HOACHIOBAJIBHA 3AIIUCKA
10 npoekTy nocranoBu Kadinery MinicTpiB Ykpainu
«IIpo BHecenHsi 3Minu 10 [lopsiaky (popMyBaHHS LiH HA JiKApPCHKi 3ac00H i
BHPOOH MeIUYHOI0 MPU3HAYEHHS, 010 AKUX 3alIPOBA/IZKEHO JIep:KaBHe
peryJiloBaHHs»

1. Mera

[TpoexT mocranoBu KaGinery MinicTpiB Ykpainu «[Ipo BHECEHHS 3MiHH [0
[Topsaky dhopMyBaHHS IiH Ha JIIKAPCHKiI 3acO0M 1 BUPOOW MEAUYHOTO IPH3HAYCHHS,
IOJI0 SKUX 3alpOBaKEHO JCp>KaBHE PETYIIOBAHHS» (Jalli — MPOEKT MOCTAHOBH)
pPO3pOOICHO 3 METOI BPETYIIOBAHHS MeEXaHi3My (OpPMYyBaHHS OINTOBO-BiIITyCKHOT
IIHK Ha JIKapchbKi 3acO0M BJIIACHUKOM PEECTPAIIHHOTO  IMOCBITYCHHS/HOTO
YIOBHOBR)XCHUM TIPEIICTABHUK, SKUH 3aMOBJISI€E BUPOOHHIITBO TOTOBUX JIIKAPCHKUX
3ac00iB 32 KOHTPAKTOM Yy CyO’€KTa TOCHOMApIOBaHHS, SKUU Mae€ JIIEH31I0 Ha
BUPOOHUIITBO JIIKAPCHKUX 3ac001B (JIileH31aTa).

2. OOrpyHTYBaHHS HEOOXiTHOCTI MPUITHATTS AKTA

3akoHoM Ykpainu Bif 12 motoro 2025 poky Ne 4239-IX «IIpo BHeceHHs 3MiH 110
NESKUX 3aKOHIB YKpaiHU IMOJ0 OCOOJMBOCTEH JIepKaBHOI peecTparlii JKapChbKUX
3ac001B, SIKI MOXYThb 3aKyMOBYBAaTHCS 0OCO000, YIMOBHOBAXKEHOIO Ha 3/1ACHEHHS
3aKymiBedb y cdepl OXOpOHU 3J0pPOB’s, Ta BPETYyJIOBAaHHS OKPEMHX IHTaHb,
MOB’SI3aHUX 3 peaii3alli€lo JIKapChbKUX 3aco0iBy» HomoBHEHO 3akoH Ykpainu «IIpo
JmiKapchKi  3aco0m» HOBOIW cTarrerd  20°, AKOK  3alpOBaiKEHO CTBOPEHHS
HaiioHaJIbHOTO Katajory IiiH, JI0 SIKOTO BHOCUTBLCS 3aJieKJIapOBaHa I[iHa BUPOOHUKA
abo0 1MmopTepa JIKaApChKOTO 3aco0y Ta SKOI0 mepedayeHo 110, BUPOOHHK Ta/abo
IMIIOpTep abo0 BIACHUK PEECTPALIMHOrO MOCBIAYEHHA, ab0 HOro mnpencTaBHUK
3000B’sA3aHU JIeKJIapyBaTH 1[iHy BUpoOHMKaA B HarlioHanpHOMY KaTayiosi IiiH.

Ha cporogni 3rizHo mianyHkty 2 nyHkTy 4 Ilopsaky ¢opmyBaHHS LIH Ha
JIKAapChKl 3aco0M 1 BUPOOM MEIMYHOTO MPU3HAYEHHS, LIOJI0 AKUX 3alpOBAKEHO
Jiep’KaBHE PETYIIOBAHHS, 3aTBEP/KEHOTO MocTaHoBor0 Kabinety MinicTpiB Ykpainu
Bix 25 G6epesns 2009 poky Ne 333, onToBO-BIAMYCKHY IIHY JIKaPCHKOTO 3aC00Y, KU
BUPOOJIIETHCA Ha 3aMOBJICHHS (32 KOHTPAKTOM) B IHIIOTO BUPOOHUKaA, (popmye 1
BCTAHOBJIIOE BUKIIOUHO CYO’€KT TOCIOJApIOBaHHsS, SKWUH Mae€ JIIEH31I0 Ha
BUPOOHMIITBO JIIKAPCHKUX 3aCO0IB 1 € BIIACHUKOM PEECTPAIIHHOTO MOCBITYEHHS/MOT0
YIOBHOBXCHUM TIPE/ICTABHUKOM.

VY 3B’43Ky 13 TUM, BIIACHUKH PEECTPALIIMHUX TTOCBIAUYEHb Ha JIIKAPChK1 3ac00H, SKi
Ha ChOTOJIHI HE MalOTh iUy JIIIEH31I0 Ha BUPOOHUIITBO JIIKAPCHKUX 3aCO0IB HE
MOXYThb Cc(hOpMYyBaTH ONTOBO-BIAMYCKHY LIHY Ha BJACHY NPOAYKIIO, SKa
BUPOOJIAETHCA 38 KOHTPAKTOM 1HIIMM BUPOOHUKOM (JIILIEH31aTOM).

BpaxoByroun BuKIIaieHe, BUHUKJIA HEOOX1AHICTh BHECEHHS 3MiHU 10 [lopsaky
dhopMyBaHHs 11iH Ha JIIKAPCHK1 3aC00H 1 BUpOOU METMYHOTO NMPU3HAYEHHS, 010 STKUX
3alpOBA/DKEHO JEpKaBHE PETYIIOBAaHHS, 3aTBEpKEHOro TmocTaHoBow Kabinety
MinictpiB Ykpainu Big 25 6epesnst 2009 poxy Ne 333, B vacTuHi HaJjaHHS MOMKJITUBOCTI
dbopMmyBaTH 1 B TOAAIBIIOMY JEKJIApyBaTH OMTOBO-BIAMYCKHY IIIHY, SIK OKPEMO
BUPOOHMKAM (JTIIIEH31aTaM), TaK 1 OKPEMO BJIACHUKAM PEECTPAIIMHOTO MOCBITUYEHHS Ha
JIKapCchKii 3ac16/HOro ynoBHOBaKEHUM MPEACTABHUKAM.
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3. OCHOBHI NOJIOKEHHS NMPOEKTY aKTa
[Tpo€eKkTOM ITOCTAaHOBH MPONOHYETHCS BHECTH 3MiHY 110 [lopsaky dhopMyBaHHS
I[IH Ha JIKapChKl 3aco0M 1 BHUPOOM MEAMYHOTO TMPU3HAYEHHS, IOJI0 SKHUX
3aMpOBaHKCHO JICp)KaBHE PETYJIIOBaHHS, 3aTBEPPKCHOr0 ITOCTaHOBOIO KabiHeTy
MinictpiB Ykpainu Big 25 6epesns 2009 poky Ne 333.

4. IlpaBoBi acniekTH

VY naniit cdepi CycniabHUX BIIHOCHUH JIIFOTh TaKi HOPMaTUBHO-TIPABOB1 aKTH:

Koncrutymis Ykpainu; 3akon Ykpainu «IIpo 11iHu 1 IIHOYTBOPEHHS»;

3akoH Ykpainu «IIpo mikapchki 3aco00m»;

noctadoBa Kabinety MinictpiB Ykpainu Bimg 17 xoBtHs 2008 poky Ne 955
«IIpo 3axomu om0 cTabim3ariii IiH Ha JIIKapChKi 3aCO0M».

5. ®iHaHCOBO-eKOHOMIYHE OOIPYHTYBAHHS
Peanizaiisi mpoekTy MOCTaHOBH HE MOTpeOye M0aatkoBoro (iHaHCYBaHHS 3
JiepKaBHOTO Ta/ab0 MICIIEBUX OFO/IKETIB.

6. Ilo3uuist 3aiHTEpeCOBAHNX CTOPiH
[IpoekT moOcTaHOBM MOTPEeOye€ TPOBENCHHS MMyOJIYHUX KOHCYJbTAIlld 3
IPOMAJICHKICTIO.

[Ipo€KT TOCTAHOBH HE CTOCYEThCS MNHUTaHb (PYHKLUIOHYBAHHS MICIIEBOIO
CaMOBPSIyBaHHsS, NpaB Ta IHTEPECIB TEPUTOpIAJbHUX TPOMAJ, MICIEBOTO Ta
PETiOHAJILHOTO PO3BUTKY, COLIAIbHO-TPYAOBOI cepH, MmpaB ocid 3 I1HBAIIIHICTIO,
(yHKILIOHYBaHHSA 1 3aCTOCYBaHHSI YKpPAiHCbKOI MOBHM SIK JEp>KaBHOi, a TOMY HeE
noTpedye MOroKEHHS 13 MpEeACTaBHUKAMHM BCEYKPAlHChKUX acollaliii opraHiB
MICLIEBOTO CAMOBPSIyBaHHS YW BIJIOBIJHUX OPraHiB MICLIEBOTO CAMOBPSIyBaHHS,
YIOBHOBR)XCHUMH MPEICTABHUKAMHU BCEYKPATHCHKUX MPOQCHUIOK, iX 00’€IHAHb Ta
BCEYKpAiHChKUX 00’ €THaHb OpraHizailiii poOOTOIaBIIiB, Y PSAJOBUM YIIOBHOBAKEHUM 3
mpaB ocCi0 3 IHBAIIJHICTIO Ta BCEYKPATHCHKMX TPOMAJICBKMX oOprasizaiiii ocid 3
IHBAJTIIHICTIO, 1X CIIJIOK, Y TIOBHOBAYKEHUM 13 3aXHCTY JIEPKABHOI MOBH.

[IpoexT mocTanoBu noTpedye noromkeHHs 3 MiHicTepcTBOM (iHAHCIB Y KpaiHHu,
MiHicTepcTBOM €KOHOMIKM YKpainu, MiunictepcTBoM 1ubpoBoi TpaHnchopmarrii
VYkpainu, YnoBHoBaxkeHUM BepxoBHoi Paau 3 mpaB ntoavHu, AHTUMOHOIOJBHUM
KOMITeTOM YKpainu, [lep:kaBHOIO CiIy»)0010 YKpaiHM 3 JIKapChKHX 3aco0iB Ta
KOHTPOJTIO 32 HAPKOTUKaMu Ta Jlep>kaBHOIO PEryJISITOPHOIO CIIy)KO0010 Y KpaiHu.

[IpoekT moOcTaHOBM  TOTpedye  MPOBEAEHHS  MPABOBOI  EKCIEPTHU3U
MiHicTEepCTBOM IOCTHIIIT YKpaiHHU.

[Ipo€ekT MOCTAaHOBU HE CTOCYEThCS C(epu HAYKOBOI Ta HAYKOBO-TEXHIYHOI
JUSTIBHOCTI, Y 3B 53Ky 3 UMM Ha po3risg HaykoBoro komitery HarionanbHoi paau 3
MUTaHb PO3BUTKY HAYKH 1 TEXHOJIOT1HA HE HAJCHUIIABCS.

7. Oninka BignmoBiTHOCTI
VY OpoeKTi TOCTAHOBU BIiJICYTHI MOJIOXKEHHS, 110 CTOCYIOTHCSA TIpaB Ta CBOOO,
rapanToBaHux KOHBEHIII€I0 TIPO 3aXUCT MPaB JIOAUHU 1 OCHOBOIIOJIOXHUX CBOOO;



BIUITMBAIOTh Ha 3a0€3MEYeHHs] PIBHUX MpPaB Ta MOXKIUBOCTEH XKIHOK 1 YOJIOBIKIB;
MICTATh PU3MKHA BYMHEHHS KOPYILIMHUX TMPaBONOPYIIEHh Ta MPaBOMOPYIIEHbD,
OB’ 3aHUX 3 KOPYIIII€I0; CTBOPIOIOTH IMiICTaBH IS TUCKPHUMIiHAIT].

['pomazchka  aHTUKOpYIILIHA, TpOMaAChbKa  aHTUAMCKpPUMIHAIIHHA  Ta
rpoMaJIChKa reHJEpPHO-IIPaBOBa €KCIIEPTU3U HE MTPOBOIAITUCS.

[IpoexkT moctaHoBu moTpeOye HampaBieHHs 0 HallioHanbHOro areHTcTBa 3
MUTaHb 3amoOiraHHs KOPYyHIli JUIsi BU3HAYEHHS HEOOXIJHOCTI IPOBEICHHS
AHTUKOPYIIIIMHOT €KCIIePTU3H.

[TpoexT mocTaHoBU MOTpeOy€e HAIpaBICHHS 10 YPAa0oBoro odicy KoopAuHAIii
€BpONEIChKOI Ta €BpoaTyiaHTU4HOI iHTerpauii Kabinery MinicTpiB Ykpainu ams
NPOBEJCHHS EKCHEepTHU3M Ha BIAMOBIAHICTG 3000B’s3aHHAM YKpaiHu y cdepi
€BPOMNEICHKOI 1HTErpamii, y TOMY 4YHCIl MIDKHApOJHO-TIPAaBOBUM Ta IMPaBy
E€porneiicekoro Coro3y (acquis €C).

8. IIporuo3 pe3yJbTaTiB

Peanizaiiisi mpo€ekTy MOCTAaHOBM MaTHUME BIUIMB Ha 3JI0POB’S, MOKPAIICHHS YU
MOTIPIIEHHSI CTaHy 3J0pPOB’sl HAacelieHHd a00 MOro OKpeMux TIpym, Ha PUHKOBE
CepelloBUIle, 3a0€3MeUeHHs 3aXUCTy MPaB Ta IHTEPECIB CyO’ €KTIB TOCIOJapIOBaHHS,
IPOMAJISH 1 JCPIKABH.

Peanizaifisi mpoekTy NOCTAaHOBM HE MATHME BIUIUB Ha PO3BUTOK PETIOHIB,
MIJBUIICHHS YU 3HWKEHHS CIPOMOXHOCTI TEPUTOpPIaIbHUX TpoMaj; PUHOK TMparli,
pIBEHb 3aHHATOCTI HACEJICHHS, €KOJIOT1I0 Ta HABKOJIHUIIHE IPHUPOIHE CEPEIOBHIIIC,
o0CsIr MPUPOJHUX PECYpCiB, piBEHb 3a0pyAHEHHS aTMOC(HEpPHOro MOBITPS, BOJM,
3eMellb, 30KpeMa 3a0pyAHEHHS] YTBOPEHUMU BIJIXOJIaMH, 1HII1 CYCIIbHI BIAHOCHHH.

BnuiuB Ha iHTepecH ycix 3aiHTepecOBaAaHMX CTOPIH:
Brumus peanizamii

3aiHTepecoBaHa aKTa Ha :
. [TosicHeHHs1 O4iKyBaHOTO pe3yIbTaTy
CTOpOHA 3alHTEPECOBaHY
CTOPOHY
MaTUME€ MMO3UTHUBHUMN JlocTym HacenaeHHs A0 JIKapChKUX
['pomansiau BILIUB 3aco01B, 0COOJIMBO y MEPI0T BOEHHOTO

CTaHy
CnpusiTuMe KOHTPOJIIO JE€pKABH Ta
MaTHUMe€ MO3UTUBHUM | TPOMAACHKOCTI CTOCOBHO (hOpMYBaHHS

[epxaBa o . N
BIUIHB Ta peaii3allii Aep»’aBHOI IHOBO]
MOJIITUKY Y cpepi OXOPOHH 30POB's
Cy0’extn . BcTaHoBIEHHS YiTKHX Ta IPO30PUX
MaTHUME TTO3UTUBHUN
rOCIoIaploBaH SR BHMOT L1010 BCTAHOBJICHHS ONTOBO-
HS BIJIMYCKHMX ITIH Ha JIIKAPChKI 3acO0U
MiHicTp 0XOPOHU 310POB’A YKpaiHU Bikrop JIAIIKO
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