JIMCTOBKA

i, HauMeHoBaHMe HA BeTEPUHAPHUS JIEKAPCTBEH MPOIYKT
Robentrol 10 mg Tabnerku 3a Kyuera

2. CncraB

Bcesika Tabnerka chbpiKa:

AKTHBHO BellecTBO:

Robenacoxib 10,0 mg

Kpbriu, neoitHOM3IbKHAIN, O€K0BHU 10 KadsBu TabaeTku ¢ penedHo o3HaveHue ,,C10“ ot emnaTa
CTpaHa W MIaJIKH OT Jpyrata CTpaHa.

3. Bupose ;kuBOTHH, 32 KOUTO ¢ npegHasHaven BJIII
Kyugera (> 2,5 kg).
4. IMoka3anus 3a ynorpeda

3a neyeHue Ha OOJIKa ¥ Bh3MAJICHHE, CBBP3aHU C XPOHUYEH OCTEOapTpPUT.
3a HamansBaHe Ha OOJKa W BB3MalCHUE, CBBP3aHH C XUPYPTUYHU HHTEPBEHIIMN Ha MEKUTE ThKaHH.

5. IIporuBonoka3zanus

Jla He ce U3M0JI3Ba IIPU Ky4eTa, CTPaJallly OT 53Ba Ha CTOMAxa WM YepHOAPOOHHU 3200 IsIBaHHS.

Jla He ce M3MOI3Ba €THOBPEMEHHO C IPYTH HeCTEpOUIHHU MpoTrBoBh3nanmutenan cpenctsa (HCIIBC)
WA KOPTUKOCTEPOU/IN, IPOAYKTH, YECTO M3MOI3BAHMU MPH JICUCHUETO Ha OOJIKa, Bb3MAaJICHUE 1
AJIEPTHUH.

Jla He ce U3MoII3Ba NPU CBPbXUYBCTBUTEIHOCT KbM robenacoxib mim KbM HIKOE OT TOMOIIHUTE
BEILIECTBA.

He ce npunara no Bpeme Ha OpeMEHHOCT U JIaKTalus, Thil KaTo 0€30IacHOCTTa Ha robenacoxib He e
JI0Ka3aHa 10 BpeMe Ha OpPEMEHHOCT M JIaKTaLMsl, KaKTO U IIPH KydeTa 3a pasIuIoz.

6. CrnenmaJiHu npeaynpe:RIeHus

Crenmaiday npeana3sHy MEpKH 3a 0e3omacHa ynorpeda IIpy BUJIOBETE )KMBOTHH, 34 KOUTO €
npeanasgaued BJIII:

Tabnetkure ca OBKYCCHHU. 3a Ja ce n30erde CHy‘IaﬁHO norjIblIIaHe, C"bXpaHHBafITe TaOIIETKUTE HA
MACTO, HCAOCTBITHO 34 ) KUBOTHHTC.

[Ipu KIMHUYHY TIPOYYBAHUS MPH Ky4YeTa C OCTE0APTPUT, HE3aJOBOIUTEIEH OTTOBOP KbM JIEUEHHUETO
ce Habmonasa ipu 10 — 15 % ot kyuerara.

BesomnacHocTTa Ha TO3M BETEPUHAPEH JICKAPCTBEH MPOAYKT HE € YCTaHOBEHA IIPU KydeTa, ¢ TErJIo T0-
MaJko oT 2,5 kg vmm Ha BB3pact mojx 3 Meceria.

[Ipu gpaTOCpOUYHA Tepamnwsi, CIeABa 1a CE MPOCIIeasIBaT HUBATa Ha YSPHOAPOOHUTE CH3UMU B
HayaJjoTO Ha JICUEHHUETO, HarpuMep cien 2, 4 u § cenmuuu. [IpenopbsuntenHo e cien ToBa Te J1a
OBbJIaT MpOCIeIsIBaHu PEJOBHO, HAIPUMEP Ha Bceku 3 - 6 Mecena. Tepanwusirta ciienBa 1a Obie
MpeKpaTeHa, ako aKTUBHOCTTA HA YEPHOAPOOHHUTE SH3MMH C€ ITOKAYH TYBCTBUTEITHO WJIU TIPHU KYUETO
ce Ha0Jr01aBaT CUMIITOMH KaTO aHOPEKCHS, allaTUs WK MTOBPBINaHe, CHIIPOBOJICHH C TTIOKAYBaHE Ha
HUBaTa Ha YEPHOJIPOOHHUTE CHIUMH.

Ynorpebara npu KydeTa ¢ HapyllieHa ChpjeyHa Wik 0bOpeuHa (QYHKIIHS, KAKTO U IIPH Ky4eTa, KOUTO
ca IeXHJIpaTUpaHy, XUITOBOJIEMHYHH WU XUTIOTOHUYHH, MOKE JIa € CBbpP3aHa C JIOIIbJIHUTEIHA
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PHUCKOBC. Axo yHOTpe6aTa HC MOXKC€ 1a CC I/136CFHC, TC3U KYyUCTa UBUCKBAT BHUMATCIIHO NPOCIICASIBAHEC.

[punaraiite TO31 BETEPUHAPEH JICKAPCTBEH MPOYKT CaMO IMOJ CTPOT MOHUTOPEH KOHTPOJI OT CTpaHa
Ha BETEPUHAPEH JICKap MPHU KydeTa C PUCK OT TaCTPOMHTECTHHAIHY 3B, KAKTO U IPH Ky4eTa ¢
MIpeIXO0JHH MPOSBH Ha HemoHocuMocT kKbM apyrua HCIIBC.

Crenyaniy opeana3sHii MEPKH, KOUTO TpaOBa Aa B3eMeE JIMIIETO, IPWIAraiio BETEPUHAPHUS JIEKAPCTBEH
MIPOAYKT Ha JKUBOTHUTE:

Hzmuiite PBUCTE CHU CJIICA MPUJIAraHeTO Ha TO3U BETCPUHAPCH JICKAPCTBCH MMPOAYKT.

[Tpu OpemeHHM XKEeHU, 0COOCHO TAaKHBA HAOMKABAIM TEPMUHA, IIPOBIDKUTCITHUAT KOHTAKT Ha
MPOJYKTa C KOKaTa BOJIM JIO MOBHUILICH PUCK OT NPESKACBPEMEHHO 3aTBapsiHE HAa apTePHATIHUSI IPOTOK
ductus arteriosus npu 1wioaa. bpemeHHUTE )KeHU TPsAOBA /1a ObAAT 0COOCHO BHUMATEIIHH, 32 Ja
n30erHar ciryqaifHO W3Jarae.

[Tpu manku mena, CIy4aifHOTO MOTIIBIIAHE yBEINYaBa PHCKa OT HEONArONPUSTHU PEakiiy, CBbP3aHn
¢ HCTIBC. Tps6Ba aa ce BHMMaBa fa ce u30erHe ciy4aifHo MOTbLIaHe OT Jena. 3a 1a ce
MIPEJOTBPATH JOCTHIIBT Ha Jiela A0 MPOAYKTa, He N3BaXAaiiTe TabJIeTKUTE OT OaucTepa, JOKaTo He
CT€ TOTOBH JIa TH MPHUJIOKHUTE Ha )KUBOTHOTO. TabyeTkuTe TpsiOBA Aa ce mpuiiarat ¥ ChbXpaHsBaT (B
OpHUIMHAIHATA OIIAKOBKA) HA MACTO, HEJOCTBIIHO 3a JIE11a.

[Ipu cnyuaitHo norpinane, He3a0aBHO J]a ce MOTHPCH MEIUIIMHCKU ChBET, KaTO Ha JIEKaps ce
MIPEAO0CTaBH JTUCTOBKATA WJIM €TUKETA HA IPOYKTA.

bpeMennocT u jakranusi:

BbezonacHocTTa Ha BeTepMHAPHUS JIEKapCTBEH NMPOAYKT HE € JOKa3aHa 110 BpeMe Ha OpEMEHHOCT U
naxranus. [la He ce U3MoJI3Ba [0 BpeMe Ha OPEeMEHHOCT U JIaKTaIlHs.

3ana0IeMOCT:

besonacHocTTa Ha BeTepUHAPHUSI JIGKAPCTBEH MPOAYKT HE € JJOKa3aHa MPH y4eTa 3a pasiiioj.
Jla He ce M3MoJI3Ba NP KUBOTHH 33 PA3ILIO/,.

B3aHMOHeﬁCTBHe C IpYIr'v BETCPHUHAPHH JICKAPCTBCHU MPOAYKTH U APYTH d)ODMI/I Ha B33HMOI[GI71CTBH€:

To3u BeTeprHApEH JIeKapCTBEH NPOLYKT He TpsiOBa z1a ce npuiiara exHoBpeMeHHo ¢ apyra HCIIBC
WM TTIOKOKOpTUKouAH. [Ipenxoxaario geueHne ¢ Apyru NpoTHBOBB3MAIUTENHN CPEJCTBA MOXKE Ja
JIOBEZIC A0 JOIBJIHUTEIHN WU 3aCUIICHH HEOJaronpuaATHH PEAaKLIKH, TOpaIy KOETO € He00X0IuM
NepuoJ OT NMOoHE 24 yaca cliesl NpeKpaTsBaHeTO Ha MPHeMa Ha TAKMBa BEILECTBA IPEIH /1A CE 3all0YHe
JICYSHUETO C TO3M BEeTepUHAPEH JIEKapCTBEH NMPOAYKT. [lepuoasT 6e3 neuenue obade TpsiOBa 1a B3eMe
npeaBul GapMaKOKMHETHYHHUTE CBOMCTBA HA TIPOYKTUTE, U3IOI3BAHHU TIPE/IN TOBA.

EnnoBpemenHaTa ynorpeba ¢ IpoyKTH, BIHsieH BbpXy ObOpeunara nepdy3usi, Hamp. JUypeTHIIN
WM MTHXHUOUTOPU Ha aHTMOTeH3WH KoHBepTupanus en3uM (ACE), TpssOBa na 0b/e M3BBpIIBaHA IO
KIMHUYHO Habmoaenue. [lpu 3apaBu Kydera, TpeTupanu ¢ win 6e3 AuypeTuka Gypo3eMus,
€/IHOBPEMEHHOTO MPUIOKEHHE Ha BeTepuHapHU JekapcTBeH npoaykT ¢ ACE nuxuburopa
OeHazenpwi 3a 7 JIHW HE € CBbP3aHO C HUKAKBH HETaTHBHU €(DeKTH BhPXY KOHIICHTPAIIUUTE Ha
IJOCTEPOH B YpUHATA, MJIa3MeHaTa PEHHHOBA aKTHBHOCT MJIM CKOPOCTTA Ha INIOMEpYJIHATA
¢wunrpanus. Hsama nannu 3a 6e30macHOCTTa IIPH )KUBOTHUTE, 32 KOUTO € MpeJHa3Ha4YeH H 3a
e(pUKacHOCTTA KaTo IS0, IPH KOMOMHUPAHO JIeYeHHe ¢ robenacoxib u GeHazenpui.

EnnoBpemenHaTa ynorpeba ¢ HOTEHIMATHO HEQPOTOKCUYHU POIYKTHU CIIe/(Ba J1a ce U30srea, Thid
KaTo € Bb3MOXKHO J1a C€ YBEJIMYM PUCKA OT HEPPOTOKCUYHOCT.

EnnoBpemennata ynorpeba ¢ Apyru akTHBHM BEILIECTBA C BUCOK a()UHHUTET 3a CBBP3BaHE C
IUTa3MEHUTE IPOTEMHH MOXeE Jla C€ KOHKYpHpa ¢ robenacoxib 3a ToBa CBbp3BaHe U Aa JOBEJE /10
TOKCUYHH e(eKTH.
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[Ipenosupane:

[Ipu 3apaBu Miaau Kydera Ha Bb3pacT 5 - 6 Mecella, IepopaIHOTO MPHIOKEHNE Ha robenacoxib BbB
BUCOKH CBpBXJ03H (4, 6 mim 10 mg/kg/nen 3a mepuon ot 6 Mecena) He MPEAN3BUKBA HUKAKBU
CHUMIITOMHU Ha MHTOKCHUKALMS, BKIIOYUTEIIHO JIMIICBAT U IIPU3HALM 33 FACTPOMHTECTHHAIHA, ObOpeuHa
WJIN 4€PHOAPOOHA TOKCUYHOCT, KAaKTO U IPOMEHU BbB BpeMeTO Ha KbpBeHe. He ca HabmonaBanu
HeOnaronpuaTHH eeKTH BbPXY XPYIISUIUTE U CTaBUTE MPU IPUIIOKEHUETO Ha robenacoxib.

Kaxro npu Becnuku HCIIBC, npeno3upaneTo Moke Aa MPUIHMHN TaCTPONHTECTHHAIHA, OhOpeTHa HITH
YepHOAPOOHA TOKCUYHOCT TIPU MPEIPA3NONI0KCHH WIN yBpeJeHH Kyuera. He chiecTByBa
cnernuduueH anTuA0T. [IpenopbyuBa ce CUMITOMATHYHA, TTOIbpPXKAIIA TEPAIHs, KOSTO CE ChCTOH B
MPHUIOKEHUETO HA MPOTEKTHBHU MPOYKTH 32 FACTPOMHTECTUHAIHUS TPAKT ¥ HH(PY3US HA
HW30TOHHYEH Pa3TBOP.

7/ HebnaronpusiTHu peakuuu
Kyuera:
MHoro yectu Pa3cTpoiicTBO Ha XPaHOCMUJIATENHUS TPAKT,
(nmoBeue ot 1 Ha 10 TpeTupanu Huapus
JKUBOTHH): [loBpsbiIane
Yectn [ToBHIIEHH YEPHOAPOOHU EH3MMHU>
(1 mo 10 Ha 100 TpeTrpaHu >KUBOTHH): Hamanen anetur
Heuectn
(1 mo 10 Ha 1 000 TpeTupanu KpbB B u3npaxHenusra
>KUBOTHH):
MHoro penku
(mo-mainko ot 1 Ha 10 000 TpeTupann Jletaprus
JKUBOTHH, BKIFOUUTEITHO U30JIUPaHU
CHOOIIICHHUS):

! ToBeuero cyuan ca Guiy JIEKU U ca Ce Bb3CTAaHOBMIIM O€3 JICYEHHE.

2 TIpu Ky4era, JIEKyBaHH JIO 2 CEJIMUIIH, HE € HAbJII0IaBaHO TIOBUIIABAHE HA AKTUBHOCTTA Ha
4epHOApoOHHUTE eH3UMU. [loBHIIIaBaHETO HA YEPHOIPOOHUTE EH3UMHU € ChOOIABAHO MPH
MPOIBIDKUTEINHO JieueHue. B moBeveTo ciiydan He ce HaOJr01aBa KIIMHUYHA CUMITTOMATHKA U

HHBaTa Ha YEPHOAPOOHHUTE CH3UMH Ce CTAOMIIU3UPAT WK HAMAJISIBAT B XO/1a HA JICYCHUETO.
[ToBuIIeHN YePHOAPOOHH SH3UMH, CHIIPOBOJICHH C KIMHUYHH NPU3HALM Ha aHOPEKCHSI, altaThs
WK TTOBPBIIIAHE, Ca HEYECTH.

C’LO6H_[aBaHeTO Ha He6J‘IaFOHpI/I${THI/I pC€aKnum € BaXXHO. ToBa nmo3BonsaBa HCMPCKBCHAT MOHUTOPHHT Ha
0€e30macHOCTTa Ha MpOAYKTaA. AKo 3a0e1eKUTe HIKAKBU He6J‘IaFOHpI/IHTHI/I p€aKnnu, BKIIFOUUTCIIHO U
TaKMBa, KOUTO HEC Ca OIMMMCAaH! B Ta3W JIMCTOBKA UJIXN MUCJIIUTE, UC BETCPUHAPHUA JICKAPCTBECH MMPOAYKT
HE JIeliCTBa, CBBPKETE C€ MIbPBO ¢ Baius BeTepuHapeH jekap. MoxeTe chbIlo J1a cbOoOIIaBaTe
He6J'IaFOHpI/IHTHI/I PCAKIMHN Ha IMPUTEKATEIIA Ha pa3pCIICHUCTO 3a ThProBuUs, KaTO U3110JI3BATC JAHHUTE
34 KOHTAKT B Kpasl Ha Ta3u JIUCTOBKA UJIN 4YPE3 Bamara HannnoHaJIHa CUCTEMA 3a C’bO6IIIaBaHei
Bulgarian Food Safety Agency

Website: https://kvmp.bfsa.bg/phv

8. Jlo3upoBKa 3a BceKHM BH] ’KUBOTHO, HAYMHU U MeTO/ HAa MPUJIOKeHUE
3a nepopaiHO MPHIIOKEHHE.

3a rapaHTHUpaHC Ha IIpaBUJIHA TO3UPOBKA TCJICCHATA Maca Tp}I6Ba Ja c€ onpeaciv Bb3aMOXKHO Haii-
TOYHO.
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Octeoaprpur: [IpenoppunrennaTa 103a € eana TabneTka 3a Kyue ¢ Terio ot 5 kg 1o 10 kg (1.e. 1 mg
robenacoxib Ha kg TemecHa Maca ¢ auamason ot 1-2 mg robenacoxib ua kg TenecHa maca).

HpI/mara CC BECAHBIK JHCBHO B €IUH U CbHII YaC Ha JCHA, ChITIACHO MPWJIOKEHATAa MMO-A0JTy Ta6J'II/IIIa.

Tesecna maca (kg) Bpoii TadjeTku
5 m0<10 1 TabmeTka

OOWKHOBEHO, KIIMHUYEH OTrOBOP KbM JICUCHHETO ce HAOII0/IaBa B PAMKHTE Ha €{HA CEIIMUIIA.
Jlegenmeto ciaenpa ma cupe ciex 10 mHU, ako He ce HAOJIFO1aBa KIIMHINYHO TI000peHHE.

3a IBITOCPOYHA Tepars, CIe KaTo BeIHBK Ob/ie HAOMf01aBaH KIMHUYEH OTTOBOP KBM MPOIYKTA,
J03aTa Ha BETepUHAPHUS JIEKAPCTBEH MPOAYKT C€ KOPUTHPA O Hail-HUCKaTa Bb3MOXKHA e(peKTHBa
VHAWBHUIyaITHA J103a, KATO CE UMa MPEABUJI, Y€ CTCIICHTA Ha 0OJIKaTa M Bh3IMAJICHUETO, CBhP3aHH C
XPOHUYHUS OCTEOAPTPUT MOTAT Ja BapUpaT ¢ X0Ja Ha BpemeTo. HeoOXoauMo € peIoBHO HAOII0ICHIE
OT BETEPHUHAPEH JIeKap.

Xupyprusi Ha MeKkuTe ThKanu: [Ipenoprunrtenyara 103a e enHa TabieTka 3a Kyde ¢ Terio ot 2,5 kg
no 5 kg (T.e. 2 mg robenacoxib Ha kg TenecHa maca ¢ auamnaszon ot 2—4 mg/ kg TenecHa mMaca ).
[Tpuara ce KaTo eTHOKPATHO MEPOPATHO TPETUPAHE TIPEIH ONepanysl HA MEKUTE ThKaHU.

Tesecna maca (kg) Bpoii TadaeTku

>25n10<5 1 TabneTka

Tabnetkara(ute) TpssOBa aa ce npwiara(t) 0e3 XxpaHa, Haii-Manko 30 MUHYTU TIPEM ONepaIusTa.
Crient onepanusiTa, TPETHPAHETO MOXKE J1a Ce TpHJIara BeIHbX IHEBHO B POIb/DKCHUE Ha 10 BA
MOCJICIOBATEITHH JTHH.

0. ChbBeTH 32 MPABUJIHOTO NMPUJIATaHe HA MPOIYKTA

Jla He ce mpuiIara 3a¢IHO ¢ XpaHa, Thil KaTO KIMHUYHUTE MPOYYBAHHS MIOKA3BaT MO-BUCOKA
e(eKTUBHOCT Ha robenacoxib mpu 0CTEOaPTPUT, KOTaTO ce Ipuiara 0e3 xpaHa i noxe 30 MUHYTH
Npe/In WK CJIe]] XpaHeHe.

Xupyprusi Ha MEKMTE ThKaHU: IIbpBaTa J103a ce Mpuiara Hai--mManko 30 MUHYTH IPEAN ONepanusTa.

TabrneTkuTe ca OBKYCEHH U CE IpUeMar JOOPOBOJHO OT MOBEUYETO KydeTa.
TabneTkuTe HE TPAOBA J1a CE HAYYIIBAT WIIN JICTIST.

10. KapeHTHH cpoKoBe

He e npuioxxumo.

11. Cnenmnajanm ycjaoBuS 3a CbXpaHeHHe
Jla ce cpxpaHsBa Jajied OT IOTJIe/ia ¥ Ha HEJJOCTBITHY 32 JIella MeCTa.

[a He ce cpxpansBa npu Temmneparypa Hax 25 °C.
Jla ce chxpaHsBa B OpUTHHAIHATA OTAKOBKA.

213 HE C€ MU3I10JI3Ba TO3U BETCPHUHAPCH JICKAPCTBEH IMPOAYKT CJI€A U3TUYAaHE CpOKa Ha T'OJHOCT,
MMOCOYCH BbPXY KapTOHCHATA KyTHA U 6J'II/ICTepa CIICQ EXp CpOK’LT Ha TOAHOCT OTroBaps Ha

IOCICAHMA JCH OT TO3H MECCII.

12. CrnenmnajnHu npeanasHd MEPKH MPH YHUIOKABAHE
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BerepunapHuTe gekapCcTBEHH MPOIYKTH HE TPAOBA J1a ObAAT U3XBBPIISHH Ype3 OTIIATHU BOIU UITH
OUTOBHU OTIIAIBIIN.

H3non3Baiite mporpamMu 3a BpbUIaHC IIPU YHUITOKAaBAHCTO HAa HCU3IIOJI3BaHN BETCPUHAPHU
JICKApCTBCHU MPOAYKTHU UJIK OCTATHUU OT TAX B CbOTBETCTBUEC C USUCKBAHUATA HA MECTHOTO
3aKOHOJATCJICTBO U C BCUYKHU NPUIJIOKUMU HALITMOHAJIHA CUCTEMHU 3a C’B6I/IpaHe. Te3n MCPKH 11
IIOMOr'HaT 3a OIla3BaHC Ha OKOJIHaTa cpcaa.

[lonmraiite Bamms BeTeprHapeH ekap win ¢papMalieBT Kak Aa YHUIOKATE HEHY)KHU BETepUHAPHU
JIEKapCTBEHU MPOTYKTH.

13. Kuaacudukanusi Ha BeTepUHAPHUTE JIEKAPCTBEHH MPOTYKTH
Ja ce oTimycka caMo 1o JIEKapcKo MpeanucaHue.

14. Homepa Ha pa3pelleHHETO 32 THPIroOBUS U pa3MepH ONAKOBKHU
Ne 0022-3333

Pa3mepu onakoBKH:

Kapronena xytus ¢ 6 Tabnetku (1 brucrep).

Kapronena kyTusi ¢ 12 tabnetku (2 biuctepHr ONakoBKH).
Kaprounena kytus ¢ 18 tabnerku (3 BirctepHr OMakoBKH).
Kaprouena kytust ¢ 24 tabnetku (4 biuctepHr ONakoBKH).
Kapronena kytus ¢ 30 tabnerku (5 biuctepHn onakoBkH).
Kaprounena kytust ¢ 60 tabnetku (10 BincrepHu onakoBky).

He Bcuuku pa3Mepu Ha OIakoBKaTa Morar Ja ObJaT MpeAaraHu Ha rasapa.
15. laTa Ha mocJjieAHATA PeJAKI[Us HA TEKCTa
{A/MM/ITTTT}

IToapo6Ha uHpopMaIs 3a TO3M BETEPUHAPEH JIEKAPCTBEH MPOAYKT MOJKE J1a HaMepuTe B 6azarta
nanau Ha Chro3a otHOcHO TipoaykTute (https:/medicines.health.europa.eu/veterinary ).

16. /lanHu 3a Bpb3Ka

[Tpurexaren Ha pa3pelIEHUETO 34 THPrOBUS U IIPOMU3BOAUTEI, OTTOBAPSIIIL 32 0CBOOOKIABAHETO HA
HApTUIN U JAaHHH 34 BPH3Ka 3a ChOOIIaBaHe Ha OpearoaracMu HeOJIAaronpusaTHH PEAKIINHN:
Chanelle Pharmaceuticals Manufacturing Limited

Loughrea

Co. Galway

Ireland

Tem: +353 (0)91 841788

vetpharmacoviggroup@chanellegroup.ie

22.10.2025 r.

X

[-P KPACUMWP 3/IATKOB
OVPEKTOP HA ANPEKLNA KBAM
Signed by: KRASIMIR YANKOV ZLATKOV
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