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O mpoexre 3akona Pecy6mmxu Kazaxcran "O patuduxanmm CornameHuns 0 eUHBIX
IPUHIMIAX ¥ IPaBAIaX O0pameHusI MEAUIUHCKHUX W3/eHi (M3 eIl MEUIIMHCKOTO
Ha3HaYCHUA ¥ MEAUIIMHCKOH TeXHUKH) B paMKax EBpasuiickoro 3KOHOMHIECKOro coo3a"

[TocranoBnenue [IpaButensctBa Pecny6muku Kazaxcran ot 2 uronst 2015 roma Ne 500
[IpaButenbctBo Pecnybmukm Kazaxcran ITIOCTAHOBIIAET:
BHECTH Ha paccMmoTpenue Maxunuca [lapnamenta PecnyOnuku Kaszaxcran nmpoekt
3akona Pecny6nuku Kazaxcran «O patuduxanuu CornameHus 0 €IUHBIX TPUHIUIIAX U
MpaBWjiax OOpallleHUs] MEIUUUHCKUX HU3AeNui (M3IeNuil MEJUUMHCKOTO Ha3HAYEHUs U
MEJIUIIMHCKON TEXHUKH) B paMKaxX EBpa3uiickoro 5KOHOMHUYECKOTO CO03a.
IIpemMmbpep-MuHHCTD
Pecniybomku Kasaxcran K. Macumos
[Ipoext
3 A K O H
PECITYBJIMKUA KA3AXCTAH

O paruduxamum CoriameHusa 0 €JUHBIX IPUHIUIIAX U IpaBHIax
obOpamenna MEAUIIMHCKAX H3AeMui (M3 MEIUIIMHCKOTO Ha3HAYCHUA
¥ MEOUIIMHCKON TEXHHWKH) B paMKkax EBpa3miicKOro 3KOHOMHIECKOTO
coI03a

Patudunuposars CornamieHue o0 €IUMHBIX MPUHIMIIAX M TpaBujiax oOpalieHus
MEIUIMHCKUX U3 (M3eIuid MEAUIMHCKOTO Ha3HAYCHUS! U MEJAUIIMHCKON TEXHUKHU) B
paMkax EBpa3uiickoro "5KOHOMHYECKOI'0 COI03a, coBepiieHHoe B MockBe 23 nexabps 2014

roja.
Il p e 3m 01 e HT

Pecniy6nuku Kazaxcran

COI'JTAILIEHHUE

0 €WHBIX MPHUHIAIAX U MPaBWIaX OOpameHNs MEIUIIMHCKUX U3ICIIHit
(M3menmuii MEAUIIMHCKOTO Ha3HAYEHUA M MEIUIUHCKON TEXHUKH)

B paMKax EBpa3zuiiCKOro 3K0HOMHIECKOIro COX03a

['ocynapcTtBa - wineHbl EBpa3uiiCKOro 3KOHOMHMYECKOTO COl03a, UMEHYEMBIE B
nalbHEWIIEM rocyjgapcTBaMu-4yJieHaMHu,
OCHOBBIBasiCh Ha JloroBope o EBpazuiickoM 5KOHOMHYECKOM coro3¢€ OoT 29 mast 2014 rona,

IpU3HaBas 11eJIeCO00Pa3HOCTh MPOBEICHUS CKOOPJAMHUPOBAHHOM TOJIUTUKHU B cdepe



oOpalleHuss MEIUIMHCKUX H3CTUN (M3ASIi MEIUIIMHCKOTO Ha3HAYCHUS M METUIIMHCKON
TEXHUKH) (manee - MEIUIUHCKHE U3aeIus),
YUIUTBHIBasl B3aUMHYIO 3aMHTEPECOBAHHOCTh B O00ECIICUCHUN TrapaHTHH 0e30IaCcHOCTH,
KayecTBa M 3P(HEKTUBHOCTH METUITMHCKUX H3CIHMA JJIS )KU3HU U 370POBBS JIFOJICH, OXPaHbI
OKPY’KAIOMIEH CpeJlbl, UMYIECTBA IOPUANYCCKUX U (HU3WUECKUX JHI], MPETyNPEeKICHUSI
NEeWCTBUM, BBOASIIMX B 3a0iykJeHUE moTpeOuTenei (moyb30BaTeNe) MEIUIIMHCKUX
u 3 01 € a1 u u ,
MpU3HaBasl, YTO MEAUIIMHCKHE U3CIIHSA OTHOCITCS K COIMAIbHO 3HAYMMOM MPOTyKIINH,
B IIeJIAX (DOPMHUPOBAHUS OOIIETO PhIHKA MEAUITMHCKHAX W3JICTUi B paMkax EBpa3zuiickoro
PKOHOMHMUYECKOTO cor3a (nanee - Coro3),
CTPEMSICh K TOBBIIICHUI0 KOHKYPEHTOCIIOCOOHOCTH MPOM3BOIMMBIX B pamkax Coro3a
MEIUIHHCKHX U3ACAHuH,
CTpeMsiCh K YyCTPAaHEHHUIO OrpaHWYEHUH BO B3aMMHON TOpProsie,
COTJIACWJIUCH O HUXKECIIETYIOIIEM;

Crarpa 1
Cdepa npumenernusa CortameHus

1. Hactosimee CornaiieHye ycTaHaBIMBAET €AMHbIE TPUHIUIIBI U MpaBUiia 0OpalieHus
MEIUUMHCKUX u3fenuil B pamkax Coro3a B memsix (opMHUpOBaHUS OOLIEro pbIHKA
MEIMUIUHCKUX U30€IHUM.

2. HeuictBue Hactosimiero CornameHuss pacopoCTpaHSeTcsl Ha NPaBOOTHOIIEHUS,
CBsI3aHHBIE C OOpalleHMEM MEIULMHCKUX WM3ENIUH, MpeJHa3HauYeHHBIX IJIs OOpalleHus B
pamkax Coro3a, a TakkKe Ha MEAUIIMHCKHE U3/ENINs, HaXOAsIHecs B OOpaIleHUH B paMKax
C o w 3 a

3. PerynupoBanue oOpalieHusi MEIULIMHCKUX U3Jenuid B paMkax Coro3a OCyIeCTBIsETCS
B COOTBeTCTBUHM ¢ JloroBopoM 0 EBpa3uiickoM 3KOHOMUYECKOM coro3e oT 29 mas 2014 rona,
HactosiuuM CornameHueM, APYTUMH MEXIYHAPOAHBIMH JIOTOBOPAMH, COCTABISIOIMIMMU
npaBo Coro3a, pemenussMu Komuccuy, a Takke 3aKOHOAATENbCTBOM I'OCYAapCTB-YJIEHOB.

Crarbsa 2
Omnpenenenus

s neneir Hactosimero CoryiamieHusi UCIOIb3YIOTCS MOHSATHS, KOTOPhIE O3HAYAIOT
CJ e Iy I u e ¢
«BBIMYCK B OOpaIeHne MeIUIIMHCKUX U3EIU» - 1I00ast BO3Me3IHasl Wik 0€3BO3Me31Has
nepejadya MEIUIIMHCKUX H3AEIUM, KOTOpas OCYIIECTBJISETCS BIEpPBbICE U JelaeT HX
JOCTYIHBIMH JIJII PaclpOCTpaHeHus] W (WJIM) NMPUMEHEHHS, 32 HUCKIIOUYEHHUEM Iepeaadu
MEAUIUHCKUX W3ACIUN s TPOBEACHUS MCCIEIOBAaHUN (MCHBITAHUNI) C UEIbI0 HUX
NocCJie1yIleu peanu3amnuu 5 NPUMEHEHUS;



«MEIUIIMHCKUEC U3JICTNS - JIFOObIC HHCTPYMEHTHI, anmapaTsl, IpuOOpkl, 000py0BaHUE,
MaTepPHUabl U IPOYUE U3JETHUS, KOTOPhIE TPUMEHSAIOTCS B MEAUIUMHCKUX LENSAX OTACIBHO WIH
B COUYCTAaHHM MEXIy COOOH, a TakKe C MPUHAIIC)KHOCTIMH, HEOOXOJIUMBIMHU IS
NPUMEHEHUS yKa3aHHBIX W3JICJIMM MO Ha3HAYEHMIO (BKIJIIOYAs CICIHAIbHOE MPOTrPpaMMHOE
obOecrieueHue), MNpeaHa3HAYeHbl MPOU3BOJIUTENEM IS NPOPUIAKTUKUA, IHATHOCTUKH,
JedeHus 3a00JI€BaHUM, METUITMHCKON peaduIuTallui 1 MOHUTOPHUHTA COCTOSIHUSI OpraHn3Ma
YEeJIOBEKa, NPOBEACHUS MEIULIMHCKAX HWCCIEI0BAaHUN, BOCCTAHOBJICHUSA, 3aMEIICHUS,
M3MCHEHUSI aHATOMHYECKOW CTPYKTYpbl WX (PU3HOJIOTHYECKUX (PYHKIIMHA OpraHu3Ma,
MpEeOTBPAICHUS WJIU MPEPhIBAHUS OEPEMEHHOCTU U (DYHKIIMOHATBHOE Ha3HAYEHUE KOTOPHIX
HE peanm3yeTcs nmyTeM (apMaKoJIOTHYeCKOT0, UMMYHOJIOTHYECKOTO, TeHETHISCKOTO HIIN
MeTabOJIMUECKOTO BO3JEHCTBUS HAa OpPraHU3M 4YeJIOBEKa, OJTHAKO MOXKET MOJJICPKUBATHCS
JEKAapCTBEHHBIMHU CpeACTBaMHu,;

«oOpalleHue MEeIUIMHCKUX U3JeTUi» — MPOCKTHUpOBaHUE, pa3paboTKa, CO3/IaHUe
OTBITHBIX 00PAa31I0B, MPOBEICHUE TEXHUUECKUX HCIBITAHUN, UCCIECOBAHUIN (MCIIBITAHUIN) C
IEeJIbI0 OIICHKH OMOJIOTUYECKOTO JICHMCTBUSA, KIMHUYECKUX MCIBITAHUNH, AIKCIEPTHU3bI
0e30macHOCTH, KadyecTBa U J((PEKTUBHOCTH MEIUIMHCKUX W3ACIUNA, perucTpaius,
MPOM3BOJICTBO (M3TOTOBJICHUE), XpaHEHUE, TPAHCIIOPTUPOBKA, peaN3allus, MOHTAX, HalaaKa
, TpUMEHeHHe (PKCIUTyaTalusi), TeXHUYECKOe OOCIy>KMBaHUE, PEMOHT W yTHUJIW3ALMS
MEIUIUTHCKUX U30CITNUH.

Crarba 3
ITpoBeneHIe CKOOPAUHUPOBAHHOM IIOIMTHKH
B cepe 0Opamenns MEUIIMHCKAX W3EITHH

1. T'ocynapcTBa-uiieHbl POPMUPYIOT OOIIUN PHIHOK MEAUIIMHCKUX U3JETUN B pamMKax
Coro3a B COOTBETCTBUU C IPUHIIMIIAMU, YKa3aHHBIMU B cTaThe 31 JloroBopa o EBpaszuiickom

SKOHOMHUYECKOM col03e oT 29 Mas 2014 rojaa.
2. lN'ocynapctBa-ujieHbl TPOBOJASIT CKOOPJMHUPOBAHHYIO TIOJIUTUKY B chepe oOpaiieHus
MEIUIUHCKUX U3IEIUun NOCPEICTBOM:

a) MPUHATUS MEp, HEOOXOIMMBIX [JIsi TapMOHM3AlMU 3aKOHOJATEIbCTBA
rocyaapCTB-4JICHOB B chepe oOpamieHus MEIUIUHCKUX 1769 (107078
0) ycTaHOBJIeHUs 00X TpeOoBaHUM Oe30MacHOCTH U A(QPEKTUBHOCTH MEAUITUHCKUX
U30€INUU B paMKax Cow3sa;
B) YCTQHOBJICHUS €IUHBIX MPABWII OOpaIeHUs] METUIIMHCKUX U3JIEITUN B COOTBETCTBHUH C
pexoMeHaanusaMu MexayHapogHoro dopyma peryiastopoB Meaunmackux m3aenuii (IMDRF)

5

r') OompeAeeHUs] €UHBIX MOJXOJ0B K CO3JaHUI0 CUCTEMbl O0ECIeUYeHHUs] KauecTBa
MEIJUIHUHCKHX U30CIHH,;

1) TapMOHHU3AIlMM HOMEHKJIATyphl MEIUIMHCKUX W3JeJIUN, HUCIOJIb3yeMON B



rocyjaapcTBax-wieHax, ¢ ['nobanpHoll HOMeHKIaTypod memunuHckux uznenuit (Global
Medical Device Nomenclature);

€) TapMOHHU3AIIUN 3aKOHOIATEIIbCTBA TOCYIapCTB-YWICHOB B 00JaCTH KOHTPOJIS (HaA30pa)
B chepe oOpameHus MEIUITUHCKHUX U3JCIUMN.

3. s ueneit peanuzanuu Hactosiero CorjiameHus: rocy1apCcTBO-4IEH ONpenesseT
opran (opra"esl) TOCYAapCTBEHHOW BiacTu (ympaBJICHUS), YIOJHOMOYCHHBIH (
YIIOJTHOMOYEHHBIE) Ha OCYILIECTBICHHE W (MJIM) KOOPAMHALMIO NIESITEIbHOCTH B cdepe
oOpaieHuss MEIMIIMHCKUX U3JCNIUH Ha TEPPUTOPUHU TOCylapcTBa-ujeHa (nmanee -
YIIOJTHOMOYEHHBIM OpraH), W HWHQOpPMHUPYET O HEM Jpyrue TrocyJdapCTBa-wiICHBI U
EBpaswuiickyio SKOHOMHYECKYIO KOMUCCHIO (nanee - Komuccus).

4. Koopaunanus nesTeIbHOCTH, HAIPaBICHHON Ha rapMOHU3ALMIO 3aKOHOIaTeNbCTBA
rocyJapCcTB-4wICHOB B cdepe oOpalieHuss MEIUIMHCKUX HW3ACNHUM, OCYLIECTBISAETCS
KoMmuccwueis

5. T'apMoHH3aLMsl 3aKOHOJATENBCTBA T'OCYIAPCTB-WIEHOB B cepe oOpameHus
MEIUIUHCKUX H3ACJHNI OCYIIECTBISETCS Ha OCHOBE MEXKIYHApPOJHBIX HOPM C y4ETOM
peLIeHu Komuccun B chepe oOpamieHuss  MEAMUMHCKHUX  HM3JeNuil.

6. YIIOJIHOMOYEHHBIE OpraHbl OCYIIECTBIAIOT COTPYAHUUYECTBO B cepe oOpauieHus
MEIUIMHCKUX HW3JCIIHA, B TOM YHCJIC ITyTeM OpPraHU3allid W KOOPAWHAIIUU TMPOBEICHHUS
Hay4YHO-UCCIIEIOBATEIBCKUX PadOT, HAYYHO- MPAKTUYECKUX KOH(EPEHIUH, CeMHHAPOB H
U H Bl X MEPONPUIATHIH.

YTI0JTHOMOYEHHBIC OPTAHBI MPOBOISIT MEPOIIPUATHS TI0O OOMEHY OTIBITOM U OpPTaHHU3aIUN
COBMECTHOTO OOYy4YeHHs CHEeHHAIUCTOB B cdepe oOpamieHus MEAUIMHCKUX W3JIEIUM.

YOMHOMOYEHHBIE OPTaHbl WM JACUCTBYIOUIME MO MX MOPYYCHHUIO OpraHU3aIfuu
rocyJapCTB-4JICHOB MPOBOJSAT C ydacTHeM TmpeiacTaBurenei Komuccuu KOHCYIbTallWH,
HaIlpaBJICHHbIE HA COrJACOBAaHUE MO3MIMH TOCYyAapCTB-UJIEHOB IO BONPOCAM OOpalleHHs
MEIUINHCKUX HU30CITNH.

Cratpa 4
Perncrpanus MeAUIMHCKAX W3/1CTHA

1. IlomoxkeHusl HACTOSAIIEH CTAaTbU PACHPOCTPAHSIOTCS HA MEIULUMHCKHAE W3ICIHS,
BBITTyCKaeMble B oOparneHre B pamkax Coro3a ¢ JaThl BCTYIUICHUSI B CHUIY HACTOSIIETO
CornameHHUHH

2. MenuuuHCKUE W37CIus, BBITyCKaeMble B oOpalenue B pamkax Corosa, mojyiexar
perucTpanuu B nopsaaKe, yCTaHABJIUBAEMOM Komuccuei.

Perucrpanusa MeIUUMHCKUX WU3JEJIMH OCYIIECTBISIETCS YIOJTHOMOYEHHBIMH OpraHaMH.

[IpoBenenue skcrnepTU3bl 0€30MaCHOCTH, kKadecTBa U 3(HPEKTUBHOCTH MEIUITMHCKUX
W3JIeNUA B LEJISIX HX PETHCTPAUUM OCYIIECTBISIETCA OKCIEPTHOM OpraHU3alHen,
OTIpeIeNIIEMON TOCYJapCTBEHHBIM OPraHOM I'OCYyIapCTBa-ujieHa B chepe 3paBOOXpaHCHHS, B



nopsanke, YTBEPKIAEMOM Komuccuei.
3. Ilpu ocymiecTBICHUN PETHCTPAIIUU TPEABSIBISIOTCS OJAMHAKOBBIC TPEOOBAHMS K

METUITMHCKUM U3JCNUSIM, TPOU3BECHHBIM B paMKkax Coro3a U BBE3CHHBIM Ha TAMOKCHHYIO

TEPPUTOPHUIO Cormw3sa u3 TPEeThHUX rocyaapcTs.

4. B mensix perucTpanui MeTUITMHCKUX U3JIEIHI TPOBOIATCS TEXHHUECKUE UCTTBITAaHUS,
UccieA0BaHusl (MCHBITAHMS) C IIEJIbI0 OIEHKU OMOJIOTMYECKOro ACHCTBUS, KIMHUYECKUE
WCIIBITAHUS, UCIIBITAHUS B TESAX YTBEP)KICHUS THUIA CPEACTB M3MEPECHHU (B OTHOIICHUH
MEJIUIIMHCKUX H3JEeTUNA, OTHOCAIIUXCS K CpEACTBAM H3MEpPEHUM, MepedyeHb KOTOPBIX
yTBepxkaaeTcs Komuccueit) u skcneptuza 0€30MacHOCTH, KauecTBa M A()PEKTUBHOCTHU
MEIUUUHCKHUX U30€NUM.

[IpaBuna knaccuUKaIIA METUITMHCKUX M3ACIIUNA B 3aBUCHMOCTH OT MOTCHIIUATBLHOTO
pUCKa TPUMEHEHWs, TpaBUja BEICHHUS HOMEHKJIATYPHl MEIUIMHCKUX HU3MIECNUN, OO0IIHe
TpeboBaHusi O6e3omacHOCTH U APHEKTUBHOCTH MEIUIIMHCKUX W3JACIul, TpeOOBaHUS K
AKCIUTyaTallHOHHOW JOKYMEHTAlMM MEAUIIMHCKAX W3JACNIHH, TMpaBuiia TPOBEICHUS
UCCJIEIOBAHUM (MCTIBITAHUM) MEIUIIMHCKUX U3JIEIUH, TIpaBujia PErUCTpalud MEIUIIMHCKUX
u3nenuii (B TOM 4rciie TpeOOBAaHMS K PETHCTPAIMOHHOMY JIOChE, 3aBJICHHUIO O PETUCTPAIIHH,
OCHOBaHMSI M TIOPSAOK MPUOCTAHOBJIICHUS WJIM OTMEHBI JEWUCTBUSA (AaHHYJIUPOBAHMS)
PETUCTPAIIMOHHOTO YIOCTOBEPEHHSI MEIUIIMHCKOTO W3JENHs), IpaBuia IPOBEIACHUS
AKCIEepPTU3bl 0€30MacHOCTH, KadecTBa U JA(PPEKTUBHOCTH MEIMITUHCKUX U3IACITUN
YyTBEPXITATCSH Komuccueii.

5. YIOJTHOMOYEHHBIE OpTaHbl OMPEACIAIOT MePeUeHb YUPEKICHUN, OpraHu3aluid 1
NPEANPUATHI, B TOM YKCIIE€ MEIUIIMHCKUX YUPEXKIACHUN U OpraHu3alui, UMEIOIINX MPaBO
MIPOBOJIUTH WCCIICIOBAHUSI (MCTIBITAHMS) MEAUIIMHCKUX M3ACIUNA B IEISIX X PETUCTPAIIU

~

namnee - YIOJIHOMOUYEHHBIE OpPraHU3aLHU).
TpeGoBaHMs K YIIOTHOMOYEHHBIM OpPraHU3ALMAM U MOPSAJOK OLIEHKUA UX COOTBETCTBUS
3TUM TpeOOBaHUIM YCTAHABJIUBAKTCA Komuccuen.
6. JIOKyMeHTOM, MOATBEPKIAOMMNM (PaKT perucTpanu MEIUIIMHCKOTO HW3AeNHs,
ABJISAECTCS PETUCTPALMOHHOE YIOCTOBEPEHME MEIMIMHCKOIO H3IENus, ACUCTBYIOLIEE B
pamEkKax Corw3a
dopma PETHCTPALMOHHOIO yAOCTOBEPEHUS U NPABUIIA €€ 3aII0JIHEHUS yCTAaHABINBAIOTCS
KowmMmuccwuein
PeructpanumonHoe yaocToBepeHHE  ABAAETCA  OECCPOUYHBIM.
7. I'ocynapcTBa-ujieHbl CO3JAI0T YCIOBUS AJs1 00eCleueHus] COOTBETCTBUS METO/I0B U
YCJIOBUU TMPOBENCHUS HUCCIEIOBAHUN (MCHBITAHUM) M COMOCTAaBUMOCTHU pPE3YyJIbTaTOB
HKCIIEPTU3 TTOCPEICTBOM MPUMEHEHHs 00IUX TpeboBaHMi 6e30nmacHOCTH U d()PEKTUBHOCTH
MEIUUIHUHCKUX M3JEIUNd U €IUHBIX TPeOOBaHUU, MPEIbIBISEMbIX K YHNOJIHOMOYEHHBIM
OpraHuni3anusaM.
8. YIOJIHOMOYEHHBbIE OpraHbl B3aUMHO MPHU3HAIOT PE3YyJbTAThl HCCIENOBAaHUN (
UCIIBITAHUI) W SKCHEPTU3, MOJYYEHHbIE B XOJI€ BBIINOJHEHUS MNPOLENYp PErucTpanuu



MEIUIIMHCKUX U3CIHH, TIPH YCIOBUH, YTO OHHU BHITIOJTHEHBI B COOTBETCTBHH C TPEOOBAHUSIMHU
u npaBUIaMu, YCTAHOBJIICHHBIMHU Komuccueii.
9. YperynupoBaHue pa3HOTJIACU, BOSHUKAIOIIMX MEXK1Y YIIOJHOMOYEHHBIMU OpraHaMU
IpU PErUCTPAIMU MEAUIMHCKUX H3JIeNIUM, OCYIIECTBISACTCS B IMOPSJKE, YCTAHOBJICHHOM
KowMmuccwuein
10. Pemienue yrnogHOMOYEHHOT'O OopraHa 00 OTKa3e B BhIJa4Ye PErUCTPAIMOHHOTO
YIOCTOBEPEHUSI MEAUIUHCKOTO H3JICNINSI MOXET ObITh 00XaJ0BaHO MPOU3BOJIUTEIEM
MEJIUIMHCKOTO M3JCJUsl WJIM €ro YyIOJHOMOYEHHBIM TMPEJCTABUTEIEM B CYJe
rocyJapcTBa-ujieHa B TMOpSAKE, MOPEIYyCMOTPEHHOM 3aKOHOJATEIbLCTBOM  ATOTO
rocygapcTBa-uYyjJeHa.
I1. B pamkax Coro3a He MNOAJEXAT PETrUCTpAllMd MEIULIMUHCKHAE H3ICIIUs:
a) BBE3CHHBIC (PU3MYECKUMH JIMIIAMH HA TaMOXXEHHYIO0 Tepputopuio Coro3a u
npeJlHa3HAauYCHHBIC s JUYHOTO NOJb30BaHUS;
0) KOTOpbIE U3rOTOBJIEHBl HA TEPPUTOPUM TOCYAAPCTBA-UJICHA MO WHAUBUAYAIbHBIM
3aKa3aM IIaIl[MEHTOB HCKJIIOUHMTENIBHO JUJISI JHUYHOTO TIOJb30BAHUS U K KOTOPBIM
MPEIBABISIOTCS CHeNUAIbHbIE TPeOOBaHUS B COOTBETCTBUU C Ha3HAUYCHHUEM, BBIJAHHBIM
MEIUUUHCKHUM pabOTHUKOM;
B) BBE3CHHBIC Ha TaMOXKECHHYIO Tepputopuio Coro3a JJisi UCTOJIb30BaHUsI paOOTHUKAMHU
JTUTLIOMAaTUYECKUX MpeJACTaBUTEIBCTB u KOHCYJbCKHUX yUpexKJICHU;
I') BBe3€HHbIE HAa TAMOXXEHHYI0 TeppuTopuio Coro3a 1l OKa3aHUsl MEIUIIMHCKON TOMOIIU
MaccaXxupam | WICHaM SKUTaXeH TPAHCIIOPTHBIX CPEJCTB, TOE3IHBIX OpUTa] U BOIUTEISIM
TPaHCIMOPTHBIX CpEJCTB, NPpUOBIBIINX Ha TEPPUTOPHUIO Coro3a;
J1) BBE3CHHBbIE Ha TaMOXEHHYIO0 Tepputoputo Coro3a MJisi OKa3aHUs MEIULMHCKOMN
MOMOIIM YYaCTHUKAM MEXJIYHAPOAHBIX KYJbTYPHBIX, CIOPTUBHBIX MEPONPHUITUN U
y4aCTHUKAM MEXKAYHApPOJHBIX OJKCIEAULMN, a TakXKe Jisi TPOBEJACHHUS BBICTABOK;
€) BBE€3CHHBIE Ha TaMOXXEHHYIO Tepputopuio Coro3a Jjid mpoBeIeHUs UcClieq0oBaHUMN (
HCTBITAHUN), B TOM qucle B Hay4HBIX mMeasix;
) BBE3CHHbIC HA TAMOXEHHYI0 Tepputopuio Coro3a B KauecTBE T'yMaHUTAPHON MTOMOITU
B CIIy4dasiX, ONpeAe/sieMbIX 3aKOHOIaTeIbCTBOM IOCYAapCTB-UICHOB.

Crarpa 5
BrImyck MeMIIMHCKUX W3eHiA B oOpamenne B pamkax Coro3a

1. OTBETCTBEHHBIM 3a BBIITYCK MEIUIIMHCKOTO M3JeNus B oOpaienue B pamkax Corosa
SABJISIETCS. ~ NPOU3BOJUTENbL  HWJIM  €r0  YIOJHOMOYEHHBIH  NPEIACTABUTEINb.

2. 3ampeniaeTcs BRITYCK MEIUIIMHCKOTO M3/1eNnus B oOpamenne B pamkax Coro3a, eciu:

a) uMeeTcs opUIMAIBLHOE YBEIOMJICHUE YIIOJIHOMOYEHHOTO OpraHa, Iporu3BOAUTENS U (
WJIM) €ro YIOJHOMOYEHHOTO MPEICTABUTENS O TOM, YTO OOpallleHHe MEIUIIMHCKOTO U3ETus
IPUOCTAHOBIIEHO, TUOO OHO M3BATO U3 OOpaleHus, MO0 OHO OTO3BAHO MPOU3BOJUTEIEM;



0) HCTEK CpOK CHIYyXObl (CPOK TOJAHOCTH) MEIUIIMHCKOTO HW3ACIIHS;

B) MEIMIIMHCKOE H3JEJIUE€ HE 3apEruCTPUPOBAHO B YCTAHOBJIECHHOM MOpsake (3a

HCKJIFOYEHUEM MEJUIIMHCKUX M3JICNIMH, HE MOJICKAIIUX PETUCTPAIlMd B COOTBETCTBUU C
nyHkToM 11 ctateu 4 HacTosimero CornamieHus).

Crarpa 6
ITpon3BOACTBO MEAUITMHCKUX H3/EIMIA

1. Ilpon3BoauTE L MEIUIIMHCKUX U3CIHHI, IPeTHA3HAUYCHHBIX IS 0OpaleHus B paMKax
Coro3a, obOecrieunBaeT BHEIPEHUE W TOJJEPKAHUE CHUCTEMbl MEHEI)KMEHTa KadecTBa
MEIHMIIMHCKUX Hu3aenuii, TpeOboBaHUs K BHEIPEHHIO, MOAACPKAHUIO M OICHKE CHCTEMBI
MEHEPKMEHTa KaueCTBa MEIUIIMHCKUX U3JEIUN B 3aBUCUMOCTH OT MOTEHIIMAIBHOTO pUCKa
nX NPpUMEHEHUS yCTaHaBJIMUBAIOTCS Komuccuein.

2. ITpou3BouTENb CO3AACT U MOAACPKUBACT B aKTyaJIbHOM COCTOSIHMM CUCTEMYy cOopa U
aHajv3a JIaHHBIX MO MPUMEHEHUIO MEAUIMHCKUX HU3JCTUNA, OTCICKUBAHUIO U BBISIBICHUIO
NoOOYHBIX  JIEHCTBUM  MEIUIIMHCKHX  HW3JeIMH B  Tpolecce  dKCILUTyaTalluu.

[IpousBoauTeNb HANpaBIsET YIOJHOMOUYECHHBIM OpraHaM OTYEThI, COCTABJICHHbBIC Ha
OCHOBAHUM OIbITA KJIMHUYECKOTO NMPUMEHEHHUS OTIEJbHBIX BUJ0B MEAUIIMHCKUX HW3ICTUN
BBICOKOTO KJacca MOTEHIMAIBHOIO PHUCKA MPUMEHEHHUS, B TOPSJKE, yCTaHABIMBAEMOM
K oMuccueitmn

B cnydae BbISIBI€HHUS HECOOTBETCTBHUS MEIUIIMHCKUX U3JACJIHI 0OIIUM TpeOOBaHUSIM
6e3omacHOCTH U 3PGEKTUBHOCTH MEIUIIMHCKUX WU3ACITUN WM TOCTYIICHUS MHGOPMAITIH O
dbakTax U O0OCTOSTENbCTBAX, CO3JAOIINX YIpo3y >KU3HHU WJIM 3J0POBBIO JIIOJCH,
YIIOJTHOMOYEHHBIA OpraH B 5S-AHEBHBIA CPOK YBEAOMIISIET 00 3TOM YIIOJTHOMOUYCHHbBIE OPTaHbI
JIPYTHUX TOCYAApPCTB- WICHOB U MPEANPUHUMACT MEPHI 10 HEJOMYIIEHUIO OOpaIlieHnus] TaKuX
MEIUIIMHCKHUX 1591 (10505 Ha TEPPUTOPUHU CBOETO rocyjapcraa.

3. B ciyuae npekpaliieHus: Ipor3BOJICTBA MEIUITMHCKOTO M3ICNIUS TPOU3BOAUTEINb UIIH
€ro yIroJHOMOYEHHBIN NpeACcTaBUTENbh B TedeHrue 30 KajieHIapHbIX JHEH C JAaThl NPUHITHUS
pellleHrs] O MpeKpalleHuH MPOU3BOJACTBA MEIUIIMHCKOTO H3IEIUs 0053aH MPEIACTABUTH
COOTBETCTBYIOIIYIO HH(POPMAITHIO B YIIOJTHOMOYCHHBIN OpraH, BhIIABIINN PETUCTPAIIUOHHOE
YIOCTOBEPEHUE METUIIMHCKOTO U3EIHSI.

Crates 7
MapkupoBKa MEIUIWHCKUX H3CIHAN

1. MemumHCKUe W3eus, MPOIICANINe yCTaHOBICHHBIE B paMkax Coro3a mporeyphl
perucTpaiid M IOJATBEPKISHHUS COOTBETCTBUS OOIMUM TPEOOBaHMSAM OC30MaCHOCTH U
3 PEKTUBHOCTH METUIIMHCKUX H3JCINNA, TPEOOBAaHUSIM K BHEJIPCHHUIO M TIOJJICPKAHUIO
CUCTEMBI MEHEKMEHTA Ka4eCTBa METUITMHCKUX U3JIEIHH, TIEpe BBIITYCKOM B OOpalieHue B
pamkax Coro3za momiiexar o0s3aTeIbHOM MapKHUPOBKE CIENHAIBHBIM 3HAKOM OOpaIleHHs



MEIUIIMHCKOTO u3aenus Ha peiHKe Coro3za (manee - cHenualbHBIM 3HAK OOpaIeHus).

2. OTBETCTBEHHOCTh 3a HEOOOCHOBAHHOE€ MAapKHPOBAHUE MEIUIIMHCKOTO W3JCIUs
CIICIUATILHBIM 3HAKOM OOpallleHUs] HECET MPOU3BOJAUTEIb WM €ro YNOJHOMOYECHHBIN
npeacTaBUTENb.

3. B ciiyuae eciii ynoJIHOMOYEHHBI OpraH YCTaHOBUT, YTO MAapKUPOBKA MEAUIIUHCKOTO
U3JIeNINS CTICIMaIbHBIM 3HAKOM OOpaIleHuUs UCTIONb3yeTCsl KAKUM-JTHOO0 TTPOU3BOIUTEIIEM WITH
€ro yInoJHOMOYEHHBIM MpeACTaBUTEIeM HEOOOCHOBAaHHO, OH JIOJIKEH MPOUH(POpMUPOBATH 00
ATOM HapyIIEHUM YHOJHOMOYEHHBIE OpTaHbl APYTUX rocyJapcTB-uieHOB U Komuccuio u
MIPUHATH HEOOXOAUMBIE MEPHI 110 U3BITUIO TAKOTO MEIUIIMHCKOTO U3JIEIUs U3 OOpaIleHus Ha
TEPPUTOPUN CBOETO IOCYJapCTBAa M IMPUBJICUYCHUIO BUHOBHOTO JIMIIA K OTBETCTBEHHOCTH.

4. TpeOoBaHUs K MapKUPOBKE MEIMIIMHCKUX H3JIENIUM, N300pakeHUE CIEIUAIBHOTO
3HaKa OOpalleHUs M TOJ0KEHHE O CIICIMaIbHOM 3HaKe OOpalleHUs yTBEPKIAIOTCS
K oMmMmuccuetint

5. B oTHOLIEHUHM MEIUIMHCKUX U3JIETUNA HE TPUMEHSIETCS MAapKUPOBKA €IMHBIM 3HAKOM

oOparreHus mpoayKiuu Ha peiHke Coro3a.

Crarbsa 8
KorTpoims 3a 06pamerreM MeIUOUHCKUX U3JEIIMA 1 MOHUTOPHHT
Oe3omacHOCTH, KagecTBa U 3PPEKTUBHOCTH MEIUINHCKAX H3HEIIAi

1. KoHTpons 3a oOpalieHueM MEIUUUHCKUX U3JEIUN OCYIIECTBISIETCS B OTHOIIECHUHU
IOPUIMYECKUX JIMII W 3aperuCTPUPOBAHHBIX B KAyeCTBE HWHAWBUAYAIbHBIX
npeanpuHuMareneil GU3n4ecKux Jul, OCYUIECTBISIOIUX AeATeIbHOCTh B chepe oOparieHus
MEIULMHCKUX u3aenuii B pamkax Coro3a, B MOPSAKE, YCTAHOBIEHHOM 3aKOHOJATEIbCTBOM
rocyiapcTB-YJIE€HOB.

2. [lpaBwmiia mpoBeaeHUsST MOHUTOPUHTA 0€30TacHOCTH, KadecTBa U 3G (PEKTUBHOCTH
MEIUIUHCKUX u3aenui yCTaHaBJIMUBAIOTCS Komuccueit.

3. B cnyudae BoisiBieHus ¢akrta oOpaiieHusi B pamkax Coro3a MEAUIIMHCKUX U3JCIHH,
IIPEICTABIIAIONINX OMACHOCTh JIJIsl )KU3HU U (WJIK) 37I0POBBS JIIO/IEH, HET0OPOKaueCTBEHHBIX,
KOHTpa(akTHbIX WK (PanbCUPULHPOBAHHBIX MEIULMUHCKUX HU3JEIUN yHNOJIHOMOYEHHBIH
opraH B S5-IHEBHBIM CPOK IIOCJ€ YCTaHOBJEHHUS TAaKOTro (akTa yBeAOMJIIET 00 3TOM
YIOJHOMOYEHHbIE OpraHbl APYrUX TOCYAapCTB-UJIEHOB M HANpaBisieT COOTBETCTBYIOIIME
ceegeHns B Komuccuro, a Takke BIpaBe NMPUHATH B YCTaHOBIEHHOM Komuccuen nopsake
MEPBI M0 MPUOCTAHOBJICHUIO WJIU 3alIPETy NMPUMEHEHHUS YKa3aHHbBIX MEIMIIMHCKUX U3ACIIUN U
U3BbATHUIO U X U3 oOpameHus.

4. Tlpu BwIsIBIEHUU (DAKTOB, 3aTparvuBalOIIMX BOMPOCH 0€30MACHOCTH, KA4eCTBA U
3¢ (PEKTUBHOCTH MEAUIIMHCKUX H3ENHM, YIIOJTHOMOYEHHBIH OpraH HHGOPMHUPYET 00 ITOM
MPOU3BOJAUTEISI MEIULIMHCKOTO M3JENUs WIM €ro YHOJHOMOYEHHOI'O MNPEACTABUTENSA U
BIIPABE 3alPOCHUTh y HEr0 JONOJHUTEIbHYI0 HH(POPMALUIO O MEAUIUHCKOM H3JEIIHH.



5. YHNOTHOMOYEHHBI opras BIIpaBe:
MPOBECTH JOMOJHUTEIBHYIO SKCIEPTU3y 0€30MacHOCTU, KauecTBa U A(HPEKTUBHOCTH
MEJIUIIMHCKOTO U3/IEIHS C YYETOM BBISIBICHHBIX HETATUBHBIX MOCIIEICTBUI €ro MPUMEHEHUS B
ciayJasx, npeayCMOTPEHHBIX 3aKOHOJIaTEILCTBOM rocyJ1apcTBa-4JieHa;
NPUOCTAHOBUTH JICHICTBHME BBIJIAHHOTO UM PETUCTPALMOHHOTO YJIOCTOBEPEHUS
MEAULNUHCKOTO M30€NUS;
OTMEHUTH JIEUCTBUE (AHHYJIUPOBATH) BEIAAHHOTO UM PETUCTPAIMOHHOTO YOCTOBEPEHUS
MEOJUIUHCKOTO U3 €CNuS.
OcHOBaHUS U TIOPSJIOK MPUOCTAHOBJICHUSI WJIM OTMEHBI JACHCTBUS (AaHHYJIUPOBAHUS)
PETUCTPALIMOHHOTO YJIOCTOBEPEHUS MEIUIIMHCKOTO H3JENUs OMPEAENSIOTCS MpPaBUIAMHU
perucTpanuu MEJIHUITMHCKUX U3JIeNui, YTBEPKAAEMBIMHU Komuccueii.
O mpUOCTaHOBJIEHUU WU 00 OTMEHE IEUCTBUS (AaHHYJIUPOBAHHM) PETUCTPAIMOHHOTO
YAOCTOBEPEHHSI MEIHUIMHCKOTO W3AENUsA, a TaKXKe O HaIlPaBICHHHU YBEIOMIICHUS O
HEOOXOJUMOCTH TMPOBEACHUS JOMOJHUTEIbHON HKCIEPTU3bl MEAUIUHCKOTO HU3Jeus
YIOJHOMOYEHHBIN OpraH He3aMeNIUTETbHO HHPOPMUPYET YITOJTHOMOYEHHBIE OPTaHbl IPYTUX
rocyJapCTB-WICHOB, MPOU3BOJAUTENS WM €ro YMNOJIHOMOYEHHOI'O TMpEACTaBUTENS U
Komuccuto.

Crarpa 9
HupopMamuoHHas cucTeMa B chepe oOpameHnss METUIUHCKIX HW3EIIHi

1. B nemsax obGecneuenus ycioBuii ans oOpamieHus B pamkax Coro3a 0e30IMacHbIX,
Ka4eCTBEHHBIX U AP (EKTUBHBIX MEAUIMHCKUX n3enuil Komuccueit opmupyercs u Beaercs
nHQOopMalMOHHAs cuUcTeMa B cdepe oOpalieHuss MEOULUMUHCKHX H3JIeNuil (manee —
MH(OPMALIMOHHAsl CUCTEMa), SIBJISIOUIASCS YacThl0O MHTETPUPOBAHHON HH(POPMALMOHHOU
CUCTEMBI Corw3a 17§ BKJIIOYAK A B cebs:

a) €MHBIA PEECTp MEIMIMHCKUX W3JAENIHI, 3aperuCTpUpPOBAHHBIX B pamkax Coro3a;

0) enuHBIH peecTp YHNOJHOMOYEHHBIX OpraHU3ALUN;
B) eIMHYI0 HHPOPMALMOHHYIO 0a3y JaHHBIX MOHHUTOPHHIA 0€30MacHOCTH, KauecTBa U
3pdpekTUBHOCTH MEIUIHUHCKHUX U3ECTHUN.
2. Tlopsnok opmMupoBaHusl U BEeECHUS HHPOPMAILIMOHHOW CHUCTEMbl yCTAaHABIMBAETCS
KowmMmuccmuein
VYoMTHOMOYEHHBIE OpraHbl NpeacTaBisitoT B Komuccuio He0OX0IMMbIe CBEICHUS IS
bopMHUpPOBAHUS HHOOPMAIIMOHHOH CUCTEMBI.
3. CBenenusi, BKJIIOYEHHbIE B MH(POPMALMOHHYIO CHUCTEMY, pa3MeEIIaloTCcs Ha
opunmanpHoMm caiite Komuccuum B HHGOPMAIMOHHO-TEIEKOMMYHUKAIIMOHHON CETH «
HNuTeprer».



Crarpa 10
KorduaeamuamsHOCTs HHPOpMAIII

1. YnonnomoueHHble opranbl 1 Komuccusi mpuHUMal0T HEOOXO0IUMbIE MEPHI TIO 3aIUTE
MTOJTYYCHHOU M TIepeiaBacMoil UMM B paMKax Hactosmero CornameHus KoHQuaeHIIaIbHON
uHpopmanuu, BKJIIOYas IIEpPCOHAbHBIC JaHHBIC.

2. lns mepedadd TPEThbUM JKLaM KOH(HUASHIMATbHONW HHGOPMALMH, MOJIYYECHHOM
YIOJHOMOYEHHbIM opraHoM u (uiau) Komuccueil B COOTBETCTBHM C HACTOSILIUM
CornamenueM, TpeOyeTcss NpeABAPUTEIbHOE COTJIACHE JIMILA, MPEJOCTABUBLIETO 3Ty
MmHPOpPMaAaQATINMOIMUIWO

3. K xondunennuanpsHoii nHPOpMAaIMM HE MOTYT OBITh OTHECEHbI MH(pOpPMALHUS U
CBEJICHMsI, COJIEPKALIUECA B PETUCTPALMOHHOM YOCTOBEPEHUN MEIULIMHCKOTO U3EIINS.

Crarpa 11
ITepexoansrii nepuon

JIoKyMeHTBI, TOATBEPKAAOIIHNE (HAKT TOCYIAPCTBEHHOW PETUCTPAIIAA MEAUITUHCKIX
U3JIeINI ¥ BBIIaHHBIE YIIOJTHOMOYEHHBIM OPTaHOM JI0 BCTYIUIEHU HacTosero CornaiieHus
B CHJIy, ACHCTBYIOT Ha TEPPUTOPHUH TOCYJAPCTBA-WICHA JO OKOHYAHHUS CpOKA UX JICUCTBUS,
HO He no3nHee 31 nexabps 2021 r.

Crarpa 12
ITopsanok pa3pemeHus CopoB

Cropsl, CBSI3aHHBIE C TOJKOBAaHUEM W (WJIM) MPUMEHEHHEM HacTtosilero CornamnieHus,
paspemiarorcsi B MOpslke, omnpeaereHHoM ctatbeit 112 JloroBopa o EBpasuiickom
skoHOMHuYeckoM Coroze ot 29 mas 2014 rona

Crarpsa 13
BHecenune msmenenmii B CortameHus

ITo B3aMMHOMY COIJIAaCHIO TOCYyAapCTB-YJICHOB B HACTOMAIICC Cornamenue MOI'yT
BHOCUTBLCA HU3MCHCHHUA, KOTOPBIC 0(1)OpMJ'I$IIOTC$I OTACIBHBIMHU IIPOTOKOJIAMH M ABJIAIOTCA
HEOTHEMJIEMOM YaCThIO HaCTOAIICTO CornamieHus.

Crarss 14
Berymenne CornameHus B CHILY

1. Hactosimmee CormnaiieHue BCTyHaeT B CHIIY C JaThl MOJYYE€HUS ACMO3UTAPUEM
MOCJEHET0 NHUCHBMEHHOTO YBEJOMJICHUS O BBINOJHEHUH TOCYIapCTBaMU-4JICHAMU



BHYTPHUTOCYIapCTBEHHBIX MPOIIEAYP, HEOOXOIUMBIX ISl €70 BCTYIUICHUS B CHITY, HO HE paHee
1 1 HBap 4 2016 r .

2. Hacrosmee CornanieHue sBIsS€TCS MEXKIyHAPOAHBIM JOTOBOPOM, 3aKJIFOYEHHBIM B
pamkax Coro3a, 1 BXoauT B ipaBo Coro3a.

CoseprieHo B ropojge Mockse 23 nexabps 2014 roga B 0THOM MOUTHHHOM 3K3EMILTISIPE
H a PycCCKOM 13 Bl KE.

[TopnuuaHbd 3K3eMIuIsip Hactodumero CornameHuss XpaHutcs B EBpasuiickoit

SKOHOMHUYECKOM KOMHMCCHUH, KOTOpas, SBISISACH Aeno3utapueM Hacrtosmero CoriamieHus,
HaIpaBUT KaKJOMY IOCyJAapCTBY-WIEHY €r0 3aBEPEHHYIO KOIHIO.

3a Pecnybauky 3a Pecnybnuky 3a Poccuiickyrmo
Benapycs Kazaxcran Denepannro

HacrosmumM yaocToBeEpst0, UTO JAHHBIN TEKCT ABJISAETCS ITOJHOU U AyTEHTUYHOW KOIUEn
CornamieHuss 0 €IWHBIX MPUHIMIAX W TpaBUIaX OOpalleHUs MEAUIIUHCKUX HU3AeIUi (
M3ACIUN MEIUIIMHCKOTO Ha3HA4YeHUs] U MEJAUIMHCKOM TEXHUKH) B paMkax EBpaswuiickoro
PKOHOMHYECKOTO COf03a, moamucanHoro 23 nexabps 2014 roma B 1. Mockse:

3a Pecny6nuky benapych - 3amectutenem MuUHHCTpa 3[paBOOXpPAHEHUS - TUPEKTOPOM
JlenapramenTa ¢apMaIneBTHIECKON MPOMBINIUICHHOCTH MUHHUCTEPCTBA 3PAaBOOXPAHCHUS

Pecny6nuku bemapych B.E. [lleBuykoM;
3a Pecy6nuky Kazaxcran - [lepBbiM 3amectutenem [Ipembep-Munucrtpa PecniyOnuku
KazaxcTaHn b.A. CaruHTaeBBIM;

3a Poccuiickyro @enepanuro - [lepBeim 3amecturenem Ilpencenarens [IpaBurenbcTBa
Poccuiickon @enepanuu U.M. lllyBanoseim.
[ToanMMHHBIN 3K3EMIULIP XpaHUTCA B EBpasniicko dKOHOMHUYECKOW KOMUCCHUMU.
Jl mw p e kT op
IIpaBoBoroO AenapraMeHTa
EBpa3zurickori 5KOHOMHYECKOH KOMHCCHH B.A. Tapackunu

© 2012. PT'TI Ha [TXB «MHCTUTYT 3aKOHOIATENBCTBA U MTpaBoBoi HHGopManuu Pecryomikn Kazaxcram»
MunucrepctBa roctuimnu Pecniyonuku Kazaxcran



