EBPA3SUHCKAA DKOHOMUYECKA KOMUCCUA
COBET

PEITEHUE
«21» mexabps 2016 . Ne 141 r. Mocksa

O6 yrBepxaenun Ilopsagka npuMeHeHNA YIIOTHOMOYEHHFIMU OpraHaMy
TOCYZiapCTB - 4eHOB EBpasuiicKoro SkOHOMHYeCKOro CO03a Mep II0
IIPHOCTAHOBJIEHUIO WIH 3aIIpeTy IIpUMeHEeHNA MeUITMHCKUX U3/eINH,
TIPe/ICTABIIAIOMUX ONACHOCTH AJIA KU3HH U (MJIM) 3/l0POBbA JTIOZEH,
HeZ,00pOKavYeCTBEHHbIX, KOHTPahaKTHBIX MU PasbCUUIPOBAHHEIX
MeAMIMHCKUX U3JeIUH U U3BATHIO UX U3 OOpallleHuA Ha TEPPUTOPUIX
rOCyZAapcTB - wieHoB EBpasuiickoro SKkOHOMHIeCKOTO CO03a

B coorsetcTBuu co crareeit 31 /loroBopa o EBpasuiickoM 3KOHOMHYECKOM COIO3e OT
29 mas 2014 roga, myrnkToM 3 craThu 8 CorialeHus O eIUHBIX IMPUHIUINAX M IPaBUIAX
obOpalleHNs MEZUIWMHCKUX W3fenui (M3fenuii MeJUIMHCKOTO HAasHAYeHUs U
MeJULIMHCKOM TeXHUKM) B paMKax EBpa3uiicCKOro sKOHOMHUYECKOTO COI03a OT 23 meKabps
2014 ropma, myuktoMm 93 mpunoxenus N° 1 x Perimamentry paGortsr EBpasumiickoii
SKOHOMHYECKOIl KOMHCCHUM, yTBepkAeHHoMy Pemenuem Bsicuero EBpasuiickoro
dKOHOMMYecKoro coseta oT 23 mekabps 2014 r. Ne 98, u B uenax ucnonHenus Pemenus
Bricrero EBpasumiickoro skoHoMudueckoro cosera oT 23 gmekabpa 2014 r. Ne 109 «O
peannsanyuu CoryameHus O eUHBIX NMPUHIIMIAX U IIPABHJIAX OOpalleHUs MeIUIMHCKUX
nu3genuil (M3menuii MeZUIIMHCKOTO Ha3HAYEeHWSI U MeJULIMHCKON TeXHUKU) B PaMKax
EBpaswuiickoro skoHOMHYeckoro corosa» Coser EBpasmiickoll 5KOHOMHUYECKOH KOMUCCHUU
pennwm:

1. YrBepmuTs mpuaraemsrii Ilopsagok nmpuMeHeHUA YIOJTHOMOYEHHBIMU OpraHAMU
TOCyZiapCTB - 4IeHOB EBpa3uiicKOro 9KOHOMHYECKOIO COI03a Mep IO NPHOCTAHOBJIEHUIO
WIN 3alpeTy NpUMeHeHUSd MeJUIMHCKUX H3LeINH, IpefCTaBIAIIIAX ONACHOCTh A
XKU3HM ¥ (WIM) 3H0pPOBbA JIOZeH, HeJOOpOKaYeCTBEHHBIX, KOHTPA(aKTHBIX WJIU
barbcUPUIMPOBAaHHBIX MEIUIWHCKUX U3JEeNHi W U3BATHIO UX W3 OOpalleHHs Ha
TePPUTOPHUAX TOCYJAPCTB - WieHOB EBpa3niicKoro 5KOHOMUYECKOTO COI03a.

2. Hacrosamee Pemenue BcTymaer B cuiy mo ucredeHuu 10 xajzeHJapHBIX THeH c
marel BCTymeHusa B cuiy IIpoTokosma, moamucanHoro 2 gexkabps 2015 1., o
npucoenuaenuu Pecnybnuku Apmenus k CoryalleHWIO O eZWHBIX IPHUHIUNAX WU
IpaBWwIaX OOpalleHus MeTUIIMHCKUX W3feNui (M3[enuil MeZUIIMHCKOTO Ha3HAYeHUS U
MeJULMHCKOM TeXHUKM) B paMkax EBpa3uiicCKOro sKOHOMHUYECKOTO COI03a OT 23 meKabps
2014 roga, HO He paHee yeM 10 ucTedeHUH 10 KaJeHAAPHBIX JHEH ¢ JaThl OQUITMATEHOTO
ony0JIMKOBaHUA HACTOAIETO Pemenus.



Ynenst CoBera EBpasuiickoii 5KOHOMUYECKOH KOMMUCCUH:

Ot Pecrry6muxu Ot Pecrry6muku Ot Pecrry6muxu Ot Keipreisckoit Ot Poccuiickoit
Apmenusn Benapycs Kazaxcran Pecny6nuku degepanyn
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YTBEPX/JEH

Pemenuem Cosera EBpazuiickoi
SKOHOMHUYECKOM KOMUCCUHI

ot 21 nexabps 2016 r. Ne 141

IIOPAZIOK

IpHMeHeHUs yIIOJTHOMOYeHHBIMY OpraHaMU I'OCYyZlapcTB - wieHoB EBpasutickoro
SKOHOMMYECKOTO COI03a Mep 10 TPHOCTAHOBIEHHIO MU 3aIIpeTy IIpUMeHeHUA
MeJUIWHCKUX U3ZeHii, IpeACTaBIaIOMMX OAaCHOCTD JJIA KU3HU U (MJIH) 3OPOBBI
mopeii, HeZ0OpOKaYeCTBEHHBIX, KOHTPadaKTHHIX MK (anscupUIMPOBaHHBIX
MeAUIMHCKUX U3JeIUH ¥ U3BATHIO UX U3 O0paleHus Ha TEPPUTOPHUIX TOCYAPCTB -
yieHoB EBpasuiickoro sKkoHOMHYeCKOro coxo3a

1. Hacrosmuit Ilopsagox paspaboran B mensx peanusanuu cratbu 31 [lorosopa o
EBpasuiickom skoHOMuueckoM coioze oT 29 mas 2014 roma m myHkTa 3 cratbu 8
CoriameHus o eIWHBIX NPUHIUIAX U IIPABHJIAX OOpalleHUs MeIULIMHCKUX HU3ZeIHi
(u3menuii MeIUIIMHCKOTO HAasHAYeHUA ¥ MeAUIIMHCKON TeXHUKM) B paMKax EBpasuiickoro
5KOHOMHYeCKOro coo3a ot 23 nexabps 2014 roza (manee - CoryanreHue) U yCTaHaBIHBaeT
IIpaBWIa IPUHATHA YIIOJHOMOYEHHBIMU OpPraHaMM TOCYAApCTB - u1eHOB EBpasmuiickoro
SKOHOMHYECKOTO CO03a (Zajee COOTBETCTBEHHO - rocygapcrsa-wieHsl, Coro3) Mep IIO
IIPUOCTAHOBJIEHUIO U/ 3allpeTy IPUMeHeHUs MeAUIIVHCKUX U3IeNIHii, IpeCTaBIIoIuX
OIIaCHOCTH JJI KM3HU U (WJIN) 3MOPOBbA JIOJeH, HeJoOpOKayeCTBEHHBIX,KOHTPa(aKTHBIX
iy GanrbCuPUIMPOBAaHHBIX MeJUIMHCKUX U3/IeINH, a TAKKe U3BATUA UX U3 OOpalleHuI
Ha TEPPUTOPUAX TOCYZAPCTB-IICHOB.

2. [Ina menet Hacrosmero IlopsAmka MCIONB3YIOTCA HMOHATHA, KOTOPBIE O3HAYAIOT
crenymollee:

«KOHTpadaKTHOEe MeIULIMHCKOe H3JeIue» - MEeJULIMHCKOe H3Jeiie, BBITyLeHHOe
WO Haxojgdlleecs B OOpalleHMM C HapylleHHeM TpeOOBaHUII 3aKOHOZATENIbCTBA
rocyjapcrsa -  4WieHa  EBpasuiCKOrO  5KOHOMHYECKOTO COlo3a B 00yacTu
WMHTeJUIEKTYaTbHOH COOCTBEHHOCTH;

«HeZOOpOKaYeCTBEHHOEe MeIUIIMHCKOe H3ZeIne» - MeIUIIMHCKOe H3JieIue, KOTOpoe
He COOTBETCTBYeT OOmUM TpeOGOoBaHUAM 0e30IacHOCTH U 3(PPeKTUBHOCTH MeAUIIMHCKUX
u3fenuii, TpeOOBaHWAM K WX MapKHUPOBKe, TEXHWYECKOW M OKCILIyaTal[MOHHOM
NOKYMEHTAIlUX Ha HUX U He MOXXeT OBIThb 0e30IIaCHO KCIIOJIB30BAHO II0 HA3HAYEHUIO,
YCTQHOBJIEHHOMY ITPOU3BOJUTEIEM;

«panrbcuPUIMPOBaHHOE MEIUIIMHCKOe H3Jeue» - MeSULIMHCKOe WU3JeIue,
YMBIIIJIEHHO COIIPOBOXKaeMoe JIOKHOIM WH(OpPMaIiell O ero COCTaBe, XapaKTepPUCTUKAX U
(wrm) mpomsBomUTEIE.

3. VYIHomHOMOYEHHBIHf OpraH TOCyJapCTBa-WwieHa IPHHUMAaeT pelIeHHe O



IPUOCTAHOBJIEHUHU WJIU 3allpeTe IPHUMEHEHMI U U3BATUM U3 OOpallleHHs Ha TePPUTOPHU
CBOETO TOCyapCTBa MEAUIIMHCKOTO U3ZeNNs, IPeCTaBIAIOMEero OMaCHOCTh IJIS XKU3HU U
(wm) 3[JOpPOBBS JIonel, HeJ0OpOKayeCTBEHHOTO, KOHTpa(aKTHOTO 139051
GbanbCUPUIMPOBAHHOTO  MEIUIMHCKOTO  UM3JIeIMsS HAa OCHOBAaHMH  Pe3YJIbTAaTOB,
IIOJyYeHHBIX B XOZEe OCYILIEeCTBIEHUS TOCyZapCTBEHHOTO KOHTposs (Hazsopa) B cdepe
obpameHns MeIUIMHCKUX W3eIUA WIM BBIABIEHHBIX B paMKax MOHHMTOPHHTA
6e301macHOCTH, KauecTBa ¥ 5()(PeKTUBHOCTH MeIULMHCKUX U3JENINH, OCYLIeCTBIAEMOrO B
cooTBeTcTBUM C IlpaBmiaMu mpoBefeHMS MOHMTOPHHIa Oe30IIaCHOCTH, KadyecTBa U
3GGEeKTUBHOCTH MEIUIMHCKUX U3JeNuil, yTBepXzAeHHbIMH Pemenvem Komerun
EBpasuiickoit skoHOMHUYeCKOi Komuccuu ot 22 mexabps 2015 r. Ne 174.

4. Cpox, Ha KOTOPBIH IIPHOCTAHABINBAETCA IPUMEHEHHe MEeIUIIMHCKOTO H3[eJIHd,
He Jo/DKeH IpeBslmaTh 180 KaleHZApHBIX NHeW CO AHA NPUHATHSA COOTBETCTBYIOIIETO
pelleHMs. YKa3aHHBIH CPOK MOXeT OBITh IIPOAJIEH YIIOJHOMOYEHHBIM OpraHOM
rOCyZapCTBa-4jeHa B Ciydyae HeOOXOJUMOCTH IIPOBeJeHUA JOIOTHUTEIPHON SKCIIEPTU3BI
6e30maCHOCTH, KadyecTBA U 5(PPEeKTUBHOCTH MEZUIIMHCKOTO W3JeIui B CBI3U C
BBIABJICHHBIMHM HETaTHUBHBIMHU IIOCIEJCTBUAMHU €ro IpMMeHeHHsA Ha IepHOoJ, IPOBeJeHUI
TaKOH 5KCIIePTU3EI.

5. IlpuocTaHOBIeHVe IPUMEHEHH A MeTUIIMHCKOTO M3/e/IU MOXeT OCYIIeCTBIAThCA
YIIOTHOMOYEHHBIM OpPraHOM TOCy/apCTBa-4ieHa Ha OCHOBAaHHM IIPeJCTaBI€HHOTO
IIPOU3BOAUTENIEM MEAUIIMHCKOTO H3Je/NINA WINA €r0 yIIOJHOMOYEHHBIM IIpefCTaBUTeIeM
3asgBIeHNd (C 060CHOBaHMEM) Ha CPOK, YKA3aHHBIN B 3aABJIeHUU.

6. YIIOTHOMOYEHHBIH OpraH rocyZapcTBa-ujeHa B TedeHHe 1 pabodero JHS CO JHA
IPUHATUSA PEelIeHUsI O IPUOCTAHOBIEHUM NPUMEHEHUSI MeIUIIMHCKOTO M3ZenIusd JTHuOO O
IIpOAJIEHUN CpOKa IIPMOCTAaHOBJIEHUA IIPUMeHeHHd MeIUIIMHCKOTO H3[eNUd pa3MelaeT
ero Ha cBoeM OQUIIMAIBHOM caiiTe B MH(POPMAIlMOHHO-TeJIeKOMMYHUKAIIUOHHOH CeTH
«HTepHeT».

YmorHOMOYeHHBIM OpraH rocyZapcTBa-ujeHa B TedeHHe 3 pabouux JHeH cO JHA
IPUHATHAS pellleHUs O IPUOCTAHOBIEHUU IPUMEHEeHUs MeJUIIMHCKOTO U3Zenus aubo o
IIPOJIJIEHUM CPOKa IIPMOCTAHOBJIEHUSA IPUMEHEHUSI MeIUIIMHCKOTO M3JeNHUsA yBeJOMIIIeT
IIPOM3BOJUTENA MEIUIMHCKOTO H3JeNHusA HJIU ero YIOJHOMOYEHHOIO IIpeJCTaBUTeIId
3aKa3HBIM IIOYTOBHIM OTIIpaBJIeHHMEM C YyBeJOMJEeHHMeM O BpydYeHuU, UIU B ¢opme
3JIEKTPOHHOTO JOKYMEHTa, ITOJIIMCAHHOIO 3JI€KTPOHHOM MOJNKUCEHIO, WM B 3JI€KTPOHHOU
dbopme 1O TeIeKOMMYHUKAIMOHHBIM KaHaJaM CBSA3U O MPUHATOM peIleHUM C yKasaHueM
IIPUYMH U CPOKa IIPHOCTAHOBJIEHUsA IPUMEHEHHUA MEJULIMHCKOTO HU3JeIHd, a TaKXe O
HeOOXOAMMOCTH  YCTpaHEHWs  IPOM3BOJUTENEM  HWIM  €r0  YIOJHOMOYEHHBIM
IIpe/iCTaBUTENIEM  OOCTOSATENIBCTB,  IIOBJIEKIIMX  IPHOCTAHOBIEHUWE  IPUMEHEHUS
MeJUIIUHCKOTO wu3zenud. K yBelOMJIEHHIO TIpMIAraloTCs KOIIMH COOTBETCTBYIOUIMX
SKCIIEPTHBHIX 3aK/II0YEeHHU.

7. YTIOIHOMOYeHHBINi OpraH ToOCyJapCTBa-uyjeHa IIPHHHMMaeT pelleHHe O
BO30OHOBJIEHUN TIPUMEHEHMSI MEAUIMHCKOTO W3Jeaus B Ciaydae, eciau (aKThl U
OOCTOATENBCTBA,  IIOCAY)KMBUIME  OCHOBaHMEeM  [JJIi  IPUHATUA  pelleHus O
IIPUOCTAHOBJICHNH IIPUMEHEHHUS OTOTO MEJHIMHCKOTO W3Jeaud, He IOATBepXKAeHbI



pe3yJIbTaTaMy, ITOJIy4YeHHBIMU B XOJie IIPOBeZieHNs MCCIeJOBaHUM (MCIBITaHU) 06pasIoB
MeIULIMHCKOTO W3JeNNsi, U YBeLOMJISeT O IPUHATOM pelIeHHH IIPOU3BOJUTENS UIN ero
YIIOJTHOMOYEHHOTO IIPeZCTaBUTeJIS.

8. B cnywae HeycTpaHeHUA IIPOM3BOAUTENIEM MJIN €ro YIOIHOMOYEHHBIM
IIpe/iCTaBUTENIEM B YCTAHOBJIEHHBIH yIIOJTHOMOYEHHBIM OPIaHOM TOCYyapCTBa-4iIeHa CPOK
0OCTOATENBCTB, IOCTYXUBIINX OCHOBAHHUEM JJIA IIPUHATUA PelleHNs O IIPUOCTAaHOBIeHUN
IpUMeHeHUs MeJUIIMHCKOTO U3JleIud, YIIOJTHOMOYEHHBIH OpraH TroCyJapcTBa-dIeHa
IIPUHUMAeT pellleHue O 3allpeTe IIPUMEeHeHHUA MeJULIMHCKOTO U3/eNUsI U U3BATHU ero U3
obpaleHus Ha TEPPUTOPUH TOCYJAPCTBA-IEHA.

9. YIoIHOMO4YeHHBIH OpraH rocyapCTBa-WwiIeHa B CIydae BBIABIEHUS B OOpalleHUN
Ha TeppUTOPUM CBOETO TOCYJapcTBa KOHTpadaKTHOro WIH (PasbcUPUIMPOBAHHOIO
MeJUIIMHCKOTO U3/le/ 1N IIPOBOAUT CIeLyIollie MepOIpUATH:

a) B TedyeHHe 5 pabovyux AHEW CO NHSA YCTaHOBIEHHUs ZAaHHOTO (aKTa yBeZOMIISET
BIajesnbla (MoCTaBIuKa U (WJIM) IIPOAABIA) MEAUIIMHCKOTO H3ZeNUs O HeOOXOZMMOCTH
IIpeJCTaBlIeHUs B yIIOJTHOMOYEHHBIH OpPraH roCyZapCcTBa-dieHa MeJULMHCKOTO W3[eIHs
(IO BO3MOXXHOCTH) M JOKYMEHTAIUW, IIO3BOJIAIONIEN HIeHTHU(HUIUPOBAT MeJUIIMHCKOE
usnenve, ¥ (unuM) obecledeHHs HEOOXOAMMBIX VCIOBHI M1 HAEHTH(DUKAIUU
MeJULIMHCKOTO U3/eIUA YIIOJIHOMOYEeHHBIM OpPIraHOM I'OCYZapCTBa-4IeHa;

0) NpPOBOAUT HAEHTU(PUKALUIO MEIUIMHCKOTO H3JeIHsI B COOTBETCTBUU C €r0
MapKUPOBKOH, YIAKOBKOH W /[JOKyMeHTaluel, IIO3BOJAIOIMEH HAeHTU(DUIINPOBATH
MeIUIMHCKOE U3JeIKie, B TOM YMCJIe II0 CIeAYIOUMM IIPU3HaKaM:

HaMME€HOBdHHE€ N MECTO HAXOXIAEHUSI IIPOM3BOAUNTEIJIHA, CTPdHA IIPOHUCXOXIEHNI,
BKJIIO9asd aZipeC MeCTa IIPpOMN3BOACTBA MEANTMHCKOTO N34EJINA;

HauMeHOBaHHe MeAUIIMHCKOTO U3ZeIINs;
ZlaTa U3TOTOBJIEHU U CPOK TOAHOCTHU (CPOK CIIY’KOBI);
HOMep napTuu (cepuu, J0Ta);

yCJIOBUSA XpaHeHUs (9KCIUTyaTallim);

MapKUPOBKa CIIeLMaJIbHBIM 3HAKOM 00palleHus;

cBefleHHsA O perucrpanuu B pamkax Coroza (HOMep M [aTa PeruCTPAIOHHOTO
YAOCTOBepeHMs, HauMeHOBaHMEe YIIOJTHOMOYEHHOIO OpraHa ToCyZAapCTBa-djeHa,
BBIJIABIIETO PETUCTPAIMOHHOE YIOCTOBEPEHUE);

CBeleHUA O [JOKyMEeHTe, YCTaHABIMBAIOIMIeM TpeOOBaHMUA K TeXHUYECKUM
XapaKTePUCTUKAM MeJUIIMHCKOTO U3eIus (IIPU HATUIHN);

B) IPUHUMAaeT pellleHWe O 3alpeTe IPUMEHEHUS U H3BATUM U3 oOpalleHus Ha
TEPPUTOPUU  TOCYJApCTBa-WIeHa  KOHTpadaKTHOro WIM  (asbCUPUIUPOBAHHOTO
MeIUITNHCKOTO U3eIN.

10. YmosrHOMOYeHHBIN OpraH TOCyZapCTBa-4jeHa B TeueHHe 5 paboyux JHeH co JHI
BBIABJIEHHA (pakTa OOpalleHMs HA TEePPUTOPUH TOCYAApCTBA- 4WIEHA MeAHUIIMHCKOTO



U3JieIUs, IPeJCTaBIAIOUer0 ONAacCHOCTh MJIA JKU3HM U (WJIM) 340pOBbA JIIOJEH,
HeJ0OOPOKAaYeCTBEHHOTO, KOHTPa(aKTHOrO WIX (agbCH(PUIVMPOBAHHOTO MeAMIIMHCKOTO
U3JeNnus YBeJOMJIAeT C HCIIOIb30BaHMEM CPe/CTB MHTEerPHPOBAaHHON MHAOPMALVOHHOMN
cucrembl Coio3a yIOJIHOMOYeHHEIE OpPTaHBI APYTUX TOCyZapcTB-uleHOB u EBpasuiickylio
SKOHOMHYECKYI0 KOMHCCHIO O IPHYMHAX M CPOKaxX IIPHUOCTAHOBJIEHMSA MM 3aIlpeTa
IpUMeHeH!Us MeIUIMHCKOTO H3feNUs M H3BATHA ero u3 OOpalleHHsd Ha TepPUTOPHUH
roCyZapCTBa-4IeHa.

11. YmosiHOMOYEeHHBIH OpraH roCcyAapCcTBa-WwieHa NPU HeOOXOZMMOCTH HAIPaBjIieT
3aIIPOC C UCIIOIB30BAaHUEM CPEJCTB MHTETPUPOBAHHOM MHOpMaMoHHOI cucteMbl Coro3a
B  yIOJHOMOYEHHBINI  OpraH Jpyroro TIOCyJapCTBa-WwiIeHa /[jad  IIOJyYeHHS
IOTIOJTHUTE/IHHBIX CBEJEHU, CBI3aHHBIX C (DAKTOM BBIABIEHUSI METUIIMHCKOTO M3JENH,
IpeACTaBAAIONETO0  OMACHOCTh  [JiA  JKU3HM ¥ (WaM)  37O0pOBBSI  JHOZEH,
HeJ0OOGPOKauYeCTBEHHOTO, KOHTpadaKTHOrO wuiau (anbCu(PUIPOBAHHOTO MeAUIIMHCKOTO
W3Ie/IU.

IIpencraBieHue cBeJeHMH Ha OCHOBAaHMU YKa3aHHOTO 3alpoca OCYIIeCTBIAETCSA
YIOJIHOMOYEHHBIM OpraHOM TIOCYyJapCTBa-WwieHa B CpPOK, He IIpeBbIMaiomuii 15
KaJIeHJJapHBIX JHeH ¢ ZaThl MIOTy4eHU 3a1poca.

12. KoHTpomb WCIOTHEHWS PeUleHWH O IIPUOCTAaHOBJIEHHM WJIM 3alpeTe
IPUMEHEHUs MEeIHUIVHCKOTO HU3ZeNus U UIBATUH ero M3 OOpalleHHWs Ha TEePPUTOPHU
roCyJapCTBa-4I€Ha OCYIeCTBIAETCA YIIOJHOMOYEHHBIM OPraHOM TIOCYyZAapCTBa-4ieHa B
IOpAAKe, yCTAHOBJIEHHOM 3aKOHOZATeIbCTBOM IOCyZapCTBa-4IeHa.



