COI''TACOBAHO
3amectutenb PykoBoaurens
Poccenpxo3naazopa

K.A.CaBeHKOB

15.04.2020
NMHCTPYKLMA
110 BETEPMHAPHOMY NIPUMEHEHHUIO JIEKAPCTBEHHOTO Ipenapara Jlexunen® tabieTok
JUISL KOLIEK

(opraam3arnusi-pazpadborunk AO «KPKA, n.1., Hoo mectoy, llImapberka mecra o,
8501 Hoso mecto, CnoBenus /«KRKA, d.d., Novo mesto», Smarjeska cesta 6, 8501
Novo mesto, Slovenija )

Howmep peructpanmonnoro ynocroBeperus 705-3-10.17-3868NelIBN-3-10.17/05077

OO6mue TpeboBaHMs

1. HanmeHnoBaHue JIeKapCTBEHHOrO Mpemnapara s BETEPUHAPHOTO
IPUMEHECHUS:
Toprosoe HanmeHoBanue Jlexunen® Tadnerku aus komek (Dehinel® Cats).
MEXyHAapOIHOE HEMIATEHTOBAHHOE HAUMEHOBAHKE: TUPAHTEN, IPA3UKBAHTEIL.
2. JlexapcTBeHHast popMa: TaONETKH AJI1 OPATLHOTO TPUMEHEHUS.
Jexunen® TaOneTKM Ui KOLIEK B KAuyeCTBE [EHCTBYIONIMX BELIECTB B OMIHOM
TabJeTKe cojepkaT nupantes 3mMOoHaT- 230 Mr U mpasukBaHTel - 20 Mr, a Takxke
BCIIOMOTAaTeNIbHbIE BEIIECTBA: KpaXMall KYyKypY3HbIH, MUKPOKPHUCTAIUIMYECKYIO
uemwntono3y (E460), nomuBumon K25, marnus creapatr (ES572), komiougHbin
0€3BOJHBIN KBapIl, THIPOMEIUIO3Y, MOIUATIICHTIMKOMb 4000, MuOKCH] THUTaHA
(E171).
3. [Ipenapat mo BHeHIHEMY BUAY NPECTaBISET COO0O0Il MOKPBIThIE 000IOYKOM
JIBOSIKOBBITTYKJIbIE, OBAJIbHBIC TAOJIETKH OT O€JIOT0 JI0 MOYTH OeJ0ro IBETa ¢ PUCKOM
Ha OJTHOM CTOPOHE.
Cpok rogHoCTH TpemnapaTta Nmpu COOJIIOACHUU YCJIOBUN XpaHeHUs - 3 Toja co JHS
npou3BojicTBa. [loioBrHA TabNeTKU XpaHUTCA B TeueHue 1 mecsa.
3anpeniaeTcs NPpUMEHEHUE TIpernapara 1o UCTEYEHUH CpoKa TrOAHOCTH.
4. Brinyckaror npenapar Jexunen® tabneTku s Komek pac(acoBaHHBIMU 110 2
TaOJETKN B OJMCTEPHI, YIMaKOBaHHbIE B KOpOOkW mo 1 wmam 2 mryku, uiaud no 10
TaOJEeTOK B OJIMCTEpHI, YyMakoBaHHbIE B KOpoOku mo 1 wm 10 mryk. Kaxmayto
YIaKOBKY CHAa0»Xal0T MHCTPYKITUEH IO MPUMEHEHHUIO.
3. XpaHAT mpenapar B 3aKPbITOM YIIAKOBKE MPOU3BOAUTENIS, B 3alIUIICHHOM OT
MPSIMBIX COJTHEYHBIX JTy4eil MeCTe, OTJEIbHO OT MUILEBBIX MPOAYKTOB U KOPMOB, IIPU
temnepatype ot 0°C mo 25°C.
6. XpaHHUTh JIEKAPCTBEHHBIM Mpenapar cieayeT B MeCTax, HEJAOCTYIHBIX s
JETEN.
7. Hewcrnionp30BaHHBIN TIpemapat yTHIM3UPYIOT B COOTBETCTBUU C TPEOOBAHUSIMU
3aKOHOJIaTEIbCTBA.
8. Otnyckaetcs 6e3 pelienTa BETEpUHAPHOIO Bpaya.



II. PapManeBTUYECKUE CBOMCTBA
0. [Ipenapar JHexunen® TaOJIeTKU TSt KOILIEK OTHOCHUTCS K
(dhapMakoTepaneBTUYECKON TPYMIE — AaHTUTCIIBMUHTHBIC CPEACTBA B KOMOMHAITHSX .
10. TIIpenapar [exunen® TaOieTKu A KOIIEK OOJNAJAET LIMPOKUM CIIEKTPOM
AHTUTEIIbMUHTHOTO  JIEMCTBUSI HA  KPYIJIBIX M JICHTOYHBIX  TIEJIbMHUHTOB,
Mapa3suTUPYIONIUX Yy KOIeK, B ToM 4ucie Toxocara cati (syn. mystax), Toxascaris
leonina, Ancylostoma tubaeforme, Ancylostoma braziliense, Echinocoecus
multilocularis, Dipylidium caninum, Hydatigera (Taenia) taeniaeformis,
Mesocestoides spp., Joyeuxiella pasqualei.
MexaHu3M JeHCTBUS MPa3uKBaHTENA, BXOJIAIIETO B COCTAB Mpemnapara, 3aKIr0vaeTcs
B JICTIOJISIPU3AITUN HEHPOMBIIIEYHBIX TaHTINOOIOKATOPOB, HAPYIICHUH TPAHCIIOPTA
TJIFOKO3bI 1 MUKPOTYpOYJISIpHON (YHKIIMU y 1ECTOMA, YTO MPHUBOAUT K HAPYIICHUIO
MBIIIIEYHON WHHEPBAIMK, TMapaiudyy W rudenu mnapasuta. [IpasukBaHTen OBICTPO
BCAChIBACTCA B KUIEYHUKE W PACHpPENeNsieTCs BO BHYTPEHHUX OpraHax U TKaHSX;
BBIBOJIMTCS M3 OpraHU3Ma ¢ MOYOi B OCHOBHOM B METa0OJIM3UPOBAHHOM (hopMme.
[TupanTen sMOOHAT OKa3bIBAE€T BHIPAKEHHOE HEMATOJMOIUIHOE JIEHCTBHE, BBI3BIBAS
MOBBIIICHUE TPOHHUIIAEMOCTH KJIETOYHBIX MEMOpaH, HEOOpaTHMBIH Tapaldd W
KOHTPAKTypPy MBIIII Y HEMATOJI, YTO MPUBOJNUT K THOETH Mapa3uTa M CIIOCOOCTBYET
€ro JJIMMUHAIMKA U3 JKEITy0YHO-KUIIIEYHOTO TpakTa. [lupanTen sMO0HAT 4aCTUIHO
BCAChIBACTCS B KHUINICYHUKE, OBICTPO METAOWIM3UPYETCS W BBIBOAUTCS M3 OpraHU3Ma
B OCHOBHOM C (PEKaIUsIMHU.
[Ipenapar mo cTeneHW BO3ACHCTBUSA HA OPraHW3M OTHOCHUTCS K MaJOOTACHBIM
BemecTBaM (4 kiacc omacHocTd 1o ['OCT 12.1.007-76), B peKOMEHyeMBbIX J103aX HE
OKa3bIBa€T HAMOPHUOTOKCHYECKOTO, TEPATOT€HHOI0O W  CEHCHUOMIM3UPYIOIIETO
JEUCTBUS. XOPOIIO MEPEHOCUTCS KOIIKAMHU Pa3HbIX IMOPOJI U BO3pacTa.

III. Tlopsimox nmpuMeHeHus
11. TIpemapar Jexunen® TaOleTKH I KOIIEK HA3HAYAIOT KOIIKAM C JIEYeOHOM U
npoHUIaKTUUYECKOM 1EeIbl0 TNpU  HEeMarojo3ax (TOKCOKapo3, TOKCAcKapuaos,
aHKWJIOCTOMO3) U LlecToAo3ax  (TEHUUJO03bl, JUMUIUANO03, DXHUHOKOKKO3BI,
ME30I1ECTOU03).
12.  TIpoTuBOIOKa3aHUEM K NPUMEHEHUIO Ipemapara Jlexunen® TaGleTku s
KOIIEK $IBJIIETCS WMHIMBHJIyalbHas TOBBIIIEHHAS YYBCTBUTEIBHOCTb >KMBOTHOTO K
KOMIIOHEHTaM Tmpenapata (B TOM 4ucie B aHamHe3e). He moxanexar
JereJIbMUHTU3AMU KOTSATa Maccoil MmeHee 1 Kr.
13. TIpu paGore ¢ mnpenapatom Jlexunen® TabIeTKd Ajiss KOLIEK CIEMYET
coOmoaTh OOIIMEe TpaBujia JUYHOW TUTHEHBI W TEXHUKH OE€301MacHOCTH,
MpeIyCMOTPEHHbIE TMPH PadOTe C JIEKApCTBEHHBIMH cpeiacTBamMu. Ilo okoHuaHHM
paboTHI ClIeTyeT BBIMBITH PYKH TEIION BOJION C MBLIOM.
JIrogsM C TUTIEPYyBCTBUTEIBPHOCTHIO K KOMIIOHEHTAM Ipenapara cieayeT H30erarh
MPSIMOTO KOHTAKTa C MpenapaToM.
IIpu ciaydyailHOM KOHTAKTE JIEKAPCTBEHHOTO Mpemnapara ¢ KOXKEH WA CIU3UCTBIMU
000J0YKaMH TJ1a3a, UX HEO0OXOJUMO MPOMBITH OOJIBIIUM KOJWYECTBOM BOJbl. B
Cllyyae TMOSIBJICHUS QJUIEPrUYECKUX Ppeakluil Wi Opu CIyyalHOM MONaJdaHuU
npenapara B OpraHu3M 4eJIOBeKa CJEeyeT HEMEAJIEHHO OOpaTUThCS B MEUIIMHCKOE



yupexaeHue (mpu cede MMETh HHCTPYKITUIO TT0 MPUMEHEHHIO WJIH STUKETKY ).

14. TlpemapaT Henb3s HCIOIH30BaTh OEPEMEHHBIM CaMKaM H3-32 OTCYTCTBHUS
CBEJICHUI O BJIMSHUU TIpenapaTa Ha 3Ty TpYyINy >KUBOTHBIX. IIpemapar Takxke He
HCTIONB3YIOT Ui JEreIbMUHTU3ALMU KOTST IO TPEXHEEIBbHOIO BO3pacTa, TaK KaK y
HUX HE BBIABJISIETCA UHBA3UU JICHTOUHBIMHA T€JIbMUHTaMU.

15. TIlpemapar [exunen® TaGneTkM I KOIIEK HA3HAYAIOT KOIIKAM B 03¢ |
TabneTka Ha 4 Kr Macchl UBOTHOTO (5 Mr mpa3ukBaHTena u 57,5 Mr mupasnrena
sMOOHATa Ha | KT Macchl ’KUBOTHOTO).

Macca KOIIKH, KT KomnuecTBo TabneTok
1.0 - 2.0 1/2
2.1 - 4.0 1
4.1 - 6.0 1+1/2
6.1 - 8.0 2

JlereIbMMHTU3ALUIO KOLIEK C HCIOJb30BaHueM JlexuHena® TabneTok s KOIIEK
IPOBOJIST, HAUMHASA C 3- HEEJIIBHOTO BO3PACTa.

IIpemapar OPUMEHSIOT >KUBOTHBIM HWHIAMBHUAYaJIbHO OJHOKPAaTHO, B YTPEHHEE
KOpPMJICHHE ¢ HEOOJIBIIIUM KOJIMUEeCTBOM Kopma. [IpenBapuTebHOM TOJI0HON TUETHI
Y IPUMEHEHUS CIaOUTENbHBIX CPEACTB NEpel JereIbMUHTU3aueN He TpeOyeTcs.

C 7eueOHOW 1LENIBIO JKUBOTHBIX JET€IBMUHTH3UPYIOT IO TOKa3aHUSIM, C
npOQUIAKTUYECKON LENbIO - €KEKBAPTAILHO B BBILICYKa3aHHOMU J103€.

16. TI06OYHBIX SIBJEHMH M OCIOKHEHUIM NpPU IMPUMEHEHUH mpenapara Jexunen®
TaOJIETOK JJIsi KOIIEK B COOTBETCTBUU C HACTOSIIEH MHCTPYKLHMEH, KaKk MpaBuio, He
HaOmonaercs. [lpy nmoBeIIeHHONW HHAUBUAYATHHON YyBCTBUTEILHOCTH KUBOTHOTO K
AKTHBHBIM KOMIIOHEHTAM IIperapara, BO3MOYKHbBI NMOBBIIIEHHAs CAJIMBALMS, AHApEs
WJIM PBOTA. YKa3aHHbIE CUMIITOMBI KPATKOBPEMEHHBI, CAMOITPOU3BOJIBHO HCUE3AI0T U
He TpeOyIOT MIPUMEHEHHUS JIEKAPCTBEHHBIX CPEACTB.

17. CuMnTOMOB, BOZHMKAIOIIUX MPU MEPEAO3UPOBKE Mpenapara, HE yCTaHOBIICHO.
[Ipu 3HAaUUTENHHON NTEPEAO3UPOBKE MOKET HAOIIOAATHCS PACCTPONCTBO KETYJOUHO-
KHILIEYHOTO TPAKTa, pBOTA.

18. He pexomenmyercs npuMeHsTh mpenapar Jexunen® TableTKu A8 KOIIEK C
npenapaTaMy, —COJIEpXKallMMU  MUIEpa3uH, BBUAY BO3MOYKHOI'O  CHUKEHUS
s exTuBHOCTH.

19.  OcoOenHocTel AeCTBHS IEKapCTBEHHOIO MIperapaTa npu NepBoM MprueMe Win
IIPH €70 OTMEHE HE BBISBIICHO.

20. B ciywyae HecoONIOACHUS YCTAaHOBJIEHHOTO CpPOKa IOBTOPHBIX 00pabOTOK
NpUMEHEHUE IMpernapaTa clieyeT BO300OHOBUTh B TOM K€ JO3UPOBKE IO TOH XKe
cXeMe.

21. Tlpenapar Jlexunen® TabneTky ajs KOLIEK HE NpeIHA3HAYEH 1/ IPUMEHEHUS
IPOYKTUBHBIM KUBOTHBIM.

HaumenoBanus u azipeca AO «KPKA, n.1., HoBo MmecTo»,

MPOU3BOACTBEHHBIX IIJIOMIAT0K [IImapeemika iecta 6, 8501 HoBo mecro,

IIPOU3BOJIUTEIIS Mperapara CnoBenusi/«kKRKA, d.d., Novo mestoy,
gmarjeéka cesta 6, 8501 Novo mesto,
Slovenija.
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