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[apmonizaiiss ~ yKpaiHCBKOTO 3aKOHOJIaBCTBa 3 aHaJIOTTYHUM
3akoHOMaBcTBOM €C y cdepi 00iry MeaudHUX BUPOOIB HAMA€ BITUYUZHSIHUM
BUPOOHHMKAM MO>KJIMBICTh BUBOJUTHU CBOIO MPOAYKIIIO HA €BPONEHCHKUIM PUHOK
Ta MIJIBUIIYE il KOHKYPEHTOCITPOMOXKHICTH B IILJIOMY.

[TpoBenenuii aBTOpamMu aHaldi3 YMHHOI HOPMATHUBHO-3aKOHOAABYOi Oa3u
MOKa3aB, 10 OCHOBHUMH HOPMATHBHUMH JIOKYMEHTAMH, SIKI PErJIAMEHTYIOTh
OI[IHKY BIITIOBITHOCTI MEIMYHUX BUPOOIB €:

— 3akoH VYkpainu «lIpo nepxkaBHMII PHUHKOBHI Haryisg 1 KOHTPOJIb
HEXapyoBO1 MPOYKIID»;

— 3akoH Ykpainu «IIpo 3aranpHy 0€3MeuHICTh HEXapuoBOi MPOAYKIIII»;

— 3akoH VYkpainu «IIpo OCHOBHI 3acaaW JEepKaBHOTO HATJIALY
(KoHTpOJII0) Y chepi rocrnogapchKoi MisUTbHOCTIY;

— 3akoH Ykpainu «IIpo TexHiuHI perlaMEeHTH Ta OILIHKY BiIMOBITHOCTI»;

— TexHIYHUNA perjiaMeHT MIOA0 MEIUYHUX BHUPOOIB, 3aTBEPKEHUMN
noctranoBoto Kabinery MinictpiB Ykpainu Big 02.10.2013 Ne 7583;

— TexHIYHUN peryIaMeHT MI0JI0 MEIUYHUX BUPOOIB ISl T1arHOCTUKHU In
vitro, 3aTBep/pkeHuid noctanoBoro Kabinery MinictpiB Ykpainu Big 02.10.2013
Neo 754;

— Texuiunmii perjamMeHT IIOAO AaKTUBHUX MEAMYHUX BHUPOOIB, sKi
IMIUIaHTYIOTh, 3aTBEP/DKeHUM mocTtaHoBoro Kabinety MiHicTpiB YkpaiHu Bij
02.10.2013 Ne 755.

3akoHoM Ykpainu «I[Ipo TexHI4Hi perjaMeHTH Ta OIIHKY BIAMOBIIHOCTI»
[1] BU3HAaueHO MPaBOBI Ta OpraHi3alliiiHi 3acaju PO3POOJICHHS, MPUUHATTI Ta
3aCTOCYBaHHS TEXHIYHMX PErJIAaMEHTIB 1 MPOLEIYyp OLIHKH BIIMOBIAHOCTI, SKi
nependadyeHi LKUM 3aKOHOM, a TaKOX 3A1MCHEHHA OOpPOBUIBHOI OILIHKHU
BIITIOBITHOCTI.

BianoBigHICTh MPOAYKINi BUMOTaM TEXHIYHHX PETJIAMEHTIB MOXe OyTu
3a0e3MnedeHa NUIAXOM 3aCTOCYBAaHHS HAIllOHAJIBHUX CTaHAAPTIB, MOCUJIAHHS Ha
Kl MICTSATbCSI Y BIANOBIIHUX TEXHIYHUX perijamMeHTax. Y TEXHIYHOMY
perJamMeHTi 3a3HAvYaeThes, 110 BIAMOBIIHICTh MPOAYKIII TaKMM HallOHAJIBHUM
CTaHJapTaM € €JIUHUM CHOoCOOOM, YM OJHUM 13 CHOCOOIB 3aJI0BOJICHHS
BIJIMTOBITHUX BUMOT TEXHIYHOTO PETIaMEHTY.

3 01.07.2015 000B’I3KOBUMH [JIs1 BUKOHAHHS CTaJId BUMOTHA TEXHIYHOTO
pEriaMeHTy 100 MEAMYHUX BHUPOOIB, 3aTBEPIKEHOT0 MocTaHoBol0 Kabinery
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MinictpiB Ykpainu Big 02.10.2013 Ne 753 «IIpo 3aTBepmkKeHHS TEXHIYHOTO
pEeriaMeHTy MIOA0 MEIWYHUX BHPOOIB» [2], Iif SKOTO TMONIUPIOETHCA Ha
MEJIMYHI BUPOOU Ta JOTOMIXHI 3aCOOM J10 HUX.

3rigHO 3 MOJOKEHHSIMH JaHOTO TEeXHIYHOTO PeryiaMeHTy, BBEJICHHS B 00IT
Ta/abo eKcCIUTyaTallll0 MEIUYHHX BUPOOIB JO3BOJIIETHCS Y pasl, SKIIO BOHU
MOBHICTIO BIATNOBIAAIOTh BHUMOTaM TEXHIYHOTO pErJiaMeHTy, 3a yMOBH
HAJIEXKHOIO TIOCTAYaHHS, BCTAHOBJIEHHS, TEXHIYHOIO OOCIYTOBYBaHHS Ta
3aCTOCYBAaHHA 1X 3a IPU3HAYCHHSM.

TexHiyHUM perjaMeHTOM Iepen0dayaeTbCs, 10 MEIUYHI BUPOOH
pPO3pOOIISAIOTECS Ta BHUIOTOBJISIOTHCA B Takuil cmocid, mob y pas3i ix
3aCTOCYBaHHS 32 NMPU3HAYEHHSM Y BIAMOBIIHUX YMOBAaX BOHM HE CHPUYUHSIU
BUHUKHEHHS PHU3UKY [JIs KIIHIYHOTO CTaHy a00 Oe3MeKH CIOXKHUBAaudiB Y IS
3710pOB’sl 1 OE3MEeKH KOpPUCTYyBauiB ab0 1HIIKUX OCi0, 32 YMOBH, IO Oyb-sKi
NOTEHLIWHI PU3UKHU, SIKI MOXYTh OyTH TMOB’S3aHI 13 3aCTOCYBAaHHSIM TaKHUX
MEIUYHUX BUPOOIB 3a iX NpPU3HAYCHHSIM, € JONYCTUMUMHU TOPIBHSHO 3
KOPHMCHOIO JII€I0 JUISI CIIOKMBAUIB 1 MOEIHYIOTHCS 3 BUCOKHAM DPIBHEM 3aXHCTY
3JI0pOB’s Ta OE3MEKH.

Menuyni BupoOHU, MO0 SKUX Oy/e MPOBEACHO BIATIOBIAHY MPOIEAYPY
OIIIHKH BIAMOBIAHOCTI BUMOTaM TEXHIYHUX PErjIaMEeHTIB, BBOIUTHUMYThCS B 00IT
3a HAsABHOCTI JeKjapamid BIAMOBIAHOCTI, IO BHJAIOTHCA BUPOOHUKOM
MEIUYHOTO0 BHUpPOOy, ab0 HOro ymOBHOBaKEHUM IMPEJICTABHUKOM B YKpaiHi.
Jlexmapaitisi mpo BIAMOBIAHICTh MA€ CYNPOBOIKYBATH MEIUYHUN BUPIO IiJT 4ac
BBEJICHHSI HOro B 00ir Ta peanizamii. OOOB’A3KOBOI0 BUMOTOI0 TexHIYHOTO
peryiaMeHTy € TpU3HAYCHHS YINOBHOBAXKEHOI'O IMPEACTaBHUKA BHUPOOHHUKA
MEIUYHOTO BUPOOy Ha TepuTopii YKpaiHu y pasi, SKI0 BUPOOHUK HE €
pE3UAEHTOM Y KpaiHu.

Menuyni Bupobu mopistorees Ha kiacu I, Ila, 116 1 III. Knacudikarris
3IMCHIOETHCS BIAMOBIAHO /10 MIpY MOTEHIIMHOTO PU3UKY BiJl iX 3aCTOCYBAaHHS.

[Tpn xnacudikamii MeIUYHUX BHUPOOIB BPaXOBYIOTh KpUTEpii Taki, K
TPUBAIICTh KOHTAKTy 3 JIIOJCHKUM TLIOM a00 B3a€EMO3B’S3KYy 3 HHUM, CIIOCIO
BBEJICHHS MEIWYHOTO BHPOOY B TUIO JIOJWHU, 3aCTOCYBAHHS ISl YKUTTEBO
BKJIMBUX OPraHiB 1 CUCTEM 3aCTOCYBaHHS JKepesl eHeprii.

BupoOuuku wmeanunux BupoOiB | Kjacy NOTEHIIHHOTO PH3UKY
3aCTOCYBaHHS (HE € CTEpPWIBHUMU Ta 0e3 (PyHKII BUMIPIOBaHHS), a TaKOX
MEAMYHUX BUPOOIB NJISl MIarHOCTHKU in Vitro (OKpIM THX, SIKI BKIJIIOYEHO /0
nepenikiB A ta B, Ta BUpOOIB 111 CAMOKOHTPOJIO) CaMOCTIMHO MPOBOJSATH
OLIIHKY BIAMOBIAHOCTI 0€3 3aJy4eHHS OpraHy 3 OI[HKMA BiAMOBIIHOCTI Ta
CKJIQJIalOTh JICKJIapallifo PO BiMOBIIHICTb.

BupoOnuk abo #oro ymoBHOBaKEHUH TMpenCTaBHUK B YKpaiHi (3a
HassBHOCTI BIJIIOBIJIHOTO J03BOJIY BiJi BUPOOHWKA) HAHOCHUTHh Ha TakKi BHUPOOH
3HAK BIJIMTOBITHOCTI 10 MOMEHTY BBEJICHHS iX B 0OIT.

BupoOuuku npoxykuii Ila, IIb ta III xmacy mnoreHmiiiHOrO pHU3UKY
MPOXOJSATH OILIIHKY BIAMOBIIHOCTI Yy JBa IUISIXH: 4epe3 BUIPOOYyBaHHS BUPOOIB
abo depe3 OLIHKY CHUCTEMH YOpPAaBIIHHS SKICTIO BHpOOHWKaA. JlJia BUIAIKy
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BUMPOOYBaHHsI BUPOOIB JOKA30M BiAMOBIIHOCTI BUPOOIB OCHOBHHUM BHMOTaM
TEXHIYHUX PErJaMeHTIB € TO3UTUBHI pe3yiabTaTH BHUNPOOyBaHb Ha
BIJIMOBIAHICTh CTaHJApTaM, IO BiAMOBIIAIOTh €BPONEHUCHKUM TrapMOHI30BaHUM
CTaHJapTaM.

[Ipoxo/KeHHsI OIIHKK  BIAMOBIAHOCTI IMIJIAXOM  OIIIHKH CHCTEMH
YOpaBIiHHA AKICTIO MOTpeOye BHUI3My Ha BUPOOHHYI IUIOLII TPYHH ayJUTOpPIB
OpraHy 3 OLIIHKH BiAnmoBigHOCTI. [lonepenHbo npu3HAYa€eThCS Tpyna ayJIuTOopiB
Ta PO3pPOOJIIETHCA TpOrpaMa ayauTy 1 3TOJOM Y3TOJDKYIOTHCS 13 3assBHUKOM.
Takuii mUIAX 103BOJISIE TIEPEBIPUTH HA BiIMOBIAHICTH 3alaHUM BUMOTaM BECh
CHEKTpP BUPOOIB, III0 BUTOTOBISIOTHCS HA TAKUX TIOIIAX.

[TocranoBoro Kabinery MinictpiB Ykpainu Big 01.06.2011 Ne 573 «IIpo
3aTBEPKEHHS TEpeiKy OpraHiB JIEep)KaBHOTO PUHKOBOTO Harysay Ta chep ix
BignoBigansHOCT» [3] BH3HaueHo JlepkaBHY ciykOy YKpaiHH 3 JIIKapChKHUX
3ac00iB Ta KOHTPOJIIO 3a HapKoTUKamu (mami - Jlepxiikcioyk0a) opraHom
JIeP’KaBHOTO PUHKOBOTO HATJISATY IOJI0 METUIHUX BUPOOiB.

[Ipuznaueni opraHu 3 OIIHKK BIAMOBIIHOCTI MEAWYHHUX BHUPOOIB
pPeryJISIpHO 3BITYIOTh MPO CBOK MJiSIBHICTE JIepKIIKCIyxk01, SK OpraHy
JEeP’KaBHOTO PUHKOBOTO HATJISIAY, IIOI0 MEMYHUX BUPOOIB [4].

Kpim Toro mnpusHadeHi opraHud 3 OIIIHKH BIJIMOBIJIHOCTI MEIUYHUX
BUPOOIB BEIYyTh PEECTP BHIAHUX CEPTU(IKATIB BIAMOBIIHOCTI Ta HATAIOTh iX
KOMii 32 BCTaHOBJICHOIO MPOLEAYPOIO 0 JCPKABHOTO peeCTpy cepThu(dikaTiB
BIIIIOBITHOCTI.

Takum urHOM 3a pe3ynbTaTaMH JOCIIKEHb MOXHA 3pOOWTH BUCHOBOK,
[0 3aCTOCYBaHHS MEXaHI3MIB Ta 1HCTPYMEHTIB IIIOJIO OI[IHKH BiJMOBIAHOCTI
MEAMYHUX BHPOOIB TO3BOJNIUTH 3a0€3MEUUTH JTOCTYI HACENEHHS /0 CYYacHHX,
AKICHUX Ta 0€3MeYHUX MEAUYHUX BUPOOIB.
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