NHPOPMAIINOHHO-AHAJIUTHUYECKASA CIIPABKA
0 NOCJIeACTBUAX BJIMAHUA NMPOEKTA PeLleHUs
EBpa3suiickoil JKOHOMHYECKON KOMHCCHH HA YCJIOBUSA
BeJCHUSA NMPeANPUHUMATEIbCKON NeTeILHOCTH

HanmenoBanue mpoekra pemeHus: npoekT pemenus Cosera
EBpasuiickon skoHOMHueckor komuccun «O IlpaBunmax perucrpannu
U 3KCHEepTU3bl 0E€30MaCHOCTH, KayecTBa M 3(PPEKTUBHOCTU MEIULIMHCKUX

u3nenuin» (naisee — nmpoekT pemenus Komuccun).

1. [Ipobnema, Ha pelieHHe KOTOPOM HampaBieH MPOCKT pPEIICHUsS

Komuccuu.

CyliecTBylonMe paszinyusi HaMOHAIbHBIX MPOUEAYpP 3SKCIEPTU3BI,
perucTpalv ~ MEAUUMHCKAX  W3IEMMA WU  BHECEHUS  W3MEHEHUH
B PErUCTPAllMOHHOE JIOChE, TMTPEACTABIAIOT COOOM  3HAYMTEIIbHBINA
aJIMUHUCTPATUBHBIN Oapbep M1 B3aUMHOW TOPTOBIM MEIUIIMHCKUMU
U3JIEIUSIMU B paMKax EBpa3uiickoro 3KoHoMHU4eckoro coto3a (ganee — Coro3),
a TaKXe CIYXKar JJIsl MPOU3BOAUTENEH MEIULMHCKUX HU3ACIUA HUCTOUHHKOM
JOTOJIHUTENBHBIX ~ M3JEPKEK  MPH  OCYILIECTBIECHWH  PETUCTPALUU
MEOUIIMHCKUX  W3Aenuid ©u  (OPMHPOBAHUM  JIOKA3aTeNbHOW  0a3bl
Oe3omacHOCTH U 3PPEKTUBHOCTH MEIULMHCKUX u3Aenuil B pamkax Corosa,
MOCKOJIbKY MpeAnoIaratoT HEO0OXOANUMOCTh MOCJI€10BaTEIBHOTO
IPOXOXKACHHUST TPOLEAYp PETrUCTpaluyd MEIUUMHCKUX M3JEIUi BO BCEX
rocynapcrBax — wieHax Coro3a.

Coznanue B pamkax Coro3a 00IIEro pelHKa MEAUIIMHCKUX U3ACIUN NpU
OTCYTCTBHM  COOTBETCTBYIOILIETO  HOPMATHBHO-IIPABOBOTO  OOECIIEUECHUS
€IMHOW MPOLEAYphl SKCHEPTU3bl U PETHCTPALMH MEAUIMHCKUX W3JEeTUN
HE TPEJCTABISAETCS BO3MOXHBIM, MOCKOJIBKY PETHCTPALMs MEIULUHCKOTO
U3JICUSl SABIISIETCS. HEOOXOAMMBIM YCJIOBHEM JUIsl BBITYCKa MEIULIMHCKOIO

U3JIeNis B 0OpaIieHue.



2. llenp perynupoBaHUs.

[lenbro mpuHATHA TpoeKkTa pemieHuss KoMmuccuu sBIsieTCsl CO3IaHue
CAMHON TIPOIEAYPHl PETUCTPAllUM M JKCIEPTU3bI MEAUIIMHCKUX HW3ACIIHMA
B pamkax Coro3a, o0meil  mnpoueaypbl  BHECEHHMS  HM3MEHEHHUU
B PETHUCTPAIMOHHOE JI0CHhE, MPUOCTAHOBKH WM OTMEHBI (aHHYJIMPOBAHUSA)
PETHCTPAIIMOHHOTO YIOCTOBEPEHHS, YTO B I[€JIOM 00ecTieunuT (HOPMUPOBAHHE
oO1iero peiHKa U cBoOOAHOE OOpalleHre MEIUIIMHCKUX HM3eIuid B paMKax

Coroza.

3. ’pynna nuu, Ha 3alUTY MHTEPECOB KOTOPBIX HAMPABIECH MHPOEKT

pemenusi Komuccnn.

IIpoext pemenuss Komuccun HampaBlieH Ha 3allUTy HWHTEPECOB
MAIMEHTOB B YaCTH MOBBIIICHUS JOCTYMHOCTH 0€30MacHbIX U 3(PPEKTUBHBIX
MEIUIMHCKAX W3ACIUN, a TAK)KE€ HA 3alUTy NPaB IOPUAWYECKUX JIUI U
VHJIUBUAYAJIBHBIX MPEANPUHAMATEIEH B PAMKAX MPOLEAYPbl PETUCTPALUU U
AKCHEPTU3Bl MEAULIMHCKUX U3MeINi B pamkax Coro3a, BHECEHUS] U3BMEHECHUMN
B PErUCTPALMOHHOE JOChE, IPUOCTAHOBICHUS WM OTMEHBI JIEUCTBUS
(aHHYNMpOBaHMS)  PETUCTPALMOHHOTO  YAOCTOBEPEHUS  MEAMI[MHCKOIO

Hn34€JIMs1 BHECCHMUS.

4. Aapecatel  peryiMpoOBaHMUS, B TOM  YHCIE CYOBEKTHI
MPEAINPUHUMATEIILCKON AEATEIILHOCTH, U BO3JCUCTBHUE, OKA3bIBAEMOE HA HUX

pEryaupOBaHUEM.

Anpecaramu peryJMpOBaHUsl SBIISIIOTCS MPOU3BOIUTEIN MEIUIUHCKUX
1563 (117078 YIIOJTHOMOYEHHBIE MPEACTAaBUTEIN MPOU3BOAUTEIIA 151
YIOJIHOMOYEHHBIE OPTaHbl (3KCIEPTHBIE OPraHU3allUK) rOCYJapCTB — YICHOB

COIOBa, OCYHICCTBIAOIIUC  3KCIICPTUIY 0e30IacHo CTH, KadycCTBa H
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3((PEKTUBHOCTH € IEJbI0 PETHCTPAIlMHA MEIUIIMHCKUX H3JICIINM, a TaKkKe

[MOJIb30BAaTENN MEAUIIMHCKUX U3IEIIUN UIA 1n VItro JTUarHOCTUKH.

5. ConmepxaHu€ YCTAaHABIMBAEMbIX JUISl aJpECcAaTOB PEryJIUPOBAHUS

orpaHuuYeHH (00s3aTCIHHBIX MMPABUI TTOBEACHUA).

[Ipoext pemennsa KoMuccnn ycTaHaBIMBAET MIPABOBOE PErYIHPOBAHUE
OTHOUIEHWH B 00JIaCTU TPUMEHEHHUS W HCHOJHEHUsS 00sA3aTelIbHbIX
TpeOOBaHUN K MEAUIMHCKUM M3JCIHUSIM M CBSI3aHHBIM C  OTUMU
TpeOOBaHUSIMU TpolleccaM MPOEKTUPOBAHUA, TMPOU3BOJCTBA, MOHTAXA,
XPaHEHUs, a TAKXKe OLEHKH COOTBETCTBUSI 00s13aTeNIbHBIM TPEOOBAHUSIM.

B pamkax perynupoBaHUsl MHpEIIONaraeTcs Haluyue pePepeHTHOro
rocygapctBa (rocynapctBo —ujieH (Coro3a, yINOJHOMOYEHHBIA  OpraH
KOTOPOI'0 OCYILIECTBIIAET PETMCTPALMI0 MEAULMHCKOIO H3JACIHS), a TaKkKe
rocyAapcTB Ipu3HaHMs (rocynapcrsa —wieHsl (Coro3a, OCYIIECTBIISIOLINE
Opoueaypy  NpU3HAHUSA ~ OKCIEPTHOTO  3aKIIOYEHUS  pePepeHTHOro
rocygapcrBa IO OIIEHKE Oe30MacHOCTH, KadecTBa U A(P(HEKTUBHOCTH
MEIUIIMHCKOTO wm3jenus). PedepeHTHOe TrocymapcTBO W TOCyIapcTBa
NPU3HAHUS BBIOMPAIOTCS 3asBUTEJIEM W YKa3bIBAIOTCS B 3asBICHUU Ha
PErUCTPALMIO MEAULIMHCKOrO u3aeaus B pamkax Corosa.

IIpoektom pemennss Komuccnu  yCTaHaBIMBAIOTCA — IPOLEIYPHI
OKCIIEPTU3bl U PETUCTPALMU MEAMIIMHCKOTO H3JEIUs OT MpPEACTaBICHUS
IPOU3BOAUTENIEM 3asBJICHUS Ha PErHCTPALUI0 MEAMIIMHCKOrO W3JAeNus,
MPOBEACHUS DKCIEPTU3BI 0€30MacHOCTH W A(DPEKTUBHOCTH MEIUIIMHCKOTO
uznenust ¢ (OpMHUPOBAHHMEM OSKCHEPTHOTO 3aKIIOYCHMS, MpPUIHAHUS
DKCIIEPTHOIO  3aKJIKOYEHUS PpePEepeHTHOro TrocyJlapcTBa, N0 BbIIAYU
PErUCTPALIMOHHOTO yI0CTOBEPEHUS u BHECEHUSI ct:1112(97
O 3aperucTPUPOBAHHOM MEIAUIMHCKOM u3aenuu B EauHbIl  peectp

3apErUCTPUPOBAHHBIX MEIUIMHCKUX U31eni B paMkax Coro3a.



OTaenpHBIMHA ~ TIOJIOKEHUSIMH ~ TIpoekTa  pemeHuss — Komwuccum
oOecrieyMBaeTCsl MPOBEJACHUE OKCIEPTHU3bl TMPU BHECEHUM W3MECHEHUU
B PETUCTPAIMOHHOE JI0ChE 3APETHUCTPUPOBAHHBIX MEIUIIMHCKUX W3ACIUH,
MPUOCTAaHOBJICHUE 15 8)071 OTMEHA JIEHCTBUS (aHHYJIMpPOBaHUE)
PETUCTPAIMOHHOTO YAOCTOBEPEHUS MEAUIMUHCKOTO W3AENUsA, Ipoleaypa

BbIJIa4M JTyOJIMKaTa PETUCTPALMOHHOTO yI0CTOBEPEHUSI.

6. Mexanu3sm  pazpemieHusi OpoOieMbl U JIOCTHIKEHHUS  LETu
peryJIMpoBaHus, MNPEAYCMOTPEHHBIM MpPOEKTOM  pemeHus Komuccnun
(omucaHWe B3aMMOCBSI3M MEXAY NPEMJIara€MbIM PEryJIUPOBAHUEM U

perraemMoii mpoodaeMoit).

B rocymapctBax — unenax Coro3a mpu rocyIapCTBEHHOW pErHCTpalnuu
MEIUUHMHCKUX  W3IEIWA  JEHUCTBYIOT  HAIMOHAJIbHBIE  MPOLIEAYPHI
perucTpanvivi, BHECEHHS W3MEHEHUN B PErUCTPALIMOHHOE JOChE, OT3bIBA
PErUCTPALIMOHHOTO YI0CTOBEPEHUS, KOTOPHIE 3HAYUTEIIBHO PA3IMYAOTCS.

ITonoxenuem 0 roCyAapCTBEHHOU perucTpanuu 153 ()1417
MEIUIIMHCKOTO Ha3HAYEHUS] U MEIUIMHCKON TEXHUKHU, YTBEPKIACHHBIM
noctanoBieHueM CoBera MunuctpoB PeciyOmuku benapych oT 2 ceHTA0ps
2008 1. Ne 1269, mnpenmycmarpuBaeTcsi HEOOXOIWMOCTb ITOATBEPKICHUS
0e30macHOCTH, KadecTBa U d(PPEKTUBHOCTH MEIUIMHCKUX WU3ACIUNA TPU HUX
peructpanuu. [Ipu 3ToM OTCYTCTBYET mepeueHb TpeOOBaHUI 0€30MaCHOCTH
U 3((HEKTUBHOCTU MEIUIIMHCKUX U3/CIIUM.

B cootBerctBuu co crareelr 63 Komekca PecnyOmmku Kazaxcran
or 18 centabps 2009 r. Ne 193-IV«O 310poBbE Hapoja H CHUCTEME
3[PABOOXPAHECHUSD»  MPOLEAypa  PErucTpalu U [epeperucTpalnuu
Y BHECEHUS M3MEHEHUU B PETUCTPALMOHHOE JI0ChE MEAUIIMHCKUX HU3JIEIUN
OCYILIECTBIISICTCS B TMOPSIKE, OINpPEACIsieMOM YIOJHOMOYEHHBIM OPTaHOM,
a Takxke IIpaBuiiamMu TOCYIapCTBEHHOW pEruUCTpalvy, NEpeperucTpanuu

1 BHECEHHSI U3MCHCHUM B PETUCTPAIMOHHOC AOCHC U3ACINUA MCIUIHUHCKOI'O
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HAa3HAUCHUSI W  MEIMUIIMHCKOM TEXHUKH, YTBEPKICHHBIMU MPHUKA30M
MunuctepcTBa 3apaBooxpanenus PecnyOnuku Kazaxctan ot 18 HosOps
2009 . Ne 735, IlpaBunamu TpPOBEICHUS SKCHEPTU3bl  W3MEIIHMA
MEIUIMHCKOTO HA3HAYEHUS W MEAUIMHCKOM TEXHUKH, YTBEPKICHHBIMU
npuka3oM MuHHCTEpCTBa 3ApaBooxpaHeHust Pecnyonuku Kaszaxcran ot 18
HOs10ps 2009 1. Ne 736.

B Poccuiickoii @enepaniii B COOTBETCTBMHM CO CcTarbel 38
®denepanpHOoro 3akoHa Poccuiickoit ®enepanmu ot 21 HosOps 2011 T
Ne 323-®3 «OO0 ocHOBax oOXpaHbl 30pPOBbSl TpaXaaH» B IEJIX
rOCYy/IapCTBEHHOM pEerucTpalud MEIUIMHCKUX HW3ACIUM B  TOPSJIKE,
YCTaHOBJIEHHOM mnocTaHoBieHueM IlpaButensctBa Poccuiickonn denepanuu
oT 27 nexadps 2012 r. Ne 1416, npoBoasITCsi OIIEHKAa COOTBETCTBUS B (hopme
TEXHUYECKUX HCTIBITAHUN, TOKCUKOJIOTUYECKUX UCCIIEIOBAHUM, KIIMHUYECKUX
UCTIBITAaHUN, U DKCHepTh3a KadecTBa, 3(PQPEeKTHBHOCTH M 0O€30MacHOCTHU
MEIUIIUHCKUX U30EIUM.

B ommume or 3akoHomarenscTtBa PecnyOnmuku  Kazaxctan u
Pecnybnuku bemapyce B Poccuiickoit deneparnun UMEIOTCS JIBE OTJICIbHBIC
OpOLEAYpPhl: BHECEHHE W3MEHEHUN B PETHCTPALMOHHOE YIOCTOBEPEHHE
¥ BHECEHHE M3MEHEHUI B PETHCTPAIIMOHHOE J0che. [Ipu sTom B Pecmybnuke
Kazaxctan u B PecnyOnuke benmapych cyliecTByeT TOJBKO MpoLeaypa
BHECCHMSI U3MEHEHUN B PETHCTPAIMOHHOE JO0Che C BhIJauel u 0e3 BblAauu
HOBOT'O PETUCTPALIMOHHOTO YJI0CTOBEPEHHS.

B PecnyOnmke ApmeHuss HOPMAaTHBHO-TIPABOBOE PETYIUPOBAHUE B
chepe TOCyTapCTBEHHOW PErHUCTPaIllid M3ACIHN MEAUIIMHCKOTO Ha3HAYCHUS
U MEIUIMHCKOM TEXHUKH OTCYTCTBYET, YTO CBSI3aHO C OTCYTCTBHUEM
OCHOBOIIOJIATAIOIIET0 3aKOHA O MEIUIIMHCKUX U3JIeNUIX, KOTOPBIM CO3/aBall
OBl TIPAaBOBYIO OCHOBY JEATEILHOCTH CyOBEKTOB OOpaIeHHs MEIUIIMHCKUX

PIBI[GJ'IHIZ, onpeacisiil CUCTEMY I'oCyAapCTBCHHLIX OPraHOB, OCYILICCTBIIATOIINX
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(YHKUIMHA 1O BBIPAOOTKE TOCYIAPCTBEHHOW MOJMTHUKA W HOPMAaTUBHOMY
IPaBOBOMY DETYJIHMPOBAaHUIO, M paCHpeAcisul  IOJHOMOYMS OpPraHOB
UCIIOJTHUTENILHOM BIIacTU B c(pepe oOpallieHnss MEAUIIMHCKUX U31ETU.

B Keipreckoit Pecnybnuke wu3genuss MEIUIIMHCKOTO Ha3HAYCHUS
OTHECEHbl K c(epe TEeXHUYECKOro peryaupoBaHus. locymapcTBeHHas
perucrpauuss — W3AEIUMA  MEIUIMHCKOTO  HA3HAYEHUsT  YCTAHOBJIEHA
Texunueckum pernameHToM «O 0€30MaCHOCTH W3JAEIMM MEAUIIMHCKOIO
Ha3HAYECHUS», YTBEPKIECHHOM [TocTaHoBIEHMEM [IpaBuTenscTBa
Keipreizckoii Peciyomuku ot 01.02.2012 1. Ne 74.

Cornacno Ilocranosnenuto IlpaBurensctBa Kbipreizckoit PecniyOnuku
or 26.09.1997 . Ne 556 mnpouenypsl TOCYIapCTBEHHOW pPErMCTPaLNH,
NEPEPETUCTPALlUA W BHECEHHS] HM3MEHEHUH B PETHCTPALMOHHOE JOCHE
U3JEIUsl  MEOUUMHCKOIO  Ha3HadeHus  ocyuiecTsiuser  [lemaprameHT
JIEKapCTBEHHOT'0 O0EeCeueHUsl 1 MEIUIMHCKON TEXHUKHU NMPU MUHUCTEPCTBE
3apaBooxpaneHust Kelproizckoi PecyOnuku.

OO0mue npaBuiia perucTpauy U SKCIEPTU3bl 0E30MaCHOCTH, KaueCTBa
u 3(pGEKTUBHOCTH MEAUIIMHCKUX wu3aenuid B pamkax Coroza oOecrieyar
CHI)KCHHUE U3JEPKEK MPOU3BOAUTENECH U COKpAIEHUE CPOKOB PETUCTPALUHU,
a eIMHOE PEruCcTPalMOHHOE YIOCTOBEPEHUE, AeCTBYOMIEeEe B pamkax Coro3a,
o0ecreyuT cBO0OIHOE 00pallleHre MEAUIIMHCKUX U3/IeJIUA Ha €IMHOM PhIHKE

Coroza.

7.CBeleHHsI O PACCMOTPEHHBIX AJIbTEPHATUBAX MPEITIAracMOMY

PEryJIUPOBAHUIO.

B coorBercTtBuM ¢ CornameHueM O €AUHBIX NPUHLMUIIAX W ITPAaBUIIAX
oOpamieHus: MEIMUMHCKUX WU3AeNui (M31enui MEIUIMHCKOTO Ha3HAYeHUs
Y MEJIUIIMHCKOW TEXHUKH) B pamMKax EBpa3zuiickOro sKOHOMHUYECKOIO CO03a
or 23 ngekabps 2014 roma (manee — CornaiieHue) ajlbTEePHATUB

MpeJIaraéMoMy PEryJIMPOBAHHUIO HE TPEYCMOTPEHO.



7

8. HopmaTuBHO-IIpaBOBOE OCHOBAHUE JIJII IPUHATHS MPOEKTA PEIICHUS

Komuccuu.

Cratess 31 JloroBopa o EBpa3uiickoM 3KOHOMHYECKOM COO3€
ot 29 mas 2014 rona, cratea 4 CornaimieHuss O €AWHBIX IPUHIUIIAX U
npaBWwiax oOOpalleHuss MEIUIMHCKUX U3AeIUi (U3euid METUIMHCKOTrO
Ha3HAUYCHHsT W MEIMIMHCKOM TEXHUWKM) B paMkax EBpa3suiickoro
PKOHOMHMYECKOTO coro3a oT 23 nekabpss 2014 roma, myHKT 92 DyHKIMI
u nonHomounit CoBera EBpasuiickoli 3KOHOMHYECKOW KOMUCCHH,
yCTaHOBJICHHBIX npuiioxkeHneM Ne 1 k Pemennto Beicuiero EBpazmiickoro
PKOHOMHYECKOro coBeta OT 23 nekadpst 2014 1. Ne 98 «O Permamente
paboThl EBpa3zuiickoil SKOHOMHYECKOW Komuccuu», Pemienue Beiciero
EBpasuiickoro skoHoMu4eckoro coera oT 23 paekabps 2014 r. Ne 109
«O peanuzaruu CornameHus: O €IUHBIX MPUHIUIIAX U MPAaBUIIAX 0OpaIeHUs
MEIULUHCKUX ~ HM3JeIud  (M3OeNuid  MEAUIMHCKOTO  HAa3HAYEHUs W

MEJIUIIMHCKON TEXHUKH) B paMKax EBpa3uiickOro 5JKOHOMUYECKOTO CO03a.

9. Chepa nomnomouunii Komuccun, K KOTOPOMl OTHOCHUTCS MPOEKT

pemennst Komuccuu.
PerynupoBanne oOparnieHnss MEIUIMHCKAX U3aeni B pamkax Coro3a.

10. ®MHAHCOBO-?PKOHOMHUYECKUE MOCIEACTBUS NPUHITUA IPOCKTA

pemenust Komuccun asis cyObeKTOB MPEANPUHUMATENbCKON AESITENbHOCTH.

[Iponenypa perucTpanuu MEUIIMHCKUX 17163 (S12178
npeaycMaTpuBaroias B3aMMHOE TMPU3HAHUE YIMOJIHOMOYEHHBIMU OpraHaMH
rocyapctB — uwieHoB (Coro3a pe3yiabTaTOB HCCIEIOBaHUM (UCHBITAHUN) U
AKCHEPTU3, TMOJIYYECHHBIX B XOJE BBINOJHEHUS MPOUEAYP PErUcCTpaluu
MEIUIIMHCKUX W3JACJIUM, TO3BOJIMUT CHHU3UTh HU3ACPKKUA ITPOU3ZBOJUTEIICH

Ha perucTpanmuiro MCAUINHCKHUX I/ISI[GJ'II/II\/'I.
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BcenencrBue mpuHATHS TpoekTa pemreHus Komuccnu mpeamosaracTcs
UCKIIFOYCHUE  JYONMMpOBaHUS  TPOIEAYp  OICHKM  O€30MacHOCTH H
3 (PEKTUBHOCTH MEIUITUHCKUX M3JEIUHN, a TAaK)Ke UCKII0YEHUE N30BITOUYHBIX
MpOIEAYP OILIGHKH COOTBETCTBHS, HE CBS3aHHBIX C 0€30MacHOCTBIO U
3 (PEKTUBHOCTHIO METUIIMHCKUX U3JICTUH.

B pesynbrare mNpoM3BOAMTENh MEIWIMHCKOTO M3JEHHUS TOTydaeT
YOPOIIEHHBIN JocTyn Ha oOmuii pbiHOK Coro3a mpu 0Oojiee HU3KHUX
BPEMEHHBIX W MaTepHaJIbHBIX 3aTparax, 4eM B cllydae IOCJeA0BaTCIbHOM
perucTpanuy MEIUIIMHCKOTO M3/IeNHsI B KaK0M rocynapctse — uieHe Corosa

110 HAHMOHAJIbHBIM ITPAaBUJIAM.

11. IlpennonaraeMble CPOKH BCTYIUIEHUS NPOeKTa pemeHns Komuccun

B CHTY.

1 suBaps 2016 rona.

IIpoext pemiennss Komuccuu mnpeaycMarpuBaeT HaJIU4yMe MEPEXOIHBIX
TMTOJIOYKECHUM:

a) B mepexoanbiit nepuon 10 31 gexadps 2021 roga:

perucTpanus MEAMIIMHCKOTO HW3JACNIHUs IO  BBIOOPY  3asBUTEIA
(mpou3BOAUTENST MEIUIIMHCKOTO W3JACIHS WM €ro  YIOJIHOMOYEHHOTO
MIPEJICTABUTENS]) MOXET OCYIIECTBISTHCS B COOTBeTCTBUM ¢ [IpaBuiiamu
perucTpalui  MEIMIIMHCKUX  M37enuil b0 B COOTBETCTBUU  C
3aKOHOJIATEILCTBOM TOCyJdapcTBa — ujieHa EBpasuiicKoro 3KOHOMHUYECKOTO
COr03a (J1ajiee — roCcy1IapCTBO-UJICH);

MEJIUIIMHCKUE W3MEINIHs, 3apErUCTPUPOBAHHBIE B MEPEXOAHBIN TEepUoa
B COOTBETCTBHU C 3aKOHOJATEIHCTBOM TOCYIapCTBa-wieHa, oOpamaroTcs Ha
TEPPUTOPHUH ITOTO TOCYAAPCTBA-UIICHA,;

0) TOKYMEHTBI, TOATBEpXKAarone (HaKT PErUCTpaliud MEIUIIUMHCKUX
M3ICMH W BbIJIAHHBIC YIIOJHOMOYEHHBIM OpPraHOM TOCyJdapCTBa-4jicHa

B oOJracTu 3APaBOOXPAHCHHUA B COOTBCTCTBHH C 3dKOHOAATCIILCTBOM JAaHHOI'O
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roCy/IapCTBa-wICHA, ACUCTBUTEIBHBI O OKOHYAHUS CPOKA WX JIEMCTBUSA, HO

He no3nuee 31 gexadbps 2021 roxa.
12. Oxupmaemslil pe3yapTaT peryJupoBaHUs.

B pesymprare  peryaupoBaHUs ~— NPEANOJAracTcss  IPOBEACHUE
PErUCTPAllMM WM DKCIEPTU3bl MEIMIMHCKUX M3JEIUA B COOTBETCTBHM C
IpOLEAYpaMH, NPEIyCMOTPEHHBIMM NPOEKTOM pemenus Komucenun, wu
OeccpoyHOoe JEHCTBHUE EAMHOTO PETHCTPAMOHHOTO YIOCTOBEpPEHHUS Ha

MEIUIIMHCKOE u3aenre B pamkax Corosza.

13. Onucanue onbiTa rocygapcTB — wieHOB Cor03a U MEXIYHAPOJHOTO
OMbITa PETrYJIUPOBaHUS OTHOILICHUM, SIBISIONIUXCS MPEIMETOM MPOCKTa
pemienuss Komuccuu (¢ OOOCHOBaHMEM €ro  MPOTPECCUBHOCTU U

MPUMEHUMOCTH).

B EBponeiickoM CcoOro3€ HOPMAaTHBHO-IIPABOBOE  PETYIMPOBAHUE
pEerucTpalii M DKCIEPTU3bl MEAUUMHCKUX H3ACIHA  yCTAHOBJIEHO
Hupextusoit Coeta EBponelickoro cotosa ot 4 utonsa 1993 r. Ne 93/42/EEC,
a B OTHOIICHUU MEIUIMHCKUX W3JACAUN JUisi 1n  Vitro JHarHOCTUKH
MIPUMEHSETCA JupextrBa Cosera EBponerickoro COr03a oT
27 oxtsa0ps 1998 . Ne 98/79/EC.

Hapsny ¢ HauvoHalbHBIM (pEruoHaIbHBIM) 3aKOHOJATEIHCTBOM B
chepe peryiupoBaHusi OOpalieHus METUIMHCKUX HU3JeIuid B ABCTpajuu,
bpaszwimiu, EBponeiickom corose, Kanane, CIIA, SAnonuu npumeHsorcs
pekoMeHmanu  MexayHapogHoro (opyMa peryiasTOpoB METUITMHCKUX
w3nenuit (IMDRF), nampumep, IMDRF/GHTF/SG1/N68:2012 «Essential
Principles of Safety and Performance of Medical Devices»; IMDRF (RPS
WG (PF)/N13 FINAL:2014) «In vitro Diagnostic Medical Device Market
Authorization Table of Contentens (IVD MATo0C)»; GHTF «Clinical
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Evidence or IVD Medical Devices-Clinical Perfomance Studies for In Vitro
Diagnostic Medical Devices/GHTF/SG5/N8:2012».

14. CBeneHust O TPOBEACHUM MYOIMYHOTO OOCYXKACHHUS MPOEKTa

pemenust Komuccuu.

Hara pazmemenus: 7 urona 2015 rona.

Cpok npoenenust myonuuHoro oocyxkiaenusi: 30 nueit (1o 6 aBrycra
2015 rona).

CBomka OT3bIBOB, JopaboTaHHble MpoekT pemieHuss Komuccuu u
uH(OpPMAIMOHHO-aHAIUTUYECKasT  CIOpaBKa  pa3MElIeHbl IO  CCHUIKE:
https://docs.eaeunion.org/ru-ru/Pages/DisplayRIA.aspx?s=e1f13d1d-5914-46
5¢-835f-2aa3762eddda&w=9260b414-defe-45cc-88a3-eb5c73238076&1=d70
984cf-725d-4790-9b12-19604c34148c& EntityID=474.

Cnoco0 mpencTaBieHus MPEAJIOKeHUN K MpoekTy pemienus: Komuccuu
U UH)OPMAIMOHHO-aHAIMTUYECKOW CIpaBKe, a TakkKe 3alojIHEHUs
OMPOCHOTO JIUCTA: C HCIOJIb30BAaHUEM COOTBETCTBYIOIIECIO CEpBHUCA
opunmnanpbHOoro caita Coro3a, IMyTEeM 3aloJHEHHUS OMPOCHOrO JIMCTA Ha
OyMa)KHBIX HOCHUTEIIAX, U (UJIK) MOCPEACTBOM AIICKTPOHHOW MOYTHI Ha apec:
dept_techregulation@eecommission.org.

Cpok nipencrasieHus npeaiaoxenuid: 30 qHen.

B  pamkax nyOnuuHOro  oOCYXJIEHHMSI C  HUCIOJIb30BaHUEM
COOTBETCTBYIOIIETO  cepBuca odunuanpbHoro caiita Cowsza mnyTeM
3aMOJHEHHS] OMPOCHOIO JINCTA TMOJYyYEHbl 3aMEYaHUs W MPEIJIOKEHUS
AnekcaHapoBa I'.B. (Accoumanus NpEeANPUITHN MEIUIINHCKON
MPOMBIIIJIEHHOCTH «Ceepo-3amnany), borpana  M.B. (Hayuno-
npousBogictBeHHOe OO0 «MuuTtop»), T'ansmoBoit M.P (OAO TexHomapk
HoBocubupckoro Akagemropozka), I'epuuk FO.I. (OO0 «KubepHernueckuit
Mup» (KUBEPMUP)), JlaBeimoa B.M. (OOO HIII «TEXHOMEIMKA),

[enapramenrTa pa3BUTHUA MPEANPUHUMATEBCKON NEATENbHOCTH
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EBpazuniickoii skoHOMHuYeckor komuccuu, HMBanoBa W.B. (®enepanbHoe
rocygapcTBeHHoe OwomxkeTHoe yupexiaeHue «lleHTp wMoHuTOpUHTa U
KIIMHUKO-3KOHOMHUYECKOM AKCTIepTU3b» DenepaabHOl CIIyKObI IO HAJ30py B
chepe 3/IpaBOOXPAHCHUS ), JIroberkoit E.N. (UuoctpanHoe
MIPOU3BOJICTBEHHO-TOPIrOBOE  YHUTApHOE Tmpeanpusitue «MenuHaycTpus
CepBuc»), Hewaesa B.H. (Accoumamus IIpousBoguteneit Cpeacts
Knunnueckoit Jlaboparopuoit uarnoctuxku (AIICKILM)), Iloramosa M.B.
(Accounanusi MEXIYHAPOIHBIX MPOU3BOJIUTENEH MEIULIMHCKUX WU3IETUN
(IMEDA)), Pomammna A.B. (OTkpblTO€ aKIIMOHEpPHOE  OOIIECTBO
«Enmatomckuii  mpuOOpHBIA  3aBOA», HaydyHO-TEXHUYECKUM  LIEHT)),
CononnukoBa C.B. (OO0 «MEJUTECT»), CmupnoBa A.FO.(Accormuanus
opraHuzanii  000pPOHHO-TIPOMBIIIICHHOTO KOMIUIEKCAa IPOU3BOAUTEINCH
MEAUIIMHCKUX u3Aenuid u oOopymoBanus), Tapacenko O.A. (OI'BY
«Bcepoccuiickuil HayYHO-HUCCIEA0BATEIbCKAN U HCHIBITATECIIbHBIN MHCTUTYT
MEIUUIMHCKOM  TexHuku»  PocizapaBHamzopa (®I'BY  «BHUNUUMT»
Poc3apaBuanzopa)), Tepexora M.B. (OOO «Atekc ['pynm»).

15. Cenenust 0 3aKiir0ueHUN 00 OIIEHKE PETYIUPYIOIIETO BO3ICUCTBUS

Ha NpoeKT pemenus Komuccnu.

16. Unas wunHpopManusi, OTHOCSIIAACSI, MO MHEHHIO JAemapTamMeHTa
Komuccun, OTBETCTBEHHOrO 3a MOATOTOBKY mpoekra pemieHus Komwuccuw,
K OCHOBHBIM CBeleHUsIM O Tmpoekte pemieHuss Komuccuum u (uiam) o ero

MMOATOTOBKE.

[Tpoekt pemenus Komuccuu paspabortan u 0100peH paboueit rpymnmnoi
Mo (OPMHUPOBAHHUIO OONIMX TMOAXOAOB K PETyJIMPOBAHUIO OOpaIeHus
MEOULIMHCKUX M3HEIMi B pamkax EBpasuiiCKOro 3KOHOMHYECKOIO COO3a,

chopmupoBanHot npu Komuterun Komwuccuu, B cOCTaB KOTOPOW BXOJAT
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MPEJCTABUTENN YIOJIHOMOUYEHHBIX OpPraHOB rocyaapctB — uwieHoB Coro3a u

MpeCTaBUTEN OM3HEC-COOOIIECTRA.



