AHAJII3 PET'YJIAATOPHOI'O BIIVIUBY
10 MPO€EKTY HaKka3y MiHicTepcTBa 0XO0poHHM 310poB’st YKpainm «/lesiki
NUTAHHA peasizauii 3akony Ykpainu Bix 16 sunnst 2024 poxy
Ne 3860-IX "IIpo BHeceHHs 3MiH 10 AeSIKHX 3AKOHIB Y KpaiHU 100
NapaJjeJbHOro iMIOpTYy JiKapChbKHUX 3ac00iB'»

I. BuznauenHsi npodJjieMu

[Ipoext Haka3y MiHicTepcTBa OXOpOHH 310pOB’S YKpainu «Jledaki nutanHs
peanizanii 3akoHy Ykpainu Bif 16 munus 2024 poky Ne 3860-1X "IIpo BHeceHHs 3MiH 10
JeSAKUX 3aKOHIB YKpaiHW 1100 MapalieIbHOr0 IMIIOPTY JIKapChbKUX 3aco0iB"» (mami —
IIPOEKT HaKazy) po3poOJICHO 3 METOI0 BPETYJIIOBAHHS MPOILIEAYPU BUAAYl a00 BITIMOBH Y
BUJIaul JIO3BOJIIB Ha MapajieIbHUM IMIIOPT JIIKAPChKUX 3aco0iB, BHECEHHS 3MiH,
NpU3yNUHEHHS, BIJHOBJIEHHS, CKAacyBaHHS Ta TMPUIMHEHHA [ii 1IUX J03BOJIIB,
OpUBEACHHS MPOLEAYyp 3MINCHEHHS KOHTPOJIO 32 BIAMNOBIAHICTIO MEIUYHUX
IMyHOOI0JIOTIYHUX MpEenapaTiB BUMOraM JIepKaBHUX 1 MDKHApPOJIHUX CTaHAApPTIB Ta
3aiiicHeHHsT (papMakoHariIsay y BIAMOBIIHOCTI JO BHUMOI 3aKOHOJIAaBCTBAa 3 MUTaHb
napajeiabHOTO IMIIOPTY JIIKAPCHKUX 3ac001B, a TAKOX 3 METOI0 3 METOIO 3a0€3MeUeHHS
JOCTYITy HacEJIEHHS /10 SIKICHUX Ta JOCTYHUX JIKapChKUX 3aC001B, sIK1 OyJIM MPU3HAYEHI
Ta BUITYLIEH1 B 0OIr JUIsl 3aCTOCYBAHHS Ha TEPUTOPIi AepkKaB - WieHIB €BpONEHCHKOro
Coro3y abo €Bporeiicbkoi acorianii BUIbHOI TOPIIBII, IO € CTOPOHOK YTOAH IPO
€BponencbKy EKOHOMIYHY 30HY.

MOoIHMBICTh MapaneabHOro IMIOPTY B YKpaiHi nependadyeHa 3akOHOM YKpaiHu
Bix 28 mumHs 2022 poky Ne 2469-1X «IIpo mikapceki 3acobu». BpaxoBytouu nmotpedy B
IbOMY MEXaH13Mi, 5IKa € Ty’Ke TOCTPOIO caMme 3apa3, B yMoBax BiiiHU, BepxoBHoto Pajnoro
VYkpainu Oysno npuitHsato 3akoH Ykpainu Big 16 nunua 2024 poky Ne 3860-1X «IIpo
BHECEHHS 3MIH JI0 JESKUX 3aKOHIB YKpaiHU 11010 MapajesIbHOrO IMIOPTY JIKapChbKUX
3ac00iB», SKUM Tepen0ayeHo 3ampOoBaDKEHHS MEXaHI3My IapajeibHOr0 IMIOPTY B
VYkpaini 3 01 ciunst 2025 poky (paniliie JaTu, Koy 0y1€ BBEJEHO B 110 PEIITY MOJIO0KEHb
3akony Ykpainu Big 28 numnus 2022 poky Ne 2469-1X «IIpo nikapchki 3aco0m»).

Tak, BIIMOBIIHO 10 YaCTUHU ApYToi cTaTTi 78 3akony Ykpainu Big 28 aunHs 2022
poky Ne 2469-1X «IIpo nikapchbki 3aco0m» (31 3MIHAMU BHECEHUMH 3aKOHOM Y KpaiHU BiJT
16 nmunus 2024 poky Ne 3860-1X «IIpo BHECEHHS 3M1H 10 JE€IKUX 3aKOHIB Y KpaiHU 11010
napajeiabHOTO IMIOPTY JIKapCchkuxX 3aco0iBy) I[lopsgoxk HamgaHHS J103BOJIy Ha
napajeiabHUN IMIOPT JIIKAPChKOTO 3ac00y, BHECEHHS 3MIH 0 JI03BOJIY Ha IMapajeabHul
IMITOPT JIIKAPCHKOT0 3ac00y, MPU3yNMHUHEHHS, CKaCyBaHHS Ta MPUITUHEHHS /111 T03BOTY Ha
napajieIbHANA IMIOPT JIIKApPChKOTO 3aco0y, 3aTBEP/KYETHCS LEHTPATBHUM OpPTraHOM
BUKOHABYOI Bjaau, 10 3a0e3mnedye (HOpMyBaHHS Ta peaiizye ACp>KaBHY MOJITHKY Yy
chepi OXOpOHHU 3I0POB’ 5.

[liero craTTer0 TakoXX TependadyeHo, IO SK MapaelbHANW IMIOPT MOXKE
3MIIMCHIOBATHCS BBE3EHHS JIIKAPCHKUX 3aCO01B HA TEPUTOPII0 YKpaiHU 3 IepKaBH - YICHA
€poneiicbkoro Coro3y abo €Bponeichkoi acoliallii BUIbHOI TOPTiBIIL, 1110 € CTOPOHOIO
VYroau npo €Bponeiicbky €eKOHOMIUHY 30HY, SIKi OyJid IpU3HAYEHI Ta BUMYILEHI B 00Ir
JUIsL 3aCTOCYBaHHSI Ha TEpUTOpii KpaiHM-eKcropTepa, 3 AKOi Il JIKApChbkl 3aco0u
BBO3ATHCS B YKpaiHy, Ta BCTAHOBJIEHO YMOBH JUUIS 1X BBE3CHHS.
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Takox BCTaHOBJIEHO, IO MapaleIbHUI IMIOPT JIKAPCHKUX 3aCO01B 3A1MCHIOETHCS
Cy0’€KTOM TOCHOJApPIOBAaHHS, IO Ma€ JIIEH31I0 Ha IMIOPT JIKAPChKUX 3aco0iB
(mapasieibHUH IMIIOPTEP), BIAMOBIAHO A0 JIICH31MHUX YMOB, BcTaHOBJIeHNX KabineTom
MinictpiB YKpaiHu, MICAsS NPUHHATTA pIIICHHS [P0 HAJaHHS TakoMy CYyO’€KTy
roCIoJapiOBaHHs JI03BOJIy Ha TapajiebHUN IMIOPT JIIKApChbKUX 3aco0iB, MPO 110
poouThCs 3anuc y JlepkaBHOMY peecTpi JIIKapChKUX 3ac001B, 110 MapajiebHO BBO3STHCS
Ha TEPUTOPII0 Y KpaiHu.

Pazom 3 mumM 3anpoBajKEHHsS HOBOI Uil YKpaiHu NpoUEAypy NapajieIbHOro
IMITIOPTY  JTIKAPCBKUX 3aco0iB, y TOMY YHCI MEXaHi3My HaJaHHS JO03BOJy Ha
napajgeiqbHUi IMIIOPT JIIKapChKOTo 3aco0y, MoTpedye HOPMAaTUBHO-TIPABOBOTO
BpETYJIOBaHHS.

VY 3B’S3Ky 3 IIUM Ta BPaxOBYIOUM MIDKHAPOJHHUNA JTOCBIJ, 30KpeMa TaKMX KpaiH SK
[Tonpmia, Hinepmanmau, [IBemis, [Topsakom HagaHHS T03BOJY HA MapajeIbHUNA IMIIOPT
JIKapChKUX 3ac001B, BUBHAYCHO JCTAJIbHUN MEXaHi3M BHJayl ab0 BiJIMOBU y BHjaul
JI03BOJIIB Ha MapajeiabHUI IMIIOPT JIIKAPCHKUX 3aC001B, BHECEHHS 3MiH, MPU3YTTMHEHHS,
B1JIHOBJICHHSI, CKACYBAaHHSI Ta MPUITMHEHHS JI1i WX JI03BOJIIB.

Kpim Toro, BiMOBIAHO /10 YaCTUHU TPUHAALATOI cTaTTi 78 3akoHy YKpaiHu Bij 28
munHs 2022 poky Ne 2469-1X «IIpo nikapchbKi 3aco0m» (31 3MiHAMU BHECEHUMU 3aKOHOM
VYkpainu Big 16 mumas 2024 poky Ne 3860-1X «IIpo BHeceHHS 3MiH J0 JIESIKUX 3aKOHIB
VYkpainu 1mo0 napaieabHOro IMIOPTY JIKAPCHKUX 3ac001BY) yCi JIIKapChKi 3aco0H, 110
BBO3ATHCSI HA MUTHY TEPUTOPiI0 YKpaiHU 3 METOIO iX MOJAIbIIOI peanizalli (TOpriBiIi)
a00 BUKOPHUCTaHHS Yy BHUPOOHMIITBI TOTOBUX JIKApPCHKUX 3ac001B, MIIISITaIOTh
TepKaBHOMY KOHTPOJIIO SKOCTI.

BpaxoByroun 3a3HaueHe, a TaKOX BHUMOTHM ab3ally TpPETbOro IMYHKTYy 6
posainy Il «IIpukiHmeBi Ta mepexigHl MOJ0XKEHHS» 3aKOHOM YKpaiHu Bij 16 numHs
2024 poky Ne 3860-1X «IIpo BHeceHHsI 3MIH 70 JEAKUX 3aKOHIB YKpaiHM MI0/0
napajeiabHOTO IMIOPTY JIIKAPCHKUX 3aC001B», 3TiAHO 3 SKUMU MIiHICTEPCTBY OXOPOHU
310pOB’st YKpaiHu TOpydEeHO NMPUBECTU CBOi HOPMATUBHO-TIPABOB1 aKTH Y BiJIITOBITHICTh
13 MM 3aKOHOM, Yy TOMY UYHCII IIOJO 3IIHCHEHHS (apMaKOHArIsAIy CTOCOBHO
napajiesibHO BBE3CHUX JIKAPCHKUX 3ac00iB, MPOEKTOM HAKazy 3aTBEPHKYIOTHCS
BiAMOBiMHI 3MiHM A0 llopsanaky 37iliCHEHHS KOHTPOJIO 32  BIAMOBIIHICTIO
IMyHOOI10JIOTIYHUX TpernapaTiB, M0 3aCTOCOBYIOTHCS B MEIWYHIN MPAKTHUIll, BUMOTaM
JIEp’)KaBHUX 1 MDKHAPOJHMX CTaHIApTIB, 3aTBEP/KEHOTr0 Haka3oM MiHICTEpCcTBa
oxopoHu 370poB’st Ykpainu Bix 01 xoBTHs 2014 poxy Ne 698, 3apeectpoBanHoro B
MinictepcTsi ocTuiii Ykpainu 29 xoBtHs 2014 poky 3a Ne 1356/26133, Ta Ilopsaaky
3MiiicHeHHsT (papmakoHarjsiy, 3aTBEPHKEHOTO Haka3oM MIiHICTEpCTBA OXOPOHU
3n0poB’s Ykpainu Bix 27 rpyans 2006 poxy Ne 898, 3apeectpoBaHoro y MiHicTEpCTB1
roctuilii Ykpainu 29 ciung 2007 poky 3a Ne 73/13340 (y penakiii Hakazy MiHicTepcTBa
OXOpOHHU 3/10poB’st Ykpainu Bix 26 BepecHs 2016 poky Ne 996), Hakazy MinictepcTBa
0XOpoHU 3710poB’s Ykpainu Bia 21 ciuns 2013 poky Ne 39 «IIpo 3arBepaxeHHst hopm
JOKYMEHTIB, IO 3aCTOCOBYIOTHbCS TPH 3MIMCHEHHI JEP>KaBHOTO KOHTPOJIO SKOCTI
JKapChKUX 3aco0iB, MO BBO3ATHCS B YKpaiHy», 3apeecTpoBaHOro B MiHICTEpPCTBI
toctuii Ykpainu 08 mrororo 2013 poky 3a Ne 234/22766.


https://zakon.rada.gov.ua/laws/show/z1649-16#n24
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BpaxoByroun BHKIaneHE, MPOEKT HaKa3y CHPSIMOBAHUIN Ha BPETYIIOBAHHS TaKHX
BaXXJIMBHX, B YMOBaX BOEHHOTO CTaHy, Ta HOBUX JJIs YKpaiHU MPOLEAYp SK HaJaHHSA
JI03BOJTy Ha TapajeabHUM IMIIOPT JIIKAPCHKUX 3ac00iB Ta 3a0e3MedeHHs 31HCHEHHS
KOHTPOJIIO 1 (papMaKOHArJsay 3a JIIKApChbKUMHU 3ac00aMH, y TOMY YHUCI MEIUYHUMH
IMyHOOI0JIOTIYHUMH TIpernapaTaMu, 10 BBO3SITHCS Ha TEPUTOPII0 YKpaiHU A IiJiel
napajebHOTrO IMIIOPTY Ta IepedyBaloTh B OOIry MPOTITOM CTPOKY Jii JI03BOJIY Ha
napaselbHAN iIMIIOPT.

KpiM TOTO, IPUAHATTS MPOEKTY HAKa3y JO3BOJHUTH 301TBIIATH JOCTYI HACEICHHS
VYkpainu 10 sKiCHUX, O€3MeYHUX Ta JOCTYIHUX JIKapChKUX 3aC001B, y TOMY YHCII THX,
110 3aCTOCOBYIOTHCSI Ha TepuTopii €Bporericbkoro Corosy.

OcHoBHI IpynH, Ha sIK1 TpoOJeMa CIPABJIS€E BILIUB:

['pymu (miarpymnn) Taxk Hi
I'pomansiau + -
[epxaBa + -
Cy0’€eKTH rocnoiaproBaHHs, + -

y ToMy 4Hcil CcyO’ekTu - +

MaJjoro miaAnpueMHULITBA

Ha cporoani BperyitoBaHHS 3a3Hau€HUX NPOOJIEMHUX NHUTaHb HE MOXe OyTu
3[1CHEHO 3a J0TIOMOTOXO:

PUHKOBUX MEXaHI3MiB, OCKUIBKM TakKi MUTaHHS pEryJIol0ThCA BUKIIOYHO
HOPMAaTHBHO-TIPABOBUMH AKTaMU;

JIIOUMX PETyJISATOPHUX AKTIB, OCKUIBKM Yy YMHHHUX HOPMATHBHO-IPAaBOBHX aKTaX
BIJICYTHE BPETYJIIOBaHHS MPOIEAYPH NapajeabHOro iIMIOPTY JIIKAPCHKUX 3aCO01B.

I1. i gep:xaBHOIO peryJr0OBaHHS

OCHOBHUMM ITIJISIMU JICP’KaBHOTO PETYJIIOBaHHS €:

BpETYJIFOBAHHS MPOLEAYPHU BUJIaul JI03BOJIIB HA MapaJIeIbHUM IMIIOPT JIKapChKUX
3ac001B, BHECEHHS 3MiH, MPU3YIIMHEHHS, BITHOBJICHHS, CKACyBaHHS Ta MPUMTUHEHHS A1l
IIUX JI03BOJIIB OPTaHOM JEP>KaBHOTO KOHTPOJIIO;

IMPUBEJICHHS MPOLEAyp 3MAIMCHEHHS KOHTPOJIO 3a BIAMOBIIHICTIO MEIWYHUX
IMyHOOI0JIOTIYHUX TpernapaTiB BUMOTaM JIepKaBHUX 1 MDKHApPOJIHUX CTaHIApTIB Ta
3miiicHeHHs (hapMaKOHArJISI1y y BiIMOBIAHOCTI 10 BUMOT 3aKOHY YKpainu Bij 16 numHs
2024 poxy Ne 3860-IX «IIpo BHeceHHS 3MIH 110 JESKUX 3aKOHIB YKpaiHU I0/I0
napajiesbHOrO IMIOPTY JIKapChKHUX 3acC001B» MO0 MapaebHOTO IMIOPTY JIKapChKUX
3aco01B;

3a0€3MeUeHHS IOCTYy HACEJICHHS JI0 SIKICHUX Ta JOCTYIHMX JIIKAPCHKUX 3aC00i1B,
K1 OyJM MpU3HAYEH] Ta BUITYIIEHI B OOIT JJi1 3aCTOCYBaHHS Ha TEPUTOPIi JACp)KaB -
yieHiB €Bpornelicbkoro Coro3y abo €Bporneicbkol acorfiamii BUIbHOI TOPTiBIIi, 10 €
CTOPOHOIO YToAM Mpo €BPONEIChKY EKOHOMIYHY 30HY.



II1. BuzHayeHHA Ta OWIHKA AJIbTEPHATUBHUX CIOCO0IB TOCATHEHHS Lijeil

1. BuzHaueHHs albTepHATUBHUX CITOCOOIB

BI/II[ AJIbTCPHATHUBHU Omnuc AJIbTCPHATUBHU

Taka  ampTepHaTMBa  HE  CIpHSE
' TOCSITHEHHIO IiIei JIEp>KaBHOTO
36epezKeHHﬂ CHUTYyallll, KA ICHYE | nerymopanns, nependadenux y posaimi 11
Ha [en Hac. I[LOT'0 aHAaIIi3y, a caMe He Oyjie 3abe3neueHo:

1)  mamexHOoro  (DYHKIIOHYBAaHHS
poueaypH BUAY1 JI03BOJTIB Ha
napajebHUA IMIOPT JIIKAPChKUX 3ac00iB,
BHECCHHS 3MiH, PU3yITMHEHHS,
BIJIHOBJICHHS, CKACyBaHHS Ta MPUIHMHEHHS
i1 UX JO3BOJIIB,;

2) TpUBEJCHHS MPOLEAYP 3MIHCHCHHS
KOHTPOJIIO 32 BIJIMOBIJHICTIO MEIUYHUX
IMyHOOIOJIOTIYHUX ~ TIpernapariB  BUMOTram
JIEp’)KaBHUX 1 MDKHAPOJHHUX CTaHAApTIB Ta
311MCHEHHS (bapmakoHarsy y
BIJITOBITHOCTI 0 BUMOT 3aKOHY YKpaiHu
B 16 nunua 2024 poky Ne 3860-IX «IIpo
BHECEHHS 3MiH /10 JACSKHUX 3aKOHIB YKpaiHU
I0JI0 HapaJIeIbHOTO IMIIOPTY JIKAPChKHUX
3aco0iB» II0JI0 MapaJieIbHOTO  IMIIOPTY
JKapChbKUX 3aCO0I1B,;

3) moctymny HaceJCHHS 10 SKICHHX Ta
JIOCTYITHUX JIIKApChKUX 3ac00iB, ki Oynu
NpU3HAYECHI Ta BHUNYyIIEHI B 00Ir s
3aCTOCYBaHHS Ha TEPUTOPII Iep>KaB - UJICHIB
€porneiicekoro Corsy abo €Bporerchkoi
acoIriamii BiJIbHOT TOPTIBII, IO € CTOPOHOIO
VYronu npo €Bpornencbky eKOHOMIUHY 30HY.

A cawme:

JUTSL TepKaBU:

He Oyne 3a0e3medyeHo  MiJABUIICHHS
JOCTYMHOCTI  JIIKAPCBKUX  3acO0IB A
HACeJICHHS 3a PaxyHOK BCTAHOBJICHHS
Cy4acHHX BHMOT IIOJO 1X BBE3CHHSA B
VYkpaiHy Ta yJIOCKOHAJICHHS TPOIEIypHU
KOHTPOJIFO iX SKOCTI, a TaKOXX EKOHOMIi

AnbTepHartuBa 1.
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OI0JDKETHUX KOIIUTIB SIKI CHpSIMOBaHI Ha
3aKyIIBIIIO JTIKApPChKUX 3aCO0IB;

JUTSI TPOMAJISTH

He Oynme 3a0e3medyeHo  IMiABUIIECHHS
JOCTYITHOCTI HAceJIeHHsS JI0 SKICHUX Ta
JOCTYMHUX  JIIKApChKUX  3aco0iB, IO
3aCTOCOBYIOTHCS Ha TEePUTOPIi
€sporneiickkoro Coro3y 0yJie 00MExKEHO;

JUTs Cy0’ €KTIB TOCTIOIAPIOBAHHS:

CHUTYaIlis, 10 € Ha ChOTOJIHI 3aJTUIITUTHCS
HEe3MIHHOIO, y TOMY 4YHCII He Oyxae
BCTAHOBJIEHO YITKUX Ta MPO30PHX BUMOT
IOJI0 TPOLEAYpH HAJaHHS JO3BOJy Ha
napajienbHUd  IMIOPT, Ta  MeEXaHI3My
31MCHEHHS KOHTPOJIIO 1 (hapMaKOHATJIsAy 32
JIKapChKUMHU 3ac00amu, 1110 BBO3STHCSA Ha
TEPUTOPIIO Ykpainu TSt 1iaein
napajieTbHOTO IMIIOPTY.

[lo3uTHBHI CTOPOHM Yy 30€pexeHH1
CUTYyaIlli, 1110 ICHY€E BIJICYTHI.

AnprepHaTuBa 2.

[IpuHAHATTS IPOEKTY aKTa.

Taxka aJbTEpPHATUBA 3a0€3MeYnTh
HOpPMATHBHE BPETYJIOBAaHHS IapajeIbHOTO
IMIIOPTY Ha TepUTOpili YKpaiHW, a TaKOoXK
YAOCKOHAJIEHHS MEXaHI3MIB  3/1MCHEHHS
KOHTpPOJIO  Ta  (apMakoHarysiay — JUIst
JIKapChKUX 3aC001B, y TOMY YUCI1 MEIUIHHUX
IMyHOO10JI0T1YHUX npenaparis, 10
BBO3SITHCSI HA TEPUTOPIIO YKpaTHU IS IIIeH
napajieTbHOTO IMITOPTY.

[IpuiHATTS 1UBOTO NPOEKTY  HAKazy
CIPUATUME BUPIIIICHHIO PSITYy MTUTAHb!

1) BperymoBaHHS TPOIEIYypU BHIAYI
J03BOJIIB  HA  MapajelbHUl  iIMIOPT
JIKapChbKUX  3ac00iB, BHECEHHS  3MIH,
NPU3yNUHEHHS, BiJHOBJICHHS, CKacyBaHHS
Ta TNPUINUHEHHS Mii LUHUX J03BOJIIB OPraHOM
JIep>)KaBHOTO KOHTPOJTIO;

2) TpUBEIACHHS TMPOLEAYP 3MAIHCHEHHS
KOHTPOJIIO 3a BIANOBITHICTIO MEIUYHHX
IMyHOOIOJIOTIYHUX  TIpernapariB  BUMOTam
JepKaBHUX 1 MIKHApPOJHHMX CTaHJIApTIB Ta
3I1HCHEHHS (bapmakoHarsTy y
BIJIMOBITHOCTI 70 BUMOT 3akoHY YKpaiHu
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Bix 16 munusa 2024 poky Ne 3860-1X «IIpo
BHECEHHSI 3MiH J0 JACSKHUX 3aKOHIB Y KpaiHu
I0JI0 MapajeiabHOr0 IMIOPTY JIKAPCHKUX
3aco0iB» II0JI0 MapajieIbHOTO  IMIIOPTY
JKapChKUX 3aCO0I1B,;

3) 3abe3meueHHs TOCTYIy HACEJICHHS 10
SKICHUX Ta JIOCTYITHUX JIIKAPCHKUX 3acCO0IB,
K1 OyJIM MPU3HAYCHI Ta BUITYIICHI B 00IT 115
3aCTOCYBAaHHS Ha TEPUTOPI JeprKaB - YICHIB
€sporneiickkoro Coro3y abo €Bpornencrkoi
acouianii BUTbHOI TOPTiBJIi, IO € CTOPOHOIO
Yroau npo €BponeiicbKy eKOHOMIYHY 30HY.

3anpoBaJUKEHHSI TaKOrO PEryJIFOBaHHS
JI03BOJIUTD:

JepkaBi:  3a0€3MeYUTH  ITABUINEHHS
JOCTYIHOCTI ~ JIIKAPCBKUX  3acO0IB  JJIA
HACeJeHHS 3a PaxyHOK BCTAHOBJICHHS
CydYaCHUX BHUMOTI IIOJO0 iX BBE3EHHA B
VYkpaiHy Ta YJIOCKOHAJICHHS NpPOLEIypHU
KOHTPOJIIO 1X SKOCTI, €KOHOMIi OIO/IKETHUX
KOIITIB fKI CHOPsIMOBaHI Ha 3aKYIiBJIIO
JKapChbKUX 3aCO01B;

rpoMajsHaM. MIJBUIIUTA JIOCTYITHOCTI
HaceJeHHS 1O SKICHHX Ta JOCTYITHHX
JIKapChKUX 3aco0iB, 110 BBO3SATHCS Ha
TEPUTOPIIO0 YKPaiHU, Y TOMY YHCIIL IS I1JIeH
napajieTbHOTO IMIIOPTY;

cy0’exTam rOCTIOJapPIOBAHHS:
3MIMCHIOBATH CBOKO MISUTBHICTH B yMOBax
YITKUX Ta TPO30PUX  BHUMOT  IIOJO
poueaypu HaJaHHS JI03BOITY Ha
napajiebHUd  IMOOPT, Ta  MEXaHI3My
311MICHEHHSI KOHTPOJIIO 1 (hapMaKoOHarJIsIIy 3a
JKapChKUMHU 3aco0aMM, 1110 BBO3SThCS Ha
TEPUTOPIIO Ykpainu TSt inen
napaJieJbHOTO IMIIOPTY.

2. Ominka BUOpaHUX aJlbTEPHATUBHUX CMIOCOOIB TOCATHEHHS ITiJIeH

1. Ominka BrumMBYy Ha cepy 1HTEPECIB AepKaBU

Bun
aJTbTEPHATUBU

Burommn

Burtpartu




AnbTepHartuBa 1.

30epexxeHHs

cCUTYyallii, siKa
ICHy€ Ha 1eH
yac.

BiacyTHi, OCKiIbKH HE
Oyzie 3a0e3MeUeHo:

1) MexaHi3My HaJaHHS
JI03BOJTy Ha TMapayie’IbHUH
IMITOPT JKapChKUX
3ac001B;

2) HAJIEXKHOTO
3MIACHEHHS KOHTPOIIO Ta
dbapmakoHarIsTy 3a
JIKapChKUMHU 3aco0amu, y
TOMY YHCI MEIUIHUMH
IMyHOO10JIOTIYHUMH
npenaparamu, 110
BBO3STBCS HAa TEPUTOPIIO
Ykpainu VIS e
napajiesbHOTO IMIIOPTY;

3) moKpanieHHs J0CTyIy
HACEeJICHHS J0 AKICHUX Ta
e(heKTUBHUX JIIKAPCHKUX
3ac001B, TOMY YHUCII THX,
II0 3aCTOCOBYIOTHCS Ha
TepuTOpli €BPONEUCHKOTO
Coro3y.

Butpatu BijcyTHI.

AnprepHaTnBa 2.

[TpuitHarTs
HaKa3y 03BOJIUTH:

IIPOEKTY

1) zampoBaguTH  Ta
BpEryJIIOBAaTH MeXaHI13M
HaJaHHS  JIO3BOJIy  Ha
napasneiabHun IMIIOPT
JIKapChKHUX 3aC001B;

2) 3a0e3neunTH
HaJIC)KHE 3I1HCHEHHS
KOHTPOJTIO Ta
dbapMakoHarssay 3a
JIKapCbKUMHU 3ac00amMu, y
TOMY YHCII MEAUYHHMH
IMyHOO10JI0TTYHUMU
npenapaTamu, 110
BBO3ATBHCS Ha TEPUTOPIIO
Ykpainu VIS e
MapayiesIbHOTO IMIIOPTY;

JlonaTkoBi BUTpAaTH BIJICYTHI.
BukoHaHHS peryasTOPHOTO akTa

3a0e3meuyeThcss Yy MeXax
KOINTOPUCHUX  BUTpAT  JUIA
OpraHiB  BMKOHABYOi  BJIaJIH,

nependayeHuX y OrOKeTI.
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3) MOKpamuTH JOCTYII
HAcCeJEeHHS 10 JIKAPChKHUX
3aco0iB, Y TOMY YHCJI1 THX,
II0 3aCTOCOBYIOTBCS Ha
TepuTOopli  E€BpONEHCHKOro
Coro3y.

2. Oninka BIUTMBY Ha cdepy 1HTepeciB IpOMaIsH.

Bun ansrepHaTuBu Buromn Burpatu
AnbrepHariea 1. BiacyrtHi, OCKLIbKM | BurtpaTtu BijcyTHI
JIOCTYIl ~HACEJIEHHSA 10
SAKICHUX JKapChKUX
3aco01B, 110
3aCTOCOBYIOTHCS Ha

TepuTopii €BponenchKoro
Coro3y 3anumuThCcs Ha
ICHYIOYOMY PiBHI.
[IpuitnaTTs npoexkTy akrta | Butparu BijncyTHi
CIIPUSTUME
3a0€3MEUYCHHIO  JIOCTYIY
HACEeJICHHS JI0 SKICHUX Ta
e(EeKTUBHUX JIIKAPCHKUX
3ac001B, y TOMY YHCJIl THX,
0 3aCTOCOBYIOThCS Ha
TepuTopli €BponecrLKoro
Corosy.

AnpTepHaTuBa 2.

3. OrwiHka BIUIMBY Ha chepy IHTEPECIB CYO €KTIB IOCIIOAAPIOBAHHSA.
Y y y

[IpoexT Haka3zy 3adinae iHTEpECHU CyO’€KTIB TOCMOJAPIOBAHHS, K1 MPOBAISAThH
rOCIOAAPChKY MISIIBHICTh, 30KpeMa IMIIOPTY JIKapChKUX 3ac00iB (KpIiM aKTUBHHX
dbapMaleBTUYHUX IHTPEAIEHTIB), Y TOMY YHCI1 TapajieTbHOTO IMIOPTY, ONTOBOT
TOPT1BIII.

IHoka3Huk Beauki | Cepenni | Maui Mikpo Pazom

KinbkicTh cy0’€KTiB 45 440 104 0 589
roCroJIaprOBaHHs, SKi
31ACHIOIOTh
TOCIOJIaPChKY
JUSUTBHICTD 3 IMIIOPTY




JKapChKHUX 3aC001B
(KpiM aKTUBHHX
dbapmaneBTHIHUX
1HTPEIIEHTIB),
ONTOBOI TOPTiBII
JKapChKUMU
3aco0amMu, 110

MM AMaIaf0Th i JIF0
pETyIIOBaHHS
(OTMHUIIB)

[Intoma Bara rpynu y
3arajbHIA KUIBKOCTI,
BIJICOTKIB

7% 75% 18%

0% 100 %

s nposedenHs yux po3paxyHKi6 SUKOPUCTOBYBANUCL OAHI BIONOBIOHO 00
oanux 36imy Jlepowcnixcaysxcou 3a 2023 pik, 32i0HO 3 AKUMU, 30Kpemd, KiIbKiCmb
cyb’ekmie 20cno0apro8anHs, Wo Maroms JiYeH3ii Ha NPOBAONCEHHS 20CNO00APCLKOL
OislbHOCMI 3 IMNOpMY JTIKAPCLKUX 3ac00i8 (KpiM aKmMuSHUX apmayesmuyHux
iHepedienmis), onmosoi Mopeieni JNIKAPCbKUMU 3acobamu cKIadae: 3 IMnopmy
JIKAPCbKUX 3aco6ieé (Kpim axmusHux gapmayemuynux inepedicumis) — 215; 3
ONnmMoBoi mopeieni (anmeyHi cKkIaou) NiKApcoKux 3acodié — 374, ecvozo cyb’ekmig
2ocnooapiosanns — 5892,

pOLIeTypU HaJaHHS JTO3BOITY
Ha TMapajellbHUi IMIOPT, Ta
MEXaH13My 3M1MCHEHHS
KOHTPOJTIO 1 (papMakoHArsiy
3a JIKapChKUMH 3aco0amu,
0 BBO3SITHCSI HA TEPUTOPIIO
Ykpainu IS Ien
napajieIbHOTO IMIIOPTY.

Bun Buromu Butparu
aJlbTEpHATUBHU
AnbTepHatsa 1. BincyTHi, OCKUIBKHM ~ HE Butparu BiacyTH1
Oyne 3a0e3rnedyeHo YiTKHX Ta
IpO30pHX  BUMOT  IIOAO

Ihttps://www.dls.gov.ua/activity results/%d0%hb7%d0%b2%d1%96%d1%82-%d0%bf%d1%80%d

0%be-%d0%bf%d1%96%d0%b4%d1%81%d1%83%d0%hbc%d0%ba%d0%hb8-%d0%hb4%d1%96%

d1%8f%d0%bb%d1%8c%d0%bd%d0%be%d1%81%d1%82%d1%96-%d0%hb4%d0%hb5%d1%80

%0d0%hb6%d0%b0%d0%b2%d0%bd-6/



https://www.dls.gov.ua/activity_results/%d0%b7%d0%b2%d1%96%d1%82-%d0%bf%d1%80%d0%be-%d0%bf%d1%96%d0%b4%d1%81%d1%83%d0%bc%d0%ba%d0%b8-%d0%b4%d1%96%d1%8f%d0%bb%d1%8c%d0%bd%d0%be%d1%81%d1%82%d1%96-%d0%b4%d0%b5%d1%80%d0%b6%d0%b0%d0%b2%d0%bd-6/
https://www.dls.gov.ua/activity_results/%d0%b7%d0%b2%d1%96%d1%82-%d0%bf%d1%80%d0%be-%d0%bf%d1%96%d0%b4%d1%81%d1%83%d0%bc%d0%ba%d0%b8-%d0%b4%d1%96%d1%8f%d0%bb%d1%8c%d0%bd%d0%be%d1%81%d1%82%d1%96-%d0%b4%d0%b5%d1%80%d0%b6%d0%b0%d0%b2%d0%bd-6/
https://www.dls.gov.ua/activity_results/%d0%b7%d0%b2%d1%96%d1%82-%d0%bf%d1%80%d0%be-%d0%bf%d1%96%d0%b4%d1%81%d1%83%d0%bc%d0%ba%d0%b8-%d0%b4%d1%96%d1%8f%d0%bb%d1%8c%d0%bd%d0%be%d1%81%d1%82%d1%96-%d0%b4%d0%b5%d1%80%d0%b6%d0%b0%d0%b2%d0%bd-6/
https://www.dls.gov.ua/activity_results/%d0%b7%d0%b2%d1%96%d1%82-%d0%bf%d1%80%d0%be-%d0%bf%d1%96%d0%b4%d1%81%d1%83%d0%bc%d0%ba%d0%b8-%d0%b4%d1%96%d1%8f%d0%bb%d1%8c%d0%bd%d0%be%d1%81%d1%82%d1%96-%d0%b4%d0%b5%d1%80%d0%b6%d0%b0%d0%b2%d0%bd-6/
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AJbTEepHaTHBA 2.

[IpuiHATTS NOPOEKTY HakKazy

CIIPHUSITUME:
1) BPETYJIIOBAHHIO
OpoLEAypH  HapayieIbHOTO

IMIIOPTY, a caMe: BHjaadl abo
B1JIMOBH Y BHJa4l JI03BOJIIB Ha

napajeJIbHuN iMITOpT
JTIKapChKUX 3aco0iB,
BHECCHHSI 3MIH,

MPU3YITUHEHHS, BiTHOBJICHHSI,
CKAaCyBaHHs Ta TPUITHHCHHS
Aii 1HUX JI03BOJIIB OpraHOM
JIEp>KaBHOTO KOHTPOJTIO;

2) MPHUBEACHHIO MPOLEAYP
3MIMCHEHHS KOHTPOJIO 34
B1IIIOBITHICTIO MeIUYHUX
IMyHOO10JI0T1YHUX
npenapari BUMOTaM
JIepKaBHUX 1 MDKHApOJIHUX
CTaHJApPTIB Ta 3A1MCHEHHS
(apmakoHarssLy y

BIAMMOBIIHOCTI 0  BHUMOT
3aKOHOJIABCTBA 3  IHUTaHb
[apajeabHOTO IMIIOPTY

J1KapChKUX 3aC001B;

HasBHI BuTpatm 4dYacy Ta
KOIITIB N1  OTPUMAHHS
nepBUHHOI 1HGOpMAIli Tpo
BUMOTHU PETYJIATOPHOTO
aKTa.

Butpatn, moB’s3aHi 3
HEOOX1IHICTIO

O3HANOMJICHHS 3
MTOJIOKEHHSIMU TTPOEKTY
akTa (pO3paxoOBYIOThCS ISt

BCIX Cy0’€eKTiB
rOCIIOAAPIOBAHHSA, Ha SKUX
MOIITUPIOETHCS s

perymtoBanHs): 1 roguaun *
48 rpu/rox * 1 mpariBHUK.

CymMapHi BUTpaTH 3a aJIbT€pHATHBAMHU

Cyma BuTpart, rpuBeHb

AabTepHatuBa 1.

Butpatu nepxasu 0 rpH
Butpatu c¢/r BEIMKOTo Ta CEpeIHbOr0 0 rpH

M ITPUEMHHUIITBA

Butpatu c¢/r manoro mianpueMHUIITBA 0 rpu
AJibTepHaTHUBa 2.

Butparu nepxasu 0 rpu
Butparu c¢/r BeIMKOTO Ta CepeIHhOTO 23 280 rpu
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H1PUEMHUIITBA

Butpatu ¢/t majoro mianpueMHUIITBA 4 992 rpu

V. Bubip Hall0i1bII ONTUMAJILHOTO AJIbTEPHATHBHOIO CIIOCO0Y
JOCATHEHHS IiJjiel

3a pesynbTaTamMu OMpAIIOBAHHS aTbTEPHATHUBHUX CIIOCOOIB TOCSATHEHHS IIUICH
JePKABHOTO PETYJIIOBAHHS 3/IIHCHEHO BUOIP ONTUMAIBHOTO aIbTEPHATUBHOTO CIIOCO0Y
3 ypaxyBaHHSIM CUCTEMU OabHOI OI[IHKU CTYIICHS JOCATHEHHS BU3HAYCHHX ITLICH.

BapTicTh 0aniB BH3HAYa€ThCS 3a YOTHPUOATBHOIO CHCTEMOIO OIIHKH CTYIICHS
JOCATHEHHS BU3HAUCHUX IIUJICH, Jie:

4 - 1Tl IPUAHATTS TPOEKTY aKTa, SIKI MOXKYTb OyTH JOCSTHYTI MOBHOIO MipOIO
(mpobiiema OibITie iCHYBaTH HE Oy1€);

3 - 1Tl TPUUHATTS TPOEKTY aKTa, AKI MOXKYTh OyTH JTOCSTHYTI Maif’ke IOBHOIO
Mipor1o (YC1 BaKJIMBI aCTIEKTH IPOOIEMH ICHYBaTH HE OyIyTh);

2 - Ul TPUUAHATTS TPOEKTY aKTa, SIKI MOXYTh OYTH JOCSTHYTI YaCTKOBO
(npobyieMa 3HAYHO 3MEHIIUTHCS, JESAKI BaXJIMBlI Ta KPUTUYHI aCMEKTH MpoOJIeMu
3aJIMIIATHCS HEBUPIIICHUMHU );

1 - mim OpURHATTA MPOEKTY aKTa, sIKI HE MOXKYTh OyTH NOCSATHYTI (mpoOiema
MIPOJIOBXKYE ICHYBATH).

PeiTuHr bax KomeHnTapi 11010 npucBO€EHHS
pPe3yJIbTATUBHOCTI | Pe3yJbTaTHUBHOC BiAMOBiAHOTO 0as1a
(nocsirHeHHs wijei Ti (32

mijx yac 4O0THUPHUOATIBLHOIO
BUPilLIEHHS CHCTEMOI0
npooJiemn) OLIHKH)

[{im nOpuifHATTS TPOEKTY aKTa He
AnbTepHatuBa 1. 1 MOXYTb OyTH JOCATHYTI, OCKUIbKHU HE Oyjie
3a0€31eUYCeHO:!

1) BperyiroBaHHS NpoOILeypy BUAaul
J03BOJIIB  HAa  MapajiebHUM  IMIIOPT
JIKapChbKUX  3ac00iB, BHECEHHS 3MiH,
PU3YNUHEHHS, BITHOBJICHHS, CKAaCyBaHHS
Ta TPUIIMHEHHS i1 IMX J03BOJIIB OPraHOM
JIeP>KaBHOTO KOHTPOJTIO,;

2) NPUBEICHHS MPOLCAYP 3A1HCHEHHS
KOHTPOJIFO 3a BIAMOBITHICTIO MEIUYHHUX
IMyHOOI0JIOTIYHUX TIpenapaTiB  BUMOTaM
JIep KaBHUX 1 MDKHAPOJHUX CTaHIAPTIB Ta
3I1HCHEHHS (bapmakoHarsI Iy y
BIJIMOBIAHOCTI JI0O BUMOT 3aKOHY YKpaiHu
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B 16 numus 2024 poky Ne 3860-1X «IIpo
BHECEHHS 3M1H JI0 IeIKUX 3aKOHIB Y KpaiHu
IOJI0 MapajedbHOro IMMOPTY JIKAPCHKHUX
3ac001B» IMI0JI0 MapaJIeIbHOTO IMIIOPTY
JIKapChKUX 3aCO0I1B,;

3) mocTyly HacelieHHs J0 SKICHHX Ta
JOCTYIHUX JIIKAPChKUX 3ac001B, K1 Oyiu
MpU3HAYEHI Ta BUMYIICHI B 00Ir A
3aCTOCYBaHHS Ha TEpUTOpli JepkaB -
wieHiB  €Bponeiicbkkoro  Corozy — abo
€BporneicbKoi acorriarii BIILHOT TOPTIBIIL,
110 € CTOPOHOIO YTOJU Mpo €BPONEHCHKY
€KOHOMIYHY 30HY.

[IpuiHATTS LOBOTO  MPOEKTY  aKTa
AlbTepHaTHBa 2. 4 CIIPUSTUME:
1) BpEryjlOBaHHIO MOPSJKY HaJaHHA
J03BOJly ~ HA  MapajelbHUM  IMIIOPT
JKapChKUX 3aCO01B,;
2) BpETYJIIOBaHHIO MPOLEAYP KOHTPOIIO
Ta (apMakoHarysiny g JIKApChKUX
3aco0iB, y TOMYy 4YHCIl MEIUYHHUX
IMyHOO10J10TTYHUX npenaparis, 1o
BBO3ATBCA Ha TEPUTOpII0 YKpaiHM Ams
I1JIei mapaneabHOro IMIOPTY;
2) TOKpAIICHHIO JIOCTYITy HACEIEHHS 10
AKICHMX, O€3MeYHUX Ta  JOCTYNHHUX
JIKapChbKUX 3ac001B, y TOMY YHCII THX, IO
3aCTOCOBYIOTHCS Ha TepUTOPIi
E€sponeiicekoro Corozy.
PeiiTuHr Buroau Burparu (miacymok) | OOrpyHTyBaHHSA
pe3yJbTaTUBHOC | (IIIACYMOK) BIANIOBIAHOTO
Ti Micust
AJIbTEePHATHBHU y
peiTHHTY
AnbrepHatuBa 1. | [{ns gepxaBu: Jns nepxau: [ana
BIJICYTHI BICTYHI aIbTEpHATHBA HE
3abe3mneuye
J{nst rpomajs: Jlnst rpomansH: noTpedu y
BIJICYTHI BIJICYTHI. PO3B’sI3aHHI
npoOsemMu Ta
JList cy0’exTiB JIOCSITHEHHSI
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Jlns1 cy0’ekTiB

rocrmogaprxoBaHHsA:

BIJICYTHI

TOCIIOaPFOBAHHS
BIJICYTHI

BCTAHOBJIEHUX
uuter y Pozaimi 11
1IbOro AHami3zy.

AnpTepHaThBa 2.

Jns nepxaBu:

JUISL IepKaBU:

1) MMATAHHSA

napaneabHOTO
IMIIOPTY
JKapChKUX
3aco01B
BPETyJIbOBAaHi;

OyIyTh

2) oyne

3a0e3Ie4YcHO
I IBUIICHHS
JOCTYITHOCTI
JKapChKUX
3aco01B
HaceJIEHHS
pPaxyHOK
BCTAHOBJIEHHS
Cy4YacHUX

TUTST

3a

BUMOT

II0JI0 1X BBE3CHHS

B YKpaiHy
YIAOCKOHAJICHHS
nporeaypu
KOHTPOJTIO
SIKOCTI;

Ta

X

3) CKOHOMIS

OIOKETHUX
KOIIITIB
CIIpsSIMOBaHi1
3aKyMIBIIIO
JKapChKUX
3aco0iB.

Jlms rpomasH:
[TpuiinsTTs
MIPOEKTY aKTa
CIIpUSITUME
3a0€e3IeYCHHIO

SIK1

Ha

Jlns nepxaBu:

JlonaTkoB1 BUTpaTH
BiJicyTHI. BUKkOHaHHS
PETYISATOPHOTO aKTa

3a0e3neuyeThecs y

MEKaX KOIITOPUCHUX
BUTpAT JIJIsl OpraHiB

BUKOHABYOI BIIaJIH,
nependayeHux y
OIOKETI.

s rpomasis:
BUTpPATH BIJCYTHI

Taka
albTEpHATHBA €
HAHOIBII
ONITUMAJIBHOIO,
OCKLJIBKH
JI03BOJIUTH
BCTAaHOBUTHU
MOPSIIOK HaJaHHS
JI03BOITY Ha
napajieJIbHu1
IMITOpPT
JKApChKUX
3aco01B,
BCTAaHOBHUTHU
HAJIC)KHUHT
KOHTPOJTb Ta
(dhapmakoHarsiz
3a  JIIKapChKUMU
3acobamu, y ToMy
YHUCIII MEAUIHUMU
IMyHOO10JI0T14-
HUMU
npenaparamu, 1o
BBO3SITHCS Ha
TEPUTOPIIO
Ykpainu
uien
napayeIbHOTO
IMITOPTY.

I
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JOCTYITy HacelIeHHS
JI0 AKICHUX Ta
e(heKTHBHUX
JKapChKHUX
3ac001B, IO
3aCTOCOBYIOTHCS Ha
TepUTOPil
€BponencprKoro
Corozy.

Jliis cy0’exTiB
TOCTIOJAPIOBAHHS:
[IpuitHarTs
MIPOEKTY aKTa
CIPUSITUME
3aMpOBaHKEHHIO
YITKHUX Ta
IPO30PUX
[Ipouenyp
napayebHOro
IMIIOPTY
JKApChKUX
3aco01B, a TaKOX
3a0€3MEeUYEeHHIO
KOHTPOJTIO 3a
JTKapChKUMU
3acobamu, y TOMY
YUCIIT MEIUYHUMH
IMyHOO10JIOTTYHUM
U Tpernaparamu,
0 BBO3STHCS HA
TEPUTOPIIO
VYkpainu nis minei
napayiesibHOro
IMITOPTY.

Jliisa cy0’exTiB
rOCIOIapIOBaHHS:
HasaBHi BuTpatn uacy
Ta KOIIITIB IS
OTpUMaHHS TIEPBUHHOL
iHdopmarrii po
BUMOTH
PEryJIsITOPHOTO aKTa.
Butpartu, nos’s3aHi 3

HEOOX1IHICTIO
O3HANOMIJICHHS 3
MTOJIOKEHHSIMHA
MIPOEKTY aKTa
(pO3paxoBYIOThCS ISt
BCIX cyO’€KTIB
rOCIOJJapIOBaHHs, Ha
SAKUX  TIOIIUPIOETHCS

Jisi peryiroBaHHs): 1
TOJIMHU *
48 rTpH/rom * 1
MpaIliBHUK.

PeiiTuur

APpryMeHTH 11010
nepeBaru o0OpaHoi

aJIbTePHATUBU/IPUYMHH

BiIMOBH BiJ
aJ1bTePHATUBH

Ouinka pu3uKy 30BHIIIHIX
YHMHHHUKIB Ha JiI0
3aMpONOHOBAHOIO

PeryJsiTOpHOro aKkTa
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AnbprepHnaruBa 1. | [lepeBaru BiacyTHi. Taka BignoBigHo 110 1€l
aNbTEPHATHBA HE CIIPUATUME | AIbTEPHATUBH HOPMATHBHE
JIOCSTHEHHIO II1JIEH BpETYJIIOBaHHS TIPOLICTYP
JICP’KaBHOTO PETYJIIOBaHHA. | AapaJIeILHOTO IMITOPTY B
3anumraeTres mpodema VYkpaiHi TUIaeTbes
HEBPETYJILOBAHOCTI HEBPETYJILOBAHUM.

IPOLCAYPH HaJaHHS
N03BOJIy Ha IapajeIbHUN
IMITOPT JIIKAPCHKUX 3aCO0IB.

AnbrepHatuBa 2. | Taka anbTepHaTHBA € BigcyTHi.
HaHOLJIBII ONITHMAJIHLHOIO, Butparu, noB’s3aHi 3
OCKIJIbKH CTIPHUSIE HEOOXITHICTIO O3HAMOMHUTHCH 3
JOCATHEHHIO ITiTeH MIOJIO’KEHHSIMU TIPOEKTY aKTa.

JIEp>KaBHOTO PETYJIIOBAHHS
3a3HayeHux y posauii II
IHOTO AHaTI3y.

V. MexaHi3M Ta 3ax0/u, siKi 3a0e3ne4aThb po3B’si3aHHs BU3HAYEHOI NPo0JeMHu

Jlns nocsirHeHHs 1uiel, Bu3HaueHux y Pozauni Il mboro AHanizy, IpOEKTOM HaKazy
nependadeHo MexaHi3M po3B’s3aHHs IpooaeMu, HaBeneHoi y Po3aini I iiporo Anamisy.

3a3HaveH1 il JOCATAI0ThCS IUISIXOM 3aTBEPIKCHHS

[Topsinky HagaHHS 103BOJIy Ha TMapajeibHUN IMIOPT JIIKAPCHKUX 3acO0iB, SKUN
BCTAHOBIIIOE MIPOIIEAYPY BUAAYl 00 BIIMOBH Y BH/Iaul JJO3BOJIIB Ha MapajieIbHUM IMIIOPT
JIKapChKUX 3aco0iB, BHECEHHS 3MiH, MPU3YNUHEHHs, BIAHOBJICHHS, CKacCyBaHHS Ta
MPUIUHEHHS A11 J03BOJIIB OPraHOM JIE€P3KaBHOTO KOHTPOJIIO;

3MiH 70 NeIKUX HOPMATHBHO-TIPABOBUX aKTiB MiHICTEpCTBA OXOPOHU 370POB’S
VYkpainu 100 BperyJjioBaHHS MUTAHb MApajebHOIO IMIOPTY JIIKAPCHKUX 3aco0iB, a
came J0:

[Topsiaky 3M1CHEHHS KOHTPOJIIO 32 BiMOBIHICTIO IMyHOO10JIOTTYHHX MPENaparis,
[0 3aCTOCOBYIOTBHCSI B MEIMYHIM MPaKTUIll, BUMOTaM JEpP>KaBHUX 1 MIKHAPOIHUX
CTaHAapTIB, 3aTBEPHKEHOT0 Haka3oM MiHIiCTepcTBa 0XOpPOHHU 370poB’ st Ykpainu Bix 01
xoBTHS1 2014 poky Ne 698, 3apeectpoBanoro B MiHIiCTepcTBl tocTULli YKpainu 29
#0BTHS 2014 poky 3a Ne 1356/26133.

[Topsinky 3mificHEHHs (apMakoOHArJsay, 3aTBEPIKEHOro Haka3oM MiHiCTepcTBa
0XOpoHU 370poB’st Ykpainu Big 27 rpyans 2006 poky Ne 898, 3apeectpoBaHOro y
MiHicTepcTBi FOCTHIII1 Ykpainu 29 CIYHS 2007 POKY 3a
No 73/13340 (y penakuii Hakazy MiHICTEpCTBA OXOPOHHM 3/I0pOB’S YKpaiHU BIJ
26 BepecHs 2016 poky Ne 996).

Haka3zy MiHicTepcTBa 0XOpoHU 310poB’s Ykpainu Big 21 ciuns 2013 poky Ne 39
«IIpo 3arBepmxkeHHS (OpM JOKYMEHTIB, IO 3aCTOCOBYIOTHCS TIIPH 3IIMCHEHHI
JIEP’)KaBHOTO KOHTPOJIFO SIKOCTI JIKApChKUX 3ac00iB, IO BBO3SATHCA B YKpaiHy»,
3apeectpoBaHoro B MinicTepeTBi roctuilli Ykpainu 08 mrororo 2013 poky 3a Ne
234/22766.


https://zakon.rada.gov.ua/laws/show/z1649-16#n24
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3anponoHOBaHE MPOEKTOM HAKa3y PETyJIIOBaHHS CIPHUSTAME BUPIIMICHHIO DSy
MUTaHb:

1) BperymroBaHHS MpolEAypH BHjaadl abo0 BIIMOBM y BHjJadl J03BOJIB Ha
napajeiIbHUN IMIIOPT JTIKAPChKUX 3aC001B, BHECCHHS 3MIH, IPU3YIIMHEHHS, BITHOBJICHHSI,
CKAaCyBaHHsI Ta MPUMIMHEHHS 1T IUX JI03BOJIIB OPraHOM JEPKABHOT'O KOHTPOJIIO;

2) TpUBEICHHS MPOICAYp 3AIMCHEHHS KOHTPOJIIO 3a BIAMOBIIHICTIO MEAMYHUX
IMyHOO10JIOTIYHUX TIperapaTiB BUMOTraM JIep)KaBHUX 1 MDKHApOJHUX CTAHAAPTIB Ta
3M1McHeHHs (hapMaKOHArJISy Y BIAMOBIAHOCTI 10 BUMOT 3aKOHY YKpaiHu Bij 16 numHs
2024 poky Ne 3860-1X «IIpo BHeceHHS 3MIH J0 JEIKUX 3aKOHIB YKpaiHH IIOJ0
MapayeIbHOTO IMITOPTY JIIKAPCHKUX 3aC001BY;

3) 3a0e3neyeHHS AOCTYIYy HACElICHHS [0 SKICHMX Ta JAOCTYIHHUX JIKapChbKUX
3ac00iB, sIKi 3aCTOCOBYIOThCSI Ha TepuTopii €Bponeiickkoro Coro3y.

3anpoBaKEHHS TAKOTO PETYJIIOBAHHSI JI03BOJIUTH:

JepKaBl: BPETYJIOBATH MEXaHI3M MapajieIbHOTO IMIIOPTY JIKapChKUX 3acO0iB Ta
3a0€3MeYUTH TPOMAJSIH SKICHUMH, €QEKTUBHUMHU Ta OE€3MEUYHUMH JIKAPCHKUMU
3aco0amu, SIK1 3aCTOCOBYIOThCS Ha TepuTopii €Bpomneiickkoro Coro3sy;

cy0’€KTaM TrOCHOJIapIOBaHHS: MAaTH YITKUM Ta MPO30PHN MEXaHi3M OTpUMaHHS
JI03BOJIy Ha TapaliebHUN IMIOPT Ta MpOUEAYpy 3a0e3MeUeHHs KOHTPOJI Ta
dbapMakoHarysimy 3a  JIIKAPCBKUMM  3aco0aMu, Yy TOMY 4YHCII  MEIUYHUMHU
IMyHOOI0JIOTTYHUMH TIpenapaTaMu, 10 BBO3STHCS HAa TEPUTOPIO YKpaiHU A LIEH
napajesbHOr0 IMIIOPTY;

rpoMajJiHaM: OTpPUMAaTH JAOCTYIHI, SIKICHI Ta €(QEeKTUBHI JIKapChbKl 3aco0Hu, sKi
3aCTOCOBYIOTHCS Ha TepuTOopii €Bponelicbkoro Corosy.

3axonm, sKi TIOBUHEH 3MIMCHUTH OpradH BIaAW I BIOPOBAHKCHHS I[HOTO
PETYISTOPHOTO aKTa:

MIPOBECTH MOTOXKEHHSI TPOEKTY Haka3zy 3 MiHicTepcTBOM LIMPPOBOi TpaHchopmaii
VYkpainu, [{ep:xaBHOIO pETyISITOPHOIO CITy»)0010 YKpainu, YnoBHOBakeHUM BepxoBHOT
Pamu 3 mpaB miogunu, JlepskaBHOIO ciyk0010 YKpaiHM 3 JIIKapChKUX 3ac00iB Ta
KOHTPOJTIO 32 HAPKOTUKAMU;

3a0e3neunTH MPOBEACHHS MyOIIYHUX KOHCYJIBTAIIH MIJITXOM PO3MIIIEHHS TPOEKTY
Haka3y Ha o(imiitHoMy BeOcaiTi MiHicTepcTBa OXOPOHH 3/10pOB’s YKpaiHu,

MOJIaTy Tl MPOEKT HAKa3y Ha JEp>KaBHY peecTpallito g0 MiHicTepcTBa FOCTHUINT
Ykpainu.

Cy0’ekTaM TroCnojaproBaHHs y pa3l HEOOXIIHOCTI BIPOBAIKEHHS BHUMOT
JIepP>KaBHOTO PETryJIFOBAaHHS HEOOX1THO:

03HAHOMUTHCS 3 BAMOTaMH PeryJItoBaHHS (TTONIYK Ta OMPAIFOBAHHS PETYJISITOPHOTO
aKkTy B Mepexi [HTepHer);

POBECTH HABYAHHS TIEPCOHATY IIOAO HEIOMYIICHHS TIOPYIICHHS BUMOT
3aKOHO/IaBCTBA.

V1. Ouinka BUKOHAHHS BMMOI PeryJIATOPHOrO aKTa 3aJIe:KHO BiJ pecypcis,
SIKUMHM PO3NOPSIKATHLCA OPraHd BHKOHABYOI BJIAAM YU OPraHW MiCLEBOr0
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caMOBpsiAyBaHH#, Qi3MuHi Ta OPpUIANYHI 0cO0H, AKI MOBMHHI BIPOBAKYBATH 200
BUKOHYBATH Ili BUMOTH

PerymoBannsa He mependadae HEOOXITHOCTI JOAATKOBMX BUTpAT 3 OOKY OpraHiB
BHMKOHABYOI BJIaJI YM OPraHiB MICLIEBOIO CAaMOBPSITYBaHHSI, TOMY PO3pPaxXyHKH 3TiHO 3
nonatkoM 3 10 MeToiuku npoBeeHHsT AHalI3y HE TPOBOUIKCH.

Po3paxyHku BUTpaT Cy0’€KTIB TOCIOAAPIOBAHHS BEJIUKOIO 1 CEPEeIHbOrO
IiAIPUEMHHIITBA HABEJEHO B T0AATKy 1 710 IbOro AHaizy.

BpaxoByroun, 1o nuroma Bara cy0’€KTIB Majoro MmiANpUEMHUITBA (MaduX Ta
MIKpPOMIANPHUEMCTB Pa3oM) Yy 3arajibHii KIIBKOCTI Cy0’€KTIB TOCMOAPIOBAaHHs, Ha TKUX
MOIIMPIOETHCST  peryioBaHHs, ckiamae 14,5% BimcoTku, po3paxyHOK BHUTpAT Ha
3aMpOBAKEHHS JEP)KAaBHOTO PETYJIOBaHHS IS CyO’€KTIB MajioTO TiANPHEMHHIITBA
3rifHo 3 gomatkoM 4 g0 Metonuku mpoBeneHHs AHamizy (Tect mamoro
MIIITPUEMHUIITBA) HE 31HCHIOBABCA.

Koperytoui (mom'sikuryBajibHi) 3axoaM JUIsi MIKpO-, Majoro, CepeaHbOro Ta
BEJIMKOIO MIJMPUEMHUIITBA IIOJI0 3alPOIOHOBAHOTO PETYJIOBaHHS HE PO3pOOIIsIUCS,
TaK fK 3alpPOBA/KEHHS 3a3HAYCHHMX 3aXOJlIB Oy/e CHPUATH MOCUJICHHIO KOHTPOIIO 3a
AKICTIO JIIKAPChKUX 3aC001B, CTBOPEHHIO YMOB, 10 TapaHTYIOTh HAJIXO/PKEHHS HA PUHOK
VYkpainu sIKiCHUX, €()EeKTUBHUX Ta O€3MEeYHUX JIKAPChKUX 3aco0iB, IO BUPOOJICHI
BIJIMOBIJIHO JI0 BUMOT CTaHJApTIB, 110 € 3aMOPYKOI0 3aXUCTY 3/I0POB'S 1 )KUTTA TPOMAISTH
Ta OE3MEKH IePKABU B IIJIOMY.

OuiHKa BUKOHAHHS BUMOT PETyJIIOBaHHS, a caMe, BHUIOJl 1 BUTpaT CyO’ €KTIB
rOCIHOJIapIOBaHHs Ta JepKaBu 3[ilicHeHa B pamkax Poszmimy III mporo Amnanmizy
(Bu3HaueHHs Ta OLlIHKA alIbTEPHATUBHUX CIIOCOOIB JOCSITHEHHS LILICH).

VIl. O0rpyHTyBaHHS 3aNIPONIOHOBAHOIO CTPOKY /il PeryJsirTOPpHOro aKTa

[IpomoHy€eThCST BCTAHOBUTH HEOOMEKEHHN CTPOK [ii PETyIsITOPHOTO aKTa,
OCKIJIbKM BiH PETYJIIO€ BIIHOCHHHU, SIKI MAtOTh TIPOJIOHTOBAaHUN XapaKTep.

Tepmin HaOpaHHS YHHHOCTI PETYJATOPHUM aKTOM — 3 JHA O(iriitHoro
omy0JIIKyBaHHS IbOTO HOPMATHUBHO-TIPABOBOTO aKTa.

3MiHa CTPOKY Jii TPOEKTY IBOTO PETYISTOPHOTO MOXKIMBA B pa3l 3MIHH
MIDKHApOIHO-TIPAaBOBUX aKTIiB, pEKOMEH/ 1Al BIIMTOBITHUX MI>KHAPOIHUX OpraHi3allii uu
HOPMATHBHO-TIPABOBUX aKTIB YKpaiHW BUINOI IOPUIMYHOI CHUJIIM, HA BUKOHAHHS SKUX
PO3pOOJICHHI 11 TPOEKT aKTa.

VIll. Bu3HaueHHs1 MOKA3HUKIB Pe3y/JIbTATUBHOCTI il peryjasirTopHoro aKkra

[IporHo3HUMH 3HAYCHHSIMH ITOKA3HUKIB PE3YJIbTaTUBHOCTI PETYJIATOPHOTO aKTa €:

KUIBKICTh Cy0’€KTIB rOCHOJAPIOBAHHS, HA SIKUX MOUIMPIOBATUMETHCS Aisl TPOEKTY
akta: 589;

CyMapHi BHUTpPAaTH CyO €KTIB TOCIOJApIOBAHHS BEJIUKOTO Ta CEPEIHBOTO
MiAMpueMHHITBA ckinamaroTh 23 280 rpH;

CyMapHi BUTpAaTH CYO’€KTIB TOCHOJAPIOBAaHHS MAaJOTO MiAMPUEMHHIITBA
ckianarThb 4 992 rpH;
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KOIITU Ta dYac, IO BHUTPAYaTHUMYThCS CyO €KTaMH TOCHOJApIOBaHHS Ta/abo
¢bi3nuHUMEU 0c00aMu, TIOB’s13aH1 3 03HAHOMIJICHHSIM 3 BUMOTAaMH TPOEKTY aKTa:

1 ronuna™ 48 rpH./neHp * 1 npalliBHUK.

PiBeHp moiHGOPMOBAHOCTI 13 OCHOBHUMH TOJIOKEHHSIMH MPOEKTY PETYIITOPHOTO
aKkTa — BHCOKHW, OCKUIBKHM TIIPOEKT aKTa PO3MIIIEHO Ha odimiitHoMy BeOcalTi
MinicTepcTBa OXOpOHH 310pOB’sl YKpaiHH JIJIsl TPOMAaJICEKOTO OOTOBOPEHHH.

Pe3ynbTaTUBHICT MIPOEKTY akTa Oy/ie BIAC/IAKOBYBATHCH IIUISIXOM aHAII3y TaKUX
KUTbKICHUX TTOKA3HUKIB:

KUTBKICTh CKapr/3BEpHEHb BiJl CyO’€KTIB TOCHOJApIOBAaHHS, MOB’S3aHUX 13 JIEI0
PETYJIATOPHOTO aKTa,

KUTBKICTD 3aJTy4€HUX Cy0 €KTiB rOCTIOAApIOBAHHS,

KUIBKICTh HaJlaHUX J03BOJIIB Ha MapajesIbHui IMIOPT JIIKapChKHUX 3aC001B.

IX. BusHaueHHs1 3axoliB, 3a 0NOMOIOI0 SIKUX 3AiCHIOBATHMETHCS
BiJICTeKEeHHS Pe3yJIbTATHBHOCTI il PeryJIATOPHOIO aKTAa

BiacrexxeHHsT pe3ylbTaTUBHOCTI MPOEKTY aKTa 31MCHIOBATUMETHCS MUISIXOM
MPOBEICHHS 0a30BOro, MOBTOPHOTO Ta TMEPIOJUYHOIO BIJICTEKEHb CTATUCTUYHUX
MOKa3HUKIB Pe3yJbTaTUBHOCTI aKTa, BU3HAYCHHX I11]] 4ac MPOBEIACHHS AHaII3Y.

bazoBe BijCTEeXKEHHS PE3yJbTaTUBHOCTI PETrYJSATOPHOIO akTa Oyjae 31HCHEHO
micisi HaOpaHHS YMHHOCTI NPOEKTOM aKTa, ajie He Mi3HillIe JHS, 3 SKOr0 MOYUHAETHCS
MIPOBEICHHS TOBTOPHOTO BIJACTEKEHHS PE3yJIbTATUBHOCTI IPOEKTY aKTa ITUISIXOM aHAJI3y
CTaTUCTUYHHX JaHUX.

[ToBTOpHE BiACTEXKEHHS OyJl€ MPOBOJUTUCH Yepe3 PiK 3 JHS HAOpaHHS YUHHOCTI
Ta BBEACHHS B JIIF0 MPOEKTY aKTa IUIAXOM aHATI3y CTAaTUCTUYHHMX JAHUX MOPIBHSIHO 3
0a30BHUM BIJICTC)KCHHSIM.

[lepioguune BIACTEXKEHHS PE3yJIbTATUBHOCTI PETYJATOPHOTO akTa Oyje
3MIMCHIOBATHCA pa3 HAa KOXKHI TPU POKH, MOYMHAIOUM 3 JIHS 3aKIHYECHHS 3aXO[IB 3
MMOBTOPHOTO BIJICTEKEHHS PE3YIHTATUBHOCTI MPOEKTY AKTA.

Meron npoBeeHHS BICTEKEHHS pe3yJIbTaTUBHOCTI — CTATUCTUYHUM.

[inmeoB1 TpynH, sKi OyayTh 3adydyaTUCh JIO TPOBEJACHHS JOCIIIKECHHS:
MiHicTepcTBO 0XOpOHHM 370poB’st Ykpainu, Jlep:kaBHa city:k06a YKpaiHu 3 JIKapChKUX
3ac001B Ta KOHTPOJIIO 32 HAPKOTUKAMHU.

MiHicTp 0XOPOHU 310POB’A YKpaiHu Bikrop JIALIKO

2025 p.




