COI''TACOBAHO

(opraumsauns-paspaborank AO «KPKA, x.1., Hoo mecto»/«KRKA, d.d., Novo mesto»;
Smarjeska cesta 6, 8501 Novo mesto, Slovenija)

O6mme TpeboBaHus
1. ToproBoe HanMEHOBaHWME JeKapcTBEHHOTro mpemapata: Jexunen® TabaeTKu M KOIIEK
(Dehinel® Cats).
Me:x1yHapoIHOE HeNlaTeHTOBAHHOE HANMEHOBAHHUE: MHPAHTEl, IPA3HKBAHTEN.
2 JlexapcTBeHHas ¢popma: TabIETKH I OpaIbHOTO IPUMEHEHHUS.
Jlexunen® TabmeTky 1S KONIEK B KAUeCTBE JCHCTBYIONIMX BEIECTB B OHOM TablIeTke ComepKaT
nupanTen smOoHaT- 230 Mr u mpasukBaHTen - 20 Mr, a TakXke BCIIOMOraTe/IbHbIE BEIIECTBA:
KpaxMmall KyKypy3HbI, MUKpOKpUCTAJUIHYEeCKYO 1enmonao3y (E460), nomusunon K25, maruus
creapar (E572), komnouaHbl# O€3BOIHBIM KBapll, THIPOMEIUIO3Y, HOIHATHICHIIHKONb 4000,
muokcuy tutana (E171).
3. [Ipenapar mno BHEIIHEMY BHJAY [peacTaBiser coOOH MOKpbITEIE O000JIOYKOMH
JBOSIKOBBIITYKJIbIE, OBAJIbHBIE TA0JETKH OT Ge0oro [0 nmodrd Oenoro 1Bera ¢ pUCKON Ha OJHOH
CTOpOHE.
Cpok rofiHOCTH Ipenapara IIpyu cOOIIOACHNHN YCIOBUN XpaHEeHHs - 2 rojia o JHA [IPOU3BOCTBA.
ITonosuHa TabiieTku XpaHUTcs B Te4eHUe 1 mecsna.
3anpeniaeTcs IpUMEHEHHE NpenapaTa o HCTEYCHHUH CPOKa TOJHOCTH.
4. Bemyckaror Jlexunen® TaGneTKH JUIS KOIIEK pac(acoBaHHBIMH 1O 2 TaOJETKH B
Omucrepsl, ynakoBaHHble B KOpoOku 1o 1 wiam 2 mryku, wid no 10 tabiaeroxk B Oiucrepsi,
yrnakoBaHHble B Kopobku mo 1 uwnu 10 mryk. Kaxayio ynakoBKy cHaOXarOT MHCTPYKLIMEH IO
NIPUMEHEHHIO.
1 Xpausar Jlexusen® TabneTKH A KOMIEK B 3aKPHITOH YIAKOBKE IPOM3BOIMTENS, B
3aIMUIIEHHOM OT MPSMBIX COJHEYHBIX Jy4eid MecTe, OTJEIbHO OT HUIIEBBIX NPOAYKTOB H
KOpMOB, ItpH Temmneparype ot 0°C mo 25 °C.

6. XpaHHTh JIEKAPCTBEHHBIN NpenapaT clIeayeT B MecTaX, HEJOCTYIIHBIX IS JAETEH.

T Heucnonp30BaHHBIN mpernapar YTHIM3HPYIOT B COOTBETCTBHHM C TpeOOBaHUAME
3aKOHO/ATeNbCTRA.

8. Otnyckaercs 6e3 penenTa BeTEpUHAPHOTO Bpaya.

II. dapmaneBTHUecKHE CBOICTBA

9. Jexunen® tabieTku UL KOHIEK OTHOCHTCA K  Ipynne KOMOHHHPOBAHHBIX
AHTHTEIIBMHUHTHBIX IIpernapaToB.

10.  Jlexunen®™ TableTKH I KOMEK 00NafaeT IIMPOKHAM CIEKTPOM AHTHIEIBMHHTHOTO
NeHCTBHSA Ha KPYIJIBIX M JICHTOYHBIX T'€JIbMMHTOB, MAPa3UTHPYIOUMIMX Y KOIIEK, B TOM YHCIIE
Toxocara cati (syn. mystax), Toxascaris leonina, Ancylostoma tubaeforme, Ancylostoma
braziliense, Echinocoecus multilocularis, Dipylidium caninum, Hydatigera (Taenia)
taeniaeformis, Mesocestoides spp., Joyeuxiella pasqualei.

Mexauu3Mm JIeHCTBHS Mpa3MKBaHTENa, BXOJAIIEr0 B COCTaB IIpelapaTa, 3aKiIo4yaercs B
JeNoNApH3alMl HEHPOMBIIICYHBIX TaHTIMOOIOKATOPOB, HApYIIEHHH TPAaHCHOpTa TIIOKO3BI U
MHKPOTYpOyIsapHOH GyHKIHH y HECTOJ, YTO MPHUBOJMUT K HapYIISHHIO MBIIIEYHOH HHHEpBAllHH,

®



Hapanmdyy ¥ rWbead wapasuta. [Ipasmkpamren OHICTPO BCAchBACTCA B KHIICYHHKE
pacripefienifeTcs ‘BO BHYTPEHHHX OPraHaX H TKAHSX; BRIBOXMTCA H3 OpraHH3MA C MOUOH “B
OCHOBHOM B MeTaG0M3HpOBaHHOH (opMe..

[Tnpanten SMGOHAT OKa3HBAET BRIPAKCHHOE HEMATOROIUHOE JCHCTBAE, BhI3BIBAL TIOBBINIEHIE.
IPOHMIAEMOCTH KISTOTHEX MemMOpaH, HeOBPaTAMBLA Tapanyyd i KOHTPAKTYPY MBILILL y HeMAaTos,
“UTO MPHBOAHMT K TMOCHU MapasHTa H CIOCOOCTBYET ero SARMAHAIMM U3 HKETYA0THO-KAIETHOTO
Tpakra. 1lupanTen MOGOHAT YaCTHUHO BCACHIBAETCH B XKUINEHHHKe, GHICTPO METAOWIMBHPYETCH B
BEIBOJIHTCS U3 OPTAHU3MA B OCHOBHOM ¢ (heKanuanMu.

Ipénapar mo CTeneHM BO3NEHCTBHS Ha OPraHM3M OTHOCHICH X MAJJOONACHBIM Beimecteam (4
xrace omacmoctw mo TOCT 12.1.007-76), B pekoMeHAYeMEIX J03a8X He OKasHIBaeT
SMOPHOTOKCHYECKOTO,  TEPATOTEHHOFO U CEHCHMOMIM3MPYIOUIEIO  ACHCTRBUAL. - Xopoo.
IEPEHOCHTCA KOHIKAMH PAasHBIX MIOPO/ B BO3pacTa.

III. Tlepanok npuMeHeHMAS
11.  Jexmren® TabNeTky AnA KOmIeK HA3HATAIOT KOWKaM ¢ Jieuehuod u npodwnakraaeckolt
LEMbI0 [PH  HEMaToR03aX (TOKCOKAp03, TOKCACKApPHIO3, aHKWIOCTOMO3) H HECTOJ03aX
(TeHANO3H], ARTHIMANO3, 3XUHOKOKKO3EL, Mesouecmmlos)
12.  TporasonokasaHueM K TOpuMeHeHmo [exumen® TabneTks uis KOWEK SBISETCs
MHAMBHIyalbHAS IIOBHINEHAAS TyBCTBUTENBHOCTS JKHBOTHOLO K KOMITOHEGHTAM IIpemapara (B
TOM HHCTE B aHaMHese) He mofuTexaT fereIbMAHTH3AIMH KOTATa Maccoii Menee 1 k.
13.  Jexunen® TaGieTKH IiIn KOUIEK Ha3HAyaloT KolllkaM B go3e 1 Tabnerka Ha 4. Kr' Macchi
KHBOTHOTO (5 MrTpasuKBaHTeia ¥ 57,5 Mr nHpanTena sMG0HaTa Ha 1 KT MacCHl XKHBOTHOTO).

Macca KoLIKH, KT Konugectso Tabnerox
1.0 - 2.0 172
2.1 - 4.0 1
4.1 - 6.0 [+1/2
6.1 - 8.0 2

JlerenEMAHTU3AIMIO KOLIEK ¢ HemonssoBamueM Jlexvmena® TabieTok JiA KOLIEK TPOBOST,
HadnHas ¢ 3- HEASMBHOI0 BO3PACTA.

HpenapaT NPUMEHSMOT JKMBOTHEIM HHAMBHIYAILHO OJHOKPATHO, B YTpeHHEe KOpMIIeHHE C
HeOONLIIMM  KOJIWYECTBOM KOpMA. TIpenpapuTensHOHR TONOAHOM [HETH H IPHMEHEHHS
CIAOHTENBHEIX CPEICTB IEPeN AereNbMUHTH3aeH He TpebyeTces.

C rewebHOl Nensio XHBOTHBIX JETENBMAHTH3UPYIOT HO ITIOKA3aHESM, ¢ OPodiaktmyueckoi
LIE/IBIO - EKEKBAPTANBHO B BRIICYKA3aHHOMN T03€.

14. CHMITOMOB, BOZHHKAIOUIMX IIPH IIEPENO3UPOBKE IIpémapara, He ycraHosmeHo. Ilpn
3HAYMTEIBHON MEPeo3NpPOBKe MOXeT HaGNIONATECA PacCTPOHCTBO. JKEMy/I09HO-KHIIEYHOT O
TpakTa, pBOTA. '

15.  Ocobennocreil JelCTBHA JCKAPCTBEHHOTO Ipelapara IIpH OEPBOM MPHEME HIH IIPH €ro
OTMEHE He BBLIBJICHO,

16.  Tpemapar ueins3s HCTONB30BaTh OepeMeHHBIM CaMKaM H3-33 OTCYICTBHA CBEJEHHH O
BIHARWM TIpenapaTa Ha DTY TPYNNy KUBOTHEIX. llpemapar Takke He HCNOAB3YIOT JULI
JNETCABMAHTH3ANAN KOTAT A0 TPEXHEACNBHOTO BO3pacTa, TaK KaK Y HHX HE BBRIABAACTCS MHBASHA
JEHTOYHKIMY TEMPMUHTAME.

17. B enyyae HecoOmoAeHAs YCTaHOBICHHOTO CPOKA IOBTOPHEIX. o0paloTOK TPHMEHEHUE
npenapara ciejryer Bo30GHOBHTE B TOM XK€ 7l03€ IO TOMH e exeMe.

18. [ToOo4HBIX ABICHAN B OCIOKHEHUA - TIPH IPAMEHECHUA Hexunena® TabreTok Ams KOMEK B
COOTBSTCTBHE ¢ HACTOSIEH WHCTPYKIHCH, Kak NIPaBHIO, HE HaOmogaeTcs. IIpH MOBRIICEHOM
UHAUBHYAIIBHON 4yBCTBUTCIBHOCTH JKHBOTHOTO K AaKTHBHEIM KOMIOHEHTaM  Ipelapara,
BO3MOMKHBI  IIOBHIMIEHMAs  CAMMBAIMA, - AHapes WOM pBOTA.  YKa3aHHBIE  CHMIITOMEI
KPATKOBPEMEHHB, CAMOIIPOM3BOIRHO HCUEAOT U HE TPEOYIOT TIPHMEHEHHS NeKapCTBEHHBIX
cpefcTs:




19. He pexomeHayeTcs NPUMEHSATH Jlexunen® TabneTKH IS KOMIEK C mpenapaTamy,
COJIEPKAllAMH [IANIEPa3HH, BBULY BOSMOXKHOTO CHIDKEHHUS ) PEKTUBHOCTH.
20. Jexunen® TabMeTKH Ui KOIIEK He MpeJHa3sHa4eH IS IPHMEHEHHs NPOXYKTHBHBIM
KUBOTHEIM.

IV. Mepbi tuuHOM npoduIaKTHKH
21.  TIlpu pa6ore ¢ Jlexunenom® TabreTkaMy UIs KOIIEK clexyeT coOmoaaTs obmue npasuia
JIAYHOM TUTHEHBI U TEXHUKM 0e30IIaCHOCTH, IPEayCMOTPEHHBIE IPH paboTe C JIEKAPCTBEHHBIMH
cpenctBamu. [1o okoH4YaHUE PabOTHI CIEXYET BBIMBITE PYKH TEIUIOH BOJIOW C MBLIOM.

22. JhogsMm ¢ THIEPYyBCTBHTEIHLHOCTHIO K KOMIIOHEHTaM IIpenapara clenyeT H30erars
IIPSIMOTO KOHTaKTa C IPenapaToM.
23. llpm ciydaiiHOM KOHTAaKT€ JIE€KapCTBEHHOrO IIpernapara C KOXEW MM CIU3UCTBIMA

000109KaMH TIfa3a, WX HEOOXOAVMO IPOMBEITH OONBIIMM KOJMYECTBOM BOIbL B ciysae
TIOSIBJICHAS QICPTHYESCKUX peaKldil WIK [pH CIy4aldHOM MONANaHHM Npenapara B OpraHu3M
YeJloBEKa CIEAYET HEMELICHHO oOpaTHThCs B MEIMIHMHCKOE ydUpexjacHHe (Ipu cebe HMeETh
HHCTPYKIIUIO [0 IIPUMEHEHHUIO HIIH 3THKETKY).

HawumernoBaHus u aapeca «KRKA, d.d., Novo mestoy, émarj eska cesta 6,
MPOU3BOJICTBEHHBIX ILIOMIAI0K 8501 Novo mesto, Slovenija.
MPOH3BOAUTEIS IIpernapara «KRKA, d.d., Novo mesto», Povhova ulica 5,

8501 Novo mesto, Slovenija.

HaumenoBaHue, anpec opragu3anyu, 000 «KPKA ®©APMAY», 125212, r. Mockaa,
YIOJTHOMOYECHHOM JEpiKaTesIeM HUIIH I'onoBHHCKOE TIOCCE, AOM 5, Kopmyc 1
BJIAJCIIBIIEM PErHCTPALIIOHHOIO Temn.: (495) 981-10-95, daxc: (495) 981-10-91

yIOCTOBEPEHUS JIEKAPCTBEHHOI'O NpenapaTa
Ha MPUHSATHE IPETEH3UH OT NoTpebuTeNs.
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