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 TTEPLEKETOL OTHY EEMTEPIKH CVOKEDOOIC.
Znv lepintwon Nol dev mpootiBetor pviio 0onyiov.

1. Ovopacio ToV KTNVIHTPIKOD QUPULAKEVTIKOD TPOIOVTOg

Frontline Combo 134,00 mg / 120,60 mg diéAvpa yio eniyvor o€ onpeio (spot-on) yio 6KOA0 peyEBoug
M

2% 2ovleon

Kabe mnéta tov 1,34 ml nepiéyst:

ApaoTIKE GVOTATIKA:

FaPrONiL. ..o e 134,00 mg
LS TS 1 110 o) (4 U< 120,60 mg
"Exodoyo:

Butylhydroxyanisole (E320).......c.iiuiiiiiiiii e 0,27 mg

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

0} 0T 1,34ml

Awwyég, Kopapeldypovv SidAvpa yio eniyvon oe onpeio (spot-on).

3. Eion {owv

Yxvlot (copatikov Bapovg 10 €wg 20 kg).

4. OepamevTiKég EVOEiLelg

No ypnoiponoteital Katd Tov LOAVVOE®VY €iTe LOVO e YOALOVG €T KOTE TOV WIKTOV LOADVGEMY IE

KPOT®VES KAUN WEIpES.

- Oegpameio TV poAbVee@V omtd yorrovg (Ctenocephalides spp). [lopacitoktévog dpdon Katd Tmv
VEOV HOAOVOEWMV OO EVAMKOVS WYOALOVG Yo 8 gfdopddec. ATOTPOT TOL TOAATAUCIOCUOD TOV
YOAL®VY UE QVOGTOAN TNG AVATTLENG TOV aVYDV (MOKTOVOG OpAoT)) KOl TOV TPOVOUPDV KOl TV
VOUO®V (TPOVOLPOKTOVOG dPAGCT)), Ol OTOIEC TPOEPYOVTIOL OO TO, CLYE TTOL OPIVOLV Ol MPILOL
YOAAOL, Y10 OKT® EROOUASEC LETA TNV EPAPLLOYY.

- Ogpancio TV poAOVee®V and kpdtwveg (Ixodes ricinus, Dermacentor variabilis, Dermacentor
reticulatus, Rhipicephalus sanguineus). To Tpoidv £yl mOPAGITOKTOVO dPAOT| KUTA TOV KPOTOVEOV
yio Tepiodo peypt 4 efOopadeg (PAoel TEWPALATIKOV SEGOUEVMV).

- Oegpancio TV poAdvoewv and yeipeg (Trichodectes canis).

To mpoiov pmopei va. ypnoomombel ¢ PEPOC TOV TPOYPAUUATOS Y10, TOV EAEYYO TG AAAEPYIKNG

Agppotitidag amd Yoriovg (AAY).

5. AvTevOEigelg

AOyo EMhenymng S100éc1umv oTotyeimv, To TPoioV dev Ba mPEmeL va PN GLLOTOLEITAL G€ KOVTAPLN NALKioG
puikpdTEPNG TOV 8 ELSOUAOMV.



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 mov €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 wov 6to (Mo Tapapeivouy KPOTWVEC 1 LETAOOGT LOAVGUOTIKNG VOGOU dev UTOpEl va
amokAgloTel TEAEI®S, €4V 01 cLVONKEG deV gival EVVOIKEC.

Ye mepintwon palikng polvvong 1 oty opyn TS £PUPUOYNG TOV HETPWV EAEYYOL, Ba Tpémel To
nepdiiov oto omoio dwfrovv ta {oa (to kodddt tov {dov, To KpePATL KOl oL GLVHBELG YDpOot
ovATOVoNG, OTOG YOAME Kot ETUTAC) VO OTOAVHOIVOVTOL LLE KATAAANAO TOPAGITOKTOVO KOl VO, TAEVOVTOL
TOKTIKGL.

Al (oo mov {ovv oto 1010 volkokvpld Ba mpémel emiong va vwoPdiloviol oe Oepameio pe Eva
KATAAANAO TPOiOV.

ISaitepec TPoELAGEELS Y10 TNV 0oQaAn Ypriom oTa gidn (hwv:

Noa amopebyetot 1 ET0ET] e TO PATIO TOV {DOV.

Eivar onuavtikd vo emPefordvetar Tt to mpoidv epupuoleTol 6€ TEPLOYN TNV 0Toio, dev Umopel va
yAietyet to {do kot va emPefarmverar 6Tt o {da dev yAeipouv To £va To GALO peTd T Bepamneia.

[Swaitepec mpoouAdéeic mov mpémet va AouBdvoviar omd To ATOUO TOL YOPNYEL TO KINVIOTPWKO
QOPUAKEVTIKO TPOTOV oe (da::

To mpoidv umopei va mpokorécel ovénuévo PrAevvmoovg cvotacnc opaiiukd Ekkpio Kot epedioud
TOV JEPUOTOG KOl TV HoTidv. Emopévac, 0o mpénetl va amopenyeton 1) ET0QN TOV TPOIOVTOG LLE TO GTOUA,
TO OEPUA KOL TOL LLATLOL

Atopa pe yvoot vrepevaicincia otn eurpovidn N oty (S)-pebompévn 1 oto owvomvevpa Bo mpénet
VO QTOPEVYOLV TNV EMAPN LE TO KINVIOTPIKO QOPUAKEVLTIKO TPOTOV. ATOQVYETE TNV EMOPN TOL
TEPIEYOUEVOL UE TaL OAYTVAN. AV 00TO GUUPEL, TAVVETE TA XEPLL [LE GATOVVL KoL VEPO.

Metd and katd Adbog emaen), Ta pdtio 0o Tpénel va EEmAEVOVTOL TPOGEKTIKG IE Kabapd vePO.
ITAévete ta xépro pLetd ™ xpnon.

Agv péner va yelpileote Ta vd Bepoameio {oa, £mg OTOL TO ONUEl0 EPUPLOYNE OTEYVDOGEL, KOl OEV TPEMEL
VoL EMTPETETOL 6TA TSI Vo Tl ovV pe Ta 7o Bepoameio {da, HEYPL VO GTEYVOGEL TO OTUEIO EPUPUOYNG.
Emopévaog, cvviotdtor o {da va unv vroPdilovtal og Oepameia katd Tt S1dpKeEd TNG NUEPOS OAAA
vopig To Ppddv kot dev mpémel vo. enttpéneTol Ta (Mo mov vroPfANOnkav tpoéceata oe Bepameia va
Kowovvton pali Pe ToVg 1010KTNTES, EOIKOTEPO UE TO TAUOLA.

Noa unv kanvilete, Tivete 1 Tp®OTE KATA T O1APKELN TNG EQAPUOYNC.



[Swaitepec mpo@LAGEELC Yo TNV TPOoTOGio TOL TEPPGAAOVTOC:

Ag Ba TPEMEL VAL EMTPENETAL GTOVG GKVAOVG VAL KOADUTTOVUV G€ ToTdpia 1 Aipveg émov {ovv vdpodfiot
opyavicpol yio 2 nuEPES PETA TNV €QapUoYN TOL TTPoidvtog (PA. mapdypoaeo Ewducég mpopuAdéelg
amOPPLYNG).

Eyxvpoovvn kot yodovyio:
Mmropei va ypnoiporon el katd tn S1dpKeLd TG KOMONG Kot TG Yohovyiog.

Yrepdocoroyia:
Noa un yopnyeital o€ veepPoiikr 66om.

Agv mopoatphOnkav avemBdunto copPdvta oe peréteg acparelog, Tov devepyndnkay o Kovtapia
niikiog 8 eBdopddmv, oe okOAOVE VIO avdmTuén Kol e okbAovg mov Luyilovv mepimov 2 kg mov
OepamedTnKay pic opd [LE TO TEVTATAAGIO TNG GUVICTMUEVNG dOONG.

O «ivduvog eppdviong avembountov copfdaviov (PAéne Tapdypapo AvemBounta coppdvia) propei
opmg va ovénbei og epintwon vrepdocoroyiog, omote ta (da Oa mTpénet va Oepamedoviol TavIa Ue TO
om0t néyebog mmETAG COUPVA UE TO COUATIKO PApog TOVC.

7. AvemOopunrta coppavra

Xxolot:

Iorb omévia (<1 {®mo / 10.000 vwd Ogpameio (®a, copmePLapPavouévOy TOV PEROVOUEVOY
avaPopaV):

Avtidpacelg 610 onpeio pappoyns (omoypopoTIcHds Tov déppatoc’, andieta Tpyyduatoc’, Kvnopog',
gpuOpomTal). Tevikevpévog KvopoS 1 amdAsl TPL®dUATOS. YTepBoAikny cleddppota’, EusToc,
OVOTVELGTIKG GUUTTOMOTO. AvEnpévn svaonoia oe epedicpota’, katdmtoon’®, dAla vevpikd
ocopumtdpaTe’.

' TIapoducéc.

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

3 Avootpéyun/a.

H avagopd avembountov copPdvrtov eivar onuovtikr. Emtpénel t cvveyn mapaxorovbnon g
aoQiAelng €VOG TPOlovToc. Edv mopatnpioete omolodnNToTte avemBOunTn evépyela, akopo Kol ov Ogv
OVOPEPETOL OTO ECOKAEIGTO PUALO 0dNYIOV YPNONG N AUPIPAAAETE V1oL TNV OTOTEAECUATIKOTITO TOV
QopUaKOoV, TopakodeicOe va emikovmvnoete, kaTapyds, pe Tov Ktnviatpd cag. Mmopeite emiong va
aVOPEPETE OTTOLONTOTE AVEMOOUNTO GLUPAVTA GTOV KATOYO TNG GOEG KUKAOPOPING 1 GTOV TOTIKO
AVTITPOCHOTO TOV KATOYOL TNG ASEG KUKAOPOPIOG YPTCLOTOLMVTOG TO, GTOLYELN EMKOVAOVIOG OVTNG
NG EMONUOVONG N LEC® TOV €BVIKOD GOG GLUGTILLOTOG AVAPOPAC.

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

8. Aocoloyia Yo kG0g €id0g, TPOTOS KAl 0001 YopNyNoNS
Xpnon pe eniyvon oe onueio (spot-on).

H egAdyiotn doon eivan 6,7 mg/kg copatikod Bapovg pupovidn kot 6 mg/kg copatikov Bapovg (S)-
uebompévn, mov avtiotolyei o€ pia mméta tov 1,34 ml (M) avd ckdro (mov Quyilel avo tov 10 kg kot
¢mg 20 kg).

[Na ™ dwoediion g opBng docoloyiog, T0 copatikd Bapog mpémel va mpocsdlopiletal pe 660 10
dvvatov peyarvtepn axpifeto. H vrodocoloyia Ba pmopohoe vo 00N yIOEL GE U1 ATOTEAEGLLOTIKN XPNOMN
KoL UTOpEl Vo, E0VONoEL TV avAmrTuén ovOEKTIKOTNTOC.

Mo Tapacitdcelg and YOHAALOVS KOV KPOTMVES, 1) AVAYKT KOl 1] oLYVOTNTO ETAVAANYNG Bepomeioc(mv)
Ba mpénel va Paciletal o ovufovin and emoyyelpotio Kot 0o mpémel va Aappdvetor vIdyn N TOTIKN
EMONUIOAOYIKT KOTAGTOON Kot 0 Tpodmog (mng tov (dhov. Adym EAAElyYNC HEAETOV AGOAAELNG, TO
pecodtdotnua peta&d Tov Oepaneldv tpénet va eival TovAdyioTov 4 gfdouaded.
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Mmropei va mapatnpnBodv cto onpeio epoppoyng mapodikég arlayég oto Tpiyoua (KoAA®Ies/Mmapd
TPIYOU).
9. Odnyies Yo T o®GTH Yop1yNOoN

MéBodog yopnynong: PAéne v e&mtepikn cuokevAGia

10. Xpdvor avapoviig

Agv 1oyvet.

11. Ewwkég ouvOnikeg owatiipnong

Na pvidooetar o€ BEom, Vv ool dev PAETOLY Kot dev Tpooeyyilovy Ta Tandid.

Na pnv pvrdcocetot og Beppoxpacia peyorvtepn tov 30°C. Na puAdcoeTal 6TV opylKi GUGKELOGIAL.
Na pn xpnoyonoleitot avTd To KTNVINTPIKO QOPUAKEVTIKO TPoidv petd v nuepopunvio ANEng mov
avaypaeetol oto kKovti petd 1o Exp. H nuepounvia AMEewmc copmintel pe v TEAELTOIN NUEPA TOV
GLYKEKPYLEVOL U VaL.

12. Ewwkéc mpo@urdéerg amoppryng

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

AVTO T0 KTNVIOTPIKO QOPUAKEVTIKO 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 TPOYPAUUATO ETOTPOPNG PUPUAK®Y VIOl TNV OTOPPWYTN UN XPNOLOTOMOEVTDV
KTNVIATPIKOV QOPUOKEVTIKAOV TPOTOVIMV 1 GAAWDV DAIKOV OV TPOEPYOVTOL aTd TN (P o1 TIG COLPMVA
LLE T1G TOTIKES OTOLTIOELS KOL [LE TUYOV 1GYVOVTO EBVIKA GLGTLOTA GLAAOYNG.

Ta pétpa ovTd ATocKomoHV 6TV TPOCTAGIN TOV TEPPAALOVTOC.

YvpuPovievbeite tov KTNVioTPO GOC N TOV QUPUOKOTOIO GOG YL TOV TPOTO OmdpPyng Tov
YAPNOWOTONOEVTOV PAPUAKDV.

13. Ta&vopnon TOV KTNVIOTPIKAOV QUPLIKEVTIKOV TPOTOVTMV

Na yoprnyeitatl LOVoV Le KINVIOTPIKT GLVTOYT.

14. ApwOpoi 4o€10.g KOKLOPOPIOG KOl GVGKEVAGIEG
Ap1Buog Adsiog Kvkhopopiog otnv EALGda: 37655/04-06-2010/K-0150604

Onkn mov mepi€yet o€ blister (kKoyéAn) pio miméta towv 1,34 ml.

Kovrti mov mepiéyet Onkn pe 1 blister (kowéin) pe 3 muméreg x 1,34 ml.
Kovrti mov mepiéyet Onkn pe 1 blister (kowéin) pe 4 muméteg x 1,34 ml.
Kovrti mov mepiéyet Onkn pe 2 blister (koyéreg) pe 3 mméteg x 1,34 ml.

Mmropel va unv Kokho@opoOV 6o.¢ 01 GLGKEVUGIES.



15. Hpepopnvia televtaiog avade@pnong Tov QUALOV 00YIAV YPNONG
01/2024

Aemtopepeic TANpoPopieg Yo T €V AOY® KTNVINTPIKO PAPUOKELTIKO TPOTOV eivar dabéoeg otn Pdon
dedopévav oag EE yia ta ktnviatpucd tpoiovta (https://medicines.health.europa.eu/veterinary).

16. ZXtoyyeia emkovoviag

Kértoyog g ddetac kukAogopiagc:
Boehringer Ingelheim Animal Health France SCS
29 Avenue Tony Garnier, 69007 Lyon, I'aA\io

Iapaockevaoth VTEVOBVYOC Yo TNV OTEAEVOEPOON TOV TOPTIO®V:
Boehringer Ingelheim Animal Health France SCS

4 chemin du Calquet

31000 Toulouse, I'aAAio

Tomikd¢ avTimpdGOTOS KOl GTOUYEIN EXKOWVOVING Y10 TNV avapopd mhavorloyoduevav avemBountwy
EVEPYELDV:

Boehringer Ingelheim Vetmedica GmbH

D-55216 Ingelheim/Rhein

TnA: +30 2108906300

17. Alheg mAnpo@opisg

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



FRONTLINE COMBO SPOT-ON DOG M

2V6KEVAGIN GUVOVAGHOV ETICTRAVENS KUl GVALOV 00N Y1V (piiong Yia blister (koyéin)
1 mrétog
O1 THPOPOPIES TOV AVOPEPOVTAL TOPAKAT® EUPOVILOVTOL OTHYV EGWTEPLKY TAEVPO. QVTHGS THG
OVOKEDOOLOS CVVODOGUOD ETLTHUAVONS KOL POALOD 0ONYLDV XPHOHG.

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Frontline Combo 134,00 mg / 120,60 mg diéAvpa yio exiyvorn o€ onueio (spot-on) yio 6kOA0 pey€Boug
M

2. YXYNOEXH

Ka0e mnéta tov 1,34 ml nepiéyet:
ApPUoTIKA GVOTATIKG:

FaPTONIL. .o e e 134,00 mg

[ 88111 1) 01 (=3 1 120,60 mg
"Exodoyo.:

Butylhydroxyanisole (E320).......ouiiiiiiii e e 0,27 mg

Butylhydroxytoluene (E321).......oiiiiiiiiiiiii e e e 0,13 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 0OTEPICKOG PETE TO, TOGOOTA LE pia eme&nynon Kovtd
61NV ovopacia tov Tpoidvtog. |

Aly£g, KopapeAoypovy S1dAvHe Yio ETiyvon oe onueio (spot-on).

3. YYXKEYAXIA

1,34 ml

4. EIAH ZQQN

INa oxdrovg 10 — 20 kg (M)

5. OEPAIIEYTIKEX ENAEIZEIX

OepomevTiKég evoEitelg

No ypnoiponoteital Katd Tov LOAVVOE®VY €iTe LOVO e YOALOVG €T KOTE TOV WIKTOV LOADVGEMY [IE

KPOT®VEC KAUM WEipEG.

- Oegpameio TV poAdveewv amd yorrovs (Ctenocephalides spp). [lopoacitoktévog dpdon Kot Tmv
VE®V HOADVOE®VY A0 EVAAIKOVS WOALOVG Yo 8 EBSOUAdES. ATTOTPOTT TOV TOAAOTANGIAGLOD TMV
YOA®V L€ OVOGTOAN TNG AVATTVENG TOV AVY®V (MOKTOVOG dpAoT) Kol TMV TPOVOUE®OV KoL TOV
VOUQ®V (TPOVOLPOKTOVOG OPAGCT)), Ol OTOIEC TPOEPYOVTIOL OO TO, CLYE TTOL OPIVOLV Ol MPILOL
WYOALOL, Y10 OKT® ERSOUAOEG LETA TNV EQAPLOYT.

- Ogpancio TOV poAdvoewv and kpotwveg (Ixodes ricinus, Dermacentor variabilis, Dermacentor
reticulatus, Rhipicephalus sanguineus). To Tpoidv &yl TOPAGITOKTOVO dPAoN KATE TV KPOTOV®V
v Tepiodo péypt 4 efSopddeg (PAoel TEWPAUATIKOV SESOUEVDV).
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- Oegpameio Twv poAdveewv and yeipeg (Trichodectes canis).
To mpoiov pmopel va, ypnoomombel ¢ PEPOS TOV TPOYPALUATOS Yo, TOV EAEYYO TS AAAEPYIKNG
Agppatitioag and Yorliovg (AAY).

6. ANTENAEIZEIX

Avtevoeilelg

AOY® AL ey G StaBEcImVY oTOoLKEIWV, TO TPOTOV dev Ba TPEMEL VoL PN oHOTOLEITOL 68 KOVTAP10 NAKioG
puikpoTEPN G TOV 8 ERSOUAIMV.

Na pnv ypNoHoToIELTAL 68 KOVVEMO, KAODG EVOEYETAL VO, ELPAVICTOVV OVETIOOUNTES EVEPYELEG,
axoun ko Ovntotnta. EAdelyel peletmv, n xpnomn Tov Tpoidviog dev GLUVICTATOL GE [T EVOEOELYUEVA
glon.

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

AvT0 10 TTPOTIOY Y€ dMovpyNOel 101KA Yo oKOAOVG. Nol v yp1olLonToleital 6€ YATES Kot Kouvafia,
KkaBdc ovtd Ba pmTopoHoe va 0dMyNoeL € LITIEPSOGOLOYIAL.

Na unv yproyLonoteitol 6€ mePinT®ON VIEPEVAIGHNGIOG O6TA HPACTIKA GLOTATIKA 1) GE KOO0, EKS0YT.

7. EIAIKEX ITPOEIAOIIOIHXEIX

E1dkég mpogrdomon)oelg

H dokomnn ypnomn avTImopacitik@y 1 1 ¥pNon Tov TapeKKAveEL amd Tig 0dnyieg mov €xovv dobel oty
ITepiinyn tov Xapaktnpiotikdv Tov [Ipoidvtog pmopei va avENcet v mieon emA0YNG TPOG avATTLEN
avOEKTIKMOV OTELEXDV Kol VO, 0Ny OEL O HEI®UEVT amoTerecpatikotnTo. H amdeacn yio ) xpnon tov
poidvtoc Ba mpémel va Pacileton oty emPefainon Tov TapactTiKod €I00VE Kol TOV QOPTIOL 1 TOL
KIvOOVOL TTapacitwong pe Paon To ETONUIOA0YIKA YOpOKTNPLETIKG TOV, Yo Kabe pepovouévo (mo.
To Aodoyo N 1 dwPpoyn 1e vepd evTOg 2 NUEPDY PETA TNV EQOPLOYT TOV TPOIOVTOC KOl TO AOVGLUO GE
ouXVOTNTA HEYOADTEPT amd pio eopd tnv gPfdopdda Bo mpémel va amopevyovial, Kabmg dev €xet
OtevepynOet kapio peAétn yio v €EETAOT TOL KATA OGO 0VTO EXNPEALEL TNV OMOTEAEGIATIKOTNTO TOV
TPO16VTOS. MTTOpovV Vo ¥pNoioromBovy LOAOKTIKG GOUTOLAY TPV oo T Bepomeio, aALG HEW®VOLV
T JdpKELD TNG TPOOTAGING KOTA TV YOAA®V o€ mePinov 5 efOOUAdES, OTOV YPNCILOTOOVVTAL GE
gfoopadiaio Pdon petd v epappoyn tov mpoidvtog. ERdopadiaio AoVCIHO HE QOPUAKEVLTIKO
OOUTOVAV OV TTEPEXEL 2% YAWPEELDTVN OEV EMNPEACE TV OMOTELEGLATIKOTNTO KATA TOV YOALWDV KATA
T Sudpkela piog perétng 6 efdouddwv.

e mepintwon wov 6to (Mo TapapEivoUY KPOTWVEC N LETAOOGT LOAVGUOTIKNG VOGOU dev UTOpEl va
amokAgloTel TEAEI®S, €4V 01 oLV KES deV gival EVVOIKEC.

e mepintowon Palikng polvveong 1 oty opyn TS €PUPUOYNG TOV HETPOV EAEYYOL, Ba TpEmel To
nepdiiov oto omoio dwfrovv ta {oa (to kodddt tov {dov, To KpePATL KOl oL cLVHBE YDpot
oVATOVoNG, OTOG YOAME Kot ETUTAC) VO OTOAVHOIVOVTOL LE KATAAANAO TOPAGITOKTOVO KOl VO, TAEVOVTOL
TOKTIKGL.

Al (oo mov (ovv oto 1010 volkokvpld Ba mpémel emiong va vwoPfdiloviol oe Oepameion pe Eva
KATOAANAO TTPOToV.

ISaitepec TPOELAGEELS Y10 TNV 0oQaAn Yprion o1a gidn (hwv:

Noa amopebyeTot 1 ET0E1] LE TO PATIO TOV {DOV.

Etvar onuavtikd va emPeformvetal 6Tt 1o Tpoidv epappoletal oe meployn TV omoia dev UTopel va
yAietyet to {do kot va emPefoarmverar 6t o {da dev yAeipouv To £va To GALO peTd T Bepameia.




[Swaitepec mpoovAdéelc mov mpémet va AouBdvoviar omd To GTOUO TOL YOPNYEL TO KINVIOTPWKO
0opLaKEVTIKO TPoidv ce Lo

To mpoidv umopei va mpokorécel avénuévo PAevvmOovg cvotacns opaiiukd Ekkpia Kot epediopd
TOV JEPUOTOG Ko TV HoTidv. Emopévac, 0o mpénel va amopevyeton 1) ET0QN TOV TPOIOVTOG LLE TO GTOUA,
TO SEPOL KOL TO, LATLOL

Atopa pe yvootn vrepevotstncio ot eurpovidn | otnv (S)-puebompévn 1 oto owvdmvevpa Ba Tpémet
VO QmOPEVYOLV TNV EMOPN HE TO KINVIATPIKO QOPUAKELTIKO TPOTOV. ATOQVYETE TNV EMOPN TOL
TEPIEYOUEVOL UE TaL OAYTLAN. AV 0vTO GLUPEL, TAVVETE TA XEPLL [LE GOTOVVL KoL VEPO.

Metd and katd AdBog emaon, Ta patio 0o Tpénel va EeMAEVOVTOL TPOGEKTIKA Ie Kabapd vePO.
ITAévete ta xépro pLetd ™ xpnon.

Agv mpémer va yepileote to v Oepamneio (da, £0C OTOL TO GNUELD EPAPUOYNC GTEYVAGEL, Kot OEV TPETEL
Vo EMTPENETOL OTA TSI VoL Tailovv pe Ta Vo Bepaneio {da, HEYPL VO GTEYVAOGEL TO OTUEIO EPUPUOYNG.
Emopévemg, cuvictaror to {da va pnv vrofdiiovtal og Oepameio katd tn S1dpKed TG NUEPOS OAAG
vopig to Ppddv Kot dev mpémel va emitpémeTon to. (Do mov vroPfANnOnkav tpdcpata oe Bepaneia vo
Kowovvton pali pe Toug 1010KTNTES, EOIKOTEPO IUE TO TAUOLA.

Na pnv xanvilete, Tivete 1 TpmTE KATA T S1APKELN TNG EQAPUOYNC.

IS1aitepec TPo@LAGEELS Yo TNV Tpootacio Tov nepifdilovtoc:

Ag O TPETEL VL EMTPENETAL GTOVG GKDAOVG VO KOADUTOOV G€ moTdpia 1| Alpveg 6mov {ovv vdpdpiot
opyoviopol v 2 nuépeg Hetd v epoppoyn tov mpoidvtog (BA. mapdypapo Eidikég mpopuldéelg
amdppIyNg).

Eyxvpocvvn kot yorovyia:
Mmropet va. ypnoiporonel katd tn S1dpKeLd TG KOMONE Kot TNg Yohovyiog.

Ynepdocoroyio:
Na pn yopnyeital o€ vrepPoiikn 60om).

Agv mopatnpnnkov avembounta copPdvta oe peAéteg aopaAElnc, TOL dlevepynOnkav o Kovtdfila
niwiag 8 efdouddwv, ce okvAoVg 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 coppdvra) pmopsi
opm¢ va avénbet o mepintmon vrepdocoroyiag, ondte to {ma Oa mpémel va Bepomedoviol TavTa e TO
owotd pnéyebog mmétag cOUP®VA LE TO COUATIKO BApog TOoVG.

8. ANEINIOYMHTA XYMBANTA

AvemOopunta copfavro

YKoAot:

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

Avtidpaoelg 610 onpeio pappoynis (omoypopoTIcuds Tov déppatoc’, andieta Tpyduatoc’, kKvnopog',
gpuOpomTa’). Tevikevpévog KvopoS 1 amdAEl TPLY®UATOS. YTepBoAlikny Gleddppota’, Eustoc,
QVOTTVEVLOTIKG cLUmTOMATO. Avénpévn svacbnoio os epebiopata’, katdmtoon®, GAlo VeLPIKE
coumTdOpUATe’.

' Tapodukéc.

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

3 Avootpéyiun/a.

H avagopd avembountov copPdvrtov eivar onuovtikr. Emtpénel t cvveyn mapaxorovbnon g
aopiAelng gvOg TPolovtoc. Edv mopatnpioete omolodnNToTte avemBounTn evépyela, akopo Kol ov Ogv
OVOPEPETOL OTO ECOKAEIGTO PUALO 0dNYIOV XPNONG N AUPIPAAAETE V1oL TNV OTOTEAECUATIKOTITO TOV
Qopuakov, mopokareiche vo emtkovovioete, Katapyds, Ue TOV KTnviatpd cag. Mrmopeite eniong va



OVOPEPETE OTOLONTOTE AVETOOUNTO CLUUPAVTA GTOV KATOYO TG GdEG KUKAOPOPING 1] GTOV TOTIKO
AVTITPOGMOTO TOL KATOYOV TNG AOELIG KUKAOPOPING YPTCLOTOIMVTOG TO GTOLYELN EMKOIVAOVING OLTNAG
NG EMONUOVOTG 1] HECH TOV €0VIKOD 0O GLGTHUATOG AVOPOPAG.

EXLGda: EBvikog Opyaviopog @apudkmv: e-mail: vetpharmacovigilance@eof.gr

9. AOXOAOITA I'TA KAQE EIAOZ, TPOIIOX KAI OAOI XOPHI'HXHX

Aocoloyia Yo kG0g €id0g, TPOTOS Kl 0001 yopnynong

Xpnon pe eniyvon oe onueio (spot-on).

H eAdyiotn doon eivan 6,7 mg/kg copatikod Papovg eurpoviin ko 6 mg/kg copatikod Bapovg (S)-
pebompévn, mov avtiotoryel og pio mméta tov 1,34 ml ml (M) avd cxvro (mov Quyilel dvo Tov 10 kg
ka1 €o¢ 20 kg).

Mo ™ dwoediion g opBng docoloyiog, T0 cmpatiKd Bapog mTpémel va Tpocsdlopiletal pe 660 10
duvatov peyarvtepn axpifela. H vrodocoroyia o pmopodoe va 0dNyICEL GE LN ATOTEAEGLLATIKY (PTON
KOl LTOPEL VOL EDVOTIOEL TV OVATTTLEN AVOEKTIKOTNTOC.

IMo Topacitdcelg and YHAALOVS KOV KPOTMVES, 1) OVAYKT KoL 1] cuyvOTnTo ETavaAnyng Bepaneiog(wv)
Oa mpémel va Paciletar e cupPovAn amd emayysApatio kot Oo Tpémel va AapuBavetal vwoOyY” 1 TOTIKN
EMONUIOA0YIKT] KatdoTaon Kot 0 Tpdmog {ong Tov {dov. Adym ¢ EAAEWYNG LEAETOV AOPUAELNG, TO
pecodidotnua HeTa&d TV Oepaneldy tpénet va eivol TovAdyIoToV 4 gfdopadEC.

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

Oonyieg Yo T 66T LOopyNOoN

1-BydAte v muméto amd T GLOKELAGIOL.

2-Kpatiote v muméta kabeto. XTomote ELo@pd T0 GTEVO TUNUO TNE TTETAS, Yo Vo, ETPePardoeTe
OTL TO TEPIEYOUEVO TOPAUEVEL GTO KVPImG TUApa TNG TméTas. Tpafnéte 1o dxkpo mpog ta Tico.
3-Xwpiote 10 Tpiyoua Tov {hov petald TV oUoTAATOV, £mG 0TOL Govel To d0épua. Tomrobetnote v
GKpM TNG TIETOG OTO OEPUN KOl TIEGTE TNV MIMETA OPKETEG QOPES, UEYPL VO UOEIACEL EVIEADS TO
TePLEXOUEVO NG amevbeiog Tavm oto déppa og Eva onpeio.

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

11. XPONOI ANAMONHX

Xpovor avapovig: 6gv 1oyVEL.

12. EIAIKEX XYNOHKEX AIATHPHXHX

Ewdwkéc ovvOnkeg dratipnong

Na pnv pvrdcceton og Beppoxpacia peyorvtepn tov 30°C. Na puAdcoeTal 6TV 0p)IKT] GUGKELOGIAL.
Na puAdooetatl o Béon, TV omoia dev PAETOLY Katl dev Tpoceyyilovv Ta ToLdd.

Noa pnv xpnoonoteitor avtd 10 KTNVINTPIKO POPUOKEVTIKO TPOTOV HETA TNV Nuepounvia AMéng, mov
avaypaeetal 6t ovokevacio, blister (koywéing) petd to Exp. H nuepoumvio Méewc coumintel pe myv
TEAELTAIN NUEPO TOV CLYKEKPIUEVOD LN VAL



13. EIAIKEX ITPO®YAAZEEIX AIIOPPIYHX

Ewwéc mpoeurders andoppryng
Ta eapuaKe dev TPETEL VO OTOPPITTOVTOL LEGH TV ADUATOV ) TOV OIKIIK®OV OTOPANTOV.

AVTO TO KTNVITPIKO QAPLOKEVTIKO TPOIOV OEV TPEMEL VO EIGEPYETAL GTOV VIPOPOPo opilovta, Kabdg
N eurpoviin kot 1 (S)-pebompévn evdéyetan va givar emikivovveg yia Toug ybeic kot dAlovg voPOLovE
opyaviopovs. No un HoAOVETE AMpveg, KavaAlo vepod 1 YOVTAKLL [E TO TPOTOV 1 LE AOEOVE TEPIEKTEC,
XPNOYOTO|OTE TPOYPAUIOTO ETOTPOPNS PAPUAK®Y Yo TNV OXOPPWYT PN XPNoiponomféviov
KTNVILTPIKOV QOPUOKEVTIKAOV TPOTOVIMV 1 GAANDY DAMK®OV OV TPOEPYOVTOL amd TN (PTOT TIG COLP®VA
HE TIG TOMIKEG OMOITNOELS KOL UE TLYOV 1oyvovta €bvikd ocvotiuate cvAioyne. Ta pétpa avtd
OTTOGKOTOVY GTNV TPOGTAGIN TOV TEPIPAAAOVTOC,.

YvuPovievbeite tov KTNViaTPd GOC N TOV QUPUOKOTOIO GOG YL TOV TPOTO OmOpPPyng Tov
YPNOLLUOTOINOEVTMV PUPUAK®V.

14. TAZINOMHXIH TON KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTOQN

Tavounon TOV KTNVWTPIKOV QUPLIKEVTIKAV TPOIOVTOV

Noa yoprnyeitatl LOVoV L KINVIOTPIKT GLVTOYT.

15. APIOMOI AAEIAYX KYKAO®OPIAYX KAI XYXKEYAXIEX

ApBpdg Adetag Kukhopopiag otnv EAAGda: 37655/04-06-2010/K-0150604

2V6KEVOOIEG

Onkn mov mepi€yet o€ blister (kKoyéAn) pioa miméta towv 1,34 ml.

Kovrti mov mepiéyet Onkn pe 1 blister (kowéin) pe 3 muméteg x 1,34 ml.
Kovrti mov mepiéyet Onkn pe 1 blister (kowéin) pe 4 muméteg x 1,34 ml.
Kovti mov mepiéyet Onkm pe 2 blister (koyérec) pe 3 mméteg x 1,34 ml.

Mmropel va. unv KokAo@opoOV OAEG 01 GLCKEVAGIES.

16. HMEPOMHNIA TEAEYTAIAYX ANAOEQPHYXHY THX EINIXHMANXHX

Hpepopnvia televtaiog avadedpnong g emonpoveng
01/2024

Aemtopepeic TANPoPopieg Yo To eV AOY® KTNVINTPIKO PAPUOKELTIKO TPoToV etvar dabéoieg otn Pdaon
dedopévarv ¢ EE yuo ta ktnviwotpikd tpoidvta.

17. XTOIXEIA ENNIKOINQNIAX

Kdatoyoc g ddetag kukhoopiog:
Boehringer Ingelheim Animal Health France SCS
29 Avenue Tony Garnier, 69007 Lyon, ['oAAio

TMapackevaotic vTevbuvoc Yo thv arelevdépmwon TV TaPTid®V:




Boehringer Ingelheim Animal Health France SCS
4 chemin du Calquet
31000 Toulouse, ['aAAia

TomkoC oVTITPOCMTOC KOl GTOYEI ETIKOVOVIOS Y10, TNV avaQopd THavoloyoueveV avemifdunTwy
EVEPYELDV:

Boehringer Ingelheim Vetmedica GmbH

D-55216 Ingelheim/Rhein

TnA: +30 2108906300

18. AAAEX ITAHPO®OPIEX

Addeg TANPOQOPiES

DoppoKoduVopIK:
H oupoviln Bavatdvel Toug yoAhovg evioc 24 wpadv Kot TOVG KPOTMVESG Kot TIG Weipeg evtog 48 mpmv
uetd v éxbeon.

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

ATOKAEIGTIKA Y10 KTNVIOTPIKT XPT o).

| 20. HMEPOMHNIA AHEHE

Exp. {uw/eeee}

| 21.  APIOMOX IAPTIAAY

Lot {ap1Ouog}



