COIJTAIIEHUE

0 eIMHBbIX NPUHHIHNAX H NPaBUJIaX 00PAHIEHHS MeAMIUHCKHX

H30e/Iuil (H3eTHi MEeJHIMHCKOTO HA3HAYEHNS U MEXHIHHCKO
TeXHHKH) B paMKax EBpa3suiickoro 3x0HoMH4ecKoro comw3a

['ocymapcTBa —uneHsl  EBpasuiicKOro  3KOHOMHYECKOTO  COIO3a,
HMEHyeMBIe B JalbHeHIIeM I‘OC}’JIapCTBaMI/I-‘{IIeHaMH,
OCHOBBIBasCh Ha Jlorosope o EBpa3sHifiCKOM 3KOHOMHYECKOM COIO3€
ot 29 mas 2014 ropa,
, NpU3HaBasg LeNeco00pa3sHOCTE IPOBEJEHHS  CKOOPAMHUPOBAHHOMN
NONMTHKA B chepe obpauteHus MEAMUMHCKUX HM3fenud (M3genuit
MEOULHMHCKOIO Ha3HaYeHMs W MENUUMHCKOH TexHWKH) (mamee -~
MEIULIUHCKUE U3IETH),

YYHTEIBAas B3aHMHYIO 3aHHTEPECOBAHHOCTh B OOECHeYeHWH rapaHTHH
0e30IacHOCTH, KayecTBa W 3()(EKTMBHOCTH MEIUUMHCKHX H3NCIHH s
)KH3HH M 3J0pOBRS JIOACH, OXpaHBl OKpYXKaloIled cpelabl, HWMYIIECTBa
IOPHAHYECKUX B QU3HYECKUX JIKL, peNyNpexIeHUs NeUCTBHH, BBOAAIIUX B

3abmyx/JeHue norpedureneii (monp3onareieii) MEAUIMHCKAX H3ACIMH,

& e

NpU3HABas, YTO MEAULMHCKHE H3JENUS OTHOCATCA K COIHAIBHO
3HAYMMOM NPOAYKLIUH,

‘B UendX (OpMHpOBaHUS OOLIEro pPhIHKAa MEIULMHCKMX H3IETuil B
pamkax EBpasHiicKoro 3KOHOMHYECKOro COr3a (fasee — Coro3),

CTPEMSCE K IOBBIIEHHIO KOHKYPEHTOCIIOCOOHOCTH IIPOU3BOJHMBIX B
pamkax Coroza MeIULUHCKUX H3ENUH,

CTPEMSCH K YCTPAaHEHHIO OTPAaHHYEHUI BO B3aMHOM TOPrOBIIE,

COIIaCHJIMCh O HUXKECIICAYIOIEM:



2 ]

Crarps 1
Coepa npumenenns Cornammenns

1. Hacrosmiee Cornamenre ycraHasiuBaer exuuble INPHHLMIE H
IpaBuIa 66pa1uerm METHLHHECKIX u3endii B pamkax Coro3a B memsx
(hopMHpOBaHHUS OBINEr0 PEIHKA MENULUMHCKHX H3TETHil.

2. JleiictBue  HacTosmero CorameHus pacrpocTpaHseTcs Ha
PaBOOTHOIICHUS, CBA3aHHBIE C OOpamleHHeM MENULUMHCKHX H30EIHil,
NpeNHasHAYEeHHBIX [ OOpaieHds B pamMkax Coro3a, a Takxe Ha
MEIHIUHCKUE U3NeNNS, HaXons1uecs B obpauieHun B pamkax Corosa.

3. PerynupoBanue ofpalienns MeQULHHCKIUX U3ETHM B pamkax Coroza
OCYIIECTBIIAETCA B COOTBeTCTBMH ¢ JloroBopoM o Espasuiickom
SKOHOMHMYECKOM cOro3e ot 29 mas 2014 roga, Hacrosmum CoralreHneM,
APYTEMH MEXIYyHapOAHBIMH JOrOBOPaMHM, COCTaBJsIOMUMH npaBo Corosa,

PELICHUAMHA KOMPICCPIH, 4 TaKKe 3aKOHOAATeJIbCTBOM rocyaoapCTB-4JICHOB.

Cratbs 2
OnpeneneHus
Hns nenedt Hacrosmero CoralleHus HCob3YIOTCS IOHSTHS, KOTOpEIE
; O3Ha4YaroT cleaylolee:

«BBINYCK B OOpallleHHe MeIMLMHCKUX U3y — J06as BO3ME3qHas
win  6e3Bo3Me3Has  Iepejaya Meﬂ.I/II.II/IHCKI/lX H3ieIUH, KOoTopad
OCYINECTBIIETCH BIIEPBLIC M JieNaeT X HOCTYNHBIMH AJIS paclpOCTPaHEHHUS
H (WIM) IPUMEHEHHS, 33 HCKIIOYEHHEM Iepefauy MeNUUUHCKAX H3IeHit
AN NPOBEACHUA HCCICNOBAaHUA (MCIBITaHUM) C Lenblo MX Nocieqyromeit
peanu3auuu U NIpUMeHeHHS, |

CMEIUUAHCKAE M3JeNUA» — JIHOOBle MHCTPYMEHTHI, AallapaThl,
NpHOOPEL, 06OpYNOBaHHE, MaTepHaIbl U MpOYHe W3IENHS, KOTOpEIE

[IpUMEHAIOTCI B MEOUUHUHCKHUX LIENIAX OTACJIBHO HJIM B COYETAHHH MEXnay
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coboii, a Takke ¢ IPUHAIIEKHOCTAMH, HEO6X0THMEIME JUIS TIpUMEHEHHus
YKa3aHHBIX U3NETUH 110 HA3HAYEHHUIO (BKIIOYAs CIEMHAIbHOE IIpOrpaMMHOE
obecrieueHne), npeRHa3HAYEHE NpOU3BOAUTENEM [UIA NPOQHIAKTHKH,
AUATHOCTHKH, JICUYCHUA 3a00NeBaHmMil, MeTMLUHHCKON peabunurauuu wu
MOHHUTOPHHIA COCTOSHHS OPraHW3Ma 4e0BeKa, MPOBELCHHS MeIHIHHCKIX
HCCIIEI0BAHUH, BOCCTAHOBICHHS, 3aMEIICHHS, H3MEHEHUS aHaTOMHYECKOMH
CTPYKTYPBI MM (QU3HONOTHYECKMX (yHKIUM OpraHu3Ma, NpeNOTBpallleHUs
WA TIpEpEIBaHUs OEPEMEHHOCTH M (QYHKIHOHAIBHOE HasHAYCHHe KOTOpEIX
HC peanusyeTcd mnyTeM (hapMaKoIOrMYecKoro, UMMYHOJIOTHYECKOTO,
EHCTHIECKOT0 MM METab0IMYeCcKOro BO3EHCTBHS HA OPraHH3M 4eoBeKa,
ONHAKO MOKET MOAIEPKUBATHCS IEKAPCTBEHHBIMH CPEICTBAMY;
«obpalleHne MeIULMHCKUX H3TeTHily — IIPOEKTHPOBaHHeE, pa3paboTKa,
CO3AaHMUE OMNBITHBIX OOpa3slOB, IPOBEJEHHE TEXHHYECKHX UCIIBITAHHIA,
HCCIEeNOBaHUH (MCNBITAHHUI) C LENBI0 OLEHKH GHOJOrHYECKOro AehcTBuS,
KIMHAYECKHX  MCNBITAHHH, OJKCIIEpTH3bl 0€30IIacCHOCTH, KadecTBa W
3(1)Q)éKTHBHocm MEIULMHCKHX H3JENUH, PpEerucTpalns, MPOH3BOACTBO
(M3roTOBIIEHHE), XpaHEHMe, TPaHCIOPTUPOBKA, pealu3alusi, MOHTAX,
HalaJika, NpUMEHEeHHe (3KCIUTyaTaldsd), TeXHHYECKOe obcnmyxuBaHue,

PEMOHT M YTWIH3ALUA MEAULIUHCKHX H3EITHM.

Crartps 3
IIpoBesieHre CKOOPAMHUPOBAHHOH OMUTHKH
B chepe obpalleHns MeAMUHHCKAX M3feNHit

1. 'ocynapctBa-uiensl  GOpMHpDYOT OOMIMH pEIHOK MeTMLHHCKHAX
usnenud B pamkax Corosa B COOTBETCTBHH C MPHHIMNAMHE, YKA3aHHBIMH B

crarbe 31 [foroBopa o EBpasuiickoM 3KOHOMHYECKOM COIO3€ OT 29 Mas

2014 rona.
2. T'ocynapcTBa-4iIeHB MPOBOXAT CKOOPAHHUPOBaHHYIO IOJHTHKY B

chepe obpaieHUss MEAULUHCKAX H3AETHI ITOCPEACTBOM:
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a) IPUHATHS Mep, HEoOXOaMMBIX U1 rapMOHH3aLMH
3aKOHONIATE/ILCTBA TOCYAAPCTB-YIEHOB B Chepe O6paIieHus MeUIHHCKIX
H3JEIIHi;

0) ycTaHOBIIEHHS 06LIHX TpeboBaHHN 6e3011aCHOCTH 1 3¢ dexTuBHOCTH
MEIULUHHCKUX U3Menuid B pamkax Corosa;

B) YCTAHOBJIEHHS E/IUHEIX IPaBUI obpaleH)s: MEAHIMHCKUX H3MeNHit
B COOTBETCTBHH C peKOMeHAaLAMK MexayHapoaHoro dopyma peryasaTopos
MeIUIMHCKUX usnenuit (IMDRF);

I) ONpe/IeNieH s eUHEIX OAXO/OB K CO3NAHMIO CHCTEME] obecnevenus
KaueCTBa MEAMLMHCKHX U3JENHIL;

1) TapMOHH3ALUH HOMeHKnaTypm MEIHLIUHCKHX H3eTHiA,
HCIIONB3yeMOl B rocyhapcrBax-wieHax, ¢ I06abHOM HOMEHKJIaTypoii
MenuuuHCekuX usnenuit (Global Medical Device Nomenclature);

€) TapMOHH3alHH 3aKOHOATENbLCTBA TOCYZIapCTB-4IeHOB B 06macTu
KOHTpOJLs (Han30pa) B chepe 06pamteH s MeTUIUHCKIX H3IeHi.

3. JIns ueneit peanusauun Hacrosmero Cornanienus roCyapCTBO-4JIeH
OnpeAesiseT opraH (OpraHsl) TIOCYJapcTBEHHOM BJIAcTH (ynpasnenus),
YIOTHOMOYEHHEIH  (YNONHOMOYEHHBIE) HA  OCYIIECTBICHHE K (umn)
KOOpAHHALMIO ACATENBHOCTH B Chepe obpallieHus MeUIMHCKUX H3Aeuil Ha
TCPPHUTOPHH  rOCYNapCTBa-wiieHa (hasiee — YMONHOMOYEHHEIH oOpra), u
HHQODMHpYET O HeM Jpyrue rocynapcTBa-4ieHsl W EBpasmiickyro
SKOHOMHYECKYIO KOMHCCHIO (nanee — Komuccus).

4. KoopnyvHanus [esTeNsHOCTH, HalpaBleHHOH Ha rapMOHH3ALHIO
3aKOHOZATEeJIBCTBA TOCYNApCTB-WICHOB B Chepe oOpalleHHsS MeIHLIUHCKAX
U3JEJTHH, ocymecTBnieTcs Komuccuei.

5. 'apMoHmM3aus  3aKoHOATENbCTBA rocynapcTB-4J€HOB B cdepe

o6pa1uem/m MEOULIHMHCKUX  M3JeNHi OCYLECCTBIIAETCA Ha  OCHOBE
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MEXAyHapOIHEIX HOPM C yyetoM pelitlenuit Komucenn B chepe obpaieHus
MEIMIHHCKUX H3JeNIHH.

6. YII0THOMOYEHHBIE OpraHbl OCYIIECTBIMIOT COTPYAHHIECTBO B chepe
ofpallleHusl MEMUMHCKHX H3[eNuil, B TOM YHC/e IyTeM OpraHW3aLHH H
KOOpAHHALMM TIPOBEAEHHS Hay4HO-MCCIEOBATENIbCKHX paboT, HayyHo-
IPaKTHYECKUX KOH(EPEHIIHIt, CEMUHAPOB ¥ UHBIX MEPOIPHATHIA.

YNONHOMOYEHHbIE OpraHbl IPOBOAAT MEPONPHATHS IO OOMEHY
OTNBITOM M OpraH{3allid COBMECTHOTO OOYUYEHHs CIIELHAHCTOB B cdepe
oOpallleHUs] MEANLMHCKUX H3/eHH.

YIOJTHOMOYEHHBIE OpraHbl WM [IeHCTBYIOIIHE [0 HX IIOPYYEHHIO
OpraHu3alldi TOCYJapCTB-YIEHOB IPOBOAAT C y4YacTHEM IpeACTaBHUTeelt
KoMHccHH  KOHCYJIBTAallMM, HalpaBleHHbIE Ha COINIaCOBaHHE MO3MIMH

rocyaapCTB-4JIEHOB 10 BOIIpOCaM o6pameHml MEOULHMHCKHX U3AEIIHH.

Crarpsa 4

Perucrpauus MeTHIHHCKHX H3IETHH

1. ITonoxenns  HacToseH créTLH pacnpocTpaHsATCs  Ha
MEIULUHMHCKUE H3/IeNIH, BEITyCKaeMble B oOpaiieHue B pamkax Coro3a ¢ JaThl
BCTYIUIEHHUS B CHIY HacToswero CornameHus.
2. MenuuuHCKME H3Oenus, BBIIYCKaeMble B OOpallleHHe B paMKax
Cotro3a, nojuiexar pericTpauuy B Mopsjke, ycTaHaBinBaeMoM Komuccuei.
Peructpauus MEIULHMHCKUX 158631 () 0% OCYUIECTBASETCS
YIOJHOMOYEHHEIMH OPraHaMH.
IIpoBenenye 3kcnepTuUsbl 6e30MacHOCTH, KayecTBa U 3¢ ¢GEeKTHBHOCTH
MEOULIMHCKUX M3AEIMA B IMeNsIX HX perucTpallid OCYIIECTBIAETCS
3KCIIEPTHOH OpraHu3aluell, omnpeaenseMoll TOCYJapCTBEHHBIM OpraHoM
rocyfapcrBa-ujieHa B cdepe 3[paBOOXpaHEHHS, B MOPSIKE, yTBEPKIAEMOM

KomMuccueii.
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3.1Ipu OCYWeCTBIEHUH perucTpauuy NPENBABIIAIOTCA ONHHAKOBBIE
TpeOOBaHHS K MEAMLIMHCKUM H3/ETHUAM, NPOM3BENEHHEBIM B pamkax Coroza u
BBESCHHEIM Ha TAMOXCHHYIO TeppHTOpPUIO Cor03a U3 TPETBUX rOCYAapCTB.

4.B uensx perHcrpauMM MeNMLHHCKAX —H3NeNIHil IIPOBOJATCA
TCXHUECKHE HCIBITAHNS, HCCIENOBAHMS (HCIBITAHMSA) C LENbI0 OLEHKH
OHONOrKYecKoro AEHCTBHS, KITMHHYECKHE UCINIBITAHHUS, UCIBITAHUA B LEIAX
YIBEPX/CHUA THNA CPEJACTB H3MEpEHHH (B OTHOIIGHHH MenUIIMHCKUX
WSENUH, OTHOCAWMXCS K CPEICTBAM H3MEpeHHi, MepeYeHb KOTOPEIX
yrBepxaaercs Komuccued) u askcnmeprusa GesomacHOCTH, KauecTBa u
3 PEeKTHBHOCTH MEAUIMHCKUX U3IEHIL.

IIpaBuna knaccubuKauuy MeOUIMHCKMX H3LENHH B 3aBHCHMOCTH OT
MOTEHIHAIBHOTO DHCKA MPHMEHEHHs, IpaBUNa BENEHHS HOMEHKIATYphI
MEIULHMHCKMX  M3Jenud, obmue  TpeGoBaHMs  6e30macHOCTH U
3Q(EKTHBHOCTH MEIMLMHCKUX M3JENHH, TpeGOBaHHUS K 9KCILTyaTaluOHHOMH
ROKYMEHTAUH MEIULUHCKUX U3ENUM, IpaBuiia [poBEAEHUS HCCIeI0BaAHMI
(MCrBITAHUA) MEIULMHCKUX HM3Me/IMi, PaBHIA PETHCTPALMH MeLULMHCKUX
usgenuit (B TOM 4Ucie TpeGOBAHUS K PErMCTPaIMOHHOMY JOChE, 3aSBICHHIO
O PCTHCTpAalUHH, OCHOBaHUA M IOPSJOK IMPHOCTAHOBICHUS HIIH OTMEHEI
AeHCTBHA (aHHYTHpPOBaHMs1) PETHCTPaLIHOHHOTO yIOCTOBEPEHHS
MEIULUMHCKOTO H3IENHs), NpaBuiIa NPOBENEHHS SKCIEPTH3bl GE30macHOCTH,
KauecTBa M I((EKTUBHOCTH MEIHUMHCKUX H3JeTui  YTBEpKAAOTCS
KoMuccueti. |

5. YIIOMTHOMOYEHHEIE OpraHbl ONpENENAoT IepedeHb YUpEXIEHHH,
OpraHu3alMi ¥ NPEANpPUATUH, B TOM YHCIe MEIHMUHHCKMX YYPEXAEHHH U
OpraHd3alui, UMEIOLMX NPaBo MPOBOAHTE HCCIENOBAHHA (MCTIBITAHHS)
MeJMLMHCKUX U3MEHH B LENSX X PETHCTPAluy (aee — YIOIHOMOYEHHbIE

OpraHM3aluH).
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Tpe6oBaHus K YIOTHOMOYEHHBIM OPraHM3alMAM U MOPSAOK OLEHKH MX
COOTBETCTBHA 3THM TPeGOBAHUSM yCTaHABIUBaIOTCS KOMuCCHE.

6. JlokyMeHTOM, TOATBEPKAAOIIHM $aKT perucTpatnn MeAUUUHCKOTO
M3ACTHA,  ABIACTCS  DETMCTPAUMOHHOE  yNOCTOBEPEHHE MeHIHHCKOIO
M3JI€/IHs, NefCTByIomee B pamkax Corosa.

DopMa perucTpaloHHOro YROCTOBEPEHHS U IIpaBHIIa €€ 3allOJHEHHUS
ycTaHaBmuBaroTcs Komuccueii.

Peructpaunonnoe ynocrosepenne ssnsercs beccpouHEIM.

7. TocynapcTBa-wieHs  CO3MArOT yciloBus s obecreyeHus
COOTBETCTBHS METOJOB M YCIOBHU NIPOBEACHUA HCCIIeJOBAHUH (HUCIBITAHUIT)
¥ CONOCTaBMMOCTH pPE3Y/JbTaTOB 3KCHEPTH3 MOCPEACTBOM IpHMEHEHHUs
obmux Tpe6oBanuil 6e300acHOCTH U 3QEXTHBHOCTH MEHIMHCKAX M3eIHit
M eOMHBIX  TpeOOBaHMil, NpeNBABILEMBIX K YIIOJTHOMOYEHHEIM
OpraHu3alHsaM.

8. YIIOTHOMOYeHHBIE  OpraHsl B3AHMHO MPH3HAKOT  Pe3yJILTaThl
UCCIEN0BaHuH (HCIBITAHHI) i SKCIEPTHS, NOJyYeHHBIe B XOJl€ BEHINOJIHEHHUS
NIPOLEAYp PEruCTPALUK MEAMUUHCKHX H3LEHH, IPH YCIOBHH, YTO OHH -
BBIIIOIHEHBI B COOTBETCTBHM C  TpeOOBaHHAMH U IIpaBHJIaMH,
ycraHosJIeHHBIMU KoMuccueit,

9. Vperynuposanue pa3HorIacuit, BO3HHUKAIOLINX Mexnay
YIOTHOMOYCHHBIMH OPraHaMH MPH DPErHCTPAlHH MEIHIHMHCKHUX H3JIeTHiA,
OCYHIECTBIIIETCA B ITOPSIKE, YCTAHOBICHHOM KoMuccueii.

10. PemeHne  ynonHoMoueHHOrO ‘opraHa 006 oTkase B Bhgaue
PETHCTPalMOHHOTO  YNOCTOBEPEHHS MEOULIMHCKOTO H3HENHS MOXET OEITE
O0XalIOBaHO  IPOM3BOIMTENEM  MEIHMIHHCKOrO U3OEIHS HWIH  €ro
YHOTHOMOYCHHEIM IDPEACTABUTE/EM B CyZ€ TOCYNapCTBA-WIEHA B MOPSAKE,

IpCAYCMOTPEHHOM 3aKOHOJaTeILCTBOM 3Toror oCynapcCTBa-4yjeHa.



11.B pamxax Corosa He mommexar PETHCTpald MeIUIHHCKHE
U3ETHS:

a) BBe3€HHEIe (BU3HYeCKHMHU nnnéuvm Ha TaMOXXEHHYIO TEpPUTOPHIO
Coro3a ¥ npeHa3HAYEHHbIE I JIHYHOTO TOJIB30BaHHS,

6) KOTOpBIE HM3TOTOBNEHEI Ha TEPPUTOPHH TOCyJapcTBa-wieHa II0
HHIMBUIYaIbHBIM 3aKa3aM [MalUUeHTOB HCKIIOYMTENBHO IS JIHYHOLO
NMOJIb30BAHUS M K KOTOPBIM NpPEbSBIAIOTCS ClElHATbHEIE TpeboBaHus B
COOTBETCTBHH C HAa3HAYCHHEM, BEIIAHHEIM METULMHCKUM PaGOTHHKOM;

B) BBE3CHHBIE  Ha  TaMOKEHHYIO Tepputopuio  Coro3a s
WCTIONIB30BaHUS PabOTHHKAMH IUILIOMAaTHYECKUX NPEACTaBUTENECTB |
KOHCYJIbCKHX YUYPEXICHHI;

I) BBE3CHHEIE Ha TaMOXEHHYIO Tepputoprio Coro3a g oxasaHus
MEAUIHHCKOH IIOMOIUM NACCAKHMpPAM M WIEHAM 3KHIAKE TPaHCIIOPTHEIX
CPeACTB, IOC3AHBIX OpHran W BONHTENSM TPAHCHODPTHEIX CpPEACTB,
IpUOBIBIUKX Ha TeppUTOpuio Coro3a;

J) BBE3CHHEIE Ha TaMOXEHHYIO TeppuTopuio Coroza Ay oOkazaHus
MEIMLYHCKOH MOMOIIM  yYaCTHHKaM  MEXIYHAPOLHEIX KYJbTYPHEIX,
CIIOPTUBHEIX MEPONPUATHH H YYAaCTHHKAM MEXIYHAPOIHBIX 3KCIENULHE, a
TaKOKe U1 POBEIEHHUS BEICTABOK;

€) BBE3€HHBIE Ha TaMOXEHHYO Tepputopuro Coro3a i NpoBENeHns
HUCCIIENIOBAHUH (HCIIEITAHMH]), B TOM YHClIe B HAyYHEIX ensx;

’K) BBE3EHHBIE Ha TaMOXEHHYIO Tepputoprio Coro3a B KauecTBe
TYMaHUTapHOH IIOMOIM B CIIy4asX, ONpeAeNseMBIX 3aKOHOIATeIsCTBOM

roCyNapCTB-4JICHOB.
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Cratbs 5
BBIyck MeMUMHCKHX U3zenuil B obpallieHue B pamkax Coro3a

1. OTBETCTBEHHBIM 3a BEITYCK MEIHIIHHCKOTO H3IENHS B obpaieHue B
pamkax Coro3a SBIAETCS NPOM3BOAWTENb HIH ero YIIOJIHOMOYEHHEIH
IIPEACTaBUTEIb. |

2. 3ampemmaercss BBUIYCK MENHIHHCKOTO H3ZEHS B obpauieHre B
pamkax Coro3a, eciu:

a) uMeeTcs OQULMATBPHOE yBEJOMIEHHE YIIOJHOMOYEHHOTO oprasa,
MPOU3BOAHTENS H (HJIM) €ro yIOJHOMOYEHHOTO MPEACTABUTENS O TOM, YTO
obpalieHre MEIMIMHCKOTO H3NENUsA IPHOCTAHOBIIEHO, THOO OHO H3BATO K3
obpalleHHs, TM60 OHO OTO3BAHO MPOU3BOLHTENEM;

6) MCTeK CPOK CITYXOBI (CPOK TOAHOCTH) METULMHCKOTO H3HEIHS,

B) MEJHLIMHCKOE H3JEHE. HE 3aperCTPHPOBAHO B YCTAHOBIEHHOM
MOpsiAKe (32 HCKIIOYEHHEM MEeJMUMHCKMX H3NEeIMi, He MOIeKaIIHK
PEerUCTpallil B COOTBETCTBMHM C IyHKTOM 11 cTateM 4 HacTOAIIEro

CornanieHus).

Crates 6
IIpou3BOACTBO MEANIHHCKHIX H3AEIIHIA

1. IIpou3BOAUTEND MENUUMHCKUX HM3ENHH, IpeIHA3HAYEHHBIX LA
obpamenus B pamkax Coiosa, obecrieddBaeT BHEIpeHHE H NoJZIEpXKaHHUE
CHCTEMBI MCHEIXMEHTA KayecTBa MEOUUHMHCKMX u3meimit. TpeGoBaHus K
BHECIPEHHUIO, MOANEPXXAHHIO M OLIEHKE CHCTEMBI MEHEIXKMEHTa KayecTBa
MEIUUMHCKUX M3JENMH B 3aBUCHMMOCTH OT IOTEHUMAIBHOTO pPHCKA HX

IpHUMEHEHHs ycTaHaBnuBaoTes KoMmuccueil.
2. IIpousBoautenb CO3/aET U MOAAEPKUBAET B aKTYAILHOM COCTOSHHH

ciucTeMy cOopa M aHaNH3a NAaHHBIX 110 MPUMEHEHHIO MeIHIHHCKHUX H3IeNHH,




OTCJICXKHUBAHHIO H BBIABJICHUIO MOOOYHBIX JEeHCTBUH MEOUIMHCKHUX H3IEIUH

B IIpoLecce IKCIUTyaTaluy,

HpOPIBBOJ.IHTCHB HalpaBjII€T YIOJIHOMOYEHHBIM OpraHaM OT4YETEHI,

COCTABJICHHBIC Ha OCHOBAHHU OIILITA KIIHHHYECKOI'0 IPHUMEHEHUS OTHEIbHBIX

BHJIOB MCIOHLHHCKHX H3IEJIHMH BBICOKOr0 Kjacca NOTCHIHAJIBHOTO pHCKa

[IpUMCHEHHA, B NOPALKe, YCTaHaB/IHBaeMoM KoMuccHeEl.

B Cl1y4dac BBIABJICHUS HECOOTBETCTBUA MEIUIUHCKUX HU3Ae/INH 06IIIPIM

TpeOoBaHKAM 6e30MacHOCTH U 5P(EKTHBHOCTH MeTUIMHCKHX H3LETHH MK

NOCTYTIEHHs. HHQOPMaUuK o (aKkTax M OOCTOATENBCTBAX, CO3NAIOMIMX

YTPO3Yy JXU3HU HJIM 30POBBIO JIIOJEH, yIIOTHOMOUESHHEIH OpraH B 5-AHEBHEIH

CPOK yBEIOMIIET 00 3TOM YNOTHOMOYEHHBIE OPraHbl APYTHX TOCY4apcTB-

YICHOB ¥ NPEANPUHHMAET Mepbl IO HEJONMYLIEHHIO OGpPAIIEHHS TaKuX

MEOHUIMHCKHX U3NCIHM Ha TEPPUTOPHUHA CBOErO I oCynapcCTaa.

3.B cmyyae mpeKpalieHHs NPOM3BOACTBA MEIULHMHCKOTO H3/I€IHS

[IpOM3BOAHTENIE HJIIA €ro YINOJHOMOYEHHBIH IIPEACTABUTECIF B TEYECHUE

30 xaneHAapHBIX [HEH C [aThl IPHHATHS DPEIIEHHS O MpPEKpAICHUH

IIpOU3BOJICTBA MEIHUIIMHCKOIO H30CJINA 00s13aH MpEACTABUTH

COOTBETCTBYIOIYIO HH(GOPMAIHIO B YIOIHOMOYEHHBIH OpraH, BBIAABLIHi

PErHCTPAlHOHHOE YAOCTOBEpEHHE MEQULIUHCKOIO H3JE/THS.

Crarpsa 7
Mapxuposka MeqHIUMHCKUX H3HeHi

1. MenquuMHCKHE HW3HeNMs, MpOIIEIUHe YCTAaHOBJIEHHEIE B paMKax

Coro3a npoueaypsl perMcTpalyi U NOATBEPXKNEHHS COOTBETCTBHS OOLIMM

TpeGoBaHHAM 6e30MacHOCTH U 3(Q(EKTHBHOCTH MENMUMHCKHX H3[EIHi,

Tp36OBaHPI}IM K BHCIPCHHIO H IIOOACPIXKAHAKD CHUCTEMBI MEHCIKMCEHTA

Ka4eCcTBa MCANUHHCKUX PI3,E[CJIPIﬁ, NEPEN BHIITYCKOM B OGp&HICHPIC B paMKax

Coro3a momnexxar 00s3aTeNbHOM MapKHPOBKE CHELHATBHBIM  3HAKOM




OOpalleHHst MEIULUMHCKOrO M3fenusi Ha peiHke Corosa (gamee -

CTICHHANIbHEIA 3HaK oOpalieHus).

2. OTBETCTBEHHOCTD 3a HEOOOCHOBaHHOE MapKHpOBaHHUe

MECOUUOHUHCKOIO  H3JICJIHA CHBHH&JIBHLIM 3HaKOM 06pa1ueHwI HECeT

IIPpOXA3BOJUTEIIH HIIHA €0 YIOJHOMOYEHHBIH IpEeaACTaBUTEIIE.

3.B cmyyae ecnM  ymONHOMOYEHHEIH OpraH yCTaHOBHT, YTO

MapKHpOBKa MEOHIHHCKOIO H3IeJIuA CIICHHAIBHEIM 3HaKOM O6paI.HEHPISI

UCIIOJIB3YETCA KaKUM-JIH0O0 IIPOU3BOOHUTECIIEM HIIM €ro YIIOJTHOMOYE€HHEIM

NIPe/ICTaBUTENIEM HEOOOCHOBAHHO, OH JIOJDKEH IIPOMH(OPMHpPOBATE 06 3TOM

HApYMEHNH YIOJHOMOYCHHbIE OpraHbl JPYIHX TIOCYAapCTB-4IEHOB W

Komuccuro u [IPHUHATH HCO6XO}II/IMI>IC MCpBI IO MU3BATHIO TaKOrQ

MENUIIMHCKOI'O H3OCJINSA U3 o6pau1eHH51 Ha TCPPHUTOPHHU CBOETO I oCynapcCrBa

U IIPUBJICYCHHUIO BHHOBHOTO JIUIIA K OTBETCTBEHHOCTH.

4. TpebGoBanus K MapKHpOBKE MEIHNMHCKMX H3JENHil, n300paxkeHue

CIICLIHAJIBHOTO 3HakKa 06pa1ueHHx H TIOJIOKEHHE O CIeUHAJIbHOM 3Hake

obpaieHus yrBepxaarorcs Komuccueii. .

5. B OTHOLICHNN MEMIMHCKUX M3ENHi He IPUMEeHseTCs MapKUpOBKa

CAMHBIM 3HAKOM OOpallleHHs IPOAyKUKK Ha phitke Coio3a.

Cratpg 8
KonTpois 3a obpainenreM MeJUIIMHCKUX H3eHH 1 MOHHUTOPHHT
6e3011aCHOCTH, Ka4eCTBa 3 (QEKTUBHOCTH MEOUUUHCKUX H3/ETHI

1. KonTpons 3a obpaiueHreM METUIUHCKAX H3AENHik OCYILIECTBIIAETCA

B OTHOLICHHH IPHAHYECKHX JIHMI[ H 3apEerHCTPUPOBAHHBIX B KauyeCTBE

HHAUBHAYAIBHEIX MPEANPHHUMATENEH QU3MIECKHX JINII, OCYIIECTBIISIOMUX

AeATENILHOCTE B cepe obpamieHns MeULUMHCKIX U3aesuil B pamkax Corosa,

B IIOpAAKE, YCTAHOBJICHHOM 3aKOHOAATEJILCTBOM rocynapcTB-4JICHOB.

2. IlpaBunia MpPOBENEHHS MOHHTOPMHIAa GE30MACHOCTH, KAaYecTBA H

3 GEKTHBHOCTH METULIMHCKUX U3 ycTaHaBuBaoTcs KoMuccHei.




3.B ciny4ae BhIgBNeHHS @aKTé obpamenus B pamkax Corosa
MCAMLUMHCKIX H3NENHUH, NPEACTaB/IMIOMMX ONACHOCTh JUIS JKH3HH H (nnm)
3MOpOBBS  JIEOAEH,  HeNoOpOKAYECTBEHHEIX, KOHTpaQakTHBIX  HIH
banbCUQUIHIPOBAHHEIX METHIMHCKAX H3/e/IHil YIOITHOMOYEHHBIA OpraH B
5-IHEBHBI CPOK IOC/E YCTAHOBJIEHHS TaKOTO daxra yBegomiser o6 stom
JHOMHOMOYCHHBIC OpTraHEBl JAPYrHX TIOCYNapCTB-WIEHOB H HATPABISET
COOTBETCTBYIOIMME CBeAeHHs B KomuccHio, a Takke BrIpaBe HPHHSTH B
yctaHoBIeHHOM Komuccuelt mopsigxke Mepsl Io TIPHOCTAHOBJICHUIO HJIH
3alpeTy MPUMCHEHHS YKa3aHHBIX MEOULUHCKHX M3IENHH ¥ M3BATHIO UX K3
obpaineHus. |

4. Ilpu BeIABICHUH (AKTOB, 3aTPArHBAIOIUX BOIPOCH! 6€30MacHOCTH,
Ka4ecTBa M I3(P(QEKTHBHOCTH MeJMLMHCKMX H3IE/HH, YTIOJTHOMOYEHHEIH
OpraH HHGOPMHDYeT 06 3TOM NPOH3BOAUTENS MEIULUHCKOTO M3MeNHs WK
€ro  YMONHOMOYEHHOTO MNpEACTaBUTENsS H BIpaBe 3alpPOCHTh y HEro
HOIOTHUTENBHY IO HHPOPMAIHIO 0 MEAMIIHHCKOM H3/E/THH.

5. YNONMHOMOYEHHBIH Opral BIpase:

TIPOBECTH JIONONHUTENBHYIO 3KCIIEPTU3y Ge30MacHOCTH, KayecTBa M
3b(PEKTUBHOCTH  MENULMHCKOTO H3EIHS ¢ YYE€TOM  BBISBJIEHHBIX
HCTaTUBHBIX MOCNIEACTBUH €ro NPUMEHEHHS B CIy4asX, MpeLyCMOTPEHHEIX
3aKOHOJATEIbCTBOM rOCyJapCcTBa-uIeHa,

IIPHOCTAHOBUTb ~ IEHCTBHE  BBIJAHHOTO WM  PETHCTPAIHOHHOIO
YAOCTOBEPEHHSI MEIULIMHCKOTO M3EIHU, |

OTMEHUTH JeHCTBHE (aHHyIMpOBATE) BBLIAHHOT'O UM
PETHCTPallMOHHOI0 YAOCTOBEPEHUS MEIHUIIMHCKOTO HU3ENHUSL.

OcCHOBaHHS M NOPANOK NPHOCTAHOBIEGHHS WM OTMEHBI NeHCTBHS
(aHHYJHPOBAaHMA)  PETHCTPALIHOHHOTO YIOCTOBEpEHUS  MeIULMHCKOTO
M3/ICTIA ONpEeNesIOTCA MPaBUIaMH PETMCTPaLMH MENHLUHCKHX H3TEIHi,

yTBepxaaeMpIMu KoMuccueii.



O mpuOCTaHOBNEHHH uIH 06 OTMeHE nelCTBHS (aHHY/IMpOBaHUM)

PeTUCTPAMIOHHOTO YIOCTOBEPEHHA MELMIHHCKOrO H3IENHS, a TakKe O
HallpaBJIeHHH YBEIOMIIEHH 0 HEOOXOIHMOCTH IPOBENECHUS
AOMOJIHUTE/IBHOR 3KCIIEPTH3b! MEIMUMHCKOTO H3MENMHS YIIOTHOMOYEHHbIH
OpraH He3aMe[UIMTENbHO HHQOPMUPYET YTONHOMOYEHHbIE OPTaHBl APYTHX
TOCYNAapCTB-1ICHOB, = NPOU3BOAMTENA  MJIM  €ro  YIOJHOMOYEHHOTO

npeacrasuresns 1 Komuccuio.

Crarps 9
Hugopmanmonnas cucrema B chepe
OOpallieH s METUIMHCKIX H3LeNHit
1. B nemsx obecrneuenns ycnosuit s obpaiieHus B pamkax Corosa
0e30macHeIX, KAYECTBEHHBIX W 3()(OEKTHBHBIX MEIULUHMHCKUX H3NeNuit
Komuccuedt Qopmupyercs u Bemercs mHpoOpMaudoHHas cucTeMa B cdepe
OOpalleHHs] MENULMHCKHMX H3fenuil (Hanee — HHMDOPMALHMOHHAS cucrema),
ABJIAIOIAACA JacThlO UHTErpUpOBaHHOH HH(OPMaIMoHHoH cuctemsl Coro3a
H BKJIIOYaolas B cebs:
a) IMHBIA PEeCTp MEIMIMHCKHX H3MEeNHi, 3aperdcTPHPOBAHHEIX B
pamkax Coro3a;
6) enMHEIH peecTp YHOIHOMOYEHHBIX OpPraHU3aLHil;
B) €MHYX0  HHQOpMAaLHOHHYIO  6a3sy HAaHHEIX ~ MOHHTOPHHra
Ge3onacHOCTH, KauyecTBa ¥ 3QGEKTHBHOCTH MEULHHCKUX U3/IETHil.
2. Ilopsanox QopMupoBaHHA M BefeHHUS HHOOPMALUOHHOM CHCTEMSI
yctaHasiauBaercs Komuccueii.
YIOIHOMOYEHHEIE OpraHbl MpeAcTaBasioT B KoMuccHio HeoGXoquMBble
CBeACHHUA 111 GOPMHUPOBAHHUS HH(GOPMALIMOHHON CHCTEMBL.
3. CBemeHus,  BKIIOYEHHBIE B  MHQODMALMOHHYIO  CHCTEMY,

pasMelaoTcs Ha o¢uuManeHOM caiite Komuccmu B MH(OPMALHOHHO-

TCHCKOMMYHHK&HHOHHOﬁ CCTH «I/IHTepHeT».




Crarps 10
KonobugennuansHocts HHQOpMaIK

1. YnonHomoueHHEIe opraHb! H Komrcenst npunumaror Heo6XoauMere

MEPEI 110 3aIuuTe ITOJTY4YEHHOH U repegaBaeMoil UMHU B paMKaxX HacCTosIlero

Cornamenus KoHQHAEHIHUANBHOMN MHGOPMaLHK, BKIIOYas MEpCOHAIBHEIE

JOaHHBIE.

2. [lna nepenayu TpeTBMM JHLaM KOHGHUAEHIHATBHON MH(pOpMAaIHy,

NOJIyYeHHOH  yNOJHOMOYEHHBIM opraioM u (unmu) Komuccueir B

COOTBETCTBHHM C HactosmuMm Cor JIAICHHEM, Tpe6yeTcx IIpEABApPHUTEIIEHOE

COryacHe KL, IPeAOCTABHBIIEr0 3Ty HHPOPMALHIO.

3.K xoHQuneHnnansHoH HHbOpMamHu He MOTYT OBITh OTHECEHBI

HHQOpMALMs W  CBeleHHS, COAepXKalluecs B PETUCTPaLlHOHHOM

YAOCTOBEPEHUH MECOHLIHHCKOTO H3AETHS.

Crares 11
IMepexonuslit nepuosn

JIOKyMEHTEI, IOATBepXaatomue HaKT roCcyJapCTBEHHOH pErucTpalHu

MEOMLUHMHCKUX  H3LCIHH | BBIJAHHBIE  YIIOJIHOMOYEHHBIM OpraHoM

A0 BCTYIUICHHs Hacrtosdumlero CornameHus B CUlly, ﬂeﬁCTBYIOT Ha

TCPPUTOPHUH TI'OCYyAapCTBa-YjIeHa A0 OKOHYAHHUS CpOKa Hux HCﬁCTBHﬂ, HO HeE

nosaxee 31 nexabps 2021 r.

Crartpa 12
Iopanox paspemenus CIIOpOB

Cropel, CBA3aHHBIE C TONKOBAHMEM U (HITH) [IPYMEHEHHEM HACTOSIIETO

CornaiueHns, paspemiaroTcs B mNOpAnKe, ONpeNeseHHOM crarsell 112

Horosopa o EBpasuiickoM 3koHOMHUECKOM cOro3e oT 29 Mas 2014 roza.
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Crares 13
Buecenue usmenenuii B Contamenus

IIo B3aUMHOMY COIIACHIO TOCYAapCTB-WIEHOB B  HACTOSIIEE
Cornamrenue MOryT BHOCHTBCS H3MEHEHHs, KOTOphle O(OPMIAIOTCS
OTZAEIBHBIMH NPOTOKOJIAMH U SABJIAIOTCS HEOTHEMJIEMOM YacThIO HACTOSAMLIETO

Coryranienus.

Crartss 14
Berynnenune CornameHus B cuity

1. Hacrosmee Comnamenue BCTymaeT B CHIy C JHarhl IOJy9eHHs
ACTIO3UTApHEM IIOCIETHEr0 IUCBMEHHOIO YBEAOMJIEHHS O BHINOJHEHUH
rocynapCTBaMHU-4JICHaMH BHYTPUIOCYaPCTBEHHBIX IIPOLEAYP, HEOOXOMUMBIX
JUIA €T0 BCTYIIEHHS B CHITY, HO He paHee | auBaps 2016 T

2. Hacrosmee ComameHue sBIS€TCS MEXIYHAPOAHBIM JOTOBOPOM,

3aKII0YeHHEBIM B pamkax Coro3a, H BXoxuT B mpaso Coro3a.

Cosepiteno B ropogpe perte  «23 Wﬁ 2074/ rona

B OTHOM ITOAJIMHHOM 3K3€MILIAPEC HA PYCCKOM A3BIKE.

IlognuHueIM 3K3eMIUAp Hactosmiero (ComNTalleHUss XpaHUTCA B
EBpasuiickoll 5KOHOMHUYECKOH KOMMCCHH, KOTOpas, SBJIAACH ACTO3UTapHEM
Hacrosimiero CornallleHHs, HaNpaBUT KaKAOMY TOCYHapCTBY-YIEHY ero

3aBEpeHHYIO KOMHIO.

3a PecnyOiiuky 3a Pecnybinky 3a Poccniickyio
benapyco Kazaxcran Denepauuio




