NH®POPMAINNOHHO-AHAIUTHYECKASA CITPABKA
0 MOCJICACTBUAX BJIMAHUA MPOEKTA PelIeHUA
EBpa3uiickoil JKOHOMHY€CKO KOMUCCHH HA YCI0BUSA
BeJCHUS NPeANPUHUMATEIbCKON 1eATeIbHOCTH

HanmenoBanue mnpoekra pemeHus: «O BHECEHHMM W3MEHEHHU B
[IpaBuna mpoBeAEHUSI MCCIACAOBAHUM (MCHBITAHUM) C I1EIBIO OIEHKHU
OHMOJIOrMYECKOTO AEUCTBUA MEIUIIMHCKUX U3ACIIUI.

1. [Ipobnema, Ha pemeHue KOTOPOM HampaBi€H IPOEKT PEIICHUs

EBpazuiickoii s3koHOMUYeCcKo koMmuccuu (fanee — Komuccus).

N3menenusa B IlpaBuna npoBeneHus HUCCIEAOBaHUM (MCHBITAaHUM) C
IIEIbI0 OIICHKH OWOJIOTMYECKOTrO JACHCTBUS  MEIMIIMHCKUX  M3JICIINM,
yrBepxacHHbIe Pemennem CoBera EBpa3zniickoll SJKOHOMHUYECKOM KOMUCCHHU
ot 16 mas 2016 1. Ne 38 (nanee — IIpaBuna), pa3paboTaHbl 10 MPEAJIOKEHUSIM
YYaCTHUKOB paboueld rpynmbl mo (HOPMUPOBAHUIO OOIIMX TMOJIXOAOB K
pPEryJIupOBaHUIO 0OpallleHUsT MEAUITMHCKUX U3/IeJIUi B paMkax EBpasuiickoro
AKOHOMMYECKOTO COK03a, SIBJISIOLIUXCS IMPEACTABUTENSAMU YIOJIHOMOYEHHBIX
OpraHoOB IrOCY/IapCTB — WIEHOB EBpa3niicKoro SKOHOMHYECKOTO COr03a (J1ajee
COOTBETCTBEHHO — rocyaapcTBa-uieHbl, Coro3) u Onu3Hec-coo0IIecTBa.

[IpaBornpuMeHuTENbHAS IPAKTUKA 10 PE3yJIbTaraM BCTYIUICHUS B CUILY
[IpaBun  BbIsIBUJIA  HEOOXOAMMOCTh  COBEPIICHCTBOBAHUS  OTJCIBHBIX
nosiokeHuu IIpaBuil, B TOM 4nciie B CBS3U C TEM, YTO MOCIE UX YTBEPKIACHUS
ObUI NPUHAT PSAJ B3aMMOCBSI3aHHBIX akTOB Komuccuu, B COOTBETCTBHUE C

KOTOPBIMH MOTPEOOBAIOCH BHECTH yTOouHEeHUs B [IpaBuia.
2. llens perynmupoBaHuUs.

[Hensamu npunsTUs npoekra peuenus: Copera Komuccuu sBIsroTCs:
dbopMHpOBaHUE  €IUHBIX  TPABUJI  MPOBEICHUS  HCCICIOBAHUN

(MCIIBITAHUM) C I€JBI0 OLIEHKH OHOJIOTHYECKOTO JEHCTBUS METUIIMHCKHX
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u3nenuii W obOecrieueHWe B3aMMHOTO JOBEpUsl TOCYIAapCTB-UJIEHOB K
pe3ylbTaraM HWCTBITAHUN MEIUIMHCKUX W3JeNUiA, B TOM 4YHUCIE IIpU
COIIaCOBAaHMM TOCYIApCTBAaMU MPU3HAHUSA JKCIEPTHOTO  3aKIIOYEHUS
pedepeHTHOTO TOCymapcTBa TMPU TPOBEACHUHM  €IWHON  MPOIEAYPHI
perucTpanu MEAUIIMHCKOTO u3aenus B pamkax Coro3a;

obOecriedeHre JIOCTYITHOCTH MEIUIIMHCKUX U3JIeJIMA Ha pBhIHKAX
TrOCY/IapCTB-WICHOB MyTEM ONTHMM3AIMU BPEMEHHBIX U TPYIAOBBIX 3aTpar,

TpeOyeMbIX Ha UCCIICOBAHUE (MCIIBITAHUE ) MEIUIIMHCKAX H3JICITHM.

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

peuienusa Komuccun.

ITIpoext pemenns CoBera Komuccuu HarpaBiieH Ha 3alIUTy UHTEPECOB
nanyeHTa (Kak KOHEYHOTro MOTPEOUTENs] MEIUIUMHCKOTO U3JENHs), CUCTEMBbI
3IpaBOOXPAHEHUsI B LEJIOM (KaKk IMEPBUYHOIO MOTPEOUTENsE MEAUIIMHCKUX
U3JIeNIM), a TaKXKe IMPOU3ZBOIUTENICH  MEIUIMHCKUX  HU3ACIUM U

UCIIBITATENIbHBIX JJa00paToOpuil (LIEHTPOB).

4. Anpecarbl  peryaupoBaHMsi, B~ TOM  4YHCJI€  CYOBEKTHI
IpEANPUHUMATENLCKOM  JIeATeIbHOCTH, M  BO3JCUCTBUE, OKa3blBaeMOE

Ha HUX PETYITHUPOBAHUEM.

AJnpecaraMu peryiMpoBaHUsl SBJSIOTCS TPOU3BOIUTEIN METUIIMHCKUX
U3JIeTUH, YIOJTHOMOYEHHBIE pEICTaBUTENH MIPOU3BOUTEIICH,
UCTIBITATeNIbHbIe  JJabopaTopuu  (ILIEHTPHI), YIOJTHOMOYEHHBIE  OpraHbl
(opraHuzanui) TOCYIapCTB-WICHOB B cdepe peryaupoBaHusi OOpalieHus
MEIUIIMHCKUX U3ICIINH.

BosneiicTBue Ha aapecaroB peryJupOBaHUs 3aKIIFOUACTCS:

B OTHOIIICHUM TMPOW3BOAUTENICH MEIUIIMHCKUX H3IEIUN YTOUHSIIOTCA

P eOoBaHUI K IIPOU3BOAUTCIIAAM (yr[ OJIHOMOYCHHBIM  IIPCACTABHUTCIIAAM
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MIPOU3BOANTEIIS) B BOMPOCAX IMOATOTOBKH JTOKYMEHTOB, HEOOXOAUMBIX IS
MPOBEACHUS MCCIEAOBaHUMN (MCIBITAHUM) C IEIBI0 OIEHKH OMOJIOTHYECKOTO
JNICUCTBHUS MEIUIIMHCKUX U3CIINM;

B OTHOLIEHUU HCIBITATENbHBIX J1a00paropuil (LIEHTPOB) YTOUHSIOTCS
MpoIneaypa MPOBEACHUSI HCCICAOBAHUN (UCOBITAHUN) C 1EJIbIO OLICHKU
OMOJIOTUYECKOTO  JICUCTBUS  MEIWIMHCKUX  HW3JCTUH, KPUTEpUHd IS
BKJIIOYEHUS HUCHBITATENIbHBIX Jaboparopuii (LIEHTPOB) B EAMHBIM peecTp
YIOJIHOMOYEHHBIX OpTaHU3aIMi, UMEIOIIUX MPABO MPOBOJUTH UCCIICIOBAHUS
(MCHIbITaHUS) MEAUITMHCKUX U3JICJIUN B IESAX UX PETUCTPALINH;

B OTHOILICHUHM YIIOJTHOMOYEHHBIX OpPraHOB (OpraHu3alifii) B paMKax
peryJupOBaHUsI  YCTAHOBJICHBl €IUHBIC OCHOBAaHUSI JUIsl  BKJIOUCHMS
UCIIBITATENIbHBIX ~ Jlabopartopuil  (LEHTPOB) B €OUHBIA  peecTp
YIOJHOMOYEHHBIX OpraHu3aliii, UMEIOIINX TPaBO MPOBOIUThH UCCIEIOBAHUS
(UCnbITaHUS) MEIUIMHCKUX W3ACIMN B MEISIX HMX PETrUCTpaluu JHU00

UCKITIOUEHHS U3 YKA3aHHOTO peecTpa.

5. ConepkaHve YCTaHABIMBAEMBIX [IJIsl aJpECaToB PETYIMPOBAHUS

orpaHudeHui (00s3aTeILHBIX MPaBUJI TTOBEICHMS ).

IIpennaraercs B [IpaBuiia BHECTH CIEAYIONIME OCHOBHBIE N3MEHEHUS:

YTOYHEHUE ITOHATUUHOTO allapara;

ONpEJEIICHUE  OCHOBAHWUW Ui  MCKJIIOYEHUS  HUCHIBITATEIIbHBIX
naboparopuii  (LIEHTPOB) U3  €AMHOIO  peecTpa  YINOJTHOMOYEHHBIX
OpraHu3aliii, MUMEIOUIMX MPaBO MPOBOJIUTH HCCIEIOBAaHUSA (UCIIBITAaHU)
MEIULMHCKUX U3JICJINN B LIEJSAX UX PETUCTPALINH;

yTOYHEHHUE (POPMBI MPOTOKOJIA HUCCIICIOBAHUN (HUCTIBITAHUN) C LEIbIO

OLIEHKHN OMOJIOTHYECKOr0 JEUCTBUS MEAULIMHCKNAX U3IETNM.

6. MexaHu3M  paspemieHuss MpoOieMbl W JOCTIDKCHHS  IIeNd

pPEryJIMpOBaHus, MNPEAYCMOTPEHHBIM NpoekToM pemeHus Komwuccun
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(orMcaHWe  B3aUMOCBSI3W  MEXIYy  MpeJlaraéMbIM  PEryIMPOBAHHEM

U peraeMoil mpoliemoi).

MexaHu3m penieHusi MpoOJeMbl 3aKJIFOUAECTCS B CO3JAHUM  EIUHBIX
MpaBWI TPOBEJACHUS HUCCICIOBaHUM (UCIBITAHUI) C I1ENbI0  OILICHKH
OMOJIOTUYECKOTO JICHCTBUS MEOUIIMHCKUX U3IeTUd W TpeOOBaHUU K
YIOJIHOMOYEHHBIM  OpraHu3alysiM,  HUMEIOIIMM  TPaBO  IPOBOJUTH
UCCJICIOBAHUM (MCIBITAHUM) C 1IEJIbI0 OIEHKH OMOJIOTMYECKOIro JIEUCTBUS
MEIUIMHCKUX M3JEIUN, B IEeIIX OO0eCHeYeHUs B3aUMHOIO JOBEpHS
TrOCY/IapCTB-WICHOB K pe3ylbTaraM WCIBITAHUM, COKpallleHUusT BPEMEHU
BBIXOZa MEIMIIMHCKOTO WU3Meaus Ha pblHOK Coro3a U TMOBBILICHUS

AOCTYITHOCTHU MCIAUINHCKUX HSJIGHHP’I.

7.CBefeHuss O PACCMOTPEHHBIX AaJbTEPHATUBAX MpeAjaracMomy

PEryIMPOBAHUIO.

IIpennaraeMoe peryinupoBaHHE COBEPIICHCTBYET YK€ yCTaHOBJICHHBIC
B pamkax Coro3a npasujia MPOBEACHUS UCCIICAOBaHUHN (UCIBITAaHUM) C TIEIbIO
OIICHKH OMOJIOTMYECKOI0 JEHCTBUA MCIHUIMHCKUX M3ACINH, a TakKkxKe
TpeOOBaHUS K YIOJHOMOUYCHHBIM OpraHU3allusM, HMECIOIIUM IPaBO
MIPOBOJIUTh HCCIICIOBAaHUM (MCIIBITAHUM) C 1I€JIbI0 OIEHKH OHWOJIOTHYECKOTrO

JNICUCTBUS MEIUIIMHCKUX U3JICIINU.

8. HOpMaTI/IBHO-HpaBOBOG OCHOBAHHUC JIA IPUHATHA IIPOCKTA PCIICHUA

Komuccumn.

ITynkt 2 crareu 31 JloroBopa o EBpa3uilcCkoM SKOHOMHYECKOM COO3€
or 29 mas 2014 roma, nyHktel 4 u 5 crareu 4 CornamieHuss 0 €IUHBIX
NPUHIAINAX W TIpaBHJIaX OOpaIlleHUS MEIUIMHCKUX H3AeIUi (M3IeNHid
MEIMIIMHCKOTO Ha3HAY€HUS M MEAUIMHCKOM TEXHUKH) B  paMKax

EBpaswuiickoro sxoHOMU4eCKOro coroza ot 23 gekadps 2014 roma, MyHKTHI
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105 u 106 mnpunoxenus Ne 1 k Permamenty paborel EBpasuiickoil
DKOHOMHYECKOW  KOMHCCHM, yTBEpKAEHHOMY Pemennem  Bricuiero

EBpasuiickoro skoHoMudeckoro copeta oT 23 nekabpst 2014 . Ne 98,

9. Chepa momuomounii Komuccuu, K KOTOpOW OTHOCHUTCS MPOEKT

pemenus EOK.

PerynupoBanue oOpaiieHuss MEAUIIMHCKUX U3AEIUd U (HOpMUPOBAHHE

00111eT0 pbhIHKA MEIMIIMHCKHUX U3euil B paMmkax Coro3a.

10. ®HAHCOBO-D)KOHOMHYECKUE IIOCIEACTBUS MPUHATHSA IPOEKTa

pemienust Komuccuu aiist cyObeKTOB NPEANPUHUMATENBCKON I€ATETbHOCTH.

[Ipemmaraemple m3meHneHus B [IpaBuia TO3BOMAT CHU3UTH BPEMEHHBIC
U (pMHAHCOBBIE W3JIEPKKHU MPOU3ZBOJUTENICH HA PETUCTPAIIMIO METUITMTHCKUX
M3JICIUNA, TOCKOJIBKY HX peanu3amusi 00ecleyuT B3auMHOE NpHU3HAHUE
pPE3yNIbTaTOB MCCACAOBAHUN (MCIBITAHUMN) C 1I€JIbI0 OLIEHKU OMOJIOTHYECKOTO
JCHCTBUSI MEUIIMHCKUX U3JIEIHIA B TOCYIapCTBA-YICHAX.

Bcenencreue npunsTus npoekra pemeHuss Komuccuu mpezmnosnaraercs
UCKITIOYCHHUE TyOIIMPOBAHUS WCCIICIOBAHHUM (UCIIBITAHUN) METUITMHCKUX
M3JICNANA B TOCYAapCTBax-uJIeHaX.

B pesynbrare npou3BOAUTENh MEIMIIMHCKOTO W3JETUs IOJydaeT
YIOPOIIEHHBI JocTynn Ha oOmuid pbiHOK Coro3a mnpu 0Oojee HU3KHUX

BPEMCHHBIX 1 (bI/IHaHCOBBIX 3arparax, 4eM B HACTOAIICC BPCM:I.

11. IIpenmnonaraembie CPOKH BCTYIUJIEHHS TTpoekTa peureHuss Komuccun
B CHITY.
ITo wucteuenmm 180 xkameHgapHBIX AHEH ¢ JAarhl O(UIIMATIBLHOTO

OITYOJINKOBAHMSI PEIICHUS.

12. Oxkupmaemblil pe3yabTaT PeryJupOBaHUS.
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B  pesynprare  perynupoBaHHS ~— IpEAnojaraercs — 0O0CCICYHTH
MOBBIINICHUE JTOCTYIMHOCTH O€30MacHbIX, Ka4eCTBEHHBIX M A()PEKTUBHBIX
MEIUIIMHCKUX W3JCIHNM, CHIKCHHUE aJMUHUCTPATUBHON HAarpy3Kd Ha
CyOBEKTHl TPEIIPUHUMATEIIBCKON JIEATCIIbHOCTH IyTeM OOCCIeUeHUs
MPU3HAHUS PE3YAbTATOB HCCIACAOBAaHMM (MCHBITAHUN) C IIEJBI0 OICHKU
OMOJIOTUYECKOTO JEUCTBUS MEAWIMHCKAX HM3ACIMA BO BCEX TOCydapCTBax-
qJIeHaX, B3aUMHOE JOBEPHE TOCYIapCTB-UJIEHOB IIPH PACCMOTPEHUU U
COTJIACOBAHWM TOCYyAapCTBAaMH TMPU3HAHUS OKCIEPTHOTO  3aKIIOYCHUS
pedepeHTHOrO TocyaapcTBa B paMKax IIPOBEACHHUS CIMHOW MPOICTYpPHI

perucTpannu MEIUIMHCKOTo u3jenus B pamkax Coro3za.

13. Onucanne OIbITa rOCYJIapCTB — YJICHOB EBpasutickoro
SKOHOMHMYECKOTO COK03a W MEXKIYHAapOAHOTO OIbITa PETyIUpOBaHUs
OTHOLICHUW, ABIIOIIMXCS NpPEeIMEeToM IpoekTa pemeHus Komuccuu

(c 000CHOBaHHEM €T0 MPOTPECCUBHOCTH U IPUMEHUMOCTH ).

B rocymapcrBax-uieHax ~npu  TOCYAAPCTBEHHOW  pETMCTpalliU
MEIUIMHCKUX M3JeNUi AercTBYIOT [lpaBuiia perucTpaiii M SKCIEepPTU3bI
O0e3omacHOCTH, KadecTBa U AP(EKTUBHOCTH MEIUIUHCKUX HW3JIEIUH,
yrBepkaeHHble Pemennem CoBera Komuccuu ot 12 dgepans 2016 . Ne 46, u
B MEPEXONHbIA nepuoa 10 koHna 2021 roga — HalMOHAJIBHBIE MPOLIEAYPHI
pETUCTpanui.

B nensx perucrpanuu MEOUUMUHCKUX W3ACIANA B COOTBETCTBHH C
npaBoMm Coro3a npumensitorcs [IpaBuna, KoTopbie 00eCeynBalOT B3aUMHOE
PU3HAHUE PE3YJIBTATOB UCIIBITAHUN B TOCYAapCTBaX-UJICHaX.

PerynupoBanue oOparieHus, B TOM 4Kciie TpeOOBaHUS K MPOBEIACHUIO
VCTIBITAHUN MEIUIMHCKUX W3AeJIuKd B EBpOIEMCKOM COI03€ B HACTOAIICE
BpeMs ycraHoBieHo JupekruBamu CoBera ot 14 wurons 1993 r. 93/42/EEC

OTHOCHUTEJIbHO MeIUIMHCKUX u3aenui (¢ 26.05.2020 neicTByeT 4acTHYHO);
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ot 20 utonst 1990 1. 90/385/EEC oTHOCHUTENBHO COMMKEHMS 3aKOHOIATEIHCTB
roCyIapCTB-WICHOB, KaCaroIIXCS AKTUBHBIX UMILIAaHTHPYEMBIX
MEIUIMHCKUX MpuOopoB (aeiictByeT 10 26.05.2020); ot 27 oktabpst 1998 r.
98/79/EC  OTHOCHUTENHbHO MEIUIMHCKUX CpPEICTB g jJ1abopaTopHOit
JTMArHOCTHKH in Vitro (neficTtByet 10 26.05.2022).

[To ucTeueHny yCTaHOBIGHHOTO MEPEXOMHOTO TIEPHOAa PETYIIMPOBAHNE
oOpameHuss MEIWIIMHCKUX wu3Aenuid B EBpomelickom coroze  Oymer
OCYIIECTBIITBCS B COOTBETCTBHMM ¢ Permmamentamu  EBpomeiickoro
napaamenta u  Cosera or 5 ampens 2017 roma 2017/745/EU  mo
MequimmHCcKuM m3neusm u 2017/746/EU 1o MEOUIIMHCKUM U3IEIUIM JUIA
JTUArHOCTUKH in Vitro, B IPWIOKEHUSAX X KOTOPBIX OIPEACNICH TMOPSIOK
IIPOBEICHNUS MCIBITAaHUN 00pasa MEAWITMHCKOTO M3CIHS IS OLICHKH €ro

COOTBETCTBUS TPEOOBAHUS YKA3aHHOTO PEIIaMEHTA.

14. CBenenusi 0 MPOBEACHUM IMYOJUYHOTO OOCYXKJICHHUS MPOEKTa

peuienus Komuccun.

15. CBenenus 0 3aKII0YEHUU 00 OLICHKE PEryJIHUPYIOIIETr0 BO3ACHCTBUS

Ha IMMPOCKT PCIICHUA Komuccun.

16. Unas wunHbopmManusi, OTHOCSINASICS, MO MHEHHUIO JenapTamMeHTa
Komuccun, OTBETCTBEHHOTO 3a MOATOTOBKY IpoekTa pemieHuss Kommccuw,
K OCHOBHBIM CBEJICHUSIM O TpoekTe penieHuss Komuccum u (Wiv) o €ro

IIOATOTOBKE.

[Tpoexr pemenust Komuccuu paspaboTaH M OJOOpEH CO3JaHHOM MpH
Komnernn Komuccuu pabodeit rpymmoii mo (GopMHUPOBAHHUIO OOIIMX MOIX0/I0B
K pEeryJupoBaHUIO OOpallleHUs MEIUIMHCKUX M3JeIUid B  paMKax

EBpEBPIﬁCKOFO OKOHOMHWYCCKOIo CO34a, B COCTaB KOTOpOﬁ BXOOAT
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NpCACTABUTCIIM  YIIOJIHOMOYCHHBIX OPraHOB TIOCYAApCTB-HJICHOB H Ou3HeC-

cooOrecrna.



