NHOPOPMALINOHHO-AHANUTHUYECKAA CIIPABKA
0 MOCJICACTBUSAX BJIMSIHUA NMPOEKTA PellleHUus
EBpa3uiickoil 53KOHOMHUYECKO KOMUCCHH HA YCJIOBUSA
BeJCHUS NMPeANPUHUMATEIbCKON AesiTeIbHOCTH
HanmenoBanne mpoekra pemieHusi: «O  BHECEHHUH  M3MEHEHUU

B [IpaBuiia npoBeaeHUsI KIMHUYECKUX U KIIMHUKO-T1a00PaTOPHBIX UCIIBITAHUN

(uccnemoBaHu) MEAUIIMHCKUX U3ICITHI.

1. IIpoGiiemMa, Ha pelIeHHe KOTOPOM HANpPAaBIEH IPOEKT PpELIEHUs

EBpazuiickoii skoHoMu4eckon komuccuu (nainee — Komuccus).

N3menennss B IlpaBuna mnpoBeneHHs KIMHUYECKUX U KIMHUKO-
7a00paTOPHBIX  HMCHBITAHUK  (MCCIACAOBAHWUN) MEAMIIMHCKUX  W3JCIHM,
yTBepxkaeHHble Pemiennem CoBera Komuccun ot 12 ¢epans 2016 . Ne 29
(mamee  coorBercTBeHHO — [lpaBwiia, wucneITaHusA), pa3padOTaHbI
0  NOPEMIOKEHUSM  MPEICTABUTENIEWM  YINOJIHOMOYEHHBIX  OPraHOB
rocyaapcTB  —  4ICHOB  EBpa3WiICKOTO  3KOHOMMYECKOTO  COMO3a
(layiee COOTBETCTBEHHO — rocyaapcrBa-uieHsl, Coro3) u Ou3Hec-coooIecTna.

[IpaBonpuMeHUTENbHAS NPAKTHUKA MO PE3YNbTaTaM BCTYIUIEHUS B CHILY
[IpaBun BbIsSIBUIA HEOOXOAMMOCTb  COBEPILIEHCTBOBAHUS  OTIEJIbHBIX
nonoxkeHui [IpaBui, B TOM 4nciie B CBSI3U C TEM, YTO MOCIE UX YTBEPKIACHUS
ObUT TPHUHAT PsiJ B3aMMOCBSI3aHHBIX akTOB Komuccuu, B COOTBETCTBUU

C KOTOPBIMHU MTOTPeO0BaIOCh BHECTH yTouHeHMs B [IpaBuna.
2. llenp perynupoBaHusl.

[emssmu npunaTus npoekra pemenust Corera Komuccuu sBisitoTcs:

dbopMupoBaHrMe  €IMHBIX  TPaBWI  MPOBEACHUS  WCIBITAHUN,
u obOecrieueHue B3aWMHOTO JIOBEpHSl TOCYJApPCTB-WICHOB K pe3yJbTaram
VCOBITAHUM MEIUIMHCKUX W3JEJIMK, B TOM YHCJIE MPHU COIIACOBAHUU

rocyJlapCTBaMu TPU3HAHUS SKCIEPTHOTO  3aKJIIOYEHUS] pePepeHTHOro
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rocyiapcTtBa IpU  NPOBEICHUM  €AUHOW  NPOUEAYPbl  PETUCTPALUU
MEJIUIIUHCKOTO n3enus B pamkax Coro3a;

obecrieueHue JIOCTYNMHOCTH MEIUIIMHCKUX U3JIeIMd Ha pPBhIHKAX
rOCy1apCTB-WJICHOB IIyT€M ONTHMHU3AalUU BPEMEHHBIX M TPYIOBBIX 3aTpar,

TpeOyeMbIX Ha UCTIBITAHUE MEIUIIMHCKUX H3ETUH.

3. 'pynna nun, Ha 3alIMTY MHTEPECOB KOTOPBIX HAIIPABIEH MPOEKT

pemennst Komuccuu.

ITpoekT pemenus CoBera Komuccruu HarpapiieH Ha 3alllATy HHTEPECOB
NAlMECHTOB U YYAaCTHUKOB HMCIBITAHHUM, CUCTEMBI 34PaBOOXPAHEHUS B LIEJIOM
(KaKk TEepBUYHOTO MOTPEOUTENIE MEAUIMHCKUX U3JEIUil), a Takke

IIPOU3BOAUTEIIEN MEAULIMHCKAX U3JIEIIUN U MEIUIUHCKUX OPraHUu3alni.

4. Anpecatsl peryJIMpoBaHus, B TOM yucie CyOBEKTHI
MPEANPUHUMATEIIBCKOM  JICATEIBHOCTH, W BO3ICHUCTBHUE, OKa3bIBAEMOE

Ha HUX PETYIUPOBAHUEM.

AJnipecaramu peryJupoBaHUsl SBIISIIOTCS NPOU3BOIUTEIN MEIUIIMHCKHUX
W3JIEJINH, YIIOJTHOMOUYEHHBIE TIPEICTAaBUTENN MTPOU3BOAUTEICH, MEAULIMHCKUE
OpraHU3alliM, YIIOJTHOMOYEHHbBIC OPTaHbl (OpPTaHU3AIMHU) TOCYapCTB-UJICHOB
B c(hepe perynupoBaHus 0OpaIeHus] MEAUIIMHCKUX U3ICTUH.

Bo3nelicTBre Ha aipecaToB PEryJIUpPOBaHUs 3AKITHOUACTCS

B OTHOIIEHWHU MPOU3BOAUTEIEH MEIMIIMHCKUX HW3ACIUN YTOUHSIOTCS
TpeOOBaHUS K MPOU3BOAUTENSIM (YIOJHOMOYEHHBIM MPEICTaBUTEIISAM
MIPOU3BOJIUTENISA) B BOINPOCAX MOATOTOBKU JTOKYMEHTOB, HEOOXOIMMBIX IS
MOJIYYEHHUs]  pa3pelieHuss Ha TMPOBEJACHUE HUCHBITAHUWA, MPOBEIACHUS
HCIIBITAaHU;

B OTHOIIEHUM MEIUIIMHCKUX OpraHu3alui YTOUHSIOTCS TMPOIEeaypa

IMPOBCACHUA HCHBITaHUHN MCINIUHCKOTO U3ACIINA, KPUTCPUN IJIA BKIIXOUCHUSA
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MEIVMLIMHCKUX OpPraHM3allMii B  €IWHBIM PEECTp  YIOJHOMOYEHHBIX
OpraHu3alMii, MMEILUX MPaBO MPOBOAUTH HCCIEAOBAHUS (UCIBITAHUS)
MEIUIMHCKAX U3IEIINN B LEIISIX UX PETUCTPALINY;

B OTHOILIEHUHU YIIOJIHOMOUYEHHBIX OPraHOB (OpraHM3aluii) roCylapCTB-
YJIEHOB B cQepe peryaupoBaHus oOOpalleHus MEAULMHCKUX H3IETuil
YCTAHOBJIEHBl E€IUHBIA TOPSAOK BBbIAAYM pPa3pelICHHUs Ha IPOBEICHUE
VCIBITAHUM, €AUHBIE OCHOBAaHUSA  JUId  BKJIIOYEHUS  MEIULIMHCKUX
OpraHu3alyi B €AUHBIA PEECTP YIIOJIHOMOUYEHHBIX OpPraHU3allli, UMEIOLINX
IpaBO IPOBOJWUTH MWCCIIEIOBAaHUS (MCHBITAHUSA) MEOULUMHCKUX U3JEIUN

B LCIIAX UX PCTUCTPALINH, 00 MCKITIOUCHHUS U3 YKa3aHHOI'O pecCTpa.

5. ConepxaHue YCTAaHABIMBAEMBIX JUISl aJpPECATOB PETYIHPOBAHUS

orpaHuueHui (00s3aTEIBHBIX MPABUI TOBEIACHUS ).

IIpennaraerca B [IpaBuiia BHECTH ClIeyIOIKME OCHOBHBIE U3MEHEHHS:

YTOYHEHUE ITOHATUNHOTIO aImapara;

YTOYHEHUE  YCIIOBUU  IIOJYyYEHUs  KIMHUYECKUX  JAHHBIX  JUIA
IPOrpaMMHOI0 00€CTIEUeHHUS], SIBISIOLIETOC MEAUIIMHCKUM U3JIETTUEM;

YTOYHEHUE YCJIOBUU COMNOCTABUMOCTU MEAULIMHCKUX W3IEIUN IpPU
pPacCMOTPEHUU KIIMHUYECKUX JTaHHBIX;

YTOYHEHHE TOpAAKa TOJYYECHHUs paspelieHuss Il IPOBEICHUS
HUCIBITAHUM;

yTOYHEHUE TPEOOBaHUM K MPOBEAEHUIO UCTIBITAHUN;

YTOYHEHUE OCHOBAHUM U1l MCKIIFOUYEHUS] MEIULUMHCKUX OpPraHu3aluu
U3 EIMHOIO peecTpa YIOJIHOMOYEHHBIX OPraHU3alud, HUMEIOUIUX IPaABO
IPOBOJIUTH MCCIIEOBAaHUS (MCHBITAHUS) MEAULMHCKUX U3JEIHN B LEIAX HUX
perucrpanuu;

omnpenereHue TpeOOBaHUU K TEXHUYECKOMY (pailily mporpaMmmMHOTO

O6€CHC‘ICHI/IH, ABIAOIICTOCA MEAUMIMHCKHUM HU3CIINCM,
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yTOYHEHUE (POPMBI OTYETOB UCTIHITAHUM.

6. MexaHu3M  paspellieHusi NpoOJieMbl UM JOCTHIKEHHUS  1ETU
peryaupoBaHus, NPEAYCMOTPEHHBIM mpoekTtoM pemnieHus Komuccuu
(omMcaHWe  B3aUMOCBSI3M  MEXJY  MpelaraéMbIM  PEryIUpPOBAHHEM

U perraeMom mpooIeMoi ).

Mexanu3m pemieHus mpoOiaeMbl 3aKIIOYaeTCd B CO3JaHUU EIUHBIX
NpaBWJI TMPOBEJICHUS HUCIBITAHUNA W TpeOOBaHUN K YNOJTHOMOYECHHBIM
OpraHu3alysM, HWMEIOIMUM T[PaBO NPOBOAUTH HWCIBITAHUS, B LEAX
oOecreyeHus: B3aMMHOTO JOBEPHUS TOCYIApCTB-YICHOB K pe3yiabTaram
VCIBITAHUM, COKpAIICHUS BPEMEHHM BbIXOJA MEIULMHCKOTO W3JCIUS

Ha PBIHOK Coro3a ¥ MOBBINIICHUS AOCTYITHOCTH MCIUIIUHCKHUX HBHGHHﬁ.

7.CBeneHuss O PpACCMOTPEHHBIX —aJbTEPHATUBAX MPEAJIAracMOMY

PEryJIMPOBAHUIO.

[Ipennaraemoe peryampoBaHUE COBEPILICHCTBYET YXE YCTAHOBJICHHbBIC
B pamkax Coro3a mpaBujia MPOBEACHUS HCIBITAHUN, a Takke TpeOOBaHUS
K YIOOJHOMOYEHHBIM OpraHu3alusM, HWMEIOIUM TPaBO  IPOBOJUTH

HUCIIbITaHUs.

8. HopmaruBHO-paBOBOE OCHOBAHHUE JJI1 IPUHSITUA ITPOCKTA PELICHUS

Komuccuu.

ITynkt 2 crareu 31 JloroBopa o EBpa3uilcCkoM SKOHOMHUYECKOM COKO3€
or 29 maa 2014 ronma, nynkrel 4 u 5 crateu 4 ComiamieHus O €IUHBIX
NPUHIMIAX U TpaBWwiIaX oOOpalIeHusT MEIUIMHCKUX U3AeIui (M3aenuid
MEIMUIIMHCKOTO HA3HAY€HUS M  MEAUIMHCKOM TEXHUKH) B  paMKax
EBpazniickoro 3k0HOMHUYECKOTro coto3a oT 23 aekadbps 2014 roga, mMyHKTHI

105 u 106 npunoxenus Ne 1 k Permmamenty pabotel EBpasumiickoit
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DKOHOMHYECKOM  KOMHUCCHM, yTBEpKJAEHHOMY Pemenuem  Beicmiero

EBpa3zuiickoro s3koHoMHuecKoro coBera ot 23 nekadps 2014 1. Ne 98.

9. Chepa nomnomouunii Komuccun, K KOTOpOMl OTHOCHUTCS MPOEKT

pemenust EOK.

PerynupoBanue oOpaiiieHuss MEAUIMHCKUX U3JEIui U (HOpMUpPOBaAHHE

o0111eT0 phIHKa MEAUIIMHCKUX M3/enuid B pamkax Coro3a.

10. ®UHAHCOBO-D)KOHOMUYECKUE TOCIEACTBUS IPUHATHUSA IPOEKTa

pemenuss Komuiccun aiis cyObEKTOB MPEANPUHUMATENBCKON AESTEIbHOCTH.

IIpennaraemeie n3meHenus B lIpaBuiia moO3BOJIAT CHU3UTH BPEMEHHBIE
U (pUHAHCOBBIE M3JEPKKU MPOU3BOJUTENICH HA PETUCTPAIIMIO0 METUIIUHCKUX
U3JIENIUNA, TOCKOJIbKY MX peanu3auus oOeCleYuT B3aUMHOE IpU3HAHHE
PE3YJIBTATOB UCTIBITAHUM B TOCYAapPCTBA-UJIEHAX.

BcenencrBue nmpunATHA npoekTa pemeHus Komuccnu npearnonaraercs
UCKJIIOYEHHE  AyONMpOBAHMSI  HWCHBITAaHUM  MEIUUUHCKUX  M3ACTUi
B rOCYy/1apCTBax-4JICHAX.

B pesynprare mnpoM3BOAMTENL MEOULMHCKOTO W3ICIUSA IOJIy4aeT
noctyn Ha o60mwmii peiHOK Coro3a npu  0Oojee HU3KUX BPEMEHHBIX

U (PMHAHCOBBIX 3aTparax, YeM B HACTOSIILIEE BPEMS.

11. IIpennonaraemple CPOKH BCTYIUIEHHS ITpOeKTa pemenus Komuccnn
B CHILY.
[To ucreuennn 180 kaneHgapHBIX AHEH C JaThl O(UIIMATBLHOTO

OnyOJIMKOBAHUS PEILICHHUS.
12. OxkugaemMplil pe3ynbTaT peryJaIupOBaHUS.

B  pesynbrare  peryliMpoBaHUs ~— HOpeAmnoyiaraeTcs  00eCIeyrTh

MOBBINICHUC OOCTYIIHOCTH 6630HaCHBIX, Kau€CTBCHHBIX H 3(1)(1)6KTI/IBHBIX
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MEIUIMHCKUX  M3MICJINM, CHH)KCHHE  aJMHUHUCTPATUBHOM  HArpy3Ku
Ha CYOBEKTHl MNPEANPUHUMATEIBCKON NESITEIBHOCTU IyTEM OOECIeUEHUs
MPU3HAHUS PE3YJbTATOB HCHOBITAHUM BO BCEX TOCYIApCTBAX-UJICHAX,
B3aMHOE JI0BEpPUE TOCYIAPCTB-WICHOB IPU PACCMOTPEHUHU U COINIACOBAHUU
rocygapcTBaMu TPHU3HAHUS OKCIEPTHOTO 3aKIIOUEHUsS pedepeHTHOro
rocyaapcTtsa IpU  NPOBEICHUM  E€AUHOW  IPOUEAYPHl  PErUCTpALUU

MEJIMIIUHCKOTO M3enus B pamkax Coro3za.

13. Onucanne OIIBbITA rOCyZIapCTB — YJICHOB EBpasuiickoro
HDKOHOMHYECKOTO COK03a M MEXAYHAPOJHOIO OIbITa PEryJupoBaHUs
OTHOUIEHUM, SBIIOLIMXCA NPEIMETOM IpoekTa pemeHns Komuccun

(c 000CHOBaHHEM €T0 POTPECCUBHOCTH ¥ IPUMEHUMOCTH).

B  rocymapcrBax-ujneHax TpU  TOCYAAPCTBEHHOW  PErucTpanuu
MEIUIMHCKUX M3 JIeUCTBYOT IIpaBuiia mpoBeaeHUs KIMHUYECKUX
U KJIMHUKO-Ta0OpaTOPHBIX HCHBITAHUKA (MCCIICIOBAaHUN) MEIUIIMHCKUX
uznenuii, yreepxkaeHHeie Pemennem CoBera Komuccum ot 12 deBpans
2016 1. No 29.

B uenmax peructpauuu MEIMIIMHCKUX W3JIEJIUM B COOTBETCTBUHU
¢ mpaBoM Coro3a npumeHstoTces [IpaBuia, KoTopsie 00eCTICUNBAIOT B3aMMHOE
MIPU3HAHKUE PE3YJBTATOB UCIIBITAHUM B TOCYIapCTBaX-4YJCHaX.

PerynupoBanue oOpaiiieHusi, B TOM 4YucCje TpeOOBaHUS K MPOBEICHUIO
VCTIBITAHUN MEIUIUHCKUX U3IEJIMi B EBpONENCKOM COrO3€ OCYIIECTBIISIETCS
B cooTrBercTBUM ¢ Pernmamenrammu EBpomnelickoro mapimameHta u CoBeta
or 5 ampens 2017 roma 2017/745/EU 1o MEOUIIMHCKAM M3ISIUSIM
u 2017/746/EU mo MEOUIMHCKUM H3AEIUSIM i1 OUArHOCTHUKH In Vitro,
B NPUIOKEHUSIX X KOTOPBIX OMPEAECICH MOPSAIOK MPOBEACHUS HCIBITAHUN
oOpa3iia MEIUIIMHCKOTO  M3Jeiusl JJIsl  OLEHKU €ro COOTBETCTBUSA

TpeOOBaHUSIM YKa3aHHOT'O peIrvlaMeHTa.
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14. CBeneHust O MPOBEACHUU MMYOJIUYHOTO OOCYXKJICHUSI TMPOEKTa

pemenust Komuccnm.

[lybnuuHoe oOcCyXJeHrue MPOeKTa pelieHusi npoBeneHo ¢ 20 HroHs

o 18 centsops 2022 1.

15. CBenenus o 3aKiI04EHUN 00 OIEHKE PETYJIHUPYIOIIETO BO3ACHCTBHS

Ha NpoeKT peueHus: Komucenn.

16. Unas wuHdpopmanus, OTHOCSIIAACS, MO MHEHUIO JenaprameHTa
Komuccnn, OTBETCTBEHHOIO 3a IMOATOTOBKY Ipoekra pemeHus Komwuccuw,
K OCHOBHBIM CBEIEHHAM O IpoekTe pemieHuss Komucenn m (niam) o ero

MMOJATOTOBKE.

[Ipoext pemenus Komuccun paszpabotan u ofoOpeH CO3JAHHON MpH
Komnernn Komuccun padboueii rpynmnoit no ¢opMHUpOBaHUIO OOIIHX MOIX0I0B
K PEryjJupoBaHUIO OOpallleHHs MEAMIMHCKUX U3JIeTud B  paMKax
EBpa3uiicCKOro 3KOHOMHYECKOTO COK03a, B COCTaB KOTOPOM  BXOIAT
NPEACTaBUTENN  YIOJHOMOYEHHBIX OpPraHOB TOCY/IapCTB-4JICHOB, OH3HEC-

coobrecrsa u Komuccum.



