IEPIAHYH TON XAPAKTHPIZTIKOQN TOY IIPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX
Frontline Combo 402,00 mg / 361,80 mg didAvpa yia eniyvon o€ onpeio (spot-on) yio GKOAO
peyébovg XL

2. INOIOTIKH KAI IIOXOTIKH XYNOGEXH

Ka0e mméta tov 4,02 ml wepiéyst:

ApPUoTIKA GVOTATIKG:

210220 1 OO RPR 402,00 mg
(S)-MEthOPIENE. ...ttt e 361,80 mg
"Exodoyo.:
Howtki] ovvleon eko6ywv kor  aGrrov | [loocotikn oOvleon av ov TAnpoopisg avTég
GUGTUTIKOV givar oNPavTIKES Y10 T 6OGTI YOP1Y1I|oN TOV
KTV TPLKOD QOPUUKEVTIKOD TPOIOVTOG
Butylhydroxyanisole (E320) 0,80 mg
Butylhydroxytoluene (E321) 0,40 mg
Ethanol
Polysorbate 80 (E433)
Polyvidone
Diethylene glycol monoethyl ether

Aloy£g, KopapeAoypovy S1dAvU Yio ETiypon oe onueio (spot-on).

3. KAINIKEY MAHPO®OPIEX

3.1 Eion loov

2Kk0OAol (copotikod Bapovg dve tov 40 kg).

3.2  OgpomevTikég evosiEelg Yo ka0e gidog {®ov

Na ypnoiponoleitol Katd Tov HOAOVeE®Y €iTe LOVO Le YOAAOVG €ITE KATH TOV UKTMOV LOAOVCEDVY LE

KPOTWOVES KA/ Yeipeg.

- Ogpomeio TV pordvoemv amd yorlovg (Ctenocephalides spp). apacitoktdvog dpdon KoTd TV
VE®V HOADVOE®VY A0 EVIAIKOVS WOALOVG Yo 8 €BSOUAdES. ATTOTPOTT TOV TOAAOTANGIAGLOD TMV
YOA®@V LE OVOGTOAN TNG AVATTVENG TOV AVY®V (MOKTOVOG dpAoT) Kol T®V TPOVOUEOV KOl TOV
VOUQ®V (TTPOVOLPOKTOVOG dPAGT)), Ol OTOIEC TPOEPYOVTIOL OO TO, CLYA TTOL APTVOLV Ol MPILOL
WYOALOL, Y10 OKTD EROOUAOEG LETA TNV EPAPUOYT.

- Ogpomeio Tov poivoenv and kpotwveg (Ixodes ricinus, Dermacentor variabilis, Dermacentor
reticulatus, Rhipicephalus sanguineus). To ktnviaTpikd QOPUOKELTIKO TPOIOV £YEL TAPAGITOKTOVO
dpdon Kot TV KPOT®VOV Yo TEpiodo péypt 4 BOopAdES.

- Ogpameia TV poAdveewv and yeipeg (Trichodectes canis).

To KTNVIOTPIKO POPUAKEVTIKO TPOIOV UTOPEL VoL yp1oiponon el ¢ LEPOG TOL TPOYPAUIATOS Yol TOV
€leyyo g AMepywng Aeppatitidog and Poiiovg (AAY).

2



3.3  Avrevosieg

Aoy €Elhenyng S0bécu®V OTOLEIDY, TO KINVIOTPIKO (QOPUOKEVTIKO Tpoiov dgv Oo mpémel va
ypNoLonoleital o€ kKovtaPia NAkiog pikpotePNC TV 8 fdonddmy.

No punv ¥pnoonoLeital 6 KOUVEALD, KOOMG EVOEXETAL VO ELPOVIOTOVY AVETIBVUNTEC EVEPYELEG, AKOUN
Kot Ovnrotnta. EAlelyel pedetdv, 1 ¢pnomn Tou KITNVINTPIKOD QUPLOKEVTIKOD TPOIOVTOC OEV CLUVICTATOL GE
un evoedetypéva £10m.

No punv ypnowonoieiton o€ dppwota (Mo (.. CLCTNUOTIKEG TAONGELS, TVPETOG) 1| 6 {MO VIO AVAPPWOOT].
AVTO TO KINVINTPIKO QOPUOKEVTIKO TPOloV £xel dmuovpyndel ewdwd ywo okdAlovg. Noo pnv
YPNOLOTOLEITOL GE YATES Kal Kovvdfia, kabdg avtd Bo uTopovce va 00N YNGEL GE LITEPSOGOAOYIC.

No punv ¥pnoonoLeital 6 TEPITTMOT VEPELOIGONGING GTO dPACTIKG CLGTATIKE 1 GE KATOL0 £KO0YOL.

3.4 E101kéc mpoEtdomon|oELS

H doxonn ypfion avTimopacttik@y 1 1 xpon mov mopekkAivel amd Tic 0dnyieg mov &xovv d0bel oty
[epiinym tov Xapoktnpiotikav tov [Ipoidvtog propei va avénoet tnv mieon extloyng Tpog avantuén
AvOEKTIKOV OTELEYDV Kol VO, 0d1YOEL O€ HEI®UEVT amoTerecpatikoTnTo. H amdpaon yio m xpnon tov
npoidvtog Ba wpémel va Paciletoar oy emPePainon Tov mTopacttiKold €100Vg KOl TOL EOPTIOV 1 TOV
KIvdUVOL TTopacit®mong pe Paon To EMONUIOA0YIKA YOpOKTNPLOTIKG TOV, Yo Kabe pepovouévo (mo.
To Aovoo 1 1 SwPpoyn LE VEPO EVTOG 2 NUEPDOV LETA TV EPAPLOYN TOV KTNVIATPIKOD POPLAUKEVLTIKOD
TPOIOVTOC Kol TO AOVGIHO GE oLyvOTNTa HEYOADTEPT Omd pio opd tnv efdondada Bo mpémer va
amo@evyovtal, Kabmg oev £xet dlevepyn et kapio pekétn yio Ty e€€Taon TOV Kotd TOG0 aVTO MNPEdlEl
TNV OTOTEAEGLOTIKOTITO TOV KTNVIOTPIKOD QOPUUKEVTIKOD TPoidvToc. Mmopovv va ypnoipomombody
HOAOKTIKG GOUTOLdY mpty amd 11 Bepameio, aAAd LEWDVOLV TN SLAPKELD TNG TPOCTOGING KATH TWV
YOAL®V € Tepimov 5 efdoudoeg, OTav xpnoiporotovvtol oe fdopadiaio fAcT LETH TNV EQOPLOYT TOV
KTNVIOTPIKOD QUpUOKELTIKOD 7poiovtog. ERdopadiaio AOVGIHO HE QOPUOKEVTIKO COUTOVAV TOV
neplexetl 2% yAwpeldivn dev emnpéace TNV OMOTEAEGUATIKOTNTA KOTA TOV YOAA®MV KOTA TN d1dpKeL
piag peréng 6 efodopdadmy.

Ye mepintwon mov oto (Do mupaUEiVOUY KPOTMOVES 1 LETAAOOT] LOAVGUOTIKNG VOGOU OEV UTOPEL Vo
amokAgloTeL TEAEI®G, £GV 01 cLVONKEG dEV gival EVVOIKEC.

Xe mepimtoon polikng woéAvveng 1f otnv opyf TG EQUPUOYNS TV UETPOV X&YYoV, Ba Tpémel To
nepdiiov oto omoio dwfrovv ta {da (to korddt tov {dov, To KpePRATL KOl o1 GLVHOELS YDpPOoL
AVATOVONG, OTTMG YOALR KOl ETUTAN) VO OTOAVUOTVOVTOL LE KOTAAANAN TOPAGITOKTOVA KO VOl TAEVOVTOL
TOKTIKA.

Ala {do ov (ovv oTo 1010 votkokvptd Ba mpénel eniong vo vrofdAlovtor o Oepameia e Eva KatdAANAo
TPOToV.

3.5 Iowitepeg mPpoPUAGEELS KATA TN Yp1ioN

[Swaitepec mpo@LAGEELC Yo TRV 0c@OAN Yprion ota gion (dwv:

Noa amopebyeTon 1 EmT0E1] LE TO PATIO TOV {DOV.

Elvar onpovtikd va emPePatdveTar 0TL TO KTNVINTPIKO QOPUOKEVTIKO TPOTOdV epaproletal og meployn
v omoia dev umopei va yAeiyel to {do kot vo emPePfordvetar 6T Ta {da dgv YAEIPOLY TO £va TO GAAO
uetd tn Oepameia.

Idwaitepec mpoeuAGEelc mov mpémel va AauBdvovior omd TOo GTOUO TOL YOPNYElL TO KINVITPIKO
0opLaKEVTIKO TPoidv oe Lo

To KkMVIOTPIKO QUPUOKEVTIKO TPoidv pmopel vo mpokoréoel avénuévo PBAevvddovg cHGTAGNC
0B Kd Exkpua Kot epediopd Tov dEPHOTOC Kot TV paTidv. Emopévac, Bo mpénel va amopevystot
1 ETOPT TOV KTNVIOTPIKOD QOPLOKEVLTIKOD TPOIOVTOG LE TO GTOLLO, TO OEPLLOL KOt TO, AT

Atopo pe yvoot vrepevaicincia otn eurpovidn N oty (S)-pebompévn M| 6to owvomvevpa, Bo mpénet
Vo QmoPEVYOLV TNV EMAPN HE TO KINVIOTPIKO QOPUUKEVLTIKO TTPOTOV. ATOQVYETE TNV EMOQPN TOL
TEPIEYOUEVOL UE TaL OAYTLAA. AV 0vTO GLUPEL, TAVVETE TA XEPLXL [LE GATOVVL KoL VEPO.

Metd and katd Aabog emaen, To paTio B Tpénet vo EEMAEVOVTAL TPOGEKTIKG e Kabapd vepO.



[TAévete ta xépra petd tn ypnon.

Agv mpémer va yepileote to vmd Oepaneio {da, £0G OTOL TO GNUELD EPAPHOYNG GTEYVAGEL, Kot OEV TPETEL
Vo emTpEneTOL 0T TOdd va Toilovv pe Ta vd Bepaneio {da, HEYPL VO GTEYVOGEL TO OTUEIO EPAPLOYNG.
Enopévag, ouviotdrol ta {da va punv vroPailovial o€ Bepameio katd T S1ApKELD TG NMUEPAS OALA
vopic To Ppddv kot dev mpémel vo enttpénetol To (o mov vToPANOnKav Tpoceato o Bepameia va
KowovvTon pali e ToVg 1010KTNTES, EOIKOTEPO UE TO TOUOLA.

No unv kanvilete, Tivete 1 Tp®TE KATA TN O1APKELN TNG EQAPUOYNC.

[Swaitepec mpo@LAGEELC Yo TNV TPpOooTaGio TOL TEPPEGAAOVTOC:

Ag O TPETEL VL EMTPENETAL GTOVG GKDAOVG VO KOADUTOOV G€ moThpia 1| Alpveg 6mov {ovv vdpdpiot
opyavicpoi yia 2 nuépeg LETA TNV EQapPHOYN TOL TPoidvToc (PA. Tapdypopo 5.5).

3.6 AvemOounto copfavro

YO 0L

[ToAd omavia Avtidpdoelg oT0 onueio EQUPUOYNG
(amoypoUATIoNOS  Tov  déppotoc’,  amdAsia

<1 Cho / 10.000 5 0 { i
( Cho vnd  Bepancia  Lho, piydpotog’, kvnopde', epuBpomral).

OLUTEPIAOUPOVOLEVOV  TOV  UEHLOVOUEVOV
avapOpPOV): evikevpévog Kvnoudg 1 ATMOAELR TPLYDATOG.

YrepPohikn o1ehdppota’, EUETOC, OVOTVEVGTIKG.
CUUTTAOLOTOL.

Avénuévn  svacOnoia oe  epebiopata’,
KOTAMT®ON’, GAAG VEVPIKG GUUTTONATA.

' Tapodukéc.

2 Ye mepintoon mov o (OO yAshyel To TPoidv, pmopel vo mapatnpnOei pio cvvioun mEPiodog
VIEPGLEAOPPOLOG OPEIAOUEVT] TEPIGCOTEPO GTA £KOOYM TOV TPOIOVTOG.

3 Avactpéyun/a.

H avagopd avembBountov copPdvrtov eivar onuovtikr. Emtpénel t cvveyn mapaxorovbnon g
0oQAAELOG EVOG KTNVIATPLKOV QOPUAKEVLTIKOV TPOTovTog. Ot avapopés TPETEL VO OMOGTEALOVTAL, KOTA
TPOTIUNOT LESH KTNVIATPOL, EITE GTOV KATOYO TNG AOELNG KUKAO(POPIOG 1] GTOV TOTIKO QVTITPOCOTO TOV
glte onVv BvikN appodia apyn LES® TOL £BVIKOD GLGTILOTOC AVOPOPAS. AVaTpéETe 6TO PUALO 00N YLDV
YPNOMNG Y10 TO AVTIGTOLYO GTOLYEID EMKOVOVIOG.

3.7 Xpnon katd TV KON 61, TN YoroV)io | TNV ®OTOKiA

Mmropel va ypnoporon el Katd tn StdpKeLd TS KONONG KOl TNG YOAOVYIG.

3.8 Aliniemidopaon pe GAAO QUPUOKEVTIKA TPOIOVTA KoL GAAEG HOPPES AAMNAETIOPOONG

Agv glval yvoot Kopio.

3.9 Oodoi yopriynong kar docoroyio

Xpnon pe eniyvon oe onueio (spot-on).



H gAdyiotn doon eivan 6,7 mg/kg copatikod Bapovg pupovidn kot 6 mg/kg copatikov Bapovg (S)-
puebompévn, mov avtiotoyel o€ pia mméta tov 4,02 ml (XL) avd oxvro (mov Luyilel dvo tov 40 kg).
Mo ™ dwoediion g opBng docoroyiog, T0 cmUATIKO Papoc Tpémel va mpocdlopiletar pe 660 To
duvatov peyarvtepn axpifela. H vrodocoloyia Bo pmopoioe va 0dnyNoEL O€ Un OTOTEAEGUATIKN YPTION
KOl LTOPEL VOL EDVOTIOEL TNV OVATTLEN AVOEKTIKOTNTOC.

IMo Topacitdcelg amd YOHAALOVS KOV KPOTMVES, 1) OVAYKT KoL 1] GLYVOTNTO ETavaANyg Oepameiag(wv)
0o mpémel vo Paciletar oe cupPovAr amd emayyelpotio kKot o TPEMEL va AapfaveTol vwOYN 1 TOTIKY
EMONUIOAOYIKT] KOTAOTOON Kot 0 Tpdmog (Mg tov (dhov. Adym EAAEYNG LEAETOV QGQPAAELONG, TO
pecodidotnua HeTa&d TV Oepaneldv tpénet va eival TovAdyloTov 4 gfdopadeC.

MéBodoc yopnynong:

Kpatiote v améta kadbeto. XTummote eAa@pd T0 GTEVO TUNUA TNG TITETAS, Y10, Vo emPBePatdoete 0Tt
TO TEPLEYOLEVO TOPAPEVEL GTO Kupimg TUApa e muétag. TpaPnéte to dkpo mpog ta wicw. Xmpiote To
Tpiyoua Tov {Oov PETAED TOV MUOTANTOV, 0 6TV Pavel To dépua. Tomobetote TNV dKpr TN TUTETOC
0TO OEPUO KO TECTE TNV TUTETO OPKETEG QPOPEC, HEYPL VO OOELICEL EVIEADC TO TEPLEYOUEVO TNG
amgvbeiog Tdvo oto déppa oe Eva onueio.

Mmnopei va mapatnpnBodv cto onpeio epappoyng mapodikés arlayég oto Tpiyoua (KoAA®Ies/Mmapod
TPiYOU).

3.10 Xvprtopote vaEPSOGOA0YiNG (KU KATA TEPITTMO, HETPU AVTIUETOTLGNG KOl AVTIOOTO)

Na un yopnyeital o€ veepPoiikr 66om.

Agv mopatnpnnikav avemBounto coppdvta oe peAéteg acpAAELOG, TOL dlevepynOnKay o KovTafia
niikiog 8 eBdopddmv, oe okOAOVE VIO avdmTuén Kol e okbAovg ov Luyilovv mepimov 2 kg mov
OepamednKoy pio Qopd UE TO TEVTAMAGGLO TNG OLVIGTOUEVNG O06ong. O Kivéuvog eueaviong
avemBopntov cvufaviov (PAéne mopdypago 3.6) umopei Opumg va avénbel oe mepinTmon
vrEPd0GOoLOYiNG, omoTe Ta (Do Bo Tpémel va BepamevovTon ThvTa. e To 6moTO PéEyefog TTETAG GOUPOVA
LE TO SOUATIKO BAPOC TOVC.

3.11 Ewwkoi mepropwopoi ypnong ko €W0kEG ovvOnkeg yprong, ocvpmepriopfavopivov
TEPLOPICUAV GT1| YP1]01] AVTIHIKPOPLIK®OV KOl GVTITUPUCITIKAOV KTNVILTPIKAV QOPLAKEVTIKAV
TPOIOVTOV TPOKEPNEVOL VO TEPLOPLGTEL 0 KivOLVOg avaTTUENG avTOYNS

Agv 1oyvet.
3.12 Xpoévor avopovig

Agv 1oyvet.

4. ®APMAKOAOI'IKEX TIAHPO®OPIEZ
4.1 Kodwkoc ATCvet: QP53AX65

To KMVIKTPIKO QOPUAKEVTIKO TPOIOV givol €va e£mmOPUCITOKTOVO KOl OKOPEOKTOVO SLOAVUA Yid
TOTIKY OEPUATIKN YPNOT, TOV TEPLEYEL £VOL GLVOVOCUO EVNAKOKTOVOL SpOcTIKOD CLGTATIKOD, TN
QUTPOVIAN, KOl £VO, OKTOVO KOl TPOVUUPOKTOVO SpacTikKd cuoTatiKo, TV (S)-pebompévn.

4.2 @oppoKoSVVONIKI

H qurpovikn givor éva eE@mopacitokTOVO Kol AKUPEOKTOVO TG OIKOYEVELNG TMV PAIVUAOTUPOULOAMY.
Apa pé€cm TG OAANAETIOPACTC E TOVS SLODAOVG YAmpiov, S1avolEng - GUVOETY, Kot 1O10iTEPO EKEIVOVG
6TOVG oToiovg 1 ddvolén emteleital péow tov vevpodiafifact y-apvofovtupikod o&éog (GABA),
OTOKAEIOVTOG MG EK TOVTOV TNV TTPO- KO LETOCVVATTIKN LETAPOPE TV 1OVIWOV YA®Piov, S10UEGOV TOV
KutTopikdv pepPpovov. Todto odnyel oe aveEédeyktn OpacTnPLOTNTA TOV KEVIPIKOD VELPLKO
GLOTNHOTOG Kot o€ Bdvato TV Tapacitov Kol Tov akapemv. H ourpovidn Bavatdvel tovg yoAlovg
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evtoc 24 opmv kot Tovg kpotoveg (Dermacentor reticulatus, Dermacentor variabilis, Rhipicephalus
sanguineus, Ixodes scapularis, Ixodes ricinus, Haemaphysalis longicornis, Haemaphysalis flava,
Haemaphysalis campanulata) ot t1g yeipeg eviog 48 wpmv petd v ékBeon.

H (S)-peBompévn eivar ovsia mov dpa AvTay®VIGTIKA TG OVTIGTOLYNG VEAVIKNG OPLOVIG TV EVIOU®V
K0l OG €K TOVLTOV OVOCTEALEL TNV OVATTLEN TOV 0MPOV 0TSOV TV Tapacitev. H ovoia avth pipeiton
TN OpAcT TNG VEAVIKNG OPUOVNG Kol TPOKOAEL TANUUEA avdmtuén kot Odvato Tov yoAAmV Tov
Bpiokovtol og avortuélokd otddo. H eni tov {dov woxtdvog dpdomn g (S)-pebompévng mpoépyetot
glte amd Vv dueon deicdvon PHEC® TOV KEADPOVE TOL CVYOD TMV VEOYEVVNBEVTMOV QVYDV ElTE A TNV
aroppoéeNnon pécw G emdeppidog Tov evilikov yoAlwv. H (S)-pebompévn eivan emiong dpaotikn
EUTOOILOVTOG TNV OVATTLEN TOV TPOVUHP®OV KOl TOV VOUP®OV TOV WYOAAOD, YEYOVOS TOV EMITPEMEL TNV
ATOQLYN TNG HOAVVENG TOV TEPPaALOVTOG TV VITd Bepaneia (DY amd TIG AOPES LOPPES TOV YOALOV.

4.3 @oppoKoKIVTIKY

Meléteg petafoAo ol g eurpoviAng £de1&av 0Tt 0 KOPLOg LETUPOALTNG EIVOL TO GOVAPOVIKO TOPAYWYO
NG QUIPOVIANG.

H (S)-pebompévn anodopeitan evpéwc mpog d10&eidio Tov avBpaia Kot mapdywyo o&ikov o&éog, Ta omoia
aKoAoVOMG EVOMUATOVOVTOL GE EVOOYEVEIG OVGIES.

H goppokokiyntikny cuumepipopd tov cuvovacuov e eurpoviing kot g (S)-uebompévng petd amod
TOTIKNY OepUaATIKT eQapuoyn e€etdobnke oe oKOAOLG GE GUYKPIoN UE TNV EVOOPAEPLa xopnynom
oupoviang M (S)-peBompévng Eexwplotd, yeyovoc mov amédelEe TV amoppdPNoN Kol GAAEG
(QOPUOKOKIVNTIKEG TapapéTtpove. H tomikn depuatikny €@apuoyn &€ixe oG omoTéAECUO YOUNAN
CLGTNUOTIKY amoppoenon s eupovikng (11%) pe péon péyromn ovykévipwon (Cmax) mepinov 35
ng/ml purpoviing kot 55 ng/ml GovAPOVIKOL TAPAY®OYOL TG PUTPOVIANG GTO TAACLAL.

Ot péyoteg GLYKEVTIPADGELS GUIPOVIANG 6TO0 TAAGHO emTvYYdvovTol apyd (LEGOG YPOVOGS tmax, TEPITOV
101 opeg), kKar ehatt@vovion apyd (LEcog TeAkdg ¥pdvoc nuicelag Long sivan mepimov 154 dpeg, evod
VYNAOTEPESG TYLEC TAPATPOVVTUL GE APCEVIKA).

H oupovikn petafolriletor kvplowg o GOLAQPOVIKO TOPAY®YO TNG QUTPOVIANG HETA OO TOMIKY|
OEPLLOTIKT EQUPLOYT.

Ot ovykevipaoelg g (S)-pebompévne oto TAdoua RTov KAT® TOL TOGOTIKOV opiov (20 ng/ml) ot
GKVAOVG ETA A0 TOTIKN OEPUOTIKT EQOPOYT.

Kot n (S)-pebompévn kou n eurpovidn, poll pe tov koplo PETOPOAITN TG, KUTOVEUOVTOL EVPEMS GTO
TPIYOUA TOV GKLAOL eVTOG LG NMUEPOS PETA TN PapUOYT]. Ol GUYKEVTPDOGCELS PITPOVIANG, COLAPOVIKOD
TOPAYDYOL QUIPOVIANG Kot (S)-pebompévng oTo TPIY®UN UELOVOVTOL [LE TNV TAPOSO TOL YPOVOL Kl
umopobv va. aviyvevBouv yuo TovAdytotov 60 muépeg petd t ypnon. H mapacitoxtdvog dpdon
TPOEPYETAL OO TNV EMAPT KO OYL AO Tr) GUGTNUATIKT EKOEOT).

Ag onuEIDOONKAY QOPUOKOAOYIKEC OAANAETIOPAGELG HeTAED TG euTpovidng Kot g (S)-pebompévng.

5. ®APMAKEYTIKA XTOIXEIA
5.1 Kopieg aovoppatotnteg

Agv glval yvoot Kopio.

5.2 Awpkewo ong

Aldpketo {ONG TOV KTNVIOTPIKOL PUPHOKEVTIKOD TPOTOVTOS CUUP®VA LLE TN GCUOKEVOGIO TMOANOTG:
3 ém



5.3 Iowitepeg Tpo@uAatels kKatTd T @OAAEN TOV TPOIGVTOG
Na unv pvrdccetot oe Oeppoxpacio peyorvtepn t@v 30°C. No puAdcoeTal 6TV apylK GUGKELOTIA.
5.4 ®von ko 6OVOEST TNS GTOLYELDOOVS GVCKEVUGING

Dvon e Tp®ToYEVOVS GLoKEVAGIOG

Mia mpdowvn mméta mov amoteleitor and Beppodiapopeopévo kéAveog (polyacrylonitrile-methyl
acrylate copolymer / polypropylene) kai omd éva @iiu (polyacrylonitrile-methyl acrylate copolymer /
aluminium / polyethylene terephthalate).

'H

Mio wpdoivn mméta mov amotedsital amd Oeppodiapoppmpévo kEAveog (polyethylene / ethylene vinyl
alcohol / polyethylene / polypropylene / cyclic-olefin-copolymer / polypropylene) kot amd éva @uAp
(polyethylene / ethylene vinyl alcohol / polyethylene / aluminium / polyethylene terephthalate).

YVOKELVAGIEC TPOC TAOANGCT KO LAY EPLGTIKOL aptOuol avayvapionc

Onkn mov mepiéyel og blister (kKoyéin) pio miméto tov 4,02 ml pe amocmdueyn dKp.

Kovrti mov mepiéyet Onkn pe 1 blister (koyéin) pe 3 muméreg x 4,02 ml pe amoondpevn dxpn.
Kovti mov mepiéyel Onxm pe 1 blister (kvyéhn) pe 4 mméteg x 4,02 ml e amoonduevn akpn.
Kovti mov mepiéyel Onxm pe 2 blister (kvyéheg) pe 3 mméteg x 4,02 ml pe amoondpevn akpn.

Mmropel va unv Kokho@opohv OAEG 01 GLGKEVAGIES.

5.5 E0wkég Tpoura&erg amoppiyng evog pun pNoomtotn)0£vrog KTNVIOTPLKOD QUPRIKEVTIKOV
TTPOIOVTOG 1] GALMV VAIKAV TOV TPOEPYOVTOL OTO T1 YP1GT] TOVL TPOIOVTOGS, AV VITAPYOVY

Ta pappoke dev TPEMEL VO OTOPPITTOVTOL HECHD TMOV AVUATOV 1) TOV OIKIUK®V OTOPANTOV.

To KIVIOTPIKO POPUOKEVTIKO TTPOTIOV Oev TPEMEL VO ELGEPYETAL GTOV VIPOPOpo opilovta, KaBmG M
ourpoviln kot 1 (S)-pebompévn evdéyetor va gival emikivovveg yio Tovg 1ybeic kot GAAOVG VOPOPLOVE
opyavicpovs. Na pun poAbvere Muves, KavaAlo vepol N YOVIAKIYL LE TO KTNVINTPIKO QOPUOKEVTIKO
TPOIOV 1 LLE AOELOVE TEPIEKTEC.

XpNOYOTOOTE TPOYPAUUNTO ETOTPOPNG PAPUAK®Y Yo TNV OXOPPWYT UN YPNOLOTOmBEVTDV
KTNVILTPIKOV POPUOKEVTIKOV TPOIOVIOV 1] GAADV VAIK®V 7OV TPOEPYOVIOL OO TN YPNOT TOLG
COUPOVA UE TIG TOTIKEC OMUITNOELS Kal PE TUYOV €OVIKG GLOTHUATO GVALOYNG OV LGYVOLY Yo TA
GYETIKA KTNVITPIKE PAPUOKEVTIKA TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Boehringer Ingelheim Animal Health France SCS

7. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

Ap1Buog Aderog Kukhopopiog otnv EALada: 37654/04-06-2010/K-0150603
8. HMEPOMHNIA IIPQTHX ETKPIXHX

Huepopunvia Ing éyxpiong otnv EALGSa: 01/07/2004

9. HMEPOMHNIA TEAEYTAIAYX ANAGEQPHXHYX THX HNEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX



01/2024

10. TAZEINOMHXIH TON KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTOQN
Na yopryeitor LOVOV [e KINVIOTPIKT GLVTAYT].

Aentopepeic TANPOEOPIES Y1 TO €V AOY® KINVIOTPIKO PAPLOKEVTIKO TPOioV ivor dStabéoiueg otn Bdon
dedopévav g EE yuo to kenviatpikd mpoidvia (https://medicines.health.europa.cu/veterinary).




