HMHCTPYKHMSA
@ ) .
no npumerennto Jexunena® hnoc Tabaetok co BKYCOM Msica
A0S IEHEHEA H IPOPITAKTHRA FeIbMMHTOZ0R y cobak

(opranmsanms-paspaborurk AO «KPKA, 1.1., HoRo MecToy/ «KRKA, d.d., Nove mestoy;
: Smarjeska cesta 6, 8501 Novo mesto, Slovenija)

I. Obmme coeenns ‘

1. Toproroe naumenonanue JIEKApCTREHHOTO mpenapata: Hexunen® [Lioc Tabierkd co
srycom mica (Dehinel® Plus tablets with meat flavour).

Mexayrapomioe HENATEHTOBAHHOE HAMMEHOBANHE NEHCTBYIOMAX BOIIECTR: (hebavten, nu-
PapTen, ApazuKBANTEN. '

2. Jlexapetsennas dopma: TabneTn g OPANLHOTO NPHMEHEHHS,

penapar B KayecTBe TeHCTRYIONMX BeecTs & 1 TabneTke comepkut: PeGanten - 150 M,
nupanTena sMOOHAT - 144 mr, nipasukeanTen - 50 Mr u BCIIOMOTATe/IbHBIE BEIECTBA: JAKTO3bI MOHO-
aApar, KyKypysHeiH kpaxman, mosuion K30, warpus naypuicynsdar, MHKPOKPUCTAILTAYECK VIO
LEAMON03Y, KPEMHHS KOLTOMIHEI AHTERPH, MarHus CTEApAT, ApOMATHIECKYIO J0BABKY CO BKYCOM
Msca Aroma Meat Flavour 10022,

3 1o pmemmemy Buuy npenapar UPEICTABNACT COGOM KPYIible TaGNeTKN KEMToro ReTa ¢
TCMBBIMI BRDANTICHASMH, CO CKOITEHHBIMH KPASMH U KPECTOBAIIHON HACCUKOH ¢ O/IHOH CTOPOHEL

Cpox roIHOCTH TeKAPCIBEHHOTO [[Penapara mpu CoOMOIEHHN YeToBUil XpaHeHns — 3 roja ¢
TATh! IPOR3BONCTEA. '

3anpemacTes HeNOIB3OBATE JICKAPCTBEHHBI IPEHAPAT IO HCTCUEHHH CPOKA FOTHOCTH.

4. Jlexumen®” IDnoc tabuetki co BKYCOM MACA  BBINYCKAKOT PacdacoRaHHBME 10 2 wig 10
Tabnerok B Gnuereprn. biucrepm o 2 TalIeTKH YIAKOBEIRAIOT 110 | ITYXEe B XOPoOKy, a Ormereps
o 10 TabsieToK YHAKORBIBAIOT B kopodku mo | nim 10 urryx, Kaxyio kopobxy cnadxaror HHACTPYK-
IHEH HO MPUMEHEHIO.

5. Xpaust neKapeTReHHLI !IpEIAPAT B YIAKOBKE MPOHIBOMHTEIA, OTACHBHO OT THICBLIX
[IPOIIYKTOB H KOPMOB, B 3AINMIEHHOM OT NPAMBIX COMHEHLIX JydeH MecTe, IpH TeMIEparype ot
0°C 1o 25°C..

6. XpanuTh JIeKapCTREHHBIH IIPETapat clejiyeT B MeCTax, HENOCTYNHLIX AN JeTel.

7. Hencronbzosaumsil mpenapar YTHIH3UPYIOT B COOTBETCTBHE ¢ TPeGOBAHUSMY 3aKOHOA~
TETLCTRA, _ _ '
8. Ornyexaerca Ges penenra BETCPHHAPHOTO Rpaya.
. i ' II. Gapmakonoruueckue crolicrsa

9. Hexumen” Ilmoc tabuetkn co BKYCOM MSCA  OTHOCSTCS K Fpyirie KOMOHHHPOBAHHDIX
AHTHTILMHHTHEIX JTEKAPCTREHH bIX IPenapaTos. _

10. KomGunamsa peGanrena, napanTesra svbonara u IPASHKBAHTENA, BXOAAIIMX B COCTAR
Hpenapara, 00ecIedHRaeT MHPOKHH CIEKTP €ro aHTHICIBMUHTHOTO NeHCTBHA Ha HEMATOm "1
HECTOR, NAPASHTUPYIOMUX B JKeIYAOUHO-KHIIETHOM TPAKTe v cobak. :

®edanrten oTHOCHTCS K NPOBEH3EMHIA30IAM, KOTOPEIE Buotpanchopmupyiores » Opranyz-
M€ B OCH3HMUIA30JbL AKTHBEH R OTHOLLICHHH HEMATO POJOR Ancylostoma, Uncinaria, Toxocara,
Toxascaris, Trichocephalus. Mexannsm neitctsms OCHOBAH Ha MHIUOHPOBAHHK (pepMeHTa dbymapar-
PCAYKIASE! B MHTOXOHIPHAX TEABMHITOR, B PE3YALTATE H4ero HApYIMaeTCs YCBOCHHE MIIOKO3EI o
cumtes 6enka TyGynnna, 9To NPUBOIUT K PAspYIICHHIO MUKPOTYOYAAPHOTO ANNAPATA KIETOK rapa-



3HTA, BRI3BIBAS €TO ribenb. (PebanTen BCACHIBAETCS B KMINedHHKe, MeTA0OMHIMPYETCS B NeYeHH
¥ BBITEIACTCA ¢ JKEMTHtO B HPOCRET KMNEUHHKA, [IE YACTHIHO OTMEUaeTes ero MOBTOPHAs pezopd-
IS, B3 OPraHH3MA BRIBOAHTCS KAK B HEHIMEHCHHOMN bopMe, TaK U B BUIC HECKONBKHX MeTaBol-
TOB ¢ (heKATHAMH M MOYOH, :

Hupanrena oMOOHAT — COSAMAEHHE TPYIITEL MHPUMHAHHOR, AKTHBHO B OTHOMIEHHH HEMATON,
BTOM yHCTe poaos Ascaris, Toxascaris, Ancylostoma, Uncinaria. MexanusM ero mefietrus ocHOBAH
Ha OJ0Kaze Hepesiaus HepBHLIX HMITYIILCOR B TCPBHO-MBIIEUHBIX CHHANCAX TYTEM HemONSpH3aNHH
MeMOPAH MBIIICUHEIX KIETOK, YTO BLIZBIBACT THADANHY MBIIIEYHOM CHCTEMBl HEMATOL; I1IpH Tepo-
PAILHOM BBEICHHH OUEHE IBIOX0 BCACHIBACTCS H OKAZBIBACT IPOJIOHTHPOBAHHOE ACHCTBHE HA rellh-
MUHTOR B KHINCHHHKE, BbIBOIMTCS H3 OPraHH3Ma B OCHOBHOM B HEH3MEHEHTOM BUJIE ¢ (eraaMu
(93%). ' - ) _ _

HpasuxkBayTen — coemunenue Tpynnel TTHPAZHHH30XHHONMHOB, AKTHBHO B OTHOWICHHAK TOHO-
BOSPEIBIX 1 HENONOBO3PELIX UecTox -  Echinococcus spp., Dipylidium caninum, Taenia Spp..
Multiceps multiceps, Mesocestoides spp.: Mexamuss cro feficTaus OCHOBAI HA WHAYIMPOBAHIH
pacnana TeryMenTa M HHrnOUpoBaHMH (yMapaTpenyKTaznl, CToHKOI ACTONAPUAINHA MEILCYHBIX
KICTOK I'eABMUHTA, HAPYIUCHHH JHEPTETHUECKOTO OOMEHA, YTO BBIBIBACT napanuy u rubenn necton
H CHIOCOBCTRYET HX RBIBCICHHIO H3 JKeTYI0UHO-KHIICHHOTO TpakTa. lpasuxeanTen GeleTpo BCachiBa-
ETCH B KCITYJIOUHO-KHITETHOM TPAKTE, JOCTHIAA MAKCHMATLHOIM KOHNEHTPAIHH B [1/1A3Me KPOBH te-
pes 1-3 uaca, pacpeenseTces B OPranax u TKaHsux KHBOTHOTO; CBAZRIBACTCSA ¢ CHIROPOTOMHEBIMY Oe-
KkaM kposu (70-80%), wacTiymo METalOMH3UPYCTCH B MeUeHH, PE3KCKPETHPYETCA B KUITCYHHK, BEHI-
BOIRTCA U3 OPraHisMa B OCHOBHOM ¢ MO0l (110 80%) B Teuenne 24 yacop.

Hexnnen” [Imoc tabrersu co BKYCOM MSICA TIO CTCIICHH BO3eHCTEHA Ha OPraHH3M OTHOCAT-
¢4 K MAJTOOMACHHIM BeinecTBam (4 kiace onacHocTH no IF'OCT 12.1.007-76); B PEROMEHAYEMLIX 110~
38X HE OKABBIRAKOT CCHCHOMMNINPYIONIErO H FeNaToTOKCHIECKOTO HeiicTRHs.

& ML Hopsnox npuMeHerus

11, Jexunen”™ Thuoc tabneTkn co BKYCOM MsCA MPHMEHSIOT co0akaM ¢ IpodHnaktudeckoit u
#HedeQHOH Heplo PR HEMATOA03aX (TOKCOKAPO3, TOKCACKAPHAOZ, VLM HAPHOZ, AHKHIOCTOMO?3,
Tpuxonedanes) u necropozax {TeHHH035], JUIHAHANO3, S3XHHOKOKKO3DI, AHPHATO60TPHOS, Mez0-
LECTOM03). _

12. TIPOTHBOTIOKA3AHNEM K NPUMEHEHHIO SIRISETCH MOBLINICHIIAY HHANBUIYAILHAS YYBCTRH-
TCILHOCTS HHBOTHOTO K KOMIIOHEHTaM Npenapata (B TOM 9HCIe B ANaMHE3E) U BHIPAKEHHbIE HApY-
WeHNs PYRKIMHE ToYek 1 neveny. He momnesxar ACTENLMUHTH3ALMH HCTOLICHHBIE, GolbHbIe HHE(eK-
OHOHHBIMU GONE3HAMH B Maccoii Menee 0,5 kr AHBOTHBIC, ICHKH MOJIOXKe 3-HEIelIBEHOTO BO3pacTa.

13. Jlexunen® Ilmoc Tabnerkn co BKYCOM MACH NPHMEHNOT cobakam HHAHBHAYAILHO 1epo-
PAIRHO OMHOKDATHO B YIPEHHEE KOPMISHHE I3 pacyera 1 Tabnerka Ha 10 KT MACCH JKHROTHOIO.
Hospl npenapata B 3aBHCHMOCTH OT MACCHT SKHROTHOI'O NPEACTaBICHBL B Ta0IHIe:

Macca cobakn | Komuueerro rabmerox
_ Ilenky 1 cobaku ManeHBRIX 110poJ
0,5-59xr Y% rabretkn
6-109kr 1 Tabnerxa
_ - Cobakn cpeainx mopox
11-159wr 1Y% Tabnerxn
16 —20,9 kr 2 tabieTKn
21 ~30,9 xr 3 rabnerkn
. Cobaku KpyibIx nopox
31 ~40,9 kr 4 rabmerky
41 - 50 kr _ 5 rabnerox

TpH  JereLMHATHRANNHE ¢ HCIOTL30 BAHHEM Hexwnen ITnoc tabnerok co BKYCOM MSCa He
TpebyeTed rONOANON AMCTH 1 HCHOAL30BAHHS CHaCHTENBHEIX CPEICTR.



C JneuebHON TeNbl0 JKHBOTHEIX ACTCILMHHTHIHPYIOT TI0 MIOKA3AHHAM, ¢ TPOQIIAKTHYSCKON
UEIBIO — EHKEKBAPTATLHO B TePATERTHYECKON 03¢, B cayuae mirencusnoii HHBAZHH PEKOMCHJIYeTCH
TIOBTOPHOE BBC/IEHHC Nipenapara depes 14 cyrok B 101l ske no3e.

14. CuMnTOMEL 11epeo3uposKHy ¥ CODAK He BRISBICHE,

I5. Ocobennocrel neiictaus IpehiapaTa 1py €ro 11epBOM TIPHMEHEHHH W eT0 OTMeHE He Y-
TAHOBJICHO.

16. BepeMeHHBIM 1 TaKTUPYIOMUM caMKan Hexunen” Ihuoc Tabrercu co BKYCOM M#ACA Mpu-
MEHAIOT N0 KU3HEHNBIM [IOKA3AHHAM IO KOHTPOJIM JIeUaLero BCTepHuApHOTro Bpava. He nonycka-
CTCA IPUMCHEHUE HperTapata ICHHBIM CYKaM HepEbIC /(e TPETH IEpHO/a DEPEMEHHOCTH M IEHKaM
MOJIOIKE 3-HEIENBHOTO BOIPACTA.

17. Caenyer usberats Hapymenmii PEKOMCHAYEMBIX CPOKOB HereIbMHHTH3AMNN, TaK KaK 9T
MOMET HPUBECTH K CHIDKCHUIO SbdektupiocTy. B ciyuae IIPOIIYCKA OYCPeTHON Iere/IbMEHTHIAIMY
Ipetapar HeOOXOMUMO BRECTH KaK MOXKHO CKOpEe B Tolf e AO3E, AA1Ce HHTEPBAI MEKTY BREACHH -
M IPETIApaTa He U3MEHHETCS.

18. TIoGo4HEIX SRICHEN H OCHOKHEHmit Ipu npuMerenis Jlexunena® Tmoc TabneTox co
BKycOM Ms€a B COOTBETCTBHM ¢ HACTOSILEH UHCTPYKIHEH, Kak Tpapuio, He HaGmomacres,
Hpn mosbueHHof HEANBHAYAIRHON HYBCTBHTCHBHOCTH EKUBOTHOIO K KOMIOHEHTAM openapara H
NOABNCHHH ANNIEPTHYCCKAX PEAKIUH NPUMEHENRE ero NIPEIapaTa MpeKpalaioT H IPOBOJAT eCeH-
CHOHTWIHPYIOUY K TeParIHio, i

19. He yonycraerca onmospemennoe npumencnne dexunena®™ Iinoe tabrerok co BKYCOM Msica
© [HOEPASHHOM, ACBAMH3ONOM, QOCHOPOPTAHRUCCKUMY H ¢ APYTHMH XOIHHEPIHYECKUMHA CPEACT-
BAMH. '

20. IMpenapar He npeaHasHaden g NPUMEHEHHS POAYKTHBHAIM JKHBOTHBIM,

IV. Mepst nuunoii OPOUAAKTHEH

21. Hpw padore ¢ npenaparom Jexmien® [hnoc TabNeTRA CO BKYCOM Msica crenyer cobnro-
AATE OOIPIE NPABKIA NHYHON FHIMEHE U TeXHIKH OesonacuocTH, IPeAyCMOTpenube 1pu paGoTe ¢
ACKapeTReHHBIME Openapatamu. ITo okoHwanun padoTL ClelyeT THATENIBHO BBIMEITE PYKH ¢ Mbl-
AOM.

22, JIioaM ¢ rHIePUYBCTRUTEIBHOCTEIO K KOMIIOHCHTAM NIperapara cienyer mberaTs nps-
MOTO KOHTAKTA ¢ TIPEHapaToM. -

23. TIpu cnyuaifHOM KoHTakTe AICRAPCTBEHHOIO NperiapaTa ¢ KoxKel MU CIIM3HCTEIME 060~
JMOUKAMH L1433, HX HeODXOUMO HPOMBITE GONLIIAM KOMHYSCTROM BONBL. B cryuae nosemenus an-
JCPIHYECKHX PEAKIME WM IPH CAYy9aitHOM TOHARAHKYA MPENapara B OPTaHN3M YeToBeKa cieayer
HEMEUIEHHO O0paTHTECH B MCTHIHIICKOS yupexKienne (npu cebe uMeTh HHCTPYKUHIO 110 npuMeHe-
HHIO HITH YTHKETKY).

Haumernosanne i anpec nponssoncTaennoi  AO «KPKA, .., Horo MecTow/«KRKA, d.d.,
IIIOMIAAKH NPOM3ROIHTENS IIpenapara Novo mesto», Smarjeska cesta 6, 8501 Novo

_ mesto, Slovenija.
Haumenoraune, anpec oprabusaiim, ynora-  Tlpencrasarennciso AO «KPKA, a.1., Hoso me-
HOMOUCHHOHN AEPIKATEIEM WIH BIAAEABUEM  CTOY B Pd; 125212, 1. Mockea, lonosurckoe
PCTHCTPAIIHOHHOTO YAOCTOBEPEHHS JICKAP- 1IOCCE, JoM 3, koprye 1
CYECHHOTO MIPEMapaTa Ha NPHHATHE IpeTeH-  Tex.: (495) 981-10-95, paxe: (495) 981-10-91
3ui oT norpeGurens.

Homep pernerpattioHHoro yrocroseperus 7257 3 -2 46 stk YBY -3 A 75 Jp 23D
(> cornacopasnen HacTosel HHCTPYKIER Tepsor CHILY HHEEPYRIE-N0 Mpumeneumio exunena®”
Tmoe Tabietok co Brycom Mica, yrBepiaerHas Pocce s b d D07 2014 -






