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

HanmenoBanue mnpoekra pemeHus: «O BHECEHHMM W3MEHEHUU B

[IpaBriia mpoBeAEHNS TEXHUUECKUX UCTIBITAHUN MEIULIMHCKUAX U3IECTUI.

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

EBpazuiickoii s3koHOMUYeCcKo koMmuccuu (fanee — Komuccus).

N3menenuss B IlpaBuia TIpOBEACHUS TEXHUYECKUX MCIIBITAHUU
MEIMIMHCKUX W31euid, yTBepxkacHHble Pemenuem Coera EBpasuiickon
sKOHOMHUYECKoM komuccuu ot 12 ¢gepansa 2016 1. Ne 28 (nanee — IlpaBuna),
pa3paboOTaHbl IO MPEAJOKEHUSIM YYaCTHHUKOB paldodeil Tpynmbl 10
dbopMupoOBaHUIO  OOIIMX TOAXOJOB K  PEryJIMpOBaHUIO  OOpalieHUs
MEIULIMHCKUX W3ICIMM B paMKax EBpa3uiCKOr0 3KOHOMHUYECKOIO COHO3a,
SABJISIOLIUAXCSA IPEICTABUTENSAMU YIIOJTHOMOUYEHHBIX OpPraHOB TOCYAAapCTB —
ywieHoB EBpa3uiickoro »KOHOMHUYECKOTO CO03a (Jajiee COOTBETCTBEHHO —
rocynapcTBa-wieHbl, Coro3) u On3Hec-coo0IeCcTBa.

[IpaBornpuMeHUTENbHAS NPAKTUKA 10 PE3YIbTaTaM BCTYIUICHUS B CUILY
[IpaBun  BbISIBUJIA  HEOOXOAMMOCTh  COBEPIICHCTBOBAHUS  OTJECIBHBIX
nosnoxeHuu [Ipasui, B TOM 4KCIIE B CBA3U C TEM, UTO MOCJIE UX YTBEPKIACHUS
OBbLT TIPUHAT P B3aMMOCBSA3aHHBIX akTOB KoMuccuu, B COOTBETCTBUHU C

KOTOPBIMH MOTPEOOBAIOCh BHECTH yTOuHEeHUs B [IpaBuia.
2. llens perynmupoBaHuUs.

[Hensamu npunsTUs npoekra peuenus: Copera Komuccuu sBIsroTCs:
dbopMHpOBaHUE €IUHBIX MPABUII MPOBEACHUS TEXHUYECKUX UCIBITAHUN

MEIUIIMHCKUX H3ACIUM, U 00ecleueHrne B3auMHOTO JIOBEpHUS TOCYIapCTB-
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YJICHOB K pe3y/bTaraM HCIbITAHUNA METUIIMHCKUX U3JIeNIUI, B TOM YUCIIE TIPU
COIIaCOBAaHMM TOCYIApCTBAaMU MPU3HAHUSA JKCIEPTHOTO  3aKIIOYEHUS
pedepeHTHOTO TOoCymapcTBa TMPU TPOBEACHUHM  €IWHON  MPOIEAYPHI
perucTpanuy MEAUIMHCKOTO u3aenus B pamkax Corosa;

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

Tpe6yeMBIX Ha UCIIbITAHUEC MEINITNHCKUX HBHCHHﬁ.

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

pemienusa Komuccum.

IIpoext pemenns CoBera Komuccuu HarpaBiieH Ha 3alIUTy UHTEPECOB
namueHTa (Kak KOHEYHOTO MOTPEOUTENs] MEAUIIMHCKOTO U3JIEIUsI), CUCTEMBI
3[paBOOXPAHEHUsI B LEJIOM (KaKk MEPBUYHOIO MOTPEOUTENISE MEAUIIMHCKHUX
U3JIeNIM), a TaKXKe IMPOU3BOIUTENICH  MEIUIMHCKUX  HU3ACIUM U

UCIIBITATENIbHBIX JJa00paTopuil (LIEHTPOB).

4. Anpecarbl ~ peryaupoBaHMsi, B~ TOM  4YHCJI€  CYOBEKTHI
OpEANPUHUMATENFCKOM  JIeATeIbHOCTH, MW BO3JICUCTBUE, OKa3bIBaeMOE

Ha HUX PETYITHUPOBAHUEM.

AnpecaraMu peryMpoOBaHUsl SBISIOTCS TPOU3BOIUTEIN METUIIMHCKUX
U3JIeTUH, YIOJTHOMOYEHHBIE pEICTaBUTENH MIPOU3BOUTEIICH,
JTUCTPUOBIOTOPHI, VCIIBITATEIIbHbBIE naboparopuu (eHTpHl),
yIOJTHOMOYEHHBIE OpraHbl (OpraHu3alliyd) TOCYIapCTB-WICHOB B cdepe
peryupoBaHus OOpaIlleHUs] MEAUIIMHCKUX U3IEIIHH.

BosneiicTBue Ha aapecaroB peryJupOBaHUs 3aKIIFOUACTCS:

B OTHOIICHUM TMPOU3ZBOIUTENECH MEIUIIMHCKUX H3IEIUN YTOUHSIIOTCA

P cOoBaHMS K IIPOU3BOAUTCIIAAM (yr[ OJIHOMOYCHHBIM  IIPCACTABHUTCIIAAM
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MPOU3BOJUTEINS) B BOIPOCAX MOATOTOBKH JOKYMEHTOB, HEOOXOIHUMBIX MJis
MIPOBEACHNS TEXHUUECKUX UCTIBITAHUI MEAUIMHCKOTO U3/EIINS;

B OTHOILIEHUH HCIBITATENBHBIX J1a00paropuil (LIEHTPOB) YTOUHSIOTCS
npoleaypa NpoBEICHNsS TEXHUYECKUX HUCHBITAHUM MEIUIMHCKOTO W3ZIENHs,
KpUTEpUM JUIS BKJIIOYEHHUS MCIBITATENbHBIX J1abopaTopuil (LEHTPOB) B
€AUHBIA peecTp YIOJIHOMOUYEHHBIX OpraHu3alMii, HWMEIOUMX MPaBO
IPOBOAUTH UCCIEAOBAHUS (MCIBITAHWS) MEIULIMHCKUX M3JEIUN B LEIAX UX
pEerucTpaluy;

B OTHOIIEHUM YIOJHOMOYEHHBIX OpPraHoB (OpraHu3aluii) B paMmkax
pPErylIMpOBaHUsl  YCTAHOBIICHBl €AMHBbIE OCHOBAHMS Ui  BKJIFOUEHHS
UCIIBITATENIbHBIX ~ Jlabopartopuil  (LEHTPOB) B €OUHBIA  peecTp
YIOJHOMOUYEHHBIX OpraHu3aliil, UMEIOIINX TPaBO MPOBOIUThH UCCIEOBAHUS
(UCnibITAaHUS) MEIMIIMHCKUX W3 B IEIIX HMX PErucTpaiuu, JIuoo

UCKITIOUEHHS U3 YKA3aHHOTO peecTpa.

5. ConepkaHue YCTaHABIMBAEMBIX [IJISl aJpECaToB PETYIMPOBAHUS

orpaHudeHui (00s13aTeILHBIX MPaBUJI TTIOBEICHMUS ).

[Ipenmnaraercs B [IpaBuia BHECTH CIEIYIOIINE OCHOBHBIC M3MCHCHHUS:

YTOYHEHHE MMOHATHMHOTO aImapara;

YTOUHEHHE OOBEKTOB, B OTHOIIEHHM KOTOPBIX HE TpelOyercs
MIPOBEJICHUE TEXHUUCCKUX UCTIBITAaHUH;

ONpe/eiCHUe  OCHOBAaHWUW ISl  UCKIIFOUEHHUSI  HCIBITATEeJIHHBIX
naboparopuii  (IIEHTPOB) U3  €IMHOTO  peecTpa  YIMOJHOMOYEHHBIX
OpraHM3alfii, UMEIIIUX MPaBO MPOBOJUTH HCCICIOBAHMS (MCIIBITAHUS)
MEIUIIMHCKUX U3JICTIUN B IEJIAX UX PETUCTPALINH;

yTOYHEHUE (POPMBI MTPOTOKOJIA TEXHUIECKUX UCTIBITAHUN METUITUHCKUX

W3 CIINH.

6. MexaHn3M  paspemieHuss MpoOieMbl W JOCTIDKCHHS  1IeNd
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pPEryIupOBaHus, IPEAYCMOTPEHHBIM MNpoekToM pemenus Komuccun
(orMcaHWe  B3aUMOCBSI3W  MEXIYy  IpeJlaraéMbIM  PETryIUPOBAHHEM

U peraeMoil mpobiemoit).

Mexanu3m perieHusi npoOJaeMbl 3aKIIOYAeTCd B CO3JAHUM EAMHBIX
MpaBUJl NPOBEICHUS] TEXHUYECKUX HCIBITAHUA MEIUUMHCKUX H3ACIIUNA U
TpeOOBaHUN K YIMOJHOMOYECHHBIM OpraHU3alvsM, HWMEIOIIUM IPaBO
IPOBOAUTh TEXHUYECKUE MCHBITAHUS MEAMIMHCKUX M3JIEIUi, B LEJsIX
oOecrieueHHs] B3aMMHOIO JIOBEpHUs TOCYJApPCTB-WJIEHOB K pE3ylbTaram
UCIIBITAHUM, COKPAILIEHUS BPEMEHU BBIXOIA MEAWULMHCKOTO W3IEIUs Ha

PBIHOK Coro3a ¥ OBHIIICHUS AOCTYITHOCTb MCINIIMHCKHX HSﬂeHHﬁ.

7.CBeneHuss O PACCMOTPEHHBIX —aJBTEPHATHBAX MPEIIaracMoMy

PEryIMPOBAHUIO.

[IpeqyaraeMoe peryJMpoBaHUE COBEPILICHCTBYET YK€ YCTAHOBJICHHbBIC
B pamkax Coro3a mnpaBuja MPOBEACHUS TEXHUYECKUX UCIHBITAaHUN
MEIUIMHCKUX U3JIeTMH, a Takke TpeOOBaHUS K YIOJIHOMOYEHHBIM
OpraHu3alysM, HUMEIOIIMM TMPAaBO MPOBOJUTH TEXHUYECKHE HCIBITAaHUS

MEIUIIUHCKNAX U3IEITHHN.

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

Komuccun.

ITynkr 2 crareu 31 JloroBopa o EBpa3uilcCkoM SKOHOMHYECKOM COKO3€
or 29 mas 2014 roma, nmyHktel 4 u 5 crareu 4 CormnamieHuss 0 €IUHBIX
OpPUHIMIIAX U TpaBuiax oOpamieHus MEAUIMHCKUX W3Ieanil (u3nenuit
MEIUIIMHCKOTO HAa3HAYeHUs M  MEOUIMHCKOM TEXHUKH) B  paMKax
EBpasuiickoro 3koHOMHYECKOro coro3a ot 23 nekadbps 2014 roma, MyHKTHI
105 u 106 mnpunoxenus Ne 1 k Permamenty pabotsl EBpasuiickoit

DKOHOMHYECKOM  KOMHCCHUM, yTBEpKIACHHOMY Pemenunem  Bsicuiero
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EBpasuiickoro skoHoMudeckoro copeta ot 23 nekabpst 2014 . Ne 98,

9. Chepa mnomnomounit Komuccuu, K KOTOPOH OTHOCHUTCS MPOEKT

pemenus EOK.

PerynupoBanue oOpaiieHusi MEAUIIMHCKUX U3IAEIUid U (HOpMUPOBAHHE

001I1ero prIHKa MEAUITMHCKHUX M3eaui B pamkax Corosa.

10. ®UHAHCOBO-D)KOHOMHYECKUE TOCIEACTBUS TPUHATHUSA IPOEKTa

pemienust Komuccuu aiist cyObeKTOB NPEANPUHUMATENBCKON E€ATETbHOCTH.

IIpennaraempble n3MeHeHus: B [IpaBuiia mo3BOJIST CHU3UTH BPEMEHHbBIC
1 (PMHAHCOBBIE U3JICPKKU MPOU3BOJUTENCH HAa PETHCTPAIMI0 MEAUIIMHCKUX
U3JICJIM, TIOCKOJBKY HX peanu3ainusi o00eCHeYUT B3aMMHOE IPU3HAHUE
PE3YJBTAaTOB TEXHUYECKUX UCIBITAHUM B TOCYIapCTBA-UJICHAX.

BcenencrBue npunATHs npoekta perieHuss Komuccuun mnpeanonaraercs
UCKJIIOYEHUE JyOIMpOBaHUSI MCHBITAHUM  MEIUUMHCKUX  M3JEIUA B
rocyaapcTBax-ujieHax.

B pesynbrare mnpou3BOAUTENh MEIMIMHCKOTO W3JAETUS IOMydaeT
YIOPOUIEHHBI JocTynn Ha oOmuid peiHOK Coro3a mnpu 0Oojee HU3KHUX

BpPCMCHHBLIX U (bI/IHaHCOBBIX 3arparax, 4€M B HACTOAIICC BPpEMsI.

11. IIpeanonaraembie CPOKH BCTYIUICHUS TPOEKTA pemeHnss Komuccun
B CHILY.
[To wucreuenun 180 kameHgapHBIX JHEH C Jarbl O(UIMAIBHOTO

OITYOJINKOBAHMUSI PEIICHUS.
12. Oxkupmaemblil pe3yabTaT PeryJInpOBaAHUS.

B pesynprare  perynupoBaHHS ~ TpeAnojaraercs — 00ECIEYHTh
MOBBIIMICHUE JIOCTYIMHOCTH O€30MacHbIX, Ka4eCTBEHHBIX M A()PEKTUBHBIX

MCAUITMHCKUX H3ﬂ€HHﬁ, CHHM)KXCHUC a,HMHHHCTpaTHBHOﬁ Harpy3Kkm Ha
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CYOBEKTBl TPEINPUHUMATEIBCKON JACSTEILHOCTH IyTeM 00ecredeHus
MIPU3HAHUS PE3YJIbTATOB TEXHUYECKUX HCIBITAHWN BO BCEX TOCydapcTBax-
YIeHaX, B3aUMHOE JOBEpPHE TOCYIAPCTB-UJIEHOB IIPH PACCMOTPEHUU U
COMNIACOBAHMM  TOCYJAapCTBaMU MPU3HAHUS OKCIEPTHOIO  3aKJIIOYEHUS
pedepeHTHOrO TOCynapcTBa B paMKaxX MPOBEJACHUS €IUHON MPOIEeayphl

perucTpanuy MEIUIMHCKOTO u3aenus B pamkax Corosza.

13. Onucanne OIbITa rOCyZIapCTB — YICHOB EBpasutickoro
SKOHOMHMYECKOTO COK03a W MEXKIYHApPOAHOTO OIbITa PETYyIUpPOBaHUS
OTHOLIEHUH, SBJSIIOUIMXCS MpeAMETOM TMpoekra pemenus Komuccun

(c 000CHOBaHHEM €T0 MPOTPECCUBHOCTH U TPUMEHUMOCTH).

B rocymapcrBax-ujieHaX ~TpU  TOCYIApCTBEHHOM  perucTpaiuu
MEIULUMHCKUX W3IEIUN NerCTBYIOT [IpaBuia perucrpauuu M 3KCHEPTU3HI
0e30ImacHOCTH, KadecTBa U A(PGEKTUBHOCTH MEIUIMHCKUX — W3JCIIUM,
yrBepxkaeHHble Pemiennem Coera Komuccuu ot 12 gepans 2016 . Ne 28, u
B NepexoaHbld nepuoa A0 koHia 2021 roma — HaMOHAJIBHBIE MPOLIEAYPHI
pEerucTpalyu.

B wmensx peructpanud MEAMIIMHCKUX U3JIETMHA B COOTBETCTBHM C
npaBoMm Coro3a npumensitorcs [IpaBuna, KkoTopbie 00€CeynBalOT B3aUMHOE
IPU3HAHUE PE3YJIFTATOB HCIIBITAHUN B TOCYAapCTBaX-UJIEHAX.

PerynupoBanue oOpalieHus, B TOM 4Kciie TpeOOBaHUS K MPOBEIACHUIO
UCHBITAHUM MEOUUMHCKUX W31enui B EBpONEncKoM CcOr3€ B HACTOSIIEE
BpeMs ycraHoBieHo JupekruBamu CoBera ot 14 uronsa 1993 r. 93/42/EEC
OTHOCHUTEJIbHO MEeAUIMHCKUX m3aenuit (¢ 26.05.2020 neicTByeT 4aCTHYHO);
ot 20 mroust 1990 r. 90/385/EEC orHOCUTENBHO COMMKEHUS 3aKOHOAATEILCTB
rOCY/IapCTB-4JICHOB, Kacarouuxcs AKTUBHBIX MMILTAHTUPYEMBIX

MEUIIMHCKUX MPUOopoB (aeiictByeT 10 26.05.2020); ot 27 okTsi6psa 1998 .



7

98/79/EC  OTHOCHUTENLHO MEIUIMHCKUX CpPEICTB Jjia J1abopaTropHOil
JTMArHOCTHKH 1n Vitro (aeiicTByet 10 26.05.2022).

ITo ucreyeHnn ycTaHOBIEHHOIO NIEPEXOIHOTO MEPUOIa PETYITUPOBAHUE
oOparieHuss MEIWIMHCKUX u3Aenuid B EBpomelickom coroze  Oymer
OCYHIIECTBIATBCA B  COOTBETCTBUM ¢ Pernmamenramm  EBpornenckoro
napiamenta u Coera or 5 ampens 2017 roma 2017/745/EU  no
MenuiuacKkuM m3aenusam u 2017/746/EU o MEIUIIMHCKUM W3ICIIUAM T
JTUArHOCTUKU in Vitro, B TPWIOKEHUSX X KOTOPBIX OIMPEACNICH MOPSIOK
MPOBEJICHUSI UCIBITAHUM 00pas3ia MEIUIIMHCKOTO M3ACIHS JJIsl OIEHKHU €ro

COOTBCTCTBUA Tpe6OBaHH$I YKa3aHHOTI'O pCrilaMcHTaA.

14. CBenenrsi 0 MpPOBEACHUM NYyOIMYHOTO OOCYXKACHUS MPOEKTa

pemenus Komuccum.

15. CBeneHus 0 3aKIH0OYEHUN 00 OLICHKE PETYIUPYIOLIETr0 BO3ACHCTBUS

Ha MpOEKT pemeHus Komuccun.

16. Unas wundopmaliys, OTHOCSIIASACS, MO MHEHHUIO JenapTaMeHTa
Komuccum, oTBETCTBEHHOTO 3a IMOATOTOBKY IIpoekTa pemieHus Kommccuw,
K OCHOBHBIM CBEJICHHUSM O TIipoekre pemieHus Komuccum u (wiam) o ero

IIOATOTOBKE.

ITpoekt pemenns Komuccnu pa3paboraH u 0Om00OpeH CO3MAHHOM IIpH
Komnernn Komuccuu pabodeit rpyrimoi mo ¢opMupoBaHUIO OOIIUX MMOIX0/I0B
K PpEryJIMpOBaHUIO OOpaIlleHUS MEIUIMHCKUX M3JICIUd B  paMKax
EBpa3uiickoro 3KOHOMHYECKOIO COK3a, B COCTaB KOTOPOM  BXOISAT
MIPEJICTAaBUTENIN  YITOJIHOMOYCHHBIX OpPraHOB TOCYJIApCTB-UJICHOB M OW3HEC-

cooOr1ecTna.



