HHOPOPMAIINOHHO-AHAINUTHYECKAS CIIPABKA
0 MOCJICACTBUAX BJIUSHUA MPOCKTA PellleHUus
EBpa3uiickoil 53KOHOMHUYECKOl KOMUCCHH HA YCI0BUSA
BeeHU NPeANPUHUMATEIbCKON AeATEIbHOCTH

HanmenoBanue mnpoekta pemieHus: mpoekT pemenus Cosera
EBpasuiickoii »skoHOMHYECKOM komuccun «O IlpaBuiax mnpoBeaeHUs
KJIIMHAYECKUX U  KJIMHUKO-JIA0OPATOPHBIX HCMBITAHUM (MCCIEeI0BaHUI)
MEIMLIMHCKUX M3AeNni, TpeOOBaHUA K YIOJIHOMOYEHHBIM OpTaHU3ALMIM,
UMEIOLIUM TPaBO MPOBOAUTh KIMHUYECKUE M KIMHUKO-TAOOpaTOpHbIE
UCIIBITaHUsl (KMCCIAEAOBaHUS) MEOUUMHCKUX M3IENHM, a TaKXke MOpPsSI0K
OLIEHKM COOTBETCTBHUS YIOJHOMOYEHHBIX OPTaHU3alMM 3TUM TpeOOBaHUIM

(manee — npoekT pemnienus: Komuccun).

1. [Ipobnema, Ha pelieHHe KOTOPOM HaAmpaBieH MPOEKT pPEIICHUsS

EBpazuiickoii skoHOoMuYeckon komuccuu (nainee — Komuccus).

Obecnieuenne  KIMHUYECKOW A(PPEKTUBHOCTH U O€30MACHOCTU
MEIUIMHCKUX U3JIENIUNA SIBJISCTCS OJHOM M3 IIABHBIX LI€JIEW peryiaupoBaHuUs
MEIUITMHCKUX H3Aeluid. Bo MHOTHMX cCiydasx MOATBEPAUTH KIMHHYECKYIO
3G (HEeKTUBHOCT M 0E€30MaCHOCTh MOXHO TOJBKO IIyTEM MPOBEACHUS
KIMHUYECKUX HCHbITaHuM (uccienoBanuii). Ilogxoasl K IPOBEACHUIO
KIMHAYECKUX WCHBITAHUH W K OOOCHOBAaHHIO HEOOXOIWMOCTH TaKUX
UCIIBITAHUN  3HAUUTEJIBHO Pa3lIMYalOTCd B TOCyJapcTBaxX — WiICHaX
EBpasuiickoro skoHoMmuyeckoro coro3a (naimee — Coroz). 10 sBiseTcs
CEpPhE3HBIM MPEMSATCTBUEM JIJISI CO3/IaHUSI CUCTEMBI JOMyCKa MEIUIIMHCKUX
u3enuii Ha oOmuii peiHOK Coro3a, kKoTopas Obl B paBHOM CTEIMEHH
obOecreunBana 0€30MacHOCTh U A(OPEKTUBHOCTH MEAUIIMHCKUX HW3ICITHMA
HE3aBHUCUMO OT TOTO, B KakoMm rocymapctBe — wieHe Coroza (mamee —

roCy/1IapCTBO-UJIEH) MPOBOAWINCH KIIMHUYECKUE UCIIBITAHMUS.
2. llenpb peryinupoBaHusl.

L[GJ'II)IO IIPUHATHSA IIPOCKTa pPCIICHUA Komuccun ABJISICTCA

YCTAHOBJICHUC CAWHBIX IPAaBUI KIIMHUYCCKHUX WCHBITaHUHN (HCCHCHOB&HHﬁ),
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€IUHBIX TPEOOBAHUM K YIIOJIHOMOYEHHBIM OPTaHU3aIlUsIM, UMEIOIIUM IPaBO
NPOBOJUTh  KIMHUYECKHE W KIMHUKO-JIA0OpAaTOpHBIE  HMCHBITAHUS
(uccnenoBaHusl) MEAUIMHCKUX U3JCIHM, a TAKXKE €IMHOTO TMOPSIKA OILCHKU
COOTBETCTBHSl  YIIOJHOMOUYCHHBIX  OpraHM3alluii d3TUM  TpeOOBaHUAM
B paMkax Cor3a B COOTBETCTBUM C COBPEMEHHBIMH MEXIYHAPOIHBIMU

[IPAKTUKAMHU PETYIMPOBAHNUS MEIULMHCKUX U3ICIINN.

3. I'pynna nuu, Ha 3alIUTYy MHTEPECOB KOTOPBIX HAMPABICH MPOEKT
pemennst Komuccuu.

[Ipoexkt pemenus: Komuccuu HamnpaiieH, IMIaBHBIM 00pa3oM, Ha 3aTUTY
UHTEPECOB  MAIMEHTOB  TOCYIApCTB-WICHOB TMPU  TOJYYEHUH HMH
MEIUIMHCKON MOMOIIM C TPUMEHEHUEM MEIUIUHCKUX W3IEIun, s
KOTOPBIX KJIMHHYECKass 3(PPEeKTUBHOCT, M O€30MacHOCTh MOATBEPKICHA
Ha OCHOBE COBPEMEHHOMW HAayYHO-00OCHOBAaHHOW METOIOJOTUH KIMHUYECKUX
(KJIMHUKO-TTA00PATOPHBIX ) UCTIBITAHUN (MCCIIEIOBAHUN).

OnHoBpeMEHHO, JaHHBIM TIpoekT pemeHuss Komuccuu mnpusBaH
3AIIUTUTh HWHTEPECHl MPOU3BOAMUTENECH MEAUIMHCKUX U3JIEIUNA IyTEeM
CHUIKEHUSI aJMUHUCTPATUBHBIX M HKOHOMHUYECKUX OaphepoB 3a CUeT
CHI)KCHHUSI BPEMEHHBIX W (DMHAHCOBBIX 3arparT BCJICACTBUE HCKIIOYCHUS
NpOBEJCHUSI U30BITOUHBIX (HEOOOCHOBAHHBIX) KIMHUYECKUX (KIMHHUKO-

71a00paTOPHBIX) UCTIBITAHUHN (MCCIICIOBAHUN ).

4. Aapecatbl  peryJiMpoOBaHMUS, B TOM  YHCIE CYOBEKTHI
MPEANPUHUMATEIILCKON AEATEIIBHOCTH, U BO3JCUCTBHUE, OKA3bIBAEMOE HA HUX

pEryJIMPOBaHUEM.

AJnlpecaramMu peryaupoBaHUsl SIBJISIOTCS MPOU3BOAUTETN MEIUIIMHCKUX
171631 (15178 YIOJIHOMOYEHHbIE MpEACTABUTEIN POU3BOJIUTEIICH,
MEIUIIMHCKHE  OpraHu3alldd  TOCYJapCTB-UJIE€HOB, HMEIOIIUE  TMPABO
Ha TMPOBEJCHHE KIMHUYECKUX (KJIMHUKO-TA0OPATOPHBIX) MCIBITAHUM
(uccnenoBaHUM) MEIUIIMHCKUX U3JIENUNA, W YNOJHOMOYEHHBIE OpPTaHbI

(3KCHEpTHBIE OpraHU3alMi) rocynapcTs — wieHoB Coro3a.
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Perynupyroiiee BO3IEHCTBUE 3aKIIIOYAETCS B YCTAHOBJICHUH E€IUHBIX
npaBWJ M KPUTEPUEB JUIsi TMPOBEACHUS  KIMHUYECKUX  (KIMHHUKO-
71a00paTOPHBIX) UCHIBITAHUM (MCCIEAOBAHUM) B MEAUIIMHCKUX OpPraHU3AIUsX,

OTUYCYAIOIINX €UHBIM TPEOOBAHUSIM. .

5. ConmepkaHue yCTaHABIMBAEMBIX Ui AAPECATOB PETYIMPOBAHUS

orpaHuuYeHH (00s3aTEIHHBIX MPABUI TTOBEACHUSA).

[IpaBunamMu TpoOBENEHHUS KIMHUYECKUX (KIMHUKO-JIA0OPATOPHBIX )
UCTIBITAHUN  (MCCIIEIOBAHUM) MEIUIMHCKUX W3JEIUN  YCTaHABIMBAKOTCA
TpeOOBaHUS:

a) s MIPOU3BOAUTEIIEN (YOJTHOMOYEHHBIX MIPEICTaBUTENEN
MPOM3BOAUTEIICH ) MEIUIIMHCKUX U3ACIUNA BBOASTCS:

KpUTEPUU HEOOXOAMMOCTH TMPOBEICHUS KIMHUYECKUX (KJIMHUKO-
71a00paTOPHBIX) UCTIBITAHUHN (UCCIIEIOBAHUN);

MpaBuja TMOJYYEHUS  PaA3pEIICHUs  YHNOJHOMOYEHHOTO  OpraHa
Ha MPOBEACHUE KIIMHUYECKUX UCTIBITAHUN;

TpeOOBaHUS K JOKyMEHTAllMU, MPEACTABISIEMON Jid MPOBEIACHUS

HWCIBITAHUMN;
0) 1T MEAWIIMHCKUX OpraHu3anui rocymapctB — wieHoB Coro3a,
MIPOBOJSAIINX KJIMHUYECKUE (KJTMHUKO-TTAa00paATOPHBIE) UCTBITAHUSA

(uccnenoBaHus) BBOISTCS:

TpeOOBaHUS K HUX YNOJHOMOYMBAHHUIO HA MPOBEICHHUE KIMHUYECKHX
(KJTMHUKO-TA0OPATOPHBIX)  UCMBITAHUW  (MCCIAEAOBAaHHWI) HW  OT3BIBY
MMOJTHOMOYHI;

TpeOOBaHUS K TOPSAKY NpoBeAeHUS M O(OPMIICHHS PE3yIbTaToB
HCIIbITAaHU;

B) VIS YIOJHOMOYEHHBIX OpPraHoB rocyaapctB — ujeHoB Coro3a
YCTaHABIMBAIOTCS:

NOPSIIOK  PACCMOTPEHMsSI 3asABJICHUS] Ha TMOJy4YEHUE pa3peuieHus
Ha MPOBEJCHUE KJIMHUYECKUX UCTIBITAaHUM (MCCIIeIOBAHUN );

OCHOBHBIC IIPUHIOMIILI ACATCIbHOCTHU U (pYHKI_II/II/I KomureTa 1o 3THKE.
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6. Mexanusm  paszpenieHuss nOpoOjJeMbl W JIOCTHIKEHHMS — IEIu
peryaupoBaHus, IMPEAyCMOTPEHHBIN mpoekTtoM pemieHus Komuccuun
(omucaHWe  B3aMMOCBS3M  MEXJYy  MpejlaraeMbiM  PEryJHMpOBAHUEM

U perraeMom MmpooIeMoi).

B pamkax perynupoBaHus MPEAonaraeTcsi yCTaHOBUTh €UHBIE:

KPUTEPUU HEOOXOJMMOCTH TMPOBENCHUS KIMHUYECKUX (KIMHHUKO-
71a00pATOPHBIX) UCTIBITAHUH (MCCIEAOBAHUN);

TpeOOBaHUsI JJIsl TIOJIyYEHUSI pa3pelieHUs] Ha TPOBEJACHUE KIMHUYECKUX
(KITMHUKO-1a00paTOPHBIX ) UCTIBITAHUH (MCCIEIOBAHUN);

TpeOOBaHUSI K MEAUIMHCKUM OpraHu3alusM, HMEIIUM [PaBo
HA TIPOBEICHHE KIMHUYECKUX (KJIMHUKO-Ta0OPATOPHBIX) HCIBITAHUN
(uccnemoBaHuii);

TpeOOBaHUS K MpPOrpaMMe KIMHUYECKUX (KIMHUKO-JIA0OPATOPHBIX )
UCIIBITAaHUH (MCCIe0BaHUM);

TpeOOBaHUSI K MPOBEICHUIO KIMHUYECKHUX (KJIMHHUKO-1a00OPaTOPHBIX)
WCIIBITAHUH (MCCIEN0BaHUN);

TpeboBaHUsI K (QopMe TPOTOKOJIOB  KIMHUYECKUX  (KJIMHHUKO-

71a00paTOPHBIX) UCTIBITAHUHN (MCCIICIOBAHUN ).

7.CBeneHuss O PpACCMOTPEHHBIX aJbTEPHATUBAX MPEAJIaraeMOMY

PETYJIMPOBAHUIO.

AJNbTepHATUBBl JAHHOMY TMPEAMETY PErYIMpPOBAHUIO HE HMMEETCH.
[TpoGnema 3aknrouaercs B pa3pabOTKE EIUHBIX MOAXON0B, KPUTEPHUEB

¥ TIPOLIETyp Ha OCHOBE JIYUIITUX COBPEMEHHBIX MTPAKTUK B TAHHOU 00JIACTH.

8. HopMaTuBHO-TIpaBOBOE OCHOBAHUE JJI MPUHSITHUS MPOEKTA PELICHUS

Komuccuu.

Crarbs 31 [oroBopa o EBpa3uiickoM 3KOHOMHUYECKOM COIO3€E
ot 29 maa 2014 roma; cratesg 4 ComnameHuss O €IWHBIX NPUHLIMUIIAX H
npaBwiax oOOpallleHUs] MEAMIIMHCKUX W3AeHui (M3AeNui  MEIUIUMHCKOTO

Ha3Ha4YCHUA
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U MEIUIIMHCKOM TeXHWKH) oT 23 maekadps 2014 roma; mynktel 105 u 106
byukuuii 1 nonHomounii CoBeta EBpasuiickoil SKOHOMHUYECKOW KOMHUCCHH,
yCcTaHOBJICHHBIX npwioxkeHueM Ne 1 x Pemenuro Bricmero EBpaszwmiickoro
PKOHOMHUYECKOTo coBeTa oT 23 aexadpst 2014 . Ne 98 «O Pernamente paboThl
EBpaszniickon HKOHOMUYECKOU KOMUCCHUIY; Pemenne Briciiero
EBpaszuiickoro skoHomuueckoro coera ot 23 gexabpss 2014 r. Ne 109
«O peanuzauuu CornamieHust O €IUHbIX MPUHIUIIAX U MPaBUIIaX OOpalieHus
METUIIMHCKUX U3 (u3penuit MEIUILUHCKOTO Ha3HAYCHHUS

Y MEIMIIMHCKON TEXHUKH) B paMKax EBpa3zniickoro SJKOHOMHUYECKOTO CO03a».

9. Chepa nomnomounii Komuccun, K KOTOpOHM OTHOCHUTCS MPOEKT

pemennst Komuccuu.

PerynupoBanue oOpaieHuss MEAUUMHCKUX U3JIEIUi 1 (HOpMUPOBAHKE

o0111ero pplHKa MEIUIIMHCKUX U3aenuil B pamkax Corosa.

10. ®UHAHCOBO-D)KOHOMHYECKHE NOCIEACTBHAS IPUHATUS IPOEKTa

pemenust Komuiccuu aiis cyObeKTOB MPEANPUHUMATENIBCKON A€ TENbHOCTH.

B pe3ynbprare npuHATHS IPOEKTA CO3AAI0OTCS YCIOBHS:

JUISL TOCTYDKEHUS 1ieyiel oOecrneueHus: KIMHUYECKOM 3¢ (EKTUBHOCTU
0€30MacHOCTH ¥ MEAUITMHCKUX W3/IeTTUH;

JUISL CHUKEHUS HKOHOMHUYECKUX O0apbepoB 3a CYET YMEHBIIICHUS
BPEMEHHBIX U (UHAHCOBBIX 3arparT IMyTEeM WCKIIOYCHHUS MPOBEACHUS
M30BITOYHBIX (HEOOOCHOBAHHBIX) KIMHUYECKUX (KIMHUKO-T1a00paTOPHBIX)

UCIIBITAHUH (MCCIEA0BaHUN).

11. IIpennonaraemple CPOKH BCTYIUIEHHS ITpOeKTa pemenus Komuccnn

B CHITY.
1 suBaps 2016 rona.
12. OxkugaeMsblil pe3yibTaT peryJaIupoBaHMUs.

[ToBbimenne  kiIMHUYECKOWM  A(G(EKTUBHOCTH U OE30MACHOCTH

MCEINITMHCKHUX I/I3)16J'II/H>'I B pe3yiibTarce CO3JaHNnA C)IHHOﬁ COBpCMeHHOﬁ
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CUCTEMbl  TpeOOBaHMM K  TPOBEACHUIO  KIMHUYECKHX  (KJIMHUKO-

71a00paTOPHBIX ) UCTIHITAHUH (MCCIECTOBAHUMN).

13. Onucanue ombiTa TOCYIapcTB —  WICHOB  EBpa3uiickoro
HPKOHOMHUYECKOTO COI03a M MEXAYHAPOJHOIO OIbITa PETyJIUpOBaHUS
OTHOIIICHUH, SBJISIOMIMXCA TPEAMETOM MpoekTa pemieHuss Komuccun

(c 000CHOBaHHEM €T0 MPOTPECCUBHOCTH M IPUMEHUMOCTH).

B rocymapctBax — wienax Coro3a B HACTOAIIEE BpeMs HMeEETCS
OTIPEICTICHHBIA ONBIT MPOBEACHUS KIWMHUYECKUX HCTBITAHUN METUITMHCKHUX
u3nenuii. OHAaKO aKTyaJdbHBIM BOMIPOCOM /I BCEX TOCYIapCTB-UJICHOB
SIBIIICTCSI MOJCPHHU3AIIUS METOMOJIOTHN KIMHUYECKUX MCTIBITAHWA Ha OCHOBE
NEPEIOBBIX MEXIYHAPOIHBIX MPAKTHK.

B ocHoBy pa3pabotku npoekra [IpaBuit ObLIM TOJIOKEHBI CIEAYIOIIHE
JIOKyMEHTBI, B TOM YHCJIE:

IMDRF/GHTF/SG1/N011:2008 «Summary Technical Documentation
for Demonstrating Conformity to the Essential Principles of Safety and
Performance of Medical Devices (STED)»;

IMDRF/GHTF/SG5/N1R8:2007 «Clinical Evidence — Key Definitions
and Conceptsy;

IMDRF/GHTF/SG5/N2R8:2007 «Clinical Evaluationy;

IMDRF/ GHTF/SG5/N3:2010 «Clinical Investigationsy;

IMDRF/GHTF/SG5/N6:2012 «Clinical Evidence for IVD medical
devices — Key Definitions and Conceptsy;

IMDRF/GHTF/SG5/N7:2012 «Clinical Evidence for IVD medical
devices — Scientific Validity Determination and Performance Evaluationy;

IMDRF/GHTF/SG5/N8:2012 «Clinical Evidence for IVD Medical
Devices - Clinical Performance Studies for In Vitro Diagnostic Medical
Devicesy;

ISO 14155-2011 «Kananueckue ucciaeqoBaHUsI METUITMHCKUX U3IEIUN
1t Jiroaer. Hammmexxamas KTmHu4YecKas IpakTUKa;

EN 13612:2002 «Performance evaluation of in vitro diagnostic medical

devicesy.
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14. CBefeHrss O MOPOBENCHUU MYyOJUYHOTO OOCYXKJIEHUSI MPOEKTa

pemennst Komuccuu.

Hara pa3menienus: 24 asrycra 2015 rona.

Cpok npoBenenust myosuunoro oocyxkaenus: 30 el (o 22 ceHTaops
2015 rona).

CBonka OT3BIBOB, J0pa0oTaHHbIE MNpoekT pemieHuss Komuccun u
uH()OpMAIIMOHHO-aHAIUTUYECKAsl ~ CIpaBKa pa3MENIeHbl 1O  CCHUIKE:
https://docs.eaeunion.org/ru-ru/Pages/DisplayRIA.aspx?s=e1f13d1d-5914-46
5¢-835f-2aa3762eddda&w=9260b414-defe-45cc-88a3-eb5¢73238076&I1=d70
984cf-725d-4790-9b12-19604c34148c&EntitylD=741,

Crioco6 mpeacTaBiIeHuUs MPEITIOKEHUHN K MPOeKTy pereHus Komuccuu
U UHOOPMAIMOHHO-AHAIMTUYECKOM CIpaBKe, a TaKXe 3arojJHEHUs
OMPOCHOT'O JINCTA: C HKCIOJIB30BAHMEM COOTBETCTBYIOIIEIO CEPBHCA
opunmanbHoro caita Coro3a, IMyTeM 3aMoOJHEHUS OMPOCHOrO JIMCTa Ha
OYMa)KHBIX HOCHUTEISIX, U (UJIM) MTOCPEACTBOM AJIEKTPOHHOU MOYTHI Ha afpec:
dept_techregulation@eecommission.org.

Cpok nipesictaBiieHus npeasiokeHuit: 30 qaeil.

B  pamkax nmyOnuuHoro - oOCyX JA€HMST C  HMCIHOJIb30BAaHUEM
COOTBETCTBYIOIIIEro  cepBuca odumuaibHoro caira Cowosza myTeM
3alOJTHEHHSI OIMPOCHOTO JINCTA TMOJIYYECHbl 3aMEUaHUS W TPEIJIOKCHUS
[ToranoBa M.B. (Acconuamnus  MEXKIYHApOJHBIX  IMPOU3BOAMUTEICH
meauuuHckux  m3genmii  (IMEDA)) u  Hewaesa B.H. (Accormarus
[Tpoussoauteneit Cpencte Knunuueckoit JlaboparopHoit JlmarHocTUKH
(ATICKJIT)).

15. CBenenust 0 3aKiIO4EHUH 00 OLIEHKE PETYIUPYIOLIET0 BO3AEHCTBUS

Ha IPOCKT PCIICHUA Komuccuu.
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16. Unas unHdopmalus, OTHOCSIIAsICA, MO MHEHUIO JenapTaMeHTa
Komuccnn, OTBETCTBEHHOIO 3a MOATOTOBKY Ipoekra pemeHuss Komwuccuw,
K OCHOBHBIM CBeleHUsIM O mpoekTte peunieHuss Komuccuum u (uiaum) o ero

IIOATOTOBKE.

[Ipoekt pemenns Komuccuu paspabortan u 0100peH padoueil rpynmnoi
o (GOPMHUPOBAHUIO OOIIUX TMOJXOJOB K PETyJIUPOBAHUIO OOpaIieHus
MEIMUMHCKUX M3JEIMM B paMKaxX EBpasuiicKOro 3KOHOMHYECKOIO COHO3a,
copmupoBanHori npu Komnerun Kommccun, B cocTtaB KOTOpOMl BXOAST
IPEICTaBUTEIN YIOJHOMOUYEHHBIX OPraHOB T'OCYNapCTB-WJIEHOB M Ou3HEC-

c0o00I1IeCTBA.



