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O Kpurepusax BKIIOYCHHUA B OHO PETUCTPAIIMOHHOE YAOCTOBEPCHHUE HECKOIBKIX
Moau (UK MEUIIMHCKOTO W3I€/IHA, OTHOCSIIUXCS K OAHOMY BHAY MEIUIIMHCKOT'O
H3ETHA B COOTBETCTBUH C MpHMEHAEMOM B EBpasuiickoM 9KOHOMHIECKOM COI03€
HOMEHKJIaTypOH MEIUITUHCKHUX H31EIUi

YTpaTuBmmii camy

Pemenue Komnernn EBpasuiickoit 3koHOMuYeckol koMmuccuu oT 24 urons 2018 roga
No 123. Vrparuno cuny pemenuem Kosuernn EBpaszuiickoli 3KOHOMHUYECKOU
komuccuu oT 23 mas 2023 roma Ne 65.

Cuocka. YTparuno cuity pemienneM Kosuierun EBpasuiickoit 5KOHOMUYECKOU
komuccuu ot 23.05.2023 Ne 65 (Bctynaer B cuiny no ucteueHuu 180 KaneHIapHBIX
JTHEH ¢ 1aThl ero O(PUIIMAIBHOTO OyOJIUKOBAaHMUS).

Ha ocHoBanuu nmyHkra 2 crateu 3, myHKTOB 2 U 4 cTtatbu 4 CornameHus 0 €IMHbIX
NPUHIMIAX U TMPaBUIaX 0OpaleHUs] MEIUIUHCKUX U3JEIUN (M3eIUi MEIUIIMHCKOTO
Ha3HAYCHUS U MEIUIMHCKOW TEXHUKH) B pamMkax EBpa3zuiickoro 3KOHOMHUYECKOTO
coro3a ot 23 nekadps 2014 rona u nynkra 14 IlpaBun peructpaiuu U KCIEPTU3BI
0e301MacHOCTH, KauecTBa U 3PHEKTUBHOCTH MEAMIIMHCKUX U3JICIHUM, YTBEPKICHHBIX
Pemenuem Coeta EBpasuiickoii skoHOMU4ecKoi komuccuu ot 12 deBpamns 2016 1. No
46, a TakXke B COOTBETCTBMU C NYyHKTOM 21 mnepeuHs akTtoB EBpasuiickoit
SKOHOMHMYECKOM KOMHUCCHUU IO BOIPOCaM pEryJupoBaHus OOIMUX PHIHKOB
JEKapCTBEHHBIX CPEACTB W MEIUIMHCKUX W3IenNud B paMkax EBpasuiickoro
SKOHOMHUYECKOTro coro3a Ha 2017 — 2019 roasl (mpuinoxenue k pacnopsbkennto Copera
EBpasuiickoit skoHomudeckoit komuccuu oT 17 mas 2017 r. Ne 15) Konnerus
EBpasuiickoil JKOHOMUYECKON KOMUCCUY PEIIIIIA;

1. Y1Bepaute npunaraemele Kpurepun BKIIOYEHHS B OJJHO PETUCTPALUOHHOE
yAOCTOBEPEHUE HECKOJIbKUX MOJIU(PUKAIIMN MEIUITMHCKOTO U3/IEIUsI, OTHOCSIIUXCS K
OJHOMY BHJY MEJIUIIMHCKOTO U3JeIHUsi B COOTBETCTBHUU C MPUMEHSIEMOWU B
EBpa3uiickoM 3KOHOMUYECKOM COKO3€ HOMEHKJIATypOi MEIULIMHCKUX W3EIIHIA.

2. Hacrosmee Pemenne BerymaeT B cuity 1o ucredeHnu 30 KaleHIapHBIX JHEU C
JIaThl €ro 0(UIHUATBEHOTO OITYOJIMKOBAHUS.

IIpencenarens Komwnerun
Lo . T. CapkucsaH
EBpasmniickot 5JKOHOMHYECKOH KOMHCCHH

VYTBEPX/IEHbI
Pemennem Komnernn
EBpa3uiickoii 53KOHOMUYECKOU

KOMHUCCHU
ot 24 nronst 2018 1. Ne 123



KPUTEPUI

BKJIFOYCHHA B OHO PETHCTPAIMOHHOE YIOCTOBEPEHHE HOCKOJIBKAX MOIA(DHKAIIHH
MEIHIITHCKOTO U3EJINA, OTHOCAIIMXC K OAHOMY BHAY MEIUIIMHCKOTO U3/IEJIAI B
COOTBETCTBHH ¢ IpUMEHAEeMO# B EBpazuiiCkoM 3KOHOMHIECKOM COI03€ HOMEHKIATypOH
MCIANAHCKUX H3ICIHi

1. Hacrosiminii OKYMEHT yCTAaHABJIMBACT KPUTEPUH BKIIOYECHUS B OJHO
PETUCTPALIMOHHOE YOCTOBEPEHNE HECKOIBKUX MOAU(PUKALNNA METUIIUHCKOTO U3EIHS
, OTHOCSIIMXCA K OJHOMY BHJY MEIUIMHCKOTO HW3JIEJIUS B COOTBETCTBUU C
IIpUMEHsIEMON B EBpa3suiiCKOM 3KOHOMUYECKOM COK03€ HOMEHKJIATYPOH MEIULMHCKUX
U3JIEIIAN.

2. [Ina ueneid MpUMEHEHHS] HACTOSAIIETO JOKYMEHTa MCIOJIb3YIOTCS MOHSTHUS,
onpeneneHHbie IlpaBuiaMu BeIeHUS HOMEHKJIATyphl MEIULMHCKUX W3JCIUH,
yTBepxkAcHHbIMU Pemennem Komnernn EBpasuiickoli 3KOHOMHUYECKONM KOMUCCUU OT
29 nexabps 2015 1. Ne 177, IlpaBunmamu mpoBEeASHUS KIUHUYECKUX U
KJIIMHUKO-JIA0OPATOPHBIX HCHOBITAHUM (MCCIENOBAaHUN) MEAULIMHCKUX W3JICIHH,
yTBepkAcHHbIMU Pemennem CoBera EBpa3uiickoii 5KOHOMHUYECKOW KOMUCCUU OT 12
despans 2016 r. No 29, u [IpaBuwiamu perucTpandu U dKCIEPTU3bl O€30MaCHOCTH,
KauecTBa U 3(PGEKTUBHOCTH MEAMIIMHCKUX HM3JETUM, YTBEpXKIACHHbIMU Pemennem
Coseta EBpa3zuiickoit skoHoMuueckoit komuccuu ot 12 deBpans 2016 r. Ne 46.

3. BkiaroudeHHe B OJHO PETUCTPALMOHHOE YJIOCTOBEPEHHE HECKOJbKHUX
MOAUGUKAIIUA MEIUITUHCKOTO U3CNHS, OTHOCSIINXCS K OJTHOMY BHIY MEIUIIMTHCKOTO
W3JIeJIUsI B COOTBETCTBUM C MPUMEHSEeMOM B EBpasnilCKOM 3KOHOMHYECKOM COKO3€
HOMEHKJIaTypOH MEAUIMHCKUX M3JEJINI, BO3MOKHO IPHU YCIOBUU COOTBETCTBUS 3TUX
MoAu(pUKAIIUNA BCEM CIEAYIOIIUM KPUTEPUSIM:

a) IPOU3BOJICTBO MOJIU(DUKAIIUN METUIIMHCKOTO U3JIETUSI OCYIIECTBISAECTCS OJTHUM
POU3BOJIUTENIEM MEIUIIMHCKOTO U3JIETHUs [0 OJHOM TEXHUUECKON JOKYMEHTalIUH;

0) mMonuduUKaANU MEIUIIUHCKOTO H3MEeNHUs OTHOCATCS K OJTHOMY KJaccy
MOTEHIIUAILHOTO PUCKA TPUMEHECHHUS;

B) HANM4We U (W) KOJTUISCTBEHHOE COJEP’KaHNE B OMOJIOTMYECKON MPoOe OHOTO
U TOTO k€ KIMHUYECKH (JIMarHOCTUYECKH) 3HAYMMOTO aHajuTa (aHAJIUTOB) (IS
MEIUITUHCKUX U3ACTUN JIJIs1 TUarHOCTUKH 1n Vitro);

r) MOAU(PUKAIIMKH METUIIMHCKOTO U3/IeNU UMEIOT PAa3IMYHbIe KOMIUICKTAIlUU, HE
BIIUSIIONIME HA MPUHIUIT paOOThl U (PYHKIIMOHAJIBLHOE HA3HAYEHHUE, UYTO IMO3BOJISET
00ecreyuTh paclIupeHre Wik CIEIUATN3AIMI0 UX TPUMEHEHHUS B MEIUIIMHCKUX TIeJIIX
(MO MPUMEHUMOCTH);

1) MoAuUKAIMA MEAUITUHCKOTO W3ACNHS UMEIOT Pa3lInyHbIe TEXHUYECKUE
napamMeTpbl (Hampumep, JUIMHY BOJIHBI HW3JIy4YEHUs, pa3Mep CBETOBOrO IIOJ,



pa3pelapinyo CIocOOHOCTh W T. I.), HE BIUAIOIIME HAa MNPUHIUI pabOThl M
(GyHKUIMOHANBHOE Ha3HAUYE€HHE (IO MPUMEHUMOCTH);

€) Moau(dUKaAMKU MEIULIHUHCKOTO H3JeNus 00pa3yloT TUIIOpa3MEpHBIN psan (
HaIpUMeEp, UMEIOT pas3lInyHble pa3Mephl (rabapuTHbIE, TUHEHHbIE, 00BEMHBIE U T. I1.),
¢opMy, LIBETOBOE KOAUPOBAHUE U T. I.) WIIH SIBISIOTCS TPYIION HCIOTHEHUS
MEIUIUHCKOTO M3JeNus (HampuMmep, CTAllMOHApHBIM MEPEABUKHBIM amnmnapatom (
npuOOpoOM, CHUCTEMOU, KOMIUIEKCOM U T. M.) C HACTEHHBIM WM (WJIM) HAMOJIbHBIM
KpeIvieHueM U T. 1.) (mo mpuMeHumoctu). IIpu 3ToM moa rpymnmnoil MCHOJHEHUS
MEIUIMHCKOTO U3JEIUs TOHUMAIOTCS U3JENHsl, B OTHOILIEHUH KOTOPBIX BBIITOJIHEHBI
OJIMH TPYIIIOBOM YepTex JeTanel u (Uu) OJHa FPyNnoBas crienupuKaius.
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