MNOACHIOBAJIBHA 3AIIUCKA
10 npoekTy nocranoBu Kadinery MinicTpiB YKkpainu
«IIpo 3aTBepa:keHHs1 TeXHIYHOr0 perJiaMeHTy 040 MeIUIHUX BUPOOIB»

1. Meta

MeTtoro npuitHATTS npoekTy noctaHoBu Kabinery MinictpiB Ykpainu «IIpo
3aTBEpHKEHHST TeXHIYHOTO PErjaMeHTy I0JI0 MEIWYHUX BUPOOIB» (1ajai — MPOEKT
aKTa) € TapMOHI3aIlisl 3aKOHOAABCTBA YKpAiHU 3 MUTaHb TEXHIYHOTO PETYJIIOBAaHHS B
chepi Meaumunux BHpoOiB 3 Permamentom (€C) Ne 2017/745 €Bpomneiicbkoro
[Tapnamenty Ta Pagu Bin 5 kBiTHS 2017 poky 1po Meau4H1 BUPOOU, BHECEHHS 3MiH J10
Hupextusu 2001/83/€C, Permamenty (€C) Ne 178/2002 1 Permamenty (€C)
Ne 1223/2009 ta ckacyBanns JupexktuBu Pamu 90/385/€EC 1 93/42/€EC (mami —
Pernament (€C) Ne 2017/745), Tta, sk pe3ynabTaT, YCyHEHHS IOPUIUYHUX,
aJIMIHICTPaTUBHUX Ta TEXHIYHUX Oap’epiB y cdepl MEAUUYHUX BUPOOIB, 3a0€3MEUECHHS
0e3meyHoCcTI Ta €(PEeKTUBHOCTI HAJaHUX HA PUHKY YKpaiHU MEIUYHUX BHUPOOIB,
IMIUIEMEHTALIl CYyYaCHUX €BPOIEUCHKUX MIJIXOJIB 10 KOHTPOJIO 32 OE3MEYHICTIO 1
e()EKTHUBHICTIO MEIUYHUX BUPOOIB Ta 3aM00IraHHs pU3HKaM NOTPAIUISTHHSA HA PUHOK
VYkpainu HeOe3neuHnx, Hee(PeKTUBHUX Ta (PanbCru(PIKOBAHUX MEAUYHUX BUPOOIB.

2. O0rpyHTYBaHHS HEOOXiAHOCTI NPUIHATTA aKTa

VYrona npo acowmiamiro MiK YKpaiHOIO 3 OJHIET CTOPOHH, Ta €BpONEHCHKUM
Coro3zom, €BpornelickkuM CIIBTOBapUCTBOM 3 aTOMHOI €HEPIii 1 iXHIMU AepKaBaMHU-
YJIeHaMH, 3 1HIIO1 CTOPOHHM (aJii — YTrojAa Mpo acoliailliio), mokjiaaae Ha YKpaiHy psj
MDKHApOJHUX 3000B’s13aHb MO0 30MKEHHS TEXHIYHOTO PEryJIIOBaHHS, CTaHAApTIB
Ta OIIHKHU BIAMOBIAHOCTI (CT. 56 Yroau npo acoirialiro), 30KpeMa IuUIIXOM:

1) immiemeHTaIii BIOOOBIAHUX MOJIOXKEHL acquis €C 10 HaIiOHAIBHOIO
3aKOHOJaBCTBa BIANOBIAHO 110 rpadiky Honatky Il no Yrogu npo acouianito (mam —
Honatoxk III);

2) BXHTTS HEOOXIAHMX 3aXOMiB 3 METOK IIOCTYIIOBOTO IOCSTHEHHS
BIIMOBIHOCTI 3 TEXHIYHUMH perjaMeHTamMu €C Ta cucTeMamMu CTaHJIapTh3alili,
METpOJIOTii, akpeauTallii, poOIT 3 OI[IHKH BIAMOBIAHOCTI Ta pUHKOBOTO Harysny €C;

3) mOTpUMaHHS NPUHIUITB Ta MPAKTUK, BUKIAJICHUX B aKTYAJIbHUX DPIMICHHIX
Ta pernamentax €C.

Tax Jomatox III MiCTUTB CITMCOK 3aKOHOAABCTBA IJIS aJanTarii 13 3a3HaYCHHIM
TEPMIHIB I HOr0o 3[IMCHEHHS, SKUM BKIIOYA€ MEIWYHI MTPUCTPOI, AKTUBHI
IMIUTAHTOBaHI MEIWYHI MPHUCTPOI Ta Mmpo IN VItro AlarHOCTUYHI MEAWYHI MPUCTPOT
(mynkTH 2.16 - 2.18 Honatky III).

3rigHo 3 Bunie3asHaueHuM y 2013 poui B Ykpaini Oyiau npuidHari TexHiuyHui
periaMeHT IoA0 MEAWYHUX BHUPOOIB, 3aTBEep/KeHUN TmocTaHOBOWO KaliHety
MinictpiB Ykpainu Big 02 sxoBtHs 2013 poky Ne 753 (po3poOieHuii Ha OCHOBI
Jupexrusu Pagu €C Bix 14 uepsus 1993 p. Ne 93/42/€EC 1010 MeguIHUX BUPOOIB)
Ta TexHIYHUN periaMeHT MO0 AKTHUBHUX MEIUYHHX BUPOOIB, SIKI IMIIAHTYIOTH,
3aTBepKeHui nmoctaHoBoro Kabinery MinictpiB Ykpaiau Bin 02 xoBTtHs 2013 poky
Ne 755 (po3pobmenuii Ha ocuoBi JupexktuBu Pagu €C Bim 20 uepsus 1990 p.
Ne 90/385/€EC).
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Bonnouac y 2017 pomi Ha 3aminy Bulie3azHaueHux J[lupektuB €C 0Oyio
npuitiaro Permament (€C) Ne 2017/745, sxkuii Ha ChOTOAHI € YHWHHUM Ta
00OB’SI3KOBUM 11 BUKOHAaHHSA B JepkaBax-uieHax €C. 3 MeTow JO0TpUMAaHHS
VYkpainoro B cdepl TEXHIYHOTO PEryJIOBaHHS MPUHIIMITIB Ta MPAKTUK, BUKJIA/ICHUX B
aKTyaJbHUX pilieHHsX Ta perigameHtax €C, mnonoxenns Permamenty (€C)
Ne 2017/745 noBuHHI OyTH TaKOX MPHUIHATI Ta MOCTYIIOBO IMIUIEMEHTOBAaHI B HAIIii
JIepIKaBi.

BiamoBinao miamyskToM 5 myHKTY 4 [lmaHy 3aXxo/iB 00 PO3BUTKY CHCTEMHU
TEXHIYHOTO PEryIoBaHHs Ha nepion 10 2025 poKy, 3aTBEpHKEHOTO PO3NOPSAIHKEHHAM
KaGinery MinictpiB Ykpainu Bix 22 Bepecust 2021 poky Ne 1145-p (mami — [lnan
3ax0/iB), MIiHICTEPCTBO OXOpOHHU 310poB’s Ykpainu (mami — MO3) moBHUHHO
po3pobutu Ta mogatu Kabinetosi MiHicTpiB YKpaiHU MPOEKT TEXHIYHOTO PETIIAMEHTY
IpO MEIU4HI BUPOOH, 1110 BiNOBIAAE akTyaabHOMYy B €C akTy 3akoHonaBcTBa €C, a
came Pernamenty (€C) Ne 2017/745.

TakuMm yMHOM, Ha BUKOHAHHSI MIXKHApOJHUX 3000B’sA3aHb YKpaiHU 3a YTOA0I0
po acoriaiio (ct. 56) ta mianyHkry 5 myHkTy 4 [Tnany 3axoaiB MO3 miarotoBieHo
IPOEKT AKTY.

[IpuiHATTA NPOEKTY aKTy CHPHUATHUME MOJANbIIOMY PO3BUTKY B JIepiKaBl
roCIoAapChKOl AISUIBHOCTI Y cpepi 00iry MEAMYHUX BUPOOIB, YCYHEHHIO IOPUANYHHUX,
aJMIHICTPaTUBHUX 1 TEXHIYHUX Oap’epiB B TOpPriBil 3 Aep:kaBamu-wieHamu €C,
BUKOHAHHIO MIXKHApOJHUX 3000B’s3aHb 3a YTOJOIO MPO acoIliallito, BCTAaHOBJICHHIO
€IMHUX Ta TMPO30PUX TPABUI MK JACpKABHUMH KOMIIETEHTHUMH OpTaHaMH,
NPU3HAYEHUMHU OpraHaMu 3 OLIIHKM BIAMOBIIHOCTI Ta Cy0'€KTaMU rOCHOJAPIOBAHHS,
110 3a0€3Ne4YUTh TOCATHEHHS OalaHCy THTEPECIB MIANPUEMHHUIITBA Ta JIEPKaBH.

3. OCHOBHI MOJI0KEHHS MPOEKTY aKTa

PeanizyBaTu 3a3Ha4€Hy METY MPOMOHYETHCS IIJITXOM MPUHAHATTS MMPOEKTY aKTa,
po3pobiienoro Ha ocHoBi Pernamenty (€C) Ne 2017/745.

[IpoekT akTta nependayae BU3HATU TaKMMH, IO BTPATHJIA YUHHICTh MOCTAHOBY
KaGinety MinictpiB Ykpainu Bix 02 sxoBTHs 2013 poky Ne 753 «IIpo 3aTBepmxeHHs
TexHIYHOTO periaMeHTy II0JI0 MEIWYHUX BHpPOOIB» Ta mnoctaHoBy KalGiHery
MinictpiB Ykpaiau Big 02 xoBtHsa 2013 poky Ne 755 «IIpo 3aTBepmxeHHs TexHigHOTO
perIaMeHTy 1010 aKTUBHUX MEIUYHUX BUPOOIB, K1 IMIUIAHTYIOTHY.

[TpoexT akTa BUCYBA€E KOPCTKIII BUMOTH JI0 METMYHUX BUPOOIB, HIXK TIOTIEpETH1
TEXHIYHI PErjlaMEeHTH, TaKOX JETalli3ye€ OOOB’SI3KM YYACHHKIB >XUTTEBOTO ITUKITY
BUpOOy —  BHPOOHHKIB, YIOBHOBaXXEHUX  TPEJICTABHUKIB,  IMIIOPTEPIB,
TUCTpHO’10TOPiB  (PO3MOBCIOKYBAYiB),  BH3HA4Ya€  pPOJIb  YIIOBHOBaXEHOTO
Ipe/CTaBHUKA, PO3MEXKOBY€ HOro (yHKIIi Ta MOBHOBA)KEHHS BI1J] MOBHOBaXXEHb
IMITOPTEPIB Ta TUCTPHUO FOTOPIB.

[TopiBHsAHO 3 AitouMMHU TeXHIYHUMHU perjaMeHTaMH, IPOEKT aKTa BCTAHOBIIIOE
O1MBII CyBOpPI BUMOTHM JO OpraHiB OLIHKUA BIJMOBIAHOCTI Ta MIiABUILYE PIBEHBb
KOHTPOJII0O Ta MOHITOPUHTY 3a iX MISUIBHICTIO 3 OOKY YHOBHOBQXKEHHMX JEpP>KaBHUX
oprasiB. Bin 3miHI0€ npaBuia kiacudikamii AesIKUX MEAMYHUX BUPOOIB Ta Ma€ OUIbIII
HIMPOKY chepy 3aCTOCYBaHHS.

[Ipo€ekT aKTa perysroe mpoiaxi MEIUYHUX BUPOOIB TMCTAaHLIIMHUM CIIOCOOOM 3
BUKOPUCTAHHAM 1H(OpMAIITHO-KOMYHIKAIIHHUX CHCTEM (30KpeMa depe3 Mepexky
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[HTEepHeT), 110 BIAMOBIIAE Cy4acHUM NoTpedaM pUHKY. BiH Tak0Xk CYTTEBO MOCHIIIOE
BUMOTHU J0 KJIIHIYHOTO OLIHIOBaHHS Ta KJIIHIYHUX JOCIIIKEHb MEIUYHUX BUPOOIB,
MOCTMapKeTHHTOBOro Harmsay (post-market surveillance), mocTMapKeTHHTOBOTO
kiiHiyHoro Harsigy (PMCF) Ta cnoctepeskeHHs BUpOOHMKIB 3a iX O€3IMEYHICTIO, a
TaKOXX PUHKOBOTO HArJIsy 3 OOKY Jep:KaBH.

[Ipoext akTta mnepenbauae ctBopeHHs CHCTEMH YHIKAIbHOI 1MeHTH(IKALIi
meanaHux BupoOiB (cuctema UDI) mist 3a0e3nederHss IpoCTeKyBaHOCTI X 00iry 1o
BCbOMY JIAHIIOTY TIOCTA4aHHA Ta MIABUINEHHA e(EeKTUBHOCTI HAriasay 3a ix
oe3neunicTio. CrucremMa MOKpammTh €()EeKTUBHICTh 3aXOJIB 3 BIIICTEKEHHS Oe3MeKku
BUPOOIB MICHS MPOJAXy, IUIbOBUX il 3 KOPUTYBaHHSA O€3MEKU «HA MICIAX» Ta
BJIOCKOHAJICHOT'O MOHITOPUHTY 3 00Ky KOMITETEHTHHX JIEP’KaBHUX OpraHiB. Takox 11e
J03BOJIUTH 3MEHIIUTH KUTbKICTh MEAUYHUX MOMHIJIOK Ta MPOTHAISATH (panmbcudikary.
Koxken wMemuunuii Bupi® Matmme yHikaabHui kojx UDI, skt  ogHO3HAYHO
BU3HAYaTHUME BUPOOHUKA, TUI BUPOOIB, HOMep BUpOOy abo maptii. BiH Takox
COpUSTUME 30UIBIIEHHIO TPO30POCTI HA PUHKY MEAUYHUX BHUPOOIB ILISIXOM
CTBOpEHHsI 0a3M JaHUX MEIWYHUX BHUPOOIB, 1H(DOpMalliss 3 sSKOi OyJe 4YacTKOBO
JOCTYMHA JUIsl TPOMaJICHKOCTI.

baza ganux MenuyHMX BUPOOIB BKIIIOUATUME TaKl €JIEKTPOHHI CHUCTEMH, SIK
CJIEKTPOHHY CHUCTEMY peecTpailii BUpoOiB, 0a3y ganux UDI, emekTpoHHY cucteMy
peecTpaliii Cy0'eKTiB TOCIIOAAPIOBAHHS, EIEKTPOHHY CUCTEMY MPU3HAYEHUX OPraHiB 1
cepTU(]PIKATIB, €IEKTPOHHY CHCTEMY KJIIHIYHUX AOCIHIHKEHb, €JIEKTPOHHY CHCTEMY
crioctepekeHHs 3a BupobOamu (Vigilance) ta mocTtmapkeTmHroBoro Harjsay (Post-
market surveillance), enextpoHHy crcTeMy pHHKOBOTO HATJISY.

TexHIYHUN perJaMeHT 11010 MEAUYHUX BUPOOIB, BUKIAJCHUN B MPOEKTI aKTa,
HaOepe YMHHOCTI 3 JAHS ONMyOJIIKyBaHHS Ta OyJe BBEIECHUU B [Iit0 yepe3 S pokiB. [o
bOTO 4Yacy Jiroui TexHIYHl perjiaMeHTH MPOJIOBXKYBATUMYTh 3aCTOCOBYBATHUCH Yy
noBHOMY o00cs31. [lns 3abe3neuyeHHst anmanraiii JO HOBUX BHMOT TPOEKT aKTa
JI0JIATKOBO Tepeadavae mepexiHi mepioiu.

[lepen BBeaeHHSM B 00Ir MEAMYHHUX BHUPOOIB BUCOKOTO KJacy pH3UKY
BUPOOHMKHU CKJIQJaTUMYTh KOPOTKE pEe3loMe IIO0JA0 OCHOBHHMX AacCIEeKTIB Oe3IMeKH,
eheKTUBHOCTI BHUPOOIB Ta pE3yibTaTiB OIIHKK iX e(EeKTUBHOCTI, SKe
pPO3MILIYBaTUMETHCA Ha CalTi BUPOOHHUKA ISl MyOJIYHOrO KOPUCTYBAHHS, a TaKOXK
nyOikyBatumetbest B Eudamed. Jlist cioctepekeHHs 3a BiKe MPOAAHUMU MEHYHUMHU
BUpPOOAMH BUPOOHUKHY TOBUHHI BIIPOBAJAUTH KOMIUIEKCHY CUCTEMY CIIOCTEPEKEHHSI 3a
MICIANPOAAXKHOI e(PEKTUBHICTIO, SKa CTaHE KOMIIOHEHTOM iXHbOi CHCTEMU
YIOPABIIHHS SKICTIO.

Takox HOBUM € Te, IO y AUCTPUO’IOTOPIB, IMIOPTEPIB, BUPOOHUKIB Ta
YIOBHOBaXCHHUX TMPEACTABHUKIB BUHUKAIOTH 3000B’S3aHHS Tepel] KOHTPOIIOIYNM
OpraHOM CTOCOBHO HaJlaHHS HOMY 1H(pOpMaIlii 1010 BCHOTO JIaHIFora 00iry MeInIHIX
BUPOOIB. TKOMY CyO’€KTy Oe3mocepeHb0 BOHM TOCTABIICHI; SIKUW Cy0’ €KT HaJaB iM
BUPIO Ta SKIA MEIUYHIN YCTaHOBI Y MEIMYHOMY TPAIlIBHUKY BOHH O€3MOCEepeaHbO
NOCTaBUJIM BHUPIO. Y BHIAAKy HEMOXJIMBOCTI HAJaHHS TaKWX JOKYMEHTIB BOHH
HECTHUMYTh BCIO IOPUIMYHY BIAMOBIAAIBHICTH LIOJ0 IBOTO MEAMYHOTO BHUPOOY
camocTiitHo. Hampukinazn, y pa3i HoOpylmieHHS BUPOOHHKOM yMOB BHPOOHHUIITBA
MEIUYHOTO BHUPOOY, SKIIO IUCTPUO’IOTOP HE 3MOXKE HaJaTh JOKYMEHTH, 10 BiH
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OTpUMaB BUPIO came BiJ] IIbOTO BUPOOHMKA, TO BIJIMOBIAAIBHICTh 32 BBEJACHHS B 00IT
MEIUYHOTO BUPOOY Ta MOPYIICHHS YMOB BUPOOHHIITBA HECTHME CaMe IUCTPUO FOTOP.

JUs 1ijgeit eKCmopTy Ta 3a 3alMTOM BHUPOOHHWKA a00 YIIOBHOBaKECHOTO
MPEACTaBHUKA 3alPOBAKYEThCS BHJa4a CEPTHQPIKATY BUIBHOTO MPOJAKY, SKHH
3aCBiUy€e, MO0 BHUPOOHHMK YW YIOBHOBAXXCHUH IPEJICTABHUK, y 3aCTOCOBHOMY
BUIIAJIKY, MAa€ 3apeecTPOBAaHE MICIIE MPOBAKEHHSI TOCIOAAPCHKOI IISIIBHOCTI Ha
TepuTopli YKpaiHW, a TaKoX IO BIAMOBIMHWNA BHUPIO, MapKOBAHWA 3HAKOM
BIJIMTOBITHOCTI 3T1THO 3 UM TEXHIYHUM PETJIAMEHTOM Ta MOKe OyTH BBEJICHUIA B OOIT.

4. IlpaBoBi acniekTH

[IpaBoBigHOCMHM B JaHiii cdepi BITHOCHH PETYJIOIOTHCS HACTYITHUMH
HOPMATUBHO-TIPABOBUMHU aKTaMH:

Konctutymis Ykpainu;

3akoH Ykpainu «OCHOBM 3aKOHOJIaBCTBA Y KpaiHU ITPO OXOPOHY 3I0POB'SD»;

3akoH Ykpainu «IIpo TeXHIYHI perJjaMeHTH Ta OLIHKY BIATOBIAHOCTDY;

3akoH Ykpainu «IIpo aep>kaBHHMII pUHKOBUW HArjs[ 1 KOHTPOJIb HEXap4yOBOi
IPOIYKLID;

3akoH Ykpainu «IIpo 3aranbHy O€3MeUHICTh HEXapuOBOT IPOIYKIIIi»;

TexHIYHUNA perjiaMeHT II0JI0 MEJAMYHUX BUPOOIB, 3aTBEPAKEHUI MOCTAaHOBOIO
Kab6inery MinictpiB Ykpainu Big 02 sxoBTHs 2013 poky Ne 753;

TexHiuHUI perJaMeHT 1010 AKTUBHUX MEIMYHUX BUPOOIB, SIKI IMIUIAHTYIOTh,
3aTBepkeHul nocrtaHoBoro Kabinety MinictpiB Ykpainu Big 02 xoBTtHs 2013 poky
Ne 755.

5. ®iHaAHCOBO-eKOHOMiYHE O0IPYHTYBAHHS

dinaHcyBaHHS 3aXOIB IIOJI0 CTBOpEHHs Ta (PyHKIIoOHyBaHHS HarioHansHOT
0a3n JTaHUX MEIAUYHUX BHUPOOIB 3IIMCHIOBATUMETHCS 3a PAaXyHOK MIKHAPOIHOI
TEXHIYHOI Ta (PIHAHCOBOI JOMOMOTH, IHIIMX JDKEpes, He 3a00pOHEHUX
3aKOHOJABCTBOM, Ta HE MOTpeOyBaTUME JOJIATKOBUX BUTPAT 3 JIEPIKABHOTO OIOJIKETY
VYkpainu. @iHaHCYyBaHHS 1HIIWX BUJATKIB, HEOOXITHUX JIJIsl peati3allii MpPOEKTy aKTa
Oyne 3I1MCHIOBATUCS B MEXaxX BHUAATKIB, MepeadauyeHux 3aKoHOM mpo Jlep:kaBHHIA
oromker Ykpainu. @1HAHCOBO-€KOHOMIYHI pO3paxXyHKHU AOJAIOTHCS.

6. Ilo3uuisi 3ainTepecoBaHMX OPraHiB

[TpoexT akTa moTpedye npoBeAeHHS MyOIIYHUX KOHCYIIbTAIlIH.

[IpoekT akTa HE CTOCY€ThCS THUTaHb (YHKIIIOHYBaHHS  MICIIEBOTO
CaMOBDSIyBaHHs, TIpaB Ta IHTEPECIiB TEPUTOPIATLHUX TPOMaJ, MICIIEBOTO Ta
PETI0HAILHOTO PO3BUTKY, COIIATBLHO-TPYAOBOI cdepu, mpaB ociOd 3 1HBAIIIHICTIO,
(GYHKIIOHYBaHHS 1 3aCTOCYBaHHS YKPaiHChbKOI MOBH SIK JIEP>KaBHOI, OTKE HE MOTpedye
MOTO/PKCHHSI 3 YIMOBHOBAKCHUMH TIPEICTABHUKAMU BCEYKPATHCHKHUX —acoIliallii
OpraHiB MICIIEBOTO CaMOBpSIyBaHHS YW  BIAMOBIJHUMH OpraHaMH MICIIEBOTO
CaMOBPSTYBaHHS, YIIOBHOBAaXCHUMH TIPEICTABHUKAMHU BCEYKPATHCHKUX MPOQCIIiIOK,
iX 00’eqHaHb Ta BCEYKPAiHChKUX 00’€HAHb OpraHizaiiii poOOTOMABIIB, Y PSI0BUM
YIOBHOB)XEHUM 3 MpaB 0OCI0 3 1HBAIIJAHICTIO Ta BCEYKPAiHCHBKUMHU IPOMAJICBKUMU
OpraHizaiisiMd Oci0 3 IHBAJIIJHICTIO, 1X CHIIKaMH, YTIOBHOBAXKEHUM 13 3aXHUCTYy
JIEp’KaBHOT MOBH.
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[IpoekT akTa HEe CTOCY€EThCs cpepr HAYKOBOT Ta HAYKOBO-TEXHIUHOT A1SUIBHOCTI.

[Ipoext akta morpebye morojxeHHs 3 MiHicTepcTBOM (iHAHCIB YKpaiHw,
MiHicTepCTBOM €KOHOMIKM YKpainu, MiHicTepcTBoM 1HbpoBOi TpaHchopMmarii
VYkpainu, YnoBHoBaxxeHUM BepxoBHoi Panu Ykpainu 3 npas groaunu, /lepkaBHORO
CIIy>k0010 YKpaiHu 3 JIIKapChKUX 3aC001B Ta KOHTPOJIIO 32 HAPKOTHKAMHU.

[IpoekT akTy HameXUTh 1O HOPMATUBHO-TIPABOBUX aKTiB, IO MICTATh
MOJIO’KEHHS, CIIPSIMOBaHI Ha BUKOHAHHS YTOIU MO acoraiito (ctarti 56), y Tomy
yucii gonatkiB 10 Hei (Jomaroxk I11), BinmoBigHO Ha miaAcTaBi YaCTUHU APYTroi CTaTTi
3 3akony VYkpainum «IIpo 3acamm gepxaBHOI pPEryIssTOPHOI MOJITHKH Yy cdepi
TOCIOAAPCHKOT JISUTBHOCTI» HOTO i HE TOUIUPIOETHCSA Ha 31HCHEHHS PETYIATOPHOT
TISUTBHOCTI, TIOB’SI3aHO1 3 MPUUHSTTAM MPOEKTY aKTYy.

[IpoexT akTa moTpeOye MPOBEACHHS TMPABOBOI €KCIepTH3n MiHICTEpCTBOM
I0CTHIlT YKpaiHu.

7. OniHka BiAnmoBigHOCTI

[Ipoekt akTa HE MICTUTHh TOJOXKEHb, IO CTOCYIOTbCS MpaB Ta CBOOO,
rapanToBaHnX KOHBEHIN€IO MPO 3aXHCT MpaB JIIOJWHU 1 OCHOBOMOJIOXKHUX CBOOO,
BIJIMBAIOTh Ha 3a0€3ME€UEHHS PIBHUX MPAB Ta MOMXJIMBOCTEH JKIHOK 1 YOJIOBIKIB.

VY mpoekTi akTa BIACYTHI MOJOKEHHS, K1 MOKYTh MICTUTH PU3UKH BUMHEHHS
KOPYILIHHUX PAaBONOPYILIEHb Ta IPABOIIOPYIIECHD, TOB’ I3aHUX 3 KOPYIILI€I0, a TAKOXK
10 CTBOPIOIOTH IiJICTABH JIJI TUCKPUMIHAIIII.

['pomancbka aHTUKOpYNLiMHA, TPOMAACbKa AaHTUIUMCKpUMIHAILIiHA Ta
rpoMajicbKa reHIepHO-IIpaBOBa €KCIIEPTH3U HE MPOBOIUIACE.

[IpoekT akTa moTpebye HampaBlieHHA 10 YpsSaoBoro odicy KOoOpAuHAIii
€BPOIEHCHhKOI Ta eBpoarinanTuyHoi iHTerpaiii Cekperapiaty KaGinety MiHicTpiB
VYkpainu a1 npoBeJeHHST eKCIEPTU3U Ha BIAMOBIIHICTh 3000B’A3aHHSAM YKpaiHU Y
cdepl €BpOINEUCHKOI 1HTErpauli, y TOMy YHCIl MIXKHAPOJHO-TIPABOBUM, Ta MpPaBy
E€sporneiicekoro Coro3y (acquis €C).

[Ipoekt akta moTpeOye HampapieHHs 10 HailioHanbHOTO areHTCTBa 3 MUTAHb
3ano0iraHHsl KOpynuli AJi BU3HAYEHHS HEOOX1THOCTI MPOBEIECHHS aHTUKOPYILIMHOI
eKCIIEPTU3H.

8. IIporno3 pe3yasbrariB

[TpuitHATTS 3aPOTIOHOBAHOTO MPOEKTY aKTa 3arajioM CIPUATAME TOIaTbIIOMY
PO3BUTKY B JiepKaBl roCNOJapChKOl AISUIBHOCTI Y cepi o0iry MeIuyHuX BHUPOOIB,
30UIBIICHHIO TOCTYITHOCTI ISl HACEJIeHHs 10 Oe3MeyHuX Ta e(DEKTUBHUX METUUHUX
BUpOOIB. Peanizalis npoekTy akTa MaTUME IO3UTHUBHUN BIUIMB HA TI'POMAJIChKE
3JI0pOB’sl B LIIJIOMY, MTOKPAIIIEHHS CTaHy 3/I0pOB’ sl HAaceNIeHHs a00 HOTO OKPEMUX TPy,
NAII€HTIB, OCKIJIBKHA JO3BOJIUTh YHUKHYTH PU3HKIB MOTPAIJIIHHA HA PUHOK Y KpaiHU
HeOe3neyHnx, HeePeKkTUBHUX Ta (anbcuikoBaHUX MEAMYHUX BUPOOiB. Peamizaiis
OPOEKTy aKTa MaTUME€ TaKoX TO3UTHBHHM BIUIMB Ha PHUHKOBE CEpEAOBHIIIE,
3a0e3MeUeHHs 3aXKMCTy MpaB Ta IHTEPECIiB Cy0’ €KTIB rocroaaproBaHHs (BUPOOHUKIB
MEIUYHUX BHPOOIB Ta iX YHNOBHOBAXEHUX MPEJACTABHUKIB, IMIIOPTEPIB,
PO3IMOBCIOKYBAYIB), a TAKOXK HA JEP)KaBHI KOMIIETEHTHI OpraHM 1 OpraHu 3 OL[IHKH
BIJIIIOBIAHOCTI.
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IMmIeMeHTaliist moJIOXKeHb MPOEKTY akTy, po3podiaeHnx MO3 y BiAMOBIAHOCTI 3
HopMamu ynHHOro B €C Pernmamenty (€C) Ne 2017/745, Takox 103BOJUTH Y KpaiHi
BUKOHATH B35Ti Ha ce0e MI>KHApO IHI 3000B’13aHHS B chepl TEXHIYHOTO PETYJIFOBAHHS
MEIUYHHUX BUPOOIB, MepeadaycHi, 30kpemMa, YTo/00 Mmpo acoimialito (cTartsa 56) Ta
Honatkowm III.

Peanizamiis mpoekTy akTa HE MaTHUME BIUIMBY Ha PO3BUTOK PETIOHIB,
MiABUIICHHA YU 3HIDKEHHS CIPOMOXKHOCTI TEpUTOpIaJbHUX TPOMaJ; PUHOK Ipail,
piBEHb 3alHATOCTI HACEJICHHSI;, €KOJIOTII0 Ta HABKOJMIIHE TPHUPOJHE CEPEIOBHIIE,
00CSIT TPUPOJHUX PECypcCiB, piBeHb 3a0pyIHEHHS aTMOC(EpPHOTO MOBITPSA, BOIH,
3eMeJib, 30KpeMa 3a0pyJHEHHs] yTBOPEHUMHU BIXOJAaMH, 1HIII CYCHIbHI BITHOCHHH.

BB Ha iHTEpecH 3aiHTepecOBaHUX CTOPIH:

3ainTepecoBana Bruius peasnizamii IosicHeHHsI 04iKYBaHOI'0 BILJIUBY
CTOPOHA aKTa Ha
3aiHTepecoOBaHy
CTOPOHY
JepxaBa [To3uTBHMM [IpuBeeHHSI CUCTEMH TEXHIYHOTO
peryitoBaHHs Ykpainu y

BIIIIOBIIHICTE 3 aKTyaJbHUM
TEXHIYHUM  PETYIIOBaHHIM  Ta
npaktukoro €C I MEeIUYHUX
BHUPOOIB.

MoXIHUBICTH MOJAJBIIIOTO
YCYHEHHsSI TEXHIYHHUX Oap’epiB B
TOPTiBJII, IIJIBHUINCHHS SKOCTI Ta
OC3MEeYHOCTI MEAUYHUX BHUPOOIB,
110 BUPOOJISIOTHCS ta/abo
HAJAIOThCS HA PUHKY YKpaiHy,
30UTBIIIEHHST ~ TOBapooOiry  Ta
iHBeCcTULIM y cdepi MeTuIHUX
BUpPOOIB 32 paxyHOK YCYHEHHS
Oap’epiB y TOPTIBIIL.

3abe3neyeHHs1 Oe3nMepepBHOCTI Ta
AKOCT1 BUKOHaHHA (pyHkin MO3,
KOMIIETEHTHUX OpraHiB y cdepi
MEIUYHUX BUPOOIB, MPHU3HAYEHUX
OpraHiB 3 OIIIHKM BIJIOBIIHOCTI,
MOKpPAIICHHS CTaHy TPOMaJChKOTO
3I0POB’Sl HAcEIICHHS abo Horo
OKPEMHX T'PYII, TIAII€HTIB.

Cy0’extn [To3uTuBHMIA 3abe3neyeHHsT 3aXHUCTy TIpaB Ta
roCIoAaprOBaHHs 1HTepeciB CyO’€eKTIiB
rOCIOIapIOBaHHS (BUPOOHHMKIB

MEIUYHUX BUPOOIB Ta X
YIIOBHOBO)XEHUX  MPEJCTaBHUKIB,
IMIIOPTEPIB, PO3MOBCIOKYBAYiB),
3ano0iraHHsl pU3HMKIB MOTPAILJISHHS




Ha PUHOK YKpaiHu HEOE3NEeUHHX,

Hee(PEeKTUBHUX Ta
banbcudikoBaHUX MEJIUYHUX
BHUPOOIB.

['pomansian

Ilo3utuBHUM

30UbIIEHHS  JTOCTYMHOCTI  JJIA
HaceJIeHHs 10 Oe3leyHux Ta
e(peKTUBHUX MEIUYHUX BHUPOOIB,
3aro0iraHHsl pU3HKIB MOTPATUISTHHS
HAa PUHOK YKpaiHu HeOe3NeyHHX,

Hee()EeKTUBHUX Ta
banbcudikoBaHUX MEJIMYHUX
BHUPOOIB.

MiHicTp 0XOpOHH 310pOB’A YKpaiHu BikTop JIALIKO

«

»
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