COI'VTALIEHUE

0 €AUHBIX NIPUHIUIIAX U ITPpaBUJIax 06pau1elmﬂ MeIUIMHCKUX N3eInil (n3z[e.1mii
MEeAMIIUHCKOT0 HA3HAYEHUS U MeTUIINHCKOM TeXHI/IKI/I) B paMKax EBpa3n1‘ic1c0r0
IKOHOMHUYECKOIo Coro3a

T'ocynapctBa - uneHsl EBpa3uiickoro 3KOHOMHUYECKOTO CO03a, UMEHYEMbIE B NalbHEUIIEM
rocy1apcTBaMHU-4ICHAMH,

ocHOBBIBasick Ha JloroBope o EBpa3uiickoM 3xoHOMHUECKOM coro3e oT 29 mas 2014 ropa,

MpHU3HaBas IeJecOo00pa3HOCTh MPOBEJACHHUS CKOODJIMHUPOBAHHOW TOJMTUKH B cdepe
oOpallieHUsT MEIUIMHCKHUX U3 (M3AeTUil MEIUIIUHCKOrO Ha3HAUYCHUSA U MEIUIIMHCKON TEXHUKN)
(mamee - MEIMIIMHCKUC U3ICTIHUA),

VYHTHIBAS B3aMMHYI0 3aWHTEPECOBAHHOCThL B OOCCTICUCHWM TrapaHTHil 0e30MacHOCTH,
kKauecTBa ¥ S(HOEKTUBHOCTH MEIUIIUHCKUX W3ACIWHA JUIsl KU3HW M 3J0POBbS JIFOJACH, OXpPaHbI
OKPY’KAOIIEH Cpellbl, UMYIIECTBA IOPUINISCKUX U (PU3MUSCKUX JIHII, TPEITyIPEKICHUS JTCHCTBUH,
BBOJISINNX B 3a0TyKIeHUE OTPEOUTENEH (ITOJIh30BATENCH ) MEIUITMHCKUX U3ACINHT,

IIpUu3HaBas, 4YT0 MEAULIMUHCKUEC U3ACITIUA OTHOCATCA K COMAJIBHO 3HAYUMOM IMPOAYKIINH,

B LeJAX (OpMHUpPOBaHUsS OOILEro pblHKa MEIUIMHCKUX M3Jenuil B paMmkax EBpasuiickoro
9KOHOMMUECKOI0 coro3a (nanee - Coro3),

CTPEMSICh K TIOBBIIEHWIO KOHKYPEHTOCIOCOOHOCTH MPOM3BOAMMBIX B pamkax Corosa
MEIHUIMHCKHUX U3CIIHH,

CTPEMSACH K YCTPAaHEHUIO OTPAaHUYEHUI BO B3aHMHON TOPTOBIIE,

COTJIACUJIMCh O HUKCCJICAYOIICM:

Cratps 1
Cdepa npumenenus CornameHus

1. Hacrosmiee CornamieHue yCTaHABIWBACT CIUHBIC MPHUHIWIBI M TpaBuUia OOpaleHus
MEIUIMHCKUX M3Jeanii B pamkax Coro3a B Hensx (GopMHUpoBaHUS OOIIEr0 PhIHKA MEIUIIMHCKUAX
U3IEeInH.

2. [e#ictBue Hacrosimiero CornaiieHus pacpoCTpaHsIeTCsl Ha MPaBOOTHOIICHHUS, CBSI3aHHbIE
¢ oOpalieHreM MEIUIMHCKUX H3JeNni, MpelHa3HaYeHHbIX s oOpamieHus B pamkax Corosa, a
TaK)Ke Ha METUITMHCKUE U3/IeTUs, Haxo smrecs B oopainienny B pamkax Corosa.

3. PerynupoBanue oOpalleHuss MeIUIMHCKUX U3enuil B pamkax Coro3a ocyIlecTBIsSeTCs B
cootBeTcTBUU ¢ J[loroBopom o EBpasmiickoM skoHOMHYECKOM coro3e oT 29 mas 2014 rona,
HacrosmuM CornamenueM, JPyTUMH MEXIyHAPOAHBIMH JIOTOBOPAaMH, COCTaBJISIIOIIMMH IIPABO
Coro3a, pemeansamMu Komucenn, a Takke 3aKOHOJATEIbCTBOM I'OCYJapCTB-YJICHOB.

Cratbs 2
Onpenenenus

Hns nemelr Hacrosmiero CornamieHuss HWCIONB3YIOTCS ITOHSATHSA, KOTOPHIE O3HAYarOT
o (149 )11 (TN

«BBIITYCK B OOpalllcHWE MEJIUIMHCKAX H3JCTHI» - TI00as Bo3Me3aHas Wid Oe3BO3ME3IHas
neperadya MEAUIMHCKUX U3JICIHI, KOTOpask OCYIIECTBISETCS BIIEPBBIE U AEHACT UX JOCTYIHBIMU JJIS
pacripocTpaHeHus W (WIW) TPUMEHEHUS, 32 UCKIIOYCHUEM Tepeaadyd MEIUIIMHCKUX H3ICIUNA IS



MIPOBE/ICHUS UCCIIEI0BAaHMM (MCTIBITAHUI) C LIENbI0 UX MOCIEAYIONEH peann3auuy U IPUMEHEeHNUS;

«MENUIMHCKUE H3JENHs» - JI0Oble WHCTPYMEHTHI, ammaparsl, IpuOopsl, 000pyaoBaHME,
Marepuanbl ¥ MPOYre H3JENUsi, KOTOPbIE NMPUMEHSIOTCS B MEAMIMHCKUX IESIX OTAENBHO WU B
COYETAHUH MEXIY COO0OW, a TaKkKe C NPUHAISKHOCTAMH, HEOOXOAMMBIMH IJISi NPUMEHEHHS
YKa3aHHBIX W3JIENUA 10 Ha3HaueHWIo (BKIIOYAs CleNHalbHOE NporpaMMHOe obecredeHue),
npeJHa3HAYCHbl TMPOU3BOJHUTENIEM ISl NPO(UIAKTHKH, TUATHOCTUKH, JICUeHHs 3a00JIeBaHMH,
MEIUIUHCKONH peadMiINTaiii W MOHHTOPHHTA COCTOSHUS OpraHW3Ma 4YellOBeKa, IPOBEIACHUS
MEIUIUHCKUX  HCCIEeNOBAHWN, BOCCTAHOBIICHHS, 3aMEIICHUS, W3MEHEHHS aHAaTOMHYECKOU
CTPYKTYpbl WM (U3UOJIOTHYECKHX (YHKIMH OpraHu3Ma, MPEJOTBPALICHUS WM IPEpPhIBAaHUSL
OepeMeHHOCTH W (YHKIMOHAJBHOE  HA3HAUYEHHE  KOTOPHIX HE  peaju3yercss  IMyTeM
(hapMakoJIOTHIECKOT0, UMMYHOJIOTHYECKOT0, TEHETUIECKOTO MIIH METa0OJIMYECKOTO BO3/ICHCTBHS Ha
OpraHM3M YeJIOBEKa, OTHAKO MOXKET MOJIePKUBATHCS JIEKAPCTBEHHBIMU CPEJICTBAMH;

«oOpareHne MEeIUIMHCKUX H3JIENHID - TMPOEKTHPOBAaHKE, pa3padOTKa, CO3MaHHE OMBITHBIX
00pa3noB, MPOBEICHHE TEXHWYECKUX HCIBITAHUH, MCCICIOBAHUI (MCIBITAaHHUA) C LENTbI0 OLEHKH
OHMOJIOTHMYECKOTr0 JEWUCTBUS, KIMHUYECKUX HCIBITAHWN, SKCIEPTH3bl O€30MacHOCTH, KauecTBa H
3¢ (HEKTUBHOCTH MEIUIMHCKUX W3JIEIHHA, PETUCTPALUs, MPOU3BOJCTBO (M3TOTOBJICHHE), XPAHEHUE,
TPAaHCIOPTUPOBKA, pealn3alus, MOHTaX, HalaJgka, NPUMEHEHHE (IKCIUTyaTalus), TEeXHHYECKOe
00CITy’)KUBaHHE, PEMOHT U YTUJIM3ALUS MEJUIIMHCKUX U3IETUH.

Cratpa 3

HpOBCI[eHI/Ie CKOOpI[HHI/IpOBaHHOﬁ IIOJIMTUKH B C(bepe
06paI_II€HI/I$[ MCAUIMUMHCKHUX I/I3I[€J'II/II71

1. F'ocynapcTBa-uneHs! HOPMUPYIOT OOIINIT PEIHOK MEAMIMHCKUX M3ennii B pamkax Coro3a
B COOTBETCTBUM C TMpHUHIMIIAMH, yKazaHHeIMA B cratee 31 [loroBopa o Espasuiickom
3KOHOMUYECKOM coto3e oT 29 mast 2014 roaa.

2. T'ocymapcTBa-ujeHbl MPOBOIAT CKOOPAWHHPOBAHHYIO MOJUTHKY B cdepe oOpaiieHus
MEIUIMHCKUX U3JEIUNA OCPEACTBOM:

a) IPUHATHS Mep, HEOOXOAUMBIX IS TAPMOHHU3AIMN 3aKOHOIATENILCTBA TOCYIaPCTB-YICHOB
B cpepe oOpaleHHst MeAULIMHCKUX U3AETHH;

0) ycraHOBJIeHUs OOmMX TpeOoBaHUI Oe3omacHOCTH U A(HPEKTUBHOCTH METUITMHCKUX
n3nenuii B pamkax Corosa;

B) YCTaHOBJICHUS €JUHBIX NMpaBHJ OOpalIeHUs MEAMLMHCKUX H3JENUH B COOTBETCTBHUHU C
pexoMeHaanusaMu MexxayHapoaHoro ¢popyMa perynaropoB Mmenuiuackux m3nenuii (IMDRF);

F) OMpeAcJICHUA CAUHBIX TIOAXOAOB K CO3JaHUIO CHCTCMBbI obecreueHrs] KadecTBa
MCAUIMHCKHUX I/I3,I[CJ'II/II71;

JI) TApMOHHM3AIMU HOMEHKJIATYPhl METUIIMHCKUAX W3ICIHH, HCIOIb3yeMOi B TOCYyIapCTBax-
yieHax, ¢ [7noOanbHON HOMeHKnaTypod wmeaunuHckux wu3genuid (Global Medical Device
Nomenclature);

€) TapMOHM3AINN 3aKOHOJIATEIHCTBA TOCYAapPCTB-YICHOB B O0JIACTH KOHTpPOJISA (HAA30pa) B
chepe oOparieHus MEAUIIMHCKAX H3JICITHH.

3. Jnst ueneit peanuzanuu Hactosiero CorjameHus: Tocy1apCTBO-YISH ONpeeNsieT opraH
(opranbl) TOCYIAapCTBEHHOW BnacTu (YIpaBJICHHUsS), YIOJTHOMOYEHHBIH (YMOJHOMOYEHHbIC) Ha
OCYILECTBIICHHE M (WJIM) KOOPAMHAIMIO JESITEIBHOCTH B chepe oOpamieHnss METUIIMHCKAX U3IeINi
Ha TEPPUTOPUH TOCYJapCTBa-wieHa (Janee - YHOJIHOMOYEHHBIH OpraH), U MH()OPMHUpPYET O HEM
JpyTHE rocyIapcTBa-wieHbl M EBpa3uiickyto 5KOHOMUYECKYI0 KoMuccHio (naiee - Komuccns).

4. KoopauHaiusi [IeATeNTbHOCTH, HAMpaBIEHHOM Ha TapMOHHU3AIMIO0 3aKOHOJATEeNbCTBA



rOCyJIapCTB-WIEHOB B cepe oOpalieHust MeAULIMHCKUX H3AEIHiA, ocymecTBisiercss Komuccuei.

5. 'apMoHM3anys 3aKOHOJATEIbCTBA FOCYIAPCTB-WIEHOB B cdepe o0palleHnss MeAULUHCKIX
U3JETINH OCYIIECTBIIAETCS Ha OCHOBE MEX/yHapOAHBIX HOPM ¢ yueToM pemeHnit Komuccuu B cdepe
oOpalleHus: MEJUIMHCKUX U3/IeNHil.

6. VYNIOIHOMOYEHHBIE OpraHbl OCYLIECTBISIIOT COTPYJHMUYECTBO B cepe oOpaleHus
MEIUIMHCKUX W3JIeNUH, B TOM YHCIIe MyTeM OpraHM3allid U KOOPAMHALMK MPOBEACHHS HAYYHO-
UCCIIeI0BaTeNbCKUX padOT, HayyHO- MPAKTHYECKMX KOH(EpeHIMH, CEMHUHApOB U  HHBIX
MEPOTIPUATHH.

YII0OTHOMOYEHHBIE OPTaHbl MPOBOJAT MEPONPHUATHS 1O OOMEHY OIBITOM WM OpTaHHM3aIlud
COBMECTHOTO 00YyYECHHS CIEIUAIKNCTOB B chepe 00paleHnss MeIUITMHCKUX H3ACITHH.

Y10IHOMOYEHHbIE OpraHbl WK ASHCTBYIOLINE N0 UX [IOPYUYEHUIO OPraHu3aluu rocyaapcTB-
YWICHOB MPOBOAAT C y4yacTHEeM mpeacTtaBureiel Komuccun KOHCynbTaluu, HamnpaBieHHbIE Ha
COTJIaCOBaHME MO3HINI TOCYAaPCTB-WICHOB 110 BOIIPOCAM OOPAIICHUS METUIIMHCKAX U3IEIUH.

Cratbsa 4
Perucrpanus MeIUIIMHCKUX U3IETUN

1. TlomoxxeHuss HacTosIIeH CTaTbU pacipoCTpaHsArOTCd Ha MCIUIUMHCKHUE H3ACIINUA,
BBIITYCKAaC€MBbIC B O6paI_I_I€HI/I€ B paMKax Coro3a ¢ 1aThl BCTYIVICHUA B CUJIY HACTOALICTO CornarieHus.

2. MenmunuHCcKue u3Menus, BBITycKaeMble B oOpamieHue B pamkax Corosza, mojuiexaT
pEerucTpanyy B NOpAAKE, ycTaHaBIuBacMoM Komuccuen.

PCFI/ICTpaL[I/IH MCOUITMHCKUX H3I[€J'IHI>1 OCYHIECTBIIACTCA YIIOJTHOMOYCHHBIMHA OpTraHaMH.

[TpoBenenue sKcnepTU3bl 0€30MACHOCTH, KauecTBa U 3((HEKTUBHOCTH MEAMLIMHCKUX U3AETHH
B LENAX MX PErucTpalud OCYIIECTBISIETCS OSKCIEPTHOM OpraHu3aiiel, ompenenseMon
TOCYJapCTBEHHBIM OpPraHOM TOCyAapcTBa-ujieHa B cdepe 3IpaBOOXpaHEeHHs, B MOPSJKE,
yTBepkaaemoM Komuccueit.

3. Ilpu ocCyumEecTBIEHUN PEruCTPalUN MPEeIbsIBIAIOTCS OJMHAKOBbIE TpeOOBaHMSA K
MEIUIUHCKUM H3JICIHsSIM, MpPOM3BeACHHBIM B pamkax Cor3a W BBE3€HHBIM Ha TaMOKEHHYIO
tepputoputo Coro3a U3 TpeTbUX TOCYAapCTB.

4. B memax perucrpanyud MEIUIUHCKUX H3JEINi TPOBOIATCS TEXHUYECKHUE WCIIBITAHUSA,
rccaeaoBaHus (MCTIBITAHNS) C IENBIO OIEHKH OMOJIOTHYECKOTO JIEHCTBHSI, KITUHUICCKNAES UCTIBITAHUS,
WCIIBITAHUS B ESIX YTBEPXKIACHUS THUIIA CPEICTB H3MEPEHUH (B OTHOIICHUH MEAWIIMHCKUAX W3CINH,
OTHOCSIIIUXCSA K CPEACTBAM HW3MEPEHHM, NepedeHb KOTOPBhIX YyTBepxkaaeTcs Kommccumeit) u
JKcIepTH3a 0€30MacHOCTH, KauecTBa 1 YH(HEKTHBHOCTH METUITMHCKUX U3ICITHH.

[IpaBuna xnaccupukanuy METUIIMHCKAX M3/IETHN B 3aBUCUMOCTH OT TIOTEHIIMAIBHOTO PUCKA
MPUMEHEHHUs, TpaBWIa BEJICHHUS HOMEHKJIATYphl MEIMIMHCKUX W3JENUH, o0mue TpeOoBaHUs
0e3omacHOCTH W APQPEKTHBHOCTH MEAWIUHCKUX W3ICIUH, TpeOOBaHUS K OKCIUTyaTal[HOHHON
JOKYMEHTAIlMM MEJMIMHCKUX W3JCNUi, TpaBHia TPOBEJACHUS WCCIENOBAaHUN (MCIIBITAaHMIA)
MEIUIUHCKUX U3JeNuil, IpaBuia perucTpauy MEIUIMHCKIX U3AeIui (B TOM uuciie TpeOoBaHus K
PErUCTPallMOHHOMY JOCh€, 3afBJICHHUIO O PETUCTPAIMM, OCHOBAHUSA M IMOPSAJOK MPHOCTAHOBICHHS
WIA OTMEHbl JeWCTBUS (AHHYJIMPOBAHMS) PETUCTPAIIMIOHHOTO YAOCTOBEPEHHS MEAUIIMHCKOTIO
u3nenvs), TpaBuia TMPOBEJCHUS DKCIEPTH3hl 0Oe30MacHOCTH, KavecTBa M A()(PEKTHBHOCTH
MEJIMIIMHCKUX U3l yTBepkaarTcs Komuccuei.

5. YNoIHOMOYEHHBIE OpraHbl OINPEAEIAIOT IEPEUYEHb YUPEKACHHWH, OpraHu3aluil H
OPENIPUATHN, B TOM 4YHUCJIE MEIULUUHCKUX YUYPEXKACHUH M OpraHu3alui, HMEILUX I[paBo
MIPOBOJIUTH HUCCIIEAOBAHMS (MCTBITAHNS) MEIUIIMHCKUX M3JIENIMN B LENAX WX perucTpanuu (mauee -
YIOJIHOMOYEHHbIE OpraHU3aliH1).



TpeboBaHus K YIIOJTHOMOYEHHBIM OPTaHU3AIMSIM U MOPSAIOK OLEHKH WX COOTBETCTBUS 3THM
TpeOoBaHMUAM ycTaHaBiuBatoTcs Komuccueii.

6. I[OKyMCHTOM, NOATBCPIKAAOIIUM (baKT perucrpalvui MCAULIUHCKOI0 M3OCJIHA, ABJIACTCA
PErucCTpaliuOHHOC yAOCTOBEPCHUC MCANLIMHCKOI'O U3ACIINA, HeﬁCTBy}OIHCC B paMKax Coro3a.

®dopMa pErucTpalOHHOTO YIOCTOBEPEHHS M TPaBWJIa €€ 3alloJHEHUS YCTaHaBIMBAIOTCS
Komuccueii.

PerucrpanuonHoe yJ0CTOBEpEHHE SIBIISIETCS OECCPOUHBIM.

7. TocynmapcTBa-wieHbl CO3JAlOT YCIOBUS Ui OOECleueHHs COOTBETCTBUS METOJOB U
YCJIOBUI TIPOBEACHHS HCCIEAOBAHUI (MCIBITAHUI) M COIMOCTAaBUMOCTH PE3YJIbTATOB 3KCIEPTH3
MMOCPEJICTBOM TPUMEHEHUs 00muX TpeboBaHui Oe3omacHOCTH W A(P(HEKTHBHOCTH MEIUIIMHCKUAX
W3JCHMH U €IMHBIX TPEOOBAHUH, IPEABIBISEMBIX K YIOJTHOMOYCHHBIM OPraHH3aLUsIM.

8. YHomHOMOYeHHbIE OpraHbl B3aMMHO MPU3HAIOT PE3yIbTaThl UCCIIEIOBAHUN (MCIIBITAHUN) 1
9KCIIEPTH3, MOYUCHHBIE B X0/ BBIMOJHEHUS MPOIEAYP PETUCTPALNN MEAUIIMHCKUX U3ACITUH, PU
YCIIOBUH, YTO OHH BBINIOJIHEHBI B COOTBETCTBUU C TPEOOBAHUSMHU W IMPaBUIAMHU, YCTAHOBJICHHBIMU
Komuccueii.

9. YperynupoBaHue pa3HOIJIACHH, BOSHUKAIOIIUX MEKAY YIOJIHOMOUYEHHBIMH OpraHaMu Mpu
perucTpanuy MeIUIMHCKUX U3JIeNINH, OCYIIECTBIIIETCS B OPsi/IKe, ycTaHOBIeHHOM KoMuccuei.

10. Pemenme ymHOJTHOMOYEHHOTO oOpraHa o0 OTKa3e B BbIIa4€ PETHCTPALMOHHOTO
YAOCTOBEPEHUS] MEAUIIMHCKOTO U3JIEIHSI MOXKET ObITh 00KAIOBaHO MPOU3BOAUTEIEM MEIUIIUHCKOTO
W3ENd WM €ro YMNOJTHOMOYEHHBIM MPEICTABUTENEM B CyJleé TOCyJapCTBa-4j€Ha B MOPSAKE,
IIPEyCMOTPEHHOM 3aKOHOJATEIBCTBOM 3TOr0 FOCYAApCTBA-UICHA.

11. B pamkax Coro3a He mozJiexar perucTpauuu MEAULUHCKAE U3CIINA:

a) BBE3CHHbIE (UIMUECKUMHU JIMIIAMU Ha TaMOXEHHYyI0 Teppuroputo Coro3a
[pelHa3HauYeHHbIE AJIs JIMYHOTO MOJIb30BaHUS;

6) KOTOPBIC U3rOTOBJICHBI HA TCPPUTOPUHN TOCYAApCTBA-WICHA IO MHAWBUAYAJIbHBIM 3aKa3aM
NMaOUuCHTOB UCKIIOYUTCIILHO JIA JTUYHOI'O IOJIB30BAHUA U K KOTOPBIM MPCABABIIAIOTCS CIICHUAJIBHBIC
Tpe6OBaHI/I$I B COOTBCTCTBHHU C HA3HAYCHUCM, BBIJTAHHBIM MCINIITMHCKHM pa6OTHI/IKOM;

B) BBE3CHHBIC HA TaMOXCHHYIO Tepputopuio Coro3a Jjisi HCIOJB30BaHHUS PAOOTHUKAMH
JUIUIOMATHYECKUX MPEACTABUTENBCTB U KOHCYJIBCKUX YUPEXKICHUH;

I') BBE3EHHbIE Ha TaMOXEHHYIO Teppuropuio Coro3a JUisl OKa3aHHUS MEIUIMHCKON MOMOIIN
maccaXupaM M WIEHAM DSKUMaKed TPaHCHOPTHBIX CPEJCTB, MOE3JHBIX OpHUraa M BOAMUTENSM
TPAaHCIOPTHBIX CPENCTB, MPUOBIBIIMX HA TeppuTopHio Coro3a;

1) BBE3EHHbIE Ha TaMOXKEHHYI0 TeppuTopuio Coro3a A OKa3zaHMs MEIUIMHCKON MOMOIIU
YYaCTHHKAaM  MEXIYHApOJIHBIX  KYJIbTYpHBIX, CHOPTUBHBIX MEpOINpPUATUI M  yYacTHHKaM
MEXTyHapOJHBIX SKCIIEANLINH, a TAKXKE JUISI IPOBEICHUS BHICTABOK;

€) BBE3CHHBIC Ha TaMOXXeHHYIO Tepputopuro Coro3a Ui TpPOBENEHHs HCCIeI0BaHUIMA
(MCTBITaHMIA), B TOM YHCJIC B HAYYHBIX IENAX;

’K) BBE3CHHbIE Ha TAMOXEHHYIO TeppuTopuio Coro3a B KaueCTBE I'YMaHUTApHON MOMOIIHX B
CIIy4asix, ONpeAeIIeMbIX 3aKOHOAATENIBCTBOM I'OCY 1apCTB-1JICHOB.

Cratbps 5
BrITTyck METUITMHCKUX U3JICTHI B oOparieHne B pamkax Corosa

1. OTBETCTBEHHBIM 3a BBIITYCK MCAHUIHWHCKOI'O H3ACIIUA B 06pa1ueHHe B paMKax Coro3a
ABJIACTCA IPOU3BOAUTEIIb UJIN €TO ynOJIHOMO‘IGHHBIﬁ npeacCTaBUTCIIb.



2. 3anpeniaercs BHITYCK MEAUIIMHCKOTO U3/eNus B oOpaieHue B pamkax Coro3a, eciu:

a) HNMCCTCA O(l)I/I]_II/IaJ'ILHOC YBCAOMJICHHUEC YIIOJJHOMOYCHHOT'O OpraHa, NpoOru3BOAUTECIA U (I/IJ'II/I)
€ro yHnoJHOMOYCHHOIo MNpeAaACTaBUTCIII O TOM, YTO O6paI_LI€HI/I€ MCIUIMHCKOI'O HU3ACIHA
IIPUOCTAHOBJICHO, 100 OHO U3BATO U3 O6paH_[CHI/I}I, 1100 OHO OTO3BAHO MMPOU3BOAUTCIIEM,

0) HCTEK CPOK CITy>KOBI (CPOK TOHOCTH ) METUIIMHCKOTO M3IICIIHS;

B) MEIUIIMHCKOE W3JeJHe HE 3aperucCTPUPOBAHO B YCTAaHOBICHHOM Topsiake (3a
HUCKITFOYCHUEM MEIUIIMHCKUX W3/, HE MOJUICKANUX PETUCTPAIUA B COOTBETCTBHU C ITyHKTOM
11 crateu 4 HacTosmero CoriamnieHus).

Cratpsa 6
[Tpon3BOACTBO MEAUITMHCKHUX U3IETUI

1. IIpousBoauTens MEAMIUHCKUX H3JENIUH, NMpeIHasHaueHHbIX U1 OOpallleHHs B paMKax
Coro3a, o0ecrieurBaeT BHEPEHUE U MOJEP)KaHUE CUCTEMbl MEHEPKMEHTA KauecTBa MEIUIIMHCKUX
n3nenuii. TpeOoBaHUs K BHEAPEHUIO, MOJACPKAHUIO M OIICHKE CHCTEMbl MEHEKMEHTAa KauecTBa
MEIMIUHCKUX M3IENUH B 3aBUCUMOCTH OT TOTCHUMAIBHOIO pUCKA WX MNPUMEHEHUs
ycTtanaBnuBatoTcs Komuccuen.

2. IlpousBoauTens cO37ae€T U MOMAJCPKUBAET B aKTyallbHOM COCTOSIHUM CHUCTeMy cOopa u
aHaJIM3a JJAHHBIX 110 TPUMEHEHHUIO MEAUIIMHCKUX U3/IENIUN, OTCICKUBAHUIO U BBISIBJICHUIO TTOOOYHBIX
JIENCTBUIM METUIIMHCKUX U3IEIUN B MPOIECCE IKCIUTYaTaIIUH.

HpOI/I3BOI[I/IT€J'IB HanpaBpJIACT YINOJHOMOYCHHBIM OpraHaM OTYCTbI, COCTABJICHHLIC Ha
OCHOBAHHHU OIIbITa KIIMHHUYCCKOTO MPUMCHCHUS OTACIIbHBIX BHJI0B MEANIUHCKUX H3JEJIUM BBICOKOTO
KJj1acCa NOTCHIUAJIbHOTO PUCKA MTPUMCHCHH, B IOPAJKE, YCTAHABJIMBACMOM Komuccueii.

B cayuyae BbIsSiBIEHHS] HECOOTBETCTBUSI MEIWIMHCKUX W3JENHA OOUIMM TpeOOBaHUIM
6e3omacHoCT M 3()(HEKTUBHOCTH MEAUIIMHCKUX M3ACTUN WK MoCTyIuieHus: nHpopmanuu o dakrax
1 00CTOATEIBCTBAX, CO3AIOLINX YTPO3Y KU3HU HITU 3J0POBBIO JIIOJIEH, YIOTHOMOYEHHBIH OpraH B 5-
JHEBHBIM CPOK YBEAOMIIIET 00 ITOM YHNOJHOMOYEHHBIE OpraHbl JAPYIMX TOCYJapCTB- WIEHOB U
MpEeANPUHUMAET MEPHI 110 HEJAOMYILEHUIO 00pallleHus] TAKUX MEAMLIMHCKUX U3JIENUNA Ha TEPPUTOPUHU
CBOEr0 rocyAapcTBa.

3. B cnydae mpekparieHus MpOu3BOCTBA MEIUIIMHCKOTO M3/IETUS MPOU3BOAUTENb WA €T0
YIIOJITHOMOYCHHBIN TPEACTaBUTENh B TedeHHe 30 KaJIeHIapHBIX THEH C JaThl MPUHATHS PEIICHUS O
MPEKpaIICHUN TPOU3BOACTBA MEIUIIMHCKOTO H3enus 00s3aH IPEACTaBUTh COOTBETCTBYIOIIYIO
nHpOpMAIMIO B  YIIOJIHOMOYCHHBIA OpTraH, BBIJABIINNA PETUCTPAIMOHHOE yJIOCTOBEPEHHUE
MEIUIIMHCKOTO WU3JICIINA.

Cratbsa 7
MapkupoBKa METUIIMHCKUX W3ICITHIA

1. MemuiuHCKHE W3ENHs, MPOIISANINE YCTAHOBJIEHHBIE B paMkax Coro3a MpOIEeaypHI
peTHCTpallii W TOATBEPXKJIACHUS COOTBETCTBHS OONIMM  TpeOOBaHWSIM  OE30MACHOCTH U
3¢ (HEKTHBHOCTH MEUIIMHCKUX H3JCTUH, TPeOOBAaHHUSIM K BHEAPCHHWIO U TOJJICPKAHUIO CHUCTEMBI
MEHEIDKMEHTa KaueCTBa MEIUITMHCKUX H3IENHM, TIepe]l BRITYCKOM B oOpamieHue B pamkax Corosa
TTOIeKAT 00SI3aTENHFHOM MAPKUPOBKE CTICIIHAIBHBIM 3HAKOM

oOpaiieHusi MeOUIMHCKOro wu3aenusi Ha poiHke Coro3a (manee - cCHeUUanbHBIA 3HAK
oOparieHus).

2. OTBETCTBEHHOCTh 3a HEOOOCHOBAHHOE MAapKupOBaHHUC MCIAULMUHCKOIO0  H3ACIUA
CIICaJJbHbIM  3HAaKOM O6paH_IeHI/I}I HECCT TMPOM3BOAMTCIIL WM  €TO YHOHHOMOHGHHBIﬁ



npeacCTaBUTCIIb.

3. B cinydae eciy YNOJIHOMOYEHHBIH OpPraH YCTaHOBMT, YTO MapKHUPOBKa MEIUIMHCKOIO
U37ENusl CHelHalbHbIM 3HAKOM OOpAlleHUsl MCIOJb3yeTCsl KaKMM-THO0O0 MPOU3BOIAUTENEM WU €ro
YIOJIHOMOYEHHBIM IPEJICTaBUTENIEM HEOOOCHOBAHHO, OH JOJUKEH MpPOMH(OpMUpPOBaTH 00 3TOM
HapyLIEHUM YIOJIHOMOUYEHHBbIE OpraHbl JPYyIuX rocyiapcTB-ujeHoB W Kommuccuio U NpUHATH
HEOOXOMMBIE MEpPHI M0 U3BATHIO TAKOTO MEIUIIMHCKOTO W3JENus U3 OOpalleHus Ha TePPUTOPHUU
CBOET0 IocyAapcTBa U MPUBJICYEHUIO BUHOBHOTO JIMIA K OTBETCTBEHHOCTH.

4, Tp€60BaHI/I)I K MapKUpPOBKEC MCOAUIIMHCKUX HSHGHHﬁ, I/I306pa)K6HI/I€ CIICIAJIbHOI'O 3HaKa
o6pameHI/m 1 IMOJIOKCHHUE O CIICIHUAaJIbHOM 3HAKC O6paH_[€HI/I$[ YTBCPIKAAKOTCA Komuccueii.

5. B OTHOIIECHWH MEIUIIMHCKUX HU3JCIUNA HE MPHUMEHSETCS MapKHPOBKA CIWHBIM 3HAKOM
oOparieHus mpoayKiuu Ha peiHke Coro3a.

Cratba 8

KoHTpoib 3a o0pameHneM MeTUIIMHCKUX H3ACIUA 1 MOHUTOPUHT 0€30IMacHOCTH,
KadecTBa 1 3PPEKTUBHOCTH METUITMHCKUX U3

1. KoHtpons 3a oOpalieHHEeM MEIUIMHCKUAX W3JCIUA OCYIICCTBISETCS B OTHOIICHUU
OPUINYECKAX JIUI[ W 3apPETHCTPUPOBAHHBIX B KAueCTBE WHAWBUAYAITBHBIX NpEIIpUHUMATENCH
(hM3HUYECKUX JIUII, OCYIICCTBISIONINX JIEATSIBEHOCTh B chepe oOpanieHus] MEIUIMHCKUX U3JSIUN B
pamkax Coro3a, B TIOpsI/IKE, YCTAHOBICHHOM 3aKOHOAATEIHCTBOM T'OCYIapCTB-UJICHOB.

2. llpaBuima mnpoBeNeHUST MOHUTOPUHTa O€30MacHOCTH, KadecTBa H  3(P(EKTHBHOCTH
MEIMIIMHCKUX W3/eNNi ycTaHaBiIuBatoTcs Komuccueit.

3. B cnyuae BwisBIeHHs (akTa oOpamieHuss B pamkax Coroza MEIUIMHCKUX HW3JeNnuil,
MPEJCTABISIOMNX OMACHOCTh Uil JKM3HM M (WIK) 3I0pOBbA JONEH, HernoOpOKaueCTBEHHBIX,
KOHTpa(akTHBIX MU (PambCUPUIIMPOBAHHBIX MEIUIMHCKUX U3CTUI yIIOJIHOMOYEHHBIH OpraH B 5-
JTHEBHBIM CPOK IOCJIE yCTAHOBJICHUS TaKOTo (hakTa yBeaomiIsieT 00 3TOM YIOJTHOMOYEHHBIE OPTraHbl
OPYTHX TOCYIApCTB-WICHOB M HANpaBisIeT COOTBETCTBYyIomMEe cBeaeHus B Kommuccuio, a Takxke
BIIpaBe NPUHATH B ycTaHOBJIEHHOM KoMuccueil nopsiike Mepsl 0 IPUOCTAHOBICHUIO WM 3aIPETy
MIPUMEHEHHU YKA3aHHBIX MEIULUHCKUX U3ACTUN U U3BATUIO UX U3 OOpaIeHHUS.

4. Ilpum BeIABICHMH (DAKTOB, 3aTParvBalOUIMX BOMPOCH O€30MaCHOCTH, KadyecTBa U
3GGEKTUBHOCTH MEIULMHCKUX U3IEIUH, YHNOJIHOMOYEHHBIH opraH uHQOpMUpyeT o0 3ToM
MPOU3BOJIUTENS MEAULMHCKOTO M3/ENHs WM €ro yIMOJIHOMOYEHHOTO TIPEJICTaBUTENS M BIIPaBe
3aMpOCHUTh y HETO JOMOJHUTENbHYI0 HH)OPMAIIHIO O MEAUIIMHCKOM U3CITHH.

5. YIIONTHOMOYEHHBIA OpraH BIPaBe:

NPOBECTH JIOTIOJIHUTENFHYIO SKCHEPTH3y O€30MacHOCTH, KadecTBa M 3((HEeKTUBHOCTH
MEIMIIUHCKOTO HM3JIeNUSl C YYETOM BBISBJICHHBIX HETAaTHBHBIX MOCJCICTBHIA €ro MPUMEHEHHUS B
CIIy4asx, IpeyCMOTPEHHbIX 3aKOHOAATEIILCTBOM TOCY IapCTBA-1ICHA;

NPUOCTAHOBUTh  JEWCTBUE  BBIJAHHOIO UM  PErHCTPALlMOHHOIO  yIOCTOBEPEHMS
MEIVULIUHCKOTO U3ENHS;

OTMEHUTH JIeHCTBHE (aHHYJIMPOBATh) BBIIAHHOTO WM DPETHUCTPAIMOHHOTO YJIOCTOBEPECHHUS
MEIMIIMHCKOr0 U3IEIHs.

OcHoBanus u nopsAAOK TIPUOCTAHOBJICHUA WJIWX OTMCHBIL JelCcTBHS (aHHYJ'II/IpOBaHI/ISI)
PErucCTpaliuOHHOTO YAOCTOBEPCHUS MCIUIIMHCKOI'O n3aciaus OIPEaACIAIOTCA npaBujiaMu
perucTpaluni MECAUIUHCKUX PI3,Z[CJ'IPII>1, YTBCPKAACMbIMU Komuccueii.

O npuOCTaHOBIEHHMM WM OO0 OTMEHE MAeWCTBHUA (AaHHYJIUPOBAHUH) PETHCTPALIMOHHOTO
YAOCTOBEPEHUS] METUIIMHCKOTO M3JEJHs, & TAK)KE O HAIPABJICHUU YBEIOMIICHUSI O HEOOXOAMMOCTH



MIPOBEJICHUS] JOIOJIHUTEIbHON 3KCHEPTU3bl MEAULMHCKOIO M3JAEIUs YINOJIHOMOYEHHBIH OpraH
HE3aMEIUTHTENbHO  MH(GOPMHUPYET  YIOJTHOMOYEHHBIE OpPraHbl JIPYTUX TOCYJapCTB-YJICHOB,
MIPOM3BOJUTENSI WIIM €r0 YIIOJTHOMOYEHHOr0 npescTaBuTens u Komuccuro.

Cratpsa 9

Nudopmanmonnas cucrema B cepe oOpamieHus
MEIUIMHCKUX H3IeTAN

1. B nmenax obecnedenuss ycnoBuil s oOpamenus B pamkax Coro3a 0e30macHbIX,
Ka4eCTBEHHBIX U A(PPEKTHBHBIX MeAMIMHCKHX u3aenuii Kommuccueit ¢opmupyercs u Benercs
nH(popManmoHHas cucreMa B chepe oOpalieHuss MeIUIIMHCKUX U3enuil (naee - nHpopMamoHHas
cucTremMa), SBJIOINASACS YacThbl0 WHTETPUPOBAHHON uHpoOpMmanuoHHoW cuctembl Coro3a u
BKJIFOUAOIIast B ceOst:

a) eAUHBIN peecTp MEIULIMHCKUX U3/, 3aperucTpupoBaHHbIX B paMkax Coro3a;
0) eqMHBIN peecTp yIOIHOMOUYEHHBIX OPTaHu3alni;

B) eAWHYyI HWH(MOpPMAalMOHHYI0 0a3y JaHHBIX MOHHMTOPHHTa O€30IMacHOCTH, KayecTBa H
3¢ (HEKTHBHOCTH METUITUHCKUX U3JICITHHA.

2. Tlopsimox QopmMupoBaHUS W BeleHUS HHPOPMAIMOHHOW CHUCTEMBbl YCTaHABIMBACTCS
Komuccueii.

YIIOTHOMOYEHHBIE OpTaHbl MPEACTABISIOT B KomuccHi0O HEOOXOIWMBIE CBEICHUS IS
hopmupoBanus HHPOPMAITMOHHON CUCTEMBI.

3. CBenenusi, BKIIOUEHHBIE B HHOOPMAIIMOHHYIO CHCTEMY, Pa3MEMIAlOTCsl Ha O(QHUINATEHOM
caiire Komuccnn B MHQOpPMaIMOHHO-TETIEKOMMYHUKAMOHHOU cetn «THTepHeT.

Cratps 10
KoudunenmnuansHoCcTh HHGOPMAITUU

1. YhnomHoMo4YeHHBIE OpraHbl " Komuccus IIPUHUMAIOT HCOGXOI[I/IMBIG MCpbI MO 3aIlIuTe
HOJ'Iy‘-ICHHOﬁ u nepez[aBaeMoﬁ UMK B paMKax HACTOALICTO CornamieHus KOH(bPI,I[CHI.[I/I&HbHOfI
I/IH(l)OpMa]_II/II/I, BKJIrO4as N€pCOHAJIbHBIC TaHHBIC.

2. Jlns mepemadud TPETBUM JIMIAM KOH(UACHIMAIHHONH WH(GOpMAINU, TIOITy4YEeHHON
YIOJHOMOYEHHBIM opranoM M (mnm) Komwuccuelr B coorBerctBuu ¢ HactosimuM CorjamieHuem,
TpebyeTcsl MpeaBapUTEIbHOE COTIaCHe JINLA, IPEAOCTABUBIIETO ITY HH()OPMALHIO.

3. K xondunennmanpHoi nHGOpMAIM HE MOTYT OBITh OTHECEHBI HH()OPMAIUSI 1 CBEICHHUS,
COoJZIep KaIIMecs B PETUCTPAIIHIOHHOM YIOCTOBEPEHUHN MEAUIIMHCKOTO M3IEIIHSL.

Cratps 11
IIepexomusril nepruon

JIoKyMeHTBI, MOATBEpXkJIatoMe (akT TrocylapCTBEHHOH pPErucTpaluy MEIUIMHCKUX
U37IETUH U BbIZJaHHBIE YIIOJIHOMOUYEHHBIM OpPraHOM JI0 BCTYIUIEHUs HacTosulero Cornamenus B CUILY,

JICHCTBYIOT Ha TEPPUTOPHU T'OCYJApCTBAa-WICHA 10 OKOHYAHHUS CPOKAa MX JICHCTBHS, HO HE MO3JHEE
31 nexabps 2021 .

Crartesa 12



[Topsinok paspenienus CropoB

Criopsl, CBsI3aHHbIE C TOJIKOBaHMEM M (MJIM) HpUMeHeHHeM Hacrosuero CornameHus,
paspeniatorcsa B Mopsake, onpeneraeHHoM ctathed 112 JloroBopa o EBpasniickoM 3KOHOMHYECKOM
corose ot 29 mas 2014 rona.

Cratpa 13
Buecenue nsmenennii B CornameHus

IIo B3aMMHOMY COITAaCHIO T'OCYJapCTB-YJICHOB B HACTOAILICC Cornamenue MOT'YT BHOCUTBLCA
HU3MCHCHUA, KOTOPBIC O(l)OpMJISIIOTCH OTACJIBbHBIMU MMPOTOKOJIAMHA U SABJIAIOTCA HEOTHEMJICMOM YaCThIO
HaCTOosAIICTrO CornarieHus.

Cratpga 14
Berymenne Cornamenus B CUTy

1. Hacrosimee CornaiieHue BCTynaeT B CUILY C AaThl HOJYUYEHUS JEHO3UTapueM MOCIEAHErO
MUCHMEHHOTO YBEIOMJICHHS O BBINOJHEHUH T'OCYJapCTBAMU-YJICHAMU BHYTPHUIOCYIApCTBEHHBIX
MpoIeTyp, HEOOXOAUMBIX JUIS €T0 BCTYIUICHHS B CHITY, HO He paHee 1 staBaps 2016 1.

2. Hacrosmee CornaieHue siBISeTCs MEXTyHapOIHBIM JIOTOBOPOM, 3aKJIFOUEHHBIM B PaMKaXxX
Coro3a, u BxoauT B mipaBo Coro3za.

CogepieHo B ropoje «Mockee» «23» dexabps 2014 Toga B OJHOM TOJUTMHHOM DK3EMILISIPE
Ha PYCCKOM SI3BIKE.

I[Mognuuueli  3k3eMIuisip  Hacrosiulero  Cornamenuss  xpaHutcss B EBpasuiickoif
3KOHOMUYECKOM KOMHMCCHH, KOTOpas, ABJSSCH Aerno3urapueM Hacrosimero CornameHus, HanpaBUuT
Ka)X/IOMY TOCYAapCTBY-WIEHY €r0 3aBEPEHHYIO KOIHUIO.

3a Pecny0amky 3a Pecny0imky 3a Poccuiickyro
Beaapycs Ka3zaxcran Denepauuro



