INPHUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAMMEHOBAHME HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

AdTab 56 mg Tabnerku 3a 7pBUeHE 3a Kyyera (1,3-2,5 kg)
AdTab 112 mg tabnetku 3a ApBUEHE 3a KyueTa (>2,5-5,5 kg)
AdTab 225 mg TabneTku 3a qbBUCHE 3a KyueTa (>5,5-11 kg)
AdTab 450 mg Tabnerku 3a qbBUCHE 3a KydeTa (>11-22 kg)
AdTab 900 mg tabnetku 3a 1bBUeHE 3a KyueTa (>22-45 kg)

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

AKTHBHO BelleCTBO:
Bcsika Tabnerka 3a AbBUCHE CHABPXKA:

AdTab TabJjieTku 32 1bBUYeHe lotilaner (mg)
3a kyuera (1,3-2,5 kg) 56,25

3a kyueta (>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

IlomouHu BemecTBa:

KadecTBeH ¢hLCTaB HAa MOMOIIHNUTE BelIeCTBA
U IPYruTe ChbCTABKHU

Ienyno3a, mpaxoobpa3Ha

JlakTo3a MOHOXHUApPAT

CI/IJ'II/IKaTI/I3I/Ip aHa MUKPOKPUCTAJIHA TEITYJ103a

OBKycCHTEI C apoMar Ha CyIIeHO MECO

Kpocnosugon

TToBumon K30

Hatpues naypuicyngat

CunuuueB THOKCHU, KOJIOUACH, 0e3B0OIeH

MarunesueB cTeapat

bemn a0 0exKOBU KpbIIn TaOJIETKH 32 JABBYCHC C Ka(l)eHI/IKaBI/I IICTHA.

3. KJIMHNYHA UHOOPMAILIUA

3.1 BupaoBe :KMBOTHH, 32 KOUTO e npeanaznayed BJIII

Kyuera.

3.2 Iloxa3anus 3a ynorpeda 3a BCeKH BH/ JKMBOTHH, 32 KOWTO e NpeJHa3HAYEH MPOAYKTHT
3a nedeHue Ha omapa3uTsIBaHe ¢ OBIXH U KbPJISKHU NPH KydeTa.

To3u BeTeprHAPEH JICKAPCTBEH MPOAYKT MMa He3a0aBeH e(DEeKT U CIIOCOOHOCT Ja yOuBa ObIXU
(Ctenocephalides felis n C. canis) n xbpaexu (Rhipicephalus sanguineus, Ixodes ricinus,

1. hexagonus n Dermacentor reticulatus) B IpobJDKeHHE Ha 1 Mecer.
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braxute u kppexuTe TpsiOBa Ja ce MPUKPEIAT KbM rOCTONPHUEMHHIKA U J1a 3all0YHAT JIa Ce XPaHAT, 3a
Jia ObAAT U3TI0XKCHH HA BH3ICUCTBUETO HA AKTHBHOTO BEIICCTRO.

3.3 IIporuBomoka3zanus

I[a HC CC U3M0JI3Ba IPU CBPBbXTYBCTBUTCIHOCT KbM AKTUBHOTO BCIICCTBO UJIKM KbM HAKOC OT
IIOMOIITHHUTEC BCIICCTBA.

3.4 ChnenuajHM npexynpe:KIeHust

ITapasutute TpsAOBa 1a 3aMOYHAT J1a CE XPAHAT OT TOCTONPUEMHHNKA, 32 Ja 0BT U3II0KEHH Ha
JIEUCTBUETO HA JOTUIIAHEP, IOPAIX TOBA HE MOXE /1a C€ U3KIIIOUM HAITBIHO MPEIaBAHETO HA
3a00JIIBaHNs, IPEHACSIHA OT TIAPa3HTH.

TpsiOBa 1a ce 0OMHUCITN BEPOSTHOCTTA JAPYTH )KHUBOTHHU B JOMAKHMHCTBOTO J1a Ca U3TOYHHUK HA TOBTOPHO
orapasuTsBaHe ¢ OBJIXU U MPU HEOOXOUMOCT, T€ Aa ObIaT TPETHUPAHU C TIOIXOMISII TPOIYKT.

Bceuuky cTanyu Ha pa3BUTHE HAa OBJIXUTE MOTaT Ja ONapa3uTAT MOCTEIKaTa Ha Ky4eTO U OOMYaiHUTE
MecTa 3a IMOYMBKA, KaTO KWJIMMH 1 MeKa Meben. [Ipu MacoBo omapa3uTsaBaHe ¢ OBJIXHM U B HAYAJIOTO Ha
MEPKUTE 32 KOHTPOJI, TE3W 30HU TPSOBA JIa Ce TPETUPAT C TOAXOIAI] MPOIYKT U CIIEe]] TOBA PEIOBHO J1a
Ce TIOYHCTBAT C IIPaxXOCMyKayKa.

3.5 ChnenuaJHy NpeANasHH MePKH IIPH ynoTpeda

CrenmanHy Ipeana3sHy MEPKH 3a Oe30IacHa ynoTpebda IIpyu BUIOBETE )KUBOTHH, 38 KOUTO €
npennasHauen BJIIT:

Benukn narnan 3a 6€30MacHOCT U e(pUKacCHOCT ca MOTYYeHH OT Ky4eTa M Ky4eHIla, HaBbPIIHIH §
CEJIMHIIY U TTO-BB3PACTHH, U C TejecHa Maca 1,3 kg u moseue. [Ipu nunca Ha JOCTBITHA UHPOPMAIIHS,
Tps0Ba J]a ce MOThPCU CHBET OT BETEPUHAPEH JIEKap NpPE/IH JICUCHNE HAa KY4YCHIIa Ha Bh3PacT Moj 8
CeIMMIIY WU C TeJecHa maca mox 1,3 kg.

CHCLII/IEIJ'IHI/I Opeanasiy MCPKH 3a JuliaTa, mpujaaraimy BETCpUHAPHUA JICKAPCTBCH NPOAYKT Ha
KHUBOTHHUTC!

Crnen paboTa ¢ IpoyKTa, U3SMHUATE PBHIETE CH.
[Ipu cnyuaitHo norireiiane, He3a0aBHO J1a C€ MOTHPCHU MEIUIIMHCKU CHBET, KaTO Ha JIEKaps ce
MPEIOCTAaBH JINCTOBKATA UJIM €TUKETAa Ha MPOAYKTA.

CrenyaiHy npearna3Hi MepKH 3a 3allliTa Ha OKOJIHATA cpejia:

He e npunoxumo.
3.6 HeOnaronpusiTHH peaknmun

Bunose xuBOTHH, 3a KOUTO € ipeaHa3HadeH BJIIT: kyuera

MHoro peaku Juapus'?, Kepsasa nuapus', [ToBpbiiane';
(mo-manko ot 1 ma 10 000 Tpetupanu | Anopekcus'?, Jleraprus?, Honmumuncus2;
JKUBOTHH, BKIOUUTENHO M30TMPAHH | Araxcus®, Konsyuncun®, Tpemop®;
CHOOIICHHS ): Tpypuryc'?;

HeymectHo ypunnpane', Homuypus'2, Vpunapaa
WHKOHTHHEHIIHS 2

! Jleku ¥ mpexomHu
2 OGHMKHOBEHO IPEMHHABAT O€3 JICUeHUE



3 B moBEYETO CiTydan ca BpeMEHHU

Cro0maBaHeTo Ha HEOJIATONPUATHHU PEaKIUU € BaKHO. ToBa MO3BOJIsIBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30MacHOCTTa Ha BETEPHHAPHHUS JICKapCTBEH NpoayKT. ChoOmeHusTa TpsiOBa aa ce u3mpamniar, 3a
MIpeANOYNTaHE Ype3 BETEPHUHAPCH JIeKap, TN Ha TIPUTEXKATENSI Ha pa3pelIeHHeTo 3a ThPToBHS, WM Ha
HaAIMOHATHHUS KOMIIETCHTEH OpraH Ype3 HallMOHAIHATa CHCTEMA 3a ChoOIaBane. BikTe Touka
,»JJaHHH 32 Bpb3Ka* OT JIMCTOBKATA.

3.7 VYmnorpeba no Bpeme Ha OPeMEHHOCT, JAKTAIUS WU siillEeHOCeHe

be3omnacHocTTa Ha BeTepUHAPHUS JIEKAPCTBEH MPOAYKT HE € JIOKa3aHa [0 BpeMe Ha OpEMEHHOCT H
JIAKTALMS WK TPU Pa3BhIHU KydeTa.

bpeMeHHOCT U JIaKTallHs:

JlabopaTopHuTe MpOydYBaHUs PH IIHXOBE HE MMOKA3BaT HUKAKBH J0KA3aTEICTBA 32 TEPATOTEHHOCT
WIN HIKaKbB HEOJIAroNMpUsATeH e(EKT BhPXY PENpPOIyKTUBHATA CIIOCOOHOCT HA MBKKUTE U )KEHCKHUTE
KUBOTHU. KOHCyNTHpAaiiTe ce ¢ BeTepuHApEH JIeKap Ipear JeUeHue 1Mo BpeMe Ha OpeMEeHHOCT U
JaKTaI¥sl.

3aI1019€MOCT:
KoHncynTtupaiite ce ¢ BeTepruHApEH JIeKap MPeIn JICUCHHE Ha KyJeTa 3a Pa3Iuioj.

3.8 B3zaumoaeiicTBHe ¢ IPyru BeTEPUHAPHHU JeKAPCTBEHH NMPOJYKTH U APYyru popmMu Ha
B3anMojieiicTBHe

He ca usBecTHn.

[Ipu KIMHUYHOTO U3NMUTBAaHE HE ca HAOJIIOAaBaHU B3aUMOJCHCTBUS MEXIy JOTHIAHED U PyTUHHO
U3II0JI3BAaHUTE BETEPUHAPHU JIEKAPCTBEHH MPOLYKTH.

3.9 Ha4uH Ha NpUJIOKEHUE U JO3MPOBKA

TlepopanHo npuioxeHue.

BerepunapHUAT ekapcTBEH IPOAYKT TPsiOBa J1a ce Ipuiiara B CbOTBETCTBUE C TaOIMLATA [0-/101Ly, 32
Ja ce rapanTupa Jo3a ot 20 10 43 mg norunanep/kg TenecHa mMaca.

TesiecHa maca KonnenTpanust u 0poif Ha TabJIeTKHTe, KOUTO ce MpUJIarat
Ha Ky4eTo (kg) AdTab AdTab AdTab AdTab AdTab
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 [Toaxonsma KOMOMHAIINS OT TaOIETKH

3a kyueTa ¢ TenecHa Maca Haja 45 kg u3nonsBaiite moaxosa KOMOWHALMS OT HATHYHUTE
KOHILIEHTpALHH, 32 Jia IPUJIOKUTE Mpenopbyuanara no3a ot 20 — 43 mg/kg.

[Ipunaranero Ha mo-HUCKa 4032 MOXKE a A0Bele 10 HeeeKTHBHA yHoTpeba U Ja CIOMOTHE 32
pa3BUTHE HA PE3UCTEHTHOCT.

3a rapaHTupaHe Ha NIpaBUJIHA JO3UPOBKA TeJIeCHAaTa Maca TpsiOBa Jia ce oIpeesld Bb3MOKHO Haii-
TOYHO.

AdTab e aneTutHO OBKyceHa TalneTKa 3a JbBueHe. [Ipunaraiite Tabnerkara(ure) 3a AbBYCHE BEIHDBK
MECEYHO 110 BpeMe Ha XpaHEeHE WIIH CJe]] XpaHeHe.



3a onTHMaseH KOHTPOJ Ha OMapa3uTABAHUSA ¢ OBJIXU U KbPIIEXKH, MPOAYKTHT TPSOBA Ja ce mpujara Ha
MECEYHU MHTEPBAIH IPE3 CE30HUTE, B KOUTO UMa OBJIXU W/WIH KbPIIEKH, B 3aBUCUMOCT OT MECTHATa
CMUIEMHUOIIOTUYHA CUTYaIIUS.

3.10 CumnTomMH Ha npeAo3NpaHe (M KOraTo e NPHJI0KMMO — NPoNeIypH Ha AelicTBHe IPH
CIICLIHHU CIy4Yau U AHTHIOTH)

He ca nabOmromaBaHu HEONAronpusTHA peakiMd CieJl MEpOpaIHO TPUIOKEHHE Ha
BETEPHHAPHHUS JICKAPCTBEH MPOAYKT MPU KydeHIIa Ha Bh3pacT 8—9 ceMUIU U C TelleCHa Maca
1,3 — 3,6 kg, Tpetupanu ¢ 103a, IpEBUIIaBaIla 10 5 TbTH MaKCHMAaJIHaTa MpernopbuaHa 103a
(43 mg, 129 mg u 215 mg norwnanep/kg TenecHa maca), oceM MPHIOKEHUS HA MECEUHU
WHTEPBaJIH.

3.11 CrheumnajHH OrpaHHYEHHs 32 yNoTpeda U cCelMaTH YCJIOBHS 32 yOTPeda, BKIIOYNTETHO
OrpaHUYeHHs 32 yNOTpedaTa HA AHTUMMKPOOHU U MPOTHBONAPA3UTHU BeTePHHAPHU
JIEKAPCTBEHHU MPOIYKTH, C IeJI 1a ¢e OTPAHHYYN PHCKBT OT PA3BUTHE HA PE3UCTEHTHOCT

He e mpuioxumo.
3.12 KapeHTHH CpOKOBe

He e npunoxxumo.

4. DAPMAKOJIOT'NYHA HHO®OPMALIUSA
4.1 BerepuHapeH JiekapcTBeH aHaTOMO-TepaneBTH4YeH Ko (ATCvet Code): QP5S3BE(04
4.2 dapmakoaMHAMHKA

JloTnnanep, YuCT EHAHTUOMED OT KJlaca Ha N30KCA30JIMHHTE, € aKTUBEH CPEILy OBJIXH
(Ctenocephalides felis n Ctenocephalides canis) n xppnexure Dermacentor reticulatus, Ixodes
hexagonus, Ixodes ricinus v Rhipicephalus sanguineus.

Jlotunanep e momieH naxuobuTop Ha GABA (Trama-aMruHOMAcIeHA KUCEIMHA )-3aBUCUMHTE XJIOPUIHU
KaHaJI{, KOETO BOAH 10 Obp3a CMBPT Ha KbPJIEKHU U OBIXH. AKTUBHOCTTA Ha JIOTWIAHED HE Ce
MOBJIUSIBA OT PE3UCTEHTHOCT KBbM XJIOPOPraHWYHU (LMKIoAneHH, Hamp. dieldrin), enmnmupazonu
(marmp. fipronil), Heonukoruronau (Hanp. imidacloprid), popmamuauan (Hanpumep amitraz) u
nupeTpouu (Hamp. cypermethrin).

Hauanoro Ha edukacHocTTa cpelry ObJIXH € B paMKHUTE Ha 4 daca Cie]] IPUKPETIBAHETO UM U B
NPOIBIDKCHUE HA €IUH MECel Clie/l IPUIaraHeTo Ha NPOAyKTa. beiIxuTe 1o )KHBOTHOTO Npeau
NpUIaraHeTo Ha MPoLyKTa OMBaT yOUTH B paMKuTe Ha 6 yaca.

HauanoTo Ha edukacHOCTTa CpelLy KbpJIEKH € B paMKHUTE Ha 48 yaca ciiesl IpUKPENBaHETO UM H B
IPOJBDKEHUE Ha €IMH Mecel] ClIe/l IpIIaraHeTo Ha npoxykra. Kepnexure (1.ricinus) 1o ;KUBOTHOTO
npey NpUIIaraHeTo Ha IPOyKTa OUBaT yOUTH B paMKUTE Ha § yaca.

BeTepI/IHapHI/IHT JICKApCTBCH NPOAYKT Y6HBa CbIICCTBYBAIIIUTC U HOBOIIOSIBUJIUTC CC OBJIXH 1O Ky4€TO
npeau T¢ a cHecat Hﬁ].la. Ilo To31 HAauuH MNPOAYKTHT MMPCKBCBA ) XU3HCHUS NUKDBII HA OBJIXHUTE U
npeamnassa 3aO6I/IKaJ'I$[H_IaTa cpcaa OT OoImapa3uTiaBaHE C OBJIXU B 30HUTEC, 10 KOUTO Ky4C€TO UMa JOCTHII.

4.3 dapMaKkoKNWHETHKA

Cren nepopajiHO MPHUIOKEHUE JIOTHUIIAHEP ce pe30pOupa JECHO, KaTO MaKCUMalHaTa KOHLEHTPALUs B
KPBBTa ce JOCTUTa B pAMKHUTE Ha 2 yaca. XpaHaTa 1oJ1o0psiBa pezopoupaneto. TepMUHATHUAT



HOJIYKHUBOT € IpUOIM3uTeNHO 4 ceaMuiy. IIpoabIDKUTETHUAT TEPMUHANIEH TI0JIY>KUBOT OCUTypsiBa
e(eKTHBHU KOHLEHTPALUHU B KPBBTA 32 LIEHS CPOK HA MEXIy1030BUSI HHTEPBAL.

OCHOBHHAT BT HA SIIMMUHUPAHE € Ype3 OMiinapHa eKCKpelys, a BTOPOCTEIIEHHUSAT — upe3 ObOpedHa
exckpeuus (mo-manko ot 10 % ot gozata). Jlorunanep ce Mmerabonusupa B MajiKa CTEIEH B 10-
XUIPOGUIHH CHEIUHEHUS], KOUTO ce HaOJII0aBaT B U3NIPAKHEHUATA U YPUHATA.

5. OAPMANEBTUYHU JAHHU

5.1 OcHOBHH HECHbBMECTHMOCTH

He e npunoxxumo.

5.2 Cpoxk Ha rogHoCT

Cpok Ha TOJHOCT Ha KpailHUS BETEPUHAPEH JIEKApPCTBEH MPOIYKT: 3 TOAMHU.

5.3 ChenuanaHu yca10BHs 32 CbXpaHeHHe

To3u BCTCPUHAPCH JICKAPCTBCH MMPOAYKT HC N3MCKBA HUKAKBU CIICIIMATIHU YCJIOBHA 3a CHbXPAaHCHUEC.

5.4 Bwuau cbcTaB Ha MBPBHYHATA ONAKOBKA

TabneTkuTe ca ONMaKOBaHU B alyMUHHI/aTyMUHAHN OJMCTEpH, OTIAKOBAHU BbB BHHIITHA KAPTOHECHA
KyTHs. TabIeTKUTe OT BCAKa KOHIIEHTPAIIMS CE MPEeJIaraT B OMakoBKH OT | uiu 3 TabieTku.

He Bcuukn pa3MEpu Ha OIMMaKOBKATa MOrarT aa 6’B,Z[aT npeajiaranv Ha masapa.
5.5 Cneuna.mm MEPKHU 32 YHUINOKABAHE HA HEU3IMOJA3BAHU MMPOAYKTH HJIH OCTATHIUHU OT THAX

BerepunapHuTe nexapCcTBEHH MPOIYKTH HE TPOBa 1a ObJaT U3XBBPISHU Upe3 OTIIATHU BOTU HITH
OWTOBH OTIABIIN.

Hznomn3Baiite [IporpamMu 3a BpbIIaHC IIPU YHHUIIOXKABAHCTO HAa HCU3IIOJI3BAHN BETCPUHAPHU
JICKApPCTBCHU IMPOAYKTU WK OCTAThLU OT TAX B CbOTBETCTBUC C U3UCKBAHUATA HA MECTHOTO

3aKOHOJIATEJICTBO M C BCHUKH HAIlMOHAJIHH CUCTEMH 3a ChOMpaHe, MPUIIOKUMHU 32 ChOTBETHUS
BETEPUHAPEH JIEKAPCTBEH MIPOAYKT.

6. HNME HA ITPUTEXATEJISI HA PASPEIIEHUETO 3A THbPT'OBUA

Elanco GmbH

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

EU/2/22/288/001-010

8. JATA HA ITBPBOTO U3JIABAHE HA PABPEIHLIEHUETO 3A ThbPI'OBUS

JaTa Ha TEPBOTO M3AaBaHEe Ha pa3pemeHneTo 3a Thprosus: 13/09/2022.

9. JATA HA TIOCJIIEAHATA PEJAKIIS HA KPATKATA XAPAKTEPUCTHUKA HA
ITPOAYKTA



10. KJACHUPUKAILIUA HA BETEPUHAPHUTE JIEKAPCTBEHMU ITPOAYKTH

Ja ce oTimycka 6e3 nexapcko npeucaHue.

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




1. HAMMEHOBAHME HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

AdTab 12 mg Tabnerku 3a gpBuUeHe 3a KoTKH (0,5-2,0 kg)
AdTab 48 mg Tabnerku 3a ApBUYeHE 32 KOTKHU (>2,0-8,0 kg)

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

AKTHBHO BellIeCTBO:
Bcsika Tabnerka 3a AbBUCHE ChABPXKA:

AdTab TabJjieTku 32 1TbBUYeHe lotilaner (mg)
3a kotku (0,5-2,0 kg) 12
3a kotku (>2,0-8,0 kg) 48

ITomoiHu BemiecTnBa:

KadecTBeH cbcTaB HAa HIOMOLIHUTE BellleCTBa
U IPYTHTE CbCTABKH

Mas Ha npax (OBKycHUTeN)

CunmukaTn3upana MUKPOKPHCTAIHA [ETyI03a

Henynoza, mpaxoobpa3Ha

JlakTo3a MOHOXHUApPAT

TToBumon K30

Kpocnosugon

Hatpues naypuicyngat

Banunun (oBKycuten)

Cunuuues THOKCHU, KOJIOUACH, 0e3B0OIcH

MaruesueB cteapat

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

3. KIMHUYHA UHOPOPMALIUA

3.1 Bupose *KUBOTHH, 32 KOUTO e mpexHasHadyeH BJIIT

Kotku.

3.2 Iloxa3anus 3a ynorpeda 3a BCeKH BH/J JKMBOTHH, 32 KOWTO e NpeJHa3HAYEH MPOAYKTHT
3a jieyeHre Ha ONapa3uTsIBaHe C ObJIXU U KbPIEKH MPU KOTKH.

To3u BeTeprHAPEH JICKapPCTBEH MPOAYKT UMa He3a0aBeH e(DEeKT U CIIOCOOHOCT 1a yOuBa ObIXu
(Ctenocephalides felis n C. canis) u xppiexu (Ixodes ricinus) B mpoabbKeHNE Ha 1 Mecerr.

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

3.3 IIporuBomokazaHus



I[a HE CC U3M0JI3Ba IIPU CBPbXYYBCTBUTCIHOCT KbM aKTUBHOTO BEIIECTBO UJIU KBM HAKOC OT
IIOMOIIIHUTEC BCIICCTBA.

3.4 CheuunajHu mpeaynpeskaeHus

[TapasuTuTte TpsOBa jJa 3armOYHAT J1a CE XPaHAT OT TOCTONPUEMHUKA, 32 J1a ObJaT N3TI0KEHHU Ha
JIEUCTBUETO Ha JOTUIIAHEP, IOPAIX TOBA HE MOXKE /1a C€ U3KIIOUYM HAITBIHO MPEAaBAHETO Ha
3a00JIsIBaHNS, IPCHACSHU OT ITapa3uTH.

Tps0Ba Ja ce 0OMHUCITN BEPOSTHOCTTA IPYTH )KUBOTHU B JOMAaKWHCTBOTO JIa €2 M3TOYHUK HA IOBTOPHO
ormapasuTsBaHe ¢ OBJIXU U MPU HEOOXOUMOCT, T€ Ja ObIaT TPETHPAHH C TIOIXOMISII TPOIYKT.

Bcenuku cTanuu Ha pa3BuTHE Ha OBIXUTE MOTAT JIa OTIAPA3UTAT MOCTEIKaTa Ha KOTKaTa U O0WYaiHNTE
MeCTa 3a MOYMBKa, KATO KWIMMHU 1 Meka MeOen. [Ipu MacoBo omapa3uTsiBaHe ¢ OBJIXH U B HAYAIOTO Ha
MEPKUTE 32 KOHTPOJ, Te3U 30HU TPSOBA JIa CE TPETHPAT C TIOXOISI IPOAYKT U CJIE TOBA PEIOBHO Ja
Ce TIOYHCTBAT C MPaxOCMyKadKa.

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

[Topaau HeOCTATHYHO JAaHHU B TIOJKPENa Ha €PUKACHOCTTA MPOTUB KbPIICIKU MPH MIIATH KOTKH, TO3H
MPOAYKT HE CE MPEMOPbUBa 32 TPETUPAHE CPEIy KHPJICKHU IIPU KOTEHLIA HA S-MeceyHa Bb3pacT Win
TI0-MaJIKH.

3.5 ChnenuajHy NpeANasHH MePKH IPH ynoTpeda

CrenmanaHy Ipeana3sHy MEPKH 3a Oe30IacHa ynoTpebda IIpy BUIOBETE )KUBOTHH, 38 KOUTO €
npennasHauen BJII:

JlanauTe 3a 0€30MacHOCT ¥ €()UKACHOCT Ca MOIYYCHU OT IPOYYBAHHUS MPH KOTKH, HABBPIIHIN 8
CEJIMHIIY U TO-BB3pacTHH ¢ TenecHa maca 0,5 kg nnm noseue. [Ipu nunca Ha goCThITHA HHPOPMAIIHS,
TpsOBa J]a ce OTHPCU CHBET OT BETEPUHAPECH JICKap MPE/IH JICYCHNE Ha KOTCHIIA Ha BB3PacT Mo 8
CeJIMHIIM W ¢ TeaecHa maca mox 0,5 kg.

CHCLII/IEIJ'IHI/I Opeanasiy MCPKH 3a JUliaTa, mpujaaraimy BETCpUHAPHUA JICKAPCTBCH NPOAYKT Ha
KHUBOTHHUTC!

Crnen paboTa ¢ IpoIyKTa, U3SMHUTE PBHIETE CH.
IIpu cygaitHo morabITane, He3abaBHO Ja Ce MOThPCH MEIUITMHCKH CHBET, KaTO Ha JIEKaps ce
MPETOCTaBH JUCTOBKATA MIIM €TUKETA HA TIPOIYKTA.

CrenyaiHy npearna3Hd MepKH 3a 3alliiTa Ha OKOJIHATA cpejia:

He e npunoxumo.
3.6 HeOnaronpusiTHH peakuun

Bunose xuBOTHH, 3a KOUTO € ipeaHa3HaueH BJIII: koTku

MHoro peaxu

(rmo-mamko ot 1 mHa 10 000 TpeTupanu
JKUBOTHH, BKITFOUUTEITHO M30JIUPAHU
CHOOIICHHUS):

Xunepakturocr '
IMoBpbuiane?

Arakcusi, MycKyJeH TpeMop
Taxumnues

Ipypuryc

AHopekcus, Jleraprust

! Jleku ¥ mpexomHu
2 OGMKHOBEHO IPEMHHABAT O€3 JICUeHNE




Cro0miaBaHeTo Ha HEOIATONPUATHHI PEaKIIUU € BaKHO. ToBa MO3BOJISIBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30MacHOCTTa Ha BETEPHHAPHHUS JICKapCTBEH NPoayKT. ChoOmeHusTa TpsiOBa aa ce u3mpamniar, 3a
MpeAnoYUTaHe Ype3 BEeTePUHAPEH JeKap, UK Ha MPUTEKATENS Ha pa3pelieHUeTOo 3a ThProBUs, WK Ha
HaITMOHATHHS KOMIIETCHTEH OpraH Ype3 HallMOHAIHATA CHCTEMA 3a ChoOIaBane. BikTe Touka
,»JJaHHH 32 Bpb3Ka* OT JIMCTOBKATA.

3.7 VYmnorpeda no Bpeme Ha OPeMEHHOCT, JAKTAIUS WU sliilleHOCeHe

be3omnacHocTTa Ha BeTepUHAPHHUS JICKAPCTBEH MPOAYKT HE € JIOKa3aHa [0 BpeMe Ha OPEMEHHOCT U
JIaKTaIus.

bpeMeHHOCT 1 JIaKTallHs:

JlaboparopHuTe MpOydYBaHUs TPH IIHXOBE HE MOKA3BaT HUKAKBH J0KA3aTeJICTBA 32 TEPATOTEHHOCT
WIN HIKaKbB HEOJIAronpusaTeH eeKT BhPXY PENpOIyKTUBHATA CIIOCOOHOCT HA MBKKUTE U )KEHCKUTE
*KuBOTHU. KOHCyNTHpAaiiTe ce ¢ BeTepuHApEeH JIeKap Ipear JeueHue 1Mo BpeMe Ha OpeMEeHHOCT U
JaKTaI¥sL.

3aI1019€MOCT:
KoHcynTupaiite ce ¢ BeTepUHapeH JIeKap MPeIn JICUCHHE Ha KOTKH 32 Pa3IuIo/.

3.8 Bs3aumogaeiicTBHe ¢ APYrd BeTePHUHAPHH JeKAPCTBEHHN MPOAYKTH U APYru (pOpMHU HA
B3auUMOJeHcTBHE

He ca usBecTHn.

[Ipu KIMHUYHOTO U3NUTBAaHE HE ca HAOJIOAaBaHU B3aUMOJCHCTBUS MEXIy JOTHIAHEP U PyTUHHO
U3II0JI3BAaHUTE BETEPUHAPHU JIEKAPCTBEHH MPOLYKTH.

3.9 HayuH Ha NpUJIOKEHUE U JO3MPOBKA

IIepopanHo npunoxeHue.

OBKyCEHUST BETEpUHAPCH JICKAPCTBEH MPOAYKT TPsiOBa Jla ce Ipuiiara B ChOTBETCTBUE ¢ TabiHIIaTa
0-710J1y, 3a Jia CE rapaHTUpa €AHOKPaTHA 1032 OT 6 10 24 mg soTriaHep/Kg TelecHa Maca.

TenecHa maca Ha KOTKaTa .

(ke) Konnenrparust u 0poit Ha TabJIETKUTE, KOUTO CE MPUJIarat
AdTab 12 mg AdTab 48 mg

0,5-2,0 1

>2.0-8,0 1

>8,0 TTonxonmsia KOMOMHALMA OT TaOJIETKH

IIpu xoTKHM ¢ TenecHa Maca Haj 8 kg, M3Mmon3BaiTe MOIX0IsIIa KOMOMHAIINS OT HATHIHUTE
KOHIICHTpAITNH, 32 J1a MPIIOKHUTE Mpernophyanara mo3a ot 6 - 24 mg/kg.

[Mpunaranero Ha Mo-HUCKA 7032 MOXKE Jia JIOBeJIe 10 HeeeKTUBHA yIoTpeda U ]a CIOMOTHE 32
pa3BHUTHE HAa PE3UCTEHTHOCT.

3a rapaHTHpaHe Ha MIPABIJIHA JIO3UPOBKA TeJIECHATa Maca TPsOBa Jia ce OMpe/IeT Bb3MOXKHO Haii-
TOYHO.

[punaraiite BeTeprHapHUS JEKAPCTBEH MPOIYKT 10 BpeMe Ha XpaHeHe Wiy 10 30 MUHYTH clie]t
XpaHeHe.
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3a onTHMaseH KOHTPOJ Ha OMAapa3uTABAHUATA C OBIXH U KbPISKH, BETEPUHAPHUSAT JIEKaPCTBCH
MPOAYKT TpsiOBa Ja ObJie MpUiIaraH Ha MECEUHU MHTEPBAIIN TIPE3 CE30HUTE, B KOUTO UMa OBJIXU U/WITH
KBPJICKH, B 3aBUCUMOCT OT MECTHATA CIHIEMUOJIOTUYHA OOCTaHOBKA.

3.10 CumnTomMHM Ha npeAo3NpaHe (M KOraTo e NPHJI0KUMO — NPoUeIypH Ha AelicTBHe IPH
CIICLIHHU CIy4Yau U AHTHI0TH)

He ca nabOmromaBaHu HEONAronpusTHA peakiMd CjeJl IEpOopaIHO TPUIOKEHHE Ha
BETEPHHAPHHUS JICKAPCTBEH MPOIYKT MPH KOTCHIIA Ha Bh3pacT 8 ceMUIlH, ¢ TenecHa maca 0,5
kg, KOUTO ca TpeTHpaHH C J103a MMOBEYE OT 5 MbTH MaKCUMaJHaTa mpernopbyana ao3a (130 mg
notunanep/kg TerecHa mMaca), 0ceM NPUIIOKCHHUS HA MECEUHN UHTEPBAJIH.

3.11 CneunuajHM OrpaHUYeHHs 32 YNoTpeda U crenMaJIHU yCJIOBHS 32 yNOTpe0da, BKJIIOYHATETHO
OrpaHUYEHMS 32 YIOTPedaTa Ha AHTUMMKPOOHHU U NPOTHBONAPA3MTHH BeTePHHAPHHU
JIeKapCcTBeHHU NMPOIYKTH, C IieJ A ce OTPAHMYN PUCKBT OT Pa3BUTHE HA Pe3UCTEHTHOCT

He e npunoxxumo.
3.12 KapeHTHH CpOKOBe

He e mpuioxumo.

4. DAPMAKOJIOI'NYHA UTHOOPMALIUA
4.1 BerepuHapeH JiekapcTBeH aHaTOMO-TepaneBTH4YeH Ko (ATCvet Code): QPS3BE(O4
4.2 ®apmakoguHAMHKA

JloTunaHep, YMCT CHAHTHOMED OT KJlaca Ha N30KCA30JIMHHUTE, € AKTUBEH CPEILy OBbJIXH
(Ctenocephalides felis n Ctenocephalides canis) v xwpnexu (Ixodes ricinus).

Jlotunanep e MormieH nHXuUOUTOp Ha GABA (rama-amMmrMHOMAacjI€HA KUCEINHA)-3aBUCHMUTE XJIOPUIHU
KaHaJIM, KOETO BOJIU 710 Obp3a CMBPT Ha KbpIiesku U Obaxu. [1pu in vitro mpoydBanus, akTUBHOCTTA Ha
JOTHJIaHEp CPEIly HAKOW apTPOIIOJHH BHIOBE HE CE MOBJIHSABA OT PE3UCTEHTHOCT KbM XJIOPOPTaHHIHU
(umuknonuenu, Hanp. dieldrin), dbenunmupazonu (Hanp. fipronil), HEOHUKOTHHOMIN (HATIP.
imidacloprid), bopmamuarau (Hanpumep amitraz) U mupeTpounu (Hamp. cypermethrin).

Hauanoto Ha edukacHoctTa cpemty ObJIXu € B paMKuTe Ha 12 yaca ciies IpUKpenBaHETO UM H B
MPOIBJDKEHHUE Ha €IUH MeCell ClIe IPUIIAaraHeTo Ha MPOoayKTa. BeaXuTe no )KMBOTHOTO Ipeau
MpUJIaraHeTo Ha MPOAYKTa OMBAT yOUTH B paMKHTE Ha 8 daca.

Hayanoto Ha ehukacHOCTTa CpeIly KbPJICKHU € B paMKUTE Ha 24 vaca Clie/] IPUKPEIIBAHETO UM U B
MPOABIDKEHHE Ha €MH MEeCel] cIie/l MpUilaraHeTo Ha MpoaykTa. Kepiexxure mo )KMBOTHOTO Mpean
NpUIIaraHeTo Ha MPOJyKTa OuBaT yOUTH B paMKuTe Ha 18 vaca.

BerepunapHUAT neKapCcTBEH NPOAYKT YOMBA CHIIECTBYBAIIUTE M HOBOTIOSBUIIUTE CE€ OBIIXH I10
KOTKUTE, MPeAU Te Ja cHecar giua. [1o To3u HauuH NpoAyKTHT NPEKbCBA KU3HEHUS LIUKbBJI Ha
OBJIXHTE U MPEJINa3Ba 3a00MKaJIAIIaTa cCpe/ia OT OlapasuTsIBaHe ¢ ObJIXU B 30HUTE, 10 KOUTO KOTKaTa
AMa JTOCTBII.

4.3 @apMakOKMHETHKA
Cren mepopaiHO MPUIOKEHUE JIOTHIIAHEP ce pe30pOHpa JIeCHO, KaTO MaKCUMalHATa KOHIICHTPAIIUS B

KpBBTa ce gocTura ciex 4 gaca. Jlorunanep e npubnusurenso 10 mbTH mo-OnoHaIMYEH, KOraTo ce
npueMa 1o BpeMe Ha XpaHeHe. TepMHHAIHUAT MOy KHUBOT € MPUOIM3UTENHO 4 ceMUIIH (cpeltHa
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XapMOHHUYHA cTOWHOCT). T0o31 TepMUHAJICH MOy KUBOT OCUTYPsIBa €(PEKTHBHYU KOHIICHTPAIIH B
KpBBTa 3a LIEIHsI CPOK HA MEKIYJ030BHUS HHTEPBAI.

OCHOBHHAT BT HA SIIMMUHUPAHE € Ype3 OMinapHa eKCKpelys, a BTOPOCTEIIEHHUSAT — upe3 ObOpedHa
exckpeuus (mo-manko ot 10 % ot gozata). Jlorunanep ce Mmerabonusupa B Majka CTEIeH B 10-
XUIPOGUIHH CHEIUHEHUS], KOUTO ce HaOJII0JaBaT B U3NIPAKHEHUATA U YPUHATA.

5. OAPMANEBTUYHU JAHHU

5.1 OcHOBHH HECHbBMECTHMOCTH

He e npunoxumo.

5.2 Cpok Ha rogHoCT

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

5.3 Chenuananu yca0BHA 32 CbXpaHeHHe

To3u BCTCPUHAPCH JICKAPCTBCH MMPOAYKT HC N3MCKBAa HUKAKBU CIICIIMATIHHN YCJIOBHA 3a ChbXPAaHCHUEC.

5.4 Bwuau cbCTaB Ha MBPBHYHATA ONAKOBKA

TabneTkuTe ca ONMaKOBaHU B alyMUHHI/aTyMUHUHN OJHUCTEpH, OTIAKOBAHU BbB BHHIITHA KAPTOHCHA
KyTHs. TaObneTKuTe OT BCsKa KOHIIEHTPAIIXS CE TIpeiaraT B OTIAKOBKY OT 1 mim 3 TabneTku.

He Bcuukn pa3MCpu Ha OIMMaKOBKATa MOrart aa 6’L,Z[aT npeayiaranv Ha masapa.
5.5 Cnelma.mm MEPKHU 32 YHUII0KAaBAaHE HA HCU3II0JI3BAHU MPOAYKTH WM OCTATBbUH OT THX

BerepunapHuTe 1€KapCcTBEHH MPOIYKTH HE TPsOBa 1a ObIaT U3XBBPISHHU Upe3 OTIIATHU BOIU HITH
OWTOBH OTIIANBIIN.

Hznomn3Baiite [IporpamMu 3a BpbIIaHC IIPU YHHUITOXKABAHCTO HAa HCU3IIOJI3BAHN BETCPUHAPHU
JICKApPCTBCHU IMMPOAYKTHU UK OCTAThLU OT TAX B CbOTBETCTBUC C USUCKBAHUATA HA MECTHOTO

3aKOHOZATEJICTBO U C BCUUKH HAITMOHAIHU CUCTEMHU 3a ChOUpaHe, IPUIOKUMHE 332 ChbOTBETHHS
BETEPUHAPEH JIEKAPCTBEH IIPOAYKT.

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

Elanco GmbH

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

EU/2/22/288/011-014

8. JATA HA ITBPBOTO U3JIABAHE HA PABPEIHIEHUETO 3A ThPI'OBUSA

JaTa Ha TBPBOTO M3AaBaHE Ha pa3pemeHneTo 3a Thprosus: 13/09/2022.

9.  JIATA HA HOCJEJHATA PEJAKLUSI HA KPATKATA XAPAKTEPUCTHKA HA
MPOJYKTA
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10. KJACHUPUKAILIUA HA BETEPUHAPHUTE JIEKAPCTBEHMU ITPOAYKTH

Ja ce oTimycka 6e3 ekapcko NpeucaHue.

IMTonpoOHa nH(pOpMaIHs 32 TO3M BETEPHHAPEH JIEKAPCTBEH MPOIYKT MOXKE J1a HaMepuTe B 6azaTa JaHHH
Ha Cplo3a otHOocHO nponykrute (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 KYTUA (KYUETA)

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

AdTab 56 mg Tabnerku 3a ApBUeHE 3a Kyyera (1,3-2,5 kg)
AdTab 112 mg tabneTku 3a IbBUEHE 3a KydeTa (>2,5-5,5 kg)
AdTab 225 mg TabneTku 3a AbBUCHE 3a KyueTa (>5,5-11 kg)
AdTab 450 mg tabnetku 3a 1bBUEHE 3a KyueTa (>11-22 kg)
AdTab 900 mg TabneTku 3a IbBUCHE 3a KyueTa (>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 Tabnerka
3 TabJeTKH

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

Kyugera 1,3-2,5 kg
Kyuera >2,5-5,5 kg
Kyuera >5,5-11 kg
Kyuera >11-22 kg
Kyuera >22-45 kg

‘ 5. TEPAIIEBTUYHU ITOKA3AHUSA

YOuBa OBJIXU U KbPIICKH
Eduxacen 3a 30 gau

‘ 6. HAYUHUA HA ITPUJIOKEHUE

[MepopaiHo mpUIIOKEHHE.
Ja ce npunara 1o BpemMe Ha XpaHeHe HITH CJIe]] XpaHCHE.

‘ 7. KAPEHTHHM CPOKOBE

| 8. CPOK HA ITOJIHOCT
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Exp. {mm/rrrIT}

‘ 9. CIIEIIMAJIHU YCJIOBUS 3A CbXPAHEHUE

‘ 10. HAJIMUCHT ,,JIPEJAU YIIOTPEBA ITPOYETETE JIMCTOBKATA“

[penu ynotpeda npoyereTe JIUCTOBKATA.

‘ 11. HAJAIIUCHT “CAMO 3A BETEPUHAPHOMEJINIIMHCKA YIIOTPEBA”

Camo 3a BeTeprHApHOMEIUITMHCKA YIIOTpeoa.

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

I[a CC ChbXpaHsBa AaJied OT Morjicaa U Ha HCAOCTBIIHU 3a [IC1a MCCTaA.

‘ 13. HWME HA IIPUTEXXATEJISI HA PASPEIIEHUME 3A ThbPI'OBUSA

Elanco GmbH

14. HOMEPA HA PABPEIIEHUETO 3A ThbPI'OBUS HA BJIIT

EU/2/22/288/001 (56 mg motunanep; 1 TabneTka 3a TbBUYCHE)

EU/2/22/288/002 (56 mg oTunaHep; 3 TabIETKH 3a THBYCHE)

EU/2/22/288/003 (112 mg notrunanep; 1 Tabnerka 3a JbBUCHE)
EU/2/22/288/004 (112 mg notunanep; 3 TaOJIETKH 3a JHBUCHE)
EU/2/22/288/005 (225 mg notunanep; | Tabnerka 3a TbBUCHE)
EU/2/22/288/006 (225 mg noTtrinanep; 3 TableTky 3a ThBUCHE)
EU/2/22/288/007 (450 mg notunanep; 1 TabieTka 3a qbBUCHE)
EU/2/22/288/008 (450 mg notunanep; 3 TaOICTKH 32 JHBUCHE)
EU/2/22/288/009 (900 mg notunanep; 1 TabneTka 3a JbBUCHE)
EU/2/22/288/010 (900 mg notunanep; 3 TaOJIETKH 3a JHBUCHE)

15. MAPTUJAEH HOMEP

Lot {Homep}
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NHOOPMAIUSA, KOATO CE NU3IIMCBA BbPXY BHBHIIHATA OITAKOBKA

KAPTOHEHA KYTHUA (KOTKHN)

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

AdTab 12 mg Tabnerku 3a 1pBuUeHe 3a KOoTKH (0,5-2,0 kg)
AdTab 48 mg Tabnerku 3a ApBYeHE 32 KOTKH (>2,0-8,0 kg)

2. KOJMYECTBO HA AKTUBHUTE BEILIECTBA

12 mg lotilaner
48 mg lotilaner

3. PASMEP HA OITAKOBKATA

1 TabneTka
3 TabneTKn

4. BUJIOBE )KUBOTHMU, 3A KOUTO E INIPEJTHA3ZHAYEH BJIII

Korku 0,5-2,0 kg
Kotku >2,0-8,0 kg

‘ 5. TEPAIIEBTUYHHU ITIOKA3AHUSA

Y6uBa OBIXH U KbPICKH
Edukacen 3a 30 nHu.

‘ 6. HAYUHU HA ITPUJIIOKEHUE

IlepopanHo npuiioxKeEHHE.
[Ha ce npunara no Bpeme Ha xpanene uiau 10 30 MUHYTH clie] XpaHeHe.

‘ 7. KAPEHTHUM CPOKOBE

| 8. CPOK HA TOJHOCT

Exp. {mMm/rrrT}

‘ 9. CIIEIIMAJIHU YCJIOBUS 3A CbXPAHEHUE

‘ 10. HAJAIMUCHT ,,IPEJAU YIIOTPEBA ITPOYETETE JIMCTOBKATA*
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[penu ynotpeda npoyereTe JIMCTOBKATA.

‘ 11. HAJIIUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIUHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCANIIMHCKA y1'IOTpC6a.

12. HAJIMNUCHT “IA CE CbXPAHSIBA JIAJIEY OT TOTJIEJA U HA HEJJOCTBITHA
3A JJEIJA MECTA”

I[a CC€ ChbXpaHsBa Oaji€d OT IIorjieaa 1 Ha HEAOCTBITHU 3a A€1a MECTA.

‘ 13. HME HA IPUTEXATEJIA HA PASPEIIEHUE 3A ThbPTOBUA

Elanco GmbH

14. HOMEPA HA PASBPEIIEHUETO 3A ThbPI'OBUS HA BJIIT

EU/2/22/288/011 (12 mg notunaHep; 1 TabiaeTka 3a IbBUCHE)
EU/2/22/288/012 (12 mg notunadep; 3 TaOIETKH 32 AHBUCHE)
EU/2/22/288/013 (48 mg notunanep; 1 TabneTka 3a A-BUCHE)
EU/2/22/288/014 (48 mg notunaHep; 3 TaOIETKH 3a AHBUCHE)

‘ 15. HAPTHUJIEH 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

AdTab

tad

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

56 mg lotilaner

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

‘ 3. IMAPTUJIEH HOMEP

Lot {nomep}

‘ 4. CPOK HA T'OJHOCT

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

BJIMCTEPU (KOTKH)

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

AdTab

‘ 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

AdTab 56 mg tabneTku 3a n1bBYcHE 3a kydera (1,3-2,5 kg)
AdTab 112 mg tabnetku 3a ApBUEHE 3a KyueTa (>2,5-5,5 kg)
AdTab 225 mg Tabnetku 3a 1bBUCHE 3a KyueTa (>5,5-11 kg)
AdTab 450 mg Tabnerku 3a qbBUEHE 3a KyueTa (>11-22 kg)
AdTab 900 mg tabnetku 3a 1bBUeHE 3a KyueTa (>22-45 kg)

2. CbcTaB

Bcsika TabneTka 3a AbBUCHE ChABPXKA:

AdTab Tabaerku 3a TbBYeHE lotilaner (mg)
3a kydera (1,3-2,5 kg) 56,25
3a kyuera (>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

bemn a0 0exxOoBU KpbIIn TaOJICTKH 32 JABBYCHC C Ka(beHI/IKaBI/I IICTHA.

3. Bujose :KUBOTHH, 32 KOUTO e npeanasnavyen BJIII
Kyuera.
4. IToxa3zanus 3a ynorpeoda

3a nedeHune Ha Omapa3uTsIBaHe ¢ KbPIEXKH U OBJIXU MPH KydeTa.

To3u BeTeprHAPEH JICKAPCTBEH MPOIYKT UMa He3abaBeH e()eKT U CIIOCOOHOCT 3 yOuBa ObIXH
(Ctenocephalides felis w C. canis) n xbpaexu (Rhipicephalus sanguineus, Ixodes ricinus, 1. hexagonus
u Dermacentor reticulatus) B npoabibkeHue Ha 1 mecerr.

beaxuTe u KbpiiexKUTE TPSIOBA 1A C€ MPUKPETISIT KbM TOCTOIIPUEMHHUKA U J1a 3alI0YHAT J]a Ce XPaHsIT, 3a
Jia ObAAT U3T0XKCHH HA BH3ICUCTBUETO HA AKTHBHOTO BEIIECTRO.

5. IIporuBonokazanus

Jla He ce M3Mo3Ba NPU CBPBXYYBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO MU KbM HIKOE OT
MTOMOIITHHTE BEIIECTBA.

6. CnenuaJiHu mpexynpexaeHus

CrienuaiHy NpeayNPeKICHAS

[Tapa3uTuTte TpsOBa Ja 3armOYHAT Jla CE XPaHAT OT TOCTONPUEMHUKA, 3a J1a ObJaT U3JI0KEHHU Ha

ﬂeﬁCTBHCTO Ha JIOTWJIaHEP, MOpaar TOBA HC MOKE a CC U3KJIHOYMU HAITbJIHO IPCAaBAHCTO Ha
3a6OJ'I$IBaHI/I}I, IMMPCHACSIHU OT MMapasuTH.

24



Tps6Ba na ce 0OMHCTH BEPOATHOCTTA IPYTH )KUBOTHH B TOMAKWHCTBOTO JIa Ca M3TOYHUK HA IIOBTOPHO
omapa3uTsABaHe ¢ OBJIXH U IIPH HEOOXOAMMOCT, T€ 1a OBAAT TPETHPAHU C TIOIXOIAI TIPOIYKT.

Bcewuku ctanuu Ha pa3BUTHE Ha OBIXUTE MOTAT Ja OMAPa3UTAT IMOCTENKaTa Ha Ky4eTO U OOWYaiftHUTe
MecTa 3a ITOYMBKA, KaTO KWJIMMH B MeKa Meben. [Ipn MacoBo omapa3uTsaBaHe ¢ OBJIXM M B HAYAJIOTO Ha
MEPKHTE 32 KOHTPOJI, TE3W 30HHU TPsIOBA J]a Ce TPETUPAT C TIOAXOIAIT IPOAYKT ¥ CJIe] TOBA PEIOBHO Aa
ce TIOYHCTBAT C IIPaxOCMyKaydKa.

CrienmaiHy Ipena3Hu MEepPKH 3a Oe30macHa ynotpeda Mpu BUJIOBETE dKUBOTHH, 32 KOUTO €
npenHasHayeH BJIIT:

Benukn naran 3a 6€30MacHOCT M €(PUKACHOCT ca TOJIYYeHH OT KydeTa M Ky4deHIla, HaBbPIIHIHN 8
CEJIMMIIY U TTO-BB3PACTHH, U C TejecHa Maca 1,3 kg u moseue. [Ipu nunca Ha JOCTBITHA UHPOPMAIIHS,
TpsiOBa J]a ce MOTHPCH CHhBET OT BETEPUHAPEH JIEKap Mpeay JISUeHNE Ha Ky4eHIla Ha Bb3pacT Moj 8
CEIMUITH WK ¢ TenecHa maca mmof 1,3 kg.

CrieluaiHy Ipena3Hi MEPKHU, KOUTO TPsiOBa Ja B3eMe JUIIETO, IPIIIATAIIO BETEPUHAPHUS JICKAPCTBEH
OPOJIYKT Ha )KUBOTHHTE!

Crnen paboTa ¢ IpoIyKTa, N3MUANUTE PHIIETE CH.

[pu ciryyaitHo moreliane, He3a0aBHO Ja ce MOThPCH MEJIUITUHCKH CHBET, KATO Ha JIeKaps ce
NPEZIOCTABH JINCTOBKATA MM €TUKETa Ha MPOJIYKTA.

BpeMEHHOCT U JaKTaIHs:

JlaGopaTopHuTe MPOy4YBaHUS TP TUIHXOBE HE IMOKA3BaT HUKAKBH JOKA3aTEIICTBA 32 TEPATOTCHHOCT.
Be3omacHocTTa Ha BeTepHHAPHUS JICKAPCTBEH MPOIYKT HE € JIOKa3aHa 110 BpeMe Ha OPEeMEHHOCT U
naktamus. KoHcynTupaiTe ce ¢ BeTeprHapeH JIeKap Mpean JeUCHHE 110 BpeMe Ha OpeMEHHOCT U
JIAKTaIusl.

3aI1019€MOCT:
JlaGopaTopHuTe MPOyUBaHUs IPH IIHXOBE HE MMOKA3BaT HUKAKBH J0Ka3aTeICTBa 32 HEOJIaronpusTeH

e(eKT BbPXY PENpOayKTHUBHATA CIIOCOOHOCT HA MBKKHUTE M YKCHCKUTE KUBOTHHU.
Be3onacHocTTa Ha BETEpUHAPHHUS JICKAPCTBEH MPOAYKT HE ¢ OKa3aHa MPH Pa3BbIHU KyUeTa.
Koncynrupaiite ce ¢ BeTeprHapeH Jiekap Npeiy JieueHre Ha KyJeTa 3a pasivioz.

BsauMoseiicTBue ¢ Ipyru BeTeprHApHU JIEKAPCTBEHU IPOAYKTH U APYrA GOPMHU HA B3aMMOJIEHCTBHE:
He ca n3ectau. [Ipy KITHHUIHOTO M3MUTBAHE HE ca HAOII0IaBaHN B3aUMOICHCTBHS MEKITY
JOTUJIAHEP U PYTUHHO U3IMOI3BAHUTE BETCPUHAPHU JICKAPCTBEH MPOAYKTH.

IIpenosupane:
He ca naGmromaBanyu HEOIArOMPHUATHH PEAKIINH CIIE TIEPOPATTHO MPUIIOKEHUE Ha BETCpUHAPHUS

JICKapPCTBEH IPOAYKT IPU KyueHIla Ha Bb3pacT 8-9 cenMuIy u ¢ TejecHa Maca 1,3-3,6 kg, TpeTupanu
¢ 7103a, IpEBHUIIaBaIia 10 5 MbTH MaKCUMaJTHATa Tpernopbyana go3a (43 mg, 129 mg u 215 mg
notunanep/ kg TenecHa maca), oceM NMPUIOKESHUS HA MECEYHH WHTEPBaJIH.

7. HeOnaronpusiTHu peakuuu

Bupose xxuBOTHH, 32 KouTo € mpennasHadeH BJIIL: kyuera

Mmnozo peoxu (no-manxo om 1 na 10 000 mpemupanu sHcusomuu, SKIHOUUMETHO U3OIUPAHU
cvobuenus).

Nuapus'?, Kepsasa quapus’, Ilospsmane'?;

Anopexcus'?, Jletaprus?®, Ilomuauncus (moBMIIeHa xKaxaa)'2;
Arakcus®, Konsyncun®, Tpemop?;

IIpypuryc (cpoex)'%;

HeymecTtHo ypurupane', Ilonmnypus (yBenudeHo oTaensHe Ha ypuna)' 2, YpunapHa MHKOHTUHEHIHs
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! Jlexu 1 mpexonHu
2 OOMKHOBEHO IIPEMMHABAT O€3 IcYeHUE
3 B moBeYeTo cilydan ca BpeMEHHU

CroOmiaBaHeTo Ha HEOIATONPUATHHI PEaKIIUU € BaKHO. ToBa MO3BOJISBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30macHOCTTa Ha MPOAYKTa. AKO 3a0eIeKUTe HAKAKBU HEOIArONPUATHH PEAKIIHU, BKIIOYUTEITHO U
TaKWBa, KOUTO HE Ca OMMCAHH B Ta3W JINCTOBKA MIJIM MUCITUTE, Y€ BETEPUHAPHUS JIEKAPCTBEH MPOIYKT
HE JeiCTBa, CBBPXKETE Ce MEPBO ¢ Bammst BeTeprHapeH jiekap. MokeTe ChINo 1a chobmaBare
HeOIaronprsATHU peakllny Ha IPUTEXKATENs Ha Pa3pelIeHHeTo 32 ThPrOBUs, KaTO U3ITONI3BAaTe JAHHNUTE
3a KOHTAKT B Kpasi Ha Ta3M JUCTOBKA WK Ype3 Bamara HanoHanHa cucreMa 3a ChoOIaBaHe:
{moIpOOHOCTH 3a HAIIMOHATHATA CUCTEMA }.

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

[IepopanHo npunoxeHue.

BerepuHapHUSIT IekapcTBEH MPOAYKT TPsIOBa J1a ce puiiara B ChOTBETCTBHE C TaOIHIIATA T0-/I0ITY, 32
na ce rapanTupa mo3a ot 20 mo 43 mg motwinanep/kg TenecHa maca.

Tesiecna maca Konnenrpanus u 6poii Ha Ta0JIeTKHUTe, KOUTO ce MPHJIArat
HA Ky4eTo AdTab AdTab AdTab AdTab AdTab
(kg) 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 IMonxonsia KOMOMHALUA OT Ta0JETKU

3a kyueTa ¢ TenecHa Maca Haja 45 kg usnosseaiite moaxosia KOMOUHAIIMS OT HATMYHHUTE
KOHIICHTPAIIMH, 3a JIa IPHIOKUTE Mpernopbyanara go3a ot 20-43 mg/ kg.

IMpuiaraHeTo Ha MO-HUCKA 1032 MOXKE J1a IOBee 10 HeeeKTUBHA yroTpeba 1 1a CIOMOTHE 32
pa3BUTHE HA PE3UCTCHTHOCT.

3a rapaHTHpaHe Ha MPaBUJIHA JO3UPOBKA TeJIeCHATa Maca TPsOBa J1a Ce ONpe/Iesd Bhb3MOKHO Haii-
TOYHO.

0. CbBeTH 32 NPABUJIHOTO NMPUJIATaHe HA MPOAYKTA

AdTab e ameTuTHO OBKYyCceHa TabyeTKa 3a AbBUYeHe. [Ipunaraiite TabneTkara(ure) 3a AbBUCHE BETHBK
MECEYHO 110 BpeMe Ha XpaHEHE WM CJe]] XpaHEeHE.

3a onTHMalneH KOHTPOJ Ha OMapa3uTABAHUA C OBJIXU U KbPIIEXKH, MPOAYKTHT TPSIOBA Ja ce mpujiara Ha
MECEYHH MHTEPBAIH IPe3 CE30HUTE, B KOUTO MMa OBIXU W/WIH KbPIIEKH, B 3aBUCUMOCT OT MECTHATa
eMUIEMHOJIOTUIHA CUTYaITHSI.

10. KapenTHu cpokoBe

He e npunoxumo.

11. ChenunaJiHu yCJOBHS 32 CbXpaHEeHHe
Jla ce cpxpaHsBa faned OT IOIJIeAa U Ha HEJOCTBIIHM 32 JIela MeCTa.
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To3u BeTepuHapeH JIeKapCTBEH MPOAYKT HE N3MCKBA HUKAKBY CIICIIMAITHA yCIIOBHS 32 ChXpaHECHHE.
Jla He ce M3M0I3Ba TO3M BETEPUHAPEH JIEKAPCTBEH MPOIYKT CIE] N3TUYaHE CPOKa Ha TOTHOCT,
MOCOYCH BhPXY KyTHATa U O6muctepa cien Exp. CpokbT Ha TOAHOCT OTTOBAps Ha MOCISAHUS JICH OT
TO3H MECEII.

12. ChenuaJIHu NpeANa3HA MePKH NPH YHUIOKABAHE

BerepunapHuTe nexapcTBEHH MPOIYKTH HE TPAOBa 1a ObAAT U3XBBPISTHHU Upe3 OTIIaHU BOIH HITH
OMTOBHU OTHAIBIIN.

W3znon3BaiiTe nporpaMu 3a BpblaHe IPY YHUI0KABAHETO Ha HEU3II0JI3BaHU BETCPUHAPHU
JIEKapCTBEHU NMPOJYKTH UM OCTaThLM OT TSIX B CbOTBETCTBUE C U3UCKBAHUATA HA MECTHOTO
3aKOHOJATEJICTBO M C BCHUKY NPUJIOKUMH HAIlMOHAIHU CUCTEMH 3a chOupane. Te3u MepKH 1ie
IIOMOT'HAT 32 Ola3BaHe Ha OKOJHATa Cpefa.

[onuTaiite Bammst BetepuHape nekap win ¢papMaleBT Kak A2 YHUILOKUTE HEHY>KHH BETEpUHAPHU
JIEKapCTBEHU MPOIYKTH.

13. Kuaacuduxanusi Ha BeTepUHAPHUTE JeKAPCTBEHH NMPOIYKTH

Ha ce oTmycka 6e3 nexkapcko npeAnrcaHue.

14. HomMepa Ha pa3pelieHHETO 32 THProBUs U pa3MepH ONMAKOBKH
EU/2/22/288/001-010

TabaeTkuTe ca OMaKOBAaHH B aHYMHHHﬁ/aHYMHHHﬁ 6J'II/ICTCpI/I, OINaKOBaHW BHB BbHIIIHA KAPTOHCHA
KyTH4. TabaeTkuTe OT BCSIKA KOHIOCHTpalus €€ npeajaraT B OIIaKOBKH OT 1 unu 3 TaGIeTKH.

He Bcuukn pa3MEpu Ha OIMMAKOBKATa MOratT aa 6’B,I[aT npeajlaranv Ha masapa.

15. JlaTa Ha mocJiefHATa pefaKIUs HA TEKCTA
MM/ITIT
[Moapo6ua nHpOpMaHMs 3a TO3U BETEPHHAPEH JIEKAPCTBEH MTPOIYKT MOXKE JJa HAaMepuTe B Oa3ara

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

16. /lanuu 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
Peny6auka boarapus Luxembourg/Luxemburg
Tem: +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

EArada
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

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

Romania
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/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, YUCT CHAHTHOMEP OT KJlaca Ha U30KCA30JIMHUTE, € AKTHUBEH CPEIy ObIXH
(Ctenocephalides felis w Ctenocephalides canis) u xvpnexure Dermacentor reticulatus, Ixodes
hexagonus, Ixodes ricinus n Rhipicephalus sanguineus.

Jlotunanep e momieH naxuouTop Ha GABA (Tama-aMrHOMACICHA KUCEITMHA )-3aBUCUMHTE XJIOPHIHU
KaHaJIi, KOETO BOAM A0 Obp3a CMBPT Ha KbPJECKHU U OBJIXH. AKTHBHOCTTA Ha JIOTUIIAHED HE Ce
MOBJIHMSIBA OT PE3UCTEHTHOCT KbM XJIOPOpPraHuuHY (IUKIIoaueHn, Hanpumep dieldrin), henunmupazonu
(narmp. fipronil), HeonukoruHouM (Hanp. imidacloprid), popmamuauau (Hanp. amitraz) u
nuperpouan (Hamp. cypermethrin).

Hauanoto Ha ehnkacHOCTTa Cperry OBJIXH € B paMKuTe Ha 4 9aca ciie]] MPUKPETIBAHETO UM U B
NPOIBIDKCHUE HA €TUH MECell Clie/l IPUIaraHeTo Ha NpoayKTa. BbiaxuTe mo >KMBOTHOTO Mpeau
NpUIaraHeTo Ha MPOAyKTa OuBaT yOUTH B paMKHTE Ha 6 yaca.

Hauganoto Ha ehrkacHOCTTa Cpelry KbpJey € B paMKuTe Ha 48 daca ciies] MPUKPEIBaHETO UM H B
NPOJIBIDKCHUE HA SJTUH MECeIl ClIe/l MPUIaraneTo Ha npoaykra. Kepnexure (1. ricinus) Mo )KUBOTHOTO
MIpeIy TIPUIIaraHeTo Ha MPOAyKTa OuBaT yOUTH B paMKHUTE Ha 8 Jaca.

BerepuHapHUAT IeKapCTBEH MPOAYKT YOUBA CHIIECTBYBAIIMTE U HOBOTIOSBUIIMTE CE OBJIXH BHPXY
Ky4eTO MpeJn Te J1a CHecar stina. [1o To3u HaYuH MPOAYKTHT NPEKhCBA )KU3HCHUS IIUKBII HA OBIIXUTE
Y TIpefia3Ba 3a00MKasIIaTa cpejia OT Ormapa3uTsIBaHe ¢ OBbJIXH B 30HHUTE, 10 KOUTO Ky4eTO MMa
JIOCTBII.
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JIUCTOBKA

1. HaunmeHoBaHWe Ha BeTepHHAPHHUSA JIEKAPCTBEH MPOAYKT
AdTab 12 mg tabneTku 3a xbBUYcHE 32 KOTKH (0,5-2,0 kg)

AdTab 48 mg Tabnerku 3a gpBUYeHE 32 KOTKH (>2,0-8,0 kg)

2. Cnbcras

Bcsika TabneTka 3a AbBUCHE ChABPXKA:

AdTab Ta6neTku 3a TbBYEHE lotilaner (mg)
3a kotku (0,5-2,0 kg) 12
3a kotku (>2-8,0 kg) 48

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

3. Bujose :KUBOTHH, 32 KOUTO e npeanasnayen BJIII
Kotku.
4. IToxa3zanus 3a ynorpeoda

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

To3u BeTeprHAPEH JICKAPCTBEH MPOAYKT MMa He3a0aBeH e(DeKT U CIIOCOOHOCT 13 yOuBa ObIXU
(Ctenocephalides felis n C. canis) v xppiexu (Ixodes ricinus) B mpoabbKeHNE Ha 1 Mecerr.

braxure n KBPJICKUTC Tp$16Ba Aa CC MPUKPCIIAT KbM I'OCTOIIPUCMHUKA U [1a 3all0YHAT Aa CC XpaHAiAT, 3a
Ja 6’I>I[aT H3JI0KCHHU Ha B’bS,Z[efICTBHCTO Ha aKTUBHOTO BCIIICCTBO.

5. IIporuBonokazanus

[Ja He ce U3no3Ba Npu CBPbXUYBCTBUTEIHOCT KbM aKTUBHOTO BEIIECTBO MU KBM HIKOE OT
IIOMOIIHUTE BEIIECTBA.

6. CrnenmaJHu npegynpexIeHus

CroenuaaHu OpeayIpeKACHUS:

[Tapa3uTuTte TpsaOBa Ja 3armOYHAT Jla CE XPaHAT OT TOCTONPUEMHUKA, 3a J1a ObJaT N3JI0KEHHU Ha
JIEUCTBUETO Ha JOTUIIAHEP, IOPAIU TOBA HE MOXKE /1a C€ U3KIIOUYH HAITBIHO MPEIaBAHETO HA
3a00JIIBaHNs, IPEHACSIHA OT MIAPa3UTH.

Tps6Ba na ce 0OMHCTH BEPOATHOCTTA IPYTH )KUBOTHH B TOMAKWUHCTBOTO JIa Ca M3TOYHHK HA IIOBTOPHO
omnapa3uTsIBaHe ¢ OBJIXH U TIPH HEOOXOAMMOCT, T 1a ObIAT TPETHPAHHU C TIOIXOIAI MPOAYKT. Bermaku
CTaJMH Ha Pa3BUTHE HA OBJIXUTE MOTAT J1a OMapa3uTAT MOCTEIKaTa Ha KOTKAaTa M OOMJIaifHUTE MecTa
3a [MOYMBKa, KaTO KWIIMMU 1 Meka Mebe. [Ipu MacoBo omapa3uTsiBaHe ¢ OBJIXH U B HAYAJIOTO Ha
MEPKUTE 32 KOHTPOJI, TE3U 30HU TPSAOBA JIa CE TPETUPAT C MOAXOAAI] MPOIYKT H CJIE]] TOBA PEIOBHO Jia
ce MOYKCTBAT C MIPAXOCMyKayKa.
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JocraTpunu HUBA HA €PUKACHOCT MOXKE J]a He ObJaT MOCTUTHATH, aKO BETEPHHAPHUAT JIEKApCTBEH
MPOJIYKT HE € MPUJIOKEH MO BpeMe Ha XpaHeHe win 10 30 MUHYTH Cliell XpaHEHE.

ITopanu HeOCTATHYHO JAaHHU B TIOJKPeNa Ha €PUKACHOCTTA MPOTUB KbPJICIKU MPU MIIAJH KOTKH, TO3H
MPOJYKT HE CE MPEnophUBa 3a JCUCHUE CPEIly KbPJICKHU NpU KOTECHIIA HA S-MeceyHa Bb3pacT WK I0-
MaJIKH.

CrenuanaHy Opeana3sHu MEpPKH 3a O0e30macHa ynoTpe0a py BUJIOBETE JKMBOTHH, 34 KOUTO €
npeanasHaueH BJIIT:

Bcewuku nanau 3a 6€30MacHOCT M €(PUKACHOCT ca TIOAYYSHH OT MPOYYBaHUS NPU KOTKU M KOTCHIIA,
HABBPIIWIN 8 CEJIMUIIN U MTO-BB3PacTHH, U C TeaecHa Maca 0,5 kg u mosede. [Ipu nunica Ha 0CTHITHA
uHpopMaIus, TpsOBa 1a ce MOThPCH CHBET OT BETEPUHAPEH JIEKap MPEeIH JICUeHHE Ha KOTCHIIA Ha
BB3pacCT O] 8 CEIMMIIM WK ¢ TelecHa Maca iof 0,5 kg.

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

Cren paboTa ¢ mpoayKTa, U3MHUITE PBLETE CH.

[Ipu ciyuaiino norieiane, He3ab0aBHO Aa ce MOTHPCH MEAUIIMHCKH ChBET, KATO Ha JieKaps ce
NpEeOCTaBU JIUCTOBKATA WM €THKETa HA MPOIYKTA.

BpeMeHHOCT ¥ nakTarws:

JlaboparopHuTe U3CIeNBaHUS PU TUTHXOBE HE IMOKA3BaT HUKAKBH JOKA3aTEIICTBA 32 TEPATOTCHHOCT.
BesomacHocTTa Ha BeTepHHAPHHUS JICKAPCTBEH MPOIYKT IMPU KOTKHU HE € YCTAHOBEHA 110 BpeMe Ha
OpemMenHocT U nakTarys. KoHcyaTupaiiTe ce ¢ BeTeprHApeH JeKap Mpeu JISYCHUE TI0 BpeMe Ha
OpEeMEHHOCT U JIAKTaIHs.

3anI0a9eMOCT:
JlabopaTopHuTe U3CIeABaHUS TPU TUTHXOBE HE ITOKA3BaT HUKAKBH JOKA3aTEIICTBA 32 HEOJIAronpHUsITCH

e(l)eKT BBPXY PCIIPOAYKTHBHATA CIIOCOOHOCT Ha MBKKUTE M KEHCKHUTE KHBOTHH.
bezonacHocTTa Ha BCTCPUHAPHUS JICKAPCTBCH IMPOAYKT HC € YCTAHOBCHA ITPU PA3BbJAHU KOTKU.
KOHCYHTHpafITe CC C BCTCpHUHAPCH JICKAp MPCAUn JICUCHNUC Ha KOTKHU 3a pa3rjion.

BzaumoneiicTBre ¢ Ipyru BEeTEpUHAPHU JICKAPCTBEHU IPOJYKTH U APYTH (OPMHU HA B3aUMOICHCTBHE:
He ca n3BecTHu. HpI/I KIMHUYHOTO HU3IIMTBAHC HEC Ca Ha6J'IIO):[aBaHI/I B3aHMO,HefICTBHH MCKOY
JIOTWJIAHCP U PYTUHHO U3MOJ3BAHUTC BETCPUHAPHU JICKAPCTBCHU IIPOAYKTH.

IIpenosupane:
He ca naGmromaBanyu HeOIArOMPHUATHI PEAKIINH CIIE TIEPOPATTHO MPUIIOKEHUE Ha BETCpUHAPHUS

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

7/ HebsiaronpusiTHu peakumun

Bunose xxuBoTHH, 32 KouTo € mpennasHaueH BJIII: koTku

Mmnoeo peoxu (no-manxo om I na 10 000 mpemupanu sHcu8omHu, KIIOUUMETHO UB0IUPAHU
cvobuenus).

XuIepakTUBHOCT 2

IMoBpbuane?

Artakcust (HapylieHa KoopanHanus), MyckyieH TpeMop
TaxumnHes (YCKOpeHO MOBBPXHOCTHO JAHUIIIAHE)

[Ipypuryc (cupbex) > Anopekcus (numca Ha anetuT), JleTaprus

! Jlexu u mpexomHu
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2 OGMKHOBEHO IPEMUHABAT O€3 JICUCHUE

Cho01aBaHeTo Ha HEOIATONPUATHHU PEaKIMU € BaKHO. ToBa MO3BOJISIBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30macHOCTTa Ha MPOAYKTa. AKO 3a0e/IeKUTe HAKAKBU HEOIArONPUATHH PEAKIIMU, BKIIOYUTEITHO U
TaKWBa, KOUTO HE Ca OMMCAHM B Ta3W JINCTOBKA MIJIM MUCITUTE, Y€ BETEPHUHAPHUS JIEKAPCTBEH MPOIYKT
HE JeiCTBa, CBBPXKETE Ce MMEPBO ¢ Bammst BeTeprHapeH jiekap. MokeTe ChINo aa chobmaBare
HeOIaronprATHU peakllny Ha IPUTEXKATENS Ha Pa3pelIeHHETOo 32 ThPTOBUs, KaTO U3IT0JI3BATE JAHHNUTE
3a KOHTAKT B Kpasi Ha Ta3M JUCTOBKA WK Ype3 Barara HanoHanHa cucreMa 3a ChoOIaBaHe:
{moIpOOHOCTH 3a HAIIMOHATTHATA CUCTEMA }.

8.  Jlo3upoBka 3a BceKH BH/ ’KHBOTHO, HAUMHHN M MeTO/ Ha NIPUJIOKEHHE
IIepopanHo npunoxeHue.

OBKyCEHUST BETEpPUHAPCH JIEKAPCTBEH MPOAYKT TPsiOBa Jla ce Mpuiiara B ChOTBETCTBUE ¢ TaOIHIIATA
O-II0JTY, 3a Jia C€ TapaHTHpa eIHOKpaTHA J03a oT 6 10 24 mg motwmnanep/kg TenecHa Maca.

TenecHa maca Ha KOTKaTa .

(ke) Konnenrparust u 0poit Ha TabIETKUTE, KOUTO CE MPUJIarat
AdTab 12 mg AdTab 48 mg

0,5-2,0 1

>2.,0-8,0 1

>8,0 TTonxonasia KOMOMHALMA OT TaOJIETKH

ITpu xoTKM ¢ TenecHa Maca Hax 8 kg, n3mon3BaiiTe MOAXOAIIA KOMOMHAIIVS OT HATMYHHUTE
KOHIICHTpALIVMH, 3a J1a MPHJIOKHUTE MpernopbyaHara 103a ot 6 — 24 mg/kg.

IMpuiaraHeTo Ha MO-HUCKA 1032 MOXKE J1a IOBee 10 HeeeKTUBHA yroTpeba 1 1a CIOMOTHE 33
pa3BUTHE HA PE3UCTCHTHOCT.

3a rapaHTHpaHe Ha MPaBUJIHA JO3UPOBKA TeJIeCHATa Maca TPSOBa J1a Ce ONpe/Iesd Bh3MOKHO Haii-
TOYHO.

9. CbBeTH 32 IPAaBUJHOTO MPWJIATAHE HA MPOAYKTA

[Ipunaraiite BeTepuHapHUS JIEKAPCTBEH MPOYKT IO BpeME Ha XpaHeHe WK 70 30 MUHYTH clex
XpaHEHe.

3a onTHMaseH KOHTPOJ Ha OMApa3UTABAHUATA C KbPIEKH U OBJIXH, BETEPUHAPHUSAT JIEKaPCTBEH
NPOJIYKT TPIOBa Jia ObJie MpUilaraH Ha MECEYHH WHTEPBAIH MIPE3 CE30HUTE, B KOUTO MMa O'BJIXY W/UITH
KBPJICXKH, B 3aBUCHMOCT OT MECTHATa EMHIEMHUOJIOTHYHA OOCTAaHOBKA.

10. KapenTHu cpokoBe

He e npunoxumo.

11. ChenunaJiHu yCJOBHS 32 CbXpaHEeHHe

Ja ce cpxpansBa Jajied OT MOTJie/ia U Ha HEAOCTHITHY 3a JIella MecTa.

To3u BeTepuHapeH JIeKapCTBEH MPOAYKT HE N3MCKBA HUKAKBY CIICIIMATHA yCIIOBHS 32 ChXpaHEHHE.
[a He ce U3Mo3Ba TO3U BETEPUHAPEH JIEKAPCTBEH MPOIYKT ClE]l U3TUYAHE CPOKa HA TOJHOCT,
MOCOYEH BBPXY KyTHsTa u 6muctepa cinen Exp. CpokbT Ha TOAHOCT OTTOBAps Ha MOCIEAHHS JEH OT
TO3U MECEIL.
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12. ChenunaJIHu NpeANa3HA MePKH NPH YHUIOKABAHE

BerepuHapHuTe JeKapCTBEHU MPOIYKTH HE TPsIOBa 1a ObAaT H3XBBP/ISHHU YPe3 OTIIaHU BOIH MU
OUTOBHU OTIIAIBIIH.

W3znon3BaiiTe nporpaMu 3a BpblaHe IPY YHUI0KABAHETO Ha HEU3II0JI3BaHU BETCPUHAPHU
JIEKapPCTBEHU MPOAYKTH WM OCTaThLH OT TSIX B CbOTBETCTBHE C U3UCKBAHUATA HA MECTHOTO
3aKOHOJATEJICTBO M C BCHUKY NPUJIOKUMH HAIIMOHATIHU CUCTEMH 3a chOupane. Te3u MepKH 1ie
IIOMOTHAT 32 Olla3BaHe Ha OKOJHATa Cpefa.

[onuTaiite Bammst BeTepuHape iekap win ¢papMaleBT Kak A2 YHUILOKUTE HEHY>KHH BETEpUHAPHU
JIEKapCTBEHU IPOAYKTH.

13. Kuacupukanusi Ha BeTepHUHAPHHUTE JIeKAPCTBEHH NPOAYKTH

Ja ce oTimycka 6e3 eKkapcKo MpeucaHue.

14. Homepa Ha pa3pelieHHeTO 32 THPrOBUS U Pa3MepH ONAKOBKHU
EU/2/22/288/011-014

TabneTkuTe ca ONakOBaHU B alyMUHUI/aIlyMHUHHUN OJTUCTEPH, ONTAKOBAHH BHB BHHIIIHA KaPTOHCHA
KyTus. TabmeTkuTe OT BCsSKa KOHIICHTPAITUS Ce TpeyraraT B OMTakoBKH OT 1 mw 3 TabimeTKy.

He Bcuukn pa3MEpu Ha OIMMAKOBKATa MOrarT aa 6’B,I[aT npeajlaranv Ha masapa.

15. [dara Ha nmocjieAHATa peJaKIus HA TeKCTa

MM/ITIT

[MonpoOHa nHbopMalys 3a TO3M BeTepUHAPEH JIEKapCTBEH MPOAYKT MOXKE Jia HAMepuTe B 0a3ara
nmanHu Ha Chro3a otHocHO npoaykruTe (https://medicines.health.europa.eu/veterinary).

16. /lanuu 3a Bpb3Ka

HDI/ITC)KaTeJ'I Ha paspCIiCHUCTO 34 ThPIrOBHA M JAHHHW 34 BPH3Ka 34 C’BO6]J_IaBaHC Ha npéanojgaracMu
He6ﬂaFOHDI/I${THI/I PCAKIINN

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

Belgié/Belgique/Belgien Lietuva

Tél/Tel: +32 33000338 Tel: +372 8840389
PV.BEL@elancoah.com PV.LTU@elancoah.com
Penybauka bnarapust Luxembourg/Luxemburg
Tem: +48 221047815 Tél/Tel: +352 20881943
PV.BGR@elancoah.com PV.LUX@elancoah.com
Ceska republika Magyarorszag

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

TIf: +45 78775477 Tel: +36 18088530
PV.DNK@elancoah.com PV.MLT@elancoah.com
Deutschland Nederland

Tel: +49 32221852372 Tel: +31 852084939
PV.DEU@elancoah.com PV.NLD@elancoah.com
Eesti Norge

Tel: +372 8807513 TIf: +47 81503047
PV.EST@elancoah.com PV.NOR@elancoah.com
E)\Gda Osterreich

TnA: +386 82880137 Tel: +43 720116570
PV.GRC@elancoah.com 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
Kvbmpog 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/ITGII, OTTroBap4Il 3a OCB060)KI[aBaHeTO Ha MapTUuau:

Elanco France S.A.S., 26 rue de la Chapelle, 68330 Huningue, ®panius
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17. [JdombjanuTteaHa HH(poOpMAIUSA

JloTuinaHep, YMCT CHAHTHOMEP OT KJlaca Ha W30KCA30JIMHHUTE, € aKTUBEH CPEILy OBbJIXH
(Ctenocephalides felis w Ctenocephalides canis) u xvpnexu (Ixodes ricinus).

Jlotunanep e MomieH nHXHONTOp Ha GABA (rama-aMrMHOMAcCII€HA KUCEIMHA)-3aBUCIMUTE XJIOPUIHU
KaHaJIHM, KOETO BOJH JI0 Obp3a CMBPT HA KbPIeKH U ObiIxu. [Ipu in vitro mpoy4yBaHus akTHBHOCTTA Ha
JOTHJIaHEp CPEIly HAKOU apTPOIIOTHH BHIOBE HE CE MOBIHABA OT PE3UCTEHTHOCT KbM XJIOPOPTaHUIHN
(muxnmonunenwn, Hanpumep dieldrin), permmmpasonu (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
MPOABLIDKCHHE HA €IMH MECeIl CJIC/ MPUIaraHeTo Ha MPOIyKTa. BBhIXUTE Mo KUBOTHOTO MPETU
MPUJIaTaHeTO Ha TPOAyKTa OMBAT yOUTH B paMKHUTE Ha 8 daca.

HauanoTo Ha edukacHOCTTa Cpelly KbpJIEXKH € B pAMKHTE Ha 24 yaca clie/l IPUKPENBaHETO UM H B
NPOIBIDKCHUE HA €IUH MECell Clie/l IpUIaraHeTo Ha MpoayKTa. KbpiexxuTe mo >KUBOTHOTO Mpeau
NpUIaraHeTo Ha MpoIyKTa OuBaT yOUTH B paMKuTe Ha 18 vaca.

BerepunapHUAT TeKapcTBEH MPOAYKT YOMBA CHIECTBYBAIINTE M HOBOTIOSIBUIIUTE CE€ OBIIXH BHPXY
KOTKHUTE TPEIN Te JIa CHecaT stima. [1o To3u Ha4uH MpOoAyKTHT MPEKHCBA JKU3HEHNUS [IUKBI Ha OBIXHUTE
U TIpera3Ba 3a00uKasiaTa cpejia oT ormapa3suTsIBaHe ¢ ObJIXU B 30HHUTE, 10 KOUTO KOTKaTa MMa
JIOCTBII.
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