i
O0/71€11

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).

[Tpumeuanne NU3I1!

B nynkT 14 npenycmaTpuBaeTcsi AOMOIHUTD MOJITYHKTOM 1) B COOTBETCTBUU C
pemiennem CoBeta EBpaszuiickoil s3xoHomMuueckoi komuccuu ot 08.07.2025 Ne 50 (BcTynaer
B cuiy 1o ucteueHuu 180 kanieHIapHbIX THEH ¢ 1aThl ero O(PUIIMaTLHOTO OMyOJIUKOBAHMUS).

15. Pacxonbl Ha mpoLEeAypbl PETUCTPALMUA U SKCIIEPTU3BI, COTJIACOBAHUS AKCIIEPTHOTO
3aKJIFOYEHHSI, BHECEHHUS] HM3MEHEHUH B PETUCTPAlMOHHOE J0Che (B TOM YHUCIE B
YBEJIOMUTEILHOM TOPSAKE), BbIJAYM JAyOJIMKaTa PErHCTPAIMOHHOTO YAOCTOBEPEHUS WIIH
COrJIaCOBAHHUS AKCIEPTHOTO 3aKJIIOUECHHS Ha 3apErMCTPUPOBAHHOE MEIUIIMHCKOE H3IENHe
HECET 3asBUTEJIb B COOTBETCTBHUH C 3aKOHOJIATEILCTBOM rOCyAapCTBa-1ICHA.

16. Peructpanust ocymiecTBiseTcst pepepeHTHBIM IOCYIApPCTBOM IO UTOTAM 3KCIEPTHU3bI
Y COrJIaCOBaHUS KCIEPTHOTO 3aKIFOUEHUS FOCYJapCTBOM (rocyJapcTBamMu) MPU3HAHUS.

17. YomHOMOUYEHHBIE OpraHbl (3KCHEPTHBIE OPTraHU3alMU) TOCYIAPCTB MPU3HAHUS
BIIPABE O3HAKOMUTBHCS C XOJOM MPOBEIECHUS SKCHEPTU3bl B pe(pepeHTHOM TrocyJapcTBE U
COOTBETCTBYIOIIUMH JOKYMEHTAMU, B TOM YHCJE C JOKyMEHTaMu, 0QOpMIISIEMbIMU TpHU
MPEJCTABICHUN 3asBUTEIEM JOMOJHUTENbHBIX M YTOUHSIONIMX CBEICHHUN B Ipolecce
pErucTpanuu U SKCIEPTU3bI METUIIUHCKOTO U3EIIHS.

18. Undopmanuss 0 MEIUIUHCKUX HU3JENHUIX, B OTHOIIEHUH KOTOPBIX MPOBOISTCS
Npoueaypbl, MNpPeAyCMOTpEHHbIE HacTosmuMHu llpaBumamu, a TakXke JOKYMEHTHI,
coepKalluecs B PETHCTPALMOHHOM J0ChE, KPOME SKCITyaTAllMOHHOTO JIOKYMEHTa WU
MHCTPYKLIHMHU MO MPUMEHEHUIO MEIUIMHCKOTO M3JENHsl, PYKOBOJICTBA IO CEPBUCHOMY
00CIIy)KMBaHUIO, JAaHHBIX O MAapKHPOBKE W YyMaKOBKE (TOJHOIBETHBIE (C yKazaHUEM
KOJIUPOBKH 1IBETa) MAKEThl YIIAaKOBOK M STUKETOK), TEKCTa MAPKUPOBKHU HA PYCCKOM SI3BIKE U
TOCYIapCTBEHHBIX SI3bIKAX TOCYJIapCTB-WICHOB, OTHOCIATCA K KOH(MUICHIIMAIBHOU
nHbOpMaAIIMM W JOCTYNHBI TOJBKO 3aWHTEPECOBAHHBIM YIIOJHOMOUYEHHBIM oOpraHam (
AKCHEPTHBIM OpPraHU3aIUsIM) FOCY1apCTB-YJICHOB.

19. BxitoueHue B OJIHO PETUCTPAIIMOHHOE yIO0CTOBEPEHUE HECKOJIBKUX MOJIEel (MapoK)
MEJIUIIMHCKOTO U3/IETHsI, B TOM YHCIIE OTHOCSIIUXCS K Pa3HbIM BUIaM MEIUIIUHCKUX U3CIIHM
B COOTBETCTBUM C IpumeHseMoid B Coro3e HOMEHKIATypOd MEAULIHUHCKUX W3ACIUN,
BO3MOYKHO MPHU YCIIOBUU COOTBETCTBUS ITUX MOl (MapOK) BCEM CIIETYIOIIUM KPUTEPUSIM:

a) MPOU3BOJCTBO MoOJiesiel (MapoK) MEIUIIMHCKOTO U3JEIUS OCYIIECTBIISIETCS OJHUM
MIPOU3BOAUTEIIEM 10 OJJHOM TEXHUYECKOU TOKYMEHTAINH;

0) mozenu (MapkW) MEIMIIMHCKOTO H3JENIHUS OTHOCITCS K OJHOMY KJaccy
NOTEHIUAJIBHOTO PUCKA TPUMEHEHHS;

B) Mojenu (MapKu) MEIUIIMHCKOTO H3JSIUS UMEIOT OJWHAKOBOE (PYHKIIMOHAIBHOE

Ha3HAYCHUE U MIPUHLHUII ICUCTBUS;



r) Mozienu (MapKu) MEAUITMHCKOTO U3/IeTUs TTPEeIHa3HAUYCHBI IS ONPEIeTICHUS HATUIHsl U
(MIM) KOJIMYECTBEHHOTO COJEpKaHUsA B OMOJOrMYECKON MpoOe OJHOTO0 U TOro XKe
KJIMHUYECKHU (TMarHOCTUYECKH ) 3HAUMMOI'0 aHaJuTa (aHAIUTOB) (JJ11 MEAUIIMHCKUX U3ICITUM
JUISL TUarHOCTHKH 1n Vitro);

N) MOJenu (MapKu) MEAUIMHCKOrO M3JeiIUs UMEIOT pa3jInyHble KOMIUIEKTAIUU, HE
BJIUSIONIME HA TPUHIMT paboThl U (YHKIIMOHATIBLHOE Ha3HAYEHHE, YTO MO3BOJIAET 00ECTIeUnTh
pacliMpeHrue WJIM CHENUaJu3alui0 HUX MPUMEHEHUs B MEIUUUHCKUX MHeisax (1o
MIPUMEHHUMOCTH);

€) MoJienH (MapKH) MEIULIMHCKOTO U3JENHS UMEIOT Pa3IuYHble TEXHUYECKUE TapaMeTpPhl
(Hampumep, JUIMHY BOJIHBI U3JIyYE€HHUS, pa3Mep CBETOBOT'O MOJIs, Pa3pelIatonlyto criocoOOHOCTh
U T. 1.), HE BJIUAIOUIME Ha MNPUHIUN PaboThl U (PyHKIMOHATBLHOE Ha3zHaueHue (1o
MIPUMEHHUMOCTH);

XK) Mojesn (MapKu) MEIUIIMHCKOTO U3Jeusl 00pa3yloT TUMIOpa3MEpHbIN (MOACTHHBIN)
psan (HampuMmep, UMEIOT pa3iinyHble pa3Mepbl (rabapuTHbIC, TUHENHBIE, 00bEMHBIE U T. II.),
dbopmy, IBETOBOE KOAUPOBAHKE, TPOU3BEJEHBI U3 OJTHUX U TE€X K€ MAaTEPHUAJIOB U T. I.) WUJIH
ABJISIIOTCSL TPYINIIOM HMCHOJIHEHUS MEAUIMHCKOTO W3JAeNus (Hampumep, CTaluOHAPHBIM
MepPEeABMKHBIM aIapaToM (MpudopoM, CUCTEMOM, KOMIUIEKCOM U T. T1.) C HACTEHHBIM U (UJIH)
HaIOJIbHBIM KPETUIEHUEM U T. 11.) (10 mpuMeHuMOocTH). [Ipu 3ToM noa rpynnoi uCroaHEeHus
MEIUIIMHCKOTO HU3JEIUsl TOHUMAIOTCA M3JIeNIUsl, B OTHOLIEHUH KOTOPBIX BBITIOJIHEHBI OJUH
IpyNIOBOM UyepTex aeTaneit u (Min) ofHa rpynnoBas crenupuKams;

3) MozeNr (MapK1) MEAUIIMHCKOTO U3/IETUS UMEIOT OJMHAKOBBIE PU3HAKU B YaCTH:

00J1aCTH PUMEHEHHUS;

WHBAa3UBHOCTH;

CTEpUIBHOCTH (B TOM YHKCJIE C yUETOM METOJIOB CTEPUIIM3AIIIN);

YacTOThI UCIIOJIb30BaHUs (OJJHOKPATHOE MPUMEHEHNE, MHOTOKPAaTHOE IPUMEHEHUE OJJTHUM
MaleHTOM, MHOTOKPAaTHOE MMPUMEHEHUE HECKOJIBKUMHU MalluEHTaMH );

AKCIUTyaTallMOHHBIX U KOHCTPYKTUBHBIX OCOOCHHOCTEH;

JUTUTEILHOCTH TPUMEHEHHS;

[Tpumeuanne NU3I1!

B a03aie BocbMOM MOAIMYHKTA 3) MpeaycMaTpruBaeTcsl u3MeHeHnue pemennem Coseta
EBpazniickoii sxoHoMuueckoid komuccuu ot 08.07.2025 Ne 50 (BcTynaer B CUiIy MO
ucteueHnu 180 kaleHJapHBIX AHEH ¢ JaThl €ro 0(UIHUATIBLHOTO Oy OIMKOBAHUA).

OJIMHAKOBOCTH MaTEPUAIOB, UCIIOJIb3YEMbIX B MOAU(DUKAIUSAX MEAUIIMHCKOTO U3IETHUS U
KOHTaKTUPYIOIIUX C TEJIOM 4YeJoBeKa (10 HMX XUMHYECKHM, TOKCHKOJIOTHYECKHM,
(bU3UYECKUM, DIIEKTPUIECKUM, MOP(POJIOTUUECKUM U MEXaHUYECKUM CBOWCTBAM).

20. Ha Tamosxenno# tepputopun Coro3a He JOMYCKAETCS:

a) BBIOOp ABYX U Oosiee pepepeHTHBIX rOCYIapCTB ISl PETUCTPALMU U SKCIEPTU3BI
OJIHOTO MEJUITMHCKOTO U3/IETHS;

0) peructpanus pa3IM4YHbIX MEAULIMHCKUX U3IEIHUMA 110 OJJHUM HAaUMEHOBAaHUEM;



B) pErucTpanus B Ka4eCTBE MEAUIIMHCKUAX U3EIUN NIPOLYKINH, HAMMEHOBAaHUE KOTOPOU
COINEPKUTCS B €IUHOM PEECTpPE 3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB
EBpazuiickoro 3KOHOMHYECKOT'0 COI03a, MOPSAOK (OPMUPOBAHUS U BEJCHUS KOTOPOIO
yrBepxkeH Pemenuem CoBera EBpasuiickoil 3koHOMUYECKOW KOMHCCHH OT 3 HOs10ps 2016 T.
Ne 84, unm coBmajaeT ¢ HaMMEHOBAaHMEM OHOJIOTUUECKM aKTHUBHOM J00aBKU K ITHIIE,
CBEJICHUSA O KOTOPOW COAEpKAaTCAd B €IUHOM PEECTPE CBUIETENIBCTB O FOCYJAapCTBEHHOMU
perucTpalu MNPOAYKLUHH, TMOPAIOK (OPMHUPOBAHUSA U BEACHUS KOTOPOTO YTBEPKIEH
Pemiennem Komnerun EBpasuiickoil s3xoHoMuueckoit komuccuu ot 30 utonst 2017 r. Ne 80.
Ecnu nexkapcTBeHHOE CpPEACTBO WM OMOJIOTMYECKM AKTHUBHAs J100aBKa K IMHUILE SBISIOTCS
KOMIIOHEHTOM MEIULHUHCKOTO HU3Jeus, TO UMX HAaUMEHOBAHHUS MOTYT HCIIOJIb30BaThCA B
HaMEHOBAaHUH MEJUIMHCKOTO U3/IEIHS.

II. ITpomexypsl perUCTpaIH ¥ SKCIIEPTH3EI MEAUIIHCKOI'O H3ACIIAA

21. Jlna peructpaluu MEAUILMHCKOIO W3JENus 3asiBUTENb BbIOMpaeT pedepeHTHOe
rocyAapcTBO U KaK MUHUMYM OJIHO F'OCYJIapCTBO MPU3HAHUS.
22. 3agBUTENb NPEACTABISAET B YIIOTHOMOYEHHBIN OpraH (IKCIEPTHYIO OPraHU3alMIo)
pedepeHTHOro rocy1apcTBa CIEIyIOIUE JOKYMEHTHI:
a) pEruCTpPalOHHOE J0ChE, COJEpKAlllee 3asBJICHUS O PErUCTPAlUU U IKCIEPTH3E, a
TaKXe JOKYMEHTBI 10 IEPEYHIO COTJIACHO MPUI0KEeHUI0 Ne 4;
0) KOIMH TOKyMEHTOB, OATBEP>KIAIOIINX OIJIATy IPOLEAYDP PETUCTPALMU U IKCIEPTU3BI
B pe()epeHTHOM rOCyJapCTBeE.

23. YNOJTHOMOYEHHBIM OpPraHOM (SKCIEPTHOW opraHu3anuei) pedepeHTHOTO
rocy/iapcTBa B TeUeHHe 7 pabouux JIHEH cO JIHS MOCTYIUIEHHUS 3asBJICHUN O perucTpanuuu u
AKCHEPTU3€ U JIOKYMEHTOB, YKa3aHHBIX B MyHKTe 22 Hactosmux [lpaBui, mpoBoauTcs
IPOBEPKA MOJHOTHI U JOCTOBEPHOCTH COAEPIKALIUXCS B HUX CBEICHUH.

24. B ciyyae eciM 3aABJEHHUS O PErUCTPALIMU M 3KCIEPTU3E MPEACTABIEHBI C
HapylIeHHeM TpeOOBaHUM, YCTaHOBJIEHHBIX HacTosSmMMU [IpaBuiamu, Uiy B HUX yKa3aHbI
HEJJOCTOBEPHbIE CBEJICHUS, MJIM TOKYMEHTHI, YKa3aHHble B MyHKTe 22 Hactosmux [IpaBun,
IIPEACTABJIEHBI HE B MOJHOM 00BEME, YIOJHOMOYEHHBIM OpPraH (3KCHEPTHAsI OpraHU3aLMs)
pedepeHTHOrO rocyJapcTBa B TeueHHE 7 paboyux IHEW cO JHSA IMOCTYIUIEHMS] TaKHUX
3asBJIEHUA M JOKYMEHTOB YBEIOMJIAET 3asiBUTENd O HEOOXOAUMOCTH YCTpPaHECHUS
BBISIBJICHHBIX HapyUICHUM U (MJIM) MPEACTaBIECHUS OTCYTCTBYIOIIUX JOKYMEHTOB B TE€UEHHUE
30 pabGouux pgHEW CO JHS pa3MEUIeHUs COOTBETCTBYIOLIETO YBEIAOMJEHHUS B
MH(OPMALIMOHHON CHUCTEME YMNOJHOMOYEHHOrO0 OpraHa (SKCHEpPTHOM OpraHu3alun)
pedepeHTHOro rocy1apcTBa MO0 CO JHS HAMpPaBJICHUS YBEIOMJICHUS 3asBUTEIIIO CIIOCOOOM,
YKa3aHHBIM B 3asIBJICHUSIX O PETUCTPALIUU U IKCIIEPTHU3E.

25. B cnywae ecnu no ucreuenun 30 pa®ouyux JHEW 3asBUTENIEM HE YCTPaHEHBI
BBISIBIICHHBIE HApylIeHHs M (WJIKM) HE NPEACTaBICHbI OTCYTCTBYIOIIHME TOKYMEHTHI,
YIOJIHOMOYEHHBIN OpraH (3KcrnepTHas opraHu3aius) peepeHTHOro rocy1apcTBa B TEUCHHUE



3 pabouux JHEW NMPUHUMAET PEIICHUE O BO3BPATE 3asSBUTEIIO 3asBICHUNA O PETUCTPAINHU U
AKCTIEPTU3E U JOKYMEHTOB C 00OCHOBAHHEM MPUYHMH BO3BpaTa.

26. B Teuenue 3 paboumx JHEHW CO THS MPECTABICHUS 3asSBICHUA O PETHCTPAIUU U
AKCTIEPTU3E U JIOKYMEHTOB, COOTBETCTBYIOIIUX TpeOoBaHUsIM HacTosux [IpaBu, a Takxe B
Cly4yae YCTPaHCHMS B YCTAHOBJICHHBIN B MyHKTE 24 HacTosmux [IpaBuil CpoOK BBISBICHHBIX
HapylmeHUH W (WIM) MPEeNCTaBICHUS JTOKYMEHTOB, COOTBETCTBYIOLIUX TpeOOBaHUAM
Hactosiux [IpaBui, ynmoJIHOMOUYEHHBIM OopraH (3KCHepTHas opraHu3aius) pe@epeHTHOro
rocyJ1apcTBa NPUHUMAET PEIICHUE O HayaJle IPOLeAyp PErUCTPAIIMU U SKCIIEPTU3BL, a TAKKE
pa3MeniaeT B CBOEM HMHPOPMAIMOHHOM CHUCTEME PETrUCTPAlMOHHOE JI0ChE, COJEpIKalee
3asIBJICHUSI O PETUCTPAIIUU U SKCIEPTHU3E.

27. IIpoBeneHne FKCIepTU3bl BKIIOYAET B ce0s1 (€CIM MPUMEHUMO):

a) OLICHKY MPaBUJIbHOCTU OTHECEHUS U3JIENUS K MEUIIUHCKUM U3EIUSIM;

0) OLIEHKY COOTBETCTBHSI YKAa3aHHOT'O 3asBUTENIEM Kjacca MOTEHIHAIbHOTO pHUCKa
MPUMEHEHUS MEIUIIMHCKOTO HW3JeNusi B cOOTBeTCTBUU ¢ I[lpaBunamu knaccuduxaivu
MEIUIUHCKUX U3IEIUM B 3aBUCHUMOCTH OT IMOTEHIMAJIbHOTO pHCKA NPUMEHEHUS,
yTBepkaeHHbIMU Pemennem Komternn EBpazuiickol S5KOHOMHYECKOM KOMHMCCHH OT 22
nekabps 2015 r. Ne 173;

B) OIICHKY MPaBUJIBHOCTHU OTHECEHHS MEIUIIMHCKOTO u3Aenus (Mojenen (Mapok)
MEJIUIIMHCKOTO U3JENHs) K ONPEICICHHOMY BUy MEAUIIMHCKUX U3EIUN B COOTBETCTBUHU C
HOMEHKJIATYPON MEIULIMHCKUX U3JEIUH, TPaBUIIa BEACHUS KOTOPOW YTBEPKICHBI PemenueM
Komnerun EBpazuiickoil 5KoHOMUYECKON kKoMuccuu ot 29 nekadps 2015 r. Ne 177;

[Tpumeuanne NU3IT!

B noamnyHKT B) mpeaycMaTpuBaeTCs JOMOJIHUTh a03alleM B COOTBETCTBUU C PEIICHUEM
Cogera EBpa3uiickoit 3xoHoMudeckoit komuccuu ot 08.07.2025 Ne 50 (BcTymnaeT B cuily 1o
ucreuenuu 180 kaneHAapHBIX JHEH C JaThI €T0 OPUIIUATIBEHOTO OIMyOIMKOBAHUS).

I') OLEHKY COOTBETCTBUSI Mojeleil (MapOK) MEIUIIMHCKOTO U3Aenus (MpU HaJUYUH),
BKJIIOYAEMBIX B OJIHO PETUCTPALIMOHHOE YJIOCTOBEPEHUE, KPUTEPHUSM, YCTaHOBICHHBIM
nyHKTOM 19 nHacrosmmx [Ipasu;

J1) aHaJu3 U OLEHKY J0Ka3aTelIbHBbIX JIOKYMEHTOB (MaTE€pHUaIOB), MOATBEPKAAOIINX
COOTBETCTBHE MEAUIIMHCKOTO u3nenus OO0mumM TpeOoBaHUAM, BKIIOYAIOIIHNE B CEOS:

aHaJau3 MPEACTABICHHBIX IMPOU3BOJIUTENIEM CBEICHUN O COOTBETCTBUU MEIUIMHCKOTO
maenus OOuM TpeOOBaHUAM, B TOM YMCJE aHAIU3 MPaBWIBHOCTH HUICHTU(DUKAIIUU
nosioxkeHuit O0mux TpedoBaHUN, TPUMEHUMBIX K METUIIMHCKOMY U3JIEITHUIO;

OIIEHKY COOTBETCTBHUS MPOTOKOJIOB TEXHUUYECKHUX HCIBITAHUN, BBIJaHHBIX
YIIOJTHOMOYEHHBIMH OpraHu3anusamu, [IpaBuiiam mpoBeneHUsT TEXHUUYECKUX HCIBITAaHUN
MEIULUHCKUX U3JIEIINN;

OIIEHKY COOTBETCTBHUS MPOTOKOJOB HUCCIEAOBAHUN (UCHBITAHMI) C LIEJIbIO OLICHKHU
OMOJIOTUYECKOTO JCHCTBUS MEIUUMHCKUX W3ACNHI, BBIJIAHHBIX YHIOJIHOMOYEHHBIMU



opranuzanusamu, lIpaBuiam mpoBeaeHHS UCCIEIOBAHUN (UCIBITAHUN) C LEIBIO OLIEHKH
OMOJIOTMYECKOTO ICHCTBUS MEIUIIMHCKUX U3/ICIINM;

aHaJIu3 OTYeTa MO OICHKE OUOJOTHYECKOTO IEHCTBHS MEIUIMHCKOTO H3aenus (
IPOBOJMUTCS B TOM YMCJIE JJIsI TIOATBEPIKIAEHUS TOTO, UTO MaTepHabl, BXOSIINE B KOHTAKT (
B3aWMOJICCTBYIONINE) C TKAHSIMH YEJIOBEKa, HACHTUPUIIUPOBAHBI (yKa3aHbI MapKH
MaTEpHAJIOB U UX U3TOTOBUTEIIN), @ TAKXKE JUIsl TOJTBEPKACHHUSI 000OCHOBAHHOCTH OTCYTCTBUS
HE00XOAMMOCTH MTPOBEACHUS UCCIIETOBAHUMN (MCIIBITAHUI) C LEIbIO0 OLEHKA OMOJIOTMYECKOTO
NEHUCTBUSA);

aHaJgu3 OTYETa O KIMHUYECKOM JI0Ka3aTelbCcTBE 3(PPEKTUBHOCTH M OE30MAaCHOCTH
MEJIUIIMHCKOTO U3/eNnust (TMPOBOAUTCS ISl TOATBEPKIACHUS OOOCHOBAHHOCTH BHIOOpA
METOJIOB JI0Ka3aTelbCTBa KIMHUYECKOU 3((PEKTUBHOCTH M OE30MACHOCTH MEIUIIUMHCKOTO
U3Jenus, BaJMJAHOCTH JIAHHBIX, HCIOJb3YEMbIX ISl J0Ka3aTelbCTBA KIMHUYECKOM
3 PEeKTUBHOCTH W OE30MACHOCTH MEAMIMHCKOTO U3JeNHs, a Takke OOOCHOBAHHOCTHU
3aKJIIOYEHHUS] O KJIMHHYECKOW 3(pdekTUBHOCTH M 0€30MaCHOCTU JJISI BCEX 3asBJICHHBIX
MOKAa3aHUM K MPUMEHEHHIO C YYETOM HAJIMYUS WIK OTCYTCTBUS IPOTUBOIOKA3aHU);

OIICHKY COOTBETCTBHUSI OTYETOB O KIIMHUYECKUX (KIMHUKO-1a00PATOPHBIX) UCTIBITAHUSIX (
UCCIEOBAHUAX) MeOUUUHCKUX wu3fenuil IIpaBuinaM npoBeAeHHS KIUHUYECKHX U
KJIIMHUKO-J1a00PaTOPHBIX UCIIBITAHUN (MCCIeIOBAHUM ) MEIUITUHCKUX U3/IEITHH;

aHaJIu3 BAJIUAHOCTH JI0KA3aTeNIbCTB NEPBOM CTOPOHBI (IIPU HAJTMYUM) JJIsI IOATBEPKICHUS
COOTBETCTBUSI MeIMIMHCKOro wu3faenus OOmuM TpeOOBaHUAM C YYETOM Kilacca
MOTEHIMAIIBHOTO PUCKA TPUMEHEHUSI MEIUIIUHCKOTO M3Aenus (JJIsi MEIUIUHCKUX W3ACIHI
KJIACCOB MOTEHIMAIBHOTO pUcKa MpuMeHeHus: 20 u 3 K J10Ka3aTeIbCTBaM MEPBOM CTOPOHBI
JOJKHBI TIPUJIAraThCsl MporpaMMa UCIbITaHUM (MccienoBanmii) 1 000CHOBaHUE BBIOPAHHBIX
METOJIOB);

aHAJIN3 CTAaHJAPTOB, MPUMEHSEMBIX MPOU3BOJUTENIEM MPU MPOCKTUPOBAHUU U
MIPOU3BOJICTBE MEIUIIUHCKOTO U3EIHS;

aHanu3 0e30MacHOCTH U 3()PEKTUBHOCTU JEKAPCTBEHHOTO CPEJICTBA B COCTaBE
MEUIIMHCKOTO HW3JENUs, €r0 BIMSHUS Ha (YyHKIHMOHAIBHOCTh MEIMITMHCKOTO W3NS,
COBMECTUMOCTHU JIEKAPCTBEHHOT'O CPEJICTBA C MEIUIMHCKUM H3JeNIUeM (3a HCKIIOYEHUEM
MEIULIUHCKUX U3JEIUI JUIsl JUAarHOCTUKH 1n Vitro). JIekapcTBEHHOE CPEeACTBO JOHKHO OBITh
3apETUCTPUPOBAHHBIM U PA3PEUIEHHBIM K MPUMEHEHUIO B TOCYAapCTBE — MPOU3BOAUTEIE
JIEKapCTBEHHOT'O CPEJICTBA;

[Tpumeuanue U3ITN!

B a03arne oguHHAIaATOM OANYHKTA 1) IPEAYCMATPUBACTCS U3MEHEHHUE PEIICHUEM
Coseta EBpa3uniickoii skonHomuueckoit komuccuu ot 08.07.2025 Ne 50 (BcTymaer B cuity 1o
ucreueHuu 180 kaneHAapHBIX JHEH C JaThl €r0 OPUIIUATIBEHOTO OIMyOIMKOBAHUS).

aHalii3 JaHHBIX O OMOJOTrHMYecKOM 0€30MaCHOCTH MEIUIIMHCKOTO M3JeTUs HAa OCHOBE
aHaju3a BCEX MATEPHUaTOB KMUBOTHOTO WJIM YEJIOBEUECKOTO MPOUCXOKICHHS, BXOIAIINX B
MEJIUIIMHCKOE U3Jieue, nHpopMalu o mogdope UCTOUYHUKOB (JJOHOPOB), 0OTOOpE MaTepuaa,



IIPOLIECCUHIE, XPAHEHUHU, TECTUPOBAHUH, BAIUAALMU MPOLEAYP TECTUPOBAHHUSA, a TAKKE
oOpallleHUu C TKaHSIMH, KIE€TKaMH, CYOCTaHIUSMH >KMUBOTHOTO HJIM YEJIOBEYECKOTO
IIPOUCXO0XKJIEHUS, KYJIbTypPaMHU MUKPOOPTaHU3MOB U BUPYCOB;

aHaJIU3 MPOUEAYPbl U METOJO0B CTEPUIIU3AIMU MEIULIUMHCKOTO U3JENHs, MaTEpUaoB,
00OCHOBBIBAIOIIMX CHOCOO CTEpUIIM3AIUH, MPEIaraéMblX METOJ0B KOHTPOJS KayecTBa U
OTIPEJIEIICHHS] OCTAaTKOB CTEPUIIU3YIOIIETO BEIIECTBA MPU MPUMEHEHUH XUMUYECKOT0 criocoba
CTEpUIIN3ALINH;

U3y4YE€HHE BaJUJIHOCTH MPOrpaMMHOr0 00ecleyeHsl Ha OCHOBE aHaM3a JaHHBIX O €ro
BepU(pUKALUM U BaJuJallMM, B TOM 4YHUCIe MHPOpManuMu O ero pa3zpaboTke, Mepax H
CpEeICTBax 3alllUThl OT HECAHKIIMOHUPOBAHHOT'O JOCTYMAa U 00ecTeyeHNH KHOepOe30macHOCTH
, TECTUPOBaHUU MPOU3BOJIUTEIIEM, TAHHBIX 00 UICHTU(PHUKALMN U MAPKUPOBKE;

aHaJln3 OTYEeTa O CTA0MJIBHOCTH MEAMIIMHCKOTO U3/eNusi, 000CHOBAHHOCTH 3asBJIIEHHOTO
CpOKa XpaHEeHHUS;

paccMOTpeHUEe OTYEeTa MO AHAIM3Y PUCKOB B LEJSX MOATBEPKIACHHS MOJTHOTHI
UICHTUQUUUPOBAHHBIX B TaKOM OTYETE OMAaCHOCTEH, OMACHBIX CHUTyallud U
COOTBETCTBYIOILIUX PUCKOB, KOTOPHIE MOTYT OBITh OLIEHEHBI KaK HEJOMYCTHMbIE, a TAKKE
MOJTBEPIKICHUS 3aKJIFOUEHHUSI TPOU3BOIUTENS 00 OTCYTCTBUU HEIOMYCTUMBIX PUCKOB JINOO
JOIYCTUMOCTH PUCKOB, KOTOPBIE B OTYETE 110 aHAIN3Y PUCKOB OLIEHEHBI KaK MpUeMJIeMbIE Ha
OCHOBE aHaJn3a COOTHOUIEHUS "PUCK — MOb3a";

NOATBEPKJIEHUE HAa OCHOBAHUU IMPEJCTABICHHBIX J0KA3aTEIbHBIX MaTEepHUaNOB (
JOKYMEHTOB) OOOCHOBAaHHOCTH pe3yJibTaTa OLIEHKH IPOU3BOAUTENS O COOTBETCTBUU
MEAUIMHCKOTO u3nenust O0mmuM TpeOoBaHUM;

OLICHKY COOTBETCTBHUS SKCIUTyaTAlMOHHOI'O JOKYMEHTA WM UHCTPYKUUHU 11O NPUMEHEHHIO
, PYKOBOJICTBA 110 CEPBUCHOMY 00CTykuBaHU0 OOIUM TpeOOBaHUAM;

OLICHKY COOTBETCTBUS MAPKUPOBKH MEAULIMHCKOTO n3aenus OOmumM TpeOOBaHMSIM;

aHaJIn3 TpeOOBAaHUN K TEXHUUECKUM XapaKTEPUCTUKAM MEIULIMHCKOTO U3/,

OLICHKY JIOKYMEHTOB, OJITBEPKAAOIINX PE3YIbTAThl UCIIBITAHUI MEAULIMHCKUX U3EIHUMA
B LEJSAX YTBEP)KICHHUS THUIA CPEIACTB M3MEPEHUM (B OTHOLIEHWH MEIWLMHCKUX HU3IETIUH,
BKJIFOUEHHBIX B MIEPEUCHb BUJIOB MEIULMHCKUX HU3ACIIUMA, MOMJICKAIIUX OTHECEHUIO MPHU UX
pEerucTpanuu K CpeAcTBaM U3MEpPEHUN );

€) aHallu3 OTYETOB O pe3yJbTaTaX WHCIEKTUPOBAHMS MPOU3BOACTBA MEIUIIMHCKOTO

u3nenus (IpOBOJUTCS B LENSAX MOATBEPKICHHUSI COOTBETCTBUS 3asBIIEMOI0 MEIULIUHCKOTO
u3zenus rpymnme (IOATrpynne) MEIUIUHCKUX U3JEIUN C YYETOM Kiacca MOTEHIUAIbHOTO
pHUCKa MPUMEHEHHUs COTylacHO npuiiokeHunto Ne 2 k TpeboBaHUsIM K CUCTEME MEHEKMEHTA
KauecTBa, a TakKXke MOATBEPXKICHHS IOCTOBEPHOCTH HHPOpMAIuu 00 yKa3aHHBIX B
3asBJICHUAX O PErUCTpallid U 3KCIEPTU3€ MPOU3BOJCTBEHHBIX IUIONMIAJKAX, HA KOTOPHIE
pacrpocTpaHseTcsl JACHCTBHE OT4YeTa O pPe3yjbTaTax WHCIEKTHUPOBAHUS IPOU3BOJCTBA
MEIUITUTHCKOTO U3/IeTHs);



) aHAJIU3 JAHHBIX O CEPTU(DUKAIIMN CUCTEMbI MEHEPKMEHTA KadecTBa (TIpU HAJIMYWH), B
TOM 4Hcle TpeOOBaHUM, Ha COOTBETCTBUE KOTOPBHIM CEpPTUPUUHpPOBAHA CHUCTEMA
MEHEPKMEHTa KaueCcTBa MPOU3BOIUTENIS, U CBEICHUN 0 cepTuduKaTax (HOMep, JaTa BbIauH,
CpPOK JeHCTBUSl cepTU(UKaTa, HAMMEHOBAaHUE M CBEJIEHHMS 00 aKKpeAUTallMd OpraHa Io
cepTuUKaLnn);

3) MOJATBEP)KJAEHHE OOOCHOBAHHOCTHU YKa3aHHUS IMPOU3BOJCTBEHHBIX IIOLIAZ0K
PETHCTPUPYEMOTIO METMLIUHCKOTO U3/EIINS;

M) aHajJu3 JaHHBIX O pa3pabOTKe M MPOU3BOACTBE MEIULIMHCKOTO H3/eNus (CXEeMbI
MPOLIECCOB MPOU3BOJCTBA, UH(POPMAIUS 00 OCHOBHBIX CTaAMsX MPOU3BOICTBA, YIIAKOBKH,
UCIBITAHUH U O MPOIIEType BbIMYCKa KOHEYHOTO IPOAYKTA);

K) aHaJIM3 PEICTaBICHHON POU3BOAUTENIEM UH(OPMAIIMN O MAPKETHHTE;

[Ipumeuanune U3I1N!

B noamnyHkre 1) npegycmarpuBaercs naMeHenue pemenueM Cosera EBpasuiickoit
skoHoMuueckoit komuccuu ot 08.07.2025 Ne 50 (Bcrymaet B cuity 1o uctedenuu 180
KaJICHIAPHBIX JTHEH ¢ AaThl €ro OpUIIMATBLHOTO OIyOJIUKOBAHUS).

J) aHAJIU3 MPEICTABIECHHBIX MPOU3BOJAUTENIEM CBEACHUN O HAJUYUHU WU 00 OTCYTCTBHH
COOOIICHUI O HEXeNaTeNbHBIX COOBITUSX U (WMJIM) HECUACTHBIX CIIyyasiX, CBSI3aHHBIX C
UCIIOJb30BaHUEM MEIUIMHCKOTO M3JENus, OT3bIBaX C PbIHKA MEIMIIMHCKOTO W3JeIus,
YBEJOMJICHUH MO O€30MacHOCTH MEIULMHCKOTO HW3JeNus, MOAXOIO0B K PELICHUI0 TaKuxX
npoOjieM NpPOU3BOJMUTENEM IPU HUX BO3HUKHOBEHMH, ONUCAHUSA MNPEANPHUHATHIX
KOPPEKTUPYIOIINX JEUCTBUH, a TAK)KE aHAJIM3 COOTHOLIEHUS YPOBHS MPOJAXK, KOJIUYECTBA
HECUACTHBIX CITyYaeB U OT3bIBOB MEIULIMHCKOIO U3/ENNs U3 00pallleHus;

M) aHaju3 IUlaHa cOopa JaHHBIX MO 0€30MaCHOCTU U 3()PEKTUBHOCTH MEIULIHUHCKOTO
U3JIENNS Ha TIOCTIIPOJaKHOM 3Talle.

28. Ilpu npoBeneHnN 3KCIEPTU3bI B ClIy4ae HEAOCTATOYHOCTH MAaTepHUAJIOB U CBEICHUM,
COAEpKAIIUXCA B 3asABICHUSAX O PpErucCTpallid U DOKCIEpPTH3E U JIOKyMEHTax
PErMCTPALIMOHHOTO J0ChE, ISl IPUHATHUS pEUICHUS] O Havalle MPOBEACHUS MHCIIEKTUPOBAHMUS
MPOM3BOJICTBA (MIPU HEOOXOIWMOCTH €ro MPOBEACHMS) WM VISl MMOATOTOBKH AKCIIEPTHOTO
3aKIIOUEHHUS (IIpU  OTCYTCTBMM HEOOXOJMMOCTH IIPOBEACHUS HMHCIEKTUPOBAHMUS
MPOM3BOJICTBA) YINOJHOMOYEHHBI OpraH (3KCIepTHas opraHus3auus) pedepeHTHOro
rocy/apcTBa HampaBiiseT 3asBUTEII0 COOTBETCTBYIOIIMM 3ampoc (C yKa3aHHEM XapakTepa
3aMEUaHuil U cocOoOOB WX YCTpPaHEHUs). 3ampoc HAMpaBISETCS OJHOKPATHO CIIOCOOOM,
YKa3aHHBIM B 3asBJICHHUSIX O PETUCTPALIUU U IKCIIEPTHU3E.

3asBuTENb 0053aH NMPEJICTABUTH OTBET HA 3ampoc B TeueHue 60 pabouux IHEW co AHS ero
nosyueHus. B ciydae HenmpecTaBieHUs YKa3aHHOTO OTBETA B CPOK YIIOJTHOMOYEHHBIN OpraH
(3KcrepTHas OpraHu3alysl) IPUHUMAET PEIIEHUE OTHOCUTEIBHO BO3MOKHOCTH PEruCTpaliiu
MEIUIMHCKOIO U3/1eJIMsl HA OCHOBAHUH IOKYMEHTOB, UMEIOLUXCS B €r0 PACHOPSKEHUU.

[Tpu BBISIBIEHUH YIIOJTHOMOYEHHBIM OPIaHOM (IKCIEPTHOW OpraHu3anueil) pe)epeHTHOro
rocyJapcTBa B IPEICTABICHHBIX 3asBUTENIEM B OTBET Ha 3alpOC JOKYMEHTaX HEJJOCTOBEPHBIX



JAHHBIX WU JTOKYMEHTOB, COCTABJIEHHBIX MM COJEPKAIIUX TEKCT HA MHOCTPAHHOM SI3BIKE
0e3 3aBepeHHOT0 B YCTAaHOBJIEHHOM 3aKOHOJATEIbCTBOM pePEpPeHTHOI0 TrocyaapcTBa
MOPSIJIKE NIEPEBOJIA HA PYCCKHUM SI3bIK, YIIOJITHOMOYEHHBIN OpraH (9KCIepTHas OpraHu3anus) B
TeueHue 2 pabouux AHEH CO JHS MOJY4YEHUS TaKUX JOKYMEHTOB BpPYyYaeT 3asiBUTEINIO
cocoOOM, YKa3aHHBIM B 3asBJICHUSAX O PETMCTPALIMM U SKCIEPTH3E, PEUIEHUE O BO3BpaTe
YKa3aHHBIX JOKyMEHTOB ¢ 000CHOBaHMEM IPUYUH BO3BpaTa U COOOILEHUEM O BO3MOXKHOCTH
MTOBTOPHOI'O MPEJICTABICHUS 3asBUTENEM JOKYMEHTOB J0 MCTEUEHHs YKAa3aHHOTO B ad3arle
BTOPOM HACTOSIIIIET0 ITyHKTa CPOKA.

29. YOTHOMOYEHHBIN OpraH (3KCnepTHas opranusanusi) peepeHTHOro rocy1apcTaa B
TeyeHue 45 pabouunx JHEN Co THA MPUHATUSA UM PELICHUS O Havdaje NPOLEAYp PErUCTPaLMU U
AKCHEPTU3Bl MEAUIMHCKOTO M3JeNus OQOpPMIISIET 3KCIEPTHOE 3aKIIOYEHHE COTIJIACHO
npunoxeHutro Ne 5 nubo B ciydae HEOOXOAMMOCTH HPOBEIAEHHUS WHCIEKTHUPOBAHUS
IIPOM3BOJICTBA IPUHUMAET PEIICHNUE O Hayaje IPOBEICHN NHCIIEKTUPOBAHUS IIPOU3BOCTBA
(Ipu ycnoBUU OTCYTCTBUSA 3aMEUAaHUW K JOKYMEHTaM, COAEPKAIIKUMCS B MPEICTAaBICHHOM
J0Ch€, WU YCTpAaHEHUs 3aMEYaHMM, yKa3aHHBIX B 3alpoce€) M YBEIOMIISIET 3asBUTENS O
MPUHATOM PELIEHUH ITyTEM HaIpaBJiIeHUs YBEAOMIIEHUS CIIOCOOOM, yKa3aHHBIM B 3asIBICHUSIX
O PErHCTPaLUU U IKCIIEPTHU3E.

30. [Ilpu npuHATHM pelIeHHUs O Hayajle WHCIEKTHUPOBAHUSA MPOU3BOJACTBA
YIOJHOMOUYEHHBIM OpPraHOM (PKCHEPTHOW oOpraHusainueil) peQepeHTHOro rocyapcTBa
MHCIIEKTUPYIOLIAsl OpraHu3anus peepeHTHOro rocyAapcTBa MPOBOJAUT MHCIEKTUPOBAHUE
MIPOM3BOJICTBA B COOTBETCTBUU ¢ TpeboBaHUAMU K CHCTEME MEHeIKMeHTa kauecTBa. Cpok
OpraHu3alMK U MPOBEICHUS WHCIIEKTUPOBAHUSA IIPOU3BOJCTBA HE JOJDKEH B COBOKYIIHOCTH
npeBbimarh 90 pabounx AHEN CO JHS NPHUHATUS YIOJIHOMOYEHHBIM OPraHOM (3KCIEPTHOM
OpraHu3aliel) PEIICHNs O Ha4aJle MHCIIEKTUPOBAHUS TPOU3BOCTBA.

31. OTtyer o0 pe3yapTaTax HHCIEKTUPOBAHUSA IPOU3BOJCTBA HAIPABIAETCS
MHCIEKTUPYIONIEH OpraHu3alueld B YIOJIHOMOYEHHBIM OpraH (3KCHEPTHYIO OPraHU3aIlMIo)
pedepeHTHOro rocyJapcTBa JJisi BKIIOYEHUS B PETHMCTPALIMOHHOE JOChE M 3asBUTEIIO IO
MOYTEe 3aKa3HBIM MOYTOBBIM OTIPABIECHUEM C YBEJAOMJICHHEM O BpydeHHUU JHOO B dopme
AJIEKTPOHHOI'O JOKYMEHTA, [TOANUCAHHOTO JEKTPOHHOMN MOANUCHIO, B TeueHue 15 pabounx
IHEN CO JHS 3aBEepILICHUsS MHCIEKTUPOBAaHUS NMpou3BojacTBa. IIpu 3ToM B ciiyyae eciu 1o
UTOraM MHCIIEKTUPOBAHMS IPOU3BOJICTBA BBISBICHBI HECOOTBETCTBUS, OTYET O PE3yJIbTaTax
MHCIIEKTUPOBAHMS IPOU3BOJICTBA, AOMOIHEHHBIM CBEIEHUSAMHU 00 YCTPaHEHUU BBISIBJICHHBIX
HECOOTBETCTBUM, HAIIPABIISIETCS MHCIIEKTUPYIOLEH OpraHU3aluend B YIIOJHOMOYECHHBIN OpraH
(3KCHEPTHYIO OpraHu3aluio) peepeHTHOro rocyaapcTBa B TeueHue 15 pabounx qHen nocie
MOJIYYEHUS OT 3asiBUTENS CBEEHUI 00 YCTPAaHEHUH HECOOTBETCTBUM JIMOO CO AHS UCTEUECHHUS
CPOKa, YCTaHOBJICHHOI'O JUISl UX YCTPAHCHMS.

B ciydae ecnu mo uTOraM HMHCHEKTUPOBAHHUS NPOU3BOJCTBA B JIOKYMEHTHI
PETMCTPALIMOHHOTO JI0ChE HA PETUCTPUPYEMOE MEAUIIMHCKOE U3/EIINE BHECEHB! H3MEHEHNS,
TaKue JTOKYMEHTBI, O)OPMJIEHHbIE B COOTBETCTBUU C MNpuiiokeHueM Ne 4, HampaBsitOTCS



MHCIEKTUPYIONIEH OpraHu3alueld B YIOJIHOMOYEHHBIM OpraH (SKCHEPTHYIO OpraHU3allMIo)
pedepeHTHOro rocy1apcTBa.

32. Yo1HOMOYEHHBIN opraH (9KCIEpTHAsI OpraHu3aius) peepeHTHOTO roCcy1apcTBa B
TeyeHue 15 paboumx JHEW co AHS MOJYYEHHUs OTYeTa O pe3yJibTaTaX MHCHEKTHUPOBAHMS
MPOU3BOJCTBA O(POPMIISIET IKCIIEPTHOE 3aKIIOYCHHE B COOTBETCTBUU € MpUiIoxkeHrneM Ne 5 k
HactosiiuM [IpaBunam.

33. BoiBo/bI, COAEpIKAIIMECS B OKCIIEPTHOM 3aKJIIOUEHUH, JOJIKHBI OBITh OJTHO3HAYHBIMU
Y TIOHSITHBIMH.

34. OcHOBaHMSIMH JJIsl BBIHECEHHUS YIMOJIHOMOYEHHBIM OPraHoM (3KCHEPTHOU
opraHuzaiuei) pedepeHTHOTO TOCyJIapCTBa 3aKIIOYeHUs 00 OTKa3e B pErucTpauuu
MEUIUHCKOTO U3/IeNHUs SBIISIOTCS:

a) HEMOJTBEPXKJICHUE COOTBETCTBYIOUIUMU MaTepUalaMud U CBEJICHUSIMH,
COJICP)KAIIMMHUCS B PETUCTPAIIMOHHOM JIOChe, KauecTBa, U (WiH) 3hPeKTuBHOCTH, U (W)
0€30MacHOCTH MEIMLIMHCKOTO U3EIINs;

0) mpeBbIIIEHHE pUCKA NMPUUYUHEHHUS Bpela 3J0POBBIO T'pakAaH U MEIUIIMHCKHUX
paOOTHHUKOB BCJEACTBUE MPUMEHEHUS MEAUIMHCKOrO M3/AeNus HaJ 3(PQPEKTUBHOCTHIO €ro
MIPUMEHECHUS;

B) BBISIBJIEHUE MPU OCYLIECTBIECHUU YIOJIHOMOYEHHBIMH OpraHaMu TOCyAapCTBEHHOTO
KOHTpPOJIS (HaA30pa) 3a oOpalleHueM MEAUIMHCKUX U3JIEIHM HEeAOCTOBEPHBIX JaHHBIX 00
3¢ (PeKTUBHOCTU U OE30MACHOCTH MEAMIIMHCKOIO M3/ENUsi U UX HECOOTBETCTBUE JAHHBIM O
MEIUIUHCKOM U3JI€JIUH, COAEPKAIMMCS B IOKYMEHTaX PErUCTPALIMOHHOTO J0CHE.

35. B ciyuae ecnu 9KCHEpPTHOE 3aKJIIOUEHUE OTHOCUTEIHLHO BO3ZMOXKHOCTH PETHCTPALIUU
MEIUILMHCKOrO W3JeNus SIBISETCS OTPULATEIbHBIM, YIOJHOMOYEHHBIA OpraH (3KcrepTHas
opranuzanus) B TedeHue 10 pabouux aHeu co nHS odopmiieHHs (MTOIYUYEHUs) IKCIIEPTHOTO
3aKJIIOUECHHS] TIPUHUMAET pelieHne 00 OTKa3e B PErHCTPALMU MEIULUUHCKOTO HW3IENHS,
o(OpMIIIET U BBIJIAET 3aABUTEIIO CIIOCOOOM, YKa3aHHBIM B 3asBICHUSIX O PETUCTPALUUA U
AKCIEPTHU3€E, YBEAOMIIEHHE 00 OTKa3e B PErucTpaluud MEIULIUHCKOTO U3Aeaus C
000CHOBaHHEM NPUYHMH OTKAa3a M MPWIOKEHWEM K HEMY KONHUHU 3KCHEPTHOrO 3aKIHOYEHUS
YIOJHOMOYEHHOTO opraHa (3KCIEepTHON opraHu3aluu) pepepeHTHOr0 rocyJapcTBa.

36. B ciryyae eciii 9KCIIEPTHOE 3aKIIOUYEHUE OTHOCUTEIBHO BO3MOKHOCTH PETUCTPALIUU
MEIUIUHCKOTO U3JENHsI SIBISETCS MOJIOKUTEIBHBIM, YIIOJTHOMOYEHHBIN Oprad (dKCrepTHas
opranuzanus) peepeHTHOro rocy/1apcTBa B TeUeHHe 5 pabouyux JHEH co AHS 0(hOpMIICHHS
HKCIIEPTHOTO 3aKJIFOUEHUS pa3MelIaeT B cBOel MH(OPMALIMOHHON CUCTEME PErUCTPAIMOHHOE
JOChE€ U 3TO SKCIEPTHOE 3aKIIOYEHHE M YBEJOMJIISET 3asBUTENSI O HEOOXOJUMOCTH
MpeACTaBlICHUs KOMUN JTOKYMEHTOB 00 OIUIaTe IpOLEAypbl COTJIACOBAHUS KCIEPTHOIrO
3aKJII0YEHUS B rOCyIapcTBe (TocyAapcTBax) npu3HaHus B TeueHue 30 KaleHJapHbIX AHEH co
IHSl HAIIPABJICHUS TAKOTO YBEJAOMJICHUS 3asIBUTEII0 CIOCOOOM, YKa3aHHBIM B 3aBJICHUSIX O
pPETrUCTpalliU U IKCIIEPTHU3E.



37. 3adBUTENb YBEOOMIISIET YIIOJHOMOYEHHBIE OpraHbl (IKCIEPTHBIE OPraHU3aLINM)
pedepeHTHOTrO rocyaapcTBa U rocyaapcTBa (rocyapcTB) Mpu3HaHUs 00 OIjIaTe MPOLEeIyp
COTJIACOBAHMS B CPOK, YCTAHOBJIEHHBIN MyHKTOM 36 HacTosiuux [IpaBui.

38. CornacoBaHHe 3KCIEPTHOTO 3aKIIOYEHUS SIBJISICTCS OCHOBAHUEM [ MPUHATHUA
PEIICHNS O PETUCTPAIMHA MEIUIIMHCKOTO U3/ICTUs B TOCYIaPCTBE MIPU3HAHUS U O(hopMITsieTCs
YIOJHOMOYEHHBIM OpPraHOM (PKCIIEPTHOM OopraHu3alyeil) rocyaapcTa npu3HaHus B popme
3aKJIFOUECHUS O TTOATBEPKACHUN COTJIACOBAHUS (HECOTJIACOBAHMS) SKCIIEPTHOIO 3aKITIOUCHUS
COTJIacCHO mpuiiokeHuto Ne 6 (manee — MOATBEPKIAEHUE COrJacoBaHUs (HECOTJIaCOBAHUA)
AKCTIEPTHOTO 3aKITFOUYEHUS ).

39. CornacoBaHue 3KCIEPTHOTO 3aKIIOUYEHHS YIIOJTHOMOYEHHBIM OPraHOM (3KCIIEPTHOM
opraHu3aiifeii) rocyaapcTBa MpU3HAHUS OCYIIECTBISECTCS B COOTBETCTBUM C pazzaeiom III
Hactosiux [IpaBuo.

40. ITpu ycnoBUM OTCYTCTBUSI PAa3HOINIACHN MEXIy pe@epeHTHBIM IOCyIapCTBOM U
rocy1apcTBOM (TOCyJapCTBaMM) MpPU3HAHMUS B OTHOIIEHUHM COTJIACOBAHUS JKCIEPTHOTO
3aKJIIOYEHUS YMOJHOMOUYEHHBIM oOprad (dKcmepTHas opraHu3amusi) pedepeHTHOro
rocyAapcTBa:

a) B TeueHue 10 pabouux mHEN CO JHS MOJYYEHHUS OT BCEX YIMOJTHOMOUYEHHBIX OPTraHOB

~

AKCHEPTHBIX OpraHHu3alMil) TOCYIapCTB NPU3HAHUS MOATBEPKICHUS COTJIACOBAHUS
HKCIEPTHOTO 3aKJII04YeHUs JHUOO €O JHS HUCTEUECHHS CpPOKA, YCTAaHOBJIEHHOIO IS
IpeIoCTaBICHUS TOCYAapCTBAMU MPU3HAHUS YKA3aHHOTO MOATBEPKACHUS (TIPU YCIIOBUHU, YTO
3asBUTENIEM OBbUIN MPEACTABICHBI B YIOJHOMOYCHHBIH OpraH (3KCHEPTHYIO OPTraHU3aIIHIO)
pedepeHTHOro TocyJapcTBa KOMUU JTIOKYMEHTOB 00 OIUlaTe MpOLEeIypbl COrIacOBaHUS
AKCIEPTHOIO 3aKJIOUEHHsI B TOCyAapCTBax MPU3HAHUSA U NEPEBOAOB SKCIUTYyaTAlMOHHOTO
JOKYMEHTa WJIM WHCTPYKLUHU IO NPHUMEHEHUI0 MEIULMHCKOIO M3JeNns, PYKOBOACTBA IO
CEpPBUCHOMY OOCITY’KMBAHHIO U TEKCTa MApPKUPOBKHU Ha TOCYJIAPCTBEHHBIE SI3bIKH TOCYIAPCTB
MpU3HAHUS (MPU HEOOXOIUMOCTH)), MPUHUMAET PEIIEHUE O PETUCTPAIUU MEIUITUHCKOTO
U3JIeNUs U pa3MellaeT B €JMHOM PEeecTpe MEAMIIMHCKUX W3JeNIUi, 3aperuCTPUPOBAHHBIX B
pamkax Coro3a, CBEJAEHHS O MEIMIIMHCKOM W3JENuM, NpenycMoTrpeHHsle Ilopsakom
(dbopmHpoBaHus U BeJleHU UHPOPMAITMOHHOM CUCTEMBI;

0) B Teuenue 10 pabounx qHEN CO JHSA MPUHATHUS PELICHUS O PETUCTPAIMU MEAULIMHCKOTO
u3zenust opOPMIISIET M BBIJIAET 3asIBUTENIO CIOCOOOM, YKa3aHHBIM B 3asBJICHUU O TIPOBEJICHUN
PErUCTPALMM MEIUIIMHCKOTO W3JENHs, PETUCTPALMOHHOE YIOCTOBEPEHHUE U MPUIIOKEHHUE K
HEMY.

41. HecormnacoBaHue 3KCIEPTHOTO 3aKIOYEHUST YIIOJIHOMOYEHHOTO opraHa (3KCIepTHOM
opranuszanuu) pedepeHTHOro rocyJapcTsa B OJHOM M3 TOCYAAapCTB IMPU3HAHUS SIBISETCS
OCHOBaHUEM JJI1 OTKa3a B PETUCTPAllMd MEAUIMHCKOTO W3JAENHS Ha TEPPUTOPHUH HTOTO
rocyaapcTBa Npu3HaHUs.

42. B ciaydae Hanu4usi rocyjapcra (TocyJapCcTB) MPU3HAHUS, YIIOTHOMOYEHHBIM
OpraHoM (3KCHEPTHOM OpraHU3aIMeil) KOTOPOro 3KCIEPTHOE 3aKIIOYEHUE HE COTJacoOBaHO,



YIOJHOMOYEHHBIN opraH (3KCHepTHas opraHu3aius) pepepeHTHOro rocy1apcTBa B T€UECHHUE
10 pabGounx nHEW CO OHA MOJYy4YEHHUS OT BCEX YIMOJIHOMOYEHHBIX OPTraHOB (SKCHEPTHBIX
OpraHu3alfil) rocyJapcTB MPU3HAHMS TOATBEPKIACHUS COrIAaCOBAHUS (HECOTIACOBAHMS)
AKCIEPTHOTO 3aKJIIOUECHUs JMOO CO JHS MCTEYEHHUS CpPOKa, YCTAHOBJIEHHOIO JJis
IIPEIOCTABIIECHUS FOCYJapCTBaMU IPU3HAHUS YKa3aHHOIO NOATBEPKACHUS (IIPU YCIOBHH, YTO
3asiBUTENIEM OBbLIM MPEJICTABIICHBI B YIIOJHOMOUYEHHBIH OpraH (3KCHEPTHYIO OpraHU3aIUIo)
pedepeHTHOro TocyJapcTBa KONUU JIOKYMEHTOB 00 OIUIaTe MpPOLENypbl COrIacOBaHUS
AKCIEPTHOTO 3aKJIIOYEHHUS] B TOCY/IapCTBaX MPU3HAHUA U MEPEBOJOB AKCIUTYaTallMOHHOIO
JOKYMEHTa WM WHCTPYKIUMU MO NMPUMEHEHUI0 MEIULMHCKOTO M3JeNns, PYKOBOACTBA IO
CEpPBUCHOMY OOCITY>KHBAHHIO U TEKCTa MAPKUPOBKHU HA TOCYJIAPCTBEHHBIE SI3BIKH TOCYIaPCTB
npu3HaHus (IpU HEOOXOIMMOCTH)), C YUYETOM XapakTepa BBISBICHHBIX 3aMEUYaHUM
BBINOJIHSIET OJHO U3 CIEAYIOIINUX JCUCTBUM:

a) HaIpaBJISIET 3asIBUTENIO YBEOMIICHHE O HEOOXOJMMOCTH COTJIAaCOBaHUs OOpallleHus B
KoHCcynbTaTUBHBIN KOMUTET IJIs1 yPETyJIUPOBAHUS PA3HOIIACUNA B OTHOIIEHUH COTJIACOBAHMS
HKCIIEPTHOTO 3aKJIIOYEHUS C MPUIOKEHUEM KOMUU (KOTHUI) TMOATBEPKIACHUSI COTiacoBaHus (
HECOIJIaCOBaHMs) HKCHEPTHOTO 3akitodeHud. IIpu oTCyTcTBHM OTBeTa 3adABUTENSA IO
ucrteyeHun 15 pabouux AHEH CO JHSA MOJYYEHHS] COOTBETCTBYIOUIEIO YBEIOMIICHUS
oOpamienrie B KOHCYNbTaTUBHBIN KOMUTET CYMTAETCS HECOTJIACOBAHHBIM;

0) B ciydae corjiacus ¢ BRIBOJAMH YIIOJTHOMOYEHHOTO OpraHa (9KCIepTHON OpraHu3aIiin)
rocyJapcTBa IMpPHU3HAHUS O HEBO3MOKHOCTH PETHCTPAlMU MEIUUUHCKOTO HW3JEIHs
NPUHUMAET pellleHrne 00 OTKa3e B PErucTpaly METUIMHCKOro u3aenus. B atom ciydae
YIOJHOMOYEHHBIN OpraH (3KCHEpTHAsI OpraHu3aius) pepepeHTHOro TOCyAapCTBa B T€UCHUE
10 paGouux aHEN cO AHS MPHUHATUSA PEIICHUS 00 OTKa3e B PErUCTPAllMU MEIUIIUMHCKOTO
u3aenuss oGopMIIIeT W BBIJAET 3asBUTENIO CIIOCOOOM, YKa3aHHBIM B 3asBICHUSIX O
pErucTpalyy 1 HKCIEPTU3E, yBEAOMIIEHHE 00 OTKa3€ B PETUCTPaIlMi MEAUIIMHCKOTO U3/IETUs
(c obocHOBaHMEM MPUUMH OTKA3a U MPUIOKEHUEM K HEMY KOIUI AKCIEPTHOTO 3aKIIOUEHHUS
Y TIOJITBEPKACHUS HECOTIIACOBAHUS SKCIIEPTHOTO 3aKIIOUEHUS).

43. YoTHOMOYCHHBIN OpraH (3KCIEpTHAs: OpraHu3ais) peepeHTHOTO rocy1apcTBa B
TeyeHue 3 pabouyux JHEW co AHS MOJYyUYEHHUs OTBETA OT 3asBUTEIII OTHOCUTEIbHO 00paIieHus
B KoHCYyIbTaTUBHBII KOMUTET AJI YPETYyJIUPOBAHUS PA3HOINIACHI B OTHOLIEHUH 3KCIIEPTHOTO
3aKJTFOUYCHHS:

a) oopaiaerca B KoHCYJIbTaTUBHBIA KOMUTET B COOTBETCTBUH € pazjienoM [V HacTtosmmx
[IpaBun (B ciiydae coriiacoBaHus 3asiBUTeIeM oOpaiieHusi B KOHCYIbTaTUBHBI KOMUTET);

0) IpUHHUMAET pPEIIEHUE O PETUCTPAIlMU MEAUIIMHCKOTO M3JeNus 0e3 yKa3zaHus B
PEeruCTPallMOHHOM  yJOCTOBEPEHUH  TrocydapcTBa  (rocydapcTB)  NIpU3HAHUA,
YIOJHOMOYEHHBIM OpPraHoM (PKCHEPTHOM opraHu3anuei) KOTOpPOro He COriacoBaHO
HKCTIEPTHOE 3aKjloueHHe (B cllydae HECOTJacOBaHHS 3asBUTEIEM OOpalleHus B



KoncynpratuBHblil kKOoMuTeT). B 3TOM ciydae yHmOJIHOMOYEHHBIM OpraH (3KcCIepTHas
opranu3aius) pedepeHTHOro rocygapctsa B TeueHue 10 pabounx AHEH CO THS TPUHATHUS
PELICHUS O PETUCTPALIMU MEIUIIUHCKOTO U3IEIIHSL:

pa3MeIaeT B €AMHOM PEECTPE MEAULIMHCKUX U3/IEJINHI, 3apETUCTPUPOBAHHBIX B paMKax
Coro3a, CBeZICHUST 0 MEAUITMHCKOM U3JIeTUH, IpeaycMoTpeHHbie [Topsinkom ¢popMupoBanus u
BeJICHUSI H(OOPMAIITMOHHON CUCTEMBI,

odopMIISIET U BBIAAET 3asBUTENIO0 CIIOCOOOM, YKa3aHHBIM B 3asiBJICHUM O MPOBEIACHUU
pErucTpauvyu MEIULMHCKOTIO U3JIENINs, PETUCTPALMOHHOE YIOCTOBEPEHUE U MPUIOKEHUE K
HEMY.

II. TIpomemypa corjIacOBaHUA SKCIIEPTHOTO 3aKIIFOUCHHUS

44. Ilpouienypa coriaacoBaHUsl IKCIEPTHOTO 3aKIIOUYEHUS OCYILECTBIIAETCS B OTHOLLIEHUN
AKCIIEPTHOTO 3aKIIIOUYCHHUSI, 0OPMIICHHOTO B paMKax CJIEIYIONUX MPOIEAYP:
a) MPOUEAYPHl PETUCTPAIIMU U SKCIEPTU3bI MEAUIIMHCKOTO U3/ENIUsl B COOTBETCTBHUU C
pazaenom Il nacrosmmx IIpasui;

0) mpoleaypa BHECEHUS] U3MEHEHUN B PETHCTPAIMOHHOE JI0Che B COOTBETCTBHUH C
pazzenoMm V Hacrosawmux [Ipasui;

B) IpOILEypa COTJIACOBAHUSA AKCIIEPTHOTO 3aKIIOYEHUS HA 3apErUCTPUPOBAHHOE
MEIULIMHCKOE U3JIeNINe B COOTBETCTBUH C pazaenoM VIII nacrosmux [Tpasui.

45. 3agBuUTeNb B CPOK, COTJACOBAHHBIA C YINOJHOMOYEHHBIM OPraHoM (3KCIEPTHOM
OopraHu3alliei) rocyaapcTBa MPU3HAHUS U HE TIPEBBIIAIONINNA CPOK, YKa3aHHBIM B MyHKTE 50
Hactosamux [IpaBui, obecrieunBaeT NpeaCcTaBiICHUE YIIOJIHOMOUYEHHOMY OpraHy (3KCIEpPTHOM
opranu3aiuu) pedepeHTHOro TocyJapcTBa W TOCyJapcTBa NpPU3HAHUS TEPEBOJIOB
AKCIUTYaTalIMOHHOTO JOKYMEHTA WJIM MHCTPYKIUH IO TPUMEHEHUIO MEIUIIUHCKOTO U3/IeIusl,
PYKOBOJICTBA IO CEPBUCHOMY OOCIY>KMBAHHIO U TEKCTa MapKUPOBKU Ha TOCYJapCTBEHHBIN
S3bIK TOCyJapcTBa Mpu3HAaHUS (NPU HAJIUYUM COOTBETCTBYIOMIMX TpeOOBaHUI B
3aKOHOJATENbCTBE FOCY/1apCTBA MPU3HAHUS ).

46. Ilpu mpoBeAeHUU NPOUEAYPHl COTJIACOBAHMS SKCHEPTHOTO 3aKIIOUYCHUS
YIIOJTHOMOYEHHBIA OpraH (3KCrepTHasi OpraHu3allusi) rocyaapcTBa MPU3HAHUS MPOBOJUT
OLICHKY MOJHOTHI U JIOCTATOYHOCTH JAHHBIX, MOJATBEPKAAIONINX O€30MaCHOCTh, KAYECTBO U
3 PEeKTUBHOCT, MEAMIIMHCKOTO H3JIeNUsl, MPaBUIbHOCTH MEpPEeBOJa IKCILUTYaTal[MOHHOIO
NOKYMEHTA WM MHCTPYKIUHU MO MPUMEHEHUIO MEIUIMHCKOTO W3AENHS, PYKOBOJCTBA IO
CEpPBUCHOMY OOCTYKMBAaHUIO U TEKCTa MAPKUPOBKHU HA TOCYAapCTBEHHBIN SI3BIK TOCYAapCTBa
npu3HaHus (TP HEOOXOTUMOCTH).

47. Ilpu HEOOXOJUMOCTH YIOJHOMOYEHHBIE OpraHbl (PKCHEPTHBIC OPTraHU3aALINH)
roCy/1IapCTB MPU3HAHMS MOTYT HANpPaBJISATh C MCIOJIb30BAHUEM CPEACTB MHTETPUPOBAHHOU
unbopmanmonHor cuctembl Corsa (Jajee — MHTErPUpPOBAHHAS CHCTEMa) B



YIOJHOMOYEHHBIM OpraH (3KCHEPTHYIO OpPTraHU3aliio) peepeHTHOro rocyJapcTBa CBOU
3aMeyYaHusl U MPEeAJIOKEHUS 10 OPOPMIIEHUS 3TUM YIIOJTHOMOYEHHBIM OPraHOM (IKCIEPTHOU
OpraHu3alnen) IKCIIEPTHOTO 3aKJIFOUEHHUS.

48. B xone coriacoBaHHsl SKCHEPTHOIO 3aKIIOYEHHS YIOJTHOMOYEHHBIE OpraHbl (
AKCIIEPTHBIE OPraHU3ALMH) ITOCYIaPCTB-WICHOB MOT'YT B3aUMOJIEUCTBOBATh APYT C IPYTrOM B
LEJSIX yPEryJIMPOBAaHUS BOZHUKAOIINUX BOIPOCOB.

49. B cayyae Hanu4us pa3HOTJAacUd MEXAy pe(epeHTHBIM TOCyAapCTBOM U
rocyapcTBOM (rocyJapcTBamMHi) MHpPU3HAHUS B OTHOIICHMM COTJIACOBAHMS HKCIIEPTHOTO
3aKJIIOYEHUs YMNOJHOMOYEHHBIM oOpraH (dKcmepTHas oOpraHu3anusi) pedepeHTHOro
rocyJapcTBa NPUHHMMAET pEIIEHWE Ha OCHOBAaHMM JKCIEPTHOrO 3aKIIOYEHHUS U
MOATBEPKICHUS HECOTTIACOBAHUS IKCIIEPTHOTO 3aKIIOUYEHHUS, B TOM YHCII€ C YYETOM UTOTOB
YPEryJaupoBaHusl Pa3HOIIaCUi B OTHOLIEHWHM COIIACOBAHMS SKCHEPTHOrO 3aKJIIOYEHUS B
pamkax KoHcynbTaTUBHOrO KOMHTETA (B ciydae oOpaieHus: B KOHCynbTaTUBHBIN KOMUTET).

50. YronHOMOUYEHHBIA OpraH (3KCIEpTHAasl OpraHu3anus) rocy1apcrBa MPU3HAHUS
paccMaTpUBaeT JKCIEpTHOE 3akitoueHue B TeueHue 30 pabouux JHEH, UCUUCISIEMBIX OT
OJIHOM U3 CIEAYIOIINX JaT:

IIPY IPOBEACHUU IPOLIEAYP PETUCTPALIMM U 3KCIEPTU3BI MEAUIIMHCKOIO M3JEIHUS — C
JaThl IOCTYIUJIEHUS! B YIIOJIHOMOYEHHbBIE OPTraHbl (3KCIEPTHBIE OpTaHU3alun) pedepeHTHOTO
rocy/JapcTBa U rocynapcTna (rocynapcTB) MpU3HAHUS YBEIOMIIEHUS 00 OIUIaTe MpOILeayp
COIJIaCOBAHMS;

IIPU IPOBEICHUH IPOLETYPbl BHECEHHSI U3BMEHEHUI B PETUCTPALIMOHHOE JIOCHE — C JAThI
pa3MelIeHUsl YHNOJHOMOUYEHHBIM OpPraHOM (SKCHEPTHON opraHuzamueil) pedepeHTHOro
rocyzapcTsa B CBO€H MH()OPMAIMOHHOW CHCTEME PErUCTPALMOHHOIO JTOChE, COJEPKAILETO
3asIBJICHHE O BHECEHUH U3MEHEHUM B PETUCTPALMOHHOE JJOChHE;

Ipyd MOPOBEIECHUU NPOUEAYPbl COTJACOBAHUS JKCHEPTHOrO 3aKIIOUYEHUS Ha
3apEeruCTPUPOBAHHOE MEIULHUHCKOE M3JE€IUe — C JaThl pa3MELICHUs YHOJHOMOYEHHBIM
opraHoM (PKCIIEPTHOM opraHuzanueit) pedepeHTHOro rocyjaapcTtBa B CBOeH
MH()OPMALIMOHHON CHCTEME PErucTPAIlMOHHOTO JOChEe, COJEP)KAILEero 3asBICHHUE O
IIPOBEJICHUH COTIACOBAHUS SKCIEPTHOIO 3aKJIFOUCHHUS HA 3aPETUCTPUPOBAHHOE MEIULIMHCKOE
171631 (S04 (N

IIpy 3TOM yCJIOBHEM HCUHCICHMS YKa3aHHOI'O CpOKa SIBISETCS HAJIU4YUE Ha CUYETe
YIOJIHOMOYEHHOT'0 OpraHa (3KCIEepTHON OpraHu3aldu) rocyJapcTBa NpU3HAHUS JEHEKHBIX
CPEACTB, MOCTYNMBUIMX B PE3YyJbTAaTE€ OIUIATHl 3asBUTENIEM IPOLEAYPHl COIJIaCOBAHMS
AKCIIEPTHOTO 3aKJIFOUEHHSI B TOCYIapCTBE MPU3HAHUS B MIOJTHOM O0ObEME.

51. 1o pe3ynbTraram pacCMOTPEHUS SKCIEPTHOTO 3aKJIIOUEHUS YIIOTHOMOUYEHHBIN opraH (
HKCIIEPTHAs OpPTaHU3alMsl) rocyJapcTBa MPU3HAHUS HANIPABJISIET B YIIOJHOMOYEHHBIN opraH (
HKCIIEPTHYIO OpraHu3alrio) pedepeHTHOro ToCyAapcTBa MOATBEPKICHUE COTIACOBaHUS (
HECOIJIaCOBaHUs) SKCIIEPTHOTO 3aKJIIOUEHUs (¢ 00OOCHOBAHUEM) C UCIOJIb30BAHUEM CPEJCTB
WHTETPUPOBAHHOM CHCTEMBI (B TOM 4YHUCIE MOATBEPKICHHUE MNPABUIBHOCTH IEpeBOAa



AKCIUTYaTallMOHHOTO JOKYMEHTA WJIM MHCTPYKUIHUH IO IPUMEHEHHUIO MEIUIIUHCKOTO U3/IEIIHs,
PYKOBOJICTBA 10 CEPBUCHOMY OOCIIY>KUBAHUIO U TEKCTa MapKUPOBKU HA TOCYJAapPCTBEHHBIC
S3bIKA TOCYIapCTB MPHU3HAHKS B COOTBETCTBUH C 3aKOHOJIaTEIILCTBOM T'OCYAapCTB-YJICHOB).

52. B cnydae HenpeacTaBiICHUS TOCYIapCTBOM MPU3HAHUS TMOATBEPKIACHUA
coryiacoBaHusi (HECOTrJacOBaHUs) SKCIEPTHOTO 3aKIIOYEHUS B CPOK, YCTaHOBJICHHBIN
nyHKTOM 50 HacTosimux [IpaBui, 3KCIEPTHOE 3aKIIOUYEHHE CUUTAETCS COTJIACOBAHHBIM IPU
YCJIOBUHU, UTO 3asBUTEJIEM ObLIM MPEJCTABICHBI B YIIOJHOMOYEHHbBIE OpraHbl (3KCIEPTHHIC
opranmuzaiuu) pedepeHTHOTO TOoCylapcTBa M TOCyJapcTBa TMPU3HAHUS TEPEBOJIBI
AKCIUTyaTallMOHHOTO JTOKYMEHTA WA UHCTPYKIMU MO0 TPUMEHEHUIO MEAULIMHCKOTO U3/ETHs,
PYKOBOJICTBA IO CEPBUCHOMY OOCIY>KHBAHHIO U TEKCTa MApKUPOBKU Ha TOCYJAapPCTBEHHBIN
S3bIK TOCyJapcTBa MpU3HaHUS (MPpU HAJIUYUKM COOTBETCTBYIOIMX TpeOOBaHUN B
3aKOHOJATENbCTBE FOCY/1apCTBA MPU3HAHUS).

53. B pamkax mnpoueayp perucTpauydu M 3KCHEPTHU3bl MEAULMHCKOTO HU3AEIUS B
coorBeTcTBUM € pazgenoMm Il macrosmux [IpaBunm OoCHOBaHHMSIMM TSI HECOTJIACOBAHMS
roCyJ1apCTBOM IMPU3HAHUS SKCIIEPTHOTO 3aKIFOUCHHUS SBIISIOTCS:

a) OCHOBaHWUs, IPEAYCMOTPEeHHbBIEC MyHKTOM 34 HacTosmux [IpaBu;

0) HempeCTaBIECHUE 3asBUTEIIEM B COTJIACOBAHHBINA CPOK MEPEBOJIA HKCILTyaTaI[AOHHOTO
JOKYMEHTa WM UHCTPYKIMU MO MPUMEHECHUIO MEIUIIMHCKOTO W3S, PYKOBOJCTBA IO
CEPBUCHOMY OOCITY>KHBAHHIO U TEKCTa MApPKUPOBKHU Ha TOCYJIAPCTBEHHBIN S3bIK TOCY1apCTBA
npu3HaHus (TP HEOOXOAUMOCTH);

B) OTCYTCTBHE Ha CYETE YIOJHOMOYEHHOr0 OpraHa (dKCHEPTHOU OpraHU3aIUH)
rocyapcTBa IMpPHU3HAHUS JEHEXHBIX CPEICTB, IMOCTYNUBIIMX B pE3yJbTaTe OILIATHI
3asBUTEJIEM MPOLIETyPhl COTNIACOBAHUS SKCIIEPTHOTO 3aKIIOUEHHUSI B TIOJITHOM O00BEME.

54. B pamMmkax Mpoleaypbl COrJacOBaHUs OJKCIIEPTHOrO 3aKIIOYEHUS Ha
3apETUCTPUPOBAHHOE MEIUIUHCKOE U3JIENUE B COOTBETCTBUU C paznuenom VIII HacTosmmx
[IpaBun OCHOBaHUAMHU MJisi HECOIJIACOBAHUSI TOCYJAapCTBOM IIPU3HAHUSL HKCIEPTHOTO
3aKJIFOYEHHUS SIBJISIFOTCSI OCHOBAaHUS, MPEAYCMOTPEHHBIEC IMYHKTOM 34 HacTtosimux [IpaBu.

55. B paMkax mpoueaypbl BHECEHUS H3MEHEHHUM B PETUCTPALMOHHOE NIOCHE B
COOTBETCTBUM C pazfaenioM V Hactosmux I[IpaBuil OCHOBaHMSIMHM Uil HECOTJIACOBAHUS
roCy1apCTBOM MPU3HAHUA SKCIIEPTHOTO 3aKIFOUEHHUS SBIISTFOTCS:

a) OCHOBaHUs, IPEYCMOTPEHHBIE MYHKTOM 79 Hactosiux [IpaBun;

0) OTCYTCTBHME IMEPEBOJIOB AKCILUTYaTAllMOHHOTO JOKYMEHTa WJIM UHCTPYKIUU IO
MPUMEHEHHUIO MEIUIIMHCKOTO W3JEIHs, PYKOBOJCTBA MO CEPBUCHOMY OOCIYKHBAHUIO U
TEKCTa MAapKUPOBKM Ha TOCYJapCTBEHHBIA SI3BIK TOCyJapcTBa MNpHU3HAHUA (MpU
HEOOXOIUMOCTH).

IV. YperymipoBaaue pa3HOIJIaCHiA B OTHOIICHHH COTIACOBAHUA SKCIICPTHOIO 3aKII0ICHHS

56. IIpu OTCYTCTBUM KOHCEHCYCA IO BONPOCY COrIACOBAHUS SKCIIEPTHOTO 3aKIIOUECHUS,
O0(OPMJIEHHOTO B paMKax MPOUEAYP PETUCTPAIMU U SKCIEPTU3bl METUIIMHCKOTO U3JENUS B



cooTBeTcTBUM C paszgenoMm Il Hacrosmmx IlpaBui, yperynupoBaHue pasHOTIIACHUI
OCYULIECTBJISIETCS TyTEM OOpallleHUs YIIOJIHOMOYEHHOIO0 OpraHa (3KCIEepTHOW OpraHu3aliiumn)
pedepeHTHOro rocyiapcTsa B KOHCY/IbTaTUBHBIN KOMUTET.

57. YoJlHOMOYEHHBIN opraH (3KCIepTHas opraHu3aivs) peepeHTHOro rocyaapcTna mo
COTJIACOBAHUIO C 3asBUTENEM HampaBisieT B KOHCYIbTaTHMBHBIA KOMMTET 3asBJICHHE O
HEOOXOJIMMOCTH PACCMOTPEHHSI pa3Horjacuil (C ykKa3aHHEM CBEICHUH O TNpeaMmere
pa3Horjacuii U 00 WUTOrax MPOBEJCHHBIX MEPEroBOpOB M KoHcyidbTauuii). K 3asBieHuro
MOTYT TpHUJIarathCsi JO0bIE MaTepHasbl, 0OOCHOBBIBAIOIINE MO3UIIUIO YTOIHOMOYEHHOTO
opraHa (3KCHepTHON OpraHu3aluu) peepeHTHOro rocyJapcTBa 1o NpeaMeTy pa3Horjaacui.

58. Ilocne monydeHHWs 3asBICHHUS U NPUIATaeMbIX K HEMY MaTE€pHalioB OT
YIIOJJHOMOUYEHHOT'O OpraHa (PKCHEpPTHOW oOpraHu3amnuu) pedepeHTHOro rocyjaapcrBa
KoHCynbTaTHUBHBIA KOMHUTET 3alpallliBaeT y YIOJHOMOUYEHHBIX OPraHoB (PKCHEPTHBIX
OpraHu3aluii) ToCyJapCcTB MPU3HAHUA MaTepHallbl, MOATBEPKAAONIUE UX MO3UILHUI0 IO
MPEIMETY PA3HOTIACHI.

59. KoHCy/IbTaTUBHBIA KOMUTET HAIIPABIIAECT YBEAOMIIEHUE O MPOBEACHUU 3aCEIaHUs 110
YPEryJIUPOBAHUIO PAa3HOTJIACUN YIOJHOMOUYEHHBIM OpraHaM (3KCHEPTHBIM OpraHU3aIUsM)
pedepeHTHOro rocyaapcTBa W TOCYJIAapCTB MPU3HAHUS TOC]E MPEACTABICHUS HUMU
COOTBETCTBYIOIINX MATEPHUAIIOB.

60. Opranuzanusi U NPOBEJCHUE 3acelaHus MO YPEryJUpPOBAHHUIO Pa3HOTrIACHI
oOecrneunBaroTcsi KoHCyIbTaTUBHBIM KOMHUTETOM. B 3acenannu mpuHUMAIOT y4acTHE YICHbI
KOHCYIbTaTUBHOTO KOMUTETA, SABJISIFOUIUECS NPEICTABUTEISIMH YIIOJHOMOYEHHBIX OPraHoB (
AKCHEPTHBIX opraHuzanuit). [Ipu HE0OXOAUMOCTH TO MPEATIOKEHUIO YITOJTHOMOYEHHBIX
OpPraHoB JUIS ydYacTHUs B PAacCMOTPEHUH OOCYXJAAaeMOTro B paMKax 3acelaHusd
KoHCYyJbTaTUBHOIO KOMUTETA BOIIPOCA MOTYT IMpUIIAIIAThCA MPEICTABUTENN OPTraHU3aMi
3IpaBOOXPaHEHUs], SKCIIEPTHBIX OPraHU3alUN, TPOU3BOAUTENS U APYTHE CIICLIUATIUCTHI.

61. ITo uroram 3acenanust KoHCyJIbTaTUBHOIO KOMUTETA IPUHUMAETCA PELIEHUE, KOTOPOE
HOCHUT PEKOMEHIaTEIbHBIN XapaKkTep.

62. Cpok yperyiaupoBaHHsl pa3HOTJIACUM B OTHOILIEHUU COTJIACOBAHMS 3KCIIEPTHOTO
3aKJIIOYEHUS He JOoJbKeH npeBblmath 30 paboyux JHEH cO [AHS HaIlpaBICHUS
YIOJIHOMOYEHHBIM OpPraHoM (3KCHEPTHOW OpraHu3anueil) peepeHTHOro rocylapcTBa B
KoHCynbTaTUBHBIN KOMUTET COOTBETCTBYIOILETO 3aBJICHUS U MAaTEPUAIIOB.

63. B Teuenue 3 paboumx JHEH cO AHA MOJYYEHHUS NPOTOKOJIA 3acedaHUs
KoHCYNbTaTUBHOTO KOMUTETA 0 YPETYJIHPOBAHUIO PA3HOTIIACHI YIIOJTHOMOYEHHBIN opraH (
AKCIEpTHAsl OpraHu3auus) peepeHTHOro rocyJapcTBa HAa OCHOBAHUU PEKOMEHJIAIIMA
KOHCY/IbTaTUBHOTO KOMHUTETAa NPUHUMAET PEIIEHHE OTHOCUTEIBHO BO3MOKHOCTH
pErucTpanuy MEeIULUHCKOTO U3IETHS.

64. B cinydae ecnu ImpUHATOE B COOTBETCTBHM C MYHKTOM 63 Hactosmux [IpaBui
pELIECHUE SIBIIAETCS TMOJOKHUTENbHBIM, YIIOJIHOMOUYECHHBIM OpraH (3KCIEpTHas OpraHU3alns)
pedepeHTHOro rocyapcTBa B TeueHHE 3 pabouux JHEH CO JAHS €ro MPUHSITHS:



a) pa3MeIlaeT B €AMHOM PEECTPE MEAULIMHCKUX U3/IEIINM, 3aPETUCTPUPOBAHHBIX B paMKaxX
Coro3a, cBeZicHUs 0 MEIUIIMHCKOM U3JIeNnH, peaycMoTpeHHbie [lopsakom GpopmupoBanus u
BeJIeHUs WH(DOPMAITMOHHONW CUCTEMBI;

0) odopMIIsieT PErUCTPAIMOHHOE YIOCTOBEPEHUE U MPUIIOKEHUE K HEMY (C YKa3aHUEeM
roCy/1apCcTB MpPHU3HAHUS, YHOJHOMOUYECHHBIMU OpraHaMu (SKCIEPTHBIMH OpPTaHU3AIUSIMH )
KOTOPBIX COIJIACOBAHO SKCIEPTHOE 3aKIIOUEHHE) U BBIJAET MX 3aABUTEIIO0 CHOCOOOM,
YKa3aHHBIM B 3aBJICHUU O MPOBEJACHUU PETUCTPALIMN METUIIUHCKOTO U3CIIHS;

B) MpPH HAJUYUU MO UTOraMm 3acenaHuss KOHCYyIbTaTUBHOTO KOMHUTETA rocyaapctna (
rocyJIapCTB) NMPU3HAHUS, YIIOJTHOMOUYEHHBIM OPraHOM (IKCIIEPTHON OpraHU3alfeii) KOTOpOro
HE COIJIACOBAHO IKCIIEPTHOE 3aKIIOYEHUE, HAMMPABIIACT 3asIBUTEIIO CIIOCOOOM, YKAa3aHHBIM B
3aBJCHUSAX O PETUCTPAIlMM M DKCIEPTHU3€, YBEIOMJIICHHE O TPUHSATOM pEIICHUHN
YIOJHOMOYEHHOIO OpraHa (SKCIEpTHOM OpraHu3alMu) rocyJapcTBa Mpu3HaHus (c
NPUWIOKEHUEM KOMUU TOATBEPKJACHUS HECOTJIACOBAaHUSA HKCIEPTHOTO 3aKIIOYEHUS U
peteHus (MpOTOKOIbHOM 3anucu) KoHCyIbTaTUBHOTO KOMUTETA).

65. B cnydae ecnu mpuUHSATOE B COOTBETCTBUU C MyHKTOM 63 HacTtosmux [IpaBumn
pelIeHne SBISETCS OTPHUIATENbHBIM, YIIOJIHOMOUYECHHBIM OpraH (SKCIepTHasi OpraHu3alius)
pedepeHTHOTO rocy1apcTBa B TeUeHue 3 pabouux AHEH co JHS €ro MpUHATUS OPOpMIISET U
BBIJIACT 3asIBUTENIIO CIIOCOOOM, YKa3aHHBIM B 3asIBJICHUSX O PETUCTPAIlMU U SKCIEPTHU3E,
YBEJIOMJICHHE 00 OTKa3e B PErHCTPAIMH MEIUIIMHCKOTO u3Aenus (C 000CHOBaHUEM MPUYUH
OTKa3a M MPUJIOKEHUEM KOIUNA 3KCIEPTHOIO 3aKJIIOUEHHUS, TOATBEPKACHHUS HECOTIIACOBAHUS
AKCHEPTHOTO 3aKIIOUCHHUS U pelieHus (MpOTOKOIbHOM 3anucu) KoHCyIbTaTUBHOTO KOMUTETA

).
V. Ilponemypa BHECEHMS H3MECHEHUI B PETHCTPAIAOHHOE JOCHE

66. 3agaButenb B TedeHue 90 KaJleHIApHBIX JHEW CO JHS BHECEHHUSI U3MEHEHHUU B
JTOKYMEHTBI, COJIEPIKAIIHUECS] B PETHCTPAIMOHHOM JIOChE, 0053aH WHUIIMUPOBATH TIPOLICTYPY
BHECEHMSI TAKUX U3MEHEHUH B PETUCTPAIMOHHOE JIOCHE.

67. K U3MEHEHUSM B PETUCTPAIMOHHOE JI0ChE, TPEOYIOIMUM PETrUCTPAllMK HOBOTO
MEUITUHCKOTO U3/IeIHsI, OTHOCSTCS:

a) U3MEHEHUS, BICKYIIHE 32 COO0M M3MEeHEeHNE (PYHKIIMOHAIBHOTO HAa3HAYCHUS U (UJIN)
MPUHITUTIA TEUCTBUS MEAUITUHCKOTO U3/ICTIHUS;

0) BKIJIIOUEHHE CBEJICHUI O MoJeNsix (Mapkax) 3aperucTpUpPOBAHHOTO MEAUIIUHCKOTO
W3NS, HE COOTBETCTBYIOIIUX KPUTEPHUSAM BKJIIOYCHHUS B OJIHO PETUCTPAIMOHHOE
YAOCTOBEPEHHUE HECKOJIBKUX MojeNel (MapoK) MEIUIIMHCKOTO W3/ B COOTBETCTBUU C
nyHKTOM 19 HacTosmux [Ipasun;

B) M3MEHEHMS, BJIEKYIIHE 3a COOOW OJHOBPEMEHHOE W3MEHEHHE CBEICHHH O
IPOM3BOJUTENIC W TPOM3BOJCTBEHHON ILIOIIAAKe (MPOM3BOACTBEHHBIX ILIOIIAJKAX) IT0
OTHOIIEHUIO K CBEJACHUSIM, YKa3aHHBIM B PETHUCTPAIIMOHHOM YJIOCTOBEPEHHH, BHIJIAHHOM B
paMKax MpoUEeayp PETUCTpaldy U SKCIEPTU3bl MEIUIIMHCKOTO M3JENHS, 32 UCKIIOUCHUEM



CBeJIeHU 00 OpraHu3alMOHHO-TIPAaBOBOM (hopMme, aapece, peopraHu3aluy, UHBIX CBEICHUH,
COJIEPIKAILMXCS B YCTaBHBIX JOKYMEHTAX.

68. B cnydae BHECEHHSI M3MEHEHHM, BICKYIINUX 32 COOOM M3MEHEHNE IKCILTyaTaI[AOHHOTO
JOKYMEHTA WM WHCTPYKLMHU IO MPUMEHEHUIO MEIUIMHCKOTO M3AENHS, PYKOBOJCTBA IO
CEpPBUCHOMY OOCIy)KUBAaHHUIO U TEKCTAa MAPKUPOBKH, B TeueHHe 180 KaleHIapHBIX JAHEH C
JIaThl BHECEHUS ATHX U3MEHEHUHN pa3peliaeTcs BhITYCK B 0OpalleHre MEAUIIMHCKUX U3/IEITH,
COOTBETCTBYIOIIMX JOKYMEHTAM M CBEICHMSAM W3 PETHCTPALMOHHOTO JOCHE JO BHECEHMS B
HEro M3MeHeHuiu. JlomyckaeTcss OJHOBPEMEHHBIA BBIMYCK B OOpalleHHue MEIHITUHCKUX
U3JEIUM C DKCIUIyaTallMOHHBIM JIOKYMEHTOM WJIM HWHCTPYKIHMENW 110 IPHUMEHEHUIO
MEJIUIIMHCKOTO M3JIeJUsl, PYKOBOJCTBOM IO CEPBUCHOMY OOCIYXMBAaHHUIO M TEKCTOM
MapKUPOBKH, COOTBETCTBYIOIIMMU JOKYMEHTaM U CBEACHUSM U3 PETUCTPALMOHHOIO JOCHE
710 Y 110CJIE BHECEHUS B HETO U3MEHEHHM.

69. Ilpouenypa BHeCEHUSI U3MEHEHUN B PETUCTPAIMOHHOE OChE (32 UCKIIOUYECHHUEM
W3MEHEHUH, JUI1 KOTOPBIX NMPENYyCMOTpPEHA IMpOLEAypa UX BHECEHUS B yBEIOMHUTEIBHOM
nopsiike) TpebyeT MPOBENCHUsI MPOLEIYyPhl COTNIACOBAHUS SKCIEPTHOTO 3aKIIOYEHUS C
rocyJlapCcTBaMu NPU3HAHUA, YKa3aHHBIMU B PETUCTPALMOHHOM yJOCTOBEPEHUH, B MOPSAIKE,
ycra"HoBieHHOM paszaeinioM III nacrosmux IIpasu.

70. B nensix BHECEHUSI U3BMEHEHUM B PETUCTPALlMOHHOE JOCHE 3aABUTEIb HAIIPABIISIET B
YIOJIHOMOYEHHBIM OpraH (SKCHEPTHYIO OpraHu3aluio) pedepeHTHOTO TocyJapcTBa
CIEAYIOIINE JOKYMEHTHI U CBEJICHUS:

a) 3asBJICHHE O BHECEHUM W3MEHEHUN B PETHCTPALMOHHOE J0Che (Ha OyMa)KHOM
HOCcHUTeNE U (UJK) B BJIEKTPOHHOM BHUJE) IO opMe corytacHo mpuiioxeHuto Ne 7 (nanee B
HACTOSIIIEM pa3Jielie — 3asiBJICHUE O BHECEHUH U3MEHEHUN );

0) komus JOKyMEHTa, MOATBEPKIAIOIIEr0 MOJHOMOYHUS YMOJHOMOYEHHOTO
MIPEJACTABUTEIISI MPOU3BOAUTENS (TIPU €T0 HATTUYUH);

B) JIOKYMEHTHI U CBEJCHUS O COOTBETCTBYIOIIUX WU3MEHEHUSX, B TOM YUCJE JOKYMEHTBHI,
MOATBEPKAAIOIINE U3MEHEHUS W CBUJIETEIbCTBYIOLINE O TOM, YTO BHECEHUE ATUX U3MEHEHUI
HE BJE€YEeT 3a COOOM HM3MEHEHHsS CBOWCTB M XapaKTEPUCTUK MEIULMHCKOTO H3JEeus,
BIIUSIOIIMX Ha €ro 0e30MacHOCTh, Ka4yecTBO U 3((PEKTUBHOCTH, UIU COBEPUICHCTBYET €T0
CBOMCTBA M XapaKTEPUCTHUKU INPU HEM3MEHHOCTU (PYHKIMOHAJIBHOIO Ha3HA4YeHUS U (WJIN)
NPUHLHUIA TEUCTBUS METULIMHCKOTO U3ETUS;

') KOIUU JOKYMEHTOB, MOATBEPKAAIOUIUX OIUIATy MPOLETypbl BHECEHHUS] U3MEHEHUN B
PETUCTPALIMOHHOE JI0Ch€ B pPePEepeHTHOM TOCyJapCTBE M MPOLEAYpPHl COINIACOBAHUS
HKCIEPTHOTO 3aKIIOUYEHHS B TocyJapcTBe (TocylapcTBax) MPU3HAHUSA, a TaKXKe BbIJAYU
PETrUCTPALIMOHHOIO yI0CTOBEPEHHS B pehepeHTHOM rocyaapctae (pu HE0OXOAMMOCTH);

J1) OPUTHHAJI PETUCTPAIIMOHHOTO yI0CTOBEPEHHUS (JIyOIMKaT);

€) OIIUCh JOKYMEHTOB.

71. YIo1HOMOYEHHBIN opraH (SKCHEpTHAsI OpraHu3aius) peepeHTHOro rocy1apcTBa B
TeueHue 7 pabounx JHEH CO JAHS MOCTYIUICHUS 3asBJICHUS O BHECEHWU U3MEHEHUM, a TaKkKe



JOKYMEHTOB U CBEJICHUM, yKa3aHHBIX B yHKTe 70 Hactosmux [TpaBui, mpoBOAUT IPOBEPKY
MOJIHOTBI U TOCTOBEPHOCTH COJEPKALIUXCSI B HUX CBEICHHUIA.

72. B ciaydae ecnu 3asiBIICHME O BHECEHWHM U3MEHEHHU MPEACTABICHO C HapylIEHUEM
TpeboBaHuil HacTosuux [lpaBun u (WIM) CONEPAKUT HENOCTOBEPHBIE CBEACHUS U (MIIM)
JOKYMEHTHI U CBEJEHUs, yKa3aHHble B MyHKTe 70 Hacrosumx [IpaBui, npencraBiieHbl HE B
IOJIHOM O0BbeMe, YNOJTHOMOYEHHBIM OpraH (PKCIepTHas opraHu3auus) pedepeHTHOro
rocyJapcTBa B TeUeHUE 7 pabounx JAHEH O JAHS MOCTYIUICHHS TAKUX 3asBJICHUS, JOKYMEHTOB
Y CBEICHUN YBEIOMIISIET 3asIBUTENSI O HEOOXOIMMOCTH YCTPAHEHUSI BBISIBIICHHBIX HAPYILIEHUH
U (WIH) IpeACTaBIEHUS] OTCYTCTBYIOIIUX JOKYMEHTOB B TeueHue 30 pabouux IHEH co IHs
pa3MelIeHUusl COOTBETCTBYIOLIETO yBEIOMJIEHHS B HMH(OPMAIlMOHHON cHcTeMe
YIIOJTHOMOUYEHHOTO OpraHa (PKCIEepTHOM opraHu3aluu) pepepeHTHOro TocyapcTBa Jimbo co
JIHSI HAaIlpaBJICHUS YBEAOMIICHUS 3asBUTEIIO CIIOCOOOM, YKa3aHHBIM B 3asBJICHUH O BHECEHUH
U3MEHECHUM.

73. B cayuae ecnu mo ucredeHun 30 pabouux AHEH 3asBUTEIEM HE yCTPAHEHBI
BBISIBJICHHbIE HapylIeHUs W (WJIM) HE NPEACTaBICHbl OTCYTCTBYIOIHME JTOKYMEHTHI,
YIOJIHOMOYEHHBIN OpraH (3KCHEpTHAsl OpraHu3aiys) peepeHTHOro ToCyAapCTBa B TEUEHUE
3 pabouux AHEHl NMpUHUMAET peleHHuE O BO3BpATe 3asBJIICHHUS O BHECEHUU H3MEHEHUU U
JOKYMEHTOB (¢ 000CHOBaHMEM IIPUYMH BO3BPATA).

74. B teuenme 3 paboumx AHEW CO NHS MPEICTABICHHS 3asBJICHUS O BHECCHUU
M3MEHEHUH, TOKyMEHTOB U CBE/IEHUHN, COOTBETCTBYIOLUX TpeOoBaHUAM HacTtosmux [Ipasui,
a TaKXke B ciydyae ycTpaHeHHs B 30-IHEBHBI CPOK BBIBICHHBIX HapylIeHUH WU (WIH)
IPEICTAaBICHUsS] JOKYMEHTOB, COOTBETCTBYIOIIMX TpeboBaHUsAM Hacrosamux Ilpasui,
YIOJIHOMOYEHHBIN OpraH (3KCIepTHask opraHu3aius) peepeHTHOro rocyjapcTsa NpuHUMAET
pelIeHHe O Hadajie MpOLEAypbl BHECEHMS W3MEHEHUN B PErMCTPAllMOHHOE J0ChE U
pa3MeniaeT B CBOEM MHPOPMAIMOHHOM CHUCTEME PErMCTPAlMOHHOE JI0ChEe, COJEprKalee
3asIBJICHHE O BHECEHUH U3MEHEHUM U JTOKYMEHTBI, IOATBEPKIAI0IINE U3MEHEHUS.

75. Ilpn mpoBEeAEHUH SKCIIEPTU3BI B CIIy4a€ HEAOCTATOYHOCTH MAaTEPUAIOB U CBEIACHUM,
COZIepKAUIUXCsl B 3asBJICHUM O BHECEHUU U3MEHEHUN M JOKYMEHTax, MOATBEPKIAFOIINX
U3MEHEHUs, YIOJHOMOYEHHBIM oOpraH (dKCIEpTHas OpraHu3alus) pedepeHTHOIO
rocyJapcTBa HalpaBisieT 3asBUTEII0 COOTBETCTBYIOIIMM 3arpoc (C yKa3aHUEM 3aMeYaHuil U
CIOCOOOB HX YCTPaHEHHWsI). 3alpoc HaIpaBISIETCS 3asBUTEII0 OJHOKPATHO CIIOCOOOM,
YKa3aHHBIM B 3asBJICHUU O BHECEHUU U3MEHEHMUIA.

3asBUTENb TIPEACTABISAECT OTBET Ha 3amnpoc B TedeHue 60 pabouux THEH co JHS €ro
noyiydeHus. B ciydae HenpecTaBiIeHUs! OTBETA B YKa3aHHBIM CPOK YIIOJIHOMOYEHHBIA OpraH
(axcrepTHas opraHu3aius) peepeHTHOro rocyapcTa NpUHUMAET PElIeHHe Ha OCHOBaHUU
JOKYMEHTOB, UMEIOIINXCS B €TI0 PaCIOPSKCHHH.

76. 1lpu BBISBICHUU YIOJIHOMOYEHHBIM OPraHOM (SKCHEPTHOW OpraHu3anueil)
pedEepeHTHOr0 TrOCy1apCcTBa B MPEACTABICHHBIX 3asBUTENIEM B OTBET Ha 3alIPOC JOKYMEHTax
HEJJOCTOBEPHBIX CBEJACHUN WM JOKYMEHTOB, COCTaBJIEHHBIX WM COJEpKAUIUX TEKCT Ha



MHOCTPAHHOM sI3bIke€ 0€3 3aBEpEHHOr0 B YCTAHOBJIEHHOM 3aKOHOJATEIbCTBOM
rocyJlapcTBa-4jieHa NOPSAKE MEpPeBOJa Ha PYCCKUM S3bIK, YIMOJHOMOYEHHBIH opraH (
AKCIIEPTHAsI OpraHu3alus) peepeHTHOro rocyaapcTBa B TeueHue 2 pabouux AHEH co AHs
MOJIyYeHUS! TAKUX JIOKYMEHTOB BPYYaeT 3asiBUTEIIO CIIOCOOOM, YKa3aHHBIM B 3asIBJICHHH O
BHECEHUM HM3MEHEHUM, pelIeHHEe O BO3BpaTe YKa3aHHBIX JOKYMEHTOB (C O0OOCHOBaHHEM
PUYMUH BO3BpaTa U COOOIIEHUEM O BO3MOXKHOCTH MOBTOPHOTO MPEJCTaBICHUS IOKYMEHTOB
JI0 UICTEUYCHUSI YKa3aHHOTO B ab3a1ie BTOpoM MyHKTa 75 Hacrosuux [IpaBui cpoka).

77. YOIITHOMOYEHHBIN OpraH (dKCnepTHasi opraHu3aiusi) peepeHTHOTO TocyaapcTBa
MPOBOJUT AKCIEPTU3Y U OPOPMIISET HIKCIIEPTHOE 3aKIFOUECHUE COTJIACHO MPHIIokKeHU o Ne 8 B
teyeHue 30 pabouyux gHEH CO JIHA MPUHATUSA PEHICHHS O Hayaje MpOLEAYphl BHECEHUS
M3MEHEHUI B peTUCTPAIIMOHHOE JOChHE.

78. BIBOJBI, cOnlEeprKalIfecs: B 3KCIEPTHOM 3aKIIOYEHHUH, TOJKHBI OBITH OJIHO3HAYHBIMU
Y TIOHSTHBIMU.

79. OcHOBaHUSMU [Ji1 HNOATOTOBKH YINOJTHOMOYEHHBIM OpPraHoM (3KCHEPTHOMU
opranu3zaiuei) peepeHTHOro rocyjapcTBa KCIEPTHOTO 3aKIIOYEHUS O HEBO3MOXKHOCTH
BHECEHHMSI U3MEHEHUI B PETHCTPALIMOHHOE JTIOCHE SIBISIOTCS:

a) HEJIOCTOBEPHOCTH MPEJCTABICHHBIX CBEJEHUN, OOOCHOBBIBAIOUIUX BHECEHUE
M3MEHEHUH (B TOM YHUCIE BBISBICHHAS MPHU OCYIIECTBICHUH YIOJIHOMOYEHHBIMH OpPraHAMMU
roCyJapCTBEHHOTO KOHTPOJIS (Haa30pa) 3a 0OpalieHneM MEIUIIMHCKUX U3IeTni );

0) OTCYTCTBHE B MPECTABICHHBIX 3asIBUTEIEM JIOKYMEHTAX CBEACHUH, MOATBEPKAAIOIINX
, YTO U3MEHEHHUs], BHOCUMbIE B JJOKYMEHTBI, COAEPKALIMECS B PETUCTPALIMOHHOM J0ChE, HE
BJIEKYT 32 CO0OM M3MEHEHMs CBOMCTB U XapaKTEPUCTUK MEIUIIMHCKOTO U3JIeTHsl, BIUSIOMIMNX
Ha ero 0e30MacHOCTb, Ka4eCTBO M 3(PPEKTUBHOCTH, MU COBEPIICHCTBYIOT CBOWCTBA U
XapaKTepUCTUKU MPU HEU3MEHHOCTH (PYHKIMOHAJIBHOIO Ha3HA4Y€HUs M (WJIM) MpHUHIMIA
NEHCTBUS METUIIMHCKOTO U3/,

B) HEOOXOJAMMOCTh MPOBEACHUS HOBOM PETrHMCTpalid MEIUIMHCKOTO M3JCIHS B
COOTBETCTBHHM C MYHKTOM 67 Hactosmux [IpaBur.

80. YoTHOMOYEHHBIN OopraH (IKCTIEepTHAsI OpraHu3aius) pedepeHTHOTO ToCyIapCcTBa B
teuenue 10 pabounx nHel co aHA odopmieHUs (MOMyUYEHHUsI) SKCIEPTHOrO 3aKIIOYEHUS O
HEBO3MOKHOCTH BHECEHMSI U3MEHEHHI B PETMCTPAMOHHOE TOChE MPUHUMAET PEIICHHE 00
OTKa3¢ BO BHECEHHMHM OSTHUX H3MEHEHMH, O0(QOpMISET W BBIAACT 3aABUTENIO0 CIIOCOOOM,
YKa3aHHbIM B 3asBJIEHUM O BHECEHUM M3MEHEHMI, yBeloMJeHue 00 OTKa3e BO BHECEHUU
U3MEHEHHUN B PETUCTPALIMOHHOE J10Che (C 0OOCHOBAHMEM NMPUYHMH OTKa3a U MPHIOKEHUEM
KOIUM SKCIEPTHOTO 3aKIIOUEHHs] YIOJHOMOYEHHOTO OpraHa (3KCHEPTHOW OpraHU3allMH)
pedepeHTHOro rocyapcTBa U OpUruHaia (Ay0rMkara) perucTpalliOHHOTO YIOCTOBEPEHHUS.

81. Ilocne odopmieHuss B peepeHTHOM TOCYJapCTBE SKCHEPTHOTO 3aKIIOYEHUS O
BO3MOKHOCTH BHECEHHUS U3MEHEHUH B PErMCTPALIMOHHOE JI0ChE YIOJIHOMOYEHHBINM OpraH (



JKCHEpPTHAs oOpraHu3anus) pedepeHTHOTo TrocyJapcTBa pa3Mmeniaer B  CBOEH
MH()OPMALIMOHHON CHUCTEME PErUCTPALIMOHHOE JIOChE, COJEpIKalIee 3asiBJICHUE O BHECEHHUU
WU3MEHEHUH U 3KCIIEPTHOE 3aKIIFOUECHHE.

82. B ciydae oTCYTCTBUS TOCy1apcTBa (IrOCYAapCTB) MPU3HAHKS YIIOJHOMOYEHHBIN OpraH
(axcmiepTHas opraHuzaiys) pedepeHTHOro TocyaapcTa B TeueHue 10 pabouux aHe# co gHS
odOpMIIEHHUS DKCIEPTHOTO 3aKJIIOYEHHS O BO3MOXKHOCTH BHECEHUS H3MEHEHUU B
PErHCTPALlMOHHOE JTOChE:

a) IPUHUMAET PEIICHHE O BHECEHUH U3MEHEHUN B PETUCTPALIMOHHOE 10ChE U Pa3MEIIAET
B €IMHOM peecTpe MEIUIIMHCKUX U3/1ENUi, 3apEeruCTpUPOBAaHHBIX B paMkax Coro3a, CBeICHHUS
O BHECEHUM HM3MEHEHUH B PETMCTPALIMOHHOE J0Che B CcOOTBeTCTBUM ¢ Ilopsakom
dbopMupoBaHus U BeAeHUS UHGOPMAIIMOHHON CUCTEMBI, a TaKXe CKaHUPOBAHHBIC KOIUU
JIOKYMEHTOB, B KOTOPbI€ BHECEHBI U3MEHECHUSI;

0) B Teuenue 10 pabouux AHEH cO AHS MPUHATUA PEIICHUS O BHECEHWU M3MEHEHUM B
PETHCTPALIMOHHOE JTIOChE YBEAOMIISIET 00 ATOM 3asBUTENSL CIIOCOOOM, YKa3aHHBIM B 3asIBJICHUU
O BHECEHUU U3MEHEHUW, a TAaKKE€ B CJIydyae BHECEHUS W3MEHEHHUN B PETHCTPALMOHHOE
YAOCTOBEpEHUE U (MJIM) MPUITIOKEHHE K HEMY OQOpPMIISIET U BBIAAECT 3aABUTENIO CIIOCOOOM,
yKa3aHHBIM B 3asBJICHMM O BHECEHUU W3MEHEHUU, mnepeodOopMIICHHBIE PETUCTPAIMOHHOE
YAOCTOBEPEHUE U MPUIIOKEHHUE K HEMY C COXPAaHEHUEM MPEKHEro HoMepa (C yKa3aHUeM JIaThl
BHECEHHUS COOTBETCTBYIOIINX U3MEHEHUI) U BO3BpAIlAE€T PaHEE BbIAAHHBIE PETHUCTPALIMOHHOE
yIOCTOBEPEHHE U MPUJIOKEHHUE K HEMY C OTMETKOM 00 MX HEIEUCTBUTENILHOCTH (C YKa3aHUEM
JIAThI).

83. B ciywyae Hanmuus rocygapctBa (rocyJapcTB) NPU3HAHUS U MIPU YCIOBUU OTCYTCTBUS
pa3HOTJIaCUM MEXJIYy YIOJHOMOYEHHBIM OpraHoM (9KCHEPTHON opraHu3aiueit)
pedepeHTHOr0 TOCyIapcTBa M YNOJHOMOYEHHBIM OpraHOM (3KCHEPTHOM OpraHu3alueil)
rocyiapctBa (rocyJapcTB) NpU3HAHUS B OTHOIIEHUM COTJACOBAHUSA JKCHEPTHOTO
3aKJIIOYEHUS YMOJHOMOUYCHHBIM oOprad (dKcHepTHAs oOpraHu3amusi) pedepeHTHOro
rocyAapcTBa:

a) B Teuenne 10 paGouux nHEW CO AHS MOJYYEHHUS OT YIMOJTHOMOYEHHBIX OPTaHOB (
HKCIEPTHBIX OPTaHHU3allMii) BCEX TOCYAApCTB MPU3HAHUS TMOATBEPKICHUS COTJIACOBAHUS
AKCIIEPTHOTO 3aKII0YEHUS JTHOO CO JHS UCTEUYEHUS CPOKA, MPEAYCMOTPEHHOTO MyHKTOM 50
HacTosiux [IpaBun (mpu ycioBHUM, YTO 3asiBUTEIEM ObLI IIPEICTABICH B YIIOJTHOMOYEHHBIN
opran (9KCHEPTHYI  OpraHu3aiui) pePepeHTHOro TocylapcTBa  MEPEeBOJ
AKCIUTYaTallMOHHOTO JOKYMEHTA WJIM MHCTPYKUIHUH 1O IPUMEHEHHUIO MEIUIIUHCKOTO U3/IEIIHs,
PYKOBOJICTBA MO CEPBUCHOMY OOCIY>KUBAHUIO U TEKCTAa MapKUPOBKH Ha TOCYJapCTBEHHBIE
S3BIKA TOCYAAPCTB MpU3HAHUA (TIPpU HEOOXOIUMOCTH)), TPUHUMAET PEIICHHE O BHECECHUU
U3MEHEHUN B PErMCTPALMOHHOE JOChE€ M pa3MENIaeT B €IUHOM PEECTPE MEAULIMHCKUX
U3JIeNINM, 3aperucTpupoBaHHbBIX B paMkax Coro3a, CBEJAEHUS O BHECEHUM H3MEHEHUU B



perucTpalMoHHOe J0che B cOoOTBEeTCTBUU C Ilopsnkom ¢opMupoBaHus U BeICHUS
MH()OPMALIMOHHON CHCTEMBI, @ TAaK)KE€ CKAaHUPOBAHHbIE KOMHUH JOKYMEHTOB, B KOTOpBIE
BHECEHbBI U3MECHEHMS;

0) B Teuenue 10 pabouux AHEH co AHS NPUHATUSA PEIICHUS O BHECEHWU M3MEHEHUU B
PETUCTPALIMOHHOE JOChE YBEAOMIISIET 00 ATOM 3asiBUTENSI CIOCOOOM, YKa3aHHBIM B 3asBIICHUU
O BHECEHHWU HU3MEHEHHUM, a TakKe B ClIyyae BHECEHHUS M3MEHEHUW B PETUCTPAIIMOHHOE
YAOCTOBEpPEHUE U (MJIM) MPUITIOKEHUE K HEMY OQOpPMIISIET U BBIAAET 3aABUTENIO CIIOCOOOM,
yKa3aHHBIM B 3asBJCHUM O BHECEHUM W3MEHEHHH, 1epeopopMIICHHbIE PETHCTPALMOHHOE
YAOCTOBEPEHUE U MPUIIOKEHHUE K HEMY C COXPAaHEHUEM MPEKHEro HoMepa (C yKa3aHUEM JIaThl
BHECEHHMSI COOTBETCTBYIOIINX U3MEHEHUI) U BO3BPAILAET PAaHEE BBIIAHHBIE PETMCTPALIMOHHOE
YAOCTOBEPEHHUE U MPUIIOKEHHE K HEMY C OTMETKOM 00 UX HEEHCTBUTENBHOCTH (C YKa3aHUEM
JIaThI).

84. HecornacoBaHue SKCHEPTHOIO 3aKJIIOUEHHUS YIIOJTHOMOYEHHOTO OpraHa (3KCIepTHON
opraHu3aiuu) pe@epeHTHOro rocy1apcTsa B OJHOM M3 TOCYJAapCTB NMPU3HAHUS SIBISETCA
OCHOBaHUEM JIJIsi UCKIIIOUECHMsSI MHPOpManuu 00 3TOM TOCyJapCTBE M3 PETUCTPAIMOHHOTO
YAOCTOBEPEHUSI.

85. Ecnu ynoJITHOMOYEHHBIN OpraH (3KCIEepTHAsI OpraHU3alusl) rocyaapcTBa IpU3HAHUS
HE COTJIacOBajl JKCIEPTHOE 3aKJIIOYEHHE W YMNOJHOMOYEHHBI opraH (dKcrnepTHas
opranuzaiusi) peepeHTHOTO TOCyIapCTBa COIIACEH ¢ BHIBOJIAMU YIIOJTHOMOYEHHOI'O OpraHa
(3KCTepTHOW OpraHu3alu) TOCYJapcTBAa MPU3HAHUS OTHOCHUTEIHHO HEBO3MOXKHOCTH
BHECEHUSI MU3MEHEHHMI B PErUCTPALMOHHOE J0ChE, YIOJHOMOYEHHBIA OpraH (3KCIepTHas
opraHusanus) peepeHTHOro rocyJapcTna:

a) B TeyeHue 10 pabouyux IHEHN cO JTHS MONYYEHHS OT YIMOJHOMOYEHHBIX OPraHoB (
DKCIEPTHBIX OpraHU3alMil) BCEX I'OCYJapCTB INPU3HAHUSA IMOATBEPKACHUS COIJIACOBAHMS (
HECOTJIACOBAHUsI) HSKCHEPTHOTO 3aKJIIOUEeHUs JIMOO CO JIHS UCTEYEHHS CpoKa,
npenycMoTpeHHoro myHkToMm 50 Hactosmux [IpaBui, mpuHUMaeT pelieHue 00 oTKasze BO
BHECEHMH U3MEHEHUH B PETUCTPAIMOHHOE JJ0ChHE;

0) B TeueHue 10 pabouyux OHEN cO JHS NPUHSITUA pellieHUus 00 OTKa3e BO BHECEHHUU
U3MEHEHHI B PETHCTPAIlMOHHOE A0Che OQOPMIISIET M BBIAACT 3asBUTENIO CIOCOOOM,
YKa3aHHBIM B 3asBJIEHUM O BHECEHUM M3MEHEHMI, yBelOMJeHUE 00 OTKa3e BO BHECEHUU
U3MEHEHHI B PETUCTpPAIlMOHHOE J0che (C OOOCHOBAaHMEM MPUYMH OTKa3a, a TaKKE C
MPUIOKEHUEM KOMHUU HKCIIEPTHOIO 3aKIIOUEHHS YIOJIHOMOUYEHHOIO0 OpraHa (3KCHepTHOM
opraHuzanuu) pepepeHTHOro0 rocyJapcTBa, KOMUK (KOIHUIi) TOITBEPKIACHHUS COTTaCOBaHUS (
HECOTJIACOBAaHMUSI) SKCIEPTHOTO 3aKJIIOYEHUS U OpUTrHHaia (qyOauKara) perucTpalioOHHOrO
YJOCTOBEPECHUS).

86. Ecii ynosHOMO4YEHHBIN OpraH (3KCIepTHas OpraHu3alys) rocy1apcTBa MpU3HaAHUS
HE COTIJIacOBajJl JKCIEPTHOE 3aKJIIOYEHHE W YMNOJHOMOYEHHBI oOpraH (3KcrnepTHas
opranuzanusi) pedepeHTHOro TocyJapcTBa HE COTJIaceH C BBIBOJAMH YIOJIHOMOYEHHOTO
opraHa (3KCIepTHOM OpraHu3alyy) rocyJapcTBa NPU3HAHNUS OTHOCUTENBHO HEBO3MOKHOCTH



BHECEHUSI M3MEHEHMI B PErMCTPALMOHHOE J0ChE, YIOJHOMOYEHHBIH OpraH (3KCIepTHas
opraHuzais) peepeHTHOro rocyapcTna:

a) B Teuenue 10 pabouux IHEW cO NHS MOIYUYCHHS OT YIMOJTHOMOYEHHBIX OPTaHoB (
AKCIEPTHBIX OpraHU3alil) BCEX TOCyJapCTB MPU3HAHUS MOATBEPKACHUS COTIACOBAHUS (
HECOTJIACOBAHUS) SKCIIEPTHOTO 3aKII0UEHUs JTU0O0 CO AHA UCTEUYCHUS CPOKA, YCTAHOBICHHOTO
Ha MPEJI0CTaBIEHNE rOCYIapCTBAMU MPU3HAHUS YKa3aHHOTO MOATBEPKIACHUS (IIPU yCIOBUH,
YTO 3asiBUTENEM ObUI MPEACTABJIECH B YIOJHOMOYEHHBIN OpraH (3KCHEPTHYIO OpraHU3aIluIo)
pedepeHTHOTO TocyAapcTBa MEPEBO/ IKCIUTYAaTAIIMOHHOTO JOKYMEHTa WJIM UHCTPYKIUU T10
MPUMEHEHUI0 MEAUIMHCKOrO M3JENHsl, pyKOBOJCTBA MO CEPBUCHOMY OOCIYKHBAHUIO U
TEKCTa MAapKUPOBKM Ha TOCYJapCTBEHHBIEC SI3bIKM TOCYAApCTB MpHU3HAHUA (MpU
HEO0OXOIMMOCTH)):

NPUHUMAET PEUICHHE O BHECEHWHM W3MEHEHUW B PEruCTPAllMOHHOE J0Che U 00
UCKJIIOYEHUH W3 PETUCTPAIMOHHOTO YIOCTOBEpEeHHS HH(MOpMAIMUu O TocyaapctBe (
rocyiapcTBax) MNPU3HAHUSA, YIOJIHOMOYEHHBIM OpPraHoM (PKCHEPTHOM OpraHu3alueii)
KOTOPOTO HE COTJIACOBAHO IKCIIEPTHOE 3aKIFOUCHUE;

pa3MeIlaeT B €IMHOM PEEeCTpe MEAULIMHCKUX U3ENIHM, 3apErUCTPUPOBAHHBIX B pPAMKaX
Coro3a, cCBEIEHHSI O BHECEHUU WM3MEHEHHH B PETHCTPALMOHHOE JOChE B COOTBETCTBHHM C
[Topsinkom opMUpOBaHUS U BeI€HUS] THPOPMALIMOHHON CUCTEMBI, a TAK)KE CKAHUPOBAHHbBIE
KOITMU JJOKYMEHTOB, B KOTOPbIE BHECEHBI N3MEHEHMUS;

0) B Teuenue 10 pabouux AHEH cO AHS NPUHATUA PEIICHUS O BHECEHWU M3MEHEHUN B
PErHCTPAlMOHHOE TOChE:

YBEIIOMJISIET 3asBUTEJIsI O BHECEHWU M3MEHEHUM B PErUCTPALIMOHHOE J0Che U 00
UCKJIIOYEHUU W3 PETHCTPAUMOHHOIO YJIOCTOBEPEHHUS HH(MOpMAIUMU O TocyaapcrBe (
rocyJapcTBax) HpHU3HAHUSA, YIMOJIHOMOYEHHBIM OPraHoM (3KCHEPTHOW oOpraHu3alueil)
KOTOPOIr'0 HE COTJIaCOBAHO 3KCIEPTHOE 3aKIHOYEHUE, CIOCOOOM, YKa3aHHBIM B 3asBJICHUU O
BHECEHMM HW3MEHEHUW (C MPHUIIOKEHHEM KONWHM NOATBEPKICHUS HECOIIaCOBAHUS
AKCIIEPTHOTO 3aKIIIOUEHHUS);

o(opMIISeT U BBLAACT 3asBUTEIIO0 CIOCOOOM, YKa3aHHBIM B 3asBJIICHUH O BHECCHHH
U3MEHEHUH, nepeoopMIICHHbIE PETMCTPALIMOHHOE YIOCTOBEPEHHUE U MPUIIOKEHHE K HEMY,
U3 KOTOPBIX MCKIIOYeHa HH(pOpMalmus O TrocyaapcTBe (rocyaapcrBax) HpU3HAHUS,
YIOJHOMOYEHHBIM OpPraHoM (PKCHEPTHOM opraHu3aiuei) KOTOpPOro He COrIacoBaHO
AKCIIEPTHOE 3aKJIIOUECHUE, U B KOTOPbIE BHECEHBI N3MEHEHUS B COOTBETCTBUU C 3aSIBICHUEM O
BHECEHUM W3MEHEHUH, C COXPAaHEHUEM IPEXKHEro HoMepa (C yKa3aHHUEM JaThl BHECEHHUS
COOTBETCTBYIOIIUX U3MEHEHUM );

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

VL. IIponenypa BHECCHHA H3MCHCHUI B PETHCTPAIMOHHOE IOCHE B YBEAOMUTEILHOM MOPSAIKE



87. Ilpouenypa BHECEHHSI U3MEHEHUN B PETHUCTPALMOHHOE J10ChE B YBEAOMUTEIHHOM
MOPSAKE MPUMEHSIETCS B CJICIYIOMIMNX CIydasix:

a) HU3MEHEHHS KacalTCsl CPOKOB JEUCTBUS JOKYMEHTOB, COJEPKAIIUXCS B
PETUCTPAIMOHHOM JOChe (aKTyalu3alys JOKYMEHTOB PErUCTPAIMOHHOTO TIOChE 3asBUTEIIEM )
;

0) WM3MEHEHHsI BHOCSTCS MPOM3BOJAUTENIEM MEIMUIIMHCKUX H3JENUil Kiacca
MOTEHIMAIILHOTO PUCKA MIPUMEHEHUs | WM HECTEPWIHHBIX MEAUIIMHCKUX U3JCNIHI Kiacca
MOTEHIIMAJIbHOTO PUCKAa MPUMEHEHHUs 2a, MPOLIEAIINM OLIEHKY CHCTEMBbl MEHEIKMEHTa
KadyecTBa MEIUIIMHCKOTO M3JeNus (BKJIIOYas MPOIECChl MPOSKTUPOBAHUS U Pa3pabOTKU
MEIUIIMHCKUX HW3JCNHil) B COOTBETCTBUM C TpeOOBaHUAMH K CHCTEME MEHEIKMEHTa
Ka4ecTBa;

B) U3MEHEHMSI KacaroTCsl CIEIYIONIUX CBEACHUM O MPOU3BOAUTENIC MEIUIIMHCKOTO
U3JIENIVS WIN €0 YIIOJHOMOYEHHOM IIPEICTaBUTEIE:

HAaUMEHOBAHUE IOPUAMYECKOTO Julla (MOJHOE U COKpalleHHOe (MpU HAJIMYKK), B TOM
yucie (GupMeHHOe, HAaUMEHOBAaHHUS), aJpec MecTa HaXOXJICHHS WU aJpec MecTa
OCYILIECTBJICHUS AESATEILHOCTH;

dbamumnus, uMsi, OTYECTBO (MPU HATMYMH), AAPEC MECTa KUTEIbCTBA UHAUBUAYATBHOTO
MpEANTPUHUMATEIIS WM aJpeC MECTa OCYIIECTBICHUS ACATEILHOCTH U PEKBU3UTHI JJOKYMEHTA
, YIOCTOBEPSIOIIETO JIMYHOCTb;

') UI3MEHEHUS HAMMEHOBAHUSI MEIUIIMHCKOTO U3/IeNUs B YaCTH TOBAPHOI'O 3HAKA U MHBIX
CPEACTB MHIMBUAYAIU3AIUY;

1) U3MEHEHHUS 3aKIIF0Yal0TCs B UCKIIIOUEHUH CBEICHHUM 0 MOJen (MapKe) METUIIMHCKOTO
W3JICNIHS U3 PETUCTPAIMOHHOTO YA0CTOBEPEHHUS.

88. B mensix BHECEHHS] UBMEHEHUN B PETUCTPALMOHHOE 10ChE B YBEIOMHUTEIBHOM
MOPSIZIKE 3asiBUTEINIb HAIPaBIISIET B YIIOJTHOMOYEHHBIH OpraH (PKCIEPTHYIO OPTaHU3AIIUIO)
pedepeHTHOT0 roCy1apCTBa CIEIYIONTUE JOKYMEHTHI U CBEACHHUS:

a) 3asABJICHUE O BHECEHUM M3MEHEHHI B PETUCTPAIIMOHHOE JIOChE B YBEIOMHUTEIHLHOM
nopsake (Ha OymMa)KHOM HOCUTeNe W (WJIM) B BJEKTPOHHOM BHJE) MO (opMe coriacHo
npuiioxkeHuto Ne 9 (anee B HacTOsIIIEM pasielie — 3asBJICHUE O BHECEHUH U3MEHEHUN);

0) komusi JAOKYMEHTa, MOJTBEPKAAIOIIEr0 MOJTHOMOYMS YHNOJTHOMOYEHHOTO
NpeACTaBUTENS TPOU3BOAUTENS (NP HAIMYUU YIMOJIHOMOYEHHOTO MPEACTAaBUTENS
MIPOU3BOIUTEIIA);

B) JIOKYMEHTHI U CBEJEHHUS O COOTBETCTBYIOIIUX MU3MEHEHUSAX, B TOM YUCJE JOKYMEHTBHI,
MOATBEPKAAIONINE U3MEHEHHUS U CBUJIETEIbCTBYIONIME O TOM, YTO BHECEHUE ATUX U3MEHEHUM
HE BJIEUYET 3a COOONl M3MEHEHHSI CBOWCTB M XapaKTEPUCTHUK MEAUIUHCKOTO H3JENHs,
BIIUSIOIIMX Ha €ro 0€30MacHOCTh, Ka4yecTBO U 3((PEKTUBHOCTH, UIU COBEPUIEHCTBYET €T0
CBOMCTBA M XapaKTEPHUCTUKU MPU HEM3MEHHOCTH (YHKIIMOHAIBHOTO HAa3HAYCHUS W (WJIH)
NPUHLHUIIA TEUCTBUS METULIMHCKOTO U3EIUS;



I') OTYETHI O pe3yiabTaTax NEPBUYHOIrO, MEPUOIUYECKOTO (TIJIAHOBOI0) U BHETUIAHOBOTO
MHCIIEKTUPOBAHUS IPOU3BOJICTBA (B Ciy4ae, MPeAyCMOTPEHHOM MOJAMYHKTOM "0" myHkTa 87
Hactosamux [IpaBuin);

1) KOMIUU JOKYMEHTOB, MOJATBEPKIAIOIINX OIJIATy MPOLEeayphl BHECEHHUS] U3MEHEHUN B
PETHCTPAIIMOHHOE TIOCHE B YBEIOMUTEIHFHOM MOPSIKE B pepepeHTHOM TOCyAapCTBe, a TAKKE
BBIJJAYM PETHCTPALIMOHHOTO YJOCTOBEpPEHHsT B pedepeHTHOM rocyaapcTBe (Impu
HEOOXOIUMOCTH);

€) OpUTHHAJ PETUCTPAIMOHHOTO yA0CTOBEpeHUs (y0nuKkar) (B ciryyae HEOOXOIUMOCTH
BHECEHUS B HETO U3MEHEHHUN);

) OMKCHh JOKYMEHTOB.

89. 3asBiieHHUE O BHECCHUU U3MEHEHUHN U JOKYMEHTHI, MOJTBEPKIAI0IINE U3MECHEHUS (B
TOM YHCJ€ OTYEThl O pe3yJbTaTaxXx HHCIEKTUPOBAHUS MPOU3BOJICTBA), pa3MEUIAIOTCA
YIOJIHOMOYEHHBIM OpPraHoOM (SKCHEpPTHOW oOpraHu3alueil) pedepeHTHOTrO TocydapcTBa B
cBoel MHGOPMAIIMOHHOW CUCTEME C MPEJOCTABICHUEM JOCTYyNa TOJHKO YHOJIHOMOYEHHBIM
opraHaMm (9KCIEpPTHBIM OpraHu3alusiM) pedepeHTHOTo TrocynapcTBa U TocyaapctBa (
rocyAapCTB) MPU3HAHUS.

90. YorHOMOYEHHBIN opraH (9KCHEpTHAsI OpraHu3aius) peepeHTHOTrO rocy1apcTBa B
TeueHue 7 pabouux JHEH CO JAHS MOCTYIUICHUS 3asBJICHUS O BHECEHUU U3MEHEHUM, a TaKkKe
JIOKYMEHTOB U CBEJICHUM, YKa3aHHBIX B MyHKTe 88 HacTosmux [IpaBui, npoBOAUT MPOBEPKY
MOJIHOTHI U JJOCTOBEPHOCTH COJEPKAIIMXCSA B HUX CBEICHUM (B TOM UYHUCIE CpOKA JEHCTBUS
OTUYETOB O PE3yJIbTaTaX UHCIIEKTUPOBAHUS MMPOU3BOJICTBA).

91. B cnydae ecnu 3asBJICHUE O BHECEHWHM U3MEHEHHI MPEACTABICHO C HApPYyIIEHUEM
TpeboBaHuil HacTosuX [IpaBusl, COAEPKUT HEAOCTOBEPHBIEC CBEACHUS U (MJIM) IOKYMEHTBI U
CBEJICHUS, YKa3aHHbIE B MMyHKTe 88 HacTosmux [IpaBui, mpeacTaBieHbl HE B TTOJIHOM 00beMe,
YIOJIHOMOYEHHBIN OpraH (3KCHEpTHAsi OpraHu3aiys) pepepeHTHOro ToCyAapCTBa B TEUEHUE
7 pabouyux HHEH CO JOHS TOCTYIUICHUS TaKUX 3asBJICHUSA, TOKYMEHTOB U CBEJCHUM
YBEIOMIISIET 3asBUTEIS O HEOOXOIUMOCTH YCTPAHECHUS BBISBJICHHBIX HApYHICHUH U (WJIH)
MPEJCTABICHUS OTCYTCTBYIOIMX JTOKYMEHTOB B TedeHue 30 paboumx gHEH cO JHS
pa3MeIlleHuss COOTBETCTBYIONIEr0 yBEAOMJIECHHUS B HHGPOPMAIIMOHHOM cHCTEMe
YIIOJTHOMOUYEHHOTO OpraHa (3KCHEepTHOM opraHu3aluu) peepeHTHOro rocyapcTaa Jinbo co
JTHSI HAITPaBJICHUS YBEAOMIICHUS 3asBUTEIIO CIIOCOOOM, YKAa3aHHBIM B 3asBJICHUU O BHECEHUU
W3MEHEHUM.

92. B cnyuae ecnu no uctedeHun 30 pabouyux JHEH 3asBUTENEM HE yCTpPaHEHBI
BBISIBJICHHBIC HapylieHUs W (WIM) HE MPEACTaBICHBl OTCYTCTBYIOIIHE JOKYMEHTHI,
YIIOJIHOMOYEHHBIN OpTaH (IKCIEPTHAsI OpraHu3aius) peepeHTHOr0 TOCyAapCTBa B TCUCHUE
3 pabouux AHEN NMPUHUMAET PEIIEHUE O BO3BpaATE 3asIBJICHUS O BHECEHHH M3MEHEHUH U
JIOKYMEHTOB (C 000CHOBaHMEM MPUYUH BO3BpATA).

93. B teuenue 3 pabouux AHEW CO OHS MPEJCTABICHHS 3asBJICHUS O BHECEHUU
M3MEHEHUM, IOKYMEHTOB U CBEJICHHM, COOTBETCTBYIOIIUX TpeOoBaHusiM HacTosux [IpaBun,



a TaKXke B Cllydae YCTPAaHEHHsI B yCTAHOBJEHHBIM MyHKTOM 91 HacTtosmmx IIpaBuir cpok
BBISBJICHHBIX HapylleHUH U (WIM) MPEICTABICHUS JIOKYMEHTOB, COOTBETCTBYIOUIUX
TpeboBaHUAM HacToAmuX [IpaBui, yrnmoaHOMOYEHHBIH OpraH (SKCIEpTHAs OpraHU3allus)
pedepeHTHOro rocygapcrBa NPUHHUMAET pELICHHE O Hayaje Mpoleaypbl BHECEHHS
W3MEHEHUHN B PETUCTPALIMOHHOE JOCHE B YBEAOMMUTEIBLHOM IOPSAJIKE M pa3MENIaeT B CBOEH
UH(OPMAIMOHHOM CHUCTEME PETHCTPAIIMOHHOE JIOChE, COJiepiKalliee 3asBICHHE O BHECEHUU
W3MEHEHHM.

94. B cimyyae eciu CpOK JIEHCTBUS OTUETa O PE3yJbTaTaX WHCIEKTHPOBAHUS
MPOU3BOJACTBA MCTEK (I cllyyas, NMPEeIyCMOTPEHHOro mnoAnyHKToM "O" myHkTa 87
Hactosmux [IpaBui), 3asBi€HME O BHECEHMM W3MEHEHHUH HE NPUHMMAETCS M BHECEHUE
U3MEHEHHI B PETUCTPALMOHHOE JOChE NPOBOJAUTCS B COOTBETCTBUM C MPOLEAYPOH,
MPElyCMOTPEHHOM pa3aenioM V Hactosmux [Ipasu.

95. BHeceHue M3MEHEHUM B PETHCTPALMOHHOE JIOChE B YBEIOMHUTEIBHOM MOPSIAKE
OCYLIECTBIISICTCA YIOJIHOMOYEHHBIM OPraHoM (3KCIEPTHOM OpraHuzanuen) pe@epeHTHOro
rocyzapcTa B TedeHue 15 pabouyux gHEH co THA MPUHSATHUS PELISHUs O Havalie MpOoLeyphl
BHECEHUSI N3MEHEHUI B PETUCTPALIMOHHOE TI0CHE B YBEAOMUTEIBHOM HOPSIIAKE.

96. IIponienypa BHECEHUSI N3MEHEHHUI B PETHCTPALIMOHHOE JIOChE B YBEIOMUTEIBHOM
nopsiike He TpeOyeT corjacoBaHUsA C ToCyAapCTBaMu Npu3HaHUA. B cBsI3u ¢ 3TUM
roCy1apCTBa MPU3HAHHUS B 3asIBJICHUN O BHECEHUU U3MEHEHHUN HE YKa3bIBAKOTCA.

97. B cimyyae eciy BHOCUMBIE U3MEHEHMSI KacarOTCs CBEACHUM, COAEPKALIUXCS B
PETUCTPAIIMIOHHOM YJIOCTOBEPEHUH, YIOJIHOMOUYEHHBIH OpraH pedepeHTHOro rocyaapcraa
BBIJIAET HOBOE PETHCTPAIIMOHHOE YJOCTOBEPEHHE C COXPAHEHHEM IPEKHEro Homepa (C
yKa3aHUEM JaThl BHECEHUS COOTBETCTBYIOIINX U3MEHEHUN ).

98. OcHoBaHUSMM IJIsl MPUHSTHS YHNOJTHOMOYEHHBIM OpPraHoM (dKCHEpPTHOMN
opraHu3zalueil) pepepeHTHOro rocyjapcTBa peuieHus: o0 0Tkaze BO BHECEHUM W3MEHEHUN B
PEruCTPalMOHHOE 10ChE B YBEJOMUTEIBLHOM ITOPSAKE SABIISIOTCS:

a) HEJOCTOBEPHOCTbh NPEICTABICHHBIX CBEIECHUH, OOOCHOBBIBAIOIIUX BHECEHUE
W3MEHEHUH B YBEJOMUTEIBLHOM MOPSAKE (B TOM YHCIIE UCTEYEHUE CPOKA JEUCTBHSI OTUETA O
pe3yibTaTax MHCIIEKTUPOBAHUS IPOU3BOICTBA);

0) HECOOTBETCTBHE MPECTABICHHBIX TOKYMEHTOB U CBEICHUI MYHKTY 88 HACTOSIIHUX
[TpaBwu;

B) HEOOXOJMMOCTh HPOBEICHHS HOBOM pPETrHCTpallUd MEIULMHCKOTO HM3JENUs B
COOTBETCTBHHM C MyHKTOM 67 Hactosmux [IpaBu;

I') HECOOTBETCTBME BHOCUMBIX U3MEHEHUMN CIy4yasM, YKa3aHHBIM B IIYHKTE 87 HACTOSIIMX
[IpaBu.

99. YnonHOMOYEHHBIN opraH (SKCHepTHAsl opraHu3aius) peepeHTHOro rocy1apcTa B
TeueHue 5 paboumnx AHEH cO JHS MPUHSATHS PEIICHHS 00 0TKa3e BO BHECCHUM M3MEHEHUU B
PETUCTPAIIMOHHOE J0ChE B YBEIOMHUTEIBHOM MOPSJIKE OPOPMIISIET M BBIJAET 3asBUTEIIO
cocoOOM, YKa3aHHBIM B 3asBJIEHUU O BHECEHWHU U3MEHEHUH, yBEIOMJIEHHE 00 OTKa3e BO



BHECEHUM H3MEHEHUW B PErHCTPALlMOHHOE JOChE B YBEAOMMUTEIBHOM IIOPSANKE C
000CHOBaHMEM, a TAKXKE BO3BpAIAET 3aiBUTEII0 CIIOCOOOM, YKa3aHHBIM B 3asBJICHUU O
BHECEHUU M3MEHEHUH, paHee BBbIJIaHHbIE PETHCTPALMOHHOE YJOCTOBEepeHHE (IyOsiuKaT) u
IPWIOKEHHUE K HEMY B CITy4ae UX MPEIOCTABIICHHUS.

100. YnomHOMOYEHHBIN OpraH peepeHTHOr0 rocyJapCcTBa B TE€UCHHUE S5 pabouux JHEH cO
IHS TIPUHATUS PELIIEHUS O BHECEHMM HM3MEHEHHUM B PpETUCTPAlMOHHOE [OCHhE B
YBEIOMUTEIBHOM MOPSJIKE:

a) pa3MellaeT B €IMHOM PEECTpe MEAUIIMHCKUX U3JIEINN, 3apEerUCTPUPOBAHHBIX B paMKax
Coro3a, cBeIeHUSI 0 BHECEHHHM MU3MEHECHHUUN B PETMCTPALIMOHHOE JOChE B COOTBETCTBUHU C
[Topsinkom popMupoBaHus U BeeHUS NHPOPMAIIMOHHOMN CHUCTEMBI, a TAK)KE€ CKaHUPOBAHHBIE
KOIIMH IOKYMEHTOB, B KOTOPbIE BHECEHBI U3MEHEHNS;

0) oopMIIsieT U BBIAACT 3aBUTEIIO CIOCOOOM, YKa3aHHBIM B 3asIBICHHH O BHECEHUU
U3MEHECHUI, YBEIOMJIICHUE O BHECEHMM H3MEHEHHM B PErMCTPALMOHHOE JOChE B
YBEJOMUTEIBHOM MOPSAKE, a TakXke MNpu HEOOXOAUMOCTH MepeodOopMIICHHbIE
PETHCTPALIMOHHOE YIOCTOBEPEHHUE U MPUJIOKEHUE K HEMY C COXPAHEHUEM IIPEKHETO HOMEPA
(c ykazaHueM JaThl BHECEHHSI COOTBETCTBYIOLIUX U3MEHEHUN);

B) BO3BpAIIlA€T 3asBUTENIO CIIOCOOOM, YKa3aHHBIM B 3asIBJICHUN O BHECEHUU U3MEHEHUH,
paHee BBbIJIaHHbIE PETUCTPALMOHHOE yIOCTOBEpeHUe (IyOJIMKAT) U MPUIIOKEHUE K HEMY C
OTMETKOHM 00 MX HEJECUCTBUTEIBHOCTH (C YKa3aHUEM JIaThl) B CIIy4ae UX MPEAOCTaBICHHUS.

VIL. IIpouenypa BeAa4H JyOMKaTa pErHCTPAMOHHOTO YAOCTOBOPEHUA

101. B ciyuyae yTpaThl (IOpYM) pETUCTPALIMOHHOTO YAOCTOBEPEHUS 3aBUTEb BOPaBE
00paTUThCS B YIIOJHOMOYEHHBIN opraH pedepeHTHOTO TOCYyAapCTBA C 3asgBICHUEM O BbIJaue
nyOnuKaTa pPEerUCTPAllMOHHOTO YJIOCTOBEpeHHs (Ha OyMakHOM HocuTele u (WJh) B
AJIIEKTPOHHOM BUJIE) 1O (hopMe coryiacHo mpuioxeHuto Ne 10.

102. B ciiydyae mopyd perucTpalMOHHOTO YJAOCTOBEPEHUS K 3asBJICHHUIO O BbIJaue
nyOiaMKaTa perucTpaliioOHHOTO YAOCTOBEPEHUS MIPUIIATaeTCsl UCTIOPUYCHHOE PETHCTPAIIMOHHOE
YAOCTOBEPEHHE.

103. B teuenue 5 pabouux THEH CO THS MOJy4YECHMs 3asBIEHUS O BblAaue MyOnmuKara
PETUCTPALIMOHHOTO YJOCTOBEPEHHMs YIOJIHOMOUYEHHBIH OpraH pedepeHTHOTO rocyapcTBa
obopMiIsieT Ha OyiaHKe OyOJIMKAT PErHCTPALIMOHHOIO YAOCTOBEPEHHUS W BBIAAET €T0
3asBUTEIIO0 CIIOCOOOM, YKa3aHHBIM B 3asBJICHHHM O BbIJaue JyOJIMKaTa PErUCTPalMOHHOTO
YAOCTOBEPEHUSI.

104. B ciyuae ecnu npeacTaBiIeHHOE 3asBJICHNE O BbIaue AyOIruKaTa perucTpalioHHOrO
yaocToBepeHus: oGOpMIJIEHO HEHajjIeXalmuM o6pa3oM W (WJIM) B HEM YKa3aHbl
HEJIOCTOBEPHBIC CBEJICHMS, YIIOJITHOMOYCHHBIN OpraH peepeHTHOTro rocyaapcTsa opopmisieT
penieHre 00 oTka3e B Bbiaue qyOauKaTa perucTpaliiOHHOTO Y0CTOBEPEHUSI.



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

105. TIpouenypa perucrpanuu MEAULIMHCKOTO W3AECIHUS, 3apPETrUCTPUPOBAHHOTO B
COOTBETCTBUU ¢ Hactosmumu [IpaBunamu, B rocymapcrBax-ujieHaX, HE YKa3aHHBIX B
pEeTUCTPAllUOHHOM  yJAOCTOBEPEHHHU,  OCYIIECTBISETCS MyTeM  COTJIaCOBaHUSs
YIOJIHOMOYEHHBIMU OpTraHaMH (IKCMEPTHBIMH OpPTaHU3AIUsSMH) 3TUX TOCYJIapCTB-YJICHOB
JKCIepTHOTO 3akitodeHus. [lo wuToram cornacoBaHHs YINOJHOMOYEHHBIM OpPraHOM
pedepeHTHOTO rOCYIapCTBa BHIIACTCS PETUCTPAIMOHHOE yIOCTOBEPEHHUE C YKA3aHUEM BCEX
roCyJ1apCcTB MPHU3HAHUS, YHOJHOMOUYCHHBIMU OpraHaMu (DKCIEPTHBIMH OPTaHU3AIUSIMH )
KOTOPBIX COTIACOBAHO 3KCIEPTHOE 3aKIIOUCHHUE.

106. 3asiBUTENb IPEACTABISIET B YIOJHOMOUYEHHBIA OpraH (3KCHEPTHYIO OpTraHU3aIUIo)
pedepeHTHOro rocyaapcTBa CaeAyoue JOKYMEHThI (KOMUU IOKYMEHTOB):

a) pEerucTpallMOHHOE J0Che, COoJepIKallee 3asBICHUE O MPOBEIACHUU COTJIACOBAHUS
AKCIEPTHOIO 3aKJIIOUYEHHS Ha 3apErMCTPUPOBAHHOE MEIMLMHCKOE H3Jeiue (C yKa3aHHEM
rocyJiapcTea (rocyaapcTB) NpU3HAHUS, HE YKA3aHHOTO B PETUCTPALIMIOHHOM YJI0OCTOBEPEHHH )
(Ha 6yMa>XHOM HOCHTEJNE U (WJIM) B DJIGKTPOHHOM BHUJIE) IO ()OPME COTIIACHO MPUIIOKEHUIO No
11 (manmee B HacTOSIIIEM pa3jielie — 3asiBJIEHUE O COTJIACOBAHUU SKCIEPTHOTO 3aKJIIOUYEHUS) U
JIOKYMEHTBHI 10 TIEPEUHIO COTJIACHO MpUiIokeHuto No 12;

0) Konmuu TOKYMEHTOB 00 OIUIaTe BHIAAYM HOBOTO PETHCTPAIIMOHHOTO YIOCTOBEPEHUS B
pedepeHToM rocygapcTse (Mpy HATUYUKA COOTBETCTBYIOIIMX TPEOOBAHM);

B) KOMUU JOKYMEHTOB 00 OIJIaTe MPOLEAYPhl COrNIACOBAHUS IKCIIEPTHOIO 3aKJIIOYEHHUS B
rocynapctBe (rocyapcTBax) MNpHU3HAHUS, YKa3aHHOM B 3asBICHUH O COTJACOBAHUU
AKCIIEPTHOTO 3aKJIFOUEHHS.

107. YnonmHOMOUYEHHBIH opraH (3KCHepTHas opraHu3aius) pedepeHTHOTO TocyaapcTBa B
TeueHue 7 paboumx JHEW CO JIHS MOCTYIUICHUS 3asBJICHUS O COTJIAaCOBAHMHU DKCIIEPTHOTO
3aKJIFOYEHUS] U JIOKYMEHTOB, yKa3aHHbIX B myHKTe 106 nHactosimux IlpaBun, mpoBoauT
POBEPKY MOJHOTHI U JOCTOBEPHOCTH COJIEPXKAIIMUXCS B HUX CBEACHUIA.

108. B cnyuae ecnu 3asBJI€HUE O COTIACOBAHUU SKCIIEPTHOTO 3aKJIFOUEHHUS TPEACTABIEHO
C HapylleHueM TpeOoBaHUN HacTosmux [IpaBui, comep UT HETOCTOBEPHBIE CBEIECHUS U (
WJIM) JOKYMEHTHI, yKa3aHHble B myHKTe 106 HacTosmux [IpaBui, npeactaBieHbl HE B TOJTHOM
o0BeMe, YITOJTHOMOYEHHBIN opraH (dKCIepTHasE OpraHu3aius) peepeHTHOro rocy1apcTaa B
TeueHue 7 pabouux JHEN CO JIHS MOCTYIUICHUS TaKUX 3asBJICHUS U IOKYMEHTOB YBEIOMJISET
3asIBUTENS 0 HEOOXOIUMOCTH YCTPAHESHHUS BBISIBICHHBIX HAPYIICHUHN U (W) TPEICTaBICHUS
OTCYTCTBYIOIIUX JTOKYMEHTOB B TeueHue 30 paboumx JHEH co AHSA pa3MelleHus
COOTBETCTBYIONIETO YBEIOMIICHUS B HHPOPMAIIMOHHON CHCTEME YITOJTHOMOYEHHOTO OpraHa (
AKCIEPTHON OpraHu3alu) pepepeHTHOro rocygapctBa JuOO CO JIHS HampaBlICHUS
YBEJIOMIICHHS 3aIBUTENIO CIOCOOOM, YKa3aHHBIM B 3asBJICHHH O COTVIACOBAHUM 3KCIEPTHOIO
3aKITFOUCHMUS.



109. B cnygae ecnu mo uctedyeHun 30 pabouyux aHEH 3asBUTENEM HE yCTpPaHEHBI
BBISIBJICHHBIC HapylieHus W (WIM) HE MNPEACTaBICHBbl OTCYTCTBYIOIIHE JOKYMEHTHI,
YIIOJIHOMOYEHHBIN OpTaH (IKCIEPTHAsI OpraHu3aius) peepeHTHOr0 TOCyAapCTBa B TCUCHUE
3 pabouux AHEH NMPUHUMAET PEIIeHHE O BO3BpaTe 3asBJICHUS O COTJACOBAHUU DKCIIEPTHOTO
3aKJIIOUEHUS U IOKyMEHTOB (C 000CHOBaHHEM MPUYKH BO3BpaTa).

110. B teuenue 3 pabouux gHEH CO AHS MPEACTABICHUS 3aSBJICHUS O COTJIACOBAHUU
AKCHEPTHOrO 3aKIIOYEHHS M JTOKYMEHTOB, COOTBETCTBYIOIIMX TPEOOBAHUSM HACTOSILIUX
[IpaBui, a TakKe B Cilydae yCTPAHEHHs B YCTaHOBIJICHHBIN MyHKTOM 108 HacTosiuux [IpaBui
CPOK BBISIBJICHHBIX HapyIIEHUW W (WJIM) NPEACTaBICHUS JOKYMEHTOB, COOTBETCTBYIOIIHNX
TpeboBaHusAM HacTosuX [IpaBui, yrmoaHOMOYEHHBIH OpraH (dKCIEpTHAsi OpraHU3aIvs)
pedepeHTHOro rocy1apcTBa MPUHUMAET PEIICHHE O MPOBEACHUU MPOLEAYPhl COTIACOBAHUS
SKCIEPTHOIO 3aKJIOUEHHS Ha 3apErMCTPHUPOBAHHOE MEIUIIMHCKOE U3JIEJIUE U pa3MEIlacT B
cBoell MH(OPMAIIMOHHOM CHCTEME PErHCTPAIlMOHHOE J0ChE, COJIEepKalllee 3asBJICHUE O
COIJIaCOBaHUM 3KCIEPTHOIO 3aKIHOYEHUS.

111. CornacoBanue 3KCHEPTHOTO 3aKIFOUCHUS TOCYIapCTBAMU MPU3HAHUS, YKa3aHHBIMU
B 3a5BJICHUU O COTJIACOBAHUU 3KCIEPTHOIO 3aKJIFOUEHHUS, OCYIIECTBIISIETCSI B COOTBETCTBUU C
nyHKkTamu 46, 48 — 52 u 54 nacrosuux [IpaBui.

112. HecornacoBaHue 3KCIEPTHOTO 3aKJIKOYEHHS] B OAHOM U3 TOCYJapCTB MPHU3HAHUSA,
YKa3aHHBIX B 3asIBJICHUU O COIJIACOBAHHUM SKCIEPTHOTO 3aKIIOUCHHUS, SIBISETCSI OCHOBAHUEM
JUIsl OTKa3za B OOpallleHuu MEIUIMHCKOTO HW3JeNIUsl Ha TePPUTOPHUHU 3TOr0 rocyaapcTBa
MPU3HAHUS.

113. B teuenne 10 pabouux gHEN cO JHS MOTYUYCHHS OT BCEX YIOJHOMOYEHHBIX OPTaHOB
(3KCHEepTHBIX OpraHu3aluil) TOCYIApCTB MpPHU3HAHUSA, YKa3aHHBIX B 3asBJIEHUHU O
COTJIACOBAHUU 3KCIIEPTHOIO 3aKJIIOUEHHUS], TOATBEPKICHUS COTNIACOBaHUA (HECOTJIacCOBaHU)
AKCHEPTHOrO 3aKJIIOUEHUS JIMOO CO JTHA UCTEUEHHs] CPOKA, YCTAHOBIEHHOIO MyHKTOM 50
Hactosiux [IpaBui, ymoJHOMOYEHHBIM OpraH (SKCHEpTHas opraHu3aius) pe@epeHTHOTro
rocyJlapcTBa NPUHUMAET pEIIEHHE O BblJlaue Mepeo(OPMIIEHHOTO PETUCTPALIMOHHOTO
YIAOCTOBEPEHUS (B Cllyyae HaJIUYMs TOCYAapCTB MPU3HAHUS, YIIOJTHOMOUYEHHBIMU OpraHaMu (
AKCIIEPTHBIMU OPraHU3alUsIMU) KOTOPBIX COTJIACOBAHO JKCIEPTHOE 3aKiIt0YeHue) audbo o0
OTKa3e B BbIJa4e MNEPEOPOPMIIEHHOTO PErMCTPALMOHHOTO YAOCTOBEpEeHUs (B ciyyae
OTCYTCTBUSI TOCYJIapCTB TMPU3HAHUS, YMOJIHOMOYEHHBIMM OpraHamMu (SKCHEPTHBIMU
OpraHu3alUsIMH) KOTOPBIX COIIACOBAHO AKCIIEPTHOE 3aKIIOUEHHUE).

B Tedenne 10 paGouux mHEN co THS MPUHATHUS PEUICHUS O BbIaye rnepeodopMICHHOTO
PETUCTPALIMOHHOTO yAOCTOBEPEHHUS YINOJHOMOYEHHBIM OpraH (SKCHEpTHas OpraHu3alus)
pedepeHTHOTo rocy1apCcTBa:

pa3MellaeT B €IMHOM PeecTpe MEAUIIMHCKUX U3EIHUM, 3apErUCTPUPOBAHHBIX B pAMKax
Coto3za, napopmaruio 00 yKa3aHHBIX B 3asBJIEHUU O COTJIACOBAHUHU IKCIEPTHOTO 3aKIIOYCHHS
rocyJapcTBax MpU3HAHMS, YIIOJIHOMOYEHHBIMU OpraHaMu (IKCIEPTHBIMH OPTraHU3aIUsSIMHU)
KOTOPBIX COIJIACOBAHO JKCIEPTHOE 3aKJIIOYEHHE, a TaKKe CKAaHUPOBAHHBIE KOIUHU



JIOKyMEHTOB, B KOTOPBhIE BHECEHBI U3MEHEHUS, B COOTBETCTBUU ¢ [lopsiakoM GopmMupoBanus
1 BeJICHUS] UH(POPMAIIMOHHOM CUCTEMBI;

oopMIISeT U BBIJAET 3aSIBUTEIIO CIIOCOOOM, YKA3aHHBIM B 3asiBJICHUHU O COTJIACOBAaHUU
AKCHEPTHOTO 3aKJIIOUYEHHUs, MepeoPOpPMIIEHHOE PETUCTPALMOHHOE YJIOCTOBEpEHUE U
MPUIOKEHHE K HEMY C COXPAaHEHHUEM IPEKHEro HoMmepa (C yKa3aHHEM BCEX IOCyJapCTB
NPU3HAHUS, YMOJHOMOYEHHBIMU OpraHaMu (IKCIEPTHBIMH OPTraHU3alMsIMU) KOTOPBIX
COIJIaCOBAHO 3KCIEPTHOE 3aKJIFOUYEHUE, U AaThl BHECEHUSI COOTBETCTBYIOLIUX U3MEHEHUN);

BO3BpAIllaeT 3asBUTEII0 CMOCOOOM, yKa3aHHBIM B 3afBJICHHUH O COTJIACOBAHUH
HKCIIEPTHOTO 3aKJII0YEHUS], PAHEE BBIJJTAHHBIE PETUCTPAIIMOHHOE YAOCTOBEpEHHUE (yOIHKaT) U
MPWIOKEHUE K HEMY C OTMETKON 00 UX HEACUCTBUTENBHOCTH (C YKa3aHUEM JIAThI);

BBIJIACT 3asBUTEIIIO CIIOCOOOM, YKa3aHHBIM B 3asBJICHMHM O COTJIACOBAHUU DKCIIEPTHOTO
3aKJTIOYCHUS, YBEAOMIICHHE 00 OTKa3e B PErUCTPAIMH MEIUIIMHCKOTO U3/IETHUS TOCYIapCTBOM
OpU3HAHUSA, YKa3aHHbIM B 3asBJIICHUHM O COTJIACOBAHUM SKCIEPTHOTO 3aAKIIOYEHHUS, C
MPUJIIO)KEHUEM KOMHMHM TMOJATBEPKICHUS HECOTJIACOBAHUS HSKCIEPTHOIO 3aKIIOYECHUS
YIOJHOMOYEHHBIM OpPraHoOM (IKCHEPTHOW OpraHu3alueil) yka3aHHOTO rocylapcTBa (mpu
HaJIMYUU rOCyAapCTBa MPU3HAHUS, YIIOJTHOMOUYEHHBIM OPraHoOM (SKCIIEPTHON OpraHu3alneil)
KOTOPOI'O HE COTJIaCOBAHO IKCIEPTHOE 3aKIIFOUECHHE).

B teuenune 10 pabGouux nHEW CO JIHS NPUHATUS pelieHUs o0 OTKa3e B BhIJaue
nepeoOPMIIGHHOTO PETUCTPAIIMOHHOTO YJIOCTOBEPECHHUSI YIOJHOMOYEHHBIH opraH (
AKCIIEPTHAs OpraHu3aius) peepeHTHOro rocy/1apcTBa:

BO3BpAIllaeT 3asBUTEII0 CIOCOOOM, YKa3aHHBIM B 3aABJIECHHH O COTIJIACOBAaHHUU
HKCIIEPTHOTO 3aKJIIOYEHUS], PAHEE BBIJIAHHBIE PETUCTPAIIMOHHOE YAOCTOBEpEHHUE (IyOIHUKaT) U
MPUJIOKEHHUE K HEMY;

BBIJIACT 3asBUTEIIO CIIOCOOOM, YKa3aHHBIM B 3asBIICHUH O COTJIACOBAaHUU DKCIIEPTHOTO
3aKJII0YEHUS], YBEAOMIIEHHE 00 OTKa3€ B PErUCTPALMKM MEAULIMHCKOTO U3/ FOCYJapCTBOM
MPU3HAHUSA, YKa3aHHBIM B 3asBJICHUHU O COTJIACOBAHUU SKCIEPTHOIO 3aKIIOYEHHS, C
MNPUJIO)KEHUEM KOIMHMHM TOJATBEPKICHUS HECOTJIACOBAHUS AKCIEPTHOIO 3aKIIOYECHUs
YIOJIHOMOYEHHBIM OPraHoM (3KCIIEPTHOM OpraHu3alMei) yKa3aHHOTO rOCy1apCTBa, a TAKKe
opuruHana (ay0iauKara) perucTpalMOHHOTO YA0CTOBEPEHHUS.

IX. ITopsmox mpHOCTAHOBIECHAA MJIA OTMEHEI JISHCTBUSA (AaHHYJIMPOBAHAA) PETHCTPAIIAOHHOTO
YAOCTOBEpEHHUA

114. IlprocranoBieHre AEUCTBUS PETUCTPALMOHHOTO YAOCTOBEPEHHUS OCYIIECTBISETCS
YIOJIHOMOYEHHBIM OPraHoM peepeHTHOT0 roCyJapCTBa B CIEAYIOMIUX CIIydasx:

a) Mo pe3yJibTaTaM MOHUTOpPUHTA 0€30MacHOCTH, KauyecTBa U A(PHEKTUBHOCTH
MEIULUHCKUX U3JEIHI B HOCTPErUCTPALIMOHHBII TEPUOT —IPU BBIABICHUH NOTEHIIMAIBHON
CEPBE3HOM YIpO3bl 3J0POBbIO YEIOBEKA;

0) mo pe3yiabTaTaM TrOCYJapCTBEHHOTO KOHTPOJis (Haja30pa) 3a oOpalleHuem
MEIUITMHCKUX U3JIeTTUN — MPU HAJTMYUK CBEJCHUM 0 (pakTax u 00CTOSATEIHCTBAX, CO3IAF0IINX



yIpo3y KU3HU U 3J0POBBIO TpaxJaH U MEIUIMHCKUX PAOOTHUKOB MpPH NPUMEHEHUU U
AKCIUTyaTallii MEIUIIMHCKUX U3EIINN;

B) OTCYTCTBHE B PETHCTPALlMOHHOM J0Ch€ aKTyaJbHONW uHH(pOpManuu o0
YIOJHOMOYEHHOM TMpEACTaBUTENE MPOU3BOAUTENS (sl TMPOU3BOJIUTENICH M3 TPEThUX
rocyJ1apcTB).

115. Pemienne o mMpHOCTaHOBICHUH JCHCTBUSI PETHCTPALIMOHHOTO yIOCTOBEpPEHUs (C
YKa3aHUEM TNpPUYMH, JaThl U CPOKA MPUOCTAHOBJIEHUS) MPUHUMAETCA YIOJIHOMOYEHHBIM
OpranoM pe(epeHTHOTO TOCYJapCcTBa B COOTBETCTBUU C 3aKOHOJATEIBCTBOM 3TOTO
rocyJ1apCcTBa.

116. Cpok npHOCTaHOBJIEHUS IE€UCTBUSI PETUCTPALIMOHHOTO YAOCTOBEPEHUSI HE MOXKET
MPEBBIIIATH 6 MECSLEB, IPU 3TOM pealin3alisl U NPUMEHEHHE TaKUX MEIMLIUHCKUX U3/IeNIUi B
pedepeHTHOM roCcyAapCcTBE M rocyAapcTBe (ToCyJapcTBax) MpU3HAHUS HE JOMYCKalOTCA.

117. YrionmHOMOUYEHHBIN opraH pedepeHTHOI0 rocyapcTBa B TCUCHHE S5 pabovuX JTHEH Co
IHS IPUHATHUS PELIEHUSI O IPUOCTAHOBICHUH JEHCTBUS PETMCTPALIMOHHOTO YJIOCTOBEPEHUS
BHOCUT COOTBETCTBYIOIIUE CBEIECHUS B €IUHBIA pEECTp MEIUIUHCKUX H3JIEIUH,
3aperucTpupoBaHHbIX B pamkax Coro3a, 1 ”HGOpMHUpPYET 00 3TOM YIOJTHOMOYEHHBIE OpraHbl
rocyJapCTB INpU3HaHUA U EBpa3niiCKyr0 3KOHOMHYECKYH) KOMMCCHUIO C MCIOJIb30BAaHHEM
CPEICTB MHTEIPUPOBAHHOM CHUCTEMBI, a TAKXKe 3asBUTENS MyTEeM Iepefadd YBeJAOMIICHUS
JIMYHO MOJ] POCTHCH, TMOO0 HANpaBICHHs YBEIOMIICHHS 3aKa3HbIM TOYTOBBIM OTIIPABICHUEM C
yBEIIOMJICHHEM O BpYYE€HUHU, MO0 HaMpaBieHUsS B AJIEKTPOHHOM BHUJE WIH B (opme
AIIEKTPOHHOI'0 JTOKYMEHTA, MOAMMUCAHHOTO AJIEKTPOHHON MOAMMUCHIO (C yKa3aHUEM MPUYMH,
JaThl U CPOKA NPUOCTAHOBJICHUS JNEUCTBUS PETHCTPALMOHHOIO YIOCTOBEPEHUS, a TAKKE
HEOOXOJUMOCTH YCTpaHEHUsl 3aABUTEIEM OOCTOSITENIbCTB, MOBJEKIINX MPUOCTAHOBIEHUE
JIEMCTBUSI PETUCTPALIMOHHOTO YAOCTOBEPEHUS).

118. 3asgBuTens B T€UCHHE YCTAHOBICHHOTO YIIOJTHOMOUYEHHBIM OPTaHOM pehepeHTHOTO
rocyJapcTBa Cpoka 00si3aH YCTpaHUTh OOCTOSTENIbCTBA, MOBJIEKIINE MPHOCTAHOBJICHHUE
JEHCTBUS PETUCTPALIMOHHOTO YAOCTOBEPEHHUS, U YBEJOMUTH 00 3TOM B MUCbMEHHOU hopme
3TOT YNOJHOMOYEHHBIH OpraH (C NPWIOKEHHEM MOATBEPKIAIIMX JOKyMeHTOB). [lo
pe3yJibTaTaM pacCMOTPEHUS MPEACTABICHHBIX 3asBUTEIEM JTOKYMEHTOB YINOJIHOMOYEHHbBIN
opral pe()epeHTHOr0 rocyJapcTBa MPUHUMAET PELIEHNE O BO30OHOBIEHUH JIHOO 00 OTMEHE
NEWCTBUS (AaHHYJIMPOBAHUU) PETUCTPALMOHHOTO YJIOCTOBEpPEHHS (C YKa3aHHMEM JaThbl
BO300OHOBJICHHSI WJIM OTMEHBI IEUCTBUS (aHHYIMPOBAHUS) PETUCTPALIMOHHOTO YIOCTOBEPEHHUS
).

119. YnonHoMoueHHBIN oprad peepeHTHOro rocyapcTa B TeUeHHE 5 pabouux JTHEN co
IHSI TIPUHATHSA PEIIeHUs O BO30OHOBJICHHM JEHCTBUS PETUCTPAIIMOHHOTO YJIOCTOBEPEHUS
BHOCUT COOTBETCTBYIOIIME CBEIECHUS B €IUHBIA pEECTp MEIUIMUHCKUX W3JEIUH,
3aperucTpupoBaHHbIX B pamkax Coro3a, U yBEJIOMIISIET 3asBUTENS O NMPUHATOM PEIICHUU



JIMYHO MOJT POCTIUCH, TUOO HAIMPABIISIET YBEJOMJICHUE 3aKa3HbIM MOYTOBBIM OTIPABICHUEM C
YBEJOMJIEHUEM O BpYyYEHHUM, JUOO mMepesaer B HJIEKTPOHHOM BUJE WU B ¢dopme
ANEKTPOHHOTO JOKYMEHTA, MOANUCAHHOTO 3JIEKTPOHHOU MOANKCHIO.

120. Pemienne 0 BO30OHOBJIECHHMM JEUCTBHS PETHCTPALMOHHOIO YJIOCTOBEPEHUS
NPUHUMAETCSI B COOTBETCTBUH C 3aKOHOAATEIHLCTBOM peEPEHTHOTO rOCyJapCTBa U BCTYIAET
B CHJTy CO JTHSI €r0 IPUHSTHS.

121. B cinyyae HeyCTpaHEHHUs 3asBUTEJIEM B YCTAHOBIICHHBIM CPOK OOCTOSITENBCTB,
MOBJEKIINX MNPUOCTAHOBIECHUE JEUCTBUS  PETHUCTPALMOHHOIO  YJIOCTOBEPEHMS,
YIOJHOMOYEHHBII Opran peepeHTHOro rocyapcTBa B TeUeHUue 3 paboumx JHEH co JTHS
MCTEUCHHS YKA3aHHOTO CPOKa MPUHUMAET penieHrne 00 OTMEHE NeUCTBUS (aHHYJIMPOBAHUN)
PErHCTPALIMOHHOTO YI0CTOBEpEHHUs (C 00OCHOBAaHUEM).

122. YomHOMOYEHHBIN OpTrad peepeHTHOr0 roCy1apcTBa HE3aMEeIJTUTEIHHO BHOCUT
COOTBETCTBYIOIIHE CBEIECHHUS B E€IMHBIM peecTp MEAULMHCKHX HW3JAEIUM,
3aperucTpupoBaHHbIX B paMmkax Coro3a, U yBeJOMIISIET 3asABUTENS 00 OTMEHE NEHCTBHS (
AHHYJIUPOBAaHWH) PETHUCTPALMOHHOTO YIOCTOBEPEHHUS] NyTEM MeEpedayd yBEIOMIIEHUS
3asIBUTEIIO JINYHO TOJI POCHUCH, JTUOO HAaNpaBlIeHHs] YBEAOMJICHHS 3aKa3HbIM MOYTOBBIM
OTIIPaBJICHUEM C YBEJIOMIICHHEM O BPYUEHHH, JTUOO HANpPaBICHUS B HJIIEKTPOHHOM BUJE WU B
(bopme PIEKTPOHHOTO TOKYMEHTA, MOJMUCAHHOTO JIEKTPOHHOM MOMHUCHIO.

123. OcHOBaHUWSIMH MJISI TPUHATHS YHNOJTHOMOYEHHBIM OpPraHoM pedepeHTHOro
rocyjapcrBa pemeHuss o0 oTMeHe JAeHCTBUS (aHHYJIMPOBAHHMHM) PErUCTPALIMOHHOTO
YIOCTOBEPEHHS WM 00 OTMEHE PErucTpaluv MEAUIMHCKOro u3aenus (Mojaeinei (Mapok)
MEIMIMHCKOTO W3AEIUs, CBEICHUA O KOTOPBIX NPEJACTABICHbl B PETUCTPALMOHHOM
YIOCTOBEPEHUN) SIBIISIFOTCS

a) mojlaya MPOU3BOAUTEIEM 3asiBICHUS 00 OTMEHE NeWCTBUS (aHHYJIUPOBAHUU)
PErMCTPALlMOHHOTO YAOCTOBEpEHHUs (Ha OYMa)KHOM HOCUTENE U (UJM) B DJIEKTPOHHOM BH/JIE)
o ¢opMe coraacHo npuioxkenuro Ne 13;

0) BBISIBIICHHE CITy4aeB MPEACTABICHUS 3aBUTENIEM HETOCTOBEPHBIX CBEJICHUN, KOTOPbHIE
HE MOIJIM OBITh YCTAHOBJIEHBI IPU PETUCTPALMH MEIULUHCKOrO U3AeNHs (B TOM YUCIE MIPU
OCYIIECTBJICHUU YIIOJIHOMOYEHHBIMU OpraHaMU rOCYJapCTBEHHOIO0 KOHTPOJs (Haa3opa) 3a
oOpalieHueM MEIULIMHCKUX U3EIHI);

B) BCTYIHUBIIIEE B 3aKOHHYIO CUJTy pellIEHUE CyJla TocyAapcTBa-ujieHa 00 OTMEHE JeHCTBUS
(aHHYJUPOBAHUM) PETUCTPALIMOHHOTO YJOCTOBEPEHUS WM OO0 OTMEHE perucTpaiuu
MEAUIIUHCKOTO M3J1eNus (Mojenel (MapoK) MEIUIIMHCKOTO W3S, CBEACHUS O KOTOPBIX
MPE/ICTABIICHBI B PETUCTPAIMOHHOM YAOCTOBEPEHUN);

I') NPEICTABICHUE YIIOJTHOMOYEHHBIM OPraHOM IO PE3yJbTaTaM I'OCYJIapCTBEHHOTO
KOHTpOJs (Haa3opa) 3a oOpallleHMeM MEIULIMHCKUX HW3AENUN CcBeleHHd o ¢dakTax u
00CTOSTENBCTBAX, CO3JAIOIINX YIPO3Yy KU3HU U 3J0POBBIO TPAXKIAH U MEIULHUHCKHUX
pabOTHUKOB MPU MPUMEHEHUU U DKCIUTyaTallud METUITUHCKOTO U3/,



1) yTpaTa MEAUIHUHCKUM H3JEJIMEM CTaTyca MEIULMHCKOTO B CBSI3HM C BHECEHHUEM
M3MEHEHUN B akThl, BXojasuue B mnpaBo Coro3a, WIM HAa OCHOBAaHUU PEUICHUS
KoHCynbTaTUBHOTO KOMHUTETA MO pe3yJibTaTaMm MPOBEASHUS PabOT MO yperyJInpOBaHHIO
pa3HOIJIacuii 10 BOMPOCAaM OTHECEHMS MPOAYKIIUU K METUIIUHCKUM U3EIIHUSIM.

124. 3asBneHne o0 OTMEHE ACHCTBUS (AaHHYJIUPOBAHUHU) PETUCTPAITMOHHOTO
yIOCTOBEPEHUSI MOXKET OBITh MOJAHO YMOJHOMOYEHHBIM MPEICTABUTEIEM MPOU3BOIUTENS
MIPH OJJTHOBPEMEHHOM BBITTOJIHEHUH CIIECAYIOIINX YCIOBHA:

a) HaJW4yMe B PErMCTPALlMOHHOM JOChE aKTyalbHOI'O JOKYMEHTA, MOJATBEPKAAIOIIETO
MTOJIHOMOYHSI YIIOJTHOMOYEHHOTO TPEICTABUTENS IPOU3BOAUTEIIS, UM MIPEICTABICHUE TAKOTO
JIOKyMEHTa B YIOJHOMOYCHHBIN opraH pedepeHTHOTO TOCYAapCTBa BMECTE C 3asiBICHHEM 00
OTMEHE JIeUCTBUS (AaHHYJIMPOBAHUHN) PETUCTPAIIMOHHOTO YAOCTOBEPEHUS;

0) mpeacTaBieHUEe B YIOJHOMOUYEHHBIN OpraH peepeHTHOr0 rocy/1apcTBa BMECTE C
3asBJIeHUEM 00 OTMeHe NeWUCTBUS (aHHYJIUPOBAHWHU) PETUCTPALMOHHOTO YIOCTOBEPEHUS
3aBEPEHHOI0 B YCTAHOBJIEHHOM MOPSAJKE TOKYMEHTa ITPOU3BOAUTENIS, TOATBEPKIAOILETO €T0
HaMEpeHHe OTMEHUTD JEHCTBUE PETUCTPAIIMOHHOTO YI0CTOBEPEHUS (aHHYJIMPOBATh €T0).

125. B cnyuae ecinu 3asiBJeHue 00 OTMEHE JAEWUCTBUS (AaHHYJIUPOBAHUM)
PETHCTPALIMOHHOTO yJAOCTOBEPEHUS MPEACTABICHO ¢ HApYIIEHHEM TpeOOBaHUI HACTOSAIINX
[IpaBus, TOKyMEHTBI IPEACTABICHBl HE B MOJHOM 00BbEME WM COJAEP AT HEJOCTOBEPHBIE
CBEJICHUS, YIIOJITHOMOYCHHBIA OpTaH pePEepeHTHOr0 TOCYAapCTBa B TeUeHUEe 7 pabounx JHEH
CO JIHS MOCTYIUICHUS TaKUX 3asBJICHUS U IOKYMEHTOB IMIPUHUMAET pelIeHre 00 UxX BO3Bpare (
C YKa3aHHEM MPUYMH BO3BpaTa).

126. YiomHOMOYEHHBIN Ooprad peepeHTHOTo rocyapcTBa B TeueHue 7 pabodyux JHen co
IHS HAaCTYIUIEHUS OJHOTO M3 OCHOBAHMWM, YKa3aHHbIX B IMyHKTe 123 Hactosmux [Ipasui,
NPUHUMAET pelieHne 00 OTMeHe JeWCTBUS (aHHYJIUPOBAHWHU) PETUCTPAIIMOHHOTO
YIOCTOBEPEHHS WM 00 OTMEHE PErucTpaluv MEAUIMHCKOro u3aenus (Mojesned (Mapok)
MEIUIUHCKOTO W3JENHUs, CBEACHUS O KOTOPBIX IMPEACTABIEHbl B PETrUCTPAIMOHHOM
YIOCTOBEPEHUHN ).

127. YiomHOMOYEHHBIN Oprad peepeHTHOTO TocyAapcTBa B TeUCHHE 5 pabodymnx THEH co
IHS TIPUHATUSA pelieHuss o0 OTMeHe JeWCTBUS (aHHYJHUPOBAHUHU) PETHUCTPAIMOHHOIO
YIOCTOBEPEHHS WM 00 OTMEHE PErucTpaluv MEAUIMHCKOro u3aenus (Mojeinei (Mapok)
MEIMIMHCKOTO W3AEIUs, CBEICHUA O KOTOPBIX MPEJACTABICHbI B PETUCTPALMOHHOM
YIOCTOBEPEHUN ):

a) pa3MeIlaeT B €AMHOM PEECTPE MEAULIMHCKUX U3JEIINM, 3aPETUCTPUPOBAHHBIX B paMKax
Coro3a, cBefieHUs1 00 OTMEHE IeUCTBUS (AaHHYJIMPOBAHUH) PETUCTPALITMOHHOTO YIOCTOBEPEHUS
Ul 00 OTMEHE PEervucTpalnyi MEIUIMHCKOro u3aenus (Mojaeieh (Mapok) METUIIMHCKOTO
U3JIEHS, CBEACHUS O KOTOPBIX MPEJCTaBICHBI B PETUCTPALIMOHHOM YJIOCTOBEPEHUN );

0) yBemoMIIsieT 3asBUTENS 00 OTMEHE ACHCTBUS (aHHYJIMPOBAHUU) PETHCTPALIMOHHOTO
yIOCTOBEPEHUS MTyTEM TEepeAadn YBEIOMICHUS JJUYHO O] POCIUCH, JINOO €ro HarpapieHUs
3aKa3HbIM MOYTOBBIM OTIIPABICHHEM C YBEJAOMJIEHHEM O BPYYEHHH, JUOO HANpaBJCHUS B



AIIEKTPOHHOM BHUJIE WU B (OpME AJIEKTPOHHOTO JOKYMEHTA, MOAMUCAHHOTO AJIEKTPOHHOU
MOJIIUCHIO;

B) YBEJIOMJISICT 3aABUTENSI 00 OTMEHE PEeTUCTpaIli MEAUIIMHCKOTO u3nenus (Moaeneit (
MapoK) MEIMIIUHCKOTO W3JCNHS, CBEICHUS O KOTOPBIX MPECTABICHBI B PETUCTPAIMOHHOM
YIOCTOBEPEHHHN) U O HEOOXOJUMOCTH BHECEHHUS U3MEHEHHUI B PETUCTPAIMOHHOE J0ChE B
YaCTH HUCKIIOYEHUS JTAHHBIX MEAUIMHCKUX H3Jeaui (Mojenei (Mapok) MEIUIIMHCKOIrO
u3enus) MyTeM Mepeaadyd YBEJOMJIEHUS JIMYHO MOJi POCHUCH, JTUOO €ro HampaBiICHUS
3aKa3HbIM MOYTOBBIM OTIPABICHHEM C YBEJIOMJICHUEM O BPYYECHHH, JUOO HAmpaBJCHUS B
AJIEKTPOHHOM BHUJI€ WM B (hOpME DJIEKTPOHHOTO JOKYMEHTA, MOJAMUCAHHOTO AJIEKTPOHHOU

IIOOIIUCBHIO.
IMPUJIOXKEHUE Ne 1
k [IpaBuiaM perucTpamnuy U SKCIePTU3bI
0€30IaCHOCTH, KaYeCTBa U
3¢ (GHEKTUBHOCTH MEAMIIMHCKUX U3ICITHIA

®dopMa pEruCTPaOHHOTO yIOCTOBEPEHHN MEAVIIMHCKOTO W3NS U IPAaBUIIa €€ 3alIOJIHCHHUA
I. ®opma perucTpamuOHHOr0 YAOCTOBEPECHUA MEAUIUHCKOTO H3ACIIS

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

3)

(HamMeHOBaHUE YIIOJTHOMOYEHHOTO Oprana peepeHTHOTO roCy/1apCcTBa)
PETUCTPALIMOHHOE YJOCTOBEPEHUE MEJUIIMHCKOI'O U3JIEJIVA (4)
MU-XY-Zor" " 20 1.(5)

B cootBeTcTBUU € (6)
(HOMeDp U AaTa mpHKa3a yImoJHOMOYEHHOTO OpraHa

pedEepeHTHOTO roCyAapCTBa O PETUCTPALNN MEAUITMHCKOTO U3/IEITHS )
HACTOSAIIEE PETUCTPAIIMOHHOE YAOCTOBEPEHUE METUITUHCKOTO H3AETHUS BBIIAHO:

(7)

(HauMEeHOBaHUE TTPOU3BOUTEIS, €M0 MECTO HAXOXKICHUS )

(8)
(HaMeHOBaHUE MPOU3BOJICTBEHHOM TIIOMAAKHY (BKIIIOUas ee (PaKTUUeCKUi aapec) Win
CCBUIKa Ha MPUJIOKEHUE B CIydae yKa3aHHs ABYX U 0oJjiee MPOU3BOCTBEHHBIX IJIOIIA/IOK)

)

(HaMEHOBaHUE YITOJTHOMOYCHHOTO MPECTABUTENS TIPOU3BOIUTEIS

Ha TePPUTOPUSIX TOCYIAPCTB — WICHOB EBpa3uiickoro 3KOHOMHUYECKOTO COI03a,
BKJIIOYAst €F0 MECTO HAXOKICHHUS )

B TOM, YTO (10)

(HaMMEHOBaHUE METUIIMHCKOTO U3IEITHS)
KJIacca MOTEHIIMAIBHOTO PUCKA MPUMEHEHUS MeAUIIMHCKOro u3nenus: _ (11)



3apErUCTPUPOBAHO U Pa3pPEICHO K BBIMYCKY B OOpallleHue Ha TEPPUTOPUH CIEAYIOLIUX
roCy1apcTB — WICHOB EBpa3uiicKoro 3KOHOMHUYECKOI0 COr03a

(12)
(HanMeHOBaHUS pePEepPEeHTHOr0 rocyapcTBa U rocyjapcTBa (rocy1apcTB) MprU3HaAHUS)

Monenu (MapKu) MEIUIIMHCKOTO U3/ENHS, HX COCTAB, MPUHAJICKHOCTH U
POU3BOICTBCHHBIE TUIOIIAIKH IPUBEICHBI B TPHIIOKCHUH (TIPY HATUYIUH) K

HACTOAIIEMY PETUCTPALMOHHOMY YAOCTOBEPEHUIO MEAUIIMHCKOTO n3nenust Ha 1. (13)
[IpunoxeHnune SBISIETCS HEOTHEMIEMON YaCThIO HACTOSIIETO PETrUCTPAIMOHHOTO
YAOCTOBEPEHUS

MEUITTHCKOTO U3/ICIHA.

Cpok IeCTBUS PErUCTPAIMOHHOTO YAOCTOBEPEHUS METUIIMHCKOTO U3Aeus: oeccpouno (14)

JlaTa perucTpanuu MeIuIUHCKoro m3genus: " " 20 1. (15)

Howmep u nata npukasa ynoJHOMOYEHHOIO OpraHa pe)epeHTHOrO rocy1apcTBa O BHECEHUH
M3MEHEHHUU B PETUCTPALIMOHHOE YIOCTOBEPEHNE MEAULIMHCKOTO n3aenus: " " 20
r. Ne (16)

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

(moamucs)
No (18)

IIPWIOXEHKE K PETUCTPAIIMOHHOMY VIOCTOBEPEHMIO MEIUITIHCKOI'O
W3IIETNA (1)

MU-XY-Zor" " 20 1.(2)
Ne m/mt HaumenoBanue
| Mopgens (Mapka) MEIWOHHCKOTO WU3Ienus (mpH
’ HAJIMYUH)
2. CocraB
3. [IpunanmexHOCTH (TIPH HATWYIHN)
3)
HamMenoBanmss u aKTHYeCcKue  anpeca
Ne o/mt ¢ ap
MIPOU3BOICTBEHHBIX TUTOMIAIOK
1.
4)

(®. U. O. pykoBoauTens (ynoJIHOMOUYEHHOTO JIUIIa) YIIOJIHOMOUYEHHOT'O OpraHa)



M. I1. (5)

(moAmuCh)
JIuct _ (6)
Ne (7)

I1. ITpaBuia 3an0HEHHS PETECTPAIIAOHHOIO YAOCTOBEPEHHS MEUIMHCKOTO M3/[EIHA

1. PerucrpanmonHoe y0CTOBEpEHUE METUITMHCKOTO U3eNUs (Jlaree — PErucCTpalliOHHOEe
YJIOCTOBEPEHUE) 3aMOJIHIETCS YIOJHOMOUYEHHBIM OPraHOM pedepeHTHOTO TocyJapcTBa Ha
PYCCKOM SI3BIKE€ C HMCIIOJB30BAHUEM HJIEKTPOHHBIX IE€UYATAIOIIMX YCTPOMCTB M B Cllyyae
HaJIM4Yusl COOTBETCTBYIOIIEr0 TPEOOBAaHUS B 3aKOHOAATENHCTBE Pe(HEPEHTHOTO TOCyAapCcTBa —
Ha roCyJIapCTBEHHOM S$I3bIKE 3TOr0 rOCyAapCTBa.

2. 3amojiHEHWE PEruCTPAIMOHHOTO YJIOCTOBEPEHUS Ha PYCCKOM S3BIKE U
roCyJapCTBEHHOM SI3bIKE pe(PEPEHTHOTO TOCY1apCTBA OCYIIECTBIISIETCS] HA PA3HBIX CTOPOHAX
PErHCTPALIMOHHOTO YIOCTOBEPEHUSI.

3. PeructpaiimoHHOE yJOCTOBEPEHHE OTHOCUTCS K IOKYMEHTaM CTPOTOM OTYETHOCTH U
neyaTaercsd Ha OJaHKe, KOTOPBIA H3TOTaBJIMBAETCS THUHOTpaCKUM CcrocoOOM U UMEET
CTEIEHHU 3alIUThl B COOTBETCTBUH C 3aKOHOJIATEIILCTBOM pePEPEHTHOTO rOCY1apCTBAa.

[Ipu HEOOXOAMMOCTH HAUMEHOBAHHE MPOU3BOJIUTEISA, €T0 MECTO HAXOXKIACHUS (aapec
IOPUJIMYECKOTO JIUIAa, MECTO KUTENbCTBA (PU3UUECKOTO JIMIA, 3aPETrHCTPUPOBAHHOIO B
KaueCTBE MHAUBHUAYAJIbHOTO MPEAINPUHUMATEINS) U CBEJICHUS O NPOIYKINHU (MOJEIb, MapKa,
apTUKYJ U JIp.) MOTYT OBITh YKa3aHbI C UCTIOJb30BaHUEM OYKB JJaTUHCKOTO aj(aBUTA.

4. Yka3aHHWe HaMMEHOBAHUN NPOU3BOAUTEIS, YHOJIHOMOUYEHHOTO IMPEACTABUTENS
IPOU3BOJUTENSE U TPOU3BOJCTBEHHBIX IUIOMIAJ0K B PETUCTPALIMOHHOM YJIOCTOBEPEHUU
OCYILIECTBIISIETCS B CJIEYIOIIEH MOCIEI0BATEIbHOCTHU

a) JUIsl PE3UAECHTOB rOCyAapCTB — YIEHOB EBpa3niickoro 3KOHOMHUYECKOTO COr03a (aanee
COOTBETCTBEHHO — rocyJapcTBa-uwieHbl, Coro3):

OpraHU3alMOHHO-TIPAaBOBas popMa;

MOJITHO€ HAMMEHOBAHUE (17151 FOPUIMUECKUX JIUI] YKa3bIBACTCS B KaBbIUKAX);

COKpAIlleHHOE HauMEHOBaHue (B CKOOKax) (Mpy HATUYHUH);

HAaUMEHOBaHUE TOCYAapCTBA;

0) JJ1s1 HEPE3UICHTOB TOCYAapCTB-YJICHOB:

MOJIHOE HAMMEHOBAHUE;

OpraHu3allMOHHO-TIpaBoBas hopma;

COKpallleHHOE HauMeHOBaHue (B CKOOKax) (Mpu HAIMYHUN);

HalMEHOBAaHUE TOCyIapcTBa (Ha PYCCKOM S3bIKE U (MJIM) HA rOCYJAapCTBEHHOM SI3BIKE
pedepeHTHOro ToCcyaapcTBa).

PexBU3UTHI pa3essatoTCs 3ansSThIMU.

5. Ykazanue agpeca B peTHCTPALIMOHHOM YJIOCTOBEPEHUU OCYIIECTBIISAETCS B CIEAYIONIEH
MOCJIEIOBATEIbHOCTH:



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

UH(PPACTPYKTYpHI), HOMEP J0Ma, HOMEP MOMEIIeHUs (TTPU HATUYKH ),

Ha3BaHHUE HACEJICHHOTO MyHKTA (C YKa3aHUEM THUIA);

HAUMEHOBAHUE paloOHA;

Ha3BaHHWE peruoHa (06yacTu, Kpas) (¢ ykazaHUEM THIIA);

MOYTOBBIN UHICKC;

HOMEp aOOHEHTCKOTO SIIUKa (IPU HAJTUYUN);

HaVMEHOBaHHUE roCy/1apCcTBa.

JI1s1 HEpE3UIEHTOB TOCYAapCTB-YJICHOB apeC yKa3bIBACTCS C UCIOJIb30BaHHEM OYKB
JATUHCKOTO andaBuTa.

PexBU3UTHI pa3essatoTCs 3ansThIMHU.

6. CBeneHust 0 MPOU3BOAUTENIEC U YIOJHOMOUYEHHOM MPEJICTABUTENIE TTPOU3BOAUTENS,
yKa3aHHbIE B PETUCTPALIMOHHOM YIOCTOBEPEHUH, JKCILUTYyaTAllUOHHOM JOKYMEHTE WJIU
MHCTPYKLIHMHU MO MNPUMEHEHUIO MEIUIMHCKOTO M3JENHsl, PYKOBOJICTBE IO CEPBUCHOMY
0o0cITy’)KMBaHMIO, a TaK)K€ B TEKCTE MApPKUPOBKU METUIIMHCKOTO HW3JENHUs, TOJDKHBI OBIThH
UJIEHTUYHBIMUA U COOTBETCTBOBATh MHGOPMAIIUU, YKA3aHHON B IOKYMEHTE JIUOO CBEJCHUSX,
MOATBEPKIAIONIUX PETUCTPALUIO MPOU3BOJUTENS U YIOJIHOMOYEHHOTO IMPEICTABUTEINS B
Ka4yeCcTBE IOPUINUECKOTO JIMIA JIMOO MHIUBUAYAJTLHOTO MPEANPUHUMATES.

7. Bce momnst perucTpaiimoOHHOTO YI0CTOBEPEHHUS TOJDKHBI OBITh 3aIOTHEHBI (B OpUTHHATIE
PErUCTPALIMOHHOTO YIOCTOBEPEHUS HyMepallus MoJjiei OTCYTCTBYET).

8. B peructpailiOHHOM yJOCTOBEPEHUU YKA3bIBAIOTCS:

a) B mosie 1 — amobiema Coro3a;

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

"EBPA3UNCKNI DKOHOMUYECKUN COIO3";

B) B Moje 3 — MOJIHOE HAaWUMEHOBAHHE YINOJIHOMOYEHHOTO OpraHa pe@epeHTHOro
rocyJ1apcTBa;

T) B 1oJie 4 — HAAMKUCh, BHITIOTHEHHAS B 1 CTPOKY:

"PETUCTPAIIMOHHOE YJOCTOBEPEHUE MEJINMIITMHCKOI'O U3JEJINA";
1) B MOJIE 5 — HOMEP PETUCTPAIIMOHHOTO YAOCTOBEPEHUS U 1aTa €ro BbIJAUH.
Homep peructpaninoHHOT0 y10CTOBEpEHHS] (POPMUPYETCS B CIEAYIOLIEM MOPSIKE:

MA - X Y - Z
I 2 3 4

Tac:
3JIEMEHT 1 — MCIUITMHCKOC U3 JCIHNC,

AJIEMEHT 2 — 2-3HauHblid OYKBEHHBIN KOJ pe()epeHTHOr0 rocy1apcTBa B COOTBETCTBUU C
MeXyHapoaHbIM cTangapToM ISO 3166-1;



AJeMEHT 3 — 2-3Ha4YHbIM OYKBEHHBIM KOJ TOCYJapCTB MPU3HAHUSA B COOTBETCTBUU C
MeXIyHapoHbIM cTangapToM ISO 3166-1 (yka3piBaroTcsi KOJbl TOCYJAapCTB MpPHU3HAHUS,
MOATBEPAUBIINX COTJIACOBAHUE KCIIEPTHOIO 3aKJIIOUCHUS );

31eMEHT 4 — 6-3HAYHBIH MOPSAKOBBIA HOMEpP PErMCTPALMOHHOTO YJIOCTOBEPEHMUS,
MPUCBOCHHBIN YMOTHOMOYEHHBIM OpraHOM pedepeHTHOro rocyiapcrBa (IpHCBauBaeTCs
aBTOMATHYECKU U3 €UHOIO PEECTPa MEAUIMHCKUX U3JIEIINN, 3aPETUCTPUPOBAHHBIX B paMKax
Coroza, mopsiiok ¢GopMHUpOBaHUS U BeAeHUs KoToporo yTBepxkieH Pemenuem Coera
EBpaswuiickoii skoHOMH4eckoi komuccuu oT 12 despans 2016 r. Ne 30, u coxpansiercs
HEU3MEHHBIM MPU 0OpaIIeHUH MEIULIMHCKOT0 u3aenus B pamkax Coro3a);

€) B mojge 6 — HOMEp W Jara MpHKa3a YIMOJIHOMOYEHHOrO opraHa pedepeHTHOTO
rocyJapcTBa O PErucTpaluy MEAUIIMHCKOTO U3IEHS;

K) B moJie 7 — MOJIHO€ HAMMEHOBAHUE W MECTO HAaXOXJICHHUS (apec IOPUINISCKOTO JIUIA)

— JUIS FOPUJIMYECKOTO JIUIA WK (pamMuinst, UMsi, OTYECTBO (IIPU HAIIMYMH ), MECTO KUTEIHCTBA
— I8 (U3MYECKOTOo JWIa, 3apEeTMCTPUPOBAHHOIO B KA4€CTBE HWHIMBUIYaJIbHOTO
npeANpUHUMATES;

3) B MoJie¢ 8§ — HAMMEHOBAHUS U (PaKTHUYECKUE aJpeca NPOU3BOJCTBEHHBIX IIIOMIAJIOK,
BBITIOJTHSIIOIINX BECH MPOLECC MPOU3BOACTBA MEAUIIMHCKOTO U3/IENUS I €T0 ONPEACICHHBIC
craauu. [Ipu Hanmuuu 1ByX U Oojiee MPOU3BOICTBEHHBIX IUIOIIAIOK JOMYCKAeTCsl YKa3bIBaTh
CBEJICHHS O HUX B MPUJIOKEHUHU K PETUCTPALIUOHHOMY yI0CTOBEPEHHUIO;

1) B 1oJie 9 — MOJIHOE€ HAMMEHOBAHUE YIIOJTHOMOYEHHOTO IPEICTABUTES POU3BOIUTEINS
Ha TEPPUTOPHSIX TOCYJAPCTB-UJIEHOB, €0 MECTO HAXO0XKACHHS (aIpec IOPUANYECKOTO JINLA) —
JUTSL FOPUIMYECKOTO JIUIA WM paMuIusl, UMsl, OTYECTBO (IIPU HATMYUHU), MECTO KUTEIHCTBA —
s (U3MYECKOTO JMIa, 3aperMCTPUPOBAHHOTO B KAyeCTBE HWHAMBHAYAIbHOIO
npeanpuHumMaresns. [Ipu OTCyTCTBHM YIOJIHOMOYEHHOTO MPEACTABUTEINS POU3BOAUTENS Ha
TEPPUTOPUU TOCyAapcTBa-wieHa (B cllydae, €ClIu MPOU3BOAMTEIND SIBIAETCS PE3UIAECHTOM
rocyJ1IapCTB-4JIEHOB) B YKa3aHHOM I10JI€ CTABUTCS IIPOUYEPK;

K) B riosie 10 — rnmosiHOe HaMMEHOBAaHUE MEJIMLIMHCKOTO U3/IENHs, BKIII0Yask TOBAPHBINA 3HAK
1 UHBIE CPEJCTBA WHAMBUIyaTU3aluu (MpU HAJIWYMU), KOTOPOE AOJKHO COOTBETCTBOBATH
HAaMMEHOBAHUIO, YKa3aHHOMY B SKCIIEPTHOM 3aKIIFOUCHUHU;

7) B mone 11 — kjlacc MOTEHIMAIbHOTO PUCKA MPUMEHEHUS MEAUIMHCKOTO U3JENus,
NOATBEPKACHHBIN NPH MPOBEICHUH KCIIEPTU3bI MEAUIIMHCKOTO U3/IEINS;

M) B nojie 12 — HauMeHOBaHMS PePEPEHTHOrO TOCYAAPCTBA U TOCYAapCTBA (FOCYIapCTB)
npu3HaHus (YKa3bIBAIOTCS YEPE3 3aMATYIO);

H) B noJie 13 — KOJIMYECTBO JIMCTOB MPUJIOKEHUS K PETUCTPAIMOHHOMY YAOCTOBEPEHUIO (
3aMOJIHSETCS TPU HATUYUU TPUIOKEHHUS);

0) B mosie 14 — yka3biBaroTcs ciioBa "Cpok JeHCTBUS PETUCTPAIMOHHOTO YIOCTOBEPEHUS
MEJIUIIMHCKOTO U3/eusi: 0eccpouHo";

n) B moJjie 15 — mara peructpanuud MEIUIMHCKOTO U3EIHS, KOTOpas yKa3blBaeTCs
CJIOBECHO-ITU(POBHIM CIIOCOOOM: YHCIIO — IBYMs apaOCKuMu 1udpaMu (B KaBbIYKAX), MECSII]



— CJIOBOM, T'OJT — YETBIPbMs apabckuMu nudpamu (¢ ykazaHUEM COKPAIIEHHOTO0 0003HAYCHUS
roga '"r.");

p) B moye 16 — gara mociegHEero BHECEHUs M3MEHEHUN B PETMCTPALlMOHHOE
yI0CTOBEPEHHE, KOTOPAasl yKa3bIBAETCS CIIOBECHO-UU(PPOBBIM CHOCOOOM: UUCIO — ABYMS
apabckuMu 1udpamu (B KaBbIUKax), MECSI] — CJIOBOM, TOJ — YETHIPbMsI apaOCKuMu U pamu
(c ykazaHHMeM COKpallleHHOro 0o0o3HaueHus roja '"r."). JlaHHOe Moje 3amoyHsAeTCs MpH
BHECEHUU M3MEHEHUW B PETrHCTPALMOHHOE JOChE C BBIJAYE€l HOBOTO PErMCTPALMOHHOTO
YAOCTOBEPEHHUS C MPEKHUM HOMEPOM U yKa3aHUEM HOMEpPA COOTBETCTBYIOIIErO MPHUKaA3a O
BHECEHHHY U3MCHCHU;

c) B mosie 17 — MOJKHOCTH, MOANUCH, (HaMUIUS, UM, OTUYECTBO (NP HAITHYHH)
pykoBoauTenss (yHOJHOMOYEHHOTO JIMIA) YIOJHOMOYEHHOTO OpraHa, BbIJABILIETO
PErMCTPALlMOHHOE YJOCTOBEPEHHE, 3aBEPEHHBIE NIEYATHIO0 ITOTO YIOJIHOMOYEHHOTO OpraHa (
npu HanuyuK). Mcnonbs3oBanue pakcuMusie BMECTO MOIUCH HE I0MYCKAeTCs;

T) B nose 18 — Tumorpadckuii HOMEp, cepusi U MOPSAKOBBIA HOMep OJlaHka
PETUCTPALIMOHHOTO YIOCTOBEPEHUS, TPOCTABIIIEMbIN MTPH €T0 U3TOTOBJICHUHU.

9. Ilpu HanM4MK CBEJIEHUN O MOJENAX (MapKax) MEIUIIMHCKOTO M3ENHs, UX COCTaBe U
NPUHAUISKHOCTAX WIM JBYX M 0OoJjiee MPOU3BOJACTBEHHBIX IUIOMIAJOK 3aIOIHSIETCS
MPUIOKEHHE K PETHCTPALlMOHHOMY YJOCTOBEPEHHIO, KOTOPOE SIBIISETCS HEOThEMIIEMOM
YacThl0 PETUCTPALMOHHOTO YJIOCTOBepeHUs. Kakaplili JTUCT MPUIOKEHUS JOKEH OBITh
IPOHYMEPOBaH. B MpuiokeHnn K perucTpallMOHHOMY YIO0CTOBEPEHUIO YKa3bIBAIOTCS:

a) B ojie 1 — HaANKCh, BHITOJIHEHHAS B 2 CTPOKHU:

"TIPJIOXXEHME K PETUCTPAITMIOHHOMY YJOCTOBEPEHNIO MEJIUITUHCKOI'O
N3AEJIAA",

0) B moJie 2 — HOMEp PErUCTPAIMOHHOTO yIOCTOBEPEHHUSI;
B) B oJie 3 — MoJiend (MapKu) MEAUIIMHCKOTO U3IeNNs, UX COCTaB M MPUHAJIECIKHOCTH (
NPy HATUYHH);

r) B nojie 4 — HAMMEHOBaHUs U (paKTHUYECKUE aJpeca MPOU3BOJCTBEHHBIX IJIOMIAJIOK,
BBITIOTHSIIOIINX BECH MPOIECC MPOU3BOACTBA MEIUIIMHCKOTO U3/IENIUS WK €T0 ONPEACICHHBIC
CTaIuH
(pu HEOOXOAMMOCTH yKa3aHUsl CBEICHUM O JIBYX U 00Jiee MPOU3BOACTBEHHBIX TUIOMIAIKAX);

1) B TMOJE€ 5 — MOJMKHOCTb, MOJNUCH, PaMuiiusi, UMs, OTYECTBO (MPU HATUYUH)
pykoBoauTenst (yNMOJHOMOYEHHOTO JIMIla) YIOJHOMOYEHHOrO OpraHa, BBIJABIIETO
PETUCTPAIMOHHOE YJOCTOBEPEHUE, 3aBEPEHHBIEC ME€UYATHI0 YINOJIHOMOUYEHHOTO opraHa (Ipu
Hanuyun). Mcnons3oBanue hakCuMuiie BMECTO MOJMUCH HE JOMYCKAEeTCs;

€) B moJie 6 — yKa3bIBaeTCsl HOMEP JINCTA NPUIIOKEHNUS,
k) B mojie 7 — tunorpadckuii HoMep, MPOCTABISAEMbI MPU U3TOTOBICHUM OJaHKa
MPUIIOKEHMUS.



10. ITpu 3amoaHEHUN PEruCTPALIMOHHOTO YIOCTOBEPEHHUS U (UJIU) MPUIIOKEHUS K HEMY
yKazaHUWE CBEJEHMI, HE TMpPeAyCMOTpPEHHBIX HactosuuMu [IpaBumamu, a Takxke
HCIIOJIb30BAHUE COKpAIIEHUN CJIOB (KpoMe OOIIENpPUHATHIX) W HCIpPABICHHE TEKCTa HE
JIOTTYCKAIOTCSI.

11. B cirygae yTpaThl WM IOPYM PETUCTPALMOHHOIO YIOCTOBEPEHHS YIIOJTHOMOYECHHBIN
opran pedepeHTHOro ToCcyAapcTBa BbIJAET AYOJIHMKAT 3TOTO PETHUCTPALIMOHHOTO
yaoctoBepeHnus. IIpy 3ToM B mpaBOM BEpXHEM YIUIY PErHCTPALMOHHOTO YJAOCTOBEPEHHUS
npocrtaBisitores nomerku: "Jlyonukar Beigan " " 20 r." m "Opurunan

PETUCTPALIMOHHOTO YAOCTOBEPEHUS MEAUIIMHCKOTO U3ENUS IPU3HACTCS HEAECHCTBYIOIUM "

MMPUJIOXKEHUE Ne 2
k [IpaBunam peructpanuu u

9KCIEPTU3bI OE30MIACHOCTH,
KadecTBa U 3 hekTHBHOCTH
MEIULTHCKUX U3EIUH

©®OPMA
3asBIICHASA O IPOBEICHUH SKCIIEPTH3EI MEIHIMHCKOTO H3/{CIIHsA

B ynonHomo4eHHbIH Opran
(3KCTIEPTHYIO OPTaHU3AIHIO)
roCcyAapcTBa — 4iCHa
EBpa3uiickoro 3kOHOMH4ECKOI0 COr3a

(HaumeHOBaHUE pedepeHTHOTO
TOCyIapCTBA)

(HauMeHOBaHHE ToCy1apcTBa (TOCYAapCTB
) IpU3HaHUsA)

3ASBIIEHUAE
O IPOBEACHHUH SKCIEPTH3EI MEAUIMHCKOTO H3EIHA

(momHOE M coKpalieHHoe (MIPU HAJTUYKMK), B TOM Ynciie GUpMEHHOE, HAMMEHOBAHHUS JIUIIA, OT

MMEHU KOTOPOrO TMPOU3BOAUTCS peructpauus (Mpou3BoAUTENb (YMOJTHOMOUYECHHBIN

MPEICTaBUTEIb IPOU3BOIUTENS ), OPraHU3AIMOHHO-TIPABOBas popMa IOPUIUIECKOTO JIUIIA)
HACTOSIIIIUM MPOCUT MPOU3BECTU IKCIIEPTUZY MEAULIUHCKOTO U3ICIIHS:

1. HaumeHoBaHHE MEIUIIMHCKOTO U3ACTHUS

2. Ha3HaquMe MCOAUIIUHCKOI'O U3CIus
0 i
0

3.  MeaguuuHCKOE U3AEINe I JMarHOCTHKH in vitro?

O0macTh MNPUMCHCHHUA MCIUIHUHCKOTO H3ACIUA (B COOTBETCTBUU C
KJIaCCI/Iq)I/IKaTOPOM obnacreit MCANIHMHCKOI'O0 MPUMCHCHNA MCIUIIMHCKUX



10.

11.

12.

13.

uzgenud, yrBepxkaeHHbIM Pemenunem Komnerun EBpasuiickoii
HKOHOMHYECKOI komuccuu oT 16 ampens 2019 . Ne 62)

Knacc MOTCHIIUAJIBHOI'O pUCKa NPUMCHCHUA MEAUITUHCKOT'O U3JICITUA

Crnemyet i IPOBOUTH WHCIICKTUPOBAHKE MTPOU3BOJICTBA (YKA3bIBACTCS B
clly4ae, €ClIM PETHCTPUPYEMOEe MEIUIIMHCKOE U3JCIUe SIBISETCS
MEIUIMHCKUM HM3/IeJTHeM KJIacca MOTeHIMAIbHOIO PUCKA NpUMeHeHus |
WA HECTEPUJIHBIM MEIUIMHCKHM H3JeNTUeM Kilacca MOTCHIUAIbHOTO
pHUCKa MpUMEHEHUs 2a ¥ NEepBUYHOE WHCIEKTHPOBAHHE NPOU3BOJCTBA
paHee He OBLIO TPOBENICHO)?

Kon Buma MemuumuHCKOTO U3IeNus (COTIIACHO HOMEHKIIATYpE
MEIULMHCKUX U31enuil EBpa3uiickoro 5KOHOMHUUYECKOI0 COr03a, IIpaBuiia
BelICHHUsI KOTOpo#l yTBepkaeHbl Pemennem Kommeruu EBpaswmiickoit
SKOHOMHUYECKOW KOMHCCUH OT 29 nekabps 2015 r. Ne 177)

B cocraBe MEIUIIMHCKOTO U3ENNS IMEETCSI JICKApCTBEHHOE CPEICTBO?

MO)IGJ'IL (MapKa) MCIUIHUHCKOI0 U3aeius, €€ CoCTaB U MPUHAJICIKHOCTU

HanmenoBan
Ne IIpousBoauTens
ue

Monens (
Mapka)

METUITTHCKOT
o usnmenus (
pY HAJTHYHN

)

Cocras (mipu
HaJIMYHH)

[Ipunannexu
OCTH

(mpu
HAJTUYHN)

Cpox xpaHeHHs (TapaHTHHHBIA
CPOK) DKCIUTyaTaIuu

VYcnoBust XxpaHeHUs

Peructpamus B cTpaHe-Ipou3BOANTENE U IPYTUX CTPaHAX

Ne perucTpamoHHOTO YZOCTOBEPEHUS

HaumenoBan
Ne MEIUIIMHCKOTO U3IEIIAA JlaTta BEImAYN
He CTpaHbI
(pm HaTHYMT)
1.
IOJIHOCTHIO HA TaHHOM IIPOM3BOJCTBE
HPOI/BBO)ICTBO YaCTUYHO Ha JaHHOM IPOU3BOJICTBE

Crpana

Ha

Het

Cp
0K
nen
CTB
us



14.

15.

16.

17.

O

IMOJIHOCTBIO Ha APYTOM ITPOU3BOACTBE

CBeneHus 0 IPOU3BOIUTEIE

OpraHU3aHOHHO-

MECTO
npaBoBas opma,

HaXO0XKJICHUS
NOJHOE

(agpec

HaUMEHOBAaHUE U
IOpPHINYE-CKO

ro ununa, QakTtu-u HOMepa TenedoHa u (dakca,
ajpec MecTa €CKUH  ajapec 3JIEKTPOH-HOM MOUTHI
JKUTENBbCTBA  aapec  (TIPH HAUYHN)

®. 1. O. 1 10/KHOCTD
PYKOBOJU-TEIIS,

COKpaIeHHOE HOMED,
HauMeHoBanue ( gaTa

OpU HaIU4YUHU), PETUCTP ®. 1. O. 1 10IKHOCTD

CTpaHa, a-Iuu KOHTAKTHOTO JIMIa
WHIWBU-Ayall
(d. HU. O.
BHOTO
UHAUBUAYAJIBHOT'O
MpEeaNpUHU-M
npeanpruHuMaTeIId
) aTest)
CaenieHHs 0 IPOU3BOICTBEHHOH III0IMIaKe (IPON3BOICTBEHHBIX IUIOMIAIKAX )
OpraHus3anuo
HHO -
npaBoBas
dopwma,
IIOJIHOC
HauMMCHOBAaH

HOME ata u
ue u P % ®. U. O. u 10JIDKHOCTE
cpok nmedicTBus  (akrmue HOMepa TenedoHa U (akca, aapec
COKpaIIeHHOe . .
pa3peluTeNb-Hor CKHM  3JCKTPOHHOW TMouTHl  (IpHU
HaMMCHOBaH ®. U. O. u 10JIDKHOCTH
0 JTOKyMeHTa (TIpH ajpec  HaJIUYUH)
ue (mpwu

HAJTNYHN )
HAJIN4HN),

(. U. O.
WHIUBUIY b
HOT O
MIPEeAPHHUM
aTenns)

PYKOBOAM-TEIS,

KOHTAKTHOTO JIUIIa

Cenenus 06 yIOJTHOMOYEHHOM TIPECTaBUTENE TPOU3BOAUTENS (TIPH HATUIHH )

OpraHu3allOHHO-
MECTO

mpaBoBasi hopMa,
HaXO0XIACHUSA

MOJHOE
(agpec

HalMEHOBAaHUE U HOMEpa
IOpUIUYE-CKO

COKpallleHHOEe HOMED, tenepona u  @. M. O. u 10mmKHOCTH
ro Juna

HauMeHoBaHue ( nara Ha. . (hakca, ampec pPYKOBOIU-TENS,
anpec Mecta (aKTH-9eCKUH ampec

OpY HAIU4YMH), perucTp 9J€KTpOoH-HO @. M. O. U JOHKHOCTH
JKUTEIbCTBA N

CTpaHa, a-1uu 1 IOYTHI (HpI/I KOHTAKTHOTO JIUIa
WHIUBU-AYyal

(. HU. O. HAJTHYWH)
BHOTO

WHIUBUAYaJIbHOTO
MpeAnpUHU-M

NpeANPUHUMATEIS

) aTes)

CBGZ[CHI/ISI 0 JOKYMCHTEC, NOATBCPIKAAIOIICM OIUIATy MPOBCACHUA MPOUCAYP IKCIICPTU3BI MEIUITUHCKOTO
n3acius



Crioco0 mosydeHus yBeIOMIIEHUH (pEIIeHHi) OT YITOJIHOMOYEHHOIo opraHa (3KCIIEpTHOIH OpraHu3alin)
pedepenTHOTO TOCY NApCTBA!

D JINYHO IIOJ POCIIUCH
18.

D 3aKa3HbIM IMOYTOBBIM OTIIPABJICHUEM C YBEAOMJIICHUEM O BPYUYCHUUN

B JIEKTPOHHOU (hOopMe MO TEJICKOMMYHHKALMOHHBIM KaHaJlaM CBsI3H (IIPH BBIOOpE TAaHHOTO
D criocoba HeoOX0ANMO yKa3aTh afpec (aapeca) 3IEeKTPOHHOH MOYTHI,
Ha KOTOPBIH CJIeAyeT HalpaBUTh YBEIOMIICHHS)

D B (hopMe 3IEKTPOHHOTO JOKYMEHTA, MOIMHUCAHHOTO AIICKTPOHHOH IMOATUCHIO
lapanTHpyI0 AOCTOBEPHOCTH W MACHTUYHOCTH MH(POPMAIMH, COIEPKAIICHCS B PETHCTPAIMOHHOM IOChE U
3asBJICHUH
Jlata moga4u 3asBICHUS

®. . O. U AOMKHOCTH PYKOBOIUTENS TPOM3BOAUTENS (
YIOJTHOMOYEHHOTO MIPEICTaBUTEIS TIPOU3BOIUTEIS)

[Moamucey, me4aTh NPOU3BOIUTENS (YIIOITHOMOYEHHOI'O
MPECTABUTEIIS POU3BOUTENIS)
ITPUJIOXXEHUE Ne 3
k [IpaBuiaM perucTpamnuy U SKCIePTU3bI
0e30MacHOCTH, KauecTBa U
3P GEKTUBHOCTH MEIUITHHCKUX HU3IEITHI

d®OPMA
3aj4BJICHHS O MIPOBCACHHUH PCTrHCTPAITHN MEAUITHHCKOTO N3OCITNAA
B ynonnomMo4eHHbIH Opran

rocyaapCTBa — 4JICHaA
EBpa3HfICKOFO 9KOHOMHYECCKOT'O COrO3a

(HamMeHoBaHUEe pedepeHTHOTO
rocyaapcTBa)

(HamMeHOBaHUE ToCynapcTBa (TOCYIapCTB
) Ipu3HAHS)

3ASBJIEHHE
0 IPOBEJCHHUH PETHCTPALMH MEIUIAHCKOTO M3JEIHA

(

MIOJTHOE U COKpaIlleHHOE (NP HAJW4YUHK), B TOM YHCie pupMeHHOe, HAaMMEHOBAaHUS JIUIA, OT

MMEHU KOTOPOrO TMPOU3BOAUTCS peructpauuss (Mpou3BOAUTENb (YIOJIHOMOYEHHBIN
IpeICTaBUTENb IPOU3BOAUTENS), OPraHU3aAMOHHO-TIPaBOBas (hopMa IOPUIUYECKOTO JIMIIA)

HACTOAIIMUM ITPOCUT IIPOU3BCCTU PCTUCTPAITHIO MEAUITMHCKOTO U3 ACIINA

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

] Jla
3. MeauinHCcKOoe U3aeaue I JUarHOCTUKH in vitro?

O



10.

OO0macTp TpUMEHEHUS METUIIMHCKOTO W3Neius (B COOTBETCTBHH C
KiIaccu(pUKaTopoM 00JIACTCH METUIIMHCKOIO MPUMEHCHHS METUIIMHCKUX

u3genu, yTBepKIeHHbIM Pemenuem Komneruu
SKOHOMHUYECKOH komuccuu oT 16 anpenst 2019 r. Ne 62)

EBpasuniickoit

Knacc TIOTCHIUAJIBHOT'O PHUCKAa MPUMEHEHNUS MEAUITMHCKOT'O U3ICTIUA

Crnenyet mu MPOBOIUTH MHCIIEKTHPOBAHIE IIPOU3BO/ICTBA (YKA3bIBACTCS B

cily4dac, €CJIIM PpEeruCcTpupyeMoc MEIUIHUHCKOC H3JACINUEC SABIACTCA
MCAWIHWHCKHUM U3CJIMEM KJlaCcCa MOTCHUMUAJIBLHOIO0 pUCKa NPUMCECHCHUS 1

WM HCCTCPUIIbBHBIM MCIUIIUHCKHUM H3ACITUEM KJjlacCa MOTCHUHUAJIBHOI'O

puCKa TPUMCHCHUA 2a TICPBUYHOC HWHCIEKTUPOBAHUE IIPOU3BOJACTBA

panee He OBLIO IMPOBENCHO)?

Kox Buaa MEOUIIMHCKOTO wu3MAenus (COracHO HOMEHKIATYpe

MCIUIMHCKHX I/I3Z[€J'IPII71 EBpa3PII7[CKOFO OKOHOMHYECKOr'o COr3a, ImpaBujia

BeleHHUs] KoTopod yTBepxknaeHsl Pemennem Komnerun Epasuiickoit

SKOHOMHUYECKOH Komuiccuu oT 29 nexabps 2015 r. Ne 177)

B cocTtaBe MeIUIIMHCKOTO U3ICTUS UMEETCS JICKapCTBCHHOC CpeZ[CTBO?

Monens (MapKka) MEAUIIITHCKOTO U3AETIHS, €€ COCTaB U MPHHAIC)KHOCTH

Ne

CBC,IICHI/IH O IPOU3BOAUTEIIC

HaunmenoBanue
Mogens (Mapka)
MEIHUIUHCKOTO
usnenus  (mpu
HaJTMYUH)
CocraB  (mpum
HaJIMI1H)
[TpuHannexxHOCTH
(npu HaNTMUMH)

OpTraHU3aI[HOHHO-
nmpaBoBast (opma,
HONHOE
HAaMMCHOBAHHUC U
COKpallleHHOe

HauMCHOBAHUC (HpI/I perucTpa-umuu

HaJIMYMH), CTPaHa,
(. H. O.
WHIUBUY aJIbBHOTO
TPEIIPUHIMATEIS)

HOMeEp, aTa

MEecCTO
HaxXo
KICH
s (
ajpec
0pu
u4ie-c
KOTO
U1,
azapec
MecTa
HKHUTEI
bCTBA
UHIUB
u-aya
JEHOT
0
pen
pHHU-
maren

)

IIpousBoaurens

i agpec

Crpana

Ha

Her

d. . O. mu

HOMepa TeyepoHa U JOJKHOCTD
¢daktu-uecku ¢akca, aapec
9MeKTpOHHOU moutel ®@. M. O. u

(Tpm HaTTIIU)

PYKOBOU-TENS,

JOJIXKHOCTbH
KOHTaAKT-HOTI'O JIMIIa



1.

12.

13.

14.

CBeneHns 0 IPOU3BOICTBEHHOM IUTOMIAIKE (IPOM3BOICTBEHHBIX IUIOMIAIKAX )

OpraHu3aIuo
HHO -
npaBoBas
dbopwma,
MOJHOE
HaMMEHOBaHU
e u
COKpaIlleHHOE
HaVMEHOBaHH
e (mpm
HaJIM4YUH),
(®. U. O.
WHIUBHUyaJb
HOTO

IIpeANpuHUMa

Tens)

HOMEp, J1aTa u

®. HU. O. =n

CPOK

. (baktu DOIXKHOCTDH
JnercTBUS

asne yecku Homep TenedoHa M ¢akca, aapec PYKOBOIU-TEN,

3pemu-Ten .
P 50 9JIEKTPOHHOH moyuThl (pu Hanmmunu) ®. M. O. u
BHOT

azpec JIOJNIXKHOCTh
JoKyMeHTa (
KOHTAKT-HOT'O JIAIA
MIpU HAJIMYIHHN)

CBCHSHI/IH 00 YHOOJIHOMOYCHHOM IPEACTABUTCIIC IIPOU3BOAUTCIIA (HpI/I HaJ'II/I‘II/II/I)

OpraHu3alOHHO-
npaBoBast (opma,
NONHOE
HalMCHOBaHUE W
COKpallleHHOe
HavMeHOBaHue (Ipu
HaJIMYMH), CTPaHa,
(. HU. O.
WH/IMBHYaJIbHOTO
NpeIIPHHAMATEIIS )

MECTO
Haxo0
KICH
s (
ajpec
0pus
nyec-

KOTO
d. HNU. O. u
JINIIA,

HoMepa TenepoHa U TOJKHOCTH
HOMEp, AaTa aapec ¢daktu-uecku (¢akca, anpec PYKOBOAU-TEIIA,
perucTpa-nuu 2:;21 1 anmpec JNEeKTpoHHOM moutel ®. U. O. wu
LeTRA (pu HaITUUUK) JNOJKHOCTh
KOHTaKT-HOT'O JINIA
HUHIUB
uay-a
JIBHOT
0
mpean
pHUHH-
MaTen

)

CBG,E[GHI/IH O JOKYMCHTC, NOATBECPIKAAIOMIIEM OIJIATY MPOBCACHHUA NPOLUCAYP PETUCTPALIUN MEAUITUHCKOT'O

HA3ETUs

Crioco6 mosrydeHus YBEJOMIICHUH (PEIICHHH) OT YIOJIHOMOYCHHOTO OpraHa (3KCIePTHONH OpraHU3aI[iK)
pedepenTHOrO rocynapcTBa:

D JIMYHO oA pOCIHCh

D 3aKa3HbIM MMOYTOBBIM OTIIPABJIICHUEM C YBCJOMJICHUCM O BPYUCHHUU

B DJIEKTPOHHOH (opMe 1O TeIeKOMMYHHKAIMOHHBIM KaHajlaM CBs3M (TIpu BBIOOpE
|:| JTaHHOTO c1toco0a HeoOXOAMMO yKa3aTh afpec (axpeca) 3JIEKTPOHHONW MOYTHI, HA KOTOPBIH
CJIeyeT HANPaBUTh YBEIOMIICHUS)



|:| B (hOpMe IIIEKTPOHHOTO TOKYMEHTA, IIOAMMCAHHOTO JICKTPOHHOH MOJIIHCHI0

Crioco6 moy4eHus PErHCTPAMOHHOTO yI0CTOBEPEHHS MEIUIIMHCKOTO U3/ACINS M IPUIIOKECHUS K HEMY:
15 |:| Ha OyMa)KHOM HOCHTEIE JINYHO

|:| Ha OyMa)XHOM HOCHTENE C OTHPAaBKOHW 3aKa3HBIM IIOYTOBBIM OTIPABICHUEM C
YBEIOMJIEHHEM O BPYUYECHUH

lapaHTHPYIO MTOCTOBEPHOCTh M HACHTHYHOCTh MH(OPMAIIUHU, COJCPXKAIICHCS B PETUCTPAIMOHHOM JIOCHE U
3asBJICHUU

Jara mogauu 3asBI€HUS

®. U. O. u 10IKHOCTD PYKOBOJUTENS MPOU3BOIUTENS (
YIIOJTHOMOYEHHOTO MPEACTaBUTENS TPOU3BOANTEIS)

I[oamuch, medaTs MPOU3BOAUTENA (YHMOIHOMOYCHHOTO
MIPEICTaBUTEINSI TPOU3BOIUTEISI)

IMPUJIOXKEHHUE Ne 4
K [IpaBuiaM perucTpaiiy u 3KCIepPTH3BI
0€30MMacHOCTH, KauecTBa 1
3¢ GHEeKTUBHOCTH
MEIUIMHCKUX U3/IeITHIA

[Tpumeuanne NU3IT!
B npunoxenun 4 npenycmarpuBarotrcsi uamenenus pemenueMm Coseta EBpasuiickoit
skoHomuueckor komuccun oT 08.07.2025 Ne 50 (Bctymaetr B cuiy no ucredenuu 180
KaJIGHJIApHBIX THEH C 1aThl ero 0(QUIIMaTBLHOTO OMyOJIUKOBAHUS).

IIEPEYEHD
JOKYMEHTOB, HEOOXOMMBIX JUIS PETHCTPalMi MEAHIMHCKOI0 M3AEIHA

MeaunuHCKOE U3eNNe KiTacca MOTSHIMAIEHOTO prucka MeaunuHCK
HaumeHoBaH mprMEHEHUs o€ HU3JeNne
Ne /m A € i [Ipumeganne
JOKyMeHTa | 2a 26 3 JINarHOCTHK
U in vitro

mo Gopmawm,
MIPEIyCMOTP
€HHBIM
MIPHIOKCHHS
mMuNe2u3
k IIpaBunam
peTucTpaIym
u
9KCIIEPTUREI
0e30MmacHOCT
M, KayecTBa
i
3¢ PEeKTUBHO
1. 3asBieHue  + + + + + cCTH
MEIUIIUHCKH
X M3ICITHH,
YTBEPKACHH
bIM Pemienue
M Cosera



Hosepennoc
Thb oT
MIPOM3BOJIUT
eJIsl Ha TIPaBo
NpeNCTaBICH
u s
UHTEPECOB
npu
perucrpaniu
(npwu
HEoOX0IMMO
CTH)

Horosop
MPOU3BOJUT
enss ¢
YIOJIHOMOYE
HHBIM
MIPEACTaBUTE
TeMm
MIPOU3BOJUT
ens 1100 ero
konus (mpu
HaJIM9IUHU
YIIOJIHOMOYE
HHOTO
MpeACTaBUTE
a s
MIPOM3BOJIUT
ens1). Ecnu
YIIOJIHOMOYE
HH Bl i1
MpeACTaBUTE
I b
MIPOM3BOJIUT
exsi He
SABJISETCS
PE3UICHTOM
pedepeHTHO
r o
rocyJapcTBa,
npuiIaraeTcs

EBpasuiicko
i
9KOHOMHIEC
KoOH
KOMHCCHUU OT
12 ¢despans
2016 1. Ne
46

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

KOTH
3aBepseTcs B
COOTBETCTBH
u c
MEXTyHapOI
HBIM U
HOpMaMH
3aBepeHU
AU
HOpMaMHu
3aBEPEHHUS,
YCTaHOBJICH
HBIMHU



KOMUS
JIOKYMEHTa,
MOJTBEPIKIa
FOIIET O
perucTpanu
10
YHOJHOMOYE
HHOTO
MpEICTABUTE
I s
MIPOU3BOIUT
ens B
KadecTBe
IOPUINIECKO
ro IuIa
nubo
WHIMBUY Al
BHOTO
MPEIIPUHIM
arens

Konus
paspemuTen
BHOTO
JIOKYMEHTa
Ha TMpaBo
MIPOU3BOJICTB
a B CTpaHe
MIPOM3BOIUT
ens c

+

MPUIIOKEHHE
M (mpu
HAJTUYHN)

Konus
JIOKyMEHTa
nubo
CBEJEHHS,
MOJTBEPIKIa
FO I U €
perucrparu
10
MIPOU3BOIUT
ens B
KauyecTBE
IOPUYECKO
ro nuIma
nubo
HHIUBUIY AN

3aKOHOAATEN
BCTBOM
pedepeHTHo
r o
rocynapcraa

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

KOS
JIOKyMEHTa
3aBepseTCs B
COOTBETCTBU
u c
MEXIYHAPO/I
HBIMH
HOpMaMHu
3aBepeHUS
HITH
HOpMaMHu
3aBepeHusl,
YCTaHOBJIEH
HBIMH
3aKOHOIATeN
bBCTBOM
pedepeHTHO



BHOTO
MpeATIPUHIM
aTens

Konus
cepTuduKaTa
COOTBETCTBH
s CUCTEMBbI
MCHCIPKMCHT
a KauecTBa
TpeboBaHUs
M CTaHAapTa
ISO 13485
nubo
COOTBETCTBY
I0UIETO
PETHOHAIBH
OTO WIH
HAI[MOHAJIBH
oTro (
rocyzapcTae
HHOTO)
CTaHIapTa
rocymapcTaa
— 4JeHa
EBpasuiickor
0
SKOHOMUYEC
KOT'0 Coro3a (
manee
COOTBETCTBE
HHO —
TOCyIapCTBO
-yneH, Coro3
)
BBIJIAHHOTO
Ha WUMA
MIPOU3BOIUT
eI
MEIULUHCKHU
X u3genunt (
MIPOU3BOJICTB
€HHOH
TUTOIAIKu) (
npu
HaJIMYUH)

Jexnapanus
0
COOTBETCTBH
"
MEIHUIMHCKO

r o
rocyzapcTaa
5

CBEACHUS
3aBEPSIIOTCS
MIPOU3BOIUT
eneM

3aBepseTCs B
COOTBETCTBU
u c
MEKTyHApPOST
HBIMH
HOpMaMH
3aBEpEHHs
HIH
HOpMaMu
3aBepeHusl,
YCTaHOBIIEH
HBIMH
3aKOHOIaTeN
BCTBOM
pedepeHTHO
r o
rocyaapcraa



o M3JCIus
00s13aTeNbH
Bl M
TpeboBaHuUs
M
rocyAapcTB,
H ¢
SIBIISTFOTITHX CST
YJIeHAMHU
Coro3a (
HaAIpumep, =+
JAPEKTUBAM
U
periameHTa
M
EBponeiicko
ro Cco3a),
HIHu
SKBHBAJICHTH
Bl #
JOKYMEHT (
npu
HAJIMIUHN )
60 KOTHS
TaKHUuX
JIOKYMEHTOB

Konus
PETUCTpaIfo
HHOTO
YAOCTOBEPEH
u s
MEIUIMHCKO
ro m3aenus (
cepTuduKara
CcBOOOIHOM
MPOJIaXKH,
ceptu(uKara
Ha 9KCTopT (
3 a
HCKITIOYCHHE |
M
MEIUIUHCKA
X M3AEIUH,
BIICPBEIC
MPOU3BEICH
HBIX Ha
TePPUTOPHH
rocyaapcraa
-4yJieHa)),
BBIJIAHHOTO B
CTpaHe
MPOU3BOIUT
ens (mpu
HaJIMYUH)

KOTUS
3aBepsieTcs
MIPOU3BOIUT
elnem (
YIOJIHOMOYE
HHBIM
MIPEICTaBUTE
TeM
MIPOU3BOIUT
eJ1s1)

3aBepseTCs B
COOTBETCTBU
15§ c
MEKTyHApOST
HBIMH
HOpMaMH
3aBepeHUs
HIH
HOpMaMHu
3aBepeHmus,
YCTaHOBJIEH
HBIMH
3aKOHOJIATE
BCTBOM
pedepeHTHO
r o
rocymapcTsa



10.

Caenenus o
perucrpanuu
B JpYTHUX
CTpaHax co
CCBUIKOW Ha
JIeVCTBYIOI
u e
WCTOYHUKHU
Takux
CBEIIEHUHN U
3JIEKTPOHHBI
n daiin,
cojiepKaIu
W Takue
CBEICHUS,
WM KOMHUS
JIOKYMEHTa,
YI0CTOBEPSI
IOIETro
peructpanu
0
MEOUIIMHCKO
IO H3JICIIHS B
IpYyrux
cTpaHax  (
npu
HAJTUYHN)

JlanHBIE O
MapKUPOBKE
M yTmakoBke (
TIOJTHOIIBETH
pie  (c
yKazaHueMm
KOJHNPOBKH
1BeTa)
MaKeThI
YIaKOBOK U
9THKETOK),
TEKCT
MapKHPOBKH
Ha PYCCKOM
SA3BIKE U
rocyJapcrae
HH Bl X
A3BIKaX
roCyJapcTB-
YIIEHOB (TIpH
HE00X0ANMO
ctu). Tekcr
MapKHUPOBKH
H a
rocynapcTae
HHBIX
A3bIKaX

3aBepsieTcs
MIPOU3BOIUT
elnem (
YIOJIHOMOYE
HHBIM
MIPEICTaBUTE
TeM
MIPOU3BOIUT
eIst)

3aBepseTcs
MPOU3BOIUT
eneM (
YIIOJIHOMOYE
HHBIM

HpecTaBUTe
a1eM



11.

12.

rOCYAapcTB
IpU3HAHHS
MOXKET
HPEICTABIST
BCSI TIOCIIE
(dhopmupoBan
u s
TIOJIOXKHUTEITh
HOTO
9KCIIEPTHOTO
3aKITIOYCHHS

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

Caenenus o
MPOU3BOJIUT
ene:
HaMMCHOBaH
ue, BHUJ
JIEATETBHOCT
H bl
IOPUINICCKH
U anpec,
dbopma
COOCTBEHHOC
TH, COCTaB
PYKOBOJICTBA
, TIepeuYeHb
MOJIpa3IeiicH
u i u
TOYEePHUX
KOMITQaHHUH,
Y4aCTBYIOII]
" X B
MIPOU3BOJICTB
e
3asBIISICMOTO
H a
perucTpanu
0

MIPOU3BOTUT
eIst)

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

3aBepseTcs
MPOU3BOIUT
eneMm (
YIIOJIHOMOYE
HHBIM

npecTaBuTe
a1eM



13.

MEJIUIUHCKO
0 U3JCNIH,
C yKa3aHHeM
UX cTaTyca u
MMOJTHOMOYHMH

WNndpopmann
o 0
MapKeTHHTe
(uctopust
MIPU YCIIOBHH
oOparteHus
u3zenus Ha
PBIHKE

Gonee 2 ner)
(npwm
HaJTMY1H)
CoobuieHus
0
HECYaCTHBIX
clIy4asx |
oT3bBax
nHdopmanus
H ¢
MPeI0CTaBIIs
ercs s
BHOBbB
pa3paboTaHH
BIX W
CHPOEKTHUPO
BaHHBIX
MEIUIMHCKI
X U3JCINI):
CIIHCOK
Hebmaronpu
SATHBIX
coOpITHit  (
WHIIMJICHTOB
) unu
HecYacTHBIX
cilydaes,
CBSI3aHHBIX C
UCIIONB30BaH
ueM U3JeNus
, 1 YKazaHue
nepuona
BpEMEHH, Ha
NPOTSDKCHUH
KOTOPOTO
MPOUCXOMI
U yKa3aHHbIC
ciry4yan
ecnu
HeOaronpu

+
(kpome
KJIacCOB
1 u 2a)

MIPOU3BOTUT
eIst)

3aBepsieTcs
IIPOU3BOJUT
eneMm (
YHOJIHOMOYE
HHBIM
IIpecTaBUTe
a1eM
IIPOU3BOJUT
est)



14.

STHBIX
coObITHit  (
MHIIUJICHTOB
) CITUIITKOM
MHOTO,
HEOOX0MMO
MPEOCTABUT
b KpaTKue
0030pHI TIO
KaXIOMy U3
THUIIOB
coObITHIT

U yKas3arh
obmee
KOJIMYECTBO
coOBITHI
KaXJa0T0
THNa, O
KOTOPBIX
MOCTYIaIH
OTYCTHI
CIHCOK
OT3BIBOB C
pBIHKA
MEIUIMHCKU
X U3IEIUN U
(unm)
MOSICHUTEIb
H BI X
YBEAOMIICHA
i u
onHCcaHue
MOAX0/a

K
paccMoTpeH
HI0 3THUX
npobiieM u
UX PEUICHUIO
MPOU3BOJUT
eNsIMH B
KaXJI0M

M3 TaKHuX
ClTy4yacB
ONHCaHUE
aHanm3a u (
UIH)
KOPPEKTUPY
0 L U X
JIICHCTBUM,
MPEANPHHST
BIX B OTBET
H a
yKa3aHHBIC
ciyyau

(xpome
Kiacca 1)

3aBepsieTcs
MIPOU3BOTUT
eleM (
YIHOJHOMOYE
HHBIM
MPECTaBUTE
qTeM
MIPOU3BOTUT
e1s1)



15.

16.

ITepeuens
CTaHIIAPTOB,
KOTOpEIE
TIPUMEHSITHC
b
MPOU3BOIUT
eleM Tpu
MPOCKTHUPOB
aHUH ©
TIPOU3BOJICTB
e
MCEOUIIUHCKO
ro u3nenus (
C yKa3aHHEM
HAaUMCHOBAH
" s u
0003HauCHHS
CTaHAapTOB)

Csegenus o
COOTBETCTBH
u
METUITUHCKO
ro Hu3aciius
O6mum
TpeboBaHUs
M
06e30macHOCT
u u

3 peKTuBHO
CTH
MEIUITUHCKU
X WBIEIUH,
TpeboBaHUs
M K HX
MapKHPOBKE
nu
JKCIUTyaTanu
OHHOH
JTOKYMEHTAI]
MW Ha HUX,
YTBEPKACHH
bie Pemienue
M Coserta
EBpasuiicko
i
SKOHOMHUYEC
K 0 i
KOMHUCCHUHU OT
12 ¢espans
2016 1. Ne
27 (nmamee —
Oo6mue
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37. perucTparmo + + + + + HHBIM

HHOTO JI0Che HpeICTaBUTE

B OyMakHOM aTeM

BUJIE) MIPOU3BOJIUT
est)

ITPUJIOXXEHUE Ne 5
K [IpaBuiaM perucTpamuy U SKCIePTU3bI
0€30MMacHOCTH, KauecTBa U
3¢ HeKTUBHOCTH
MEIMIUHCKUX M3ICTHA

OKCIIEPTHOE 3AKJIIOYEHUE
00 omeHke 6e30macHOCTH, KadecTBa U 3)(HEKTUBHOCTH MEAUIIMHCKOTO U3ZISIIUA

(HaMMEHOBaHUE YMOJHOMOYEHHOIO OpraHa (SKCIEPTHOW opraHu3anuu) pedhepeHTHOTO

rocyJ1apcTBa)
YTBEPXKJIAIO
(d. 1. 0. p};<OBOI[I/ITeJ'I$I
YHOOJIHOMOYECHHOI'O OpraHa
(3KCTIepPTHOH OpTraHU3aIliH ), TIOAIHCH,
TeyaTh)
H—H 20_ T.
SKCIIEPTHOE 3AKJIIOYEHUE
00 oneHke 6e30macHOCTH, KadecTBa U 3()(HEKTHBHOCTH MEAUIIMHCKOTO U3
Ne or" " 20 T.

1. OOuue cBeaeHUs: 0 MEAULMHCKOM H3/1EIUU:
a) HOMEp U JaTa pPEerucTpaluy 3asBJICHUI O MPOBEIECHUU IKCIIEPTU3BI MEAUIIMHCKOTO
U3JIETUS ¥ O IPOBEACHUM PErUCTPALIMA METULIUHCKOTO U3/EIINS;
0) HaMMEHOBaHUE MEIULIMHCKOTO U3/IEIINS;
B) IPOU3BOJUTENTH MEAUIIMHCKOTO U3/IETHs, CTPAHa;
') IPOU3BOACTBEHHA TUIOMIAAKa (TIOMIAIKH ), CTpaHa;
1) YIOJTHOMOYEHHBIH NpeACTaBUTENb IPOU3BOANUTENS (IIPU HAJTMYUN);
€) 00J1acTh IPUMEHEHUS U HA3HAYECHUE;
) BUJ MEIULUHCKOTO M3JEJIHS B COOTBETCTBUM C HOMEHKJIATypOH MEIUIMHCKHUX
n3aenuil EBpazniickoro SKOHOMHMYECKOIO CO03a, MPABUJIA BEAEHUS KOTOPOM YTBEPIKICHBI



Pemenuem Komnernn EBpazuiickoit skoHOMU4Yeckoi komuccuu ot 29 nexabps 2015 r. Ne 177
;
3) KJIacC MOTEHIIMAJIbHOIO PUCKA TPUMEHEHHS] METUIIUHCKOTO U3EIHS;

M) COCTaB MEIUIIMHCKOTO U3JAeaus (MoAeiau (MapKu) MEIUIMHCKOTO u3aAenus (mpu

HaJIM4YuM)) U IPUHAIJICKHOCTEN K HeMY (ITpU HAJTUYKH);
K) OCHOBHBIE TEXHUYECKUE XAPAKTEPUCTUKUA METUIIMHCKOTO u3aenus (Moaenu (Mapku,
TUTA) MEAUIITHCKOTO U3/Ienus (IpU HAJTUYUN)).
2. Pe3ynbTatrhl SKCEpTU3bI OE30MACHOCTH, KauecTBa U 3((HEKTUBHOCTH MEAUIIMTHCKOTO
u3zienus (o MPUMEHUMOCTH):
a) OLICHKA NMPAaBWJILHOCTH OTHECEHUS U3AENUS K MEAUIIUHCKUM U3JIEIIUSIM;

0) oIleHKa COOTBETCTBHUS YKa3aHHOTO 3asBUTEJIEM Kjacca MOTEHIHAILHOIO PHUCKa
MPUMEHEHUSI MEIUIIMHCKOTO HW3JeNHs B COOTBEeTCTBUMU C [IpaBunamu kiaccudukanuiu
MEIUUUHCKUX U3IEIUi B 3aBUCHUMOCTH OT IOTEHIUAJIbHOTO pHUCKA NPUMEHEHUS,
yTBepkaeHHbIMUA Pemennem Komuternn EBpazuiickol S5KOHOMHYECKOM KOMMCCHH OT 22
nekabps 2015 r. Ne 173;

B) OIIEHKA MPaBWJIHLHOCTH OTHECEHUS] MEAUIIMHCKOTO H3JAenus (Mozened (Mapok)
MEJIUIIMHCKOTO U3ENHs) K ONPEICTICHHOMY BUy MEAUIMHCKUX U3IEIUN B COOTBETCTBUHU C
HOMEHKJIATypPOU MEIUIMHCKUX HU3IeIUi EBpasulicKOro 3KOHOMUYECKOI'O0 COKO3a, IIpaBuia
BEICHUs KOTOpOoM yTBepxkaeHbl Pemenuem Koiutermn EBpa3suiickoil 3KOHOMHUYECKOU
komuccuu ot 29 nexadpst 2015 r. Ne 177;

I') OLIEHKAa COOTBETCTBUSI MOJieNiel (MapoOK) MEIUIIMHCKOTO u3/eNus (MpU HaJUYUH),
BKJIIOUAEMbIX B OJHO PETHUCTPALMOHHOE YJIOCTOBEPEHUE, KPUTEPHUAM, YCTaHOBICHHBIM
nyHKkToM 19 TlpaBui perucTpaiu u SKCepTu3bl 0€30MacHOCTH, KauecTBa U 3P(HEKTUBHOCTH
MEAUIUHCKUX W3Aeani, yTBepkaeHHbIX PemenneM CoBera EBpa3uiickoil SKOHOMUYECKOU
koMuccuu ot 12 deBpans 2016 r. Ne 46;

J1) aHaJIU3 M OIIEHKAa JOKa3aTeIbHBIX JOKYMEHTOB (MaTE€pHajoB), MOATBEPIKIAFOIINX
COOTBETCTBUE MEIUIIMHCKOTO wu3aenaus OOmuM TpeOboBaHUSIM 0€30MacCHOCTH H
3(phEKTUBHOCTH MEIHWIIMHCKUX U3JeNuii, TpeOOBaHUAM K UX MapKUPOBKE W
AKCIUTYaTallMOHHOW IOKYMEHTAllMU Ha HUX, yTBepkIAeHHbIM Pemenuem Cosera EBpasuiickoii
sKOHOMHUYECKOU komuccuu ot 12 despans 2016 r. Ne 27 (nanee — O01mue TpedOBaHMS):

aHaJau3 MPEACTABICHHBIX IMPOU3BOJIUTENIEM CBEICHUN O COOTBETCTBUU MEIUIMHCKOTO
maenus OOuM TpeOOBaHUAM, B TOM YMCJE aHAIU3 MPaBWIBHOCTH HUICHTU(DUKAIIUU
nosioxkeHuit O0mux TpedoBaHUN, TPUMEHUMBIX K METUIIMHCKOMY U3JIEITHUIO;

OIlEHKAa COOTBETCTBUSI IMPOTOKOJIOB TEXHUYECKUX HCIBITAHUM, BBIJAHHBIX
YIIOJTHOMOYEHHBIMH OpraHu3anusamu, [IpaBuiiam mpoBeneHUsT TEXHUUYECKUX HCIBITAaHUN
MEIMIMHCKUX U3eNui, yTBepkaeHHbIM Pemenuem Coseta EBpa3uiickoil 5JKOHOMHYECKOM
komuccuu ot 12 despanst 2016 r. Ne 28;

OIIEHKa COOTBETCTBUS MPOTOKOJIOB MCCIENOBAHUMN (UCIBITAHUM) C IEIBI0 OLIEHKU
OMOJOTUYECKOTO JEUCTBUS MEAUIMHCKUX W3JI€NINI, BBIJAHHBIX YIOJIHOMOYEHHBIMU



opranuzanusamu, lIpaBuiam mpoBeaeHHS UCCIEIOBAHUN (UCIBITAHUN) C LEIBIO OLIEHKH
OMOJIOTUYECKOT0 JICMCTBHUS MEIUIIMHCKUX U3JeNHi, yTBepKIeHHbIM Pemennem CoBera
EBpa3zuiickoil s3xoHOMU4eckor komuccuu oT 16 mast 2016 r. Ne 38;

aHaJu3 OTYETa MO OlIEHKE OWOJOTHMYECKOro JIEHCTBHUS MEIUUMHCKOrO u3aenus (
MPOBOAUTCS B TOM YHCJIE JUIsl MOATBEPKICHUS TOTO, UTO MaTEpPUaIbl, BXOASIINE B KOHTAKT (
B3aMMO/JICHCTBYIONINE) C TKAHSMM YEJIOBEKa, HACHTUPUIMPOBaHBI (yKa3aHbl MapKu
MaTepUalioB U UX U3rOTOBUTENN), @ TAKXKE JJI MOITBEPKICHUS] 000CHOBAaHHOCTU OTCYTCTBUS
HEO0OXOAMMOCTH MPOBEACHHUS UCCIIEIOBAHUMN (MCIIBITAHUI) C TIEIBbI0 OIEHKA OMOJIOTHYECKOTO
NeHUCTBUSA);

aHaJIU3 OTYeTa O KIMHUYECKOM JI0Ka3aTelbCTBE d(PPEKTUBHOCTH M OE30MaCHOCTH
MEIUIMHCKOTO W3Aeaus (IPOBOAUTCS JJIs MOATBEPKICHUS OOOCHOBAHHOCTH BBIOOpA
METOJIOB J0KAa3aTelbCTBA KIMHUYECKOW 3(P(HEKTUBHOCTH U 0€30MaCHOCTH MEIUITUHCKOTO
U3JENus, BaJUIHOCTU JaHHBIX, MCIOJIb3YEMbIX [JI JI0Ka3aTEIbCTBA KIMHUYECKOU
sdexTuBHOCTH M O€30MACHOCTU MEAUIMHCKOTO HU3JEIus, a TakKe OOOCHOBAaHHOCTH
3aKITIOUYCHUST O KIMHUYECKOW 3(h()EKTUBHOCTH U OE€30MAaCHOCTH IS BCEX 3asBICHHBIX
MOKa3aHUM K TPUMEHEHHIO C YYETOM HAJIMYUSI WJIM OTCYTCTBUSI TPOTHUBOTIOKA3aHUI);

OIICHKA COOTBETCTBUS OTUETOB O KIMHUYECKUX (KIMHUKO-Ta00PATOPHBIX) UCTIBITAHUAX (
HCCIIEIOBAHUIX) MEAUIMHCKUX wu3aenuit [IpaBuiaM npoBeAeHHUS KIUHUYECKUX U
KJIMHUKO-TA00paTOPHBIX  WCHBITAHUM  (MCCIEJOBAHUN) MEIMIIMHCKUX  HU3JICIUH,
yTBepxkaeHHbIM Pemmenuem CoBera EBpasuiickoii 5KOHOMUYECKOM KOMUCCHH OT 12 ¢eBpas
2016 1. Ne 29;

aHaJIM3 BaJUJAHOCTU JOKA3aTEIbCTB MEPBOIM CTOPOHBI (IIPU HATMYUH) JIJISl TOATBEPKIACHUS
COOTBETCTBUS MeIHUIMHCKOro wu3aenus OOmuM TpeOOBaHUAM C YYETOM Kjlacca
MOTEHLIMAIIBHOTO PUCKA TPUMEHEHUSI MEIUIIMHCKOTO M3AeNus (11 MEAULIUHCKUX W3AEIHI
KJIACCOB MOTEHIMAIBHOTO pUCKa IpUMeEHEHUs 20 U 3 K JA0Ka3aTelbCTBaM MEPBOM CTOPOHBI
JIOJIKHBI TIPUIIATAThCS TIPOrpaMMa UCTIBITAHUHN (MCCleIoBaHU) U 000OCHOBaHUE BHIOPAHHBIX
METOJIOB);

aHAJIN3 CTAHJAPTOB, MPUMEHSEMBIX MPOU3BOJAUTENIEM MPU MPOCKTUPOBAHUU U
POU3BOJICTBE MEAUIIMHCKOTO U3JIEIINS;

aHanu3 0e30MacHOCTU U 3(PPEKTUBHOCTH JIEKAPCTBEHHOTO CPEACTBA B COCTABE
MEJUIIMHCKOTO HU3JIeNUs, €ro BIUSHUS Ha (YyHKIHOHAIBHOCTh MEIMIIMHCKOTO H3ICIHS,
COBMECTUMOCTHU JIEKAPCTBEHHOT'O CPEJICTBA C MEIULMHCKUM H3JENIHEM (3a HCKIIOYEHUEM
MEUIIMHCKUX U3JIEIUI JUIsl TUAaTHOCTUKH In Vitro). JIekapcTBEHHOE CPEACTBO JOJKHO OBITH
3apETUCTPUPOBAHO M pPaA3pElIeHO0 K MPUMEHEHHUI0 B TOCYyAapCTBE — MPOU3BOJUTENIE
JIEKapCTBEHHOI'O CPEJICTBA;

[Tpumeuanne NU3IT!

B a03ane oguHHAIATOM MOAMYHKTA 1) IPEeIyCMAaTPUBACTCS U3MEHEHHE PEIICHUEM
Coseta EBpazuniickoii skoHoMuueckoit komuccuu ot 08.07.2025 Ne 50 (BcTymaer B cuity 1o
ucreueHun 180 xaneHIapHBIX JHEU ¢ JaThl €ro 0(UIHAIBHOTO OMYOJIUKOBAHUSA).



aHaJIU3 JIAaHHBIX O OMOJOTUYECKOW 0€30MacCHOCTH MEIUIIMHCKOTO U3JENHs Ha OCHOBE
aHajiM3a BCEX MAaTepPHUaOB >KUBOTHOTO WJIM YEJIOBEUECKOTO MPOUCXOXKICHUS, BXOAIINX B
MEIUIIMHCKOE H3JICNIHE, a TaKkKe MH(POPMAIUA O MoJ00pe HCTOYHHUKOB (JIOHOPOB), OTOOpE
Marepuasa, MpoIeCCUHre, XpaHEHUH, TECTUPOBAHUY, BAJIUIAIIMK TIPOIICAYP TECTUPOBAHUS, a
TaKke 0OpalieHns C TKaHSMHU, KJIETKaMH, CyOCTaHITUSMU >KHBOTHOTO WJIH YEJIOBEYECKOTO
IPOUCXOXKEHUS, KyJIbTypaMu MUKPOOPTaHU3MOB U BUPYCOB;

aHajiu3 MPOUEAYPhl U METOJIOB CTEPUIIM3AIMA MEIULIMHCKOTO U3JEIus, MaTepUalioB,
000CHOBBIBAIOIIMX CMOCOO CTEPUITU3AINH, MPEIaraéMblX METOJ0B KOHTPOJS KayecTBa U
OTpe/IeNICHHUs] OCTAaTKOB CTEPUIIU3YIOIIEr0 BEIIECTBA MPU MPUMEHEHUH XUMUYECKOT0 crioco0a
CTEPUIN3ALINH;

M3YUYCHHUE BAJTUIHOCTH MPOTPAMMHOTO 00ECIIeYeHUs] Ha OCHOBE aHAJIM3a JaHHBIX O €ro
BepuUKaAIUA W BaJUJAllMM, B TOM YuCIe WHPoOpMamuu O ero paszpaboTke, Mepax H
CPEIICTBAX 3aIUTHl OT HECAHKIIMOHUPOBAHHOIO JIOCTYyMa U o0ecredyeHuu kudepobe3onacHoCTH
, TECTUPOBAHUU MTPOU3BOJIUTENIEM, JAHHBIX 00 UICHTU(PUKAIIUU U MAPKUPOBKE;

aHaJIM3 OTYeTa O CTAOUILHOCTU MEIUIIMHCKOTO U3JIeusi, 000CHOBAHHOCTH 3asiBIIEHHOTO
CpOKa XpaHECHUS;

paccCMOTpPEHUE OTYETa IO aHAJIU3y PUCKOB B LEJNSAX MOATBEPKICHUS MHOITHOTHI
UICHTU(PUIIMPOBAHHBIX B TaKOM OTYETE OIACHOCTEH, ONMacCHBIX CUTyallud U
COOTBETCTBYIOIIUX PUCKOB, KOTOPHIE MOTYT OBITh OIICHEHBI KaK HEJOMYCTHMBIC, a TaKKe
NOATBEPKICHUS 3aKIIOYEHUSI TPOU3BOAUTEINSI 00 OTCYTCTBUU HEJOIMYCTUMBIX PUCKOB JINOO
JOMYCTUMOCTH PUCKOB, KOTOPBIE B OTUETE MO aHAJIN3Y PUCKOB OIEHEHBI KaK MPUEMJIEMbIC Ha
OCHOBE aHaJM3a COOTHOLIEHU "PUCK — MOb3a";

MOJTBEPKJICHIUE HAa OCHOBAHUM MPEJCTABICHHBIX JOKAa3aTEIbHBIX MaTepuanoB (
JIOKYMEHTOB) OOOCHOBAaHHOCTH pe3yJibTaTa OLEHKU MPOU3BOJMUTENS O COOTBETCTBUU
MEIUIUHCKOro n3aenus O0nmm TpedoBaHusM;

OIIEHKA COOTBETCTBHUS 3KCILTyaTallMOHHOTO JOKYMEHTA WJIM UHCTPYKIUH 110 MPUMEHEHUIO
, PYKOBOJICTBa MO CEpBUCHOMY OOcCTykuBaHui0 OOIUM TpEeOOBAHUSIM;

OIICHKA COOTBETCTBUS MAapKUPOBKU MEAUITMHCKOTO n3aenus O0mmm TpedoBaHUIM;

aHanu3 TpeOOBaHUN K TEXHUYECKUM XapaKTEPUCTHUKAM METUIIMHCKOTO U3/1EIHs;

OIIEHKA JIOKYMEHTOB, TOATBEPKAAIOIINX PE3YIbTAThl UCIIBITAHUN MEIUIIMHCKUX U3ETUI
B IEJISAX YTBEPXKIEHUS THUIIA CPEACTB U3MEPEHHUH (B OTHOIICHUU MEIUIIMHCKUX H3ICIHM,
BKJIIOUCHHBIX B MEPEUCHb BUJOB MEIUIIMHCKUX U3JEIUHN, MOMAJICKAIMNX OTHECEHUIO MPU UX
perucTpanmu K cpeicTBaM HU3MepeHuil, yrBepxkaeHHbd Pemenuem Coseta EBpasuiickoit
sKOHOMHUYECKO komuccuu ot 12 despans 2016 r. Ne 42);

€) aHaJu3 OTYETOB O Pe3yJIbTaTaX MHCIEKTUPOBAHMS MPOU3BOJCTBA MEIMIIMHCKOTO

u3zienus (MPOBOAUTCS B LENSIX MOATBEPKICHUSI COOTBETCTBUS 3asBISIEMOI0 MEIUIIUHCKOTO
u3Aenus rpymnne (MoArpynie) MEeIUIMHCKUX HM3JEIUA ¢ y4eTOM Kilacca MOTEHIUaIbHOTO
pUCKa TpUMEHEHHs coryiacHo npuioxeHuto Ne 2 k TpeOoBaHusIM K BHEIPEHHIO,
MOJJICPKAHUIO U OIIEHKE CHUCTEMbl MEHEKMEHTAa KaueCTBa MEIMIIMHCKUX U3ACIUN B



3aBUCUMOCTH OT NOTEHIIMAJIIBHOI'O PUCKA UX PUMEHEHHUs, yTBepKIeHHbIM Pemennem Coseta
EBpasuniickoil sxoHomuyeckoit komuccuu oT 10 nHosiOps 2017 r. Ne 106, a Ttakxke
MOJITBEPKICHUS JOCTOBEPHOCTH HH(OpMALIUK 00 YKa3aHHBIX B 3asBJICHUIX O PErUCTPALlUH U
AKCHEPTH3€ MPOU3BOACTBEHHBIX IUIOMIAJIKaX, HA KOTOPBIE pPACIpPOCTpaHSETCS ACHCTBHE
OTYeTa O pe3yibTaTaX MHCIIEKTUPOBAHUS MPOU3BOACTBA MEAUIIMHCKOIO U3/IETIH);

’K) aHaJIM3 TaHHBIX O CepTU(UKAIIMN CUCTEMbI MEHEIP)KMEHTA KauecTBa (Mpy HAJTUYHH), B
TOM 4YHcCle TpeOOBaHUN, Ha COOTBETCTBUE KOTOPBIM CEpPTUPUUHPOBAHA CHUCTEMA
MEHEKMEHTA KauyeCcTBa IPOU3BOIUTENS, U CBEJICHUM 0 cepTudukaTtax (HoMep, JaTa BbIJIayH,
CPOK JeHCTBUSl cepTU(UKaTa, HAMMEHOBAaHUE M CBEJCHHMS 00 aKKpeAuTallMd OpraHa Io
cepTu(UKaINN);

3) TMOATBEPKJEHHUE OOOCHOBAHHOCTU YKa3aHUsI MPOU3BOIACTBEHHBIX IJIOMIAT0K
PErHCTPUPYEMOIO METULIMHCKOTO U3/EIINS;

M) aHaJIW3 JaHHBIX O pa3pabOTKe W MPOU3BOJCTBE MEIUIIMHCKOTO HU3AEIUS (CXEMbI
MPOLIECCOB MPOMU3BOJACTBA, OCHOBHBIX CTaAuil IMPOU3BOJACTBA, YINAKOBKH, HCHBITAHUU U
IPOLIEYPHI BBIITYyCKa KOHEUHOTO MTPOIyKTa);

K) aHaJIU3 IPEICTaBICHHON POU3BOAUTENIEM HUH(GOPMALIMN O MAPKETHHTE;

[Tpumeuanue U3ITN!

B noanyskTe 11) npenycmaTpuBaeTcsi uaMeHenue peumieHueM Cosera EBpazuiickoit
skoHoMuueckoil komuccuu ot 08.07.2025 Ne 50 (Bcrymnaer B cuity 1o uctedenuu 180
KaJIeHJAPHBIX JIHEH C AaThl €ro O(pUIMATBLHOTO OIMyOJIUKOBAHUS).

J) aHaJU3 MPECTABICHHBIX MPOU3BOAUTENEM CBEICHUN O HATMYUU WIH 00 OTCYTCTBUU
COOOIIEHUM O HEXEeNAaTeNbHBIX COOBITUSX W (WJIM) HECUACTHBIX CiIydasX, CBSI3aHHBIX C
MCIIOJIb30BaHUEM MEIULMHCKOTO H3JENHs, OT3bIBaX C PbIHKA MEIMIIMHCKOTO W3JEIHus,
YBEJOMJIEHUH MO O€30MacHOCTU MEIULMHCKOTO H3JeNus, MOAXOJO0B K PELICHUI0 TaKux
npoOieM TPOU3BOJUTENEM NPU HMX BO3HUKHOBEHUHU, OINUCAHUA MPEANPUHATHIX
KOPPEKTUPYIOLIUX JEUCTBUM, a TAK)KE aHAJIM3 COOTHOLIEHUS YPOBHS MPOJAXK, KOJINYECTBA
HECYACTHBIX CJIy4aeB U OT3bIBOB MEIUIIMHCKOTO U3ENHS U3 OOpaIleHHUS;

M) aHaju3 MiaHa cOopa JaHHBIX MO 0€30MacHOCTH U dYPEKTUBHOCTH METUITUHCKOTO
U3JIENVs Ha MOCTIIPOAAKHOM JTarle.

3. OO11iee 3aKII0UYEHNE O TOATBEPKACHUU (HETIOATBEPKICHUH ) O€30MaCHOCTH, KaueCcTBa
1 3G (HEKTUBHOCTH MEAUIIMHCKOTO U3JIETUs, PEKOMEHAIMS O BO3MOKHOCTHU (HEBO3MOKHOCTU
) pETUCTPALIMKM METULIMHCKOTO U3ENHSL.

OO0 OTBETCTBEHHOCTH 3a JOCTOBEPHOCTb CBEICHUM, M3JI0XKEHHBIX B IKCIEPTHOM
3aKII0YeHUH 00 OlleHKe 6e30MacHOCTH, KauecTBa U 3 (HEKTUBHOCTH METUIIMHCKOTO U3/ENHS,
IIPEAYIPEXKICH.

(®. .

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

(moamuce)

IMPUJIOXEHUE Ne 6
k IIpaBunaM peructpanuu 1 5KCHEPTU3BI



0€30MacHOCTH, KauecTBa U
3¢ HeKTUBHOCTH
MEAMIUHCKUX H3IEIIHi

3AKJIIOYEHUE

0 IOATBEPIKACHUH COIIACOBAHUA (HECOTTIACOBAHMA) SKCIIEPTHOrO 3aKIIOUCHHMS 10 PE3yIETaTaM
SKCIIEPTH3EI 0€30IMaCHOCTH, KadecTBa ¥ 3¢ eKTHBHOCTH MEAUIMHCKOTO H3EIHA TOCyAapCTBa —
gaeHa EBpasuifckoro 3KOHOMHIECKOT0 COI03a, OCYIIECTBIIAIOMIETO PETHCTPALIMIO MEIAUIIUHCKOTO
A3JIEIHs

(HauMEHOBaHWE YMOJHOMOYEHHOIO oOpraHa (dKCIEPTHOM oOpraHu3alnuu) TrocylapcTBa

MIPU3HAHWSA)
YTBEPXJIAIO
(®. 1. 0. p};<0BOI[I/ITeJ'IH
YIOTHOMOYEHHOTO OpraHa
(9KCTIepTHOM OpraHu3alLK), IIO/IIUCH,
reyaTh)

H—" 20_ T.

3AKJIIOYEHUE

0 IOATBEPKAECHUU COTIACOBAHUA (HECOITIACOBAaHMA) SKCIIEPTHOTO 3aK/IIOYEHAA FOCYAapCTBa —
qiieHa EBpasuiickoro 3k0HOMIUIECKOT0 COI03a, OCYIIECTBIIOMIETO PErHCTPAIMIO MEIHI[HHCKOTO
H3eIHA, IO pe3yJIbTaTaM 3KCIIePTU3Hl 6€30MacHOCTH, KadecTBa B 3((eKTHBHOCTH MEIUIIMHCKOTO
H3eIs

Ne or" " 20 r.

1. HammeHOBaHME yIOTHOMOUYEHHOTO OpraHa (3KCIIePTHOW OpraHu3aIlii) ToCyaapcTBa —
yieHa EBpa3uiickoro 5»KOHOMHYECKOTO COI03a, OCYIIECTBISIONIETO PEruCTPaIUio
MEJIUIIMHCKOTO0 u3enus (aajnee — peepeHTHOE TOCYIapCTBO).

2. Jlata pa3menieHusl KCIEPTHOTO 3aKIIOUCHUS B HMHOOPMAIIMOHHOW CHCTEME
YIIOJTHOMOUYEHHOT'0 OopraHa (3KCIEepTHON OpraHu3ainu) peepeHTHOro rocyapcTaa.

3. Homep sKcniepTHOTO 3aKII0OUYCHUS.

4. HameHOBaHME MEAUIIMHCKOTO M3/1enus (C yKa3aHUeM MOJENH (MapKH) MEIUIIMHCKOTO
W3JIeTUs, €€ COCTaBa U MPUHAICKHOCTEH).

5. [IpousBoauTenb MEIUIIMHCKOTO U3AENHs (MIOJHOE U COKpaIleHHOe HAaUuMEHOBaHMS,
OpraHW3alMOHHO-TIPaBoBas ¢GopMa HOPUANIECKOTO JUIA, MECTO HaXOXIeHHs (ampec
IOpUJIMYECKOTO JIUIA, MECTO >KUTEIbCTBA (PU3UUECKOTO JHUIlA, 3apETHUCTPUPOBAHHOTO B
KaueCTBE MHUBUAYATLHOTO MPEANPUHUMATENS)).

6. Ilpou3BojaCTBEHHBIE TJIOMIAJAKK (TOJHOE M COKpAIEeHHOE HAaWMEHOBAaHUS,
OpraHU3alMOHHO-TTPAaBOBas popMa IOPUIUICCKOTO JINIIA, (DAKTUICCKUH aapec).



7. YIOTHOMOYEHHBIN MpPEICTaBUTENb MPOU3BOAUTEINS (IIOJTHOE M COKpalIEHHOE
HAaWMEHOBaHHUS, OPTaHU3AIMOHHO-TIPaBOBas (popMa IOPUIUICCKOTO JIUIA, MECTO HAXOXKICHHUS
(ampec 1OpUIUIECKOTO JHUIA, MECTO KUTEIHCTBA (PU3UUYECKOTO JIUIIA, 3apPETUCTPUPOBAHHOTO B
KayeCTBE MHIUBUYAIbHOTO MIPEANPUHUMATENS)) (IPU HATMYHUN).

8. 3asBUTEIIb.

9. AHanu3 mpenCcTaBICHHOT0 YIOJHOMOYEHHBIM OpPraHOM (SKCIEPTHON OpraHu3aIueil)
pedepeHTHOTO TOCYIapcTBa JKCIEPTHOTO 3aKIIOUCHUS MO pe3yiabTaTaM SKCIEPTH3BI
6e3omacHOCTH, KauecTBa U A (HEKTUBHOCTH MEIUIIMHCKOTO U3/CINUS, a TAKKE COOTBETCTBUS
JOKYMEHTOB PETHUCTPAIIMOHHOTO J0ChE YCTAaHOBJICHHBIM TPEOOBAHUSIM.

10. IToaTBepkaeHNE MPABIIHLHOCTH MEPEBOJIa HKCIUIYATAllMOHHOTO JOKYMEHTA WJIU
WHCTPYKIIUM TIPUMCHEHHIO MEIUIIMHCKOTO W3JCNHA, PYKOBOJICTBA IO CEPBUCHOMY
00CTy)KMBaHUIO, TEKCTa MAPKUPOBKH MEIUIIMHCKOTO M3CNIHS Ha TOCYAApCTBECHHBINA S3BIK B
COOTBETCTBUM C TpeOOBaHMIMHU 3aKOHOJATENbCTBA rocylapcTBa — uieHa EBpazuiickoro
AKOHOMMYECKOTO COI03a (€CIM MPUMEHUMO).

11. Pe3ynbrarhl sKcriepTu3bl (YKa3bIBAIOTCA BBIBOABI MO OTACIBHBIM acleKTam
AKCIEPTHOTO 3aKITIOUEHHUS ).

12. BwiBoa (ykaspiBaeTcs OOIIMI BBIBOJI, B ClIy4ae HECOTJIACOBAaHHS IKCIEPTHOTO
3aKJII0YEHUS] — ¢ 000CHOBAHUEM MTPUYHH).

13. Ceenenus 060 akcrnieptax (. U. O., yuenas cremnens (3BaHue) (Mpu HATUYHUH), MECTO
paboTHI U JOJKHOCTB).

OO0 OTBETCTBEHHOCTH 3a JOCTOBEPHOCTH CBEICHHH, M3J0KCHHBIX B 3aKIIOYCHUU O
MOJITBEPKICHUU COTJIACOBaHMSI (HECOTTIACOBAHUS) SKCIIEPTHOIO 3aKIIOYEHUST peepeHTHOTO
rocyJapcTBa MO pe3yibTaTaM JKCHEPTH3bl 0e30MacHOCTH, KauecTBa U A()(PEKTUBHOCTH
MEUIIMHCKOTO U3/, IPEAYIIPEXKICH.

(®. U. O. sxcnepra) (monnuck)
IMPMJIOXEHUE Ne 7
k [IpaBunaM periucTpaiiy 1 SKCIepTU3bI
0e30MacHOCTH, KauecTBa U
3¢ PeKTUBHOCTH
MEIULIHCKHX U3ICIUH
OOPMA

3asBJICHUSA O BHECCHUHM M3MCHEHUH B PEruCTpanmuOHHOC JOCEE MCIUITNHCKOI'O N30CIINA

B yrnonmHOMO4YEHHBIN OpraH
rocyJ1apcTBa — 4WICHA
EBpa3uiickoro s’KOHOMUYECKOTO COr03a




(HammMeHoBaHUE pepepeHTHOTO TOCyAapCTBA)

(HauMeHOBaHUE TOCyJapCTBA (HAMMEHOBAHUS TOCYAapCTB) IPU3HAHMS)

3ASBJIEHUE
0 BHECCHHH U3MECHCHHH B PETHCTPAIMOHHOE JOCHE MEAMITHHCKOTO U3/EIIHs

(TmoJIHOE U COKpalleHHOe (MIPY HAIMYUK), B TOM yucie pupMeHHOe, HAMMEHOBaHHUS U, OT
MMEHHU KOTOPOTO MPOU3BOJIUTCS BHECEHUE U3MEHEHHH (MPOU3BOIUTENH (YIIOTHOMOYEHHBIH
MIPEJCTABUTEIb MPOU3BOAUTEINS ), OPraHU3AIIMOHHO-TIPaBOBasi (hopMa IOPUIUIECKOTO JTUIA)

HACTOSIIIUM MPOCHUT BHECTU U3MEHEHHUS B PETHUCTPALIMOHHOE JAOChE€ MEIUIMHCKOIO
U3JIeTUs

1. HaumenoBanue
MEIUIMHCKOTO U3IENHS

2.  IIpousBonutens
MEIUIIMHCKOTO U3aenus (
MOJIHOE M COKpAIIeHHOE
HaWMMEHOBaHUS,
OpraHU3aIMOHHO-TIPABOBAsI
dbopMa HOPHIUYECKOTO
JINIA, MECTO HaXOXKICHUS (
aJipec IOPUIMYECKOTO JInIa
, MECTO I>KUTEIbCTBA
¢u3zugeckoro  JHIA,
3apEruCTPUPOBAHHOTO B
KayecTBe
HHIAWBUAYAJIBHOTO
TpeATPUHUMATEIIS)

3. TIpou3BOACTBEHHEIE
mromanaku  (MoJaHOE
HauMEHOBaHHE, aJIPEC)

4.  VYNOJIHOMOYEHHBIH
NnpeNCTaBUTENh
npousBoguTeNsA  (TIpH
Hanmuyuu) (MOJHOE W
COKpalieHHoe
HAaWUMCHOBAaHHS,
OpraHU3aIMOHHO-TIPABOBAS
dbopMa OPUIUYECKOTO
JIUIA, MECTO HaXOXIeHUS (
aJIpec IOPHUINYECKOro JInIa
, MECTO XKHUTCIbBCTBA
¢usuyeckoro  Juua,
3apEeTUCTPUPOBAHHOTO B
KadecTBe
WHAUBUIYAJTBHOTO
TIPEeINPUHIMATEIIS)



5. Knacc moTeHIMaIbHOTO
pucka  HOpUMEHEHHUS
MEIULIMHCKOIO U3IEINs

6. Kon BUIA
MEIUIUHCKOTO MU3Aenust (
COrJacHO HOMEHKJIAType
MEIULIUHCKUX HW3AeIui
EBpa3zuiickoro
SKOHOMMYECKOTO COI03a,
[IpaBWIa BEICHUSI KOTOPOH
yTBEpKJeHbl PemeHuem
Konnerun EBspa3uiickoit
SKOHOMHUYECKOH KOMHUCCHH
ot 29 mexabps 2015 r. Ne
177)

7. HowMmep
pErucTpauoOHHOTO
YIOCTOBEPCHUS
MEIUIITHCKOTO H3JeITAS
EBpa3suiickoro
HKOHOMHYECKOTO COI03a

8. CBeneHUs 0 JOKYMEHTax
,  TIOOTBEPKIAIOIINX
OoIuIaTy  NPOLENypPHI
BHECEHUsI M3MEHEHUH B
PETUCTPAIIIOHHOE J10ChE B
pedepeHTHOM rocyaapcTse
u Opoueaypsl
COTJIacOBaHUSA
9KCHEPTHOTO 3aKJIIOYCHUS
B TOCY/IapCTBaxX IPH3HAHUA
, a TakKXe BBIJa4Yu
pEerucTpanuoOHHOT O
YyIOCTOBEPEHUS
MEANIMHCKOTO H3JIeNUs B
pedepeHTHOM ToCcyaapCcTBe
(pu HEOOXOAMMOCTH)

9. Cnoco0 mnosrydyeHus
yBeIOMJICHUH (pereHni)
OT YHOJHOMOYEHHOTO
oprana (dKCmepTHOH
OpTaHU3AIUH)
pedhepeHTHOTO
rocyaapcraa

10. Cnoco6 mnomyuyeHHs
pPEerucTpanmoHHOTO
yIOCTOBEPEHHUS
MEIUIUHCKOTO U3IeNus U (
WIIN) IPUIIOKEHHS K HeMy (
B CIIyyae €CJIi BHOCHUMBIE

[
[

[
[

JIMYHO ITOJ POCIIUCH

3aKa3HBIM ITOYTOBBIM OTIIPABJICHUEM C YBEIOMIICHHEM O
BpY4EHHUHU

B 2JIeKTpOHHOU (hopme (Tipu BbIOOpE naHHOTrO criocoba
Heo0X0AMMO yKaszaThb ajpec (aapeca) dJICKTPOHHOM
MOYTHI, HA KOTOPBIA CIIeIyeT HAlIPABHTh YBEIOMIICHHUS )

B (opMe 3JCKTPOHHOTO JOKYMEHTA, MOAMHACAHHOTO
3JIEKTPOHHOM MOJNUCHIO

Ha 6yMa)KHOM HOCHUTCIIC
JIMYHO



U3MEHEHHUS IOBJEKYT
Ha OyMa)KHOM HOCHTENE C

HU3MCHCHHUC o
OTIIPAaBKOM  3aKa3HbIM
IMMOYTOBBIM OTHPABJIICHUEM

OCTOBEpPEHHUA
ya p D C yBEIOMJIEHUEM O
MEOUIMHCKOI'O U3JICIUs U ( BPYHEHHH

PETUCTPalHOHHOTO

WJIN) IPWIOKEHHS K HEMY),
a TaKXe paHee BBIJAaHHOTO
PETUCTPALlUOHHOTO
yIOCTOBEPEHHUS
MEAUIMHCKOTO M31emus u (
WIN) TIPWIOKECHUS K HEMY
¢ oTMeTkKoH 00 wux
HEIeHCTBUTENBHOCTH

B CBsA3M CO CICAYIONIMMH U3MCHCHUSAMMU:
W3MeHeHns, BHOCUMBIE B PETUCTPALMOHHOE JOCHE MEAULIUHCKOTO U3JEIINS

Ne i/ PGZ[aKL[I/IFI J0 BHCCCHUA n3MeHeHn  BHocHMBbIC M3MEHEHHS
o II/11

BHecenne u3MeHEeHH B PETHCTPALMOHHOE JOCHE HE BJICYET U3MEHEHHUS CBOWCTB U
XapaKTePUCTHUK, BIUSIONIMX Ha 0€30MacHOCTh, Ka4ecTBO U 3P (HEKTUBHOCTh MEAUIIMHCKOTO
W3JICTIHSL.

lapanTupyro 10CTOBEPHOCTH MPEICTABICHHON HH(OPMAIIUH.

["apanTHpyIO COXpaHEHHUE 3asBJIECHHBIX XapaKTEPUCTUK 0€30MacHOCTU U 3P(PEKTUBHOCTH
MEIUIIMHCKOTO M3JICJINS B TEUYEHHE BCETO CPOKa CIYXObl NPHU COOJIIOJICHUH YCIOBUU
AKCIUTyaTalluu, TPAHCTIOPTUPOBAHUS U XPAaHEHUS MEIUIIMHCKOTO U3JENHS B COOTBETCTBUU C
TpeOOBAHUSIMU ITPOU3BOIUTEIIA.

(mata mojayu 3asiBICHUS)

(®. U. O. 1 JOMKHOCTh PYKOBOIUTEIS
(moxnuck, eYaTh NPOU3BOIUTEIS
MPOU3BOUTENS (YIIOJIHOMOYEHHOTO
(YHOJTHOMOYEHHOTO MPECTaBUTEIS IIPOU3BOUTEIIS))
MPeJCTaBUTENS TIPOU3BOIUTEN))

ITPUMJIOXXEHUME Ne 8
k [IpaBuiaM peructpamnuu u SKCIEPTU3BI
0€30MacCHOCTH, KauecTBa 1
3¢ (HeKTHBHOCTH MEAUIIMHCKIX
U3ETINH

OKCIIEPTHOE 3AKJIIOYEHHE
0 BO3MOXHOCTH (HEBO3MOKHOCTH) BHECCHHA H3MECHEHHH B PETHCTPAMOHHOE JOChE
MEIUIMHCKOTO M3CIIHs




(HauMEHOBaHUE YMOJHOMOYEHHOTO oOpraHa (PKCIEPTHOW OpraHu3anuu) pedepeHTHOro

rocyJ1apcTBa)
VTBEPXKJIAIO

(®. U. O. pykoBoauTes
YIIOJIHOMOYEHHOT'0 OpraHa
(3KCTIepPTHOH OpTraHM3aIliH ), TIOATIHCH,

nevarp)
R 20 1.
SKCIIEPTHOE 3AKJIIOYEHUE
0 BO3SMOXHOCTH (HCBOBMO)I(HOCTH) BHECEHHA HW3MEHEHUH B PETHCTPATHOHHOC AOCHE
MCIUITHHCKOI'O U3OCIIHA
Ne or"_ " 20 r

1. HaumeHoBaHME MEIUITMHCKOTO U3ICIIHS.

2. IIpousBoAUTENh MEAUIIMHCKOTO U3/eNus (MIOJHOE U COKPAIIEHHOEC HAaUMEHOBAHUSI,
OpraHM3alMOHHO-TIpaBoBas ¢GopMa HOPUAUYECKOTO JUIA, MECTO HaXOXJeHus (aapec
IOPUJANYECKOTO JIUIAa, MECTO >KUTENbCTBA (PU3UUYECKOTO JIMIA, 3aPETrUCTPUPOBAHHOIO B
KaueCTBE MHJMBUAYAJIHOTO NPEANPUHUMATENS)).

3. YIoJIHOMOYEHHBIN MpeICTaBUTENb MPOU3BOAUTENS (TIOJTHOE W COKpaIleHHOE
HAaWMEHOBAHUS, OPTaHU3AIMOHHO-TIPaBOBas (popMa IOPUIUIECKOTO JTHUIA, MECTO HAXOXKICHUS
(aapec IOPUIUYECKOTO JIUIA, MECTO KUTEIbCTBA (DU3UUECKOTO JIUIIA, 3aPETUCTPUPOBAHHOTO B
KaueCTBE MHMBUAYAILHOTO NpeANpUHUMATENS)) (MPU HAIUYUN).

4. Tlpou3BOACTBEHHBbIE IUIOMIAJAKH (TIOJHOE M COKpAIlleHHOE HaMMEHOBAaHUS,
OpraHU3aIlMOHHO-TIPaBOBas popMa IOPUIUIECKOTO JIKIIA, (PaKTUUECKUM aapec).
5. O6nacTh NpUMEHEHUS U Ha3HAUYCHUE.
6. Bug MeauIMHCKOTO M3Jeus B COOTBETCTBUU C HOMEHKJIATypPOU MEIUIIMHCKUX
n3genuii EBpazuiicKoro 3KOHOMHUYECKOr0 COK03a, MPABUIIA BEACHUS KOTOPOU YTBEPKICHBI
Pemenniem Komneruun EBpasuiickoit s5koHOMHUECKON kKoMuccuu ot 29 aexadpst 2015 r. Ne 177

7. Kitacc noTeHImaibHOro pucka NpUMEHEHUS] MEAULMHCKOTO U3IEIIHS.

8. Homep perucTpaliuOHHOTO yAOCTOBEPEHUSI MEAULIMHCKOTO U3/IECIIHSL.

9. laTa BbIJaYM PETUCTPALIMOHHOTO YJIOCTOBEPEHUSI MEAUIIMHCKOTO U3/IEIIHS.
10. BHOCHMBIE U3MEHEHUS:

JlaHHEBIE, BHECCHHBIC B
perucTpalioHHOe Jocke Tpu  BHOCHMBbIE H3MEHEHUS
perucrpaiuu

O6ocHOBaHHE 3asiBUTENS IS
BHECCHHS N3MCHEHNH

11. AHanm3 ¥ OLIEHKA JaHHBIX, 000CHOBBLIBAIOIINX BHECEHHE N3MEHCHUM.
12. 3aknoyeHne O BO3MOXKHOCTU (HEBO3MOXKHOCTH) BHECEHHS M3MEHEHHH B
PETUCTPALIMOHHOE JOChE MEIUIIMHCKOTO H3Jeius (B Cilyyae BBIHECEHUS OTPUIATEIbHOTO
3aKJIF0YEHUS] — ¢ 0OOCHOBAHUEM ITPUYHH).



— (monnuck)
(®. . O. skcriepra, MOHKHOCTH, Y4€Hasl CTEMEHb (

3BaHKe) (IPY HAJTUYNH))

ITPUJIOXXEHUE Ne 9
k [IpaBuiaM perucTpamnuu u SKCIEPTUIBI
0€e30MMacHOCTH, KauecTBa 1
3¢ (HeKTHBHOCTH MEAUIINHCKIX
U30eIIUH

®OPMA
3asBJICHAS O BHECEHHH W3MEHEHHH B PETHCTPAlMOHHOE JIOChe METUIMHCKOrO M3/eJH B
YBEIOMHTEIIFHOM IOPSAIKE

B ynosHoMO4eHHBII Opran
rocy1apcTBa — 4jeHa
EBpa3uiickoro 5kKOHOMHUYECKOr0 COr3a

(HanmeHOBaHUE pedepeHTHOTO
TOCyIapCTBA)

3AABJIEHUE
0 BHECEHMH M3MEHEHHI B PETECTPAMOHHOE JOCHE MEIUITUHCKOTO U3EHS B YBEOMHUTEIEHOM
HOpPAIKE

(momHOE M cokpalieHHoe (IIPU HAJTUYKMK), B TOM Ynciie GUpMEHHOe, HAMMEHOBAaHHUSI JIUIIA, OT
MMEHH KOTOPOTrO MPOU3BOJUTCS BHECEHUE U3MEHEHUH (MPOU3BOANUTEND (YIIOJTHOMOYEHHBIN
Ipe/ICTaBUTEINb TPOU3BOAUTENIS), OPraHU3aLMOHHO-TIPABOBAs opMa IOPUIUUECKOTO JIUIIA)

HACTOSALIUM IMPOCUT BHECTH MU3MEHEHUS B PETMCTPALMOHHOE JOChE MEIULIMHCKOIO
U3/IENINs B YBEOMUTEIBHOM MOPSIJIKE

1. HamMmeHnoBaHuMe
MEIUIMHCKOTO
H3JEIUs

2. TlpousBoauTeinb
MEIHUIIMTHCKOTO
usnenust (MOJNHOE U
COKpalieHHoe
HaWMEHOBaHUS,
OpraHU3alMOHHO-TIPa
BoBas  (Qopma
IOPUIMYECKOTO JINIIA,
MECTO HaxOoxJeHus (
ajipec IOPUNIECKOr0
adua,  MecTo
KHUTEIbCTBA
¢usndeckoro nuua,
3aperucTPUPOBAHHOT



0 B KayecTBe
WHIUBUYaJTbHOTO
TIPEeIIPUHIMATEIS)

3
[IpousBoncTBeHHBIE
mIomaaku (MoJIHOe
HaNMEHOBaHHUE,
azapec)

4. YomHOMOYEHHBIN
MpeICTABUTENh
TIPOM3BOANTENS (TIpH
HamuuuK) (OJIHOE U
COKpalieHHOe
HaWMEHOBaHUS,
OpraHHU3alMOHHO-TIPA
BoBasg  (Qopma
IOPUIMYECKOTO JINIA,
MECTO HaxOxJeHHs (
ajipec IPUANIECKOr0o
adua,  MecTo
KHUTEIbCTBA
¢usndeckoro nuua,
3aperuCTPUPOBAHHOT
0 B KayecTBe
WHAWBHYaTbHOTO
TIPEeINPUHIMATEIS)

5. Kinacec
MMOTEHI[AATLHOTO
pucKa TPUMEHEHUS
MEIUIHHCKOTO

W3 IETHS

6. Komx Buga
MEIUIIMHCKOTO
m3aenust (CorjiacHO
HOMEHKJIaType
MEIUIMHCKUX
u3nenuu
EBpa3suiickoro
3KOHOMHUYECKOTO
col03a, TIpaBUIa
BEJEHUSA KOTOpPOil
yTBEpKIeHb! Perienn
eMm Konnerun
EBpaszuiickoit
SKOHOMHYECKOU
KOMHCCHH OT 29
nmexadbps 2015 r. Ne
177)

7. Homep
PETUCTPAIIIOHHOTO
YAOCTOBEPCHHUS
MEIULHHCKOTO
U3genusd



EBpasuiickoro
9KOHOMHYECKOTO
coro3a

8. CsexmeHus o
JOKYMEHTax,
TTOTBEP>KAATOIINX
OIJIaTy TpPOIERypHI
BHECEHHS U3MEHEHUN
B PErHCTPALIOHHOE
JO0Che B
YBEJIOMHUTEIHLHOM
nmopsigke B
pedepeHTHOM
TOCYZAapCTBE, a TaKKe
BBHIAAaYHU
PErucTpanroHHOTO
YAOCTOBEPEHUS
MEIHUIHCKOTO
H3AENns B
pedepeHTHOM
rocymapcTse (mpu
HE00XOTUMOCTH)

9 Cnocob D JIMYHO ITOJ POCIIUCH

MOJy4YeHUS D 3aKa3HBIM ITOYTOBEIM OTIIPaBICHUEM C
yBeIOMIICHU I ( YBEIOMJICHHEM O BPYYCHUHU

pemenui) o1 B OJIEKTpOHHOH ¢opme (pu BBIOOpE

JTAHHOTO croco0a HeoOXOaUMO YKa3aTh
anpec (ampeca) DIIEKTPOHHON IOYTHI, HA

YHOJHOMOYEHHOTO
opraHa (dKCTepTHOH

OpraHH3aluH) KOTOPBIH CIIeAyeT HAPABHTE YBEIOMIICHNS)
pedepeHTHOTO
rocyIapersa D B (opMe DIEKTPOHHOI'0 JOKYyMEHTa,

noAIMUCaHHOI'O SHeKTpOHHOfI IOAIMHUCBIO

D Ha 6yMa)}(HOM HOCHUTCJIC JINYHO



10. Cnoco6
MOJIy4YEeHUS
PEerucTpanoHHOTO
YAOCTOBEPEHUS
MEIHUIHCKOTO
n3penus u (Win)
TIPIIIOKEHUS K HEMY
(B cmywae ecnm
BHOCHMBIE
U3MEHEHHS TOBIIEKYT
U3MEHEHHUE
PETUCTPALIIOHHOTO
YIOCTOBEPEHUS
MEIUIIHCKOTO
m3genus u (WMJIN)
MPUIIOKEHUS K HEMY)
, a TaKXe paHee
BBIJJAHHOTO
PETUCTPAIIIOHHOTO
YIOCTOBEPEHUS
MEIUIIHCKOTO
u3genus u (MJIN)
NPUIOKEHHST K HEMY
C OTMETKO# 00 ux
He/IeHICTBUTENEHOCTH

Ha OyMaXHOM HOCHTENE C OTIIPAaBKOH



3daKa3HbIM MOYTOBBIM OTIIPABJICHUEM C
YBCAOMIICHHUEM O BpYUYCHUU

CBe)IeHI/IH, 3aI10JIHACMBIC TIpU BHCCCHHUU H3MEHCHUI IMPOU3BOAUTECIIEM MCECAUIUHCKHUX H3)Ie.]'lHI>i KJj1acca
MOTCHIUAJILHOI'O pUCKa NPUMCHCHU lu HECTCPUIIbHBIX MCIUITNMHCKUX I/ISL[eJ'II/Iﬁ KJj1acCa MOTCHIIUAJIbHOT'O PUCKaA
NPUMEHEHUs 2a, MPOIIEANINM OLEHKY CHUCTEMBbl MEHEPKMEHTa KauecTBa MEAMLUHCKHX H3JENUH, BKIIOYas
MIPOIIECCHl IIPOEKTHPOBAHMSI U pa3pabOTKH, B COOTBETCTBUH ¢ TpeOOBaHMSMHU K BHEAPEHUIO, MO/ICPKAHUIO U
OLICHKE CHCTEMbI MCHEDKMEHTA KaueCTBa MEIUINHCKUX M3IEeIHH B 3aBUCHMOCTH OT MOTCHIHAILHOTO PUCKA UX
TIpUMeHeHusI, yTBepkaeHHbIME Pemennem Cosera EBpasniickoif skoHOMIYecKoi komuccuu ot 10 Hos6ps 2017
r. Ne 106:

11. Homep oTuera o
pe3yibTarax
MEPBUYHOTO
WHCIEKTUPOBAHH
MIPOM3BOJICTBA

12. HaumeHnoBaHue
WHCIICKTUPYIOMmICH
OpTaHU3aIluH,
NPOBOJUBIIEH
MepBUYHOE
WHCIIEKTUPOBaHHE
TPOU3BOJICTBA

13. Homep oTuera o
pe3yibTarax
nepuonuyeckoro  (
MJIaHOBOTO)
HWHCIEKTUPOBAHUS
Mpou3BoACTBa (TIpU
HaJIUIHHN )

14. HaumeHoBaHHe
UHCIEKTHPYIOIIeH
opraHu3anyy,
NpOBOAUBLIEH
TIEPHOINYECKOE (
naaHoBoOE)
MHCIIEKTHPOBaHNE
MIPOU3BOJICTBA

B CBA3M CO CICAYIONIMMH U3MCHCHUAMMU:
W3MeHeHns, BHOCUMBIE B PETUCTPALMOHHOE JOCHE MEAULIUHCKOTO U3EIIHNS

Ne i/ PeZ[aKL[I/IFI J0 BHCCCHUA n3MeHeHn  BHoOcHMBIC H3MEHEHUS
o II/11

BHecenne u3MeHEHUI B PETUCTPALUOHHOE JOCHE HE BJIEYET U3MEHEHHUS CBOMCTB U
XapaKTePUCTHUK, BIUSAIONIMX Ha 0€30MacHOCTh, Ka4yeCcTBO M 3P (HEKTUBHOCTh MEAUITMHCKOTO
W3JICIINA.

["apanTHpyr0 JOCTOBEPHOCTH MPEACTABICHHONW HH(OpMALUK.
["apanTupyro coxpaHeHue 3asBJICHHBIX XapaKTEPUCTUK O€30MaCHOCTH M A3(DPEKTUBHOCTH
MEIUIIMHCKOTO H3JIeJINsl B TEUEHUE BCETO CPOKa CIyXObl MPU COOJIIOJICHUU YCIOBUU



JKCIULYaTaluy, TPAHCIIOPTUPOBAHUS U XPAHEHUS MEIULIMHCKOIO U3JENINS B COOTBETCTBUHU C
TpeOOBAHUSIMU MPOU3BOIUTEIS.

(mara mojiauu 3asBICHUS )

(®. U. O. 1 IOMKHOCTh PYKOBOIUTEISA

(HOZ[HI/ICL, rne4vyaTb NpoOnU3BOAUTEIIA
TIPOU3BOIUTEIIA (yHOHHOMO‘ICHHOFO

(YIOJTHOMOYEHHOTO MPEICTABUTEINS IPOU3BOIUTEIS))
TIPEACTaBUTENS TPOM3BOANTES))

TPUJIOXKEHUE Ne 10
k [IpaBuiaM perucTpamuu U SKCIepPTU3bI
0€30MacHOCTH, KauecTBa U
3(h(HEeKTUBHOCTH MEAUITUMHCKUX
U3IeTuit

OOPMA
3as4BJICHHUA O BBIIAYC nyﬁnmca'ra PETUCTPATMOHHOI'0 YAOCTOBCPCHHUA MECIUIINHCKOI'O A30CIIHAA
B ynosHoMO4eHHBIN Oprasn

rocyAapcTBa — 4icHa
EBpa3uiickoro 5KOHOMUYECKOr0 COH3a

(manmeHOBaHUE pedepeHTHOTO
TOCyIapCTBa)

3ASBJIEHUE
0 BhIZja4e Qy0/IMKaTa PETHCTPAMOHHOrO YJOCTOBEPEHHA MEIUIMHCKOTO M3/IEIHs

1. Homep perucrpaniMOHHOIO
YAOCTOBEPEHUS MEIUIMHCKOTO
H3IETHS

2. HauMeHoOBaHHME MEIUIIMHCKOTO
uzgenust (c ykazaHueM Mmozenu (
MapKH) MEIUIUHCKOTO U3JCNUs, €€
COCTaBa W NPUHAIICKHOCTEH, — B
BUJIC TMPHUIOXKCHUS K 3asBICHUIO,
3aBEPEHHOr0 MMEYaThIO U MOJIHUCHIO
PYKOBOAMTENSI  MPOU3BOIUTEIS
MEUITMHCKOTO WU3]IETIHS)

I. Cenenus o0 MPOU3BOIUTENC MEIUIIMHCKOTO U3ICITUS

3. OpraHu3airoHHO-TIPaBOBAs
dbopMa ¥ TOJHOC HAMMCHOBAHHE
IOPUIUYECKOTO JIUIA JTHO0 (hamMITus,
WM, OTYeCTBO (IIpU HAIHYUH)
¢dbusuueckoro nuna,
3aperUCTPUPOBAHHOIO B Ka4yecTBE
WHIUBUAYAIbHOTO
TpeIMPUHUMATEIS



4. CoxpalleHHOE HaMMEHOBAHUE
FOPUIMYECKOTO JinIa (TIPU HAJTMYHHN)

5. ®dupMeHHOE HauMEHOBaHHE
IOPUJINYECKOTO JHIA (TIPH HATUYHH)

6. Mecro HaxoxaeHHUs (ampec
OPUANYECKOTO JIUIA, MECTO
JKUTENBCTBA (PU3UUECKOro JHIIA,
3apEeTUCTPUPOBAHHOTO B KadecTBE
WHJIWBHUAYalbHOTO
TPEIPUHIMATEIIS)

7. Homep Temedona

8. Azpec 3IeKTpPOHHON MOYTHI
IOpUAMYECKOr0  JHIa Judo
¢usnyeckoro nuna,
3apETUCTPHPOBAHHOIO B KadecTBE
WHAWBHUIYAIbHOTO
TpeanpuHUMaTeNs (IPH HATWIUN)

9. Unentudukartop
HaJIOT OILIATENbIIIKA

10. ITpon3BoACTBEHHBIE TUTOINAAKH (
HOJIHOE HAUMEHOBAHUe, afpec)

II. CBenenust 00 yNOITHOMOUYEHHOM TIPEICTABUTENE POU3BOAUTEINS (IIPU HAINYNH)

11. OpraHu3anOHHO-TIPAaBOBAs
dbopMa W TOJTHOE HAMMCHOBAaHHE
FOPUANIECKOTO JuIa 1o pammnms,
UMsI, OTYECTBO (IpU HAIUYUH)
¢dbuszngeckoro IuIa,
3aperUCTPHUPOBAHHOIO B KauyecTBE
HHIWBUAYAJIbHOTO
TpeIIMPUHUMATEIS

12. CokpallleHHO€ HaUMEHOBAHHE
FOPUANIECKOTO TUIa (TIPX HAJIIIHH )

13. ®upMeHHOE HaMMEHOBaHHE
IOpPUANYIECKOTO JINIa (TIpH HaJIMYHH)

14. Mectro HaxoxnaeHus (aapec
IOPUINYECKOr0 JIMIA, MECTO
JKUTEIBCTBA (U3UYECKOTO JIHUIIA,
3aperuCTPUPOBAHHOIO B KayecTBE
WHAWBHUIYAJIbHOTO
TIpeANPHHAMATEIS)

15. Homep tenedona

16. Anpec 3JIEKTPOHHOH IOYTEI
IOpUANYECKOr0  JHuIa Jubo
¢buszngeckoro JHIa,
3apETUCTPHPOBAHHOIO B KaueCTBE
UHIUBUAYAIBHOTO
IpeanpuHUMaTens (IpU HaIUIUN)

17. Unentudukartop
HaJIOT OILIATEINbIIIKA



III. Mnuble cBenenus
D JIUYHO TIOJT POCIINCH

3aKa3HBIM IMOYTOBBIM OTIIPABJICHUCM
D C YBEIIOMJICHHEM O BPYYECHUH
18. Cmoco6  moxyueHUS
yBeIOMIIeHHI (pemeHuii) oT
YIIOJTHOMOYEHHOTO oprana (
JKCIIEPTHOMU OpTaHU3alLHN)
pedepeHTHOro rocynapcTBa

B AJIEKTPOHHOH (hopme (Tipu BEIOOpE
JTAHHOTO crocoba Heo0XOoaUMO
ykazaTb  ajapec  (azmpeca)
ANEKTPOHHOU TTOYTHI,

Ha KOTODPBIA ClEeAyeT HalpaBUThb
YBEJIOMJICHHS)

B (hopMme 3IEKTPOHHOTO TOKyMEHTa,
MOANUCAHHOTO  3JIEKTPOHHOMU
IOAIMHUCBHIO

Ha 6yMa)KHOM HOCHUTCIIC IMYHO

19. Crioco6 monydenus ryOimkaTa
PETHCTPAIIOHHOTO YJJOCTOBEPEHHS

Ha OyMaXHOM HOCHTEle C
OTHpaBKOﬁ 3aKa3HbIM IIOYTOBBIM
MEIHITHHCKOTO H3ACTHA OTIPAaBICHUEM C YBEIOMIICHHEM O

BpY4YECHUHU
yTpaTa  PETHCTPAIHOHHOTO
YIOCTOBEPEHUS
20. OcHOBaHUS BbIIa4M TyOIMKaTa nopua PErUCTPAIIMOHHOTO
YJOCTOBEPEHHUS

O (0] O O O

21. CseneHuss O MJOKyMEHTE,
MOATBCPKAAIOIIEM OIIaTy BbIJAYN
nybnukata (mata W HOMEp
TUIATEXKHOTO TIOPYYEHHS)

(mara mojauu 3asBICHUS )

(®. U. O. 1 IOMKHOCTh PYKOBOIUTEIS
(moamnucek, nevyaTs NPOU3BOAUTENS
TIpon3BOANTENS (YIOTHOMOYCHHOTO
(YIOJTHOMOYEHHOTO MPEICTABUTEINS IPOU3BOIUTEIS))
TIPEACTaBUTEIS TPOM3BOANTES))

IMPUJIOXXEHME Ne 11
k [IpaBuiaM peructpamnuu u SKCICPTUIBI
0€e30MMacCHOCTH, KauecTBa 1
3((HeKTHBHOCTH MEIUIIMHCKUX
U3 ETIUI

OOPMA
3as4BJICHHUA O IPOBCACHHUH COITIACOBAHMA SKCICPTHOI'O 3aKIIIOYCHHUA Ha 3apETHCTPUPOBAHHOC
MCIUIINHCKOC H34CIINC

B ynonHomoueHHbIN opraH
(3KCTIEPTHYIO OPTaHU3AIIHIO)
rocyJlapcTBa — 4ieHa
EBpa3uiickoro 5kKOHOMUYECKOr0 COH3a



(HanMeHOBaHUE pedepeHTHOTO
TOCyIapCTBA)

(HamMmeHoBaHue TocyaapcTa (
HAaMEHOBaHMA T'OCYJapCTB)
MIPU3HAHMUS, HE YKa3aHHBIX

B PErUCTPALlMOHHOM yJIOCTOBEPECHUU
MEIHUIITHCKOTO
W3ICTTV)

3AABJIEHUE
O IIPOBE/ICHHUH COTIACOBAHMS SKCIIEPTHOIO 3aKII0YCHHA Ha 3aPEITMCTPHPOBAHHOE METUIIMHCKOE
H3/IeIHe

(momHOE U coKparieHHoe (ITPU HAJIMYUH), B TOM YHclie GUPMEHHOE, HANMEHOBAHUS JINIIA,
OT HUMEHHM KOTOPOTO TMojaeTrcs 3asBieHHUE (MPOU3BOAUTENL (YIMOJHOMOUYCHHBIN
MIPEJICTABUTEIIb
POU3BOIUTES ), OPraHU3ALMOHHO-TIpaBOBas (hopma IPUANYECKOTO JIUIIA)

HACTOSIIAM MPOCUT MIPOBECTU MPOLEAYPY COTIACOBAHUA SKCIIEPTHOTO 3aKJIIOUYCHUS HA
3apErUCTPUPOBAHHOE MEIUIIUHCKOE U3/ICIIHE:

1. HaumenoBanue
MEIUIIMHCKOTO U3IENNS

2. PexBU3HUTEH
PETUCTPAIIMOHHOTO
YIOCTOBEPCHUS
METUIIUHCKOTO M3IEITHs

3. Knnacc moTeHIMaIbLHOTO
pUcCKa  TPUMCHCHUS
MEIULUHCKOTO U3IENHS

4. Kon BUOA
MEIUIIMHCKOTO W3Aenus (
COTJJaCHO HOMEHKJIaType
MEAWLINHCKUX H3/ETHH
EBpasuiickoro
9KOHOMHYECKOTO COl03a,
NpaBuiia BEAECHUS KOTOPOI
yTBepkAeHbl Pelnennem
Komnerun EBpasuiickoif
SKOHOMHYECKON KOMHUCCHH
ot 29 nexabps 2015 r. Ne
177)

5. IloniHOE HanMeHOBaHUE
U CTpaHa IPOU3BOIUTEIL,
BKJTIOYAs MECTO
HaxoxaeHus (ampec
IOPUUYECKOTO  JIHIIA,
MECTO  JKHTEIbCTBA



¢usnyeckoro  Jnuna,
3apEeTUCTPUPOBAHHOTO B
KadecTBeE
HHAWBUIYAJIBHOTO
MPEAIPUHIMATEIIS)

6. IlosHBIE HANMEHOBAHHUS
MIPOU3BOJICTBEHHEIX
IJIOMIAI0K, BKITIOYAs a/Ipec

7. HaumeHoBaHnue
YIIOJTHOMOYEHHOTO
MpeACTaBUTECIS
MPOW3BONUTENS  Ha
TEPPUTOPHUSAX TOCYIAPCTB —
uneHoB EBpazuiickoro
9KOHOMHUYECKOTO CO103a,
BKJIIOYas MECTO
HaxoxaeHus (ampec
IOPUINYECKOTO  JIHIIA,
MECTO  JKHTEIhCTBA
¢dbusuyeckoro  JMIA,
3apEeruCTPUPOBAHHOTO B
KadecTBeE
WHIUBUYAITBHOTO
TIPEIIPUHIMATEIIS)

8. CBeeHus 0 TOKyMEHTE,
MOATBEPKAAIOIIEM OTLIATy
BB Ta4U
perucTpanuoHHOTO
yIOCTOBEPEHHUS B
pedepeHTHOM TroCcyaapCcTBe
(ipu HEO0OXOTUMOCTH)

9. CBeneHus 0 TOKYMEHTE,
MOATBEPIKAAIONIEM OIIATy
MPOLIEYPbI COTJIACOBAHHMS
JKCHEPTHOTO 3aKIIIOYCHUS
Ha 3aperucTPHUpPOBAHHOE
MEIUIMHCKOE H3ICIHE B
rocymaapcTBe (
rocynapcTBax) MpU3HAHUS

10. Cnoco6 mnomyuyeHHs
yBeIOMJICHNH (pemeHni)
OT YHOJHOMOYEHHOTO
oprana (dKcmepTHOH
OpTaHU3AIlHUN)
pedepeHTHOTO
rocyapcrna:

O O

O 0O

JIMYHO 1o pOCIHUCH

3aKa3HBIM MIOYTOBBIM OTIPABICHUEM C YBEIOMIICHHEM O
BpY4EHHUHN

B 3JIEKTPOHHOH (hopMme (Tipu BEIOOpE JaHHOTO crocoba
HEoOX0oAMMO YyKazaTh ajapec (agpeca) dJIEKTPOHHOM
MOYTHI, HA KOTOPBIN ClIeAyeT HApaBUTh YBEIOMIICHHS)

B (opMe DIEKTPOHHOTO IOKYMEHTa, HMOIIHCAHHOTO
3JIEKTPOHHOU MOAINHUCHIO

Ha OyMa)XHOM HOCHUTele
JINTYHO



11. Cnocob6 nonyuyeHus
PErUCTPAIIHOHHOTO D
YIOCTOBEPCHUS
MEIHIMHCKOTO U3/CIHS 1

MIPUIOKEHHUS K HEMY:

FapaHTI/Ipy}o AOCTOBCPHOCTb U UACHTHYHOCTD I/IH(i)OpMaHI/II/I, coz[epmameﬁc;l B 3asBJICHHUHA

(mara mojiauu 3asiBICHUS )

(®. U. O. 1 JOMKHOCTH PYKOBOIUTEIS
IIPOU3BOANTENA (YIIOTHOMOYEHHOTO
TIPEICTABUTEIS IPOM3BOTUTEIS))

IIEPEYEHD

Ha OyMa)KHOM HOCHTEIIE C
OTIIPaBKOM  3aKa3HBIM
TIOYTOBBIM OTIPABICHUEM
c

yBEAOMIICHUEM O

BpY4EHHHU

(HOHHI/ICL, nevaTb NpoOrU3BOAUTECIIA
(yHOHHOMO‘leHHOFO npeacTaBUTCIIA HpOI/ISBOHI/ITCJ'IH))

TTPUJIOXKEHUE Ne 12
k [IpaBuiaM perucTpanu u SKCIEPTUIBI
0e30IacHOCTH, KaYeCTBa U
3G GEKTHBHOCTH MEAUITMHCKHX
W3ACITHAI

JOKYMEHTOB, HEOOXOAUMBIX JUIS IIPOBECHUA MPOLEAYPHI COTTIACOBaHMA 3KCIISPTHOTO
3aKII09CHHUA Ha 3aperHCTPAPOBaHHOE MEIUIMHCKOE H3/IEIIHe

HaumenoBanue nokymeHTa

1. 3asBiaenue o corJIacOBaHUs

OKCIECPTHOTO 3aKJIOYCHHA Ha 3apeTrUCTPUPOBAHHOC

MPOBEACHUHU

MCIUIHUHCKOC U3ACIINE

2. I[OFOBOp NpOU3BOAUTECIA € YHNOJHOMOYCHHBIM
TPEACTABUTEIIEM ITPOU3BOAUTEIIA 100 ero Komus (HpI/I

HaJU4YUH  YINOJHOMOYEHHOTO  MPEICTaBUTENsS
MIPOU3BOTUTEINS)
3. JloBepeHHOCTh OT TIPOU3BOJUTENS WM

YIIOJIHOMOYEHHOT'O TPEICTABUTENS IPOU3BOJUTEINS Ha
MPaBO NPEICTABICHHS HHTEPECOB MPH IMPOBEICHUU
MIPOLIE Y PBI COTJIACOBAHMS SKCIIEPTHOTO 3aKIFOYCHHS Ha
3aperucTPUPOBaHHOE MEIUIMHCKOe u3jenue (mpu
HEOO0XOIUMOCTH)

4. JlaHHBIE O MapKUPOBKE U YIAKOBKE, YTBEPKACHHBIC
MIPH PETHCTPAMA MEIUIMHCKOTO M3ACIHSI C y4eTOM
BHECCHHBIX H3MEHEHHH B PETHCTPAIHIOHHOE JOCHE
MEIUIMHCKOTO U3eNHs (IIOJHOLBETHBIC (C YKa3aHUEM
KOJAUPOBKU I[BETA) MAaKeThl YMAKOBOK M 3THUKETOK),
TEKCT MapKHUPOBKHM Ha TOCYHapCTBEHHBIX f3BIKAX
TOCyAAapCTB NPU3HAHUS, YKAa3aHHBIX B 3asBJICHUHU O

IIpumeuanue

o ¢opme, mpeaycMoTpeHHo# npunoxennem Ne 11 k
[IpaBuiiam perucTpanuu U SKCHEPTU3bI 0E€30IIaCHOCTH,
KadecTBa M 3PPEKTHBHOCTH MEAWIUHCKHUX H3JCIHUH,
yTBepxkaeHHbIM Pemennem Coera EBpaswmiickoii
9KOHOMHUYECKOH Komuccuu oT 12 ¢erpaist 2016 r. Ne
46

KOTIMS 3aBEPSCTCS B COOTBETCTBHH C MEXTyHAPOIHBIMH
HOpPMaMHM 3aBEpPEHMsI WM HOPMaMH 3aBEpCHHS,
YCTaHOBJICHHBIMH 3aKOHOAATEIHCTBOM PEEPEHTHOTO

rocynapcra

B COOTBETCTBHUM C MEXIYHAapOAHBIMU HOPMaMu
3aBEpCHUS WM HOPMaMHU 3aBEPEHHUSI, YCTaHOBICHHBIMHA
B COOTBETCTBHH C 3aKOHOJATEIICTBOM TOCyNapCcTBa —
yieHa EBpa3uiickoro 3kOHOMU4ECKOTO COK03a



MPOBEJICHUU COTJIACOBAHISI 3KCIICPTHOTO 3aKIIOUCHHS 3aBEPSIOTCS MPOU3BOIUTENEM (YHIOTHOMOYCHHBIM
Ha 3apETUCTPUPOBAHHOE MEIHUIIMHCKOE H3jenue) (MPU MPEeICTaBUTENEM ITPOU3BOAUTENS)
HEOOXOIUMOCTH)

5. DKCIUTyaTallMOHHBINH JOKYMEHT WM UHCTPYKIUS 110

TMPUMEHCHHUIO MEIUIIMHCKOTO M3JICIHS, PYKOBOJCTBO IO

CEPBUCHOMY OOCITYKHBAaHHIO, YTBEPKIACHHBIC IPHU

perucTpanuu MEIUIIMHCKOTO HU3JENHUS C Y4eTOM

BHECCHHBIX W3MEHEHUH B PETHCTPAIMOHHOE JOChE 3aBEPSIOTCS MPOM3BOAUTENEM (YIOJTHOMOYECHHBIM
MEIUIIMHCKOTO M3/IeIHs, HAa TOCYAaPCTBEHHBIX S3bIKaX IPEICTABUTENEM ITPOU3BOAUTENS)

rOCyAapCTB TPHU3HAHUS, YKa3aHHBIX B 3asBICHUH O

MPOBEJCHUU COTJIACOBAHMS IKCIIEPTHOTO 3aKITFOUCHUS

Ha 3aperHCTPUPOBAHHOC MEAMIMHCKOE u3zenue (mpu

HEOOXOIUMOCTH)

6. PerucrtpalimoHHOE yJOCTOBEPEHHE MEAMIIMHCKOTO
u3nenus EBpa3uiickoro 3KOHOMHYECKOTO COr03a JIHO0
ero nyoJauKar
IMPUJIOXEHME Ne 13
k IIpaBunaM perucTpanuu 1 3KCHEPTU3BI
0e30MacHOCTH, KauecTBa U
3¢ PEKTUBHOCTH MEUIIMHCKUX U3/AETNI

®OPMA
3asBJICHAA 00 OTMEHE IeACTBUA (aHHYIMPOBaHMH) PETHCTPALIMOHHOTO YAOCTOBEPEHHUA
MeIUIAHCKOTO U3AEIAA

B ynonHomo4eHHbIH Opran

rOCyAapcTBa — WiICHA
EBpa3zuiickoro 3kK0OHOMHUYECKOr0 CO03a

(HaumeHoBaHME peepeHTHOTO
rocyaapcTBa)

3ASBJIEHUE
00 oTMeHe JielicTBHA (aHHYIMPOBAHUH) PETHCTPAMOHHOTO YAOCTOBEPEHN MEIUIIMHCKOTO
A3/1eIHs

(moJiHOE U COKpaleHHOe (MPY HAIMYUK), B TOM yucie pupMeHHOe, HAMMEHOBaHHUS U1, OT
MMEHHU KOTOPOTO TOJAETCs 3asABJICHHE (MPOU3BOIUTEND (YIIOJTHOMOUYEHHBIN MPEACTaBUTEND
MIPOU3BOJIUTEIISA ), OPTaHU3AIMOHHO-TIpaBOBas hopMa IOPUIUYECKOTO JIUIIA)

HACTOSIIIMM MPOCUT OTMEHUTh JEUCTBUE PETUCTPALMOHHOTO YJIOCTOBEPEHUS
MEJUIMHCKOTO W3ACNHs (aHHYJUPOBATh PETUCTPAIMOHHOE YJIOCTOBEPEHHE MEIMIIUMHCKOTO
173 (1569

(HaMMEeHOBaHUE MEIUIMHCKOTO M3JeNus (C yKa3aHueM Mojeau (MapKu) MEIUIMHCKOTO
W3/1eIus,
€€ COCTaBa U MPUHAICKHOCTEN))



(mara peructpanuu MEAUIIMHCKOTO U3JIETUs U HOMEP PErUCTPAIMOHHOTO
YJIOCTOBEPEHUS MEIUIITMHCKOTO U3CITH)
B CBSI3H C

(Yka3pIBaeTCsl IpUYMHA)

(mata mojauu 3asiBICHUS )

(®. U. O. 1 J0MKHOCTH PYKOBOIUTEIS

(ToAmuCEH, MeYaTh MPOU3BOAUTEIIS
MIPOU3BOIUTENS (YIIOITHOMOYEHHOTO

(YIIOTHOMOYEHHOTO MIPEICTABUTEIIS IPOU3BOTUTEN))" .
MIPEICTABUTEINS TPOU3BOIUTEINS))
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