[Exooon 9,03/2022]

ITAPAPTHMA 1

HEPIAHYH TON XAPAKTHPIETIKOQN TOY ITPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

ProtecTix 40 mg/200 mg diddvpa yuo eniyvon og onpeio yio okvAovg £mg 4 kg.

2. MNOIOTIKH KAI MIOXOTIKH XYNGEXH
Ka6e mméta tov 0,4 ml mepiéyst:

ApaocTIKO(G) cveTaTIKO(E):

Imdaxrompion 40,0 mg

[eppedpivn 200,0 mg

"Exodoya:
ITototikn cHvBeon exdoY®V KoL GAAWDY IMocoTtikn} cvvOesn av o1 AIANPOPOPisS AVTEG
GUCTOTIK®V gival oNUOVTIKES Y10 TN 6®OGTY] LOP1}Y161) TOV

KTNVIOTPLKOD QUPRIKEVTIKOV TPOIOVTOG

Butylhydroxytoluene (E321) 0,4 mg
N-methyl pyrrolidone 187 mg
Triglycerides, medium-chain
Citric acid (E330)

Awvyéc Kitpvomo S1dAvpa Yo xiyvon oe onpeio.
3. KAINIKEX IIAHPO®OPIEXZ

3.1 Eion {oov

‘al

1.5kg -4 kg
2xoAot (dvo Tov 1,5 kg éw¢ 4 kg).

3.2 OgpamevTikég gvocigels ya kG0e gidog Ldov
Mo ™ Oepomeion kot v wPOANYN g mopocitwong omnd yollovg (Crenocephalides canis,
Ctenocephalides felis).

O1 yAhot 6ToVg 6KLAOVG Bavatdvovtal evtog piog nuépag petd tn Bepaneio. Mia Oepaneio amotpénet
TNV TEPOUITEP® TOPUGITOOT amd YOALOLS Yo TEGGEPIS £fdopades. To KINVIATPIKO QAPUAKEVLTIKO
TPOioV pmopel va, ypnoomombei ota mAaiclo piog otpatnykng Oepaneiog yio TV oAAepyikn omd
YyoAlovg deppotitida.

To KTNVITPIKO POPULOKEVTIKO TPOTOV EYEL ELUEVOVCA AKOPEOKTOVO KOl OT®ONTIKY OpAcT EVOVTL T®V
TOPOCITOCE®V OO Kpotaveg (Rhipicephalus sanguineus xal Ixodes ricinus ywo. técoepig efdopadeg
kot Dermacentor reticulatus yio. Tpeig eBOOpUAdES).

Me v anmbnon kat ) Bovatmon tov kpdtwva eopéa Rhipicephalus sanguineus, T0 TPOIOV PEIOVEL
v mlavotnta petddoong tov maboyovov Ehrlichia canis, Pei®voviag KoT' ovTOV TOV TPOTO TOV



Kivduvo gpAyimong tov okOAov. H peiwon tov kivdvvou Exet amoderybel oe pedéteg 0Tt apyilet 3 nuépeg
LETOL TNV EQOPLOYT TOL TPOIOVTOC KOl TOPAIEVEL Y10 4 EBOOUAdES.

O1 kpOT®VES TOL VTLAPYOLY 1O OTOV OKVAO EVOEYETAL VO U1 BovatmBoliv eviog 600 nuepdv HETd TN
Oepomeio kot vo Tapapeivouy mposkoAinuévor kot opatoi. Emopévmg, katd t otiyun g Oepomeiog
GULVIGTATOL 1] APOIPEST] T®V KPOTOV®Y oV Ppickovtal Ndn 6Tov 6KOA0, TPOKEWEVOL Vo, amopevydel n
TPOGKOAANGT TOVS Kol 1 oopvinon aiplotoc.

INa ) Bepaneia tapacitwong and eBeipeg pvlntikov tomov (Trichodectes canis).

Mia Oepaneio mapéyet anmbntiky (avtipwintky) dpdon Kotd:

- tov oxvinwv (Phlebotomus papatasi ywo 600 efoopddeg ko Phlebotomus perniciosus yio TPELC
efdouddeqg),

- TV KovvoumwV (Aedes aegypti yio 600 efdouddeg ko Culex pipiens yio té€6cepic BOOUADES),

- TV otaPropvymv (Stomoxys. calcitrans) yio 1€66€p1g ELOOUASEC.

Meimon tov Kivdvvov Aoipwéng amd Leishmania infantum péco petddoong and oxvineg (Phlebotomus
perniciosus) ywo. £0¢ 3 efdopddeg. H emidpaon eivor Eupeon kot opeiletat 6T dpAGcT TOL TPOIOVTOG
KOTA TOV POPEal.

3.3 Avrevoeigeg

AOY® EMAEYNC SL0BECTUWOV OEOOUEVOVY TO TPOTOV EV TPEMEL VO, YPTCLUOTOIEITAL GE KOLTAP1a nALKiog
pkpoTEPNG TV 7 ESoUAdOV 1| cOMOTIKOD BApovg tkpotepov Tov 1,5 kg.

Na pn gpnoyLonolEital G€ TEPITTM®OT YVOOTNG VIEPELOITONGING GTA SPUCTIKA GLGTATIKA 1) GE KATO10
£K80Y0.

Noa un gpnowonoteiton o€ yatec. H meppedpivn etvan emkivovvn yia Tig yatec.

3.4 Ewwkég TPogtdomon|oeLg

Eivar duvatd va vdpéel TpookOAANOT HEUOVOUEV®Y KPOTOVAOV 1| VOYLOTO LEUOVOUEVOV CKVITMV 1|
KovvoLT®V. ' Tov AdYo avTd 1 peTddoon AOU®I®V VOSLAT®OV amd 0VTA To ToPACITO gV UTOpEl
va. amokAElGOel TAMP®S, av o1 cuvOnKeC glval ducpeveic.

Yvviotdton 1 epappoyn g Bepomeiog ToOVAG IGTOV 3 NUEPES TPV OO TNV AVOUEVOUEVT EkBEoT oTNV
E. canis. Ocov apopd otV E. canis, peréteg £xovv Katadei&el 0TL 0 HEI®UEVOS KivOuVog epAtyimong o€
oKOAOVG OV eKTEOM KAV € Kpdtwvec Rhipicephalus sanguineus polvcpévovg pe E. Canis, apyilet 3
NUEPEG LETA TNV EPUPLLOYT TOV KTNVIATPIKOD QOPUAKEVTIKOD TPOTOVTOS KOl TAPOUEVEL Vi 4 B0 UAOES.

H dpueon mpootacio and viypato okvitmv dev €xet tekunpumbei. Ot oxviotl Tov Exovv voPAndel oe
Oepomeio yio T peion Tov Kivdhvov poAvveng and Leishmania infantum péco PeTAO00NG 0O GKVITEG
P. perniciosus 0o Tpémel vo pLAAGGOVTAL GE TPOSTATEVUEVO TEPIPAALOV KATA TN OLAPKELL T®V TPDTOV
24 @pdV PETA TNV OPYIKT EQapLOY TG Bepamneiog.

Mo vo peliodel n ek véov poAvven omd v UEAVIoT VEOV YOAA®V, cuvictdtol 1) Bepameio OA@V TV
oKOA®V o€ éva votkokvpd. Ao {da mov {ovv 6To 1510 voikokvpld Ba mpémel emiong v, vtoaiiovtal
o Oepameio e KOTAAANAO KTNVITPIKO QOPLOKELTIKO Tpoidv. [Ma v mepaitépm peimon g
nepPariovtikng emidpuvong, cuvietdtol 1 Tpdchetn ypnon KatdAining neptPailovtikng Oepameiog
KOTA TOV EVAMKOV WOAALDV Kol TOV oVOTTLEIOK®VY 6Tadimv ToVG.

To KTNVIATPIKO PUPUOKEVTIKO TPOIOV TAPAUEVEL dPACTIKO €0v T0 (Mo Ppayel. QoTd00, TPENEL va
ATOQPEVYETAL 1] TOPOTETAUEVT], EvTOVN €KOEGN GTO VEPO. X MEPIMTMOGELG GLYVNG EkOeang 6To vepd, N
EULUEVOVCH OTOTEAECUATIKOTNTO UTOPEL VO LELWOEL. L& AVTEG TIC TEPMTAOOELS, NV EXAVAAAUPAVETE TN



Oepameia cuyvotepa amd pio eopd v efdopdda. Edv évag okbAog yperdletal TAVGIUO LE COUTOVAY,
ovtd Bo mpémel vo yivel TPV amd TNV EQAPLOYN TOVL KTNVINTPIKOD (QOPUOKEVTIKOD TPOTOVTOG 1|
TOVAGyoTOV 2 €PSONAdEG LETA TNV EQOPHOYN, Yia vo. PfelTiotomombel 1 OTOTEAECUATIKOTNTO TOV
KINVWOTPIKOD QOPULOKEVTIKOD TPOTOVTOG.

H doxonn ypiion avTimopacttik@y 1 1 3PN oL TOPEKKAIVEL ard TG 001yiec oL divovtal oty ITXI1T
umopel va avé&Nnoet Tov Kivouvo avantuéng avOeKTIKOTNTOC Kot v, 001 YOEL O UELOUEVT) OPACTIKOTNTAL.
H andépaon ywo ) xpron tov mpoidvrog Ba mpénel va Paciletal otnv emPefoinon Tov TOPAGITIKOD
€1d0vg KAt Tov PopTiov N TOL KVOHVOL HLOAVLVONG Le Pdomn To ETONUOAOYIKE YOPUKTNPLOTIKA TOV, Yo
kd@0e {do.

AvBektikdtnra oty epuedpivn €xel avapepbei oe yorlovg, kpdtwveg (Rhipicephalus sanguineus),
otoPropvyeg (Stomoxys calcitrans), wovvoomio. (Culex pipiens, Aedes aegypti) ko okvineg (P.
papatasi). H yprion owtod tov mtpoidvtog B mpémel va AauPavel vToyn TG TOTIKEG TANPOPOPIES
OYETIKG LE TNV gvootnoio TV Tapasitov-oTdY®mV, 6oV ival S10BEcies. ZUVICTATAL 1) TEPAULTEP®
OlEpeHvNON TEPTTOCEMY THOVOLOYOVUEVNG OVOEKTIKOTNTAG, LLE T XPNOT KOTAAANANG S0y VOO TIKNG
uebodov. H emiPePoaropévn avbektikdmmro 0o TpEmel va ovaQEPETOL OTOV KATOXO NG GOENg
KuKAoPopiag 1 6TIg apUOSIES OpPYES.

e TepInT®ON AmoVsiag Kvovvou TanTtdypovne AoIUmENg te WOAAOLS, KpOT®VeEG /Kol okvimeg, Oa
TPETEL VAL PN CLILOTTOLEITAL £VOL TPOTOV GTEVOD PAGHOTOC.

3.5 Idwitepeg TPo@LAGEELS KATA TN PG

Idwitepec TPoELAGEELS V1o TNV ool yprion ota £idn Lhwv:

Oa mpémel vo AapPavetor LEPYVO, MOTE VO ATOPEVYETAL 1] ETOPT] TOV TEPLEXOUEVOL TNG TUTETOS LLE TO.
UATLOL 1] TO GTOMO TOV OTOSEKTN-OCKOAOV.

Oa wpénel va Aapavetal HEPYVE, MOTE TO TPOIOV VO YOPNYEITAL LE GMOTO TPOTO, OTMS TEPTYPAPETOL
oV mapdypoeo 3.9. Idwaitepa Oa mpénet va amopedyetal To YA IO TNE TEPLOYNG OOV EQaPUOGONKE
TO TPOiOV, T0G0 0md 10 (MO, 6TO 0Tmoio YopNYNONKE, 650 KoL amd {da pe Ta omolo EPYETOL GE EMOQN.

No un ypnowonoteitar o€ yoTeC.

To mpoidv awtod etvar e&aipetikd To&ikod Yo Tig Ydteg kot Bo pmopovioe va amoPel popaio egattiog g
Wuitepng PLGIOAOYING TV YOTMV, Ol OTOIES AOLVATOVV VO, LETAPOAIGOVV OPICUEVES 0VGIES, OT™G M
nmeppedpivn. T vo Tpootatéyete Tig Yateg amd Tuyaia £kBeon oTo TPOIOV, ATOUOKPVVETE TOVG VIO
Oepomeio. oKOAOVG OO TIG YOTEG PETA TNV EQOPLOYT TNG Bepameiog, £0C OTOV VO GTEYVAOGCEL 1 TEPLOYN
EPAPUOYNC TOL TPoidvTtoc. Elvan onuavtiko va Befarmbeite 0Tt o1 ydteg oe Bo yAelyovv 10 oKOAO GTNV
TEPLOYN OMOV €PAPUOCTNKE CLTO TO TPoidv. Edv avtd ocvuPel, avalntmote auéomc KINVINTPIKn
GLUPBOVAT.

YvpPovAevteite TOV KITNVINTPO GOG, TPV XPTCLLOTOCETE TO TPOIOV GE APP®OTOVG 1 e&ncBevnuévoug
OKOAOLC.



ISwitepeg mpouAdéeic mov mpémel voL AopuBdvovtatl otd To ATOUO TOL YOPNYEL TO KTNVIOTPIKO
QOPUOKEVTIKO TTPOoidv og {ma.:

ATopo LE YVOOTO 10TOPIKO VITEPELAIGONGING TOV dEPUATOG Pmopel va lvar 1dtaitepa evaicOnta o avTod
TO KTNVIOTPIKO POPLOKEVTIKO TPOTOV.

Ta xvplapyo KAWVIKA cuurTOUOTE, TO OTolol o€ €ENIPETIKA OMAVIEG TEPIMTMOGES WUmOpPel va
ELPOVIOTOVV, gival mopodikol aicOnTplakoi epediopol Tov dEPHOTOC OTMG LVPUNYKLOGLLO, 0icOn o
KaHGOL N LOVOLOG L.

Amo T1G epyaoTnploKéG HEAETEG O KOUVEALD KOt EipveG pe To €kdoyo N-pebBvlomuppoidovn
damotadnkav evoeigelg epuPfpvotolikotntag. To KITVINTPIKO PAPUOKEVTIKO TPOiOV OgV TPEMEL VoL
yopnyeitan omd £YKveG Yuvaikeg Kal yovaikeg yio Tig omoieg vapyel vroyio eykvpoovvie. Katd tov
YEPIGUO TOV KTNVIATPIKOD QUPUOKEVTIKOD TPOIOVTOC OO YOVOAIKEG OVATOPOY®YIKNG NAKiag, Oa
TPEMEL VO Y PTCLLOTOLELTAL TPOCMOTIKOS TPOGTATEVTIKOC EEOTAICUOG TTOV amoteAeiTat amd yavTia. Ot
EYKVEG YUVOIKEG KOl 01 YOVOIKES Y10 TIC OTTOLEC VILAPYEL VITOYIN EYKVUOGHVNG Oa TPEMEL VA ATOPELYOLV
™V dpeon emaen pe 1o vrd Bepomeio (o Yo 12 dpeg PHETA TNV EPAPLOYT TOV TPOIOVTOG.

O yepiopdc v vo Bepaneio (dov Oa TPEMEL VO OTOPEVLYETOL Y10 TOLVAUYIOTOV 12 DpEC HETA TNV
EPAPUOYN TOV TPOidVTOG. L2 €k T0HTOV, GuVicTdToLl 1| Ogpameio Tov {@ov o Ppdadv. Ta vid Bepancia
{da dev TPEMEL VO EXTPETETOL VO KOILOVVTOUL UE TOVG OLOKTITEG TOVC, ELOIKE TO, TOSLAL.

INa va amotpéyete v TPOCPOoN TOV TAOIOV OTIC MUTETEG, SLOTNPNOTE TNV TUIETA GTNV OPYIKN
OLOKELOGIO LEYPL VAL EIVOIL ETOLUN YOl ¥P1ION KOl ATOPPIYTE AUECOC TIG PN CLLOTOUEVES TITETEG.
Amoiyete TV emoen UETaED TOV KINVIATPIKOD PUPUOKELTIKOD TPOIOVTIOG KOl TOV OEPUOTOS, TMV
LOTU®V 1 TOV GTOLATOG.

Mnyv tpmrte, Tivete | komvilete KAt Tn S1ApKELL TNG EPAPUOYNG.

[TAOveTe T Y€PLOL EMPEADS LETE TN XPTOT.

Y& mepintmon tuyaiog dafpoyng Tov dEPUATOC, EETAVVETE OUECWHE LLE GOTOVVL KL VEPO.

Edv 10 ktnviatpikd @apprakevTikod mpoidv e16EABEL TV OTO LATLA, TPEMEL VA TAL EETAVVETE EMUEADC
pe vepo. Eav o epebiopdg tov d€pUatog 1 TV HATIOV EMUEVEL, avalnTioTe OUESMG LOTPIKT GUUBOVAN
Ko emdei&eTe 6TOV 10TPO TO PLALO 0ONYLOV YPNONG.

Mnyv katomivete To Tpoidv. Te mepintwon mov katd AdBog vTapEel KOTATOGT, Vo avalNTHOETE AUECHS
wTpikny Ponbelon ko va emdeibete otOov 1TPd TO PUAAO OdMYIDV ¥PNONG 1 TNV ETIKETA TOL
QOPUAKEVTIKOD TPOTOVTOG.

AVTO 10 KINVIOTPIKO QOPUOKEVTIKO TTPoidV mepiExel fouTvALIPOELTOAOVOALID, TO OTolo Umopel va
TPOKAAEGEL TOTIKEG dEPUATIKEG ovTIOpaoelg (m.y. deppatitidn & emapng) 1 epebiopnd twv oeHaAndy
KOl TV PAEVVOYOV@V.

[Switepec TPoLAGEELC Yo TNV Tpoctacio Tov Tep1fdAlovtoc:
Mo v amoeuyn avemBOuNTOV evepyEL®V GE LOPOPLOVG OPYOVIGUOVG, OEV TPETEL VOl EXITPETETAL GTOVS
OKOAOLG VO EIGEPYOVTOL GE EMPAVELNKE DOOTA V1o 48 dpeg petd ) Bepoameia.

AlAec mpo@LAGEELS:

O 310AVTNC OTO KTNVIATPIKO QUPLOKELTIKO TPOIOV £ivol SuVaTO VO, 0PTGEL KNAIOEG KOTA TNV ETOPT| TOV
Le OpoUEVE DAIKE, OT®G OEPLO, VOACUATO, TAACTIKG KOl AOKOPICUEVEG EMUPAVEIEG. APNOTE TNV
TEPLOYN EPAPUOYNG VO CTEYVAOCEL, TTPLV EMITPOTEL 1] EXAPT LLE TETOLOV EIOOVE VAIKA.

3.6 AvemOdunta cvppavra

YK0AoL:
Oyt ovyva (1 ¢ 10 Loa / 1.000 vt Kvnopdc oto onpeio epapproyng, aAroyn tpiy®dv 6To
Oepaneio {ma): onuelo epappoyng (m.y. Amapd Tpiyouo 6To onpeio

EQUPHOYNG)
‘Epeon




Zravia (1 éog 10 {da / 10.000 vrd EpbOnua oto onpeio epapoyns, reypnov oto onpeio

Oepaneio Lma): EQOPLOYNG, TPLYOTTMOCT| GTO GNUEID EPAPULOYNS
Aldppoa

Mol ondvia (<1 Lo / 10.000 vrd Avénpévn svaistneio tov Séppatog (Evoipo, Tpiyipo)’

Oepancio (da, copneplapuPoavouévov Anbapyoc’

TOV LELOVOUEVOV OVOPOPDV): Awtapoyn coumeprpopds (01€yepon, avnovyia, ykpivia,

nePoTPoPEc) %3

AwTopoyn TV TENTIKOV GUOTAUATOG (VTEPGIEAOPPOLY,
uetopévn opegn)’>

Nevporoyikd copunt®pata (1., U1 PUGIOAOYIKN
kivon, cvoendce) >3

Pvevikd voywpel avtépata, * mopodikd, *oe ckdrovg svaicOnTovg TNV TEPUedpivn

H dnAnmpiaon petd omd axodoia Ayn amd To 6TOUN 6 GKOAOVG eivat amifoavn, aAld pwwopel vo
ovpPel og TOAD GTAVIEG TEPIMTMOELS. LE QTN TNV TEPIMTMOOT), LWTOPEL VO, ELPAVICTOVY VEVPOAOYIKA
CUUTTOUOTO OTOG TPOUOG Kat ANBapyos. H Bepameia mpémet va eivar cupntopotikn. Agv vapyst
YVOOTO €101KO avTid0TO.

H avagopd avemBountov coppdviov eivar onuavtikny. Emitpénel tn cvveyn mopakoAiovdnon tng
OCQAAELNG EVOC KTNVIOTPIKOD QOPUAKEVTIKOD TPoidvTog. O avapopés TPEMEL VO, ATOCTEAAOVTOL, KOTA
TPOTIUNGOT HECH KTNVIATPOV, EITE GTOV KATOYXO TNG GOEL0C KUKAOPOPING 1) GTOV TOTIKO OVIITPOGHOTO
TOV €ite TNV €6vIKN apuddla apyn LEC® TOV BVIKOD GUGTNLOTOS AVAPOPAS. AvaTpEéEte emiong oTo
QUALO OOMYIDV YPTONG Y10 T OVTIGTOLYO OTOLYELD EMKOWVMVING.

3.7 Xpnon katd v KOnon, T yorlovyia 1 TNV ®OTOKiA

Kbdnomn kot yorovyio

H aocediela Tov kTviaTpikod QopUaKeLTIKOD TPoidvtog dev €xel amodelyfel e okOAOVG KT TN
dupkeln ¢ kdnong M ¢ yorovyiog, 1 o€ (do mov mpoopilovtarl yio. avomapaymy. Amo TIC
EPYACTNPLOKEG LEAETEG GE KOUVEMA KOl EMIPVES pe TO £kdoyo N-pebviomvppoidovn domotddnKoy
evoeitelg euPpvotolikdtrag. To mpoidy va yopnyeitalr LOVOV GOUG®VO LUE TNV EKTIUNGCT 0PELOVC-
KvoOvVoL oo Tov vevduvo KTnviaTpo.

3.8 Alniemidopaon pe GALO QUPUOKEVTIKA TPOIOVTO KOl AAAEG HOPPES OAINAETIOPAOTG
Agv glval yvootr| kopio.
3.9 Odoi yopiynonc ko d060r0yia.

Awdopa yio emiyvon o onueio uovo yia eEmtepikn ypnon. Eeapuodote povo oe dbikro déppa. Ta
oo pémel va Quyilovtal pe akpifela wpv amd ) Oepoameio.

H ehdyiotn docoroyia givor 10 mg/kg copaticon Bapovg udaxronpion kot 50 mg/kg copoticon
Bapovg meppedpivn, mov 1oodvvapei pe 1 mméta tov 0,4 ml yuo éva pikpd okoro (> 1,5 kg éwc 4 kg)
N omoia avtioTotyel o€ 06on 10-27 mg/kg copatikov Papovg yidakiompion kot 50-133 mg/kg
ocoUATIKOV Bdpovg mepuedpivn.

I'a sxvrovg ave Tov 1,5 ke £m¢ 4 kg:

Bydhte pio mméta amd ™ cvokevacia. Kpatiote tyv mméta e dpbia 0Eom ko TEPIOTPEYTE TO KATAKL.
AwyopioTe TO TPIYOUN OVAUEGO OTIC UOTAGTEG LEYPL VO, EIVOL 0paTO TO OEPUAL.



TomoBetnote TO GKPO TNG MMETOC OTO OEPUOL KOL TEGTE GTAOEPE OPKETES POPES YO VO, AOELAGETE TO
mepleyOUEVO amevbeiag oTo dEpLLaL.

N
®J(=F

Ye mepintmon mopocitoong and edeipeg pulnTikon THTOV, CLVIGTATOL TEPULTEP® KTNVIATPIKT eEETOON
30 nuépec petd ) Bepameia, Kabng opiouéva {da pmopel va, ypelactovy devtepn Bepamneia.

IMa v mpoctacio evoc okbdAOL KaB’ OAN TN SLapKELD TN TEPLOJOL TNG oKVimac, 1 Oepaneio Oa mpémet
va cuveyiletat pe cuvénela Kab' OAN TN S1dpKeLd TG TEPLOJOV.

H vrodocoroyia Bo pmopovce vo 00Ny OEL GE UVATOTELEGOTIKY YPNON Kol UTOPEL VO ELVOT|GEL TNV
avamTuEn ovOEKTIKOTNTOC.

3.10 ZvpntOpotoe VITEPS0G0A0YiING (KUl KATA TEPITTMO, HETPU UVTIPLETOTIONS KOl AVTIO0TA)

Agv mopatnpnOnKoy avemiBounto KAMVIKG GOUTTOLOTO, GE VY1ELG EVAMKOVS OKOAOVG N KOLTEP10, GTOVG
omoiovg yopnynHonke 66om mevtamidoto g Oepamevtikng 0o6onc. To 1610 oyveL Kot Yo To, KovTapia
TV omoimv M untépa Elafe dooN TPIMALGLIO TG BEpamenTIKig 606N TOL GLVIVLACUOV YWOUKAOTPIONG
/ mepuebpivng. H cofapdtnta tov deppoticod e£avOnuatog mov Uropel LePKES POPES VO ELPAVIOTEL
07O ONUEI0 EPAPUOYNG, LEAVETAL LUE TNV LTTEPSOGOLOYIA.

3.11 Ewwoi tepropiopoi yp1ong kKo e101kég ovvOnkeg ypfone, cvpmepriappfavopévev
TEPLOPIOLAV OT| YP1]O1] AVTIHIKPOPLOKAV KU1 AVTITOPUCLTIKAV KTVIATPIKAV
QUPUIKEVTIKOV TPOTIOVTMV TPOKELUEVOD VO TEPLOPLOTEL 0 KIVOUVOS avATTUENS UVTOYNS

Agv 1oyVeL.

3.12 Xpovor avapovig

Agv 1oy0eL.

4. DOAPMAKOAOTI'IKEX TAHPO®OPIEXZ
4.1 Kaodikoég ATCvet: QP53AC54

4.2 @opproKoOVVOUIKY

To KIVIOTPIKO PAPUOKELTIKO TPOTOV givorl £va EEOTAPACITOKTOVO YO TOTIKY XPNOY MOV TEPLEXEL
yudakAonpidn kol mepuedpivr. AvTdg 0 GLVOVAGHOG OpOl (OC EVIOUOKTOVO, OKOPEOKTOVO KOl
anmONTIKO.

H yuwdaxrompion sivar €vo eEOmapacITOKTOVO, TOV GVAKEL OTNV OUAON TV YA®POVIKOTIVOMK®V
0VCL®V. XNUIKE propel va ta&tvoun el og yAopoviKoTivoMkn vitpoyovavidivr. H iidakionpidon sivon
OpOOTIKY KATO TOV EVAAMK®OV YOAAOV KOl TOV TPOVOUPIKOV oTadiov Tov WyoAlov. Extog and v
dpaon g WSaKAOTPIONG EVAVTL TOV EVAMKOV YOAL®V, £YEL OTOdELYDEL 1] ATOTELEGUATIKOTNTA EVOVTL
TOV TPOVOUPIKOV GTAdIOV T®V YOAA®YV 610 TepIfariov Tov vd Oepameio katowidov {mov. Ta
TPOVOLLPIKG GTASIN 6TO AUECO TEPPAALOV ToL oKkOAOL Bavatdvovtal PeTd amd emapn Ue Evo VTO
Oepaneio {do. H yudaxiompion epgovifet vynAn ovyyéveld HE TOVG VIKOTIVEPYIKOVS VLTOOO0YEIS



OKETVAOYOAVNG OTI LETAGLVOTIKT TEPLOYT TOL KEVTPIKOV veELPIKoy cuotniotog (KNX) tov yOAlmv.
H emkeipevn avaoToAn TG YOAVEPYIKNG LETASOONC OTA EVIOUO EXEL MG OMOTEAECUO TNV TOPdAvOoN
Kol Tov Bdvaro.

H meppebpivn avikel oty katnyopio tomov I tov mupebpociddv aKopeoKTOVOV Kol EVIOUOKTOV®V
Kot Eyel eniong anwOnTikn dpdon. Xta GTOVOLAWMTA Kol 6T0 0eTOVOVAQ, To TVPedpoEdn emnpealovy
TOVG NAEKTPOELOIGONTOVE S1avAOVE TOL vatpiov. Ta TupeBpoeldn ovopdlovtol EXiong «avVAGTOAEIC TV
OVOIKTAOV O100A®VY, Kol ETNPEALOVY TOVG dLOVAOLS VATPIOL HECH TG EMPPASVVOTC TV AEITOVPYIDV
NG EVEPYOTOINGNG KOl TNG OMEVEPYOTOINGNG, TOL £XEL GOV GUVETELN TNV VIEPIIEYEPOT] Kot TOV BdvaTo
TOV TOPAGITOV.

Y10V GLUVOLOCHO TV dVO OVGLMY, &xEl amodelydel OTL N LOAKAOTPION AELTOVPYEL WG EVEPYOTOMTIG
TOV YoyyAMov Tov apfpomddmv Kol EMOUEVMG LEAVEL TNV OMOTEAECUATIKOTTA TNG TEPILEDPIVIG.

To KTNVIOTPIKO POPUAKEVTIKO TTPOTOV TapEYEL ammbNTiKn (avTipulnTikn) Spdon Katd tov Phlebotomus
perniciosus (>80% yw 3 eBOOUAIES), TOV KOLVOLTIMV KOl TV KPoTOveVv. Ta dedopéva tediov amd o
eVOMWIKY TtepLoyn £0e&av OTL TO KTNVIOTPIKO (QOPUOKEVTIKO TPOIOV UEIMVEL EUUEGO TOV KivOuvo
uet@doong g Leishmania infantum ond polvcuéveg okvineg (Phlebotomus perniciosus) yio éog kot 3
ePOOLAdES, LEWDVOVTAG £TGL TOV KIVOLVO AEiGHOVI®MONG 08 GKVAOLE oL ElaPav Bepameia.

Mmnopei va avortoyfei avioyn omv mepuebpivn kot givar yvootd OTL 11 avtoyn €KONADVETOL GE
pepovouéves 1 ToAAOTAEG peTaAAGEelC TG KVplog BEomc-otdyov NG, TV MAekTpogvaictntov
dtdAV ToV vaTpiov, Tov cuVRBS avapépovtal g avtoyn knockdown (petddhaén kdr 1 skdr). AAdot
unyoviopot avamtuéng avtoyng meptioupavouy v mayvvon M¢ emdepuidag Kot TN UETABOAKN
OVOEKTIKOTNTO LEC® TNG VILEPEKPPACTG TOV UETAPOAIKDV LLOVOOEVYEVOGMY TOL KVTOYPpOUaTOC P450,
TOV ECTEPACHOV KL TOV S-TPOVOPEPACHV TNG YAOLTABEIOVNG.
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To KIMVaTpKd QAPUOKELTIKO TPOIOdV evdeikvuTal Yoo deppatikny yopnynon. Metd amd Tomikn
EPAPLOYN GE GKOAOVG, TO S1AAVIO KOTAVEUETOL YPTYOPO GTNV EMUPAVELL TOV GMOOTOS Tov {mov. Kot
01 800 OPUCTIKEG OVGIEC TOPAUEVOVY OVIYVEVGIUEG GTO dEPUA KoL TG TPiYES ToL Lo Bepameio {Hov Y
4 efoopadec.

Oé&giec deppoticég pehéteg o€ apovpaiovs Kot {da-otdyovs, LEAETEG VTEPSOGOAOYIOG KOl KIVITIKNG
0pov £0VV KATAJEIEEL OTL | GLOTNUOTIKY ATOPPOPNCT KL TOV dVO SPUCTIKMY OVGIHOV UETA TNV
EPapUOYN o€ abkTo déppa glvar yaunAr, Tapodikn Kot dev oyetileTal pe TV KAWVIKN
OTOTEAECLLOTIKOTI|TOL.

Meprparriovtikég 1010TNTES

To KNVIaTPIKd POPLOKELTIKO TPOIOV OV TPEMEL VO ELGEPYETAL GTOV VOPOPOPO opilovta KaBmG oVTo
evogyeTon va giva emikivouvo yuo Toug yBeic kol Toug VdPOPLovg opyavicpovc. ' Tovg Vrd Bepaneia
OoKOAOVG, avaTpEETE OTNV TOPAYPaPo 3.5.

Ta wpoidvta mov mep€yovy WidokAompidn kot epuedpivn givar to&ikd yuo tic péAooEC.

5. DAPMAKEYTIKA XTOIXEIA

5.1 Kopieg acopfoatotnreg

Ady® EMAelyNg LEAETOV aGVUPATOTNTOG, TO TAPOV KTNVIUTPIKO QOPUUKEVTIKO TPOIOV eV TPEMEL VOL
OVOLLLELYVOETOL PE BALD KTNVIOTPIKE QOPLOKEVTIKA TPOTOVTA.
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Augprkela {Ong TOL KTNVINTPIKOV GOPUAKEVTIKOD TPOIOVTOG COLPMVA LIE TN GVOKELOGIN TMOANONG: 18
ZT(;}SESW Cong petd to TPMOTO AVOLYUa TG GTOLEIMOOVS GVOKELOGTING: Alecn xpnon

5.3 Idwitepeg TpoPurAEELS KOTA T @OLAEN TOV TPOTOVTOG

No pnv yoyetat 1 KaToy Oy eToL.

No pUAGCCOoVTOL 01 TTETES GTNV APYIKT] GLOKEVAGIN Y10l VO TPOGTATEVOVTAL OO TO PG KoL TNV

vypaocia.

5.4 ®Yon ka1 6HVOEGT TG OTOLYELDOOVS CVOKEVAGILUG

Tomog mepréxn: A€gVK TTETA A0 TOAVTPOTLAEVIO.

Yo tng 0evtepoyevoie daxeriokog and PET/PE/alovpivio/surlyn (aceaieiog yio
GLOKELOGING: Tod1d) TOL TEPLEYEL Hia TUTETA.

Meyébn cvokevacimv: Yvokevaciec mov mepéyovv 1, 2, 3, 4, 6, 12 kou 24 miméteg,.

Mmropel va v KokAo@opoOV OAEG 01 GUCKEVAGIES.

5.5 Ewikég mpo@uAGEELS amoppLyng VOGS Un Y PN GLROTONOEVTOS KTV TPLKOV
QUPUIKEVTIKOV TTPOTIOVTOS 1] AAA®V VAIK®V TOV TPOEPYOVTAL U6 T1) YP1O1 TOV TPOIOGVTOG,
av VITapyovv

Ta edpuaxo dev TPETEL VO OTOPPITTOVTAL HECH TOV ADUATOV 1) TOV OIKIUK®OV OTOPANTOV.

To KTVIATPIKO POPRAKEVLTIKO TPOTOV OV TPEMEL VAL EIGEPYETAL GTOV VIPOPOPO opilovta KaBMG M

neppedpivn kot M dakAompion evoéyetar va eivat emkivovveg Yo Tovg 1yBeic Kat GAlovg vOPOPLovg

0pYOVIGLLOVG.

XPNOYOTOOTE TPOYPALUOTO EXIGTPOPNG POPLAKOV YL TNV ATOPPIYN U YN CILOTONOEVTOV

KTNVIOTPIKOV QOPUOKEVTIKOV TPOIOVIMV 1] GAAMV DAIKMOV TOV TPOEPYOVTAL OO T1 XPTOT] TOVG

CULLPOVO LE TIG TOTIKEG OMOLTHOELG KOt [LE TUYXOV €6VIKA CLGTHUATA GVALOYNC TOL 1GYVOVY Y10 TO.

GYETIKG KTNVIATPIKA QOPUOKEVTIKG TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Beaphar B.V.

7. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

8. HMEPOMHNIA ITPQTHX EI'KPIXHX

Hpepounvia Ing éyxpiong:

9. HMEPOMHNIA TEAEYTAIAX ANAOGEQPHXHX THX IEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY IPOIONTOX
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10. TAZEINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTOQN

EXLGSa: No, yopnyeital Lovov e KTNVIATPIKT GUVTOYT.
Kompog: Na yopnyeitor HOVOV [LE KTNVIATPIKT] GUVTOYN.

Aentopepeic TANPoPopies Yo TO v AOY® KTNVIOTPIKO QOPHAKELTIKO TPOToV ivat dtabéaiueg ot
Baon dedopévov g EE yia ta ktnviatpued mpoidvta (https://medicines.health.europa.eu/veterinary).




