NHOPOPMALNNOHHO-AHAIUTUYECKASA CIIPABKA
0 MOCJIeACTBUAX BJIUSAHMA NpPoeKTa peuieHus EBpasuiickoi
IKOHOMHUYECKON KOMHMCCHU HA YCI0BUA BEACHUA
NpeANPUHUMATENbCKOM A TeJIbHOCTH

HanmenoBanue npoekra pemeHus: «O TpeOOBaHUAX K MHCIEKTHUPYIOIIUM
OpraHu3alusaM, HaJeJsIeMbIM IMOJHOMOYHUSMHU MO MPOBEACHUIO WHCIEKIUN
MPOU3BOAUTENCH METUIIMHCKUX U3JETUN» (J1ajiee — MPOEKT pEIIeHus).

1. [IpoOnema, Ha pelieHre KOTOPOU HanpasiieH npoekT pemenus EDK:

KiroueBoil mpoOnemoil, Ha peleHrue KOTOPOM HaIpaBi€H HPOEKT
peuieHusi, SBISETCA  HEOOXOAMMOCTb  ONPENENICHUS  €OMHOOOPa3HbIX
TpeOOBaHUI K pecypcaM U KOMIIETEHTHOCTHM TIE€PCOHANIA SKCIEPTHBIX
OpraHu3aiuii, KoTopble OyAyT HAAENATHCS MOTHOMOYHUSMU O MPOBEACHUIO
UHCIEKIUNA NPOU3BOAUTENIE MEIUIMHCKUX H3IEJIMM HAa UX COOTBETCTBUE
TpeOoBanusiM K BHEAPEHUIO, TMOJJECPKAHUIO U  OLEHKE CHCTEMBbI
MEHE/DKMEHTa KadyecTBa MEIUIMHCKUX M3JEIUd B 3aBUCUMOCTH  OT
MOTEHIUAIBHOTO PUCKA UX NPUMEHEHUS, YTBEPKACHHbIX Pemenuem CoBera
EBpasuiickoii skoHoMuueckoi komuccuu oT 10 Hos0pss 2017 1. Ne 106,
IIOCKOJIBKY B HAcTOSIEE BpEMsI B rocyaapcrBax - wieHax Coro3a BONPOCHI
HAJICJICHUSI JKCIEPTHBIX OPraHU3alHil MOJHOMOYHUSMHU MO IPOBEICHUIO

HHCIICKTUPOBAHMA HC YPCT'YJIMPOBAHLI.

2. llens perynupoBaHus:

Llens npuHATHS IPOEKTA PEMICHUS 3AKIIFOYACTCA

B ONpPEICICHUN €IUHBIX TPeOOBaHUN K JIEITCIHBHOCTH OpraHHW3allNi,
HAEJAEMBIX ITOJHOMOYHUSIMHU IO MPOBEACHUIO WUHCIEKIAN MPOU3BOJIUTEIICH
MEIUIIMHCKUX U3JICIIMH, €MHBIX TPEOOBaHUH K pecypcaM U KOMIIETEHTHOCTH

IepCOHaa TAKUX OpraHu3alvu.
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3. 'pynima  nuri, Ha 3alUTy WHTEPECOB KOTOPBIX HAIMPABIICH MPOCKT
pemenust EOK:

ITpoekt pelieHus HaIpaBJeH B 1S 0:3% ) ouepeanb
Ha 3alllUTy UHTEPECOB OpraHM3allMi, MPETCHAYIONIMX Ha MOJyYEHHUE IpaBa
MPOBOJUTh HHCHEKIMK MPOU3ZBOAUTEICH MEIUIMHCKUX W3JCIUA Ha UX
cooTBeTcTBHE TpeOoBaHMSIM K BHEIPCHUIO, TOJICPKAHUI0O W  OICHKE
CHUCTEMbl MEHE/DKMEHTA Ka4eCcTBa MEAUIIMHCKUX U3JICJIMA B 3aBUCUMOCTH OT

IMOTCHIMAJIbHOI'O PUCKa UX IIPUMCHCHUS.

4. Anpecatbl  peryaupoBaHus, B TOM  4YHUCJI€  CYOBEKTHI
IpeANPUHUMATENBCKON IEATeTbHOCTH, U BO3JEHCTBUE, OKa3bIBAEMOE Ha HUX
peryaupoBaHUEM:

AJpecaTaMu peryJIUpPOBaHUS SABJISIIOTCS YIMOJHOMOYEHHBIE OpraHbI
FOCYJApCTBEHHOM  BJACTU  TOCYHAapCTB —  WIEHOB  EBpa3suiickoro
SKOHOMHYECKOIO0 COI03a W OpraHu3alud, MOpEeTeHAYIOIINE Ha MPaBo
IPOBOJIUTh WHCIEKUWU MPOU3BOJUTEICH MEAUIMHCKUX W3ACIUA Ha HUX
cooTBeTcTBUE TpeOoBaHMSIM K BHEIPEHUIO, MOJJCPKAHUIO U OICHKE
CHUCTEMbI MEHEPKMEHTAa KaueCTBa MEAUIIMHCKUX M3/IETUN B 3aBUCUMOCTH OT
NOTEHIIMAJILHOTO PUCKA UX PUMEHEHUSI.

PerynupoBanne mnpenycMaTpuBaeT YCTAHOBJICHHE €IMHBIX KPUTEPUEB
OLICHKU JIEATEIbHOCTU 3KCIEPTHBIX OPraHMU3allil, a Takke TpeOOBaHUH K UX
IIEPCOHAILYy U pecypcaM, Ha OCHOBAaHHH KOTOPBIX YIIOJTHOMOYEHHBIE OPraHbl
rocyaapctB — wieHOB (CoOro3a NPUHUMAKOT PEIIEHUE O HAJCICHUM TaKHX
AKCIEPTHBIX OPTaHU3aLHUNA COOTBETCTBYIOIINMH IIPaBaMHu.

5. CogepxaHue YCTaHAaBIMBAaE€MbIX JMJI1 aJpPECaTOB PEryJIHpPOBaHUS
orpannyeHui (00s3aTeIbHBIX MTPABUJT TIOBEJCHUS):

B paMkax BBOAMMOTO peryJMpoOBaHus MPEANOIATacTCs !
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YCTAaHOBUTH €IMHBIC TPEOOBAHUS IO COCTABJICHHUIO BCEr0 KOMILIEKCA
JOKYMEHTAIIMA WHCIICKTUPYIOIIEH OpraHW3aIiy, BKIIOYAs IOPUIUYECKUE U
JOTOBOPHBIE BOIPOCHI, YMpaBIEHUE OCECHPUCTPACTHOCTHIO, 3aMHUCIX O
COTPpYIAHHMKAX, OT4YETaX O pe3yJbTaTax HWHCICKTUPOBAHUS IPOU3BOCTBA,
oOMmeHe MH(popMammern MeXTy WHCIICKTHUPYIOIIEH opraHu3aimei (B ciydae,
€CJIM €€ POJIb BBIMOJIHSACT HE YIMOJTHOMOUYCHHBIH OpraH) M YIIOJTHOMOYEHHBIM
OpraHoMm, TpeOOBaHUIX K HH(POPMAIIHH, 3aITUCIX O MPOU3BOIUTEIIAX;

YCTaHOBUTH TPEOOBAHMS K OPTaHU3AIMOHHOW CTPYKTYpE OpTaHMU3aIliy
U €€ BBICIIIEMY PYKOBOJICTBY, COTPYJIHHKAM, y4acTBYIOIIHE B JAEATECILHOCTH
10 WHCIIEKTUPOBAHUIO TPOU3BOCTBA, MPUBJICUCHUIO BHEITHUX DKCIIEPTOB,
KOMITETCHTHOCTH COTPYIHHUKOB, TPeOOBaHMS K CHCTEME MEHEKMEHTa JIJIst
MHCITEKTUPYIOIINX OpTaHU3aIni;

YCTAaHOBUTh €IWHBIC TMOAXOAbl K TPOBEACHUIO WHCICKTHUPOBAHUIO
IIPOM3BO/ICTBA, aTeIIS UM u aHHYJTUPOBAHUIO MIOJTHOMOY U
WHCIIEKTUPYIOIIEH OpraHu3aIliu.

6. Mexanm3m  paspemieHusi NpoOJeMbl W JOCTIDKEHHUS  IIeNU
PETYIHMPOBaHUs, MPEAYCMOTPEHHBIN MpoekToM pemeHus EDK (omumcanue
B3aMMOCBSI3W  MEXJy TMpeajiaraeMbiM pETyJIUpPOBAaHHEM W  PElIaeMOi
poOeMoit):

JlocTikeHre 1eMd PEeryjaupoBaHusi OCYIIECTBIAECTCS C IMOMOIIBIO
onpeJieNieHuss TPeOOBaHWM K OpraHu3alusM, KOTOpble OyayT HaACNSIThCS
MOJIHOMOYMSIMU 110 MIPOBEJICHUIO MHCIIEKIIUN MPOU3BOIUTENEH MEIUIIMHCKUX
U3JIeNIMi HA UX COOTBETCTBUE TpeOOBaHUSIM K BHEIPEHUIO, MOAACPKAHUIO U
OIICHKE CHCTEMbl MEHEI)KMEHTa KadyecTBa MEIUIMHCKUX U3JCTUd B
3aBUCUMOCTH OT TOTEHIMAJIbHOTO PHUCKA WX TMPUMEHEHHS, M KOTOPhIE B
pe3yiabTaTe CMOTyT oOecleunBaTh OIIGHKY CHCTEMbl MEHEIKMEHTA

MPEINPUATAN METULMHCKOW MPOMBIIIIEHHOCTH Ha HAJICKAIEM YPOBHE.
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7/.CBeneHUsI O PACCMOTPEHHBIX aJbTEpPHATHMBAX MpPEIIaracMoMy
PETyJIIMPOBAHUIO.

C yuerom Ttoro, uro nyHkrom 3 Pemenust CoBera EBpaszuiickoi
skoHOMHUYeckor komuccuu «O TpeOoBaHMAX K BHEIPEHUIO, MOJIEPKAHUIO U
OLICHKE CHUCTEMbl MEHEIXKMEHTa KayeCcTBa MEJUUMHCKUX U3JEIUNd B
3aBUCUMOCTHA OT TOTEHIMAIBLHOTO pUCKAa UX MpuMeHeHus» oT 10 HosOps
2017 r. Ne 106, ObuUIO TIPEAYCMOTPEHO TMpPUHATHE TpeOOBaHUM K
VHCIIEKTUPYIOLIUM OpraHu3anysam EBpasurickon SKOHOMMYECKOU
KOMHCCHEMH, alIbTepHATUBHBIC TOAXO/bI HE PACCMATPUBAIIUCH.

Panee, npu mnoaroroBke mnpoekra TpeOoBaHUN K BHEIPEHUIO,
NOJAJIEP)KAHUIO U OIIEHKE CHUCTEMbl MEHEKMEHTa KaueCTBa MEIUIIMHCKUX
U3IeMi B 3aBUCUMOCTH OT TMOTEHIMAIBHOIO pHUCKA HMX MPUMEHEHUS
pENIarajioch ONPEAEIIUTh, YTO UHCIEKTUPYIOIIUMHU OPTAHU3ALUSMHA MOTYT
OBITh TOJBLKO FOCYJIAPCTBEHHBIE MTPEANPUSITHS, OTHAKO TAKON MOAXO0/ HE ObLI
NoJI/IepKaH EBpa3nuiicKorM 3KOHOMAYECKON KOMUCCHUEM.

B Hacrosmee BpeMst B rocymapcrBax - uineHax Coro3a BONPOCHI
HAJICJICHUSI JKCIEPTHBIX OPTraHU3alHlil TMOJHOMOYHUSMHU MO IPOBEICHUIO

HMHCIICKTUPOBAHMA HAa HAIMOHAJIbHOM YPOBHEC HE YPCT'YJIMPOBAHDI.

8. HopmaTuBHO-TIpaBOBOE OCHOBAHUE JIJIsl IPUHSTHS MTPOCKTA PEIICHUS
EOK:

Crates 31 JloroBopa o EBpa3uiickoM 3KOHOMHYECKOM COO3€
ot 29 mas 2014 roxa, nyHKT 2 ctaThu 3 CoryaiieHusi 0 €IUHBIX MPUHIUAMAX
U TpaBWiax oOOpaIlEHUS MEIWIIMHCKUX W3ACIUi (U3ACNUil MEIUIIHHCKOTO
Ha3HAYCHWS W  MEAWIIMHCKOW TEXHHWKH) B  pamMkax  EBpa3uiickoro
AKOHOMHUYECKOro coro3a oT 23 nekabps 2014 roma u nyHkT 3 Pemienus
Cosera EBpasmiickoii skoHomuueckord komuccun «O TpebGoBaHusIXx K

BHCAPCHUIO, INOAACPKAHHUIO KM OHLOCHKC CHCTCMblI MCHCIKMCHTA Ka4dCCTBa
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MCEINTIUHCKHUX I/IBZ[GJ'II/Iﬁ B 3aBUCHMOCTH OT IIOTCHHUAJIBHOI'O PHCKA HX

npumeHeHus» ot 10 HosaOpst 2017 r. Ne 106.

9. Chepa mnonnomounit EDK, K KOTOpOil OTHOCHTCS MPOEKT
pemenusa EOK:

PerynupoBanue oOpalieHuss MeTUIIMHCKUX U3JeMUid U (HOpMUpPOBaHUE
00IIero prIHKAa MEJIUIIMHCKUX M3nenii B paMkax Coro3a Ha OCHOBE €TUHBIX

aktoB EOK.

10. ®uHaHCOBO-KOHOMHUYECKUE TOCJEICTBUS MPUHATHUS TMPOEKTa
pemienust EQK it cyObeKTOB pe ANpUHUMATENBCKON AESTEIbHOCTH:

Jlonyck  MpOW3BOAMTENEH MEAMIMHCKUX M3JE€JIMA Ha  PBIHOK
rocymapctB - uieHoB Coro3a, a TakKe Ha BHEIIHWE PBIHKA CTPaH,
UCIIOJIB3YIOLIMX aHAJIOTMYHBIE MOJIXOJbl K TPEOOBaHUSIM B YAaCTU KadyecTBa

CUCTEMBI MEHEKMEHTA KAUEeCTBA MEIULIMHCKUX U3JIETIUH.

11. Ilpenmonaraemble CPOKH BCTYIUIGHHS TpoekTa pemieHuss EOJK
B CHITY:
[To wucreuennmun 30 KaJeHIApHBIX JHEW TOocie O(UIMATIBEHOTO

OnyOJIMKOBaHMSI.

12. Oxutaembliil pe3ysIbTaT PEryInpOBaHHUS:

IIpumenenne B  pamkax Coro3a  eauHBIX  TpeOOBaHUH K
VHCIICKTUPYIOIAM  OpPTaHU3AlMsIM, HAJCISIEMbIM  IIOJIHOMOYHSIMHU  II0
MIPOBEICHUIO UHCIIEKIIUN TPOMU3BOAUTEIICH MEAULIMHCKUX U3ICIINM, ITO3BOJIUT
MPUBJICYb K 3TOU JIEITCIHBHOCTH OpraHU3alllM, IMO3BOJISIONINE 00€CTICYMBATh
OLICHKY CUCTEMBI MEHEDKMEHTA MIPEATTPUSITHAN MEIUITMHCKOM

IMPOMBINIJICHHOCTH Ha HAAJICKAICM YPOBHC.
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13. Onucanue ombiTa TOCYIapcTB — WieHOB  EBpasuiickoro
DKOHOMMYECKOTO COK03a M MEXKAYHApPOAHOTO ONbITa PETyJIMPOBAHUSA
OTHOLICHUW,  SBJISIOMIMXCA  OpeaMeroM  mpoekra  pemenus  EOK
(c 060CHOBaHUEM €T0 MPOrPECCUBHOCTH U MPUMEHUMOCTH):

B rocynapcrBax - unenax Coro3a B Hacrosiee Bpemsi TpeOOBaHMI K
WHCIIEKTUPYIOIIUM  OpraHu3alysM, HAAEISIEMbIM  MOJHOMOYHMSAMHU  TI0
MPOBEACHUID WHCHEKIMA MPOU3BOJUTEICH MEIULIUHCKUX W3ACIUN, HE

CYLLECTBYET.

14. CBenenuisi O TPOBEACHUM IMYOJIMYHOTO OOCYXIEHUS IPOEKTA
pemenus EOK:

[IybnnuHoe 00CyXIeHrEe MPOEKTa PElIeHUsl MPOBOAWIOCH B TIEPUOJT C
11 ssaBaps no 10 ¢gespansa 2019 roxa.

[Ipoext pemieHusi, HUHPOPMALMOHHO-AaHATUTUYECKAs] CIpaBKa M
OMPOCHBIN JIUCT pa3MeIllleHbl Ha ouimaabHoM caiite Coro3a.

[lo pe3ynbraraMm myOJUYHOTO OOCYXKACHHUS TMOCTYNUJIM 3aMeyaHus
oT 5 ygacTHUKOB (2 pusndeckux ymna u 3 Jlenapramenra EJK).

N3 noctynuBmux 3amedanuii otkioHeHo 10 %, yuyTeHo ambo y4yTeHO

gactruuao — 90 %.

15. CBenenust 0 3aKIHOYEHUN 00 OIEHKE PETYIUPYIOLIETr0 BO3ICUCTBUS

Ha rpoekT pemrenust EJK:

16. Mnas wunbopmalys, OTHOCSIIASACSI, IO MHEHHUIO JerapTaMeHTa
EDK, oTBeTCTBEHHOr0 3a MOArOTOBKY npoekTa pemenus EDK, k ocHOBHbIM
cBelieHusIM o ripoekTe pemenuss E9K u (unu) o ero moaroroBke:

[Tpoext pemenns Komeruu paspadoran u ogo0peH padbodeit rpymnmnoit
no QopmMupoBaHu0 OONMX TOAXOJAOB K PETYIUPOBAHUIO OOpaIICHUS

MEIUIMHCKUX W3AEIUN B paMKax EBpasuiicKOro 3KOHOMHYECKOIO CO03a,
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B COCTaB KOTOpOﬁ BXOIAT MPCACTABHUTCIIM YIIOJIHOMOUYCHHBIX OpPIraHOB

rocynapcTs - uieHoB Coro3a U npecTaBUTEN OM3HEC-COOOIIeCTBRA.
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