NH®POPMAINNOHHO-AHAIUTHYECKASA CITPABKA
0 MOCJICACTBUAX BJIMAHUA MPOEKTA PelIeHUA
EBpa3uiickoil JKOHOMHY€CKO KOMUCCHH HA YCI0BUSA
BeJCHUS NPeANPUHUMATEIbCKON 1eATeIbHOCTH
HanmenoBanue mnpoekra pemeHus: «O BHECEHHMM W3MEHEHHUU B

[IpaBuna perucrtpaiud W SKCOEPTU3bI  OE30MACHOCTH, KadyecTBa W

3(PEKTUBHOCTH MEAUITUHCKUX W3/ICIIHI.

1. [Ipobnema, Ha peleHue KOTOPOM HampaBi€H MPOEKT PEIICHUs

EBpazuiickoii s5koHOMUYeCcKoM koMuccuu (aanee — Komuccus).

N3menenus B IlpaBuna perucrpanud M 3KCIEPTU3bl O€30MACHOCTH,
kayectBa U IPOEKTUBHOCTU MEIUIMHCKUX M3JEIUN, YTBEPKJICHHbBIC
Pemennem CoBera EBpa3zuiickoii 5KOHOMHUUYECKOM Komuccuu oT 12 deBpass
2016 . No 46 (manee — IlpaBuna perucrtpanuu), pa3padoTaHbl B CBS3U C
HEOOXOIMMOCTBIO peaTU3aIINHU:

noanyHkra «B» nyHkta 2 Pemenuss CoBera EBpasulickoit
skoHOMHYeCcKor komuccuu oT 10 Hosiopst 2017 . Ne 106 «O TpeboBaHusx K
BHEJIPEHUIO, TMOAJECPKAHUIO M OIEHKE CHUCTEMbl MEHE/KMEHTA KadyeCTBa
MEIULIUHCKUX W3JEIUA B 3aBUCUMOCTH OT MOTEHIMAIBHOIO pPHUCKA HX
IPUMEHEHUS;

WHULIMATUBHOTO TMpemiokenus PecnyOnuku benapych o BHeceHHH
u3MeHeHnil B [IpaBuiia perucrpanuu, nocrynusiiero B Komuccnio nucbMom
MunucrepcrBa 3xoHoMukH Pecnyonuku benapyce ot 9 asrycra 2018 T
Ne 19-01-09/6838;

OPENJIOKEHU ~ YYaCTHUKOB  paboyed  TPymNmbl,  SBISIOMIMXCS
NPEACTABUTENSIMUA  YIIOJIHOMOYEHHBIX OpPraHOB TOCYIapCTB — YJICHOB
EBpasuiickoro SKOHOMHUYECKOTO COro3a  (7majgee  COOTBETCTBEHHO  —

rocynapcrBa-uyieHbl, Coro3) 1 Ou3Hec-cooOIIeCTRa.
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[IpemmaraemMple M3MEHEHHS B TIpaBUjIa PETUCTPAIlMU M DKCIEPTU3BI
0e30macHOCTH, KauecTBa U 3(PPEKTUBHOCTH MEIUITMHCKUX U3/EINI B paMKax
Coro3a obecrnieyaT CHIKEHUE H3CPKEK IPOU3ZBOAUTENICH U COKpalleHHUe
CPOKOB PErHCTpAIi, BHECCHUS W3MEHEHUN B PETHCTPAIIMOHHOE JIOCHE TIO
CpPaBHEHHUIO C JEHCTBYIOIIUM IMOPSIKOM JTOMyCKa MEIUITMHCKUX H3ICIUN Ha

PBIHKU FOCYapCTB-YJICHOB.

2. llens perynmupoBaHus.

Henssimu npunsitus npoekra pemenust Coera Komuccuu sBisirorcs:

dbopMupoBaHUE €AMHBIX TMPABUI TPOBEACHUS PETUCTPAMU U
AKCIEPTU3bl 0€30MacHOCTH, KadecTBa U A(PPEKTUBHOCTH MEAMIIMHCKHUX
u3lenui, u oO0ecleyeHue B3aMMHOIO JIOBEpUSI TOCYAapCTB-WICHOB K
pe3ylibTaraM d3KCIIEPTHU3bl 0€30MacHOCTH, KadecTBa M 3(PHEKTUBHOCTH
MEJIUIMHCKUX W3JIeIMi, B TOM YMKCII€ MPU COMIACOBAHUM TOCYIapCTBaAMU
OPU3HAHMUS HKCIIEPTHOTO 3aKJIIOUEHUs] pedepeHTHOro TrocydapcTBa IpuU
IPOBENCHUM E€AMHOW MPOLETYypbl PErucTpalud MEIUIMHCKOTO H3/ENus B
pamkax Coro3a;

noOy>KJIeHHE TTPOU3BOJIUTENEH MEIUIIMHCKUX U3ACIIMA HU3KUX KJIACCOB
pucka mpuMeHeHust (1 U 2a HeCTEepWIbHBIX) BHEAPSATh W TOIICP>KUBATH
CUCTEMY MEHEIP)KMEHTA KadecTBa B COOTBETCTBUU C TpeOOBaHUSIMHU K
BHEJIPEHUIO, TOAJCPKAHUIO M OLEHKE CUCTEMBl MEHEDKMEHTA KauyeCTBa
MEIULIUHCKUX W3JEIUA B 3aBUCUMOCTH OT MOTEHIMAIBHOTO PHUCKA HUX
NpuUMEHEHUs,  yTBepxkJeHHbIMH  Pemienuem  CoBera  EBpaszuiickoii
skoHOMHYeCcKor Komuccuu oT 10 HosiOpss 2017 . Ne 106, myrem BBeneHus
I TaKUX MOPOU3BOAUTEIEH BO3MOKHOCTM BHECEHUS HW3MEHECHHU B
PETUCTPALIMOHHOE JOChE MEIHUIMHCKOIO M3JEIUs B YBEIOMHUTEIBHOM

MOPSIIKE;
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o0ecrieueHUe JOCTYMHOCTH MEIUIIMHCKUX W3ACIUM Ha PBIHKAX
roCyIapCTB-WICHOB IYTEM ONTHUMHU3AlMM BPEMEHHBIX U TPYIOBBIX 3aTpar,

TpeOyeMBbIX Ha PETUCTPALHMIO U IKCIIEPTU3Y MEIUIIMHCKUX U3JICIIHM.

3. Ipynma nuvi, Ha 3aMMUTy WHTEPECOB KOTOPBIX HAIPABJICH MPOCKT

pemenusa Komuccum.

IIpoekt pemennss CoBera Komuccnu HarpapiieH Ha 3aIIUTY UHTEPECOB
nanueHTa (Kak KOHEYHOTO MOTPEOUTENsI MEAUIIMHCKOTO M3JIETHUs), CUCTEMBI
3IpaBOOXPAHEHUS B IEJIOM (KaKk MEPBUYHOIO MOTPEOUTENS] MEIUIIMHCKUX

U3JICJINI), a TAKXKE TPOU3BOJUTEIICH METUITMHCKUX U3/ICTUH.

4. Anpecatbl  peryadpoBaHus, B TOM yucie CyOBEKThI
NPEANPUHUMATEIIBCKON  JIEATEIbHOCTH, W  BO3JCHUCTBHUE, OKAa3bIBAEMOE

Ha HUX PETYITHUPOBAHUEM.

AJnpecaraMu peryiMpoBaHUsl SIBJSIOTCS MPOU3BOIUTENIN MEIUIIMHCKUX
U3JIeTUH, yIOJIHOMOYEHHBIE pEICTaBUTENN POU3BOJIUTENIEH,
YIOJHOMOYEHHBIE OpraHbl (OpraHu3alliy) TOCYJapCTB-WICHOB B cdepe
pEerylupoBaHus OOpallleHUs] MEAUIIMHCKUX U3IEIIUH.

Bo3zaeiicTBue Ha ajpecaToB peryinMpoBaHUs 3aKIIF0UACTCS

B OTHOIICHWHM NPOU3BOAUTENCH MEAUIMHCKUX W3ACIUN yTOUHSIOTCSA
TpeOOBaHUSI K MPOU3BOAUTENSIM  (YIIOJTHOMOYEHHBIM  MPEACTaBUTEISM
IPOU3BOIUTEIISA) B BOIMPOCAX IMOATOTOBKU JIOKYMEHTOB, TpeOyeMbIX Jisi
pPETUCTPALINKI METUIIMHCKOTO U3/IENS;

B OTHOIICHUHU YIOJHOMOYEHHBIX OpPraHoB (OpraHuzaiuii) B paMmkax
peryIupOBaHUs  TPEAINONAraeTcsi  yCTaHOBJICHHE  YHU(DUIMPOBAHHBIX
MOAXOAOB K PETUCTpallMd W JKCIepTU3e Oe30MacHOCTH, KayecTBa U

3(EeKTUBHOCTH MEAUITMHCKUX W3ACIHI.
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5. ConmepxaHue YCTAaHAaBIMBAEMBIX I aJpECcAaToOB PpETYIHPOBAHUS

orpaHuueHuit (00s3aTeIbHBIX MPABUII TIOBEICHUS).

IIpennaraercs B [IpaBuiia peructpauy BHECTH CIEAYIOIINE OCHOBHBIC
W3MCHCHUS:

YTOUHEHUE MOHSITUINHOIO anmnapara;

YTOUHEHUE MEXaHW3Ma peau3ald MOpoLEeayphl  COTJIACOBaHUS
rocygapcTBaMyd TMPU3HAHUSA OSKCHEPTHOTO 3aKIIOYEHUs pedepeHTHOro
rocyaapcTBa;

onpeJieNIEHUE CITy4yaeB BHECEHU U3MEHEHHI B PETUCTPALIMOHHOE 10ChE
MEJIUIIMHCKUX U3JICTIUN B YBEJOMUTEILHOM MOPSIJIKE,;

YTOYHEHHE NPOLEIYPhl COrIACOBaHUS TOCYJapCTBAMU-UJIEHAMHU, PAHEEe
HE YKa3aHHBIMHU B 3asBJICHUSIX O MPOBEIACHUU PETUCTPALUU MEAUIIMHCKOIO
U3JIeNUs U SKCIEPTU3bl MEAUIIMHCKOTO M3JIEINHs, IKCIEPTHOTO 3aKIIOUECHUS
HAa MEJUUMHCKOE W3JIEJUe, 3apErUCTPUPOBAHHOE B COOTBETCTBUU C
[IpaBunamu perucrpanuy;

YyTOYHEHHUE  TOpsAJKa  OTMEHBbl  JEWUCTBUS  (aHHYJIUPOBAHUS)

PETUCTPATMOHHOTO YAOCTOBCPCHHA MCANIMHCKOI'O U3 ACIINA.

6. MexanuaM  paspenieHus 1poOiIeMbl UM JOCTIKEHHUS  1IeNd
pEryIupOBaHUs, IMPEAYCMOTPEHHBIM MpoekToM pemenus Komuccun
(omucaHWe  B3aUMOCBSI3M  MEXIy  MpelaraéMbiM  PEryIMPOBAHUEM

U perraeMon mpoosIeMoi).

Mexanu3m perieHuss TpoOaeMbl 3aKIIIOUaeTCsl B CO3JaHUU  €IUHBIX
NpaBWJI PETUCTPAIMM W OKCHEPTH3bl  0O€30MacHOCTH, KauecTBa U
3 PEKTUBHOCTH MEIUIIMHCKUX H3JACIHN, B TOM 4YHCJE IIPU IPOBEIACHUH
MPOLEIYP COMIACOBAHMS SKCIIEPTHOTO 3AKJIFOUECHUS, BHECCHUS U3MEHEHUN B
PETUCTPAIlMOHHOE  JOChE,  BbIJAaUYM  JOyOiMKaTta  perucTparmoOHHOTO

YAOCTOBCPCHUSA, a4 TAKIKC CIUHOTO IOpsAJAKa IMPUOCTAHOBIICHUS HJIM OTMCHBI
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NEeHCTBUS (aHHYJIMPOBAHUS) PETUCTPALMOHHOTO YAOCTOBEPEHHS.

7.CBeneHuss O PACCMOTPEHHBIX —aJBTEPHATHBAX MPEIJIAracMOMY

PEryIIMPOBaHHUIO.

[IpennaraeMoe peryinupoBaHUE COBEPIICHCTBYET YK€ yCTAHOBJICHHBIC
MpaBwia PErucTpalid ¢  SKCHEPTU3bl  OE30MMaCHOCTH, KayecTBa W
3QPeKTUBHOCTH  MEIMIIMHCKUX HU3AeIMi B  pamkax EBpasuiickoro

S3KOHOMHYCCKOI'O COrO3a.

8. HopMarnBHO-TIpaBOBOE OCHOBAHME ISl IPUHATHS IPOEKTA PEIICHUS

Komuccun.

ITynkr 2 crareu 31 JloroBopa o EBpa3uickoM 3KOHOMHUYECKOM COKO3€
or 29 mas 2014 roma, myHkTel 2 u 4 crtateu 4 CornameHus O eIUHBIX
OPUHIMUIIAX U MOpaBuwiax oOpamieHuss MEAMLMHCKUX W3Aeauil (u3aenui
MEIUIMHCKOTO Ha3HAYE€HHUS U MEJIUIMHCKOM TEXHHMKH) B paMKax
EBpazuiickoro skoHoMu4eckoro corosza ot 23 nekadbpst 2014 roga, myHKT 92
npwioxenus Ne 1 k Permamenty paGoTbl EBpasuiickoil 3KOHOMHUYECKOU
KOMUCCHUM,  yTBEpPKICHHOMY  Pemenuem  Beicmiero  EBpa3suickoro

AKOHOMHYECKOTro coBeTa oT 23 nmexkadpst 2014 r. Ne 98.

9. Chepa monnomounii Komuccuu, K KOTOPOMl OTHOCHUTCS MPOEKT

pemenus EOK.

PerynupoBanue oOpaliieHuss MEIUIIMHCKUX U3Jeauil U (HOopMUpOBaHUE
o0Illero pbIHKA MEIUIMHCKUX UW3JeIud B paMkax EBpasuiickoro

OKOHOMHYCCKOI'O COIO34a.

10. ®UHAHCOBO-?KOHOMHYECKUE TOCIEACTBUS MPUHITUS IPOEKTa

pemenust Komuccuu aj1st CcyObeKTOB MPEANPUHUMATENBCKON JIEITETLHOCTH.
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[IpemmaraeMbie W3MEHEHHUS MPOIETYPhl PErHUCTPAH METUITMHCKUX
W3MIeNUi, TTO3BOJIUT CHU3UTh BPEMEHHBIC H3ACPKKH TPOW3BOAUTENIECH Ha
PETUCTPAINIO METUITMHCKUX U3ICIIHN.

BcenencrBue npuHaTHS mpoekTa pernieHus Komuccuu mpemmonaraerces
WUCKJIIOUCHWE  JYONUpOBAHUS  TPOIEAYpP OICHKH  O€30MacHOCTH |
3((PEKTUBHOCTH METUITMHCKUX W3ICITHM.

B pesymbrare mnpou3BOAMTENh MEIWIIMHCKOTO W3ACTUS TOydaeT
VOPOIIEHHBIH JOoCTynm Ha oOmmid peiHOK Coro3a mpu Ooiee HU3KHUX

BPCMCHHBIX U MATCPHUAJIBHBIX 3aTparax, 4Y€M B HACTOAIICC BPpEM:I.

11. IlpeanonaraemMbie CPOKHU BCTYILICHUS TpoekTa peuieHus Komuccuu
B CHITY.
180 kaneHmapHbIX AHEH €O JHS OQUIMATBLHOTO OIYyOJIUKOBAHUS

penieHusl.
12. Oxumaemblii pe3ynbTaT peryaupoBaHUs.

B pesynbrare  perynupoBaHHMs — IpeAnoiaraercs — 00ECHEYHTh
MOBBIIICHUE JIOCTYITHOCTH O€30MacHbIX, KaueCTBEHHbIX M 3()PEKTUBHBIX
MEIULUHCKUX U3JEIUN, CHWXKEHUE aJIMUHUCTPATUBHOM HArpy3ku Ha
CYObEKThl MPEAIPUHUMATEIBCKON JEATEIbHOCTA IyTEM MPEAOCTaBICHUS
BO3MOKHOCTH OJTHOBPEMEHHOM PErMCTPALM BO BCEX I'OCYAApCTBAX-UYJICHAX,
B3aMMHOE€ JOBEPUE TOCYIAPCTB-YWICHOB MPHU PACCMOTPEHUU U COIIACOBAHUH
rocygapcTBaMy IMpPHU3HAHMUS OKCIEPTHOTO 3aKIIOueHUs pedepeHTHOro
rocyJlapcTBa B paMKax IMPOBEICHUS E€OUHOM MPOUEAYpPbl PErUCTpalUU

MEIMITMHCKOTO n3enus B pamkax Coro3za.

13. Onucanue OIbITa roCynapcTB — YWICHOB EBpasuiickoro

9KOHOMHYCCKOI0 COr03a MW MCKIYHAPOAHOI'0 OIlblTa PCryjinupoBaHUsA
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OTHOILICHUM, SBIAIOIIMXCS MpeaMeToM npoekra pemenuss Komucenn

(c 060CHOBaHMEM €TI0 MTPOTPECCUBHOCTH M IPUMEHUMOCTH ).

B rocymapcrBax-ujieHaX ~TpU  TOCYIApCTBEHHOW  pErvcTpaiuu
MEIUIUHCKUX W3AEIUN NeUCcTBYIOT [IpaBriia perucrtpanuy U B NePEeXOqHbIN
nepuon 10 koHua 2021 roga — HaUMOHAJBHBIE MPOLEAYPHI PETHUCTPALUH,
KOTOPBIE 3HAYUTEIIBHO PA3JIMYAOTCI MEXY COOOM.

B Pecnybnuke ApmeHus peryaupoBaHue B cdepe TocynapCTBEHHOM
perucTpalv  MEIUIIMHCKUX HW3JCJIHA  OTCYTCTBYET, UTO CBSI3aHO C
OTCYTCTBUEM OCHOBOIIOJIATAIOIIETO 3aKOHA O MEIUIMHCKUX HU3ICIUSX,
KOTOpbIM co3/aBaji Obl IPABOBYIO OCHOBY JICSTEILHOCTH CYObEKTOB
oOpallleHusT MEIUIIMHCKUX HW3JIEJIUM, ONpeaeisiii CUCTEMY TOCYIapCTBEHHBIX
OpraHoB, OCYIIECTBIISIFOIIMX (YHKIMM IO BbIPAOOTKE TOCYIapCTBEHHOM
NOJINTUKH M HOPMAaTMBHOMY ITPABOBOMY PETYIMPOBAHUIO, U PACHPENEIISII
MOJIHOMOYHMSI OpraHOB HCIIOJIHUTENBHOW BIIACTU B cdepe oOpamieHus
MEIULMHCKUX U3AETUM.

[TonoxenneM O  TOCYIApCTBEHHOM  PEruCTpallid  U3JIEIUd
MEJUIMHCKOTO HA3HAYEHUS] W MEIMIMHCKOM TEXHUKH, YTBEPKICHHBIM
noctanoBieHueM Cosera MunuctpoB Pecniyonuku benapych oT 2 ceHTA0ps
2008 . No 1269, mpemycmarpuBaeTcs HEOOXOAUMOCTb MOITBEPKIACHUS
0e30macHOCTH, KadecTBa U 3PHEKTUBHOCTH MEIAUIIMHCKUX HM3ACIUN TIPU UX
peructpanuu. Cpok JeMCTBUS PETUCTPALMOHHOTO YIOCTOBEPEHUS — 5 JIET.

B coorBercTtBumM co crarbeit 63 Komekca Pecnybnuku Kazaxcran
or 18 centa6ps 2009 r. Ne 193-IV «O 310poBhe Hapoga M CHUCTEME
3IpaBOOXPAHEHUS MPOLEAYpa PETUCTPALMM W NEPEPETHCTpPAUUUA U
BHECCHHSI M3MEHEHUW B PETHCTPALMOHHOE JOChE€ MEIUUMUHCKUX W3IEIUN
OCYIIIECTBIIIETCS B MOPSJIKE, ONPEAETICMOM YIOJIHOMOYEHHBIM OpPraHOM, a
Takxke I[IpaBuiamMu TOCYIapCTBEHHOM PErUCTpalliM, IEPEPETUCTpaAluU U

BHECCHHUS M3MCHCHUU B PCTUCTPAIMOHHOC NOCHBC MH3ACIIUA MCIUIMHCKOI'O
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Ha3HAYEHUS U MEAUIMHCKOW TEXHUKH, YTBEPKJICHHBIMH MPUKA30M
MunucrepctBa 31paBooxpanenusi PecryOnmuku Kazaxcran or 18 HosiOps
2009 . Ne 735, IlpaBunamu TPOBEICHHUSI SKCHEPTU3BI  HU3IEIHM
MEJIMIIMHCKOTO HAa3HAYEHUS W MEAUIMHCKOW TEXHUKH, YTBEPKICHHBIMU
npukazoM MuHHCcTEpcTBa 3apaBooxpaHeHus Pecnyonuku  Kazaxcran
or 18 wHosOps 2009 1. No 736. Cpoxk JOEHCTBUS PETHUCTPAIIMOHHOTO
YIOCTOBEPEHUSI MPU MEPBUYHON PETUCTPALMU — 5 JIET, NMPU MOBTOPHOU —
OecCcpoUHo.

B Keipresckoit PecnyOnmmke oOpaimieHre MEIUIIMHCKUX —W3AeTnd
perymupyercsi 3akoHoM Keipreizckoit Pecniyonmuku ot 2 aBrycra 2017 roga
No 166 «OO6 oOpameHuu MeAUIMHCKUX wu3aenuii». IlocTaHoBieHHEM
[IpaBurensctBa Keipreizckoit Pecniyonmuku ot 5 urona 2018 roma Ne 311
YTBEPK/IEH MOPAIOK TOCYIaPCTBEHHON PETUCTPAUA MEAULIUHCKUAX WU3/IEIIHM,
MPOBEJICHUSI DKCIEPTU3bl 0€30MacHOCTH, KadyecTBa U A(DPEKTUBHOCTH
MEIULUHCKUX W3JENni, BelleHus: [0CynapCTBEHHOro peectpa MEIULMHCKUX
U3MICNIAM, BEACHUS HOMEHKJIATYpbl MENUUMWHCKAX W3JEJIAN, BHECEHUS
U3MEHEHH B  PETUCTPAMOHHOE  JIOChE  MEIMIMHCKUX  W3JIEIIHN,
IIPUOCTAHOBJIICHUSI JIEWCTBUSL PETMCTPAMOHHOIO yrnoctoBepeHusa. Cpok
NEWCTBUS PETUCTPALIMOHHOTO YIOCTOBEPEHMUS T10 MPaBUiIaM, €W CTBOBABIINM
no npuHsATHA ToctaHoBieHUs l[lpaButennbctBa Koipreickoit PecnyOnuku
ot 5 uronst 2018 roma Ne 311, — 5 jeT, 1o HOBBIM IIpaBHIIaM - OECCPOUHO.

B Poccuiickoit @enepaniui B COOTBETCTBMUM CO CTarbel 38
®denepanpbHoro 3akoHa Poccuiickonn ®enepanun ot 21 HosO6ps 2011 T
Ne 323-®3 «OO6 ocHOBax OXxpaHbl 3[0pOBbsl TpakIaH» B IEJSIX
TOCY/IapCTBEHHOM PErHCTpalid MEIWIMHCKUX W3ACIHA B  MOPSJKE,
yCTaHOBJICHHOM TMocTtaHoBieHuem [IpaBurenscrBa Poccuiickont ®@eneparuun
ot 27 nekadbpsa 2012 r. Ne 1416, mpoBoasITCs OIleHKa COOTBETCTBUS B popme

TCXHHUYCCKHUX HCHBITaHHﬁ, TOKCHUKOJIOTHYECKHNX HCCHCI[OBEIHHﬁ, KIIMHNYECKUX
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WCTIBITAHWN, W OJKCIepTH3a KadecTBa, A(P(EKTUBHOCTH M 0OE€30MacHOCTU
MEIUITMHCKUX u3fennii. Cpok JAEUCTBUS PETUCTPAIIMOHHOTO YIOCTOBEPEHUS
— 6eccpovHo.

PerynmupoBanune oOparmieHuss MEIMIMHCKUX u3nennii B EBpomneiickom
COI03€ B HACTOsIIEe BpeMsa ycTaHoBIeHO JlupekruBamu Cosera ot 14 utoHs
1993 r. 93/42/EEC oTHOCHUTEIbHO MeaumMHCKHX u3aemuid (¢ 26.05.2020
neiicteyer uvactuyHo); or 20 wuroHs 1990 1. 90/385/EEC oTHOCUTENBbHO
CONMMKEHNS 3aKOHOMATEIhCTB TOCYIApCTB-UJICHOB, KAacalOUIUXCSl AKTHMBHBIX
UMILJIAHTUPYEMBIX MEIMIIMHCKUX TpubopoB (xmerictByeT a0 26.05.2020);
ot 27 oktsa6ops 1998 1. 98/79/EC OTHOCUTENBHO MEIUIIMHCKUX CPEACTB IS
J1a00paTopHOI AMArHOCTUKH 1n Vitro (IelcTByeT 10 26.05.2022).

ITo ucTeueHny yCTaHOBIIGHHOTO TIEPEXOAHOTO TIEPHOJia PEryTHPOBAHHE
oOpalieHus MEeIULMHCKUX U3JIeTUN OyJIeT OCYIEeCTBISATHCA B COOTBETCTBUU
¢ Permamentamu EBpomnelickoro mapnamenta u CoBera or S5 anpeins
2017 roma 2017/745/EU no memuuuHckuM uznenusm u 2017/746/EU no

MEIUIIMHCKAM U3JIEIUAM JUISI TUAarHOCTHUKH 1n VItro.

14. CBenennsi O MPOBEACHUU MYOIMYHOTO OOCYXACHHUS MPOEKTa
peuenus Komuccum.

[Tybnmunoe oOcykaeHue npoBeaeHo B epuoy ¢ 20 despans mno 29 mas
2020 rona.

CBomnas wuHboOpMalMsi O MPEIJIOKCHUSAK, MOCTYNMHUBIIMX B XOJE
POBENCHUS MTyOJIMYHOTO OOCYXKJEHUS MPOCKTa PEUICHUs B paMKaX OLIEHKHU

PETYAUPYIOIIETO BO3JEHUCTBUSA, pa3MmelnleHa Ha caite Coro3a MO CChUIKE

https://docs.eaeunion.org/ria/ru-ru/0103911/ria_18022020.

15. CBeneHust 0 3aKIIO4EHUH 00 OLIEHKE PETYIHPYIOIIEr0 BO3ICHCTBUS

Ha NMpOEKT pemenus Komuccnu.
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16. nass wHbopManus, OTHOCAIIASACA, MO MHEHUIO JenapTaMeHTa
Komuccun, OTBETCTBEHHOTO 3a MOATOTOBKY IIpoekra pemenus Komwmccuw,
K OCHOBHBIM CBEJICHHSM O IpoekTe pemieHus Komuccunm m (Wim) O €ro

IIOATOTOBKE.

ITpoekt pemenns Komuccnn pa3paboraH M 0OI0OpEH CO3MAHHOM TpH
Komnernun Komuccuu paboueit rpymmoii mo ¢opMUpOBaHUIO OOIIMX MOAXO0I0B
K pEryJupOBaHHIO OOpallleHus] MEIUIMHCKUX U3JeINid B  paMKax
EBpa3uiickoro 3»KOHOMHMYECKOTO COK3a, B COCTaB KOTOPOW  BXOMST
NPEACTAaBUTENIN YIOJIHOMOYEHHBIX OpPraHOB TOCYJapCTB-UJICHOB M OM3HEC-

CcOo00I1IECTBA.



