KPATKA XAPAKTEPUCTHUKA HA ITIPOAYKTA
KBbM PA3SPEHIEHHUE 3A THPTOBHUSA Ne 0222-2179

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIUHCKUA TIPOAYKT
KENFLOX 20% ORAL
2. KAYECTBEH U KOJIMYECTBEH CbCTAB

AKTHBHA cy0cTaHIMA:
Enrofloxacin 200 mg/ml

ExcuunueHTu:
3a IBIHUA CIIMCHK Ha €KCIUIIMEHTHTE, BIK T. 6.1.

3. DAPMAIIEBTUYHA ®OPMA

Pa3TBOp 3a mpunarane ¢ BoAa 3a MUCHE.

4. KIMHNUYHU JAHHUA

4.1 Bwunose :KMBOTHH, 32 KOUTO € npeaqna3zHayen BMII

[Munera u myHKH.

4.2 TepaneBanHn NMOKa3aHusl, ONPEAC/JICHHA 32 OTACTHUTEC BUA0BE ;KUBOTHHU

Jledenune Ha nHGEKINH, MPUYMHEHH OT CIETHUTE OAaKTEPHUH, TyYBCTBUTEITHN Ha eHPO(IIOKCAINH:
IMnaera

Mycoplasma gallisepticum,

Mycoplasma synoviae,

Avibacterium paragallinarum,

Pasteurella multocida.

Iyjiku

Mycoplasma gallisepticum,

Mycoplasma synoviae,

Pasteurella multocida.

4.3 TIlpoTuBOmOKAa3aHUS

Ja He ce n3non3Ba 3a NpouirakTrKa.

I[a HC CC€ MH3I0J13Ba, KOrato € H3BCCTHO, Y€ B ATOTO, MNOAJCKAIIIO Ha JICYCHUC, BB3HHMKBaA
PE3UCTEHTHOCT/KPBCTOCAHA PE3UCTEHTHOCT KBM ((PIIyOpO)XUHOIOHH.

Ja He ce wu3NON3BAa TPU CBPBXYYBCTBUTETHOCT KbM aKTHUBHATA CyOCTaHIWs, Jpyrd
(hi1yopo(XMHOIOHH ) MM KbM HSIKOHM OT €KCLIMITUEHTHUTE.

4.4 CronenuajJHU nMpeana3sHu MepPKH 3a BCEKH BHU/I KMBOTHH, 32 KOUTO e npeanasHadyen BMII

Bb3moxkHO € Tepamusta cpemy wuHbekinuun ¢ Mycoplasma Spp. na He yHHIIOXH
MUKPOOPTraHU3MHUTE.

45 ChoenuajaHu mpeana3sHu MepPKHU NpH ynoTpeda

CHCLII/IaJ'IHI/I Opeanasay MCPKH 3a ) KMBOTHUTC IIPHU VHOT‘DG6aTa Ha IIPOAYKTa




OdunmanHata v JIOKaJHATA aHTUMUKPOOWAITHY TIOJIMTHKH TPsiOBa Ja ce B3eMaT I0J BHUMaHUE TPU
W3II0JI3BAHE Ha TIPOIYKTA.

®DyopoxXUHOJIOHUTE TpsiOBa Na OBbAAT Ma3eHW 3a JICYCHUC HA KIMHUYHU CHhCTOSHUS, KOUTO CE
MOBNHSIBAT CJIA00 WIIM CE€ OYaKBa, 4Ye INE CE MOBIUSAT €1abo OT JICUCHHE C JPYTH KIIacoBe
aHTUMUKPOOHH CpEICTRA.

OT IBPBOHAYAIHOTO JIMIICH3UPAHE Ha €HPOQUIOKCAIIMH 3a YrmoTpeda Mpu JIOMAITHY MTUIU € HAJUIES
IIMPOKO PAa3lpOCTPAHEHO MOHMKEHHEe Ha 4yBcTBHTENHOCTTAa Ha E.COli kbM (ayopoxuHomoHH H
BB3HHKBAHE Ha Pe3MCTeHTHH MuKpoopranmsMmu. B EC pesucrentHocT e chobinena u 3a Mycoplasma
synoviae.

Koraro € Bp3M0OXHO, (PITyOPOXHHOJIOHUTE TPsIOBa Ja Ce MU3IOJ3BAT CaMO Bbh3 OCHOBA Ha MPOBEJICH TECT
3a OTpeJIeNsTHEe HA YyBCTBUTEIHOCT.

Hempapuinata ymotpeba Ha NMPOAYKTa M HECHA3BAaHETO HA WHCTPYKIMHUTE, MMOCOYCHH B KpaTKaTta
XapaKTePUCTHKA, MOXE Jla IMOBHUINAT OaKTepUaHATA PE3UCTCHTHOCT KbM (DIYOPOXHHOJIIOHHTE U
CHOTBETHO JIa MOHMKAT e()EKTUBHOCTTA OT JICUCHHETO C JPYT'M XUHOJIOHH, MOPATU BB3MOXKHOCT OT
KPBCTOCAHA PE3UCTEHTHOCT.

CHCHHaﬂHH Opeanasiy MCPKH 3a JUIiaTa, Ipujaraimy BETCPUHAPHOMCANIIMHCKHSA IIPOAYKT Ha ) XUBOTHHUTC

Xopa C YCTaHOBEHAa CBPBXUYBCTBUTETHOCT KbM ((IyOPO)XWHOJOHM WM KbM HAKOH OT
EKCLUIUEHTUTE TPsIOBa a U305IrBaT KOHTAKT C BETEPUHAPHOMEANLUHCKHS IPOIYKT.

N30srBaiiTe KOHTAKT ¢ KOKaTa U OUUTeE.

HezabaBHO u3mmiiTe ¢ BOJIa BCIKAKBHU OCTAaThIM OT MPOIYKTa, MO HATIN BPXY KOXKaTa WU OUUTE.
Cren ynorpeba u3Muiite pbleTe 1 OTKPUTUTE YYaCThIH OT TSUIOTO.

ITo Bpeme Ha ynotpeba na He ce siie, MU WK MYLIH.

4.6 Heb0saronpusiTHu peaknuy (4eCTOTa U Ba)KHOCT)
He ca u3Becthu.
4.7 Ymnorpeda mo BpeMe Ha OPeMEHHOCT, JJAKTAIUS WIH sliilleHOCeHe

Ja He ce u3Mmo3Ba Npu NTULM, KOUTO IIPOU3BEKIAT UITM Ca MPEJHA3ZHAYEHU Ja IPOU3BEkKIaT sAillla 3a
KOHCyMauus OT X0opa.
[a He ce mpuiara npu ObAEIIM KOKOIIKK HOCAYKH B PaMKHTE Ha 14 mTHU mpeny npoHacsHe.

4.8 B3aumopeiicTBHE ¢ IPYrd BeTEPHHAPHOMEIUIIMHCKH MPOAYKTH U IPYyru (popmMu Ha
B3auUMoOJeHcTBHE

In vitro e noka3zaH aHTaroHW3bM NPU KOMOWHHPaHE Ha (IYOPOXHUHOIIOHU C OAKTEPUOCTATHIH, KATO
MakpoJIMAX WM TEeTpauukiuHd u ¢eHukonu. EnHoBpemeHnHarta ynorpeba Ha cyOcTaHIMH,
ChIbPIKAIIM ATyMUHUH WIN MarHe3uid MoXKe Ja HaMald pe30pOonuaTa Ha eHpo(IIOKCaLKH.

4.9 Jlo3a 1 HAYMH HA MPUJIOKEHHE

10 mg enpodokcanmu/kg TeecHa MacaIHEBHO 3a 3-5 MOC/eI0BATEIIHHU JIHU.

Jledenne B mpoabpKkeHWe Ha 3 — 5 mOCIEAOBATENHW JTHU, 5 TOCIEAOBATENHW JHU TIPH CMECEHU
WH(EKIUY U XPOHUYHU TTPOTPECUBHHU (POPMH. AKO B paMKHUTE Ha 2 — 3 THU HE C€ TIOCTUTHE KIIMHUYHO
nooOpeHre, B3 OCHOBA Ha M3CIIEABAHE HA YYBCTBUTEIIHOCTTA TPSAOBaA J1a c€ 0OMHUCIIH Bb3MOXHOCTTA
3a aJTepHAaTHBHA aHTUMHUKPOOHA Teparwsl.

4.10 Ilpeno3upaHe (CHMITOMHU, CIIEIIHA MEPKH, AHTUAOTH), AKO € He00X0TUMO

He ca HabnroaBany HeOJIAroNPUATHA PEAKIIMH [IPH MUJIETA U YHKH, TPETHPAHH ChOTBETHO C JI03HU JI0
10 1 6 MbTU MO-BUCOKH OT TepalleBTUYHATA J034.

Ynorpebata Ha (QIyOpOXWHONOHW TIpe3 IeprHoaa Ha pacTek, B KOMOHWHAIWS ¢ TOMYEPTaH U
MPOIBIDKUTEIICH TTOBUIIICH TMPUEM Ha BOJA 3a MHEHE, Ype3 KOSTO M IMPHEM Ha aKTHBHA CyOCTaHITHS,



HaIprUMep KaTo CIEICTBUE OT BUCOKH TEMIIEPATYpH, TOTEHIIHAIIHO MOXeE J1a Ma BPB3Ka C YBpPEKIaHe
Ha CTaBHUSA XPYIISI.

4.11 KapeHTHHM CpOKOBe

TIunera: Meco u BTPEITHU OpraHu: 7 JHHU.

[Tyitku: Meco U BbTpEIIHU Opranu: 13 nHu.

He ce paspemaBa ymorpebata mpu NTHONA, KOWTO NPOM3BEXKAAT WIM ca NpeAHAa3HauYeHH [1a
TIPOM3BEKAAT SNIA 32 KOHCYMaIns OT XOpa.

[la He ce nmpuiara npu ObACIIM MITUIM HOCAYKH B PAMKHTE Ha 14 THU OT HAYAJIOTO Ha SHIIEHOCEHETO.

5. DOAPMAKOJIOI'MYHU OCOBEHOCTH

dapmakoTepareBTHYHA TPyNa. XHHOJIOHOBH W XWHOKCAIMHOBH aHTHOAKTEpHATHH MPOIYKTH,
(ITyOpOXHWHOJIOHH.
Berepunapuomenuiacku Anatomo-Tepanesrudyen Koa: QJ0OIMA90.

5.1 ®apmakoauHAMHYHH CBOICTBA

Hauun na oeiicmeue:

JIBa eH3MMa OT ChIIECTBEHO 3HaUEHHE 3a perumkanusaTa u tpanckpuniusara Ha JIHK, IHK rupasa u
Toron3omepasa [V, ca OMiIM ycTaHOBEHH, KaTO MOJICKYJSIPHH MUIIEHH Ha ()IyopoxuHOJOHHUTE. Te
MOJyJUpaT TOMOJOrMYHOTO cbherosiHMe Ha JIHK mpe3 peakuuuTe Ha pasuenBaHe U IOBTOPHO
3aleyaTBaHe.

[IspBoHauanHo ABeTe Bepuru Ha ABoiiHocnupannara JJHK ca pasuenenu. B nmocnencteue, otnaneueH
CerMEHT NPEMHHABa MPEe3 TO3U YYaCThK, MPEIu BEPUTHTE Na ObJaT MOBTOPHO CBBP3BAHUB JBOWMHA
cnupana. llemeBoTo wumHXHOMpaHe ce TNpenIu3BUKBA OT HEKOBAJICHTHO CBBP3BaHE Ha
(IIyOpOXHHOJIOHOBUTE MOJIEKYJIH B MEXKIMHEH €Tall OT Ta3u MOPEANIA OT PEaKiH, Mpe3 Ta3u B KOSITO
JHK e pa3genena, HO JBeTE€ BEpUTM OCTAaBaT KOBAJICHTHO CBBP3aHU KbM CH3UMUTE.
PerukanioHHUTE pa3KIOHEHHU M TPAHCIAIMOHHUS KOMIUIEKC HE MOTaT Ja MPeMHHAT TaKbB €H3UM-
JHK-¢pnayopoxunonon komriekc, naxudupanero Ha JJHK m nPHK cunTresa mpenu3BukBa peakuun
BOJIEIIHU 10 OBP30, 3aBUCHMO OT JIEKapCTBEHATA KOHLEHTpaLs, yOMBaHE Ha MAaTOreHHATa OaKTepHsl.
Anmubaxmepuanen cnekmuvp

EnpodnokcaniiHbT € akTUBEH cpelly MHOTO ['paM-oTpHIATeTHH MHUKpPOOpPraHW3MH, cpemry ['pam-
HOJIOXKUTEHE MUKpoopranuszmu u Mycoplasma spp.

[MomatnuBoctTa in Vitro e gokaszana npu mamoBe Ha (i) ['pam-otpunarensu BugoBe kato Pasteurella
multocida u Avibacterium (Haemophilus) paragallinarum wu (ii) Mycoplasma gallisepticum u
Mycoplasma synoviae. (Bx. Touka 4.5)

Buooee u mexanuzmu na pesucmenmmuocm.

ChOOI1ICHO €, Ye Pe3UCTEHTHOCTTa KbM ()IyOPOXMHOJIOHM BH3HHKBA OT MMET M3TOYHHUKA (i) TOUYKOBH
MyTaluu B renuTte, koaupamu 3a JIHK rupaszara u/umm rononsomepasa 1V, koeto Boau 10 MPOMEHHU B
ChOTBETHHUS eH3MM, (ii) IPOMEHH B MPOIMYCKIMBOCTTA CIPSAMO JIEKapCTBOTO TpH I pamM-OTpHIIATETHN
mukpoopranuzm, (iii) edaykcan mexanusmu, (iV) MeauupaHa OT IUIA3MUAUTE PE3UCTEHTHOCT U (V)
Mpena3Bally rupasara MpoTeMHH. BcHukM MexaHW3MM BOAST 1O HaMajeHa YyBCTBUTEIHOCT Ha
Oakrepunte  KbM  (ayopoxuHonoHu. KpbcTocaHata  pe3MCTEHTHOCT B paMKHUTE  Ha
(I1yOpOXHHOJIOHOBHUS KJIAC aHTUMUKPOOHH MPOJYKTH € YECTO CPellaHa.

5.2 dapmakoKHHETHYHH 0COOEHOCTH

EnpodiokcanHbT, MPUIIOKEH Ype3 Boja 3a MHEHE IPH NTHIH ce pe3opOupa Obp30 U MHOTO 100pe, ¢
OroHanmMuHOCT OT mpuoym3uTenHo 90 %. MakcumanHuTe TUIa3MEHH KOHIIEHTpanuu oT 2 mg/L ce
JocTUraT B pamkuTe Ha 1,5 waca cnen enunmyHa Oonyc mo3a ot 10 mg/kg tenecHa maca ¢ oOma
cucTeMHa HaMM4HOCT OT 14,4 mg-4ac/L. EHpoduiokcallMHbT ce eTMMUHUPA OT TSUIOTO C OOI TEJIeCeH
winpbHC oT 10,3 ml/mun*kg. TIpu npoab/DKUTENICH IPUEM € BOJIa 3a THeHe (MHOTOKPATHO JI03HpaHe)
ce JIOCTHraT MOCTOSHHHU KOHIIEHTpannuy Ha eHpoduiokcanus ot 0,5 mg (my¥ikn) o 0,8 mg (muiera) Ha
L. Bucokusi cpeaen obem Ha pasmpenenenue (5 L/kg) moka3Ba moOpara ThKaHHA IEHETpaLUs Ha
eHpodokcanyi. KoHIleHTpanuuTe B MPHIIEITHU ThKaHU, KaTo Osut Jpo0, uepeH aApoo, Ob0pen, yepsa



U MYCKyJIHa TbKaH, CUJIHO IIpEBMIIABaT IIIa3MeHaTa KOHLEeHTpauus. Ilpu nomamHuTe nTHIU
eHpodiokcalldd ce MeTabomo3upa cinabo [0 AaKTHUBHHS My METa0O0IMT IUIpPOQIOKCAIIUH
(npubnmsurenno 5 %). EHpodokcaniuHbT ce eTUMHHHpA OT TSUIOTO C MOJYXHBOT OT 6 daca.
CBBp3BaHETO C MPOTEHHU MPH JOMAITHUTE NTULH € TPUOIU3UTENHO 25 %.

6. DOAPMAIIEBTHYHU OCOBEHOCTH

6.1 Chnucbk HAa eKCUUITMEHTUTE

Potassium hydroxide

Benzyl alcohol

Purified water

6.2 OCcHOBHH HeCHbBMECTHMOCTH

[Tpu nunica Ha JaHHU 32 CHBMECTHUMOCT, TO3W BETEPUHAPHOMEAUIIMHCKH POTYKT He TpsiOBa Jia Oblie
CMECBaH C JIPYT'H BETCPUHAPHOMETUIIMHCKH TPOTYKTH.

6.3 Cpok Ha rogHocT

Cpok Ha TOJJHOCT Ha KpaiHUs BETepUHAPHOMEAUIIUHCKH POIYKT: 3 TOJHMHU.

CpoOK Ha TOJHOCT cJell IbPBO OTBApsIHE HA MbpBUYHATA OnakoBka: 30 qHU.

6.4. CnenuaJHM ycJI0BHS 32 CbXpaHeHHE HA MPOIYKTA

a ce cpxpansBa mpu Temmnepatypa mox 25 °C.

Jla ce mma3u oT CBETJIHHA.

Jla ce cpxpaHsBa Ha CyXO MSCTO.

Ja ce mas3u mppBUYHATa ONMAKOBKA IUIBTHO 3aTBOPEHA.

6.5 Bwugu chcTaB HA MBPBUYHATA ONMAKOBKA

100 ml monmernneroBu OyTriku (144 OyTHIKK B KApTOHEHA BHHIITHA OITAKOBKA).

1 L monmuernnenoBu OyTuiiku (12 OyTuiky B KApTOHEHA BBHIIIHA OTIAKOBKA).

He Bcnuku pa3mepn Ha omakoBKaTa Morat Ja ObJaT Npejiarany Ha na3zapa.

6.6 ChnenmaaHu MepKH 32 YHHIIOKABAaHE HA HEM3MOJI3BaH MPOAYKT WIH OCTATHIM OT HEro
Bceku Hen3non3BaH BeTepHHAPHOMEIUIIMHCKY TIPOAYKT MITM OCTaThIM OT Hero TpsiOBa na ObaatT

YHUIIOKCHHU B CbOTBETCTBUE C UBUCKBAHUATA HA MECTHOTO 3aKOHOJAATECIICTBO.

7. INPUTEXATEJI HA PASPEHIEHUETO 3A THhbPI'OBUs

Kepro B.V. Tel: + 31 (0) 570 66 29 00
Kuipersweg 9 e-mail: info@kepro.nl
3449 JAWoerden

the Netherlands


mailto:info@kepro.

8. HOMEP HA PASPEHIEHUETO 3A ThPT'OBUSI

Ne 0222-2179

9. JATA HA MTBbPBOTO N3JABAHE HA PABPEIIEHUETO 3A ThPI'OBUSI
[laTa Ha TEPBOTO M3/1aBaHEe Ha pa3penieHueTo 3a Thpropus: 13.02.2014

10. JATA HA NOCJIEJHATA PEJAKILUSI HA TEKCTA

05/2023

3ABPAHA 3A ITPOJAKBA, CHABJASIBAHE U/WUJIN YIIOTPEBA

He e npunnoxumo.

J-P BAIEHTUH ATAHACOB
3AMECTHHK U3ITBJIHUTEJIEH JHUPEKTOP



