TabJIETKU CO BKYCOM Msica

(opranuzauus-pazpaboryuk AO «KPKA, a.1., HoBo mecto» [lImapeerika necra
6, 8501 HoBso mecto, CnoBenus /«KRKA, d.d., Novo mesto», §marje§ka cesta 6, 8501
Novo mesto, Slovenija)

Howmep peructpanuonHoro ygocroBepenus 705-3-1.16-3106NeIIBM1-3-1.16/03380

I. O0mue cBeneHus

1. ToproBoe HaumeHOBaHME JieKapcTBeHHOro npemnapara: Jexunen® Ilmoc
Tabnetku co BKycoM msca (Dehinel® Plus tablets with meat flavour).

MexxayHapoJHOe HENaTeHTOBaHHOE HaMMEHOBaHUE [ICHCTBYIOLIMX BELIECTB:
(dhebanTeN, MUpaHTEN, MPa3UuKBaHTE.

2. JlekapcTBeHHast popMa: TabJIETKH 1711 OpaJIbHOIO IIPUMEHEHHSL.

[Ipenapat B kadecTBe ACHCTBYIOLIMX BellecTB B 1 TabneTke coaepkut: dhedbanTen
- 150 mr, nupanTena amboHar - 144 mr, npasukBaHTes - S0 Mr ¥ BcrioMorarenbHbIe
BEIIeCTBA: JIAKTO3bl MOHOTHIpPAT, KyKypy3Hbld Kpaxman, noBujoH K30, nHarpus
naypuiacynbdar, MHKPOKPUCTAIIMYECKYIO LIEJUIION03Y, KPEeMHHUS KOJUIOMIHBIA
aHTHJIPHJI, MarHusi cTeapar, apoMaTHyecKyro 100aBky co BKycoM Msca Aroma Meat
Flavour 10022.

3. Tlo BHemHeMy BHOy IHpenapar MmpeicTaBusieT coboil  Kpyrible,
JBOSIKOBBINYKJIblE Ta0JETKH IKEJITOro LBeTa C TEMHBIMM BKpAIUIGHUSMH C
KpecTooOpa3Hoil pUCKOi Ha OAHON CTOPOHE.

Cpok roaHOCTH JIEKApPCTBEHHOIO Mperapara IpH COOIIONeHUH YCIOBUM
XpaHeHHUsl — 3 rojia ¢ AaThl IPOU3BO/ICTBA.

3anpenaeTcss UCIOJIB30BaTh JE€KapCTBEHHBIN Ipernapar MO HMCTEUYEHHH CpOKa
FOJIHOCTH.

4. Jlexunen® ITnmoc TabaeTKH CO BKYCOM Msica BBIITYCKAIOT pac(acoBaHHBIMH 10
2 unu 10 Tabnetok B OukcTephl. biivctepsl 1o 2 TabaeTKH YNakoBLIBAIOT 1O 1 ITyKe B
KOpoOKy, a Ouctepsl o 10 TabneTok ymakoBbeIBalOT B KOpoOku mo 1 umu 10 mTyk.
Kaxyro kopoOky cHaGXar0T HHCTPYKLIHMEH 110 IPUMEHEHHIO.

5. XpaHAT NeKapCcTBEHHbIH MpenapaT B YIIaKOBKE MPOU3BOAMUTEINS], OTAEIBHO OT
MHUIIEBBIX MMPOJAYKTOB U KOPMOB, B 3allIUIIEHHOM OT MPSAMBIX COIHEYHBIX Ty4eH MecTe,
npu Temneparype ot 0°C go 25°C.

6. XpaHUTh JIEKAPCTBEHHBIM MMpenapaT cleayeT B MecTaX, HeAOCTYIHBIX s
nerei.

7. Hercnioib30BaHHBIH NpenapaT yTUIU3UPYIOT B COOTBETCTBUHU C TPEOOBaHUAMHU
3aKOHOAATEIbCTBA.



8. Ormyckaercs 6e3 perenrta BETEpMHApHOro Bpa4a.

II. ®apmakonoruueckre CBOMCTBA

9. Jexunen® ILmoc TabneTk# coO BKycOM Msica OTHOCATCA K rpynme
KOMOMHHPOBAHHBIX AHTUICIIBMAHTHBIX JIEKAPCTBEHHBIX MIPENapaTos.

10. Kombunanus debanrea, mupanTtesna 3MO0HATa U NPa3sUKBaHTENa, BXOAAIINX
B COCT4B nperiapara, oGecredrBaeT UIMPOKHMil CIIEKTP €ro aHTHI€AbMUHTHOrO NeHCTBUSA
Ha HEMATOZ, LIECTO/ 1 ITpocTeiinux pona namomui (Giardia spp.), napasuTHPYIOLIKX B
KeITy/IOUHO-KHUIIIEYHOM TpaKTe y cobak.

MdebanTen OTHOCHTCS K NPOOEH3MMHIa30J1aM, KOTOpbie OHOTpPaHCHOPMHUPYIOTCH
B OpraHu3Me B GeH3UMUIA30Ibl. AKTHBEH B OTHOIIEHHU HeMaTo ] pojos Ancylostoma,
Uncinaria, Toxocara, Toxascaris, Trichocephalus. Mexanusm JedCTBUS OCHOBaH Ha
uHrHOHpoBaHuy (QepMeHTa QymaparpegyKTasbl B MHTOXOHAPHSX TIElIbMHHTOB, B
pe3yJIbLTaTe HEro HapyllaeTCsi YCBOGHHE TIIFOKO3BI M CHHTe3 Oenka TyOysuHa, 4TO
IPUBOAUT K PaspyLIEHHIO MUKPOTYOYISpPHOrO aniapara KJIETOK apasura, BhI3bIBas
ero rubens. @ebanTen BCACKIBAETCS B KHILEYHHUKE, METAOOMU3UPYETCSA B INEUCHH U
BBIEISIETCS © JKEIYRIO B IPOCBET KHINEYHHKA, rJe YAaCTHYHO OTMEYaeTcs €ro
IIOBTOpHAs pe30opOLus; U3 OPIaHU3Ma BLIBOJUTCA KaK B HEW3MEHEHHOH QopMe, TaK 1 B
BHAJE HECKOJBKHX METab0IUTOB ¢ ()eKalHAMH U MOYOH.

[Tupantena »MO0HAT — COEJMHEHUE T[PYIIbl IHPUMHINHOB, aKTHBHO B
OTHOIIEHUH HEMATO/, B TOM UHcye ponoBs Ascaris, Toxascaris, Ancylostoma, Uncinaria.
Mexauus3M ero JelcTBHA OCHOBaH Ha OJoKame Iepeaddl HEPBHBIX MMIIYJIBLCOB B
HepBHO-MEINIEUHBIX CUHAIICAX IIyTeM JCTOJAPH3aliMd MeMOpaH MBILEYHBIX KIIETOK,
YTO BBI3BIBAET NApANu4 MBIIIEYHOH CHCTEMBI HEMATO/; IIPH NMEPOPATBHOM BBE/ICHUH
OueHb TJI0XO BCACKIBASTCS M OKA3bIBACT MPOJIOHTHPOBAHHOE ACHCTBHE HA MEeIbMHHTOB
B KHIIEYHHKE, BLIBOJUTCS W3 OpraH{3Ma B OCHOBHOM B HEH3MEHEHHOM BHIE C

dbekanuamu (93%).
[IpasuxBaHTel — COEAMHEHHE IPYNNBl MHPA3HHHU30XHUHONMHOB, AKTHBHO B
OTHOILEHHH TIOJIOBO3PENbIX M HENONOBO3peNblX HecTod - Echinococcus  spp.,

Dipylidium caninum, Taenia spp., Multiceps multiceps, Mesocestoides spp. Mexaniam
ero meficTBHS OCHOBaH HAa WMHAYLMPOBAHMH Paclaja TeryMeHTa M HHTUOMPOBAHMU
(ymapaTpeayKTasbl, CTOMKOW MAENONAPH3aL#M MBILICYHbIX KIETOK TIeJIbMMHTA,
HapyIlIeHHH JHEPIreTHIECKOro 06M6Ha, YTO BBIZBIBACT IIapalidid H rubelnn gecroa 1
CIOCOBCTBYET MX BBIBEACHMIO M3 JKEINyJOYHO-KUIUEYHOro Tpakra. [IpasuxBaHTen
OBICTPO BCACHIBAETCS B IKENYIOYHO-KHIIETHOM TPaKTe, AOCTHIas MaKCHMAIbHOH
KOHIIEHTPALMH B IJIa3Me KpoBH uepe3 1-3 uaca, paclpelenseTcs B opraHax H TKaHAX
’HMBOTHOrO; CBA3BIBAETCHA C CHIBOPOTOYHBIMH OenkaM xpoBu (70-80%), wactu4HO
MeTaboNu3upyeTcss B IEeYeHH, PEIKCKPETHPYETCs B KHIICYHHK, BBIBOIUTCS U3
OpraHM3Ma B OCHOBHOM ¢ Mouo# (1o 80%) B Teuenue 24 qacos.

Hexunen® Tlmoc Tabnerkd €O BKYCOM Msica IO CTENIEHM BO3ASHCTBHS Ha
OpraHM3M OTHOCATCS K MaioomacHsiM BemrectBaM (4 knace omacHoctH no T'OCT
12.1.007-76); B peKOMEHAYEMBIX 033X HE OKA3BIBAIOT CEHCHOMIM3HPYIOUIETO M
rernaToTOKCHUIECKOTO AeHCTBHUA.

II1. Ilopsgox npuMeHeHus

11. Jdexunen® Ilmoc Tabnerky cO BKYCOM Msca IPHMEHSIOT cobakaM ¢
npobunakruueckoid W seqeOHOW LENbIO TIPH  HEMAToj03aX  (TOKCOKapos3,
TOKCAacKapuAo3, YHIOMHAPHO3, aHKWIOCTOMO3,  TpHXOUgdaiges),  [ECTORO3aX
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(TeHUHIO3b!, JAUIMIMAO3, 3XHHOKOKKO3bI, IU(WIIOO0TPHO3, ME30UECTOMI03) H
ruapauose (JiaMonuose).

12. TlpotuBomoka3zanueM K  NPUMEHEHHIO  ABJSICTCS  MOBBIIICHHAA
HHIUBHAYaIbHAA YYBCTBUTEILHOCTD JKHBOTHOTO K KOMIOHEHTAaM Ipenapara (B TOM
YucJie B aHAMHE3e) W BhIpAXEHHLIE HapylleHHs GYHKIOMH Modek ¥ nedyeHd. He
TIOJUIEXKAT JereIbMMHETH3AIMHE HCTOLEHHbIE, OONbHBIE HH(EKLMOHHEIMH OONe3HAMHU 1
Maccoi MeHee (1,5 KT )KHBOTHEIE.

13. Ilpu pabore ¢ npenaparom Jlexunen® Ihiroc Tabnetk co BKYcOM MAca
crnenyer cobmogaTe oblIpe MNpaBuia MHYHON I'MIMEHbI H TEXHHKHM 0e30macHOCTH,
IPEAYCMOTPEHHBIE PH paboTe ¢ JIeKapCcTBEHHBIMU mnpenaparamu. Ilo oxoHuaHuM
paboTHI cieAyeT TIATENLHO BLIMbITH PYKH C MBLIOM.

JrogaMm ¢ ruitepyuyBCTBUTEILHOCTBIO K (pebanTely, Npa3suKBanTelNy, MUPAHTEIY
crenyet u3berars MPSMOro KOHTAKTA C [IpeNapaToM.

[lycTas ymakoBKa H3-NOJ Iperapata MNOMIEKHT YTHIM3alMU ¢ ObITOBBIMU
OTXOJAMH.

Ipu ciydaliHOM IOMafaHKy TIperapaTa Ha KOXY MM CIM3HCTBIC 000JI0YKH €ro
HEOOXOAMMO TOTYAC CMBITH IMPOTOYHOH BOJOH ¢ MbUIOM. B ciyyae nosBiieHHA
AIVIEPrUYecKMX Ppeakuuif WMiIHM IpH CIlydaliHOM IIONMAJaHWM JIEKAPCTBEHHOIO
Ipenapara B OPraHM3M 4YeJioBeKa clefyeT HeMEIJEHHO 0OpaTHThCA B MEAULMHCKOE
yapexaenue (ipum cebe MMETh HHCTPYKLHIO II0 IPUMEHEHHMIO [perapara HIiH
ITHKETKY ).

14. He monmyckaeTcsi NpEMEHEHHE JIEKapCTBEHHOTO Tperapara IeHKaM B [1epBbIe
TPUY HeJEJM XM3HH W IEHHBIM CyKaM B IIepBbI€ ABE TPeTH nmeproja 6epeMeHHOCTH. B
TMEPUO JIaKTAMM M TMOCHESAHIO TPeTh OEPEMEHHOCTH Mpenapar MPUMEHSIOT 0[]
HabII0ICHUEeM BeTepHHApHOTIO Bpaya.

15. Jexunen® Ilmoc TablneTKH cO BKYycOM Msca INpHMEHSIOT cobakaM
WHIMBUAYAIBHO MEPOPAIHLHO OJHOKpaTHO B yTpeHHee KOpMIIEHHE M3 pacueTa |
tabnerxa Ha 10 xr Maccel >xuBoTHOro. Jlospl mpenapara B 3aBHCHMOCTH OT MaccChl
*KMBOTHOTI'O IIpECTaBICHbI B TAOJIHUIIE:

Macca Konuuectro Tabnetok
cobaku
Illenku 1 cobaky ManeHbLKHX TOPO/]
0,5-59«kr Y2 TabNeTKH
6—10,9 xr 1 TabneTka
Cobaxu cpeqHHuX IOpoJ
11 -159«kr 1% Tabmetku
16 — 20,9 xr 2 tabiaeTKku
21 -30,9 kr 3 TabneTku
Cobaku XpyITHBIX OPOL
31 —-40,9 xr 4 TabreTKd
41 - 50 kr 5 TabneTox

[Tpu nevenun nambnros3a npenapar NPUMEHAIOT B PEKOMEHAOBAHHBIX 103aX B
TedeHue 3-X [Hel noapsa.

[Ipn merensMUHTH3AUUM ¢ Wcmonb3oBamveM Jlexunen® Ilmoc TabiaeTox co
BKYCOM Msca He TpeOyeTcs rOI0/{HOM AHETH! ¥ HCTIONB30BaHMS ClIaOHUTENbHBIX CPeICTB.
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C neueOHOM LENBIO JXKMBOTHBIX JIETeJIbMUHTU3UPYIOT I10 TIOKa3aHMUsAM, C
MPO(UIAKTHYECKON LENBI0 — €XeKBapTalbHO B TepaneBTHYecKod no3e. B ciydae
MHTEHCHUBHOM HMHBAa3HU PEKOMEH/yEeTCs [OBTOPHOE BBEAeHHE IpenapaTa depes 14

CYTOK B TOH e J103€.
16. TIo6OUHBIX SBIEHMI W OCIOXKHeHHH npu npumeHenun Jlexunena® Ilmoc

TabJIeTOK CO BKYCOM MsCa B COOTBETCTBUH C HACTOSIIEH UHCTPYKIHEH, KaK MPaBHIIo,
He Habmoaercs. [Ipu MOBBIIIEHHON MHAUBUAYAIbHON 4yBCTBUTEIIBHOCTH XKHUBOTHOT'O
K KOMITOHEHTaM IIpenapara W IOSBICHHH aJUIePrHYeCKUX Peaklid MPUMEHEHUE ero
npenapara MpeKpamaT U IPOBOIAT JeCEHCUOUTU3UPYIOLILYIO TEPAITHIO.

17. CuMIITOMBI [IEPEI03HPOBKH y cOOaK HE BBISBICHBI.

18. He monyckaercss 0lHOBpEMEHHOE NMPUMEHEHHE Jlexunena® Iliroc TabreTox
CO BKyCOM MsCa C IpenaparamMH, CcoAepiKalluMH ImuriepasvH, M C JpPYrHMH
XOIMHEPTUYECKMMH NPENapaTaMy BBHAY BO3MOXHBIX aHTArOHUCTUYECKUX d(PPEKTOB .

19. OcobenHocTell AeHCTBUS Mpenapara IpH €ro NepBoM MPUMEHEHHH U ero
OTMEHE HE YCTaHOBJIEHO.

20. Cnenyet u3bderaTh HapyLIEHHH PEKOMEH/IyEMbIX CPOKOB JI€Te/IbMUHTH3ALIMHY,
TaK KaKk 3TO MOXET MPUBECTH K CHIDKeHUIO d(ddekTuBHOCTH. B ciyyae mpomycka
Ouepe/IHOM JereIbMUHTH3ALMH [Tpernapar HeoOX0MMO BBECTH KaK MOXHO CKOpee B TOH
K€E J103¢€, Jlajiee HHTEPBAJI MEX/y BBEACHHUSAMH IIpenapara He U3MEHSETCH.

21. Ilpenapar He npeaHa3Ha4eH ISl IPUMEHEHHUS IPOAYKTUBHbBIM )KHBOTHBIM.

HaumenoBanue U ajpec 1.AO «KPKA, n.1., HoBo

IIPOM3BOACTBEHHBIX ILIOIIANO0K Mmecton/«KRKA, d.d., Novo mesto»,

MPOM3BOIMTENS IIperapara Smarjeska cesta 6, 8501 Novo mesto,
Slovenija.

2. «KPKA-OAPMA, n.0.0.», B.
Xonsesia, 20/E, 10450 Actpebapcko,
Xopsarus/ «<KKRKA-FARMA d.o.0.»,
V.Holjevca, 20/E, 10450, Jastrebarsko,
Croatia

Haumenosanue, aapec opranuzanuu, OO0 «KPKA-PVCy,

YIOJTHOMOYEHHOH BIIaJIEIIBLEM HITH 125212, r. MockBa, I'onoBHHCKOE 1110CCE,
Jiep)KaTelleM perucTpaluOHHOIO oM 5, kopmyc |

yIOCTOBEPEHUS JIEKapCTBEHHOTO Ten.: (495) 981-10-95, daxkc: (495) 981-
npenapara Ha IPUHITHE NPETEH3UH 10-91.

OT OTpeOUTENS

IIpeacraBurens

AO «KPKA, n.1., HoBo MecTo» M.C. UBanoBa




