MNOACHIOBAJIBHA 3AITNCKA
10 MPOEKTY HaKa3y MiHicTepcTBa 0XOPOHHM 310POB’sl YKpaiHu
«IIpo 3arBepaxenns: 3miH 10 [loxka3HUKIB 0e3M1€YHOCTi Xap4OBUX NPOAYKTIB
«MakcuMaJbHi Mexi (piBHI) 3a/IMIIKIB AII0YMX PeYOBUH BeTePHHAPHUX
npenaparis y Xap4oBHX NPOAYKTAX TBAPUHHOIO MOXOMKEHHS»

1. Mera

MeToro 3aTBEp/PKCHHS MPOEKTY Hakazy MIHICTEpCTBA OXOPOHU 370pPOB’S
Vkpainun «Ilpo 3arBepmkenHs 3miH A0 [loka3HukiB O€3MEYHOCTI XapyOBUX
NpOAYKTiB «MakcuMalibHl MexX1 (piBHI) 3QJIMIIKIB JIFOYMX PEYOBHUH BETEPUHAPHUX
npernapaTiB y XapuyoBUX MPOAYKTaX TBAPUHHOTO TIOXOKEHHS» (Il — MPOEKT aKTa)
€ 3a0e3MmeueHHs raxy3i TBApUHHHUIITBA KOKIMIIOCTATUKAMH Ta TiCTOMOHOCTATHKAMH,
10 MMO3UTHUBHO BIUIMHE HA 3/I0POB’Sl MPOJYKTUBHUX TBAPHUH, Ta SIK HACIIZAOK JOCTYII
CIOKMBA4YiB IO XapyOBHX TMPOAYKTIB TBAPUHHOTO TIOXOJKEHHS B JOCTaTHIN
KUTBKOCTI Ta 0€3MEYHICTh TaKUX MPOIYKTIB.

2. O0rpyHTYBaHHS HEOOXiTHOCTI NPUIHATTS aKTA

Po3poOka mpoekTy akTa € 1HINIaTUBOIO MIiHICTEPCTBA OXOPOHH 30pPOB’S
VYkpainu, MiHicTepcTBa pO3BUTKY €KOHOMIKH, TOPTIBIII Ta CUIBCHKOTO rOCIOAApCTBa
VYkpaiHu Ta 3yMOBJIEHAa THUM, IO 1Sl peECTpalliiHUX MOCBIAYEHb KOKIUIOCTATHKIB,
K BETEpUHAPHUX MpemnapariB, 3akiHUyeTbcs y moToMy 2021 poky, a mpouemypa
BiJICYTHOCTI BIIMIOBITHOTO HOPMATHUBHO-TIPABOBOTO PETYJIFOBAHHSI.

[lepepeectpaltiss KOKIIUAIOCTATUKIB, SK BETEPUHAPHUX TMpENapaTiB, TaKOXK
cTaja HEMOXKJIMBOIO, OCKIJIBKH JI0 Haka3zy MiHICTepCTBa OXOPOHHU 3/I0POB’ST YKpaiHH
Bl 23 rpynus 2019 poky Ne 2646 «IIpo 3arBepmkenns [lokazHuKIB Oe3MeYHOCTI
XapyoBUX MPOAYKTIB «MakcuManbHi MeXi (piBHI) 3alUIIKIB [IIOYUX PEUYOBUH
BETEPUHAPHUX TMIpenapaTiB y XapyoBUX MPOAYKTaX TBAPUHHOTO MOXOHKCHHS,
3apeecTtpoBaHoro B MinicrepcTBl toctuili Ykpainu 14 ciuns 2020 poky 3a
Ne 42/34325 (nanmi — makaz MO3) He Oys0 BKJIIOYEHO MOKA3HUKIB MaKCHMAJIbHO
JOMYCTUMUX PIBHIB 3QJMILIKIB KOKIMAIOCTaTUKIB Ta TICTOMOHOCTATHKIB (IO
3aCTOCOBYBAJIMCH TBAPUHAM JJisi OOpPOTHOM 3 KOKIMAI030M) Y Xap4OBHX MPOAYKTaX
TBApUHHOTO TOXO/PKCHHS, B 3B’S3KYy 3 OYIKYBaHHMM iX IIEPEHECEHHSM 13 KJacy
BETCPUHAPHUX IPENapariB J0 KJIacy KOPMOBHUX J00aBOK.

Curtyaiiisi, 1m0 CkJjajgach, HETaTUBHO BIIMBAE HA PUHOK KOKIIUJ10CTATHKIB.
CKopo4eHHs X MPONO3UIlli CIPUINHUTH TTOMIMPEHHS KOKITU103y Ha TBAPUHHUIILKHIX
dbepmax, mnTaXorocmojapcTBax Ta MacoBE 3aXBOPIOBAHHA TBapWH, 3HAYHE
CKOPOYEHHSI OOCSTIB EKCHOPTY MPOAYKIi TBAPUHHOTO TMOXOPKEHHS, a TaKOX
MO>KJIMBOTO JIEDIIHUTY XapuOBUX MPOAYKTIB TBAPUHHOTO TTOXOPKEHHS.

B Toi ke 4ac, NpUMHATTS TMPOEKTY aKTa JO3BOJIUTh MPOJIOBXKUTHU
nepepeecTparito KOKIHI1I0CTaTHKIB, K BETEPUHAPHUX IPEMapartiB, 110 JT03BOJIUTH 1X
BUPOOHUITBO micis JoToro 2021 poxy, BBE3eHHS Ha MUTHY TEPUTOPIIO YKpaiHW,
00Ir 1 3aCTOCYBaHHS 3 JOTPUMAHHSIM BUMOT 1010 MAaKCUMaJIbHO JOMYCTUMUX PIBHIB
3QJIMIIKIB BIJMOBIIHO JO PIBHIB, BCTAHOBJICHMX 3aKOHOJIABCTBOM €BPOMNEHCHKOTO
Corozy.



2
3. OCHOBHI N0JI0KEHHS NMPOEKTY aAKTA

[IpoekTroM akTa mnepenbadaeTbes 3aTBEpAUTH 3MiHM 10 [lokasHUKIB
0e3MeYHOCTI XapyoBUX MPOIYKTIB «MakcuManbHI MeXi (PiBHI) 3aHINKIB JIFOYHX
pPEUOBMH BETEPUHAPHUX IMpemapaTiB Yy XapuoBUX MPOAYKTaX TBAPUHHOTO
MOXO/DKEHHS», 3aTBep/KeHuX HakazoM MO3, mnuisgxoM JOMOBHEHHS iX HOBOIO
tabmuieio 4 «MakcuManbHO JOMYCTUMI PIBHI 3aJIMIIKIB KOKIHIIOCTATHUKIB Ta
riCTOMOHOCTATHKIB (110 3aCTOCOBYBAIIMCH TBAPHHAM JJIsi OOPOTHOU 3 KOKITUI1030M) Yy
XapUOBUX MPOAYKTaX TBAPUHHOTO OXOKEHHS.

4. IlpaBoBi acniekTH

VY naniit chepi npaBoBoro perymroBaHHs Ji€ Konctutyiiss Ykpainu, 3akoH
VYkpainu «IIpo OCHOBHI MPUHIMIKA Ta BUMOTH 10 O€3MEYHOCTI Ta SKOCTI XapuyOBHUX
MPOJYKTIBY Ta 1HII HOPMATHUBHO-TIPABOBI aKTH.

5. ®iHaHCOBO-eKOHOMIiYHE OOIPYHTYBAHHS

Peanizaiiisi mpoekTy akta He moTpedye (iHAHCYBaHHS 3 JIEpkKABHOTO Ta/abo
MICLIEBOT'O OFOIKETIB.

6. Ilo3uuist 3aiHTEpeCcOBAHUX CTOPiH

Peanizaiisi npo€ekTy akTa HE CTOCYETbCA MUTaHb COLIAIBHO-TPYIOBOI cepH,
(yHKLIOHYBaHHS MICHEBOIO CaMOBPSIYyBaHHS, MpPaB Ta IHTEPECIB TEPUTOPIATIBHUX
rpoMaji, MICHUEBOIO Ta PpEriOHAIBHOIO PO3BUTKY, NpaB o0ci0 3 1HBaJIIAHICTIO,
(YHKLIOHYBaHHSA 1 3aCTOCYBaHHS YKpAaiHChKOI MOBHM SIK JEp>KaBHOi, TOMYy He
noTpely€e MOTOKEHHSI YIMOBHOBOXXEHUX IMPEACTABHUKIB BCEYKPATHCHKUX acOIliallini
OpraHiB MICIIEBOTO CAMOBPSIIYBaHHS YW BIAMNOBIIHMX OpraHiB  MICIIEBOTO
CaMOBPSITyBaHHSI, YIIOBHOBXCHUX MPEICTABHUKIB BCEYKPATHCHKUX MPODCIUIOK, 1X
o0’elHAaHbL ~ Ta  BCEYKpaiHChKMX 00 ’€AHAHL  OpraHizamii  poOOTOAABIIIB,
YnoBuoBaxxenoro I[Ipesunenta Ykpainu 3 mpaB JroAei 3 1HBATIAHICTIO, Y PSA0BOTO
YIOBHOB)XEHOTO 3 TpaB 0Ci0 3 I1HBANIAHICTIO Ta BCEYKPATHCHKUX TPOMAJICHKUX
oprasizaiiif oci0 3 IHBaJIIAHICTIO, iX CHIJIOK, YTOBHOBXKEHOTO 13 3aXUCTY JIEPKABHOT
MOBH.

[IpoekT akTa mnoTpeOye MPOBEACHHS IMyONIYHUX KOHCYJbTAlld. 3 METOI0
OTPUMaHHSI 3BOPOTHOTO 3B’SI3KY BIJl 3aIIKaBICHUX CTOPIH IMPOEKT akTa MOTpedye
ONPUJIIOJHEHHIO Ha odiuiitHoMy BeOcaiTi MO3 Ykpainu.

[IpoexT akTa morpedye MoromkeHHs 3 MIiHICTEPCTBOM PO3BUTKY €KOHOMIKH,
TOPTIBJIl Ta CUILCHKOIO rocrojapcTBa YKpaiHu, [lepxkaBHOIO ciyk00i0 YKpaiHu 3
NUTaHb OE3MEYHOCTI XapUOBUX MPOAYKTIB Ta 3aXUCTY CIIOKUBAUiB, Y TOBHOBaXEHUM
BepxoBnoi Pagu Vkpainm 3 npaB mrogunu, HalioHanbHOIO akageMie€r0 MEIHYHHX
HayK Ykpainu, Jlep:kaBHOIO PeryasiTOPHOIO CITyK0010 YKpaiHu.

[IpoexT akTa moTpebye nepxkaBHOI peecTpamii B MIiHICTEpCTBI FOCTHIIIT
Ykpainu.

7. Ouinka BigmoBigHOCTI

[Ipoexkt akTa crocyeThcsi 3000B’si3aHb YKpaiHu y cdepi €Bponenchbkoi
1HTerparti.
VY mpoekTi akTa BIJICYTHI MOJOXKEHHS, IO CTOCYIOThCS: IpaB Ta CBOOOJ,
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rapanToBaHuX KOHCTUTYII€IO PO 3aXKCT MPAB JIFOJUHU 1 OCHOBOIIOJIOXKHHUX CBOOO/;
IO BIUIMBAIOTh Ha 3a0€3MEUYEeHHs PIBHUX MPaB Ta MOXKIUBOCTEW KIHOK 1 YOJIOBIKIB;
MICTSITh PHU3UKM BYMHEHHS KOPYMNIIIMHUX MPaBOMOPYIICHb Ta MPaBOMOPYIICHbD,
OB’ SI3aHUX 3 KOPYIILI€I0; CTBOPIOIOTH MiJICTABU JJIsI AUCKPUMIHALIII.

[TpoexT akta HamiciaHo q0 HarioHaNMbHOTO areHTCTBa 3 MHUTAaHb 3aMOOITaHHS
KOPYIIIi AJI1 BU3HAUEHHS! HEOOX1THOCTI MPOBEICHHS aHTUKOPYMIIHHOT EKCIIEPTU3H.

['pomancbka aHTUKOpPYMIiHHA, TpPOMaZChbKa AaHTHIMCKpUMIHAIIiHA Ta
rpoMajiChbKa reH/IepHO-TIPAaBOBA €KCIIEPTU3U HE ITPOBOIMIIHCA.

8. IIporuo3 pe3yabTaTiB

Meta npoekTy akTta Oyzae JOCITHYTa LUISIXOM 3aTBEPAKEHHS MaKcHMalbHO
JOMYCTUMHX PIBHIB 3aJMIIKIB KOKIMAIOCTATHKIB Ta TiCTOMOHOCTATHKIB (IO
3aCTOCOBYBAJIMCh TBapMHaM JiJIsi OOPOTHOM 3 KOKLHUIIO30M) Y XapyOBHX IMPOJIYyKTaX
TBapUHHOIO TIOXO/DKEHHS, IO JI03BOJIUTh B TOBHOMY 00cCs31 3a0e3NeyuTH
TBapUHHUIITBO KOKLUJIIOCTaTUKAMU Ta T1ICTOMOHOCTATHKAMM, TO3UTUBHO BIUIMHE HA
3I0pOB’sl MPOAYKTUBHUX TBApWH, AOCTYN CIOXXHBAudiB 10 MPOAYKIIi TBaApUHHOTO
NOXO/PKEHHSI B JIOCTAaTHIA KUIBKOCTI Ta O€3MEYHICTh XapuyOBHX IPOIYKTIB
TBaPUHHOTO MOXOXKECHHSI.

Peanizariisi npo€ekTy akTa MaTUME BIUIMB HA IHTEPECH 3a1HTEPECOBAHUX CTOPIH:

3ainTepecoBana | BniimB peanizanmii akra Ha | [losicHeHHs1 04iKyBaHOro

CTOPOHA 3ailHTepeCcOBAHY CTOPOHY BILIUBY

Omneparopu ITo3uTuBHMM. [IpuHATTA NOpPOEKTY aKTa

PUHKY, aki | JIo3BoIUTh B TOBHOMY OOCs31 | MO3UTUBHO  BIUIMHE  Ha

31ACHIOIOTh 3a0e3MeynTH TBapUHHULTBO | 30POB’s IPOJYKTUBHHUX

YTPUMaHHS  Ta | KOKIUIIOCTaTUKAMU Ta | TBAPUH, HE  JO3BOJIUTH

pPO3BEICHHS riCTOMOHOCTaTUKAMHU MOIINPIOBATUCH TaKii

MPOAYKTUBHUX XBOPOOI1, K KOKITU103

TBApUH

['pomanstan [lo3uTHBHUIA. [IpuiHATTA MNpPOEKTY aKTa
Jlo3BONUTH MaTh JIOCTYN O | TO3UTUBHO BILJIMHE
0e3meyHoi Xap4oBOi MPOAYKIIi | O€3NEUYHICTh Xap4oBUX
TBAPUHHOTO  TOXOJDKEHHS, 3 | IPOJYKTIB, AK1
JOTPUMAaHHSM Oe3MeUHuX | CIIOKUBAIOTHCS Ha
KOHIEHTpalli KOKUUIIOCTATUKIB | BHYTPIIIHBOMY PHUHKY
Ta TICTOMOHOCTaTHKaAMU

Hepxasa [To3uTnBHMM. [IpuiHATTS NPOEKTYy aKTa
Jlo3BonuTh ~ MaTh  CTaOUIbHY | MO3UTUBHO  BIUIMHE  Ha
€Mi300TUYHY CHUTYyaIlil0 B cdepi | 3pOCTaHHS CEKTOPY
TBAPWHHHUIIBA, PO3BMBATH 1 JaJll | TBAPUHHUIITBA, CTAOUIBHICTD
BIIMOBIHUN CEKTOP CUIBCHKOTO | BUPOOHMIITBA  BIJMOBIIHOI
rocrojapcTBa Ta  €KCIOPTHI | OPOAYKIIi Ta MOIIMUBOCTI
MO>KJIMBOCTI €EKOHOMIKH PO3LIMPEHHS EKCIIOPTY

MiHicTp 0XOpOHHM 310POB’s1 YKpaiHu
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