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WMHCTPYKLIUA
TI0 BETEPUHAPHOMY TIPUMEHEHHIO JIeKapcTBeHHOro npenapata Jexunen® ITmroc
TabJIETKH CO BKYCOM Msica

(opranusanus-paspaborunk AO «KPKA, n.1., HoBo Mectoy» IlImapsenika miecta
6, 8501 Hoso mecto, Cnosenus /«KKRKA, d.d., Novo mesto», Smarjeska cesta 6, 8501
Novo mesto, Slovenija)

Homep perucrpaumonnoro ynocroepenus 705-3-1.16-3106NeIIBH-3-1.16/03380

I. O6mue cBeneHus

1. ToproBoe HauMeHOBaHHE JieKapcTBeHHOro npenapara: Jexunen® Ilmoc
Tabnerku co BKycoM msica (Dehinel® Plus tablets with meat flavour).

MexyHapoiHOE HelaTeHTOBAaHHOE HAaWMEHOBAaHHE ACHCTBYIOUIMX BEIECTB:
(hebaHTeN, MUpaHTeN, NPa3UuKBAHTEN.

2. JlexapcTBeHHast popMa: TabJIeTKHU AJIsl OPAIBHOI'O IPUMEHEHHS.

[Ipenapar B kauecTBe NEeHCTBYIOIMX BellecTB B 1 TabneTke comepxut: pedaHTen
- 150 mr, nupanrena smbonat - 144 mr, npasukBanTen - 50 Mr U BCIIOMOTaTe/bHbIC
BEIIECTBA: JIAKTO3bl MOHOTHJpAT, KYyKypy3HbId Kpaxman, noBunoH K30, narpus
NaypuiICynb(aT, MHUKPOKPHCTAIUTMYECKYIO IIEJUTIOI03y, KPEMHHSA KOJUTOMIHBIH
aHIMJpUJI, MarHus cTeapar, apoMaTH4ecKyro J100aBKy co BKycoMm Msca Aroma Meat
Flavour 10022.

3. Ilo BHemHemy BHAy T@IpemnapaT MpeacTaBlsgeT co0OH  KpyTible,
JBOSIKOBBIITYKJIble TaOJETKM JKEJITOro I[B€Ta C TEMHBIMU BKPAIUIGHUSIMH C
KpecTooOpa3HOi PUCKO# Ha OHOM CTOPOHE.

Cpok TrogHOCTH JIGKapCTBEHHOrO IIpernapara Ipd COOJMIOACHUHM YCIOBUH
XpaHeHHUs — 3 rojia ¢ AaThl IPOU3BOICTBA.

3anpeniaeTcsi UCIOJIB30BaTh JEKAPCTBEHHBIN Mpenapar [0 WCTEYEHWH CpoKa
TOJHOCTH.

4. lexunen® Ilmoc TabieTKu cO BKyCOM MsCa BBIIYCKaIOT pac(hacoBaHHBIMH 10
2 unu 10 Tabnerok B Gnuctepsl. biaucreps! Mo 2 TabneTKyu ynakoBBIBAIOT 10 1 IITYKE B
KOpoOKy, a Osuctepsl 1o 10 TabiieTOK ynakoBbIBaIOT B KOpoOkH 1o 1 wiu 10 mTyK.
Kaxnyro KopoOKy cHaOXaroT MHCTPYKIMEH 110 IPUMEHEHHUIO.

5. XpaHAT neKapCcTBEHHbIN MpenapaT B YIIaKOBKE MPOU3BOJUTENS, OTIEIBHO OT
[HUIIEBBIX [IPOJYKTOB ¥ KOPMOB, B 3aIIUILIEHHOM OT IPSIMBIX COJIHEYHBIX JIydel MecTe,
npu Temnepatype ot 0°C go 25°C.

6. XpaHWUTh JEKapCTBEHHBIN Mpenapar CledyeT B MeCTaX, HEeIOCTYNHBIX IS
JIeTeu.

7. Hencrons30BaHHLIM NperapaT yTUIN3IUPYIOT B COOTBETCTBUHU ¢ TPeOOBAHUSIMU
3aKOHOJATEThCTRA.



8. OTmyckaercs Ge3 petieriTa BETEPUHAPHOIO BpaJa.
1l ®apmakoIorHIECKHe CBOHCTRA

9, Jlexunen® IDlmoc TableTKH €O BKyCOM Msca oﬁiocsrrcﬂ:- K TpyIIe
KOMOMHAPOBAHHEIX AHTHI€TEMUHTHEIX JIeKapCTBEHHBIX npenapaTOB

10. Kombunanus pebantena, THpaHTeNna 5MOOHATA U PA3HKBAHTENA, BXOISIIHX
B COCTAB Hpenapata, obecnednBaeT MLIMPOKAH CIEKTP €0 aHTHIeIBMHATHOTO JieHCTBIS
HAa HEMATOJ, LIECTO M ImpocTeimux poya namenuii (Giardia spp.), napazmnpy}omﬁx B
eIy JOYHO-KHLIETHOM TpaxTe y cobak. .

DebanTen oTHOCUTES K HpOGGHSHMI/I,[IaEIOJIaM, KOTOpbIC 6H0Tpch;tb0pMpr10Tc;1
B OPFaHH3ME B GeH3UMMIa30Ibl. AKTHBEH B OTHOILEHNT HeMaTof pofos Ancylostoma,
Uncinaria, Toxocara, Toxascaris, Trichocephalus., MexaHusM meHcTBHS OCHOBAH Ha

WHrHOHpoBaHun (epMerTa yMapaTpemykTashl B MHTOXOHAPUAX TeAbMHHTOB, B

pe3yabTaTe UYEro HapyllaeTcsd YCBOCHHE IVIIOKO3BI H CHHTES 6ém(a TyOynaHa, 91O

MPUBOIMT K paspymeHHm MHKpOTYﬁy.TIﬂpHOI‘ 0 annapaTa KJ'IBTOK HapaBHTa BBI3EIBAS

ero tubens. PeGanTen BcachlBaeTCSd B KMINEUHHKE, MeTaﬁoanpyeTcsI B TIEUEHYU H
BBIIENSAETC C JKEMYbl0 B IPOCBET KHUICYHHKE, e YacTHYHO OTMEHaeTCd Cro
MOBTOPHAS Pe20pOLMT; U3 OPraHI3Ma BEBOIHTCS Kak B HeM3MEHeHHON dopMe, TaK U B
BHJIE HECKOIBKHMX MeTabOIMTOB ¢ QeKalsiMi B MOYOH.

[upanTena 3MO0HAT — COCAMHEHHE IPYIINILL HHpHMﬁ;[HHoB AKTHBHO B

OTHOLIEHUH HEMATOL, B TOM 4HclIe poxoB Ascaris, Toxascaris, Ancylostoma, Uncinaria.
MexaHn3m e€ro OeHCTBHsS OCHOBaH Ha Olokafe Hepefayd HEPBHBIX HMITyJLCOB B
HEPBHO-MBIIIGYHEIX CHHANICAX HyTeM ACTOAAPH3aAUAN MeMOpPaH 'MBbIIEYHBIX KIETOK,
YTO BBI3BIBAET MAPANHY MBIIICHHON CHCTEMBI HEMATC; [IPH TepOpaiBHOM BBECACHUH

OYEHb TUIOXO. BCAChIBACTCS M OKa3bIBAacT IPONIOHTHPOBAHHOE EHCTBYE HA IeIBMUHTOB

B KUIICYHUKE; BBHIBOAUTCH M3 OPraHH3Ma B OCHOBHOM B HEHM3MEHEHHOM BHAE C
dexanmamu (93%). |

_HpaSHKBaHTeJI_ — COeOHUHEHHEe TIPYIIbI HﬂpaaﬂHH?.oXHHb'JIHHOB, dKTHUEBHO B
OTHOLIEHHN TOJOBO3PENBIX M HermonoBospejisix wecrton - Echihococcus spp.,
Dipylidium caninum, Taenia spp., Multiceps multiceps, Mesocestmdes spp. Mexauuam
ero JelcTBHS OCHOBaH Ha HHAYIHPOBAHUU paclaia TeryM_eHTa U HHTUONpPOBaHHM
_(bymapanez_{yKTa?,LI, CTOUKOM Jenosgpu3alid  MBIIIEYHBIX KIETOK TEIHbMHMHTA,
HapyIIeHUH 3HEPreTHYECKOro o0MeHa, YTO BLI3BIBAET mapanud ¥ Tubenb LeCTOX U
crocoBCTBYET WX BHIBEHSHUIO H3 JKEIyJNOYHO-KHIIEYHOrO TpakTa. IIpa3sHKBaHTEN
OBICTPO BCACBIBAETCS B IKEHYHOYHO-KAINEHHOM TPAKTE, NIOCTHras MaKCHMaJIbHOH
KOHLIEHTpAIlVK B IIJIa3Me KPOBH 4depes 1-3 daca, pacnpeenseTcs B opraHax W TKaHAX
KMBOTHOIO, CBSA3BIBACTCH ¢ CHIBOPOTOYMHBIMU O€IKaM KpPOBH [70—-80_%), YAaCTUIHO
MeTafonusupyercs. B TEHYeHH, PESKCKPETHPYeTCs B KUIIEYHHK, BBIBOIAUTCA M3
OpraHu3Ma B OCHOBHOM ¢ Modo#i (10 80%0) B TeueHne 24 4acos.

Jlexunen® [lmoc TabIerkd co BKYyCOM MSca TO CTelleHH BosjeifcTBuA Ha
OpraHM3M OTHOCHTCS K MAaJOOIacHBIM BeliecTBRaM (4 Kiace OTACHOCTH 11O, rocTt
12.1.007-76); B peKkOMeHAYeMBIX A03aX HE OKa3biBaioT cechﬁﬂanpy}omero 56
TenaTOTOKCUIECKOrO NEUCTBHS.

II1. 1lopanok npHMeHCHNA
Nexmuen® Timoc TaGneTku co BKycOM Msca npumeﬂmo'r cobakaM ¢
npodwnakTuueckoii u  JseueGHOM  IlesBI0  OpH  HeMaTogo3ax  (TOKcoKapos,
TOKCACKAPHIO3,  VHIMHApPUO3, aHKHIOCTOMO3,  TpHXOLebanes), HEeCTOH03aX
2 :

¢



.('Teﬁnﬂnos‘m, AUNUANHANO3, 2XHHOKOKKO3HEL, )Imi)annoﬁcrrpnos',.é Me30LECTOR03) H
THapIrose (JaMOImo3e).

12. IIpoTwEomOKa3aHHeM K  TpPUMEHEHMIO  SBIAETCS  TIOBBIIUEHHAS
HHIMBUAYaAbHAA YYBCTBHTENIBHOCTD XHBOTHOIO K ROMHOHeHTaM npenapara {B TOM
UHCIE B aHAMHE3E) W BHIPAKEHHBIC HAPYMICHHST (QyHKIHH mo4yeK ¥ HedeHH. He
HORNEKAT ASFEIbMUHTH3AUUY KCTOIEHHEIE, OONBHEIE HHcpeKnﬁc)HHmMH §onesHsIMHU U
maccoit MeHee (0,5 KT KHUBOTHEIE. -

13, ITpu pabote ¢ npemaparom lexunen® Ilioc Taﬁﬂen{n CO BKyCOM Msica
creRyeT cobmonarh obIWe IpaBWNa JTHYHOM [HTHEHEl M TCXHUKH Ge30IaCHOCTH,
IIpeIyCMOTPEHHBIe NPY padoTe ¢ IEKaPCTBEHHBIMU npenapaTaMH Ilo oxoHuaHWHU
paboTHl CIeNyeT TIHATENBHO BEIMBITE PYKH C MBUIOM. -

Jronsym ¢ THIIEPYYBCTBUTENBHOCTHIO K cbeﬁaHTeny, HpaSHKBaHTeHy, THpaHTery
crenyeT u3beraTs NPSIMOTO KOHTAKTA C IPENapaToM.

ITyeras ymakoBKa H3-TIOA HpeHapara TIONICKHT y’rnﬂmaunn ¢ OBITOBHIMH
OTXO/laMU. |

[Ipu ¢cnyyafiHOM DOTANAHUE npemapara Ha KOXy. MId CHHSHCTLIG 000JIOUKH €ro
HEOBXOIAMO TOTYAC CMBITE IIPOTOYHON BOHOH ¢ MEUIOM. B ciydae MOABIEHAL
aJNIeprHYeCKUX Ppeakiui WA MNpH  CIydaiHoM nona,uaHHH JeKapCTREHHOTO
nperapara B OpraHusM deNioBeKa CIEAYeT HEMEeHHO OGpaTHThCA B MEJULIMHCKOE
yupexaeHue (pu cebe HMETE HHCTPYKUMIO TIIO HpHMeHeHHIO mpenapara Min
OTHKETKY). ;

14. He nonyckaetcst IIpHMEHEHHE IEKAPCTBEHHOTO npenapaTa LIEHKaM B IIepPBEIS
TPH HEAENM KU3HH M HICHHBIM CYKaM B TIEPBBIE iBE TPETH Ieprojia 6epemennocty. B
nepuoa JaKTallHH H DOCICHHIOK PCTE GCPBMGHHOCTPI HpenapaT OPHMEHTIOT 110K
HabmoaeHuEeM BeTEpHHAPHOrO Bpaia. -

15. Hexuuen® Ilmoc TabieTkd €O BKYCOM Msca HpHMGHHIO’I‘ cobakaMm
HHIUBHAY&NBHO NEPOPalbHO OJHOKPATHO B YTPEHHEE KOpMJIeHHe 3 pacdera. 1
TalneTxa Ha 10 Xr maccel xusoTHOTO. 03Bl Hperapata B BaBHCﬂMOCTH OT Macehl
KMBOTHOTO NIPEZICTABICHEI B TAOMIHIIE:! :

Macca Konuuectso TaGJIeTOIk
cobaku |
Hlenkn 1 cobaxu MaJIEeHEKHX TOPOX
0,5—-59«r Y2 TabneTKu :
6—-109xr | 1 Tabnetka
Cobakn CpeHAX OO
11 - 15,9 xr 1% Tabnetkt |
16 — 20,9 xr- 2 TabneTkd |
21-309 kr 3 TabneTku |
Cobaku KpyIIHEIX TIOPO
31-40,9kr 4 TaGNETKH |
41 —50 kr 5 taGmeTok |

Ipu neveHMH NAMOIMO3a IpenapaT MpUMEHIIOT B peKOMeH,uOBaHme no3ax B
TeyeHue 3-x nHel noapasa. -

IIp# HerelBMHHTH3AUMH C HMCIIOJIB30BAHUEM TNexunen® | Hmoc TabNeToK. Co
BKYCOM MACH He TpeGyeTea FONoAHoH TUeThl U HCTIOAB30BaHHA cnaﬁnreﬂbem CPencTB.




C ne4eOHOM LENBIO JKUBOTHBIX JETeIbMUHTH3UPYIOT IO IIOKa3aHUsIM, C
npodUIAKTHYECKOM IIENBI0 — €KEKBAPTAIBHO B TepaleBTHYECKoW n103e. B ciyudae
MHTEHCUBHOM WHBAa3MH PEKOMEH/yeTcs MOBTOPHOE BBeJeHME Ipenapara depe3 14
CYTOK B TOM Xe J03€.

16. TTo6OUYHBIX SABIEHHHl M OCNOXHEeHMH mpu npumeHenun Jexunena® ITmoc
TabJIETOK CO BKYCOM MsiCa B COOTBETCTBUHM C HACTOALIEH MHCTPYKLHMEH, KaK IPaBHIIO,
He HaOmoaaercs. I1pu MOBBIIEHHONW UHAWBHALYaIbHON YyBCTBUTEIBHOCTH JKUBOTHOIO
K KOMIIOHEHTaM IIperapara U IOSBIEHWN aJUIEPIrUYecKUX peakUuil NMpUMEHEHHE ero
npemnapara MpeKpamaT U ITPOBOIAT JECEHCUOMIN3UPYIOLIYIO TEPAITHIO.

17. CUMIITOMBI TIEPEO3UPOBKH Y COOAaK HE BBISBIICHBI.

18. He pomyckaercs oqHoBpeMeHHoe npuMenenue Jlexunena® Ilmoc TabieTok
CO BKyCOM Msca C TpenapaTtaMy, COIEPXKallUMH IUIEpa3sHH, U C APYTMMH
XOJIMHEPTUYECKAMHU TIperiapaTaMy BBUAY BO3MOXKHBIX aHTarOHUCTUYECKUX 3(P(DEKTOB .

19. OcoGenHocTeil meMCTBUS Ipernapara IIPU €ro NEPBOM NPUMEHEHWH U €ro
OTMEHE He YCTaHOBJICHO.

20. Crenyer u3berarh HapyleHUH peKOMEHIYEeMbIX CPOKOB JIereIbMUHTU3ALINH,
TaK KakK 3TO MOXKET IPUBECTH K CHIDKeHHIO 3¢ @deKkTuBHOCTU. B ciydae mporycka
OYepeqHOM JereIbMUHTH3AIMHM [TpernapaT He00X0JMMO BBECTH KaK MOKHO CKOpee B TOU
Ke J103e, Jajiee HHTepBajl MeX/1y BBEICHUSMH Ipenapara He H3MEHAETC.

21. Ilpenapar He TIpeTHa3HAYEH IJIs1 IPUMEHEHUs IPOYyKTUBHBIM KUBOTHBIM.

HammeHnoBaHme U agpec 1.AO «KPKA, n.1., HoBo

MPOU3BOACTBEHHBIX TUIOMIAI0K MecTton/«KRKA, d.d., Novo mesto»,

MIPOU3BOIUTENS TIpernapara Smarjeska cesta 6, 8501 Novo mesto,
Slovenija.

2.A0 «KPKA, n.1., Hoso
mecTon/«KRKA, d.d., Novo mesto»,
Povhova ulica 5, 8501 Novo mesto,
Slovenija.

3. «kKKPKA-OAPMA, n1.0.0.», B.
XoIbeBla,

20/E, 10450 SActpebapcko,
Xopeatusg/«KRKA-Farma d.o0.0.», V.
Holjevca, 20/E, 10450, Jastrebarsko,
Croatia

HaumenoBanue, agpec opranuzanud, 000 «KPKA-PYC»,

YIIOJIHOMOYEHHOU BIIaJAEbLEM HIIU 125212, r. MockBa, [ o10BHHCKOE 1I0CCE,
IeprKaTeieM PeruCTPallHOHHOIO oM 5, kopiyc 1

YIOCTOBEPEHHS JIEKapCTBEHHOI'O Temn.: (495) 981-10-95, daxkc: (495) 981-
npenapara Ha PUHATHAE PETCH3UM
OT NOTpeOuTeNA

IIpencraBurens

AO «KPKA, 1.1, HoBo MecTo» /i A.A. IOnamanosa
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