MMOsSICHIOBAJIBHA 3AIINCKA
110 NMpoeKTy Haka3zy MiHicTepcTBa 0Xx0poHH 310poB’s1 Ykpainu «IIpo
3aTBepAXKeHHsI 3MiH 10 JesIKHX HOPMATHBHO-NPaBOBHX aKTiB
MinicTepcTBa OXOPOHH 310pOB’a Y KpaiHH»

1. Mera

IIpoext Haka3zy MiHicTepcTBa 0XOpOHH 310poB’st YKpainu «IIpo 3aTBepmkeHHs
3MiH [0 OesKHX HOPMATHBHO-IPABOBUX aKTiB MiHiCTepCTBa OXOPOHH 3I0POB’S
Vkpainu» (mam — IPOEKT akTa) po3poOIeHO Ha BUKOHAHHS IMyHKTY 4 posairy Il
3akoHy Ykpainu Bifg 12 motoro 2025 poky Ne 4239 - IX «IIpo BHeceHHs 3MiH 110
IEsKAX 3aKOHIB YKpaiHM II0J0 OCOOIMBOCTEH Iep)KaBHOI peecTpamii JTiKapChbKUX
3ac0o0iB, SIKI MOXYTh 3aKyIOBYBaTHCS OCO0OI0, YIIOBHOBR)XEHOIO Ha 3IiHCHEHHS
3aKymiBenb y c¢epi OXOpPOHH 3IOpOB’S, Ta BPETYJIIOBAaHHS OKPEMHX IIHTaHb,
NIOB’SI3aHUX 3 pealli3alli€ro JIIKapChKUX 3aco0iB» Ta 3 METOI YAOCKOHAJIEHHS YMOB
GyHKLIOHYBaHHS HallilOHAJIIbHOI CHCTEMH 3aKyIliBellb y cepi OXOpPOHH 3I0pOB’S 3a
KOIITH JEep)KaBHOro OIOMKETy, IIiABHINEHHS piBHA 3a0e3nedeHHs HaceIeHHS
JTKapChKAMHU 3aco0aMu Ta IS MpUBEAeHHS akTiB MiHICTepCTBA OXOPOHH 3OPOB’S
VYkpaiHy y BiINOBIOHICTH O BUMOT 3aKOHOJIaBCTBa Y KpaiHH.

2. O6rpyHTYBaHHSI HEOOXiAHOCTI IPHHHATTA MPOEKTY AKTA

IIpoexT akTa po3pobieHo Ha BUKOHAHHS nopy4deHHs [IpeM’ep-miHicTpa Ykpainu
Bin 05 OGepesns 2025 poky Ne 6634/1/1-25, mimmyskrty 1.11 mymkty 1 Ilnamy
oprasi3arii miaroTOBKH MPOEKTIB aKTiB Ta BUKOHAHHS iHIIMX 3aBIaHb, HEOOXiTHUX
s peanizanii 3akony Ykpainu “TIpo BHeCeHHs 3MiH J0 NESKHX 3aKOHIB YKpaiHH
IOAO0 OcoOJNMBOCTE# JOepkaBHOI peecTpalii JIiKapchbKHX 3aco0iB, SKi MOXYTb
3aKylOBYBaTHCS 0c000I0, yIIOBHOBa)XEHOIO Ha 3HIMCHEHHsS 3aKyliBelb y cdepi
OXOpPOHH 3[I0pOB’sl, Ta BPETYJIIOBaHHS OKPEMHX IMTaHb, ITOB’S3aHUX 3 pealli3alli€ro
TiKapchKUX 3aco6iB” Ta 3akoHy Ykpainu Big 12 mortoro 2025 poky Ne 4239- IX “IIpo
BHECEHHS 3MiH [0 JesKMX 3aKOHIB YKpaiHH IoJ0 OCOOJMBOCTEH OepiKaBHOI
peecTpamii  JiKapchbkuMX 3aco0iB, sKi MOXYTh 3aKyIOBYBaTUCsi  0C000I0,
YIOBHOB@)XEHOK Ha 3MIMCHEHHS 3aKymiBelb y cdepi OXOpOHH 3I0pOB’s, Ta
BpETYJIIOBaHHS OKpPEMUX MMUTaHb, IIOB’ I3aHKUX 3 peallizalli€lo JiKapChKHUX 3aco0iB”.

Tak num 3akOHOM BHOCATBCS 3MiHH 10 cTaTTi 9 3akoHy Ykpainu Big 04 KBiTHS
1996 poky Ne 123/96-BP «IIpo mikapchki 3aco0m», BIiOIOBIAHO A0 SKUX MependadyeHo
MOXJIMBICTh JEp)KaBHOI peecTpamii JiKapchbKoro 3aco0y, SKHH 3apeecTpOBaHH
KOMIIETEeHTHUM opranoM Benukoi Bpuranii.

L{uM xe 3akoHOM epenbadyeHo BHECEHHS 3MiH 10 cTaTTi 9! 3akoHy YkpaiHu Bix
04 xBiTHA 1996 poky Ne 123/96-BP «IlIpo nikapchbki 3aco0u», SKUMH IepenbadyeHo
MOXIMBICTh JepXaBHOI peecTpallii Jikapcbkoro 3acoly, SKH 3aKyNOBYETbCS
0c00010, YITOBHOBa)XEHOIO Ha 3IiCHEHHS 3aKyIiBelb y cepi OXOPOHH 30pOB’d, Ta
OpH IIbOMY 3apeeCTpOBaHMM KOMIETEHTHHM opraHoM Bemukoi bpwuranii, a6o
BKJIIOYEHHH 10 0a3uW JaHUX JIKApChbKUX 3aco0iB, IO MOXYTh 3aKyNOBYBaTHCS B
pamkax Hangzsuvaiinoro miuany [Ipesunenta CIIA mis HaganHs JoOMOTrd B 60poTh6i
npotu BIJI/CHIJI (The United States President’s Emergency Plan for AIDS Relief),
po3MileHoi Ha odiniiiHomMy Be6-caiiTi koMmneTeHTHOro oprany Crnomyuenux IllraTis
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AMepHKH, YA Ma€ TONepeqHE CXBAJIEHHS KOMIETeHTHHM opraHoM CroiaydeHux
IItatiB Amepuku (Tentative Approval), abo BKIIOYEHHH [0 MEPETiKiB
npexBanipikoBaHux BCeCBITHBOIO OpraHi3alliel0 OXOpPOHH 3[0pOB’S JIIKapChKHX
3ac00iB UM BaKIMH i BUPOOJAETHCS HA 3a3HaYeHidl B IIbOMY Iepelliky BUpOOHHUiH
IiNBHUII Ha JaTy MOJaHHS 3as1BH.

3anponoHOBaHi MPOEKTOM aKTa 3MiHHM MOKJIMKaHI BUPIMIUTH Pl NMPaKTHUYHUX
IIMTaHb, [I0B’I3aHKUX 3 JEPKABHOIO PEECTPALli€IO JIIKAPCHKUX 3aC00IB 3a CIPOLIEHUMH
IpoleaypaMu, 3a0e3eYnTH PO3IMIKPEHHS JOCTYMY MAIliEHTIB IO HOBHX JKapChKHX
3ac00iB, 10 MOXYTh 3aKyIOBYBATHCS IEPXKABHHUM MignprueMcTBOM «Mea3akymiBii
VkpaiH#» 3a KOIITH Aep)KaBHOrO OIOKeTy B paMKaX BHUKOHaHHS IIporpaM Ta
3MIMCHEHHS IIEHTPAJli30BaHUX 3aXOdiB 3 OXOPOHHM 3I0pOB’S, a TaK0X CTBOPUTH
IpaBOBi IIEpeIyMOBH [UIsi HasBHOCTI B YKpaiHi Ta Ge3nmepepBHOCTI 3aCTOCYBaHHS
TaKHMX JIIKapChKHX 3aC00iB.

IIpu#HATTS MPOEKTY aKTa JO3BOJHTH IPUBECTH aKTH MiHICTEPCTBa OXOPOHH
310poB’s YKpaiHH y BiIMOBIOHICTh O BUMOT 3aKOHOJABCTBA Y KpalHHU.

3. OcHOBHI MOJIOKEHHA MPOEKTY aKTa

[Tpo€eKTOM aKTa MPOMOHYETHCS 3aTBEPAUTH 3MiHH JI0:

ITopsinky mpoBeleHHsS €KCIIEPTH3H PEECTpallifHUX MarepiaxiB Ha JIKapChKi
3aco0M, IO NOMAIOTECA Ha JepKaBHY peecTpallilo (IepepeecTpalilo), a TaKOoX
€KCIIEPTH3H MaTepialliB IpO BHECEHHSA 3MiH JI0 PEECTpallifHUX MaTepialiB MPOTIrOM
Iii peecTpalifHOTO MOCBiqYeHHs, 3aTBEPIKEHOro Haka3oM MiHicTepcTBa OXOPOHH
310poB’ s Ykpainu Big 26 cepmas 2005 poky Ne 426, 3apeectpoBaHoro B MiHicTepcTBi
foctunii Ykpainu 19 Bepecus 2005 poky 3a Ne 1069/11349 (y pemakuii Haka3zy
MinicrepcTBa 0X0poHH 300poB’ st YKpainu Bix 23 mumas 2015 poxy Ne 460);

IMopsinKy po3risay peecTpaliifiHuX MarepialiB Ha JKapchKi 3acobH, IO
MOJIAlOThCA Ha JEpXKaBHY peecTpalliio (IlepepeecTpairiio), Ta MaTepiaiiB PO BHECEHHS
3MiH [0 peecTpaliiiHMX MaTepialiB MPOTAroM [ii peecTpaliifHOro MOCBiAYEHHS Ha
JiKapChKi 3ac0o0H, AKi 3apeecTpoBaHi KoMiieTeHTHUMH opraHamu Crioryuenux IlITartis
Awmepuku, IlBeiinapcekoi Kondeneparii, SAmnonii, ABctpainii, Kanagu, mikapcbkux
3aco0iB, IO 3a IEHTPATI30BAaHOI IPOLEAYPOIO 3apEeCTpPOBaHi KOMIIETEHTHHM
opranoM E€Bpormeiicbkoro Coro3y, 3aTBepIKeHOro Haka3oM MiHiCTepcTBa OXOpPOHH
3mopoB’ss Ykpainm Bim 17 mucromaga 2016 poky Ne 1245, 3apeectpoBaHOro y
MinicrepcTsi octunii Ykpaiau 14 rpyaas 2016 poky 3a Ne 1619/29749;

IMopsiaxy NpoBeIeHHs EPEBIPKH PEECTPALiHHUX MaTepialliB Ha X aBTeHTHYHICTh
Ha JIKapChKUM 3aci0, sKWi MOMAETbCs Ha AepXKaBHY PEECTpallilo 3 METOI HOro
3aKyIiBIli 0c060I0, YIIOBHOBKEHOK Ha 3MiHCHEHHS 3aKymiBenb y cdepi OXOpOHH
3I0poB's, abo CIemiali3oBaHOK  OpraHi3ami€lo, 3aTBEPIXKEHOr0  HaKa3oM
MinicrepcTBa OXOpOHH 370poB’ss Ykpainu Bim 15 uwepBHs 2020 poxy Ne 1391,
3apeecTpoBaHoro y MinictepcTBi foctunii Ykpainu 14 munes 2020 poky 3a
Ne 659/34942.

4. IIpaBoBi acniekTH

V naniit cdepi cycniipHUX BiTHOCHH iFOTh TaKi HOPMATHBHO-TIPABOBI aKTH:

KoncTuTynis Ykpainu;

3akoH Vkpainu Big 04 kBiTHa 1996 poxy Ne 123/96-BP «IIpo mikapchbki 3aco6m»;
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3akoH Vkpainu Bix 12 motoro 2025 poky Ne 4239 - IX «IIpo BHeceHHS 3MiH 10
NesKAX 3aKOHIB YKpaiHH IMOJO OCOOJIMBOCTEH Oep)KaBHOI peecTpalii JTiKapChbKHX
3ac00iB, fKi MOXYTh 3aKyIIOBYBaTHCSH 0CO0O0IO, YIOBHOB)XEHOIO Ha 3A1HCHEHHS
3aKymiBellb Yy chepi OXOpOHH 3IOpOB’S, Ta BPETYJIIOBAaHHS OKPEMHMX IIHTaHb,
TIOB’SI3aHUX 3 peai3alli€lo JiKapChKUX 3ac00iBy;

nocTtanoBa Kabinety MinictpiB Ykpainu Bix 26 tpaBHs 2005 poky Ne 376 «IIpo
3aTBepkeHHs [Topsaxy JAepxaBHOI peecTpallii (MepepeecTparii) JTikapchbKUX 3ac00iB
i po3MipiB 300py 3a iX JepXKaBHY peecTpalliio (IepepeecTpariio)».

5. ®iHaHCOBO-eKOHOMIiYHe 00IPyHTYBaHHS

Peaiizallis 10JI0XK€Hb IPOEKTYy aKTa He MOTpeOye NOHaTKOBHX (DiHAHCOBHX
BUTpAT i3 Iep>KaBHOT'O Ta MiCLIEBUX OIOKETIB.

6. ITo3unisi 3aiHTEepecOBaHUX CTOPIH

IlpoekT aKTa He CTOCYETbCS NHUTaHb (PYHKIIOHYBaHHS  MICLIEBOTO
CaMOBpSyBaHHS, IpaB Ta IHTEPECIB TEPUTOpIAILHUX TIpoMaj, MICIEBOIO Ta
PEriOHAILHOTO PO3BHTKY, COLIaIbHO-TPYXOBOi cdepH, mpaB oci® 3 iHBATIJHICTIO,
(GYHKLIOHYBaHHS 1 3aCTOCYBaHHS YKPaiHChKOI MOBHU SIK JEp)KaBHOI. Y 3B’A3KYy 3 MM
NO3MUIli  YIOBHOBOKEHHMX IIPEICTABHHKIB BCEyKpalHCBKMX acoljiallii opraHiB
MICIIEBOTO CaMOBpSAyBaHHS YHM BiIIIOBIIHUX OpraHiB MiCLIEBOrO CaMOBDsIyBaHHS,
YIIOBHOBKEHUX MPEICTaBHHUKIB BCEYKpaiHCBKUX NpodCmiliok, ix 06’exHaHp Ta
BCEYKpaiHChKUX 00’€qHaHb oprasizamiid poboTonaBLiB, YpsI0BOro yIOBHOBaXXEHOIO
3 mpaB OCi0 3 iHBaTOHICTIO Ta BCEyKpaiHCHKMX I'POMaJIChKHX OpraHizaiii ocid 3
iHBAIIHICTIO, 1X CIIJIOK, YIOBHOB@XEHOIO 13 3aXHUCTy [Ep)KaBHOI MOBH He
noTpebyeThCS.

ITpoexT aKkTa He CTOCY€EThCs ChepH HAyKOBOI Ta HayKOBO-TEXHIYHOI AISIIBHOCTI Ta
He nmoTpebye po3riny HaykoBum koMiTeToM HarioHanbHO1 paay 3 MUTaHb PO3BUTKY
HayKH 1 TEXHOJIOT1H.

ITpoekT akTa mMOTpebye MpOBEAEHHS MyONiYHHX KOHCYJbTallid IMIIXOM
PO3MilIleHHS MMPOEKTY aKTa Ha odimiiiHoMy BebcaiiTi MiHicTepcTBa OXOPOHH 310POB s
VYkpainu.

ITpoekT akTa nmoTpebye moromkeHHs 3 MiHiCTepCTBOM €KOHOMIKH, JOBKULIA Ta
CIIBCBKOrO rocmogapcTBa YKpainu, MinicTepcTBoM nu¢poBoi TpaHChopMamii
Vkpainu, Jlep)kaBHOIO peryisTOpHOIO CiIyx00i0 VYKpaiHH, YIOBHOBaXEHHM
BepxoBHoi Pagu Vkpainu 3 npas JIOIUHA, AHTHMOHOIIOJIEHAM KOMITETOM YKpaiHH,
JleprkaBHOIO CITy»0010 YKpaiHH 3 JIiIKapChbKUX 3ac00iB Ta KOHTPOJIIO 32 HAPKOTHKAMH.

ITpoexT akta moTpebye 3MmiiCHEHHs Oep)kaBHOI peecTpanii B MiHicTepcTBi
IOCTHIIT YKpaiHu.

7. OniHka BiAnmoBiAHOCTI

VY mpoekTi aKTa BiACYTHI MOJIOXKEHHS, [0 CTOCYIOThCSA 3000B’sA3aHb YKpaiHH Y
chepi eBpomeicpKol iHTerpamii; CTOCYIOTbCS IpaB Ta CBOOOI, rapaHTOBaHUX
KoHBeHIIi€I0 PO 3aXHUCT MpaB JIIOAUHU i OCHOBOIIOJIOKHUX CBOOOJ; BIUIMBAIOTH Ha
3a0e3MeYeHHs] PIBHUX IIPaB Ta MOXKJIMBOCTEH IHOK i YOJIOBIKiB; MICTATh PH3HKH
BUMHEHHS KOPYILIAHUX IIPaBOMOPYLIEHh Ta MPaBONOPYIIEHb, IIOB S3aHHX 3
KOPYIIII€I0; CTBOPIOIOTH IiICTaBH ISl UCKPUMiHAII].
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I'poMazcbka  aHTHKOpPYILiHA, TIpoMaJchbka aHTHAWCKpUMIHAllIHA Ta
rpOMaJIChbKa reHAepPHO-IIPaBOBa eKCIEPTU3U He TPOBOJUIIHCS.

8. IIporHo3 pe3yabTaTiB

OuikyBaHMM BIUIMBOM peali3allil IpOeKTy akTa € 3abe3medeHHs peaizamii
noJiokeHb ctatei 9 ta 9' 3akoHy Ykpainu Bix 04 kBiTHA 1996 poxy Ne 123/96-BP
«ITpo mikapchki 3acobu», a came 3abe3MeYeHHs 3aXUCTy IpaB Ta iHTepeciB Cy0’€KTiB
rOCIIOAapIOBaHHs, TPOMAJISH i Aep)KaBU: BCTAHOBJICHHS YiTKOI IIPOIENypH AP KaBHOI
peecTpalii JKapchbKoro 3acoly, SKWA 3apeeCTpOBaHUW KOMIIETEHTHHM OpPraHOM
Benukoi Bputanii, a Takox (yHKIIOHYBaHHS HaIliOHAJHHOI CHCTEMH 3aKyIliBelb Y
cthepi OXOPOHH 3I0POB’s 32 KOIITH JI€P>KaBHOTO OIOIKETY.

Peamizaimis mHpoekTy akTa He MaThMe BIUIMBy Ha pHHKOBE CEPENOBHIIE,
3abe3leyeHHs 3axXHCTy IpaB Ta IHTEpeciB Cy0’€KTiB rocCIOAapIOBaHHS, PO3BUTOK
PETiOHIB, MiABUINEHHS YH 3HM)KEHHS CIIPOMOXHOCTI TEpUTOpIaIbHUX I'POMaJl, pHHOK
npamni, piBeHb 3aHATOCTI HAaCeNeHHs, eKOJIOTil0 Ta HAaBKOJUIIHE IIPHPOIHE
cepefioBHUINE, OOCAT IPHUPOAHHX PECypCiB, piBeHb 3a0OpyAHEHHS aTMOC(EpHOro
TIIOBIiTpS1, BOIH, 3eMeJIb, 30KpeMa 3a0pyIHEeHHs] yTBOPEHUMH BiXOJaMU, iHII CyCIiIbHI
BiTHOCHHH.

BniuB Ha iHTepecH 3aiHTepeCOBAHHX CTOPIH:

3ainTepecoBaHa | BruB peaizaitii [TosicHeHHsI 0YiKyBaHOI'O BIUIUBY
CTOpOHA aKTa Ha
3aiHTepeCcOBaHy
CTOpPOHY
Cy6’exTH Ilo3utuBHMHI BcraHoBneHHs IpoLEeaypH
rOCIIOJapIOBaHHS JIEep)KaBHOI  peecTpallii  JIKapChKOro
3aco0y, SIKAH 3apeeCTpPOBaHUHI

KOMIIETEHTHUM  opraHoM  Benukoi
BpuraHii, a TakoX YOCKOHAJIEHHS YMOB
GyHKIIOHYBaHHS HaI[lOHAIBHOT
CHCTEMH 3aKyIliBellb Y cdepi OXOpOHH
3I0pOB’ST 3a KOWITA JEP>KABHOIO
OIOKETY.

HepxaBa [To3utuBHUK [lpuBenenHs akTiB MiHicTepcTBa
OXOpPOHH 3I0pOB’A VYKkpainu y
BIMOBIAHICTH O BUMOT 3aKOHOJIaBCTBAa

Ykpainu.
I'pomansiau ITo3uTnBHMIM ChnpusTiMe TMiJBUIIEHHIO PpiBHA
3abe3neyeHHs HaceleHHs JIIKapChbKUMHU

3acobaMu.

_Bixrop JISALLIKO

MinicTp 0XOpoHH 310pOB's YKpaiHH
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