B. DYAAO OAHI'TQN XPHXHX



DOYAAO OAHT'TQN XPHXHXE
Kovrti tov 3 mretdv
Kovti Tov 4 mmretav
Kovti tov 6 mretdv
To pblio odnyiwy mov meprypdpeTon Topaxatw aviiatoryel otyv llepintwon No2, katd. v omoio, to
P0AL0 0onyLV TEPLEKETOL OTHY EEMTEPIKY CVOKEDOOIC.
Znv lepintwon Nol dev mpootiBetor pviio 0onyiov.

1. Ovopocio ToV KTNVIWTPIKOD QUPULUKEVTIKOD TPOIGVTOG

Frontline Combo 268,00 mg / 241,20 mg didAvua yio eniyvon o€ onpeio (spot-on) yia 6KOA0 peyébovg
L

2. YovOeon

Kdabe munéta tov 2,68 ml nepiéyet:

APUoSTIKA GVOTATIKG:

FAPronil. ..o s 268,00 mg
LS 101511 1 0] o) (38 1< 241,20 mg
"Exodoyo.:

Butylhydroxyanisole (E320).......oouiirii e 0,54 mg
Butylydroxytoluene (E321)......cuiii e e e 0,27 mg

Awwyég, Kopapeloypovv SidAvpa yio eniyvon oe onueio (spot-on).

3. Eion {owv

Yxvlot (copatikov Bapovg 20 g 40 kg).

4. OgpamevTIKEg gvOEilelg

Noa ypnoiponoteital Katd Tov HOAVVoE®VY €ite HOVO e YOALOVG €T KOTE TOV HIKTOV LOADVGEMVY LE

KPOT®VES KAUM WEIpEG.

- Ogpancio TV poAbvee®v amd yoAove (Ctenocephalides spp). [lopacitoktovog dpdon Katd Twv
VE®V HOADVOE®MV amtd EVAAIKOVS WYOALOVG Yo 8 EBOOUASES. ATTOTPOTY TOV TOAAATANGIAGIOD TMV
YOAL®V HE OVOGTOAN TNG AVATTLENG TOV aVYDV (OKTOVOG OpAoT)) Kol TOV TPOVOUPDV KOl TV
VOUO®V (TPOVOUPOKTOVOG OPAGCT)), Ol OTOIEC TPOEPYOVTIOL OO TO CLYE TOL OPIVOLV Ol MPIHLOL
YOAAOL, Y10 OKT® EROOUASEC LETA TNV EPAPLLOYY.

- Ogpancio Tov poAvvoewv and kpodtwveg (Ixodes ricinus, Dermacentor variabilis, Dermacentor
reticulatus, Rhipicephalus sanguineus). To Tpoidv &ygl TOPAGITOKTOVO dpAoN KATH TV KPOTOV®V
yio Tepiodo peypt 4 efOopades (PAoel TEWPALATIKOV SEGOUEVMV).

- Ogpancio Tov porbvoewv and yeipeg (Trichodectes canis).

To mpoidv pmopel va ypnoipononel og PHEPOG TOL TPOYPAUUATOS VIO TOV EAEYXO TNG AAAEPYIKNG

Agppotitidag amd Yoriovg (AAY).

5. Avtevoeilelg

Aoyw EMhenymng S100éc1umV aToLyEl®V, TO TPOTOV deV Oal TPEMEL VAL YPTNGLUOTOLEITOL GE KOVTAPLN NALKIOG
pucpdtepng TV 8 EfSOUAd™V.



Na pnv ypNoHoToIELTAL 68 KOVVEMO, KAODG EVOEYETAL VO, ELPAVICTOVV OVETIOVUNTES EVEPYELEG,
axoun ko OvntotnTa. EAlelyel peletmv, 1 xpnomn Tov Tpoidviog dev GuVIoTATOL GE [T EVOEDELYUEVA
glom.

Na pnv ypnowonoleitor oe appwota {da (T.). cLoTNUATIKEG TaONGEL, TLUPETOC) 1 o€ (Mo Vo
avapp®OoN.

Av16 10 TPOTOV £xEL dnpiovpyndel e1dkd Yia okvAovg. Na pnv ypnoiponoteital e yATe Kot Kovvapia,
KkaBdc ovtd Ba propoHoe va 0d1yNGEL G€ LITEPSOGOLOYIAL.

Na punv yproionoteiton 6€ mepinTmon vrepevalctnciog oTa SPACTIKA GLOTATIKA 1) GE KATO10, EKJ0YT.

6. Ewkég mposidomon)oels

H dokonn ypnon ovTImopacitik@v 1 1 ¥p1on Tov TapeKKAVEL amd Tig 0dnyieg Tov €yovv dobel otV
[epiinym tov Xapoktnpiotikav tov [Ipoidvtog propei va ovénoet tnv wieon extAoyng Tpog avamtuén
AVOEKTIKOV OTELEXDV Kol VO, 01y OEL O€ HUEIUEVT amoTeLecpatikoTnTo. H amdpaon yio ) xpnon tov
poidvtoc Ba mpémel va Pacileton oty emPefainon Tov TapactTKod €00V Kol TOV QOPTIOL 1 TOL
KIvoOVOL Tapacitwong pe Ao To ETONUIOA0YIKA YOpOKTNPLETIKG TOV, Yo Kabe pepovouévo (mo.
To Aodoyo | 1 dwPpoyn 1e vepd eviog 2 NUEPDY PETA TNV EQOPLOYT TOV TPOIOVTOC KOt TO AOVGLUO GE
ovyvotTNTo HeyoADvTEPT amd pio eopd v €fdopdda Oa mpémel va amo@evyovtal, KaBdc dev €xel
dtevepyn et kapio pedét yio v €ETAGT TOV KOTA TOGO ALTO EXNPEALEL TNV OTOTELECUATIKOTITO TOV
TPO16VTOS. MTTopovv va ¥pNoiomomovy HOAOKTIKA GOUTOLAY TPV oo T Bepomeio, aALG LEW®VOLV
T JdpKELD TNG TPOOTAGING KOTA TV YOAA®Y o€ MePImov 5 efOOUAdES, OTAV YPNCILOTOOVVTAL GE
gfoopadiaio Phon petd v epappoyn tov mpoidvtog. ERdopadiaio AoVCHO pHE QOPUAKEVLTIKO
COUTOVAV OV TEPEXEL 2% YAWPEEDTVN OEV EMNPEACE TV OTOTELEGLATIKOTNTO KATA TOV YOAL®V KOTA
T Sudpkela piog perétng 6 efdouddmv.

e mepintwon mov oto (Ho moupaueivouy KPOTMOVES 1 LETASOOT] LOAVGUOTIKNG VOGOU OEV UTOPEL va
amokAgloTel TeEAEl®S, €4V 01 cLVONKES deV gival EVVOIKEC.

Ye mepintwon palikng polvveong 1 oty opyn TS €PUPUOYNG TOV HETP@V EAEYYOL, Ba Tpémel To
nepdirov oto omoio dwafrovv ta {da (to korddt tov {dov, o KpeRATL KOl o1 GLVAOELS YDpPOL
OVATOVGONG, OTOG YOAME Kot ETUTAC) VO OTOAVHOIVOVTOL LE KATAAANAO TOPAGITOKTOVO KOt VO, TAEVOVTOL
TOKTIKA.

Al oo mov fouv oto 1010 vorkokvpld Bo mpémel emiong va vmofdAlovtor og Oepameio pe éva
KATOAANAO TPOioV.

Id1aitepec TPOELAGEELS Yo TNV 0oQaAn ¥prion oTa gidn (hwv:

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

Etvar onuavtikd va emPefoarmvetal 6Tt 1o Tpoidv epappoletal oe meployn TV omoia dev UTopel va
yAetyel to {do kot vo emiPePormdvetar 6TL To. {da deV YAEIPOLV TO éva TO dALO peTd TN Bepameia.

ISwnitepec mPoQULAGEEIS OV mpémel va AauBdvovtor amd To GTOPO oL YOpNYEl TO KTNVIOTPKd
QopuaKeLTKd TPotdv oe (da:

To mpoidv umopei va mpokorécel ovénuévo Prevvmoovg cvotacnc opaiiukd Ekkpio Kot epedioud
TOV OEPUATOC KOL TOV HoTidV. Emopévmg, Ba mpémet va amo@ehyeTal 1 ETAQn TOL TPOIOVTOC LIE TO GTOL,
TO OEPLLOL KO TO, LATLOL.

Atopa pe yvoot vrepevaicncia otn eurpoviln 1 oty (S)-pebompévn 1 6to owvomvevpa Bo mpénet
Vo Qmo@EVYOLV TNV EMOPN HE TO KINVIATPIKO QOPUAKEVLTIKO TTPOTOV. ATOQVYETE TNV EMOQPN TOL
TEPIEYOUEVOL UE TaL OAYTLAN. AV 00TO GLUPEL, TAVVETE TO XEPLXL [LE GATOVVL KOl VEPO.

Metd and katd Adbog emaen, Ta patio Oa Tpénel va EemAEVOVTOL TPOGEKTIKA IE Kabapd vepo.
ITAévete ta xépro pLetd ™ ypnon.

Agv mpémer va yepileote To vmd Oepaneio {da, £0G OTOL TO GNUELD EPAPHLOYNG CTEYVAOGEL, KOt OEV TPEMEL
Vo emMTpENETOL 0TA oA VoL Toilovv pe Ta vd Bepaneio {da, HEYPL VO GTEYVAOGEL TO ONUEIO EPAPLOYNG.
Emopévamg, cvviotdton o (oo va unv vroPdilovtaol og Oepameia katd Tt S1dpKed TNG NUEPOS OAAA
vopic To Bpdov kot dev mpénel vo, emitpénetal o {ha, Tov vIoPAROnKay Tpdceata o Oepameia, va
Kowovvton pali pe Toug 1010KTNTES, EOIKOTEPO IUE TO TAUOLA.




Noa pnv kanvilete, Tivete 1 tpmTE KATA T S1APKELN TNG EPAPUOYNC.

Idwaitepeg TPoLAGEELS Y10 TNV TPOGTAGIN TOL TEPIBAAAOVTOC:

Ag O TPETEL VL EMTPENETAL GTOVG GKDAOVG VO KOADUTOOV G€ moTdpia 1| Alpveg 6mov {ovv vdpdpiot
opyavicuol yio 2 nUEPEC PETA TNV €QapUoYn TOL TTpoidvtog (PA. mapdypoaeo Ewdikéc mpouAdéelg
AmoOPPLYNG).

Eyxvpoostvn kot yolovyio:
Mropei va ypnoiporondel katd tn S1dpKeLd TG KOMONG Kot TG YoAovyiog.

Yrepdocoroyia:
Na pn yopnyeitar o€ vepfoiikn d6om.

Agv mopatnpnnkov avemBounta copPdvta oe peAéteg aopAAELOS, TOL dlevepynOnKav o kKovtdfila
niwiog 8 efdouddwv, oe okOAOVE VIO avATTLEN Kol og okvAovg Tov Quyilouv mepimov 2 kg mov
OepamedTnKay pic opd [LE TO TEVTATAAGIO TNG GUVICTMUEVNG dOGNG.

O «ivduvog epedviong averBountov coufaviov (PAérne mapdypago AvemBounta coppdvia) pmropei
oumg va ovénbei oe epintwon vrepdocoroyiog, omote ta (ha Oa mpénet va, Oepamedovtal TavTa UE TO
omOTO PEYENOC TIMETAG COLPOVA LLE TO COUATIKO BAPOC TOVC.

7. AvemOopunta coppavra

Xxolot:

oAb omévia (<1 {mo / 10.000 vw6 Oepoameio {®a, cvopmephiapfavouévov TOV PEROVOUEVOY
avaQopav):

AvTI3pacelg 6To onpeio epappoyNS (ATOYPOUATIGUOS TOV SEPHOTOC, ATMAELN TPYGUATOC, Kvnopdg!,
gpuBpoTa’). Tevikevpévog KWNOUOG 1 OmMAEI. TPYYOUOTOC. YTEPBOMKY GlEAOppOl?, EUETOC,
OVOTVELSTIKG CUUTTOMOTO. Avénpévn svaodnoia oe epediopota’, katdmtoon?®, dAla vevpikd
cvpntOpaTa’.

' TTapoducéc.

2 Ye mepintwon mov 1o (OO yAelyel To mPoidv, pmopel vo mapotnpnOei pio cvviopum mEPiodog
VIEPGILELOPPOLAG OPEIAOLEVT TEPLGGOTEPO GTA EKJOYM TOV TPOTOVTOG.

3 Avactpéyun/a.

H avagopd avembBountov coppdvtov eivor onuoviikr. Emtpénet ) ovveyn mapaxorovbnon g
aoc@drelag evog mpoidvtoc. Eav mopatnpnoete omolodnNmoTte avemBountn evépyela, akouo Kol ov ogv
OVOPEPETOL OTO EGOKAEIGTO PUALO 0dNYIOV ¥PNONG N CUPIPAAAETE Y10 TNV OTOTEAECUATIKOTITO TOV
Qoppaxov, mopokaAeiche vo emkovavioete, Katapyds, Le Tov KTnviatpd cag. Mmopeite eniong va
avapEPETE OTOLdNTOTE AveMBOUNTO cVUPAVTO GTOV KATOYO TNG GdE10g KUKAOPOPIG 1| GTOV TOTKO
AVTITPOCHOTO TOV KATOYOL TNG AOELG KVKAOPOPIOG YPNCIUOTOLDVTOG TO, GTOLYELN EXKOVOVIOG VTN
NG EMONUOVOTG 1] HECH TOV €0VIKOD 0O GLGTHUATOG AVOPOPAG.

EAGOa: EBvikog Opyaviopoc Gapudkov: e-mail: vetpharmacovigilance@eof.gr

8. Aocoloyia Yo kG0 €id0g, TPOTOS KAl 0001 YopNyNoNS
Xpnon ue eniyoon oe onueio (spot-on).

H eldyiotn d6on sivan 6,7 mg/kg copatikov Bapovg eurpovikn kot 6 mg/kg copatikov Bapovg (S)-
uebompévn, mov avtietoryel oe pio miméta tov 2,68 ml (L) avd okdro (mov Quyilel avo tov 20 kg kot
¢wg 40 kg). o ™ dtacpdiion g opBng docoroyiag, To couatikd Bapog Tpénel va Tpocdtopiletat pe
0660 10 Ovvatov peyoivtepn oxpifewr. H vmodocoloyio Ba pmopovoe va odnynoer oe un
OTTOTELEGULATIKNY (P01 KOl LWITOPEL VO EDVONGEL TNV OVATTLEN avOEKTIKOTTOG.

[Mo mapacitdoelg and YHALOVS KOV KPOTMVES, 1] AVAYKT KOl 1] cLYVOTNTO ETAVAANYNG Bepaneioc(wv)
Ba mpénel va Paciletal o ovufovin and emoyyelpotio Kot 0o mpémel va Aapdvetor vIdyn N TOTIKN
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EMONUIOAOYIKT] KATAGTOON Kot 0 Tpomog Lmng Tov {dhov. Adym EAAElyNG HEAETOV AGPAAELNG, TO
pecodtdotnua petald tov Bepaneidv Tpénetl va gival TovAdyiotov 4 efdopddec.

Mmropei va Tapatnpnbodyv cto onpeio epappoyng mapodikég aAlayég oto Tpiyoua (KoAA®Oes/Mmapod
Tpiyopo).

9. Oonyieg o ™) o061 LOP1YNON

MéBodog yopnynonge: PAére v e£mTePIK GLOKEVOGIOL.

10. Xpévor avapoviic

Agv 1oy0et.

11. Ewwkéc ouvOnkeg dwatipnong

Na pvidooetar o€ 0éom, v omoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tondid.

Na unv pvrdccetot e Oeppoxpacio peyorvtepn tov 30°C. Na puAdcoeTal 6TV apylK GUGKELOCIA.
Na pn xpnoHonoleital avTd To KINVINTPIKO GUPUAKEVLTIKO TPOIOV UETA TNV Muepounvia ANéng, mov
avaypdaeetol oto kovti petd to Exp. H nuepounvia Anéemg coumintetl pe v televtaio nuépa Tov
GUYKEKPYEVOL UV

12. Ewwkéc npogurderg amoppryng

Ta papuake dev TPETEL VO OTOPPITTOVTAL HECH TOV ADUATOV 1) TOV OIKIUK®V OTOPANTOV.

AVTO TO KTNVITPIKO QAPLOKEVTIKO TPOIOV OEV TPEMEL VO EIGEPYETAL GTOV VIPOPOPO opilovta, Kabdg
N eurpoviln kot 1 (S)-pebompévn evdéyetan va givar emikivovveg yia Toug ybeic kot dAlovg vopPOLovg
opyaviopovs. No un HoAbVeTe AMpveg, KavaAlo vepod 1 YOVTAKLL [E TO TPOTOV 1 LE AOEOVE TEPIEKTEC.
XpNOYOTOOTE TPOYPAUIOTO ETOTPOPNS PAPUAK®Y Yo TNV OXOPPWYT PN XPNoponomBévimov
KTNVIOTPIKOV QUPHOKEVTIKMY TPOIOVIMOV 1] AAA®Y VAIKOV TOV TPOEPYOVTAL OO TN XPNOT TIC COUPMVA
LLE TIG TOTIKEG OTOLTIGELS KO LE TVUYOV 1GYVOVTO EBVIKA GLUGTALOTA GLAAOYNC.

Ta pé€tpa 0VTE 0TOGKOTOVY GTIV TPOCTOGiK TOV TEPPAALOVTOG.

YvpPovievbeite tov KTvioTpd GOC N TOV QUPHOKOTOd GOG YO TOV TPOTO OmOpPPyng Tov
YAPNOWOTONOEVTOV PAPUAKDV.

13. Ta&wvopunon TV KTNVWTPIKAV QUPRIKEVTIKAV TPOIOVTOV

Na yoprnyeitor LOVOV e KINVIOTPIKT GLVTAYY.

14. ApwOpoi 4o€10g KUKLOPOPIOG KOL GVGKEVAGIES

Ap1Buog Adstoc Kvukhogopiog otnv EALGda: 37653/04-06-2010/K-0150602

Yvokevaocia blister (koyéin) 1 mimétog tov 2,68 ml.

Kovti mov mepiéyet Onkn pe 1 blister (kuyédn) pe 3 muméteg x 2,68 ml.
Kovti mov mepiéyet Onkn pe 1 blister (kuyéln) pe 4 muméteg x 2,68 ml.
Kovrti mov mepiéyet Onkn pe 2 blister (koyérec) pe 3 mméteg x 2,68 ml.
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Mmopel va, unv KokAo@opoOV OAEG 01 GLCKEVAGIES.

15. Hpepopnvia televtaiog avadempnong Tov GUALOL 00NYLAV XPNONG
01/2024

Aemtopepeic TANPoPopieg Yo To €V AOY® KTNVINTPIKO PAPUOKELTIKO TPOToV etvar dabéaieg otn Paon
dedopévarv ¢ EE yuo ta ktnvwatpikd mpoidvta (https://medicines.health.europa.eu/veterinary).

16. Xtoygcio emkowvaviag

Kédrroyog tng ddetog kukAogopiag:
Boehringer Ingelheim Animal Health France SCS
29 Avenue Tony Garnier, 69007 Lyon, I'aA\io

Tapockevaotic vTevbuvoc Yo thv arelevdépmwon TV TapTidwV:
Boehringer Ingelheim Animal Health France SCS

4 chemin du Calquet

31000 Toulouse, I"'aAAio

Tomikdc avTpOoMTOC KOl GTOUYEIN ETKOVAOVIOCS Y10 THY ova@opd mtidavoloyoduevey ovemfountov
EVEPYELDV:

Boehringer Ingelheim Vetmedica GmbH

D-55216 Ingelheim/Rhein

TnA: +30 2108906300

17. Alheg mAnpo@opisg

DoppoKodVVOHIKT:
H oupoviln Bavatdvel Toug yoAhovg evioc 24 wpdv Kot TOVG KPOTMVEG Kot TIG WEipeg evtog 48 mpmv
uetd v éxbeon.

FRONTLINE COMBO SPOT-ON DOG L



2V6KEVOGIN GUVOVAGHOV ETICTI LAV KOl GUALOV 00N Y1V Y piiong Yia blister (koyéin)
1 mnaétag
O1 TANPOYOPIES TOV AVOPEPOVTAL TTOPAKATD EUPOVILOVTAL 0TIV EGWTEPIKY TAEVPC. AVTHS THG
OVOKEVATIAS TVVOVOOUOD ETICHUAVONG KOl PDIL0D 00NYLDV YpHOHG.

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Frontline Combo 268,00 mg / 241,20 mg didAvpa yio exiyvorn o€ onueio (spot-on) yio 6kdOA0 peyéBoug
L

2. YXYNOEXH

Kdabe munéta tov 2,68 ml nepiéyet:
ApaoTIKE 6VOTATIKA:

2 o) 0 4 1 268,00 mg

[ 88111 1T 07 1<% 1 S 241,20 mg
"Exodoyo:

Butylhydroxyanisole (E320).........iiiiitiiiitii e ettt e aaas 0,54 mg

Butylhydroxytoluene (E321).......coiiiiiiiiii i e e 0,27 mg

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

[Omov vrdpyet emapkng xdpog, 0o TpooTibeTan To «W/V» LETE T TOGOGTE TV dPUCTIKOV 0VGIMV. 01OV
dgV VTLAPYEL APKETOC Y DPOGC, Ba TpooTiBeTaL VO 0IOTEPICKOG PETH TO, TOGOOTA LE pia eme&nynon Kovtd
GTNV OVOUAGIQ TOV TPOTOVTOG. |

Aly£g, KopapleAoypovy S1dAvHe Yio ETiypon o onueio (spot-on).

3. YYXKEYAXIA

2,68 ml

4. EIAH ZQQN

INa oxdrovg 20 — 40 kg (L)

5. OEPAIIEYTIKEX ENAEIZEIX

OepoamevTIKég EVOEilelg

No ypnoiponoteital Katd Tov HOAVVOE®VY €ite LOVO e YOALOVG €T KOTE TOV WIKTOV LOADVGEMY g

KPOT®VEC KAUM WEIpES.

- Oegpameio TV poAdveewv omd yoriovs (Ctenocephalides spp). [lopacitoktévog dpdorn Katd Tmv
VEOV HOAOVOEWMV OO EVAMKOVS WYOALOVG Yo 8 gfdopddec. ATOTPOT TOL TOAAUTAUCIOCUOD TMV
YOAL®Y UE OVOOTOAN TNG AVATTLENG TOV aVYDV (MOKTOVOG OpAoT)) Kol TOV TPOVOUPDV KOl TV
VOUQ®V (TPOVOLPOKTOVOG OPAGCT)), Ol OTOIEC TPOEPYOVTIOL OO TO, CLYE TTOL OPTVOLV Ol MPILOL
WYOALOL, Y10 OKT® ERSOUAOES LETA TNV EQAPLOYY.

- Ogpancio TOV poAvvoewv and kpotwveg (Ixodes ricinus, Dermacentor variabilis, Dermacentor
reticulatus, Rhipicephalus sanguineus). To Tpoidv £ygl TOPAGITOKTOVO dPAON KOTH TV KPOTOV®V
v Tepiodo péxpt 4 efdopadeg (Paoetl TEWPAUATIKOV SESOUEVDV).

- Ogpancio Tov porbveewv and yeipeg (Trichodectes canis).

To mpoiov pmopel va, ypnoomomBel ¢ PEPOS TOV TPOYPALUATOS Yo, TOV EAEYYO TG AAAEPYIKNG

Agppotitioag amd Yorhovg (AAY).



6. ANTENAEIZEIX

Avtevoeilelg

AOY® Al ey G StoBEcI®Y oTOoLYEIWV, TO TTPOTOV dev Ba TPEMEL VoL PN oHOTOLEITOL 68 KOVTAP10 NAKiog
puikpoTEPN G TOV 8 ERSOUAOMV.

Na punv ypnoyLonoteitor 6€ KovvéALL, KaBMG EVOEYETAL VO ELPAVIGTOVY AVETIOOUNTEG EVEPYELES, OKOUT
Kot Ovnrotnra. EXieiyel peketmv, n xpnon tov 1poidvtog SV GLVIGTATOL GE [T EVOEIEYIEVO E10T.

Na unv ypnowonotgitor og appwota {ha (T.}. GLOTNUATIKEG ToONoEl, Tupetdg) N oe {da Vo
avapp®OoN.

Av16 10 TPOTOV €xEL dnpiovpyn el e1dkd Yia okvAovs. Na pnv ¥pnoiponoteital g YATe Kot Kovvapia,
KkaBdc ovtd Ba propoHcoe va 0dMyNceL 6€ LITIEPSOGOLOYIaL.

Na punv yproyLonoteiton 6€ mePinT®on vIEPELAICHNGIOg OTA HPACTIKA GLOTATIKA 1) GE KATO10, EKJ0YTL.

7. EIAIKEX ITPOEIAOIIOIHXEIX

Ewdwkéc mpogidomon)oerg

H doxonn ypfion avTimopasttik@v 1 1 ¥pNon mov mapekkAivel amd Tig odnyieg mov £yovv 600l otV
[epiinym tov Xapoktnpiotikav tov [Ipoidvtog propei va avénoet tnv mieon emtloyng Tpog avamtuén
aVOEKTIKOV OTELEXDV Kol VO, 0d1Y1OEL O€ HEI®UEVT amoTerecpatikoTnTo. H amdpaon yio ) xpron tov
npoidvtog Ba wpémel va Paciletar oy emPePainon Tov mTopactTKOD €100VG KOl TOV EOPTIOV 1 TOV
KIvdOVOL TTopacit®ong pe Paon o EMONUIOA0YIKA YOpOKTNPLOTIKG TOV, Yo Kabe pepovouévo (mo.
To Aovoyo 1 1 dwPpoyn pe vepd eviog 2 NUEPDY LETA TNV EQAPLOYT TOV TPOIOVTOG Kot TO AOVGLUO GE
ovyvotTNTOL peyaAvTEPT amd pio eopd v efdopdda Oa mpémel va amo@evyovtal, KaBdc dev €xel
devepyn et kapio pedét yio v e€ETAGN TOV KOTA TOGO QLT EXNPEALEL TNV OTOTELECUATIKOTITO TOV
TPO1oVTOS. MTTopovv va ¥pNoioromovy HOAOKTIKG GOUTOLAY TPV oo T Bepomeio, aALd HEW®VOLV
TN SLAPKELD TNG TPOCSTACING KOTA TV YOAA®V 6€ Tepimov 5 efdoudoeg, OTOV YPNOUOTOIOVVTAL CE
gfdouadiaio Baon petd TV epapuoyn tov mpoidvtoc. ERSouadiaio AoVCIHO HE QUPUOKEVTIKO
cauToLAV OV TTEPLEYEL 2% YAPEEISIVN OEV EMNPENCE TNV OTOTEAEGLOTIKOTITO, KATH TOV YOAL®V KOTA
T Sudpkela piog perétng 6 efdouddmv.

Y& mepintwon mov 6to (Ho mupaUEivOVY KPOTMOVES 1 LETADOOT] LOAVGUATIKNG VOGOU OEV UTOPEL Vo
amokAeloTel TEAEIMC, €AV 01 cLVONKES Oev glvatl EVVOTKEC.

Ye mepintwon polikng polvvong 1 oty opyn TS £PUPUOYNG TOV HETPp®V EAEYYOL, Ba Tpémel To
nepdAiov oto omoio dwfrovv ta {da (to kodddt tov {dov, To KpePfdtt kol ot cuvnbelg ydpot
AVATOVONC, OTTMG YOALR KOl ETITA) VO OTOAVUOTVOVTOL LE KOTAAANAN TOPAGITOKTOVA KO VOl TAEVOVTOL
TOKTIKGL.

Al (oo mov Covuv 6To 1010 votkokvpld Bo mpémel emiong vo. voPdAlovrol oe Oepameio pe Eva
KOTAAANAO TTPOTOV.

ISwaitepec mpo@LAGEELC Yo TV 0c@OAn Yprion ota £ion (dwv:

Noa amopebyeTon 1 e e T LATIO TOV {DOV.

Eivar onuavtikd vo emiPefordvetar 4Tt to mpoidv epupuoleTor 6€ mEPLOYN TNV 0Toio, dev Umopel va
yieiyel to {mo kot vo, emifePatdveTan 6Tt To. (Do deV YAEIPOLY TO £val TO GALO peTd T Bepameia.

[Swaitepec mpoouvAdéelc mov mpémet va AouBdvoviar omd To ATOUO TOL YOPNYEL TO KINVIOTPWKO
OopULaKEVTIKO TTPoidv ce Lo

To mpoidv umopei va mpokorécel avénuévo PAevv@Oovg cvotacns opOaiiukd Ekkpia Kot epediopd
TOV JEPUOTOG Ko TV HoTidv. Emopévac, 0o mpénel va amopenyeton 1) ET0QN TOV TPOIOVTOG LLE TO GTOUA,
TO OEPOL KO TO, LATLOL

Atopa pe yvootn vrepevotstncio ot eurpoviin | otnv (S)-puebompévn 1 oto owvdmvevpa Ba Tpémet
VO QmOPEVYOLV TNV EMOPN UE TO KINVIOTPIKO QOPUAKEVLTIKO TPOTOV. ATOQVYETE TNV EMOPN TOL
TEPLEYOUEVOL UE TaL OAYTLAN. AV 0vTO GLUPEL, TAVVETE TA XEPLL [LE GATOVVL KoL VEPO.




Metd and katd Adbog eman, Ta pdtio 0o Tpénet va EemAEvovToL TPOGEKTIKA te KabBapd vepo.
[TAévete ta xépra petd tn ypnon.

Agv mpémer va yepileote To vmo Oepamneio {da, £0G OTOL TO GNUELD EPAPHOYNG GTEYVAGEL, Kot OEV TPETEL
VoL EMTPENETOL 6TA TSI Vo Tl ovV pe Ta 7o Bepoameio {da, HEYPL VO GTEYVOGEL TO OTUEID EPUPUOYNG.
Emouévamg, ouvictdtol to {do va unv vrofdilovtal og Oepameio katd Tt S1dpKeLd TG NUEPOS OAAG
vopig 1o Ppddv Kot dev mpémel vo emttpénetal To {da, Tov VIoPANONKaY TpoéGPaTa o€ Bepamneia, vo
KowovvTon pali pe Toug 1010KTNTES, EOIKOTEPO LUE TO TOOLA.

Noa pnv xanvilete, Tivete 1 tpmTE KATA T S1GAPKELN TNG EQAPUOYNC.

ISwaitepec TPo@LAGEELS Yo TNV Tpootacio Tov nepifdilovtoc:

Ag O TPETEL VO EMTPENETAL GTOVG GKDAOVG VO KOADUTOOV G moThpia M| Alpveg 6mov {ovv vdpdpiot
opyoviopol v 2 nuépeg Hetd v epoppoyn tov mpoidvtog (BA. mapdypapo Eidikég mpopuldéelg
amoppIyNg).

Eyxvpocvvn kot yorovyia:
Mropet va. ypnoiporon0el katd tn S1dpKeLd TG KOMONE Kot TNg Yyohovyiog.

Ynepdocoroyia:
Na pn yopnyeitat o€ vrepPoAiikn 60om).

Agv mopatnpnnkov avemBounta copPdvta oe peAéteg acpAAElnS, TOL dlevepynOnkav o Kovtdfila
niwiag 8 efdouddwv, ce okvAoVE VIO avamTLEn Kol o€ okvAovg Tov Quyilouv mepimov 2 kg mov
OepamednKay pic opd |LE TO TEVTATAAGLO TNG GUVICTMUEVNG dOGNG.

O «ivduvog epedviong averBountov copfaviov (PAérne mapdypago Avembounta coppdvia) pmopei
opm¢ va ovénbet oe mepintmon vrepdocoroyiag, ondte to {ma Oa mpémel va Bepomedovtol TavTa e TO
owotd néyebog mmétag cOUE®VA LE TO COUATIKO BApog TOoVG.

8. ANEIIIOYMHTA XYMBANTA

AvemOopunta copfavro

YxovAoL:

Mord omavia (<1 Lo / 10.000 vadé Oeponeio (DA, copPTEPLAGUPAVOREVOV TOV PEROVOREVOV
avaQPopaV):

Avtidpaoelg 610 onpeio pappoynig (omoypopoTIcuds Tov déppatoc’, andieta Tpyyduatoc’, Kvnopog',
gpuOpomra’). Tevikevpévog KvopOS 1 amdAslo TPLy®dUaTos. YmepBoAkn oleddppota’, éustoc,
QVOTTVEVLOTIKG GLUMTOMATO. Avénpévn svacbnoio os epebiopata’, katdmtoon®, GAlo VeLPIKd
coumTdOpUAT’.

' TIapodukéc.

2 Ye mepintowon mov 10 (Ho yisiysl To TPoidv, pmopsi va mopornpndei pio cvvtoun mepiodog
VIEPGLEAOPPOLOG OPEIAOUEVT] TEPIGCOTEPO GTA EKOOYM TOV TPOIOVTOG,.

3 Avootpéyiun/a.

H avagopd avembountov copPdvriov eivar onuovtikr. Emtpénel ) cvveyn mapaxorovbnon g
aoQiAeng €VOG TPOlovToc. Edv mopatnpioete omolodnNToTte avemBOunTn evépyela, akopo Kol ov Ogv
OVOQEPETAL GTO ECMKAEIGTO PUALO 0OMYLOV ¥PNoNG 1 AUPPAAAETE Y10l TNV OMOTEAECUATIKOTITO TOV
Qopuakov, mopokareiche vo extkovovioete, Katapyds, Ue TOV KTnviatpd cag. Mrmopeite eniong va
AVOPEPETE OTTOLONTOTE AVETIOOUNTO CLUUPAVTA GTOV KATOYO TG GOEG KUKAOPOPING 1] GTOV TOTIKO
AVTUTPOCHOTO TOV KATOYOL TNG ASELG KUKAOPOPING YPNCLOTOLDVTOG TO, GTOLYELN EMKOVAOVIOG 0TI
NG EMONUOVONG N LEC® TOV €BVIKOD GOG GLUGTILLOTOG AVAPOPAC.

EXLada: EOvikog Opyaviopuog Gapudkmv: e-mail: vetpharmacovigilance@eof.gr

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




Aocoloyia Yo kG0g €id0g, TPOTOS KAl 0001 yopnynong

Xpnon ue eniyoon oe onueio (spot-on).

H egAdyiotn doon eivan 6,7 mg/kg copatikod Bapovg pupovidn kot 6 mg/kg copatikov Bapovg (S)-
puebompévn, mov avtiotoyel o€ pio mméta tov 2,68 ml (L) avd okdro (wov Quyilel avo tov 20 kg kat
éwg 40 kg).

Mo ™ dwoediion g opBng docoroyiog, T0 cmpatiKd Bapog Tpémel va Tpocsdlopiletal pe 660 10
duvatdv peyarvtepn axpifela. H vrodocoroyia o pmopodce va 0dNyNOEL GE LN ATOTEAEGLLATIKY (PTON
KoL UTOpEl Vo, EDVONoEL TV avATTuEn oVOEKTIKOTNTOC.

[No mapacitdoelg and YHAALOVS KOV KPOTMVES, 1] AVAYKT KOl 1] oLYVOTNTO ETaVAANYNG Bepaneioc(wv)
Ba mpémel va Paciletal e ovufovin and emoyyelpotio Kot 0o mpénel va Aappdvetor vIdyn N TOTIKN
EMONUIOAOYIKT Katdotaon Kot 0 Tpdmog (ong Tov (mov. Adym ™G EMAEWYNG HEAETOV AGQAAELNG, TO
pecodtdotnua peta&d Tov Bepaneldv mpénet va gival TovAdyloTov 4 gfSoUAdES.

10. OAHI'IEX T'TA TH XQXTH XOPHI'HXH

Odonyieg Yo T 66T Lop1yNOoN

1-BydAte v mméta amd T CLGKELAGIAL.

2-Kpatiote v muméta kabeto. XTomote ELo@pd T0 GTEVO TUNHO TNG TTETAS, Yo Vo, EXPePardoeTe
OTL TO TEPIEYOUEVO TOPAUEVEL GTO KVPImG TUApa TNG TméTas. Tpafnéte 1o drkpo mpog ta Tico.
3-Xwpiote 10 Tpiyopa Tov {dov HeTald TV OUOTAATOV, £mG 0TOL Govel To d0épua. Tomobetnote TV
GKpTM TNG TMETOG OTO OEPUN KOl TIEGTE TNV MIMETA OPKETEG QOPEG, UEYPL VO UOELACEL EVIEADS TO
mePlEXOUEVO TG amevbeiog Tavm oto déppa og Eva onpeio.

Mmropel va mapotnpnBody 6To onUElo EQAPLOYAG TOPOIIKES AALNYEG OTO TPlYOUO (KOAADIEC/ MTtapod
TPiYOU).

11. XPONOI ANAMONHX

Xpovor avapovig: 6gv 1oyVEL.

12. EIAIKEX XYNOHKEX AIATHPHXHX

E1d0kég ouvOnkeg owotipnong

Na pnv pvrhdcceton og Beppoxpacia peyorvtepn tov 30°C. Na puAdcoeTal 6TV 0p)IK] GUGKELOGIA.
Na pvidooetar o€ 0éom, v omoia, dev PAETOLY Kot dev Tpooeyyilovy Ta Tandid.

No punv ¥pnNoonolEiTol ovTd TO KINVINTPIKO QOPUOKEVTIKO TPOTIOV UETE TNV Muepounvia ARENG, Tov
avaypaeetal ot ovokevacio blister (koywéing) petd to Exp. H nuepoumvio Méewc coumintel pe myv
TeAeLTAIN NUEPO TOV CLYKEKPIUEVOD LN VAL.

13. EIAIKEX [TPO®YAAEEIX AITOPPIYHX

E1dwkég mpo@uha&ers améppyng
Ta edppoko dev TPEMEL VA, ATOPPITTOVTIOL LECH TOV AVUAT®V 1 TOV OIKIOKOV OTOBANTOV.
AVTO T0 KTNVIOTPIKO QUPUAKEVTIKO TPOIOV OEV TPETEL VO, EIGEPYETUL GTOV VIPOPOPO opilovTa, Kabmdg

N eurpovin kot 1 (S)-uebompévn evdéyeton va givan emikivovveg yia Toug ybeic kot dAlovg vOpPOPLovg
0pYOVIGHOVG. Na i LOAVVETE ATUVEG, KOVAALL VEPOD 1 YOVTAKLO LLE TO TPOIOV 1 e AOELOVE TEPIEKTEC.



XPNOYOTOOTE TPOYPAUUOTO ETOTPOPNS PAPUAK®Y Yo TNV OXOPPWYT PN XPnoiponomfévimov
KTNVILTPIKOV QOPUOKEVTIKAOV TPOTOVTIMV 1) GAANDY DAK®OV OV TPOEPYOVTOL Amd TN (PTo1 TIG COLP®VA
LE TIG TOMIKEG OMOITNOELS KOU UE TLYOV 1oyvovta €bvikd ocvotiuate cvAioyne. Ta pétpa avtd
OTTOGKOTOVY GTNV TPOGTAGIN TOL TEPIPAAAOVTOC,.

SvpuPovievbeite tov KTNViaTpd GOC N TOV QUPUOKOTOIO GOG YL TOV TPOTO OmOpPPyng Tov
YPNOLLUOTOINOEVTMV PUPUAK®V.

14. TAZINOMHXIH TON KTHNIATPIKQN ®APMAKEYTIKQN ITIPOIONTOQN

Tavounon TOV KITNVWTPIKOV QUPLIKEVTIKAV TPOIOVTOV

Noa yopnyeitor LOVOV Le KINVIOTPIKT GLVTAYT.

15. APIOMOI AAEIAYX KYKAO®OPIAYX KAI XYXKEYAXIEX

Ap1Buog Adstoc Kvukhogopiog otnv EALada: 37653/04-06-2010/K-0150602

2V6KEVOOIEG

Yvokevacia blister (koyéin) 1 mmétag tov 2,68 ml.

Kovrti mov mepiéyet Onkn pe 1 blister (kowéin) pe 3 muméteg x 2,68 ml.
Kovrti mov mepiéyet Onkn pe 1 blister (koyéin) pe 4 muméteg x 2,68 ml.
Kovti mov mepiéyet Onkm pe 2 blister (koyéreg) pe 3 mméteg x 2,68 ml.

Mmropel va unv Kokho@opohv OAEG 01 GLGKEVAGIES.

16. HMEPOMHNIA TEAEYTAIAX ANAGEQPHXHYX THX EINIXHMANXHX

Hpepopnvia televtaiog avadedpnong g emonpovens
01/2024

Aemtopepeic TANPoPOpPieg Yo TO €V AOY® KTNVINTPIKO PAPUAKELTIKO TPOldv eivar dtabéoipueg otn Pdon
dedopévav g EE yuo ta ktnviatpikd mpoidvia.

17. XTOIXEIA EINIKOINQNIAX

Kédrtoyog g ddsag kukAogopiog:
Boehringer Ingelheim Animal Health France SCS
29 Avenue Tony Garnier, 69007 Lyon, ['oAAio

TapaockevaoTh VITEVOVYOC Y10 TNV OTEAEVOEPWON TOV TOPTIOWV:
Boehringer Ingelheim Animal Health France SCS

4 chemin du Calquet

31000 Toulouse, I"'aAAio

Tomikdc avTimpdGMTOS KOl GTOUYEIN EXKOWVOVIOS Yo TNV ava@opd mhavorloyodUeEveV aveETBOUNTOV
EVEPYELDV:

Boehringer Ingelheim Vetmedica GmbH

D-55216 Ingelheim/Rhein

TnA: +30 2108906300




18. AAAEX TAHPO®OPIEX

Alrec AN poPopieg

Dappoodvuvopkn:
H ourpoviln Bavatdvel Toug yoAhovg evidg 24 mpdv Kot TOVG KPOTMVEG Kot TIG Weipeg evtog 48 mpmv
petd v €kbeon.

19. OI AEEEIX «KATIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIGTIKA Y100 KTNVIOTPIKT XPTOT).

‘ 20 HMEPOMHNIA AHEHX

Exp. {uweeee}

‘ 21. APIGMOZX ITAPTIAAX

Lot {ap1Opoc}



