NEPIAHYH TON XAPAKTHPIETIKOQN TOY IPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX
Frontline Tri-Act 67,6 mg / 504,8 mg Si1dAvpa yio emniyvon o€ onpueio (spot-on) yio ckHAOLG 5-
10 kg

2. MOIOTIKH KAI IOXOTIKH XYNOEXH

Kd&be mméta tov 1 ml mepiéyet:

ApOOTIKG GVOTATIKA:

2102180 P
67,6 mg

Permethrin. .. ..o 50

4,8 mg

"Exdoya:

Mowtiki} o6vvleon ekd6y@v kKo  Ghlov | [locoTiky 6vvOeon av ov TANpPoPopiss aVTEG
GULOTUTIKAV givar onpavtikég yio T 6ot XopRynon Tov
KTNVIITPIKOV QUPRAKEVTIKOD TPOIGVTOG

Butylhydroxytoluene (E321) 1,125 mg

N-methylpyrrolidone 393,7 mg

Medium-chain triglycerides

Aloyég Aypopo £m¢ KITpvo-Koeé S1AALLA Yio. emiyvor o€ onueio (spot-on).

3. KAINIKEY MAHPO®OPIEX

3.1 Eion {oov

2KOAoL

3.2  OgpomevTikég gvoeielg Yo ka0e €idog Loov

Mo ™ Bepaneia kot TNV TPOANYN TOV TOPACITOGEDV OO YOAALOLE Ko/ KPOTMVES, Kol OOV
n onodnorn (dpdon katd TG TPOCANWYNG YEVUOTOC) KATG TMOV CKVIT®V, TOV HUYOV HE
OTOUATIKA LOPLO VOGGOVTOG TOHTOL KOUT TMV KOVVOLTIL®V EIVOL OTOpaiTnTI).

o YoAhot
Ogpancio Kot TPOANYN TOV Topactd@ceny amd yorllovg Ctenocephalides felis kot mpoAnyn
TV mapacrtdcenv and yorlkovg Ctenocephalides canis. Mio Bepameio mpohapfaver véeg
TAPACITAOCELS OO YOAAOVS V1oL 4 EBOOUAdEC.
To kvwaTpkd EapUAKELTIKO TPOTOV UTOPEL VA Y1 CLLOTOIN Ol G HEPOC TNG GTPUTNYIKNG Y10l
) Oepaneio TG aAlepyIKNG deppoTitidng amd YOALOVS, OTTOV avTh £XEl 1O dlayvmcbel amod
TOV KTNVIiaTpo.

o Kpdtwve
Ogpancio kol TPOANYN TV Tapacrtdcenv and kpdtwveg (Dermacentor reticulatus, Ixodes
ricinus, Rhipicephalus sanguineus). Mia Oepamneio oxot@vet (Dermacentor reticulatus, Ixodes
ricinus, Rhipicephalus sanguineus) ko aw6ei (Ixodes ricinus, Rhipicephalus sanguineus) tovg
KkpOtovee yio 4 £fdopnddeg petd ) Oepameia, kot anwbei tovg Dermacentor reticulatus and v
7" nuépa €oc kot 4 efoopadeg petd tn Oepamneia.



o Kovvoimio Kol GKVITEC
Anw0ei (dpaon katd tng Tpdoinyg yevuatog) tig okvineg (Phlebotomus perniciosus) yia 3
gPfdopddeg kat ta kovvovmia (Culex pipiens, Aedes albopictus) yia 4 efdouddes.
Yxotovel Ti¢ okvineg (Phlebotomus perniciosus) kot To kovvovmia (Aedes albopictus) yo 3
ePdopadeg.
Meiwon tov Kwvédvov udivveng ue Leishmania infantum péow petddoong amd okvimeg
(Phlebotomus perniciosus) yia émg 4 gpdopddec. H emidpaon sival Eppeon Adyo tng dpdong
TOV TTPOIOVTOG EVAVTLO. GTOV POPENL.

o XtafAdpvyec
AnwBel (Opdomn katd TG TPOGANYNG YELLOTOC) KOl OKOTMVEL TIg oTtaPAdpvyec (Stomoxys
calcitrans) yiwo 5 eBdouddec.

3.3  Avrevositeg

No pn ypnowonoteiton o€ dppwota 1 VO avdppwon Loa.

AVTO 1O KTNVIOTPIKO POPLOKELTIKO TPOTOV TpoopileTal yia ypion Hovo 6 okOAoVG. Na pun
YPNOWOTOLEITOL GE YUTEC Kol KOVVEALD, O10TL pmopel va, cuuPfodv avemiBounteg avidpacels,
axopa kot 0avotog (PAéne mapdypapo 3.5).

No unv ¥pnoomoleital o€ TEPIMTOOT VIEPELAICONGING GTO SPUCTIKE GLOTATIKA 1) GE KATOL
éxdoyo (PAéme emiong mapdypago 3.5).

3.4 Ewwkéc mpogrdomoun|oelg

H meprrtn yp1ion avTimeposITik@y 1 1 (PN o1 7oV UTOKAIVEL O TIG 001 YIEC TOL vy PAPOVTOL
omv Ilepiinyn tov Xapaxmpiotikov tov [Ipoidvtog evdéyeton va avéfcovv v mieon
EMAOYNG OVTOYNG KOl VO 0ONYNOOVV OE UEIUEVT amoterecpatikotnto. H andpaon ya
¥PNON TOL TTPoidvToC mpénel va Pocileton otnv emPePainomn Tov TOPAGITIKOD EIG0VE KOl TOV
(QOpTIOL 1 TOVL KIVODVOL TTOPAGITOGCNG HE PACT TO EMONUOAOYIKE XOPAKTNPIOTIKAE TOV, Yo
kd0e pepovapévo {mo.

Mmopei va. vapéel TPOGKOAANGT] UEUOVOUEVAOV KPOTOVOV 1 ONYUOTO OO0 HEUOVOUEVA
KovvouTe 1) okvines. [a to Adyo avto, N petddoon maboyovav amd avtd to apbpomoda, dev
UTopel Vo amOKAEIGTEL EVTEAMG, €0V Ol cuvOnKeg gival dvopeveic. MepoOVmpIEVOL KPOTOVES
umopov va mpocaptovy kol vo omoKoAANOovuv péca oTig TpdTeg 24 MPEG UETG TNV
mopOciTOon Kot €0V KpOTOVES elval TOPOVIEC KATE TNV €QPOPHOYN TOL KINVIOTPUKOD
(OPLOKEVTIKOD TPOTOVTOC, Umopel va urn Bavatwbodv Lot eviog 48 wpdv petd  Bepameio.
H dueon mpoctacio gvivtio otig okvineg dgv tekunpuovetat. [a ) peioon tov Kvduvov
puoivvong pe Leishmania infantum péoo petddoong amd oxvineg (Phlebotomus perniciosus),
o1 vmd Bepamneio oKOAOL TPETEL VO PPioKOVTOL GE TPOGTATEVUEVO TEPIPAALOV KT T dtdpKeLa
TOV 24 TPOTOV OPOV LETA TNV APYIKY EQAPLOYN TG Bepameiog.

To KTNVWOTPIKO POPUOKEVTIKO TPOIOV TOPUUEVEL ATOTELEGLOTIKO KOTA TV YOAL®V, OTAV T
(oo Bpiokovtal 610 vePOd TMEPIOTAGIOKA (.. KOALUPNON, Urdvio). Qotdc0, dev Tpémel va
EMTPEMETOL GTOVG GKVAOVS VO KOALLITOUV 1 VoL Aov{ovTal e Gapmovdy evioc 48 wpav petd
TNV €QOPLOYT TOV TPOIOVTOS. ATOQVYETE TN GLYVY KOALUPNON 1| TO PUTAVIO TOV CKOA®V UE
COUTOVAY, KAOMG 0uTO UTOPEL VoL ETNPEAGEL APVNTIKE TN S10THPTOT| TNG OMOTEAEGLOTIKOTITOG
TOV TTPOIHVTOG,.

[pénet va e&etdleton To gvdeyOevo dAla (da TOL 1510V VOIKOKLPLO VO, ATOTEAOVY TNYN VENG
TAPAGITOONG Ao YOALOLG KA/ KPOTWVES KOl TPEMEL VAL YOPTYELTAL TO KATAAANAO TTpoidv e
ot Kotd mepinTon.

Mo va peiwbel mepartépo n mbavoTnTa emavapdivvong and 1o mepPdirov, pmopel va
npoteivetar 1 mpdcohetn ypfon €vOG KOTAAANAOL TPOIOVIOC, Yoo TNV OVILUETMNICT TMV
EVIIMK®V YOAL®V Kot TOV d10pOpV 6Tadimv avartuéng Toue, 6to meptPdilov.



3.5 Idwitepeg mpo@urdiers katd ™ ypion

ISwaitepec mpo@uAGEELC Yo TV oA YpNon ota gion (hwV:

AdY® amovciog eWIK®V HEAETOV, 1 ¥PNON TOL KTINVIUTPIKOD QUPLOKELTIKOD TPOTOVTOG O
ovvIeTatal 6€ GKOAOLG NMKiaG pkpdTePNS TV 8 gfdonddmv 1| e okvAovg mov Luyilovv
Myotepo amd 2 kg.

Oa mpénel vo AopPAaveror HEPIUVO, BOOTE VO OMOPEVYETAL 1 EMOPN TOL KINVIATPLKOD
QOPUOKEVTIKOD TPOTOVTOG LE TO, LATLOL TOV GKVUAOVD.

Eivar onpavtikd va fefoiwbeite 6T1 To KTNVIATPIKO POPUOKEVTIKO TPOTOV EQAPUOLETAL OE UiaL
mepoyn, 6mov o (Mo dev pmopel va yAeiyel kot fePfarmbeite 6Tt Ta dAAa Lda dev YAgipovv TO
onueio Bepameiog LETA TV EQAPUOYT.

AOY® NG Witepng PLGIOAOYIOG TV YATMV, 1 OO0 ATOTPENEL TO UETAPOAGUO OPICUEVMV
evioewV, cvumepthapfovouévng g mepuedpiving, 10 KINVIOTPIKO QPUPUOKEVTIKO TPOIOV
umopel SvvnTiKad va Tpokarécel BavaTnEOPOVE GTOCUOVE GE AVTO TO €100¢C. TNV MEPINTO®ON
Tuyoiag éxbeong Tov dEpUATOC, TAVVETE T1] YOTO LE COUTOVAY 1 GOTOLVL Kol ETOIDEETE TN
SLUPOVAT TOL KTNVIATPOL TaYIoTA. [0 va TpoLAdEETE TIg YaTES 0md TNV Katd AdBog £kBeon
OTO KTNVIOTPIKO QOPUUKEVTIKO TPOTOV, KPATNOTE TOVG GKOAOVE LAKPLH 0td TIC YATES, EMG OTOV
To onueio gpappoyng va eivar oteyvo. Eivor onuoviikd vo eoopoliotel 0Tl o1 yaTEC dEV
TEPITOLIOVVTOL TO OMUEI0 EQUPHOYNG OE £va GKOAO OV TOL EYEL EPOUPLOCTEL AVTO TO TPOIOV.
2y mepintmon £kBeong avtod Tov TOTOL, {NTNoTE AUESHOE TN GLUPOVAN TOV KTNVIATPOL.

No un xpnoylonoteiton o€ YATES Kot KOUVEALX.

[dwiitepeg TpopuAdEELC OV Tpémet va AapfdvovTon amd To GTOUO OV YOpNYEl TO KINVIATPIKO
QoppokevTkd npoidv oe {oa:

AvT0 TO KITNVIOTPIKO PUPUOKEVTIKO TPOIOV UTOPEL VO TPOKAAEGEL EPEDIGLO TOV SEPOTOC Kot
TOV HOTIOV, ®G €K TOUTOV, VO OMOPEVYETOL 1) ETAPN TOV KTNVILTPIKOD (POPLOKEVLTIKOD
TPOTOVTOG LLE TO OEPLLOL KO TO LaTio. M1y avoiyete Ty mmETa KOVTA 1) [e kotebbuven Tpog 10
TPOCWOTO. TNV TEPINT®OT 0QOaAUIKNC EkBe0NG N €AV TO LATIO EpEBIGTOVV KATA TN YOPNYNON,
Eemlovete apéomg ta pdtia pe apbovo vepo. Edav opBoaduikog epebioude empével, {ntote
wTpkn Ponbeto. Xtnv mepintmon €kBeong tov dépuatoc N €dv to dépua epediotel Katd ™
YOPNYNON, TAVVETE OUEC®G TO Oéppo PE GPBovo vepd Kol Gomovuvi. Av o gpebioudg Tov
déppoTog empével 1 vrotpomidlel, {nrnote wrpikn Pondeia.

Atopo pe yvootn vmepsvaictncio ot eurpovikn kavn otnv mepupebpivn mpémer va
OTOPEVYOVV TNV ENXAPT LLE TO KINVIOTPIKO PUPUOKEVTIKO TPOTIHV.

To kNViaTpKd QOPUOKEVTIKO TTPoidV givar emPAaPic o€ TePITTOON KATATOONG. ATOPVYETE
TNV EMAPN TOV YEPIOV PE TO oTON. Mnv kanvilete, mivete | TpOTE KOTA TN OGPKELL TNG
epoppoyne. I[Midvete Ta ¥€plo ocag PeETA TN ¥PNON. ZTNV TEPINTOON KOUTATOONG EEMAVVETE TO
otoua kot {ntnote wTptkn GVUPOLVAN, edv arcBavbeite adiabecia.

Agdopévov g to £kdoyo N-methylpyrrolidone propei va mpodiobéoet, HeTd and onuavTIKY
ékBeon, o€ eUPPLOTOEIKOTNTA KOl TEPATOYEVEGDT), Ol EYKVES YUVOIKEG TPETEL VO POPOVV YAVTLHL
Y0 VO ATO@UYOLV TV EXAPT LE TO TPOTOV.

Ag Ba mpémet va yivovio yelpiopol Tov (dmv, ot omoia el EQapLocTel TPoidv, EmG OTOV TO
onNUEl0 EQPapPUOYNG Vo ival 6TEYVO, Kol T TOdLL OV TPEMEL VoL EMITPEMETAL Vo TailovV e TaL
7o Beponeio {da, g 6Tov To onueio epapproyng va gival oteyvo. Q¢ €k TOVTOV, GLVIGTATOL
ta {®o va pn Bepamedoviol KoTd T dtdpKelo TG NMUEPAS, aAAd Ba wpémel va Bepamedovtal
vopig To andygvpa, Kot {oa ota onoio epapuootnke Bepaneio dev EMTPENETAL VO KOLOVVTOL
LLE TOVG O10KTNTEG, 1O10ATEPA, LIE TO, TOLOLAL.

Al pioTE TIC TIMETEG OTNV 0PYIKT cvuokevacia blister kot amoppiyte dpeca TNy AdE TRETA,
LETA TN ¥PNON TNG, KOTA TOV EVOESEIYIEVO TPOTO, ATMOTPETOVTIOG OO0 TEPALTEP® TPOSPOOT).




Idwitepec TpoLABGEELS Yo TV TpooTacia Tov mepidAlovtoc:

To KMVIOTPIKO QUPUOKEVTIKO TPOIOV UTOPEl Vo, EMNPEAGEL OPYNTIKG TOVG VIPOPLOVS
opyavicpotvs. Or okbAol Tov €yovv vrnoPAndel oe Oepameio dev Tpémel va emTpENeTAL Vol
EL0EPYOVTAL GTOV VOPOPOPO opilovTa Yio 2 NMUEPES LETA TNV OYMYT).

3.6 AvemOounrtao copfavra

2Kxorot:
TToA¥ ordvia Avtidpdoeig oto onueio epappoyic! (amoypopoticudg Tov
(<1 &ho / 10.000 vrd Oepancio (oo, OEPLOTOG, OMMAEWL TPYOUATOS, KVNOROG, €pubpdtntal).
SUUTEPALPAVOLEV®Y TOV levikevpévog  kKvnopdc, YeVIK]  OTAOAEWD  TPLYDUOTOG,
LELOVOUEVOV OVOPOPOV): epvbnpa.
YrepoioOnoia?, poikdg tpopoc?, ata&io?, dAla vevporoyikd
GUOUTTOUATO?.
Y neprvnikdtnTol.
Katdntoon?, avope&io.
"Epetoc, vepoieloppota.
' TTapodikéc/6g/m.

2 Avaotpéyipia.
Edv ovpPei yAetyyo tov omnueiov epapuoyng, umopst vo  mapoatnpndst  wopodikn
VIEPGIEAOPPOLD KOl EUETOC.

H avagopd avemBduntov copfdviov sival onuovikn. Exitpénet t cuveyn mapakoiovdnon
™G OOQAAEWG €VOG KINVIATPKOD QUPUOKELTIKOD 7Poiovtog. Ot avopopéc Tpémel va
OTOGTEALOVTOL, KOTA TPOTIUNOT HEG® KTNVIATPOV, €ITE GTOV KATOYO TNG GOEL0C KOUKAOPOPInG
N GTOV TOTKO AVTITPOCHOTO TOV gite otV €0vVIKN apuddia apyn HEGH TOV EBVIKOD GLGTHATOG
avaeopds. AvotpéEte 6To PUALO OONYIDV YPNONG Y10 TO UVTIGTOLY GTOLYEIN EMKOVMVING,

3.7 Xpion kKatd TV KO 61, TN YoAovyio | THY ®oTOoKix

Fovipétnta, kdnon kot yohovyio:

H ac@dielo Tov KTNVIOTPIKOD QOPUOKEVTIKOD TPOIOVTOC 0ev Exel TeKuNplobel o€ oKOAOLG
KT TN S1apKELR TNG KOOGS KOt TNG YoAOVYiag 1) o€ (Mo TOL TPoopilovTol Yio avamapoyy.
Xpnoponomote o HOVO GOUP®VO UE TNV EKTIUNGCT 0QEAOLS/KIVODVOL and Tov vrevduvo
KTnviotpo.

Amd TIC epyaoTNPlOKEC UEAETEG, OTOVL Ypnolwomomdnkay @urpovikn 1 mepuebpivn, dev
dmotddnKav evoei&elg Tepatoyéveong n ELPPLOTOEIKOTNTOC.

Ao epyaoTNploKéC LEAETEG O KOVVEALD Kol apovpaiovg Le To €kdoyo N-pebvlomuppoiddvn
TPOEKLYAV ATTOOEIKTIKG oToLyEln EUPPLOTOEIKDV EMOPAGEDV.

3.8 Alnlemidopaon pe  GAAO  QOUPROKEVTIKG 7POiIdvVTE Ko  GAheg pop@ég
aAMAeTTiopacng

Agyv gival yvootr| kopio.
3.9 Odoi yopnynong kot 60coroyia
Xpnon v eniyvon o€ onueio (spot-on).

Aocoloyia:
H eldyiotn doom sivan 6,76 mg/kg copoticod Bapovg fipronil ko 50,48 mg/kg copatikon



Bapovg permethrin, mov wwodvvapet pe pia muéta tov 1 ml avd oxvio (Bapog dve Tmv 5 Kot
éwc 10 kg).

H vrodocoloyia Bo pmopodoe va 0dNYNOEL G PN OMOTEAECUATIKY YPNON Kol WITOPEl va
EVVONGEL TNV avATTLEN AVOEKTIKOTNTOG.

Hpodypaupa Beponeiog:

H ypion tov xtnviatpikod @oppokevtikov mpoidviog Bo mpémer va Pocileton og
emBeParopévn mopacitmon 1 6Tov Kivouvo Tapacitoong amd YOAAOLS KON KpOTMOVES Kol
otav 1 anmbnon (dpdon KOTA NG TPOCANYNG YELUOTOG) KOTE TOV OKVITOV KOUN TOV
KOUVOUTIL®V KOUT TOV HOYOV LLE GTOUOTIKA LOPLO VOGGOVTOG TOTTOL, Eival EMiong amopaitnty.
Avdloya pe v mlavotrta vEog TopAcit®ong, Umopel va evosikvuTol M emAvVAANYM NG
Oepomeiog. Xe T€TOlEC MEPMTMOGELS, TO Odotnuo petald ovo Oepameidv mpémel vo eivan
TovAdytotov 4 gBdopnadss. o Tapacttdoelc amd YOALOLG Ko KPOTWVES, 1 OVAYKT KOl 1)
ovyvotnto eravainyng Bepanciag(wv) Oa tpénet va Paciletar o€ GuUPOVAN amd emayyeAotTiol
Kot o TpEmel va AapUPAVETOL VTTOYT 1) TOTIKT EMONUOAOYIKH KATAGTACT KOl O TPOTOG (mNG
Tov {ov.

MéBodog yopnynong:

IMa ™ dwaoceaiion g opbng Sosoroyiag, To cwpatiKo Bdpoc Tpénetl va TpocdtopileTat pe 660
T0 dVVOTOV PEYaAVTEPN aKpiPeta.

Emére to katdAinio péyebog mmétag yio 1o Pépog tov okdriov. ['a okdAovg dve tov 60 kg,
YPNOYOTOMGTE TOV KATAAANAO GUVIVLAGUO dVO peyeddV mmétag mov TaplilEl TEPIGCOTEPO
LLE TO GOUATIKO PApOG.

To KTNVIATPIKO PAPLAKEVTIKO TPOIdV TPEMEL VO, EPapIOLeTAL GE dVO LN TPOGEYYIGILO OMEi,
€161 OOTE 0 OKVAOC Vo, v pmopet va yAelyel ta, onpeio epapuoyns. Avtég ol Teployéc eivan
ot Paon Tov AaoD UTPOGTA OO TIG MUOTAATEG KOl 6TO HEGO TOV AOHoD peta&y g Paong
TOV KPOViov KOl T®V ®UOTANTOV.

Aopapéote TV kaptéra blister and ™ cvokevacia kal daympiote Eva blister. Apapéote TV
mméta KOPOVTOG KATA PUNKOG TNG OLUKEKOUUEVIC YPOUUNG e €va, Woridt 1 avoi&te oyilovtag
HETE TNV avadimAmon Tov dkpov. Kpatmvtog v miméta 6poio pakpild omd 10 TpOcOTO Kol TO
OO0, KOWYTE TO POYYOG TNG TMETAG e Eva WaAIdL, Yo va avoitet. AloympioTe T0 Tpiymuo ot
pAYN TOL GKVAOV, £MC OTOV TO dEppa va ival 0potd. TomobetnoTe TO GKPO TNE TIMETOS ETAV®D
010 dépua. [Tiéote v mméta, Qapproloviag TEPITOV TO GO TOV TEPLEYOUEVOD GTO MIGO TNG
amocTaomng oo T Pdon Tov kpaviov Emg Tig opomAdtes. Emavaidfete v epappoyn ot Pdon
TOL TPUYNAOL UTPOOTA Omd TIC OUOTAAGTEG, MUEYPL va adeldoet 1 mméta. [ KaAvtepa
omoTeEAEGATO, EEQCPAAIGTE OTL TO KTNVINTPIKO PUPLOKELTIKO TPoidV e@appoletal amsvbeiog
OTO OEPUA KoL O)L OTO TPLYOLLL.

3.10 XvpntOpote VTEPSOGOAOYINS (KOl KOTE TEPITTOGT, PNETPO CGVTIHETAOMIONS KOl
avTiooTw)

H aocpdiern a&oroyndnke pe €og kal 5 opég tn péyot 6001 o€ vYlElG EVAAMKOVG GKOAOVG
(éywe epapuoyn €og kot 3 @opéc oe unvicio dSwoTAHoTa) Kot oe kovtdPio (nAkiag 8
efdouddwv ota omoia E€ywve aywyn pia gopd). ['vootég avembounteg evépyeleg pumopel va
CUUTEPILOUPAVOLY NTILO VEDPOAOYIKG GUUTTMOWUOTO, EUETO KOl Sidppota. AVTA givar TapodKa
KOl YEVIKG DITOY POV Ywpig Bepaneia pésa o 1-2 nuépec.

O kivduvog gpeaviong avemBounTv coppdviav (BA. mapdypaeo 3.6) uropei va avéndel pe
NV VIEPSOGOLOYIN, EMOUEVMG Ta LMo TpEmeL TAvVTOoTE Vo Bepamedoviol e T0 6moTd péyedog
TMETAG, AVAAOYQ [LE TO COUOTIKO PApOG.



3.11 Ewwoi wepropiopoi ypiong kol e101kég ovvOnkes yprions, sopreprrappavopévev
TEPLOPIGUAY OTI] YPNGN CVTYUKPOPLOKOV KOl OVTUTOPUGITIKAOV KTNVIUTPIKAOV
QUPUUKEVTIKOV TIPOIOVTOV TPOKEIREVOD VO, TEPLOPLGTEL 0 Kivouvog avamTving

avToyng

Agv 1oy0EL.
3.12  Xpévor avapoviig

Agv 16y0eL.

4. DOAPMAKOAOI'IKEYX IAHPO®OPIEX
4.1 Kmowdég ATCvet: QP53AX65
4.2 D oppoKodVVOpIKY

H ourpovikn eivar e£0TopacITOKTOVO Kol OKAPEOKTOVO OV GVIKEL GTNV OIKOYEVELD TMOV
eawvvromvpaloidv. H gupovidn kot o petaforitng g, fipronil sulfone, dpovv pécw g
OAANAETIOPAONC LLE TOVS SLOAOVG YAWPIOV, O1GVOIENC — GLVIETN, KO 1OLAITEPO EKEIVOVG GTOVG
omoiovg 1 d1avolén enttedeitan LEG® TOL veLPOodafiPacty Y-apvofovtupikol o&éoc (GABA),
kaOd¢ kat dtavAovg arevaicdntomroinong (D) ko pn argvaicOntonoinong (N) otovg omoiovg
N ovoién emteAeiton péom Tov YAovtapvikov o&fog (Glu, povadikoi diaviot yrmpiov,
O1voiENc-ocuvoET 0oTOVOVA®MY), eumodilovtag ¢ €K TOVTOL TN TPOCULVOTTIKY Kol
UETOGVVOTTIKY UETAPOPE TOV 10VIOV YAWDPIOL SIOUEGOV TOV KVTTOPIK®OV HEUPPAVOV. AVTo
odnyel o€ aveEEleyKTn SpAGTNPLOTNTO TOV KEVTIPIKOD VELPIKOD GLGTNHATOG KOl 6€ BAvaTo TV
apBpomddmv.

H meppebpivn avrkel oty tomov | KAdon tov mupedpogiddv, Ta omoia eival akapeokTOVa Kot
EVIOUOKTOVA e omONTiKn Opdon. Ta mupebpoeidn ennpedlovy Ty Téom TV SIOA®Y vaTpiov
o€ omoOVOLA®TA Kol oomovovAa. Ta mwopebpoeidn, amoKAAOVUEVO KOl «OVOGTOAEIS TV
AVOIKTOV SOA®VY, EXNPealovv Tovg dio0vAovg vaTpiov P TNV emPPAdvuven TG IKOVOTNTOG
NG EVEPYOTOINGNG KO TNG OTEVEPYOTOIN GG, 0ONYDVTOG ETGL GTNV LAEPIIEYEPST] KOl TO BAvaTO
tov mapacitov. H mepuebpivn oto mpoidv mapéyst ammbntiky dopdon (dpdon Katd tng
TPOGANYNG YEOUaTOC) Katd Tov okvimav (Phlebotomus perniciosus, > 90% ywa 3 gfdopddeg
ko > 80% yio pio emmAéov efdopdada), Tav kovvovmicdv (Culex pipiens, Aedes albopictus) kot
tov kpotdvev (Ixodes ricinus, Dermacentor reticulatus, Rhipicephalus sanguineus).

e pio TEPpapaTIKy LEAETN, TO TPOIdV giye TayvTepn Evapén TG EVNIAIKOKTOVOL dpaong Tov
0TOVG YOAAOVG, GE GUYKPIOT UE T OUTPOVIAN povn g, TV 7" kot 14" nuépa petd t yopnynon
¢ Bepameiog.

Tayvtnta Bavétwongc:

To mpoidv 6KOTOVEL TOVG YOAAOVG TOL TPOKAAODY VEES Tapacttmaglg (C. canis, C. felis) evtoc
6 opov arnd ™ 2" nuépa puetd ™ Bepomeio Kot Yo Evay oAdKANpo puqva. To Tpoidv ckothvel
TOVG YOALOLG TTPLV YEVVIIGOVV QLY AITOTPETOVTOS T LOAVVGT] TOV TTEPPAALOVTOG TOV GKVAOV.
Ye mepintwon npodmdpyovcag topacitwong (C. felis), To xpoidv Ba ypelactel 24 dpeg, Yo va
apyioel va dloTapdoosl amoTEAecUATIKG ToV KOKAO (ong Tov yilkomv. O yoAdlot C. felis, ot
omoiot ivail NN TaPOVTEG GTOVE GKOAOVE KUt TNV epapuoyn g Oepameiag, Oavoatdvovtol og
24 opeg. H taydtnto Oavitomong tov 116 vrapydviov yorlov C. Canis dev &yl a&loloynOei.
To mPoidv GKOTMVEL TOVG KPOTMVEG TOV TPOKAAOVV VEEG Tapacttdaoelg (R. sanguineus ka |.
ricinus) evtog 6 opav amd ) 2" nuépa petd tn Oepomeio kot yio évav oddkAnpo pnva. Ot
kpotoveg (R. sanguineus, I. ricinus, D. reticulatus), ot omoiot givar N TapdVIEG GTOVG
oKVOAOLG KaT TNV £Qapproyn tng Bepaneing, Oavatdvovtar o€ 48 dpes.




e [o TEWPAROTIKN HLEAETT), TO TPOIOV amedeiydn OTL peldvel EPUECMG TOV KiVOLVO HETAO0oMNS
tov Babesia canis ar6 polvouévoug kpdtmveg Dermacentor reticulatus, and v 7" nuépa petd
NV aproyn £0G Kot 4 BSOUAIES, LELOVOVTAG £TOL TOV KIVOLVO EUPAVIONG TNG UTOUTECIMONG
GTOVG OKOUAOVG TTOV EAdfav aymyn 6Ta TAAIGLO OVTAC TNG UEAETNC.

Y pio TEWPOUATIKT LEAETN, TO TPOiOV amedeiydn 0TI peltdvel EUPEC®G TOV KiVOUVO PETASOGNS
tov Ehrlichia canis amd polvopévoug kpotwveg Rhipicephalus sanguineus, and v 7" nuépa
HETa TNV epopupoyn €wg kol 4 efdouddeg, peidvovtag £Tol Tov Kivouvo epedviong tng
EPALYIOONC GTOVES GKVAOLE TOL A0V aymY GTO TANICLY AVTNG TG LEAETNG,.

Qo1660, 1 OTOTELECUATIKOTNTO TOL TPOIOVTOG OTN UEIMON TNG UETASOCNG OVTOV TOV
LOAVCUOTIK®V TOPOYOVI®V, £NELTO OO PLOIKY £kOE0T| 08 MPAYUOTIKEG cLUVONKESG, dev Exel
dtepevvnOei.

e pio TPOKOTOPKTIKN KOl 6€ Mot TAOTIKT KAWVIKY HEAETN TEdIOV GE EVONUIKY TTEPLOYN, TO
TPOIO6V TO 0moi0 epuprooTNKe KAbe 4 gfdopddec, amedeiydn o0t peiwoe Eupeca Tov Kivouvo
petadoong g Leishmania infantum ond polvouévec okvineg (Phlebotomus perniciosus),
UEWDVOVTOC GUVETMC TOV Kivouvo epedviong Asicpaviaong atovg vod Bepomeio. okOAOVE o€
OVTEG TIG UEAETEG,

4.3 DoppoKoKIVNTIKNY

Ta eoappokokivnTikd mpoeid TV @uIpovidn kol mepuebpivn ce cuvdvooud peietndnkov
EMELTO OO TOTIKY EQPUPLOYN OE GKOAOVG, HETPOVTING TI CLYKEVIPDGEL GTO TAAGLO KOl TO
Tpiyouo eni 58 nuépeg petd m Bepameio. H mepuedpivn, kot n eupoviin poli pe tov kdplo
petapoAitn g, v fipronil sulfone, dtovépovTat IKOVOTOMTIKG GTO TPiY®UO TOV GKOAOL KOTH
NV TPAOTN NUEPO LETA TNV €PapUoyn. Ot cuYKEVIPAOGCELS TV PuIpoviAn, fipronil sulfone kot
mepuedpivn 610 TPiYOUL HEIDVOVTUL UE TO XPOVO aviXveLOVTOL OE, €Tl TOLAAYIGTOV 58 MuéEPES
HETA TN XOpPNYNON.

H oupoviin xou m meppedpivn evepyodv Tomikd KoTd TNV €XAQN pe To e£OMAPACITO KoL M
YOUNAT GUOCTNUOTIKY GTOPPOENON TOV QUIPOVIAN Kot Tepuedpivn dev éxel onuacio yio tnv
KAVIKY OMOTEAEGLLATIKOTNTO.
H epappoyn oe onuelo eiye ©¢ omoTEAESUO TNV OUEANTEN GLOTNUATIKY OTOPPOPNON TNG
epUedpiv e OTOPASIKES LETPNOUYLEC GVYKEVIPMGELS TG cis-permethrin peta&y 11,4 ng/ml
kat 33,9 ng/ml, wov mapotpnOnkay yio S £oc 48 dpeg LETA TV ay®YN.

H péon péyiotn ovykévipwon oto madope (Cmax) givar 30,1 = 10,3 ng/ml yio tnv @urpoviin
kot 58,5 + 20,7 ng/ml ywo ) fipronil sulfone kou mapoatnpriOnkay peta&d twv Huepaov 2 kot 5
(Tmax) petd v epapuoyn. Ot GLYKEVIPDOGEL GTO TAACLA YLoL TNV QUTPOVIAT OTN CUVEXELN
LEWDVOVTOL PE PEGO TEMKO Ypovo nuicetog Long 4,8 £ 1,4 nuépeg.

5. OAPMAKEYTIKA XTOIXEIA

51 Kvpieg acopfatétnreg

Agv glval yvootr| kopio.

52 Awdpkera Confg

Augpkeln Long Tov KINMVIOTPIKOD (QOPUOKEVTIKOD TPOIOVTOS GUUOMOVO LE TN GLOKELOGI
TOANONG:

3 ém.

5.3 Idwitepeg TpoPuLAEELS KOTA TN @OLAEN TOV TPOTOVTOG

Noa gpuAdocetar oty apykn KoyéAn (blister).
Noa unv puAdocetorl og Ogppokpacio peyarvtepn tov 25°C.



54 ®von km cHvOEG TG GTOLYELDOOVS CVCKEVUGING

H mpwtoyevig cvokevacia gival éva Beppocvokevaciévo euip amd polyethylene-ethylvinyl
alcohol-polyethylene/polypropylene.

H devtepoyevig ovokevocio amoteieitar amd pio koyéAn (blister) and TAactikd/alovpivio pe
KAgioo amd TAaoTtikd/oaAovpivio.

[MAaotikn kdpto pe 1 muméta mov mepiéyet 1 ml.

Xaptvo kovuti TV 3 1 6 mmeT®V o mepEyovy 1 ml ) kobepio.

‘Eva péyebog cuokevaciog avd Kouti.

Mmropel va unv KukAOQOpoOV OAEG Ol GUCKEVAGIES.

5.5 Ewwkég mpo@urdiers améppwyneg &£vog un  ypnowpomon0£vtos KINVIOTPLKOD
QPUPROKEVTIKOD TTPOIOVTOC 1] GAAOV VAMK®V OV POEPYOVTOL OO TN YPNGH TOL
TPOidVTOC, OV VITAPYOLY

Ta edppoxo dev TPEMEL v OTOPPITTOVTAL HECH TOV ADUATOV 1) TOV OIKLUK®OV OTOBANTOV.

To KTNVITPIKO QOPUAKEVTIKO TPOIOV OeV TPEMEL VA ELGEPYETAL GTOV VOPOPOpo opilovia,

kaOdc N eurpovikn/mepuedpivn evdéyetan va givar emikivovvn yu toug 1ybeic kol dAlovg

V3POPLOVG OPYAVIGHOVE.

XPNOWOMOMOTE  WPOYPAULATO — ETIOTPOPNS  QOPUAK®Y Yoo TNV amdppyn U

YPNOWOTOMOEVTOV  KTNVIOTPIKOV  QUPUOKEVLTIK®Y TPOIOVIOV 1 OGAAOV VMK®OV TOV

TPOEPYOVTOL OO TN XPNON TOVG COUPOVO UE TIG TOMIKES ONOLTIOES KOl PE TUYOV Bvikd

GLGTNHOTO GUAAOYNC TOV 1GYVOVY Y10 TA GYETIKA KTNVIOTPIKE QUPLOKEVTIKA TPOTOVTA.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Boehringer Ingelheim Animal Health France SCS

7. APIOMOZ(OI) AAEIAY KYKAO®OPIAX

Ap1Bpoc Adsiag Kukhopopiag otnv EAAGOa: 105531/26-10-2020/K-0204402

Ap1Budg Aderag Kukhogopiog otnv Korpo: CY00461V

8. HMEPOMHNIA INPQTHX EI'KPIXHXZ

Hpepopnvia Ing éyxpiong otmv EAAGda: 29/01/2015

Huepopunvia Ing éyxpiong otnv Kompo: 31/07/2014

9. HMEPOMHNIA TEAEYTAIAYX ANAGEQPHXHY THX HEPIAHYHX TQN

XAPAKTHPIZTIKQN TOY ITPOIONTOX

10/2024

10. TAZEINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTOQN

No yopnyeiton LOVOV pe KINVIOTPIKT] GUVTOYT).



Aentopepeic TANPOPOPIEC Y10 TO €V AOYM KTNVIATPIKO QOPUAKEVTIKO TPOidV eivar dabéaipeg ot
Baon dedopévav ™mg EE Yo o KTNVIOTPIKY TPOIOVTQ
(https://medicines.health.europa.eu/veterinary).




