B. IUCTOBKA



JIMCTOBKA

1. HaumenoBanue Ha BeTepUHAPHUS JeKAPCTBEH MPOAYKT

Enpokcnn 150 mg tabneTku ¢ BKyc 3a Kydera
Enroxil Flavour 150 mg tablets for dogs

2. CbcraB
Bcska Tabnerka Chabpika:

AKTHBHO BellIeCTBO:
Enrofloxacin 150 mg

Kpbrim, 1eko ABOHHOM3MIBKHAIN, KpEMAaBH 0 JIEKO Kad)eHUKAaBH TaOJIEeTKH C Bb3MOXHH BUAUMH OelTH
WY TIO-ThbMHH TIETHA, C JISITEITHA YepTa OT e/lHaTa CTpaHa M ChbC CKOCEHH PHOOBE.
Tabnerkata MoXxe J1a ce IeJIM Ha MOJOBHHHU.

3. Bujiose :knBoTHH, 32 KOUTO € npeanasnaven BJIII

Kyuera.

4, Iloxa3zanus 3a ynorpeda

To3u BeTeprHAPEH JIEKApCTBEH MPOJIYKT CE€ U3I0JI3Ba NP Ky4eTa, 3a JIeUeHHe Ha OaKTepUaTHu
WHQEKIMY Ha XPAaHOCMIIATEIIHUS, PECITUPATOPHUS H YPOTCHUTATTHHS TPAKT, KOXKaTa, BTOPHYHH
MH(EKINY Ha PaHH U otitis externa, KOraTo KIIMHUYHUAT ONUT, HOJKPENCH KbAETO € BB3MOXKHO OT
TECTOBE 3a YyBCTBUTEIHOCT, ONpeens eHpO(IOKCAMH KaTO IOAXOISIIO BEIIECTBO.

5. IIporuBonokazanus

[a He ce n3M03Ba MPU Ky4eTa MO-MajKH OT | TOAMHA WK PU U3KIIOYUTEITHO FOJIEMH TOPOIU
Ky4eTa, C IO-bIbI' IEPUOJT Ha PACTEXK, TO-MAJIKU OT 18-MeceyHa Bb3pacT, Thi KATO CTAaBHUAT
XPYLISUT MOXeE Jia C€ YBPEAH 10 BpeMe Ha Ieproa Ha Obp3 pacTex.

[a He ce u3M0I3Ba B CilyyanTe Ha CBPbXUYBCTBUTEIHOCT KbM aKTHBHOTO BELIECTBO WJIM KbM HSKOE OT
MOMOIITHUTE BEIECTBA.

Jla He ce U3M0II3Ba IPU Ky4eTa, KOUTO UMAT I'bPUOBE, Thii KaTO HPOGIIOKCAIIMH MOKE J1a JOBEE 10
ctumyiupane Ha [THC.

Jla He ce u3moi3Ba 3a NpoUIaKTHKA.

6. CrnenmaJHu npeaynpexIeHus

CrenuaaHy Opeana3siu MEPKH 3a Oe3omacHa ynoTpe0a py BUIOBETE )KUBOTHH, 34 KOUTO €
npeaHa3zaauen BJII:

DIyopOXMHOJIOHUTE TPSAOBA Ja ce Ta3sIT 3a JICUCHNE Ha KIIMHWYHU ChCTOSTHHS, KOUTO OTIOBAPSAT
HE3aJ0BOJIMTEIHO WK CE OYaKBa J1a OTTOBOPSAT HE3aI0BOIUTEIHO Ha IPYTH KJIACOBE aHTUMHKPOOHHU
CpeicTBa.




Koraro e Bp3MOXHO, yrorpedara Ha (IyopOXHHOIOHH TPSOBA Jla C€ OCHOBAaBa Ha TECTOBE 3a
YYBCTBHUTEIHOCT. YTIOTpeOara Ha TO3W BETEPUHAPEH JICKAPCTBEH MPOIYKT MO Pa3IMUeH HAYWH OT
uHCTpyKImuTe, nocoueHu B KXII Moxke 1a yBennuu OakTepuuTe, KOUTO Ca PE3UCTCHTHH Ha
(hJIyOpOXHHOJIOHU ¥ TOBA MOXKE Jla HaMalu e()eKTUBHOCTTA OT JICUCHHETO C APYTH XUHOJIOHH, TIOPaIn
BB3MOXHOCTTA OT KPhCTOCAHA PE3UCTEHTHOCT.

Odunmanay 1 perHOHAIHA aHTUMHAKPOOHH TIOIMTHKY TPSIOBa 11a ObIaT B3ETH 1O BHUMAHHE TTPH
yrnoTpedarta Ha BETEPHHAPHISI JICKAPCTBEH MPOIYKT.

Jla He ce M3MOJI3Ba B CIIyYad Ha PE3UCTEHTHOCT KbM XWHOJIOHH, Thi KaTO CHIIECTBYBA ITOYTH MIHITHA
KPBCTOCAHA PE3UCTEHTHOCT C JIPYTH XWHOJIOHH U ITBJIHA KPBCTOCAHA PE3UCTEHTHOCT C IPYTH
(hITyOpOXHUHOJIOHH.

Jla He ce TpeBUINIaBa MPEMOPHYUTEIHATA JI034.

Ynorpebara Ha BeTepUHAPHHUS JICKAPCTBEH MPOIYKT TPsIOBA J1a CTaBa C TIOBUIIICHO BHUMAHUE TIPU
Ky4eTa C TeKKO ObOPEUHO MIIM YSPHOAPOOHO YBpEKIAHE.

CrenyagHy OpeAna3Hul MEPKH, KOUTO TPsOBa Ja B3eMe JUIETO, IPUIIAralio BeTepUHAPHUS
JEKapCTBEH MPOAYKT Ha KUBOTHHTE:

Crnen ynorpeba U3MHUITE PBLETE CH.

[1pu cirygaeH KOHTaKT € OYMTE, T€ TPIOBa Ja Ce M3MUAT OOMITHO C YMCTa BOJA.

[1pu ciryyaifHo norTeInane, He3abaBHO Jja ce MOTHPCH MEIUIIMHCKH CHBET, KaTo Ha JIeKaps ce
mpeaoCTaBu JIMCTOBKATa WJIM €TUKETA Ha IIPOAYKTa.

Xopa ¢ ycTaHOBEHA CBPBXUYBCTBUTEIHOCT KbM ((PIIyOpO)XHHOIOHH TPsIOBa 1a H30ATrBaT KOHTAKT C
BETEPUHAPHUS JIEKAPCTBEH MPOIYKT.

JlakTanmus:.
Enpoduokcaliun npeMrHaBa B MaliuMHOTO MIISKO. [la ce mpuiiara camo ciie]] perieHKa 1mossa/puck oT
OTTOBOPHHSI BETEPHHAPEH JIEKap.

B3aPIMO)ICI71CTBPIC C APYI'M BETCPHUHAPHU JICKAPCTBCHU ITPOAYKTH U APYI'HU d)ODMI/I Ha B3aHMOH€I>'ICTBI/IC:
[la He ce KOMOMHHMpA C TETPAIMKINHH, PEHUKOIHN WIH MaKpOJIUIN TTOPaAd Bb3MOKHN
AHTarOHUCTUYHU e(peKTH.

EnHOBpEeMEHHOTO NPHIIOKEHHE ¢ (hIIyOPOXHHOIOHU MOXKE JIa 3aCHIIH ICHCTBUETO HA IEPOPATHHUTE
AQHTUKOATYJIaHTH.

Jla He ce KOMOMHMpa C TEOPHIMH Thil KaTO TOBAa MOKE Ja JOBE/E A0 YIBIDKEHO eIIMMHHUpPAHE Ha TOBA
BEILIECTBO.

EnHOBpeMEHHOTO NMPUIIOKEHHE C MPOAYKTH, ChIbPIKAIIN MarHe3uid WM aTyMHUHUN MOe J1a Ob1e
TOCJIe/IBAHO OT 3a0aBeHa pe30pOIns Ha eHpOodIOKCaIMH.

[Ipeno3upane:
[Ipu MHIMASHTHO TIPEI03UpaHe MOXKE Ja HACTBIIAT MOBPBIAHE, THAPHS U MOBEIECHISCKH TPOMEHH

/HC/. Hama aHTHIOT U IeYeHUEeTo TPsOBa Ja ObJic CUMIITOMATHYHO. AKO € HEOOXOIMMO MOJKE JIa ce
NPUJIOKH ATYMUHUH WIIM MarHe3ui-ChIbprKalli aHTHALUIN WM aKTUBEH BBIJICH, 32 J1a C& HaMaJIH
pe3opOuusTa Ha eHpPOQIOKCALINH.

7. He0aaronpusaTHu peakuuu

Kyuera:

MHoro penku AHopekcus

(mo-manko ot 1 Ha 10 000 TpeTupanu [loBprwiiane
’KMBOTHH, BKJIFOYUTEITHO U30JIMPAHH
CBHOOIIEHU):

C HeusBecTHa 4ecTOTa (OT HAJIMYHUTE HapyIueHne Ha CTaBHUS XPysir:
JaHHY He MOXKe J1a ObJie HalpaBeHa
OLICHKA 33 YEeCTOTATa):

Tlo Bpeme Ha neproza Ha GBP3 PACTEX, MOKE J1a ObJIE 3aCETHATO PA3BUTUETO HA CTABHUS XPYIISIL.




Cro01maBaHeTo Ha HEONArOMPHUATHY PEAKIIUU € BakHO. ToBa MMO3BOJISIBA HEMPEKHCHAT MOHUTOPHHT Ha
Oe3omacHOCTTa Ha MPOAYKTa. AKO 3a0enexuTe HAKaKBU HEOIArONPHUSTHA PEAKIINN, BKIIOYHTETHO H
TaKHWBa, KOUTO HE Ca OMMCAHU B Ta3U JINCTOBKA WJIM MUCIUTE, Y¢ BETCPUHAPHUSI JICKAPCTBEH MPOAYKT
He JIeHiCTBa, CBBPIKETE ce MbPBO ¢ Bamus BerepuHapeH jiekap. MoxeTe ChIIo J1a ChoOmaBaTe
HEOJIAarONPUATHYU PEaKIUU Ha TIPUTEKATEIS Ha Pa3pelICHUETO 32 ThPTOBHS UIH MECTHHSI
NpEeICTABUTEN Ha MPUTEKATEIS Ha Pa3peIIeHHETO 3a ThPrOBHUS, KATO U3IMOI3BATE JAHHUTE 32 KOHTAKT
B Kpas Ha Ta3u JIMCTOBKA WM 4pe3 Bamara HanmoHanHa cucTeMa 3a choOIaBaHe:
https://kvmp.bfsa.bg/phv.

8. Jo3upoBKa 32 BCeKU B/l }KMBOTHO, HAUUHU M METO/] HA NPUJI0KEeHHE

TlepopanHo npunoxeHue.

Jla He ce mpeBHIIaBa MpenopbUUTeNnHaTa 103a. CxemaTa 3a qo3upaHe Ha eHpoduokcanut e 5 mg/kg,
MIPUJIOKEH TIEPOPaIHO, EAHOKPATHO THEBHO WJIM pasfieliiHe Ha Jj03aTa ABYKpaTHO JHEBHO, B

npoaspkenue Ha 5 1o 10 nHu.

[TpoxbKUTENHOCTTA Ha JICUCHUETO IPU Ky4yeTa MOXKe 1a Obe yObKEHa B3aBUCUMOCT OT
KJIMHAYHUS OTTOBOP U OT PEIICHUETO Ha OTTOBOPHUS BETEPUHAPEH JIEKap.

3a rapaHTUpaHe Ha MPaBUIIHA JO3UPOBKA TEJIECHATA Maca TPIOBa J1a ce OnpeIesid Bb3MOKHO Haki-
TOYHO.

JlHeBHaTa 7103a ce JOCTHTA KaKTO CIIe/IBA!

Kydera ot ronemu mopoau: enna rabnerka Ha 30 kg TenecHa maca.

9. CbBeTH 32 IPABUJIHOTO NPUJIATAHE HA MPOAYKTA

TabnerkaTa ce gaBa NepopaIHoO, €IHOKPATHO JHEBHO MM KaToO J03aTa Ce pa3/iesiu Ha [[Ba [IpuemMa ¢
wim 0e3 XpaHa.

10. KapenTHu cpoxoBe

He e mpunoxumo.

11. Cpneuma/jiHM yCJIOBHS 32 CbXpaHeHUe

[la ce cpxpaHsiBa faned OT IOIJIeAa U Ha HEJOCTBIIHM 3a Jiela MecTa.

Brpaere pasnonoBeHuTe TabJIeTKU B OTBOPEHATa OJIMCTEPHA ONAKOBKA U M3MOJ3BalTe 10 24 yaca.
To3u BeTeprHapeH JIEKAPCTBEH MPOAYKT HE N3MCKBA HUKAKBU CIIEIMAIHH YCIIOBHS 32 ChXpaHEHHE.
[la He ce u3noa3Ba TO3M BETEPUHAPEH JIEKapCTBEH MPOIYKT CIIEA N3THYAHE CPOKA HAa FOTHOCT,
MMOCOYEH BHPXY OscTepa M KapToHEeHaTa KyTus ciefl EXp. CpokbsT Ha TOJHOCT OTroBaps Ha
HOCJIEHHA AEH OT TO3U MECELL.

12. CnenuajHu NpeAna3sHu MepPKHU NMPH YHUIOKABAHE

BeTCpI/IHapHI/ITG JICKAPCTBCHU NPOAYKTHU HC Tp516}3a Ja 6’]))_IaT HU3XBBPJAHA YPE3 OTIIAAHU BOJAU UJIHA


https://kvmp.bfsa.bg/phv

OUTOBHU OTIAIBIIH.

W3znon3Baiite mporpamu 3a BpbIlaHe MPU YHUIIOKABAHETO HA HEU3IOJI3BaHU BETCPUHAPHU
JIEKApCTBEHU MPOJYKTH WM OCTATHIU OT TSAX B ChOTBETCTBUE C U3UCKBAHHATA HA MECTHOTO
3aKOHOAATEJICTBO U C BCUYKH MPHIOKUMHU HAIIMOHAIHU CHCTEMU 3a ChOupaHe. Te3n MepKH I1e
ITIOMOI'HAT 3a OIla3BaHe Ha OKOJIHATA Cpeja.

[MonuTaiite Bamus BerepuHapeH jekap win (papMarieBT Kak Ja YHUIIOKUTE HEHY)KHU BeTepUHAPHU
JICKaPCTBEHU TIPOAYKTH.

13. Kaacudukanusi Ha BeTepUHAPHUTE JeKAPCTBEHH NMPOYKTH

I[a CC OTITyCKa CaMO IIO JICKAPCKO IMpCAINMUCaHuneC.

14. Homep Ha pa3pelIeHUETO 32 THProBHsI U Pa3MepH ONAKOBKH
Ne 0022-2255

100 tabmetkn B 10 OiviCTepHH OITAKOBKH.
10 TabneTku B 1 OmUcTEepHA OMAaKOBKA.

He Bcuuku pasmepu Ha onakoBKaTa MOraT fja ObJaT npeajaraHy Ha rasapa.

15. JlaTta Ha nmocsieHaTa peJaKIMs HA TEKCTa

11/2024

[ToxppoOHa nHpOpManKs 3a TO3W BETEPHHAPEH JIEKAPCTBEH MPOIYKT MOKE J]a HAaMepHuTe B Oa3ara
nanHu Ha Cpro3a otHocHO mpoaykrute (https://medicines.health.europa.eu/veterinary).

16. /lanuu 3a Bpb3Ka

[puTexaTea Ha Pa3PEUIEHUETO 34 ThPIOBHSL:
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CioBeHus

[IpousBoaxTEll, OTTOBAPSIIL 33 OCBOO0XK/IaBAHETO HA MAPTH/IN:

KRKA, d.d., Novo mesto, gmarjeﬁka cesta 6, 8501 Novo mesto, CiroBeHUsI
Virbac S.A., lére avenue, 2065 m L.1.D., 06516 Carros Cedex, ®panmus
KRKA - FARMA d.o.0., V. Holjevca 20/E, 10450 Jastrebarsko, XspBatus

MecTHU npe/IcCTaBUTENN U IaHHH 32 Bpb3Ka 3a ChoOIIaBaHe Ha MpeanoiIaraeMu HeOJaronpusITHA
pEaKIH:

Kpka bearapus EOO/I

rp. Codus

Ten: +359 2 962 34 50

En. noma: info.bg@krka.biz

3a BCsKaKBa HH(bOpMaHHH OTHOCHO TO3M BETCPUHAPCH JICKAPCTBCH IMPOAYKT, MOJII, CBBPIKETEC CC C
MCCTHUS IMPEACTABUTECII HA MPUTCIKATCIIA Ha PA3PCHICHUCTO 3a ThProBUs.


mailto:info.bg@krka.biz



