JIMCTOBKA

1. HaunmeHoBaHNe HA BeTePUHAPHUS JIEKAPCTBEH NMPOAYKT
CLAVASEPTIN 750 mg oBkyceHu TaOJIETKH 3a KydeTa

2. CncraB

Bcesika Tabnerka chbpiKa:

AKTHBHH BelllecTBAa:

AMOXICHTIN. ..o 600 mg
(CrotBercTBa Ha amoxicillin trihydrate)....... 688,69 mg
Clavulanic acid.........c.cccevviiveviieie e 150 mg

(CwotBercTBa Ha potassium clavulanate)......178,69 mg

IToMomHHU BelecTBAa:
Kadse xenesen okeua (E172)........cevenin, 1,43 mg

[Iponbarosaty, mouru Oenu 10 KahEeHUKABH METHUCTH Ta0JIETKH C JACIUTEIHA YepTa OKoJIo 24 mm.
TabnerkaTta Moxe Aa ObJe pasJiesieHa Ha YSTHPH PaBHHU YacTH.

3. Bupnose :knBoTHH, 32 KOUTO e npeanasnaven BJIII

( ( Kyuera.

4. Iloxka3zanus 3a ynorpeda

Jleyenne Ha MHQEKINH, TPUIHHEHHA OT OAKTEPUH, YYBCTBUTEIHN KbM aMOKCHUIIMIIMH B KOMOMHAIHS C
KJIaBYJIaHOBA KHCENMHA (BKIIIOUMTEITHO OeTajakTaMasa MpoAyIHpAaIH IIaMOBE), TTO-CIIEIIHATHO:
o Koxun nH(pEKIHY (BKIFOUYUTENHO IHJIOOKH U IOBEPXHOCTHHU MHOACPMUH, PaHH, a0CIIECH),

npuunnenu ot Staphylococcus spp., Streptococcus spp. u Pasteurella spp.

Nudexkunn Ha muxaTenHuTe MHTUIIA (CHHY3UT, PUHOTPAXEUT, OPOHXOITHEBMOHWS ), TPUIHHEHU
ot Staphylococcus spp. u E. coli.

Wudekiuu Ha ycTHaTa KyxuHa (JIMraBUIUTE ), IPHYMHEHU OT Streptococcus spp. u Pasteurella
spp.

Nudekimu Ha MUKOYHKUTE bTHINA (HehpuT, nuctuT), mpuunHenu ot E. coli, Klebsiella spp. u
Proteus mirabilis.

Nudekimn Ha XpaHOCMHIIATETHUS TPAKT, 0COOCHO raCTPOCHTEPHT, MpUuIrHeHu oT E. Coli.

5. [MporuBonokazanus

Ha He ce u3MOI3Ba NPU CBPBXUYBCTBUTEIHOCT KbM MNEHULWIMHH, KbM ApPYrH BemlecTBa OT [3-
JJaKTaMHaTa rpyna Wik KbM HSIKOE OT TOMOLTHHUTE BEIIECTBA.

Jla He ce mpuara Ha JKepOUIIN, MOPCKH CBHHYETA, XaMCTEpH, 3alllM ¥ YNHIHMIIN WU JPYTH ApeOHU
TPEBOIIACHU KUBOTHH.

Ja He ce u3MoI3Ba NPH )KUBOTHU ChC CEPHO3HA AUCPYHKLUS HA ObOpenuTe, NpUAPYKEHA OT aHypus
WJIH OJIUTYPHSI.
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I[a HE CC€ IIpujiara Ha KOHE U IMPECKUBHU )KUBOTHH.

6. CrnenunajiHu npeaynpe:xRaeHus

CrienManHy IpeTynpesKaCHUs:

JlokazaHa e KphCTOCaHa PE3UCTEHTHOCT MEXKY aMOKCHIIMIINH/KIIaBYJIaHOBA KUCETIMHA U B-TaKTaMHH
aHTHOMOTHLU. YTIOTpebaTa Ha BeTEpUHAPHUS JIEKApCTBEH MPOAYKT TPsiOBa 1a ce 0OMHCIH
BHUMATEJIHO, KOTAaTO TECTHT 32 YYBCTBUTEIHOCT € MOKa3all pe3UCTEHTHOCT KbM OeTaTaKTaMHH
AHTUOMOTHIIN, THH KaTO HeroBara e(peKTUBHOCT MOXE /1a ObJIe HaMaJieHa

Pesucrenren Ha Mmetunmue S. aureus (MRSA) u pesuctenten Ha MetuiuH S. pseudintermedius
(MRSP) ca uzonupanu npu KOTKM B Ky4eTa ¢ MPOLEHT Ha PE3UCTEHTHOCT, KOMTO BapHupa B Abp:KaBUTE
ot EC.

Jla He ce W3MON3BA B CllyyaW HAa W3BECTHA PE3UCTEHTHOCT KbM KOMOWHAIMSTA OT aMOKCHIMIIUH U
KJIaBYJIaHOBA KHCEJINHA.

Jla He ce M3MOI3Ba B CITydau Ha mpeanoiaraeMu win noTBbpaeHrn MRSA/MRSP nndexnwm, Tl KaTo
M30JIaTHTE TPSIOBA JIa Ce CUUTAT 3a PE3UCTCHTHU KbM BCHUKH [3-IAKTAMH, BKITFOUHTEITHO
KOMOMHAIMATA aMOKCHIIWIIMH/KJIaByJIaHOBA KHCEIIMHA.

CrnoO1iaBa ce 3a Bucoka pesuctentHocT (1o 100%) npu u3onaru Ha E. coli oT nHpeKIuy Ha Koxata u
MEKHUTE ThKaHHU MPH Ky4eTa.

Crenuanaiy npeana3sHyu MEPKH 3a Oe30lacHa ynoTpeba Ipy BUIOBETE KUBOTHHU, 3a KOUTO €
npennaszHauern BJIIL:

[pu xMBOTHU ¢ HapylIeHa YepHOIpoOHa 1 ObOpeuHa QyHKIMA yrnoTpedaTa Ha BETCpUHAPHUS
JIEKapCTBEH NPOIYKT TpsIOBa Aa ObJe MpeaMeT Ha MpeleHKa M013a/pUCK OT OTTOBOPHHS BETEPHUHAPCH
JIeKap W TO3MPOBKATA J]a Ce OLICHSIBAa BHUMATEITHO.

Ynorpebara Ha BeTepHHAPHHUS JICKAPCTBEH MPOIYKT TPSOBA J1a C€ OCHOBaBa Ha UACHTU(DUIIUPAHE U
TECTBaHE 32 YyBCTBUTEITHOCT Ha MPULIETHUA(UTE) TATOTeH(H).

AXO TOBa € HEBB3MOXKHO, JICUCHUETO TPSOBA J1a Ce OCHOBABA HA CMUIEMHOJIOTUYHA HHPOPMAIIUS 1
IO3HaHUA 3a YYBCTBUTCIIHOCTTA HA IECJIICBUTC ITaTOTCHU Ha MeCTHO/peI‘I/IOHaIIHO HUBO.
W3non3BaHeTo Ha BETEPUHAPHUSIT JICKAPCTBEH MPOAYKT TPsiOBa 1a ObJie B ChOTBETCTBHUE C
o(uIMaTHITE, HAITMOHATHUTE M PETHOHATHHUTE MPaBKia 3a ynorpeba Ha aHTUMUKPOOHH CPE/ICTBA.

AMUHOTICHUITWIMHUTE B KOMOMHAIIMS ¢ OeTalakTaMa3Hu HHXUOUTOPH ca B KaTeropus ,,C” ChIIIAaCHO
AMEG. AHTHOHOTHK C ITO-HUCHK PHUCK OT CEJEKIIHS Ha aHTUMUKPOOHA PE3UCTEHTHOCT (TIO-HUCKA
kareropus ceriacHo AMEQG) creiBa f1a ce u3Iosi3Ba 3a IbpBa JUHUS Ha JIEYeHHEe, KOTaTo
W3CIIeIBAHETO HA YYBCTBUTEITHOCTTA KbM JIEKAPCTBA IMOKa3Ba Bh3MOYKHA e()UKACHOCT Ha TO3H MOIXO/.
AHTHOMOTHYHA Tepanus C TECEH CIEKTHP Ha JEWCTBHE C TIO-HUCHK PUCK OT CEJICKIIHS Ha
AHTUMUKPOOHA PE3UCTEHTHOCT CJIE/IBA JIa C€ M3IIOJI3BA 32 IIbpBa JIMHUS Ha JICYEHHE, KOTaTO
W3CIIeIBAHETO HA YYBCTBUTEITHOCTTA KbM JICKAPCTBA IMOKa3Ba Bh3MOYKHA e()UKACHOCT Ha TO3H MOIXO/.
TabnerkuTe ca apoMaTu3upanu. 3a Ja n30erHere ciay4aiiHoO NOTTbIIaHe, ChbXpaHiABaiTe TaOJIeTKUTe Ha
MSICTO, HEAOCTBITHO 32 KHMBOTHHTE.

Tpsi6Ba na ce B3eMe NpeABU]] Bb3MOKHOCTTA 32 aJlepriiHa KPhCTOCaHa PEaKTHBHOCT C IPYTH
MEHULIWIAHH.

CHC]_II/IaJ'IHI/I Oopeanasii MEPKHU, KOUTO TD$I6Ba Ja B3EMEC JTMIICTO, IMpujaramo BETCPUHAPHUA
JICKAPCTBCH IIPOAYKT HA X KUBOTHHUTC:

[eHumumuHUTE 1 1IePATOCIIOPUHUTE MOTAT Ja MPUYUHAT CBPhXUYBCTBUTEIHOCT (QJIeprus) cle/
WHKEKTHpaHe, BAUIIBAHE, TTOTIIBIAHE WIN KOHTAKT C KokaTa. CBPBXIyBCTBUTEITHOCTTA KbM
MEHUIMIIMHU MOXKE Ja IOBEJIE 10 KPhCTOCAHU PEaKini KbM Hedaiocoputu u oopamuo. [lonskora
QIEPTUYHUTE PEAKIIMH KbM TE€3H CyOCTaHI[UM MOTAT J1a Ca CEPHO3HHU.

2/5



He pabotere ¢ TO3u BeTepuHapeH JIEKApCTBEH MPOJYKT, aKO 3HAETE, Y€ CTC YYBCTBUTEIIHU HIIH aKO CTE
OWITM TIOCHBETBAHM J]a HE Pa0OTUTE C TAKWBA MIPOAYKTH.

PaGorere ¢ To3u BeTepuHAPEH JICKAPCTBEH MPOAYKT BHUMATEITHO, 32 J1a U30ETHETE SKCIIO3UIIUATA,
KaTo B3€METE BCHUYKHU MPEMOPHUUTEIIHN TPEANTa3HI MEPKHU.

AKO cie1 KOHTaKT C€ TOSBIT CHMIITOMH, KaTO HalpuMep KOJKeH 00prB, He3a0aBHO Ja ce MOThPCH
MEJIUIIMHCKH ChBET, KaTO Ha JICKAPs CE MPEIOCTABH JMCTOBKATA WU €TUKETA Ha MPOYKTA.

OTOKBT Ha JIUIETO, YCTHUTE WIIM OYUTE WM 3aTPYHEHO JUIIAHE Ca TI0-CEPUO3HUTE CUMITOMU U
M3UCKBAT CIIEIIHA MEAMIIMHCKA MTOMOIII.

W3mwuiiTe pwiteTe cu ciie paboTa ¢ TaOJIeTKHTE.

CrnyuaifHOTO TIOTJThIIIAHE HA BETEPUHAPHUS JIEKAPCTBEH MPOAYKT OT JAETE MOXKE J1a € OIacHo. 3a J1a ce
M30€rHe CIIy4aiiHO MOTTbIIaHe, 0COOCHO OT JIETE, HEU3IMOI3BAHUTE YaCTH Ha TaOJCTKUTE TPsiOBa ja ce
BBPHAT B OTBOPEHOTO NMPOCTPAHCTBO Ha OJIMCTEPA U Jia CE MOCTABIT 00PaTHO B KAPTOHEHATA
OIIAKOBKA.

[Ipu cmyuaitHO moripmiaHe, He3a0aBHO /Ja c€ IMOTHPCH MEIWIIMHCKH CHBET, KaTo Ha JieKaps ce
MPEAOCTAaBU JTUCTOBKATA WM €TUKETA HA IPOYKTA.

BpeMeHHOCT M TaKTalus:

BezonacHocTTa Ha BeTepuHAPHHUS JIEKapCTBEH MPOAYKT HE € JOKa3aHa 10 BpeMe Ha OpEMEHHOCT HITH
JaKTauus.

JlaGopaTopHuTe Npoy4BaHus IIPH IUIBXOBE HE ITOKA3BaT HUKAKBHU J10KA3aTEICTBA 3a TEPATOI€HHOCT,
(ETOTOKCHYHOCT WJIM TOKCHUYHOCT 32 MalKaTa.

[Ipunara ce camo ciex mpeLeHKa Mnoja3a/puck OT OTTOBOPHUSI BETEpUHAPEH JIeKap.

B32H/IMOI[€I710TBI/IC C APpYIryu BETCPHUHAPHH JICKAPCTBCHHU MPOAYKTH U APYTH d)ODMI/I Ha B3aI/IMOI[CI\/'ICTBI/Ie§

BakrepruuunHaTa akTHBHOCT HA aMOKCULIMJIMH MOXe Jja ObJie HaMaJleHa OT eJHOBpEMEHHAaTa yrnorpeda
Ha 0aKTEPHUOCTATUYHH BELIECTBA KATO MAKPOIUIH, TETPALMKINHY, CYI(POHAMUIN U XJIOPaM(PEHUKOI.
[lennumnuHUTE MOTAaT 12 yBeNIn4atT eekTa Ha aMHUHOTIIMKO3UIUTE.

IIpenosupane:
[Ipu Tpu IbTH penopbUYUTETHATA 032 33 IEPUOA OT 28 AHM ce HaOII01aBa AUApHs MPH KydyeTa. B

CIIy4ail Ha Mpe03MpaHe ce MPENnopbuBa CUMIITOMATUYHO JICYEHHE.

OCHOBHU HECHBMECTUMOCTH:
He ca usBecTHH.

7. HebaaronpusiTHu peakuuu

Kyuera.

MHoro peaxu (mo-manko ot 1 Ha 10 000 Tpetupann Tospbmanel, tuapns.

YKUBOTHH, BKJIFOUUTEIIHO H30JIUPAHU ChOOIIECHUS): PeaKis Ha CBPXUYBCTBHTETHOCT (KOKHN

aJEprUYHU PEAKIUN?), aHaQUIaKCUs

1) Jleuenuero Mosxe 12 ObJle IPEKPATEHO B 3aBUCHUMOCT OT TEKECTTa Ha HexelaHuTe eeKTH U
MIPEIIeHKa I0J13a/PUCK OT OTTOBOPHUS BETEPUHAPEH JISKap 2B Te3u Cilydawd MpujiaraHeTo TpsiOBa aa ce
MIPEKpaTH M J1a C€ Ha3HAYM CUMIITOMATHYIHO JICUCHHE

Cro0maBaHeTo Ha HEOIArOMPUSATHH PEAKIIUH € BaxkHO. ToBa MO3BOJISIBA HEMTPEKhCHAT MOHUTOPUHT Ha
0e301acHOCTTa Ha TPOAYKTa. AKO 3a0€JIeKUTE HIKAKBU HEOJIArONMPHUSTHU PEaKIIUU, BKITFOUUTEITHO H
TaKuBa, KOUTO HE Ca OMMCAHU B Ta3W JIUCTOBKA MJIM MUCIINTE, U¢ BETCPUHAPHIS JICKAPCTBEH MPOTYKT
He JIEHiCTBa, CBhP)KETE ce IMbPBO ¢ Bamus BeTepuHapeH nekap. MoskeTe ChIIIo 1a ChoOmaBaTe
HEOIAronpHsITHA PEaKIMK Ha TIPUTEKATEIS Ha pa3peIeHUETO 3a ThPTOBUS U MECTHHS
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MPE/ICTABUTEN HA MPUTEKATEISI HA Pa3pelIeHHETO 3a ThPTrOBHUS, KaTO U3I0JI3BATE JTAHHUTE 32 KOHTAKT
B Kpasi Ha Ta3u JMCTOBKA WK upe3 Bamara HanmoHanHa cucTeMa 3a cho0laBaHe: {IoApOOHOCTH 32
HaI[MOHAIHATA CHCTEMA }

8. Jlo3upoBKa 3a BCeKH BH] ’KUBOTHO, HAYHMHU W METO/] HA MPUJIOKEHHE
ITepopanHo npunoxeHue.
[IpemmoppunTenHaTa 032 Ha BETEPUHAPHUS JieKapcTBeH NpoaykT e 10 mg amokcwmmmms/ 2,5 mg

KJIaBYJIaHOBA KHCENWHA Ha kg TenecHa Maca JBa bTH JHEBHO, T.e. | TabneTka Ha 60 kg TenecHa maca
Ha Bcekd 12 yaca, B MpOABIDKEHNUE Ha 5 10 7 IHU, CHIVIACHO CliefHaTa Tabnuua:

Tenecna maca (kg) Bpoii TabneTky qBa MbTH AHEBHO
[20,1-30] P2
[30,1-45] Ya
[451-60] 1
[60,1-75] 1%
[751-90] 1'%

[Ipu Texxku citydan 103aTa MOXKE Jia Ce YABOH I10 IIPEIICHKAa Ha OTTOBOPHUS BETEPUHAPEH JIEKap.

[IpoabJDKUTEIHOCT HA JICUEHUETO:

3a BCUUKU MTOKA3aHUsI B IOBEYETO CIy4Yau € JOCTAaThYHO JIEYEHUE OT 5 10 7 JHHU.

B ciyuail Ha XpOHWYHH WK TTOBTAPSIIN ce HH(EKINH MOKeE /1a € He0OX0IMMO JICYEHUETO J1a
MPOIBIKA 2 10 4 CeTMUIIH.

9. CobBeTn 3a NMPAaBUJIHOTO IpUWJIaraHe Ha IpPoaAyKTa

3a rapaHTHpaHe Ha NpaBHIHA JO3MPOBKA TEJECHATa Maca TpsOBa Ja ce ONpeieid Bb3MOXHO Haid-
TOYHO.

10. KapenTHu cpokoBe

He e npunoxumo.

11. CrneumaJjHu ycj0BHS 32 CbXpaHeHUe

Jla ce chxpaHsiBa Jajied OT MOTJIe/Ia U Ha HEAOCTHITHY 3a Jiella MecTa.

To3u BeTepUHAPEH JICKAPCTBEH MPOIYKT HE M3MCKBA HUKAKBH CIICIIMATHN YCIIOBHS 33 ChbXpaHCHHE.
Cpok Ha TOAHOCT CJIe/ IbPBOTO OTBAPsHE HAa IBPBUYHATA OMAKOBKa: 48 Jaca.

BrpHete Besika gacT ot TabneTkaTa B OTBOPEHATa OJUCTEPHA ONIAKOBKA U S U3IIOJI3BANTE B PAMKHUTE Ha
48 yaca.

Jla He ce u3M0J13Ba TO3M BETEPUHAPEH JICKAPCTBEH MPOAYKT CJIe M3THYaHEe CPOKa Ha TOJHOCT, IIOCOYEH
BBPXY KapTOHa Cliejl Cpoka Ha TOAHOCT. CpOKBT Ha TOAHOCT OTrOBaps Ha MOCJICIHUS J€H OT TO3U
Mecell.

12. CrneumajHu npeanasHu MEPKH MPH YHULOKABAHE
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BerepunapHuTe JeKapCTBEHH MPOIYKTH HE TPsAOBa 1a ObAaT U3XBBP/ISHH Ype3 OTIIaHU BOIU WU
OUTOBHU OTIIAIBIIN.

W3znon3Baiite mporpaMu 3a BpbIaHe IPU YHHUIIOKABAHETO HA HEU3ITOJI3BAHH BETCPUHAPHU
JIEKApCTBEHU TIPOJYKTH WIIM OCTATBIU OT TAX B ChOTBETCTBHE C M3UCKBAHUSTA HA MECTHOTO
3aKOHOMATEJICTBO M C BCHYKHM MPHIOKUMU HALIMOHAIHN CHCTEMH 3a chOoupaHe. Te3u MepkH Iie
ITOMOT'HAT 3a Ola3BaHE Ha OKOJIHATA Cpeia.

[Nonwuratite Bamus BeTepruHapeH jiekap win GpapMaleBT Kak Ja YHHUIOKUTE HCHY)KHU BETCPUHAPHU
JICKaPCTBEHU TPOIYKTH.

13. Kuacupukanusi Ha BeTepUHAPHUTE JIEKAPCTBEHH MPOAYKTH

Z[a CC OTITYCKa CaMO IIO0 JICKAPCKO MpEAINMCaHune.

14. Homepa Ha pa3pelieHHETO 32 THPrOBUS U Pa3MepPH ONMAKOBKHU

0022-3113
Onaxkogku ot 10, 100, 250, 600 Tabnerku. He Bcuuku pa3mMepu Ha OrmakoBKaTa Morat Jia Obaat
Mpe/yiarany Ha Tasapa.

15. laTa Ha mocJjieHATA PeJAKI[Us HA TEKCTa
02/2025

[Honpo6Ha mH(OpMaNKs 32 TO3HU BETEPUHAPEH JIEKAapCTBEH MPOIYKT MOXKE J]a HaMepuTe B 0aszara
nanuu Ha Cero3a otHocHO npoavkrute (https://medicines.health.europa.eu/veterinary).

16. [lanHwm 3a BpBb3Ka

HDI/ITC)KaTeJI Ha paspCiIcHUCTO 34 ThProBuAd U MMPOU3BOANTECII, OTTOBAPAIIL 34 OCBOGO)KZ[aBaHeTO Ha
napTuan:

Vetoquinol S.A.

Magny-Vernois

70200 LURE

Dpanums

Mectan OpCACTABUTCIN M JaHHHW 34 BPH3Ka 34 C’LO6I]_IaBaHe Ha npeanojaracmMu H€6J13,FOHDI/I$ITHI/I
pCaKIu:

Bo3paxnane-Kacuc OO]]
”BboTteBrpajcko moce* 348
1839 Codus

beiarapus

Ten: +359 885725244

ﬁ Recoverable Signature

X

A-P KPACUMWP 3/JATKOB
AWNPEKTOP HA IMPEKLIAA KB/
Signed by: KRASIMIR YANKOV ZLATKOV
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