KPATKA XAPAKTEPUCTHUKA HA ITIPOAYKTA
KBbM PA3ZPEIHIEHHUE 3A THhPI'OBUS C BJIII Ne0022-3113

1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

CLAVASEPTIN 750 mg oBkyceHU TaOJIETKH 3a KydeTa

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Bcska Tabnerka chabpika:

AKTHBHH BellleCTBA:

AMOXICHTIN.....cviiiiei 600 mg
(CrotBerctBa na amoxicillin trihydrate)............ 688,69 mg
ClavulaniC aCid.........coovvereiiiiisise e 150 mg
(CwvorBercTBa Ha potassium clavulanate)............178,69 mg

ITomomHu BemecTrBa:

KonunyecTBeH cbeTaB, ako Ta3u nHGpopmanus
€ Ba)KHA ¢ orJie]l Ha MPABUJIHOTO NIPUJIaraHe
HA BeTePUHAPHUS JeKAPCTBEH NPOAYKT

KauecTBeH chCcTaB Ha NMOMOIIHUTE BelleCTBaA "
APYIruTe CbCTaBKH

Kadss xenesen oxcun E172 1,43 mg

Kpocnosunon

IToBunon K25

CrnimeB JUOKCH

MUuKpoKpuCTaIHa LETyJ103a

Bkyc Ha CBUHCKH 4epeH Apob

Cyxa mas

Marunesues creapar

Xunpomenosa

IIpoxbaroBaTtu, nouty Oesu 10 Kad)eHUKaBH NETHUCTH TaOJIETKH C JETUTEIHA YepTa OKoJIo 24 mm.
TabnerkaTa Moxe Ja ObJie pa3/ieieHa Ha YeTHPH PABHU YacTH.

3. KIIMHNYHA HTHOOPMAIUA

3.1 Bwunaose :KHBOTHH, 32 KOUTO € npeanazHavyeH BJIII

Kyuera.

3.2 TIloka3anus 3a ynorpeda 3a BCeKH BU/I ’KUBOTHH, 32 KOITO e MpeIHa3HAYeH MPOAYKTHT
Jleuenne Ha MH(EKINHU, TPUYUHEHU OT OAKTEPHH, YYBCTBUTEIHN KbM aMOKCHUIIMJIMH B KOMOWHAIINS C
KJIaByJIaHOBA KHCEJIMHA (BKIIOYUTETHO OeTanakTaMasa mpoAyIUpaIy aMOBE), TO-CIIEIHATHO:

e KoxHu mH(pEKnuu (BKIIOYUTEIHO JBJIOOKM W TOBBPXHOCTHH MHOICPMHUU, paHH, adCIecH),
npuunaeHu ot Staphylococcus spp., Streptococcus spp. u Pasteurella spp.

1/7




Nudexnnn Ha qUXaTeTHUTE TBTUINA (CHHY3UT, PUHOTPAXEHUT, OPOHXOIMTHEBMOHUS ), IPUIHHEHN
ot Staphylococcus spp. u E. coli.

Wudekuy Ha yCcTHaTa KyXWHA (JIMTABUIIMTE), MPUYHHEHH OT Streptococcus spp. u Pasteurella
spp.

Wubeknun Ha TMKOYHUTE TbTUINA (Hedput, nuctut), npuundenn ot E. coli, Klebsiella spp. u
Proteus mirabilis.

WubeKnun Ha XpaHOCMIIATENHUS TPAKT, 0COOEHO TaCTPOEHTEPHT, IPUIHHEHH OT E. COli.

3.3 IIporuBomoka3zaHusi

Ja He ce u3mon3Ba MpPU CBPHXUYBCTBUTEIHOCT KbM IEHULWIMHH, KbM JPYTd BEIIECTBa OT [3-
JIaKTaMHAaTa Ipyna Wik KbM HAKOE OT IIOMOIIHUTE BELIECTBA.

[a He ce npuiara Ha KepOMIIM, MOPCKH CBHHYETA, XaMCTEPH, 3allld U YMHYMIN WIN OPYTd ApeOHU
TPEBOIACHU KUBOTHHU.

Ja He ce u3Mon3Ba NpH )KUBOTHU ChC Cepro3Ha AUCHYHKIUS Ha ObOpenuTe, NpUApPYKEeHa OT aHypHus
WIJIN OJIMTYPHSL.

[la He ce nmpuara Ha KOHE U PEXUBHU )KUBOTHU.

3.4 CneuuajHu nperynpe:xaeHus

JlokaszaHa e KpbCTOCaHa PE3UCTEHTHOCT MEXIY aMOKCHLIMIMH/KIIaByIaHOBA KUCETINHA U J-TaKTaMHHU
aHTHOMOTHIIM. YTIOTpebaTa Ha BeTEpHHAPHUS JIEKAPCTBEH MPOAYKT TPsIOBa Ja ce 0OMUCITU
BHHUMATCIHO, KOTaTO TCCTHT 3@ YYBCTBUTCIIHOCT € ITOKa3aJl pE3UCTCHTHOCT KbM OeTajJakTaMHU
aHTHOMOTHIN, THH KaTO HEToBaTa e()eKTUBHOCT MOXKE 1a Ob/le HaMaeHa

Pesucrenren Ha metuiiud S. aureus (MRSA) u pesuctenTeH Ha MeTHIiIHe S, pseudintermedius
(MRSP) ca nzonupanu npu KOTKU ¥ KydeTa ¢ IPOLEHT Ha PE3UCTEHTHOCT, KOMTO Bapypa B JbpKaBUTE
ot EC.

Ja He ce n3moN3Ba B Cilyyad Ha W3BECTHA PE3UCTEHTHOCT KbM KOMOHMHAIMATA OT aMOKCHULIWINH U
KJIaBYJIaHOBA KHCEIUHA.

[a He ce n3Mo3Ba B Cilyyad Ha IpenonaraeMu win notsbpaenn MRSA/MRSP undekun, Thit KaTo
M30JIaTUTE TPsIOBA J1a ce€ CUMTAT 3a PE3UCTEHTHU KbM BCHUYKH [-JIAKTAMH, BKIIOUUTEIHO
KOMOHMHAIIMSATA aMOKCHUITWINH/KJIaByJIaHOBA KUCEIHHA.

Cro0mraBa ce 3a Bucoka pesucteHTHoCT (10 100%) nipu u3onatu Ha E. coli oT uH(pEKIMY Ha KoXaTa U
MEKHUTE ThKaHU MPH Ky4eTa.

3.5 Chenuajanu mpeanasHu MepKH MPH ynoTpeda

CrenmaiHy Ipeana3sHi MEPKHM 3a Oe30IacHa ynorpebda IIpyu BUAOBETE )KUBOTHH, 38 KOUTO €
npengasnauyed BJIII:

Ilpn XMBOTHM C HapylleHa d4epHOApoOHa M ObOpeuHa (yHKuUMs ymoTpebaTa Ha BETEpPUHAPHUS
JIEKapCTBEH MPOAYKT TPpsiOBa fa Objie MpeMeT Ha MpPEIeHKa M0JI3a/PUCK OT OTTOBOPHUS BETEPHUHAPEH
JIeKap U JJO3UPOBKaTa Jja Ce OLICHsIBa BHUMATEIIHO.

VYnoTtpebata Ha BETEpUHAPHHUS JIEKAPCTBEH NPOLYKT TPAOBa Ja ce OCHOBaBa Ha MIACHTU(HULIMpPAHE U
TECTBaHE 32 YYBCTBUTEIHOCT Ha MPHUIENHUA(UTE) maToreH(n). AKO TOBa € HEBB3MOXKHO, JICUEHHETO
TpsiOBa J1la c€ OCHOBaBa Ha EMHAEMHOJIOTHYHA WH(OpPMAIWS W TMO3HAHUS 32 YYBCTBUTEIHOCTTA Ha
LEJIEBUTE IATOr€HH Ha MECTHO/PETUOHAIHO HUBO.

M3non3BaHeTo Ha BETEPUHAPHUAT JIEKAPCTBEH MPOAYKT TpsAOBa 1a ObIe B CHOTBETCTBHE C
odHIIMATHUTE, HATMOHATHATE ¥ PETHOHAITHHUTE TpaBKia 3a yrnoTpeda Ha aHTUMUKPOOHH CPEJICTBA.

AMUHOIICHUIIWIMHUTE B KOMOMHALMS ¢ OeTalakTaMa3Hd MHXUOMTOPHU ca B Kareropus ,,C”’ ChIilacHO
AMEG. AHTHOMOTHK C MO-HUCBK PHUCK OT CENeKIHS Ha aHTUMHUKPOOHA PE3UCTEHTHOCT (IO-HHUCKa
kareropusi cbriiacio AMEG) crneaBa na ce W3mon3Ba 3a IbpBa JIMHUS Ha JIEYEHHE, KOTaTo
W3CJIEJIBAHETO Ha YYBCTBUTEIHOCTTA KbM JIEKAPCTBA MOKa3Ba Bh3MOXKHA e(pUKACHOCT HA TO3U TTOAXO].
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AHTHOMOTHYHA Tepamusi C TECeH CHEeKThp Ha [EHCTBHE C IO-HUCBK PHCK OT CeJIeKIHsS Ha
aHTUMHUKPOOHa PpE3HWCTEHTHOCT CllefiBa Ja Ce W3IMO0J3Ba 3a IIbpBAa JIMHUS Ha JIEYEHHE, KOTaTo
M3CIEIBAHETO Ha YYBCTBUTEIHOCTTA KbM JIEKApCTBa MOKa3Ba Bh3MOXKHA e(pUKACHOCT HA TO3U TTOAXOJ.
TabnerkuTe ca apomartuzupanu. 3a Aa n30erHeTe cay4ailHO NOTTbIIaHe, ChXpaHaBaiTe TabJIeTKUTe Ha
MSICTO, HEIOCTBITHO 32 KUBOTHUTE.

Tps0Ba na ce B3eMe IpeABH BH3MOKHOCTTA 32 aJlepridHa KPbCTOCaHA PEAKTUBHOCT C IPYTH
NCHULUIINHH.

Crenpanaay Ipeana3sHy MEPKHU 34 JIMIATa, IPUJIaraliy BETEpUHAPHUS JIEKAPCTBEH IIPOAYKT Ha
JKABOTHHUTE:

[lenumumauTe 1 11eaATOCTIOPHHNATE MOTAT Ja MPUYUHAT CBPHXUYBCTBUTETHOCT (AJIEPTHs) CIET
WHXEKTUPaHE, BAUIIBAHE, TIOTIBIIAHE WIN KOHTAKT C KoKaTa. CBPBXUyBCTBUTEIHOCTTA KbM
TICHUIIWIINHE MOKE Ja JIOBEJIE 10 KPhCTOCAHU PEaKIuu KbM e aToCopuHu U oopamno. [loHskora
AIePTUYHUTE PEAKINH KbM T€3M CYyOCTaHITUH MOTAT /1a ca CEPHUO3HU.

He pabotete ¢ To3u BeTepUHAPEH JIEKAPCTBEH MPOAYKT, aKO 3HAETE, Y€ CT€ UyBCTBUTEIHU HIIH aKO CTE
OMIIM TIOCHBETBAHM J]a HEe PabOTUTE C TAKWBa MPOAYKTH.

PaboreTe ¢ TO31 BeTepHHAPEH JIEKApPCTBEH MPOIYKT BHUMATEIHO, 32 /1a H30eTHETe eKCIIO3UIUATA,
KaTO B3€METE BCUYKH IPENOPHUNTEIHHI IPEATa3sHU MEPKHU.

AKO cJie[l KOHTaKT Ce MOSIBSIT CUMIITOMH, KaTO HAalpruMep KOXKeH 00pHUB, He3a0aBHO a ce MOThPCU
MEIUIMHCKH ChBET, KaTO Ha JIeKapsl ce MPeJ0CTaBH JUCTOBKATA HIIH €TUKETA Ha MIPOITYKTA.

OTOKBT Ha JIMICTO, YCTHUTE WJIM OUUTC WUJIK 3aTPYAHCHO JUIIIaHC Ca MMO-CEPUO3HU CUMIITOMU U
HM3HMCKBAT CIICIIHA MEIMIIMHCKA ITOMOILI.

WzmmuiiTe ppiiete cu ciex paboTa ¢ Ta0lIeTKuTe.

Cy4aiiHOTO MOTIIBINAHe Ha BETEPUHAPHHUS JIEKaPCTBEH MPOAYKT OT JeTe MOXKeE J1a € OIacHo. 3a j1ia ce
n30€erHe CIIy4aiHO MOTTbIIaHe, 0COOCHO OT JIETe, HEU3IOJI3BaHUTE YaCTH Ha TaOJeTKUTE TPsiOBa aa ce
BBbPHAT B OTBOPEHOTO MPOCTPAHCTBO Ha OJIMCTEpa U Jla Ce MOCTABAT 0OPAaTHO B KapTOHEHATa
OIIAKOBKA.

IIpwu cityyaiiHo HorTbIaHe, He3abaBHO J1a Ce MOTHPCH MEIUIIMHCKH ChBET, KATO Ha JIeKaps ce
NpPEI0CTaBH JINCTOBKATA WITH €THKETA Ha MPOJIYKTa.

Crernuaanu Npeana3Hy MEpKHU 3a 3aluTa Ha OKOJIHATa Ccpeaa.

He e npunoxxumo.

3.6 He0maronpusiTHu peakuun

Kyuera.

MHuoro penku (no-manko ot 1 va 10 000 Tospbmane!, quapus.!

TPETUPAHH KUBOTHH, BKJIIOUUTEITHO U30IUPAHU

CHOBIIEHHS): Peaxuns Ha CBp’bX‘I};BCTBI/ITeJIHOCT (I;O)KHI/I
aJIeprUYHU PEaKuu®), aHahuIaKcus

Y JleuenneTo Moxke J1a GbJie IPEKPATEHO B 3aBUCHMOCT OT TEKECTTA HA HEXKeIaHUTe eEKTH 1
TIPEIEHKa M0J13a/PHUCK OT OTTOBOPHUS BETEPHHAPEH Jiekap 2 B Te3u ciryuaun npuiaraneto Tpsabsa Ja ce
MIPEKpaTH 1 J]a ce Ha3HAYM CUMIITOMATHYHO JIEUEHUE

Cpo0mraBaHeTo Ha HEOIATONPUATHU PEAKITHN € BAXKHO. ToBa MO3BOJIsABA HEMIPEKHCHAT MOHUTOPHHT Ha
0e30MmacHOCTTa Ha BETEPHHAPHHUS JIEKapCTBEH NPoyKT. ChoOmeHusITa TpssOBa /1a ce M3Mpalar, 3a
MPeIOYUTAHE Ype3 BETEPUHAPEH JIeKap, WU Ha IPUTEKATENs Ha Pa3pellIeHUETOo 32 ThPrOBUS WIH Ha
MECTHHSI My TPEJICTABUTEI, TN Ha HAITMOHAITHHS KOMIICTEHTEH OpPraH uype3 HallMOHAJTHATA CUCTEMA 32
choOIIIaBaHe. 3a ChOTBETHUTE IaHHU 3a BPh3Ka BHXKTE JTMCTOBKATA.

3.7 Ynorpeda no BpeMe Ha GpeMEHHOCT, JIAKTALUSI WU sTiilleHOCeHe

BpeMeHHOCT U JIaKTalsl:
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Be3onacHocTTa Ha BeTepUHAPHUS JIEKAPCTBEH MPOYKT HE € ToKa3aHa 1Mo BpeMe Ha OPEMEHHOCT HITH
JIaKTaIus.

JlabopatopHuTe MPOYUBAHHS MTPH TUIHXOBE HE MOKA3BAT HUKAKBH JTOKA3aTEJICTBA 32 TEPATOr€HHOCT,
(ETOTOKCUYHOCT MM TOKCHYHOCT 32 MalKaTa.

[Ipunara ce camo cies| mpereHKa Mmoi3a/pruck OT OTTOBOPHUS BETEpUHAPEH JieKap.

3.8 BzammopaeiicTBHE ¢ IPYTd BeTePUHAPHU JIeKAPCTBEHU MPOLYKTH U Apyru ¢popmu Ha
B3auMO/JAeliCTBHE

bakTepuiiHaTta akTHBHOCT HA aMOKCHIIWIIMH MOXe Ja Ob/ie HaMajeHa OT eTHOBpEMEHHaTa yroTpeda
Ha OAaKTEepHOCTATHYHH BEIIECTBA KATO MAKPOINAN, TETPALUKINHH, CYI(HOHAMHUIN 1 XJIOPaM(pEHUKO.
[MernuunuHUTE MOTAT J1a YBENU4aT ehpekTa Ha aMHUHOTTTUKO3HIUTE.

3.9 HauuH Ha PUIOKEHUE U TO3HPOBKA

IlepopanHo NpuIIOKEHHE.

3a rapaHTHpaHe Ha NpaBUIHA J03UPOBKA TeleCHaTa Maca TpsAOBa a ce ONpeneinyd Bb3MOXKHO Haii-
TOYHO.

[IpenopbunTenHaTa 032 Ha BETEPHHAPHUS JIEKapcTBeH MpoAykT ¢ 10 mg amokcuiwnus/ 2,5 mg
KJIaBYJIaHOBA KHCEJIMHA Ha Kg TeJecHa Maca JBa ITbTH JHEBHO, T.e. | Tabnerka Ha 60 kg TenecHa maca
Ha BCekH 12 yaca, B IpOABIDKEHUE HA 5 10 7 THU, CBITIACHO ClIeHATa TabIuima:

Tenmecna maca (Kg) Bpoii TabIeTKH qBa THTH JHEBHO
[20,1-30] Ya
[30,1-45] Ya
[451-60] 1
[60,1-75] 1%
[75,1-90] 15

[Ipu TexKu cirydan J03aTa MOXKE Ja C€ YABOM I10 TIPEIIEHKa Ha OTTOBOPHIUS BETEpPUHAPEH JIEKap.

I[IpoaABIKUTEIHOCT HA JICYCHUETO:

3a BCUUKHU NIOKA3aHUA B IOBEYETO CIy4Yau € JOCTAThUHO JIEYEHUE OT 5 10 7 AHMU.

B cnyuait Ha XpOHUYHY WM TTOBTAPSIIH c€ MHPEKITUI MOXKE 1a € HE0OXOIUMO JICUEHUETO J1a
MPOJBIIKU 2 10 4 ceAMULN.

3.10 CumnroMu Ha nmpeao3upaHe (M KOraTo e NPUJI0KUMO — MPOLEYPHU Ha eiicTBHe NpH
CIENIHN CTy4al U aHTHIOTH)

IIpu Tpu IbTH NpenopbUMTENHATA 1032 3a IEpUo] OT 28 AHU ce HabmogaBa quapus npu Kydyera. B
ClTy4ail Ha IpeA03upaHe ce NPEenopbuBa CUMITOMATHYHO JIEUEHHE.

3.11 CnenuanHu orpaHnvyeHus 3a ynorpeda v crielaJHH YCJIOBHS 32 YNOTPeda, BRIIYHTETHO
OrpaHNYeHMs 32 yHOTpPeO6aTa HA AHTUMHMKPOOHH M NPOTHBONAPA3NTHU BeTePUHAPHHI
JIeKapCcTBeHHU NMPOIYKTH, C IieJ A ce OTPAHMYU PUCKBT OT Pa3BUTHE HA Pe3UCTEHTHOCT

He e npunoxxumo.

3.12 KapeHTHH cCpoKoBe

He e npunoxxumo.
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4. DPAPMAKOJOI'NYHA UTHO®OPMALIUA

4.1 Berepunapet JiekapcTBeH anaToMo-TepaneBTu4eH ko (ATCvet Code):
QJO1CRO02

4.2 dapmakoguHAMHKA

AMOKCHUITWIIMHBT € aMHHOOSH3WITICHUITMINH OT CEMEHCTBOTO Ha B-TAKTAMHHTE TTCHUIIMINHHU, KOWUTO
MpeIoTBpaTsABa 00pa3yBaHETO Ha OaKTepHa Ha KJIEeThUHA CTEHA Ype3 HaMeca B KpailHus eTar Ha
CHHTE3a Ha MENTHIOTIINKAH.

K]'IaBy}'IaHOBaTa KHUCCIINHA € HeO6paTI/IM I/IHXI/I6I/ITOp Ha BBTPCKICTHbYHUTC U U3BBHKIICTBYHUTC B-
JJaKTaMasu, KOMTO npeamnassa aMOKCULIMIMHA OT MHAKTUBUPAHC YPE3 TOJIAMO KOJINYECTBO B-
JJaKkTaMasu.

AMOKCHIIWIINH/KJIaByJIaHAT UMa IIUPOK CIIEKTHP HA aKTUBHOCT, KOMTO BKJIIOYBA -TaKTaMasa,
MpoM3BEKAalla IaMoBe KakTo Ha [ pam-monoxutenHy, Taka u Ha ['paM-oTpHLaTeTHH acpoOH,
(baxynTaTUBHH aHaepoOH U 0OJIUraTHU aHaepoOHU OaKTeprH. AHTUMUKPOOHHST CIIEKTBD, PHIOKHM
3a MOKa3aHusiTa 3a Ky4eTa, € 00001eH B Ta0JInIaTa 1mo-10y.

O0001IeHNe Ha YYBCTBUTEIIHOCTTA KbM II€TIeBU OaKTepHH 3a KyJeTa:

[Mpunennu 6akTepun npu n Oo0xBar Ha MICS50 MIC90 Knunuunu
BCSKO TIOKa3aHHe MIC (ug/mL) | (ng/ml) (pg/ml) TPaHUYHH
touku (I/R)

Koska 1 Meku ThKaHH

Staphylococcus spp. 431* 0,03 -32 0,12 1 0,25/1

S. aureus 38* 0,12 -16 0,5 2 0,25/1

I'pyna na S. intermedius 343* |0,03-8 0,12 0,5 0,25/1

Koaryaza-oTpuniateinu 49* 0,03-32 0,12 2 0,25/1

Staphylococcus spp.

Streptococcus spp. 142* 0,015-0,06 <0,015 <0,015 -

Streptococcus canis 127* 0,015-0,06 <0,015 <0,015 -

Streptococcus dysgalactiae 12* 0,015 <0,015 <0,015 -

Pasteurella spp. 22* 0,03-0,25 0,12 0,25 -
I[I/IX&T@J'IHa CUCTEMa

Staphylococcus spp. 112* | 0,06-8 0,12 0,5 -

I'pyna uHa S. intermedius 90* 0,06 -8 0,12 0,25 -

S. aureus 22* 0,12 -8 0,25 1 -
JenranHu

Streptococcus spp. 16** 0,008 -1 0,014 0,4 -

Pasteurella spp. 68** 0,03 - 64 0,124 0,4 -
YpuHapHa cuctema

Escherichia coli 236* 1-32 4 16 8/-

Klebsiella spp. 33* 0,5-32 2 32 8/-

Proteus spp. 66* 05-16 1 8 8/-
XpaHOCMWIATEIHA CUCTEMA

Escherichia coli |- [1-32 | 4 IE | -

I'pannunnte Touku ca ot CLSI VETO01-S7.

* Croitnoctn Ha MIC, onpezenienu ot 6akTepun, chOpanu B EBpona npe3 2021 — 2022 r. (mpoyuBane
ComPath-1V). Tlpeamonara ce, ue 4yBCTBUTETHOCTTA Ha XPAHOCMUIIATEITHUTE U30JIaTH € TT0J00Ha Ha

Ta3u Ha ChIIUTE OAKTEPUU MIPU JPYTH BUIOBE WHPEKITHH.

** Croitnoctr Ha MIC, onpenenenu ot 6akrepuu, CbOpaHu OT Kydelky 35001 nHdekunu B EBpona

mpe3 2002 r.

- JIunicBama uapopmanusi.
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JIBaTa OCHOBHM MeXaHW3Ma Ha PE3UCTCHTHOCT KbM aMOKCHIIMJIMH/KIIaBYJIaHOBA KHCEINHA ca
WHAKTUBUPAHE OT [3-7TaKTamMa3M, KOUTO HE Ce MHXUOUPAT OT KJIaByJIaHOBaTa KHCEIMHA, U MPOMSIHA Ha
MIEHUIWIINH-CBBP3BAIUTE IPOTCHHU, KOETO BOJH JI0 KOPE3UCTCHTHOCT KbM JIPYTH -TAKTaMHU
aHTHOMOTHIIM. HenpomycKITMBOCTTa Ha OaKTepUHTE WITH MEXaHU3MHUTE Ha epIiyKcHATa IoMIa ChIIO
MOrar Jia JoNpuHecaT 3a OaKTepHaIHa Pe3UCTEHTHOCT, BKIFOUUTEITHO KOPE3UCTEHTHOCT U KPhCTOCAHA
PE3UCTEHTHOCT.

Mopnenute Ha YyBCTBUTEITHOCT M PE3UCTCHTHOCT MOTAT JIa BApUPAT B 3aBUCUMOCT OT TeorpadCKus
paiioH U OaKkTepHaTHMS II]aM U MOTaT JIa € MIPOMEHST BB BPEMETO.

Pseudomonas spp. ca ecTeCTBEHO PE3UCTEHTHH KbM KOMOMHAIMATA AMOKCHIIMIMH — KJTaByJIaHOBA
KHCeIrHa. MeTHLIMIMH-pe3ucTeHTHH S. aureus (MRSA) 1 MeTHLIMIMH-PE3UCTEHTHH S.
pseudintermedius (MRSP) uzonatu ca uaeHTH(HUIUPAHU TPU KOTKH U Ky4eTa U TpsOBa Jia ce cYmuTar
32 Pe3UCTEHTHU KbM BCHUKH [-JIAKTAMH, BKIFOUHTEITHO KOMOWHAIIMATA aMOKCHUIMITHH/KJIAaBYJIAaHOBA
KHCEJIMHA,

Crobmmagra ce 3a Bucoka pesucteHtHocT (10 100%) nipu uzonatu Ha E. coli oT uH(pEKIMU Ha KOXaTa U
MCKHUTEC ThbKaHU IIPU KYUCTaA.

4.3 dapmMaKkoKWHETHKA

Cren mepopaHO NPUIOKEHHE B MPENOPBUNTETHATA 1032 TIPH KydeTa pe30pOnunsaTa Ha aMOKCHIMIIHH
U KJIaByJIAHOBA KHCeIHMHA € Obp3a. MakcuMaliHaTa I1a3MeHa KOHIIEHTPALsl Ha aMOKCUILIWIINH OT

8,5 ng/ml ce nocrura 3a 1,4 yaca, a MaKCHMaJHaTa TUIa3MeHa KOHIIGHTpAIMS Ha KIIaBYyJIaHOBa
kucenuHa ot 0,9 pg/ml ce noctura 3a 0,9 gyaca. [lepuoabT Ha moTypasnaz e 1 yac nmpu KydeTa u 3a
JIBETE BEIIIECTBA.

Enumununpaneto cpio e 66p30. 12% ot amokcuumnuH u 17% 0T Ki1aByJ1aHOBa KUCEIUHA CE
eKckpetupar ¢ ypuHata. OCTaTbKBT ce OTAENs KaTO HEaKTUBHU METa0OIUTH.

Cren MHOTOKPATHO MEPOPATHO MPUIOKEHUE Ha MPETOpbUUTEIHATA 1032 HIMa HATPyIBaHe Ha
AMOKCHIMJIMH WM KJIaByJIaHOBA KHCEJIMHA U CTA0OMITHOTO ChCTOSIHUE C€ TOCTUra OBbP30 cie]] TbPBOTO
MPUIIOXKEHHE.

5. DAPMALIEBTUYHU JAHHU

5.1 OcHOBHHM HeCbBMeCTUMOCTH

He ca u3BecTHu.

5.2  Cpok Ha TogHOCT

Cpok Ha rOZJHOCT Ha KpaiHuS BET€pUHApPEH JICKApCTBEH MPOAYKT: 3 TOANHHU.
Cpok Ha TOJHOCT ciie/l IbPBO OTBapsIHE HA IMbPBUYHATA OMaKoBKa: 48 Jaca.

5.3 CneuuajHu ycjaoBusl 32 CbXpaHeHHe

To3u BeTeprHAPEH JIEKAPCTBEH MPOIYKT HE M3UCKBA HUKAKBH CIICIIHAIHU YCIIOBHS 33 ChXpaHEHHE.
BwpHere Besika yacT oT TabeTkaTa B OTBOpeHAaTa OIMCTEpHA OIAKOBKA H 51 M3IIOJI3BAliTE B PAMKUTE Ha
48 gaca.

54 Bua ¥ cbCcTaB HA NBPBUYHATA ONAKOBKA

Anymununit/anymunnii (0PA/Alu/PE) 6nucrep ¢ 10 Tabnerkn/6mucrep

Kapronena xytusa: Onakosku ot 10, 100, 250 u 600 Tabnetkn

He Bcuukn pa3MEpu Ha OIMAKOBKATa MOTraT aa 6’B,Z[aT npeayiarany Ha ma3sapa.

55 Cnelma.mm MEPKHU 32 YHUIIOKABAHE HA HEU3IOJI3BAHHU MPOAYKTH UJIM OCTATHIHU OT THX
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BerepuHapHuTe JCKapCTBEHHU MPOIYKTH HE TPSOBA 1a ObJAaT U3XBBPJISHHU Upe3 OTIIaIHU BOIH MU
OUTOBHU OTIAIBIIH.

W3znon3BaiiTe nporpaMu 3a BpblIaHe MPU YHUIIO)KABAHETO HA HEU3IIOI3BaHU BEeTCpUHAPHU
JICKaPCTBEHU MPOJIYKTH WU OCTATHIHU OT TSIX B CbOTBETCTBUE C M3UCKBAHUSATA HA MECTHOTO
3aKOHOZAATEJICTBO M C BCHUKM HAITMOHAIHU CUCTEMH 33 ChbOMpaHe, TPUIIOKUMH 33 ChOTBETHHS
BETEPUHAPCH JICKAPCTBEH MPOIYKT.

6. HUME HA ITIPUTEXATEJISA HA PASPEHLIEHUE 3A ThPI'OBUS

Vetoquinol SA

7. HOMEP HA PASPEHIEHUETO 3A ThPTOBHUS

0022-3113

8. JATA HA MTBbPBOTO U3JABAHE HA PABPEHIEHUETO 3A ThPI'OBUSI
[laTa Ha TBPBOTO M3/1aBaHE HA pa3pelieHUeTo 3a Thpropus: 26.01.2011

9. JATA HA NIOCJIEJHATA PEJAKIUSI HA KPATKATA XAPAKTEPUCTHUKA HA

ITPOAYKTA

02/2025

10. KJIIACU®UKAIIMSA HA BETEPUHAPHUTE JJEKAPCTBEHU MPOAYKTHU
[a ce oTmycka caMo 10 JIEKapCcKo MpeIIUCaHHE.

[MoxpoOHa uH(popMAaIUs 3a TO3M BETSPUHAPEH JICKAPCTBEH MPOYKT MOXKE J1a HaMepUTe B 0a3arta JJaHHU
na Crro3a otHocHo npoaykrute (https://medicines.health.europa.eu/veterinary).

E Recoverable Signature

X

[-P KPACMMWP 3/TIATKOB
OVPEKTOP HA AVPEKL A KBTI
Signed by: KRASIMIR YANKOV ZLATKOV
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