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PELLIEHUE COBETA EBPA3UNCKOIN SKOHOMUYECKO KOMHUCCUU
12 ¢espans 2016 r. Ne 46
r. MockBa

O IIpaBuiax perucTpanum U IKCNEPTU3bI 0€30IIACHOCTH,
KavyecTBa M 3P PeKTUBHOCTH MEeIUIIMHCKUX U3AeJTUH

Bcemynuno 6 cuny 6 mas 2017 200a

W3MeHeHus U AOMOJIHEHUS:

Pemenne CoBera EBpa3miickoil 3KOHOMHYECKOW KOMHUCCHUU OT 24 nekalps
2021 r. Ne 144 (OdunmanbHpii calT EBpa3wiickoro SKOHOMHUYECKOTO COH03a,
19.01.2022);

Pemienne CoBeta EBpa3uiickoii sSkOHOMHYECKOW Komuccuu ot 19 mas 2022 r.
Ne 84 (OdunmanbHueiii caiiT EBpazuiickoro s3kKoHOMHU4YECKOTro coro3a, 09.06.2022);

Pemenne Coseta EBpazuiickoii sSkoHOMHYeCKOW komuccuu oT 30 mapta 2023 r.
Ne 50 (OdpunmanbsHbiii caiiT EBpazuiickoro 5KOHOMUYECKOTO cot03a, 24.04.2023)

B cootBercTBHE ¢ myHKTOM 2 cTaTthu 31 /loroBopa o EBpa3uiickoM 3KOHOMHYECKOM COI03€
oT 29 mas 2014 rona, nynktamu 2 u 4 cratbu 4 CorjalieHus: O €IMHbIX MPUHIMIIAX U MPaBUIIaX
oOpareHuss MEIUIUHCKUX W3JeNuid (M3AeTUi MEIUIMHCKOTO Ha3HAYCHHUS W MEIUIMHCKON
TEXHUKH) B paMKax EBpa3uiickoro sSKOHOMHUYECKOTO coto3a oT 23 nekadbps 2014 roma, myHKTOM
92 mpunoxenuss Ne 1l k Permamenty pabotsl EBpasuiickoif 3KOHOMHUYECKOH KOMHCCHH,
yTBepxkaeHHOMY PermenueM Briciero EBpa3uiickoro SKOHOMHUYECKOTO coBeTa OT 23 aexadps
2014 r. Ne 98, u B nienax ucnosninenus Pemenus Beiciiero EBpa3uiickoro 3kOHOMUYECKOT0 COBETA
ot 23 nexabps 2014 r. Ne 109 «O peanuzanun CoriameHusi 0 €UHBIX TPUHIMIAX U TpaBUiIax
oOpareHuss MEIUIUHCKUX W3JeNuid (M3AeTUi MEIUIMHCKOTO Ha3HAYCHHUS W MEAUIMHCKON
TeXHUKH) B paMkax EBpasuiickoro skoHoMuueckoro coro3a» Coser EBpasmiickoit
skoHOMHUYeckor komuccnu PEIINIT:

1. Y1BepauTh npuiaraemble [IpaBuiia peructpaiiuu v SKCepTU3bl 0€30MacCHOCTH, KaueCcTBa
1 3(pPeKTUBHOCTH MEIUITMHCKUX u3aenuii (nanee — [IpaBuia).

2. YTpaTtui cuiy.

3. l'ocynapctBam-unenam a0 31 nexadps 2016 r.:

a) yTBepauTh pasMmep cOopoB (MONUIMH) WM HWHBIX OOS3aTENBHBIX  IIJIATEXKEH,
npenycMoTpeHHbBIX [IpaBuiiaMu, ¢ y4eToM CI0KHOCTH MPOIIeTyp U 00beMa BBIITOIHIEMBIX PadoT,
MPOBOAMMBIX B pe()ePEHTHOM TOCYJapCTBE U TOCYIapCTBAX MPU3HAHMSI, B TOM YHUCIIE TIPH:

perucTpanuy METUIMHCKOTO U3AETus;

sKcrepTH3e 6e30MacHOCTH, KadecTBa U AP(HEKTUBHOCTH MEIUIIMHCKOTO U3ICIHS;

BHECEHUU U3MEHEHUH B PErMCTPAL[MOHHOE I0ChE METUIIMHCKOTO U3EINs;

BbIjIaue TyOJIMKATOB PETUCTPALIMOHHBIX YAOCTOBEPEHUI;

0) onpenenuTh OpraHbl (OpraHU3aIKK), OTBETCTBEHHBIC 3a OCYIIECTBICHUE PETHCTPAIINH,
BHECCHHE H3MEHEHHI B PETUCTPAllMOHHOE JIOCh€ W HHBIE CBS3aHHBIE C pErucTpanueu
MEAUIMHCKUX W3JEIUil mpolenypsl, npeaycMmorpennsie [Ipasuiamu, u npouHpopmupoBats 00
5TOM EBpPa3suiicKyro 3JKOHOMHUYECKYIO KOMUCCHIO.

4. Hacrosimee Pemenue BcTymaeT B cuily mo ucredeHuu 10 KaneHAapHBIX JHEW C JaThl
BCTymuieHUs: B cuiy lIpoTtokona, moxamucanHoro 2 aekabps 2015 roma, o mpHCOeOMHEHHH
PecniyOnuku Apmenuss k CoriameHui0 O €IMHBIX MNPUHIUNAX W MpaBWiIax oOpalleHus
MEAUIMHCKUX W3ENUN (M3AeTUi METUIIMHCKOTO HA3HAYCHHWS W MEIUIMHCKONH TEXHHKH) B
pamkax EBpasuiickoro sKOHOMHUYECKOTO coro3a oT 23 mexadps 2014 roga, HO HE paHee YyeM TI0
uctedeHuu 10 KaneHAapHBIX THEH ¢ JaThl OUIIMATBFHOTO OMYOJIIMKOBAHUS HACTOSIIETO Perenus.

STAJIOH Hngpopmayuonno-noucrosas cucmema "9TAJIOH"
Hayuonanenvuii yenmp npasosoii ungpopmayuu Pecnyonruxu benapyce



Ynensl CoBeta EBpa3uiickoii 3KOHOMIYeCKOH KOMHCCHU:

Ot Pecny0stuku  OT Pecny6iankn Ot Pecnyosiuku Ot Kpipreizckoit Ot Poccuiickoii
ApMeHus Beaapycs Kazaxcran PecnyOiukn ®enepanuu
B.-I'a6puensn  B.MartiomeBckuii Bb.Carnnraes O.I1ankpaToB N.lysanos

YTBEPX/IEHDBI

Pemiennem Coeta

EBpazuiickoii 5KOHOMHUYECKOW KOMUCCUH
ot 12 ¢espans 2016 r. Ne 46

(B penakuun Pemenust Coeta
EBpazuiickoii 5KOHOMHUYECKOW KOMUCCUH
oT 24 nexabps 2021 1. Ne 144)

IMPABUJIA
perucTpanmu M IKCNepPTU3bl 0€30MaCHOCTH, KayecTBA U 3 (PEeKTUBHOCTH MeIMIIUHCKUX
u3aeani

I. O01mue moJs1o:xeHus

1. Hacrosimue IIpaBuiia pa3paboTaHbl B COOTBETCTBHHU € TyHKTOM 2 ctaThil 31 JloroBopa o
EBpazuiickoM skoHOMHYECKOM coto3e oT 29 mast 2014 rona u myHkTom 2 ctatbu 4 CornamieHus o
€IMHBIX MPUHIMIIAX U MpaBHiIaX oOpalleHus] MeIUIMHCKUX U3JeNuil (M31enuil MEeUIUHCKOTO
Ha3HA4YCHHUS U MEAUITMHCKON TEXHUKH) B paMKax EBpazwiicKOro sKOHOMHUYECKOTO COro3a OT 23
nexabpst 2014 roma W yCTaHABIMBAIOT MOPSAAOK MPOBEACHUS NPOLENYpP PErucTpaluu H
IKCTEPTU3bI 0E€30MaCHOCTH, KadecTBa M J(P(EKTUBHOCTH MEAMIIMHCKUX U3IETuN (manmee —
JKCIIEPTH3a), COIJIACOBAHMS DKCIEPTHOTO 3aKJIIOUEHHUs, YpPEryJupOBaHUs pa3HOIJacuil B
OTHOILIEHHUHU COIJIACOBAHUS SKCIIEPTHOT'O 3aK/IIOUEHMsI, BHECEHHUS U3MEHEHUH B PErMCTPALIUOHHOE
7I0cke (B TOM YHMCIE B YBEJAOMHUTEIHHOM MOpSJAKE), BbIOAYM AyOJIMKaTa pPEruCTPallmOHHOTO
YAOCTOBEPEHUS] MEIUIUHCKOIO HW3JeNIUs, COIJIACOBAHUS HKCIEPTHOIO 3aKIIOYEHHs Ha
3apETUCTPUPOBAHHOE MEIMIIMHCKOE H3JENINe, a TaK)Ke MPUOCTAHOBJICHUS M (WJIM) OTMEHBI
NeWcTBUS (AaHHYJIHMPOBAaHUS) PErMCTPALMOHHOIO YJOCTOBEPEHHMS MEIUIMHCKOIO H3JeNUs B
pamkax EBpazniickoro s5KoHOMHUYECKOT0 coro3a (naiee — Coro3s).

TpeboBanust Hacrosmux IIpaBun MOryT He NPUMEHATHCS B OTHOUIEHHH MEAMLIMHCKUX
U3JeNni, TOTPEOHOCTh B KOTOPHIX BO3HMKAET WJIM BO3PACTACT B UPE3BbIUANHBIX CUTYyallUsX, B
YCIIOBHSIX BOEGHHBIX AECHCTBUI, Yrpo3bl pPaCIpOCTPAaHEHUSI HOBBIX SMHUIAEMUYECKUX 3a00JI€BaHUH,
MIPEICTABISIONINX ONAaCHOCTh Ul OKpPYXKArOIIMX, IPU YIPO3€ OTCYTCTBUS WJIM OTCYTCTBHH
MEIULUHCKUX U3JeNUI Ha PhIHKaX rocyaapcTs — yieHoB Coro3a (Jajiee — rocy1apcTBa-ujieHbl) B
YCIIOBHSIX BBEICHUS OIPAaHUYUTEIBHBIX SKOHOMHUECKUX MEpP B OTHOLICHHUU XOTS OBl OHOTO M3
rocyapcTB-wieHoB. OOpallleHue TakuX MEIUIMHCKUX H3JeJIMH Ha TeppPUTOPUSAX IOCyIapCTB-
YJIEHOB PETYJIHMPYETCS 3aKOHOAATEIbCTBOM ATHX TIOCYJapCTB-4JIEHOB B TEYEHHUE JAEUCTBHUSA
YKa3aHHBIX YCIIOBUH U YCTPAHEHMSI UX MTOCIIEICTBHI.

2. na uenedt Hacrosmux [lpaBui MCHONB3YIOTCS IOHATHS, KOTOPBIE O3HAYAIOT
clieayouiee:

«0€30MacHOCTh MEIUIIMHCKHIX U3ENHUID — OTCYTCTBUE HEJIOMYCTUMOTO PUCKA, CBI3aHHOTO
C IPUYMHEHHUEM BpEJa AKU3HH, 3I0POBbIO UEIIOBEKA, OKPYKAIOLIEH cpele;

«BaJM AU — ITOATBEPKIACHUE ITOCPEICTBOM IPEICTaBICHUS 00BEKTHBHBIX CBUJICTEIHCTB
BBINIOJIHEHUS] TpeOOBAaHMM, MpeIHA3HAUYEHHBIX Ui KOHKPETHOIO MCIIOJIb30BaHUS WM
IIPUMEHEHUS];

«BepUPUKALMI» — IOATBEPKICHNE Ha OCHOBE MPEACTaBICHUS OObEKTUBHBIX CBUJIETEIbCTB
BBITIOJIHEHUS YCTAHOBJIEHHBIX TPEOOBAHUH;

«roCyJIapCTBO IMPHU3HAHUSA» — TOCYAApCTBO-WIEH, YIOJHOMOUYEHHBI OpraH (dKCHepTHas
OpraHM3anys) KOTOPOIO OCYILECTBISET MPOLEAYPY COINIACOBAHUS IKCHEPTHOIO 3aKJIIOUEHUS
pedepeHTHOro rocy1apcTBa;



«JI0Ka3aTeabCTBA IEPBOM  CTOPOHBD — JIOKa3aTeNbHbIE MaTepUabl  (JIOKYMEHTHI)
MIPOU3BOIUTEIISI MEUIIMHCKOTO U3/1eNusl (IIPOTOKOJIBI COOCTBEHHBIX UCTIBITAHUH (MCCIeI0BaHUN ),
B TOM 4YHCJI€ BBIAAHHBIE UCHBITATEIbHBIMH JJA0OPATOPUSIMHU (LIEHTPAMHU), AKKPEJUTOBAaHHBIMU B
HAIlMOHAJILHOW CHCTEME aKKPEIUTAlMH TOCyNapCTBa-uieHa, pe3yJbTaThl KIMHUYECKOTO
IPUMEHEHHsI MEAULIMHCKOTO U3JENUs U JpyTue MaTepuasbl);

«EIMHBIA peecTp MEAULUHCKUX U3IENNM, 3aperuCTpUPOBAaHHBIX B pamKax EBpasuiickoro
HSKOHOMHYECKOTO0  COI03a» —  IEKTpOHHass  0a3a  JaHHBIX  MEAMLMHCKUX  W3JENui,
3apeTUCTPUPOBAHHBIX B COOTBETCTBUH ¢ HacTosimumu [IpaBunamu;

«3asiBUTENb» — IPOU3BOAMTENb MEIULUHCKOIO H3JENHS WIHM €ro YHOJIHOMOYEHHBIN
MIPEJICTaBUTEIb;

«KAueCTBO MEIUIMHCKOIO M3JENUs» — CTENEeHb COOTBETCTBUS COBOKYITHOCTHU CBOWCTB U
XapaKTePUCTUK MEIUIIMHCKOTO U3JIENNs Ha3HAUCHHIO, YCTAHOBICHHOMY IIPOM3BOIUTENEM;

«MEAMLIMHCKUE W3JeNHs sl JUATHOCTUKU in Vitroy — J00ble MHCTPYMEHTBHI, allaparsl,
npubopsl, 000pyIOBaHNE, MAaTEpPHUalbl, PEAreHThl, KaauOpaTophl, KOHTPOJIbHBIE MaTepHallbl U
IIPOYME U3JIENHS, TPUMEHAEMbIE B MEIUIIMHCKUX LIEJSAX 110 OT/IEIbHOCTU UM COBMECTHO, & TAKXKe
BMECTE C MPUHAATICKHOCTAMHU H CIEIHMAIBHBIM MPOrPaMMHBIM O0ecriedeHreM, He0OXOAMMbIMH
IUI UX TMPUMEHEHUS 0 HA3HAYEHUIO, U MpeAHa3HaYeHHbIE MTPOU3BOANUTENIEM AJIsi IPUMEHEHUS
IIPU UCCIIEJIOBAHUSX in Vitro oOpa3ioB OMOJOTHUECKUX MATEPUAIOB YelloBeKa JJIS MONyUYCHHS
HMH(pOpMAaLUU OTHOCUTEIBHO (PU3HOIOTNYECKOT0 NIH TATOJIOTUYECKOTO COCTOSIHUS (BPOKACHHOM
MATOJIOTUH, TPEPACTIOTI0KEHHOCTH K ONPEIETIEHHOMY KIIMHUYECKOMY COCTOSIHUIO MITH OOJIE3HN),
COBMECTMMOCTH TKaHEW C NOTEHUMAIbHBIM DPELUIHEHTOM, MPOTHO3MPOBAHUS pPEAKUMUH Ha
TepareBTUUECKUE BO3JICHCTBUSA, BBIOOpA TEPAaNEBTUUECKUX CPEICTB U (UIIH) KOHTPOJIS JICUCHUS;

«Mozenb (Mapka) MEIUIMHCKOTO MW3JeNUsA» — BAPUAHT MCIIOJIHEHUS MEAMLIMHCKOTO
U3JENUs,  XapaKTepU3YIOUIUICS ~ ONpPENEeNCHHBIMH  KOHCTPYKTHBHO-TEXHOJIOTMYECKUMHU
pEeLICHUSIMA M KOHKPETHBIMU 3HAUEHHUSMM IIOKa3aTeled ero 1esieBoro ((QpyHKIHOHAIBHOIO)
Ha3HAYCHUS;

MPUHAUICKHOCTb»Y —  H3JIeNHe, HEe  SABJSIOINEECS  MEAMLUHCKUM  U3JCIUEM,
NpeJHa3sHAuYCHHOE €ro MPOM3BOIUTENEM JJsi COBMECTHOIO MPUMEHEHHS C OJHHUM WJIH
HECKOJIbKUMH MEAMLMHCKUMM HW3JEIUSAMH IPU HCIOJIB30BAaHUM B COOTBETCTBUM C UX
Ha3HAUYCHUEM;

«MIPOU3BOANTENb MEAULMHCKOTO M3AEIHS», «IIPOU3BOAUTENb» — IOPUIUUECKOE JIULO WU
¢usnyeckoe IO, 3aPEruCTPUPOBAHHOE B KA4YECTBE HMHIMBUAYAIBHOTO MPEANPUHUMATEINS,
OTBETCTBEHHbIE 3a pa3padOTKy M M3rOTOBJIECHHWE MEIULIMHCKOTO W3JENus, IeNarollue €ero
JTOCTYIIHBIM [T UCHIOJIB30BAHUSL OT CBOETO MMEHU HE3aBUCHUMO OT TOT0, pa3padoTaHO U (HJIN)
M3TOTOBJIEHO MEIUIIMHCKOE U3/EIUE STUM JIUIIOM WM OT €r0 UMEHH JPYTUM JIMLIOM (JIMLAMH), U
HECYIIME OTBETCTBEHHOCTh 3a O€30MacCHOCTb, KaueCTBO M 3(P(PEKTUBHOCTH MEAMIIMHCKOTO
U3Jenus;

«MPOU3BOACTBEHHAs]  IUIOINAAKA» —  TEPPUTOPHAIBHO  00OCOOJEHHBIM  KOMILIEKC,
IpeJHa3HauYeHHbIN Ul BBIITOJHEHMSI BCETO Mpolecca MPOU3BOACTBA MEAULIMHCKOTO U3EIHS U
€ro OIpPEIECIECHHbBIX CTaqUN;

«PETUCTPALIMOHHOE J0ChE» — KOMIUIEKT JOKYMEHTOB M MaTepUaIOB YCTaHOBJIEHHOM
CTPYKTYpBI, NPEACTABIsIEMbI 3asBUTENIEM MpH TPOBEIECHUH NPOLEAYpP pPETHCTpalud MU
9KCHEPTHU3bI, COTIACOBAHUS SKCIIEPTHOTO 3aKIFOUEHUS], BHECEHUS N3MEHEHUH B PErHCTPALUOHHOE
7I0cke (B TOM YHUCIIE B YBEJAOMHUTEIHHOM MOpSJAKE), BbIOAYM AyOJIMKaTa PEruCTPalliOHHOTO
YIAOCTOBEPEHUS] MEIUIUHCKOIO H3JeNIUs, COIVIACOBAHUS HKCIEPTHOIO 3aKIIOYEHHs Ha
3apETUCTPUPOBAHHOE  MEIUIIMHCKOE  HW3JeNue, OTMEHBl  JelcTBUs  (QaHHYJIMPOBAHUA)
PErUCTPAIIMIOHHOTIO YIOCTOBEPEHHS MEAULIMHCKOTO U3/IENIUs, & TAKKE OPUTMHAIBI M (WIN) KOTTUU
MHBIX JOKYMEHTOB, UMEIOIUX OTHOLICHWE K KOHKPETHOMY MEAMIMHCKOMY H3JIENHUI0 (peIeHuii
YIOJIHOMOYEHHBIX ~ OpPraHoB  (IKCHEpPTHBIX  OpraHM3aluii),  MPOTOKOJOB  3acelaHuil
KoHcynbTaTUBHOTO KOMHTETa MO MEAMUMHCKUM wu3fenusMm npu Komnerun Epasuiickoii
HKOHOMHYECKOH KOMHUCCUH, JOKYMEHTOB, IIPEACTABIECHHBIX MIPU YPETYJIUPOBAHUU PA3HOINIACUH,
OTYETOB O pe3yJIbTaTax MHCIEKTUPOBAHUS IPOU3BOJICTBA U TIP.);



«PErucTpaIiOHHOE YA0CTOBEPEHNE» — JOKYMEHT eIMHOM (hOpMBI, MOATBEPKAAIOIINN (aKT
perucTpanui MEAWIIMHCKOTO 3NN Ha TEPPUTOPUU OMHOTO WM HECKOJIBKUX TOCYAapCTB-
YJICHOB;

«pEeTHCTpalysl MEIUIIMHCKOTO  W3JIEIHS», «PETUCTpAlUs» — TpoIeaypa  BbIIadu
YIOJHOMOYEHHBIM OpPraHoOM peepeHTHOro rocy1apcTBa pa3pelieHusl Ha BBITYCK B oOpalieHue
MEIUIIMHCKOTO U3/ICTNS Ha TEPPUTOPUHU OJJHOTO UM HECKOIBKUX TOCYIapCTB-UJICHOB;

«pedepeHTHOE  TOCYIapcTBO» —  BbIOpaHHOE  3asBUTENIEM  TOCYAapCTBO-UJIEH,
YIOJHOMOYECHHBINH OpraH (3KCIEpTHAs OpPTaHU3aIlKs) KOTOPOTO OCYIIECTBISIET PETUCTPAIIUI0 U
AKCIIEPTH3Y;

«YTOJIHOMOYEHHBIA OpraH» — OpraH TOCYJapCTBEHHOW BIACTH TOCYJapCTBa-4iCHa,
YITOJTHOMOYCHHBIM Ha OCYIIECTBIICHNE U (MJIN) KOOPIAUHAIIUIO IeITEILHOCTH B chepe oOparneHus
MEIUIIMHCKUX U3JICTUIA Ha TEPPUTOPUH 3TOTO TOCYJapCTBA-UIICHA;

«YyMOJIHOMOYEHHBIE OpTraHU3alMW» — OpraHU3al[id, BKJIIOYEHHbIE B EIUHBIM peecTp
YIOJHOMOYECHHBIX OpTaHW3allii, WMEIONIUX IPaBO TMPOBOJIUTH HCCICIOBAHUS (MCIIBITAHMS)
MEAUIMHCKUX W3JIEIHUH B LIESIX UX PEeruCTpalliy;

«YTOJTHOMOYECHHBIA  TPEACTaBUTENh TMPOU3BOAUTENS» — IOPUIMYECKOE JIMIO WK
¢bu3nyueckoe U0, 3apErUCTPUPOBAHHOE B KAa4eCTBE WHIMBUIYAIBbHOTO TpEANPUHUMATENS,
SBIIIOIINECS PE3UJICHTAMH TOCYyAapCTBa-4jieHa U YIOJIHOMOYEHHBIC TIPOU3BOAUTENIEM B
COOTBETCTBUM C JOTOBOPOM JHOO MHBIM IPEIYyCMOTPEHHBIM 3aKOHOJATENLCTBOM TOCYIapCTB-
YJICHOB IOKYMEHTOM TPECTABIATH €r0 MHTEPEChl U HECTU OTBETCTBEHHOCTh B YacTH OOpaleHus
MEAUIMHCKOr0 wu3fenus B pamkax Coro3a W HCIONHEHUS 00s3aTelbHBIX TpeOoBaHUIA,
MPEIBSABISEMBIX K MEIUIIMHCKAM U3/ICTHSIM.

3. Peructpanust MEIUIIMHCKOTO U3/IETIHS SIBIISIETCS 0053aTEIbHBIM YCIOBHEM €T0 BBITYyCKA B
oOparieHue Ha TEPPUTOPUU OJHOTO WM HECKOJIBKHX TOCYIapCTB-WICHOB M OCYIICCTBISIETCS
YIOJHOMOYEHHBIM OpraHoM pedepeHTHOT0 rocyaapcTna. [Ipu 3ToM npeabsBIsitOTCS OIMHAKOBbIE
TpeOOBaHUs B OTHOLICHUH MEAUIIMHCKUX U3/IEIIUi, TPOU3BEACHHBIX HA TAMOKEHHOUW TEPPUTOPUH
Co1o03a 1 BBE3€HHBIX Ha TaAMOXKEHHYI0 Tepputoputo Coro3a U3 TpeTbUX roCyAapCTB.

4. B mensx perucrpanu MEIUIMHCKOTO H3AENUs MPOBOIUTCS SKCIEPTH3a IKCIEPTHON
OpraHusaiyeif, Omnpene’leHHON YIOJHOMOYEHHBIM OpraHOM TrocyAapcTBa-ujieHa (najnee —
AKCIEpTHAs OpraHu3aIusl).

5. JIOKyMeHTOM, MOATBEPKAaI0IUM (PaKT perucTpalui MEIUIUHCKOTO U3EINHs, SIBISETCS
PErUCTpaIiOHHOE YAOCTOBEPEHHUE, COCTABIIIEMOE 110 (pOpMe U IIPaBUIIaM COTTIACHO MPHIIOKEHHIO
Ne 1.

PerucrpanmonHoe yJI0CTOBEpEHHE BBIIAETCS OECCPOYHO M JEHCTBYeT Ha TEPPUTOPUHU
OJTHOTO WJIU HECKOJIBKUX TOCYJapCTB-UJICHOB.

6. 3aperucTpupoBaHHOE MEAMIIMHCKOE W3JACNIUe JOJDKHO COOTBETCTBOBaThH OOmum
TpeOoBaHUsIM 0€30MacHOCTH U 3PGHEKTHBHOCTH MEAMIIMHCKUX H3ACINUNA, TPEOOBAHUSAM K HX
MapKUPOBKE M IKCIUTYaTAIlMOHHOW JOKYMEHTAIIMM HAa HHUX, yTBepkAeHHbIM Permennem CoBera
EBpaswmiickoii sxoHOMHMueckor komuccuu oT 12 deBpans 2016 . Ne27 (manee — OOmme
TpeboBanusi). OTBETCTBEHHOCTDh 332 COOTBETCTBHE MEIUIIMHCKHUX m3aenuil O0mmM TpeOoBaHHSIM
HECeT MPOU3BOAUTENH (YIOJTHOMOYEHHBIN MPEACTaBUTENb TPOU3BOIUTES).

7. [IpousBoguTeNn W3 TPETHbUX TOCYAApPCTB JOJDKHBI HA3HAYUTH YIOJTHOMOYEHHOTO
MIPeICTaBUTEINSI TPOU3BOIUTENS, AEMCTBYIOLIETO B IEPUO]T OOpallleHUs] MEIULIMHCKOTO U3/IENIUS B
pamkax Coro3za, W TOJACPKHUBATH B AaKTyaJlbHOM COCTOSSHMM WH(OPMALUIO O TaKoOM
MIpe/ICTaBUTENE MTPOU3BOIUTEINS, COJIEPKALLYIOCS B PErHCTPAIIMIOHHOM JIOChE.

8. IlpousBoauTens oOecrieunBaeT BHEAPEHUE U TOJJICPKAHUE B aKTYaIbHOM COCTOSHUH
CUCTEMbl MEHEI)KMEHTA KauecTBa MEIULIMHCKOIO M3JIEIHs B COOTBETCTBUU ¢ TpebOoBaHMUSIMH K
BHEJPEHUIO, TIOJIFICPKAHHUIO U OIEHKE CHCTEMbl MEHE/PKMEHTA KaueCTBA MEIUITUHCKUX W3ICITHIA
B 3aBHCHMOCTH OT MOTEHIUAIBHOTO PUCKA UX MPUMEHEHUs, yTBepkieHHbIMU Pemmenuem Cosera
EBpasuiickoii skoHOMu4eckoil komuccuu ot 10 HosOpst 2017 r. Ne 106 (manee — TpeGoBanus k
CUCTEME MEHE)KMEHTa KayecTBa).



9. lo momauyn B YHOJHOMOYEHHBIA OpraH (IKCIEPTHYIO OpraHM3alnio) pedepeHTHOro
rocyJapcTBa 3asiBIICHUSI O MPOBEIECHUU SKCIEPTU3bl MEIULMHCKOTO M3ACNIUS U 3asBICHUS O
MIPOBEICHUH PEruCcTpalii METUIITHCKOTO U3AeNus 10 (opMaM COTIacHO NpuiioxeHusM Ne 2 u 3
(anee — 3asIBJICHUS O PETUCTPALIMH U SKCIIEPTU3E) 3aIBUTENb OCYIIECTBISIET COOP JOKA3aTEIbCTB
6e3omacHoCTH U 3(P(PEKTUBHOCTH MEIUIIMHCKOTO H3JEIUS U MOATOTOBKY COOTBETCTBYIOIIETO
PETUCTPALIMIOHHOTO JI0ChE.

10. B mensx moAroTOBKY PETUCTPAIMOHHOTO JI0ChE 3asIBUTENH (TIPU HEOOXOIUMOCTH):

a) BIIpaBe OOPAaTUTHCS B YIOJIHOMOYEHHBIH OpraH (9KCIEPTHYIO OpPraHU3aLUI0) JUIs
MOJIy4YEHHUs TIpEABAPUTENbHBIX KOHCYJbTAM MO BOIPOCaM, CBA3aHHBIM C pETUCTpalMeid U
JKCIIEPTH30M, B TOM UHUCIE€ HA BO3ME3JAHOM OCHOBE, B IIOpPSAAKE, YCTAaHOBIECHHOM
YIOJHOMOYEHHBIM OpraHoOM (PKCIEPTHOM OpraHu3alieil) COOTBETCTBYIOLIETO TIOCYyapcTBa-
qJIeHa;

0) B LEJAX MOATBEP)KIACHUS COOTBETCTBUS MEIUIIMHCKOTO M3aenust OOmmM TpeOOBaHUSIM:

MPOBOJUT TEXHUYECKUE WCIBITAaHUSA, WCHBITAHUS (UCCIENOBAHMS) C LEJIbI0 OLEHKHU
OMOJIOTMYECKOTro JIEHCTBUS MEIUIIMHCKOTO HW3/ENUs, KIWMHUYECKUE U KIMHUKO-JIabopaTOpHBIE
UCTIBITaHUS (MCCIIEIOBAHMS ) METUIIUHCKOTO U3JIENHsI JIN0O BKITIOYAET B PETUCTPALIMOHHOE JJOCHE
MMEIOIIHECS TaHHbIC (J0Ka3aTeIbCTBA EPBOM CTOPOHBI);

MPOBOANT HCHBITAHUS B LENSAX YTBEPXKIEHHUS TUIA CPEACTB M3MEPEHUN (B OTHOIICHUHU
MEAUIMHCKUX U3JENINUNA, BKIIOYEHHBIX B NIEPEYCHb BUJIOB MEIUIIMHCKUX M3JEIHH, MOIIeKaIIX
OTHECEHUIO NPU UX PETUCTPALMU K CPEACTBAM U3MEPEHUM, yTBepxkAcHHbIN Pemennem Coera
EBpaswmiickoii skoHOMHYECKOW Komuccuu OT 12 deBpans 2016r. Ned2) B mopsuke,
YCTaHOBJICHHOM 3aKOHOJIATEIbCTBOM TOCyJapCcTBa-wieHa B 00JacTh oOecredyeHHsl eAHMHCTBA
M3MEPECHUH, B BEIOPAHHBIX 3asBUTEIIEM OPTaHU3ALUSX, YIIOJHOMOYCHHBIX (HOTU(PHUITIPOBAHHBIX )
B COOTBETCTBUU C 3aKOHOAATEIbCTBOM IOCYJapCTBa-4i€Ha HA MPOBEJICHUE UCIIBITAHUN CPEJICTB
W3MEPEHHUI;

B) oOecrieunBaeT MPOBEACHUE NEPUOIUYECKOTr0o (IJIAHOBOTO) WJIM  BHEIJIAHOBOTO
MHCIEKTUPOBAHUS MPOU3BOACTBA B LIESAX OLIEHKH YCIOBHI MPOM3BOACTBA M OLIEHKH CHUCTEMBI
MEHEPKMEHTa KauecTBa IMPOU3BOMUTENSI B COOTBETCTBUU ¢ TpeOOBaHUSMHU K CHUCTEME
MEHEI)KMEHTa KayecTBa.

11. Ilpu peructpanuu u 3KCIepTU3€ YIOJIHOMOUYEHHBIE OPTraHbl (3KCIEPTHBIE OPraHU3ALNHN)
B3aMMHO NPU3HAIOT PEe3yNbTaThl WUCIBITAHUN (MCCIEI0BAaHUMN), YKa3aHHBIX B MOJIMYHKTE «O»
nyakta 10 Hacrosmmx [lpaBun, mpw ycnoOBHH, YTO OHHM BBITIONHEHBI coriacHo I[IpaBumiam
MPOBEJCHUS! TEXHUYECKUX HCHBITAHUN MEIUIIMHCKUX W3IeNui, yTBEpXkKIECHHbIM Pernienuem
Cosera EBpaswmiickoii skoHOMHYeckol Komuccuu oT 12 ¢eBpans 2016 . Ne 28, IlpaBunam
MPOBEJCHUSI HCCIEAOBAaHUN (MCIBITAHUM) C LENbI0 OLEHKU OMOJIOrMYecKoro JencTBUs
MEIULMUHCKUX u3nenui, yTBepxkacHHbIM Pemenuem CoBera EBpasuiickoil 3KOHOMHUYECKOM
komuccur oT 16 mag 2016 r. Ne 38, unu IlpaBwiam mpoBeAeHUS KIMHUYECKHX W KIMHHUKO-
mabOpaTOPHBIX UCTIBITAHUN (MCCIICIOBAHIN ) MEIUITMHCKUX H3ACTUH, YTBEPKISHHBIM PereHnem
Cosera EBpaswuiickoii skoHoMu4eckoi komuccuu oT 12 despains 2016 1. Ne 29, cooTBeTCTBEHHO,
a TaKXe 3aKOHOJATENIbCTBY TOCYNapCTBa-WwiCHa B Clydyae MPOBEJCHHS HCIBITAHUN B IENSIX
YTBEP>KICHUS TUIIA CPEJICTB U3MEPEHHUIA.

12. IIpr He0OXOAMMOCTH YIIOJTHOMOYEHHBIN OpraH (IKCHepTHast OpraHu3aLus) IPUBIICKACT
K YYacCTHIO B IKCIEPTH3€ BHEIIHUX SKCIIEPTOB, €CIU UX CIEIHalIbHbIE 3HaHUS HEOOXOAUMBI IS
IIPOBEEHUS IKCIIEPTU3HI.

[IpencraBuTenu  ymoOJHOMOYEHHBIX  OpraHM3alii, MNPOBOAMBIINE B  OTHOIIECHUU
MEIULUHCKOTO U3JENusl, MPEACTABICHHOTO Ha JKCIEPTU3Y, HUCHbITaHUs (KCCIEI0BAHMS),
yKa3aHHble B MOAMyHKTe «0» mnyHkra 10 Hacrosmux IlpaBui, a Takke MpencTaBUTENH
MHCTIEKTUPYIOIIUX OpraHU3allvii, MPOBOJAMBIINE OIEHKY CHCTEMbl MEHEI)KMEHTa KauecTBa
(MHCTIEKTHpOBaHUE MPOU3BOJICTBA) MPOU3BOAUTENSI TAKOTO MEAMIIMHCKOTO U3JENHsI, HE MOTYT
MPUBJIEKATHCS K YUACTHUIO B HKCIIEPTHU3E.



[Ipu mpoBeaeHUH SKCIEPTHU3bI SKCIEPT NOJKEH ObITh HE3aBUCHMM OT OpraHa WU JIMIIA,
HA3HAYMBIIETO YKCIEPTUIY, TPOU3BOAUTEIS, €TO YIIOJTHOMOYEHHOTO MPEICTABUTENS UIH IPYTUX
3aMHTEPECOBAHHBIX B Pe3yJbTaTaX AKCIEPTHU3HI JIHII.

B cnyuae ecnu sKCHiepTy M3BECTHBI OOCTOSTENLCTBA, MPENATCTBYIONIUE €r0 MPUBICUYCHHIO
K TPOBEACHUIO HKCIIEPTHU3BI JINOO HE MO3BOJISAIONINE €My COOIIOAATh MPUHIUIIBI €€ TPOBEACHHUS,
OH JIOJDKEH CooOHmMTh 00 3TOM pPYKOBOJHUTENIO YIOJHOMOUYEHHOIO OpraHa (SKCIEpTHOM
opraHu3zarum) peepeHTHOTO ToCyAapCTBa.

13. OTBeTCTBEHHOCTh 32  JOCTOBEPHOCTh  HMH(OpMAIUH,  MPENCTaBICHHOW B
PETUCTPALIMOHHOM JIOChE, HECET 3asiBUTEIIb.

JIOKyMEHTBI PETHCTPALIMOHHOTO JOCHE MPEICTABIIAIOTCS HA PYCCKOM SI3BIKE B 3JICKTPOHHOM
Bujge. B cioyuyae ecnu 3akoHOIATENbCTBOM pedepeHTHOro TocynapcTBa HE MpPeayCMOTpEHa
BO3MOYKHOCTh O()OPMIICHHUS! YKA3aHHBIX TOKYMEHTOB B 3JIEKTPOHHOM BHJIE, YIOIHOMOYECHHBIH
opran (9KcmepTHas opraHuzamnus) pedepeHTHOTO TOCyAapCTBa BIPaBE 3alpOCHUTh TaKHUE
JOKYMEHTHI (MX KOMHMH) Ha OyMa)kHOM HOCHUTEIIE.

B cnyuae npenocTaBieHus TOKyMEHTOB PETUCTPALIMOHHOTO J0ChE Ha OyMa)KHOM HOCHUTEIIe
3asBUTEIb TAK)XX€ MPEIOCTABISAET UX AIEKTPOHHBIC KOIIMHU HA 3JIEKTPOHHOM HocuTene (B (hopmate
*pdf c TekCTOBBIM cl0EM C BO3MOKHOCTHIO BBIJCNICHUS U KOMHMPOBAHHS TEKCTa, a TaKkKe
OCYILIECTBIICHHS TOUCKA). DIEKTPOHHBIC KOMHUU JOKYMEHTOB IOJDKHBI OBITh MPEJCTABICHBI B
COOTBETCTBHUH C KJIACCU(PUKATOPOM BHI0B JOKYMEHTOB PETUCTPALIMOHHOTO JOChE MEAUIIMHCKOTO
n3nenus, yreepokieHHbIM Pemennem Kosuternn EBpasuiickoil 5KOHOMHUYECKONH KOMHUCCUU OT 3
anpenst 2018 1. Ne 48.

DKCIUTyaTallMOHHBIM JOKYMEHT MM MHCTPYKIHUSA 110 IPUMEHEHUIO MEAUIIMHCKOTO U3EIHs,
PYKOBOJCTBO IO CEPBHCHOMY OOCITYXHBAaHUIO M TEKCT MAPKUPOBKU METUIIMHCKOTO HW3JEIHS
JOTIOJTHUTENIBHO MPEJCTABISIOTCS Ha TOCYJapCTBEHHOM SI3bIKE (TOCYJApCTBEHHBIX S3BIKAX)
roCy/apCTB-4JI€HOB TMpPH HAJIUYUM COOTBETCTBYIOIIUMX TpeOOBaHWU B 3aKOHOJATENLCTBE
rOCYJapCTB-YJICHOB.

JIOKYMEHTBI PETUCTPALIMOHHOTO JI0ChE, MTPEICTaBICHHbIE HA HUHOCTPAHHOM SI3bIKE, TOJIKHBI
COIIPOBOXKAATHCS TEPEBOJIOM HA PYCCKUN S3BIK, 3aBEPEHHBIM B MOPSAIKE, YCTAaHOBICHHOM
3aKOHOJATEIHCTBOM pedepeHTHOT0 TOCY1apCTRA.

14. Ilpn ucuuciaeHUH CpoKa IPOBEIACHMS YIOJHOMOYEHHBIMH OpraHamMu (dKCIEPTHBIMHU
OpraHu3alusIMHi) MpoLenyp, MPEeIyCMOTPEHHBIX HacTOSMMMH [lpaBuinamu, HE YYUTHIBAIOTCS
CIIEYIOIINE CPOKHU:

a) IepuoJ CO JHS HaAINpaBJICHUS YIOJHOMOUYECHHBIM OPraHOM (SKCIEPTHOW OpraHU3aIueil)
pedepeHTHOTO TOoCynapcTBa 3asBUTENIO 3ampoca JHOO YBEIOMIGHHS O HEOOXOAUMOCTH
YCTpaHEHUs! BBISABICHHBIX HapyHIeHWH U (WJIM) MpPElCTaBICHUsS] OTCYTCTBYIOIIUX JOKYMEHTOB
1100 0 He0OXOAUMOCTH MPEACTABICHHS KON JOKYMEHTOB 00 OIJIaTe MpOoLeTyphl COTIacOBaHHS
HKCIIEPTHOTO 3aKIIOYEHHUs] B TOCylIapcTBe (TOCyJapcTBax) MPHU3HAHUS [0 JHS IOJy4YEeHHUS
YIOJIHOMOYEHHBIM OpPraHoOM (9KCIIEPTHOM opraHu3anueil) pe)epeHTHOTO TOCyAapcTBa OTBETa Ha
TakKoM 3arpoc 100 yBEIOMIICHHE;

0) CpoK, HEOOXOIUMBIH JJIsi OpPraHnu3alud ¥ IPOBEIEHUS UHCIIEKTUPOBAHUS IIPOU3BOCTBA
(B ciydae mpoBeIeHHUS MHCIEKTHPOBAHUS MPOM3BOJACTBA B paMKax MpOIEAyp PErucTpanuu u
9KCIIEPTU3BI);

B) CPOK, HEOOXOAMMBIA JJii HAmpaBlIEHUs OT4YeTa O pe3yJbTaTaX HWHCIEKTUPOBAHUS
MIPOU3BOJICTBA HMHCIEKTUPYIOIIEH OpraHu3anuei (B ciydae, €Cld €€ pOoJib HE BBIOIHSET
YIIOJITHOMOYCHHBIM OpraH (9KCIEpTHAsl OpraHU3alys)) B YIIOJTHOMOYEHHBIH opraH (KCIEPTHYIO
OpraHu3alfio) JJs BKIIOYEHUS B PETUCTPALlMOHHOE Joche (B CiIydyae MpOBEACHUS
MHCIEKTUPOBAHUS MTPOU3BOJICTBA B paMKax MPOLEAYp PETUCTPALIMU U IKCIIEPTU3HI);

') CPOK COTJIACOBAHHUS C 3asBUTEIEM HEOOXOTUMOCTH oOparieHuss B KOHCYJIbTaTHBHBIH
KOMUTET MO0 MEAUIMHCKUM u3aenusMm npu Komnernn EBpa3uiickoil SJKOHOMHUYECKOW KOMUCCUU
(nanee — KoHCynbTaTHBHBIN KOMUTET).

15. Pacxonpl Ha mpouenypbl PErHMCTpPalldd W SKCIEPTHU3bI, COMVIACOBAHUS SKCIEPTHOIO
3aKJIIOYCHHUs, BHECCHUSI N3MEHEHHUI B PETUCTPAIIMOHHOE JOChE (B TOM YHCIIE B YBEJOMUTEILHOM



MOpPSIIKE), BBIAAYM JyOJIMKaTa PETUCTPAIIMOHHOTO YJAOCTOBEPEHHUS WJIM  COTJIACOBAHUS
AKCIIEPTHOTO 3aKIIOYEHUS] Ha 3apPETUCTPUPOBAHHOE MEIUIIMHCKOE H3/CTNE HECET 3asBUTEIb B
COOTBETCTBHUH C 3aKOHOJATEIILCTBOM I'OCY/IapCTBa-YICHA.

16. Perucrpanmst ocyniecTBIsieTcss pe)epeHTHBIM TOCYIaPCTBOM 10 UTOTaM 3KCIIEPTU3HI U
COTJIaCOBAHUS IKCIIEPTHOTO 3aKIIOYEHHUS TOCYIapCTBOM (TOCYIapCTBAMU ) TIPU3HAHUS.

17. YiorHOMO4YEHHBIE OpraHbl (IKCIEPTHBIE OPraHU3allii) TOCYIapCTB MIPU3HAHUS BIIPaBe
O3HAKOMHTBCS C XOJIOM TIPOBEACHHS OKCIEPTU3BI B PEPEPEHTHOM TOCYIapCcTBE U
COOTBETCTBYIOIIMMH JTOKYMEHTAMH, B TOM 4YHUCIIE C JOKYMEHTaMH, O(OpMIsSeMbIMH TpU
MPEACTABICHUN 3asBUTENIEM JIOTIOJIHUTEIBHBIX W YTOUYHSIOMIMX CBEJACHHH B IIpollecce
PETUCTPALIMH U YKCIIEPTU3BI MEAUIIMHCKOTO U3JICIHSL.

18. Undopmarius 0 MEIUIMHCKUX M3JEIUSIX, B OTHOUIEHWHW KOTOPBIX IPOBOIATCS
MPOLIEAYPHI, IPEIYCMOTPEHHBIE HAcTOAIUMU [IpaBmiiaMu, a Takke JOKYMEHTHI, COAepKAIINECs
B PETHCTPAllUOHHOM JIOChE, KPOME SKCIUTYaTallHOHHOTO JOKYMEHTa WJIM WHCTPYKIIMU TIO
MPUMEHEHHUIO MEIUIIMHCKOTO U3JIEIHsI, PyKOBOJICTBA IO CEPBUCHOMY OOCTY>KHBaHUIO, TAHHBIX O
MapKHpPOBKE U yMaKOBKe (ITOJTHOLBETHBIC (C YKa3aHWEM KOJUPOBKH I[BETA) MAKEThl YIIAKOBOK H
ATUKETOK), TEKCTa MAapKUPOBKH HA PYCCKOM SI3BIKE U TOCYIAAPCTBEHHBIX SI3BIKAX TOCYNapCTB-
YJICHOB, OTHOCSTCS K KOH(HICHIIMATIbHON MH(OPMAITUHU U TOCTYIHBI TOJIBKO 3aUHTEPECOBAHHBIM
YIOJHOMOYEHHBIM OpTraHaM (IKCTIEPTHBIM OpTraHU3aIUsIM) TOCYJapCTB-UICHOB.

19. BximtoueHue B OJTHO PETUCTPAIIMOHHOE YIOCTOBEPEHHUE HECKOJIBKUX Mojeliel (Mapok)
MEAUIIMHCKOTO U3/ENHSI, B TOM YHCIIE OTHOCSIIUXCS K Pa3HBIM BHJIaM MEIUIIMHCKUAX U3MICIHI B
COOTBETCTBUU C MpUMeEHsieMOr B Co103€ HOMEHKIATypO MEIUIIMHCKUX U3/IETNA, BO3MOXKHO TIPU
YCIIOBUU COOTBETCTBHS 3TUX MOJIeNiel (MapOK) BCEM CIEAYIOUTUM KPUTEPUSIM:

a) MPOU3BOJICTBO MojeNield (MapoK) MEIWIIMHCKOTO W3S OCYIIECTBISIETCS OJHUM
MPOU3BOAUTEIIEM 10 OAHON TEXHUYECKOW TOKYMEHTALIUH;

0) Moaenu (MapKH) MEIUIIMHCKOTO U3/CIIHUSI OTHOCSTCS K OJTHOMY KJIACCy TOTCHIIMAIBHOTO
pUCKa IPUMEHEHUS;

B) Moiend (MapKH) MEIUIMHCKOTO W3JEIUs HMEIOT OJMHAKOBOE (YHKIIMOHAIBHOE
Ha3HAYEHUE W MPUHIINIT JCHCTBUS;

') MoJeH (MapKu) MEIUIIMHCKOTO M3ENHs TPeAHa3HAYEHBI ISl OTIPEICTICHUST HATUIUS 1
(M) KOJIMYECTBEHHOTO COJEPIKaHUS B OMOJIOrHMYECKO MpoOe OJHOTO U TOTO YK€ KIIMHUYECKU
(IMarHOCTUYECKM) 3HAYUMOTO aHauWTa (aHATWUTOB) (I MEIUIMHCKUX —W3JETUN A
JIMAaTHOCTUKH in Vitro);

1) MoJiend (MapKy) MEIUIIMHCKOTO W3JACNUsS HMMEIOT pa3InyHble KOMIUJIEKTAIMH, HE
BIUSIIONIUE HA MPUHIMI PaOOTHl U (PYHKIMOHATHHOE HAa3HAUEHHUE, YTO MO3BOJISIET 00ECIIEUUTh
paCIIMpPEHHE WIIN CIICIUATTN3AINIO UX IPUMEHEHHS B MEIUITMHCKHUX LEJSX (10 TPUMEHUMOCTH);

€) MoJieTH (MapKH) MEIUIIMHCKOTO M3JENNs UMEIOT Pa3NYHbIe TEXHUYECKHUE MapaMeTphl
(HanmpuMep, JIMHY BOJIHBI U3JTyYE€HHUsI, pa3Mep CBETOBOTO IOJIS, pa3pelIarolly0 ClIOCOOHOCTh U
T.11.), HE BIMSIIOIINE HA TIPUHIUT pabOoThHl U (PyHKIMOHAIBHOE Ha3HaUYeHHUE (10 TPUMEHUMOCTH);

) MOJIeH (MapKH) MEIUIIMHCKOTO U3JIETUsI 00pa3ylOT TUIIOPAa3MEPHBINA (MOICIBHBIN) PsT
(HampuMmep, UMEIOT Pa3IMYHBbIC pa3Mephl (radapuTHbIC, TUHEHHBIe, 00bEMHBIE U T.II.), GopMmy,
IIBETOBOE KOJMPOBAHUE, MPOU3BEACHBI U3 OJHUX W TEX K€ MATCPUATIOB W T.I.) WIJIH SIBIISIOTCS
TPYyNNod WUCHOTHEHHs] MEIUIIMHCKOTO W3JAeNus (HampuMmep, CTAllMOHAPHBIM MEPEIBUKHBIM
anmapaToMm (MpuOOpPOM, CHUCTEMOM, KOMIUIEKCOM W T.I.) C HACTCHHBIM W (WJIM) HaIOJbHBIM
KpeIUICHHeM U T.11.) (TI0 IpUMEeHUMOCTH). [Ipu 3TOM moja rpymnmoi UCMONHEHUS MEAUIIMHCKOTO
W3/IeNs TTIOHUMAIOTCS M3JIEHs, B OTHOIIIEHUU KOTOPBIX BBITTOJTHEHBI OJIMH TPYIIIOBONW YEPTEK
neraned ¥ (WIKM) OJHA TPYIIOBast Celu(pUKaLus;

3) MozieNi (MapKH ) METUIIMHCKOTO U3/IETNS UMEIOT OJMHAKOBBIC TPU3HAKH B YaCTH:

00JIaCTH MPUMEHEHHS;

WHBA3HBHOCTH;

CTEpUIHLHOCTH (B TOM YHCJIE C yY€TOM METOJIOB CTEPUIIH3AIUN);

Y4aCTOTHI MCIOJIb30BaHUs (OTHOKpATHOE MPUMEHEHHE, MHOTOKPATHOE TTPUMEHEHNE OJTHUM
MAaIMEeHTOM, MHOTOKPAaTHOE MIPUMEHEHHE HECKOIbKUMU TAIIHEHTaMU );



HKCIUTYyaTallMOHHBIX U KOHCTPYKTUBHBIX OCOOCHHOCTEI;

JUINTEIBHOCTU IPUMEHEHUS;

OJIMHAKOBOCTH MaTE€pHUaJIOB, UCIIOJIb3YEMbIX B MOAU(DUKAIMAX MEIULUHCKOTO W3JAETUs U
KOHTAKTUPYIOLIMX C TEJIOM YeJOBeKa (10 MX XUMHUYECKUM, TOKCHKOJIOTHUECKUM, (PU3HUUECKUM,
ANEKTPUYECKUM, MOPPOJIOTUIECKUM 1 MEXaHUUYECKUM CBOMCTBAM).

20. Ha ramoxxenHo# Tepputopun Coro3a He JOITyCKaeTCs:

a) BBIOOD NIBYX M OoJiee peepeHTHBIX TOCYAAPCTB JIJIsl PETUCTPAIIMN U SKCIIEPTU3BI OHOTO
MEAULIMHCKOTO U3/1ETIHS;

0) perucTpanus pa3IMuHbIX MEIULIUHCKUX U3EIUN MOJT OTHUM HAaMEHOBAaHUEM;

B) perucTpanusi B Ka4ecTBe MEIULMUHCKUX W3JEIUM MPOAYKLIHNH, HAMMEHOBAaHHE KOTOPOM
COJIEP’KUTCSL B €IMHOM PEECTpe 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX cpeAcTB EBpasuiickoro
HKOHOMHYECKOTO COI03a, MOPSI0K (OPMHPOBAHUS U BEIEHUS KOTOPOTO yTBepxkeH PemeHnem
Cosera EBpasuiickoii 5KOHOMHUYECKOW KOMHUCCHH OT 3 HOsOpst 2016 r. Ne 84, wun coBmamaer ¢
HAaMEHOBaHMEM OHMOJIOTMYECKH aKTUBHOM JOOABKH K MHILE, CBEICHHS O KOTOPOH CoAepKarcs B
€IMHOM pEECTpPEe CBHUJIETEIbCTB O TOCYIapCTBEHHOW PETUCTPALUU MPOIYKIUH, IOPSIO0K
dopmupoBaHus U BeldeHHs KoToporo yrBepxkaeH Pemenunem Komnerun Epasuiickoit
skoHomuyeckoil komuccuu OT 30 uroHs 2017 r. Ne 80. Ecnu jekapCTBEHHOE CpPEACTBO WU
OMOJIOTMYECKH aKTHBHAsA 100aBKa K IMHUIIE SIBJIAIOTCS KOMIOHEHTOM MEIUIIMHCKOTO U3ENus, TO
MX HAUMEHOBAHUS MOTYT UCIOJIb30BaThCS B HANMEHOBAHUN MEAUIIMHCKOTO W3/IETHSI.

I1. IIpouexypsl perucTpaum U 3KCHEPTU3bI MEAUUMHCKOI0 31U

21. lnsi  perucTpanvii MEIWIMHCKOTO W3JeNus 3asiBUTENb BBIOMpaeT pedepeHTHOe
roCy/1apCTBO U KaK MMHMMYM OJHO FOCYAAapCTBO NPU3HAHUS.

22. 3agBUTENb TIPEACTABISIET B YMOJHOMOYCHHBIH OpraH (PKCIEPTHYIO OpTraHU3AIIHIO)
pedepeHTHOro rocy1apcTBa CleaAyIONNe JOKYMEHTHI:

a) perucTpalMOHHOE J0Che, CoiepIKalllee 3asBICHUS O PErUCTPaIK U SKCIIEPTU3E, a TAKKE
JOKYMEHTBI 110 IIEPEYHIO COTTIaCHO MPHIIOKEHNIO Ne 4;

0) KONUU TOKyMEHTOB, OATBEPKIAIOIINX OIJIATy IPOLEAYP PETUCTPALIMH U SKCIIEPTU3HI B
pedepeHTHOM rocyJapCTBe.

23. YIIOTHOMOYEHHBIM OpraHoM (IKCTIEPTHON OpraHu3anueii) peepeHTHOro rocyaapcTaa
B TeUeHHE 7 pabo4MX JIHEH cO AHS MOCTYIJICHUS 3asABJICHUN O PETUCTPAIMM U SKCIEPTU3E U
JOKYMEHTOB, yKa3aHHBIX B MyHKTe 22 Hactosmumx [IpaBui, npoBoauTcs mpoBepKa MOJHOTHI U
JOCTOBEPHOCTH COAEPIKAILNXCS B HUX CBEACHUM.

24. B ciyyae ecny 3as8BJICHUS O PETUCTPALIMU U SKCIIEPTU3E MPEICTABIECHBI C HAPYIIEHUEM
TpeOOBaHUH, YCTAaHOBIEHHBIX HAacTOSAIIMME [IpaBuiamu, WM B HUX YKa3aHbl HEJOCTOBEPHBIC
CBEICHUSI, UJIM JOKYMEHTHI, YKa3aHHbIEe B MyHKTe 22 HacTosimux [lpaBui, mpenctaBieHbl HE B
MOJTHOM 00BEMe, YMOJIHOMOYEHHBI OpraH (dKCHEpTHas OpraHuszaius) peQepeHTHOTo
rocyiapcTBa B Te4eHHe 7 pabouux JHEW CO AHS MOCTYIUICHHUS TaKUX 3asBICHHUN U JTOKYMEHTOB
YBEAOMJISIET 3asBHUTENST O HEOOXOJUMOCTH YCTPaHEHHUS BBISBICHHBIX HApYIICHUH H (WITH)
MIPe/ICTaBICHHs] OTCYTCTBYIOIIMX JOKYMEHTOB B TeueHue 30 pabouux JHEH co AHS pa3MelleHus
COOTBETCTBYIOILIIETO YBEAOMIICHUSI B HMH(OPMAIIMOHHON CHCTEME YIOJIHOMOYEHHOTO OpraHa
(?KCTIepTHOM OpraHu3aIyK ) peGepeHTHOT0 TOCYAapCTBa JIMOO0 CO THS HAIIPaBJICHUS YBEIOMIICHUS
3asBUTEIIO CIIOCOOOM, YKa3aHHBIM B 3asBJICHHIX O PETHCTPALIUU U SKCIIEPTHU3E.

25. B cnyuae ecnu o uicteuennn 30 pabounx THEH 3assBUTEIEM HE YCTPaHEHBI BBISIBJICHHBIE
HapylieHus] U (WIH) HE TPEJCTaBICHbl OTCYTCTBYIOIINE TOKYMEHTHI, YIIOJTHOMOUYEHHBIH OpraH
(axcmiepTHast opraHu3anus) pepepeHTHOr0 rocyIapcTBa B TCUCHHE 3 pabounX JHEH MPUHUMACT
pelIeHrne O BO3BpATe 3asBUTEIIO 3aSBJICHUI O PETUCTPALlUM M IKCIEPTU3E U JTOKYMEHTOB C
000CHOBaHHEM IIPUYUH BO3BpATa.

26. B teuenue 3 paboumx IHEH cO JTHS MPEICTABICHHS 3asBICHHM O pErUCTpalMd U
JKCIIEPTH3E U JTOKYMEHTOB, COOTBETCTBYIOIIMUX TpeOoBaHMsSM HacTosmux IlpaBuni, a Takxke B
Clly4ae YCTpPaHEHHsI B YCTAHOBIIEHHBIM B MyHKTe 24 HacTtosmux [IpaBuil CpOK BBISBICHHBIX
HapylleHui U (WIK) NpeACcTaBIeHUsl TOKYMEHTOB, COOTBETCTBYIOUINX TPEOOBAHUSIM HACTOSALIUX



[IpaBun, ymoTHOMOYEHHBIM OpraH (dKCIepTHas opraHu3amusa) pedepeHTHOTO TOCyaapcTBa
MPUHUMAET PEIICHHE O Havajie MPOLEAyp PErHCTPaAllii U SKCIEPTU3bI, a TaKKe pa3MellacT B
cBoei MHGOPMAIMOHHONW CHUCTEME PETUCTPAllMOHHOE JOChEe, COJEpKallee 3asBICHUS O
PETUCTPALMH U YKCIIEPTH3E.

27. IlpoBeaeHME SKCIIEPTU3BI BKIIIOYAET B c€0s1 (€CITM MPUMEHHUMO):

a) OIICHKY MPABUIHLHOCTU OTHECEHUS M3ACTUs K MEAUIIMHCKUM H3ACTHUSIM;

0) OLICHKY COOTBETCTBUS YKa3aHHOI'O 3asBUTENIEM KJjlacca TMOTEHIUMAIbHOIO pHCKa
MPUMEHEHHUSI MEIUIMHCKOTO W3JeTus B CcOoOTBeTcTBHHM C IlpaBmiamu Kiaccupukammu
MEIUIMHCKUX M3JEJUA B  3aBHCHUMOCTHM OT TOTEHIUAIbHOIO pHUCKAa TNPUMEHEHHUS,
yTrBepxkIeHHbIME Pemennem Komnernn EBpasuiickoil s5koHOMHYECKON KOMHCCUU OT 22 nexadpst
2015 1. Ne 173;

B) OLICHKY TIPAaBWJIBHOCTH OTHECEHUS MEAHWIIMHCKOro wu3nenust (Monene (Mapok)
MEAUIIMHCKOTO HU3JIENHs) K ONpPENEICHHOMY BUIY MEAMIMHCKHX H3AETUN B COOTBETCTBUHU C
HOMEHKJIATYpPOH MEIMLIMHCKUX H3JACIIUN, NPaBUIa BEICHUS KOTOPOM yTBep:KIeHbl PemeHunem
Konnernn EBpasuiickoit skoHOMudeckoi komuccuu oT 29 aexadbpst 2015 1. Ne 177

) OIICHKY COOTBETCTBHUSI MoOJelel (MapoK) MEAWIIMHCKOro u3lenus (TpU HAIWYUH),
BKJIIOUAEMBIX B OJIHO PErHMCTPAI[MOHHOE yAOCTOBEPEHUE, KPUTEPUSIM, YCTAHOBIEHHBIM ITyHKTOM
19 nacrosumx [lpasun;

1) aHAJIU3 W OIICHKY JIOKa3aTeJIbHBbIX JOKYMEHTOB (MaTepuajoB), MOATBEPKIAIOIINX
COOTBETCTBUE MEIUITMHCKOTO u3enus O0muM TpeOOBaHMIM, BKITFOYAOIINE B CeOs:

aHaJIM3 TPEACTABICHHBIX MPOU3BOIUTENEM CBEACHUH O COOTBETCTBHUHM MEIUIIMHCKOTO
uznenust O0muM TpeOOBaHMSIM, B TOM YKCIIEC aHAIU3 MPABUIIBHOCTH UICHTH(PUKAIIUH TTOJI0KCHHIA
OO6mux TpedoBaHU, MPUMEHUMBIX K MEAUIIMHCKOMY U3EIHIO;

OLICHKY  COOTBETCTBUSI  MPOTOKOJIIOB  TEXHUYECKUX  HCIBITAHUW,  BBIIAHHBIX
YIOJHOMOYEHHBIMU ~ OpraHu3anusiMu, IlpaBumam mnpoBeneHHS TEXHUYECKUX HCIBITaHUI
MEIUIIUHCKHUX U3ICIIHI;

OLICHKY COOTBETCTBUS TPOTOKOJOB HCCIENOBAaHUN (MCHBITAaHUI) C LETbI0 OLEHKU
OMOJIOTMYECKOTO  JCWCTBUS  MEAWIMHCKUX  W3JENHUN, BBIJAHHBIX  YIOJIHOMOYCHHBIMHU
opranuzanusmu, IlpaBunam mnpoBeAeHHUS HCCIAEAOBaHUN (UCHBITAaHUI) C LEIbI0 OICHKHU
OMOJIOTHYECKOr0 AEHCTBUS MENUIIMHCKUX U3 IEIHI;

aHaJIM3 OTYETA IO OLIEHKE OMOJIOTUYECKOTO ASHCTBHS MEAUIIMHCKOTO U3eUs (TIPOBOIUTCS
B TOM 4HCIIe [UIsi TIOATBEPXKIEHUS TOTO, YTO MaTepuaibl, BXONAINIME B KOHTAKT
(B3aMMOJICHCTBYIOININE) C TKAHSIMHU YEJIOBEKA, HACHTHU(MUIIMPOBAHBI (YKa3aHbl MAPKH MaTEPHAIIOB
Y MIX H3TOTOBUTEIH ), @ TAKXKE JIJIS MOATBEPKIACHUS 000OCHOBAHHOCTH OTCYTCTBHS HEOOXOIUMOCTH
MIPOBEACHUS UCCIICIOBAHMM (MCTIBITAHUI) C IIEJIBIO OIICHKH OMOJIOTHYECKOTO ICUCTBUSA);

aHallM3 OT4YeTa O KIMHUYECKOM JOKa3aTenbcTBe JS(PPEKTUBHOCTH © 0OE30MacHOCTH
MEAUIIMHCKOTO U3Jenusi (POBOIUTCS ISl MOATBEPKIEHUS 00OCHOBAaHHOCTH BBIOOpAa METO/IOB
J0Ka3aTeNnbCcTBa KIMHUUECKOW 3(dekTuBHOCTH M 0€30HMacHOCTH MEIUIIMHCKOTO U3Ieus,
BaJIMJHOCTH JAHHBIX, HCIOJb3YEMBIX JUIsl JOKa3aTelbCTBAa KIMHUYECKOH 3¢ deKTUBHOCTH U
0€30MacCHOCTH MEIUITMHCKOTO M3/ETHs, a TaKKe 00OOCHOBAHHOCTHU 3aKIIFOUEHUS O KIMHUYECKON
3¢ (}HeKTUBHOCTH U OE30MAaCHOCTH IS BCEX 3asBJICHHBIX MOKa3aHUM K MPUMEHEHHIO C yYeTOM
HATMYUS WIA OTCYTCTBUS IPOTUBOIIOKA3AHHA );

OLICHKY COOTBETCTBHUSI OTYETOB O KIMHUYECKHX (KJIMHUKO-Ta00paTOPHBIX) HCIBITAHUSIX
(uccneoBaHUsAX) MEIUIMHCKUX u3fenuil [IpaBuiaM mpoBeneHHUS KIMHHUYECKUX U KIMHHKO-
71a00paTOPHBIX UCTIBITAHUN (MCCIIEAOBAHMH ) METUIIMHCKUX U3/IEITHH;

aHaJIM3 BaJUJIHOCTH JIOKA3aTeNbCTB MEPBOM CTOPOHBI (IIPH HATHYWH) IS TIOJTBEPKICHUS
COOTBETCTBUS MEAUIIMHCKOTO u3aenus OOmumM TpedOBaHUIM C YUETOM KJlacca MOTEHUUAIbHOTO
pUCKa TMPUMEHEHHS MEAWIMHCKOTO WU3Jenus (isi MEAMIMHCKUX H3JCNUN  KIIACCOB
MOTEHIIMAJIBLHOTO pHCKa MpUMEHEeHHs 20 W 3 K JI0Ka3aTeabCTBaM IEPBOMl CTOPOHBI JIOJKHBI
MpPHUJIaraThCsl MPOrpaMMa UCIIBITAHUHN (MCCIeI0BaHN) 1 000CHOBAHKE BRIOPAHHBIX METOJIOB);

aHaJlu3 CTAaHJApTOB, MPUMEHSEMBIX TMPOU3BOAMUTENEM TpPU MNPOEKTUPOBAHUU U
MIPOU3BOJICTBE MEIUIIMHCKOTO U3JICIHS,;
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aHanu3 Oe3omacHOCTH ®  3(G(EKTUBHOCTH JIEKAPCTBEHHOTO CpPEICTBA B  COCTaBE
MEIUIIMHCKOTO W3JENus, €ro BIUSHUSA Ha (YHKIMOHAIBHOCTh MEIUIMHCKOTO W3JIEIHs,
COBMECTUMOCTH JIEKAPCTBEHHOT'O CpEICTBa C MEAMLIMHCKUM H3JeTueM (32 MCKIIOUEHUEM
MEAUIIMHCKUX WM3ICNUN ISl JUArHOCTHKH in vitro). JlekapCTBEHHOE CpPEICTBO JOKHO OBITH
3aperuCTPUPOBAHHBIM M Ppa3pelIeHHbBIM K MPUMEHEHHIO B TOCYAAapCTBE — IPOU3BOJAUTENE
JIEKapCTBEHHOT'O CPE/ICTBA;

aHaJIM3 JaHHBIX O OHMOJOrMYecKod Oe30MacHOCTH MEIWLMHCKOrO M3JETUsS Ha OCHOBE
aHall3a BCEX MAaTepUajOB >KMBOTHOTO WIHM YEJIOBEUECKOTO NPOUCXOXKICHHUS, BXOJAIINX B
MEIUIIMHCKOE H37eNne, WHPOpMaluu O MoAOOpe MCTOYHUKOB (IOHOPOB), OTOOpe Marepuala,
MPOLIECCUHTE, XPaHEHUH, TECTUPOBAHWHW, BAIHMIAIMU TIPOIEAYp TECTUPOBAHUS, a TaKKe
oOpalleHuu C TKaHSAMH, KJIETKaMH, CyOCTaHIUSMHU >KMBOTHOTO WJIM YEJIOBEUYECKOIo
MIPOUCXOXKACHUS, KyTbTYPaMHU MUKPOOPTAHU3MOB U BUPYCOB;

aHaJIM3 TMPOILENypbl M METOAOB CTEPUIIU3ALUU MEAUIMHCKOTO W3JENusl, MaTepHalloB,
00OCHOBBIBAIONINX CIOCO0 CTepUIIM3aIlMU, MpeaIaraéMblXx METOJOB KOHTPOJIS KayecTBa W
OTIpe/ieNIEHUs] OCTATKOB CTEPUIIM3YIOUIETO BEIIECTBAa MPH MPUMEHEHHUH XHMHUYECKOro crocoda
CTepUIIH3AIUY;

M3Y4YEeHHE BAJIMTHOCTU MPOrPaMMHOTO OOecredyeHHs] Ha OCHOBE aHalli3a JaHHBIX O €ro
BepU(UKaLUU ¥ BaUAAIUHN, B TOM YKCiIe WHPOPMALIUU O ero pa3paboTKe, Mepax U CpeAcTBax
3aIUTBl  OT HECAHKIIMOHUPOBAHHOTO JOCTyNa © obOecrnedeHun KuOepOe30macHOCTH,
TECTUPOBAHUU TIPOU3BOAUTEINEM, TAHHBIX 00 UACHTU(DUKAIINHA U MAPKUPOBKE;

aHaJIM3 OTYeTa O CTAOWMJIBHOCTH MEAMLMHCKOIO U3JeNus, 000CHOBAHHOCTH 3asiBICHHOTO
CpOKa XpaHEHHUS;

paccMOTpeHHe OT4yeTa MO0 AaHAJIW3y pPUCKOB B LEISIX MOATBEPKICHHUS IOJHOTHI
UICHTH(QUIIMPOBAHHBIX B TAKOM OTYETE OMACHOCTEH, OMACHBIX CUTYallUid U COOTBETCTBYIOIINX
PUCKOB, KOTOpPBIE MOTYT OBITH OLIEHEHbl KaK HEIOMYCTUMBbIE, a TaKKe TIOATBEPKIACHUS
3aKJIFOYEHUS TPOU3BOAUTENS] 00 OTCYTCTBHM HEIOMYCTUMBIX PHUCKOB JHOO JTOMYCTUMOCTHU
PHUCKOB, KOTOpbIE B OTYETE [0 aHAJIU3y PUCKOB OIICHEHBI KaK MpHEeMJIEMble Ha OCHOBE aHalln3a
COOTHOIIEHUS «PUCK — MOJIb3a»;

MOATBEP)K/IEHUE HAa OCHOBAHWM TPEACTABIEHHBIX  JOKAa3aTENbHBIX  MaTepHalloB
(TOKyMEHTOB) OOOCHOBAaHHOCTH pe3yJbTaTa OICHKH MPOU3BOIUTENS O COOTBETCTBUHU
MEIUIIMHCKOTO u3aenus OOmumM TpeOOBaHUIM;

OILIEHKY COOTBETCTBHUS IKCILTYyaTallMOHHOTO IOKYMEHTA UM MHCTPYKIIUHU IO MPUMEHEHHUIO,
PYKOBOJICTBA TI0 CEPBUCHOMY 0OCTy>kuBaHuI0 OOITUM TpeOOBaHUSIM;

OILICHKY COOTBETCTBUSI MAPKUPOBKH MEIUITMHCKOTO n3aenust O0mum TpeOoBaHUsIM;

aHaJIn3 TpeOOBaHUM K TEXHUYECKUM XapaKTePUCTUKAM METUIIMHCKOTO U3IENus;

OILICHKY JOKYMEHTOB, ITOJATBEPKIAIOIIUX PE3yIbTAThI UCIIBITAHUN MEIUIIMHCKHUX U3 B
LEesIX YTBEpPXKACHUS THUINA CPEACTB H3MEpeHUH (B OTHOLICHUMM MEIUIUHCKUX W3JeIHil,
BKJIFOUEHHBIX B TIEPEUCHb BUIOB MEIUIIMHCKUX H3JCTHUH, MOMJIEKANUX OTHECCHHIO TPU HUX
perucTpaluu K cpeAcTBaM U3MepeHuil);

€) aHaJIM3 OTYETOB O PE3yJIbTaTaX MHCIIEKTUPOBAHUS TPOU3BOICTBA MEAUIIMHCKOTO H3ACITHUS
(mpoBOIUTCS B LENSIX MOATBEPXKACHHUSI COOTBETCTBUS 3asBISEMOrO0 MEIULMHCKOIO H3IENus
rpynne (MOATpyNIe) MEOWIIMHCKUX W3JICIHA C Yy4YeTOM Killacca MOTEHIIMAIBHOTO pHUCKa
MIPUMEHEHHUsI coriacHo npuiokeHnio Ne 2 k TpeOGoBaHMIM K CHCTEME MEHEKMEHTa KauecTBa, a
TaKKe MOATBEPKICHUS IOCTOBEPHOCTH HH(OpMAIINY 00 YKa3aHHBIX B 3asIBIICHUSIX O PETHUCTPAIIUN
1 SKCIIEPTH3€ MPOU3BOJICTBEHHBIX IUIOMIAIKAX, HA KOTOPbIE paclpoCTpaHsIeTcs AecTBHE OTUYeTa
0 pe3ylibTaTaX WHCIEKTUPOBAHUS ITPOU3BOJICTBA MEIUIIMHCKOTO U3JICIHS);

’K) aHAJIU3 JAHHBIX O CEepTU(PUKAIMKA CHCTEMbl MCHEDKMEHTA KadyecTBa (MpU HAJMYWH), B
TOM 4YHcIie TpeOOBaHHIA, HA COOTBETCTBUE KOTOPHIM CEPTU(MHUIIMPOBAHA CUCTEMA MEHEKMEHTA
KauecTBa MPOU3BOJUTENS, U CBeeHUN 0 cepTudukarax (HoMep, Jara BblAaud, CPOK JACUCTBUA
cepTU(HKaTa, HANMEHOBAHUE U CBEACHUS 00 aKKPEIUTALMU OpraHa Mo cepTu(UKaIIN);

3) HOATBEp)KJIeHHE  OOOCHOBAHHOCTH  YKa3aHUS  MPOU3BOJCTBEHHBIX  IUIOMIAJIOK
PETUCTPUPYEMOT0 METUIIMHCKOTO M3/1ETIHS;
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W) aHAIW3 JaHHBIX O pa3pabOTKe W TPOM3BOACTBE MEIUIIMHCKOTO H3IEHHSI (CXEMBbI
MPOLIECCOB TPOU3BOJICTBA, WH(GOpPMAIMs 00 OCHOBHBIX CTAaUSX MPOU3BOJCTBA, YIAKOBKH,
UCIBITAaHUN U O IPOLEAYPE BBIITyCKa KOHEYHOTO MPOJIYyKTA);

K) aHAJIU3 MPEACTABICHHON MPOU3BOIUTENEM HH(OPMAIIUK O MAPKETUHTE;

J1) aHaJIM3 NPEJCTABICHHBIX MPOU3BOJIUTENIEM CBEIACHHUIN O HAJIWYMH UM 00 OTCYTCTBUU
COOOIIEHUN O HEXKENaTeIbHBIX COOBITHSX ¥ (WIIM) HECYACTHBIX CIIydasX, CBS3aHHBIX C
WCIOJIb30BAHUEM MEAMIIMHCKOTO W3JEHs, OT3bIBaX C pbIHKA MEAMIMHCKOTO HW3JIEHs,
YBEAOMJICHHH MO 0€30MacHOCTH MEIUIIMHCKOTO U3/IETHS, TIOJIX00B K PEIICHHIO TaKUX MpoodieM
MPOU3BOJUTENIEM MPU HMX BO3HUKHOBEHUH, ONHCAHUSA MPEIIPUHATHIX KOPPEKTUPYIOLIUX
JCHCTBHI, a TaK)Ke aHaJIN3 COOTHOIIEHUS YPOBHS MPOJaXK, KOJMYECTBA HECUACTHBIX CIydaeB U
OT3BIBOB MEAMIIMHCKOTO U3JIEHS U3 OOpaICHHUS;

M) aHanu3 TulaHa cOopa JaHHBIX MO 0e30mMacHOCTH U IPPEKTUBHOCTH MEIUIIMHCKOTO
W3JIeHs Ha TTOCTIIPOIaXKHOM JTarle.

28. Ilpu mpoBeaeHUH JKCIEPTH3bI B CIydae HEAOCTATOYHOCTH MAaTepUalOB U CBEACHUI,
COJZIEp>KaIMXCS B 3asBICHUSIX O PETUCTPALMU U IKCIEPTHU3E U JTOKYMEHTAaX PETUCTPALMOHHOTO
J0Che, I IPUHSTHS PEIICHUS O Hadalle TMPOBEICHHS MHCIICKTHPOBAHHS MPOW3BOJACTBA (TIpU
HEOOXOUMOCTH €ro MpPOBENCHHUS) WM JJIi MOATOTOBKM SKCIEPTHOrO 3aKiIIOueHus (mpu
OTCYTCTBHHM HEOOXOJAMMOCTH TPOBEIACHHS MHCIIEKTUPOBAHUS MPOU3BOJCTBA) YIOIHOMOYCHHBIN
opraH (9KcmepTHas opra"uzanus) pedepeHTHOr0 TOCyIapcTBa HAIpaBIsSeT 3asiBUTEIIO
COOTBETCTBYIOIIMI 3alpoc (C yKa3aHHWEM XapakTepa 3aMe4aHHil U CIOCOOOB WX yCTpaHCHHS).
3anpoc HampapiseTcsl OJHOKPATHO CHOCOOOM, YKa3aHHBIM B 3asBJICHUSX O PETUCTPALUU U
JKCIIEPTH3E.

3asBUTENb 0053aH MPEICTABUTHh OTBET Ha 3ampoc B TeueHue 60 pabouux gHEH co JHS ero
MoJydeHus. B cilydae HempeacTaBlIeHUs yYKa3aHHOTO OTBETa B CPOK YIOJHOMOYEHHBIA OpraH
(3KcrepTHasi OpraHM3alysl) MPUHUMAET PEHIeHHE OTHOCHUTEIHHO BO3MOXHOCTH PETUCTPALUU
MEIUIIMHCKOTO U3/IeTNS HA OCHOBAHUU JJOKYMEHTOB, UMEIOIUXCS B €0 PACIIOPSHKCHUU.

[Ipu BBISIBIEHUN yMOJTHOMOUYEHHBIM OpPraHOM (PKCIIEPTHOM OpraHu3anuei) pepepeHTHOTO
rocy/apcTBa B MPEJCTaBICHHBIX 3asSBUTENIEM B OTBET Ha 3alpoc JOKYMEHTaX HEIOCTOBEPHBIX
JAHHBIX WM JOKYMEHTOB, COCTABJIEHHBIX WJIM COJAEP)KAIUX TEKCT Ha MHOCTPAHHOM s3bIKe 0e3
3aBEpEHHOT0 B YCTAaHOBJIICHHOM 3aKOHOJIATEIBCTBOM pe(epeHTHOro TrocyAaapcTBa MOPSIKE
nepeBoJia Ha PYCCKUM S3bIK, YIOJHOMOYEHHBIN OpraH (SKCIepTHas OpraHu3alus) B TeUeHUe 2
pabounx JHEW co JHS MOTYYCHHs TaKUX JOKYMEHTOB BpyUaeT 3asBUTENIO CIIOCOOOM, YKa3aHHBIM
B 3asIBJICHUSAX O PETUCTPALMU M 3KCIEpPTU3E, PEIICHHE O BO3BPATE yKa3aHHBIX JOKYMEHTOB C
000CHOBaHMEM TMPHUYHUH BO3BpATa U COOOIMICHHEM O BO3MOXXKHOCTH MOBTOPHOTO MPEICTABIICHUS
3asiBUTENIEM IOKYMEHTOB JI0 HCTEUEHUS YKa3aHHOTO B a03alle BTOPOM HACTOSIIIEro MyHKTa CPoKa.

29. YiomHOMOUYEHHBIH OpraH (dKCHEepTHas OpraHu3ainusi) pe(epeHTHOro rocyaapcTBa B
TeyeHue 45 pabouux AHEH co AHS MPUHATUS UM PELICHHUS O Hadajie MpOLEeAyp perucTpauu 1
OKCMEPTH3bl MEIUIIMHCKOTO M3Aeius OQOPMIISIET OKCIEPTHOE 3aKII0YCHHE COTJIACHO
npuiiokeHuto Ne 5 mu6o B ciryyae He0OX0JUMOCTH MPOBEACHHSI MHCIIEKTUPOBAHUS POM3BOACTBA
MPUHUMAET PEIICHHEe O Hadaje MPOBEICHUS WHCIEKTUPOBAHHS MPOU3BOJICTBA (TIPU YCIOBHH
OTCYTCTBHSI 3aMEUaHUN K JOKYMEHTaM, COJEp)KallUMCSi B MPEJICTaBICHHOM JIOChE, WU
yCTpaHEHUs 3aMeUaHui, yKa3aHHBIX B 3aMIPOCE) U YBEAOMIISIET 3asSBUTENS O TIPUHATOM PEIICHUN
MyTeM HAaNpaBjieHHs] YBEIOMIIEHUS CIIOCOOOM, YKa3aHHBIM B 3asBJICHHUSIX O PETUCTPALUU U
JKCIIEPTU3E.

30. Ilpu npuHATUYN pelIeHHs O Hauajle MHCIEKTUPOBAHUSI TPOU3BOJICTBA YIIOJTHOMOYEHHBIM
OpraHoM (9KCIEpPTHOW opraHu3anueil) pedepeHTHOr0 TrocyJapCTBa HHCIEKTHUPYIOMIAs
opranusanusi pepepeHTHOro TIoCyAapcTBa MPOBOJUT HHCIEKTUPOBAHME TPOU3BOJCTBA B
COOTBETCTBUM C TpeOoBaHUSIMU K CHUCTEME MEHEKMeHTa KadectBa. CpOK OpraHU3aluu
MIPOBEJICHUSI MHCIIEKTUPOBAHMSI MPOU3BOJCTBA HE JOJDKEH B COBOKYMHOCTH IMpeBblIaTh 90
pabouux aHEH cO JAHSA NPUHATHA YHNOJHOMOYEHHBIM OpPTraHOM (PKCIEPTHOW OpraHu3aiuei)
pelIeHrs 0 Hayajle MHCIEKTUPOBAHUS ITPOU3BO/ICTBA.
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31.0tyer 0  pe3yiapTaTax  HMHCIEKTUPOBAHHMS  MPOM3BOJACTBA  HAMPABISAETCA
MHCHEKTUPYIOIEH OpraHu3aluell B YIOJIHOMOYEHHBIH OpraH (3KCHEPTHYIO OpraHu3aluIo)
pedepeHTHOTo rocyjapcTBa AJis BKIIOUEHUS! B PErHCTPAIIMOHHOE TOChE U 3asBUTENIO MO MOYTE
3aKa3HBIM MOYTOBBIM OTIIPABICHUEM C YBEJIOMIICHHEM O BPYUECHUH JINOO B hOpMe IEKTPOHHOTO
JOKyMEHTA, TMOAMMUCAHHOTO 3JCKTPOHHOM TOJIMUCHIO, B TeUYeHHE 15 paboumx mHEW co JHS
3aBEpUICHMs] HHCIEKTUPOBaHUsA Npou3BoAcTBa. llpu 3TOM B ciydae ecim 1O HTOram
WHCIEKTUPOBAHUS  IPOW3BOJICTBA  BBISIBICHBI HECOOTBETCTBHS, OTYET O pe3yJibTaTax
MHCIIEKTUPOBAHUS TMPOU3BOJCTBA, JOIMOJHEHHBIM CBEACHUSAMHU 00 YCTpPaHEHHH BBISBICHHBIX
HECOOTBETCTBUM, HAMPABISAETCS MHCIEKTUPYIONIEH OpraHU3aludeil B YIOJTHOMOYEHHBIN OpraH
(9KCTIIepTHYIO OpraHu3anuioo) pedepeHTHOro rocyJapcTBa B TeueHue 15 pabouux mHel mocie
MOJIy4EHHUs OT 3asBUTENSI CBEJCHUN 00 yCTpaHEHUU HECOOTBETCTBUM JINOO CO JHS HMCTEUEHHUS
CpOKa, YCTaHOBJIEHHOT'O /ISl UX YCTPAHEHUSI.

B cinywae ecnum 1o wWTOraM HMHCIEKTHPOBAHMS MPOU3BOJACTBA B  JIOKYMEHTHI
PETUCTPALIMOHHOIO J10ChE Ha PErMCTPUPYEMOE MEIULIMHCKOE HM3/EJINE€ BHECEHBl HW3MEHEHMS,
Takue JOKYMEHTBI, O(OpMIIEHHBIE B COOTBETCTBMM C MpuiioxkeHrueM Ne4, HampaBlsiOTCS
MHCHEKTUPYIOIEH OpraHu3alueldl B YIOJIHOMOYEHHBIH OpraH (3KCHEPTHYIO OpraHu3alHIo)
pedepeHTHOT0 rocy1apCTBa.

32. YoITHOMOYEHHBIM opraH (3KCHepTHas opraHu3aiys) pedepeHTHOro rocyaapcTBa B
TedyeHue 15 pabouux AHEW co [HS TMOJIy4eHUs OT4eTa O pe3yJbTaTaX MHCIEKTUPOBAHUS
MIPOU3BOJICTBA O(OPMIISIET SKCIEPTHOE 3aKIIOYCHHE B COOTBETCTBHM C IpHIIOKeHHEM Ne 5 k
HactosmuM [IpaBunam.

33. BBIBOJBI, COZIEpIKAIITUECS B IKCIIEPTHOM 3aKIFOUEHUH, IOJDKHBI OBITh OTHO3HAYHBIMU U
MOHSTHBIMHU.

34. OcHOBaHUSIMM Ul BBIHECEHHS  YIOJHOMOYCHHBIM  OpPraHOM  (3KCIIEPTHOM
opraHuzanueii) pedepeHTHOrO TOoCyAapcTBa 3aKiIOUYEeHHMsT 00 OTKaze B PETHCTpaIlud
MEAULIMHCKOTO U3/1ETIHS SIBJISIOTCSL:

a) HEMOATBEPK/IEHNE COOTBETCTBYIOUIMMH MaTeprajaMH U CBEICHUSIMU, COJIEPKALTIMUICS
B PETHCTPAllMOHHOM JI0Cbe, KadecTBa, W (Wiau) 3(P¢GEeKTUBHOCTH, U (MiIM) OE30MaCHOCTH
MEAUIIMHCKOTO U3/IETIHS;

0) mpeBbIlICHUE PUCKa IPUYMHEHHS Bpea 3/10pOBbIO IPakIaH U METUIIMHCKUX PAOOTHUKOB
BCJIE/ICTBUE TPUMEHEHUS MEIUIIMHCKOTO U3Aenus Hajl 3 (HEeKTUBHOCTHIO €r0 IPUMEHEHHUS;

B) BBISIBJIGHUE IIPU OCYLIECTBJIEHUU YIOJHOMOYEHHBIMH OpraHaMHM TI'OCYJapCTBEHHOIO
KOHTpoJIs (Ham3opa) 3a oOpalieHMeM MEIUIIMHCKUX W3JIeTUH HEJOCTOBEPHBIX JaHHBIX 00
3G HEKTUBHOCTH U 0E30MACHOCTH MEAMIMHCKOTO HW3JENNsS M MX HECOOTBETCTBUE JAaHHBIM O
MEIUIIMHCKOM U3/I€TINH, COIEPKALIUMCS B JOKYMEHTaX PETUCTPALMOHHOTO JOChE.

35. B cinydae eciau 3KCHEPTHOE 3aKIIOYEHHE OTHOCHUTEIBHO BO3MOXKHOCTH PETHMCTpALUU
MEAUIIMHCKOTO HW3JENHs SBISETCS OTPHUIATENbHBIM, YTOJIHOMOYEHHBIM opraH (dKCIepTHas
opranuzanusi) B TeueHue 10 paGouux nHedl co aHA odopmieHus (IMOJY4YEHHS) SKCIEPTHOTO
3aKJIIOUEHHUS PUHUMAET peleHne 00 0TKa3e B perucTpaiii MEAUIMHCKOTO U3Aeus, 0hopMIIsieT
U BBIJACT 3asABUTENIO CHOCOOOM, YKa3aHHBIM B 3asBICHHUSIX O PETHCTPALUU U HKCIEPTH3E,
yBeZoMJIeHHE 00 OTKa3€ B perUCTpallii METUIIMHCKOTO U3IEHsI C 000CHOBaHHEM IIPUYUH OTKa3a
U TPWIOKEHHMEM K HEMY KONMHM OKCIEPTHOIO 3aKIIOYEHMsI YIOJIHOMOUYEHHOIO OpraHa
(3KCTIepTHOM OpraHmu3aIun) peepeHTHOro roCyIapCTRa.

36. B ciydae eciau 3KCHEPTHOE 3aKIIOYEHHE OTHOCHUTEIBHO BO3MOXXHOCTH PETHMCTpPALUU
MEAUIIMHCKOTO H3JeNusl SBISETCS MOJIOKUTEIbHBIM, YIOJHOMOYEHHBIM OpraH (dKCrepTHas
opranm3ainus) pedepeHTHOro rocygapcrTsa B Te€YeHHE 5 pabouux AHEW co nHA odopmieHus
AKCIIEPTHOTO 3aKJIIOYEHHs pa3MellaeT B CBOEH MH(POPMAIIMOHHOM CHCTEME PEerucTpalMoHHOE
JI0ChE ¥ ATO HIKCHEPTHOE 3aKJIIOUYCHHE U YBEAOMIISET 3aBUTEINS O HEOOXOAUMOCTH MTPEICTABICHHS
KOMUH JOKYMEHTOB 00 oOIulaTe MpoueAyphl COTJIacOBaHUs OKCIIEPTHOTO 3aKIIOUEHUs B
rocyaapcTse (rocynapcrBax) npusHanus B TeueHue 30 KaJeHAapHbIX JHEH cOo AHS HaIlpaBICHHS
TAaKOro YBEJAOMJICHHS 3asBUTENI0 CIOCOOOM, YKa3aHHBIM B 3asBIICHUSAX O pEruCTpalud U
JKCIIEPTU3E.
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37.3asBUTENb YBENOMIISIET YIIOJIHOMOYEHHBIE OpraHbl (SKCIEPTHbIE OpraHU3alnu)
pedepeHTHOro rocyJapcTBa M rocyaapcTBa (TOCyAapcTB) NMpHU3HAHHS 00 oOIUiaTe MPOLEIYp
COTJIaCOBaHUA B CPOK, YCTAaHOBJIEHHBINA MYHKTOM 36 HacTosiux [IpaBui.

38. CormnacoBanue SKCIEPTHOTO 3aKIIOYEHUS! SIBJISAETCS OCHOBAHMEM JJIS MPUHSTHS
pElIeHrs O PerucTpanuy MEIWLUHCKOrO U3JEeNUs B rocylapcTBe NMpHU3HAHUS U odopmIiseTcs
YIOJIHOMOYEHHBIM OpPraHOM (SKCIEPTHOM OpraHu3anueil) rocynapcrBa HpU3HaHUS B (opme
3aKJIIOUYEHUS O TOJTBEP>KICHUM COTJacOBaHUs (HECOTJIACOBAHMSI) SKCHEPTHOTO 3aKIIOYEHHUS
coryiacHo mpuiokeHnto Ne 6 (mamee — TOATBEPKICHUE COTJIACOBAaHUS (HECOTIIACOBAHMS)
AKCTIEPTHOTO 3aKIIOUCHU).

39. CornacoBaHue 3KCIEPTHOTO 3aKIIOUEHHs YHNOJIHOMOYEHHBIM OPraHoM (9KCIIEPTHOM
OpraHu3amueil) TocymapcTBa MPU3HAHUS OCYIIECTBIACTCS B COOTBETCTBUU ¢ pazaenom III
Hacrosuux [Ipasuir.

40. IIpu ycioBUM OTCYTCTBHS pPa3HOINIACUA MEXIy pehepeHTHBIM TOCYyIapCTBOM |
rocylapcTBOM (rocyJapcTBaMu) IpU3HAHUS B OTHOLIEHWHM COIVIACOBAHUS SKCIIEPTHOIO
3aKJIIOUEHHUS YIIOJTHOMOYEHHBIN OopraH (3KCrepTHas opranusanus) peepeHTHOro rocyaapcTna:

a) B TeueHne 10 paboumx JHEH cO THS MONyYEHUS OT BCEX YIOJIHOMOYECHHBIX OPTaHOB
(3KCHEepPTHBIX OpPraHu3aluii) rOCyAapCTB MPU3HAHUS MTOATBEPKICHUS COTJIACOBAHMSI KCIIEPTHOTO
3aKJIIOYeHHUs JMOO0 CO JIHS HCTEUEHHs] CpOKa, YCTAHOBJIEHHOTO JUISI TPEAOCTABICHHS
rocyaapcTBaMH MpU3HAHUS YKAa3aHHOTO MOATBEPKAEHUs (IIPHU YCIOBUH, YTO 3asBUTEJIEM ObUIM
NPEJCTaBICHBl B YIOJIHOMOYEHHBIM OpraH (9KCHEPTHYIO OpraHU3alHio) peepeHTHOTOo
rocy1apcTBa KOIUHU IOKYMEHTOB 00 OIuIaTe MpoLeyphl COTIaCOBaHUS SKCIIEPTHOTO 3aKII0UEHUS
B rOCYyJIapCTBax MPU3HAHUS U MEPEBOJOB IKCILTYyaTAlIMOHHOTO JIOKYMEHTA WU UHCTPYKIUU IO
MPUMEHEHHUIO MEIULUHCKOTO M3JIeIHsl, pyKOBOJICTBA IO CEPBUCHOMY OOCIY>KMBAaHUIO M TEKCTa
MapKUPOBKH Ha TOCYJAapCTBEHHBIC SI3BIKM TOCYNApCTB TNpuU3HaHWS (MPU HEOOXOIUMOCTH)),
MPUHUMAET PEIIEHUEe O PErucTpaly MEeIUIMHCKOTO U3JENUsS U pa3MellaeT B €IMHOM peecTpe
MEAULMHCKUX H3JEIHUM, 3aperucTpupoBaHHBIX B paMkax (Coro3a, CBEJEHUS O MEAUIIMHCKOM
u3nenuu, npenycmorpernsie [lopsakom popmupoBanus U BeneHus HHHOPMAIIMOHHON CUCTEMBI;

6) B Teuenue 10 pabouux AHEW cO JAHSA NPUHATUS PELICHUS O PETUCTPAIIMUA MEIUIIMHCKOTO
u3nenust opopMIIIeT U BBIJACT 3asBUTENIO CIIOCOOOM, YKa3aHHBIM B 3asBJICHUH O MPOBEACHUU
perucTpanuy MEAUIMHCKOTO U3IENHNS, PETUCTPALMOHHOE YAOCTOBEPEHUE U ITPUIIOKEHNE K HEMY .

41. HecormacoBaHue SKCIEPTHOTO 3aKJIIOUYCHHs YIOJHOMOUYEHHOTO opraHa (dKCIEepTHOM
OpraHu3anyu) peQepeHTHOr0 TOoCyJapcTBa B OJHOM U3 TOCYAApCTB MPU3HAHUS SBISETCA
OCHOBaHMEM JJisi OTKa3a B PETUCTPAalUUd MEIUIMHCKOTO HW3JAETUs Ha TEPPUTOPUU ITOTO
rocy/1apcTBa PU3HAHMUSL.

42. B ciyyae Halu4us TOCy1apcTBa (roCyAapcTB) MPU3HAHMS, YIIOJTHOMOYEHHBIM OPraHOM
(3KCHepTHOM  OpraHu3anuell) KOTOPOro  3KCHEPTHOE  3aKIIOUEHHE HE  COIVIAaCOBAHO,
YIIOJTHOMOYCHHBIM OpraH (dKCIepTHas opraHu3alus) pepepeHTHOro rocyaapcrea B TeueHue 10
pabouux THEH co AHS MOTyYEHUS OT BCEX YITOJTHOMOUEHHBIX OPTraHOB (IKCIEPTHBIX OpraHU3aIuii)
rocy/1apCcTB NpHU3HAHUS TOJATBEPXKIEHUS COTJacoBaHUs (HECOTJIacOBaHHWA) SKCIEPTHOIO
3aKJIOYeHUs JMOO0 CO JIHS HCTEUCHHs] CpOKa, YCTAHOBJIEHHOTO JUISI TPEAOCTABICHHS
rocyaapcTBaMH MpU3HAHUS YKAa3aHHOTO MOATBEPKAEHUs (IIPU YCIOBUH, YTO 3asBUTEJIEM ObUIM
NPEJCTAaBICHBl B YIOJIHOMOYEHHBIM OpraH (9KCHEPTHYIO OpraHU3alMio) peQepeHTHOTOo
rocy1apcTBa KOIUHU IOKYMEHTOB 00 OIuIaTe MpoIeyphl COTIacOBaHUS SKCIEPTHOTO 3aKII0UEHUS
B rOCYyJIapCTBax MPU3HAHUS U MEPEBOJOB IKCILTYyaTAlIMOHHOTO JIOKYMEHTA WM UHCTPYKIUHU IO
MPUMEHEHHUIO MEIULUHCKOTO M3JIeIHs, pyKOBOJICTBA IO CEPBUCHOMY OOCIY>KHBAHUIO M TEKCTa
MapKHpPOBKH Ha TOCYJAapCTBEHHBIC SI3BIKM TOCYJApCTB IMpH3HAHUA (P HEOOXOAWMOCTH)), C
Y4ETOM XapaKTepa BbISBICHHBIX 3aMEUaHUI BBIMOIHSET OJHO U3 CIEAYIOIUX JEHCTBUM:

a) HaMpaBJIsIeT 3asABUTENIO YBEIOMIIEHHE O HEOOXOAMMOCTH COTJIACOBAaHUS OOpAaIlEeHUs B
KoHcynbTaTUBHBIN KOMHUTET [AJISi YPEryJUPOBaHUS PA3HOITIACHN B OTHOIIEHUU COTJIACOBAHUS
HKCHEPTHOTO 3aKJIIOUEHUS C MPUIIOKEHHEM KOMUU (KOMHUI) MOATBEPKIEHUS COTJIacOBaHMS
(HecornmacoBaHMsl) 3KCIEPTHOTO 3akitoueHus. [Ipu oTcyTcTBUM OTBETa 3assBUTENS 110 UCTEUEHUU
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15 pabGoumx pgHEH CO JHSA TIOJYYEHHS COOTBETCTBYIOIIETO YBEIOMJICHHS OOpalleHHEe B
KoHCynbTaTUBHBIM KOMUTET CUUTAETCSI HECOTTIACOBAHHBIM;

0) B ciIy4yae coryacusi ¢ BEIBOJAMH YITOJITHOMOYEHHOTO OpraHa (dKCIEePTHOM OpraHU3aIliH)
rocyiapcTBa NMPU3HAHUSA O HEBO3MOXKHOCTH PETHCTpAallMM MEAUIMHCKOTO W3JEIHs NMPUHUMAET
pelieHre 00 OTKa3e B PErUCTPAllUy MEIUIMHCKOTO u3enus. B aToM ciiydae yrnoiHOMOYEHHBIH
opras (3KCIepTHas opranusanusi) peepeHTHOro rocynapcrsa B reuenue 10 pabounx nHei co aHs
MPUHATHS pelieHrs o0 OTKa3e B PerucTpanuy MEAUIIMHCKOTo W3Aenus oGopMiIsieT U BbIIAET
3asBUTEIIO CIIOCOOOM, YKa3aHHBIM B 3asIBJICHUSAX O PETUCTPALIUHU U SKCIIEPTU3E, YBEAOMIIEHUE 00
OTKa3e B perucTpanui MeAUIIMHCKOTo U3eus (C 000CHOBaHUEM NMPUYHH OTKa3a U MPUII0KEHUEM
K HEMY KOMMHM 3KCHEPTHOIO 3aKJIIOUEHUS WU TOATBEPKIACHMS HECOIJIACOBAHUS SKCIIEPTHOTO
3aKJTIOUCHUS ).

43. YIomHOMOUYEHHBIH OpraH (dKCHEepTHas OpraHu3ainusi) pe(epeHTHOro rocyaapcTBa B
TedeHue 3 pabouux JHEH CO JHS MOJyYeHHUs OTBETA OT 3asSBUTENSI OTHOCUTENIBHO OOpaleHUs B
KoHCynbTaTUBHBIM KOMUTET Ul YPETyJUMPOBAaHUS PA3HOIJACHIl B OTHOIIEHHWU SKCIIEPTHOIO
3aKJIIOUEHUS:

a) obparmraercss B KOHCy1hTaTUBHBIN KOMHUTET B COOTBETCTBUU C pazzaenoMm [V HacTosmux
[IpaBuu (B citydae coriacoBaHus 3asiBUTeNIeM oOpaiieHusi B KoHCyIbTaTUBHBIA KOMUTET);

0) IpUHUMAET peIIeHHE O PEerucTpaluy MEIUIMHCKOTO u3Jenus O0e3 yKa3aHus B
PETUCTPALIMOHHOM YJIOCTOBEPEHHH TOCyAapcTBa (rOCylapCcTB) MpU3HAHMS, YIMOTHOMOYEHHBIM
OopraHoM (3KCIEPTHOH opraHu3amnuei) KOTOPOro HE COTJacoBaHO IKCIEPTHOE 3aKIOueHHUE (B
cllydae HecorjacoBaHus 3asBuTesieM oOpaiienus B KoncynbratuBHbli komuter). B aTOM ciiydae
YIOJHOMOYEHHBIH OpraH (9KCIepTHas opraHu3anus) peepeHTHOro rocynapcrsa B redenue 10
pabouux AHEH CO THS NPUHSATUS PEIICHUS O PETUCTPALUUA MEAUIIMHCKOTO U3/IEIHS:

pa3MeliaeT B €IMHOM PEeCTpe MEIULMHCKUX HM3AENIUM, 3aperuCTPUPOBAHHBIX B paMKax
Coro3a, cBeZleHHs] O MEAMIMHCKOM HU3Jenuu, npeaycMoTpenHbie [lopsakom dbopmupoBanus u
BeICHUSI THPOPMALIMOHHOM CUCTEMBI;

oopMIIIEeT W BbIAET 3aABUTENIO0 CIIOCOOOM, YKa3aHHBIM B 3asBJICHHU O IMPOBEICHUU
perucTpanuy MEAUIMHCKOTO U3/IENHNS, PETUCTPALMOHHOE YAOCTOBEPEHUE U ITPUIIOKEHNE K HEMY .

I11. ITpouenypa corjiacoBaHUA IKCHEPTHOI0 3aAKJIKOYECHUS

44. Ilpouienypa COIJIACOBAHUS DKCIIEPTHOTO 3aKIIOUEHHUSI OCYIIECTBIISIETCSI B OTHOIICHUHU
AKCIIEPTHOTO 3aKIJII0OUEHUs, 0(OPMIIEHHOTO B paMKax CIEAYIOLIUX MPOLEayp:

a) MPOUEAYpPbl PETUCTPALMU M 3KCIEPTU3bl MEAUIIMHCKOIO M3JENHUS B COOTBETCTBHH C
pazaenom Il Hacrosmux IIpasu;

0) mpoleaypa BHeCEHUSI H3MEHEHUI B PETUCTPAIMOHHOE JIOChE B COOTBETCTBHUH C PA3/ICIIOM
V nHactosimux [Tpasui;

B) IIpolielypa COIJIACOBAHUSI SKCIEPTHOIO 3aKJIIOYEHUsT Ha 3apEruCTPUPOBAHHOE
MEIMIIMHCKOE U3IeJIue B COOTBETCTBUHM C pazaeiom VIII nactosmux [IpaBui.

45. 3agBUTENL B CpOK, COIVIACOBAHHBIM C YIOJHOMOYEHHBIM OpPraHoM (SKCIIEPTHOMU
OpraHu3anyeil) rocyapcTBa MPU3HAHUS W HE TPEBBIMAIOIMNNA CPOK, YKa3aHHBIH B TyHKTE 50
Hactosmux [IpaBui, oOecredynBaeT MPENCTaBICHHE YIMOJTHOMOYEHHOMY OpraHy (9KCIIEpTHOM
opraHmszanuu) pedepeHTHOro ToCyJapcTBa M TOCYAapcTBa  MPHU3HAHUS — MEPEBOJIOB
AKCIUTYaTallMOHHOTO JIOKYMEHTa WJIM WHCTPYKUIUU O MPUMEHEHUIO MEIUWLMUHCKOTO H3IENHus,
PYKOBOJICTBA MO CEPBUCHOMY OOCITY>)KMBaHHIO U TEKCTa MapKUPOBKHU Ha FOCYIapCTBEHHBIN S3BIK
rocylapcTBa MpHU3HaHUS (MIPH HATMYUU COOTBETCTBYIONIMX TPeOOBAaHWN B 3aKOHOJATEIHCTBE
rocyJapcTBa MpU3HaAHUS).

46.Ilpu  mnpoBeneHUWHM  MOPOLEAYPHl  COTJIACOBAHUS  HKCIEPTHOTO  3aKJIIOUECHMS
YIOJHOMOYEHHBIN OpraH (3KCIepTHAsi OpraHu3alys) rocyAapcTBa NpU3HAHUS IPOBOAUT OLICHKY
MOJIHOTBl ¥ JIOCTATOYHOCTH JAaHHBIX, MOATBEPKIAIONIMX OE30MacHOCTh, KAaueCTBO U
3G (HEeKTUBHOCT, MEIULMHCKOTO U3JENUs, NPaBUIBHOCTH TMEPeBOJa SKCILTyaTallHOHHOIO
JOKYMEHTa WJIA HWHCTPYKIUMU TO MPUMEHEHHUIO MEIMIIMHCKOrO W3JIeIusl, PYKOBOJCTBA IIO
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CEepBUCHOMY OOCIIYy’)KMBaHHIO U TEKCTa MApKUPOBKU Ha TOCYIJApCTBEHHBIM S3bIK TOCyAapcTBa
NpU3HAHUS (IPH HEOOXOAUMOCTH).

47.1lpu  HEOOXOIUMOCTH YIOJHOMOYECHHBIC OpTraHbl (IKCIEPTHBIE OpraHU3aIluH)
rOCy/IapCTB TpPH3HAHUS MOTYT HANpPaBIsATh C HCIOJB30BAHHEM CPEACTB HHTETPUPOBAHHOM
nHpopManmonHoit cuctembl Coro3a (manee — MHTETPUPOBAHHAS CHUCTEMA) B YIIOJHOMOYCHHBIH
opraH (3KCIEepTHYIO OpraHU3aIHI0) peepeHTHOT0 rOCyIapCTBA CBOM 3aMEYaAHUS U TPEATIOKEHUS
10 oopMIICHHSI STUM YIOJHOMOYEHHBIM OPTaHOM (PKCIIEPTHON OpraHU3aIMeil) 3KCIEePTHOTO
3aKIIIOYCHHUS.

48.B xome corjacoBaHHMs OKCIEPTHOTO 3aKJIIOYEHHUS YIOJIHOMOYECHHBIE OpraHbl
(3KCTIepTHBIE OpraHU3alMK) TOCYIAPCTB-YWICHOB MOTYT B3aWMOJEWCTBOBATH APYT C JPYroM B
LENSIX YPeryIupoBaHusl BOSHUKAIOIIUX BOIIPOCOB.

49. B cnyyae HaqMuus pa3HOTIAcUi MEXIY peepeHTHBIM roCcy1apCTBOM M FOCyIapCTBOM
(rocynapcTBaMu) TpU3HAHMS B OTHOLIEHHMHM COTJIACOBAHMS SKCIIEPTHOIO  3aKIIOYEHUS
YIOJTHOMOYECHHBIH OpraH (dKCHEpTHAas OpraHu3anus) pedepeHTHOrO rocyAapcTBa MPUHUMAET
pellleHre Ha OCHOBAaHMM OJKCIEPTHOTO 3aKJIIOUYEHUS W MOATBEPXKACHUS HECOTJIaCOBAHUS
HKCHEPTHOTO 3aKJIIOYEHUS, B TOM YHUCIE C yYE€TOM HMTOTOB YpPEryJIMpPOBaHUS Pa3HOIIACUHU B
OTHOIIIEHUHU COTJIACOBAaHUS SKCIIEPTHOTO 3aKI0YeHHs B paMkax KoHcynbTaTUBHOTO KOMUTETA (B
ciryuae obpaieHust B KOHCyIbTaTUBHBI KOMUTET).

50. YIoJTHOMOYECHHBI OpraH (dKCHEepTHAass OpraHu3anus) ToCyJapcTBa MPU3HAHMSI
paccMaTpuBaeT HKCIEPTHOE 3aKitoyeHue B TeueHne 30 pabounx JHeH, HCUUCIISIEMBIX OT OJJHOM U3
CJIEYIOIINX JIaT:

IIPU MIPOBEICHUH MPOLEAYP PETUCTPALIMU U SKCIIEPTU3BI METUIIMHCKOTO U3CTHS — C JaThl
MOCTYIUIGHUS B YIOJHOMOYEHHBIE OpraHbl (dKCIEPTHBIE OpraHu3anuu) pedepeHTHOro
rocyJapcTBa M TrocyJapcTBa (rocynapcTB) NPU3HAHUS YBEAOMIJICEHHS 00 OIUlaTe MpOLEAyp
COTJIACOBAHUS;

IIPU TPOBEJCHUU TPOLEAYPhl BHECEHUSI U3MEHEHHH B PETHCTPALIMOHHOE JOChE — C JATHI
pa3MeIIeHus]  YIOJHOMOYCHHBIM OpraHoM  (9KCHEPTHOW opraHuzamuei) pedepeHTHOro
rocyJapcTBa B CBOeH HMH(OPMAIIMOHHOW CHUCTEME PEruCTPAlMOHHOTO JOChE, COAEPIKAIIEro
3asiBJICHHE O BHECEHUHU U3MEHEHUH B PErUCTPALIMIOHHOE JIOChHE;

OpU  TPOBEACHUM  TNPOLEAYPHI  COIJIACOBAHMS  OKCIEPTHOrO  3aKJIIOUYEHUS  Ha
3aperucTpUPOBAHHOE MEIULIMHCKOE U3JIEHNE — C AAThl Pa3MeIlEeHUs YIOJIHOMOYEHHBIM OpraHOM
(9KcTIepTHOM opraHu3zaiueil) peepeHTHOro rocyiapcTsa B cBoe MH(GOpPMAIMOHHON cHUCTEMeE
PETUCTPALIMOHHOTO JTOChE, COJEPIKAIIero 3asiBICHHE O MPOBEICHUN COTJIACOBAHUS 3KCIEPTHOTO
3aKJIIOYECHHUS Ha 3apETUCTPUPOBAHHOE METUIIMHCKOE U3JIENIHE.

[Ipu 5TOM ycCJIOBHEM HCYHCIEHHUS YKAa3aHHOTO CpOKa SBJSETCS HalM4Me Ha CYeTe
YIOJHOMOYEHHOTO OpraHa (dKCIEePTHOW OpraHW3allii) TOCyAapCTBA MPHU3HAHUS JICHEKHBIX
CPEICTB, NOCTYNHUBIIMX B pe3yJbTaTe OIUIaThl 3asBUTEIEM MPOLEIYypbl COTJIACOBaHUS
HKCHEPTHOTO 3aKII0UYEHUS B TOCY1apCTBE MPU3HAHUS B ITOJTHOM 00bEME.

51. Ilo pe3ynbTaTaMm pacCMOTPEHUSI SKCHEPTHOTO 3aKIIOYEHHS YIOJTHOMOUYECHHBINM OpraH
(9KcTepTHAs OpraHM3aIMs) TOCyAapCTBa MPU3HAHUS HAIMpPABISACT B YMOJTHOMOYEHHBIH OpraH
(3KCTIepTHYIO OpraHu3anuio) pedepeHTHOro TOCyAapCTBa IOJATBEPIKIACHUE COTJIAaCOBaHUS
(HecornmacoBaHMsI) SKCIIEPTHOTO 3aKIIIOUeHUsl (¢ 0OOCHOBAaHHMEM) C HCIIOJNIB30BAHHEM CPENICTB
MHTETPUPOBAHHOM cucTeMbl (B TOM UHCJIE TMOATBEPXKIACHHE MPABUIHLHOCTH TepeBoja
IKCIUTYaTAlMOHHOTO JIOKYMEHTA WJIM WHCTPYKIUU IO MPUMEHEHHIO MEIUIIMHCKOTO HW3JIeIHs,
PYKOBOJICTBA 110 CEPBUCHOMY OOCITYKHUBAaHUIO U TEKCTa MapKUPOBKH HA TOCYJaPCTBEHHBIE SI3BIKU
rOCyJapCTB MPU3HAHMS B COOTBETCTBUU C 3aKOHOJIATEIILCTBOM I'OCY1apCTB-YJICHOB).

52. B cinyyae HempencTaBiIeHHs FOCYyAapCTBOM IMPU3HAHUS MOATBEPHK/ICHUS COTJIACOBAHUS
(HecornacoBaHMsI) SKCIIEPTHOTO 3aKJIIOYEHMS B CPOK, YCTAHOBJIEHHBIH MyHKTOM 50 HacTOAIIMX
[IpaBui1, SKCIIepTHOE 3aKIIFOUEHUE CUUTAETCS COIVIACOBAaHHBIM IMPH YCIOBHH, YTO 3asiBUTEIIEM
OBUTH TIPEACTaBICHBI B YIIOJIHOMOUYEHHBIC OpraHbl (IKCHEPTHBIE OpraHu3aluu) pedepeHTHOro
rocyapcTBa M TOCYyJapcTBa MpPHU3HAHUS MEPEBOJbI HKCIUIYyaTAllMOHHOTO JIOKyMEHTa WU
MHCTPYKIIMA 10 TPUMEHEHHUIO MEAWLUHCKOTO HW3JIeNUs, pPYKOBOJACTBA 10 CEPBUCHOMY
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00CITyKMBaHUIO U TEKCTAa MAPKUPOBKH HA FOCYAAPCTBEHHBIN A3BIK OCYJapCTBa MpU3HAHUS (TIpU
HAJIMYUU COOTBETCTBYIOIIUX TPEOOBAHUI B 3aKOHOIATEIHCTBE TOCYAAPCTBA PU3HAHHS).

53.B pamkax mnpoueayp perucTpaliuu ¢ SKCHEPTU3bl MEIUIMHCKOTO HW3JETUs B
coorBeTcTBUM ¢ paznenoM Il Hacrosmmx IlpaBunm oOCHOBaHMSMH I HECOIVIACOBAHUS
rocyJapCTBOM MPU3HAHUS HKCIIEPTHOTO 3AKITHOYEHUS SBIISIOTCS:

a) OCHOBaHHUs, IPEyCMOTPEHHbIE MYHKTOM 34 HacTosmux [Ipasui;

0) HEenpeICTaBICHUE 3asgBUTENIEM B COIVIACOBAHHBIM CPOK IEpPEeBOJa IKCIUTYaTalHOHHOTO
JOKYMEHTa WJIA HWHCTPYKUMU TO MPUMEHEHUIO MEIMIIMHCKOTO W3JIeIusl, PYKOBOJCTBA IIO
CEepBUCHOMY OOCIIy’)KMBaHHIO U TEKCTa MAPKUPOBKH Ha TOCYIJapCTBEHHBIN S3bIK TOCyAapcTBa
npuU3HaHUs (IpU HEOOXOAUMOCTH);

B) OTCYTCTBHE Ha CUYETE€ YIOJHOMOYEHHOTO oOpraHa (9KCHEPTHOM OpraHu3aIiiu)
rocyJapcTBa MpU3HAHUS JEHEKHBIX CPEACTB, MOCTYNHUBIINX B PE3YJIbTATE OIUIATHI 3asiBUTEIEM
MPOLIEYPBI COTIACOBAaHUS HKCIIEPTHOIO 3aKIIFOUEHUS B TIOJTHOM 00beMe.

54.B  pamkax  mOpoueAypbl  COIJIACOBAHUS ~ AKCIEPTHOrO  3aKIIOYEHHUS  Ha
3apEeruCTPUPOBAHHOE MEIUIIMHCKOE HW3JAENHE B COOTBETCTBHM ¢ pazaenoM VIII HacTosmmx
[IpaBun 0OCHOBaHUSIMU JIJIs1 HECOTJIACOBAHUS TOCY1IapPCTBOM MPU3HAHUS HKCIIEPTHOTO 3aKJIIOUECHUS
SIBJISIFOTCS. OCHOBAHUS, IIPEyCMOTPEHHBIE TyHKTOM 34 Hactosmux [IpaBu.

55. B pamkax npoueaypbl BHECEHUSI U3MEHEHUI B PETUCTPALIMOHHOE JI0ChE B COOTBETCTBUU
¢ pazznenom V Hacroamux [IpaBrir o0CHOBaHUSIMHU JUIs1 HECOTJIACOBAHMS TOCY1apCTBOM MPU3HAHUSA
AKCIEPTHOIO 3aKIIOUYEHUS SBIISIOTCS:

a) OCHOBaHUsI, MPEyCMOTPEHHBIE TyHKTOM 79 HacTosmux [IpaBu;

0) OTCYTCTBHE TIEPEBOJOB JKCIUTYyaTAal[AOHHOTO JOKYMEHTa WM WHCTPYKIUU IO
MPUMEHEHHUIO MEIULUHCKOTO M3JIeIHsl, pyKOBOJICTBA IO CEPBUCHOMY OOCIY>KHBAHUIO M TEKCTa
MapKUPOBKH HA TOCYAaPCTBEHHBIN S3bIK TOCYAaPCTBA MPU3HAHUS (TIPU HEOOXOIMMOCTH ).

IV. YperyaupoBaHnue pa3Horjacuii B OTHOILIEHUHU COTJIACOBAHUS IKCIIEPTHOIO
3aKJII0YeHUs

56. [Ipu OTCYTCTBMH KOHCEHCYCa MO BOIPOCY COIIACOBaHHUS IKCHEPTHOTO 3aKJIFOUYEHUS,
0oOpPMIIGHHOTO B paMKax MPOIEAYp PETUCTPALUU U IKCHEPTU3Bl MEIUIIMHCKOTO H3JCNus B
coorBeTcTBUM ¢ pazaenom Il wHacrosmmx [lpaBun, yperyiaupoBaHHe —pa3HOTJIACHM
OCYIIECTBIISICTCS IyTEM OOpaIleHUs] YIMOJTHOMOYEHHOTO OpraHa (SKCIEPTHOW OpTaHM3aIlVH)
pedepenTHoro rocyaapctsa B KoHcynbTaTUBHBIM KOMUTET.

57. YOTHOMOYEHHBIM OpraH (3KCHepTHas OpraHu3aiys) peQepeHTHOTO TocyapcTBa 1o
COIJJaCOBAaHUIO C 3asBHUTENIEM HampasisieT B KOHCyJIbTaTUBHBIA KOMMTET 3asBICHUE O
HEO0OXOIUMOCTH PACCMOTPEHUS PA3HOTIIACHH (C yKa3aHHeM CBEICHUU O TPEIMETe pa3HOTIacui
1 00 UTOrax NMpOBEIECHHBIX MEPEroBOPOB U KOHCynbTauui). K 3asBieHuo MOryT mpuiaratbes
mo0ble MaTepualbl, OOOCHOBBIBAIONIME TMO3UIMIO YIIOTHOMOYEHHOTO OpraHa (dKCHEpTHOM
OpraHu3aluu) peepeHTHOro rocyaapcTBa Mo MpeaIMeTy pa3HOTIacHii.

58.Ilocne monyueHus 3asBICHUS M MOpUIAraéMblX K HEMY MaTepuagoB  OT
YIIOJITHOMOYEHHOTO ~ opraHa  (PKCMEpPTHOM  opraHu3anuu) pedepeHTHOTO  TocyaapcTBa
KoHcynbTaTUBHBIH KOMUTET 3ampalivBaeT Yy YIOJIHOMOYEHHBIX OPraHoB (SKCHEPTHBIX
OpraHu3allyii) rocy1apcTB MPU3HAHUS MaTepUAIIbI, TOATBEPKAAIONINE UX TO3UIIHIO 110 MPEAMETY
pa3HoIIacui.

59. KoHCy/IbTaTUBHBIM KOMUTET HANpaBIAE€T YBEAOMIICHHE O MPOBEACHUU 3aCCIaHUs 10
YPEryJIUpOBAHUIO PA3HOTJIACUN YIOJIHOMOYEHHBIM OpraHaMm (3KCHEPTHBIM OpraHU3aIUsiM)
pedepeHTHOTO TrocydapcTBa M TOCYAAapCTB MPU3HAHMUS TOCIE TPEACTABICHUS HUMH
COOTBETCTBYIOIINX MAaT€pPUAJIOB.

60. Opranuzanusi ¥ MPOBEICHUE 3aCElaHusl IO YPETryJUPOBAHUIO Pa3HOIJIACU
obecnieunBaroTcsi KOHCYNbTaTUBHBIM KOMHTETOM. B 3acenaHuy TPUHUMAIOT y4YacTHE YJICHBI
KoHCynpTaTUBHOIO KOMMTETA, SBISAIOIIMECS NPEICTABUTENAMH YIOJHOMOYEHHBIX OpIraHOB
(9KCcTepTHBIX opranu3anuii). [Ipu He0OXOAMMOCTH 0 MPEATIOKEHUIO YITOTHOMOYECHHBIX OPTaHOB
JUIS y4acTHUsl B PACCMOTPEHUH 00CYKIaeMoro B paMkax 3aceqaHusi KoHCy1bTaTUBHOIO KOMUTETA
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BOIIPOCa MOTYT MPUIJIAIAThCsl MPEACTABUTENN OpraHU3alui 31paBOOXPAHEHUSI, IKCIEPTHHIX
OpraHM3aIyi, TPOU3BOJUTEINS U APYTHE CICIIHATUCTHIL.

61. ITo utoram 3acenanusi KOHCYyJIbTaTUBHOIO KOMUTETAa IPUHUMAETCS PEIICHUE, KOTOPOE
HOCHT PEKOMEHIaTEIbHBIN XapakTep.

62. Cpok yperyjJupoBaHHUsl pa3HOTJACHUl B OTHOLIEHWHM COTJIACOBAHUS HSKCIEPTHOIO
3aKJIFOUEHUS HE JOJKEeH NpeBbIaTh 30 pabouux JAHEH CO JAHs HAMpPaBIICHUS YIIOJTHOMOYEHHBIM
opraHom (dKCIIepTHOM opranu3anueil) pedepeHTHoro rocynapctsa B KoHCYJIbTaTUBHBIN KOMHUTET
COOTBETCTBYIONIETO 3asBJICHUS U MAaTEPHUAJIOB.

63.B Teuenne 3 pabouynx [JHEW CO JHA TIOJYYEHHUS TPOTOKOJA 3aceIaHus
KoHCynbTaTUBHOTO KOMHUTETa MO YPETYJIHPOBAHUIO PA3HOTIACHHA YIIOJTHOMOYEHHBIM OpraH
(okcmiepTHasi opraHuzamnus) pedepeHTHOro TocyAapcTBa HAa OCHOBAaHMHM PEKOMEHIIAIUNA
KoHCynTbTaTUBHOTO KOMHTETA MIPUHUMAET PEIICHHE OTHOCUTEIFHO BO3MOXXHOCTH PETUCTPAIIMH
MEAUIIMHCKOTO U3/1ETIHSI.

64. B ciydae eciu IPUHSTOE B COOTBETCTBUHU € IMyHKTOM 63 HacTtosimux IIpaBun pemenue
SIBIIIETCS TTOJIOKUTENBbHBIM, YIIOJTHOMOYEHHBIN OpraH (3KCHepTHas opraHu3alus) peQepeHTHOro
roCy/apcTBa B T€UeHHUE 3 pabounX JTHEH CO JHS ero MPUHSATHUS:

a) pa3MellaeT B €IMHOM peecTpe MEIULMHCKUX U3AENUl, 3aperuCTPUPOBAHHBIX B paMKax
Coro3a, cBeZleHHSI O MEAUIIMHCKOM HU3JeNuU, TpeaycMoTpernHbie [lopsakoMm dopMupoBanus u
BeJICHUS] HHPOPMAIIIOHHOM CHCTEMBI;

0) opopMIISIET PErHCTPAIMOHHOE YAOCTOBEPEHUE U TMPHIOKEHHE K HeMy (C yKa3zaHUEeM
roCy1apCTB MPU3HAHUS, YIIOJTHOMOUYEHHBIMU OpraHaMu (IKCIEPTHBIMHU OPTaHU3aIMSIMH ) KOTOPBIX
COTJIACOBAHO JKCIEPTHOE 3aKIIOYCHHE) W BBIIACT WX 3asBUTEIIO CIIOCOOOM, yKa3aHHBIM B
3asIBJIGHUU O MPOBEJICHUU PErHCTPallii MEIUIIUHCKOTO U3EIHs;

B) IpU HAIWYUHM MO UToram 3aceqaHusi KOHCYJNIbTaTHBHOTO KOMHTETa TOCYAapCTBa
(rocymapcTB) mpU3HAHMS, YIIOJTHOMOYCHHBIM OPTaHOM (IKCIIEPTHOM OpraHU3aIlneii) KOTOPOro He
COTJIACOBAHO JKCIEPTHOE 3aKIIOUCHUE, HAMPAaBISET 3asBUTEIIO CIOCOOOM, YKa3aHHBIM B
3asBJIGHHUAX O pErucTpalud M JKCIEpPTHU3e, YBEIOMIIEHHE O MPHUHITOM pEHIeHUU
YIOJHOMOYEHHOT'O OpraHa (3KCIEPTHOM OpraHu3aIii ) TOCY1apCTBa MPU3HAHUS (C TPUIOKEHUEM
KOIUU MOJTBEPKICHUS HECOTJIACOBAHUS IKCIIEPTHOTO 3aKJIFOUEHUS M pelleHus (IPOTOKOJIbHOM
3anucu) KoHCyIbTaTUBHOTO KOMUTETA).

65. B cnydae ecnu mpUHATOE B COOTBETCTBUU € MyHKTOM 63 Hactosmux [IpaBun pemienue
SIBIIICTCSL OTPUIATENLHBIM, YIIOJTHOMOYEHHBIN OpraH (9KCIepTHas opraHu3anus) peepeHTHOro
rocyaapcTBa B TedeHue 3 pabouux JHEH co THS ero MPUHATUSA 0(GOPMIISET U BbIIAET 3asIBUTEIIO
crocoO0M, YKa3aHHBIM B 3asBJICHHSIX O PETHCTpAIlMH U SKCIIEPTH3E, YBEIOMIIEHHE 00 OTKa3e B
perucTpanuy MeIULUHCKOTo u31enus (c 000CHOBaHHWEM MPUYMH OTKa3a M MPUIIOKEHUEM KOMUil
AKCIEPTHOIO 3aKJIIOUECHHS, MOATBEPKJICHUS HECOTIacOBaHUsl HSKCIEPTHOTO 3aKIIOUYEHUs |
pereHus (MpOTOKOIbHOM 3anmucu) KoOHCYIbTaTUBHOTO KOMUTETA).

V. IIpoueaypa BHeCEHUs] H3MEHEHHMH B PeruCTPAllMOHHOE 10Che

66. 3agBuTenb B TeueHne 90 KaeH1apHbIX JHEW CO AHS BHECEHHSI U3MEHEHUH B IOKYMEHTHI,
COJIepKaIrecss B PETUCTPALIMOHHOM JIOChe, 00s13aH MHUIIUMPOBATH MIPOIEAYPY BHECCHHS TAaKUX
M3MEHEHUH B PETUCTPALMOHHOE JOCKE.

67. K u3MeHEHUsSM B PETUCTPANHOHHOE J0ChE, TPEOYIOIIMM PETUCTPAIMH HOBOTO
MEAUIIMHCKOTO U3/1ETIHSI, OTHOCSATCS:

a) U3MEHEeHHMs, BJIEKylIre 3a co0oi M3MeHeHHe (PYHKIMOHAIBHOTO HAa3HAYCHUS U (WIIH)
MPUHIIMIIA JEHCTBUS MEIULUHCKOTO U3/IENINS;

0) BKIIIOUEGHUE CBEICHUH O MoJeNsIX (Mapkax) 3aperuCTPUPOBAHHOTO METUIIUTHCKOTO
U3JeNusl, HE COOTBETCTBYIOIIMX KPUTEPUSM BKJIIOYEHHS B OJHO PETUCTPALlMOHHOE
YAOCTOBEpEHUE HECKOJIBKUX MoOAeNed (MapoK) MEIUIMHCKOTO HW3JIENHs B COOTBETCTBUH C
nyHkToM 19 Hactosimux [IpaBui;

B) U3MEHEHUS, BJICKYIIHE 32 COOOM OHOBPEMEHHOE H3MEHEHHE CBEICHU O TPOU3BOTUTEIIS
Y IPOM3BOACTBEHHOM IIOMIAAKe (TPOU3BOICTBEHHBIX IIOMIAKAX ) IO OTHOIIECHHUIO K CBEACHUSIM,
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YKa3aHHBIM B PErHCTPAIIIOHHOM YAOCTOBEPEHUH, BBIJAHHOM B paMKax MpOLeAyp PETUCTPaLud U
AKCIIEPTH3BI MEAUIIMHCKOTO U3JIEIHS, 32 UCKITIOYCHUEM CBEACHHI 00 OpraHu3aIl[MOHHO-TIPABOBOMA
dbopme, anpece, peopraHu3ally, UHBIX CBEICHUN, COEPKAIIUXCS B YCTaBHBIX JOKYMEHTaX.

68. B cirydae BHeceHUs] U3MEHEHHM, BIEKYIIMX 32 COOON M3MEHEHHE KCIUTYaTallhOHHOTO
JOKYMEHTa WM MHCTPYKIMHM IO MNPUMEHEHHUI0O MEAMIIMHCKOTO W3JeNUs, PYKOBOJACTBA IO
CEpBHCHOMY OOCTY)KMBaHUIO U TEKCTa MapKUPOBKH, B TeueHue 180 KaleHAapHBIX JTHEH C JaThl
BHECEHHUS ATHX HW3MEHEHUU pa3peliaeTcsl BBITYCK B OOpalleHHe MEIUIMHCKUX W3AeHii,
COOTBETCTBYIOIIMX JJOKYMEHTAM U CBEJACHUSM U3 PErHUCTPALIMOHHOIO JI0ChE /10 BHECEHUS B HETO
n3MeHeHui. JlomyckaeTrcss OJHOBPEMEHHBIM BBITYCK B OOpalleHHEe MEIMIIMHCKUX H3JETUH C
AKCIUTYaTAIMOHHBIM JTOKYMEHTOM WJIM MHCTPYKIMEH M0 MPUMEHEHUIO0 MEAUIIMHCKOTO W3JIEIHs,
PYKOBOJCTBOM IO CEPBUCHOMY OOCTY>KMBAaHUIO U TEKCTOM MapKHUPOBKH, COOTBETCTBYIOLIMMU
JIOKYMEHTaM M CBEJICHUSIM U3 PETUCTPALMOHHOTO JIOCHE /10 U MOCJIE BHECEHUS B HErO U3BMEHEHUH.

69. Ilpouienypa BHECEHUS W3MEHEHHWW B PETHUCTPAIIMOHHOE J0Che (32 HCKIIOUYECHUEM
W3MEHEHUH, JIUIsl KOTOPBIX MPEAYCMOTPEHA MPOLIeAypa UX BHECEHUS B YBEIOMUTEIBHOM MOPSIJIKE)
TpeOyeT MpOBEIEHUS MPOLETYpPhl COTIACOBAaHUS SKCHEPTHOTO 3aKIIOUEHUS C TOCyAapcTBaMHU
MPU3HAHUS, YKa3aHHBIMA B PETUCTPALMOHHOM YJAOCTOBEPEHUH, B MOPSIKE, YCTAHOBICHHOM
pazaenom III nacrosmmx [Ipasu.

70. B mensix BHeCEHUsI U3MEHEHUU B PETHCTPAIIMOHHOE JTOChE 3asBUTEh HAMPABISET B
YIIOJITHOMOYCHHBIM OpraH (3KCIEPTHYIO OpraHU3aINio) peepeHTHOro rocyaapcTBa CIeayoIue
JOKYMEHTHI U CBEICHHSI:

a) 3asBJICHUE O BHECEHWU U3MEHECHHI B PETUCTPAIITMOHHOE TOChe (Ha OyMa)KHOM HOCHTEJIE
U (W) B DIEKTPOHHOM BHJE) MO (hopme corimacHo mpuiokeHuro Ne 7 (majiee B HACTOSIIEM
paszfesne — 3asBJIeHUE O BHECEHUH N3MEHEHUN );

0) Komusi JOKYMEHTA, TIOTBEPKIAIOIIETO TTOJTHOMOYHS YITOJIHOMOYEHHOTO MPEACTABUTENS
MPOU3BOIUTENS (TIPU €T0 HATTUYIHNH);

B) JIOKYMEHTBI M CBEJCHUS O COOTBETCTBYIOMIMX M3MEHEHUSIX, B TOM YHCIIe JIOKYMEHTHI,
MOATBEPKIAI0IIME U3MEHEHUS U CBUETENIbCTBYIONINE O TOM, YTO BHECEHHUE ITUX U3MEHEHHH HE
BJICYET 32 COOON M3MEHEHUS] CBOMCTB M XapaKTEPUCTUK METUITMHCKOTO W3JIENHsI, BIHUSIONINX Ha
ero 0e30macHOCTh, KaueCcTBO M A((PEKTUBHOCTh, WM COBEPIIECHCTBYET €ro CBOWCTBA H
XapaKTePUCTHKHU IPH HEM3MEHHOCTH (DYHKIIMOHALHOTO HA3HAYCHUS U (WJTH ) PUHITUTIA TeHCTBUS
MEAUIIMHCKOTO U3/IETIHS;

') KOIUU JOKYMEHTOB, MOJATBEPXKIAIONIUX OIUIATy MPOIEIypbl BHECCHUS W3MECHCHUU B
PETUCTPALIMOHHOE JOChE B peepEeHTHOM rOCyAapCTBE U MPOIIEyPhl COrTIACOBAHUS 3KCIIEPTHOTO
3aKJIFOYEHHUs B TOCYAApCTBE (TOCYAapCTBax) MPHU3HAHUS, a TAK)KE BBIIAYU PETUCTPALMOHHOTO
yI0CTOBEpEHUs B pehepeHTHOM TocyAapcTBe (IMMpU HEOOXOAMMOCTH);

1) OpUTHUHAJ PETUCTPALIMOHHOTO YAOCTOBEpEHUs (yOnuKar);

€) OIUCh IOKYMEHTOB.

71. YIOTHOMOYEHHBIM OpraH (dKCHepTHas opraHu3zaius) pedepeHTHOrO rocyaapcTBa B
TedeHue 7 pabouyux JHEH CO JHS MOCTYIUIEHUS 3asBIICHUS O BHECEHMM HW3MEHEHMMH, a TaKxke
JOKYMEHTOB M CBEJICHHUH, yKa3aHHBIX B MyHKTe 70 Hacrosimux [IpaBui, mpoBOIUT MPOBEPKY
MOJIHOTHI M IOCTOBEPHOCTHU COJIEPKAIINXCS B HUX CBEJICHUM.

72.B cinydae ecnu 3asdBJIEHUE O BHECEHMM M3MEHEHMH MNPEACTABIECHO C HApYLIEHUEM
TpeOboBaHuit Hacrosmux [IpaBuwi u (WIK) CONEPNKUT HEJOCTOBEPHBIE CBEACHUS H (WMJIN)
JOKYMEHTHI U CBEJeHUs, yKazaHHble B myHKTe 70 Hactosimux [IpaBwmi, mpeacTraBieHbl HE B
MOJTHOM 00BbeMe, YIOJHOMOUYEHHBI OpraH (dKCIepTHas opraHusanus) pedepeHTHOrOo
rocy/lapcTBa B TeueHHEe 7 pabO4YnX JHEW CO JHS MOCTYIUICHUS TaKUX 3asBICHUS, TOKYMEHTOB U
CBEJICHUI yBEAOMJISIET 3asBUTENSI O HEOOXOJUMOCTH yCTPAaHEHHS BBISBICHHBIX HapyLICHUNA U
(unn) TpeAcTaBIeHUS OTCYTCTBYIONIMX JOKYMEHTOB B TedueHue 30 pabouux IHEH co IHS
pa3MenieHusi COOTBETCTBYIOLIETO yBEAOMIICHHS B MHOOPMALIMOHHON CHCTEME YITOJTHOMOUYEHHOTO
oprana (dKCIIEPTHOW OpraHu3anuu) pedepeHTHOro rocyaapcTBa JMOO CO JHS HampaBlICHUS
YBEZAOMJICHHS 3asIBUTEIIO CIIOCOOOM, YKAa3aHHBIM B 3asiBJICHUHM O BHECEHUH U3MEHEHUH.
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73. B cimyuae ecnu o ucteuenuu 30 pabounx qHEH 3asBUTENIEM HE YCTPAHCHBI BBISIBJICHHBIC
HapyleHus: ¥ (WJIM) He MPEACTaBICHbl OTCYTCTBYIOUIHE JTOKYMEHTHI, YIIOJIHOMOYEHHBIH OpraH
(axcmiepTHast opraHu3anus) peepeHTHOro0 rocyIapcTBa B TCUCHHE 3 pabouMX JHEH MPUHUMAET
pelIeHre 0 BO3BpaTe 3asBJICHUS O BHECCHUH U3MEHEHUH U TOKYMEHTOB (C 000CHOBaHHEM NPUYNH
BO3BpATa).

74. B Teuenue 3 paboumx JAHEH CO AHA MPEICTABICHUS 3asiBICHHUS O BHECEHUU U3MEHEHUH,
JOKYMEHTOB M CBEJIEHUH, COOTBETCTBYIOLIMX TpeOoBaHUsAM Hactosmmx [IpaBui, a Takxke B
ciyyae ycTpaHeHus B 30-IHEBHBIH CPOK BBISBICHHBIX HApyIICHUH W (MJIM) MPEICTaBICHUS
JOKYMEHTOB, COOTBETCTBYIOIIUX TpeOoBaHMUSIM HacTosAmMX [IpaBuil, ynmoJHOMOYEHHBIN opraH
(oKcmiepTHast opraHuzanus) pedepeHTHOro rocynapcTBa NPUHUMAET pEIIeHHe O Havaie
MpoLEayphl BHECEHUS M3MEHEHHM B pPETrMCTpallMOHHOE JOChe M pa3MellaeT B CBOeH
MH(POPMALIMOHHON CHUCTeME pPETHCTPAllMOHHOE JI0Che, COAEprKallee 3asBICHHE O BHECCHHH
M3MEHEHUHN U TOKYMEHTBI, IOATBEPKAAIOIINE U3MEHEHHUS.

75. Ilpu mpoBeneHUU SKCHEPTU3BI B CIy4ae HEAOCTATOYHOCTHM MATE€pUANIOB U CBEIACHUM,
COJIepKaIllMXCs B 3asBJIEHUM O BHECEHUM HM3MEHEHHM M JOKYMEHTaX, MOJATBEPKIAIOIINX
M3MEHEHHMS, YIIOJIHOMOYEHHBIH OpraH (dKCIEepTHash OpraHu3anusi) peepeHTHOro rocylapcTBa
HaIpaBIIeT 3asBUTENII0 COOTBETCTBYIOLIUHM 3ampoc (C yKa3aHHEM 3aMeYaHUd U CIOCOOOB HX
yCTpaHeHus1). 3arpoc HapaBJIseTCs 3aIBUTEII0 OJHOKPATHO CIOCOOOM, YKa3aHHBIM B 3asIBICHUU
O BHECEHUU U3MECHEHUM.

3agBUTENb TPEICTAaBIsAET OTBET Ha 3ampoc B TeueHue 60 paboumx JHEH co IHS €ro
noyiydeHus. B ciayuae HempezncTaBiieHUS OTBETa B yKa3aHHBIM CPOK YHNOJHOMOYEHHBIH OpraH
(9KcrmiepTHas opraHu3anysi) pedepeHTHOro rocynapcTBa NMPUHUMAET pEIleHHe HAa OCHOBAHHUH
JOKYMEHTOB, UMEIOIIUXCS B €0 PACIIOPSHKEHUU.

76.1lpu  BBIABICHUM  YIOJIHOMOUYEHHBIM OpPraHoM (9KCIEpPTHOM  OpraHu3anuei)
pedepeHTHOTOo rocynapcTBa B NMPEACTABICHHBIX 3asBUTEIIEM B OTBET HA 3alpoC JOKYMEHTax
HEJOCTOBEPHBIX CBEJIEHUI WJIN JOKYMEHTOB, COCTABJIEHHBIX WM COAEpXKAIlUX TEKCT Ha
MHOCTPAHHOM $I3bIKE 0€3 3aBEPEHHOI0 B YCTAaHOBJICHHOM 3aKOHOATeNILCTBOM I'OCYy1apCTBa-uJIeHa
MOpSAJIKE TEPEBOAa HAa PYCCKUHM S3BIK, YIOJIHOMOYEHHBIH OpraH (SKCIIEpPTHAs OpraHM3alvsl)
pedepeHTHOT0 rocyJapcTBa B TeUeHHe 2 pabouyuX JHEH co JHS MOJyYeHUS TaKUX JOKYMEHTOB
BpYYaeT 3asBUTEIIO CIIOCOOOM, YKAa3aHHBIM B 3asIBICHHM O BHECEHWU HM3MEHEHHH, pelieHue o
BO3BpaTe€ YyKa3aHHBIX JIOKYMEHTOB (C OOOCHOBaHMEM IPUYWH BO3BpaTa M COOOIICHHEM O
BO3MOKHOCTH TOBTOPHOTO TPEICTAaBICHUS JOKYMEHTOB J0 HCTCUCHHs YKAa3aHHOTO B ad3ale
BTOpOM ITyHKTa 75 HacTosimux [IpaBui cpoka).

77. YIOTHOMOYEHHBIM oOpraH (dKCHepTHas opraHuzaius) pedepeHTHOro TocyaapcTBa
MIPOBOAUT SKCIEPTH3Y U OPOPMIISIET IKCIIEPTHOE 3aKIIOUEHUE COIJIacHO MpriiokeHuo Ne 8 B
teuenue 30 pabouux JTHEH co THS MPUHATHS PELICHHUS O Hadasle MPOoLEeAypbl BHECEHUS U3MEHEHUM
B PETUCTPALIMOHHOE JIOCHE.

78. BbIBOJIBI, cofiepiKaliecs B SKCIEPTHOM 3aKIIOYCHUH, TOJIKHBI ObITh OJTHO3HAYHBIMH U
MOHSTHBIMHU.

79. OcHOBaHUSIMM  JUIS ~ TOJATOTOBKHM  yIOJHOMOYEHHBIM  OpPraHoM  (9KCIEPTHOM
opranuzaiueii) pedepeHTHOro TrocyAapcTBa HKCIEPTHOIO 3aKIIOYEHHS O HEBO3MOXHOCTHU
BHECEHUS U3MEHEHUH B PErMCTPALIMOHHOE JI0CHE SIBIISIFOTCSL:

a) HEJJOCTOBEPHOCTh MPEJICTABIEHHBIX CBEACHHM, 000CHOBBIBAIOIIUX BHECEHNE U3MEHEHUH
(B TOM uMciae BBIBICHHAsT IPU  OCYIIECTBICHUM  YINOJIHOMOUYEHHBIMH  OpraHaMu
roCyJIapCTBEHHOTO KOHTPOJIS (HaA30pa) 3a 00palleHneM MEeIUIIMHCKUX U3JIEIHi ),

0) OTCYTCTBHE B MPEACTABICHHBIX 3asBUTENIEM JOKYMEHTAX CBEICHUMN, OATBEPIKIAIOIINX,
YTO U3MEHEHUS, BHOCUMBIE B JIOKYMEHTBI, COJEPIKAIIUECS B PETUCTPALIMOHHOM JIOChE, HE BIEKYT
3a co00i M3MEHEHUs CBOMCTB M XapaKTEPUCTUK MEAWLMHCKOTO M3JIENHUsS, BIMAIOIIUX HA €ro
0€30MacHOCTh, Ka4ecTBO U 3P(HEKTUBHOCTD, WIIM COBEPILIEHCTBYIOT CBOICTBA U XapaKTEPUCTUKU
IIPU HEU3MEHHOCTH (PYHKIIMOHAIBHOTO Ha3HAYEeHUs U (MJTM) IPUHLUIA IeHCTBHUS MEIUIIMHCKOTO
U3JIeTHs;
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B) HEOOXOAMMOCTh MPOBEACHHUS HOBOM perucTpaluy MEIUIUHCKOTO H3JeNus B
COOTBETCTBHUHM € IMyHKTOM 67 HacTosmux [IpaBu.

80. YomTHOMO4YEHHBINH OpraH (dKCIepTHas opraHu3alus) pedepeHTHOro TrocyaapcTBa B
teueHue 10 paboumx nHedt co AHS odopMieHHUS (TOJyYeHHs) SKCHEPTHOTO 3aKIIOYEHUS O
HEBO3MO>KHOCTH BHECEHUS] N3MEHEHUH B PETUCTPALIMOHHOE JJOChE IPUHUMAET peleHne 00 0TKaze
BO BHECEHHHM STHX H3MEHEHUH, O0(GOpMIISET M BBLIAET 3asABUTEIIO CIIOCOOOM, YKa3aHHBIM B
3asBJICHHM O BHECEHWHM HW3MEHEHHUH, yBelomiieHHe o0 OTKa3e BO BHECEHHHM H3MEHEHUU B
pEerucTpaoHHoe 10che (C 000CHOBAaHWEM IMPUYHMH OTKa3a M MPHIIOKEHHUEM KOITUHU SKCIIEPTHOTO
3aKJIIOUEHUS YITOJITHOMOYEHHOTO OopraHa (3KCIEepPTHOM OpraHu3aun) peepeHTHOro TOCyAapCTBa
U opuruHana (ay0iuKara) perucTpaliOHHOTO YIOCTOBEPEHUSI.

81. Ilocnme odopmieHuss B pedepeHTHOM TOCYAapCTBE HKCIEPTHOTO 3aKIIOYCHHUS O
BO3MOYKHOCTH BHECEHHS] W3MEHEHHH B PErHCTPALlMOHHOE JOChe YIOJIHOMOYECHHBIH Opran
(axcmiepTHast opraHu3aiysi) peepeHTHOro rocyIapcTBa pa3MemaeT B CBoel HH()OPMAITMOHHON
CHCTEME PETHUCTPALIMOHHOE J0ChE, COeprKalllee 3asBICHNE O BHECCHUH H3MEHEHUH U 9KCIIEPTHOE
3aKJII0UYEHUE.

82. B ciyuae oTcyTCTBUS rocyAapcTBa (rocynapcT) MpU3HAHUS YIIOTHOMOYCHHBIH OpraH
(axcmiepTHast opraHu3aiusi) pedepeHTHOro rocyaapcrsa B TedeHue 10 paboumx mHEW coO JTHS
oopMieHHs  SKCIEPTHOTO 3aKIIOYEHHS O BO3MOXXHOCTH BHECEHUS HW3MEHEHHMH B
PETUCTPALIMOHHOE TOChE:

a) IPUHUMAET PelICHHE O BHECEHNH U3MEHEHUH B PETUCTPAIIIOHHOE JOChE U Pa3MEILacT B
€IMHOM peecTpe MEIUIUHCKUX W3JEIHH, 3aperucTpupoBaHHbIX B paMkax Coro3a, CBEJEHUS O
BHECEHUU U3MEHEHMI B PETHCTPALIMOHHOE J1I0Che B COOTBEeTCTBUU C [lopsiakom popMupoBaHus u
BeJICHUSI UHPOPMAIIIOHHOM CUCTEMBI, a TaKXKEe CKaHHUPOBAaHHbIE KOMHUH JOKYMEHTOB, B KOTOpHIE
BHECEHbI U3MEHEHUS;

0) B Teuenne 10 pabouux gHEH CO THSA MPUHATHS PEIICHUS O BHECCHUH W3MEHEHUH B
PETUCTPAIIMOHHOE JIOChE YBEIOMIISIET 00 3TOM 3asiBUTENSI CIIOCOOOM, YKa3aHHBIM B 3asIBICHUU O
BHECEHMU M3MEHEHHMH, a Takke B CJy4yae BHECEHHS H3MEHEHUH B PETrUCTPALMOHHOE
yIOCTOBEpeHUE U (WJIM) MPUIIOKEHHE K HeMy O(OpMIISIET M BBLAAET 3asABUTEIIO CIIOCOOOM,
yKa3aHHbIM B 3asBJICHMM O BHECEHHWU HW3MEHEHUH, Mepeo(OopMIICHHbIE PErUCTPallMOHHOE
YIOCTOBEpEHHUE M MPHIIOKEHHE K HEMY C COXpaHEHHEM MPEeKHEro HoMepa (C yKa3aHHEM JaThl
BHECEHHUSl COOTBETCTBYIOIIMX HW3MEHEHUH) M BO3BpAlllaeT paHee BbIJaHHbIE PETHCTPALIMOHHOE
YIOCTOBEpEHHUE M NMPHIIOKEHHE K HEMY C OTMETKOW 00 WX HEIEHCTBUTEIBHOCTHU (C yKa3aHUEM
JIATHI).

83. B cinyuae HanuuMs rocyaapcTsa (rocyAapcTB) MPU3HAHUS U NIPU YCIOBUU OTCYTCTBHS
pa3HOIJIaCHil MEXAYy YIOJHOMOYEHHBIM OPraHOM (PKCIEPTHOW OpraHm3aiuen) pedepeHTHOTo
rocyJapcTBa Y YIOJHOMOYEHHBIM OpraHoM (9KCIEPTHOM oOpraHu3anueil) rocyaapcTBa
(rocymapcTB) NOpuU3HAHMST B OTHOLIEHMHM  COTJIACOBAHMSI  OKCIIEPTHOTO  3aKJIIOUEHUS
YIOJIHOMOYEHHBIH OpraH (3KCIepTHasi opraHusaiys) pehepeHTHOro TocyaapcTna:

a)B TeueHue 10 pabouumx JHEW CO JHSA TOJYyYECHHUS] OT YIOJHOMOYCHHBIX OPraHOB
(9KCIIEpPTHBIX OpraHW3aluii) BCEX TOCYIApCTB TNPU3HAHMS MOATBEPXKICHUS COTJIaCOBAHMS
AKCIIEPTHOTO 3aKJIIOUEHUsl JUOO €O JHA HCTEUYEHUS CpPOKa, MPEeIyCMOTPEHHOro MyHKToM S50
Hactosux [IpaBui (pu ycIoBUH, UTO 3asiBUTENIEM OBLIT MPEACTABIICH B YIIOJTHOMOYEHHBIH OpraH
(OKCTIepTHYIO OpraHM3ainilo) pe(epeHTHOro TOoCymapcTBa TEPEBOJ  AKCILUIYyaTallHOHHOTO
JOKYMEHTAa WM HWHCTPYKLIMH I10 MPUMEHEHHMIO MEIUIIMHCKOIO W3/eNHs, PYKOBOJCTBA IIO
CEepBUCHOMY OOCIIy’)KMBaHUIO U TEKCTa MAPKUPOBKM Ha TOCYJApCTBEHHBIEC SI3bIKM TOCYAApPCTB
npu3HaHusi (MpU  HEOOXOOUMOCTH)), NPUHMMAET peIIeHHEe O BHECEHHMM W3MEHEHHH B
pPETUCTPAllMOHHOE JIOCh€ U pa3MellaeT B €AMHOM peecTpe MEAMIMHCKUX W3JeTui,
3aperuCTPUPOBAHHBIX B pamKax Coro3a, CBeJCHHsI O BHECEHHH W3MEHEHHI B PErHCTPALMOHHOE
nocbe B cooTBeTcTBUM ¢ [lopsnkom (opmupoBaHus u BeneHUs MHOOPMALMOHHONW CHCTEMBI, a
TaKKe CKaHUPOBAHHBIE KOITUHU JOKYMEHTOB, B KOTOPbIE BHECEHBI N3MEHEHHS,

0) B Teuenune 10 pabouux gHEH CO JTHSA MPUHATHS PEHICHUS O BHECCHUH W3MCHEHUH B
PETUCTPAIIOHHOE JIOChE YBEIOMIISIET 00 3TOM 3asiBUTENSI CIIOCOOOM, YKa3aHHBIM B 3asBICHUU O
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BHECEHMU M3MEHEHHMH, a Takke B CJy4yae BHECEHHS H3MEHEHUH B PETrUCTPALMOHHOE
yIOCTOBEpEeHUEe U (WJIM) MPUIIOKEHHE K Hemy O(OpMIIIET M BBIAAET 3asABUTEIIO CIIOCOOOM,
yKa3aHHbBIM B 3asBJICHHMM O BHECEHHWU HW3MEHEHUH, Mepeo(opMIIEHHBIE PErUCTPAllMOHHOE
YIOCTOBEpEHHUE M MPHIOKEHHE K HEMY C COXpaHEHHEM MPEXHEro HoMepa (C yKa3aHHEM JaThl
BHECEHHUSl COOTBETCTBYIOIIMX W3MEHEHUH) M BO3BpAllla€T paHee BbIJaHHbIE PETHCTPALIMOHHOE
YIOCTOBEpEHHUE M MPHIIOKEHHE K HEMY C OTMETKOW 00 WX HEIEHCTBUTEIBHOCTHU (C YKa3aHUEM
JIATHI).

84. HecornacoBaHue 3KCIEPTHOTO 3aKIIOYECHHUSI YIOJIHOMOYEHHOTO OpraHa (9KCIepTHOU
opranusanuu) pedepeHTHOro TrocyJapcTBa B OJHOM U3 TOCYJIApCTB MpPHU3HAHUS SIBISETCS
OCHOBAaHHEM IS HUCKIIOYeHHS HH(poOpManuu 00 3TOM TOCYJapCTBE M3 PEruCTPALMOHHOTO
YAOCTOBEPEHUSI.

85. Ecnu yronmHOMO4YeHHBIH opraH (3KCIepTHast OpraHu3alisi) ToCyAapcTBa NPU3HAHUS HE
COIJIacoBajl AKCIEPTHOE 3aKIIOYEHHE W YIOJHOMOYEHHBIH OpraH (dKCHepTHas OpraHu3alius)
pedepeHTHOr0 TOoCyAapcTBa COTJaceH C BHIBOJAMHM YINOJHOMOYEHHOTO OpraHa (3KCIEepTHOM
OpraHM3allii) ToCy1apcTBa MPU3HAHUS OTHOCUTEIFHO HEBO3MOKHOCTU BHECEHUSI N3MEHEHUI B
PETUCTpAIIOHHOE JI0Che, YIOJIHOMOYEHHBIA OpraH (KCIepTHas OopraHu3aiusi) peQepeHTHOro
rocy/apcTna:

a)B TeuyeHue 10 paboumx 1HEH CO OHSA TOJMYYEHHS OT YIOJHOMOYEHHBIX OPraHOB
(3KCHEepTHBIX OpraHM3alMii) BCeX TOCYAApCTB TNPU3HAHUS MOATBEPHKICHUS COTJIACOBAHUS
(HecoracoBaHuUs1) SKCIIEPTHOTO 3aKIIOYCHHS JTHO0 CO JHS UCTEUEHHs CPOKa, IPEAYCMOTPEHHOTO
nyHkroM 50 Hactosmux [IpaBuii, mpuHHMaeT pemieHre 00 OTKa3e BO BHECEHWW M3MCHECHHM B
PETUCTPALIMOHHOE 1OChHE;

0) B Teuenne 10 pabouymx MHEW CO IHA NPUHATHS pEIICHHUs 00 OTKa3e BO BHECCHUH
M3MEHEHH B PETUCTPALIIOHHOE 10Che O()OPMIISIET M BBIIACT 3asBUTEIIIO CIIOCOOOM, YKa3aHHBIM B
3asBJICHHUM O BHECEHWHM HW3MEHEHHUH, yBelomiieHHe o0 OTKa3e BO BHECEHUHM H3MEHEHUU B
perucTpanoHHoe A0cke (¢ 000CHOBaHMEM MPUYHMH OTKa3a, a TAKXKE C MPHIOKEHHEM KOIUHU
AKCIIEPTHOTO 3aKIIOUYEHUS YIIOJHOMOYEHHOTO OpraHa (3KCIEePTHON OopraHu3aun) pepepeHTHOTO
roCyJapcTBa, KOMMU (KOMUI) MOATBEP)KACHHS COTJIAaCOBAaHUS (HECOTJIACOBAHMS) 3KCIIEPTHOTO
3aKJIIOUEHUS U OpUTHHAjA (TyOJMKaTa) pEruCTPallMOHHOTO YIOCTOBEPEHUS).

86. Ecniu yrosnmHOMOYEHHBIH opraH (3KCIepTHasi OpraHu3alsi) ToCyAapcTBa NPU3HAHUS HE
CoryiacoBajl AKCIEPTHOE 3aKIIOYEHHE W YIOJHOMOYEHHBIM OpraH (dKCHepTHas OpraHu3alius)
pedepeHTHOro rocyAapcTBa HE COTIACEH C BBIBOJAMH YIOJIHOMOYEHHOTO OpraHa (3KCIEepTHOM
OpraHM3alii) Tocy1apcTBa MPU3HAHUS OTHOCUTEIFHO HEBO3MOKHOCTU BHECEHUSI N3MEHEHU B
PETUCTpAIOHHOE JI0Che, YIOJIHOMOYEHHBIH OpraH (KCIepTHas opraHu3anusi) peQepeHTHOro
rocy/apcTna:

a)B TeueHue 10 pabGoumx 1HEH CO OHSA TOMYYEHHS OT YIOJHOMOYEHHBIX OPraHOB
(3KCHEepTHBIX OpraHM3alMii) BCeX TOCYAApCTB TMPU3HAHUS MOATBEPHKICHUS COTJIACOBAHUS
(HecoriacoBaHuUs) SKCIIEPTHOTO 3aKIIIOUSHHS JTUOO CO IHS UCTEUCHUS CPOKA, YCTAHOBICHHOTO HA
MIPEIOCTaBIIEHNE TOCYIapCTBAMM NPU3HAHUS YKA3aHHOTO MOJATBEPKIACHHS (MIPU YCIOBHH, YTO
3asBUTENIEM ObUI TPEJCTABICH B YIOJHOMOYEHHBIH OpraH (3KCHEPTHYIO OPTraHU3aLUIO)
pedepeHTHOTO rocyJapcTBa MEepeBOA ASKCITYyaTallMOHHOTO JOKYMEHTa WM MHCTPYKIHMH IO
NPUMEHEHHUIO MEIUIIMHCKOTO HM3/EJHsI, PYKOBOJICTBA 110 CEPBUCHOMY OOCTYXHBAHUIO U TEKCTa
MapKHPOBKH Ha TOCYIapCTBEHHBIE SI3BIKM TOCYIAPCTB MPU3HAHUS (TIPU HEOOXOAMMOCTH)):

NPUHUMAET PEICHNE O BHECEHUN U3MEHEHHI B PErHCTPALMOHHOE JOChE U 00 UCKIIOUEHUHN
U3 PErUCTPAMOHHOTO YAOCTOBEpEHUS MH(OPMALIUK O TocyAapcTBe (rocyJapcTBax) MpU3HaHMUs,
YIOJIHOMOYEHHBIM OpraHOM (9KCIEPTHOW OpraHu3aliieii) KOTOPOro He COTIacoOBaHO 3KCIIEPTHOE
3aKJIIOUYEHUE;

pasMeniaeT B €JUHOM pPEecTpe METUIMHCKUX H3/AEIHH, 3aperuCTPUPOBAHHBIX B PAMKax
Coto3a, CBeJIEHHUSI 0 BHECEHUH U3MEHEHUI B PETUCTPAILMOHHOE TOChE B COOTBETCTBUU C [lopsimkom
¢dopmupoBaHUS M BeAEHUS HH(POPMAIMOHHON CHCTEMBI, a TaKXX€ CKaHUPOBAHHBIC KOIHH
JOKYMEHTOB, B KOTOPbIE BHECEHBI H3MEHEHUS;
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0) B Teuenne 10 pabouux gHEH CO THSA MPUHATHS PEIICHUS O BHECCHUH W3MCHEHUH B
PETUCTPAIIIOHHOE J10ChE:

YBEAOMJISIET 3asiBUTENII O BHECEHHMM W3MEHEHMH B pErucTpalyioHHOEe J0Cheé H 00
MCKJIIOYEHUH U3 PETUCTPAIIMOHHOTO YAOCTOBEPEHUS HH(POPMALIUU O TOCy1apCcTBe (TOCY1apCTBAX )
MPU3HAHUS, YIIOJIHOMOYEHHBIM OpraHOM (KCIEPTHOM OpraHu3aliyeil) KOToporo He COrjiacoBaHo
HKCHEPTHOE 3aKIIOUEHHE, CIIOCOOOM, yKa3aHHBIM B 3asBICHHM O BHECEHHH M3MEHEHUH (C
MPUJIOKEHNEM KOITUM MOATBEPKACHUS HECOTTIACOBAHUS IKCIIEPTHOTO 3aKJIIOUEHUS);

O(bOpMJ'DIeT N BbIAACT 3asABUTCIIIO CHOCOGOM, YKa3aHHBIM B 3asBJICHUHM O BHCCCHUHU
M3MEHEHUH, nepeo(opMIIeHHbIE PETUCTPALMOHHOE YAOCTOBEpEHUE U NMPUIIOKEHUE K HEMY, U3
KOTOpBIX ~ HCKIIIOYeHa HWHpopMaunus O TrocyaapcrBe  (rocygapcTBax) — HpU3HaHUS,
YIOJHOMOYEHHBIM OPraHOM (IKCHEPTHOM opraHuzannei) KOTOporo He COracoBaHO SKCIEPTHOE
3aKIFOYCHUEC, U B KOTOPHLIC BHCCCHbBI M3MCHCHUA B COOTBCTCTBUHU C 3a4BJICHUCM O BHCCCHHUU
M3MEHEHUH, C COXpaHEHUEM MPEXKHEr0 HoMepa (C yKa3aHUEeM JaThl BHECEHHS] COOTBETCTBYIOLIUX
M3MEHEHUN);

BO3BpAIllaeT 3asBUTENIO CIIOCOOOM, YKa3aHHBIM B 3asIBJICHUU O BHECEHUH N3MEHEHU, paHee
BBIJIaHHBIEC PETUCTPALMOHHOE YIOCTOBEpEHHE M MPUJIIOKEHHE K HEMYy C OTMETKOW 00 ux
HEJICHCTBUTEILHOCTH (C YKa3aHHUEM JIaThl).

VI. IIpouenypa BHeceHHs U3MEHEHHH B PErHCTPALMOHHOE 10Che B YBEAOMUTEIBHOM
nopsiike

87. Ilpouenypa BHECEHMS M3MEHEHUN B PETMCTPALMOHHOE J0ChE B YBEIOMHUTEIBHOM
MOPSAJIKE MPUMEHSIETCA B CIEIYIOMINX CIIyqasX:

a) I3MEHEHHUSI  KAacalTCs  CPOKOB  JCHCTBHS  JIOKYMEHTOB,  COJACPXAIIUXCS B
PETUCTPALIMOHHOM JIOChE (aKTyalu3alus JOKYMEHTOB PErUCTPAIMOHHOTO 10ChE 3asBUTEIIEM);

6) N3MCHCHUA BHOCATCS NPOU3BOAUTCIICM MCIAUITUHCKUX H3,Z[€HHI>'I KJIacCa NOTCHIHUAJIbHOT'O
pHUCKa IpUMeHEeHus | Wi HeCTepUIIbHBIX METUIIMHCKUX U3/ Kilacca MOTEHIIUAIBHOTO pUCKa
MPUMEHEHHUS 2a, IPOUIEANIUM OLEHKY CUCTEMbI MEHEPKMEHTa Ka4eCTBa MEIUIIMHCKOTO U3EIHS
(BKJIIOYAsi MPOLIECCHI TPOEKTUPOBAHUS U Pa3pabOTKU METUIIMHCKUX U3ENNI) B COOTBETCTBUU C
TpeboBaHusIMH K cCTEME MEHEIKMEHTA KauecTBa;

B) U3MEHEHUS KacaroTCsl CIEAYIOMUX CBEICHHUM O MPOU3BOAUTENIE MEAUIIMHCKOTO U3AEIuUs
HJIA CTO YIIOJJHOMOYCHHOM NPCIACTABUTCIIC:

HaWMEHOBAaHHE FOPUIMYECKOTO JIUIIA (TIOJTHOE M COKpallleHHOE (MMPY HAJTMYHH ), B TOM YUCIIE
¢upMeHHOe, HAMMEHOBAHHUA), a/Jpec MeCTa HAXOXKICHHS WM aJpec MecTa OCYIIECTBICHHUS
NesITeNIbHOCTH;

bamunus, UMs, OT4ECTBO (IIPU HAJIMYWH), aPEC MECTA JKUTEIbCTBA MHIWBUIYAIBHOTO
MpeaNpUHUMATENST UK aJpec MeCcTa OCYIIECTBICHUS NEATEIbHOCTH U PEKBU3UTHI JOKYMEHTA,
YAOCTOBEPSIOIIETO JIMYHOCTD;

') I3MEHEHUS HAUMEHOBAHUS MEIUIIMHCKOTO M3/ENIMs B YacTH TOBApPHOTO 3HAKa M HMHBIX
CpCACTB UHAUBUAYATIU3AIUN;

1) I3MEHEHHUSI 3aKJII0YAI0TCsl B UCKIIIOYEHUH CBEJICHUN O MOJenH (MapKe) MEAUIIMHCKOTO
U3¢ U3 pCTUCTPALIUMOHHOTO YAOCTOBCPCHUS.

88. B 1iens1x BHECEHUSI U3BMEHEHHI B PETUCTPALIMOHHOE JOChE B YBEAOMUTEILHOM MOPSIIKE
3asBUTENIb HAIIPABISET B YIOJHOMOYEHHBIN OpraH (SKCIEPTHYIO OpraHu3amuio) pedepeHTHOro
rocy/1apcTBa CleAyIolue JOKYMEHThI U CBEICHHUS:

a) 3as4BJICHHEC O BHECCHUM H3MEHEHUU B PETUCTPAIMOHHOC OOCBC B YBCAOMUTCILHOM
nopsiike (Ha OyMaXHOM HOCHTENe W (WJIM) B DJEKTPOHHOM BHE) MO (opMe coriacHo
npuiiokeHuto Ne 9 (nanee B HacTosIIIEM paszielie — 3asiBICHUE O BHECEHUH U3MEHEHUH ),

0) Konusi JOKYMEHTa, OATBEP>KIAIOIIETO MOJTHOMOYHS YITOJIHOMOYEHHOTO NMPEACTaBUTENSA
MPOU3BOAUTCIIA (HpI/I HAJIMYUH YITOJTHOMOYCHHOT'O IPCACTABUTCIIA HpOI/ISBOI[I/ITCJ'DI);

B) IOKYMEHTBI M CBEJCHHUS O COOTBETCTBYIOIIMX M3MEHEHHUSX, B TOM YHCIIE JTIOKYMEHTHI,
MOATBCPIKAAOINEC UBMCHCHHUA U CBUACTCIILCTBYOIIIUEC O TOM, YTO BHCCCHUC 3TUX U3MCHEHHUHU He
BJICUET 32 COOON M3MEHEHUS! CBOMCTB M XapaKTEPUCTUK METUIIMHCKOTO M3JIENHs, BIUSIIONINX Ha
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ero 0e30macHOCTh, KaueCcTBO M A((PEKTUBHOCTh, WM COBEPIIECHCTBYET €ro CBOWCTBA H
XapaKTePUCTHKHU MIPH HEM3MEHHOCTH (DYHKIIMOHATLHOTO HA3HAYCHUS U (WJTH ) IPUHITUTIA TeHCTBUS
MEAUIIMHCKOTO U3/IETIHS;

T) OTUETHI O pe3yJbTaTax MEePBUYHOIO, MEPUOAUYECKOrO (IJIAHOBOTO) M BHEILIAHOBOTO
MHCIEKTUPOBAHUS MPOU3BOJACTBA (B cilyyae, IPEeIyCMOTPEHHOM MOJMYHKTOM «0» myHKTa 87
Hacrosiuux [IpaBui);

1) KOMIUK JOKYMEHTOB, MOJATBEPKIAIOUINX OIJIaTy HpPOLEAYypbl BHECEHHsS] W3MEHEHHH B
PETUCTPAIIMOHHOE JIOChE B YBEJIOMUTEIHHOM MOPSAIKE B pedEepeHTHOM TOCYIapCTBE, a TaKXKe
BBIJIa4YH PETUCTPAIMOHHOTO YI0OCTOBEPEHHUS B pePEPEHTHOM TocyAapcTBe (ITPH HEOOXOIUMOCTH ),

€) OpUTHHAJI PErHCTPAIIIOHHOTO yIOCTOBepeHus (myonukar) (B ciaydae HEOOXOIUMOCTH
BHECEHUS B HETO U3MEHEHUI);

) OIHUCH IOKYMEHTOB.

89. 3asBieHHE O BHECCHUH U3MEHEHHUH U JIOKYMEHTHI, TOATBEPIKIAI0IINE U3MEHEHHUSI (B TOM
9uclie  OTYETHl O  pe3yibTarax  HMHCICKTHPOBAaHWS  TPOM3BOJACTBA),  Pa3MEMIAIOTCS
YIIOJITHOMOYEHHBIM OPraHOM (PKCIIEPTHON OpraHm3aiuell) peepeHTHOTO ToCyaapcTBa B CBOCH
MH()OPMALIMOHHOW CHUCTEME C TMPEIOCTABICHUEM JOCTyMa TOJHKO YIMOIHOMOYCHHBIM OpraHaM
(3KCTIepTHBIM  Opra"u3anusM) pe(epeHTHOro TrocyaapcTBa W TrocyaapcTBa (TOCyaapcTB)
MPU3HAHUSL.

90. YoJlTHOMOYEeHHBIA OpraH (dKCHEepTHAsi OpraHu3aius) pe(epeHTHOro rocyaapcTBa B
TedeHne 7 pabouux IHEH CO JTHS TOCTYIUICHHUS 3asBIICHUS O BHECCHHHM W3MEHCHHM, a TaKXKe
JOKYMEHTOB U CBEIEHUM, YKa3aHHbIX B MyHKTe 88 Hactosmux [IpaBui, mpoBOAMT MPOBEPKY
MOJIHOTHl M JIOCTOBEPHOCTU COACPXKAIIUXCS B HUX CBEICHUU (B TOM YHCIIE CpOKa JEHCTBUS
OTYETOB O pe3yJbTaTax UHCIIEKTUPOBAHUS MPOU3BOICTBRA).

91. B ciywae ecnu 3asBIEHHE O BHECCHMHM WM3MEHCHHU MPEACTABICHO C HAPYIICHUEM
TpeboBanuil Hacrosmux [IpaBui, cOmEp>KUT HEOCTOBEPHbIE CBeNEHUS M (WJIM) TOKYMEHTHI U
CBEJICHHUS, YKa3aHHbIC B MyHKTe 88 Hacrosmux [IpaBui, mpencraBieHbl HE B MOJTHOM 00beMe,
YIIOJTHOMOYECHHBIM OpraH (SKCTIEpTHAsi opraHu3alys) pedepeHTHOTO ToCyIapcTBa B TCUCHHE 7
paboumx AHEW CO JHS MOCTYIUICHHUS TaKUX 3asBICHUS, TOKYMEHTOB U CBEJACHUN yBEIOMIISICT
3asiBUTENsE O HEOOXOAMMOCTH YCTpaHEHMsI BBISBICHHBIX HapyIIeHUW U (UIM) MpPEICTaBICHUS
OTCYTCTBYIOIIUX JOKYMEHTOB B TeueHne 30 paboumx pHEH cO [JHA pa3MemeHus
COOTBETCTBYIOILIETO YBEAOMJIEHHS B HH(POPMAIIMOHHON cCHCTEME YIOJIHOMOYEHHOTO OpraHa
(3KCTIepTHOM opraHu3aIyu) pe)epeHTHOTO rocyAapCcTBa TUO0 CO JTHS HAMIPABJICHUS YBEIOMIICHUS
3asIBUTEITIO CIIOCOOOM, YKa3aHHBIM B 3asIBJICHUU O BHECEHUU N3MEHEHUH.

92. B cinyuae ecnu nio uicredernn 30 pabounx THEH 3asiBUTENIEM HE YCTPAHEHBI BHISIBJICHHBIE
HapyuleHus! U (WIM) He MPEJCTaBIEHbl OTCYTCTBYIOIIME TOKYMEHTHI, YIIOJTHOMOUYEHHBIH Opran
(9KcriepTHAs opraHu3anys) peQepeHTHOro rocyIapcTBa B TeueHue 3 pabouynx aHEH MpUHUMAaeT
pellIeHre 0 BO3BpaTe 3asBJICHUS O BHECEHUU U3MEHEHHI U JOKYMEHTOB (C 000CHOBaHHEM IPUYUH
BO3BpaTa).

93. B teuenue 3 pabounx JHEH CO JHS MPEICTABICHUS 3asBICHUS O BHECCHUH U3MECHECHHUIM,
JOKYMEHTOB W CBEJICHUH, COOTBETCTBYIOIIMX TpeOoBaHUSM Hactosmmx [IpaBumi, a Takxke B
Cllydyae YCTpAaHEHUs B YCTaHOBJEHHBIM MyHKTOM 91 Hacrosmmx I[IpaBui Cpok BBISIBIEHHBIX
HapylIeHU U (WIKM) MPEACTaBICHUSI TOKYMEHTOB, COOTBETCTBYIOIINX TPEOOBAHUSIM HACTOSIIUX
[IpaBun, ymoTHOMOYEHHBIM OpraH (dKCIEpTHas opraHu3amusa) pedepeHTHOTO TOCyaapcTBa
MPUHUMAET PEIlIeHHe O Hayaye MPOLeayphl BHECCHHS] H3MEHEHUI B PETUCTPAIMOHHOE JOChE B
YBEJIOMUTEIHHOM MOPSAKE U pa3MellaeT B cBoel MHOOPMALIMOHHON CHCTEME PErUCTPAllMOHHOE
JI0ChE, COJIEprKalee 3asiBJICHUE O BHECCHUN U3MEHEHUM.

94. B cnydae eciau CpoK JACHCTBHS OTYETA O pe3yJibTaTaXx MHCIEKTUPOBAHUS MPOU3BOICTBA
uCTeK (A7 ciaydasi, MPEeAyCMOTPEHHOTO MOJIMYHKTOM «O» myHkta 87 Hacrosmux [IpaBmi),
3asiBJICHHE O BHECEHUU U3MEHEHUI He MPUHUMAETCA U BHECEHUE U3MEHEHHM B PErUCTPallMOHHOE
JOCbE MPOBOJUTCS B COOTBETCTBUU C IPOLELYPOH, IIPELYCMOTPEHHON pa3enoM V HACTOSIIUX
[IpaBu.
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95. BHeceHne U3MEHEHHI B PErUCTPalMOHHOE JOChE€ B YBEIOMHUTEIBHOM IMOPSIKE
OCYIIECTBIISICTCS YIMOJIHOMOYEHHBIM OpraHoM (9KCIEPTHOH opraHuzanueil) pedepeHTHOro
rocyJgapcTBa B TeueHue 15 paboumx gHEH cO JHS MPUHATHS PEIICHUS O Hadalie MPOIEHAYPHI
BHECEHUS U3MEHEHUH B PErMCTPALIMOHHOE 1I0ChE B YBEJOMUTEILHOM IMOPSJIKE.

96. [Ipouenypa BHECEHUS U3MEHEHHI B PETUCTPALMOHHOE JOChE€ B YBEIOMHUTEIBHOM
nopsiike He TpeOyeT COrjlacoBaHUs C TOCYAapCTBaMU NMpU3HaHUSA. B CBS3u ¢ 3THM rocyaapcTBa
MPU3HAHUS B 3asBJICHUH O BHECEHUH U3MEHEHUI HE YKa3bIBAIOTCS.

97.B cnyuae ecaud BHOCHMBbIE H3MEHEHHs KacalOTCs CBEACHUH, COIEpPXKAIIUXCS B
PETUCTPALIMOHHOM YJOCTOBEPEHUHU, YIOJHOMOUYEHHBIM oOpraH pedepeHTHOro TIocynapcTBa
BBIJIACT HOBOE PETUCTPALIMOHHOE YI0CTOBEPEHHUE C COXPAaHEHUEM MPEKHEr0 HOMepa (C yKa3aHHueM
JaThl BHECEHHS] COOTBETCTBYIOIUX U3MEHEHUH).

98. OcHOBaHUsMU 1JI NPUHSTHS YIIOJTHOMOYEHHBIM OPraHOM (KCIIEPTHON OpraHu3aluei)
pedepeHTHOro rocynapcTBa peueHuss 00 0TKa3e BO BHECEHWU W3MEHEHHMH B PErHMCTPAllMOHHOE
JI0ChE€ B YBEIOMUTEIILHOM MOPSAKE SBISIOTCS:

a) HEJJOCTOBEPHOCTh MPEJICTABICHHBIX CBEACHHM, 000CHOBBIBAIOIIUX BHECEHNE U3MEHEHUI
B YBEJJOMMTEIHLHOM IOpSAAKE (B TOM UHMCIIE UCTEUYEHUE CpOKa ACHCTBHS OTUETa O Pe3yJbTaTax
MHCIIEKTUPOBAHUS TPOU3BO/ICTBA);

0) HECOOTBETCTBHUE MPEACTABICHHBIX JOKYMEHTOB W CBEACHUN MYHKTY 88 HaCTOSIIUX
[IpaBun;

B) HEOOXOJMMOCTh TPOBEICHUS HOBOW PErHCTPAallMd  MEIMLIMHCKOTO U3JeNusl B
COOTBETCTBHUHU € MMyHKTOM 67 Hactosmux [IpaBui;

I') HECOOTBETCTBUE BHOCHUMBIX U3MEHEHUH CIIyyasiM, yKa3aHHBIM B IyHKTE 87 HACTOSLIUX
[TpaBu.

99. YomHOMOYEHHBIM opraH (3KCHepTHas opraHu3aiusi) pedepeHTHOro rocyaapcTBa B
TeueHrue 5 pabouymx JHEW CO JHSA MPUHATHS PElIeHHUs 00 OTKa3e BO BHECEHWHU M3MEHECHHUHA B
PETUCTpAIIMOHHOE JIOChE B YBEIOMHTEIBHOM TMOpPSIKEe O(GOPMISET W BBIJACT 3aIBUTEINIO
crocoboM, yKa3aHHBIM B 3asBJICHUM O BHECEHHWU HM3MEHEHH, yBelomiieHHe 00 OTKa3e BO
BHECEHUU M3MEHEHHI B PErMCTPALMOHHOE JI0ChE B YBEAOMHUTEIHLHOM MOPSAAKE C 00OCHOBAHUEM,
a TaK)Ke BO3BpAILlaeT 3asBUTENIO0 CIIOCOOOM, YKa3aHHBIM B 3asiBJICHHMH O BHECEHHWU W3MEHEHU,
paHee BbIJJaHHbIE PETUCTPALIIOHHOE YJIOCTOBEPEHHE (JIyOIMKaT) U MPUIIOKEHUE K HEMY B Cllydae
WX MPEAOCTaBICHHUS.

100. YrionHOMOYEHHBIH opraH pedepeHTHOro TOCyAapcTBa B TeUEHUE 5 pabouux JHEH co
THS IPUHATHS PEIIEHUsI O BHECEHUU U3MEHEHUI B PErUCTPAlMOHHOE JIOChE B YBEJOMUTEIHLHOM
MOpAJIKE:

a) pa3MellaeT B €IMHOM pEeecTpe MEIULMHCKUX U3AENUH, 3aperuCTPUPOBAHHBIX B paMKax
Coto3a, cBeJIeHUs 0 BHECEHUHM U3MEHEHUI B PETUCTPALIMOHHOE I0ChE B COOTBETCTBUU ¢ [lopsakom
dbopMupoBaHUST U BeleHUS HHPOPMAIIMOHHOM CHCTEMbI, a TaK)X€ CKaHHPOBAHHBIE KOIUU
JOKYMEHTOB, B KOTOPbIE BHECEHBI M3MEHEHUS;

0) obopMIIIET W BBIIAET 3aSBHUTEIIO CIOCOOOM, YKa3aHHBIM B 3asBJICHUM O BHECCHHH
W3MEHEHHUH, YBEJOMJIEHHE O BHECEHUH U3MEHEHUI B PErMCTPALIMOHHOE JOChE B YBEAOMUTEIBHOM
MOpAZIKE, a TAKXKEe MPU HEOOXOAUMOCTH MepeodOpMIICHHBIE PETUCTPALIMOHHOE YAOCTOBEpEHUE U
IPUJIOKEHHE K HEMy C COXpaHEHHEM IIPEeKHEro Homepa (C yKa3aHHEM JaTbl BHECCHHS
COOTBETCTBYIOIIUX U3MEHEHUH);

B) BO3BpAIllaeT 3asBUTENIO CIOCOOOM, YKa3aHHBIM B 3asBJICHMM O BHECEHUH M3MEHEHMH,
paHee BBIIAHHBIE PETHCTPAIMOHHOE YAOCTOBEpeHUE (qyOnHuKaT) W MPUIIOKEHHE K HEMY C
OTMETKOW 00 MX HEeJICHCTBUTEIBHOCTH (C YKa3aHHEM JIaThl) B CIIy4ae UX MPEIOCTaBICHUS.

VII. IIpoueaypa Bbigaum Ay0JJUKATA PErHCTPALMOHHOIO YI0CTOBEPEHUS

101. B ciydae yTpaTel (IIOpuYM) PErMCTPALMOHHOIO YIOCTOBEPEHMS 3asBUTEIbL BIIPaBE
o0paTuThbcs B YNMOJTHOMOYEHHBIH OpraH peepeHTHOro ToCyJapcTBa C 3asBJICHHEM O BblAaue
nyONHrKaTa pEruCTPAIIIOHHOTO YI0CTOBEpeHUs (Ha OyMaKHOM HOCHUTEIE U (UJTH) B AJICKTPOHHOM
BHJIE) IO popMe corsiacHO mpuitokeHuto Ne 10.
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102. B cnyyae mnopyd pErHCTPAMOHHOTO YAOCTOBEPEHUS K 3asBIICHUI0O O BbIJaue
nyOnuKaTa PErrucTPAllMOHHOTO YIOCTOBEPEHHS IMPHIIAraeTcs HCIOPUYEHHOE PETUCTPALMOHHOE
YAOCTOBEpEHUE.

103. B Teuenune 5 pabouux qHEH cO IHS TOTYYCHHS 3asABICHHUS O BbIade MyOnmKaTta
PETUCTPALIMOHHOTO YJIOCTOBEPEHUSI YIOJIHOMOYEHHBIH OpraH peQepeHTHOro TrocyIapcTBa
odopmisier Ha OiaHKe TyOTUKAT PETUCTPANMOHHOTO YAOCTOBEPEHUS U BBINACT €r0 3assBUTEIIO
crocoOoM, yKa3aHHBIM B 3asBJICHUU O BblAaue AyOJIMKaTa perucTpaliOHHOTO yI0CTOBEPEHUSI.

104. B cnyyae ecnu mpesncTaBleHHOE 3asiBIIEHUE O BblJaue yOnuKaTa perucTpalioOHHOTO
yaocToBepeHus ohopMIICHO HEHaIexauM o0pa3oM U (W) B HEM YKa3aHbl HEJOCTOBEPHBIE
CBEJICHHUSI, YIIOTHOMOYEHHBIN OpraH peepeHTHOr0 rocyaapcTBa opopmisieT pemenne o0 oTkase
B Bblj1aue 1y0JIMKaTa perucTpalliOHHOTO YA0CTOBEPEHUS.

VIII. IIpouenypa coriiacoBaHusi IKCIEPTHOI0 3aK/II0YEHH HA 3aperucTPUPOBAHHOE
MEIUIUHCKOE H3/1e/Ine

105. [Ipouenypa perucTpalvd MEIULMHCKOTO M3IENINSA, 3aperMCTPUPOBAHHOIO B
COOTBETCTBUM ¢ HacTtosimuMu [IpaBuimamu, B rocyJapcTBax-4l€HaxX, HE YKa3aHHBIX B
PEruCTpaliliOHHOM YAOCTOBCPCHHUU, OCYIICCTBIIACTCA IMYTCM COTJIACOBAHUSA YIIOJITHOMOUYCHHBIMU
OpraHami (9KCIEpTHBIMU OPTaHU3ALMSIMH) 3TUX TOCYIapCTB-UWICHOB SKCIEPTHOTO 3aKIIOUEHHUS.
[To uroram coriacoBaHUs YIOJHOMOUYEHHBIM OPraHOM pPe(EepeHTHOr0 rocyAapcTBa BbIIACTCS
pPETUCTPAllMOHHOE  YJOCTOBEpPEHHE C  YKa3aHHEM  BCeX  TOCyIapcTB  MpU3HaAHMS,
YOOJIHOMOYCHHBIMU  OpraHaMu (BKCHepTHBIMI/I OpFaHI/ISaL[I/I}IMI/I) KOTOPBIX  COIIaCOBAHO
AKCIIEPTHOE 3aKIIOYECHHE.

106. 3asBuTENH TPEACTABISICT B YNOJHOMOYEHHBIH OpraH (9KCHEPTHYIO OPraHU3aLUIO)
pedepeHTHOTO ToCyAapCTBa CISAYIONTNE JOKYMEHTHI (KOMTUU JOKYMEHTOB):

a) pETUCTPAIIMOHHOE JOChE, COJIEpKallee 3asBICHHE O TPOBEACHUU COTJIACOBAHUS
HKCIIEPTHOTO 3aKJIIOUEHHUsT Ha 3aperuCTPUPOBAHHOE METUIIMHCKOE W3JAenaue (C yKa3aHHEeM
rocyJapcTna (rocy1apcTB) MpU3HAHM, HE YKa3aHHOTO B PETHCTPALMOHHOM y/IOCTOBEpEHHUH) (Ha
OyMa)KHOM HOCHTENe M (WJIM) B AJICKTPOHHOM BHE) MO ¢opMe corjacHO npuiokeHuro Ne 11
(manmee B HacTOSIIEM pa3felie — 3asABICHHE O COTVIACOBAHWHM DJKCIEPTHOTO 3aKIIOYCHHS) W
JIOKYMEHTBI 10 MEPEYHIO COTJIACHO MpuI1oxkeHuto No 12;

0) KoMK JOKYMEHTOB 00 OIUIaTe€ BbIIAYM HOBOT'O PETHCTPALMOHHOTO YIOCTOBEPEHHS B
pedepenTom rocyaapcTse (IMIpU HATMYUKA COOTBETCTBYIONTUX TPeOOBAHUN);

B) KOIIUU JOKYMEHTOB 00 OIUIaTe MpPOIEIyphl COTIACOBAHUS SKCIEPTHOTO 3aKIIOUCHHS B
rocyaapcTse (rocyaapcTBax) MpU3HaHUs, YKa3aHHOM B 3asBJIEHUH O COTJIACOBAHUHU SKCIIEPTHOIO
3aKJTFOUCHUSI.

107. YnomHoMO4YeHHBIA OpraH (dKCIEepTHAss OopraHu3aiusi) peepeHTHOro rocyaapcTa B
TeyeHue 7 pa60qnx I[Hefl CO OHA MNOCTYIUICHUA 3asABJICHUA O COITIACOBAHUH JSKCIICPTHOTO
3aKJIFOYEHUS U JOKYMEHTOB, YKa3aHHbIX B MyHKTe 106 Hactosimux [TpaBuii, mpoBOIUT IPOBEPKY
MOJIHOTBI 1 JOCTOBCPHOCTHU COACPIKAIIUXCA B HUX CBGHGHHﬁ.

108. B ciryuae ecnu 3as1BJICHUE O COTJIACOBAHUU HKCIIEPTHOTO 3aKIIOUEHUS MPECTABICHO C
HapyleHneM TpeGoBaHui Hactosiux [IpaBui, comep>KUT HEJOCTOBEPHBIC CBEACHHS M (WIIN)
JIOKYMEHTHI, YKa3aHHbIe B MyHKTe 106 Hactosmux [IpaBwi, mpeacTaBieHsl HE B TIOJTHOM 00bEMeE,
YIOJIHOMOYEHHBIM OpraH (3KCIepTHash OpraHu3anus) peQepeHTHOro rocyJapcTBa B T€UCHUE 7
pabounx AHEH co JHS MOCTYIUJICHHS TaKUX 3asBICHUS U JOKYMEHTOB YBEIOMIISET 3asBUTENS O
HEOO0XOIMMOCTH YCTPaHEHHS BBISIBICHHBIX HAPYIIEHUH U (MJTH) IPECTAaBICHUS OTCYTCTBYIOIUX
JIOKYMEHTOB B TeueHue 30 pabounx AHeH co AHS pa3MelIeHHs] COOTBETCTBYIOLIETO YBEIOMIICHUS
B HMH()OPMAIMOHHOW CHCTEME YIMOJIHOMOYEHHOTO0 oOpraHa (dKCIEepTHOH OpraHU3allyn)
pedepeHTHOTO TOCymapcTBa JIMOO CO JTHS HAMpaBJICHHUS YBEIOMIJICHHUS 3asBHUTEIIO CIIOCOOOM,
YKa3aHHBIM B 3a4BJICHHUU O COTIACOBAHUU SKCIICPTHOTO 3aKJIIFOUYCHUS.

109. B cayuae ecnm mo wucreueHun 30 paboumx AHEH 3asBUTEIEM HE YCTpPaHEHBI
BBISIBIICHHBIC HapymieHHss ¢ (WIM) HE TPEACTaBICHBl OTCYTCTBYIOUIME JIOKYMEHTBHI,
YIIOJTHOMOYEHHBIM OpraH (SKCIEpTHAsi OopraHu3aiusi) pedepeHTHOTO TOCyaapcTBa B TEUYCHHE 3
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pabounx nHeW NpPUHMMAET pelIeHHe O BO3BpaTe 3asBICHUS O COIIACOBAHUU DKCIEPTHOTO
3aKJIFOYCHUS U JIOKYMEHTOB (C 000CHOBaHMEM MPUYHH BO3BPATA).

110. B teuenune 3 pabouymx HHEW CO IHS MPEICTABICHUS 3asABJICHUS O COTJIACOBAHUH
HKCHEPTHOTO 3aKJIIOUYEHUS U JJOKYMEHTOB, COOTBETCTBYIOIINX TpeOoBaHUsAM HacTosmmx [Ipasu,
a TaKXKe B Clly4ae YCTpPaHEHHs B YCTaHOBJICHHBIM NyHKTOM 108 Hacrosmux I[IpaBunm cpok
BBISIBJICHHBIX HAPYIICHUN U (WIIH) IPEACTABIECHUS TOKYMEHTOB, COOTBETCTBYIOIINX TPEOOBAHUSIM
Hacrosiux [IpaBuii, yIOJTHOMOYEHHBIM OpraH (dKCHepTHas opra"usanus) pedepeHTHOTOo
rocyJapcTBa NPUHUMAET pEUICHHE O MPOBEACHUM IMPOLEAYpPhl COTJIACOBAaHMS SKCIIEPTHOTO
3aKJIIOUYEHUs Ha 3aperHCTPUPOBAHHOE MENULMHCKOE W3JeIHMe W pa3Mellaer B CBOEH
MH(POPMAIIMOHHOIN CHCTEME PETUCTPAIIMOHHOE JIOChE, COJEpIKalllee 3asBICHHE O COTJIaCOBAaHUH
AKCIIEPTHOTO 3aKIIFOUEHUSI.

111. CormnacoBanue 3KCIEPTHOTO 3aKIOYEHHsI TOCYIapCTBAMU IIPU3HAHMS, YKa3aHHBIMU B
3asiBJICHHM O COTJIACOBAHMM DKCHEPTHOTO 3aKJIIOUEHUS, OCYLIECTBIIETCS B COOTBETCTBUU C
nyHkTamu 46, 48—52 u 54 nacrosiux IIpaBu.

112. HecornacoBanue 5KCIEPTHOTO 3aKIIOYECHHS B OJHOM M3 TOCYIApCTB MPU3HAHMS,
YKa3aHHBIX B 3aSBJICHUH O COTJIACOBAHUH AKCIIEPTHOTO 3aKIIOUYCHHSI, SIBISETCS OCHOBAHUEM IS
0TKa3a B O0pallleHUH MEIULUHCKOTO U3/IENINs HAa TEPPUTOPHUH STOTO FOCYAAPCTBA MPU3HAHMUSL.

113. B teuenue 10 paGounx aHei co JHS MOJYyYEHHUS OT BCEX YHNOJHOMOYEHHBIX OpPraHOB
(3KCHEepTHBIX OpraHU3alil) TOCYJapCTB MPU3HAHUA, YKAa3aHHBIX B 3asBJIEHUU O COTJIACOBAaHUU
HKCHEPTHOTO 3aKIIIOYCHHUs, MOATBEPXKIEHHUS COTJacoBaHMs (HECOTJIACOBAaHUS) 3KCIEPTHOTO
3aKJIIOUEHHUs JINOO CO JIHSA UCTEUEHUS! CPOKa, yCTaHOBJIEHHOro myHKToM 50 Hactosmux [IpaBu,
YIOJHOMOYCHHBIH OpraH (dKCIEpTHAas OpraHu3anus) pedepeHTHOrO rocyAapcTBa MPUHUMAET
pelieHre o Belgaue nepeopopMICHHOTO PErHCTPALMOHHOTO YAOCTOBEpEHUs (B Cilydyae HaTUdHs
rOCyIapCTB MPU3HAHUS, YIIOJTHOMOUEHHBIMH OpTaHaMu (IKCIIEPTHBIMHU OPTaHU3AIHSIME ) KOTOPBIX
COTJIaCOBAaHO JKCIEPTHOE 3akioueHue) ymubo o0 oOTKa3ze B BbIade MepeodOpMIICHHOTO
PETUCTPAIIMOHHOTO  yAOCTOBepeHHs: (B  Cllydae OTCYTCTBUS TOCYJapCTB  IpPHU3HAHUA,
YHOOJHOMOYEHHBIMU OpraHaMu  (3KCHEPTHBIMH  OpraHu3alMsIMH) KOTOPBIX COIJIACOBAHO
9KCIIEPTHOE 3aKJIIOUEHUE).

B Teuenue 10 paboumx mgHEH CO IHS NMPHUHATHS PEUICHUS O BblIaue mepeodOopMIICHHOTO
PETUCTPAIIMOHHOTO  YJIOCTOBEPEHHUSI YIOJHOMOYEHHBIH OpraH (dKCHepTHas OpraHM3aus)
pedepeHTHOT0 Tocy1apcTBa:

pa3MemiaeT B €IMHOM PEecTpe METUIIMHCKUX H3ACNUi, 3aperHCTPUPOBAHHBIX B paMKax
Coro3a, nHpopmanuio 006 yka3aHHBIX B 3asBJIEHUU O COTJIACOBAHUHU 3KCIEPTHOTO 3aKIIIOUEHUS
rocy/apcTBax NPU3HAHMS, YIOJTHOMOUYEHHBIMH OpraHaMu (SKCIEPTHBIMUA OPTaHU3AIHSIMH )
KOTOPBIX COTJIACOBAHO KCIIEPTHOE 3aKII0UEHUE, a TAK)KE CKAHUPOBAaHHBIE KOITUH IOKYMEHTOB, B
KOTOpbIE BHECEHbl W3MEHEHMs, B COOTBeTCTBUH C I[lopsakoM QopMupoBaHUS W BEICHHS
MH(POPMAITMOHHON CHUCTEMBI,

oopmisieT W BBITACT 3asgBUTENIO CIIOCOOOM, YKa3aHHBIM B 3asBJICHHM O COTJIACOBAHHH
HKCIIEPTHOTO 3aKJIIOUEHUS, TepeoPOPMIIEHHOE PETHCTPAILIIOHHOE YAOCTOBEPEHUE U MPUIIOKEHHE
K HEMy C COXpaHCHHEM IpPEeKHEro Homepa (C yKa3zaHHMEM BCEX TIOCYAapCTB NpPU3HAHUS,
YIOOJHOMOYEHHBIMU OpraHaMu  (3KCHEPTHBIMH  OpPraHu3alMsIMH) KOTOPBIX COIJIACOBAHO
HKCHEPTHOE 3aKII0UEHHUE, U 1aThl BHECEHUSI COOTBETCTBYIOLINX U3MEHEHU);

BO3BpAIIlAET 3asIBUTEIIO CIIOCOOOM, YKAa3aHHBIM B 3asBJIEHUU O COTJIACOBAHUU IKCIIEPTHOTO
3aKJIIOYECHHUs], paHee BhIJAaHHBIC PETUCTPAIIMOHHOE YAOCTOBEpeHUE (AyOIMKaT) U MPHIIOKEHUE K
HEMY C OTMETKOM 00 MX HEeJIEHCTBUTEIBHOCTH (C YKa3aHUEM JIaThl);

BBIJIACT 3asSBUTEINIO CIIOCOOOM, YKa3aHHBIM B 3asBJICHUU O COTJIACOBAHMU 3KCIIEPTHOTO
3aKJIIOUEHHUs, yYBeOMJIEHHE 00 OTKa3e B PErucTpalii MEIUILMHCKOTO M3JENHs ToCyAapCTBOM
MPU3HAHUS, YKa3aHHBIM B 3asBJICHUU O COTJIACOBAHUU HKCIIEPTHOTO 3aKITFOUYCHHUS, C IPUIIOKECHHEM
KOIUU MOATBEPKACHUS HECOTTIACOBAHUS SKCIIEPTHOIO 3aKIIOYEHUS YIIOJTHOMOYEHHBIM OpraHOM
(3KCHepTHOM OopraHu3anuei) yKkazaHHOrO rocyAapcTsa (Ipy HaJIWMYMU IOCylapcTBa MPU3HAHUA,
YIOJHOMOYEHHBIM OPraHOM (IKCIEPTHOM opraHuzainreil) KOTOporo He COracoBaHO SKCIEPTHOE
3aKJIFOUYCHUE).
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B Teuenme 10 pabGoumx nHEW cO MOHS TPUHATHS peHIeHUsT 00 OTKa3e B BbIIAYE
nepeoOpMICHHOTO PErUCTPAIMOHHOTO YAOCTOBEPEHUSI YIOJTHOMOYCHHBINH OpraH (dKCIepTHas
opranu3zanus) peepeHTHOTO TocyaapCTBa:

BO3BpAIIlaeT 3asiBUTEI0 CIIOCOOOM, YKa3aHHBIM B 3asBICHUU O COTJIACOBAHUU IKCIIEPTHOTO
3aKJIIOUEHUs, paHee BhIJAHHBIE PETUCTPALMOHHOE YJOCTOBEpEeHHE (IyOIMKAT) U MPHIOKEHHUE K
HEMY;

BbIIA€T 3asBUTENIO CIIOCOOOM, YKa3aHHBIM B 3asBIIEHUU O COIJVIACOBAaHUM SKCIIEPTHOIO
3aKJIIOYCHU, YBCAOMIICHUC 06 OTKa3C B PCrucCTpaiuu MCAULMUHCKOTO HU3ACIUA TOCyaAapCTBOM
MPU3HAHUS, YKa3aHHBIM B 3asBJIEHUU O COTJIACOBAaHUU HKCIIEPTHOIO 3aKITI0UEHHUS, C TPUIIOKEHUEM
KOIIMHU MMOATBCPKACHUSA HCCOTJIACOBAHUA SKCIICPTHOTO 3aKJIHOUCHUA YIIOJJHOMOYCHHBIM OpTraHOM
(PKCTIepTHOM oOpraHu3alKeil) yKa3aHHOTO TOCyJapcTBa, a Takke opuruHana (myOnukara)
PETUCTPAILIMOHHOTO YAOCTOBEPEHUSI.

IX. Iopsinok NpHUOCTAHOBJIEHUSI UJIM OTMEHbI 1eficTBUS (AHHYJIMPOBAHUA)
PEerucTPAlMOHHOIO YA0CTOBEPEHUs

114. [IpuocTtaHOBIEHUE JEUCTBUSA PETUCTPALIMOHHOTO YIAOCTOBEPEHHUSI OCYLIECTBIISIETCA
YIOJIHOMOYEHHBIM OPTaHOM Pe(EepeHTHOT0 roCy1apCTBa B CIACAYIOMINX CITyqasx:

a) 1Mo pe3yJbTaTaM MOHUTOPUHTA 0€30MacHOCTH, KauecTBa 1 3 (HEKTUBHOCTH METUIIMHCKUX
U3JIEJIMN B IOCTPETUCTPALUOHHBIN [IEPUO. — IIPU BBISBICHUU IIOTCHIIMAIBHON CEPhE3HON YTPO3BI
3JI0pPOBBIO YEJIOBEKA;

0) o pe3yibTaTaM rocyJapCTBEHHOTO KOHTPOIIS (Haa30pa) 3a 0OpalieHneM MEIUIIMHCKIX
W3JIeINH — MPU HAJTMYMK CBEJCHUM 0 (akTax M 0OCTOATENbCTBAX, CO3JAIOLINX YTPO3Y KHU3HU U
3MI0POBBI0 TPAXKIAAH H MEAUIMHCKUX paOOTHUKOB TpM NPHUMEHEHHH U JKCIUTyaTalllu
MEAUIIMHCKUX U3JIEIHIA;

B) OTCYTCTBHE B PEIHCTPALMOHHOM JI0ChE aKTyallbHOU MH(pOpMaAUK 00 YIOTHOMOYECHHOM
Mpe/ICTaBUTENE TPOU3BOIUTENS (11 MPOU3BOJUTENEH U3 TPETHUX FOCYAAPCTB).

115. Pemenne o0 NOpUOCTAHOBIECHUU JEHUCTBUSI PETUCTPAIMOHHOTO YJIOCTOBEpEHHs (C
yKa3aHHEM IPUYKH, 1aThl U CPOKa IPUOCTAHOBIICHUS ) IPUHUMAETCS YIIOJTHOMOYEHHBIM OPraHOM
pedepeHTHOro rocyiapcTBa B COOTBETCTBHH € 3aKOHOAATEIHCTBOM 3TOI'0 TOCYAApCTBA.

116. Cpok TpUOCTAaHOBIECHUS JCUCTBHS PETUCTPALMOHHOTO YAOCTOBEPEHUS HE MOMKET
MPEBBINIATh 6 MECSIEB, MPU 3TOM pealn3alrs U IPUMEHEHUE TaKMX MEIUIMHCKUX W3JIENUN B
pedepeHTHOM TOCYyIapCTBE U rOCYIapCcTBE (TOCYMapCTBax ) MPU3HAHUS HE JTOTYCKAIOTCS.

117. YionHoMO4eHHBIH opraH pedepeHTHOro ToCyAapcTBa B TeUeHUE 5 pabouux JHEH co
IHS TPUHATHS PELIeHUs O MPUOCTAHOBIECHUHM ACUCTBHSI PETUCTPALMOHHOIO YIAOCTOBEPEHUS
BHOCUT COOTBETCTBYIOIIME CBEACHHUS B C€IUMHBIM peecTp MEAULMHCKUX  H3JEuil,
3aperucTpupoBaHHBIX B pamkax Coro3a, 1 UHPOPMHUPYET 00 3TOM YIOJIHOMOYEHHBIE OpraHbl
rocy1apcTB pU3HAaHUA U EBpa3uiicKyt0 5KOHOMHUYECKYIO0 KOMUCCHIO C UCIIOJIb30BAHUEM CPELICTB
MHTETPUPOBAHHOM CHUCTEMBI, a TaKXe 3asBUTENA MyTeM MepeJadyd yBEIOMIICHHS JIMYHO IOJ]
pocmuch, TMO0 HATIPABIICHUS YBEAOMIICHHSI 3aKa3HBIM [TOYTOBBIM OTIIPABIICHUEM C YBEIOMIICHHEM
0 BpY4YEHHH, OO0 HAMpPaBICHUS B 3JIEKTPOHHOM BHJE WIH B (GOpMe 3JIEKTPOHHOTO JTIOKYMEHTa,
MOAMMCAHHOTO AJIEKTPOHHOM MOAMKUCHIO (C YKa3aHUEM MPUYHUH, AaThl U CPOKA MPUOCTAHOBICHUS
NEHCTBUS PErHCTPAIIMOHHOTO YOCTOBEPEHHUS, a TAK)Ke HEOOXOJUMOCTH yCTPaHEHHU S 3asIBUTEIIEM
00CTOSITENLCTB, MOBJIEKIINX MPUOCTAHOBJICHNE ICHCTBHSI PETUCTPAIIMOHHOTO YIOCTOBEPEHUS).

118. 3asgBuTEeNnp B TEYCHHE YCTAHOBJICHHOTO YIOJHOMOYEHHBIM OPraHOM pPEePEpPEHTHOTO
roCyJJapcTBa CpoKa 00s3aH YCTPAHUTh 0OCTOSTEIHCTBA, MOBJIECKIINE IPHOCTAHOBICHUE ICHCTBUSA
PETUCTPALIMOHHOTO YJOCTOBEPEHUS, U YBEAOMUTh 00 3TOM B NHUCHBMEHHOW (opme 3TOT
YIIOJIHOMOYEHHBIM OpraH (C MpPUIIOKEHHEM MOJATBEpKAAroIMX JoKyMeHTOB). [lo pe3ynbraram
paccMOTpeHMs]  MPEACTaBICHHBIX  3asBUTENIEM  JIOKYMEHTOB  YIOJIHOMOYEHHBIH  Opras
pedepeHTHOTO rocyAapcTBa MPUHUMAET PEIIeHHe O BO30OHOBJICHHH OO0 00 OTMEHE JACHCTBUS
(aHHYJTMPOBAHWM) PETUCTPAIMOHHOTO yJIOCTOBEPEHHS (C yKa3aHUEM JaThl BO30OHOBIICHUS WU
OTMEHBI JIeHCTBUS (AaHHYJIMPOBAHUS) PETUCTPALIMOHHOTO YAOCTOBEPEHU).
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119. YnomHomModeHHBIN Ooprad pe)epeHTHOTO rOCy1apcTBa B TEUCHHE 5 pabOUnX JTHEH CO
TTHSI IPUHSATHUS PEIICHUSI O BO3OOHOBIICHUH IEUCTBHUS PETUCTPALMOHHOTO YAOCTOBEPEHUSI BHOCHT
COOTBETCTBYIOIIIME CBEJICHUS B €IUHBIA pEeecTp MEIULIMHCKUX U3JETHi, 3aperucCTpUPOBaHHBIX B
pamkax Coro3a, W yBEIOMIISCT 3asBUTENS O MPUHSATOM PEUICHUH JIMYHO IOJ| POCIHUCH, JTHOO
HaIpaBJiIeT YBEJOMJICHHE 3aKa3HbIM MOYTOBBIM OTIPABIEHUEM C YBEIOMJICHHEM O BPYUYCHHH,
b0 mepenaeT B AJICKTPOHHOM BUIE UM B (OpME SICKTPOHHOTO JOKYMEHTA, MOAMUCAHHOTO
AJIEKTPOHHOU MOJIHUCHIO.

120. Pemienie 0  BO30OHOBJICHMM  JCWCTBUS  PETHUCTPALIMOHHOTO  yJIOCTOBEPEHHS
MPUHUMAETCS B COOTBETCTBUU C 3aKOHOJATENILCTBOM pe()epeHTHOI0 TOCYIapCcTBa U BCTYMAET B
CHITY CO JHSI €T0 MIPUHSTHSL.

121. B cmywyae HeycTpaHEHHUs 3asBUTEIEM B YCTAHOBJICHHBIM CPOK OOCTOSITENIBCTB,
MOBJICKIIIUX TPUOCTAHOBJICHHUE JICHCTBUS PETUCTPALIMOHHOTO YAOCTOBEPEHUS, YIIOTHOMOYEHHBII
opran pedepeHTHOro rocyJapcTsa B TeueHHE 3 pabouux JIHEH cO JHS MCTEUEHHUs YKa3aHHOTO
CpOKa TpPHHHMAET pelieHHe 00 OTMeHe [eHCTBUS (aHHYJIMPOBAHHWH) PETUCTPALUOHHOTO
yaocToBepeHus (¢ 000CHOBAHUEM).

122. YIOMHOMOYEHHBI OpraH pedepeHTHOro TrocyAapcTBa HE3aMEUIUTEIHO BHOCUT
COOTBETCTBYIOIIIME CBEJICHUS B €UHBIA pPEeecTp MEIULMHCKUX U3/ETHil, 3aperuCTPUPOBAaHHBIX B
pamkax Coro3a, ¥ yBeIOMIIsIeT 3asBUTENS 00 OTMEHE JeWCTBUS (AaHHYJIUPOBAHUN)
PETUCTPALIMOHHOTO YJOCTOBEPEHHUS IyTeM IMepefadyd yBEAOMJICHMsI 3asBUTEII0 JIMYHO IO
pocruch, TMO0 HANIPaBIEHUS YBEAOMIICHHSI 3aKa3HBIM [TOYTOBBIM OTIIPABIICHUEM C YBEIOMIICHHEM
0 BpY4YEeHHH, J1OO0 HAMpPaBICHUS B 3JIEKTPOHHOM BHJ€ WIH B (OopMe 3JIEKTPOHHOTO JTIOKYMEHTa,
MOJIMMCAHHOTO JIEKTPOHHON TOIMHCHIO.

123. OcHOBaHUSAMH TSI IPUHSATHS YTIOTHOMOUYEHHBIM OPTaHOM peQEpPEHTHOTO ToCcyIapCcTBa
penieHuss 00 OTMEHE JAeWcTBUS (aHHYJIMPOBAHWHN) PETHUCTPAIMOHHOTO YIOCTOBEPEHHS WA 00
OTMEHE PETrUuCTPalUd METUIIMHCKOro u3aenus (Mojnenei (MapoK) METUIIMHCKOTO W3JENUs,
CBEICHUSI O KOTOPBIX MPEACTABIEHBI B PETUCTPALIMOHHOM YIOCTOBEPEHUH ) SBIISIOTCS:

a) mojaya TPOM3ZBOAMTENIEM 3asBIEHUS 00 OTMEHe JeHCTBUS (aHHYJIUPOBAHHM)
PETUCTPAIIMOHHOTO YAOCTOBEpEHUs (Ha OyMaKHOM HOCHTeJe U (WIJIM) B AJIEKTPOHHOM BHUIE) IO
dhopme cormmacHo npuinoxeHnto Ne 13;

0) BBISIBJIICHHE CITy4aeB MPEICTABICHUS 3asBUTEIIEM HEOCTOBEPHBIX CBEICHUI, KOTOPHIE HE
MOTJIM OBITh YCTAaHOBJIEHBI MPH PErHCTPAllMM MEIUIUHCKOTO u3enus (B TOM 4YHCIEe MHpU
OCYIIECTBICHUH YIOJTHOMOYECHHBIMH OpraHaMH TOCYJapCTBEHHOTO KOHTpoys (Ham3opa) 3a
oOparnieHueM MEAUITMHCKUX U3IETNi);

B) BCTYIMBIIIEE B 3aKOHHYIO CHITY PEIICHHE CyAa TOCyIapcTBa-4yieHa 00 OTMEHE JIEHCTBUS
(aHHYJTMpOBAaHWUHM) PETUCTPAIMOHHOTO  YJIOCTOBEPEHHUS] WJIM 00 OTMEHE pPEerucCTpaluu
MEAUIIMHCKOTO u3aenus (Monenei (Mapok) MEIMIIMHCKOTO W3JENHs, CBEACHUS O KOTOPBIX
MPE/ICTaBJICHbI B PETUCTPALIMOHHOM YJIOCTOBEPEHUH );

) IPEICTABJICHUE YIIOJIHOMOYEHHBIM OPraHOM IO pe3yJibTaTaM TOCYIapCTBEHHOTO
KOHTpoJisi (Ham3opa) 3a oOpalieHHeM MEAWIIMHCKUX W3ACIUNA CBEeIeHHH o (akTax u
00CTOSITENTLCTBAX, CO3/IAMOIINX YIPO3Y KU3ZHU U 3I0POBBIO TPAXKIAAH U MEIUIIMHCKUX paOOTHUKOB
MIpU IPUMEHEHUH U HKCIUTyaTallii MEIUIIUHCKOTO U3eIus;

1) yTpaTa MEIUIIMHCKUM HW3JIEeTHEM CTaTyca MEIUIMHCKOTO B CBSI3M C BHECEHUEM
M3MEHEHUH B aKThl, BXoAsmue B paBo Coro3a, WM Ha OCHOBaHUU peieHus: KoHCyIbTaTUBHOTO
KOMHUTETA 0 pe3ybTaTaM MPOBEAEHUS padOT MO yPeryJIupOBaHUIO PA3HOTIACHIA 1O BOMPOCAM
OTHECEHUS NPOAYKIMU K METUIIUHCKUM U3JECIUSM.

124. 3asBnenue 00 oTMEHe JeiicTBUS (aHHYJIMPOBAHUH ) PETUCTPALIMOHHOTO yIOCTOBEPEHHS
MO3KET OBbITh MMOAAHO YMOJHOMOYEHHBIM MPEICTABUTENEM MPOU3BOAUTENS NMPU OJHOBPEMEHHOM
BBITIOTHEHUH CIIEAYIONIUX YCIIOBUH:

a) HJIMYME B PETUCTPALMOHHOM JIOChE AaKTyallbHOTO JOKYMEHTA, IMOJATBEPKIAIOIIETo
MOJIHOMOYUST YIOJTHOMOYEHHOTO MPEICTABUTENSI TPOU3BOIUTENS, WM TPEICTABICHUE TaKOTO
JOKYMEHTa B YIOJHOMOYEHHBII OpraH peepeHTHOro rocyJapcTBa BMECTE C 3asBlieHHEM 00
OTMEHE JICUCTBUS (AHHYJIUPOBAHUHN) PETUCTPAIIIOHHOTO YIOCTOBEPEHNUS,
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0) mpeACTaBJICHUE B YIOJHOMOYECHHBIM OpraH pe(epeHTHOro TocydapcTBa BMECTE C
3asBIICHHEM 00 OTMeHe [eHCTBUS (aHHYJTUPOBAHWUHU) PETUCTPALMOHHOTO YIOCTOBEPEHUS
3aBEpEHHOr0 B YCTAaHOBJICHHOM MOpPSAKE JAOKyMEHTa MPOU3BOAUTENS, MOATBEPHKAAIOIIETO €ro
HaMEPEeHUEe OTMEHUTH JCHCTBHE PETUCTPALIMOHHOTO YIOCTOBEPEHUS (aHHYJIUPOBATH €T0).

125. B cnydae ecnu 3asiBjeHUE 00 OTMEHE JIeWCTBHS (aHHYJIUPOBAHUH) PETUCTPAITMOHHOTO
YAOCTOBEpEHUSI TPEJCTABICHO C HapylleHWeM TpeOoBaHMU HacTosAmmX [IpaBui, MTOKYMEHTHI
MIpeICTaBJICHBI HE B TOJIHOM 00bEME UIIH COJIEPKaT HEJJOCTOBEPHBIE CBEJCHM S, YTIOJTHOMOYEHHBIH
opran pedepeHTHOro TrocynapcTBa B Te4YeHHE 7 pabouux THEH CO JHS MOCTYIUICHUS TaKHX
3asIBJICHUA U IOKYMEHTOB IPUHHUMAET pelieHre 00 uxX Bo3Bpate (C yKazaHUEM MPUYHH BO3BPATA).

126. YIonmHOMOYEHHBIN opraH pedepeHTHOro ToCyAapcTBa B TeUeHue 7 pabouux JHEH co
JHS HACTYIUIEHUS OJHOrO0 M3 OCHOBAHWM, yKa3aHHbIX B NyHKkTe 123 Hactosmux IlpaBui,
MIPUHUMAET pelieHre 00 OTMeHe IeHCTBUS (AaHHYTMPOBAHHH ) PETUCTPAIIMOHHOTO YIOCTOBEPEHUS
WM 00 OTMEHE PETUCTPALNH MEAUITUTHCKOTO M3enus (Moaenel (MapoK) METUIIMHCKOTO U3eIIns,
CBEICHUSI O KOTOPBIX MPEACTABICHBI B PETUCTPALIMOHHOM YIOCTOBEPEHUN ).

127. YnomHoMO4YeHHBIN Oprad ped)epeHTHOTO rOCy/1apcTBa B TEUCHHE 5 pabOUnX JTHEH CO
IHS TPUHATHAS pElIeHus 00 OTMeHe JelcTBHUS (aHHYJIMPOBAHWU) PETUCTPALMOHHOTO
YIOCTOBEPEHUS WM 00 OTMEHE PErucTpalui METUIIMHCKOTO u3aenus (momeneit (Mapok)
MEAWIIMHCKOTO M3JETHUs, CBEICHUS O KOTOPBIX TMPEACTaBICHbl B PETUCTPALUOHHOM
YIOCTOBEPEHUN):

a) pa3MenIaeT B €IMHOM PEECTpe MEIUIIMHCKUX H3ACIUH, 3aperuCTPUPOBAHHBIX B paMKax
Coro3a, cBeneHuss 00 OTMEHE JeHCTBUsI (aHHYJIMPOBAHMH) PETHCTPAIIMOHHOTO YIOCTOBEPEHUS
Wi 00 OTMEHE PETUCTPALIMU METUITTHCKOTO U3Ieus (Moenel (MapoK) METUITMHCKOTO U3 ICIIHS,
CBEICHUSI O KOTOPBIX MPEACTABIEHBI B PETUCTPALIMOHHOM yI0CTOBEPEHUH );

0) yBeoMisieT 3asBUTENsE 00 OTMEHE JACUCTBHUs (aHHYJIMPOBAHUHM) PETHCTPALMOHHOTO
YAOCTOBEpEHUsI MyTeM TMepefaud yBEAOMJICHHs JIMYHO MOJ POCHHUCH, JIMOO €ro HampaBiIeHHS
3aKa3HBIM TOYTOBHIM OTMPABICHUEM C YBEAOMJICHHEM O BpPYYCHHUH, JIUOO HAIPABICHUS B
ANEKTPOHHOM BHJE WIM B (opMe 3JIEKTPOHHOTO JOKYMEHTa, MOAMHUCAHHOTO 3JIEKTPOHHOM
MOJINUCEKIO;

B) YBEIOMJIIET 3asBUTENI 00 OTMEHE PEerucTpaluy MEIULUHCKOro u3aenus (mozenei
(MapoK) MEIUIIMHCKOTO WU3JENHs, CBEICHUS O KOTOPBIX MPEICTABICHBI B PETHUCTPAIMOHHOM
YAOCTOBEPEHUH) U O HEOOXOJUMOCTH BHECEHHUSI U3MEHEHHI B PETMCTPALIMOHHOE JOCHE B YACTH
HCKJIIOYEHUS JaHHBIX MEAUIMHCKUX M3aenuil (Moaenei (MapoK) MEIUIIMHCKOTO U3/IeHUs) TyTeM
neperayd yBEAOMJICHHUS JIMYHO MOJ POCIHHUCH, JIMOO €ro HampaBlieHUs 3aKa3HbIM MOYTOBBIM
OTIIPABJICHUEM C YBEIOMJICHHEM O BPyUYEHHUH, JTHOO HANpPaBIIEHUS B DJIEKTPOHHOM BHJIE WUJIU B
(dbopMe AIEKTPOHHOTO JOKYMEHTA, MOAMMCAHHOTO 3JIEKTPOHHOM MOAMKCHIO.
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ITpunoxenue No 1

k [IpaBmiiam peructparuy 1 SKCIepTHIBI
0e30macHOCTH, KauecTBa 1 3(h(HEKTUBHOCTH
MEIUIIMHCKUX U3

@dopMa perucTpalMOHHOI0 YA0CTOBEPEeHUsI MeIUIIHHCKOI0 U3/1eJINsl U MPaBUJIa ee
3amoJTHeHUs

I. ®opMa perncTpanMOHHOIO YI0CTOBEPEHUS MEUIIMHCKOTO H3/1eTus

Ombnema EBpa3uiickoro 3KOHOMUYECKOTO COI03a (1)
EBPA3UICKUI DKOHOMUYECKNI COIO3 (2)
3)

(HaMMEHOBAHHE YIIONHOMOYCHHOTO OPrana ped)epeHTHOro roCy 1apCTBa)
PETNCTPALIMOHHOE YAOCTOBEPEHUE MEJJUIIMHCKOI'O U3AEJINA 4)
MU-XY-Z ot «_ » 20 T (5)
B cootBercTBUU C (6)

(HOMep M JaTa mpuKa3a yIIoJTHOMOYEHHOTO OpraHa
pedepeHTHOTO TOCYJapCTBa O PETUCTPAIIMH MEIUIITHCKOTO M3/ICTIHA)

HacTosIIee PETUCTPAIIMOHHOE YIIOCTOBEPEHHE MEIUIIMHCKOTO U3 IS
BBIIAHO: (7)
(HauMEHOBaHME TIPOU3BOUTEIIS, €r0 MECTO HAXOXKIACHUS)
(8)
(HaMMEHOBaHUE MPOU3BOACTBEHHON IUIOMAAKHY (BKIFOUas e¢ PaKTHUSCKHUI aJpec) WK CChLUTKA Ha
MPUIOKEHUE B Cllydyae YKa3aHus ABYX U 0oJiee MPOU3BOICTBEHHBIX ILIOMIAI0K)
)
(HaNMEHOBaHME YIOJIHOMOYEHHOTO MPEACTABUTEIIS TPOM3BOIUTENISI HA TEPPUTOPHSAX TOCYAAPCTB — YICHOB
EBpa3uiickoro 5KOHOMHUYECKOTO COK03a, BKIIFOUAsl €r0 MECTO HAXOMKICHUS)
B TOM, YTO (10)
(HaMMeHOBaHWE MEIUIIMHCKOTO WU3JIEIHS)
KJIacca MOTEHIIMAIIBHOTO PUCKA MTPUMEHECHUS MEJUIIMHCKOTO U3/ICIIHS: (11)
3apETUCTPUPOBAHO UM pa3pelieHO K  BBIIYCKY B oOpalieHHe Ha  TEeppUTOPUH
CJICTYIOIIHNX roCcyJIapCTB — YWICHOB EBpasmiickoro AKOHOMHUYECKOTO coro3a
(12)

(HauMeHOBaHHMs pe)epEeHTHOTO rOCYAapCTBa U rocyJapcTBa (roCy1apCTB) IPH3HAHUS)

Mopaenn (Mapkv)  MEAMIIMHCKOTO  HW3JCNHS, WX  COCTaB, TMPUHAIICKHOCTH U
MPOU3BOJCTBEHHbIE  IUIOMIAJAKA TMPUBEACHBI B MPUWIOKEHUU (MPU HAIUYUU) K
HACTOSIIIIEMY PETHUCTPAIMOHHOMY YJIOCTOBEPEHHMIO MEIWIMHCKOTO wm3aenus Ha 1. (13)
[Ipunoxxenue sBIsETCA  HEOTHEMJIEMOM YacThIO HACTOSILETO PErUCTPALMOHHOTO
YIOCTOBEPEHUSI MEAUIIUHCKOTO U3EITHUA.

Cpok JEWCTBUS  PErHMCTPAlMOHHOTO  YAOCTOBEPEHUS  MEIUIMHCKOTO  W3JICTIHS:

0eccpouHo (14)
Jlata perucrpanuy MEJUIIMHCKOTO U3AEIUA: «_ » 20 1. (15)
Howmep " nara npuKasza YIIOJIHOMOYEHHOTO ~ OpraHa  pe(epeHTHOro

rocyAapcTBa O BHECCHMHM  HM3MEHEHMH B PETHCTPAIlMOHHOE  YAOCTOBEPEHHE
MEAMLIMHCKOTO U3AETHS: «_ » 20 1. Ne (16)
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(®.1.0. pykoBoauTes (YIIOTHOMOYESHHOTO JIMIA) YIIOJTHOMOYEHHOTO OpraHa)

M.IL

(monuce)

Ne

IMPMJIOXEHUE K PETUCTPALIMOHHOMY YV IOCTOBEPEHUIO

(17)
(18)

MEJUIIMHCKOI'O U3 JEJINA (1)
MU-XY-Z ot «_ » 20 T (2)
Ne HaumenoBanue
n/n
1. Mogens (Mapka) MEITUIIMHCKOTO U3/IeNUs (IIPH HAIUYHN)
2. |CoctaB
3. [[IpuHaasexHOCTH (MPU HATTUUHH)
3)
Ne
W HaumenoBanus u GpakTudeckue aapeca Mponu3BOICTBCHHBIX TUIOMIAIOK

(4)

(®.1.0. pykoBoaurens (yIOIHOMOYEHHOTO JIMIA) YIOJHOMOYEHHOT'O OpraHa)

M.IL

(monuce)

JIuct

)

(6)

. )
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I1. IIpaBujia 3a110/ITHEHHSA PErHCTPALIMOHHOIO YA0CTOBEPEHUS MEAUIHHCKOI0 U3/1e/ U

1. PeructpanmonHoe y/10CTOBEpEHHE MEAUIIMHCKOTO M3AETHs (Jajee — perucTpalioOHHOe
YAOCTOBEpEHHUE) 3aroHSAETCSl YMOJHOMOYEHHBIM OpPraHOM pedepeHTHOro rocyaapcTBa Ha
PYCCKOM SI3bIKE C UCTIOIB30BAHUEM JJICKTPOHHBIX MEYATAOIIUX YCTPONCTB U B CIydae HATUIUS
COOTBETCTBYIOILIETO TpeOOBaHUS B 3aKOHOAATEILCTBE pPe(PEepeHTHOro TrocyaapcTBa— Ha
rOCYJapCTBEHHOM SI3BIKE 3TOT0 TOCYAapCTBA.

2. 3anojaHeHNe perucTPalioHHOT0 YIOCTOBEPEHUS Ha PYCCKOM SI3BIKE U TOCYIapCTBEHHOM
A3bIKEe pe(hepeHTHOro rocyaapcTBa OCYLIECTBISETCS HA Pa3HBIX CTOPOHAX PErHMCTPALMOHHOTO
YAOCTOBEPEHUSI.

3. PeructpaioHHoe yAOCTOBEPEHHE OTHOCHTCS K JOKYMEHTaM CTPOrOil OTYETHOCTH H
neyaraercs Ha OJaHKe, KOTOPBIA M3rOTaBIMBAETCS TUMOrpadCKUM CIIOCOOOM U MMEET CTENEHU
3alIUTHI B COOTBETCTBUU C 3aKOHOJIATEILCTBOM pe()epeHTHOI0 TOCYAapCTBa.

[Ipn HEoOXOaUMOCTH HAWMEHOBAaHUE MPOU3BOJIUTEINS, €r0 MECTO HAaXOXIEHHUsS (aapec
IOPUINYECKOTO JIMIIA, MECTO KHUTEIbCTBA (PU3UUECKOTO JINIA, 3aPETHCTPHUPOBAHHOTO B KAYECTBE
WHIUBUAYATBHOTO MPEIIPUHUMATEINS) U CBEJCHUS O MPOIYKIIUH (MOJIeb, MapKa, apTUKYJI U JIp.)
MOTYT OBITh YKa3aHBI C HCIIOJIb30BaHHEM OYKB JJATUHCKOTO andaBura.

4. YkazaHnue HAMMEHOBAaHWW  TMPOU3BOIAUTENSA, YHNOJHOMOYEHHOTO  MPEACTaBUTEIIS
NPOU3BOAUTENS W MPOU3BOJACTBEHHBIX IUIOMIAJIOK B PETUCTPAIIMOHHOM yIOCTOBEPEHHUH
OCYIIECTBIISIETCS B CIEAYIOIIEH OCIe10BaTEIbHOCTH

a) Il PEe3UJCHTOB TOCYAAapCTB — WieHOB EBpa3smiickoro 3KOHOMHUYECKOTO COlo3a (jajee
COOTBETCTBEHHO — rocyAapcTBa-uieHsl, Coro3):

OpraHU3aIOHHO-TIPaBOBas popma;

MOJIHOE HAUMEHOBAHUE (U1 FOPUINUECKUX JIUL YKA3bIBAETCS B KaBbIUKAX);

COKpaIlleHHOE HauMeHOBaHue (B cCkoOKax) (MIpH HAJTUYHH);

HauMEHOBAaHHE IOCYAapCTBA;

0) 17151 HepEe3UIEHTOB TOCYapCTB-YJICHOB:

MOJIHOE HAUMEHOBAHUE;

OpraHU3aIOHHO-TIPaBOBas popma;

COKpaIlleHHOE HaUMEHOBaHME (B CKOOKax) (IIpH HAJIMYWN);

HAaUMEHOBAHHME TOCYAapCTBa (HAa PYCCKOM SI3bIKE€ W (WMJIM) Ha TOCYNapCTBCHHOM SI3BIKE
pedepeHTHOTO TOCYyAapCTBa).

PekBU3UTHI pa3aensaroTCs 3amsIThIMU.

5. YkazaHue azapeca B PErUCTPAllMOHHOM YJIOCTOBEPEHUH OCYLIECTBIISIETCSA B CIEAYIOIIEH
MOCTIeIOBATEIbHOCTH

Ha3BaHME YJIMUIBI (C YyKa3aHMEM DJEMEHTa YJIUYHO-JIOPOKHOW CEeTH TOpOJICKON
UHQPACTPYKTYphI), HOMEP IOMa, HOMEp OMEIICHUS (IPU HATTUIHH);

Ha3BaHWE HACEJICHHOTO MyHKTa (C YKa3aHUEM THIIA);

HaVMEHOBAHUE PAliOHA;

Ha3BaHUE pernoHa (00JacTu, Kpas) (C yKa3aHUEM THUTIA);

MMOYTOBBIN MHIEKC;

HOMEpP a0OHEHTCKOTO SIIUKa (MPU HAJTUIHH ),

HaMEHOBaHHE TOCYJapCTBa.

Jlis Hepe3uIEeHTOB TOCYAapCTB-UICHOB aJpec YKa3bIBA€TCS C HCIOJIb30BaHHEM OYKB
JATUHCKOTO ajdaBuTa.

PekBU3NTHI pa3aensioTcs 3amsThIMU.

6. CBefieHUsT O TMPOM3BOJMUTENEC W YHOJHOMOYEHHOM IIPEJICTABUTENE MPOU3BOIUTEII,
yKa3aHHbIE B PETUCTPALMOHHOM YAOCTOBEPEHUH, OSKCIUTyaTallUOHHOM JOKYMEHTE WIH
MHCTPYKIIMA 10 TPUMEHEHHUIO MEAWLMHCKOTO W3JIeNUs, PYKOBOJCTBE II0 CEPBUCHOMY
O0CITy’KMBaHUIO, a TaKKe B TEKCT€ MApPKUPOBKH MEIUIIMHCKOTO W3JEIHs, JOKHBI OBITh
UJCHTHYHBIMA W COOTBETCTBOBaThH WMHGOpPMAIMHU, YKA3aHHOW B JIOKyMEHTE JHOO CBEICHUSX,
MOATBEPKIAIOIIUX PETUCTPALMIO TPOU3BOAUTENS] M YHOJHOMOYEHHOTO TIPEICTaBUTENS B
KaueCTBE IOPUINIECKOTO JIUIA JIN0O0 WHINBUAYATHHOTO MIPEAPHHIMATETIS.

7. Bce mons perucTpallMOHHOTO YAOCTOBEPEHUs JODKHBI ObITh 3alOJHEHBI (B OpUTHHATIE
PETUCTPAIIIOHHOTO YJJOCTOBEPEHUS HyMepalus MOoJIel OTCYTCTBYET).
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8. B peructpaiimoHHOM yJOCTOBEPEHUH YKA3bIBAIOTCS:

a) B mosie 1 —ambnema Corosa;

0) B 1moJjie 2 — HA/AMKCh, BBIMOJHEHHAS B 1 CTPOKY:

«EBPA3BUNCKNN DKOHOMUYECKHUI COIO3»;

B)B IMoJie 3 — TMOJIHOE HaWMEHOBAHHE YIOJIHOMOYEHHOTO oOpraHa pedepeHTHOTro
roCy/1apcTBa,

T) B 1oJie 4 — HAAMKCh, BBIMIOJTHEHHAS B 1 CTPOKY:

«PETUCTPAIIMOHHOE YIOCTOBEPEHUE MEJIUITMHCKOI'O U3/IEJTA»;

1) B [10JIe 5 — HOMEP PEruCTPAIMOHHOTO YOCTOBEPEHHUS U 1aTa €ro BhIIAUH.

Howmep peructpaiinoHHOTO yJ10CTOBEpEeHUs (POPMUPYETCS B CIEAYIOIIEM MOPSIIKE:
MU-X Y-Z,

1 23 4

rae:

9JIEMEHT 1 — MEIMIIMHCKOE U3CITHE;

AJeMEHT 2 — 2-3HauHblii OYKBEHHBIM KOJI PeEepPEeHTHOTO TOCyJIapCTBa B COOTBETCTBHH C
MeXIyHapoAaHbIM ctanapTom ISO 3166-1;

aneMeHT 3 — 2-3Ha4yHbId OYKBEHHBIM KOJ TOCYJapCTB MPU3HAHUS B COOTBETCTBUH C
MEeXIyHapoaHbM craaaproM ISO 3166-1 (ykaspIBaroTcst KOJbl TOCYJapCTB TMPU3HAHUS,
MOATBEPAMBILUX COTJIACOBAHKE SKCIIEPTHOTO 3aKIIOUEHUS );

MeMEeHT 4 — 6-3HAuHBIA TOPSAKOBBIA HOMEpP PETUCTPAIMOHHOTO YAOCTOBEPEHUS,
MIPUCBOCHHBIM  yIMOJHOMOYEHHBIM OpraHoM pedepeHTHOro rocynapcrBa (IpucBauBaeTcs
ABTOMATUYECKU U3 €AMHOTO PeecTpa MEAUIIMHCKUX W3JCTHH, 3aperHCTPUPOBAHHBIX B paMKax
Coro3a, mopsaok (opmupoBaHusi W BeAeHUs KOToporo yrBepxkiacH Pemenuem CoBera
EBpasuiickoii skoHOMHueckoil komuccuu ot 12 despans 2016 . Ne30, um coxpansercs
HEU3MEHHBIM MpU 00paLlIEeHUN METUIIMHCKOTO u3Aenus B paMkax Coro3a);

€) B mojie 6 — HOMep | JaTa mpuKa3a yIoJIHOMOYSHHOTO Oprana pe)epeHTHOT0 roCy1apcTBa
0 PErUCTPALMU MEIUIIMHCKOTO U3/IETIHS;

) B TI0JIe 7 — TIOJTHO€ HAUMEHOBAHKE U MECTO HAXOXACHUS (apeC IOPUINISCKOTO JTUIA) —
VIS FOPUAMYECKOTO JIMIA WK haMIIIUs, UMsI, OTYECTBO (IIPU HATMYUH), MECTO )KUTEIbCTBA — AJIS
(U3MUYECKOTO NI, 3aPETUCTPUPOBAHHOTO B KAYECTBE MHIUBUYyaTLHOTO MIPEATNPUHUMATEIIS;

3) B moje 8 — HauMeHOBaHUS U (aKTUYECKUE ajapeca MPOM3BOACTBEHHBIX IUIOMIAJIOK,
BBITIOJHSIONIUX BECh MPOIECC MPOU3BOJICTBA MEAUIIMHCKOTO U3JENIUS WIH €ro ONpeaelicHHBIC
cranuu. Ilpu Hanuuuum nByX U Gojiee MPOU3BOACTBEHHBIX IUIOMIAIOK JOMYCKAaeTCsl yKa3bIBaTh
CBEICHUSI O HUX B MIPHJIOKEHUHU K PETUCTPALMOHHOMY YIOCTOBEPEHUIO;

1) B 1oJie 9 — MoJIHOE HAUMEHOBAaHKE YITOJTHOMOUYEHHOTO MPEICTaBUTEINS IPOU3BOAUTENS Ha
TEPPUTOPHUAX TOCYAAPCTB-UICHOB, €T0 MECTO HAXOXIEHUS (aapec IOPUANYECKOro JUIA) — JUIs
IOPUANYECKOro JIMa Uiu (paMuiins, UMs, OTYECTBO (MIPU HAJIUYUU), MECTO KUTEIbCTBA — AJIS
(U3MYECKOTO JHIIA, 3aPETUCTPUPOBAHHOTO B KAYECTBE WHAMBUAYAIHHOTO MPEATPUHUMATEIS.
[Ipy oTCyTcTBUM YHNOJHOMOYEHHOTO MPEJICTaBUTENS MPOU3BOJAUTENSI HAa TEPPUTOPUU
rocy/IapcTBa-uwieHa (B CiIydae, €clid MPOU3BOAUTENb SBISETCS PE3UICHTOM TOCYAAPCTB-UICHOB)
B YKa3aHHOM I0JI€ CTaBUTCS IPOYEPK;

K) B nojie 10 — nojaHoe HaMMEHOBAHUE MEIUIIMHCKOTO U3/I€Hsl, BKJIIOYasi TOBAPHBIN 3HAK U
WHBIE CpelICTBAa HMHAMBHAyalIu3aluu (IpU HAIWYUH), KOTOpPOE JOJDKHO COOTBETCTBOBATH
HAaUMEHOBAHHIO, YKa3aHHOMY B SKCIIEPTHOM 3aKJTFOUCHUU;

n)B mone 11— kiacc MOTEHLMAIbHOTO PHCKA MPUMEHEHHUS MEAMIIMHCKOIO W3JIEHs,
MOATBEPKICHHBIN P MPOBEICHUN IKCIEPTU3HI METUIIMHCKOTO U3 ICIHS,

M) B mojie 12 — HauMeHOBaHUs pedepPEeHTHOTO TOCYIapCTBa M TocyaapcTBa (ToCyIapCTB)
npu3HaHUS (YKa3bIBAIOTCS Yepe3 3aIsITyI0);

H) B nosie 13 — KONMYECTBO JHMCTOB MPUJIOKEHUSI K PErMCTPAllMOHHOMY YyJIOCTOBEPEHHIO
(3anoJIHsAETCs PU HATMYUU IPUIIOKEHUS);

0) B mojie 14 — yka3wiBatoTcs ciioBa «CpoK JAEHCTBUSL PETHCTPAIMOHHOTO YIOCTOBEPEHUS
MEIULUHCKOTO U3/IeNus: 0ECCPOUHOY;

) B moJie 15 — 1ara peructpanuy MeIUIUHCKOTO U3/IEN s, KOTOpasi yKa3bIBaeTCs CIOBECHO-
UGPOBBIM CHOCOOOM: YHCIIO — ABYMs apaOCKkumu nudpamu (B KaBbIUKAX), MECAL — CIOBOM,
T'OJ1 — YeThIPbMS apaOCKuMU IudpaMu (C yKa3aHHEM COKPAIIEHHOTO 0003HAUCHHUS TO/IA T.)»);
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p) B ojie 16 — nara mocieHero BHECEHUs N3MEHEHUH B PETHCTPAIIMOHHOE YA0CTOBEPEHUE,
KOTOpast YKa3bIBAETCs CIIOBECHO-LU(POBBIM CIIOCOOOM: YMCIIO — ABYMs apabckumu nudpamu (B
KaBBIUKaX ), MECSI] — CJIOBOM, TOJ] — YE€THIPhMS apaOCKUMH U pamu (C ykazaHUEM COKPAIIEHHOTO
o0o3HaueHHsI Toja «r.»). JlaHHOE TOJe 3amoNHSETCS TMpPU BHECCHHUH W3MEHCHUU B
PETUCTPALlMOHHOE J0Che C Bblauell HOBOTO PErHMCTPAIMOHHOIO YJOCTOBEPEHHUS C MPEKHUM
HOMEpPOM H yKa3aHHEeM HOMEpa COOTBETCTBYIOIIETO MPHKA3a O BHECEHUH U3MEHEHU;

c)B mosne 17— HAOMKHOCTh, NONNUCH, (aMUIUsA, HMs, OTUYECTBO (NIPU HAJTUIHH)
pykoBoguTens  (YNOJTHOMOYEHHOTO  JIMIa)  yIOJHOMOYEHHOTO  OpraHa,  BBIIABIIETrO
PETUCTPALIMOHHOE YIOCTOBEPEHHE, 3aBEPEHHBIE MIEYaThI0 ATOrO YIIOJIHOMOYEHHOIO OpraHa (Ipu
Hannuun). Mcnonb3oBanne hakcuMuIie BMECTO TIOJIITUCH HE JIOMTYCKAeTCs;

T)B moje 18— Tunorpadckuii HOMeEp, cepus W TOPSAAKOBBIH HOMEp OJiaHKa
PETUCTPALIMOHHOTO YAOCTOBEPEHUS, IPOCTABIISIEMBIN MPU €r0 U3TOTOBJICHUH.

9. IIpn HanMuMM CBENCHHW O MOJENAX (MapKax) MEIUIIMHCKOTO M3ICNHS, WX COCTaBe U
MPUHAJICKHOCTSIX WU JBYX U 00Jiee MPOU3BOICTBEHHBIX IJIOMA0K 3aMOIHSIETCS MIPHIIOKECHUE
K PpErucTpalliOHHOMY yJIOCTOBEPEHHIO, KOTOpPO€ SIBISETCS HEOTHEMIIEMOM  4YacThIO
PETUCTPAIIMOHHOTO yI0CTOBEepeHUs. KaXKIblii TUCT MPUIIOKEHUS JOJKEH ObITh TPpOHyMepoBaH. B
MPUJIOKEHUHU K PETUCTPALIMOHHOMY YJIOCTOBEPEHUIO YKA3bIBAIOTCS:

a) B moJie | — HaJAMUCh, BHITIOJIHEHHAS B 2 CTPOKHU:

«ITPUJIOKEHUE K PETUCTPALIUOHHOMY YIOCTOBEPEHUIO
MEJUIMHCKOI'O U3 AEJIUS»;

0) B 1oJjie 2 — HOMEp PETUCTPAIMOHHOTO YIOCTOBEPCHHSI;

B) B 1oJsie 3 — Mojienu (MapKu) MEIUITMHCKOTO U3IENHSI, UX COCTaB M MPUHAICKHOCTH (TIpU
HaJU4HH ),

r)B moje 4 — HaUMEHOBaHUS W (PAaKTUYECKUE aapeca MPOU3BOACTBEHHBIX IUIOMIAJIOK,
BBITIOJHSIOLIMX BECh MPOIECC MPOU3BOJICTBA MEAUIMHCKOIO U3JENUS WIH €ro ONpeaeicHHbIe
cranuu (Ipu HEOOXOIMMOCTH YKa3aHHsI CBEICHHUH O JAByX M 0Ooyiee MPOU3BOJCTBEHHBIX
TIJTOIAIKAX );

1) B TIOJI€ 5 — JOIHKHOCTb, TIOIITUCH, (PaMIITHSL, UMSI, OTYECTBO (TIPU HATTUIHUN ) PYKOBOIUTEIS
(YIOJIHOMOYEHHOTO  JIMIAa)  YMOJHOMOYEHHOTO OpraHa, BBIJABIIETO PETUCTPALMOHHOE
YAOCTOBEpEHUE, 3aBEPCHHBIE II€YaThI0  YIOJHOMOYEHHOTO oOprana (IpU  HaJIW4YUH).
Hcnonb3oBanue hakcumuiie BMECTO HOMUCH HE TOITYCKAeTCs;

€) B IoJie 6 — yKa3bIBaeTCsl HOMEDP JIMCTA IPUIIOKEHHUS,

XK)B Tmone 7 — TtumnorpaCKuii HOMEpP, MPOCTaBISEMBId TMPU HM3TOTOBJICHWM OJIaHKa
MIPHUIIOKEHUSI.

10. [Ipu 3amosHEHUU PETUCTPAIIMOHHOTO YJOCTOBEPECHHS U (MJIM) MPHUIIOKEHUS K HEMY
yKa3aHHe CBEJCHUH, HE MPEIyCMOTPEHHBIX HacTosmMMU [IpaBuinaMu, a TakkKe HCIOIh30BaHHE
COKpAIIICHHH CIIOB (KpoMe OOIIEIPUHSTHIX) U UCIIPABIICHUE TEKCTa HE IOMyCKAIOTCS.

11. B ciy4ae yTpaThl WM MOPYM PETUCTPAMOHHOTO YIOCTOBEPECHHS YIOTHOMOYCHHBIN
opras peepeHTHOro rocyJapcTBa BbIIAaeT AyOIMKAT 3TOTO PETUCTPALMOHHOIO YIOCTOBEPEHUS.
[Tpu 5TOM B MpaBOM BEPXHEM YTIIy PETUCTPALIMOHHOTO yIOCTOBEPEHHUS IIPOCTABIISIOTCS IIOMETKU:
«/lyonmukatr BbITAaH «_ » 20 r» u «OpuruHanm perucTpauoOHHOTO
YAOCTOBEPEHUSI MEAUIIMHCKOTO U3JIEIHsI IIPU3HACTCS HEICHCTBYIOIIIMY.
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[Ipunoxenue Ne 2

K [TpaBusIaM perucTparu U SKCIePTU3bI
0e30macHOCTH, KauecTBa 1 3(h(HEKTUBHOCTH

MEIUIMHCKUX U3AeTIUN

DPOPMA
3asiBJICHHUS 0 IPOBEACHUH IKCIEPTH3bI MEINIHHCKOI0 H3/1eIUs

B ynonHoMOYeHHBIN OpraH

(3KCTIEPTHYIO OPraHU3AIINIO)

rocy/1apcTBa — 4ieHa

EBpa3zuiickoro 3KOHOMUYECKOTO COr03a

(HauMeHOBaHME pedepeHTHOr0 roCcyAapcTBa)

(HauMeHOBaHKE TOCyapcTBa (TOCyIapCcTB)

NIPU3HAHUS)

3ASBJIEHUE
0 MPOBEJICHUH AKCIIEPTU3BI METUITUHCKOTO H3IEITHS

(TmonHOE M coKpanieHHoe (MPU HATWYIKH), B TOM 9Hciie GUPMEHHOE, HAUMEHOBAHUS JIUIA, OT UMEHH KOTOPOTO
MPOU3BOUTCS peructpanust (IpOn3BOIUTENb (YIIOJTHOMOYCHHBIH IPEICTABUTEb IPOU3BOIUTEIS),

OpraHu3aIMOHHO-TIPaBOBas GopMa IOPUANIECKOTO JIUTIA)

HACTOAIINUM IPOCUT NPOU3BCCTHU SKCIICPTHU3Y MCAUITUHCKOT'O U3CTIUA:

1. |[HammeHOBaHME MEIUIIMTHCKOTO M3CITH
2. |Ha3HaueHune MEJUIMHCKOTO U3AEIHs
3. [MeauuuHCKOE U3/eNue ISl TUArHOCTUKHY in Vitro? o /Ja
o Her
4. |O6nacTh NPUMEHEHUS] MEAUIIMHCKOTO M3/1eusl (B COOTBETCTBUU C KIIACCH(UKATOPOM
00JacTeil MEIUIIMHCKOTO IPUMEHECHUS METUITMHCKUX U3JICIIUH, YTBEPKICHHBIM Periennem
Komneruu EBpasuiickoii s5koHOMUYeCcKO# komuiccuu oT 16 anpens 2019 r. Ne 62)
5. |Kilacc noTeHIMaNbHOTO PUCKA NPUMEHEHUS! MEAUIIMHCKOTO M3/1eJIHUs
6. |Ciemyer M MPOBOANTH WHCIICKTUPOBAHKE MTPOM3BOACTBA (YKa3bIBaETCs B CIIydae, €Ciu o /Ja
[PETHUCTPUPYEMOE MEIULIMHCKOE U3/ICJINE SBIIETCS MEIULIMHCKAM H3JIEITHEM KJlacca
MMOTEHIMAIHHOTO PUCKA MPAUMEHEHUS | WM HECTePHIFHBIM MEIUIIMHCKHAM H3/IEIHEM Ki1acca 0 Her
MMOTEHIMAIHHOTO PUCKA MPUMEHEHHS 2a U TIEPBUYHOE MHCTIEKTHPOBAHHUE MPOM3BOCTBA PaHEe
He OBUIO IPOBENCHO)?
7. [Kox Buaa MeUITMHCKOTO M3/A€H (COTJIACHO HOMECHKIIATYPE MEANITMHCKUX H3IEIUN
EBpa3uiickoro 3KOHOMHYECKOTO COI03a, IIPaBUiia BEIEHUI KOTOPOH yTBepKIAeHbI Penennem
Komrernn EBpasuiickoii 9KOHOMHYIECKOM KOMUCCHU OT 29 mexabps 2015 . Ne 177)
8. B cocraBe MEIUIMHCKOTO W3NS HMEETCS JIEKapCTBEHHOE CPEICTBO? o [Ha
o Her
9. Mogens (Mapka) MEAWIIMHCKOTO U3JIENHS, €€ COCTaB U MPHUHAJICKHOCTH
No HaunmenoBanue IIpousBoaurens Crtpana
1. [Mogens (Mapka) MEIUIIMHCKOTO U3MENHsl (TP HAJIMYHH )
2. |CocraB (ipu HATHYWN)
3. [[IpunamiexHocT (IpH HATUYUH)
10. |Cpok xpaHeHus (rapaHTHHHBIN CPOK) SKCILTyaTalllN
11. [YcnoBus xpaHeHus
12. [PerucTparsi B CTpaHE-IIPOU3BOIUTEIIC U APYTUX CTPAHAX
No HaumenoBanwue Ne perucTpaniiOHHOTO Y10CTOBEPEHHS Jlara shiauu  |Cpok ciicTsis
CTpaHsbl MEIMIUHCKOTO U3eusl (Y HAJTMYUH)
1.
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13. [[Ipou3BoACTBO 0 MOJHOCTHIO HA TAHHOM TPOH3BOJICTBE
0 YaCTUYHO HA TAHHOM IPOU3BOJICTBE
0 NOJHOCTBIO HA JIPYTOM NPOU3BOCTBE
14. |CBegenust 0 NpOU3BOAUTENE
OpraHU3aI[MOHHO-TIPABOBAS
P 8 p MECTO HaXOXKACHUS ®N.0.u
¢dopma, roaHoe HOMepa
(ampec JIOJDKHOCTH
HAaNMEHOBAHUE U TesneoHa U
IOPUIMYECKOTO . PYKOBOJIHUTEIIS,
COKpaIlIeHHOE HOMEp, Jara ¢dakxtuueckuii | dakca, agpec
JUIIa, aapec MecTa - DON.O.u
HaMEHOBaHWE (TIPH  |pETUCTpAIuN azapec AIEKTPOHHOH
JKUTEIHCTBA JTOJDKHOCTH
Hanu4aum), crpana, (O©.1.0. TTOYTHI (TIpH
WHIWBUIYAIEHOTO KOHTaKTHOTO
WHINBUAYAIEHOTO HAJTNYUH )
TIPEeIIPUHIMATEIIS) JIa
pEeITPUHUMATEIS )
15. |CBenenus 0 MpOM3BOJACTBEHHON TUTOMA KE (TIPOU3BOICTBEHHBIX TUIOMIAIKAX )
©1N.0.u
OpraHM3aIMOHHO-TIpaBoBas hopmMa, HOMeEpa
HOMEp, JaTa M CPOK JTOIDKHOCTH
MIOJTHOE HAaNMEHOBAHHE U 5 TenedoHa n
neificTBrs . PYKOBOIIUTETI,
COKpaIeHHOe HanMeHOBaHue (TP (dakTrueckuii | dakca, aapec
Ne Pa3pelINTEeNbHOTO . ®.1N.0.u
Hanuuun), (O.1.0. azpec 3JIEKTPOHHOM
JIOKyMeHTa (Tpu JIOJDKHOCTH
WHIUBUYAILHOTO MOYTHI (TIpU
HAJTAYHN) KOHTAKTHOTO
IpeAnpUHIMATEN) HaJIN4UN)
JIUIA
1.
16. (CBeneHunst 00 yoJIHOMOUYCHHOM IPEJICTABUTENE IPOU3BOIUTEINS (TIPH HAJUYHH)
OpraHU3aI[MOHHO-TIPABOBAS
P 8 p MECTO HaXOXKACHUS ®N.0.u
¢dopma, rnoaHoE HOMepa
(ampec JIOJDKHOCTH
HAVMCHOBAHUE U TenedoHa U
IOPUIMYECKOTO . PYKOBOIU-
COKpaIlIeHHOE HOMEp, Jara ¢dakxtuueckuii | dakca, agpec
nMua, aJpec MecTa . |Temsa, ®.M1.0. u
HAaUMCHOBaHME (MIPH  |pErUCTpaIUU azpec JJIEKTPOHHOM
JKUTEIbCTBA JTOJDKHOCTH
Hanuuu), crpana, (O.1.0. HOYTSHI (IpU
WHIWBUIYAIBHOTO KOHTaKTHOTO
WHINBUAYAIEHOTO HAJTNIUH)
TIPEeIIPUHIMATEIIS) JUIa
IpeITPUHUMATEIS )
17. (CBeneHuns 0 JOKyMEHTE, TOATBEPKIAIOIIEM OIIATy IIPOBEACHUS IIPOLEAYP IKCIEPTH3H METUIIMHCKOTO
M3
18. |Cioco6 mosrydeHns yBeAoMIICHHH (pemeHi) OT YIOJTHOMOYEHHOTO OpraHa (9KCIEPTHON OpTaHNU3aIliHN)
pedepeHTHOTO TOCYJapCcTBa:
O JHAYHO IIOJ POCIHCH
O 3aKa3HBIM MTOYTOBBIM OTIIPABIICHUEM C YBEIOMIICHHEM O BPYUICHUHU
O B JIEKTPOHHOU (hopMe IO TeJICKOMMYHHUKAIIMOHHBIM KaHajlaM CBsI3U (TIpH BIOOpE JaHHOTO Crocoda
HEoO0X0IMMO yKa3aTh ajpec (azpeca) 3JEKTPOHHON OYTHI, Ha KOTOPHIH CIIeTyeT HAIPaBUTh
YBEIOMJICHUS] )
O B GopMe IEKTPOHHOT'O IOKYMEHTA, IOANKUCAHHOTO YJICKTPOHHOW MOIHCHI0

FapaHTMpy}o JAOCTOBCPHOCTb U UACHTUYIHOCTDb I/IH(l)OpMaIlI/II/I, coaepmameﬁca B pETUCTPALIMOHHOM JOCHC U
B3asiBJICHUHN

Jlata nogauu 3asiBIEHUs

D.1.0. 1 10HKHOCTD PYKOBOIUTEISI HPOU3BOIUTEIS (YIIOJIHOMOYEHHOTO
[peICTaBUTEIS] TPOU3BOANUTEILS)

[Moanuch, neyats NPOU3BOAMUTENS (YIIOTHOMOYEHHOTO IPEICTABUTENS
IPOU3BOJUTENS)

[Ipunoxxenne Ne 3

k [IpaBunam peructpanuu v 5KCIEPTU3HI
0e3omacHOCTH, KayecTBa M 3PPEKTUBHOCTH
MEIUINHCKUX W3AETHiI

®OPMA
3asiBJICHHS O NIPOBEACHUH PErucCTPAUMU MEIUIUHCKOI0 U3e/Iust

B ynosHoMO4YeHHBIN Opra”
rocyJapcTBa — 4ieHa
EBpa3uiickoro 3KOHOMUYECKOTO COr03a
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(HauMeHOBaHME pedepeHTHOr0 roCcyAapcTBa)

3ASBJIEHUE

(HauMeHOBaHKE TOCyapcTBa (TOCYIapCTB)

NIPU3HAHUS)

0 MPOBEJICHUN PETUCTPAIIUNA METUITUHCKOTO M3JIEITHS

(TmonHOE M coKpaIieHHoe (MpU HATHYIKH), B TOM 9Hciie GUPMEHHOE, HAUMEHOBAHUS JIUIA, OT UMEHH KOTOPOTO
MIPOU3BOIUTCS PerucTpanus (IPOU3BOAUTENb (YIOJTHOMOYCHHBIH MPEJCTABUTEIh IIPOU3BOIUTEINS),
OpraHU3aI[MOHHO-TIPaBOBast (HOpMa FOPUAMICCKOTO JIUIA)

HACTOAIIUM MPOCUT NPOU3BECCTHU PCTUCTPAINIO MCAUITUHCKOT'O U3ICTIUA

HanMeHOBaHHE MEIUIIMHCKOTO U3ICIHUS

2. |Ha3znauenme MeIMIIMHCKOTO U3IEIHS
3. [MenunuHCcKOe U3aenue st AMATHOCTHKH in Vitro? o /Ja
o Her
4. |O6aacTh MPUMEHEHHSI METUITTHCKOTO M3eIHUs (B COOTBETCTBHH C KIIACCH(PUKATOPOM
oOacTeil MeIUIIMHCKOTO IPUMEHECHNS METUITMHCKAX U3/IENNH, YTBEP KICHHBIM Perennem
Komrernn EBpasuiickoii 5koHOMHUYIeCKoi KoMuccuu oT 16 ampernst 2019 r. Ne 62)
5. |[Kiracc mMOTeHIMAIFHOTO PUCKA IPUMEHEHHUS! MEIUIIMHCKOTO M3ISNHS
6. |Cnemyer 1 MPOBOAUTH HHCIICKTUPOBAHUE POU3BOCTBA (YKA3bIBACTCS B CIIydae, CCIu o /[a
[PETUCTPUPYEMOE MEIUIIMHCKOE U3ICTUC SIBISCTCS MEIUIIMHCKAM U3CTHEeM Kiacca 0
[MOTCHIMATBHOTO PUCKA MPUMEHEHUS | MM HECTePHIIbHBIM MEIUIIMHCKUAM H3JICIHEM Ki1acca = er
[MOTCHIMATHHOTO PUCKA MPUMEHEHHS 2a U MIEPBUYHOC UHCIICKTUPOBAHKUE MPOU3BOJICTBA PaHEE
He ObUIO MPOBEEHO)?
7. [Kon BMIa METUITMHCKOTO H3IENHs (COTJIACHO HOMEHKIIATYPE MEIUIIMHCKUX HU3CITUI
EBpa3uiickoro 3KOHOMHUYECKOT0 COI03a, IIPaBUIIa BEIEHUsI KOTOPOH yTBEpKIeHbl PeieHnem
Komrernn EBpasuiickoii 9KOHOMHYIECKOM KOMUCCHH OT 29 mekabps 2015 . Ne 177)
8. |B cocTaBe MEAUIIMHCKOTO M3AETHS UMEETCS JIEKapCTBEHHOE CPEACTBO? o /[Ha
o Her
9. Mogens (Mapka) METUIIMHCKOTO U3JICNIUS, €€ COCTAB U IPUHAUICIKHOCTH
No HaunmenoBanue IIpousBoaurens Crtpana
1. [Mogens (Mapka) MEIUIIMHCKOTO U3MENHsl (TP HAJIMYHH )
2. |CocraB (IpH HAJIMYHHN)
3. [[IpunamiexHocTH (IpH HATUYUH)
10. (CBeneHuUs 0 MPOU3BOIUTEIE
OpraHU3aI[MOHHO-TIPABOBAS
P 8 P MECTO HAaXOXKACHUS ®N.0.u
¢dopma, rnoaHoE HOMeEpa
(ampec JIOJDKHOCTh
HAaVMEHOBAHUE U tenedona u
IOPUIMYECKOTO . PYKOBOJIUTEIIS,
COKpallleHHOE HOMED, Jara ¢daktuueckuii | dakca, agpec
JUIa, agpec MecTa o ®N.0.u
HAaMMEHOBaHUE (IPH | PETUCTPAIUU azpec JJIEKTPOHHOM
JKUTEIbCTBA JIOJDKHOCTh
Hanuuu), crpana, (O.1.0. HOYTHI (TIpH
WH/IUBUYATEHOTO KOHTAKTHOTO
WHINBUAYAIEHOTO HAJIAIHAN)
TIPEeIIPUHIMATEIIS) JUIa
peITPUHAMATEIS )
11. (CBeneHus 0 MPOM3BOICTBEHHOM MIomaaKe (MMPOU3BOICTBEHHBIX TUIOMIAIKAX )
©1N.0.u
OpraHM3aIMOHHO-TIpaBoBas hopmMa, HOMeEpa
HOMEp, JIaTa 1 CPOK JIOJDKHOCTH
MOJTHOC HAUMCHOBAHHE U 2 tenedona u
JiefcTBUS . PYKOBOJIUTEIIS,
COKpaIlIeHHOE HAUMEHOBaHue (TpU ¢dakxtuueckuii | dakca, agpec
Ne Pa3pelLINTEeNbHOTO . ®.1N.0.u
Hanuuun), (O.1.0. azpec 3JIEKTPOHHOM
JIOKyMeHTa (Tpu JTOJDKHOCTH
WHIUBUAYATLHOTO MOYTHI (TIpU
HAJTAYHN) KOHTAKTHOTO
HIpeANpUHIMATEs) HaJIM4UN)
JIUIA
1.
12. |CBenenust 00 yHOJIHOMOYEHHOM NPECTAaBUTEIIC IPOU3BOAMTENS (IPU HAIUYNH)
OpraHU3alMOHHO-TIPABOBAs MECTO HAaXOXKACHUS HoMena ®N.0.u
(dhopma, osTHOE (ampec . p JIOJDKHOCTD
HOMeEp, JaTa (dakTryeckuii | TemedoHa u
HaNMEHOBAHNUE U FOPUINIECKOTO PyKOBOIH-
perucTpanuu azapec (axca, agpec
COKpAaIIEeHHOE nuua, aJpec MecTa . |tems, ®.MN.0. u
ANEKTPOHHON
HaMMEHOBaHHUE (IIpH JKUTEIHCTBA JTOIDKHOCTB
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Hanuuu), crpana, (O.1.0. HHIUBUAYaIbHOIO HOYTHI (IPU | KOHTAKTHOTO
UHIUBUAYAIBHOTO IpeANpUHUMATENS) HaJIN4UN) Juna
OpeANpUHUMATENs)

13. CBG[[CHI/IH 0 JOKYMCHTEC, IOATBCPIKAAONIEM OIJIATY IMPOBCACHUSA IMPOUCAYP PEruCTpaliui MEAUIIUHCKOTO

M3Ie IS

14. |Crioco6 nosy4enust yBeJOMIICHHH (pEelIeHHH) OT YIIOJIHOMOUYEHHOTO OpraHa (3KCIEepTHOM opraHu3alum)

[pEEPEHTHOTO rOCyIapCTBa:

0O JIMYHO IOJ POCIIUCH

YBEIOMJIICHUS )

0O 3aKa3HbIM IMOYTOBLIM OTHPABJIICHHUEM C YBCAOMJIICHUEM O BPYUCHUU

O B ¢opMe FMEKTPOHHOTO TOKYMEHTa, TIOANHUCAHHOTO YIEKTPOHHON NOIIHCHIO

O B 3JCKTPOHHOU (hopMe 10 TeICKOMMYHHKAIIMOHHBIM KaHajlaM CBs3H (TIPH BEIOOpPE JaHHOTO CIocoba
HE00X0IMMO yKa3aTh ajpec (axpeca) dIeKTPOHHOH TOYTHI, Ha KOTOPBIH ClieAyeT HAPaBUTh

15. |Cnoco0 morydeHus perucTpaiOHHOTO YAOCTOBEPEHUS MEUIIMHCKOTO N3N M IPUII0KEHUSI K HEMY:

O Ha 6yMa)KHOM HOCHUTCJIC JINYHO

0O Ha 6yMa)KHOM HOCHUTCJIC C OTHpaBKOﬁ 3aKa3HbIM NOYTOBBLIM OTIIPABJICHUCM C YBCJOMJICHHMEM O BpYUYCHUU

FapaHTMpy}o JAOCTOBCPHOCTb U UACHTUYIHOCTDb I/IH(l)OpMaIlI/II/I, coaepxcameﬁcsl B pETUCTPALIMOHHOM JOCHEC U

BasiBJICHUHN

I[aTa noJavyu 3asBJICHUA

D.1.0. 1 TOIKHOCTh PYKOBOUTEIISI TPOU3BOIUTENS (YIIOITHOMOYCHHOTO
MPEICTaBUTEIIS IPOU3BOIUTEIS)

[Moanuch, neyats MPOU3BOAMUTENS (YIIOJTHOMOYEHHOTO MPEICTABUTES
[TPOU3BOTUTEIIS)
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INEPEYEHD

[Tpunoxenue Ne 4

K [TpaBusIaM perucTparu U SKCIePTU3bI
0e30MmacHOCTH, KauecTBa 1 3()(HEKTUBHOCTH
MEUITUHCKHUX U3/ICTTUI

AOKYMEHTOB, HEOOXOAUMBIX JIJIsl PperHCTPAIMM MeTHUIMHCKOT0 H3/1eIusl

MenaumuHCcKoe U3Ienre Kiacca

No MenunuHckoe u3enue
i HanmMeHoBaHue 10KyMeHTa NOTCHIMAJIBHOI0 PUCKA IPUMCHCHUS JUISL THATHOCTHKH in Vitro IIpumeuanue
1 | 2a 26 | 3
1. 3asBneHue + + + + + 1o popMam, npeycMOTPEHHBIM IpHiIokeHusiMu Ne 2 u 3
[TpaBunaM perucTpannu U 3KCIEepTH3bl 0E30I1aCHOCTH,
KauyecTBa ¥ 3 PEKTUBHOCTH MEIULIMHCKUX U3/IEINH,
yrBepkaeHHbIM Pemenuem Coseta EBpasuiickoit
HKOHOMHUUECKOI Komuccun ot 12 ¢espains 2016 r. Ne 46
2. JloBepeHHOCTH OT MPOU3BOAUTEINS Ha IPABO MPEACTABICHUS + + + + + 3aBEPAETCA B COOTBETCTBUU C MEKAYHAPOJHBIMA HOPMaMU
WHTEPECOB TP PETUCTPAINH (TIPH HEOOXOAUMOCTH) 3aBEPEHUS WIM HOPMaMH 3aBEPEHUs], YCTAHOBICHHBIMU
3aKOHOJATEIHCTBOM pehepEeHTHOTO roCy1apcTBa
3. JloroBop NPOU3BOAMTENS C YIIOJIHOMOYEHHBIM MPEICTABUTEIIEM + + + + + KOIIUS 3aBEPSIETCS B COOTBETCTBUH C MEXKIyHAPOIHBIMU
MIPOM3BOIUTENS THOO0 ero Komwus (TIPH HANWIHH YIIOJTHOMOYEHHOTO HOPMAaMH 3aBEPEHUS WK HOPMaMU 3aBEPEHMUSI,
MpeICTaBUTENS IPOU3BOANTEINS). Ecin yrmoTHOMOUeHHBIH YCTaHOBIICHHBIMH 3aKOHOJATEIIECTBOM peEepEeHTHOTO
[IPEICTaBUTEIND [IPOU3BOIUTEIS HE SIBISIETCS PE3UEHTOM rocyaapcTBa
pedepeHTHOro rocy1apCTBa, MpHUiIaraeTcs KOmus JOKyMEHTa,
MOATBEPKIAIOLIEr0 PETUCTPALUIO YIIOTHOMOYEHHOIO
IIPEACTaBUTEII IPOU3BOIUTEINS B KAYECTBE IOPUIUYECKOTO JINLA
1100 MHAMBUYaJIBHOTO IPEIIPUHUMATEIS
4. Konus pa3pemuTensHOro JOKyMEHTa Ha IPaBo MPOU3BOACTBA B + + + + + 3aBEPAETCSA B COOTBETCTBUU C MEKAYHAPOJHBIMA HOPMaMU
CTpaHe MPOU3BOIUTENS C MPUIOKEHUEM (IIPU HATUUUN) 3aBEPEHUS WIM HOPMaMHU 3aBEPEHUs, YCTAHOBICHHBIMU
3aKOHOJATEIHCTBOM PeePEeHTHOTO rOCy1apcTBa
5. Kormms goxkyMeHTa JIn00 CBeEeHUS, IIOATBEPIKAAIOIINE + + + + + KOIUs JOKYMEHTA 3aBEPSIETCA B COOTBETCTBUU C
perucTpanmio NpOU3BOAUTENS B KAUECTBE IOPUINUECKOIO JIMLA MEXAYHapOIHBIMU HOPMaMU 3aBEPEHUS UM HOPMaMH
1100 WHANBHUAYATBHOTO MPEIIPUHAMATEIIS 3aBEPEHUs, YCTAHOBIICHHBIMH 3aKOHOATEIbCTBOM
pedepeHTHOTO TOCYJapCTBA; CBEICHHUS 3aBEPIIOTCS
IIPOU3BOUTEIIEM
6. Konus ceprudukara cOOTBETCTBHSI CUCTEMbI MEHEKMEHTA + + + + + 3aBEPAETCA B COOTBETCTBUU C MEKAYHAPOJHBIMA HOPMaMU

kauecTBa TpeboBaHuAM crannapra ISO 13485 nubo
COOTBETCTBYIOLIETO PETHOHAIBHOIO WIH HALIMOHATIBHOTO
(rocynapcTBEHHOT0) CTaHIApPTa TOCYIapCTBa — WieHa
EBpazuiickoro s3KOHOMHYECKOTO COI03a (J]ajiee COOTBETCTBEHHO —
rocyaapctBo-uieH, Coro3), BBIIAHHOTO Ha UMS IPOU3BOIUTENIS

3aBCPCHUSA UM HOPpMaMU 3aBEPCHUSA, YCTAHOBJICHHBIMU
3aKOHOAATCIbCTBOM pe(bepeHTﬁoro rocyaapcTBa



10.

11.

12.

13.

14.

MEIUIUHCKUX M3Aeui (IIPOU3BOACTBEHHOM IUIOMIAIKK) (TIPH
HaJTUYKH )

Jexnapanusi 0 COOTBETCTBHH MEAUIIUHCKOTO U3ACIIHS
00s13aTeIbHBIM TPEOOBAHHUSM TOCYIAPCTB, HE SBISIOIIUXCS
yienamu Coro3a (HanmpuMep, THPEKTHBAM WIIA PEeTIaMeHTaM
EBpormeiickoro coro3a), Wi SKBUBAJICHTHBIN TOKyMEHT (TIpH
HAJTMYUH) TUO0 KOS TAKUX JOKYMEHTOB

Komnust perucTpaioHHOT0 YJ0CTOBEPEHHUS] MEAUIIMHCKOTO
n3nenus (ceptudurara cBOOOIHOM MPOJAXH, cepTudrKaTa Ha
IKCMOPT (32 UCKIIOYCHUEM MEIUIMHCKHUX W3EIIHi, BIIEpBbIC
MPOU3BEICHHBIX HA TEPPUTOPHHU TOCYAAPCTBA-UIICHA)), BBITAHHOTO
B CTpaHe MPOM3BOIUTENS (MIPU HATUYUH )

CBeneHus 0 perucTpaluy B Jpyrux CTpaHax co CChUIKOM Ha
JICHCTBYIOIINEC HCTOYHUKH TAKUX CBEIACHUHN U DJICKTPOHHBIH (aii,
coJIep KAl TaKue CBEICHUS, MIIM KOS TIOKyMEHTa,
YAOCTOBEPSIONIETO PETUCTPAIINIO MEIUITHHCKOTO U3ICTIHS B
JIPYTHX CTpaHax (P HaAJTHMYUN)

JlaHHbBIE 0 MApKUPOBKE U yITaKOBKE (TIOJHOLBETHBIE (C yKa3aHUEM
KOJIMPOBKH IIBETA) MAKEThl YIIAKOBOK U ATHKETOK), TEKCT
MapKUPOBKH Ha PYCCKOM $SI3bIKE M TOCY/IAPCTBEHHBIX SI3bIKAX
TOCYJapCTB-WICHOB (ITPH HEOOXOAUMOCTH). TEKCT MapKUPOBKH Ha
rOCYIapCTBEHHBIX SA3bIKaX TOCYAAPCTB MPU3HAHUSI MOXKET
NPEJCTABIATECS OCIe (POPMUPOBAHUS TTOIOKHUTEIEHOTO
JKCIEPTHOTO 3aKITFOUCHHS

Wudopmanus o pa3paboTke 1 NPOU3BOJICTBE: CXEMBbI IIPOLIECCOB
MPOU3BOJICTBA, OCHOBHBIE CTaUU MIPOU3BOJACTBA, YIAKOBKA,
UCTIBITAHUSA U IIPOLEypa BbITYCKa KOHEYHOI'O MPOAYKTa

CaejieHNs 0 IPOU3BOIUTEIE: HAMMEHOBAHKE, BU JICATEILHOCTH,
OpUIUYECKH anpec, GopMa COOCTBEHHOCTH, COCTaB
PYKOBOJICTBA, EPEUCHb MMOPA3ACICHHI 1 JOUEPHUX KOMIAHUH,
YYaCTBYIOILIHMX B MPOU3BOJICTBE 3asIBISIEMOr0 Ha PErUCTPALIUIO
MEIUIUHCKOTO U3MEIHs, C YKa3aHHEM UX CTaTyca U MOJTHOMOYHIH

Wudopmanus o MapkeTHHTe (MCTOPUS MIPH YCIOBHU 0OpaleHUs
U3/1eJ1s Ha phIHKe OoJtee 2 niet) (IpY HaJIUYuH)

Coo0111eHNs 0 HECYACTHBIX CIy4YasiX ¥ OT3bIBaxX (MH(pOpMALUS He
HPEIOCTABIISIETCS Ul BHOBB pa3pab0TaHHBIX U
CIPOEKTUPOBAHHBIX MEAUIUHCKUX U3AETHH):

CIIMCOK HEOJIArONpUsATHBIX COOBITHI (MHIUICHTOB) WA
HECYACTHBIX CJIy9aeB, CBI3aHHBIX C UCIIOJIL30BAHUEM U3JIEIIHS,
Y yKa3aHue TeproJia BpeMeHH, Ha TIPOTSHKEHUH KOTOPOTO
MIPOUCXOIWIIA YKa3aHHBIEC CITydan
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J’_
(xpome knaccoB 1 u 2a)

J’_
(xpome kitacca 1)

KOINA 3aBEPACTCA NPOU3BOAUTCIIEM (yHOJ’IHOMO‘-IeHHLIM
npeacTaBUTECICM l'IpOI/ISBOLlI/ITeJB{)

3aBepsIETCSl B COOTBETCTBUH C MEXK/YHAPOIHBIMH HOPMaMHU
3aBepeHHs M HOPMaMH 3aBEPEHHs], YCTAHOBICHHBIMU
3aKOHOJIATEIbCTBOM pedepeHTHOrO ToCy IapCTBa

3aBCPACTCA MMPOU3ZBOAUTCIICM (yHOJ’IHOMO‘-IeHHLIM
npeacTaBUTCICM HpOI/ISBOZlI/ITeJB{)

3aBepseTcs MPOU3BOANTEIEM (YITOTHOMOYCHHBIM
MIPEICTaBUTENIEM ITPONU3BOINUTEIIS)

3aBCPACTCA MPOU3ZBOAUTCIICM (yHOJ’IHOMO‘-IeHHLIM
npeacTaBUTCICM HpOI/ISBOZlI/ITeJB{)

3aBepseTcs MPOU3BOAUTEIEM (YITOTHOMOYCHHBIM
MIPEICTaBUTENIEM TTPONU3BOIUTEIIS)

3aBCPACTCA MPOU3ZBOAUTCIICM (yHOJ’IHOMO‘-IeHHLIM
npeacTaBUTCICM HpOI/ISBOZlI/ITeJB{)

3aBCPACTCA MPOU3ZBOAUTCIICM (yHOJ’IHOMO‘-IeHHLIM
npeacTaBUTCICM HpOI/ISBOZlI/ITeJB{)



15.

16.

17.

18.

19.

20.

€cIii HeOIaronpHUATHBIX COOBITHH (MHIIMICHTOB) CIIUIIKOM
MHOT0, He00XO0/IMMO MPEAOCTaBUTh KPAaTKHE 0030PHI 10
Ka)XZIOMY M3 THIIOB COOBITHH M yKa3aTh 00lIee KOJIMUECTBO
COOBITHI KaXXJIOTO THIIA, O KOTOPBIX ITOCTYIAIN OTYETHI

CIFICOK OT3BIBOB C PBIHKA MEIUITMHCKHUX M3CIHN 1 (MIIN)
MOSCHUTEIHHBIX YBEJOMIICHHH U ONMCaHHUE TOAX0/1a K
PacCMOTPEHHMIO ATHUX MPOOIIEM H UX PEIICHUIO
TIPOM3BOIUTEISIME B KaXK/IOM M3 TAKUX CITydacB

OTIMCAaHNE aHAIN3a U (WJIN) KOPPEKTUPYIONTHX JACHCTBHM,
NPEANPUHSTHIX B OTBET HAa YKa3aHHbIC CIIydyan

HepequL CTaHAapTOB, KOTOPBIC MPUMCHAIUCH ITPOU3BOJUTCIICM
Ipy MPOCKTUPOBAHUU U ITPOU3BOACTBE MCAULIMHCKOT'O U3ACTUA (C
YKa3aHNEM HaUMCHOBAHUS U 0003HaYCHUS CTaH,HapTOB)

CBeJIcHHSI 0 COOTBETCTBUHU MEAUIIMHCKOTO u3aenus O0mum
TpeOOBaHUSIM 0E30MaCHOCTH U dPPEKTUBHOCTU MEITUIIMHCKUX
u3/eni, TpeOOBaHUSIM K MX MAapKUPOBKE U IKCILTYyaTALIMOHHOM
JOKyMEHTal[MH Ha HUX, yTBepxkaeHHbIe PerreHnem CoBera
EBpasuiickoii 53KOHOMUYECKOH KoMUCcCHU OT 12 ¢eBpais 2016 T.
Ne 27 (manee — O6miue TpeboBaHuUs), C IPHIIOKEHUEM
JIOKyMEHTOB, CCBUTKH Ha KOTOPbIE UMEIOTCS B YKa3aHHBIX
CBEIICHUSIX

I[OKyMeHT, YCTaHaBHI/IBaIOHII/Iﬁ Tpe60BaHI/IH K TCXHUYCCKHUM
XapaKTCPUCTUKAM MEIUIIMHCKOTO U3CIIUS

IIpoTOKOIBI TEXHUUECKUX UCIIBITAHUH, IPOBEACHHBIX B LEJSIX
JI0Ka3aTeNbCTBA COOTBETCTBUS MEAUIIMHCKOTO u3aeus Ooumm
TpeOOBaHUSAM, IPOrPAMMEBI HCITBITAHHI JIMOO KOIIMY YKa3aHHBIX
JIOKYMEHTOB H (WJTH) JOKYMCHTBI, COJICPIKAIIHE JOKA3aTCIILCTBA
MepBOI CTOPOHBI

OTuYeT 1Mo OIICHKE OMOJIOTUYECKOTO ICHCTBUS METUIIMHCKOTO
uzgenus (mpu HEOOXOTUMOCTH)

IIpoTokonsl ucciie0BaHui (MCIBITAHUI) IO OLICHKE
OMOJIOrMYECKOTO JICHCTBUS MEAULIMHCKOTO M3IEITHS,
NPOBEICHHBIX B LEJISIX J0Ka3aTeIbCTBA COOTBETCTBHS
MeIunuHCKoro n3nenaus O61muM TpedoBanusM (Ipu
HE00XO0IUMOCTH), MPOTPAMMBI UCCIIEOBAHMN (MCTIBITAHUH) THOO
KOTIMH yKa3aHHBIX JTOKYMEHTOB
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+ + + 3aBepsIeTCs MPOU3BOAUTENEM (YIOTHOMOYCHHBIM

npeacTaBUTCICM HpOI/ISBOLlI/ITeJB{)

+ + + 3aBepsIeTCs MPOU3BOAUTENEM (YIIOTHOMOYCHHBIM

npeacTaBUTCICM HpOI/ISBOLlI/ITeJB{)

+ + + 3aBepsIeTCs MPOU3BOAUTENIEM (YIIOTHOMOYCHHBIM

npeacTaBUTCICM HpOI/ISBOLlI/ITeJB{)

+ + + KOIMMU NPOTOKOJIOB 3aBCPAIOTCA HCIBITATCILHOU

(3a uckioueHneM  Jaboparopueil (IeHTPOM) WIIM B COOTBETCTBUH C HOPMaMH
peareHToB, HAOOPOB  3aBEPEHUS, YCTAHOBICHHBIMH 3aKOHOJIATEIECTBOM
peareHTOB, KOHTPOJILHBIX pehepeHTHOr0 ToCy 1apCTBa;

MaTepualoB, KOIIUH [IPOTPAMM 3aBEPSIOTCS UCTIBITATENbHON
KaJTmOpaTopoB, naboparopueid (IICHTPOM) HITH MPOU3BOIUTEIIEM
MPOMBIBAIOIIUX (YHOJIHOMOYEHHBIM MPEICTABUTENEM IPOU3BOIUTES);

pacTBOpOB U JIOKYMEHTBI, COIEpIKAII[IE T0KA3aTEILCTBA IIEPBO

MUTATENBHBIX CPENl)  CTOPOHBI, 3aBEPSIOTCS IPOU3BOIUTEIIEM

+ + - 3aBCPACTCA MPOU3ZBOAUTCIICM (yHOJ’IHOMO‘-IeHHLIM

npeacTaBUTCICM HpOI/ISBOLlI/ITeJB{)

+ + — KOIMMU NPOTOKOJIOB U TPOrpaMM 3aBEPAIOTCS

uCTbITaTeIbHON JJabopaTropuei (LeHTPOM) UM B
COOTBETCTBUH C HOPMAMHU 3aBE€PEHUs], yCTAHOBICHHBIMU
3aKOHOJIATEIbCTBOM pedepeHTHOr0 Tocy 1apcTBa



21.

22.

23.

24.

25.

26.

27.

28.

29.

30.

OT4eT 0 KIMHUYECKOM J0Ka3aTCJIbCTBC 3(1)(1)€KTI/IBHOCTI/I n
0e30MacHOCTH MCIUIIUMHCKOT'O U3ACIINA 1100 €ro Komus

OTYeT 0 KIMHUYECKOM UCTIBITAHUU (MCCIICAOBAHIH)
MEIUIUHCKOTO M3/ICIHS WIK OTYET O KIMHUKO-Ta00paTOPHOM
UCTIBITAaHUU (MCCIICIOBAHNHT) METULIMHCKOTO U3ACIUS IS
TUATHOCTHKU in vitro (JIN0O €ro KOmus)

Otuer 00 aHaNMM3e PUCKOB M YIIPABJICHUH UMH JINOO €ro KOs

JlaHHBIE O JTEKaPCTBEHHBIX CPEACTBAX B COCTABE MEAMIIMHCKOTO
u3zenns (COCTaB JIEKapCTBEHHOTO CPECTBA, KOJIMYECTBO, JaHHBIE
0 COBMECTUMOCTH JIEKapCTBEHHOI'O CPEACTBA C MEULIMHCKUM
U3JIeIUeM, PErUCTPAaLUU JIEKAPCTBEHHOT'O CPEICTBA B CTPaHe
MPOU3BOUTENS)

Jannble 0 Gnonornyeckoii 6e3onacHocTH (IPU HATUYUH)

JanHble 0 npoLeAype CTePIIN3aALUH, BKI0Yas HHOOPMALIUIO O
BaJIM/IALMH TIPOLIECCa, Pe3yIbTaThl TECTUPOBAHUSI HA COJCPIKAHHE
MHUKpPOOPTaHN3MOB (CTETIEHb OMOJIOTUIECKOM HATPY3KH),
MMUPOTCHHOCTH, CTEPIIILHOCTH (IIPH HEOOXOTUMOCTH) C YKa3aHHEM
METOJI0B POBECHHS UCTIBITAHUN U IAHHBIC O BAJIUIAIMN
YIaKOBKH (JIJIs1 CTEPUIIHHBIX H3EITHH)

Wudopmanus o crienuaisHOM MPOrpaMMHOM obecrieueHud (pu
HAJIMYKK): CBEICHUS TIPOU3BOUTEIIS O BAJMIAIUH TPOTPAMMHOTO
obecrieueHus

Otuer 00 UcCIeIOBaHUAX CTAOMILHOCTH MO0 ero Komus (B
clIydae MPEICTaBIICHHUS OTYETa HA HHOCTPAHHOM SI3BIKE C
MEPEBOJIOM HA PYCCKUH SI3BIK PE3YJIBTATOB U BHIBOJIOB
WCCIIeTOBAHMN) — ISl M3ACITNH, IMEIOIIUX CPOK XPaHSHHS

DKCIUTyaTallMOHHbIA JOKYMEHT MM HHCTPYKIIMS 110 TPUMEHEHHIO
MEIUINHCKOTO U3/EIHs Ha PYCCKOM SI3bIKE M TOCYIAPCTBEHHBIX
SI3BIKAX TOCYAapCTB-WICHOB (TIpU HEOOXOJUMOCTH).
DKCIUTyaTallMOHHbIA JOKYMEHT MM HHCTPYKIIMS 110 TPUMEHEHHIO
MEIUIIUHCKOTO M3/ICIHsI HA TOCYIapCTBEHHBIX SI3BIKAX TOCYIapCTB
MPU3HAHUS MOXKET MPEICTABIATHLCS MOCIe (POPMUPOBAHHUS
MOJIOKHUTEIBHOTO IKCIIEPTHOTO 3aKIFOUCHUS

PyKkoBOICTBO 1O CEPBUCHOMY OOCITYKHBAHUIO — B CIIy4ac
OTCYTCTBUS JAaHHBIX B 3KCILTYaTAIIMOHHOM NOKyMeHTAIuu (Tpu
HaJIUYUK).

JlaHHBIH JOKYMEHT Ha TOCYJapCTBEHHBIX S3BIKaX TOCYIapCTB
MIPU3HAHUS MOXKET MPEICTABIATECS 1Mociie (popMUpOBaHUS
MIOJIOKHUTEIHHOTO SKCIIEPTHOTO 3aKIFOUCHUS
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J’_
(xpome kitacca 1)

J’_

KOINA OTUCTA 3aBEPACTCS MPOU3BOAUTECIIEM
(yHOHHOMO‘IeHHLIM MpeaACTaBUTCIIEM HpOI/ISBOL[I/ITe.Hﬂ)

KOTIUS OTYETA 3aBEPSIETCS] MEAUIIMHCKON OpraHu3aiuei uiu
B COOTBETCTBHU C HOPMAMH 3aBEPEHHUSI, YCTAHOBICHHBIMU
3aKOHOJIATEIbCTBOM pedepeHTHOrO ToCy 1apCTBa

KOTIHSI OTYETa 3aBEPSIETCS MPOU3BOAUTEIIEM
(YIOTTHOMOYEHHBIM TPEICTaBUTENIEM IIPONU3BOIUTEIIS)

3aBepseTcs MPOU3BOANTEIEM (YITOTHOMOYCHHBIM
MIPEICTaBUTENIEM TTPONU3BOIUTEIIS)

3aBCPACTCA MMPOU3ZBOAUTCIICM (yHOJ’IHOMO‘-IeHHLIM
npeacTaBUTCICM HpOI/ISBOZlI/ITeJB{)

3aBepseTcs MPOU3BOANTEIEM (YITOTHOMOYCHHBIM
MIPEICTaBUTENIEM ITPONU3BOIUTEIIS)

3aBCPACTCA MPOU3ZBOAUTCIICM (yHOJ’IHOMO‘-IeHHLIM
npeacTaBUTCICM HpOI/ISBOZlI/ITeJB{)

KOINA OTUYCTA 3aBEPACTCS MPOU3BOAUTECIIEM
(yHOHHOMO‘IeHHLIM MpeaACTaBUTCIIEM HpOI/ISBOL[I/ITe.Hﬂ),
OpuUrrnHaJ NoANMUCHIBACTCS MPOU3BOANUTEIICM

3aBepseTcs MPOU3BOANTEIEM (YITOTHOMOYCHHBIM
MIPEICTaBUTENIEM TIPONU3BOINUTEIIS)

3aBCPACTCA MMPOU3ZBOAUTCIICM (yHOJ’IHOMO‘-IeHHLIM
npeacTaBUTECICM HpOI/ISBOZlI/ITeJB{)



31.

32.

33.

34.

35.

36.

37.

OTueT 0 pe3ynbTaTaXx HHCIEKTUPOBAHUS IPOU3BOACTBA
MEIUIMHCKOTO U3/eHs JIN0O0 ero Konus (Mpy HaJIU4HH)

ITnan cObopa u aHAIM3a TaHHBIX 1O OC30MACHOCTH U
3¢ (HeKTHBHOCTH MEAUIIMHCKIX M3ACTHIA Ha MOCTIPOIaKHOM
JTarme

JIOKyMEHTBI, TOATBEP>KAAOIINE PE3YNbTAThl UCTIBITAHNI
MEIUIMHCKHUX W3AETUN B LENAX YTBEPKICHUS TUIIA CPEJICTB
U3MEpEHUH (B OTHOLICHNH MEIUIMHCKHX U3/IEINH, BKIIOUCHHBIX
B TI€pPEYCHb BUIOB MEANIIMHCKUX U3/ENUH, TOATIEKAITIX
OTHECEHHUIO MPU UX PErHCTPALUH K CPEJICTBAM U3MEPEHUi],
yrBepxkaeHHbI Pemennem Cosera EBpa3suiickoil 5KOHOMUUECKOM
komuccuu ot 12 deBpans 2016 . Ne 42), nubo nx xonuu

®dororpaduueckue H300paKeHUs 0OIIETr0 BHIA MEIUIIMHCKOTO
W3JICTUS M IPUHAIJICKHOCTEH (TIpy Hamm4yun) (pa3Mep He MEHee
180 Mm x 240 Mm)

I[OKyMCHTBI, TIOATBCPKAAOIITNE KAYCCTBO JICKAPCTBCHHOT' O
cpe€acrTna, OHOJIOrMYECKOTO Martepuralia 1 UHbIX BEIICCTB, KOTOPBIC
BXOJAT B COCTAaB MEANITUHCKOTO U3ACIINA U KOHTAKTUPYIOT C
OpPraHn3MoM 4Y€JIOBEKA B COOTBETCTBUHN C HA3HAYCHUEM
MCANIUHCKOTO U3JCIINA, a TAKKE NMPEAHA3HAYCHBI IJIA
MNPUMCEHCHUA TOJILKO € YUYCTOM HAa3HAYCHUS MECAUITUHCKOT'O
usaeaus, onpeacjJaCcHHOTro NpOU3BOAUTEIIEM, U BbIJAHHBIC B
COOTBETCTBUU C 3aKOHOJAATCIILCTBOM CTpPAaHbl IPOUCXOKACHUSA
JICKapCTBEHHOI'O0 CPCAACTBA, OHOJIOrHYECKOTO MaTtepuajia 1 UHOTro
BCLICCTBA, 1100 MX KOIHH (HO HpI/IMeHI/IMOCTI/I)

Hubie JAOKYMCHTBI, IIPCAOCTABJICHHBIC 3asIBUTCIICM

Omucs (B citydae oJjauu PEeTUCTPAIIMOHHOTO TOChE B OyMaKHOM
BHJIE)
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KOIIMS OTYETa 3aBEPSIETCSI MHCIICKTHPYIOIEH opraHusanuen
WIN TIPOM3BOAMTENEM (YIOJIHOMOYCHHBIM MTPECTaBUTENICM
IIPOM3BOIUTEIS)

3aBepsCTCs MPOU3BOAUTEIEM (YIIOTHOMOUYCHHBIM
MIPEICTaBUTENIEM TIPONU3BOINUTEIIS)

KOIIMH JOKYMEHTOB 3aBEPSIOTCS OpTraHn3aIuei,
YIIOJTHOMOYEHHON (HOTU(PHUITUPOBAHHOW) B COOTBETCTBUU C
3aKOHOJATEIHCTBOM TOCyIapCTBA-WICHA HA TIPOBEICHIE
HCTIBITAHUN CPEACTB UBMEPEHUM, NI B COOTBETCTBHH C
HOpMaMH 3aBEPCHUS, YCTAHOBICHHBIMH
3aKOHOJIATEIHCTBOM PEEPEHTHOTO rOCyIapCTBa

3aBCPAIOTCA MPOU3BOAUTECIIEM (yHOHHOMO‘IeHHLIM
npeacTaBUTCICM HpOI/ISBOZlI/ITeJB{)

KOIIMH JOKYMEHTOB 3aBEPSIOTCS IPON3BOIUTEIIEM
(YIOTTHOMOYEHHBIM TPEICTaBUTENIEM IIPONU3BOIUTEIIS)

KOIUU JIOKYMEHTOB 3aBEPSAIOTCS POU3BOIUTEIEM
(YIOTTHOMOYEHHBIM TPEICTaBUTENIEM IIPONU3BOIUTEIIS)

3aBepseTcs MPOU3BOAUTEIEM (YITOTHOMOYCHHBIM
IIPECTaBUTENIEM IIPOU3BOINUTEIS)




44

ITpunoxenue Ne 5

k [IpaBmiiam peructparuy 1 SKCIepTHIBI
0e30macHOCTH, KauecTBa 1 3(h(HEKTUBHOCTH
MEIUIIMHCKUX U3

9KCIHIEPTHOE 3AK/IIOYEHHUE
00 oneHKe 0€30aCHOCTH, Ka4ecTBA H 3PPEeKTHBHOCTH MEJUIIHHCKOT0 U31eJINs

(HaMMEHOBaHKE YIOJIHOMOYEHHOT'O opraHa (3KCIepTHOH opraHu3alun) peepeHTHOro rocy 1apcTaa)

YTBEPXJIAIO

(®.1N.0. pykoBOAUTENS YIOTHOMOYSHHOTO OpraHa
(3KCTIepTHOW OpraHu3alny), MOANNCH, TIEYaTh)

« » 20 1.

OKCITEPTHOE 3AKJIFOYEHUE
00 orleHKe 06€30MacHOCTH, KauecTBa U 3PGEKTUBHOCTH METUITTHCKOTO H3ICTHUs

Ne OT «__ » 20 1.

1. O6mue cBeAeHHS 0 MEAUIIMHCKOM W3]ICITHH:

a) HOMEp M JaTa PEerucTpaluy 3asBICHUNA O MPOBEAECHUU SKCHEPTU3bl MEAMIIMHCKOTO
U3JIENUS ¥ O IPOBEJICHUN PErUCTPALUU METUIIMHCKOTO U3/IEIHS;

0) HAMMEHOBAHNE MEIUIIMHCKOTO HU3/ICITHS;

B) MPOU3BOJUTETH MEAUIIMHCKOTO U3IENINs, CTPAHA;

T') MPOM3BOJICTBEHHAS TUIOIIAAKa (TUIOIIAIKH ), CTPaHa;

1) YIIOJTHOMOYEHHBIN MPEACTaBUTEb IPOU3BOAUTENS (IIPH HATUUHH);

€) 001acTh MPUMEHEHHS M Ha3HAYEHUE;

) BUJ MEIHUIIMHCKOTO M3/EJHsI B COOTBETCTBUM C HOMEHKJIATYPO MEIUIIMHCKUX U3/1ETUN
EBpa3uiickoro 3KOHOMHUYECKOTO CO03a, MpaBuja BEICHUS KOTOPOW YTBEpKIeHbl PemeHuem
Komneruun EBpasuiickoii s3xoHoMHu4yeckoit komuccuu ot 29 nexkadps 2015 r. Ne 177;

3) KJIacC MOTEHIMAIILHOTO pUCKa MPUMEHEHUS MEIUIIMHCKOTO U3/1ETIHS;

M) COCTaB MEIUIIMHCKOTO u3aenus (Monenu (MapKw) MEIUIUHCKOTO wu3aenus (mpu
HaJM4MH)) U IPUHAJICKHOCTEN K HeMY (TIpH HAJTUYIHH);

K) OCHOBHBIE TEXHUYECKUE XAPaKTEPUCTHKU MEIUIIMHCKOTO W3Jenus (Moaenu (Mapkw,
THIIA) METUIIUHCKOTO U3/ENHs (TIPY HAJTUYHH)).

2. Pe3ynbraThl 3KcrepTU3bl 0€30MacHOCTH, KauecTBa W 3(PQPEKTHUBHOCTH MEIUIIMHCKOTO
u3aenus (1o MPUMEHUMOCTH ):

a) OIICHKA MPAaBUILHOCTA OTHECEHUS U3IEUS K METUITUHCKUM U3JICIUSIM;

0) OlleCHKa COOTBETCTBHUSl YKa3aHHOTO 3asBUTENIEM KJjacca MOTEHLIHMAJIbLHOTO pHCKa
MPUMEHEHHUST MEJMIMHCKOTO W3AeNusi B COOTBeTCTBUM ¢ [IpaBmimamu kiaccudukanum
MEAUIIMHCKUX U3/eTTUI B 3aBUCMOCTH OT MOTEHIIUAILHOTO PUCKA IPUMEHEHUS, yTBEPKACHHBIMU
Pemenuem Komnnerun EBpa3zuiickoii skoHOMHUECKON Komuccuu oT 22 nexadps 2015 r. Ne 173;

B) OIICHKA TMPABWJIBHOCTH OTHECEHUS MEIUIIMHCKOTO W3Aenus (Mojene (Mapok)
MEIULUHCKOTO HM3AETHs) K ONPEACICHHOMY BHIY MEIWIUHCKHX M3JIENUNA B COOTBETCTBUH C
HOMEHKJIATYpOM MEIMIIMHCKUX W31eauid EBpa3uiickoro 3KOHOMHYECKOrO CO03a, MpaBHUiia
BeJIeHUsI KOTOpoil yTBepxaeHbl Pemennem Komternu EBpasniickoil 53KOHOMHUYECKOW KOMUCCUU
ot 29 nexabps 2015 r. Ne 177,

) OIICHKAa COOTBETCTBHSI Mojenell (MapokK) MEIUIIMHCKOrO wu3aenus (Ipu HaTUYUN),
BKJIIOUAEMBIX B OJHO PETHUCTPALMOHHOE YJOCTOBEPEHUE, KPUTEPHUSIM, YCTAHOBICHHBIM TYHKTOM
19 IpaBui perucTpauy 1 3KCIepTU3bl 0€30MACHOCTH, KauyecTBa U 3P (HEKTUBHOCTH METUITMHCKIX
u3nenui, yreepxkaeHHbIX Pemennem CoBera EBpa3uiickodl 3KOHOMHUYECKOM KOMHUCCHH OT 12
dbespainst 2016 1. Ne 46;
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1) aHAJIU3 M OIICHKA JIOKa3aTelIbHBIX JOKYMEHTOB (MaTEpHaliOB), ITOATBEPIKIAFOIINX
COOTBETCTBHE MEIUIIMHCKOro u3aenuss OOummM TpeGoBaHUsAM 0e30MacHOCTH U 3()(HEKTUBHOCTH
MEAUIMHCKUX U3JIEIHA, TPeOOBaHUSIM K UX MAPKUPOBKE M SKCILTyaTallHOHHON TOKYMEHTAIlUU Ha
HUX, yTBepkaeHHbIM Pemennem CoBeta EBpasuiickoii skoHOMHUECKOM KoMuccuu oT 12 deBpans
2016 r. Ne 27 (manee — OGurue TpeOoBaHUs ):

aHallM3 TIPEJCTABICHHBIX MPOU3BOJUTEIIEM CBEICHUI O COOTBETCTBUU MEIHMIIMHCKOTO
uznenust O6mmM TpeGoBaHMIM, B TOM YHCIIE aHAIN3 MPaBUIbHOCTU UACHTU(DUKALIUN TIOJI0KEHU N
OO6mux TpedoBaHU, MPUMEHUMBIX K MEAUIIMHCKOMY H3EIHIO;

OLICHKa  COOTBETCTBHSI ~ IPOTOKOJOB  TEXHUYECKUX  MCIBITAaHWHA,  BBIAAHHBIX
YIOOJHOMOYCHHBIMU ~ OpraHu3anusiMu, [IpaBuiaM MpoOBENEHUST TEXHUYECKUX HWCIBITAHUN
MEIMIMHCKUX W3JeNnui, yTBepkAeHHbIM Pemenuem CoBera EBpa3uiickoil 3KOHOMHUYECKOM
komuccuu ot 12 despains 2016 r. Ne 28;

OLICHKa COOTBETCTBHUS MPOTOKOJIOB HCCIENOBaHUI (MCHIBITAaHUI) C IEIbl0 OLIEHKH
OMOJOTMYECKOTO  JCWCTBHS ~ MEOUIMHCKUX  W3JCTHH, BBIAAHHBIX  YIOJTHOMOYECHHBIMU
opranuzanusamu, IlpaBunam npoBeNeHUS UCCIENOBAaHUM (HUCHBITAHUN) C UENbI0 OLIEHKH
OMOJOTUYECKOTO JCHCTBHS MEIUIIMHCKUX W3AeNui, YyTBepkIeHHbM Pemenunem CoBera
EBpazuiickoi skoHOMr4YecKkor komuccuu ot 16 mas 2016 r. Ne 38;

aHaJIM3 OTYETA IO OI[EHKE OMOJIOTMUYECKOTO IEHCTBUS METUIIMHCKOTO U31eTHs (IPOBOIUTCS
B TOM 4YHCJIE s TMOATBEPXKACHUS TOro, 4YTO MaTepHalbl, BXOSAIIME B KOHTAaKT
(B3aMMOJICHCTBYIOIINE) C TKAHSIMHU YEIIOBEKa, HACHTU(PHUIIMPOBAHBI (YKa3aHbl MAPKU MaTepHAJIOB
Y X U3TOTOBUTENN), @ TAKXKE JJIs1 IOATBEPKICHUS 000CHOBAaHHOCTH OTCYTCTBUS HEOOXOAMMOCTH
MPOBEICHUS MCCIIeAOBAaHNUN (MCTIBITAHHI ) C IIEJIbI0 OIEHKH OMOJIOTHYECKOTO ACHCTBHUS);

aHaJlu3 OT4YeTa O KIWHUYECKOM JI0Ka3aTeabCcTBE A(P(GEKTUBHOCTH U OE30MaCHOCTH
MEIUIIMHCKOTO M3Menus (IPOBOAUTCS ISl MOATBEPKACHHUSI 0OOCHOBAHHOCTH BBIOOpa METOJIOB
JI0Ka3aTeNbCTBA KIMHUYECKOH d3(PQPEeKTUBHOCTH U 0€30MacHOCTH MEIULHUHCKOTO U3JeNus,
BaJIMIHOCTH JAHHBIX, UCIOIB3YEMBIX [UIsl OKA3aTENbCTBA KIUHUYECKOW J(PPEKTUBHOCTH U
0€30MacHOCTH METUIIMHCKOTO M3/ENus, a Takke 000OCHOBAHHOCTH 3aKJIIOUYEHUS O KIMHUYECKOM
3¢ hEeKTUBHOCTH M 0€30MaCHOCTH IS BCEX 3asBJICHHBIX MOKA3aHUH K MPUMEHEHHUIO C yYETOM
HaJIMYUs WIA OTCYTCTBUS IPOTUBOMOKA3aHU );

OIICHKa COOTBETCTBUS OTYETOB O KIMHUYECKHX (KIMHHKO-Ta00paTOPHBIX) HCIIBITAHHIX
(uccnenoBaHusAX) MeOUUMHCKUX u3nenuil [IpaBunam npoBeneHUs KIMHUYECKUX M KIMHUKO-
1ab0OpaTOPHBIX UCTIBITAHHUN (MCCIIeIOBAaHUI ) METUIIMHCKUX U3JICNINi, YTBEPKICHHBIM PerenneM
Cosera EBpa3swuiickoit skoHOMU4ecKoi komuccuu oT 12 deBpamns 2016 r. Ne 29;

aHaJIM3 BaJUJIHOCTH JJOKA3aTEIbCTB NIEPBOM CTOPOHBI (TIPY HATMYHH) JJISl IOATBEPKACHUS
COOTBETCTBUS MEAUIIMHCKOTO u3aenus OOumm TpedoBaHUIM C yU4eTOM Kilacca MOTEHIINAIbHOTO
pUCKa TMPUMEHEHHUS MEAWIMHCKOTO U3JAenus (Il MEOUIMHCKUX H3JCNUNd  KJIacCOB
MOTEHLIMAJIBLHOTO pHCKa NMpuMeHeHHs 20 W 3 K J0Ka3aTelbCTBaM IMEpPBOM CTOPOHBI JOJKHBI
MPHUJIaraThCsl MPOrpaMMa UCIIBITAHUHN (MCCTIeI0BaHN) 1 000CHOBAHKE BRIOPAHHBIX METOJIOB);

aHaJIu3 CTAHJApTOB, MPUMEHSEMBIX MPOU3BOAUTENIEM TIPU MPOCKTHUPOBAHUH U
MIPOU3BOJICTBE MEIUIIMHCKOTO U3/ICIHS,;

aHanu3 Oe3omacHOCTH ¥ A((PEKTUBHOCTH JIEKAPCTBEHHOTO CPEACTBA B  COCTaBE
MEIWIIMHCKOTO W3JENus, €ro BIUSHUA Ha (PYHKIHOHATHHOCTH MEIUIIMHCKOTO W3IENus,
COBMECTUMOCTH JIEKAPCTBEHHOTO CPEACTBA C MEIUIIMHCKUM U3JeIHeM (32 HCKIIOYECHUEM
MEAUIIMHCKUX HM3JEIUN NIl TUATHOCTHKHU in Vitro). JIekapcTBEHHOE CPEICTBO JIOJDKHO OBITh
3aperucTpUPOBAHO U  pa3pelieH0 K TPUMEHEHUI0O B TOCYIapCTBE — MPOU3BOIUTENE
JIEKapCTBEHHOTO CPEJICTBA;

aHaJIM3 JaHHBIX O OHOJOrM4yecKol O€30MacCHOCTH MEAMIIMHCKOIO H3JeNus Ha OCHOBE
aHallM3a BCEX MAaTEPHUANIOB J>KUBOTHOTO WIIM YEJIOBEYECKOTO IMPOUCXOXKICHUS, BXOMISIIUX B
MEIUIIMHCKOE HW3JeNie, a Takxke WHpopmanmuu o moadope HMCTOYHHKOB (IIOHOPOB), OTOOpE
MaTepuaina, MPOIECCUHTe, XPAaHCHUH, TECTUPOBAHHUH, BATHJAIMU TPOIEAYp TECTUPOBAHHUS, a
Takke OoOpalleHHs C TKaHSIMH, KJIETKaMH, CyOCTaHUHUSMHU >XUBOTHOTO WJIM YEJIOBEYECKOTO
MIPOUCXOXKACHUS, KyIbTYPaMHU MUKPOOPTAHU3MOB U BUPYCOB;

aHaJIM3 MPOLENypbl M METOAOB CTEPHJIM3ALMM METUIUHCKOTO H3JeNus, MaTepuasos,
00OCHOBBIBAIONINX CIHOCO0 CTEpUIN3allMU, MPEAaraéMbIX METOJOB KOHTPOJS KadecTBa U
OTpesieNIeHUs] OCTaTKOB CTEPHJIM3YIOLIEro BEIIecTBa MPU MPUMEHEHWH XHUMHUYECKOro crocoba
CTepUIIH3AINY;
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M3y4YeHHE BAJIMJHOCTU MPOTPAMMHOI0 OOecleyeHUs Ha OCHOBE aHaliu3a JaHHBIX O €ro
Bepu(UKaUU ¥ BaUJALUHU, B TOM 4Hcie HHGOpMAIMK O €ro pa3paboTKe, MEepax M CpPeacTBax
3alUThI OT HECAHKIIMOHUPOBAHHOT'O JOCTyMa U o0ecrieueHnn Kubepoe30macHOCTH, TECTUPOBAHUU
MIPOU3BOIUTENIEM, TaHHBIX 00 UACHTU(DHUKAIINI U MAPKUPOBKE;

aHaJI3 OT4eTa O CTAOMIBHOCTH MEIUIIMHCKOTO W3JeHsi, 0O0CHOBAHHOCTH 3asBJICHHOIO
CpOKa XpaHEHHUS;

paccMOTpeHHe OT4YeTa [0 aHajiu3y PHUCKOB B IENIAX MOATBEPKACHUS IOJIHOTHI
UICHTH(QUIIMPOBAHHBIX B TAKOM OTYETE OMACHOCTEH, OMACHBIX CUTYaIlid M COOTBETCTBYIOIIUX
PUCKOB, KOTOpbIE MOTYT OBITh OLIGHEHbl KaK HEAOMYCTUMbIE, a TaKXe MOATBEPKICHUS
3aKJIFOYEHUS TPOU3BOAMTENS 00 OTCYTCTBHHM HEAOMYCTUMBIX PHUCKOB JIMOO JOMYCTHMOCTH
PHUCKOB, KOTOpbIE B OTUETE 10 aHAJIU3Y PUCKOB OILEHEHBI KaK MpHUEeMJIeMble Ha OCHOBE aHAIU3a
COOTHOIIEHUS «PUCK — MOJIb3a»;

MOATBEP)K/IEHUE Ha OCHOBAaHMM  TPEJCTABICHHBIX  JIOKa3aTeJIbHBIX  MaTEpUajoB
(moxyMeHTOB) OOOCHOBAaHHOCTH pE3yJIbTaTa OILEHKH IPOU3BOAUTENSI O COOTBETCTBUU
MEIUIIMHCKOTO u3aenus OOmumM TpeOOBaHUIM;

OILIEHKAa COOTBETCTBUS IKCIUTYaTAIlMOHHOTO JTOKYMEHTA UM WHCTPYKIUU 10 MPUMEHEHHUIO,
PYKOBOJICTBA TI0 CEPBUCHOMY OOCTy>kuBaHUI0 OOITUM TpeOOBaHUSIM;

OILIEHKA COOTBETCTBUS MapKUPOBKHU MEIUIIMHCKOTO u3enus O0muM TpeOoBaHMIM;

aHaJIn3 TpeOOBaHUM K TEXHUYECKUM XapaKTepPUCTUKAM METUIIMHCKOTO U3IENus;

OIICHKA IOKYMEHTOB, TIOJITBEPKIAIONINX PE3yIbTaThl UCIIBITAHUN MEAUIIMHCKIX U3JICITHIA B
LEesIX YTBEPXKACHUS THUIA CPEACTB M3MEpEeHUU (B OTHOIIEHWH MEAMLIMHCKUX H3ICINN,
BKJIFOUEHHBIX B TEPEUEHb BUJOB MEIUIIMHCKUX H3ICIUH, TMOJUICKAIIUX OTHECEHUIO MPH HX
perucTpauuy K CpeAcTBaM HU3MEpeHuil, yTBepxkaeHHbId Pemennem CoBera EBpasuiickoit
HSKOHOMHYECKOH Komuccuu oT 12 deBpainst 2016 . Ne 42);

€) aHaJIM3 OTYETOB O pe3yJIbTaTax MHCIEKTUPOBAHUS IPOU3BOICTBA METUIITHCKOTO U3IEIIUS
(IpoBOIUTCSL B WEMSIX TOATBEPKICHUS COOTBETCTBUS 3asBISIEMOT0 MEIUIIMHCKOTO HW3IETHS
rpynne (MOArpymHne) MEOUIMHCKUX W3JAETUil C yd4eToM Kiacca NOTEHIHMAIbHOTO pHCKa
MPUMEHEHHS COTNIacHO MpmiiokeHnto Ne 2 k TpeOGoBaHUSM K BHEAPEHUIO, MOIICPKAHUIO U
OLICHKE CHCTEMbl MEHEI)KMEHTAa KauecTBa MEIUIMHCKUX W3JAETUil B 3aBUCUMOCTH OT
MIOTEHLIMAJIBHOTO PHUCKAa MX INpPUMEHEHMs, yTBepxkAcHHbIM Pemenuem Cosera EBpasuiickoit
SKOHOMHUYEeCKOH Komuccuu oOT 10 Hoa0ps 2017r. Ne 106, a Takke MOITBEPKIACHUS
JOCTOBEPHOCTH HH(OpMAIMK 00 YKa3aHHBIX B 3asBICHUSX O PETUCTPALMU U IKCICPTH3E
MIPOM3BOJICTBEHHBIX IUIOMIAKAX, HA KOTOPbIE pacIpOCTPaHsIETCs ACHCTBHE OTUETa O pe3ybTaTax
WHCIIEKTUPOBAHUS MTPOU3BOJICTBA METUIIMHCKOTO U3/IEIIHS);

) aHAJIW3 JaHHBIX O CEPTH(UKAIMK CUCTEMbl MCHEPKMEHTA KadecTBa (IIPH HAIMYUU), B
TOM 4YHcIie TpeOOBaHMIA, HA COOTBETCTBHE KOTOPHIM CepTU(UIIMPOBAHA CHCTEMa MEHE)KMEHTa
KauecTBa MPOU3BOJIUTENS, U CBEIEHUN O cepTudukaTax (HOMep, JAaTa BbIJAUYM, CPOK JCHCTBUS
cepTU(HKaTa, HANMEHOBAHUE U CBEACHUS 00 aKKPEIUTALMU OpraHa Mo cepTu(UKaIIm);

3) HOATBEP)KJIEHUE  OOOCHOBAHHOCTH  yKa3aHWs  IMPOM3BOJACTBEHHBIX  ILUIOMIAZ0K
PETUCTPUPYEMOTO MEAUIIMHCKOTO U3/ICTIHS;

W) aHAIM3 JaHHBIX O pa3pabOTKe M MPOU3BOJCTBE MEIUIIMHCKOTO U3MIeTus (CXEMbI
MIPOLIECCOB MPOU3BOJICTBA, OCHOBHBIX CTA TN MTPOU3BOJICTBA, YITAKOBKH, UCTIHITAHUH U TIPOIIETYPHI
BBIITyCKa KOHEYHOTO MPOJYKTa);

K) aHAJIU3 MPEACTABICHHON MPOU3BOIUTENEM HH(OPMAIIUK O MAPKETUHTE;

J) aHaJIM3 MPEJICTaBICHHBIX MPOU3BOJIUTENEM CBEICHUI O HAIWYUU WIK 00 OTCYTCTBUH
COOOIIEHUH O HEKENATeIbHBIX COOBITUSX W (WIM) HECYaCTHBIX CIy4asX, CBSI3aHHBIX C
UCIIOJIb30BAaHUEM MEAMIIMHCKOTO H3JENHs, OT3bIBaX C pBbIHKA MEIUIUHCKOTO H3JENUs,
YBEAOMJICHHH M0 0€30MaCHOCTH MEIUIIMHCKOTO M3AEHs, TIOJIX0J0B K PEIICHUIO TaKHX MPooIeM
MPOU3BOJIUTENIEM TNPU HMX BO3ZHUKHOBEHUH, OMHCAHMS MPEANPHHITHIX KOPPEKTUPYIOIINUX
JCHCTBHI, a TAaK)KE aHAIU3 COOTHOIICHHUS YPOBHS MPOJAXK, KOJIMYECTBA HECYACTHBIX CIy4YaeB U
OT3BIBOB MEAMIIMHCKOTO U3JIEHS U3 O0paIleHHUS;

M) aHanu3 ITulaHa cOopa JMaHHBIX MO Oe3omacHOCTH H A(P(HEKTUBHOCTH MEAHIIMHCKOTO
W3JIeHs Ha TTOCTIIPOIaKHOM JTarle.

3. O01ee 3aKII0YCHHIE O TIOATBEPKICHUH (HEMOATBEPkKACHUH) 0€30MacCHOCTH, KaueCcTBa U
3 PEKTUBHOCTH MEAMIIMHCKOTO H3JEIHs, PEKOMEHAAIUS O BO3MOXXHOCTH (HEBO3MOXXHOCTH)
pETUCTpAIH METUITTHCKOTO H3CIHSI.
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OO0 OTBETCTBEHHOCTH 3a JOCTOBEPHOCTb CBEACHHUH, W3JIOKEHHBIX B O3KCICPTHOM
3aKJIIOYeHUH 00 OlleHKe 0e30macHOCTH, KadecTBa U A((PEKTUBHOCTH MEIUIIMHCKOTO W3JEIHA,
IpeayIpPEKICH.

(®.1.0. skcnepra, TOJDKHOCTD, yAeHas CTETICHb (3BaHue) (TIpY HATMINH)) (moamuce)

[Ipunoxenue Ne 6

k [IpaBriiaM perucTpaimy u SKCIepTH3HI
0e30MmacHOCTH, KauecTBa 1 3((HEKTUBHOCTH
MEIUIIMHCKUX U3

3AK/IIOYEHHUE
0 MOATBEP:KACHUHU COTJIACOBaHNS (HECOIJIACOBAHNS) IKCIEPTHOI0 3aKII0YEeHHS 110
pe3yJbTaTaM 3KCHepTu3bl 0€30MaCHOCTH, KadecTBa U 3(PPeKTHBHOCTH MeIMIMHCKOI0
u3jesiMs rocyaapersa — wieHa EBpa3uiickoro 3koHOMHYecKOro c0103a, 0CyllecTBJISAI0IEero
perucTpanuio MeIuIUHCKOr0 U3/1e/Iusl

(HaMeHOBaHWE YIIOJTHOMOUYEHHOTO OpraHa (3KCIIePTHON OpraHU3aIiK) TOCYIapCTBa MPU3HAHNS)

YTBEPXJAIO

(®.1.0. pyKkoBOAMTEIIS YIIOJHOMOYEHHOTO OpraHa
(9KCIIEPTHOM OpraHU3aIMH), TOAMUCH, TICYATh)

« » 20 r.

3AKJIIOYEHUE
0 TIOJITBEPIKICHUH COTIIACOBaHMS (HECOTIIACOBAHHMSI) IKCIIEPTHOTO 3aKITFOUEHHSI TOCY1apCTBa —
yiieHa EBpa3uiickoro 3KOHOMHYECKOTO COK03a, OCYIIECTBIISIONIETO PETUCTPAINI0 MEAUIIMHCKOTO
W3JIeTNs, TI0 pe3yJIbTaTaM dKCIIePTU3bI 0€30MTaCHOCTH, KauecTBa U 3 (HEKTUBHOCTH
MCOUIITMHCKOI'O N3aCIIUA

Ne OT «__ » 20 1.

1. HaumeHoBaHMe yNOJHOMOYEHHOIO OpraHa (9KCIEpTHOW OpraHu3aluu) rocyiapcrBa —
yiieHa EBpa3uiickoro s5KOHOMUYECKOTO COI03a, OCYIIECTBISIONIET0 PETUCTPALIUI0 METUIIUHCKOTO
uznenus (nanee — peepeHTHOE TOCYAapCTBO).

2. Jlata pa3MemieHHus OKCIEPTHOTO 3aKIIOYeHUS B HMHPOPMAIMOHHOW  CHCTEME
YIOJIHOMOYEHHOTO OpraHa (3KCIIEpPTHOM OpraHu3anum) peepeHTHOro rocyjapcTna.

3. Homep 3KCHepTHOrO 3aKIHOUYEHHUS.

4. HaumeHoBaHME MEIUIIMHCKOTO M3ENUs (C yKa3aHUEM MoJeNu (MapKu) MEAUIIMHCKOTO
W3JIeJHs], €€ COCTaBa U MPUHAJICKHOCTEN).

5. IlpousBoauTens MEIUIIMHCKOTO H3Aenusi (TMOJHOE M COKpAlleHHOE HauMEHOBaHUS,
OpraHM3allOHHO-TIpaBoBas (opMa IOPUIUYECKOrOo JIMIA, MECTO HaxoXIeHus (azxpec
IOPUINYECKOTO JIMIIA, MECTO JKUTENbCTBA (PU3NYECKOTO JIMIIA, 3apETUCTPUPOBAHHOTO B KaUeCTBE
WHJIMBHUIYaJIBHOTO TIPEAPUHAMATETISN)).

6. IIpou3BoacTBEHHBIE  IUIOMIAAKM  (TIOJTHOE M COKpAllEHHOE  HAaMMEHOBAaHMS,
OpraHU3aIMOHHO-TIPaBOBas (hopMa IOPUANIECKOTO JINIA, (PAKTUIECKUN aIpec).

7. YIIONMHOMOYEHHBIA  TMPEJICTaBUTENb HPOM3BOAUTENS (MOJHOE U COKpAIIEHHOE
HAaUMEHOBAHMSI, OPraHU3AllMOHHO-TIpaBoBas (opMa IOPUAMYECKOTO JHUIA, MECTO HAXOXKICHUS
(ampec IOPUIMYECKOrO JIMIIA, MECTO JKUTEIbCTBA (DU3UYECKOTO JIMIA, 3apETUCTPUPOBAHHOTO B
KadyeCTBEe MHAUBUAYAJTLHOTO MIPEANPUHUMATENA)) (TPU HATTUYHH ).

8. 3asBUTEND.
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9. AHanmM3 TMPECTAaBICHHOTO YIOJIHOMOYEHHBIM OPTraHOM (IKCIIEPTHOM OpTraHW3aIlluei)
pedepeHTHOTO TOCyAapCTBAa OKCIEPTHOTO 3aKIIOUEHHUS 10 pe3yJbTaTaM  dKCIEPTHU3BI
Oe3omacHOCTH, KayecTBa U 3((HEKTUBHOCTH MEIUIIMHCKOTO M3ZENus, a TakKe COOTBETCTBHUS
JIOKYMEHTOB PErUCTPAIMOHHOTO J0ChE YCTAHOBICHHBIM TPEOOBAHUSIM.

10. IlonTBepkieHUE TPABWIBHOCTH MEPEBOAA HSKCIUTYaTAallMOHHOTO JTOKYMEHTa WU
WHCTPYKIIUM TPUMEHCHHIO MEIUIMHCKOTO  UW3JeNHs, PYKOBOJACTBA IO  CEPBUCHOMY
00CITyKMBaHUIO, TEKCTa MApKUPOBKH MEIUIIMHCKOTO H3JENIUS Ha TOCYAapCTBEHHBIH S3BIK B
COOTBETCTBUM C TpeOOBaHUSAMU 3aKOHOJATENhCTBA TOCYyJIapcTBa — wieHa EBpa3uiickoro
AKOHOMHUYECKOTO COI03a (€CITU TPUMEHUMO).

11. Pe3ynbrarsl SKCrepTH3bI (YKa3bIBAIOTCS BBIBOJIBI IO OTJCIIBHBIM aCIIEKTaM SKCIIEPTHOTO
3aKJTIOUCHUS ).

12. BoiBon (ykas3biBaeTcst OOIIMH BBIBOJ, B Cllydyae HECOIJIACOBAHUS AKCIEPTHOTO
3aKJIIOYEHHUS — C 00OCHOBAHUEM TIPUYHH).

13. CBenenust 06 skcneprax (D.M.O., yueHas creneHb (3BaHue) (MPU HAIUYUHU), MECTO
paboOTHI M TOTHKHOCTB ).

OO0 OTBETCTBEHHOCTH 3a JOCTOBEPHOCTh CBEICHHH, HW3JIOXKCHHBIX B 3aKIIOYCHUH O
MOATBEPIKICHUU COTJIAcOBaHUs (HECOTJIACOBAHUS) AIKCIEPTHOTO 3aKIIOUEHUs pedepeHTHOTO
rocyJapcTBa IO pe3yjbTaTaM OJKCIEPTHU3bl 0€30MacHOCTH, KadecTBa W 3G (EKTHBHOCTH
MEIULUHCKOTO U3JIENH, IPENYIPEKICH.

(®.1.0. ’xcnepra) (moamuce)

[punoxenue Ne 7

k [IpaBmiiaM peructparyiv ¥ 3KCIePTH3BI
0e30macHOCTH, KauecTBa 1 3(h(HEKTUBHOCTH
MEIUITUHCKHUX U3JICTTUA

POPMA
3agBJICHUS 0 BHECEHUH M3MEHEHHH B PErHCTPAIMOHHOE 10Che MEANIMHCKOI0 H3/1e/IHs

B ynosHoMO4YeHHBIN Opra”
rocyJapcTBa — 4ieHa
EBpa3zuiickoro 3KOHOMUYECKOTO COr03a

(HauMeHOBaHME pedepeHTHOr0 roCcyAapcTBa)

(HauMeHOBaHME rocyjapcTBa (HaMMEHOBAHUS
rOCYAapcTB) NPU3HAHUS)

3ASBJIEHUE
0 BHECECHUHU U3MECHEHHUH B PETUCTPAIMOHHOE IOChE MEAUITUHCKOTO U3ICIIUS

(TmonHOE M coKpanieHHoe (MPU HATWYIKH), B TOM 9Hciie GUPMEHHOE, HAUMEHOBAHUS JIUIA, OT UMEHH KOTOPOTO
MIPOU3BOIUTCS BHECCHHUE U3MCHEHUI (TIPOM3BOUTENb (YITOTHOMOYCHHBIH MPEICTABUTENb MPOU3BOTUTENS),
OpraHU3aI[MOHHO-TIPaBOBas (hOpMa FOPUAMICCKOTO JIUIA)

HaCTOAINUM IIPOCUT BHECTU UBMCHCHUS B PCrUCTPAIMOHHOC NTOCHEC MCAUITUHCKOT'O U31CIIUA

1. HaumeHoBaHne MeTUITUHCKOTO HU3EJIUS

2. [Tpon3BOANTEND MEIUITTHCKOTO H3AEITHs (TI0JTHOE 1
COKpaIeHHOe HAaUMEHOBAHMSI, OPTaHU3AIMOHHO-TIPaBOBas (hopMa
FOPUIMYECKOTO JINIA, MECTO HAaXOXKIIEHUS (aIpec IOpUINIECKOTO
ITUTIa, MECTO JKUTEJIbCTBA (DU3MUECKOTO JINIIA,
3aperuCTPUPOBAHHOTO B KAY€CTBE WHANBUIYAITHHOTO
peITPUHUMATEIS )
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3. [Ipon3BOICTBEHHBIC TUTOMAAKH (TIOJTHOC HANMECHOBAHHE, aJ[PEC)
4. YIOJIHOMOYCHHBIN TPEACTABUTENb IPOU3BOAUTENS (TIPH
HaM4uK) (MOJHOE M COKPAIICHHOS HANMEHOBAHMS,
OpTraHU3aI[MOHHO-TIPaBOBast (hOpMa FOPUAMICCKOTO JIUIA, MECTO
HAXO0XKACHUS (apec FPUAMICCKOTO JIUIA, MECTO KUTEIbCTBA
(bM3MYEeCKOro JIUIA, 3aPETUCTPUPOBAHHOTO B KAYECTBE
WHIMBUAYAIGHOTO IPEATIPUHIUMATEIIS)
5. Kitacc moTeHIuansHOro pucka IpUMEHEHUST METUIIMHCKOTO
M3IETTHS
6. Ko Buma MeTuIIHCKOTO H3/1e1Hs (COTIIaCHO HOMEHKJIIAType
MEeIMIIMHCKUX U3l EBpa3niickoro 3KOHOMUYECKOTO COI03a,
[paBuiia BEJCHUI KOTOPOi yTBepKaeHbl Pemennem Koserun
[EBpasuiickoii 9KOHOMUIECKOH KOMUCCUU OT 29 mexabps 2015 T.
Ne 177)
7. Homep perucTpaoHHOTO yAOCTOBEPEHUS MEIUIIMHCKOTO
m3nenust EBpazuiickoro 9KOHOMHUYECKOT0 COI03a
8. CBeieHUs O IOKYMEHTAX, IMOATBEPKAAONINX OIUIATY HPOIETYPHI
BHECCHUSI U3MCHECHUH B PETUCTPAIIMOHHOE TOCHE B pehePEHTHOM
FOCYIApCTBE M MPOIIEIYPHI COrJIaCOBAHMS SKCIICPTHOTO
BaKJIFOYCHUS B TOCYAapCTBaX MPH3HAHWUSA, a TAKKE BBIIAYN
[PETUCTPAIIIOHHOTO YOCTOBEPCHUS METUIIMHCKOTO U3/ICITUS B
e(hepeHTHOM rocyapcTse (Ipu HeOOXOIUMOCTH)
9. Crioco0 nosryyeHus yBeIOMJICHHUH (PELIEHU) OT O JMYHO HOJ POCHHCH
YIIOJTHOMOYEHHOTO OpraHa (IKCIMEPTHON OpTaHnu3aIiN)
pedepeHTHOro rocyrapcTBa

O 3aKa3HBIM ITIOYTOBEIM OTTIPABIICHHEM C
YBEZOMIICHHEM O BPYUCHUHU

O B OJEKTpOHHOU hopme (TIpu BEIOOpE
JIaHHOTO cIToco0a HEOOXOAMMO yKa3aTh
azapec (agpeca) SJIEKTPOHHOM MOYTHL, HA
KOTOPBIH CIeIyeT HAIIPABUTh
YBEIOMIICHH)

O B (GopMe FIEKTPOHHOTO JOKYMEHTA,
MOJITUCAHHOTO AJICKTPOHHOM MTOAMUCHIO
10. Crtoco6 moydeHus perucTParioHHOTO YAOCTOBEPEHUS 0O Ha OyMa)XHOM HOCHUTEJIE JIMIHO
MEIUIIMHCKOTO M3IeHs B (WIIH) IPHIIOKEHUS K HeMy (B ciTydae
€CJI BHOCHIMBIE N3MEHECHHS MOBIIEKYT U3MEHEHNE
[PETUCTPAIIIOHHOTO YAOCTOBEPEHUS MEINIIMHCKOTO U3ICTHUS U
(WUTH) IPUJIOKEHUS K HEMY ), @ TAKXKE PaHEe BBIIAHHOTO
[PETUCTPAIIMOHHOTO YIOCTOBEPCHHUS METUIIMHCKOTO H3IENUS 1
(WUTH) IPUIIOKEHHUS K HEMY C OTMETKOW 00 MX HEJCHCTBUTCIBHOCTH
B CBSI3U CO CICAYIOIMMMU U3MCHCHUSIMU:
3MeHeHVsI, BHOCUMBIC B PETUCTPAIIIOHHOE I0ChE MEIUIITHCKOTO H3ICIHS
Ne
n/n
1.

O Ha 6yMa)KHOM HOCHUTCIJIC C OTHpaBKOﬁ
3aKa3HbIM IMMOYTOBBLIM OTIPABJIICHUEM C
YBEAOMIJICHHUEM O BpYUCHUU

Pe[laKIII/IH J10 BHCECCHUA W3MEHEHHMI BHocuMbie n3MeHeHus

BHecenne W3MeHEHUH B PETrMCTPAIMOHHOE JOChE HE BIIEUYET W3MEHEHHUS CBOMCTB U
XapaKTepUCTHK, BIMSIOMNUX Ha O0€30MacHOCTh, KaueCcTBO M 3(PPEKTUBHOCTH METUIIUHCKOTO
H3JIEIIHSL.

["apaHTHpPYIO JOCTOBEPHOCTH NPEACTABICHHON HH(POPMAIIHH.

lapanTupyio coxpaHeHHe 3asBICHHBIX XapaKTEPUCTHUK Oe3omacHOCTH U 3(HPEKTUBHOCTH
MEAWIIMHCKOTO W3JeNUs B TEYCHHE BCETO CpOKa CHY>KObl TpU COOJIOIEHUU YCIOBUM
AKCIUTyaTallid, TPAHCTIOPTUPOBAHUS M XPAHCHUS MEIUIIMHCKOTO HU3JIETUs B COOTBETCTBUU C
TpeOOBaHUSMU TTPOU3BOTUTEIIS.

(maTa mosauu 3asBICHU)

(®.1.0. u 101KHOCTD PYKOBOAUTES (moAmuck, evaTh MPOU3BOIUTEIS
pou3BoauTENS (YIIOTHOMOYEHHOTO (YNOTHOMOYEHHOTO MPeICTaBUTENS
[IpEeICTaBUTEISI POU3BOIUTEIS)) MIPOU3BOUTEIS))
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[Tpunoxxenue Ne 8
k [IpaBunam peructpanuu v 5KCHEPTU3HI
0e3omacHOCTH, KayecTBa M 3PPEKTUBHOCTH
MEIUINHCKUX W3AETHi

IKCIHEPTHOE 3AK/IIOYEHUE
0 BO3MOKHOCTH (HEBO3MOKHOCTH) BHECEHUS U3MEHEHU B PerMCTPALIMOHHOE 10Che
MeIMUIMHCKOr0 U31eJIusl

(HaMMEHOBaHKE YIOJIHOMOYEHHOT'O opraHa (3KCIepTHOH opraHu3alun) peepeHTHOro rocy 1apcTaa)

YTBEPXJIAIO

(®.1N.0. pykoBOAUTENS YIOTHOMOYSHHOTO OpraHa
(3KCTIepTHOW OpraHu3alny), MOANNCH, TIEYaTh)

« » 20 1.

OKCITEPTHOE 3AKJIFOUEHUE
0 BO3MOXHOCTH (HEBO3MOXHOCTH ) BHECCHHSI U3MEHEHUI B PETUCTPAIIMOHHOE JOCHE
MEAUIIMHCKOTO HU3/1ETTHS

No OT «__ » 20 1.

1. HammeHOBanne MEIUIIMHCKOT'O U3IEIHS.

2. [IpousBoauTeNh MEIUIMHCKOTO H3/eNus (TOJTHOE WM COKpAIICHHOE HAWMEHOBAHWSI,
OpraHM3alloOHHO-TIpaBoBas (opMa IOPUAUYECKOrOo JIMIA, MECTO HaxoXIeHus (axpec
IOPUANYECKOTO JIUIA, MECTO YKUTEIhCTBA (PHU3NYECKOTO JINIIA, 3aPETUCTPUPOBAHHOTO B KAUECTBE
WHIMBHIYaJIBHOTO TIPEATPUHAMATETISN)).

3. YIOTHOMOYEHHBIN  MPEACTaBUTEIh MPOU3BOAUTENS (TIOTHOE M COKpAIIEHHOE
HAaUMEHOBAHMSI, OPraHU3AllMOHHO-TIpaBoBas (opMa IOPUAUYECKOTO JHUIA, MECTO HAXOXKICHUS
(ampec POPUAUYECKOTO JHUIA, MECTO KUTENhCTBA (PHU3UUECKOTO JHIlA, 3apETHCTPUPOBAHHOTO B
KauyeCTBEe MHAUBUAYAJTLHOTO MIPEANPUHUMATENA)) (TIPU HATTUYHH ).

4. Ilpou3BOACTBEHHbIE  IUIOMIAJKK  (MOJTHOE M COKPAIEHHOE  HAaWMEHOBAaHUS,
OpraHU3aIMOHHO-TIPaBOBas (hopMa IOPUANIECKOTO JINIA, (PAKTUIECKUN aTpec).

5. O6nacTs IpUMEHEHUs U Ha3HAYCHUE.

6. Bu MeauIIMHCKOTO U3/1€JIUsl B COOTBETCTBUM ¢ HOMEHKJIATYPOH MEAUIMHCKUX U3JETUN
EBpa3uiickoro 3kK0HOMHYECKOTO COK03a, MpaBUJIa BEICHUS KOTOPOW YTBEpKIEHbI PemeHnem
Komnnernun EBpasuiickoit s3koHOMUYECKO# Komuccuu oT 29 nexadps 2015 . Ne 177.

7. Kitacc moTeHIManbHOTO pUCKa TPUMEHEHUS METULIUHCKOTO U3IEIHS.

8. HoMep perucTpaiiioHHOTO yJI0CTOBEPEHHSI METUIIUHCKOTO U3EIH.

9. [laTa BbI1auu PErUCTPALIMOHHOTO yIOCTOBEPEHUS MEAUIIUHCKOTO U3/CIIHUS.

10. BHOCHMBIE U3MEHEHUS:

I[aHHLIe, BHCCCHHBIC B PETUCTPALITUOHHOC O0ocHOBaHUE 3aIBUTEIS pIRIC:S
BHocuMbie n3MeHeHUs o
JOCHE IIPU PETUCTPALTUA BHCCCHHU MU3BMCHCHHUH

11. AHanu3 " OIl€HKAa TaHHBIX, 000CHOBBIBAIOIINX BHECEHHE N3MEHEHUH.

12. 3akmoueHne O  BO3MOXHOCTH  (HEBO3MOXKHOCTH) BHECCHHSI HM3MCHCHHMHA B
PErUCTPALIMOHHOE JOChE MEIUIMHCKOrO u3Jeiausi (B cCllydae BBIHECEHHUS OTPHUIATEIIBHOTO
3aKJIIOYEHHUS — C 00OCHOBAHUEM TIPUYHH).

(@.1.0. axcnepra, TOJDKHOCTD, yAeHas CTETICHb (3BaHue) (TIpY HATMINH)) (moamuce)
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[punoxenue Ne 9
k [IpaBunam peructpanuu v 5KCHEPTU3HI
0e3omacHOCTH, KayecTBa M 3PPEKTUBHOCTH
MEIUINHCKUX W3AETHi

O®OPMA
3asiBJIEHUs] 0 BHECEHHUH U3MEHEeHUH B PETUCTPALIMOHHOEC 10CHE€ MEAUIIMHCKOI'0 U31¢J/IUSl B
YBCAOMUTECJIbHOM MMOPHAIKE

B ynonHoMOYeHHBIN OpraH
rocynapcTBa — 4ieHa
EBpa3uiickoro 5KOHOMHUYECKOTO COrO3a

(HammeHoBaHWE peepeHTHOT0 TOCYAAPCTRA)

3ASBJIEHUE
0 BHECEHUHU U3MECHEHHUH B PETUCTPAIMOHHOE I0CHE MEAUITMHCKOTO M3CNIHS B YBEIOMUTEILHOM
MopsiiKe

(HOJ'IHOG " COKpAIICHHOC (HpI/I HaHI/I‘II/II/I), B TOM 4YHCJIC (l)I/IpMeHHOG, HanMCHOBaHUA J1la, OT UMEHHU KOTOPOTro
MMPOU3BOAUTCS BHCCECHUE H3MEHEHUMI (HpOI/ISBOL[I/ITeJ'II) (yHOHHOMO‘-IeHHI:Iﬁ npeacTaBUTEIIb HpOI/I3BO,HI/ITe.H$I),
OpraHn3alMOHHO-IIpaBOBas (bOpMa HOpUAUIECKOro J'II/IIIa)

HAaCTOAIIMUM IPOCUT BHCCTU HU3MCHCHHUSA B PCTUCTPAIMOHHOC NOCHC MCAULUHCKOIO U3ACIUA B
YBEAOMUTECIbHOM ITOPSAAKE

1. HanMeHOBaHUE MEUIIMHCKOTO U3JICITHUS

2. [Ipou3BoAUTETF METUIIMHCKOTO U3/ICNUs (TTOJTHOE U
COKpAaIlIeHHOC HANMEHOBAHUS, OPraHU3alMOHHO-TIpaBoBast hopma
FOPUIMICCKOTO JIUIIA, MECTO HAXOXKICHHUS (aIpecC IOPUIIISCKOTO
TTHI1a, MECTO KHUTENbCTBA (PU3MUECKOTO JINIA, 3aPETUCTPUPOBAHHOTO
B KQUEeCTBE MHIMBHIYaJIHHOTO IIPEAIPHHAMATEIIS)

3. [Tpon3BoICTBEHHBIC TIOMIAAKY (ITOJIHOE HANMEHOBAHUE, aJpec)
4. YIOTHOMOYECHHBIN TIPEACTAaBUTENb IPOU3BOAUTENS (TIPH
HaTHYUH) (MTOJTHOE U COKPAIIEHHOEC HAUMEHOBAHHS,
OpTraHU3aIIOHHO-TIPaBOBas (hopMa IOPUANICCKOTO JIUIIA, MECTO
HaXOKICHUS (apec IOPUANICCKOTO JIUIA, MECTO KUTEIHCTBA
(bM3M9IecKoro NI, 3aPETHCTPUPOBAHHOTO B KAUECTBE
MHINBUAYAIEHOTO IPEATPUHIMATEIIS)

5. Kimacc moTeHnnansHOTO prcKa IPUMEHEHNS METUITHHCKOTO

M3 IeTust

6. Ko Buia MeIMIIMHCKOTO H3/1eus (COrJIacHO HOMCHKIIATYPE
MEIUIMHCKUX u3aenuii EBpazuiickoro 3koHOMU4ECKOro Cor3a,
[paBUJIa BEACHUS KOTOPOW yTBepkacHbI Pemennem Komnerun
[EBpazuiickoii akoHOMHYeCcKO# komuccuu ot 29 nexabpst 2015 .

Ne 177)

7. HoMep perucTpaiuoHHOr0 yI0CTOBEPEHHS MEIUIIUMHCKOTO
m3nenust EBpasuiickoro 9KOHOMHUYECKOTO COI03a

8. CBeieHUs O IOKYMEHTAX, IMOATBEPKAAIONINX OIUIATY POy PHI
BHECCHHS M3MEHEHUH B PETUCTPAIIMOHHOE JOCHE B
[YBEIOMHTEIIEHOM TMOPSAKE B pehepeHTHOM TOCYAapCTBE, a TAKXKe
BBIIA9M PETHCTPALMOHHOTO yIOCTOBEPEHHUS MEAUIIMHCKOTO
n3nenws B peepeHTHOM rocyaapcTBe (pu He0OXOIMMOCTH)

9. Cioco6 mosrydeHust yBeTOMJICHHH (pelIeHui) OT 0 JMYHO IO POCIIHCH
YIIOJTHOMOYEHHOTO OpraHa (IKCIEPTHON OpTaHnu3aIiN)
[pedepeHTHOro ToCcy IapCcTBa

O 3aKa3HBIM MOYTOBBIM OTIIPABIICHHUEM C
YBEZOMIICHHEM O BPYUICHUHU

O B AJIEKTpOHHOU opMme (TIpu BEIOOpE
JIaHHOTO cIToco0a HEOOXOAMMO yKa3aTh
azapec (agpeca) SJIEKTPOHHOM MOYTHL, HA
KOTOPBIH CIeIyeT HAIIPABUTh
YBEIOMIICHHS)
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O B (hopMe AIIEKTPOHHOTO JOKYMEHTa,
MOJITMCAHHOTO AJIEKTPOHHOH NMOAMUCHIO
10. Crioco0 nosy4eHus: perucTpaiuoHHOTO yI0CTOBEPCHHUS O Ha OyMa)XHOM HOCHTEJIE JINYHO
MEIMIIMHCKOTO W3AeHs U (MIIH) IPUIIOKEHHS K HeMy (B ciryyae
€CJIM BHOCHUMBIE U3MEHEHUS MOBJIEKYT U3MEHEHUE
[PETUCTPALIIOHHOTO YJIOCTOBEPEHUS MEIUIIMHCKOTO U3/IeTHS U (MITH)
MPUIOKEHNUS K HEMY ), @ TAK)KE PaHee BBIJAHHOTO
[PETHCTPAIIMOHHOTO YAOCTOBEPEHHSI METUIIMHCKOTO N3ACTHS U (HITH)
PUJIOKEHUS K HEMY C OTMETKOH 00 MX HEIEHCTBUTEIBHOCTH
CBeneHMs, 3aM0IHIEMbIC IIPH BHECCHUN N3MEHEHHH IPON3BOJUTENIEM MEAUIIMHCKIX H3CIHI K1acca
MOTECHIMAIBHOTO PUCKA IPUMEHEHNUS | ¥ HECTEPHUIIBHBIX MEANIIMHCKIX M3EIHH Ki1acca MOTCHIIMAIBHOTO PUCKa
MPUMEHEHNUS 2a, IPOUIEIINM OLEHKY CHCTEMBbl MEHEPKMEHTA Ka4eCTBA MEIUIIMHCKUX N3CTHH, BKIFOUast
MpoLECChl NPOEKTUPOBAHUS M Pa3pabOTKH, B COOTBETCTBHHU ¢ TpeOOBaHUSIMH K BHEIPEHHIO, TIOIEPKAHUIO U
OLIEHKE CHCTEMBbl MEHEP)KMEHTA KaueCTBa MEJUIIMHCKUX U3JENUI B 3aBUCUMOCTHU OT MOTEHIIUAIBHOTO PUCKA UX
npuMeHeHus1, yTBepxaeHHbIMU Pemenrem Cosera EBpasuiickoit sxonoMuueckoit komuccun ot 10 HostOps 2017 1.
Ne 106:
11. Homep oTuera o pe3yapTaTaXx NEpBUYHOTO UHCIIEKTUPOBAHUS
POU3BOJICTBA
12. HaumeHoBaHME UHCIIEKTUPYIOILEH OpraHU3aluy, IPOBOIUBIIEH
NepBUYHOE MHCIEKTUPOBAHUE IPOU3BOJCTBA
13. Homep oTuera 0 pe3ysbrarax IepHOIUYecKOro (IIaHOBOI'O)
MHCTIEKTUPOBAHHUS TPOU3BOCTBA (TIPH HAJTUIHH)
14. HaumeHOBaHNE MHCTICKTUPYIONICH OpraHu3aliuy, MPOBOTUBIICH
neproandeckoe (MIaHOBOE) MHCIIEKTUPOBAHUE MPOM3BOJICTBA
B CBA3H CO CJICAYIOIMMHU NU3MCHCHUSIMMU:
3MeHeHMsl, BHOCUMBIE B PETUCTPAILIIOHHOE 1OChE MEAUIMHCKOT0 M3/1eNHs
Ne
/i
1.

O Ha 6yMa)KHOM HOCHUTCIJIC C OTHpaBKOﬁ
3aKa3HbIM MMOYTOBLIM OTIPABJIICHUEM C
YBEAOMIJICHHUEM O BpYUYCHUU

Pe[laKIII/IH J10 BHCCCHUA W3MEHEHHMI BHocuMbie n3aMeHeHus

BHecenne u3MeHEHUH B PETrMCTPAIMOHHOE JOChE€ HE BIIEUET U3MEHEHHUS CBOMCTB U
XapaKTepPUCTHK, BIMSIOMNUX Ha O0€30MacHOCTh, KaueCcTBO M J(PPEKTUBHOCTH METUIIUHCKOTO
H3IEIIHSL.

["apaHTHPYIO JOCTOBEPHOCTH NMPEACTABICHHON HH(POPMAIIHH.

lapanTupyio coxpaHeHHe 3asBICHHBIX XapaKTEPUCTHUK Oe3omacHOCTH U 3(HPEKTUBHOCTH
MEIWIIMHCKOTO W3JeNIUs B TEYCHHE BCETO CpPOKa CHYKOBI TpU COOJIOIEHUU YCIOBUM
AKCIUTyaTallid, TPAHCTIOPTUPOBAHUS M XPAHCHUS MEIUIIMHCKOTO H3JIETUs B COOTBETCTBUU C
TpeOOBaHUSMU TTPOU3BOTUTEIIS.

(mata mogauw 3asBICHHS)

(®.1.0. 1 10IKHOCTh PYKOBOIUTEIS (moanuch, meyaTh MPOU3BOIUTEIS
pou3BOAUTENs (YHOJIHOMOYEHHOTO (YHOJIHOMOYEHHOTO MPE/ICTABUTENS
MIPEACTABUTEISI IPOU3BOIUTEIS)) MIPOU3BOTUTEIS))

[Ipunoxenue Ne 10

k [IpaBuiam perucTpayu 1 3KCIEePTU3HI
0e3omacHOCTH, KayecTBa U 3PPEKTUBHOCTH
MEAUIUHCKHUX U3ETTUHA

OOPMA
3asiBJIeHHsI 0 BblJIaue Ay0JMKATa PerucTPAalMOHHOI0 Y10CTOBEPEHUs MeTUIIMHCKOTO
H3aeIus

B ynosHOMO4YeHHBIN Opra”
rocyJapcTBa — 4ieHa
EBpa3uiickoro 3KOHOMUYECKOTO COr03a
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3ASBJIEHUE

(HauMeHOBaHME pedepeHTHOr0 roCcyAapcTBa)

O BbLJJAa4€ ,Z[Y6JII/IKaTa PErUCTPAIUOHHOTO YAOCTOBCPCHUA MCIUITUHCKOT'O U3 ACTIUSA

1. Homep peructpaninOHHOTO yAOCTOBEPEHUS MEITUIIMHCKOTO
M3IETTHS

2. HanmeHoBaHie MEUIIMHCKOTO U3/eNus (C YKa3aHHEM MOJICIH
(MapKu) MEIUIIMHCKOTO U3JIETIHS, €€ COCTaBa U

[PUHAJISKHOCTEH, — B BHJIE [IPUIIOKEHHUS K 3asIBICHUIO,
3aBEpCHHOTO MEYATHIO U MOAMUCHI0 PYKOBOIUTEIS TIPOU3BOIUTEIIS
MEIUITUHCKOTO M3/ICIIHS)

L. CBC,HGHI/IH 0 NPOU3BOAUTECIIC MEIUITUHCKOT'O U3ACIIN

3. Opl"aHPI?,aIIP[OHHO-HpaBOBaﬂ qupMa " IIOJIHOC HAMMCHOBAHHEC
FOPUANYICCKOTO Jinlia R105(000) (baMI/IJ'II/Iﬂ, HUMs, OTYCCTBO (HpI/I HaHI/I‘lI/II/I)
(1)I/ISI/I‘I€CKOFO Jiia, 3aperucCTpupoOBaHHOTO B KaUCCTBC
MHAWBUAYAJIbHOTO IMPESANPHUHNUMATCIIA

4. CokpalllcHHOC HAUMCHOBAHHE IOPUIIMYCCKOTO0 JIHIA (IIpH
HaJTUYKH)

5. CDI/IpMGHHOC HAaUMCHOBAaHUC IOPUANYCCKOTO JIMIa (HpI/I HaHI/I‘II/II/I)

6. Mecto HaXOXIACHUA (az(pec HOPpUANYCCKOTO Jria, MECTO
PKUTCIIbCTBA (1)I/I3I/I"IGCKOI‘O Jiina, 3aperucTpupoOBaHHOTO B KaUCCTBC
MHAWBUAYAJIbHOTO Hpe[alI/IHI/IMaTGJ'Iﬂ)

7. Homep Tenedona

8. Azlpec 2IIEKTPOHHOM MOYTHI FOPUIMYCSCKOTO JIUIA JTU00
(bM3MYEeCKOro JIUIA, 3aPETUCTPUPOBAHHOTO B KAYECTBE
MH/IMBHYJILHOTO NpeApUuHUMAaTEs (IPH HAJTMYHH)

9. NnenTrdukraTop HAIOTOIUIATEIBIINKA

10. TIpon3BoOACTBEHHBIC IIOIAIKH (TOJTHOE HAMMCHOBAHHE, aJIpec)

1I. CBeneHust 00 yNOJITHOMOUYCHHOM NIPECTABUTENE TIPONU3BOUTEIS (IIPU HATUYHH)

11. OpranusanoHHO-IpaBoBast opMa M MOJIHOE HAaNMEHOBaHHE
FOPUIMYECKOTO JINIa JIN00 PaMuiIus, UMsi, OTYECTBO (TIPH HATUYHH)
(bM3MYECKOTO JIMIIa, 3aPErNCTPUPOBAHHOTO B KAYECTBE
MHIMBHIYaJIBHOTO MPEATPUHIMATEIS

12. CoxkpalieHHO€ HaUMEHOBAHKE IOPUINIECKOTO JIHIa (TIpH
HAJTHYIUH)

13. ®dupMeHHOEC HAMMEHOBAHHE IOPUAMYECKOTO JIUIIa (TIpH
HATHYIUH)

14. Mecto HaxoxIeHuUs (aapec IPUANIECKOTO JIUIA, MECTO
PKUTEIhCTBA (PU3UUECKOTO JIMIA, 3aPETMCTPUPOBAHHOIO B KAUECTBE
MHIWBUAYIBHOTO NPEATIPUHIUMATEIIS)

15. Homep Tenedona

16. Anpec 37eKTpOHHOM MTOYTHI FOPHIUIECKOTO JIUIIA THOO0
(bu3MUYECKOTO JIHIA, 3aPErUCTPUPOBAHHOTO B KAYECTBE
MHIMBUAYAILHOTO IPSANPUHUMATENS (IPH HAJIMYHH)

17. UneHTuUKaTOp HAIOTOIUIATEIIIIKA

III. able cBeneHus

18. Crioco6 momydeHust yBeAOMIICHUH (pelIeHnii) oT
YIIOJTHOMOYEHHOTO OpraHa (IKCIEPTHON OpTaHNu3aIliN)
pehepeHTHOT0 rocynapcTBa

JIMYHO oA pOCIIHCH

3aKa3HbIM IMMOYTOBLIM OTIPABJIICHUEM C
YBEAOMIJICHHUEM O BpYUCHUU

B DJICKTPOHHOM (opme (Ipu BbIOOpE
JTAHHOTO CIIOC00a HEOOXOIUMO yKa3aTh
azapec (agpeca) SJIEKTPOHHOM MOYTHL, HA
KOTOPBIH CJIeyeT HAIlPaBUTh
YBEIOMJIICHUS )

B (hopMe 3TEKTPOHHOTO JOKYMEHTA,
MTOIIMICAHHOTO AJIEKTPOHHOI ITOAITUCHIO

19. Cnioco6 nosy4deHus ay0OnnkaTa perucTpanuoHHOTO
Y IOCTOBEPEHMSI MEAMLITHCKOTO U3/1EIINS

Ha 6yMa)KHOM HOCHUTCJIC TMYHO

Ha OyMa)KHOM HOCHTEJIE C OTHPaBKOM
3aKa3HBIM ITOYTOBEIM OTTIPABIICHHEM C
YBEZOMIICHHEM O BPYUCHUHU
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20. OcHoBaHuUs BbIIAuM JTyOnuKaTa O yTpara perucTpalloHHOIO
yZIOCTOBEPEHHS

O Mop4a perucTparruoHHOrO

YIOCTOBEPEHUS
21. CBeneHusi 0 JOKYMEHTE, OATBEPKAAIOIIEM OIUIATy BbIIAuU
ImyOsinkata (aTta ¥ HOMep IJIATEKHOTO MOPYYCHHs)
(maTa mosauu 3asBICHU)
(®.1.0. u 101KHOCTb PYKOBOAUTES (moAmuck, evaTh MPOU3BOIUTEIS
MIPOU3BOIUTENS (YIIOTHOMOYEHHOTO (YTIOJTHOMOYEHHOTO TPEICTABUTES
MIPEICTABUTEISI IPOU3BOIUTEIS)) MIPOU3BOTUTEIS))

[Tpunoxenue Ne 11

k [IpaBriiaM perucTpaimy u SKCIepTH3HI
0e30MmacHOCTH, KauecTBa 1 3()(HEKTUBHOCTH
MEIUIIMHCKUX U3

POPMA
3agBJICHHS 0 POBEACHUH COIJIACOBAHMSA KCIEPTHOIO 3aK/II0YEHHUs Ha
3aperucTPUPOBAHHOE MEIHIIMHCKOE H3/1eTue

B ynonHoMOY€eHHBIN OpraH
(3KCIIEPTHYIO OPTaHU3AIINIO)
rocy/1apcTBa — 4ieHa

EBpa3uiickoro 5KOHOMUYECKOTO COrO3a

(HammeHoBaHWE pehepeHTHOT0 TOCYAAPCTRA)

(HamMeHOBaHWE TOCyIapcTBa (HAUMEHOBAHHS
roCyAapCcTB) NPU3HAHUS, HE YKa3aHHbBIX B
PErHCTPAIIMOHHOM YI0CTOBEPEHHU
MEIULINHCKOTO U3EIIHs)

3ASBJIEHUE
0 MPOBEJICHUHU COTJIACOBAHUS SKCIIEPTHOIO 3aKIIOUEHHUS Ha 3apPETUCTPUPOBAHHOE METUIIUHCKOE
HA3JIEINE

(TmonHOE M coKpanieHHoe (MPU HATHYIKH), B TOM 9Hciie GUPMEHHOE, HAUMEHOBAHUS JIUIA, OT UMEHH KOTOPOTO
MOJIACTCS 3asIBJICHUE (TIPOU3BOIUTENH (YIIOJIHOMOYCHHBIHN MPEICTABUTENb IPOU3BOIUTENS ), OPraHU3AI[OHHO-
npaBoBas (popMa IPUIMYSCKOTO JIUIA)

HAaCcTOAIMUM TPOCUT TIIPOBCCTU MPOUCAYPY COITIACOBAHHA OSKCIICPTHOTO 3aKJIKOUCHUA Ha
3apCTUCTPUPOBAHHOC MCIUITUHCKOC U3ACIINC!

1. HanmeHnoBanue MCIUIMHCKOI'O U3CINA

13 1CIHST

2. PexBU3UTEI PEruCTpaliIMOHHOI0 YA10CTOBEPCHUA MCAUILIMHCKOTO

13 1CIHST

3. Kitacc MOTCHIUAJIBHOI'O pUCKA MPUMCHCHUS MEAUIIUHCKOT'O

Ne 177)

4. Ko Buga MEIUIIMHCKOTO U3eius (COrlIacCHO HOMEHKJIIAType
MEIUIMHCKUX u3aenuii EBpazuiickoro 3KkoHOMHU4ECKOro Cor3a,
[paBUiIa BEACHUS KOTOPO yTBepkacHbI Pemiennem Komnerun
[EBpasuiickoii 5JKOHOMUIECKOH KOMUCCUU OT 29 mexabps 2015 T.

5. [lonHoe HaMMEHOBAaHME U CTPaHa MIPOU3BOAUTEIIS, BKITIOUAst
MECTO HaXO0XIeHUs (aipec IOPHINIECKOTO JIUIA, MECTO
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PKUTCIIbCTBA (1)I/I3I/I"IGCKOI‘O Jiina, 3aperucTpupoOBaHHOTO B KaUCCTBC
MHAWBUAYAJIbHOTO Hpe[alI/IHI/IMaTGJ'Iﬂ)

6. [loaHble HAMMEHOBAHUS MPOU3BOACTBCHHLIX IJIOMIA/IOK,
BKJIIOYad agpec

7. HanMeHOBaHME YIOTHOMOYCHHOTO MIPEICTABUTEIS
[IPOM3BOTUTENS HA TEPPUTOPHUSIX TOCYIAPCTB — YICHOB
[EBpa3uiicKOro 3KOHOMUYECKOTO COK3a, BKIFOYAst MECTO
HaXOKICHUS (afpec IOPUANICCKOTO JIUIA, MECTO KUTEIHCTBA
(bM3M9ecKoro NI, 3apPETHCTPUPOBAHHOTO B KA4ECTBE
MHANBUAYAIEHOTO IPEAIPUHIMATEIIS)

8. CBeJeHUsI 0 JOKYMEHTE, MTOITBEPIKAAIOIIEM OIJIATY BbIAAYH
[PETHCTPAIIMOHHOTO YAOCTOBEPEHHS B pe()epeHTHOM rOCyAapCTBe
(pu He0OXOIUMOCTH)

9. CBeneHns 0 TOKyMEHTE, TOATBEPKAAIOIIEM OIIATy HPOLEAyPHI
COTJIACOBAHUS IKCIIEPTHOTO 3aKJIIOYEHUS HAa 3aPETUCTPHUPOBAHHOE
MeIMIMHCKOE U3/IeIMe B FOCYIapcTBe (TocyapcTBax) NpH3HaHHs

10. Crioco6 nosyueHust yBe1oMIICHUH (petenuii) ot
YIIOJTHOMOYEHHOT'0 OpraHa (3KCIHEePTHOW OpraHU3allm)
e(epEeHTHOTO roCyIapCTBa;

JIMYHO 10 pOCHUCH

3aKa3HbIM MOYTOBBIM OTIIPABJICHUEM C
YBECAOMJICHUEM O BpYUCHUU

B 3JIEKTPOHHOU (opme (1pu BbIOOpE
JTAHHOTO CIoc00a HEOOXOMMO YKa3aTh
azpec (ampeca) SIEKTPOHHOHN MOYTHI, HA
KOTOPBIH ClleAyeT HAPaBUTh
YBEIOMJIICHUS )

B (hopMe IIEKTPOHHOT'O TOKYMEHTA,
MTOAMTACAHHOTO JJICKTPOHHOM MOJITHACKHIO

11. Crtoco6 moxydeHus perucTparoHHOTO YAOCTOBEPEHUS
METMIIMHCKOTO M3/ICIHs M IPUIIOKCHHUS K HEMY:

Ha 6yMa)KHOM HOCHUTECIIC JINYHO

Ha OyMa)XHOM HOCHTEJIE C OTIIPaBKOH
3aKa3HbIM MOYTOBBIM OTIPABJICHUEM C
YBEJIOMJICHUEM O BPYUYEHUH

["apaHTHpPYIO JOCTOBEPHOCTh U UICHTUYHOCTh HH(OPMAIIMU, COACPIKAIICHCS B 3asBICHUU.

(maTa mosauu 3asBICHU)

(®.1.0. u 10mKHOCTb PyKOBOAUTENS
IPOMU3BOANTENS (YHOJIHOMOYEHHOTO
NIPEACTaBUTEIS TPOU3BOANUTEIIS))

(moAmuck, evaTh MPOU3BOIUTEINS
(YMOTHOMOUYEHHOTO MPeICTaBUTENS
MIPOU3BOUTEIS))
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IHEPEYEHDb

[Ipunoxenue Ne 12

k [IpaBuiiaM perucTparyy u SKCIepTH3HI
0e30MmacHOCTH, KauecTBa 1 3((HEKTUBHOCTH
MEUITUHCKHUX U3/ICTTUI

AOKYMEHTOB, HEOOXO0AUMBIX /IJIsI IPOBEAeHNsI MPOIEeAYPHI COTJIACOBAHUS IKCIIEPTHOTO
3aKJII0YEHNS] HA 3apPeriCTPUPOBAHHOE MeIUIINHCKOE U3/IeTue

HaumenoBanmne JOKYMCHTA

ITpumeuanue

1. 3asBiIeHHE O IMPOBEACHUU COTJIACOBAHUS OKCIIECPTHOT'O
BAKITIOYCHUA HA 3apETUCTPUPOBAHHOC MCIUITMHCKOC U3JICITUC

o (hopme, MPeyCMOTPCHHON PUIIOKECHUEM
No 11 k IIpaBunam peructpanuu U SKCIEPTU3HI
0e30TacHOCTH, KauecTBa M 3()PEKTUBHOCTH
MEIUITUHCKIX M3/ICTHHA, YTBEPKIACHHBIM
Pemenuem Coseta EBpa3zutickoit
PKOHOMHYECKOH KOMHUCCHH OT 12 deBpas
2016 1. Ne 46

2. JIorOBOp MPOW3BOANTEIIS C YIOTHOMOYECHHBIM IPEICTaBUTENIEM
[POU3BOTUTENS TUOO ero Komus (MPH HATHIHH
[YIOJTHOMOYEHHOT'O IPEACTABUTEIS] IIPOU3BOIUTEIIS)

KON 3aBEPACTCA B COOTBETCTBHUU C
MCIKAYHAPOAHBIMU HOPMAMU 3aBEPCHUA UJIN
HOpMaMH 3aBCpCHUS, YCTAHOBJICHHBIMU
BaKOHOJATCJIbCTBOM pe(bepeHTﬂoro rocyaapcrBa

3. JIOBEpEHHOCTH OT MIPOU3BOIUTEIIS WU YIIOJTHOMOYCHHOTO
[peICTaBUTEIIS TIPOU3BOAUTEIISI HA MPABO MPEACTABICHUS
MHTEPECOB MPH MIPOBEIACHUU MPOLCAYPHI COTIACOBAHUS
PKCICPTHOTO 3aKIFOUCHHS HA 3aPETHCTPUPOBAHHOE MEIUIIMHCKOE
n3nenue (mpu HeoOXOMMOCTH)

B COOTBETCTBUU C MEKIYHAPOIHBIMU HOPMaAMHU
BaBEPEHUs WIM HOPMaMH 3aBEPEHUs,
YCTaHOBJICHHBIMU B COOTBETCTBHUU C
3aKOHOJATEILCTBOM I'OCYJapCTBa — YeHa
IEBpa3uiickoro 3KOHOMHYECKOT0 COI03a

4. JlaHHbIE 0 MAPKHPOBKE M YIIAKOBKE, YTBEPIKIACHHBIC TPH
[periCTpali MEAUIHCKOTO M3/IENHUsI C Y4ETOM BHECEHHBIX
M3MEHEHHI B PETHCTPAILIMOHHOE T0ChE MEAUIIMHCKOTO U3 ICIIHsI
(TIOTHOTIBETHEIE (C yKa3aHUEM KOJUPOBKH IIBETA) MAKEThI
YITAKOBOK M 3THKETOK), TEKCT MAPKUPOBKH Ha FOCYAapPCTBEHHBIX
SI3BIKAX TOCYAPCTB MPU3HAHKS, YKA3aHHBIX B 3asBICHHUH O
[IPOBE/ICHUM COTJIACOBAHUS 3KCIIEPTHOTO 3aKIIFOYCHUS HA
3aperucTpUpOBaHHOE MEIUIIMHCKOE n3zaeue) (Ipu
HE0OX0AUMOCTH)

3aBEPSIOTCS IPOU3BOAUTEIEM
(YHOJIHOMOYCHHBIM ITPEACTABUTENIEM
[TPOU3BOTUTEIIS)

5. DKCILUTyaTallUOHHBIN JOKYMEHT UM UHCTPYKLHUS IO
IPUMEHEHUIO MEIUILIMHCKOTO U3/€1Hs, PyKOBOACTBO IO
CEpBUCHOMY OOCITY)KMBaHHMIO, YTBEPKACHHbIE IPH PETHCTPALIMN
MEIUIUHCKOTO U3AEIHS C yYeTOM BHECCHHBIX N3MCHEHHUH B
PETHCTPAIIMOHHOE 10ChE MEANIIMHCKOTO U3/IENHsI, Ha
TOCYIAapCTBEHHBIX S3bIKAX FOCYAAPCTB IPU3HAHMS, YKA3aHHBIX B
3asBJIEHHH O IPOBEACHUH COTIACOBAHMS YKCIIEPTHOTO
BaKIIIOUCHHMS HA 3apETUCTPUPOBAHHOE MEINIIMHCKOE M3enue (Ipu
HE0OX0IMMOCTH)

BaBepsIOTCS IPOU3BOUTENEM
(YIIOJTHOMOUYEHHBIM MPECTaBUTENIEM
[IPOU3BOUTENS)

6. PernctpariionHoe yaocToBepeHHe MEAUIIMHCKOTO U3IEITHUS
[EBpa3uiickoro 5KOHOMHUYECKOr0 COr3a MO0 ero AyOauKat
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[Ipunoxenune Ne 13

k [IpaBriiaM perucTpaiyy u SKCIepTH3HI
0e30macHOCTH, KauecTBa 1 3(h(HEKTUBHOCTH
MEIUIIMHCKUX U3

®OPMA
3asiBJIeHHs 00 OTMeHe AelicTBHUS (AHHY/JIMPOBAHUM) PErHCTPALMOHHOIO Y0CTOBEPEeHH
MeMIMHCKOT0 M3/1eJIus

B ynosHOMOY€HHBIN Opra”
rocyJapcTBa — 4ieHa
EBpa3zuiickoro 3KOHOMUYECKOTO COr03a

(HauMeHOBaHME pedepeHTHOr0 roCcyAapcTBa)

3ASIBJIEHUE
00 OTMeHe AeWcTBUS (aHHYJIMPOBAHNUHN) PETUCTPAILIMOHHOTO YJOCTOBEPEHUSI METUITUTHCKOTO
U3enus

(TmonHOE M coKpaInieHHoe (MPU HATHYIKH), B TOM 9Hciie GUPMEHHOE, HAUMEHOBAHUS JIUIA, OT UMEHH KOTOPOTO
nojaeTcs 3asBiieHre (MPOU3BOAUTEND (YIOJIHOMOYCHHBIH MPEACTABUTEINb IPOU3BOANUTENIS), OPraHU3AIMOHHO-
npaBoBast popma FOPHIUIECKOTO JIUIIA)

HACcTOAIKUM IIPpOCUT OTMCHHTH HeﬁCTBHC PErUCTPAIMOHHOTO YAOCTOBCPCHUA MCIUIITUHCKOI'O
U3 aCInsA (aHHyHI/IpOBaTB PETUCTPAIUOHHOC YAOCTOBCPCHUC MCIUITUHCKOT O I/I3I[GJII/I5I)

(HaMMeHOBaHWE MEIUIIMHCKOTO U3eNHs (C YKazaHUEeM MO (MapKu) MEAUIIMHCKOTO U3/IETHS, €€ COCTaBa U
MIPUHAJIEIKHOCTEI))

(maTa peructpanyuy MEIUIITHCKOTO H3IEHSI M HOMEP PErUCTPAIlIOHHOTO YOCTOBEPEHUS METUIIMHCKOTO M3ICITH)
B CBA3HU C

(yka3bIBaeTcs NIpUYMHA)

(maTa mosauu 3asBICHU)

(®.1.0. 1 101KHOCTD PYKOBOAUTES (moAmuUck, evaTh MPOU3BOIUTEIS
pou3BoauTENS (YIIOTHOMOYEHHOTO (YNOTHOMOYEHHOTO MPeICTaBUTENS
MIPEICTABUTEISI IPOU3BOIUTEIS)) MIPOU3BOTUTEIS))



