JIMCTOBKA

il HaumMeHoBaHMe Ha BeTepUHAPHUS JIeKAPCTBEH NPOAYKT
Tsefalen 500 mg punMupanu TabaeTku 3a Kydera

2. CbcraB

Bcesika ¢punmupana tabnetka chabpika:

AKTHBHO BellleCTBO:

Cefalexin 500 mg

(ExBuBanentHo Ha 525,9 mg cefalexin monohydrate)

ITomoiHu BemecTa:

Keneszen oxcun xbaT (E172) 0,13 mg

XKenezen oxcup uepseH (E172) 0,02 mg

OpanxeBu, IPOABIroBaTH (GUIMUPAHH TAOJIETKU C Pa3AeIUTeIHa YepTa OT eJHaTa CTPaHa.
I'paBupanu ¢ GP4 ot apyrara ctpana.

3. Bunose :XuBOTHH, 32 KOUTO € npeaHa3sHaden BJIII
Kyuera.
4. IMoka3anus 3a ynorpeda

3a neueHue Ha uH(EKIMM Ha [AUXaTeJIHAaTa CUCTEMa, YPOIEHMTAlHAaTa CHUCTeMa M KOXKaTa,
JOKaNM3UpaHd WHQPEKIMA B MEKUTE THKaHW W CTOMAIIHO-YPEBHH HH(MEKIUH, NPEAU3BHKAHU OT
OaKkTepuu, YyBCTBUTEIIHA KbM IepalieKCHH.

5. IIpoTruBonokazanus

[a He ce u3MON3Ba B Cilyyaul Ha CBPBbXUYBCTBUTEIHOCT KbM AKTUBHOTO BELIECTBO, KbM JPYrH
1e(hajJIoCopuHY, KbM JPYTd BELIECTBA OT OeTa-JaKTaMHaTa rpyra Wikl KbM HSKOE OT MOMOIIHHUTE
BEILIECTBA.

Jla He ce W3MO3Ba MU 3akIH, JKepOUITH, MOPCKY CBUHYETA M XaMCTEPH.

6. CrnenmnaJiHu npeaynpe:RIeHus

Crenuanty npeaynpeskacHus:
Hawma.

CrnenmanHy npeanasHu Mepky 3a 0e3omnacHa ynorpeda npu BUIOBETE KUBOTHHU, 3a KOUTO €
npeanasHayed BJIIT:

Koraro e Bp3MOXKHO, yrioTpebaTa Ha MpoayKTa TpsiOBa ja ce OCHOBaBa Ha TECTOBE 3a YyBCTBUTEITHOCT
Ha OakTepuHTe, M30JMPAHU OT KMBOTHUTE, W Jia ObJie choOpaseHa ¢ O(UIMATHUTE W MECTHHUTE
AHTUMHKPOOHU TIOJTUTHKH.

OtxnonsaBanero ot gaaenute B KXII ykasanus npu ynorpedara Ha MPOAYKTa MOXKE /1 YBEIHYH
YyecToTaTa Ha OaKTepHH, PE3UCTEHTHH KbM Le(alleKCHH, KaKTO U J1a HaMaJi e(prKkacHOCTTa Ha APYTH
Oera-TaKkTaMHU AHTHMUKPOOHW JICUCHHS TOPaJAH BB3MOXKHOCTTa OT KpPBCTOCAHA PE3MCTEHTHOCT.



CrenmoBaTeIHO OTKJIOHSIBAHETO OT YKa3aHHMATAa TPpsAOBa Ja CE H3BBPIIBA CaMO CIIEN TpereHKa
TT0J13a/PUCK OT OTTOBOPHMSI BETEpHUHAPEH JIeKap.

Jla He ce mpwiiara B CIy4ad Ha H3BECTHA PE3UCTEHTHOCT KbM 11e()aoCIIOPHH U NIEHHUIIAIIIH.

KakTo u npu 1pyrure aHTHOMOTHIIN, KOUTO CE€ EKCKPETHPAT IJIaBHO upe3 OBOpermTe, MoXKe Jia ce
MIOJTy4r CHCTEMHO HaTpyIBaHe IpH HapylieHa 0b0peuHa pyHknus. B cimydait Ha n3BecTHa OBOpedHa
HEJIOCTATBYHOCT J03aTa TPAOBA J]a ce HaMAITM U He TPSOBa Jla ce MPHIIAraT eJJHOBPEMEHHO
AHTUMHKPOOHHU MPOJIYKTH, 32 KOUTO € U3BECTHO, Y€ ca He(hPOTOKCUYIHHU.

CroenmanaHy npeana3sHi MEPKH, KOMETO TpsIOBa J1a B3eMe JUILIETO, IPUIaralio BETEpUHAPHMS
JIEKAPCTBEH MPOAYKT Ha KUBOTHHUTE:

[MenumumuauTe W nedarocnopuHUTE MoOraT Ja MNPEIU3BUKAT YYBCTBUTEIHOCT (aJeprus) Ciel
WHXEKTUpaHe, MHXaIHpaHe, MOTIbIIaHe WIH KOHTAKT ¢ KoXKaTa. YyBCTBUTETHOCTTAa KbM NEHHUIIAINH
MOXE Ja JOBeAE A0 KPbCTOCAHU peaklInH KbM Iedamocrioput u odpaTHo. [loHsAKOra ajeprudauTe
peakuu KbM Te3W CyOCTaHIIMM MOTarT ja ObaaT cepuo3Hu. He paboTeTe ¢ TO3U BeTepUHApPEH
JIEKapCTBEH MPOAYKT, aKO 3HAETE, Y€ CTE YyBCTBUTEIHH WIJIH aKO CTe OMIIM TTOCHBETBAHHM Ja HE BIIU3aTE
B KOHTaKT C TaKHBa BEILIECTBA.

C BeTepHHAPHUSAT JICKAPCTBEH NPOIYKT TPsiOBa J1a ce pabOTH ¢ MOBUIIIEHO BHUMAaHHUE 32 H30sTBaHe Ha
EKCIIO3ULMs, KaTo Ce MpEeANnpHeMaT BCHYKM IPENOPBbYBAHM MpEANa3Hd MEpPKH. AKO TMOIy4HTe
CHUMIITOMH CJIe]] eKCIIO3HIIMS, KaTO HAaIPUMEpP KOXEH 00puB, He3a0aBHO /1a c€ MOTHPCH MEAMIIMHCKH
CHBET, KaTo Ha JieKaps ce MPpeI0CTaBH JINCTOBKATA UJTH €THKeTa Ha MpoaykTa. OTOK Ha JIUIIETO, YCTHUTE
WM OYUTE WIIH 3aTPyAHEHO AWIIAHE Ca MO-CEPHO3HHM CHUMIITOMM M M3HCKBAT CIEIIHA METULMHCKA
[TOMOI.

[Ipu cmywaitHO ToTNTBIAaHEe HE3a0aBHO Ja C€ MOTHPCH MENUIIMHCKH CHhBET KaTo Ha JIeKaps ce
MPEeIOCTaBH JINCTOBKATA WM €TUKETAa Ha TIPOAYKTA.

Pwrere na ce must ciex ynorpeoa.

CrenmaiHy npeanasHy MEPKH 3a 3allliTa Ha OKOJHATA Cpejia:
He e npuiioxxumo.

BpeMeHHOCT U JIaKTaIys:

BezonacHocTTa Ha BeTepuHAPHUS JIEKapCTBEH NMPOAYKT HE € JOKa3aHa 110 BpeMe Ha OpeMEHHOCT U
nakTauus. [Ipunara ce camo ciieq mpeLeHKa Moj3a/puck OT OTTOBOPHUS BETEpPUHAPEH JIeKap.
JlaGopaTopHuTE MpOyUYBaHUS MPH IIHXOBE M MUIIKK HE TTOKa3BaT HUKAKBHU JI0Ka3aTeJICTBA 32
TEPaTOreHHOCT, (PETOTOKCUYHOCT, TOKCHYHOCT 32 MaiKara.

BzauMoseiicTBue ¢ APy JIEKAPCTBEHHU IPOAYKTH U APYIrH (hOPMH Ha B3aUMOJEHCTBHE:

3a ;1a ce rapaHTHpa ePUKaCHOCTTA, BETCPUHAPHUSAT JICKAPCTBEH MPOJYKT He TPsAOBaA Jla CE U3II0JI3BA B
KOMOMHANUSA ¢ 0aKTePHOCTATHYHY aHTUOHOTHIIH.

EnroBpeMeHHOTO NpryIokKeHHe Ha 11e(aJoCIOpuHH OT TFPBO MOKOJICHHE C TIOHIIECTITHIHN
AHTUOWOTHIIN, AMUHOTJIMKO3UIN WIIK HIKOM TUYPETHIIN, KaTO (ypO3eMHJI, MOXKE JIa YBEIHUUN
HE()POTOKCUYHUTE PUCKOBE.

IIpenosupane:
[To oTHOIIEHHE HA OCTpaTa TOKCUYHOCT, JoKyMeHTHpana ¢ LD50 > 0,5 g/kg cinen nepopaiino

MpWIOKEHHUE MpH KyueTa. JJokasaHo e, ye MpuiIoKeHUeTo Ha 1e(aleKCuH He PeIu3BUKBA CEPHO3HU
HeOnaronpuaTHu eeKTH MPH JI03H, IPEBUIIABAIIN HEKOJIKOKPATHO MPENOPHYBAHUTE JO3UPOBKH.

CrnenyanHy OrpaHMYEHUs 3a yHOTpeba U ClelMaiHy YCJIOBHS 3a yroTpeba:
He e npuioxumo.




OCHOBHH HECHBMECTUMOCTH.
Hsawma.

7. HebaaronpusiTHu peakuuu

Kyuera:

Penxu (1 g0 10 ma 10 000 tpeTupanu »kuBOoTHH): Peakimys Ha CBPbXUYBCTBUTEIHOCT

MpHoro penku (mo-manko ot 1 Ha 10 000 TpeTupaHy )KUBOTHH, BKIIOYUTEITHO U30JIHPAHT
crobmenus): I'anene, moBphIIane, AUAPHS.

'B CJIydau Ha p€aKMu Ha CBPBbXYYBCTBUTCIHOCT JICHCHUCTO Tpi[6Ba Ja CC IMPECKpaTH.

Cpo0mraBaneTo Ha HEOJATONMPHUATHH PEaKITUU ¢ BaKHO. ToBa ITO3BOJIsIBAa HEMTPEKHCHAT MOHUTOPHHT
Ha 0€3011acHOCTTa Ha BETepUHAPHUS JIEKAPCTBEH MPOAYKT. AKO 3a0eeKnTe HIKaKBU HEeXKEIaH!
pCaKkuuun, 10p1 U TC31U, KOUTO BCC OLIC HE Ca I/I36p06HI/I B Ta3u JIUCTOBKA, HJIN CMATATEC, 4C
JIEKapCTBOTO HE € MOJAEKUCTBAIIO, MOJISI, CBBPXKETE CE HAa IBPBO MSCTO C BAIlIMs BETEPUHAPEH JIEKap.
MoskeTe ChINO /a ChOOIINTE 32 BCHUKH HEOJIaronmpusTHH PEakIiui Ha <IPHUTEKATEIs Ha
Pa3spCUICHUECTO 3a THhProBUA Ha MMPUTCIKATEIA HAa PA3PCHICHUETO 3a ThProBUsA, KaTO U3II0JI3BATEC
JAaHHUTC 3a KOHTAKT B Kpas Ha Ta3u JIMCTOBKA WJIM YPE3 BalllaTa HaAllTUOHAJIHA CUCTEMA 3a NOKJIaJIBaHC:
https://kvmp.bfsa.bg/phv

8. I[O?.I/II)OBKa 3a BCEKH BU/I )KUBOTHO, HAYUHHU U ME€TOA HA MPUJIOKCHUE

[lepopanna ymorpe0a.

[IpenoppuBanara no3a e 15 mg nedanocnopun Ha kg TenecHa Maca 1Ba IbTH JHEBHO (T.€.
SKBUBAJICHTHO Ha | TabieTKa JBa MbTU JHEBHO 3a Ky4e ¢ Terio 33 kg). [Ipu ceprosnu wim octpu
CBCTOSIHUS J103aTa MOXKE J1a ce yBeandH ABykpaTtHo Ha 30 mg/kg nBa mbTH JHEBHO.

Ilo-pony ca nageHu ykaszaHus 3a ynorpe0aTa Ha BETCpUHAPHUS JIEKAPCTBEH NIPOAYKT:

TenecHa maca TenecHa maca bpoii TadJeTkH Ha
muH. kg makc. kg no3a*

10,0 16,5 0,5

16,6 33,0 1

33,1 40,0 15

*/loza, kosmo 0a ce npuiaza 08a NbmMu OHEEHO

BerepuHapHUAT JIekapcTBEH MPOAYKT TPsIOBa Jla ce Tpuiiara Haii-Majko 5 JHH.
- 14 nau B ciydan Ha HHGEKIUH HA TMKOYHATA CHCTEMA,
- Haii-manko 15 gHu B ciayvan Ha cynepdunuaieH HHQEKINO3eH AepMaTHT,
- Haii-manko 28 1HU B cily4an Ha ABIOOK MHPEKIIMO3EH AEPMATHUT.

Besxko YBCJIN4YAaBaHC Ha J03aTa WIK NPOABJLKUTCIHOCTTA HA JICYHCHUCTO TpH6Ba Ja € B CbOTBETCTBHUE C
OIICHKaTa HOJ'I3a/pI/ICK, HU3BBPIICHA OT OTTOBOPHUA BETCPUHAPCH JICKAP (Hanp. XpOHUYHA nnoz[epMa).

2 ChbBeTH 32 NPaBMJIHOTO NpPHUJIarane Ha NPOAYKTa


https://kvmp.bfsa.bg/phv

3a rapaHTUpaHC Ha IIpaBUJIHA JO3UPOBKa TCJICCHATA Maca Tpﬂ6Ba Ja c€ onpeacin Bb3aMOXKHO Hal-
TOYHO.

BerepuHapHUAT JIeKapCTBEH MPOAYKT MOJKE [1a C€ MpHUiIara KaTto Leay TaOJIeTKH WK CTPUT U 100aBeH
KBbM XpaHaTa, ako € He00XOUMO.

10. KapenTHu cpokoBe

He e npunoxumo.

11. CoenmnajHu yCJIOBHSI 32 ChbXpPaHEeHHe

Ja ce cbxpaHsiBa faned OT HOIJIeAa U Ha HEAOCTHIIHM 32 JIeLa MECTa.

To3n BCTCPpHUHAPCH JICKAPCTBCH IMPOAYKT HE M3MCKBA HUKAKBU CIICHIUATIHU YCJIOBUSA 3a CbXPAaHCHUEC.
Jla He ce M3M0I3Ba TO3U BETEPUHAPEH JIEKAPCTBEH MPOAYKT Cie]l U3TUYaHe CPOKa Ha TOJHOCT,
MOCOUYEH BHPXY KapTOHEHaTa onakoBka ciefl EXp. CpokbsT Ha TOJHOCT OTroBaps Ha MOCICTHHS ACH
oT To3u Mecell. Cpok Ha FOAHOCT CJIe[l IbPBO OTBapsiHE HAa MbPBUYHATA ONIAKOBKa: 48 daca.
BwpHete monoBruHata TabseTKa B OMUCTEpHATA OITAKOBKA.

12. CnenmanHu mpeana3Hu MePKHU NPH YHUIIOKABaHe

BCTCpI/IHapHI/ITe JICKApCTBCHU MMPOAYKTHU HE Tp516Ba Ja 6BI[aT H3XBBPJIAHU UPE3 OTIIAAHU BOJAU UIIN
OUTOBHU OTIIAIBIIN.

W3znon3Baiite nporpaMu 3a BpbLIaHe IPH YHUII0)KaBAaHETO HAa HEU3IIOI3BaHU BETEpUHAPHU
JICKapCTBEHU NPOIYKTU MM OCTATBLM OT TAX B CBOTBETCTBHE C U3NCKBAHUITA HA MECTHOTO
3aKOHOJATCJICTBO U C BCUYKU NPUIIOKUMH HALITMOHAJIHU CUCTEMHU 3a C'B6I/IpaHe. Te3nu MCPKH 1IC

IIOMOTr'HaT 3a OIa3BaHC Ha OKOJIHATa cpcaa.

[NonuTaiite Bammst BeTepuHapeH jiekap win ¢papMaleBT Kak J1a YHUIOKUTE HEeHY)KHH BETepUHAPHN
JIEKApPCTBEHHU ITPOYKTHU

13. Kuaacudukanusi Ha BeTEpUHAPHUTE JIEKAPCTBEHH MPOIYKTH

Jla ce oTycka camo I10 JISKapCKO IIPeIUCcaHue.

14. Homepa Ha pa3pelIeHHETO 32 THPrOBUS U Pa3MepH ONAKOBKHU

0022-1853

Kapronena xyrtus, ceappkaiia 1 PVC/anymunuesa 6mucrepHa onakoBka ¢ 12 TabieTku.
Kapronena kyrus, ceabpikaiia 3 PVC/anymunueBu 61ucTepHr onakoBku ¢ 12 Tabnerku, 00mio 36
TaOJICTKH.

Kapronena xytus, cpappkaiia 9 PVC/anymunueBu 6nucrepan onakoBku ¢ 12 tabnerku, oomo 108
TaOJIeTKH.

He Bcuukm pasmepn Ha onakoBKaTa MoraT Aa ObJar npeajarany Ha nasapa.

15. )IaTa Ha mocjeaHara peaakiuuda HA JIMCTOBKAaTa HA OIMaKOBKaTa

11/2024



[MoapoOHa nHpopManys 3a TO3M BETEpUHAPEH JIEKapCTBEH MPOAYKT MOXKE 1a HamepuTe B bazata
JIAaHHU Ha cblo3a oTHocHO npoaykrure (https://medicines.health.europa.eu/veterinary).

16. /laHHH 3a Bpb3Ka

IIpuTexaten Ha pa3pelIeHUETO 3a ThPrOBHS 1 JaHHU 32 BPh3Ka 3a C’bO6H_[aBaHe Ha nmpeamnojaracMun
HC6JI3FOHDI/I}ITHI/I PCAKIINN

NEXTMUNE ITALY S.R.L.

Via G.B. Benzoni, 50

26020 Palazzo Pignano (CR)

Hranus

Tenedon +39.0373.982024

Wwmeiin agpec: info.it@nextmune.com

IIpom3BoauTes, OTTOBOPEH 32 OCBO60)KI[8.B8.H€ Ha mapTuam:

ACS DOBFAR S.p.A.
via Laurentina Km 24,730
00071 Pomezia (RM)
Uranus

17. Jpyra undopmamnus

X

[4-P KPACMMWP 3/1ATKOB
AWNPEKTOP HA AVPEKLIAA KB



https://medicines.health.europa.eu/veterinary

