KPATKA XAPAKTEPUCTHUKA HA IPOAYKTA KbM JIMIIEH3
3A YIIOTPEBA NMNe 0022-2487

1. HAMWMEHOBAHHWE HA BETEPHHAPHOMEJTUITHHCKUS IIPOAYKT

Clavaseptin 500 mg oBycenu TabIeTKN 3a Ky4yera
Amoxicillin/Clavulanic acid

2. KAYECTBEH U KOJTMYUECTBEH CHCTAB
Beska tabneTka chabpixa:

AKTHBHH CYOCTAHINH:

Amoxicillin (kato amoxicillin tribydrate)...........ooovri 400,000 mg
Clavulanic acid (kato potassium salt). ... 100,000 mg
ExcnunuenTtn:

Kadap sxeneser okeHI (E172). .0 0,950 mg

34 TTRJIHMS CHMCHK HA EKCLMAMEHTHTE, BIK T. 6.1,

3. PAPMALEBTHYHA ®OPMA

TaGnetka.
Gexona Tabrnerka ¢ Gpazia, KOATO MOXKe Aa Objie pasjie/ieHa Ha ABe PABHU YaCTi.

4. KIUWHHAYHH JAHHHA

4.1 Bngope :HBOTHH, 32 KOHTO € Hpeaxasaaden BMIL
Kyuera.
4.2 TepaneBTHYHH HOKA3aHIU, ONPENeJCHH 38 OTAETHIITe BHA0OBE :KHBOTHH

Llpu KyueTa: JedeHue Wik NOAIOMAraHe IEIEHHETO Ha IIEPHOJAOHTAITHH HHEKIHH, NPHIUHCHH OT MHKPOOPTaHH3MH,
YYBCTRUTEHH KBM AMOKCHIWITMH B KOMOHHALIS ¢ KAIABYJIAHOBA KUCENUHa, kato Pasteurella spp., Streptococcus spp.
u Escherichia coli.

4.3 Ilporaronokasanus

Jla He ce M3II0/3BA NPH CBPBXTYBCTBUTENHOCT KbM TIEHHLIMITHE, KBbM APYTH cyOCTaHuMM OT B-akTaMHaTa rpyTia Wik
KbM HAKOH OT @KCLUTTHEHTHTE.

Jla He ce npuiiara Ha JKePOMITE, MOPCKH CBHHUETA, XaMCTEPH, 3AHLI U YUHUHAIIA,

Jla He ce npHsiara Ha KOHE W TIPEKUBHH JKHBOTHH.

Jla He ce M3MNONI3BA IpH MBOTHH CbC CePHO3HA JMCPYHKIMA Ha OLOpenwTe, npHyIPyKeHa OT aHyPHS WIH OJIMIYPHS.

I[a He ce M3NOoJ3Ba B CIyyad HA M3BECTHA PEIUCTCHTHOCT KbBM KOMGHHB.IJ,HHTa OT AMOKCHIIMIHH H KIaByliaHOBa
KHCCIIHHA.

4.4 CHenua s NpeANasHn MePKH 33 BCCKH BH KHBOTHH, 33 KOUTO ¢ npeanasnaved BMIL

Hama,
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4.5 CreuHATHN NPEANA3HE MepKH Npi ynoTpeda

Crennanii Opeana3iy MEPKH 34 AKHUBOTHUTE TIPH VHOTDGﬁ&Ta Ha IpOoAYKTa

ITpu >KMBOTHH ¢ HapylieHa geprHoapobHa H GuOpedna dyHKLMA MPOTYKTBT Ce NpHIAra ¢aMmo CTe/l TPELEHKa
10/132/pHUCK OT OTFOBOPHHA BETEPHHAPEH NIEKAP H JIO3HPOBKATA CC OIIEHABA BHHMATEIIHO.

[IpenopbHea ce NOBMUICHO BHUMAHHME MPH YIOTPeOa IPH MAJIKH TPEBOMACHH JKHBOTHH, PA3IHYHKU OT Te3u B T. 4.3.
Vnorpebara Ha mpogykTa TpsAGBa 1a ¢e OCHOBaBa Ha M3CJICABAHE 38 TyBCTBUTEIIHOCT.

MVrnioTpeba Ha NpoIyKTa, OTKAOHABAIIA C& OT HHCTPYKUkUTe, Aagenn B KX, MOXe [a yBesidH pasnpoCcTpaHeHHETO
Ha GAKTEpHH, PE3MCTORTHH KbM AMOKCHLUATHH/KIIABY/IAHOBA KHCEIMHA M MOKE A2 HaMaiH eeKIMBHOCTTA Ha
JIEUCHMETO ¢ IPYTH P-NAKTAMHH aHTHOHOTHIIM, NOPAIH HOTCHLMANA 33 KPbeTocana pesucTentnoct. TIpu ynotpeba Ha
TPOAYKTA TPAOBA Jia & B3eMAT Tpeasns OQULMATHITE ¥ PETHOHANHH aHTHMUKPOOHH nonuThky. He msnonseaiire B
chAyuyan Wa OakTepuasiHa HyBCTBHTCIHOCT KbM TACHOCHCKTBPHH TMEHHUMAWHH WIH KbM aMOKCHIMIHH KaTo
caMocToaTenHa cyOcTaHUus.

CrienMaHy NpeAnazHy MepKHU 3a JUlarTa, NPAIAratii BeTepHHADHOMCANIMHCKAA MTPOAYKT Ha KHUBOTHHTS

[enuupmanaTe 1 Ue)anocTIOpHHMTE MOTAaT Ja TPHYHHAT CBPBXUYBCTBMTENHOCT (aNEpPrus) Clefl HIDKEKTHpPaHe,
B/JMIIIBAHE, TIONTbLIAHE WIH KOHTAKT ¢ Koxkara. CBPLXUYBCTBHTENHOCTTA KbM IICHMLGUIMHH MOKe Aa AoBede 10
KPBCTOCAHH PEaKMH KBM Ue(asocTIopuRy 1 0Gpatio. TIOHSKOTa aNleprHyHUTE PEakIiWY KBM Te3H CyOCTaHLHH MOTaT
[a Ca CEePHO3HH.

1. He paGoteTte ¢ TO3H NPOAYKT, aKO 3HAETE, 9€ CTE CBPBXYYBCTBUTENHH HIIH 8KO CTe OWIH [IOCHBETEAHH fa He
paboTHTe ¢ TAKHBA IIPOAYKTH.

2. PaGoTeTe ¢ TO3M NPOAYKT MHOIO BHAMATENHO, 3a j1a H30¢IHETe KOHTAKT, KATO B3eMETE BCHUKH TIPETIOpbIaHu
TIPe/ITa3HH MEPKH. '

3. AKO ClTeJT KOHTAKT CE [OABAT CHMITTOMH, KATO HAlIPUMEP KOXKeH 00pHB, He3a0aBHO [a CE NOTLPCH METHEHHCKH
CHBET, KATO Ha JISKaPs CE [Pe/(0CTABH JIMCTOBKATA WIIM ETHKETA Ha NpOKYyKTa.

OTOKBT Ha JIMEETO, YCTHUTE HITH OUHTE VITH 3aTPYAHEHO JHINAHE Ca MO-CEePHOIHHTE CHMIITOMM M M3HCKBAT CRISILHA
MeIHUMHCKA IIOMOIIL,

HamuiiTe priiete cu cnen pabota ¢ TabneTKHTE.

4.6 HeGaaronpusstHH peakmun (1ecToTa H BA)KHOCT)

TToBpbUiaHe U JAUAPHS MOTAT fla ce HabmoaaBat MHOTO psfKo. JlederneTo Moyke na Obe NPEKPATEHO B 3aBUCHMOCT
OT TexecTTa Ha HeGNaronpyaTHATE PSakiAH U OLEHKA 110/133/PUCK OT OTTOROPHMA BETEPUHAPEH NeKap,
PeakIMuTe Ha CEPBXUYBCTBHTENHOCT (IePrUyHi KOXHH PEaKUMH, aHAPHAAKCHS) MOraT 1a ce HabJIoJaBaT MHOro
paaxo. B Te3n cimyuan npaiaratero Tpadea ia ce NPEKpaTh 1 Ja C¢ HASHATH CHMNTOMATHYHO JICHCHHUE,

YecToTaTa Ha HeGIArONPHATHATE PEAKLIMHE CE OFPE/era Ypes ceHaTa Kiacupurar:

- MHOTO "4cCTH (rfoBeve oT 1 Ha 10 TpeTUPAHH XKHBOTHH, TIPOABABALIN HEOIATONPHSTHH PEAKLIHH)

- yecTH {HoBeye OT 1, HO 110-Mako oT 10 xUBOTHM Ha 100 TpeTHpPaH KUBOTHM)

- e wecTH (oBeye o1 1, Ho mo-Masiko ot 10 xrBoTHH Ha 1,000 TpeTupany }KHBOTHH)

- pejgn (moBeue ot 1, Ho mo-manko ot 10 skusotan na 10,000 TpeTupany KHBOTHY)

- MHOTO peaKH (1o-mako oT 1 xuporro ua 10,000 TpeTHpaHy EBOTHH, BKIIOUATEHO H30THPEHH CHOOLUCHHS).

4.7 Ynorpebda 110 Bpeme HA 6PEMEHHOCT, JIAKTAL NS HIIH siiueHocene
Be30MacHoCTTa Ha IPOYKTa He ¢ OKa3aHa no BpeMe Ha GpeMeHHOCT U aktaips. JlabopaTopHuTe 1poy4BaHHs TIPH

MIBXOBE HE MOKA3RAT HUKAKBH JI0KA3aTCICTBA 3a TEPaTOrcHHOCT, Q)BTOTOKCHHHOCT HIH TOKCHUHOCT 3a Maiikata.
Hamonsgalite caMo B CLOTBETCTBHE C OUEHKa Ha ChOTHOMICHHETO nonsa/pplcm OT OTIOBOPHHA BETEPHHADEH JICKap.

2/5

RS Ju— [ e e e e geEn e = e it e PR, smrnms o e




4.8 BianmogelicTBIe ¢ APYIT BeTePHHAPHOMETHIIHHCKH HPOAYKTH H ApYyrH opMu HA B3AHMOJEHCTBIE

BakTepHUHAHATA AKTMBHOCT HA aMOKCHIUMITHMHA MOXe fa Objie MOHMIKEHA OT CAHOBPEMEHHOTO NPHIAraHe Ha
GaKTEPHOCTATHYHH CYBCTAHIIMA KATO MAKPOIHIH, TETPALMITHHI, Cy1OHAMU/A W XITOPAMpEHHKOIL.

Tpsabra na ce B3eME [IPSTBHA BE3MOMKHOCTTA 3 ANEPrUYHA KPhCTOCAHA PEAKLIMA C APYTH MECHHULMTITHI.
TTeBHIANMHATE MOTAT J1a YRETHIAT eeKTa Ha aMUHOTIMKOSHATE.

4.9 Hdosa ¥ HATHH Ha HPHIOKEHHE

3a LIEpOPANHO TPHIOHKCHHS.
3a HJa ce rapaHTHpa IpaByJiHaTa AO3UPOBKA, TEJleCHaTa Macd Tp}I6Ba Ja ce onpenesin Be3MOXKHO Hal\;I-TOT-EHO, 34 Aa ce
w3berte HaMaJIBAHETO Ha A03aTa.

[penopburresHara 03a Ha npoayKra ¢ 10 mg aMOKCHLMIINHA/2,5 Mg KIaBYIAHOBA KICeTHHA HA kg TenechHa Maca Apa
ITBTH AHEBHO 4pe3 HepOPaniHO TIPUIGKEHHS NpH Kydera, T.€, | Tabnetxa Ha 40 kg TemecHa maca Ha BCCKH 12 4aca,
CBIVIACHO CJIe/THATA TabIHLa:

Tesrecna maca (kg) Bpoii TabneTky ABa GTH JTHEBHO
> 30,1-40] 1
[> 40,1-60] 1%
[> 60,1-80] 2

Ba KydeTa NpH TEKKH NEPHOJOHTANHH HH(EKHH o3aTa Moxe ja Obie yABoeHa 1o 20 mg aMOKCHLIMIMH/S mg
KJIaByIaHOBa KHcenmuHa/kg TenecHa Maca ABa TTBTH AHEBHO.

[TpoaBMKHTENHOCT HA JISHEHHUETO!

- 7 IHY 34 fie4eHye Ha MEePHOAOHTAIHH AMEKIINY MPH KyJeTa.
4.10 TIpemosupane (CHMHTOMH, CHELIHH MEPKH, AHTHAOTH), AKO € HEOOXOAHMO

HpI/I IIpujarane B npoAsIDRCHHC HA 28 nne Ha nosa, TpH II'6TH MO-BHCOKA OT TPENOPBUATSIHATE CE Ha6n}0;[aBa
JHapus NpH KydIeTa. an CITy4au Ha [Ipe/I03UpaHe clenBa Aa ce TIPOREAE CUMIITOMATHYHA TCPANHA.

411 KapeHTeH cpoK/KapeHTHH CPOKOBe

He e npunoskumo.

5. GAPMAKOJOI'AYHN OCOBEHOCTH

DapMakoTEpaNeBTHHHA TPyNa; AHTHHH(EKLHOHH 32 CHCTEMIA YNIOTPe6a; AMOKCHIIIMH H SH3UMEH HHXHOHTOP.
BetepunapromenunuHcki Anaromo-Tepanestraen Koy QJ01CRO2

5.1 dapmaxoTUHAMHIHE CBOHCTEA

AMOKCHUMIEHET ¢ AMHHOGCHIWIIECHVITINHE OT TPynata Ha [-maxTaMHHTE NEHHITHIMHM, KOMTO 0pefoTBpaTABa
ofpazysaneTo Ha GaKTepualHaTa KIETHUHA CTCHA Upe3 HaMeca B KPAHHILT eTal Ha CHHTE3d Ha MElTHAOTITHKAH.

KnapynanosaTta KucenHHa € HeoOpaTHM MHXMGMTOP HA BBTPEKIETHYHHTE H M3BBLHKIECTEIHHTE B-nakTamaz, KOHTO
nPeJITa3Ea AMOKCHLIMHA OT HHAKTHBMPAITIOTO AEHCTBHE HAa MHOJKECTBO P~ITaKTaMasH.

3/5

N R PPN ——— bt i [ e e n PN ¢ g




AMOKCHLWIHH/KNABYNaHAT MMA IIHPOK CIEKTLP Ja aKTHEHOCT, KOWTO BIULIOYBA -TaKTamasa, IPOM3BCIK/IAIA IaMoBe
KaKkTO Ha | paM-IONOXHTEAHH, Taka M Ha I'paM-orpuuarennn aepobH, (akyITaTHBHHM anaepobu ¥ OGJIMraTHH
anaepoln.

[Ipw arca Ha KOHKPETHH FPAHHTHKM CTOHHOCTH 32 KMBOTHH, HOJLYHYCHHTE TPAHHYHH CTOMHOCTH 32 X0Opa (noxyMeHT
M100-S) Morat na GhIaT U3NOM3BAHM 38 BCHUKH BHIOBE JKMBOTHH/DaKTepHATHH BHAOBE/KOMOMHUPAHH HHEKIHMH:
Crapunoxoxu:; qyserurennm: MIC < 4/2 pg/ml, yeroitwmmn: MIC > 8/4 pg/ml

Jlpyrs opramamy; gyscterTenam: MIC < 8/4 pg/ml, yerotunsu: MIC > 32/16 pg/ml

IIpu napojioHTalmHM MHdexuuy npH Kydera B Eepoma (uzomaru sa 2002 T. oT @panuud, lepmanms v benrus)
KOMOMHALMATA AMOKCULIAMHH/KIABYJIAHOBA KMCEeNHHa B ChOTHOMEHWe 2/1 nokasea clejHWTe JaHHK 32
yBCTBHTEIIHOCT:

Pasteurellaceae: MICoo: 0,4/0,2 pg/ml,
Streptococcus spp.: MICso: 0,4/0,2 pgiml,
Escherichia coli: MICsp: 5,3/2,6 ug/ml,

PE3sHCTEHTHOCTTA KbM P-NAaKTaMHUTE aHTHOHOTMLE CE Meauvpa INaBHO OT [-TaKTamas, KOMTO XHJPONH3HpaTr
AHTHOMOTHLIM KaTO aMOKCHITUITHH.

Mogennte Ha TYBCTBHTE/IHOCT W PESHCTCHTHOCT MOFaT Aa BapHparT B 3aBUCHMOCT OT FeOI‘pa(bCI{HH paﬁOH H
6&I{TepI’IEU"IHHH 1AM | Morar Jig c¢ NpOMEeHAT BLB BPEMETO.

5.2 PapMakoKTHETHIHH 0CO0eH0CTH

Cres mepopaneH NpHeM B MPEToPbUHTENHATA 7032 NpH Kyuera abcopbupara Ha aMOKCHIMIMH W KNaBy/IaHOBA
KHcenuHa e Gbp3a. MakCHMaIHaTa IWIA3MeHa KOHIIEHTPALMA Ha aMOKCHLHIHH 0T 8,5 ug/ml ce goctura 3a 1,4 yaca, a
MAKCHMAaNHATA [1a3MeHa KOHNEHTpalys Ha KiaBylaHoBa kHcenuna ot 0,9 pg/ml ce noctura 3a 0,9 vaca. 1leproast
Ha Moy KHBOT ¢ 1 vac 3a fipete cyOCTaHITHM.

EnumuHamsTa csilo e 6upsa, 12% ot amoxeHimud 1 17% 0T xiaBylaHOBA KMCENIMHA C¢ CKCKPETHPAT ¢ yprHaTa.
OCTATBKET €& OT/(ENs KATO HeAKTHBHH METabONHTH.

Cnea MHOTOKPATHO HEPOPAHO TIPHIOKEHHE B TIPENOPBYUTENHATA 1033 HAMA HATPYHBAHC HA AMOKCHLUAIHL WM
KNABYJIAHOBA KHCEAMHA 1 CTa0HIHOTO CHCTOAHHE CC 10CTHTA OBP30 CIIeft [IbPBOTO TIPHIIOMKEHHE.

6. GAPMATTEBTUYHU OCOBEHOCTHU
6.1 CHichbK HA eKCUMITHEATHTE

Kadsns scermezen oxeng E172
Kpocnosrzmon

[osmaos K25

CHnvLHER JHOKCHL
MUKpOKpPUCTANHA LETYN03a
Apomar Ha depHHI apod
ApoMar Ha ApoNIuTe
Marresuen creapat
XHnpomenosa

6.2 OcHOBHH HeChBMECTHMOCTH
He ca n3secTHH.
6.3 Cpox Ha rognocr

CpoK Ha roAHOCT Ha KPAHHA BETEPUHAPHOMETHLMHCKH LPOAYKT: 3 TOOHHM
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Cpox Ha TOJIHOCT CIie/] ITHPBO OTBAPSHE HA NBPBHYHATA OMAKoBKa: 16 Jaca.
6.4. Choenua/gH YC/IOBHA 32 CbXPAHEHNe HA NPOAYKTA

Ha e ce cpxpansea Haj 25° C. CeXpaHaBaHTe B OPUrHHATHATE ONAKOBKA.
BbpHeTe Beska pasTionobena TabieTka B OTBOPeHuA GIHCTEPH 5 M3MON3BAKTE B paMKuTe Ha 16 Haca.

6.5 Bua n cpeTaB na NBPBHMHATA ONAROBKA

Anyvunuit/anymuraii 6muctep ¢ 10 rabnerxn/6mmcTep

Kaprouena xytmsa: Onaxosxu ot 10, 20, 50, 100, 120, 150, 200, 250, 300, 400, 500, 600, 750 u 1000 tabnetru.
He BcHukM pasMepu Ha OrNakoOBKaTa Morar Aa Ob/(@T mpejiarani Ha nasapa.

6.6 CrenuaTHE MEpKH 32 YHHINOKABAHE HA HEH3NIV3BAH MPOAYKT HIH OCTATHLIM OT HEro

Bcekn HenM3non3sad BETEPHHAPHOMEIRITMHCKH TIPOIYKT HIIKA OCTATLLUM OT Hero TpabBa fa GhAaT YHHIIOKEHH B
¢HLOTBETCTBHE C H3UCKBAHMATA HA MECTHOTO 3AKOHOIATE/ICTRO.

7. HPHATEXATEJ HA JATIEH3A 3A YIIOTPEBA

Vétoquinol SA

Magny Vernois

F-70200 Lure, France

8. HOMEP HA JIMTIEH3A 3A YIHOTPEBA

0022-2487

9. JATA HA TBPBOTO U3JABAHEMIOAHOBSBAHE HA JIMIEH3A 3A YIIOTPEBA
16/02/2015

10, JATA HA ITOCJTENMHATA PEJAKIAA HA TEKCTA

12/2019

3ABPAHA 3A ITPOJTAKBA, CHAB/JSIBAHE W/WJIH YIIOTPEBEA

He e npunoxumo.
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