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ITAPAPTHMA I

MEPIAHYH TOQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Advantix 40 mg + 200 mg S1dAvpa yio eniyvon oe onpeio yio okvrAovg (<4 kg)

2. MOIOTIKH KAI TIOXOTIKH XYNOGEXH
Ka0e mméta tov 0,4 ml mepiéyst:

ApPUoTIKA GVOTATIKG:

[wdaxronpion (Imidacloprid): 40,0 mg

[Tepuebpivn (Permethrin) (40/60): 200,0 mg

"Exodoyo.:

IHowoTiKi 6UvOEGN EKIOY OV KAl GAL®V gg::):,mn cl)vl?:c, on av ol n?n]pf)(poplrsg oTES

CLGTUTLCGY TMPAVTIKES Y10 TN 60T Y0piiynon Tov
KTNVIOTPLKOD PUPUIKEVTIKOD TPOIOVTOG

Butylhydroxytoluene (E321) 0,4 mg

Citric acid (E330)

N-Methylpyrrolidone 194 mg

Triglycerides, medium-chain

Aldhopo S1oYEG KITPIVOYPOLO £MG KOGTUVOYPMLLO.

3. KAINIKEYX IAHPO®OPIEX
3.1 Eion loov

KoL

3.2  OgpamevTikég gvocitels o ka0e gidog {dov

IMa oxdAovg mov £yovv 1 Slatpéyovy Kivouvo amd IKTEG TAPACITAGELS amd YOALOLS, (Oeipeg
polnTkod THmov, KpOT®VES, PAEPOTOLOVG (OKVITTES), KOvvoUTL Kot oTafAdpvYeC. To KTnviatpikod
QOPUAKEVTIKO TTPOTOV eVOeikvLTAL LOVO OTOV OTOLTELTOL TAVTOYPOVN YPNOT EVAVTLO GE OAA. TA.
akolovba 101 Tapacitov.

IMa ™ Bepaneio Ko v TPOANYN TG Tapacitwong ard yorhovg (Ctenocephalides canis,
Ctenocephalides felis).

O1 yYALol 6T0VG OKOAOVG BavatdvovTat evioc piog nuépag petd  Bepaneio. Mia povo yoprynon
EUTOdileL TNV TEPATEPM TOPOGITOON Atd YOALOVG Yo TEcoeplg Efdouddec. To kTnviaTpikd
QOPUAKEVTIKO TTPOTOV Umopel va ypnoomondei wg Hépog piag otpatnyikng Oepameiag yio v
oAAepYIKN amd YoAAovg depuatitido (AYA).

Oepamncio mopacitoong and eOeipeg polntucov Tomov (Trichodectes canis).
To KTMVIOTPIKO PUPLOKEVTIKO TTPOTOV £YEL GTOOEPT AKAPEOKTOVO KOl AT®ONTIKT) ATOTELEGLOTIKOTNTO

EVAVTIO GTNV TTOPAGITOGCT and KpOT®VeS (Rhipicephalus sanguineus ko Ixodes ricinus yuo. T€66Ep1g
ePdopddeg ko Dermacentor reticulatus yio Tpelg efOOUASES).



Meiwon tov Kivdvuvou petddoons tov mafoyovov gpopéa Ehrlichia canis, peidvovtag €161 Tov Kivouvo
EPALi®ONC TOL GKOAOV LE OKAPEOKTOVO Kot om@wbnTiKy dpdon otov Kpotwva popéa Rhipicephalus
sanguineus. H peioon tov kivdovov apyilel Tpeig nUEPES LETA TNV EPAPUOYT TOVL TPOIOVTOG KOl
TOPOUEVEL Y10 TEGTEPIS ELOOUAOES.

Kpdtoveg mov oM vadpyovv 6to okvA0 gival duvatd va un Bavatwbodv evtdg dVo NUEPOV PETA TNV
EQOPHOYN TNG AY®YNG KOU VO, TOPAUEVOVY TPOCKOAANpEVOL kot opatoil. [a avtd cvvictdtor 1
OTOUAKPLVOT] TOV KPOTMOV®V TOL 101 LIAPYOVV GTO GKLAO KOTA TNV epapuoyn tng Oepaneiog, pe
OKOTO TNV TOPEUTOSIGT] TOVG 0O TO VA TPOSKOAAN B0V Kot v pulrcovv aipia.

Mia povo yopnynon mopéyel anmbntiky (0ToTPOnn YELUOTOC) dpAcT KT TV okvin®v (Phlebotomus
papatasi Y10, 500 efdopddeg Ko Phlebotomus perniciosus yio. Tpelg €BOOUASES), KATO TV KOLVOLTIOV
(Aedes aegypti yia 600 gfdoudoeg kot Culex pipiens yio 1€coepig EfO0UAdES) Kol KATE TV
otafropvydv (Stomoxys calcitrans) yo. t€6oepig efOOUAdES.

Meimon tov Kvdhvou petdadoong e poAvvong and to maboyovo gopéa Leishmania infantum,
UELDVOVTOG £TGL TOV KivOUVO AEIGUAVIOGNC TOV GKOA®V UEC® TNG am®ONTIKNG (AVTITPOPIKNG) Opdong
o1oVg PAePotopovg (popéag Phlebotomus papatasi o Svo eBSopddeg ko Phlebotomus perniciosus
v tpelg foopdoeg). To amotédlespa eival EPPESO AOY® TG OPACNC TOV KTNVINTPLIKOV
QOPUOKEVTIKOD TTPOTOVTOG £VAVTL TOV QOPEML.

3.3  Avrevosieg

AOY® EAAelyng S100£GTIUOV GTOEIMV, TO KTNVIOTPIKO QAPUAKEVTIKO TPOTOV VO, U1 ¥PNCIUOTOLEITAL OE
Koutdfia nhkiog wkpdtepns tv 7 efdouddwv 1 Bdpovg pikpodtepov tov 1,5 kg.

No pn ypnoionoleital 6 TEPIMTMOGELS VIEPELALGONGIOG OTU dPACTIKG CLOTATIKG 1] GE KATO10L
£Kdoy0L.

Na un ypnowonoteiton o€ yateg (BAéme oto kepdhato 3.5).

3.4 E101kéc mpoEtdomon|cELS

ZUVIGTATOL 1] EQOPLOYN TNG BEpameiag TOVAAYIOTOV TPEIS NUEPES TPV Od TNV AvapeEVOUEVT EkBeon
otV Ehrlichia canis. Ocov agopd v E. canis, LeAETEG £XOVV KOTAOEIEEL OTL O PEL®WIEVOC KivOLVOG
gpAyimong tov okOAOV, G OKOAOVLG Tov ekTéONKOV o€ KpoOTtwves Rhipicephalus sanguineus
poAvcpévoug e E. Canis, apyilel Tpelc NUEPEG LETE TNV EPAPLLOYT TOV KTNVIOTPIKOD QOPOKEVTIKOD
TPOIOVTOC, LE OIAPKELN TPOSTACING £0C TECTEPIC EPOOUADES.

Apeon mpootacio amd To TOWANUATO TV PAEPOTOU®OV (CKVITOV) dev €xel Tekunplmbel. Ot okdAoL
oL VIOPANONKay ce Bepameio Yoo peiwon Tov Kvddvov poOAvvong ond Leishmania infantum mov
petadidetal and epAefotopovg Phlebotomus perniciosus, Bo TPEMEL VO TAPAUEVOVY GE TPOGTATEVLEVO
TEPIPAAAOV KATA TIG TPDOTEG 24 DPEG LETA TNV OPYIKN EQOPLOYN TNG Bepomeiag.

IMo vo pewwbei n enavonapacitwon amd TV ELPAVIoN VEOV YOAA®OV, GUVIGTATOL 1] YY1 OA®V TOV
ovoteyalopevav okOAwV. AAa (ma wov {ovv 610 1010 TePIPaiiov Ba mpémel emione va vtoBdAlovtal
o€ Bepamneia pe To KATAAANAO TPOiOV. [0 TNV TEPATEP® WEID®OT TOV TOPAGITIKOD POPTIOV GTO
ePPAALOV, GUVIGTATAL 1] EMTAEOV XPNOT| KATAAANAOL TEPIPAAAOVTIKOD CKELAGUATOG KOTA TOV
EVAMK®V YOALOV KOL TOV OVETTUYLEV®V GTUSI®MVY TOVG,.

To KINVIATPIKO PUPUAKEVTIKO TTPOTOV TOPAUEVEL OTOTEAECUATIKO akOuN Kot oV 10 {ho Ppoyel.
Q61660, B0 TPEMEL VO ATOPEVYETAL 1 TAPATETOUEVT KO EVTOVT EKOECT] GTO VEPO. L€ TEPITTMGELS
ouyvNnG €kBeong 6To vepod, 1 UMOTEAECUATIKOTNTA UTOpEl va PElBEL. e avTéG TIG TEPIMTAOCELS UNV
gmovaiapPaverol T Oepaneio cuyvoTEPA OO it popd TNV gfdopndada. Av £vag oKOAOG amalTeiTal va
A0l LE COUTOVAY, AVTO TPETEL VO TTPALYLOTOTOIEITOL TPV OO TNV EPAPUOYT TOV KTIVINTPIKOD
(QOPLOKEVTIKOD TPOIOVTOG 1] TOVAGYIoTOV 2 EBSOUAdEG LETA TV EQAPLOYN, Vi Vo, BeXTicTomomBel 1
OTTOTEAEGHATIKOTITO TOV KTNVIOTPIKOD POPUOKEVTIKOD TPOTOVTOG.

H mBavotmra dAha {da oto id10 meptPaAiov vo amoTteAodV TNy TapaciT®oNS omd YOAAOVG, PBeipeg
polnTkod THITov, KPOT®VES, KovvoLTLo, Kot poyeg Ba tpémet va Aapfdavetal vadym Kot ta v Adym (oo
0o mpémel va vwoPdrdlovion og Oegpaneia, dnwg amatteital, pe Eva KATAAANAO TPOioV.



e MEPIMTOOT TOL OEV VTLAPYEL KIVOVVOG GUVTIPEXOVCHOV TOPUCITOCEWDY, B0 TPEMEL VO, YPNCULOTOLEITOL
KTNVIOTPIKO TPoidV 6TEVOL PAcuaTOG. [l T (P01 VTOD TOV KTNVITPLIKOD GOPUAKEVTIKOV
Tpoiovtog Ba mpémel va Aapavovtat vdyn ot TANPOPopPieg amd TG TOMIKES 0PYES CYETIKA LE TNV
guoonoio TV GTOYELUEV®VY TOPAGIT®V, OTTOV AVTEC Eivol SLOECILIEC.

H pn avaykaio xpnon ovimopacitikov 1 ¥p1on Tov amokAivel amd Tig 0dnyieg Tov divovial otnyv
[epiinym tov Xopaktnpiotikedv tov [Ipoidvtog (SPC) evdéyetat va avéfoet TNV EMAEKTIKY TIEST] Y10l
avAmTLEN OVTOYNG KOL VO 00TYNGEL GE UEIMUEVT amoTeAesLoTIKOTNTO. H amogaon yio T xpnon tov
npoidvtog Ba mpémel va Paciletal otny emPefainomn Tov €i60Vg KAl TOV TOPAGITIKOD POPTIOL 1| TOV
KIvOUVOUL Y1d Topocitmon e PAon To EMONUIOA0YIKE YOpOKTNPIGTIKA TOV €i60VG, Yo KAOE
pepovopévo {mo.

2mv Evponn, avlektikdmta ota mupebpoeidn £xetl avapepbei o PLEPOVOUEVES TEPMTMOGELG Yol
Rhipicephalus sanguineus koi Stomoxys calcitrans. ZOpQovo, e TA TPEYOVTO EMIGTNUOVIKA dedoUéva,
N avBekTikdTNTO KoL 6T, 000 TapdotTo gaivetal vo opsiletal o€ HeTaAAAEeIC Yovidioy atn Béon-
GTOY0, EV® GAAOL TOPAYOVTEG, OTMOG O HETOPOAKOG ATOTOEVMTIKOG UNYOVICUOS, EVOEXETOL ETIONG VO,
dwdpapatilovv poro.

3.5 Iowitepeg mPpoUAAEELS KATA TN Yp1oN

Idwoitepeg mpoLAGEELS Yo TNV aoc@oAn ypnon oto £idn Lowv:

®a tpénetl va AapPavetatl PEPIUVE, MOTE VO OTOPEVYETOL 1 ETAPT TOV TEPLEYOUEVOD TNG TUTETAS LLE TOL
péTio 1) To oToUa TOL VIO Bepameio. GKOAOVL.

®a mpémel va AouPavetol pEPIUVA, BOTE TO KINVIOTPIKO (QPUPULOKEVTIKO TTPOIOV Vo YOpnyeital pe
omaTO TPOTO, OTMG TTEPLYPAPETUL 0TO KEPAALo 3.9. Idaitepa, Ba pémel vo amoeevyetal 1 omd Tov
OTOHOTOG TTPOCANYM AOY® YAEWIHOTOG TOV onueiov gpapuoyng and to {do mov £yl vmwoPAndel oe
Oepancio ) awd aAlo {da pe Ta omoia EPYETOL GE EMOQT].

Na pn ypnoionoteitol o€ yaTeC.

To KTVITPIKO EOPUUKEVTIKO TPOIdV aTO €lval eEoPeTIKE ONANTNPIOOES Yia. TIG YATES KOl UTOpEl va.
omofel Bavatnedpo Adym TG Hovadikng @ucloloyiog tovg, 1 omoio dgv umopel va petaforicet
OPIOUEVEG EVOELS, cuumeptAapPavouévng g tepuedpivng. I'a va amotpomel n toyoio €kBeon TV
YOTMV GTO PUPUOKEVTIKO TPOIdV, KPOTOTE TOVG GKOAOVG oL £yovv VITOPANOel o Bepomeia pokpd
omd TIG YAUTEC LEYPL VA GTEYVAOGEL | TEPLOYN EQapUOYNS. Eivar onuovtikd va dtaceariocete Ot ot yateg
dev yAelpouv TNV mEPLOYN EPOPUOYNEC G OKOAOLG Tov €yovv LroPAndel oe Bepameia pe avtd T0
KTNVIOTPIKO QOPUOKELTIKO Tpoiov. Edv avtd ovuPet, avalntiote apésmg KTNVIATPIKT GUUBOVAY.

2vpupovievteite ToV KTNVIOTPO GOG, TPV YPNCUYLOTOMGETE TO KINVIOTPIKO QUPLOKELTIKO TPoidV e
AppmoTovg 1 €£0cBeVNUEVOVE GKOAOVC.

Koatd kavova, ot kpdtmveg, epdcov de polnoovy aipa, eEohobpedovtal Kot anoninTtovy and Tov
Eeviot péoa o€ 24 pe 48 mpeg petd v mapacitoon. Qot060, dev UTOPEL VoL OTOKAEIGTEL 1)
TPOGKOAANGT LEUOVOUEV®Y KPOTMOV®VY HETA TN Oepameio. [a 10 Adyo avtod, n UeTdd0on AOU®ODY
VOOTUATOV 0O KPOTMVES OEV UTOPEL VO ATTOKAEIGTEL TAN PG G€ SLVGUEVEIS GUVONKEC.

ISwaitepec mpo@uAdEeic Tov wpémel va Aauavoviot amd To GTOLO TOL YOPNYEL TO KTNVINTPIKO
QOPUAKEVTIKO TTPpoidV og Loa:




No amo@edyetal 1 €X0EN TOL KTNVINTPIKOD QUPHOKEVTIKOD TPOIOVTOC UE TO OEPUO, TO MATI 7| TO
oTOUA.

Noa unv tpwte, wivete | komvilete Katd T S1GPKELN EPAPUOYNG TOL TPOIOVTOC.

No TAéveTe eMUEADC T XEPLAL LETE TN XPION.

Y mepintwon mwov kot Adbog vrdpéet emapn pe to dépua EePfydrete auécmg pe camobvt Kat vepo.

Atopo pe yvooTtd 16Topikd gvauctnciag oto dépua pmopel va givar Wiaitepa gvaicOnta 6€ avtod 10

TPOIOV.

Atopo pe Voot vaepevototncio oe o WdaKkAomTpion kot tepuedpivn Oa Tpémel vo xpnoIomTotovy

TO KTNVIOTPIKO QAPLOKEVTIKO TPOIOV LLE TPOGOYN.

Ta kuplopyo KAVIKG GUUTTOUNTO, TOV EVOEXETAL VO, ELPAVIOTOVV G€ eEUIPETIKG GTAVIEC TEPUTTOGCELS

glvar mapodikoi arsOnrnprokoi epebdicpoi Tov 6€pratog, OTMG LLPUAYKIOGHE, aicOnuo Kavoovg 7

povdtdcpotoc.Edv 1o ktnviatpikd @apuakevtikd mpoiov €igéAbel kotd AdOog oto pdtio, TOTE TO

udtia 0o mpémel va EemhvBohv emueddc e vepo.

Edv o epebiopoc tov 6£ppratoc 1 TV HOTIOV ETUEVEL, VO avalntinoete ouécmg atpikn fondeto kot va

emdeilete oTOV 10TPO TO E0AMOKAEIGTO QOAAO OINYIDOV ¥PNCEMC 1 TNV ETIKETA TOV QOPUUKEVTIKOD

TPOIOVTOC.

Mnv to katamigite. Xe nepintwon mov Kot AdBog vdpéet katdmoot, vo, avalnTioeTe AUEcOS

Tptkn Pondeta kot va emdeiEeTe 0TOV 1ATPO TO ECHOKAELGTO PUALO OINYLDV YPNCEWMS N TNV ETIKETA

TOV QUPUAKEVTIKOV TPOIOVTOG.

Ot okbrol wov €yovv vroPAndei oe Oepancio dev mpénel va ayyilovial, 16img omd maldld, HéEpL va

OTEYVAGEL 1| TEPIOYN EPAPUOYNG. AVTO UmOpEl va, SIHCQAMOTEL, av 1 Epapproyn ¢ Bepaneiog oTovg

oKOAOLG Yivel Yo mopadetyua Tig fpadvéc mpeg. Ot mpdoata Oepamevpuévol okdA0L dev o Tpémetl va

Kowovvton pali pe tov 1310kt Tovg, Wiaitepa pe moudwd. o v mpoinymn e mpdcPacng tov

TV OTIC TITETEC, STNPEITE TNV TUTETA GTIV OPYIKT TNG GLOKEVAGIO UEYPL TNV DPO XPNOTG Kol

OTOPPINTETE TIC YPTCLUOTOUEVES TTETEG APECMG.

Idwoitepeg mpoUAGEELS Yo TV TPOoTAGia TOL TEPBAAlovTOoC:

Eme1dn] to ktnviatpikd QoprokeLTIKO Tpoiov eival EXKivOLVO Yia Tovg vOPOPLOVG 0P YOVIGHOVS, 0L VIO
Oepameio oxOAOL dev emTpéneTOl 0¢ Kapio TepinTmon va EpBovy 6€ EMOPN UE OTOLOVINTOTE TOTOV
EMPAVELOKA VOATO V1oL TOLAAYIGTOV 48 dpeg petd T Oepoameia.

Alec mpo@uAdEeic:

O J1AVTNG OTO KTNVIOTPIKO QOPUUKEVTIKO TPOIOV elvar duvatd vo apioel AEKESEC KATO TNV ETAPN
TOV UE OPIGUEVA DAIKE, OTIMG SEPLA, DOACLOTA, TAACTIKG KOl AOKOPIGUEVES EMLPAVEIEG. APNOTE TNV
TEPLOYN EPUPUOYNG VO, GTEYVMGEL, TPLV EMTPOTEL 1] EXAPT LE TETOLOV EIGOVG VALK,

3.6 AvemOopnta copfavra

Xxolot:

Oyt suyvé AAayn Tprydpotog oto onueio epappoyng (my. Mmopd
Tpiyona), Kvnoudc oto onueio spopproyne,

(1 éwg 10 Cma / 1.000 vro Oepameio Eil)ﬁcféi » Kymapog M PapHoTIS

{oa):

Saévia EpvOpdtra 610 onueio epapproyng, ATOAE TPLYDOUOTOC

oto onueio epappoyne, PAeyovn 6to onueio paproync,
(1 €w¢ 10 Cwa / 10.000 vrd Bepomeia M PAPHOTIG YHOVI s PapHOTS

, Adppora
Coa): PP
. . 124 (124 1o 124
TIoAd omévia EDSpS@lOTOTn’E% o Avnovyia =", Kbhopor =,
Klayobvpiopa

(<1 Lo / 10.000 vrod Oepameia (oa,
GUUTEPTLOUPAVOUEVDV TOV
UELOVOUEVOV AVAPOPDV):

Ynepoiehdppora =

Mewopévn 6psén'>*, Aqapyoc’?

Nevporoyued onpeio (Aotadig xivnon kot Tvomaon)'>*,
Tpopog’

Zvowo'?, Tpiyo'*




! Tevikd auTto-emAvOUEVQL.

2 Y& oxbrovg evaicOnTovg oty mepuedpivn.

3 Metd omd axovoio Ay omd To oTOU0 68 okOA0. Agv LITaPyEL YY®OTO £181KO 0vTid0TO. GUVIGTATAL
ocvopntopatikny Bepameio.

*Mapodiko.

H avagopd avembountov coppdviav eivar onpoavtiky. Emitpénet  cuveyn mapakorlobnon g
AOPUAELNG EVOG KTIVIOTPIKOV POPUAKEVTIKOD TPoidvTog. Ot avapopég TPEMEL VO ATOGTEALOVTOL, KOTH
TPOTIUNOT HECH KTNVIATPOV, EITE GTOV KATOYO TNE AOELNG KUKAOPOPING 1) GTOV TOTIKO OVTITPOCOTO
ToV €ite oTNV €BVIKT apuOdIa apyN LEGH TOL £BVIKOD GLGTHUATOC OvaPOPES. AvatpéEte emiong oTo
@OOAAO OOMYLDV YPAONG Y10 TO OVTIGTOL O OTOLYEID EMKOVOVIOG.

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

Kidnon kot yarovyio:

Mropei va ypnoiorondet katd tn S1dpKeLd TG KUNONE Kot YOAOUYing.

3.8 Alinienidopaon pe GAAO QUPUAKEVTIKA TPOIOVTA KoL GAAEG HOPPES AAANAETIOPOONG
Agv glval yvoot Kopio.

3.9 Oodoi yopriynons kar docoroyio

Eniyvon oe onueio. Movo yua eEwtepikn ypnomn. Eeappoote povo oe dépua xwpic mAnyés.

H e\dyiotn ovvictodpevn 660 givat:

10 mg/kg cmpatikod Bapovg (o.p.) widaxionpion ko S0 mg/kg copatikod Bapovg (o.5.)
nepuedpivn.

Aocooyiko Zynuo.:
YKUAOL Epmopun Ovopocia ‘Oyxog Imdaxrompion Meppebpivn
(kg o.p.) (ml) (mg/kg (mg/kg
CONUTIKOV CONUTIKOV
Bapovg) Bapove)
<4kg Advantix 40 mg + 200 mg | 0,4 ml TovAdyiotov 10 | tovAdyiotov 50

H vnodocoroyia Oo pmopodce vo 0dNYHGEL GE OVUTOTELECUATIKT XPNOT KL WTOPEL VO EVVOT|GEL TV
avamtuén avOeKTIKOTNTOC,

INa va egaocpoiotel N cwot) docoloyia, T0 couatikd Bdpog Oa mpénel va mpocdiopiletar 660 10
duvatdv akpipéctepa.

Kpotwveg, wollor:
H avdykn kot n ocvyvotnto tov eravolnmtikov Oepomeidv 0o mpénet va Paciloviol 6Ny TOmK)
EMONUOAOYIKY| KATAGTAOT Kot 6ToV Tpdno {m1g Tov {dov.

DOeipec polntirxod tomov.

Ye mepintmon mopacitwong and ebeipeg polnTiKoLv TOTOL, GLVICTATOL PO EMITAEOV KINVIOTPIKY
eétaon 30 nuépeg petd  Bepamneia, kabdg yo pepikd {do pmopei vo amortndei dgvtepog KOKAOG
xopfiiynong.

Dirgflotouor:
I'a v Tpootacio Tov okOAOL KoTd T TEpiodo mapovsiag TV AEfoTouwv, 1| Bepaneia Bo Tpénet va
GUVEYLOTEL KOTOAANAWC.



MéBodog yopnynong

Apapéote pio muméta omd ™ cvokevacio. Kpatiote v mméta og 0éon pe 10 dvolypa mpog to
EMOV®, TEPLOTPEYTE KoL OPUPESTE TO Kamdkl. [upiote o Komdkl avimodo kol tomodetiote T0 GALO
akpo tov otnv mméta. Ileplotpéyte TO KOMAKL, YL VO, GTAGETE TNV OCQAAELN, OTN CULVEYELN
OTOLLOKPVVETE TO KOTAKL OO TV TUTETO.

Q

Me 10 ok0A0 Vo oTékeTal 0pOlog, daympicTte T0 TPiy®Ue otV TEPLOYN LETAED TV 600 OUOTAATOV,
uéypt va omokaAvedel to déppa. Tomobemote ™V GKpn TG TTETOG GTO dEPUA. KOl TEGTE oTOdEPA
UPKETEG POPES, Y10, VAL 0OEIAGEL OAO TO TEPLEXOUEVO TNG omevdeiag Endvm 6To dépLa.

3.10 Xvprtopote vaEPd0GOA0YiNG (KU KOTA TEPITTMO, HETPA AVTIUETOTLGNG KOl AVTIOOTO)
Ag onueiddnkay averiBounto KAVIKG CUUTTOLOTO G VY] KOVTAPLO 1] EVAAIKOLG GKDAOVG TOL
eKTEOMKAY G TEVTOTAGGLIO SOCT] TOV KTNVIATPKOD POPUOKEVTIKOV TPOIOVTOG 1 0€ KOVTAPLA, TMV
omoiwv ot untépec giyav Aapet 66omM TPUITAAGIO TG GLVIGTOUEVTG.

3.11 Ewowkoi wepropiopoi yp1ong Kot e01KES 6LVONKES YPioNS, SuPTEPAAPUPAVOREVOVY
TEPLOPLOUAY OTI| YP1IOT] AVTIHIKPOPLOKADY KUl AVIITUPUCITIKAOV KTIVIUTPIKAV
QUPLIKEVTIKOV TPOIOVTOV TPOKELUEVOD VU TEPLOPLOTEL 0 KIVOLVOS aVATTUENS OVTOYMS

Agv 1oy0et.

3.12 Xpodvor avapovig

Agv 1oyvet.

4. OGAPMAKOAOI'IKEX TAHPO®OPIEX

4.1 Komowkdég ATCvet: QPS3ACS54

4.2 @oppoKodvVePIKN

H ydaxrompion sivor évo eKTOTOPAGITOKTOVO, OV OVIKEL GTNV OUASH TOV YAWDPOVIKOTIVOAK®OV
ovoldv. Xnuikd pmopel va ta&voundel og yAopovikoTvoAlkn vitpoyovavidivn. H yudaklompion
€lval OTOTEAECUATIKN KOTE TOV EVAAMK®OV YOAL®V Kol TOV TPOVOUPIKOV 6Tadimv Tovg. Extdg and tnv
OTOTELECUATIKOTNTO KOTA TOV EVIMK®V YOAA®V, €xel amodelydel kol 0TOTEAEGUATIKOTNTA KATE TV
TPOVOLPOV 6T0 TEPPEALov Tov Beparevpévov {mov.Ot Tpovopeeg TV YOAA®V Tov Ppickovial 6To
apeco mepPdilov tov oxbAov Bavardvovial, otav Epbovv ce emapn pe to vad Oepaneio {mo. H
Yook Aompidn epeavifer LYNAR yNUIK] CLYYEVELD HE TOLG HETOAGLVOTTIKOUS VIKOTIVEPYIKOLG
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VTOJ0YEIC TNG OKETVAOYOAIVIG TOVL KevTIpkoly vevpikod ovotiuatog (KNX) tov eviopov. H
EMIKEIUEVT] AVOGTOAN TNG YOAVEPYIKNG UETAOOONC GTO EVTIOUN EYEL WG AMOTEAEGUN TV TAPAALGT Kot
70 BdvaTo Tov TPUGITOL.

A6y ™G ao0evong QUONG TNG OAANAETIOPACTG LLE TOVG VIKOTIVEPYIKOVE VTOJ0YEIC TV ONAACTIKGOV
Kot NG VIoTIOEUEVNG KOKNG O1EiGOVoNG UEGM TOV OLUOTOEYKEPOUAIKOD @POyUoD GTo, ONAacTIKA, M)
WdaKAOTPioN dev éxel ovolaoTikd koupio emidpacn oto KNI tov Oniactikdv. ‘Eyet eldyiom
QOPUAKOAOYIKT Opdom oto Ondacticd. Aev &xel avagepOel uéypt oTiyung avOekTIKOTTA TOV YOA MV
oTNV WISAKAOTPION.

H meppedpivn aviker omv katnyopion I tng ouddag temv mopebpostddv oKopeOKTOVOVY Kol
EVIONOKTOVOV Kol dpa emiong o¢ ammdntikd. To mopebpoedn emnpedlovv 10 MAEKTPOOTOTIKO
Suvapkd TV S100A®V 1OVIOV VOTPIoV 68 6TOVOLA®MTA Kot 0oTtovovAa. Ta mopedpoeldn| amokaiovvTal
«OVOOTOAEIG TV avolKTOV dlavAmv» (open channel blockers), exeldn] ennpedlovv Tic 31600V 1OVI®V
vatpiov, emPpadvvoviag TopaAANAe, T Ol0d1KAGIo EVEPYOTOINGNC KOl GIEVEPYOTOINGNG TOVG Kot
001 YoUV Ue 0w Td TOV TPOTO € VITEPOIEYEPTT Kol Odvato Tov Tapacitov.

Kotd to cuvdvacpd tmv dVo cueTatikay £xel katadelyfel 6Tl 1 WIdaKAOTPidN dpa ¢ dlEYEPTNG TOV
YoyYAov Tov opfpomddmv Kot Yo ouTd oLEAVEL TNV OTOTEAECUATIKOTNTA TG TEPUEDpivNC.

To KTMVIOTPIKO QPAPUAKELTIKO TTPOIOV TopExel ammOntikny (omotpom) yebHaTog) Opdon KoTd TmV
KPOTMVMV, TOV CKVIIOV KOl TOV KOLVOLTIOV, gumodiloviag pe ovtd tov tpodmo to ammbovueva
mopdotte,. amd 1o va uulncovy aipo Kol UEWMVOVTOG Tov Kivouvo upetddooong apbpomodoyeviv
VOO UATOV (.Y, UTopperi®on, pIKETGI®GT, ephyiman, Asicpavionon). Qotdc0, evoéyeTal vo VTapEet
TPOGKOAAN GO LELOVOUEVOV KPOTOVAOV 1 VOYHOTO LEHLOVOUEVOV CKVITOV 1 KOLVOLTI®V. [ To Adyo
oUTO M UETAOOGT AOUMIMY VOCT|LATOV ad aVTH TO Topdotta dev Uropel TANPOG Vo amokAelcOel, av
ol cuvOnkeg eivar dvopevels. To KINVIATPIKO POPUOKEVTIKO TTPOTOV TopéYEl amwONTIKn (0moTponT
yebpoTog) dpdon katd TV oTAfAOULY®V, UE amOoTELECU TNV TPOANYN NG OepuaTiTIdNG amd T
OMyUATA TOV LUYDV.

To KTNVIATPIKO PUPUAKEVTIKO TPOTOV TAPEYEL AT@ONTIKY (OTOTPOTH YEVLOTOC) dPAGT) KOTA TOL
Phlebotomus perniciosus (> 80% yia Tpeig eBOOUAIES), TOV KOVVOLTIDV KOl TMV KPOTOV®V.
AmoteAéoOTO LEAETOV TTESTOV OO [oL EVONUIKT TEPLOYN EO6E1EAV OTL TO KTIVIOTPIKO QUPUOKEVTIKO
TPOTOV UELDVEL EUUEST, TOV KiVOUVO peTadoong g Leishmania infantum amd LOAVGUEVOVC
oAePotopovg (oxvineg) (Phlebotomus perniciosus) y1o, g Kol TPEIC EROOUAOES, LEIDVOVTAG ETCL TOV
Kivouvo Agicpavinonc 6 oKOAOVG VIO AyMYY.

4.3 @oppoKOKIVTIKI)

To KTNVIOTPIKO QUPUAKEVTIKO TTPOTOV EVOEIKVDTOL Y10 TOTIKT) EPUPUOYN GTO 0. META TNV TOTIKNY
EQOPLOYN GTOVG GKVAOVG, TO OLAALUO, KATAVEUETOL TOAYEWC G° OAN TNV EMPAVELD, TOV CAOUATOG TOV
{oov. Kat ta 600 0paoTikd cvotatikd ival duvatd va aviyvenfodv 6To dEPLLO KoL TO TPIY®LLO TOL VO
Oepaneio {mov yuo téooepig fdonadec.

Meléteg oto dépua emudmv Kol (HmV-0ToY0V, LEAETEG VTTEPOOGTING KOl UEAETEG (POPUAKOKIVITIKNG
oToV 0pd TOL OiuaTOg, €Yovv amodeifel OTL M GUGTNUOTIKY ATOPPOPNON TOV VO OPUCTIKMV
GLOTOTIK®OV ETELTO OO EQOPUOYT GE VYIEG dEpUa €lvarl YOUNAR, TopodKN Kol dev emmpedlel v
KMVIKT] 0TOTEAEGLLATIKOTITO TOV TPOTOVTOC.

Heprparrovrikég 1016TNTEG

To KINVIATPIKO QOPLOKEVTIKO TPOIOV OV EMITPEMETAL VO EPYETAL GE EMAPT UE VOATIVEC TNYEC, EMELON
umopel vo amoderytel EMKivVOLVO Yoo ToL WapLlo Kol Tovg VOPOPLovg opyavicpovs. o okdAovg vrd

Oepamncio, PAéme Ke@dAalo 3.5.

To KTVIATPIKA QOPUOKEVTIKA TPOTOVTO, TOL TEPLEYOLV TTEPUEDPIvN ivar TOEIKE Yia TIG LEMOTEC.

5. OAPMAKEYTIKA XTOIXEIA



5.1 Kopieg acopparotnreg

Agv glval yvoot kapio.

5.2 Awpkero Lonfg

Atdprero {ong TOL KTIVINTPIKOV POPUUKEVTIKOD TPOIOVTOG COLPMVO LLE TI GUCKELOTIN TOANONG: S
xPoVIO.

Awdpketo Long PETA TO TPMTO Avorypo TG 0nKng adovpviov: 2 ypovia.

Awdpketo Long LETA TO TPMTO AVOLYLLO TNG TIMETAG: AUEST) XPNOM.

5.3 Iowitepeg mpo@uAdEels kKatd ) @OAAEN TOV TPOidVTOg

No punv KaToyvyetal.

Metd 10 avotypa g Onkng aiovuviov va @uldocoetal oe Enpd pépog oe Bepuokpocio oyt
peyarvtepn tov 30°C.

5.4 ®von kKo 6OVOEST TNS GTOLYELDIOVS GVGKEVUGING

[Miméta povadiaiog 001 0md AEVKO TOAVTPOTLAEVIO LE KOTAKL 0O AEVKO TOALTPOTLAEVIO. Ot
mmETEG povadiaiog d0omng cvokevalovial o€ BepIOGLYKOAANUEVEG KOWEAEG OO
IToAvyrwpotprpBopoaibvrévio PCTFE/PVC og pia 1 mepiocdtepeg OMkn(eg) ahovpviov Kot o€

YAPTIVO KOVTL.

Meyébn cvokevaciog:
Xaptvo kouti mov mepiéyet 1, 2, 3, 4, 6 1 24 munéteg. Kabe mméta mepiéyet 0,4 ml doddpatog.

Mmropet va. unv KuKAOPOPOUV OAEG Ol GUOKEVAGIEC.

5.5 E10wkég mpo@uAaEels amdppyng vog 1 yPNGLHOTO0EVTOS KTNVIUTPLKOV QUPUUKEVTIKOV
TPOIOVTOG 1] GALOV VAIKAV TOV TPOEPYOVTUL O.TO T1] YPIGT TOL TPOIOVTOGS, UV VITAPYOVY

Ta eapuake dev TPETEL VO OTOPPITTOVTUL LEGH TOV ADUATOV ) TOV OIKIUK®V OTOPANTOV.
XP1NOYLOTOMOTE TPOYPALLOTH ETOTPOPTG POPULAKOV VIO TNV ATOPPIYN U1 XPTCILOTO0EVTOV
KTNVIOTPIKOV QAPLOKEVTIKMY TPOIOVTOV 1] GALDY DAIK®OV TOL TPOEPYOVTAL OO TN XPTOT TOVG
GOLPMOVA [LE TIC TOTIKEG ATUITNOELS KO IE TUYXOV EOVIKA GLUGTIOTO GLAAOYNC TOV 1GYVOVY Y10, T,
GYETIKA KTNVITPIKE PAPLOKEVTIKA TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Elanco Animal Health GmbH

7. APIOMOZXZ(OI) AAEIAY KYKAO®POPIAX

A.AK. EAMGdoc: 3639/19-01-2010/K-0152701
A.A K. Kompov: CY00001V-1

8. HMEPOMHNIA IIPQTHX EI'KPIXHX

Hpepounvia Ing éyxpiong: 06/04/2004



9. HMEPOMHNIA TEAEYTAIAYX ANAOEQPHXHYX THX IEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

06/2025

10. TAZEINOMHIH TON KTHNIATPIKON ®APMAKEYTIKQN ITPOIONTOQN
Noa yopnyeitor LOVOV LLe KTNVIOTPIKT GLVTAYY.

Aemtopepeic TANpoPopieg Yo 10 €V AOY® KTNVIOTPIKO QOPUOKEVTIKO TPoidv gival dabéoieg otn fdaon
dedopévav g EE yu ta ktnviatpikd npoidvta (https://medicines.health.europa.eu/veterinary).
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