IEPIAHYH TON XAPAKTHPIZTIKOQN TOY IIPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Frontline Combo 268,00 mg / 241,20 mg didAvpa yia eniyvon o€ onpeio (spot-on) yio GKOAO

peyéboug L

2. IHOIOTIKH KAI ITOXOTIKH XYNOEXH

Ka0e mméta tov 2,68 ml tepiéyet:

ApPUoTIKA GVOTATIKG:

Fipronil........ccoecvevieiieicececceee e
(S)-methoprene..........ccoovvvviiiiiiiiiiinnnn,

"Exodoyo.:

......................................................... 268,00 mg
........................................... 241,20 mg

ovoTiK1] 60vOgoN EKOOY OV Kol ALV
GVOTUTIKOV

Mocotikn cvvOeon av oL IANPOPOpPicS aVTEG
€ival oNUOVTIKES Y10 T 6®MGTI] Y0P Y101 TOV
KTNVWWTPIKOD QUPUIKEVTIKOD TPOIOVTOG

Butylhydroxyanisole (E320) 0,54 mg
Butylhydroxytoluene (E321) 0,27 mg
Ethanol

Polysorbate 80 (E433)

Polyvidone

Diethylene glycol monoethyl ether

Atoyég, Kopapueloypovy dtdAvpa yio eniypon o onueio (spot-on).

3. KAINIKEX IAHPO®OPIEX

3.1 Eion loov

2xvlot (copatikov Bapoug 20 g 40 kg).

3.2  Ogpoamevtikéc gvdeielg Yo kaOg gidog Lmov

Na ypnoiponoleitol Katd TV HOAOVGE®Y €iTe LOVO He YOAAOVG EITE KATA TOV MKTOV LOADOVCEDVY UE

KPOT®VES KAUM WEIpEG.

- Ogpomeia TV poddvoemv amd yorlovg (Ctenocephalides spp). Mapacitoktdvog dpdon KoTd Tmv
VE®V HOADVGE®MV amtd EVAAIKOVS WYOALOVG Y10 8 EBOOUASES. ATTOTPOTY TOV TOAAATANGIAGIOD TMV
YOAL®V [E OVOGTOAN TNG AVATTLENG TOV AVY®V (WOKTOVOG OpAcT)) Kol TOV TPOVUUPDV KOl TMV
VOLQOV (TPOVOUPOKTOVOG OpAcT), Ol OTTOIEC TPOEPYOVTIOAL GO TO OVYA TOL APTVOLV Ol MPLLOL
YOALOL, Y10 OKTD ERSOUADEG LETA TNV EPAPUOYT.

- Ogpomeio Tov poivvoenv amd kpotwveg (Ixodes ricinus, Dermacentor variabilis, Dermacentor
reticulatus, Rhipicephalus sanguineus). To ktnviatpikd @OPUOKELTIKO TPOIOV £XEL TAPAGITOKTOVO
dpdion KoTd TOV KPOTOV®OV Yo Tepiodo péypt 4 efdopddec.

- Ogpomeia oV poAvveewv and yeipeg (Trichodectes canis).

To KTNVIOTPIKO POPUAKEVTIKO TPOIOV UTTOPEL VoL yp1oipomotn el g LEPOG TOL TPOYPAULATOS YO TOV

éleyyo g AMepywng Aepuatitidag and Yoiiovg (AAY).




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.

Idwitepeg mpouAdEels mov mpémer vo AauBdvovion amd 1o GTOPO TOL YOpNYyeEl TO KTNVIOTPKO
QOPUAKEVTIKO TPOTOV oe L

To KNVIATPIKO QAPLOKELTIKO TPOTIOV UTOpel va TPOoKOAEGEL aVENUEVO PBAEVVAOOOVE GUGTOONG
0B kd Exkprua kot epefiopd Tov déppoTog Kat TV patidv. Eropévac, B mpénel va amopevystat
1 ETAPT TOV KTNVIOTPIKOD POPUOKEVTIKOD TPOIOVTOG LE TO GTOWA, TO OEPIO KOL TO PATLO.

Atopa pe yvootn vrepevotctncio ot eurpovidn | otnv (S)-puebompévn i oto owvdmvevpa Ba Tpémet
Vo omo@EHYOLV TNV EMOPN HE TO KINVIOTPIKO QOPHUKEVLTIKO TTPOiOV. ATOQVYETE TNV E€MOQEN TOL
TEPIEYOUEVOL UE TaL OAYTLAN. AV 00TO GLUPEL, TAVVETE TA XEPLL LE GATOVVL KOl VEPO.

Metd and katd Adbog eman, Ta patio 0o Tpénet va EemAEvovToL TPOGEKTIKA te KabBapd vepo.

ITAévete ta xépro petd ™ xpnon.



Agv mpémel va xepileote to vmd Oepaneio {da, £0G OTOL TO GNUELD EPAPHOYNG CTEYVAOGEL, KOt OEV TPEMEL
Vo EMITPENETAL 0T OO VoL Taiilovy pe o vd Bepameio {do, LEYPL VO GTEYVDOGEL TO ONUEIO EPAPLLOYNC.
Emopévaog, cvviotdtor o (oo va unv vroPdilovtal og Oepameia katd Tt S1dpKeEd TNG NUEPOS OAAA
vopig To Ppddv kot dev mpénel vo. emttpéneTol Ta (Mo mov vroPANOnkav tpoéceata oe Bepameia va
Kotpovvtot poll Le Toug IO10KTATES, EOIKOTEPO LE TO, TOUOLAL.

Noa unv kanvilete, Tivete 1) Tp®TE KATA T S1GPKELN TG EPAPUOYNC.

Idwaitepec TPOPLAGEELC Y10 TNV TPOGTAGIO TOV TEPPAAAOVTOC:

Ag B TPEMEL VAL EMTPENETAL GTOVG GKVAOVG VAL KOADUTTOVUV 6€ ToTdpia 1 Aipveg émov {ovv vdpodfiot
opyoviopol yio 2 NUEPEC LETA TNV EQOPLOYN TOV TPoidvTog (BA. Tapdypago 5.5).

3.6 AvemOopnta copfavra

2KkoAoL

[ToAd oravia AvTtidpdoelg 610 onueio EQOPUOYNG
(ATMOYPOUATIGNOS  TOL  dEPUOTOC,  amdAslol

< , . , ,
(<1 Codo / 10.000 wvm6 Oepomeia Coa, Tpydpatoc!, Kvnondc!, epvdpoTTal)

CUUTEPIAOUPOVOLEVOY TV HEUOVOUEV®OV
avaPopaOV): evikevpévog KVNOUOG N ATTOAELN TPLYDUATOG.

YnepBolikn o1eloppota’, ELETOC, AVOTVEVGTIKG
GUUTTAOLOTOL.

Avénpuévn  svacOnoia oe  spebiopata’,
KOTATTOON?, GALOL VEVPIKG GUUTTOUOTO’.

' Tapodikéc.

2 Ye mepintwon mov o (OO yAelyel To TPoidy, pmopel vo mapotnpnOei pio cvviopm mEPiodog
VIEPCLEAOPPOLUG OPEIAOUEVT] TEPIGTOTEPO GTO £KOOYO TOV TPOIOVTOG,.

3 Avootpéyun/a.

H avagopd avembBountov coppdvtov eivar onuoviikr. Emtpénet 1t ovveyn mapaxorovbnon g
UOQUAELNG EVOC KTNVIOTPIKOD QOPUAKEVTIKOD TPoidvTog. Ol avapopEs TPENEL VO OTOCTEALOVTAL, KOTA
TPOTIUNOT LEG® KTNVIATPOV, EITE GTOV KATOYO TNG GOEL0G KVKAOPOPING 1) GTOV TOTIKO AVTIITPOCHOTO TOV
gite oV €BviKN appddia apyn LES® TOL EBVIKOD GLGTALOTOC AVOPOPAC. AVaTpEETE GTO PUALO 0ONYLDV
YPNONG Y10, TOL AVTIGTOLYO GTOLYEID EMKOVOVIOG.

3.7  Xpion kata v Kinomn, T yorlovyia 1 TNV ®OTOKIA

Mmropei va ypnoiporon el katd tn S1dpKeLd TG KOMONG Kot TG YoAovyiog.

3.8 Alniermidopaon pe GAAo QUPROKEVTIKG TPOIOVTA KoL GAAeg popPEés aliniemiopaocnc

Agv glvar yvoot kapio.

3.9 Oodoi yop1ynong Kot docoroyia

Xpnon pe entyvon o€ onpeio (spot-on).

H gAdyiotn doom eivan 6,7 mg/kg copatikod Bapovg gurpovidn kot 6 mg/kg copatikod Bapovg (S)-

pebompévn, mov avtiotoryel og pio mméta tov 2,68 ml (L) avd okdro (mov Quyilel dvo tov 20 kg kot
€w¢ 40 kg). I'a ) dtacpdhon g opb1g docoroyiog, To cmpatikd Bapoc mpénetl va tpocsdiopileton pe



660 10 Ovvatov peyolvtepn oxpifewr. H vmodocoloyio Oo pmopovoe va odnynoer oe un
OTTOTEAEGLATIKT] YPNOT KOl LTOPEL VO EDVONGEL TV AVATTLEN AVOEKTIKOTNTOG,

[No mapacitdcelg and YHAALOVS KOV KPOTMVES, 1] AVAYKT KOl 1] cLYVOTNTO ETAVAANYNG Bepaneioc(wv)
Ba mpémel va Paciletal o ovufovin and emoyyelpotio Kot 0o mpémel va Aapdvetor vIdyn N TOTIKN
EMONUIOAOYIKT KOTAGTOON Kot 0 Tpodmog (mng tov (dhov. Adym EAAelyne HEAETOV AGQAAELNG, TO
pecodtdotnua peta&d Tov Oepaneldv tpénet va eival TovAdyioTov 4 gfSouadEC.

MéBodog yoprynong:

Kpatiote v mméta kabeto. XTOmnote eAappd T0 GTEVO TUNUA TG TTETAS, Y10, Vo eTPEPaidoete 0Tt
TO TEPLEYOLUEVO TOPAPEVEL GTO Kupimg TUnpa ¢ Tuétas. Tpafnéte to dkpo mpog ta wicw. Xmpiote To
Tpiyoua Tov {Oov HETAED TOV ®UOTANTOV, 0 6TV Pavel To dépua. Tomobetote TNV dKpr TN TUTETOG
0TO OEPUOL KOl TECTE TNV TUMETO OPKETEG QPOPEC, LEYPL VO OOELICEL EVIEADC TO TEPLEYOUEVO TNG
amgvbeiog Tévo oto dépua oe Eva onpeio.

Mmropel va mapotnpndody 6To onUEl0 EQAPLOYAG TOPOIIKES AAANYEG OTO TPlYWUO (KOAADIEC/ MTapod
TPiYOU).

3.10 Xvprtopote vaIEPSOGOA0YINS (KU KATA TEPITTMO, HETPA AVTIUETOTLCNG KOl AVTIOO0TO)

Na un yopnyeital o€ vrepPoiikn 66om).

Agv mopatnpnnkov avemBounta copPdvta oe peAéteg acpAAElnS, TOL dlevepynOnKav o Kovtdfila
niikiog 8 efdopddmv, oe okbOAOVE VIO avdmTuén Kol e okbAovg mov (uyilovv mepimov 2 kg mov
OepamednKoy pio Qopd UE TO TEVTAMAGGLO TG OLVICTOUEVNC 06ong. O Kivéuvog eueaviong
avemBopntov cvufaviov (PAéne mopdypago 3.6) umopei Opumg va avénbel oe mepimTmon
vrepdocoroyiag, omote ta Lma o Tpémel va BepamebhovTot TAVTA e TO CWOTO PEYEDOC TITETOC COLPOVOL
LE TO COUATIKO BAPOC TOVG.

3.11 Ewwkoi mepropopoi ypnong ko €W0kEg ovvOnkeg yprong, ocvpmepriopfavopivov
TEPLOPICUAV GT1| YP1]01] AVTIHIKPOPLIK®OV KOl GVTITUPUCITIKAOV KTNVILTPIKAV QOPLUAKEVTIKAV
TPOIOVTOV TPOKEPEVOL VO TEPLOPLGTEL 0 KiVOLVOg avamTuéng avtoyg

Agv 1oyvet.

3.12 Xpdvor avapoviig

Agv 1oyvet.

4. OAPMAKOAOI'IKEYX IAHPO®OPIEX
4.1 Kooowdég ATCvet: QPS3AX65

To KNVIATPIKO QOPLOKELTIKO TPOidV gival €va eEOMAPAGITOKTOVO KAl OKOPEOKTOVO OSLAALLO Yo
TOTIKN OEPUATIKT YXPNON, OV TEPIEYXEL £VOL GUVOLOCUO EVNAIKOKTOVOL OpPAGTIKOD GUGTOTIKOV, TN
QUIPOVIAN, Kl £vVO MOKTOVO KOl TPOVUUPOKTOVO dpacTikd cuoTatTiKO, TNV (S)-pebompévn.

4.2 ®@oppoxodvVepIKN

H @urpoviky eivan éva eE0mapacitokTtdévo Kol 0KOPEOKTOVO TNG OIKOYEVELNG TMV GUVUAOTLPALOADV.
Apa pé€cw ™ OAANAETIOPAGTC LE TOVE SLOAOVG YAmpiov, d1avolEng - GUVOETT, Kat 1O10iTEPO EKEIVOVG
6ToVG omoiovg M dtdvoign emteleiton pEcm Tov vevpodiafipacty y-apvopovtuptkov o&fog (GABA),
OTOKAEIOVTOG MG €K TOVTOL TNV TPO- KOl LETOCVVOTTIKY LETAPOPA TV 1OVI®V YAmpiov, S10UECOV TMV
Kuttopik@v pepPpoavav. Tovto odnysl oe ave&éheyktn SpacTnploOTNTA TOV KEVIPIKOD VELPLKOV
GLOTHNOTOG Kol 6€ Bdvato TV Topacitov Kol Tov akapemv. H eupoviin Bavatdvel tovg WyoAlovg
evtoc 24 wpmdv kot tovg kpotwveg (Dermacentor reticulatus, Dermacentor variabilis, Rhipicephalus
sanguineus, Ixodes scapularis, Ixodes ricinus, Haemaphysalis longicornis, Haemaphysalis flava,
Haemaphysalis campanulata) kot t1¢ yeipeg eviog 48 wpmdv petd v ékbeon.



H (S)-peBompévn eivar ovsia mov dpa avTay®VIGTIKA TG OVTIGTOLYNG VEAVIKNG OPUOVIG TV EVIOU®V
K0l ©G €K TOVTOV AVOCTEALEL TV OVATTLEN TOV 0OPOV 0TOdimV TV Tapacitev. H ovsia avtr pipeiton
TN OpAcT TNG VEAVIKNG OPHOVNG Kol TPOKOAEL TANUUEA avdmtuén ko Odvato Tov yoAlmv Tov
Bpiokovtol og avortuélokd otddo. H eni tov {mov woxtdvog dpdom g (S)-pebompévng mpoépyetot
gite amd Vv aueon dieicdvuon PHEc ToL KEADPOVG TOL CLYOD TV VEOYEVVNDEVT®VY aYDV gite omd TV
amoppoeNoN HEC® NG emdepuidog Tov evilikov YoAlov. H (S)-pebompévn eivor emiong dpaotikn
EUTOOILOVTOG TNV OVATTLEN TOV TPOVLUHPAOV KOl TOV VOUP®OV TOV WYOAAOD, YEYOVOS TOV EMITPEMEL TNV
amoeLYN TNG HOAVVONG TOV TEPPaALoVTOg TV Vo Bepaneia (DY amd TIG AOPES LOPPES TOV YOALOV.

4.3 DoppoKoKIVTIKI

Meléteg petafoAo ol TG urpoviAng £de1&av 0Tt 0 KOPLOG HETUPOAITNG EIVOL TO GOVAPOVIKO TOPAYWYO
NG QUIPOVIANG.

H (S)-peBompévn amodopeitar evpémg mpog 010&€1d10 Tov avOpaka Kot Tapdywyo o&ikod 0&€og, Ta omoia
OKOAOVOMG EVOOUUTOVOVTUL O EVOOYEVELG OVGIEG.

H goppokokivntikny cuumepipopd Tov cuvovacHov TG eUTpoviing kot g (S)-puebompévng petd amod
TOTIKN OepUATIKT ePapuoyn €&etdobnke oe GKOAOLG GE GUYKPIoN UE TNV EVOOPAEPLo Yopnynon
oupoviing M (S)-peBompévng Eexwplotd, yeyovog mov omESEEE TNV amopPOeNoT Kol GANEC
QOPUOKOKIVNTIKEG Tapopétpouc. H Tomikn Oeppotiky] €Qoapuoyr| €lixe ¢ OMOTEAECUO YOUNAN
GLOTNUATIKY omoppoPNon ™G eurpoviing (11%) pe péon péyiotm cvykévipmon (Cmax) mepimov 35
ng/ml pupoviing kot 55 ng/ml covAPOVIKOL TaPAY®YOL TG PUTPOVIANG GTO TAUGLLA.

Ol PEYIOTEG GVYKEVIPAOCELS PUTPOVIANG OTO TAAGHO EXTVYYXAVOVTOL 0PYQ (LEGOC YPOVOGS tmax, TEPITOL
101 @peg), kar ehatT@vovTol opya (LEGOG TEMKOC Ypovoc Nuicelag {ong lvar tepimov 154 dpeg, evd
VYNAOTEPEG TYES TAPATPOVVTOL GE APCEVIKA).

H oupovikn petaforiletar kuplwg 0€ GOLVAPOVIKO TOPAY®YO NG QUIPOVIANG WHETE Omd TOTIKY
OEPUATIKY EQAPLLOYT.

Ot ovykevipaoelg g (S)-pebompévne oto TAdoua TV KAT® TOL TOGOTIKOD opiov (20 ng/ml) ce
GKOAOVG LETA OO TOTIKN OEPUOTIKT EQOPLOYT.

Kot n (S)-pebompévn kou n eurpovidn, poli pe tov koplo PETOPOAITN TNG, KOTOVEUOVIOL EVPEMS GTO
TPIYOUA TOV GKLAOL EVTOG LG NMUEPOS PETA TN QPAPUOYT]. Ol GUYKEVTPMOOELS PITPOVIANG, COLAPOVIKOVD
TAPUYDOYoV QuTpoviAng kat (S)-pebompévng oto TpiYOUL UEWDVOVTOL UE TNV TAPOSO TOL YPOVOL Kol
Umopovv v aviyvevBovv yia TtovAdylotov 60 muépeg petd t ypnorn. H mopacitoktévoc dpdon
TPOEPYETAL OO TNV EMAPT KO Oyl AO Tr) GUGTNUATIKT EKOEOT).

Ag onueIddNKaY QOPUOKOAOYIKES OAANAETIOPACELG peTa&D TG eurpovidng kot g (S)-pebompévng.

5. ®APMAKEYTIKA XTOIXEIA
5.1 Kopieg acopporotnreg

Agv glval yvoot Kopio.

5.2 Awpkewa ong

Algpketo {ONG TOV KTVIOTPIKOD PUPHOKEVTIKOD TPOTOVTOS GUUP®VA LLE TN GUCKEVOGIO TMOANCTG:
3 ém

5.3 Iowitepeg mpo@uAdEels KaTd ™) @OAaEN TOV TPOidVTOg

Na pnv pvrdcocetot og Beppoxpacia peyorvtepn tov 30°C. Na puAdcoeTaL GTNV 0pYIKT] GUCKELOGIAL.



5.4 ®von ka1 cHVOEST TG OTOLYELDOO0VS CVOKEVAGILOG

Dvon g TPpwTOYEVONE GLGKELAGTIOG

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

'H

Mia wpdoivn mméta mov amotedsital amd Beppodiapopmpévo kEAveog (polyethylene / ethylene vinyl
alcohol / polyethylene / polypropylene / cyclic-olefin-copolymer / polypropylene) kot omd €va @uip
(polyethylene / ethylene vinyl alcohol / polyethylene / aluminium / polyethylene terephthalate).

YVOKEVAGIEC TPOC TAOANGCT KO LAY EPLGTIKOL aptOuol avayvapione

®nkn mov mepi€yet o€ blister (kuyéAn) pio muméta tov 2,68 ml pe amootmduev GKp.

Kovti mov mepiéyel Onxm pe 1 blister (kvyéhn) pe 3 mméteg x 2,68 ml pe amoonduevn akpn.
Kovti mov mepiéyel Onm pe 1 blister (kvyéhn) pe 4 mméteg x 2,68 ml pe amoonduevn axpn.
Kovti mov mepiéyerl OMxm pe 2 blister (kvyédeg) pe 3 mméteg x 2,68 ml pe amoondpevn aKpn.
Mmropei va. unv KuKAOPOPOUV OAEG Ol GUOKEVAGIEC.

5.5 Ewwkég mpo@uracers amdppryng evog un yp1opomotn)0EVToc KTNvieTPIKoD GUpIUOKEVTIKOD
TPOIOVTOG 1] GAL@OV VAIKAV TOV TPOEPYOVTUL O.TO T1 YP1GT] TOV TPOIOVTOGS, UV VITAPYOVV

Ta eapuake dev TPETEL VO OTOPPITTOVTOL LEGH TOV ADUATOV ) TOV OIKIIK®OV OTOPANTOV.

To KINVIOTPIKO PAPUOKELTIKO TPOIOV deV TPEMEL VO EIGEPYETAL GTOV LOPOPOPO opilovta, Kabmg N
ourpovidn kot M (S)-pebompévn evdéyetal va givor emkivovveg Yoo Tovg 1yBeic kot dALovg VOPOPLoVG
opyovVIoHoVG. No i poAvvete Muveg, KavdAilo vepol 1 XovTAKIY LE TO KTNVIOTPIKO QOPUAKEVTIKO
TPOIOV N e AOE0VG TEPIEKTEC.

XPpNOOTOMOTE TPOYPALUATO ETICTPOPNC QOPUAK®Y Yoo TNV OmOpPLyYr Un YPNoLLomomfivioy
KTNVIOTPIKOV QOPUOKEVTIKOV TPOTOVI®OV 1 GAA®DYV VAIKAOV TOL TPOoEPYOVIOL amd TN (PN TOLG
COUPOVO LE TIG TOTMIKES OMOITNOEL Kol PE TUYOV €OVIKA GLOTNUATO GLAAOYNG OV LGYVOLV Yo TA
GYETIKA KTNVITPIKA QOPUUKEVTIKA TPOIOVTA.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Boehringer Ingelheim Animal Health France SCS

7. APIOMOXZ(OI) AAEJIAYX KYKAO®OPIAX

ApBpdg Adetag Kukhopopiag otnv EAAGda: 37653/04-06-2010/K-0150602

8. HMEPOMHNIA IMNPQTHXE EI'KPIZHX

Hpepounvia Ing éyxpiong oty EALGda: 01/07/2004

9. HMEPOMHNIA TEAEYTAIAXY ANAGEQPHXHX THX TIIEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITIPOIONTOX

01/2024

10. TAEINOMHZIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITIPOIONTQN



Na yopryeitor LOVOV [e KINVIOTPIKT GLVTAYT.

Aentopepeic TANPoPopies Yo TO €V AOYM KTNVIOTPIKO PUPLOKELTIKO TPoidv eivar dabéaipeg ot Pdon
dedopévav g EE yuo to kenviatpikd mpoidvta (https://medicines.health.europa.cu/veterinary).




