JAEPXKABHA CJIYKBA YKPATHH THE STATE SERVICE OF UKRAINE

3 [IMTAHb BE3INEYHOCTI ON FOOD SAFETY AND
XAPYOBHX IMPOAYKTIB TA CONSUMER PROTECTION
3AXHUCTY CIIO)KUBAYIB

PEECTPAUINUHE MOCBIITUEHHS
REGISTRATION CERTIFICATE

Bignosinno 1o 3akomy VYxpainu “Ilpo BeTepuHApHY MEIMLHMHY”, [IOCTAHOBU KaGinery
Minictpis Vkpainu Big 21.11.2007 p. Ne 1349 “IIpo 3aTBEpIKEHHS ITOJIOKEHD TIPO JePiKABHY
PEECTPALlil0 BETEPUHAPHUX NPENIAPaTiB, KOPMOBHX A00aBoK, NpeMiKCiB Ta roTOBMX KOpMiB” Ta
Ha IIJCTaBi €KCIIEPTHOrO BUCHOBKY Bix 15.02.2018 Ne 384-K/06, pexomeHnnauiit JlepxaBHoi
(apmakosoriunoi komicii BETEPUHAPHOI MEIWLHMHH, Hakasy JlepxkaBHOI ciyxOn YkpaiHu 3
MUTaHb OE3MEYHOCTI XapyoBHX IPOAYKTIB Ta 3aXMCTY CIOKUBAuiB Bixm 28.02.2018 p. Ne 179
3apEECTPOBAHO:

fpetapat Myavmumacm IIC

popma Cycnensin dan inmpayucmepnarvrozo sacmocybanis

Bnacuuk peecrpaniiiHoro nocsiguenns:

bimeda Kemixaac Excnopm, (ITidpo3dis Kpoce Bempapm I'pyn JImoa.)
bpymxia Poyd, Tasaem, [Jy6.in 24, Ipaandis

3apeecTpoBaHO B YKpaiHi 3a Ne AA-03690-01-12 BiJl 28.02.2018

Bupo6uuk:

bimeda Kemixaac Excnopm, (I1idpo3dia Kpocc Bemgpapm Tpyn JTmo.)
bpymxia Poyd, Tasaem, [Ty6.1in 24, Ipaandis

IOniBem JImo.

TyariBin, Kymeeisa, Ko. KaBan, Ipaandis

Ilpu Gynp-skii 3miHi B peectpaliifHoMy AOCHE BJACHMK NOCBiAYEHHS (BMPOGHMK) MOBHHEH
TNOBIIOMHUTH OpraH peecTpaii.

OGoB’3KOBI 10AATKH:

- KOpOTKa XapaKTepuCTHKa npenapary (aoaatok 1);
- IMCTiBKa-BKJIa/IKa (I0AaTOK 2)

- €THKeTKa (10JaToK 3);

Peectpaniiine nocBigueHns giiicue 10 27.02.2023

4 N
/upexTop [lenapramenTy Ge3nevHOCTi Xap4oBHX NPOAYKTIB Ta BeTepHHaAPHOI MeHLHHM VNN | ‘1 b. 1. Ko6aan
Director of Department for Food Safety and Veterinary Medicine hat WA a1 M
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Kopotka xapakrepucruka npenapary
1. Ha3zBa
Myastumact JIC
2. Ckaan
1 mmpun-ty6a (4,5 r) MicTUTE Aif04i pedoBHHY:
HEOMILMHY CyIb(ar - 100 mr,
neHeTaMaT TiAPOHOIu - 100 mr,
IPOKaiHy OeH3WIEeHIMIiH - 400 wmr.

JloTIOMIXKHI PEYOBHMHHM: CTeapat aTroMiHito, pimKuit napadis.

3. ®apmaneBTHYHa popma

Cycnensis 1S iHTPAIHCTEPHAEHOTO 3aCTOCYBAHHS.

4. ®apmMaKo.I0TiYHi BJACTHBOCTI

ATC —vet xnacuoikamiitauit xom: QJSIRC23 — aHTUOAKTepiliHii BeTepHHApHI TpemapaT is
IHTPALMCTEPHATEHOTO  3aCTOCYBaHHA. IIpokaiHy —GeH3MIIeHiMIiH y KomOiHamii 3 iHIHUMH
OPOTUMIKPOOHUMH IIpenapaTaMH.

Mynbtumact JIC ne KOMGIHOBaHMI MPOTHMACTHTHII Ipenapar, 40 CKIaxy SKOro BXOIATh HEOMIIHHY
cynbgar, eHeTaMaT riIpoHoIu g Ta MPoKaiHy GeH3MUIIEeHIIHIIH.

IIpokain OeH3MIMEHINMIIH € GaKTepHIMIHAM aHTHGIOTMKOM MeHIHIIHOBOTO psamy, 1o i€ Ha
TPaMIIO3UTHBHI Ta rpavMHeraTuBHi Gakrepii: Campylobacter spp., Clostridium spp., Corynebacterium spp.,
Pasteurella spp., Staphylococcus spp., Streptococcus spp. MexanisMm ii #Oro molsrae y TOpYIIeHHI
CHHTE3y HeNTHIOIIIKaHy - MYKOTIENTHIY KIITHHHOI 0GOIOHKH, IO MPHU3BOIATE 110 1HTi0yBaHHS CHHTE3Y
KIITHHHOI CTiHKA MiKPOOpPraHi3My, TalbMyBaHHS POCTY i PO3MHOKEHHS OaxTepiii.

HeoMinuH — aMiHOTIIKO3MIHME aHTHOGIOTHK IIMPOKOTO CHEKTpy mii. MexamisM mii HEOMIIUHY
IIOJIATAE y TallbMyBaHHI CHHTe3y Oika B MikpoOHi KaiTiri. HeoMilmH akTHURHMIL IIPOTU IPaMHETaTHBHUX
Ta TPaMIO3HTUBHUX MiKpoopranismu: E. coli, Salmonella spp., Klebsiella spp., Proteus spp.,
Staphylococcus aureus, Streptococcus spp., Pseudomonas aeruginosa.

Ileneramar rigpoiomum — e ckIaxHuit epip OeH3UIMEHIMMTIHY, TKUil rigpomizyetsest npu pH 7,3 3
BUJIJICHHSM BUIBHOTO MeHimmIiHy. ToMy BiH Mae MeXaHi3M 1ii Ta CeKTp aKTHBHOCTI OeH3UIIEHIIITiHY.

5. Kainiuni oco6muBocTi

5.1 Bua TBapun

Kopogu.

5.2 Iloka3aHHS 10 3aCTOCYBAHHS

JlixyBanHs KopiB B TepioJ CYXOCTOI NpH IHTpaUMCTEPHANBHUX IH(EKIisSX Ta npogiTakTHKa
MAacTHUTIB B IEPioJ CyXOCTOH.

5.3 IlpoTunokasanus

He 3acTocoByBaTH TBapHHaM B Iepioj JaKTaLlii.

He 3acTocoByBaTn misgirue, Hix 3a 50 1i6 10 oTeny.

He 3actocoByBaTH TBapMHaM 3 IMiJBHINEHOK YyTIMBICTIO 10 OyIB-SKOTO 3 AKTHBHOIIOUMX
KOMIIOHEHTIB IIpenapary.

5.4 IloGiuna nist

[HOAI TIpY BMKOPHCTaHHI MOXIMBE BHHMKHEHHS alePriYHMX DEaKIii y TBApHH 3 IIiIBHIIEHONO
1HIMBITyaTbHOO YyTIHBICTIO 10 MIFOYMX KOMIIOHEHTIB IIpenapary.

5.5 Oco0.1uBi 3acTepeskeHHs PH BUKOPHCTAHHI

Hewmae.

5.6 BukopucTanHs 1 Yac BariTHoOCTi, JaKTaii, Hecy4ocTi

IIpeniapar He PEKOMEHIYEThCS 3aCTOCOBYBATH MpoTAroM 50 mi6 mepex oTenoM, a Takok B Mepion
JaKTaIi.

5.7 Bzaemogis 3 iHmuMH 3acob6amMu Ta iHmi Gpopmu B3aemouii

He Bizoma.

5.8 /lo3u i cnocoOH BBeIeHHsI TBAPHHAM Pi3HOr0 BiKy
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Ilicns OCTaHHBOrO BHIIOIOBAHHS BMICT OJHie] WNPUI-TYOH BBOIATH B KOXKHY YBEPTH MOJOYHO]
3aJ103H, SKy TIONIEPENHbO BUAOOIOTE i ne3iHbikyroTh. [Ticns BBeneHHS IIpenapaTy YBEPTh MOJIOYHOI 387031
MacaxyroTh JUISL PIBHOMIPHOTO pO3NOMITYy HOro mo Bciif uucrepHi. Crig yHHKatH 3a6pynHeHHS
HaKOHEYHHUKA IITPHUIIA.

5.9 Ilepeno3yBaHHs (CHMITOMH, HeBiTKIaTH] 3aX0IH, AHTHIO0TH)

He Bussrene.

5.10 CoenianbHi 3acTepexeHHs

Hewmae.

5.11 Ilepiox BuBexeHHs (KapeHii)

Moroko 1714 croXuBaHHS B 1KY JIFOISIM MOXKHA BUKOPHCTOBYBATH Yepe3 96 roIuH MiciIs OTeNleHHs y
KOPIB 3 IIePi0ZI0M CyX0cToro 6imbire 50 1i6.
SIkmo oreneHHs Binbynock depes 50 mi6 micas 0CTAHHBOrO JKYBaHHS, MOJIOKO [UIS CIIOXHBAHHS B Ky
THOJIAM MOXe OyTH BEKOpHCTaHe depe3 50 1i6 + 96 roxuH micas oCcTaHHbOro BBEJIEHHS IIpernapary.

3aboponseThes 3abiif TBApHH Ha M SICO ML Yac nikyBauHs. CIIOKHBaHHS M'fica B iKYy J03BOISEThCS
depe3 28 1i0 mic/is OCTaHHROTO BBEJEHHS MPerapary.

5.12 CnenianbHi 3acTepexeHHs 118 0ci6 i 00CIyroBy1090r0 NepcoHaTy

Ieninuniau Ta nedanocnopuHu MOXyTh CHPHYHHATH TIepYyTIUBICTE (QIEprito) Mmic/s BBeIEHHS,
IHTaIIALIi, BAKOPUCTAHHS 9M KOHTAKTY 3i LIKipoIo. l'inepuyTiuBicTs 10 MeHIMMIIHIB MOXe IPU3BOTUTH 10
BUHUKHCHHS [IEPEXPECHUX PeakIliif 3 nedarocnopuHamMy Ta HaBIakd. ANeprivni peakiii Ha i PEYOBHHHU
MOXYTb OYTH CepiHO3HUMH.

SIKIm0 3°IBHJTMCH CUMNITOMY altepril (BUCHIIAHHS Ha IIKipi) 3BEPHITHCS 32 KOHCYJIBTALIERO 10 JTiKaps.
Ceep6ixk o0muyust, ouell 4m ry6, BaKKe AUXAHHS € OLIBII CEepHO3HAMH CHMIITOMaMH i MOTPeGYIOTH
HEraHol MEIUYHOI JOIIOMOTH.

Ilicns po6otu 3 mpenapatoM HEOOXiTHO TIOMHTH PYKH.

6. ®apmaneBTHYHI 0c06.IHBOCTI

6.1 ®opmu HecyMmicHOCTI (0cHOBHI)

He Bimomi.

6.2 Tepmin npuxaTHocTi

2 poxu.

6.3 Oco6.uBi 3ax0/au 30epiranus

Cyxe, TeMHe, HEIOCTYIHE 114 AiTed Micue npu Temnepatypi Bix 2°C 10 25°C.

6.4 Ilpupona i ck1ajx KoHTeliHepa NEPBHHHOTO YNAKYBAHHS

IHomnieTunenose Biapo, ke MicTuTE 120 HOMETUIEHOBHX MIPHI-TYGIB 110 4,5 T.

6.5 Ocob.uBi 3ax01H Ge3NMeKH NMPH MOBOKEHHI 3 HEBUKOPHCTAHAM npenapatom a6o i3 iforo
3aJIHIIKAMHA

HeBnkopucranwuii npemapaT Ta KOHTeifHepH NOBMHHI YTHIIi30BYBATHCS BIANOBITHO JO MiCIIEDBHX
BHMMOT 3T1/IHO 3 3aKOHOM.

7. HazBa Ta aJipeca BJIaCHHKA PeECTPaLiiHOIO IMOCBiT4eHHS

bimena Kewmixanc Exciopt Bimeda Chemicals Export
(ITizpozain Kpoce Betrdapm I'pym JItx.) (A division of Cross Vetpharm Group Ltd.)
bpymxin Poyn, Tanart, y6min 24 Broombhill Road, Tallaght, Dublin 24
Ipnannis Ireland

8. HasBa Ta ajpeca BUPOOHHKA rOTOBOI0 MPOXYKTY
bimena Kemikanc Excriopt Bimeda Chemicals Export
(ITinposain Kpoce Berdapm I'pyn JItx.) (A division of Cross Vetpharm Group Ltd.)
Bbpymxin Poyn, Tanart, y6ain 24 Broomhill Road, Tallaght, Dublin 24
[pnanmis Ireland
IOmniBer JIta. Univet Ltd.
Tynnisin, Kyrerinn, Ko.KaBan Tuiiyvin, Cootehill, Co. Cavan
Ipnangis Ireland
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MyabsTamacr JIC
(cycmensist 1719 iHTpauMcTepHAIBLHOTO 3aCTOCYBAHHSA)
JIMCTIBKa-BKJIaKa

Omnmuc

Cycnensis 6ioro konbopy 3i cienudidamM 3amaxom.
Ckaan

1 mmpun-ty6a (4,5 ) MicTHTB mirodi PEYOBUHU:
HEOMINIUHY cyabgar - 100 wmr,
IIEHEeTaMar T1IpOHOIu - 100 wmr,
IpOKaiHy OeH3WINeHIIHIiH - 400 wmr.

HomoMixkHi pedoBHHHU: cTeapaT amoMiHiro, pinkuii mapadin.

dapmako.toriudi BJaacTuBocTi

ATC —vet kmacudikauitinmit kox: QJSIRC23 — aHTHOAKTepilfHii BeTepuHapHi mpemapaTH s
IHTPAMCTEPHATEHOTO  3aCTOCYBAHHS. Ilpokainy GeHsmmmeHinmmiH y koMmGiHamii 3  iHIIHMH
IPOTUMIKPOOHUMH TIpenapaTaMu.

Mynbsramact JIC - ne KoMOIHOBAHHI TIPOTHMACTHTHHMIA TIpenapar, 10 CKIAy SKOTO BXOIATH HEOMilHHY
cynbdar, neHeTaMar TiIpoioIu I Ta IpoKaiHy GeH3MIMeHI iz,

IIpokain GeH3MINEHIUMIIH € GAKTEPHIHIHAM AHTHOIOTHKOM NEHIUUIIHOBOTO DALy, IO i€ Ha
TPaMIIO3UTHBHI Ta TpaMHeraTHBHI 6akrepii: Campylobacter spp., Clostridium spp., Corynebacterium spp.,
Pasteurella spp., Staphylococcus spp., Streptococcus spp. Mexanism fii #Horo monsrae y mopymeHHi
CHHTE3Y TIENTHIOTTIIKAHY - MyKOIIENTHAY KITHHHOI 0GOJOHKH, IO IPH3BOIHUTE JI0 IHTiOyBaHHS CHHTE3Y
KIITHHHOI CTIHKH MiKpOOPTaHi3My, ralbMyBaHHS POCTY i PO3MHOKEHHS OaxTepii.

HeoMinwH — aMiHOTTIKO3MIHHE aHTHOIOTHK IIUPOKOTO CHeKTpy mii. Mexanism nii HEOMIIIMHY
TI0JIATa€ y TallbMyBaHHI CHHTe3y 6ika B MiKpoOHii KmiTuHi. HeoMilMH akTHBHMIL IIPOTU FpaMHETaTHBHUX
Ta TPaMIO3UTHUBHHX Mikpooprauismu: E. coli, Salmonella spp., Klebsiella spp., Proteus spp.,
Staphylococcus aureus, Streptococcus spp., Pseudomonas aeruginosa.

[leneramar rizpoionun — e ckiIamauit edip OeH3MINeHinuIinY, SKuit rigpomizyerses mpu pH 7,3 3
BHIJIEHHAM BUTBHOTO MeHimmiHy. ToMy BiH Mae MeXaHi3M mii Ta CIIEKTP aKTHUBHOCTI OEH3UIIIEeHIMITIHY.

3acTrocyBaHHs

JlikyBaHHs KOpiB B IepioX CYXOCTOIO NpH iHTpalMCTEPHAILHUX iHpeKIiaX Ta mpodizakTHKa
MAacCTHUTIB B MEPi0J] CYXOCTOIO.

Jo3yBaHHs

ITicss ocTaHHBOrO BHNOIOBAHHSA BMICT OIHi€l IIMPHUI-TYGH BBOIATH B KOXKHY 9YBEPTH MOJIOYHOI
321034, AKY MONEPETHBO BUIOKOIOTE 1 1e3iH(iKytoTh. ITic/s BBeIeHHS Npenapary YBepTh MOIOYHOT 3271031
MacaXyloTh I PIBHOMIPHOTO pPO3MOMiTy #oro mo Bcidf wuucrepmi. Ciin yHEKATH 3a0pyIHEHHS
HaKOHEYHHKA IITIPHIIA.

IIporunokaszanus

He 3acTocoByBaTH TBapuHAaM B 1epiojl JTaKTaii.

He 3acTocoByBaru misHimre, Hix 3a 50 1i6 10 oteny.

He 3acrocoByBaTM TBapMHAM 3 IiJBHINEHOK YYTIMBICTIO 10 OYIB-SKOTO 3 aKTMBHOIIFOUHX
KOMIIOHEHTIB IIperapary.

3acTepexeHHs

Monoko ms crioXuBaHHS B Xy JIFOIIM MOXKHa BHKOPHCTOBYBATH depe3 96 TOJIMH MMicis OTeleHHs y
KOPIB 3 Iepi0JI0M CyXOCTOorO OinbIme 50 1i6.
SIkmo oteneHHs BinOymock depe3 50 Jii6 micas OCTAHHBOTO NIKYBaHHS, MOJIOKO JUIS CIIOKMBAHHS B Ky
JIFOISIM MOXe OyTH BUKopHcTaHe depe3 50 mi6 + 96 ToauH micas 0CTaHHBOTO BBEJIEHHS IIpenapary.

3abopoHseThes 3201l TBAPMH HAa M ACO Mif Yac JTiKyBaHHs. CIOXUBAHHSA M sica B 1KY J03BOJISETHCS
gepe3 28 1i6 MmiciIs OCTaHHBOTO BBEICHHS Ipeapary.

®opMa BHITyCKY

ITomieTunenose Bipo, sike MicTUTH 120 NONiETHIICHOBUX IIMNPHI-TYOIB 110 4,5 T.

306epiranus
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Cyxe, TeMHe, HeIOCTYIIHE JUIS AiTell MicIe pu temueparypi Bix 2°C go 25°C.
Tepmin npunatHOCTI — 2 poKH.
s 3acTocyBanus y BeTepHHAPHIH MeTHIHHI!

Ha3sBa Ta agpeca BiaacHuka peecTpaniiiHoro mocBix4eHHs

bimena Kemikanc Exciopt Bimeda Chemicals Export
(ITizpozain Kpoce Berdapm I'pyn JIta.) (A division of Cross Vetpharm Group Ltd.)
Bpymxin Poyx, Tanarr, Jly6nin 24, Broomhill Road, Tallaght, Dublin 24,
Ipnanmis Ireland

Hassa Ta axpeca BUpoGHHKA roTOBOIO NPOAYKTY
bimena Kemikanc Excriopr Bimeda Chemicals Export
(Iigposain Kpoce Berdapm I'pym JItx.) (A division of Cross Vetpharm Group Ltd.)
Bpymxin Poyx, Tanart, Ily6min 24 Broomhill Road, Tallaght, Dublin 24,
Ipnannis Ireland
IOmniger JIta. Univet Ltd.
Tynnisin, Kyrerinn, Ko.Kasan Tuiiyvin, Cootehill, Co. Cavan
Ipnanmis Ireland
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MynbTumact [1C
CycneHsis Ans iHTPaLMCTepPHabHOTO 3aCTOCYBaHHS

CKNAQL: 1 wnpwy (4,51 ) MicTuTs HeoMiumHy cynbdat - 100,00 mr,
neHeTamary rigponioaua - 100 mr, npokaiHy 6eH3vunneHiunniH -
400 mr. [lonomixHi PEYOBUHU: CTeapaT amtoMiHil, Piakuil
napadiu.

JlikyBaHHS KOpIiB B NEPiOA CYXOCTOK NpU iHTpaMamapHux
iHbekuisx Ta npodinakTka MacTUTIB B NEPIOA CYXOCTOK.
MNepiop BnBegenHs:

Monoko - 50 ai6+96 roguH

M’sico - 28 gi6

IHwa inpopmauia: YnTaitte nucTiBKy-BKNaAKy Nepeq 3acTocyBaHHAM.

VPA Number: 10959/8/1

TINbKW ANA PA30BOIO 3ACTOCYBAHHSA
ANA 3ACTOCYBAHHS Y BETEPUHAPHIV MEQVLIHI!

Cyxe.TemHe, HefloCTynHe ANs AiTed Micue 3a TemnepaTypy
8ia 2°C no 25°C

BnacHmk peecTpauyinHoro nocsigueHHs:

bimena Kemikanc Excnopr, (Migpo3gin Kpoce Betdapm Mpyn Nita.),
Bpymxin Poyp, Tanart, Ay6nin 24, IpnaHaia

Bupo6uuk: bimena Kemikanc Exkcnopr, (Migpoaain

Kpocc Betchapm pyn 17a.), Bpymxin Poyg, Tanarr.

[y6ni 24, IpnaHais

tOniseT 14, Tynnisin, KyTerinn Ko.Kagan, Ipnamais

P Ne:

Cepia No:

MpupatHnm go:
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