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ITAPAPTHMA 1

HEPIAHYH TON XAPAKTHPIETIKOQN TOY ITPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

ProtecTix 400 mg/2000 mg didhvpa yio enxiyvon og onpeio yio okvAovg dve tov 25 kg émg 40 kg.

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

ApaocTIKO(G) cveTaTIKO(E):

Imdaxiompion 400,0 mg

[eppedpivn 2000,0 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) 4 mg
N-methyl pyrrolidone 1872 mg
Triglycerides, medium chain
Citric acid (E330)

Awvyéc Kitpvomo S1dAvpa Yo xiyvon oe onpeio.

3. KAINIKEX TAHPO®OPIEX

tad

25.40 kg

3.1 Eion {oov

Yoot (dvo tov 25 kg émg 40 kg).



[Exooon 9,03/2022]

IHAPAPTHMA 1

NEPIAHYH TOQN XAPAKTHPIETIKQN TOY TPOIONTOX

3.2  OgpoamevTikég gvosierg Yo kG0g gidog Coov
Mo ™ Oepomeion kot v wPOANYN g mopocitwong omnd yolovg (Crenocephalides canis,
Ctenocephalides felis).

Ot yAhot 6ToVg 6KLAOVG Bavatdvovtal evtog piog nuépag Letd tn Bepaneia. Mia Oepaneio amoTpénet
TNV TEPOUITEP® TOPUGITOOT amd YOALOVS Yo TEGGEPIS €fdopades. To KINVIATPIKO QAPUAKEVLTIKO
TPoidv umopel va ypnoomombei ota mAaiclo piog otpatnykng Oepameiog yio v aAAepyikn omd
YoALovg deppotitida.

To KIVIOTPIKO PUPHOKEVTIKO TPOTOV EXEL EUUEVOVGO AKOPEOKTOVO KOl ammOnTiKn dpdon Evavit Tov
TOPOCITOCEDV OO Kpotveg (Rhipicephalus sanguineus kol Ixodes ricinus ywo. técoepig efdopadeg
ko Dermacentor reticulatus yio. Tpeig eBOopAdES).

Me v anmbnon kat ) Bovatmon tov kpdtwva eopéa Rhipicephalus sanguineus, T0 TPOIOV PEIDOVEL
v mlavotta petddoong tov maboyovov Ehrlichia canis, PedvovTag KT’ ovTOV TOV TPOTO TOV
Kivduvo gpAyimong tov okbAov. H peiwon tov kivdvvov Exet amoderybel oe pedéteg 0t apyiletl 3 nuépeg
LETE TNV EQOPLOYN TOL TPOTOVTOC Kot TaPAUEVEL Yo 4 EBSoUAOES.

O1 kpOT®VESG TOL VTLAPYOLY 1O GTOV GKVAO EVOEYETAL VO U1 BovatmBolv gviog 600 nuepdv PETd TN
Oepomeio kot vo Tapapeivouy mposkodinuévor Kot opatoi. Emopévmg, katd t otiyun g Beponeiog
GUVIGTATOL ] AQOAIPEST] T®V KPOTMOV®Y oV Ppickovtal NdN 6Tov 6KOA0, TPOKEWEVOL Vo, amoPevyfel n
TPOGKOAANGT TOVG Kol 1 oopvinon aiplotoc.

INo ™ Bepaneio Ttapacitwong amd eOeipeg puintucod Tomov (Trichodectes canis).
Mia Oepaneio napéyet anmbnricy (avtipwintiky) dpdon Kotd:

- tov oxvinwv (Phlebotomus papatasi yio. 600 €Bdopddeg ko Phlebotomus perniciosus yio TPELC
efdouddeg),



- TV KovvoumlwV (Aedes aegypti yio 600 gfdoudoeg kot Culex pipiens yio t€66epic BOOUADES),
- TV otaPropwydv (Stomoxys calcitrans) yio té6cepig €fOOLAdECS.

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

3.3 Avrevoeigeg

AOY® EMAEYNC SL0BECTUOV OEOOUEVOVY TO TPOTOV EV TPEMEL VO, YPTCLUOTOIEITAL GE KOLTAP1a nALKiog
ppoTeEPNG TV 7 ERSoUAdOV 1] GOUOTIKOD BApovg pikpdTepov TV 25 kg.

Na pn gpnoyLonolEital G€ TEPITTM®OT YVOOTNG VIEPELOITONGING GTA SPUCTIKA GLGTATIKA 1) GE KATO10
£K50Y0.

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

3.4 E0wkég TPogtdomon|oeLg

Eivar duvotd va vdpéel TpookOAANOT HEUOVOUEV®Y KPOTOVAOV 1| VOYLOTO LEUOVOUEVOV CKVITMOV 1|
KovvoLTTI®V. [t Tov AdYo avTd 1 HeTddoon AOUOO®Y VOST|UAT®OV amd 0VTA To TOPACITO gV UTOpPEl
va. amokAEIGOel TAP®S, av o1 cuvOnKeC glval duopeveic.

Yuviotaton 1 epappoyn g epomeiog TOVAG 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 IOV eKTEOM KAV o€ 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 mpootacia amd viypato okvitmv dev €xet tekunpumbei. Ot oxviotl Tov Exovv voPAindel oe
Oepomeio yio T peion Tov Kivdhvov poAvveng and Leishmania infantum péco PeTAO00MG 0O GKVITEG
P. perniciosus 0o Tpémel vo. pLAAGGOVTAL GE TPOSTATEVUEVO TEPIPAALOV KATA T1 OLAPKELL T®V TPDTOV
24 @pdV PETA TNV OPYIKT EQapPLOYN TG Oepamneiag.

Mo vo peiodel n ek véov poAvven omd v UEAvIoT VE®V YOAA®V, cuvictdtol 1) Bepameio OAOV TV
oKOA®V o€ éva votkokvptd. Ao {da mov {ovv 6To 1510 voikokvpld Ba mpémel emiong v, vtoaiiovtan
o€ Oepameio e va KATAAANAO KTNVIOTPIKO QUPLOKELTIKO TTpoidv. [ v mepattépm peiwon g
nepPariovtikng emidpuvong, cuvietdtol 1 Tpdchetn ypnon KatdAining neptPailovtikng Oepameiog
KOTA TOV EVAMKOV WOAAL®V Kol TOV oVOTTLEIOK®VY 6Tadimv TovG.

To KTNVIATPIKO PUPUOKEVTIKO TPOTIOV TAPAUEVEL dPACTIKO €dv T0 (Mo Ppayel. Qotdc0, TpéNel va
ATOQPEVYETOL 1] TOPOTETAUEVT], EVTOVN €KOEGN GTO VEPO. X MEPIMTMOGELG GLYVNG EkBeang 610 vepd, N
EULUEVOVCO OTOTEAECUATIKOTNTO UTOPEL Vo LELWOEL. ZE AVTEG TIC TEPMTMOOELG, NV EXAVAAAUPAVETE TN
Bepameio cuyvotepa amd pio eopd v efdopdda. Edv évag okbAog yperdletal TAOGIIO LE COUTOVAY,
avtd Ba mpémel vo yivel TP amd TNV €QOPUOYN TOV KINVIATPIKOD QPUPUOKELTIKOD TPoidVTOog M
ToVAdIoTOV 2 €POOUAdES UETA TNV EQOPLOYT, Yo VO PEATIOTOTOINDEL 1) OTOTEAEGUOTIKOTITA TOV
KINVIOTPIKOD QOPUOKEVTIKOD TPOTOVTOG.

H dokonn ypnon avIImopacitikdy 1 1) xp1on Tov TapeKKAIveL amd Tig 0dnyieg mov divovtar oty ITXIT
umopet va avénoet Tov Kivouvo avantuéng avBeKTIKOTNTOC Kot Vo, 001 YOEL O UELOUEVT) SPACTIKOTNTAL.
H amdé@aon yio m xpnomn tov tpoidviog o mpénet va Paciletor oty emPePfainon Tov TAPAGITIKOV
€100Vg Kot TOV POPTIOL 1} TOL KIVIVLVOL HOAVVENG e BAOT T ETONUOAOYIKE YOPAKTNPIOTIKE TOV Y10
k@0e {do.

AvOektikdmTa oy Tepuedpivn €xel avapepbel oe Yyorhovg, kpoT®VeS (Rhipicephalus sanguineus),
otapAopvyeg (Stomoxys calcitrans), kovvoomia (Culex pipiens, Aedes aegypti) ko oxkvimec (P.



papatasi). H yprion owtod tov mtpoidvtog B mpémel va AapPavel voyn TG TOTIKEG TANPOPOPIES
OYETIKG LE TNV gvootncio TV TapasitOv-oTdY®V, 6oV ival d10Bécies. ZOVICTATAL 1] TEPUTEP®
OlEpeHVNON TEPUTOCEMY THOVOLOYOVUEVNG OVOEKTIKOTNTOG, LE T XPNOT KOTAAANANG S0y VOOTIKNG
uebodov. H emiPePoaropévn avbektikdmmro 0o 7pEmel vo ovaQEPETOL OTOV KATOXO NG GOENg
KuKAoQopiag 1 6TIg apUOSIES OpYES.

Y& mepInTOON amovsiag Kvovvou TanTtdypovne AoIUmENg He WOAAOLS, KpOT®VEG /Kol okvimeg, Oa
TPETEL VAL PN CLULOTTOLEITAL £VOL TPOTOV GTEVOD PAGLOTOC.

3.5 Idwitepeg Tpo@LAGEELS KATA TN PG

ISwitepec TPoELAGEELC V1o TNV oo 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 OTOJEKTN-CKOAOV.

Oa wpénel va AapPavetal HEPYVE, MOTE TO TPOIOV Vo YOPNYEITOL e GMATO TPOTO, OTMS TEPTYPAPETOL
oV mapdypoeo 3.9. Idwaitepa Oa mpénet va amopedyetal To YA O TNE TEPLOYNG OOV EQapUOGONKE
TO TPOiOV, T0G0 0md 10 (MO, 6TO 0Toio YopNYNONKE, 650 KoL amd {da pe Ta omolo EPYETOL GE EMOQN.

No un ypnowonoteitar o€ yoTeC.

To mpoidv awtod etvar e&apetikd To&iKod Yo Tig Ydteg kot Oo pmopovioe va amoPel popaio e&attiog g
Wuitepng PLGIOAOYING TV YOTMV, Ol OTOIES AOLVATOVV VO, LETAPOAIGOVV OPICUEVES OVGIES, OTTMG M
nmeppedpivn. T vo Tpoctatéyete Tic Yateg amd Tuyaia £€kBeon oto TPOIdV, ATOUOKPVVETE TOVG VIO
Oepomeio. oKOAOVG OO TIG YOTEG PETA TNV EQOPLOYT TNG Bepameiog, £0C OTOV VO GTEYVAOGCEL 1 TEPLOYN
EPAPUOYNC TOL TPoidvToc. Elvan onuavtiko va Befarmbeite 011 o1 ydteg de Bo yAelyovv 10 oKOA0 GTNV
TEPLOYN OMOV €PAPUOCTNKE CLTO TO TPOoidv. Edv avtd ocvuPel, avalntmote auéomc KINVINTPIKn
oLUPBOVAT.

YvpPovievteite TOV KTNVINTPO GOG, TPV XPTCLLOTOICETE TO TPOIOV GE APP®OTOVG 1 e&acBevnuévoug
OKOAOLC.

Idwitepeg mpouAdéeic mov mpémel vo AopuBdvovtatl otd To ATOUO TOL YOPNYEL TO KTNVIOTPIKO
QOPUUKEVTIKO TTPoi1dV oe Lha:

ATopo LE YVOOTO 10TOPIKO VITEPELAIGONGING TOV dEPUATOG Pmopel va lvar 1dtaitepa evaicinta og avTd
TO KTNVIOTPIKO POPLUOKEVTIKO TTPOTOV.

Ta xvplapyo KAWVIKA cuurTOUHOTE, TO OTolo o€ €ENIPETIKA OMAVIEG TEPIMTMOGES HmOpel va
EUPOVIOTOVV, givar mapodikol asOnnplokol epediopol Tov SEPUATOC OTMOC LUPUYKIOOLA, oGO
KGOV 1 LOVOLOG L.

Amo T1G gpyaoTnploKéG HEAETEG O KOVUVEALD KOt EipLEG pe TOo €kdoyo N-pebBvlomuppoidovn
damotadnkav evdeigelg epuPfpvotolikotntag. To KITVINTPIKO PAUPUOKEVTIKO TPOiOV OgV TPEMEL VAL
yopnyeitan omd £YKveg Yuvaikeg Kal yovoikeg yio Tig omoieg vidpyet e voyia ykvpocvvng. Katd
TOV YEPIOUO TOV KTNVIATPIKOD QUPHOKEVTIKOD TPOTOVTOC 0O YOVOIKES OVamTOpoy@ytkng niwkiog, Oa



TPETEL VO YPTCLLOTOLELTAL TPOGMOTIKOS TPOGTATEVTIKOC EEOTAICUOG TTOL amoteleiTat amd yavTia. Ot
€YKVEG YUVOIKEG KOl 01 YOVOIKES Y10 TIC OTTOLEC VILAPYEL VITOYIN EYKVUOGHVNG Oa TPEMEL VA AmOPELYOLV
™V dpeon emaen pe 1o vrd Bepomeio (o Yo 12 dpeg PHETA TNV EPAPLOYT TOV TPOIOVTOG.

O yepiopdc v vo Bepaneio (dov Oa TPETEL VO OTOPEVLYETOL Y10l TOLVAAYIOTOV 12 DpeC HETA TNV
EPAPUOYN TOV TPOidVTOG. ¢ €K TOVTOV, GuvicTdTol 1| Bgpameio Tov {@ov To Ppdadv. Ta vid Bepaneia
{da dev TPEMEL VO EXTPETETOL VO KOILOVVTOUL JLE TOVG OLOKTHTEG TOVC, EOIKE TO, TOSIAL.

IMa va amotpéyete v TPOCPOON TOV TAOIOV OTIC MUMETEG, OLOTNPNOTE TNV TUIETA GTNV UPYIKN
OLOKELOGIO LEYPL VAL EIVOIL ETOLUN YOl ¥P1ION KoL ATOPPIYTE AUECHOC TIG PN CLLOTOUEVES TITETEG,.
Amo@iyete TV emoen UETAED TOV KINVIATPIKOD QPUPUOKELTIKOD TPOIOVIOG KOl TOV OEPUOTOS, TMV
LOTU®V 1 TOV GTOLATOG.

Mnyv tpmte, mivete | komvilete KAt TN S1APKELL TNG EPAPUOYNG.

[TAOveTe T Y€PLOL EMPEADS LETE TN XPTIOT.

Ye mepintmon tuyoiog dafpoyng Tov dEPUATOC, EETAVVETE QUECWHE LLE GOTOVVL KL VEPO.

Edv 10 ktnviatpikd @approkevTikod mpoidv e16EABEL TuYOiN OTO LATLA, TPETEL VA TAL EEXMAVVETE EMUEADC
pe vepo. Eqv o epebiopdg tov d€pUatog 1 TV LAtV EMUEVEL, avalnTioTe OUECMS LOTPIKT GUUBOVAN
Kot emOei&eTe GTOV 10TPO TO POLALO 0ONYIOV YPNONG.

Mnv koTomiveTe T0 TPOIOY. X mEPinT®ON Tov Katd AGOog vapéel Kotdmoon, avalnTioeTe AUECHS
Tpikn Pfonbeta kot emdei&eTe GTOV 1UTPO TO PVALO 0INYIDOV YPNONG T TNV ETIKETOA TOL QOPLOKEVTIKOD
TPOIOVTOC.

AVTO TO KINVIOTPIKO QUPUAKEVTIKO TTPolov Tepi€yel PouTud VOPOELTOAOVOALD, TO OTTOl0 UITopEl va
TPOKOAECEL TOTIKEG dEPUATIKEG OvTIOpaoelS (.y. deppatitidn & emapng) 1 epebiopd twv oeHaAndy
K01 TV PAEVVOYOV@V.

[Switepec TpoELAGEELS Yo TNV TpocTacio Tov Tep1dAlovtoc:
Mo v amoeuyn avemBOuNTOV evepyEL®V GE LOPOPLOVG OPYOVIGUOVG, OEV TPETEL VAL EXITPETETAL GTOVS
OKOAOLG VO EIGEPYOVTAL GE EMPAVELNKE DOOTA Yo 48 dpeg petd T Bepomeia.

AlAec mpo@LAGEELS:

O 310AVTNC OTO KTNVIATPIKO QUPLOKELTIKO TPOIOV £ivol SuvaTO VO, 0PNGEL KNAIOEG KOTA TNV ETOPT| TOV
Le OpoUEV DAIKE, O™ OEPLO, VOACUATO, TAACTIKG KOl AOKOPICUEVEG EMUPAVEIEG. APNOTE TNV
TEPLOYN EPAPUOYNG VO CTEYVAOCEL, TPV EMITPOTEL 1] EXAPT] LLE TETOLOV EIOOVE VAIKA.

3.6 AvemOdunta cvppavra

Yxovlou:

Oyt ovyva (1 ¢ 10 Loa / 1.000 vitod Kvnopdc oto onpeio epapproyng, aAroyn tpiy®dv 6To

Oepaneio {ma): onueio epappoyng (m.y. Amapd Tpiyouo 6To onpeio
EPAPUOYNG)
‘Epeon

Yravia (1 éog 10 {da / 10.000 vto Ep0Onua oto onueio epoppoyng, pAeyHov 6To onpeio

Oepancio {ma): EPOPLOYNG, TPLYOTTMGT GTO GNUEID EQPAPLOYNS
Aldppora

IToA0 ordvia (<1 {bo / 10.000 vo AvEnpévn svaushncio Tov déppatoc (Evouo, Tpiyipo)!

Oepaneio {da, copneptlopfoavopévov AnBopyoc’

TOV LEHOVOLEV®V OVAPOPDV): Awtoapayn coumepipopds (d1€yepomn, avnouyia, ykpivia,
nepiotpopéc)’ 3
Alotapoyn ToL TENTIKOV GLGTHATOG (VITEPGIEADPPOLT,
Helopévn opegn)
NevpoAoyikd COUTTOUATO (.. LU QLGIOAOYIKN
kivnon, cvomdoeig)’ >3

! vevikd voyopet avtopata, * Tapodikd, *oe ckdAovg svaicOnTovg 6TV MEPUEDPivN



H dnAnmpiaon petd omd axodoia Afyn amd To 6TOUN 6 GKOAOVG eivat amifovn, aAld pwwopel vo
ovpPel og TOAD GTAVIEG TEPIMTMOELS. LE QTN TNV TEPIMTMOOT), LWTOPEL VO, ELPAVICTOVY VEVPOAOYIKA
CLUUTTOUOTO OTIOS TPOUOG Kat AfBapyoc. H Bepoameia mpémet va eival cOUTTOUOTIKT. AgV DTLAPYEL
YVOOTO €101KO 0vVTid0TO.

H avagopd oavemBountov coppdviov eivar onuavtikhy. Emitpénel tn ovveyn mopakoAiovdnon tng
OCQAAELNG EVOC KTNVIOTPIKOD QOPUAKEVTIKOD TPoidvTog. Ot avapopés TPEMEL VO, ATOCTEAAOVTOL, KOTA
TPOTIUNOT HEC® KTNVIATPOV, EITE GTOV KATOYO TNG AOEL0S KUKAOPOPING 1 GTOV TOTIKO avITpOSmITO
TOV gite TNV €6vIKN apuddIa apyn LEC® TOV EBVIKOD GUGTNLOTOC AVAPOPAS. AvaTpEETe emiong 6To
(QUALO OOMYIDV YPTIONG Y10 T OVTIGTOLYO OTOLYELD EMKOWVMVING.

3.7 Xpnon katd v kKO1N01, TN Yorovyia 1] TNV @OTOKiO

Kbdnomn kot yorovyio

H aoedieia Tov kTviatpikod QopuoKenTIKoD Tpoidvtog dev €xel amodelybel o€ okOAOVG KT TN
dupkelon ¢ kdnong M ¢ yorovyiag, 1 o€ (do mov mpoopilovtarl yioo avomapaymy. Amo TIC
EPYACTNPLOKEG LEAETEG GE KOVVEMD KOl EMIPVES pe T £kdoyo N-pebviomvpporidovn damiotddnKoy
evoeitelg euppvotolikdtrag. To mpoidy va yopnyeital LOVOV GOUG®VO UE TNV EKTIUNGCT 0PELOVC-
KvoOvoL oo Tov vevduvo KTnviaTpo.

3.8 Alniemidopaon pe GALO QUPUOKEVTIKA TPOIOVTO KOl AAAEG HOPPES OAINAETIOPAOTG
Agv glval yvootn| kopio.
3.9 Odoi yopiynonc ko d060royia.

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

H ehdyrotn docoroyia givor 10 mg/kg copaticon Bapovg yudaxronpion kot 50 mg/kg copoticon
Bapovg meppedpivn, mov 1wodvvapei pe 1 apmovio tov 4,0 ml yia Eva okdro (= 25 kg émg 40 kg) 1
omoia avtioTtotyel o€ d6on 10-16 mg/kg copatikov Bapovg yidakiompidn kot 50-80 mg/kg
ocOUATIKOV Bdpovg mepuebpivn.

INa oxvrovg ave Tov 25 ke £oc 40 kg:

Bydhte pio mméta amd ™ cvokevacio. Kpatiote v mméta e dpbia 0Eom ko TeEPIoTPEYTE TO KATAKL.
EeKIVOVTOG at0 TOV OUO TOV GKOAOL GOC, SL0(OPIGTE TO TPIYMLLO KoL TEGTE TO TEPLEYOLUEVO TNG TUTETOC
o€ T€00Epa OTNUElN KOTE UKOG TS TAGTNG TOV OKDAOL GOC, TEAELMVOVTOG 0T Bdon g ovpdg. Mnyv
epoppolete vepPoiikn TOCOTNTA SLOADLOTOG GE 0MOL0dNTTOTE onpeio mov Bo umopovoe va €xel ®¢
OTOTELEGHO PEPOG TOV SLHAVLATOG VO TPEEEL ad TNV TAEVPA TOL GKOAOV.

A1 a

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

IMa v mpoctacio evoc okbdAOL Kb’ OAN TN dLdpKELD TN TEPLOSOL TNG oKVimac, 1 Bepaneio Oa mpémet
va cuveyiletat pe cuvénela Kab' OAn TN S1dpKeLd TNG TEPLOSOV.



H vrodocoloyio Oa pmopovcoe vo 00NYNGEL GE AVOTOTELECUATIKY YPNOT Kol UTOPEL VO EDVONGEL TNV
avamTLEN OVOEKTIKOTNTOG.

3.10 XvpntOpoTte vIEPS0c0A0YiNg (KUl KATA TEPIMTOOT, PETPU UVTIPLETOTIONG KOl AVTIO0TA)

Agv mapatnpnnkay avemBHunTo KAVIKG GOUTTOUATO GE VYIEIG EVAAKOVG GKOAOVG 1) KOLTAPL0, GTOVG
omoiovg yopnynonke 60om mevtamidota g Oepamevtikng 06one. To 1610 woyvel Kot yio To KovTdfia
TV omoiwv 1 untépa Elafe 66on TpmAdcia TN OepamevTikig 00N TOV GLVOVAUCHOV UIOUKAOTPIONG
/ mepuebpivng. H cofapdtnta tov deppotikol e£avOnUaTog Tov LWTopel LePIKES POPES VO EUPAVIOTEL
07O ONUEI0 EPAPUOYNGS, ALEAVETAL LUE TNV LTTIEPSOGOLOYIAL.

3.11 Ewwkoi tepropiopoi yp1ong ko e101kég ovvOnkeg yprioneg, cvpmeprioappovopévev
TEPLOPIGUAY GTT] YP1OT CVTIUIKPOPLOKAV KOl OVTITUPUGLTIKAV KTNVIUTPIKOV
QUPRUKEVTIKAV TPOTIOVTOV TPOKEIUEVOV VU TEPLOPLOTEL 0 KIVOLVOG OvVATTUVENG AVTOYNS

Agv 1oy0eL.

3.12 Xpovor avapovig

Agv 1oybeL.

4. DOAPMAKOAOI'IKEYX IAHPO®OPIEX
4.1 Kmowdég ATCvet: QP53AC54

42 DappnoxodvvopIK

To kviaTpKd EOPUOKEVTIKO TTPOiOV €lvorl €va eEOTOPACITOKTOVO Y10, TOMIKY] (PO TOV TEPLEYEL
yudoakAompion kol mepuedpivr. Avtdg 0 OCLVOVAGUOG OpO. MG EVIOHOKTOVO, OKOPEOKTOVO Kol
anmONTIKO.

H ydaxrompion sivor éva e£0mopacIToKTOVO, TOV OVAKEL GTNV OUAS0 TMV YAMPOVIKOTIVOAIK®V
ovoldV. XNUika propel va, tagivoundel g yAopovikoTivoAikn vitpoyovovidivy. H udaxklonpion eivar
dpaCTIKN KATO TOV EVAAMK®OV YOAAOV KOl TOV TPOVOUPIKGOV oTadinv Tov YoAlwv. Extog and v
dpdiomn TG LUSAKAOTPIONG EVOVTL TV EVIHAIKOV YOAA®V, EXEL ATOdELYDEL 1] AITOTEAEGLOTIKOTNTA EVAVTL
TOV TPOVOUPIK®V oTAdIOV TV YOAl®V 610 TtepiBdiiov Tov vd Oepaneio katowidov Cmov. Ta
TPOVOUEIKG GTAdL GTO AUEGO TEPPAAAOV TOV GKOAOL Bavatdvovtol petd and enaen pe £vo Vo
Oepomeion {mo. H yudaxiompion eppaviler vynAr GuYYEVEID HE TOVG VIKOTIVEPYIKOVS VTOJOYEIS
OKETVAOYOAVNG OTI LETAGLVOITIKT TEPLOYT TOL KEVTPIKOV vELPIKOL cuotpotog (KNX) tov yOAA®V.
H emikeipevn avactoA] TG YOAVEPYIKNG UETAOOONC OTO EVIOMO EYEL MG OMOTEAEGLO TNV TOPUAVCT
Kat tov Bdvaro.

H meppebdpivn avikel oty katnyopia toHmov I tov mupebpoeiddv aKapeoKTOVOVY Kol EVIOUOKTOV®V
Kot £yel eniong anwOnTikn dpdon. Xta OTOVOLAMTA Kol 6T0 0GTOVOVAQ, To TVPeBpoEdn emnpedlovv
ToVG NAgKTpogLaicHnToLE d1avAovg Tov vatpiov. Ta Tupedpoeldn ovopdlovial exiong «OvVaGTOAELS TV
AVOIKTMOV O10A®VY», Kol emNPedlovy Toug SLdA0VG vaTPion HEGH TNG EMPPASVVONG TV AEITOVPYIDV
NG EVEPYOTOINOTNG KAl TNG AMEVEPYOTOINGNG, TOL EXEL GOV CLUVETELN TNV LIEPILEYEPST] KAl TOV BdvaTo
TOV TOPACITOV.

Y10V GLUVOLACHO TV dVO OVGLDV, &XEl amodelydel OTL 1 LOAKAOTPION AELTOVPYEL WG EVEPYOTOMNTIS
TOV YayyMov Tov apdpomddny Kot ETOUEVOC GLEAVEL TNV OTOTEAECUATIKOTNTA TNG TEPUEDpIvNC.



To kNviaTp1kd QoPRAKELTIKO TPOIdV TapEyel omwONTIKY (avtipulnTikn) dpdon katd tov Phlebotomus
perniciosus (>80% yw 3 BOONAIES), TOV KOLVOLTIMV KOl TV KPoTdvev. Ta dedopéva tediov and o
evOMWIKN TepLoyn €0e1Eav OTL TO KINVIOTPIKO (QOPUOKEVTIKO TPOIOV UELMVEL EUUESO TOV KivOuvo
petadoong g Leishmania infantum ond polvcpuéveg okvineg (Phlebotomus perniciosus) yio £og kot 3
efdouddeg, peidvovtag £Tcl ToV Kivouvo Agicpavinong oe okOA0VS Tov Ehafav Bepameio.

Mmropel vo avamtoybel avtoyn oty meppebpivn kot eivar yvowotd OTL 1 avtoyn eKONAGVETOL OE
HUELOVOUEVEC 1| TOANOMAEG UETOALAEEIS NG KOPLOG BEonG-oTdYoL NG, TV MAEKTpogvAicONT®OV
dtdAwV ToV vaTpiov, Tov cuvBg avagépovtal g avtoyn knockdown (petddiaén kdr 1 skdr). AAiot
UNYOVIoUOl avanTuéng avtoyng TepAapBavovy TNy Tayvven Tng €mdepuidong kol T HeTaPfoAlkn
avOEKTIKOTNTO LEGM TNG VIIEPEKPPUCTIG TOV UETAPOAK®OV LOVOOEVYEVAGHOY TOV KLTOYpopatog P450,
TOV EGTEPACHOV KUL TOV S-TPAVGPEPAGHOV TNG YAOLTAOEIOVNC.

4.3 @oprOKOKIVITIKNY

To kMVIOTPIKO QAPUOKEVTIKO TPOIOV €VOEiKVLTOL Yiol JEPUATIKT] Yopnynon. MeTd amd TOmKN
EPAPLOYN G€ GKOAOVG, TO S1AAVO KOTAVEUETAL YPTYOPO TNV EMUPAVELL TOV GMOMOTOS Tov {Mov. Kot
01 OV0 JPUCTIKEG OVGIEG TAPAUEVOVY AVIYVEDGIIES GTO SEPLLA Kot TG TPiYEG ToL LId Bepameio {dov yia
4 efdoopades.

Oéeleg deppatTikég LeAéTeg o€ apovpaiovg Kot {da-6TdYoVs, LEAETEG VTEPOOGOLOYING KOl KIVITIKNG
0pov £YOVV KOTAOEIEEL OTL ] GLOTNUATIKN ATOPPOPNOT KOl T®V dVO dPACTIKMY OVGLDOV UETH TNV
epappoyn oe afkto déppa glvar yapnAn, Topodikn Kot dev oyetileTat pe TV KAVIKN
OTOTEAEGLLOTIKOTITO.

Heprparrovtikéc 1010TNTES

To KTNVIOTPIKO PUPUAKEVTIKO TPOTOV OEV TPEMEL VAL ELIGEPYETAL GTOV VIPOPOPO opilovia Kabdg owTd
evO€yeTal va, lval emKivouvo Yo Tovg tybeic kot tovg vdpoProvg opyaviopove. I'a Tovg vd Bepameio
oKOAOVG, avatpélte otny Tapdypao 3.5.

Ta wpoidvta mov meP1€yovy YdokAompidn kot mepuedpivn givar to&ikd yuo T pEAMCOES.

5. OAPMAKEYTIKA XTOIXEIA

5.1 Kopiec acopfoatotnreg

AOY® EMAEYNC LEAETOV QoLUPATOTNTOG, TO TAPOV KINVIATPIKO POPUAKEVTIKO TPOTOV dEV TPEMEL VO
OVOUELYVOETOL UE GALND KTNVIOTPIKE POPUAKEVTIKY TPOTOVTO.

52 Awdpxkera {ong

Augprela {Ong TOL KTNVINTPIKOV POPUAKEVTIKOD TPOIOVTOG COLPMVO LLE TI GUCKELOCIH TOANONG: 2
SA’rlg‘pKSlu Cong petd to TPOTO GVOLyUa, TG GTOLXEIMOOVG cuokevaciag: Apeon ypnon

5.3 Idwitepeg mpo@uraiels kata T OLAEN TOV TPOIOVTOG

No pnv yoyetal 1 KaToyOy eTaL.

No puAGGCOoVTAL 0L TITETEG GTNV APYIKT CLGKELAGIO Y10, VO TPOGTATELOVTOL OO TO PMC KOL TNV

vypaocia.

54 ®von km 6HvVOEST] TG OTOLYELDOOVS GVOKEVAGING



Tomog mepéxn: Agukn TIETo 0md TOAVTPOTVAEVIO.

Yo g 0e0TEPELOVGOC daxerickog and PET/PE/ alovpivio /surlyn (aceoleiog yio
GLGKELOGING: TOOLA) TTOL TEPLEYEL Mo TTETA.
MeyéOn cuokevocI®OV: Yvokevaciec mov mepEyovv 1, 2, 3, 4, 6, 12 ko 24 miméteg,.

Mmnopei va unv KuKAOQOpoLV OAEG Ol CUGKEVAGIEC.

5.5 Ewwkég mpo@uiaters amdppryng evog un yp1oiponon0évtos KTviaTplkoy
QUPUIKEVTIKOD TPOTOVTOS 1] AAA®V VAIK®V TOV TPOEPYOVTAL AT T1) Y P1IO1 TOV TPOIOGVTOGS,
av VITapyovv

To @appoko dev TPEMEL VO, ATOPPITTOVIOL HECH TOV AVUATOV 1] TV OIKIOK®OV OTOBATOV.

To kNVIATPIKO POPUAKEVTIKO TPOTOV EV TPEMEL VA, EIGEPYETAL GTOV VOPOPOPO opilovta Kabdg M

meppedpivn ko 1 dakAompidn evoéyeton va gival emikivouveg yuo Toug 1ydeic Kot dAlovg vdpopiovg

0pPYOVIGHLOVG,.

XPNOOTOIOTE TPOYPAUUATO EXLGTPOPNG PUPLUAKMY Y10 TV ATOPPLYT U1 YPTCLLOTOMNOEVT®DV

KTNVWOTPIKOV QAPHOKEVTIKMY TPOIOVIAOV 1 GAL®Y DMK®V OV TPOEPYOVTOL OO T YP1OT) TOVG

COLPOVA [LE TIG TOTIKEG OTOLTIOELS KOl LLE TUYOV €0VIKA GLGTNATO GLAAOYNG TTOV LGYVOLV Y10, TO,

OYETIKG KTNVIATPIKA QOPUOKEVTIKA TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAEIAYX KYKAO®OPIAX

Beaphar B.V.

7. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

8. HMEPOMHNIA INIPQTHX Er'KPIZHX
Huepopnvia Ing éyxpiong: {HH/10/2023}

9. HMEPOMHNIA TEAEYTAIAX ANAOEQPHXHYX THX IEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY IIPOIONTOX

10/2023

10. TAZEINOMHIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTOQN

EMGda:No yopnyeitor LOVOV e KTNVIATPLKT GUVTOYN.
Kompog: No yopnyeitoar LOVOV [l KTNVIUTPIKT] GUVTOY.

Aemtopepeic TANPOoPOpPiEg Yo TO €V AOYM KTNVIOTPIKO PAPUOKEVLTIKO TPoiov gival Stabéoiueg ot
Baon dedopévov g EE yia ta ktnviatpucd mpoidvta (https://medicines.health.europa.eu/veterinary).




