KABIHET MIHICTPIB YKPATHU
ITOCTAHOBA

Bix 23 :koBTHs 2019 p. Ne 908
Kuis

IIpo 3aTBepa:KeHHS KPUTEPIiB, 32 AKMMH OIIHIOETHCA CTYNIHb PU3HUKY
BiJl NPOBAa/I’KEHHS rOCNOJAPCHKOI TiSlJIbHOCTI 3 BAPOOHULITBA
BeTePUHAPHUX MPeNnapaTiB Ta BUSHAYAECTHCA MEePioAUUYHICTD 3MiHCHEHHS
IUIAHOBHUX 3aX0/iB /IeP:KaBHOI0 HALJSAAY (KOHTPOJII0) [depkaBHOIO
CJIy:k0010 3 MUTAHb 0€3MEeYHOCTI XapuyoOBHX NMPOAYKTIB Ta 3aXHCTYy
CIIOKMBAaviB

BiamoBigHo 10 yacTUHM Apyroi ctaTtTi 5 3akoHy Ykpainu “IIpo ocHOBHI 3acaau
JIepKABHOTO HArIiAy (KOHTpOdK) y cdepi rocmomapchkoi misiibHOCTI” Kabinet
MiHicTpiB YKpaiHM HOCTAHOBJISIE:

3aTBepAUTH KPUTEPIi, 32 SKUMHU OIIHIOETHCS CTYITIHb PU3UKY BiJl MPOBADKCHHS
FOCHOJAPCHKOI  JISTIBHOCTI 3 BUPOOHHMIITBA  BETEpPUHApPHHMX  HOpemapariB__ Ta
BU3HAYAETHCS NEPIOAUYHICTE 3AIMCHEHHS INIAHOBHUX 3aXOIB AEPKaBHOIO HALJISIY
(koHTpOII0) JIep:KaBHOKO CIIYKOO0I0 3 MUTAHb OE3MEYHOCTI Xap4yOBHUX IPOAYKTIB Ta
3aXMCTY CIIOKHBAYIB, IO JOJAIOTHCSL.

IIpem'ep-miHicTp O.ITOHYAPYK
Ykpainu
Ina. 75
3ATBEPI’KEHO
nocrtanoBorw Kabinery MinicTpiB Ykpainu
Bia 23 :xoBTHs 2019 p. Ne 908

KPUTEPII,
3a IKMMH OLIHIOETHCH CTYNiHb PU3MKY BiJl MPOBAIKEHHS IrOCNOAaPChKOL
AiSVIbHOCTI 3 BUPOOHUIITBA BETEPUHAPHHUX NMPENapaTiB Ta BU3HAYAECTHCHA
NepPioAMYHICTD 3/1iliCHEHHS MJIAHOBUX 3aX0/1iB /IEP:KABHOT0 HATJISIAY
(koHTpOJII0) [lepkaBHOIO CJIY:K0010 3 MUTAHb 0€3MEYHOCTi Xap4YOBHUX
NPOAYKTIB TA 32aXMCTY CIOKMBaYiB

1. o xpurepiiB, 3a SKUMHU OIIIHIOETHCA CTYMiHb PHU3UKY BIJ TPOBAKEHHS
rOCIONAapPChKOI  MISUIBHOCTI 3  BUPOOHMIITBA BETEPUHAPHUX TMpenapariB  Ta




BU3HAYAETHCS MEPIOJUYHICTh 3/IMCHEHHS IUIAHOBHUX 3aXOMIB JEP:KaBHOTO HATIISTY
(xoHTpOITI0) Jep KIPOICTIOKUBCITY>K0010, HaJIeKaTh!

KUIBKICTh TOpPYIIEHb BHMOT JIIIEH31IMHUX YMOB IPOBDKCHHS TOCIOIAPCHKOL
IUSTIBHOCTI 3 BUPOOHUIITBA BETEPUHAPHMX MPEIAPATiB, 3aTBEPKEHUX MTOCTAHOBOIO
Kabinery MinictpiB Ykpainu Bix 3 xoBTHS 2018 p. Ne 808 (Odimiiinuii BicCHUK
VYkpainu, 2018 p., Ne 80, ct. 2680), siki cTaymcs 3 OHS OTpUMAaHHS JIIEH311, ajie He
O1IBIIIE HIXK 32 JIBA POKH, 1110 TIEPEAYIOTh IJIAHOBOMY IEPIOAY;

HasSBHICTh CHCTEMH 3a0€3ICUCHHS SKOCTI MPOAYKIi, IO BIJAMOBiAa€E
MDKHApOJAHUM CTaHAApTaM.

2. Pusuky HacTaHHs HETaTMBHUX HACHIAKIB B IIPOBAUKEHHS T'OCIIOAAPCHKOI
JUSJIBHOCTI 3 BUPOOHUIITBA BETEPUHAPHUX TPenapaTiB BU3HAYEHO B AOJATKY 1.

3. Ilepenik KpUTEPIiB, 32 SKUMH OIIHIOETHCS CTYIIHL PU3UKY BIJ IIPOBAHKECHHS
rOCHOAAPCHKOI MISJIBHOCTI 3 BUPOOHUIITBA BETEPUHAPHUX IIPEIapaTiB, 1X HOKA3ZHUKH
Ta KUIBKICTh OQJIiB 32 KOKHUM ITOKa3HUKOM BH3HAYEHO B JOAATKY 2.

4. BigHeceHHs Ccy0’€KTa TOCHOJAPIOBAaHHS JIO BHCOKOTO, CEpPEIHBOr0 ado
HE3HAYHOTO CTYNEHS pU3UKY 3/1MCHIOETHCS 3 YpaxyBaHHIM CyMH 0ajiiB, HApaXOBaHUX
3a BCIMa KPUTEPISIMU, BUBHAYEHUMH B JI0JATKY 2, 32 TAKOIO IIKAJIOKO:

B 41 no 100 6amiB - 70 BUCOKOTO CTYIICHS PU3HUKY;
Bia 21 10 40 GaniB - 10 cepeAHBOTO CTYIIEHS PUBHUKY;
B 0 10 20 GaJtiB - 10 HE3HAYHOTO CTYIEHS PUBUKY.

5. TlnanoBi 3ax0oau AEP>KaBHOTO HArAMy (KOHTPOJIO) 3a JISUIBHICTIO CyO’ €KTIB
rOCIOapIOBaHHS 3 BUPOOHUIITBA BETEPUHAPHUX TMPENapaTiB 3A1MCHIOIOTHCS 3 TAKOIO
MEePIOINYHICTIO:

3 BUCOKUM CTYTICHEM PU3HUKY - HE YACTIIIIE OJJHOTO pa3y Ha JBa POKH;
13 CepeIHIM CTYTEHEM PU3HKY - HE YaCTIIIe OJJHOTO pa3y Ha TPU POKU;
3 HE3HAYHUM CTYTICHEM PU3HKY - HE YaCTillle OJHOTO pa3y Ha I’ sITh POKIB.

6. Y pa3i Koam 3a pe3ylbTaTaMH OCTaHHHOTO IUTAHOBOTO 3aXOJy JIeP’KaBHOTO
Harsiy (KOHTPOJIIO) y Cy0’€KTIB rOCHOJAapIOBAHHS, BIJIHECEHUX JI0 CEPEIHBOTO Ta
HE3HAYHOTO CTYNCHIB PHU3WKY, HE BHUABICHO CYTTEBHX TIOPYIICHb BHUMOT
3aKOHOJIaBCTBA 3 BHPOOHMIITBA BETCPUHAPHHMX IpENapariB, HACTYIMHWHA TUIAHOBUN
3axiJl IEPKABHOTO HATJsAAy (KOHTPOJO) MO0 TaKUX CYO’€KTIB TOCTOJAPIOBAHHS
MIPOBOAUTLCS HE PaHIIe HIK yepe3 Iepioj Jacy, BCTAHOBJIICHUH IS BiAMOBITHOTO
CTYTICHSI pU3HUKY, 301IBIIICHUI Y 2 pa3u.

Honatox 1
JI0 KpUTEpiiB




PU3UKHU
HACTAHHA HEraTUBHMX HACJIIIKIB BiJl NPOBasKEeHHS rOCIOAAPCHKOL
AiSJILHOCTI 3 BUPOOHMIITBA BeTePUHAPHUX NMpenapariB

i Pu3uk HacTaHHS HETaTUBHUX HACIIIKIB Kpurepii, 3a skumu
Jep>KaBHOTO BiJl IPOBAXKEHHS TOCIOIAPCHKOT OLIIHIOETHCS CTYTIHb
HarJsiy TSTBHOCTI PU3UKY BiJ] POBAIKEHHS
(KOHTpOJIIO) TOCIIOAAPCHKOT MISUTBHOCTI
(xom) MTO/1is, 1110 MICTUTh HEraTHUBHUI Ta BU3HAYAETHCS
PpH3HK HACTaHH: HACJI1JIOK TEPIOTUIHICTD TIPOBEICHHS
HETaTUBHUX HACHIJIKIB IUIAHOBUX 3aXOJ1B
JePKABHOTO HATJISIITY
(KOHTPOJTIO)
1. XKutTst Ta HEOTpUMaHHS CMEPTh JIOAUHU  KUIBKICTh MOPYIIEHb
3J10pOB’s TEXHOJIOTTYHUX BUMOT BuMOT JIiIIeH311HUX YMOB
JTIOAVHU 100 IPOBA/DKEHHA  IIKOJIa, 3aBJJaHa  [POBAKCHHSI
(O1) rocrnoIapChKo1 310POB’10 rOCIOAAPChKOT TsIbHOCTI 3
TISUTBHOCTI 3 JFOIUHU BUPOOHUIITBA
BUPOOHUIITBA BETEpPUHAPHUX IIPENapaTis,
BETEPUHAPHUX 3aTBEPKEHUX MTOCTAHOBOIO
npenaparis Kabinety MiHicTpiB
VYkpainu Big 3 xoBTHs 2018
BUPOOHUIITBO cMepth moguan  p. Ne 808 (Odiniiinuii
BETEPUHAPHOI'O BICHHMK YKpainu, 2018 p.,
npemnapary, nepiosn mkozna, 3apnana  Ne 80, cr. 2680), sxi
BUBEJICHHS SIKOTO 3 3JI0pOB’ 10 CTaJICSA 3 JTHS OTPUMAHHS
Oprasi3My TBapyHH HE JIOJWHU nineHsii, aje He OLIbIle HiX
rapanTye 0e3Mme4YHOCTI 3a J1Ba POKH, 1110
BIIIOBITHOTO MEePEAYIOTh INIAHOBOMY
Xap40BOro MPOAYKTY nepiony (mani - JlineHsiiHi
TBaPUHHOIO YMOBH)
MOXOIKEHHS

HAsIBHICTb CUCTEMH
3a0e3neueHHs SIKOCTI
MPOAYKIIii, IO BiAMOBIIAE
MDKHApOJIHUM CTaHIapTaM

2. Hanexna BHUPOOHHUIITBO 3aru0enb TBAPUHU KIJIbKICTh MOPYILIEHb
AKICTh BETEPUHAPHOTO BuMor JIilleH31MHUX YMOB
OpOAYKIiI, Ipenapary HEHAJIEKHOI 1IK0/1a, 3aBJaHa

pooiT Ta SIKOCTI 3JI0POB’10

HOCIYyT TBapUHU HasIBHICTb CUCTEMHU

320€e3MeYeHHs IKOCTI



(HEeMaHOBI

omara) (O2)

3. Hane:xxna BUPOOHULTBO

MopaJjbHa IIKO/Aa, MPOAYKIIil, [0 BiAMOBIAA€E

3aB/laHa
CIIO’KUBAYY
POy KITIT

30MTKH, 3aBJaH1
TTOKYTTITFO

npernapary

30MTKH, 3aBJaH1
CIIO)KHBATY

MPOIYKITT

BUTPATH
JIEPIKABHOTO
OrO/KeTy Ha

SKICTh BETEPUHAPHOTO

OPOAYKINi, TMpenapary HeHaJleKHOI BETEPUHAPHOTO
poOit Ta SIKOCTI

OCITyT

(MaitHOBI1

onara) (O3)

4. Tauri criajax MacoBUX

CyCcHuibHI  XBOpOO TBApWH Yepe3

1HTEepecu 3aCTOCYyBaHHS

(06) BETEPUHAPHOTO

JIKB1IAIIIO

npenapaTy HeHaJIe)KHOT HaCIIi/IKIB
HeOe3neyHo1 Mo 11l MPOAYKIIii, IO BiANIOBIIAE

SIKOCTI

MDKHApOJHUM CTaHAapTam

KUTBKICTD MOPYIIEHb
BUMOT JIilIEH31THUX YMOB

HAsSBHICTh CUCTEMHU
3a0e3MeUYeHHS SIKOCTI
POJIYKIIii, III0 BIAMOBIIa€
MDKHApOJHUM CTaHJapTam

KUIBKICTh TIOPYIICHB
BUMOT JIIIIEH31THUX YMOB

HAsBHICTh CUCTEMU
320€e3MeYeHHs SKOCTI

MDKHApOIHUM CTaHIapTaM

Honmatoxk 2
JI0 KpUTEPIiB

HEPEJIIK

KPUTEPIiB, 32 IKUMH OIIHIETHCHA CTYIIiHb PU3UKY BiJl IPOBa/KEHHS
rocroAapchKoi JislJbHOCTI 3 BAPOOHMITBA BeTePHHAPHUX MPeNnaparis,
IX IOKA3HHUKHM TA KiJIBKICTh 0JIiB 32 KOXKHUM NMOKAa3HUKOM

Kpurepii, 3a SKMMH OILIHIOETHCS [Toxa3Huku KpUTEpiiB Kinbkicth
CTYIIHb PU3UKY B1J MPOBAIKEHHS OamniB
rOCII0IaPCHKOT AISTILHOCTI Ta
BU3HAYAETHCS MIEPIOTUIHICTh
MIPOBE/ICHHSI TNTAHOBUX 3aXO0/1iB
JIep>KaBHOT'O HArJA1y (KOHTPOJIIO)
1. KinbkicTh opyIieHb TpH 1 OUJIBIIIE TOPYIIIEHB 25
BuMor JIileH31MHIX YMOB
[IPOBAJKEHHS TOCIIOAPCHKO1 OJIHE - JIBa MOPYIICHHS 16
JUSTIBHOCT1 3 BUPOOHHUIITBA
BETEPHHAPHUX PENApaTiB, BIJICYTHI MOPYIICHHS 0

3aTBEPKEHUX MOCTaHOBOIO KabiHery




MinictpiB Ykpainu BiJ 3 ®KOBTHS
2018 p. Ne 808 (OimiitHMIT BiCHUK
VYkpaian, 2018 p., Ne 80, ct. 2680), siki
CTaJIMCA 3 THS OTPUMAHHS JIEH3],
ajie He OUIbIIE HiXK 3a JIBa POKH, 110

nepeayoTh IIIAHOBOMY MEPIOAyY

2. HasgBHICTh cucTeEMH 3a0€3M€UEHHST CHUCTEMA 3a0€3eYEeHHS IKOCTI

SIKOCT1 TIPOAYKIIii, III0 BIJIOBIIA€
MDKHApOJHUM CTaHIapTaM

MPOJYKIIi HEe BIPOBAKEHA 1
M1TBEP/IHI IOKYMEHTH BiJICYTHI

crcTeMa 3a0e3MeUeHHS IKOCTI
MPOJYyKLIi HE (PYHKIIIOHYE B
MMOBHOMY 00cs131, aJie MiITBEP IHI
JTIOKYMEHTH HasiBHI

cucrTemMa 3a0e3nedyeHHs IKOCT1
IIPOIYKIIi BIPOBAI’KECHA, aJie
BIJICYTHI IMATBEPAHI JOKYMEHTH

cHucTeMa 3a0e3IeueHHs IKOCTI
IIPOIYKIIi BIPOBAPKEHA Ta
¢GbyHKIIIOHY€E B TOBHOMY 00Cs31,
MIITBEP/IHI TOKYMEHTH HasBHI1

20
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