YNATCTBO 3A YINTOTPEBA
Ha BETEPUHAPHO — MeAULIMHCKU npenapar

Enroxil Flavour 150 mg, tablets for dogs
EHpokcun co BKyc Ha meco 150 mg, Tabnetu 3a kyumha

c¢hapmaueBTcka cpopma
Tabnetu

reHepu4Ko UMe Ha BeTePUHaApPHO — MeAULIMHCKUOT npenapar
eHpocgbsiokcaluuH

1. Mme n agpeca Ha HOCUTENOT Ha OAOﬁpeHMeTO 3a CTaBak€e BO NMpoMeT U ume mn
agpeca Ha npou3BoauTenoT

Mme n agpeca Ha HOCuTeNoT Ha ogobpeHneTo 3a cTaBake BO MPOMET:
KPKA-®APMA OOEIJ Ckonje

yn.”Xpucto TatapyeB — 1” 6p.101

1000 Ckonje,

Penybnuka MakegoHuja

Vime n agpeca Ha nponsBoanTenNoT:
KRKA, d.d.

Novo mesto, Smarjeéka cesta 6
8501 Novo mesto

Slovenia

I 2. Ume Ha BeTepUHAapHO — MeaQUUMHCKUOT npenapar

EHpokcun co Bkyc Ha Meco 150 mg, TabneTu 3a Ky4nka

AKTMBHa cyncTaHuumja:
EHpodhnokcaumH 150 mg

EkcunnueHcu:

Manwuton (E421), nyeHkapeH ckpob, HaTpuym ckpob rnukonat (Tvn A), BKyc Ha meco 10022,
HaTpuym naypuncyndar, OCHOBEH ByTunMpaH MmetTakpunart kononumep, audytun cebakar,
Kpockapmerosa HaTpuyMm, kornovgHa 6e3BoaHa cunuvka, Tank, MarHeanym creapar.

Tabnetute ce okpyrnu, cnabo GukoHBEKCHM TabneTn co 3akoceHn pabosu, kpemacTa oo
cBeTo kadeaBa 60ja, CO MOXHW BUANMBK BENM UNN NOTEMHM TOYKM U CO pasfenHa fnvHja
Ha egHaTa cTpaHa. TabnetaTa Moxe ga ce nogenu Ha ABe NOMOBUHM.

| 3. TepaneBTCKM MHAUKaLUN

OBoj npenapart ce ynotpebyBa Kaj KyunrwaTa 3a NnekyBamwe Ha 6akTepuckn MHAEKLMN Ha
opraHuTe 3a Bapene, OpraHuTe 3a QULLeHe, YPOreHUTanHNOT TPaKT, Koxarta, CeKyHAapHu
WHMEKLMN Ha paHUTE N BOCMNaneHnja Ha HagBOPELUHNOT e o4 ywunTe (OTUTUC eKcTepHa),
Kage LUTO KIMHUYKOTO MCKYCTBO YKaXKyBa Ha Toa Aeka eHpodnoKkcaumnHOT e nek o n3bop.

| 4. KoHTpanHamkaumm




EHpokecun co Bkyc Ha meco 150 mg, TabneTtu 3a Kyunwa He cMmeat ga ce ynotpebysaart:

- Kaj Ky4nkba nomnaau o4 1 roguHa nnu Kaj UCKIyYnTernHo rofieMy pacu Ha Ky4nkba Kou
ce nomnaau o 18 meceum 1 Kaj Kov NepnoaoT Ha pacTere e NoJonr, 3aroa LWTo
npenapaToT MOXe Aa MMa BnvjaHue Bp3 pa3BojoT Ha pckasuuarta Ha 3rnobosuTe 3a
BpeMe Ha CTaguMyMoT Ha 6p30 pacTere Ha KOCKUTE.

- Kaj >XMBOTHW KOW Ce NPeoceTIMBU Ha eHpodioKCaLMH UM Ha MOMOLLHUTE
cyncraHumm

- Kaj Kydnba co nopemMeTyBaha Ha LeHTPariHUOT HEPBHEH CUCTEM,

- BO NPOodOMNaKkTUYKn Lenu

| 5. HecakaHu gejcTBa

Bo peTku crniyyan, Mmoxe [a ce nojaBu NnoBpakake 1 aHopeKcyja.
3a Bpeme Ha NeproaoT Ha 6p30 pacTere, eHPOdoKCaLMHOT MOXe Aa UMa BrivjaHue Bp3
pa3BojoT Ha pckaBuLaTa Ha 3rnobosuTe.

[okonky 3abenexuTe HEKOM CEPUO3HN HecakaHW AejcTBa WM HEKOW OpYyrn HecakaHu
AejCTBa KOM He Ce HaBedeHW BO OBa ynaTCTBO 3a ynoTpeba, Be monume nHdopmupajte ro
BaLUMOT AOKTOP MO BETEPMHAPHA MeanunHa.

6. BuOooBM Ha XMBOTHM 3a KOWM LITO € HamMeHeT BeTepUHAPHO - MeAULMHCKUOT
npenapar

Kyunrea (ronemwm pacw) .

7. [Jo3upawe 3a cekoj noeAauHeYeH BUA, HaYMH U dpeKBeHLMja Ha npuMeHa wu
npenopaka 3a npaBuiiHa ynotpeba

EHpokecnn co Bkyc Ha meco 150 mg, TabneTtu 3a Kyunka ce gaBaaT nepopariHo co unun 6e3
XpaHa, a gosata m3HecyBa efHa Tabneta Ha 30 kg TenecHa TexuHa Ha geH (5 mg
eHpodnokcaunH/kg egHall Ha geH, unu nogeneHo Bo 2 obpoka, ogHOCHO %2 TabneTta Ha 30
kg TenecHa TexvHa fBa nNaTu Ha OeH).

Tabnetute Tpeba aa ce aaBaar Bo nepuod oa 5 Ao 10 geHa. Bo 3aBUCHOCT of KNUHUYKaTa
CNnuKa unu npoueHkaTa Ha QOKTOPOT Mo BeTepMHapHa MeauuunHa, rekyBaheTo MOXe [a ce
NPOOOIKN.

3a ga ce 06e3bean npaBUITHO Oo3Mpane, TeNecHaTa TexuHa Tpeba ga ce ogpean KOrKy
LUTO € MOXHO MOMNPEeLn3HO.

Mpenopaka 3a npaBunHa ynotpe6a
Mpen ynotpe6a Ha npenapaToT NpoYMTajTe ro BHATPELLHOTO ynaTcTBo.

| 8. KapeHua Ha BeTepuHapHO — MeAMLMHCKUOT npenapar

He e npymeHnueo.

| 9. HauuH Ha YyBaH-e 1 poK Ha ynoTpeba

Ha ce yyea Ha Mmecma HedocmanHu 3a deuya!

He ce noTpebHn nocebHM yCnoBmM Ha YyBak€e 3a OBOj BETEPMHAPHO-MEANLMHCKM Npenapar.
[a He ce ynoTpebyBa no nctekyBake Ha poKoT Ha ynoTpeba HaBeaeH Ha NaKyBaHETO.
CkplweHaTa TabneTta BpaTeTe ja BO OTBOPEHNOT b6nmctep n ynotpebeTe ja Bo nepuog og 24
Yyaca.

| 10. Moce6HM MepkM Ha NPeTNasnNMBOCT




NocebHn MepkX 3a NPeTnasnuMBOCT 3a CEKoj LiesieH Bua:
lNornegHeTte BO ToudKa 4.

[NocebHn Mepku 3a NpeTnasnuBoCT Npu ynotpebda:
Hema.

[MocebHu Mepku 3a NPeTNasnMBOCT Npu ynoTpeba Ha XUBOTHMU:

®PryOpOKUHONOHUTE Ce HaMEHEeTU 3a NeKyBare Ha XXUBOTHU CO KIMHWYKM BUOSIMBW 3HALM Ha
BonecrT, Kora cnopepg aHTMGMorpamMoT u3gBoeHnTe GakTepun ce OTNOPHN Ha APYrK Knacu Ha
AHTUMUKPOOHM NEKOBMW.

Cekoralwu kora e BO3MOXHO, dhoriyopokmHonoHnte Tpeba ga ce ynotpebysaaTt Bp3 OCHOBA Ha
NPEeTXOAHO TecTupare Ha oceTnueocTa. [JoKonky 0BOj npenapart He ce ynotpebyBa BO
COrnacHOCT CO MHCTPYKLMUTE HaBeaeHN BO BHATpeLHOTO ynaTcTBo 3a ynotpeba, moxe aa
ce 3rorieMu npesarneHuaTa Ha 6akTepum OTNOPHM Ha (PryOPOKUHONOHN U Aa ce Hamanu
ednKacHOCTa Of NeKyBareTO CO APYrM hTyOPOKMHOSOHN NOpPaAM MOXHOCTa 3a BKPCTEHA
PE3NCTEHTHOCT.

Mpn ynotpebaTa Ha oBOj Nnpenapart, Tpeba ga ce 3emart BO npeasua ouvumjanHiTe u
NIoKanHuTe aHTUMUKPOBHM npenopaku.

MoTpebHa e npeTnasnMBOCT Npu ynoTpebaTa Ha OBOj Npenapar Kaj Kydnha CO TELLKN
owTeTyBawa Ha 6ybpesunTe nnun Ha LUpHMOT Apo6.

[‘paBnauTeT U Nakrauuja
[a ce ynotpebyBa camo OTKako JOKTOPOT MO BETEpMHApHa MeauumnHa ke HanpaBu NpoLeHKa
Ha 0QHOCOT MOMEry KOPUCTa U PU3MKOT.

NHTepakLmm co Apyrin BETEPUHAPHO-MEANLMHCK NpenapaTti v Apyr opMmn Ha UHTEPaKLINM
He ce npenopavysa ynoTtpe6a Ha fyOPOKMHOMOHM Ha XXMBOTHM KOW NpuMaaTt TeOUIUH.
[la He ce kKoOMBUHMpPa CO TETPALMKIMHW, (DEHUKONM UMM MaKPONMUAM NOPaAN MOXHOCTa 3a
aHTaroHUCTOYKN AejcTBa.

[Mpenosuparwe (CUMMNTOMMW, UTHA NOCTaNKa, aHTUAOT)

Mpy HeHagejHO Npefo3Mpare Co A03a NorofiemMa of nponuwaHara, MoXxe Aa HacTaHe
noBpakane, Aujapea 1 NPOMEHN BO LIEHTpanHUoOT HepBeH cucteM. Npu npegosvnpame He
NOCTOM cneumdudeH aHTMAOT, U NekyBakweTo Tpeba Aa e cMMNTOMaTCKO.

NHkomMnaTubunHocTtu
HenosHaTn.

Moce6Hn Mepku Ha npeTnasnUBOCT Kou Tpeba Oa rM npesemMe nNuUETO Koe roO
agMUHUCTPUpPa BeTepMHAPHO-MeAVMLMHCKMOT NnpenapaT Ha XXMBOTHU:

MwujTe rn pauete no ynotpeba co yicTa Boga.

JInuata Kon ce anepruyHm Ha pNyopoKMHONOHM (rpyna Ha aHTUMKKPOBHM nekosm), Tpeba ga
nsberHyBaaT KOHTaKT CO OBOj npenapar.

Bo cnyyaj Ha HeHamepHo ronTakwe Ha npenapartoT, BegHaw nobapajte MeanumMHCKa NoMOLL
N NoKaXxeTe My ro ynaTtcTBoTo 3a ynotpeba Ha nekapor.

11. Moce6Hu npegynpedyBawa 3a OTCTPaHyBake Ha HEYNOTpPe6eHUOoT BeTepuHapHO
— MeOULMHCKMX npenapaT unv oTnagHWOT MaTepujan of BeTePUHAPHO — MeAULIMHCKUOT
npenapar

CeKOj HEUCKOPUCTEH BeTEPUHAPHO-MEOULUMHCKM npenapat wWwin oTnagHUoT MaTepMjan oA
BeTeEpUHaApPHO-MEOUUNHCKMNOT npenapart, Tpe6a da ce OTCTpaHuM BO COrfaCHOCT CO JioKariHuTe
perynatmeu.



CoBeTyBajTe Cce CO OOKTOp NO BETEpUHapHa MeAuuuHa Kako Aa rm opnute NEKOBUTE KoM
noBseke He BU ce NnoTpebHu. OBMe MepkM nomaraaT BO 3allTUTa Ha XMBOTHaTa cpeauHa.

| 12. OcTtaHatu nHcpopmaumm

12.1 ®apmakognHamMmmka

EHpodhniokcaumHoT koj ce coctom BO EHpokcmnn npenapaToT € CUHTETCKN aHTUBUOTUK Co
LUMPOK CMEeKTap Ha gernyeBare, KOj Npunara Ha rpynaTta Ha nekoBu driyopoxuHononu. lenyea
GakTepmumaHoO NpoTMB MHOrY Mpam nNo3nTMBHU U 'pamM HeraTMBHU BaKTEPUN N MUKONITA3MMU.
MexaHn3mMOoT Ha 4ejcTBO € eAMHCTBEH MOMEry aHTUMMKPOOHUTE NEKOBU — Npe[, Ce ja
nHxnMbunpa Ha 6aktepuckata [HK rmpasa (tononsomepasa), eH3nM Koj ja nocpenysa
HeraTMBHaTa cekyHAapHa cnupanu3auuja Ha 6akrepuckara [JHK 3a Bpeme Ha
pennukauujaTa, Ha TOj Ha4YMH WTO ce Bp3yBa co A nogeavHuuaTta Ha eH3umoT. MHxnbnpaHo
€ pa3gBojyBar-e U MOBTOPHOTO 3aBUTKyBake Ha ABOjHUOT XESMKC, a NoCNneanyHo HacTaHyBa
npesep3nbunHa agerpagaumja Ha xpomosomanHata JHK. Ncto Taka, dhnyopoknHonoHuTe ja
MeHyBaaT NpPonyCTNIMBOCTa Ha HAABOPELUHUTE AeSTIOBU Ha KNETOYHMOT Sua, OOHOCHO
dochonunngHNOT Croj 1 rn oTeTyBaaT MUKpOOpraHnammuTe Bo asa Ha mupysare. Co
OBOj MexaHu3aMm ce objacHyBa Op30TO rybere Ha BUTANHOCT Ha OCETNIMBUTE
MUKpoopraHnamn. baktepmnoctatckute n 6akTepuunaHNTE KOHLEHTpaUun Ha
€HpOdNOKCALUNHOT C€ MHOTY CIUYHU. AHTUMUKPOOHOTO AenyBame Ha eHponoKcaumHOT ce
n3pasyBa BO MHOIY HUCKM KOHLUEeHTpauun. 3abenexaHu ce cnyyanm Ha BKpCcTeHa
pes3ncTeHumja Ha eHponoKCaUnHOT CO Apyrnte pnyopoKUHOSOHM.

bakTepuckaTa pesncteHumja Ha pnyopoKNHONOHN Haj4eCTO HacTaHyBa Co MyTauuja Ha
uenHata OHK rupasa. lNomanky 4ecTto, MyTauuja HacTaHyBa Ha Tonomsomepasa-lIV uenta
(Staphylococcus aureus). [pyrn mexaHnamu Ha pe3ncTeHumja ce jaByBaaT Kora 6aktepujata
ja HamanyBsa cnocobHOCTa Ha NEeKOT Aa HaBre3e BO KneTkaTta Unu ro 3roneMyBa akTUBHUOT
TpaHCNopT HaABoOp o4 KneTkaTta. Pe3ncTteHTHoCcTa BOOGU4aeHo e XpOMO30MCKN pa3BUEHa,
na 3atoa OCTaHyBa W No 3aBpLUyBaH-€TO HA aHTUMUKpPOOHaTa Tepanuja. Moxe Aa ce nojasu
BKPCTEHa pe3ncTeHuuja Ha eHpodroKcaunH co apyrute onypoknMHonoHu. NpomeHuTe Ha
HMBOTO Ha PE3UCTEHTHOCT Ha (PNYOPOKUHOIIOHUTE CO TEKOT Ha BPEMETO KOW Ce jaByBaaT Kaj
Campylobacter n Salmonella Bugosute, ce cnegaT nopagym MOXHOTO BrnvjaHue Bp3
YOBEYKOTO 3Apasje.

12.2 dapmakokMHeTUKa

EHpodnokcaunHoT no nepoparnHa n napeHTepanHa npMmeHa, nocTurHyBa BO CEPYMOT Kaj
KydnHeaTa u Mavkute, NpubnumkHO eqHakBy KOHLeHTpauun. 1o nepopanHa annukauumja
MakcumarnHaTa KoOHUeHTpauuja Bo nnasmarta ce nocturHyea 3a 1 o 2 yaca. BonymeHoT Ha
AncTpmnbyumja e BUCOK, a KOHLeHTpaumjaTa Bo TkmBaTta e 2-3 naTu nororiema of oHaa BO
cepymoT. [lokonky TabnetuTte ce AaBaat BO COrMMACHOCT CO BHAaTPELUHOTO ynaTcTBO, BO
KpBTa W LIeNTHUTE OpraHun 3a HEKOJKYy YacOBM Ce NMOCTUrHyBaaT KOHLEHTpauun Ha
eHponokcaumH Kou ce nosncoku og MIC (MUHMManHU MHXMOUTOPHW KOHLIEHTpaLumn) 3a
noronemunoT gen Ha 6akrepuuTe. [NocebHO BUCOKM KOHLIEHTpaLun Ha eHpodrokcaunH ce
nocTurHyBaaT Bo 6enute apoboBu, LpHNOT Apob, BybpesunTe, KoxaTa, KOCKUTE U OpraHuTe
oA nMM@HMOT cuctemM. EHpodprnokcaumH ucto Taka Bnerysa Bo uepebpocnvHanHaTa
TEYHOCT, OYHaTa BOAa, Y NpeKy nocTernkarta v Bo MIOA0BUTE Ha rPaBUOHUTE XUBOTHMU.
MpubnmxHo 40% opf fo3aTa Ha eHpodhnokcaumH BO LpHMOT Apob ce TpaHcdhopmmpa BO
uMnpodriokcauuH Koj € aHTUMUKPOBHO noedomkaceH. NoveTHaTa Monekyna n metabonutute
Ce uarnadyBaar NPBEHCTBEHO Mpeky ypuHara.

| 13. NakyBame




Kytumn koun cogpxat 1 unm 10 6nuctepm co no 10 TabneTn.
CuTe nakyBaka He MOpa Ja ce AOoCTanHu Ha nasapor.

3a 6uno kakeuM MHOpPMaLMM BO BpcKa CO OBOj BETEpMHAPHO-MEAWLMHCKM npenapat, Be
MOMMME KOHTaKTMpajTe ro JIoKarHOTO NPETCTaBHULLTBO HA HOCUTENOT Ha oAobpeHneTo 3a
cTaBat-e BO NPOMeT.

| 14. HauuH Ha n3pgaBamse

BeTepuHapHO MeauUmMHCKU NpenapaTy WTOo n3gaBaaT BO BeTepuHapHa anteka 6e3 peuenT.

| 15. ATC BeT ko

dapmakoTepaneBTcka rpyna: AHTUMUKPOOHN NEKOBK 3a cUcTeMcka ynotpeba,
G YyOpPOKNHONOHM.
ATCvet kog: QIO1IMA90

| 16. AXB 6poj

MKO_1337

17. Bpoj Ha opoGpeHMeTO 3a cTaBake BO NPOMET Ha BETePUHAPHO — MEeAWULMHCKUOT
npenapar

16-3885

| 18. OaTym Ha nocnegHa peBu3uja Ha ynaTcTBoTo 3a ynotpe6a




