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 menuunHux BHpoOiB 3 Permamentom (€C) Ne2017/745 €poneiicbkoro
[Tapnamenty Ta Pagu Big 5 kBiTHS 2017 poky 1po Mear4H1 BUPOOU, BHECEHHS 3MiH J10
Hupextuu 2001/83/€C, Pernamenty (€C) Ne 178/2002 1 Permamenty (€C)
Ne 1223/2009 Tta ckacyBanns HupextuBu Pagu 90/385/€EC 1 93/42/€EC (nmami —
Pernament (€C) Ne 2017/745), Tta, sk pe3ynabTaT, YCyHEHHS IOPUIUYHUX,
aJIMIHICTPaTUBHUX Ta TEXHIYHUX Oap’epiB y cepl MEAUYHUX BUPOOiB, 3a0€3MEUECHHS
0e3meyHocTI Ta €(PEeKTUBHOCTI HAJaHUX HA PUHKY YKpaiHU MEIUYHUX BHUPOOIB,
IMIJIEMEHTALIl CYYaCHUX €BPOIEUCHKUX MIJIXOJIB 10 KOHTPOJIO 32 OE3MEYHICTIO 1
e()EeKTUBHICTIO MEIUYHUX BUPOOIB Ta 3ar00IraHHd pU3MKaM MOTPAIUITHHS Ha PUHOK
VYkpainu HeOe3neuHnx, Hee(PeKTUBHUX Ta (PanbCru(PIKOBAHUX MEAUYHUX BUPOOIB.

2. O0rpyHTYBaHHS HEOOXiAHOCTI NPUIHATTA aKTa

VYronma npo acowmiamiro MiK YKpaiHOIO 3 OJHIET CTOPOHHU, Ta €BpONEHCHKUM
Coro3zom, €BpornelickkuM CIIBTOBapUCTBOM 3 aTOMHOI €HEPIii 1 iXHIMU JAepKaBaMHU-
YJIeHaMH, 3 1HIIO1 CTOPOHHM (alii — YTojAa Mpo acoliailliio), Mokjiaaae Ha YKpaiHy psj
MDKHApOJHUX 3000B’s13aHb MO0 30IMKEHHS TEXHIYHOTO PEryJIIOBaHHS, CTaHAApTIB
Ta OL[IHKU BIAMOBIIHOCTI (CT. 56 Yroau npo acouiariro), 30KpeMa IiIsTXOM:

1) immiemeHTalii BIAMOBIIHMX TMOJOXKEHBb acquis €C 10 HaliOHAIBHOTO
3aKOHOJaBCTBa BIANOBIAHO 110 rpadiky Honatky III no Yroau mpo acouiauiro (manm —
Honatoxk III);

2) BXUTTS HEOOXIJTHMX 3aXOJIB 3 METOI IIOCTYIIOBOTO JIOCSITHEHHS
BIIMOBIAHOCTI 3 TEXHIYHUMH perjaMeHTamMu €C Ta cucTeMaMu CTaHJIapTU3allii,
METpOJIOTii, akpeIuTallii, poOIT 3 OIIHKH BIAMOBIAHOCTI Ta pUHKOBOTO Harisny €C;

3) noTpUMaHHS MPUHIUIIIB Ta MPAKTUK, BUKJIAJCHUX B aKTYaJbHUX PIMIEHHSIX
Ta pernamentax €C.

Tax Jomatox III MiCTUTB CITMCOK 3aKOHOAABCTBA IJIS aJanTarii 13 3a3HaYCHHIM
TEPMIHIB I HOr0o 3[IMCHEHHS, SKUM BKIIOYA€ MEIWYHI MTPUCTPOI, AKTUBHI
IMIUTAaHTOBAaHI MEIUYHI MPUCTPOI Ta MPO In Vitro JIarHOCTHYHI MEAMYHI MPUCTPOi
(mynktu 2.16 - 2.18 Jlomatky I1I).

3rigHo 3 Bunie3asHaueHuM y 2013 poui B Ykpaini Oyiau npuidHari TexHiuyHui
periaMeHT IoA0 MEAWYHUX BHUPOOIB, 3aTBEpKCHUN TmocTaHOBOWO KaliHety
MinictpiB Ykpainu Bim 02 xoBTHs 2013 poky Ne 753 (po3pobieHuii Ha OCHOBI
Hupextusu Pagu €C Big 14 gyepBHs 1993 p. Ne 93/42/€EC nono MeTuIHUX BUPOOIB)
Ta TexHIYHUN periaMeHT MO0 AKTUBHUX MEIUYHHX BUPOOIB, sIKI IMIIAHTYIOTH,
3aTBepKeHui nmoctaHoBoro Kabinery MinictpiB Ykpaiau Bix 02 xoBTtHS 2013 poky
Ne 755 (pospobnennii Ha ocHoBi JlupektuBu Pagm €C Big 20 gepHs 1990 p.
Ne 90/385/€EC).
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Bonnouac y 2017 pomi Ha 3aminy Bule3azHaueHux J[lupektuB €C 0Oyio
npuiiaato Permament (€C) Ne 2017/745, skuii Ha ChOTOJHI € YHWHHUM Ta
00OB’SI3KOBUM 11 BUKOHAaHHSA B JiepkaBax-uieHax €C. 3 MeTow JO0TpUMAaHHS
VYkpainoro B cdepl TEXHIYHOTO PEryJIOBaHHS MPUHIIMITIB Ta MPAKTUK, BUKJIA/ICHUX B
aKTyalbHUX pilmeHHsx Ta pernamentax €C, mnonoxenns Permamenty (€C)
Ne 2017/745 noBunHI OyTH TaK0XX MPUKUHATI Ta MOCTYNOBO IMIUIEMEHTOBAH1 B HAIlIiN
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 — [1nan
3ax0/iB), MIiHICTEPCTBO OXOpOHU 31M0poB’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 Pernmamenty (€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 c(pepi 00iry MEAUYHUX BUPOOIB, YCYHEHHIO IOPUANYHHUX,
aJMIHICTPaTUBHUX 1 TEXHIYHUX Oap’epiB B TOpPriBil 3 JAep:kaBamu-wieHamu €C,
BUKOHAHHIO MIXKHAPOJHHMX 3000B’A3aHb 32 YTOJOK IPO ACOLIALl0, BCTAHOBJIEHHIO
€IMHUX Ta TMPO30PUX TPABUI MK JACpKABHUMH KOMIIETEHTHUMH OpTaHaMH,
NPU3HAYEHUMHU OpraHaMu 3 OLIIHKM BiAMOBIJIHOCTI Ta Cy0'€KTaMU TrOCHOJAPIOBAHHS,
110 3a0€3Ne4YUTh TOCATHEHHS OalaHCy THTEPECIB MIANPUEMHHUIITBA Ta JIEPKaBH.

3. OCHOBHI MOJI0KEHHS MPOEKTY aKTa

PeanizyBatu 3a3HaueHy METy MPONOHYETHCS MUIAXOM MPUUHATTA MIPOEKTY aKTa,
po3pobiienoro Ha ocHoBl Pernamenty (€C) Ne 2017/745.

[IpoekT akTta nependayae BU3HATU TaKMMHU, 10 BTPATHJIA YUHHICTh MOCTAHOBY
Kabinery MinictpiB Ykpainu Big 02 sxoBTHs 2013 poky Ne 753 «IIpo 3aTBepmxeHHs
TexHIYHOTO periaMeHTy II0JI0 MEIWYHUX BHpPOOIB» Ta mnoctaHoBy KalGiHery
MinictpiB Ykpainu Bin 02 xoBTHs 2013 poky Ne 755 «IlIpo 3atBepixenHss TeXHIYHOTO
pErJIaMeHTY I0JI0 aKTUBHUX MEIMYHUX BUPOOIB, K1 IMITIAHTYIOThY.

[TpoexT akTa BUCYBA€E KOPCTKIII BUMOTH JI0 METMYHUX BUPOOIB, HIK TIOTIEPETH1
TEXHIYHI PErjlaMEeHTH, TaKOX JETalli3ye€ OOOB’SI3KM YYACHHKIB >XUTTEBOTO ITUKITY
BUpOOy —  BHpPOOHMKIB, YIOBHOBaXEHUX  TPEJICTABHUKIB,  IMIIOPTEPIB,
TUCTpuO’I0TOPIB  (PO3MOBCIOKYBadiB),  BHU3HAYA€  POJb  YIOBHOBAKEHOTO
MPEICTaBHUKA, PO3MEKOBYE HOTO (YHKII Ta TMOBHOBAXKCHHS BiJ] TOBHOBAKCHD
IMITOPTEPIB Ta TUCTPHUO IOTOPIB.

[TopiBHsAHO 3 AitouMMHU TeXHIYHUMHU perjiaMeHTaMH, IIPOEKT 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 kiacudikaii AesIKUX MEAMYHUX BUPOOIB Ta Ma€ OUIbIII
HIMPOKY chepy 3aCTOCYBaHHS.

[Ipo€ekT aKTa perysroe mpoiaxi MEIUYHUX BUPOOIB TMCTAaHLIIMHUM CIIOCOOOM 3
BUKOPUCTAHHAM 1H(GOPMAIITHO-KOMYHIKAI[IHHAX CUCTEM (30KpeMa 4epe3 Mepexy
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IaTepHer), 110 BiAMOBIA€ CydyacHUM MOTpeOdaM pUHKY. BiH TakoXK CYTTEBO MOCHIIIOE
BUMOTHU J0 KIJIIHIYHOTO OLIHIOBaHHS Ta KJIIHIYHUX JOCIIIKEHb MEIUYHUX BUPOOIB,
MOCTMapKeTHHTOBOro Harmsay (post-market surveillance), mocTMapKeTHHTOBOTO
kiiHiyHoro Harsay (PMCF) Ta cnoctepeskeHHss BUpOOHMKIB 3a iX O€3IMEeYHICTIO, a
TaKOK PUHKOBOTO HArJsAy 3 OOKy Jep>KaBH.

[Ipoext akTta mnepenbauae crtBopeHHs CHCTEMH YHIKAIbHOI 1MeHTH(IKaLIi
MeauaHnX BupoOiB (cuctema UDI) mis 3a0e3mneueHHs mpOCTeKYBAaHOCTI iX 00ITy 110
BCbOMY JIAHIIOTY TIOCTA4aHHA Ta MIABUINEHHA e(EeKTUBHOCTI HAriasay 3a ix
oe3neunicTio. CrucremMa MOKpammTh €()EeKTUBHICTh 3aXOJlIB 3 BIIICTEKEHHS Oe3IMeKku
BUPOOIB MICHS MPOJAXy, LUIbOBUX il 3 KOPUTYBaHHSA O€3MEKU «HA MICIIX» Ta
BJIOCKOHAJICHOT'O MOHITOPUHTY 3 00Ky KOMITETEHTHHX JIEP’KaBHUX OpraHiB. Takox 11e
JI03BOJIUTH 3MEHIIUTH KUTHKICTh MEAUYHUX MOMHJIOK Ta MPOTHAISATH (panmbcudikary.
Koxxen wMemuunuii BupiO Martmme yHiKaabHui kojx UDI, skuii 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 5SKOi OyJe 4YacTKOBO
JOCTYIHA JJIsl TPOMAJCHKOCTI.

baza ganux MenuyHMX BUPOOIB BKIIIOUATUME TaKl €JIEKTPOHHI CHUCTEMH, SIK
CJIEKTPOHHY CHUCTEMY peecTpailii BUpoOiB, 0a3y ganux UDI, enekTpoHHY cucTeMy
peecTpaliii cy0'eKTiB TOCIOAAPIOBAHHS, EIEKTPOHHY CUCTEMY MPU3HAYEHUX OPraHiB 1
cepTU(]PIKaTIB, €IEKTPOHHY CHCTEMY KJIIHIYHUX AOCIHIHKEHb, €JIEKTPOHHY CHCTEMY
CIIOCTEpEXKEHHsI 3a BUpoOamu (vigilance) Ta MOCTMApKETUHIOBOTO Harisay (post-
market surveillance), e1eKTpoHHY CUCTEMY PUHKOBOTO HATJISITY.

TexHIYHUNA peraaMeHT 010 MEIUYHUX BUPOOIB, BUKIAJICHUI B MPOEKTI aKTa,
HaOepe YMHHOCTI 3 JAHS ONMyOJIIKyBaHHS Ta OyJe BBEIECHUU B [it0 yepe3 5 pokis. [o
bOTO 4Yacy Jiroui TexHIYHl perjiaMeHTH MPOJIOBXKYBATUMYTh 3aCTOCOBYBATHUCH Yy
noBHOMY o00cs31. [[ns 3abe3neuyeHHst anmanTaiii JO HOBUX BHMOT TPOEKT aKTa
JIOAATKOBO Tepeadavae mepexiHi nepioam.

[lepen BBeaeHHSM B 00Ir MEAMYHHUX BHUPOOIB BUCOKOTO KJacy pH3UKY
BUPOOHUMKHU CKJIQJaTUMYTh KOPOTKE pPE3IOME II0J0 OCHOBHMX AaCHEKTIB OE3IeKH,
eeKTUBHOCTI BHUPOOIB Ta pE3yibTaTiB OIIHKK iX e(EeKTUBHOCTI, SKe
pPO3MILIYBaTUMETHCSA Ha CalTi BUPOOHHUKA ISl MyOJIYHOTO KOPUCTYBAHHS, a TAKOXK
nyOnikyBaTumeThest B Eudamed. [l cmoctepeskeHHS 3a BXKe MPOIaHUMHU METUIHIUMH
BUpPOOAMH BUPOOHUKHY TOBUHHI BIIPOBAJAUTH KOMIUIEKCHY CUCTEMY CIIOCTEPEKEHHSI 3a
HICTSANPOJAXKHOK €(PEeKTHBHICTIO, $Ka CTaHE KOMIIOHEHTOM iXHbOI CHCTEMH
YIOPABIIHHS SKICTIO.

Takox HOBUM € Te, IO y AUCTPUO’IOTOPIB, IMIOPTEPIB, BUPOOHHUKIB Ta
YIOBHOBaXCHHUX TMPEACTABHUKIB BUHUKAIOTH 3000B’S3aHHS Tepel] KOHTPOIIOIYNM
OpraHOM CTOCOBHO HaJlaHHS HOMY 1H(pOpMaIlii 1010 BCHOTO JIaHIFora 00iry MeInIHIX
BUPOOIB: IKOMY Cy0’€KTy Oe3mocepelHbO BOHM IMOCTABIICHI; SIKUM Cy0’€KT HaAaB iM
BUPIO Ta SKIA MEIUYHIN YCTaHOBI Y MEIMYHOMY TPAIlIBHUKY BOHH O€3MOCEepeaHbO
MOCTaBWJIM BHUPIO. Y BHUIMAIKYy HEMOMIMBOCTI HAJAaHHS TaKUX JOKYMEHTIB BOHH
HECTHUMYTh BCIO IOPUIMYHY BIAMOBIAAIBHICTH LIOJ0 IBOTO MEAMYHOTO BHUPOOY
camocTiitHo. Hampukinan, y pa3i HOpymieHHsS BUPOOHHKOM yMOB BHPOOHUIITBA
MEIUYHOTO BHUPOOY, SKIIO IUCTPUO’IOTOP HE 3MOXKE HAJaTh JOKYMEHTH, IO BiH
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OTpUMaB BUPIO came BiJ] IIbOTO BUPOOHMKA, TO BIJIMOBIAAIBHICTS 32 BBEJACHHS B 00IT
MEJIUYHOTO BUPOOY Ta MOPYIICHHS YMOB BUPOOHHIITBA HECTHME CaMe IUCTPUO FOTOP.

JUis 1ijgeit eKCmopTy Ta 3a 3alMTOM BHUPOOHHWKA a00 YIIOBHOBaKEHOTO
IPEICTaBHUKA 3alPOBAKYEThCS BHJa4a CEPTHQPIKATY BUIBHOTO MPOJAKY, SKHH
3acBiUy€e, IO BHUPOOHHMK YW YIIOBHOBAXXCHUH MPEJICTAaBHUK, y 3aCTOCOBHOMY
BUIIAJIKY, MAa€ 3apEeECTPOBAHE MICIE MPOBAKEHHSI TOCIOAAPCHKOI JISIIBHOCTI Ha
TepuTopli YKpaiHW, a TaKoX IO BIAMOBIMHWNA BHUPIO, MapKOBAHWA 3HAKOM
BIJIMTOBITHOCTI 3T1THO 3 UM TEXHIYHUM PErIaMEHTOM Ta MOKe OyTH BBEJICHHIA B OOIT.

4. IlpaBoBi acniekTH

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

Konctutymis Ykpainu;

3akoH YkpaiHu «OCHOBM 3aKOHOJIABCTBA Y KpPaiHU PO OXOPOHY 310POB'»;

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
Kabinetry MinictpiB Ykpainu Big 02 sxoBTHs 2013 poky Ne 753;

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

5. ®iHaHCOBO-eKOHOMiYHE 00T PYHTYBAHHS

dinaHcyBaHHS 3aXOIB IIOJI0 CTBOpEHHs Ta (PyHKIIOHyBaHHS HarioHansHOT
0a3n JTaHUX MEIAUYHUX BHUPOOIB 3IIMCHIOBATUMETHCS 3a PAaXyHOK MIKHAPOIHOI
TEXHIYHOI Ta (PIHAHCOBOI JIOMOMOTH, I1HIIMX JKeped, He 3a00pOHEHUX
3aKOHOJABCTBOM, Ta HE MOTPEOyBaTUME JOJATKOBUX BUTPAT 3 IEPHKABHOTO OIOJIKETY
VYkpainu. @iHaHCYBaHHS 1HIIUMX BUAATKIB, HEOOXIAHUX JUIsl peanizallii MPOEKTY aKTa
Oyne 3I1MCHIOBATUCS B MEXaxX BHUAATKIB, MepeadauyeHux 3aKoHOM Npo Jlep:kaBHHIA
oromker Ykpainu. @1HaHCOBO-€KOHOMIYHI PO3PaXyHKH JA0JAI0ThCS.

6. Ilo3uuist 3aiHTEpecOBAHUX OPraHiB

[IpoexT akTa motpedye npoBeACHHS MyOIIYHIX KOHCYIIbTAIIIH.

[IpoekT akTa HE CTOCYETbCSI MUTaHb (PYHKIIIOHYBaHHS  MICIIEBOTO
CaMOBDSIyBaHHs, TpaB Ta IHTEPECIB TEPUTOPIATLHUX TPOMAJ, MICIIEBOTO Ta
PETI0HAILHOTO PO3BUTKY, COIIATBLHO-TPYAOBOI cdepu, mpaB ocid 3 1HBAIIIHICTIO,
(GYyHKIIIOHYBaHHS 1 3aCTOCYBaHHSI YKPaiHCHbKOI MOBH SIK JIEP>KaBHOI, OTKE HE MOTpedye
MOTO/PKCHHSI 3 YIMOBHOBAKCHUMH TIPEICTABHUKAMU BCEYKPATHCHKHUX AacoIliallii
OpraHiB MICIIEBOTO CaMOBpSIyBaHHS YW  BIAMOBIJHUMH OpraHaMH MICIIEBOTO
CaMOBPSTYBaHHS, YIIOBHOBAXCHUMH TIPEICTABHUKAMH BCEYKPATHCHKUX MPOQCIiIOK,
iX 00’eqHaHb Ta BCEYKPAiHChKUX 00’€HAHB OpraHizaiiii poOOTOMABIIB, Y PSI0BUM
YIOBHOB)XEHUM 3 IpaB 0OCI0 3 1HBAIIJAHICTIO Ta BCEYKPAiHCHBKUMHU I'POMAJICBKUMU
OpraHizaiisiMd Oci0 3 IHBAJIIJHICTIO, 1X CHIJIKaMH, YTIOBHOBAXKEHUM 13 3aXHUCTYy
JIEp’KaBHO1 MOBHU.
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[IpoekT aKkTa HEe CTOCY€EThCs cpepr HAYKOBOT Ta HAYKOBO-TEXHIUHOT A1SIBHOCTI.

[Ipoext akta moTpebye morokeHHs 3 MiHictepcTBoM (iHaHCIB YKpaiHu,
MiHicTepCcTBOM €KOHOMIKM YKpainu, MiHicTepcTBoM 1HbpoBOi TpaHchopmarii
VYkpainu, YnoBHoBaxxeHUM BepxoBHoi Panu Ykpainu 3 npas qroaunu, /lepkaBHORO
CIIy>k0010 YKpaiHu 3 JIIKapChKUX 3aC001B Ta KOHTPOJIIO 32 HAPKOTHKAMHU.

[IpoekT akTy HameXUTh 1O HOPMATUBHO-TIPABOBUX aKTiB, IO MICTAITh
MOJIO’KEHHS, CIIPSIMOBaHI Ha BUKOHAHHS YTOIU MO acoriaiito (ctarti 56), y Tomy
yucii gonatkiB 10 Hei (Jomaroxk I11), BinmoBigHO Ha miaAcTaBi YaCTUHU APYTroi CTaTTi
3 3akony VYkpainum «IIpo 3acamm gepxaBHOI PEryIsTOPHOI MOJITHKH Yy cdepi
TOCIOAAPCHKOT JISUTBHOCTI» HOTO i HE TOUIUPIOETHCSA Ha 31HCHEHHS PETYIATOPHOT
TISITTEHOCTI, TIOB’SI3aHOT 3 IPUIHATTSAM MPOEKTY aKTY.

[IpoexT akTa moTpeOye MPOBEACHHS TMPABOBOI €KCIepTH3n MiHICTEpCTBOM
IOCTHINT 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 MOXKYTb 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 MPOBOIUIACK.

[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 YHCII MIXKHAPOJHO-IIPABOBUM, Ta IpPaBy
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

[TpuifHATTS 3aPOTIOHOBAHOTO MPOEKTY aKTa 3arajioM CIPUATUME TOJANBIIOMY
PO3BUTKY B JIepKaBl rOCMOJAPCHKOI AISUIBHOCTI Y cepi o0iry MeauyHuX BUPOOIB,
30UIBIICHHIO TOCTYITHOCTI ISl HACEJIeHHs 10 Oe3MeyHuX Ta e(DEKTUBHUX METUUHUX
BUpOOIB. Peanizalis NmpoekTy akTa MaTUME IO3UTHBHUN BIUIMB HA TI'POMAJIChKE
3JIOpOB’Sl B LIIJIOMY, ITOKPAIIEHHS CTaHy 3/I0pOB’ sl HaceNIeHHs a00 HOTO OKPEMUX TPYTI,
NAII€HTIB, OCKIJIBKHA JO3BOJIUTh YHUKHYTH PU3HKIB MOTPAIJIIHHA HA PUHOK Y KpaiHU
HeOe3neyHnx, HeePeKTUBHUX Ta (anbcuikOBaHUX MEAMYHUX BUPOOiB. Peamizaiis
OPOEKTy aKTa MaTUME€ TaKoX TO3UTHBHHM BIUIMB Ha PHUHKOBE CEpEAOBHIIIE,
3a0€3MeUYeHHs 3aXUCTY TMpaB Ta IHTEPECIiB Cy0’ €KTIB rOCTOapIOBaHHs (BUPOOHUKIB
MEIUYHUX BHUPOOIB Ta iX YHNOBHOBOXEHUX MPEJICTABHUKIB, IMIIOPTEPIB,
PO3MOBCIO/KYBAYiB), a TAKOXK Ha JEP)KaBHI KOMIIETCHTHI OPTaHM 1 OPTraHu 3 OI[IHKH
BIIITOBITHOCTI.
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IMmiIeMeHTallist moJIOXKeHb MPOEKTY akTy, po3podiaeHnx MO3 y BiAMOBIAHOCTI 3
Hopmamu ynHHOTO B €C Pernamenty (€C) Ne 2017/745, Takox D03BOIUTH YKpaiHi
BUKOHATH B35Ti Ha ce0e MI>KHApO IHI 3000B’13aHHS B chepl TEXHIYHOTO PETYJIFOBAHHS
MEIUYHUX BUPOOIB, mepeadaydeHi, 30kpemMa, YTo010 Mpo acoliaillito (crarta 56) ta
Honatkowm III.

Peanizamis mpoekTy akTa HE MaTUME BIUIMBY Ha PO3BHUTOK PETiOHIB,
MiBUIICHHSA YU 3HIDKEHHS CIPOMOXKHOCTI TEpUTOpIajJbHUX TPOMaJ; PUHOK Mparli,
pPiBEHb 3aHATOCTI HACEJICHHSI; €KOJIOTII0 Ta HABKOJMIIHE TPUPOJHE CEPEIOBHUIIIE,
00CSIT TPUPOJHUX PECypciB, piBeHb 3a0pyIHEHHS aTMOC(EpPHOTO MOBITPSA, BOAM,
3eMeib, 30KpeMa 3a0pyJHEHHs] YTBOPEHUMH BIXOAaMH, 1HIII CYCHiIbHI BITHOCHUHH.

BB Ha iHTEpecH 3aiHTepecOBaHUX CTOPIH:

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

BIIIIOBIIHICTE 3 aKTyaJbHUM
TEXHIYHUM  PETYIIOBaHHIM  Ta
npaktukoro €C I MeIUYHUX
BUPOOIB.

MoXIHUBICTH MOJAJBIIIOTO
YCYHEHHsSI TEXHIYHHUX Oap’epiB B
TOPTIBJII, IJBHUINCHHS SKOCTI Ta
0e3MeYyHOCTI MEIUYHUX BUPOOIB,
110 BUPOOJISIIOTHCS Ta/abo
HAJAlOThCS HA PHUHKY YKpaiHW;
30UTBIIIEHHST ~ TOBapooOiry  Ta
iHBeCcTULIN y cdepi MeaTuIHUX
BUpPOOIB 32 paxyHOK YCYHEHHS
Oap’epiB y TOPTIBIIL.

3abe3neyeHHs1 Oe3nMepepBHOCTI Ta
AKOCT1 BUKOHaHHA (pyHkin MO3,
KOMIIETEHTHUX OpraHiB y cdepi
MEIUYHUX BUPOOIB, MPHU3HAYEHUX
OpraHiB 3 OIIIHKH BiJTOBITHOCTI,
MOKpPAIICHHS CTaHy TPOMaJCHKOTO
3I0POB’Sl HAcEIICHHS abo Horo
OKPEMUX T'PYII, TAII€HTIB.

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

MEIUYHUX BUPOOIB Ta X
YIIOBHOBO)XEHUX  MPEICTaBHUKIB,
IMIIOPTEPIB, PO3IMOBCIOKYBAUIB),
3ano0iraHHsl pU3HMKIB MOTPAILJISHHS




Ha PUHOK YKpaiHu HEOE3NEeUHUX,

Hee(PEeKTUBHUX Ta
banbcudikoBaHUX MEJIUYHUX
BHUPOOIB.

['pomansian

Ilo3utuBHUM

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

Hee()EeKTUBHUX Ta
banbcudikoBaHUX MEJIMYHUX
BHUPOOIB.

MiHicTp 0XOpOHH 310pOB’A YKpaiHu BikTop JIALIKO

«

»
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