NNPUJIIOXEHUE 1

KPATKA XAPAKTEPUCTHUKA HA ITIPOJAYKTA



1. HAMMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

AdTab 56 mg TabneTku 3a ApBYCHE 3a Kydera (1,3-2,5 kg)
AdTab 112 mg tabnetku 3a 1bBUeHe 3a KyueTa (>2,5-5,5 kg)
AdTab 225 mg Tabnerku 3a ApBUeHe 3a Kydera (>5,5-11 kg)
AdTab 450 mg TabieTkn 3a 1pBUEHE 3a KydeTa (>11-22 kg)
AdTab 900 mg Tabnerku 3a rbBUeHE 3a KyueTa (>22-45 kg)

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

AKTHBHO BelllecTBO:
Bcska TabiieTka 3a 15BUEHE ChABPKA:

AdTab TabjeTku 3a TbBUEHe lotilaner (mg)
3a kyuera (1,3-2,5 kg) 56,25

3a kydera (>2,5-5,5 kg) 112,5

3a kyuera (>5,5-11 kg) 225

3a kyuera (>11-22 kg) 450

3a Kyuera (>22-45 kg) 900

ITomomnu BemecTBa:

KauecTBeH ¢hCTaB HA MOMOIIHUTE Bel[eCTBA
U IPYTUTE ChCTABKHU

Ilenyno3sa, npaxooOpa3Ha

JlakTo3a MOHOXHApPAT

CunukaTusupaHa MEKPOKpPHCTATHA LETyI03a

OBKycCHTEN ¢ apOMAT Ha CYIIEHO MeCO

Kpocnosuaon

IToBumon K30

Hatpues naypuncyndar

Cununmes THOKCHI, KOJIOUASH, 0€3B0OIEH

Marne3ueB cTcapar

bemn a0 OexoBHU KpBIJIn TabIETKH 32 JABBYCHC C Ka(I)CHI/IKaBI/I IICTHA.

3. KIIMHNUYHA UHO®OPMALUSA

3.1 BwujaoBe :XMBOTHH, 32 KOUTO € npeaHa3Haden BJIIT

Kyuera.

3.2 Tloka3anus 3a ynorpeda 3a BcekKM BU/I ;)KUBOTHH, 32 KOWTO € NMpeAHA3HAYEH MPOAYKTHT
3a jeueHue Ha onapasuTABaHe ¢ OBJIXH U KbPJICKH PU KydeTa.

To3u BeTepuHapeH JeKapCTBEH NPOAYKT UMa He3a0aBeH e(eKT U CIIOCOOHOCT 1a yOuBa OBJIXH
(Ctenocephalides felis n C. canis) n xbpaexu (Rhipicephalus sanguineus, Ixodes ricinus,

1 hexagonus n Dermacentor reticulatus) B IpoJb/DkeHue Ha 1 Mecerr.
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briaxure n KBbPJICIKUTEC TpiI6Ba Aa C€ NPUKPCIAT KbM I'OCTOIIPUEMHHUKA U [1a 3all0YHAT Ja C€ XPaHAT, 3a
Ja 6’B,Z[aT H3JI0OKCHHU Ha BB3H6ﬁCTBH6T0 Ha aKTHUBHOTO BCIICCTBO.

3.3 IIporuBomoka3zanus

Jla HC CC MU3MI0JI3BA IMPU CBPBXUYYBCTBUTCIIHOCT KBM aKTUBHOTO BEIIECCTBO WJIM KbM HAKOEC OT
IIOMOIIHHUTC BCUICCTBA.

3.4 ChoeuunajHu MpexynpesKIeHus

ITapasutuTe TpsAOBa /1a 3aIMMOYHAT 114 C€ XPAHAT OT TOCTONPUEMHHKA, 3a Ja 0BT U3JI0KCHH Ha
JIEHCTBUETO HA JTOTUJIAHED, ITOPAJIU TOBA HE MOXKE J1a C€ U3KIIIOUU HAITBJIHO MPEIaBaHETO Ha
3a00JIIBaHusl, IPEHACSIHUA OT MaPa3uTH.

TpsibBa ma ce 0OMHUCTN BEPOSATHOCTTA IPYTH )KUBOTHU B JOMAKWHCTBOTO JIa Ca M3TOYHUK HA TOBTOPHO
orapasuTsIBaHe ¢ ObJIXU U MPU HEOOXOUMOCT, T€ Ja ObJIaT TPESTUPAHU C TIOIXOISII] TPOIYKT.

Benuku cramuu Ha pa3BuTHE Ha OBJIXUTE MOTAT JIa OTIAPA3UTAT IMOCTEIKATa Ha Ky4eTO U OOWYaiiHNuTe
MecTa 3a ITOYHMBKA, KaTo KWIMMH B MeKa Mebel. [Ipu MacoBo omapasuTsBaHe ¢ OBJIXH U B HAYAJIOTO Ha
MEPKHUTE 32 KOHTPOJI, TE3U 30HU TPSOBA Ja C€ TPETUPAT C TOIXOIAI] IPOAYKT U CJIE TOBA PEIOBHO J1a
ce TIOYUCTBAT C MPAXOCMYKauKa.

3.5 CrheuuajJHu npeana3sHu MepKH NMpu ynorpeda

Crenmaidy npeana3sHu MEpKH 3a 0e3omnacHa ynorpeda IIpyu BUJIOBETE )KUBOTHH, 34 KOUTO €
npenHasnaued BJIIT:

Benuky mannm 3a 6€30macHOCT 1 e(hUKAaCHOCT ca MOYYeHH! OT KydeTa U Ky4eHIla, HABbPIIWIH §
CEeIMUIIU ¥ TI0-BB3PACTHH, U C TenecHa Maca 1,3 kg u moseue. [Ipu nmunca Ha gocThIIHA HHPOPMAIIHS,
TpsiOBa Ja ce MOTHPCH CHBET OT BETEPUHAPEH JIeKap Mpen JeueHue Ha KydeHIa Ha Bb3pacT MoJ 8
Ce/IMUIIM WU C TeJecHa maca rmox 1,3 kg.

CHe]_[I/IaJIHI/I npearnasH MCPKHU 3a JJUIiara, mpujaraiy BETCPUHAPHUA JICKAPCTBCH MPOAYKT Ha
KHUBOTHUTC:

Cren pabota ¢ mpoayKTa, U3MHIUTE PBLETE CH.
IIpu ciryuaiino norislnase, He3a0aBHO J1a ce IOTHPCU MEIULIMHCKU ChBET, KaTO Ha JIeKapsl ce
MIPEe0CTaBH JINCTOBKATA WM €TUKETa Ha MPOAYKTa.

CrenyanHy Ipeana3sHi MepKH 3a 3alllHTa Ha OKOJIHATA CPeJia:

He e npunoxxumo.
3.6 He0naronpusiTHH peakuuun

Bunose xuBoTHH, 32 KOUTO € npenHazHadeH BJIII: kyuera

MHoro penku I[I/Iapmll’z, HOBp’bI_LIaHel’z;
(mo-manko ot 1 Ha 10 000 TpeTupann Anopexcus', Jleraprus’;
YKUBOTHU, BKJIFOUHTEITHO U30JIUPAHH Araxcus®, Kousynenw®, Tpemop’®
CHOOIIEHUS):

! Jleku u npexoaHH
2 O6MKHOBEHO NIPEMUHABA 6e3 JTeUeHHe
3 B moBeueTo cirydyan ca BpeMEHHH



CroOmaBaneTo Ha HEOIArONPUATHHI PEAKIIUK € BaxkHO. ToBa M03BOJIsIBA HEMTPEKhCHAT MOHUTOPUHT Ha
Oe30IacHOCTTa Ha BETEpUHAPHHUSA JIeKapCTBEH MpoayKT. ChoOmeHusITa TpaOBa 1a ce u3Mpalar, 3a
MPEANOYNTAHE YpE3 BETEPUHAPEH JIEKap, UM Ha MIPUTEKATENA Ha Pa3pELICHUETO 3a ThProBUs, UM Ha
HaIMOHATHNAS KOMIIETCHTEH OpTraH Ype3 HallMOHAIHATA CUCTEMA 3a ChoOIaBane. BmxkTe Touka
»JJaHHHU 3a Bpb3Ka* OT JINCTOBKATA.

3.7 VYnorpeba no Bpeme Ha OPeMEHHOCT, JAKTAIUS UJIH sTiillEeHOCEeHe

be3omacHocTTa HA BETCpHUHAPHUS JICKAPCTBCH NIPOAYKT HE € J0OKa3aHa Imo BpEME Ha 6peMeHHOCT nu
JIaKTallyvd WK IIPpU pa3BbAHU Ky4dCTa.

BbpeMeHHOCT U JIaKTaIHs:

JlabopaTopHHTE MPOYYBaHUS IPU TIIBXOBE HE MOKAa3BaT HUKAKBH JJOKA3aTEIICTBA 332 TEPATOT€HHOCT
WM HAKAKBB HEOIaronpusTeH epeKT BbpXY PEpOAyKTHBHATA CIIOCOOHOCT Ha MBXKUTE 1 )KEHCKHUTE
*UBOTHHU. KoHCynTHpaliTe ce ¢ BeTepuHapeH Jiekap Mpean JeUeHHe 10 BpeMe Ha OpeMEeHHOCT U
JIAKTaIHsI.

3aImI0a9eMOCT:
KoHucynTupalite ce ¢ BeTepHHApEH JIieKap MpeIu JICUCHHE Ha KydeTa 3a Pas3Iuiof.

3.8 B3aumoaeiicTBHe ¢ IPYrd BeTEPUHAPHU JIEKAPCTBEHU NMPOAYKTH U APyru ¢popmu HA
B3auMO/JelicTBHE

He ca u3BectHu.

[Ipu KIMHUYHOTO U3MUTBAHE HE ca HAOMI0aBaHU B3aUMOACHCTBHS MEXIY JIOTUIAHEP U PYTHHHO
W3I0I3BAaHUTE BETEPUHAPHU JICKAPCTBEHHU MPOIYKTH.

3.9 HayuH HA NIpUJIO:KEHHE U J03MPOBKA

[IepopanHo mpunoXeHHe.

BerepunapHUAT JekapcTBEH NPOIYKT TPsAOBa J1a ce Mpujiara B CbOTBETCTBHE C Ta0NMIIATa MO-/10JTy, 33
na ce rapaaTupa no3a ot 20 go 43 mg norunanep/kg TemecHa maca.

TesnecHa maca Konuenrpauus u Opoii Ha Ta0JieTKUTe, KOUTO Ce MPWJIaraT
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 IToxxoasaia koMOHAIUS OT Ta0JIETKH

3a xydera ¢ TenecHa Maca Hag 45 kg m3nmon3BaiiTe moaxoaamia KOMOWHAIIAS OT HATHIHUTE
KOHIICHTpAITNH, 3a J1a MPIIOKHUTE Mpenopryanara mo3a ot 20 — 43 mg/kg.

[punaraneTo Ha Mo-HKUCKA 1032 MOXKE J1a IOBeie 10 HeeheKTUBHA ymoTpeda u Ja CIOMOTHE 32
pa3BUTHE HA PE3UCTEHTHOCT.

3a ma ce ocuTypH IpaBUIIHA [103a, TelecHaTa Maca TpsiOBa a ce onpeaesd Bb3MOXKHO Hali-TOUHO.
AdTab e aneTuTHO OBKyceHa Ta0sieTKa 3a AbBUcHe. [Ipunaraiite TabneTkara(ure) 3a AbBUCHE BETHBK
MECEUHO 110 BpeMe Ha XpaHEeHe HITH cJie]l XpaHeHe.

3a onTUMaleH KOHTPOJI Ha OMapa3uTsABaHus ¢ OBIIXH U KbPIIEXKH, MPOAYKTHT TPSOBA Ja ce mpujiara Ha
MECEYHH UHTEPBAJH MPE3 CE30HUTE, B KOUTO MM OBJIXY W/UITH KBPJICHKHU, B 3aBUCUMOCT OT MECTHATA
eMHUIEMUOJIOTYHA CUTYalHsI.



3.10 CumnrToMu Ha npeno3upaHe (U KOraTo e NpUI0KUMO — NPOLEAYPH HA JeiicTBHe NPH
CTIEIIHH CJIy4Yau U aHTHI0TH)

He ca wnabmromaBanu HEOJArONpHATHH pPEAaKUUMH ClEA IEepopaHO MPHUJIOKEHHE Ha
BETEpHUHAPHHUSA JIEKAPCTBEH MPOAYKT MPHU KyUeHIIa Ha Bh3pacT 8—9 cenMUIM U ¢ TelecHa Maca
1,3 — 3,6 kg, Tpetupanu ¢ m03a, MpeBUIIaBaIia 10 5 THTH MaKCHMallHATa MperopbyaHa 03a
(43 mg, 129 mg u 215 mg notwranep/kg TemecHa maca), OCEM IPHIOKEHUS HA MECCUHH
MHTEPBAJIH.

3.11 CneuuajHu orpaHUYeHHs 32 ynoTrpeda U crenMaJHU yCJI0BHUS 32 yNoTpeda, BKJIANYUTETHO
OrpaHMYeHMA 32 yHOoTpe6aTa HA AHTUMHUKPOOHH M MPOTHBONAPA3UTHA BeTePUHAPHHI
JIEKAPCTBEHH MPOAYKTH, C 1ieJ1 12 ce OrPAHUYM PUCKBT OT Pa3BUTHE HA PE3MCTEHTHOCT

He e npunoxxumo.
3.12 KapeHTHM cpOKOBe

He e npunoxumo.

4. DOAPMAKOJIOI'NYHA UH®OPMAILIUS
4.1 BerepuHapen JiekapcTBeH anaToMo-TepaneBTu4eH kKoa (ATCvet Code): QPS3BE04
4.2 dapmakoIMHAMHUKA

JloTunanep, YMCT EHAHTHOMEP OT KJIaca Ha M30KCA30JIMHUTE, € AKTHBEH CPEIy OBhIXH
(Ctenocephalides felis n Ctenocephalides canis), kppnexute Dermacentor reticulatus, Ixodes
hexagonus, Ixodes ricinus u Rhipicephalus sanguineus, xakto u cpeuty Demodex canis.

Jlotunanep e MorieH naxuburop Ha GABA (rama-aMHHOMAcIeHA KHCEIHHA)-3aBUCUMUTE XJIOPHIHH
KaHaJIM, KOETO BOJH 10 Obp3a CMBPT Ha KbPJIEKH U ObIXU. AKTUBHOCTTA Ha JIOTHJIAHED HE ce
MOBJIFSIBA OT PE3UCTEHTHOCT KBbM XJIOPOpPTaHWYHH (ITuKIoaueHu, Hanp. dieldrin), dpermmmumpazonn
(mamnp. fipronil), HeornkoTrHONMTHU (Hamp. imidacloprid), opmMamMuaaN (HapuMep amitraz) u
nuperpouan (Hamp. cypermethrin).

Havanorto Ha eukacHoCTTa cpelry OBJIXU € B paMKHUTE Ha 4 Jaca Clie/l IPUKPEIIBAHETO UM U B
MPOIBIDKEHNE HA €IMH MECEIl CJIe/I MIPIIaraHeTo Ha MPOIyKTa. BBIXUTE 10 )KUBOTHOTO TPEIH
MIpHUJIAraHeTo Ha MPOIyKTa OMBaT yOUTH B paMKUTE Ha 6 yaca.

Hauanoro Ha epukacHOCTTa Cpenry KbPIJICKH € B paMKUTE Ha 48 daca ciiell IPUKPETBAaHETO UM U B
MPOABIDKEHUE HA EWH MECel] CIe/l IpUIaraHeTo Ha npoaykTa. Kepnexkwure (1. ricinus) 10 )KHUBOTHOTO
Npean NpUiIaraHeTo Ha NPoIyKTa OuBaT yOUTH B paMKuTe Ha § yaca.

BeTepuHapHUST JIeKapCTBEH MPOAYKT yOUBA CHIIECTBYBAIINTE U HOBOIOSBIIIUTE C€ OBIXH 110 KyIETO
MIpeIn Te Aa cHecar sima. [1o To3n HaYWMH IPOAYKTHT MPEKBCBA KU3HECHUS UK Ha OBIXHUTE U
Mpea3Ba 3a00MKaIAIIaTa cpeia OT Olapa3uTABaHE ¢ OBIIXU B 30HUTE, /IO KOWTO Ky4eTO UMa JOCTBII.

4.3 dapmMaKOKMHETHKA

Crnen nmepopaiHo IpUIIOKEHHE JOTHIIaHEDP ce pe30pOupa JIeCHO, KaTO MaKCHUMaHaTa KOHIIEHTpalus B
KpBBTa CE JIOCTUTA B paMKHTE Ha 2 yaca. XpaHara mogo0psiBa pe3opoupanero. TepMUHATHHIAT
MIONTY>KUBOT € MPUOIM3UTENHO 4 cenMuIi. [IpobIKUTETHUAT TepMUHAIIEH TTIOTYKHUBOT OCUTYpSIBa
e()eKTUBHYU KOHIIEHTPALlMU B KPHBTA 32 IIENUSI CPOK Ha MEXKTYT030BUS HHTEPBAIL.



OCHOBHHMAT BT Ha ETUMHUHUPAHE € Ype3 OMInapHa eKCKpeLus, 8 BTOPOCTEIEHHUST — upe3 ObOpeuHa
exckpenus (mo-mainko ot 10 % ot mo3zara). Jlotunanep ce MeTaboIM3Upa B MaJIKa CTEIEH B MO-
XUIPOPHUITHHE CheJUHEHHSI, KOUTO € HAOMI0AaBaT B U3MPAXHEHUATA U ypUHATA.

5. DAPMALEBTUYHHU JAHHU

5.1 OcHOBHH HECHLBMECTHMOCTH

He e npunoxxumo.

5.2 Cpoxk Ha rogHoct

Cpok Ha rOHOCT Ha KpalHUS BETEpUHAPEH JIEKapCTBEH NPOAYKT: 3 TOAUHHU.

5.3 Chenuannu yci0BHA 3a CbXpaHeHHe

To3su BeTepuHapeH JEKapCTBEH NPOYKT HE N3MCKBA HUKAKBYU CIICIIUAITHH YCIIOBHUS 32 ChXpaHEHHE.
5.4 Buau cbcTaB HAa MbPBUYHATA ONIAKOBKA

TabneTkute ca OMakoBaH! B allyMUHHMNA/QTyMHHHUI OJINCTEPH, ONTAKOBAHU BbB BBHHIIHA KAPTOHEHA
KyTHsa. TabneTKuTe OT BCsKa KOHLIEHTpALKs ce peaaraT B OMakoBKU oT 1 uim 3 TabneTku.

He Bcuukm pasmepu Ha OlmakoBKaTa MOTaT Ja OBbAAT MpejJiaraHy Ha ma3apa.
5.5 CoenuajHu MepKH 32 YHUIIIOKABaHe HA HEM3MOJ3BAHH MPOIYKTH HJIH OCTATHIM OT TAX

BerepunapHuTe 1eKapcTBEHN MPOIYKTH HE TPsOBa 1a ObAaT N3XBBPISHHE Upe3 OTIAaIHU BOJIH HITH
OWTOBU OTHAIBIIH.

W3non3Baiite mporpamu 3a BpblllaHe IPH YHUIII0KABAHETO HA HEU3MOI3BAaHU BETEPUHAPHU
JIEKapCTBEHU NMPOJYKTH WM OCTaThIH OT TSX B ChOTBETCTBUE C M3UCKBAHUATA HA MECTHOTO
3aKOHOJIaTEJICTBO U C BCHUKH HAI[MOHAIHN CHCTEMH 3a ChbOMpaHe, MPUIOKUMH 32 CHbOTBETHHS
BETEpPHHAPEH JIEKApCTBEH MPOAYKT.

6. HUME HA ITPUTEXATEJISI HA PASPEIIEHUETO 3A THPI'OBUSA

Elanco GmbH

7. HOMEP(A) HA PASPELIEHUETO 3A ThbPI'OBUS

EU/2/22/288/001-010

8. JATA HA IbPBOTO N3JABAHE HA PASPEIIEHUETO 3A ThbPI'OBUS

Jlata Ha THPBOTO M3/aBaHE Ha pa3pelieHueTo 3a Teproeus: 13/09/2022.

9.  JIATA HA OCJEJHATA PEJAKLIVSI HA KPATKATA XAPAKTEPUCTHKA HA
MPOJAYKTA



10. KJACHDOUKAIIUA HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOAYKTH

Ha ce otmycka 6e3 nekapcko npeAnucanue.

[MonpoOHa nHpopMaIKs 32 TO3M BETEPHHAPCH JICKAPCTBEH MPOIYKT MOKE Jla HaMepuTe B 0azaTta JaHHU
Ha Cwro3a otHOCHO npoaykrtute (https://medicines.health.europa.cu/veterinary).



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

1. HAMMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

AdTab 12 mg TabneTku 3a gpB4YeHE 32 KoTKH (0,5-2,0 kg)
AdTab 48 mg TabneTku 3a 1bBUYCHE 3a KOTKH (>2,0—8,0 kg)

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

AKTHBHO BelllecTBO:
Bcska TabiieTka 3a 15BUEHE ChABPKA:

AdTab TabjieTku 3a 1bBYEHE lotilaner (mg)
3a kotku (0,5-2,0 kg) 12
3a koTkH (>2,0-8,0 kg) 48

IToMoIIHH BeliecTBa:

KadecTBeH ¢chCTaB HA MOMOIIHUTE BEIECTBA
U IPYTHTE ChCTABKHU

Mas Ha mpax (OBKyCHTEN)

CunukaTu3upaHa MEKPOKPHCTaTHA [ETyi03a

Hemynosa, npaxoobpa3Ha

JlakTo3a MOHOXHApPAT

IToBumon K30

Kpocnosuaon

Hatpues naypuncyndar

Banunun (oBkycuten)

CununmeB JUOKCHI, KOJIOUIEH, Oe3BOJICH

MaruesueB cteapar

bemn a0 Kaq)eHI/IKaBI/I KpBIIA TaOJIETKH 3a JABbBUYCHE C Ka(bCHI/IKaBI/I IICTHA.

3. KIIMHNUYHA UH®OPMALUA

3.1 BwujaoBe :XMBOTHH, 32 KOUTO € npeaHa3Haden BJIIT

KoTtku.

3.2 Iloka3anus 3a ynorpeda 3a BCeKH BUJ :KUBOTHH, 32 KOWMTO € MpeAHA3HAYEH NPOAYKTHT
3a neueHue Ha omapasuTsIBaHe ¢ ObJIXU U KbPJIECKHU MPU KOTKH.

To3u BeTepHHAPCH JICKApCTBEH MPOIYKT MMa He3a0aBeH e(heKT U CIIOCOOHOCT J1a yOuBa ObiIXu
(Ctenocephalides felis n C. canis) u xppnexu (Ixodes ricinus) B mpoabikeHne Ha 1 Mecerr.

briixure u KbpIeKuTe TPSOBA ]a ce MPUKPEISAT KbM TOCTOTPHEMHIKA U Ja 3alI0YHAT JIa CE XPaHST, 32
Ja ObJaT U3I0KEHH Ha Bb3JICHCTBUETO HA aKTHBHOTO BEIIECTBO.

3.3 IIporuBomoka3zanus



I[a HC CC U3M0JI3BA MMPU CBPBXYYBCTBUTCIHOCT KbM aKTUBHOTO BCIICCTBO WJIM KbM HAKOC OT
IIOMOIIHHUTEC BCIICCTBA.

3.4 ChneunuajHM mpeaynpeKaeHust

[Tapasuture TpssOBa /a 3amOYHAT JIa CE XPaHAT OT FOCTOIPUEMHUKA, 32 J1a OBIaT U3I0KCHH Ha
JIEHCTBUETO HA JTOTUIIAHED, TOPAIX TOBA HE MOXKE /1a C€ U3KIIIOUM HAITBIHO MPEIaBaHEeTO Ha
3a00IsIBaHUs, IPCHACSHH OT TTapa3uTH.

TpsbBa 1a ce 0OOMHCITN BEpOSITHOCTTA APYTH )KUBOTHH B JOMAaKHHCTBOTO J1a Ca U3TOYHUK HA TIOBTOPHO
orapasuTsIBaHe ¢ ObJIXU U PU HEOOXOIUMOCT, T€ Aa ObIaT TPETHPAHH C TIOIXOISII TPOIAYKT.

Bcenuku cramuu Ha pa3BuTHE Ha OBJIXUTE MOTAT J1a OIMApa3uTAT ITOCTEIKATa Ha KOTKaTa U OOMYailHUTe
MeCTa 3a IMOYMBKa, KaTo KIIIMMU 1 Meka Meben. [Ipu MacoBo omapa3uTsBaHe ¢ ObJIXU U B HAYAJIOTO HA
MEpPKHUTE 32 KOHTPOJI, TE3U 30HH TPsIOBa J]a C€ TPETUPAT C TOIXOISAIT IPOAYKT U CJIEI TOBA PEIOBHO J1a
Ce TIOYMCTBAT C IMPaxOoCMyKauKa.

JocraTpuHn HUBa Ha €(PUKACHOCT MOXKE Jla He OBJaT MOCTUTHATH, aKO BETEPUHAPHHUAT JICKAPCTBEH
MIPOAYKT HE € MPHUIIOKEH 110 BpeMe Ha XpaHeHe uiH 10 30 MUHYTH cllef] XpaHeHe.

[lopanu HenOCTATHYHO AAHHU B TIOJKpera Ha e(pUKacCHOCTTa IPOTHB KbPJICKHU IPU MIIATH KOTKH, TO3H
MPOAYKT HE CE MPEropbyBa 3a TPETUPAHE CPEILy KBPIEKH MPU KOTEHIIA Ha 5-Mece4Ha Bb3pacT Wil
MO-MAaJIKH.

3.5 CrheunajHu npeana3sHd MepKH NpH ynorpeda

Crenmanady npeana3sHu MEpKH 3a 0e3omnacHa ynorpeda IIpy BUJIOBETE )KUBOTHH, 34 KOUTO €
npenHasnaued BJIIT:

JananTe 32 6€30MacHOCT U e(hUKACHOCT Ca MOJYYEeHH OT MPOYUYBAHHS ITPH KOTKH, HABBPIIMIH §
CEeIMUIIU U TI0-BB3pacTHH ¢ TenecHa maca 0,5 kg nim moseue. [Ipu nmunca Ha ocThIIHA HHPOPMAIIHS,
TpsiOBa Ja ce MOTHPCH CHBET OT BETEPHUHAPEH JIeKap Mpey JeueHne Ha KOTeHIIa Ha Bb3pacT 1Mo 8
cenMHUIM WK ¢ TenecHa maca ox 0,5 kg.

CHe]_[I/IaJIHI/I npearnasHy MCPKHU 3a JJUIara, mpujaraiy BETCPpUHAPHUA JICKAPCTBCH MPOAYKT Ha
KHMBOTHUTC!

Cren pabota ¢ mpoayKTa, U3MHIUTE PBLETE CH.
IIpu ciryuaiiHo noryislnase, He3a0aBHO J1a ce IOThPCU MEIULIMHCKU ChBET, KaTO Ha JIeKapsl ce
MIPEe0CTaBH JINCTOBKATA WM €TUKETa Ha MPOAYKTa.

CrenyanHy Ipeana3sHi MEpKH 3a 3alllHTa Ha OKOJIHATA CPeJia:

He e npunoxumo.
3.6 He0naronpusiTHH peakumun

Bunose xuBoTHH, 32 KouTO € npeaHazHayeH BJIII: koTku

MHoro penku [ospbirane’

(mo-manko ot 1 Ha 10 000 TpeTupanu
YKUBOTHU, BKJIFOUHTEITHO U30JIUPAHH
CHOOIICHUS):

! O6uKHOBEHO IpeMuHABA 6e3 JeueHne

C"LO6H_IaBaHeTO Ha He6J'IaFOHpI/IHTHI/I pCaKknnu € BaXxHO. ToBa nmo3BosiBa HCIIPEKBCHAT MOHHUTOPUHI Ha
0e30ImacHOCTTa Ha BCTCPUHAPHUA JICKAPCTBCH MMPOAYKT. C’I)O6I]_ICHI/I$ITa Tpr6Ba Ja C€ u3nparmiar, 3a
MMpeArnoYUuTaHe Ype3 BETCPUHAPCH JICKAP, UJIU Ha MPUTCIKATECIIA Ha PA3PCHICHUETO 3a ThProBUsd, UJIU Ha
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HAI[MOHAHUS KOMIIETEHTEH OpraH uype3 HallMOHaJHaTa CUCTeMa 3a choOmaBane. Bmkre Touka
»JJAHHH 32 BPb3Ka“* OT JIUCTOBKATA.

3.7 VYmnorpeda mo BpeMe Ha OPEeMEHHOCT, JAKTAIUS HJIH sTiilleHOCeHe

BesomnacHocTTa Ha BeTepUHAPHUS JICKAPCTBEH MPOIYKT HE € I0OKa3aHa 1o BpeMe Ha OpeMEeHHOCT U
JIAKTAIHSL.

BbpeMeHHOCT U JTaKTaIlus:

JlaGopaTopHuTE NPOyUYBaHUS IIPU IUTBXOBE HE OKA3BAT HUKAKBY JJOKA3aTEJICTBA 32 TEPATOr€HHOCT
WIN HAKAKbB HEOIaronpusTeH eEeKT BbPXY PENpPOAYKTUBHATA CTIOCOOHOCT Ha MBKKUTE U JKEHCKHUTE
*HUBOTHU. KoHCyTHpAliTe Ce ¢ BeTeprHAapeH JieKap NpeaHr JISUeHHUE 110 BpeMe Ha OpEMEHHOCT U
JIaKTaIysL.

3anmI0a1€eMOCT:
Koncynrupaiite ce ¢ BeTeprHApEH JIeKap Ipean JedeHne Ha KOTKU 32 PasIlIo].

3.8 Bs3aumogeiicTBHe ¢ APYTd BeTePUHAPHM JIeKAPCTBEHHU MPOIYKTH U ApYyru ¢popMu Ha
B3aHMOJIeHCTBHE

He ca n3BectHn.

[Ipu K IMHUYHOTO U3MUTBAHE HE ca HAOMIOaBaHU B3aUMOACUCTBHS MEKIY JIOTUIaHEP U PYTHHHO
W3MOJI3BAaHUTE BEeTEPUHAPHU JIEKAPCTBEHH MTPOTYKTH.

3.9 HayuH Ha NpUJIOKEHHeE U J03UPOBKA

ITepopanHo npunoxxeHue.

OBKyCeHHST BETEPHHAPEH JIEKApPCTBEH MPOAYKT TPAOBa Ja ce mpujiara B CbOTBETCTBHUE C TaOIUIaTa
Mo-0JTy, 3a /1a Ce TapaHTHpa eJHOKpaTHa 103a oT 6 10 24 mg notunanep/kg TenecHa maca.

;l;fgn)eCHa Maca Ha Kotiara KonnenTparus u Opoit Ha TabJIeTKUTE, KOUTO CE IpHIaraT
AdTab 12 mg AdTab 48 mg

0,5-2,0 1

>2,0-8,0 1

>8.0 ITonxonsima KOMOHHALIUA OT TaOJIETKH

IIpu xoTKHM ¢ TenecHa Maca Haf 8 kg, M3mo3BaiTe MOIX0 1A KOMOMHAIHS OT HATMIHUTE
KOHIICHTPAIINH, 32 J1a IPUJIIOKUTE Mpernopbyanara 103a ot 6 - 24 mg/kg.

[Ipunaranero Ha TO-HECKA 1032 MOXeE Ja TOBeIe 10 HeepekTrBHA yroTpeda u Ja CIOMOTHE 3a
pa3BUTHE HA PE3UCTEHTHOCT.

3a ;ma ce ocurypH NpaBHIIHA /1032, TeJeCHaTa Maca Tps0Ba Ja ce ONpe/eNy Bb3MOKHO Hal-TOYHO.
IIpunaraiite BeTepruHApHHUS JIEKAPCTBEH MPOIYKT MO0 BpeMe Ha XpaHeHe win 10 30 MUHYTH Ciie[
XpaHeHe.

3a onTuMajeH KOHTPOJI Ha Oollapa3uTsaBaHUATA C OBJIXH H KBbPJCIKHU, BETCPUHAPHUSAT JICKAPCTBCH

OpOAYKT TpSI6Ba Ja 6’1),[[6 npujaral Ha MECCYHU UHTCPBAJIN MMPE3 CC30HUTE, B KOUTO UMa OBJIXY U/UIIH
KBPJICKH, B 3aBUCUMOCT OT MCCTHATa CIIUACMHUOJIOTHUIHA 00cTaHOBKa.

3.10 CumnToMu Ha npeao3upaHe (A KOraTo € MPUJI0KUMO — MPOLEAYPH HA AeiicTBUE IPH
CIIENIHH CY4Yau U AHTUAOTH)
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He ca wnaOmogaBanu HEONArompusATHH pPEaKIUM ClIEJ [EPOPAIHO MPHIOKEHHE Ha
BETEpUHAPHUS JICKAPCTBEH MPOJYKT IIPU KOTEHIIA HA BB3pacT § ceaMulIY, ¢ TenecHa maca 0,5
kg, KOUTO ca TpPEeTUpPAHU ¢ J103a MOBEYE OT 5 MPTH MaKCUMaJIHATa mpenopbhyana no3a (130 mg
norunanep/kg TerecHa Maca), 0OceM MPUIIOKEHUST HA MECEYHH WHTEePBaJIH.

3.11 CneunuajHM OrpaHUYeHHs 32 ynoTpeda U creNMaJHU yCJOBHUS 32 ynoTpeda, BKJIANYUTETHO
OrpaHUYeHMs 32 YOTpedaTa Ha AHTUMMKPOOHHU ¥ NPOTHBONAPA3MTHU BeTePHHAPHH
JIEKAPCTBEHH MPOAYKTH, C 1ieJ1 12 ce OrPAHUYM PUCKBT OT Pa3BUTHE HA Pe3MCTEHTHOCT

He e npunoxxumo.
3.12 KapeHTHH cpoKoOBe

He e npunoxumo.

4. DAPMAKOJIOTUYHA UHO®OPMALIUA
4.1 BerepuHapeH JiekapcTBeH aHaToMO-TepaneBTH4YeH Ko (ATCvet Code): QP53BE(04
4.2 @apmaxkoaMHAMHUKA

JloTunanep, YUCT EHAHTHOMED OT KJIaca Ha M30KCA30JIMHATE, € aKTUBEH CPelly OBbIXH
(Ctenocephalides felis n Ctenocephalides canis) v xwpnexu (Ixodes ricinus).

Jlotunanep e MomieH nuxuoutop Ha GABA (rama-aMuHOMacieHa KUCeINHA)-3aBUCHMUTE XJIOPHTHH
KaHaJIM, KOETO BOJH 10 Obp3a CMBPT Ha Kbpiexu u Obixu. [Ipu in vitro npoyuBaHus, akTHBHOCTTA Ha
JIOTHJIAHEP CPelly HSIKOW apTPOIIOJIHH BUAOBE HE CE MOBJIHSABA OT PE3UCTEHTHOCT KbM XJIOPOPTaHHUYHH
(umknoauenu, Hamp. dieldrin), pernnnupazonu (Hamp. fipronil), HeoHUKOTHHOUIH (HATI.
imidacloprid), bopmamuauau (HanpuMep amitraz) U mUpeTpouau (Hamp. cypermethrin).

Havanoro Ha edmkacHOCTTa cpelnry OBJIXHM € B paMKuTe Ha 12 yaca cie MpUKPENBaHETO UM U B
MPOABIDKEHUE HA €MH MeCell CJle]l MPUlaraHeTo Ha MPOJYKTa. bhIXUTE 10 KUBOTHOTO TPEAH
MPUJIATaHETO Ha MPOIyKTa OMBAT yOUTH B paMKHTE Ha § Jaca.

Hauanoro Ha epukacHOCTTa Cpemnry KBPIJICKH € B paMKUTE Ha 24 yaca clie]] IPUKPEBaHETO UM U B
MPOIBIDKEHNE HA €IMH MECeIl CJIe/I MPIIaraHeTo Ha MPOoIyKTa. KbplIexuTe mo ;KUBOTHOTO TPEIH
MpHUJIaTaHeTO Ha MPOIyKTa OMBaT yOUTH B paMKHTe Ha 18 yaca.

BerepunHapHUAT NeKapcTBEH NPOAYKT YOHBA CHIIECTBYBAIIUTE ¥ HOBOIIOSBUIIUTE CE€ OBIIXH IO
KOTKHUTE, IPEU TE Aa cHecaT Aiua. [1o To3u HauuH NpOoayKTHT MPEKHCBA KU3HEHUS LIUKBJ HA
OBJIXUTE U MpeAmna3Ba 3a00MKajsIIara cpeaa oOT Onapa3suTIBaHe ¢ OBJIXU B 30HUTE, 10 KOUTO KOTKATa
AMa JOCTBII.

4.3 @dapMaKkoOKMHETHKA

Cren nmepopaiHo MpHIIOKEHHUE JOTHIAHEP ce pe30pOupa IecHO, KaTo MaKCUMaJIHaTa KOHIICHTPAIHs B
KpBBTa ce poctura cien 4 yaca. Jlorunanep e npubiuzurento 10 mbTH no-OMOHANINYEH, KOTaTo ce
mpueMa 1o BpeMme Ha XpaHeHe. TepMUHaIHUST MOTy>KUBOT € MPUOIM3UTENHO 4 ceIMUITH (CpenHa
XapMOHHMYHA CTOMHOCT). To31 TepMUHAIIEH TIOTYKHBOT OCUTYPsIBA €PEKTHBHH KOHIIEHTPAIIIH B
KpBBTa 32 LEIHsI CPOK Ha MEXYJ030BHS HHTEPBaJ.

OCHOBHUSAT BT Ha ETUMUHHAPAHE € Upe3 OMITMapHa eKCKPelrs, a BTOPOCTEIICHHUSAT — Ype3 ObOpedHa
exckperust (mo-manko ot 10 % ot mpo3ata). JloTunanep ce MeTaboIM3Upa B MaJlka CTETICH B T10-
XUAPO(UITHY CheINHEHHs, KOUTO ce HaOII0/1aBaT B U3MPAXXHEHUATA U YpUHATA.

5. OAPMAIEBTUYHHU JAHHHU
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5.1 OcHOBHM HECHBMECTUMOCTH

He e npunoxumo.

5.2 Cpok Ha rogHocT

CpoK Ha TOTHOCT Ha KpalHUS BETEPUHAPEH JEKAPCTBEH MPOAYKT: 3 TOJUHHU.

5.3 CuoenuajHu ycjaoBus 3a CbXpaHeHUe

To3u BeTeprHAPEH JIEKapCTBEH MPOIYKT HE U3MCKBA HUKAKBH CIICIIUAITHU YCIOBHUS 32 CbXPaHEHUE.
5.4 Bwuau chbcTaB HA MbPBUYHATA ONAKOBKA

TabmeTkure ca OMAKOBAaHU B AIYMHUHWIN/aIyMIUHHH OJTUCTEpHU, OTIAKOBAHU BHB BHHIITHA KAPTOHEHA
KyTus. TabmeTkuTe OT BCsAKa KOHIICHTPAITHS Ce MpeiaraT B OIMTAKOBKY OT 1 vk 3 TabJIeTKH.

He Bcuukn pa3MEpu Ha OIMAaKOBKATa MOrart Jia 6’BZ[aT npeayiaranv Ha masapa.
55 CnenuajaHun MEPKH 32 YHUIIOKABAHE HA HCU3ITIOJI3BAHU NMPOAYKTH WIH OCTATBIM OT THX

BerepunapHuTe ieKapCTBEHU MPOJYKTH HE TPsIOBa J1a ObJaT U3XBBPISHHU Upe3 OTIAIHU BOJU HITU
OHUTOBH OTITAIABIIH.

M3non3BaiiTe mporpamMu 3a BpblllaHe NPU YHUILIOKABAHETO HA HEU3IIOI3BaHU BETEPHUHAPHU
JIEKapCTBEHHU MPOAYKTHU WUJIM OCTAaThLM OT TSIX B CbOTBETCTBUE C U3UCKBAaHMITA HA MECTHOTO
3aKOHOJIATEJICTBO M C BCUYKH HAI[MOHAIHHA CUCTEMH 3a ChOMpPaHe, MPUIIOKUMHU 33 ChOTBETHHS
BETEPUHAPEH JIEKAPCTBEH MPOIYKT.

6. HNME HA ITPUTEXATEJIS HA PASPEIIEHUETO 3A THPTOBHUA

Elanco GmbH

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

EU/2/22/288/011-014

8. JATA HA ITBPBOTO U3JABAHE HA PASPEHIEHUETO 3A ThbPI'OBUSA

Jlata Ha MEPBOTO M3/1aBaHE Ha pa3pelIeHUETo 3a Thpropus: 13/09/2022.

9.  JIATA HA OCJIEJHATA PEJAKIMS HA KPATKATA XAPAKTEPHCTUKA HA
MPOJAYKTA

10. KIACHUPUKAIUSA HA BETEPUHAPHUTE JIEKAPCTBEHU NIPOAYKTHU

Jla ce oTmycka 0e3 JiekapcKO Mpe/nrucaHue.
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[MoapoOHa uHbopMalKs 3a TO3M BETCPUHAPEH JICKAPCTBEH MPOAYKT MOKE Jla HaMepuTe B 0a3aTa JaHHU
Ha Cpro3a otHOocHO npoxykTute (https://medicines.health.europa.eu/veterinary).
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NNPUJIIOXKXEHUE I1

JAPYI'N YCJIOBUSA U UBNCKBAHUSA KBM PASPEHIEHUETO 3A ThPI'OBUsL

Hsawma.
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NMPUJIOXKXEHUE I1I

ETUKET U JINCTOBKA
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ETUKETHN
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NHOOPMAILIUSA, KOATO CE U3IINCBA BbPXY BHBHIIHATA OITAKOBKA

KAPTOHEHA KYTHS (KYYETA)

1. HAMMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

AdTab 56 mg TabieTku 3a 1pBUYeHE 3a Kydera (1,3-2,5 kg)
AdTab 112 mg tabaetku 3a IbBUEHE 3a KyueTa (>2,5-5,5 kg)
AdTab 225 mg Ttabnerku 3a IbBUEHE 3a KyuyeTa (>5,5-11 kg)
AdTab 450 mg TabyeTku 3a JpBUEHE 32 KydeTa (>11-22 kg)
AdTab 900 mg TabneTku 3a IbBUEHE 3a Kyuyera (>22-45 kg)

2. KOJIMYECTBO HA AKTUBHUTE BEIIIECTBA

56 mg lotilaner

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

3. PASMEP HA OITAKOBKATA

1 TabneTka
3 TabneTKn

4. BUJOBE KUBOTHMU, 3A KOUTO E ITPEJJTHA3HAYEH BJIII

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

5. TEPAIIEBTUYHU INIOKA3AHUA

YOuBa OBJIXU M KBPIIEHKH
Edukacen 3a 30 qau

‘ 6. HAYNHU HA TPUJIOKEHHUE

IlepopanHo npunoxeHue.
[Ja ce mpuiara mo BpeMme Ha XpaHEHEe WM Clie] XpaHeHe.
Jo3upoBka: enHa Tadnerka 3a JbBUEHE MECETHO.

| 7. KAPEHTHHM CPOKOBE

‘ 8. CPOK HA I'OJJHOCT
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Exp. {mm/rrTr}

9. CIIEHHMAJIHU YCJIOBUS 3A CbXPAHEHUE

10. HAAIMUCHT ,,JIPEJU YIIOTPEBA TPOYETETE JIUMCTOBKATA“

[Ipenu ynorpeda npodereTe IUCTOBKATA.

11. HAAIUCHT “CAMO 3A BETEPUHAPHOMEJNIINHCKA YIIOTPEBA”

Camo 3a BeTepHHApHOMEIHUIIMHCKA yIIOTpeoa.

12. HAJIMNUCBHT “JIA CE CbXPAHSIBA JIAJIEY OT IOTJIEJA U HA HEJOCTBITHU
3A JIELA MECTA”

ﬂ;a CC ChbXpaHsdBa AaJied OT orjieaa U Ha HECAOCTHIIHU 3a A€1a MECTa.

13. HWME HA IIPUTEXXATEJISI HA PASPEIIEHUE 3A THPI'OBUS

Elanco GmbH

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

EU/2/22/288/001 (56 mg noTmnanep; 1 TabieTka 3a TbBUYCHE)

EU/2/22/288/002 (56 mg motunanep; 3 TabJIETKH 3a THBUCHE)

EU/2/22/288/003 (112 mg moTmianep; 1 TadieTka 3a J5BUCHE)
EU/2/22/288/004 (112 mg notunanep; 3 TaOJIETKH 3a JHBUYCHE)
EU/2/22/288/005 (225 mg notunanep; | Tabnerka 3a IbBUCHE)
EU/2/22/288/006 (225 mg moTmiianep; 3 TaOJIETKH 3a JHBUCHE)
EU/2/22/288/007 (450 mg notunanep; 1 TabieTka 3a AbBUCHE)
EU/2/22/288/008 (450 mg notunanep; 3 Ta0IETKH 32 JHBUCHE)
EU/2/22/288/009 (900 mg notumanep; 1 Tabierka 3a AEBUCHE)
EU/2/22/288/010 (900 mg moTmiianep; 3 TaOJIETKH 3a JHBUCHE)

15. HNAPTHUIEH HOMEP

Lot {Homep}
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NHOOPMAILIUSA, KOATO CE U3IINCBA BbPXY BHBHIIHATA OITAKOBKA

KAPTOHEHA KYTHUS (KOTKHN)

1. HAMMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

AdTab 12 mg Tabnetku 3a gpBUYeHE 3a KOoTKH (0,5-2,0 kg)
AdTab 48 mg TabneTku 3a IbBUYCHE 3a KOTKH (>2,0—8,0 kg)

2. KOJINMYECTBO HA AKTUBHUTE BEIIECTBA

12 mg lotilaner
48 mg lotilaner

3. PASMEP HA OITAKOBKATA

1 TabneTka
3 TabneTku

4. BUJOBE KUBOTHMU, 3A KOUTO E ITPEJJTHASHAYEH BJIII

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

‘ 5. TEPAIIEBTUYHU ITIOKA3AHUS

Y6uBa OBJIXM U KBbPIISKU
Eduxkacen 3a 30 qau.

‘ 6. HAYUHMU HA TPUJIOKEHUE

ITepopanHo mpunoxeHue.
Ja ce mpuiara no Bpeme Ha XpaHeHe win 10 30 MUHYTH Clie]l XpaHEHE.
Jlo3upoBka: enHa Ta0neTka 3a JbBUEHE MECEUHO.

‘ 7. KAPEHTHHU CPOKOBE

| 8.  CPOK HA TOJIHOCT

Exp. {Mmm/rrTr}

‘ 9. CIIEHUAJIHU YCJIOBUS 3A CbXPAHEHUE

‘ 10. HAAIUCHT ,,JIPEJU YIIOTPEBA ITPOYETETE JIUCTOBKATA“
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[Ipenu ynorpeba npodereTe TMCTOBKATA.

11. HAMIUCHT “CAMO 3A BETEPUHAPHOMEJIUIIUHCKA YIIOTPEBA”

Camo 3a BeTepHHapHOMEANULIMHCKA yIIOTpeoa.

12. HAMIUCBHT “JA CE CbXPAHSBA JAJIEY OT IIOTVIEAA U HA HEJOCTBITHU
3A JEIJA MECTA”

Ja ce cpxpaHsBa Jajed OT Iorjiena W Ha HeIOCTHITHH 3a JIella MecTa.

13. HUME HA IPUTEXATEJISA HA PASPEIIEHUE 3A ThPT'OBUS

Elanco GmbH

14. HOMEPA HA PASPEHIEHUETO 3A THhPI'OBUS HA BJIII

EU/2/22/288/011 (12 mg notunanep; 1 TabiaeTka 3a AHBUCHE)
EU/2/22/288/012 (12 mg notunanep; 3 TabIeTKH 3a JbBUCHE)
EU/2/22/288/013 (48 mg notunanep; 1 TabneTka 3a IbBUYCHE)
EU/2/22/288/014 (48 mg notunanep; 3 TaOJIETKH 32 THBUCHE)

15. HNAPTUJIEH HOMEP

Lot {Homep}
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MHUHUMYM HHOOPMAILIUA, KOATO TPABBA JJA BbJAE U3IIMCAHA BbPXY MAJIKH
OITAKOBKM BJIII, KOUTO CBABPXKXAT EJUHUYHA 103A

BJIMCTEPU (KYUETA)

‘ 1. HAMMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

AdTab

tad

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEIHLIECTBA

56 mg lotilaner

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

‘ 3. IHAPTUJEH HOMEP

Lot {nomep}

| 4. CPOK HA TOJIHOCT

Exp. {mMm/rrTT}
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MHUHUMYM HHOOPMAILIUA, KOATO TPABBA JJA BbJAE U3IIMCAHA BbPXY MAJIKH
OITAKOBKM BJIII, KOUTO CBABPXKXAT EJUHUYHA 103A

BJIMCTEPH (KOTKH)

1. HAMMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

AdTab

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

12 mg lotilaner
48 mg lotilaner

‘ 3. IHAPTUJEH HOMEP

Lot {Homep}

| 4. CPOK HA TOJIHOCT

Exp. {Mmm/rrTr}
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JIMCTOBKA

23



JJMCTOBKA

1. HaumeHoBaHMe Ha BeTepHMHAPHUS JIEKAPCTBEH NMPOAYKT

AdTab 56 mg TabneTku 3a ApBUCHE 3a Kydera (1,3-2,5 kg)
AdTab 112 mg tabnerku 3a rbBUEHe 3a KyueTa (>2,5-5,5 kg)
AdTab 225 mg tabnerku 3a 1pBUeHE 3a Kydera (>5,5-11 kg)
AdTab 450 mg TabeTkn 3a npBUeHE 3a KydeTa (>11-22 kg)
AdTab 900 mg Tabnerku 3a AbBUEHE 3a KyueTa (>22—45 kg)

2. CrncrTaB

Bcska TabieTka 3a 1pBUEHE ChABPKA:

AdTab Ta6aeTku 3a TbBYEHe lotilaner (mg)
3a kyuera (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 0exoBH KpBIJIn TaOJIETKH 32 JABbBYCHC C Ka(l)eHI/IKaBI/I IICTHA.

3. BugoBe ;kMBOTHH, 32 KOUTO e npeaHazHaueH BJIII
Kyuera.
4. Iloka3anus 3a ynorpeoda

3a jieueHue HA OMAPA3UTSIBAHE C KbPJICKH U OBJIXH NPU KydeTa.

To3u BeTepHHAPCH JICKApCTBEH MPOIYKT MMa He3a0aBeH e(heKT U CIIOCOOHOCT J1a yOuBa ObiIXu
(Ctenocephalides felis v C. canis) u xbpaexu (Rhipicephalus sanguineus, Ixodes ricinus, 1.
Hexagonus n Dermacentor reticulatus) B ipoabbKeHHE Ha 1 Mecelr.

BBaxuTte v KbpIexKUTe TPAOBA Ja ce MPUKPEIIT KbM FOCTONPUEMHUKA U J]a 3a[TOYHAT JIa Ce XPAHSIT, 3a
Ja ObJaT U3I0KEHH Ha BB3/ICHCTBUETO HA aKTHBHOTO BEIIECTRO.

5. IIpornBonoxa3zanus

Jla He ce u3Mo3Ba PU CBPBXUYBCTBUTEIHOCT KbM aKTHBHOTO BEIIECTBO MU KbM HSKOE OT
MIOMOII[HHUTE BEIIECTBA.

6. CrnennaJiHu npeaynpe:kIeHus

Crenpaiany Ipeamna3sii MEpKH 3a 0e3ommacHa yoorpeda Ipy BUIOBETE JKUBOTHH, 34 KOUTO €
npeaHasnaueH BJIII:
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[Tapasuture TpsOBa 1a 3aMoYHAT J1a C€ XPaHAT OT TOCTOIPUEMHHIKA, 32 J]a OBIaT U3I0KESHH Ha
JEHCTBUETO HA JTOTUJIAHED, IOPAIX TOBA HE MOXE /1a C€ U3KIIIOUM HAITBIHO MPEAABAHETO HA
3a00JIIBaHus, IPEHACSIHHA OT Mapa3uTH.

Tps6Ba ma ce 0OOMHCIN BEpOSITHOCTTA APYTH KUBOTHH B JOMAaKHHCTBOTO J1a Ca N3TOYHHK HA TIOBTOPHO
omapa3uTsIBaHe C OBJIXU U IPH HEOOXOIUMOCT, T 1a OBAAT TPETUPAHU C TIOIXOISIT IPOIAYKT.

Benuky crannm Ha pa3BuUTHE Ha OBJIXWUTE MOTAT a OTIAPA3UTST IMOCTENIKATa Ha Ky4eTO U OOWJIaifHUTE
MeCTa 3a MMOYMBKa, KaTo KIIUMH 1 Meka Meben. [Ipu MacoBo omapa3uTsaBaHe ¢ ObJIXH U B HAYAJIOTO HA
MEPKUTE 32 KOHTPOJI, TE3U 30HU TPsIOBA J1a CE TPETUPAT C TOIXOISII IIPOIYKT U CJIE]] TOBA PEIOBHO Jia
ce TIOYUCTBAT C MPAXOCMYKaUKa.

Benuky mannm 3a 6€30macHOCT 1 e(hUKACHOCT ca MONYYeH! OT KydeTa M Ky4eHIa, HaBbPIIIH §
CEeJIMHUIIU U TTO-BB3PACTHH, U C TenecHa Maca 1,3 kg u moseue. [Ipu nunca Ha 1oCThIIHA HHPOPMALIHS,
Tpsi0Ba Ja ce MOTHPCH CHBET OT BETEPUHAPEH JICKap Mpe/r JCUSHUE Ha KydeHI[a Ha Bh3pacT MoJ 8
CEeIMUIIN WK C TeJecHa maca rox 1,3 kg.

CrielnajiHu peJna3Hu MePKU, KOUTO TPsiOBa Ja B3eMe JHUIIETO, MPIJIATAI0 BEeTEPUHAPHUS JICKAPCTBEH
OPOJIYKT HA YXUBOTHHTE:

Crnen paboTa ¢ IpoIyKTa, H3MUNTE PBHIIETE CH.

[pu ciywaifHo morrpinaHe, He3a0aBHO J1a ce IOTHPCH MEIUIIMHCKH ChBET, KaTO Ha JIeKapsi ce
NPEJOCTAaBY JINCTOBKATA WM €TUKETA Ha MPOYKTA.

BpemeHHOCT 1 HaKTanys:

JlaGopaTopHuTE MpOyUBaHUS NP TUTHXOBE HE IMOKAa3BaT HUKAKBH JOKA3aTEJICTBA 32 TEPATOTCHHOCT.
Be3omnacHocTTa Ha BeTepUHAPHUS JICKAPCTBEH MPOIYKT HE € I0OKa3aHa 1o BpeMe Ha OpeMEHHOCT U
naxranus. KoHcyaTupaiite ce ¢ BeTeprHapeH JeKap mpeau JIeueHne o BpeMe Ha OpeMEeHHOCT U
TIaKTaIHsL.

3anmI0as1eMOCT:
JlaGopaTopHHUTE IPpOyUYBaHMSI MPH IUTEXOBE HE IMOKAa3BAaT HUKAKBH JOKA3aTEJICTBA 3a HEOIArompusITeH

e(eKT BBPXY PEeNpOILyKTHBHATA CIIOCOOHOCT HA MBKKUTE U )KEHCKUTE )KUBOTHHU.
besonacHocTTa Ha BeTepHHAPHHUA JEKapCTBEH MPOIYKT HE € I0Ka3aHa IpU pPa3BbJIHU KyUeTa.
KoHncynTtupaiite ce ¢ BeTepHHApEH JIEKap Mpeau JICYEHHE Ha KydeTa 3a Pa3IlIoz.

BsaunMoseiicTBre ¢ Ipyru BETEpUHAPHU JEKAPCTBEHHU OIPOAYKTH U APYTU GOPMU HA B3aUMOIEUCTBUE:
He ca uzBectau. [Ipy KITHHUIHOTO M3MUTBAHE HE ca HAOIIOaBaHN B3aMMOICHCTBHS MEKITY
JOTWJIaHEP U PYTUHHO M3MOJI3BaHUTE BETCPUHAPHH JIEKAPCTBEH MPOIYKTH.

IIpenosupane:
He ca nabmonaBanu HEOIArONPHUSITHA PEAKIIMH CIIS MIEPOPATHO MPIIIOKECHIE Ha BETCPUHAPHUS

JIEKapCTBEH IMPOIYKT MPH KydeHIIa Ha Bb3pacT 8-9 cemmury u ¢ TenecHa maca 1,3-3,6 kg, Tpetupanu
¢ J03a, TIpEBHUIIIaBaIa 10 5 MbTH MaKCUMaIHaTa mpenopbryana mo3a (43 mg, 129 mg u 215 mg
notunanep/ kg TenecHa Maca), oceM NMPHIIOKEHUS HA MECEYHHU WHTEPBAIIH.

7. HebaaronpusiTHUu peakuumn

Bunose xuBOTHH, 3a KOUTO € npenHazHayeH BJII: kyuera

Mmnoeo peoxu (no-manxo om I na 10 000 mpemupanu sHcu6omuu, SKIIOUUMENHO UB0IUPAHU
cvoOuenus).

Juapus'?, Tospsmane'?;
Anopekcus'?, Jleraprus’;

Araxcus®, Konsyncun®, Tpemop®

! Jlexu u MIPEXOTHU
2 OGMKHOBEHO MPEMUHABA 6e3 JTeUeHune
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3 B moBeueTo ClIydau ca BpCMCHHHA

Cro0IaBaHeTo Ha HEOIArONMPHUATHH PEaKIUH € BakHO. ToBa MO3BOJIsIBA HEMPEKHCHAT MOHUTOPHHT Ha
0e30macHOCTTa Ha MPOAYKTA. AKO 3a0€NeKUTE HIKAKBU HEOMArONPHUATHH PEAKIINH, BKIIOUUTEITHO U
TaKWBa, KOMTO HE ca OMUCAHU B Ta3U JTUCTOBKA WM MUCIHUTE, Ye BETEPUHAPHHUS JTIEKAPCTBEH MPOIYKT
He JIeHCTBa, CBBPIKETE ce IbPBO ¢ Bamus BerepunapeH sekap. MoxkeTe ChIlo 1a ChoOmaBaTe
He6HaFOHpI/IHTHI/I PCAKIMHN Ha PUTEKATCIIA HA pa3pClICHUCTO 3a ThbpPTOBUA, KATO U3IOJI3BATC JAHHUTE
3a KOHTaKT B Kpasi Ha Ta3u JIMCTOBKA MJIM Ype3 BamaTa HanMoHanHa cucTeMa 3a ChoOIIaBaHe:
{mogpoOHOCTH 3a HAITMOHAJIHATA CUCTEMA } .

8. Ilompomca 3a BCCKM BU/l )KUBOTHO, HAYUMHU U ME€TOA HA MPUJI0KCHHE

IlepopanHo npunoxeHue.

BerepuHapHHAT JIeKapCcTBEH MPOAYKT TPAOBa [a ce Mpuiiara B CbOTBETCTBUE € TaOJIMIAaTa MO-10IY, 3a
Ia ce rapantupa go3a ot 20 1o 43 mg norunanep/kg Tenecna maca.

TesecHa maca KonuenTpauus u Opoii Ha TadJIeTKUTE, KOUTO ce MPUJIaraT
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 1
>11-22 1
>22-45 1
> 45 Tlogxomsiia KOMOUHALHS OT TaOJICTKHU

3a xyueTa c TenecHa Maca Hax 45 kg u3non3paiite moaxoasnia KOMOMHALMS OT HAINYHUTE
KOHIICHTPAIINH, 32 JIa IPUJIOKHUTE Mpernopbyanara no3a ot 20-43 mg/ kg.

[Ipunaranero Ha Mo-HKUCKA 1032 MOXKE J1a I0Belie 10 HeepekTuBHA ynoTpeba u Ja CIOMOTHE 32
pa3BUTHE HA PE3UCTEHTHOCT.

3a #a ce ocurypu IpaBuiIHA 034, T€JIeCHaTa Maca TpsiOBa 1a ce ONpeJIesid Bb3MOXKHO Hal-TOYHO.

9. ChbBeTH 32 MIPAaBWJIHOTO NPUJIaraHe HA MPOAYKTA

AdTab e aneTuTHO OBKyceHa Ta0yieTKa 3a AbpBUYcHe. [Ipunaraiite TabneTkara(ure) 3a AbBUCHE BETHBK
MECEYHO I10 BpeMe Ha XpaHEHEe WIIH CJIE/T XpaHEHe.

3a onTHUMaJeH KOHTPOJI Ha ONAPa3UTABaHMS C OBJIXU U KbPJIEKH, IPOAYKTHT TpsiOBa J1a ce mpuiiara Ha
MECEUHH UHTEPBAIH MIPe3 CE30HUTE, B KOUTO MMa OBJIXH W/HIH KbPIICKH, B 3aBHCUMOCT OT MECTHATa
eMHUIEMHUOJIOTHYHA CUTYaIIHSI.

10. KapenTHu cpokoBe

He e npunoxumo.
11. Chneumnajnm ycJIOBHMS 32 CbXpPaHeHHe

[a ce cpxpansBa janed OT Iorjiena U Ha HeIOCTHITHH 3a JIella MecTa.
To3u BeTepUHAPEH JIEKaPCTBEH MPOAYKT HE U3UCKBA HUKAKBU CIICIIUATHH YCIOBHS 32 CbXpaHEHHE.
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ﬂa HE CC U3M0JI3Ba TO3U BETCPUHAPCH JICKAPCTBCH IMPOAYKT CJI€A U3TUYAHC CPOKa Ha TOAHOCT,
IMOCOYCH BBPXY KYyTHUATA U 6J'II/ICT6pa CIICI EXp CpOK’BT Ha TOAHOCT OTroBaps Ha MOCJICAHNA ICH OT
TO3M MECCII.

12. ChnenmnajgHu NMpeANa3sHU MePKH NMPH YHUIIOKABaHe

BerepunapHuTe 1€KapCTBEHU MPOIYKTH HE TPOBA 1a ObJAT U3XBBPISHHU Ype3 OTHAIHU BOIU HITU
OUTOBHU OTIIAIBIIH.

W3non3saiiTe mporpamu 3a BpbIllaHe IPU YHUIIOKABAHETO Ha HEU3MOI3BaHU BETEpUHAPHU
JIEKapCTBEHU IIPOLYKTH WIIA OCTATBLU OT TAX B CbOTBETCTBHE C U3MCKBAHUATA HA MECTHOTO
3aKOHOZATEJICTBO U C BCHUKU MPUJIOKUMH HAIMOHAIHU CUCTEMH 3a chOupane. Te3u MepKH e
MIOMOTHAT 3a OIla3BaHE Ha OKOJIHATA CPEla.

[MonuTaiite Bamws BeTepuHapeH Jiekap Win GpapMaieBT Kak J1a YHUIOKHUTE HEHY)KHH BETCpUHAPHU
JIEKapCTBEHU IIPOLYKTH.

13. Kaacupukanus Ha BeTepUHAPHHUTE JeKAPCTBEHH MPOAYKTH

Ja ce oTmycka 6e3 nekapcKo npeArnvcaHue.

14. Homepa Ha pa3pelIeHHETO 32 THPIrOBUSI U Pa3MepH ONIAKOBKH
EU/2/22/288/001-010

TabneTkuTe ca ONaKOBaHH B aTyMUHHM/alyMUHUH OJTUCTEPH, OTIAKOBAHU BB BBHIIIHA KAPTOHEHA
KyTus. TabmeTknuTe OT BCsIKa KOHIIEHTPAIHS C€ TIpeyiaraT B OMaKOBKH OT 1 win 3 TabneTKu.

He Bcuukm pa3mepn Ha onmakoBKaTa MOTar Aa ObJIaT MpeayiaraHy Ha masapa.

15. JlaTa Ha mocjieiHaTa pelaKIUs HA TEKCTa

MM/ITIT

[onpoOua uHpopManus 3a TO3M BETEPUHAPEH JIEKapCTBEH MPOAYKT MOXKE Jla HaMepuTe B O6azaTta
nmanan Ha Cpro3a otHOocHO npoxyktute (https://medicines.health.europa.eu/veterinary).

16. /lanuu 3a Bpb3Ka

[purexaTen Ha pa3peUICHUETO 3a THPrOBYI U IAHHM 32 BPb3Ka 3a chOOIIaBaHe Ha MPEN0JIaracMu

HEeOJIArONPUATHY PEaKIIUN:
Elanco GmbH, Heinz-Lohmann-Str. 4, 27472 Cuxhaven, ['epmanust

Belgié/Belgique/Belgien Lietuva

Tél/Tel: +32 33000338 Tel: +372 8840389
PV.BEL@elancoah.com PV.LTU@elancoah.com
Peny0auka bearapus Luxembourg/Luxemburg
Ten: +48 221047815 Tél/Tel: +352 20881943
PV.BGR@elancoah.com PV.LUX@elancoah.com

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

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

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

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

E\rada
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

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

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

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

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

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

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

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

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

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

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

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

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

United Kingdom (Northern Ireland)
Tel: +44 3308221732
PV.XXI@elancoah.com

IIpousBoauTen, OTroBapsiiy 3a OCBOOOXKIABAHETO HA NAPTHUIHN:

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



17. JlombanuTeaHa nHGopManus

JloTunanep, YMCT EHAHTHOMEP OT KJIaca Ha M30KCA30JIMHNUTE, € AKTHBEH CPEILy OBIXH
(Ctenocephalides felis n Ctenocephalides canis), xvpnexure Dermacentor reticulatus, Ixodes
hexagonus, Ixodes ricinus u Rhipicephalus sanguineus, xakto u cpeuty Demodex canis.

Jlotunanep e momeH naxuoutop Ha GABA (rama-amuHOMac/IeHa KUCEIUHA)-3aBUCUMHUTE XJIOPUTHH
KaHaJli, KOETO BOAU 10 Obp3a CMBPT Ha KbPJIEKH U OBJIXH. AKTHBHOCTTA Ha JIOTHJIAHEDP HE ce
MIOBIIMSBA OT PE3UCTEHTHOCT KbM XJIOPOPTaHWYHU (IUKIoqueHn, Hanpumep dieldrin), ¢permnmupazonu
(mamp. fipronil), HeonnkornHOoMIYM (Hamp. imidacloprid), opmamunuan (Hamp. amitraz) u
nupeTpouan (Hamp. cypermethrin).

HauanoTo Ha edukacHocTTa cpelry ObJIXU € B paMKUTE Ha 4 Yaca CJiell PUKPETIBAHETO UM U B
MPOABIDKEHUE Ha €MH MECeT] CJie]l IpUjlaraHeTo Ha MPOAYKTa. bBIXUTE 1Mo KUBOTHOTO MPEAH
MpHUJIAraHeTo Ha MPOIyKTa OMBaT yOUTH B paMKUTE Ha 6 yaca.

HauanoTo Ha eukacHOCTTa Cpelly KbpIIeKU € B paMKUTe Ha 48 yaca cje]] IPUKPENBaHEeTO UM U B
IPOIBJKEHUE HA €JUH Mecell ClIe]l IIpUIaraHeTo Ha npoaykra. Kepuexure (L ricinus) no AKUBOTHOTO
MIpeIu MpUJIaraHeTo Ha MpOoAyKTa OUBaT yOUTH B paMKUTe Ha 8 Jaca.

BerepuHapHUAT JIeKapCcTBEH MPOAYKT yOUBA ChILECTBYBAILIUTE U HOBOIIOSBUIINTE C€ OBJIXH BBPXY
Ky4eTo Mpenu Te Aa cHecar sina. [1o To3u HaurH NpoayKTHT NPEKbCBA KU3HEHUS LIMKBJI Ha OBIXUTE
W TpeJina3Ba 3a00uKasiara cpeia OT onapasuTsaBaHe ¢ OBJIXH B 30HUTE, 0 KOUTO Ky4yeTo HMa
JOCTBII.
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JJMCTOBKA

1. HauMeHoBaHHe HA BeTEPUHAPHUS JIEKAPCTBEH MPOAYKT
AdTab 12 mg tabnerku 3a apBUeHE 3a KoTKH (0,5-2,0 kg)

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

2% CncraB

Bcska TabieTka 3a 1bBUEHE ChABPKA:

AdTab TabjieTku 3a TbBUEHe lotilaner (mg)
3a kotku (0,5-2,0 kg) 12
3a KoTkH (>2-8.,0 kg) 48

bemn a0 Kaq)eHI/IKaBI/I KpbIIA TaOJIETKH 3a JABbBUYCHE C Ka(bCHI/IKaBI/I IICTHA.

3. Bunose ;kuBOTHH, 32 KOUTO ¢ MpeAHasHa4YeH BJITI
Kortxkun.
4. Ilokazanus 3a ynorpeda

3a JeuyeHue Ha OorapasuTsABaHC C OBJIXH U KBbPJICKHU MTPU KOTKHU.

To3u BeTepHHAPEH JICKAPCTBEH MPOIYKT MMa He3a0aBeH e()eKT U CIOCOOHOCT J1a yOuBa ObJIXu
(Ctenocephalides felis n C. canis) u xppnexu (Ixodes ricinus) B Ipoab/KeHNe Ha 1 Mecerr.

bbaxure n KBbPJICIKUTC TpH6Ba Aa C€ MPUKPCIIAT KbM I'OCTOIIPUCMHUKA U [1a 3aIlI0YHAT Ja CC XPaHAIT, 3a
Ja 6’B,E[aT H3JI0KCHU Ha B’B3,E[€I\/'ICTBI/I€TO Ha aKTHUBHOTO BCIICCTBO.

5. IIpornBonoxa3zanus

Jla HE CC MU3M10JI3Ba IMPU CBPBXUYYBCTBUTCIIHOCT KbBM aKTUBHOTO BEIIECCTBO WM KbM HAKOEC OT
IIOMOIIIHUTEC BCIICCTBA.

6. CrnenmaJiHu npeaynpe:KIeHns

CrenuaiaHy nNpeana3Hd MEPKH 3a Oe30macHa ynoTpeba IpH BUIOBETE )KUBOTHH, 32 KOUTO €
npeaHaszHaueH BJIIT:

[Tapasuture TpsOBa 1a 3amoYHAT J1a CE€ XPaHAT OT TOCTOIPHUEMHIKA, 32 J1a ObIaT U3JI0KESHH Ha
JIEHCTBUETO HA JTOTUIIAHEP, TOPAIU TOBA HE MOXKE J1a C€ U3KIIIOUU HAITBJIHO MIPEIaBaHeTO Ha
3a00JISIBaHUS, TIPEHACSHU OT MTAPa3UTH.

Tps6Ba ma ce 0OOMHUCITN BEPOATHOCTTA IPYTH >KUBOTHH B IOMAKWHCTBOTO JIa Ca M3TOYHUK HA ITOBTOPHO
omapa3uTsIBaHe C OBIXH U IPH HEOOXOIUMOCT, TE 1a OBAAT TPETUPAHHU C TIOIXOISIT TPOIAYKT.

Bcenuku cramuu Ha pa3BuTHE Ha OBJIXUTE MOTAT J1a OIMapa3uTAT ITOCTEIKaTa Ha KOTKaTa U OOMYaiiHUTE
MeCTa 3a IMOYMBKa, KaTo KIIMMU 1 Meka Meben. [Ipu MacoBo omapa3uTsBaHe ¢ OBJIXH U B HAYAJIOTO HA
MEPKUTE 32 KOHTPOJI, TE3U 30HU TPsIOBA J1a CE TPETUPAT C TOXOISII IIPOIYKT U CJIE]] TOBA PESIOBHO J1a
ce TIOYMCTBAT C IMPaxOoCMyKauKa.
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JocTtarpuHy HUBa HA €pUKACHOCT MOJKE J1a HEe OBbAT MOCTUTHATH, aKO BETEPUHAPHUST JEKaPCTBEH
HPOLYKT HE € IPUIJIOKEH 0 BpeMe Ha XpaHeHe WK 10 30 MUHYTH Clie XpaHEeHe.

[lopanu HEOOCTaTHYHO AaHHU B MOAKpeNa Ha e(UKacCHOCTTa IPOTUB KBPJICKHU IPU MIIaId KOTKH, TO3H
MPOAYKT HE ce MPEerophyBa 3a JeUeHHe CPelly KbpJIeKH MPH KOTEHIa Ha S-MeceuHa Bb3pacT W 10-
MaJKH.

Benuku nannu 3a 6e30macHOCT M e(pUKACHOCT ca MOJIYYEeHHU OT IPOYYBAHUS IIPU KOTKU U KOTEHIIA,
HaBBPIIWIN § CEAMHLIM U NIO-BB3PACTHH, U ¢ TesecHa Maca 0,5 kg u nosede. IIpu nurnca Ha focThIHA
uHpOpMaIysl, TpsOBa Aa ce MOTHPCU ChBET OT BETEPUHAPEH JIEKap NpeAH JIeUeHHE Ha KOTeHLA Ha
BB3PACT MOJ 8 CeaMHIIU WM ¢ TeaecHa maca mox 0,5 kg.

CHe]_[I/IaJIHI/I npearnasiu MEpKu, KOUTO TDH6B3 Ja B3EMC JHUIICTO, ITPpUJIaraiio BETCPpUHApPHUA JICKAPCTBCH
OPOJIYKT HA YKUBOTHHTE:

Crnen paboTa ¢ IpoIyKTa, H3MUNTE PHIETE CH.

[pu ciyyaifHo moriTbInaHe, He3abaBHO Jia ce OTHPCH MEIUIIMHCKH ChBET, KATO Ha JIeKapsi ce
NPEJOCTABY JINCTOBKATA WM €TUKETA Ha MPOJYKTA.

BpeMeHHOCT 1 JlakTanus:

JlaGopaTopHuTE M3CIeIBaHUs MPHU TUIBXOBE HE MMOKa3BaT HUKAKBU JOKa3aTeICTBA 32 TEPAaTOTEHHOCT.
besonacHocTTa Ha BeTeprUHAPHHUSA JIEKapCTBEH MPOIYKT MPU KOTKHU HE € YCTAaHOBEHA 10 BpeMe Ha
OpemeHHOCT 1 nakTanud. KoHcynTupaiiTe ce ¢ BeTepUHAPEH JIeKap MPey JIeUeHue 110 BpeMe Ha
OpEMEHHOCT M JIaKTalHA.

3anIoas1eMOCT:
JlaGopaTopHuTe M3CcIeABaHMS MPU IUTHXOBE HE MOKAa3BaT HUKAKBU JJOKA3aTEJICTBA 33 HEOIaronpusTeH

e(eKxT BbpXY PErpoayKTHBHATA CIIOCOOHOCT Ha MBXKHUTE U )KEHCKHUTE KHUBOTHH.
Be3onacHocTTa Ha BeTepUHAPHUS JICKAPCTBEH MPOIYKT HE € YCTAHOBEHA MPH Pa3BbhIHU KOTKHU.
KoncynTupaiite ce ¢ BeTepiuHapeH JieKap Mpeau JIedeHne Ha KOTKH 33 Pas3IuIof.

BzaumMoseiicTBue ¢ Apyrd BETEPUHAPHH JIEKAPCTBEHU IPOAYKTH U APYIH (hOPMH Ha B3aUMOAEHCTBUE:
He ca uzectau. [Ipy KITHHUYHOTO W3MUTBAHE HE ca HAOIIOaBaHN B3aMMOICHCTBHS MEKITY
JOTHJIAHEP W PYTHHHO M3ITOJI3BAHUTE BETEPUHAPHU JICKAPCTBEHHU MPOIYKTH.

IIpenosupane:
He ca nabmonaBanu HEOIArONIPHATHH PEAKIIMH CIIS IEPOPATHO MPUIIOKEHIE Ha BETCPUHAPHUS

JIEKapCTBEH MPOAYKT MPHU KOTEHIIAa Ha Bh3pacT § ceaAMHIM U ¢ TerecHa maca 0,5 kg, Tpetupanu ¢ 1o3a,
MIpeBHUINaBaIia 10 5 M»TH MaKcUMaaHaTa mpenopbkyana no3a (130 mg nmotmranep/kg TenecHa maca),
0CeM MPUJIOKECHUS Ha MECCYHU MHTEPBAIIH.

7. HebaaronpusiTHUu peakuumn

Bunose xuBOTHH, 3a KOUTO € npeaHazHaueH BJIIT: koTku

Mmuoeo peoxu (no-manxo om 1 na 10 000 mpemuparu sHcueomHuu, SKIHOYUMETHO UOTUPAHU
cvoOuerus).

TIoBpsmiane’

! O6uKkHOBEHO peMuHaBa Ge3 IeueHne

Cro0IaBaHeTo Ha HEOIArOMPUATHH PEaKIMH € BakHO. ToBa MO3BOJIsIBA HEMPEKHCHAT MOHUTOPHUHT HA
0e30MacHOCTTa Ha IPOAYKTa. AKO 3a0€JIeKUTE HIAKAKBU HEOJIATONIPUITHU PEaKIIUU, BKIFOUYUTEIHO H
TaKWBa, KOMTO HE Ca OMUCAHM B Ta3H JINCTOBKA WM MUCJIMTE, Y€ BETEPUHAPHUS JICKAPCTBEH MPOIYKT
He JIeHCTBa, CBBPIKETE ce IbPBO ¢ Bamus BerepuHapeH jiekap. MoxKeTe ChIlo 1a ChoOIaBaTe
HEOJAroONpUATHH PEaKIUU Ha MIPUTEXKATE/IS Ha Pa3pEIICHUETO 3a ThProBHs, KaTO U3IMOJI3BATEe JAaHHUTE
3a KOHTAaKT B Kpas Ha Ta3W JIMCTOBKA WK upe3 BaiaTa HallMOHAIHA CHCTeMa 3a ChOOIIaBaHe:
{mopoOGHOCTH 3a HAIlMOHATHATA CHCTEMA }.
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8. Jo3upoBKa 32 BCEKU BU/I KMBOTHO, HAUMHU M METO/] HA NPUJIOKEHNE
IlepopanHo npunoxeHue.

OBKyCEHUT BETEPHHAPEH JICKAPCTBEH MPOAYKT TPsIOBa Ja ce Mpujiara B ChOTBETCTBUE € Ta0IuIara
o-70JTy, 3a /1a Ce TapaHTUpa eTHOKpaTHa 103a oT 6 10 24 mg notunanep/kg TenecHa maca.

;l;fgn)eCHa Maca Ha Kotiara KonnenTparus u Opoif Ha TabJIeTKUTE, KOUTO CE IpHIaraT
AdTab 12 mg AdTab 48 mg

0,5-2,0 1

>2,0-8,0 1

>8.0 ITonxonsia KOMOHHALIUA OT Ta0JIETKH

IIpu xoTKHM ¢ TenecHa Maca Haf 8 kg, M3mo3BaiTe MOIX0 I KOMOMHAIHS OT HATHIHUTE
KOHIICHTPAIINH, 32 J1a IPUJIOKUTE Mpernopbyanara 103a ot 6 — 24 mg/kg.

[Ipunaranero Ha MO-HUCKA J103a MOXKE Ja TOBeIe 10 HeepekTrBHA ynoTpeda U Ja CIOMOTHE 32
pa3BUTHE HA PE3UCTEHTHOCT.

3a 1a ce ocurypH NpaBHIIHA /1032, TeJIeCHAaTa Maca TpsiOBa Ja ce OIpeieNy Bb3MO)KHO Hall-TOYHO.

9. CbBeTH 32 NPaBUJIHOTO NMPUJIATaHE HA MPOAYKTA

[Ipunaraiite BeTepuHApHUS JIEKAPCTBEH MPOIYKT 10 BpeMe Ha XpaHeHe Wwin 10 30 MUHYTH clieq
XpaHeHe.

3a onTHMaeH KOHTPOJI Ha ONAapa3uTABAHUATA C KbPIIEKH U OBJIXH, BETEPUHAPHUAT JIEKaPCTBEH
MPOAYKT TpAOBa 1a ObJie MPUIIaraH Ha MECEYHH HHTEPBAJH MPE3 CE30HUTE, B KOUTO UMa OBJIXU H/HITH
KBPJICKH, B 3aBUCHMOCT OT MECTHATa CMUIEMHOIOTHYHA 00CTaHOBKA.

10. KapenTHu cpokoBe

He e npunoxxumo.

11. Chneunmnajnm ycJIOBHS 32 CbXpPaHeHHe

[a ce cpxpansBa ganed OT Iorjiena U Ha HeIOCTHITHH 3a JIela MecTa.

To3u BeTeprHApEH JIEKapCTBEH MPOIYKT HE N3NCKBA HUKAKBY CIICIIUAITHU YCIOBHUS 32 ChbXPaHEHHE.
Jla He ce M3MOJI3Ba TO3M BETEPUHAPEH JIEKAPCTBEH MPOIYKT CIIeI U3THYaHEe CPOKa Ha TOTHOCT,
MMOCOYEH BBPXY KyTHsITa 1 Onmuctepa ciieq Exp. CpoKbT Ha TOJHOCT OTTOBAps Ha MOCICIHUS JIEH OT
TO3H Mecell.

12. CrhennaJiHu NpeANa3HA MePKH NPH YHULIOKaBaHe

BetepruHapaUTE IeKapCTBEHH MTPOIYKTH HE TPAOBA Ma ObIaT U3XBBPISTHA Upe3 OTHAIHHI BOIU WITH
OHMTOBH OTIAIBIIH.

M3non3BaiiTe mporpaMu 3a BpblllaHE PHU YHUILIOKABAHETO HA HEU3IIOI3BaHU BETEpUHAPHU
JIEKapCTBEHHU NMPOAYKTH WM OCTATBIM OT TAX B CbOTBETCTBUE C N3UCKBAHMATA HA MECTHOTO
3aKOHO/IATEJICTBO M C BCUYKH IMPIJIOKMMHU HALIMOHATTHYU CHCTEMH 3a chOupane. Te3n Mepku 1e
IIOMOTHAT 3a OIla3BaHE Ha OKOJIHATA Cpela.
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[lonmraiite Bamms BeTepruHapeH Jiekap wWiu GpapMareBT Kak Ja YHUIOKUTE HEHY)KHU BETepUHAPHU
JIEKapCTBEHU IIPOIYKTH.

13. Knacudukamus Ha BeTePUHAPHUTE JeKAPCTBEHH MPOAYKTH

Ja ce otmmycka 0e3 JeKapCcKo NpercaHue.

14. Homepa Ha pa3pelieHHeTo 32 THProBUS U pa3MepH OMAKOBKH

EU/2/22/288/011-014

TabneTkuTe ca ONMaKOBaHU B aHYMHHHﬁ/aHYMHHHﬁ 6J'II/ICTepI/I, OIIaKOBAHU BbB BHHIIIHA KAPTOHCHA
KyTHus. TabneTKHUTE OT BCSIKA KOHIOCHTpAaus €€ npeajarat B OITaKOBKU OT 1 wnu 3 TabaeTKH.

He Bcuuku pasmepu Ha OImakoBKaTa MOTaT Aa OBAAT MpejiaraHu Ha ma3apa.

15. /[laTa Ha mocjeaHaTa pelakius HA TEKCTa

MM/TTTT

ITonpo6Ha wHGOPMAITHS 32 TO3W BeTEpHHAPEH JICKAPCTBEH MPOAYKT MOXE J1a HaMepuTe B 0azaTa
nanau Ha Chro3a otHocHO npoaykTute (https://medicines.health.europa.eu/veterinary).

16. /lanuu 3a Bpb3Ka

IIpuTtexarell Ha pa3pelIeHUETO 3a ThPrOBUS M IAHHM 33 BPBh3Ka 32 ChOOIAaBaHEe HA MPEANOIaracMu
He6J’IaFOHDI/IHTHI/I PECAKIINN

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
Peny0auka bbarapus Luxembourg/Luxemburg
Tem: +48 221047815 Teél/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 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
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Tel: +372 8807513

TIf: +47 81503047

PV.EST@elancoah.com PV.NOR@elancoah.com
EArGoa 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
Kvmpog Sverige

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

IIpousBoauTen, OTroBapsii 3a OCBOOOXKIABAHETO HA NAPTHUIHN:

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

17. Jombanuteana nHopmManus

JloTnnanep, 4NCT EHAHTHOMEP OT KJIaca Ha U30KCA30JIMHHUTE, € aKTHBEH CPEIly OBIXH
(Ctenocephalides felis n Ctenocephalides canis) u xvpnexu (Ixodes ricinus).

Jlotunanep e morieH naxuburop Ha GABA (rama-amMruHOMAcIeHa KHCEIHHA)-3aBUCUMUTE XJIOPHIHH
KaHaIli, KOETO BOJU JI0 Obp3a CMBPT Ha Kbpiexu U Obyixu. [IpH in vitro mpoyuBaHHs aKkTHBHOCTTA Ha
JOTHJIAHEP CPEILy HAKOM apTPOIIOTHH BHIOBE HE CE MOBIHABA OT PE3UCTEHTHOCT KbM XJIOPOPTAaHUIHU
(tuxmonuenu, Hanpumep dieldrin), permmmupazonu (Hanp. fipronil), HeoHUKOTHHONUTN (HATIP.
imidacloprid), popmamuauan (Hamp. amitraz) u TUpeTpouan (Harp. cypermethrin).
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HauanoTo Ha edukacHocTTa cperty ObJIXU € B paMKuTe Ha 12 Jaca ciel] IPUKPENBaHETO UM U B
NpOIBJDKEHUE HA €MH Mecell cliell IPIIAaraHeTo Ha IPOAyKTa. beiIxuTe 1o >KHBOTHOTO Npean
MpUJIaraHeTo Ha MPOAYyKTa OMBaT yOUTH B paMKUTE Ha 8 daca.

Hayanoto Ha eukacHOCTTa CpEIly KbPJICKHU € B pAMKUTE Ha 24 yaca CJie/l MPUKPEIIBAHETO UM U B
MIPOBIDKEHNE Ha €IITH Mecel] cIie/ PUIaraHeTo Ha MpoaykTa. Kepiexxnure 1o )KHBOTHOTO TIpeIn
MpUJIaraHeTo Ha MPOIyKTa OMBar youTH B pamkute Ha 18 yaca.

BerepunapHUAT NeKapCTBEH NPOAYKT YOHBA CHIIIECTBYBAIIUTE ¥ HOBOTIOSBUIIUTE CE OBIXH BHPXY
KOTKHTE MIPEAH T€ Ja cHecar sina. [1o To3u HauiH mpoAyKTHT MPEKhCBA KU3HEHUS ITUKBI Ha OBIXUTE
U TIpea3Ba 3a00HuKasiara cpeia OT onapasuTsiBaHe ¢ ObJIXH B 30HUTE, JO KOUTO KOTKaTa MMa
JIOCTBII.
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