MNOACHIOBAJIBHA 3AITUCKA
10 MPOEKTY HaKa3y MiHicTepcTBa 0XOpOHHM 310pOB’°sl YKpainu «/lesaki
NUTAHHA peatidauii 3akony Ykpainu Bix 16 sunuas 2024 poxy
Ne 3860-1X ""TIpo BHeceHHs 3MiH 10 JeSIKHUX 3AKOHIB Y KpaiHU 100
NapajeJibHOro IMIOPTY JiKapChKHX 3ac00iB''»

1. Mera

[IpoextT Haka3zy MiHICTEpCTBa OXOPOHM 3MI0POB’S YKpaiHu «J/leski muTaHHS
peanizauii 3akony Ykpainu Big 16 nunus 2024 poxy Ne 3860-1X "IIpo BHeceHHs 3MiH
70 JESKUX 3aKOHIB YKpaiHM MIOJ0 MapayielbHOTO IMIOPTY JIKAPChKUX 3ac001B"»
(maJm — MPOEKT Haka3zy) po3poOJICHO 3 METOIO BPETYJIIOBaHHS MPOIEAYyPH B4l a00
BIJIMOBH y BHJa4Yl JO3BOJIIB Ha MapaJIeIbHUM IMIIOPT JIIKAPCHKUX 3ac001B, BHECEHHS
3MiH, MPU3YNUHEHHS, BIJJHOBJICHHS, CKaCyBaHHS Ta MPUNUHEHHS Mii MX J03BOJIB,
NPUBEACHHS TMPOLEAYp 3AIMCHEHHS KOHTPOJIO 33 BIANOBIJHICTIO MEIUYHUX
IMyHOOI0JIOTIYHUX TIpenapariB BUMOraM JIep>KaBHUX 1 MDKHApOJHUX CTaHAApTIB Ta
3M1iiCHEHHs (hapMaKOHArJay y BIJAMOBIHOCTI JO BUMOI 3aKOHOJIAaBCTBA 3 IUTAaHb
napajieabHOTO IMIIOPTY JIIKAPCHKUX 3aC001B, @ TAKOXK 3 METOIO 3a0€3MEUCHHS JOCTYITY
HACEJIEHHS 70 SKICHMX Ta JTOCTYIHHX JIKAPChKUX 3ac00iB, Kl OyJiM MPU3HAYEHI Ta
BUITYLIEH]1 B O0IT JJIsl 3aCTOCYBAaHHSI Ha TEPUTOPIl JepKaB - WieHIB €BpONEHChHKOro
Coro3y ab0 €BponeicpKoi acolialii BUIBHOI TOPTiBIi, IO € CTOPOHOK YTOAU MpO
€BponeicrKy EKOHOMIYHY 30HY.

2. OOrpyHTYBaHHS HEOOXiTHOCTI NPUITHATTS AKTA

[IpoexT Haka3y po3pobiieHO Ha BUKOHAHHS 3akoHy Ykpainu Bin 16 aunusa 2024
poky Ne 3860-1X «IIpo BHeceHHs 3MIH JO JESIKUX 3aKOHIB YKpaiHU 00
napajieIbHOTO IMIIOPTY JIIKAPCHKUX 3aCO01BY.

MOo>JIMBICTh TApAJIETBLHOTO IMIIOPTY B YKpaiHi nepeadayeHa 3aKoOHOM Y KpaiHH
Bi11 28 munHs 2022 poky Ne 2469-1X «Ilpo mikapchki 3aco00u», SIKUA BOJUTHCS B IO
yepe3 30 MicsI1iB Miciis 3aBEPIIEHHS] BOEHHOTO CTaHy, BBEIEHOTO YKa3zoM [Ipe3unenrta
VYkpainu «lIpo BBeleHHA BOEHHOro CTaHy B YkpaiHi» Bia 24 mororo 2022 poky
Ne  64/2022, 3arBepmxenHoro 3akoHoM Ykpainu «IIpo 3aTBepmxeHHs YKazy
[Ipesunenta Ykpainu «IIpo BBeAeHHS BOEHHOIO CTaHy B YKpaiHi» BiJ 24 JIOTOro
2022 poxy Ne 2102-1X.

BpaxoByroun notpedy y 3a0e3reueHH1 HaceJIeHHSs JTIKapChbKUMHU 3ac00aMH, SKa €
Ty’)Ke€ TOCTPOIO came 3apa3, B ymoBax BiiiHH, BepxoBHoto Pamoro Ykpainu Oyio
npuitHaTo 3akoH Ykpainu Big 16 mumast 2024 poky Ne 3860-1X «IIpo BHEceHHS 3MiH
710 JICSTKUX 3aKOHIB Y KpaiHU 010 TapaJIeTLHOTO IMIIOPTY JIKaPChKHUX 3aC001BY, IKUM
nepeadaueHo 3arpoBaHKEHHS MEXaH13MY MapajebHOro iMnopTy B Ykpaini 3 01 ciuns
2025 poky (paHimie 1aTu, KoJiv Oy/ie BBEJCHO B JIit0 PEIITY MOJI0KEHb 3aKOHY Y KpaiHH
Big 28 ymmHs 2022 poky Ne 2469-1X «IIpo mikapchbki 3aco0m»).

Tak, BIANOBIAHO 10 YaCTHHM APYroi crarti 78 3akoHy YKpaiHu BiJ 28 JHIHS
2022 poky Ne 2469-1X «Ilpo mikapchki 3acobu» (31 3MiIHAMU BHECEHUMH 3aKOHOM
VYkpainu Bia 16 numas 2024 poky Ne 3860-1X «ITpo BHeCEHHS 3MiH JI0 IEIKHUX 3aKOHIB
VYkpainu 1070 MapajiebHOro IMIOPTY JIKapChKUX 3aco0iB») Ilopsmok HagaHHS


https://zakon.rada.gov.ua/laws/show/64/2022
https://zakon.rada.gov.ua/laws/show/2102-20

JI03BOJTy Ha MapayieJIbHUM IMIIOPT JKapChKOTO 3ac00y, BHECEHHS 3MiH /10 J03BOJY Ha
napajielbHUA  IMIIOPT  JIIKAPCBKOTO  3ac00y, MNpPU3YNHUHEHHS, CKAacyBaHHS Ta
NPUIIMHEHHS [1i J03BOJYy Ha TMapajeldbHUM IMIIOPT JIIKApChKOTO  3acoly,
3aTBEPIIKYETHhCSI IEHTPAJIbHUM OpPraHOM BHUKOHABUOi BIAJW, W0 3abe3rnedye
dbopMyBaHH Ta pealli3ye JIep)KaBHY MOJITUKY Y cepi 0XOpOHHU 310pOB’ .

[lieto crarrero TakoXX IMepeadavyeHo, IO SK MapajeidbHUN IMIOPT MOXKe
3MIICHIOBATUCS BBE3EHHS JIIKAPCHKUX 3acCO0IB HA TEPUTOPIIO YKpaiHU 3 JEpKaBU -
yiieHa €Bponeiickkoro Corozy ado €Bporeicbkoi acorriallii BUIbHOI TOPTiBIi, 110 €
CTOPOHOIO YTOAHW MpO €BPOMEHCHKY EKOHOMIUHY 30HY, SKi Oyl MpU3HAYCHI Ta
BUITYIIICHI B OOIr IS 3aCTOCYBaHHsS Ha TEPUTOPIi KpaiHH-eKcIopTepa, 3 SKOi i
JKapChKi 3ac00M BBO3ATHCS B YKpaiHy, Ta BCTAHOBJIEHO YMOBH JJIs IX BBE3CHHSI.

Tako BCTaHOBIICHO, IO MapajIeTbHUI IMIOPT JIIKAPCHKUX 3aC001B 3MIMCHIOETHCS
Cy0’€KTOM TOCIIOJApIOBaHHS, IO Ma€ JNIECH3II0 Ha IMIOPT JIKApChKUX 3ac00iB
(mapasielbHU  IMIOpPTEP), BIAMOBIAHO JO JIIEH3IWHUX YMOB, BCTaHOBJIECHUX
Kabinerom MinicTpiB YKpaiHnu, micisi NPUUHATTS PIIICHHS MPO HAJaHHS TaKOMY
cyO’€KTy rocroJaproBaHHs JO03BOJIY HA apalieIbHUMN IMIIOPT JIKapChKUX 3aC001B, PO
o pobutbes 3anuc y JlepkaBHOMY peecTpi JIIKapChKUX 3aco0iB, IO MapajeiabHO
BBO3SITHCS HA TEPUTOPIIO0 YKpaiHHU.

Pazom 3 mum 3anpoBajpKeHHS HOBOT JUIsl YKpaiHU MpONEAYpH IMapajieibHOTO
IMIIOPTY JIIKAPCHKUX 3ac00iB, y TOMY YHCII MEXaHi3My HaJaHHS JI03BOJy Ha
napajeibHUi IMIOPT JIIKAPCHKOTO 3aco0y, moTpedye HOPMaTUBHO-NPABOBOTO
BPETYJIIOBaHHS.

VY 3B’s3Ky 3 IUM Ta BPaxOBYIOUU MI>KHAPOIHUM TOCBiJ, 30KpEeMa TaKUX KpaiH sK
[Tonwma, Hinepnanau, [IBeris, [lopsakom HagaHHs 103BOTy Ha MapajiebHUM IMIOPT
J1KapChKUX 3ac001B, BU3HAYEHO JETAIBHUNA MEXaHI3M BHa4dl a00 BIIMOBH y BHJavl
JO3BOJIIB  HAa MapajelbHUM IMIOOPT JIKAPCBKUX 3ac00iB, BHECEHHS 3MiH,
NPU3YNUHEHHS, BITHOBJICHHS, CKACyBaHHS Ta IPUIIMHEHHS Ai1 ITUX T03BOJIIB.

OxpiM TOTO, BIJMOBIAHO JO YAaCTHUHHU TPUHAAIATOI cTaTTi 78 3akoHy YKpaiHu
Bix 28 yumHst 2022 poky Ne 2469-1X «IIpo nikapchki 3aco0u» (31 3MiHaMU BHECEHUMH
3akoHoMm Ykpainu Big 16 gumas 2024 poxy Ne 3860-IX «IIpo BHeceHHs 3MiH 0
JESKUX 3aKOHIB YKpaiHW IIOAO MapajebHOrO IMIOPTY JIKAPChKUX 3ac001B») yCi
JIKAapChKi 3aCO0H, 110 BBO3STHCS HA MUTHY TEPUTOPII0 YKpPaiHU 3 METOIO 1X TOJIJIBIIIO]
peamizaiiii (Toprisii) a00 BUKOPUCTAHHS Y BUPOOHUIITBI TOTOBUX JIIKAPCHKUX 3aC001B,
MIUISITaI0Th IePKaBHOMY KOHTPOJIIO SKOCTi. ToMy, IPOEKTOM HaKa3y MPOIMOHYETHCS
BHECTH BIANOBIAHI 3MiHU 10 llopsanky 3A1MCHEHHS KOHTPOJIIO 3a BIAMOBIIHICTIO
IMyHOO10JIOTTYHUX TIpernapariB, 110 3aCTOCOBYIOThCS B MEIUYHINA MPaKTHUIll, BAMOTaM
JEp’KaBHUX 1 MIKHApPOJHUX CTaHAAPTIB, 3aTBEPIKEHOro Haka3oM MiHicTepcTBa
oxopoHu 370poB’st Ykpainu Big 01 xoBTHs 2014 poky Ne 698, 3apeecTpoBaHOro B
Minicrepctsi toctuiii Ykpainu 29 xoBTHs 2014 poky 3a Ne 1356/26133, Iopsiaky
3MiiicHEeHHs (apMaKoOHArJIsIIy, 3aTBEP/KEHOr0 Haka3oM MiHicTepcTBa OXOPOHU
3mopoB’s Ykpainu Bin 27 rpynns 2006 poxy Ne 898, 3apeectpoBanoro y MiHicTepcTBi
foctuiii Yikpainu 29 ciuns 2007 poky 3a Ne 73/13340 (y penakmii Hakasy
MinicTepcTBa 0XOpOHHM 310pOB’ st YKpainu Big 26 BepecHs 2016 poky Ne 996), 3asBu
PO BHJaYy BHCHOBKY MNP0 SKICTh BBE3CHHMX B YKpaiHy JIKapChKUX 3aco0iB,


https://zakon.rada.gov.ua/laws/show/z1649-16#n24
https://zakon.rada.gov.ua/laws/show/z0234-13#n18
https://zakon.rada.gov.ua/laws/show/z0234-13#n18
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3aTBEp/KEHIH HakazoM MIiHICTEpCTBA OXOPOHHU 370poB’s Ykpainu Big 21 ciuns
2013 poky Ne 39, 3apeecTtpoBanuM y MinicTepcTBi 1ocTuilli Ykpainu 08 motoro 2013
poky 3a Ne 234/22766 (y penakiii Haka3y MiHicTepcTBa OXOPOHH 310pPOB'st YKpaiHU
Bil 20 BepecHss 2021 poky Ne 1985), Ilepeniky BBe3eHMX B YKpaiHy JIKapChKUX
3ac001B, 3aTBEpKEHOMY Haka3zoM MiHicTepcTBa OXOPOHH 30pOoB’st Ykpainu Big 21
ciyns 2013 poky Ne 39, 3apeectpoBanumM y MiHicTepcTBi rocTHIlii YKpainu 08 motoro
2013 poxky 3a Ne 234/22766, (y penakiii Hakazy MiHICTepCcTBa OXOPOHHU 370POB's
Vkpainu Bin 20 BepecHs 2021 poky Ne 1985), BucHOBKY mpo SKICTh BBE3EHOTO B
VYkpainy mikapchbkoro 3aco0y, 3aTBEp/PKEHOMY Haka3oMm MiHicTepcTBa OXOPOHH
3mopoB’ss Ykpainu Bix 21 ciaas 2013 poky Ne 39, 3apeectpoBanuM y MiHiCTepCTBI
foctumii Ykpainu 08 mrotoro 2013 poky 3a Ne 234/22766, 3BiTy cy0'ekTa
TOCTIO/IAPIOBAHHS 100 PE3yJIbTaTiB KOHTPOJIKO aKTUBHHUX (hapMarieBTUUHHUX
iHrpeaienTiB (cyocranmii) ta npoaykiii «in bulk» 3a mepion, sareepmxkenoro
Haka3oM MiHicTepcTBa OXOpoHU 370poB’ st Ykpainu Bix 21 ciunsg 2013 poky Ne 39,
3apeecTpoBaHuM y MinicTtepcTBi toctuili Ykpainu 08 mrororo 2013 poky 3a
No 234/22766 (y penakimii Hakazy MiHicTepcTBa OXOpPOHHM 3JI0pOB'st YKpainu
Bia 12 motoro 2016 poky Ne 91), 3asBu npo Buady BUCHOBKY PO SIKICTh BBE3CHUX B
VYkpainy dikapchbKUX 3ac00iB 3 METOI0 iX O€30IUIaTHOrO MocTadyaHHs (mepeadi)
obnmacauM, KwuiBchkiii Ta CeBacTONONLCHKIA MICBKUM JepKaAMiHICTpalisiM abo
cy0'ekTaM TOCHOJIaplOBaHHs, Kl MAlOTh JIIEH31I0 HAa MPOBAKEHHS TOCMOJAPCHKOL
TiSUTBHOCTI 3 MEAMYHOT IPAKTHKH, 32 PE3yJIbTaTaMu 3aKyTiBeNb 32 KOLITH AEPKABHOTO
OIOKETY, 311MCHEHNX 0CO0010, YIIOBHOBAKEHOIO HA 3/11MCHEHHS 3aKyMiBeb y chepi
OXOPOHHU 3/I0POB's, JJI1 BUKOHAHHS MPOTpaM Ta 31HCHEHHS [IEHTPaII30BaHUX 3aXO0/IiB
3 OXOpPOHM 3JIOpOB'S, 3aTBEP/UKEHIM Haka3oM MIiHICTEpCTBA OXOPOHHU 3A0POB’s
VYkpainu Bi1 20 BepecHst 2021 poky Ne 1985, 3apeectpoBanum y MiHiCTepCTBI FOCTHITIT
VYkpainu 18 mucronaga 2021 poxy 3a Ne 1513/37135, BucHOBKY Ipo SIKICTh BBE3E€HOTO
B YKpaiHy JKapCchbKOTrO 3aco0y 3 METO Oe30IJIaTHOTO IMOCTadaHHsS (mepeaadi)
obnacHuM, KwuiBcbkiii Ta CeBacTOMONBCHKIM MICHKMM JeprKaJMiHICTpalisM abo
cy0'eKTaM TroCIOJapIOBaHHsI, SIKI MAIOTh JIIIEH31I0 HA MPOBAHKEHHSI TOCIOIapPCHKOI
TiSUTBHOCTI 3 MEAMYHOT IPAKTHKH, 32 PE3yJIbTaTaMH 3aKyTiBENb 32 KOLITH AEPKABHOTO
OrOKeTy, 3/11MCHEHNX 0C00010, YIIOBHOBAKEHOIO HA 3/I1MCHEHHS 3aKyMiBeb y chepi
OXOPOHHU 370POB’s, ISl BAKOHAHHS MPOTpaM Ta 3/11MCHEHHSI LIEHTPaTI30BaHUX 3aX0/(1B
3 OXOPOHM 3JI0POB’s, 3aTBEPIKEHOMY Haka3oM MiHICTepCTBa OXOPOHHU 3JI0POB’S
VYkpainu Big 20 BepecHst 2021 poxy Ne 1985, 3apeectpoBanum y MiHICTEpCTBI FOCTHUILIT
VYkpainu 18 nucronana 2021 poky 3a Ne 1513/37135.

BpaxoByroun BUKJIaZeHE, MPOEKT HAKa3y CIPSIMOBAHUN HA BPETYIIOBAHHS TaKUX
BOKJIMBUX, B YMOBaX BOEHHOTO CTaHy, Ta HOBUX JUIsl YKpaiHU MPONEAYyp K HaJaHHS
JI03BOJTY Ha TMapajelbHUM IMIOPT JIKAPChKUX 3ac00iB Ta 3a0€3MeUeHHS 31HCHEHHS
KOHTPOJIIO 1 (hapMaKOHAIISITY 32 JIIKAPCHKUMH 3ac00aMu, y TOMY YUCIT MEIUYHUMU
IMyHOO10JIOTIYHUMU TIpETapaTaMu, 1110 BBO3SITHCS HA TEPUTOPII0 YKpaiHU IS IICH
napajesNbHOrO IMIIOPTY Ta MepedyBaloTh B 00Iry MPOTATOM CTPOKY Ail JO3BOJYy Ha
napajiebHUN IMITOPT.


https://ips.ligazakon.net/document/view/re37135?ed=2021_09_20&an=81
https://ips.ligazakon.net/document/view/re37135?ed=2021_09_20&an=81
https://zakon.rada.gov.ua/laws/show/z0234-13#n43
https://zakon.rada.gov.ua/laws/show/z0234-13#n43
https://ips.ligazakon.net/document/view/re37135?ed=2021_09_20&an=81
https://ips.ligazakon.net/document/view/re37135?ed=2021_09_20&an=81
https://ips.ligazakon.net/document/view/re28466?ed=2016_02_12&an=55
https://ips.ligazakon.net/document/view/re28466?ed=2016_02_12&an=55
https://ips.ligazakon.net/document/view/re28466?ed=2016_02_12&an=55
https://ips.ligazakon.net/document/view/re28466?ed=2016_02_12&an=55
https://ips.ligazakon.net/document/view/re28466?ed=2016_02_12&an=55
https://ips.ligazakon.net/document/view/re28466?ed=2016_02_12&an=54
https://ips.ligazakon.net/document/view/re28466?ed=2016_02_12&an=54
https://ips.ligazakon.net/document/view/re37135?ed=2021_09_20&an=35
https://ips.ligazakon.net/document/view/re37135?ed=2021_09_20&an=35
https://ips.ligazakon.net/document/view/re37135?ed=2021_09_20&an=35
https://ips.ligazakon.net/document/view/re37135?ed=2021_09_20&an=35
https://ips.ligazakon.net/document/view/re37135?ed=2021_09_20&an=35
https://ips.ligazakon.net/document/view/re37135?ed=2021_09_20&an=35
https://ips.ligazakon.net/document/view/re37135?ed=2021_09_20&an=35
https://ips.ligazakon.net/document/view/re37135?ed=2021_09_20&an=35
https://ips.ligazakon.net/document/view/re37135?ed=2021_09_20&an=60
https://ips.ligazakon.net/document/view/re37135?ed=2021_09_20&an=60
https://ips.ligazakon.net/document/view/re37135?ed=2021_09_20&an=60
https://ips.ligazakon.net/document/view/re37135?ed=2021_09_20&an=60
https://ips.ligazakon.net/document/view/re37135?ed=2021_09_20&an=60
https://ips.ligazakon.net/document/view/re37135?ed=2021_09_20&an=60
https://ips.ligazakon.net/document/view/re37135?ed=2021_09_20&an=60
https://ips.ligazakon.net/document/view/re37135?ed=2021_09_20&an=60
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3. OCHOBHI NOJIOKEHHS NMPOEKTY aKTa

[IpoexkToM Hakazy nependadyeHo 3aTBEPAKEHHS

[lopsinky HamgaHHS J03BOJY Ha NapajieNbHUN IMIOPT JIKapChbKOro 3acoly,
BHECEHHsI 3MIH [0 JI03BOJy Ha TMapajelibHUui IMIOPT JIIKapChKOro 3acoly,
NPU3YNUHEHHS, CKACYBaHHS Ta MPUMMHEHHS i1 JO3BOJY Ha MapajielibHUM 1MIOpT
JKapChKOT0 3ac00y;

3MiHU 10 IESIKUX HOPMATUBHO-TIPABOBUX aKTiB MiHICTEPCTBA OXOPOHH 310POB’ S
VYKpainu 1moA0 BperyiioBaHHS MUTAHb MapaleIbHOro IMIOPTY JIKAPChKUX 3ac00iB, a
came J10:

[Topsaky 3mIMCHEHHS KOHTPOJIO 3a  BIATOBITHICTIO  IMyHOO1OJOTTYHHMX
mpernapariB, M0 3aCTOCOBYIOThCS B MEIUYHINA IPaKTHI, BUMOIraM JCp)KaBHUX 1
MDKHApOIHUX CTaHIAPTIB, 3aTBEPKEHOTO HaKa30M MiHICTepCTBa OXOPOHH 3I0POB’ S
Yxpainu Bix 01 sxoBTHS 2014 poky Ne 698, 3apeecTtpoBanoro B MiHiCTEpPCTBI IOCTHITIT
VYkpainu 29 xoBTHs 2014 poky 3a Ne 1356/26133.

[Topsinky 3a1icHeHHs dhapMaKOHaIJISITy, 3aTBEPIKEHOr0 HaKa3oM MiHicTepcTBa
oXOpoHU 370poB’st Ykpainu Bix 27 rpynns 2006 poky Ne 898, 3apeectpoBaHoro y
MiHictepcTBi FOCTHUIIIT Ykpainu 29 CIYHS 2007 POKY 3a
Ne 73/13340 (y penakiii Hakazy MiHiCTepCTBa OXOPOHHU 3/I0POB’sl YKpaiHU Bij
26 BepecHs 2016 poky Ne 996);

dbopmu 3asiBU ITPO BUA4y BUCHOBKY PO SIKICTh BBE3CHUX B YKpaiHy J1KapChKUX
3aco0iB, 3aTBEP/XKEHOI Haka3zoM MiHICTEpCTBA OXOPOHU 310pOB’st YKpaiHu Bing 21
ciuns 2013 poky Ne 39, 3apeectpoBanuM y MinHictepcTBi roctuliii Ykpainu 08 qroToro
2013 poky 3a Ne 234/22766 (y pemakiii Hakazy MiHICTepCTBa OXOPOHH 3J0pPOB'S
VYkpainu Biz 20 BepecHs 2021 poxy Ne 1985);

dbopmu Ilepeniky BBe3eHMX B YKpaiHy JIKapChKUX 3aco0iB, 3aTBEPKECHOI
Haka3oM MiHicTepcTBa 0XOpOoHH 3A0poB’ st Ykpainu Bia 21 ciuns 2013 poky Ne 39,
3apeecTpoBaHuM y MinicTtepcTBl toctuuli Ykpainum 08 mrororo 2013 poky 3a
No 234/22766, (y penakuii Hakazy MiHicTepcTBa OXOpPOHM 3J0pOB'S YKpaiHu
Bix 20 BepecHs 2021 poky Ne 1985);

dbopmu BHCHOBKY TpoO SKICTh BBE3€HOTO B YKpaiHy JKapCchKoro 3aco0y,
3aTBEp/KEHOT Haka3oM MiHiCTepcTBa OXOpOHU 370poB’st Ykpainu Big 21 ciuHs
2013 poky Ne 39, zapeectpoBanuM y MinicTepcTBi toctuilii Ykpainu 08 mroToro
2013 poxy 3a Ne 234/22766;

dbopmu 3BiTy cy0'ekTa rocroaproBaHHs 11010 PE3YIbTaTIB KOHTPOJIO aKTUBHUX
(dbapManeBTUYHUX I1HTpealeHTIB (cyOcTaHmii) Ta mpoaykuii «in bulk» 3a mepion,
3aTBEpKEHOI Haka3oM MIiHICTepCcTBa OXOPOHU 3A0poB’s YKpainu Bix 21 ciuHs
2013 poxy Ne 39, 3apeectpoBanum y MinictepcTsi rocTuiii Ykpainu 08 mororo 2013
poky 3a Ne 234/22766 (y penakiuii Hakazy MiHiCTepcTBa OXOPOHH 370pOB'sl YKpaiHu
BiJ 12 mororo 2016 poky Ne 91);

dbopmu 3asiBU PO BUJAYy BUCHOBKY PO SIKICTh BBE3€HUX B Y KpaiHy J1KapChKUX
3ac001B 3 METOI0 iX O€30IIIaTHOTO MocTavyaHHs (mepenadi) oomacaum, KuiBchkiid Ta
CeBacTOMONBCHKIM MICBKUM JIepKaAMIHICTpaIlisiM abo cy0'ekTaM TOCIOaprOBaHHS,
SKI MaroTh JIIEH310 Ha IPOBAPKCHHS TOCIOAAPCHKOI ISUIBHOCTI 3 MEIUYHOI
MIPAKTHKH, 3 PE3yJIbTaTaMH 3aKyTiBEJIb 3a KOIIITH IEPKABHOTO OIO/KETY, 3MIMCHEHIX


https://zakon.rada.gov.ua/laws/show/z1649-16#n24
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0c00010, YTIOBHOBA)XCHOIO HA 3/{IHCHEHHS 3aKyMiBeIb Y cepl OXOPOHU 3I0POB's, TS
BUKOHAHHS MPOTpaM Ta 3IMCHEHHS LEHTPaJi30BaHUX 3aXOJiB 3 OXOPOHH 30POB'S,
3aTBep/KEHOT Haka3oM MiHicTepcTBa OXOpPOHHU 370pOoB’s YKpainu Binm 20 BepecHs
2021 poxy Ne 1985, 3apeectpoBanuM y MiHicTepcTBi tocTullli Ykpainu 18 nucronana
2021 poky 3a Ne 1513/37135;

dbopmu BucHOBKY mpo sIKICTh BBE3€HOTO B YKpaiHy J1KapChKOIro 3ac00y 3 METOIO
Oe3oruiaTHOrO mocTtadaHHs (repeaadi) obmacHuM, KuiBchkiil Ta CeBacTONONbCHKIN
MICBKHUM JepKaJMIHICTpallisiM a0o cy0'eKTaM TOCIoaploBaHHs, SIKI MalOTh JIIEH3110
Ha MPOBAKEHHS TOCIIOAAPCHKOT AISITLHOCTI 3 MEAUYHOI MPAKTHKH, 32 PE3yJIbTaTaMU
3aKyMiBeJb 3a KOIITH JACPKABHOTO OIO/DKETY, 3A1HCHEHUX 0CO000I0, YITOBHOBaKEHOIO
Ha 3MIMCHEHHS 3aKyIBeNb Yy cepi OXOPOHHU 37I0POB’s, JUIsl BUKOHAHHS MPOTpaM Ta
3MIMCHEHHS IIEHTPaIi30BaHUX 3aXOJIB 3 OXOPOHH 3JI0POB’S, 3aTBEP/KCHOI HAKa30M
MinictepcTBa oxoponu 370poB’st Ykpainu Big 20 BepecHs 2021 poky Ne 1985,

3apeecTpoBaHUM y MiHicTepcTBi octuiii Ykpainu 18 muctomaga 2021 poky 3a Ne
1513/37135.

4. IIpaBoBi acnexkTn

VY naniii cdepi CycniabHUX BIJIHOCHH JIIFOTh TaKi HOPMaTUBHO-TIPABOB1 aKTH:

3akoH Ykpainu Bij 28 aumnHs 2022 poxy Ne 2469-1X «IIpo mikapchki 3acoom»;

3akoH Ykpainu Big 16 numnas 2024 poky Ne 3860-1X «[Ipo BHeceHHs 3MiH 10
JEeAKUX 3aKOHIB YKpaiHU 11010 MapajeabHOTO IMIOPTY JIIKAPChKUX 3aC001BY;

[Topsimok 3A1MCHEHHS JAEP>KaBHOTO KOHTPOJIO SIKOCTI JIIKAPCHKUX 3ac00iB, IO
BBO3ATHCSl B YKpaiHy, 3aTBep/KeHU noctaHoBoro Kabinety MinicTpiB YKpaiHi Bif
14 Bepecus 2005 poky Ne 902 (y penakiiii moctanoBu Kabinery MinicTpiB Ykpainu
Bix 8 ceprias 2012 poky Ne 793);

[Topsinok  3MIACHEHHS KOHTPOJIO 3a  BIAMOBIAHICTIO IMyHOOIOJOTTYHUX
npenapariB, L0 3aCTOCOBYIOTbCS B MEIAMYHIN MpaKTHIll, BUMOTraMm JE€pKaBHUX 1
MDKHApOJIHUX CTaHJApPTIB, 3aTBEPKEHUN HaKa3oM MiHiCTepCTBa OXOPOHH 3/I0POB’ S
VYkpainu Big 01 sxoBTHA 2014 poxy Ne 698, 3apeectpoBanuii y MiHICTEpCTBI OCTHUIIIT
VYkpainu 29 xxoBTHa 2014 poky 3a Ne 1356/26133;

[Topsimok 3miticHeHHs (papMakoHArisiay, 3aTBEPKCHUN Haka3oM MiHicTepCcTBa
OoXOpoHU 3710poB’sa Ykpainu Big 27 rpynus 2006 poxy Ne 898, 3apeectpoBanuii y
Minictepctsi roctutii Ykpainu 29 ciuns 2007 poxy 3a Ne 73/13340 (y penaxiii Hakazy
MinicTepcTBa 0XOpOHU 370poB’st YKpainu Bix 26 BepecHst 2016 poky Ne 996);

Haka3 MiHicTepcTBa 0XOpOHHU 3710poB’st Ykpainu Big 21 ciuns 2013 poky Ne 39
«IIpo 3atBep/keHHsT (OpPM [TOKYMEHTIB, IO 3aCTOCOBYIOTHCS MpPH 31MCHEHHI
JIEP’KABHOTO KOHTPOJIIO SAKOCTI JIKAPCHKUX 3ac001B, 110 BBO3ATHCS B YKpaiHy»,
3apeecTpoBaHoMy Yy MinictepetBi tocTtuilli Ykpainu 08 motoro 2013 poky 3a
Ne 2342/2766.

5. ®iHaHCOBO-eKOHOMIiYHEe OOTPYHTYBAHHS
Peanizamisi mpoekty Hakazy He NOTpedye T0MaTKOBOrO (piHAHCYBaHHSA 3
JepKaBHOT'O UM MICIIEBOT'O OFOKETIB.


https://zakon.rada.gov.ua/laws/show/z1649-16#n24
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6. Ilo3uuisi 3aiHTEepecOBaHNX CTOPIH

[IpoekT Haka3dy He CTOCY€TbCS MHUTaHb (PYHKIIOHYBAaHHS  MICIIEBOTO
CaMOBDSIyBaHHs, TMpaB Ta IHTEPECIB TEPUTOpIaJbHUX TPOMaJa, MICIEBOTO Ta
pPerioHaJILHOTO PO3BHUTKY, COILIAIBHO-TPY0BOI cdepu, IpaB OCi0 3 1HBATIIHICTIO,
(GyHKIIIOHYBaHHS 1 3aCTOCYBaHHS YKpaiHCHKOT MOBH fK JIEpKaBHO1, TOMY HE NOTpelye
MOTO/PKEHHSI 3 YINOBHOBAKEHWMH TMPEICTABHUKAMU BCEYKPATHCHKUX acoIlialin
OpraHiB  MICIICBOTO  CaMOBPSIIYBaHHS,  BIAMOBIAHUX  OpPraHiB  MICIIEBOTO
CaMOBPSIIyBaHHs, YIIOBHOBXEHUX MPEICTaBHUKIB BCEYKPATHCHKUX MPOQCIIOK, iX
00’eTHaHb Ta BCEYKpPAiHCHKUX 00 €IHAHb Oprafizaiiii poOOTOHABIIB, YPSAOBUM
YHIOBHOBXEHUM 3 TMpaB o0ci0 3 1HBAJHICTIO BCEYKPaiHCBKUX TI'POMAJCHKUX
oprasizailiii oci0 3 IHBaJIIAHICTIO, X CH1JIOK, Y TOBHOBA)KEHOTO 13 3aXUCTY JEP>KaBHOI
MOBH.

[TpoexT Haka3y noTpeOye mpoBeaeHHS MyOIIYHUX KOHCYJbTAIil BIAOBITHO /10
[Topsinky mpoBeAEeHHS KOHCYJbTAlld 3 T'POMAJCHKICTIO 3 NUTaHb (OPMYBAHHS Ta
peaizalii 1ep»aBHO1 MOJITUKH, 3aTBEPHKEHOTO TocTaHOBOIO Kabinety MiHicTpiB Bij
3 muctomnana 2010 p. Ne 996 «Ilpo 3abe3nedeHHs y4acTi IpoMaChbKOCTI Y (pOpMyBaHHI
Ta peanizauii aepkaBHoi nomtukuy (Odimiiinuii BicHuk Ykpainu, 2010 p., Ne 84, cT.
2945), 1muisxoM po3MillleHHs IPOEKTY Haka3y Ha odimiiiHoMy BeOcaiTi MiHicTepcTBa
OXOPOHM 37I0pOB’sl YKpaiHH.

[IpoekT Haka3y mnoTpeOye morojkeHHs 3 MiHicTrepcTBOM — 1UGPOBOL
Tpancopmarii  Ykpainu, Jlep:kaBHOIO peryJsiTOpHOIO  Cioyx0010  YKpaiHu,
VYnosHoBaxeHuM BepxoBHoi Panu 3 npas mtoaunu, JlepaBHOr0 ciiyk0010 YKpainu 3
JIKApChKUX 3aC001B Ta KOHTPOJIIO 32 HAPKOTHKAMU.

[IpoekT Hakazy noTpedye nep:kaBHOi peecTpauii y MiHICTEpCTBI FOCTHIIIL
Ykpainu.

7. OuiHka BiAnmoBigHOCTI

[TonoxeHHsT TPOEKTY Haka3zy HE CTOCYIOTbCS 3000B’s3aHb YKpaiHu y cdepi
€BPOICHUCHKOI IHTErpallii; mpaB Ta cBOOOJ, rapaHToBaHuX KOHBEHIIIE€IO MPO 3aXUCT
IpaB JIOJMHU 1 OCHOBOMOJIOXKHUX CBOOOA. Y MPOEKTI HaKa3y BIJCYTHI TMOJIOKECHHS,
I10: BIUIMBAIOTh Ha 3a0€3MeUeHHs PIBHUX MPAB Ta MOKIUBOCTEH JKIHOK 1 YOJIOBIKIB;
MICTATh PU3MKMA BYMHEHHS KOPYIILIMHUX MPaBOMOPYIICHh Ta IPaBONOPYIICHb,
MOB’SI3aHUX 3 KOPYMIIEI0; CTBOPIOIOTH IMiICTABH JIJISl JUCKPUMIHAILII.

AHTUKOpYTIiIiHA, IrpOMaJIChbKa AHTUKOPYIILIiHA, rpoMajChbKa
aHTUIUCKpUMIHAIIIITHA Ta TpoOMaJChka TeHJEPHO-TIpaBOBA  EKCIEPTU3U  HE
IIPOBOANIIACK.

[IpoekT akTa He MOTpeOye HampaBiaeHHs 10 HailioHaIbHOTO areHTCTBa 3 MUTaHb
3ano0iraHHsl KOpynuii AJiss BU3HAYEHHS] HEOOX1THOCTI MPOBEJICHHS aHTUKOPYILIHHOT
EKCIIEPTHU3H.

8. IIporuo3 pe3yJbTaTiB

Peanizamisi mpoekTy Haka3y MaTHUME BIUIMB Ha 3J0POB’s, TIOKPAICHHS CTaHY
3JI0pPOB’ S HACEJICHHSI 200 OT0 OKPEMUX TPYT, Ha PUHKOBE CEPEIOBUIIE, 3a0€3TCUCHHS
3aXMCTy MPaB Ta IHTEPECIB CyO’ €KTIB TOCMOAAPIOBAHHS, TPOMAJISH 1 ICPIKABH.



Peanizarrist mpoekTy HaKa3y He MATUME BILIMB Ha PO3BUTOK PET10HIB, ITiIBUIIICHHS
YUl 3HWKEHHS CIPOMOXKHOCTI TEPUTOPIAJbHUX TpoMaj; PHUHOK TMpaili, pPiBEHb
3afHATOCTI HACEJICHHSI; CKOJIOTII0 Ta HABKOJMWIIHE TPUPOJTHE CEPEAOBHUIIE, 0OCST
MPUPOJIHUX PECypCiB, pIBEHb 3a0pyaHEHHS aTMOC(HEPHOIO IMOBITPS, BOIHU, 3€MEIb,
30KpeMa 3a0pyaAHEHHS YTBOPEHHUMH B1JX0JIaMH, 1HII CYCHiIbHI BIITHOCHHH.

BruiuB Ha iHTepecH ycCix 3aiHTepecOBaAHUX CTOPIH:
BB peanizamii

3aiHTepecoBaHa aKTa Ha :
: [TosicHEHHSI O4iKYBaHOI'O PE3YJIbTaTy
CTOpOHA 3aiHTEpPECOBaHY
CTOPOHY

[IpuHAHATTA NPOEKTY HAKa3y JI03BOJIMTH
MIJBULIUTA  JOCTYNl  HACEJICHHS  J0
[To3utuBHMIA AKICHUX Ta JOCTYIHHUX JIKaApPChKUX
3ac00iB, 10 BBO3SATHCA Ha TEPUTOPIIO
VYkpainu, y TOMy 4YHCH A IUIeH
napaJieIbHOTO IMIIOPTY.
[IpuitHATTS NPOEKTY HaKaszy AO03BOJIUTh
3a0€3MeYUTH TIABHUIICHHS JOCTYITHOCTI
JIKapChKUX 3ac001B JIJI1 HACEJICHHS 3a
. paxyHOK BCTAHOBJICHHS Cy4aCHUX BUMOT
[To3uTHuBHUIM N .
JlepxaBa moJ0 I1X BBE3CHHI B YKpaiHy Ta
YIAOCKOHAJICHHST TPOIEAYPH KOHTPOJIIO
iX SIKOCTI1, €eKOHOMIi OFOJPKETHHUX KOIITIB
AKl ~ CHOpPSIMOBaHI  Ha  3aKYIIIBIIO
JIKapChKUX 3aCO0IB.
BcraHoBiieHHST 4YITKMX Ta TIPO30PHUX
BUMOT IIOJI0 MPOIEAYpPH HaJIaHHSA
JI03BOJTy Ha TapalelbHUNA IMIOPT, Ta

['pomansaamn

Cy0Q’extH . : N :
[To3uTuBHUI MEXaHI3My 3MICHEHHS KOHTPOJIO i
roCI0/IapIOBaH :
- (dapmakoHaryiaay — 3a  JIIKapCbKUMU
3aco0aMu, 10 BBO3SITHCA HA TEPUTOPIIO
VYkpainu [ 1Uied  mapanenbHOro
IMIIOPTY.
MiHicTp 0XOpOHH 310POB’A YKpaiHu Bikrop JIALIKO
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