COITAHNIEHHUE
0 ¢UHBIX MPUHIUIIAX M PaBUJIAX 00pameHusi MeIHIHHCKHX
u3geaui (M31eJ Ui MeTUUHMHCKOT0 Ha3HAYEHHS H MeTUIMHCKOH
TEeXHUKH) B paMKax EBpasuiickoro dJkOHOMUYECKOT0 ¢0¥03a

I'ocynapctBa — wieHbl  EBpasuiickoro  3KOHOMHYECKOI'0  COO3a,
UMEHYEMBIE B aJbHEHIIEM IOCyapCTBAMU-YJICHAMH,

ocHOBEIBasicb Ha JloroBope o EBpa3zuiickoM SKOHOMHYECKOM COIO3e
oT 29 mas 2014 rona,

IpU3HaBas 11e/1eco00pa3HOCTh MPOBEJIEHUS  CKOOPJIHHHPOBAHHOM
MNOJUTUKKM B cdepe oOpallleHuss MEIUIMHCKUX H3AeNuid  (M3menui
MEJMLMHCKOIO HAa3HAYeHUs] W  MEIUIMHCKOW TeXHWKH) (mamee —
MEJIULIMHCKHE U3/IeNTus),

YUUTBIBAasl B3aUMHYIO 3aUHTEPECOBAHHOCTh B OOECIIEUEHUU TrapaHTHil
Oe3onmacHOCTH, KayecTBa M I(PPEKTHBHOCTH METUIIHHCKUX M3ICIHH IS
JKU3HU W 3I0pOBbsl JIHOJEH, OXpaHbl OKpyXarouled cpenbl, HMYIIecTBa
IOPUAMYECKUX U PU3NUYECKUX JIML, PeAYNPEKICHUS JeHCTBUIN, BBOISIINX B
3a0yxaeHue notpeduTesei (moap3oBaTeneil) MeTUIIMHCKUX U3IENNT,

[IpU3HaBasl, 4YTO MEAULMUHCKHE HW3JEJIUsl OTHOCSTCS K COITHAILHO
3HAYMMOHN NPOAYKLMH,

B LeNsAX (OPMUPOBAaHUs OOINEro phIHKA METUIIMHCKUX H3ICIUil B

paMkax EBpa3uiicKoro 3kOoHOMUYeCcKoro corosa (nanee — Coro3s),

CTPEMSCh K IIOBBILIEHUIO KOHKYPEHTOCIOCOOHOCTH MPOU3BOJMMBIX B
pamkax Coro3a MEJULUIMHCKUX U3IEIHH,
CTPEMSICh K YCTPAHEHUIO OTpaHUYEHUI BO B3aUMHOM TOProOBJIE,

COIrTaCUJIMCb O HHIKECICAYIOLIEM
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Cratps 1
Coepa npumenenust CorarieHust

1. Hacrosimee CornamieHue ycTaHABIMBAeT €JMHbIE NPHHIHUILI U
npaBHia oOpallleHus] MEAMLMHCKUX Hu3nenuii B pamkax Coro3a B ILeisx
(opMupoBaHUs 00ILETO PhIHKA MEAUIIHHCKIX H3/IEHH.

2. Jlefictue  Hacrtosimiero ComamieHus  pacrnpocTpaHseTcs  Ha
[IPAaBOOTHOLUECHMS], CBS3aHHbIE C OOpalleHHeM MEIHIMHCKHX H3AeIui,
IIpefHa3sHaYeHHbIX Ul oOpameHuss B pamkax Coro3a, a Takke Ha
MEJIMLMHCKHUE U3JIENHsl, Haxomsluecs B oOpaiieHuu B pamkax Coro3a.

3. PerynupoBanue oOpalieHus MEAMIITHCKUX U3nenuii B pamkax Coroza
ocymiecTsisiercss B coorBerctBuM ¢ JloroBopom o  EBpasuiickom

SKOHOMHYECKOM coro3e oT 29 mas 2014 roma, HacrosumuM CornameHueM,

JPYIMMH MEXKyHApOIHBIMHU JIOTOBOpaMH, COCTaBIsIOMKUMHU npaBo Corosa,

PCHIICHUAMHA KOMI/ICCI/IPI, d TAK¥XK€ 3aKOHOAATCJIbCTBOM IoCyaapCTB-UJICHOB.

Cratbs 2
OnpeneneHus

s ueneit nacrosuero CornaieHus UCIOIb3YIOTCS MTOHSTHS, KOTOPBIE
O3HAUaIoT CeAyIoIee:

«BBIIIyCK B oOpallleHne MeIUIMHCKUX H3Meuiiy — Jito0as Bo3Me3aHas
wii  Oe3Bo3MesJHas  mepefada  MEIULIMHCKMX — M3JeNdil, KoTopas
OCYIIECTBJISETCS BIIEPBLIE U JIeNaeT UX JOCTYIHBIMA AJIS PACIpPOCTPaHEHMs
U (WIM) NpUMEHEeHUs, 3a HCKIIIOUeHHeM Iepenayd MeIUIHHCKUX W3eNuil
IUIsL TIPOBEIEHUs UCCIIeJOBaHUN (UCIBITAaHHU) ¢ LENTbI0 WX IMOC/e yromen
pealiuzaliy U IPUMEHEHUS;

«MEJULMHCKHE H3Jenusi» — JoOble WHCTPYMEHTBI, —armaparkl,
npubopkl, 000py/NOBaHUE, MaTepHanbl W TPOYME H3ICIHs, KOTOPLIE

IIPUMCHAOTCA B MCIHLIHMHCKHX LECJIAX OTACJIBHO HJIIM B COUYETAHUHU MEXKIY
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cobOH, a TakKe C IPHHAIEKHOCTSIMHU, HEOOXOMUMBIMU I NMPHMEHEHUS
yKa3aHHBIX U3€IHMH 10 HA3HAYCHUIO (BKJIIOYAsl CHEeLUaIbHOE MPOrPaMMHOE
obecreyeHue), IpelHa3HAYEHBl MPOM3BOJHUTENEM JJis NPO(UIAKTHKH,
JUArHOCTHKH, JIeYeHHs 3a0ojieBaHMi, MEIUIIMHCKOH peaOuMauTanuu u
MOHHUTOpPUHIA COCTOSIHMS OpraHM3Ma YesloBeKa, MPOBEICHHUS MeIUIMHCKIX
MCCJIEIOBAHHM, BOCCTAHOBIICHHUs, 3aMelIeHHUs, U3MEHEHHS aHATOMHUYECKOMH
CTPYKTYPBI WM (DU3HMONOTHUECKUX (PYHKUHMH OpraHu3Ma, MpeaoTBpalleHHs
WJIM TIpephIBaHUs OEPEMEHHOCTH M (YHKIHMOHAIBHOE Ha3HAauYeHHE KOTOPHIX
He pealu3yeTcss IIyTeM (apMaKoJOTHYeCKOro, HMMYHOJIOTHYECKOTO,
FEHETHYECKOr0 MM METabOIMYECKOro BO3JICHCTBYS HA OPraHM3M 4YeIoBeKa,
OJIHAKO MOKET NOAIEPIKUBATHCS JIEKAPCTBEHHBEIMH CPEICTBAMM;
«o0pallleHne MeTULIUHCKUX U3ENHUIi» — POEKTHPOBAHKE, pa3paboTKa,
CO3/laHHe OMNBITHBIX 00pa3lioB, MpPOBEACHHE TEXHUYECKUX HCIBITAHHIA,
MCCIIEI0BAaHMA (MCIBITAHUM) ¢ LENbl0 OLEHKH OHOJIOTHYECKOro aeicTBUS,
KJIUHUYECKHX  HCIBITAHUN, SKCMEepPTHU3bl O€30MacHOCTH, KayecTBa U
5Q(QEeKTHBHOCTH MEAMIUHCKHX HW3JeJIMi, pPErucTpalis, IPOU3BOICTBO

(M3roTOBJICHHE), XpaHEHHE, TPAHCIOPTUPOBKA, peaM3allis, MOHTAK,

HajajKa, TIpUMEHeHHe (BKCIulyaralus), TeXHHUYeCKoe O0OCIyKHUBaHUE,

PEMOHT H YTHJIM3AIlHI MEOUIITHHCKHUX HU3IETUH.

Cratps 3
[IpoBeneHue CKOOPAMHUPOBAHHOM MOJIUTHKH
B chepe oOpallleHust MEAUIUHCKUX U31e/IUN
1. T'ocynapctBa-uieHsl  QOpMHPYIOT OOIMIMH PBHIHOK MEAUIMHCKUX
u3zenii B pamkax Coro3a B COOTBETCTBHM C TPHHILHUIIAMH, YKa3aHHBIMH B
crarbe 31 JloroBopa o EBpa3suiickoM 3KOHOMHYECKOM COI03¢ OT 29 Mas
2014 rona.
2. I'ocynapcTBa-uieHbl MPOBOAST CKOOPJMHUPOBAHHYIO IOJIUTUKY B

cepe obpalleHUss MEJUIIMHCKHX U3JIeTHH TTOCPEICTBOM:
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a) IPUHSITHS Mep, HE0OX0IUMBIX JUTST rapMOHHU3ALINH
3aKOHOJIaTEIbCTBA I'OCYAApCTB-YIEHOB B cdepe oOpalieHuss MeIUIUHCKUX
HU31eIUH;

0) ycTaHoBneHMsI 0OIIUX TpeOoBaHuit OGe30MacHOCTH U 3G PEKTHBHOCTH
MEIULUHCKUX nu3esinil B pamkax Coro3za;

B) YCTAHOBJIEHUS €AMHBIX MPaBUJ 0OpalleHUus MEeIUIMHCKUX H3JIe/IHil
B COOTBETCTBMH C peKOMEHJalMIMU MexnyHapoaHoro (Gopyma peryyistopos
MenunuHckux uzgenuit (IMDREF);

I') OIpEeJeJICHUs] €IUHBIX ITOIXOM0B K CO3/IaHUI0 CHCTEMBI 00€eCIIeYeHHs
KauecTBa MEAMIIMHCKUX U3EITHH;

1) TapMOHU3AIIUU HOMEHKJIATYPBI MEIUITTHCKHUX U3JICITHH,
UCIIONIL3YEMON B TrocylJapcTBax-wieHaXx, ¢ I7oOanbHOM HOMeHKJaTypoi
meaunuHckux uznenuit (Global Medical Device Nomenclature);,

€) rapMOHHU3aLlMU 3aKOHOJATENbCTBA TOCY/IAPCTB-UIEHOB B 00/acTH
KOHTPOJIsA (Haa30pa) B cepe oOpaleHus MeTUITHHCKIX W3 STHIA.

3. Jlns menedt peanusanun Hactosiero CoryaiieHus rocyapcTBO-WiIEH

onpenensieT opraH (OpraHbl) TrocylapcTBeHHOW Biactu (ynpaBiaeHMs),

YIIOJHOMOUYEHHBIH  (YIIOJIHOMOYEHHBIE) Ha OCyllecTBIeHue u  (WJIH)
KOOPJUHAIUIO JEATENBHOCTH B cepe obpalleHust MeJUIUHCKUX H3IeTUH Ha
TEPPUTOPUU TOCYyJapcTBa-uieHa (Jajiee — yIOJTHOMOUEHHBIH opraH), M
HHDOpMHUpYeT © HEM [Jpyrue TrocyaapcTBa-wieHbl H EBpasuiickyro
9KOHOMHUYECKYIO0 KOMHUCCHIO (nanee — Komuccusi).

4. KoopnuHanus [eATeNbHOCTH, HalpaBJICHHOM Ha TrapMOHH3AIHIO
3aKOHOJATENbCTBA TOCYIApPCTB-UWICHOB B cdepe oOpalleHUs MeTUIHHCKHX
U3Ienui, ocyuectrisieTcss Komuccuei.

5. 'apMonu3anus 3aKOHOAATENBCTBA TOCYAApCTB-WIEHOB B cdepe

oOpalleHlss MEIUIMHCKUX  M3ICJIUH  OCYIIECTBISETCS Ha  OCHOBE
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MEXAYHApOIHBIX HOPM ¢ ydeToM peuieHuil Komucenu B cdepe obOparmmeHus
MEIUIHUHCKUX U30eJINH.

6. YII0JIHOMOYEHHEBIE OPraHbl OCYIIECTBILIIOT COTPYJHUYECTBO B chepe
oOpaleHuss MEJUMIMHCKUX H3IeNHid, B TOM 4YHCJIe IyTeM OpraHU3allud H
KOOpJIMHAIMK TPOBEIACHUS Hay4YHO-UCCIEN0BATENbCKUX paboT, HaydHO-
NPaKTUYECKUX KOH(DEPEHLNH, CEeMUHAPOB M HHBIX MEPOIIPHSTHIA.

YIOJTHOMOYEHHbIE OpraHel IPOBOAST MEpOINpPHUSTUS 10 OOMEHY
OINBITOM W OpraHU3allMd COBMECTHOIO OOYYEHHs! CIIELUAUCTOB B cdepe
oOpalleHus MeMIIMHCKUX U3JICITHIA,

YIIOJHOMOYEHHbIE OpraHbl WM JeWCTBYIOIIME 0 WX [OPYYEHHIO
OpraHu3aiyy rocyaapCTB-YJIEHOB IPOBOJAT C y4YacTHEM IpecTaBUTENEH
Komuccnn KOHCynbTallMy, HalpaBlieHHBIE Ha COIVIACOBAHHME IO3UIIMIA

roCy/1apcTB-YJIEHOB 10 BOIIPOCaM OOpaIeHHS METUIIMHCKUX U3/IEJHH.

Crarbs 4
Perucrpanus MeAULIUHCKIX U3/IEITHIA

1. ITonoxxenust ~ HacTosllell  cTaThM  pacCHpOCTPAHSIOTCS  HA
MEIUIMHCKHE U3/IeNIHs], BEIIyCKaeMble B oOpatlienue B pamkax Corosa ¢ JaTel
BCTYIIEHHS B CHIIy HacTosulero CornaieHusl.

2. MenunMHcKue WH3ZeNus, BBIyCKaeMble B OOpallleHWe B paMKax
Coroza, nojuiexxat perucTpaluu B nopsijike, ycranasiaBaeMom Komuccueii.

Perucrpauus MEIUIUHCKUX U3JIenui OCYILIECTBIISIETCS

YIIOJTHOMOYEHHBIMH OpraHaMH.

ITposejenne sKcnepTU3bl O0€30MaCHOCTH, KauecTBa U 3(P(HEKTUBHOCTH

MCJIMLUMHCKUX HM3IEIHMH B LEIAX MUX PErucTpaldd OCYILIECTBISETCS
OKCICPTHOW OpraHu3alMel, OIpeueiasieMOld ToCyJapCTBEHHBIM OpPraHoM
rocylapcTBa-ujieHa B cepe 3[paBOOXpaHEHUs, B MOPSIKE, YTBEPIKIAAEMOM

Komuccueii.
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3.1lpu ocCylIeCTBIEHUH pETUCTPallK MPEABIBIAIOTCS OJMHAKOBLIC
TpeOOBaHMs K MEULIUHCKUM U3ENHUSIM, TIPOU3BEIeHHBIM B pamkax Coro3a u
BBE3CHHBIM Ha TAMOXKEHHYIO TeppUTOpHIO COI03a U3 TPETBUX IOCYIapCTB.

4.B  nensx perucrpalMud  MEJUIMHCKHX HM3IEIHN  [pPOBOJSTCS
TEXHUYECKHUE HCIIBITAHUSA, UCCIAe0BaHMS (MCHBITAHUS) C IENbI0 OLEHKH
OMOMOruuecKoro JeHCTBUS, KIMHHYECKHE WCIIBLITAHUS, MCTIBITAHUS B LIEJISX
YTBCP)KACHHUS THIIA CPEACTB HU3MEpeHUil (B OTHOIIEHMH MEIULUHCKUX
M3JeJIMH, OTHOCSIIMXCS K CpelCTBAM M3MEpEeHHi, MNepedyeHb KOTOPBIX
yrBepikaaercs Komuccumel) um skcnepruza 0e30MaCHOCTH, KauecTBa U
3(Q(GEKTUBHOCTH MEMIIMHCKUX H3/IEIIH.

[TpaBuna xnaccupUKalMU METUIMHCKUX H3JEUN B 3aBUCUMOCTH OT
MOTCHUUAIBHOIO pPHCKA IPUMEHEHHs, IpaBUjIa BeAEHHS HOMEHKJIATYphI
MEJMIMHCKUX  H3Jenuil, oOume  TpeboBaHus  0€30mMacHOCTH U
5} HEeKTUBHOCTH MEIULUHCKUX U3/IENHH, TpeOOBaHMs K SKCILTyaTal[HOHHOMH
JOKYMEHTAIMH MEIULMHCKUX U3/IeJIUH, IIpaBuia MIPOBEACHHS UCCIeTOBAHUM
(MCIBITaHUH) MEIMIMHCKUX W3MENHiA, paBuia perucTpalydd MeAULMHCKHUX
H3JIEIHi (B TOM 4yuce TpeOOBaHUS K PErHCTPAMOHHOMY JOChE, 3asBICHUIO
O perucrpanyd, OCHOBAHHSA U IIOPSAOK TNPUOCTAHOBJICHHS WM OTMEHBI
neicTBust (aHHYJIHpOBaHHMS ) PEerucTpaliiOHHOIO YIOCTOBEPEHUS
MEJHMLUMHCKOTO M3AEINs), IpaBuia MPOBEJICHHS KCIEPTH3EI OE€30MaCHOCTH,
KayecTBa M OP(EKTHMBHOCTH MEJULMHCKHX W3JCJIMH  yTBEPIKIAIOTCS
Komuccueii.

5. YIIOJIHOMOYEHHBIE OpraHbl ONPEJEISIOT TMepeueHb Y4pexIeHuil,

OpraHu3aluil ¥ NPEeANpHUSITHHA, B TOM YHCIe MEIUIMHCKUX YUPEKIEHUH U

OpraHu3alli, WMEIIIUX IPaBO IPOBOJUTh HCCIEHAOBAHUS (HCIIBITAHHS)

MEJHMLIMHCKUX U3JIENHUN B LIEIAX UX PErucTpaluu (Jajee — YIIOJHOMOYEHHEIE

OpraHU3alIluH).
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TpeboBanus K yIIOJTHOMOUYEHHBIM OPTaHU3aIUsAM U MOPSIIOK OLIEHKH UX
COOTBETCTBHS 3TUM TpeOOBAaHUSAM ycTaHaBIMBaroTCsl Komuccuei.

6. JIokyMeHTOM, NOATBEPKAAIOINM (PAKT PErHCTPALUN METUITHCKOTO
U3JENIHs], SIBJIAETCSA PErUCTPALUMOHHOE YAOCTOBEPEHHE MEIULIMHCKOIO
U3Jenus, aeicrByroniee B pamkax Corosa.

dopma perucTpaliOHHOTO YAOCTOBEPEHHS U TIPAaBHJIA €€ 3aIllOJIHEHUS
ycraHaBnuBaroTces Komuccuei.

Perucrpanuonnoe yaocToBepeHue SBISETCS O€CCPOUHBIM.

7. TocynapcTBa-ujieHbl  CO3/alOT  YCIOBUSL  JUIs  o0ecredeHHus
COOTBETCTBHUS METOMIOB H YCJIOBHH IPOBEJEHHUS UCCIEAOBAHUN (UCIIBITAHHI)
H COIIOCTABUMOCTH PE3YJIbTATOB OKCIIEPTH3 IOCPEACTBOM NpPHMEHEHHUS
ob1mux TpeboBanuii 6ezonacHocTH U 3P PEKTUBHOCTH MEAMLIUHCKUX W3IETHIH
M COMHBIX  TpeOOBaHWMH,  TMPEABSBISIEMBIX K  YIOJHOMOYEHHBIM
OpraHU3aLUsIM.

8. YIIOIHOMOYEHHBIE  OpraHbl  B3aUMHO  [PU3HAIOT  PE3YJILTATEI
MCCIIENOBAHUH (MCIIBITAHUH) U DKCIIEPTU3, MOTYYeHHBIE B XOJ€ BELIIIOJIHEHUS
NPOLENAYP PETrUCTpaldid MEAULUHCKHX H3JeNUH, MpPH YCIOBHH, YTO OHHU
BBIITOJIHEHBI B COOTBETCTBMM €  TpeOOBaHMSIMH M IIPaBUJIAMH,
ycTaHOBIEHHBIMU KoMuccuei.

9. ¥perynupopanue pa3HOrIacui, BO3HHUKAIOIUX MEXIY
YIOJHOMOYEHHBIMU OpraHaMH IIpH PErHUCTpalliyd MEUIMHCKHX H3IEIINH,
OCYUIECTBIIIETCS B ITOPSIAKE, yeTaHOBIeHHOM Komuccuetd.

10. PemieHne ymoaHOMOYEHHOTO opraHa o060 OTKa3e B  Bblgaue

PETUCTPAIHOHHOI0 YAJOCTOBEPECHHA MCIHIHHCKOIO H3ACIIHS MOMXKET OBITH

00’KaJI0BaHO IMPOHU3BOAHTECIIEM MCIHUIIHUHCKOTO HU3ACJIHNA HJTH €ro
YHOJIHOMOYCHHBIM IIPCACTABUTCIIEM B CYJC TroCylapCTBa-dJI€eHa B IOPSIKE,

IpelyCMOTPEHHOM 3aKOHOIATEIBCTBOM 3TOT0 roCcyaapcTBa-4JieHa.




11.B pamkax Coro3a He mOIIeXKAT PETUCTPAIUH MEIULHMHCKHUE
U3JIEITHS:

a) BBE€3€HHbIE (DM3MYECKMMHU JIMIAMH Ha TaMOXKEHHYI TEPPUTOPHIO
Coro3a 1 npe/Ha3HAUYEHHBIE 1JIsl JIMYHOT'O MOJIb30BaAHHS;

0) KOTOpble M3rOTOBICHBI HAa TEPPUTOPHH TOCYIAapCTBAa-4jeHa 110
HHAUBUIYaJIbHBIM  3aKa3aM [allMeHTOB HMCKIIOUUTEIBHO ISl JIMYHOI'O
IMOJIb30BAHUST U K KOTOPBIM IIPEIBSBISIOTCS CHELUallbHble TpeOOBaHHS B
COOTBETCTBUH C Ha3HAUEHUEM, BBIJAHHBIM MEAUIIMHCKUM paOOTHUKOM;

B) BBE3CHHbIE Ha  TaMOXeHHyl  Teppuroputo  Coroza  aus
UCIIOJIb30BaHMsl pabOTHUKAMH JUILUIOMATHYECKUX MpPEIACTABUTEILCTB U
KOHCYJIBCKHUX YUpPEXKIECHUH;

) BBE3CHHBIE Ha TaMOXKeHHYIO Tepputoputo Corosa IjIsl OKazaHHS
MEJMIIMHCKONW ITOMOIIM IaccaKMpaM M 4JIeHaM SKUIaKed TPaHCHOPTHBIX
CPEICTB, TOE3NHBIX OpUrag M BOAMTENSIM TPaHCIOPTHBEIX  CPEJICTB,
npuOBIBIIMX Ha TeppuTopHio Coro3a;

I1) BBE3CHHBIE Ha TaMOXeHHYyI0 Tepputoputo Coro3a Juis oKazaHMs

MEJMLUHCKOW TIOMOIIM  YYaCTHHKAM  MEXAYHApPOAHBIX  KYJBTYPHBIX,

CIIOPTUBHBIX MEPOIPUATUI W yYaCTHHKAM MEXKIYHAPOIHBIX IKCIIEAUIIMM, a

TaKXKe 7151 IPOBE/IEHH S BBICTABOK;
€) BBE3eHHBIE HA TaMOXEHHYI0 Teppuroprio Coro3a MJsi MpOoBeAcHHs
UCCIJIEI0BAHUN (UCIIBITAHUI ), B TOM UHCJIE B HAYYHBIX LEJISX;
’K) BBE3CHHBIE Ha TaMOXeHHyIo Ttepputopuro Coro3a B KayecTBe
I'YMaHUTApHOM IIOMOLIM B CIy4yasX, OINpeAesisieMblX 3aKOHOAATEIbCTBOM

rocyqapCTB-4JcHOB.
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Cratbs 5
Beinyck MeaMIIMHCKUX U3enuid B oOpaiienue B pamMkax Corosa

1. OTBETCTBEHHBIM 32 BBIITYCK MEIUIIMHCKOTO U3/IENHUs B 0OpalleHue B
pamxax Corosa sBISETCS TMPOU3BOJUTENb WM €ro  YIOJHOMOYEHHBIH
Mpe/ICTaBUTETb.

2. 3anpelnaercss BBIIYCK MEAMIMHCKOTO H3Jeaus B oOpalleHue B
pamkax Coro3a, eciu:

a) uMeeTcs O(QUIMAIBHOE YBEJOMIICHHE YIOJHOMOYEHHOTO OpraHa,
IIPOM3BOAMTENS U (MJIM) €ro YIOJIHOMOYEHHOTO MPEACTaBHTENSL O TOM, YTO
oOpalleHue MEAMIMHCKOTO M3JIEeTHs IPUOCTAHOBIIEHO, TUOO OHO HU3BATO W3
oOpallieHus1, 1160 OHO OTO3BAHO MPOU3BOIUTEIIEM;

0) ucTek cpok ciIyKOBI (CPOK MOJJHOCTH) MEIUILUHCKOTO U3IEIIUS;

B) MEJMIIMHCKOE H3JEJIN€ HEe 3aperucTPUPOBAaHO B YCTAHOBJIEHHOM
nopsake (3a HCKIIOUEHHEM MEIULUHCKUX H3JeNNi, HE II0IekKAIIUX
perucTpanud B COOTBETCTBUM ¢ IyHKTOM 11 cratem 4 Hacrosiero

CornarieHust).

Cratps 6
IIpon3BOACTBO MEAULIMHCKUX U3ICIIAN

1. IIlpousBonuTens MEOUIMHCKUX W3ACNUM, TNpelHa3HAYEHHLIX JUIs
obpamenus B pamkax Corosa, obecrieynBaeT BHEIpeHHE H IOJAEpXKaHKe
CHCTEMBbI MEHEPKMEHTa KauecTBa MENUIMHCKHX u3aesuidl. TpeGopaHus K
BHEJIPEHMIO, TOJJAEPKAHUIO M OLEHKE CHUCTEMbl MEHEKMEHTa KayecTBa
MEIMIMHCKUX HM3JEJUi B 3aBUCHUMOCTH OT IOTEHLUMAIBHOTO pHCKA HX

IIpUMEHEHHs yCTaHaBIUBaroTCss KoMuccuei.
2. IIpousBoauTens co3gaeT U MOACPIKUBACT B aKTYaTbHOM COCTOSIHUN

cucreMy cOopa M aHa/lM3a JaHHBIX M0 MPUMEHEHHIO MEIUIIHHCKUX H3/IEIHIH,
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OTCJIE)KMBAHUIO W BBISIBJICHUIO MOOOYHBIX AEHCTBHI MENULIMHCKUX W3/EIIHIl
B IIpOLIECCE SKCIUTyaTal[MH.

ITpoussoauTens HampapiseT YIOJHOMOYEHHBIM OpraHaM OTYETHl,
COCTaBJICHHBIE HA OCHOBAHHWH OIIbITA KJIMHUYECKOTO MIPUMEHEHUS OTAEIBHBIX
BUJIOB MEIMIMHCKHX M3JCIMK BBICOKOIO Kiacca I[OTEHLUAbHOTO PHCKa
IIPUMEHEHUS, B IOPsiKe, ycTaHaBIMBaeMoM Komuccueid.

B cayvae BBISIBIIEHHSI HECOOTBETCTBHUS MEIMIIMHCKUX M3IEIUN OOLIMM
TpeOoBaHUAM 0e30MacHOCTH U APHEKTHBHOCTH MEIUIMHCKUX WU3JAENUil WIn
nocTyrieHus uHdopMmanuu o (akrax H O0OCTOATENbCTBAX, CO3AIOIIMX
Yrpo3y »XH3HH WM 3J0POBbIO JIFOAEH, YIIOJHOMOYEHHEIH OpraH B 5-IHEBHEIH
CPOK YBEIOMIIIET 00 5TOM YIOJIHOMOUYEHHBIE OpPraHbl APYTHX TOCYIApCTB-
YWICHOB M IIPEANPUHMMAET Mephbl I10 HENONYIIEHUIO OOpalleHHs] TaKHX
MEIMIMHCKUX U3/I€/IMH Ha TEPPUTOPUU CBOETO rOCYAapCTBa.

3.B cioyyae mnpekpaileHusi MPOM3BOACTBA MEIMLUUHCKOTO H3IENUs
IIPOM3BOJUTE/IL HIIM €ro YIOJHOMOYEHHBIM MpeJCTaBUTE/Ib B TeUYEHHE
30 xajneHgapHBIX [HEH C Jarhl MPUHSTHS pEUICHHs O [peKpalleHun
IIPOU3BOJICTBA MeIULIMHCKOI'O U31eIHs 00s13aH [IpEICTaBUTh
COOTBETCTBYIOLIYI0 HH(MOPMALUIO B YHNOJHOMOYEHHEBIH OpIaH, BbIJABIIMIA

PETHUCTPAITHOHHOE YAOCTOBEPCHHUE MEIUIIMHCKOI'O U3IC/IH.

Cratps 7
MapkupoBKka MEIUIUHCKHUX U3IETH

I.MGJII/IL[I’IHCKHC H3JICIINs, TIPpOLICAIINE YCTAaHOBJICHHBIC B paMKax

Coroza mpouenypsl perucTpalli U MOATBEPIKICHHS COOTBETCTBUSL OOIIMM

TpeOoBaHMsIM ©Oe30macHOCTH M A()(HEKTUBHOCTH MEIMLIUHCKUX W3/ENUH,
TpeOOBaHUAM K BHEIPEHUIO W TOJJIEPXKAHHIO CHCTEMBLI MEHeKMEHTa
KavYecTBa MEAMIMHCKUX M3JEIUH, Iepell BEIITyCKOM B OOpalleHHe B paMKax

Coroza nojnexar o00s3aTeNbHON MAapKUpPOBKE CIENHMATBHEIM  3HAKOM
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oOpallleHHuss MeJUIMHCKOro wu3denuss Ha peiHKe Coroza (maiee —
CHelMaJIbHBIN 3HaK 0OpallleHusl).

2. OTBETCTBEHHOCTH 3a HEOOOCHOBaHHOE MapKUpOBaHHe
MEAMLMHCKOTO  M3JeNMsl  CHEelMaJbHBIM  3HAKOM  OOpalleHHus HeceT
IPOU3BOJUTEINb UIH €r0 YIIOTHOMOYEHHBIH MPeICTaBUTENb.

3.B cnydae ecnM YHOJIHOMOYCHHBIM OpraH YCTaHOBUT, YTO
MapKHUpOBKa MEIMLIMHCKOIO HW3JE/IUs ClelUaIbHbIM 3HAKOM OOpaIleHHs
MCIIOJIB3YETCSl KaKMM-JIMOO MPOM3BOAUTENIEM HIIKM €ro YIMOJIHOMOYEHHBIM
npeacTaBUTENEM HEOOOCHOBAHHO, OH JIOJDKEH MPOUH(POPMHPOBATL 00 3TOM
HapylLIeHUH YMOJIHOMOYEHHbIE OpraHbl JpYrMX TOCYJapCTB-WIEHOB U
Komuccuio M mOpuHATH HEOOXOOUMBIE Mephl IO HU3BATHIO  TaKOTO
MEIMLMHCKOrO U3JIENHsI U3 00pallleHs] Ha TEPPUTOPUU CBOETO IOCyapcTBa
1 TIPUBJICYEHHUIO BHHOBHOT'O JIUIIA K OTBETCTBEHHOCTH.

4. TpeOoBaHus K MapKUpPOBKE MEAMIHMHCKUX H3IENUH, H300pakeHue
CIELIMAJIGHOTO 3Haka oOpallleHuss M IMOJIOKEHHE O CIelHallbHOM 3HaKe
obparmenust yreepxkaatrorcs Komuccueti.

5. B oTHOLLIEHUU MEIUUMHCKUX U3JIEUNA HEe MPUMEHSIETCS MapKHPOBKA

€IMHBIM 3HaKOM oOpalleHusl MPoAYyKIMK Ha pbiHke Coro3a.

Cratps 8
KonTposnb 3a oOpariieHueM MEAUITMHCKUX U3AeTHH 1 MOHUTOPHHT
Oe30MacHOCTH, KauecTBa U 9PPEKTUBHOCTH METUIIMHCKUX H3/CIIHH
1. KonTposnb 3a oOpameHueM MeIUIIUMHCKUX U3JIENHI OCYIIeCTRISETCS
B OTHOUIEHWHM IOPUJIUYECKUX JIMIl M 3aperUCTPHUPOBAHHBIX B KauecTBe
MHAMBUIYQJIbHBIX TpeANpuHUMaTenel GU3HIecKuX JIHI], OCYIIeCTBIISIOLINX
JesITeTLHOCTh B chepe oOpallleHust MeAUIIMHCKUX u3nenuii B pamkax Corosa,
B IOPSIZIKE, YCTAHOBJIEHHOM 3aKOHO/IaTeIbCTBOM T'OCYIapCTB-UJIEHOB.
2. IIpaBuna npoBeleHHS] MOHUTOpPUHIrA O€30MacHOCTH, KayecTBa M

3} deKTUBHOCTH MEAUIIMHCKUX U3/1eii ycTaHaBuBatoTces KoMmuccuei.
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3.B cnyuae BoisBnenuss ¢akra obpamenus B pamkax Corosa

MEJMIHUHCKUX H3MIE/HH, TPEACTABIAIONNX ONACHOCTh Il XKU3HH U (WJIK)

3A0POBBSl  JIIOJEH,  HeNOOPOKAaYeCTBEHHBIX,  KOHTpahakTHBIX WM

(banbcuGUUMPOBAHHBIX MEIMIMHCKUX HM3IENUH YIOJHOMOYEHHBIH OpraH B
5-JIHEBHBIM CPOK IOCJIE YCTAHOBJIEHHS TAKOTO (DakTa yBEJOMIISET 00 3TOM
YIOJTHOMOYEHHBIC OpraHel JIPyTMX TIOCYNapCTB-WICHOB M  HAIpaBJIseT
COOTBETCTBYIOLIME CBeleHHMs B KomuccHio, a Takye BIpaBe IPHHATH B
ycraHoBlieHHOM Kommuccuedl mnopsiike Mepsl 10 IIPHOCTAHOBJIEHUIO WU
3alpeTy NPUMEHEHHUs YKa3aHHBIX MEAUITMHCKHUX M3IEHNA U U3BIATHIO UX U3
oOparieHus.

4. Ilpu BeIsSIBIEHHH (DAaKTOB, 3aTParvBaOLINX BONPOCH! OE30MACHOCTH,
KayecTBa MU IPPEKTUBHOCTH MEIUIMHCKUX H3HEIHH, YIIOJHOMOYEHHBIN
oprad MH(GOPMHUpPYeT 00 3TOM MPOU3BOJUTENS MEIUIMHCKOIO U3ENUS WIN
€ro yMOJHOMOYEHHOIO IIPEACTABUTENs] M BIIpaBe B3alPOCHTh Y HEro
JIOTIOJIHUTETBHYI0 HHOOPMALIHIO O METUITMHCKOM H3IEIUN.

5. YII0JTHOMOYEHHBIH OpraH BIIpaBe:

IIPOBECTH JOMNOJHUTENBHYIO JKCHEPTH3y Oe30MacHOCTH, KauyecTBa U
5QQEKTUBHOCTH  MEJUIIMHCKOTO  M3JeNIUS C  Y4ETOM  BBISIBIEHHBIX
HEraTHBHBIX IMOCJEICTBHM €ro MPUMEHEHUsl B CIydasx, IPeayCMOTPEHHEIX
3aKOHO/1aTeJIbCTBOM T'OCYIapCTBa-UJIEHA;

MPUOCTAHOBUTH  JIEHCTBUE  BBIJAHHOTO WM  PErUCTPAlAOHHOIO
YAOCTOBEPEHHUSI MEJTUITUHCKOTO H3EIIHS,

OTMEHHUTh JieficTBHE (aHHYJIMPOBATH ) BBIJIAHHOTO
PErucTpaMoOHHOrO YAOCTOBEPEHHUS MEUILIMHCKOTO U3/IEITHS.

OcHOBaHUS UM TOPSAOK TPUOCTAHOBJIEHHS MM OTMEHBI JeHCTBUS
(aHHYJIMpPOBaHUS)  PETUCTPALIMOHHOTO  YAOCTOBEPEHHS  MEJUIMHCKOTO
H3JIENUS OIIPEIENIAIOTCA MPaBUIaMU PErHCTPallMi MEJULMHCKUX H3JEunii,

yTBepxkaaeMbiMu Komuccuei.
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O npuocTanoBneHMH HIH 00 OTMeHe MAeicTBHS (aHHYJIUPOBAHMH)
PErUCTPAIIMOHHOIO YIOCTOBEPEHUS] MEAULMHCKOTO H3MCNIHS, a TakkKe O
HallpaBIEHUH YBEIOMIIEHUS 0 HEOOXOIUMOCTH [IPOBEJICHUS
JOIIOJIHUTEIbHON 3KCIEPTU3bl MEQULIMHCKOIO HW3/eNds YIOJTHOMOYEHHBII
OpraH He3aMeJIJIMTENFHO HHQOPMHUPYET YIMOJHOMOYEHHBIE OpraHbl APYTHX
roCyIapCTB-4JICHOB,  IIPOU3BOAUTENS WA  €ro  YIOJHOMOYEHHOTO

IMpEACTABUTCIIA U Komuccuro.

Crarps 9
WNudopmanonHas cucrema B cepe
oOpallleHHs] MeIUIIMHCKUX U3eJTHi
1. B nemsax obecredenuss ycnoBuii st obparenus B pamkax Coroza
Oe30macHBIX, KaueCTBEHHLIX W A(P(YEKTUBHBEIX MEIUIUHCKUX H3AETHi
Komuccueii (opmupyercs M Benercs MHGOpMAIHOHHAs cucTeMa B cdepe
oOpaileHnst MEIUIUHCKHX H3enuil (nanee — uHQOpMALOHHAS CHCTEMA),
SBJISIOINAsACS 4aCTbIO MHTETPUPOBAHHON WHBOpMAMOHHOK crcTeMbl Corosa
W BKJIFOYArOIasi B ceOst;
a) eIMHBII peecTp MEOULMHCKUX HU3/eHH, 3aperuCTPUPOBAHHBIX B
pamkax Coro3sa;
0) enuHBIN peecTp YIOTHOMOYCHHBIX OpraHH3al[Hii;
B) €IMHYI0  MH(QOpPMAaLMOHHYI0O  0a3zy  JaHHBIX  MOHWTOpPHMHIA
Ge30macHOCTH, KayecTBa U AP HEKTHBHOCTH MEIULIMHCKUX H3/IEIIHIA.
2. Ilopsnok ¢opmupoBaHHUS M BeleHUsT MHOOPMAIMOHHOM CHCTEMBI
ycraHaBimBaetcs Komuccueii.
VYnonHoMO4YeHHBIE OpraHbl IpeacTasisiior B Komuccuo HeoOXoauMble
cBefieHust 1u1st popMUpOBaHHUS HHOOPMAIHOHHOM CHCTEMEI.

3. CeesieHus,  BKIIOUEHHBIE B HMHGOPMAIMOHHYIO  CHCTEMY,

pasmewmiarorcs Ha oguuuanbHoMm caifite Komucecuun B uHGbOpManmoHHO-

TEJIEKOMMYHHUKAaLMOHHOH ceTu «MHTepHeT.
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Crarbs 10
KondunenuuansHocts HHOOpMAIHH
1. YnonHomouenusle opranbl 1 KoMuccHS MPHHUMAIOT HEOOXOAMMEBIE
MEDPEHI 110 3alllUTe II0JIYYEHHOH M Iepe/iaBaeMOl UMH B paMKax HaCTOSIIErO
Cornamenuss KoHQUIEHUHANbHOH HMH(pOpPMAIMU, BKIIOYAs MEPCOHATLHBIE
JTaHHBIE.

2. JIns nepeaaud TPETbUM JHIAM KOHQHIEHIMAIBHOW HH(pOpPMALUH,

MOJIy4YeHHOM  YIIOJHOMOYEHHBIM opraHoM W (umu) Kowmuccueir B

COOTBETCTBMM ¢ HactosAwmuM CornaiieHueMm, Tpedyercs NnpeaBapUuTeIbHOE
COIIacHe JIMIA, IPeI0CTaBUBLIETO 3Ty HH(OPMAIIHIO.

3. K koH(puneHunanbHoi wWHpOpPMAIMK HE MOTYT OLITh OTHECEHEHI
MHpOpMalUs M CBEIEHHUs, COAepXKallhecs B  PErHCTPALHOHHOM

YAOCTOBEPECHHH MEIHUIIHHCKOI'O U3 OCIH .

Cratps 11
ITepexonuslii nmepuon
JloKyMeHTBI, OATBEpKAatOIHe (aKT roCyapcTBEHHOM perucTpaluy
MEIMIMHCKUX  H3JEJMH M  BBIJAHHBIE  YIOJHOMOYEHHBIM  OpraHOM
J0  BeTymieHus Hactosimero CornameHuss B CHILy, JeHCTBYIOT Ha
TEPPUTOPHH TOCYAApPCTBA-4YIC€HA JO OKOHYAHUsS CpOKa MX JIEHCTBHS, HO He

nozanee 31 gexabps 2021 r.

Crarps 12
[Topsinok paspeleHust CriopoB
Cropsl, cBA3aHHBIE C TOIKOBaHUEM M (MIJIM) MIPHUMEHEHHEM HACTOSIIETO
Cormnamienusi, paspelaloTcss B TMOpPSJIKE, ONpeldeleHHOM crarbeil 112

JloroBopa o EBpaszuiickoM s3koHOMUYecKOM coro3e oT 29 masg 2014 roga.
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Crarps 13
Buecenue nzmenenuit B CornamieHus
[Io B3auMHOMY cOMIacHl0 TOCYOapCTB-UJIEHOB B  HACTOSIIEE
Comnamenye MOI'YT BHOCHTBCS H3MEHEHMs, KOTOpPBIe O(QOPMIISIIOTCS
OTIEJILHBIMU IIPOTOKOJIAMHU U SIBJIIOTCA HEOTHEMJIEMON YacCThIO HACTOSILIErO

CornaiieHusl.

Crarps 14
Berynnenue CormaiieHus B CUTy

l. Hacrosiiiee CornamieHue BCTymaeT B CHIIy € JaThl IOJyYeHHs
JETO3UTapUeM IIOCTIEIHEr0 IHUCbMEHHOIO YBEAOMJIEHHS O BBIMOJIHEHHH
rocylapcTBaMU-4jieHaMH BHYTPUTOCYAaPCTBEHHBIX MPOLEAYP, HEOOXOIUMBIX
IUIsl €r0 BCTYILIEHHUS B CHILy, HO He paHee | stHBaps 2016 T

2. Hacrosmee CornameHue sBISETCS MEXKIYHAPOIHBIM JIOTOBOPOM,

3aK/Ir04eHHBIM B paMkax Coroza, u BXoauT B mmpaBo Corosa.

) P »
CosepuieHo B ropone [locthi “AH aerasqus 20 /% roma
- Y 7

B OJJTHOM ITOJIJTMHHOM 3K3eMILISIpE Ha PYCCKOM SI3BIKE.

[lommuuublii  sK3emiuissp Hactosiiero CornamieHus: XpaHUTCS B
EBpa3uiickoil 5KOHOMHUYECKOH KOMMCCHH, KOTOpasi, SIBJISSICH JETIO3UTapUeEM
Hacrosero ComalleHus, HalpaBUT KaXKJIOMY TOCYIapCTBY-WIEHY €ro

3aBEPEHHYIO KOIIHIO.
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