®YAAO OAHI'TQN XPHXHX
(Xdaptivo kovti TOV 3 1] 6 MAETOV)

1. Ovopacio ToV KTNVIITPIKOD PUPUAKEVTIKOD TPOIOVTOg

Frontline Tri-Act 33,8 mg / 252,4 mg S1dAvpo yio exiyvon o€ onpeio (spot-on) yio ckHAoLG 2-
Skg

Frontline Tri-Act 67,6 mg / 504,8 mg didAvpa yio eniyvon oe onueio (spot-on) Yo GKOAOLG 5-
10 kg

2. YovOeon

ApOOTIKG GVOTATIKA:
Kd&be mméta tov 0,5 ml mepiéyet:

28102 (0111 USRS 33,8 mg
PermEtRTin ...oc.eieiieiiie ettt e 252,4 mg
Kd&0e mméta tov 1 ml mepiéyet:

FAPTONL ...ttt ettt ettt e st st e be et e aeesneeenees 67,6 mg
POIMELIIIN ...oeieiiiiiiecee et e b e e s b e e e ta e e tb e e enbneeeareas 504,8 mg
"Exooya:

Kd&0e mméta tov 0,5 ml mepiéyet:

Butylhydroxytoluene (E321) .....ccciiiiiiiiiiecieeiieeeeeere et st ene e ene 0,563 mg
N-MethylpyIrolidONe .......c.eecvieiieiieiiecie ettt e seaeennees 196,9 mg
Ka6e miméta tov 1 ml mepiéyst:

Butylhydroxytoluene (E321) .....ccviiiiiiieieeiceieeeeeee et ene 1,125 mg
N-methylpyrrolidOne ..........cciiiiiiiiiiie et 393,7 mg

Awyég dypopo Eng kitpvo-kaeé dtdivua yio exiyvon o€ onueio (spot-on).

3. Eion {owv

2KOAOL.

4. OepamevTIKég EVOEILEIg

Mo ™ Bgpameia kot TNV TPOANYN TOV TOPACITOCEDV OO YOAALOVE Ka/1| KPOTMVES, Kol OOV
N onodnorn (dpdon katd NG TPOCANWYNG YEVUOTOC) KATG TMV CKVIT®V, TOV HUYOV UE
OTOUOTIKA LOPLO VOGGOVTOG TOTOL KOUT TMV KOUVOLTIL®V EIVOL OTOpaiTnTI).

e YoAhot
Ogpancio Kot TPOANYN TV Topacrtd@ceny amd yorllovg Ctenocephalides felis kot mpoAnyn
TV mapacrtdcenv and yorlhovg Ctenocephalides canis. Mio Bepameio mpohapfaver véeg
TAPACITAOCELS Amd YOAALOLS Yo 4 efdouddec. To mpoidv pmopet va ypnoipomoindel wg puépog
NG GTPOINYIKNG Yo T Oepoameio TG aAAepYIKNG depUOTITIONG 0d YOAAOVG, OOV QVTN EXEL
Nnon dyvoobel and Tov knviatpo.

e Kpodtove
Ogpancio kol TPOANYN TV Tapacrtdcenv and kpdtwves (Dermacentor reticulatus, Ixodes
ricinus, Rhipicephalus sanguineus). Mia Oepamneio oxot@ver (Dermacentor reticulatus, Ixodes
ricinus, Rhipicephalus sanguineus) kot anm6ei (1xodes ricinus, Rhipicephalus sanguineus) tovg



KkpOTovee Yo 4 £fdopnddeg petd ) Oepoameia, kot anwbei tovg Dermacentor reticulatus and v
7" nuépa £o¢ kot 4 efoopadeg petd tn Oepameia.

¢ Kovvovmo Kot okvimeg
Anwdei (dpdon katd g TpocAnyng yebpartog) tig okvineg (Phlebotomus perniciosus) yw 3
gfdopddeg kat ta kovvovmia (Culex pipiens, Aedes albopictus) yia 4 efdouddec.
Yxotovel 11¢ okvineg (Phlebotomus perniciosus) kot to kovvovmia (Aedes albopictus) yio 3
efdopadec.
Meiwon tov kwvdédvov pudivveng pe Leishmania infantum péow petddoong amd okvimeg
(Phlebotomus perniciosus) yia émg 4 gpdopddec. H emidpaon eivar Epupeon Adyw g dpdong
TOL TTPOTOVTOG EVAVTLO GTOV (POPEQ.

o ZtofAduuyeg
Anwbei (dpdon KoTd TG TPOGANYNG YELUOTOC) KOl GKOTMVEL Tig otafAdpvyeg (Stomoxys
calcitrans) ywo 5 eBdouddsc.

5. Avtevoeitelg

No pn ypnowonoteiton o€ dppwaota 1 VO avdppawon Loa.

No un ypnowomnoteitol 6€ YAteg Kot KOLVEALQ, O10TL pmopel va cvupfodv avemBounteg
avTdpacelc, akopo Kot 0dvartog (PAéme E1d1kég mpoeldonomoelc).

No unv ¥pnoomoleital o€ TEPITTOOT VIEPELOICONGING GTO, SPUCTIKG GLOTATIKA 1) GE KATOL
éxdoya (PAéme Ewdikég mpoeldomomoels).

6. Ewwkéc mpogidomon)oelg

Ewucég mposidomomoerc:

H meprrth yprion avTimopasITik@y 1 1 (p1 o1 TOV UTOKAIVEL O TIG 001 YIEC TOL AVAYPAPOVTOL
o€ aUTO TO POAAO 0dNYIDV XPNOTG EVOEYETAL VO AVENGOVV TNV TEST] EMAOYNG CVTOYNG Kol VoL
00MYNCOVV GE HEIMUEVT amoTeEAEGATIKOTNTO. H amdpaon yia Tn ¥prion Tov Tpoidvtoc mpémel
va Paciletor oy emPePainon Tov TOPAGITIKOD €100VG KOL TOL POPTIOL 1 TOV KIVOHVOL
TOPOCITOONG LE PACT) TA EMONUOAOYIKE YOPOKTINPLOTIKA TOV, Yia KaOe pepovapévo {mo.
Mmropel va vdpEel TPOOKOAANOT] LELOVOUEVOV KPOTOV®V 1 OfYLOTA OO LELOVOUEVOL
KovvouTe 1 okvinec. [a to Adyo avto, N petddoon maboyovav amd avtd tao apdpomoda, oev
umopel vo amoxkAeloTel Evielmg, €Gv o1 cuvOnkeg givarl dvopeveiq. Mepovopévor KpOTOVEG
umopobyv va mpocaptnovv kol vo omoKOAANOovv péca otig mTpdteg 24 ®peg UETd TNV
TOPACITOON Kot €6V KPOTMVEG ivorl TOpOVTEG KOTA TNV EQAPLOYT TOV TPOIOVTOC, UTOPEL VO [N
BovatmBovv 6Lot evtog 48 wpav petd ) Beponeio. H dueon mpootacio vAvTia GTIC GKVITEG
dev texpnpuovetatl. T ) peioon tov Kwvddvov pdivveng pe Leishmania infantum péow
uetadoong omd okvineg (Phlebotomus perniciosus), ot vro Ogpameion okdlol mpénel vo
Bpiockovtal 6€ TPOGTATEVUEVO TEPIBAALOV KT TN JIGPKELD TOV 24 TPOTOV OPAOV UETA TNV
apyIKN EQappoYn TG Bepaneiog.

To mpoidv Tapapével AmOTEAECUATIKO KOTA TV YOA®Y, 0tav Ta {dho Bpiokoviol 610 vepd
TEPIOTUGIOKA (.Y, KOAOUPNON, Udvio). Q6TdG0, dEV TPEMEL VO, ETTPENETAL GTOVS CKVAOVE VAL
KOALUTTOOV 7 v AoO{ovTal Le GOUTOLAY eVTOC 48 p®OV LETA TNV EQUPUOYH TOV TPOIOVTOG,.
Amo@hyete T GLyvi KOAOUPNON ) TO PUTAVIO TV GKOA®V HE Gapmovdy, Kabmg ovtd pmopel
VoL EXNPEACEL APVNTIKA TN SLOTHPTOT TS OTOTEAECUATIKOTITOG TOL TPOTOVTOGC.

[pénet va e€etdleton o gvdeyOpeEVO dAla (DO TOL 1510V VOIKOKLPLOD VO, ATOTEAOVY TTNYN VENS
TOPACITOONG amd YOALOLS KO/ KPOTMOVES KO TPETEL VO YOPNYELTAL TO KATAAANAO TPOIOV GE
ovtd Kotd mepimtowon. o vo peiwbel weportépw n mwhovotnto emavapdivvong amd 1o
mepPaAirov, pumopel va wpoteivetar n Tpodchetn ypnomn evog KatdAANAov Tpoidvtoc, Yo TV
OVTIUETOTION TOV EVAAK®V YOAA®V KOl TOV SQOp®V oTodiov avamntuénig Tovg, GTo
nePPALLOV.

Idwaitepeg TPoQLAGEELS Y10 TNV ac@aAn YpNon oto £idn (dhwv:




AdY® amovciag eW0IKOV HEAETMV, 1| YPNOT TOV TPOIOVTOG O GUVICTATAL GE GKUAOVG NALKioG
pkpdTEPNS TOV 8 EBSoUGdMV 1| 6€ GkvAOVG TToL {uyilovy Ayotepo amd 2 kg.

Oa mpémel va AopUPAvETOL LEPIUVE, DOTE VO TOPEVYETOL 1] EXOPT TOV TPOIOVTOG LLE TOL LLATLOL
TOV GKUAOV.

Eivar onpovtikd va Befoarmbeite 6t 10 Tpoidv epapuoletar o€ pa meployn, 6mov 1o (dho dev
umopel va, yAeiyet kou BePoarmbeite 611 To dhda {da dev yAgipouvv To onpeio Oepamneiog petd v
gpappoym.

AOY® 1ng mapovoiag Tng mepuebpivng, To mPoiov umopel SLvVNTIKA Vo TPOKOAECEL
BovaTneOpoLS OTAGUOVE OTIC YATEG. TNV TEPITTOOT TuYaiog £kBeong Tov dépuatog, TAVVETE
TN YATO e GOUTOVAY 1) GamoUVL, Kol ETOMEETE TN GCLPBOVAN TOL KTNVIATPOL TdyloTo. [0 vor
TpoPLAGEETE TIC YaTEG 0md TNV Katd Adbog €kBeon GTo TPOidY, KPATNOTE TOVG GKOAOVG LOKPLA
and TG ydhtec, €mg OtOov TO omueio epoappoyns vo eivor oteyvo. Eivar onpoviwd va
eEaopaMaotel OTL 01 YATEG OV TEPUTOLOVVTOL TO CMLEID EPOUPLOYNG OE EVOL GKDAO TTOL TOL £)EL
EPAPUOCTEL 0LTO TO TPOIOVY. XTNV TepinTwon €kBeong owtov Tov TOmov, {NTNoTe AUECMG ™
GLUPOVAT TOVL KTNVIATPOV.

No un xpnoytonoteiton 6g YATeS Kot KOUVEALX.

[dwitepec Tpo@LAGEELC TOL TPEmet va AapuPavovtol oo To GTOMO TOL YOoPNYEL TO KTNVINTPIKO
QoppokeLTIKd TPoidv oe {oa:

ATOKAEIOTIKA Y10 KTNVIOTPIKN PNOM.

AT TO TPOIOV UIopel va TPOKAAEGEL EpeDIGIO TOV BEPUATOG KOL TOV UATIDV, O EK TOVTOV,
Vo OOQEVYETOL 1 ETAPT TOV TPOIOVTOG UE TO dEPUA Kat Ta pdtie. My avoiyete tnv muméta
KOVTA 1] pe katehfvvon Tpog 10 TPOSMTO. TNV TEPInT®on opOaAuIKnG EkBeonc 1 eGv Ta LTl
gpebiotov Katd ™ yopnynon, Eemiovere apécmg To pATio Le pbovo vepod.

Edv opBoipkdc epebiondg empével, (note wtpikn Pondeta. Ty mepintmon ékbeong tov
déppoTog M €v to dépua epedioTel KaTd TN YOp1YNOT, TADVETE OUESMG TO OEPUA pe dpBovo
vepo Kal oamovuvi. Av o gpebiopdg Tov déppartog emipévet 1 vrotpomidlet, (NTMOTE WTPIKN
Bonbeta.

Atopo pe yvmotn vrepevaicincioa oty @upoviln kavn oty mepuebpivn mpémer va
OTOPEVYOVV TNV ENAPT] LLE TO TPOTOV.

To mpoidv eivar emPraféc oe mepinT®on KOTAmTOONG. ATOPOYETE TV EMOPN TOV YEPLOV UE TO
otopa. Mnv kanvilete, mivete 1| Tp®TE KATA TN dtdpkeln TG epapproyns. [TAvvete ta yépia Gog
HETE TN YPNOM. ZINV TEPImT®ON KOTAmoong EemAvvete 10 otope kKot {NTNioTe 10TPIK
oupPovAn, edv aicBavbsite adiabecia.

Agdopévov g 1o £kdoyo N-methylpyrrolidone pmopei va mpodiabécet, LeTd amd oNUOVTIKY
ékbeom, oe euPpvotolikdtra (to&ikdoTnTa oto0 EUPpvo) Kol Tepatoyéveon (epPpuikn
dvomAacia), ol £YKVEG YUVOIKEG TTPETEL VO POPOVV YAVTL Y10 VO, OTOPHYOLV TNV EMAPN LE TO
TPOioV.

Ag Ba mpémet va yivovio yepiopol Tov (dmv, oTa omoia el EQApUOGTEL TPOTOV, £0G OTOV TO
onpeio epappoyns va givat oteyvo, Kot T modid dev TPEMEL Vo EMTPENETAL VO TailovV UE Ta
vd Bepomeia (oa, g 6Tov TO oneio ePapproyng va eivat oteyvd. g €K ToHTOV, CLVIGTATOL
ta {do va un Oepamedovtol Kot T dtdpkelo TS MUEPaAG, aAdd Ba wpémel va Oepamedovral
vopig To andygvpa, Kot {oa ota onoio epapuootnke Bepanein dev EMTPENETAL VO KOLOVVTOL
L€ TOVC O10KTNTEG, 1O1AITEP LE TOL TTOLOLAL.

Awnpfote TiG TMETEG oTNV ap)lkn cvokevacio blister, ko amoppiyte dueco v Ao
MIMETO, UETA TN XPNOT NG, KOUTA TOV £VOESEYUEVO TPOTO, OMOTPEMOVTIOG OTOLN TEPULTEPM
TpocPac.

Id10itepec TPOQULAGEELS Y10 TNV TPOSTAGIN TOV TEPIBAALOVTOC:




To mpoidév umopet va emnpedcel apvnTikd ToVg VOPOPLOVE OPYOVIGHOVS. Ot GKVAOL TOV €YOVV
voPAnOel og Oepameio dev mTPEMEL VO, EXITPENETAL VO, ELGEPYOVTAL GTOV VIPOPOPO opilovTa Yia
2 MUEPES LETA TNV Oy@YN.

Fovétnta, gyKuposvvn Ko yaiovyia:

H acpdielo Tov KTNVIOTPIKOD (QOPUOKEDTIKOD TPOIOVTOG 0V £xEl TeEKuNPlobel o€ oKOAOLG
Katd T S1dpKeLn TNG KOHNOTG KOt TG YoAovyiag 1} o {da Tov TpoopilovTol yio avamapoyyn|.
XpNoomotote 10 UOVO COUPMOVO UE TNV EKTIUNGN 0QEAOVG/KIVOUVOL amtd Tov vrevuvo
Knviatpo.

Amo TIG epyOoTNPLOKEG MEAETEG, OTOL Ypnolpomomdnkoy @urpovikn 1N mepuebpivn, dev
dwmiotmdnkay evdeilelg tepatoyéveong (tkavn vo mpokaAéoel guPpvuikn dvomiacia) 1,
euppvotoéikdtnrag (tkavn vo tpokaréstl To0EIKOTNTO 6TO EUPPLO).

Amo epyooTnplokég LEAETES GE KOLVEALD KOl apovpaiong pe o €kdoyo N-pebvlomuppoildovn
TPOEKLYOAV ATOJEIKTIKE aTotyeiao eUPpuotolikmv endpdcemv (To&ikdTnTo 6TO £UPPLO).

Ynepdocolroyia:

H aocopdiern a&loroynOnke pe €og kat 5 opég tn péyot 6001 o€ vYIElG EVAAMKOVG GKOAOLG
kal o koutafia. Tlapodikég mapevépyeleg, OTMC NN VEVPOAOYIKE CUUTTMUOTO, EPETOC KO
dtppoto. umopel va PPAvIGTODY ALY VTOY®POVV Y®pic Bepancio péca og 1-2 nuépeg.

Ta {da mpéner mavtrote vo Begpamedovrol pe T0 cwotd péyebog mumétag, ovadioyo pe TO
oOUATIKO Bdpoc.

O «ivduvog eupaviong avembountov coppdviov uropei va avéndei pe v vaepdocoroyia,
emopévag ota (mo Bo Tpémel mhvto va epappoletarl 1o cmotd péyebog mumétog avaioyo e To
oOUATIKO TOVG Papog.

7. AvemOopunta coppavra
Yxorot:

oM oméavie (<1 oo / 10.000 vné Oepomeio L{oa, cvpmepriopPavopéivov Tov
HELOVOUEVOV AVOPOPDOV):

Avtidpdoelg 610 onueio @aproync’ (AmoypOUATIGUOC TOV SEPUOTOC, OTMOAEL TPYDHUOTOC,
KVNOUOG, epubpoTNnTL).

evikevpévog Kvnordg, YEVIKT OmMOAELN TPLYOUATOC, EpVONUA (KOKKIVIGHA).

YnepoioOnoia® (vrepevoicncia), woikog Tpopoc’, ataéio® (amdAelo GLVTOVIGHOD) Kot AL
VELPOLOYIKG GUUTTOUATA.

YreprivnTikoT o’

Katdntoon?®, avopelio (amdAeio Opeinc).

"Epetoc, vmepoieloppota.

' Tapodikéc/6g/Mm.

2 AVOGTPEYILO.

Edv ovpPel yieiyipo 7tov omueiov epappoyng, umopel va  mapotnpndel  mopodikn
VIEPCIEAOPPOLN KOl ELETOC.

H avagopd avemBduntov copfdviov ivar onuovikn. Emitpénet t cuveyn mapakoiovdnon
G 0oQAaAELng VO TPoidvToc. Edv mapatnprioste onoladnmote avemBOounn evEPYELd, KOO
KOL OV 0EV OVOQEPETOL GTO E0MKAEIGTO QVAAO OOMYI®V ¥pNong N aueIBariete yioo TV
OTTOTELEGUATIKOTITO TOV (QPOPUAKOL, TAPOUKOAEIGOE VO ETIKOIVOVIGETE, KATOPYUG, WLE TOV
kviatpd oag. Mmopeite emiong va avaeépete omoladnmote avemBounto cvoppdvta ctov
KATOYO TNG AOEWG KVKAOQOPIOG T OTOV TOTMIKO aVIITPOGMTO TOV KATOXOL NG GOEG
KUKAOPOPIG YPTCULOTOIDVTOS T GTOLYEIN EMKOIVMOVIONG GTO TEAOG 0VTOD TOV PVAAOD 001 VIOV
YPNONS N LEG® TOL EBVIKOV GOG GLOTILLOTOS OVAPOPES.

EAirGoa
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8. Aocoloyia Yo kG0 €idog, TPOTOS KAl 0001 YopnyNoNS

IMa tomkn epappoyn endve oto dEppa (Yopnynon Ue eniyvon o€ onpeio, spot-on).

H ghdyot 66om givon 6,76 mg/kg copatikod Bapovg fipronil kot 50,48 mg/kg copatikod
Bapovg permethrin, mov 1wodvvapel pe pio mméta tov 0,5 ml avéd okdro (Bapog dved tov 2
kol €o¢ 5 kg) N pia muréta tov 1 ml avd okdAo (Bépog dvo Tov 5 kot £og 10 kg).

podypaupa Beponeiog:

H ypfion tov mpoidvtoc Ba mpénet va Paciletor o emiPePaiwpévn mopacitmon 1| oTov Kivovuvo
TOPOCITOONG ard YOALOLS KOV KPOT®VES Kol Otav 1 amddnon (dpdon Katd tng TpOSANYNG
YELLOTOC) KATO TOV CKVIIAOV KOUN TOV KOLVOLTI®V KOV T®V HUYOV LE GTOHOTIKA poplo
VOGGOVTOG TUTOV, lval emiong amapoaitntn.

Avéloya pe v mhoavotnte TG TopacitOong, Wropel vo, evoeikvuTal 1 EXOVIANYN NG
Oepameiog. Xe TéTOlEC MEPUITAOGELS, TO OlAoTNHa peTalh Vo Oepameidv mpémel vo eivar
TovAdyLoToV 4 gfSoNAdEC.

Mo mapacitdcelg and YOAROLG KOV KPOTOVEG, 1| OVAYKT KOl 1) GUYVOTNTO ETOVAANYNG
Oeponeioc(wv) Oa mpénel va Poaciletor o copPfovAn amd emayyeApotio ko Oa mTpémel va
Aoppavetor vEOYN 1 TOTIKN ETONUIOAOYIKT KATAGTAGN Kot 0 TPpOTog {mNg Tov {Mov.

9. Odnyieg Yo ™) cGTI) LOp1YNON

INoa ) dtwopdiion g opOnc docoroyiag, To copatikd Papog Tpénet va mpocdlopiletar pe 660
To duvatdv peyalvtepn akpifeto. To KTNVIATPIKO EOPUAKELTIKO TPOidV dwotifetan o mévte
ueyé0n, mov avtictoyobyv og okbAovg Papovg 2-5 kg, 5-10 kg, 10-20 kg, 20-40 kg kot 40-60
kg. EmAéEte 10 KoTdAANAO péEyeboc muméTag Yo To BApog Tov okvAoL. I'lo oKdAOLG Ave TV
60 KIAOV, YPTOCYLOTOOTE TOV KATAAANAO cLVOVOGHO d00 peyebdv mumétag mov Touplalet
TEPIOCOTEPO UE TO copaTKO Pdpog. H vmodocoroyio Ba pmopovoe va odnynoet oe un
OTOTELEGILOTIKT (PTOT) KOl LTOPEL VO EDVONGEL TNV AVATTLEN avOEKTIKOTNTOG,

To npoidv mpémet vo epapudletal o€ 600 Un TPOGEYYIGILO oNUEin, £T61 DGTE 0 GKOAOG VO UV
umopet va yAeiyel ta onpeio eQapproyns. AvTég ol TeployEs eivatl otn fAcT TOL ANLLOD PUTPOGTA
OO TIC OUOTANTEG Kol OTO WEGO TOL Adpoy peta&d g Pdong Tov kpaviov kol T@v
OUOTANTAOV.

Aopapéote Vv kaptéia blister amd TN cvokevacio Kot dwoywpiote Eva blister. Apaipéote v
TTETA KOPOVTOG KOTO UNKOC TNG OLOKEKOMUEVIC YPOUUNG Le Eva WoAidt 1 avoi&te oyilovTtag
HeTd v avadimlmaon Tov dxpov. Kpoathvrag v mméta 6pbio poakpid amd 10 1pdcmmo Kot T0
OOUA, KOWYTE TO POYYOG TG TIMETAG LE EVO WYOALSL, Yo Vo avoilel. Alaywplote TO Tpiymua 6T
payn TOL GKVLAOV, £MG OTOL TO dEppa va gival opatd. TomobeTnote TO GKPO TNG TIMETOS ETAV®D
oto dépua. [Tiéote v mméra, pappoloviag TEPITOv TO GO TOV TEPLEYOUEVOD GTO HIGO TNG
amocTaomng oo T fdon Tov Kpaviov £mg Tig ponAdteg. Eravaidfete v epappoyn otn Pdon
TOV TPOYNAOL UTPOOCTA amd TIC MUOTAATEG, MéYPL vo adeldoet n muméta. o kaAdtepa
aroteléopata, Eacpariote 4Tl T0 TPoidv epapudletal anevbeiag oto dépua Kol Oyl GTO

TPiy®puaL.



10. Xpoévor avapoviig

Agv 1oybeL.

11. Ewwkég ovvOnkeg dwatipnong

Noa puidoocetar o€ 0éon, v omoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tald1d.
Na puidoocetor oty apykn Koyén (blister).
No unv pvAdcocetal og Beppokpacio peyorvtepn tov 25°C.

Noa pn ypnoponoteitar ovtd T0 KINVIATPIKO GOPUOKEVTIKO TPOTOV LETA ad TNV MUEPOUNVia
MENG Tov avaypdaeetal oto kKouTi petd 1o «Exp». H nuepounvio A\éemg ocoumintetl pe v
televtaio NUEPE TOL GLYKEKPIUEVOL UV

12. Ewwkég mpo@uraéers améppuyng

Ta edppoxo dev TPEMEL v OTOPPITTOVTOL HECH TOV ADUATOV 1) TOV OIKLIK®OV OTOBANTOV.
AVTO TO KTNVIOTPIKO PUPLOKEVTIKO TPOIOV OEV TPEMEL VAL EIGEPYETOL GTOV VOIPOPOPO opilovTa,
kaOdc N eurpovikn/mepuedpivn evoéyetan vo givar emikivovvn yio toug 1ybeic kol dGAlovg
V3POPIOVG OPYUVIGHOVE.

XPNOWOMOOTE  WPOYPAULATO — ETIOTPOPNC  QOPUAK®Y Yoo TNV amdppyn  Un
YPNOWOTOMOEVTOV  KTNVIOTPIKOY  QUPUOKEVTIK®V TPOIOVTIOV 1 GAAOV  VMK®OV OV
TPOEPYOVTOL GO TN YPNOT TOLG CULPOVO LE TIG TOTIKES OMOITHCELS KOl e TUYXOV 1oyDovTa
ebvikd cvotnuata cvAloyng. Ta PETpa aVTA AMOGKOTOVY GTNV TPOGTAGIN TOV TEPPAAAOVTOG.

YvpPovievbeite Tov kTNViaTPd GOG N TOV POPUAKOTOLD GOG YO TOV TPOTO ATOPPIYNG TOV
YPNOWOTOINOEVTOV PUPUAKOV.
13. Tagvounon TOV KTNVWWTPLKOV PUPLIKEVTIKOV TPOIOVTOV

No yopnyeitonr LOVOV e KTNVIOTPIKT GUVTAYY].

14. ApOpoi docog KUKAOQPOPIOG KUl GVGKEVOGIEG

Ap1Budg Adetog Kukhopopiog otnv EALGda: 105530/26-10-2020/K-0204401
Ap1Buog Aderog Kuhogopiog otnv Kdmpo: CY00460V

[MAaotikn kaptéda pe 1 miméta wov mepiéyet 0,5 ml, 1 ml, 2 ml, 4 ml 1 6 ml.

Xaptvo kovti Twv 3 1 6 mmeT®V wov meptEyovy 0,5 ml, 1 ml, 2 ml, 4 ml 1§ 6 ml n kaBepio.
"Eva péyeboc cuokevaciog avd Kouti.

Mmropel va unv KukAo@OopoOV OAEG 0L GUCKEVAGIES.

15. Hpepopnvia televtaiog avadempnong Tov GUALOV 00NYIAOV (PGS
10/2024
Aemtopepeic TANPOPOPIES Yo TO €V AOY® KTNVIOTPIKO PUPUAKEVTIKO TPOTOV givarl Stabéotpeg

ot Baon dedopévav ™mg EE Yo T0l KTNVIOTPIKA TPOIOVTA
(https://medicines.health.europa.eu/veterinary).




16. ZXroyyeio emKowvoviag

Kdéroyoc g ddetag kKukAopopiag:

Boehringer Ingelheim Animal Health France SCS
29 Avenue Tony Garnier

69007 Lyon

FoadAio

[Mopookevacthg VITEVBVVOC Y10 TV aTEALVOEPOON TOV TOPTIO®V:
Boehringer Ingelheim Animal Health France SCS

4, Chemin du Calquet

31000 Toulouse

ToAlia

Tomwdc avTmpOCMOTOC KOl GTOUYEIN EMKOWVAOVIAC Yo TNV ava@opd mOavoAOYOUUEVOV
OVETIOOUNTOV EVEPYELDV:

Boehringer Ingelheim Vetmedica GmbH

TnA: +30 2108906300

17. Alheg minpogopieg

H ouwpoviin eival eEomapacitoktévo Kol OKAPEOKTOVO TOL OVIKEL GTNV OIKOYEVELD TOV
QotvuAOTLPAlOADV.

H mepuebpivn avikel oty tomov 1 khdon tov mopedpoelddv, ta omoia gival akapeoKTOVO Kot
evIopokTOva pe ammdntikn dpdon. H mepuebpivn oto mpoidv mapéyet anmdntikn dpdomn Katd
tov okvitov (Phlebotomus perniciosus, > 90% yia 3 efdopdadeg kat > 80% yia pio emmAéov
gfoopada), tov xovvovmidv (Culex pipiens, Aedes albopictus) kol tov kpotdvev (Ixodes
ricinus, Dermacentor reticulatus, Rhipicephalus sanguineus).

To mpoidv okot@vel Tovg yoilovg (C. canis, C. felis) kat tovg kpdtwveg (R. sanguineus ko .
ricinus) mov TPokaAOVV VEEG TAPUCITAOCELS, EVTOG 6 MP®V, Yo VA OAOKANPO pnva, amd ) 2"
NUEPA LUETA TNV EPUPLOYT TOV TPOTOVTOC. To TPOidV CKOTOVEL TOVG YOAALOVE TPV YEVVIIGOULV
aVYQ, OTOTPEMOVTIOS TN MHOALVON TOL  WEPPAAAOVTOC TOV OKDAOVL. X€ mMEPINTOON
apoimapyovoag mapacitwong (C. felis), To mpoidv Ba ypeloctel 24 dpeg, yio va apyiocet vo,
OTOPACCEL ATOTELEGUATIKA TOV KUKAO (NG Tov YOAA®Y. X pio TEWPAUATIKY UEAETY, TO
npoiov anedeiydn 611 peudvel gpuécme tov kivduvo petddoorng tov Babesia canis amd
pnolvopévoug kpdtmveg Dermacentor reticulatus, amd v 7" nuépa petd v £papuoyn £mg
kot 4 efdouddeg, LeldVOVTOG £TGL TOV KivOuVo EUPAVIONG TNG UTOUTEGIMONG GTOVS GKOAOLG
ov EAafav aymyr ota TACIGLO AVTNG TG LEAETNG.

Y pio TEWPOUATIKT LEAETN, TO TPOIOV amedeiydn 0TI peltdvel EUPEG®G TOV KiVOUVO PETASOONS
tov Ehrlichia canis amd polvopévoug kpotwveg Rhipicephalus sanguineus, and v 7" nuépa
HETE TNV geopuoyn g kol 4 efdouddeg, pewdvovtag £Tol Tov Kivouvo epedviong tng
epAMyimong 6Tovg oKOAOVE TOL EAafav oYy 6Ta TAAIGLO OVTHG TG UEAETG.

Qo61660, 1 OTOTELECUATIKOTNTO TOL TPOIOVTOG OTN UEIMON TNG UETASOCNG OVTOV TOV
LOAVCUOTIK®V TOPOYOVI®V, £NELTO amd PLOIKY £kOE0T| O MPAYUUTIKEG cLUVONKESG, dev Exel
dtepevvnOei.

e pio TPOKOTOPKTIKN KOl 6€ Mot TAOTIKT KAWVIKY HEAETN TEdIOV GE EVONUIKNY TTEPLOYN, TO
TPOi6V 10 0moio epoprocTNKe KAbe 4 gfdopnddec, amedeiydn Ot peiwoe Eppeca Tov Kivouvo
petadoong tng Leishmania infantum omd polvouéveg oxvimeg, PEIOVOVIOG CUVETHC TOV
Kivouvo gueaviong Aglopaviaong otovg vto Bepameio GKOAOVG GE AVTEC TIG MEAETEC,






®YAAO OAHI'TQN XPHXHX
(IMveotikn kapTtéra TG 1 mméTog)

1. Ovopacio ToV KTNVIITPIKOD PUPUAKEVTIKOD TPOIOVTOg

Frontline Tri-Act 33,8 mg / 252,4 mg S1dAvpo yio exiyvon o€ onpeio (spot-on) yio ckHAoLG 2-
Skg

2 Yvvlheon

Kdabe mméta tov 0,5 ml mepiéyset:

ApOOTIKG GVOTATIKA:

202 (o) 111 RPN 33,8 mg
PEIMETITIN .ottt e e ettt e e e s e s e e et eeeeseseaaaaaeeeeeean 252,4 mg
"Exdoya:

Butylhydroxytoluene (E321) .....cccueviiiiiiieeieeieeeeeeiee et 0,563 mg
N-methylpyrrolidOne ..........cc.ieiiiiiiiiiiiee et 196,9 mg

Awyég dypopo Emg Kitpvo-kaeé dtdivua yio exiyvon o€ onueio (spot-on).

3. Eion {oov

2KOAOL.

4. OepomevTiKég gvOEilelg

Mo ™ Bepameia kot TNV TPOANYN TOV TOPACITOGEDV OO YOAALOVLE Ko/ KPOTMVES, Kol OOV
n onodnorn (dpdon katd TG TPOCANYNG YEVUOTOC) KATG TMV CKVIT®V, TOV HUYOV UE
OTOUATIKA LOPLO VOGGOVTOG TOHTOL KOUT T®V KOUVOLTIL®V EIVOL OTOpaiTnTI).

e YoAhot
Ogpancio Kot TPOANYN TV Topactd@ceny amd yorllovg Ctenocephalides felis kot mpoAnyn
TV mapacrt®cenv and yorlkovg Ctenocephalides canis. Mio Bepameio mpohapfaver véeg
TAPACITAOCELS 0O YOAAOVS Y10 4 EBOOUAdEC.
To mpoidv pumopet va ypnopomomBel wg HEPOC TS GTPATNYIKNG Yo TN Bepameio TG aAAEPYIKNG
deppOTiTIdNg amd YOALOLG, OOV LT £XEL 1OT Oloyvwacbel amd Tov KTnviatpo.

e Kpodtove
Ogpancio kol TPOANYN TV Tapacitdcsnv and kpdtwveg (Dermacentor reticulatus, Ixodes
ricinus, Rhipicephalus sanguineus). Mia Oepamneio oxot@ver (Dermacentor reticulatus, Ixodes
ricinus, Rhipicephalus sanguineus) kot anm6ei (Ixodes ricinus, Rhipicephalus sanguineus) tovg
KpOTOVEC Y10 4 £fdopadeg petd ) Bepamneia, kot anwbei tovg Dermacentor reticulatus and v
7" nuépa £o¢ kot 4 efoopnadeg petd tn Oepameia.

¢ Kovvovmo kot okvimeg
Amwei (dpdon xatd g mpocAnymg yebuartog) tig okvineg (Phlebotomus perniciosus) yu 3
ePfdopadeg kot to kovvovmia (Culex pipiens, Aedes albopictus) yio 4 efdopddeg.
Txotovel Ti¢ okvineg (Phlebotomus perniciosus) kot to kovvovmia (Aedes albopictus) yio 3
efdouadec.




Meiwon tov kwvdévvov udivveng ue Leishmania infantum péow petddoong amd okvimeg
(Phlebotomus perniciosus) yia émg 4 gpdopddec. H emidpaon eivar Epupeon Adyw g dpdong
TOV TTPOIOGVTOG EVAVTIO GTOV POPENL.

o XtafAdpvyec
AnwBel (dpdon Katd g mpOSANYNG YEOLHOTOS) KOl OKOTAOVEL TIG oTafAdpvysg (Stomoxys
calcitrans) ywo. 5 gBdouddec.

5. Avtevoeitelg

No pn ypnowonoteiton o€ dppwaota 1 VO avdppwcn Loa.

No un ypnowomnoteitol 6€ YATeG KOt KOVVEALQ, O10TL pmopel va cvupfodv avemBounteg
avTdpacelc, akopo Kot 0dvartog (PAéme E1dkég mpoeldonomaoelc).

No unv ypnoylonoleital o€ mepintwon vrepeLAIGONGiog 6TO dPUCTIKG GVOTAUTIKG 1) GE KATOL0
éxdoya (PAéme Edikég mpoeldonmomoers).

6. Ewwkéc mpogidomon)oelg

Ewwéc mpoeidonom)oelc:

H meprrth yp1ion avTimoeposITik@y 1 1 (P o1 TOV UTOKAIVEL O TIG 001 YIEC TOL AVAYPAPOVTOL
o€ aVTO TO POAAO 0dNYIDV XPNOTG EVOEYETAL VO AVENGOLV TNV TTEST] EMAOYNG AVTOYNG Kol Vol
00MYNCOVV GE HEIMUEVT amoTEAEGHATIKOTNTO. H amdpaon yia Tn ¥pron Tov Tpoidvtoc mpémel
va Paciletor oy emPePainon Tov TOPAGITIKOD €100VG KOL TOL POPTIOL N TOV KIVOHVOL
TOPOCITOONG LE BACT) TA ETONUOAOYIKE YOPOKTNPIGTIKA TOV, Yia KaOe pepovapévo {mo.
Mmnopei va vap&el TPOSKOAANOT| HEUOVOUEVAOV KPOTOVAOV 1 ONYHOTO om0 HELOVOUEVO
KovvouTe, 1 okvinec. [a to Adyo avto, N peTddoon maboyovav amd avtd ta apdpomoda, oev
umopel vo. amoxkAeloTel evielmg, €Gv o1 cuvOnkeg givarl dvopeveig. Mepovopuévor KpOTOVEG
umopobyv va mpocaptnovv kol vo omoKOAANOovv péca otig Tpdteg 24 ®peg UETh TNV
TAPAGITOON KOl EAV KPOTMVES VAL TOPOVTEG KATA TNV EPAPLLOYT TOV TPOIOVTOC, UTOPEL VAL, I
Bavatmbovv 6Lot evtog 48 wpav uetd t Bepomeio. H dueon mpootacio vAvVTIo GTIC GKVITEG
dev texunpuodvetatl. T ) peioon tov kwvddvov pdivveng pe Leishmania infantum péow
uetadoong omd okvineg (Phlebotomus perniciosus), ot vro Ogpameion oxdlol mpénel vo
Bpiockovtal 6€ TPOGTATEVUEVO TEPIPAALOV KT TN SIGPKELD TOV 24 TPOTOV OPOV UETA TNV
apyIKN EQappoOYN TG Bepaneiag.

To mpoidv mapapével amoteAesUaTIKO Katd TV YOAA®Y, 0Tav To {do Ppickovial 610 vepod
TEPLOTACLOKA (.. KOADUPNON, UIdvio). QoTdG0, dEV TPEMEL VO EMLTPETETOL GTOVS GKOAOVE VO
KOALUTTOOV | v AoOlovTal e GAUTOLAY EVTOC 48 p®V LETA TNV EQUPUOYN TOV TPOIOVTOC,.
Amo@hyete T LYV KOAOUPNON ) TO PUTAVIO TV GKOA®V HE CApmovdy, Kabmg ovtd pmopel
Vo EXNPEACEL APVNTIKA T SLOTHPTOT TS OTOTEAECUATIKOTITOG TOVL TPOTOVTOGC.

[pénet va e€etdleTon T0 gvde OUeEVO dALa (DO TOV 1510V VOIKOKVPLOD VO, ATOTEAOVY TNYN VENS
TOPOCITOONG amd YOAAOLG KOUT KPOTWOVEG KOl TPETEL VA XOPNYEITAL TO KOTAAANAO TPOIOV GE
avtd Kotd mepimtoon. o vo peiwbel weportépw n mwhovotnto enavapdivvong amd 1o
mepPdArov, pumopel va mpoteivetar n Tpodchetn ypnomn evog KatdAANAov Tpoidvtoc, Yo TV
OVTIUETOTION TOV EVAAK®V YOAA®V KOl TOV SQOp®V oTodiov avantuénig Tovg, GTo
nePPALLOV.

Iwitepec TPoELAGEELS Y10 TNV ao@aA yprion ota €idn Lhwv:

AOY® amovciog E0IKOV HEAETMV, 1] ¥PNOT TOV TPOIOVTOG OE GLVICTATAUL GE GKVAOVS NAKING
pikpoTEPNS TV 8 gfdopddmv 1 o€ okOAovg Tov Luyilovv Aryotepo amod 2 kg.

Oa Tpémel va AopUPAVETOL UEPIUVE, DOTE VO, UTOPEVYETUL 1] ETOPTN TOV TPOIOVTOG LLE TO LLATLO
TOV GKOAOV.

Eivar onpovtco va Pefoarmbeite 611 10 Tpoidv epoppodletar o o Teployn, 6mov 1o (do dev
umopel va, yAeiyet kou ePoarmbeite 611 o dhda {da dev yAgipovv To onpeio Oepamneiog petd myv
Epappoym.




Adyw g mopovciag e mepuedpivng, TO TPOIOV pmopel SuvNTIKA VO TPOKOAEGEL
Bovatneopove 6TaGOVE OTIC YATEG. TNV TepinTon Tuyaiog £kbeong tov dépuartog, TAVVETE
N YOTO e GOUTOVAY 1) GOTOVVL, Kol EMOIOEETE TN GVUPOVAN TOL KTNVIdTPOL TdYloTa. [0 va
TPOoELAGEETE TIG YaTES 0 TNV KOTd AdB0g £KBECT GTO TPOIdV, KPATHOTE TOLS CKOAOVE LAKPLYL
and TG ydtec, €wg OTOv TO onueio epappoync vo egivor oteyvo. Eivar onpovikd va
eEaopaiotel OTL 01 YATEG dEV TEPUTOLOVVTAL TO ONUEID EPUPUOYNG GE £V GKDAO TOV TOL £)EL
EPAPUOOTEL OLTO TO TPOIOV. XNV TEPinT®om €kBeong avtov Tov TOmov, {NTNOoTE AUECHG TN
GUUPBOVAT TOL KINVIATPOUL.

No un xpnoylonoteiton o€ YATES Kot KOUVEALX.

[dwiitepec TpopuAGEELS OV Tpémet vo AaufdvovTon amd To GTOLO OV YOpNYEl TO KINVIATPKO
QoppokevTkd npoidv oe {oa:

ATOKAEIOTIKA Y10, KTNVIOTPIKN YPNoM.

Av10 10 TIPOidV UTopEl va TPoKAAESEL EpEDIGUO TOV dEPUOTOG KOL TOV HOTIDV, MG EK TOVTOV,
Vo AmoPEVYETAL 1) EMAPT TOL TPOTIOVTOG UE TO SEPUA KAl TO AT, Mnv avoiyete TV mImETa
KOVTA 1 pe katehfvvon mTpog 10 TPOGMTO. TNV TEpinT®man o@OaApIKNG EkOeonc 1 v Ta LAt
epedioTodv Katd TN yopnynon, Eemiovete apéoms ta patio pe dpbovo vepo.

Edv opBuipuxog epebiopog empével, {ntmote watpikn Bondeo. v mepintmon €kBeong tov
dépuoTog M eGv to dépua epedioTel KaTd TN YopYNoM, TAOGVETE ouécmg To dépua ue dopbovo
vepd kol oamobvi. Av o gpebioudcg Tov 6€éppatog empuével | vToTpomialel, (NTNoTe WTPIKN
Bonbeta.

Atouo. pe yvooth vrepevaistncio oy @uipoviln kavm oty mepuebpivn mpémer va
OTOPEVYOVV TNV ENXAPT] LLE TO TPOTOV.

To mpoidv eivar emiProfég oe mepinT®ON KATATOONC. ATOPVYETE TNV ENAPT TOV YEPIDV UE TO
otopo. Mnv kanvilete, mivete 1) TpdTE KOTA TN d1dpKela TG epappoyns. [TAvvete ta yépia cog
HeTd T ypnon. v mepintowon katdmoong Eemivvere to otopo Kot {NTROTE 10TPIKN
cuppovAy, edv acBovieite adiabecia.

Agdouévou g 1o €kdoyo N-methylpyrrolidone pmopei va mpodiabécel, PeETd amd onUAVTIKA
ékbeom, oe euPpvotolikdmra (to&ikdmTa 6t0 EUPpvo) Kol Tepatoyéveon (euPpuikn
dvuomhocio), ot £YKVES YUVOIKES TPETEL VO POPOVY YAVTLL Y10, VO, OTOQVYOLV TNV ETOQN LE TO
TPOIOV.

Ag Qo pémet va yivoviot yepiopol tov {dwv, ota omoia £yl EpapUocTEL TPOTOV, £mG GTOV TO
onpeio epapuoyng va givarl oteyvo, Kot T modid deV TPEMEL Vo EMTPENETAL VO TAilOVV LE Ta
vro Bepancio {da, £mg 6Tov To oNElo EPapHOYNS va ival oTeEYVE. Q¢ €K TOVTOVL, GUVIGTATOL
ta (oo va un Bepamedovior katd T SidpKelo TG NUEPAS, aAld Ba mpémel va Bepomedovton
vopig To andysvpa, Kot (oo ota onoio epapudotnke Oepameio dev EMTPERETAL VO KOWOVVTOL
LLE TOVG O10KTNTEG, 1O10ATEPA. LIE TO, TTOOLAL.

Awnpfote TIG TMETEC oTNV ap)lkn cvokevaoio blister, kot amoppiyte dueso v GdE
TWMETA, UETA TN XPNOT TNG, KATA TOV EVOESEIYUEVO TPOTO, OMOTPEMOVTOG OO0 TEPULTEPMD
TpocPaon.

Iwitepec TpoLAGEELS Yo TV TpooTacia Tov mepiBdAiovtoc:

To mpoidv pumopel va ennpedoel apynTikd Tovg VOPOPLOVG opyavicHoDS. Ot GKVAOL TOV £XOVV
vroPAnbei o Bepamneio dev TPEMEL VAL EMTPETETOL VA, ELGEPYOVTAL GTOV VIPOPOPO opilovTa yin
2 Nuépeg LETA TNV Oy®YN.

Fovipétnra, gykupocvvn Kot yoiovyio:

H ac@dielo Tov KTNVIOTPIKOD QOPUOKEDTIKOD TPOIOVTOC 0V Exel TeKuNPlobel o€ oKOAoLG
KT TN S1apKELn TNG KONONG KOt TNG YoAOVYiag 1} o€ (Mo TOv TPoopilovTol Yio avamaporyyr.
XpNnoonomote o HOVO GOUG®VO UE TNV EKTIUNGT 0QEAOLS/KIVOUVOL and Tov vrevhuvo
KTnviotpo.




Amd TIC epyaoTNPlOKEC UEAETEG, OOV Ypnolwomomdnkay @urpovikn 1 mepuebpivn, dev
dwmotddnkav evoeifelg tepatoyéveong (wkovn va mpokaAiécel eufpuikny dvomhacio) M
euPpvotolikdTnTog (1Kavi va TPokaAEcEL TOEIKOTNTA 6TO EUPPLO).

ATd epyacTnNPLOKES LEAETEC GE KOVVEALN Kol 0povPaiong pe To Ekdoyo N-pebviomupporidovn
TPOEKVYAV ATOJEIKTIKG oToLyEin euPpvoTtolikdv emdpdoemv (To&kdTnTo 6T0 EUPPLO).

Ynepdocoroyia:

H acpdiein a&loroyndnke pe £og kat 5 opég Tn LYot 0001 G€ VYIEIG EVAAKOVG GKOAOLG
kot o€ kovtaPio. [lapodikéc Tapevipyeleg, OTMG HILOL VEVPOLOYIKE GUUTTOUOTA, EUETOG KoL
dLappota UTopel Vo ELPOVIGTOVV dALE VITOY®PoHV ywpic Bepameio péoa oe 1-2 nuépeg.

Ta (oo mpénel mdvtote va Bepamevovial Pe 10 6mMOTO peEyeBog mumétag, avOaroyo LE TO
ocOUATIKO BAapog.

O «ivovvog gpedviong avemBountov coppdviov uropet vo avénbet pe v vrepdocoroyia,
emopévag ota (o Bo Tpémel movto va epappoletat o cmotd uéyebog mumétog avaioyo Ue to
cOUATIKO TOVG Papog.

7. AvemOounta coppavra

Yxovhot:

Mol omévia (<1 Cwo / 10.000 vwé Ogpomeia (Do, ocvpmeprropfovopivov TOV
HELOVOUEVOV AVAPOPDV):

Avtidpoelg oto onpeio pappoyng' (UmoypOUATIGHOS TOV SEPUATOC, OMMAELN TPYMOUATOG,
KVoUoOG, epuBpdtnTa).

evikevpévog KVNOUOG, YEVIKT OTMAELN TPLYDUATOC, EpVONUA (KOKKIVIGUA).

YrepoioOnoia® (vrepevoicncia), uoikog tpopoc’, ataéia® (amdAelo GLVTOVIGHOD) Kot AL
VEVPOAOYIKG CUUTTOMOATA.

Yrepkvmtikdtna’,

Koatdntmon?, avopeéia (amdAeta Opeéne).

"Epetoc, vrepoieAdppota.

' Tapodikéc/6g/Mm.

2 AVOGTPEYILO.

Edv ovopuPel vyielyio tov omnueiov epapuoyng, wmopet vo  moapatnpnbel  mopodikn
VIEPGLEAOPPOLO. KO ELETOC.

H avapopd avembountov copfdviov eival onuaviikn. Exttpénet tn cvuveyn napakoiovdnon
g ac@drelog evog mpoidvtog. Edv mapoatmproete onoladnmote avembount evépyela, oKOua,
KOl OV 0EV OVOQEPETOL GTO E0MKAEISTO QVAAO OOMYIdV ¥pNong N apeiPdriete yio v
OMOTEAEGLLATIKOTNTO TOV QOPHAKOV, TOPAKOAEIGHE VO EMKOWVMOVICETE, KATUPYAS, LE TOV
kmviatpd ocag. Mmopeite emiong va avoeépete omoladnmote avembvunto coupdvta ctov
KATOYO TNng AOEWG KUKAOQOPIOG 1) OTOV TOTMIKO OVIITPOCMOTO TOV KATOXOL TNG GOE0G
KUKAOPOPIOG YPTCLLOTOIDVTOG T GTOLYEIN EMKOVMOVIONG GTO TELOG 0VTOD TOV PUAAOD 001 YLDV
YPNONG N LEGM TOL EBVIKOD GOG GUGTHUATOC OVOPOPAG.

EAirGoo

EBvikdc Opyaviopuog Gapuakmv

Meooyeiov 284

GR-15562 Xoiapyodg, ABnva

TnA: +30 21 32040213

e-mail: vetpharmacovigilance@eof.gr

Iotétomog: http://www.eof.gr

Kompoc: Ktviatpikég Yanpeoiec: http:/ www.moa.gov.cy/moa/vs/vs.nsf




8. Aocoroyia yia KGO €id0g, TPOTOS KAl 0001 JOPNYNONG

Mo Tomkn epappoyn endvm oto déppa (yopnynon e niyvon o€ onueio, spot-on).

H ehdyiom d60om eivar 6,76 mg/kg copatikod Bapovg fipronil kat 50,48 mg/kg copatikon
Bapovg permethrin, wov 1wodvvapel pe pia mméta twv 0,5 ml avé oxvro (Bdpog dve Tv 2
Kot €0¢ 5 kg).

Hpdypappa Bepaneiac:

H ypnom tov npoidvtoc Oa mpénet vo, facileTor oe emPePfaropévn mopacitmon 1 6Tov Kivduvo
TOPOCiTOONG ad YOALOLE KOV KpOT®VES Kot Otay 1 armOnon (dpdon katd g TpOSANYNS
YEVUATOG) KATA T®V OKVITOV KOUT TOV KOUVOLTIOV KOUT TOV HUYOV LE GTOUATIKE HopLo
vOGGOVTOG TOTOV, Elval emiong amapaitnTh.

Avdloya pe v mbavotnta véog mopacitong, Umopel va gvosikvutal 1 emavaAnym g
Oepomeiog. Xe TéTOlEC MEPMTMOOEL, TO OdoTnuo petald ovo Oepameidv mpémel vo eivan
TovAdyiotov 4 gfdouddec. Mo mapacit®oelS amd YOALOLS KOV KPOTMOVEG, 1 GvAYKn KOt 1)
ovyvotnTo eTavainyng Oepaneiag(wv) o npénel va Paciletol o€ cuufovin amd emayyelpotio
Kol O Tpémel vo AApPAvVETOL VITOYN 1| TOTIKT EMIONUIOAOYIKT KOTAGTOON Kol 0 Tpdmog (mng
tov {®ov.

9. Oonyisg Yo ™ 66T LOpP1yNoN

IMa ™ dwaoceaiion g opb1g Sosoroyiag, To cwpTKO Bdpoc Tpénetl va TpocdtopileTal pe 660
10 duvatdv peyorovtepn axpifela. To KTNviaTpkd oppokevTikd Tpoidv dwutifetan o mévte
peyédn, mov avtictoyobv oe okvAovg Bapovg 2-5 kg, 5-10 kg, 10-20 kg, 20-40 kg ko1 40-60
kg. Em\éEte 10 katdAnio péyebog mmétag yuo to Pépog Tov okdAov. e okdAovE dved TV
60 KAV, YPTOYLOTOGTE TOV KATAAANAO GLVOVAGUO 000 peyebdv mumétag mov Touplalet
TEPIGCOTEPO E TO COUOTIKO BApog.

H vrodocoroyia Ba pmopovce vo oONyNoEL GE N OTOTEAECHATIKY ¥PNON Kol Umopel va
EVUVONGEL TNV AvATTLEN AVOEKTIKOTNTOG.

To mpoidv mpémet vo epapudletal o€ 600 Un TPOCGEYYIGILO ONUEiR, £TGL DOTE 0 GKVAOG VO UV
umopel va, yAeiyet ta onpeio epaproyne. Avtég ot meployég eival ot fdomn tov Aapod urpootd
oo TIC OUOTANTEG Kol GTO WEGO TOL Aouov petalld g Pdaong Tov kpaviov kol TV
OUOTAUTOV.

Aopapéote v kaptéha blister amd TN cvokevacia kot daywpiote éva blister. Apapéote tnv
TRETA KOPOVTOG KT UNKOG TNG OLOUKEKOUUEVIG YPUUUNG LE Eva WoAdL 1 avoi&te oyilovTag
HeTd v avadimimon Tov dxpov. Kpatdvrag v mméta 6pbio poakpild amd 10 TpdcmTOo Kot TO
oMU, KOWYTE TO POYYOC TNG TIMETAG e EVa WAAISL, Yo va. avoitel. AloympioTe T0 TPiy®uo ot
PAYN TOL GKVLAOV, £MC OTOV TO dEpUA va. gival 0potd. TomoletnoTe TO GKPO TNE TITETOC ETOV®D
010 0épua. [Titote v muméta, eQapuodloviag TEPITOL TO GO TOV TEPLEYOUEVOD GTO GO TNG
amocTaong oo T fdon Tov Kpaviov £mg Tig ponAdtes. Emavaidfete nv epappoyn otn Bdon
TOV TPUYNAOL UTPOCTH OO TG OUOTAATEG, HEYPL Vo odeldogl 1 muméta. o kaAdtepa
aroteléopata, eEacpariote 4Tl T0 TTPoidv epapuoletal anevbeiog oto dépua Kol Ol 6TO

Tpiyopa.

10. Xpovor avapoviig

Agv 1oy0eL.

11. Ewdkég ovvOnkeg dwatiipnong



Noa puAdooetal oe Béon, TNV omoia dev PAEmOLV Kot dev mposeyyilovy Ta Tadid.
No gpuAdocetar oty apykn KoyéAn (blister).
No unv pvAdcocetal g Beppokpacio peyorvtepn tov 25°C.

No pn ypnoponoteitor ovtd T0 KINVINTPIKO QOPUOKEVTIKO TPOTOV LETA ad TNV MUepounvia
Méng mov avaypdoeetal oto kovti petd 1o «Exp». H nuepounvio AMéewg ovumintel pe v
TEAELTALO NUEPA TOV CUYKEKPLLEVOL U VAL

12. Ewwkég mpogurdterg amoppryng

Ta edpuaxo dev TPETEL VO OTOPPITTOVTAL HECH TOV ADUATOV 1) TOV OIKIUKOV OTOPANTOV.
AVT0 TO KTNVIOTPIKO PAPUOKEVTIKO TPOTOV OEV TPEMEL VAL EIGEPYETAL GTOV VOPOPOPO opilovra,
KaBmg M eurpoviin/mepuedpivn evdéyetal va givor emikivouvn yi tovg 1yBeic Kar GAlovg
V3POPLOVG OPYAVIGUODVC.

XpNOWOTOMoTE  MPOYPAUUATO — ETGTPOPNG  QOPUAK®V Yoo TNV amdppyn  Un
YPNOWOTOMOEVTIOV  KTNVIOTPIKOV  QUPUOKEVTIK®Y TPOIOVIOV 1] GAAOV LMK®OV TOv
TPOEPYOVTAL GO TN YPNOT TOLG CULPOVO HE TIG TOTIKES OMUITAGELS KOl PE TUYXOV 1oYHovVTa
ebvikd cvotnuata cuALoYNG. Ta PETPO AVTA OMOGKOTOVY GTNV TTPOGTAGIN TOV TEPIPAAAOVTOC,.

Yvppovievdeite Tov KTNVIOTPO GOG 1| TOV POPUOKOTOL) GG Y10 TOV TPOTO ATOPPIYNG TOV
YPNOOTOMOEVTOV QUPUAKOV.
13. Toa&wvopnon TOV KTNVIETPIKAOV QUPUIKEVTIKAOV TPOIOVTOV

No yopnyeiton LOVOV pe KINVIOTPIKT GUVTOYT).

14. Ap1Opoi Gog1og KUKAOQPOPIOG KOl GVGKEVUGIEG

ApBpoc Adsiag Kukhogopiag otnv EAAGOa: 105530/26-10-2020/K-0204401
Ap1Budg Aderog Kukhogopiag otnv Korpo: CY00460V

Mootk koptéda pe 1 mméta wov mepéyxet 0,5 ml, 1 ml, 2 ml, 4 ml | 6 ml.

Xaptvo kovuti Tov 3 1§ 6 mmetdv mov meptEyovy 0,5 ml, 1 ml, 2 ml, 4 ml v} 6 ml n kaBepia.
"Eva péyebog cuokevaciog ava KouTti.

Mmnopei va pnv KukAo@opodV OAEG Ol CUGKEVOGIEG.

15. Hpsgpopnvia 1edevtaiog ava@e®pnong Tov GUALOV 00NYIAV (PRGNS
10/2024
Aemtopepeic TANPOQOpies Yo TO €V AOY® KTNVIOTPIKO POPUOKEVTIKO TPOToV givor dtobéoipeg

om Baon dedoUEVOV ™mg EE Yo o KTNVIOTPIKG TPOIOVTA
(https://medicines.health.europa.cu/veterinary).

16. Xtoyeio emKowvoviag

Kdroyog g ddetoc kukiopopiag:
Boehringer Ingelheim Animal Health France SCS
29 Avenue Tony Garnier




69007 Lyon
ToaAAio

[apaockevaotnc LIEEVOVVOC Y10 TNV ATEAEVDEPMON TOV TAPTIOWV:
Boehringer Ingelheim Animal Health France SCS

4, Chemin du Calquet

31000 Toulouse

ToAlia

Tomkde ovTImpOc®MTOC Kol oTolyelo emkovoviae Yo TNV ava@opd TovoA0YOOUEVMY
OVETIOOUNTOV EVEPYEIDV:

Boehringer Ingelheim Vetmedica GmbH

TnA: +30 2108906300

17. Alkeg TAnpogopieg

H oupoviin givol €£@mapacitoktovo Kol OKOPEOKTOVO TOV OVIAKEL GTNV OLKOYEVELL TMOV
QovVAOTLPALOADV.

H mepuedpivn avikel otny tomov I kAdon tov mopedpoelddv, ta omoia gival akapeOKTOVO Ko
EVTOLOKTOVO [ am@BnTikn dpdor. H meppebpivn oto mpoiov mopéyel anwbntikn) dpdon Kotd
tov okvitev (Phlebotomus perniciosus, > 90% yw 3 eBdopddeg kot > 80% yio pio emmaiéov
gfdopdda), tov kovvovmidv (Culex pipiens, Aedes albopictus) kol tov kpotdvev (Ixodes
ricinus, Dermacentor reticulatus, Rhipicephalus sanguineus).

To mpoidv orot@ver Tovg yoAlovg (C. canis, C. felis) kot tovg kpdtwves (R. sanguineus ko .
ricinus) mov TpokaAOVV VEEG TOPUCITOCELS, EVTIOG 6 0PdV, Y10, £vay OAOKAN PO pnva, amd tn 2"
NUEPA LETA TNV EPUPLOYT TOV TPOTOVTOS. To TPOidV GKOTDVEL TOVG YOAAOVE TPV YEVVIIGOLV
avYl, OTOTPEMOVTIOG Tr MHOAvven Tov  mePPAAloviog TOL OKOAOL. Xg TEPImTMON
npovmapyovcog napacitmong (C. felis), to npoidv Ba ypeiaotei 24 dpeg, yo vo apyicel va
STOPACGEL AMOTEAEGUOTIKA TOV KOKAO {O1G TV WYOAL®V.

Ye pio TEWPOUATIKT LEAETN, TO TPOiOV amedeiydn 0TI peldvel EUPES®G TOV KiVOUVO PETASOONS
tov Babesia canis a6 polvopévous kpotwveg Dermacentor reticulatus, omd v 7" nuépa petd
™V €QOPLOYN £0G Kot 4 BIOUAOES, LEDVOVTAG £TGL TOV KIVOUVO ELOAVIONG TNG UTAUTEGIMONG
0TOVG GKVAOVG IOV AoV aymyN 6TO TAGIGLO AVTNG TNG MEAETNG.

e pio TEPOUATIKT LEAETN, TO TPOiOV amedeiydn 0TI peldvel EUPES®G TOV KiVOLVO PETAOONS
tov Ehrlichia canis and poivopévoug kpdtmveg Rhipicephalus sanguineus, amd v 7" nuépa
HETG TNV gQopuroyn ¢ kot 4 efdouddeg, peidvovtag £Tol ToV Kivouvo ep@dviong tng
epAyimong 6Tovug GKVAOVE TOL EAafav oYY 6To TAAIGLO OVTHG TG LEAETNG.

Qo016060, 1 OMOTELECUATIKOTNTO TOL TPOIOVTOG OTN UEI®ON TNG UETASOONG OVTOV TOV
HLOAVGUATIKOV TOPAYOVI®V, £TELTO amd QUOIKN £kbeom og mpayHoTIKEG cLUVONKES, dev EXEl
depeuvnOei.

e pio TPOKATOPKTIKN KOl G€ Pio TAOTIKY KAWVIKY] PEAETN TedIov Gg EVONUIKY TTEPLOYN, TO
TPOioV T0 omoio epappoctnke Kbbe 4 efdopddec, amedeiydn 0TL peiwoe Eppeso Tov Kivovvo
uetadoong ¢ Leishmania infantum omd polvouéveg oxvimeg, HEDOVOVIOG CUVETMC TOV
Kivouvo gUeAvIong AElopaviaong oTovg Vo Bepameio GKOAOVG GE AVTEG TIG LEAETEC,



