ITPHUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAMMEHOBAHME HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Credelio 56 mg Tabnerku 3a ApBUeHe 3a Kyyera (1,3-2,5 kg)
Credelio 112 mg tabneTku 3a 1bBUeHe 3a KyueTa (>2,5-5,5 kg)
Credelio 225 mg Ta0jeTKH 3a 1bBUCHE 3a KyueTa (>5,5-11 kg)
Credelio 450 mg TabeTku 3a 1bBUCHE 3a Kyueta (>11-22 kg)
Credelio 900 mg TabneTku 3a 1bBUEHE 3a KyueTa (>22-45 kg)

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

AKTHBHO BellleCTBO:
Bcesika TabneTka 3a JbBUCHE ChIbpKA:

Credelio TadneTkH 3a AbBYEHE lotilaner (mg)
3a kyuera (1,3-2,5 kg) 56,25
3a kyueta (>2,5-5,5 kg) 112,5
3a kydera (>5,5-11 kg) 225
3a kydera (>11-22 kg) 450
3a kydera (>22—45 kg) 900

IlomouHu BemecTBa:

KadecTBeH ¢chCTaB HA MOMOIIHUTE BEIIECTBA
U IPYTHTE ChCTABKHA

Iemymo3a, mpaxooOpa3Ha

JlakT03a MOHOXUApPAT

CunmkaTu3upana MUKPOKPHCTaTHA [IETyI03a

OBKycHuTeN c apoMaT Ha CyILIEHO MECO

Kpocnosuaon

IToBumon K30

Harpues naypuncyndar

CunuIeB JUOKCH]I, KOJIIOUICH, O€3BOICH

Marne3ueB CTCapar

bemn 10 6ex0BU KPBIIH TaOJIETKH 32 AbBUCHE ¢ KaQCHUKABH TETHA.

3. KJIMHUYHA UHOOPMALIUA

3.1 Bupose ’KUBOTHH, 32 KOUTO e mpexHa3HadyeH BJIIT

Kyuera.

3.2 Tloka3zanmus 3a ynorpeda 3a BceKH BU/I JKUBOTHH, 32 KOITO e MpeIHA3HAYeH MPOAYKTHT
3a jieyeHUE Ha ONapa3uTsIBaHe ¢ OBJIXU U KbPIIEKH MPU KydeTa.

To3u BeTeprHAPEH JICKAPCTBEH MPOAYKT MMa He3a0aBeH e(DeKT U CIIOCOOHOCT 3 yOuBa ObIXU

(Ctenocephalides felis v C. canis) v xppiexu (Rhipicephalus sanguineus, Ixodes ricinus,
1. hexagonus n Dermacentor reticulatus) B IpoabpIDKEHHE Ha 1 Mecerr.



braxute u kppexuTe TpsiOBa Ja ce MPUKPEIAT KbM rOCTONPHUEMHHIKA U J1a 3all0YHAT JIa Ce XPaHAT, 3a
Jia ObAAT U3T0XKCHH HA BH3ICUCTBUETO HA AKTHBHOTO BEIIECTRO.

BerepuHapHUST JIeKapCTBEH MPOJYKT MOXKE Jla Ce W3MOJ3Ba KaTO 4acT OT jedeOHaTa cTparerds 3a
KOHTPOJI Ha aJIepTUyeH JAepMaTUT, mpuauHeH oT 0baxu (flea allergy dermatitis—FAD).

3a meueHue Ha eMoaeko3a (mpuanHeHa ot Demodex canis).
3.3 IIporuBomoka3zanus

I[a HC CC U3M0JI3Ba IPU CBPBbXTYBCTBUTCIHOCT KbM AKTUBHOTO BCIICCTBO UJIK KbM HAKOC OT MOMOIIIHUTC
BCIICCTBA.

3.4 ChnenuaJHM Npexynpe:KIeHHst

[MapasuTtuTte TpsOBA A2 3aMI0YHAT JIa C€ XPAHAT OT FOCTONPUEMHHUKA, 32 J]a ObJaT U3JI0KEHH Ha
JEWCTBUETO Ha JIOTWIAHEpP, IOPaJN TOBA HE MOXKE Jla Ce M3KIIIOYH HAITBIIHO MTPEIaBaHeTo Ha
3a00JsIBaHNs, IPEHACSIHU OT Mapas3uTH.

3.5 ChneunuajHy NpeANasHH MePKH NPH ynoTpeda

CrermaiaHy peana3sHy MEPKHU 3a 0e30acHa ynoTpebda IIpyU BUAOBETE )KUBOTHH, 32 KOUTO €
npennasHauen BJII:

Bewnuky janHu 32 6€30MacHOCT U e(hUKACHOCT ca MOyYeH! OT Ky4eTa M Ky4eHI[a, HaBbPIIHIH 8
CEIMUITH M TI0-BB3PACTHH, U ¢ TelecHa Maca 1,3 kg n moBede. [IpmraraneTo Ha TO31 BETEpHUHAPCH
JIEKapCTBEH MPOIYKT IPH Ky4deHIIa Ha BB3PacT MO 8 CEAMUITN WU ¢ TellecHa Maca o 1,3 kg tpsioa
Jla Ce OCHOBaBa Ha IMPEIICHKA I0J13a/PUCK OT OTTOBOPHUS BETCPUHAPEH JISKap.

CrenyaiHy Mpearna3Hd MepKH 3a JIUIaTa, IpUIaraiy BeTepUHAPHUS JeKapCTBEH MPOAYKT Ha
KHUBOTHHUTC!

Crnen paboTa ¢ IpoIyKTa, U3MHUATE PBHIETE CH.
[Ipu cnyuaitHo norreliane, He3a0aBHO J1a C€ MOTHPCHU MEIUIIMHCKU CHBET, KATO Ha JIEKaps ce
MPEI0OCTaBU JIMCTOBKATA UM €TUKETAa Ha MPOIYKTA.

CHCLII/IEIJ'IHI/I Opeanasiy MCPKH 3a 3allliTa Ha OKOJIHATa Cpcaa:

He e npunoxumo.
3.6 HeOnaronpusiTHu peakuun

Bunose xuBoTHH, 32 KouTo € npennasHaueH BJIII: Kydeta

MBHoro peaku Nuapus'?, Kepsasa quapus’, Ilospsmane'?;
(mo-manko ot 1 ma 10 000 TpeTupanu Anopexcus'?, Jletaprus?, omaauncus'%;
’KUBOTHH, BKJIFOYUTETHO H30JIMPAHH Arakcus’, Kousyncnn®, Tpemop®;
CHOOIIICHUS): Tpypuryc':
HeymectHo ypunupane!, lomaypus'=, Vpunapua
WHKOHTHHEHITUS 2

! Jleku ¥ mpexomHu
> OOGUKHOBEHO TIPEMUHABA O€3 JICUEHHE
3 B OBEYETO CiIydau ca BpEMEHHH



C’I)06H_IaBaHCTO Ha He6ﬂaFOHpI/I}ITHI/I pCaKknuun € BaXXHO. ToBa mo3BosiBa HCIMIPCKBCHAT MOHUTOPHHT Ha
Oe30macHoCTTa Ha BCTCPUHAPHUS JICKAPCTBCH IMPOAYKT. C’LO6H_I€HI/I$IT3 TpSI6Ba Ja C€ u3npaniar, 3a
MMPpEANIOYUTAHC YPE3 BETCPUHAPCH JICKAp, WJIN HAa IPUTCKATCIII HAa PAa3pCHICHUCTO 34 ThbproBUs, WA HA
HallMOHAJIHUA KOMIIETCHTCH OpraH 4YpE3 HallMOHaJIHaTa CUCTEMA 3a C'bO6IlIaBaHe. 3a ChOTBETHHUTE
JaHHU 3a BPpb3Ka BUXKTE CHIO IIOCJTIEAHATA TOYKA OT JIMCTOBKATA.

3.7 ¥Ynorpeba no BpeMe Ha OPeMEeHHOCT, JTAKTAIMS WM sIHIleHOCEHe

bezonacHocTTa Ha BCTCPUHAPHUS JICKAPCTBCH IMPOAYKT HE € JOKa3aHa 10 BpEME Ha 6p€M€HHOCT n
JIaKTaluA WJIH IIpyu pa3BbJAHU Ky4deTa.

BDCMCHHOCT W JJaKTaIusg:

[punara ce camo cie| pereHKa MmoJ3a/pruck OT OTTOBOPHUS BETEpUHAPEH JieKap.

JlabopaTopHUTE MPOYUBAHHS MIPU TUTHXOBE HE MOKA3BAT HUKAKBH JOKA3aTEIICTBA 38 TEPATOTCHHOCT
WM HSIKaKbB HEOIAronpuateH e(hekT BbPXY PeNpoAyKTHBHATA CITOCOOHOCT HA MBKKHUTE M KEHCKUTE
YKUBOTHH.

3.8 BzamMmopeiicTBHe ¢ IPYTH BeTepPHHAPHH JIEKAPCTBEHN NMPOAYKTH U Apyru (popmu Ha
B3auMoOJelicTBHE

He ca usBecTHn.

[Ipu KIMHUYHOTO U3NMTBAaHE HE ca HAOIoAaBaHU B3auMoeiicTBus Mexny Credelio Tabnerku 3a
JI'bBYCHE U PYTHHHO M3IIOJI3BAHUTE BETEPUHAPHHU JIEKAPCTBEHH MPOTYKTH.

3.9 HavuH Ha NpPUJIOKEHUE U JO3MPOBKA

IIepopanHo npunoxxeHue.

BerepuHapHUST ekapcTBEH MPOAYKT TPsIOBa /1a ce mpuiiara B CbOTBETCTBHE C TabiMLaTa MO-A0ITy, 32
na ce rapanTupa Jo3a ot 20 1o 43 mg norunanep/kg TenecHa mMaca.

Tenecna maca |[KoHueHTpauusi ¥ Opoii Ha Ta0JIeTKHTE, KOUTO Ce MPUJIaraT
Ha ky4ero (kg) (Credelio Credelio Credelio Credelio Credelio
56 mg 112 mg 225 mg 450 mg 900 mg

1.3-2.5 1

2,5-5.5 1

5,5-11,0 1

11,0-22,0 1

22,0-45,0 1

45 TMoaxomsia KOMOMHALMA OT TaOJIETKH

HW3non3BaiiTe moaxoasia KOMOMHAIMS OT HAIMYHUTE KOHLICHTPAIMH, 32 J1a TIPHIIOKUTE
npenopbyanaTa go3a ot 20 — 43 mg/kg.

Credelio e ammeTuTHO OBKyCeHa TabIeTKa 3a ApBUeHE. [Ipmmaraiite TabneTka(n) 3a JbBUCHE BETHBK
MECEUHO 110 BpeMe Ha XpaHeHe I CJie]] XpaHEeHe.

3a nedeHue Ha Aemoeko3a (mpuuuHeHa ot Demodex canis):

[Ipunaranero Ha IPOAYKTa BEIHBK MECEUHO B J[BA TIOCIEIOBATEITHI Mecela € e(h)UKacHO U BOJIU JIO
3HAYMTEITHO MOJ00pPEHIE Ha KIIMHUYHUTE Tpu3HaIy. Jieuerunero TpsiOBa 1a MPOIbJDKH A0 MOJTyIaBaHe
Ha JBa OTPHUIATSITHHA PE3YJITaTa OT M3CIICIBAHE HAa KOXKHH IMPOOH C €UH MECeI] HHTEPBAl MEXKITY
M3CIIeIBAaHUATA. TEXKKUTE CIIyIal MOTAT JIa M3UCKBAT MPOIBIIKUTEITHO SKEMECEUHO TpeTupane. Thit



KaTo A€MOACKOo3aTa € MHOFO(baKTopHO 3a6OHHBaHe, KOorato € Bb3MOXXHO, € IIPEIIOPBUUTEIIHO J1a CE
JICKYBa 1 OCHOBHOTO 3a00J1BaHE 110 NOAXOAIII HAYMH.

3.10 CumnTomMHM Ha npeAo3NpaHe (M KOraTo e NPHJI0KUMO — NPOoLeIypPH Ha AelicTBHe IPH
CIICLIHH CJIy4Yau U AHTHIOTH)

He ca naOmonaBanm HEOIAronmpusTHH pEAKUUHM CJeJ IEepOopaiHO MPWIOKEHHE Ha
BETEPUHAPHHUS JICKAPCTBEH MPOAYKT MPH KydYeHIIa HA Bh3pacT 8—9 ceIMHUIM U C TeJeCHA Maca
1,3 — 3,6 kg, Tpetupanu ¢ 103a, IpEBUIIABAIA 10 5 IBTH MaKCHMAaJIHaTa MpernopbuaHa 103a
(43 mg, 129 mg u 215 mg notunaHep/kg TenecHa maca), oceM MPUIOKEHUS] Ha MECEUHH
HHTEPBAJIH.

3.11 CrheumnajHH OrpaHHMYEHUs 32 yNoTpeda u cCelMaTHI YCJIOBHS 32 YOTPeda, BKIIOYNTETHO
OTpaHNYeHNs 32 yNOoTpPedaTa HA AHTUMHKPOOHHN M MPOTHBONAPA3UTHU BeTEPUHAPHHI
JIEKAPCTBEHHU MPOIYKTH, C IeJI 1a ¢e OTPAHUYN PHCKBT OT PA3BUTHE HA PE3UCTEHTHOCT

He e npunoxumo.
3.12 KapeHTHHM CpOKOBe

He e npunoxumo.

4. DAPMAKOJIOTHYHA HHO®OPMAIIUA
4.1 BerepuHapeH JiekapcTBeH aHaTOMO-TepaneBTH4YeH Ko (ATCvet Code): QP53BE(04
4.2 dapmakoaMHAMHUKA

JloTnnanep, YuCT EHAHTHOMED OT KJlaca Ha N30KCA30JIMHHTE, € aKTUBEH CPEILy OBJIXH
(Ctenocephalides felis n Ctenocephalides canis), xepnexure Dermacentor reticulatus, Ixodes
hexagonus, Ixodes ricinus u Rhipicephalus sanguineus, xakto u cpeuty Demodex canis.

Jlotunanep e mormieH naxubuTop Ha GABA (rama-aMruHOMACIeHA KUCEITHHA )-3aBUCUMHUTE XJIOPUIHU
KaHaJIM, KOETO BOAM J0 Obp3a CMBPT Ha KbPJCKHU U OBJIXH. AKTHBHOCTTA Ha JIOTUIIAHED HE Ce
MOBJIHMSIBA OT PE3UCTEHTHOCT KbM XJIOPOPraHUYHY (LIUKIoAueHH, Hanp. dieldrin), penunmnupaszonu
(mamp. fipronil), HeorukoTrHOM M (Harp. imidacloprid), opmamuauHy (HanpuMmep amitraz) u
nupeTpouau (Hamp. cypermethrin).

Hauanoro Ha epukacHocTTa cpelly ObJIXH € B paMKHUTE Ha 4 daca ciie]l IPUKPETIBAHETO UM U B
NPOJBIDKCHUE Ha €IUH MECeIl CJIe/l IPUIaraHeTo Ha MPOyKTa. BbIXuTe 1o sKMBOTHOTO MpeIH
NpUIaraHeTo Ha MPOAyKTa OMBaT yOUTH B paMKHTE Ha 6 daca.

HauanoTo Ha edukacHOCTTa Cpelly KbpJIEKH € B paMKHUTE Ha 48 yaca ciiel IPUKPENBaHETO UM H B
NPOIBIDKCHUE HA €IUH MECELl Clie/l IpUiIaraneTo Ha npoaykra. Kepnexure (1. ricinus) mo XUBOTHOTO
npe/v MPUIIaraHeTo Ha IPOIyKTa OUBaT yOUTH B paMKUTE Ha § yaca.

BerepuHapHUAT IeKapcTBEH MPOAYKT yOMBA CHIIECTBYBAIIMTE U HOBOTIOSBUIIUTE C€ OBJIXH 10 KYy4ETO
npeau Te aa cHecar stiiua. [1o To3u HauuMH MPOAYKTHT NPEKbCBA )KU3HEHHUS UKBI HA OBJIXUTE U
npeanas3sa 3a00MKaAIIaTa cpesia OT Onapa3uTsABaHe ¢ OBJIXHM B 30HUTE, A0 KOUTO Ky4eTO UMa JJOCTBHII.

4.3 dapMaKoKHHETHKA

Cren nepopajiHO NPUIOKEHUE JIOTHIAHEP ce pe30pOupa JECHO, KaTO MaKCUMalHaTa KOHLEHTPALUs B
KPBBTa ce JOCTUTa B pAMKHUTE Ha 2 yaca. XpaHaTa [oJio0psiBa pe3opoupaneto. TepMUHATHUAT
NOJYXHUBOT € IpUOIM3uTenHo 4 ceaMun. [IpoabIKUTETHUAT TEPMUHAIEH TOJIY>KUBOT OCUTypsiBa
e(eKTHBHU KOHLEHTPALIMHU B KPBBTA 32 LIEIHs CPOK HA MEXIy1030BUSI HHTEPBAJL.



OCHOBHUSAT IIBT HAa ETUMUHUPAHE € Upe3 OrmInapHa eKCKPEIns, a BTOPOCTEIICHHIT — Upe3 0hOpeuHa
ekckperus (mo-manko ot 10 % ot go3ara). JloTminanep ce MeTaboIu3Mpa B MaJiKa CTEMNCH B I10-
XUAPOPIHN CheAMHEHUS, KOUTO ce HAOII0AaBaT B U3IPAXKHEHUATA U ypUHATA.

5. DAPMAIEBTUYHU JAHHU

5.1 OcHOBHM HECHBMECTHUMOCTH

He e npunoxumo.

5.2 Cpoxk Ha roaHoCT

Cpok Ha TOJHOCT Ha KpailHUS BETEPUHAPEH JIEKAPCTBEH MPOIYKT: 3 TOAWHU.

5.3 Chenuananm ycaoBHs 32 CbXpaHeHHe

To3u BeTeprHApEH JIEKapCTBEH MPOAYKT HE N3MCKBA HUKAKBY CIICIIMAITHA yCIOBHS 32 ChXpaHEHHE.

5.4 Bl/l)] U CbCTAaB HA MbPBHYHATA OIIAKOBKA

TaOneTkuTe ca OMaKOBaHU B alyMUHHI/aTyMUHUHN ONHMCTEPH, OTTAKOBAHU BbB BHHILIHA KAPTOHEHA
KyTHs. TaObIeTKUTe OT BCSIKA KOHIIEHTPAIUS Ce TpejiaraT B OmakoBKky ot 1, 3, 6 wim 18 Tabnetku.

He Bcuuku pa3mepu Ha OnaKOBKaTa MOTaT Aa ObJaT MpeajiaraHy Ha masapa.
5.5 CroenuajJHU MepPKH 32 YHUIII0:KABAHE HA HEM3MOJI3BAH NMPOAYKT UM OCTATHIU OT HEro

BerepunapHuTe JI€KapCTBEHH MPOYKTH HE TPsAOBa J1a ObJaT U3XBBPJISHHU UPe3 OTIIaIHU BOJIU WU
OHUTOBH OTIIAABIIH.

N3non3paiiTe nporpaMu 3a BpbIllaHE NIPU YHUILIOKABAHETO HA HEM3IOA3BAHU BETEPUHAPHU
JIEKapCTBEHU MPOJYKTH UITM OCTATHIUU OT TSAX B CbOTBETCTBUE C U3UCKBAHUATA HA MECTHOTO

3aKOHOJATEJICTBO U C BCHUKH HALIMOHAIHU CUCTEMH 3a ChOUpaHe, PUI0KUMH 38 ChbOTBETHUS
BETEPUHAPEH JICKAPCTBEH MIPOAYKT.

6. HNME HA ITPUTEKATEJISA HA PASPEIIEHUETO 3A ThPT'OBUA

Elanco GmbH

7.  HOMEP(A) HA PASPEHIEHUETO 3A ThPT'OBUSI

EU/2/17/206/001-015

EU/2/17/206/024-028

8. JATA HA IBbPBOTO U3JABAHE HA PASPEHIEHUETO 3A ThbPI'OBHUS

JaTa Ha TEPBOTO W31aBaHE Ha pa3pemieHNneTo 3a Thpropust: 25/04/2017

9. JATA HA NOCJIEAJHATA PEJAKIIMS HA KPATKATA XAPAKTEPUCTHKA HA
MNPOAYKTA

{JUUMM/TTIT}



10. KJACHUPUKAILIUA HA BETEPUHAPHUTE JIEKAPCTBEHMU ITPOAYKTH

Ja ce oTimycka camo 10 JIEKapCKO Mpe/IIrcaHue.

IMoapoOHa uH(bopMalrs 3a TO3H BEeTepUHAPECH JEKAPCTBEH MPOAYKT MOXKE J1a HAMEpUTE B 0a3ara TaHHU
Ha Cpro3a otHocHO npoxykTute (https:/medicines.health.europa.eu/veterinary).



https://medicines.health.europa.eu/veterinary

1. HAMMEHOBAHME HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Credelio 12 mg Tabnerku 3a apBueHe 3a KoTku (0,5-2,0 kg)
Credelio 48 mg Tabnerku 3a ppBUeHE 32 KOTKHU (>2,0-8,0 kg)

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

AKTHBHO BellIeCTBO:
Bcsika Tabnerka 3a AbBUCHE ChABPXKA:

Credelio TadneTkH 32 TbBYEHE lotilaner (mg)
3a kotku (0,5-2,0 kg) 12
3a kotku (>2,0-8,0 kg) 48

IlomouHu BemecTBa:

KadecTBeH chLCTaB HA MOMOIIIHHUTE BelleCTBA
U IPYTUTE ChCTABKHU

Mast Ha mpax (OBKyCHTEN)

CI/IHI/IKaTI/IBI/IpaHa MUKPOKpHUCTAJIHA LICITYyJI03a

Lenyno3a, mpaxooOpa3Ha

JlakT03a MOHOXUApPAT

IToBumon K30

Kpocnosuaon

Hatpues naypuncyndar

Banwnmmna (oBKyCcHTEN)

Cununyes THOKCH, KOJIOUAEH, 0€3BOICH

Marne3ueB CTCapar

benn no kadeHnkaBu KpbIH Ta0JIETKH 3a JbBUCHE ¢ KaQ)eHIUKABH ITETHA.

3. KJIMHUYHA UHOOPMALIUA

3.1 BupgoBe :KMBOTHH, 32 KOUTO e npeanaznayed BJIII

Kotku.

3.2 Iloka3anus 3a ynorpeda 3a BCeKH BUJ *KUBOTHH, 32 KOMTO € MpeJHA3HAYEH MPOAYKTHLT
3a nedeHue Ha omMapa3uTsIBaHe ¢ ObJIXU U KbPIIEKHU MPH KOTKH.

To3u BeTeprHAPEH JICKAPCTBEH MPOAYKT MMa He3a0aBeH e(DeKT U CIIOCOOHOCT a yOuBa ObIXU
(Ctenocephalides felis n C. canis) u xbpnexu (Ixodes ricinus) B IpoabbKeHUE Ha 1 Mecell.

braxure u kbprexuTe TPSAOBA N1 Ce MPUKPENIT KbM TOCTOIMPHEMHUKA U 1a 3aII0YHAT JIa Ce XPaHsT, 3a
a ObIaT U3I0KEHH Ha BB3IEHCTBUETO HA aKTUBHOTO BEIIECTBO.



BerepuHapHUST JeKapCTBEH MPOAYKT MOXKE Ja Ce M3MOJ3Ba KaTo 4acT OT jedeOHara cTparerus 3a
KOHTPOJI Ha aJepruieH AepMaThT, npuurHeH oT 0baxu (flea allergy dermatitis—FAD).

3.3 IIporuBomoka3zanus

I[a HC CC U3MO0JI3Ba IPU CBPBbXUYYBCTBUTCIHOCT KbM AKTUBHOTO BCIICCTBO UJIK KbM HAKOC OT IMOMOIIHUTC
BCIICCTBA.

3.4 ChnenuajHM Npexynpe:KIeHHst

[MapasuTtuTte TpsOBA Ja 3aMIOYHAT JIa C€ XPAHAT OT FOCTONPUEMHHUKA, 32 J]a ObJIaT U3JI0KEHU Ha
JIEHCTBHETO Ha JIOTHJIAHEP, TIOpPaaX TOBAa HE MOXKE J]a C€ M3KITIOYH HAIBJIHO MPEIaBaHETO Ha
3a00JsIBaHNs, IPEHACSIHU OT Mapa3uTH.

JloctaThuHu HUBA HA €PUKACHOCT MOXKE J]a HE ObJ]aT MOCTUTHATH, aKO BETCPUHAPHHUAT JICKAPCTBEH
MPOAYKT HE € MPHJIOKEH 10 BpeMe Ha XpaHeHe Wiu 10 30 MUHYTH ClIe]] XpaHEHE.

ITopanu HEOCTATHYHO JAaHHU B TIOJKpeENa Ha €PUKACHOCTTA MPOTUB KbPIESKU IMPH MIIATH KOTKH, TO3H
MIPOAYKT HE C€ MPETophiBa 3a TPETUPAHE CPELy KbPIIEXKH IIPH KOTEHIIa HA S-MeceyHa Bb3pPacT MU
MO-MaJIKH.

3.5 CroeuuajHu mpeana3sHu MepKH NMpu ynorpeda

CrermaiaHy Ipeana3sHi MEPKHU 3a 0e30IacHa ynoTpebda IIpyu BUAOBETE JKUBOTHH, 32 KOUTO €
npennaszHauexn BJIIT:

JlanauTe 3a 6€30MACHOCT ¥ e()UKACHOCT Ca TOJIYYCHU OT IPOYYBAHUS MMPU KOTKH, HABBPIIIIN &
CEIMHUITH U TI0-BB3pacTHU ¢ TeliecHa Maca 0,5 kg wmn moBede. 3aToBa MpuiTaraHeTo Ha TO3H
BETEPUHAPCH JICKAPCTBEH MPOIYKT MPH KOTEHIA Ha Bh3pacT MO/ § CEJIMHUIM WK C TeJIECHA Maca T0J
0,5 kg Tps6Ba ma ce ocHOBaBa Ha MPEIEHKA TOJI3a/PUCK OT OTTOBOPHHMSI BETEpUHAPEH JIeKap.

CrenyanHy npearna3Hd MepKH 3a JIUIaTa, IPUIaraiy BeTepUHAPHUS JeKapCTBEH MPOAYKT Ha
KHMBOTHHUTC!

Crnen paboTa ¢ IpoIyKTa, N3MUKTE PHIIETE CH.
[Ipu cnyuaitHo norreliane, He3a0aBHO J1a C€ MOTHPCHU MEUIIMHCKU CHBET, KATO Ha JIEKaps ce
MPEI0OCTaBU JIMCTOBKATA UM €TUKETA Ha MPOAYKTA.

CHCLII/IEIJ'IHI/I Opeanasiy MCPKH 3a 3allliTa Ha OKOJIHATa Cpcaa:

He e npunoxxumo.
3.6 HeOnaronpusiTHH peaKkuuu

Bunose xxuBoTHH, 3a KouTo € npennasHadeH BJIIT: Kotku

MBHoro peaku IMospbmane!

(mo-manko ot 1 Ha 10 000 TpeTupanu
XKHUBOTHHU, BKJIFOUUTEIHO U30JUPAHU
CHOOITICHUS):

! OGuKHOBEHO IpeMUHABa O€3 JIeYeHne

Cro01maBaHeTo Ha HEONIArONMPHUATHY PEAKIIMU € BaKHO. ToBa MMO3BOJISIBA HEMPEKHCHAT MOHUTOPHHT Ha
0e30macHOCTTa HAa BETEPUHAPHUS JIEKapCTBEH MPOAYKT. ChoOIeHusATa TpsIOBa Ja ce U3MpaIar, 3a
NpeoYnTaHe Ype3 BETEPUHAPEH JIeKap, WM Ha TIPUTEkKATEN sl Ha pa3pelIeHueTo 3a ThPTrOBHS, MU Ha
HAI[MOHAHUS KOMIIETCHTEH OpraH Ype3 HallMOHAJTHATA CUCTEMa 3a ChOOIaBaHe. 3a ChOTBETHUTE
JIAHHU 32 BPh3Ka BUKTE CHINO MOCJIETHATA TOYKA OT JIACTOBKATA.
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3.7 ¥Ynorpeb6a no BpeMe Ha OPeMEeHHOCT, JAKTAIMS WM sIHIleHOCEHe

BezomacHocTTa Ha BeTepHHAPHUS JICKAPCTBEH MPOIYKT HE € JIOKa3aHa 110 BpeMe Ha OPEeMEHHOCT U
JIAKTaLIM.

BDCMCHHOCT W JJaKTaruAg:

[punara ce camo cie pereHKa Mmoi3a/pruck OT OTTOBOPHUS BETEpUHAPEH JieKap.

JlabopaTopHUTE MPOYUBAHUS MIPU TUTHXOBE HE MOKA3BAT HUKAKBH JJOKA3aTEIICTBA 38 TEPATOTCHHOCT
WIN HIKAKbB HEOIArOMpUATeH e(eKT BbPXY PENpPOIyKTUBHATA CIIOCOOHOCT HA MBIKKUTE U )KCHCKUTE
YKUBOTHH.

3.8 BzammopeiicTBHe ¢ IPYTH BeTepHHAPHH JIEKAPCTBEHN NMPOAYKTH U ApYyru (popmu Ha
B3auMoOJelicTBHE

He ca usBecTHn.

[Ipu KIMHUYHOTO M3NMTBAaHE HE ca HAaOIoAaBaH B3auMoeiicTBus Mexny Credelio Tabnerku 3a
JI'bBYCHE U PYTHHHO M3IIOJI3BAHUTE BETEPUHAPHHU JIEKAPCTBEHH MPOTYKTH.

3.9 HayuH Ha NPUIOKEHNE U JO3MPOBKA

IIepopanHo npunoxkeHue.

OBKyCEHUST BEeTEpUHAPEH JIEKapCTBEH MPOAYKT TpsiOBa Jla ce Impuiiara B ChOTBETCTBUE € Ta0nMLaTa
10-/10J1y, 3 /14 Ce TapaHTUpa eJHOKpaTHa 103a oT 6 10 24 mg notuianep/kg TenecHa maca.

Tesecna maca KonuenTpanusi u 0poif Ha TabJIeTKHTe, KOUTO ce MpUJjIarat
Ha KOTKaTa
(kg) Credelio 12 mg Credelio 48 mg
0,5-2,0 1
>2,0-8,0 1
>8.0 TTogxonsia KoMOMHALUA OT TaOJIETKH

ITpu xoTKH c TenecHa Maca HajJ 8 kg, 3non3Baiite MoaAXoAsIa KOMOWHALKS OT HATUYHUTE
KOHIIEGHTpALHH, 32 Jia IPUJIOKUTE Mpernopbyuanara 1o3a ot 6 - 24 mg/kg.

[Ipunaraiite BeTepuHApHUS JIEKAPCTBEH MPOIYKT 10 BpeMe Ha XpaHeHe win 0 30 MUHYTH clie
XpaHEeHe.

3a onTHMaeH KOHTPOJI Ha OMAPa3UTIABAHUATA C OBIIXY U KbPICKH, BETCPUHAPHUSAT JIEKAPCTBCH
MPOAYKT TpsiOBa Ja ObJie MpUIIaraH Ha MECEUYHH MHTEPBAJIH MPE3 IENIUs CE30H, TIpe3 KOUTO ce
HaOJTI0JaBa HATTMYKE Ha OBIIXH /WA KbPIICKH, B 3aBUCUMOCT OT MECTHATA CTIH/ICMHUOIOTTUHA
00cTaHOBKa.

3.10 CumnTomMH Ha npeAo3NpaHe (M KOraTo e NPHJI0KUMO — NPoueIypH Ha AelicTBHe IPH
CIICIIHHU CJIy4Yau M AHTHIO0TH)

He ca wnabmogaBaHm HEOMAarompuATHH pEakIUU CcJel TEepopaHO MPHIOKEHHE Ha
BETEPUHAPHHS JIEKAPCTBEH MPOAYKT MPH KOTEHIIA Ha BB3pacT 8 cenMuiy ¢ tenecHa maca 0,5
kg, xouto ca TpeTupaHHu C J03a MOBEYE OT 5 MPTH MaKCUMAaJHAaTa rpenopbyana go3a (130 mg
norunadep/kg TenecHa maca), oceM IPUIIOKEHHS Ha MECCUYHH UHTEPBAIIH.
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3.11 CrheuuajHH OrpaHHYEHHs 32 yNOTpeda U CelMAaTHH YCJIOBHS 32 YOTPeda, BKIIYNTETHO
OrpaHUYeHHs 32 YNOTpPedaTa HA AHTUMMKPOOHU U MPOTHBONAPA3UTHH BeTePHHAPHU
JIEKAPCTBEHHU MPOIYKTH, C I[eJI 1a ¢e OTPAHHYHN PHCKBT OT PA3BUTHE HA PE3UCTEHTHOCT

He e npunoxumo.
3.12 KapeHTHH CpOKOBe

He e mpuioxumo.

4. DAPMAKOJIOI'NYHA UTHOOPMALIUA
4.1 BerepuHapeH JiekapcTBeH aHaTOMO-TepaneBTH4YeH Ko (ATCvet Code): QPS3BE(04
4.2 dapmakoguHAMHKA

Jlotumanep, 4MCT EHAHTHOMED OT KJlaca Ha M30KCA30JIMHNTE, € aKTHBEH CPEIly ObIXU
(Ctenocephalides felis n Ctenocephalides canis) u xvpnexu (Ixodes ricinus).

Jlotunanep e momieH naxuobuTop Ha GABA (rama-aMuHOMAcIeHa KUCEIMHA )-3aBUCUMHTE XJIOPUIHU
KaHaJId, KOETO BOAM A0 Obp3a CMBPT Ha KbpJeku U Obsixu. Ilpu in vitro nmpoyuBanus, akTHBHOCTTA Ha
JIOTUJIAHEP CPELTy HSIKOU apTPOIOJHH BUAOBE HE CE MOBJIMABA OT PE3UCTEHTHOCT KbM XJIOPOPTaHUYHH
(umknoguenu, Hanp. dieldrin), pennnnupasonu (Hamnp. fipronil), HEOHUKOTHHOMIH (HATIP.
imidacloprid), bopmamuaran (HanpuMep amitraz) U mupeTpounu (Hamp. cypermethrin).

Hayanoto Ha epukacHOCTTa Cpellly ObJIXU € B paMKUTE Ha 12 yaca ciie MPUKPEIBAHETO UM U B
MPOIBJDKEHNE Ha €IUH MECel] ClIe IPUIIaraHeTo Ha MPOoayKTa. BeiaXuTe no )KMBOTHOTO Ipeau
MpujaraHeTo Ha MPOAyKTa OMBaT yOMTH B paMKHUTE Ha 8 daca.

HauanoTo Ha edukacHOCTTa Cpelly KbpJIEXKH € B pAMKHTE Ha 24 yaca ciiesi IPUKPEIBaHETO UM H B
MIPOABIDKEHNE Ha €IMH MECEI] CIIe/I MPUIIaraHeTo Ha MpoayKTa. Kbpiexxure 1o )KUBOTHOTO Mpean
NpUIIaraHeTo Ha MPOJyKTa OuBaT yOUTH B paMKuTe Ha 18 vaca.

BerepuHapHUAT NeKapCTBEH NPOAYKT YOMBA CHIIECTBYBAIIUTE M HOBOTIOSBUIIMTE CE€ OBIIXH 110
KOTKUTE, IIpeIu T€ Aa cHecart siua. [1o To3u HauuH NpoayKThT MPEKBHCBA JKU3HEHUS UK Ha
OBJIXHTE U MPE/INa3Ba 3a00MKaIAIIATa CPe/ia OT OMAPa3UTIBaHEe C OBJIXU B 30HUTE, 10 KOUTO KOTKATa
HAMa JOCTBII.

4.3 dapMaKkoKHWHETHKA

Crnen mepopaitHO MPHUIIOKEHHE JIOTHIIAHED Ce pe30pOupa JIECHO, KaTO MaKCHMaTHaTa KOHIICHTPAIHS B
KpBBTa ce goctura ciex 4 gaca. Jlorunanep e mpubiauzurento 10 mbTH mo-0noHATHYIeH, KOTaTo ce
npreMa Mo BpeMe Ha XpaHeHe. TepMHHAIHUAT MOy KHUBOT € MPUOIH3UTENHO 4 cenMUIIH (cpeHa
XapMOHHUYHA CTOWHOCT). TO3M TepMUHAJICH TTOJYKHBOT OCUTYPSIBa €)EKTUBHU KOHIICHTPAINH B
KPBBTA 32 LENHSI CPOK HA MEKTYI030BUSI HHTEPBAI.

OCHOBHUSAT BT HAa CIUMUHHUPAHE € Ype3 OMTNapHa eKCKPEIHs, a BTOPOCTEIICHHUSAT — Ype3 ObOpeuHa
ekckperus (mo-manko ot 10 % ot go3ara). JloTminanep ce MeTaboIu3Mpa B MaJika CTEMNEH B I10-
XUIPODUITHY CHETUHEHUS, KOUTO Ce HAOIII0IaBaT B M3NPAKHEHUATA U YPHHATA.

5. DAPMAIIEBTUYHU JAHHHU
5.1 OcCHOBHHM HECHLBMECTHMOCTH

He e mpuioxumo.
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5.2 Cpoxk Ha roaHoOCT

Cpok Ha TOJHOCT Ha KpailHUS BETEPUHAPCH JICKAPCTBEH MPOYKT: 3 TOAMHU.

5.3 Cneuuaanu ycjaoBusi 32 CbXpaHeHHe

To3u BeTeprHApEH JIEKapCTBEH MPOAYKT HE U3MCKBA HUKAKBY CIICIIUAIHA YCIIOBHS 32 ChXpaHCHHE.
5.4 Buawu cbCTaB Ha MbPBUYHATA ONMAKOBKA

TaOneTkuTe ca ONaKOBaHH B allyMUHHI/aTyMUHUHN ONHMCTEPH, OTIAKOBAHM BbB BHHILIHA KAPTOHEHA
KyTHs. TabneTkure OT BCAKa KOHLEHTpALHUs Ce peAsaraT B OakoBKy oT 1, 3, 6 wiu 18 tabnerku.

He Bcuukm pazMepn Ha OormakoBKaTa Morat Jja Ob/aT Ipesiarany Ha masapa.
5.5 CroenuajaHu MepKH 3a YHHUILO0KABAHE HA HEM3MO0JI3BAaH MPOAYKT WJIH OCTATHIU OT HEro

BerepunapuuTe JIeKapCTBEHH NMPOAYKTH HE TpsiOBa 11a ObIaT M3XBBHPIISTHA UPE3 OTIIATHU BOIH WU
OHMTOBH OTIIAABIIH.

N3non3paiiTe nporpamMu 3a BpbIllaHE P YHUIIIOKABAHETO HA HEU3IOA3BAHU BETEPUHAPHU
JIEKapCTBEHU MPOJYKTH UITM OCTATHIHU OT TSAX B CbOTBETCTBUE C U3UCKBAHUATA HA MECTHOTO

3aKOHOAATEICTBO M C BCHYKH HAIIMOHATTHU CUCTEMH 33 ChOUpaHe, MPUI0KIMH 32 ChOTBETHUS
BETEpUHAPCH JICKAPCTBEH MPOIYKT.

6. NME HA ITIPUTEXKATEJISA HA PASPEHLIEHUETO 3A ThPI'OBUSA

Elanco GmbH

7. HOMEP(A) HA PASPEIIIEHUETO 3A ThPI'OBUA

EU/2/17/206/016-023

8. JATA HA TbPBOTO U3JABAHE HA PASPELHIEHUETO 3A ThPI'OBUA

JlaTa Ha TBPBOTO M3/1aBaHE HA pa3pelIeHUETOo 3a Thpropus: 25/04/2017

9.  JIATA HA IOCJEJHATA PEJAKLIUSI HA KPATKATA XAPAKTEPUCTUKA HA
MPOJIYKTA

{JUYMM/TTIT}

10. KJIACH®UKAIIUSA HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOAYKTHU
[a ce oTIrycka caMo 10 JIEKapCKO MPeIIUCAHHE.

[MoapoOHa uH(bopMalKs 3a TO3H BETepUHAPESH JEKAPCTBEH MPOAYKT MOXKE J1a HAMEpUTE B 0a3ara JaHHU
Ha Cpro3a otHocHO nipoxykTuTte (https:/medicines.health.europa.eu/veterinary).
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IMPNJIOKEHHUE I1

APYI'N YCJIIOBUA U UBUCKBAHUA KBbM PASPEIHIEHUETO 3A ThPI'OBUs

Hama.
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ITPHUJIOKEHHUE I1I

ETUKET U JINCTOBKA
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ETUKETH
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NHOOPMAIUSA, KOATO CE NU3IIMCBA BbPXY BHBHIIHATA OITAKOBKA
KAPTOHEHA KYTHUSA (KYUYETA)

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Credelio 56 mg Tabnerku 3a ApBUeHe 3a Kyyera (1,3-2,5 kg)
Credelio 112 mg tabneTku 3a IbBUEHE 3a KyueTa (>2,5-5,5 kg)
Credelio 225 mg TabeTKH 3a JbBUCHE 3a KyueTa (>5,5-11 kg)
Credelio 450 mg tabneTku 3a IbBUeHE 3a KydeTa (>11-22 kg)
Credelio 900 mg TabneTku 3a IbBUEHE 3a KydeTa (>22-45 kg)

2. KOJNMYECTBO HA AKTUBHUTE BEILIECTBA

56 mg lotilaner

112 mg lotilaner
225 mg lotilaner
450 mg lotilaner
900 mg lotilaner

3. PABMEP HA OITAKOBKATA

1 TabieTKa
3 TabneTKH
6 TaOJIETKH
18 TabneTku

4. BUJIOBE )KUBOTHMU, 3A KOUTO E IIPEJTHA3ZHAYEH BJIII

Kydgera

‘ 5. TEPAIIEBTUYHHU ITIOKA3AHUSA

‘ 6. HAYUHU HA ITPUJIIOKEHUE

TlepopanHo npuiioKEHHE.
Ja ce npunara no BpemMe Ha XpaHEHE WU ClIe]] XpaHEHE.

‘ 7. KAPEHTHUM CPOKOBE

| 8. CPOK HA TOJHOCT

Exp. {mMm/rrrT}

‘ 9. CIIEIIMAJIHU YCJIOBUS 3A CbXPAHEHUE
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‘ 10. HAJAINMUCHT ,,JIPEJAU YIIOTPEBA ITPOYETETE JIMCTOBKATA“

[penu ynoTpeda nmpoyereTe IMCTOBKATA.

‘ 11. HAJAIIUCHT “CAMO 3A BETEPUHAPHOMEJINIIMHCKA YIIOTPEBA”

Cawmo 3a BeTeprHApHOMEIUITMHCKA YIIOTpeoa.

12. HAJIUCBHT “JA CE CbXPAHSBA JAJIEY OT NIOTVIEJA U HA HEJOCTBITHU
3A JEIIA MECTA”

I[a CC ChbXpaHsBa AaJjicd OT NOorjicaa U Ha HCAOCTBIIHU 3a [IC1a MCCTaA.

‘ 13. HWME HA IIPUTEXXATEJISI HA PASPEIIEHME 3A ThbPI'OBUS

Elanco GmbH

14. HOMEPA HA PASPEHIEHUETO 3A ThPI'OBHUA HA BJIII

EU/2/17/206/001 (56 mg notunanep; 1 TabneTka 3a TbBUCHE)
EU/2/17/206/002 (56 mg otunaHep; 3 TaOIETKH 3a THBYCHE)
EU/2/17/206/003 (56 mg notunaHep; 6 TaOIETKH 3a AbBUCHE)
EU/2/17/206/024 (56 mg notunaHep; 18 TabneTku 3a AbBUCHE)
EU/2/17/206/004 (112 mg notunanep; | Tabnerka 3a TbBUCHE)
EU/2/17/206/005 (112 mg notrinanep; 3 TabneTky 3a TbBUCHE)
EU/2/17/206/006 (112 mg notunanep; 6 TabJICTKH 3a JHBUCHE)
EU/2/17/206/025 (112 mg notunanep; 18 TabneTku 3a IbBUCHE)
EU/2/17/206/007 (225 mg notunanep; | Tabnerka 3a TbBUCHE)
EU/2/17/206/008 (225 mg notunanep; 3 TaOJICTKH 3a JbBUCHE)
EU/2/17/206/009 (225 mg notunanep; 6 TabneTku 3a TbBUCHE)
EU/2/17/206/026 (225 mg notunanep; 18 TabneTku 3a IbBUCHE)
EU/2/17/206/010 (450 mg notunanep; 1 Tabnerka 3a JbBUCHE)
EU/2/17/206/011 (450 mg notunanep; 3 TaOJICTKH 3a JHBUCHE)
EU/2/17/206/012 (450 mg noTtunanep; 6 TabneTky 3a JbBUCHE)
EU/2/17/206/027 (450 mg notunanep; 18 TabneTku 3a IbBUCHE)
EU/2/17/206/013 (900 mg notunanep; 1 TabieTka 3a JbBUCHE)
EU/2/17/206/014 (900 mg notunanep; 3 TaOICTKH 32 JHBUCHE)
EU/2/17/206/015 (900 mg notunanep; 6 TaOICTKH 32 JHBUCHE)
EU/2/17/206/028 (900 mg notunanep; 18 TabieTku 3a 1bBUCHE)

‘ 15. MAPTUJAEH HOMEP

Lot {Homep}
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NHOOPMAIUSA, KOATO CE NU3IIMCBA BbPXY BHBHIIHATA OITAKOBKA
KAPTOHEHA KYTHA (KOTKHN)

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Credelio 12 mg Tabnerku 3a gpBueHe 3a KoTku (0,5-2,0 kg)
Credelio 48 mg TabneTku 3a ApBUEHE 32 KOTKHU (>2,0-8,0 kg)

2. KOJMYECTBO HA AKTUBHUTE BEILIECTBA

12 mg lotilaner
48 mg lotilaner

3. PASMEP HA OITAKOBKATA

1 TabieTKa
3 TaOJIeTKH
6 TaOJIETKH
18 TabmeTkn

4. BUJOBE )KUBOTHU, 3A KOUTO E IPEJHA3ZHAYEH BJIII

Kotkn

‘ 5. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 6. HAYUHUA HA ITPUJIOKEHUE

IMepopanHo NpHIOKEHUE.
Jla ce mpunara o Bpeme Ha XpaHeHe win 10 30 MHHYTH Cliel XpaHeHe.

‘ 7. KAPEHTHHM CPOKOBE

| 8. CPOK HATOJHOCT

Exp. {mm/rrrIT}

‘ 9. CIHEHUAJIHU YCJIIOBUA 3A CbXPAHEHUE

‘ 10. HAJNMUCHT ,JIPEIU YIIOTPEBA IIPOYETETE JIUCTOBKATA*

[Ipenu ynoTtpeba npoyerere JINCTOBKATA.
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‘ 11. HAJAIIUCHT “CAMO 3A BETEPUHAPHOMEJINIIMHCKA YIIOTPEBA”

Camo 3a BeTeprHApHOMEIUITMHCKA YITOTpeoa.

12. HAJIUCBHT “JA CE CbXPAHSBA JAJIEY OT IIOIVIEJA U HA HEJOCTBITHU
3A JEIIA MECTA”

I[a CC ChbXpaHsBa Oaji€d OT IIorjicaa 1 Ha HECAOCTBITHU 3a A€1a MECTaA.

‘ 13. HUME HA IPUTEXATEJIA HA PASPEIIEHUE 3A ThbPTOBUA

Elanco GmbH

14. HOMEPA HA PASPEIIEHUETO 3A ThbPI'OBUS HA BJIII

EU/2/17/206/016 (12 mg notunaHep; 1 TabiaeTka 3a IbBUCHE)
EU/2/17/206/017 (12 mg notunadep; 3 TaOIETKH 32 AHBUCHE)
EU/2/17/206/018 (12 mg notunadep; 6 TaOIETKH 32 AHBUCHE)
EU/2/17/206/022 (12 mg notunaHep; 18 TabneTku 3a AbBUCHE)
EU/2/17/206/019 (48 mg notunanep; 1 TabneTka 3a A-BUCHE)
EU/2/17/206/020 (48 mg ioTunaHep; 3 TaOIETKH 3a THBYCHE)
EU/2/17/206/021 (48 mg notunaHep; 6 TaOIETKH 32 AbBUCHE)
EU/2/17/206/023 (48 mg notunaHep; 18 TabneTku 3a AbBUCHE)

15. NMAPTUJAEH HOMEP

Lot {Homep}
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MHUHUMYM UHO®OPMAILIUSA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY MAJIKHA
OITAKOBKM BJIII, KOUTO CBABPKAT EJUHUYHA JO3A

BJIMCTEPU (KYYETA)

‘ 1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Credelio

‘al

‘ 2. KOJMNYECTBO HA AKTUBHUTE BEILIECTBA

56 mg lotilaner

112 mg lotilaner
225 mg lotilaner
450 mg lotilaner
900 mg lotilaner

‘ 3. ITAPTUJIEH HOMEP

Lot {nomep}

‘ 4. CPOK HA T'OJHOCT

Exp. {mm/rrrIT}
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MHUHUMYM UHO®OPMAILIUSA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY MAJIKN
OITAKOBKM BJIII, KOUTO CBABPKAT EJUHUYHA JO3A

BJIMCTEPU (KOTKH)

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Credelio

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEIIIECTBA

12 mg lotilaner
48 mg lotilaner

‘ 3. NAPTUJIEH HOMEP

Lot {Homep}

| 4. CPOK HA TOJHOCT

Exp. {mm/rrrIT}
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JIMCTOBKA
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JIUCTOBKA

1. HaunmeHoBaHWe Ha BeTepHHAPHHUSA JIEKAPCTBEH MPOAYKT

Credelio 56 mg tabmeTku 3a AbBUYcHE 3a kydera (1,3-2,5 kg)
Credelio 112 mg tabneTku 3a 1bBUeHe 3a KyueTa (>2,5-5,5 kg)
Credelio 225 mg Ta0jeTKH 3a AbBUCHE 3a KyueTa (>5,5-11 kg)
Credelio 450 mg TabseTku 3a qbBUCHE 3a KydeTa (>11-22 kg)
Credelio 900 mg tabneTku 3a 1bBUEHE 3a KyueTa (>22-45 kg)

2. CbcTaB

Bcsika TabneTka 3a AbBUCHE ChABPXKA:

Credelio Ta01eTkH 32 TbBYEHE lotilaner (mg)
3a kyuerta (1,3-2,5 kg) 56,25
3a kyuera (>2,5-5,5 kg) 112,5
3a kyueta (>5,5-11 kg) 225
3a kyueta (>11-22 kg) 450
3a kyueta (>22-45 kg) 900

benn 1o 6ex0BU KPBIIH TAOJIETKH 32 IbBUCHE ¢ KaQCHUKABH TTETHA.

3. Bunose :XNBOTHH, 32 KONTO e npegHazHayeH BJIII
Kyuera.
4. Iloka3anus 3a ynorpeda

3a JieueHre Ha OMapa3sUTIBaHe C KbPJICKH M OBJIXH TP KydeTa.
To3u BeTeprHAPEH JICKAPCTBEH MPOAYKT MMa He3a0aBeH e(DeKT U CIIOCOOHOCT a yOuBa ObIXU
(Ctenocephalides felis n C. canis) n xbpaexu (Rhipicephalus sanguineus, Ixodes ricinus,

1. Hexagonus u Dermacentor reticulatus) B npoabbkeHue Ha 1 Mecell.

bpaxuTe u KbpliexKUTE TPSIOBA A C€ MPUKPETISIT KbM TOCTOIIPUEMHHUKA U J1a 3alI0YHAT J]a Ce XPaHsIT, 3a
na ObAaT M3T0XKEHHN Ha BH3ACHCTBUETO HA AKTHBHOTO BEIIECTRO.

BerepuHapHUAT JIeKapcTBEH MPOAYKT MOXKE J1a C€ M3MOJI3Ba KaTo 4acT OT jJeyeOHara cTpaTrerus npu
aniepruyeH aepMartuT, npudauHed ot 0bixu (flea allergy dermatitis—-FAD).

3a meueHue Ha meMoaeKo3a (mpuanHeHa ot Demodex canis).

5. IIporuBonokazanus

I[a HE C€ U3M0JI3Ba IIPHU CBPbXUYBCTBUTCIHOCT KbM aKTUBHOTO BEIIECTBO UJIU KBbM HAKOC OT IIOMOIIHUTE
BCIICCTBA.

6. CneunuaJiHu mpexynpexaeHus

CHCLII/IEIJ'IHI/I OpEAYINPEKIACHUA:

23



ITapasutute TpsAOBa 1a 3aMOYHAT J1a C€ XPAHAT OT TOCTONPHEMHHNKA, 33 Ja OBAAT U3II0KCHH Ha
JIEUCTBUETO Ha JTOTUIIAHEP, IOPAIX TOBA HE MOXKE /1a C€ U3KIIOUH HAITBIHO MPEAaBAHETO HA
3a00JIIBaHus, IPEHACSIHH OT MIAPa3HTH.

CrenuajaHy Opeana3sHu MEpPKH 3a 0e30macHa ynoTpe0a Mpy BUJIOBETE JKMBOTHH, 34 KOUTO €
npeaHaszHaucH BJIIT:

Bceuuku maram 3a 6€30MMacHOCT M €pUKACHOCT ca MOTYYSHH OT KydeTa U KydeHI[a, HaBbPITHIH

8 ceaMHIIM U TO-BB3PACTHH, U C TenecHa Maca 1,3 kg u moBede. [IpunaraneTo Ha TO3M MPOTYKT MPU
Ky4eHIIa Ha Bb3pacT Mo 8 CeAMUITH HIIN ¢ TeJlecHa Maca o 1,3 kg TpsibBa ma ce ocHOBaBa Ha
TIpeTieHKa I0JI3a/pHUCK OT OTTOBOPHUS BETEPUHAPEH JIEKap.

CrenuanaHy OpeAana3sHu MEPKH, KOUTO TPsOBa Jia B3eMe JUILIETO, IPUIaraiio BeTepMHAPHMS JICKapCTBEH
HNPOJAYKT Ha KMBOTHHTE:

Crnen paboTa ¢ IpoIyKTa, U3MHUTE PBHIETE CH.

IIpu cygaitHo morabITane, He3abaBHO Ja CE MOTHhPCH MEIUITMHCKH CHBET, KaTO Ha JIEKaps ce
MPETOCTaBH JUCTOBKATA MIIM €TUKETA Ha TIPOIYKTA.

BbpeMEeHHOCT U JaKTaIus:

JlabopaTopHuTe MPOy4YBaHUS TPHU TUIHXOBE HE IMOKA3BaT HUKAKBH JOKA3aTEIICTBA 32 TEPATOTCHHOCT.
BezomacHocTTa Ha BeTepHHAPHUS JICKAPCTBEH MPOIYKT HE € JIOKa3aHa 110 BpeMe Ha OPeMEHHOCT U
nakranus. [Ipunara ce caMo cie npereHKa oj3a/pruck OT OTTOBOPHHUS BETEPUHAPEH JICKap.

3anIoageMOCT:
JlabopaTopHuTe MPOyYBaHUs MPH IIHXOBE HE MMOKA3BaT HUKAKBH J0Ka3aTeICTBa 32 HEOIaronpusTeH

e(eKT BbPXY PENpOayKTHBHATA CTIOCOOHOCT HA MBXKUTE U )KEHCKHUTE )KMBOTHH.
BezomacHocTTa Ha BeTepHHAPHUS JICKaPCTBEH MPOIYKT HE € JIOKa3aHa NpHu pa3BbIHU KyueTa. [Ipunara
ce caMo ClieJT peleHKa MoJI3a/pPUCK OT OTTOBOPHUSI BETEPUHAPEH JIeKap.

BBaHMOHCﬁCTBHC C APpYI'M BETCPUHAPHH JCKAPCTBCHU MPOAYKTH U IPYTHU d)ODMI/I Ha B3aHMOHeﬁCTBHCZ
He ca n3BectHu. HpI/I KIMHUYHOTO HU3IIMTBAHC HEC Ca Ha6J'IIO,E[aBaHI/I B3aHMO,HCfICTBHH MCKOY Credelio
TaOJIETKH 32 ABBUCHC U PYTUHHO U3MNOJI3BAHUTC BETCPUHAPHU JICKAPCTBCH MPOJAYKTH.

IIpenosupane:
He ca naGmromaBanyu HeOIArOMPHUATHHN PEAKIINH CIIE TIEPOPATTHO MIPUIIOKEHUE HA BETCpUHAPHUS

JICKapPCTBEH IPOAYKT IIPU KyueHIIa Ha Bb3pacT 8-9 cenMuIy u ¢ TejecHa Maca 1,3-3,6 kg, TpeTupanu
C J103a, MpeBHUILaBAILa 10 5 MbTH MaKCUMallHaTa Ipenopbiana qo3a (43 mg, 129 mg u 215 mg
notunadep/ kg Tenecna maca), oceM NMPHUIIOKEHUS! HA MECEYHU MHTEPBAIH.

7. HeOnaronpusiTHu peakuuu

Bunose xuBoTHH, 32 KouTo ¢ npennasHaueH BJII: Kydyera

Mmnoeo peoxu (no-manxo om 1 na 10 000 mpemupanu H#cu8omHu, BKIIOUUMETHO U30AUPAHU
CbOOWeHUs):

Huapus'?, Kepsasa nuapus’, Ilosprimane'?;

Anopexcus'?, Jleraprus?, Honmumuncus (mosuiieHa xaxua)'2;
Arakcus®, Konsyncun®, Tpemop?;

Ipypuryc (cupoex)?;

HeymectHo ypunnpane!, lonmuypus (yBeanueHO OTAeNsSHE Ha ypuHa)' 2, YpUHApHA MHKOHTHHEHIUS

! Jlexu u ipexomHu
2 OOMKHOBEHO ITPeMHHAaBa Oe3 JIeUeHHE
3 B moBeYeTo cilydan ca BpeMEHHU
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Cro0ImmaBaHeTo Ha HEONMArONMPHUATHY PEaKIIMU € BakKHO. ToBa MO3BOJISIBA HEMPEKHCHAT MOHUTOPHHT Ha
0e30macHOCTTa Ha TIPOAYKTa. AKO 3a0€NIeKUTe HIKAKBU HEOIArONMPUATHN PEAKITUH, BKIIOUUTEITHO 1
TaKWBa, KOUTO HE Ca OIMCAHH B Ta3W JINCTOBKA WJIM MUCITUTE, Y€ BETEPHUHAPHHUS JICKAPCTBEH MPOIYKT
HE JICHCTBA, CBBPIKETE Ce MbPBO ¢ Bamus BeTepuHapeH jiekap. MoxeTe ChIIo J1a ChOOIIaBaTe
HEOJIAarONPUSATHYU PEaKIIMU Ha IPUTEKATEIS Ha PA3pEIICHUETO 32 ThPrOBUs, KATO U3ITOJI3BATE JAHHUTE
3a KOHTaKT B Kpasi Ha Ta3W JINCTOBKA WK upe3 Bariata HaroHamHa ciucreMa 3a choOIIaBaHe:
{moapoOHOCTH 32 HAIIMOHAIHATA CHCTEMA}.

8. Jo3upoBKka 3a BceKkM BH/I (KHBOTHO, HAYMHM ¥ METO/l HA MPUJIOKEHUE
IlepopanHo npusioxeHue.

BerepuHapHUST ekapcTBEH MPOAYKT TPsIOBa 1a ce mpuiiara B CbOTBETCTBHE € TabiMLaTa Mo-A0Iy, 3a
Ja ce rapanTupa Jo3a ot 20 1o 43 mg notunanep/kg TenecHa mMaca.

Tenecna maca KoHuenTpamusi u 0poii Ha TadJieTKUTE, KOUTO Ce MPUJIarat

Ha Ky4eTo (kg) Credelio Credelio Credelio Credelio Credelio
56 mg 112 mg 225 mg 450 mg 900 mg

1,3-2,5 1

>2.5-5,5 1

>5,5-11,0 1

>11,0-22,0 1

>22,0-45,0 1

> 45 IMoaxomsiima KOMOUHALIHS OT TaOJETKH

HM3non3BaiiTe moaxoasiia KOMOUHAIHS OT HAJTMYHUTE KOHIICHTPALNY, 32 1a IPUIIOKUTE
npenopbyanata go3a ot 20-43 mg/ kg.

3a nedeHue Ha Aemoeko3a (mpuunHeHa ot Demodex canis):

IIpunaranero Ha MPOAYKTa BEIHBK MECEUHO B JIBa ITOCIICIOBATEITHN Mecela € e(prKacHO W BOIH 110
3HAYMTEITHO MOJ00pEeHNE Ha KIIMHUYHUTE Tpu3HaIy. Jlederrnero TpsiOBa 1a IPOIbIDKU A0 MOJTyIaBaHe
Ha JBa OTPHUIATEITHA PE3YJITaTa OT M3CIICIBAHE HAa KOXKHH MMPOOH C €UH MECel] HHTEPBal MEXKITY
u3cnenBanuaTa. TeXKUTe cllydan MOTaT J1a U3UCKBAT NPOABIKUTEIIHO €XKEMECEUHO TpeTupane. Thil
KaTo JIeMOJIeK03aTa € MHOTO(DAKTOPHO 3a00JIsIBaHE, KOTATO € Bh3MOXKHO, € IIPEMOPBUUTEITHO Ja Ce
JIEKyBa ¥ OCHOBHOTO 3a00JIIBaHE IO TTOIXO/ISII HA4HH.

9. CbBeTH 32 IPABUJIHOTO NPWIATAHE HA MPOAYKTA

Credelio e ameTuTHO OBKYyCceHa TalyieTKa 3a JbBUYeHe. [Ipunaraiite Tabnerka(u) 3a JbBUCHE BEAHBK
MECEYHO TI0 BpeMe Ha XpaHEHE WIIH CIIe/ XpaHeHe.

10. KapenTHu cpokoBe

He e npunoxumo.

11. ChenunaJiHHU yCJOBHS 32 CbXpaHEeHHe
Jla ce cpxpaHsBa faned OT IOIJIeAa U Ha HEJOCTBIIHMU 32 JIela MeCTa.

To3u BeTepuHapeH JIeKapCTBEH MPOAYKT HE N3MCKBA HUKAKBY CIICIIMATHA yCIIOBHS 32 ChXpaHEHHE.
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Jla He ce M3MOoJI3Ba TO3H BETEPUHAPEH JIEKAPCTBEH MPOIYKT CIIe]] U3TUYaHe CPOKa Ha TOJIHOCT,
MOCOYCH BHPXY KyTHATA U Onuctepa cieq Exp. CpokbT Ha TOIHOCT OTrOBAPsI Ha MOCISIHUS JICH OT
TO3U MECeIl.

12. ChenuaJIHu NpeANa3HA MePKH NPH YHUIOKABAHE

BerepunapuuTe nexapcTBEHH MPOIYKTH HE TPAOBa 1a ObAAT 3XBBPISTHU Upe3 OTIIaHU BOIH HITH
OMTOBHU OTHAIBIIN.

W3nomn3BaiiTe mporpaMu 3a BphIIaHe IPY YHAIIOKABAHETO HA HEU3ITOJI3BAHN BETepUHAPHU
JIEKapCTBEHU MPOAYKTH MM OCTATHIHN OT TSIX B CHOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO
3aKOHO/ATEJICTBO U C BCHYKH MPUIOKUMHU HAIIMOHAHU CHCTEMU 3a ChOupaHne. Te3n Mepku 1ie
MOMOTHAT 3a OMa3BaHE Ha OKOJIHATA CPEaa.

[lonwuraiiTe Bamus BeTepuHapeH Jiekap Kak Ja YHUIIOKUTE HEHYKHU BETCPUHAPHU JIEKAPCTBCHH
MIPOJYKTH.

13. Kuaacuduxanusi Ha BeTepUHAPHUTE JeKAPCTBEHH NMPOIYKTH

I[a CC OTITYCKa CaMO IIO JICKAPCKO MPCANMUCaHNnC.

14. HomMepa Ha pa3pelieHHETO 32 THProBUs U pa3MepH ONMAKOBKH

EU/2/17/206/001-015
EU/2/17/206/024-028

TaOneTkuTe ca OMaKOBaHH B allyMUHHI/aTyMHUHUHN ONHMCTEPH, OTIAKOBAHM BbB BHHIITHA KAPTOHEHA
KyTHs. TabneTKuTe OT BCAKa KOHLIEHTpALHUs ce peaiaraT B OMakoBKy oT 1, 3, 6 wiu 18 tabnerku.

He Bcuukn pasMECpu Ha OITAaKOBKAaTa Morat Ja 6’B,I[aT npeajlaranv Ha masapa.

15. JlaTa Ha mocJiefHATa pefaKIUs HA TEKCTA
{MM/ITIT}
IMoapo6ua nHpOpManHMs 3a TO3U BETEPHHAPEH JIEKAPCTBEH MTPOIYKT MOXKE J]a HAaMepuTe B Oa3ara

nmaaHu Ha Chro3a otHocHO npoaykrute (https://medicines.health.europa.eu/veterinary).

16. /lanHu 3a Bpb3Ka

Hpme;xaTen Ha pa3pCHICHUETO 3a THProBUA U JaHHU 3a BPb3Ka 3a C’bO6gaBaHe Ha nIpearojaracmMu
He6J’IaFOHDI/I${THI/I PCAKIINN

Elanco GmbH, Heinz-Lohmann-Str. 4, 27472 Cuxhaven, ["'epmanus

Belgié/Belgique/Belgien Lietuva

Tél/Tel: +32 33000338 Tel: +372 8840389
PV.BEL@elancoah.com PV.LTU@elancoah.com
Peny06iuka buarapus Luxembourg/Luxemburg
Ten: +48 221047815 Tél/Tel: +352 20881943

PV.BGR@elancoah.com PV.LUX@elancoah.com
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Ceska republika
Tel: +420 228880231
PV.CZE@elancoah.com

Danmark
TIf: +45 78775477
PV.DNK@elancoah.com

Deutschland
Tel: +49 32221852372
PV.DEU@elancoah.com

Eesti
Tel: +372 8807513
PV.EST@elancoah.com

E)\ada
TnA: +386 82880137
PV.GRC@elancoah.com

Espaiia
Tel: +34 518890402
PV.ESP@elancoah.com

France
Tél: +33 975180507
PV.FRA@elancoah.com

Hrvatska
Tel: +36 18088411
PV.HRV@elancoah.com

Ireland
Tel: +44 3308221732
PV.IRL@elancoah.com

island
Simi: +45 89875379
PV.ISL@elancoah.com

Italia
Tel: +39 0282944231
PV.ITA@elancoah.com

Kvmpog
TnA: +386 82880096
PV.CYP@elancoah.com

Latvija
Tel: +372 8840390
PV.LVA@elancoah.com

Magyarorszag
Tel.: +36 18506968
PV.HUN@elancoah.com

Malta
Tel: +36 18088530
PV.MLT@elancoah.com

Nederland
Tel: +31 852084939
PV.NLD@elancoah.com

Norge
TIf: +47 81503047
PV.NOR@elancoah.com

Osterreich
Tel: +43 720116570
PV.AUT@elancoah.com

Polska
Tel.: +48 221047306
PV.POL@elancoah.com

Portugal
Tel: +351 308801355
PV.PRT@elancoah.com

Roménia
Tel: +40 376300400
PV.ROU@elancoah.com

Slovenija
Tel: +386 82880093
PV.SVN@elancoah.com

Slovenska republika
Tel: +420 228880231
PV.SVK@elancoah.com

Suomi/Finland
Puh/Tel: +358 753252088
PV .FIN@elancoah.com

Sverige
Tel: +46 108989397
PV.SWE@elancoah.com

United Kingdom (Northern Ireland)

Tel: +44 3308221732
PV.XXl@elancoah.com

HDOI/IBBOI[I/ITGII, OTTroBap4Il 3a OCB060)KZ[aBaHeTO Ha IMapTHUaM:

Elanco France S.A.S., 26 rue de la Chapelle, 68330 Huningue, ®panmus



17. JlombanuTeana nHGopManus

JloTunaHep, YMCT CHAHTHOMEP OT Kjlaca Ha H30KCA30JIMHHUTE, € aKTHBEH CPEIy ObIXH
(Ctenocephalides felis w Ctenocephalides canis), kepiexure Dermacentor reticulatus, Ixodes
hexagonus, Ixodes ricinus v Rhipicephalus sanguineus, kakto u cpemty Demodex canis.

Jlotunanep e momieH naxuouTop Ha GABA (Tama-aMrHOMACICHA KUCEITIHA )-3aBUCUMHTE XJIOPHITHI
KaHaJIH, KOETO BOJH 70 Obp3a CMBPT HA KbPIEKH U OBIXH. AKTUBHOCTTA Ha JIOTWIIAHEP HE ce
MOBJIHSIBA OT PE3UCTEHTHOCT KbM XJIOPOpraHUuHY (IUKIIoaueHH, Hanpumep dieldrin), henunmupazonu
(narmp. fipronil), HeonukoruronayM (Hanp. imidacloprid), popmamuauau (Hanp. amitraz) u
nuperpouau (Hamp. cypermethrin).

Hauanoto Ha ehrkacHOCTTa cperry OBJIXH € B paMKuTe Ha 4 9aca ciie]] PUKPETIBAHETO UM U B
NPOJBIDKCHUE HA SJTUH MECell ClIe/l IPUIIaraHeTo Ha TPOYKTa. BhIXuTe 1o )KUBOTHOTO TIPEH
NpUIaraHeTo Ha MPOAyKTa OuBaT yOUTH B paMKHTE Ha 6 daca.

HauanoTo Ha edukacHOCTTa Ccpelly KbpJIEXKH € B paMKHTE Ha 48 yaca ciiel IpUKPENBaHETO UM H B
NPOIBDKEHNE Ha €IMH Mecel] CIIe NpIIaraneTo Ha npoxykra. Kepnexure (I.ricinus) 1m0 5KHBOTHOTO
MIpeIy TIPUIIaraHeTo Ha MPOAyKTa OuBaT yOUTH B paMKHUTE Ha 8 Jaca.

BerepuHapHUAT IeKapCTBEH MPOAYKT YOUBA CHIICCTBYBAIIUTE U HOBOTIOSBUIIMTE CE OBJIXH BHPXY
KYy4eTO MPEJH Te J1a CHecaT stina. [1o To3u HaYuH MPOAYKTHT NPEKhCBA )KU3HCHUS IIUKBII HA OBIIXUTE
U TIpeina3Ba 3a00uKasiaTa cpejia OT ormapa3uTsIBaHe ¢ ObJIXU B 30HUTE, JI0 KOUTO KY4eTO UMa
JIOCTBII.
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JIUCTOBKA

1. HaunmeHoBaHWe Ha BeTepHHAPHHUSA JIEKAPCTBEH MPOAYKT
Credelio 12 mg tabnetku 3a apBucHe 3a kotku (0,5-2,0 kg)
Credelio 48 mg Tabnerku 3a ppBUeHE 3a KOTKHU (>2,0-8,0 kg)

2. Cnbcras

Bcsika TabneTka 3a AbBUCHE ChABPXKA:

Credelio Ta0seTkH 3a TbBYEHE lotilaner (mg)
3a kotku (0,5-2,0 kg) 12
3a koTkH (>2-8,0 kg) 48

bemn a0 Ka(l)eHI/IKaBI/I KpbIIn TaOJIETKH 32 AbBUYCHE C Ka(l)eHI/IKaBI/I IICTHA.

3. Bunose :XNBOTHH, 32 KONTO e npegHazHayed BJIII
Korxkn.
4. Iloka3anus 3a ynorpeda

3a JeucHue Ha OornapasuTsiaBaHC C OBJIXH U KbPJICKU IPHU KOTKH.

To3u BeTeprHAPEH JICKAPCTBEH MPOAYKT MMa He3a0aBeH e(DeKT U CIIOCOOHOCT a yOuBa ObIXU
(Ctenocephalides felis n C. canis) u xbpiexu (Ixodes ricinus) B mpoabibKeHNE Ha 1 Mecerr.

braxure n KBPJICKUTC Tp$16Ba Aa CC MPUKPCIIAT KbM I'OCTOIIPUCMHUKA U [1a 3al10YHAT Aa CC XpaHAiAT, 3a
Ja 6’I>I[aT H3JI0KCHHU Ha BLSHeﬁCTBHCTO Ha aKTUBHOTO BCIIICCTBO.

BerepuHapHUST JIeKapcTBEH MPOJIYKT MOXKE JIa C€ MU3MOJI3Ba KATO YaCT OT jeueOHaTa CTpaTerus npu
ajieprudeH nepMaTuT, npuanHeH oT 0biaxu (flea allergy dermatitis—-FAD).

5. IIporuBonokazanus

I[a HE C€ U3M0JI3Ba IIPHU CBPbXUYBCTBUTCIHOCT KbM aKTUBHOTO BEIIECTBO UJIU KBbM HAKOC OT ITOMOIIHUTE
BCIICCTBA.

6. CrnenmaJaHu npegynpexIeHus

CroenyanHy OpeaynpeskICHUS:

[Tapa3uTuTte TpsOBa ja 3arloYHAT JIa CE XPaHAT OT TOCTONPUEMHUKA, 3a J1a ObJaT N3JI0KEHHU Ha
JIEUCTBUETO Ha JTOTHIIAHEP, IOPAIX TOBA HE MOXKE /1a C€ U3KIIOUYH HAITBIHO MPEAABAHETO Ha
3a00JIIBaHNs, IPEHACSIHA OT MTAPA3HTH.

JocraTpunu HEBA HA ePUKACHOCT MOXKE J]a He ObJaT MOCTUTHATH, aKO BETEPHHAPHUAT JIEKApCTBEH
MIPOAYKT HE € MPIJIOXKEH 10 BpeMe Ha XpaHeHe wiu 10 30 MUHYTH clie]] XpaHeHe.

ITopanu HETOCTATHYHO JAaHHU B TIOJKpeTa Ha ePUKACHOCTTA MPOTUB KbPIEKU TPH MIIATH KOTKH, TO3H
MPOJYKT HE CE MPENnophUBa 3a JCUCHUE CPEIly KbPJICKHU NPU KOTEHIIA Ha S-MeceyHa Bb3pacT WK I0-
MAaJIKH.
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CrenuanaHy Opeana3sHu MEpPKH 3a O0e30macHa ynoTpe0a py BUJIOBETE JKMBOTHH, 34 KOUTO €
npeanasHaueH BJIIT:

Bcewnuku nanau 3a 6€30MacHOCT M €(PUKACHOCT ca TIOJAYYSHH OT MPOYYBaHUS MPU KOTKU M KOTCHIIA,
HaBBPIIWIN 8 CEJIMUIIN U TTO-BB3PaCTHH, U C TerecHa Maca 0,5 kg u moBeue. Yrorpedara Ha TO3U
BEeTepUHAPCH JIEKAPCTBEH MPOIYKT MPH KOTEHITA Ha BB3PACT IO 8 CEAMUITH HIIH C TeJIECHAa Maca 0T
0,5 kg Tps6Ba a ce ocHOBaBa Ha IMPEIICHKA IT0JI3a/pPUCK OT OTTOBOPHUS BETEPUHAPCH JIeKap.

CrenuanaHy OpeAna3Hu MEpPKH, KOUTO TpsOBa Jia B3eMe JIUIIETO, IPUJIArallo BeTepUHApHUs JEKapCTBEH
OPOAYKT Ha KUBOTHUTE:

Cren paboTa ¢ mpoayKTa, U3MHUITE PBLETE CH.

[Ipu ciyuaiino norieiane, He3abaBHO Aa ce MOTHPCH MEAUIIMHCKH ChBET, KATO Ha JieKaps ce
NpEeOCTaBU JIUCTOBKATA WM €THKETa HA IPOYKTA.

BpeMeHHOCT U JTaKTalys:

JlabopaTopHUTE U3CIIEABAHIS MTPU TUIHXOBE HE MOKA3BAT HUKAKBHU JJOKA3aTENICTRA 32 TCPATOICHHOCT.
Be3onacHocTTa Ha BETEpUHAPHHUS JICKAPCTBEH MPOAYKT MPH KOTKH HE € YyCTAaHOBEHA 0 BpeMe Ha
OpeMeHHOCT M akTarus. [Ipuiara ce caMo ciiet pereHKa Mo3a/pUck OT OTTOBOPHHUS BETEPHUHAPEH
neKap.

3anIo0ageMOCT:
JlabopaTopHuTe M3CIeABaHUS TPU TUTHXOBE HE IMOKA3BaT HUKAKBH JOKA3aTEIICTBA 32 HEOJIArOMpHiTCH

e(l)eKT BBPXY PCIIPOAYKTHBHATA CIIOCOOHOCT Ha MBKKUTE M KCHCKHUTE KUBOTHH.
bezonacHocTTa Ha BCTCPUHAPHUS JICKAPCTBCH IMPOAYKT HC € YCTAHOBCHA IIPU PA3BBJAHU KOTKU.
lezmara CC CaMO cJIca MpCLCHKa non3a/p1/1c1< OT OTTrOBOpHUSA BETCPUHAPCH JICKAP.

BzaumoneiicTBre ¢ Ipyru BEeTEpUHAPHU JICKAPCTBEHU IPOJIYKTH U APYTH (OPMHU HA B3aUMOICHCTBHE:
He ca n3BecTHu. HpI/I KIMHUYHOTO HU3IIMTBAHC HEC Ca Ha6J'IIO):[aBaHI/I B3aHMO)1€I7[CTBHSI MCKOY Credelio
TaOJIETKH 32 ABbBUCHC U PYTUHHO U3NOJI3BAHUTC BETCPUHAPHU JICKAPCTBCHU IPOAYKTH.

IIpenosupane:
He ca naGmromaBanyu HeOIArOMPHUATHH PEAKIINH CIIE ] TIEPOPATTHO MIPUIIOKEHUE Ha BETCpUHAPHUS

JIeKapCTBEH MPOIYKT IPH KOTEHLIA Ha BB3pacT § ceAMUIH U ¢ TenecHa Maca 0,5 kg, Tpetupanu ¢ 1o3a,
NpeBUIaBaIla 10 5 MbTH MakCUMalHaTa npenopbyana no3a (130 mg norunanep/kg tenecna maca),
0CEM MPUJIOKEHUS Ha MECEUYHU UHTEPBAJIH.

7/ HebsaronpusiTHu peakumun

Bunose xxuBoTHH, 32 KouTo € npennasHaueH BJIIT: Kotku

Mmuoeo peoxu (no-manxo om 1 na 10 000 mpemupanu Hcu8omHu, BKIIOUUMETHO U30IUPAHU
CbOOWeHUs):

IMospbinane!

' OGUKHOBEHO NpeMUHABa O€3 JIeUeHne

Cro0IaBaHeTo Ha HEONArOMPHUATHY PEaKIMU € BakKHO. ToBa MMO3BOJISIBA HENMPEKHCHAT MOHUTOPHHT Ha
0e30macHOCTTa Ha IPOAYKTa. AKO 3a0€NIeKnTe HIKAKBH HEOIAroNMpUsATHN PEaKITUH, BKITFOUUTEITHO H
TaKWBa, KOUTO HE Ca OIMCAHU B TA3W JIMCTOBKA VI MUCITUTE, Y€ BETEPUHAPHUS JIEKAPCTBEH MPOYKT
HE JICHCTBA, CBPIKETE Ce MbPBO ¢ Bamus BeTepuHapeH jiekap. MoXeTe ChIIIo J1a ChOOIaBaTe
HEOJIAarONPUSATHYU PEaKIIMU Ha IPUTEKATEIIS Ha PA3PEIICHUETO 32 ThPrOBUs, KATO U3ITOJI3BATE JAHHUTE
3a KOHTAKT B Kpasi Ha Ta3 JUCTOBKA WK Ype3 Bamara HalmoHamHa cuctema 3a choOIlaBaHe:
{moapoOHOCTH 32 HAIIMOHAIHATA CHCTEMA}.

8. I[o:mpomca 34 BCCKM BHU/I )KHBOTHO, HAYUHHU U METO/1 HA MPUJIOKCHUE
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IlepopanHo npusioxeHue.

OBKyCEHUST BeTepUHAPEH JIEKapCTBEH MPOAYKT TpsiOBa J1a ce Impuiiara B ChOTBETCTBUE € TaOnMIaTa
M0-/10JTy, 32 J1a CE TapaHTUpa eJHOKpaTHa 103a oT 6 10 24 mg notunanep/kg TenecHa maca.

TenecHa Maca Ha KOTKaTa Konmentpartus u 6poit Ha TaOIETKUTE, KOWTO CE TIpUjIarat
(kg) Credelio 12 mg Credelio 48 mg
0,5-2,0 1
>2,0-8,0 1
>8.0 [Noxxossia KOMOWHAIUS OT TaOJIETKH

[Ipu xoTkH ¢ TenecHa Maca Hax 8 kg, n3momn3BaiiTe NOAXOAAIIAa KOMOMHAIMS OT HATMYHHUTE
KOHIIEHTpALHH, 32 Jja IPUJIOKUTE Mpernopbyuanara 1o3a ot 6 — 24 mg/kg.
9. CbBeTH 32 IPAaBUJIHOTO NPHJIATAHE HA NPOAYKTA

[Ipunaraiite BeTepuHapHUS JIEKAPCTBEH MPOAYKT IO BpeMe Ha XpaHeHe WK 70 30 MUHYTH cliel
XpaHEHe.

3a onTUMajeH KOHTPOJI Ha OMAPa3sUTABAHUATA C KbPJIEKHU U OBJIXH, BETEPUHAPHUAT JEKAPCTBEH
IPOAYKT TpsiOBa 1a Ob/ie Mpujlaral Ha MECEUHH HHTEPBAIIH MIPE3 SN CE30H, TPE3 KOWTO ce
HaOJIF0/1aBa HATMYKE Ha OBJIXU W/UITH KBPIICKH, B 3aBUCUMOCT OT MECTHATA SMUIEMHOJIOTHYHA
00CTaHOBKa.

10. KapeHTHHU cpokoBe

He e npunoxxumo.

11. Chnenuajanu ycJIoBHs 32 CbXpaHeHHe

Jla ce chxpaHsiBa Jjajied OT MOTJIe/Ia U Ha HEAOCTHITHY 3a Jiella MecTa.

To3u BeTeprHAPEH JIEKApPCTBEH NPOJIYKT HE M3UCKBA HUKAKBH CIICIIMAIHYU YCIIOBHS 32 ChXpaHEHHE.
Jla He ce W3Moa3Ba TO3HM BETEPUHAPEH JICKAPCTBEH MPOIYKT CIIE] U3TUYaHE CPOKA Ha TOJTHOCT,
MMOCOYEH BHPXY KyTusTa 1 Onmctepa cinen Exp. CpoKbT Ha TOMHOCT OTTOBaps Ha MOCTETHIS ICH OT
TO3H MECEII.

12. ChnenmnajaHu npeana3sHu MePKHU MPHU YHUIII0KABAHE

BerepunapHuTe nekapcTBEHU MPOIYKTH HE TPSOBA 1a ObJaT U3XBBPISHU Upe3 OTIIAJHU BOIU HITU
OUTOBH OTIIAIBIIH.

W3nomssaiite IIporpamMu 3a BpbIUIaHC IIPU YHUIIIOKABAHCTO HAa HCU3MOJI3BAHU BETCPUHAPHU
JICKAPCTBCHU MPOAYKTU UK OCTAThLU OT TAX B CbOTBETCTBUC C UBUCKBAHUATA HA MECTHOTO
3aKOHOJATCIICTBO U C BCUYKHU MPUIJIOKUMHA HALITUOHATIHU CUCTCMHU 34 C’L6I/IpaH€. Te3n MCPKH 1IC
IIOMOT'HAT 3a OIla3BaHC Ha OKOJIHATa cpcaa.

[omuTaiite Bammst BeTepuHapeH jekap Kak Ja YHUIIOKUTE HEHYKHU BETEPHUHAPHH JICKApCTBEHU
MPOJYKTH.
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13. Kuaacuduxanusi Ha BeTepUHAPHUTE JeKAPCTBEHH NMPOIYKTH

I[a CC OTITYCKa CaMO IO JICKAPCKO IMPCAINMUCAaHnC.

14. Homepa Ha pa3pelnieHHeTO 32 THPrOBUS U Pa3MepH ONAKOBKHU

EU/2/17/206/016-023

TabneTkuTe ca ONaKOBaHU B aIyMUHUI/aIlyMHUHHUN OJTUCTEPH, ONTAKOBAHH BHB BHHIIHA KaPTOHCHA
KyTus. TabmeTkuTe OT BCSKa KOHIICHTPAITHS Ce MpeiaraT B OMMaKoBKHY OT 1, 3, 6 wiu 18 TabneTky.

He Bcuukn PpasMECpu Ha OIMTAaKOBKATa MOrat Ja 6’L,I[aT npeajlaranv Ha masapa.

15. JlaTa Ha mocJiefHATa pefaKIUs HA TEKCTA

(MM/ITTT}

IMoapoOHa uHpOpMAIKs 32 TO3U BETEPHHAPEH JIEKAPCTBEH MPOIYKT MOXKE J]a HAMEpHUTE B Oa3ara
nmaaHu Ha Chro3a otHocHO npoaykruTte (https://medicines.health.europa.eu/veterinary).

16. /lanuu 3a Bpb3Ka

Hpme;xaTen Ha pa3pCHICHUETO 3a THhProBUA U JaHHU 3a BPb3Ka 3a c1>06gaBaHe Ha nIpearojaracMmu

He6J’IaFOHDI/I${THI/I PCAKIINN:

Elanco GmbH, Heinz-Lohmann-Str. 4, 27472 Cuxhaven, ["'epmanus

Belgié/Belgique/Belgien
Tél/Tel: +32 33000338
PV.BEL@elancoah.com

Peny6auka bunarapus
Ten: +48 221047815
PV.BGR@elancoah.com

Ceska republika
Tel: +420 228880231
PV.CZE@elancoah.com

Danmark
TIf: +45 78775477
PV.DNK@elancoah.com

Deutschland
Tel: +49 32221852372
PV.DEU@elancoah.com

Eesti
Tel: +372 8807513
PV.EST@elancoah.com

E)\ada
TnA: +386 82880137
PV.GRC@elancoah.com
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Lietuva
Tel: +372 8840389
PV.LTU@elancoah.com

Luxembourg/Luxemburg
Tél/Tel: +352 20881943
PV.LUX@elancoah.com

Magyarorszag
Tel.: +36 18506968
PV.HUN@elancoah.com

Malta
Tel: +36 18088530
PV.MLT@elancoah.com

Nederland
Tel: +31 852084939
PV.NLD@elancoah.com

Norge
TIf: +47 81503047
PV.NOR@elancoah.com

Osterreich
Tel: +43 720116570
PV.AUT@elancoah.com



Espaiia Polska

Tel: +34 518890402 Tel.: +48 221047306
PV.ESP@elancoah.com PV.POL@elancoah.com
France Portugal

Tél: +33 975180507 Tel: +351 308801355
PV.FRA@elancoah.com PV.PRT@elancoah.com
Hrvatska Roménia

Tel: +36 18088411 Tel: +40 376300400
PV.HRV@elancoah.com PV.ROU@elancoah.com
Ireland Slovenija

Tel: +44 3308221732 Tel: +386 82880093
PV.IRL@elancoah.com PV.SVN@elancoah.com
Island Slovenska republika
Simi: +45 89875379 Tel: +420 228880231
PV.ISL@elancoah.com PV.SVK@elancoah.com
Italia Suomi/Finland

Tel: +39 0282944231 Puh/Tel: +358 753252088
PV.ITA@elancoah.com PV.FIN@elancoah.com
Kvmpog Sverige

TnA: +386 82880096 Tel: +46 108989397
PV.CYP@elancoah.com PV.SWE@elancoah.com
Latvija United Kingdom (Northern Ireland)
Tel: +372 8840390 Tel: +44 3308221732
PV.LVA@elancoah.com PV.XXI@elancoah.com

HDOI/IBBOI[I/ITCJL OTTroBap4Il 3a OCB060)KZ[aBaHeTO Ha IMapTHUaM:

Elanco France S.A.S., 26 rue de la Chapelle, 68330 Huningue, ®panmus

17. JlombanuTeana nHGopManus

JloTnnaHep, YUCT CHAHTHOMEP OT KJlaca Ha W30KCA30JIMHHUTE, € aKTUBEH CPEILy OBbJIXH
(Ctenocephalides felis n Ctenocephalides canis) u xvpnexu (Ixodes ricinus).

Jlotunanep e MomieH nHXHONTOp Ha GABA (rama-aMMHOMAcCII€HA KUCEIMHA)-3aBUCIMUTE XJIOPUIHU
KaHaJIHM, KOETO BOJH JI0 Obp3a CMBPT Ha KbPIEeKH U ObiIxu. [Ipu in vitro mpoy4BaHus akTHBHOCTTA Ha
JOTWJIaHEp CPEIly HAKOU apTPOIIOTHH BHIOBE HE CE MOBJIHABA OT PE3UCTEHTHOCT KbM XJIOPOPTaHUIHN
(muxnmonunenwn, HanpuMep dieldrin), Gpermmmmpasonu (Hamp. fipronil), HeoHUKOTHHOMAN (HATIP.
imidacloprid), bopmamuaunu (Hanp. amitraz) U nupeTpouau (Hamp. cypermethrin).

Havanoto Ha eukacHOCTTa Cpelly ObJIXU € B paMKUTe Ha 12 daca ciie/l MPUKPEIBAHETO UM U B
NPOJIBIDKCHUE HA SJTUH MeCell ClIe/l PUIIAraHeTo Ha TPOYKTa. BhIXUTe 10 )KUBOTHOTO TIPEH
MpHUJIaraHeTo Ha MPOIyKTa OMBAT yOWTH B paMKHTE Ha § daca.

Haganoro Ha e(pI/IKaCHOCTTa Cpeily KbBPJICXKHU € B pAMKUTC Ha 24 yaca CJIe MPUKPETIBAHCTO UM U B

NPOIBIDKCHUE HA €UH MECell Clie/l IpUIaraHeTo Ha IpoayKTa. KbpiexxuTe mo >KUBOTHOTO Mpeau
NpUIaraHeTo Ha MpoayKTa OuBaT yOUTH B paMKuTe Ha 18 vaca.
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BeTCpI/IHapHI/I}IT JICKApCTBCH NPOAYKT Y6I/IB3 CBIICCTBYBAIIIUTC U HOBOIIOSIBUJIUTC CC OBJIXH BBpPXY
KOTKHUTC Ipeu TC Ja CHECCAT HflI.[a. Ilo To31 HAauuH MNPOAYKTHT IMPCKBHCBA ) XU3HCHUSA ITUKDBJI HA OBJIXHUTE

W TIpena3Ba 3a00uKasiaTa cpejia OT ormapa3uTsIBaHe ¢ ObJIXU B 30HHUTE, 10 KOUTO KOTKATa HMa
JOCTBII.
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