MOACHIOBAJIBHA 3AIIMCKA
10 MPoeKTy HaKa3y MiHicTepcTBa 0X0poHH 310poB’st Ykpainu «Ilpo
BHECEHHs 3MiH 10 Haka3y MiHicTepcTBa 0XOPOHHM 310POB' YKpaiHu
Bix 23 BepecHs 2009 poky Ne 690»

1. Pe3rome

VY I0CKOHAJIGHHS CHCTEMHU Oprasizailii MpoBEeACHHS KIIHIYHUX BHUIPOOYyBaHb
JiKapCchKHUX 3ac001B B YKpaiHi.

2. IIpo6aema, sika moTpedye po3B'A3aHHSA

VY 3B’s3Ky 13 mpuiHATTSAM €BpomneiicbkkuMm Coro3om HOBoro Pernmamenty (€C)
Ne 536/2014 E€sponeiickkoro Ilapnamenty Tta Pamu Big 16.04.2014 «lomo
KJIHIYHUX BUIPOOYBaHb JIIKAPCHKUX 3aCO01B AJIS JIFOJMHU, 10 CKAacoBye /[upekTuBy
2001/20/€C» (mnani — Pernament €C), axuit Oyae CupuiaTi yA0CKOHAJICHHIO CUCTEMH
oprasizaiiii MpOBEJICHHS KIIHIYHUX BUIPOOYBaHb JIIKAPCHKUX 3acO0IB B KpaiHax
€Bpornericbkoro Coro3y Ta BIOCKOHAJICHHIO MPOBEJACHHS KIIIHIYHUX BHMPOOYBaHbL B
iHIUX KpaiHax. OCKUIBKHM, TPOBEJACHHS MIDKHAPOJHUX KIIHIYHUX BHUIPOOYBaHb
HOBUX, IHHOBAIIMHUX, 37€0IIBIIOTO JIKAPCHKUX 3ac00IB  010TEXHOJIOTTYHOTO
MOXO/DKEHHS M0 €JIWHUM CYYacHMM TIpaBWUjiaM, JO3BOJUTH 3aCTOCOBYBAaTH B
MEAMYHIA TPaKTHIl TaKi JiKapchKi 3aco0M BXKE Ha eTami KIIHIYHUX BUIPOOYBaHb.
Takuit miAX1g A03BOJUTH 3a0€3MEUUTH  HOBITHIMH npernapaTamu oci0, sKi
CTpaXJAl0Th Ha TSOKKI OHKOJIOT14HI, MCUXIaTPUYHI, TAaCTPOCHTEPOJOTriYHI Ta 1HIII
3aXBOPIOBaHHS, B TOMY YHCI1 AITeH PI3HUX BIKOBUX KaTETOPIH.

3. CyTh NpPOEKTY aKTa

BreceHHsAM 3MiH 10 HOPMATMBHHUX JOKYMEHTIB IIOJO MPOBEIEHHS KIIHIYHUX
BUNPOOYBaHb B YKpaiHi BIAMOBIAHO JO MDKHAPOJIHUX BUMOT, a caMme 10 PerinameHty
€C Tta pexomenpaiiit [CH GCP, 110 cTOCYIOThCS TEXHOJIOT1H MPOBEICHHS KITHIYHUX
BUNPOOYBaHb TIPOIICCIB  YNPABIIHHA pPU3MKaAMH, MOXJIUBICTh BUKOPHUCTAHHS
CJICKTPOHHOTO 3alKCy JaHWUX Ta 3BITHOCTI, SKI HEOOXigH1 1Jia 3a0e3IeueHHs
BCEOIYHOTO 3axXHUCTy JOCHIKYBaHUX Ta HAAINMHOCTI pe3yJbTaTiB KIIHIYHOTO
BurnpoOyBanHs, 1o Oynu BHeceHi B HacranoBy «Jlikapceki 3acoOu. Hanexna
kiaiHiyHa npaktuka. CT-H MO3 Ykpainu 42-7.0:2008», 3aTBepmakeny Hakazom MO3
Vkpainu Big 16.02.2009 Ne 95 (mami — HacrtanoBa), Ta 3 METOI yJAOCKOHAJICHHS
CHUCTEMH Opraizallii MpOBEACHHS KIIHIYHUX BHUMNPOOYBaHb JIIKAPCHKUX 3acO0IB B
VYkpaini, BUHUKJIA HEOOXIIHICTh mpuBeacHHs Ilopsnky mNpoBeAEHHS KIIHIYHUX
BUMNPOOYyBaHb JIKAPCBKUX 3acO0IB  Ta EKCHEPTU3M MaTepialiB  KJIIHIYHHUX
BUIIPOOYyBaHb, 3aTBep/ukeHoro HakazoM MO3 Vkpainum Big 23.09.2009 Ne 690,
3apeectpoBaHoro B MinicTepctBi toctumii Ykpaiau 29.10.2009 3a Ne 1010/17026
(mami — Ilopsaok), Ta TUMOBOro MOJOXKEHHS MPO KOMICii 3 MUTaHb €TUKH TMpHU
JIKyBaJbHO-NPOITAKTUYHUX 3aKIaAaX, Y SIKUX MPOBOJATH KIIHIUHI BUIIPOOYBaHHS,
3aTBepKeHoro Hakazom MO3 VYkpainu Big 23.09.2009 Ne 690, 3apeectpoBaHOro B
MinictepcTtBi toctumii Ykpaiaum 29.10.2009 3a Ne 1011/17027 (mami — Tunose
MOJIO’KEHHS ), Y BIIMOBITHICTH /10 TAKUX 3MIH.

4. Bt Ha 010/KeT



Peanizaiiisi mpoekTy akTta He MoTpedye A0JaTKOBUX (PiHAHCOBHX BHUTpaT 3
JHepkaBHOTO OOHKETY YKpaiHH.
5. Ilo3uuisi 3aiHTepecOBAHUX CTOPiH

[TpoexT akta moTpeOye KOHCYNbTAllld 13 3alHTEPECOBAHMMHU CTOPOHAMH. 3
METOI0 OTPHUMAaHHS 3BOPOTHOTO 3B'SI3KY MPOEKT HaKa3y MOTpedye OMPIIIIOIHEHHS Ha
odimiitHomy BebOcaiiti MO3 VYkpainm www.moz.gov.ua i TPOMaJChKOro
0OrOBOPEHHS.

[IporHo3 BmMBY peami3allli MPOEKTY aKTa Ha KIIOYOBI  1HTEpecH
3alHTEPECOBAHUX CTOPIH JOJAETHCS.

[IpoexkT akTa HE CTOCYeThCS MUTaHb  (YHKIIOHYBAaHHS  MiCLIEBOTO
CaMOBpSIyBaHHs, MpaB Ta IHTEPECIB TEPUTOPIATbHUX TpOMaj, MICIIEBOrO Ta
PEriOHaIBLHOTO PO3BUTKY.

[Tpo€eKT aKkTa He CTOCYETHCS COLIANBHO-TPYA0BOI chepH.

[IpoekT akTa cTOCyeThcsi chepr HAyKOBOI Ta HAYKOBO-TE€XHIYHOI MisSTBHOCTI,
ToMy noTpedye noro/pkeHHs 3 HaykoBuM komiterom HamioHansHOT paau 3 nuTaHb
PO3BUTKY HAyKH 1 TEXHOJIOT1H.

[IpoexT akta moTpeOye moromkeHHs 3 HallloHaThbHOIO aKaJeMier0 MEIMYHUX
HayK YKpaiHH.

6. IIporno3 BiiMBy

3a mpeaMeToM MPaBOBOTO PETYIIOBAHHS peajizailisl MPOEKTY aKTa HE MAaTHME
BIUIMBY Ha:

PO3BUTOK PEriOoHIB, MiJABUIIEHHS YU 3HUXKEHHSI CIIPOMOKHOCTI TE€PUTOPIaTbHUX
rpoMa;

PUHOK TIparli, piBeHb 3aHITOCTI HACEJIEHHS,

o0csT NpUPOTHUX PECYPCIB, PIBEHb 3a0pyAHEHHS aTMOC(EPHOTro MOBITPS, BOJIH,
3eMeJib, 30KpeMa 3a0pyJHEHHs YTBOPEHUMU BIIXOJaMH;

€KOJIOT1I0 Ta HAaBKOJIMILIHE TPUPOTHE CEPEIOBHUIIIE.

[Tpo€ekT akTa BIJIMBAa€ Ha PUHKOBE CEPEIOBHIIE, 3a0€3MIEUEHHS IHTEPECIB 1 TPaB
rpOMasiH Ta CyO’€KTIiB TOCHOJApIOBaHHS, a TaKOXX Ha TPOMAJChKE 30pOB’S,
MOKpAIIIEHHS CTaHy 3[0POB'S HACEJICHHS, OCKUIBKM BIOCKOHAJICHHS IPOBEICHHS
KJIHIYHUX BUNPOOYBaHb CHPHUSATUME 3a0€3MEYCHHIO HOBITHIMHM Mpernaparamu
MAII€HTIB, K1 CTPAXKIAIOTh HA TSHKKI 3aXBOPIOBAHHS.

7. llo3uuisi 3aiHTepecOBAaHUX OPraHiB

[IpoexT akta morpedye moropKeHHsS 3 Jlep:kaBHOIO PEryIsITOPHOIO CIyKO0O0r0
VYkpainu, AHTHUMOHONOJBHUM KOMITETOM YKpaiHu, YmnoBHOBakeHUM BepxoBHOI
Pamu 3 mpaB mroauHU Ta mijuisArae aep:kaBHIN peecTparii B MiHICTEpPCTBI FOCTHIIIT
Ykpainu.

8. Pu3zukm Ta o0MekeHHs

VY mpoekTi akTa BiJCYTHI IMOJIOKEHHS, K1 MICTSATh O3HAKW AUCKpUMIHAII, a
TOMY BIJCYTHS HEOOXITHICTh MPOBEJICHHS TI'POMAJCHKOI aHTHUIUCKPUMIHAIINHOT
EKCIEPTHU3H.

VY npoekTi aKTa BiJICYTHI MOJIOXKEHHS, SKI BIUIMBAIOTh Ha 3a0€3IICUCHHS PIBHUX
OpaB Ta MOXJIMBOCTEH JKIHOK 1 YOJIOBIKIB, a TOMY BIACYTHS HEOOXIJIHICTb
MIPOBENICHHSI OIIHKU T€HIEPHOTO BIUTMBY MPOEKTY aKTa.



VY mpoekTi akTa BIACYTHI MpaBuia 1 NPOUEAYyPH, SIKI MOXKYTh MICTUTH PHU3UKHU
BUYMHEHHSI KOPYMIIIHHAX MPAaBONOPYIIEHb.

[Tpoext akta He MOTpPedye MpPOBEACHHS MUQPPOBOI EKCHEPTHU3H Ta OTPUMAHHS
BHUCHOBKY MiHII(pU PO MPOBEIeHHS UPPOBOI EKCIIEPTU3H, Y 3B 3Ky 3 THM, IO
IPOEKT HE CTOCYEThCS TMHTaHb iHQOpMaTH3allii, EJIEKTPOHHOTO YypsIyBaHHS,
dbopMyBaHHS 1 BAKOPUCTAHHS HAIlIOHATBHUX €JIEKTPOHHUX 1H(POPMAIITHIX PECypCiB,
pPO3BUTKY 1H(OPMAIIHHOTO CYCIUIBCTBA, E€IEKTPOHHOI JEeMOKpaTii, HaJIaHHS
aZIMiHICTPAaTUBHUX MOCIYT 200 IU(GPOBOrO PO3BUTKY.

9. ITincTaBa po3po0/IeHHS POEKTY aKTa

[Tpoext axTa po3pobieHO BiAMOBINHO A0 crarted 7,8 3akoHy Ykpainu «Ilpo
JiKapchKi 3acobm», monoxkeHb Permamenty €C Ta monoxenb Hacranosw,
JleTanbHOTO KEpIiBHMIITBA IIOJ0 3alHUTy 0 KOMIIETEHTHHX OpraHiB MPO HaJaHHSI
JI0O3BOJIy Ha KIIIHIYHE BUMPOOYBAHHS JIKAPCHKOTO 3aco0y JUisi BUKOPHUCTaHHS Y
JFIOAVHHM, TOBIJOMIICHHS MPO CYTTEBI TOMPaBKH Ta JACKIAPAI0 MPO 3aKiHYCHHS
BunpoOyBanus (CT-1) (2010 / C 82/01), HupextuBu 2005/28/€C Big 08.04.2005
«I1lo BcTaHOBIIOE 3acaay Ta E€TaTbHI HACTAHOBU HAJIEKHOI KIHIYHOI MPAKTUKH, IO
CTOCYETBCS JTOCHITHUIBKUAX JIKAPCHKUX 3ac00iB UIsi BUKOPUCTAHHS JIOABMH, a
TaKO)X BUMOTM JO HaJaHHS JO3BOJy Ha BUTOTOBJIECHHS abo0 IMIOPT TaKuX
npoayktiBy, upextuBu 2003/94/€C Bim 03.02.2003 «3 BUKIAIOM TPUHIUIIB 1
HOpPM HaJIe)KHOI BUPOOHHUYOI MPAKTUKU IIOAO JIKAPCHKUX 3acO0iB JIsi BXXUBAHHS
JIOABMU Ta JOCTIAHUX JIKAPCHKUX 3aCO0IB IS BXKUBAHHS JIIOJABMI» Ta 3 METOIO
YIOCKOHAJIGHHSI CHUCTEMH Oprasizamii mpoBEAEHHS KIIHIYHUX BUIIPOOYBaHb
JIKapChbKUX 3ac00iB B YKpaiHi.

MinicTp oxopoHu
30pPOB’sl YKpPaiHu Makcum CTEITAHOB
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