NHOOPMALNOHHO-AHAJIMTUYECKASA CITPABKA
0 MOCJICACTBUSAX BJIMSHUSA NPOCKTA pPellleHUus
EBpa3uiickoii 53KOHOMUYECKOM KOMHUCCUU HA YCI0BUA
Be/JCHUS NPEeANPUHUMATEIbCKOM 1eATeIbHOCTH

HanmenoBanne npoekrta pemenus: O IlpaBunax npoBeaeHUs: TEXHUYECKUX
UCIBITAHUN  MEIUIMHCKUX  M3AeNud, TpeOOBaHUSIX K  YHNOJIHOMOYEHHBIM
OpraHu3alysM, HMMEIIMUM IpaBO  IPOBOAUTH TEXHUYECKUE  HUCIBITAHUS
MEIMIMHCKUX  M3JEIUM, a TakkKe  MOpAJKE  OLUEHKH  COOTBETCTBUSA

YIIOJITHOMOYCHHBIX OpFaHI/ISaHHﬁ OTHUM Tpe6OBaHI/I$IM

1. IIpoGnema, Ha pemieHHWE KOTOPOM HAMpaBlI€H NPOEKT pEeUIeHUs
Komuccum.

B rocymapcTtBax — wuneHax EBpa3uiCcKOro 53KOHOMHYECKOTO COIO3a
(1ajee COOTBETCTBEHHO — rocyaapcrBa-ujieHbl, Coro3), NMpU TOCYIapCTBEHHOM
perucTpany MEIUIMHCKUX MU3JIEIUH ¢ Lenblo Jonmycka Ha oomui peiHOK Coro3a
JEUCTBYIOT TMPOUEAYPHl OLICHKU HX 0€30MacHOCTH, KadecTBa U A(DPEKTUBHOCTH
MEIULUHCKHUX U3IEIHMN.

CornacHo cratbe 4 CoryameHuss O €AUHBIX NPHUHIMIAX W IpaBUIAX
oOpamieHusi MEIUUMHCKUX U3AeAui (M3Jenuii MEOUIMHCKOTO  Ha3HAYeHUS
U MEIUIMHCKOM TEXHUKH) B pamkax EBpa3suiicKOro 3KOHOMHYECKOTO CO03a
or 23 nexabpsa 2014 roga (mamee — Cornamenue) GopMoil MOATBEPKIACHUS
COOTBETCTBUSI MEIUIIMHCKOTO H3JeNns TpeOOBaHUSAM O€30MacHOCTH, KauecTBa
U 3(Q(}EKTUBHOCTU SABISETCA €ro perucTpanus yNOJIHOMOYEHHBIM OpPraHOM
rocyaapcTBa-ujieHa B cepe 3ApaBOOXpaHEHHUS.

MemuuuHckoe H3Aenne, He Npouleamee MNpPOUEAypy PperucTparu,
K BBIITYCKY B oOpainieHue B pamkax Coro3a He JOMyCKaeTcsl.

B nensx peructpauuu MpoBOIATCA, B TOM YHUCIIE TEXHHUYECKHE MCIBITAHMS
MEIULUHCKOTO U3AEIIHS.

Opgnako B HacTosIIee  BpeMsl  OpraHu3allMOHHbIE  TMOIXObI

K IIPOBCACHHUIO TCXHUYCCKHUX HCHLITaHHfI, Tpe6OBaHI/I$I K MCTOJaM
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U YCIOBHUAM IIPOBEJACHUS TEXHUYECKHX MCIOBITAaHUM, a Takke OQopMIIEHHE
pEe3yJIbTaTOB TEXHUYECKUX MCIBITAHUM paA3IUYalOTCs, YTO HE I03BOJISIET
B JIOJUKHOW MEpe OCYLIECTBISATh B3aUMHOE PU3HAHUE PE3YJIbTAaTOB MPOBEAEHHBIX
TEXHUYECKUX MCIBITAHUM MEIUMLIMHCKUX H3IEIUH B LEISIX HUX perucrpanuu
JUIS BBITTyCKa B oOparenue B pamkax Coro3a.

YcraHoBieHue enuHbIX B pamkax Coro3a mpaBuil MIPOBEACHHS TEXHUUECKUX
UCIBITAHUN T[O3BOJSIET YCTPAHUTh JaHHYIO0 MpoOJeMy, a Takke 00ecreduTh
MOJITBEPKJICHUE OE30MaCHOCTH MPUMEHEHHUSI METUIIUTHCKOTO U3EHs NallieHTaMU
U TIEPCOHAJIOM MEIULMHCKUX YUPEXKIECHUH JMOO BBIABICHUE YIPO3bl IS
UX KU3HU U 3J0POBbs TIOCPEICTBOM IIPOBEACHUS B XOA€ TEXHUUECKUX UCIIBITAHUN
OLICHKM COOTBETCTBUSI MEIUIMHCKOIO M3JENIUs YCTaHOBJIEHHBIM B pamkax Coroza
OO6mumM TpedoBaHusIM 6€301acHOCTH U 3(H(PEKTUBHOCTH METUITMHCKHUX U3/ICTUH.

2. Llenb perynupoBaHHs.

LensasMu npuHATUSA NpoeKTa perieHus Komuccuu SBISIOTCS YCTaHOBJIEHHUE
€AMHOIr0 IMOpsIIKA NMPOBEACHUS TEXHUUYECKUX HCIBITAHUN MEIULHUHCKUX W3IEIUI
U OLEHKH MX COOTBETCTBUSA YCTAHOBJEHHBIM TpeOOBaHUSAM O€30MaCHOCTU
U 3p(dEeKTUBHOCTH Al obOecrieyeHus O€30MacCHOCTH MAalKMEHTOB M IepCcOHaia
MEIUIUHCKUX YUPEKICHHUM.

3. I'pynma nwir, Ha 3alUTY HTHTEPECOB KOTOPHIX HAIIPABJICH MPOEKT PEIICHUS
Komuccun.

[Ipoekt pemenns Komuccuum HampaBieH Ha oOecrieueHHe TrapaHTH
0€30MacHOCTH MEIWLMHCKUX U3JeIUA [ KU3HM U 3/0pOBbs  JIIOJIEH,
B IIEPBYK0 OYEpelb Ha 3allUTy HHTEPECOB NALMEHTOB (KaK KOHEYHBIX
noTpeduTenel MEIUUMHCKUX W3JENH) M MEepCOHAa YUYPEKJIECHUU CHCTEMBI
3/IpaBOOXPAHEHUS.

4. AnpecaTsl pEryJINpOBaHMUS, B TOM quCie CyOBEKTBI
MPEANPUHUMATENIBCKON JIESITEIbHOCTH, U BO3JIEUCTBHE, OKa3bIBA€MOE HA HHX
PEryIUPOBAHUEM.

AJlpecataMy peryJIMpOBaHUS SBIISIIOTCS



OPOU3BOAMUTENN  MEAMIMHCKAX M3ACIUA W HUX  YINOJHOMOYEHHBIE
MPEICTaBUTEIIN;

OpraHu3alliyd, HMEIOIIME MPaBO MPOBOJUTH HCIBITAHUS MEIULIUHCKUX
U3JIeTUN B LENAX UX PErucTpanuu (UCTbITaTelbHbIE JlabopaTopuu (LEHTPHI),
aKKpEJIMTOBAHHBIE B YCTAHOBJIEHHOM MOPAJIKE);

OpraHu3alliH, OINpPEAEIICHHbIE YINOJHOMOYEHHBIMU OpraHaMu TOCYIapCTB-
YJICHOB B 00JIaCTH 3/IpaBOOXpaHEHUS! B KaueCTBE AKCIIEPTHBIX OpraHU3aiuil I
NPOBEJCHUS  AKCIEpPTU3bl  0€30macHOCTH, KadecTBa U 3(p(eKTUBHOCTH
MEJUIIMHCKUX U3JIETTUH B LENSIX UX PETUCTPALINH;

YIIOJIHOMOYEHHBIE OpraHsl roCyapCTB-4JICHOB B obnactu
3JIpaBOOXPAHEHUS, OCYIIECTBIISIOIME PETUCTPALIUIO METULIMHCKUX U3/IEIIUH.

5. ComepxaHue  YCTaHaBIMBAaEMbIX I  aJpecaToB  pEryJUpOBaHUs
OrpaHU4eHHI (00s13aTEIbHBIX MTPaBUJI IPOBEJICHNUS).

B pamkax perynupoBaHus HNPEIIoNaraeTcsi YCTaHOBUTD JUISL IPOU3BOAUTEIS
WIA €ro YIOJHOMOYEHHOTO IPEICTaBUTENs OOSA3aHHOCTh IPOBEICHUS IEpes
nojayeid B YINOJHOMOYEHHBIH OpraH TrocyAapcTBa-ujieHa B 00JlacTu
3pAaBOOXPAHEHUS  3asBJICHUS O  PErUMCTPAallMM  MEIHWIMHCKOTO  W3JEIUs
TEXHUYECKUX HCHBITAHUM MEIUIIMHCKOTO H3ENHsl Ha NpPEeIMET OLEHKU €ro
COOTBETCTBHUS TPeOOBaHUSIM 0€30MaCHOCTH, YCTAaHOBJIECHHBIM B paMkax Coro3a.

6. MexaHnusMm paspereHus: npoOaemMbl U JOCTHKEHUS LIeTU peryIupoBaHus,
PEAyCMOTPEHHBI MpOeKTOM pemieHuss Komuccun (onucaHue B3aUMMOCBSI3U
MEXIy MpeAJiaraeMbIM PETyJIUPOBAHUEM U PeIIaeMoi poOIeMoii).

[Ipoekr pemenuss Komuccun ycTaHaBiuMBaeT e€AMHbIE TpeOOBaHUs
K TPOBEACHUI0 TEXHUYECKHX MCHBITAHUA MEIUUMHCKUX U3JEINi, a Takke
TpeOOBaHMsI K OpraHu3anusM (UCHBITaTeIbHBIM JabopaTopusM (LIEHTpa)),
OCYUIECTBIISIOIIMM TEXHUUYECKHE HCIBITAaHUS, U TMOPSIJAOK OLUEHKH COOTBETCTBUS
JTAHHBIX OpraHU3AlMKA YKa3aHHBIM TPEOOBaHUSIM.

7.CBegeHMss O  PACCMOTPEHHBIX  aJbTEpPHATHUBAX  IPELJIAracMoMy

pEryJIupOBaHHUIO.
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B coorBerctBum ¢ CornameHueM  albT€pHATHB  NPEAIAraeMOMY
PEryJIIMPOBAHUIO HE UMEETCHI.

8. HopmaTuBHO-TIpaBOBOE€ OCHOBAHHWE IS TMPUHATHS TPOCKTA PEIICHHS
Komuccun.

Cratbss 31 [oroBopa o EBpa3uiickoM 53KOHOMHYECKOM  COMO3€
ot 29 mas 2014 rona u cratea 4 Cornamenus, nyHKTel 105 n 106 OyHkuumii
u nosHoMounii CoBera EBpa3uilckoil 5JKOHOMUYECKON KOMUCCUU, YCTAHOBJIEHHBIX
npwioxenueM Ne 1 k Pemennro Beiciero EBpazuiickoro 5kOHOMUYECKOTO COBETA
or 23 nekabps 2014 1. Ne 98 «O Pernamente pabotel EBpasuiickoit
YKOHOMHUYECKOM Komuccumn», Pemenne Boicuiero EBpazuilckoro 3KOHOMHUYECKOTO
coeta oT 23 nekabps 2014 r. Ne 109 «O peanuzauuu CornameHust O €JUHBIX
OpUHIIMIAX W MpaBWiIax oOOpamieHus METUIUMHCKUX U3Jenuil  (u3menuit
MEJIMIIMHCKOTO HA3HA4YC€HUs M MEIUIMHCKOM TEXHUKH) B pamkax EBpazuiickoro
DKOHOMHUYECKOI'O CO3a».

9. Cdepa nomnomounit Komuccun, K KOTOPOH OTHOCHUTCSI TIPOEKT PEIICHUS
Komuccun.

PerynupoBanue oOpallieHus MEAMIIMHCKUX U3Aeauid U (HopMupoBaHue
00111eT0 pbIHKA MEIUIIMHCKUX U3/enuid B pamkax Coro3a.

10. ®uHAHCOBO-PKOHOMHYECKHUE MOCIICICTBHS MPUHATHS MMPOCKTA PEIICHUS
Komuccun 1151 CyOBEKTOB MPEANPUHUMATENECKOM IEATETbHOCTH.

Bo3MoxHbIe 3aTpaThl CyOBEKTOB MPEANPUHUMATENHCKONW AEATEIbHOCTH
(mpou3BoUTENEH  MEAMIIMHCKUAX  M3JENHiI), CBS3aHHbIE C TMPOBEJICHUEM
TEXHUYECKUX UCIBITAHUA MEAUUMHCKUX W3ACIUN B MLENSIX HMX PErUCTPaLUU
B pamkax (Coro3a, HE MPEBBICAT 3aTPaT, CBI3aHHBIX C MPOBEACHUEM TEXHUYECKUX
WCOBITAHUA B LEMAX CYLIECTBYIOIIEH B HACTOALIEE BpeMs IPOLEIYPHI
perucTpanvu MEIULIMHCKUX H3JEeTUN sl OOpallleHusT Ha TEePPUTOPUM OJHOTO
13 TOCY/IapCTB-UYJICHOB.

Takum 00pa3om, BMECTO OIJIAThl HM3ACPKEK, CBSI3AHHBIX C MPOBEICHUEM
HECKOJIbKUX TEXHUYECKUX MCIHBITAHUNA MEIUIMHCKOTO u3Aeaus (B KaxaoM

n3 FOCYI[apCTB-‘-IJ'IeHOB), IMPOU3BOAUTCIIb MCAUMIMHCKOI'O H3ACIHA OINIAYMBACT
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TOJIBKO OJIHY MPOLEAYypY MPOBEACHUS TEXHMUECKUX HCIBITAaHUM, MPOBEIECHHBIX
B JII00OOM M3 TOCYAapCTB-UYJICHOB.

Kpome  muHMMHU3anmmu  (UHAHCOBBIX  HW3ACPKEK  MPOU3BOIUTEICH
METUIMHCKHUX U3JIeNTUI B X0/I€ TOCTYIa Ha 00muid peiHOK Co103a ONTUMU3UPYETCA
mpoleaypa  PEeTUCTpAalii  MEOUIIMHCKUX  HM3JeNWiA 32  CY4eT  TOro,
YTO YIIOJTHOMOYCHHBIC OPTaHbl B3aWMHO MPHU3HAIOT PE3yJbTaThl MCCIECIOBAHUN
(uctpITaHUi), OAKCHEPTU3bl  0e30MacHOCTH, KadecTBa H  A(QPEKTUBHOCTH
MEIUITMHCKUX ~ W3JENHM, TIOJIyYeHHbIE B  XOJIC BBINOJTHCHHUS  MPOIEAYP
UX PpErucTpalyy, MpU YCIOBHUU, UYTO OHU BBIMOJHEHBI B COOTBETCTBUU
c TpeOOBaHUSIMU U MIpaBUJIaMH, YCTAHOBIIEHHBIMH B pamkax Coro3a.

B pesymprare MpOW3BOAMTENH  MEIUIIMHCKOTO  W3ACIHS  IOJIyYaeT
YIOPOUIEHHBIN MOCTYI Ha o0l peiHOK Coro3a (Ha phIHKH FOCYJapCTB-WIEHOB) C
Oomnee HU3KUMU BPEMEHHBIMHU u MaTepHATbHBIMA 3aTpaTamu,
YyeM B CIly4ae€ pPEruCTpallid MEAUIIMHCKOTO U3JIETUsl OTIAEIBHO B KaXIOM
U3 rOCYJJapCTB-UJICHOB.

11. TlpenmosaraeMble  CpPOKH BCTYIUICHUS TMpoeKkTa pemeHns Komuccnun
B CUITY.

1 suBaps 2016 roxa.

12. OxkuaeMbIii pe3yJIbTaT PETyIHPOBAHMUS.

OOGecrieueHre  0€30MACHOCTH  MPUMEHEHUS  MEIUIMHCKMX — W3JICIUH,
npeaHa3HaYeHHBIX JJIsi CBOOOAHOrO oOpamieHus B pamkax Coro3a, a Takke
CHU)KCHHE PHCKOB, CBSI3aHHBIX C TIPOSBICHHEM TIOOOYHBIX  JCHCTBUSAX
U HEXKEJIAaTeNbHBIX PEaKIUsIX MPU MPUMEHEHUH METUIIUHCKUX U3/ICTIUH.

13. Onmcanue ompITa TOCYIapCTB — WiEHOB EBpa3suilckoro "3KOHOMHUYECKOTO
COI03a M MEXKIYHAPOJHOTO ONBITA PETYJIMPOBAHUS OTHOIICHHM, SIBIISIONIAXCS
peIMETOM MpoekTa pemieHus Komuccnu (¢ 000CHOBaHHEM €ro TPOTPECCUBHOCTH
Y IPUMEHUMOCTH).

B 3akoHOmaTeNnbCTBE TOCYAApCTB-YJICHOB HMMEETCS OMPENEICHHBIN OIBIT
OpraHW3allid M TPOBEACHUS TEXHUYCCKUX HCIBITAHUN MEIUIIMHCKUX W3IETHH

B ICJIX UX PCTUCTPALMH.
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Tak, HampuMmep, NPOBENEHUE TEXHUYECKUX HCIBITAHUM MEIULIUHCKHAX
W3JICNIAN B LENSAX UX PETUCTPALlMU YCTaHOBJICHO:

B Pecnybnuke bemapyce — crateeit 39-1 3akona PecmyOnuku bemapych
or 18 wmroHa 1993 1. Ne 2435-XII «O 3ppaBooxpaneHun», IlonmoxxeHuem
O TOCYIAapCTBEHHON peructpanuu (MepeperucTpanuu) U3AeIUid MEIUIIMHCKOTO
Ha3HAYEHUS U MEIULMHCKON TEXHHUKH, YTBEPXKICHHBbIM MocTaHoBieHneM CoBera
MunuctpoB Pecniyonuku benapych ot 2 centsiops 2008 r. Ne 1269;

B Pecniybnuke Kazaxcran — crateeit 73 Kogekca PecriyOnuku Kazaxcran ot
18 centsiops 2009 r. Ne 193-IV «O 3mopoBhe Hapoia U CHUCTEME
3IpaBOOXPAHEHUS, [IpaBmiamu roCyJ1apCTBEHHOM perucTpanuu,
NEPEPETUCTPALIMM U BHECEHUS W3MEHEHUM B PErHCTPALMOHHOE JIOChE W3IEIHS
MEJIMIIMHCKOTO HA3HAYECHUS U MEAUIIMHCKON TEXHUKH, YTBEPKICHHBIMU MPUKA30M
MunucrepcTtBa 3apaBooxpanenus Pecnyonuku Kazaxcran ot 18 Hosi0ps 2009 .
Neo 735, IIpaBriiamu IpoBEAECHUS SKCIEPTU3BI U3IECIINA MEAUIIMHCKOTO Ha3HAYEHUS
U MEIUUUHCKOM TEXHUKH, YTBEPKICHHBIMU IMpUKa3oM MHUHHUCTEPCTBA
3npaBooxpaneHus Pecnybnuku Kazaxcran ot 18 Hos0ps 2009 r. Ne 736;

B Poccuiickoii @enepanuu — cratbeil 8 DenepanbHoro 3akoHa Poccuiickoi
®enepauuu ot 21 HosOpst 2011 r. Ne 323-03 «OO0 ocHOBax OXpaHbl 30POBbS
rpaxkaal B Poccniickont denepaunny», [IpaBunamMu rocyaapCTBEHHON perucTpanun
MEIMIMHCKUX HW3AENHI, YTBEPKICHHBIMU IMOCTaHOBIIeHHEM [IpaBuTENnbCTBA
Poccuiickoit @eneparuu ot 27 nexkadbps 2012 r. Ne 1416.

Kpome Toro, B rocymapcTBax-wjieHax HMEIOTCS  OpraHU3aluu
(ucpiTaTenbHbie JTabopaTopuu (LIEHTPHI)), B cdepy ACSITEIBHOCTH KOTOPBIX
BXOJUT TPOBEJACHUE  HUCHOBITAaHUN  (BKIJIIOYas  TEXHUYECKHE  MCIBITAHMS)
MEIUIMHCKUX U30CITUH.

B mHnacrosmee Bpems B pamkax Coro3a 3aBepuiaercs (popmupoBaHue
EnuHoro peectpa OprasoB 1O  OLEHKE  COOTBETCTBUSA  EBpasuiickoro
PKOHOMHUYECKOT0 coro3a (B TOM 4UHCI€ OpPraHoB IO cepTU(UKALUH,
UCIIBITaTeNIbHBIX JabopaTopuil (LIEHTPOB)), B 00OJACTh AKKPEIUTALUMU KOTOPBIX

BXOZIAT, B TOM YHMCJIC IIPOBCACHUC HCIIbITAaHUHN MCAHMIMHCKHUX HBﬂeHHﬁ.
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14. Ceaenus o MPOBEACHUM MYOJUYHOTO OOCYXKJICHHS MPOEKTa PeIIeHUS
Komuccun.

Hara pasmemenus: 22 utons 2015 rona.

ITpoekr pasmernieH o cebuike: https://docs.eaeunion.org/ru-ru/Pages/DisplayRIA.
aspx?s=e1f13d1d-5914-465c-835f-2aa3762eddda&w=9260b414-defe-45cc-88a3-eb5¢7323
8076&I=d70984cf-725d-4790-9b12-19604c34148c&EntitylD=418.

Cpoxk nipeacrasieHus npeayioxennii: 30 1Hen.

Croco0 mpencTaBineHUs MPENJIOKEHUH K TMPOEKTy pemieHus Komuccuu
U MHGOPMALIMOHHO-AHAIUTUYECKON CIpaBKe, a TaKKe 3allOJIHEHUS OMPOCHOIO
JUCTA: C HCIOJB30BAaHUEM COOTBETCTBYIOIIETO CepBHCa OQUIMATBLHOTO CcailTa
Coro3za.

B pamkax myOiam4HOTO 00CYXJIEHUS MOCTYIWIHM MPEUIOKEHUST 0T ApOHOBa
Anaromusi MapkoBuya (CuOHUUNIIMT), IloranmoBa Muxauna BanepreBuua
(Accommarus  MexayHaponueix IIpowsBoguteneit MeAuUIMHCKUX — U3IETUI),
HeuaeBa Bukrtopa HuxonaeBuuya (Accoumanus I[IpousBomureneit Cpencts
Knunnueckoi JlaGoparopHoit JInarHoCTUKM), bekemiena baypxana
beiicenbaeBnua (JlemapraMeHT pa3BUTHSA NPEANPUHUMATEIBCKON J1EATEITbHOCTH
EBpa3uiickoil SJKOHOMUYECKOM KOMUCCHUH ).

15. CBeneHus 0 3aKiatOYeHUU OO0 OLIEHKE pEryJIHpYHOUIEro BO3JACHCTBUS
Ha NpoekT pemeHus Komuccum.

16. Unass wumHpOpMaImsa, OTHOCAMIAsCSI, MO MHEHHUIO JernapTaMeHTa
Komuccuu, OTBETCTBEHHOT'O 3a MOATOTOBKY MPOEKTa peleHus
Komuccun, K OCHOBHBIM CBEACHUSIM O TIpoekte pemeHus Komuccun
U (W) O ero MOArOTOBKE.

[Ipoext pemenus Komwccum paspabotan u omoOpeH paboueld Tpymnmoi
no (QopmMupoBaHHI0 OOHIMX TOAXOJOB K PEryJMpOBaHUIO  OOpalleHus
MEIULMHCKUX M3IEIUM B pamkax EBpasuiiCKOro 3KOHOMHYECKOIO COHO3a,
chopmupoBannorr npu Kommerun Komuccuu, B cOCTaB KOTOPOM BXOISAT
MPEJACTABUTENIM  YIIOJTHOMOUYEHHBIX OPraHoOB TOCYJapCTB-WICHOB M OW3HEC-

coo01IecTBa.



