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O mpoexre Cornamenns 0 €IMHBIX IPUHNUIAX ¥ MPaBIIaxX 00pameHns MEIUINHCKAX
u3aenmi (A30erii MEIUIMHCKOrO0 Ha3HAYCHNUS M MEAWIIMHCKOM TEXHUKH) B paMKax
EBpa3uiickoro 3kOHOMIHIECKOT0 COI03a

Pemenue CoBera EBpazuniickoil s3koHOMUYeckoi komuccuu ot 18 centsiops 2014 roma Ne 96
C yuerom noanucanus 29 mas 2014 r. JloroBopa o EBpa3niickoM 5KOHOMHUYECKOM CO03€
Coser EBpasuiickoi DKOHOMHYECKOU KOMHUCCHUH pemmni:
1. OnoGputh npunaraemeiii mpoekT CorjameHuss 0 eUHbIX MPUHIIMIAX U MpaBUilax
oOpanieHus: MeIUUUHCKUX U3JENUi (M30eNuii MEAUIIMHCKOTO Ha3HAYEHUsI U MEIULUHCKOM
TEXHUKN) B paMKax EBpasuiickoro 3KOHOMUYECKOTO cOlo3a.
2. IIpocutk rocynapcTBa — uieHbl TamMokeHHOro coro3a U EquHOro sKOHOMUYECKOro
npoctpanctBa 10 10 HosaAOps 2014 1. mpoBecTH BHYTPUTOCYIAPCTBEHHBIE MPOLEIYPHI,
HeoOxoaumble i noanucanus CornaileHus, ykasaHHoro B myHkTe 1 Hactosiero Pemenus,

u npouHdopmupoBath 00 3ToM EBpa3suiickyro SKOHOMHUYECKYID KOMHCCHIO.

3. OnoOputh mpoekT pemieHus: Beiciiero EBpasuiickoro skoHomuyeckoro coeta «O
peanuzanuu Coriamenuss 0 €ANHBIX MPUHIUMAX U MPaBWIAX OOPAIICHHUS METUIIUHCKUX
m3zenuii (U3JeUil MEIUIIMHCKOTO Ha3HAYCHUS U MEIUIMHCKON TEXHUKH) B paMKax
EBpa3zuiickoro 3kOHOMUYECKOTO COI03a» (MPUIIAraeTcs) U BHECTU €T0 JJII PAaCCMOTPEHUS Ha
3acenanuu Briciiero EBpa3uiickoro 3kOHOMUYECKOTO COBETA HAa YpOBHE TIJIaB TOCYHapCTB.

4. Hacrosmee Pemenue Bctynaer B cuily no ucredeHuu 10 kameHaapHbIX THEN C JaThl
ero o(UIMaTBLHOTO OMyOJINKOBAHUS.

Unensr CoBeta EBpa3uiickoH 5JKOHOMHIECKOH KOMHCCHH'

Or Pecnyb6ankn OT Pecnyb6anku OT Poccurickoi
benapych Kazaxcran Denepanun

C. Pymac b. Carunraes U. llyaios

[Ipoext

0 €MHBIX MPHUHIUIIAX U MPaBIIaX 0OpameHns MeIAIMHCKHX
A3eImi (M3eii MEAUIIMHCKOr0 Ha3HAYCHUA X M IUIIUHCKOH
TEXHHKH) B paMKaxX EBpa3uiickoro 3KOHOMIIECKOTO COI03a

I'ocynapctBa — uneHsl EBpa3zuiicKOro 3KOHOMHYECKOIO COK03a, UMEHYEMBIE B
JalbHEUIIEM rocyiapcTBaMu-4JI€eHAMHU,
OCHOBBIBasACh Ha [loroBope o EBpa3uiickom s3koHOMHYECKOM coro3e oT 29 mas 2014 rona,



pU3HAaBas 11eJIECO00Pa3HOCTh MPOBEICHUS] CKOOPAMHUPOBAHHOMN MOJTUTUKHA B cepe
oOpallleHus] METUIIMHCKUX U3JeTuN (M3AeIui MEIUIIMHCKOTO Ha3HAYEHUS U METUIIMHCKON
TEXHUKH) (nanee — MEAUIUHCKUE u3aenus),
YUYUTBIBasl B3aUMHYIO 3aMHTEPECOBAHHOCTh B 00ECIEUCHUN TrapaHTHil 0€30MaCHOCTH,
KadecTBa M A((HEKTUBHOCTH MEIUIIMHCKUX U3JEIUH TSI )KU3HU U 3JJOPOBbS JIFOACH, OXpaHbI
OKpY’Karollel cpelibl, UMYIIECTBA IOPUANYECKUX U (PU3NYECKUX JIHI, MPETyHpPeKICHUSI
NEUCTBUM, BBOASIIMX B 3a0iykJeHUE MNOoTpeOuTenei (Imosib30BaTesel) MEIUIIMHCKUX
u 3 O € I u un ,
MpU3HaBasi, YTO MEAUIIMHCKUE U3JCIIHUS OTHOCSITCS K COIMAIbHO 3HAYMMOM MPOTYKIINH,
B 11eTs1X (hOPMHUPOBAHUS OOIIETO PhIHKA MEAUITMHCKUX M3JIEeNUi B paMkax EBpasuiickoro
YKOHOMHUYECKOTO cor3a (manee - Cor13),
CTPEMSICh K TMOBBIIICHUI0O KOHKYPEHTOCITOCOOHOCTH MPOU3BOAUMBIX B pamkax Coro3a
MEIUILUHCKUX U3a0€INui,
CTpeMsCh K YCTPAaHEHHIO OrPAaHWYEHUH BO B3aMMHOM TOProOBIE,
COTJIACWJIUCh O HUYKECIIETYIOIIEM:

Cratsbs 1
Cdepa mpumenerna CornnameHus

1. Hactosimee CornamieHue yCTaHaBIMBAET €AMHbIE TPUHUMIIBI U MPaBUiIa 0OpaleHus
MEIUIMHCKUX u3aenuil B pamkax Coros3a B Lensax (GpopMHpOBaHMS OOILETO pBhIHKA
MEIHUIUUHCKUX U30CTHUH.

2. HeucrBue Hactosuiero CornameHus pacnpoCTpaHSAETCs Ha INPaBOOTHOLIEHUS,
CBA3aHHBIE C OOpAaIllEHHMEM MEIULMHCKUX HM3JeJIuH, MpeHa3HAaYeHHBIX JIsI 0OpallleHHs B
pamkax Coro3a, a Takke Ha MEIULIMHCKHE W3/eIHsl, HaXOIAIuecs: B OOpallleHuu B paMKax
C o w 3 a

3. PerynupoBanue oOparieHus MeJUIMHCKUX u31enuii B pamkax Coro3a OCyIIecTBIsSETCS
B COOTBETCTBUHU C JloroBopom 0 EBpa3uiickom sKOHOMHUYECKOM coro3e oT 29 mas 2014 rona,
HacTtossmuM CorjanieHueM, MEXIyHAapOJHBIMU JIOTOBOPAMH M aKTAMH, COCTABJISIOIIUMHU
npaso Coro3a, a TaKKe 3aKOHOAATEIBCTBOM I'OCY1apCTB-UJIEHOB.

Cratbsa 2
OmpepeneHus

Jna ueneit Hactosmero CorjaiieHusl UCIOAb3YIOTCS MOHITHS, KOTOPbIE O3HAYAIOT

ClI ey wiume e
«BBIIYCK B OOpamnieHne MEIUIIMHCKUX H3JCIHi» — Jro0as BO3MeE3aHAs WU
0e3BO3ME3/IHas mepeaaya MEAUIMHCKUX HU3JCNIHMiM, KOTOpas OCYLIECTBISETCS BIEPBbIC U
JeaeT X AOCTYNHBIMU JJIsI PACpOCTpaHEHUs U (WJIHW) TPUMEHEHUS, 32 UCKIIOUYCHUEM
nepeaayr MEIUIMHCKUX U3CTUN 71 MPOBEJACHUS UCCIIeI0BaHUM (MCTIBITAHUI) C LB UX



MOCIHENYIIEN peanlus3anuu u NPpUMEHEHUS;

«MEIULMHCKUE U3/AeNUsD» — JII00ble HHCTPYMEHTHI, annapathl, IpuOopsl, 000py10BaHUE,
MaTepUAIIbl ¥ IIPOYME U3IEINS, KOTOPbIE IPUMEHAOTCA B MEAULIUHCKUAX LEIAX OTACIBHO WIN
B COYETAHUM MEXJAYy co0OH, a Takke ¢ NPUHAIICKHOCTSIMH, HEOOXOAUMBIMH JJIs
MPUMEHEHHUs YKAa3aHHBIX M3JEIUi N0 Ha3HAYEHUIO (BKIIIOYAsl CIELHAIBHOE MPOTrpaMMHOE
obOecrieueHue), MpeaHa3HAYEHbl MPOU3BOJUTENEM JJisi NPO(UIAKTUKH, JAUATHOCTUKH,
JedyeHus 3a001eBaHuM, MEIUIMHCKONW peaduINTAllMi U MOHUTOPUHTA COCTOSIHUSI OpraHu3Ma
YeJI0BEKAa, NPOBEIAEHUS MEIULUHUHCKHX MCCIEN0BaHUN, BOCCTAHOBJICHMS, 3aMELICHUS,
M3MEHEHHS] aHATOMUYECKOW CTPYKTYpbl WM (U3MOJIOTHYECKUX (PYHKUHMA OpraHusma,
NPEIOTBPALCHUS WK MTpephIBaHUs OEPEMEHHOCTH U (HYHKIIMOHAIBHOE Ha3HAUEHUE KOTOPBIX
HE peanusyercsd myTeM (papMakoJIOrHYecKoro, MMMYHOJIOTMYECKOT0, T€HETUYECKOro WM
MEeTabO0JINYECKOTO0 BO3ICUCTBUSI Ha OPraHU3M YEJIOBEKa, OJHAKO MOXKET MOJACPKUBATHCA
JE€EKaAapCTBEHHBIMHU CpeacTBaMu;

«o0panieHne MEIUUUHCKUX H3AEIUN» — INPOEKTUPOBAHHUE, pa3pabOTKa, CO3JaHHE

OTIBITHBIX 00PAa3IOB, MPOBEJICHUE TEXHUYECKUX UCIBITAHUH, UCCIIeIOBAHUN (MCTIBITAaHUH) C
LEJbI0 OLEHKM OHOJOTHMYECKOro MAEHCTBUS, KIMHUYECKUX HCIBITAHUN, SKCHEPTU3BI
0e3onmacHOCTH, KaduecTBa M A(P(PEKTUBHOCTH MEIUUMHCKUX U3JAEIUN, perucrpanus,
MIPOU3BOJACTBO (M3rOTOBJIEHHUE), XpPAaHEHUE, TPAHCIIOPTUPOBKA, peasin3alis, MOHTaX, HaJlaKa
, TIpUMEHEHHE (PKCIUTyaTalus), TEXHUUYECKOE OOCIYyXKMBAaHHE, PEMOHT M YTUIU3ALIUS
MEIULIUHCKUAX U3JIEIINMN.

Crarpa 3
IIpoBeneHne CKOOPAMHUPOBAHHON MOJIMTHKA
B cepe 0OpameHna MEUIIMHCKAX W3IEIHA

1. TocynapcTBa-uneHbl GOPMHUPYIOT OOIIMI PHIHOK MEIUIIMHCKUX W3CIUNA B paMKax
Coro3a B COOTBETCTBUU C IPUHLIMIIAMY, YKa3aHHBIMU B cTaTthe 31 JloroBopa o EBpaszuiickom

SKOHOMHUYECKOM COI03¢€ oT 29 Mas 2014 rojua.
2. N'ocynapcTBa-ujieHbl IPOBOJSIT CKOOPJIMHUPOBAHHYIO TIOJIMTHKY B chepe oOparieHus
MEIUIMHCKHUX U3IETUN MOCPEACTBOM:

a) TPUHSATHS Mep, HEOOXOIUMBIX JIsi TapMOHHM3AIUM 3aKOHOJATeNIhCTBA
roCcyJapCTB-4YJIEHOB B chepe oOpanieHus MEIUIUHCKUX U31eNIui;
0) ycraHOBIeHUs 00IUX TpeOoBaHU Oe30MmacHOCTH U d(H(PEKTUBHOCTH MEIUITMHCKUAX
M3 €Iun B paMKax Cowsa;
B) YCTAaHOBJICHUS €MHBIX MPABUII OOpaIEHUS MEIUIIMHCKUX U3JIETTUH B COOTBETCTBHH C
pekoMeHaausIMu MexyHapoiHoro ¢popyMa peryisTopoB Meauinackux u3aenuii (IMDRF)
;
') ONpeNeNeHUs] eANHBIX MOIXO0J0B K CO3/IaHUI0 CUCTEMbI 00ECIICYeHHUs] KauecTBa
MEIUIUHCKHX U30€NUMN;



J) TapMOHHU3AIMU HOMEHKJIATYpPbl MEIHMIIMHCKUX H3JEIUM, HCIOJIb3yeMOU B
rocyjaapcTBax-ujieHax, ¢ ['yoOanbHOW HOMeHKIaTypod memuuuHckux wusaenui (Global
Medical Device Nomenclature);

€) rapMOHHU3alMU 3aKOHOAATENbCTBA T'OCYJAPCTB-WICHOB B YaCTU YCTaHOBJICHHUS
OTBETCTBEHHOCTH 3a HapylleHHe TpeOoBaHWU B chepe oOpameHuss MEAUITUHCKIX H3ICITHA.
3. Jlns ueneit peanuzanuu Hactosiero CorjamieHus: rocy1apCcTBO-4wieH ONpenenseT
opran (opra"bl) TOCYJapCTBEHHOW BIAacTU (yHpaBieHHs), YMHOJTHOMOUYECHHBIM Ha
OCYIIECTBIICHHUE U (WJIM) KOOPIUHAIMIO JACATEILHOCTH B cdepe oOpalieHuss MeIUIIMHCKUX
U3/IeNU Ha TEPPUTOPUU TOCyAapcTBa-ujeHa (Jajee — YHNOJTHOMOYEHHBIH OpraH), H
WHQOPMHUPYET O HEM JApyrue TrocyJapcTBa-wieHbl W EBpasuiickylo 3KOHOMHYECKYIO
KOMMUCCHIO (nanee — KoMuccus).
4. KoopauHaiutio nesTeIbHOCTH, HAPABICHHOW HA TAPMOHU3AIMIO 3aKOHOIATEIhCTBA
rocyJapcTB-4JeHOB B cdepe oOpalleHuss MEIUIIMHCKUX U3JeNuii, ocymectBiser Komuccus.

5. T'apMoHH3aLMsl 3aKOHOJATENBCTBA T'OCYIAPCTB-WIEHOB B cepe oOpameHus
MEIUITMHCKUX U3JEIUA OCYIIECTBISETCS HA OCHOBE MEXIYHAPOJIHBIX HOPM C YUETOM aKTOB
Komuccun B chepe oOpameHus MEIUIUHCKUX U3JIEIHN.

6. YIIOJIHOMOYEHHBIE OpPTaHbl OCYIIECTBISIOT COTPYAHHUYECTBO B chepe oOparieHus
MEIUIIMHCKUX W3JeIui, B TOM YHUCJIE MyTeM OpTaHu3allid W KOOpAWHAIMU MPOBEICHUS
Hay4YHO-UCCIIEIOBATEILCKIUX Pa0dO0T, HAYyYHO-TIPAKTUYECKUX KOH(EpEeHINH, CEMUHAPOB U
U H Bl X MEpPONpPUSATHUHN.

YTI0JTHOMOYEHHBIC OPTAHBI MPOBOISIT MEPOIIPUATHS TI0O OOMEHY OTIBITOM U OpPTaHHU3aIUN
COBMECTHOTO OOYy4YeHHs CHEeHHAIUCTOB B cdepe oOpamieHus MEAUIMHCKUX W3JIEIUM.
YoJIHOMOYEHHBIE OpPraHbl WM JCHCTBYIONIME MO MX MOPYYEHHUIO OpraHU3aluu
roCyJJapCTB- YJIEHOB MPOBOJSAT C ydacTHeM IMpejacTaButene Komuccunm koHCynbTaIuw,
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
CorazsameHUHSI

2. MenuuuHCKUE W37CIus, BBITyCKaeMble B oOpalenue B pamkax Corosa, mojyiexar
peructpauuu B nopsiike, 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 OoCyIIECTBICHUU PETUCTPAIUU MPEIBIABISIOTCS OJMHAKOBBIE TPEOOBaHUS K
MEIUIIMHCKUM HU3JETUsIM, TPOU3BEACHHBIM B paMkax Coro3a U BB€3€HHBIM Ha TaAMOKEHHYIO
TEPPUTOPHUIO Coro3a u3 TPpEeThUX rocyJaapcTB.
4. B uensx peructpaluv MEIUIMHCKUX U3JIETUA TPOBOASITCS TEXHUUECKUE UCTIBITAHUS,
UccieA0BaHusl (MCHBITAHMS) C IIEJIbI0 OIEHKU OMOJIOTMYECKOro ACHCTBUS, KIMHUYECKUE
UCTIBITAHUS, UCTIBITAHUSL B LIEJISIX YTBEPKJICHUSI TUIA CPEJICTB U3MEPEHUM (B OTHOILICHUU
MEIUIUHCKUX W3JEIUN, OTHOCSLIUMXCS K CPEACTBAM HM3MEPEHHI, MEepEeuYeHb KOTOPBIX
yTBepxkaaeTcs Komuccueit) u skcneptuza 0€30MacHOCTH, KauecTBa M A()PEKTUBHOCTHU
MEIJUIULHUHCKHUX U3ICIHUH.
[IpaBuia kinaccuukauy MEIUIIMHCKUX U3JETUN B 3aBUCUMOCTH OT MOTEHIIMAIBLHOTO
pUCKa TPUMEHEHWs, TpaBUja BEICHHUS HOMEHKJIATYPHl MEIUIMHCKUX HU3MIECNUN, OO0IIHe
TpeboBaHusi O6e3omacHOCTH U APHEKTUBHOCTH MEIUIIMHCKUX W3JACIul, TpeOOBaHUS K
AKCIUTyaTallMOHHOW JOKYMEHTAIlMM MEIUIIMHCKUX W3JeNIUii, NpaBuia MPOBEACHUS
UCCJIEIOBAHUM (MCTIBITAHUM) MEIUIIMHCKUX U3JIEIUH, TIpaBujia PErUCTpalud MEIUIIMHCKUX
u3zenui (B TOM 4uciie TpeOOBAHMS K PETMCTPALIMOHHOMY JIOChE, 3aBJICHHUIO O PETUCTPALIHH,
OCHOBAaHUS M TOPSAOK IMPUOCTAHOBIEHUS WJIM OTMEHbl AEWCTBUS (aHHYJIHUPOBAHHS)
PETUCTPAIMOHHOTO YJAOCTOBEPEHUS] MEIUIIMHCKOTO W3JeNusl), MNpaBWia MPOBEICHUS
AKCIEepPTU3bl 0€30MacHOCTH, KadecTBa U JA(PPEKTUBHOCTH MEIMITUHCKUX U3IACITUN
YyTBEPKIAAWTCA KomMuccuei.
5. YOJTHOMOYEHHBIE OpPraHbl OMPEACNSAIOT MepeueHb YUPEKACHUNU, OpraHu3auil u
OpPEANPUATHM, B TOM YHCIIE€ MEAULUHCKUX YUYPEXKACHUNW U OpraHU3alHil, UMEIOIIUX IPaBO
OCYILIECTBIISATh MPOBEJACHUE UCCIIEIOBAHUMN (MCTIBITAHUIN) METUIIMHCKUX U3JEIUN B LEAX UX
perucrpauuu (manee — YIIOJIHOMOYEHHBIE OpTaHU3ALIUN).
TpeboBaHuUs K YIOJHOMOYEHHBIM OpPraHU3aIMsSIM U MOPSIOK OLIEHKH UX COOTBETCTBUS
3TUM TpeOOBaHUIM YCTAHABJIUBAKTCA Komuccuen.
6. JIoKyMeHTOM, MOATBEPKAAIOIMNUM (PaKT perucTpaidd MEIUIIUHCKOTO H3Ieus,
SABJISIETCS. PETUCTPALIUOHHOE YJOCTOBEPEHUE MEIMIIMHCKOTO HW3JEeNus, JEUCTBYIOIIEE B
pamMEKax Co1w3a
dopMa perucTpaloOHHOr0 yI0CTOBEPEHMS M IIPABUIIA €€ 3aII0JIHEHHSI YCTaHABINBAOTCS
KowmMmuccwuein
PeructpanumonHoe yaocToBepeHHE  ABAAETCA  OECCPOUYHBIM.
7. l'ocynapcTBa-4iieHbl CO3JAI0T YCIOBUS ISl OOECIeueHrss COOTBETCTBHS METOJIOB 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
OprasHnwumizanusamMm
8. YIOJIHOMOYEHHBbIE OpraHbl B3aUMHO MPHU3HAIOT PE3YyJbTAThl HCCIENOBAaHUN (
UCTIBITAHUM) W DKCIEPTU3, MOJYYEHHbIE B XOJI€ BBIMIOJHEHUS MPOIEAYP PErucTparuu



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
K oMmuccmumeit
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
rocyapapcTBa-4YJeHa.
I1. B pamkax Coro3a He MNOAJEXAT PETrUCTpAllMd MEIULIMUHCKHAE H3ICIIUs:
a) BBE3CHHBIC (PU3MYECKUMH JIMIIAMH HA TaMOXXEHHYIO0 Tepputopuio Coro3a u
npeJlHa3HAauYCHHBIC s JUYHOTO MMOJb30BaHUIL;
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 TaMOKCHHYIO TeppuToprio Coro3a 1 UCIIOIb30BaHMUs PAOOTHHKAMU
AUTNIOMATHYECKOTO Kopmnyca;

I') BBE3€HHbIE HAa TAMOKEHHYI0 Tepputoputo Coro3a i OKa3aHUs METUIIMHCKON MTOMOIIU
MaccaXxupam | WICHaM SKUTaXeH TPAHCIIOPTHBIX CPEJCTB, TOE3IHBIX OpUTa] U BOIUTEISIM
TPaHCIOPTHBIX CpEACTB, NpUOBIBIINX Ha TEPPUTOPHUIO Coro3a;

J1) BBE3CHHBbIE Ha TaMOXEHHYIO0 Tepputoputo Coro3a MJisi OKa3aHUs MEIULMHCKOMN
MIOMOIIM YYaCTHHUKAM MEXAYHAPOIAHBIX KYJIbTYPHBIX, CIOPTHUBHBIX MEPONPUATHN H
y4aCTHUKAM MEXKAYHApPOJHBIX OJKCIEAULMN, a TakXKe Jisi TPOBEJACHHUS BBICTABOK;

€) BBE3CHHbIE HAa TAMOXXEHHYI0 Tepputoputo Coro3a sl TPOBEICHUS HUCClIeT0oBaHUN (
HCTBITAHUN), B TOM qucie B Hay4HBIX neasax;

) BBE3CHHbIC HA TAMOXEHHYI0 Tepputopuio Coro3a B KauecTBE T'yMaHUTAPHON MTOMOITU

B CIIy4asix, ONpeesiieMbIX 3aKOHOIATeIbCTBOM IOCYyAapCTB-YJICHOB.

Cratea 5
Brimyck B oOpameHne B paMKax
Co103a METUITMHCKUX HU3AEIINHA

1. OTBETCTBEHHBIM 3a BBITYCK B oOpameHre B pamkax Coro3a METUIIMHCKOTO H3IEIHS
SBIISICTCS IPOU3BOJTUTEII UIIn ero YIOJTHOMOYEHHBIH pEeCTaBUTEIb.
2. 3ampemiaercs BHITYCK B oOpamieHue B pamkax Coro3a METUIIMHCKOTO U3/ENusl, eCIu:
a) uMeeTcs 0pUIMaIBLHOE YBEIOMJICHUE YITOJIHOMOYEHHOTO OpraHa, IpOU3BOAUTENS U (
WJIM) €TO YIIOJTHOMOYEHHOTO MPEACTABUTENS O TOM, YTO OOpAIIeHHE MEIUIIMHCKOTO U3ICITHUs



MIPUOCTAHOBJICHO, TUOO OHO M3BATO U3 OOpaIleHUs, JTUOO OHO OTO3BAHO MPOU3BOJAUTEIICM;
0) HCTEeK CpPOK CHyXObl (CPOK TOJHOCTH) MEIUIUHCKOTO W3NS,
B) MEIMIMHCKOE H3JeJINe HE 3aperuCTPpUpPOBAHO B YCTAHOBIICHHOM MOpslKe (3a
UCKITIOYECHUEM MEJMIIMHCKUX H3/CNUN, HEe TMOJUIeKANINX PETHCTPAIMd B COOTBETCTBUU C
nyHKToM 11 ctateu 4 HacTosimero CornaneHus).

Cratpi 6
ITpon3BOACTBO MEAMIIMHCKUX H3/CIHI

1. IlpousBoaUTENH METUIIMHCKUX U3CIHHI, IPEAHA3HAUCHHBIX ISl OOpallleHus] B paMKax
Coro3za, obecrieunBaeT BHEIPCHHE W IIOJJCPKAHHE CHCTEMBI MEHEIKMEHTa KadecTBa
MEIUIMHCKUX u3aenuii. TpeboBaHUs K BHEIPEHHIO, MOAACPKAHUIO M OILIEHKE CHUCTEMBI
MEHEHDKMEHTA Ka4eCTBa MEAULIMHCKUX W3AECINN B 3aBUCUMOCTH OT MOTEHIIMAIBHOIO PUCKA
nX NPUMEHECHUA yCTaHABJIMUBAKTCS Komuccueii.

2. ITpou3BoauTENb CO3AAET U MOAACPKUBAET B aKTyaJIbHOM COCTOSIHMM CUCTEMY cOopa U
aHaJIN3a JAHHBIX 10 MPUMEHEHUIO MEAUIUMHCKUX HU3JICJINM, OTCIC)KUBAHUIO U BBISIBICHUIO
MoOOYHBIX  JEUCTBUM  MEAMIMHCKUX  HU3JAEIUNH B  TpOIecCe  IKCIIyaTalluu.

[IpouszBoAUTENIHF HAPABISAECT YIOJIHOMOYEHHBIM OpraHaM OTYETHI, COCTABJICHHBIC HA
OCHOBAHUM ONbITA KJIMHUYECKOTO MPUMEHEHUS OTIEJIbHBIX BUJ0B MEAULIMHCKUX W3ICIUN
BBICOKOI'0 KJacCca MOTECHIMAIBHOTO PHUCKA MPUMEHEHUS, B TMOPSJKE, YCTAHABIMBAEMOM
K owMmMmucocmue

B cnydae BbISIBIEHHS HECOOTBETCTBUSI MEAUIMHCKUX U3JCIHI 00IIUM TpeOOBaHUSIM
0e3omacHOCTH U AQ(PEKTUBHOCTH METUIIMHCKUX U3JICIUA WU TOCTYIUICHUS HHGOPMALIMK O
(dakTax u 0OCTOSTENbCTBAX, CO3JAIOIIUX YIPO3y >KU3HU WJIM 3J0POBBIO JIOJACH,
YIIOJTHOMOYCHHBIH OpraH B 5-IHEBHBIA CPOK YBEAOMIISIET 00 3TOM YIIOJTHOMOYCHHBIE OPTaHbI
JIPYTUX TOCYJIapCTB-WICHOB U MPEANPUHUMAECT MEPHI MO HEAOMYIIEHUIO OOpAIlIeHUsI TaKUuX
MEJIUIIMHCKHUX U3aeIuin Ha TEPPUTOPHUHU CBOEIO rocyjgapcTaa.

3. B ciiyuae npekpaliieHus: Mpor3BOJICTBA MEIUIIMHCKOTO U3 TPOU3BOAUTEIb WIIH
€ro YnoJIHOMOYEHHBIM MPEACTABUTENb B TeueHUE 30 KAIEHAAPHBIX JHEW C AaThl IPUHATUSA
pelIeHsl O TMPEKPAIICHUN TMPOU3BOJCTBA MEIUIIMHCKOTO M3JeNus 00s3aH MPEJACTaBUTh
COOTBETCTBYIOIIYIO HH(POPMAIMIO B YIIOJHOMOYEHHBIN OpraH, BbIAABIINN PETUCTPALIUOHHOE
yIAOCTOBEPEHUE MEIUITMHCKOTO U3ICIIHS.

Crarba 7
MapxupoBka MEIUIUHCKUX H3CIUAN

1. MenuuuHcKkue u3aenus, Npoulee yCTaHOBIEHHbIE B pamkax Coro3a npoueaypbl
perucTpalid M TOJATBEPKIACHUS COOTBETCTBUA OOIIMM TpeOOBAaHMSIM OE€30MAaCHOCTH M
3G (HEKTUBHOCTH MEAMIMHCKUX M3ACNUN, TpeOOBaHUAM K BHEAPEHUIO U MOAJEPKAHHUIO
CUCTEMbl MEHEPKMEHTA KaueCTBa MEIMLIMHCKUX U3JIEIHH, epe]] BBIITYCKOM B OOpallleHue B



pamkax Coro3a mojjiexar 00s3aTeIbHON MapKUPOBKE CIEIUATbHBIM 3HAKOM OOpalieHus
MEIUIIMHCKOTO u3jenuss Ha pbiHke Coro3a (lajiee — CrelnuaibHbIM 3HAK OOpalieHus).

2. OTBETCTBEHHOCTh 32 HEOOOCHOBAHHOE MAapKHPOBAHHE MEIUIIMHCKOTO H3JIEIIUS
CICIIMAIBHBIM 3HAKOM OOpalleHUs HECeT IMPOU3BOAMTEIb HIIM €ro YIOJTHOMOYCHHBIH
npeacTaBUTENIbH .

3. B cnyuae ecnu yrmoJIHOMOYEHHBIM OpraH yCTaHOBUT, YTO MAPKUPOBKA METUIIUHCKOTO
W3JIeTHUS CTIIEIUAIbHBIM 3HAKOM OOpaIeHHUs UCITONIB3YETCS KaKUM-JIN0O0 TIPOU3BOIUTEIIEM HITH
€ro YIOJIHOMOYEHHBIM IMPEACTaBUTENIEM HEOOOCHOBAaHHO, OH JIOJIKEH MTPOUHPOPMUPOBATH 00
9TOM HAPYIICHUW YIOJHOMOYECHHBIC OPTaHbl JAPYTHX TOCYIapCTB-WIeHOB n Komwmccuio u
MPUHATH HEOOXOIUMBIE MEPHI TTO UIBSATUIO TAKOTO MEIUIIMHCKOTO M3ENHs U3 OOpaIleHHs Ha
TEPPUTOPHUH CBOETO T'OCYJIApCTBa W TPHBJICYCHUIO BHHOBHOTO JIMIIA K OTBETCTBCHHOCTH.

4. TpeboBaHUsI K MAPKUPOBKE MEAUITMHCKUX U3JCIUN, H300paKCHHUE CIEIHATBHOTO
3HaKa oOOpallleHHs W TMOJOXKEHHUE O CIeIHaIbHOM 3HaKe OOpallleHusi YTBEPKAAITCS
KowmMmwuccwueirn

5. B oTHOIIIEHNH MEIUIIMHCKUX U3JIENTUN HE MPUMEHSIETCS MAPKUPOBKA €IMHBIM 3HAKOM

oOpaitieHus mpoayKiuu Ha peiHke Coro3a.

Crarpsa 8

KoHrTpons 3a o6pamenneM MeIUIMHCKAX

W31 1 MOHUTOPHHT 0€30IacCHOCTH,

KagecTBa ¥ 3QPEKTHBHOCTH MEIVIIMHCKHAX W3EIHi

1. KonTpons 3a oOpaimieHrneM MEIUITMHCKUX W3ACITUN OCYIECTBISICTCS B OTHOIICHUU
IOpUAUYECKUX JIMII W 3apETUCTPUPOBAHHBIX B KauyeCTBE MHIUWBUIYATbHBIX
MpeanpruHUMaTeel (GU3NIEeCKUX JIUI, OCYIIECTBISIONINX NeITeILHOCTE B chepe oOparieHus
MEIUIMHCKUX u3Aenuil B pamkax Corosa, B MOpsIIKE, YCTAHOBIEHHOM 3aKOHOATEIbCTBOM
roCyniapcTB-YJIECHORB.

2. [lpaBuiia mpoBeaeHUsS MOHUTOPUHTA 0€30MacHOCTH, KayecTBa U 3G (PEKTUBHOCTH
MEIUITUHCKUX U3eIui yCTaHABIUBAKOTCSA Komuccueii.

3. B ciyuae BeisiBrieHus gakra obpamenus B pamkax Coro3a MEIUIIMHCKUX W3JIEIUMH,
MIPEACTABIISIFONITUX OMACHOCTD IS )KM3HU | (WIIH) 3JJ0POBbS JIFOCH, HEJOOPOKAYCCTBEHHBIX,
KOHTpa(akTHBIX Wik (PanbCUDUIMPOBAHHBIX METUIIUHCKUX HU3MIETUN YIOJIHOMOYEHHBIN
Oopran B S5-JIHEBHBI CpPOK IOCJI€ YCTaHOBJEHHS Takoro (axkra yBegomysieT 00 3TOM
YIIOJITHOMOYEHHBIE OpTaHbl APYTHUX TOCYAApCTB-WICHOB M HAINPaBJISET COOTBETCTBYIOIIHEC
ceenenus B Komuccuto, a Takke BIIpaBe NMPUHSTH B ycTaHOBIeHHOM Kommccueit mopsiiake
MEpBI 110 TPUOCTAHOBJICHUIO WJTH 3aMpPeTy MPUMEHEHHS YKa3aHHBIX MEIUIIMHCKUX U3ICTHN U
H3BATHIO U X U3 obpameHus.

4. Tlpu BbIsIBIEHUU (DAKTOB, 3aTparvuBarOIIMX BOMPOCHI 0€30MACHOCTH, KA4eCTBA U
(b (PEKTUBHOCTH MEAUITMHCKUX H3JCIHM, YIIOJTHOMOUYCHHBIH OpraH HHGOPMHUPYET 00 ITOM



IIPOU3BOJUTEINS MEAMIIMHCKOTO M3JENUs WA €ro YINOJHOMOYEHHOTO IPEACTABUTENS U
BIPAaBE 3aMpPOCUTh Yy HEro JOMOJHUTEIbHYI0O HHPOPMAIUMI0O O MEIULIHUHCKOM H3JEIIHH.
5. YHNOTHOMOUYEHHBIU oprax BIIpaBe:

MPOBECTH JOMOJHUTEIBHYIO SKCIEPTU3y 0€30MacHOCTH, KauecTBa U A(HPEKTUBHOCTH
MEIUILUHCKOIO U3/IENIUs C YYETOM BBISIBJIEHHBIX HEraTUBHBIX MTOCIEICTBUIA €r0 IPUMEHEHHUS B
ciayyJasx, NpeayCMOTPEHHBIX 3aKOHOJIaTEJILCTBOM rocyJlapcTBa-4JIeHa;

IPUOCTAHOBUTH JEWCTBHUE BBIJAHHOTO MM PETHCTPALMOHHOIO YJIOCTOBEPEHUS
MEIZULHUHCKOTO U37€nus,;

OTMEHMTH JIeHCTBUE (AHHYJIUPOBATh) BELAAHHOTO UM PETUCTPALIMOHHOTO yIOCTOBEPEHUS

MEAZULUHUHCKOTO U3J4€nus.

OcHOBaHMS U TOPSIAOK MPUOCTAHOBIICHUSI UM OTMEHBI IEUCTBUA (aHHYJIMPOBAHUS)
PErUCTPALMOHHOIO yJAOCTOBEPEHHUS] MEJULMHCKOTO H3AENHS ONPENENSIOTCS MpPaBHIAMU
perucTpamnuu MEIUIUHCKUX U3JIeNUH, yTBEpKIaeMbIMU Komuccueii.

O DpUOCTAHOBIEHUH WIH 00 OTMEHE JAENCTBUA (AHHYJIMPOBAHUU) PETUCTPALUOHHOTO
yAOCTOBEPEHUS] MEAUIIMHCKOTO W3JACIUSA, a TaKKE O HaNpaBICHUU YBEIOMIICHHS O
HEOOXOJIMMOCTH TMPOBEACHUSA JIOMOTHUTEIbHONW SKCHEPTU3bl MEAUIMHCKOTO W3AENUS
YIOJHOMOYEHHBIN OpraH He3aMeAIUTEIbHO HHPOPMUPYET YIOJTHOMOYEHHBIE OPTaHbl IPYTHX
rocy/1apCTB-4JICHOB, MPOU3BOAUTENS WIM €ro yHOJHOMOYEHHOTO MpEACTaBUTENS U
Komuccuto.

Cratpa 9
WudpopMamronHas cucreMa B cdhepe
oOpamenns MEAUIIMHCKAX W3AEIHH

1. B nensx obecnieueHust yciaoBui s obparmieHust B pamkax Coro3a 0€30MacHBIX,
KaueCTBEHHBIX M 3(PPEKTUBHBIX MEAUITMHCKUX U3aennii Komuccueit hopmupyercs U BeaeTcs
uHpopmanmonHas cucrema B cdepe oOpalieHHs MEIUUMHCKUX H3Jenuil (namee —
MHPOpPMAIMOHHAS CUCTEMA), SBJSIONIASCA YAaCThbl0 MHTETPUPOBAHHON HHGOPMALIMOHHOMN
CHCTEMBbI Comw3a U BKJIOYalOMIas B cebs:

a) €IMHBIA peecTp MEIUIIMHCKUX U3JCJINHN, 3aperucTpUpPOBaHHBIX B pamkax Coro3a;

©0) enuHBIM peecTp YHNOJTHOMOYEHHBIX OpTaHU3AIUN;

B) €AMHYI0 UH(POPMAIMOHHYIO 0a3y JTaHHBIX MOHUTOPUHIA 0€30MaCHOCTH, KauecTBa U
3pPEKTUBHOCTH MEIUIUHCKHUX U3JTCIUM.

2. lopsaox hopMupoBaHus U BeAeHUS MHGOOPMAIIMOHHON CUCTEMbl YCTaHABIUBACTCS
KowmMmwuccwuemn

VY1onHOMOYEHHBIE OpraHbl MpencTaBisiioT B Komuccuio He0OX0IMMbIe CBEICHUS IS
bopMupoOBaHUS MHGOpPMAIUOHHOH CHUCTEMBI.

3. CBenenus, BKIIOYEHHBIE B UHPOPMAIIMOHHYIO CUCTEMY, SIBIITFOTCSI O0IIEIOCTYTHBIMU
U pa3Meniarorcs Ha ouimansHoM caiite Komuccun B cetu MHTEpHET.



Crarpa 10
KorduneamuamsHOCTs HHGOpMAIII

1. YnonnomoueHHble opranbl 1 Komuccus npuHUMaroT HE0OX0IUMbIE MEPHI IO 3aIUTE
MOJIYYEHHOU U MepelaBaeMoil UMH B paMkax Hactosilero CornameHus KoHQUaeHIIMaTbHON
uHpopmanuu, BKJIOYas NEepCOHAJIbHbBIE NaHHBIE.

2. JIns mepegauu TPEeTbUM JIMIAM KOH(pUAEHUMAIbHOW MH(DOpMALIMHU, MOJYyYEHHON
YIIOJHOMOYEHHBIM oOpraHoM u (unm) Komuccueil B COOTBETCTBHM € HACTOSLIUM
CornamenueM, TpeOyeTcss NpeABAPUTEIbHOE COTJIaCHE JIMIA, MPEJOCTABUBLIETO 3Ty
MmH$OpPMAaQATImI™udImw

3. K xondunennuansHoii nHQopMaIuu He MOTYT OBITh OTHECEHbI MHpOpMaLUS U
CBEJICHMS, COJEPKALIMECS B PETUCTPALIMOHHOM YAOCTOBEPEHNH MEIULIUHCKOIO U3JEIHS U
UH(GOPMAIIMOHHON CUCTEME.

Crarpa 11
Ilepexomnsiii mEpAOL

JIoKyMeHTBI, TTIOATBEpIKIArONMe (haKT TOCy apCTBEHHON PErUCTpallii MEIUITUHCKUX
W3/ICJIUKA ¥ BbIAHHBIE YIIOJTHOMOYEHHBIM OpPraHoM JI0 BCTyIIeHUs HacTosero CorameHust
B CUJTy, ICMCTBYIOT Ha TEPPUTOPUU TOCYJAPCTBA-UJICHA O OKOHYAHUSI CPOKA UX JIEUCTBUS,
HO He mo3aHee 31 nexadps 2021 r.

Cratea 12
ITopsamok pa3pemeHus CoopoOB

Cnopsl, CBSI3aHHBIE C TOJKOBAaHUEM W (MJIM) MPUMEHEHHEM HacTtosmero CoriameHus,
pa3pemalTcss B MOpsiake, onpenaeneHHoM ctarbeit 112 JloroBopa o EBpasuiickom
AKOHOMHYECKOM coto3e oT 29 mas 2014 rona.

Cratps 13
Hacrosmee Cornamenue u mpaBo Coro3a

Hactosimee CormnaiieHue sBIS€TCS MEXIyHAPOIHBIM JOTOBOPOM, 3aKIIOUYCHHBIM B
pamkax Coro3a, 1 BxoauT B ipaBo Coro3a.

Crarpa 14
Buecenue n3MmeneHuii B Coritamenus

ITo B3aMMHOMY COIJIACHIO T'OCYJAapCTB-YJICHOB B HACTOAIICC Cornamienue MOT'yT
BHOCHUTBHCA U3BMCHCHUA, KOTOPHIC O(i)OpMJIHIOTC}I OTACJIBHBIMHU IIPOTOKOJIaMMU.



Cratea 15

Bcerymnerne Cornamenus B CHILy

Hacrosimee Cornamenue Bcrymnaet B cuity ¢ 1 ssuBapst 2016 r.

CoBepIiieHO B TOpo/ie « » 20 roma B OJHOM MOJJIUHHOM
PK3eMIOaspe Ha PyYycCcKoOM A3BIKE.

[Monnuuubld 3k3eMmuisip Hactosimero CornameHust XxpaHutcs B EBpasuiickoit
SKOHOMHUYECKOM KOMHMCCHUH, KOTOpas, SBISSACH Aeno3uTtapueM Hacrtosmero CoriameHus,

HaIPaBUT KaKJOMY IOCyAapCTBY-WIECHY €r0 3aBEPEHHYIO KOIHIO.

2 ecnybauky 3a ccnyonmnKy 3a Poccutickyro Denepanuro
Benapycs Kazaxcran

BBICIIIHHI EBPASHICKHI D KOHOMHYECKHI COBET

PEIIEHUE

«» 20r. No T.

O peaymsaruu CornameHns 0 eAMHBIX MPHUHIANAX U MPaBIIax
oOpamennsa MEAUIIMHCKAX W3AeHiA (M3HeiIiii MEOUIIMHCKOTO
Ha3HAYCHHUA U MEIUIMHCKON TEXHUKH) B paMKax
EBpa3uiickoro 3kx0OHOMHIECKOTO COX03a

B cBasu ¢ nognucanuem 2014 r. CornameHuss 0 €IUHBIX NMPUHIUIIAX W MPaBUIIAX
oOparieHus: MeIUIIMHCKUX U3JCUN (M37eMuii MEAUIIMHCKOTO Ha3HAYCHUSI U METUIIMHCKOM
TEXHUKH) B pamkax EBpa3uiickoro sKOHOMHYECKOTO CO103a, IOJATOTOBJICHHOTO B
cooTBeTcTBUU ¢ JloroBopom 0 EBpa3zuiickoM 3KkOHOMHYECKOM coro3e oT 29 mas 2014 rona,
Beiciinii  EBpasuiickuii DKOHOMHYECKUM COBET Ha YPOBHE IUIaB TOCYJapCTB PEIINII:

1. I'ocynapctBam — uneHam EBpa3uiicKOro 3KOHOMHYECKOI'O COK03a COBMECTHO C
EBpa3zuiickoii 3KOHOMHYECKOW KOMHCCHEH OO0ecCleunTh pa3pabOTKy U NPHUHATHE aKTOB
EBpa3uiickoli 5KOHOMUYECKOW KOMHUCCUHU, HAMPABICHHBIX Ha peanu3anuto CoriameHus o
€MHBIX MPUHIMIAX M TpaBujax oOpamleHus MEIUIMHCKUX U3JAeIud (U3aenuit
MEIUIMHCKOTO Ha3HAYC€HUs U MEJIUIIMHCKOM TeXHUKH) B pamkax EBpasuiickoro



AKOHOMHMYECKOTO COI03a, MPEAyCMOTPEB HUX BCTyIUiIeHHME B cuiny ¢ 1 sHBaps 2016 r.
2. Hacrosmee Pemienue BcTymaeT B CUy € JaThl BCTyIUIEHUs B cuiy JloroBopa o
EBpazuiickom s3xoHOMUYECKOM coro3e oT 29 mas 2014 ropa.

Unens! Brrcurero EBpa3suiickoro 3KOHOMHIE€CKOIO COBETA!

Or Pecnybonmku OT Pecnybnukm OT Poccmiickoi
benapycs Kazaxcran Degepaunu
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