MHHOSACHIOBAJIBHA 3AITUCKA
10 npoekty nmocranoBu Kadinery MinicTpiB Ykpainu
«IIpo 3aTBepa:xenns Ilopsiaky nepkaBHOI peecTpanii He0e3MeYHUX

¢paxkrTopiB»
1. Meta
[IpoexT noctanosu Kabdinery MinictpiB Ykpainu «IIpo 3atBepmxenns [lopsaky
JepKaBHOI peectpanii HeOe3neyHux (akTopiB» (majal - TMPOEKT ITOCTAHOBHU)

pO3po0IIeHHH 3 METOIO peaizallii ab3aiy BOChbMOTO IMYHKTY 9 4acCTHHU IMEpIoi CTaTTi
7, vactuau mnepmoi ctarti 47 3akony VYkpainu «IIpo cucreMy rpomMasicbKoro
3I0pOB’s» B YacCTHHI HOPMATHBHO-IIPABOBOTO BPErYJIOBaHHS MUTaHb MPOBEICHHS
JIep>KaBHOI peecTparii XIMIYHUX Ta 010JI0TTYHUX HeOe3neUHUX (PaKkToOpiB cepeoBHUIIa
KUTTEAISUTBHOCTI JIFOJIMHU 3 METOIO BCTAHOBIICHHSI HAJIEKHOTO PIBHS O€3IEKH 1 3aXUCTY
3I0POB'S JTIOIVHU.

2. OOrpyHTYBaHHSI HEOOXITHOCTI MPUIHATTS AKTA

BianosinHo 10 a63aily BOCBMOTro MYyHKTY 9 4acTHHM MEPIOi CTaTTi 7, YaCTUHU
nepuioi crarti 47 3akony Ykpainu «IIpo cuctemy rpomancbkoro 310poB’s» Kabiner
MinictpiB Ykpainu y cdepl rpoMaicbKOro 370pOB’s 3aTBEPIKY€E MOPSIOK JA€P>KaBHOI
peectpanli Hebe3neuHux (HakTopiB; MepraaBHIN peecTpallii MiIAraloTh XIMIYHI Ta
OiosoriyHl HeOe3neuHi (aKTOpU - XIMIYHI PEYOBMHU Ta PEYOBUHU O10JIOTTYHOIO
noxo/pkeHHs. Jlep)kaBHa peecTpallisi XIMIYHUX PEYOBHH Ta PEYOBHH O10JIOTTYHOIO
MOXOJDKEHHS TOJIATAE y BHECEHHI MaHuX A0 JlepkaBHOTO peecTpy HeOe3meuHuX
dakTopiB (mami - AepkaBHHMM peectp). Jlo Jep’kaBHOrO peecTpy BHOCHTHCS Taka
1H(}OopMaIlis Tpo PEUOBUHY: Ha3Ba PEYOBHHH; JKEPEIIO MOXOKEHHS (BUPOOHUIITBA);
JaHl PO TMPU3HAYECHHS PEYOBHHH, OCOOJIMBOCTI O1OJIOTIYHOI Aii, KJac HeOe3MNeKu,
XapakTep Jii PEYOBMHHM Yy HABKOJMIIHHOMY CEpPEIOBHUIII, METOJM 1HIHMKAIIII;
BCTAHOBJICHI JUIsI PEYOBUHHU JIEpKaBHI MEIUKO-CaHITapHI HOPMATHBH, a 3a

HEOOXITHOCTI - TaKOX JIepKaBHI MEIUKO-CaHITapHI TpaBWJIa BUKOPUCTAHHS
(3acTOCyBaHHS).

JlaToro modatrky (yHKLIOHYBaHHs JlepaBHOTO pEeCTpy € BBEIEHHS MOro B
eKCILTyaTallixo.

Knacudikamiss HeOe3nmekn XIMIYHMX PEYOBMH Ta XIMIYHOI MPOAYKIIT
MPOBOJUTHCA HA OCHOBI Y3rOJIKEHOT Ha TJI00AJIbHOMY PIBHI CHCTEMH Kiacudikarii
HeOe3nekn Ta MapkyBaHHs XiMmiuHOi npoaykuii (Globally Harmonized System of
Classification and Labelling of Chemicals - GHS).

BiamoBimno g0 crarti 35 3akony VYkpaiam «[Ipo 3a0e3meueHHs XIMIYHO1
Oe3rmeku Ta yHpaBIiHHS XIMIYHOIO MPOIYKII€», cTarTi 5 3akoHy Ykpainu «IIpo
TEXHIYHI PErJIaMEeHTH Ta OLIHKY BIAMOBIIHOCT» Ta ab3ally OCTOro NyHKTy 8 Po3ainy
XI «Ilpukinnesi Ta mepexigHi ToJoXeHHsS» 3akoHy Ykpainm «[Ipo ympaBmiHHS
BIIXO/IaMW» TIOPSAJOK Kiacudikallii Ta MapKyBaHHS XIMIYHUX PEYOBHH 1 XIMIYHOI
MPOYKITii BCTAHOBJIIOETHCS TEXHIYHUM PETJIAMEHTOM, 1110 3aTBEpKyeThcst KabiHeTom
MinictpiB Ykpainu.
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3. OCHOBHI 110JIO’KeHHSI POEKTY aKTa

[IpoekTOM TIOCTAaHOBH TIPOTIOHYETHCS 3aTBepauTH [lopsmok mep:kaBHOI
peectpariii GpakTopiB.

4, IIpaBoBi acniekTn

VY naniii cepi cycniibHUX BITHOCHH J1IOTh:

Konctutymis Ykpainu;

broxeTHnit koaeke Ykpainu;

3akoH Ykpainu «[Ipo cucremy rpomMagchbKoro 3J0pOoB’s»;

3akoH Ykpainu «IIpo 3axuct HaceneHHs Bi 1HOEKIIHHIX XBOPOOY;

3akoH Ykpainu «IIpo 3a0e3nedeHHs XiMIYHOT O€3MEeKH Ta yIpaBIiHHS XIMIYHOIO
MPOTYKITIEION;

3akoH Ykpainu «OCHOBH 3aKOHOJABCTBA Y KpPAalHU IIPO OXOPOHY 30POB’SI»,

3akoH Ykpainu «IIpo myOaiuHi eeKTpOHHI PEECTPU»;

3akoH Ykpainu «lIpo agmiHicTpaTUBHY NPOUEAYPY»;

3akoH Ykpainu «IIpo 103BUIbHY cucTEMY Yy cpepi roCoAapChKoi JISTIbHOCTI;

noctanoBa Kabinery MinictpiB Ykpainu Big 15 mrororo 2002 poky Ne 153
«[Ipo cTBOpeHHSI €IUHOI CHCTEMH 3alydeHHS, BUKOPHUCTAHHS Ta MOHITOPHUHTY
MI>KHAPOJIHOT TEXHIYHO1 JOIIOMOTHY;

noctanoBa KabGinety MinictpiB Ykpainu Bim 8 Bepechs 2016 poky Ne 606
«/lesK1 muTaHHS €IEKTPOHHOI B3aEMO/IIT €IEKTPOHHUX 1HPOPMALIMHUX PECYPCIBY.

S. DiHaAHCOBO-eKOHOMIYHE 00IPYHTYBAHHS

CrBopennst Jlep:kaBHOTO peecTpy Hebe3neunux HaxktopiB Oyjae 3a1HCHIOBATUCS
B MEXax MpOorpaMyd MIKHApPOIHOI TEXHIYHOI AOMOMOTH «ENEKTpOHHE ypsayBaHHS
311 MA3BITHOCTI Biaau Ta ydacti rpomaau (EGAP)» 2 da3za, mo dinaHcyerbes
VYpsapom IlIBerinapcekoi Kondenepauii uepe3 IlBeiiapcbKy areHiir0 po3BUTKY 1
cniBpoOiTHunTBa (SDC) (mam - Ilporpama EGAP), ¢dyHKLIOHYBaHHS B paMKax
NOTOYHUX Oro/KeTHUX acurHyBaHb 3a nporpamoro KITKBK 2301350 «Opranizauis 1
PETYIIOBaHHS MIsUIBHOCTI YCTAHOB Ta OKPEMI 3aXOAH Y CUCTEMI OXOPOHH 3I0POB’SD».

Mixnaponna Omaropaiiina opradizamis «®onx CxigHa €poma», IO €
HEMpUOYTKOBOIO OpraHizaifi€ro, koja topuaudnoi ocobu 3a €JIPTIOY 35142329
3a3HAYAETHCSI 3aMOBHUKOM JOTOBOPY, MiHICTEPCTBO OXOPOHHU 370pOB’d YKpaiHHM —
peuurienTom, JlepkaBHe mianpuemMctBo «lHdOpMaIiitHO-00UUCTIOBATILHUN IEHTP
MiHicTepcTBa COLIANBHOT MOMITHUKK YKpaiHU», 1ACHTHU(PIKALIAHUN KOJ FOPUIAYHOI
ocobu 3a €/IPTIOY 03562649 — BukoHaBLeM. PeecTpaliiiiHa KapTka mpo JAep>KaBHY
peectpamito IIporpamu EGAP Ne 4278 Bin 24 ciuns 2020 poky (BKJIHOYaKO4yu yci
HACTYMH1 MoJudiKalii).

[Tocmyru mio0 mporpamMHoro 3a0e3neueHHs] 3aMOBISIOTHCA Ta OIUIAYYIOThCS
3aMOBHHMKOM B I1HTEpecax Ta Ha KOPUCTh PenmmieHTa BIAMOBIIHO JO0 ITOJOKCHD
MeMmopannymy mpo cmiBmpaio MK MIiHICTEpCTBOM OXOPOHHU 37I0pOB’S YKpaiHu,
HamionanpHoto  cimyx0010 310poB’ss  Ykpainm, [lepkaBHUM  TiAIPHEMCTBOM
«Enextponne 3m0poB’s» Ta MikHaponHoto OnaropiitHolo oprasizamieio «DoH.
Cxinna €Bponay Big 26 motoro 2020 poky Ta (PiHAHCYIOThCS B paMKax YTOAW Mixk
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Ypsnom VYkpainm Tta Ypsgom IlIBeiinapcbkoi koHenepaiii mpo TexXHIYHE Ta
dinancoBe cmiBpoOITHUIITBO Bim 13 xoBTHA 1997 poky (patudikoBaHo 3aKOHOM
Yxpainu Big 14 tpaas 1999 poky Ne 665-XIV) 3a xomtu mporpaMu Mi>KHaApPOIHOT
TEXHIYHOI IOMOMOTH, 3apeecTpoBanoi B Cekperapiati Kabinety MinicTpiB Ykpainu,
BIANOBIAHO 10 Ilopsinky 3ajlydeHHs, BUKOPUCTaHHsS Ta MOHITOPUHIY MIKHapOJHOI
TEXHIYHOI JOMOMOTH, 3aTBEepKeHOoro noctaHoBoro Kabinety MinicTpiB Ykpainu Bij
15 mrororo 2002 poky Ne 153.

OxpiM 11bOTO, 3a3HAYAEMO, 110 BIAMOBITHO A0 moctaHoBU Kabinety MiHicTpiB
VYkpainu Bin 15 miororo 2002 poky Ne 153 «IIpo cTBOpeHHS €IMHOI CHUCTEMHU
3ay4eHHsS, BUKOPHCTAHHS Ta MOHITOPUHTY MIXHAPOAHOI TEXHIYHOT JOIMOMOTH
3aTBepkeHO [lopsamok 3aiydeHHs, BUKOPUCTaHHS Ta MOHITOPUHTY MIKHAPOIHOI
TEXHIYHOI IOMIOMOTH, Y SIKOMY BH3HAY€HO OCHOBHI MOHATTS MIXHAPOJHOI TEXHIYHOI
JIOTIOMOT'H, 30KpeMa y 4YaCTHH1 OOPMIIEHHS peeCTpalliiHUX KapTOK.

Excrutyarariito iH(popMaiiifHO-KOMyHIKaIiitHOT cuctemMu «Jlep>kaBHuit peectp
HeOe3neyHux (PakTopiBy» IIAHYETHCS po3noyaTu B 2025 portii.

D1HaHCOBO-EKOHOMIYHI PO3PaXyHKH JI0 MPOEKTY MOCTAaHOBU JOJIAIOTHCS.

6. IHo3uuis 3aiHTepecoBaHUX CTOPIH
[IpoekT mnoOCTaHOBM TMOTpeOye MPOBEACHHS MYONIYHMX KOHCYJIbTalld 3
IPOMAJICHKICTIO.

[IpoekT TOCTaHOBU HE CTOCYEThCA MHTAHb COLIAIBHO-TPYAOBOI cdepu,
(GYHKIIOHYBAaHHS MICIIEBOTO CaMOBPSAYBaHHS, MPaB Ta 1HTEPECIB TEPUTOPIATBHHUX
rpoMaji, MICIIEBOTO Ta PETiOHAIBHOTO PO3BUTKY, MpaB OCI0 3 1HBAIIIHICTIO,
(GyHKIIOHYBaHHS 1 3aCTOCYBaHHS YKPATHCHKOI MOBH SIK JIEP’KaBHO1, TOMY HE TIOTpedye
MOTO/PKEHHSI 13 YMOBHOBAKEHUMH TMPEICTaBHUKAMU BCEYKPATHCHKUX Aacolliallii
OpraHiB MICIIEBOTO CaMOBPSAIYBaHHA UM BIAMOBITHUMU OpPTraHaMH MICIIEBOTO
CaMOBPSTyBaHHS, YITOBHOBOKEHUMH MPECTAaBHUKAMHU BCEYKPATHCHKUX MPOQCIIIOK,
iX 00’eIHaHHSMM Ta BCEYKpAiHCBKMMM OO’ €HAHHSIMHU OpTraHizailiii poOOTOaBIIiB,
VYpsa0BUM YNOBHOBOXXEHUM 3 MpaB OCIO0 3 I1HBAIIAHICTIO Ta BCEYKPaiHCHKUMH
IPOMAJICBKUMH OpraHizailisiMi oci0 3 1HBIIIHICTIO, iX CIUJIKaMHu, Y TOBHOBaKEHUM
13 3aXUCTY JIep>KaBHOI MOBH.

[IpoekT MOCTaHOBH HE CTOCYETHhCS Chepu HAYKOBOI Ta HAYKOBO-TEXHIUHOI
TISUTBHOCTI.

[IpoexT mocTaHOBM TOTpeOye TOTOoKEeHHS 3 MiHicTepcTBoM (hiHAHCIB
VYkpainn, MiHiCTEpCTBOM €KOHOMIKH YKpaiHu, MiHICTEpCTBOM 3aXUCTy JOBKIJUIS Ta
IPUPOIHUX pecypciB Ykpainu, MinictepcTBoM 1udpoBoi Tpancopmariii Ykpainu,
JlepkaBHOIO PETYIATOPHOIO CIyk0010 YKpainu, YnoBHoBaxeHUM BepxoBHoi Paau
YKpainu 3 [pas JIOAUHMU.

[IpoekT moOcTaHOBM  MOTpedye TMPOBEACHHS  MPABOBOi  EKCIEPTU3H
MiHicTepcTBOM I0CTHULIIT YKpaiHu.

7. OuiHka BiamoBigHOCTI

[IpoekT mOCTaHOBM HE MICTUThH TMOJIOXKEHB, IO CTOCYIOThCS 3000B’sI3aHb
VYkpainu y cdepl €BpONenchKoi I1HTerpalii, mpaB Ta CBO0OJ, TapaHTOBAHUX
KoHBeHI1i€10 Mpo 3aXMCT NpaB JIOAUHU 1 OCHOBOIOJIOXKHUX CBOOO/I, BIUIMBAIOTh HA
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3a0e3MeyeHHs PIBHUX MPaB Ta MOXKIMBOCTEH KIHOK 1 YOJIOBIKIB, HE MICTATh PU3UKH
BUMHEHHSI KOPYIUIAHUX MPaBOMOPYIIEHh Ta TMPaBOMOPYIICHb, IOB’SI3aHUX 3
KOPYIIIEI0, HE CTBOPIOIOTH MiACTaB I JUCKPUMIHALII].

['pomanchka aHTHKOpPYIMIIiHA, TpOMaJChka aHTHAWCKpUMIHAIlIHHA Ta
rpoMaJicbka TeHIepHO-TIPaBOBa EKCIIEPTH3U HE MPOBOIUIIACK.

[IpoekT mocTaHOBU MOTPeOy€e HANIPABICHHS 0 YPAI0BOro odicy KOOpAMHAILIT
€BpOIEHCHhKOI Ta eBpoariaaHTH4HOI 1HTerpauii Cekperapiaty KaGinery MiHicTpiB
VYkpainu uisi IpOBEJCHHS €KCIIePTH3U Ha BIAMOBITHICTH 3000B’A3aHHAM YKpaiHU y
cdepi €BpOIEHCHKOI 1HTErpaiii, y TOMY YHCIi MIXKHApOJHO-TIPABOBUM, Ta IpaBy
€Bporeticekoro Corosy (acquis €C).

[IpoexT moctaHoBH MOTpeOye HampaBieHHS A0 HailloHaapbHOro areHTcTBa 3
MUTaHb 3amo0iraHHS KOPYIIii s BHU3HAYCHHS HEOOXITHOCTI MPOBEACHHS
AHTHKOPYMIIHHOT €KCIIEPTU3H.

8.  IIporuo3 pe3yabraTiB

Peanizariiss mpo€eKTy MOCTAHOBM HE MAaTMME BIUIMBY Ha PUHKOBE CEPEOBHIIIE,
3a0€3MeUeHHs] 3aXHUCTy MPaB Ta 1HTEPECIB CyO’ €KTIB TOCMOAAPIOBAHHS, TPOMAJSH 1
JEp’KaBU; PO3BUTOK PETiOHIB, MIABULIEHHS YW 3HWKEHHS CIPOMOXHOCTI
TEPUTOPIATILHUX T'POMaJl; PUHOK Ipalll, pIBEHb 3alHATOCTI HACEJIECHHS; TPOMAJIChKE
3JI0pOB’sl, MOKPAIEHHS YX MOT1PIIEHHSI CTaHy 3/I0pOB’ sl HACEJIEHHs a00 10ro OKpeMux
IpyI; €KOJIOTII0 Ta HABKOJUIIIHE PUPOTHE CEPENOBHUIIE, 00CAT MPUPOIHUX PECYPCIB,
piBeHb 3a0pyJHEHHS aTMOC(EPHOro MOBITPA, BOJHU, 3€MENb, 30KpeMa 3a0pyaHEHHS
YTBOPEHHUMH BiJXOJIaMH, 1HIIN CYCITUIbHI BITHOCHHH.

BruiuB Ha iHTEpecH 3alHTepECOBaHUX CTOPIH:

3aiHTepecoBaHa Brnus peanizanii [TosicHeHHs 04iKYBaHOTO BILUIUBY
CTOpOHa aKTa Ha
3alHTEPECOBAHY
CTOPOHY
Cy0’exTHn [To3uTuBHUI CrporieHo Ta ONTHUMI30BaHO MPOIIEAYPY
rOCIIOAPIOBAHHS peecTparlii XIMIYHUX Ta 610JIOTTYHUX
Hebe3neyHux GakTopiB
HepxaBa [To3uTuBHUI 3abe3neueHHs] HOPMATHBHO-TIPABOBOTO

BPETYJIFOBAaHHS MTUTAHD MTPOBEJICHHS PEECTpAIii
XIMIYHHUX Ta 010JOTrTYHUX HEOE3IMEYHUX

¢bakTopiB

I'pomansuu IlozutuBHUI Peasnizanis TpPOEKTY TOCTaHOBH CIPHUATUME
3aro06iraHHIo BILJTUBY LIKIJUTUBUX i
HeOe3MeYHNX daxTopiB CepeoBHILA

KUTTEISUTBHOCTI JTIOJJMHU HA 3I0POB'S JIFOIUHA

MiHicTp 0X0pOHH 310pOB'sl YKpaiHu Bikrop JIALIKO
« » 2025 p.




