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MHCTPYKLIVST
110 BETEpPHHAPHOMY ITPUMEHEHHIO JiekapeTBeHHoro npenapara Jlexunen® [Tmoc

(opranuzanus-paspadbotuuk AO «KPKA, i.1., HoBo mecto» IlIMaprenika iecra
6, 8501 Hoso mecto, Cnosenust /«KRKA, d.d., Novo mesto», Smarjeska cesta 6, 8501
Novo mesto, Slovenija)

Homep perucrpaipontoro yjpocrosepenus 705-3-6.13-3148Nel IBU-3-3.7/02282

[. Obiue ceeeHMs.

1. Toprosoe HaumeHOBaHMe JiekapcTBeHHOro mpenapara: Jlexunen® Ilmoc
(Dehinel® Plus).

['pynnuposoynoe nauMeHoBanue: Gpebanre+nupanTentnpasuKkBaHTell.

2. Jlexapcrpennas dopma: TableTKH Jyis OpaJbHOIO MPUMEHEHHS.

Jexunen® ITntoc B KayecTne JICACTBYIOIIIMX BELIECTB B OJHOH TabiieTke Maccoi
2310 mr conepaxut: hedanten - 525 Mr, nupanTesia smobounar - 504 Mr, pazsuKBaHTel -
175 mr, a B Ka4ecTBe BCIIOMOTaTENbHBIX BELIECTB — JTAKTO3Y MOHOTHADPAT, KYKYPY3HbIii
Kkpaxmay, moBuaoH K30, Hatpusi naypuicyns(ar, MHKPOKPHCTAIIMYECKYIO
LEJITH0JIO3Y, KPEMHHMS KOJUIOMIHBIM aHTHAPH/L U MarHus creapar.

3. [Ilpenapar 1o BHeWIHEMY BHJYy [pejacTaBisieT cobol  OBaJIbHbBIC
JIBOSIKOBBIIYKIIbIE TADJIETKH ClIerKa 3eJeHOBaTO-XKeJTOro LBeTa ¢ (Packoi U puckoi Ha
0beux cTopoHax.

CpoK roaHoCTH 1eKapcTBEHHOTrO Nperapara npu cOOIIIOEHUH YCIIOBUH XpaHeHUs
— 3 rozia ¢ AaThl MPOU3BOJICTBA.

Banpeaercst ucrosb3osarh Jexunen® [Iroc 1o UcTeyenun cpoka roJHOCTH.

4. lexunen® Ilmoc BeImycKaroT pacdacoBaHHbIM B GIHCTEPHI 110 2 TAGNETKH Ui
6 tabnerox. biuctepsl 110 2 TabJIeTKM YIIAKOBBIBAIOT B KAPTOHHbBIE KOPOOKHM 1o 1 uim 2
LITYKH, OicTepsl 110 6 TabieToK yrnakoBbIBAIOT B KAPTOHHBIE KOPoOKH 110 2, 10 wiu 17
IITYK M CHA0XKAIOT MHCTPYKLIUEH 110 IPUMEHEHHIO.

5. XpaHsT JIeKapCTBEHHbIH rpernapaT B 3aKpbITOH yIAKOBKE MPOU3BOAUTENS B
3alUIIEHHOM OT IPSAMBIX COJHEYHBIX JIyYel MecTe, OTJE/IBHO OT MPOAYKTOB MTUTAHMUS
U KOpMOB, rpu Temnepatype ot 0°C no 25°C.

6. Xpauuts Jlexunen® [litoc cienyer B MecTax, HEJIOCTYIIHbIX [UIsl IETei.

7. Heucrions30BaHHBIN JeKapCTBEHHBIH NpenapaT yTHIU3UPYIOT B COOTBETCTBUH
¢ TpeOOBaHUAMH 3aKOHO/ATELCTBA.

8. Ornyckaercst 6e3 penenTta BeTepUHAPHOTO Bpaya.



[1. dapmakosioruyeckue CBOMCTRA.

9. Jexunen® Ilmoc oTHOCHTCS K KOMOMHMPOBAHHBIM aHTHIebMHUHTHBIM
npernaparam.

10. KombuHanus ¢ebanresna, nupanrtena sMOOHATA U [IPA3HKBAHTENA, BXOIAIMX
B COCTaB Iperapara, odbecrieynBaeT LIMPOKHIl CIIEKTP €ro aHTHIeJIbMUHTHOTO JI€HCTBHSI
Ha HEMATO/I, IIECTO/1 U IPOCTEHIIMX pojia Jissmonii (Giardia spp.), mapasuTUPYIOLIUX B
JKeJlyI0MHO-KHILIEUHOM TpakTe y cobax.

Mebanres, BXopamMH B cocraB  Iperiapara, OTHOCHTCS K  TPYIINE
MpoOeH3MMKIAa30/10B, aKTHBEH B OTHOLUEHHH HeMaTo [ poaoB Ancylostoma, Uncinaria,
Toxocara, Toxascaris, Trichocephalus. Mexanuswm neiicrus debGanrerna 3akiioyaeTcs B
YIHETEHHH cuHTe3a Oenka TyOynHWHAa W HapylIeHHE MHKPOTYOY/IsSpHON (QYHKIMH
HEMAaTo/l, CHH)KEHMHM aKTUBHOCTH (ymapaTpeayKrasbl, SBISIOMIEHCS KIIOUEBbIM
(epmMeHTOM B JHEPreTUYECKOM OOMEHE relIbMHUHTOB, U MPEKPALIEHUH TPAHCIIOPTA U
BCACBIBaHHMS IVIIOKO3bI, YTO BbI3bIBAET IWOe/b HeMaroj. YMepeHHO BCACBIBAETCS B
JKeJIy IOUHO-KHUIIIEYHOM TpakTe, OuoTpanchopMHUpyeTcs B MeUeHH.

[Tupantena smbOoHaT OTHOCHTCS K TpyIle NUPUMHJIKHOB, OYEHL IUIOXO
BCACBIBAETCS [PM  NEPOpalbHOM  BBEJEHMM W OKa3biBaeT CBOE JlelicTBHe
[PEMMYLIECTBEHHO B XeJyJI0YHO-KULIeuHoM TpakTe. O6nafaer MUPOKKM CHEKTPOM
HEMaTOLIMIHOI'O JIeHCTBHSI, aKTUBEH B OTHOIIEHMH HeMaTo | pojioB Ascaris, Toxascaris,
Ancylostoma, Uncinaria u apyrux. biokupyerT HepBHO - MBILICUHYIO Iepeaady
MMIIyJIbCa Y HEMATOJ, ¥ BbI3bIBAET [1apaivyi MYCKYJIATyPhl FeJIbMHHTA.

[IpazuksanTesn — NPOU3BOAHOE MUPA3UHU30XUHOIUHA, I'YOUTEIBHO JIEHCTBYET Ha
BCe (hasbl pa3sBUTUS KPYIJIBIX H JIEHTOYHBIX I'eJIbMUHTOB, [IAPasUTHPYIOLIMX ¥ cobak, B
ToM yucne Toxocara canis, Toxascaris leonina, Uncinaria stenocephala, Ancylostoma
caninum, Trichuris vulpis, Echinococcus granulosus, Ehinococcus multilocularis,
Diphyllobothrium latum, Dipylidium caninum, Multiceps multiceps u Taenia spp.

Mexanusm JelcTBUS IIpasMKBaHTENa 3aKiIOYaeTCsi B YTHETEHHMH AKTHBHOCTH
(pymaparpeyKTasbl, HAPYILICHUH TPOHULAEMOCTH KJIETOYHBIX MEMOPAH U MBILIECYHOH
MHHEPBALIMHK, YTO NPUBOJAUT K Mapanudy u rudeiu reabmunTa. Ilpazuksanrten 6u1cTpo
BCACBIBACTCHA B JKEIYJOYHO-KHILIEYHOM TPAKTE, €ro MakCHMAaJlbHas KOHIEHTPALIUS B
miasMe KpoBH JlocTUraercst uepes 60 MuHyT. BEIBOJUTCS U3 OpraHu3Ma B OCHOBHOM ¢
MOY0i B TeueHue 24 yacos.

Jlexunen®™ Imoc 10 cTeneny BO3IEHCTBUS HA OPraHU3M OTHOCHTCS K YMEPEHHO
onacHeIM (3 knacc onacuoct 1o I'OCT 12.1.007-76). B pexomenayeMbIX [103ax HE
OKa3bIBACT CEHCUOMIIM3UPYIOIIETO U I'elaTOTOKCHYECKOIo JICHCTBHSL.

[11. Iopsiiok npuMeHeHUS.

11. Jexunen® Ilmoc HasHauaioT cobakaM ¢ NpodMIaKTHYecKOH W JedeGHOH
LENBIO MIPU HEeMAaTo/103ax (TOKCOKapo3, TOKCACKapH/I03, YHIIMHAPHO3, aHKHIOCTOMO3,
Tpuxouedaines),  LecTof03aX  (TEHHHIO3bI,  JUMMIMAMO3,  OXUHOKOKKO3BI,
AUGUILIOOOTPHO3, ME30LIECTOUI03) U rHapno3e (JsMOIHo3e).

12. llporuBomnokazanueM K mnpumenenuio Jlexunena® Ilmoc —sBnsiercs
MHJIMBHJyallbHAsl TIOBBIIIEHHAsT 4YYBCTBUTEJILHOCTh JKUBOTHOTO K KOMIIOHEHTaM
npenapara. I Ipernapar He pexomeHayeTcs IpUMEHTh cobakaMm mMaccoit Mmenee 17,5kT.

13. Ilpu pabore ¢ Jlexunenom® Ilmoc cienyer cobmonats obipe mpaBuia
JIMYHOM TMICHMEHbl M TEeXHHKH O0€30IacHOCTH, MpeaycMOTpeHHble IIpu pabore ¢
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JieKapcTBEHHBbIMU npenaparamMu. I1o okoHYanuu paboTel ClieayeT TIIATENBHO BbIMbITh
PYKH C MBUIOM.

JlojisamM ¢ runepuyBCTBUTENLHOCTBIO K (hebaHTeny, Npa3sHKBaHTe/ly, [TMpaHTey
ciesyeT u30erarh NpsiMOro KOHTAKTa C IIPernapaToM.

Ilycras ynakoBka wu3-1ojJi rnpenapaTa IOJUICKUT YTHIH3AIUH C OLITOBBIMH
OTXO0/1aMH.

[Ipu ciy4daiinom mnonajaHuM rpenapara Ha KOXY WIH CIH3UCTbie 000JI0YKH ero
HeOOXOJIMMO TOTYAC CMBITH MPOTOYHOW BOJOH C MbUIOM. B ciydae mnossieHus
AJUIEPrUYeCKUX peaknud W/WIM [pv  clyyailHOM TMONajJlaH|uM  JIeKapCTBEHHOIO
npenapara B OpraHdu3M 4ejioBeKa ciiellyeT HEMEAJIEHHO O0paTHThCS B MEAMIIMHCKOE
yupexcienue (npu cebe MMeTh HHCTPYKIMIO [0 NPUMEHEHHIO [pernapara HIiu
TUKETKY).

14. He momyckaercst ipuMeHeHMe JIEKapCTBEHHOTO TpeliapaTa IeHKaM B IepBbie
TPU HEJICJIM JKM3HU W ILEHHBIM CyYKaM B [IEPBBIE JIBE TPETH IepHoja GepeMeHHOCTH.
[Ipenapar paspelieHo NpUMEHSITH CAMKaM B TIEPHO/] JIAKTaLlUH,

I5. Tlpenapat npumensoT cobakaM KpyIHBIX OPOJ HHIMBHLYAILHO IIEPOPATHEHO
OJIHOKPATHO B yTpeHHee KopMileHHe B J103e | Tabierka Ha 35 KT Macchl dXUBOTHOTO.

[Ipu nevenun nsamOsMO3a npenapar NPUMEHSIOT B PEKOMEHJIOBAHHBIX /103X B
TeUYeHHe 3-X JIHeH MoapsiL.

Ilepen npumenenuem Jlexunena® I[lmoc ne Tpebyercst ronomHoil AHETs W
HCIIONBL30BaHKS CIaOUTENBHBIX CPEJICTB.

B ciyvae WHTEHCHBHOW WHBAa3MM HEMaTo/JaMH PEKOMEHJIYETCS [OBTOPHOE
BBeJleHHe Iipenapara 4depe3 14 nueil B Tol ke jozupoBke. C yedeOHOH 1ENbIO
KUBOTHBIX JETeJIbMHHTAZHPYIOT 110 [OKA3aHUAM, C NPOQUIAKTHYECKOH LENblo —
e)KECKBapTallbHO, a TakKe IMepe/l BaKUMHALMeHd W CllapuBaHHWEM B TepaneBTHYECKOH
Jl03€.

16. Ilo6ouHBIX SIBIEHUH M OCJIOKHEHHH npu npumeHenun Jlexunena® Ilmoc B
COOTBETCTBUM C HACTOsAIIEH MHCTPYKLMEH, Kak Impaswio, He Habmopaetcs. [lpu
MOBBIIIEHHOH HWHIMBHAYaJbHOW 4YYBCTBUTE/IbHOCTH JKMBOTHOTO K KOMIIOHEHTAM
rperapata ¥ MOSABIEHHH alUIEPrHYecKuX peakuuii npumenenue Jlexunena® Ilmoc
NPEKPaIaOT U IPOBOJIST JIECEHCUOMITU3UPYIOILYIO TePaIHIO.

17. CumirroMel nepe1o3MpOBKH y cO0aK He BhIsIBIICHBI.

18. He pomyckaercs opHoBpemenHoe mnpumenenue Jlexuunena® IDhmoc c
npenapaTamy, COJAEpKallldMU IIMIIepa3MH, M C JIPYI'MMH  XOJHHEPrHYECKUMHU
npenapaTamMmy BBHJly BO3MOMKHBIX aHTArOHUCTHYECKHX 2((hEeKTOB.

19. Ocobennocreil jeHcTBusl nperapara MpH €ro MEPBOM [PUMEHEHMH He
YCTaHOBJICHO.

20. Cnetyet cobi110/1aTh YCTAHOBJIEHHBIE CPOKH JIEreIbMUHTH3ALUH COOaK.

21. Ilpenapat He npeAHA3HAYEH JUIsl IPUMEHEHHUS IPOYKTUBHbLIM JKMBOTHBIM.

Haumenosanue u agpec 1.AO «KPKA, n.1., HoBo MecTo»,
NPOM3BOICTBEHHBIX IUIOIIAJI0K [IImapremixa necra 6, 8501 Hoso mecro,
IPOM3BOJUTENS NIperapaTa Cnosenus/«KRKA, d.d., Novo mestoy,

Smarjeska cesta 6, 8501 Novo mesto,
Slovenija.
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Haumenoganue, anpec
OpraHu3allyy, yIoJIHOMOYEHHOMH
BJIaZIENBLIEM UIIH JiepiKaTesieM
PETHCTPALIMOHHOTO
YJI0CTOBEPEHHS JIEKAPCTBEHHOIO
npernapara Ha IIPUHSTHE
NpeTeH3uid oT moTpedures

IIpencraBurens
AO «KPKA, n.1., HoBo mecto»

2. «kKPKA-®APMA j1.0.0.», B. Xoneesria,
20/E, 10450 Slcrpebapcko, Xopsarus/«KRKA-
FARMA d.o.0.», V. Holjevca, 20/E, 10450,
Jastrebarsko, Croatia

000 «KPKA-PYC», 125212, r. Mocksa,
| onoBuHCKOE 1I0CCE, J1IoM 5, Kopryc |
Ten.: (495) 981-10-95, dakc: (495) 981-10-91.

M.C. HUBanosa




