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O IlpaBmnax perucTpamiy ¥ 3KCIEPTH3EI 0€30IaCHOCTH, KagecTBa H d)PEKTHBHOCTH
MEIUITHHCKHAX H3eIHi

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.

Unensr 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
PEerucCTpaniy H SKCIepTH3EI 6€30MacHOCTH, kKadecTBa H 3((EKTHBHOCTH METUIIMHCKHX H3eIHit

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).

15. Pacxoabl Ha TpoIeAypbl PETUCTPAIMA U DKCIIEPTU3BI, COTIIACOBAHUS IKCIIEPTHOTO
3aKJIIOYECHUSI, BHECEHUSI HM3MEHEHHMH B PErUCTpPallMOHHOE J0che (B TOM 4YHCIE B
YBEJIOMUTEILHOM TOPSIIKE), BbIAAUYM AyOJIMKaTa PEerucTpaliOHHOTO YAOCTOBEPEHHUS WIIH
COTJIACOBAHUS JKCIIEPTHOTO 3aKIIOUCHHS Ha 3apETHMCTPUPOBAHHOE MEAMIIMHCKOE HU3JIENINE
HECET 3asBUTENIb B COOTBETCTBUH C 3aKOHOJIATEILCTBOM rOCyAapCTBa-4JICHA.

16. Peructpanus ocyuiecTBisieTcs: pepepeHTHBIM TOCYIapCTBOM IO UTOTAM AKCIEPTU3bI
Y COTJIACOBAHMS AKCHEPTHOTO 3aKJIKOYEHHUS IOCYIapCTBOM (TOCYAapCTBaMU) IPU3HAHUSL.

17. YoJIHOMOUYEHHBIE OpraHbl (IKCHEPTHBIE OpraHU3alluy) TOCYIapCTB MPU3HAHUS
BIIPABE O3HAKOMUTHCSI C XOJIOM MPOBEICHHS SKCIEPTU3BI B pePepeHTHOM TOCyaapCcTBE U
COOTBETCTBYIOIIUMH JOKYMEHTAaMU, B TOM YHCII€ C JOKYMEHTaMHu, O0(GOpMIISIEMBIMHU TPHU
MPEJICTABIICHUU 3asiBUTEIEM JOTOJHUTEIbHBIX W YTOUHSIONIMX CBEICHUN B Ipollecce
pPErucTpanyuu U SKCIEPTU3bI MEULIUHCKOTO U3EIIHS.

18. Undopmanusi 0 MEAUIMHCKUX H3JCJIHUSAX, B OTHOIICHUU KOTOPBIX MPOBOJSITCA
Npoueaypbl, MNPEeAyCMOTPEHHbIE HacTosmuMHU IIpaBunamu, a TakXke JOKYMEHTHI,
cojiepKalIuecs B PETUCTPAIMOHHOM J0ChE€, KPOME SKCILTyaTallMOHHOTO JIOKYMEHTa WU
MHCTPYKLIHMU MO MNPUMEHEHUIO MEIUIMHCKOTO W3JENHsl, PYKOBOJICTBA IO CEPBHUCHOMY
00CIIy)KMBaHUIO, JaHHBIX O MAapKHPOBKE W YyNAaKOBKE (TOJHOLBETHbIE (C yKazaHUEM
KOJIMPOBKU 1IBETA) MAKEThl YIAKOBOK U ATUKETOK), TEKCTa MAPKUPOBKHU HA PYCCKOM SI3BIKE U
rOCY/IapCTBEHHBIX SI3bIKAX TOCYJIapCTB-WICHOB, OTHOCATCA K KOH(UICHIIMAIBHOU
nHpOpMallMM U JOCTYNHBI TOJBKO 3aWHTEPECOBAHHBIM YIIOJHOMOUYEHHBIM oOpraHam (
HKCIIEPTHBIM OPTaHU3AIUSM) TOCYAAPCTB-YJICHOB.

19. BxitoueHue B OJHO pEeTUCTPAIIMOHHOE YAOCTOBEPEHUE HECKOJIBKUX MOJIENeH (MapoK)
MEJIULIMHCKOTO U3/IETUsI, B TOM YKCII€ OTHOCSIIUXCS K Pa3HbIM BHIaM MEIUIIUHCKUX U3EIIHI
B COOTBETCTBHHU C MpumeHsemorl B Coro3e¢ HOMEHKIATYpOW MEIUIMHCKUX HW3JSIUi,
BO3MO>KHO IMPHU YCIOBUU COOTBETCTBUS ITUX MojieNiel (MapoK) BCEM CIIEAYIOIINM KPUTEPHUSIM:

a) TIPOU3BOJACTBO MOJENeH (MapoK) MEIUIIMHCKOTO U3JIENUs OCYUIECTBISAETCS OJHUM
MPOU3BOJUTEIIEM IO OJTHOM TEXHUYECKON JTOKYMEHTALINY;

0) mozenu (Mapku) MEIMIIMHCKOTO H3JENHUS OTHOCATCS K OJHOMY KJlaccy
MOTEHIIUAJIBHOTO PUCKA MPUMEHEHUS;

B) Mojenu (MapK) MEIUIIMHCKOTO HU3JCIUS UMEIOT OJWHAKOBOE (PYHKIIMOHAIBHOE
Ha3HA4YCHUE W TIPUHIIUI IeUCTBUS;

r) Mojienu (MapKu) MEAUIIMHCKOTO U3/IeNUs MPeIHa3HAYEHBI I ONPEACICHUSI HaTu4us U
(MIM) KOJIMYECTBEHHOTO COJEepKaHUsA B OMOJOrMYECKON MpoOe OJHOTO0 U TOro XKe
KJIMHAYECKHU (TMarHOCTUYECKH ) 3HAUMMOI'0 aHaJKTa (aHATUTOB) (JJ11 MEAUIIMHCKUX U3ICITUM
JUTSL IMATHOCTUKY 1n Vitro);



1) Moaenu (MapKh) MEIHMIIMHCKOTO HU3JEIUS UMEIOT Pa3IMYHble KOMIUICKTAIlNU, HE
BIIMSIOIINE HA MPUHIUI paOOThl U (PYHKIIMOHATLHOE HA3HAYEHUE, YTO TIO3BOJISIET OOECIIEUHTh
pacliMpeHre WIM CHEeNUAJU3alul0 HX I[PUMEHEHUs B MEIMUMHCKUX Leasax (1o
NPUMEHUMOCTH);

€) MoJelH (MapKH) MEIULMHCKOTO U3JENHS UMEIOT Pa3IuYHbIe TEXHUYECKUE TapaMeTPhl
(Hanpumep, JUTMHY BOJHBI U3TYyUYEHUs, pa3Mep CBETOBOTO IMOJIs, Pa3peliaollyo ClIOCOOHOCTD
U T. 1.), HE BIUAIOUIME Ha NPUHIUIN PabOThl U (PYHKIHOHAIBHOE Ha3zHadyeHue (1o
MIPUMEHHUMOCTH);

&) MOoJen (MapK) MEIULMHCKOTO U3JENHs 00pa3yoT TUIIOPA3MEPHBIN (MOAECIbHBIN)
psin (HampuMep, UMEIOT pa3iInyHbIe pa3Mephl (rabapuTHbIC, TUHEHHBIE, 00bEMHBIC U T. II.),
dbopmy, LIBETOBOE KOAUPOBAHKE, TPOU3BEEHBI U3 OJIHUX U TE€X K€ MAaTEPHAJIOB U T. I1.) UIU
ABJISIFOTCSL TPYIIIOM HMCIOJIHEHUS MEAULUMHCKOTO W3JAeNHs (Hampumep, CTalUOHAPHBIM
NEePEIBIKHBIM armapaToM (IpubopoM, CUCTEMON, KOMITJIEKCOM U T. 11.) ¢ HACTEHHBIM U (WJIN)
HaITOJIbHBIM KPETUIEHHEM U T. 11.) (10 mpuMeHUMOocTH). [Ipu 3ToOM noa rpynnoi HCnoaHEHUs
MEIUIIMHCKOTO U3JIeTUsl TIOHUMAIOTCS U3JIENHs, B OTHOIIEHUH KOTOPBIX BBITTOJIHEHBI OJUH
IpyNIOBOM YepTex JeTanei u (Mir) ogHa rpynmoBas crenupuKaims;

3) MOJIENH (MapKH) MEUIIMHCKOTO U3/ICTIHSI UMEIOT OJMHAKOBbBIC MPU3HAKU B YaCTHU:

00JaCTH TPUMEHEHMUS;

VMHBa3UBHOCTH;

CTEpPWJILHOCTH (B TOM YHUCJIE C YYETOM METO/IOB CTEPUIIM3AIINN );

4acTOThI UCIIOJIb30BaHMs (OJHOKPATHOE MPUMEHEHNE, MHOTOKPAaTHOE IPUMEHEHUE OJJTHUM
NalMeHTOM, MHOTOKPAaTHOE TPUMEHEHUE HECKOJIBKUMU TAIMEHTaAMU );

AKCIUTyaTallMOHHBIX U KOHCTPYKTUBHBIX OCOOCHHOCTEN;

JUINTEJIbHOCTH IPUMEHEHMS;

OJIMHAKOBOCTH MaTEepUajIOB, UCIOJIb3yEMbIX B MOAU(PUKALIMAX MEAULIMHCKOTO U3JIETUs U
KOHTAaKTUPYIOIIUX C TEJIOM 4YeJOoBEeKa (10 HMX XUMHYECKHM, TOKCHKOJIOTHYECKHM,
(bU3HYECKUM, DJIEKTPUYECKUM, MOPPOIOTUYECKUM U MEXaHUYECKUM CBOMCTBAM).

20. Ha tamosxenHoit Tepputopun Coro3a He JOMyCKaeTcs:

a) BBIOOp NIBYX M Oojiee pepepeHTHBIX rOCyAapCTB JUIsl PErUCTPalluid U IKCIIEPTU3BI
OJIHOTO MEJUIIMHCKOIO U3/IEIHs;

0) peructpaius pa3IuuHbIX MEIUIIMHCKUX U3 M0 OJJHUM HAauMEHOBAaHUEM;

B) perucTpaunus B KaYeCTBE MEJUIMHCKUX U3AEUi MPOIYKIIMH, HAUMEHOBAHUE KOTOPOI
COAEPXKUTCS B €IUHOM PEECTPE 3aPETHMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB
EBpa3uiickoro 3KOHOMHUYECKOTO CO103a, MOPANOK (POPMHPOBAHUS M BEIECHHUS KOTOPOTO
yTBepkeH Pemennem CoBera EBpasuiickoit 3KoHOMUYECKOM KOMUCCUU OT 3 HOsIOps 2016 T.
Ne 84, unu coBmajmaer ¢ HaMMEHOBAHMEM OMOJIOTMYECKH aKTHUBHOM A00AaBKH K MHIIE,
CBEJICHHUSI O KOTOPOM COAEpP)KATCS B €IMHOM PEECTpPE CBHUJAETENIBCTB O T'OCYJApPCTBEHHOU
perucTpanuu MNPOAYKUIHUH, TMOPSAIOK (GOpMHpPOBaHUS W BEACHUS KOTOPOTO YTBEPKICH
Pemennem Kosnernn EBpasuiickoit s3xoHoMuueckon komuccuu ot 30 urons 2017 r. Ne 80.



Ecin JICKAPCTBCHHOC CPCACTBO HJIH OMOJIOTMYECKN aKTHBHAas I[O6aBKa K IMUIIC ABJIAIOTCA
KOMIIOHCHTOM MCIHUINHWHCKOI'O H3ACIUSA, TO UX HAMMCHOBAHHUA MOI'YT HMCIIOJIb30BATLCS B
HanMMCHOBAaHNHU MCAUITMHCKOI'O U3ACJINA.

II. ITponenypsl perucTpaliy ¥ SKCIEPTH3EI MEIUIIMHCKOTO U3/e/As

21. Jlma perucTpanuu MEIUIIMHCKOTO H3CIUS 3asBUTENIb BHIOMpaeT pedepeHTHOE
rocyJ1IapCcTBO U KaK MUHUMYM OJIHO F'OCY/IapCTBO MPU3HAHUA.

22. 3asgBUTENb MPEICTABISAET B YIOJHOMOYEHHBIM OpraH (3KCHEPTHYIO OPraHU3aIUIO)
pedepeHTHOT0 roCyIapCTBa CIEIYIONIUE JOKYMEHTHI:

a) PErUCTPallMOHHOE JI0ChE, COJIEpIKAIllee 3asIBIICHUS O PETUCTPAILMU U DKCIEPTHU3E, a
TaKXe JOKYMEHTHI 10 MEPEYHIO COTJIACHO MPUI0KeHUIo No 4;

0) KOMU JOKYMEHTOB, MOATBEPKIAAIONIUX OTUIATy MPOUEAYpP PETUCTPAIlUU U SKCIIEPTU3bI
B peepeHTHOM TOCYIapCTBE.

23. YNOJHOMOYEHHBIM OpraHoM (3KCIEPTHOM opraHuzanuei) pedepeHTHOTO
rocyJlapcTBa B TeueHUE 7 pabouux AHEH CO JHA MOCTYIUJICHUS 3asBIICHUN O PErHCTpaluu U
AKCIIEPTHU3€ U JOKYMEHTOB, YKa3aHHbIX B NMyHKTe 22 Hacrosmux I[IpaBui, mpoBoautcs
MPOBEPKA MOJHOTHI U JIOCTOBEPHOCTHU COJICPKAIIUXCSA B HUX CBEJCHUM.

24. B cnyyae eciau 3asBJICHHUS O PETUCTpAllUM M SKCIEPTU3E MPEICTABIIECHBI C
HapyIlieHueM TpeOOBaHUM, YCTAHOBJICHHBIX HacTosmuMU [IpaBunamu, Wian B HUX YKa3aHBI
HEJIOCTOBEpPHbIEC CBEJECHUSI, WM JOKYMEHTBI, YKa3aHHbIE B MyHKTe 22 HacTosmux [IpaBun,
pECTaBIICHBl HE B MOJHOM 00beMe, YIOJHOMOUYCHHBIM OpraH (dKCHEpTHas OpraHu3alus)
pedepeHTHOTO rocyaapcTBa B TedeHHWE 7 paboumx MHEH CO JHS TOCTYIUICHHS TaKUX
3asBJICHUA M JOKYMEHTOB YBEIOMIISIET 3afBUTENSI O HEOOXOJUMOCTH YCTpaHEHUs
BBISIBJICHHBIX HAPYUIEHUN U (WIK) IPEACTaBICHUS OTCYTCTBYIOIIUX JOKYMEHTOB B TEUCHHUE
30 pabGouux pgHEW CO JHS pa3MENeHUs COOTBETCTBYIONIETO YBEIAOMJICHHS B
MHQOPMAIMOHHON CHUCTEME YIOJIHOMOYEHHOTO OpraHa (3KCHEepTHOM OpraHU3alMM)
pedepeHTHOro rocy1apcTBa JIM00 CO JTHS HAIMPABJICHUS YBEIOMIICHHS 3aSBUTEIIIO CIIOCOOOM,
YKa3aHHBIM B 3asBJICHUSX O PETUCTPAIIUU U DKCIIEPTHU3E.

25. B cmywae ecnu mo ucteueHnnu 30 pabouyux JHEH 3asBUTENIEM HE YCTPAHCHBI
BBISIBJICHHBIE HapylleHuss W (WIM) HE NPEeJACTaBIEHbl OTCYTCTBYIOIIME JOKYMEHTHI,
YIOJIHOMOYEHHBIN OpraH (3KCHEpTHAsl OpraHu3alysi) pepepeHTHOro ToCyAapCTBa B TEUEHUE
3 pabouux JIHEW NMPUHUMAET PEIICHUE O BO3BPATE 3asBUTEIIO 3asBJICHUNA O PErUCTPALMU U
AKCIEPTU3E U JOKYMEHTOB C 0OOCHOBAHHEM MPUYHMH BO3BpATA.

26. B Teuenue 3 pabouux JIHEW CO THS MPECTABICHUS 3asBICHUN O PETUCTPAIUU U
AKCTIEPTU3E U JIOKYMEHTOB, COOTBETCTBYIOIIUX TpeOoBaHUsIM HacTosux [IpaBu, a Takxe B
Cllyyae yCTpaHEHHUs B YCTAHOBJIEHHBIN B MyHKTe 24 HacTosimux [IpaBui cpok BBISIBIEHHBIX
HapymieHud u (Wiau) TPEeACTaBICHUS JTOKYMEHTOB, COOTBETCTBYIOIIMX TpPEOOBAHUSIM
Hactosmux [IpaBui, ymoJIHOMOUYEHHBIM OpraH (3KCHepTHas opraHu3alus) peQepeHTHOro
rocyJ1IapcTBa IPUHUMAET PEIICHHUE O HayaJle IPOLEAYyp PETUCTPALIMU U SKCIIEPTU3BL, a TAKKE



pa3MeniaeT B CBOE€W MH(POPMAIMOHHOM CHUCTEME PETrHUCTPAIMOHHOE JI0Che, COJMepIKaliee
3asBJICHUSI O PETUCTPAIIUU U DKCTIEPTHU3E.

27. IIpoBeneHne SKCIIEPTU3BI BKIIOUACT B ceOsI (€CIIM MPUMEHUMO):

a) OLICHKY NIPaBUJILHOCTH OTHECEHMS U3JIETUs K MEUIIMHCKUM U3JCITUSIM;

0) OIIEHKY COOTBETCTBHSI YKa3aHHOI'O 3asBUTEJEM Kjacca MOTEHI[MAIbHOTO PHUCKa
OPUMEHEHHUS] MEAUIMHCKOTO M3leNusd B cooTBeTcTBUU C [IpaBumamu kiaccudukanuu
MEIUIMHCKUX HU3JeIUil B 3aBUCHUMOCTH OT MOTEHI[MAIILHOIO pHUCKAa MPUMEHEHHS,
yTBepxkaeHHbIMU Pemennem Komternn EBpa3uiickoil S5KOHOMHUYECKOW KOMHCCHUH OT 22
nexabps 2015 r. Ne 173;

B) OLIEHKY MPaBUJIBbHOCTU OTHECEHUS MEIUIIMHCKOIro u3Aenus (Moaenen (Mapok)
MEJIUIIMHCKOTO U3JIENHs) K ONPEeIeICHHOMY BUY MEAUIIMHCKUX U3JEIUN B COOTBETCTBUHU C
HOMEHKJIATYPOU MEIULIMHCKUX U3JEINN, IPaBUIA BEICHUS KOTOPON yTBEPKACHBI Perennem
Komnerun EBpasuiickoii s5koHOMHUECKON kKoMuccuu ot 29 nexadpst 2015 . Ne 177;

I') OLEHKY COOTBETCTBUSI MoOjeyiell (MapOK) MEIUIIMHCKOTO U3Jenus (Mpu HaJUYUHU),
BKJIIOYAEMBIX B OJIHO PETHUCTPALMOHHOE YJIOCTOBEPEHUE, KPUTEPHUAM, YCTaHOBICHHBIM
nmyHKTOM 19 HacTosmux [Ipasu;

1) aHAJIN3 U OLEHKY J10Ka3aTEeJIbHbIX IOKYMEHTOB (MaTepHayioB), MOATBEPKAAIOIINX
COOTBETCTBHE MEAUITMHCKOTO u3senus OOmumM TpeOoBaHUSIM, BKITIOYAIOIIHNE B CEOS:

aHaJu3 MPEACTABICHHBIX MPOU3BOJIUTENIEM CBEICHUN O COOTBETCTBUU MEAUIIMHCKOTO
uznenuss OO6muM TpeOOoBaHMSAM, B TOM YHUCJE aHAINU3 MPABWIHLHOCTU HIECHTHU(PUKAIUU
nosioxkeHuit O0mux TpeOoBaHU, TPUMEHUMBIX K METULUHCKOMY U3JIEIHIO;

OLIEHKY COOTBETCTBHUSI MPOTOKOJIOB TEXHUYECKHUX HCIBITAHUN, BBIJaHHBIX
YIIOJTHOMOYEHHBIMHM OpraHu3anusamu, [IpaBuiiam mpoBeneHUsS TEXHUUYECKUX HCIBITAaHUU
MEIUIIMHCKHUX U3JICINN;

OIIEHKY COOTBETCTBHUS MPOTOKOJIOB HUCCIEAOBAHUN (UCHBITAHUI) C LIEJIBIO OLICHKU
OMOJIOTHYECKOTO JCHCTBUS MEIUIMHCKUX W3ACNHI, BBIIAHHBIX YHIOJTHOMOYECHHBIMU
opranuzamusmu, lIpaBuwiam mpoBeaeHHS HCCIENOBaHUN (UCMBITAHUN) C IEIBI0 OLICHKH
OMOJIOTMYECKOT0 NEUCTBUS MEIUIIMHCKUX U3IEIINI;

aHaJu3 OTYeTa MO OlIEHKE OWOJOTHMYECKOro IEHCTBHUS MEIUIMHCKOrO u3aenus (
MPOBOAUTCS B TOM YHCJIE ISl MOATBEPKICHUS TOTO, UTO MaTEPHUabl, BXOASIINE B KOHTAKT (
B3aMMOJICHCTBYIONINE) C TKAHSMHM YEJIOBEKa, HACHTUPUIIMPOBaHBI (yKa3aHbl MapKu
MaTepUaJioB U UX U3TOTOBUTENN), a TAKXKE JJI MOJITBEPKICHUS] 000CHOBAaHHOCTU OTCYTCTBUS
HEO0OXOMMOCTH MTPOBEACHHUS UCCIIEIOBAHUMN (MCIIBITAHUI) C TIEIbI0 OIEHKA OMOJIOTHYECKOTO
NeNUCTBUSA);

aHaJU3 OTYeTa O KJIMHUYECKOM JI0Ka3aTelbCTBE d(PPEKTUBHOCTH M OE30MaCHOCTH
MEIUIUHCKOTO H3JeNnus (MPOBOIUTCS ISl TOATBEPKACHUS OOOCHOBAHHOCTH BHIOOpA
METOJIOB J0KA3aTelbCTBA KIMHUYECKOW 3(P(HEKTUBHOCTH U 0€30MaCHOCTH MEIUITMHCKOTO
U3JENus, BaJUIHOCTU JaHHBIX, MCIOJIb3YEMbIX [JI JI0Ka3aTEJIbCTBA KIMHUYECKOU
spdexTuBHOCTH M 0€30MACHOCTU MEIUIMHCKOTO HU3JEIus, a TakKe OO0OOCHOBAaHHOCTH



3aKITIOYCHHUST O KIMHUYECKOU 3(h(HEKTUBHOCTH U OE30MaCHOCTH IS BCEX 3asBJICHHBIX
MOKa3aHWH K TPUMEHEHHIO C yU€TOM HAJIMYHUS WU OTCYTCTBHUS MMPOTUBOIIOKA3aHU );

OIICHKY COOTBETCTBHUS OTYETOB O KIMHUYECKUX (KIMHUKO-T1a00paTOPHBIX) UCTIBITAHUAX (
UCCIICIOBAHUAX) MEIUIMHCKUX wu3Aenuil I[lpaBmiiam mpoBeacHUS KIMHUYECKUX U
KJIIMHUKO-1a00paTOPHBIX UCIIBITAHUH (MCCIEOBAaHNIN ) METUIIMHCKUX U3CIUN;

aHaJIN3 BAJIUAHOCTH JI0KA3aTeIbCTB MIEPBOM CTOPOHBI (TP HATMYWH) JIJIS1 TIOATBEPIKICHHSI
COOTBETCTBHUS MeEIHMIIMHCKOTO wm3menus OOmuM TpeOOBaHUAM ¢ yYeTOM Kiacca
MOTEHIIMATBHOTO PUCKA MTPUMEHEHUS MEIUIIMHCKOTO U3Jeus (JUI1 MEIUIIMHCKUX U3JEIHi
KJIACCOB MOTEHITMAILHOTO PHCKA MpUMEHEHNs 20 1 3 K J0Ka3aTelbCTBaM MEPBOM CTOPOHBI
JIOJKHBI TIPUJIATaThCS TIPOrpaMMa UCTIBITAHUHN (MCCleIoBaHU) U 000OCHOBaHUE BHIOPAHHBIX
METOJIOB);

aHalii3 CTAaHAAPTOB, MPUMEHSIEMBIX MPOU3BOJAUTENIEM MPHU MPOCKTUPOBAHUU H
MPOU3BOICTBE METUITUTHCKOTO H3/ICITHS;
aHanu3 0e30MacHOCTH U 3(PPEKTUBHOCTU JEKAPCTBEHHOTO CPEACTBA B COCTaBE
MEAUIIMHCKOTO W3JCNHsI, €ro BIUSHUSA Ha (PYHKIIMOHAIBHOCTh MEIHUIIMHCKOTO H3ICIHS,
COBMECTUMOCTH JIEKAPCTBEHHOTO CPEJICTBA ¢ MEIUIIMHCKAM H3JACIIHEM (32 HCKIIOUYCHUEM
MEUIIMHCKUX U3JEINI JUIsl TUAarHOCTUKH 1n Vitro). JlekapcTBEHHOE CPEeICTBO JOHKHO OBITh
3apEeTUCTPUPOBAHHBIM M Pa3peIICHHBIM K MPUMEHECHHIO B TOCYJapCTBE — MPOM3BOIUTEIIE
JIEKapCTBEHHOTO CPEJICTBA;
aHaJIM3 JaHHBIX O OMOJIOTHYECKON 0e30MacHOCTH MEIUIIMHCKOTO M3/ENHs Ha OCHOBE
aHaJIM3a BCEX MAaTEepPUAJIOB XUBOTHOTO WIIM YEJIOBEUECKOTO MPOUCXOKIACHUS, BXOAAIINX B
MEIHUIIMHCKOE U3JIeNne, NH(HOpMauy 0 TI0I00pEe UICTOYHUKOB (IOHOPOB), 0TOOpE MaTepuara,
MPOIIECCUHTE, XPAaHCHWUU, TCCTUPOBAHUH, BATHIAIMU TMPOIETYP TECTUPOBAHUS, a TAKKE
oOpallleHNu C TKaHSIMH, KIEeTKaMH, CYOCTaHIUSMH >KUBOTHOTO HJIM YEJIOBEYECKOTO
MIPOUCXOXKICHUS, KYJIbTypaMHU MUKPOOPTAaHU3MOB W BHPYCOB;
aHAJIN3 MPOIETYPHl U METOJOB CTEPUIIU3ANNN METUIIMHCKOTO U3JCNHs, MaTEPUAJIOB,
000CHOBBIBAIOIINX CIOCO0 CTEPHUIIM3AINH, MPETaraéMbIX METOJI0OB KOHTPOJIS KayecTBa U
OTIPEJIEIICHNS] OCTATKOB CTEPUIIU3YIOIIETO BEMIECTBA MPHU MPUMEHEHUH XUMUYECKOTO CI1oco0a
CTepUITH3AIINH,

W3y4YeHNE BAJTUAHOCTH MIPOTPAMMHOT0 00€CIIeUeHHsI Ha OCHOBE aHaJIM3a JIAHHBIX O €T0
Bepu(UKAIMA W BalUJAllMA, B TOM 4YHCJIe HHPOPMAIMH O €ro pa3paboTKe, Mepax H
CPEACTBAaX 3alllUThl OT HECAHKIIMOHUPOBAHHOTO JIOCTYMa U 00ecriedyeHn KubepOe30mnacHOCTH
, TECTUPOBAHUU MPOU3BOJIUTEIIEM, TAHHBIX 00 UICHTU(DHUKAIIUN U MAPKUPOBKE;

aHaJIM3 OTYETa O CTAOMIILHOCTH MEIUITMHCKOTO U3JIeusl, 000CHOBAHHOCTH 3asBJICHHOTO
CpOKa XpaHCHHUS;

paccMOTpeHHEe OTYeTa MO aHalu3y PUCKOB B IIENSAX IMOATBEPXKICHUS TOTHOTHI
UICHTU(PUIIUPOBAHHBIX B TAKOM OTYETE OMACHOCTEW, OMACHBIX CHTyalud W
COOTBETCTBYIOIIIUX PHCKOB, KOTOPBIE MOTYT OBITh OIEHEHBI KaK HEJOIyCTUMBIC, a TaKKe
MOATBEPKICHUS 3aKIIOUEHUS MMPOU3BOIUTENS 00 OTCYTCTBHH HEIOMYCTHMBIX PHCKOB JIHOO



JOITYCTUMOCTH PUCKOB, KOTOPBIE B OTYETE 10 AaHAIN3Y PUCKOB OLICHEHBI KaK IPUEMJIEMBIE Ha
OCHOBE aHaJIM3a COOTHONIIEHHUS "pUCK — MOJb3a";

MIOATBEPKJICHUE HAa OCHOBAHWU IPEJICTABICHHBIX JOKa3aTEJIbHBIX MaTepHaioB (
JOKYMEHTOB) OOOCHOBAaHHOCTH pe3yJibTaTa OLEHKH MPOU3BOJAMUTENS O COOTBETCTBUU
MEAUIMHCKOTO n3nenust OOmuM TpeOoBaHUSM;

OLIEHKY COOTBETCTBHS 3KCIUTyaTallMOHHOTO JOKYMEHTA WJIM MHCTPYKLUHU IO TPUMEHEHUIO
, PYKOBO/JICTBaA MO CEpBUCHOMY 0OcyxuBanuio OOuM TpeOOBaAHUSIM;

OLIEHKY COOTBETCTBUSI MAPKHUPOBKU MEAUIIMHCKOIO u3enust O0mumM TpeOoBaHUsM;

aHaJu3 TPeOOBAaHUM K TEXHUYECKUM XapaKTEPUCTUKAM MEAUIIMHCKOTO U3IEHS;

OLICHKY JIOKYMEHTOB, IOJATBEPKAAIOLINX PE3YIbTAThl UCIIBITAHUI MEAULIMHCKUX U3
B LETSAX YTBEPXKJCHUS THUIA CPEJCTB M3MEPEHUM (B OTHOLIEHWHU MEIULMHCKUX HU3JETUH,
BKJIFOYEHHBIX B NIEPEUYECHb BUAOB MEIUIMHCKUX U3JEIHH, MMOUIEKAINX OTHECEHUIO TIPU UX
PETUCTPALIMU K CPECTBAM U3MEPEHUI);

€) aHallu3 OTYETOB O PE3yJIbTaTaX MHCIEKTUPOBAHMS MPOU3BOACTBA MEIULUHCKOTO
n3fenus (IpOBOAUTCS B LENSIX MOATBEPKICHUS COOTBETCTBUS 3asBISEMOT0 MEIUIIMTHCKOTO
u3zenus rpymnme (MOArpynmne) MeAUIMHCKUX U3JIeTUNA C YYEeTOM Kjacca MOTEHIMATbHOTO
pHUCKa MpUMEHEHUs coryiacHo npuinoxeHuto Ne 2 k TpeboBaHUsSIM K cCUCTEME MEHEKMEHTa
KauecTBa, a TaKXKe€ MOATBEPXKICHUS HJOCTOBEPHOCTH HH(OpManuu 00 YyKa3aHHBIX B
3asBJICHUAX O PErUCTpalMy WU 3KCIEPTU3€ NPOU3BOJACTBEHHBIX IUIOMIAJKAX, HA KOTOPHIE
pacupocTpaHsieTcs JEHCTBHE OTYETa O PE3yJIbTaTaX HHCIEKTHUPOBAaHUS IMPOU3BOJICTBA
MEIULUHCKOIO U3/1EIINs);

’K) aHaJIM3 JaHHBIX O CEpTU(UKALNY CUCTEMbI MEHE)KMEHTA KauecTBa (IIpy HAJTMYKMH), B
TOM 4YHcCle TpeOOBaHUM, Ha COOTBETCTBUE KOTOPBIM CEpPTUPUUHPOBAHA CHUCTEMA
MEHEP)KMEHTa KaueCcTBa MIPOU3BOIUTENIS, U CBEIEHUH 0 cepTUduKaTax (HOMep, JaTa Bblauy,
CPOK JeHCTBUSl cepTU(UKaTa, HAMMEHOBAaHUE M CBEJECHMS 00 aKKpeAUTallMd OpraHa Io
cepTU(UKALNN);

3) TMOATBEPKJEHHUE OOOCHOBAHHOCTU YKa3aHUsI MPOU3BOIACTBEHHBIX IJIOMIAI0K
PETHCTPUPYEMOTIO METULIMHCKOTO U3ENHS;

M) aHaJu3 JAaHHBIX O pa3pabOTKe W MPOU3BOACTBE MEIULIUHCKOTO H3/AeNnus (CXEeMbI
MIPOLIECCOB MPOU3BOJCTBA, MH(POPMAIMS 00 OCHOBHBIX CTaAMsIX IMPOU3BOJICTBA, YIIAKOBKH,
UCTBITAaHUH U O MPOLIEType BbIITYCKa KOHEYHOT'O IIPOAYKTA);

K) aHaJIU3 IPEICTaBICHHON POU3BOAUTENIEM HH(POPMALIMN O MAPKETUHTE;

J) aHaJIU3 MPEJCTaBICHHbBIX MPOU3BOAUTENEM CBEICHUN O HAJIMYUU WIH 00 OTCYTCTBUU
COOOIIEHUI O HEXeNaTeNbHBIX COOBITUSX W (MJIM) HECUACTHBIX CiIyyasX, CBSI3aHHBIX C
WCIIOJIb30BaHUEM MEIULUHCKOTO M3JENHsA, OT3bIBaX C PBIHKA MEIMIIMHCKOTO W3JEIHs,
yBEJAOMJICHUN 1O O€30MaCHOCTU MEIUIIMHCKOIO HU3JEIHs, MOAXOJ0B K PEUICHUI0 TAKUX
npoOjieM TPOU3BOAUTEIEM TMPHU UX BO3HUKHOBEHHH, OMNUCAHUS MPEANPHUHSITHIX
KOPPEKTUPYIOIIUX ACHCTBUI, a TakKe aHaJIU3 COOTHOIICHMS YPOBHS HPOAaXK, KOJIUYECTBA
HECYACTHBIX CJIy4aeB U OT3bIBOB MEIUIIMHCKOTO U3JENHS U3 OOpaIeHMS;



M) aHaju3 MaHa cOopa JaHHBIX MO 0€30MacHOCTU U dOPEKTUBHOCTH METUIIUHCKOTO
U3JIeTUsl Ha TIOCTIIPOIAKHOM JTarle.

28. Ilpu mpoBeaeHNN SKCIEPTU3BI B ClIydae HEAOCTATOYHOCTH MAaTEPUATIOB U CBEJCHUH,
COJCPIKAIIMXCS B 3asABJICHUAX O PETHCTPAlMM M OKCHEPTH3C U JOKYMEHTax
PETHCTPAIIMOHHOTO JI0ChE, JIJISl IPUHSATHS PEIICHUST O HavYalie MPOBEACHUS WHCIICKTUPOBAHMSI
IPOU3BOACTBA (MPU HEOOXOJUMOCTU €Tr0 MPOBEACHHUS) WIH JJIS MOATOTOBKU 3KCIEPTHOTO
3aKIOYeHusT (MpU  OTCYTCTBHU HEOOXOJAMMOCTH TIPOBEACHUS HWHCIEKTUPOBAHUS
MPOM3BOJICTBA) YIMOJHOMOYEHHBIH OpraH (dPKCIepTHash opraHuzaius) pedepeHTHOro
rocyJapcTBa HampaBiseT 3asBUTENI0 COOTBETCTBYIOIIMI 3ampoc (C yKa3aHHEM Xapakrepa
3aMe4YaHui W CIOCOOOB WX YCTpaHEHHs). 3ampoc HAMpPABISAETCS OJHOKPATHO CIIOCOOOM,
yKa3aHHBIM B 3asBJICHUSAX O PETHCTPAIIUN U DKCIIEPTHU3E.

3asBUTENH 00s3aH NPEICTABUTH OTBET HA 3ampoc B TeueHue 60 pabouux IHEW co THS eT0
nosydeHus. B ciiydae HempeacTaBiIeHUS! YKa3aHHOTO OTBETA B CPOK YIOJTHOMOYEHHBIN Opran
(3KCTIepTHAS OpraHU3aIWs) TPUHAMACT PEIICHNe OTHOCUTEIIFHO BO3MOKHOCTH PETHCTPAIIAN
MEIUITMTHCKOTO U3JIeTUsl HA OCHOBAHUM JIOKYMEHTOB, UMEIOIIUXCS B €70 PACTIOPSHKCHHH.

[Ipu BBISIBJICHUH YIIOTHOMOYEHHBIM OPTaHOM (IKCIIEPTHOM OpraHu3aIueii) peepeHTHoro
rocyJapcTBa B IPEICTABICHHBIX 3asBUTENIEM B OTBET Ha 3apoC JOKYMEHTaX HEJIOCTOBEPHBIX
JAHHBIX WU JTOKYMEHTOB, COCTaBJICHHBIX MJIM COJEPIKAIUX TEKCT Ha HHOCTPAHHOM SI3BIKE
0e3 3aBepeHHOTO B YCTAaHOBJIECHHOM 3aKOHOJATEIHCTBOM pPePEPEeHTHOTO TOCyIapCcTBa
NOpsAJIKE TIEPEBOJIa Ha PYCCKUM SI3bIK, YIIOJTHOMOUYEHHBIN opraH (3KCIepTHasi OpraHu3aius) B
TeueHne 2 pabouumx AHEH CO MHS TOJYYEHUS TaKUX JOKYMEHTOB BpPYYaeT 3asSBHUTEIIO
CIocoOOM, YKa3aHHBIM B 3asiBJICHUSX O PETHCTPALMM U JKCIEPTHU3E, PEIICHUE O BO3BpaTe
yKa3aHHBIX IOKYMEHTOB ¢ 00OCHOBAHHEM MPUYHMH BO3BpaTa U COOOIICHHEM O BO3MOXHOCTH
MMOBTOPHOTO TPE/ICTABIICHUSI 3asiBUTEIEM JOKYMEHTOB J0 MCTEUCHMs YKA3aHHOTO B ad3arle
BTOPOM HACTOSIIETO MyHKTa CPOKa.

29. YomHOMOYEHHBIN OpraH (dKCIepTHas opranu3aius) peepeHTHOTO rocy1apcTBa B
TeueHue 45 pabounx qHEH CO IHS MPUHATHS UM PEIICHUS O Hadaje MPOIeAyp PETUCTPAIIH 1
OKCIEPTU3Bl MEAUIMHCKOTO U3eNIuss OGOPMIISIET JKCIEPTHOE 3aKIIOYEHHE COTIJIACHO
npuioxkeHuto Ne 5 nubo B ciaydyae HEOOXOJAMMOCTH TPOBEACHUS HHCIEKTUPOBAHUS
MPOU3BOCTBA MIPUHUMAET PEIICHHUE O Havaje MPOBEACHHS WHCIIEKTHPOBAHUS POU3BOICTBA
(Ipu yCOBUU OTCYTCTBHUSA 3aMEUaHUN K JJOKYMEHTaM, COIEPKAIIMMCS B MPEICTAaBICHHOM
J0Che, WM YCTPAHCHHUS 3aMeYaHWi, yKa3aHHBIX B 3alpoce) U YBEIOMIISCT 3asBUTEIS O
MIPUHSATOM PEIIEHUH ITyTEM HaIpaBJICHUsS yBEIOMIICHHUS CTIOCOOOM, YKa3aHHBIM B 3asIBICHHSIX
O PETHCTPAIIUU U DKCIIEPTHU3E.

30. [lpu mpuHSATHU pelIeHHUS O Hayalle WHCIEKTHPOBAHUS MPOU3BOJCTBA
YIOJIHOMOYEHHBIM OPTraHOM (DPKCIEPTHOW opraHuzamuei) pedepeHTHOro TrocyJapcTBa
WHCIICKTUPYIOIIasi OpraHu3aius pedepeHTHOTO TOCYAapCTBa MPOBOJUT WHCIICKTUPOBAHUE
IPOU3BOJCTBA B COOTBETCTBUU C TpeOoBaHUAMH K CUCTEME MEHeIKMeHTa KauecTBa. Cpok
OpraHU3alWK U MPOBEJICHUS WHCIICKTUPOBAHUS IIPOU3BOACTBA HE JOHKCH B COBOKYITHOCTH



npesbimaTh 90 pabouux AHEH co AHS MPUHATHS YHOJHOMOYEHHBIM OPraHoOM (3KCHEpPTHOM
OopraHu3alyen) peleHns 0 Hayajle MHCIIEKTUPOBAHUS TPOU3BOCTBA.

31. Otyer o pe3yiabTaTax HUHCIEKTUPOBAHUSA MPOU3BOJCTBA HAINPABIIETCS
MHCIIEKTUPYIOIIEeH OpraHu3aluel B YIOJTHOMOYEHHBIN OpraH (SKCHEPTHYIO OpraHU3aluio)
pedepeHTHOro rocyJapcTBa JJisl BKIIOYEHUS B PETMCTPALMOHHOE JOChE M 3asBUTEIIO IO
MOYTE 3aKa3HBIM MOYTOBBIM OTIPABJICHUEM C YBEIOMJIEHHEM O BPy4YEeHHH MO0 B dopme
ANIEKTPOHHOIO JOKYMEHTA, MOAMUCAHHOTO 3JIEKTPOHHOU MOANUCKHIO0, B TeUeHue 15 pabounx
IHEW CO JHS 3aBEPIICHUS MHCIEKTHUPOBAHUSA NMPOU3BOACTBA. IIpu 3TOM B cilyyae eciu 1o
UTOTaM WMHCIEKTUPOBAHMS MPOU3BOJICTBA BBISBICHBI HECOOTBETCTBUS, OTYET O PE3yJIbTaTax
MHCIEKTUPOBAHUS TPOU3BOJICTBA, JOMOJIHEHHBIN CBEIEHUSIMU 00 YCTPAHEHUU BBISIBICHHBIX
HECOOTBETCTBUH, HAIIPABIISIETCS UHCIIEKTUPYIOLIEH OpraHu3aiel B yIIOJHOMOYEHHBIN Oprad
(3KCIIEPTHYIO OpPraHu3aInio) peepeHTHOTO TOCYAapCTBa B TeUeHHE 15 pabounx qHEH mocie
MOJIy4EeHHSI OT 3asIBUTENS CBEJCHUIN 00 yCTpaHEHUH HECOOTBETCTBUM JIMOO CO THS UCTEUEHUS
CPOKa, YCTAHOBJIEHHOTO JUISI UX YCTPAHEHHS.

B cnydae ecium mo utoraM HHCIEKTUPOBAHUS MPOU3BOJACTBA B JIOKYMEHTHI
PETHCTPALIMOHHOTO JI0ChE Ha PETHUCTPUPYEMOE MEAUIIMHCKOE U3/EJINe BHECEHBI U3MEHEHUS,
TaKhe JOKYMEHTbI, 0OpPMJICHHBIE B COOTBETCTBUU C NpuiioxkeHueM Ne 4, HanpaBstOTCS
MHCIIEKTUPYIOIIEH OpraHu3alKeil B YIOJIHOMOYEHHBIH OpraH (3KCHEPTHYIO OpraHU3aluIo)
pedepeHTHOro TocyaapcTBa.

32. YoIHOMOYEHHBIN opraH (SKCHepTHAsi opraHu3aius) peepeHTHOro rocy1apcTa B
TeyeHne 15 paboumx THEW cOo AHSA MOJYYEHHs OTYeTa O pe3yJibTaTaX WHCHEKTHPOBAHMS
POU3BOICTBA OOPMIISIET IKCIIEPTHOE 3aKIIOUEHHE B COOTBETCTBUU € MpUIIokeHHeM Ne 5 k
HactosiuM [IpaBuiam.

33. BbIBOJIBI, COZIEpKALIUECS B IKCIIEPTHOM 3aKIIOUYEHUH, TOJIKHBI OBITH OJIHO3HAYHBIMU
Y TIOHSATHBIMH.

34. OcHOBaHMSIMU JIsl BBIHECEHHUS YIOJHOMOYEHHBIM OpPTraHOM (3KCIEPTHOM
opraHuzaiuei) pedepeHTHOro TrocyJapcTBa 3akK/IIOYeHHss 00 OTKa3e B PETUCTpalu
MEIULUHCKOIO U3/1E€NUs SBIISIOTCS:

a) HEMOATBEPXJEHHE COOTBETCTBYIOUIMMH MaTepUalaMU M CBEICHHUSIMH,
COJICPKAIMMUCS B PETUCTPALIMOHHOM JIOChe, KauecTBa, U (win) 3¢ PpekTuBHOCTH, U (UIIN)
0€30MacHOCTH METUIIMHCKOTO U3CIINS;

0) mpeBbIIIEHHE pUCKA NMPUYUHEHUS Bpela 3J0POBBIO I'pakAaH U MEIUIIMHCKHUX
pabOTHUKOB BCIJIEJICTBUE MPUMEHEHUS MEAMIIMHCKOTO M3Jeius HaJ 3()PEKTUBHOCTHIO €ro
MIPUMEHEHUS;

B) BBISIBJICHHE IIPU OCYILECTBICHUH YIOJHOMOYEHHBIMH OpraHaMHu IOCyAapCTBEHHOTO
KOHTpOJIA (Haa30pa) 3a oOpalieHueM MEAUIMHCKUX M3JIeTUid HEeIOCTOBEPHBIX AaHHBIX 00
s dekTUBHOCTH U 0€30MaCHOCTH MEIUIIMHCKOTO M3AENUs U UX HECOOTBETCTBUE JAHHBIM O
MEIULUHCKOM U3JEIINH, COAEPKAIINUMCS B IOKYMEHTaX PETUCTPALIMOHHOIO JIOCKE.



35. B ciyuae eciu 3KCIEPTHOE 3aKJIFOYEHHE OTHOCUTEIBHO BO3MOYKHOCTH PETHCTPALIUN
MEIUIMHCKOTO W3/eNus SBISETCA OTPULATEIbHBIM, YIIOJHOMOYEHHBIA OpraH (3KcrepTHas
opranuzanus) B TeueHue 10 pabounx aHew co mHS odopmiieHHs (MTOIYUEHUs) IKCIIEPTHOTO
3aKJIIOUECHHS] TIPUHUMAET pelieHHe 00 OTKa3e B PErHCTPALMU MEIULMUHCKOTO H3ENHs,
oOopMIISIET U BBIIACT 3asIBUTENIO CIIOCOOOM, YKa3aHHBIM B 3asBJICHUAX O PETHCTPALlUU U
JKCHEPTU3E, YyBEIOMJEHHE OO0 OTKa3e B pErucTpalud MEIULIMHCKOTO H3ACIUS C
000CHOBAaHMEM NPUYHMH OTKAa3a M MPWIOKEHUEM K HEMY KONHUHU SKCHEPTHOrO 3aKIHOYEHUS
YIOJIHOMOYEHHOTO OpraHa (3KCIEPTHON OpraHu3aiuu) peepeHTHOrO rocy/1apcTBa.

36. B ciyuae ecnu SKCHEPTHOE 3aKJIOUEHUE OTHOCUTEIBLHO BO3MOKHOCTH PETHCTPALlUU
MEIULUHCKOTO U3JENHS SBISAETCS MOJOKUTEIbHBIM, YIIOJTHOMOYEHHBIN Oprad (3KCHepTHas
opraHu3zanus) peepeHTHOro rocy/1IapcTBa B TeueHue 5 pabouyux gHel co AHS 0hOopMIICHHUS
HKCIIEPTHOTO 3aKJIIOUEHUS pa3MeNIaeT B CBOeH MH(OPMALIMOHHON CUCTEME PErHCTPAIIMOHHOE
J0ChE M 3TO HKCIEPTHOE 3aKIIOUEHHE M YBEIOMIISIET 3asBUTENSI O HEOOXOJUMOCTH
MPEACTABICHUS KOMHI TOKYMEHTOB 00 OIUIaTe€ MPOLEIypbl COTJAaCOBAHMS 3KCIEPTHOTO
3aKJIIOUEHUS B rocyAapcTBe (Tocy1apcTBax) Npu3HaHus B TeueHue 30 KajJeHAapHbIX JHEN CO
JIHSl HAIIPABJICHUS] TAKOTO YBEJAOMJICHUS 3asIBUTEIIO CIOCOOOM, YKa3aHHBIM B 3aABJICHUSIX O
PErHCTPALUU U IKCIIEPTHU3E.

37. 3asBUTENIb YBEIOMJISIET YIOJIHOMOYEHHbBIE OPTaHbl (3KCIEPTHbIE OpraHU3alUu)
pedepeHTHOTO ToCyIapCcTBa U rocyaapcTBa (TOCyAapcTB) MpU3HAHUS 00 OIiaTe MPOIeayp
COIJIaCOBAaHMS B CPOK, YCTAHOBJICHHBIN ITyHKTOM 36 HacTosmux IIpasu.

38. CorylacoBaHue 3KCIEPTHOrO 3aKJIIOUEHHMS SIBISETCS OCHOBAHHMEM Uil IPUHSATHS
pEeIIeHUs O PErucTpali MEIULMHCKOTO U3/IENINs B TOCYAapCTBE MPU3HAHUS U 0()OpMIISETCS
YIOJIHOMOYEHHBIM OpraHOM (3KCIIEPTHOM OpraHu3anuei) rocyjapcTsa npusHaHus B popme
3aKJIH0YEHUS O TIOJATBEPKACHUHU COIIACOBAaHUs (HECOIIaCOBAHUs) SKCIEPTHOIO 3AKIFOYEHUS
coryiacHO mpwiokeHuto Ne 6 (manee — MOATBEPKIECHUE COTJAcOBaHUs (HECOTJIACOBAHUSA)
AKCHEPTHOTO 3aKIIOUYEHHUS ).

39. CornacoBaHue >KCIEPTHOrO 3aKIIOUYEHUS YIOJTHOMOUYEHHBIM OPTaHOM (IKCIIEPTHOM
opraHu3aieil) rocyaapcTBa IpU3HAHUS OCYILECTBISETCS B COOTBETCTBUM C pazaenom III
HacTosmux I[Tpasu.

40. ITpu ycnoBuUM OTCYTCTBHUS PA3HOINIACUI MEXAYy peQepeHTHBIM rOCyIapCTBOM U
rocyAapcTBOM (rocyJapcTBamMi) MHpPU3HAHUS B OTHOIICHHM COTJIACOBAHMS IKCIIEPTHOTO
3aKJIIOYEHUs YMNOJHOMOYEHHBIM oOprad (3KcmepTHas oOpraHu3anusi) pedepeHTHOro
rocyAapcTBa:

a) B TeueHue 10 pabouux JHEW CO JHS MOJYYEHUSI OT BCEX YIMOJHOMOUYEHHBIX OPTaHOB (
SKCHEPTHBIX OpraHMU3allMil) TOCYIapCTB NPU3HAHUS NOATBEPXKIAECHUS COTJIACOBAHUS
HKCHEPTHOTO 3aKJIIYeHUs JHOO €O [HS HUCTEUEHHS CpPOKA, YCTAaHOBJIEHHOI'O MJIs
IIPEIOCTABIIECHUS FOCYJapCTBaMU IPU3HAHUS YKa3aHHOIO NOATBEPKACHUS (IIPU YCIOBHH, YTO
3asBUTENIEM OBbUIN MPEACTaBIEHbl B YIOJHOMOYEHHBIH OpraH (3KCHEPTHYIO OpPraHU3alMIo)
pedepeHTHOro TocyJapcTBa KONUU JIOKYMEHTOB 00 OIUIaTe MpPOLENypbl COrIacOBaHUS



AKCIIEPTHOIO 3aKJIOUEHHSI B TOCyAapcTBax INPU3HAHUSA U NEPEBOAOB 3KCIUIYyaTALMOHHOTO
JOKYMEHTa WM WHCTPYKIMU MO NMPUMEHEHUI0 MEIULMHCKOTO M3Jeus, PYKOBOACTBA IO
CEpBHUCHOMY OOCITY>)KMBaHHIO U TEKCTa MapKUPOBKU HA TOCYJAAPCTBEHHBIE SI3BIKU TOCYIapCTB
npu3HaHus (MpU HEOOXOIUMOCTH)), MPUHUMAET PEUIEHUE O PErUCTpalliyd MEAUIMHCKOTO
U3JIeNUs U pa3sMellaeT B €IMHOM PEECTpPEe MEAMIIMHCKUX W3JENINi, 3aperuCTPUPOBAHHBIX B
pamkax Coro3a, CBEJAEHUS O MEIUIIMHCKOM W3JAEINH, MNpenycMoTpeHHsie [lopsakom
(dbopmHpoBaHUA U BeIeHNU HH(POPMAIMOHHON CUCTEMBI;

0) B Teuenue 10 pabounx qHEHN CO THS MPUHATHUS PEIICHUS O PETUCTPAIIMN MEIUIIMHCKOTO
u3zienust opopMIISIET U BBIIAET 3asBUTENIO CIIOCOOOM, YKa3aHHBIM B 3asIBJICHUH O TPOBEJACHUU
pPErMCTpallMi MEIUIIMHCKOTO M3JIENus, PETUCTPALMOHHOE YIOCTOBEPEHHUE U MPUIIOKEHHUE K
HEMY.

41. HecornacoBaHue 3KCIEPTHOTO 3aKJIIOYEHHUS YIIOJHOMOYEHHOI'O OpraHa (3KCIepTHOM
opraHuzaiuu) pe@epeHTHOro rocyiapcTBa B OJHOM M3 TOCYJAapCTB MPU3HAHUS SIBISETCS
OCHOBaHUEM U1 OTKa3a B PETUCTPAlMd MEAUIMHCKOrO W3JAENHS Ha TEPPUTOPHH ITOTO
rocyJapcTBa npu3HaHUs.

42. B ciydae Hamuuus rocyjaapcTBa (TOCyIapcTB) MPU3HAHUS, YIOJHOMOYEHHBIM
OpraHoM (3KCHEPTHON OpraHU3alMeil) KOTOPOro 3KCIEPTHOE 3aKJIIOUYEHHE HE COTJIaCOBAHO,
YIOJIHOMOYEHHBIN OpraH (3KCHEpTHAsi OpraHu3aius) pepepeHTHOro rocyAapcTBa B TEUEHUE
10 pabounx gHEN cO AHS MOJY4YEHHUS OT BCEX YNMOITHOMOYEHHBIX OPraHOB (IKCHEPTHBIX
OopraHu3aluil) rocyl1apcTB MPU3HAHUS MOJTBEPXKIEHUS COTJIAcOBaHUs (HECOIJIaCOBAHMS)
HKCIEPTHOrO 3aKJIIOUYEHUs JUOO €O [HS MCTEYEHHUS CpPOKa, YCTAHOBJIEHHOIO JJIs
IpeIoCTaBICHUS TOCYAapCTBAMH MPU3HAHUS YKA3aHHOTO MOATBEPKACHUS (TIPU yCIIOBUHU, YTO
3asiBUTENIEM OBUIM MPEJICTABIICHBI B YIIOJHOMOUYEHHBIH OpPraH (3KCHEPTHYIO OpraHU3aluIo)
pedepeHTHOro TOoCyAapcTBa KOMHMHM JOKYMEHTOB 00 OIIaTe MpOLELypbl COTJIacoBaHUS
AKCIEPTHOIO 3aKIIOUEHHSI B TOCyAapCTBax MPU3HAHUSA U NEPEBOAOB SKCIUTYyaTAIMOHHOTO
JOKYMEHTa WIM WHCTPYKLUHU NO NMPUMEHEHUI0 MEIWLIHMHCKOIO M3JeNns, PYKOBOACTBA IO
CEpPBUCHOMY OOCITY’KMBAHHIO U TEKCTa MApPKUPOBKHU Ha TOCYJIAPCTBEHHBIE SI3bIKH TOCYIAPCTB
npu3HaHus (IpU HEOOXOAMMOCTH)), C YYETOM XapaKTepa BBISBICHHBIX 3aMe4YaHUM
BBITIOJIHSET OJIHO U3 CIEAYIOIIUX ACUCTBUI:

a) HaAIpaBJISIET 3asIBUTENIO YBEJOMIIEHHE O HEOOXOJMMOCTH COTJIaCOBaHUs OOpAILlEHUs B
KoHcynbTaTUBHBIN KOMUTET JIJIs1 yPETYJIUPOBAHUS PA3HOTTIACUNA B OTHOIICHUH COTJIACOBAHMS
AKCIIEPTHOTO 3aKJIIOYEHUS C MPUIOKEHUEM KOMHUM (KOMHU) MOATBEPKIAEHUS cOorjaacoBaHus (
HECOIJIaCOBaHMs) HKCIEPTHOTO 3akirodeHusd. IIpu oTCyTcTBHM oOTBeTa 3adBUTENSA IO
ucreueHuu 15 pabouyux AHEW cO JHA MOJYYEHHUS] COOTBETCTBYIOLIETO YBEIOMJIICHUS
oOpaienue B KoHCynbTaTUBHBIN KOMUTET CUNTAETCSI HECOTJIACOBAHHBIM;

0) B ciydae corjiacus ¢ BBIBOJAAMH YIIOJTHOMOYEHHOTO OpraHa (3KCIepTHON opraHu3aluun)
rocy/lapcTBa NpPHU3HAHHUS O HEBO3MOXKHOCTH PETUCTPALMU MEIULMHCKOTO U3IENIHs
NPUHUMAET pellieHre 00 OTKa3e B PErucTpanuu MEAUIMHCKOro u3aenus. B stom ciydae
YIOJIHOMOYEHHBIN OpraH (3KCHEpTHAsl OpraHu3alysl) pepepeHTHOro TOCyAapCTBa B TEUEHUE



10 paGouyux gHEH CO JHSA MPUHATHSA PEIICHUS 00 OTKa3e B PETUCTPAIMU MEIUIIMHCKOTO
m3nenust oopmIIsieT M BBIJACT 3aABUTEII0 CIIOCOOOM, yKa3aHHBIM B 3asiBICHUAX O
pEerUCTpaIuy U SKCIIEPTHU3E, YBEAOMIIEHHE 00 OTKa3€ B PETUCTPALIMU MEAUIIMHCKOTO U3
(c 06ocHOBaHMEM MPUYHMH OTKa3a M MPUIIOKEHUEM K HEMY KOIUM KCIIEPTHOTO 3aKITIOUCHUS
Y TIOATBEPAKACHUS HECOTIACOBAHUS SKCIIEPTHOTO 3aKITIOUCHHUS).

43. YIoTHOMOYEHHBIN OpraH (dKCcHepTHast opraHuzaius) pedepeHTHOro rocy1apcTBa B
TeueHue 3 pabouux JHEH CO AHS MOTYUYEHHUs OTBETA OT 3aABUTENSI OTHOCUTEIHHO OOpaIieHus
B KOHCYIbTaTUBHBIN KOMUTET JIJI YPETYJIUPOBAHUS PA3HOIIACUN B OTHOIIIEHUH SKCIIEPTHOIO
3aKJIFOUCHUS:

a) obpamaercs B KOHCYIbTaTUBHBIN KOMHTET B COOTBETCTBHUU C pasnesioM IV HacTosmmx
[TpaBui (B ciydae corjacoBaHus 3asiBUTeNeM oOpaiieHusi B KOHCYIbTaTUBHBIN KOMUTET);

0) IpUHHMAET PEHIEHHE O PETUCTpPAlMU MEAUIMHCKOTO H3Jeius 0e3 yKa3aHus B
pPEeTUCTPAllMOHHOM  yJOCTOBEPEHHH  TrocyaapcTBa  (rocyJapcTB)  MpPU3HAHUSA,
YIIOJJHOMOYEHHBIM OpPraHoM (PKCHEPTHOM oOpraHu3aluei) KOTOPOro HE COTrjacoBaHO
JKCIIEPTHOE 3akKioueHue (B cllydae HECOTrJacoBaHUs 3asBHUTENEeM OOpalieHus B
KoncynpratuBHbiii komuter). B 3TOM ciydae ymoOJHOMOYEHHBIM opraH (dKCHepTHas
opranm3anus) pedepeHTHOTrO rocyaapctsa B TeueHue 10 pabounx HHEH cO THS TPUHATHS
pEIIeHUs O PETUCTPALIMU METUIIMHCKOTO U3EIHS:

pa3MeliaeT B €MHOM peecTpe MEAUIMHCKUX U3JICJINH, 3apeTUCTPUPOBAHHBIX B paMKax
Coro3a, cBeZIeHUs 0 MEIUIIMHCKOM M3JIeTnH, NpeaycMoTpeHHbie [lopsakom GpopmupoBanus u
BeJIeHUs NH(DOPMAITMOHHONW CUCTEMBI;

odopMIISeT U BBIIACT 3aABUTENIO CIIOCOOOM, YKa3aHHBIM B 3asBJICHUM O MPOBEIACHUU
perucTpalui MEAUIMHCKOTO U3JEIUs, PErUCTPAIMOHHOE YAOCTOBEPEHUE U MPUIIOKEHUE K
HEMY.

III. ITponexypa coriacoBaHUA SKCIIEPTHOT'O 3aKIIO9CHAA

44. Tlpouenypa coriiacoBaHusl 3KCIIEPTHOIO 3aKIFOYEHHUS OCYLIECTBIISIETCS B OTHOILIEHUH
AKCIEPTHOTO 3aKIH0YEHHUS, 0(DOPMIIEHHOTO B paMKax CJICAYIOIINX MPOLETyD:
a) OpoLeAYPbl PETUCTPALIMU U IKCHEPTU3bl METUIIMHCKOTO U3/I€NIUSI B COOTBETCTBUU C
pazaeniom Il racrosiux [TpaBu;

0) mpolieaypa BHECEHUS] U3MEHEHUN B PETUCTPAIMOHHOE JIOChE B COOTBETCTBUU C
pazaenioMm V Hacrosamux [Ipasui;

B) MpoIe/lypa COTJIAaCOBAHUS AKCIIEPTHOTO 3aKJIIOYEHUS Ha 3apEerUCTPUPOBAHHOE
MEIUIMHCKOE U3JEIMe B COOTBETCTBUH C pasaenoM VIII Hactosmux [Ipasuo.

45. 3asBUTENb B CPOK, COTJIACOBAHHBIA C YIMOJTHOMOUYEHHBIM OPraHoM (PKCIEPTHOM
OpraHu3alKei) rocy1apcTBa MPU3HAHUS U HE TIPEBBIIAIONINNA CPOK, YKa3aHHBIN B MyHKTE 50
HacTosinux [IpaBui, obecriednBaeT npeIcTaBiICHUE YIOJHOMOYEHHOMY OpraHy (3KCIEepTHOU
opranm3anuu) pedepeHTHOro TocyaapcTBa W TOCyJapcTBa NPU3HAHUS TIEPEBOJIOB
AKCIUTYaTallMOHHOTO JOKYMEHTA WJIM MHCTPYKUIHUH N0 IPUMEHEHHUIO MEIUIIMHCKOTO U3/IEIIHNs,



PYKOBOJICTBA IO CEPBUCHOMY OOCIY>KMBAHUIO M TEKCTa MAPKUPOBKU HA TOCYIapCTBEHHBIN
A3bIK TOCYJapCTBa NpHU3HAHUSA (MPU HAJUYUM COOTBETCTBYIOIIUX TpeOOBaHHI B
3aKOHOJATENbCTBE TOCYIaPCTBA IPU3HAHNUSA).

46. Ilpu mpoBeaeHUM MPOIEAYPHl COTJIACOBAHUS SKCIEPTHOTO 3aKIIOYEHUS
YIIOJITHOMOYEHHBII OpraH (3KCIEpTHas OpraHu3alusi) rocyJapcTBa MPHU3HAHUS HMPOBOJIUT
OLIEHKY IOJIHOTHI M JJOCTaTOUYHOCTH JaHHBIX, TOATBEPKAAIOIINX 0€30MaCHOCTb, KAYECTBO U
3((PEeKTUBHOCT MEIULMHCKOrO W3JENus, MPABHIBHOCTH MEPEBOJIa SKCIUTYaTAllMOHHOTO
JOKYMEHTa WJIM WHCTPYKLMHU IO NPUMEHEHUI0 MEIMWLIHMHCKOIO M3JeNNs, PYKOBOACTBA IO
CEpPBUCHOMY OOCITYKMBAHHIO U TEKCTa MApPKUPOBKU HA TOCYJJAPCTBEHHBIN S3bIK TOCYIapCTBA
npu3HaHuA (TP HEOOXOTUMOCTH).

47. 1Ipu HEOOXOAMMOCTH YIOJIHOMOYEHHBIE OPTaHbl (IKCIEPTHBIE OPraHU3ALINH)
rocyJapcTB MPU3HAHUSA MOTYT HAIpaBisTh C UCIOJIB30BAHUEM CPEICTB MHTErPUPOBAHHOU
nHpopmanuonHoil cucrtemsl Coro3a (najmee — HHTEIPUPOBAHHAs CHCTEMa) B
YIOJIHOMOYEHHBI OpraH (3KCHEPTHYIO OpPraHU3alMio) pedEepeHTHOro rocylapcTBa CBOM
3aMeyaHus U MpenIoKeHus: 10 0OpPMIICHUS TUM YIIOJTHOMOUYEHHBIM OPraHOM (3KCIEPTHOM
OpraHu3alyel) SKCIIEPTHOrO 3aKIIIOUECHHUS.

48. B xoxe corimacoBaHHsl 3KCIEPTHOrO 3aKJIKOYEHHUS YNOJIHOMOYEHHbIE OpTaHbl (
HKCIIEPTHBIE OPTraHU3AIMK) TOCYIaPCTB-WICHOB MOTYT B3aUMOJIEUCTBOBATH APYT C IPYTrOM B
LENSAX YPETryJIHMPOBAaHUS BOSHUKAIOIINUX BOIPOCOB.

49. B cnyuae Hanuuus pasHOIVIAaCUM MEXAYy pe(epeHTHbIM TOoCyIapCTBOM U
rocyJapCcTBOM (rocylapcTBaMu) IMPU3HAHUSA B OTHOLIEHUU COIVIACOBAHUS 3KCIEPTHOIO
3aKJIIOYEHHUs] YIOJIHOMOYEHHBIH OpraH (9KCHepTHas OpraHu3anus) pepepeHTHOTO
rocyapcTBa NPUHHMAET pEIIEHWE Ha OCHOBAaHMHM JKCHEPTHOrO 3aKIIOYEHHUS U
MIOATBEPKICHUSI HECOTJIACOBAHUS IKCIIEPTHOIO 3aKJIIOUEHHUs, B TOM YHCIIE C Y4ETOM UTOTOB
yperyJaupoBaHusi pa3HOIIacui B OTHOUIEHUHM COIJIACOBAHUS SKCIEPTHOrO 3aKJIIOYEHUS B
pamkax KoHcynbTaTuBHOro KOMHUTETA (B citydae oOpameHuss B KoHCyIbTaTUBHBIN KOMUTET).

50. YnonHOMOUYEHHBIH OpraH (KCIEpTHAasl OpraHu3alus) rocy1apcrBa MPU3HAHUS
paccMaTpuBaeT AKCIIEpTHOE 3akKioueHue B TedeHue 30 paboumx aHEN, UCUUCISIEMBIX OT
OJTHOM M3 CIEeAYIOUINX Jart:

IpU IPOBEACHUU MPOLIEAYP PETUCTPALMM U SKCIEPTU3bI MEAUIIMHCKOTO M3JEIUS — C
JaThl MOCTYIJICHUS B YIIOJITHOMOUYEHHBIE OpPTaHbl (3KCIEPTHBIE OpraHU3alim) peepeHTHOro
rocyJapcTBa M rocygapcra (rocyJapcTB) MpPU3HAHUS YBEIOMJIEHUs OO OIjiaTe MpOUEeAyp
COIJIaCOBaHMS;

IIpU IPOBEICHUH MPOLETYPbl BHECEHHSI U3BMEHEHUI B PETUCTPALIMOHHOE TOChE — C JaThl
pa3MelleHus YIOJIHOMOUYEHHBIM OpPraHOM (IKCHEPTHOW opraHuzaiueil) pedepeHTHOTo
rocy/apcTBa B CBOEH MH(OPMALIMOHHOM CHCTEME PETUCTPALlMOHHOIO JJOChE, COIEPIKALIETO
3asiBJICHHE O BHECEHUH U3MEHEHUH B PETUCTPALMOHHOE JIOChHE;

IpU MPOBEICHUU MPOLENYpPhl COTJIACOBAHUSI HKCHEPTHOIO 3aKIIOYEHHS Ha
3apEeruCTPUPOBAHHOE MEIULMHCKOE HM3JIeUMe — C JaThl pa3MelIeHUs yIOJIHOMOYEHHBIM



opraHoM (PKCHepTHOW opranusanuei) pedepeHTHOro rocyaapcTBa B CBOEH
MHQOPMAIMOHHOW CHUCTEME PETrUCTPAIMOHHOIO JOChE, COAEPXKAIIEro 3asiBICHUE O
MPOBEJICHUH COTJIACOBAHMSI HKCIIEPTHOTO 3aKIIOUYEHHUS HA 3apETUCTPUPOBAHHOE MEAUIIMHCKOE
u3JIene.

[Ipu 3TOM yCIOBHEM HUCUUCIICHUS YKAa3aHHOTO CpOKa SIBJISICTCS HAJMYKME Ha CUETe
YIOJHOMOYEHHOT'O OpraHa (3KCIEePTHOM OpraHu3allii) TocyAapcTBa MpU3HAHUS JCHEKHBIX
CpPEICTB, MOCTYNUBIIMX B pe3yJbTaTe€ OIJIAThl 3asBUTEJIEM MPOLEAYpPhl COTJIaCOBAHUS
AKCIIEPTHOTO 3aKJIFOUEHHSI B TOCYIapCTBE MIPU3HAHUS B MIOJTHOM OOBEME.

51. 1o pe3ynbTatam pacCMOTPEHUS SKCIIEPTHOTO 3aKJIIOUEHUS YIIOJTHOMOUYEHHBIN opraH (
AKCIEPTHAsl OpraHu3alysi) rocygapcTBa NpU3HaHUS HANPABISET B YIIOJTHOMOUYEHHBIN OpraH (
AKCIEPTHYIO OpraHU3aluio) pe@epeHTHOro rocyJapcTBa MOJATBEPKIECHUE COTriIacoBaHUA (
HECOIJIaCOBAHMUSI) SKCIEPTHOTO 3aKIIOUYECHUS (C 00OCHOBAHHEM) C UCMOJIb30BAHUEM CPEJICTB
UHTETPUPOBAHHONW CHUCTEMBI (B TOM YHCJIE NOATBEPXKACHUE MPABWIHLHOCTU IEpeBOJia
AKCIUTYaTalIMOHHOTO JOKYMEHTA WJIM MHCTPYKIUH IO TPUMEHEHUIO MEIUIIUHCKOTO U3/IeIusl,
PYKOBOJICTBA O CEPBUCHOMY OOCITY>KUBAHUIO U TEKCTAa MaPKUPOBKH Ha TOCYJapCTBEHHBIC
SI3IKUA TOCYIaPCTB MPU3HAHUS B COOTBETCTBUH C 3aKOHOJIaTEILCTBOM TOCYAapCTB-YJICHOB).

52. B ciiydyae HempeaCTaBJIEHHS TOCYJapCTBOM IMPHU3HAHUS MOATBEPKIACHUS
COTJIacCOBaHUsl (HECOTJIACOBAHUS) 3KCIEPTHOrO 3aKJIIOUEHHUS B CPOK, YCTaHOBJIEHHBIN
nyHKkToM 50 HacTosiux [IpaBui, sKCEpTHOE 3aKIIOUEHUE CUMTAETCS COTJIACOBAHHBIM IPHU
YCIIOBHH, YTO 3asiBUTENIEM ObUIM MPEJICTABICHBI B YIIOJTHOMOYEHHBIE OpraHbl (3KCIEPTHBIE
opranu3aiuu) pedepeHTHOTO TOCyIapcTBa M TOCyJapcTBa TMPU3HAHUS TIEPEBOJIBI
AKCIUTYaTallMOHHOTO JOKYMEHTA WJIM MHCTPYKUIHUH IO IPUMEHEHUIO MEIUIIMHCKOTO U3/IEIIHs,
PYKOBOJICTBA MO CEPBUCHOMY OOCIYKHUBAHUIO M TEKCTa MAPKUPOBKHU Ha TOCYJAPCTBEHHBIN
A3bIK TOCYJapCcTBa TpU3HAHHUS (MPU HAJIWYUM COOTBETCTBYIOIIUX TpeOOBaHUI B
3aKOHOJJATENbCTBE TOCYNAPCTBA MTPU3HAHNUSA).

53. B pamkax npoueayp perucTpaiudu U 3KCHEPTU3bl MEAULMHCKOTO U3AEIUS B
cooTBeTcTBUU ¢ paznenoM Il wacrosimux [lpaBun ocHOBaHMSIMM Il HECOTJIACOBAaHUS
roCcyJ1JapCTBOM MPU3HAHUS SKCIIEPTHOTO 3aKIIOUCHHUS SIBIISIOTCS:

a) OCHOBaHUs, IPeAyCMOTpEeHHbIE TYHKTOM 34 Hactosamux [IpaBu;

0) HeNmpeaCTaBIECHUE 3asIBUTEIIEM B COIIACOBAHHBINA CPOK MEPEBOJA IKCILTyaTaI[AOHHOTO
NOKYMEHTA WJIM UHCTPYKIUHU O MPUMEHEHUIO MEIUIIMHCKOTO W3JAENHS, PYKOBOJCTBA IO
CEpPBUCHOMY OOCTYKMBAaHUIO U TEKCTa MAPKUPOBKHU HA TOCYAapCTBEHHBIN SI3BIK TOCYAapCTBa
npu3HaHus (IPU HEOOXOIUMOCTH);

B) OTCYTCTBHE Ha CYETE YIMOJIHOMOYEHHOI'O0 OpraHa (9KCIEPTHOW OpraHU3aIlNu)
rocyJapcTBa IMpPHU3HAHUS JEHEXHBIX CPEJCTB, IMOCTYNUBIIUX B pE3yJbTaTe OILUIATHI
3asiBUTEJIEM MPOLEAYPHI COITIACOBAHHUS SKCIIEPTHOTO 3aKJIIOYEHHS B TIOJTHOM O0BEME.

54. B pamkax nOpoueaypbsl COTJIaCOBaHHUS SKCIEPTHOTO 3aKIIOYEHUS Ha
3apETUCTPUPOBAHHOE MEIUIIMHCKOE U3JIEJIME B COOTBETCTBUM ¢ paszaesioM VIII HacTosmmx



[IpaBus OCHOBaHUSIMM JUJII HECOTJIACOBAHMSI TOCYAApPCTBOM MPU3HAHUSA SKCIIEPTHOTO
3aKJIFOYEHHUS SIBJISIFOTCSI OCHOBAHUS, MPEAYCMOTPEHHBIEC MYHKTOM 34 HacTtosimux [IpaBu.

55. B pamkax mpoueaypbl BHECEHUS W3MECHCHHUM B PETUCTPAIIMOHHOE JOCHhE B
COOTBETCTBHHU C pazaenoM V Hactosimux [IpaBuil OCHOBaHMSIMU ISl HECOTJIACOBAHMS
roCy1apCTBOM MPU3HAHUA SKCIIEPTHOTO 3aKIFOUYCHHUS SIBIISIFOTCS:

a) OCHOBaHU, MPEIYCMOTPEHHBIE TYHKTOM 79 Hactosmux [TpaBu;

0) OTCYTCTBHME IMEPEBOJIOB AKCILUTYaTAlMOHHOTO JOKYMEHTAa WJIM UHCTPYKIMU TIO
MIPUMEHEHUIO MEIUIIMHCKOTO H3JICNHS, PYKOBOJCTBA IO CEPBUCHOMY OOCIY)KUBAaHHUIO U
TEKCTa MAapKUPOBKM Ha TOCYJAapCTBEHHBIA SI3BIK TOCyJapcTBa MNpHU3HaAHUA (MpU
HEOOXOIUMOCTH).

IV. VperymupoBaHue pa3sHOITIaCHi B OTHOIICHWH COITIaCOBaHMA SKCICPTHOI'O 3aKIIOYCHUS

56. IIpu OTCYTCTBMM KOHCEHCYCa MO BOMPOCY COTJIACOBAHUS 3KCIEPTHOIO 3aAKIHOYEHUS,
O0(OPMIIEHHOTO B paMKax IMpOLEyp PETUCTPALUU U IKCIEPTU3bl MEAULIUHCKOTO U3AEIUs B
coorBeTcTBUM € pasgenoM Il macrosmux IlpaBui, yperynupoBaHue pasHOIJIACHHI
OCYIIECTBIISETCS IyTEM OOpaIlEHUs] YIIOJHOMOUYEHHOTO opraHa (9KCIEPTHON OpraHu3alum)
pedepeHTHOro rocynapctsa B KOHCY/IbTaTUBHBIA KOMUTET.

57. YomHOMOYEHHBIN opraH (3KCIepTHasi opraHu3ais) peepeHTHOro rocyaapcTna mo
COTJIACOBAHUIO C 3asBUTENEeM HamnpaBisieT B KOHCynbTaTHUBHBIA KOMHTET 3asBIECHHUE O
HEOOXOJIMMOCTH PAaCCMOTPEHUSI pa3HOINIacMi (C yKa3aHHMEM CBEACHUW O IpEIMETe
pa3zHorjacuii U 00 WUTOrax MPOBEJCHHBIX MEPEroBOpPOB M KoHcyibTauuit). K 3asBieHuro
MOTYT NpUJaratbCs J00blE MaTepHasbl, 0OOCHOBBIBAIOIINE MO3ULIHIO YIOJIHOMOYEHHOIO
oprasa (3KCHepTHOM opraHu3auu) pepepeHTHOTro rocyJapcTBa Mo MpeAMeTy pa3HOTIacHil.

58. Ilocme momydeHuMs 3asBICHHS W NPHIATA€MBIX K HEMY MAaTE€pHAIOB OT
YIOJIHOMOYEHHOTO OpraHa (PKCIEpTHOM OpraHu3anuu) pepepeHTHOro Trocy1apcTBa
KOHCYnbTaTUBHBI KOMHUTET 3alpalldBacT Yy YMNOJHOMOYEHHBIX OpPraHoB (PKCHEPTHBIX
OpraHu3aluii) TOCyJapCTB IMPU3HAHUA MaTepHaNbl, NOATBEPKAAONIME UX MO3ZULHUIO IO
IIPEIMETY PA3HOIJIACHM.

59. KoHCynbTaTUBHBIN KOMUTET HANPABIISET YBEIOMJIEHUE O IPOBEICHUH 3aCEJaHUs 110
YPEryJupOBaHUIO Pa3HOTIACUil yIOJHOMOYEHHBIM OpraHaM (3KCHEPTHBIM OpraHU3alMsIM)
pedepeHTHOro rocynapcTBa M TOCYJAapCTB MpPU3HAHMS IMOCIE MPEACTABICHUS HMHU
COOTBETCTBYIOIUX MaTEPHUAIIOB.

60. Opranuszanus U NPOBEACHUE 3aCEIaHUs MO YPEryJHPOBAHHUIO PAa3HOIIACHHI
obecneunBaroTcsi KoHCYIbTaTUBHBIM KOMUTETOM. B 3acenannu NpUHUMAIOT y4acTHE YJICHBI
KoHCynbTaTUBHOTO KOMUTETA, SABJISIFOUIMECS MPEICTABUTENSIMHA YIIOJTHOMOUYEHHBIX OPraHoB (
AKCIEPTHBIX opraHuzauuii). Ilpu HEoOXOAMMOCTH MO MPEUIOKEHUIO YHOTHOMOUYEHHBIX
OpraHoOB IS ydYacTHsi B pPacCMOTPEHUU OOCYXJAaeMoro B paMKax 3acelaHus
KOHCYyIbTaTUBHOIO KOMHUTETA BOIIPOCA MOTYT MPUIIIAIIATHCS MPEICTABUTENN OpraHu3alui
3IpaBOOXPaHEHUs, SKCIIEPTHBIX OPraHU3aLUi, IPOU3BOAUTENS U APYTHE CIICIIUAIIUCTHI.



61. ITo utoram 3acenanusi KOHCyIbTaTUBHOTO KOMHUTETA IPUHUMAETCS PEILIEHHE, KOTOPOE
HOCHUT PEKOMEH/IaTEIIbHBIN XapaKTep.

62. Cpok yperyJaupoBaHMsl pa3HOIJIACHl B OTHOIICHUU COTJIACOBAHHUS JKCIIEPTHOTO
3aKJII0YEHUs HE J0JDKeH mnpeBbimath 30 pabouux JHEH CO JHS HaNpaBJICHUS
YIOJITHOMOYEHHBIM OpPraHoOM (IKCIEPTHOW OpraHm3alueil) pedepeHTHOTO TOoCcyJapcTBa B
KoHcynbTaTUBHBIN KOMUTET COOTBETCTBYIOIIETO 3asBJICHUS U MATEPUATIOB.

63. B Teuenue 3 paboumx JHEH cO AHA MOJYYEHHUS NIPOTOKOJIA 3acedaHHs
KOHCYNbTaTUBHOIO KOMUTETA IO YPETYJIHPOBAHUIO PA3HOTIIACHI YIIOJTHOMOYEHHBIN opraH (
AKCIIEpTHAsT opraHuzaius) pedepeHTHOTO TrocyJapcTBa Ha OCHOBAHUM PEKOMEHIAIIUM
KoHcynbTaTUBHOrO KOMHUTETAa MNPUHUMAET PEUNICHHE OTHOCUTEIbHO BO3MOXKHOCTH
perucTpanuy MeIUIMHCKOTO U3EITHS.

64. B ciydae eciau mMpUHATOE B COOTBETCTBUM C MYyHKTOM 63 Hactosimux [IpaBuin
pelIeHue SBIAETCS MOJOKHUTEIbHBIM, YIIOJITHOMOYEHHBIH OpraH (3KCHepTHas opraHu3alus)
pedepeHTHOro rocyapcTBa B TeueHHE 3 pabouux JHEH CO JAHS €ro MPUHSITHS:

a) pa3MelIaeT B €IMHOM PEECTPe MEIMIIMHCKUX U3/CIIUNA, 3apETUCTPUPOBAHHBIX B paMKax
Coro3a, cBeZIeHUs 0 MEIUIIMHCKOM U3JIeNnH, peaycMoTpeHHbie [lopsiakom GpopmupoBanus u
BeJIeHUs NH()OPMAITMOHHOM CUCTEMBI;

0) odopMIIsieT pEerucTpalMOHHOE YIOCTOBEPEHUE U MPUIIOKEHNUE K HEMY (C YKa3aHUEeM
roCyJIapCcTB IMpPHU3HAHUS, YHOJHOMOUYECHHBIMU OpraHaMu (SKCIEPTHBIMH OpPTaHU3ALMUSIMH )
KOTOPBIX COIJIACOBAHO SKCHEPTHOE 3aKJIIOUEHHE) U BBIJAET MX 3aABUTEII0 CHOCOOOM,
YKa3aHHBIM B 3aBJICHUU O MPOBEJACHUU PETUCTPALIMN METUIIUHCKOTO U3CIIHS;

B) MpPU HAJUYUU 1O UTOraMm 3aceiaHuss KOHCyIbTaTUBHOTO KOMHUTETA rocyaapctna (
roCyJIapCTB) MPU3HAHUS, YIIOTHOMOUYEHHBIM OPraHOM (IKCIIEPTHOM OpraHU3alfeil) KOTOpOoro
HE COIIACOBAHO IKCIIEPTHOE 3aKIIOYEHUE, HAMPABIIAET 3asIBUTEIIO CIIOCOOOM, YKAa3aHHBIM B
3a8BJCHUSAX O PETUCTPAIMM M DKCIEPTHU3€, YBEIOMIICHHE O NPUHSITOM pEIICHUU
YIIOJJHOMOYEHHOI0 OpraHa (SKCIEpTHOM OpraHu3alKu) rocyJapcTBa Mpu3HaHus (c
MPUJIOKEHUEM KOMHUU TOATBEPKIACHUS HECOTJIACOBAHUSI JIKCIEPTHOrO 3aKIIOUCHUS U
penieHus (MpOTOKOIbHOM 3anucu) KoHCYyIbTaTUBHOTO KOMUTETA).

65. B cnydae ecnu mpuUHSATOE B COOTBETCTBUU C MyHKTOM 63 HacTosimux [IpaBun
pelIeHne SABJISETCS OTPUIATEIbHBIM, YIOJIHOMOUYECHHBIM OpraH (SKCIepTHasi OpraHu3alus)
pedepeHTHOro rocyjapcTBa B TedeHue 3 pabouux AHEH co JHS €ro MpUHATUS OPOpMIISET U
BBIJIACT 3asIBUTENII0 CIIOCOOOM, YKa3aHHBIM B 3asIBJICHUSX O PETUCTPAIlMU U SKCIEPTU3E,
YBEJIOMJICHHE 00 OTKa3e B PErHCTpallMi MEIUIIMHCKOTO u3zenus (C 000CHOBaHUEM MPUYUH
OTKa3a Y MPUJIOKEHHUEM KOIHUM IKCTIIEPTHOTO 3aKJIIOUCHHUS, TTOATBEPKICHUS HECOTIACOBAHUS
AKCHEPTHOTO 3aKJIIOUEHHS U pelieHus (MpOTOKOIbHOM 3anucu) KoHCyIbTaTUBHOTO KOMUTETA

).

V. Ilponemypa BHECEHMS H3MEHEHUI B PETHCTPAIAOHHOE JOCHE



66. 3asButens B TeueHue 90 KaJleHIApHBIX JHEW CO JHS BHECEHUS U3MEHEHUU B
JOKYMEHTBI, COJIEpKaIlUECs] B PETUCTPALIMOHHOM JIOChE, 00513aH MHULIMMPOBATH MPOLENYPY
BHECEHUS TAKUX U3MEHEHU B PErUCTPALMOHHOE JOChE.

67. K u3MeHeHusiM B PErUCTPAIMOHHOE J10Che, TPEOYIOIUM PEruCcTpallii HOBOTO
MEIUIUHCKOIO W31, OTHOCATCA:

a) U3MEHEHUSs, BJICKYIIHE 32 COO0N n3MeHeHne QyHKIIMOHAIBLHOTO Ha3HaYeHus U (UIJIH)
MPUHLNINA TIEUCTBUS MEAUITUHCKOTO U3IEeINS;

0) BKIIIOUEHHE CBEJICHUI O MOJeNsix (Mapkax) 3aperucTpUpPOBAHHOTO MEAUITUHCKOTO
U3JENHsl, HE COOTBETCTBYIOUIUX KPUTEPHUSIM BKIIOUYEHUS B OJIHO PErUCTPALIMOHHOE
YAOCTOBEPEHHE HECKOJBKUX MOJeNel (MapoK) MEAULMHCKOTO W3/E/IUs B COOTBETCTBUU C
nmyHKTOM 19 HacTosux [Ipasun;

B) M3MEHEHMs, BJEKYyIIHE 3a COOOH OJHOBPEMEHHOE W3MEHEHHE CBEIEHHU O
IPOU3BOJUTENIE W MPOU3BOJCTBEHHON IUIONIaAKE (MPOU3BOACTBEHHBIX IUIOMIAAKAX) IO
OTHOIIIEHUIO K CBEJICHUSIM, YKa3aHHBIM B PETUCTPAIMOHHOM YJOCTOBEPEHHH, BBHIJJAHHOM B
paMKax MpOUEayp PErUCTPAlUU M SKCHEPTU3bl MEIULIMHCKOTO WU3AEIUS, 32 UCKIIOUYCHUEM
CBEJICHUI 00 OopraHM3alMOHHO-TIPaBOBOM (hopMe, aapece, peopraHu3aliii, UHbIX CBEJICHHUI,
COJIEpIKaIUXCS B YCTaBHBIX JOKYMEHTAX.

68. B ciiyuae BHeceHUsI ”3BMEHEHUH, BIICKYIIUX 3a COOOM M3MEHEHNE IKCIUTYyaTal[MOHHOTO
JOKYMEHTA WM UHCTPYKIMHU O MPUMEHEHUIO MEIUIIMHCKOTO W3JAENHs, PYKOBOJCTBA IO
CEPBUCHOMY OOCIY’KUBAaHHMIO U TEKCTAa MAPKUPOBKHU, B TeueHUe 180 kaneHmapHbIX AHEH C
JaThl BHECEHUS ATUX U3MEHEHUN pa3pelIaeTcs BHITYCK B 00pallleHNEe MEUIIMHCKUX U3/ICIHM,
COOTBETCTBYIOIIMX JOKYMEHTAM M CBEJICHHSIM W3 PETUCTPALMOHHOTO JOCHE JO BHECEHUS B
Hero u3MeHeHuil. JlomyckaeTcs ONHOBPEMEHHBINM BBIMYCK B OOpalleHHE MEAUIMHCKHUX
M3JEIUI C DKCIUIyaTallMOHHBIM JIOKYMEHTOM WJIM HMHCTPYKLIHEH [0 NPUMEHEHUIO
MEJIUIIMHCKOTO H3JeNHs, PYKOBOJACTBOM IIO CEPBUCHOMY OOCIYKHUBAHUIO M TEKCTOM
MapKUPOBKH, COOTBETCTBYIOIIMMHU JOKYMEHTaM U CBEACHUSM U3 PETUCTPALMOHHOIO J10CHE
J10 Y IIOCJIE BHECEHUS B HETO U3MEHEHUM.

69. IIponenypa BHECEHUSI U3BMEHEHUN B PETUCTPAIMOHHOE JOChE (32 UCKIIOUYECHHEM
U3MEHEHUH, U1l KOTOPBIX MPEIyCMOTpPEHa MpOUEaypa UX BHECEHHUS B YBEIOMUTEIHHOM
NopsiAKE) TpeOyeT MPOBENECHHS MPOLEAYPhbl COINIACOBAHUSA SKCIEPTHOTO 3aKIIOUEHHS C
rocyJlapcTBaMu MPU3HAHUS, YKa3aHHBIMU B PETUCTPALMOHHOM yJOCTOBEPEHUU, B MOPSIKE,
ycra"HoBieHHOM paszzeinoM III nacrosmux Ipasu.

70. B uensix BHECEHUSI U3BMEHEHUM B PETUCTPALlMOHHOE JOChE 3aABUTEIb HAIIPABIISIET B
YIOJTHOMOYEHHBIN Opran (PKCIEPTHYI0 OpPraHu3aluioo) pe@epeHTHOro TrocyaapcTBa
CJIEIyIOIME JOKYMEHTBI U CBEICHUS:

a) 3asBJICHHE O BHECEHUM W3MEHEHUN B PETUCTPAIIMOHHOE J0Che (Ha OyMasKHOM
HOCHUTENE U (WJIM) B SJIEKTPOHHOM BHJIE) TI0 opMe coriacHo mprioxeHuto Ne 7 (nmaiee B
HACTOSIIEM pa3lielie — 3asiBJICHUE O BHECEHUU U3MEHEHUN );



0) Komus JOKyMEHTa, MOATBEPKIAIOIIEr0o MOJHOMOYHUS YMOJHOMOYEHHOTO
MIPEJCTABUTEIISI POU3BOAUTENS (TIPU €T0 HATTUYUH);

B) IOKYMEHTBI ¥ CBEJICHHSI O COOTBETCTBYIOIINX U3MEHEHHSX, B TOM YHUCIIE JTOKYMEHTHI,
NOJITBEPKAAIOUIUE UBMEHEHHS U CBUJIETEIBCTBYIOLIUE O TOM, YTO BHECEHUE ITUX U3MEHEHUN
HE BJE€YET 3a COOOM HM3MEHEHHsS CBOWCTB M XapaKTEPUCTUK MEIULMHCKOTO H3JEeus,
BIIUSIOIIMX Ha €ro 0e30MacHOCTh, Ka4yecTBO U A((PEKTUBHOCTH, UM COBEPIICHCTBYET €T0
CBOMCTBA M XapaKTEPUCTHUKU IPU HEM3MEHHOCTH (YHKIMOHAJIBHOIO Ha3HAYeHUS U (MJIN)
MPUHLININA IEUCTBUS MEAUIIUHCKOTO U3JIENS;

') KO JOKYMEHTOB, MOJATBEPKAAIOUIUX OIUIATy IPOLETypbl BHECEHHUS] U3MEHEHUN B
PETUCTPALIMOHHOE JI0Ch€ B pPePEepeHTHOM TOCYJapCTBE M MPOLEAYpPHl COIJIACOBAHUS
HKCIEPTHOTO 3aKIIOUEHHS B rocyJapcTBe (TocylapcTBax) MPU3HAHUA, a TaKXKe BbIJAYU
PETHCTPAIMOHHOTO YIOCTOBEPEHHUS B pehepeHTHOM rocy1apcTBe (Ipu HEOOXOAMMOCTH);

1) OPUTHHAJI PETUCTPAIMOHHOTO YAOCTOBEpEHUs (1yOIHKaT);

€) OIIUCh JOKYMEHTOB.

71. Yoa1HOMOYEHHBIN opraH (SKCIEepTHAsl OpraHu3aius) peepeHTHOro rocy1apcTBa B
TeyeHue 7 pabouux HEW CO JHS MOCTYIUICHUS 3asBICHUS O BHECEHUU MU3MEHEHUM, a TaKKe
JOKYMEHTOB U CBEJICHUH, YKa3aHHbIX B TyHKTe 70 Hactosmux [IpaBui, mpoBOAUT MPOBEPKY
MOJIHOTHI U TOCTOBEPHOCTH COJEPKALIUXCSI B HUX CBEICHHUIA.

72. B ciaydae ecnu 3asiBIICHME O BHECEHWHM U3MEHEHHU MPEACTABICHO C HapylICHUEM
TpeOoBaHu Hactosmux [lpaBun u (WIM) COAEPKUT HEJOCTOBEPHBIC CBEJACHUS U (UIIN)
JOKYMEHTHI U CBEJEHUs, yKa3aHHble B MyHKTe 70 Hacrosumx [IpaBuii, npencraBiieHbl HE B
MOJIHOM O0BbeMe, YMOJHOMOYEHHBIA OpraH (dKCIepTHas OpraHu3aius) pedepeHTHOro
rocyJapcTBa B TeU€HUE 7 pabounx JAHEW CO JAHS MOCTYIUICHHS TAKUX 3asBJIEHUS, JOKYMEHTOB
Y CBEICHUN YBEIOMIISIET 3asIBUTENSI O HEOOXOIMMOCTH YCTPAHEHUSI BBISIBIIEHHBIX HAPYIIEHUH
U (WIM) IpeACTaBIEHUS] OTCYTCTBYIOIIUX JOKYMEHTOB B TeueHue 30 pabouux IHEH co IHs
pa3MelIeHUusl COOTBETCTBYIOLIETO yBEIOMJIEHHS B HMH(OPMAllMOHHON cHCTeMe
YIIOJTHOMOUYEHHOTO OpraHa (PKCIEepTHOM opraHu3aluu) pepepeHTHOro TocyapcTBa Jimbo co
IIHSI HAaIlpaBJICHUS YBEAOMIICHUS 3asBUTEIIO CIIOCOOOM, YKa3aHHBIM B 3asBJICHHH O BHECEHHH
U3MEHECHUM.

73. B cayuae ecnu no ucredeHun 30 pabouux AHEH 3asBUTEIEM HE yCTPaHEHBI
BBISIBJICHHBIE HapylieHuss W (WIM) HE MPEeJCTaBICHbl OTCYTCTBYIOIIME JOKYMEHTHI,
YIOJIHOMOYEHHBIN OpraH (3KCHEpTHAsl OpraHu3alys) peepeHTHOro ToCyAapCTBa B TEUEHUE
3 paboumnx AHEHl NMpUHUMAET peleHHWE O BO3BpATe 3asBJIICHMS O BHECEHUU H3MEHEHUU U
JIOKYMEHTOB (¢ 000CHOBaHWEM MPUYUH BO3BpATa).

74. B teuenme 3 paboumx AHEW CO JHS TMPEICTABICHHS 3asiBJICHUS O BHECCHUU
U3MEHEHHM, TOKyMEHTOB U CBEACHHI, COOTBETCTBYIOLIUX TpeOoBaHUsAM HacTosmux [IpaBu,
a TaKke B ciydyae ycTpaHeHHs B 30-IHEBHBIA CPOK BBIABJIEHHBIX HapylIeHUH U (WIH)
IpeACTaBICHUS] JOKYMEHTOB, COOTBETCTBYIOIIUMX TpeOoBaHMsAM HacTosmmux I[IpaBui,
YIOJIHOMOYEHHBIN OpraH (3KCIepTHask opraHu3aiys) peepeHTHOro rocyjapcTsa NpuHUMAET



pellleHue O Hadaje NpOoUeaypbl BHECEHUS H3MEHEHUU B PErucCTpPallUOHHOE I0ChE U
pa3MeniaeT B CBOE€M HMHPOPMAIMOHHOM CHCTEME PErUCTPAlMOHHOE JI0ChEe, COJeprKallee
3asBJICHUE O BHECEHUU U3MEHEHHUU U IOKYMEHTBI, MOTBEPKIAIOIINE U3MEHEHUS.

75. Ilpu npoBeeHUHU SKCIEPTU3BI B CITydae HEJAOCTATOYHOCTU MAaTepUaliOB U CBEIACHUM,
COZIEpKAIIUXCSl B 3asiBJICHUM O BHECEHUU HM3MEHEHUU M JOKYMEHTaX, MOJTBEPKAAOIINX
U3MEHEHUS, YMOJHOMOYEHHBIH oOpraH (dKCHepTHas opraHusanus) pePepeHTHOro
rocyJapcTBa HalpaBisieT 3asBUTEII0 COOTBETCTBYIOIIMI 3arpoc (C yKa3aHUEM 3aMedYaHuil U
CcrocoOOB WX YCTpaHEHHUs ). 3ampoc HaAmpaBiseTCs 3asSBUTENI0 OJHOKPATHO CIIOCOOOM,
yKa3aHHbBIM B 3aBJICHUU O BHECCHUH U3MEHEHUH.

3asBUTENh TIPEACTABISAECT OTBET Ha 3ampoc B TedeHue 60 pabouux THEH co JHS €ro
noyiydeHus. B cimydae HenpecTaBiIeHUs! OTBETA B YKa3aHHBIM CPOK YIIOJIHOMOYEHHBIA OpraH
(axcmiepTHAs opraHu3anus) peepeHTHOTO rOCy1apCTBa MPUHUMAET PEIICHUE Ha OCHOBAHUU
JOKYMEHTOB, UMEIOLIUXCS B €r0 PACTIOPSIKEHUH.

76. 1lpu BBISIBIEHUM YNOJIHOMOYEHHBIM OpPraHOM (SKCIEPTHOW OpraHu3aluei)
pedepeHTHOr0 rocyJapcTBa B MPEICTABIICHHBIX 3asBUTENIEM B OTBET Ha 3alpoC JOKyMEHTaxX
HEJJOCTOBEPHBIX CBEJACHUN WM JOKYMEHTOB, COCTABJICHHBIX WM COJEpKAUIUX TEKCT Ha
WHOCTPAaHHOM $3bIK€ 0O€3 3aBEPEeHHOTO B YCTAHOBJIECHHOM 3aKOHOJATEIbCTBOM
rocyJlapcTBa-4jieHa MNOpPSAKE MEpPeBOJa Ha PYCCKUN S3bIK, YMOJHOMOYEHHBIH opraH (
DKCIIEpTHASI OpraHu3aims) peepeHTHOro rocy1apcTBa B T€UCHHE 2 pabouux JHEH CO JIHS
MOJIyYeHUS! TAKUX JIOKYMEHTOB BPYyYaeT 3asiBUTEIIO CIIOCOOOM, YKa3aHHBIM B 3asIBJICHUH O
BHECEHUM HM3MEHEHUM, pelIeHHEe O BO3BpaTe YKa3aHHBIX JOKYMEHTOB (C O0OOCHOBaHHMEM
NPUYKUH BO3BpaTa M COOOIIEHUEM O BO3MOXKHOCTH MOBTOPHOTO MPEJCTaBICHUS IOKYMEHTOB
JI0 UICTEUYCHUS YKa3aHHOTO B ab3alie BTOpoM MyHKTa 75 Hacrosiuux [IpaBui cpoka).

77. YIOIIHOMOYEHHBIN OpraH (dKCHepTHasi opraHu3aiusi) pedepeHTHOTO TocyaapcTBa
MPOBOJUT AKCIEPTU3Y U OPOPMIISET HIKCIIEPTHOE 3aKIFOUEHUE COTJIACHO MPHIIokKeHUIo Ne 8 B
teueHue 30 pabouux AHEH CO JHS MPUHATHS PEIICHHUS O Hadaye MpPOIeIyphl BHECEHUS
M3MEHEHHUI B peTUCTPAIIMOHHOE JOChHE.

78. BeIBOJIBI, COACPIKAIIKMECS B SKCIIEPTHOM 3aKIIOUCHUH, JOJDKHBI OBITh OJTHO3HAYHBIMHU
Y TIOHSITHBIMU.

79. OcHOBaHUSMU [Ji1 HNOATOTOBKH YHNOJTHOMOYEHHBIM OpPraHoM (3KCHEPTHOMU
opranu3zaiuei) peepeHTHOro rocyJapcTBa KCIEPTHOTO 3aKIIOYEHUS O HEBO3MOXKHOCTH
BHECEHHSI U3MEHEHUI B PETHCTPALIMOHHOE JTIOChE SBJISIOTCS:

a) HEJOCTOBEPHOCTHh MPEJCTABJICHHBIX CBEICHUIN, 0OOCHOBBIBAIOIIUX BHECEHUE
M3MEHEHUH (B TOM YKCJI€ BBISIBICHHAS TIPU OCYIIECTBICHUN YIOJHOMOUYECHHBIMU OpraHaMU
roCyJapCTBEHHOTO KOHTPOJIS (Haa30pa) 3a 0OpaiieHneM MEIUIIMHCKIX U3IeTTni );

0) OTCYTCTBHE B MPECTABICHHBIX 3asIBUTEIEM IOKYMEHTAX CBEACHUH, MOATBEPKAAIOIINX
, UTO U3MEHEHHUSI, BHOCUMBbIC B JIOKYMEHTBHI, COJIEpKAIUECS B PETUCTPAIIMOHHOM JOChE, HE
BJIEKYT 32 CO0OM M3MEHEHMs CBOMCTB U XapaKTEPUCTUK MEIUIIMHCKOTO U3JIeHsl, BIUSIOMINX
Ha ero 0e30IMacHOCTb, Ka4eCTBO M 3(PPEKTUBHOCTH, MU COBEPIICHCTBYIOT CBOWMCTBA U



XapaKTEPUCTUKHU TPU HEU3MEHHOCTH (PYHKIIMOHAJIBLHOTO Ha3HAaueHWs U (MJIM) TPHUHIUIIA
JNENCTBUS METULMHCKOTO W31,

B) HEOOXOJMMOCTh IPOBEACHHMS HOBOM PETHCTPALMU MEIWLMHCKOTO HM3JENHs B
COOTBETCTBHHM C MyHKTOM 67 HacTosmux [IpaBui.

80. YOoITHOMOYEHHBIN OpraH (IKCMEpTHAs OpraHu3aliisi) peepeHTHOro rocy1apcTa B
teueHue 10 pabounx nHel co qHA odopmieHUs (MONTyUYEHHUsI) SKCIEPTHOrO 3aKIIOYEHUS O
HEBO3MOKHOCTH BHECEHMSI U3MEHEHHI B PETUCTPAMOHHOE JTOChE MPUHUMAET PEIICHHE 00
OTKa3¢ BO BHECEHHMHM OSTHUX HM3MEHEHMH, O(QOpPMISET W BBLAACT 3aABUTENIO0 CIIOCOOOM,
YKa3aHHbIM B 3asBJICHUM O BHECEHUM M3MEHEHMI, yBeloMJeHHEe 00 OTKa3e BO BHECEHUU
WU3MEHEHU B PETHCTPALMOHHOE JOChE (C 0OOCHOBAHMEM IPUYMH OTKAa3a M MPUIOKEHHUEM
KOIMUM DKCIEPTHOTO 3aKIIOUEHHs] YMOJHOMOYEHHOTO OpraHa (3KCHEPTHOW OpraHU3allMH)
pedepeHTHOTo roCcy1apcTBa U OpUTrHHANIA (AyOIrKaTa) perucCTPalMOHHOTO yIOCTOBEPEHHSI.

81. Ilocne odopmieHuss B peepeHTHOM TOCYJapCTBE SKCIEPTHOTO 3aKIIOYEHUS O
BO3MOKHOCTU BHECEHHUS U3MEHEHUH B PErMCTPALIMOHHOE JI0ChE YIOJIHOMOYEHHBINM OpraH (
DKCIIEpTHAsl OpraHu3aius) pedepeHTHOro TocyJapcTBa pa3MellaeT B CBOEH
MH()OPMALIMOHHON CUCTEME PErUCTPALIMOHHOE JIOChE, COJAEpIKaIIEe 3asiBJICHUE O BHECEHHUHU
WU3MEHEHUH U 3KCIIEPTHOE 3aKJIFOUYCHHE.

82. B ciydae oTCYTCTBUS FOCy1apcTBa (TOCYAapCTB) MPU3HAHKS YIIOJHOMOYEHHBIN OpraH
(3KcrepTHas opranu3anus) pedepeHTHOro rocyaapera B Teuenue 10 pabouyux gHel co THS
opOpMIIEHHUS DKCHEPTHOTO 3aKJIIOYEHHUS O BO3MOXKHOCTH BHECEHUS H3MEHEHUH B
PErHCTPAlMOHHOE TOChE:

a) IPUHUMAET PEIICHHE O BHECEHUH U3MEHEHUN B PETUCTPALIMOHHOE 10ChE U Pa3MEIIAET
B €IMHOM pEeCcTpe MEIUIIMHCKHUX WU3/1EJIUi, 3apEeruCTPUPOBAaHHBIX B paMKkax Coro3a, CBeICHHUS
O BHECEHUM HM3MEHEHUH B PETUCTPALMOHHOE J0Che B COOTBeTCTBUM ¢ Ilopsakom
(dbopmupoBaHusl U BeAeHUA WHMOPMALMOHHOW CHUCTEMBI, a TAKXKE CKaHHUPOBAHHBIE KOIHUH
JOKYMEHTOB, B KOTOPbIE BHECEHBI U3MEHEHMS;

0) B Teuenue 10 pabouux AHEH co AHS NPUHATUSA PEIICHUS O BHECEHWU M3MEHEHUU B
PETrUCTPALIMOHHOE JOChE YBEAOMIISIET 00 3TOM 3asiBUTENSI CIOCOOOM, YKa3aHHBIM B 3asBIICHUU
O BHECEHUU U3MEHEHUW, a TAaKKE B CIIy4yac BHECEHUS W3MEHEHHUU B PETHCTPALOHHOE
YAOCTOBEpEHUE U (WJIM) MPUITIOKEHUE K HEMY OQOPMIISIET U BBIAAET 3aABUTENIO CIIOCOOOM,
yKa3aHHbIM B 3asBJICHUM O BHECEHUW W3MEHEHUM, nepeoOopMIICHHBIE PETrUCTPalMOHHOE
YAOCTOBEPEHUE U MPUIIOKEHHUE K HEMY C COXPAaHEHUEM MPEKHEr0 HoMepa (C yKa3aHHUEM JIaThl
BHECEHHMSI COOTBETCTBYIOIINX U3MEHEHUI) U BO3BPAILAET PAaHEE BBIIAHHBIE PETMCTPALIMOHHOE
YAOCTOBEPEHHUE U MPUIIOKEHHE K HEMY C OTMETKOM 00 UX HEJAEHCTBUTENBHOCTH (C YKa3aHUEM
JIaThI).

83. B ciyuyae Hannuus rocyaapcTsa (rocyJapcTB) NPU3HAHUS U MIPU YCIOBUU OTCYTCTBUS
pa3HOrJIACUM MEXJIYy YIOJHOMOYEHHBIM OpraHoM (SKCHEPTHON opraHu3anuei)
pedepeHTHOro ToCcyJapcTBa M YIOJTHOMOYEHHBIM OpPraHoOM (SKCIEPTHOM OpraHu3aIvei)
rocynapctBa (rocyJapcTB) NpU3HAHUS B OTHOIIEHUM COTJACOBAHUSA 3KCHEPTHOTO



3aKJIIOYEHUS YMOJHOMOUYCHHBIM oOpraH (dKcmepTHas oOpraHu3amnusi) pedepeHTHOro
rocyAapcTBa:

a) B Teuenue 10 pabouux IHEW cO NHS MOIYUYCHHS OT YIMOJTHOMOYEHHBIX OPTaHoB (
AKCIEPTHBIX OPTraHM3alMii) BCEX TOCYAApCTB MPU3HAHUS TOATBEPKIEHUS COTJIACOBAHUS
AKCIIEPTHOTO 3aKIHOYEHUS JTHOO CO JHS UCTEUYEHHS CPOKA, MPEAYCMOTPEHHOTO MyHKTOM 50
HacTosiux [IpaBun (mpu ycioBHUM, YTO 3asiBUTEIEM ObLUI IPEICTABICH B YIIOJTHOMOYEHHBIN
opran  (9KCHEPTHYIO OpraHu3aiui) pePepeHTHOro TocylapcTBa  MEPEBOJ
HKCILTYaTAIMOHHOTO IOKYMEHTA WM MHCTPYKIIMHU IO MPUMEHEHHIO METUITMHCKOTO U3JIEIIHS,
PYKOBOJICTBA MO CEPBUCHOMY OOCIY>KMBAHHUIO U TEKCTAa MapKHUPOBKH Ha TOCYJapCTBEHHBIE
S3BIKA TOCYAAPCTB MpU3HAHUA (TIPU HEOOXOIUMOCTH)), TPUHUMAET PEIICHHE O BHECECHUU
M3MEHEHUN B PErucTpalMOHHOE JIOChE€ U pa3MElIaeT B €JAMHOM peecTpe MEIUIMHCKUX
W3AEeIul, 3aperucTpupoBaHHbIX B paMkax (Coro3a, CBEJEHHSI O BHECEHUM H3MEHECHUH B
perucTpaioHHoe jaocke B cooTBeTcTBUM ¢ I[lopsnkom dopmMupoBaHus W BeICHUS
MH(POPMALIMOHHON CHUCTEMBI, a TaKXK€ CKaHUPOBAHHBIE KOMWUU JTIOKYMEHTOB, B KOTOpPBIE
BHECEHbI U3MEHEHUS,

0) B TeueHue 10 pabouux AHEN cO AHS NPUHATUA PELIEHUS O BHECEHUU M3MEHEHUU B
PETrUCTPALIMOHHOE JOChE YBEIOMIISIET 00 3TOM 3asiBUTENSI CHOCOOOM, YKa3aHHBIM B 3asBIICHUU
O BHECEHUU HU3MEHEHHUH, a TakKe B Clyyae BHECEHHUS M3MEHEHUU B PETHCTPALMOHHOE
YAOCTOBEpEHUE U (WJIM) MPUIOKEHUE K HEMY OGOPMIISIET U BBIACT 3asBUTENIO CIIOCOOOM,
yKa3aHHbIM B 3asBJICHUM O BHECEHUU W3MEHEHUM, rnepeoOopMIICHHbIE PErUCTPAlMOHHOE
YAOCTOBEPEHUE U MPUIIOKEHHE K HEMY C COXPAHEHUEM IIPEKHEr0 HOMepa (C YKa3aHHUEM JIaThl
BHECEHHUS COOTBETCTBYIOIIMX U3MEHEHHI) 1 BO3BpAIIACT PaHEE BBIIAHHBIE PETUCTPAIMOHHOE
YAOCTOBEPEHUE U MPUIIOKEHHE K HEMY C OTMETKOM 00 MX HEAEHCTBUTENBHOCTH (C YKa3aHUEM
JaThI).

84. HecornacoBaHue SKCIEPTHOTO 3aKIOUCHUS YIIOTHOMOUYEHHOTO OpraHa (dKCIepTHOM
opraHuzaiuu) peQepeHTHOro rocy1apcTBa B OJHOM M3 TOCYJApCTB MPU3HAHUS SBISETCS
OCHOBaHUEM JJIsl UCKIIOUEHHS] MHPOpMaluu 00 3TOM TOCyJapCTBE U3 PETUCTPALMOHHOTO
YAOCTOBEPEHUS.

85. Ecnu ynosHOMOYEHHBIN OpraH (3KCIepTHas OpraHu3alys) rocy1apcTBa MpU3HaAHUS
HE COTIJIacOBajJl JKCIEPTHOE 3aKJIIOYEHHE W YMNOJHOMOYEHHBI oOpraH (3KcrnepTHas
opranu3zaius) peepeHTHOTO rocyJapcTBa COrjaceH ¢ BHIBOJAAMHU YIIOJIHOMOUYEHHOTO OpraHa
(3KCTepTHOW OpraHu3alu) TOCYJapCTBAa MPU3HAHHUS OTHOCHTENBHO HEBO3MOXKHOCTH
BHECEHHS] M3MEHEHUN B PETrUCTPALIMOHHOE JOChE, YIOJHOMOYEHHBIM OpraH (dKCIepTHas
opraHuzaiys) peepeHTHOro rocyapcTna;

a) B Teuenue 10 pabouux IHEW cO NHS MOIYUYCHHS OT YIMOJTHOMOYEHHBIX OPTaHoB (
AKCIEPTHHIX OpraHU3alMil) BCEX TOCYJapCTB MPU3HAHUS MOATBEPKACHUS COTJIACOBAHUS (
HECOTJIACOBAHUsI) HJKCHEPTHOTO 3aKIIOYEeHUs JIMOO CO JIHS MCTEYEHHS CpOKa,
npeaycMoTpeHHOro myHkToM 50 Hactosimux [lpaBui, nmpuHuMaeT pemieHre 006 OTKaze BO
BHECEHUH U3MEHEHUH B PETUCTPALMOHHOE JOChHE;



0) B Teuenue 10 pabouux qHEN CO IHS MPUHATUS PEIICHUS 00 OTKa3e BO BHECEHUH
M3MEHEHUN B PErucTpalMoOHHOE J0che OGOpPMISET M BBIJAET 3asABUTENI0 CIOCOOOM,
yKa3aHHBIM B 3asBJICHUU O BHECEHUWU M3MEHEHUH, yBeloMIIeHHEe 00 OTKa3e BO BHECEHHUHU
U3MEHEHHMII B pErucTpaliMoHHOEe J0che (C OOOCHOBAHMEM MPUYMH OTKa3a, a TaKKe C
MPUIOKEHUEM KONHUHU HKCIIEPTHOIO 3aKIIOUYEHHS YIOJIHOMOUYEHHOIO OpraHa (3KCHEepTHOM
opraHu3zanuu) pepepeHTHOro0 rocyJapcTBa, KOMUM (KOMUii) MOITBEPKACHUS COrTacCOBaHUS (
HECOTJIACOBAaHMUS) SKCIEPTHOTO 3aKJIIOYEHUS U OpUTrHHaia (qyOiauKara) perucTpalioOHHOIO
YAOCTOBEPEHUS).

86. Ecnu ynmoJTHOMOUYEHHBIN OpraH (3KCIepTHas OpraHu3alus) rocy1apcTBa NPU3HAHUS
HE COIJIacOBajJl JKCIIEPTHOE 3aKJIIOYEHHE W YIOJHOMOYEHHBI oOpraH (3KcrnepTHas
opranuzanus) pedepeHTHOro rocyJapcTBa HE COTJaceH C BBIBOJAMH YIOJIHOMOYEHHOTO
opraHa (3KCIEepTHOM OpraHu3alyn) rocyJapcTBa NpU3HaHNUs OTHOCUTEIBHO HEBO3MOKHOCTH
BHECEHHUS] M3MEHEHUN B PErHCTPAIIMOHHOE J10ChE, YIOJTHOMOYEHHBIM OpraH (dKCrepTHas
opraHuzaius) peepeHTHOro rocyapcTna;

a) B Teuenue 10 pabouux IHEHN cO NTHS MOIYUYECHHS OT YIMOJTHOMOYEHHBIX OPTraHoB (
AKCIEPTHBIX OpraHU3alil) BCEX TOCYJapCTB MPU3HAHUS MOATBEPKACHUS COTIaCOBAHMS (
HECOTJIACOBAHUS) SKCIIEPTHOTO 3aKJIIOUEHUs JTU00 CO IHSA UCTECUYECHUS CPOKA, YCTAHOBICHHOTO
Ha MPEeA0CTaBIIEHUE rOCYIapCTBAMU MPU3HAHUS YKa3aHHOTO MOATBEPKAEHUS (IIPU yCIOBUH,
YTO 3asBUTEJIEM OBLI MPEACTABICH B YIOJHOMOYEHHBIH OpraH (3KCHEPTHYIO OpPraHU3alNIo)
pedepeHTHOTO rocyaapcTBa NEPEeBO/l IKCILUTYaTAlMOHHOTO JOKYMEHTa WM UHCTPYKUUU T10
NPUMEHEHUIO MEIUIMHCKOTO HW3JeNus, pyKOBOJACTBA MO CEPBUCHOMY OOCTY>KHBAHHUIO U
TEKCTa MapKUPOBKM Ha TOCYJAapCTBEHHBIE SI3bIKM TOCYAapCTB MNpU3HAHUS (TIpU
HEOOXOIUMOCTH)):

NPUHUMAET pElIeHUE O BHECEHUH HW3MEHEHHIl B PErucTpaluoOHHOE J0Che U 00
UCKJIIOYEHUH W3 PETHCTPAMOHHOIO YIOCTOBEpEeHHUS HH(MOpMauu o TrocyaapcrBe (
rocy/iapcTBax) MNPU3HAHUA, YIOJIHOMOYEHHBIM OpPraHoM (PKCHEPTHOM OpraHu3alueii)
KOTOPOT'O HE COTJIaCOBAHO AKCIEPTHOE 3aKIIIOUECHHUE;

pa3MeIaeT B €IMHOM PeecTpe MEAULIMHCKUX U3ENIHI, 3apErUCTPUPOBAHHBIX B PAMKAX
Coro3a, cBelIeHHS] O BHECEHHWU WM3MEHEHHMH B PETUCTPALIMOHHOE JOChE B COOTBETCTBHUH C
[Topsinkom popMHUpPOBaHUS U BEICHUSI HHPOPMALIMOHHON CUCTEMBI, a TAK)KE CKAHUPOBAHHbBIE
KOIUU JOKYMEHTOB, B KOTOPbIE BHECEHBI N3MEHEHUS,;

0) B TeueHue 10 pabouux AHEH cO AHS NPUHATUA PELIEHUS O BHECEHUU U3MEHEHUU B
PErHCTPALlMOHHOE TOCHE:

YBEIOMJISIET 3asIBUTEJISI O BHECEHUU M3MEHEHUM B PErMCTPALIMOHHOE J0Che U 00
UCKIIIOUEHUH W3 PEruCTPAlMOHHOTO YIOCTOBEpPEHUS HH(POPMAIMU O rocyaapcrse (
rocyJlapcTBax) MNpPU3HAHUA, YNOJHOMOYEHHBIM OpPraHoM (SKCHEPTHOM opraHu3aiuei)
KOTOPOI'0 HE COTJaCOBAaHO 3KCIEPTHOE 3AKIHOYEHHUE, CIOCOOOM, YKa3aHHBIM B 3asBJICHUH O
BHECEHUM HW3MEHEHUU (C TMPUIIOKEHUEM KONUU TOATBEPKICHUS HECOTIACOBAHUS
AKCHEPTHOTO 3aKITIOUYEHUS );



o(opMIISiET U BBLAACT 3asBUTEIIO0 CIOCOOOM, YKa3aHHBIM B 3asBJIICHUM O BHECEHHH
M3MEHEHUH, epeoPopMIeHHbBIE PErUCTPALIMOHHOE YIOCTOBEPEHUE U NIPUIIOKEHUE K HEMY,
U3 KOTOPBIX MCKJIIOUEHa HH(poOpMalus O TocydapcTBe (rocyaapcTBax) IpU3HAHUS,
YIOJHOMOYEHHBIM OpPraHoM (PKCHEPTHOM opraHu3anueil) KOTOpPOro He COriacoBaHO
JKCIIEPTHOE 3aKIIFOUEHUE, U B KOTOPbIE BHECEHBI N3MEHEHUS B COOTBETCTBUU C 3aSIBICHUEM O
BHECCHUU M3MEHEHUH, C COXpaHEHHEM NPEeXKHEro HoMmepa (C yKa3aHUEeM JaThl BHECEHUS
COOTBETCTBYIOIIUX U3MEHEHHI );

BO3BpAIlaeT 3asBUTENIO CIIOCOOOM, YKa3aHHBIM B 3asBJICHUU O BHECEHHUU U3MEHEHMUH,
paHee BbIIAHHBIE PETUCTPALMOHHOE YAOCTOBEPEHUE U MPUIIOKEHUE K HEMY C OTMETKON 00
UX HEJEHCTBUTENBHOCTH (C YKa3aHUEM JaThl).

VL. IIponienypa BHECEHHA H3MEHEHHH B PETHCTPALMOHHOE JOCHE B YBEAOMHUTEILHOM MOPAAKE

87. Ilpouenypa BHECEHHS] U3MEHEHUN B PErMCTPALIMOHHOE JOChE B YBEJOMUTEIbHOM
NOpSAJIKE IPUMEHSETCS B CIEAYIOIINX CIyYasx:

a) HU3MEHEHMS KacalTCs CPOKOB JCUCTBUS JOKYMEHTOB, COJEPXKAIIUXCS B
PETUCTPALIMOHHOM JI0Che (aKTyaIu3alus T0KYMEHTOB PETUCTPAIMOHHOTO 1I0ChE 3asIBUTEIIEM )
;

0) W3MEHEHHsI BHOCSTCS MPOU3BOAUTENIEM MEIMUIIMHCKUX H3JeNUuil Kiacca
MOTEHIMAILHOTO PUCKA MPUMEHEHUS | WM HECTEPWIbHBIX MEAUIIMHCKUX W3JCNIHNI Kiacca
MOTEHIIMAJIBHOTO PUCKAa MPUMEHEHHUs 2a, MPOUIEAIIMM OLIEHKY CHCTEMbl MEHEIKMEHTa
KauyeCcTBa MEJMIIMHCKOTO M3JeNus (BKJIIOYash MPOIECChl MPOSKTUPOBAHUS M Pa3pabOTKH
MEIUIIMHCKUX HW3JENHi) B COOTBETCTBUHM C TpeOOBaHUAMH K CHCTEME MEHEIKMEHTA
KauyecTBa;

B) U3MEHEHUS KaCaroTCsl CIEIYIONIUX CBEACHUM O MPOU3BOIAUTENIC MEIUIIMHCKOTO
W3JIENINS WK €r0 YIOJIHOMOYEHHOM MPEACTABUTEIIE:

HAaUMEHOBAaHUE IOPUANYECKOro Jula (MOJHOE U COKpalleHHOe (MpU HAJIMYKH), B TOM
yucine (GupMeHHoe, HAaMMEHOBAHUSA), aApPeC MecTa HaXOXJCHHS WU aJpec MecTa
OCYUIECTBJICHUS ESITEIbHOCTH;

dbamMumus, Ms1, OTYECTBO (MPU HATHYHH), AAPEC MECTa KUTEIIbCTBA HHIAUBUIYATBHOTO
IpearnpuHUMATENS WM aJIpeC MECTa OCYIIECTBICHUS I€ITEIbHOCTH U PEKBU3UTHI IOKYMEHTa
, YAOCTOBEPSIOLIEr0 JTUYHOCTB;

') U3MEHEHUS HAMMEHOBAHUSI MEIUIIMHCKOTO U3/IeNUs B YaCTH TOBAPHOT'O 3HAKA U MHBIX
CPEACTB UHWBUAYaU3AIUY;
1) ©3MEHEHHUS 3aKIII0Yal0TCs B UCKIIIOUEHUH CBEICHHUM 0 MOJen (MapKe) METUIIMHCKOTO
W3JICNIHS U3 PETUCTPAIMOHHOTO yA0CTOBEPEHHUS.
88. B mensix BHeCEHHUS] UBMEHEHUN B PETUCTPALMOHHOE J10ChE B YBEIOMUTEIBHOM
MOPSIKE 3asgBUTENIb HANPABISACT B YIMOJTHOMOYEHHBIN OpraH (IKCIEPTHYI OPTaHU3AIIUIO)
pedepeHTHOr0 rocyAapCcTBa CIEAYIOMINE JOKYMEHTHI U CBE/ICHUS:



a) 3asBJICHUE O BHECEHUHM M3MEHEHHI B PETUCTPAIMOHHOE JOChE€ B YBEIOMHUTEILHOM
nopsiike (Ha OyMaXHOM HOcCHUTeNEe U (WJIM) B AJIEKTPOHHOM BHUJE) MO (OpME COIIacHO
npuioxkenuto Ne 9 (zanee B HaCTOSIIIIEM pa3jiesie — 3asiBJICHHE O BHECEHUU WU3MEHEHHN);

0) Komus JAOKYMEHTa, MOATBEPKAAIOIIEr0 MOTHOMOYHUS YHMOJIHOMOYEHHOTO
MpEeICTaBUTENS MPOU3BOAUTENS (IPU HAIUYUU YHOTHOMOYEHHOTO MPEACTABUTEINS
IPOU3BOIUTETIS);

B) JIOKYMEHTHI U CBEJICHUSI O COOTBETCTBYIOIIUX MU3MEHEHUSX, B TOM YUCJE JOKYMEHTHI,
MOATBEPAKAAIOIINE U3MEHEHUS U CBUJIETEIbCTBYIOLIME O TOM, YTO BHECEHUE ATUX U3MEHEHHUI
HE BJEYET 3a COOOM HM3MEHEHHUsS CBOWCTB M XapaKTEPUCTUK MEIUIMHCKOTO H3JEeus,
BIIUAIONINX Ha €ro 0e30MacHOCTh, KauecTBO M 3((PEKTUBHOCTH, WU COBEPIICHCTBYET €T0
CBOWCTBA U XAPAKTEPUCTUKU MPU HEU3MEHHOCTH (YHKIIMOHAJIBHOTO Ha3HA4YeHUs U (WJIH)
MPUHLININA IEUCTBUS MEAUIIMHCKOTO 31N,

I') OTYETHI O pe3yJibTaTax NEePBUYHOr0, MEPUOANYECKOTO (IJIAHOBOI0) M BHEIIAHOBOTO
MHCIIEKTUPOBAaHUS IPOU3BOJICTBA (B Ciaydae, MPeAyCMOTPEHHOM NOAMYHKTOM "0" myHKkTa 87
HacTosux [IpaBun);

1) KOMTUU JOKYMEHTOB, MOJATBEPKIAIONINX OIJIATy MPOLEeayphl BHECEHUS] U3MEHEHUN B
PETUCTPALIMOHHOE JOChE B YBEJOMUTEIHLHOM IMOPSJIKE B pe(hepeHTHOM T'OCyIapCTBE, a TAKKe
BbIJJaYd PErUCTPALIMOHHOTO YAOCTOBEpEHUS B pePEepeHTHOM rocyaapcrse (mpu
HEOOXOIMMOCTH);

€) OpUTHHAJI PETUCTPAIIMOHHOTO YI0CTOBepeHus (y0aukar) (B ciiydyae HEOOXOAMMOCTH
BHECEHUS B HETO U3MEHEHHUN);

) OIUCH JJOKYMEHTOB.

89. 3asBNeHUE 0 BHECEHUU M3MEHEHUHN U IOKYMEHTHI, TOATBEPKIAIOIINE U3MEHEHUS (B
TOM YHCJE€ OTYEThl O pe3yJbTaTaX HHCIEKTUPOBAHUS MPOU3BOJCTBA), Pa3MEUIAIOTCA
YIOJIHOMOYEHHBIM OpraHoM (3KCHEPTHOM OpraHu3anueil) peepeHTHOTrO TocydapcTBa B
cBOei MH(MOPMAITMOHHOW CHCTEME C MPEJOCTABICHUEM JOCTYIa TOJBKO YITOJTHOMOYEHHBIM
opraHaM (9KCIEPTHBIM OpraHu3anusiM) pedepeHTHOro TOoCylapcTBa M TocynaapcTBa (
rocyJ1IapCTB) MPU3HAHUS.

90. YonrHOMOYEHHBIN opraH (SKCHEepTHAsI opraHu3aius) peepeHTHOro rocy1apcTea B
TeueHue 7 pabouunx AHEH CO JAHS MOCTYIUICHUS 3asBJICHUS O BHECEHWU U3MEHEHUM, a TaKkKe
JIOKYMEHTOB M CBEJICHUH, yKa3aHHBIX B MyHKTe 88 HacTosmux [IpaBui, mpoBOAUT MPOBEPKY
MOJIHOTHI U JJOCTOBEPHOCTH COJIEpKAIIMXCA B HUX CBEACHUH (B TOM 4YMCIIE CPOKa JEUCTBUS
OTUYETOB O PE3YJIbTAaTaX UHCIIEKTUPOBAHUS POU3BOJICTBA).

91. B cnyuae eciu 3asBJIEHHE O BHECEHUU M3MEHEHUU MPECTABICHO C HAPYIICHHEM
TpeboBanmit HacToAmux [IpaBui, cOAEPKUT HETOCTOBEPHBIE CBEJCHUS U (M) TOKYMEHTHI U
CBEJICHUS, yKa3aHHbIE B MyHKTe 88 HacTosmux [IpaBuil, mpeacTaBieHbl HE B TOJHOM 00beMe,
YIOJTHOMOYEHHBIN OpraH (3KCIepTHas opraHu3alus) peepeHTHOro rocy1apcTBa B T€UCHHE
7 pabouyux AHEH CO JHS TOCTYIUICHUS TaKUX 3asBJICHUSA, TOKYMEHTOB U CBEICHUI
YBEIOMJISIET 3aBUTENSI O HEOOXOJUMOCTH YCTPAHEHUS BBISIBJICHHBIX HapyLICHUH W (HWIIN)



MPEJICTABICHUS] OTCYTCTBYIOIIUX JOKYMEHTOB B TeueHue 30 pabodyux gHEH co JHA
pa3MelIeHuss COOTBETCTBYIONIETO yBEAOMJICHUS B HH(POPMAIMOHHOW CHCTEME
YIIOJTHOMOYCHHOT'O OpraHa (dPKCIEPTHOM OpraHu3alum) peepeHTHOIO ToCyIapcTBa JInbo co
JTHSI HaMpaBJICHUS YBEIOMJICHHUSI 3asIBUTEIIO CIIOCOOOM, YKa3aHHBIM B 3asIBJICHUU O BHECEHUU
U3MCHCHUM.

92. B cnyuae eciu mo ucreueHun 30 paboumx JHEN 3asBUTENIEM HE YCTpPaHCHBI
BBISIBJICHHbIC HapylieHUs W (WJIM) HE MPEACTABICHBI OTCYTCTBYIOIIHE JOKYMEHTHI,
YIIOJTHOMOYCHHBIM OpraH (IKCIIepTHAsE opranu3aius) pe)epeHTHOro0 rocy/1apcTBa B TEUCHUE
3 pabouux AHEW MPUHUMAET PEIICHHE O BO3BpaTe 3asBJICHHUS O BHECEHWU U3MEHEHUU U
JIOKYMEHTOB (C 000CHOBaHUEM MPUYKH BO3BpATA).

93. B Teuenue 3 paboumx JgHEH cO JIHS MPEACTABICHHUS 3asBJICHUS O BHECCHUH
M3MEHEHUM, IOKYMEHTOB U CBEJICHH, COOTBETCTBYIOIIUX TpeOoBaHusiM HacTosiux [IpaBun,
a TaKXke B Cllydyae YCTpaHCHHUs B YCTAaHOBJICHHBIM mMyHKTOM 91 Hacrosimux [IpaBui cpok
BBISIBICHHBIX HapylmIeHUH U (WIM) MPEACTaBICHUS JOKYMEHTOB, COOTBETCTBYIOIIMX
TpeboBaHusAM HacTosmux [IpaBui, yrmoaHOMOYEHHBIH opraH (dKCHEpTHAs OpraHU3aIlus)
pedepeHTHOr0 ToCyAapCcTBa MPUHUMAET pEIICHHE O Hayajle MPOoLeaAypbl BHECEHUS
W3MEHEHHI B PETUCTPAIIMOHHOE JI0ChE B YBEIOMHUTEIBHOM IMOPSJAKE M pa3MeIlaeT B CBOCH
MH(POPMAITMOHHON CHCTEME PEeTUCTPALIMOHHOE J0ChE, COAECpIKalllee 3asBJICHHE O BHECEHUU
W3MCHCHUMH.

94. B cinyyae ecim CpoK ACUCTBUS OTYETAa O pE3yJbTaTaX HHCIEKTUPOBAHMUS
MPOU3BOJACTBA MCTEK (I clly4as, NMPEeIyCMOTPEHHOro mnoAnyHKToM "O" myHkTa 87
Hactosmux IlpaBui), 3asBieHHEe O BHECEHHMM M3MEHEHHMH HE NMPUHHMAETCS M BHECCHHE
M3MEHEHHUI B PETUCTPALlMOHHOE J0ChE MPOBOJUTCS B COOTBETCTBUU C MPOLEAYPOH,
MIPEyCMOTPEHHOM pa3zaesioM V Hacrosmux [Ipasu.

95. BHeceHue M3MEHEHUN B PETMCTPALMOHHOE J10CHE€ B YBEIOMUTEIBLHOM MOPSIKE
OCYIIECTBIISACTCS YIIOJHOMOYEHHBIM OPTraHOM (SKCIIEPTHOM OpraHu3amueii) pedepeHTHOro
rocyJilapcTa B TeueHue 15 pabounx AHEN CO AHS MPUHSATUS PEIISHUs O Hadalie MPOIeaypPhl
BHECEHUS U3MEHEHUI B PETUCTPAIIMOHHOE I0CHhE B YBEAOMUTEIHLHOM MOPSIIKE.

96. IIpouenypa BHECEHUSI U3BMEHEHUN B PETUCTPALIMOHHOE 10CHE B YBEAOMUTEIHLHOM
MopsAAKEe HEe TpeOyeT COorjacoBaHUs C TOCyJapcTBaMu Mpu3HaHUSA. B CBSI3M C 3TUM
rocyaapcTBa MPU3HAHUA B 3a5BJICHUM O BHECEHUM U3MEHECHUMN HE YKa3bIBAIOTCA.

97. B cnyyae ecayM BHOCHMMBIE M3MEHEHHUS KACAIOTCS CBEICHUM, COJEpKAIIUXCS B
PETUCTPAIMOHHOM YJIOCTOBEPECHHUH, YIOJHOMOUYCHHBIM OpraH pedepeHTHOTO IocyaapcTBa
BBIJIa€T HOBOE PETUCTPAIMOHHOE YJAOCTOBEPEHHE C COXpPAaHCHUEM IpEeKHEero HoMepa (c
yKa3aHUEeM J1aThl BHECEHHUS COOTBETCTBYIOIINX U3MEHECHUI).

98. OcHoBaHUSMH i1 MPUHSITHS YINOJTHOMOYEHHBIM OpPraHoM (9KCHEpPTHOMN
opranuzanueil) pehepeHTHOro rocyaapcTBa peiieHus 00 0TKa3e BO BHECEHUHM W3MEHEHUI B
PETUCTPALIMOHHOE JIOChE B YBEIOMUTEILHOM MOPSIAKE SIBISIOTCS:



a) HEJIOCTOBEPHOCTh MPEJCTAaBICHHBIX CBEJEHUN, OOOCHOBBIBAIOUIUX BHECEHUE
M3MEHEHUH B YBEJOMUTEIBLHOM MOPSAKE (B TOM YKCIIE UCTEYEHUE CPOKA EUCTBUSI OTUETA O
pe3ynbTaTax MHCIIEKTUPOBAaHUS IPOU3BOJICTBA);

0) HECOOTBETCTBHE MPEJICTABIICHHBIX JTOKYMEHTOB M CBEJCHUHN MYHKTY 88 HACTOSIIMX
IIpaBwir;

B) HEOOXOAMMOCTb NMPOBEICHUS HOBOM PETUMCTpalUd MEIUIMHCKOTO M3JCIHS B
COOTBETCTBHHM C MYHKTOM 67 Hactosmux [Ipasu;

I') HECOOTBETCTBUE BHOCUMBIX U3MEHEHUH CITydasiM, YKa3aHHbBIM B IIYHKTE 87 HaCTOSIIUX
ITpaBui.

99. YnoaHOMOYEHHBIN opraH (SKCIEpTHAsI OpraHu3aius) peepeHTHOTO rocy1apcTBa B
TeyeHue 5 pabouux AHEH cO IHS MPUHATUA PelIeHHs] 00 0TKa3e BO BHECEHUM W3MEHEHUN B
PETUCTPALIMOHHOE JIOChE B YBEJOMHTEIBHOM MOPSIKE O(QOPMIISIET M BBIIAET 3asBUTEIIO
CIIOCOOOM, YKa3aHHBIM B 3asiBJI€HMM O BHECEHHMM M3MEHEHMH, YBEOMIIEHHE 00 OTKa3ze BO
BHECEHUU H3MEHEHHMIl B pPErUCTPAllMOHHOE J0ChE B YBEIOMHUTEIBHOM TMOPSAJKE C
000CHOBaHHMEM, a TAKXKe BO3BpAIlaeT 3asBUTENIO0 CIIOCOOOM, YKa3aHHBIM B 3asiBJICHUU O
BHECEHUM H3MEHEHMI, paHee BbIJaHHbIE PErMCTPALMOHHOE yAOCTOBepeHue (AyOaukar) u
IIPWIOKEHUE K HEMY B CIIy4dae MX IIPETOCTaBICHUS.

100. YonHOMOYEHHBIN Ooprad peepeHTHOro rocyaapcTBa B TeUeHHE 5 pabouux JTHEN co
IHS TPUHATHS PELIIEHUS O BHECEHHMM HW3MEHEHHM B PpETUCTPAllMOHHOE [0ChE B
YBEIOMUTEIBHOM IOPSIJIKE:

a) pa3MeIAET B €IMHOM PEECTPE MEIULUHCKUX U3AEIINN, 3apETUCTPUPOBAHHBIX B paMKax
Coro3a, cBeIeHHUsI O BHECEHUU M3MEHEHHUH B PErMCTPALlMOHHOE JIOChE B COOTBETCTBUU C
[Topsinkom popMHUpPOBaHUS U BEICHUSI HHPOPMALIMOHHON CUCTEMBI, a TAK)KE CKAHUPOBAHHbBIE
KOITNU JJOKYMEHTOB, B KOTOPbIE BHECEHBI U3MEHEHMUS;

0) oopmIsieT U BBIJAET 3aABUTENI0 CIOCOOOM, YKAa3aHHBIM B 3asBJICHUM O BHECEHHUU
U3MEHEHUW, YBEIOMJIEHUE O BHECEHMM H3MEHEHHMIl B PEruCTPALMOHHOE J0ChE B
YBEJOMUTEIBHOM MOPSJKE, a TakXke MNpu HEOOXOJUMOCTH TMepeodopMIIeHHbIE
PErHCTPALlMOHHOE YIOCTOBEPEHHUE U MPUJIOKEHHE K HEMY C COXPAHEHUEM IMPEXKHETO HOMEPA
(c yKkazaHueM JaThl BHECEHHSI COOTBETCTBYIOLINX U3MEHEHUH);

B) BO3BpAILAET 3aBUTEIIIO CIOCOOOM, YKa3aHHBIM B 3asIBJICHUH O BHECEHUU U3MEHEHUN,
paHee BbIIAHHBIE PETUCTPAIMOHHOE YAOCTOBEpEHUE (IyOJIMKAT) U MPUIIOKEHUE K HEMY C
OTMETKOU 00 MX HEICUCTBUTENBHOCTH (C YKa3aHUEM JIaThl) B CIy4ae UX MPEOCTaBICHUS.

VII. IIponenypa BeiAa4uH QyOiMKkaTa peTHCTPAIIMOHHOTO YAOCTOBEPEHUA

101. B cnyyae ytparsl (OpUM) perucTpallMOHHOTO YIOCTOBEPEHUS 3asBUTEb BIIPaBE
00paTUTHCS B YIIOJTHOMOYEHHBIN opraH pedepeHTHOT0 TOCYAapCTBa C 3asIBICHUEM O BbIIaue
nyOnuKaTa pPEruCTPAllMOHHOTO YJIOCTOBEpeHHs (Ha OyMakHOM HocuTele u (WJih) B
AIIEKTPOHHOM BHUJIE) 1O (hopMe corsracHo mprioxeHuto Ne 10.



102. B cinydae mopud peruCTPallMOHHOTO YJOCTOBEPEHHUSI K 3asBJICHUIO O BbIAAYe
nyOsMKaTa perucTpalioOHHOTO YIOCTOBEPEHHUS MPUIAraeTcsi UCIIOPYCHHOE PETUCTPALIMOHHOE
YIOCTOBEPEHHUE.

103. B Teuenue 5 pabouux JHEH cO JHS MOJTYyYCHUS 3asiBJICHUS O BbIJaue IyOiuKaTa
PETUCTPAIIMOHHOTO YOCTOBEPEHHS YIIOJTHOMOUYCHHBIH OpraH ped)epeHTHOTO TOCyJaapcTBa
opopmiisier Ha ONaHkKe IyOJHMKAT PETUCTPAIMOHHOTO YJIOCTOBEPEHHUS W BBIIAET €ro
3asIBUTENIO CIIOCOOOM, YKa3aHHBIM B 3asBJICHUM O BhbIJAue QyOJIMKaTa PEruCTPAllMOHHOTO
YIAOCTOBEPEHUS.

104. B ciyuae ecnu npeacTaBiIe€HHOE 3asBJICHUE O Bblaue AyOauKaTa perucTpalioOHHOro
yI0CTOBepeHHsT O(OpMIICHO HEHaIekKamuM obOpazoM u (WJIM) B HEM YyKa3aHbI
HEJIOCTOBEPHBIE CBEJICHMUSI, YIIOJTHOMOUYECHHBIN opraH pedepeHTHOIr0 rocyaapcTBa opopmiIsieT
pelieHre 00 0TKase B BblAaue 1yOIMKaTa perucTpaliiOHHOTO YA0CTOBEPEHUSI.

VIII. IIpomeaypa coriiacoBaHHs SKCIIEPTHOrO 3aKII0YCHAA Ha 3aPETUCTPHPOBAHHOE MEAUIIHHCKOE
w3eIMe

105. TIpouenypa perucrpaniuy MEIUIMHCKOTO H3JENUS, 3aPErUCTPUPOBAHHOIO B
COOTBETCTBMHM € Hactoswmumu [lpaBunamu, B rocymapcrBax-ujieHaX, HE YKa3aHHBIX B
PETrHCTPAllMOHHOM  yJAOCTOBEPEHUH, OCYIIECTBISAETCS  IYTEM  COTJIACOBAHUS
YIOJHOMOYEHHBIMU OpraHaMH (IKCIEPTHBIMU OpPraHU3alUsMHU) 3TUX TOCYJIapCTB-YJICHOB
JKCHEpTHOro 3akiroueHus. Ilo wuToram corjsacoBaHus YIOJIHOMOYEHHBIM OPraHOM
pedEpEHTHOr0 rocyAapcTBa BBIJACTCS] PETUCTPALMOHHOE YIOCTOBEPEHHE C YKAa3aHUEM BCEX
roCyJapCTB IMpPU3HAHUS, YHOJHOMOYEHHBIMU OpraHaMu (SKCHEPTHBIMU OPraHU3aLHsIMU)
KOTOPBIX COTJIACOBAHO 3KCIEPTHOE 3aKJIFOUCHHUE.

106. 3asiBUTENb TIPEACTABISIET B YIOJHOMOUYEHHBIA OpraH (3KCHEPTHYIO OpraHU3alIUIo)
pedepeHTHOT0 roCcy1apcTBa CIEAYIONME JOKYMEHTHI (KO TOKYMEHTOB):

a) pEerucTpallMOHHOE JIOChE, COJEprKallee 3asBJICHHUE O MPOBEACHUU COTJIACOBAHUS
AKCIEPTHOIO 3aKJIIOYEHHS Ha 3apErMCTPUPOBAHHOE MEIWLHMHCKOE M3Jeiue (C yKa3aHHEM
rocynapcTsa (rocyaapcTB) IpU3HaHMsI, HE YKa3aHHOTO B PETUCTPALlMOHHOM YOCTOBEPEHNN)
(Ha OyMa)KHOM HOCHTENE U (WJIH) B AJIEKTPOHHOM BU/JIE) 1O (JOpME COTIIACHO MPUITIOKEHUI0 No
11 (manee B HacTosIIEM pa3ziese — 3asiBJICHUE O COINIACOBAHMH HKCIEPTHOTO 3aKIIOUEHUS) U
JOKYMEHTBHI 110 IIEPEYHIO COTJIACHO MpUiIokeHuto Ne 12;

0) KomMU TOKYMEHTOB 00 OIUIaTe BbIJAYU HOBOT'O PErMCTPALMOHHOTO YAOCTOBEPEHUS B
pedepeHToM rocyaapcTse (Mpu HATMYUU COOTBETCTBYIOIIUX TPeOOBaHU);

B) KOIMH IOKyMEHTOB 00 OIUIaTe MpoLeayphl COrJIaCOBaHMSI SKCIEPTHOTO 3aKIIOYCHUS B
rocynapcTBe (rocyaapcTBax) NpU3HAHUSA, yKa3aHHOM B 3asBJIEHHMM O COTrJaCOBaHUU
AKCIEPTHOTO 3aKIHOYEHHUS.

107. YnonnHOMOYEHHBIN OpraH (3KCIepTHasi OpraHu3anus) pe)epeHTHOro rocy1apcTBa B
TeyeHue 7 pabouyux JHEW CO JHS MOCTYIUICHHS 3asBJICHHS O COIVIACOBAHUMU 3KCIEPTHOTO



3aKJIFOYEHUS] U JIOKYMEHTOB, yKa3aHHbIX B myHKTe 106 Hactosimux IlpaBui, mpoBoauT
MPOBEPKY MOJHOTHI U IOCTOBEPHOCTHU COJIEPXKAILUXCS B HUX CBEACHUIA.

108. B ciryuae eciu 3asiBJI€HUE O COTJIACOBAHUU HKCIIEPTHOIO 3aKIIFOUEHHUS NPEACTABICHO
C HapylleHueM TpeOoBaHUN HacTosuX [IpaBui, comep UT HETOCTOBEPHBIE CBEIECHUS U (
WJIM) TOKYMEHTBI, yKazaHHble B yHKTE 106 HacTosmux IIpaBui, npeacTaBieHsl HE B IOJTHOM
o0BbeMe, YIIOJTHOMOYEHHBIN opraH (dKCIepTHas: OpraHu3alus) peepeHTHOro rocy1apcTaa B
TeyeHue 7 pabouux IHEW CO JHS MOCTYIUICHHS TaKUX 3asiBICHUS U JOKYMEHTOB YBEJOMIIIET
3asBUTENS 0 HEOOXOJMMOCTH YCTPAHEHUS BbISBICHHBIX HAPYIIEHUHN U (WIN) PeICTaBICHUS
OTCYTCTBYIOIIMX JOKYMEHTOB B TeueHue 30 paboumx [aHEH cO AHA pa3MelleHusd
COOTBETCTBYIOILIETO YBEIOMJICHUSI B MH(POPMAIIMOHHON CUCTEME YIIOJTHOMOUYEHHOTO opraHa (
AKCIEPTHOM OpraHu3alu) pePepeHTHOro rocygapctsa JuOO CO JIHS HampaBlICHUS
YBEAOMJICHHSI 3aBUTEIIO CIOCOOOM, YKa3aHHBIM B 3asBJIICHUU O COTJIACOBAaHUH IKCIEPTHOTO
3aKIIFOUCHMUS.

109. B cayuae ecnu no uctedyeHun 30 paboyux AHEH 3asBUTENEM HE yCTPaHEHbI
BBISIBJICHHBIE HapylieHuss W (WIM) HE MPEeJCTaBICHbl OTCYTCTBYIOIIME JOKYMEHTHI,
YIOJIHOMOYEHHBIN OpraH (3KCHEpTHAsl OpraHu3aiys) peepeHTHOro ToCyAapCTBa B TEUEHUE
3 pabouunx JHEH MpUHUMAET peleHNe O BO3BpAaTe 3asBJICHUS O COTJIACOBAHUM HKCIEPTHOIO
3aKJTIOUEHHS ¥ IOKYMEHTOB (C 000CHOBaHHEM MIPUYMH BO3BpATa).

110. B Teuenne 3 pabouux IHEH CO AHS MPEACTABICHUS 3asBJICHUS O COTJIACOBAHUU
HKCIEPTHOr0 3aKJIIOYECHHUS M JIOKYMEHTOB, COOTBETCTBYIOIIMX TPEOOBAHUSM HACTOSIIUX
IIpaBui, a Takke B Ciydae yCTPAHEHHMs B YCTaHOBJICHHBIM MyHKTOM 108 HacTosmux [Ipasuin
CPOK BBISIBICHHBIX HAapyHIEHUW W (WJIHM) MPEICTaBICHUS JTOKYMEHTOB, COOTBETCTBYIOIIUX
TpeboBaHusAM HacTosuux [IpaBui, yrnmoaHOMOYEHHBIM OpraH (dKCIEepTHAs OpraHu3alus)
pedEepeHTHOT0 rocyAapcTBa MPUHUMAET peIlieHUe O MPOBEACHUN MPOLEAYPbl COrTIaCOBaHMUS
AKCIIEPTHOIO 3aKJIOUEHHSI Ha 3apErUCTPUPOBAHHOE MEIUIIMHCKOE U3JIETUE U pa3MEIlaeT B
CBOCl MH(POPMALIMOHHON CHCTEME PErucTpallMOHHOE JI0ChE, COJEpIKallee 3asBICHHUE O
COTJIaCOBAHUM 3KCIEPTHOTO 3aKIIOUYEHUSI.

111. CornacoBanue 3KCHEPTHOrO 3aKIIOUEHUSI TOCYIapCTBAMU MPU3HAHMUS, YKa3aHHBIMU
B 3a5BJICHMU O COTJIACOBAHUU 3KCIIEPTHOTO 3aKJIFOYEHHUS, OCYLIECTBIISIETCS B COOTBETCTBUM C
nyHkTamu 46, 48 — 52 u 54 nacrosmux Ilpasuni.

112. HecornacoBaHue 3KCIEPTHOTO 3aKJIKOYEHUS] B OAHOM U3 TOCYJapCTB MPHU3HAHUSA,
YKa3aHHBIX B 3aBJICHHH O COIJIACOBAHUM HKCIIEPTHOTO 3aKIJIIOUEHHUS], SBIIIETCSI OCHOBAaHUEM
Ui OTKa3a B OOpalleHUH MEAMIMHCKOTO HM3JEeNHs Ha TEPPUTOPUH STOTO TOCYIapCcTBa
MPU3HAHUA.

113. B teuenne 10 pabounx aHEN CO THA MOTYYEHUSI OT BCEX YIOJIHOMOYEHHBIX OPTaHOB
(3KCHEpTHBIX OpraHu3aluil) TOCYIapCTB MpPU3HAHUS, YKa3aHHBIX B 3asBJICHUU O
COIJIaCOBaHUM SKCIEPTHOIO 3aKIIFOUEHMSI, TOATBEPKICHUS COIIACOBAHUS (HECOTIIACOBAHNSA)
AKCIEPTHOrO 3aKJIIOYEHHS JIMOO CO JTHA UCTEUEHMs] CPOKA, YCTAHOBIEHHOTO MyHKTOM 50
Hactosmux [IpaBui, ynmoJIHOMOUYEHHBIM OopraH (3KCHepTHas opraHu3aius) pe@epeHTHOro



rocyJapcrBa NpPUHUMAET peUIeHHuEe O BblJauye Mepeo(OPMIIEHHOTO PEruCcTPallMOHHOTO
YAOCTOBEpEHUS (B Clydyae HAIMYUS TOCYAApCTB NPU3HAHUSA, YIIOTHOMOYEHHBIMU OpraHaMu (
AKCHEPTHBIMU OpPraHU3ALUSIMU) KOTOPBIX COTJIACOBAHO HKCIEPTHOE 3aKitoueHue) JIudo o0
OTKa3e B BbIjJaue MNepeoPOPMIIEHHOTO PErucCTPALlMOHHOTO YAOCTOBEpeHus (B ciyuae
OTCYTCTBHUSI TOCYJIapCTB NpPU3HAHUS, YMNOJHOMOYEHHBIMH OpraHamMu (3KCHEPTHBIMU
OpraHu3alUsIMH) KOTOPBIX COIIACOBAHO HKCIIEPTHOE 3aKIIOUCHHUE).

B teuenne 10 pabounx nHEW cO IHS NPUHATHUS PELIEHUS O Bblaye nepeoopMIEHHOTO
PETUCTPAIIMOHHOTO YJAOCTOBEPEHHUS YMOJIHOMOYECHHBIM OpraH (SKCHEpPTHAas OpTraHU3alius)
pedepeHTHOro rocy1apcTBa:

pa3MeIaeT B €IMHOM peecTpe MEAUIIMHCKUX U3EJIHM, 3apErUCTPUPOBAHHBIX B PAMKAX
Coro3a, nHpopMaIHio 00 YKa3aHHBIX B 3a8BJICHUH O COTJIACOBAHUM SKCIEPTHOIO 3aKIIOUEHUS
rocy/lapcTBax MPU3HAHUS, YIIOTHOMOYEHHBIMU OpraHaMu (3KCHEPTHBIMU OpTraHU3alMsIMU)
KOTOPBIX COTJIACOBAHO DKCIEPTHOE 3aKJIYEHHUE, a TaKKe CKAHUPOBAHHBIE KOMUU
JOKYMEHTOB, B KOTOPbIE BHECEHBI U3MEHEHUS, B COOTBETCTBUU ¢ [lopsakoM GopmupoBanus
U BeZieHUs] UHHOPMAIIMOHHON CUCTEMBI,

oopMIISIET U BBIJAET 3aBUTEINIO CIIOCOOOM, YKAa3aHHBIM B 3asBJICHUHU O COIJIACOBAaHUU
HKCIIEPTHOTO 3aKJIIOYEHUs, NepeoPOPMIIEHHOE PETUCTPALMOHHOE YJOCTOBEPEHHE U
MPUIOKEHHE K HEMY C COXpPaHEHHUEM IPEKHEro Homepa (C yKazaHHEM BCEX rOCyJapcCTB
MpU3HAHUS, YHOJHOMOYEHHBIMH OpraHamu (PKCHEPTHBIMU OPTaHU3ALUSIMU) KOTOPBIX
COTJIaCOBAHO AKCIEPTHOE 3aKIIIOUECHUE, U AaThl BHECEHUSI COOTBETCTBYIOUIUX U3MEHEHUN);

BO3BpAIllaeT 3asBUTEII0 CIOCOOOM, YKa3aHHBIM B 3aABJIECHHH O COTIJIACOBAaHHUU
HKCIIEPTHOTO 3aKJIIOYEHUS], PAHEE BBIJIAHHBIE PETUCTPAIIMOHHOE YAOCTOBEpEHHUE (IyOIHUKaT) U
MPUJIOKEHUE K HEMY C OTMETKOM 00 UX HEACHCTBUTEIBHOCTH (C YKa3aHUEM JaThl);

BBI/Ia€T 3aBUTEIIO CIIOCOOOM, YKa3aHHBIM B 3asIBJICHHM O COTJIACOBAHUH SKCIIEPTHOTO
3aKJII0YEHUS], YBEAOMIIEHHE 00 OTKa3€ B PErUCTPALMKM MEAULIMHCKOTO U3/ FOCYJapCTBOM
IIPU3HAHUS, YKa3aHHBIM B 3asBJICHHHM O COIJIACOBAHMM HKCIEPTHOTO 3aKIIOYEHUS, C
MNPUJIO)KEHUEM KOIMHMHM TOJATBEPKICHUS HECOTJIACOBAHUS AKCIEPTHOIO 3aKIIOYECHUs
YIOJIHOMOYEHHBIM OPraHoM (SKCHEPTHOM OpraHu3alnueil) yKa3aHHOIO rocyjaapcra (mpu
HAJIMYUU TOCYJIapCTBA MPU3HAHUS, YIIOJTHOMOYEHHBIM OPTaHOM (IKCIIEPTHOM OpraHu3aluei)
KOTOPOI'O HE COTJJaCOBAHO AKCIEPTHOE 3aKIIFOUECHHE).

B Teuenmne 10 paGouux nHeHl co IHS NMPUHSATHUS pelIeHUss 00 OTKa3e B BhIJaye
nepeo(OPMIIEHHOTO PEruCTPAlMOHHOTO YJIOCTOBEPEHUSl YMOJHOMOYEHHBIA oOpraH (
HKCIIEpPTHAs OpraHu3aius) peepeHTHOro rocyJapcTBa:

BO3BpAIllaeT 3asBUTEII0 CIOCOOOM, yKa3aHHBIM B 3aiBJIECHHUH O COTJIACOBAHUU
HKCIIEPTHOTO 3aKJIFOUEHUS], paHee BbIIaHHbIE PETUCTPAIMOHHOE YAOCTOBEpeHue (1yoauKar) u
NPWIOKEHHUE K HEMY;

BBIJIAET 3asBUTEIIIO CIIOCOOOM, YKa3aHHBIM B 3asBJICHHUH O COIVIACOBAHUU 3KCIIEPTHOTO
3aKJTI0YEHUS], YBEAOMIIEHHE 00 OTKa3€e B PErUCTPAIIMKM MEAUIIMHCKOTO U3/IeNUs TOCYJapCTBOM
MPU3HAHUS, YKa3aHHBIM B 3asBJIECHUHM O COIJIACOBAHUM HKCIEPTHOTO 3aKIIOYEHUS, C



MPUJIOKEHUEM KOINHUM TMOJTBEPKICHUS HECOTJIACOBAHUS HKCIEPTHOTO 3aKJIFOYEHUS
YIIOJTHOMOYEHHBIM OPTraHOM (9KCIIEPTHOM OpraHu3alfeii) yka3aHHOTO TOCYIapCTBa, a TAaKKe
opuruHana (ay0iauKara) perucTPAIlMOHHOTO YI0CTOBEPEHHUS.

IX. ITopsinok NpHOCTaHOBJICHAA HIH OTMEHEI NeHCTBHS (aHHYIMPOBAHHA) PETHCTPAIHOHHOTO
YIOCTOBEPEHUA

114. IlpuoctaHoBiieHHE ACHCTBUS PETUCTPAIMOHHOTO YAOCTOBEPEHHUS OCYIIECTBISETCS
YIOJTHOMOYEHHBIM OpPraHoM pedepEeHTHOTO rOCYJapCTBa B CIEAYIOMINX CITydasx:

a) To pe3yJibTaTaM MOHUTOpPUHTra 0€30MacHOCTH, KadecTBa U 3(PHEeKTUBHOCTHU
MEAUIIMHCKUX U3ACTUH B TOCTPETUCTPALIMOHHBINA MEPUO]T —TPH BBISIBJICHUN MOTEHIIMATBLHOM
CepbE3HOM YIpO3bl 3J0POBHIO UEIOBEKA;

0) mo pe3yiabTaTaM TrOCYJapCTBEHHOTO KOHTpOJs (Haja3opa) 3a oOpalleHueMm
MEAUIMHCKUX U3JIEIUH — IPU HAJMYUU CBEJCHHUH O (hakTax U 00CTOATEIHCTBAX, CO3AAIOIINX
yIpO3y >KU3HU U 3[I0POBBIO TPAXKIAH U MEIUIMHCKUX PAOOTHUKOB MPHU MPUMEHEHUU U
AKCIUTyaTaIlll METUIIUHCKUX U3/IETIH;

B) OTCYTCTBHE B PETrUCTPAIlMOHHOM JIOCh€ aKTyallbHOW HWHpoOpManuu 00
YIOJHOMOYEHHOM TMpEACTaBUTEIE NPOU3BOAMUTENSA (ISl TPOU3BOAMTENEH W3 TPETHHUX
rocyapcTB).

115. Pemenre 0 MpUOCTaHOBICHUU JIEHCTBUS PETUCTPAIIMOHHOTO yAOCTOBEPEHHS (C
yKa3aHUeM MPHUYMH, JaThl U CPOKA MPUOCTAHOBIEHUS) MPUHUMAETCS YMOJIHOMOUYEHHBIM
OpranoM pedepeHTHOro TOoCyJapcTBa B COOTBETCTBUU C 3aKOHOAATEIbCTBOM 3TOTO
rocyaapcTna.

116. Cpok mpHUOCTaHOBIEHUS JEHCTBUS PETUCTPAIIMOHHOTO YJOCTOBEPEHHS HE MOMKET
MPEBBIIATH 6 MECSIIEB, IPH 3TOM peaTH3aIlHsl U MPUMEHEHNE TaKUX METUIIUHCKUX U3/ICTHH B
pedepeHTHOM rocyAapcTBE U rocyAapcTBe (rocyJapCcTBax) MpU3HAHUS HE JOIYCKalOTCA.

117. YnonHoMOYeHHBIN oprad peepeHTHOro rocyaapcTBa B TeUeHHE 5 pabouux JTHEN co
JHS IPUHATHUS PEIICHUs O MPUOCTAHOBJICHUN JAEUCTBUS PETUCTPALIMOHHOTO YAOCTOBEPEHUS
BHOCUT COOTBETCTBYIOIIMUE CBEACHUS B E€IMHBIM peecTp MEIULHUHCKUX HU3ICIUl,
3aperucTpUpOBaHHbIX B pamkax Coro3a, 1 ”HGOpMHUPYET 00 3TOM YIOJTHOMOYEHHBIE OpraHbl
rocyJapcTB NMpu3HaHus U EBpa3uiickyl0 SKOHOMHYECKYI) KOMHCCHUIO C HCIOJIb30BAHUEM
CPEIICTB MHTETPUPOBAHHON CHUCTEMBI, a TAKXKE 3asBUTENS MyTeM Mepefadd yBEIOMIICHUS
JUYHO TOJI POCIHCH, INOO HAMPABIICHUS YBEIOMIICHHS 3aKa3HBIM MIOYTOBBIM OTIIPABICHUEM C
yYBEIOMJICHUEM O BPYUYEHHUH, TUOO HAMNpaBJICHUS B DJIEKTPOHHOM BHUIE WU B (opme
AIIEKTPOHHOT'O JTOKYMEHTA, MOANKUCAHHOTO 3JIEKTPOHHON MOJIMUCKHIO (C yKa3aHWEM MpPHUYUH,
JaThl U CpOKa MPUOCTAHOBICHUS ACHCTBUS PETUCTPAIMOHHOTO YIOCTOBEPEHHUS, a TaKKe
HEOOXOJIMMOCTH yCTpaHEHUs 3asBUTEIEM OOCTOSTENHCTB, MOBJICKIIUX MPUOCTAHOBJICHHE
JEHCTBUSL PETUCTPALMOHHOTO YIOCTOBEPEHUS).

118. 3agBuTens B T€UEHHE YCTAHOBICEHHOTO YIIOJTHOMOUYEHHBIM OPraHOM Pe(hepEeHTHOTO
rocyJapcTBa Cpoka 00si3aH YCTPaHHUTh OOCTOSITENHCTBA, IMOBJIEKIINE MPUOCTAHOBICHUE



JEMCTBUS PETUCTPALIMOHHOTO yIOCTOBEPEHUS, U YBEIOMUTH 00 3TOM B MUCbMEHHOU (hopme
ATOT YNOJHOMOYEHHBIA OpraH (C NPHJIOKEHHEM MOATBEPKIAIMMX JA0KyMeHTOB). Ilo
pe3yabpTaTaM pacCMOTPEHUS MPEACTABICHHBIX 3asgBUTENIEM JOKYMEHTOB YIIOJIHOMOYEHHBIN
oprat peepeHTHOr0 rocyJapcTBa MPUHUMAET PELIEHUE O BO30OHOBIEHUH JTHO0 00 OTMEHE
NeUCTBUS (aHHYJIMPOBAHUU) PETHUCTPALMOHHOTO YJIOCTOBEPEHHUS (C yKa3aHHEM JaThl
BO300HOBIICHUS MJIM OTMEHBI IEHCTBUS (aHHYJIMPOBAHHUSA) PETUCTPAIIMOHHOTO YIOCTOBEPEHHUS
).

119. YnonHoMOUYeHHBIHN oprad pedepeHTHOTO rocyaapcTBa B TeUEHHE 5 pabodymnx THEH co
IHS TIPUHATUSA pPEUIEHUsI 0 BO30OHOBIICHUM JEUCTBUS PETMCTPALIMOHHOIO YIOCTOBEPEHUS
BHOCUT COOTBETCTBYIOIIME CBEJCHHUS B €AUHBIA PEECTP MEIHULUHCKUX H3JEIN,
3aperucTpupoBaHHbIX B pamkax Coro3a, U yBEJIOMIISET 3asBUTENS O NMPUHATOM PEIICHUU
JIMYHO MOJT POCTIUCH, TUOO HAMPABISAET YBEJOMIICHUE 3aKa3HBIM MOYTOBBIM OTIPABICHUEM C
YBEIOMJICHUEM O BpYy4YeHUH, JUOO TMepedaeT B DIEKTPOHHOM BHUJE WU B Qopme
ANEKTPOHHOTO JOKYMEHTA, MOANUCAHHOTO 3JIEKTPOHHOU MOAMUCHIO.

120. Pemienne 0 BO30OHOBIECHHMM JEHCTBHUS PETHCTPAIMOHHOIO YJIOCTOBEPECHUS
MIPUHUMAETCS B COOTBETCTBUU C 3aKOHOAATEIbCTBOM pe(hepEHTHOr0 rOCy1apCTBa U BCTYNAET
B CHJIy CO JIHSI €r0 IPUHSTHSL.

121. B ciyuyae HeycTpaHEHHUs 3asiBUTEJIEM B YCTAHOBJIEHHBIM CPOK OOCTOSITENbCTB,
MOBJIEKIIMUX MPUOCTAHOBIECHUE JEUCTBUS  PETHCTPALIMOHHOIO  yJAOCTOBEPEHUS,
YIOJIHOMOYEHHBIM OpraH pe@epeHTHOro rocy/lapcTsa B TeueHue 3 pabouyux THEW co AHS
MCTEUCHMS YKA3aHHOTO CPOKa MPUHUMAET pelieHrne 00 OTMEHE NeUCTBUS (aHHYJIUPOBAHUN)
PETUCTPALIMOHHOTO YIOCTOBEpEHHUS (C 000OCHOBAaHUEM).

122. YoiHOMOYEHHBIH Oprad peepeHTHOro rocy1apcTBa He3aMeJIUTEIbHO BHOCUT
COOTBETCTBYIOLIME CBEJIECHUS B €IUHBIA peecTp MEAULMUHCKUX H3JEJIuN,
3aperucTpupoBaHHbIX B pamkax Coro3a, U yBeJOMIISIET 3adBUTENS 00 OTMEHE JeHCTBUS (
AHHYJIMPOBAHUN) PETMCTPALMOHHOIO YJOCTOBEPEHUs IIyTEM II€peladyd yBEIOMJIICHHUS
3asBUTEIIO JINYHO TOJI POCHUCH, JTUOO HaINpaBlIeHUs] YBEAOMJICHHUS 3aKa3HbIM MOYTOBBIM
OTIPABJIEHUEM C YBEIOMJIICHHEM O BPYUYEHUH, JINOO HAIIPABJICHHS B AJIEKTPOHHOM BHJIE€ UJIU B
(dbopme IEKTPOHHOTO TOKYMEHTA, MOMUCAHHOTO JIEKTPOHHOM MOMHUCHIO.

123. OcHOBaHMSIMH MJIsI NPUHATHS YHNOJTHOMOYEHHBIM OpPraHOM pe(epeHTHOro
rocyjiapcrBa pemieHuss o0 OTMeHe JeHCTBUS (aHHYJIUPOBAHHMHM) PETrUCTPALIMOHHOTO
YIOCTOBEPEHUS WM 00 OTMEHE PEerucTpaluv MEAUIMHCKOro u3aenus (Mojesned (Mapok)
MEIHUIMHCKOTO M3JIENINsl, CBEJEHHMS O KOTOPBIX IPEACTABIEHbl B PETrUCTPALMOHHOM
YIOCTOBEPEHUH) SIBIISTFOTCS

a) mojaya MPOU3BOJMUTEIEM 3aABICHUS 00 OTMEHE [eHCTBUA (aHHYJIUPOBAHUH)
PETUCTPALIMOHHOTO YA0CTOBEpEHHUs (Ha OYMa)KHOM HOCUTENE U (UJTK) B DJIEKTPOHHOM BH/JIE)
no opme cormacHo mpuioxkenuto Ne 13;

0) BBISBJIICHHE CITy4aeB MPEACTABICHUS 3aBUTEIIEM HEJIOCTOBEPHBIX CBEJIECHUN, KOTOPbHIE
HE MOTJIM OBbITh YCTAHOBJIEHBI IPU PETUCTPALMH MEIULUHCKOrO U3AeNHs (B TOM YUCIE MPU



OCYILIECTBJIECHNUU YIOJHOMOYEHHBIMA OpraHaMH I'OCYJIapCTBEHHOI'O0 KOHTpoJis (Haa3opa) 3a
oOpalieHreM MEeIUIIMHCKUX U3JENIH);

B) BCTYNUBIIIEE B 3aKOHHYIO CHJTy pEllIeHUE CyJia TOCyAapCcTBa-uieHa 00 OTMEHE JeHCTBUS
(aHHYIMPOBAHUU) PETUCTPALUOHHOTO YJIOCTOBEPEHHUS WM 00 OTMEHE pEerucTpaluu
MEJIUIIMHCKOTO U3Aenust (Mojieneld (MapoK) MEIUIIMHCKOTO U3ENus, CBEIACHUS O KOTOPBIX
IPEACTABJIEHBI B PETUCTPALIMOHHOM YJIOCTOBEPEHHUN);

') MPEICTAaBICHUE YIOJIHOMOYEHHBIM OPraHOM IO Pe3yibTaTaM TrOCYJIapCTBEHHOTO
KOHTpoOJs (Ham3opa) 3a oOpalieHueM MEIUIMHCKUX U3JCIUl CBEJeHHH o (akTax u
00CTOSITENBCTBAX, CO3JAIOIIMX YIPO3Yy >KU3HU U 3J0POBBIO TPAXKIAH U MEIULUHUHCKUX
pabOTHUKOB MPY MPUMEHEHUU U DKCIUTyaTallud METUITUHCKOTO U3/ICIHS;

1) yTpaTta MEIMIIMHCKUM HU3JIeJIMEM CTaTyca MEIULMHCKOTO B CBSA3M C BHECEHUEM
M3MEHEHUN B akThl, BXojsmue B mpaBo Coro3a, WIM HA OCHOBAaHUU PEIICHUS
KoHcynpTaTUBHOTO KOMHUTETA MO pe3yJibTaTaM MpOBeAEHUsS paboT MO YyperyJIupOBaHHIO
pa3HOIJIacUid 1O BONPOCAaM OTHECEHMS MPOAYKIIUU K MEAULIUHCKUM U3IEIIHSIM.

124. 3asBnenue o0 oTMeHe neicTBUSA (AaHHYJIMPOBAHHH) PETHUCTPALIMOHHOTO
YAOCTOBEPEHUSI MOXKET OBbITh MOJAHO YINOJHOMOYEHHBIM MPEACTABUTEIEM MPOU3BOAUTEIS
IIPU OJTHOBPEMEHHOM BBITIOJTHEHUH CIAEAYIOLIUX YCIOBHIA:

a) HaAJIM4YKME B PETMCTPALIMOHHOM JIOChE aKTYaJIbHOI'O JIOKYMEHTA, MOJITBEP>KIAIOIIETO
MIOJTHOMOYHSI YTIOTHOMOYEHHOTO MPECTABUTEINS TPOU3BOIUTENSA, UITU MPEICTABICHUE TAKOTO
JOKYMEHTa B YIIOJHOMOUYEHHBIN opraH pedepeHTHOr0 TOCyAapCTBa BMECTE C 3asiBICHUEM 00
OTMEHE JICHCTBUS (aHHYJIMPOBAHUH) PETUCTPALIMOHHOTO YJIOCTOBEPEHUS;

0) mpejacTaBieHUE B YIOJHOMOYEHHBIN OpraH peepeHTHOro rocy/1apcTBa BMECTE C
3asiBJIeHUEeM 00 OTMEHE NEWCTBUS (aHHYJIMPOBAHUHU) PETUCTPALMOHHOTO YIOCTOBEPEHUS
3aBEPEHHOI0 B YCTAHOBJIEHHOM MOPSAKE TOKYMEHTA IPOU3BOIUTEIS, TOITBEPKIAIOIIETO €r0
HaMepeHUe OTMEHHUTD JIEUCTBUE PETMCTPALIMOHHOTO YIOCTOBEPEHHUS (AHHYJIUPOBATH €r0).

125. B cnyuae ecnu 3asiBaeHue 00 OTMEHE MAEWUCTBUS (AaHHYJIUPOBAHUM)
PETUCTPALIMOHHOTO YAOCTOBEPEHUS MPEACTABICHO C HApYIIEHHUEM TpeOOBaHUI HACTOSALIUX
[IpaBusi, TOKyMEHTHI TIPEACTABICHBI HE B IMMOJHOM 00BEME WM COJIEPKAT HETOCTOBEPHBIC
CBEJICHUS, YIIOJITHOMOYEHHBIA OpraH pepepeHTHOro TOCyAapCTBa B TeueHue 7 pabounx JHel
CO JHS MOCTYIUICHUS TaKUX 3asBJICHUS U IOKYMEHTOB IMPUHUMAET penieHrne 00 ux Bo3Bpare (
C YKa3aHUEM MPUYMH BO3BpAaTa).

126. YoTHOMOYEHHBIN Oprad peepeHTHOro rocyaapcTBa B TeUeHHe 7 pabouux JHEH co
IHS HACTYIUIEHUS OJJHOTO M3 OCHOBAHWH, yKa3aHHbIX B myHKTe 123 Hactosmux [Ipasumn,
MpUHUMAET pelieHrue 00 OTMEeHe JeUCTBUS (aHHYJMPOBAHUHU) PETUCTPAIMOHHOTO
YAOCTOBEpEHUsI WM 00 OTMEHE PETUCTpAIly MEIUIIMHCKOTO M37enus (Mojeneil (Mapok)
MEIMIMHCKOTO W3AENUs, CBEICHUA O KOTOPBIX IPEICTABICHbI B PETUCTPALMOHHOM
YIOCTOBEPEHUN ).

127. YiomHOMOYEHHBIN oprad peepeHTHOTo rocyaapcTBa B TeUeHHE 5 pabouux JTHEn co
JHS TPUHSTUS pelieHus: 00 OTMEHE JeUCTBUS (aHHYJIUPOBAHUU) PETUCTPALIMOHHOTO



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

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

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

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

IMOAITUCBIO.

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

®dopMa perucTpalMOHHOr0 yAOCTOBEPEHHA MEIUIIMHCKOTO H3IEIMs U IPABUIIA €€ 3aI0THCHUA
I. ®opma perucTpamOHHOrO0 yIOCTOBEPEHHAA MEIUIHHCKOTO H3CIHA

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

3)

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

B cootBetcTBUM C (6)

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

(7

(HauMEeHOBaHUE MPOU3BOIUTEIS, €0 MECTO HAXOXKICHHS)



(8)

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

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

)

(HaMEHOBaHUE YIIOJIHOMOYEHHOTO MPEACTABUTENS IPOU3BOIUTENS

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

B TOM, 4TO (10)

(HaMMEHOBaHUE MEIUITMHCKOTO H3/ICIIHS)

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

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

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

MEAUIIMTHCKOTO U3JIEIHSI.

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

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

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

(moAmuCh)
No (18)

TIPWJIOXEHVE K PETUCTPALIIOHHOMY YIOCTOBEPEHUIO MEJIAIMTHCKOT'O
VI3IEIHA (1)

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

Ne i/t HaumenoBanue

Mogens (Mapka) MEAUIMHCKOTO wu3aenus (mpu

1.
HAJTYHH)

2. Cocras



3. [IpunannexxHoCcTH (TIPU HATUYIHUH)

3)

HaumenoBanusa " aKTHYECKHe ajapeca
Ne i/t b P

IMMPOU3BOJACTBCHHBIX IJIOMIAJ0K

4

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

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

I1. ITpaBuia 3an0HEHHS PETECTPALIAOHHOTO YAOCTOBEPEHHS MEUIMHCKOTO M3/[EJHs

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

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

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

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

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

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

OpraHU3alMOHHO-TIPAaBOBas popMa;

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

COKpalIeHHOE HauMEeHOBaHUeE (B CKOOKax) (MpU HAIMYUN);

HaVMEHOBAHUE rOCy/1apCTBa;



0) A1 HEPEe3UIEHTOB rOCYAapCTB-UJICHOB:

M0JIHOE HAMMEHOBAHHUE;

OpraHU3alMOHHO-TIPAaBOBas popMa;

COKpallleHHOE HauMEHOBaHue (B CKOOKax) (Mpy HAIUYUK);

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

PexBU3UTHI pa3fesitoTCs 3aMsTHIMU.

5. Yka3zaHue agpeca B peruCTPalMOHHOM YJIOCTOBEPEHUH OCYILIECTBIIETCS B CIEAYIOIIEH
MOCJIEIOBATEIbHOCTH

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

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

Ha3BaHHUE HACEJICHHOI'O ITyHKTA (C yKa3aHUEM THUIIa);

HAaMMEHOBaHUE pailoHa;

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

MOYTOBBIN UHICKC;

HOMEp aOOHEHTCKOTrO SIIUKa (IPU HAJTUYUN);

HaMMEHOBaHUE roCy/1apCTBa.

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

PexBU3UTHI pa3aensitoTcs 3amsThIMU.

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

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

8. B peructpailiOHHOM yJOCTOBEPEHUU YKA3bIBAIOTCS:

a) B mojne 1 —ambnema Coro3za;

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

"EBPA3UNCKNI DKOHOMUYECKHU COIO3";

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

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

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



MK -

b | el
| ma

rjae:

3JEMEHT | — MEIMIIMHCKOE U3JENHE;

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

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

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

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

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

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

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

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

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



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

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

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

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

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

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

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

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

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

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

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

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



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

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

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

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

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

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

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

O®OPMA
3asBIICHHS O IIPOBEICHUH SKCIIEPTH3EI METHIMHCKOTO H3/[CIIHsA

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

(HaumeHoBaHME peepEeHTHOTO
roCyaapcTBa)

(HanMeHOBaHUE rocynapcTBa (rocyIapcTB
) IpU3HAHUsA)

3ASBJIEHUE
O IPOBEICHHUH SKCIEPTH3EI MEIUITMHCKOrO H3/1EIHA



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

MMEHU KOTOpPOr0 MPOU3BOJMTCSA perucrpanus (Mpou3BOAUTEND (YIOJIHOMOYEHHBIN

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

1. HaumenoBanue MCAUIUHCKOI'O U30CIINA

2. Haznauenue MEIUITMHCKOI'O U3CIINA

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

5. Kiacc TIOTCHIUAJIBHOI'O PUCKAa MPUMEHEHUS MEAUIIMHCKOTO U3ICITNA

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

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

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

Ha

Her

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

00O

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

HanmenoBan
Ne [IpousBoauTens Crpana
e

Monens (
Mapka)

MEIUIIMHCKOT
o mgemus (
9. IIpY HaJIU4HUH

)

Coctas (mmpu

2.
HAJTUYHN)
[Ipunannexu
OCTH

3.
(npu
HAJIN4HN)

Cpok xpaHeHHs (TapaHTHHHBINA

10.
CPOK) 3KCILTyaTalnu

11. YcnoBus xpaHeHus

Peructpanus B cTpaHe-Ipou3BOANTENE U IPYTUX CTpaHAX



12.

13.

14.

15.

Ne PETUCTPALITMOHHOTI'O YIOCTOBCPCHUA Cp

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

YaCTUYHO HAa JaHHOM IPOU3BOACTBEC

[

MOJTHOCTHIO Ha IPYTOM IIPOU3BOICTBE

CBGI[CHI/UI O IpOU3BOAUTCIIC

OpraHN3aHOHHO-

MECTO
npaBoBas opma,

HaX0XKJICHUS
MONHOE

(agpec

HaMMCHOBAHUC U

COKpaIieHHOE HOMED,
HauMeHoBanue ( gaTa
OpU HaIU4YUU), PETUCTP

I0pUANYE-CKO

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

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

CTpaHa, a-1uu KOHTAKTHOTO JIMLA
WHAWBH-Tyal

(®. H. O.
BHOTO

WHIUBUAYaJIHHOTO
MPEeIIPUHI-M

MpeANpUHUMATES

) aTest)

CBeieHHs 0 MPOU3BOJICTBEHHOH IUIOMAaKe (TPOU3BOACTBEHHBIX TIOMIAAKAX )

OpraHusanuo
HHO -
IIpaBoOBas
dopma,
IIOJIHOC
HAUMCHOBAH

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

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

KOHTaKTHOI'O JIMIIa

Caenenns 00 YITIOTHOMOYEHHOM IIPEICTABUTENE IPOM3BOIUTENS (TP HATUINH)

OpraHU3alMOHHO-
npaBoBas (opma,
NOJHOEe

MECTO
HaXO0XICHUA



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

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

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

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

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

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

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

O®OPMA
3asBIICHHS O IIPOBEACHUH PETHCTPAIMHE MEIUITMHCKOTO M3/IEIHs

B ynonHomoueHHBII opran
rocyaapcTBa — 4ieHa
EBpa3zuiickoro 3k0OHOMHUYECKOT0 CO03a

(HamMeHoBaHUEe peepeHTHOTO
rocyaapcTBa)

(HamMeHOBaHUE TOCyIapcTBa (TOCYIAPCTB
) IpU3HAHS)

SASBJIEHUE
O IIPOBEJICHUH PETMCTPAIMH MEHITHHCKOTO H3/ICIIHsA



(

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

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

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

] Jla
3. MeaunHCcKOoe U3aeaue I JUarHOCTUKH in vitro?

O

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

Knacc TIOTCHIUAJIBHOT'O PHUCKAa MPUMEHEHNUS MEIUITMHCKOTO U3ICITUA

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

MEIUIMHCKUM M3JIENIeM Kilacca MOTCHIMAIbHOTO pHCKa MpUMEHEHUs |

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

panee He OBLIO IMPOBENCHO)?

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

8. B cocTaBe MeAUIIMHCKOTO U3IENHS UIMEETCS JIEKApCTBEHHOE CPEAICTBO?
Her

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

Mogens (Mapka)
MEIHUIUHCKOTO
usnenus  (mpu
HaJTMYUH)

CocraB  (mpum
HaJIMI1H)

ITpunaanexxnoctu
(pu HaTMYUM)

CBC,IICHI/IH O IPOU3BOAUTETIC

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



10.

11.

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

JINIA,
aapec
MecTa

HOMeEp, naTa

perucTpa-nuuu
KUTEI

bCTBA
WHIUB
u-nya
JIBHOT
0
npean
pUHHU-
Marel

)

®. HU. O. u
HOMepa TenedoHa U

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

KOHTaKT-HOTI'O JIMIIa

CBeneHns 0 MPON3BOICTBEHHOM IUTOMAIKe (IPON3BOICTBEHHBIX IUIOMIAIKAX )

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

IIpeANpuHUMa

Tens)

HOMEp, J1aTa u
CPOK

. (baktu
nelcTBUS
YeCcKU
paspemu-Ten
BHOTO
azpec

JoKyMeHTa (
IIpYU HAJIMYHHN)

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

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

d. . O. mu
JOJKHOCTD
PYKOBOAU-TENS,



12.

OpraHu3aIOHHO-
npaBoBast (opma,

MOJHOE

HAaNMCHOBaHUE U

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

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

MECTO

HAXO0

KICH

s (

anpec

0PI

niec-

KOTO

nuIa,

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

uay-a

JBHOT

0

npear

pHUHU-

Marein

)



JOJIXKHOCTH
KOHTaAKT-HOTI'O JIMIIa

CBenieHus 0 TOKyYMEHTE, MMOATBEPKAAIOIIEM OTUIATy MPOBEACHUS MPOIIEIYP PETUCTPAIMHA METUITTHCKOTO

13.
U3eNus
Crioco0 moiryyeHns1 yBeAOMIICHUH (pelIeH i) OT YIOTHOMOYEHHOTO OpraHa (IKCIIEPTHOI OpraHn3alymn)
pedepenTHOrO TOCy1ApCTBA:
|:| JIMYHO TI0]] POCIIHCH
14 I:l 3aKa3HBIM ITOYTOBBIM OTTIPABIIEHHEM C YBEAOMJIEHHEM O BPYUCHUU
B JJIEKTPOHHOH (OopMe MO TEeIeKOMMYHHMKALMOHHBIM KaHalaM CBsA3U (IIpu BBIOOpE
|:| JIaHHOTO crioco0a HeoOX0IMMO yKa3aTh aapec (axpeca) 3JeKTPOHHOW NMOYTHI, Ha KOTOPBIH
CleIyeT HallPaBUTh YBEIOMIICHUS)
|:| B (hOpMe 3JIEKTPOHHOTO TOKYMEHTA, TIOAMUCAHHOTO AJIEKTPOHHOH MOJITUCHI0
Crioco0 moJy4eHHs peruCTPalioOHHOIO YI0CTOBEPEHHST MEULIMHCKOTO U3/ICINS U IPUIIOKEHUS K HEMY:
15 Ha 6yMa)KHOM HOCHUTEINE JINYHO

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

OO

YBEIOMIICHHEM O BPYUCHUHU

FapaHTI/Ipy}o JAOCTOBEPHOCTL U HUJACHTUYHOCTD I/IH(I)OpMaIII/II/I, co,uepncamei/'lc;{ B pPETUCTPAIMOHHOM OOCHE U
3asBJICHUU

JlaTta moga4u 3asBICHUS

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

[Toanuce, medath mpouzBoAUTENS (YIOTHOMOUYEHHOTO
MPEJICTABUTEIIS TIPOU3BOTUTEIIS )

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

ITEPEYEHb
JOKYMEHTOB, HEOOXOIMMEIX JUIS PETHCTPAMA MEAVITMHCKOTO M3AEIHA

MenuiHcKoe U3eie Kiiacca MOTEHIIHAIBHOTO prucka MeannnHeK
HaumMeHoBaH npuMeHEHUs o€ u3nenue
Ne n/m u e I 0 s IIpumeuanue
JOKyMEHTa | 2a 26 3 JUATHOCTUK
u in vitro

o ¢opmawm,
MPEIyCMOTP
CHHBIM
MIPUIOKEHHUS
mMa Ne 2 u 3
K IIpaBunam
perucrpanuu
nu
9KCIEPTHU3HI
0e30MacHOCT
1, KayecTBa



3asBiienue

JoBepenHoc
Th OT
MPOU3BOJIUT
eI Ha TIPaBo
TIPECTaBICH
n g
HHTEPECOB
npu
perucTparyu
(npwm
HEOOXOANMO
CTH)

JoroBop
MPOU3BOIUT
ens ¢
YIOJHOMOYE
HHBIM
MpeCTaBUTE
aeMm
MPOU3BOJIUT
eJist mmbo ero
Konus (Tipu
HaJIMYUHU
YIOJHOMOYE
HHOTO
MPEICTaBUTE
o
MPOU3BOJIUT
ens). Ecium
YIIOJHOMOYE
HH Bl i1
MPEICTaBUTE
a1 b

+

u

3¢ GeKTUBHO
cCTH
MEIUITHCKU
X H3JICITUH,
YTBEPXKIAECHH
bIM Pemenue
M Cosera
EBpasuiicko
i
9KOHOMHUYEC
KOoH
KOMHCCHHU OT
12 ¢despans
2016 1. Ne
46

3aBepseTcs B
COOTBETCTBU
15§ c
MEKTyHApOST
HBIMH
HOpMaMH
3aBepeHus
HIH
HOpMaMHu
3aBepeHwus,
YCTaHOBJIEH
HBIMH
3aKOHOJIATE
BCTBOM
pedepeHTHO
r o
rocymapcTsa

KOTIH St
3aBepsieTcs B
COOTBETCTBU
" c

MEXIyHAPOJ



MPOU3BOIUT
elIss He
SIBISCTCS
pesuneHTom +
pedepenTHO
r o
roCyIapCcTBa,
TIpHUJIaTaeTCs
KOMUS
JIOKYMEHTA,
MOATBEPIKIA
IOIET 0
perucrparu
0
YHOJTHOMOYE
HHOTO
MPEICTaBHUTE
I s
MPOU3BOUT
ens B
KayecTBe
OPUANIECKO
ro Jauia
Tu0o0
WHIUBUYAII
BHOTO
MPEIIPUHIM
arens

Konus
pasperuTen
BHOTO
JIOKyMEHTa
Ha TIpaBo
MPOHM3BOACTE
a B CTpaHe
MPOU3BOIUT
ens ¢
MPUIIOKCHUC
M (mpm
HaJTHIHH )

Konus
JIOKyMEHTa
1ubo
CBEJICHHUS,
MOATBEPIKIA
IOIIHE

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

3aBepseTCs B
COOTBETCTBU
u c
MEXIyHAPO/I
HBIMH
HOpMaMHu
3aBepeHUs
HITH
HOpMaMHu
3aBepeHusl,
YCTaHOBJIEH
HBIMH
3aKOHOIaTeI
bBCTBOM
pedepeHTHO
r o
rocynapcTea

KOMus
JIOKYMEHTa
3aBepseTcs B
COOTBETCTBH
u c
MEXKITyHapOI
HBIMHU
HOpMaMH
3aBepeHUs



perucTpanu
10
TIPOU3BOTUT
ens B
KayecTBe
IOPHIMYECKO
ro JuIa
nubo
HHIUBHIY AT
BHOTO
IpEeANPUHIM
aTens

Konus
cepruduKaTa
COOTBETCTBU
S CHCTEMBI
MEHEIKMEHT
a KadecTBa
TpeboBaHUs
M CTaHzAapTa
ISO 13485
nubo
COOTBETCTBY
I0IIETO
pETHOHAIBH
OT0 HIH
HallMOHAJIbH
oro (
rocynapcrae
HHOTO)
CTaHIapTa
rocynapcTaa
— 4YJeHa
EBpasuiickor
0
9KOHOMHYEC
KOTO CcOr03a (
nainee
COOTBETCTBE
HHO —
roCyAapcTBO
-yiied, Coro3
)
BBIJAHHOTO
Ha HMs
IPOU3BOJUT
e s
MEIUIMHCKU
X u3genuit (
MIPOU3BOICTB
€HHOWU

UIHu
HOpMaMH
3aBepeHUs,
YCTaHOBJICH
HBIMH
3aKOHOJATEN
BCTBOM
pedepenTHO
r o
rocyapcTBa
5

CBeJEHUs
3aBePAIOTCA
MIPOU3BOIUT
enem

3aBepsieTcs B
COOTBETCTBH
14§ c
MEXKTyHAPOST
HBIMHU
HOpMaMHu
3aBepeHHs
U
HOpMaMHu
3aBepeHmus,
YCTaHOBJICH
HBIMH
3aKOHOJIATE
BCTBOM
pedepeHTHO



ruromasku) (
npu
HaJTMIHH)

Hexnapauus
0
COOTBETCTBH
u
MEIUIMHCKO
ro u3jaenus
00s13aTesbH
Bl M
TpeboBaHuUs
M
rocyaapcTs,
H ¢
SABJITFOIITUXCA
YJICHAMH
Coro3sa (
HaTIpuMep,
JIUPEKTUBAM
UIH
periaMeHTa
M
EBpomneiicko
ro co003a),
U
JKBUBAJICHTH
bl U
JOKyMeHT (
npu
HaJHYHH)
00 KOMHS
TAKUX
JIOKYMEHTOB

Konus
PETUCTPAITHO
HHOTO
YIOCTOBEpEH
n A
MCEOUILIUHCKO
ro u3nenus (
cepTu(uKara
CBOOOTHOM
MPOJaXH,
cepTudukara
Ha 3KCIopT (
3 a
UCKJTIOUCHUE
M
MEIUIIAHCKA
X H3ICIUH,
BIIEPBEIC
MPOU3BEICH
HBIX Ha

r o
rocyaapcTBa

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

3aBepsieTCs B
COOTBETCTBH
u c
MEXKITyHaPOI
HBIMHU
HOpMaMHu
3aBEpPCHUS
Uu
HOpMaMHu
3aBEpCHHUA,
YCTaHOBIICH
HBIMHU
3aKOHOIaTell
BCTBOM



TEPPUTOPHHU
rocynapcTaa
-4JIeHa)),
BBIJAHHOTO B
CTpaHe
MIPOM3BOJUT
enss (mpu
HAJTUYHN)

Csenenns o
perucTparyu
B JPYTUX
CTpaHax co
CCBUIKOW Ha
JIeHCTBYIOI
n e
UCTOYHUKHU
TaKHuX
CBEJIEHUI U
SJICKTPOHHEI
n  ¢aiin,
colieprKaIu
i Takue
CBEIEHUA,
WIH KOMUs
JTOKYMEHTA,
YAOCTOBEPS
IOIIET O
peructpamu
10
MEIUIIUHCKO
TO M3JICIHS B
IpYyTUX
crpaax  (
npu
HaJINYHN)
Hanusle o
MapKHPOBKE
1 YIIaKOBKe (
MTOJTHOIIBETH
pie  (c
yKa3aHUEM
KOJUPOBKH
BeTa)
MaKeTHI
YIOaKOBOK H
JTHUKETOK),
TEKCT
MapKHPOBKH
Ha PYCCKOM
S3BIKE U
TOCy/IapCTBE
HHBIX
sA3bIKaX
roCyaapCTB-

pedepeHTHO
r o
rocymapcTsa

3aBepsieTcs
MIPOU3BOTUT
elIeM (
YIOJHOMOYE
HHBIM
MPeICTaBUTE
aTem
MIPOU3BOTUT
eIst)

3aBepsieTcs
MIPOU3BOIUT
elnem (
yIOJIHOMOYE



10.

1.

12.

WIEHOB (TIpH
HEOOXOINMO
ctn). Tekcr
MapKHPOBKH
H a
rocyaapcrse
H H BI X
SA3BIKAX
rOCYAapcTB
NpU3HAHHSA
MOXET
MPEACTaBIISAT
bCS TIOCTIE
(hopmupoBaH
u
TIOJIOKHUTEIh
HOTO
9KCIEPTHOTO
3aKJIIOUCHHUS

HNudopmaru
s 0
paspaboTke
u
MIPOM3BOJICTB
€. CXEMBl
MPOIECCOB
MPOU3BOJICTB
a, OCHOBHBIC
CTaguu
MIPOM3BOJICTB
a, yIIaKkoBKa,
WCTIBITAHUS
U mpoleypa
BBINTyCKa
KOHEYHOTO
NpOJyKTa

CBenieHus o
MIPOU3BOIUT
ene:
HaMMCHOBaH
ue, BUJ
JIeSITeIIBHOCT
H b
IOPUINICCKA
i anpec,
dbopma
COOCTBEHHOC
TH, COCTaB
PYKOBOJICTBA
, TIepeYeHb
TOJIpa3iesieH
u i u
JIOYEPHUX
KOMIIaHUH,

+

+

HHBIM
peCcTaBUTe
aTem
MIPOU3BOJIUT
eJ1s1)

3aBepseTCs
MIPOU3BOTUT
eneM (
YIOJIHOMOYE
HHBIM
MPEICTaBUTE
a1eMm
MIPOU3BOTUT
eIIst)

3aBepsieTcs
MIPOU3BOIUT
elnem (
YIOJIHOMOYE
HHBIM

MIPEeICTaBUTE
TeM



13.

Y4acTBYIOII]
" X B
TIPOU3BOJICTB
e
3asBJISICMOTO
H a
peructpamnu
0
MEIUIIUTHCKO
o H3ICIHS,
C yKazaHuem
WX cTaTyca
MOJTHOMOYHUI

HNudopmaru
s 0
MAapKETHUHIe
(ucropus
IpH YCIOBHH
oOparteHus
u3Jenus Ha
PBIHKE

Oomee 2 mneT)
(npwm
HAJINYHN)
CoobuieHus
0
HEeCYaCTHBIX
ciIy4asx H
oT3bBax  (
nHpopMmanus
H ¢
MpeI0CTaBIIs
ercs st
BHOBb
pa3paboTaHH
BIX W
CIPOEKTHPO
BaHHBIX
MEIUIMHCKU
X U3JCNNN):
CIIHCOK
Hebmaronpu
ATHBIX
coOprTuit  (
WHIUICHTOB
) wunam
HEeCYaCTHBIX
ciydaes,
CBSI3aHHBIX C
UCIIOJIb30BaH
WeM U3eNus
, 1 yKa3aHue
nepuoja

+
(xkpome
KJIacCcOB
1 u 2a)

MIPOU3BOTUT
eIst)

3aBepsieTCs
MIPOU3BOTUT
eleM (
YIHOJHOMOYE
HHBIM
MPECTaBUTE
qTeM
MIPOU3BOTUT
eIst)



14.

BpEMEHH, Ha
NPOTSDKCHUH
KOTOPOTO
HPOUCXOINIT
W yKa3aHHbIC
ciryyau
ecnu
HeOaronpu
STHBIX
coObITHit  (
WHIUICHTOB
) CIUIIKOM
MHOTO,
HEOOXO0MMO
MPEI0CTaBUT
b KpaTKue
0030pHI 11O
KOKIOMY M3
THUIOB
coObITHIT

U yKa3arb
obmee
KOJINYECTBO
coOBITHI
KaXXJ10Tr'o
THIA, O
KOTOPBIX
MOCTYTaN
OTYETHI
CIIHCOK
OT3BIBOB C
pBIHKA
MEIULTHCKH
X U3JEIUN 1
(unm)
MOSICHUTEIh
H BI X
YBEIOMJICHN
i u
OlHCaHue
nozaxozna

K
paccMoTpeH
IO JTHX
npobiieM u
UX PELICHHIO
HPOU3BOJUT
enAMu B
KaXJIOM

U3 TaKHX
Clly4yacB
onucaHue
aHanm3a u (
UIH)

3aBepsieTcs
MIPOU3BOUT
elnem (
YIIOJIHOMOYE
HHBIM

MIPEeICTaBHUTE
qTeM



15.

16.

KOPPEKTUPY
FO III M X
JICHCTBUM,
MPEIITPUHST
bIX B OTBET
H a
yKa3zaHHbIE
ciayyau

[Tepeuenn
CTaHIIAPTOB,
KOTOpEIC
MPUMEHSLITHC
b
MPOU3BOIUT
eaeM mpu
MPOCKTUPOB
aHuu u
MIPOU3BOJICTB
e
METUITTHCKO
ro maenus (
C yKa3aHHEM
HAanMCHOBAH
u s "
0003HaYEeHUS
CTaHIAPTOB)

Caenenus o
COOTBETCTBH
u
METUITTHCKO
ro HM3JeNHs
O0mum
TpeboBaHUA
M
0e3ormacHoCT
u i

3¢ dexkTrBHO
CTH
MEIUIIMHCKH
X M3ICIHUH,
TpeboBaHuUA
M K HUX
MapKHPOBKE
u
SKCILTyaTanu
OHHOH
JIOKyMEHTAI]
WU Ha HUX,
YTBEPKIACHH
ple Pemenue
M Cosera
EBpazuiicko
71
SKOHOMHUYEC

MIPOU3BOTUT
eIst)

3aBepsieTcs
IIPOU3BOJUT
eneMm (
YHOJHOMOYE
HHBIM
IpeicTaBUTe
a1eM
IIPOU3BOJUT
est)

3aBepseTcs
MPOU3BOIUT
eneMm (
YIIOJIHOMOYE
HHBIM

npecTaBuTe
a1eM



17.

18.

KoH
KOMHCCHH OT
12 despans
2016 r. Ne
27 (manee —
Ob6mue
TpeOoBaHMS)
, c
NPUIIOKEHHE
M
JOKYMEHTOB,
CCBhIJIKM Ha
KOTOpbIE
UMEIOTCS B
YKa3aHHBIX
CBEICHHSX

JloxyMeHT,
yCTaHaBJIMBa
1001187871
TpeOOoBaHUS
K

TEXHUYECKH +

M
XapaKTEpUCT
HKaM

M€ IUIIUHCKO
TO W3S

IIpoTokoJbl
TEXHUYCCKHU
X
HUCTIBITAHUMH,
MIPOBEICHHBI
X B ILEIIX
JI0Ka3aTelbC
TBa
COOTBETCTBH
oI
MEJIUIIMTHCKO
ro HU3JENHs
O0mum
TpeboBaHUs
M,
MIPOTPaMMBI
HUCIBITaHUH
00 KOIHHU
YKa3aHHBIX

+

(3a

HUCKIIFOUCHUC r

M pEeareHTOB,
HabopoB
peareHToB,
KOHTPOJIbHBI
X
MaTepHaoB,
KammuopaTop
0B,
MPOMBIBAIOII
0 X

MIPOU3BOTUT
eIst)

3aBepsieTcs
MIPOU3BOTUT
elIeM (
YIOJHOMOYE
HHBIM
MPeICTaBUTE
aTem
MIPOU3BOTUT
eIst)

Konuun
IIPOTOKOJIOB
3aBEpSIIOTCS
UCTIBITAaTENb
HOH
nabopatopue
it (IeHTpoMm)
uiIu B
COOTBETCTBH
U C HOpMaMHu
3aBEpPEHMUS,
YCTaHOBJICH
HBIMH
3aKOHO/ATEN
BCTBOM
pedepenTHo
o
rocyzapcTaa
5

KOMUHU
porpamMmm
3aBepsIIOTCS
UCTIBITATENb
HO#
nmabopaTopue
it (IeHTpom)
HITH



19.

20.

JIOKyMEHTOB
n  (uam)
JIOKYMEHTBI,
cozepxalue
JI0Ka3aTesbe
TBa MEPBOU
CTOPOHBI

OTueT 1O
OIl€HKE
Ouonoruuec
KOTO
NEeUCTBUS
MEIUIITHCKO
TO U3JCITUS
(npwm
HEO0X0IMMO
CTH)

IIpoToxkoJbl
HCCIIEI0OBAaH
uu (
UCTIBITAHU)
10 OILIEHKE
Ouosornuec
KOTO
NEeUCTBUS
MEIUIMHCKO
To U3Jenus,
MPOBE/ICHHBI
X B ILeNsIX
JIOKa3aTeJbe
TBaA
COOTBETCTBU
o
MEIUIMHCKO
ro H3Jenus
Ob6mum
TpeboBaHUs
M (mpm
HEOOXO0IMMO
cTH),
MPOTrpaMMBbl
HCCIIeI0BaH
uu (
WCTIBITAHUH )

+

paCcTBOpPOB U NPOU3BOAUT
NUTATCIBbHBI €JICM (

X cpen)

YHOJHOMOYE
HHBIM
MpEICTaBUTE
a1eM
MIPOU3BOJUT
eIs);
JIOKYMEHTBI,
coJeprkamme
JIOKa3aTeNnbe
TBa IEpBOMU
CTOpOHBI,
3aBepATCA
MPOU3BOJUT
eneM

3aBepsieTcs
MIPOU3BOIUT
elnem (
YIIOJIHOMOYE
HHBIM
MIpEeICTaBHUTE
qTeM
MIPOU3BOUT
eJst)

KOTUH
IIPOTOKOJIOB
U TporpaMm
3aBePAIOTCS
UCTIBITATENb
HOMH
nabopaTtopue
it (ueHTpom)
U B
COOTBETCTBH
U C HOpMaMH
3aBepeHus,
yCTaHOBIIEH
HBIMH
3aKOHOJATEN
BCTBOM
pedepeHTHo



21.

22.

23.

100 KOIIMHU
YKa3aHHBIX
JIOKYMEHTOB

OTtyer o
KJIMHUYECKO
M
JIOKa3aTelhe
TBE

3 hexkTuBHO
CTH n
0e3ormacHoCT
"
MEUIITHCKO
o H3IeNHs
nmubo ero
Konusa

OTuer o
KITMHIYECKO
M
WCIIBITAHUN (
UCCIIeIOBaH
uu)
MEIUIMHCKO
T0 M3IeIus
WIA OTYET O
KIIMHUKO-JIa
6opaTtopHOM
UCTIBITAaHUU (
HCCIIeI0BAaH
uu)
MEIUIIMHCKO
T0 HM3IeNns
g
JIMarHOCTHK
u in vitro (
aubo ero
KOITHST)

OTtuer 00
aHanuse
PUCKOB U
YOpaBICHAN
uMH 1100
€ro KOITHs

Janubie o
JIEKapCTBEHH
Bl X
CpeacTBax B
cocTaBe

r o
rocyaapcTBa

KOTHS
oT4yera
3aBepsieTcs
IIPOU3BOJUT
eneM (
YHOJIHOMOYE
HHBIM
IIpecTaBUTe
1eM
IIPOU3BOJUT
est)

KOTH S
oTr4yera
3aBepsieTCs
MEIMIIMHCKO
i
opraHusanue
W unm B
COOTBETCTBU
U C HOpMaMH
3aBEPCHHUS,
YCTaHOBIICH
HBIMH
3aKOHO/ATEN
BCTBOM
pedepeHTHO
r o
rocyapcTBa

KOMHus
oTyeTa
3aBepsieTcs
MIPOU3BOTUT
eleM (
YIOJHOMOYE
HHBIM
MpeICTaBUTE
aTem
MIPOU3BOTUT
eIst)



24.

25.

26.

M€ IUIIMHCKO
ro manenus (
cocTas
JIeKapCTBEHH
Oro CpeacTBa
, KOJIMYECTBO
, JAHHBIE O
COBMECTHUMO
CTH
JIeKapCTBEHH
Oro CpeacTBa
c
MEIULIMHCKH
M H3ICIHEM,
perucTpaium
JIeKapCTBEHH
OT0 CpelCTBa
B CTpaHe
MPOU3BOUT
eIs)

Janabsie o
Omonoruuec
KoH
6e3omacHoOCT
nu (mopwu
HAJTNYHN)

Hanusle o
nporenype
CTEPHIN3ALU
U, BKJIIOYast
nHpOpMaLu
10 0
BaJIM AU
mporecca,
pe3yIabTaTHI
TECTUPOBAHU
A H a
coJiepKaHue
MHUKpPOOpPTaH
U3MOB (
CTENEeHb
6uonoruuec
KOW
Harpy3Kn),
MUPOTEeHHOC
TH,
CTEPHUIBHOCT
nu (mpwu
HEOOXO0IUMO
cTH) ¢
yKazaHueM

3aBepseTCs
MIPOU3BOTUT
eneM (
YIHOJIHOMOYE
HHBIM
MPEICTaBUTE
aTem
MIPOU3BOTUT
eIIst)

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

3aBepsieTcs
MPOU3BOJIUT
eleM (
YIIOJIHOMOYE
HHBIM

MIPEICTABUTE
a1em



27.

28.

METO0B
MPOBEACHUS
HCIBITAaHUHA
W JTaHHBIC O
BaJTHIalNH
YHaKoBKU  (
T4
CTCPHITBHBIX
W3]ICITHIA)

Wudopmarnu
s 0
CICIHATEHO
M
MPOrpaMMHO
M
obecrieyeHn
nu (nopmu
HaJIUYUH):
CBEICHUS
MIPOU3BOIUT
enst o
BaJTUAAITHH
MIPOrPaMMHO
r o
obecrieueHus

OTtuer 00
HCCIIeq0BaH
niax
CTaOMIIBHOCT
u 1ubo ero
korus (B
ciyyae
MPEACTaBIICH
g OTHETA Ha
WHOCTPaHHO
M SI3BIKE C
MePEeBOIOM
Ha pycCKui
SI3 BI K
pe3yabTaToB
U BBIBOJOB
HCcCIe0BaH
u) — 1
H3JICITNH,
HMETOIINX
CPOK
XpaHeHUs

DKcIutyarail
HOHHBIN
TOKYMEHT
U U
WHCTPYKIIHSI
o o

MIPOU3BOTUT
eIst)

3aBepsieTcs
IIPOU3BOJUT
eneMm (
YHOJHOMOYE
HHBIM
IpeicTaBUTe
a1eM
IIPOU3BOJUT
est)

KOTUs
oT4yeTa
3aBepsieTcs
MPOU3BOJIUT
eleM (
YIIOJIHOMOYE
HHBIM
MIPEICTABUTE
a1em
MPOU3BOJIUT
ens),
OpHUTHHAI
MTOJITUCHIBAE
TCH
MIPOU3BOTUT
enem



29.

30.

MPUMCHEHHU
10
MEIUIITHCKO
o H3IeNHs
Ha PYCCKOM
SI3bIKE H
TOCy/IapCTBE
HHBIX
SI3BIKAX
roCy1apcTB-
4JeHOB (MpHU
HEOOXOIMMO
CTH).
DKcIutyarail
HOHHBII
JIOKYMEHT
AW
HHCTPYKIMS
m o
MPUMEHEHHU
10
MEUITHCKO
o H3IeNHs
H a
rocy1apcTae
HHBIX
SI3BIKAX
rocyIapcTB
MpU3HAHUS
MOJXKET
MPEACTABIIAT
bCSL TIOCTE
(hopmupoBaH
n
MTOJIOXKHUTEID
HOTO
AKCIEPTHOTO
3aKTIOYCHHS

PykoBoncts
0 I o
CEPBHUCHOMY
obcmyXuBaH
HI0O — B
ciaydae
OTCYTCTBUS
IaHHBIX B
SKCILTyaTanu
OHHOH
JIOKYMEHTAI[
15041

(npmu
HAJTNIHH).
Janublit
JIOKYMEHT Ha

3aBepseTcs
MIPOU3BOUT
elnem (
YIIOJIHOMOYE
HHBIM
MIpPEeICTaBUTE
qTeM
MIPOU3BOIUT
eJst)

3aBepsieTcs
MIPOU3BOUT
elnem (
YIIOJIHOMOYE
HHBIM



31.

32.

rocyapcTBe
H H BI X
SA3BIKAX
rOCyZapcTB
MpU3HAHUS
MOXET
MPEACTaBIST
bCA TIOCTIE
(hopmupoBaH
u 1
HIOJIOKHUTEIh
HOTO
9KCIEPTHOTO
3aKJTIOYCHUS

Otuer o
pe3ynbTrarax
HWHCIEKTHPO
BaHUSI
MPOU3BOJCTB
a
MEIUIMHCKO
ro H3Jenus
160 ero
Komus (Tpu
HaJIN4HN)

ITnan cbopa
M aHalu3a
JAaHHBIX TI0
0e30IMacHOCT
nu nu
3¢ PeKTHBHO
CTH
METUITTHCKH
X U3AeNui
H a
MOCTITPOIAK
HOM JTare

JIOKyMEHTBHI,
MOITBEPKAA
IO H e
pe3yabTaThl
HUCIBITaHUH
MEIUIIMHCKH
X W3JICTHN B
menssx
YTBEPKACHU

MIPEICTABUTE
a1em
MPOU3BOIUT
eJ1s1)

KOMUS
oTyeTa
3aBepseTcs
HUHCTIEKTUDPY
O 111 € 1
OpraHu3anue
H wuim
MIPOU3BOUT
elnem (
YIOJHOMOYE
HHBIM
MIPEICTaBUTE
TIeM
MIPOU3BOIUT
eIst)

3aBepseTCs
MIPOU3BOJIUT
erneM (
YIOJIHOMOYE
HHBIM
npecTaBuTe
q1em
MIPOU3BOJIUT
eIst)

KONUH
JIOKYMEHTOB
3aBepSIIOTCS
opraHuzanue

n o,



33.

34.

s TUIa
CpencTB
MU3MEpEeHui
(B
OTHOLUEHUU
MEIULMHCKU
X HW3JeNuH,
BKJTFOYEHHBI
X B IIEpEUYEHb
BUJOB
MEIULIMHCKU
X H3ICIUMH,
MOAJIeKAITH
X
OTHECEHUIO
npu ux
perucrpanuu
K cpeacTBam
HU3MEPEHUI,
YTBEPKJICHH
bl Pemenue
M CoseTta
EBpasuiicko
i
SKOHOMUYEC
K 0 i
KOMHUCCHU OT
12 ¢espans
2016 1. Ne
42), mubo ux
KOIIUU

dotorpaduu
eckue
n300pakeHn
s o0mero
BUAA
MEIUIIMHCKO

+

0 U3CiuAa u n

MPUHAIICKH
octeit (mpu
Hamnuun) (
pasmep He
Menee 180
MM X 240 MM

)

JloKyMEHTBHI,
MOATBEPXKIa
oI e
Ka4ecTBO
JIeKapCTBEHH
OTO CpeJICTBa
)
6uonoruuec
KOT O

YHOJHOMOYE
HHOU (
HOTHDUITUPO
BaHHOW) B
COOTBETCTBU
u c
3aKOHO/ATEN
BCTBOM
rocyaapcTaa
-4JIeHa Ha
IIPOBEJICHNE
HUCTIBITAaHUN
CpeacTB
U3MEpEeHHH,
nuiu B
COOTBETCTBH
U C HOpMaMHu
3aBepeHMsl,
YCTaHOBJIEH
HBIMH
3aKOHOAATEI
BCTBOM
pedepenTHo
r o
rocyaapcTsa

3aBepSIIOTCS
MIPOU3BOTUT
ermeM (
YIOJIHOMOYE
HHBIM
MPEICTaBUTE
a1eMm
MIPOU3BOTUT
eIIst)



35.

MaTepuaia u
HHBIX
BEILIECTB,
KOTOpEIE
BXOIAT B
cocTaB
METUITTHCKO
T0 M3ACTUA U
KOHTaKTUDPY
0T ¢
OpraHu3MOM
YeJI0BeKa B
COOTBETCTBH
u c
Ha3HaYE€HUE
M
MEIUIITHCKO
ro U3JeIus,
a TaKXe
npeaHa3Haue
HEBI IS

NnpuMeHenus +

TONBKO €
y4eToM
Ha3HaYEHHUs
MEIUIIUHCKO
T0 U3JEIHS,
oTmpeseicHH
oT 0
MPOU3BOIUT
eneM, H
BEIZIAHHEBIE B
COOTBETCTBH
" c
3aKOHOJATEN
ECTBOM
CTpaHbI
MIPOUCXOXKIE
HU A
JICKApCTBECHH
Oro CpeJICTBa
)
Oouororuyuec
KOTO
MaTepuana u
HHOTO
BEIIECTBa,
1ubo ux
koruu (110
MPUMEHUMOC
TH)

KOMUH
JTOKYMEHTOB
3aBePAIOTCA
MIPOU3BOIUT
elnem (
yIOJIHOMOYE
HHBIM
MIPEICTaBUTE
TeM
MIPOU3BOIUT
eJ1s1)

KOIINH
JOKYMCHTOB



3aBCPSAIOTCA

Unwie HPOM3BOIUT
JIOKYMEHTBHI, eneM (
36. MpegocTaBiIe + + + YIOJTHOMOYE
HHBIE HHBIM
3asBUTENEM IpecTaBUTe
TeM
MIPOU3BOJIUT
eIIst)
3aBepseTCs
Onucsy (B MIPOU3BOJIUT
ciaydae elem (
nogadu YIOJITHOMOYE
37. peructpanuo + + + HHBIM
HHOTO JOChE MIpEeICTaBUTE
B OyMa)kKHOM 1eM
BUJIE) MPOU3BOJUT
eIs)
MMPUJIOXKEHHUE Ne 5
k [IpaBuiaM peructpanuu U SKCIEPTU3HI
0e30MacHOCTH, KauecTBa U
3¢ HeKTUBHOCTH
MEIUIMHCKUX M3ICITHA
OKCIIEPTHOE 3AKJIIOYEHUE

00 omeHke 6e30macHOCTH, KadecTBa U 3)(HEKTUBHOCTH MEAUIIMHCKOTO U3/ISIIUA

(HaMMEHOBaHUE YMOJHOMOYEHHOIO OpraHa (SKCIEPTHOW opraHuzanuu) pedhepeHTHOTO

rocyJ1apcTBa)
YTBEPXKJIAIO

(®. U. O. pykoBoauTens
YIIOJIHOMOYEHHOT'0 OpraHa
(3KCIIepTHOM OpraHU3aIin), HOAMUCH,

reyaTh)
non 20 .
SKCIIEPTHOE 3AKJIIOYEHUE
00 oneHke 6e30macHOCTH, KadecTBa U 3)(HEKTUBHOCTH MEAUIIMHCKOTO U3ZEIHA
Ne or" " 20 1.

1. O6mue cBeieHus 0 METUIIMHCKOM U3/ICITHU:
a) HOMEp U JaTa PEerucTpalu 3asABICHUN O MPOBEISHUH IKCIEPTU3BI MEIUITMHCKOTO
W3JICNIUS ¥ O IPOBEICHUH PETUCTPALUA MEAUITUHCKOTO U3IEIHS;
0) HAaMMEHOBAaHKUE MEIUITMHCKOTO U3ICIINS;
B) ITPOU3BOJIUTENIb MEIUIIUHCKOTO U3/ICIUs, CTPAHA;
') IPOU3BOACTBEHHA TUIOMIAAKA (TIOMIAIKH ), CTpaHa;



1) YIIOJTHOMOYEHHBIN MpeICTaBUTENb TPOU3BOANUTENS (IIPU HATTUYMH);
€) 00J1acTh MPUMEHEHHUS U HA3HAUCHUE;

) BHUJ MEIULMHCKOTO W3JEIUs B COOTBETCTBUU C HOMEHKJIATYPOU MEIULIMHCKUX
uznienuit EBpa3suiickoro 3KOHOMHUYECKOTO CO03a, MpaBuiia BEACHUSI KOTOPOUM yTBEPKIEHbI
Pemenunem Komnernn EBpazuiickoil 5koHOMUYeCKON kKomuccuu ot 29 nekadbps 2015 r. Ne 177
5

3) KJIaCC NOTEHIMAIBHOIO PUCKA TPUMEHEHUSI METULIMHCKOTO U3/1EIHUs;

M) COCTaB MEIUIIMHCKOTO HM3Aeius (MoAeiau (MapKu) MEIUIIMHCKOTO M3aAenus (Ipu

HaJIM4YuM)) U TPUHAIJICKHOCTEN K HeMy (ITPU HAJTUMYKH);
K) OCHOBHbBIE TEXHUUYECKHE XapPaKTEPUCTUKU MEAUIMHCKOTO M3Aenus (Moaenu (MapKu,
TUTIA) MEAUIITHCKOTO U3Ienus (IIPU HAJTUYIUN)).
2. Pe3ynbTathl SKCTIEPTU3bI O€30MaCHOCTH, KauecTBa U 3P(HEKTUBHOCTH METUIIUTHCKOTO
u3zienus (1Mo MPUMEHUMOCTH):
a) OLIEHKA NMPAaBUJILHOCTH OTHECEHUS U3/EIINS K MEIULIMHCKUM U3JIETUSM;

0) OlIEHKa COOTBETCTBUSI YKAa3aHHOTO 3asBUTEJEM Kjacca MOTEHIHMAIBHOTO PHUCKA
MPUMEHEHUS MEJULMUHCKOIO W3JeNHs B COOTBEeTcTBUU C IIpaBunamu kiaccupukanuu
MEIULUMHCKUX HW3JEJIUil B 3aBUCHUMOCTH OT MOTEHIMAJIBHOIO pPHUCKA MPUMEHEHHS,
yTBepkaeHHbIMU Pemennem Komuternn EBpa3zuiickoil S5KOHOMHYECKOW KOMHMCCHH OT 22
nekadbps 2015 . Ne 173;

B) OLIEHKa MPAaBUJIBHOCTH OTHECEHMS] MEIUIIMHCKOrOo u3enus (Mojeneid (Mapok)
MEIULMHCKOTO U3/IeNusl) K ONPEACIIEHHOMY BUY MEIULMHCKUX U3AEJIUA B COOTBETCTBHH C
HOMEHKJIATypOl MEIMIIMHCKUX H31enuii EBpa3suiickoro SKOHOMHUYECKOr0 COK03a, MpaBuia
BeACHUsI KOTOpou yTBepxkAeHbl Pemenmem Kosutermm EBpasuiickoli 3KOHOMHUYECKOU
komuccuu oT 29 nexadbps 2015 r. Ne 177;

I') OI[EHKAa COOTBETCTBUSI MOJieNiel (MapoK) MEIUIIMHCKOTO u3/enus (Mpu HaJU4YuH),
BKJIFOUAEMBIX B OJIHO PETUCTPALIMOHHOE YJIOCTOBEPEHUE, KPUTEPHUSM, YCTaHOBICHHBIM
nyHkToMm 19 IlpaBui peructpauuu 1 3KCNepTU3bl 0€30MaCHOCTH, KauecTBa U 3P(HEKTUBHOCTH
MEIUIIMHCKUX u3eNuil, yrBepxkaeHHbIX Pemennem CoBeta EBpazuiickoil SJKOHOMHUYECKOU
komuccuu ot 12 deBpains 2016 1. Ne 46;

J1) aHaJl3 U OLEHKA JI0KA3aTeJbHbIX JOKYMEHTOB (MaTEpHAlOB), MOATBEPKIAIOIINX
COOTBETCTBUE MEAHUIMHCKOro wu3aenus OOmumM TpeOoBaHUAM O€30MacHOCTH W
3(pPEeKTUBHOCTH MEIMIMHCKUX HU3JeIHi, TpeOOBaHUAM K HUX MapKUpPOBKE W
AKCIUTYaTallMOHHOW IOKYMEHTAllM1 Ha HUX, yTBepkIAeHHbIM Pemenuem Cosera EBpa3uiickoil
sKOHOMMYECKOoi komuccuu ot 12 deBpans 2016 r. Ne 27 (nanee — O61ue TpeOoBanus):

aHaJIU3 MPEICTABICHHBIX MPOU3BOJUTENIEM CBEACHUN O COOTBETCTBUU MEIULIMHCKOTO
uznenuss OO6muM TpeOOBaHMSAM, B TOM YHUCJE aHAINU3 MPABWIHLHOCTU HIECHTHU(PUKAIUU
nosioxkeHuit O0mux TpeOoBaHU, IPUMEHUMBIX K METULUHCKOMY U3JIETIHIO;

OLIEHKA COOTBETCTBHUS IPOTOKOJOB TEXHUYECKUX HCIBITAHWUM, BBIAAHHBIX
YIIOJTHOMOYEHHBIMHM OpTraHu3anusamu, [IpaBuiiam mpoBeneHUsS TEXHUUYECKUX MCHBITAaHUU



MEAUIIMHCKUX U3Aenui, yrBepxkaeHHbIM Pemennem CoBeta EBpa3zuiickoil 5KOHOMHYECKOM
koMuccuu ot 12 deBpans 2016 r. Ne 28;

OIIEHKa COOTBETCTBHUSI MPOTOKOJIOB MCCIENOBAaHUN (UCMBITAHUN) C LEIbIO0 OLIEHKH
OMOJIOTUYECKOTO JEUCTBUS MEAMIIMHCKUX W3JIeJINI, BBIJAHHBIX YIOJHOMOYEHHBIMU
opranuzainusamu, lIpaBuiam mpoBeneHHsT UCCIEIOBAHUN (UCMBITAHUN) C IIEIBI0O OLICHKU
OMOJIOTMYECKOTO JEHCTBHUS MEIUIMHCKUX M3Jeiui, yTBepkJIeHHbIM Pemennem CoBeta
EBpa3uiickoii s3xoHOMUYECKON Komuccuu oT 16 mast 2016 r. Ne 38;

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

aHallu3 OTYETa O KJIMHUYECKOM J0Ka3aTeibCTBE 3(PHEKTUBHOCTH M OE30MaCHOCTH
MEJIUIMHCKOTO H3JeNus (MPOBOIUTCS Jisl TOATBEPKACHUS OOOCHOBAHHOCTH BBIOOpA
METOJIOB J10Ka3aTelbCTBa KIMHUYECKOU 3((PEKTUBHOCTU M OE30MACHOCTH MEIUIIMHCKOTO
M3JEenus, BaJIUJAHOCTH JIAHHBIX, HCIIOJb3YEMbIX ISl J0Ka3aTelbCTBA KIMHHUYECKOMN
adexTuBHOCTH M 0€30MaCHOCTU MEIUIIMHCKOTO H3JEeIus, a TakKe OO0OOCHOBAaHHOCTH
3aKITIOYCHHUST O KIMHUYECKOW 3(h(HEKTUBHOCTH U OE30MACHOCTH IS BCEX 3asBICHHBIX
MOKa3aHUM K MPUMEHEHHIO C YYETOM HAJIMYUS WIM OTCYTCTBHUS IPOTUBOIIOKA3aHUI);

OIICHKA COOTBETCTBUS OTUETOB O KIIMHUYECKUX (KIMHUKO-Ta00PATOPHBIX) UCTIHITAHUAX (
UCCIIEIOBAHUAX) MEIUUMHCKUX wu3Aenui IlpaBuiiam mnpoBeaeHUS KIMHUYECKUX U
KJIMHUKO-JIA0OPATOPHBIX  UCHBITAHUM  (MCCIEAOBAHUM) MEIMIIMHCKUX  HU3JEIHH,
yTBepxkaeHHbM Pemennem CoBera EBpasuiickoit skoHoMudeckoit komuccuu ot 12 deBpans
2016 1. Ne 29;

aHaJIu3 BAJITUAHOCTH JI0KA3aTeNIbCTB MEPBOM CTOPOHBI (IIPU HAJTMYUM) JJIsl HOATBEPKICHUS
COOTBETCTBHUSI MeEAUIMHCKOrO wu3aenus OOmuM TpeOOBaHUSIM C Y4Ye€TOM KJjacca
MOTEHIMAIBHOTO PUCKA TPUMEHEHUSI MEIUIIUHCKOTO M3AeNus (JJIsI MEJUIUMHCKUX W3AEIHI
KJIACCOB MOTEHIMAIBHOTO pUcKa MpuMeHeHus: 20 U 3 K J10Ka3aTeIbCTBAM MEPBOM CTOPOHBI
JIOJKHBI TIPUJIAraThCsl MporpaMMa UCIbITaHUM (MccieoBanmii) 1 000CHOBaHUE BBIOPAHHBIX
METOJIOB);

aHAJIN3 CTAaHJAPTOB, MPUMEHSEMBIX MPOU3BOJAUTENIEM MPU MPOCKTUPOBAHUU U
MIPOU3BOJICTBE MEIUIIUHCKOTO U3EIHS;

aHanu3 0e30MacHOCTH U 3(PPEKTUBHOCTU JIEKAPCTBEHHOTO CPEJACTBA B COCTaBE
MEUIIMHCKOTO HW3JENUs, €ro BIMSHUSA Ha (YyHKIMOHAIBHOCTh MEIMIIMHCKOTO H3ICIHS,
COBMECTUMOCTHU JIEKAPCTBEHHOT'O CPEJICTBA C MEIUIMHCKUM H3JeNIHeM (32 HCKIIOYEHUEM
MEIUIUHCKUX U3JEIUI JUIsl JUarHOCTUKU 1N Vitro). JIekapcTBEHHOE CPEACTBO JOJIKHO OBITH
3apETUCTPUPOBAHO M pPa3pelIeHO0 K MPUMEHEHHUI0 B TOCYJAapCTBE — IMPOU3BOJUTEIE
JIEKapCTBEHHOI'O CPEJICTBRA;



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



3aBHCHUMOCTH OT MOTEHIMAIbHOTO PUCKA UX IPUMEHEHMUs], yTBepKAeHHbIM Perennem CoBera
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
MEHE/PKMEHTa KaueCcTBa MIPOU3BOUTENIS, U CBEICHUN 0 cepTUduKaTax (HOMep, JaTa BblauH,
CPOK JeHCTBUSl cepTU(UKaTa, HAMMEHOBAaHUE M CBEJCHHMS 00 aKKpeAuTallMd OpraHa Io
cepTu(UKaINN);

3) TMOATBEPKJEHHUE OOOCHOBAHHOCTU YKa3aHUsI MPOU3BOIACTBEHHBIX IJIOMIAT0K
PErHCTPUPYEMOTr0 METULIMHCKOTO U3/ENHS;

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;

J) aHaJIU3 MPEJCTaBICHHBIX MPOU3BOAUTENEM CBEJICHUN O HAJIMYUU WIH 00 OTCYTCTBUU
COOOIIEHUI O HEXeNaTeNbHBIX COOBITUSX W (MJIM) HECUACTHBIX CiIyyasX, CBSI3aHHBIX C
MCIIOJIb30BAHUEM MEJIULHUHCKOTO HU3JEIHs, OT3hIBaX C PbIHKA MEIUIMHCKOTO HU3JETus,
yBEIOMJIEHUN MO 0€30MaCHOCTH MEIUIMHCKOTO H3JEeusl, MOJXO0J0B K PEIICHUI0 TaKUX
npobjieM TPOU3BOAUTEIEM TMPU UX BO3HUKHOBEHHH, OINUCAHUS MPEANPHUHSITHIX
KOPPEKTUPYIOIINX JIEUCTBUH, a TaK)Ke€ aHAJIU3 COOTHOUIEHUS YPOBHS MPOAAXK, KOJIUYECTBA
HECYACTHBIX CJIy4aeB U OT3bIBOB MEIUIIMHCKOTO U3JENHS U3 OOpaIleHHUS;

M) aHaju3 MaHa cOopa JaHHBIX MO 0€30MacHOCTU U 3DPEKTUBHOCTH METUIIUHCKOTO
M3JIeTUs Ha TIOCTIIPOIAKHOM JTarle.

3. OOmiee 3aKiI0YeHUE O TOATBEPKACHUH (HEMOATBEPKICHNN) O€30MaCHOCTH, KaueCcTBa
1 3(()EKTUBHOCTH MEAUIIMHCKOTO U3/1EHUs, PEKOMEHIAIUS O BO3MOKHOCTU (HEBO3MOKHOCTH
) PETUCTPALIMHM METULIMHCKOTO U3ENHSL.

OO0 OTBETCTBEHHOCTU 3a JOCTOBEPHOCTb CBEJCHUM, M3JIOKEHHBIX B SKCIEPTHOM
3aKJII0YEHUH 00 OLleHKe 0€30MacHOCTH, KauecTBa U 3P (HEKTUBHOCTH METULIMHCKOTO U3/ENHS,
peyIPEsK/ICH.

(D. 1.
O. sKkcmepTa, JODKHOCTH, yUeHas CTeleHb (3BaHHe) (
TIPY HAJIMYHWH))

(moamnuce)

MMPUJIOXEHUE Ne 6
k [IpaBuiaM perucTpamuy U SKCIePTU3bI
0€e301acHOCTH, KaYeCTBa U
3 HEKTHBHOCTH
MEIUIIUHCKUX M3IeTui



3AKJIIOYEHUE

O TIOATBEPIKACHUH COTTIACOBAHUA (HECOTIaCOBAaHKA) YKCIIEPTHOTO 3aKII0YCHHAS IO pe3yIbTaTaM
3KCIEepTU3H 6€30MacHOCTH, Ka9ecTBa U 3 (EKTUBHOCTH MEAUIMHCKOTO M3/EIHI rOCy/JapCTBa —
gieHa EBpasuiickoro 3k0HOMHIECKOT0 COI03a, OCYIIECTBIIOMIEr0 PErHCTPAIMIO MEHI[HHCKOTO
A3AEIIA

(HauMeHOBaHUE YIOJTHOMOYEHHOTO OpraHa (dKCIEPTHOW OpraHu3aliu) TocyaapcTBa

MPU3HAHUSA)
VTBEPKJIAIO

(®. 1. O. pykoBoguTens
YIIOJHOMOYEHHOTO OpraHa
(3KCnepTHOM OpraHu3aIyn), HOAIHUCH,
eyaTh)

"o 20 .

3AKJIIOYEHUE

0 IOATBEPKICHUH COTTIaCOBaHUA (HECOTTIACOBAHAA) SKCIIEPTHOTO 3aK/II09EHAA TOCyJapCTBa —
geHa EBpasuifckoro 5JKOHOMHIECKOTO COI03a, OCYIIECTBIIAIOMIETO PETHCTPAIIHIO MEIUIIHHCKOTO
H3MIEIHs, TI0 pe3yIbTaTaM 3KCIePTH3HI 0€30MacHOCTH, kKadecTBa U 3()()eKTHBHOCTH MEIUIIHHCKOTO
H3eIIHs

Ne or" " 20 r.

1. HaumeHoBaHUE yIOJIHOMOUYEHHOTO OopraHa (3KCIEePTHOW opraHu3allii) rocy1apcTa —
yieHa EBpa3uiickoro 5»KOHOMHYECKOTO COI03a, OCYIIECTBISIONIETO PETUCTPAILUI0
MEIUITMHCKOTO u3nenus (nanee — peepeHTHOE roCyIapCTBO).

2. Jlata pa3menieHHus] HKCHEPTHOrO 3aKIIOUYECHUS B MH(OPMAIMOHHOW CHCTEME
YIOJIHOMOYEHHOTO OpraHa (3KCINEPTHON OpraHu3aiuu) peepeHTHOr0 rocy/1apcTBa.

3. Homep skcnepTHOro 3aKII0YCHUS.

4. HanmeHOBaHHE METUIIMHCKOTO U3/ (C YKa3aHUEM MOJICNIH (MapKH) MEIUIIMHCKOTO
W3JIeNINSI, €€ COCTaBa U MPUHAIC)KHOCTEH ).

5. IlpousBouTeNlb MEIUIIMHCKOTO M3AENUS (ITOJHOE U COKpPAIlCHHOE HAaMMEHOBAHUS,
OpraHM3allMOHHO-TIpaBoBasg (opMa OPUIUYECKOrO JIMIA, MECTO HaXOXJeHHsS (alpec
IOPUANYECKOTO JIUIAa, MECTO >KUTENbCTBA (PU3UUYECKOIO JIMIA, 3aPErUCTPUPOBAHHOIO B
KayeCTBE MHIUBUYAILHOTO MIPEANPUHUMATETIS)).

6. Ilpous3BojACTBEHHBIE MJIOMAAKA (MOJTHOE U COKpAIIEHHOE HaWMMEHOBaHUS,
OpraHu3alMOHHO-TIPAaBOBas PopMa IOPUIUIECKOTO JINIIA, (DAKTUIECKUHN aapec).
7. YNOJTHOMOYEHHBIH MPENCTABUTENb MPOU3BOAUTENS (IMOJHOE M COKpAILEHHOE
HAaWMEHOBAHUS, OPTaHU3AIMOHHO-TIPaBOBask (popMa IOPUIUIECKOTO JHUIA, MECTO HAXOXKICHUS



(azmpec PUIUIECKOTO JIUIA, MECTO )KUTEIBCTBA (PU3UYECKOTO JINLA, 3aPETUCTPUPOBAHHOTO B
KaueCTBE MHMBU]IyaIbHOTO MPEANpUHUMATENIA)) (PU HATUYHH).
8. 3asBUTEIIb.

9. AHanu3 mpeiCTaBICHHOrO YIOJIHOMOYEHHBIM OPraHOM (SKCIEPTHON OpraHu3alueil)
pedepeHTHOTO TOCyIapcTBa JKCIEPTHOTO 3aKIIOUCHUS MO pe3yibTaTaM SKCHEPTH3BI
0e3omacHOCTH, KauecTBa U 3((PEKTUBHOCTH MEAUIIMHCKOTO U3JENHs, @ TAK)KE COOTBETCTBUS
JOKYMEHTOB PErMCTPALIMOHHOTO J0ChE YCTAHOBJICHHBIM TPEOOBAHUSIM.

10. TloaTBepkieHNE MPABWIBHOCTU MEPEBOJA KCIUIyaTallMOHHOTO JOKYMEHTa WM
WHCTPYKIHMH TPUMEHECHHIO MEAHUIIMHCKOTO W3IENHs, PYKOBOJCTBA MO CEPBUCHOMY
00CITyKUBaHUIO, TEKCTa MAPKUPOBKU METUIIMHCKOTO M3/ENUs Ha TOCYAapCTBEHHBIN S3bIK B
COOTBETCTBUM C TpeOOBaHMIMHU 3aKOHOJATENbCTBA rocyJapcTBa — uieHa EBpasuiickoro
AKOHOMHYECKOTO COI03a (€CIM MPUMEHUMO).

11. Pe3ynbpTarhl sKcrepTu3bl (YKa3bIBAIOTCA BBIBOABI MO OTACIBHBIM acleKTam
AKCHEPTHOTO 3aKITIOUEHUS ).

12. BeiBon (yka3biBaeTcsi OOIIMII BBIBOJ, B CIydae HECOTJIACOBAHUS DKCIEPTHOTO
3aKJII0YEHUS] — ¢ 00OCHOBAHUEM MTPUYHH).

13. Cenenus 06 skcnieptax (. U. O., yuenas cremnens (3BaHue) (Mpu HATUYHUH), MECTO
paboOThI U JOJKHOCTB ).

OO0 OTBETCTBEHHOCTH 3a JOCTOBEPHOCTh CBEJICHUMN, M3JOKEHHBIX B 3aKJIIOUYEHUU O
MOJTBEPKICHUU COTJIACOBaHMSI (HECOTTIACOBAHUS) SKCIEPTHOIO 3aKIIOYEHUS peepeHTHOTO
rocyJlapCcTBa MO pe3yJibTaTaM JKCIEPTH3bl 0€30MacHOCTH, KadecTBa M 3(P(HEKTUBHOCTH
MEIUIIMHCKOTO U3JIETHs, TIPETyIPEK/ICH.

(®. U. O. sxcmepra) (Toamuch)
ITPUJIOXXEHUE Ne 7
k [IpaBuiaM perucTpamnuu 1 SKCIEPTU3BI
0e30MMacHOCTH, KauecTBa U
3¢ HeKTUBHOCTH
MEIUIMHCKUX M3/ISITHi
OOPMA

3afBJICHUSA O BHECCHMHM W3MCHEHHUH B PEruCTpaaOHHOEC JOCEE MCIUITMHCKOI'O M30€JIHA

B yrnonmHOMO4YEHHBIN OpraH
rocyJ1apcTBa — WICHA
EBpa3uiickoro 3kK0HOMHUYECKOT0 COr03a

(HamMeHoBaHUE pepepeHTHOTO TOCyAapCTBA)



(HauMeHOBaHUE TOCyJapcTBa (HAMMEHOBAHUSI TOCYAapCTB) IPU3HAHMS)

3ASBJIEHUE
0 BHECCHHH H3MCHCHHI B PETHCTPANlHOHHOE JOChE MEAMITHHCKOTO H3AEIHA

(momHOE M coKpalieHHoe (MIPU HAJTUYKUK), B TOM Yuciie GUpMEHHOE, HAMMEHOBAHHUS JIUIIA, OT
MMEHHU KOTOPOrO MPOU3BOJUTCS BHECEHUE M3MEHEHUH (ITPOU3BOIUTEINH (YIIOTHOMOYECHHBIHN
MIPEICTaBUTEIb MPOU3BOIUTENS ), OPraHU3AIMOHHO-TIPABOBas popMa IOPUIUIECKOTO JIUIIA)

HACTOSIIUM IMPOCUT BHECTH U3MEHEHHUS B PETUCTPALIMOHHOE JAOCHE MEIMIIMHCKOTO
153 (156

1. HaumenoBanue
MEIHUIIMHCKOTO U3ICIUS

2. [IpousBonuTens
MEIUIIMHCKOTO u3Aenus (
MOJIHOE U COKpAIllEHHOE
HaMMEHOBAHUS,
OpraHU3aIMOHHO-TIPABOBAS
dbopMa OPUIUIECKOTO
JIUIA, MECTO HaXOXIeHUS (
aZipec IOPUINIECKOTO JIHIa
N MECTO JXUTCJIIbCTBA
¢usnyeckoro  Juua,
3aperuCTPUPOBAHHOTO B
KadyecTBe
WHAUBUIYATBHOTO
MPEAIPUHIMATEIIS)

3. TIlpousBoJCTBEHHbIE
mromanka  (IMOJHOE
HaMMEHOBAaHHUE, a/Ipec)

4.  YNOJIHOMOYEHHBIH
npeaACTaBUTECIb
npousBoauTens (mpH
Hanu4yuu) (TonHOE U
COKpalieHHoe
HaWMEHOBaHUS,
OpraHU3aIMOHHO-TIPABOBAsI
dbopMa HOPHIUYECKOTO
JINIA, MECTO HAXOXKJICHUS (
aJipec IOPUINYECKOT0 JInIa
, MECTO J>KUTEIbCTBA
¢u3zugeckoro  JmIA,
3apEruCTPUPOBAHHOTO B
KayecTBe
HHUBHIYaJIbHOTO
OpeIIpHHAMATEIS )



5. Knacc moreHIHaIbHOTO
pucka  TpPHUMEHCHUS
MEIUIUHCKOTO U3IENHS

6. Kon BUAA
MEIUIIMHCKOTO u3aAenus (
COrJJaCHO HOMEHKJAType
MEJMIHMHCKUX H3ACIUi
EBpasuiickoro
9KOHOMHYECKOTO COI03a,
NpaBuia BEACHUS KOTOPOI
yTBepkKIeHbl Pemennem
Komnnerun EBpasuiickoii
SKOHOMHYECKON KOMUCCHH
ot 29 nexabps 2015 r. Ne
177)

7. Howmep
pEerucTpanuoOHHOT O
YyIOCTOBEPEHUS
MEAWIUHCKOTO W3JeNns
EBpa3zuiickoro
9KOHOMHUYECKOTO COI03a

8. CBeieHUs 0 JOKYMEHTax
,  TOJITBEPKIAIOIUX
omIaTy = MNPOUEAYpPHI
BHECEHUS HM3MEHEHUW B
pErHCTPalIOHHOE I0ChE B
pedepeHTHOM TOCYAapCTBE
u MpoIeaypsl
COTJlacOBaHUS
JKCHEPTHOTO 3aKIIFOYCHUS
B rOCyJapcTBaxX MPU3HAHUS
, @ TaK)Xe BbIJauH
PETUCTPALIMOHHOTO
yIOCTOBEPEHHUS
MEIUIIMHCKOTO U3JIeIHsI B
pedepeHTHOM TOoCyIapCcTBe
(pu HEOOXOAMMOCTH)

9. Cnoco0 mnonydeHus
yBeIOMJICHUH (pereHni)
OT YIOJIHOMOYEHHOTO
opraHa (PKcrepTHOH
OpTaHU3AINH)
pedepeHTHOTO
rocynapcraa

10. Cnoco6 nomyuyeHus
perucTpanoHHOTO
yIOCTOBEPEHHUS
MEAUIMHCKOTO M31enus U (
WIIN) TIPUIJIOKEHHS K HeMy (
B Cllydae €CIIi BHOCHMBIC

[
[

[
[

JIMYHO oA pOCHHUCH

3aKa3HbIM TIOYTOBBIM OTIPABICHUEM C YBEAOMIIEHHEM O
BpY4EHHUH

B 2JIeKTpOoHHOU (hopme (Tipu BbIOOpe naHHOTrO criocoba
HeoOX0AUMO yKa3aTb ajpec (azpeca) 3JICKTPOHHOH
ITOYTHI, Ha KOTOPBII ClIeAyeT HAllPaBUTh YBEIOMIICHUS )

B (hopMe BIIEKTPOHHOTO ITOKYMEHTa, MOIIHCAHHOTO
3JIEKTPOHHOM MOJMUCHIO

Ha 6yMa)KHOM HOCHUTCIIC
JIMYHO



W3MEHEHHUSI TOBJIEKYT
Ha OyMa)KHOM HOCHTEIE C

H3MCHCHHUEC .
OTHPaBKOM  3aKa3HBIM
PEeTHCTPAIIOHHOTO
IOYTOBBIM OTIIPABJICHUEM
YIOCTOBEPECHUS
D C YBEIOMIIEHHEM O
MCEIUITUHCKOT'O U3CIIUS U (
BpYUYEHUU

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

SKCITEPTHOE 3AKJIIOYEHUE
0 BO3MOXHOCTH (HEBO3MOXKHOCTH) BHECEHH H3MEHEHHH B PETHCTPAHOHHOE JOChE
MEMITHHCKOTO H3IEIAL




(HauMEHOBaHUE YMOJHOMOYEHHOTO oOpraHa (PKCIEPTHOW OpraHu3anuu) pedepeHTHOro

rocyJ1apcTBa)
VTBEPXKJIAIO

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

nevarp)
o 20 1.
SKCIIEPTHOE 3AKJIIOYEHUE
0 BO3SMOXHOCTH (HCBOBMO)I(HOCTH) BHECEHHA HW3MEHEHUH B PETHCTPATHOHHOC AOCHE
MCOUITHHCKOI'O U3OCIIHA
Ne or" " 20 T

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

OOPMA
3a4BJICHASA O BHECEHUH N3MEHEHUH B PETHCTPAITHOHHOC JOCHEC MCAUITUHCKOI'O U31CIINA B
YBCAOMHTCIIbHOM IOPSAOKE

B ynosHoMO4eHHBII Opran
rocy1apcTBa — 4jeHa
EBpa3uiickoro 5kKOHOMHUYECKOr0 COr3a

(HanmeHOBaHUE pedepeHTHOTO
TOCyIapCTBA)

3ASBJIEHUE
0 BHECEHMH M3MEHEHHI B PETECTPAMOHHOE JOCHE MEIUITUHCKOrO U3ENHS B YBEOMHUTEIHHOM
HOpAIKE

(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
3as4BJIICHHUA O BBIIAYC nyﬁnmca'ra PETUCTPATMOHHOI'0 YAOCTOBCPCHHUA MECIUITNHCKOI'O A30CIIHAA
B ynosHoMO4eHHBIN Oprasn

rocyAapcTBa — 4icHa
EBpa3uiickoro 5KOHOMUYECKOr0 COH3a

(manmeHOBaHUE pedepeHTHOTO
TOCyIapCTBa)

SASIBJIEHUE
0 BhIZja4e My0/IMKaTa PETHCTPAMOHHOrO yYJOCTOBEPEHHA 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
MCIHUIIMHCKOC U34CIINC

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)

SASIBJIEHUE
O IPOBE/ICHHH COTIACOBAHMS SKCIIEPTHOIO 3aKIIOYCHHA Ha 3aPETMCTPHPOBAHHOE METUIIMHCKOE
H3/ieHe

(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 JUIA IPOBEACHUA 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 eACTBUA (AaHHYIMPOBAaHMH) PETHCTPALIMOHHOTO YAOCTOBEPEHHUA
MEIUIAHCKOTO U3AEIAA

B ynonHomo4eHHbIH Opran

rOCyAapcTBa — WiICHA
EBpa3zuiickoro 3kK0OHOMHUYECKOr0 CO03a

(HaumeHoBaHME peepeHTHOTO
rocyaapcTBa)

3ASBJIEHUE
00 oTMeHe IeficTBHA (aHHYIHPOBAaHHH) PETHCTPAIIHOHHOTO YOCTOBEPEHHA MEIUIIMHCKOT'O
A3IeIHs

(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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