MOSACHIOBAJIBHA 3AITMCKA
10 npoekty nocranosu Kadinery MinicTpiB Ykpainu

«IIpo 3aTBepaKeHHsT TexXHiYHOTO perjiaMenTy 010 MeIUIHUX BUPOOIB
IS JIarHOCTHKM IN Vitroy»

1. Mera

Metoro npuitHaTTS npoekTy noctaHoBu Kabinety MinictpiB Ykpainu «IIpo
3aTBep/KEHHSI TeXHIYHOrO perjJaMeHTy W00 MEAMYHUX BHPOOIB IS J1arHOCTUKU
In Vvitro» (mam — OpPOEKT aKTy) € rapMOHI3allisl 3aKOHOMABCTBA YKpaiHM 3 IUTaHb
TEXHIYHOTO PEryjroBaHHSA B chepi MEIUYHMX BHUPOOIB JUIS JIarHOCTHKHU IN VItro 3
Pernamentom (€C) Ne 2017/746 €pomneticskoro ITapaamenty ta Pagu Big 5 KBITHS
2017 poky mpo MeIu4HI BUpOOH sl IIAarHOCTHUKH IN VItro ta ckacyBaHHs J{upeKTHBH
98/79/€C i Pimenns Kowmicii 2010/227/€C (nani — Perimament (€C) Ne 2017/746), Ta,
K pe3yJbTaT, YCYHEHHS IOpUAUYHMX, aJMIHICTPATUBHUX Ta TEXHIYHHUX Oap’€piB y
cepi MEIUIHHX BHPOOIB, 30KpeMa MEAMYHUX BHPOOIB JJIA JIarHOCTHKH IN Vitro,
3a0e3MnedeHHs 0e3MeYHOCT] Ta €()EeKTUBHOCTI HaJJaHUX HAa PUHKY YKpaiHU MEIUYHUX
BUpOOIB, IMIUIEMEHTAIllsl CY4YaCHUX €BPOMNEHCHKUX MIAXOAIB O KOHTPOJIIO 3a
0e3MeyHICTI0O 1 €e(EeKTUBHICTIO MEIWYHUX BHUPOOIB Ta 3amo0iraHHs pU3UKAM
NOTPAIUISHHSA Ha PUHOK YKpaiHu HeOe3NeUYHNnX, Hee(EeKTUBHUX Ta (PabCU(PIKOBAHUX
MEIUYHUX BUPOOIB.

2. OOrpyHTYBaHHA HEOOXiTHOCTI NPUIHHATTS AKTA

VYrona npo acowiamiro MK YKpaiHOIO 3 OJHIET CTOPOHHU, Ta €BpONEHCHKUM
Coro3zom, €BpornelicbkuM CIiBTOBapUCTBOM 3 aTOMHOI €HEprii 1 iXHIMU AepKaBaMHU-
YIeHaMH, 3 1IHIIOI CTOPOHH (Jajil — YTro/a Mmpo acoliailiio), NoKIaiae Ha YKpaiHy psij
MIKHApPOJIHUX 3000B’s13aHb 1IOA0 30JMKEHHSI TEXHIYHOTO PEryJIIOBaHHS, CTaHAAPTIB
Ta OL[IHKU BIAMOBIIHOCTI (CTaTTs 56 Yroau npo acouiailito), 30KpemMa HUIIXoM:

1) iMmuemeHTamil BIAMOBIAHMX TMOJOXKEHL acquis €C 10 HaliOHAIBHOTO
3aKOHOJIaBCTBa BiAMoBiAHO 110 Tpadiky Homatky Il mo Yroau mpo acormianiro (mam —
Honarox III);

2) BXHTTS HEOOXIAHMX 3aXOMiB 3 METOK IIOCTYIIOBOTO IOCSTHEHHS
BIIMOBIHOCTI 3 TEXHIYHUMH perjaMeHTamu €C Ta cucTeMamMu CTaHJIapTh3allli,
METpOJIOTii, aKkpeuTallii, poOIT 3 OIIHKH BIAMOBIAHOCTI Ta pUHKOBOTO Harysny €C;

3) mOTpUMaHHS NPUHIUITIB Ta MPAKTUK, BUKIAICHUX B aKTyaJIbHUX DPIMICHHIX
Ta pernmamenTtax €C.

Tak, JlogaTok 111 MiCTHTB CITHCOK 3aKOHOaBCTBA JJIs aJanTallii 13 3a3HaYCHHIM
TEPMIHIB JJIs1 Oro 3MiMCHEHHS, SIKAH BKIIIOYA€ 30KpeMa «Ipo IN VItro miarHoCTHYHI
MeauuHi npuctpoi» (myHkt 2.18. Jomarky III).

3rigHo 3 Buie3azHauyeHuM y 2013 poui B Ykpaini Oysio npuiinato TexHiuHui
periaMeHT IMIOoJ0 MEIWYHUX BHUPOOIB JUIS JIAarHOCTHUKU IN VItro, 3aTBepkeHui
noctaHoBoro KabGinety MinictpiB VYkpainu Bim 2 xoBtHa 2013 p. Ne 754
(po3pobienuii Ha ocHoBI JlupektuBu €Bponeiicbkoro [Tapimamenty ta Pagu €C Big 27
xoBTH 1998 p. Ne 98/79/€EC 1010 MeanyHux BUPOOIB JIs AIarHOCTHKH IN VItro).



Bonnouac y 2017 pomi Ha 3amiHy BuiezazHaueHoi JlupektuBu €C 0Oyiio
npuitaato Permament (€C) Ne 2017/746, sxuii Ha CHOTOAHI € YHWHHUM Ta
OOOB’SI3KOBUM VI BHKOHAaHHA B JepkaBax-wieHax €C. 3 MeTor JOTpUMAaHHS
YkpaiHoto B cdepi TEXHIYHOTO PETYJIOBAHHS MPHUHIIUIIB Ta MPAKTUK, BUKIAJICHUX B
aKTyaJbHHX pimieHHsX Ta pernamentax €C, mnonoxenns Permamenty (€C)
Ne 2017/746 moBuHHI OyTH TaKoX NPUHHATI Ta TMOCTYIOBO IMIJIEMEHTOBAHI
(3ampoBa/KEHI) B HaITIN AepIKaBi.

Bignosigno go miamyHkTy 6 myHKTy 4 [1nany 3axo/1iB 111010 pO3BUTKY CUCTEMHU
TEXHIYHOT'O PEryIIOBaHHs Ha niepiof 10 2025 poKy, 3aTBEPIKEHOTO PO3MOPSIKEHHIM
Kabinery MinictpiB Ykpainu Big 22 BepecHs 2021 poky Ne 1145-p (mam — Ilnan
3ax0/iB), MiHICTEPCTBO OXOpOHU 3/0poB’s VYkpainu (mami — MO3) noBUHHO
po3podutu Ta nojgatu Kabinerosi MiHicTpiB YKpaiHu IPOEKT TEXHIYHOTO PETJIAMEHTY
100 MEIUYHHMX BHPOOIB JJIS AIarHOCTHKH IN VItro, sKuii BiANOBigae aKTyaJlbHOMY
(unHHOMY) aKTy 3aKoHOaaBcTBa €C, a came Perimamenty (€C) Ne 2017/746.

TakuM YMHOM, HA BUKOHAHHS MI>KHAPOJIHUX 3000B’s13aHb Y KpaiHu 3a YTOH010
npo acomiarito (ctartss 56) Ta mignyHkty 6 myskty 4 Ilmany 3axomie MO3
MiTOTOBJICHO MPOEKT aKTy.

[IpuitHATTS TPOEKTY aKTy COPUATAME TOMATBIIIOMY PO3BHTKY B JepKaBi
rocrnoapchKoi AIIbHOCTI y cdepl 00iry MeauyHux BUPOOIB, 30KpEMa MEAMYHUX
BUPOOIB ISl JIarHOCTUKHU IN Vitro, yCYHEHHIO IOPUIVYHUX, aJMIHICTPATUBHUX 1
TEXHIYHUX Oap’€piB B TOPTIBIII 3 AepkaBamMu-wieHaMu €C, BUKOHAHHIO MI)KHAPOTHUX
3000B’s13aHb 32 YTO0I0 MPO acolliailiio, BCTAHOBJICHHIO €JMHUX Ta MPO30PUX TIPABUI
MDK JIep’KaBHUMHU KOMIIETEHTHUMH OpraHamH, MPU3HAYCHUMHU OpraHaMy 3 OI[IHKU
BIJIMTOBITHOCTI Ta Cy0'€eKTaMU rOCTIOapIOBaHH, 1110 3a0€3MeUYUTh TOCATHEHHS OaIaHCy
IHTEpECIB MIAMPUEMHHIITBA Ta JIEPKABH.

3. OCHOBHI NOJI0KEHHSI IPOEKTY aAKTY

PeanizyBatu 3a3Ha4eHy METY MPOMOHYETHCS MIJITXOM MPUIHATTS MPOEKTY aAKTY,
po3pobiieHoro Ha ocHoBi Pernamenty (€C) Ne 2017/746.

[IpoekT axkTy BHCYBAa€ >KOPCTKIIII BHUMOTH JI0 MEAWYHUX BHUPOOIB ISt
JIarHOCTHKHU IN VItro, HiK MONEepeAHi TEXHIYHUN pEriaMeHT, TaKOXK AeTaji3ye
00OB’SI3KM YYACHHUKIB >KHTTEBOTO ITUKIy BUPOOY — BHUPOOHHUKIB, YMOBHOBAXKEHUX
NpeJCTaBHUKIB, IMIIOPTEPIB, TUCTPUO OTOPIB (PO3MOBCIOMKYBAYIB), BU3HAYAE POJIb
YIOBHOBA)XEHOTO TMPEACTABHUKA, PO3MEXKOBYE HOro (DyHKIIT Ta MOBHOBAXEHHS BIJ
MOBHOBAXXEHb IMIIOPTEPIB Ta TUCTPUO FOTOPIB.

[TopiBHsAHO 3 nit0ourM TeXHIYHUM PErJIAMEHTOM, IMPOEKT aKTy BCTAHOBIIOE
O1BIII CYBOP1 BUMOTH JI0 MPU3HAYEHUX OPTaHIB 3 OL[IHKH BIJIMOBIIHOCTI Ta MiBUIIYE
P1BEHb KOHTPOJIIO T4 MOHITOPUHTY 32 IXHBOIO JIISTbHICTIO 31 CTOPOHH YITOBHOBAKEHHUX
Jep>KaBHUX OpradiB. [IpO€KT akTy TakoX 3MIHIOE NpaBWia KiIacH(iKaiii AEesIKUX
MEJAMYHUX BHPOOIB JUIs JIarHOCTUKKA IN VItr0 Ta Mae OuIbll IMHPOKY chepy
3aCTOCYyBaHHA. TaK, BBOJUTUMEThCA Kiacudikalliss MEIUYHUX BHUPOOIB IS
JiarHoCTUKY IN VILr0 3a kimacam, 3aje)KHO Bif TMOB’S3aHOTO pU3MKY: Big A (s
BUPOOIB 3 HU3BKMM CTyNEHEM pH3MKY) 710 D (a1 BUPOOIB 3 BHCOKHM CTYIIECHEM
pu3KKy). 3a3HadeHa Kiacudikallisi 3aMiHMTH 1Ba TMEPENiKH, SAKi Hapasi IiloTh Ta
OXOILTIOIOTH TIJIbKW HE3HAYHY YaCTHHY BHUPOOIB.
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[TpoekT akTy peryioe mpojaxi MEIUYHUX BHPOOIB JJIs JIarHOCTHKH IN VItro
JUCTAHLIMHUM CIOCOOOM 3 BUKOPUCTAHHAM 1H(GOpPMAIiHHO-KOMYHIKAIHHUX CUCTEM
(3okpeMa depe3 Mepexy [HTepHET), 10 BIANOBIIa€ Cy4acHHM NoTpedaM pUHKY. BiH
TaKOX O1IBII AETAIBHO YHOPMOBYE Ta IMMOCUITFOE BUMOTH JI0 AOCTIHKEHB €()eKTUBHOCTI
MEJAMYHUX BUPOOIB JUISl JIarHOCTHKH IN VItr0, TOCTMapKETHHIOBOrO Harjsiay (post-
market surveillance), moctmapkerunroBoro kiiHigyHoro Harmagy (PMCF) Ta
CTIIOCTEPEKEHHSI BUPOOHUKIB 32 1X O€3MEeYHICTIO, @ TAK0K PUHKOBOTO HArJsALy 3 OOKY
JIepKaBH.

[IpoexT akTy mnependauyae crtBopeHHs CHCTEMH YHIKaIbHOI 11eHTUDIKAII]
MEAMYHUX BHUPOOIB st miarHocTuku in Vitro (cucrema UDI) mis 3abe3ncueHHs
MPOCTEKYBAHOCTI iX 0O0Iry MO BChOMY JIAHIIOTY [OCTA4aHHS Ta II1IBUIICHHS
eeKTUBHOCTI Harsiay 3a ix OesmeunicTio. CucreMa MOKpauuTh €()EeKTUBHICTD
3aXOJIB 3 BIJICTE)KEHHS OE3MEYHOCTI BHPOOIB IMICIS MPOJAXKY Ta BJAOCKOHAJIECHOTO
MOHITOPUHTY 31 CTOPOHM KOMIIETEHTHHMX JI€p>KaBHUX OpraHiB. Takox 1€ J03BOJIHTH
3MEHIIUTHA KUIBKICTh MEIWYHUX NOMIIOK Ta NpoTUiiaATH ¢anbcudikaty. Koxen
MEJAWYHUN BUPIO IS JIarHOCTHKHU IN VItro matume yHikampHuE kox UDI, sxwit
OJIHO3HAYHO BU3HAYaTUME BHPOOHMKA, THUI BUPOOIB, HOMEP BUPOOYy abo mapTii. Bin
TaKOX CHPUATHME 30UIBIIEHHIO MPO30POCTI HA PUHKY MEAMYHUX BUPOOIB HUIAXOM
CTBOPEHHsI 0a3W aHWX MEAWYHHUX BUPOOIB, Y TOMY YMCII MEIUYHUX BHPOOIB IJIA
JiarHoCTUKY IN Vitro, iHpopmairis 3 sKoi Oy/1e 9aCTKOBO JIOCTYITHA JIJIsl TPOMAJICHKOCTI.

baza nmaHux mMenuuHUX BUPOOIB BKIIOYATUME TaKi €JIEKTPOHHI CHUCTEMH, SIK
CJIEKTPOHHY CHUCTEMY peecTpallii BUpoOiB, 6a3zy ganux UDI, enexkrponHy cuctemy
peecTpailii cy0'eKTiB rOCIIOJaPIOBAHHSI, €JIEKTPOHHY CUCTEMY MPU3HAYEHUX OPTaHiB 1
cepTudikatiB, €JIEKTPOHHY CUCTEMY JOCIIKEHb €(DEKTUBHOCTI, €JIEKTPOHHY CUCTEMY
criocTepeskeHHs1 3a BupoOamu (vigilance) ta moctmapkernHroBoro Harjsimy (post-
market surveillance), enexTpoHHy crcTeMy PUHKOBOTO HATJISIY.

TexXHIYHMM perjaMeHT IOJ0 MEIUYHHX BHPOOIB Ui JIarHOCTUKH IN Vitro,
BUKJIAJICHU B ITPOEKTI aKTy, HAOepe UNHHOCTI 3 AHs Oy OIiKyBaHHA Ta Oy/i€ BBEICHHIA
B /110 yepe3 D pokiB. [Jo uporo yacy airounii TexHIUHUNA perJaMeHT IpOoJOBKYBaTUME
3aCTOCOBYBATUChH y MOBHOMY 00cs3i. J[s 3abe3nedyeHns aganTaiii 10 HOBUX BUMOT
MPOEKT aKTy JOAATKOBO Tepeadavae mepexijiHi nepioy, aHajaoriuni 3 Pernamentom
(€C) Ne 2017/746.

[Tepen BBeeHHSAM B 00Iir MEAMYHUX BUPOOIB IS AiarHOCTHKH IN Vitro kiacis C
ta D, okpiM IOCHiIKyBaHUX BUPOOIB, BAPOOHUKU MTOBUHHI OyIyTh CKIIACTH PE3IOME 3
0e3meyHocTi Ta €(PEeKTUBHOCTI 11010 OCHOBHHUX aCIEKTIB 0€3MeYHOCTI, €PEKTUBHOCTI
BUPOOIB Ta pe3ysbTaTiB OIIHKK IXHbOI €(PEKTUBHOCTI, SKE PO3MIIIyBaTUMETHCS HA
cailTi BUpOOHUKA ISl MyOJIYHOTO KOPUCTYBAHHS, a TaKOX IyOJIKyBaTUMETHCS B
Eudamed. Jlns crocTepekeHHs 3a B)K€ MPOJAHMMH MEIUYHUMH BHPOOAMH ISt
JTiarHOCTUKK N VItr0 BUPOOHWKM TOBHHHI BIPOBAIUTH KOMILICKCHY CHCTEMY
CTIOCTEPEKEHHS 32 MICIATIPOAAKHOI0 €(DEeKTUBHICTIO, SIKA CTAHE KOMIIOHEHTOM iXHBOT
CUCTEMHU YMPAaBIIIHHS SIKICTIO.

Takox HOBUM € Te, IO y AUCTPUO’IOTOPIB, IMIOPTEPIB, BUPOOHHUKIB Ta
YIOBHOBaXCHHUX TMPEACTABHUKIB BUHUKAIOTH 3000B’S3aHHS Tepel] KOHTPOIIOIYNM
OpraHoOM CTOCOBHO HaJiaHHs oMy 1H(OpMaIIii 111010 BCHOTO JIAHITIOTa 001Ty METUIHUX
BUPOOIB JUIsI IIarHOCTUKH 1N VItro: sskomy cy0’ekTy Oe3rnocepeiHb0 BOHH IMOCTABIICHI;
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AKUM cy0’€KT HaJaB iM BUPIO Ta SIKOMY 3aKJagy OXOPOHH 370POB’S YU MEAUYHOMY
MpAIiBHUKY BOHU O€3MOCEepPEAHhO IMOCTABUIM BUPIO. Y BHMAAKy HEMOMXJIHBOCTI
HA/JaHHS TaKUX TOKYMEHTIB BOHU HECTUMYTh BCIO IOPUIUYHY BIAMOBIJATBHICTD 1010
IIOTO MEIMYHOTO BUPOOY camocTiitHo. Hampukian, y pa3i mopymeHHs BUPOOHUKOM
YMOB BHPOOHUIITBA MEIUYHOTO BHUPOOY I JIarHOCTHUKK N VItro, sKmo
JTUCTPUO IOTOP HE 3MOXKE HAJIaTH JOKYMEHTH, 110 BIH OTpMMaB BUPIO caMe BiJl IbOTO
BUPOOHMKA, TO BIAMOBINAJILHICTE 3a BBEIAEHHS B 00IT MEIUYHOTO BUPOOY Ta
MOPYIICHHS! YMOB BUPOOHUIITBA HECTUME CaMe JUCTPUO I0TOP.

JUist 1mijedl ekcmopTy Ta 3a 3aluTOM BUPOOHHMKA a00 YIOBHOBAa)KEHOTO
MpeICTaBHUKA 3alpOBAKYEThCS BUJA4Ya CEPTUPIKATY BUIBHOTO MPOAAXKY, SKHUM
3acBiUy€, 10 BUPOOHUK YU YINOBHOBAXEHUN TMPEJICTABHUK, y 3aCTOCOBHOMY
BUIAJIKY, MA€ 3apEECTPOBAHE MICIE MPOBAKEHHSI TOCMOAAPCHKOI JISIIBHOCTI Ha
TepuTopii YKpaiHM, a TaKoXX IO BIANOBIAHUNM BHUPiIO, MapKOBaHWUN 3HAKOM
BIIMOBIHOCTI 3T1AHO 3 UM TEXHIYHUM PErIaMeHTOM Ta MOKe OyTU BBEJECHUMN B OOIT.

4. IlpaBoBi acnexkTu

[IpaBoBimHOCMHU B JdaHiil cdepl BIJHOCHUH PETYJIOIOTHCS HACTyIMHUMHU
HOPMATUBHO-TIPABOBUMHU aKTaMHU:

Koncturymisa Ykpainu;

3akoH Ykpainu « OCHOBH 3aKOHO/IABCTBA Y KpaiHU MPO OXOPOHY 3/I0POB'sI»;

3akoH Ykpainu «[Ipo TexHIuH1 perJaMeHTH Ta OLIHKY BIAMOBIIHOCTI;

3akoH Ykpainu «lIpo aepxkaBHHUII PUHKOBUN HArJsJ 1 KOHTPOJIb HEXapyOBOi
MPOIYKLID;

3akoH Ykpainu «IIpo 3arajibHy 0€3MeYHICTh HEXapUOBOT IPOIYKIIIi»;

TexHIYHUI perjiaMeHT IOoJ0 MEIUYHHX BHPOOIB IS JIarHOCTUKH IN Vitro,

3aTBepkeHni mocTaHoBoio KabGinery MinictpiB Ykpainu Big 2 xoBtHa 2013 p.
Ne 754.

5. ®iHaHCOBO-eKOHOMiYHE OOIPYHTYBAHHS

dinaHCyBaHHS 3aXOiB II0JI0 CTBOPEHHs Ta (QyHKIIOHYBaHHs HarioHampHOT
0a3u JTaHUX MEIUYHUX BHUPOOIB 3IINCHIOBATUMETHCS 3a PAaXyHOK MIKHAPOIHOI
TeXHIYHOI Ta (IHAHCOBOI JIOMIOMOTH, IHIIUX JDKEpesd, He 3a00pOHEHUX
3aKOHOJIJABCTBOM, Ta HE MOTPEOyBaTUME JI0JATKOBUX BUTPAT 3 IEPKABHOTO OIOJIKETY
VYkpainu. @iHaHCyBaHHS IHIIWX BUAATKIB, HEOOXITHUX JIJISl peajizallii MpOeKTy aKTa
Oyne 3a1MCHIOBATUCS B MEXaxX BHUAATKIB, MepeadaueHux 3akoHOM mpo JlepkaBHMIA
oromker Ykpainu. @iHAHCOBO-EKOHOMIYHI pO3paxXyHKHU A0JAIOThCS.

6. Ilo3uuist 3aiHTEepecoBaHUX OPraHiB

[IpoekT akTy noTpedye MmpoBeaeHHS MyOIIYHUX KOHCYJIbTaIlIH.

[IpoekT akTy He CTOCYeThCS MNHUTaHb (YHKI[IOHYBAaHHS  MICIIEBOTO
CaMOBDSIyBaHHs, TpaB Ta IHTEPECIB TEPUTOPIATLHUX TPOMAJ, MICIIEBOTO Ta
PETI0HATILHOTO PO3BUTKY, COIIATBLHO-TPYAOBOI cdepu, mpaB oci0d 3 1HBAIIIHICTIO,
(GyHKIIOHYBaHHS 1 3aCTOCYBaHHS YKPAiHCHKOT MOBH SIK IEPKABHO1, OTXKE HE MOTpelye
MOTO/DKEHHS 3 YIMOBHOBOKEHWMH TMPEICTAaBHUKAMHU BCEYKPAiHCHKHX —acOIlialii
OpraHiB MICLEBOIO CaMOBpSAyBaHHS YM BIANOBIJIHUMHU OpraHaMy MICLIEBOTO
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CaMOBPSIIyBaHHs, YIIOBHOBaXEHUMU MPEICTABHUKAMU BCEYKPATHCHKUX MPOQCHIIOK,
ix 00’eqHaHb Ta BCEyKpAiHCHKUX 00’ €HAHBb OpraHizamiii poOOTOMABINB, YPSIOBUM
YIOBHOBaXEHUM 3 TIpaB OCi0 3 1HBAJIJHICTIO Ta BCEYKPAIHCHKUMHU T'POMAaJCHKUMHU
oprafizamisiMd oci0 3 IHBATIJHICTIO, iX CIUIKaMH, YTIOBHOBAKEHUM 13 3aXHUCTY
JIep’KaBHOI MOBH.

[Tpo€eKT aKTy HE CTOCYEThCS chepr HAYKOBOI Ta HAYKOBO-TEXHIYHOI TISUTBHOCTI.

[IpoexT akTy motpebye moromxeHHs 3 MiHicTepcTBOM (hiHAHCIB YKpaiHu,
MiHicTepCTBOM €KOHOMIKM YKpainu, MiHicTepcTBoM 1HbpoBOi TpaHchopmarii
VYkpainu, YnoBHoBaxxeHUM BepxoBHoi Panu Ykpainu 3 npas groaunu, /lepkaBHOrO
CIIy>k0010 YKpaiHu 3 JIIKapChKUX 3aC001B Ta KOHTPOJIIO 32 HAPKOTHKAMHU.

[IpoekT aKkTy HalneXuTh 1O HOPMATHUBHO-TIPABOBUX aKTiB, IO MICTSTh
MOJIOKEHHS, CIIPSIMOBaHI Ha BUKOHAHHS YTOIM Mpo acolamito (crarri 56), y Tomy
gucii poaaTtkiB 1o Hei (Jomarok III), BiAmOBIAHO HA MiJCTaBl YaCTHUHU JIPYTOi CTATTI
3 3akony VYkpainum «IIpo 3acamm gepxaBHOI pPEryIATOpHOI MONITHKH Yy cdepi
rOCIOJAAPCHKOT IISIIBHOCTI» HOro Jisl HE MOIIUPIOETHCA Ha 3/11MCHEHHS PETryIsSTOPHOT
JUSTIBHOCTI, OB’ A3aHO1 3 TPUUHATTSAM IPOEKTY aKTY.

[Ipoext akTy moTpeOye MNpOBEACHHS NPaBOBOi eKCHepTu3u MIiHICTEPCTBOM
IOCTHIlT YKpaiHHu.

7. OuiHka BiAnoBiAHOCTI

[IpoekT akTy He MICTUTHh IOJIOKEHb, IO CTOCYIOTbCS IIpaB Ta CBOOOJ,
rapanToBaHnX KOHBEHIN€IO MPO 3aXHCT MpaB JIIOJWHU 1 OCHOBOMOJIOXKHUX CBOOO,
BIJIMBAIOThH Ha 3a0€3ME€UEHHS PIBHUX NPAB Ta MOMXJIMBOCTEH JKIHOK 1 YOJIOBIKIB.

VY mpoekTi aKTy BiJICYTHI MOJIOKEHHS, SIKI MOXKYTh MICTUTA PU3UKH BUMHEHHS
KOPYMIIHHUX MPABONOPYIIIEHb Ta TPABOMIOPYIICHD, OB’ I3aHUX 3 KOPYTIIII€I0, a TAKOXK
[0 CTBOPIOIOTH MiJICTABU JJI TUCKPUMIHAIIII.

I'pomanceka aHTHKOpYNUiMHA, TPOMAJChKA AHTUJIMCKpUMIiHAIIiHA Ta
rpoMajicbKa reHIepHO-IIPaBOBa €KCIIEPTH3U HE MPOBOIUIACE.

[IpoekT akTy moTpeOye HampaBieHHS 10 YpsgoBoro odicy KOOpAHUHAIl
€BPOICHCHhKOI Ta eBpoarinanTuyHoi iHTerpaiii Cekperapiaty KabGinety MinicTpiB
VYkpainu a1 npoBeJeHHST eKCIEPTU3U Ha BIAMOBIIHICTh 3000B’A3aHHSAM YKpaiHU Y
cdepl €BpOIENUCHKOT 1HTErpallii, y TOMy YHCII MIDXKHAPOJHO-TIPABOBUM, Ta TIPaBY
€pporneiicekoro Coro3y (acquis €C).

[Ipoekt akTy moTpedye HampasiieHHs 10 HallloHaJbHOTO areHTcTBa 3 MHUTaHb
3ano0iraHHs KOpynuli AJis BU3HAYEHHS HEOOX1THOCTI MPOBEIECHHS aHTUKOPYILIMHOI
eKCIIEPTU3H.

8. IIporuo3 pe3yabrariB

[TpuitHATTS 3aPONOHOBAHOTO MPOEKTY aKTy 3arajioM CIPUSATUME TTOAATBIIOMY
PO3BUTKY B JIep>KaBl TOCHOJIAPCHKOI AIsUIBHOCTI y cdepl 00iry MeITudHuX BHUPOOIB,
30KpeMa MeJIUYHHUX BUPOOIB /IS AIarHOCTUKH IN VItro, 301bIIEeHHIO TOCTYTHOCTI ISt
HaceJeHHs 10 Oe3neyHuX Ta epeKTMBHUX MEIUYHUX BUpPOOIB. Peamizaliisi mpoekTy
aKTy MaTHME TMO3WTHBHHMM BIUIMB Ha TPOMAJICBKE 370POB’S B IIJIOMY, MOKpPAIICHHS
CTaHy 37I0pOB’sl HaceJeHHS a00 HOTro OKPEMUX I'pyI, MAIIEHTIB, OCKIJILKU JI03BOJIUTH
YHUKHYTH PU3UKIB IMOTPAIUITHHS Ha pUHOK YKpaiHu HeOe3NeuHnx, Hee(DeKTUBHUX Ta



dbanbcudikoBaHUX MEIUYHUX BHPOOIB I JIarHOCTUKH IN Vitro. Peamizariis mpoekTy
aKTy MaTHME TaKOXX TO3WTHUBHUU BIUIUB Ha PUHKOBE CEPEIOBHINE, 3a0e3MeUeHHs
3aXUCTy NpaB Ta IHTEepeciB CyO’€KTIB TocmojaproBaHHs (BUPOOHHMKIB MEIHYHUX
BUPOOIB Ta IX YHNOBHOBR)KEHHUX IPEICTABHUKIB, IMIOPTEPiB, PO3MOBCIOXKYBaYiB), a
TaKOX Ha JIep>KaBHI KOMIIETCHTHI OPTaHM 1 OPTAaHHU 3 OIIHKH BiJMOBITHOCTI.

IMmieMeHTaIlis MOI0XKEHb MIPOEKTY aKkTy, po3pobiennx MO3 y BIAMOBIIHOCTI 3
HopMamu unHHOTO B €C Permamenty (€C) Ne 2017/746, Takox D03BOJUTH Y KpaiHi
BUKOHATH B35Ti Ha ce0e MI>KHApO IHI 3000B’13aHHS B chepl TEXHIYHOTO PETYJIFOBAHHS
MEAMYHUX BUPOOIB I JIarHOCTHKH IN VItro, mepenbadeHi, 30kpeMa, YT0I0I0 MPo
acomiarito (ctarts 56) Ta JJomarkom III.

Peanizaniiss mpoekTy akTy HE MaTHUME BIUIMBY Ha PO3BUTOK PETIOHIB,
MIJBUIIEHHS UM 3HWKEHHSI CIIPOMOKHOCTI TE€PUTOpIaIbHUX TPOMaJ; PUHOK Ipaiii,
pPIBEHb 3aMHATOCTI HACEJCHHS, €KOJIOT1I0 Ta HABKOJUIIHE MPHUPOIHE CEPEAOBHIIIE,
o0cAr MPUPOJHUX PECYPCIB, pIBEHb 3a0pyIHEHHS aTMOC(HEPHOro MOBITPs, BOAH,
3eMelb, 30KpeMa 3a0pyIHEHHSI yTBOPEHUMH BiXOJIaMH, 1HIII CYCIIbHI BITHOCUHH.

BmuiuB Ha 1HTEpecH 3aiHTEPECOBAHUX CTOPIH:

3ainTepecoBana Bruius peasnizauii IHosicHeHHs 0YIKYBAHOI'0 BILIMBY
CTOPOHA aKTa Ha
3aiHTepecoBaHy
CTOPOHY
[epxasa [To3uTuBHUI [IpuBeneHHsT CUCTEMU TEXHIYHOTO
peryIroBaHHs Ykpainu y

BIJIIIOBIIHICTH 3 aKTyaJbHUM
TEXHIYHUM  PETYJIOBaHHSIM  Ta
npaktukoro €C s MEeIUYHUX
BUpPOOIB,  30KpeMa  MEIUYHUX
BUPOOIB JUIS JIarHOCTUKH IN Vitro.
MoXIHUBICTH MOJAJIBIIIOrO
YCYHEHHsSI TEXHIYHHUX Oap’epiB B
TOPriBJII, MIJBHUILEHHSA SIKOCTI Ta
0e3MeYyHOCTI MEIUYHUX BUPOOIB,
110 BUPOOJISIOTHCS ta/abo
HAJAIOThCS HA PUHKY YKpaiHy,
30UTBIIIEHHST ~ TOBapooOiry  Ta
iHBeCcTULIH y cdepi MeTuIHUX
BHUPOOIB [IJIs1 JIarHOCTHKH IN Vitro 3a
paxyHOK YCyHEHHA Oap’epiB y
TOPTIBIIL.

3abe3neyeHHs1 Oe3nepepBHOCTI Ta
AKOCT1 BUKOHaHHA (yHkiin MO3,
KOMIIETEHTHUX OpraHiB y cdepi
MEIUYHUX BUPOOIB I
JIarHOCTHKH 1N VItro, mpu3HaYeHUX
OpraHiB 3 OIIIHKM BIJIOBIIHOCTI,
MOKPAIICHHS] CTaHy T'POMaJICHKOTO




3I0pOB’S HaceleHHs abo Horo
OKPEMHX T'PYII, TAII€HTIB.

Cy0’extn
TOCIOIAPIOBAHHS

Ilo3utuBHUM

3a0e3meueHHs] 3aXUCTy TMpaB Ta
1HTEepeciB CyO’€eKTiB
rOCIIOIapPIOBAHHS (BHpOOHUKIB
MeIUYHUX BUPOOIB Ta ix
YIOBHOBOXEHUX  IMPEACTaBHUKIB,
IMIIOPTEPIB, PO3MOBCIO)KYBaYiB),
3ano0iraHHs pU3UKIB MOTPAIUITHHS
HAa PUHOK YKpaiHM HeOe3NeyHux,
Hee(DEeKTUBHUX Ta
banscudikoBaHUX METUIHIX
BHPOOIB I JIarHOCTHUKH N VItro.

['pomanstan

Ilo3utuBHUM

30UIbIIEHHA  JOCTYIHOCTI  JUId
HaceJeHHs J0 Oe3lneyHux Ta
e(EeKTUBHUX MEIUYHHX BHUPOOIB
UL J1arHOCTHKH in  Vitro,
3armo0iraHHsl pU3HUKIB MOTPAILISTHHS
Ha PUHOK YKpaiHU HeOe3NeuHuX,
Hee(DEKTUBHUX Ta
danbcudikoBaHUX MEIUYHUX
BHUPOOIB JUI JIarHOCTHKH IN Vitro.

MiHicTp 0XOpOHH 310pOB’A YKpaiHu
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