MNPABUTEJILCTBO POCCHHCKOHN ®EJIEPAIINUA
PACIIOPAXEHHWUE

oT 19 nexabpst 2014 r. Ne 2629-p

MOCKBA

O noanucannu CornameHust 0 eJTMHbIX NIPHHUKAAX H MPaBHJIAX
oOpameHHs MeJHIHHCKHX U3e/nil (M31e/uii MeTUIIHHCKOTO
Ha3HA4YeHHsl H MeHIIHHCKON TeXHHUKH) B pamkax EBpa3zuiickoro
IKOHOMHY€CKOro cor3a

B coorBerctBUM ¢ nyHktom 1 crateu 11 ®epepanbHOro 3akoHa
"O MexayHapoIHbiXx  goroBopax Poccuiickoit ~ ®enepanuun”  0q00pHTH
npencrasiaeHHbli MunsgpaBom Poccun corsacoBannsii ¢ M Jlom Poccuu u
APYTMMH 3aUHTEPECOBAHHBIMHU (henepajbHbIMU OpraHaMHM HCIIOJHUTEIbHOMN
BracTy mpoekt CornalleHus o eAUHBIX NPUHLMNAX M NpaBHJIax oOpalleHus
MEAUIUHCKUX M3AENUH (M3eNuid MeIUIIMHCKOTO Ha3HAYeHHS W MEIULIMHCKOMH
TEXHUKHU) B paMKax EBpa3uiickoro 53koHOMHYECKOTO coto3a (pUIaraeTcs).

[lopyuuts Ilepomy 3amecturemo Ilpencenarenss IlpaButennbcTBa
Poccuiickoit ®enepauun lllysanosy M.U. nmoamnucats or uMmeHu Poccuiickoii
Qenepauuu ykazaHHoe CorjalleHne, pa3pellliB BHOCHTH B TpHJIaraeMblii
[IPOEKT U3MEHEHHs], HE MMEIOIIHEe MPUHIUINAIBHOIO XapakKrepa.

[pencenarens [IpaBuy

Poccuiickoit ®engp: J.MenBenes

2524476



[Ipoekt

COTJIAMNIEHUE

0 eIMHbIX NPUHIMNIAX H NIPaBHJIAX 00palIeHUsT MeTUIMHCKHUX
n3aeand (U31e/ Uil MEeAUIIMHCKOro Ha3HAYeHHUsI H MeIHIHHCKOI
TeXHHKH) B pamkax EBpa3uniickoro 3xoHOMH4ecKOro cox3a

[ocymapctBa - uneHsl EBpa3uiickoro 3KOHOMHYECKOIO  COH03a,
MMeHyeMble B JaJbHENIIIeM rocyiapcTBaMu-uieHamH,

ocHOBBIBagch Ha JloroBope o EBpasuiickomM 3KOHOMHYECKOM COIO3€
oT 29 mas 2014 .,

npu3HaBasg  1Lenecoo0pa3HOCTh  MPOBEACHUS  CKOOPAMHHPOBAHHOM
MIOJIUTUKH B cepe oOpamieHHs MEAUIUHCKAX  M3Aenuil  (u3genuii
MEJIMUMHCKOTO Ha3HAuUeHUd U MEIUIIMHCKOM TEeXHHKH) (Hajnee - MEAULHUHCKHE
U3ACITH),

YUWUTBIBasl B3aWMHYIO 3aMHTEPECOBAHHOCTh B OOECIEUEeHWU TrapaHTHH
Oe30macHOCTH, KauecTBa U 3G (OEKTUBHOCTH METUIMHCKUAX HU3NCIUNA NI KUZHU
U 370POBbS JIIO/IeH, OXpaHbl OKpYXKalomiel cpelibl, UMYyIIecTBa IOPUANYECKUX H
bu3MHecKUX JHI, TpenylpexIeHus IeHCTBUHN, BBOAAINUX B 3a0iIyXJaeHUe
noTpeburenel (rmoar3oBaTeneil) MeIUITHHCKIX U3IEIHH,

IpU3HaBas, YTO MEOUIMHCKUE W3AETUS OTHOCATCS K COIMalbHO
3HAYUMOU IIPOAYKIIVH,

B LIeTAX (POPMHUPOBaHUS OOIIEro phIHKAa MEIULIMHCKUX U3/IETNH B paMKax
EBpazuiickoro akoHOMHUYeCKoro coro3a (naiee - Coro3s),

CTPEMSCh K IIOBBIIIEHHWIO KOHKYPEHTOCIOCOOHOCTH MPOU3BOAUMEBIX B
pamkax Coroza METUIIMHCKUX WU3JeIUd U YCTPaHEHWIO OrpaHW4YeHHHd BO
B3aUMHOMU TOPTOBIIE,

COIIACHUIIUCH O HIDKECIEAYIOIIEM

Cratesa 1
Cdepa npumenenus CornaimieHus

1. Hacrosmee CornameHnue ycTaHaBIMBaeT eOUHBIC NPUHIMIBI U
mpaBwia oOpallleHHss MeIMIMHCKHX u3genuid B pamkax Coro3a B Lemsx
dbopmupoBaHus 0OIIET0 PHIHKA MEIUITMHCKIX U3IETHA.

2. deiictBue  Hacrosimiero — CorjaimeHHss — pacmpocTpaHseTrcs — Ha
IIPaBOOTHOLIEHUS, CBS3aHHbIE C OOpalleHHeM MEeIUIIMHCKUX  M3JeNuH,
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IpeJHasHaYeHHbIX 1 oOpaleHus B pamkax Coro3a, a Takke Ha MCIUIIMHCKYE
M3JIenusl, Haxoas1uecs B oOpamieHuu B pamkax Coroza.

3. PerynupoBaHue oOpallleHHs MEIUIIMHCKUX m3nenuil B pamkax Coroza
OCYLIECTBJIsieTCd B  cooTBeTcTBMM ¢  JloroBopom o  EBpazuiickoMm
AKOHOMUYECKOM corw3e oT 29wmag 2014 r., Hacrogmmm CornaiieHueM,
MEXAyHapOAHBIMA JOTOBOpaMH ¥ aKTaMM, COCTaBIsIFOIIMME IpaBo Coro3a, a
TaKXX€ 3aKOHOAATEIBECTBOM I'OCYIapCTB-YJICHOB.

Cratbs 2
Omnpenenexus

ITonsaTnsa, wucnonesyemMble B HactosileM CorjamieHuH, O3Ha4yaroT
clenymolee:

"BBITYCK B oOpallieHue MeUIUHCKUX M3AeNui" - modas Bo3Me3aHas WK
Oe3BOo3Me3IHasd Iepefada MEAUIIMHCKUAX H3JeNHi, KOTopas OCYIUIeCTBISETCS
BIIEPBBIE U JEJIaeT UX JOCTYIIHBIMHU JJISI pacipOCTpaHeHus U (W) IPUMEHEHUS,
3a  MCKIIOYEHHEM Iepeladd MEIWIUHCKUX M3JeNud 18 [OpOBeACHUS
UCCIIEIOBaHUM (UCHBITAaHUM) C LEJIBI0 HX TMOCISAYIOUINX pealu3aiuyd U
IIPUMEHEHUS;

"MeIWIMHCKUE U3fenus’ - JroOble WHCTPYMEHTEHI, almaparsl, IpuOopshl,
o00pynOBaHHE, MaTepuaibl M MpoYHe HU3AENUs, KOTOphle INPUMEHSIOTCS
B MEIMIUHCKUX LEIIX OTAENBbHO WM B COYETAaHUHU MEXIY cOOOH, a Takxke ¢
IPUHAIEKHOCTIMHU, HEOOXOTUMBIMHU IJIs PUMEHEHUsI YKa3aHHbIX M3JeNHi 1o
Ha3HAYEHUIO  (BKIIOUas  CIleUanbHOe  NporpaMMmHoe  ofecrieueHue),
[IpeIHa3HAYEHbl IIPOU3BOAUTENEM IJi NPOQUIAKTUKH, NUArHOCTUKH, JIEHEHUS
3a00J€BaHNN, MEOUIMHCKON peadWiuTallil UM MOHUTOPHWHTA COCTOSHHUS
OopraHu3Ma  4eJlOBeKa, IPOBENCHUS  MEIUIIMHCKUX UCCIIeTOBaHUH,
BOCCTAHOBJICHHS, 3aMEIICHHUS, H3MEHECHHS aHaTOMHUYECKOH CTPYKTypbl HIIU
buznonorudeckux GyHKIMH opraHu3Ma, NpPefOoTBpallleHus WIN IpephIBaHUS
OepeMeHHOCTH U (YHKUMOHAJIBHOE Ha3HAUYeHHE KOTOPBIX HE pealm3yercs
nyTeM (apMakoJOTUYeCKOro, HMMYHOJIOTHYECKOTO, TIE€HETHYECKOro HIH
MeTabOIMYECKOTO BO3JEHCTBHS Ha OpraHW3M 4YejloBeKa, OJHAKO MOXKeT
NOIACP>KUBATHCS JI€KaPCTBEHHBIMU CPEICTBAMH,

"obpallleHre MEIMUMHCKIX M3AeIUNA" - IPOeKTHpOBaHUe, pa3paboTka,
CO3[aHME ONBITHBIX OOpa3lOB, MNPOBENCHUE TEXHUIECKUX UCIBITAHUM,
UCccleJOBaHUH (MCIBITaHUM) C LEJIhI0 OLIGHKM OHOJOrM4ecKoro JeicTBHS,
KJIMHUYECKUX  HCMBITAaHUM, OKcHepTU3sl  0e30MacHOCTH, KadecTBa U
3G QEKTUBHOCTA  MEQUIMHCKUX  H3IENWM, perucrTpaius, MPOU3BOACTBO
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(M3rOTOBIIEHHE), XpaHEeHNe, TPAHCIIOPTHPOBKA, pealr3allis, MOHTaX, HallalaKa,
NpUMEHEHHE (OKCIUTyaTallisl), TEXHHYECKOe OOCIyXHUBaHWE, PEMOHT U
YTUIN3AIU MEUIIMHCKUX U3JICIIHH.

Cratpi 3

IIpoBeneHne CKOOPIMHUPOBAHHOH ITOJUTUKH B chepe obpalleHus
MEIUIMHCKUX U3NeTUH

1. TocynapctBa-uneHsl  GOpMHUPYIOT OOMUHA PBIHOK  MEOUIIMHCKHX
mznenuii B pamkax (Coro3a B COOTBETCTBUM C IIPUHIIMIIAMH, YKa3aHHBIMH B
cratbe 31 Jlorosopa o EBpazuiickoM s3KOHOMHYECKOM coro3e oT 29 mas 2014 r.

2. 'ocynapcTBa-unieHbl IPOBOAST CKOOPIMHUPOBAaHHYIO IIONIMTHKY B
chepe 0OpaleHns MeIUIUHCKUX U3IeNTUH TOCPEICTBOM:

a) IPUHATHA Mep, HEOOXOIMMBIX JJIS TapMOHM3AlMK 3aKOHO/AaTelbCTBA
roCyJapCTB-WICHOB B c(hepe oOpalieHuss MeTUIIMHCKIX U3eThH;

0) ycraHoBneHUS 001X TpeboBaHu K ) (HEKTHBHOCTHA U 6E€30MIaCHOCTH
MEIULIMHCKUX u3fenuii B pamkax Corosa;

B) YCTaHOBIECHUS €AMHBIX IIPaBUJI OOpallleHus MEIUIMHCKUX H3IeTUil B
COOTBETCTBUH C PEKOMEHAAIMIMH MexayHapoqHoro (opyma peryiasTopos
MemuuHckux u3genmmi (IMDREF);

I') OTIpelieNIeHUs €MHBIX ITOAXOJ0B K CO3JaHHIO CHCTEMBI O0ecIedeHws
Ka4yecTBa MEAUIIMHCKIX W3 eI,

1) rapMOHM3allMY HOMEHKIATypbl MEAUIIMHCKUX H3AeNni, HCIOIb3yeMOn
B rOCyIapCTBax-wieHax, ¢ I 1o6albHOI HOMEHKJIATYPOH MeIUIIMHCKUX U3AeTUR
(Global Medical Device Nomenclature);

€) rapMOHM3allUM  3aKOHOJATENIhCTBA TOCYNApPCTB-WIEHOB B  YaCTH
YCTAaHOBJIEHUS OTBETCTBEHHOCTM 3a HapylleHue TpeboBaHuéi B cdepe
obpaleHus: MeIUIIMHCKUX U3ACIHH.

3. JIna neneit peanuzanuu Hacrosuiero CormnaiieHHs rocyJapcTBO-WICH
ompenenseT opraH (OpraHel) TOCYJapCTBEHHOW BiacTé  (yNpaBieHHs ),
YIIOJTHOMOYEHHBIM Ha OCYILECTBIeHHE U (MIM) KOOPAWHALMIO NEATETHFHOCTH B
chepe obpameHnus MeIULIMHCKUX H3JETHH Ha TEPPUTOPHH TOCYIapcTBa-wiieHa
(mamee - YIOJHOMOYEHHBIH opraH), W UWHOOPMHpYET O HEM Jpyrue
roCyapcTBa-wWICHb U EBpa3uiicKyr0o 3KOHOMHYECKYHD KOMHCCHIO (Hanee -
Komuccus).

4. KoopavHanuio JeSTeIbHOCTH, HAIpaBICHHOW HA TapMOHM3AITHIO
3aKOHOJATEeNIbCTBA TOCYAApCTB-UJIEHOB B cdepe oOpalleHUs MeIUIIUTHCKUX
n3nenuil, ocymectBiser Komuccus.
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5.'apMOHM3alMs  3aKOHOJATeNbCTBA T'OCYJApCTB-WIEHOB B  cdepe
oOpamieHyss  MEIULMHCKUX  M3JEIMM  OCYHIECTBISETCS  HAa  OCHOBE
MEXIYHapOIHBIX HOpM C yderoM akToB Kommccumu B chepe oOpaineHus
MeIULMHCKHUX H30eTHH.

6. YIIOJTHOMOYEHHBIE OpraHbl OCYIIECTBISIFOT COTPYIHHYECTBO B cdepe
oOpalleHus MEAWLMHCKUX W3ACIU#, B TOM UHCIe IIyTeM OpraHu3allud H
KOOpIMHAIMM IIPOBEACHUS HAy4YHO-HCCIIeIOBaTeIbCKUX paboT, Hay4dHO-
IIPAKTUYECKUX KOHGPEPEHIIHH, CEMUHAPOB X UHBIX MEPOIIPUSTHHA.

VYI101HOMOYEHHBIE OpTaHbl TPOBOJST MEPOTIIPUITHS 110 OOMEHY OITBITOM U
OpraHu3alyy COBMECTHOTO OOydeHHs CIelHaluCTOB B cdepe obOpalleHus
MEIULIMHCKUX U3ACIIHH.

VYIIOMTHOMOYEHHbIE OpraHbl MWIH JOeUCTBYIOIIHE TIO0 HX HOPYUYECHHUIO
OpraHu3aliy TIOCYJapCTB-WICHOB I[POBOAST C YYacTHEM HpeAcTaBUTelel
Komuccnn  KoHCynbTalumM, HamnpaBlIeHHBIE Ha COTJacoBaHHMe IIO3UIIUIM
roCyapCTB-4JICHOB 110 BOIIpocaM OOpallieHUs] METUIIMHCKUX U3/IETUi.

Cratpga 4
Perucrpaniys MeIUIMHCKUX U3

1. IlonoxeHusi HacToOsIIEeH CTaTbU PACIPOCTPAHAIOTCS Ha MEIUITMHCKUE
U3Lienus, BeIIyckaeMble B oOpaieHue B pamkax Coro3a ¢ JaThl BCTYIUICHHS B
cuiy Hactosiuero CoranieHus.

2. MegunmHCKHEe U3/ienysd, BIITyCKaeMble B oOpaiieHue B pamkax Corosa,
HOJJIeXKAT pEeTUCTPALlA B ITOPsIIKe, ycTaHaBIMBaeMoM KoMuccuret.

Peructpanus METUITTHCKUX V3IeNTui OCYIIIECTBIISIETCS
YIIOJIHOMOYEHHBIMU OpTaHaMH.

IIpoBenenue skcnepTu3bl 0€30MacCHOCTH, KadecTBAa W 3(PQPEKTHBHOCTU
MEIULIMHCKUX U3JENTUH B IEIX UX PErHCTPAINH OCYIIECTBISIETCS 3KCIEPTHOU
OpraHM3allMel, onpeensieMol ToCcyAapCTBEHHBIM OPIaHOM T'OCyJapcTBa-4ieHa
B cpepe 31paBoOOXpaHEeHUS, B TOPsAKE, yTBepKaaeMoM Komuccuei.

3.1lpy OCYIIECTBICHUU PETUCTPAlUM NPEIBIBIAIOTCS OJMHAKOBBIE
TpeOOBaHU K MEIWLIMHCKAM H3JIENUSM, IIPOU3BEACHHBIM B paMkax (Corosa u
BBE3EHHBIM Ha TaMOKeHHYIO TeppuTopuro Coro3a U3 TpeThUX rocy1apCTB.

4.B umensx perucrpanuyd  MEIUIUHCKUX  M3IENUi  MpOBOIATCS
TEeXHUYECKUE HCIIBITaHUSA, HCCIeNoBaHUS (MCHBITAHUA) C LEJIbI0 OIEHKH
OMONOrMYecKOro MAeWCTBUS, KIMHWYECKHE HCITBITAHUS, WCIBITAHUS B LEIIX
YTBEPKJEHUS THUIIA CPE/ICTB U3MEPEHUN (B OTHOIIEHUN MEIUIIMHCKIX H3/EIHM,
OTHOCAIIUXCA K CpPENCTBaM H3MEpPEHHH, MepeueHb KOTOPBIX YTBEPKIAETCS

24120788.doc



KoMucenelt) u s3kcneprr3a Oe3omacHOCTH, KadecTBa H  3(DQPEKTHBHOCTH
MEIUIIAHCKAX U3IEIIHH.

IIpaBuna xnaccu@uKaluyd MEOUITMHCKAX H3AENUH B 3aBHCUMOCTH
OT NOTEHIHAJIbHOIO PUCKA IIPUMEHEHHUs, NpaBWiIa BeACHUS HOMEHKIATYDBI
MEIMLMHCKUX H3AeTui, obmue TpeboBanus K 3G GeKTHBHOCTH U O€30MacCHOCTH
MEIUIMHCKUX H3JeNuid, TpeOOoBaHUS K OKCIUIyaTallMOHHOM JOKYMEHTALHH
MEIULUHCKAX U3JeIMM, IIpaBUiIa NPOBENCHUS HCCIeAOBaHUM (HUCTIBITaHUHN)
MEIUIMHCKAX W3IEJINA, IIpaBUiia perucTparu MEIUIUHCKAX U3AeNni (B TOM
qrcie TpeOOBaHUS K PEruCTPallMOHHOMY JI0ChE, 3asBIEHUI0 O PETHCTPalHH,
OCHOBAaHHS M  [OpPANOK TIPUOCTAHOBICHHS WJIM OTMEHBl  JeUCTBUS
(aHHYJIMPOBAHMS) PETUCTPALMOHHOIO YIOCTOBEPEHHS METUITMHCKOTO M3HEITHA)
U IIpaBHJIa IIPOBEJCHMS IKCIIEPTH3bI O€30MIacHOCTH, KayecTBa U 3G (HEKTUBHOCTH
MEOULIMHCKUX U3Aenui yrBepxaaroTcs Komuccuen.

5. VIIOTHOMOYEHHBIE OpraHbl ONPEJEISIOT MepeueHb YUYPEKIEHUH,
OpraHu3alyi M IPeANpUsATHH, B TOM YHCJIE MEIHUIMHCKUX YUYpPEeXKIECHUN H
OpraHu3alii, HMEIOLUX IIPpaBO OCYILECTBIATH IPOBEIEHUE HWCCIEIOBaHUN
(McripITaHMM) MEOWLWHCKUX W3IENMHA B IEJIIX HX perucTpanuu (majee -
YIOJIHOMOYEHHBIE OpPraHHU3aliH ).

TpeboBaHUsg K YIIOTHOMOYEHHBIM OpPraHU3aIMSIM U TIOPAOK OLEHKH HX
COOTBETCTBUS 3TUM TpeOOBaHUAM ycTaHaBIuBaroTcsa Komuccueit.

6. JIOKyMEHTOM, IOATBEPNKAAOIIUM (DAKT PETUCTPALMH MEAUIIMHCKOTO
U3JeNus, IBIAETCA PEerUCTPallUOHHOE YIOCTOBEPEHNE MEIULIMHCKOTO W3MENHs,
nericTByrolee B pamkax Coro3a.

PopMa pPEerucTPalvOHHOIO YIOCTOBEPEHMSI W IpaBWia €€ 3allOoJHEHUS
ycTaHaBiIuBaroTcs Komuccuen.

PeructpanvonHoe y10CTOBEpeHUE SIBIAETCS O€CCPOUHBIM.

7. I'ocynapcTBa-diieHbl CO3/1at0T YCIOBUS 71 oOecriedeHnsl COOTBETCTBUS
METOJOB M  YyCJIOBUM IIpOBENEHUS  HCClIeOBaHUN  (UCHBITAaHUN) U
COIIOCTaBUMOCTHU pe3yNbTaTOB 3KCIEPTHU3 IIOCPEACTBOM IPHUMEHEHMS OOIIMX
TpeGoBauMil K 3(P(EeKTUBHOCTH M 0€30MacHOCTH MEAWLUHCKUAX WU3JEIUA H
eIMHBIX TPeOOBaHUH, IPeabIBISIEMBIX K YITOJHOMOUYEHHBIM OpraHU3aIlVsIM.

8. YIIOJTHOMOYEHHBIE ~ OpraHbl  B3aUMHO  NPU3HAIOT  PE3yNbTaThl
UCCIIeJOBaHUN (MCIBITAHUM) U SKCIEPTH3, MOJy4YCHHBIE B XOJZI€ BBITOTHEHUS
OpOLENYyp PErucTpald MEIUIMHCKUX W3JIENIUM, 0OpU YCIOBUU, YTO OHH
BBHITIONIHEHB! B COOTBETCTBUHU C TpeOOBAaHUSMM U NMpaBUIaMH, YCTaHOBICHHBIMU
Kommuccuen.
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9. VperynupoBanue pa3Hornacuu, BO3HUKAIOUIUX MEX Y
YIIOTHOMOYEHHBIMUA OpraHaMHM I[PH PETUCTpallud MENUIMHCKUX U3JICIUH,
OCYILIECTBIIIETCA B IOPSAKE, ycTaHOBIeHHOM Komuccued.

10. Pemiene  ynosHOMO4YeHHOTro oprasa o0 oOTKaze B  BbJaUe
PErUCTPAIIMOHHOTO YIOCTOBEPEHHUS METUIIMHCKOrO H3ACIHS MOXET OBITh
00XXanoBaHO  HOPOU3BOAMTENIEM  MEIWIMHCKOTO  M3JSTUs  WIH  ero
YIIOTHOMOYEHHBIM MPEICTABUTEIIEM B Cylle TOCydapCTBa-wieHa B IOpPSIKE,
[IPeIyCMOTPEHHOM 3aKOHOIAaTEJIECTBOM 3TOTO TOCYJapCTBa-WICHA.

11. B pamkax Coro3a He MOJJISKAT PETUCTPALIM MEIULIMHCKUE W3IENNS:

a) BBE3€HHBbIE (QHU3NYECKUMHU JHIIaMH Ha TaMOXEHHYIO TEPPUTOPHUIO
Coro3a 1 mpegHa3Ha4YeHHbIe JJIs1 TUYHOTO IT0JIb30BaHNS,

0) KOTOpble HM3rOTOBIEHBHI Ha TEPPUTOPUM TIOCyJapcTBa-djieHa II0
MHIUBUYaJIbHBIM  3aKa3aM [alUeHTOB UCKIIOYUTENBHO I  JIMYHOIO
[IOJIB30BaHUSI U K KOTOPBIM MPENBSIBIAIOTCS CIICHHANbHBIE TpeOoBaHUS B
COOTBETCTBUHY C Ha3HAUYE€HHUEM, BBIIAHHBIM MEAUIIMHCKIM paOOTHUKOM;

B) BBE3EHHBIE Ha TaMOXeHHYIO0 Tepputopuio Coros3a s UCHOIb30BaHMsA
paboTHUKaMM AUIIIOMAaTHYEeCKOTO KOPITyca;

r) BBe3€HHBIE Ha TaMoOXeHHylo Tepputoputo Coroza Ui OKa3aHUS
MEIMIIMHCKON TMOMOINM IaccaXupaM M WIeHaM JSKUIaXel TpaHCIOPTHBIX
CPELCTB, IOE3AHBIX OpUrag U BOAUTEISIM TPAHCIOPTHBIX CPEICTB, IPHUOBIBIIMX
Ha TeppuTopuio Coro3a;

1) BBE3CHHBIE Ha TaMOXeHHyIo Ttepputopuio Coro3za Ans OKa3aHUA
MEIUIIMHCKONM  TIOMOIIM  YYacCTHMKaM  MEXIYHAapOAHBIX  KYJbTYPHBIX,
CIIOPTUBHBIX MEPONPUSATHUM M yYaCTHHKAM MEXIYHApOJIHBIX 3KCIEIULINH, a
TaKxe JJIs1 IPOBEJACHUS BBICTABOK;

€) BBe3€HHBIE Ha TAaMOXEHHYI0 TeppuTopuro Coroza sl IPOBENEHUS
HCcClIeNOBaHUM (MCTIBITAHH), B TOM YHCIIE B HAYYHBIX LIEISIX;

’K) BBE3€HHBIE Ha TaMOXeHHYI0 Tepputoputo (Corw3a B KadyecTBe
rYMaHUTapHOM IIOMOIIM B CIy4dasX, OIpPEACICHHBIX 3aKOHOAATENBCTBOM
roCy1apCTB-4JICHOB.

Cratesa 5
Brinmyck B o6patieHue B pamkax Coro3a MeIUITMHCKUAX U3IEIUM

1. OtBeTcTBEHHBIM 32 BBITYCK B ofpaieHue B pamkax Corosa
MEAUIMHCKOTO U3JENHs SBIAETCS MPOU3BOANTEND WIH €r0 yIOJIHOMOYEHHBIN
IIPEICTaBUTET.

2. 3anpelnaercs BBITYCK B oOpamieHre B pamkax (Coro3za MEIUIIMHCKOIO
M3JIeNUs, eCIu:
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a) UMeeTcss OQUIUATbHOE YBEJIOMJICHUE YITOJIHOMOYEHHOIO OpraHa,
[IPOM3BOIUTENS U (WIM) €ro YIMOJHOMOYEHHOTO IPEACTABHUTENSA O TOM, UYTO
oOpallleHre MEIULIHWHCKOIO HU3JeNUs NPHUOCTAHOBIEHO, JHOO OHO U3BATO U3
oOpanieHus, J1M00 OHO OTO3BAHO MPOU3BOAUTETIEM,

0) UCTEK CPOK CIYXOBI (CPOK MOJTHOCTH ) METUIIMHCKOTO M3€THS,

B) MEIUIIMHCKOE U3JeNHe He 3aperHCTPUPOBAHO B YCTAHOBIEHHOM
nopsfake (3a HCKIIOYCHHEM MEIUIMHCKHAX HW3IeNUN, He MOoAJIexXalux
perucTpallMd B COOTBETCTBMM C IIyHKTOM 11  crarbu 4  HacTOSILEro
Cornanienus).

Cratbs 6
[Ipou3BoACTBO METUIIMHCKIX M3ETHI

1. IlpousBogutens MEOUUMHCKUX H3JIENUN, MpeqHA3HAUYEHHBIX IS
obpameHuss B pamkax Coroza, obecriedyWBaeT BHEApPEHHE U IOANCPXKaHHE
CUCTEMBbl MEHEI)KMEHTa KauecTBa MEIUIIMHCKUX wu3aenui. TpebGosaHus x
BHEJPEHUIO, INOIASPKaHHIO U OIEHKEe CHCTEMBl MEHEDKMEHTa KauecTBa
MEIUIMHCKUX W3JeNUA B 3aBUCHMOCTH OT MOTCHIMAIBHOTO pHCKa HX
IPUMEHEHUS yCTaHaBIHBaroTcs Komuccuei.

2. IIpon3BoguTens co3fgaeT W MONICPKUBACT B aKTyaJIBHOM COCTOSHHH
cucteMy cbopa M aHamu3a NAaHHBIX 10 TIPUMEHEHHWIO MEIWIIMHCKHX H3IeTHH,
OTCIIEKMBAHUIO U BBISIBJICHUIO MOOOYHEBIX NEUCTBHN METUIIMHCKHX W3NETHH B
npoliecce SKCILTyaTaliH.

IIpousBoauTens HampaBiseT YIONHOMOYEHHBEIM OpraHaM  OTYeTHl,
COCTaBJIEHHBIE Ha OCHOBAHHUU OIBITA KJIIMHHYECKOTO HMPHMEHEHHsS OTHENBHBIX
BUJOB MEIUIMHCKUX HU3JENIMII BBICOKOrO Kjacca IMOTEHLIMAIbHOTO pHCKa
IIPUMEHEHHs, B IOPsAKe, yCTaHOBIeHHOM KoMmuccuet.

B ciydae BBISIBIEHMS Ha TEPPUTOPHM ONHOTO TOCYyAapCTBa-wieHA
HECOOTBETCTBUSA  MEIMIMHCKMX  H3Aenuid  obmmM  TpeboBaHWSM K
3¢ ¢deKTUBHOCTH U 0€30MacHOCTH MEMUIIMHCKUX W3AENHH WU TMOCTYIUIEHUS
uHpopMaruu o gakrax ¥ 00 06CTOATEIHCTBAX, CO3AIOIIUX YIPO3Y JKU3HU HITHA
3JOpOBBIO JIIOAEH, YIMOJHOMOYEHHBIH OpraH TaKOTO TIoOCyIapCcTBa-wieHa
B 5-IHEBHBIM CpPOK yBeoMIsieT 00 3TOM YIOJHOMOYEHHBIE OPraHbl IPYTIHX
roCy1apCTB-4wIEHOB M HPHHAMAET MEphI M0 HEAOMYLIEHHIO OOpalieHus] Takmx
MeIMLMHCKUX U3JeNUi Ha TEPPUTOPUH CBOETO rOCyAapCTBa.

3.B cnoy4yae mpekpalleHds IIPOW3BOJACTBA MEIHIIMHCKOTO H3ACTUA
IIPOM3BOIUTENb MIM €ro YIOJHOMOYEHHBIH MpencTaBUTeNbs B TedeHHe 30
KaJeHAapHBIX JHEeH ¢ JaThl NPUHATHUS PElIeHMs O NPEKPalleHUH IIPOU3BOICTRA
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MEIULIMHCKOrO U3/IeNHUs 0043aH MPEeACTaBUTh COOTBETCTBYIOIIYIO HHMOPMAIIUIO
B YIIOJHOMOYEHHBIM OpraH, BBLAABIIMM perucTpPalMOHHOE YIOCTOBEPEHUE
MEIUIMHCKOTO U3/IETHS.

Cratps 7
MapkupoBka MEAUIIUHCKUX U3ETHN

1. MenunuHCcKre u3aenus, Npollene YCTaHOBIeHHbIe B pamkax Coroza
OpOLENypBsl  PETHCTpAaIldl W TOJATBEPXKIACHHS  COOTBETCTBHS  OOIIKMM
TpeGOBaHUAM K S(PQPEeKTHBHOCTH ¥ Oe30MMaCHOCTH MEAMIMHCKUX H3LeNnH,
TpeOOBaHUAM K BHEIPEHHUIO U HOAAEPKAHMIO CUCTEMBI MEHEDKMEHTA KauecTBa
MEIULUHCKIX HW3JIeIHi, mepel BBITYyCKOM B obOpameHune B pamkax Corosza
IoJyIe)KaT 00sM3aTeNbHOM MapKHUpPOBKE CICIHANBHBIM 3HAKOM OOpaIeHus
MEIULINHCKOTr0 u3aenus Ha peike Coro3a (ganee - crieliManbHbBIN 3HaK).

2. OTBETCTBEHHOCTh 32 HEOOOCHOBaHHOE MapKHPOBaHHE METUITMHCKOTO
U3JeNusl  CHEHUAJbHBIM  3HAKOM  HeceT  IMPOUW3BOJWTENb  WIH  €ro
YIIOJTHOMOYEHHBI! IpeICTABUTEITb.

3. B ciy4ae ecnu yNOTHOMOYEHHBIM OpraH OJHOTO TOCyAapcTBa-diIeHa
YCTaHOBUT, YTO MapKHPOBKAa MEIUIIMHCKOTO WM3NENUs CIEIUAILHBIM 3HAKOM
HCIIONIB3YeTCs] KaKUM-THOO IIPOU3BOAUTENIEM WM €ro VIIOJHOMOYEHHBIM
IIpeacTaBUTeIeM HeOoOOCHOBaHHO, OH JO/KEeH IIpouH(DOpMHpOBaTE 00 3TOM
HapyIlleHUK  YIOJHOMOYEHHBIE OpraHbl APYTHX TIOCY[JapCTB-4IEHOB |
Komuccuro u nprHATE MEPHI 110 U3BSATHIO TaKOr0 MEIUIMHCKOIO H3JIENHS U3
oOpallleHusl Ha TEPPUTOPHUM CBOETO IOCYAApCTBAa M MPHUBJICUYCHHIO BHHOBHOTO
JIMIA K OTBETCTBEHHOCTH.

4. TpeboBanuss K MapKUpOBKE MEIOWIIMHCKUX W3IeIud, n300pakeHue
CIELHANBbHOr0 3HaKa W IIOJIOXKEHHWE O CIeHHATBHOM 3HAKe YTBEpPKIOAIOTCS
Komuccueit.

5. B OTHOIIEHMH MEIUITMHCKUX H3JeNIUi He TpUMEHSeTCS MAapKUPOBKa
€IWHBIM 3HaKOM o0pallieHus MpoayKIuu Ha peiake Coroza.

Cratpsa 8

KoHTpoib 3a obpalieHueM MEIULIUHCKUX U3JEIUI 1 MOHUTOPUHT
Oe3omacHocTH, KadecTBa U 3G (HEKTUBHOCTH MEIUITMHCKIX HU3ICTHH

1. KonTpons 3a obpallieHHeM MEeIUIMHCKUX H3IEIUH OCYIIEeCTBISIETCS B

OTHOIICHWHM HOPpHUIUMYCCKUX JIMLO W 3aperuCTpUPOBaHHBIX B  Ka4YeCTBE
HHANBUAYAJIbHBIX HpeﬂHpHHHMaTeHeﬁ (pI/I3I/I‘—IeCKI/IX JHUIL, OCYIICCTBIIAMOIIINX
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IEATENBHOCTD B cepe obpallleHus MEIUIIMHCKUX u3ennil B pamkax Coros3a, B
IIOPSAJIKE, YCTAHOBICHHOM 3aKOHOIATEIhCTBOM rOCYJapCTB-UJIEHOB.

2.IlpaBuna mnpoBeAeHHS MOHUTOPHHra O€30MacHOCTH, KayecTBa WU
3P HEKTUBHOCTH MEIULIMHCKUX U3JIENTUN yCTaHaBIMBaoTCs KoMuccue.

3.B cnyyae BbigBaeHHS (QakTa oOpamenus B pamkax Coroza
MEIVIMHCKUX H3AETIUH, NPEACTaBISIONNX ONAcHOCTh A JKU3HU U (WIN)
310POBBS JFOLIEH, HeZ0OpOKaueCTBEHHBIX, KOHTpapaKTHBIX WIn
(hanbcH(PUIMPOBAHHBIX MEIUIIMHCKUX M3ACIUM  YIIOJIHOMOYEHHEIH oOpraH
rocyJlapcTBa-4ieHa, Ha TEPPUTOPUHN KOTOPOTO BBISBIIEH 3TOT (aKT, B 5-THEBHBIH
CPOK  IIOCJ€ YCTaHOBJIEHHMS Takoro ¢akra yBegomysieT 00 3TOM
YIOJHOMOUYEHHbBIE OpraHbl JAPYTUX TOCYJapCTB-WICHOB H  HaIlpaBIsIeT
COOTBETCTBYIOWIME CBeleHUs B Komuccuio, a Takxe MMeeT IIPaBO IPUHSATH B
ycTaHoBlieHHOM Komuccuen mopsike Mepsl 10 MPHUOCTAHOBIICHUIO WU 3aIIpeTy
IIPAMEHEHUs YKa3aHHBIX MEIUIIMHCKUX U3EIUIM U U3BATHIO UX U3 oOpalleHusl.

4.Tlpu BeIABNEHUH (AKTOB, 3aTParkBaiONIMX BOIPOCH 0E30I1aCHOCTH,
KagecTBa U 3QPEKTUBHOCTH MEIWIIMHCKUX H3JENIUHA, YIIOJHOMOYECHHbBIN Opral
uHpOpMUpYyeT 00 3TOM INPOU3BOAUTENS MEIUIIUHCKOTO H3AENUs WIH €ero
YIIOJJHOMOYEHHOI'O0 IPEJCTaBUTENsI U HMEeT I[IpaBO 3alpOCHTh y HEro
JIOTIOJTHUTEIBHYIO0 UHPOPMALIUIO O METUITHHCKOM H3ICIHH.

5. YIOTHOMOYEHHBIH Oprad UMeeT IIpaBo:

IIPOBECTH [JOIOJIHUTENBHYIO JKCIepTU3Y O€e30NacHOCTH, KadecTBa U
3¢ (HEKTUBHOCT MEIUIIMHCKOIO M3IENUsS ¢ YYETOM BBISBIEHHBIX HEraTUBHBIX
NOCIEACTBAA  €ro  IpUMEHeHHs B Clydasx, MpeIyCMOTPEHHBIX
3aKOHOJATEJILCTBOM IOCY/IapCTBA-UIICHA,

IIPUOCTAHOBUTh  JEHCTBUE  BBIIAHHOTO MM  PErUCTPallMOHHOIO
YAOCTOBEPEHUS MEIULIUHCKOTO U3CIIHS;

OTMEHUTH [eHCTBHE (aHHYJIMPOBATH) BHIAAHHOTO UM PErMCTPAllMOHHOTO
YAOCTOBEPEHHUS MEIULMHCKOTO U3EIHS.

OcHOBaHMA ¥ TOPSNOK IIPHOCTAHOBJICHUSI WM OTMEHBl JEHCTBUS
(aHHYJIUPOBaHUs) PETUCTPALIMOHHOTO YJOCTOBEPEHHS MEIUIIMHCKOTO H3EUs
ONpElNeNsAloTCs  IpaBWIaMH  pEerucTpaldd  MEOUUHUHCKUX  H3JACIIH,
yTBepxkaaeMbIMu Komuccreit.

O mpuocTaHOBIEHHMM unu 00 OTMeHe nelcTBUA (aHHYJIUPOBAaHUN)
PErUCTPAlMOHHOIO YIOCTOBEPEHHs] MEIOWIMHCKOIO W3AENuA, a TaKke O
HaIIpaBJICHUH YBEAOMJIEHHUSA O HEOOXOAMMOCTH MPOBENCHUS NOIONHHUTEIbHON
OKCHEPTU3bl MEIULIMHCKOIO M3JeNUsS YIOITHOMOYEHHBIA OpraH OOHOTO
rocyaapcTBa-4ieHa He3aMeNIMTEeIbHO HHPOPMUPYET YIIOJTHOMOYEHHbIE OpTaHbl
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Apyrux rocyiapCrB-4JICHOB, a TaKXKe IPpOU3BOOIUTECIIA HIIN cro
YIOJITHOMOYE€HHOTIO IIPEACTABUTCIA K Komuccuro.

Cratps 9
HNudopmanronsas cuctema B chepe oOpameHuss MeTUIIMHCKUIX U3 IeTHH

1. B uensx obecnieuenus ycioBH# ans oOpamiesws B pamkax Coroza
0e30MacHBIX, KAaueCTBEHHBIX U JPQPEKTHBHBIX MEIWUIHUHCKUAX  H3ACIIHH
Komuccueii ¢opmupyercss u BeleTcs HHGOpMAIMIOHHAs cuHcTeMa B cdepe
oOpallieHHs MeIWLMHCKUX wu3henuii (namnee - HHPOPMAIMOHHAS CHCTEMA),
SBJISIOIIASACSA YaCThIO MHTErpUpPOBaHHON mMHGbOpMarmoHHON cucteMbl Coro3a 1
BKJIFOHAIOIIIasl B ceOs:

a) eIUHBIA peecTp MEMUMHCKAX U3JCNNH, 3aperHCTPUPOBAHHBIX B
pamkax Coro3a,

©) enuHBIN peecTp YIIOTHOMOYEHHBIX OpraHH3aIwii;

B) €IMHYIO HHQOPMALIMOHHYIO 033y JaHHBIX MOHHTOPHHTa 0€30IIaCHOCTH,
KauecTBa U 3QGEKTUBHOCTH MEIUIIMHCKUX H3ETHHA.

2. Ilopsimox QopmupoBaHUs W BeJeHUS HWHDOPMAIIMOHHOW CHCTEMBI
ycraHaBiauBaercs Komuccuei.

VYII0oJIIHOMOYEHHBIE OpraHsl TpeAcTaBisfioT B Komuccuio HeoOXonumble
CBEAECHHS A1 GOPMUPOBAHUS HHPOPMAITHOHHONW CHCTEMBI.

3. CBenenus, BKJIIOUYEHHBIE B HHGOPMAIIOHHYIO CHCTEMY, SIBIISIIOTCS
OoOLIEIOCTYIIHBIMU U pa3Melarorcs Ha oduumanbHoM caiite Komuccuu B
MHGPOPMaLMOHHO-TeIeKOMMYyHUKaMoHHo! cetu "MnTeprer".

Cratbs 10
KoHdunennmarsHOCTs HHGOPMAITUU

1. YnonsoMouennsle opranbl ¥ Komuccus NpHHUMAIOT HEOOXOAMMBIE
MEpBI IO 3alllUTE IIOMyYEeHHOM M IepefaBaeMON MMM B paMKaX HAacCTOSIIEro
Cornamenus KoHGUICHUWANbHOW WHQOpPMaLMM, BKIIOYas IIePCOHAIbHBIE
JTaHHBIE.

2. lna 1mepemadu TpPeTHUM JMIaM KOH(HIEHIIMATbHOH HHGOpPMALUH,
NIOJIy4eHHO! YIOJIHOMOYEHHBIM opraHoM U (wim) Komuccueit B cOOTBeTCTBHU
¢ sHacrosmuM CormnamenueM, TpeOyeTcs NpeABapUTENbHOE CcOorjiacue JHIa,
MpeJOCTaBUBIIETO 3Ty HHOOPMAIHIO.
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3. K xoHbuaeHmmansHOM uHHpOpPMAIlMM HE MOTYT OBITh OTHECEHBI
MHGOPMALKs U CBEIECHUS, CONepIKaIINecs B PETUCTPALIMOHHOM yJOCTOBEPEHIN
MEIMILMHCKOro U3enus ¥ HHGOPMAllMOHHON CHCTEME.

Crates 11
[lepexomHbIil nepuo

JlOKyMeHTBI, TOATBepkHaronte (akT TroCyJapCTBEHHOM perucrpanuu
MEIUIIMHCKUX W3AEIUHA U BBIJIAHHBIE YIIOJIHOMOYEHHBIM OpPraHoM [0
BCTyIUleHHs Hactosimlero CornameHus B CHIIy, NEUCTBYIOT Ha TEPPUTOPHUHU

rocygapcTsa-djeHa O OKOHYaHHUS CpoKa HUX JEHCTBUS, HO HE IO3JHEe
31 nexabps 2021 r.

Crarps 12
[Topsiok paspelieHus CiopoB

Cropsl, CBsI3aHHBIE C TOJKOBaHMEM U (MIH) NPUMEHEHHEM HacCTOSIIEero
Cornamenus, paspelaroTcs B NOpsIKe, onpeneaeHHoM cTaTtheit 112 Jloroopa
o EBpazuiickoM 3Kk0OHOMUYECKOM coro3e oT 29 mas 2014 r.

Cratbs 13
Cornamenue u npaso Coro3a

Hacrosimee Cornamennue SBAsSeTCS MEXAYHApPOOHBIM  JIOTOBOPOM,
3aKI0YeHHBIM B pamkax Coro3a,  BXoAUT B npaBo Corosa.

Cratng 14
Buecenue usMmenenuii 8 Coraiegue

ITo B3aNMHOMY COIJIACHIO T'OCYJApCTB-WICHOB B HACTOMAIICES Cornamenue
MOTYT BHOCHTLCS N3MCHCHHUA, KOTOPBIC OQ)OpMJISIIOTCH OTACJIBbHBIMU
ITPOTOKOJIaMHU H ABJIAKOTCHA HEOTheMJIEMOM YaCThIO HACTOSAIIETO Cornatienus.

Cratesa 15
Berymnenune CornamieHus B CHTY

Hacrosimee Cornamenue BcrynaeT B cuily ¢ 1 sHBaps 2016 r., HO He
paHee Iathl MOJIYYEHHUs JET03UTaprueM IMOCIEHEro MUCEbMEHHOTO YBEIOMIICHHUS
O BBHIMIOJIHEHUM TOCYIapCTBaMH-WICHAMU BHYTPHUIOCYJapCTBEHHBIX MHPOLENYD,
HEeOOXOIUMBIX ISl BCTYIUIEHUS B CHITy HacTosiiero CornameHus.
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CoBepIieHo B T. " " 20 T
B OJTHOM ITOJUIMHHOM 3K3EeMIUISIpE Ha PYCCKOM SI3bIKE.

Ilopnmuuuei  sk3eMmigp  Hactosimero  CorjameHuss — XpaHUTCS
B Komuccum, kxoropas, sBnsich naeno3utapueM Hactosmero (Cornaliesus,
HaIlpaBUT KOKJIOMY rOCyAapcTBY-WiIeHY €ro 3aBEPEHHYIO KOIIHIO.

3a Poccutickyro 3a PecrryGouky 3a Pecry6nky
Denepanuto benopyccus Kazaxcran
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