IHAPAPTHMA 1

HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Frontline Combo 134,00 mg / 120,60 mg diddvua yio exiyvon o€ onpeio (spot-on) yio kOA0 peyEBovg
M

2. MOIOTIKH KAI MOXOTIKH XYNOEXH
Kabe muéra tov 1,34 ml nepiéyet:

APUGTIKG GUGTOTIKA:

FAPTOMNIL ...ttt sttt ees 134,00 mg
(S)-MEthOPIENEC. ... et 120,60 mg
"Exdoya:
MowTtiki] ovvBeon exkd6yov kor  dGirov | [loocotikyy oOvBeon av ov TAnpoopicg avTég
GUGTUTIK®OV givar oNPavTiKéS Yo TN 6OGTH (OP1YN O] TOV
KTNVIOTPLKOU QUPIOKEVTIKOV TTPOIOVTOG
Butylhydroxyanisole (E320) 0,27 mg
Butylhydroxytoluene (E321) 0,13 mg
Ethanol
Polysorbate 80 (E433)
Polyvidone
Diethylene glycol monoethyl ether

Awyég, Kopapeloypovy dtdAvpa yio exiyvon oe onueio (spot-on).

3. KAINIKEX ITAHPO®OPIEX

3.1 Eiom {oov

Zvrot (copoatikov Bapovg 10 émc 20 kg).

3.2  Ogpomevtikég evosielg Yo ka0g gidog {Mov

No gpnoiLonoteital KoTd TV LOAOVGE®Y €iTe LOVO Ue YOALOLG EITE KATH TOV WKTOV LOADVGEDV LE

KPOT®VEG KA/ Yeipeg.

- Oegpoameio TV poAdVeewV amd Yyorlovg (Ctenocephalides spp). [lopacttoktovog dpdon Kotd Tov
VE®V HOAMOVOEMY OO EVAAIKOVS WOALOLC Yo 8 £BOOUAdES. ATOTPOTT TOV TOAUTANGIUGUOD TMV
YOAA®V LLE AVOGTOAN TNG AVATTVENG TOV aVY®V (MOKTOVOS OpAoT)) Kol TMV TPOVOUP®OV KOl TOV
VOUQ®V (TPOVOUPOKTOVOG dPACT), Ol OTOIEC TTPOEPYOVTAL OO TO. AVYA TTOL OPIVOLV Ol MPLLOL
YOALOL, Y10 OKTD EROOUAOEG LETA TNV EQAPLOYN.

- Ogpameio @V polvvoewv amd kpdtwvec (Ixodes ricinus, Dermacentor variabilis, Dermacentor
reticulatus, Rhipicephalus sanguineus). To KITNViaTpiKod QAPUOKELTIKO TPOIOV EXEL TAPAGITOKTOVO
dpdion Katd TV KPoTOVAV Yia Tepiodo puéypt 4 fOoAdES.

- Ogpameio TV poAdveewv and yeipeg (Trichodectes canis).

To KTNVIKTPIKO POPUAKELTIKO TPOIOV Umopel va xpnoipomonfel w¢ LEPOS TOL TPOYPAUUATOS YO, TOV
éleyyo ™ AMepykng Agpuatitidag and Poirovg (AAY).



3.3 Avrevositeig

Aoy Elhewyng Sobéciumv oTOLYEIDY, TO KTNVIOTPIKO (QOPUUKELTIKO Tpoidv dgv Ba mpémel va
YPMOLoTOEITAL G KOVTAPLa NAKiag HKpdTEPNS TV 8 fdoUAdwV.

Na punv ypnoiponoteitan 6€ KovvéEALL, KaBMOG EVOEYETOL VO ELPAVIGTOVV aVETIOVUNTEG EVEPYELES, KON
Kol Bvnromrta. EAdelyel pedetdv, 1 prion ToL KTNVINTPIKOD GOPUUKEVTIKOD TPOIOVTOG OV GUVIGTATOL GE
un evoedetypéva €iom.

Na unv ypnowonoteitan oe dppmoto, {do (1.}, GLOTNUATIKEG TaBNGEL, TpeTdg) N o (Do VIO
avappoon.

AVTO TO KINVIOTPIKO QUPUAKELTIKO TPoidv €xet onmuovpynbel ewdwkd yio okdAovs. No unv
YPMOLOTOEITAL GE YATES Kol KovvaPia, Kabdg avutd Ba LTopovce va 00Ny GEL GE LTEPIOGOAOYIML.

Na pnv ypnowponoteital o mepintmon vrepevoichnoiog ota SpAcTIKE GLGTATIKA 1) G€ KATOo EKJ0YA.

3.4 E10kéc mpogldomonoELs

H doxomn ypfjon avTimapasitik®dy 1 1 (p1on Tov TopeKKAVEL and Tic odnyieg mov €yovv d0bel otnv
[epiinym tov Xapaktnpiotikdv tov [lpoidvtog puropei va avénoet v mtieon emAoyng Tpog aviantuén
AVOEKTIKMOV GTEAEXMV KOl VO, 00TYNGEL GE PELOUEVN amoTeAesLoTkOTNTO. H amdpacn yio ™ ypron Tov
npoidvtog Ba mpénet va Poociletar oy emPePainon tov mopactTikov €00V KoL TOL QOPTIOL 1| TOV
KvdUVoL Tapacitwong pe Péon o emONUOA0YIKE YOpOKTNPIGTIKG TOV, Yo KAOE pepovouévo (mo.
To Aovoo 1 1 Sefpoyn LE VEPO EVTOG 2 NUEPDV LETA TV EPAPLLOYN TOV KTNVIATPKOD QOPUAKEVTIKOD
TPOTOVTOG Kol T0 AODGIUO O cuYVOTNTO UEYOADTEPN amd pio eopd tnv €fdoudda Bo mpémel va
amopevyovtal, Kabmg dev €xet dievepyn el kapio pekétm yio tnv e€€Ta0m ToL Katd 1060 auto ennpedlet
TNV GTOTEAEGUATIKOTITO TOV KTNVINTPIKOD QUPUOKEVTIKOD TPoidvToc. Mmopovv va ypnoipomombody
HOAQKTIKG GOUTOLAYV TPy amd TN Oepameia, dAAd PEIOVOVY TN OAPKEWN TNG TPOCTUCING KATH TV
YOAL®V o€ mepinov 5 efdopddeg, OTav ypnoiponotodviat og efdopadioio BAcT LETA TNV EPAPLOYT TOV
KTNVIOTPIKOY PUpPUOKELTIKOD Tpoiovtog. ERdopadioio AOVGIHO HE QOPUOKEVTIKO COUTOLAV TTOV
nepiéyet 2% yAwpe&ldivn dev ennpéace TNV UTOTELECUATIKOTNTA KOTA TOV YOAAWOV KOTA TN S10pKELQ
piog pekétng 6 efdouddmv.

e mepintwon mov oto (Do TOPAUEIVOLY KPOTMVES 1] LETAGOOT] LOAVGUATIKNG VOGOU OV UTOPEL Va
amokAeloTel TELEIWC, EGV 01 GLVOTKEG dEV Elval EVVOTKEG.

e mepintowon palikng poAlvveng 1 otV opyn TS EQOPUOYNG TV UETPOV eA&yyov, Do mpémel To
nepPdAlov ato omoio diafrovv (To Kakdd Tov {dov, To KpePaTtt Kot o1 GUVIHBELS YDPOL AVATAVCTG OTTMG,
YOALL KOt ETUTAQ) VO OTOAVUATVOVTOL UE KATOAANAQ TOPAGITOKTOVA KOl VO TAEVOVTUL TOKTIKA.

Ala (oo ov Covv oTo 1010 voikokvpd Oa mpémel eniong va vrofdAiovion o Oepameio. pe Evo, KaToAANAO0
TPOTOV.

3.5 Iowitepeg mPoPUAAEEIS KATA TN Y p1jON)

Idwaitepec mpo@LAGEELC Yo TNV 0c@OAN Yprion ota 1o Chwv:

Noa amo@ebyeton 1 ETOPT] LE TO PATIO TOV {DOV.

Eivat onpovtikd va emifefatdvetot 0Tl TO KTNVIOTPIKO POPUUKEVTIKO TPoiov epapuoleTol o€ TEPLOYN
v omoia dev umopei va yAeiyel to {do kat va emPePordverar 0Tt ta {da dev yAeipovy 10 £va T0 GAAO
petd tn Bepamneio.

Idwiitepec mpouAGEelc mov mpémel vo Aaufdvovior omd To GTOUO OV YOPpNYEL TO KTNVINTPKO
QOPUOKEVTIKO TTPOidV o€ (Mo

To KIMVIOTPIKO QOPUOKEVTIKO TPOTOV pmopel va mpokoAécel avénuévo PAevvddovg cHGTAONG
0OoAIKS Ekkpipo Kot epediond Tov dEpUaTOC Kat TV patidv. Emopévac, 0o mpénet va amopevystot
1 ETOPT] TOL KTIVIOTPIKOD POPUOKEVTIKOD TPOIOVTOG LUE TO OTOW, TO OEPLLO KoL TO UATIO.

Atopa pe yvooti vrepevaicincio ot eurpoviin 1 oty (S)-pebompévn N 6to owvonmvevpa Bo Tpémet
VO OOQPEVYOLV TNV EMOPN HE TO KTNVIATPIKO QUPUUKEVTIKO TPOiIOV. ATOQVUYETE TNV EMOPY| TOV
TEPLEYOUEVOL UE Ta. Ay TLAN. AV 00TO GLUPEL, TAVVETE TOL XEPLA LLE GOTOVVL KOl VEPO.

Metd amd katd AdBog eman], Ta pdrtio 0o Tpénet va EemAévovtol TpoceKTIKA pe Kabapd vepo.



ITAévete ta xépro petd ™ ypnon.

Agv pémel va xepileote To vo Oepameio {ma, £ OTOL TO GNUEID EQOUPLOYNG OTEYVAOOEL, KOl OV TPEMEL
VO EMTPENETAL 6TA T Vo Tl ovv pe ta vo Bepaneio {da, HEYPL VO GTEYVAOGEL TO ONUEIO EPUPUOYNG.
Emopévmg, cuvictdton to {do va pnv vrofdiiovton og Oepameio katd tn OdpKEeL TG NUEPOS GAAA
vopig o Ppdov kot dev mpénel va emttpéneTon o {dho mov vroPAndnkav tpocearta o Bepamein va
Kowpovvtat poli Pe TOUG I010KTATES, EIOIKOTEPO LE TO TOOLA.

Noa pnv kanviCete, Tivete 1) tp®dTE KATA TN OAPKELX TNG EPAPLOYNC.

[dwaitepeg TPOQLAGEELC Y10 TNV TPOGTAGIO TOL TEPPAALOVTOC:

Ag Ba TPEMEL VO, EMTPENETAL GTOVE GKVAOVG VO KOADUTOUV G€ ToTdpa 1 Alpuveg 6mov {ouv vdpoPiot
0pYOVIGUOL Y1 2 NUEPEG UETA TNV EQOPLOYT TOV TPOTOoVTOS (PA. Tapdypapo 5.5).

3.6 AvemOvunta coppfdavra

2KOAOL:

[ToAb omévia Avtidpdoeig 610 onpueio EQOPLOYNG
(amoypwpotiopds  tov  dépuatog!,  amdAsio

< , . . ,
(<1 Cowo / 10.000 vnd Oepameia Coa, puaToc!, vnondc!, epvdpoTnTal).

CUUTEPIAQUPOVOUEVOY  TOV  UELOVOUEVAOV
avaPopOV): Ievikevpévog KV oG 1] OTMAELN TPLYDLATOG.

YrepBohikn 61eEAOppota’, EUETOG, AVATVEVGTIKA
GUUTTOLOTAL.

Avénuévn  evacbnoic o gpebionota’,
KaTAmTOon?, GALe VEUPIKE cOUTTONOTOS.

'TTopodukéc.

2 Xe mepintwon mov 10 (Do yAeiyel T0 mPoidv, pmopel vo mopatnpndei pio cdvroun mepiodog
VIEPGIEAOPPOLAG OPEIAOUEVT] TTEPLGGOTEPO GTA £KO0Y0. TOV TPOIOVTOG,.

3 Avastpéyun/a.

H avagopd avembountov copPdvtov eivar onuavtikny. Emtpénel ™ cvveyn mopakoAiovdnorn tng
AGPAAELNG EVOG KTNVINTPIKOD QOPUAKEVTIKOD TTPOoidvTog. O avapopic TPEMEL VO, ATOGTEALOVTOL, KATH
TPOTIUN O LES® KTNVIATPOV, EITE GTOV KATOYO TNG AOELNG KVKAOPOPING 1) GTOV TOTIKO OVTITPOCHOTO TOV
gite oV €BvIKN appddia opyn HESH TOL £6VIKOD GLGTHOTOS AVOPOPAS. AVaTPEETE GTO PUALO 00N YLDV
YPNONG Yo TO avTicTOL 0 oToLyEln EmKoveviog.

3.7 Xpnon katd TV KON 61, TN YoAOVYi0 | THV @OTOKiN

Mmropei va ypnoiporon el katd T d1dpKeLe, TG KOTIONG KoL TNG YOAOLYING.

3.8 Aliniemiopaon pe ALY QUPUOKEVTIKA TPOTOVTO KUl AALES HOPPES UAMAETTIOPAGCTG

Agv glval yvo ot Kopio.

3.9 Oodoi yop1ynong kot docoroyia

Xpnon pe emiyvor o€ onueio (spot-on).

H gAhdytotn doom eivan 6,7 mg/kg copatikod Bapovg gurpoviin kot 6 mg/kg copatikod Bapovg (S)-
pebompévn, mov avtiotoyel o pia mméta tov 1,34 ml (M) avd oxvdo (ov Luyilel ave tov 10 kg ot



¢w¢ 20 kg). I'a ) dacpdion g opB1g docoroyiog, To copatikd Bapoc mpénet va TpocsdiopileTor pe
000 10 Ovvotdv peyohvtepn okpifeia. H vmodocoroyia Ba pmopovce va odnynoel o un
OTOTELECUOTIKN (P01 KOl LTOPEL VO EDVONTEL TNV AVATTLEN avOEKTIKOTNTAG.

I'a mapacitdoelg and YHAALOVS KOUT KPOTMVES, 1) avérykn Kot 1) suyxvoTnta enavainyng Oepaneiog(mv)
Ba mpénel va Paciletor oe cupPovArn amd emayyelpotio kot o Tpémel va Aapfavetol vwoYN 1 TOTIKY
EMONUOAOYIKT KOTAGTOOT Kot 0 Tpdmog (mng tov {dov. Adym EAlelyng HEAETOV OCPAAELNG, TO
pHecodtdoTn U HETOED TV Bepameldv mpénet va eivorl TovAdyiotov 4 gfdopddec.

MéBodog yopnynong:

Kpatiote v mméta kdOeto. XTOMNoTte EAAPPE TO GTEVO TUNUA TG TITETAS, Y10 Vo EMPEPatdoeTe OTL
TO TTEPLEYOUEVO TTAPAPEVEL GTO Kupimg Tunpa e muétas. Tpafnéte to dkpo npog ta micw. Xmpicte To
Tpiyopo tTov {O®ov HETaED TOV MUOTAATOV, £0¢ 6TOL Pavel To déppa. Tomobetnote TNV GKPT TG TTETOS
0TO OEpUO KOL TECTE TNV TUMETA OPKETEG POPEC, MEYPL VO OOELOCEL EVIEANC TO TEPLEYOUEVO TNG
anevBeiog Tdvm oto déppa oe éva onpeio.

Mmropet va mapatnpnbodv oto onpeio epappoyng mapodikés aAlayés oto Tpiyoua (KoAA®des/Mmapd
TpiYOU).

3.10 ZopmtOpaTe VITEPIOGOA0YINS (KOl KATH TEPITTMGT, NETPU AVTIHETMOTLONGS KOL AVTIOO0TA)

Na un yopnyeital og vaepPoiikn ddom.

Agv mopatnpnOnioy avemBiunta copPdvta ce Eépevveg acpdielag, mov devepyndnkav ce kovtdfia
niiog 8 efdouddwv, e okvAOVE VIO avaTTLEN Kol 6€ okbAoVg Tov {uyilovv mepimov 2 kg mov
Oegpamedkay pion Opd UE TO TEVTAMAAGIO TNG OLVICTOUEVNG 06omng. O kivéuvog eueaviong
avemBountov ovuPaviov (PrAéne mopdypapo 3.6) umopel Opwg vo avénbel oe mepimtwon
VIEPO0GOAOYING, 0moTE Ta {da B Tpémet va Bepamebovtol Tavta pe 10 cmotd péyebog mmétag cOLP®VA
UE TO COUATIKO BAPOG TOVG.

3.11 Ewwoi mepropiopoi ypiong kKo €WIKEG ovvOnkes ypnons, ovpmeprioppfavopéveov
TEPLOPIOCUAOV OTN] P16 UVTIUIKPOPLUKOV KOl OVTITUPUGLTIKAOV KTIVIOTPIKAV QUPULIKEVTIKAOV
TPOIOVTOV TPOKEIUEVOV VU TEPLOPLOTEL 0 KivOLVog avanmTuéng avtoyng

Agv 1oy0eL.
3.12 Xpdvor avapoviig

Agv 1oyVeL.

4. OAPMAKOAOI'IKEX IAHPO®OPIEX
4.1 Kaoowog ATCvet: QPS3AX65

To KMVWITPIKO QUPUOKEVTIKO TPOIOV givol €va e£mmApPOCITOKTOVO KOl OKOPEOKTOVO OLOAVUA Yid
TOTIKN OEPUATIKN XPNOT], OV TEPIEYXEL €VO, GUVOLOCUO EVNAIKOKTOVOL OPOCTIKOD GUOTOTIKOD, TN
OUIPOVIAN, KOl VO OKTOVO KO TPOVLUUPOKTOVO dPOCTIKO GUGTATIKG, TNV (S)-pebompévn.

4.2 ©@oppokodvvopKy

H gurpovikn givol éva eE@mopacITOKTOVO Kol AKUPEOKTOVO TNG OIKOYEVELNS TMV QAIVOAOTUPOLOADYV.
Apa pé€c® TG CAANAETIOPOOTC LE TOVS SLOAOVG YAmPiov, O1avolEng - GLUVOETT, Kat Wiaitepa EKEIVOVG
6TOVG omoiovg 1 dtavoién emtereitol péow tov vevpodafifact y-apvoPfovtupikod o&éog (GABA),
ATOKAEIOVTOG MG K TOVTOL TNV TPO- KOl LETOGVVOITIKY LETAPOPE TOV 1OVTOV YA®PIov, SIOUEGOL TOV
KutTopk@V pepPpoavav. Tovto odnyel oe ave&éheykn OpacTNPOTNTA TOV KEVIPIKOV VELPIKOV
GLOTAKOTOG Kol 6€ Bdvato TV Topacitov Kol Tov akapewnv. H eupoviln Bavatdvel tovg ydAAovg
ev1oc 24 wpdv kal Tovg Kpotwveg (Dermacentor reticulatus, Dermacentor variabilis, Rhipicephalus



sanguineus, Ixodes scapularis, Ixodes ricinus, Haemaphysalis longicornis, Haemaphysalis flava,
Haemaphysalis campanulata) kon Ti¢ yeipeg evtdg 48 opav petd v €kbeon.

H (S)-pneBompévn givorl ovoia mov dpa avTay®VIGTIKA TNG OVTIGTOYNG VEOVIKNG OPLOVIG TOV EVIOU®V
K0l O €K TOVTOV OVOGTEAAEL TNV OVATTLEN TOV APV GTAdiOV TOV Topacitov. H ovcia avti ppeitot
N OpAcM NG VEAVIKNG OPUOVING Kot TPOKOAEl TANUUEA ovémtuén kot Bdvato tev YoMV Tov
Bpiokovton oe avantuélokd otddo. H ent tov {dov woxtdvog dpdor g (S)-uebompévng mpoépyeton
gite amod TV Gueon d1eicdvuon HECH TOL KEADPOLG TOV VYOV TV VEOYEVVNOEVT®V OLYDV EiTE Ao TNV
amoppdeNnon HEcw G emdepuidag tov eviiikov yoriwv. H (S)-pebompévn eivar emiong dpactiky
gUTOdIlovTag TNV avATTLEN TOV TPOVLULP®V KOl TOV VOUP®Y TOL YOAAOVL, YEYOVOS OV EMITPENEL TNV
ATOPLYN NG LOAVVGN S TOL TTEPLPAAAovTOg TV VIO Bepaneio (OmV and TIg Ampeg LOPPEG TOV YOAAOL.

4.3 @OoppoKoKIVITIKN

Meléteg petaforopod g eurpoviing £de1&av 0Tt 0 KOpLog HeETaPoAiTNG elval TO GOLAPOVIKO TOPAYWYO
NG PUTPOVIANG.

H (S)-pebompévn amodopeitar evpémc mpog 010&id10 Tov AvOpaia Kot Tapdywyo o&ikov 0&€og, To. omoia
aKOAOVOMG EVOMUOTOVOVTOL GE EVOOYEVEIG OVGIES.

H goppokokivntikny cupumepipopd Tov cuvovacpov e eurpoviing kot g (S)-pebompévng petd amod
TOTIKN OEPUATIKY] epappoyn €etdobnke oe okOAOLG Ge GOYKplon He TNV evOOEAEPla yopnynon
oupovilng M (S)-pebompévne Eexwpilotd, yeyovog mov OmESEIEE TNV OmOPPOPNON KOl GANEC
QOPUOKOKIVITIKEG Tapopétpovs. H tomikn depuotikny €Qoppoyn €iye ¢ OmoTEAEGUO YOUNAN
GLOTNHOTIKY omoppoPno” TG PurpoviAng (11%) pe péon péyiom ovykévipmon (Cmax) TEPimov 35
ng/ml gurpoviing kot 55 ng/ml covApovikod Tapdy®YoL NG PITPOVIANG GTO TAAGLLOL.

O1 P€YI0TEG GVYKEVIPADGELS GUIPOVIANG GTO TAAGHA EMLTVYYAVOVTOL 0pYQ (LEGOS XPOVOGS tmax, TEPITOV
101 dpeg), kar ehatTdvovol opyd (LEGOS TEAKOS xpOvog Nuicetag Lmng etvan mepinov 154 dpeg, evd
VYNAOTEPEG TIUEG TTOPATIPOVVTOL GE OPCEVIKA).

H ¢upovikin petoPolriletal Kupimg 6€ COVAQOVIKO TOPAY®YO TNG QUIPOVIANG UETA OTO TOTIKY
OEPLLOTIKY EPOAPUOYT.

O1 ovykevipooels g (S)-pebompévng oto mAdopa NTov KAt Tov mocsotkov opiov (20 ng/ml) oe
OKOAOVG LETA OO TOTIKT SEPUATIKY] EPOUPLOYY.

Kat n (S)-pebompévn kon n purpovidn, pall pe tov KOpo PeTafOATn TG, KOTOVELOVTOL EVPEWMS OTO
TPl ToOL GKOAOL eVTOG piog NUEpag LeTd TN epaproyT. Ot GLYKEVTPOGELS PUTPOVIANC, GOVAPOVIKOD
TAPUYDOYOL EUIPoviANg kot (S)-uebompévng oTo TPiYOUL LUEWDVOVTOL UE TNV TAPOSO TOL YPOVOL Kol
umopobv vo. aviyvevbovv yuo TovAdylotov 60 muépec petd ™ ypnon. H mapacitoxtdvog dpdon
TPOEPYETOL aTd TNV EMOPT KOt Oyl Ao T1 GVoTNUATIKN Ekbgo.

Ag onpeidOnKov Qaprakoroyikég OAANAETOPATELS HeTaED TG PuTpoviAng kot g (S)-pebompévng.

5. DAPMAKEYTIKA XTOIXEIA
5.1 Kopieg aocvppatoTnTeg

Agv glval yvootr| kopio.

52 Awpkewo {ong

Aldpketa {onNg TOL KTNVINTPIKOD QUPHOKEVTIKOD TPOIOVTOC GUUP®VA, LIE TN GUCKEVOGIO TMOANCNG:
3 ém

5.3 Iowirepeg mpo@urdiers katd T @OLaEN TOV TPOIOVTOG

Na unv eurhdoceton og Beppokpacio peyarvtepn t@v 30°C. Na @uAAGCETOL GTNV 0PYIKT GUCKELAGIA.



54 ®@von Kal cHVOES TNG GTOLYELDOOVS GVOKEVU.GILUG

DYon e TPMTOYEVOVS GLGKEVAGTNG

Mio mpdown mméta mov amoteleitar and Beppodiapoppopévo kéAveog (polyacrylonitrile-methyl
acrylate copolymer / polypropylene) kot and éva @uip (polyacrylonitrile-methyl acrylate copolymer /
aluminium / polyethylene terephthalate).

'H

Mia tpdovn mméta mov anoteheiton omd Beppodiapopewpévo kéAveog (polyethylene / ethylene vinyl
alcohol / polyethylene / polypropylene / cyclic-olefin-copolymer / polypropylene) kot and €vo QiAp
(polyethylene / ethylene vinyl alcohol / polyethylene / aluminium / polyethylene terephthalate).

2VOKELOGIEC TPOC TOANOT ko dtoryelplotikoi aptfuol avayvapiong

OnKn mov epéyel og blister (kvyéin) pia mréta tov 1,34 ml pe anoondpevn dxpn.

Kovti mov mepiéyet OMxm pe 1 blister (kvuyéin) pe 3 mméteg x 1,34 ml pe amoondpevn akp.
Kovrti mov mepiéyet OMkn pe 1 blister (koyédn) pe 4 mméteg x 1,34 ml pe amosndpevn dpn.
Kovrti mov mepiéyer Onxm pe 2 blister (koyéreg) pe 3 mméteg x 1,34 ml pe amoondpevn akpn.

Mmropei va v KuKAOQPOpoUV OLEG 01 GLGKEVAGIES.

5.5 Ewwkég mpo@uracers amdppryng evog un ypnotpomor0EvTog KTNVIeTPIKOD GUPIOKEVTIKOD
TPOIOVTOG 1] GAAOV VAIKAOV TTOV TPOEPYOVTUL AT T1) YP1)C1] TOVL TPOIOGVTOGS, AV VITAPY oLV

Ta eapuaxo dev TPETEL VO ATOPPITTOVTAL HEGHD TOV ADUATOV ) TOV OIKIUK®V OTOPAATOV.

To KIvViaTpKd PAPUOKEVLTIKO TPOTOV deV TPEMEL VO EIGEPYETAL GTOV VIPOPOPO opilovta, kabdg M
oupovidn ko 1 (S)-pebompévn evdéyetan va givarl emkivduveg yuo Toug 1ybeic ko dAhovg vIpOPLovg
opyovicuovg. No. un poAdvete AMuvec, kavaAla vepod N YOVTAKIO UE TO KTNVINTPIKO (POPUAKEVTIKO
TPOTOV N UE GOELOVG TEPIEKTEC,

XpNoHOTOMGTE TPOYPAUUOTO ETIGTPOPNG PUPHAK®OV Yot TNV OmOppyn N XpNoipomomBévimv
KTNVIOTPIK®OV QUPUOKEVTIKOV TPOIOVIOV 1 GAADV VAIK®V OV TPOEPYOVIOL GO TN YPTON TOVG
GUUPMOVO, UE TIG TOTIKEC AMOLTNOELS Kol Ue TUXOV €0VIKG GLGTANATA GLAAOYNG TTOL 1GYDOLY Yo TA
GYETIKA KTNVINTPIKE QAPUOKEVTIKA TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Boehringer Ingelheim Animal Health France SCS

7.  APIOMOZX(OI) AAEIAX KYKAO®OPIAX

Ap1Bpog Adstog Kukhogopiog otnv EALGSa: 37655/04-06-2010/K-0150604

ApBpog Aderag Kuhogopiag otnv Kompo: CY00207V

8. HMEPOMHNIA [TPQTHX EF'KPIXHX

Huepounvia Ing éykpiong otnv EAAGoa: 01/07/2004

Hpepounvia Ing €ykpiong otnv Kompo: 08/06/2010

9. HMEPOMHNIA TEAEYTAIAX ANAGEQPHXHX THX IIEPIAHYHX TQN

XAPAKTHPIZTIKOQN TOY ITPOIONTOX

16/05//2024



10. TAZEINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTQN
Noa yopnyeitor pévov pe KTnviaTpikn GuvToy.

Aemntopepeic TANPoQopieg Yot TO €V AOY® KTNVIOTPIKO PUPUOKEVTIKO TTpoidv givatl dwabéoiueg otn Pdon
dedopévav g EE yuo to ktnviatpikd mpoidvta (https://medicines.health.europa.cu/veterinary).



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

IHAPAPTHMA 111

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX



A. ENIXHMANXH
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IHAHPO®OPIEX TIOY IIPEITEI NA ANATPA®ONTAI XTHN EEQTEPIKH XY-XKEYAXIA
- XYNAYAXMOZX EINIXHMANXZHYE KAI ®YAAOY OAHI'TQN XPHXHEX (v 9.0)

FRONTLINE COMBO SPOT-ON DOG M

Kovti mov nepréyer 3 muméteg (1] 4 maéteg 1 6 mméTec)

Hepintwon Nol: To xeiusvo mov axolovfel aviioroiyel otV TEPITWON KOTG THY OTOI OAEC Ol
Anpopopies tov pvAlov oonyiwv IIEPIEXONTAI oty ewtepix o0oKeDOTIO K0T OTOV GUECO TEEPIEKTH.
Enouévawg, oty wepintwon avty dev mopéyetar Cexwpiarod poALo 00nyL@V e T COYKEKPIUEVH EKOOCH THS
EMONUAVONS O€ avuPmVia ue to péyov Template.

1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Frontline Combo 134,00 mg / 120,60 mg diddvpa yia eniyvon o€ onpeio (spot-on) yio GkOA0 peyEBovg
M

2. YYNOEXH

Kabe mméra tov 1,34 ml nepiéyet:
ApOOTIKG GVOTATIKA:

FIPTONIL...iiiiiiiiecie ettt ettt e s ta e stb e et e et e s sbeessaessessbeenreenns 134,00 mg

(S)-MEtOPIENE. ...ttt 120,60 mg
"Exodoya:

Butylhydroxyanisole (E320).......couiiniiniiii i 0,27 mg

Butylhydroxytoluene (E321).......oouiiiiiii e 0,13 mg

FIRPONIL 10% w/v (S) METHOPRENE 9% w/v

[Omov vrdipyet emapkng xDdpoc, O TPOoTIBETOL TO «W/V» LETA TA TOGOGTH TMV SPAGTIKAOV 0VG1dV. Onov
dev vrdpyetl apkeTog YOPog Ba Tpootifetal £vog aoTEPICKOC PETA TO TOCOGTA e o eme&nynor Kovtd
GTNV OVOLAGio TOL TPOIdVTOG. |

Alovyég, Kopapeloypovv StdAvpa Yo Eniyuon o€ onueio (spot-on).

3. YYXKEYAXIA

3x 1,34 ml
4x 1,34 ml
6x 1,34 ml

4. EIAH ZQOQN

T oxdlovg 10 — 20 kg (M)

S. OEPAIIEYTIKEX ENAEIZEIX

OepamevTiKég EVOEIEEIQ

Na xpnotonoleitol Katd TV HOAOVeE®V €iTe LOVO Ue YOAAOVG EITE KATO TOV IKTOV LOADVOEDV UE

KpOT®VEG KA/ Yeipeg.

- Ogpomeio TV poAdveewv amd Yyoilovg (Ctenocephalides spp). [lopacttoktovog dpdomn Kot TV
VE®V HOAMOVOEMY OO EVAAIKOVS WOALOLC Yo 8 £BOOUAdES. ATOTPOTT TOV TOAUTANGIUGUOD TMV
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YOA®V UE OVOGTOAN TNG AVATTVENS TOV AVY®V (MOKTOVOG dpdoT) Kal TV TPOVUUE®Y Kol TOV
VOLOOV (TPOVOUPOKTOVOG OpAcT), Ol OTOIEC TPOEPYOVTIAL GO TG AVYE TOV APVOLV Ol MPLUOL
YOALOL, Y10 OKTO EBOOUADES LETA TNV EPOAPUOYT.

- Oegpomeio TOV polvveewv amd kpotwveg (Ixodes ricinus, Dermacentor variabilis, Dermacentor
reticulatus, Rhipicephalus sanguineus). To Tpoidv éyel mopacITOKTOVO dpAGT KATA TOV KPOTOVOV
v Ttepiodo péxpt 4 efdopades (Paoel TEPAUATIKOV SESOUEVAV).

- Ogpoameio Tov poAdveewv and yeipeg (Trichodectes canis).

To mpoidv pmopel va ypnopwonomfel mg HEPOG TOL TPOYPAUUOTOS Yio TOV EAEYXO TNG AAAEPYIKNG

Agpportitidoag amd Yorliovg (AAY).

H ourpoviin Bovatdvel Toug yoAhovg evidg 24 mpdv Kot TOVG KPOTMVEG Kot TIG Welpeg evtog 48 mpmv

peté v €kbeon.

6. ANTENAEIZEIX

Avtevoeiteag

Aoyw EMhenyng dla0écumV oToyEimV, TO TPOiOV dev Bo TPETEL VAL YPNGIUOTOLEITOL GE KOVTAPLN NALKIOG
puiKpoTEPNG TOV 8 EPSOUAdDV.

Na punv xpnoiponoteitan € KovvéALL, KaBMDG EVOEYETUL VO ELPAVIGTOVV aveTIBOUNTESG EVEPYEIEG, AKOU
Kot Ovnrotnra. EAdelyel peletdv, n xpnon 1ov Tpoidviog dev cuvIoTATOL GE [T EVOEdELYIEVOL E1OM.

Na unv ypnowomnoteitan oe dppwota {do (m.y. cvotnUaTiKEG TaNcel, Topetds) N oe {da Vo
avappoon.

Av10 10 TPOTIOV £YEL ONpoLPYNOEL 101KA Yo KOAOVG. Now Unv ¥pNoOToLEiTaL 6€ YOTEC Kot Kouvafia,
KkaBdc ovTd B pTOPovGE VL 001 YNGEL GE VITEPSOGOAOYIA.

Aoy Ehhewymg peretdv ac@dielag, to pecodtdotnuo petad twv Bepoameudv Tpémel va etvan
TovAdylotov 4 efoopdded.

Na pnv ypnowonoteital o€ mepintmon vaepevaichnciog ota SpAcTIKE GLGTATIKA 1) G€ KATO0 EKJ0YA.

7. EIAIKEX ITPOEIAOIIOIHXEIX

E1dwkéc mpogidomonijogig

Movo yia eEmTepikn xpnon.

H doxomn ypfon avTimapasitik®dy 1 1 gp1on Tov TopeKKAVEL and Tic odnyieg mov £yovv d0bel otnv
[epiinym tov Xapaktmpiotikdv tov [Ipoidvtog uropel va avénoet v mtigon eMA0YNG TPog avamTuén
aVOEKTIKAOV GTEAEXMV Kol VO, 00TYNGEL G PELOUEV amoTeAesoTikOTTo. H amdeacn yia ) ypron tov
npoidvtog Oa wpémel va. Pfaciletan oty emPePainon Tov mopactTiKoD £i60VG KoL TOV QOPTIOL 1} TOL
KvdUVoL Tapacitmong pe Péon To eMONUOA0YIKE YOpOKTNPIGTIKG TOV, Yo KAOE pepovouévo (mo.
To Aoboyo 1 1 dePpoyn Ue vePO EVTOG 2 NUEPDOVY LETA TNV EPUPLOYT TOV TPOTOVTOS Kol TO AOVGLUO O
ouXVOTNTOL HeyaAdTEPT amd pioe @opd v gfdoudda Oa mpémel va amopevyovtol, Koo dgv €xet
StevepynOel kapio pehétn yio v €€Ta0N TOV KOTA TOGO AVTO EXNPEALEL TNV OMOTELECUATIKOTITO TOV
TPoi6vTog. Mmopovv va ypnoypomoinfovy HoAaKTIKE GOUTovay Tpv omd ) Bepansio, aAld petmvoLy
N JdPKELDL TNG TPOSTAGING KOTA TOV YOA®V Gg mePinov 5 gfoopnddeg, dOtav ¥pNoluomolodvTol G
gpdouadiaio Paon petd v eeapuoyn tov wpoidvtog. ERdopadiaio AoVCUO UE QOPUAKEVTIKO
GOUTOVAY OV TEPLEXEL 2% YAPEEDIVI OEV ETNPENCE TNV OTOTEAEGLOTIKOTITO KATH TOV YOAL®V KOTA
T S1apKela piog perétng 6 efdouddwmy.

e mepintwon mov 610 (Do TUPAUEIVOLY KPOTMVES 1] LETAOOOT] LOAVGUOTIKNG VOGOU OV UTOPEL Vo
amoKAEIoTEL TEAEIC, EGV 01 GUVOTNKEG dEV Elvar EVVOTKEG.

e mepintowon palikng polvveng 1 otV opyn TS EQOPUOYNG TV UETPOV eAéyyov, Bo mpémel to
nepPdAlov oto omoio dwPfrovv ta {oa (to koAdbr tov {dov, To KpPeRATL KOl 01 cLVAOELG YDpPOL
AVATOVGTC, OTTMG YOALL KO ETUTAC) VO OTOAV LAIVOVTOL e KOTOAANAL TOPAGITOKTOVO KoL VO, TAEVOVTOL
TOKTIKAL.

Ao Coa mov Lovv oto B0 volkokvpld Oa mpémel emiong va vmoPdAlovior oe Oepameio pe Eva
KATAAANAO TPOTidV.
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Idwitepec TpoLABEELC Yo TV 0cQAAN ¥prion ota £idn (dmv:

No aropegbyetol 1 ExoEn Ue To pdTiol Tov {dov.

Eivar onuovtikd vo emPePfordvetor 0Tt to Tpoidv epapuoleTol o€ TEPLOYN TNV OToin dev Umopel va
yietyel to (oo kot va emiPeParmvetar 6Tt To (Do dev YAeipovY TO éva TO GALO pETd TN Bepameia.

[dwiitepec mpouAdEels mov mpémer va Aoufdvovtol amd 10 dTopo TOv Yopnyel TO KINVIOTPLKO
QopuakeLTIKd TPOoidv og {da:

To wpoidv umopei va mpokorécel avénuévo PAevvmoovg cvoTtaons oplaiiukd Ekkpluo Kot epeficuo
TOV SEPUOTOG KOl TV LTIV, Emopévac, o tpémetl va amopevyetal 1 ET0PT| TOV TPOIOVTOG LLE TO GTOU,
TO OEPLLOL KO TOL LATLOL

Atopa pe yvootr| vrepevaicincia otn eurpoviin 1 oty (S)-pebompévn 1 oto owvomvevpo Bo mpémet
VO OTOQEVLYOLV TNV EMAPN HE TO KINVINTPIKO (POPUOKELTIKO TPOIOV. ATOQUYETE TNV ETAPT TOV
TEPLEXOUEVOL e T dGyTLUAA. AV 0VTO GLUPEl, TAVVETE TA XEPLAL [LE GATOVVL KoL VEPD.

Metd amd katd AdBog eman], Ta pdtio 0o Tpénel va EemAEVOVTOL TPOGEKTIKA e KabBapd vepo.
[TAévete ta y€pro petd tn ypNon.

Aegv pémel va xepileote To vo Oepameio {da, £ OTOL TO GNUEID EQUPLOYNG OTEYVADOEL, KOl OV TPEMEL
Vo EMTPENETAL 0TA TOdLY Vo Tailovv pe ta vo Bepaneio {da, HEYPL VO GTEYVOGEL TO GNLEIO EPUPUOYNG.
Emopévmg, cuvictdton to {do va unv vrofdiiovtor og Oegpameio katd Tn S1dpKeLd TG NUEPOS GALA
vopig 10 Ppdov kot dev mpEnel va emtpéneTal o {dho mov vroPAndnkav tpoceate o Oepaneia vo
Kolpovvtat poli Pe TOUG I0I0KTNTEG, EIOIKOTEPO LE TO TOUOLA.

Noa unv kanvilete, Tivete 1) Tp®TE KATE TN O1APKELN TNG EPAPUOYTC.

[S1aitepec Tpo@LAGEELC Yo TNV Tpootacio Tov nepifdAlovtoc:

Ag Ba TpEMEL VO EMTPENETOL GTOVG GKVAOVG VoL KOAVUTOUV 6 motdpua 1 Alpveg 6mov {ouv vdpoPiot
opyovicpol yio 2 MuéPes HETA TNV €QapUoyn TOL TTpoidviog (PA. mapdypapo Eiducés mpopuAdielg
andPPLYMG).

Eyxvuocvvn kot yorovyia:
Mmopei va ypnoipomoindel Katd tn Stdpkela TG KONGNG Kot TG yorovyiog.

Ynepdoooroyia:
Na pn yopnyeiton g veepPoiikn d6om.

Agv mopatnpnonkoy avembounta coppdvto oe peAéteg acpaielog, Tov dievepyndnKoy e KovtdPia
nikiog 8 efdouddwv, e okvAOVE VIO avamTLEN Kol o€ okbAoVg Tov {uyilovv mepimov 2 kg mov
OepamednKay piot @opd. e TO TEVTATAAGLO TNG GUVICTMUEVNG dOGMC.

O «ivévvog eppaviong avemBountov coppaviov (BAéne mapdypapo Avembounta copfdavra) pmopet
opmg va avénbdet oe mepintwon vrepdocoroyiag, omote ta (do Ba mpénet va Bepamedoviol TavTa Le TO
owotd péyebog mmétag cOUPMVA [E TO COUOTIKO BApog Tovd.

8. ANEINIIOYMHTA XYMBANTA

AvemOdpunra cvppavra

XKolot:

oAb omévia (<1 {®mo / 10.000 vw6 Oepamcio (Mo, cVUTEPAUUBAVOREVOV TOV UEROVOUEVEOV
avVaPopAV):

Avtidpdoeig 6o onueio epapproyhc (Amoyp®UOTIGUOS TOL dépuatog!, amdAsio TpLyduatog’, kvnopdg!,
gpuOpotal). Tevikevuévog kvmopde M andrew tprydpotog. YrepBoliksy cieldppora?, Euetoc,
QVOTVEVLGTIKG cLumTOpate. AvEnuévn evoichnoio oe epebiocpoata’, katdmroon’, Ao vevpikd
copmtdpoTe’,

' TTopoducéc.

2 Te mepimtoon mov 10 (Do yAelyer to mpoidv, pmopetl vo mopatnpnOei pio cdvroun mepiodog
VIEPCIEAOPPOLOG OPEIAOUEVT] TEPICTOTEPO GTA EKOYO TOV TPOTOVTOC.
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3 Avastpéyun/a.

H avagopd avemBountov coppdviov sivor onuovtikr. Emtpénel ) cvveyn maparxorlovbnon g
acPaAelng evOg TpoidvToc. Edv mapatnproete omotadnmote avemBountn evEPYELD, OKOUO KoL 0V OEV
OVOPEPETOAL GTO EGMKAEIGTO PUAAO 00N YLDV ¥PNONG N OUEIPAALETE Y10 TNV OTOTEAEGUATIKOTITO TOV
oapudrov, mopakaieicle va emkovovioete, Katapyds, pe tov Ktnviatpd cag. Mropeite eniong va
OVOPEPETE OTOLAONTOTE AVETIOVUNTO GUUPAVTO GTOV KATOYXO TNG AOEWG KUKAOPOPIOG 1| GTOV TOTIKO
AVTITPOGMOTO TOV KOTOYOL TNG AOEWNG KUKAOQOPING YPTOLOTOMVTOG TO, GTOLYELN ETIKOVAOVING TG
NG EMONUAVONG 1) LECH TOL €0VIKOD 0O.G GLGTNUATOG AVAPOPAS.

EXLada: EBvikdg Opyaviopog @apudkmv: e-mail: vetpharmacovigilance@eof.gr

Kompog: Ktnviatpikég Yrnpeoieg: http://www.moa.gov.cy/moa/vs/vs.nsf

9. AOXOAOI'TA T'TA KAGE EIAOX, TPOIIOX KAI OAOI XOPHI'HXHX

Aocoloyia Yo kKG0g €i00g, TPOTOS KAl 0001 Yopnynong
Xpnon ue eniyvon oe onpeio (spot-on).

Aocoroyia

H ehéyrotn doom eivan 6,7 mg/kg copatikod Bapovg purpovidn kot 6 mg/kg copoatikov Bapovg (S)-
uebompévn, mov avtiotolyei o€ pia mméta tov 1,34 ml (M) avd okdro (mov Quyilel dvo tov 10 kg kot
¢wc 20 kg).

Mo ™ dwoediion ¢ opbng docoroyiag, T0 copatikd Bapog mpémel vo mpocdiopileTal pe 6GO 10O
duvatov peyoarvtepn axpifelo. H vrodocoloyia O pmopoice va 00Ny GEL GE U OTOTEAEGLATIKN YPT|ON
K0l UTOPEL VoL EDVONCEL TNV AVATTLEN avVOEKTIKOTNTOG.

[No tapacttdoelg omd YOAAOVG KOV KPOTWVES, 1 AVAYKT] KOt 1] GLYVOTNTA EMAvVAANYNS Bepaneiag(wv)
0o wpémnel vo Paciletar oe cLUPOLAN amd emayyelpotioo kot Oo TPEMEL va AaufaveTal vVIOYN 1 TOTIKN
EMONUOAOYIKT KATAGTOOT Kot 0 TpOTo¢ NG Tov {mov.

Mmnopet va mapatnpnbodv oo onueio epoproyng Tapodikés aAlayég oto Tpiymua (KoAA®des/Mmapd
Tpiyopa).

10. OAHI'IEX TTA TH XQXTH XOPHI'HXH

Oonyieg Yo T ot Lopiynon

1-Bydite v mméta amd Tr GUOKELOCIL.

2-Kpatnote v miméta kdbeta. XTummote Eha@pd 10 0TEVO TURIO TG TITETAS, Yo Vo exefaimdoete
OTL TO TEPIEXOUEVO TOPAUEVEL GTO KUPImG TURpA TG TméTag. Tpaphére to dxpo mpog ta wiow.
3-Xwpiote 10 Tpiyopa Tov {dov petad TV opoThatdv, £mG 6Tov Pavel To déppo. Tomobetote v
dxpn NG TTETAG OTO OEPUO KOl TWECTE TNV TIMETO OPKETEG POPEG, UEYPL VO AOELACEL EVIEAMG TO
mTEPLEXOUEVO NG amevbeiog Tavm oto déppa og Eva onueio.

11. XPONOI ANAMONHX

Xpovor avapoviig: dev 1oyVEL.

12. EIAIKEX XYNOHKEX AIATHPHXHX

Ewdkég ovvOnkeg dratipnong
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Na unv puidoocetal e Oeppokpacio peyarvtepn twv 30°C. Na puAGGGETOL GTNV APYLKT] GLCKEVAGIL.
Na guAdooetol og Béomn, TV omoia dev PAETOLY Kal dev Tpoceyyilovv Ta ToLdd.

Noa pn ¥pnoyomoteitor avutd T0 KTNVINTPIKO QOPUOKEVTIKO TPOTOV HETA TNV Nuepounvio Aéng mov
avaypdeetal oto Kovti petd to Exp. H nuepounvia Anéewmg ovumintel pe v teAevtoio nuépa Tov
GUYKEKPLUEVOL UNVAL.

13. EIAIKEX ITIPO®YAAEEIX AIIOPPIYHX

Ewwkég mpo@uraers amdppuyng
Ta edppoxo dev TPENEL vaL OMOPPITTOVTOL HECH TMV AVUATOV 1) TOV OIKLUKOV OTOPANTOV.

AVT0 T0 KTNVIOTPIKO PAPUOKEVTIKO TPOIOV OEV TPETEL VO EIGEPYETOL GTOV VOPOPOPO opilovTa, KabDC
N eurpoviin kot 1 (S)-peBompévn evdéyetan va givar emkivovveg ya Toug 1yBeig Kot dAhovg vOPOPLovs
opyovicpovg. No pn poAdveTe AMpveg, Kavailo vepol 1 YOVIAKLY LE TO TPOTOV 1] UE AOE0VG TEPIEKTEC.

XpNOOTOMGTE TPOYPAUUOTO ETIGTPOPNG POUPUAK®OV Yot TNV OmOppyn U XPNopomomBévimv
KTNVIOTPIK®OV QUPUOKEVTIKOV TPOIOVIOV 1 GAA®V VAIK®OV OV TPOEPYOVIOL GO TN YPNON TOVG
GUUPMOVO, LLE TIG TOTIKES UTOLTGELG KO LLE TVYOV 1oYVOVTO e0ViKd cuoTtuaTe GVALOYNS. Ta péTpa avtd
QTOGKOTTOVV GTNV TPOGTAGIN TOL TEPPAAAOVTOC.

Svpupovievbeite tov KINVIOTPO GOC N TOV QOPUOKOTOLd GOC YL TOV TPOTO OmOPPIYNG TMV
YPTOILOTONOEVTOV QUPULAK®V.

14. TAEINOMHZIH TOQN KTHNIATPIKQN ®APMAKEYTIKOQN ITPOIONTQN

Tavounon TOV KTNVIWTPIKOV QO.PLIKEVTIKOV TPOIOVTOV

Na yopryeitar povov pe KINViaTpiky GLVTAY).

15. APIOMOI AAEIAY KYKAO®OPIAYX KAI XYXKEYAXIEX

Ap1Bpog Adetog Kukhogopiog otnv EALGSa: 37655/04-06-2010/K-0150604
Ap1Buog Aderog Kuihogopiog oty Kdmpo: CY00207V

TVOKEVOOiES
OnKn mov mepiéyel oe blister (kKoyéin) pia miméto tov 1,34 ml.

Kovrti mov mepiéyel Mk pe 1 blister (koyédn) pe 3 mmétreg x 1,34 ml.
Kovrti mov mepiéyel Mk pe 1 blister (koyédn) pe 4 mméteg x 1,34 ml.
Kovrti mov mepiéyel OMxn pe 2 blister (koyéreg) pe 3 mméteg x 1,34 ml.

Mmopei va, unv KokAo@opoHV OAEC 01 GLCKEVOGIEC.

16. HMEPOMHNIA TEAEYTAIAX ANAGEQPHYXHY THX EINIXHMANXHX

Hpugpopnvia tehevtaiog avadedpnong g EMGNUAVENS
05/2024
Aemtopepeic TANPoPOpPies Y10 TO €V AOYM KINVIATPIKO QUPUAKEVTIKO TPoidV gival dtobéoiueg ot Pdon

dedopévov g EE yia ta ktnviatpikd mpoidvra.
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17. XTOIXEIA ENIKOINQNIAX

Y1ouyeia emKkowvoviag

Kéroyog g dderog kukioopiag:
Boehringer Ingelheim Animal Health France SCS
29 Avenue Tony Garnier, 69007 Lyon, ['aAAio

Topackevoot)g VTEVOBVYVOC Y10 TV OTEAELOEPMON TOV TOPTIO®V:
Boehringer Ingelheim Animal Health France SCS

4 chemin du Calquet

31000 Toulouse, I'oAAio

TomkOC oVIITPOGMTOC KOl OTOYELD ETIKOWVMOVIOG Y10, TNV 0vapOpd TavOLOYOOUEVOV ovETIOO UNT®V
EVEPYELDV:

Boehringer Ingelheim Vetmedica GmbH

D-55216 Ingelheim/Rhein

TnA: +30 2108906300

| 18. AAAEZ HAHPO®OPIEX

‘ 19. OI AEZEIX «AIIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIOTIKA Y10 KTNVIOTPIKNY YPNOM.

| 20. HMEPOMHNIA AHEHE

Exp. {uweeee}

| 21.  APIOMOZ [APTIAAY

Lot {ap1Buog}
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IHAHPO®OPIEX ITIOY HPEIIEI NA ANAI'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

FRONTLINE COMBO SPOT-ON DOG M

Kovti mov nepréyer 3 muméteg (1] 4 maéteg 1 6 mméTec)

IHlepintwon No2: To keiuevo mwov 0koAovOel avTioToLyel oty TEPITTWON KOTG THV OTOL0, OAES Ol
TAnpopopies Tov PHILoV 00NYIDY deV EIval dDLVATO VO TEPIEYOVTAL GTHY ECWTEPIKY OVOKEDATIO KO GTOV
OUECO TEPIEKTH (Y10 TAPAOEIYHO GE TOLVYAWGGES GVOKEVATIES). Emouévawg, oty mepintwon ooty
rapéyetor Cexawplatd pvAlo 0dnyLov (PAEme To avtioToLyo TpoTLTO).

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITIPOIONTOX

FRONTLINE COMBO SPOT-ON DOG M

| 2. SYNOEXIH XE APALTIKH(EX) OYXIA(EY)

Kabe mméra tov 1,34 ml nepiéyet:
FIPTONIL ...ttt ettt e e e s tb e et e et e s sbeesbaesaessbeenreenns 134,00 mg
(S)-MEthOPIENE. .. ... ee e 120,60 mg

FIRPONIL 10% w/v (S) METHOPRENE 9% w/v

[Omov vrdipyet emapkng xdpoc, o TPOGTIBETAL TO «W/V» HETA TA TOGOGTA TV dPUAGTIKMV 0VGL®dV. Omov
dgv VILAPYEL APKETOC YDPOGC, Ba TpooTibeTar £vag 0oTEPICKOG LETA TOL TOGOGTE, e [io emeénynor Kovid
GTNV OVOuaGia ToL TPOIdVTOG. |

3. YYXKEYAXIA

3x 1,34 ml
4x 1,34 ml
6x 1,34 ml

4.  EIAOX(H) ZQOY(QN)

I'a oxdrovg 10 — 20 kg (M)

| 5. ENAEIZEIX

IMa Tpoidvta mov dev LIOKEIWVTAL GE KTNVIOTPLIKT GLUVTOYN:

E&ovtdvel Toug yOALoLG TOL GKOAOL GOG KO TPOGTATEDEL EVAVTLO OTIV ETAVAHOALVOT Y10, 8 BOOUASES.
Amotpémel TV avATTLEN TOV AVYOV, TOV TPOVOUPOV KOl TOV VOUE®Y TOL WYOAAOL yio 8 gfdouddsc,
YEYOVOG OV EMITPEMEL TNV OTOPLYN TNG LOAVVONG TOL TEPPAAALOVTOG TOL GKDAOV GO Yo TNV 101

YPOVIKT TEPindo.

E&ovimvel Toug kpdTOVES TOV GKOAOL GOG KOl TPOGTATEVEL EVAVTIOL GTIV ETAVOUOALVON Yo Em¢ 4
ePdopdoes.

E&ovimver Tig yelpec.
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H éudpxeta g mpoctaciag pe Frontline Combo Spot-On dev ennpedletol amd Aovoiuo 1 dwofpoyn pe
vepd N efOopad1eio AOVGLUO LE POPUAKEVTIKO GOUTOVAY TOV TTEPLEXEL 2% YAwpeEdivn Yo 6 BOopAdES,
OTOV TO AVOTEP® TPAYLATOTOLOVVTAL 2 NUEPEG LETA TV EQOAPLOYT| TOV TPOIOGVTOG,.

Mmropei va ypnoiponomBel g HEPOG TOL TPOYPAUUATOS Vit TOV EAEYXO TG AAAepYIKNG Agpuatitidog
a6 PoAAovg (AAY).

Amotpénet ) polvven tov mepPdrrioviog Tov vid Bepaneio (O®V 0T TIC TPOVOUPIKES HOPOES TMV
YOA@V.

6. OAOI XOPHI'HXHX

Xpnon pe eniyvor e onpeio (spot-on).

TPOIIOX XOPHI'HXHX

1-Bydite v mméta amd T GUOKELOGI.

2-Kpartnote v miméta kdbeta. XTumnote Eha@pd 10 0TEVO TURKO TG TITETOS, Yo Vo eXefaidoete
OTL TO TEPIEXOUEVO TOPAUEVEL GTO KUPImG TUKA TG TméTag. Tpaphéte to dxpo mpog ta Tiow.
3-Xwpiote 10 Tpiyopa petald Tov opomiatdv, £0g 0tov eavel to dépua. Tomobetnote v dkpn g
mrETag oto déppa Tov OOV Kol MECTE TNV TMMETA APKETEG POPES, UEXPL VO AOEIIOEL EVIEADS TO
TEPIEXOUEVO NG amevbeiog Tavm oTo déppa og Eva onueio.

‘ 7. XPONOI ANAMONHX

| 8. HMEPOMHNIA AHEHZ

Exp. {uweeee}

‘ 9. EIAIKEX XYNOHKEX AIATHPHXHX

Na unv euAidoeceton og Oeppoxpacio peyoarvtepn t@v 30°C. No puAGCCETAL GTNV 0PYIKT GUGKELOGIA.

‘ 10. OI AEZEIX «<ATABAXTE TO ®YAAO OAHI'TQN XPHXHX ITPIN AITIO TH XPHXH»

AwPaote 10 QUALO 0ONYIOV XPNOTG TPV 0T TN XPTOT).

‘ 11. OI AEZEIX «AIIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIGTIKA Y10 KTNVIOTPIKT XP1ON.

12. OI AEEZEIX «NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
ITPOXEITIZOYN TA ITAIAIA»

Na purdooetal o€ 0éon, v onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tondid.
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13. ONOMA TOY KATOXOY THX AAEIAYX KYKAO®OPIAX

Boehringer Ingelheim Animal Health France SCS

14. APIOMOI AAEIAY KYKAO®OPIAX

Ap1Bpog Aderog Kukhopopiog otnv EALGda: 37655/04-06-2010/K-0150604
Ap1Bpog Aderog Kukhopopiog otnv Kdmpo: CY00207V

| 15. APIOMOX MAPTIAAY

Lot {ap1Buoc}
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IHAHPO®OPIEX ITIOY HPEIIEI NA ANAI'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

FRONTLINE COMBO SPOT-ON DOG M

Yvokegvaoia blister 1 mnétog

2vokegvaoia blister (koyéing) 1 mmétag

O1 TAnpopopies mOv TEPIYPAPOVIOL TOPOKATW EIVOL OAEG OOES €IvVaL OpOTES 0TO ECWTEPIKO THG
OVYKEKPIUEVHS OVOKEVOOLAG, 0TH ovoKeVATia blister (KOWEANG) 11 TN GLOKELATIO. CVLVOVAGLUOD ETIKETAS —
POALOD 0ONYLOV TOV TEPLEYETOL TE ODTH.

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITIPOIONTOX

FRONTLINE COMBO SPOT-ON DOG M

| 2. SYNOEEZH IE APASTIKH(EX) OYEIA(EX

Kabe mméra tov 1,34 ml nepiéyet:
FAPIONILL.ciiiiie ettt ettt ettt ettt e nte s beebeetennee 134,00 mg
(S)-MEthOPIENE. ...\ttt e e e e 120,60 mg

FIRPONIL 10%w/v (S) METHOPRENE 9% w/v

[Omov vadpyet emapkng xdPoc, 0o TPOoTIBETAL TO «W/V» LETH TO TOGOGTA TV dPUGTIKGV 0VGLMV. Omov
dev VILapyEL APKETOHS YDPOGC, B TpooTiBeTar £vag 0oTEPIGKOG PETA TAL TOGOOTA e Hio Emegnynor Kovid
GTNV OVOUAGIa TOL TPOIOVTOC. |

3. YYXKEYAXIA

1,34 ml

4. EIAOX(H) ZQOY(QN)

INa oxdrovg 10 — 20 kg (M)

| 5. ENAEIEEIZ

Mo oxdrovg omd v nAkio TV 8 efoopddmv

IMa mpoidvta mov dev LIOKEWTAL GE KTNVIOTPLKT GLUVTOYN:

E&ovtdvel toug yOAAOVG.

E&ovtdvel toug kpdtmveg.

E&ovtaver Tig yeipec.

Amotpémel ) poilvven tov mepPdAlovog Tov vid Bepaneio (O®V OTO TIC TPOVOUPIKES HOPPES TMV
YOA@V.

6. OAOI XOPHI'HXHX

Xpnon ue eniyvon oe onpeio (spot-on).

7. XPONOI ANAMONHX
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‘ 8. HMEPOMHNIA AHEZHX

Exp. {uw/eeee}

‘ 9. EIAIKEX XYNOHKEX AIATHPHXHX

Na unv guAdocetot og Beppoxpacio peyoarivtepn t@v 30°C. No puAAcoETAL 6TV 0pYIKT GUGKELOGIA.

‘ 10. OI AEEEIX «<AIABAXTE TO ®YAAO OAHI'TQN XPHXHX IIPIN AIIO TH XPHXH»

Awpaote T0 PUALO 0INYIOV XPNOTG TPV OO TN YPTOT.

‘ 11. OI AEZEEIX «AIIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIOTIKA Y10, KTNVIOTPIKN YPN oM.

12. OI AEEEIX «NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
HPOXEITIZOYN TA ITAIAIA»

Na eurdcoetal o€ 0Eon v omoia de PAETOVY Kat dgv TpoceYyilovy To TOLdIA.

13. ONOMA TOY KATOXOY THX AAEIAYX KYKAO®OPIAX

Boehringer Ingelheim Animal Health France SCS

14. APIOMOI AAEIAYX KYKAO®OPIAX

Ap1Bpog Adstog Kukhogopiog otnv EALGSa: 37655/04-06-2010/K-0150604
Ap1Buog Aderog Kukhogopiog oty Kdmpo: CY00207V

| 15. APIOMOZX MAPTIAAX

Lot {ap1Buog}
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EAAXIXTEYX ENAEIZEIX IIOY IIPEIIEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

FRONTLINE COMBO SPOT-ON DOG M

1 mméta

H pixpyn ororyeiwons ovokevacio eivar pio TmeTo: 01 TOPOKOTW TANPOPOPIES EUPAVIOVTOL OTO OKELETO
1] 0TO OO THS TITETOG.

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITIPOIONTOX

FRONTLINE COMBO

[H 006¢ yopnynong mopiotdveTal e Vo 1Kovidlo, 0mov pio otaydva, TEPTEL amd Wia TTETA GTO OEPUA
oL {Dov.]

‘ 2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

1,34 ml

| 3.  APIOMOZX MAPTIAAY

Lot {ap1Buog}

| 4. HMEPOMHNIA AHEHE

Exp.{pp/ecee}
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EAAXIXTEYX ENAEIZEIX IIOY IIPEIIEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEYX TYIIOY BLISTER (KYYEAHY) 'H XTIX TAINIEX

FRONTLINE COMBO SPOT-ON DOG M

Kovti mov mepréyer 3 mmétec: 1 blister (koyéin) Tov 3 mmeTdOv

Kovti mov mepréyer 4 mmérec: 1 blister (koyéln) Tov 4 maetoOv

Kovti mov mepréyer 6 muéteg: 2 blisters (koyéheg) Tov 3 maetav

Ta blisters (koyéleg) eivai to. id1a kKot OTIC ODO TEPITTWOELS: 01 TANPOPOPIES TOV EUPAVILOVTOL TOPOKATD
ovaypapovral oto okeAeTo tov blister (kvwéing) 1 oro komaxt tov blister (kKoweAng).

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

FRONTLINE COMBO DOG M

2. HHOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

FIPRONIL (S) METHOPRENE
134,0 mg /120,6 mg

‘ 3. APIOMOZX ITAPTIAAX

Lot {ap1Buog}

‘ 4. HMEPOMHNIA AHEZHX

Exp. {uweeee}
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B. ®YAAO OAHI'TQN XPHXHX
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DO®YAAO OAHT'IQN XPHXHX
Kovti tov 3 mretdv
Kovrti tov 4 mrer@v
Kovti tov 6 mretdv
To pvAdo odnyidy Tov TEPLYPAPETOL TOPOKATW avTiaroryel oty [lepintwon No2, katd v omolo. 0
Q0ALO 0ONYIOV TEPIEYETOL OTNY EEWTEPIKT] GVOKEVATIOL.
2y Hepimrwon Nol dev mpootiBetor pAio 0onyiav.

1. Ovopacio ToOL KTNVIITPLKOD QUPLAKEVTIKOD TPOIOVTOg

Frontline Combo 134,00 mg / 120,60 mg diddvua yio eniyvon o€ onpeio (spot-on) yio kOA0 peyEBovg
M

2% 2ovleon

Kdabe mméta tov 1,34 ml nepiéyet:

ApOOTIKG GVOTATIKA:

FIpronil. . ..o e 134,00 mg
LS T84 107 o 34 1< 120,60 mg
"Exodoya:

Butylhydroxyanisole (E320).......ciiuiiiiiiiii i e e 0,27 mg

Butylhydroxytoluene (E321).......couiiiiiii e e 0,13 mg

12 T o0 1,34ml

Alovyég, Kopapeloypovy 1AL Yo ETiyuon o€ onueio (spot-on).

3. Eion {oav

Zvrot (copoatikov Bapovg 10 £mc 20 kg).

4. OepomevTiKég evosielg

Na ypnotonoteitor Katd TV HOAOVGE®V €ite LOVO Ue YOAAOVG €ITE KATO TOV IKTOV LOADVOEDV UE

KPOT®VEG KoM Yelpeg.

- Oegpomeio TV poAbveewv amd Yyoilovg (Ctenocephalides spp). [lopacttoktovog dpdorn Kot TV
VE®V HOAOVOE®MVY OO EVAAIKOVG WOALOLG Yo 8 £BOOUAdEG. ATTOTPOTT TOV TOAAUTANGIUGLOD TMV
YOAL®V UE OVOGTOAN TNG AVATTLENG TOV aVYDV (MOKTOVOC dpdomn) Kol TOV TPOVOUE®Y Kol TOV
VOUQ®V (TTPOVOUPOKTOVOG dPAGT), Ol OTOIEC TPOEPYOVTIOL OTd TO. OVYA TTOL CPTVOLV Ol MPILOL
YOALOL, Y10 OKTD EROOUAOEG LETA TNV EQAPLOY.

- Oegpoameio TV poAdvoewv and kpotwves (Ixodes ricinus, Dermacentor variabilis, Dermacentor
reticulatus, Rhipicephalus sanguineus). To Tpoidv £XEl TOPAGITOKTOVO dPAGT] KOTA TMV KPOTOV®V
v TEPiodo péxpt 4 efdopddeg (PAoet TEPAUATIKOV SESOUEVOV).

- Ogpameio TV poAdveewv and yeipeg (Trichodectes canis).

To mpoidv pmopel vo ypnoipwonomfel g HEPOG TOL TPOYPAUUOTOS VIO TOV EAEYXO TNG AAAEPYIKNG

Agpporitidag amd Yoriovg (AAY).

5. Avtevoeigeag

Adyo Elhenyng dbéciumv otoryeimv, To TPoiodv dev Ba TpEmeL va ypNCIUOTOLEITOL € KOVTAPLa NALKioG
piKpoTeEPNG TV 8 EfOOHAd®V.
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Na punv (pNolponoleital 6€ KOUVEA, KAOMS EVOEYETAL VO ELPAVIGTOVV GVETIOVUNTES EVEPYELEG,
axopn ko OvntétnTa. EAlelyel pedetdv, n xpnor Tov Tpoidviog OV CLUVIGTATOL GE U EVOEDEYLEVA
giom.

Na unv ypnowyomnoteitoan oe dppmoto, {do (T.y. GLOTNUATIKEG TaONcEL, TVPeTdg) N o (Do Vo
avappwon.

Av10 10 TPOTdV £YEL ONpovPYN Bl €101KA Yot KOAOLG. No unv ypnoomoteitol 6g yaTes Kot kouvapia,
KaBdg avtd B pTopovce va 00N YNGEL GE LITEPSOGOLOYIAL.

Noa unv ypnoionoteital o€ mepintmon vaepevaictnciog ota SpAcTIKA GLGTATIKA 1) G€ KATO0 EKJ0YO.

6. Ewwkéc mpogridomonoeis

H doxomn yprjon avTimapasttik®dy 1 1 gp1on mTov mapeKkAivel and T odnyieg mov €yovv 600el otnv
[epidnym tov Xapaktnpiotikav tov [Ipoidvtoc uropei va avénoetl v mtieon emAoyng Tpog avamtuén
AVOEKTIKOV GTEAEXMV KOl VO, 0OTYNOEL G PELOUEV amoTeAeGLoTIKOTNTO. H amdpaon yio ) ypron Tov
npoidvtog Ba mpénet va Poociletar oy emPePainon tov mopactTikov €00V KoL TOL GOPTIOL 1| TOV
KvdUVoL Tapacitmong pe Péon o emONUOA0YIKE YOpOKTNPIGTIKG TOV, Yo KABE pepovouévo (mo.
To Aoboyo 1 1 dePpoyn Ue vePO EVTOG 2 NUEPDOVY LETA TNV EPAPLOYT TOV TPOTOVTOG Kol TO AOVGIUO O
ouXVOTNTA peYaADTeEPT amd pio @eopd v gfdondda Ba mpémer va amopevyovial, Kabdg dev €xet
StevepynBel kapio pehétn yio v e€€taon Tov KoTd 060 avTd ENNPEALEL TNV OMOTELECUATIKOTITO TOV
TPOi6VTog. Mmopovv va ypnoiomoinfovy LoAaKTIKE GOUToVay Tpv omd ) Oepomeio, aALd LELDVOLY
N JBPKELD TNG TPOCTAGCING KOTA TOV YOAA®Y o€ Tepimov 5 gfdonddec, OTaV YPNOUYLOTOIOVVTUL OE
epdopadiaio Baon petd v epapuoyn tov mpoidvrog. ERdopadiaio AoOoo pe QOpPUOKELTIKO
COUTOVAV OV TTEPLEXEL 2% YAWPEEDTVT OEV ETNPEACE TV ATOTELEGLOTIKOTNTO KATE TV YOAL®V KOTA
T S1apkela piog perétng 6 efdouddwy.

Xe mepintwon mov 6to (Ho mopAUEiVOLY KPOTMVEG 1] LETAGOOT] LOAVGUATIKNG VOGOU OV UTOPEL va
amokAeloTEL TELEIWC, EAV 01 GLVOTKEG dEV Elval EVVOTKEG.

e mepintowon palikng poilvveng 1 otV opyn TS EQOPUOYNG TOV UETPOV eAEYYoL, Do mpémel To
nepPdArov oto omoio dwPfrovv to {oa (to kordadr tov {dov, To KPERATL KOl 01 GLVNOELS YDpoL
AVATOVONC, OTTMG YOALL KO ETUTAC) VO OTOAV LAIVOVTOL LLE KOTOAANAL TOPAGITOKTOVO KOt VO, TAEVOVTOL
TOKTIKAL.

Alo Coa mov Louv oto B0 vorkokvpld Ba mpémer emiong vo vmoPdAiovior oe Oepameio pe éva
KATOAANAO TPOioV.

[Swiitepeg TPOQLAGEELS Y10 TNV aGQAAT] ¥p1|on 6T €101 LhwV:

Noa aropegbyetor n exaen pe To pdTio Tov {dov.

Eivar onpovtikd vo emPePfordvetor 6TL to Tpoidv epopuoleTar oe meEPLOyN] TNV omoia dev pmopel va
yietyel to {do kot va emiPeParmveror 6Tt Ta {da dev YAeipovv To éva To GALO peTd T Bepameia.

[Swaitepec mpo@uLAGEEC oV mpémel va Aoufdvovior amd To GTopo Tov Yopnyel TO KINVIATPIKO
QopuakeLTkd Tpoidv oe (oo

To mpoidv pmopei va mpokarécel avénuévo PAevvdoovg cvotaons opBaiiukd Ekkpuo Kot epefiopo
TOV OEPHOTOG Kol TV HaTIdV. Emopévac, o tpémetl va amopevyeTol 1 EX0Y| TOV TPOIOVTOG LLE TO GTOL,
TO €PN KO TOL LATLOL

Atopa pe yvooth vaepevalcincia otn eurpovidn 1§ oty (S)-pebompévn N 6to owvomvevpo Do mTpémet
VO OOPEVLYOLV TNV EMOPN HE TO KINVIOTPIKO QOPUOKELTIKO TTPOTOV. ATOQPUYETE TNV EMAPT TOV
TEPLEYOUEVOL LE TO, Ay TLAN. AV 0TO GLUPEL, TAVVETE TO XEPLAL LLE GUTOVVL KOl VEPO.

Metd amd katd Adog eman], Ta pdtio 0o Tpénet va EemAévovtol TpoceKTIKA pe Kabapd vepo.
ITAévete o xEpla peTd T XPNHOM.

Agv pémel va xepileote To v Oepameio {ma, £ OTOL TO ONUEID EQPOPLOYNG OTEYVAOOEL, KO OV TPEMEL
Vo MTPENETAL 0TA TOdLdL Vo Toilovv pe ta vd Bepaneio {da, HEYPL VO GTEYVAOGEL TO ONUEID EPAPUOYNG.
Emouévamg, ouvictdton to (do va unv vroPdiiovtal og Oepameio katd T S1GpKeLd TG NUEPUS GALA
vopig 10 Ppdov Kot dev TPENEL VO EMTPENETAL T (Do TOL VIOPANONKOV TPOSPaTe oe Oepameia va
Kowpovvtat poli Pe TOVG 1I010KTNTES, EIOTKOTEPO LE TO TOUOLA.

Noa unv kanvilete, Tivete 1) Tp®TE KATA T S1APKELN TNG EPAPUOYTC.
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Idwitepec mpourd&eic yia v Tpoctacio Tov meptBdiiovtoc:

Ag Ba TPEMEL VO, EMTPENETOL GTOVG GKVAOVG VO KOADUTOUV G€ ToTdpa 1 Alpveg 6mov {ouv vopoPiot
0pYOVIGUOL Y10 2 MUEPES UETA TNV €QOPUOYN TOL TTpoidvtoc (PA. mapdypoaeo Eiducég mpouAdielg
omopPIYNG).

Eykvpocvvn kot yodovyia:
Mmropei va ypnotponomBel katd ) didpKeia Tng KOMONG Kot TG YoAovyiog.

Yrepdocoroyia:
Na un yopnyeitotl og vaepPoiikn d6om.

Agv mopatnpnOnkov avembounta coppdvta oe peréteg acpdieloc, Tov devepyndnkay ce Kovtafia
niwiog 8 efdopddwv, e oKOAOVS VIO avATTLEN Kol 6€ okLAoVG Tov Luyilovv mepimov 2 kg mov
BepamednKav pio opd e TO TEVTATAAGLO TNG GUVIGTMUEVNG dOONG.

O «ivduvog epupdviong avemBountov couPaviov (PAére Tapdypapo AvemBounta copfdvia) pmnopei
opmg va avénbei oe mepintwon vrepdocoroyiag, omote ta (do Ba mpénel va Oepamebovial TavTa Ue To
om0t Péyebog mmétag cOUPMVA LE TO COUOTIKO BApog TovC.

7. AvemOopunta coppavra

YivAot:

oAb omévia (<1 {®o / 10.000 vw6 Oepamcio (Mo, cVPUTEPIAAUPAVOREVOV TOV UEROVOUEVEOV
aAVaPOPAV):

Avtidpdoeig 610 onueio epapproyng (Amoyp®UATIGUOS TOL SEpUaTog!, amdAsio TpLyduaTog!, kKvnopdg!,
gpOpoTal). Tevikevpévoc kvmopde M andrew tprydpotog. Yrepfohkr] cieldppora?, Euetoc,
OVOTVELGTIKG cLumTOpate. AvEnuévn evoicOnoio oe epebiopoara’, katdmroon?, Ao vevpikd
copmTdOpoTe’,

'Topodikéc.

2 Xe mepintwon mov 10 (ho yAeiyel T0 mPoidv, pmopel vo mopatnpndei pio cdvroun mepiodog
VIEPGLEAOPPOLOG OPEIAOUEVT] TEPICTOTEPO GTA EKSOYO TOV TPOTOVTOC.

3 Avastpéyun/a.

H avagopd avemBountov coppdviov sivor onuoviikn. Emtpénel ) ocvveyn mapaxorlobbnon g
acPaAelag evog Tpoidvtoc. Edv mapoatmproete omotodnmote avemBountn evépyela, oKOU Kot oV OgV
AVOPEPETAL GTO EGMKAEITTO PUAAO 00T YLDV ¥PNONE N OUPIPAALETE YIOL TNV OTOTEAEGLATIKOTITO, TOV
oapudkov, mopakaieicle va emkotvovioete, Katapyds, pe tov Ktnviatpd cag. Mmopeite eniong va
AVOQPEPETE OTOLAONTTOTE AVETIOVUNTO, GUUPAVTO GTOV KATOXO TNG GOEWG KUKAOPOPING 1| GTOV TOTIKO
AVTITPOGMOTO TOV KATOYOL TNG ASEWNG KUKAOPOPING YPTOLOTOLDVTOG TO, GTOLYELN ETIKOWVAOVING VTG
NG EMONUAVOTG ) LECH TOL €0VIKOD 0O.G GLGTNHATOG AVAPOPAS.

EXLada: EBvikog Opyaviopog @apudkov: e-mail: vetpharmacovigilance@eof.gr

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

8. Aocoloyia yio ka0 100G, TPOTOS KL 0001 YOPIYNONG
Xpnon pe eniyvon oe onpeio (spot-on).

H gAhdyrotn doom eivan 6,7 mg/kg copatikod Bapovg gurpovidn kot 6 mg/kg copatikod Bapovg (S)-
uebompévn, mov avrtiotolyei o€ pia mméta tov 1,34 ml (M) avd oxvro (mov (uyilel ave tov 10 kg kot
éwc 20 kg).

Mo ™ dwoedion g opBng docoroyiog, T0 copatikd PBapog mpénel va mpocdlopiletan e 660 To
duvatdv peyarvtepn axpifela. H vrodocoloyia Oa pmopodoe va 0dNyNGEL GE U ATOTEAEGLLOTIKY (PO
KoL UTopEl vo, bvonoeL TV avamtuérn ovOEKTIKOTNTOC.

[Mo mopacitdcelg amd YHALOLS Kaun KPOTOVES, 1) AvVAYKT KO 1] GLYVOTNTO EXAVAANYNG Bepaneioc(wv)
0o wpémel va Paciletor oe cLUPOLAN amd emaryyelpotio kot o TpEmel vo AAUPBAVETOL VITOWYT M TOTIKN

27



EMONOAOYIKT KATAGTAON Kol 0 TPOmoc Lmng tov {dov. Adym ENhenymg UEAET®V OCQAAELNG, TO
pecodtdotnua petald tov Bepaneidv tpénet va eivarl tovddyiotov 4 efdopddec.

Mmropet va Tapatnpnbodv 6to onueio Qoproyng Tapodikés aAlayEG 6To Tpiymu (KOAAMDOIES/Mmapd
TpiYOU).

9. Odnyiec Yo T 66T Loprynon

Mé£Bodog yopriynong: PAéne v eEmtepikr| cuokevacio

10. Xpévor avapoviig

Agv 1oy0eL.

11. Ewwkég ouvOnkeg dwatipnong

Na pvrdooetal og Béon, v onoia dev PAETOLY Kot dev Tpooeyyilovv ta mondid.

Noa unv euidocetol og Oeppokpacio peyoarvtepn t@v 30°C. Na @UAGGCETOL 6TV 0PYIKT GVCKELOGIA.
No un ¥pnoWomotEital avTd T0 KTNVINTPIKO QUPUOKEVTIKO TPOTOV UETA TNV Nuepounvio Aéng mov
avaypaeetal oto kovti petd to Exp. H nuepounvia Anéewg ocvumintel pe v teAevtoio nuépa Tov
GUYKEKPIUEVOL UNVaL.

12. Ewwkéc mpo@urders amoppryng

Ta eapuaxo dev TPETEL VO, OTOPPITTOVTOL HECH TOV AVUATOV 1) TOV OIKIUK®V OTOPANTOV.

AVTO 10 KITNVIOTPIKO PAPUOKEVLTIKO TPOIOV OEV TPEMEL VO EIGEPYETOAL GTOV VOPOPOPO opilovTa, KabdS
n euwpovikn ko N (S)-pebompévn evdéyeton va glvan emkivovves ya Toug tybeig kot dAlovg vopdPLovg
opyovicuovg. No pun LoAdveTe AMuveg, kavaAla vepod N YOVTAKLA [LE TO TPOTOV 1 LE GO0V TEPIEKTEC.
XpNCIUOTOMNGTE TPOYPAUUOTO ETIGTPOPNS PUPUAK®OV Yo TNV OmOppLyn Un XPNouomombévimy
KTNVIOTPIK®OV QUPUOKEVTIKOV TPOIOVIOV 1] GAAWDV VAIK®V OV TPOEPYOVIOL OO TN YPNOT TOLG
GUUPMOVO, LE TIC TOTIKEG OTOITNOELG KOt UE TUYOV 1oybovTo e0VIKG GLGTAUOTO GLAAOYNC.

Ta pé€Tpa VT 0TOGKOTOVY GTIV TPOCTOUGIN TOV TEPIPAALOVTOG.

Svpupovievbeite tov KINVITPO GOC N TOV QOPUOKOTOL0 GOC YL TOV TPOTO OmOPPIYNG TMV
YPNOLOTONOEVTOV QOPUAK®V.

13. Ta&vopnon TOV KTNVIATPIKAY QUPRIKEVTIKAV TPOIGVTOV

Na yopryeital LOvov pe KTNVIOTPIKT GLVTAYY.

14. ApwOpoi doc1og KVKLOQOPIOG KOl GVGKEVHGIES

Ap1Buog Aderog Kuhogopiog otnv EALGda: 37655/04-06-2010/K-0150604
Ap1Buo6g Aderog Kuhogopiog otnv Kdmpo: CY00207V

OnKn mov nepiéyel oe blister (kvoyédn) pio mnéta tov 1,34 ml.

Kovrti mov mepiéyel Ok pe 1 blister (koyéhn) pe 3 miméteg x 1,34 ml.
Kovrti mov mepiéyel Ok pe 1 blister (koyéln) ue 4 miméteg x 1,34 ml.
Kovrti mov mepiéyel Ok pe 2 blister (koyéleg) e 3 mméteg x 1,34 ml.
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Mmopei va, v KoKAoQopovV OAEC 01 GLOKEVUGIEC.

15. Hpepopnvia televtaiog avabempnong Tov GUALOV 00NYIAOV (PGS
05/2024

Aentouepeic TANpoPopieg yio To €V AOY® KTNVINTPIKO QUPUAKELTIKO TPOTOV eivar dtabéoueg atn Pdon
dedopévav g EE yuo to ktnviatpikd wpoidvta (https://medicines.health.europa.cu/veterinary).

16. ZXtoyycio emkovoviag

Kdroyoc tne ddeiog kukAopopiag:
Boehringer Ingelheim Animal Health France SCS
29 Avenue Tony Garnier, 69007 Lyon, ['aAAia

[MopookevacThc LITEVOBVVOC Y10 TV OTTEALLOEPMON TOV TOPTIO®V:
Boehringer Ingelheim Animal Health France SCS

4 chemin du Calquet

31000 Toulouse, I'oAAio

Tomkdc avTImpOGOTOE KOl GTOUYEIN ETIKOWVAOVING Y10 TNV ava@opd ThavoAoyodUEV®Y avemfduntwy
EVEPYELDV:

Boehringer Ingelheim Vetmedica GmbH

D-55216 Ingelheim/Rhein

TnA: +30 2108906300

17. Alheg wAnpo@opisg
Doppokoduvopukn:

H gupoviln Bavatdvel Toug yoALoLS eVTOC 24 ®pOY Kot TOVG KPOTOVEG Kot TIG Welpeg evtog 48 wpmv
petd tnv €xbeon.
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FRONTLINE COMBO SPOT-ON DOG M

V6KEVAGLO GUVOVOEGHOV EMIGTAVOTS KOl QVALOV 001 Y1®V yp1iong Yia blister (kowéin)
1 muétog
O1 TNPoPopies TOV AVOPEPOVTAL TOPOKOT® EUPOVILOVTOL OTHYV ECMTEPLKY TAEVPC, AVTHGS THG
OVOKEVOATIAS TVVOVOCUOD EXICHUAVONS KOL POALOD 00NYIHY XpHoNG.

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Frontline Combo 134,00 mg / 120,60 mg didivpa yia eniyvon o€ onpeio (spot-on) yio GkOAO peyEBovg
M

2. XYNOEXH

Kdabe mméta tov 1,34 ml nepiéyet:
ApOOTIKG GVOTATIKA:

FIpronil. . ... 134,00 mg

[ I T4 0103 o) (4 U< 120,60 mg
"Exdoya:

Butylhydroxyanisole (E320)........ccoiiiii i 0,27 mg

Butylhydroxytoluene (E321).......coiiiiiiiii e e 0,13 mg

FIPRONIL 10%w/v (S) METHOPRENE 9% w/v

[Omov vrdipyet emapkng xdpoc, o TPOcTIBETAL TO «W/V» HETA TA TOGOGTA TV dPUAGTIKMV 0VGL®dV. Omov
dgv VILAPYEL APKETOC YDPOGC, Ba TpooTibeTal £vag 0oTEPICKOG PETA TOL TOGOGTE, e [io emeénynor Kovid
GTNV OVOuaGia ToL TPOIdVTOG. |

Aloyég, Kopapeloypovv AV Yio ETiyuon o€ onueio (spot-on).

3. YYXKEYAXIA

1,34 ml

4. EIAH ZQON

INa oxdrovg 10 — 20 kg (M)

5. OEPAIIEYTIKEX ENAEIZEIX

OepoamevTiKég evosielg

Na xpnotonoleitol Katd TV HOAOVeE®V €iTe LOVO Ue YOAAOVG EITE KATO TOV IKTOV LOADVOEDV UE

KpOT®VEG KA/ Weipeg.

- Ogpomeio TV poAdveewv amd Yyoilovg (Ctenocephalides spp). [opacttoktovog dpdomn Kot TV
VE®V HOAOVOE®MVY OO EVAAIKOVS WOALOLG Yo 8 £BOOUAdEG. ATTOTPOTH TOV TOAAUTANGIUGIOD TMV
YOAA®V [E OVOGTOAN TNG AVATTLENG TV OVY®V (WOKTOVOG OpAcT)) Kol TOV TPOVOUPROV KOl TOV
VOUQ®V (TTPOVOUPOKTOVOG dPAGT), Ol OTOIEC TPOEPYOVTIOL OTd TO. OVYA TTOL CPTVOLY Ol MPILOL
YOALOL, Y10 OKTD EROOUAOES LETA TNV EQAPLOY.

- Oegpomeio TV polvvoewv amd Kpotwveg (Ixodes ricinus, Dermacentor variabilis, Dermacentor
reticulatus, Rhipicephalus sanguineus). To Tpoidv £yl TOPAGITOKTOVO dPAGCT] KOTA TOV KPOTOV®OV
v TEPi0d0 pEXPL 4 eBSoUadES (PAoEL TEPAUOTIKOV SESOUEVOV).
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- Ogpameio TV poAdveewv and yeipeg (Trichodectes canis).
To mpoidv pmopet va ypnoorombel ¢ PHEPOC TOV TPOYPAUUATOS Yo, TOV EAEYYO TNG AAAEPYIKNG
Agpportitidag amd Yorliovg (AAY).

6. ANTENAEIZEIX

Avtevositag

Abdyo EMhenyng dbécipumv ototyeimv, To Tpoidv dev Ba mpémet va ypnoiponoteitol 6€ Koutafia nAtkiog
piKpoTEPNG TOV 8 EPSOUAdDV.

Na pnyv pnoiponoleital 6€ KOuvéild, KaOmg evOE ETAL VO ELPAVIOTOVV AVETOVUNTES EVEPTELES,
axopn ko OvntétnTa. EAlelyel pedetv, n ypnor Tov Tpoidviog OEV CLUVIGTATOL GE U EVOEDEYLEVQ
€lon.

Na unv ypnowomnoteitan oe dppwota {da (m.y. cvotnuatikés Tabnocels, mopetds) N oe {da Vo
avappwon.

Av10 10 TPOTIOV £YEL ONpovPYN Ol £101KA Yo GKOAOVG. Now Unv ¥pNOOTOLEiTaL GE YOTEC Ko Kouvafia,
KkaOdc ovTd B pToPovGE VL 00N YNGEL GE VITEPSOGOAOYIA.

Noa unv ypnoionoteital o€ mepintmon vaepevalctnciog ota SPAcTIKA GLGTATIKA 1) G€ KATOL0 EKS0YO.

7. EIAIKEX ITPOEIAOIIOIHXEIX

Ewwkéc mpogidomonoels

H doxomn ypfon avTimapasitik®dy 1 1 (p1on Tov TopeKKAVEL and Tic odnyieg mov €yovv d0bel otnv
[epiinym tov Xapaktnpiotikav tov [1poidvtoc uropei va avénoetl v mtieon emAoyng Tpog avamtuén
AVOEKTIKMOV GTEAEXMV KOl VO, 00TYNGEL GE PELOUEVN amoTeAesLoTikOTNTO. H amdpacn yio ) ypron Tov
npoidvtog Ba mpénet va Poociletar oy emPePainon tov mopactTikov €00V KoL TOL GOPTIOL 1| TOVL
KvdUvoL Topacitmong pe Péon o eMONUOA0YIKA YOpOKTNPIGTIKG TOV, Yo KAOE pepovouévo (mo.
To Aoboyo 1 1 SaPpoyn Ue vEPO EVTOG 2 NUEPDOVY LETA TNV EPUPLOYT TOV TPOTOVTOS Kol TO AOVGIUO O
oLuXVOTNTA pEYaADTEPT amd pio opd v gfdondda Ba mpémer va amopevyovial, Kobdg dev €xet
StevepynOel kapio pehétn yio v €€Ta0M TOV KOTA TOGO VT EXNPEALEL TNV OMOTELECUATIKOTITO TOV
7TPO16VTOg. Mmopovv va ypneomoinfovy LolakTikd Goumovay Tpv omd ) Oepomeio, aALd LEL®VOLY
N JBPKELDL TNG TPOSTAGCING KOTA TOV YOAA®V og Tepimov 5 gfdonddec, OTavV YPNOUYLOTOIOVVIUL OE
epdopadiaio Baon petd v epapuoyn tov mpoidvtog. ERSopadicio Aovoio pe QopUOKELTIKO
oapTOVAV oL TEPEXEL 2% YAWPEEDTVT OEV EXNPEACE TV AMOTELEGUOTIKOTNTO KATE TV YOAL®V KOTA
T S1aprela piog peAétng 6 efdouddwmy.

Ye mepintwon mov 6to (Do TOPAUEIVOLY KPOTMVES 1] LETAGOOT] LOAVGUATIKNG VOGOU OV UTOPEL Va
amokAeloTEL TELEIWC, EGV 01 GLVOTKEG dEV Elval EVVOTKEG.

e mepintowon palikng poAlvveng 1 otV opyn TS EQOPUOYNG TV UETPOV eAEyyov, Do mpémel To
neppdArov oto omoio dwPfrovv to. {oa (to karddr tov {dov, T0 KPeRATL KOl 01 GLVNOELS YDpOoL
AVATOVONC, OTTMG YOALL KO ETUTAC) VO OTTOAV LAIVOVTOL LLE KOTOAANAL TOPAGITOKTOVO KOt VO, TAEVOVTOL
TOKTIKGL.

Al Coa mov Louv oto id10 vorkokvpld Ba mpémel emiong vo vmoPdAiovior oe Oepameio pe éva
KATAAANAO TpOTidV.

[S1aitepec TPOELAGEELS Yo TNV 00QOAT ¥priom oTa £idn (dwv:

Noa aropegbyetol n exaen pe To pdtior Tov {dov.

Eivar onuovtikd vo emPePfordvetor 6TL to Tpoidv e@opuoleTal 6e TEPLOYN TNV OToia dev Umopel va
yietyel to {do kot va emiPeParmveTar 6Tt To (Do dev YAeipovv To éva To GALO peTd T Bepameioa.
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[dwitepec mpouAdEelc mov mpémer va Aoufdvovtor amd T0 dTtopo mOL Yopnyel TO KINVIOTPLKO
QOPUOKEVTIKO TTPOidV og Lda:

To wpoidv umopei va pokarécel avénuévo PAevvmoovg cvotaons opOaiiukd Ekkpiuo Kot epeficuo
TOV EPUOTOG KOl TV LTIV, Emopévac, o tpémetl va amopevyetol 1 ET0T| TOV TPOIOVTOG LLE TO GTO,
70 d€PUO KOt TOL LTI

Atopa pe yvootr vrepevaicincia ot eurpoviin 1 oty (S)-pebompévn 1 oto owvomvevpo Bo mTpémet
VO OTOQEVLYOLV TNV EMAPN HE TO KINVINTPIKO (POPUOKELTIKO TPOIOV. ATOQUYETE TNV ETAPT TOV
TEPIEYOUEVOL LE TO, OAYTLAN. AV 0VTO GUUPET, TAVVETE TO XEPLXL LE GOTOVVL KoL VEPO.

Metd amd katd AdBog eman], Ta pdtio 0o Tpénel va EEmAEVOVTOL TPOGEKTIKA e Kabapd vepo.
[TAévete ta y€pro petd tn ypNom.

Agv mpémel va xepileote o vmod Bepameio {da, 0 GTOL TO oNUElD EPUPLOYTG OTEYVADGEL, KOt OV TPEMEL
VO EMTPENETAL 6TA T Vo Tailovv pe ta vo Bepaneio {da, HEYPL VO GTEYVAOGEL TO ONUEIO EPUPUOYNS.
Emopévaog, cuvictaton to {do va unv vrofdilovtor o€ Oepameio katd Tn SdpKELD TNG NUEPUS GALA
vopig o Ppdov kot dev mpénel va enttpéneTon o {do mov vroPAndnkav tpocearta o Bepamein va
Kowpovvtat poli Pe TOUG I010KTATES, EIOTKOTEPO LE TO TOOLA.

Noa unv kanvilete, Tivete 1) Tp®TE KATE TN O1APKELN TNG EPAPUOYNC.

ISwnitepec Tpo@LAGEELS Y10 TNV TPooTacio tov neptfdilovtoc:

Ag Ba TpEmeL Vo, EMTPENETOL GTOVG GKVAOVG VoL KOAVUTOUV G motdipna 1 Alpveg 6mov {ouv vdpoPiot
opyovicuol yio 2 MuéPes HETA TNV €QapUoYn TOL TTpoidvtog (PA. mapdypapo Eiducés mpopuAdielg
anOPPIYNG).

Eykupoovvn kon yorovyio:
Mmnopet va ypnotponom el katd tn SidpKea Tng KOMONG Kot TG YoAovyiag.

Yrepdocoroyia:
Na un yopnyeital og vaepPoiikn ddom.

Agv mopatnpnonkov avembounta coppdvto oe peAéTeg aoPAAELOC, TOL dlEvePYNONKOY G KOVTAUPLa
niiog 8 efdouddwv, e okvAOVE VIO avamTLEN Kol 6€ okbAoVG Tov {uyilovv mepimov 2 kg mov
BepamednKay pio @opd e TO TEVTATAAGIO TNG GUVICTMUEVNG dOONG.

O «ivdvvog eppaviong avemBountov coppaviov (BAéne napdypapo Avembounta copfavra) pmopet
opmg va avénbdet oe mepintwon vrepdocoroyiag, omote ta (do Ba mpénet va Bepamedoviol TavTa Le TO
cmoTtd Péyebog mméTag cOUPMVA LE TO COUOTIKO BApog Tovg.

8. ANEIIIOYMHTA XYMBANTA

Avem@dpunra cvppavra

YivAot:

oAb omévia (<1 {®o / 10.000 vw6 Oepameio (Mo, cCVUTEPIAAUPAVOREVOV TOV HEROVOUEVEOV
aAVAPOPAV):

Avtidpdoeig 6o onueio epapproync (AmoypoUOTIGUOS TOL dépuatog!, amdAsio TpLyduatog’, Kvnopdg!,
gpOpoTal). Tevikevpévoc kvmopde M amndrew Tprydpotog. YrepBohkr] cieldppora’, Epetoc,
QVOTVEVLGTIKG cuumtdpate. AvEnuévn evoichnoio oe epebiocpata’, katdmroon’, Ao vevpikd
copmTdOpoTe’,

' Topoducéc.

2 Te mepimtoon mov 10 (Do yAelyer to mpoidv, umopetl vo mopatnpnOei pio cdvroun mepiodog
VIEPCLEAOPPOLOG OPEIAOUEVT] TEPIOTOTEPO GTO EKOOY O TOV TPOTOVTOC.

3 Avastpéyun/a.

H avagopd avemBountov coppdviov sivor onupoviikn. Emtpénel ) cvveyn maparxorlovbnon g
acPaAelng evog Tpoidvtoc. Edv mapotmproete onotadnmote avemBountn evépyela, oKOUO Kot oV OgV
AVOQEPETAL OTO ECMKAEITTO PUAAO 00T YLDV ¥PNONG N AUPPAALETE Y10 TV OTOTEAEGLATIKOTITO TOV
ooapudkov, mopakaieiche vo emkotvovioete, Katapyds, pe Tov Ktnviatpd cag. Mropeite eniong va
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AVAQEPETE OTOLUONTOTE AVETIBVUNTO GUUPAVTA GTOV KATOYO TNG AOELNG KUKAOPOPIOG 1| OTOV TOTIKO
AVTITPOGMTO TOL KATOYOL TNG ASELNC KUKAOPOPIOG YPTOUOTOIMVTAG TO GTOLYEIN EMKOWVAOVIONG OLTNG
NG EMONUAVONG 1) LECH TOL €0VIKOD 0O.G GLGTNUATOG AVOPOPAS.

EXLada: EBvikdg Opyaviopog @apudkmv: e-mail: vetpharmacovigilance@eof.gr

Kompog: Ktnviatpikég Ynnpeoieg: http://www.moa.gov.cy/moa/vs/vs.nsf

9. AOXOAOI'TA I'TA KAGE EIAOX, TPOIIOX KAI OAOI XOPHI'HXHX

Aocoloyia yio ka0 €idog, TpOTOS KL 0601 Yop1YNONS

Xpnon e emniyoon oe onueio (spot-on).

H eléyiotn doom etvan 6,7 mg/kg copatikod Bapovg purpovikn kot 6 mg/kg copoatikov Bapovg (S)-
pebompévn, mov avtiotoryel og pio mmréta tov 1,34 ml ml (M) avé okdro (mov Luyilel dvo tov 10 kg
Kat £o¢ 20 kg).

Mo ™ dwwoediion g opfng docoroyiog, T0 copaTiKd Bapog mpémel va mpocdlopiletar pe 660 1o
duvatov peyarvtepn axpifela. H vmodocoloyia Oa pmopodoe va 0dnyNCEL GE LN ATOTEAEGLLATIKT (PTIOM
KoL Umopel vo, Euvonoel TNV avamtuérn ovOEKTIKOTNTOC.

[No topacttdoelg omd YOAAOVG KOV KPOTMVES, 1 AVAYKT] KOt 1] GLYVOTNTA EMAVAANYNS Bepaneiag(wv)
Ba mpénel va Paciletor oe cuUPoLAN amd emayyelpotio kot o TpEmel va AapPaveTol vOYN 1 TOTIKY
EMOMUOAOYIKT KaTAGTOGCT KOt 0 Tpdmog (NG Tov {Dov. Adym TG EMAEWYNG LEAET®Y AOPAULELNG, TO
pecodtdoTn e HETOED TV Bepameldv Tpénet va givol TovAdyiotov 4 gfdouddec.

10. OAHI'IEX TTA TH XQXTH XOPHI'HXH

Odonyieg Yo T oot Lopiynon

1-Bydite tnv miméto amd T GUGKELUGI.

2-Kpartnote v mméto, kabeTa. XTOMNGTE EAAPPE TO GTEVO TUNUO TNG TUTETAC, Y10, Vo ETIPEPUDCETE
OTL TO TEPIEXOUEVO TAPAUEVEL GTO KuPimg TUAHA TG mméTas. Tpapnéte 1o dpo mpog ta miow.
3-Xwpiote 10 Tpiyopa Tov {dov petad TV opoThatdv, £mG 6Tov Pavel To déppa. Tomobetote v
dxpn NG TMETAG OTO OEPUA KOL TWEGTE TNV TIMETO APKETEG POPEG, UEYPL VO AOELOCEL EVIEAMG TO
mePlEXOLEVO NG amevbeiog Tavm oto déppa og va onueio.

Mmnopet va mapatnpnbodv oo onueio eQopproyng Tapodikés aAlayég oto Tpiymua (KoAA®des/Mmapd
TpiYOU).

11. XPONOI ANAMONHX

Xpovor avapoviig: dev 1oy VEL.

12. EIAIKEX XYNOHKEX ATATHPHXHX

Ewdwkég ovvOnkeg dratipnong

Na unv eurhdccetol og Beppoxpacio peyorvtepn Tv 30°C. No puAACCETAL GTNV OPYIKT] GUGKELUGIA.
Na euidcoetal o€ 0éom, TV onoia dev PAETOLY Ko dev Tpooeyyilovy Ta Tatdid.

Noa unv ypnoiHomroleitor avtd T0 KTNVINTPIKO PUPLOKEVTIKO TPOIOV LETE TV Nuepounvia AMEng, mov
avaypdaeetal otn cuckevooia blister (kuywéAng) uetd to Exp. H nuepounvio Aéewc coumintel pe myv
TEAEVTAIO NUEPO TOV CUYKEKPIUEVOD UNVOL.
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13. EIAIKEX ITIPO®YAAEEIX AIIOPPIYHX

Ewwkég mpo@uraers amoppuyng
Ta edppoxo dev TPENEL vaL OMOPPITTOVTOL HECH TMV AVUATOV 1) TOV OIKLUKOV OTOPANTOV.

AVT0 T0 KTNVIOTPIKO PAPUOKEVTIKO TPOIOV OEV TPETEL VO EIGEPYETOL GTOV VOPOPOPO opilovTa, KabdC
N eurpoviin kot 1 (S)-pebompévn evdéyetan va givar emkivovveg ya Tovg 1yBeig kot dAhovg vOPOPLovg
opyovicpovs. No pn poAdvete Apves, kavdilo vepol 1 yOvVIAKLe Le TO TPOTOV 1 Le AOE0VG TEPIEKTEC.

XpNOIHOTOMGTE TPOYPAUIOTO ETIGTPOPNS PUPUAK®OV Yo TNV OTOppLyn N XPNOUOTOmOEVT®mV
KTNVIOTPIK®OV QUPUOKEVTIKOV TPOTOVTIOV 1] GAAWDV VAIK®V 7OV TPOEPYOVIOL OO TN YPNOT TOLG
GUUPMOVO, [LE TIG TOTIKES OTALTIGELS KOl LLe TUYOV oyvovTa eBvikd cuotipate cuAAoYNS. Ta pétpa avtd
OTOGKOTOVV GTNV TPOGTAGIN TOL TEPIPAAAOVTOC.

Yvpupovievbeite tov Kviatpd GOC N TOV QOPUOKOTOLO GOG YO TOV TPOTO OmOPPYNg TmV
YPTOILOTONOEVTOV QOPULAK®V.

14. TAZEINOMHXIH TON KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTOQN

Tagivépunon TOV KTNVWTPIKAOV QUPUIKEVTIKAV TPOIOVTOV

Na yopryeital Lovov e KTNVIOTPIKE GLVTAYTY.

15. APIOMOI AAETAY KYKAO®OPIAY KAI XYXKEYAXIEX

Ap1Buo6g Adetog Kvkhogopiog oty EALGda: 37655/04-06-2010/K-0150604
Ap1Bpog Aderog Kukhogopiog otnv Kdmpo: CY00207V

2 V6KEVUOIEG

Onkn mov nepEyet oe blister (kuyédn) pio mréta tov 1,34 ml.

Kovti mov mepiéyet Onkm pe 1 blister (koyédn) pe 3 muréteg x 1,34 ml.

Kovti mov mepiéyet Onkm pe 1 blister (koyéln) pe 4 muwéteg x 1,34 ml.

Kovti mov mepiéyet Onkm pe 2 blister (kvyélec) pe 3 mméteg x 1,34 ml.

Mmropei va, punv KuKAOQPOpPOUV OLEG 0L GLOKEVAGIES.

16. HMEPOMHNIA TEAEYTAIAYX ANAGEQPHYXHY THX EIIIXHMANXHX

Hpugpopnvia tehevtaiog avadedpnong g ETGNRAVONS
05/2024

Aemtopepeic TANPoPOPIes Y10 TO €V AOYM KINVIATPIKO QUPUAKEVTIKO TPOoidV gival dtobéotueg ot Pdon
dedopévov g EE yuo to ktnviatpikd mpoidvra.

17. XTOIXEIA EINNIKOINQNIAX

Kédroyog mg ddetog kKukAogopiag:
Boehringer Ingelheim Animal Health France SCS
29 Avenue Tony Garnier, 69007 Lyon, ['aAAia
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Topackevaotg VTEVOBVYVOC Y10 TV OTEAELOEPMON TOV TOPTIO®V:
Boehringer Ingelheim Animal Health France SCS

4 chemin du Calquet

31000 Toulouse, I'aAAio

TomkOC oVIITPOGMTOC KOl GTOYELD ETIKOWVOVIOG Y10, TNV 0vaQOopd TOavVOLOYOOUEVOV ovETIOOUNT®V
EVEPYELDV:

Boehringer Ingelheim Vetmedica GmbH

D-55216 Ingelheim/Rhein

TnA: +30 2108906300

18. AAAEX ITAHPO®OPIEX

Alrec mAnpo@opiecg

DoproKodVVOIKY:
H ourpoviin Bavardvel Toug yoAhovg evids 24 mpdv Kot TOVG KPOTOVEG Kot TiG Welpeg evtog 48 wpmv
petd v €kbeon.

19. OI AEZEIX «AIIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIOTIKA Y10 KTNVIOTPIKNY YPNOM.

| 20. HMEPOMHNIA AHEHZ

Exp. {pp/eeee}

| 21.  APIOMOZX APTIAAL

Lot {apBuog}
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