NHOPOPMAIINMOHHO-AHAIUTHYECKAS CIIPABKA
0 MOCJIEICTBUSIX BJIMSIHUA NMPOEKTA pelieHusI
EBpa3uiickoil 3JKOHOMHUYECKON KOMHUCCHU HA YCJIOBHS
BeJACHUSA NMPeANPUHUMATEIbCKON AesITeJIbHOCTH

HaumenoBanue mpoekra pemeHus: npoekT pemieHus Komneruu

EBpasuiickoii sxoHomuueckor komuccuu «O TlpaBmnax kiaccudukanuu

MEIUIMHCKUX M3JISJIUA B 3aBHCHUMOCTH OT IIOTEHOMAJIBLHOIO PHCKA

INPpUMCHCHU A

1. IIpobdaema, Ha pelieHHe KOTOPO HANPABJIEH MPOEKT pPelIeHus
EDK.

B rocymapctBax — wieHax EBpa3uiCKOro 3KOHOMHYECKOIO CORO3a
(mamee — TrOCYmapCTBa-wi€HBbl) TIPU TOCYIAPCTBEHHOM PETHCTPALNH
MEIUIMHCKUX U3ICIUNA C IEIhI0 TOMYyCKa Ha PHIHOK JIEUCTBYIOT MPOIEAYPHI
olleHKM ux Oe3zonacHoctT U 3ddexktuBHocTu. OOBEM U  CTENECHBb
JeTalu3alliid  JI0Ka3aTeJIbCTBEHHBIX MAT€pUaJIOB, TMPOIEAYpP OLECHKHU
COOTBETCTBHS, OOecredeHus TpeOOBaHUNW K CHCTEME MEHEIKMEHTa
Ka4eCTBa MEIUIIMHCKUX H3ICIUA 3aBUCHUT OT KJlacca MOTEHIIMAILHOTO PHUCKa
MPUMEHEHUS METUIIMHCKOTO MU3/ICITHS.

Paznmuuus B kimaccupuKaiMu MEIMIIMHCKUX H3ISIHN TpeOOBaHUIX
MOPOXKJIAET HEOMPEACICHHOCTh B TMOAXOAAaX U pe3yibTaTax OLEHKU
0e3omacHOCTH M A(P(HEKTUBHOCTH MEIUIMHCKUX W3IACIUN U SIBISETCS
OappepoM B OOpaIlieHUd MEAWIIMHCKHUX M3ACIHN B pamkax EBpaszuiickoro
SKOHOMHUYECKOro coro3a (mamee — Coro3). Kpome Toro, paznuuus
B KilaccupuKau¥  MEIUIIMHCKUX  HM3ACIMA B 3aBUCHMOCTH
OT TOTEHIIUAJILHOTO PUCKA TPUMEHEHUS CO3/AI0T 3HAYUTEIbHBIC TPYIHOCTH
y CcyOBEeKTOB oOpalieHus npu (POPMHUPOBAHUHU PETUCTPALIMOHHOTO JTOCHE

U JI0Ka3aTeIbCTBEHHOM 0a3pl 1O 0e30macHOCTH U 3(PPEKTUBHOCTHU
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MEIUIMHCKUX W3JEIUN, MpEJHAa3HAUCHHBIX MJi1 OOpalieHusl B pamKax
Coro3za.

2. Ileab peryJupoBaHmusi.

Henpto mpuHATHsA mpoekta peuieHuss EDK sBisieTcs ycTaHOBIEHUE
€IMHBIX MPaBWI KJIACCUPUKAIMU MEIULIUHCKUX M3JCNIUNA B 3aBUCUMOCTHU
OT TMOTEHIMAJbHOIO  pUCKA MPUMEHEHUS B  COOTBETCTBUU C
pexkoMeHanusIMu  MexayHapoaHoro (opyma peryisiTopoB MEAUIIMHCKUX
uznienuit (IMDRF) u ¢ yueToM MeXTyHapOIHOU peryasTOPHON MPaKTUKHU.

3. Ipynna Jun, Ha 3aI0UTy HHTEPECOB KOTOPBIX HAaNpaBJeH
npoekt pemenusi EJK.

ITpoekt pemennss EDK HanmpaBieH Ha 3alllUTy MHTEPECOB MAI[UEHTOB
rOCy1apCTB-WICHOB — TMPHU TMOJYYEHUHM WMU MEIUIMHCKON MOMOIIHU
C TPUMEHEHUEM MEAMUIMHCKUX U3JIeJIMiA, OTBEUAIOIINX O0s3aTeIbHBIM
TpeOoBaHUSIM 0€30MaCHOCTU U d(PPEKTUBHOCTH B COOTBETCTBUU C KJIACCOM
MIOTCHIIMAJIBHOTO  PUCKAa  MEOUIMHCKOIO  NPUMEHEHHUs, a  TaKxke
NPOU3BOAMUTENICH  MEAWIIMHCKUX  U3Jeauidi — 1pu  (popmMupoBaHUU
PErUCTPALIMOHHOTO JO0ChE M JIOKa3aTeIbCTBEHHOUM 0a3bl M0 0O€30MacHOCTH
u  3OPEeKTUBHOCTH  MEAUIMHCKUX  M3ACIMM C  y4eToM  KJjacca
MTOTEHIMAIIBHOTO PUCKA MEIUIIMHCKOTO ITPUMEHCHMUS.

4. Anpecarbl  peryJiMpoOBaHHMsi, B TOM 4YHCJIe CyObeKTHbI
NPeANPUHUAMATEILCKON J1eSITeJIbHOCTH, U BO3/ICHCTBHE, OKa3bIBaeMoe
HAa HUX peryJJUMpOBaHUEM.

Anipecaramu peryjJdpoBaHus SIBJISIIOTCSL SKCIEPTHBIC OpPraHU3alUu
YIOJHOMOYEHHBIX OPraHOB, OCYIIECTBIISIONINX IKCIEPTU3Y OE€30MaCHOCTH
u 3(pGEKTUBHOCTA TIPU PETUCTPAIMA METUIIMHCKUX H3ACIUNA C y4EeTOM
UX KJacca pHUCKA, MPOU3BOAUTENN (YMOJIHOMOYEHHBIE MPEICTaBUTEIN
MPOU3BOJIUTENICH) MEIUIIMHCKUX W3JIeNIUi, (HOPMUPYIOIIUE JOKa3aTeIbHYIO

6a3y B 3aBUCHUMOCTH OT KJIACCa pPUCKAd MECAUITMHCKOTO U3ACIIN.
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5. Conepxanue yYCTaHABJIMBAaeMbIX NI ajpecaToB
peryJiupoBaHusi OrpaHuYeHni (00513aTeILHBIX MPABWJI NOBEICHMS).

B kadectBe perynupoBaHus TpeasiaraeTcsi yYHU(PUKAIUS MOpaBUIl
KIaccupukalMy —~ MEOUIMHCKUX ~ W3AEMMA B 3aBUCUMOCTH  OT
MOTEHIIMAIBHOTO pPHUCKA MPUMEHEHUS] B DKOHOMHUYECKOM TMPOCTPAHCTBE
Coro3za.

Knaccudukanus MEIUIMHCKUX U3MIEJIUM YCTaHABIMBACTCS HAa OCHOBE
OIICHKM PHUCKOB B (QopMe aaropuTMoB (MpaBuia) pa3AeiabHO JJIs
MEAUIMHCKUX W3ACNIUNA, KpOM€ MEIUWIMUHCKUX W3JEINN Jia in  Vitro
JTUATHOCTUKHU, U JUIsI MEIUIIMHCKUX U3EINHM A In Vitro TUarHOCTUKH.

MenuuuHCKHE W3AENHs, B TOM YHUCJIE MEAUIUHCKUE W3IEIUs s
in  Vvitro JUAarHOCTUKH, TOAPA3ACIISIIOT B 3aBUCUMOCTH OT CTEIEHU
MOTEHIIUAJIBHOTO PUCKA WX MPUMEHEHUS B MEIUIIMHCKUX LIEJIAX HA YEThIpe
KJ1acca.

Kaxmoe MemunuHCKOe H3AEIMe MOXKET OBITh OTHECEHO TOJIBKO
K OJHOMY KJIaccy.

[Ipu  knaccudukanuu  MEAUIMHCKUX  WBACIHUN  YUYUTHIBAIOT
ux (yHKIIMOHAIBHOE Ha3HAYCHUE U YCIIOBUS MPUMEHEHUSI.

3asBUTENb (IPOU3BOAUTENH WM YIOJIHOMOYEHHOE WM  JIUIIO)
JOKYMEHTQJIbHO apryMEHTUPYET OTHECEHHUE CBOETO MEIMIIMHCKOTO U3
K TOMY WJIM MHOMY KJIACCy PUCKa HA OCHOBAaHWH aHAJIN3a PUCKOB.

B 3aBucumoctH OT Kjacca MOTEHIMAIBHOTO PHUCKa MEIUIIUMHCKOIO
U3JIeNIUSl  YCTaHABIIMBAIOTCS TPEOOBaHUS K BHEAPEHUIO, TMOAJCPKAHUIO
Y OIICHKE CHCTEMBI MEHEPKMEHTA KaueCTBa, (GOPMHUPYETCS 0COOBIN MOPSIOK
WU YCIIOBUSI TPUMEHEHUS JUIsi JaHHOTO MEIULMHCKOTO U3JeNus,
ONpENENAITCS O0COObIE MEpbl, MPUHUMAEMbIE MPOU3BOAUTENEM IS
YMEHBIIICHUSI OCTATOYHBIX PHUCKOB NPUMEHEHHS JAHHOTO MEIMITUMHCKOTO

U3ACIINA.
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6. Mexanu3sm paspemieHusi MNpodJeMbl M JTOCTHKEHHS 1eJH
peryJIMpoBaHusi, NMPeIyCMOTPEHHbIH NpoeKkToM pemeHus Kommuccnun
(omucanue B3aMMOCBSI3M MEKAY MNpeljaraeMbIM PpPeryjiupoBaHueM
U perraeMoi npoosemoit).

B pamkax peryaupoBaHHs NPEANOSAracTcsi yCTAHOBUTh E€IUHBIE
npaBuia KilacCU(PUKAUM MEIUIMHCKUX U3JEIUd B 3aBUCHUMOCTH
OT MOTEHIIMATBLHOIO PUCKA MPUMEHEHHS.

7. CBeieHMsl 0 PacCMOTPEHHBIX AJbTEPHATHBAX MPeNIaraeMoMy
peryJIMpoBaHUIoO.

B xadecTBe anpTepHATUBBI JAHHOMY PETYJIMPOBAHUIO PACCMATPUBAICS
BOIIPOC TPHUHATHS B KA4eCTBE €AMHBIX IMpaBUiia KJIACCU(PUKAIMU
MEIUIMHCKUX W3ACIUA B 3aBUCUMOCTH OT TIOTEHIUAIBHOTO pHUCKA
MPUMEHEHUS OJTHOTO U3 FOCYIapCTB-YJICHOB.

OngHako 3TO  HANpaBIEHUE HE  MPEICTABISIETCS  BO3MOXKHBIM
peanu3oBaTh BBHUAY HEOOXOJUMOCTH YyuyeTa HAIMOHAJIBHBIX AacClEeKTOB
rOCyJlapCTB-WICHOB M TapMOHU3AIMU C MEXIYHApPOJHOW PETYISITOPHOU
IIPAKTUKOW B 3TOM BOIIPOCE.

8. HopmaTruBHO-TIpaBOBOE OCHOBAaHUE /JIsl NPHUHATHA IPOEKTA
pewenust EJK.

Crarbss 31 J[loroBopa o EBpa3uilckoM 3KOHOMHUYECKOM COIO3€
or 29 mas 2014 ronga u crarba 4 CornamieHusi O €IWHBIX MPUHIUIIAX U
npaBwiax oOOpallleHUs MEIUIIMHCKUX W3ACIUN (U3ACIUM MEIUIIMHCKOTO
Ha3HAUYCHUS
U MEIUIIMHCKON TEXHUKHU) B pamMKkax EBpa3uiicKoro s5KOHOMHUYECKOTO COI03a
ot 23 nekadpst 2014 roga, nyHkt 23 IlepeuHsi 4yBCTBUTEIBHBIX BOIPOCOB,
o kotopbiM pemeHuss Komnermn EBpa3zuiickoi S3KOHOMHUYECKOW KOMHCCHH
MPUHUMAIOTCSI KOHCEHCYCOM, YCTaHOBJIEHHBIM TpuiokeHuem No 2

K Pemennro  Beicuiero  EBpasuiiCKOro  3KOHOMHMYECKOTO  COBETA
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or 23 pnexaOpsa 2014 r. Ne 98 «O Pernamentre pabotsl EBpazuiickoit
DKOHOMHMYECKOM  Komuccun», Pemenne  Beicmiero  EBpasuiickoro
sKoHOMHYEecKoro cosera oT 23 aexadbps 2014 . Ne 109 «O peanuzanuu
CornaiieHusi 0 €IMHBIX MPUHIMIIAX U MpaBUIaX 0OpaleHuss MEIUIIMHCKIX
u3Ieui (M3 MEAUITMHCKOTO Ha3HAYEHUS U MEIMITMHCKOW TEXHUKH) B
paMkax EBpazuiickoro 5KOHOMHUYECKOTO COK03a».

9. Cdpepa nmomnomounii Komuccnn, kK KOTOPOil OTHOCHTCH MPOEKT
pemrenus EDJK.

PerynupoBanue oOpaliieHus MEAUIMHCKUX U3EINi U GOpMUPOBAHUE
oOIIero pblHKA MEOUIMHCKUX U3JIeauid B pamkax EBpaswuiickoro
HKOHOMHUYECKOIO COI03a.

10. ®uHAHCOBO-IKOHOMHMYECKHE MOCJIeICTBUS MPUHATHS MPOEKTA
pemienuss  Kommcenu aasi  cy0ObeKTOB  NpeANPUHUMATEIbCKOM
NesiTeJIbHOCTH.

B pesynbrare npuHATHS CO3AAIOTCA YCIOBHUS 71 (OpMUPOBAHUS
€IMHOTO TOJX0/Ia K OIleHKe 06e30macHOCTH U 3(PPEKTUBHOCTH METUITMHCKUX
U3JIeJIMd Ha OCHOBE €IWHOW KJiIacCU(PUKAIIMU MEIUIIMHCKUX W3CTUl
B 3aBUCUMOCTH OT MOTCHIUAIIBHOTO PUCKA MIPUMEHEHHS U CHUKEHUSI 3aTparT
Ha MPOBEJCHUE rOCYyIapCTBEHHOM peructpanuu pamkax Coro3a. Benencrsue
npuHATUST Tpoekra pemennss EDK  mpeanomaraercss  MCKIIOYEHUE
nyOnupoBaHUsS TIPOIEAYpP OICHKH Oe30macHOCTH H  3(h()EKTUBHOCTH
MEIUIIMHCKUX HW3JACJIHM, a TaKKe HCKIIOYEHUE W30BITOYHBIX MPOLETYP
OIICHKH COOTBETCTBUSA C YUETOB KJIACCA PUCKA MEAUIIUHCKOTO U3ECITHUSA.

11. IIpeanosnaraemblie CPOKHU BCTyILIeHHsI MpoeKkTa pemenus EJK

B CHTY.

1 suBaps 2016 rona.
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12. O:xxupaemplii pe3yJibTaT peryJiupoBaHuUs.

B pesynprare peryaupoBaHUs TOPEAINONAracTcsl IUIAHUPOBAHUE,
OpraHu3ainys, ITPOBEICHUE TOCYJapCTBEHHOM PErucTpalii Ha OCHOBE
€IMHBIX MPaBWI KIacCUPUKALUKU MEIUIUHCKUX H3ACIHUNA B 3aBUCUMOCTU
OT TOTEHI[MAJIBHOTO pHCKA MPUMEHEHHs, OOEeCledeHUEe €AMHOTO IMOAXoAa
K (GOpMHUPOBAHUIO JI0Ka3aTeILHOM 0a3bl B TOCYapCTBAX-UJICHAX.

13. Onncanue omnbITa  roCyIapcTB — WwieHOB  EBpasmiickoro
IKOHOMHMYECKOI0 COKH3a M MEKIYHAPOAHOIO ONBITA PeryJTHupOBaAHHS
OTHOLICHUM, HABJAKIIMXCA npeaMeroM mnpoekra pemenus EJK
(c odDocHOBaHHEM €ro MPOrpecCUBHOCTH U MPUMEHHUMOCTH).

B rocymapctBax-ujieHaX B HACTOSIIEE BPEMsS MPUMEHSIOTCS MpaBUia
Kiaccupukauu  MEAUIMHCKUX  W3AeIUM B 3aBUCUMOCTH  OT
MOTEHIIUAIBHOTO PUCKA METUIIMHCKOTO MMPUMEHEHUS.

B Pecnybmuke bemapyck knaccudbuxamus MEAUIIUHCKUX U3ISTUN
NPOBOJMUTCS  COIIaCHO  MOpuKa3a MUHHCTEPCTBA  3/IPABOOXPAHEHUS
Pecny6nuke benapyce ot 16 nexabps 2014 1. Ne 1324,

Knaccudukanuss meaunuuackux usnenuid B Pecnyonmuke Kazaxcran
OCYHIIECTBJISIETCSI B COOTBETCTBUM €  NOpuKazoM  MwuHuUCTEpPCTBA
3apaBooxpaneHus Pecnyonuku Kazaxcran ot 24 nosiops 2009 1. Ne 764
«O0 ytBepxkaenun IlpaBun knaccupukanuu O€30MACHOCTA  M3ICITHMA
MEIUIMHCKOTO HA3HAYEHHS U MEIULIMHCKON TEXHUKH.

Knaccudukanus meaunuuckux usnenuit B Poccuiickoit denepaiu
OCYILIECTBIISIETCS. B COOTBETCTBUU C TMPaBWIaMH, YCTAHOBJICHHBIMU
npukazoM MuHucTEpcTBa 3ApaBooxpaHeHusi Poccuiickon dDeneparuu
or 6 wmiona 2012 1. Ne 4n «0O0 yTBEepKICHHH HOMEHKJIATYPHOM
KJ1acCu(PUKAIA METUIIMHCKUX U3ICITHIN.

OpnHako 3TH NpaBUiIa HEAOCTATOUYHO MEXKIY COO0N CKOOPIMHUPOBAHBI.
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B cootrBercTBMM C MEXIYHApPOJHOW PETYISTOPHOM MPAKTUKOU
npaBWia KilacCU(PUKAIMA MEAUIMHCKUX W3JCIUd B 3aBUCHUMOCTH OT
MOTEHIIUAIBHOTO PHUCKA MEIUIMHCKOTO MPUMEHEHUs O0a3upyroTcs Ha
pexkomMeHaausax MexayHapogHoro ¢GopyMa peryisTopoB MEAUITUHCKHUX
151631 (1707
u CnenuaiabHON TPynmel MO TOOATBHON TapMOHHU3AIMU METUIIMHCKUX
wznenuii (IMDRF/GHTF): IMDRF/GHTF/SG1/N045:2008 «Principles of
In Vitro Diagnostic (IVD) Medical Devices Classification»
u IMDRF/GHTF/SG1/N77:2012 «Principles of Medical Devices
Classificationy.

B mnpennaraembix mnpaBuiax MNPUMEHEHUS YYTEHBI CIIOKUBIIAECS
MOAXOJIbI TOCY/IapCTB-WICHOB K KJIACCU(PUKAIMU MEIUIIMHCKUX W3CTUl
B 3aBUCUMOCTM OT [OTEHIMAJIBHOTO pHUCKA, MO BO3MOXHOCTHU
TapMOHU3UPOBAHHBICE K PpALYy HaNpaBICHUM B YaCTH  COTMKCHHS
pPEryJasITOPHOM  JEATENbHOCTM B COOTBETCTBUM C  yKa3aHHBIMH
PEKOMEHIALIUSIMH.

14. CBegeHusi 0 MpPoOBeACHUM MYOJIMYHOr0 OOCYKIEHHUS MPOEKTA
pemenusi EJK.

[To wtoram myGmuunHoro obGcyxnenusi mpoekra Pemenuss Kommeruum
EBpaswmiickoii sxoHOMuueckor kommccun «O IlpaBunax kiaccudukauu
MEIUUIHMHCKUX W3ACIHA B 3aBUCMMOCTH OT MOTEHUHUAIBHOTO pHUCKA
MPUMEHEHUS» KOMMEHTAPUU, 3aMEUaHUS U TIPEJIOKEHUS B YCTAHOBJICHHbBIC
CPOKH HE MOCTYIIAJIH.

15. CBegeHusi 0 3aKkjl4YeHMH 00 OLEHKe PperyJupyroumero

BO3/1eHCTBUS HA NpoeKT pemeHus EJK.
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16. Mnast unopmanms, OTHOCSAIIASICH, 10 MHEHHIO J1eNIAPTAMEHTA
EJK, orBercTBeHHOro 3a moaroroBky mnpoekra pemenuss EJK,
K OCHOBHBIM cCBeleHMsIM 0 mpoekrte pemenunssi EJK m (mam) o ero
MOATOTOBKE.

[Ipoext pemenust ESK ogo0pen Pabodeit rpynmsl o popMUpOBaHHUIO
OOIIMX TMOJXOJ0B K PEryJMpPOBAaHUIO OOpAIlEHUS MEIUIMHCKUX H3ICIHM
B paMKax TaMOXeHHOTO coro3a U EquHOro 3KOHOMHUYECKOTO MPOCTPAHCTRA,
chopmupoBanHoit nipu Komierun EBpazuiickoil 5)KOHOMUYECKOM KOMUCCHH,
B COCTaB KOTOPOM BXOJAT MPEACTABUTEIN YIOJIHOMOYEHHBIX OPraHOB

rocyaapctB-wieHoB Coro3a U MpeAcTaBUTeNu OM3HEC-CO00IIEeCTRa.



