110 BETEPUHAPHOMY [PHUMEHEHHIO JIeKapCTBEHHOTO npenapara Jlexuten® TabneTku
JUTSL KOLLIEK
(opranuzanus-paspaborauk AO «KPKA, n.1., HoBo mecto», IlIMapselka necra 6,
8501 Hoso mecto, Cnosenus /«KRKA, d.d., Novo mesto», Smarjeﬁka cesta 6, 8501
Novo mesto, Slovenija )

Homep perucrpaimonHoro ynoctosepenus 705-3-10.17-3868Nel IBH-3-10.17/05077

I. O6me TpeboBaHus

1 HauMeHoBaHWe JIeKapCTBEHHOro IIpemnapara JUis BeTepHHApHOIo
MIPUMEHEHHS:
ToproBoe HaumeHoBanue Jlexunen” TabIeTKH I KOIIEK (Dehinel® Cats).
MEX/IyHapOJHOe HENaTeHTOBAHHOE HaMEHOBAHKE: TTUPAHTe, IPa3sUKBaHTE]L.
2.  JlekapctBeHHas GopMa: TaOJIETKH AJIsl OPaIbHOTO NPUMEHEHHS.
Jexunen® TabaeTKy Ui KOIIEK B KayecTBe AEHCTBYIOIIMX BELIECTB B OJHOW
TabneTke cozepxar nupanresia sMooHat - 230 Mr u mpasuksanTel - 20 Mr, a TaKkxke
BCIIOMOTaTelbHbIE BELIECTBA: Kpaxmall KyKypy3HbIH, MHKPOKPHCTALIMYECKYIO
nemmonosy (E460), monusumon K25, marnus creapar (E572), KoutoumHbIA
6e3BO/HBEIA KBapll, MIPOMEIUIO3y, MonudTHIACHrIMKons 4000, nUOKCHA THTaHA
(E171).
8 [IpenapaT Mo BHeIIHeMy BHAY IpeJACTaBIsSeT COOOH IMOKpPBIThIE 00OIOYKOMN
JIBOSIKOBBINYKJIbIE, OBalbHbIE TabieTku OT Oenoro g0 modtd Oesnoro mnBera
PHCKOM Ha OJJHOM CTOpPOHE.
CpoK TOJHOCTH Mpenapara Ipy coGIIOICHUH YCIOBUH XpaHeHus - 3 roja co JHs
npoussozacTsa. [losoBuHa TabIeTKH XpaHUTCS B TeueHue 1 mecsua.
3anpelnaercsi IpMMEHEHKE IIpernapaTa Mo UCTEYEHHH CpOKa FOAHOCTH.
4. BrimyckatoT npenapar Jexunen™ TabieTku JUis KomeK pachacoBaHHBIM 110 2
TabJIeTKH B OGIMCTEpHI, YIaKOBaHHbIE B KOpOOKH mo 1 wiam 2 mrykd, mwid no 10
tabieToK B OnucTephl, yrnakoBaHHble B KopoOku mo 1 unu 10 mryk. Kaxayio
yIaKOBKY CHa0XaroT MHCTPYKLMEH 10 IPUMEHEHHIO.
3. XpaHsaT npenapaT B 3aKpbITOH YIAaKOBKE IIPOU3BOJMTES, B 3ALIHIIEHHOM OT
NPSIMBIX COJIHEYHBIX JIy4eH MecTe, OTAEIBHO OT MHUIIEBBIX MPOAYKTOB H KOPMOB,
npu temneparype ot 0 °C no 25 °C.

6. XpaHuTh JIEeKapCTBEHHbIHM Iperapar CliellyeT B MecTaX, HEJOCTYIHBIX s
IeTeu.
T Heucnosib30BaHHBIM  Ipenapar  YTHWIM3HPYIOT B COOTBETCTBHH  C

TpGﬁOBaHI’IHMI/I 3aKOHOJJAaTECIIbCTBA.



8.  Ormyckaercs 6e3 peyernTa BeTepUHApHOTO Bpaya.

II. ®apMakoIOTHUCCKHE CBOUCTBA
9. ITpemnapar Nexunen®  Tabnerkd 9 KOIICK  OTHOCHTCA K
(apMaKoTepaneBTUIeCKOH rpynmne — aHTHI€IbBMUHTHbIE CPENCTBA B KOMOUHaNHSIX.
10. Tlpemapar Jexunen® TabaeTKd s KoleK 00JajaeT IMPOKAM CHEKTPOM
AHTHIebMHUHTHOTO  ACHCTBHMS HA KPYIJBIX M JICHTOYHBIX TE€IbMWHTOB,
napa3zuTHPYIOMEX y Koluek, B ToM umcie Toxocara cati (Syn. mystax), Toxascaris
leonina, Ancylostoma tubaeforme, Ancylostoma braziliense, Echinocoecus
multilocularis, Dipylidium caninum, Hydatigera (Taenia) taeniaeformis,
Mesocestoides spp., Joyeuxiella pasqualel.
Mexanu3M  [elcTBHA TpasMKBaHTeNna, BXONAIEr0O B COCTaB  Tpernapara,
3aKMIOyaeTcs B JCNOMApM3ALAM  HEHPOMBIIIEYHBIX  FaHMIMOOIOKaTOpOB,
HapyIUEHAY TPAHCTIOPTa MIOKO3BI ¥ MUKPOTYPOYJISIpHO# QYHKIMHE y LCCTOA, HTO
NPYBOZUT K HApYIIEHUIO MBILIEHHON WHHEPBALMM, I1apaludy ¥ rHOenu napasura.
IIpasuxBanTen OBICTPO BCACHIBACTCA B KUIIGYHAKE K PACHPEACIsETca  BO
BHYTDEHHUX OPTaHaX U TKaHsX; BBHIBOJMTCSA M3 OPraHH3Ma ¢ MOUOW B OCHOBHOM B
MeTaGoau3upoBaHHoi dopme.
TMupanTen SMOGOHAT OKa3blBaeT BEPAKEHHOE HEMATOOLMIHOS ICHCTBUE, BhI3bIBAS
[IOBBIIEHNE [POHUIIAEMOCTA KIETOUHBIX MeMOpaH, HeoOpaTuMbH napamuy H
KOHTPAKTYpy MBI y HEMATOJ, YTO TPUBOAKMT K I'HOE/M NapasuTa u ¢rocoOCTBYeT
ero MUMUHALAKM M3 XKeTyI04HO-KAIIeYHOro TpakTa. [TupanTen aMOOHAT 4aCTUHHO
BCACHIBACTCS B KHIIEYHHKe, OBICTPO MeTaOHNIM3MpPYETCA U BBIBOJUTCH U3
OpraHu3Ma B OCHOBHOM C (eKanisiMH.
IlpertapaT IO CTENEHW BO3NEHCTBMS HA OPraHHW3M OTHOCHTES K MalOOMACHBIM
semectBaM (4 xi1ace omacxocty o 'OCT 12.1.007-76), B peKOMEHJIyEMBIX [1038X
HG OKa3biBAET OMOPHOTOKCHUECKOTO, TEPaTOTeHHOr0 H CeHCHOWIM3MPYHOUIETO
HeiicTBusI. XOpOUIO NEPEHOCUTCS KOIUIKaMM pasHbIX NOPOJ i BO3pacTa.

III. Tlopsnox npUMeEHEHHUS
11. Tlpemapar Jlexunen® TabneTku A7 KOUIEK Ha3HAYAIOT KOLUKAM C JeueOHOH U
IpOQUIAKTHHECKO) [elikio  IIpH  HEMAaTOo/03ax (TOoKCOKapo3, TOKCACKAPHAO3,
AHKWJIOCTOMO3) M  IllecTofo3ax (TEHHMIO3bl, JMIMIHAHO3, OSXMHOKOKKO3BL
ME30LECTOMI03).
12. TlpoTuBomokazaHueM K HNPUMEHEHHIO Iperapara THexunen® tabnerkd A
KOIIEK SBIgETCS HHIAMBUAYAIbHAS [1OBBIIICHHAs YyBCTBHTEIBHOCTH XHBOTHOIO K
KOMIIOHEHTaM [perrapara (B ToM wumcne B adamuese). He noanexar
JAereJbLMUHTU3ALMHE KOTATa Maccoil MeHee | KT,
13. TIlpu pabore ¢ fpemapaTom TNexunen® rtabnerku IIs KOIIEK ClIexyeT
cobmrogars oOIMe npaBWiIa JMYHOW TUTHEHBl M TEXHHKH 0e30MacHOCTH,
IIpeayCMOTpEHHBIe NPH paloTe C JICKApPCTBEHHBIMU CPeACTBAMU. ITo okoH4YaHHH
paboTH cileyeT BEIMBITE PYKU TEIUIOH BOJIOH C MBLIOM.
JlromsM € TUnepUyBCTBUTEILHOCTEIO K KOMIIOHEHTAM TIpernapata clIefyeT u36erathb
IPAMOro KOHTAKTA C MPENapaToM.




ITpu cnyyaiiHOM KOHTaKTe JIEKapCTBEHHOI'O IPENapaTa ¢ KOXeH Wid CAM3HCTHIMH
oBonouKaMy TIna3a, HX HeoOXOAUMO TPOMBITE GONBIIMM KOIMYECTBOM BOJIbL B
CIyyae TMOABIEHUS UIEPIMUYecKUX peaknud WIM NpH Cly4YalHOM IOliaJaHuy
Ipenapara B OpraHu3M 4dejloBeka clleflyeT HeMeIJIeHHO oOpaTuThCst B MEQULIMHCKOE
yupeskaeHue (pu cebe MMeTs HHCTPYKIIHIO 10 IPUMEHEHMIO HITH 3THKETKY ).

14. Tlpemapar Henb3s MCUOJB30OBaTh OEPEMEHHBIM CaMKaM H3-3a OTCYTCTBHS
CBEJCHH O BIMSHMM IIperiapara Ha 3Ty rpylily XXHWBOTHHEIX. IIpemapar takke He
UCHONB3YIOT ISl NETeNIbMUHTU3AIMH KOTAT /IO TPEXHENENbHOIO BO3pacTa, TaKk Kak
y HMX HE BBIABIACTCH UHBA3UY JICHTOYHBIMH IeJIbMUHTAMH.

15. [Ilpenapar Jexuren® TabieTku [Ji8 KOIIEK HAa3HA4aroT KOLIKaMm B jose I
tabneTKa Ha 4 Kr Macchl )KHBOTHOTO (5 MI Mpa3ukBaHTena v 57,5 MI' [IHpaHTena
sMOOHaTa Ha 1 XTI MacChl J)KMBOTHOT0).

Macca KOIIKH, KT Konunuecrtpo Tabdnetox
1.0 - 2.0 1/2
2.1 - 40 1
4.1 - 6.0 1+1/2
6.1 - 8.0 2

JlerenBMHHTH3AIMIO KOLIEK ¢ MCToNb3oBanueM Jlexnnena® TablIeToK A/ KOUIEK
IPOBOAAT, HAUMHAS C 3- HEAENBHOIO BO3pacTa.

ITpenapar NPHMEHSIOT MXKUBOTHEIM HHIMBHAY&JIBHO OJHOKPAaTHO, B YTPEHHEC
KOpMJIeHHe ¢ HeGonpmmMM Konu4uecTsoM Kopma. IlpeapapurensHON ronoaHoH
AMeTHl M TPUMEHEHWs CIHabHTENBHBIX CPEACTB TNEpen JAerejbMUHTH3alHedl He
TpebyeTcs.

C JiedeOHOM LENLIO JKUBOTHBIX JAETEABMHHTH3UPYIOT IO TOKa3aHusiM, C
npoduIaKTHYECKOH LIeNbIO - XKEeKBapTabHO B BhIILEYKa3aHHOM 103¢.

16. IToGo4HBIX SBIEHMH U OCIOKHEHUH MPH NPUMEHEHUH NpenapaTa HlexuHen
Ta0JIeTOK I KOIIEK B COOTBETCTBHUH ¢ HACTOsIIEH HHCTPYKIUEH, KaK NMPaBuiio, He
HaOmoxaercs. [1pd HOBBINIEHHON MHAUBHY AJIbHONH 4yBCTBUTEILHOCTH JXABOTHOTO
K aKTUBHBEIM KOMITOHEHTaM IIperiapara, BO3MOXKHBI TIOBbIIIIEHHAs CaluBallkg,
auapes WIM PBOTA. YKa3aHHBIE CHMIITOMBI KPAaTKOBPEMEHHBI, CaMONPOU3BOJIBHO
MCYEe3aloT U He TpeOyIOT IPHMeHCHNUs JIEKaPCTBEHHBIX CPEeJCTB.

17. CuMmnromMos, BO3HHKalOIIUX [IpH  ICPEJO3HPOBKe  IIipernapara, He
yCTaHOBIEHO. IIpM  3HAYMTENBHOM  NEPENO3HPOBKE MOKET — HabIIOAATHCS
paccTpOHCTRO JKEITYJOYHO-KHILIEYHOTO TPaKTa, pBoTa.

18. He pexomeHAyeTcst IPUMEHSTh MPENAPAT Jexunen® TabneTku st KOLIEK ¢
nperapataMi, COJACPXKAIMMK  IUNEPAsdH, BBHJY BO3MOXHOIO CHHKEHHS
3()$eKTHBHOCTH.

19. Ocofennocreil AeicTBUS JEKapCTBEHHOIO Ipelnapara Mpu NepBOM IIpHEME
HJIM TIPU €r0 OTMEHE He BBIABIECHO,

20. B cnydae HecobNIOJEHHs YCTAHOBIEHHOTO CPOKa NOBTOPHBIX 00paboToK
IIPHMEHEHHE Mperapara ciielyeT Bo300OHOBHTE B TOH e /103€ 10 TOH e CXeMe.

21. Ilpenapar Il,‘expmen@ TabNeTKy IS KOIIeK He TNpejJHasHadeH s
IPUMEHEHUS IPOAYKTUBHbIM XHBOTHEIM.

®




Hapmenosanus u afpeca
UPOM3BOACTBEHHBIX IIIOIIAA0K
IIPOU3BOAUTENS IpenapaTa

HaumeroBanue, ajipec OpraHu3alyu,
YIIOTHOMOYEHHOH JiepiKaTeleM AlH
BJIAJ(ENBIEM PETUCTPALMOHHOTO

¥ JIOCTOBEPEHU JIEKAPCTBEHHOTO
Ipernapara Ha IIPUHATHE [IPETEH3UH
OT rotpeduTes.
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Xopaatust/«KRKA-FARMA d.o.o», V.
Holjevca, 20/E, 10450 Jastrebarsko,
Croatia
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