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

HaumenoBanue mnpoekra pemeHus: «O KpUTEPHUSX MO BKIKOYEHUIO B
OTHO  PETUCTPALMOHHOE YJAOCTOBEPEHHE HECKOJbKHX  MOAu(UKaIUi
MEJIUIIUHCKOTO M3JIeNIAs,, OTHOCSAIIUXCS K OJHOMY BHAY MEIUIUHCKOTO
M3IENsI B COOTBETCTBUM C NMPUMEHSIEMON B EBpasmMiiCKOM 3KOHOMHYECKOM

COI03€ HOMEHKJIATypPOH MEAULMHCKUX U3JICITUIN

1. ITpoGiiemMa, Ha pelIeHHe KOTOPOM HANpaBIEH IPOEKT PpELIEHUs

EBpasuniickoii 5koHOMHYECKOM Komuccuu (fanee — Komuccus).

B coorBercTtBUM ¢ myHkToM 14 IlpaBui perucrpauuvl U SKCHEPTU3BI
0e30MmacHOCTH, KadecTBa U A(MPEKTUBHOCTH MEAUIMHCKUX U3JICIUH,
yTBepxkIeHHbIX Pemennem CoBera EBpa3uiickoil 3KOHOMHUYECKON KOMUCCHH
or 12 depans 2016 r. Ne 46, B 0qHO PErUCTPAlIMOHHOE YJAOCTOBEPEHHUE
MEJIUIIMHCKOTO U3/IeNIMsI MOTYT BKJIIOUATHCS €r0 MOJAUGBUKAIIUH.

B cBs3M C OTCYTCTBHEM €IWHOrO TMOJX0Ja K HOPMAaTUBHOMY
MPAaBOBOMY  PETYJUPOBAHUID  BHECEHUS  HECKOJIBKUX  MOAM(DUKAIIMMA
MEJUIMHCKOTO W3JENHUsI B OJHO PETUCTPALMOHHOE YIOCTOBEPEHUE B
rocyaapctBax — wienax Coro3a W MpUHHMAs BO BHHUMaHHeE (HOpMHUpOBaHUE
oOIIel MOJeNu peryJupoBaHus OOpalieHus MEIUIUMHCKUX W3JeIuid B
pamkax Coro3a cieayeTr OXuJaTh, YTO MPU PETUCTPAIUU MEIAUITUMHCKUX
U3JICNIMM TIPU3HAHUE SKCIEPTHBIX 3aKII0UEeHHU pedepeHTHOro rocyiapcrBa
M0 PETUCTPUPYEMbIM MEAUIMHCKAM H3JEIUAM MEXIY TOCyJapCcTBaMH —
yneHamu Coro3a OyaeT 3aTpyaHEHO.

OgHOBpEMEHHO  BCJIEACTBUE  OTCYTCTBUS  YHU(PUIIMPOBAHHBIX
KPUTEPUEB, CO3MIAIOTCS MPEANOCHIIKN JJIsI OTCYTCTBUS B3aMMHOIO JIOBEPUS

rocygapcrts — UIJIICHOB EBp&?:PIfICKOFO SKOHOMHUYCCKOI'O COIO34a (ﬂanee
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COOTBETCTBEHHO — TrocymapcTBa-uieHbl, COI03) K pe3ysibTaTaM 3KCIIePTH3bI
0€301acHOCTH, KauecTBa U 3(PGHEKTUBHOCTH METUIIMHCKUX U3/ICIUN B CBSI3U C
4eM MOTYT BO3HHMKHYTH IPEISATCTBUSA IS OCYIISCTBICHHUS PETHUCTpaIlun

MEIMIIMHCKHUX n3aennii pamkax Coro3za.

2. llens perynupoBaHus.

Lensmu npunsTus npoekra pemenns Komnernn Komuccun aBisroTcs
dbopmupoBaHue YHUGUIIMPOBAHHBIX KPUTEPUEB IO BKIIOYCHUIO B OJHO
PETUCTPALMOHHOE YAOCTOBEPEHUE MEIUIIMHCKOTO M3MIENIUSI HECKOJIBKUX €ro
MoauduKanui, 1 00ECIEYEHUE B3aMMHOIO JOBEPHUs TOCYAApCTB-YICHOB K
pe3ynbraraM 3KCIEepTHU3bl 0€30MacHOCTH, KadecTBa U 3(P(HEKTUBHOCTH
MEJIUIIMHCKUX HW3JENIHI, B TOM YHUCJIE MOPHU COITIACOBAHMM TOCYAapCTBAMHU
MPU3HAHUS DKCIIEPTHOTO 3aKJIIOUEHUSI peepeHTHOro rocyaapcTBa B paMKax
MPOBE/CHUS €IUHON TPOIEAYPhl PETUCTPALMM MEAMIIMHCKOTO U3JEIUs B

pamkax Coro3a.

3. Ipynna nuu, Ha 3alIUTYy MHTEPECOB KOTOPBIX HAMPABICH IPOEKT

pewenust Komuccum.

[TpoekT pemenus CoBera Komuccruu HarpasiieH Ha 3alllUTy HHTEPECOB
NPOU3BOJUTENICH  MEAUIMHCKUX  W3ACNMI, a  TakkKe  OKCIEepTOB
YIOJIHOMOYEHHBIX OpPraHoB (opraHuzanuii) rocygapctB —uieHoB Coro3a

B c(pepe perynupoBaHus 00pallieHUs] METULIMHCKUX U3ETHI.

4. Anpecatsl peryJIMpoOBaHus, B TOM YHCIE CyOBEKTHI
MPEANPUHUMATEIIBCKOM  JIESITEIbHOCTH, W BO3IACHUCTBHE, OKAa3bIBAEMOE

Ha HUX PCTYJIIMPOBAHHUCM.

AnpecaraMu peryivpoOBaHHUsl SBISIOTCS MPOU3BOIAUTENN MEAULIUHCKUX
U3JICINI, YIOJHOMOYEHHBIE OpraHbl (OpraHu3aluu) TrOCyJapCTB — YJICHOB
Coro3a rocymapctB — unieHoB Coro3a B cdepe peryimpoBaHus OOpalieHus

MEIUITMHCKUX N3IEINN.
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Bo3nelicTBre Ha aipecaToB peryJIUpOBaHUsl 3aKIH0UACTCS:

B OTHOILIEHUU IPOU3BOAUTEIICU MEIUIMHCKUX HU3JIEIIMN YTOUHSIOTCS
TpeOOBaHUS K MPOU3BOAUTEINSIM B BOIPOCAX MOATOTOBKH PETUCTPAIMOHHBIX
JOKYMEHTOB MEAUILIMHCKOTO U3/ICIHUS;

B OTHOILICHUM YIOJTHOMOYEHHBIX OpPraHOB (OpraHu3aluii) B pamKax
pEerylIupoBaHus  MPEAINOoJIaraeTcsi  YCTAaHOBJEHUE  YHUDUIIMPOBAHHBIX
KPUTEPHUEB, UCIOJIb3YEMbIX MPU PETUCTPALUU U IKCIEPTU3E OE30MaCHOCTH,

KadecTBa U 3(PHEKTUBHOCTH MEIUITMHCKUX U3CITHI.

5. ConmepxaHue yCTaHABIMBAEMBIX I AJpECcaroB pPETyIUpOBaHUS

orpaHudeHu (00s3aTeIbHBIX MPABUII TOBEACHU).

[lpennaraercs ycCTaHOBUThH, 4YTO MOJU(PUKAIIMKM  MEIUIIUHCKOIO
U3JICNINs, OTHOCAIIMUXCS K OJHOMY BHJY MEIMIIMHCKOTO W3JIeNUs B
COOTBETCTBUM C MPUMEHSEMOW B EBPa3suHMCKOM 3KOHOMHYECKOM COKO3€E
HOMEHKJIATYpOM  MEAUUMHCKUX  M3JEJIMH,  BKJIIOYAIOTCI B OJIHO
PErUCTPAIMOHHOE YOCTOBEPEHUE MEAUIIMHCKOTO U3JIEIUS B ClIyYae:

€CIM  MPOU3BOJCTBO  MOAU(UKAIUNA  METUIMHCKOTO  M3Jeus
OCYILIECTBIISICTCS OJJHUM MPOU3BOUTEIIEM METUIIMHCKOTO MU3ACIHS 10 OJTHOU
TEXHUYECKON JOKYMEHTAIIUU;

ecnm MOAU(PUKAIMU MEIMIIMHCKOTO H3ACIHUS OTHOCATCS K OJIHOMY
KJIACCy MOTEHIIMAJIbHOTO PUCKA MPUMEHEHUS;

Haau4usl ¥ (WJIM) KOJMYECTBEHHOTO COJIEPYKAHUSI OJHOTO M TOTO KeE
KIIMHUYECKU (IMarHOCTUYECKH) 3HAYMMOTO aHaJIuTa JU00 OJHUX U TeX XKe
KJIMHUYECKU (JUarHOCTUYECKH) 3HAUYMMBIX aHAJIUTOB (I MEIUITMHCKUX
W3ACTUN 11 TMarHOCTUKH in Vitro);

ecnu  MOAUGHUKAIMK MEAUIMHCKOTO H3ACHUS HWMCIOT pPa3InyHbIC

KOMIUICKTAIIMHU, HC BJIWAKOIIWUC Ha IMPUHIINUII pa6OTBI u q)YHKI_II/IOHaJ'IBHOG
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Ha3HAa4Y€HHUE, C LIEJbI0 PACIIMPEHMS WM CIEUUAIN3alUd UX MPUMEHEHUS B
MEAUIMHCKUX LENAX (110 IPUMEHUMOCTH);

ecin MoAu(pUKAIMK MEIUIUHCKOTO M3AENUs HMEIT pa3iudyHble
TEXHUYECKUE TMapaMeTpbl, HE BIHUAIOIIME HA MNPUHIUO padOThl U
(yHKIMOHAIbHOE Ha3HAYEHUE (IT0 IPUMEHUMOCTH);

eciu MoaAu(pUKAIIU MEIUIUHCKOTO U3JIENHS o0Opa3yroT
TUNOPA3MEPHBIN Psii WIM SBJISIOTCA TPYNION HMCIIOIHEHUS MEIULUHCKOTO

uznenus (o MPUMEHUMOCTH).

6. MexaHu3M  paspelieHusi MNpoOJieMbl UM JOCTHIKEHUSI  IEU
pEeryaupoBaHus, MPEAyCMOTPEHHBbI mpoekTtoM pemeHus Komuccuun
(omucaHWe  B3aMMOCBS3M  MEXJYy  MpejlaracMbIM  PEryJIMpOBAHUEM

U peraeMou mpooIeMo ).

MexaHnu3sm  pelieHHusT  MpoOJieMbl  3aKIIOYaeTCd B CO3JAaHUU
YHU(PUIUPOBAHHBIX KPUTEPHUEB IO BKIIOYEHHUIO B OAHO PETUCTPAIIIOHHOE
YAOCTOBEPEHHE HECKOJIbKUX MOAU(UKALIMA  MEIULIUHCKOTO  HM3/Aeus,
OTHOCSIIIMXCS. K ONHOMY BHAY MEIMIIMHCKOIO H3JCIHS B COOTBETCTBUHU C
IpuMeHsaeMord B EBpa3suiCKOM HKOHOMHYECKOM COKO3€ HOMEHKIIATYpPOH
MEIUIUHCKUX U3ICIUN.

ITocpenctBOM  ycTaHOBieHUs  OpoekToM  pemieHuss  Komwuccun
yKa3aHHBIX KpUTepueB OyleT 00ecreyeHo B3auMHOE JTIOBEpPHE TOCYIapCTB —
wieHoB Coro3a 0Opu  pPacCMOTPEHHMM W CONIACOBAaHWM TOCYJapCTBaMU
NPU3HAHMS IKCIIEPTHOTO 3aKIIIOYEHUs pePEepeHTHOro rocy1apcTBa B paMKax
MPOBEAECHUS E€OUHOW NPOLEAYPbl PETUCTPALMM MENMIMHCKOIO M3IEIUs B

pamkax Coro3a.

7.CBeneHuss O PpPacCMOTPEHHBIX AJIBTEPHATUBAX IPEIIATAEMOMY

PEryJIUPOBAHUIO.

B coorBerctBuu ¢ nmyHkrtom 14 IlpaBunm peructpauuu M 3KCHEPTU3BI
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O0e3omacHOCTH, KadecTBa U I(P(EKTUBHOCTU MEIUIMHCKUX U3JIETUH,
yTBepkaeHHbIX Pemennem CoBera EBpa3uiickoil 3KOHOMUYECKON KOMUCCHH
ot 12 depans 2016 r. Ne 46, ansrepHaTUB NpeiaraeMoMy peryIupoOBaHUIO
HE UMEETCH.

B TO0 e BpeMs paccMaTpuBaliCsi BapuaHT MO COXPAHEHUIO
JEUCTBYIOIIET0 PEryJIMPOBaHUST B COOTBETCTBUU C 3aKOHOJIATEIbCTBOM
rocygapctB  — uneHoB (Coro3a, OJHAKO BHIOOp JaHHOTO BapuaHTa
HEe oOecrneynBaeT HEOOXOAMMBIC YCIOBUS JJISI CO3J@HMUS OOINEro phIHKA

oOpaillleHHs] MEIUIIMHCKUX n31enil B pamkax Corosa.

8. HopMaTuBHO-IIpaBOBOE OCHOBAHUE I IPUHATHS NMPOEKTA PEIICHUS

Komuccuu.

Crarbs 31 JloroBopa o EBpa3uiickoM S3KOHOMHYECKOM COr03€ OT 29 mas
2014 ronma, myHkt 2 ctratbu 3 W OyHKTHl 2 U 4 cratbu 4 CornameHus o
CAMHBIX TMPUHIMIAX U TMPaBWIAX OOpalleHUs MEIUIMHCKUX H3IeTHi
(U31enuii MEeAUIIMHCKOTO HAa3HAYEHUs U MEIUIMHCKON TEXHUKH) B paMKax
EBpazuiickoro 5skoHOMHYECKOro coro3a oT 23 nekabps 2014 rona,
Pacnopsikenne CoBera EBpasuiickol 3KOHOMUYECKON KoMHUccHM OT 17 mas
2017 . Ne 15 «O6 akrax EBpa3zumiickoil HPKOHOMHUYECKOW KOMHUCCHUHU II0
BOMNPOCAM PETyJUPOBaHUSA OOIIMX PBHIHKOB JIEKAPCTBEHHBIX CPEACTB M

MEIUIIMHCKUAX U3JICJIMK B paMKaxX EBpa3niiCKOro 3KOHOMUYECKOIO COK03a».

9. Chepa nomnomounii Komuccun, K KOTOPOH OTHOCHUTCS MPOEKT

pemenus EDK.

PerynupoBanue oOpalieHuss MEIUIIMHCKUX W3AeIU U (HOPMUPOBAHUE
oOIero pbhlHKa MEAWIIMHCKUX W3JeINid B pamMKax EBpa3uiickoro

9KOHOMHYCCKOI'O COI03a.

10. duHAaHCOBO-?KOHOMHUYECKHE MNOCIHCACTBUA TNPUHATHUA  IIPOCKTA

pewenust Komuccnu ii1st CyObeKTOB IPEANPUHUMATENbCKON JIEATEIIbHOCTH.
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B pesynbrare npuHSATHS TPOEKTa CO3/IAIOTCA HEOOXOIUMBIE YCIOBUS
JUIS.  TIOBBIIIEHUS KOHKYPEHTOCHOCOOHOCTHM  TMPOU3BOJAMUTENECH  0O0IIero

9KOHOMHYCCKOI'O ITPOCTPAHCTBA Coro3a.

11. ITpennonaraeMble CPOKH BCTYIUIEHHS MpoeKTa pemennus Komuccun
B CHILY.

1 uronsa 2018 roxa.
12. OxkugaemMsplil pe3ynbTar peryJaIupoBaHHUS.

B pesynbrare peryaupoBaHus TpeAIoNaraercsi  YHU(UIMPOBATH
KPUTEPUM 1O BKIIOYEHUIO B OJHO PETUCTPALMOHHOE YAOCTOBEPEHHUE

MEJUIIMHCKOTO U3/IeNIUs HECKOJIBKUX €r0 MOJIU(PUKAIIHiA.

13. Onucanue OIIbITa roCyAapcTB — YJICHOB EBpazuniickoro
PKOHOMHUYECKOTO COK3a M  MEXKJIYHApOJAHOTO ONbITa PEryJIupOBaHUs
OTHOILLICHUH, SABJSIOMIMXCA MPEAMETOM MpoekTa pemeHuss Komuccun

(c 000CHOBaHUEM €T0 MPOTPECCUBHOCTH U MPUMEHUMOCTH).

B pamkax mpoueayp rocyaapCTBEHHOM PpErUCTpallud MEIUIIMHCKUX
uznenuii Ha Tepputopun PecnyOnuku bemapych, Pecnyonuku Kazaxcras,
Keipreizckoii  Pecnyonmuku  u  Poccuiickoit  depepaiuu  CyIIeCTBYIOT
KPUTEPHUH, COTIIACHO KOTOPHIM MOIU(PHUKAIINNA METUIIMHCKUAX U3EIUNH MOTYT
ObITh O0BEAMHEHBI B OJHO PETUCTpPAIMOHHOE yrmocTtoBepeHue. K HuM
OTHOCSITCSI CIy4a, KOrjla MPOM3BOJICTBO MOJU(PUKAIMN MEAUIIMHCKOTO
U3JICNIUS OCYILECTBISETCS OJTHUM MTPOU3BOJIUTEIEM MEIUIIMHCKOTO U3JIEIIHUsI,
Korjga MOAU(UKAIMY MEAUIIMHCKOTO U3JIENIUsI OTHOCATCS K OJHOMY KJIacCy
MOTEHIMAIBHOTO PUCKA MPUMEHEHHUS, KOrja MOAU(UKAIMU MEIUIIMHCKOTO
U3JICNIUST UMEIOT Pa3IMYHble KOMIUIEKTAllMM, HE BIUSAIOUIME HA MPUHLHUI
paboThl W (YHKIIMOHAJIBLHOE HAa3HAYCHHE, C IEJBI0 PACHIUPEHUS WM
CHelnuan3alui WX TPUMEHEHUS B  MEAMIMHCKUX  LENAX, Korja

MOI[I/I(I)I/IKEII_II/II/I MCIAUIUHCKOTO U3ACIINA HMCHOT PA3JIMYHBIC TCXHUYCCKUC
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napameTpbl, HE BIUAIOIMIME HAa MPUHLOUN padoThl W (DYHKIIMOHAIBHOE
Ha3HAuYC€HHE, Korja MOAU(UKAIMKA MEIULIUHCKOTO U3JAeNus 00pa3yroT

TUIIOPAa3MEPHBIN P,

14. CBenenust O mpOBEACHUM NYONMYHOIO OOCYKIECHHUS MPOEKTa

pemenusi Komuccnu.

15. CBenenust 0 3aKJIFOUEHUN 00 OLIEHKE PETYJIUPYIOIIEr0 BO3IEUCTBUS

Ha poeKT pemeHus: Komucenu.

16. Unas wunHpopManus, OTHOCSIIAACS, MO MHEHUIO JemapTamMeHTa
KoMuccun, OTBETCTBEHHOIO 3a MOATOTOBKY mpoekra pemeHus Komwuccuw,
K  OCHOBHBIM  CBEIE€HUAM O  Tnpoekre  pemeHus  Komuccuu

Y (WIKM) O ero MOJArOTOBKE.

IIpoexT pemenust Komuccuu pa3paboTaH ¥ 0J00peH CO3MaHHOW TpU
Komnernn Komuccun padboueii rpynmnoi no ¢opMHUpOBaHUIO OOIIHUX MOJX0I0B
K pEryJupoBaHUIO OOpallleHus MEIUIMHCKUX U3JeIUd B  pamKax
EBpa3zuiickoro 3KOHOMHYECKOTO COK03a, B COCTaB KOTOPOM  BXOIAT
NPECTABUTENN  YNOJIHOMOYEHHBIX  OPraHoB  TOCYIApCTB-WICHOB U

NPEACTaBUTENN OM3HEC-COO0IIECTRA.



