EBPA3ZUMCKASI SJKOHOMHYECKASI KOMUCCUS
COBET

PEIMEHMUE

«21» nexabps 2016 . Ne 141 r. Mocksa

00 yreep:kaenun Ilopsiaka npuMeHeHHs YIOTHOMOYEHHBIMH OPraHAMH
rocyaapers — wieHoB EBpasuiickoro 3xoHoMHu4YecKoro cor3a mMep
MO0 MPHOCTAHOBJIEHHIO HJIH 3aNPeTy NPUMEHEeHHsI MeTHIIHHCKHX

H3/1eJIH#, PeICTABIAIOMMUX ONACHOCTD JAJIsl )KH3HU U (HJIH)
3A0POBbS JII0/IeH, HeJ0OpOKaYeCcTBEHHBIX, KOHTPA(PaAKTHBIX

M GpanbcHPHUHPOBAHHBIX MeIHIIUHCKHX H3ACIHH H H3bATHIO

UX U3 00paleHHs] HA TEPPUTOPHSAX FOCYAAPCTB — YJICHOB
EBpa3zuiickoro 3KoHOMHYeCKOIro c003a

B coorserctBuu co crateeil 31 JloroBopa o Espaswmiickom
OKOHOMHUYECKOM coro3e oT 29 mas 2014 roma, myHkrom 3 crarbu 8
Cornamienys o eJUHbIX MPHUHIHMIAX U MPaBUiiaX 00palleHus] MeTUIHHCKUX
M3IeNUA (U3JeIMi MEIMIMHCKOTO HA3HAYCHMS M MEIMIMHCKON TeXHUKH)
B pamkax EBpasuiickoro skoHomMHuyeckoro corosa ot 23 nexabps 2014 roga,
myHkToM 93 mpunoxenus Ne 1 k Permamenry paGotsl EBpasuiickoii
OKOHOMHMYECKOH  KOMHCCHH, YTBepXAeHHOMY Pemenwem  Briciero
EBpasuiickoro sKOHOMHYeCKOro comera oT 23 jgekabps 2014 r. Ne 98,
U B leJIIX McnoiaHeHus Pewenus Beiciero EBpasuiickoro sKoHOMHYECKOTO
coBera ot 23 nexabps 2014 r. Ne 109 «O peanmmsanuu Cornamenus
O €IMHBIX TNPHUHIMIAEX W IpaBUIaxX OOpalieHHs METULUHCKUX W3AeNnid
(M30eMUi MEIUIMHCKOrO HAa3HAUeHHs U MEAMLMHCKOW TEXHUKH) B paMKax

EBpasuiickoro OKOHOMHYECKOTO COHO3a» Coger EBpazuiickoi

3KOHOMMUYECKOW KOMUCCUU P €I M JI:
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1. YTBepauth IpUIaraeMblii [Topsnox [IPUMEHEHU S
YIOJIHOMOYEHHBIMU ~ OpraHaMHM TrocydapcTB — wWieHOB EBpasuiickoro
OKOHOMHYECKOTO  COI03a Mep M0 IPUOCTAHOBIEHHIO WM  3alpery
NPUMEHEHHUS MENUIUHCKUX W3ACNIUN, MNPEeACTABIAIOMNUX OMAaCHOCTh JUJIsl
KU3HU W (WIJIM) 310POBbs JIIOJEH, HENOOPOKAUECTBEHHBIX, KOHTPA(aKTHBIX
Wil panbCUPUUUPOBAHHBIX MEJUIMHCKUX H3LEIHM W M3BATHIO HX U3
oOpaleHuss Ha TEpPPUTOPHUAX TOCYJapcTB — WieHOB EBpasuiickoro
SKOHOMMYECKOTO COI3a.

2. Hacrosmee PemeHue BeTymaer B CHIIy [0 HMCTEYEHUH
10 xameHpgapHBIX JHEH ¢ JaThl BCTYIUIeHHss B cuiy IIporokona,
noanucanHoro 2 gexabps 2015 r., o mpucoeguHeHnu PecriyGuinku Apmenus
Kk Cornamenuio 0 eAMHBIX TPUHIMIAX W [OpaBWiax —oOpalieHus
METULMHCKUX 156631 (1507 (u3menuii MEIULIUHCKOTO Ha3HAYEHU S
M MEJMLHMHCKOW TeXHMKHM) B paMmkax EBpasuiickoro sKOHOMHYECKOTO cO03a
or 23 nexabpst 2014 roza, HO He paHee YeM IO HCTeueHUH 10 KalleHIapHBIX

IHeH ¢ 1aThl 0pUIUATEHOTO OIMYOIMKOBaHUs HAacTosero Pemenus.

Yaensl Coera EBpa3uiickoii 3KOHOMHYECKOH KOMUCCHH:




VTBEPX/IEH

Pemenuem Cogera
EBpasuiickoil 3KOHOMUYECKOH KOMHCCUU
oT 21 nexabps 2016 r. No 141

NHOPAJAOK

NpHMeHEHHS YIIOJTHOMOYEeHHBIMH OPraHAMH rocyIapCcTB — YJICHOB

EBpasuiicKoro >3x0HOMHY€CKOT0 €032 Mep M0 NPHOCTAHOBJICHHIO
HJIH 32TPeTy NPUMEHEHHs] MeIHUHHCKNX M3/1e/ Ui, PeacTaB/IAFONHX

ONMACHOCTD VIS KM3HHM M (MJIH) 310POBbH JIKOei, HeT00OpOKaAYeCTBEHHBIX,
KOHTpa(aKTHBLIX HIH (PaabcuPUIHPOBAHHBIX MeIHIHHCKHX H3e/IHii
H M3bSITHIO HX U3 00paIeHNs] HA TEPPUTOPHSAX FOCYAAPCTB — YJIEHOB
EBpa3suiickoro 3K0HOMHY€CKOI0 01032

. Hacrosmuii  Ilopsmox  paspaboTan B LeNsAX — pealus3aldf
cratb 31 JloroBopa o EBpa3suiickoM 3KOHOMHYECKOM cOl03e OT 29 mas
2014 roma m mymkra 3 cratbu 8 CoryamieHus O €IWHBIX NPHHIHUIAX
M IpaBuiax oOpalleHHs MEJUIHHCKUX H3ACINi (M34eNui MeIUIIMHCKOro
Ha3HA4YeHHs W MEIWIMHCKOM TEXHMKM) B paMKax EBpasuiickoro

SKOHOMHYECKOro coro3a oT 23 nmexabpsa 2014 roma (manee — Cornaienue)

u yCTaHaB/IMBAET npaBuiia IPUHATHUS YIOJIHOMOYEHHBIMU
OpraHamMu TrocyaapcTB — WIEHOB EBpasuiickoro 3KOHOMHYECKOTO
coro3a  (majlee  COOTBETCTBEHHO  —  rocyjapcrBa-wieHsl,  Coro3)
Mep o IIPUOCTAHOBJICHUIO 12807} 3anpery [IPUMEHEHHUS
MeIULIMHCKUX U3JICTTNH, PEACTABISFOITIX OIIACHOCTh JUTS
KUZHU u (unu) 310POBbSI JHOJIEH, He/100pOKaYeCTBEHHbIX,
KOHTpadhaKTHBIX UJU (panbCUPUITTPOBAHHBIX MEIULIMHCKHX

M3JIeNIUA, a TaKKe U3bATUS MX M3 O00OpallleHus Ha TePPUTOPUAX

rOCYAapCTB-4JICHOB.
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2. Ins neneit Hactosiiero [lopsaka ucnonp3yroTes MOHSATHS, KOTOpbIE
O3HAyaroT CIeAyHoIIee:

«KOHTpa(pakTHOE MEeIULUHCKOE H3/eNIHe» — MEIMLHUHCKOE H3Jeue,
BBINYIIEHHOE HJIM HaXOJsLleecs B OOpallleHHMH ¢ HapylleHHeM TpeGoBaHuit
3aKOHOJATE/IbCTBA TOCYyAapcTBAa — uwieHa EBpasMiicKOro 3KOHOMHMYECKOro
COI03a B 00JACTH MHTEJUIEKTYaIbHONH COOCTBEHHOCTH

«HeNOOPOKAaYEeCTBEHHOE MEIHMIUHCKOE W3JEIHe» — MEIUITHCKOe
H3JIE/IHE, KOTOPOE HE COOTBETCTBYET OOLIUM TpeOOBaHUAM OE30MACHOCTH W
5QEKTUBHOCTY MEIMIMHCKHX U3JENUi, TpeOOBaHMAM K MX MapKHPOBKE,

TEXHUYECKOH M DKCIULyaTallHOHHOM JOKYMEHTAIlHH Ha HUX U HE MOXET ObITh

Oe301acHo HCITOJIB30BAHO I10 Ha3HAYEHHUIO, YCTaHOBJIEHHOMY
[IPOU3BOUTENIEM;
«anbCcupUIMPOBAHHOE MEIHUIMHCKOE M3MEIUE» — MEIUIIUHCKOE

u3/ieiie, YMBIIUIEHHO CONPOBOXIAeMOE JIOXKHOW HWHpopManmuei o ero
COCTaBe, XapaKTePUCTUKAX U (MITH) IIPOU3BOJIMTEIIE,

3. YIIOJIHOMOYEHHEIH Opras rocyaapcTaa-ujieHa IIPUHUMAET
pelieHue O NPHOCTAHOBIEHMM WM 3ampeTe IPUMEHEHUS M U3bATHU
U3 Oo0palleHUss Ha TEPPUTOPHH CBOEr0 TOCYAAPCTBA MEIUIUHCKOrO
U3MIeNUsl, TPEACTABIISAIONIErO OINAaCHOCTh Uit XHU3HH W (WIK) 310pOBbS
TrO/IeH, HeJ0OpOKayeCcTBEHHOTO, KOHTpa(aKTHOTO 2805}
(GanbCUUIMPOBAaHHOTO  MEIMIIMHCKOTO  HM3JEJIM  HAa  OCHOBAaHHHU
pe3yJIbTaTOB, TOJYYEHHBIX B XOJA€ OCYLIECTBJICHHUS TOCYIapCTBEHHOTO
KOHTpOJs (Hamgsopa) B cdepe oOpalieHHs MEIULMUHCKUX — W3ZICITHiA
WK BBISIBIIEHHBIX B paMKax  MOHHTOpPMHTra OezonacHocTH,
KayecTBa M O(QQEKTHBHOCTH MEJUIMHCKUX H3JCIHUH, OCYIIECTBISIEMOTO
B cooTBeTcTBMM ¢ IlpaBmiiamu npoBe/ieHHs MOHHUTOpHMHIa O€30MACHOCTH,
KayecTBa W OS(GQEKTUBHOCTH MEAMLMHCKUX W3IeTUi, YTBEp:KIEHHBIMU

Pemenem Kosuternn EBpasuiickoil 5koHOMHUYeCKOM KOMHCCHH OT 22 1ekadps
2015 r. Ne 174.



4. Cpok, Ha  KOTOPBIU [IPUOCTAaHABIUBAETCS [IPUMEHEHHUE
MEIMIIMHCKOTO M3JIeIHs, He NOJDKEH NpeBbliath 180 kaneHaapHBIX AHEH co
JHS TIPUHATHS COOTBETCTBYIOLIETO PEeLIeHUsI. Y Ka3aHHBIH CPOK MOYKET OBITh
NPOJIEH  YNOJIHOMOYEHHBIM OpPraHoOM TIOCyJapcTBa-4yieHa B Clydae
HEOOXOAMMOCTH IMPOBEAEHUS TONOJHUTEILHON JKCIEpTH3bl 0€30I1acHOCTH,
KayecTBa W I(P(EKTUBHOCTH MEIWIIMHCKOIO HU3JEIHS B CBA3H C
BBISBJICHHBIMH HETaTUBHBIMH IOCJIEACTBUAMHU €r0 IPUMEHEHHUs Ha MePHO[
IIPOBEACHUS TaKOU SKCIEPTU3BI.

5. IlpuocTanoBneHre NpPUMEHEHUS MEIUIMHCKOrO H3JEIUS MOXKET
OCYIIECTBIIATECS ~ YIIOJHOMOYEHHBIM OpPraHOM TOCyJapcTBa-djieHa Ha
OCHOBAaHMM IPEJICTABIEHHOTIO IIPOU3BOAUTENIEM MEIUIIMHCKOTO H3EIUs HIIK
€ro yIOJHOMOYEHHEIM IIpe/CcTaBuTeNIeM 3asBlIeHMs (¢ 00OCHOBaHHMEM) Ha
CPOK, YKa3aHHBII B 3asBJICHUMU.

6. YIIOJJTHOMOYEHHBIH OpraH rocygapcrBa-uieHa B TedeHue 1 pabouero
AHS CO JHA T[PUHATHUA pEIIEeHUS O IPUOCTAHOBJIIEHUU TPUMEHEHMUs
MEIHULMHCKOrO M3JeIUs JMOO O MPOJUVICHUM CPOKAa MPHOCTAHOBIICHUS
NPUMEHEHUs MEJULUMHCKOTO M3JeNHMS  pa3MellaeT ero Ha CBOEM
ouuManbHOM caiiTe B HMH(OPMAIMOHHO-TEJICKOMMYHUKALIMOHHON CETH
«HTepHeTY.

YIIOJIHOMOYEHHBIH OpraH rocyjapcrBa-ujeHa B TeueHHe 3 paboumx
JHEH CO JHA MPHHATHS PEUIEHUSs O TIPUOCTAHOBJICHUU [PUMEHEHHSI
MEIMLIMHCKOTO M3JeNHsl JIMOO O TPOJUICHHH CpPOKa I[IPUOCTAHOBIIEHUS
INPUMEHEHHS  MEIUIUHCKOrO  W3JeNus  yBEIOMIISIET  [POM3BOIUTEIIS
MEJMLMHCKOTO M3JeJUsl WM €ro yHOJHOMOYEHHOIO MpeJCTABUTEISI
3aKa3HBIM TOYTOBBIM OTIIPABIIEHUEM C YBEJAOMJIEHHUEM O BPYUEHHH, WIIA B
(Gopme 3IeKTPOHHOTO TOKYMEHTA, MOAMUCAHHOIO 3JEKTPOHHOM MOIKUCHIO,
WIN B 3JIEKTPOHHONH (QOpMe MO TeNleKOMMYHHKAIIMOHHEIM KaHalaM CBS3H O

[NPHHATOM PEIICHHH C YKa3aHWEM IIpUYWH W CpOKa IIPHOCTAHOBJICHUS
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OPUMEHEHHsS MEIMIIMHCKOIO HU3Jeinusi, a TakkKe O HeOOXOAUMOCTH
YCTpaHeHHUs MPOU3BOAMTENEM WIIM €r0 YIIOJIHOMOYEHHBIM IPEeACTaBUTENIEM
O0CTOATENBCTB, MOBJIEKIIUX MPUOCTAHOBIEHHE PUMEHEHUS MEIUIIUHCKOTO
uzaenus. K yBelOMIIGHMIO IIpUiaraloTcs KOMHH — COOTBETCTBYIOIIHMX
OKCIEPTHBIX 3aKIOUCHUH.

7. YIIOJIHOMOYEHHBIH Oprad rocyfapcrBa-ujieHa IPUHUMAET pellieHHe O
BO300OHOBJICHUM NPUMEHEHHS MEJULMHCKOTO H3IeHUs B Cilyvae, ey (haKThl
M OOCTOATENIBCTBA, MOCHTY)KUBIINE OCHOBAHHEM [JIs NPUHATHS PEIICHHS O
[IPUOCTAHOBJICHUH IPUMEHEHHS O3TOTO MEOUUMHCKOTO HU3JE/Ius, He
NOATBEPXKICHBI  pe3yJbTaTaMM, IIOJYYEHHBIMM B  XOJe MpPOBEIEHHUs
MCCIICOBAaHMH  (MCIIBITAaHUN) O0Opa3lOB  METUIIMHCKOrO  H3JeIHs, W
YBEOMJISIET O  IPUHATOM  pELIEHWH  MPOW3BOJMTENS WU  €ro
YIOJIHOMOYEHHOTO [IPeICTaBUTES.

8.B  cimyuae  HeycTpaHeHHS — NPOM3BOJUTENEM  HIH  €ro
YIOJHOMOYCHHBIM TPEJICTABUTEIEM B YCTAHOBJIEHHBIH YIOJHOMOYEHHBIM
OpraHOM  IOCyNapcTBa-4i€Ha  CPOK  OOCTOATENBCTB,  MOCTYKUBILIMX
OCHOBAaHUEM [UIsl TPHUHSITUS DPEIIEHUS O INPHOCTAHOBICHHU MPUMEHEHHUS
MEIUIUHCKOIO HM3JIeJHs, YIOJHOMOYEHHBI OpraH rocyaapcTBa-yjieHa
[NPUHUMACT PEIICHHE O 3alpeTe IPUMEHEHHS MEIUIIMHCKOIO WU3ZECIUs U
M3bATHH €70 U3 0OpalleHHs HAa TePPUTOPUH rOCYJapCTBa-dJIeHa.

9. YIIOJIHOMOYEHHBIH OpraH rocyapcTBa-4jieHa B cydae BhISIBIICHUS B
OOpalleHnd Ha TEPPUTOPUHM CBOEr0 TOCYAApCTBA KOHTPAahaKTHOrO HIIH
(pasbCHPUIMPOBAHHOr0  MEIMIMHCKOTO H3/Ie/Msl MPOBOAUT  CJieYIOIIHeE
MEPOIPUATHUS:

a) B TeueHHue 5 paboymx JHEH co IHS yCTAHOBJIEHWs NaHHOro (hakTa
YBEJIOMJISIET BIIAZ€Nbla (IIOCTAaBIIMKA M (WMJIM) MPOJABIA) MEIMIIMHCKOTO
M3JeNIHsE O HEOOXOJMMOCTH IIPEJACTaBJICHUS B YIOJIHOMOYEHHBIH OpraH

rocy/lapcTBa-4ieHa MEIULIMHCKOro H3Jeius (Mo  BO3MOXKHOCTH) H
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OOKYMEHTALIUHU, MO3BOJISAIOIIEH MASHTHPUIUPOBATh MEAUIIMHCKOE U3JENNe,
u (und) oOecreveHUs] HEOOXOAMMBIX YCIOBUEM ISl  HAEHTU(DHUKALAH
MEJIMIIMHCKOIO M3/IeNHs YIIOJHOMOYEHHBIM OPraHOM T'OCYJapCTBa-ujIeHa;

0) MpoOBOAMT UCHTU(DUKALIUIO MEJIULIMHCKOTO U3J1eIUSI
B COOTBETCTBMM C €ro MapKHPOBKOH, YIAKOBKOH M JOKYMEHTAIlHEH,
NO3BOJIAIONIEH UICHTUPUIMPOBATE MEAMIIUHCKOE U3JE/IME, B TOM YHCIE T10
CJIEYIOIIHUM IIPU3HAKAM:

HAaUMEHOBAaHWE W MECTO HAXOXKAEHHUS TNPOM3BOAMTENSA, CTpaHa
IPOUCXOXKIACHHS, BKJIOUYAs aJpec MecTa MPOM3BOACTBA MEIUIMHCKOTO
U3JICITHS;

HaMMEHOBAaHME MEJMIIMHCKOTIO U3JIEIIHS;

JlaTa U3rOTOBJIEHUS U CPOK FOJJHOCTH (CPOK CITYKOBI);

HOMED NMapTUH (CepuH, JIoTa);

YCIIOBHSI XpaHEHUSs (IKCILTyaTalliH);

MapKHPOBKa CIELMATbHBIM 3HAKOM 00pallleHus;

CBeJICHHss O peructpauuu B pamkax Coro3a (Homep u jara
PErMCTPAlIMOHHOTO  YAOCTOBEPEHMS, HAUMEHOBAHHE YIIOJHOMOYEHHOTO
OpraHa rocyaapcTBa-4jieHa, BbIIaBIIEr0 PETHCTPALIMOHHOE YIOCTOBEPEHHE);

CBEICHUS O  JIOKYMEHTE, YyCTaHABIHMBAIOUIeM TpeOOBaHUSI K
TEXHUYECKUM XapaKTEPUCTUKAM MEIUIMHCKOTO H3/1eiusl (IPH HATMYUK );

B) IPDUHMMAET pELICHHEe O 3alpere MPUMEHEHHUS W W3BATHH U3
obpalleHuss Ha TEPPUTOPUH TIOCYAAPCTBA-WiEHA KOHTPaQaKTHOrO WIIH
GanbcupUIMPOBaHHOTO MEAUIIMHCKOIO M3IEIIHS.

10. YosHoMoueHHBIH Oprad rocyiapcTBa-4ieHa B TeUeHrne 5 pabounx
JHEH CO JHs BbIABIEHHMs (paKkTa oOpalleHHs Ha TEPPHUTOPUH TOCYAAPCTBA-
4JieHa MEJULUUHCKOTO M3/EIHS, MIPE/ICTABISIIOIIEr0 ONACHOCTh I KU3HU U
(1) 370pOBBA  NIOAEH, HeLOOPOKAueCTBEHHOrO, KOHTPa(aKTHOI'O MM

(GanbcuQUUMPOBAHHOTO ~ MEIWLMHCKOTO  M3JeIMs  yBEJIOMISET  C
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UCIIOJIB30BAHUEM CPEJICTB MHTETPUPOBAHHOM HH(MOPMAIMOHHONW CHCTEMBI
Coro3a  yHmOJHOMOYEHHBIE OpraHbl  APYTHX  TOCYJApPCTB-YIEHOB |
EBpazuiicKkyr0 5KOHOMHMYECKYIO KOMHCCHIO O MpUYHHAX M CPOKax
IIPHOCTAHOBJIEHUSI WJIM 3alpera INPUMEHEHUs MEIMIIMHCKOTO H3ACIHS H
U3BATHS €ro U3 oOpallleH:s Ha TEPPUTOPUU T'OCY IapCTBa-4JIeHa.

11. YnionHoMOYeHHBIN OpraH rocyiapcTpa-ujieHa npu HeoOXOIUMOCTH
HapaB/IgeT 3ampoc ¢  MCIOJB30BAHUEM CPEACTB HMHTEIPUPOBAHHOM
nH(popMaLnoHHON cucteMbl Coro3a B YIIOJHOMOYEGHHBIH Oprad Jpyroro
rocyaapcTba-ujaeHa i NOJyYeHHs JOIOJHUTENbHBIX CBe/ICHUH, CBSI3aHHBIX
C (akTOM BBISBIEHHS MENUIIMHCKOIO W3JeNHusi, IPEeICTaBIIAIONIEro
ONACHOCTb Ul JKU3HM M (WMIM) 30pOBBS JIOJeH, HEAO0OPOKaueCTBEHHOTO,
KOHTpa(akTHOro Win (HaabCuPUIUPOBAHHOTO MEIUIIUHCKOTO M3IEIHS.

IlpencraBienne CBeJEHMH Ha OCHOBAaHMM YKa3aHHOIO 3arpoca
OCYIIECTBIISETCS YIIOJHOMOYEHHBIM OPraHOM rocyapcTBa-ujieHa B CPOK, He
IPEBBILIAIONIMHA 15 KaneHIapHbIX IHEH ¢ 1aThl MOJIy4YeHus 3amnpoca.

12. KonTpoJib UCIONIHEHN peLleHUH O IPUOCTAHOBICHUH HITH 3aIpeTe
IPUMEHEHHS MEJUIUMHCKOIO M3JeNus U U3BIATHM ero u3 oOpalleHHus Ha
TEPPUTOPHH  TOCYJapCTBA-Uj€HAa  OCYIIECTBIAETCS  YIOJIHOMOYEHHBIM
OpraHom rocy/J1apcTBa-4jeHa B opsaKe, YCTaHOBJIEHHOM

3dKOHOAATCIILCTBOM IoCyJapCTBa-4JICHA.




