOPSIKE

87. Ilpouenypa BHECEHHS] U3MEHEHUN B PETUCTPALMOHHOE J10ChE B YBEAOMUTEIBHOM
MOPSIAKE MPUMEHSIETCS B CJICIYIOMINX CIydasix:

a) HU3MEHEHHS KacalTCsl CPOKOB JEHCTBUS JOKYMEHTOB, COJEPKAIIUXCS B
PETUCTPAIMOHHOM JOChe (aKTyalu3alus JOKYMEHTOB PErUCTPAIMOHHOTO TOChE 3asBUTEIIEM )
5

0) M3MEHEHHsI BHOCSTCS MPOU3BOJAUTENIEM MEIMIIMHCKUX HW3JeNUuil Kiacca
MOTEHIMAIILHOTO PUCKA MIPUMEHEHUs | WM HECTEPWIbHBIX MEAUIMHCKUX U3JCNIHI Kiacca
NOTEHLIMAIBHOIO PHUCKA MPUMEHEHUs 2a, MPOUIEAIIMM OLEHKY CHCTEMBI MEHEIKMEHTa
KayecTBa MEIUIIMHCKOTO M3JeNus (BKJIIOYas MPOIECChl MPOESKTUPOBAHUS U Pa3pabOTKU
MEJIUIIMHCKUX W3JENHil) B COOTBETCTBUM C TpeOOBaHUAMH K CHCTEME MEHEIKMEHTa
KauecTBa;

B) U3MEHEHUSI KacaroTCs CIEIYIONIUX CBEACHUN O MPOU3BOAUTENIE MEIUIIMHCKOTO
U3JIEHS WIIK €0 YIIOJITHOMOYEHHOM IPEACTABUTEIE:

HAaUMEHOBAHUE IOPUANYECKOTO Julla (MOJHOE U COKpalleHHOe (MIpU HAJIMYKH), B TOM
yucie (QupMeHHoe, HAaMMEHOBAaHHUSA), aJpec MecTa HaXOXJCHHS WU aJpec MecTa
OCYUIECTBJICHUS IESITEIbHOCTH;

dbamMumnus, UMsi, OTYECTBO (MPU HATHYKH), AAPEC MECTa KUTEIbCTBA MHAUBUAYATBHOTO
MpEeANPUHUMATEIIS WM aJpeC MECTa OCYIIECTBICHUS ACATEIbHOCTH U PEKBU3UTHI JJOKYMEHTA
, YAOCTOBEPSIOLIEr0 JTUYHOCTB;

') I3BMEHEHWS HAUMEHOBAHUS MEIUIIMHCKOTO U3/IEIUsl B YaCTH TOBAPHOIO 3HAKA U MHBIX
CPEACTB MHIWUBUAYAIN3AIUY;

1) U3MEHEHHUS 3aKIII0Yal0TCs B UCKIIIOUEHUH CBEICHHUM 0 MOJen (MapKe) METUIIMHCKOTO
W3/ICNINS U3 PETUCTPAIMOHHOTO YA0CTOBEPEHHUS.

88. B mensix BHECEHHS] U3MEHEHUW B PETUCTPALMOHHOE 10ChE B YBEIOMHUTEIBHOM
MOPSIZIKE 3asiBUTEINIb HAIMPABIISIET B YIIOJTHOMOYEHHBIH OpraH (IKCIEPTHYIO OPTaHU3AIIUIO)
pedepeHTHOr0 roCcy1apcTBa CIEAYIONUE JOKYMEHTHI U CBEACHHUS:

a) 3asBJICHUE O BHECEHUM M3MEHEHHI B PETUCTPAIIMOHHOE JIOChE B YBEIOMHUTEIHLHOM
nopsiake (Ha OymMa)kHOM HOcuTeNe W (WJIM) B DJIEKTPOHHOM BHJE) MO (opMe coriacHo
npuiioxxeHuto Ne 9 (1anee B HacTOsIIIEM pa3jiesie — 3asBJICHUE O BHECEHUHM U3MEHEHUN);



0) Komus JOKyMEHTa, MOATBEPKIAIOIIEr0o MOJHOMOYHUS YMOJHOMOYEHHOTO
NpEeACTaBUTENd MNpOU3BOAUTENs (IPU HAIUMYUMU YMNOJHOMOYEHHOTO MpPEACTAaBUTENS
MIPOU3BOJIUTEIA);

B) IOKYMEHTHI U CBEJICHUSI O COOTBETCTBYIOIINX U3MEHEHUSIX, B TOM YHCIIE€ TOKYMEHTHI,
MOATBEPKAAIOIINE U3MEHEHUS U CBUIETEIBCTBYIOIINE O TOM, UTO BHECEHNE 3TUX U3MEHEHHM
HE BJICYEeT 3a CO0O0Il HM3MEHEHUsI CBOMCTB MU XAPAKTEPUCTHK MEIUIIMHCKOIO W3JEINHs,
BIIUSIIOIIUX HA €ro 0€30MacHOCTh, KauecTBO U 3 (PEKTUBHOCTD, WU COBEPIICHCTBYET €r0
CBOMCTBA M XapaKTEPUCTHKU MPU HEM3MEHHOCTH (YHKIIMOHAJIBHOTO Ha3HAYeHUS U (WJIN)
MIPUHLININA TIEUCTBUS MEAUITUHCKOTO U3IEIHS;

I') OTYETHI O pe3yiabTaTax NEPBUYHOTO, MEPUOIUUECKOTO (TIJIAHOBOI0) U BHEILIAHOBOTO
MHCIIEKTUPOBAHUS TIPOU3BOJICTBA (B Ciaydae, MPeAyCMOTPEHHOM MOAMYHKTOM "0" myHKkTa 87
Hactosamux [IpaBuin);

1) KOIUU JOKYMEHTOB, MOATBEPKAAIONINX OIUIATy MPOLEAypbl BHECEHUSI U3MEHEHUH B
PETHCTPALIMOHHOE I0ChE B YBEIOMUTEIBHOM MOPSAIKE B pePEpEHTHOM roCyAapCTBe, a TAKXKE
BBIJJAYM PETHCTPALIMOHHOTO YJIOCTOBEpEeHHsT B pedepeHTHOM rocyaapcTBe (Impu
HEOOXOIUMOCTH);

€) OpUTHHAJ PETUCTPAIMOHHOTO yAOCTOBEpeHUs (yOnukar) (B cirydyae HEOOXOIUMOCTH
BHECEHHUSI B HETO U3MEHEHUI );

) OMKCH JOKYMEHTOB.

89. 3asBIeHUE 0 BHECEHUU M3MEHEHUHN U IOKYMEHTHI, TOATBEPKIAI0IINE U3MEHEHUS (B
TOM 4YHCIE€ OTYEThl O pe3yJbTaTax HHCIEKTUPOBAHUA NPOU3BOJCTBA), PA3MEILIAIOTCA
YIOJIHOMOYEHHBIM OpPraHOM (IKCHEPTHOW OpraHu3alueil) pedepeHTHOTO TocylapcTBa B
cBOE€H MH(OPMAIIMOHHOW CHCTEME C MPEJOCTABICHUEM J0CTyNa TOJBKO YIOJIHOMOYEHHBIM
opraHaMm (9KCIEpPTHBIM OpTraHu3alusiM) pedepeHTHOTo TrocynapcTBa W TocyaapctBa (
rocyAapcTB) MPU3HAHHUS.

90. YorHOMOYEHHBIN opraH (9KCIEepTHAsI OpraHu3aius) peepeHTHOTO roCcy1apcTBa B
TeueHue 7 pabouux HEW COo JHS MOCTYIUICHUS 3asBICHUS O BHECEHUU MU3MEHEHUM, a TaKkKe
JOKYMEHTOB U CBEJICHHUH, YKa3aHHBIX B MyHKTe 88 HacTosmux [IpaBuii, npoBOAUT NpOBEPKY
MOJIHOTHI U JOCTOBEPHOCTH COJEPKAIIMXCSA B HUX CBEICHHM (B TOM YHUCIE CpOKA JEHCTBUS
OTYETOB O PE3yJIbTaTaX MHCIEKTHPOBAHUS IPOU3BOCTBA).

91. B cnydae ecnu 3asBJICHUE O BHECEHWHM U3MEHEHHI MPEACTABICHO C HapYyIICHUEM
TpeboBanuil HacToAmux [IpaBui, cOgepKUT HEJOCTOBEPHBIE CBEAEHUS U (MIIH) TOKYMEHTHI U
CBEJICHUS, YKa3aHHbIE B MMyHKTe 88 HacTosmux [IpaBui, mpeacTaBieHbl HE B TTIOJIHOM 00beMe,
YIIOJIHOMOYEHHBIN OpraH (3KCHEpTHAsi OpraHu3aiysi) pepepeHTHOro rocyAapcTBa B TEUEHUE
7 pabouyux HHEH CO JOHS TOCTYIUICHUS TaKUX 3asiBJICHUSA, JOKYMEHTOB U CBEICHUM
YBEJOMIISIET 3asBUTEJNISI O HEOOXOJIMMOCTH YCTPAHEHHS BBISIBICHHBIX HapyLICHUH W (UIIK)
MPEJCTABICHNS OTCYTCTBYIOIMX JTOKYMEHTOB B TedeHue 30 paboumx mHEH cO JHS
pa3MeIleHuss COOTBETCTBYIONIEr0 yBEJAOMJIEHHUS B HHGPOPMAIIMOHHOM CHCTEMeE
YIIOJTHOMOUYEHHOTO OpraHa (PKCHEepTHOM opraHu3aluu) pepepeHTHOro rocyapcTBa Jinbo co



JTHST HATIPaBJICHUS YBEAOMIICHHUS 3asBUTEIIO CIIOCOOOM, YKa3aHHBIM B 3asBJIICHUU O BHECCHUH
M3MEHECHUU.

92. B cnyuae ecnu mo uctedeHun 30 pabouymx JHEH 3asBUTENIEM HE yCTpPaHCHBI
BBISIBJICHHBIE HapylleHuss W (WJIM) HE NPEeJACTaBICHbl OTCYTCTBYIOIIME JOKYMEHTHI,
YIOJTHOMOYEHHBIN OpraH (3KCIepTHas opraHu3alus) peepeHTHOro rocy1apcTBa B T€UCHHE
3 pabouux AHEW NMPUHUMAET PEIICHHUE O BO3BpATE 3asIBJICHUS O BHECEHHH M3MEHEHUH U
JIOKYMEHTOB (C 000CHOBaHMEM MPUYUH BO3BpATa).

93. B Teuenme 3 paboumx JgHEH cO JHS MPEACTABICHHUS 3asABJIICHUS O BHECCHUH
M3MEHEHUH, TOKYMEHTOB U CBEJEHUH, COOTBETCTBYIOIIMX TpeOoBaHUsAM HacTosmux [Ipasu,
a TaKk)Ke B cllyyae yCTpPaHEHHS B yCTAHOBJIEHHbIM NyHKTOM 91 Hactosmux [IpaBun cpok
BBISIBJICHHBIX HapyleHUH W (WIM) MPENCTaBICHUS JIOKYMEHTOB, COOTBETCTBYIOUIUX
TpeboBaHusiM Hactosimux [IpaBui, ynoaHOMOYEHHBIH opraH (dKCHEpPTHAs OpraHu3alus)
pedepenTHOrO0 rocygapcrBa MPUHHUMAET pELICHHE O Hayaje Mpoleaypbl BHECEHHS
M3MEHEHU B PETUCTPALMOHHOE JIOChE B YBEIOMUTEIBLHOM MOPSIKE U pa3MENIaeT B CBOEH
UH(OPMAIMOHHOM CHUCTEME PErHCTPAIIMOHHOE JIOChE, CoJiepiKallee 3asBICHHE O BHECEHUU
W3MEHEHUM.

94. B cimyyae eciM CpOK JIEHCTBUSA OTUETa O PE3yJbTaTaX WHCIEKTUPOBAHUS
MPOU3BOJACTBA MCTEK (I clly4as, NMPelyCMOTPEHHOro mnoAnyHKToMm "O" myHkTa 87
Hactosimux [IpaBuit), 3asBiIeHHE O BHECEHUUM M3MEHEHUN HE NMPUHUMAETCS U BHECEHUE
U3MEHEHU B PErUCTPAMOHHOE JOChE€ MPOBOAUTCS B COOTBETCTBHUM C IPOLENYPOH,
IIPENYyCMOTPEHHOM pa3aenoM V Hactosmmx [Ipasun.

95. BHeceHue M3MEHEHUM B PETHCTPALMOHHOE JI0ChE B YBEIOMHUTEIBHOM MOPSIKE
OCYLIECTBIISIETCA YIOJIHOMOYEHHBIM OPraHoM (PKCIEPTHOM OpraHuzanuen) pe@epeHTHOro
rocyJapcTBa B TedeHue 15 pabouux gHEH co HA MPUHATHUS PEUISHUs O Havalie TpOoIeyphl
BHECEHMSI U3MEHEHUI B PETHCTPALIMOHHOE OChE B YBEJOMUTEILHOM MOPSIKE.

96. IIponienypa BHECEHUSI U3MEHEHHI B PETMCTPALIMOHHOE JTOChE B YBEJIOMHTEIBHOM
nopsiiIKe He TpeOyeT corjacoBaHUsA C ToCyJapCTBaMu Npu3HaHUA. B cBsI3u ¢ 3TUM
rocyAapcTBa MpU3HAHUS B 3aBJICHUH O BHECEHUN U3MEHEHUI HE YKa3bIBAIOTCS.

97. B cimyyae eciy BHOCUMBIE U3MEHEHMSI KacarOTCs CBEACHUM, COAEpKAIIUXCS B
PErUCTPALIMOHHOM YAOCTOBEPEHUHU, YIIOJHOMOYEHHBIA OpraH peepeHTHOro rocyJapcTBa
BBIJIAET HOBOE PETHCTPAIIMOHHOE YJOCTOBEPEHHE C COXPAHEHHEM MPEKHEro Homepa (C
yYKa3aHUEM JaThl BHECEHUS COOTBETCTBYIOIINX U3MEHEHUN ).

98. OcHoBaHUSMM IJIs1 MPUHSTHS YHNOJIHOMOYEHHBIM OpPraHoM (dKCHEpPTHOMN
opraHu3zaiueil) pepepeHTHOro rocyjapcTBa peuieHus: 00 0Tka3ze BO BHECEHUM W3MEHEHUN B
PETHCTPALlMOHHOE JTIOCHE B YBEAOMUTEIBHOM MOPSIKE SABIISIFOTCS:

a) HEJOCTOBEPHOCTh NPEJCTABICHHBIX CBEJIEHUIN, 0OOCHOBBIBAIOIIUX BHECEHUE
U3MEHEHUH B YBEJOMUTEIBHOM MOPSAKE (B TOM YHCIIE UCTEYEHUE CPOKA EUCTBHSI OTUETA O
pe3yibTaTax MHCIIEKTUPOBAHUS IPOU3BOICTBA);



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

B) HEOOXOJMMOCTh IPOBEACHHMS HOBOM PETHCTPALMU MEIWLMHCKOTO HM3JENHs B
COOTBETCTBHUHM C MYHKTOM 67 Hactosmux [Ipasu;

I') HECOOTBETCTBUE BHOCUMBIX U3MEHEHUH Cy4asiM, yKa3aHHbIM B IIYHKTE 87 HACTOSIIHUX
[TpaBui.

99. YIon1HOMOYEHHBIN opraH (3KCHEepTHAsI OpraHu3alus) pe)epeHTHOro rocy1apcTaa B
TeueHue 5 pabouux AHEH CO JHS MPUHATHA PEIIeHHs 00 0TKa3e BO BHECCHUM M3MEHEHUN B
PErUCTPAIMOHHOE J0ChE€ B YBEIOMUTEIBHOM MOpPSAJIKE OPOPMIISIET M BBIAAET 3asBUTEIIO
CrOocOOOM, yKa3aHHBIM B 3asiBJICHHMM O BHECEHHMM M3MEHEHMI, YBEIOMIIEHHE 00 OTKa3ze BO
BHECEHUM HW3MEHEHUW B PETUCTPALMOHHOE JOCHE B YBEAOMHUTEIBHOM NOPSANKE C
000OCHOBAaHMEM, a TAaK)KE€ BO3BPAILAET 3aSBUTENII0 CIIOCOOOM, YKa3aHHBIM B 3asBJICHUU O
BHECEHHHM HM3MEHEHMM, paHee BbIJAHHBIC PETMCTPALIMOHHOE YJIOCTOBEpEHUE (IyOsHKaT) U
IIPUJIOKEHUE K HEMY B CIIy4ae UX MPEIOCTABIICHHUS.

100. YniomHOMOYEHHBIN oprad peepeHTHOTO rocyAapcTBa B TeUeHHE 5 pabodyux JTHEH co
IHS TPUHATUS PELIEeHUs O BHECEHMM HW3MEHEHUH B PpETUCTPAllMOHHOE [0ChE B
YBEIIOMUTEIBHOM IOPSJIKE:

a) pa3MeIlaeT B €IMHOM PEECTPE MEIULIMHCKUX U3CIIUNA, 3apETUCTPUPOBAHHBIX B paMKax
Coro3a, cBeIeHHSI O BHECEHUU WM3MEHEHHMH B PETHCTPALMOHHOE JOChE B COOTBETCTBHH C
[Topsinkom opMUpOBaHUs U BeIeHUS] HHPOPMAILIMOHHON CUCTEMBI, a TAK)KE CKAHUPOBAHHbBIE
KOITMU JJOKYMEHTOB, B KOTOPbIE BHECEHBI N3MEHEHMUS;

0) odopMIISIET U BBIIAET 3asBUTENI0 CIIOCOOOM, YKAa3aHHBIM B 3asBJICHUU O BHECEHUU
W3MEHECHUN, YBEJOMIICHME O BHECEHUMM HU3MEHEHMNM B PETUCTPALMOHHOE J0ChE B
YBEIOMHUTEIBHOM TMOpPSJKE, a TakXkKe IMpU HeoO0XOAUMOCTH mepeodOopMIICHHbIE
PETUCTPALIMOHHOE YAOCTOBEPEHHUE U MPUIIOKEHUE K HEMY C COXPAaHEHHEM IIPEKHETO HOMEPA
(c ykazaHueM JaTbl BHECEHHSI COOTBETCTBYIOIIUX U3MEHEHU);

B) BO3BpAILIAET 3aBUTEIIIO CIOCOOOM, YKa3aHHBIM B 3asIBJICHUM O BHECEHUU U3MEHEHUM,
paHee BbIIAHHBIE PETUCTPAIIMOHHOE yAOCTOBEpEHHE (IyOIUKAT) U MPUIIOKEHUE K HEMY C
OTMETKOM 00 X HEJEHCTBUTEIBLHOCTH (C YKa3aHUEM JIaThl) B CIIy4ae UX MPeIOCTaBICHUSI.

VII. IIpouenypa BeiAa9H AyOJMKaTa pETUCTPAIIMOHHOTO YIOCTOBEPEHUA

101. B ciywyae yTpaThl (IOpUYM) pErUCTPALIMOHHOTO YIOCTOBEPEHUS 3asiBUTENb BIIpaBe
00paTUThCsl B YIOJHOMOYEHHBIN OpraH pe)epeHTHOr0 rocy/1IapcTBa C 3asiBJICHHEM O BblJaue
nyOIuKaTa pPEerucTPAallMOHHOTO YJIOCTOBepeHUs (Ha OymakHOM Hocutene W (Wiu) B
AJIEKTPOHHOM BHJI€) 110 hopMe corjlacHO npuiokeHuto No 10.

102. B cinydae mopud peruCTpPallMOHHOTO YJOCTOBEPEHHUSI K 3asiBJICHUIO O BbIAaye
nyOJuKaTa perucTpallioOHHOTO yAOCTOBEPEHUS MIPUIIAraeTCsl UCTIOPUEHHOE PErUCTPALIMOHHOE
YAOCTOBEPEHHE.



103. B Teuenue 5 paboumnx JHEH CO JHS MOJIYyYCHUS 3asBJICHUS O BbIJade IyOiauKaTa
PETUCTPALIMOHHOTO YJAOCTOBEPEHUS YIOJHOMOYEHHBIA OpraH ped)epeHTHOro rocy/1apcTBa
obopMIIieT Ha ONaHKe IyOJIMKAT PETHCTPAIMOHHOIO YAOCTOBEPEHUS W BBIAAET €TO0
3asBUTENIO CIIOCOOOM, YKa3aHHBIM B 3asBJICHUU O BhIJAaue MyOJIMKAaTa PErUCTPAIlMOHHOTO
YIOCTOBEPEHUS.

104. B ciyuae eciu npeCTaBIGHHOE 3asBJICHHUE O BhIIaUe JTyOJIMKaTa PerucTPaliioOHHOTO
yaocToBepeHUs: OQOpPMIIEHO HEHaJIekKalmuM obOpa3oM © (WJIM) B HEM YKa3aHbl
HEJIOCTOBEPHBIC CBEJICHUSI, YIIOJTHOMOYCHHBIN OpraH pedepeHTHOI0 rocy1apcTBa opopmIIsieT
pelieHre 00 0TKase B Bblaue NyOIMKaTa perucTpalioOHHOTO YI0CTOBEPEHUSI.

VIIL Hpone,u‘ypa COINIAaCOBAHMS SKCIICPTHOI'O 3aKIIOUCHHUA HA 3aPCIUCTPHPOBAHHOC MEAUIIUHCKOC
A30CINe

105. TIpouenypa perucrpanuu MEAULIMHCKOTO W3AECIHUS, 3apPETrUCTPUPOBAHHOTO B
COOTBETCTBUM C HacTosmuMmu lIpaBunamu, B rocyaapcTBax-dJieHaX, HE YKa3aHHBIX B
pEeTUCTPAlUOHHOM  yJAOCTOBEPEHHHU,  OCYILIECTBISETCS MyTeM  COTJIaCOBaHUSs
YIOJIHOMOYEHHBIMU OpTraHaMH (IKCMEPTHBIMH OPTaHU3AIUsSMH) 3TUX TOCYJIapCTB-YJICHOB
JKCIepTHOTrO 3akitodeHuss. [lo wuToram coriacoBaHHs YINOJHOMOYEHHBIM OpPraHOM
pedepeHTHOTO TOCYIapCTBa BHIIACTCS PETUCTPAIMOHHOE yIOCTOBEPEHHUE C YKA3aHUEM BCEX
roCyJ1apCcTB MpPHU3HAHUS, YHOJHOMOUYCHHBIMU OpraHaMu (SDKCIEPTHBIMH OPTaHU3AIUSIMH )
KOTOPBIX COIIACOBAHO IKCIIEPTHOE 3aKIIOUYEHUE.

106. 3asiBUTENb TPEACTABISIET B YIOJHOMOUYEHHBIA OpraH (3KCIEPTHYIO OpTraHU3aIUIo)
pedepeHTHOro rocyaapcTBa CaeAyoIue JOKYMEHTHI (KOMUU IOKYMEHTOB):

a) pEeruCTpPallMOHHOE JI0Che, COJepIKallee 3asBICHUE O MPOBEIACHUU COTJIACOBAHUS
AKCIEPTHOIO 3aKJIOUEHHS Ha 3apErMCTPUPOBAHHOE MEIMLMHCKOE M3Jeiue (C yKazaHHEM
rocyJiapcTea (rocyaapcTB) MpU3HAHUS, HE YKA3aHHOTO B PETUCTPALIMIOHHOM YJIOCTOBEPEHHH )
(Ha 6yMa>kHOM HOCHTENE U (WJIM) B DJIGKTPOHHOM BHJIE) TI0 ()OpPME COTIIACHO MPUIIOKEHUIO No
11 (mamee B HacTOSIIIEM pa3jielie — 3asiBJIEHUE O COTJIACOBAHUU SKCIEPTHOTO 3aKJIIOUYEHUS) U
JOKYMEHTBHI 110 IEPEYHIO COTJIACHO MpuiIoxeHuto Ne 12;

0) KOomuu TOKYMEHTOB 00 OIUIaTe BHIAAYM HOBOTO PETHCTPAIMOHHOTO YIOCTOBEPEHUS B
pedepeHToM rocygapcTBe (Mpy HATUYUKA COOTBETCTBYIOMIMX TPEOOBAHMI);

B) KOMHUU JOKYMEHTOB 00 OIJIaTe MPOLEAYPhl COrNIACOBAHUS IKCIIEPTHOIO 3aKJIIOYEHUS B
rocynapctBe (rocygapcTBax) NpHU3HAHUSA, yKa3aHHOM B 3asBICHHH O COTJACOBaHUU
AKCIIEPTHOTO 3aKJIFOUEHHS.

107. YnomHOMOYEHHBIN opraH (3KCHepTHas opraHu3aius) pedepeHTHOTO TocyaapcTBa B
TeueHue 7 paboumx JHEU CO JHS MOCTYIUICHUS 3asBJICHUS O COTJIAaCOBAHMHU JKCIIEPTHOTO
3aKJIIOYEHUS] U JIOKYMEHTOB, yKa3aHHbIX B NyHKTe 106 Hacrosmmux I[IpaBui, mpoBoaut
IPOBEPKY MOJHOTHI U JOCTOBEPHOCTH COAEPKAIINXCS B HUX CBEJICHHIA.

108. B cnyuae ecnu 3asBJI€HHE O COTIACOBAHUU SKCIIEPTHOTO 3aKJIFOUEHHUS TPEACTABIEHO
C HapylleHueM TpeOoBaHUN HacTosux [IpaBui, comep UT HETOCTOBEPHBIE CBEIECHUS U (



WJIM) JOKYMEHTHI, YKa3aHHble B MyHKTe 106 HacTosmux [IpaBuil, npeacraBieHbl HE B TOJTHOM
o0beMe, YITOJIHOMOYEHHBIH opraH (dKCIepTHask OpraHu3anus) peepeHTHOro rocy1apcTaa B
TeueHue 7 pabouyux JHEW CO JIHS MOCTYIUICHUSI TAKUX 3asiBJIICHUS U IOKYMEHTOB YBEIOMIISET
3asBUTEJISI O HEOOXOMMOCTH YCTPAHEHUS BBISIBJICHHBIX HAPYIICHUN U (W) MPE/ICTaBICHUS
OTCYTCTBYIOIIHUX JOKYMEHTOB B TedeHue 30 paboumx HmHEH CO JHA pa3MelICHUs
COOTBETCTBYIOIIETO YBEIOMIICHUS B HHPOPMAIIMOHHON CUCTEME YIOJIHOMOYEHHOTO OpraHa (
AKCIIEPTHON oOpraHu3anuu) pedepeHTHOro rocyjapcTBa Ju0O0 €O JHA HampaBJICHUS
YBEJIOMJICHHSI 3aIBUTEINIO CITIOCOOOM, YKa3aHHBIM B 3aBJICHUH O COTJIACOBAHUM IKCIIEPTHOTO
3aKITIOYEHUSI.

109. B cnygae ecnu no uctedeHun 30 pabouux aHEH 3asBUTENEM HE yCTPaHEHBI
BBISIBJICHHBIC HapylieHUs W (WIM) HE MPEACTaBICHBl OTCYTCTBYIOIIHE JOKYMEHTHI,
YIIOJITHOMOYEHHBIN OpTaH (IKCIEPTHAsI OpraHu3aius) peepeHTHOr0 TOCyAapCTBa B TCUCHUE
3 pabouux AHEH NMPUHUMAET PEIICHHE O BO3BpaTe 3asBJICHUS O COTJIACOBAHUU DKCIIEPTHOTO
3aKJIIOUEHUS ¥ IOKYMEHTOB (C 00OOCHOBAaHUEM MTPUYMH BO3BpATa).

110. B teuenue 3 pabouux gHEH CO AHS MPEACTABICHUS 3aABJICHUS O COTJIACOBAHUU
AKCHEPTHOrO 3aKJIIOYECHHS M JTOKYMEHTOB, COOTBETCTBYIOIIMX TPEOOBAHUSM HACTOSILIUX
[IpaBui, a TakKe B Cilydae yCTPAHEHHs B YCTaHOBJICHHBIN MyHKTOM 108 HacTosiuux [IpaBui
CPOK BBISIBJIEHHBIX HapyIIEHUH W (WJIM) MPEACTaBICHHUS JOKYMEHTOB, COOTBETCTBYIOIIHMX
TpeboBaHUsAM HacTosuX [IpaBui, yrmoaHOMOYEHHBIH OpraH (dKCIEpTHAsl OpTraHU3aIvs)
pedepeHTHOro rocy1IapcTBa MPUHUMAET PEIICHHE O MPOBEACHUU MPOLEAYPhl COTIACOBAHUS
HKCIIEPTHOIO 3aKJFOUEHHS Ha 3apErUCTPUPOBAHHOE MEIUIIMHCKOE U3JIETUE U Pa3MEIlacT B
cBOel MH(OPMAIIMOHHOW CHCTEME PETHCTPAIlMOHHOE JI0ChE, COJIEepKalllee 3asBJICHUE O
COTJIaCOBaHUM 3KCIEPTHOIO 3aKIHOYEHUSI.

111. CornacoBanue 3KCHEPTHOrO 3aKIOUYEHUS TOCYIApCTBAMU MPU3HAHMUS, YKa3aHHBIMU
B 3a5BJICHUU O COTJIACOBAHUU 3KCIEPTHOIO 3aKIIFOUEHHUS, OCYIIECTBIISIETCSI B COOTBETCTBUU C
nyHKkTamu 46, 48 — 52 u 54 nacrosuux [IpaBui.

112. HecornacoBaHue 3KCHEPTHOTO 3aKIKOYEHUS] B OAHOM U3 TOCYJapCTB MPHU3HAHUSA,
YKa3aHHBIX B 3asBJICHHH O COIVIACOBAHHUM HKCIIEPTHOTO 3aKJIFOUEHHUSI, SBJIIETCSI OCHOBAaHUEM
JUIsL OTKaza B OOpallleHuH MEIUIMHCKOTO HW3JeNIUsl Ha TEPPUTOPHUHU 3TOr0 roCyaapcTBa
MPU3HAHUS.

113. B teuenne 10 pabouux gHEH cO JHS MOTYUYCHHS OT BCEX YIOJHOMOYEHHBIX OPTaHOB
(3KCHEpTHBIX OpraHu3aluil) TOCYIAapCTB MPHU3HAHUSA, YKa3aHHBIX B 3asBJIEHUHU O
COTJIACOBAHUU 3KCIIEPTHOIO 3aKJIIOUEHHUS], MOATBEPKICHUS COTNIACOBaHUA (HECOTJIacCOBaHUs)
AKCHIEPTHOr0 3aKJIIOUYEHHUsS JMOO CO JIHA UCTEUEHMs] CPOKA, YCTAHOBIEHHOI'O MYyHKTOM 50
Hactosux [IpaBwi, ymoJHOMOYEHHBIM OpraH (SKCHEpTHas opraHu3aius) pe@epeHTHOTro
rocyJlapcTBa NPUHUMAET pEIIEHHE O BblJlaue Mepeo(OPMIIEHHOTO PETUCTPALIMOHHOTO
YIAOCTOBEpEHUS (B Cllyyae HaJIUYMs TOCYAapCTB MPU3HAHMS, YIIOJTHOMOUYEHHBIMU OpraHaMu (
HKCIIEPTHBIMU OPTaHU3alUSIMHU) KOTOPBIX COTJIACOBAHO JKCIEPTHOE 3aKIH0YeHue) Jub0o 00
OTKa3e B BbIJaue MNEPeOPOPMIIEHHOTO PErMCTPALMOHHOTO YJOCTOBEpEeHUs (B ciyyae



OTCYTCTBUSI TOCYAApCTB MPU3HAHUS, YHNOJIHOMOYEHHBIMU OpraHaMu (3KCHEPTHBIMU
OpraHu3alKsIMH) KOTOPBIX COIIACOBAHO HKCIIEPTHOE 3aKIIOUEHHUE).

B Teuenne 10 paGouux mHEN co THS MPUHSATHUS PEHICHUS O BhIaye rnepeodOpMICHHOTO
PErUCTPALIMOHHOTO YJAOCTOBEPEHHUS YNOJHOMOYEHHBIM OpraH (SKCHEpTHas OpraHu3alus)
pedepeHTHOro rocyaapcTBa:

pa3sMenaeT B €AMHOM pEeCTpe MEIULIMHCKUX U3JENINM, 3apETUCTPUPOBAHHBIX B paMKax
Coro3a, HHpopMaLHIO 00 YKa3aHHBIX B 3aBJICHUH O COTJIaCOBAHUM SKCIEPTHOIO 3aKIIOUEHUS
rocyJapcTBax MpU3HAHMS, YIIOJHOMOYEHHBIMU OpraHaMu (IKCIEPTHBIMH OPTaHU3AIUSIMH)
KOTOPBIX COIJIACOBAHO JKCIEPTHOE 3aKIIOYEHHE, a TakKe CKaHUPOBAHHBIE KONHUHU
JIOKyMEHTOB, B KOTOPBhIE BHECEHBI U3MEHEHUS, B COOTBETCTBUU ¢ [lopsiakoM GopmMupoBanus
1 BeJICHUS] HUH(POPMAIIMOHHOUW CUCTEMBI;

o OopMIISET M BBIJAET 3aIBUTEIIO CIIOCOOOM, YKAa3aHHBIM B 3asBJICHUHU O COTJIACOBAaHUU
AKCHEPTHOTO 3aKJIIOYEHHUs, MepeoPOpPMIIEHHOE PETUCTPAIMOHHOE YJIOCTOBEpEHUE U
NPUJIOKEHHE K HEMY C COXPAaHEHHUEM IPEKHEro Homepa (C yKa3aHHEM BCEX IOCyAapCTB
NPU3HAHUS, YIOJHOMOYEHHBIMU OpraHaMu (IKCIEPTHBIMH OPTaHU3alMSIMU) KOTOPBIX
COIJIaCOBAHO KCIEPTHOE 3aKIIIOUYEHUE, U AaThl BHECEHUSI COOTBETCTBYIOLIUX U3MEHEHUN);

BO3BpAIllaeT 3asBUTEII0 CIOCOOOM, yKa3aHHBIM B 3afBJIECHUH O COTJIACOBAHUH
AKCIIEPTHOTO 3aKJIIOYEHUS], PAHEE BBIJIAHHBIE PETUCTPAIIMOHHOE YAOCTOBEpEHHUE (yOIHKaT) U
MPWIOKEHUE K HEMY C OTMETKON 00 UX HEACHCTBUTENHHOCTH (C YKa3aHUEM JIAThI);

BBIJIACT 3asBUTEIIIO CIIOCOOOM, YKa3aHHBIM B 3asIBJICHUHM O COTJIACOBAaHUU DKCIEPTHOTO
3aKJIIOUEHUS], yBeIOMIIEHHE 00 0TKa3e B PErHCTpaIli MEIUIIMHCKOTO U3/IENINs TOCYAapCTBOM
NpU3HAHUSA, YKa3aHHbIM B 3asBJIICHUM O COTJIACOBAHUU SKCIEPTHOTO 3aKIIOYEHHUS, C
MPUJII0)KEHUEM KOIMHMHU MOJATBEPKICHUS HECOTJIACOBAHUS HSKCIEPTHOI'O 3aKIIOYECHUS
YIOJIHOMOYEHHBIM OpTraHoM (SKCIEPTHOM opraHu3alueil) ykazaHHOTO rocyjaapcta (mpu
HaJIMYMH TOCYIapCTBa MPU3HAHMS, YIIOTHOMOYEHHBIM OPraHOM (SKCHEPTHOM OpraHu3alueil)
KOTOPOI'O HE COIJJaCOBAHO IKCIEPTHOE 3aKIIFOUECHHE).

B Teuenmne 10 paGouux nHeHl co IHS NMPUHSATHUS peElIeHUs 00 OTKa3e B BbIAaye
nepeopOPMIEHHOTO PETUCTPALMOHHOTO YJOCTOBEPEHHS YIOJHOMOYEHHBIM opraH (
AKCIIEpTHAs OpraHu3aius) peepeHTHOro rocy/1apcTBa:

BO3BpAILla€T 3asBUTENI0 CHOCOOOM, yKa3aHHBIM B 3aABJIEHHUH O COTJIACOBAHHUU
HKCIIEPTHOTO 3aKJIIOYECHUS, pAHEE BBIJIAHHBIE PETUCTPAIIMOHHOE YAOCTOBEpEHHUE (IyOIHKaT) U
MPUJIOKEHHUE K HEMY;

BBIJIACT 3asBUTEIIO CIIOCOOOM, YKa3aHHBIM B 3asBIICHUH O COTJIACOBAaHUU DKCIIEPTHOTO
3aKJII0YEHUS], YBEAOMIIEHHE 00 OTKa3€ B PErUCTPALMKM MEAUIIMHCKOTO U3/ FOCYJapCTBOM
MpPU3HAHUSA, YKa3aHHBIM B 3asBJICHUHU O COTJIACOBAHUU SKCIEPTHOIO 3aKIIOYEHHS, C
NPUIIOKEHUEM KONUU MOATBEPKIACHHUS HECOrJAaCOBAaHUS DJKCIEPTHOTO 3aAKIIOYEHHUS
YIOJIHOMOYEHHBIM OPraHoM (3KCIIEPTHOM OpraHu3alMei) yKa3aHHOTO roCy1apCTBa, a TAKKe
opuruHana (ay0iauKara) perucTpalMOHHOTO YA0CTOBEPEHHUSI.



IX. ITopsmok NpHOCTAHOBIICHAA WM OTMEHHI AeiCTBUA (AaHHYIMPOBAHNSA) PETACTPANAOHHOIO
yZIOCTOBEPEHUA

114. IIppocTanoBiIeHNE NEUCTBUSA PETUCTPALMOHHOTO YIOCTOBEPEHMS OCYILIECTBIISIETCS
YIOJHOMOYEHHBIM OPraHoM peepeHTHOT0 rOCy/1apCTBa B CIEAYIOMIUX CIIyYasiX:

a) Mo pe3yJibTaTaM MOHUTOpPUHTa 0€30MacHOCTH, KayecTBa U APHEKTUBHOCTH
MEJIUIMHCKUX U3JIENIUNA B NOCTPETUCTPALIMOHHBIN IEPUOA —IPHU BBISIBJIEHUN NOTEHIUAIBHON
CEPbE3HOM YIpO3bl 3I0POBbIO YEJIOBEKA,

0) mo pe3yiabTaTaM TOCYIAapCTBEHHOTO KOHTpPOJIs (Haa3opa) 3a oOpaiieHuem
MEIUIMHCKHUX U3/1eNIUi — IPU HAJIMYUU CBEJIEHUH 0 (haKTaxX U 00CTOATENHCTBAX, CO3AAIOUIUX
YIpo3y JKH3HH M 3I0POBBIO TPAXKIAH M MEIUIMHCKUX PAaOOTHUKOB MPU NMPUMEHEHUU H
AKCIUTyaTalli MEAULIUHCKUX U3IETIUN;

B) OTCYTCTBHE B PErHCTPAllMOHHOM JI0Ch€ AaKTyaJlbHOW HHpopManuu o0
YIOJTHOMOYEHHOM TIPEJICTABUTENE MPOU3BOAUTENS (IJI MNPOU3BOAUTENEH M3 TPETHHUX
rocyJ1IapCcTB).

115. Pemienue o mpuOCTAaHOBICHUHN JACHCTBUS PETUCTPALIMOHHOIO YJIOCTOBEpeHUs (C
YKa3aHUEM MPUYMH, JaThl U CPOKA MPUOCTAHOBJIECHUS) MPUHUMAETCS YIMOJIHOMOYEHHBIM
OopraHomM pe(depeHTHOro TocyJapcTBa B COOTBETCTBHU C 3aKOHOAATEIbCTBOM 3TOTO
rocyaapcrna.

116. Cpok mpHOCTaHOBIIEHHSI IEUCTBUS PETUCTPALMOHHOTO YJIOCTOBEPEHUSI HE MOXKET
IpEBBIIATh 6 MECALIEB, IPU 3TOM peaau3alus U IPUMEHEHUE TAKUX MEAUIMHCKUX U3JEIUN B
pedepeHTHOM rocyAapCcTBE U TOCyapcTBe (rocy1apcTBax) MPU3HAHUS HE Oy CKAIOTCH.

117. YnonmHOMOYEHHBIN Ooprad pedepeHTHOTo rocyapcTBa B TeUeHHE 5 paboumnx THEH co
THS. IPUHSATHUS PELIEHUsI O MPUOCTAHOBICHUH JEHCTBUS PETHUCTPALIMOHHOTO YIOCTOBEPEHUS
BHOCUT COOTBETCTBYIOIIME CBEJACHHUS B €IAUHBIA PEECTP MEIMUIMHCKUX H3JEIN,
3aperucTpupoBaHHbIX B pamkax Coro3a, 1 ”HGOpMHUpPYET 00 3TOM YIOJTHOMOYEHHBIE OpraHbl
rocyJapCcTB NpuU3HaHUsA U EBpa3niicKyl0 3KOHOMHYECKYK) KOMHCCHUIO C MCIOJIb30BaHHEM
CPEACTB MHTETPUPOBAHHOW CHUCTEMBI, a TAKXKE 3asABUTENS IMyTEM IEpeaadyd YBEIOMIIEHUS
JIMYHO MO/ POCHUCH, JINOO HAMPABIECHUS YBEJOMIICHHS 3aKa3HBIM MIOYTOBBIM OTIIPABICHUEM C
YBEIIOMJICHHEM O BpPYYEHHUHU, MO0 HaMpaBieHUS B IJIECKTPOHHOM BHUIE WU B (opme
AIIEKTPOHHOI'O JIOKYMEHTA, MOAMUCAHHOTO AJIEKTPOHHOU MOAMMUCHIO (C yKa3aHUEM MPUYMH,
JaThl U CPOKA NPUOCTAHOBJICHUS JNEUCTBUS PETHCTPALMOHHOIO YJIOCTOBEPEHUS, a TaKKe
HEOOXOJUMOCTH YCTpaHEHUsl 3aABUTEIEM OOCTOSITENIbCTB, MOBJEKIIUX MPUOCTAHOBIECHUE
JEHCTBUS PETUCTPALMOHHOTO YOCTOBEPEHU).

118. 3asBUTENH B TE€YEHUE YCTAHOBJICHHOTO YIOJIHOMOYEHHBIM OPTaHOM PePEPEHTHOTrO
rocyJapcTBa Cpoka 00si3aH YCTpaHUTh OOCTOSTEIHCTBA, MOBJICKIINE MPHOCTAHOBJICHHUE
JENCTBUSA PETUCTPAIMOHHOTO YAOCTOBEPEHHUSA, U YBEJOMUTH 00 3TOM B MUCbMEHHOU (hopme
ATOT YNOJHOMOYEHHBIA OpraH (C HPWIOKEHHEM MOATBEPKIAIMMX JOKyMeHTOB). Ilo
pe3yJibTaTaM pacCMOTPEHUS MPEACTABICHHBIX 3asBUTEIEM JTOKYMEHTOB YNOJIHOMOYEHHbBIN



opraH pedepeHTHOTO roCyJapCcTBa MPUHUMAET PEIIeHUE O BO30OHOBICHUH JIMOO 00 OTMEHE
NeHcTBUS (aHHYJIMPOBAHUU) PETUCTPALMOHHOTO YJIOCTOBEPEHHUS (C yKa3aHHEM JaThl
BO300HOBJICHHSI UJTM OTMEHBI JEHCTBUS (aHHYJIUPOBAHUS) PETUCTPALIMOHHOTO yI0CTOBEPEHUS
).

119. YnonHoMO4YeHHBIN OpraH peepeHTHOr0 rocyJapCcTBa B T€UCHHUE 5 pabouux JHEH cOo
JTHS IPUHSTUSA PEHICHUSI O BO30OHOBIICHUM JIEUCTBUSL PETHCTPALIMOHHOTO YIAOCTOBEPEHHUS
BHOCUT COOTBETCTBYIOIIME CBEIACHUS B €IAUHBIA pEECTpP MEIMUIMHCKUX W3JEIUl,
3aperuCcTPUPOBAaHHBIX B paMkax Coro3a, U yBEIOMIIAET 3aABUTENSA O NPUHATOM PELICHUU
JIMYHO MOJ| POCIHKCH, JTMOO HAINPaBISAET YBEIOMIICHHE 3aKa3HBIM IMOYTOBBIM OTIIPABIECHUEM C
YBEIOMJIGHUEM O BpYYEHHUM, JHOO MepeAaeT B HJIEKTPOHHOM BHUJE WJIH B (opme
AIEKTPOHHOTO JOKYMEHTA, MOAMUCAHHOTO 3JIEKTPOHHOU MOAMKCHIO.

120. Pemienne 0 BO30OHOBJIEHUU JEUCTBUS PETHUCTPALIMOHHOTO YIAOCTOBEPEHUS
NPUHUMAETCS] B COOTBETCTBUH C 3aKOHO/IATELCTBOM PEPEPEHTHOrO rOCYJapCTBa U BCTYMAET
B CHJIy CO JIHSI €r0 MPUHSTHSL.

121. B ciyuae HeyCcTpaHEHHUS 3asBUTEJIEM B YCTAHOBJICHHBIM CPOK OOCTOSITENHCTB,
MOBJIEKIIUX MPUOCTAHOBICHUE JEUCTBUS  PETHCTPALIMOHHOIO  yJAOCTOBEPEHUS,
YIOJHOMOYEHHBIM OpraH pe)epeHTHOro rocyjaapcrBa B TeueHue 3 pabouyux AHEH co AHS
MCTEYEHUS! YKa3aHHOI'O CpPOKa MPUHUMAET pellieHne 00 oTMeHe JeHCTBUS (aHHYJIMPOBAHUH)
PETHCTPAIMOHHOTO YI0CTOBEpEHHUs (C 000CHOBaHUEM).

122. YonHOMOYEHHBIA Opran pedepeHTHOro rocy1apcTBa He3aMeUIMTEIbHO BHOCUT
COOTBETCTBYIOIIME CBEIECHUS B €IUHBIA peecTp MEAULUHCKUX HW3JEJIuH,
3aperucTpupoBaHHbIX B pamkax Coro3a, U yBeJOMIISIET 3asBUTENS 00 OTMEHEe JeHCTBUS (
AHHYJMPOBAHUU) PETMCTPAMOHHOIO YIOCTOBEPEHUS IIyT€M MEpeladyd YBEIOMIICHHS
3asIBUTEINIO JINYHO IOJ POCHHCH, JTUOO HaIpaBiICHUs YBEIOMJICHHS 3aKa3HbIM I1OYTOBBIM
OTIPABJIEHUEM C YBEJIOMJICHHEM O BPYUYEHUH, JINOO HATIPABJICHHS B AJIEKTPOHHOM BHJIE€ UJTU B
(dbopMe 3IIEKTPOHHOTO TOKYMEHTA, MOAMMUCAHHOTO 3JIEKTPOHHON MOIMHUCKIO.

123. OcHOBaHMSIMH MJIsI TPUHATHS YHNOJTHOMOYEHHBIM OpPraHoM pe(epeHTHOro
rocyJgapcTBa pemnieHusi o0 OTMEHe JeWCTBUS (aHHYJHPOBAHUHU) PETUCTPALMOHHOTO
yJAOCTOBEPEHHUS WU 00 OTMEHE PErucTpaluyd MEeAMIIMHCKOro u3aenus (Mozenei (Mapok)
MEIUIIMHCKOTO M3JIENIUs], CBEJEHHS O KOTOPBIX MPEACTABIEHbl B PETrUCTPALMOHHOM
YIOCTOBEPEHUH ) SBJISIFOTCS:

a) mojaya MPOU3BOJUTEIEM 3asiBICHUS 00 OTMEHE JeMCTBUSA (aHHYJIUPOBAHUM)
PETHCTPALIMOHHOTO Y0CTOBEpEHUs (Ha OYMa)KHOM HOCUTENE U (UITK) B DJIEKTPOHHOM BH/JIC)
o ¢popMe coraacHo npuioxenuro Ne 13;

0) BBISIBJICHHE CITy4aeB MPEICTaBICHU 3asBUTEIEM HEIOCTOBEPHBIX CBEACHUN, KOTOPHIE
HE MOIJIM OBITh YCTAHOBJIEHBI IPU PETMCTPALIUU METUIIMHCKOTO M3/eNus (B TOM YHCIe TIPH
OCYLIECTBJIECHUN YITOJIHOMOYEHHBIMH OpraHaMU rOCYJapCTBEHHOIO KOHTPOJsA (Haa3opa) 3a
oOpalieHreM MEeIUIIMHCKUX U3JEIH);



B) BCTYNHUBIIIEE B 3aKOHHYIO CUJTy pEllIeHUE CyJla ToCcyAapcTBa-ujieHa 00 OTMEHE JeHCTBUS
(aHHYJUPOBAHUM) PETUCTPAIIMOHHOTO YJOCTOBEPEHUS WJIM 00 OTMEHE pPEerucTpaluu
MEIUIIMHCKOTO M3JeNus (Mojaenel (MapoK) MEIUIIMHCKOTO W3S, CBEACHUS O KOTOPBIX
PEACTaBIEHBI B PETUCTPAIIMIOHHOM YIOCTOBEPEHUN);

T) OpeACTaBICHUE YIMOTHOMOYEHHBIM OPraHOM IO Pe3yJibTaTaM rOCyJapCTBEHHOIO
KOHTpOJs (Haa3opa) 3a oOpalleHueM MEIUIMHCKUX HW3ACIUN CBeleHHH o ¢dakTax Hu
00CTOSITENILCTBAX, CO3JAIOIIUX YrPO3y KU3HU M 3J0POBbIO0 TPaXKJAaH U MEIUIMHCKUX
pabOTHUKOB MPY MPUMEHEHUU U DKCIUTyaTallMd METUITUHCKOTO U3/IEIHS;

1) yTpaTa MEAUIUHCKUM H3JEJIUeM CTaTyca MEIUIIMHCKOTO B CBSI3M C BHECEHUEM
M3MEHEHUI B akThl, BXojsmue B mpaBo Coro3a, WIM HA OCHOBAaHUU PEIICHUS
KoHCcynbTaTUBHOTO KOMHTETa O pe3yJibTaTaM IMPOBEACHUS pabOT MO yperyJaupoBaHUIO
pa3HOrIacui Mo BOMpPOcaM OTHECEHUS MPOAYKIUH K METUIIUHCKUM U3ETHUSIM.

124. 3asBneHne 00 OTMEHE IEUCTBUS (aHHYJIMPOBAHWU) PETHUCTPAIMOHHOTO
YIOCTOBEPEHUSI MOKET OBITh MOJAHO YIMOJHOMOUYEHHBIM MPEICTABUTENIEM MPOU3BOIUTENS
IPU OJTHOBPEMEHHOM BBITIOJIHEHUU CHEAYIOIINX YCIOBUMA:

a) HaJW4YMe B PErUCTPALlMOHHOM J0ChE€ aKTyaJbHOIO JIOKYMEHTA, MOJATBEPKAAIOIIETO
MTOJTHOMOYHSI YTIOTHOMOYEHHOTO MPECTABUTEINS TPOU3BOINUTENSA, UITU MPECTABICHUE TAKOTO
JIOKYMEHTAa B YIIOJITHOMOUYEHHBINH OopraH pe)epeHTHOr0 TOCyJapcTBa BMECTE C 3asiBJICHHUEM 00
OTMEHE JEUCTBUS (aHHYJIMPOBAHUH) PETUCTPALIMOHHOTO YJIOCTOBEPEHUS;

0) mpejacTaBieHUE B YIOJHOMOYEHHBIN Opran peepeHTHOro rocy/1apcTBa BMECTE C
3asiBIeHUEeM 00 OTMEHE MeWCTBUS (AaHHYJIWPOBAHWUU) PETHUCTPAIMOHHOTO YIOCTOBEPEHUS
3aBEPEHHOI0 B YCTAHOBJIEHHOM MOPSAAKE TOKYMEHTA ITPOU3BOIUTENIS, IOATBEPKIAIOIIETO €T0
HaMEpPEeHHE OTMEHUTH JEHCTBUE PETUCTPALIMOHHOTO YJIOCTOBEPEHUS (aHHYJIUPOBATD €T0).

125. B cnyuae ecnu 3asBieHue 00 OTMEHE JACHCTBHUS (AaHHYJIMPOBAHUM)
PETUCTPALMOHHOTO YJIOCTOBEPEHHUS MPEJCTABICHO C HapyIIEHHEM TPeOOBAHUM HACTOSIIUX
[IpaBus, TOKyMEHTHI TIPEACTABICHBI HE B IMMOJHOM 00BEME WM COJEPKAT HEOCTOBEPHBIC
CBEJICHUS, YIIOJTHOMOUYCHHBIM OpraH peepeHTHOIO TOCyJapcTBa B TEUCHUE 7 pabounx JAHEH
CO JHS MOCTYIUIEHUS TaKUX 3asBJICHUS U JIOKYMEHTOB MPUHUMAET pelieHrue 00 ux Bo3Bpare (
C YKa3aHHUEM MPUYUH BO3BPATa).

126. YOTHOMOYEHHBIN Oprad peepeHTHOro rocyaapcTBa B TeUeHHe 7 paboduux JHEN co
IHS HAaCTYIUIEHUSI OJJHOTO M3 OCHOBAHWM, YKa3aHHbIX B myHKTe 123 Hactosmux [Ipasuin,
MpUHUMAET pelieHne 00 OTMEeHe JeUCTBUS (aHHYJMPOBAHUHU) PETUCTPAIMOHHOTO
YAOCTOBEpEHUS] UM 00 OTMEHE PETUCTpaIly MEIUIIMHCKOrO M37enus (Mojeneil (Mapok)
MEIUIIUHCKOTO W3JEeNus, CBEACHUS O KOTOPBIX IMPEACTABJICHbI B PETUCTPAIMOHHOM
YJIOCTOBEPECHUN).

127. YrionmHOMOUYEHHBINH opraH pedepeHTHOI0 rocy1apCcTBa B TEUCHHUE S5 pabovuX JTHEH Co
JHS TPUHITUS penieHuss 00 OTMEHE JeUCTBUS (aHHYJIUPOBAHUHU) PETUCTPALMOHHOTO



YAOCTOBEpEHUs] UM 00 OTMEHE PETUCTpaIly MEIUIIMHCKOTO M37enus (Mojeneil (MapokK)
MEIUIIMHCKOTO M3JIeNIHsl, CBEJCHHUS O KOTOPBIX MPEJACTABIEHbl B PETUCTPALMOHHOM
YJIOCTOBEPECHUN ):

a) pa3MeIlaeT B €IMHOM PEECTpe MEIMLIMHCKUX U3CNIUNA, 3apETUCTPUPOBAHHBIX B paMKax
Coro3a, cBeieHUs] 00 OTMEHE IEUCTBHS (AaHHYJIMPOBAHUH) PETUCTPALIMOHHOTO YOCTOBEPEHUS
WK 00 OTMEHE PEerucTpalud MEIUIMHCKOTro u3Aenus (Mojened (Mapok) MEeAUIIMHCKOTO
U3JIENUs, CBEEHUS O KOTOPBIX MPEJICTABIEHBI B PETUCTPALIMOHHOM YJIOCTOBEPEHHH);

0) yBenoMIIsieT 3asBUTENS 00 OTMEHE AEHCTBUS (aHHYJIMPOBAHUU) PErHCTPALMOHHOIO
YAOCTOBEPEHUS IyTEM Nepeadyn YBeJIOMIIEHUS JUYHO MO POCIKCH, JIMOO €ro HanpaBJICHUS
3aKa3HbIM MMOYTOBBIM OTIPABIECHUEM C YBEIOMJICHHEM O BPYUYEHHUH, JHOO HaIpaBiICHUS B
AIIEKTPOHHOM BHUJE WU B (OpME FJIEKTPOHHOIO JOKYMEHTA, MOAMUCAHHOTO AJIEKTPOHHOU
MOJAMNMKCHIO;

B) YBEJOMJISIET 3aBUTENSI 00 OTMEHE PETUCTpallui MEAUIIMHCKOTrO u3nenus (Moneneit (
MapoK) MEAUIMHCKOrO U3ENHs, CBEACHUS O KOTOPBIX MPEACTABIEHBI B PETUCTPALMOHHOM
YAOCTOBEPEHHUH) U O HEOOXOAMMOCTH BHECEHHUS U3MEHEHUW B PETHUCTPAIMOHHOE JIOChE B
YaCTH MUCKIIOYEHUs JAHHBIX MEAUIMHCKUX H3Jeauil (Mojenei (MapoK) MEIUIIMHCKOIrOo
u3Jlenusl) MyTeM Iepefayd yBEJOMJICHUS JIMYHO I0J] POCIHCH, JUOO €ro HarpaBieHUs
3aKa3HbIM MOYTOBBIM OTIPABICHHEM C YBEJIOMJIEHUEM O BPYYEHHUH, JUOO HaAmpaBJeHUS B
AIIEKTPOHHOM BHUJE WK B (OopMe 3JIEKTPOHHOTO JOKYMEHTA, MOAMHMCAHHOTO 3JIEKTPOHHOM

IMOAITUCBIO.

TTPUJIOXEHUME Ne 1
K IIpaBuiaM perucTpamnuy U SKCIEPTU3bI
0e30MacHOCTH, KauecTBa U
3G PEKTUBHOCTU MEUIIUHCKUX U3AETUN

®dopMa perucTpalMOHHOr0 yAOCTOBEPEHHA METUITMHCKOTO H3IE/IMs U IPABUIIA €€ 3aI0THCHUA
I. ®opma perucTpamMOHHOr0 yIOCTOBEPEHHAA MEIUIHHCKOTO H3ACIIHA

Ombnema EBpa3uiickoro 5KOHOMUYECKOTO coro3a (1)
EBPA3UNCKNI SKOHOMWYECKHWH COIO3 (2)

3)

(HaMMEHOBaHUE YITOJTHOMOYCHHOTO OpraHa pe)epeHTHOTO roCy/1apCcTBa)
PETUCTPALIMOHHOE YJIOCTOBEPEHUME MEJINITMHCKOI'O U3AEJINA (4)
MU-XY-Zor" " 20 1. (5)

B cootBetcTBUM C (6)

(HOMEp U JaTa MpuKasza yrnoJIHOMOYEHHOTO OpTraHa
pedepeHTHOro rocy1apcTBa O PErucTpalui MEIULIUHCKOTO U3/1EIINs)
HACTOSAIEE PErUCTPALMOHHOE YIOCTOBEPEHUE MEAUIIMHCKOTO U3/I€NUS BbIJIaHO:

(7

(HauMEeHOBaHUE MPOU3BOIUTEIS, €0 MECTO HAXOXKICHHS)



(8)

(HauMeHOBaHUE MTPOU3BOJICTBEHHOM TUIOMIAKH (BKJItOUast €€ (PaKTUUECKUM ajipec) uiu

CCbLJIKA Ha IIPHUJIOKCHHUC B CJIIY4HaC YKA3aHHA IBYX U Ooiee IMPONU3BOACTBCHHBIX nnomanox)

)

(HaMEHOBaHUE YIIOJIHOMOYEHHOTO MPEACTABUTENS IPOU3BOIUTENS

Ha TEPPUTOPHUAX TOCYAAPCTB — UJICHOB EBpa3uiickoro SKOHOMUYECKOTO COI03a,
BKJIIOYAsl €70 MECTO HaXOXKICHUS )

B TOM, 4TO (10)

(HaMMEHOBaHUE MEIUITMHCKOTO H3/ICIIHS)

KJIacca MOTEHIIMAIBHOTO PUCKA MPUMEHEHUS MeAUIIMHCKOro u3nenus: _ (11)
3apETUCTPUPOBAHO U Pa3peIIeHO K BBITYCKY B OOpaIlieHrne Ha TEPPUTOPUH CIICTYIOIIUX
roCy1apCTB — WIEHOB EBpPa3uiicKOro 3KOHOMHUYECKOTO COr03a

(12)
(HaMeHOBaHUS pePEPEeHTHOI0 rocyAapcTBa U rocyJapcTBa (rocy1apcTB) MpU3HAHUS)
Mopenu (MapKu) MEIUIIMHCKOTO U3/IENHS, X COCTAB, PUHAJICKHOCTH U
MIPOU3BOJICTBEHHBIE TUIOIIAIKY MPUBEJEHBI B IPUIIOKEHUH (MPU HATUYUN) K

HACTOSAIIEMY PETUCTPALMOHHOMY YJIOCTOBEPEHUIO MEAUIIMHCKOTO u3aenust Ha 1. (13)
[Ipunoxxenue SBISETCS HEOTHEMJIEMON 4YacThH) HACTOAIIET0 PErUCTPAIMOHHOIO
YIAOCTOBEPEHUS

MEAUIIMTHCKOTO U3JIEIHSI.

Cpok IeiicTBUSL PErUCTPAIMOHHOTO YAOCTOBEPEHUSI METUIIMHCKOTO U3Aenus: oeccpouno (14)
JlaTa peructpaiuyu MEAUIUHCKOrO u3aenus: ' " 20 1. (15)

Homep u nata nmpukasza ynoJIJHOMOYEHHOI'O OpraHa pe()epeHTHOTO roCy/1IapCcTBa O BHECEHUU
W3MEHEHUM B PETHCTPAIIMOHHOE YAOCTOBEPEHUE MEAUIIMHCKOTO u3aenus: " " 20
r. Ne (16)

(®. U. O. pykoBoauTens (yHoJIHOMOUYEHHOTO JIUIIA)
YIIOJITHOMOUYEHHOT'O OpraHa)
M. 1L (17)

(moAmuCh)
No (18)

TIPMJIOXEHHE K PETHCTPAIIIOHHOMY YIOCTOBEPEHHIO METUIITHCKOT'O
VI3IEIHA (1)

MU-XY-Zor"_" 20 r.(2)

Ne i/t HaumenoBanue

Mogens (Mapka) MEAUIMHCKOTO wu3aenus (mpu

1.
HAJTYHH)

2. Cocras



3. [IpunannexxHoCcTH (TIPU HATUYIHUH)

3)

HaumenoBanusa " aKTHYECKHe ajapeca
Ne i/t b P

IMMPOU3BOJACTBCHHBIX IJIOMIAJ0K

4

(®. U. O. pykoBoautes (yIOJHOMOYEHHOIO JIMIIA) YIIOJTHOMOUYEHHOI'O OpraHa)
M. IL (5)

(moamuce)
JIuct _ (6)
No (7)

I1. ITpaBuia 3anOHEHNS PETECTPAIIIOHHOTO YAOCTOBEPEHHS MEUIMHCKOTO M3/[EJHs

1. PeructpanimoHHOE yI0CTOBEPEHUE MEIUIIUHCKOTO U3AENUs (anee — perucTpaluoOHHOE
YJIOCTOBEPEHUE) 3aMOJIHIETCS YINOJHOMOUYEHHBIM OPraHOM pedepeHTHOTO TocyJapcTBa Ha
PYCCKOM SI3BIKE€ C HMCIOJIB30BAHHEM HJIEKTPOHHBIX IEUYATAIOIIMX YCTPONCTB M B Clly4yae
HaJIM4Yusl COOTBETCTBYIOIIETO TPEOOBAHUS B 3aKOHOAATEIHCTBE Pe(HEPEHTHOrO TOCyAapCcTBa —
Ha roCyJIapCTBEHHOM SI3bIKE 3TOr'0 rOCyAapCTBa.

2. 3anoJHEHWE PETUCTPALUOHHOTO YIAOCTOBEPEHUS Ha PYCCKOM S3BIKE U
roCyJapCTBEHHOM SI3bIKE pe(PEPEHTHOTO TOCYIapCTBA OCYIIECTBIISIETCS] HA PAa3HBIX CTOPOHAX
PETUCTPALIMOHHOTO YAOCTOBEPEHHUS.

3. PerucrpanimoHHO€ yAOCTOBEPEHNUE OTHOCHUTCA K IOKYMEHTaM CTPOTrOMl OTYETHOCTU U
nevyataercs Ha OJlaHKe, KOTOPBIM M3TOTABIMBAETCS TUIMOTPAPCKUM CIHOCOOOM U HUMEET
CTEIEHHU 3alIUThl B COOTBETCTBUH C 3aKOHOJIATEIILCTBOM peEePEHTHOTO FOCY1apCTBa.

[Tpu HEOOXOAMMOCTH HAUMEHOBAHHE MPOU3BOJUTEIS, €T0 MECTO HAXOXKACHUS (aapec
IOPUANYECKOTO JIUIAa, MECTO >KUTEIbCTBAa (DU3UUECKOTO JIMIA, 3apETrHCTPUPOBAHHOIO B
KaueCTBE MHAUBHUAYAJIbHOTO MPEANPUHUMATEINS) U CBEJICHUS O NPOIYKIMHU (MOJEIb, MapKa,
apTUKYJI U Jp.) MOTYT OBbITh YKa3aHbI C UCTIOJIb30BaHUEM OYKB JJATUHCKOTO aj(aBUTa.

4. YkazaHHWe HaMMEHOBAHWUN MPOU3BOAUTEIS, YHOJIHOMOUYEHHOTO MPEACTABUTENS
IPOU3BOAUTENS M MPOU3BOJCTBEHHBIX IUIOIIAJ0K B PETMCTPALIMOHHOM YIOCTOBEPEHUU
OCYIIECTBIISIETCA B CIEAYIOLIECH MOCIEA0BATEIILHOCTH:

a) JUIsl pE3UAEHTOB rOCyAapCTB — YIEHOB EBpa3niickoro 3KOHOMHUYECKOTO COro3a (Hanee
COOTBETCTBEHHO — rocyJapcTBa-uwieHbl, Cor03):

OpraHU3alMOHHO-TIPAaBOBas popMa;

MOJIHOE HAaMMEHOBaHUE (17151 FOPUIUYECKHUX JIUI] YKA3bIBAECTCS B KABBIUKAX);

COKpalIeHHOE HauMEeHOBaHUeE (B CKOOKax) (MpU HAIMYUN);

HaVMEHOBAHUE rOCy/1apCTBa;



0) A1 HEPEe3UIEHTOB rOCYAapCTB-UJICHOB:

M0JIHOE HAMMEHOBAHHUE;

OpraHU3alMOHHO-TIPAaBOBas popMa;

COKpallleHHOE HauMEHOBaHue (B CKOOKax) (Mpy HAIUYUK);

HaNMMEHOBAHUE TOCyIapcTBa (Ha PYCCKOM SI3bIKE U (MJIM) HAa rOCYAapCTBEHHOM SI3BIKE
pedepeHTHOro ToCyaapcTBa).

PexBU3UTHI pa3fesitoTCs 3aMsTHIMU.

5. Yka3zaHue agpeca B peruCTPalMOHHOM YJIOCTOBEPEHUH OCYILIECTBIIETCS B CIEAYIOIIEH
MOCJIEIOBATEIbHOCTH

Ha3BaHHE YJIULbI (C YKa3aHUEM 3JIEMEHTa YJIUYHO-AOPOKHON CETHU TOPOACKOI

HHPPACTPYKTYpPHI), HOMEP J0Ma, HOMEP MOMEIIeHUs (TTPU HATUYKH ),

Ha3BaHHUE HACEJICHHOI'O ITyHKTA (C yKa3aHUEM THUIIa);

HAaMMEHOBaHUE pailoHa;

Ha3BaHUE peruoHa (o0aacTu, kpas) (C yKa3aHUEM THUIIA);

MOYTOBBIN UHICKC;

HOMEp aOOHEHTCKOTrO SIIUKa (IPU HAJTUYUN);

HaMMEHOBaHUE roCy/1apCTBa.

JI1si Hepe3UIeHTOB TOCYAapCTB-WICHOB a/IpeC YKa3bIBAE€TCS C MCIOJIb30BaHUEM OYKB
JATUHCKOTO andaBuTa.

PexBU3UTHI pa3aensitoTcs 3amsThIMU.

6. CBeleHHsI O IPOU3BOJAUTENE U YIOJHOMOYEHHOM IPEACTABUTEINE MMPOU3BOIUTENS,
yKa3aHHbIE B PETUCTPAIIMOHHOM YIOCTOBEPEHUH, JKCILUTYyaTAllUOHHOM JOKYMEHTE WJIU
MHCTPYKLIHMHU MO MPUMEHEHUIO MEIUIMHCKOTO H3JENHsl, PYKOBOJICTBE IO CEPBUCHOMY
00CITy’)KMBaHMIO, a TaK)K€ B TEKCTE€ MApPKUPOBKU METUIIMHCKOTO HW3JENHUS, TOJDKHBI OBITH
UJIGHTUYHBIMA U COOTBETCTBOBATh MH(GOPMAIIUU, YKA3aHHON B IOKYMEHTE JIUOO CBEJCHUSX,
MOATBEPKIAIOIIUX PETUCTPALUIO MPOU3BOJUTENS U YIOJIHOMOYEHHOTO MPEICTAaBUTEINS B
KaueCTBE IOPUINYECKOTO JIMIIA TMOO UHIMBUIYAIbHOTO MPEAIPUHUMATEIIA.

7. Bce monst perucTpaliMoOHHOTO yA0CTOBEPEHUS JOJIKHBI OBITh 3alI0JHEHBI (B OpUTHHAIIE
PETHCTPALIMOHHOTO YIOCTOBEPEHHUS HyMepalus oJjiei OTCYTCTBYET).

8. B peructpailiOHHOM yJOCTOBEPEHUU YKA3bIBAIOTCS:

a) B mojne 1 —ambnema Coro3za;

0) B moJie 2 — Ha/IMKUCh, BLITIOJIHEHHAs B 1 CTPOKY:

"EBPA3UNCKNI DKOHOMUYECKHU COIO3";

B) B nosie 3 — MOJIHO€ HAaMMEHOBAaHHE YNOJHOMOYEHHOTO OpraHa pe@epeHTHOro
rocyJ1apCcTBa;

I') B 110Jie 4 — HaJIUCh, BBITIOJIHEHHAA B 1 CTPOKY:

"PETUCTPAIIMOHHOE YJOCTOBEPEHUE MEJINMIITMHCKOI'O U3JEJINA";
1) B MOJIE 5 — HOMEP PETUCTPAIMOHHOIO YAOCTOBEPEHUS U 1aTa €ro BbIJAUH.
Homep peructpaninoHHOTO y10CTOBEPEHHS (POPMUPYETCS B CIIEAYIOLIEM MOPSIKE:



MK -

b | el
| ma

rjae:

3JEMEHT | — MEIMIIMHCKOE U3JENHE;

3MEMEHT 2 — 2-3HayHblii OYKBEHHBIN KOJI pe()epEeHTHOI0 roCy1apcTBa B COOTBETCTBUH C
MEXIYHapOoHbIM cTaHapToM ISO 3166-1;

ANEeMEHT 3 — 2-3Ha4yHbli OYKBEHHBIM KOJ rOCYJapCTB MPU3HAHUSA B COOTBETCTBUHU C
MexayHapoaHbiM crangapTom [SO 3166-1 (yka3piBalOTCS KOABI TOCYJApCTB MPU3HAHUS,
MOATBEPMBILINX COIIACOBAHKUE SKCIEPTHOTO 3AKIIOYECHHUS);

37eMEHT 4 — 6-3Ha4YHbIN MOPSAKOBBIA HOMEpP PErMCTPALMOHHOIO YJIOCTOBEPEHUS,
PUCBOEHHBIN YMOJTHOMOYEHHBIM OPTraHOM pe(EepeHTHOro rocynapcrBa (IMpUCBanuBaeTC
ABTOMATUYECKHU U3 €IMHOIO peecTpa MEAUIIMHCKUX U3/IETIUH, 3apErUCTPUPOBAHHBIX B paMKax
Coro3a, nopsigok (GopMHupoBaHUST U BeAeHUs KoToporo yrteepkiaeH Pemenuem CoBera
EBpasuiickoil akoHOMHYecKoi kKomuccuu oT 12 deBpana 2016 r. Ne 30, u coxpansercs
HEU3MEHHBIM IIPH 00pallleHnH MEIUIIMHCKOTO n3/ieius B pamkax Coro3a);

€) B moje 6 — HOMEp W Jara MpHKa3a yINoOJIHOMOYEHHOrO0 opraHa pedepeHTHOro
rocyAapcTBa O pErucTpaluy MEAULIMHCKOTO U3IEIHS;

) B TI0JIe 7 — MOJIHOE€ HAMMEHOBAHUE U MECTO HaXOXACHUS (aIpec I0PUANYECKOro JIUIIA)

— JUIA FOPUJIMYECKOT 0 JIUIA WIH (PaMIIIHsL, UMsI, OTYECTBO (ITPU HAIIMYWU ), MECTO KUTEIbCTBA
— 1 (U3MYECKOTO JMIla, 3apEeTUCTPUPOBAHHOTO B KA4YECTBE HWHIMBUIYAIbHOTO
NpeANPUHAMATEIIS;

3) B mosie 8§ — HAaMMEHOBaHUA U (haKTHUECKHUE ajpeca MPOU3BOJCTBEHHBIX IIOIIAIOK,
BBITIOJIHAIOIINX BECH MPOLIECC MTPOU3BOACTBA MEAUIIMHCKOTO U3/IEIMS UM €r0 ONpeIeICHHbIE
cranuu. [lpu Hannuuu AByX u 0oJjiee MPOU3BOACTBEHHBIX IIJIOMIAJ0K JOIYCKAETCs YKa3bIBaTh
CBEJICHUS O HUX B MPWJIOKEHUU K PETUCTPAMOHHOMY yJIOCTOBEPEHHUIO;

1) B 1I0JIe 9 — MOJIHOE HAMMEHOBAHUE YIIOJTHOMOYEHHOTO IPEICTABUTEIS IPOU3BOIUTENS
Ha TEPPUTOPUSIX TOCYAAPCTB-UICHOB, €T0 MECTO HAXOXKJIEHHU (apec IPUIUYECKOTO JTUIA) —
VTSl FOPUIMYECKOTO JIMIA WM (paMuiIusi, UMsl, OTYECTBO (IIPU HAIMYUHU), MECTO KUTEIBCTBA —
s (U3MYECKOTO JIWIla, 3apEeTUCTPUPOBAHHOTO B KA4eCTBE WHAMBHAYAIBHOIO
npeanpuHumaresa. [Ipu oTCyTCTBUM YIIOTHOMOYEHHOTO MPEICTABUTENS IPOU3BOAUTENS Ha
TEPPUTOPUH TOCYyAApCTBa-wIeHa (B cllydae, €ClIu MPOU3BOAMUTEIND SBIIAETCS PE3UIEHTOM
roCcyJapCTB-4IEHOB) B YKa3aHHOM I10JI€ CTABUTCS IPOYEPK;

K) B riosie 10 — mosiHO€ HaMMEHOBAaHHWE MEIMLIUHCKOTO U3/ENHsI, BKIIOYasi TOBAPHBINA 3HAK
U WHBbIE CPEJCTBAa MHAMBUAYyaIU3aluu (IIPU HAIWYUU), KOTOPOE JOKHO COOTBETCTBOBATh
HaMMEHOBaHHUIO, YKa3aHHOMY B 3KCIEPTHOM 3aKJIFOUECHHH;



a) B moje 11 — Kjmacc MOTEHIIMAIBLHOTO PUCKAa MIPUMEHEHUS] MEIUIIMHCKOTO U3AEus,
MOATBEPIKACHHBIN MPU TTPOBEICHUN IKCIIEPTU3BI METUITUHCKOTO U3/ICITHS;

M) B mojie 12 — HauMeHOBaHUS PePEPEHTHOTO TOCYAAPCTBA U TOCYAapCTBA (TOCYIAPCTB)
npu3HaHus (YKa3bIBAIOTCS Yepe3 3aIsITyI0);

H) B noJie 13 — KOIMYECTBO JTUCTOB MPUIIOKEHUS K PETUCTPAIMOHHOMY yIOCTOBEPEHUIO (
3aMoJIHSAETCS TPU HATMYUU TIPUIIOKECHHUS);

0) B nojie 14 — yka3biBaroTcs cioBa "Cpok AEHCTBUS PETHCTPALMOHHOTO yI0CTOBEPEHUS
MEJIUIIMHCKOTO M3/Ieusl: 0eccpodHo";

n) B moje 15 — marta perucTpainuu MEIUIIMHCKOTO U3JeNUs, KOTOpas yKa3bIBaeTCs
CJIOBECHO-ITU(POBBIM CITOCOOOM: YUCIIO — IBYMs apaOCKuMu IuppamMu (B KaBBIYKAX ), MECSI]
— CJIOBOM, TOJ1 — YETHIPbMS apaOCKUMU 1udpamu (C yKazaHHEM COKPAIIEHHOTO 0003HaYEHUS
roga '"r.");

p) B moyie 16 — gara mociegHEero BHECEHUS M3MEHEHUN B PETUCTPAIlMOHHOE
YIIOCTOBEPEHHUE, KOTOPAasi YKA3bIBAETCSA CJIOBECHO-LM(PPOBBIM CIOCOOOM: YHCIO — JIBYMS
apabckumu 1udpamu (B KaBBIYKAX ), MECSI] — CJIOBOM, TOJl — YETBIPbMS apaOCKUMU U pamMu
(c ykazaHueMm cokpalieHHoro o0o3HaueHus roja '"r."). /laHHoe moJie 3amoyHSETCS MpH
BHECEHHHM U3MEHEHUH B PETHCTPAIMOHHOE JI0ChE€ C BbIJAY€ld HOBOTO PETUCTPALIMOHHOTO
YIOCTOBEPEHUSI C MPEKHUM HOMEPOM M YKa3aHHMEM HOMEpa COOTBETCTBYIOIIETO IpUKa3a O
BHECEHMU U3MCHCHU;

c) B moje 17 — MOMKHOCTh, MOANUCH, (PaMMIUs, UMs, OTYECTBO (MPH HAIUYHH)
pykoBoauTensi (yNOJIHOMOYEHHOTO JIMIla) YHIOJIHOMOUYEHHOrO OpraHa, BBIJABIIETO
PETHCTPALIMOHHOE YIOCTOBEPEHUE, 3aBEPEHHBIC TIEYAThIO0 ITOTO YIOJIHOMOYEHHOTO OopraHa (
npu Hanuyun). Mcnonb3oBanue ¢pakcuMuiie BMECTO MOJIMUCH HE TOMYCKAETCs;

T) B nosie 18 — Tumorpadckuii HOMEp, cepusi U TMOPSAKOBBI HOMEp OJlaHkKa
PErUCTPAIMOHHOTO YAOCTOBEPEHUS, TPOCTABISIEMBIN MIPU €r0 U3TOTOBJICHUH.

9. Ilpn HanuuuM cBEAEHU 0 MOJENAX (MapKax) MEIUIIMHCKOTO U3/EIusl, UX COCTaBE U
MPUHAJJICKHOCTAX WU JBYX M 0oJiee MTPOU3BOJCTBEHHBIX IUIOMIAJA0K 3aIOJHIETCS
MPUJTIOKEHUE K PETUCTPALIMOHHOMY YAOCTOBEPEHUIO, KOTOPOE SABISETCS HEOThEMIIEMOI
YacThIO PErUCTPALMOHHOTO yaocToBepeHus. Kaxaplii JUCT NMPUIOKEHUS OJKEH OBbITh
MPOHYMEPOBaH. B MpUI0KEHNU K PETUCTPAIMOHHOMY YJIOCTOBEPEHUIO YKA3hIBAIOTCS:

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

"[IPMJIOJKEHUE K PETUCTPAITMIOHHOMY VIOCTOBEPEHHIO MEUITMHCKOT'O
W3IEJIAS",

0) B 1oJie 2 — HOMEpP PErUCTPALMOHHOTO yIOCTOBEPEHHUS;
B) B moJie 3 — Mojenu (MapKu) MEAUIIMHCKOTO U3/IeNINs, UX COCTaB U MPUHAIICKHOCTH (
IPU HAJTMYKH ),



r) B mojie 4 — HaMMEHOBaHUs M (PaKTHUECKHE aJpeca MPOU3BOJCTBEHHBIX IJIOMIAIOK,
BBITIOTHSIOIINX BECh MPOIECC MPOU3BOACTBA MEIUIIMHCKOTO U3/ICIIUS WM €T0 ONPECICHHBIC
CTaauu
(pu HEOOXOAMMOCTH YKa3aHUs CBEJICHUH O JIBYX U 00Jiee MPOU3BOJACTBEHHBIX TUIOMIAIKAX );

1) B TOJE 5 — MOJKHOCTH, MOANUCH, (PaMuiusi, UMs, OT4eCTBO (MPHU HATUUNH)
pykoBoauTenss (yHOJHOMOYEHHOTO JIMIla) YIOJHOMOYEHHOTO OpraHa, BbIJABIIETO
PETUCTPALIMOHHOE YJOCTOBEPEHUE, 3aBEPECHHBIC MEUATHI0 YIMOJIHOMOUYEHHOTO opraHa (Ipu
Hannuun). Micrionb3oBanue hakCUMIIE BMECTO MTOAMKUCH HE JTOMYCKAEeTCS;

€) B moJie 6 — yKa3bIBaeTCsl HOMEP JINCTA MPUIIOKEHHUS,
XK) B mojie 7 — tunorpadckuii HOMep, MPOCTABISAEMBIA NP U3TOTOBICHUM OJaHKa
MIPUIIOKECHHUS.

10. ITpu 3anoaHEHUH PErUCTPALIMOHHOTO YOCTOBEPEHUS U (MJIU) MPUIIOKEHUS] K HEMY
yKa3aHHE CBEIJECHUN, HE MPENyCMOTPEHHbIX Hacrtosmumu I[lpaBunamu, a Takxke
HCIIOJIb30BaHUE COKpAIIEHU CJIOB (KpoMe OOUIECNPUHSITHIX) M HMCIPABICHUE TEKCTa HE
JOMYCKaIOTCSl.

11. B ciyyae yTpaThl WU MOPYH PETUCTPAIMOHHOIO YIOCTOBEPEHHUS YIIOJTHOMOUYCHHBIM
oprad pedepeHTHOro TOoCyJapcTBa BbIJAET AYOJIHMKAT 3TOTO PETHCTPALIMOHHOTO
ynoctoBepenus. [Ipu 3ToM B mMpaBoM BEPXHEM YINIy PETUCTPAIMOHHOIO YJIOCTOBEPEHUS
npocraBisitorcess nometrku: "JyOnukar Beigan " " 20 r." m "Opurunan

PETUCTPAIMOHHOTO YAOCTOBCPCHUA MCIANTTUHCKOTO U3JACIIHA ITPU3HACTCA HC,Z[GfICTBYIOIHHM".

IMMPUJIOXKEHUE Ne 2
k IIpaBunam perucrpauuu u
JKCIIEPTU3bI O€30I1aCHOCTH,
KadyecTBa ¥ 3PPEKTUBHOCTH
MEIUIMHCKUX H3eTTHH

OOPMA
3asBIICHHS O IPOBEICHUH SKCIIEPTH3EI METHIMHCKOTO H3/[CIIHsA

B ynonHomoueHHBII opran
(9KCHEpTHYIO OpPraHN3alIHIo)
rocyAapcTBa — WieHa
EBpa3zuiickoro 3kKOHOMHUYECKOT0 COI03a

(HaumeHoBaHME peepEeHTHOTO
roCyaapcTBa)

(HanMeHOBaHUE rocynapcTBa (rocyIapcTB
) IpU3HAHUsA)

3ASBJIEHUE
0 IPOBEJCHHUH SKCICPTH3HI MEAUIMHCKOTO H3ICIIHs



(momHOE M cokpalieHHoe (MIPU HAJTUYKMK), B TOM Ynciie GUpMEHHOe, HAMMEHOBAaHHUSI JIUIIA, OT

MMEHU KOTOpPOr0 MPOU3BOJMTCSA perucrpanus (Mpou3BOAUTEND (YIOJIHOMOYEHHBIN

Ipe/ICTaBUTEINb TPOU3BOAUTENIS), OPraHU3aLMOHHO-TIPABOBAs opMa IOPUIUUECKOTO JIUIIA)
HACTOSIIIIUM IPOCUT MPOU3BECTH IKCHEPTU3Y METULUHCKOTO U3EIIHS:

1. HaumenoBanue MCAUIUHCKOI'O U30CIINA

2. Haznauenue MEIUITMHCKOI'O U3CIINA

[]
3. MeauIMHCKOe U3/IeNIne UTsl JUATHOCTHKH in Vitro?
D Her
OO6macTe TpUMEHEHUS MEIWIIMHCKOTO H3IeNnns (B COOTBETCTBHHU C
kiaccurukaropoM obiacTeil METUIIMHCKOTO IIPUMEHEHUS METUIIITHCKIX
u3fenuit, yrtBepxkaeHHbIM Pemennem Komnerun EBpaswmiickoii
9KOHOMHUECKOW KomuccuH oT 16 ampens 2019 r. Ne 62)

5. Kiacc TIOTCHIUAJIBHOI'O PUCKAa MPUMEHEHUS MEAUIIMHCKOTO U3ICITNA

Crienyer i IpOBOIUTH MHCHIEKTHPOBAHHUE IIPOU3BOJICTBA (YKa3bIBAETCS B D Jla
cllyyae, €CIHM DPErHCTPUPYEMOE MEIUIUHCKOE H3JIENne SBISETCH
MEIUIMHCKUM U3/IeJIUEM KIIacca MOTEHIUAIBHOTO PUCKA PUMEHEHUs |

6.
WA HECTEPUIIbHBIM MEIULHCKUM W3JCIUEeM KiIacca MOTCHIMAIBHOTO D Her
pHCKa IpUMEHEHHs 2a U IEepBUYHOE MHCIEKTHPOBAHUE IPOM3BOACTBA
paHee He OBIIO TIPOBENICHO)?
Kox Buzma MeaMuuMHCKOro Wu3Jenus (COrJacHO HOMEHKJIAType
5 |[MemMHCKHX n3nennii EBpa3uiickoro S5KOHOMHYECKOT0 COr03a, paBuiIa

BelEHUsI KOTOpoil yTBepxkaeHbl Pemenuem Komnerum EBpaszumiickoit
ASKOHOMHYECKON KomMuccuu oT 29 nekadbps 2015 r. Ne 177)

Ha

Her

8. B cocrae MCIUIHUHCKOI'O U3ACJI1s UMECTCA JICKAPCTBEHHOC CpCI[CTBO?

00O

Mogpens (Mapka) MEAUITMHCKOTO H3/IEIHA, €€ COCTaB U MPUHAIICKHOCTH

HanmenoBan
Ne [IpousBoauTens Crpana
e

Monens (
Mapka)

MEIUIIMHCKOT
o mgemus (
9. IIpY HaJIU4HUH

)

Coctas (mmpu

2.
HAJTUYHN)
[Ipunannexu
OCTH

3.
(npu
HAJIN4HN)

Cpok xpaHeHHs (TapaHTHHHBINA

10.
CPOK) 3KCILTyaTalnu

11. YcnoBus xpaHeHus

Peructpanus B cTpaHe-Ipou3BOANTENE U IPYTUX CTpaHAX



12.

13.

14.

15.

Ne PETUCTPALITMOHHOTI'O YIOCTOBCPCHUA Cp

HanmenoBaun OK
Ne MEIULIUHCKOTO U3EIUs Jlara Bblaun
UE CTPaHBI nei
(ipu HaTHYMH)
CTB
us
1.
MOJTHOCTBIO Ha JAHHOM IIPOU3BO/ICTBE
IIpousBoacTso |:|

YaCTUYHO HAa JaHHOM IPOU3BOACTBEC

[

MOJTHOCTHIO Ha IPYTOM IIPOU3BOICTBE

CBGI[CHI/UI O IpOU3BOAUTCIIC

OpraHN3aHOHHO-

MECTO
npaBoBas opma,

HaX0XKJICHUS
MONHOE

(agpec

HaMMCHOBAHUC U

COKpaIieHHOE HOMED,
HauMeHoBanue ( gaTa
OpU HaIU4YUU), PETUCTP

I0pUANYE-CKO

ro ununa, (QakTtd-u HOMepa TenedoHa u (dakca,
azpec Mecrta eCKHH  aJpec 3JIeKTPOH-HOW MOYTHI
JKUTEIbCTBA  ajpec  (TIpH HAJIMYUH)

®. 1. O. 1 10/KHOCTD
PYKOBOJU-TEIIS,
. U. O. u nomxHOCTH

CTpaHa, a-1uu KOHTAKTHOTO JIMLA
WHAWBH-Tyal

(®. H. O.
BHOTO

WHIUBUAYaJIHHOTO
MPEeIIPUHI-M

MpeANpUHUMATES

) aTest)

CBeieHHs 0 MPOU3BOJICTBEHHOH IUIOMAaKe (TPOU3BOACTBEHHBIX TIOMIAAKAX )

OpraHusanuo
HHO -
IIpaBoOBas
dopma,
IIOJIHOC
HAUMCHOBAH

HOMEp, JaTra H
ue u P ®. U. O. u 10IKHOCTE

Cpok nxedicTBua (axTuue HOMepa TenedoHa U (akca, anpec
COKpaIIeHHoe . . PYKOBOAM-TEIS,
paspelinTeNb-HOI CKHMH  3JIEKTPOHHOW MOYTHl (IpH
HaMMCHOBaH ®. . O. 1 10mKHOCTD
0 JOKyMeHTa (TIpu ajpec  HaJUYUH)
ne (mpu
HaJIMYUH)
HaJM4un),
(. U. O.
WHIUBUIYAIIb
HOTO
MIpeIPUHIM
aTels)

KOHTaKTHOI'O JIMIIa

Caenenns 00 YITIOTHOMOYEHHOM IIPEICTABUTENE IPOM3BOIUTENS (TP HATUINH)

OpraHU3alMOHHO-
npaBoBas (opma,
NOJHOEe

MECTO
HaXO0XICHUA



HalMEHOBaHWE M HoMmep, (anpec HOMeEpa ®. U. O. 1 10mKHOCTH

16 COKpamnieHHOe Jara IOpUINYE-CKO TenedoHa U PyKOBOAU-TEIS,
HauMEHOBaHME ( permcTp IO JIHIA, daxTu-yeckuii agpec (hakca, anpec @. U. O. 1 JOIKHOCTD
Ipu HaJII/I‘{I/II/I), a-Iuu aapec MecCTta OJIEKTPOH-HO KOHTAKTHOI'O JIMI[A
CTpaHa, KHUTEIbCTBA i mouTs! (pu
(. H. O. WHJIUBH-Ayall HaJIN4HN)

UHIWBUAYAJIBHOI'O bHOTO
NpeAnpUHUMATEIS HpEeAIPUHI-M
) aTens)
17 CBenieHHs 0 TOKYMEHTE, TOATBEPXKIAIOIIEM OIUIAaTy NMPOBEACHHS MPOLERYp IKCIEPTU3bl MEJUIIUHCKOTO
" uspenus
Crroco0 moydeHus yBeIOMIIEHUH (pEeIIeHHi) OT YITOJHOMOYEHHOI0 OpraHa (3KCIIEpTHOIH OpraHW3alIin)
pedepenTHOTO TOCYNApCTBA!
D JIMYHO TI0J{ POCIHCH
18. D 3aKa3HBIM ITOYTOBBIM OTIIPABICHUEM C YBEJOMIICHHEM O BPYUYECHHUN

B 2JIEKTPOHHOU (hopMe N0 TeJICKOMMYHHKALMOHHBIM KaHaJlaM CBsI3H (IIPH BBIOOpE TaHHOTO
D crioco0a HeoOX0ANMO yKa3aTh afpec (aapeca) 3IEeKTPOHHOH MOYTHI,
Ha KOTOPBIH CIIeAyeT HalpaBUTh YBEIOMIICHHS)

D B (hopMe 3IEKTPOHHOTO AOKYMEHTA, MTOIMHUCAHHOTO AIIEKTPOHHOH ITOATHCHIO
lapanTHpy0 AOCTOBEPHOCTH W WACHTUYHOCTH MH(OPMAIMH, COICSPKAIICHCS B PETHCTPAIMOHHOM IOChE U
3asBJICHAH
Jlata moga4u 3asBICHUS

®. . O. U AOMKHOCTH PYKOBOITUTENS TPOM3IBOAUTENS (
YHOJTHOMOYEHHOTO MPEICTaBUTEINS IIPOU3BOIUTEINS)

IMoamuce, mne4aTth NPOU3BOIUTENS (YIOITHOMOYEHHOIO
MPECTABUTEIS POU3BOIUTEIS )
TITPUJIOXXEHUE Ne 3
K [IpaBuiaM perucTpamnuy U SKCIePTU3bI
0e30MacHOCTH, KauecTBa U
3P GEKTUBHOCTH METUITHHCKUX WU3IEITHI

OOPMA
3aj4BJICHUS O IIPOBCACHUH PCIUCTpATUil MCIUITUHCKOI'O N30CIINA
B ynonHomoueHHBII opran

rocyaapcTBa — 4ieHa
EBpa3zuiickoro 3k0OHOMHUYECKOT0 CO03a

(HamMeHoBaHUEe peepeHTHOTO
rocyaapcTBa)

(HamMeHOBaHUE TOCyIapcTBa (TOCYIAPCTB
) IpU3HAHS)

3ASBJIEHUE
O IPOBE/ICHHUH PETHCTPAIMH MEIUIMHCKOTO M3/IEIIHs



(

MOJTHOE U COKpallleHHOE (MpU HAJWYUHK), B TOM 4HCie pupMeHHOE, HAMMEHOBAHUS JIUIA, OT

MMEHU KOTOPOr0 TMPOU3BOAUTCS peructpauus (Mpou3BOAUTENb (YIMOJIHOMOYEHHBIN
NpEACTABUTENb MTPOU3BOJAUTEINS), OpraHU3alIMOHHO-TIPaBoBast ¢hopMa HPUINIECKOrO JTUIIA)
HACTOSIIIUM MPOCHUT MPOU3BECTH PETUCTPALUIO METUILIUHCKOTO U3IEIIHS

1. HaI/IMeHOBaHI/Ie MCOUIIUHCKOI'O U3CIU
2. HasHaueHnue MeIUIIMHCKOTO U3AEIINs

] Jla
3. MeaunHCcKOoe U3aeaue I JUarHOCTUKH in vitro?

O

OO0macTp TpUMEHEHUS METUIIMHCKOTO W3Neius (B COOTBETCTBHH C
KJIacCU(PHUKATOPOM 00JIacTeil MEMIIMHCKOTO MPUMEHEHUST MEIUIIMHCKIX
n3aenui, yTBepxkaeHHbIM Pemennem Konnernu EBpasuiickoii
9KOHOMHUYECKOH Komuccuu oT 16 ampeins 2019 1. Ne 62)

Knacc TIOTCHIUAJIBHOT'O PHUCKAa MPUMEHEHNUS MEIUITMHCKOTO U3ICITUA

Crnenyet mu MPOBOIUTH MHCIIEKTHPOBAHIE IIPOU3BO/ICTBA (YKA3bIBACTCS B |:| Jla
cllyyae, €CIIH PETUCTPUPYEMOe MEIUIMHCKOE U3AeIHe SBISETCS

MEIUIMHCKUM M3JIENIeM Kilacca MOTCHIMAIbHOTO pHCKa MpUMEHEHUs |

WJIN HECTEPWIbHBIM MEAUIMHCKAM H3JEIHeM Kiacca MOTCHIHAIBLHOTO D Her
pHCKa NPUMEHEHHs 2a M NEPBUYHOC HHCIIEKTHPOBAHUE NPOM3BOACTBA

panee He OBLIO IMPOBENCHO)?

Kox Buzma wmeaunuHCKOro wu3aenus (COrIaCHO HOMEHKIIAType
MEAMLUHCKUX u3Jenuil EBpasuiickoro s5KOHOMHUYECKOro COr03a, MpaBHiia
BeleHHUs] KoTopod yTBepxknaeHsl Pemennem Komnerun Epasuiickoit
SKOHOMHUYECKOH Komuiccuu oT 29 nexabps 2015 r. Ne 177)

8. B cocTaBe MeAUIIMHCKOTO U3IENHS UIMEETCS JIEKApCTBEHHOE CPEAICTBO?
Her

Mogens (Mapka) MEAUIITHCKOTO M3/, €€ COCTAaB U MPHUHAUICKHOCTH
Ne HaunmenoBanue IIpousBoautens Crpana

Mogens (Mapka)
MEIHUIUHCKOTO
usnenus  (mpu
HaJTMYUH)

CocraB  (mpum
HaJIMI1H)

ITpunaanexxnoctu
(pu HaTMYUM)

CBC,IICHI/IH O IPOU3BOAUTETIC

MeCTo
Haxo0
KICH
g (
ajpec
OpraHU3aI[HOHHO- 0pu
npaBoBast (Gopma, nye-c
MOJHOE KOT0



10.

11.

HauMEHOBaHUE U
COKpalieHHoe
HAaMEHOBaHHE (TIPH
HAJIMYHN), CTpaHa,
(®. H. O.
WHUBUYaIbHOT'O
MpEIIPUHIMATEIS)

JINIA,
aapec
MecTa

HOMeEp, naTa

perucTpa-nuuu
KUTEI

bCTBA
WHIUB
u-nya
JIBHOT
0
npean
pUHHU-
Marel

)

®. HU. O. u
HOMepa TenedoHa U

JOJKHOCTD
¢daktu-uecku ¢akca, aapec
. N PYKOBOIH-TEIS,
i agpec JNIEKTPOHHOU TOYTHI o
(pm HaTTIIUH) u. -1
JOJXKHOCTB

KOHTaKT-HOTI'O JIMIIa

CBeneHns 0 MPON3BOICTBEHHOM IUTOMAIKe (IPON3BOICTBEHHBIX IUIOMIAIKAX )

OpraHu3aIuo
HHO -
paBoBas
dbopwMma,
MOJIHOE
HauMEHOBaHU
e "
COKpaIlleHHOE
HaVMEHOBaHH
e (mpm
HaJIMYUH),
(. U. O.
WUHIUBHIYaJb
HOTO

IIpeANpuHUMa

Tens)

HOMEp, J1aTa u
CPOK

. (baktu
nelcTBUS
YeCcKU
paspemu-Ten
BHOTO
azpec

JoKyMeHTa (
IIpYU HAJIMYHHN)

®. U. O. =u
JIOJKHOCTh
HOoMep TenedoHa W (akca, agpec PYKOBOIU-TENS,
ANIEKTPOHHOU NOYTHI (py Hanmmuuu) ®. H. O. wu
IOJNIKHOCTH
KOHTAKT-HOT'O JIAIa

CBC,HCHI/IH 00 YHOOJIHOMOYCHHOM IMPEACTABUTECIIC IIPOU3BOAUTCIIA (HpI/I HaJ'II/I‘II/II/I)

d. . O. mu
JOJKHOCTD
PYKOBOAU-TENS,



12.

OpraHu3aIOHHO-
npaBoBast (opma,

MOJHOE

HAaNMCHOBaHUE U

COKpamnieHHoe HOMED, JaTa
HAMMEHOBAaHUE (IPU  perucTpa-Iuu
HAJIM4HN), CTpaHa,

(®. HU. O.
WH/IMBH/yaTbHOTO
MpeANPUHUMATETIS )

MECTO

HAXO0

KICH

s (

anpec

0PI

niec-

KOTO

nuIa,

aapec HoMepa TenedoHa U
mecra Gaktu-uecku ¢akca, aznpec
xuTen ¥ anpec SIIEKTPOHHON MOYTHI
bCTBA (pu HaTTUMH)
UHIUB

uay-a

JBHOT

0

npear

pHUHU-

Marein

)



JOJIXKHOCTH
KOHTaAKT-HOTI'O JIMIIa

CBenieHus 0 TOKyYMEHTE, MMOATBEPKAAIOIIEM OTUIATy MPOBEACHUS MPOIIEIYP PETUCTPAIMHA METUITTHCKOTO

13.
U3eNus
Crioco0 moiryyeHns1 yBeAOMIICHUH (pelIeH i) OT YIOTHOMOYEHHOTO OpraHa (IKCIIEPTHOI OpraHn3alymn)
pedepenTHOrO TOCy1ApCTBA:
|:| JIMYHO TI0]] POCIIHCH
14 |:| 3aKa3HBIM ITOYTOBBIM OTTIPABIIEHHEM C YBEAOMJIEHHEM O BPYUCHUU
B JJIEKTPOHHOH (OopMe MO TEeIeKOMMYHHMKALMOHHBIM KaHalaM CBsA3U (IIpu BBIOOpE
|:| JIaHHOTO crioco0a HeoOX0IMMO yKa3aTh aapec (axpeca) 3JeKTPOHHOW NMOYTHI, Ha KOTOPBIH
ClIelyeT HANPaBUTh YBEJIOMIICHUS)
|:| B (hOpMe 3JIEKTPOHHOTO TOKYMEHTA, TIOAMUCAHHOTO AJIEKTPOHHOH MOJITUCHI0
Crioco0 moJy4eHHs peruCTPalioOHHOIO YI0CTOBEPEHHST MEULIMHCKOTO U3/ICINS U IPUIIOKEHUS K HEMY:
15 Ha OyMa>KHOM HOCHTEJE JIMYHO

Ha 6yMa)KHOM HOCHUTCJIE C OTHpaBKOﬁ 3aKa3HBIM IIOYTOBBIM OTIPABJICHUEM C

OO

YBEIOMIICHHEM O BPYUCHUHU

FapaHTpr}o JAOCTOBEPHOCTL U HUJACHTUYHOCTD I/IH(I)OpMaIII/II/I, co,uepn(amei/ic;{ B PErucCTpalliOHHOM J0ChC U
3asBJICHUU

JlaTta moga4u 3asBICHUS

®. U. O. n 10IKHOCTD PYKOBOJHUTENS MPOU3BOIUTENS (
YTIOTHOMOYEHHOTO MPEACTaBUTENS ITPOU3BOANTEIS)

[Toanuce, medath mpouzBoAUTENS (YIOTHOMOUYEHHOTO
MPEJICTABUTEIIS TIPOU3BOTUTEIIS )

IMPUJIOXKEHHUE Ne 4
K IIpaBuiaM perucTpamnuy U SKCIEePTU3bI
0e30MacHOCTH, KauecTBa U
3¢ heKTUBHOCTH
MEIUIMHCKUX M3EIHi

CHocka. Ilpunoxenuie 4 ¢ u3MeHeHUIMH, BHeceHHbIMU perienreM CoBera EBpasuiickoi
skoHoMHuYeckor komuccuu ot 08.07.2025 Ne 50 (Bcrymaer B cuiy no ucredyeHuun 180
KaJeHJIapHbIX JHEH C JaThl €ro o(pUIHuaIbHOro OMyOINKOBAHUS).

ITEPEYEHD
JOKYMEHTOB, HEOOXOMMBIX JUIS PETHCTPAi MEAWIIMHCKOI0 M3AEIUA

MeZ[I/IHI/IHCKOC U3aCne Kilacca NMMOTCHIUAJIBHOI'O prUCKa MeJ_'[I/IHI/IHCK

HaumenoBaH mpuMeHEHHS oe u3zeNne
Ne /m U € i [Ipumeuanue
TOKyMEHTa | 2a 26 3 JIMarHOCTHK
1 in vitro
o ¢opmawm,
MIPEIyCMOTP
€HHBIM
TIPHUIIOKCHHS
MuaNe2u3

k IIpaBunam
perucrpanuu



3asBiieHue

Hosepennoc
Th OT
MPOU3BOJUT
eJIsl Ha TIPaBo
Npe/ICTaBIIeH
u s
UHTEPECOB
npu
perucrpanuu
(npwu
HE0OX0MMO
CTH)

Horosop
MIPOM3BOIUT
enss ¢
YIOJIHOMOYE
HHBIM
MIPEICTaBUTE
meM
MPOU3BOIUT
ens 100 ero
Komus (mpu
HaJIM9IUU
YIIOJIHOMOYE
HHOTO
MIPECTaBUTE
oA
MIPOM3BOJIUT
ens). Ecnu

+

i
AKCIIEPTU3HI
0e30IacHOCT
M, KauecTBa
nu

3¢ PeKTUBHO
CTH
METUITUHCKH
X M3ICITUH,
YTBEPKACHH
bpIM Pemmenue
m Cosera
EBpasuiicko
i
SKOHOMUYEC
KoH
KOMHCCHUH OT
12 ¢despans
2016 r. Ne
46

3aBepsieTCs B
COOTBETCTBH
u c
MEXIyHApOJ
HBIM U
HOpMaMHu
3aBepeHMUs
HIH
HOpMaMu
3aBepeHwsl,
YCTaHOBJIEH
HBIM U
3aKOHOIaTeN
BCTBOM
pedepeHTHO
r o
rocynapcraa

KOTNUS
3aBepsieTCs B



YIOJIHOMOYE
HHBI i
MIPECTaBUTE
I b
MPOU3BOJUT
easi He
SIBIISICTCSI
pe3uaeHTom  +
pedepeHTHO
r o
rocy1apcTBa,
npuiaraeTcs
KOTMH S
JIOKYMEHTA,
MOITBEPIKAA
IOIIET O
peructpamu
10
YIOJIHOMOYE
HHOTO
MIPEICTaBUTE
oA
MPOU3BOIUT
enst B
KadecTBe
IOPUIMYECKO
ro Jaumna
nubo
WHAWBHITYaJl
BPHOTO
MPEIIPUHIM
arens

Konus
paspermunTen
BHOTO
JIOKYMEHTa
Ha TIpaBo
NPOU3BOACTB
a B CTpaHe
MIPOU3BOUT
ens ¢
MPUIIOKEHHE
M (mpu
HaJTMYUH)

Konus
JIOKYMEHTa

COOTBETCTBU
15§ c
MEKTyHApOJT
HBIMH
HOpMaMu
3aBepeHuUs
U
HOpMaMHu
3aBepeHmus,
YCTaHOBJICH
HBIMH
3aKOHOJIATE
BCTBOM
pedepeHTHO
r o
rocymapcTsa

3aBepsieTcs B
COOTBETCTBH
" c
MEXIyHapoa
HBIMHU
HOpMaMH
3aBepeHHS
UIHu
HOpMaMH
3aBepeHMUsI,
YCTaHOBIICH
HBIMHU
3aKOHOJATEN
BCTBOM
pedepenTHo
r o
rocynapcra

KOMHS
JIOKYMEHTa

3aBepseTCs B
COOTBETCTBH
u c



nubo
CBEJIEHNS,
TOATBEPIKIA
IO H €
perucrtpanu
10
MIPOU3BOIUT
ens B
Ka4yecTBe
FOPHIHYECKO
ro nauua
nubo
HHIUBUTY AN
BHOTO
TIpEIIPHHAM
aTens

Konus
cepTuduKaTa
COOTBETCTBU
S CHCTEMBI
MCHCPKMCHT
a KadecTBa
TpeOoBaHUs
M cTaHgapTa
ISO 13485
nubo
COOTBETCTBY
I0LIET O
pEeruoHaNbH
OT0 WIH
HAIlMOHAJIbH
oro (
rocyapcTae
HHOTO)
cTaHaapra
rocyJapcraa
— d4JeHa
EBpasuiickor
0
HKOHOMHUYEC
KOT'0 coro3a (
nanee
COOTBETCTBE
HHO —
rocyJJapcTBO
-ynen, Coro3
)
BBIJIAHHOTO
HA UMsA
MPOU3BOUT
e s

MEXIyHAPO/I
HBIMH
HOpMaMHu
3aBepeHMUs
HJITH
HOpMaMu
3aBepeHusl,
YCTaHOBIIEH
HBIMH
3aKOHOIaTeN
BCTBOM
pedepeHTHO
r o
rocyJaapcTBa
5

CBEJICHUS
3aBEPAIOTCS
TIPOU3BOIUT
enem

3aBepseTCs B
COOTBETCTBH
5§ c
MEKTyHAPOST
HBIMHU
HOpMaMu
3aBepeHHs
HIH
HOpMaMHu
3aBepeHmus,
YCTaHOBJIEH
HBIMH
3aKOHOJIATE
BCTBOM
pedepeHTHO



MEIUIIUHCKA
X m3genuit (
TIPOU3BOJICTB
€HHOH
momaaku) (
npu
HaJIMYUH)

Hexnapauust
0
COOTBETCTBU
"
MEIUIIUHCKO
0 M3JCIAs
00s3aTeNbH
Bl M
TpeboBaHUA
M
rocynapcTs,
H ¢
SIBIISTFOTITMX CST
YJIeHAMHU
Coro3a (
HaIpumep,
JUPEKTUBAM
U
permameHTa
M
EBponeiicko
ro cor3a),
U
SKBHBAJICHTH
bl U
TOKyMeHT (
npu
HaJIMYUHN)
00 KOTHS
TaKUX
JIOKYMEHTOB

Konus
perucrpanio
HHOTO
yIOCTOBEPEH
u s
MEIUIMHCKO
ro maenus (
cepruduKaTa
CBOOOTHOM
MPOJIaXH,
cepTu(uKara
Ha 9KCIopT (
3 a
UCKIIIOYCHUE
M
MEIUIMHCKU

r o
rocyaapcTBa

KOTHS
3aBepsieTcs
IIPOU3BOJUT
eneM (
YIHOJHOMOYE
HHBIM
IIpecTaBUTe
a1eM
IIPOU3BOJUT
est)

3aBepsieTCs B
COOTBETCTBH
u c
MEXITyHaPOI
HBIMHU
HOpMaMHu
3aBEpPCHUS
UIu
HOpMaMH
3aBEpCHHUA,
YCTaHOBIICH



X W3IETUH,
BIICPBEIC
MIPOU3BEICH
HBIX Ha
TEPPUTOPHH
rocyapcraa
-4JIeHa)),
BEIIAHHOTO B
CTpaHe
MPOU3BOIUT
ens (mpu
HaJIN4HN)

CBenieHHs 0
perucTparyu
B JPYTHX
CcTpaHax co
CCBUIKOU Ha
JIedCTBYIOI
n e
HCTOYHHUKH
TaKHX
CBEJIEHUN U
AIEKTPOHHEI
n o daiin,
coeprKalu
H Takue
CBEJICHHUS,
WK KOTIHS
JIOKYMEHTa,
YI0CTOBEPSI
IOIeTro
perucrpanu
10
MEIUIIUTHCKO
ro u3Jieivs B
IpYyTUX
crpanax (
npu
HAJTUIHN)

JanHbpie o
MapKHUPOBKE
M yTakoBke (
MIOJTHOIIBETH
pie  (c
yKa3aHUEM
KOJUPOBKHU
1BeTa)
MaKeTHhl
YIaKOBOK H
JTHKETOK),
TEKCT
MapKHPOBKHI
Ha PYCCKOM
S3bIKE U

HBIMHU
3aKOHOJATEN
BCTBOM
pedepeHTHo
r o
rocynapcra

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



10.

11.

rocyJapcTae
H H bI X
SI3BIKaX
roCy1apcTB-
YJIEHOB (TIpH
HEOOX0MMO
ctu). Tekct
MapKUPOBKH
H a
rocyapcTae
H H BI X
SA3BIKaX
roCyJiapcTB
MpU3HAHUS
MOXET
MPEACTABIIAT
bCs TIOCIE
(dhopmupoBan
u s
MIOJIOKHUTEIN
HOTO
JKCIEPTHOTO
3aKIIFOUCHHUS

WNudopmanu
s 0
pa3paboTke
"
IPOU3BOJCTB
€: CXEMBH
IIPOLIECCOB
TIPOU3BOJICTB
a, OCHOBHBIE
CTaluu
IPOU3BOICTB
a, yIaKoBKa,
UCTIBITAHUS
U Ipolexypa
BBINTyCKa
KOHEYHOTO
HPOIYKTa

CaeneHus o
MPOU3BOJIUT
ene:
HaMMCHOBAaH
ne, BHUJ
JIeSITEIIBHOCT
H bl
OPUINICCKH
U anpec,
dbopma
COOCTBEHHOC
TH, COCTaB
PYKOBOJICTBA
, TIepeyYeHb

3aBepsieTCs
MPOU3BOJIUT
eleM (
YIHOJHOMOYE
HHBIM
MPEICTaBUTE
qTeM
MIPOU3BOTUT
eIs1)

3aBepseTcs
MIPOU3BOUT
elnem (
YIIOJIHOMOYE
HHBIM
MIPEICTaBUTE
qTeM
MIPOU3BOUT
eJst)

3aBepsieTcs
MPOU3BOIUT
eleM (



12.

13.

Mo/ipa3/iesieH
H i i
TOYEePHUX
KOMITAaHHH,
Y4acTBYIOII]
X B
MIPOU3BOJICTB
e
3as1BIIIEMOTO
H a
peructpamnu
10
MEIUIIMHCKO
o U3JENHs,
C yKa3aHHEM
UX CTaryca u
MTOJTHOMOYHH

WNndopmann
s 0
MapKeTHUHTe
(ucropus
P YCIIOBHH
oOpaieHus
u3Jenus Ha
PBIHKE

Gonee 2 ner)
(npwm
HaJTHY1H )
Coo0menus
0
HeOnaronpu
STHBIX
coOBITHAX  (
WHITUICHTAX )
U 0T3bIBax (
nHpopMmanus
H ¢
MPE0CTaBIIs
ercs IS
BHOBbB
paszpaboTaHH
BIX |
CIPOEKTHPO
BaHHBIX
MEIULIHCKH
X U3JCNNN):
CITUCOK
Hebmaronpu
STHBIX
coObiTui  (
MHIIUJICHTOB
), CBSI3aHHBIX
c

+
(xpome
KJIaCCOB
1 u 2a)

YHOJHOMOYE
HHBIM
MpeCcTaBUTe
aTem
MIPOU3BOJIUT
eJst)

3aBepseTcs
MIPOU3BOIUT
eaeMm (
YHOJIHOMOYE
HHBIM
MIPEICTaBUTE
qT€eM
MIPOU3BOIUT
eJst)



14.

HCTOIb30BaH
HeM U3fenus
, U yKazaHue
nepuoja
BPEMEHHU, Ha
MIPOTSKEHUN
KOTOpPOTO
TIPOUCXOIHIT
U yKa3aHHbIC
cobpiTHs  (
WHITUICHTHI)
ecnu
HeOJaronpu
STHBIX
coOpiTuit  (
HHIIUJICHTOB
) CITUIIKOM
MHOTO,
HE00X0IMMO
MPEIOCTABUT
b KpaTKue
0030psl 11O
KaXIOMy U3
THUIOB
coOBITHIT

U yKa3arhb
obOmree
KOJIMYECTBO
cOOBITHI
KaXJa0T0
THma, o
KOTOPBIX
MOCTYalu
OTYEThI
CIMCOK
OT3BIBOB C
pPBIHKA
MEUIMHCKU
X U3IEIUN U
(unm)
MOSICHUTEIh
H BbI X
YBEAOMIICHU
51 u
OTHCaHue
MOAX0/a

K
paccMoTpeH
U DJTHUX
npobjeM u
UX PEUICHHUIO
MPOU3BOJIUT
eNsIMH B
KaXJ10M

3aBepsieTcs
MIPOU3BOTUT
eleM (
YIHOJHOMOYE
HHBIM

MPECTaBUTE
qTeM



15.

16.

U3 TaKUX
ClTy4yacB

O CaHNE
aHamm3a u (
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Cuocka. [Ipunoxenue 5 ¢ u3MeHeHUs MU, BHECEHHBIMU penieHneM Coseta EBpasuiickoit
skoHomuueckor komuccun oT 08.07.2025 Ne 50 (Bctymaer B cuiy no ucredenuu 180
KaJIeHJApHBIX JTHEH ¢ AaThl €ro O(pUIUATBLHOTO OMyOJIUKOBAHUS).

OKCIIEPTHOE 3AKJIIOYEHHUE
00 omeHke 0e30macHOCTH, kKauecTBa B 3()(HEKTHBHOCTH MEAUI[MHCKOTO U3AEIHSA

(HauMEHOBaHWE YMOJHOMOYEHHOTO oOpraHa (PKCIEPTHOW OpraHu3anuu) pedepeHTHOro

rocyJ1apcTBa)
VTBEPXKJIAIO

(®. U. O. pykoBoguTenst
YHOJIHOMOYEHHOTO OpTraHa
(3KCTIEpTHOM OpraHn3aInin), MOIKCH,
neyaTh)

" " 20_ T.



OKCIIEPTHOE 3AKJIIOYEHUE
00 omneHke 6e30macHOCTH, KauecTBa H 3()(HEKTHBHOCTH MEAHUI[MHCKOTO U3EIHSA
Ne or" " 20 T

1. O6uiue cBeieHHS O METUITMHCKOM U3/IeTUU:
a) HOMEp W JaTa PEerucTpalvu 3asBJICHUN O MPOBEICHUM IKCIEPTU3bI MEIUIIUHCKOTO
W3JIENINS U O IPOBEJIEHUH PETUCTPALIUA MEAUIIUHCKOTO 31N,
0) HAaMMEHOBaHHUE MEAUIIMHCKOTO U3IEIIHS;
B) IIPOU3BOJIUTEIIb MEIUIIMHCKOTO U3/IETHUs, CTPAHA;
I') MPOU3BOJICTBEHHAs TUIONIAKA (TIONIAAKH ), CTpaHa;
1) YIIOJTHOMOYEHHBIN MpeICTaBUTENb TPOU3BOIUTENS (IIPU HATTUYMH);
€) 00J1acTb MPUMEHEHUS U HA3HAUCHUE;

) BUJ MEIULMHCKOTO U3JENUs B COOTBETCTBUU C HOMEHKJIATYPOU MEIUIIMHCKUX
n3genuii EBpazuickoro s5KOHOMHUYECKOr0 COH03a, MPABUIIA BEACHUS KOTOPOU YTBEPKIACHBI
Pemennem Komneruun EBpasuiickoit skoHOMHUecKoi komuccuu ot 29 aexadps 2015 r. Ne 177
;

3) KJ1aCC MOTEHIIMAIBLHOIO PUCKa TPUMEHEHHS METUIIMHCKOTO U3CIIHS;

M) COCTaB MEIUIMHCKOTO u3Aenusi (MoAenau (MapKu) MEIULUMHCKOTO u3aenus (Ipu

HAJIM4KMH)) U PUHAIICKHOCTEN K HEMY (MPU HAJIUYUHN);
K) OCHOBHbBIC TEXHUUYECKHE XapaKTEPUCTUKU MEAUIMHCKOTO M3Aenus (Moaenu (Mapku,
TUIIA) MEAUITMHCKOTO U3Ieus (IIPH HAJTUYIUH)).
2. Pe3ynbTatrhl 3KCHEPTU3bl OE30MACHOCTH, KauecTBa U 3(P(HEKTUBHOCTU MEAUIIMHCKOTO
n3aenus (1o NPUMEHUMOCTH):
a) OLICHKA MPABWJIBHOCTH OTHECEHUS U3/ICNIUS K METUIIMHCKUM U3JICTTUSIM;

0) OlIEHKa COOTBETCTBUSI YKA3aHHOTO 3asBUTEIEM Kiacca MOTEHIMAIBHOTO PHUCKA
NPUMEHEHHSI MEJIUIIMHCKOTO HW3JeIus B COOTBeTCTBUMU ¢ I[lpaBuiamu kiaccudukamu
MEIULIMHCKUX HU3JeIUil B 3aBUCHUMOCTH OT MOTEHI[MAILHOIO pPHUCKAa MPUMEHEHHS,
yTBepkAcHHbIMU Pemenuem Komnerun EBpa3uiickoil 3KOHOMHUYECKOM KOMHMCCHHM OT 22
nekabps 2015 r. Ne 173;

B) OLIEHKA MPAaBUIBHOCTH OTHECEHMS] MEIUIIMHCKOTO u3fenus (Mojenei (Mapok)
MEJIUIIMHCKOTO U3JIEIHs) K ONPEeeTICHHOMY BUY MEAUIIMHCKUX U3JEIUN B COOTBETCTBUU C
HOMEHKJIATyPON MEIUIMHCKHUX HU3JeInii EBpasuiicKOro 3KOHOMHUYECKOI0 COKO3a, IIpaBuia
BeJAEHUs KOTOpoul yTBepxkaeHbl Pemenmem Kosuternm EBpasuiickoli 3KOHOMHUYECKOU
komuccuu oT 29 nexabps 2015 r. Ne 177,

I') OIIEHKa COOTBETCTBHUS MoOJeiel (MapoK) MEIUIIMHCKOTO u3ienus (Mpu HaJU4duHn),
BKJIIOYAEMBIX B OJIHO PETUCTPALIMOHHOE YJIOCTOBEPEHUE, KPUTEPHUSM, YCTaHOBICHHBIM
nyHkToMm 19 [IpaBun perucrpanuu u S3KCHepTrU3bl 0€30MaCHOCTH, KauecTBa U 3PPEeKTUBHOCTU
MEIUIUHCKUX W3Aenuid, yTBepkaeHHbIX Pemennem CoBera EBpa3niicKoll SKOHOMHUYECKOU
komuccuu oT 12 deBpans 2016 r. Ne 46;



J1) aHaJIU3 U OIICHKA JOKa3aTeIbHBIX JOKYMEHTOB (MaTE€pHUajoB), MOITBEPKIAFOIINX
COOTBETCTBUE MEIUIIMHCKOTO wu3aenaus OOmumM TpeOboBaHUSIM 0€30MacHOCTH U
3(phEKTUBHOCTH MEIMIMHCKUX U3JeNnii, TpeOOBaHUAM K UX MapKUPOBKE W
AKCIUTYaTallMOHHOM JIOKYMEHTAIlMK Ha HUX, yTBepKaeHHbIM Pemmenuem Cosera EBpasutickoit
SKOHOMUYECKOM koMuccuu oT 12 despans 2016 1. Ne 27 (ganee — O6mue TpedoBanus):

aHaJIN3 MPEACTABICHHBIX MPOU3BOAUTEIIEM CBEJICHUN O COOTBETCTBUM MEIUIIMHCKOTO
m3aenust OOmuM TpeOOBaHUSAM, B TOM YHUCJIE aHAIW3 MPABWIBHOCTH HJECHTH(PUKALUU
nosioxkeHuit O0ImuX TpeOOBaHUM, MPUMEHUMBIX K METUIIMHCKOMY H3JICIIHIO;

OIlEHKAa COOTBETCTBUSI IMPOTOKOJIOB TEXHUYECKUX HCIBITAHUM, BBIJAHHBIX
YIIOJIHOMOYEHHBIMU OpraHu3anusiMu, lIpaBuiaM MpoBEACHUS TEXHUYECKUX MCIBITAHUN
MEIUIUHCKUX U3AeNuH, yTBepxkaeHHbIM Pemennem Coseta EBpa3uiickoil SJKOHOMHYECKOM
komuccuu oT 12 deBpans 2016 r. Ne 28;

OIIEHKa COOTBETCTBHUSI MPOTOKOJIOB HCCIEIOBAaHUM (MCMBITAHUN) C 10 OLICHKH
OMOJOTUYECKOTO JEUCTBUS MEAUIMHCKUX W3JI€NINI, BBIJAHHBIX YIOJIHOMOYEHHBIMU
opranuzamusmu, lIpaBuiam mpoBeaeHHS HCCIeI0BaHUN (MCIBITAHUN) C IIEIBI0O OLICHKH
OMOJIOTUYECKOT0 JIEMCTBUS MEIUIIMHCKUX U3JeNui, yTBepKIeHHbIM Pemennem CoBera
EBpa3zuiickoil s3xoHOMU4eckor komuccuu oT 16 mast 2016 r. Ne 38;

aHaJIu3 OTYeTa MO OICHKE OMOJOTHMYECKOro ACHCTBUS MEIMIIMHCKOrO H3Aeius (
MIPOBOJIUTCS B TOM YHUCJIE JJIsl TOATBEPIKICHUS TOTO, YTO MAaTEPHUaJIbl, BXOSIINE B KOHTAKT (
B3aUMOJICHCTBYIOIIME) C TKAHAMHU 4YeJIOBEKa, HJACHTUPUIMPOBaHBI (yKa3zaHbl MapKu
MaTepHaIOB M X M3TOTOBUTENH), & TAKXKE JIJIST TOATBEPIKIACHUSI 000CHOBAHHOCTH OTCYTCTBHUS
HEO0OXOIMMOCTH MPOBEICHUSI UCCIICA0OBAaHUMN (MCIIBITAHUN) C HIEJIbIO OIIEHKH OMOJIOTHYECKOTO
TEUCTBUS);

aHaJlu3 OTYeTa O KIMHHYECKOM J0Ka3aTelbCTBE I(PHEKTUBHOCTH M OE30MaCHOCTH
MEIUIIMHCKOTO Wu3Aeaus (IPOBOAUTCS JJIs MOATBEPKICHUS OOOCHOBAHHOCTH BBIOOpA
METOJIOB JIOKA3aTeIbCTBa KIMHUYCCKOW 3((PEKTHBHOCTH M OE30IMACHOCTH MEIUIIMHCKOTO
W3enus, BaJUJIHOCTU JIAHHBIX, HCIOJb3YEMbIX IS JI0Ka3aTelbCTBAa KIMHUYECKOM
apexTuBHOCTH M 0€30ITaCHOCTH MEIUIIMHCKOTO H3ACIUs, a TakKe OO0OOCHOBAaHHOCTH
3aKJIFOYEHHUS] O KJIMHHYECKOW A(PheKTUBHOCTH W O€30MacCHOCTH ISl BCEX 3asBICHHBIX
MOKA3aHUM K TPUMEHEHUIO C YYETOM HAJIMYMSI WJIM OTCYTCTBUS TPOTUBONIOKA3aHUI);

OIICHKAa COOTBETCTBHS OTUETOB O KIIMHUYECKUX (KIMHUKO-Ta00PATOPHBIX) UCIIBITAHUSIX (
HCCIIEIOBAHUSIX) MeEAUUUHCKUX wu3aenuilt [IpaBuiaM mpoBeAeHHUS KIUHUYECKUX U
KJIMHUKO-JIA0OPATOPHBIX ~ HUCHBITAHUM  (MCCIIEAOBAaHUM) MEIMIIMHCKUX  HW3JCIIHH,
yTBepxkaeHHbIM Pemiennem CoBera EBpasuiickoit skoHOMUYecKoi koMuccuu ot 12 ¢eBpans
2016 1. Ne 29;

aHaJIU3 BAJTMAHOCTH JI0KA3aTeJIbCTB MEPBOM CTOPOHBI (MIPU HAJTUYHUH) JJIsI TIOATBEPIKICHUS
COOTBETCTBUSI MeAULMHCKOrO wu3aenus OOmwuM TpeOOBaHUSM C Y4YE€TOM KJiacca
MOTEHIIUAJIBHOTO PUCKA MPUMEHECHHUS MEIUIIMHCKOTO M3JIeNus (I MEIUIIUHCKUX U3JIeTTUN
KJIACCOB MOTEHUMAIBHOTO PUCKa IpUMEHEHUs 20 U 3 K JA0Ka3aTeabCTBaM MEPBOM CTOPOHBI



JIOJKHBI TIPUJIATaThCs TIPOrpaMMa UCTIBITAHUHN (MCClieJoBaHU) U 000CHOBaHUE BHIOPAHHBIX
METOJIOB);

aHallu3 CTaHAAPTOB, MPUMEHSIEMBIX MPOU3BOJAUTENIEM IPU MPOCKTUPOBAHUU H
IPOU3BOJICTBE MEIUIIMHCKOTO W3NS,

aHanmu3 0e30macHOCTH W I()PEKTUBHOCTH JIEKAPCTBEHHOTO CPEICTBA B COCTaBE
MEAUIIMHCKOTO W3JENHsI, €ro BIUSHUSA Ha (PYHKIIMOHAIBLHOCTh MEIUIIMHCKOTO W3JCIHs,
COBMECTUMOCTH JICKAPCTBEHHOTO CPEJICTBA ¢ MEIUIIMHCKAM H3ACIIHEM (32 HCKIIOUYCHHUEM
MEJTUIIMHCKUX U3JIEIUI JUIsl TUAarHOCTUKH In Vitro). JIekapcTBEHHOE CPEACTBO JOJKHO OBITH
3apPETHUCTPUPOBAHO M pPa3pelIcHO K MPUMEHEHHWIO B TOCYJAapCTBE — IPOU3BOIUTEIIC
JIEKapCTBEHHOTO CPEJICTBA;

aHaJIU3 JIAaHHBIX O OMOJOTHYECKOW 0€30TacHOCTH MEIUIIMHCKOTO M3JCIHS Ha OCHOBE
aHaJIM3a BCEX MAaTEepPUAJIOB XKMBOTHOTO HIIM YEJIOBEUECKOTO MPOMCXOXKIACHUS, BXOAAIINX B
MEJUIIMHCKOE M3JIeNihe, a Takke MH(popMaruu o mojadope UCTOYHUKOB (JOHOPOB), 0TOOpE
Martepuana, o0paboTKe, XpaHCHHUH, TECTUPOBAHUH, BaTUIAIlMU MPOIEAYP TECTUPOBAHUS, a
Tak)Ke OOpaIlleHus] ¢ TKaHSMH, KJIETKaMH, CyOCTaHITUSIMHU JKUBOTHOTO WIJIM YEJIOBEYECKOTO
MIPOUCXOXKICHUS, KYJIbTypaMU MUKPOOPTAaHU3MOB H BHPYCOB;

aHaJIU3 MPOIETYPHl U METOJOB CTEPUIIU3AIMU MEIUIIMHCKOTO U3JCNHs, MaTePUAJIOB,
000CHOBBIBAIOIINX CIOCO0 CTEPUIIM3AINH, MPEIaraéMbIX METOJI0OB KOHTPOJIS KayecTBa U
OTIPEJICIICHHS] OCTATKOB CTEPUITU3YIOIIETO BEIMIECTBA MPU MPUMEHEHUH XUMUYECKOTO Ccriocoba
CTepUITH3AIINH;

M3y4YeHUE BATUAHOCTH MIPOTPAMMHOTO 00€CIIeUeHHsI Ha OCHOBE aHallM3a JIAHHBIX O €T0
Bepu(UKAIIMA W BalUJAllMHA, B TOM 4YHCJI€ HHPOPMAIMH O €ro pa3paboTKe, Mepax H
CpPEACTBAaX 3alllUThl OT HECAHKIIMOHUPOBAHHOTO JIOCTYNa U 00ecrieyeHn KubepOoe30nacHOCTH
, TECTUPOBaHUU MPOU3BOJIUTEIIEM, TAHHBIX 00 UICHTU(DHUKAIIMN U MAPKUPOBKE;

aHaJIM3 OTYETa O CTAOMILHOCTH MEIUITMHCKOTO U3Ieusl, 000CHOBAHHOCTH 3asBJICHHOTO
CpOKa XpaHEeHHUS;

paccMOTpPEHHE OTYeTa MO aHAJTU3y PUCKOB B IEIAX MOATBEPKICHHUS IOTHOTHI
UICHTU(PUIIUPOBAHHBIX B TAaKOM OTYETE OMACHOCTEW, OMAaCHBIX CHTyalud W
COOTBETCTBYIOIIIUX PHCKOB, KOTOPHIE MOTYT OBITh OIICHEHBI KaK HEJOIyCTUMBIC, a TaKKe
MOATBEPKICHUS 3aKIIOUEHUS MMPOU3BOIUTENS 00 OTCYTCTBHH HEIOMYCTHMBIX PHCKOB JIHOO
JOITyCTUMOCTH PUCKOB, KOTOPBIE B OTUYETE IO aHATU3Y PUCKOB OIICHEHBI KaK pUeMJIeMbIe Ha
OCHOBE aHaJIM3a COOTHONIEHHUS "pPUCK — IMOJb3a";

MOATBEPK/ICHHE HAa OCHOBAHUU TMPEJICTABICHHBIX JOKa3aTEIbHBIX MaTepHaiIoB (
JTOKYMEHTOB) OOOCHOBAaHHOCTH pe3yJibTaTa OIECHKH IPOU3BOJMTENIS O COOTBETCTBUHU
METUITMHCKOTO n3aenus OOmM TpeOoBaHUAM;

OIIEHKA COOTBETCTBHUS IKCILTYaTAIlMOHHOTO JOKYMEHTA WU MHCTPYKITUH 110 TPUMEHEHHUIO
, PYKOBOJICTBA 110 CEPBUCHOMY 00CITykuBaHU0 OOIUM TpeOOBaHUSM;

OIICHKA COOTBETCTBUS MApPKUPOBKU MEIUITMHCKOTO n3aenuss O0mum TpedoBaHUsIM;

aHaM3 TPeOOBAHUHN K TEXHUYECKUM XapaKTEPUCTUKAM MEIUIIMHCKOTO U3ICIHS;



OIIEHKA IOKYMEHTOB, OATBEPKAAIOIINX PE3YIbTAThl UCIIBITAHUN MEIUIIMHCKUX U3IEITUI
B LIEJISIX YTBEPXKJCHUS TUIA CPEACTB U3MEPEHUU (B OTHOIICHUU MEIUIIMHCKUX H3JICIIHM,
BKJIIOUCHHBIX B MEPEUCHb BUJOB MEIUIIMHCKUX U3JEIUHN, OMJICKAIMMNX OTHECEHUIO MPU UX
perucTpanum K CpeicTBaM H3MEpeHMi, yTBepxkacHHbIM Pemennem Coserta EBpasuiickoi
HSKOHOMHUYECKOM koMuccuu ot 12 depais 2016 1. Ne 42);

€) aHallu3 OTYETOB O pe3yJibTaTaX MHCIEKTUPOBAHMS MPOU3BOACTBA MEIUIIMHCKOTO
n3zenus (IpOBOJUTCS B LENSAX MOATBEPKICHHUSI COOTBETCTBUS 3asBISIEMOI0 MEIULIUHCKOTO
u3Aenus rpymnne (MoArpynie) MEeIUIUHCKUX H3JEIUid ¢ y4eTOM Kilacca MOTEHUUAIbHOTO
pUCKa TpUMEHEHHMs coriacHo npuioxeHuto Ne 2 k TpeOoBaHUSIM K BHEIPEHHIO,
MOJJECPKAHUI0O U OLIEHKE CHUCTEMbl MEHEKMEHTAa KaueCcTBa MEIMIMHCKHX HU3ACIUN B
3aBUCHUMOCTH OT MOTEHIIMAJIBHOTO PUCKA UX IPUMEHEHHUS, YTBepkKIeHHBIM Pemenuem CoBeta
EBpaswmiickoit 3xoHOoMudeckoit komuccuu OT 10 wHOs6ps 2017 r. Ne 106, a Takxke
MOJTBEPKACHUS JOCTOBEPHOCTH HH(POPMALIMK 00 YKA3aHHBIX B 3asBICHUSIX O PETUCTPALIUU U
AKCHEPTH3€ IMPOU3BOACTBEHHBIX IUIOMIAJIKaX, HA KOTOPBIE pPACIpPOCTPAHSETCS ACHCTBHE
OTYeTa O pe3yibTaTaX WHCIIEKTUPOBAHUS MPOU3BOJICTBA MEAUITMHCKOTO U3ICTIH);

’K) aHAJM3 TaHHBIX O CepTU(UKAIIMKN CUCTEMbl MEHE)KMEHTA KauecTBa (IIpU HAJIMYUH), B
TOM 4YHcCle TpeOOBaHWM, Ha COOTBETCTBHE KOTOPBHIM CEpPTUPUIMPOBAHA CHUCTEMa
MEHEKMEHTA KayeCcTBa IPOU3BOIUTENS, U CBEAEHUN 0 cepTuduKkaTax (HoMep, AaTa BblJIayH,
CPOK JHehcTBHUSl cepTuduKara, HAMMEHOBAaHUWE M CBEICHHS 00 aKKpeAWTAIlMd OpraHa Iio
cepTudUKaIN);

3) HOATBEPKIECHHE OOOCHOBAHHOCTH YKa3aHUs NPOU3BOACTBEHHBIX IJIOIIAJ0K
PETUCTPUPYEMOTO MEAULIUMHCKOTO U3/IEIINS;

M) aHAJIW3 JAHHBIX O pa3pabOTKEe W MPOU3BOJCTBE MEIUIIMHCKOTO HU3AEIHS (CXEMBbI
MIPOLIECCOB TMPOU3BOJICTBA, OCHOBHBIX CTaJHil MPOU3BOJCTBA, YIAKOBKH, HCIBITAHUN U
MPOIIEAYPHI BBITyCKAa KOHEUHOTO MPOYKTa);

K) aHAJIN3 TPEICTaBICHHON IPOU3BOIUTENIEM HH(GOPMAIINN O MAPKETHHTE;

J) aHAJIU3 MPECTABIECHHBIX POU3BOJAUTENIEM CBEACHUN O HAJMYMHU WU 00 OTCYTCTBUH
COOOMICHUH 0 HEOIArONMPHUATHBIX COOBITUSX (MHIMICHTAX), CBA3AHHBIX C MCIOJb30BAaHUEM
MEJIUIIMHCKOTO M3JIENINs], OT3bIBaX C PbIHKA MEJIUIMUHCKOTO M3JENHS, YBEIOMIICHUU IO
0€e30MacHOCTH MEAULMHCKOTO M3JAeNus, NOAXOJOB K pEIICHUIO TaKuX Hnpodiiem
OPOU3BOAUTEIEM IPU UX BO3ZHUKHOBEHHH, ONHMCAHUS MPEANPHUHATHIX KOPPEKTUPYIOLIUX
JEUCTBUM, a TaKKe aHaJIM3 COOTHOLIEHHUS YPOBHS MPOJaXK, KOJUYECTBA HEOIAronpusTHBIX
COOBITHI (MHIIMJIEHTOB) ¥ OT3HIBOB MEJIUIIMHCKOTO U3ENIUS U3 OOpaIleHHUS;

M) aHaju3 IlaHa cOopa JaHHBIX MO 0€30MaCHOCTU U 3()PEKTUBHOCTH METUIUHCKOTO
W3JIeNIHs Ha TOCTIPOIaXKHOM dTarle.

3. OO0uiee 3aKiI0YeHUE O MOATBEPKIACHUHU (HEMOATBEPKICHNN) O€30MaCHOCTH, KaueCcTBa
U 3(HEKTUBHOCTH METUIIUTHCKOTO U3AENHs, PEKOMEHIAIHS O BO3MOXKHOCTH (HEBO3MOXKHOCTH
) pETUCTPALIMKM METUIIMHCKOTO U3/IEIHSL.



OO0 OTBETCTBEHHOCTH 3a JOCTOBEPHOCTb CBEJICHUM, M3J0XKEHHBIX B IKCIEPTHOM
3aKII0YeHUH 00 OlleHKe 0e30MacHOCTH, KauecTBa U 3()(HEKTUBHOCTH METUIIMHCKOTO U3JENHS,
IIPEAYIPEXKICH.

(®. .

O. skcmepTa, JOKHOCTh, yUeHas CTENeHb (3BaHHE) (
TIPY HAJIWIHH))

(moamuce)

IMMPUJIOKEHMUE Ne 6
k [IpaBuiaM peructpanuu 1 SKCIEPTU3HI
0e3011aCHOCTH, KauecTBa 1
3¢ eKTUBHOCTH
MCEAUITUHCKUX H3}IeJ’IHﬁ

3AKJIIOYEHUE

0 IOATBEPKIECHUH COTIACOBAHMUA (HECOTTIACOBAHUA) SKCIIEPTHOTO 3aK/IIOYEHHAS 0 Pe3yJIbTaTaM
9KCIEePTH3HI 0€30MaCHOCTH, KauecTBa H 3 GEKTHBHOCTH MEIUIIMHCKOTO H3EJIMA rOCyAapCcTBa —
geHa EBpasuifckoro 3KOHOMHUIECKOTO COI03a, OCYIIECTBIIAIOMIETO PETHCTPAIHIO MEIUIUHCKOTO
W31

(HaMMEHOBaHUE YMOJHOMOYEHHOrO oOpraHa (3KCIEPTHOM OpraHu3aluu) TrocylapcTBa

NpU3HAHUSA)
YTBEPX/JAIO
(®. 1. 0. p};(OBO,HI/ITeJIH
YIIOJITHOMOYEHHOTO OpraHa
(3KCTIepPTHOH OpraHM3aIiH ), TTIOATHCE,
TIeyaTh)

HAH 20A T.

3AKJIIOYEHUE

0 IOATBEPKACHHH COTJIACOBAHUA (HECOTTIACOBAHMA) SKCIIEPTHOIO 3aKIII0YE€HHS T'OCYAaPCTBA —
wieHa EBpasuifickoro 3kOHOMHIECKOTO COI03a, OCYIIECTBIIOMIETr0 PETHCTPALMIO MEIHIIAHCKOTO
H3JIEIA, IIO0 pe3yJIbTaTaM 3KCIePTU3bl 6€30MacHOCTH, Ka9ecTBa U 3P (EKTHBHOCTH MEIUIMHCKOTO
A3eIIs

Ne or" " 20T

1. HaumMeHoBaHUE yIIOJTHOMOUYEHHOTO OpraHa (3KCIEPTHON OpraHu3aliiu) rocyaapcrsa —
yieHa EBpa3uiickoro 5»KOHOMHMYECKOTO COI03a, OCYIIECTBISIOUIETO PEruCTPaLUIO
METUITMHCKOTO n3enus (1anee — pedepeHTHOE TOCYIapCTRO).

2. Jlata pa3menieHusl KCHEPTHOIO 3aKIIOUECHUS B MH(OOPMAIMOHHOW CHCTEME
YIIOJTHOMOUYEHHOT'O OpraHa (3KCIepTHOW OpraHu3ainu) peepeHTHOro rocy1apcTaa.

3. Homep sKCciepTHOTO 3aKII0YEHUSI.

4. HauMeHOBaHUE MEIUIIMHCKOTO U3/IeTus (C YKa3aHUEM MOJIENH (MapKu) MEIUIIMHCKOTO
W3JIeTUsl, €€ COCTaBa U MPUHAJICKHOCTEH).



5. Ilpou3BoauTENb MEAULIIMHCKOTO M3AENUS (ITOJHOE U COKPAIlCHHOE HaMMEHOBAHUS,
OpraHu3alluOHHO-TIpaBoBasg (opma HOPUIUYECKOrO JIMIA, MECTO HaxOXJIeHHs (aapec
IOPUJIMYECKOTO JIUIA, MECTO JKUTEIbCTBA (PU3UUECKOTO JHUIlA, 3apPETHUCTPUPOBAHHOTO B
KaueCTBE MHIUBUIYATIBLHOTO MPEANIPUHUMATEIS)).

6. Ilpou3BoACTBEHHBIE MJOMIAAKK (MOJTHOE U COKPAIIEHHOE HaMMEHOBAaHUS,
OpraHu3allMOHHO-TIPAaBOBas PopMa IOPUIUUECKOTO JINIIA, (DAKTUUECKUH aapec).

7. YNOJTHOMOYEHHBIA MPENCTABUTENb MPOU3BOAUTENS (IIOJHOE M COKPAIEHHOE
HAaWMEHOBAHUS, OPTaHU3AIMOHHO-TIPaBOBask (popMa IOPUIUIECKOTO JHUIA, MECTO HAXOXKICHUS
(aapec IOPUIUYECKOTO JIUIA, MECTO KUTEIbCTBA (DU3UUECKOTO JIUIIA, 3aPETUCTPUPOBAHHOTO B
KaueCTBE MHJIMBUAYAJIBHOTO NpeANpUHUMATENS)) (MPU HAIUYUN).

8. 3asgBUTEIIb.

9. AHanu3 NpeACTaBICHHOTO YIIOJIHOMOYEHHBIM OpraHoM (3KCIEPTHOW OpraHu3aluei)
pedepeHTHOro TrocyJapcTBa HSKCHEPTHOTO 3aKIIOUEHHS IO pe3yiabTaTaM SKCIEPTU3bI
0€30MacHOCTH, KauecTBa U 3(YPEKTUBHOCTU METUIIMHCKOTO U3/IEIIUs, & TAaKKE€ COOTBETCTBUS
JOKYMEHTOB PErUCTPAIIMOHHOTO J0ChE YCTAaHOBJICHHBIM TPEOOBAHUSIM.

10. IToaTBepkaeHrUE MPABUILHOCTH MEPEBOAA IKCILTYaTAI[MOHHOTO JIOKYMEHTA WU
MHCTPYKIMUA TPUMEHEHUI0 MEIUIHUHCKOTO HW3JeNNs, PYKOBOACTBA IO CEPBUCHOMY
00CITyKUBaHUIO, TEKCTa MAPKUPOBKU MEIUIIMHCKOTO M3/IETUsl Ha TOCYIapCTBEHHBIN SI3bIK B
COOTBETCTBUM C TPEOOBaHHUSIMH 3aKOHOJIATENILCTBA rOCyAapcTBa — uieHa EBpasuiickoro
HKOHOMHUYECKOT0 COI03a (€CIU MPUMEHUMO).

11. Pe3yabTaThl 3KcnepTu3bl (yKa3bIBalOTCS BBIBOALI MO OTAECIBHBIM acleKTaM
AKCIIEPTHOTO 3aKIJIIOUCHHUS).

12. BreiBoa (yka3wsiBaeTcsi OOLIMM BBIBOJI, B CIydae HECOTJIACOBAHMS AKCIEPTHOTO
3aKJTIOYEHHS — C 000CHOBAHUEM MIPUYHH).

13. Ceenenust 00 skcneptax (@. U. O., yueHas cremness (3BaHue) (Ipu HAIUYUH), MECTO
pabOThI M TIOJKHOCTH ).

OO0 OTBETCTBEHHOCTH 3a JOCTOBEPHOCTh CBEJCHHH, U3JIOKCHHBIX B 3aKJIIOUYCHUU O
MOJTBEPXKACHUM COTJIacOBaHUs (HECOTJIACOBAHMS) SKCIIEPTHOTO 3aKII0YEHUS pehepeHTHOTO
rocyJlapcTBa MO pe3yJibTaTaM HKCHEepTH3bl 0€30MacHOCTH, KadecTBa M 3(P(HEKTUBHOCTH
MEJIUIIMHCKOTO U3JIEUs, TPEAYTIPEKICH.

(@. U. O. skcnepTta) (moamuce)

ITPUJIOXXEHUE Ne 7
k [IpaBuiaM perucTpamnuy U SKCIePTU3bI
0e30MIacHOCTH, KaYeCTBa U
3 HEKTUBHOCTH
METUIMHCKUX M3IeTUi



©®OPMA
3asBIICHHS O BHCCCHWH H3MECHECHHH B PETHCTPAHOHHOE JOCHE MEUITMHCKOTO M3/IEIHs

B ynonHomoueHHbINM Opraln
rocyzapcTaa — 4JiIeHa
EBpa3uiickoro 3kx0HOMHUYECKOT0 COr3a

(HanmMeHoBaHUE pepepeHTHOTO TOCyAAPCTBA)

(HaMeHOBaHUE TOCyNapcTBa (HAUMEHOBAHUS FOCYAapCTB) MPU3HAHMS)

3ASBJIEHUE
0 BHECCHHH H3MCHCHHI B PETHCTPAllHOHHOE JOChE MEAMITHHCKOTO H3AEIHA

(momHOE M coKpalieHHoe (MIPU HAJIUYKUH), B TOM Ynciie GUpMEHHOe, HAMMEHOBAHMUS JIUIIA, OT
UMEHH KOTOPOTO TMPOU3BOJUTCS BHECEHUE U3MECHEHUH (MPOU3BOIUTENH (YIIOTHOMOYEHHBIN
MIPEICTaBUTEIb IPOU3BOIUTEIS ), OPraHU3AIMOHHO-TIPABOBas popMa IOPUIUIECKOTO JIUIIA)

HACTOSIIUM IMPOCUT BHECTH M3MCHEHHUS B PETHCTPAIMOHHOE JOChE MEIUIIMHCKOTO
U3JIeTTUS

1. HaumenoBanue
MEIUIIMHCKOTO U3IEIUS

2. [IpouszBonuTens
MEIMIIMHCKOTO u3menus (
MOJIHOE U COKpaIlleHHOE
HaMMEHOBAHUS,
OpraHU3aIMOHHO-TIPABOBAS
dbopMa OPUIUIECKOTO
JIUTIA, MECTO HaXOXIeHUS (
aJIpec IOPUINYECKOro JInIa
N MECTO XUTCIIbCTBA
¢usnyeckoro  nuua,
3aperuCTPUPOBAHHOTO B
KadyecTBe
WHAUBUIYAJIBHOTO
TIPEeIIPUHIMATEIS)

3. TlpousBoJcCTBEHHbIE
miomanka  (MOJHOE
HaMMEHOBaHUE, aJIpec)

4. VYIOJIHOMOYEHHBIH
npeCcTaBUTEINb
npousBoauTens  (IpH
Hanu4yuu) (ToIHOE U
COKpalIeHHOoe
HauMEHOBaHUA,
OpraHU3alIOHHO-TIPAaBOBAs



¢dbopmMa rOpUIMYECKOTO
JMLA, MECTO HaxOoXJIeHus (
aZipec IOPUINIECKOTO JINIa
, MECTO JKHUTEIbCTBA
¢dbusuueckoro  JMIA,
3apErUCTPUPOBAHHOTO B
KayecTBe

HHAWBUY AJIBHOTO
TIPEATNPUHUMATEIS)

5. Knacc moTeHIMaIbLHOTO
pUcKa  TPUMCHCHUS
MEIULUHCKOTO U3IENNS

6. Kon BUIA
MEIUIIMHCKOTO W3Aenus (
COTJJaCHO HOMEHKJAaType
MEIUITUHCKHUX HW3JACIUiI
EBpasuiickoro
SKOHOMHYECKOTO COH03a,
NpaBuia BEAECHUS KOTOPOI
yTBepkKIeHbl Pemennem
Komnerun EBpasuiickoif
9KOHOMHUYECKOW KOMHUCCUU
ot 29 nexabps 2015 r. Ne
177)

7. HomMmep
pEerucTpanoOHHOT O
yIOCTOBEPEHHUS
MEIUIUHCKOTO H3JeNINs
EBpasuiickoro
9KOHOMHUYECKOTO COI03a

8. CBenieHUs 0 JOKYMEHTax
,  TOITBEPKAAMIIUX
omiaTy  MOpOUEaypHI
BHECEHHSI HM3MCHCHUU B
PETHCTPAIOHHOE JIOChE B
pedepeHTHOM TrOCyAapCTBE
u NpouEenypsl
coracoBaHUs
9KCIEPTHOTO 3aKITHOYCHHS
B rOCyJapcTBaxX MPU3HAHUS
, a4 TaK)Xe BbIJauH
pPErucTpanuoOHHOTO
yIOCTOBEPEHUS
MEUIIUHCKOTO H3IeIHs B
pedepeHTHOM TOCYIapCTBe
(pu HEOOXOAMMOCTH)

9. Cnoco6 mnomydeHus
yBeAOMIICHUH (pelieHuit)
OT YNOJTHOMOYEHHOTO
opraHa (PKcrepTHOH

[
[

JIMYHO o4 pOCHHUCH

3aKa3HBIM MIOYTOBBIM OTIPABICHUEM C YBEIOMIIEHHEM O
BpY4EHHUH

B 2JIEKTPOHHOU (opme (IIpH BBIOOpE AAHHOTO criocoba
HEO0OXOUMO yKa3aTh aapec (aapeca) 3JICKTPOHHOM
TIOYTHI, HA KOTOPBIX CIICAYCT HATIPABUTH YBEIOMIICHHS)



OpraHu3anuu) D B (opMe BIEKTPOHHOTO IOKYMEHTa, HMOIIHCAHHOTO

pedepenTHorO SIIEKTPOHHOM TIOTHCEHIO

rocynapcraa

10. Cnoco06 nonyuyeHus D Ha OyMa)XHOM HOCHUTele
PErUCTPaLHOHHOTO JHYHO

YIOCTOBEPEHUS

MEIUIUHCKOTO H3Ieus 1 (
WJIH) TIPUIIOKEHUS K HeMy (
B Clly4ae €clIM BHOCHMBIE
U3MEHEHHSI IIOBJIEKYT

U3MECHECHUEC

perucTpanuoHHOro Ha OyMa)KHOM HOCHTEIIE C
YAOCTOBCpPCHUA OTIPAaBKON  3aKa3HBIM
MEAUIMHCKOTO M31eNus U ( D MOYTOBBIM OTIIPaBICHUEM
WIIN) TIPIJIOKEHHS K HEMY ), C YBEIOMJICHHEM O

a TaK)Xe paHee BBIJAHHOI'O BPY4YE€HUU
perucTpanuoOHHOI O

YIOCTOBEPEHHUS

MEIUIMHCKOTO U3MIEIHUS U (
WJIH) TPWIOKCHUS K HEMY
C OTMEeTKOH 00 wux
HEIENUCTBUTEILHOCTH

B CBA3M CO CICAYIOIIMMHA U3MCHCHUSAMMU:
H3MeHeHNs, BHOCUMBIE B PETHCTPAIOHHOE T0ChE MEAUIIUHCKOTO M3AETHS

Ne i/ Pe)IaKHI/ISI JO0 BHCCCHUA n3MeHeHnH BHoOcHMBbIC H3MEHEHUS
o II/1

BHecenne u3MeHEHH B PETHCTPAIIMOHHOE JOChE HE BJICUET U3MEHEHUsSI CBOWCTB M
XapaKTePUCTHUK, BIUSIONIMX Ha 0€30MacHOCTh, Ka4ecTBO M (P (HEKTUBHOCTh MEAUIIMHCKOTO
W3JIEIIHSL.

["apaHTHpyIO TOCTOBEPHOCTH MPEACTABICHHON NH(OPMAIIHIH.

["apaHTHPYIO COXpaHEHHUE 3asABJICHHBIX XapaKTePUCTUK 0€30MacHOCTH B 3PHEKTHBHOCTH
MEIIUIIMHCKOTO HW3JCIUs B TEYEHHE BCETO CPOKA CIYKOBI MPU COOTIONCHUU YCIOBUU
AKCIUTyaTaluH, TPAHCTIOPTUPOBAHKS U XPaHEHUS MEIUIIMHCKOTO MU3JCNIHS B COOTBETCTBUHU C
TpeOOBAHMSIMU TIPOU3BOIATEIIS.

(mata mojayu 3asBICHUS)

(®. U. O. 1 BOIKHOCTh PYKOBOIUTEISA
(monmnuck, evaTh NPOU3BOIUTENS
MIPOU3BOANTENA (YIIOTHOMOYEHHOTO
(YHOJTHOMOYEHHOTO MPECTaBUTEIIS IIPOU3BOIUTEILS ))
TIPEICTABUTEIS IPOM3BOIUTEIIS))

IMPUJIOXKEHHUE Ne 8
k IIpaBunaM perucTpanuu 1 3KCHEPTU3BI



0€30MacHOCTH, KauecTBa U
3((HEeKTUBHOCTH MEAUIIMHCKUX
U3OETIUN

SKCITEPTHOE 3AKJIIOYEHUE
0 BO3MOKHOCTH (HEBO3MOKHOCTH) BHECCHHU HM3MEHEHHUH B PETHCTPAIHOHHOE JOCHE
MEIUIAHCKOTO H3eIHs

(HauMEHOBaHUE YIOJHOMOYEHHOTO oOpraHa (IKCIEPTHOW OpraHu3anuu) pedepeHTHOro

rocyJ1apcTBa)
VTBEPXKJIAIO

(®. U. O. pykoBoauTes
YIIOJIHOMOYEHHOI'0 OpraHa
(3KCTIepPTHOH OpTraHU3aIliH ), TIOATHCH,

revarp)
o 20 T.
SKCIIEPTHOE 3AKJIIOYEHUE
0 BO3SMOXHOCTH (HCBOBMO)I(HOCTH) BHECEHHA HW3MEHEHUH B PETHCTPATHOHHOC AOCHE
MCIUITHHCKOI'O U3OCIIHA
Ne or" " 20_ T.

1. HaumeHoBaHMEe MEAUIIMHCKOTO U3/IEIIHUS.

2. IlpousBoAUTEIh MEAUIIMHCKOTO U3/ (MIOJIHOE U COKpAIlEHHOC HAaUMEHOBAHUSI,
OpraHM3alMOHHO-TIpaBoBas ¢GopMa IOPUAUYECKOTO JUIA, MECTO HaXOXIeHus (aapec
IOPUJANYECKOTO JIUIAa, MECTO KUTENbCTBAa (PU3UUECKOTO JIMIA, 3aPETrHCTPUPOBAHHOIO B
KaueCTBE MHIUBUAYAJTBHOTO NPEANPUHUMATENS)).

3. YIoJIHOMOYCHHBIN TpeICTaBUTENb MPOU3BOAUTENS (TIOJTHOE W COKpaIleHHOE
HAaWMEHOBAHUS, OPTaHU3AIMOHHO-TIPaBOBas (popMa IOPUIUIECKOTO JTHUIA, MECTO HAXOXKICHUS
(ampec 1OpUIUYECKOTO JHUIA, MECTO KUTEIHCTBA (PU3UYECKOTO JIUIA, 3aPETUCTPUPOBAHHOTO B
KaueCTBE MHJMBUAYAJILHOTO NpeANpUHUMATENS)) (MU HAIUYUN).

4. TIpou3BOACTBEHHbIE IUIOMIAAKH (TIOJHOE M COKPAIIEHHOE HaNMEHOBAaHUS,
OpraHU3aIlMOHHO-TIPaBOBas popMa IOPUIUIECKOTO JIKIIA, (PaKTUUECKUM aapec).
5. O6macTh MPUMEHEHUS U Ha3HAYCHHUE.
6. Bug MeauIMHCKOTO M3Jeaus B COOTBETCTBHUM C HOMEHKJIATYPOU MEIUIIMHCKUX
n3nenuii EBpazuiicKoro 3KOHOMHUYECKOr0 COI03a, MPABWIIA BEACHUSI KOTOPOU YTBEPKIACHBI
Pemennem Komneruun EBpasuiickoit sSkoHOMHUECKOH kKoMuccuu ot 29 aexadpst 2015 r. Ne 177

7. Kiacc moTeHIMaIbHOTO PUCKA TPUMEHEHHUSI METUIIUHCKOTO U3/IEIHS.
8. Homep perucTpallnoOHHOr0 yJIOCTOBEPEHUS METULIUHCKOTO U3EIIHS.
9. laTa BbIJaYM PETUCTPALIMOHHOTO YJIOCTOBEPEHUS] MEAUIIMHCKOTO U3/IEIIHS.



10. BHOCUMBIE U3MEHEHUS;

Jaunsie, BHECEHHBIE B
OGocHOBaHHUE 3asgBUTENA IS

PETUCTPAIMOHHOC O0CHC IIpU BHocuMbIe n3MeHeHUS o
BHCCCHUS N3MCHCHHUU

perucrpanuunu
11. AHanu3 u olleHKa JaHHBIX, 000CHOBBIBAIOIINX BHECEHUE N3MEHEHUH.
12. 3aknw4yeHue O BO3MOXKHOCTH (HEBO3MOXXHOCTHU) BHECEHHUS H3MCHEHHH B
PETUCTPALIMOHHOE J10ChE MEIUIIMHCKOTO U3JeNus (B ClIydae BBIHECEHUS OTPHUIATEIBHOTO
3aKJIIOYEHUS] — ¢ 000CHOBAHUEM MTPUYHH).

(®. U. O. sxcmepra, HODKHOCTH, ydeHas cTemneHb ( (IIOXITUCH)
3BaHue) (P HAJIMYNH))

MMPUJIOXEHUE Ne 9
k [IpaBuiam perucTpanuy 1 SKCIEPTHUIBI
0e30MIacHOCTH, KaYeCTBa U
3G GEKTUBHOCTH MEAUITUTHCKIX
W3ACITHI

OOPMA
3asBJICHUA O BHCCCHHH H3MCHCHHM B PErACTPAIHOHHOC NOCHEC MCIUIIMHCKOI'O N34CIIUs B
YBEAOMHUTECIIBHOM IIOPAIKE

B ynonHomoueHHBII opran

rocyaapCTBa — 4JI€Ha
EBpa3I/II>‘ICKOFO 9KOHOMHYECCKOT'O COrO3a

(HamMeHoBaHUE peepeHTHOTO
rocyaapcTBa)

3ASBJIEHUE
0 BHECEHMH H3MCHECHHH B PETHCTPAIHOHHOE JOChE MEAMITHHCKOT'O H3/EIHA B yBEOMHTEILHOM

TOpsAZIKe

(momHOE M COoKpanieHHoe (MTPU HAJTUYHH), B TOM dnciie (UPMEHHOE, HAMMEHOBAHMUSI JIUIIA, OT
UMEHH KOTOPOTO MPOU3BOJUTCS BHECEHUE U3MEHEHUM (MPOU3BOAUTEND (YIOJIHOMOYEHHBIN
MPEACTABUTEIb MPOU3BOAUTEINS ), OPraHU3ALMOHHO-TIPaBOBasi (hopMa IOPUIUUECKOTO JTUIA)

HACTOSIIIUM IMPOCHUT BHECTHU U3MEHEHHUS B PETHUCTPALIMOHHOE JAOChE MEIUIMHCKOIO
M3ENUs B YBEIOMUTEIBHOM MOPSAJIKE

1. HammenoBaHue
MECOUIIUHCKOIO
U3IeIus

2. IlpousBoautenb
MEIUITHCKOTO
nuznenus (MoJHOE U
COKpalleHHOe



HanMEHOBAHHS,
OpTaHHU3aLMOHHO-TIPA
BoBas  ¢opma
IOPUINYECKOTO JINIIA,
MECTO HaxXOXAeHUs (
aJpec IPUANIECKOr0
auna,  MecTo
KHUTEIHbCTBA
¢u3mveckoro nmua,
3apeTrUCTPUPOBAHHOT
0 B KadecTBe
HHIAWBUAYAJTIbHOTO
NpeANPUHUMATEIS)

3
IIpon3BoaCTBEHHBIE
MJI0MAaaKu (TTOJTHOE
HaAaMMCHOBAHUC,

azapec)

4. YNOoIHOMOYCHHBIN
HIpEeACTAaBUTENb
pou3BoAUTENs (TIpU
Hanuuuu) (MOJHOE U
COKpalieHHOoe
HanMMEHOBAHHS,
OpTaHHU3aIMOHHO-TIPA
BoBas  (Qopma
IOPUIMYECKOTO JIUIIA,
MECTO HaxOXJAeHHus (
aJIpec I0pUANIECKOr0
auna,  MecTo
KHUTEIHbCTBA
(usmygeckoro nuIa,
3aperuCTPUPOBAHHOT
0 B KayecTBe
WH/IMBHyaJIbHOTO
TIPEATNPUHUMATEIIS )

5. Knacc
IIOTCHIIMAJIBHOT'O
pUCKa IIPUMEHEHUs
MEIUITMHCKOT O
H3ICTINS

6. Kom Buna
MECOUIIUHCKOIO
uznenus (corjaacHo
HOMEHKJIaType
MEeIHUIHUHCKUX
HU3OE€NUN
EBpasuiickoro
3KOHOMHUYECKOTO
cow3a, TMpaBuia
BEJICHUS KOTOpPOil
yTBepKIeHBI Pemenn
emM Koanerun



EBpa3suiickoit
3KOHOMHYECKOU
KoMuccuu ot 29
nmexabpst 2015 r. Ne
177)

7. Howmep
PETUCTPAIIIOHHOTO
YAOCTOBEPEHUS
MEJIHUIHHCKOTO
U3aciIundg
EBpa3suiickoro
SKOHOMHUYECKOTO
coro3a

8. CsexmeHus o
JNOKyMEHTax,
HOJTBEPKAAIOIINX
OILTaTy MPOLEIYPBI
BHECCHUS U3MECHECHHH
B PETUCTPALIOHHOE
Jjocbe B
YBEAOMUTEIbHOM
nopsagKe B
pedepeHTHOM
rOCyapCTBe, a TAKKe
BB a4
PETHCTPALIHOHHOTO
YAOCTOBEPEHUS
MCAUILIUHCKOI'O

U3 eNHs B
pedepeHTHOM
rocynapcTse (mpu
HEOOXOIUMOCTH)

9. Cmoocob

TMOJNYyUYCHUA D
yBEJOMJICHU I (

peureHuit)  or
YIOJTHOMOYEHHOTO
opraHa (dKCIepTHOH
OpTaHU3AIHUN )
pedepeHTHOTO
rocyzapcraa

10. Cnoco6
MOJTYYCSHHU A
PEerucTpanroHHOTO
YAOCTOBEPEHUS
MEJIHUIHCKOTO
n3penus u (Win)
MIPUIOKEHHUS K HEMY
(B cmywae ecnm
BHOCHMEIE
U3MEHEHHS TOBIIEKYT
U3MEHEHUE

JIMYHO ITOJ POCITUCH

3aKa3HBIM TIOYTOBBIM OTIIPABJIEHHUEM C
YBEIOMJICHHEM O BPYUICHUH

B OJIEKTPOHHO# ¢opme (pu BBIOOpE
JaHHOrO croco0a HEoOXOAMMO YKa3aTh
anpec (azpeca) SJIEKTPOHHOW IIOYTHI, Ha
KOTOPBIN CJIeAyeT HAlPaBUTh YBEIOMIICHHS)

B (opMe DJIEKTPOHHOTO JOKyMEHTa,
MOAMMCAHHOTO AJICKTPOHHO# MOAMKICHIO

Ha OyMaXHOM HOCHTEJIC JINIHO



PETUCTPALIIOHHOTO
YAOCTOBEPEHUS
MEIHUIIMHCKOTO
u3nenus u (W)
MPUIIOKEHUS K HEMY)

Ha OyMaXHOM HOCHTENE C OTIIPAaBKOH
|:| 3aKa3HbIM ITOYTOBBIM OTIPaBICHHEM C
YBEIOMJICHHEM O BPYUYEHUU

, a TaKXe paHee
BBITAHHOTO
PETHCTPAITHOHHOTO
YIAOCTOBEPEHUS
MEIHIIUHCKOTO
u3genus u (WMJIN)
MPUIOKCHHS K HEMY
C OTMETKON 00 uX
HEACUCTBUTEIHHOCTH

CBeneHus, 3aloNHSACMbBIC TP BHECCHWH H3MEHEHHMH NPOM3BOJUTENEM MEOUIMHCKHAX W3JENHH Kiacca
MOTEHIMAJIBHOTO PUCKA IPUMEHEHUS | ¥ HECTePHIIBHBIX MEAUIIMHCKUX 3NN Ki1acca IMOTEeHIHAIBHOTO PHCKa
MpUMEHEHHUs 2a, MPOIIEIINM OLIEHKY CHUCTeMBbl MEHEI)KMEHTa KadecTBa MEIUIIMHCKHUX H3JCNUN, BKIIOYas
MPOLIECCHI MMPOSKTHPOBAHMS U pa3pabOTKH, B COOTBETCTBHH C TpeOOBaHMSMH K BHEIPEHUIO, MOICPIKAHUIO U
OLIEHKE CUCTEMBI MEHEPKMEHTA KaueCTBa MEAULIMHCKUX U3JIEIUN B 3aBUCUMOCTH OT MOTEHIMATBHOIO PUCKA UX
TIpUMeHeHUsI, yTBepkaeHHbIME Pemennem Cosera EBpasniickoif skoHOMIYecKoi komuccuu ot 10 HosOps 2017
r. Ne 106:

11. Homep oTueta o
pe3yibTarax
MEPBUYHOTO
MHCIEKTUPOBAHU
MIPOU3BOACTBA

12. HaumeHoBaHue
WHCIIEKTUPYIOLEH
OpTaHU3aIluH,
NpOBOAUBLIEH
MEepBUYHOE
HHCIIEKTHPOBaHUE
TIPOM3BOJICTBA

13. Homep otuera o
pe3yabTatax
nepuogudeckoro  (
MJIaHOBOTO)
MHCIIEKTHPOBAaHHUS
MIPOU3BOJCTBa (TIpU
HATAYIWH)

14. HaumeHoBaHue
WHCIEKTUPYIOUIEH
OopraHu3alui,
MpoOBOAUBLIEH
TIEPHOIUYECKOE (
MJIaHOBOE)
WHCIIEKTUPOBAaHHE
MIPOU3BOJICTBA

B CBA3M CO CICAYIOIIMMH U3MCHCHUSAMMU:

I/ISMCHCHI/IH, BHOCHMBIC B PETUCTPALTMOHHOC TOCHE MCANITUHCKOI'O0 U3ACTIHA

Penakiusa 1o BHECEHHST U3MEHEHUH



Ne i/ BHocuMEbIe n3MeHeHNs

Bnecenue u3mMeHeHU B PerHCTpAIlMOHHOE JOChE HE BJIEUET U3MEHEHHUSI CBOMCTB U
XapaKTePUCTHK, BIUSIONINX Ha 0€30MacHOCTh, KaueCTBO M 3(P(PEKTUBHOCTH MEAUIIMHCKOTO
U3JIEIHS.

["apaHTUpyIO TOCTOBEPHOCTH MPEACTABICHHON HH(OPMALIIH.
["apanTHpyrO coXpaHeHHE 3asBICHHBIX XapaKTePUCTUK 0e30macHOCTU U 3PHEKTHBHOCTH
MEIUIIMHCKOTO W3JIeNUs B TEYCHHE BCETO CPOKa CIYXKOBI MpU COONIOACHUU YCIOBHIA

OKCILTyaTallkud, TPAHCIIOPTHUPOBAHUA U XPAHCHUA MCOAUITUHCKOI'O U3JCIINA B COOTBCTCTBUHU C
Tpe6OBaHI/I$IMI/I IMPOU3BOAUTCIIA.

(mara mojiauu 3asBICHUS )

(®. U. O. 1 IOMKHOCTh PYKOBOIUTEISA

(moamnucek, nevyaTs MPOU3BOAUTEINS
rpon3BoAnTeENs (YIOIHOMOYCHHOTO

(YTIOJTHOMOUYEHHOTO MPEACTABUTENS TPOU3BOJAUTETIS))
TIPEICTABUTEIS IPOU3BOTUTEIIS))

TTPUJIOXKEHUE Ne 10
k [IpaBuiaM perucTpanu 1 SKCIEPTUIBI
0€e301acHOCTH, KaYeCTBa U
3G GEKTUBHOCTH MEAUITTHCKHX
W3ACITHI

O®OPMA
3asBJICHHAA O BBIIAYC nyﬁnmca'ra PEruCTpaiiOHHOr0 YAOCTOBCPCHHUS MCAUITHHCKOI'O U3CIINA
B ynonHomoueHHbIN opraH

rocyJapcTBa — 4jieHa
EBpa3zuiickoro 3kKOHOMHUYECKOTO COI03a

(HanmeHOBaHUE pedepeHTHOTO
TOCyIapCTBA)

3AABJIEHHE
0 BEIZiaue AyO/IMKaTa PeruCTPAOHHOTO YAOCTOBEPEHNSA MEAUIIMHCKOTO A3/1EIHS

1. Homep perucrpaniMoHHOIO
YAOCTOBEPEHUS MEIUIMHCKOTO
H31enus

2. HanmeHoBaHWE MEIUIIMTHCKOTO
m3nenus (c ykaszaHueM Moxaenu (
MapKH) MEIUIUHCKOTO U3Jenus, ee
COCTaBa W MPHUHAMIEKHOCTEH, — B
BHJIC TPHUIOKCHUS K 3asSBJICHHUIO,



3aBEPEHHOr0 MEYaThio U MOANHUCHIO
PYKOBOAMTENS TPOU3BOIUTEIIS
MEIUITUHCKOTO M3CITHS)

I. CBeaenust 0 mpon3BOAUTENIE METUITUHCKOTO U3ACTHUS

3. OpraHu3aMOHHO-IIPAaBOBasd
¢hopmMa w TOTHOE HAMMEHOBAHHE
IOPHINIECKOTO JINIA JTHO0 (haMITus,
UM, OTYeCTBO (IIPU HAJIUIHH)
¢usunyeckoro nuna,
3aperuCTPUPOBAHHOIO B KayecTBE
WHAWBHUIYAJIbHOTO
MIpEANPUHUMATEIS

4. CoxpallleHHO€ HaNMEHOBaHUE
IOPUANYECKOTO JINIA (TIPH HaJITMYHHN)

5. @®upMeHHOE HaNUMEHOBaHUE
FOPUANYIECKOTO JTUIa (TIPX HAJIIIUH )

6. Mecto HaxoxaeHUs (aapec
IOpUINYECKOTO JINIA, MECTO
JKUTENBCTBA (PU3UUECKOTo JHIIA,
3apErHCTPUPOBAHHOTO B KadeCcTBE
WHAUBUAYAIBHOTO
MPEIIPUHIMATEIIS)

7. Homep Tenedona

8. Ampec DJIEKTPOHHOW TMOYTHI
IOpUIMYECKOTO  Jhma  J1nobo
¢usuyeckoro nuna,
3aperuCTPHUPOBAHHOIO B KayecTBE
HHIUBHIYAJIBHOTO
TIpeInpuHUMATENS (TIPU HAJTHIUH )

9. Upnentudukarop
HaJIOTOTJIATEeIbIINKA

10. ITpon3BoACTBEHHBIE TUTOIIAAKH (
MOJIHOE HAUMEHOBAHUE, apec)

II. CBenenust 00 yNOITHOMOUYEHHOM IIPEICTABUTENE IIPOU3BOIUTENS (IIPU HAIUYNH)

11. OpraHu3anOHHO-TIPAaBOBAs
dbopMa W TONIHOE HAaWMEHOBaHUE
IOPUAMYECKOTO JINIa JIU00 GaMuitusi,
UMsI, OTYeCTBO (TPU HATHYUH)
dbusnvyeckoro IuIa,
3aperuCTPUPOBAHHOIO B KadeCcTBE
WHAWBUYAIbHOTO
npeAnpUHUMATEIS

12. CoxkpallleHHOE€ HaWMEHOBaHHE
IOPUIMYECKOTO JINIa (TIPH HaJIMYHHN)

13. ®upMeHHOE HaWMMEHOBAaHHE
IOPUINYECKOTO JHIA (TIPH HATUYIHH)

14. Mecto HaxoxnaeHus (aapec
OPUANYECKOTO JIUIA, MECTO
JKUTENBCTBA (PU3UUECKOTO JHIIA,
3aperuCTPUPOBAHHOIO B KadeCTBE



WHAWBHUIYAJIbHOTO
MIPEANPUHUMATEIIS )

15. Homep tenedona

16. Anpec 3JIEKTPOHHOH MOYTHI
IOpUANYECKOr0  JHuIa Jubo
¢buszngeckoro JHIa,
3apETUCTPHPOBAHHOTO B KaueCcTBE
UHIUBUAYAIBHOTO
IpeanpuHUMaTens (pU HaIUIUN)

17. Unentudukartop
HaJIOTOILIATEIbIIIKA

III. Musle cBenenns

[l

JIMYHO oA pOCHHCH

D 3aKa3HbIM TOYTOBBIM OTIPaBICHHEM
C YBEIIOMJICHHEM O BPYYCHUH

18. Cnoco0  monyueHHS

yBeIOMIICHHH (pemeHuit) oT

yIOTHOMOYEHHOTO  opraHa  (

JKCIEPTHOMU OpTaHU3AIHHN)

B AJIEKTPOHHOH (hopme (Tipu BEIOOpe

ITAHHOTO crmocoba Heo0XOoaUMO
D yka3zaTb  angpec  (aapeca)

3JIEKTPOHHOM MOYTHI,
pedepenTHOrO TOCY NApCTBA .
Ha KOTOPBIM CJICAYET HAIPaBUTh

YBEIOMIICHUS)

B (JOpMe 3JIEKTPOHHOTO JTOKYMEHTA,
MOJANHUCAHHOTO  3JIEKTPOHHOM
MOIMHUCHIO0

Ha OyMa)KHOM HOCHTEJIE JIMYHO
19. Croco6 nonydenus ryOimKaTa
PETHCTPALIOHHOTO yJOCTOBEPEHHS
MEIUIMHCKOTO U3IeIHs

Ha OyMaXHOM HOCHTEIe C
OTIPABKOW 3aKa3HBIM IIOYTOBBIM
OTIPAaBICHUEM C YBEIOMIICHHEM O
BPYy4YECHUU

yTpara pPerucTpanuoHHOTO

yIIOCTOBEPEHHUS
20. OcHoBaHus BbAAYU JyOnukara nopuya PEeruCTPaHOHHOTO

YAOCTOBEPCHUA

O (0| O O Od

21. CmemeHmss 0 JOKYMEHTE,
MOJITBEPIKAAIONIEM OIJIATy BbLAAYH
nybnukara (mata ©W  HOMEp
TUIATEXKHOTO TIOPYYEHHS)

(mara mojauu 3asBICHUS )

(®. U. O. 1 IOMKHOCTh PYKOBOTUTEISA
(moamuck, neyaTh MPOU3BOIUTES
MIPOU3BOAUTEIS (YIOTHOMOYCHHOTO
(YTIOJTHOMOYEHHOTO MPEACTABUTENS TPOU3BOAUTETIS))
MIPEICTABUTEIIS IPOU3BOTUTEIIS))

IMPUJIOXXEHUME Ne 11
K [IpaBuaM perucTpamnuy U SKCIePTU3bI
0e30MacHOCTH, KauecTBa U



3(h(HEeKTUBHOCTH MEAUIIUTHCKIX
U3OEIIUi

OOPMA

3ajABJICHHS O IIPOBCACHWH COIJIaCOBAHHA SKCIICPTHOI'O 3aKIMIOYCHUS HA 3apCTUCTPUPOBAHHOCO
MCIHUITHHCKOC HU3CIINC

B ynonHomo4eHHbIH Opran
(9KCTIEPTHYIO OPTaHU3AIHNIO)
rocyAapcTBa — 4icHa
EBpa3uiickoro 3kOHOMH4€ECKOI0 COr3a

(HaumeHoBaHME peepeHTHOTO
TOCyIapCTBA)

(HanMeHOBaHHE TocyaapcTaa (
HAaMEHOBAHHUA TOCYIApPCTB)
NPU3HAHUS, HE YKa3aHHbBIX

B PErUCTPALlMOHHOM yJIOCTOBEPEHUU
MEIUIIMHCKOTO
H3JICTTVS)

3AABJIEHUE

0 IIPOBEJICHHUH COTJIACOBAHUS SKCIIEPTHOTO 3aKIIOYECHNS HA 3aPETACTPUPOBAHHOE MEIUIIMHCKO®
u3Jeme

(mostHOE M COoKpalieHHoe (IIPH HAJIUYHMH), B TOM YHclie PUpMEHHOS, HAMMECHOBAHUS JIUIIA,
OT HUMEHHM KOTOPOTO TmojaeTrcs 3asBieHHUE (MPOU3BOAUTENL (YIOJHOMOUYECHHBIN
MPEJCTABUTEIIb

IPOU3BOIUTETIS ), OPTaHU3AIMOHHO-TIPaBOBas (hopma IOPUANYECKOTO JIUIIA)
HACTOAIIUM MPOCUT MPOBECTU MPOLIEAYPY COTIACOBAHUS IKCIEPTHOTO 3aKITIOUCHUS Ha
3apEeruCTPUPOBAHHOE MEIUIIMHCKOE U3EIHE:

1. HaumenoBanue
MEIUIUHCKOTO U3IENHS

2. PexBU3HUTEH
PEerHCTPAIHOHHOTO
YIOCTOBEPCHUS
MEIMIIMHCKOIO U3EIINs

3. Kimacc moTeHIMaIbHOTO
pI/ICKa HpI/IMeHeHI/Iﬂ
MEIUIMHCKOTO U3IEIINS

4. Kong BUA
MEIUIMHCKOTO w3Aenust (
COIJIACHO HOMEHKIIaType
MEIUILIMHCKUX U3ACIUH
EBpasuiickoro
3KOHOMHUYECKOTO COI03a,
npaBuiia BEACHUS KOTOPOI



yTBepxkKIeHbl Pemiennem
Komneruun EBpasuiickoit
SKOHOMHYECKOM KOMMCCHH
ot 29 mexabps 2015 r. Ne
177)

5. IlonHoe HauMeHOBaHUE
W CTpaHa MPOU3BOAUTEINS,
BKIIOYas MECTO
HaxoXaAeHus  (ampec
IOpUINYECKOTO  JIMIIA,
MECTO  JKHTEJIbCTBA
¢usnyeckoro  Jnuna,
3apETHCTPUPOBAHHOTO B
KadecTBeE
WHANBUIYaIbHOTO
MPEAIPUHIMATEIIS)

6. IloHBIE HAMMEHOBAHHUS
MIPOU3BOICTBEHHEIX
IJIOMIAI0K, BKITIOYAs a/Ipec

7. HaumenoBanue
YIIOJTHOMOYCHHOTO
MpeaCTaBUTECIS
MPOW3BOOUTENS  Ha
TEPPUTOPHUSAX TOCYIAPCTB —
uneHoB EBpa3zuiickoro
9KOHOMHUYECKOTO COI03a,
BKJIIOYas MECTO
HaxoxaeHus (ampec
OPUINYECKOTO  JIHIIA,
MECTO  JKHTEIhCTBA
¢busuyeckoro  JMIA,
3apEeruCTPUPOBAHHOTO B
KadecTBeE
WHIUBUYAITBHOTO
TIPEINPUHIMATEIIS)

8. CBeieHus o0 JOKyMEHTE,
MOATBEPKAAIOIIEM OTLIATy
BB Ta4U
PETHCTPAIITOHHOTO
yIOCTOBEPECHHUS B
pedepeHTHOM TroCcyaapCcTBe
(ipu HE0OXOTUMOCTH)

9. CBeneHus 0 TOKYMEHTE,
MOATBEPIKAAIOIIEM OIIATy
MPOLIEYPbI COTJIACOBAHHUS
JKCHEPTHOTO 3aKIIIOYCHUS
Ha 3aperucTPHUPOBAHHOE
MEIUIIMHCKOE H3ICITHE B
rocymaapcTBe (
rocyIapcTBax) MpU3HAHUS

JIMYHO 1o pOCIHUCH



10. Cnoco6 nonyuyeHus
yBeIOMJICHUH (pereHni)
OT YNOJIHOMOYEHHOTO
opraHa  (dKCHEPTHOI
OpTaHHU3AIUH)
pebepeHTHOTO

[

rocymapcraa:

[l

11. Cnoco6 nonyuyeHus
PErUCTPaLHOHHOTO
YIOCTOBEPEHUS
MEIHUIMHCKOTO U3/SIHs 1 D
MPIIOKEHHS K HEMY':

3aKa3HbIM MIOYTOBBIM OTIPABICHUEM C YBEAOMIICHHEM O
BpY4EHHUH

B 3JICKTPOHHOM (opMe (TIpH BBIOOpE JAHHOTO CIIOCO0a
HEO0OXOUMO yKa3aTh aapec (aapeca) 3JICKTPOHHOM
MOYTHI, HA KOTOPBIH ClIeyeT HallpaBUTh YBEIOMIICHHS)

B (opMe BIEKTPOHHOTO IOKYMEHTa, MOIIHCAHHOTO
3JIEKTPOHHON MOAINHUCHIO

Ha OyMa)KHOM HOCHUTele
JIMYHO

Ha OyMa)KHOM HOCHTEIE C
OTNPaBKON  3aKa3HbIM
IMOYTOBBIM OTIHPABJICHUEM
c 0

BpYyYCHHHU

YBCOAOMIICHUEM

["apanTHpyIO TOCTOBEPHOCTH U UACHTUYHOCTh HH(POPMAIIUH, COMIEPKAIICHUCS B 3asBICHUN

(mara mojauu 3asBICHUS )

(®. U. O. 1 IOMKHOCTh PYKOBOIUTEISA
rpou3BoaAuTeNs (YIOIHOMOYSHHOTO

TIPEACTaBUTEIS TPOM3BOANTES))

ITEPEYEHD

(moamnucek, nevyaTs NPOU3BOAUTENS

(YIOJTHOMOYEHHOTO MPEICTABUTEINS IPOU3BOIUTEIS))

IMPUJIOXXEHUE Ne 12
k [IpaBuiam peructpamnuu u SKCIEPTUIBI
0€e30MMacHOCTH, KauecTBa 1
3¢ (HeKTHBHOCTH MEAUIIMHCKIX
U3ETIUN

JIOKYMEHTOB, HEOOXOJUMEIX UL IPOBEAEHUA IPOIEAYPHI COTTIACOBAHUA 3KCIEPTHOTO
3aKIFOYCHAA Ha 3apeTHCTPHPOBAHHOEC MEIUIMHCKOE H3/ICIIHE

HaunmenoBanue JAOKYMCHTA

1. 3agBieHWe O TPOBEACHUU COTIIACOBAHUSA
9KCIIEPTHOTO 3aKIIOYCHHS Ha 3aperHCTPUPOBAHHOE

MCIUIUHCKOC U3ACTTUC

2. JloroBop MNPOU3BOAUTENS C YIOTHOMOUYECHHBIM
MPEJICTaBUTEIIEM TIPOU3BOTUTENS JINOO ero Komus (pu

HAlMYUWA  YIOJHOMOYEHHOTO  IMPEACTaBUTEISA
TIPOU3BOIUTEIIS)
3. JIOBEpEHHOCTh OT MPOMU3BOJUTEIS  HIIH

YIOOJIHOMOYCHHOT'O MPECACTABUTCIIA MMPOU3BOAUTEIIA HA
mpaBo MPEACTABJICHUA HWHTCPECOB INpPU IMPOBCACHUU
apoueaypsl COrjiaCoOBaHHA SKCIIEPTHOTO 3aKJIFOUCHUSA Ha

IIpumeuanue

no ¢opme, npeaycMoTpeHHol npuinoxenreM Ne 11 k
IIpaBunam perucTpauuu U 3KCIEepTU3Bl 0€30MaCHOCTH,
KayecTBa M 3(PQPEKTHBHOCTH MEAMLIUHCKHUX H3JENUi,
yTBepxkaeHHbIM Pemenuem Coera Eppasuiickoit
SKOHOMUYEeCcKOH kKomuccuu oT 12 despans 2016 r. Ne
46

Komus 3aBEPACTCA B COOTBETCTBUU C MEKIYHAPOIAHBIMU
HOpMaMHu 3aBCpPCHHUA MWW HOpPMaMH 3aBCpCHUA,
YCTaHOBJICHHBIMHU 3aKOHOAATCIILCTBOM pe(l)epeHTHOFO

rocyaapcrTBa

B COOTBETCTBHH C MCKIAYHApOAHBIMU HOpMaMH
3aBCPCHHUA WM HOpMAaMU 3aBECPCHUSA, YCTAHOBJICHHBIMU



3apCruCcTpupoBaHHOC MCAUIIMHCKOC U3ACIIUC (HpI/I B COOTBETCTBHUU C 3aKOHOJAATCILCTBOM IroCyaapCTBa —
H€O6XOZ[I/IMOCTI/I) HJICHA EBpamﬁcxoro 3KOHOMHYECCKOI'0 COrO3a

4. JlaHHBIE 0 MAapKUPOBKE M YIIaKOBKE, YTBEPKICHHBIC

mpu perucTpaiuv MECAUIMUHCKOIO U3JACIUA C YUYCTOM

BHECEHHBIX W3MEHEHHMH B PETUCTPALlMOHHOE A0ChE

MEIUIMHCKOTO U3/eHs (OJTHOLUBETHHIE (C yKa3aHUEM

KOAMPOBKH IIBETAa) MAKETHl YNAKOBOK M JTHKETOK), 3aBEPSAIOTCS MPOU3BOAUTENEM (YHOIHOMOYECHHBIM
TEKCT MapKHPOBKH Ha TOCYZAPCTBEHHBIX SI3BIKAX  IPEACTABUTENIEM ITPOM3BOANUTEIS)

rocylapcTB NpPHU3HAHUSA, YKa3aHHBIX B 3afBICHHUU O

IPOBEJCHUHU COIJIACOBAHUS AKCIIEPTHOTO 3aKIIOUCHHUS

Ha 3aperucTPUPOBAHHOE MEAULIMHCKOE M3jenue) (Mmpu

HEOOXOMMOCTH)

5. DKCIUTyaTalMOHHBIA TOKYMEHT HJIH HHCTPYKIHS [0

MMPUMEHCHUTIO MCIUITUHCKOTO U3ACJIHA, PYKOBOJACTBO I10

CEpBHUCHOMY OOCIYy)KHBaHUIO, YTBEPKICHHBIC IIpU

pEeTUCTpAllMd METUIMHCKOTO H3JCIHs C yd4eToM

BHECCHHBIX W3MCHCHHH B PETHCTPAIIMOHHOE JOChE 3aBEPSIFOTCS IMPOU3BOIUTENEM (YIOJHOMOYECHHBIM
MEHIMHCKOTO M3/ENHsI, Ha TOCYIapPCTBEHHBIX SI3bIKaX IPEICTABUTEIICM [IPOM3BOUTEIISN)

roCyIapcTB HPH3HAHUS, YKAa3aHHBIX B 3asBICHHU O

HPOBEICHUH COTJIACOBAHMS IKCIIEPTHOIO 3aKIIOUCHHS

Ha 3apErHCTPHPOBAHHOE MEIHUIIMHCKOE H3zaenue (Ipu

HEOoOX0IMMOCTH)

6. PeructpalmoHHOE YIOCTOBEPEHHE MEIMIIMHCKOTO
mnenus EBpasuiickoro 5KOHOMHYECKOTO COI03a JTHOO
ero ayommkar
TTIPUJIOXKEHUME Ne 13
k IIpaBuiaM perucTpanu u SKCIEPTUIBI
0e30I1aCHOCTH, Ka4eCcTBa U
3¢ (GEeKTUBHOCTH MEAMIMHCKUX U3ICITHIA

®OPMA
3asgBIICHHA 00 OTMEHE NEHCTBUA (AaHHYIMPOBaHHH) PETACTPAIMOHHOTO YAOCTOBEPCHUS
MEIHUITHHCKOTO H3IEIIAI

B ynonnomo4eHHbIH opran
rocyaapcTBa — YieHa
EBpa3uiickoro 5KOHOMHYECKOTO COr03a

(manmeHOBaHUE pedepeHTHOrO
rocyaapcTBa)

3ASIBJIEHUAE
00 oTMeHe feiicTBAA (aHHYIHMPOBaHHH) PETUCTPAMOHHOrO YAOCTOBEPEHHS MEIHUITHHCKOTO
H3eIIHs

(momHOE M cokpalleHHoe (MIPU HAJTUYKMK), B TOM Ynciie GUpMEeHHOe, HAMMEHOBAaHHUS JIUIIA, OT
MMEHHU KOTOPOTO MOJAaeTcs 3asiBiaeHue (MPOU3BOAUTEND (YIOJIHOMOUYCHHBIA MPEICTaBUTEIb
IPOU3BOIUTEIS ), OPTaHU3AIMOHHO-TIpaBOBas (hopma IOPUANYECKOTO JIUIIA)



HAaCTOAIIUM IIPOCUT OTMCHHUTDH HeﬁCTBHe PETUCTPAIMOHHOI'O YIOCTOBCPCHUA

MEJIUIIMHCKOTO U3Jeiusl (aHHYJIMPOBATh PETUCTPALIMOHHOE YJA0CTOBEPEHUE MEIUIIMHCKOTO
153 (1569

(HaMMEeHOBaHME MEIUIMHCKOTO M3JeNus (C yKa3aHueM Mojeiu (MapKu) MEJUIMHCKOTO
U3JIeNus,

€€ COCTaBa U MPUHATICKHOCTEN))

(mara peructpanui MEAUIIMHCKOTO U3JIETUS U HOMEP PErUCTPAIlMOHHOTO
YJIOCTOBEPEHUS MEAUIIMHCKOTO U3/CITHS)
B CBSI3H C

(YKka3bIBaeTCsl MPUUYMHA)

(mara mojilauu 3asiBICHUS )

(®. U. O. 1 JOMKHOCTh PYKOBOIUTEIS

(moxnuck, eYaTh NPOU3BOIUTEIS
MPOU3BOIUTENS (YIIOJIHOMOYEHHOTO

(YHOITHOMOYEHHOTO MPECTaBUTEIIS IIPOU3BOUTENSN))" .
MIPEJCTaBUTENS TIPOU3BOJUTEIS))
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