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, KOJIIOUCH, O€3BOIECH

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 jleyeHrE 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 U3TI0XKCHH HA BH3ICUCTBUETO HA AKTHBHOTO BEIICCTRO.

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 MPU CBPBbXYYBCTBUTCIHOCT KbM AKTUBHOTO BCIICCTBO UJIKM 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 U TI0-BB3PACTHH, U ¢ TejecHa Maca 1,3 kg n moBede. [IpmraraneTo Ha TO31 BETEpUHAPCH
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 Huapus'?, Tlosprimane'%;
(mo-manko ot 1 ma 10 000 TpeTupanu Anopexcus'?, Jletaprus?;
’KUBOTHH, BKJIFOYUTETHO H30JIMPAHH Arakcus®, Kousyncnn®, Tpemop?
CHOOIIICHUS):

! Jleku ¥ mpexomHu
2 OGMKHOBEHO IPEMHHABA 6E3 JICUCHHE
3 B moBEYETO CiTydam ca BpeMEHHU

C’bO6IJ.[aBaHCTO Ha He6ﬂaFOHpI/I}ITHI/I pCaKkuuum € BaXXHO. ToBa no3BossiBa HCIMIPEKBCHAT MOHUTOPUHT Ha
0e30macHOCTTa Ha BCTCPUHAPHUS JICKAPCTBCH IMPOAYKT. C’LO6H_ICHI/I$IT3 Tp;{6}3a Ja C€ u3npamiar, 3a
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MpEINoYUTaHEe Ype3 BETEPUHAPEH JIeKap, WU Ha MIPUTEXATENs Ha Pa3pelIeHNeTo 3a ThProBUs, MIIK Ha
HAI[MOHATHHUS KOMIIETCHTEH OpraH Ype3 HallMOHAJTHATA CUCTEMa 3a ChOOIaBaHe. 3a ChOTBETHUTE
JIaHHU 32 Bpbh3Ka BUXKTE CHIIO MOCJIEIHATA TOYKA OT JIMCTOBKATA.

3.7 VYmnorpeba no Bpeme Ha OPeMEHHOCT, JAKTAILUS WU sliillEeHOCeHe

BezonacHocTTa Ha BeTepUHAPHHUS JIEKAPCTBEH MPOAYKT HE € JI0OKa3aHa 110 BpeMe Ha OPEMEHHOCT U
JIAKTALMS WK TIPU Pa3BhIHU KydeTa.

bpeMeHHOCT M TaKTaIHA:

[Ipunara ce camo ciies] MpereHKa MmoJi3a/pUcK OT OTTOBOPHUS BETEPUHAPEH JISKap.

JlaboparopHuTe MpOydYBaHUS MPH IIIHXOBE HE MMOKA3BaT HUKAKBH JOKA3aTEJICTBA 32 TEPATOT€HHOCT
WIN HIKaKbB HEOJIAroNMpUsATeH eEKT BhPXY PENpPOIyKTUBHATA CTIOCOOHOCT HA MBKKUTE U )KEHCKUTE
JKUBOTHU.

3.8 Bs3aumogaeiicTBHe ¢ APYru BeTePUHAPHM JE€KAPCTBEHHN MPOAYKTH U APYru (pOpMHU HA
B3auUMOJeHcTBHE

He ca u3BecTHH.

[Ipu KIMHUYHOTO U3MUTBAHE HE ca HaOJo1aBaHu B3aumoeiicTeust Mexay Credelio TabneTku 3a
J'bBUCHE U PYTUHHO M3IMOJI3BAHUTE BETCPUHAPHH JICKAPCTBEHU TPOYKTH.

3.9 HauyuH Ha NpUJIOKEeHNeE U T03MPOBKA

IIepopanHo npunoxeHue.

BerepuHapHUSIT JIekapcTBEH MPOAYKT TPsIOBa J1a ce puiiara B ChOTBETCTBHE C TabiHIaTa Mo-/101Ty, 3
Jia ce rapanTHpa no3a ot 20 10 43 mg notunanep/kg TenecHa maca.

Tesiecna maca |[KoHuneHTpanus u Opoii Ha Ta0JIeTKNTE, KOUTO Ce MpUIaraT
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 TMoaxomsia KOMOMHALMA OT TaOJIETKH

W3non3eaiiTe moaxo/saiia KOMOMHAIKS OT HATMYHUTE KOHIICHTPALIMH, 3a Jia TPUII0KHUTE
npenopbyanaTa no3a ot 20 — 43 mg/kg.

Credelio e ameTuTHO OBKyceHa Ta0neTka 3a apBueHe. [Ipunaraiite Tabnerka(n) 3a IbBYCHE BEAHBK
MECEYHO I10 BpeMe Ha XpaHEHE WM CIIe]l XpaHCeHE.

3a eueHue Ha eMoaeKo3a (mpuunHeHa ot Demodex canis):

[Ipunaranero Ha MPOYKTA BEAHBK MECEUHO B J[BA MTOCIICIOBATEIHN Mecela € e(h)UKacHO B BOJH JIO
3HAYUTEITHO MMO00PEHIE HA KIMHUYHUTE TTpU3HAIU. JledeHrneTo TpsiOBa qa MpoIbIDKH JI0 TTOTydaBaHe
HAa JIBa OTPUIIATEITHY Pe3yJiTaTa OT U3CIICABAHE HA KOXKHU MTPOOH C SAMH MECEI] HHTEPBAI MEKITY
u3cieIBaHuATa. TEXKUTE CIIydar MOTAT Jia U3UCKBAT MPOIBIDKUTEIHO €XEMECeUHO TpeTupane. Thit
KaTo JIeMOJIeK03aTa € MHOTO(aKTOPHO 3a00JsIBaHe, KOraTo € Bb3MOXKHO, € IIPEITOPHUYUTEITHO Ja ce
JIEKyBa ¥ OCHOBHOTO 3a00JIsiBaHE MO TIOXO/ISII] HAUUH.



3.10 CumnToMu Ha npeno3upaHe (A KOraTo € NPUI0KHUMO — MPOLEAYPH HA JielicTBHE MPH
CTIEIIHH CYy4Yau ¥ AaHTHIO0TH)

He ca HaOmogaBaHu HEONAaronmpuaTHU pEakUU CcJel TePOpPaTHO MPUIOKCHHUE Ha
BETEPHHAPHHUS JICKAPCTBEH MPOAYKT NPU KyUYeHIIa Ha Bh3pacT 8—9 ceMUIU U C TelleCHa Maca
1,3 — 3,6 kg, Tpetupanu ¢ 103a, IpEBUIIaBaIia 10 5 TbTH MaKCHMaJIHaTa MpernopbuaHa 103a
(43 mg, 129 mg u 215 mg norwnanep/kg TenecHa maca), oceM MPHJIOKEHUS Ha MECCUHU
UHTEPBAJIH.

3.11 CrheuunajHu OrpaHUYEHHs 32 yNOTpeda U CelHaTHH YCJIOBHS 32 YOTPeda, BKIIOYHTETHO
OrpaHNYeHNs 32 yNoTpedaTa HA AHTUMHKPOOHH M MPOTUBONMAPA3UTHU BETEPUHAPHHI
JIEKAPCTBEHHU MPOIYKTH, C I[eJI 1a ¢e OTPAHHYYN PHCKBT OT Pa3BUTHE HA PE3UCTEHTHOCT

He e npunoxxumo.
3.12 KapeHTHH cCpoKOBe

He e npunoxxumo.

4. DOAPMAKOJIOT'NYHA HH®OPMAIIMA
4.1 BerepuHapeH JiekapcTBeH aHaToMO-TepaneBTH4YeH Ko (ATCvet Code): QP5S3BE(O4
4.2 dapmakoIMHAMHKA

JloTnnaHep, 4uCT EHAHTHOMED OT KJlaca Ha N30KCA30JIMHHUTE, € aKTUBEH CPEILy OBJIXH
(Ctenocephalides felis n Ctenocephalides canis), xppnexure Dermacentor reticulatus, Ixodes
hexagonus, Ixodes ricinus u Rhipicephalus sanguineus, xakto u cpeuty Demodex canis.

Jlotunanep e morieH naxuouTop Ha GABA (rama-aMruHOMAcIeHAa KUCEIMHA )-3aBUCUMHTE XJIOPUIHU
KaHaJIM, KOETO BOAM 10 Obp3a CMBPT Ha KbPICKHU U OBJIXH. AKTHBHOCTTA Ha JIOTUIIAHED HE Ce
MOBJHUSIBA OT PE3UCTEHTHOCT KBbM XJIOPOPraHUYHU (LMKIoAneHH, Hamp. dieldrin), enmnmupazonu
(marmp. fipronil), Heonukoruronau (Hanp. imidacloprid), popmamuauau (Hanpumep amitraz) u
nupeTpouan (Hamp. cypermethrin).

Hauanoro Ha edukacHocTTa cpelry ObJIXH € B paMKHUTE Ha 4 daca Ciie]l MPUKPETIBAHETO UM U B
NPOJIBIDKCHUE HA €JTUH MECell ClIe/l MPUIIaraHeTo Ha POIyKTa. BbIXuTe 1o sKMBOTHOTO MpeIH
NpUIaraHeTo Ha MPOLyKTa OMBaT yOUTH B paMKuTe Ha 6 daca.

HauanoTo Ha edukacHOCTTa Cpelly KbpJIEKH € B paMKHUTE Ha 48 yaca ciiesi IpUKPENBaHETO UM H B
NPOIBIDKCHUE HA €UH MECELl Clie/l IpUiIaraneTo Ha npoaykra. Kepnexure (1. ricinus) mo )XKUBOTHOTO
npey NPUIIaraHeTo Ha POyKTa OUBaT yOUTH B paMKUTE Ha § yaca.

BerepuHapHUAT IeKapCcTBEH MPOAYKT YOMBA CHIIECTBYBAIINTE M HOBOTIOSBUIIUTE CE€ OBJIXH IO KYy4eTO
npeau Te aa cHecar stiiua. [1o To3u HauMH MPOAYKTHT NMPEKbCBA JKU3HEHHUS UKBI HA OBJIXUTE U
npeAnas3Ba 3a00MKaIsIIaTa cpesia OT Oapa3uTsABaHe ¢ OBJIXH B 30HUTE, 10 KOUTO KY4ETO UMa JOCTBIL.

4.3 dapMaKkoKNWHETHKA

Cren mepopaiHO MPUIOKEHUE JIOTHUIIAHEP ce pe30pOHpa JECHO, KaTO MaKCUMallHATa KOHIICHTPALUS B
KpBBTa C€ JOCTHUra B paMKHUTE Ha 2 yaca. XpaHarta nojjo0psBa pe3opoupaneto. TepMUHATHHAAT
MOJTY>KUBOT € PUOIM3UTETHO 4 ceMULU. [IpOIBIKUTETHUST TEPMUHAJICH MOYKUBOT OCHTYPSIBA
e(heKTUBHU KOHIICHTPAIIUY B KPHBTA 3a IENINs CPOK Ha MEX Ty I030BUSI HHTESPBAJL

OCHOBHUSAT BT HA SIIMMUHUPAHE € Ype3 OMInapHa eKCKpelys, a BTOPOCTEIIEHHUST — upe3 ObOpevHa
exckperus (mo-majako oT 10 % ot go3ara). JloTuinanep ce MeTaboau3Mpa B Majika CTEICH B I10-
XI/IIIpO(i)I/IHHI/I CbCAUMHCHHA, KOUTO CC Ha6HI~OIIaBaT B UBNIPpAXXHCHUATA U YpUHATA.



5. DAPMALIEBTUYHU JAHHHU

5.1 OcHOBHH HECHLBMECTHMOCTH

He e npunoxxumo.

5.2 Cpoxk Ha roaHoCT

Cpok Ha TOJHOCT Ha KpailHUs BETEPUHAPEH JIEKapPCTBEH MPOIYKT: 3 TOAUHU.

5.3 ChenuanaHu ycJa0BHSA 32 CbXpaHeHHe

To3u BCTCPUHAPCH JICKAPCTBCH MMPOAYKT HC N3MCKBA HUKAKBU CIICIIMATIHU YCJIOBHA 3a CbXPAaHCHUEC.
5.4 Buawu cbCcTaB HAa NBPBUYHATA ONMIAKOBKA

TabneTkuTe ca ONMaKOBaHU B allyMUHHI/aTyMUHUHN OJHUCTEpH, OTIAKOBAHN BbB BHHIITHA KAPTOHEHA
KyTHs. TabneTKuTe OT BCAKa KOHIIEHTPAIIMS Ce MpesiaraT B OakoBKy oT 1, 3, 6 wiu 18 tabnerku.

He Bcuuku pa3mepu Ha onmakoBKaTa MOTaT a ObJaT MpeAsaraHy Ha masapa.
5.5 CrhenuajaHu MepKH 32 YHHUIL0KABAHE HA HEM3MOJI3BAaH MPOAYKT WJIH OCTATHIU OT HEro

BetepuHapHuTE IeKapCTBEHU MPOIYKTH HE TPSAOBA Ja ObAAT U3XBBPIISIHU Ype3 OTIAIHU BOH HUITH
OHUTOBH OTIIABIIN.

U3non3Baiite mporpamu 3a BphIIaHe NPY YHUIIOKABAHETO HAa HEU3ITOJI3BAHN BETEPUHAPHU
JIEKapCTBEHU MPOIYKTH I OCTATHIN OT TSIX B CHOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO
3aKOHOJIATEJICTBO U C BCHYKH HAIMOHAIHUA CUCTEMHU 32 ChOMpaHe, MPUI0KUMHU 32 ChOTBETHUS
BETEpUHAPCH JIEKAPCTBEH MPOIYKT.

6. NME HA ITPUTEXATEJISI HA PASPEIIEHUETO 3A ThPT'OBUSA

Elanco GmbH

7. HOMEP(A) HA PASPEHIEHUETO 3A ThbPI'OBUSA

EU/2/17/206/001-015

EU/2/17/206/024-028

8. JATA HA ITBPBOTO U3JJABAHE HA PABPEIIEHUETO 3A ThPI'OBUS

JlaTa Ha TBPBOTO WM3/1aBaHE HA pa3pelIeHUETOo 3a Thpropusi: 25/04/2017

9. JATA HA HOCJIIEAHATA PEJAKIIS HA KPATKATA XAPAKTEPUCTHUKA HA
ITPOAYKTA

{JUUMM/TTIT}

10. KJIACUPUKALINSA HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOAYKTH
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Jla ce oTimycka camo 0 JIEKapCKO Mpe/IIrcaHue.

HOI[p06Ha I/IH(I)OpMaLII/ISI 3a TO3U BETCPUHAPCH JICKAPCTBCH MPOAYKT MOXKE 1a HAMCPUTEC B basata JaHHH
Ha Cbr03a OTHOCHO MMPOAYKTHUTE.



1. HAMMEHOBAHME HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Credelio 12 mg Tabnerku 3a gpBueHe 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 TabneTka 3a AbBUCHE ChIBPXKA:

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

[TapasuTuTte TpsOBa Ja 3armoYHAT JIa CE XPaHAT OT TOCTOIPHUEMHHUKA, 32 1a ObJaT N3JI0KEHH! 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 ObJaT MOCTUTHATH, aKO BETCPUHAPHHUSAT 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 Bb3PacT MU
MO-MaJIKH.

3.5 CroeuunajHu 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 norireiiane, He3abaBHO J1a C€ MOTHPCU MEIUIIMHCKU CHBET, KATO Ha JICKaps 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

Cro0ImaBaHeTo Ha HEONArONMPHUATHY 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 MMOCIICTHATA 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 HAKAKbB HEOIAroMpUATeH eeKT BbPXY PENpOIyKTUBHATA CTIOCOOHOCT HA MBKKUTE U )KCHCKHUTE
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
HaOJI0JaBa HATTMYWE Ha OBIIXH W/WITH KbPIICKH, B 3aBUCUMOCT OT MECTHATA CTIH/ICMHOIOTTYHA
00cTaHOBKA.

3.10 CumnTomMH Ha npeAo3NpaHe (M KOraTo e NPHJI0KUMO — NPoUeIypH Ha AelicTBHe IPH
CIICIIHHU CJIyYau M AHTHIO0TH)

He ca wnabmogaBaHu HEOMarompuATHH pEakIUU CJel TMepopalHo MPHIOKEHHE Ha
BETEPUHAPHHS JIEKAPCTBEH MPOAYKT MPH KOTEHIIA Ha BB3pacT 8 cenMuiy ¢ tenecHa maca 0,5
kg, kouto ca TpeTupaHu ¢ [03a MOBEYE OT 5 MbTH MaKCHMaJlHaTa mpenopbyuana no3a (130 mg
notunadep/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 IIeJI 1a ¢e OTPAHHYYN 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 @apmakoguHAMHKA

Jlotuanep, 4UCT EHAHTHOMED OT KJlaca Ha M30KCA30JMHHTE, € aKTHBEH CPEIly OBbIXU
(Ctenocephalides felis n Ctenocephalides canis) v xvpnexu (Ixodes ricinus).

Jlotunanep e momieH naxuouTop Ha GABA (rama-aMuHOMACIICHA KUCEIMHA )-3aBUCUMHUTE XJIOPUIHU
KaHaJI{, KOETO BOAM 10 Obp3a CMBPT Ha Kbpiexku u 0bnxu. Ilpu in vitro nmpoyuBaHus, akTHBHOCTTA Ha
JIOTUJIAHEP CPELTy HSIKOU apTPOIOJHH BUAOBE HE CE MOBJIMABA OT PE3UCTEHTHOCT KbM XJIOPOPTaHUYHH
(umknonuenu, Hanp. dieldrin), dernnnupasonu (Hanp. fipronil), HEOHUKOTHHOMIH (HAIP.
imidacloprid), bopmamuarau (HanpuMmep amitraz) U mupeTpounu (Hamp. cypermethrin).

Hayanoto Ha epukacHOCTTa cpelly ObJIXH € B paMKUTE Ha 12 yaca ciiejl IPUKPEIBAHETO UM H B
MPOBJDKEHNE Ha €IUH MECel] ClIEeH IPUIIAraHeTo Ha MPOIyKTa. BeiIXuTe 1Mo )KMBOTHOTO Ipeau
MpuUjIaraHeTo Ha MPOAyKTa OMBAT yOUTH B paMKHTE Ha 8 daca.

HauanoTo Ha edukacHOCTTa Ccpelly KbpJIeXKH € B pAMKHTE Ha 24 4aca ciiell IPUKPENBaHETO UM U B
MIPOBIDKEHNE Ha €TUH Mecel] Clie/l MPIIaraHeTo Ha MpoykTa. KbpiexxuTre 1mo :KUBOTHOTO MPean
MIpUJIaraHeTO Ha MPOIyKTa OMBaT yOUTH B paMKHTE Ha 18 gaca.

BerepuHapHUAT NeKapCcTBEH NPOAYKT YOMBA CHIIIECTBYBAIIUTE M HOBOTIOSBUIIUTE CE€ OBIIXH IO
KOTKUTE, IPeAU Te Ja cHecar sifia. [1o To3u HauuH NpoAyKThT NPEKbCBA KU3HEHUS LIUKBJI Ha
OBJIXHTE U MPEIa3Ba 3a00MKaIAIIaTa Cpe/ia OT OMapa3uTIBaHe ¢ OBJIXU B 30HUTE, IO KOUTO KOTKaTa
MMa JOCTBHII.

4.3 @apmMaKoOKHHETHKA

Crnen mepopaitHO IPHUIIOKEHHE JIOTHIIAHED Ce pe30pOupa JIECHO, KaTO MaKCHMaHaTa KOHIICHTPAIIHS B
KpBBTa ce goctura ciieq 4 gaca. Jlormnanep e npubnmsurento 10 mbtr mo-OnoHaIMYeH, KOTaTo ce
IpHueMa 1o BpeMe Ha XpaHeHe. TepMUHATHHUSAT MOTYKUBOT € IPUOTM3UTENHO 4 ceIMUITH (CpeTHa
XapMOHHUYHA cTOWHOCT). TO3W TepMUHAIICH MOYKHUBOT OCHT'YPsiBa €(pEKTHBHU KOHIICHTPAIIUH B
KpBBTA 3a IETUS CPOK Ha MEXKTyT030BHsI HHTEPBAJ.

OCHOBHUSAT BT Ha CIUMUHHPAHE € Upe3 OMITNapHa SKCKPEIHs, a BTOPOCTEIICHHUAT — Ype3 ObOpeuHa
exckperus (mo-mainko ot 10 % ot go3ara). JloTminanep ce MeTaboIU3Mpa B MaJIKa CTEMNCH B T10-
XUIPODUITHH ChETUHEHUS, KOUTO Ce HAOIII0aBaT B H3PAKHEHUATA U YPHUHATA.

5. DAPMAIIEBTUYHU JAHHHU
5.1 OcCHOBHHM HECHLBMECTHMOCTH

He e mpuiioxumo.
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5.2 Cpoxk Ha roaHoOCT

Cpok Ha TOJHOCT Ha KpailHUS BETEPUHAPCH JICKAPCTBEH MPOJIYKT: 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 OMakoBKy oT 1, 3, 6 wiu 18 tabnerku.

He Bcuukm pazMepn Ha OormakoBKaTa Morar Jja Ob/aT IMpesiarany Ha masapa.
5.5 CroenuajaHu MepKH 32 YHHUILO0KABAHE HA HEM3MO0JI3BAaH MPOAYKT WJIH OCTATHIU OT HEro

BerepunapuuTe JIeKapCTBEHH MPOAYKTH HE TpsiOBa 11a ObIaT M3XBBHPIISTHA YPE3 OTIIATHU BOIH WU
OMTOBH OTIIAABIIH.

N3non3paiiTe nporpamMu 3a BpbIllaHE P YHUIIIOKABAHETO HA HEU3IMOA3BAHNU BETEpUHAPHU
JIEKapCTBEHU MPOJYKTH UM OCTATHIHU OT TSAX B CbOTBETCTBUE C U3UCKBAHUATA HA MECTHOTO

3aKOHOAATEJICTBO M C BCUYKH HAIIMOHATTHU CUCTEMH 33 ChOUpaHe, MPUI0KIMH 32 ChOTBETHUS
BETEpUHAPCH JIEKAPCTBEH MPOYKT.

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

Elanco GmbH

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

EU/2/17/206/016-023

8. JATA HA TbPBOTO U3JABAHE HA PASPEIHIEHHUETO 3A ThbPI'OBUSA

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

9.  JIATA HA IOCJEJHATA PEJAKLIUSI HA KPATKATA XAPAKTEPUCTUKA HA
MPOJIYKTA

{JUYMM/TTIT}

10. KJACH®UKAIIUSA HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOAYKTHU
[a ce oTIrycka caMo 10 JIEKapCKO MPeIIUCaAHHE.

[MoapoOHa uHpOpMAaIKs 32 TO3U BETCPHHAPEH JIEKapCTBEH MPOIYKT MOXKE J1a HAMEpUTE B Oa3ara JaHHH
Ha Cbl03a OTHOCHO TPOJYKTHTE.
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IMPNJIOKEHHUE I1

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

Hama.

13



ITPHUJIOKEHHUE I1I

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

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 KydeTta (>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 TabneTka
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 TaOJIETKH 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 TabimeTka
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. KOJIMYECTBO HA AKTUBHUTE BEIIIECTBA

56 mg lotilaner

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

‘ 3. NAPTUJIEH HOMEP

Lot {Homep}

| 4. CPOK HA TOJHOCT

Exp. {mMm/rrrT}

20



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

BJIMCTEPU (KOTKH)

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Credelio

‘ 2. KOJMNYECTBO HA AKTUBHUTE BEILIECTBA

12 mg lotilaner
48 mg lotilaner

‘ 3. NAPTUJAEH HOMEP

Lot {Homep}

|4 CPOK HA TOJIHOCT

Exp. {mMm/rrrT}
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JIMCTOBKA
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JIUCTOBKA

1. HaunmeHoBaHWe Ha BeTepHHAPHHUSA JIEKAPCTBEH MPOAYKT

Credelio 56 mg TabneTku 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 TabjeTKH 3a AbBUCHE 3a KyueTa (>5,5-11 kg)
Credelio 450 mg TabseTku 3a qbBUEHE 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 10 6ex0BU KPBIUIH TaOJIETKH 3a AbBUCHE ¢ KaQ)CHUKABH TETHA.

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.

BerepuHapHUT IeKapcTBEH MPOAYKT MOXKE J1a C€ M3MOJI3Ba KaTO 4acT OT jJeyeOHaTa cTpaTrerus npu
ajniepruyueH aepMaruT, npuanHed ot 0bixu (flea allergy dermatitis—-FAD).

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

5. IIporuBonokazanus

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

6. CneunuaJiHu mpexynpexaeHus
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CrenuanaHy Opeana3sHu MEPKH 3a O0e30macHa ynoTpe0a py BUJIOBETE JKMBOTHH, 34 KOUTO €
npexHaszHaueH BJIIT:

[TapasuTuTte TpsOBa jJa 3arlOYHAT JIa CE XPaHAT OT TOCTOIPUEMHUKA, 3a J1a ObJaT N3JI0KEHHU Ha
JIEHCTBUETO Ha JIOTHIIAHEP, ITIOPAIHA TOBA HE MOXKE JIa C€ U3KIIFOYH HAITHIHO MPEIaBaHETO Ha
3a00JIIBaHUS, TIPEHACSHHI OT Tapa3uTH.

Bcewuky maram 3a 6€30MMacHOCT M €pUKACHOCT ca MOIYYSHH OT KydeTa U KydeHI[a, HaBbPITHIIH

8 ceaMHUIIM U O-BB3PACTHH, U C TenecHa Maca 1,3 kg u moseue. [IpunaraneTo Ha TO3M MPOIYKT MPU
Ky4eHIIa Ha B3pacT Mo 8 CeAMUITH WK ¢ TeJiecHa Maca o 1,3 kg TpsibBa ma ce ocHOBaBa Ha
MIPEIICHKA M0J13a/PUCK OT OTTOBOPHUS BETEPUHAPEH JICKap.

CrenuanaHy npeAna3Hu MEpPKH, KOUTO TpsOBa Jia B3eMe JIUIIETO, IPUJIArallo BeTepUHApHUs JEKapCTBEH
IOPOAYKT Ha )KUBOTHUTE!

Cren paboTa ¢ mpoayKTa, U3MHITE PBLETE CH.

[Ipu ciyuaiino norieiane, He3ab0aBHO Aa ce MOTHPCH MEAUIIMHCKH ChBET, KATO Ha JieKaps ce
IPEIOCTABU JINCTOBKATA WM €TUKETa Ha IPOJYKTa.

bpeMEHHOCT U JaKTaIus:

JlabopaTopHuTe MPOyYBaHUS TPHU TUIHXOBE HE IMOKA3BaT HUKAKBH JOKA3aTEIICTBA 32 TEPATOTCHHOCT.
be3omacHocTTa Ha BeTepUHAPHUS JICKAPCTBEH MPOAYKT HE € I0Ka3aHa 110 BpeMe Ha OPEeMEHHOCT U
nakranus. [Ipumara ce caMo cie npeleHKa moj13a/prcK OT OTTOBOPHHUS BETEPHUHAPEH JICKap.

3anI0a9eMOCT:

JlabopaTopHuTe MPOyYBaHUs IPH IIHXOBE HE MMOKA3BaT HUKAKBH J0Ka3aTeICTBa 32 HEOIaronpusTeH
e(heKT BBPXY PENPOyKTHUBHATA CTIOCOOHOCT HA MBXKUTE U )KCHCKHUTE )KHBOTHH.

be3onacHocTTa Ha BeTepuHApHUA JIEKAPCTBEH MPOAYKT HE € JOKa3aHa MPH pa3BbAHU KyueTa. [Ipunara
Ce caMo Clie IMPEIeHKa [10J13a/PUCK OT OTTOBOPHUS BETEpUHAPEH JIeKap.

BsaumoneiicTBre ¢ Apyru BETePUHAPHU JICKAPCTBEHU POAYKTH ¥ NPYyTH (DOPMHU HA B3aMMOJCHCTBHUE!
He ca n3Bectau. [Ipn KITHHUIHOTO M3NUTBAHE HE ca HabOmoMaBanu B3aumonercTeus Mexay Credelio
Ta0JICTKY 3a IbBUCHE U PYTHHHO M3MOJI3BaHUTE BETCPUHAPHU JICKAPCTBECH MPOIYKTH.

IIpenosupane:
He ca naGmromaBanyu HeOIArOMPHUATHHI PEAKIINH CIIE ] TIEPOPATTHO MPUIIOKEHUE Ha BETCpUHAPHUS

JICKapPCTBEH IPOAYKT IIPU KyUueHIla Ha Bb3pacT 8-9 cenMuIy u ¢ TejiecHa Maca 1,3-3,6 kg, Tpetupanu
C J103a, MpeBHUILAaBAILa 10 5 MbTH MaKCUMallHaTa Ipenopbuana qo3a (43 mg, 129 mg u 215 mg
notunadep/ kg Tenecna maca), oceM NMPHUIIOKEHUSI HA MECEYHU MHTEPBAIH.

7. HeOnaronpusiTHu peakuuu

Bunoge xuBoTHH, 32 KouTo € npennasHaueH BJII: Kydera

Mmuoeo peoxu (no-manxo om 1 na 10 000 mpemupanu H#cu8omHuU, BKIIOUUMETHO U30AUPAHU
CboOUeHus).

Huapus'?, Tlospbiane?;
Amnopekcus'?, Jleraprus?;

Arakcus’®, Kousyincun®, Tpemop®

! Jleku ¥ mpexomHu
2 OGHMKHOBEHO IPEMHHABA 6E3 JICUCHHE
3 B moBEYETO CiTydam ca BpeMEHHU

Cro0I1maBaHeTo Ha HEOArOMPHUATHY PEAKIIMU € BakKHO. ToBa MO3BOJISIBA HEMPEKHCHAT MOHUTOPHHT Ha
0e30macHOCTTa Ha TIPOAYKTa. AKO 3a0€NIeKUTe HIKAKBU HEOJAroNMPUsATHN PEaKITUH, BKIIOUUTECITHO 1
TaKWBa, KOUTO HE Ca OMMCAHM B Ta3 JINCTOBKA WJIM MUCITUTE, Y€ BETEPUHAPHHUS JICKAPCTBEH MPOITYKT
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HE JeiCTBa, CBBPXKETE Ce MMBPBO ¢ Bammst BeTeprHapeH Jiekap. MokeTe ChINo aa cholIaBare
HEOJIArONPUSATHYU PEaKIMU Ha IPUTEKATEIIS Ha PA3pEIICHUETO 32 ThPrOBUs, KATO U3ITOJI3BATE JAHHUTE
3a KOHTAKT B Kpasi Ha Ta3M JUCTOBKA WK Ype3 Bamara HanpoHanHa cucreMa 3a ChoOIaBaHe.

8. Jlo3upoBKa 3a BceKH BH/I KUBOTHO, HAYMHH M MeTO/l HA MPUJIOKEHHE

IIepopanHo npunoxeHue.

BerepuHapHUSIT JIekapcTBEH MPOAYKT TPsIOBa Jia ce Ipuiiara B ChOTBETCTBHE C TabIHIIATA T0-/I0ITY, 32
na ce rapanTupa mo3a ot 20 no 43 mg motunanep/kg TenecHa maca.

Tesiecna maca Konnenrpanus u 6poii Ha Ta0JIeTKHUTe, KOUTO ce MPHJIarat

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

>55-11 1

>11-22 1

>22-45 1

> 45 IMonxonsia KOMOMHALUA OT Ta0JETKU

W3nos3BaiTe moaxo/sia KOMOUHAIHS OT HATMYHUTE KOHIICHTPAIMH, 32 J1a TIPHII0KUTE
npenopbryanara go3a ot 20-43 mg/ kg.

3a JleueHue Ha JeMojieKo3a (nIpuunHeHa ot Demodex canis):

[Ipunaranero Ha MpoAyKTa BEAHBK MECEYHO B J[Ba [TOCJIEI0BATEIIHN Mecena € e(hUKacHO U BOJH 10
3HAYUTEIHO MOJO0pEeHNe Ha KITMHUYHUTE MTpu3Haly. JledueHueto TpsiOBa 1a MpOIbIKY 10 MOJTydYaBaHe
Ha JIBa OTPHUIIATEITHN pe3yiITaTa OT N3CJIeBaHe Ha KOXKHU MTPOOH € eIMH Mecell MHTepBall MEeXIY
u3cneBaHnATA. TEXKUTE CIIydan MOTarT JIa M3UCKBAT MPOABIDKATEIHO €KEMECEUHO TpeTHpane. Thit
KaTo JIEMOJIEKO3aTa € MHOTO(aKTOpHO 3a00JIsIBaHe, KOTaTo € Bb3MOXKHO, € TIPETIOPHUUTEITHO J1a Ce
JIeKyBa ¥ OCHOBHOTO 3a00JIsiBaHE MO MOJAXOISII HAUUH.

9.  CnbBerH 32 NPaBHJIHOTO NPUJIaraHe HA MPOAYKTA

Credelio e ameTuTHO OBKYyCceHa TalyieTKa 3a JbpBUYeHe. [Ipunaraiite Tabnerka(u) 3a AbBYCHE BEIHBK
MECEYHO 110 BpeMe Ha XpaHEHE MU cJie] XpaHeHe.

10. KapeHTHHU cpokoBe

He e npunoxxumo.

11. Chnenuajanu ycJIoBHs 32 CbXpaHeHHe

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

To3u BeTeprHAPEH JIEKAPCTBEH NPOIYKT HE M3UCKBA HUKAKBH CIICIIMAIHU YCIIOBHS 32 ChXpaHEHHE.
Jla He ce M3MO0JI3Ba TO3H BETEPUHAPEH JIEKAPCTBEH MPOIYKT CIIe]] U3TUYaHe CPOKa Ha TOJIHOCT,

MMOCOYEH BHPXY KyTHsTa 1 Onuctepa cinen Exp. CpoKbT Ha TOTHOCT OTTOBaps Ha MOCETHIS ICH OT
TO3U Mecell.
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12. ChnenmnajHu Npeana3sHu MePKHU MPHU YHUIII0KABAHE

BerepunapHuTe nekapCcTBEHU MPOIYKTH HE TPSOBA 1a ObJaT U3XBBPISHU Upe3 OTITAJHU BOIU HITU
OUTOBH OTIIAIBIIH.

M3non3BaiiTe mporpaMu 3a BpblllaHe MPU YHUILOKABAHETO HA HEU3IOI3BaHU BETEPUHAPHU
JIEKAPCTBEHU MPOIYKTH WIHA OCTAThIH OT TSIX B ChOTBETCTBUE C U3UCKBAHUATA HA MECTHOTO
3aKOHOJIATEJICTBO U C BCUYKHU MPUJIOKUMH HAIIMOHATHN CHCTEMH 32 ChOMpaHe. Te3u MEepKH Iie
MIOMOTHAT 32 OTla3BaHEe Ha OKOJIHATA CpPe/a.

[lonmraiiTe Bamms BeTepuHapeH jeKkap Kak Ja YHUIIOKNATE HEHY)KHHA BETEPUHAPHH JICKAPCTBEHH
MPOIYKTH.

13. Kuacupukanusi Ha BeTepHUHAPHHUTE JIeKAPCTBEHH NPOAYKTH

Jla ce oTimycka camo 10 JIEKapCKO Mpe/IrcaHue.

14. Homepa Ha pa3pelnieHHeTO 32 THPrOBUS U Pa3MepH ONAKOBKHU

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

TabneTkuTe ca ONMaKOBaHW B AllyMUHHI/aTyMHUHUHN OJUCTEpH, OTIAKOBAHU BHB BHHIITHA KAPTOHECHA
KyTus. TabeTkuTe OT BCSKa KOHIICHTPAITUS CE MpeyiaraT B OMMaKoBKHY OT 1, 3, 6 wiu 18 TabneTky.

He Bcuuku pa3zMepn Ha OmmakoBKaTa Morar fa Ob/IaT MpeAsiaraHy Ha masapa.

15. [larta Ha mocjieAHATA peJaKIus HA TeKCTA

{MM/TTTT}

ITonpoOHa nH(pOpMAaIKS 3a TO3H BETEPUHAPCH JICKAPCTBEH MPOIYKT MOXKE J]a HAMEPHUTE B Oa3ara
nanHd Ha Chr03a OTHOCHO MPOJIYKTHTE.

16. /lanuu 3a Bpb3Ka

[IpurexkaTen Ha pa3penieHUETO 3a THPrOBUS M JTAHHH 33 BPB3Ka 3a ChOOIaBaHe HA IPeaoIaracMu

HEOJIarONpUITHHA PEAKIIUHN:
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

Peny6auka buarapus
Tem: +48 221047815

Luxembourg/Luxemburg
Tél/Tel: +352 20881943

PV.BGR@elancoah.com PV.LUX@elancoah.com
Ceska republika Magyarorszag

Tel: +420 228880231 Tel.: +36 18506968
PV.CZE@elancoah.com PV.HUN@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

EALada
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

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

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

TIpown3BoanTen, OTroBapsIL 3a 0CBOOOKIABAHETO HA MMAPTUIN:

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

17. [JdombjanuTteaHa HH(poOpMAIU



JloTuinanep, YUCT CHAHTHOMEP OT KJlaca Ha W30KCA30JIMHKUTE, € aKTUBEH CPEILy OBbJIXH
(Ctenocephalides felis n Ctenocephalides canis), keprexure Dermacentor reticulatus, Ixodes
hexagonus, Ixodes ricinus v Rhipicephalus sanguineus, kakto u cpemty Demodex canis.

Jlotunanep e momieH naxuouTop Ha GABA (Tama-aMrHOMACIeHA KUCEITHHA )-3aBUCUMHTE XJIOPHIHI
KaHaJIM, KOETO BOAH 70 Obp3a CMBPT Ha KbPJICKHU U OBJIXH. AKTHBHOCTTA Ha JIOTUIIAHED HE Ce
TTOBJIMSABA OT PE3UCTEHTHOCT KbM XJIOPOPTraHUIHH (ITUKIIoANeHH, HarpuMep dieldrin), GpeHmmmupasonu
(narmp. fipronil), Heonukoruronau (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 )KMBOTHOTO TIpEH
MpHUJIaraHeTo Ha MPOIyKTa OMBAT yOUTH B paMKHTE Ha 6 Jaca.

Havanoto Ha ehukacHOCTTa Cpelly KbpJISKHU € B paMKuTe Ha 48 vaca clie/] MPUKPEIIBAHETO UM U B
MPOABIDKCHUE Ha €IMH MECEI] CIIe/ PUIaraHeTo Ha npoaykTa. Kepnexure (/. ricinus) 10 5)KUBOTHOTO
MIpeIy TIPUIIaraHeTo Ha MPOAyKTa OuBaT yOUTH B paMKHUTE Ha 8 Jaca.

BerepuHapHUAT 1ekapcTBEH MPOAYKT YOUBa ChIIECTBYBAIIUTE U HOBOIOSIBHIIUTE CE OBJIXU BBPXY
Ky4eTo Tpe/u Te Aa cHecaT sina. I1o To3u HauMH NpOAYKTHT MPEKHCBA KU3HEHUS LIMKBJI Ha OBJIXUTE
U IIpeAna3Ba 3a00MKajsiaTa Cpeaa OT onapa3uTaBaHe ¢ ObJIXH B 30HUTE, 10 KOUTO Ky4eTo UMa
JOCTBII.
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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 gpBUeHE 3a KOoTKHU (>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(beHI/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 B’bS,Z[efICTBHCTO 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

CrenuaaHy Opeana3siu MEPKH 3a Oe3omacHa ynoTpe0a py BUIOBETE )KUBOTHH, 34 KOUTO €
npeanaszHaueH BJIIT:

ITapasutuTte TpsAOBa a 3aMOYHAT J1a CE XPAHAT OT TOCTONPHEMHHNKA, 33 Ja OBAAT U3II0KCHH Ha
JIEHCTBUETO HA JIOTHIIAHEP, IIOPAIHA TOBA HE MOXE JIa C€ U3KIIFOYH HAITHIHO MPEIaBaHEeTO Ha
3a00JIIBaHNs, IPEHACSIHHA OT MAPa3HTH.

JloctaThbuHu HUBA HA €PUKACHOCT MOXKE J]a HE ObJIaT MOCTUTHATH, KO BETCPUHAPHHUSAT JICKAPCTBEH
MPOJIYKT HE € MPUJIOKEH M0 BpeMe Ha XpaHeHe win 10 30 MUHYTH Cliell XpaHEHe.

ITopaam HeIOCTAaTHYHO JAaHHU B TOJKpeIa Ha ehUKACHOCTTA IPOTUB KBPIICIKU TIPH MITIATH KOTKH, TO3H
MIPOYKT HE Ce MPENophUBa 3a JICUCHHUE CPEITy KbPIJICKH IPH KOTEHIIAa Ha S-MeceuHa Bh3pacT WIH T10-
MaJIKH.
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Benuku nanHu 3a 6€3011aCHOCT U €(PUKACHOCT ca MOJIyYeHU OT POyYBaHUs IIPU KOTKU M KOTEHIIa,
HaBBPIIWIN § CEAMHLIN U MO-BB3PACTHH, H ¢ TenecHa Maca 0,5 kg 1 moBeye. YnorpebaTa Ha TO3H
BETEpHHAPEH JIEKapCTBEH MPOIYKT MPHU KOTEHIa Ha Bh3pacT MOoJl 8 CeAMULIM WU C TEIEeCHa Maca MoJ
0,5 kg Tpsi06Ba 1a ce ocHOBaBa Ha MpeLeHKa M0J3a/pPUCK OT OTTOBOPHUSI BETEPUHAPEH JIeKap.

CrielmaiHy Ipena3Hi MEPKHU, KOUTO TPsiOBa Ja B3eMe JUIIETO, MPIJIATAII0 BETEPUHAPHUS JICKAPCTBEH
IPOAYKT HA )KUBOTHHTE!

Crnen paboTa ¢ IpoIyKTa, N3MUAKTE PHIIETE CH.

[pu ciryyaitvo morieliane, He3a0aBHO Ja ce MOThPCH MEJIUITUHCKH CHBET, KATO Ha JIeKaps ce
MPEI0OCTaBU JIMCTOBKATA UM €TUKETA Ha MPOIYKTA.

BpeMEHHOCT U JaKTaIus:

JlaGopaTopHuTe M3CaeABaHNS IPU TUTHXOBE HE TIOKa3BaT HUKAKBH JOKA3aTEJICTBA 33 TEPATOTCHHOCT.
be3omacHocTTa HA BETEpUHAPHUS JICKAPCTBEH MPOAYKT IIPH KOTKH HE € YCTaHOBEHA TI0 BpeMe Ha
OpemMenHocT u nakrars. [Ipunara ce camo ciies MpereHka moJi3a/puck OT OTTOBOPHUS BETEpUHAPEH
nekap.

3anIoageMOCT:
JlaGopaTopHuTe M3CaeABaHNS MPU IUTHXOBE HE TIOKa3BaT HUKAKBH JOKA3aTEJICTBA 3a HEOIaronmprusTeH

e(eKT BbpXY PEeNpOayKTHBHATA CTIOCOOHOCT HAa MBXKUTE U )KEHCKHUTE )KHBOTHH.
BezomacHocTTa Ha BeTepUHAPHUS JICKAPCTBEH MPOIYKT HE € YCTAHOBEHA TPU Pa3BbIHU KOTKH.
[punara ce camo cie| MpereHKa Mmoi3a/pruck OT OTTOBOPHUS BETEpUHAPEH JieKap.

BsaumogneiicTBre ¢ Apyru BETEPUHAPHU JICKAPCTBEHU POAYKTH ¥ NPYTH (DOPMHU HA B3aMMOJICHCTBUE!
He ca n3ectau. [Ipn KITHHUIHOTO M3NUTBAHE HE ca HabOMoaBann B3aumonercTeus Mexay Credelio
Ta0JICTKY 3a IbBYCHE U PYTHHHO M3MOJI3BAHUTE BETCPUHAPHU JICKAPCTBEHHU TPOTYKTH.

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

JIEKapCTBEH MPOIYKT IPH KOTEHIIA Ha BB3pacT 8 ceAMUIM U ¢ TenecHa maca 0,5 kg, Tpetupanu ¢ 1o3a,
MIpeBHUIIaBaIa 10 5 MTH MaKCUMaTHaTa mpenopbkyana mo3a (130 mg motmranep/kg TenecHa maca),
0CeM IMPHUJIOKEHUS Ha MECCUHU MHTEPBAIIH.

7. HeOnaronpusiTHu peakuuu

Bunose xxuBoTHH, 32 KouTo € npennasHaueH BJIIT: Kotku

Mmuoeo peoxu (no-manxo om 1 na 10 000 mpemupanu H#cu8omHuU, BKIIOUUMETHO U30AUPAHU
CcvoOuenus).

IMospbinane!

' O6uKHOBEHO peMKHaBa (€3 JeueHue

Cro0miaBaHeTo Ha HEOIATONPUATHHU PEaKIIUU € BaKHO. ToBa MO3BOJISIBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30macHOCTTa Ha MPOAYKTa. AKO 3a0e/IeKUTEe HAKAKBU HEOIArONPUATHH PEAKIIMU, BKIOYUTEITHO U
TaKWBa, KOUTO HE Ca OMMCAHM B Ta3H JINCTOBKA MIJIM MUCITUTE, Y€ BETEPHHAPHUS JIEKAPCTBEH MPOIYKT
He JefCcTBa, CBBPIKETE Ce TbPBO ¢ Bammms BeTepuHapeH Jiekap. MokeTe ChINo Aa ChoOIaBare
HEOJIaroNpHUATHU Peakliy Ha MIPUTEXATeNs Ha Pa3penieHHeTo 3a ThPTroBHsI, KaTo N3I0I3BaTe JaHHHUTE
3a KOHTAKT B Kpasi Ha Ta3M JUCTOBKA WK Ype3 Bamara HarmoHanHa cucTema 3a ChoOIaBaHe.

8. I[o:mpomca 3a BCCKHU BU/I )KUBOTHO, HAYUHHU U ME€TO/1 HA MPUJI0KCHUE

[IepopanHo npunoxeHue.
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OBKyCEHUST BeTEpUHAPEH JIEKapCTBEH IIPOAYKT TpsiOBa Jla ce Ipuiiara B CbOTBETCTBUE € TaOIMLATa
M0-710J1y, 3a J1a CE TapaHTUpa eJHOKpaTHa 103a oT 6 10 24 mg notunanep/kg TenecHa maca.

TemecHa Maca Ha KOTKaTa Konnentpanus u 0poit Ha TaOIETKUTE, KOUTO CE MPHUJIarat
(kg) Credelio 12 mg Credelio 48 mg
0,5-2,0 1
>2.0-8,0 1
>8.0 [Moaxomsina KOMOUHALIHS OT TAOJETKH

[Ipu xoTkH ¢ TenecHa Maca Hax 8 kg, n3nmomn3BaiiTe MOAXOAAIIAa KOMOMHAIMS OT HATMYHUTE
KOHIIEHTpALHH, 32 J]a IPUJIOKUTE Mpernopbyuanara 103a ot 6 — 24 mg/kg.
9. CbBeTH 32 IPABUJIHOTO NPWJIATAHE HA MPOAYKTA

[Ipunaraiite BeTepuHapHUS JIEKAPCTBEH MPOIYKT IO BpeME Ha XpaHeHe WK 70 30 MUHYTH clel
XpaHEHe.

3a onTUMajeH KOHTPOJI Ha OMAPa3sUTABAHUATA C KbPJIEKHU U OBJIXH, BETEPUHAPHUAT JEKAPCTBEH
IPOAYKT TpsiOBa 1a Ob/e Mpujlaral Ha MECEUHH HHTEPBAIIH [IPE3 SN CE30H, TPE3 KOWTO ce
HaOJIF0/1aBa HATMYKE Ha OBJIXU W/UIH 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 JIEKAPCTBEH NPOIYKT HE M3UCKBA HUKAKBH CIICIIMAIHU YCIIOBHS 32 ChXpaHEHHE.
Jla He ce M3Moa3Ba TO3HM BETEPUHAPEH JICKAPCTBEH MPOIYKT CIIE] U3TUYaHE CPOKa Ha TOJTHOCT,
MMOCOYEH BHPXY KyTHsTa 1 Onuctepa cinen Exp. CpoKbT Ha TOTHOCT OTTOBaps Ha MOCIETHIS ICH OT
TO3H MECEII.

12. ChnenmnajaHu nNpeana3sHu MePKHU MPHU YHUIII0KABAHE

BerepuHapHuTe JeKapCTBEHU MPOIYKTH HE TPsOBa 1a ObaaT N3XBBP/ISHU Ype3 OTIIaHH BOIH MU
OUTOBH OTIIAIBIIH.

W3nomssaiite porpamMu 3a BpbIUIaHC IIPU YHUIIIOKABAHCTO HAa HCU3MOJI3BAHU BETCPUHAPHU
JICKAPCTBCHU MPOAYKTU UKW OCTAThIU OT TAX B CbOTBETCTBUC C UBUCKBAHUATA HA MECCTHOTO
3aKOHOJATCIICTBO U C BCUYKHU MMPUIJIOKUMHA HAIITUOHATIHU CUCTCMHU 34 C’L6I/IpaHe. Te3n MCPKH 1IC
IIOMOT'HAT 3a OIla3BaHC Ha OKOJIHaTa Cpcaa.

Ilonuraiite Bamms BCTCPUHAPCH JICKAP KaK Ja YHUIIOXUTC HCHYKHU BETCPUHAPHU JICKAPCTBCHU

MPOYKTH.

13. Kuacupukanusi Ha BeTepUHAPHHUTE JeKAPCTBEHH NPOAYKTH
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Jla ce oTimycka camo TI0 JIEKapCKO Mpe/IIrcaHue.

14. HomMepa Ha pa3pelieHHETO 32 THProBUs U pa3MepH ONMMAKOBKH

EU/2/17/206/016-023

TaOneTkuTe ca OMaKOBaHH B allyMUHHI/aTyMHUHUHN ONHMCTEpH, OTIAKOBAHN BbB BHHITHA KAPTOHEHA
KyTHs. TabneTkuTe OT BCsAKa KOHLIEHTPANKUs ce MpeaaraT B OMakoBKH oT 1, 3, 6 wiu 18 tabnerku.

He Bcuukn pasMEpu Ha OITAaKOBKATa MOrat Ja 6’L,I[aT npeajlaranv Ha masapa.

15. JlaTa Ha mocJjiefHATa pefaKIUs HA TEKCTA

(MM/ITTT}

[MonmpoOHa nHbopMalys 3a TO3M BeTepUHAPEH JIEKapCTBEH MPOAYKT MOXKE Jia HaMepuTe B 0a3ara
nanHd Ha ChrO3a OTHOCHO MPOAYKTHTE.

16. JlanHwu 3a Bpb3Ka

Hpme;xaTen Ha pa3pCHICHUETO 3a THProBUA U JaHHU 3a BPbH3Ka 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 boarapus
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

EAMGdo
TnA: +386 82880137
PV.GRC@elancoah.com

Espaiia
Tel: +34 518890402
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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

Polska
Tel.: +48 221047306



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

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

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

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.XXI@elancoah.com

HDOI/IBBOI[I/ITCJL OTroBap4II 3a OCB060)KZ[aBaHeTO Ha IMapTHUaM:

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

17. JdombjaHuTteaHa HH(pOpMAIUA

JloTunanep, YMUCT CHAHTHOMEP OT KJlaca Ha N30KCAa30JIMHUTE, € aKTHUBEH CPEIy ObJIXU
(Ctenocephalides felis n Ctenocephalides canis) n xbpnexu (Ixodes ricinus).

Jlotunanep e momeH naxudburop Ha GABA (rama-amMmuHOMAacCIieHa KUCEIIMHA )-3aBUCUMUTE XJIOPHTHU
KaHaJIH, KOSTO BOJIU JIO Obp3a CMBPT Ha KbpJeKU U Obiixu. [Ipu in vitro npoyuBaHusl aKTHBHOCTTA Ha
JIOTHIIAHEP CPelly HIKOW apTPOIIOIHH BUIOBE HE CE MOBJHSBA OT PE3UCTEHTHOCT KbM XJIOPOPTaHUIHU
(muxnmonunenwn, Hanpumep dieldrin), permmmmpasonu (Hamp. fipronil), HeoHUKOTHHOWAN (HATIP.
imidacloprid), bopmamunuay (Hamp. amitraz) u mupeTpouan (Hamp. cypermethrin).

Havanoto Ha eukacHOCTTa Cpelly ObJIXU € B paMKUTe Ha 12 daca ciie/l MPUKPEIIBAHETO UM U B
MPOABIDKCHUE Ha €IMH MECEI] CIIe/ MPUIAraHeTo Ha MPOYKTa. BhIXUTe 10 )KUBOTHOTO HpEU
MpUJIaraHeTo Ha MPOIyKTa OMBAT yOWTH B paMKHTE Ha § daca.

Hauganoto Ha edrkacHOCTTa Cpelry KbpJIeKd € B paMKuTe Ha 24 daca clie/] MPUKPEITBaHeTO UM H B
NPOIBIDKCHUE HA €UH MECell Clie/l IPUIaraHeTo Ha MpoayKTa. KbpiexxuTe mo »KUBOTHOTO MPeaH
NpUIaraHeTo Ha MpoayKTa OuBaT yOUTH B paMKuTe Ha 18 vaca.

BerepunapHUAT NTeKapcTBEH MPOAYKT YOMBA CHIIECTBYBAIINTE M HOBOTIOSIBUIIUTE CE€ OBIIXH BHPXY
KOTKHUTE TPEIN Te JIa CHecaT stima. [1o To3u HauiH MpOoAYKTHT MPEKHCBA JKU3HEHHUS [IUKBI HA OBIIXHUTE



Y TIpera3Ba 3a00MKasIIaTa cpeia OT Olapa3uTsABaHe ¢ OBJIXH B 30HUTE, IO KOMUTO KOTKaTa UMa
JIOCTBII.
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