NH®POPMAINNOHHO-AHAIUTHYECKASA CITPABKA
0 MOCJICACTBUAX BJIMAHUA MPOEKTA PelIeHUA
EBpa3uiickoil JKOHOMHY€CKO KOMUCCHH HA YCI0BUSA
BeJCHUS NPeANPUHUMATEIbCKON 1eATeIbHOCTH
HanmenoBanue mnpoekta pemieHus: «O  BHECEHHMM  HM3MEHEHUU

B [IpaBuiia npoBeeHUsT KIMHUYECKUX U KIIMHUKO-I1a00PaTOPHBIX UCIIBITAHUN

(uccieoBaHUM ) MEAUITMHCKUX H3JICITHI).

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

EBpazuiickoii s5koHOMUYeCcKoM koMuccuu (fanee — Komuccus).

N3menenuss B IlpaBwiia mnpoBeneHUS KIMHUYECKUX U KJIMHUKO-
Ja00paTOpHbIX  MCHBITAHUM  (MCCIEOBAaHUM) MEAUIMHCKUX  M3JCIHMH,
yrBepxkaeHHble Pemennem Cosera Komuccun ot 12 deBpans 2016 1. Ne 29
(manee  coorBeTcTBeHHO — IlpaBwiia, wucCHbITaHus), pa3padOTaHBI
N0  MNPEIOKEHUSIM  TPEICTaBUTENCH  YINOJHOMOYEHHBIX  OpraHoB
roOCyIlapcTB  —  YJIE€HOB  EBpa3MMCKOr0  3KOHOMHUYECKOIO  COKO3a
(1asiee COOTBETCTBEHHO — rocyzapcra-wieHsl, Cor3) u OM3Hec-coo0I1IeCTRa.

[IpaBonpuMeHUTENbHAS TTPAKTHKA 110 pe3yIbTaraM BCTYIUJICHUS B CUITY
[IpaBun  BbIsIBUJIA  HEOOXOAMMOCTh  COBEPIICHCTBOBAHUS  OTJECIBHBIX
nosoykenuit [IpaBui, B TOM 4nciie B CBSI3U C TEM, UTO MOCJE UX YTBEPKACHUS
ObLT MPUHAT PSAJ B3aUMOCBSI3aHHBIX akTOB Komuccuu, B COOTBETCTBUU

C KOTOpBIMHU MOTPeOOBaIOCh BHECTH yTouHEeHUs B [IpaBuna.
2. llens perynmupoBaHuUs.

[ensamu npunsTUs npoekra peuenus: Copera Komuccuu sBisroTcs:

dbopMHpOBaHUE  €OUHBIX  TpaBUJ  MPOBEICHUS  UCIBITAHUM,
u oOecreyeHrne B3aUMHOTO JIOBEpPHUS TOCYIapCTB-WJICHOB K pe3ylbTaraM
UCHBITAHUM MEIUIMHCKUX W3JICIMM, B TOM YHCJIE IMPU COIIACOBAHUU

rocygapcTBaMy TMPHU3HAHMUS  OKCIEPTHOTO 3aKiIoueHus pedepeHTHOro
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rocyiapcTBa MpH MNPOBEACHUHM E€OUHOW  MPOLEIYPhl  PErUCTPaALUH
MEJIUIIMHCKOTO n3/1enus B pamkax Coro3a;

o0ecrieueHUe JOCTYMHOCTH MEIUIIMHCKUX W3ACIUM Ha PBIHKAX
rOCyIapCTB-WICHOB IYTEM ONTHUMHU3ALMM BPEMEHHBIX U TPYIOBBIX 3aTpar,

Tpe6yeMHx Ha UCIIbITAHUEC MEANINHCKUX HBI[GHPIﬁ.

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

pemenusa Komuccum.

IIpoekt pemennst CoBera Komuccnu HarpapiieH Ha 3aIIUTY UHTEPECOB
NAlMEHTOB U YYACTHUKOB MCHBITAHUM, CUCTEMBI 3/IPAaBOOXPAHEHUS B 1EJI0OM
(KaKk TEepBUYHOrO TMOTpPeOUTENIE MEAUIMHCKUX U3JEIUi), a Takke

IIPOU3BOAUTEIIEN MEAULIMHCKUX U3JIEIMN U MEIUIIUHCKUX OPTraHU3allUi.

4. Anpecatbl  peryadpoBaHus, B TOM  YHCIE CyOBEKTHI
OPEANPUHUMATENLCKOM  JIEATEIbHOCTH, M  BO3JCUCTBUE, OKa3bIBaeMOE

Ha HUX PETYITHUPOBAHUEM.

AJnpecaramy peryJupoBaHUs SBISIOTCS MTPOU3BOAUTEIN METUIIMHCKUX
U3CIUH, YIIOJTHOMOUYECHHBIE TTPEICTAaBUTEN TPOU3BOAUTEINICH, MEIUIIMHCKUE
OpraHMU3alliM, YIIOJHOMOUYECHHBIE OpraHbl (OpraHu3aluy) roCcy1apCTB-4ICHOB
B chepe peryiupoBaHus 00paIieHuss MEIUITMHCKUX U3ICTUH.

BoznelictBre Ha agpecaroB peryiMpOBaHUs 3aKITH0UACTCS

B OTHOIICHUW MPOU3BOAUTEIIEH MEIUIMHCKUX M3JICIUNA YTOUYHSIOTCS
TpeOOBaHUS K TPOM3BOAUTEISAIM (YIOJIHOMOYCHHBIM TIPEACTAaBUTEIISIM
MPOM3BOJUTEIISI) B BOIPOCAX IMOATOTOBKH JTOKYMEHTOB, HEOOXOIMMBIX IS
MOJYYEHUSI pa3pelICHUsT Ha TMPOBEICHUE HWCHBITAHUN, IPOBEACHUS
HCIIBITAaHUM;

B OTHOIICHWM MEIUIMHCKUX OpPraHU3alldi YTOUYHSIOTCA NPOLEaypa

IIPOBCACHUA HWCHBITAHUHN MCIUIMHCKOI'O U3ACINA, KPUTCPUHN AJIA BKIIHOUYCHUA
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MEIUIUHCKUX OpPraHu3alMd B  €AWHBIA  PEECTpP  YIMOJHOMOYEHHBIX
OpraHu3aiuii, UMEIOIIMX IPaBO IMPOBOJIUTH HCCICAOBAHUS (UCIBITAHUS)
MEIUIUHCKUX U3JICJINMI B LIEISAX UX PETUCTPALNY;

B OTHOILIICHUM YIIOJIHOMOYEHHBIX OPraHOB (OpraHu3aluii) rocyaapcTB-
YICHOB B cdepe peryiupoBaHHsS OOpaIieHus MEIUIIMHCKUX HW3IeTui
YCTAHOBJICHBI €IMHBIM TOPSJOK BBIAAYM PAa3pPEUICHUST Ha MPOBEICHUE
UCTBITAHUM, €OUHBIC OCHOBAHUA IS  BKJIIOUCHUS  MEIUIMHCKHX
OpTraHu3alii B €IMHBIN PEECTP YMOJHOMOYEHHBIX OpPraHU3alMN, UMEIOIIUX
paBO MPOBOJIUTH HCCIICNOBAHUS (MCHBITAHUSA) MEIUIMHCKUX W3JICIUN

B IIEJISIX UX PErUCTpalvu, MO0 UCKIIFOYEHHUS U3 YKa3aHHOT'O peecTpa.

5. ConmepxaHue YCTAaHAaBIMBAEMBIX JJI1 AJpECaroB pPETYIUPOBaHUs

orpaHudeHui (00s13aTeIbLHBIX MPaBUJI TOBEICHMS).

[Ipennaraercs B [IpaBuia BHECTH ClENYIOIINE OCHOBHBIE U3MEHEHMUSI:

YTOYHEHHE MOHATUMHOIO anmnapara;

YTOYHEHHUE YCIOBUWA TMOJYYEHHS] KIMHUYECKUX  JIaHHBIX  JUIS
IPOrpaMMHOI0 00ECTICUCHUS], SIBIISIOIIECTOCS MEAUIIMHCKUM U3/IETTUEM;

YTOYHEHUE YCIOBUM COMOCTABUMOCTHM MEIAUIMHCKUX W3JECTUN Mpu
PacCCMOTPEHUU KIIMHUYECKUX JTAHHBIX;

YTOYHECHUE TIOpAJIKAa TIOJMYYEHHUS pa3pelieHuss [JIsl MPOBEIACHUS
HCIIBITAaHUM;

yTOYHEHUE TPEOOBaHUM K MPOBECHUIO UCTIBITAHUIA;

YTOYHEHUE OCHOBAHMM MJIsi MCKJIIOYEHHUS MEIUIIMHCKUX OpraHu3alui
U3 E€IUHOTO peecTpa YIMOTHOMOYEHHBIX OpraHu3aluii, MMEIOIUX IPaBO
IIPOBOJIUTH MCCJIEIOBaHUSI (MCIIBITAHUS) MEAUIIMHCKUX U3EIUN B LEJAX UX
perucTparu,

ompeneneHrne TpeOOBaHM K TEXHUYECKOMY (haiily MpOrpaMMHOIO

oOecIieueHus, SIBJISIOIETOCs MEIUIIMHCKUM U3EIIUEM;
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yTOYHEHHE (POPMBI OTUETOB UCIIBITAHUN.

6. Mexaau3M  paspemnieHus NpoOiIeMbl ©W  JOCTIDKEHUS  IIeJd
pEryIMpOBaHUs, TPEIYCMOTPEHHBIA MpPOEKToM pemeHus Komuccnn
(ommMcaHWEe  B3aUMOCBSI3M  MEXIy  MpelaraéMbiM  PETyIMPOBAHHEM

U perraeMoit mpoOiemMoin).

MexaHnu3m perieHusi mpoOJeMbl 3aKIIOYAeTCS B CO3JAHUM EIAMHBIX
OpaBujl TPOBEJICHUS HWCHBITAHUM M TpPeOOBAaHMM K YIOJIHOMOYEHHBIM
OpraHu3alusM, MMEIIIMM MpaBO MPOBOAUTh WCHBITAHUS, B LEJSIX
oOecrieueHUs] B3aUMHOIO JIOBEpPHUS TOCYIApCTB-UJIEHOB K pe3ylbTaraM
UCIIBITAHUM, COKpAllleHUs] BPEMEHU BbIXOJA MEIULHUHCKOTO U3JEIus

Ha PBIHOK Coro3a 1 NOBBIICHUS AJOCTYIITHOCTH MCIUIUHCKHUX HSHCHHﬁ.

7.CBefeHuss O PACCMOTPEHHBIX aJjbT€PHATUBAX MpeIaraeMoMy

PEryIMPOBAHUIO.

[IpeqyaraeMoe peryJMpoBaHUE COBEPILICHCTBYET YK€ YCTAHOBJICHHbBIC
B pamkax Coro3a npaBujia MPOBEICHUS HCIBITAHUNA, a Takke TpeOOBaHUsA
K YINOJHOMOYEHHBIM OpTaHU3alMsM, MMEIOIMM TPaBO  MPOBOAUTH

HUCITBITaHUA.

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

Komuccun.

ITynkt 2 crareu 31 JloroBopa o EBpa3uilcCkoM SKOHOMHYECKOM COO3€
or 29 mas 2014 roma, nmyHktel 4 u 5 crareu 4 CormnamieHuss 0 €IUHBIX
NPUHLIAMNAX W TpaBWIaX OOpaIleHUS MEIUIMHCKUX H3AeIUM (M3IeNnid
MEIUIIMHCKOTO Ha3HAYEHWUs W MEOUIMHCKOM TEXHHWKH) B  paMKax
EBpaswuiickoro sxoHoMu4eckoro coroza ot 23 aekadpsi 2014 roma, MyHKTHI

105 u 106 mnpunoxenus Ne 1 k Permamenty pabGotel EBpaszuiickoit
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DKOHOMHYECKOM  KOMHCCHUM, yTBEpKIAEHHOMY Pemennem  Bricuiero

EBpasuiickoro skoHoMudeckoro copeta oT 23 nekadpst 2014 . Ne 98,

9. Chepa momuomounii Komuccuu, K KOTOpOW OTHOCHUTCS MPOEKT

pemenus EOK.

PerynupoBanue oOpaiieHusi MEAUIIMHCKUX U3IAEIUd U (HOpMUPOBAHHE

00111eT0 phIHKA MEIMIIMHCKHUX U3euil B pamkax Coro3a.

10. ®UHAHCOBO-D)KOHOMHYECKUE IIOCIEACTBUS MPUHATHSA IPOEKTa

pemienust Komuccuu aiist cyObeKTOB NPEANPUHUMATENBCKON JE€ATETbHOCTH.

IIpennaraemple n3MeHeHus: B [IpaBuiia mo3BOJIST CHU3UTH BPEMEHHbBIC
1 (PMHAHCOBBIE M3JICPKKU MPOU3BOJUTENCH HAa PETHCTPAIlMI0 MEIUITMHCKUX
U3JIETINH, TOCKOJIBKY HX peanu3anus o0ecHeuyuT B3aUMHOE MpU3HAHUE
PE3YJBTAaTOB UCIIBITAHUI B TOCYAapCTBA-UJICHAX.

BcenencrBue npunATHs npoekta pemieHuss Komuccuun mnpeanonaraercs
UCKJIIOYEHUE  OyONMpOBaHUSI ~ MCOBITAaHUM  MEAUIMHCKUX  W3JAETUH
B rOCyJlapCTBax-uJIcHaX.

B pesynbrare mnpou3BOAUTENh MEIMIIMHCKOTO W3JAETUs IOMydaeT
noctyn Ha ob6mmii peiHOK Coro3a mnpu  Oosee HUBKUX BpPEMEHHBIX

151 (bI/IHaHCOBI)IX 3arparax, 4eM B HACTOAIICC BPCM:I.

11. IIpenmnonaraemeie CPOKH BCTYIUJIEHHS ITpoekTa perreHus Komuccun
B CHTY.
ITo wucrteuenmm 180 xkameHgapHbIX AHEH ¢ JAarhl  O(UIIMATIBLHOTO

OITYOJINKOBAHMUSI PEIICHUS.
12. Oxkupmaemblil pe3yabTaT PeryJInpOBaAHUSL.

B  pesynprare  perynupoBaHHS ~— TpeAnosjaraercs  00eCIeYHTh

MOBBIIMICHUE JIOCTYIMHOCTU O€30MacHbIX, Ka4eCTBEHHBIX M A()PEKTUBHBIX
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MEIWIIMHCKUX  W3JEIUM, CHIWKEHUE  AIMUHUCTPATUBHOM  HArpy3Ku
Ha CYOBEKTHl MNPEANPUHUMATEIBCKON JEATENBHOCTU IyTEM OO0eCcIeueHus
IIPU3HAHUS  PE3YJAbTATOB HCIBITAHUM BO BCEX TIOCYHapCTBaxX-4JICHAX,
B3aMMHOE€ JOBEPHUE TOCYNAPCTB-YWIECHOB IPH PACCMOTPEHUN U COITIACOBAHUH
rOCy1apCTBaMy TPU3HAHHUS  OKCIEPTHOTO  3aKIIOYECHUS PEPEpPEeHTHOrO
rocylapcTBa IpU MNPOBEIACHUM E€OUHOM  TNPOLEAYypbl  PETHUCTPALMU

MEIMIIMHCKOTO m3enus B pamkax Coro3sa.

13. Onucanne OIbITa rOCyZIapCTB — YICHOB EBpasutickoro
SKOHOMHMYECKOTO COK03a W MEXKIYHApOAHOIO OIbITa PETyJIUpOBaHUs
OTHOUIEHUM, SBJSIIOUIMXCS MpeAMEeTOM Mpoekra pemenus Komuccuu

(c 000CHOBaHUEM €T0 MPOTPECCUBHOCTH U TPUMEHUMOCTH).

B rocymapcrBax-uieHax ~npu  TOCYAAPCTBEHHOW  pETMCTpalliU
MEIULUMHCKUX W3AEIUi JIeucTBYrOT [IpaBuna npoBeAcHHUS KIMHUYECKUX
U KJIMHUKO-JIA0OPATOPHBIX HCHBITAHUK (UCCIIEIOBAHUIN) MEIUIIMHCKHUX
uznenut, yreepkjacHHbie Pemenunem CoBera Komuccum or 12 deppans
2016 1. Ne 29.

B nensx perucrpanuym MEIWIMHCKUX W3IEIUH B COOTBETCTBUU
¢ mpaBom Coro3a npumMensitorces [IpaBumna, kKoropble 00ecreunBaoT B3aUMHOE
IPU3HAHUE PE3YJIFTATOB HCIIBITAHUN B TOCYAapCTBaX-UJIEHAX.

PerynupoBanue oOpalieHus, B TOM 4uciie TpeOOBaHUS K MPOBEIACHUIO
VCHBITAHUN MEIUIUHCKUAX U3IEIUNA B EBPOIIEMCKOM COKO3€ OCYIIECTBISETCS
B cooTBercTBUM ¢ Permamentamu EBponeiickoro mapnamenta u CoBera
or 5 ampens 2017 roma 2017/745/EU 10 MEIUIIMHCKUM H3ACTUIM
u 2017/746/EU mo MeIUIIMHCKUM H3IEINSIM i1 JUArHOCTUKH 1n Vitro,
B NPUWIOKEHUSIX X KOTOPBIX OMNPENENICH MOPSAOK MPOBEACHUS MCIBITAHUMA
oOpasiia MEIUIIMHCKOTO M3ACNus JJIsi OIIEHKM €ro  COOTBETCTBHS

Tp€6OBaHI/I$IM YKa3aHHOT'O PCIiIaMCHTA.
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14. CBeneHust O TPOBEJICHUU MYOTUYHOTO OOCYXKIEHUSI MPOEKTa

pemenus Komuccun.

15. CBenenus 0 3aKJIIOUEHUH 00 OLEHKE PETYIUPYIOLIEr0 BO3ACHCTBUSA

Ha MpOoeKT pemenus Komucenm.

16. nass wHbopMalivs, OTHOCAIIASACA, MO MHEHHUIO JemapTaMeHTa
Komuccun, OTBETCTBEHHOTO 3a MOATOTOBKY ITpoekTa pemeHus Kommccuw,
K OCHOBHBIM CBEJICHUSIM O TpoekTe peunieHuss Komuccun u (Wiau) o €ro

IIOATOTOBKE.

ITpoekT pemenns Komuccuu pa3paboraH U 0Om0OpeH CO3MaHHOM TpH
Komnernn Komuccuu paboueit rpyrmoi no ¢popMupoBaHUIO OOIIUX MOIX0/10B
K pEryJupoBaHUIO OOpamieHus MEIUIMHCKAX W3JIeIUd B  paMKax
EBpa3uiickoro 3KOHOMHYECKOIO COK3a, B COCTaB KOTOPOM  BXOISAT
NPEICTaBUTENM  YIOJIHOMOYEHHBIX OpPraHOB TOCYHapCTB-4JIEHOB, OM3HEC-

coobrecrsa 1 Komuccuu.



