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[IpaButensctBOo Pecnybnuku Kazaxcran IIOCTAHOBIJIAET:
BHeCTH Ha paccmorpenue llpesmaenta PecnyOnuku Kazaxcran mpoekt VYkasa
[Ipesuaenta Pecnyonuku Kazaxcran «O noanucanuu CoryameHus 0 €IUHbIX MPUHIINNAX U
nmpaBWiax OOpaIleHus] MEIUIMHCKUX WU3NeNui (M3ACNUil MEIUIMHCKOTO Ha3HAYEHUS H
MEIUIIMHCKON TEXHUKHN) B paMKax EBpa3suiickoro 5KOHOMUYECKOTO COI03a».
IHIpembep-Muuaucrtp
Pecriyonuku Kazaxcran K. Macumos

O mogmiacannm CorjiameHus O €IUHBIX MPUHIANIAX 1

IpaBWIax oOpameHnsa MEAUIMHCKUX W3AEIHiA

(M3menmit MEAUIIMHCKOI0 Ha3HAYCHUA W MEAUIIUHCKON TEXHUKH)
B paMKax EBpa3uiickoro 3kK0HOMHYIECKOTO COI03a

MOCTAHOBI AI0:
1. OnoGpuTth npunaraemeiii mpoekT CoriameHuss 0 eUHBIX MPUHIIMIAX U TMpaBUiiax
oOpallleHus] METUIIMHCKUX U3JeTuN (M3AeIui MEIUIIMHCKOTO Ha3HAYEHUS U METUIIMHCKON
TEXHUKN) B paMKax EBpasuiickoro DKOHOMUYECKOTO cOlo3a.
2. Ynonnomouuts IlepBoro 3amectutens [Ipembep-Munuctpa Pecniyonuku Kazaxcran
CarunrtaeBa baxpimkana AOaupoBuua moamucath oT uMeHu PecmyOnmku Kaszaxcrtan
CornamieHue 0 €IUWHBIX MPUHIUNAX W TpaBUiiax OOpaIleHUs MEIUIIMHCKUX H3IeNnui (
M3ACNUN MEIUIIMHCKOTO Ha3HAYEHUs] U MEAUIMHCKOM TEXHUKH) B paMkax EBpasuiickoro
AKOHOMMYECKOI0 COK03a, Pa3pelivB BHOCUTh M3MEHEHHUS U JONOJIHEHUs, HE HMEIOLINE
NPUHIOUNUAIABHOTO XapakrTepa.
3. Hactostiimii Yka3 BBOJUTCS B ACMCTBUE CO JHS MOAIUCAHMUS.
I pe 3m g1 e HT

Pecniybnuknu Kazaxcran H.Hazapb6aeB
O A O b P E H
YkKkazowm [Ipesunenra
Pecny6nukmu Kaszaxcrtamn

ot nekabps 2014 roma No



[Ipoekr

COI'JIAIIEHUE

0 €VHBIX MMPHUHIAIAX U NpaBWIaX 00pameHnsa MEIUIIMHCKUX
W3aeHi (M34eMi MEIUITMHCKOTO Ha3HAYCHUA W MEAUITMHCKON
TEeXHUKH) B paMKax EBpa3uiickoro S5kOHOMUIEeCKOro COI03a

['ocynapcTBa-uneHbsl EBpa3uiickoro 3KkOHOMUYECKOTO COI03a, HMEHYEMBIE B JaJbHEUILIEM
rocygapcTBaMHU-4YJIeHaAMU,
OCHOBBIBasACh Ha JloroBope o EBpa3uiickoM 3KOHOMHUYECKOM coto3e oT 29 mas 2014 ropa,
MpU3HaBas 1eJ1eco000pa3HOCTh MPOBEICHUSI CKOOPAMHUPOBAHHON MOJUTUKU B cdepe
oOparieHus: MeIUIIMHCKUX U3JCIUN (M37eMuii MEAUIIMHCKOTO Ha3HAYEHUSI U METUIIUHCKOM
TEXHHUKH) (manee — MEIUIUHCKHE U3ICIHs),
YYHUTHIBasl B3aUMHYIO 3aMHTEPECOBAHHOCTh B 00ECTICUCHUM TapaHTHl O€30MacCHOCTH,
KadecTBa ¥ A((PEKTUBHOCTH MEAUITMHCKUX W3ACIIMU JUISl )KU3HU U 3[I0POBBS JIFOACH, OXpaHbI
OKPY’KAIOMIEH CpeJlbl, UMYIECTBA IOPUANYCCKUX U (HU3NUECKUX JIHI], MPETyTPEeKICHUSI
JNeUCTBUM, BBOASIIMX B 3a0iyXxjeHue mnotpeduteneid (mojp3oBaTesei) MEIUIIMHCKUX
u 3 0 € a1 u u ,
MpU3HaBasl, YTO MEAULMHCKNE U3JENIHS OTHOCITCSA K COLMAIbHO 3HAUMMOMN MPOTyKIIHH,
B 1IEJISIX (pOpMUPOBAHUS OOIIEro phIHKa METUIIMHCKUX U3l B pamkax EBpaszuiickoro
PKOHOMHUYECKOTO cor3a (manee - Cor3),
CTPEMSICh K TOBBIIICHUI0 KOHKYPEHTOCIIOCOOHOCTH MPOU3BOAMMBIX B pamkax Corosa
MEAULINHCKUX H3JICIINI, CTPEMACh K YCTPAHECHUIO OTPAHWYECHUN BO B3aUMHOM TOPrOBIIE,
COTJIACHUJINCH O HUKECIIEYIOIIEM:

Crarpsa 1
Cdepa npumenernusa CoriameHus

1. Hacrosimee CorunamieHue yCTaHaBIMBAET €IUHbIE PUHIMIBI U IPaBUia 00paleHus
MEIMIIMHCKUX u3nenuii B pamkax Coro3a B Hensix (OpMHUpPOBaHHUS OOIIEro pbIHKA
MEIJUIULUHCKHX U3T€EIHuH.

2. HeuictBue Hactosimiero CornameHus pacnpocTpaHseTcsl Ha NMPaBOOTHOIIEHUS,
CBsI3aHHBIE C OOpalleHHEeM MEIUIMHCKUX HM3CNIUN, MpeaHa3HauYeHHBIX A7 OOpalleHus B
pamkax Coro3a, a Takke MEJUIMHCKHE W3JENus, HaxoJsiuiuecss B oOpalleHUH B paMKax
C o w 3 a

3. PerynupoBaHue oOpalieHus MEJUIMHCKUX U3/1enuil B pamkax Coro3a oCyIIecTBISETCs
B COOTBETCTBUHU C JloroBopoMm 0 EBpasuiickom 3KOHOMHUYECKOM coro3e oT 29 mast 2014 rona,
HacrosmuM CornameHueM, APYyTMMU MEXAYHApOAHBIMU JIOTOBOPAMH, COCTABIISIOIIMMU
npaBo Coro3a, pemenusimu Komuccuu, a Takxke 3aKOHOAATENbCTBOM IOCYAapCTB-YJIEHOB.



Crarps 2
Onpenenenus

Jnsa ueneit Hactosmero CorjameHus UCHOJIb3YIOTCS MOHITHS, KOTOPbIE O3HAYAIOT

CJ e a1y Ko u e e

«BBIMYCK B OOpaIlieHne MEIUIIMHCKUX U3ETU» - 1I00ast BO3Me3IHasl Wik 0€3BO3Me3THas
rnepegadya MEOUIMHCKUX M3AEIHM, KOTOpas OCYLIECTBISICTCA BIEPBBICE M JENACT HX
JOCTYIIHBIMH JIJII PaclpoCTpaHeHuss W (WJIM) NMPUMEHEHHS, 32 HUCKIIYCHUEM Iepeaadu
MEAUIUHCKUX U3ACIUN Il TPOBEACHUS MCCIEIOBAaHUN (MCHBITAHUM) C UEIbI0 HUX
Nociaeaymimen peanu3amnuu u NPUMECHEHHUS;

«MEIUIMHCKUE U3JIeNUsD - JIIOObIe MHCTPYMEHTHI, anmnapaThl, IpuOOpkl, 000pyA0BaHUE,
MaTepUalIbl U MPOYKE U3JCIIHS, KOTOPBIE MPUMEHSIOTCS B MEAUIIMHCKUAX LEIAX OTACIBHO WU
B COUYETAaHUM MEXJy CcOO0OH, a TakkKe C MNPUHAMIC)KHOCTIMH, HEOOXOJAUMBIMHU IS
MPUMEHEHUS YKa3aHHBIX W3JENHUI MO Ha3HAYCHHIO (BKJIOYas CIEUaIbHOE MPOrpaMMHOE
obecrieueHue), MpeaHa3HAYeHbl MPOU3BOJUTENEM IS NPOPUIAKTUKUA, JTHATHOCTHUKH,
ne4yeHus 3a00JI€BaHM, METUIIMHCKON peaduaInuTallui 1 MOHUTOPUHTA COCTOSIHUSI OpraHU3Ma
YyeJlIoBeKa, MNPOBEACHUS MEAUIMHCKUX HCCIIEI0BaHUN, BOCCTAHOBJICHUS, 3aMEIICHUS,
M3MEHEHUSI aHATOMHUYECKOW CTPYKTYpbl WU (PU3HOJOTHUUECKUX (PYHKIMNA OpraHu3Ma,
MPEIOTBPAICHUS WIIM MPEPHIBAHUSA OEPEMEHHOCTH M (DYHKITMOHAIBHOE Ha3HAUCHHUE KOTOPBIX
HE pealn3yeTcs nmyTeM (papMaKoJIOrH4eCcKOoro, UMMYHOJIOTHUYECKOTO, TeHETHYECKOTO WU
MeTabOJIMUECKOTO BO3JCHCTBUS HAa OPraHU3M YEJIOBEKa, OJTHAKO MOXKET IOJJICPKUBATHCS
JEKAPCTBEHHBIMHU CpelCTBaMu,;

«oOpailleHue MEIUIIMHCKUX HU3JCIUN» - MPOEKTUPOBAHUE, pa3paboTKa, CO3JaHUE

OTIBITHBIX 00PAa31I0B, MPOBEICHUE TEXHUYECKUX HCIBITAHUN, UCCIICIOBAHUHN (MCIIBITAHUM) C
LEJIbI0 OIIEHKU OMOJOTHMYECKOTO JACHUCTBHUS, KIMHUYECKUX HWCHBITAHUM, SKCIEPTU3BI
O0e3omacHOCTH, KadecTBa W J(G(PEKTUBHOCTH MEIUIMHCKUX H3ACIUNA, perucTpaius,
MIPOU3BOJICTBO (M3rOTOBJICHUE), XpAaHEHUE, TPAHCIIOPTUPOBKA, pealiu3allvsi, MOHTaX, HaJaaKa
, TIpUMEHEHHE (PKCIUTyaTallus), TeXHHYECKOe OOCIy)KMBaHHE, PEMOHT M yTHJIH3AIIHSA
MEIUIIMHCKUX U3JICITUH.

Crarpa 3
IIpoBeneHne CKOOPAMHUPOBAHHON MOJIMTHKA
B c(epe oOpameHns MeTUIUHCKAX W3EIHi

1. TocynapcTBa-uneHbl GOPMHUPYIOT OOIIMI PHIHOK MEIUIIMHCKUX W3JCIUA B paMKax
Coro3a B COOTBETCTBUU C MIPUHIIMIIAMH, YKa3aHHBIMU B cTathe 31 JloroBopa o EBpaszuiickoM
SKOHOMHUYECKOM COm3¢€ oT 29 Mas 2014 rojnaa.

2. I'ocynapcTBa-usieHbl TPOBOSAT CKOOPAUHUPOBAHHYIO MOJUTUKY B cpepe oOparieHus
MEIUIUHCKHUX U3J1EIU M MNOCPEIACTBOM:



a) TPUHATHSA MeEp, HEOOXOIMMBIX I TapMOHM3allMHd 3aKOHOJATEIbCTBA

rocyJapCcTB-4JCHOB B chepe oOparmeHus MEIUITHHCKUX U3JICINH;
0) ycTraHOBICHUS 00IUX TpeOoBaHU 0e30MacHOCTH U d()PEKTUBHOCTH MEIUITMHCKUX
M3 €IUun B paMKax Cowsa;

B) YCTAHOBJICHUS €UHBIX MPABUJI OOpaIEHUS MEIUIIMHCKUAX U3JICTTUH B COOTBETCTBHH C
pexoMeHanusaMu MexayHapoaHoro ¢popyma peryiastopoB Meaunuackux uzaenuii (IMDRF)
;

') ONpeNeNeHUs] eANHBIX MOIXO0J0B K CO3/IaHUI0 CUCTEMbI 00ECIeYeHHUs] KauecTBa
MEIUIUHCKHX u3aenui,;
1) TapMOHHU3allMM HOMEHKJIATypbl MEIUUMUHCKUX HW3JIEIUN, HUCIOJIb3yeMOW B
rocyjaapcTBax-ujieHax, ¢ ['yoOanbHON HOMeHKIaTypou MmemunuHckux wuznenuin (Global
Medical Device Nomenclature);
€) rapMOHHU3allUM 3aKOHOAATEJIbCTBA TOCYAApPCTB-WICHOB B YaCTH YCTAHOBJICHHS
OTBETCTBEHHOCTH 3a HapylleHHe TpeOoBaHUl B cepe oOpaleHus MEAUIUHCKUX HU3IEITHM.
3. lns ueneit peanuzanuu Hactosmero CorjameHuss rocygapcTBO-YIEH ONpENesaeT
opran (opra"esl) TOCyJAapCTBEHHOW BiacTu (ympaBlIeHUS), VYIOJHOMOYECHHBIH (
YIIOJTHOMOYCHHBIC) Ha OCYHIECTBIICHHE M (WJIM) KOOPJUHAIMIO NEATeIbHOCTH B cdepe
oOpamieHuss MEAULMHCKUX HU3JeJIMi Ha TEPPUTOPUU TOCylapcTBa-uieHa (Jnanee -
YIIOJTHOMOYEHHBIM OpraH), u WHQOpPMHUPYET O HEM Jpyrue TroCyJapCTBa-WwiICHb U
EBpasuiickyo AKOHOMUYECKYIO KOMUCCHUIO (manee - Komuccus).
4. KoopauHauum AeATENbHOCTH, HAITPABIEHHOW HA TAPMOHHU3ALMIO 3aKOHOAATEIbCTBA
rocyJapcTB-4JeHOB B cdepe oOpallieHusi MEIUIIMHCKUX U3JeNuii, ocymectsiser Komuccus.
5. T'apmoHu3anus 3aKOHOJATEIbLCTBA TOCYAapCTB-WICHOB B cdepe obpamieHus
MEIUIMHCKUX H3JIeJINIl OCYIIECTBIISIETCS Ha OCHOBE MEXIYHAPOAHBIX HOPM C YYE€TOM
pelmIeHu Komuccun B chepe oOpamieHuss  MEIMUMHCKHUX  HM3JeNuil.
6. YIIOJIHOMOYEHHBIE OpPTaHbl OCYIIECTBISIOT COTPYAHUYECTBO B chepe oOparieHus
MEIUIIMHCKUX W3JEIUi, B TOM YHUCJIE MyTeM OpTraHu3allid W KOOPAWHAIIMU TMPOBEICHUS
HAay9YHO-HUCCIICIOBATEILCKIUX Pa0dO0T, HAYyYHO-TIPAKTUIECKUX KOH(EpEeHINH, CEMUHAPOB U
U H bl X MEPOONPUATHH.

VY10THOMOYEHHBIE OpTaHbl MPOBOJAT MEPONPUITHUS IO OOMEHY OMBITOM U OpPTaHU3AINU

COBMECTHOTO OOYy4YeHHsS CHEeUHAIUCTOB B cdepe oOpamieHus MEAUIMHCKUX H3JIEIUM.

YoJIHOMOYEHHBIE OpPraHbl WM JCHCTBYIONIME MO MX MOPYYEHUIO OpraHU3aluu
roCy/1apCTB-4JIEHOB MPOBOJAT C y4yacTHEeM IMpenacTtaButeneil Komuccunm KOHCyIbTaluu,
HalpaBJICHHbIE Ha COTJIAaCOBAHHUE TMO3MIIUN TOCYAapCTB-WICHOB IO BOINpOCaM OOpalieHUs
MEIUIUTHCKUX WU30CITNH.

Cratpa 4
Perncrpanus MeAUIMHCKAX H3/1CTHA



1. ITonoxxeHus HACTOAIIEH CTaThbU PACHPOCTPAHAIOTCS HAa MEAULIMHCKUE WU3JETus,
BbIITyCKaeMble B oOpaimienue B pamkax Coro3a ¢ JaThl BCTYIUICHUSI B CUJTy HACTOSIETO
CornameHUHH

2. MeaunuHcKe U3JIenus, BbllycKaeMble B oOpaieHue B pamkax Coro3a, mojjexar
perucrpaunuu B nops ke, yCTaHABJIUBAECMOM Komuccuei.

Peructpanus MeQUUMHCKUX U3EIUNA OCYLIECTBISETCS YHNOJHOMOYEHHBIMU OpPraHaMHu.

[TpoBenenue sxcnepTusbl 0€30MaCHOCTH, KauecTBa U 3P(EKTUBHOCTU MEAUIUHCKUX
WU3IEIUH B 1ENAX HX PETUCTPAIUU OCYIIECTBISAECTCSA HKCHEPTHOM OpPTraHU3ALMEN,
OIpeEeNsieMOi roCy1apCTBEHHBIM OpPraHOM T'OCyAapCcTBa-wieHa B cepe 31paBoOXpaHEHus, B
nopsaake, YyTBEPKIAAEMOM Komuccuei.

3. Ilpu ocyiiecTBIEHUU PErHCTpalluy NPEAbSIBISIOTCA OJAMHAKOBBIE TPEOOBaHUS K
MEIUIIMHCKUM HU3JETUsIM, TPOU3BEACHHBIM B paMkax Coro3a U BB€3€HHBIM Ha TaAMOKEHHYIO
TEPPUTOPUIO Corw3sa u3 TPETHhUX rocynapcTB.

4. B uensx perucrpaluv MEIUIMHCKUX U3JIETUNA TPOBOASITCS TEXHUUECKUE UCTIBITAHUS,
Uccle0BaHusl (MCTIBITAHMS) C IIEJIbI0 OIEHKH OMOJIOTHYECKOro ACHCTBUS, KIMHUYECKUE
WCTIBITAHUS, UCTIBITAHUS B LIEJISIX YTBEPKJICHUS THUIA CPEJICTB U3MEPEHUM (B OTHOILICHUU
MEIUIUHCKUX W3JEIUN, OTHOCSLIUMXCS K CPEACTBAM HM3MEPEHHI, MEepeuYeHb KOTOPBIX
yTBepxkaaerca Komuccuei) m skcneptuza 0€30MacHOCTH, KauecTBa U 3(P(HEKTUBHOCTH
MEIJUILUHCKHUX U3O€C€EIUH.

[IpaBuna kinaccuukavy MEIUIUHCKUX WU3/EIIUNA B 3aBUCUMOCTH OT MOTEHIIMATBHOTO
pucka mpumeHeHus, [IpaBwia BeaeHUS HOMEHKJIATYPHI MEAWITMHCKUX H3ICIUH, O0mne
TpeboBaHus 6e3omacHOCTH U APHEKTUBHOCTH MEIUIIMHCKUX W3JACIul, TpeOOBaHUS K
AKCIUTyaTallMOHHON JOKyMEHTAllMu MEIUIMHCKUX u3aenuit, [IpaBuia mnpoBeneHus
UCCIIEIOBAHUN (MCIIBITAHUI) MEIUIIMHCKUX u3aenui, [IpaBuiia perucrpauuv MEAUIUHCKUX
u3zenui (B TOM 4uciie TpeOOBaHMS K PETUCTPALIMOHHOMY JIOChE, 3aBJICHHUIO O PETUCTPALIHH,
OCHOBAaHHUSI M TOPSAOK MPUOCTAHOBJIEHUS WJIM OTMEHbl ACUCTBUS (AQHHYJIHUPOBAHHS)
PErUCTPAllMOHHOIO yJAOCTOBEPEHUs MEIUUMHCKOro wusaenus), [lpaBuia mnpoBeneHus
AKCIEepTU3bl 0€30MacHOCTH, KadecTBa ©W A(PPEKTUBHOCTH MEIMITUHCKUX U3JACTUN
YyTBEPKIAAWTCA Komuccuei.

5. YIIOJTHOMOYEHHBIE OpPraHbl ONPEAEHSIOT IEPEUYEHb YUPEKACHUNW, OPraHUu3alui u
OpPEANPUSATHM, B TOM YHCIIE€ MEAULIUHCKAX YUYPEXKACHUN U OpraHU3alHil, UMEIOIIUX MPaBO
OCYILIECTBIISATh MPOBEJICHUE UCCIIEIOBAHUHN (MCTIBITAHUM ) METUIIMHCKUX U3JEIUN B LEAX UX
perucTpaunuu (manee - YIOJTHOMOYEHHBIE OpTaHHU3ALIUN).

TpeboBaHuUs K YIOJHOMOYEHHBIM OpPraHU3AIMSIM U MOPSIOK OLIEHKH UX COOTBETCTBUS
3TUM TpeOOBaHUIM YCTAHABIUBAKTCA Komuccuen.

6. JIOKyMeHTOM, MOATBEPKIAIOMMNM (PaKT perucTpan MEIUIIMHCKOTO H3AENHs,
ABJISAECTCS PETUCTPALMOHHOE YIOCTOBEPEHME MEIMIMHCKOIO H3JENus, NCUCTBYIOIIEE B
pamMEKax Cotw3a

dopma pETHCTPALIMOHHOIO yAOCTOBEPEHUS U NPABUIIA €€ 3aII0JHEHUS yCTAaHABINBAKOTCS



KowmMmwuccwuen
PerucrpanmonHoe  yJ0CTOBEpeHUE  SBISIETCS  OECCPOUYHBIM.
7. T'ocynapcTBa-4ieHbl CO3JAI0T YCIOBUS ISl OOECIIeUeHUs COOTBETCTBHS METOJIOB U
YCJIOBUM TIPOBEJCHUS MCCIEIOBAaHUM (MCHBITAHUN) M COMOCTABUMOCTH PE3YJIbTATOB
HKCIIEPTU3 MOCPEACTBOM MPUMEHEHUS 001uX TpeboBaHuii 6e30macHoCTU U 3PPEKTUBHOCTH
MEIUIUHCKUX M3JEIUNd U €IUHBIX TPeOOBaHUMU, MPEIbIBISEMBIX K YHNOJIHOMOYEHHBIM
OprasHnumizanusamMm
8. YIOJIHOMOYEHHbIE OpraHbl B3aUMHO MPHU3HAIOT PE3YyJIbTAaThl UCCIEAOBAaHUN (
WCTIBITAHUM) W DKCIEPTHU3, MOJYyUYEHHbIC B XOJI€ BBITIOJHEHUS MPOIEAYP PErucTparuu
MEUITMHCKHUX WU3JICTTUH, TIPU YCIOBHUH, YTO OHU BBITIOJIHEHBI B COOTBETCTBUU C TPEOOBAHUAMHU
u npaBUIaMu, YCTAHOBJIICHHBIMHU KoMmuccueii.
9. YperynupoBaHue pa3HOTIACHI, BOSHUKAIOUIUX MEXK]ly YIIOJTHOMOUYEHHBIMU OpraHaMu
IpU PETUCTPALMK MEIUIMHCKUX HU3JIENTUN, OCYIIECTBISETCA B MOPSAKE, YCTAaHOBIECHHOM
KowmMmuccmuein
10. Pemenue ynoiHOMOYEHHOTO OopraHa o0 OTKaze B BblJau€ PErUCTPALMOHHOTO
YIIOCTOBEPEHHUSI MEAUIUHCKOTO H3JICNIUST MOXET ObITh 00XaJT0BaHO MPOU3BOJIUTEIEM
MEIUIMHCKOTO HW3JAENUs WIM €ro YHNOJIHOMOYEHHBIM TMPEACTABUTENEM B CYyHe
rocyJapcTBa-4jieHa B TMOpSAKE, MOPEIYyCMOTPEHHOM 3aKOHOJATEIbCTBOM ATOTO
rocyglapcTBa-uYyjJeHa.
11. B pamkax Coro3a He MNOAJNEKAT pPErucTpaluv MEJUIIMHCKUE H3JIEIIHS:
a) BBE3CHHBIC (PU3MYECKUMH JIMIIAMH Ha TaMOXXCHHYI0 Tepputopuio Coro3a u
npeJHa3HauYeHHbBIE st JUYHOTO NOJAb30BAHUS;
0) KOTOpbIe U3TrOTOBJICHBI HA TEPPUTOPUM TOCYAAPCTBA-UJICHA MO WHAUBUAYAIbHBIM
3aKa3aM IalMEHTOB HWCKIIOUUTEIbHO [UJISI JIMYHOTO TOJb30BaHUA U K KOTOPBIM
MPEIBABISIOTCS CHENHAIbHbIE TPeOOBaHUS B COOTBETCTBUU C Ha3HAUYCHHUEM, BBIJAHHBIM
MEIUIUHCKHUM pabOTHUKOM;
B) BBE3CHHBIC Ha TaMOXKECHHYIO Tepputopuio Coro3a JJisi UCTIOJIb30BaHUs paOOTHUKAMHU
TUINJIOMAaTHUYECKOTO Kopnyca;
I') BBE3€HHbIE HAa TAMOKEHHYI0 Tepputoputo Coro3a i OKa3aHusl MEIUIIMHCKON MTOMOIIN
Maccakupam M 4jeHaM SKHUIMaXKeW TPAHCIOPTHBIX CPENICTB, MOE3HBIX OpUraJ U BOJUTEISIM
TPaHCTOPTHBIX CpEJCTB, NpUOBIBIINX Ha TEPPUTOPHUIO Coto3a;
J1) BBE3€HHBbIE Ha TaMOXEHHYIO0 Tepputoputo Coro3a MJisi OKa3zaHUs MEIULMHCKOMN
MOMOIIM yYaCTHUKAM MEXIYHAPOJIHBIX KYJIbTYPHBIX, CHOPTHUBHBIX MEPONPUATHH U
y4acTHUKAM MEXKAYHApPOJHBIX OKCIEAULMN, a TakXKe JJIisI TPOBEJACHHUS BBICTABOK;
€) BBE€3CHHBIC Ha TaMOXXEHHYIO Tepputopuio Coro3a Jjid MpoBeIeHHUs UcCliea0BaHuM (
UCTIBITAHUN), B TOM qucle B Hay4YHBIX Hensix;
) BBE3CHHBIC HA TAMOXEHHYI0 Tepputopuio Coro3a B KauecTBE T'yMaHUTAPHON MTOMOITU
B CIIy4asix, ONpeeiieMbIX 3aKOHOIaTeIbCTBOM TOCYAapCTB-UJICHOB.



Cratpa 5
Brmmyck B oOpamenne B paMkax
Co103a METUITMHCKUX HU3AEIINHA

1. OTBEeTCTBEHHBIM 3a BBINTYCK B oOpamieHue B pamkax Coro3a MEIUIIMHCKOTO U3CIHs
SBJISIETCS NPOU3BOJUTENb W ero YIIOJIHOMOYEHHBIHN NpeCTaBUTEND.
2. 3anpemiaercs BBITyCK B oOpamieHue B pamkax Coro3a MEAUIIMHCKOTO U3J/IETHUs, €CIIH:
a) uMmeeTcsa opUIMATBHOE YBEJIOMIICHUE YIIOJTHOMOYEHHOTO OpraHa, MPOU3BOAUTENS U (
WJIM) €T0 YTIOJTHOMOYEHHOTO MPEACTABUTENS O TOM, YTO OOpAIIeHNe MEAUIIMHCKOTO U3IeTHUs
MIPUOCTAHOBJICHO, JTMOO OHO U3BATO U3 OOpaIleHus, TM00 OHO OTO3BAaHO MPOU3BOIUTEIIEM;
0) HCTEK CpOK CHyXObl (CPOK TOJAHOCTU) MEAUIIMHCKOTO HW3ACIUs;

B) MEIUIMHCKOE H3JIeJIu€ HE 3apErUCTPUPOBAHO B YCTAHOBJIEHHOM MOpsaKe (3a
UCKJIIOUCHUEM MEAUIMHCKUX W3ACIUHN, HE MOJJIEKAUUX PErUCTPAllUM B COOTBETCTBUU C

nyHKToM 11 ctarbu 4 HacTosiero CornameHus).

Crarpia 6
ITpou3BOACTBO MEAUIIMHCKUX H3/EIHIA

1. I[TpousBoauTeNh MEAUIIMHCKUX U3JIEIHM, TPeIHA3HAYEHHBIX /1711 OOpalleHus] B paMKax
Coro3a, obecnieynBaeT BHEAPEHHWE W MOJAJEpP’KaHHE CHUCTEMbl MEHE/KMEHTa KayecTBa
MEIUIMHCKUX u3Aenuid. TpeboBaHUS K BHEIPEHUIO, MOJACPKAHUIO U OIEHKE CHUCTEMBI
MEHEPKMEHTA Ka4yeCTBa MEJUIMHCKUX U3JEJINI B 3aBUCUMOCTH OT IOTEHIMAIBHOIO pUCKa
179:4 NPUMEHEHUSA YyCTaHAaBIUBAKTCA Komuccuen.

2. [IpousBoauTenb CO3/1a€T U MOJAECPKHUBACT B aKTyaJIbHOM COCTOSIHUU CUCTEMY cOopa U
aHaJu3a JaHHBIX [0 MPUMEHEHUI0 MEAUIIMHCKUX U3JEINI, OTCIECKUBAHUIO U BBISIBICHHUIO
MOOOYHBIX  JICUCTBUH  MEIUIIMHCKUX  M3JENUil B  TMpoIecce  IKCILUTyaTaluH.

[Tpou3BoauTENs HANPABISAET YIOJIHOMOYEHHBIM OpraHaM OTYEThI, COCTaBJIEHHBIE Ha
OCHOBAHHUU OIbITAa KIMHUYECKOTO MPUMEHEHUS OTIAEIbHBIX BUJIOB MEAMIIMHCKHX M3JEIUI
BBICOKOI'O KJIacCa INOTEHLIHAIBHOIO PHUCKAa IPUMEHEHMS, B IOPSAJKE, YCTaHABIMBAEMOM
KoMmwuccuemn

B cnydae BbISIBIEHHS] HECOOTBETCTBUSI MEAMIMHCKUX M3JENUM OOIIMM TpeOOBaHUSAM
0e30nmacHOCTH U 3PHEKTUBHOCTH MEIULIMHCKUX U3EIUN WIK NOCTYIIEHUs: MH(POpMAIUU O
¢dakTax U O0OCTOSATENBCTBAX, CO3JAIOLIUX Yrpo3y JKU3HU WIM 3J0POBBIO JIOJEH,
YIOJIHOMOYEHHBIN OpraH B 5-JIHEBHBIM CPOK YBEIOMIISIET 00 3TOM YIOJHOMOYEHHbIE OPTaHbI
APYTUX TOCYNAapCTB-UJICHOB U MPEANPUHUMAET MEPHI 10 HEJTOMYIIEHUIO 00paIleHNs] TaKHX
MEUIUHCKUX u3eNnui Ha TEPPUTOPUHU CBOETOo rocyaapcraa.

3. B citydae npekpameHus: Iporu3BOACTBAa MEIULIMHCKOTO U3EIHS IPOU3BOIUTEND HIIN
€ro yIOJHOMOYEHHBIN IpeACcTaBUTENb B TeueHUe 30 KaJeHJapHbIX JHEW C JaThl NPUHATHS
pelieHus O MPEeKpalleHuyd MPOM3BOJCTBA MEAMIMHCKOrO M3Jeius 00s3aH IMPEICTaBUTh



COOTBETCTBYIOIIYIO0 HHGOPMAIIMIO B YIIOJTHOMOYEHHBIN OpraH, BEIABIINN PETUCTPAIMOHHOE
YAOCTOBEPEHUE MEIULIMHCKOTO U3EIHS.

Cratpa 7
MapxupoBKa MEIUIMHCKHX W3S

1. MenuuuHcKkue u3aenus, Mpouieie yCTaHOBIeHHbIe B pamkax Coro3a mporeaypbl
perucTpaluu M TMOJATBEPKICHUS COOTBETCTBUS OOIIMM TpeOOBaHUSIM OE30MacHOCTH U
3 PEKTUBHOCTU METUIIMHCKUX HU3JIENUNA, TPEOOBAaHUAM K BHEIPEHUIO M TOJJIEPKAHUIO
CHUCTEMbI MEHE/PKMEHTA KaueCTBa MEIUIIMHCKUX U3JIEIUH, Mepe]l BHITYCKOM B oOpalieHue B
pamkax Coro3a mojjiexaTr 00s3aTeIbHON MapKHUPOBKE CIEIUATbHBIM 3HAKOM OOpalieHus
MEIUIMHCKOTO u3aenus Ha peiHke Coro3a (manee - cHelualbHBIN 3HAK OOpaIieHus).

2. OTBETCTBEHHOCTh 32 HEOOOCHOBAHHOE MAapKHPOBAHHWE MEIUIIMHCKOTO HW3JICIUS
CHELHAIBHBIM 3HAKOM OOpalieHusi HECeT MPOU3BOAMUTENh WIIM €ro YINOJTHOMOYECHHBIH
npeagcTaBUTECdb .

3. B cnyuae ecnu yrmoJIHOMOYEHHBIM OpraH yCTaHOBUT, YTO MAPKUPOBKA METUITUHCKOTO
W3/1eNIHSl CIIEIUAIbHBIM 3HAKOM OOpaleHUs UCII0JIb3YETCs KAKUM-JIMO0 MPOU3BOUTEIIEM WIIH
€ro YIOJHOMOYEHHBIM IMPEACTaBUTENIEM HEOOOCHOBAaHHO, OH JIOJKEH MTPOUHPOPMUPOBATH 00
ATOM HApYyIICHUU YIIOJTHOMOYEHHBIE OpTaHbl JPYTHX rocyaapcTB-uwieHOB U Komuccuio u
MPUHATH HEOOXOIUMBIE MEPHI TTO UIBSATUIO TAKOTO MEIUIIMHCKOTO M3ENHs U3 OOpaIleHHs Ha
TEPPUTOPUM CBOETO TOCYJIapCTBA W NPHUBJICYEHUIO BUHOBHOIO JIMIIAa K OTBETCTBEHHOCTH.

4. TpeboBaHUsI K MAPKUPOBKE MEAUITMHCKUX U3JCIUN, H300pKCHHUE CIECIHATBHOTO
3Haka oOpamieHuss u IlojoxeHue O cHenuadbHOM 3HAKe OOpalleHUs YTBEPXKIAIOTCS
KowmMmwuccwuern

5. B oTHOMIEHNM MEAUUIMHCKUX U3AEIUNA HE IPUMEHSIETCS MapKUPOBKA €IMHBIM 3HAKOM
oOpaitieHus mpoayKuuu Ha peiHke Coro3a.

Crarpsa 8

KorTpons 3a o6pamenneM MeIUIMHCKAX

H3JI€Hi 1 MOHUTOPHHT 0€30IaCHOCTH,

KagecTBa B 3QPEKTUBHOCTH MEAVIIMHCKIX W3EIHIH

1. KorTpomns 3a oOpameHrneM METUIIMHCKUX U3IETUH OCYIIECTBISIETCS B OTHOIICHUHU
IOPUIMYECKUX JIMI] W 3apeTrHCTPUPOBAHHBIX B KadeCcTBE WHAWBHUAYaTbHBIX
MpeanpruHUMaTeNel (GU3NIEeCKUX JIUI, OCYIIECTBIISIONINX NEITeILHOCTE B chepe oOparieHus
MEIUIMHCKUX u3Aenuil B pamkax Corosa, B MOPsIIKE, YCTAHOBIEHHOM 3aKOHOATEIbCTBOM
rocyaiapcTB-YIEHOB.

2. [lpaBuiia mpoBeeHUST MOHUTOPUHTA 0€30MacHOCTH, KayecTBa U 3G (PEKTUBHOCTH
MEIUIIUHCKUX U3eIui yCTaHABJIHUBAKOTCSA Komuccuei.



3. B ciyuae BoisiBrieHust gakra obpaimienus B pamkax Coro3a MEIUIIMHCKUX W3JCIUMH,
MPEACTABISIIOUIMX OMACHOCTb JJIA )KM3HU U (W) 3J0pOBb JII0EH, HeJOOPOKAYECTBEHHBIX,
KOHTpa(akTHBIX WIN (PanbCUUIMPOBAHHBIX MEIAUIIMHCKUX HW3JIETUH, YITOJTHOMOYEHHBIN
opran B S5-JIHEBHBIA CpPOK IMOCI€ YCTaHOBJEHHS Takoro (axkra yBeaomysieT o0 3TOM
YIIOJTHOMOYEHHBIE OpPraHbl APYTrUX TOCYyJapCTB-UJICHOB M HAMNPaBISE€T COOTBETCTBYIOIINE
ceeneHuss B Komuccuro, a Takke BIpaBe NPUHATH B YCTaHOBIEHHOM Komuccuein mopsiake
MephbI IO TPUOCTAHOBJICHUIO WM 3aMPETy MPUMEHEHUS YKa3aHHBIX MEIUIIMHCKUX U3JICIUNA U
U3bSATHIO " X U3 obpameHmus.

4. Tlpu BbIsIBIEHUU (DAKTOB, 3aTparvuBarOIIMX BOMPOCHI 0€30MACHOCTH, KA4eCTBA U
3¢ (PEKTUBHOCTH MEAUITMHCKUX H3JCNHM, YIIOJTHOMOUYCHHBIH OpraH HHGOPMHUPYET 00 ITOM
MPOU3BOJIUTEN MEAMIIMHCKOTO M3JIeNUsd WA €ro YMOJHOMOYEHHOTO MpPEACTABUTENS U
BIIPABE 3aMpPOCUTHh Yy HETO JOTOJHHUTEIBHYI0O WHPOPMAIUI0O O MEIUIIMHCKOM H3JICIIHH.

5. YNOMTHOMOYEHHBIN Opras BIpaBe:

MPOBECTH JOMOJIHUTEIBbHYIO SKCIEPTU3y 0€30MacHOCTH, KauecTBa U 3(PPEKTUBHOCTH

MEIULUHCKOTO U3AENHS C YUETOM BBISIBIEHHBIX HETATUBHBIX MMOCIEACTBHUI €r0 IPUMEHEHUS B

cllyyasix, MPEYCMOTPEHHBIX 3aKOHOATEIHLCTBOM rocyJapcTBa-4jeHa;
IIPUOCTAHOBUTH JACUCTBUE BBIJAHHOTO KM PETUCTPALMOHHOIO YIAOCTOBEPEHMUS
MEIUIMUHCKOTO U3A€IUS;

OTMEHMTH JCHCTBUE (AHHYJINPOBATh) BBLAAHHOTO UM PETUCTPALMOHHOIO yIOCTOBEPEHUS
MEAUIMUHCKOTO U3 ECHAUS.
OcHOBaHMS M MOPSAOK MPUOCTAHOBIECHUS WM OTMEHBI NEUCTBUA (aHHYJIHPOBAHUSA)
PETrUCTPALIMOHHOTO YAOCTOBEPEHHSI MEIMUIIMHCKOTO u3fenus onpenenstorcs lIpaBunamu
perucTpanuu MEIULUHCKHAX U3JIEINH, YTBEPKIAEMbIMU Komuccuein.
O npUOCTaHOBJICHUU WM OTMEHE JEUCTBUS (AaHHYJIHUPOBAHWUU) PETUCTPALUOHHOTO
YIAOCTOBEPEHUS MEIULMHCKOTO U3AENUsA, a TaKKe HalpaBJIeHUW YBEIAOMIIEHUA O
HEOOXOJAMMOCTH MPOBEICHUS JOMOJHUTEIBHOM HKCIEPTU3bl MEIUIMHCKOTO H3eNHs
YIOJIHOMOYEHHBIN OpraH He3aMeUIUTeNIbHO HHHOPMUPYET YIIOTHOMOYEHHBIE OPTraHbl IPYTUX
roCy/1apCTB-WICHOB, MPOU3BOAUTENS HJIM €ro yHNOJHOMOYEHHOTO MHpPEJACTABUTENS U
Komuccuto.

Crarpa 9
HWupopMammoHHas cuctemMa B cdhepe
oOpameHnsa MEOUIMHCKIX W36

1. B nensx obecnieuenus ycioBuil st oOpamenus B pamkax Coro3a (0€30MMacHbBIX,
KauyeCTBEHHBIX U 3 (PEeKTUBHBIX MenUIIMHCKUX u3aenuii Komuccueit popmupyercs u Benercs
nHpopManMOHHass cucremMa B cdepe oOpameHus MeaUUUMHCKUX U3AeNui (naiee -
nH(pOpMalMOHHAs CHUCTEMa), SBIAIONIASCS YacThl0 WHTETPUPOBAHHONW WHMOPMAIMOHHON
CHCTEMBbI Comw3sa u BKJIIOYAIOas B cebs:



a) eIUHBIA peecTp MEIUIMHCKUX W3JENHNH, 3aperuCTPUPOBaHHBIX B pamkax Coro3a;
0) enuHBIM peecTp YHNOJHOMOYEHHBIX OpraHU3ALUN;
B) €IMHYI0 HH()OPMAIIMOHHYIO 0a3y JaHHBIX MOHUTOPHMHTa OE30IMaCHOCTH, KadyecTBa U
3pPEKTUBHOCTH MEJIUIIUHCKUX U3AeNuin.
2. Tlopsimox hopmupoBaHus U BeleHUS WHPOPMAITMOHHOW CUCTEMbl yCTAaHABINBACTCS
KoMmwuccuei
YHonHOMOYEHHbIE OpraHbl MpeACcTaBisitoT B KoMuCccHI0 HEOOXOMMBbIE CBEICHUS IS
bopMupoBaHus MHPOPMAIIMOHHOMU CHUCTEMBI.
3. CBeneHus, BKIIOUCHHBIE B HHQOPMAIIUOHHYIO CUCTEMY, SIBIISIFOTCS OOIIEOCTYTHBIMU
U pazMeniaroTcsa Ha opuimanbHoM caiite Komuccnn B cetn IHTEpHET.

Crarpa 10
KoruaeHmranmsHOCTs HHPOpMAIII

1. YnonnomoueHHble opranbl 1 Komuccuss npuHUMarOT HEOOXOIUMbIE MEPHI IO 3aIUTE
MOJy4YE€HHOW U mepeaaBaeMoi UMHU B paMKax HacTosiero CornameHus: KOH(QUICHIMATbHOMN
uHpopmanuu, BKJIIOYAs NEpCOHAJbHBIE JNaHHBIE.

2. Ins mepegadyu TPEThbUM JMIaM KOH(UAEHIMaIbHOW WH(OpMAINK, MOTyYEeHHON
YIIOJHOMOYEHHBIM opranoM u (uiau) Komwuccueil B COOTBETCTBUM C HACTOSIIUM
CornamenueM, TpeOyeTcsi NpPeaBAPUTEIBHOE COIJIaCHE JHIA, MPEAOCTaBUBLIETO 3TY
umHbOpPpMAaATILNHMHHu W

3. K xoHuaenunanpaoii nHGOpMAMU HE MOTYT OBITH OTHECEHbI MHpOpMaLUs U
CBEJICHUS, COJEpKAIIUECS B PETUCTPALIMOHHOM YAOCTOBEPEHUH MEIULMHCKOTO U3JEIHS U
MH()OPMATMOHHOW CUCTEME.

Crates 11
ITepexonmsbni nepuoy,

JIOKyMEHTBI, TOATBEPKAAOIIHE (HAaKT TOCYJAPCTBEHHOW PETUCTPAIlii MEIUITMHCKHIX
W3JIeTTUH ¥ BBIJIAHHBIC YTIOJTHOMOYEHHBIM OPTaHOM JI0 BCTYIUICHHS HacTosmero CornameHus
B CHITy, JICHCTBYIOT Ha TEPPUTOPHH TOCYAapCTBa-4ICHA 10 OKOHYAHHS CPOKa UX JIEHCTBUS,
HO He no3aHee 31 nexabps 2021 roxa.

Cratpsa 12
ITopsmox paspemeHus CiopoB

Crnopsl, CBSI3aHHBIE ¢ TOJKOBAaHUEM W (WJIM) MPpUMEHEHHEM HacTtosmero CoriamieHus,
paspemarTcs B IOpsjke, omnpenaenecHHOM crtatbedt 112 JloroBopa o EBpasuiickom
YKOHOMHYECKOM Ccor03€ oT 29 mas 2014 roxa.



Crarpa 13
Hacrosmee Cornmamenue u mpaBo Coro3a

Hacrosimee CornamnieHue sSBISICTCS MEXIyHapPOIHBIM JOTOBOPOM, 3aKIIFOYCHHBIM B
pamkax Coro3a, 1 BxoauT B ipaBo Coro3a.

Crarna 14
BHecenune m3MeHenmii B CoriameHue

ITo B3aMMHOMY COIJIACHIO TOCYJAapCTB-YJICHOB B HACTOAIICC Cornamenue MOI'yT
BHOCUTBLCA H3MCHCHHA, KOTOPBIC O(I)OpMJ'IHIOTCﬂ OTACJIbHBIMHA IIPOTOKOJIAaMH, U ABJISAIOTCA
HEOTHEMJIIEMON YaCThIO JAaHHOT'O Cormanienus.

Crarssa 15
Bcerymnerne Cornamenus B CHITy
Hacrosimee Cornamenue Bcrynaet B cuity ¢ 1 ssuBapst 2016 ropa.
CogepIreHo B ropojie « _» 20 roja B OHOM HOJJIMHHOM
PK3EMOAsApeE Ha pycckom A3bIKE.

[Topnuunbld 3K3eMIusip Hactodumero CornameHuss XpaHutcss B EBpasuiickoit
SKOHOMHUYECKOW KOMHUCCHH, KOTOpas, SBISAACH Aeno3utapueM Hactosuero CorjameHus,
HAIIPAaBUT KaXKJIOMY FOCyAapCTBY-UJIEHY €T0 3aBEPEHHYIO KOIUIO.
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