ITAPAPTHMA 1

IEPIAHYH TON XAPAKTHPIZTIKQN TOY IIPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Simparica 5 mg pocopeva diokia yio oxvAovg 1,3-2,5 kg
Simparica 10 mg pacmpeva diokio yio okoAovg >2,5-5 kg
Simparica 20 mg pacmpeva dlokio yio ckOAovg >5-10 kg
Simparica 40 mg pacmpevo, diokio yio okdAovg >10-20 kg
Simparica 80 mg pacmpeva diokio yio okorovg >20-40 kg
Simparica 120 mg pocoueva diokia yio okvAovg >40-60 kg

2. TIOIOTIKH KAI MIOXOTIKH XYNOEXH
Kda0e diokio mepiéyet:

APUGTIKO CVGTUTIKO:

Simparica pocopeva diokia, sarolaner (mg)
v okviovg 1,3-2.5 kg 5

yio 6KOAOLG >2,5-5 kg 10

yio okdAovg >5-10 kg 20

v okvAovg >10-20 kg 40

v okviovg >20—-40 kg 80

v okviovg >40-60 kg 120

"Exooya:

IHowoTiKi) 60v0Eg6 EKOOY OV Kol GALOV GVGTAUTIKOV

Hypromellose acetate succinate, medium grade

Lactose monohydrate

Sodium starch glycolate

Silica, colloidal anhydrous

Magnesium stearate

Maize starch

Confectioner’s sugar

Glucose, liquid (81.5% solids)

Spray dried pork liver powder

Hydrolysed vegetable protein

Gelatin type A

Wheat germ

Calcium hydrogen phosphate anhydrous

ALGOTIKTO, LOCOUEVA O10KI0 KAPE YPDUATOG, TETPAYDOVOV GYLOTOC, |LE OTPOYYVAEUEVEC AKPEC.
O avaylveog aptBpog ot pio TAELPE OVAPEPETOL GTNV TEPIEKTIKOTNTO (ME) TOL JIoKIOL: «5», «10»,
«20%», «40», «80» N «120».



3. KAINIKEX TIAHPO®OPIEXZ

3.1 Eion {oov

XKOAoL

3.2  OgpamevTikég gvocitelg Yo ka0e gidog {@ov

INa ™ Ogpancia TV Topacit®ce®V 0o KpdTtmVveS (Towmovpia) (Dermacentor reticulatus, Ixodes
hexagonus, Ixodes ricinus xon Rhipicephalus sanguineus). To KTNVATPIKO POPUAKEVTIKO TPOTOV EXEL
apeon Kot eppévovoa dpdon BovATmong KpoTdV®Y Yo TOLAGYIoTOV 5 gfdopnddec.

INa ) Bgpaneia TV mapacttd@cemv amd Yorhovg (Ctenocephalides felis ko Ctenocephalides canis).
To KTNVIATPIKO POPUAKEVTIKO TPOTOV EXEL dpeo Kot eppévovca dpdon Bavdtmong WOAL®V Yo
TovAdyloTov 5 gfdopddes. To KTNVINTPIKO PUPUOKEVTIKO TPOoidy pmopel va ypnotponombel og pépog
NG OEPUTEVTIKNG GTPAUTNYIKNG Y10, TOV EAEYYO TNE OAAEPYIKNG deppaTitidng amd yoAlovg (FAD).

[ ™ Bepaneio g copkomticng yopag (Sarcoptes scabiei).
INa ) Begpaneia TV Tapacit®ce®V 06 OTIKE akapea (Otodectes cynotis).
INa ) Bepaneia g depodnkwong (Demodex canis).

I"o peiowon tov Kivdvvov porvveng pe Babesia canis canis néco petadoong oand Dermacentor
reticulatus v 28 nuépeg petd ) Beponeio. To anotéheopa ivol Eppeco Ady® tng 0pacng Tov
KTNVIOTPIKOD PAPUOKEVTIKOD TPOTOVTOG EVAVTL TOV POPEM.

O yOAAOL KOt 01 KPOT®VES (TGIUTOVPLR) TPETEL VO TPOGKOAANB0HV oTOV EEVIGTN KOl VAL apyicovV va
TPEPOVTOL, TPOKEWEVOL Vo eKTEOODV 6T dPaCTIKY OVGiaL.

3.3  Avrevositeg

Na un ypnoiponoleital o€ TepinT®on LIEPELOICONGING GTO OPACTIKO GLGTATIKO N G€ KATo10(at)
éxdoyo(a).

3.4 E10kéc mpogldomonoeLs

H petédoon tov B. canis canis dev nmopel va amokAelotel eviedds, KaBdg ol kpotwveg D. reticulatus

TPENEL VAL TPOSKOAANO0VV 6ToV Egviat Tpv BavatmBovv. Kabmg To akapeokTévo amoTEAEG O KOTA

tov D. reticulatus nmopel va pelocTel £mg kal 48 dpeg, 6ev UTopEl va 0moKAEIGTEL 1] HeTddooT TOov B.
canis canis Kotd T1G TPpOTEG 48 DPEC.

H ypnion tov Ktnviatpikov eoapuokeutikol tpoiovtog Ba mpénet va facileTor TNy TOMIKY|
EMONUOAOYIKT] KATAGTOOT), COUTEPIAOUPBAVOLEVIG TG YVAOONG TOV ETLKPATOVVTOG E100VG KPOTOVAV,
KkaBag givar duvatn 1 pHeETddoon Tov B. canis and €101 KPOTOV®Y €KTOG TOV D. reticulatus kot 0o
TPENEL VO, AmOTEAEL LEPOG EVOG OMOKATPOUEVOD TTPOYPAUUATOG EAEYYOV YO TNV TPOANYN TNG
uetdooong tov Babesia canis.

3.5 Idwitepeg mpopuiaierg Katd T ypion

[dwitepec TpoLABGEELS Yo TV 0o@aAN ¥prion ota £idn Lhmv:

Abdy® omovoiog Tov SBEcIU®Y dedoUEvmY, 1] Bepameia TV Vveapdv oKOA®OV MAKIOG LIKPOTEPTG TV
8 eBdoUAdMV KoM TV OKOA®V e cOUATIKO Bapoc uikpdtepo amd 1,3 kg o mpénet va Paciletar o€
pia 0EoAdyNorn 0pEAOLC-KIVOHVOL amtd Tov vIevBvvo KTnviaTpo.




Idwaitepeg Tpo@uAGEELS TOL TPETEL VoL AopBavovTal amd TO GTOUO TOV YOPNYEL TO KINVIOTPIKO
QOPUOKEVTIKO TTPOoidV oe (Mol
Noa TAévete Ta ¥EPLA GOC PETE TO YEPIGUO TOV KTNVIOTPIKOD (POPLOKEVTIKOD TPOTOVTOG,.

H tuyaio katdmoon Tov KviaTpikod QopUOKEVTIKOD TPOTOVTOG EVOEXETOL SLVNTIKE VO TPOKAAECEL
avemBOUNTEG EVEPYELES, OTMOC TPAGKALPO SIEYEPTIKA VELPOLOYIKA cuumtdpota. [Tpokeévon va
AmOTPATEL | TPOGPOOT| TOV TUOIDV GTO KTIVINTPIKO QOPUOKEVTIKO TPOIOV, LOVO EVO LOCGOUEVO
dwokio Oa mpémet vo apaipeital kdbe popd omd T cvokevacia blister (KoyéAn) Kot udvo dtov
arorteital. H ovokevacio blister Oo mpénel vo emiotpépetar LG 6TO KOLTL AUESMG UETE TN YPTIoN
Kot To Kovuti Ba Tpémet va puAGGGETOL og BEom oV dev PAETOLY Kot deV Tpooeyyilovv Ta Tadld. X
nepintwon Toyaiog Katdmoongs, vo avalntioete apéoms Tptkt] Pondela kot vo emideifete oTov 10Tpo
TO ECAOKAELGTO PVALO 0ONYIDV XPNCEMG 1 TNV ETIKETA TOV PAPUAKEVTIKOD TPOIOVTOC.

[d1aitepeg TPOQLAGEELS Y10 TNV TPOOTAGLO TOV TEPIPAAAOVTOC:
Agv 1oyveL.

3.6 AvemOvunta coppavra

XKoAoL:
[ToAb omdvia YOOTPEVTEPIKEG StoTaparyES (OTMG ELETOC Kl
(<1 Lo / 10.000 vro Oepameia {oa, Sappoia)!
GUUTEPIAAUPAVOLEVDVY TV LEUOVOUEVDV oLOTNIKESG droTapayEs (Omwe AnBapyoc,
aVaPOPOV): avope&in)!
VEVPOLOYIKEG dlaTapayés (OTmG TpoHOG, atadia,
onocpoi)’

"Hmeg kot mapodikéc
2 TT1¢ TEPLOCOTEPEC MEPUTTMOELS GVTH, TO, GOUTTMOUTA EIVOL TOPOSIKA.

H avagopd avemBountov coppdviov eivar onpavtikn. Exitpénet tn cuveyn mopokoiovdnon g
UOQUAELNG EVOG KTNVIOTPIKOD QAPUAKEVLTIKOD TPoiovToc. O avapopic TPETEL VO OMOCTELAOVTOL, KOTA
TPOTIUNOT HEG® KTNVIATPOL, £ITE GTOV KATOYO TNG AOENG KUKAOQOPIG 1) GTOV TOTIKO OVTITPOCHTO
Tov glte oV €BVIKN apuOdLa apyi HESH TOL £68VIKOD GLGTNLOTOC avaPOPAc. AvaTpéEte 010 PUALO
00N YV YPNOTG Y10 TO AVTIGTOLY O GTOLYEID EMKOVOVIOG.

3.7  Xpion katd TV KONG61), TN YoAoV)ia 1] TNV MOTOKId,
H aoc@dAieia Tov KTNVIOTPtkoD QopUaKeLTIKOD TPoidvtog dev £xel amoderydel Katd T dldpKeLo TNG
KONOoNG Ko TNG yolovyiag 1 o€ {da Tov TpoopilovTol yio avamapoyyn. X& EpYACTNPLOKEG LEAETEG O

apoLvPAiovg Kot KOLVEALD dev vNPEaY eVOEIEELS YO TUYOV TEPATOYOVO OpAoT).

Kinon kot yorovyio:
Agv GUVIOTATOL 1] XOPNYNON KOTA TN SLAPKELN TNG KONGNG Kot TNG YoAovyiog.

Tovwomro:
Na unv yopnyeital g {da avamopoymyne.

3.8 Alniemiopaon pe ALY QUPUOKEVTIKA TPOTOVTO KAl AALEG HOPPES UAMAETTIOPAGTG
Agv glval yvo ot Kopio.
Kotd m didpkela KAWIK®V LEAETMV 6T0 T1Edi0, dgv mapatnpnonKay aAANAETIOPAGELS OVAUESO OE

aVTO TO KTIVINTPIKO QOPLOKEVTIKO TPOIOV Kol T0 GLVHOWOS YPTCUYLOTOIOVUEVE, KTIVIOTPIKA
QOPUOKEVTIKA TPOIOVTOL.



e neAéTeC aoPaAELng 6TO EpYACTNPLO, OEV TTopatnpROnKay aAnAemdpaoelg dtav To sarolaner
ovyyopnynOnke pe o&iun plpmepvkiving, HoEI0eKTIv KOl TOLOTKY TUPAVTEAT. (Xe 0VTEC TIG LEAETEC N
OTOTEAECUATIKOTNTO OEV £EETAOTNKE).

To sarolaner cuvdéetal o peyaro Pabud pe TIc TPMTEIVES TOV TAACUATOS KOl UITOPEL VO AVTOY®OVIOTEL
GAAQ, 1OYVPAOC OEGUEVOLEVO PAPLLOKO, OTTWE TOL LT GTEPOELON AVTIPAEYUOVAOIN Qapuako (MZAD) kat
T0 TOPAy®Yo Kovpopiving Papeapivn.

3.9 Odoi yop1ynong kot docoroyia

Ta amd tov oTdpaTOg YPNON.
Ta diokio pwopovv va yopnyndovv pe N yopig Tpoen.

To KNVIATPIKO POPUAKELTIKO TPOTOV TPETEL va. yopnyeitan o€ pio d6omn Twv 2—4 mg/kg copatucon
Bapovg, chuemva pe tov akdAovbo wivako:

Yopotiké Bapog MeprekTikoTNTO d10KIOV Ap1Opdg dokimv Tpog

(kg) (mg sarolaner) xopiynon

1,3-2,5 5 ‘Eva.

>2,5-5 10 "Evo.

>5-10 20 ‘Eva

>10-20 40 ‘Eva

>20-40 80 ‘Eva

>40-60 120 ‘Eva
>60 KoatdAinAiog cuvovacpoc diokiov

Xp1NOILOTOGTE TOV KATAAANAO GUVILAGHO 0o TIG OL0OECIUEG TEPIEKTIKOTNTES, DGTE VoL EMTEVYDEL N
ocuvietOuevn 660 Tov 2—4 mg/ke.

T va eEaocpariotel 1 6ot d060 0Yia, TO cOUATIKO Bdpoc Ba mpénetl va Tpocsdiopiletar 660 TO
duvatov akpiPéostepa.

Ta d1okio TOV KTNVIOTPIKOD QOPUOKEVTIKOD TPOIOVTOG EIVOL LOGMLEVE, KOL EDYEVGTO, KOl
KOTOVOADVOVTOL e EDKOAID amd TOVG GKVAOVG, OTaV TPOSPEPOVTAL amd Tov 1310kTNTN. Edv T0 S1oKio
dev AMnoebei okel00eldg amd 10 oKL, uTopel emiong va yopnynOet pe v tpoen N anevbeiog 6To
otoua. Ta diokio dev o Tpémet vo. drapovvTat.

Hpdypoppo Bepaneiac:

T BEATIOTO €XEYYO TOV TAPUSITOCEDV OO KPOTMVEG KOl YOAAOVC, TO KTNVINTPIKO QOPUOKEVTIKO
TPOIOV TPEMEL VoL YopnyeiTol o pnviaio dtooThpoTo Kot vo cvveyiletat i) xoprynon toug kab' 6An v
7EPI000 TOV KPOTOV®V KOV TOV YOAA®V e BACT TIC TOTKEG EMONUIOAOYIKES KATAGTAGELS,

T'a ™ Bepaneia TV Tapacitd@cemv and otikd akdpea (Oftodectes cynotis), o Tpémel va, yopnyeital
pio epamaé do6or. Mia nepartépm KTnviatpikn eétaon cuviotdral, 30 nuépeg petd ) Bepoaneioa,
kaBdg opropéva {da pmopet va ypedlovtar pio devtepn Bepaneio.

INa ) Begpaneia g copKonTIKNG YOPOS (TOL TPoKAEiTaL amd Sarcoptes scabiei var. canis), Oa
TPEMEL Vo, yopnyeital pia epdmal 660m og pnviaio SOCTAUATA Y10l SDO GLVEXOUEVOLG UNVEG.

IMa ™ Ogpaneia g depodkwong (mov Tpokadeital and Demodex canis), n yopiynon piag epdama
d00M g Hia POPA TO UNVOL Y10l TPELG OLAO0YIKOVG PNVEG EIVOL OMOTELECUATIKT KOl 00N YEL GE OTLOVTIKY
Bektioon tov KAvikodv copntopdtov. H Bepancia Oo mpénetl va cvveyiotel péypt n omdEeon Tov
d€PLOITOC VO ETvVOL apvNTIKT TOVAGYLIGTOV GE 600 SL0O0YIKEG TEPUTTMGELS GE OLAGTNHO EVOC UNVOC.
Agdopévov 611 M depodnkmon eivar pio TOAV-TOPAYOVTIKY VOGOC, eival GKOTLO ETioNS Vol
BepameveTol OTOIONTOTE VITOKEIUEVT] VOGOG KATAAANAQL.



3.10 ZvprtOpote VIEPIOGOA0YINS (KUl KUTA TEPITTMON, HETPU AVTINETOTIGNS KOl AVTIOOTH)

210 mEPOMPLO HOG LEAETNG AGPAAELOG, TO KTIVIOTPIKO QOPLOKEVTIKO TPOidV YopnynOnke amd tov
o1opaTog og Koutdfio Beagle nlkiag 8 efdopddmv, oe 66ce1g 0, 1, 3 kot 5 popég tn péyiotn d6om
éxbeong tov 4 mg/kg oe dwotuata 28 nuepdv yia 10 doceic. Agv mapotnpnOnkay avemBdunTeg
gvépyeleg ot uéytotn doom £kbeong tov 4 mg/kg. Etic opddec vrepdocoroyiog, TapatnpnOnKoy
TOPOOTKA KOl ALTOTEPLOPLLOUEVO VEVPOAOYIKG CUUTTOUATO GE LEPIKA MO N0 TPEUOVAO GTNV
TpuAdota omd T uéytot doom £kbeonc Kol OTaGHOl 6TV TEVTATAACL. amd TN UEYLETN SO0
éxbeonc. OAot o1 okOAOL avappmcay xwpig Oepameia.

To sarolaner givar kaAd avektd og Collies pe avendpkelo molvaviexticng npwteiving 1 (MDRI1 -/-),
UETE omd PATOE amd TOL GTOUATOG YOPTYNOT OTNV TEVTIATAAGLO OO TI GUVIGTOUEVT dOCT|. Agv
mapoTnpONnKay KAvikd copntopote oyeTilopeva e T Oepamneio.

3.11 Ewdwoi wepropiopoi yproneg Kot E0IKES 6VVONKeg (pfions, copmepLiopufavopéveov
TEPLOPLOUAOV GTI] YP1GT] OVTLKPOPLOKOV KAl OVTITUPUGLTIKAOV KTNVILTPLKOV
PUPRAKEVTIKAV TPOTOVTOV TPOKEUEVOD VO TEPLOPLOTEL 0 KIVOVVOS AVATTVENS GVTOYNGS

Agv 1oyvet.
3.12 Xpoévor avopovig

Agv 1oyvet.

4. DOAPMAKOAOTI'TIKEX TIAHPO®OPIEXZ
4.1 Kaodwkog ATCvet: QP53BE03
4.2 @appokodvvapikl

To sarolaner glvat éva akapeOKTOVO KOl EVTOLOKTOVO OV OVIKEL GTNV OIKOYEVELL TV 1G0EALOAIVOV.
O TpaTapyIKOg 6TOYOC TNG Opdiomg Tov sarolaner oe £vTopa Kot aKApeD Vol 0 AEITOVPYIKOG
OUTOKAEIGOG TPOGOETOEEAPTMOUEVDV dLOA®Y YAwpiov (vodoyeig GABA kai vrodoyeic
yhovtapvikod). To sarolaner mapepmodilel Tovg TPOGIETOEEAPTMOLEVOLS O1aOAOVG YAmpiov TOTOV
GABA Kot YAOUTAHIVIKOD GTO KEVIPIKO VEVPIKO GUGTNUA TOV EVIOU®V Kot TV oKapemv. H drakomm
NG AELITOVPYIOG OVTOV TV VITodoYEV amd To sarolaner eumodilel TNV AToPPOPNOT| TOV 1OVIOV
YAOPioL 0o TOVG TPOGOETOEEUPTMUEVOVS dLoAOVG YAmpiov Tomov GABA kot yAoutopikov, pe
amotéAeopa TV avénpévn vevpikn déyepon Kot Tov Bdvato Tov tapdoitov-ctoyov. To sarolaner
TOPOLGIALEL LYNAOTEPT AEITOVPYIKT IKAVOTNTO SLOUKOTIG AEITOVPYIOG TMV VTOOOYEDV TOV
EVIOUOV/AKAPEDV GE GVYKPLON UE TOVG LTTOJ0YELS TV OnAaotikdv. To sarolaner dev oAAnAemidpd pe
YVOGTA EVIOLOKTOVA onueia SEGUEVOTG TOV VIKOTIVIKOV 1} dALD EVTOHOKTOVE TOV Y-OULVOBOVTUPIKOD
o&éog dnmg veovikotivoeldn, fiprole, pidPepvkives, afeppextiveg kot kukhodiévia. To sarolaner givorn
dpaoTIKO EvavTl TV evilikov YoAwv (Ctenocephalides felis ko Ctenocephalides canis), KaOoOg Kot
SPOp®V 0OV KpoTtwvev dnwg Dermacentor reticulatus, Ixodes hexagonus, Ixodes ricinus,
Rhipicephalus sanguineus ko1 twv okdpewv Demodex canis, Otodectes cynotis Kar Sarcoptes scabiei.

IMa toug yoAAOVG, 1 Evapén TG amoTEAEGHOTIKOTNTAG Eival EVTOg 8 mpmV amd TNV TPOSKOAAN GO KATA
1 S1APKEL TG TEPLOJOV 28 NUEPDV PET TN XOPNYNOT TOV KTNVIATPIKOD QOPLOKEVTIKOD TPOTOVTOG,.
IMoa tovg kpotwveg (1. ricinus), | Evopén TG OTOTEAECUATIKOTNTAG ival evTog 12 wpadv amd T
TPOCGKOAANGT KATA TN S1dpKeEL TNG TEPLOOOV 28 NUEPDV LETA T YOPNYNON TOL KTNVINTPLKOV
QOPUOKEVTIKOD TTPOToVTOC. Ot KpOT®VEG TOL PpicKoviay mhvw 6to {Ho TPy amd T Yopnynon
Bavatdvovtot eviog 24 mpmv.

To KITNVITPIKO PAPUAKEVTIKO TPOTOV BOVATMVEL TOLG YOALOVS TOV £XOVV UOALG EUPOVICTEL TAV® GTO
OKVAO, TPV UTOPECOVY VO, YEVVIIGOLV 0Y(L KO, EMOUEVOC, OTOTPENEL TI LOAVVGT TOL TEPPALAOVTOG

oamd YOALOVG, o€ TEPLOYEG OOV 0 GKVAOC £xel TpdoPaon.

6



4.3 @oppoKOKIVITIKN
H Produobeoipdtnta Tov sarolaner petd omd v amd 1oL GTOUATOG XOPYNoT NTaV LYNAN 610 >85%.
Xopnyndnke avaroyn 66cm sarolaner g okvAovg Beagle, coppwva pe v mpoPrenduevn dd6on Tmv

2-4 mg/kg, émc 20 mg/kg. H petaysvuatikn Katdotaon Tov 6KOAOL dgv exnpedlel GNUAVTIKA TNV
£€KTOOT TNG 0moppPOPT oY TNG.

To sarolaner npocdiopictnke Oti £xel younAn kébapon (0,12 ml/min/kg) kot HETPLO OYKO KATOVOUNG
(2,81 1/kg). O ypovog nuicetog {ong NTav GUYKPIGIHOS Y10, TNV VOOPAEPLA Kat T oTopaTiKn 086 og 12
rat 11 nuépeg, avtiotoya. H npoteivn TAdopatog tpocdiopictnke in vitro Kot VIOAOYIGTNKE T
>99,9%.

Ye uehétn drovopng dromiotddnke 011 To oyeTikd vrodeippata “C-sarolaner koTavEpovVToL EVPENOS
oTtov¢ 1otovc. H amopdkpuvon amd 16100 ftav cuvennig pe v nuicsio (o1 oto mAdcLa.

H x0p1a 006¢ amoPoing ivai 1 YOAIKY GEKKPIGT) TOV UNTPIKOD LOPiov, UE OTOPOAN LEC® TV
KOTPAV®V.

5. DOAPMAKEYTIKA XTOIXEIA

5.1 Kopieg aocvppatoTnTeg

Agv 1oyvet.

52 Awpkera o

Atdpketa {ONG TOL KTNVIATPIKOD QUPUAKEVTIKOD TPOIOVTOG COLPMVA LIE TN GuokKevasio TdAnong: 30
Ve,

5.3 Iowitepeg Tpo@uAGEELS KOTE TN OVAAEN TOV TPOiIdVTOG

Agv vtdpyovv 181KEG 0dNYieg S10TPNONG Y10 AVTO TO KTNVIATPIKO QUPUAKEVTIKO TPOTOV.
5.4 ®Yon ka1 6HVOES TG GTOLYELDOOVS CVOKEVUCILUG

®vALo arovpuviov/cuokevacia blister aiovuiviov.

Ka0e xipdtio mepiéyet pio koyédn (blister) pe 1, 3 1 6 diokia.

Mmropei va, unv KuKAOPOpOLV OLEG 0L GUGKEVAGIES.

5.5 Ewwkég mpo@uragels amoppryng evog Ui yPGLHOTOIN0£VTOg KTVIATPIKOD GUPUOKEVTIKOD
TPOIOVTOG 1] GALOV VAIKAOV TOV TPOEPYOVTUL 0.TO T1] Y P1IGT TOV TPOIOVTOGS, UV VAP OVY

Ta papuaxe dev TPETEL VO OTOPPITTOVTAL HECH TOV ADUATOV <1 TV OIKIOK®V OT0PANTOV>.
XP1NGILOTOGTE TPOYPAUUATO, EXIGTPOPNS POPUAK®DV Y10 TV OTOPPIYT| T XPTOOTOINOEVTDV
KTNVIOTPIK®OV QOPUOKEVTIKOV TPOIOVI®V 1| GAA®V VAIK®V TOV TPOEPYOVTAL OO TN YPNCT TOVS
GUUPMOVO, [LE TIG TOTIKEG ATOLTNOEL KOt LE TUYOV EBVIKA GLGTILLATO GLALOYNS OV 1GYVOVV Y1d TA
GYETIKA KTNVIOTPIKE QAPUOKEVTIKA TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAETAYXY KYKAO®OPIAX

Zoetis Belgium



7. APIOMOZ(0OI) AAEIAX KYKAO®OPIAX

EU/2/15/191/001-018

8. HMEPOMHNIA ITIPQTHX EI'KPIXHX

Huepounvia mpdtng £ykprong: 06/11/2015.

9. HMEPOMHNIA TEAEYTAIAYX ANAOGEQPHXHY THX IEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

10. TAZEINOMHZIH TOQN KTHNIATPIKOQON ®APMAKEYTIKQN ITPOIONTQN
Noa yopryeital LOVoV e KTNVIOTPIKE GLVTOYY].

Agmtopepeic TANPoPopieg o To v AOY® KTNVINTPIKO QOPHOKELTIKO TPoidv etvan dabéoipueg otn Pdon
dedopévev g EE yia ta ktnviatpikd tpoidvta (https://medicines.health.europa.eu/veterinary).



https://medicines.health.europa.eu/veterinary

ITAPAPTHMA 11
AAAQOI OPOI KAI AITAITHZEIX THX AAEIAY KYKAO®OPIAX

Koavévag.



ITAPAPTHMA III

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EINIIXHMANXH
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INAHPO®OPIEX I1OY ITPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Simparica 5 mg pocopeva diokia yio oxvAovg 1,3-2,5 kg
Simparica 10 mg pocodpeva diokio yio gkvAovg >2,5-5 kg
Simparica 20 mg pacmpeve dlokio yio kOAovg >5-10 kg
Simparica 40 mg pacmpeva diokio yio ckorovg >10-20 kg
Simparica 80 mg pacmpeva diokio yio ckoAovg >20—-40 kg
Simparica 120 mg pocopeva diokia yro okvAovg >40-60 kg

2. YYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

sarolaner 5 mg
sarolaner 10 mg
sarolaner 20 mg
sarolaner 40 mg
sarolaner 80 mg
sarolaner 120 mg

3. YXYXKEYAXIA

1 diokio
3 dokio
6 dokio

4. EIAOX(H) ZQOY(QN)

Y KO 0L

| 5. ENAEIZEIZ

‘ 6. OAOI XOPHI'HXHX

Amo tov 6TOHTOG XPION.

| 7. XPONOI ANAMONHE

‘ 8. HMEPOMHNIA AHEZHX

Exp. {up/ecee}
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‘ 9. EIAIKEX XYNOHKEX AIATHPHXHX

‘ 10. OI AEEEIX «<AIABAXTE TO ®YAAO OAHT'TQN XPHXHX ITPIN AITIO TH XPHXH»

AwPaote T0 POALO 0INYIOV XPNOTG, TPV ATO TN YPNON.

‘ 11. OI AEEEIX «<AIIOKAEIXTIKA I'A KTHNIATPIKH XPHXH>»

ATOKAEIOTIKA Y100 KTNVIOTPIKN (P1OM.

12. OI AEEEIX «NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
INPOZEITIZOYN TA TTAIAIA»

Na puAdooetol og 06om, TV omoia dev PAETOLY Ko dev Tpoceyyilovv Ta TadLd.

13. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Zoetis Belgium

14. APIOMOI AAEIAY KYKAO®OPIAX

EU/2/15/191/001 (5 mg, 1 dwokio)
EU/2/15/191/002 (5 mg, 3 diokia)
EU/2/15/191/003 (5 mg, 6 diokia)
EU/2/15/191/004 (10 mg, 1 d1oxio)
EU/2/15/191/005 (10 mg, 3 diokia)
EU/2/15/191/006 (10 mg, 6 dickia)
EU/2/15/191/007 (20 mg, 1 d1oxio)
EU/2/15/191/008 (20 mg, 3 dickia)
EU/2/15/191/009 (20 mg, 6 dickia)
EU/2/15/191/010 (40 mg, 1 d1oxio)
EU/2/15/191/011 (40 mg, 3 diokia)
EU/2/15/191/012 (40 mg, 6 diokia)
EU/2/15/191/013 (80 mg, 1 dioxio)
EU/2/15/191/014 (80 mg, 3 diokia)
EU/2/15/191/015 (80 mg, 6 dickia)
EU/2/15/191/016 (120 mg, 1 diokio)
EU/2/15/191/017 (120 mg, 3 diokior)
EU/2/15/191/018 (120 mg, 6 diokico)

‘ 15. APIOMOZX ITAPTIAAX

Lot {apBuoc}
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

KYYEAH (BLISTER)

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Simparica

tal

‘ 2. MNNOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

1,3-2,5 kg
>2,5-5kg
>5-10 kg

>10-20 kg
>20-40 kg
>40-60 kg

5 mg
10 mg
20 mg
40 mg
80 mg
120 mg

‘ 3. APIOMOZX ITAPTIAAX

Lot {ap1Buog}

‘ 4. HMEPOMHNIA AHEZHX

Exp. {up/ecee}
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B. PYAAO OAHI'TQN XPHXHX
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®YAAO OAHTIQN XPHXHX
1. Ovopacio ToOV KTNVIITPIKOD QUPUIKEVTIKOD TPOIOVTOg

Simparica 5 mg pacopeva diokia yio okdAovg 1,3-2,5 kg
Simparica 10 mg pacmpevo, diokio yio okdOAovg >2,5-5 kg
Simparica 20 mg pacopeva diokio yio okvAovg >5-10 kg
Simparica 40 mg pocmpevo, diokio yio okdiovg >10-20 kg
Simparica 80 mg pacmpevo, diokio yio okdrovg >20-40 kg
Simparica 120 mg pocopeva diokia yio okviovg >40-60 kg

A YvvOeon

Ka0e diokio mepiéyet:

Simparica pocopeva diokia, sarolaner (mg)
v okviovg 1,3-2.5 kg 5

yio 6KOAOLG >2,5-5 kg 10

yio okdAovg >5-10 kg 20

v okvAovg >10-20 kg 40

v okviovg >20—-40 kg 80

v okviovg >40-60 kg 120

ALGOTIKTO, LOGOUEVE O10KI0 KAPE YPDUATOG, TETPAYDVOV GYNLOTOS, LLE OTPOYYLAEUEVEC dKpec. O
avayAveog aplBudc ot pio TAELPE AVOQEPETUL OTNV TEPLEKTIKOTNTA (ME) TOL S1oKion: «5», «10»,
«20%», «40», «80» N «120».

3. Eion Loov

YxOAOL.

4. OepamevTiKég evosielg

INa ) Begpancia TV Tapocit®ce®v 0nd Kpdtoveg (Towumovpia) (Dermacentor reticulatus, Ixodes
hexagonus, Ixodes ricinus ko Rhipicephalus sanguineus). To KTVIOTPIKO QUPLOKEVLTIKO TPOTOV €xEL
apeon Kot eppévovoa dpdon BovATmong KpoT@V®Y Yo TOLAGYIoTOV 5 efdopnddec.

IMa ™ Ogpaneia TV mapactt@cemv omd Yorhovg (Ctenocephalides felis ko Ctenocephalides canis).
To KINVIATPIKO PAPUAKEVTIKO TTPOTOV EXEL Gpeon Kot epupévovoa dpdon Bavdtmong WOAL®V i
TovAdyiotov 5 efoopddec. To KINVINTPIKO QUPUOKEVTIKO TPOidV pmopel va ypnotponombel og pépog
NG OEPATEVLTIKNG GTPATNYIKNG Y10, TOV EAEYYO TNC OAAEPYIKNG deppaTitidag amd yoilovg (FAD).

IMa ) Bepaneia g coaprontikng Yopag (Sarcoptes scabiei).

I'a ™ Begpaneia TV Tapoacit®ce®v 0md OTIKE akapea (Otodectes cynotis).

[N ™ Bepaneia g depodnkmong (Demodex canis).

IMa peioon tov kvdvvov porvvencg we Babesia canis canis néc® petadoong omd Dermacentor
reticulatus yio 28 nuépeg petd ) Beponeio. To anotéheopa ivol EPUEGo AOY® Tng OpAacng TOL

KTNVIOTPIKOD PAPUOKEVTIKOD TPOTOVTOG EVAVTL TOV POPEQ.

O yOAAOL KOt 01 KPOT®VES (TOUTOVPLR) TPETEL VO TPOSKOAANB0HV oTOV EEVIOTN KAl VAL apyicovV va
TPEPOVTOL, TPOKEWEVOL Vo ekTEBODV 6T dpaCTIKY OVGiaL.
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5. Avtevoeigeag

Na pn ypnoiponoteital oe mepintmon vrepevausdnciog 610 dpacTikd GVGTATIKO 1) 6€ Kdmoto(a)
£€kooyo(a).6. E1dwég mpoetdomotnoetg

Ewdwéc mpoetdomomoeis:

H petddoon tov B. canis canis dev Pmopel vo 0moKAEIGTEL EVIEADC, KABMG o1 kpdTwveg D. reticulatus

TPEMEL VAL TPOSKOAAN B0V oTov Eeviotiy Tptv BavatwBovv. Kabdg to akapeokTéVo amoTEAEGILO KATA

tov D. reticulatus pmopet vo, yperootel £0¢ kot 48 dpeg, dev pmopel va amokAeloTel 1) petdooon tov B.
canis canis KoTd T1G TpOTEG 48 DPEC.

H ypfion tov KTnviatptkov eoaprokeuTikol tpoidvtog Oa mpénet vo facileTol oty TOmIK
EMONUOAOYIKT] KATAGTOOT], COUTEPILOUPAVOLEVIC TG YVAOONG TOV ETLKPATOVVTOG E100VG KPOTOVAV,
KkaBdg givar dvvati 1 peTddoon Tov B. canis and €101 KpotdV®V £KTOG TOV D. reticulatus Ko Oo
pénel va amotehel LEPOG EVOG OMOKANPOUEVOD TPOYPALLATOS EAEYYOV Y10 TV TPOANYN TNG
petddoong tov Babesia canis.

[S1aitepec TPOPLAGEELC V1o TNV acQOAT ¥p1ion ota 16N Lhwv:
Ta kovtafia nhkiog pikpdtepng Tv 8 gfdopddmv Ko ot GKOAOL He COUATIKO BAPOg LKPOTEPO ATTd
1,3 kg dev Ba mpémet va AapPdavovv Bepomeia, EKTOG GV 0VTO GUVICTATOL OO KTNVIATPO.

Idwitepec mpouAdEeic mov mpémel va Aaufdvovtol amd To GTOUO TOL YOPNYEL TO KTNVIATPLKO
QopuokeLTKd Tpoidv oe (oo

No TAévete Ta ¥EPLA GOC PETE TO YEPIGUO TOV KTNVIOTPIKOD (POPLOKEVTIKOD TPOTOVTOG,.

H tuyaio Katdmoon Tov KIviaTpikod QopUOKEVTIKOD TPOTOVTOG EVOEXETOL SLVNTIKE VO TPOKAAECEL
avemBOUNTEG EVEPYELES, OTTMOC TPAGKALPO SIEYEPTIKA VELPOLOYIKA cuumtdpota. [Tpokepévou va
AmOTPATNEL N TPOGPOOT] TOV TUOIDV GTO KTIVINTPIKO QOPUOKEVTIKO TPOIOV, LOVO EVO LOCGOUEVO
dtokio Ba pémet vo apaipeiton kdbe popd amd T cvokevacia blister (Koyérn) Kot povo otov
arorteital. H ovokevacio blister Oo mpénel vo emiotpépetan LG 6TO KOLTI AUESMG UETE TN YPTIoN
Kot To Kovuti Ba mpénet va puAdoceTal o BEom mov dev PAETOLY Kot dev TpoceYyilovy Ta Todld. Xe
nepinT®on Tuyaiog Katdmoong, vo avalntioete apéoms Tptkt| Pondeia kot vo emideifete oTov 10Tpo
TO ECAOKAELGTO PVALO OONYIDV XPNCEMG 1 TNV ETIKETA TOV PAPUAKEVTIKOD TPOIOVTOC.

Eyxopoctvn ko yohovyio:

H aoc@dieia Tov KTNVIOTPIkoD QopUaKeLTIKOD TPoidvTog dev Exel amodelydel Katd T dLapKeELO TNG
KONoNG Kot NG YaAovyiog 1 o€ {da wov Tpoopilovtal yio ovomapoymyn. & EpYOCTNPLOKES LEAETEG OE
apoLPaAiovg Kot KOLVEALD dev vanpEay eVOEIEELS Yo TUYOV TEPATOYOVO dpAoT).

Agv cuviotdton 1 ypnon o€ autd ta {ha.

Tovyomron
H aocpddeia Tov kTVaTpiKod QOPROKEVTIKOD TPOTIOVTOG dev £)el amodelybel oe oKHAOLG TOV

TPoopilovTal Yo avamopaymyn.
Agv cuvictdtal 1 xpfion o€ avtd ta (oa.

AMNAETIOPOOT) UE GALD QOPUOKEVTIKO TPOTOVTO. KOl GAAEC LOPQEC OAANAETIOpOONC:
Agv glval yvootn Kapio.

Koatd ™ didprela kKAvik®ov HeLeT®mV 610 Tedio, dev mapatnpninkay aAANAETOPACELS OVALESH OE
OVTO TO KTNVIATPIKO QOPLAKEVTIKO TPOTOV KOl TO GUVHB®G YPNGUYLOTOLOVLEVO KTNVIUTPIKE
QOPUOKEVTIKA TPOIOVTOL.

e neAéteg ac@aAELng 6TO EpYacTNPLO, OgV TTopatnpROnKay aAniemdpaoelg dtav To sarolaner

ovyyopnynonke pe o&iun wAumepvkivng, Loldektivn Kot ToUoikn TupavTéln. (Xe avTéc Tig pehéteg n
OTOTEAECUATIKOTNTO OEV £EETAOTNKE).
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To sarolaner cuvdéeton o PeYaAo Pabud pe TIC TPMTEIVES TOV TAACUATOS KOl UTOPEL VO AVTOYOVIOTEL
GAAQL, 1GYVPAOC OEGUEVOLEVO, PAPLLOKO, OTTWE TOL LT GTEPOELDN AVTIPAEYUOVAOIN Qapuako (MZAD) kat
T0 TOPAy®Yo Kovpopiving Papeapivn.

Yrepdocoroyia:

210 TEPO®PLo pLaG LEAETNG ACPAAELNG, TO KTNVINTPLIKO QOPUOKEVTIKO TPOoidV yopnyndnke omd tov
o1opaTog og koutdfio Beagle nlkiag 8 efdopddmv, oe 86ce1g 0, 1, 3 Kot 5 popég tn péyiotn 860
éxbeong tov 4 mg/kg oe dwotuata 28 nuepdv yia 10 doceic. Agv mapotnpndnkay avemBOunTeg
gvépyeleg ot uéytotn doom £kbeong tov 4 mg/kg. Etic opddec vtepdocoroying, TopatnpHOnKoy
TOPOSTKA KOl ALTOTEPLOPLLOUEVO VEVPOAOYIKG CUUTTOUATO GE UEPIKA MO N0 TPEUOVAO GTNV
TpuAdoia omd T PEYLeTn 400 £kBeonC Kot OTaGHol 6TV TEVTOTAASLA ot TN UEYIGTN SO0
éxbeonc. OAot o1 okOAOL avappmcay xwpig Oepameia.

To sarolaner givar kaAd avextd og Collies pe avendpkela nolvavextkng npwteiving 1 (MDRI1 -/-),
UETE omd Ao amd TOL GTOUATOS XOPTYNOT OTNV TEVTIATAAGLO ATd TI GUVIGTOUEVT dOCT|. Agv
mapoTnpROnKay KAvikd coprtdpate oyetilopeva e ) Oepamneio.

7. AvemOounta coppavra

Yxorou

[ToAb omévia
(<1 Lo / 10.000 vrod Bepameio (Do, COUTEPIAUUPBOVOUEVOY TOV HEUOVOUEVOV OVAPOPDV):
yaoTpeviepikéc dtotapoyis (0nme uetog ko Sidppota)’
ovoTnuikég Sratapayés (Omwg AMqBapyog, avopetio)!
vevporoyikéc dotapoyés (0nme Tpduog, atotia, oracuoi)?
YHmieg xon mopoducée
2X1T1¢ TEPIOGOTEPEG TEPIMTMOGELG OVTE TOL CLUTTAOUATO. Eivan TAPOSIKAL.

H avapopd avemBountov cuoppdviov sivar onupovtikn. Emttpénet ) cuveyn topakorlovdnon e
aopdAelag evog mpoidvtoc. Edv mapatnpnioste omoladmote avemBOunt evEPYELD, KOO KoL oV OgV
AVAQPEPETOL GTO ECAOKAEIGTO PVALO 0ONYIDV ¥PNONG N CUPIPAALETE Yio TNV OTOTELEGUATIKOTITO TOV
QopUAKOV, TOPOKOAEIGOE VO ETIKOIVOVIGETE, KATAPYACS, LE TOV KTVIaTpd coc. Mmopeite emiong va
avaQPEPETE OTOLOONTOTE AVETIOOUNTO GLUPAVTA GTOV KATOYO TG AdEL0G KUKAOPOPIG 1 GTOV TOTIKO
AVTITPOCHOTO TOV KATHYOVL TNG GOEL0g KLKAOPOPIaG (PN CLOTOUDVTAG TO GTOLXEID ETUKOVOVING GTO
TEAOG AV TOV TOL PVALOL 0O YLDV YPNONG, 1 LECH TOL EBVIKOD GOG CLGTIUATOS avapopds: <{oTotyein
€BvikoL cuoTHaTOg AVaPOPAG)

8. Aocoloyia Yo ka0 €100, TPOTOS KU1 0001 YOP1YNONG

T amd Tov otdpOTOg XPIOoN.

To KINVIATPIKO POPUAKEVTIKO TPOTOV TPETEL va. yopnyeitan o€ pio 060 Twv 2—4 mg/kg copoticon
Bépovg, cOppmva pe tov akdiovbo mivaka:

Yopotiké Bapog MeprekTikoTNTO d10Ki0OV ApOpnég drokiov Tpog
(kg) (mg sarolaner) xopiynon
1,3-2,5 5 "Eva
>2.5-5 10 "Eva
>5-10 20 ‘Eva
>10-20 40 ‘Eva
>20-40 80 ‘Eva
>40-60 120 ‘Eva
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>60 KoatdAnAiog cuvovaspog dtokiov |

XpNOHOTOINOTE TOV KATAAANAO GLVOVACUO OO TIC S10OECIES TEPLEKTIKOTNTES, MGTE VO EMTEVYDEL 1
ocuvietopevn 6001 tov 2—4 mg/kg. INa va eEaceaiotel | 6ot docoroyia, T0 compatikd Bapog Ha
npénel va, Tpocdtopiletar 660 To duvatov akpiPéotepa. Ta diokia dev Bo Tpémet va dapodvTat.

Ta dokia propobv va yopnyndovv pe i xopig Tpoe.

Hpdypoppo Bepaneioc:

IMao BEATIOTO EAEYY0 TOV TOPUAGITOCEDY Old YOAAOVS KOl KPOTWVEG, TO KTNVIATPIKO POPUAKEVTIKO
TPOiOV TPEMEL VoL YopnyeiTal o pnviaio StoeTALTO, Kot Vo cuveyiletat ) yoprynon tovg kab' dAn v
7EPI000 TOV YOAL®V KA1 TOV KPOTOVOV e BAGT TNV TOTIKN EMONUIOAOYIKT KATAGTACT).

T ™ Bepaneia TV Tapacitd@cemv and otikd axdpea (Oftodectes cynotis), o Tpémel va, yopnyeital
pia epdmas d6om. Mia mepattépw knviotpikn e&€taon cvviotdral, 30 nuépeg petd ) Bepaneia,
kaBdg opropéva {da pmopet va ypedlovtar pio devtepn Bepaneio.

IMa ™ Ogpaneio g cOPKOTTIKNG YOPOS (TOL TpoKaAsital amd Sarcoptes scabiei var. canis), Oa,
TPENEL VO, yopnyeital pia epdmal 660m og pnviaio SIUCTHUATA Y10l SDO GUVEXOUEVOLG UNVEG.

IMa ™ Ogpaneia g depodkwong (mov Tpokaeital and Demodex canis), n yopiynon piag epdama
d00MG Wi POPEA TO LUNVOL Y10l TPELS OLAOOYIKOVG UNVES EIVOL OTTOTELECUATIKT KOl 0ONYEL GE OTLLOVTIKA
Bektioon tov KAvikedv copntopdtov. H Bepancia Oo mpénet va cuveyiotel péypt n omdEeon Tov
d€pLOTOC Vo eivorl apvnTIKT TOLAGYLIGTOV G€ 6100 SL0O0YIKEG TEPUTTMGELS GE OLAGTNHO EVOC UNVOC.
A&gdopévou Ot 1 deOIMKMGT Elvar pio, TOAV-TOPAYOVTIKY VOCOG, Eival GKOTO eTiong va.
BepameveTol OTOIONTOTE VITOKEIUEVT] VOGOG KATAAANAQL.

9. Oonyieg Yo ™) c®GTI) YOpRYNON

Ta dtoKia aVTOV TOL PAPUAKEVTIKOD TPOIOVTOS €ival LACHEVO Ko EDYEVGTO KOl KATOVOADVOVTUL
pe evkoAa amd Tovg GKOAOVGE, OTOV TPOCSPEPOVTAL OO TOV 1010KTHTH. Edv 10 diokio dev Angbel
o1kel00eAmdG amd To 6KOAO, Pmopel emiong va xopnynOel pe v tpoen 1 anevbeiog 6To GTOUA.

10. Xpévor avapowviig

Agv 1oyvet.

11. EIAIKEX XYNOHKEX AIATHPHXHX

Na purdcoetal og BEomn v omoia dev PAETOLY Kot dev TpoceYyilovy TodId.

Agv vTapyovv 101KEG 0dNYieg S10THPNOTG Y10 GVTO TO KTNVIATPIKO QUPUAKEVTIKO TPOTOV.

No pn ¥pMOLUOTOLEITE AVTO TO KTNVIATPIKO QOPUAKEVTIKO TPOIOV UETA TNV NUepounvia ANENG Tov
avoypdeetor oty KoyéAn petd to Exp. H nuepounvia AM&emg copmintel pe tnv telgvtoio nuépa Tov
GUYKEKPILEVOL UNVOL.

12. Ewwkég mpo@urdiers amoppryng

Ta eappoxo dev TPEMEL VO, AITOPPITTOVTOL HECH TOV AVUATOV 1 <T®V OIKIOK®V OTOBANTOV>.
Xp1GILOTOGTE TPOYPAUUATO, ETIGTPOPNS POPUAK®V YL TV OTOPPIYT U1 XPTOLOTONOEVT®V
KTNVIOTPIKOV QOPLOKEVTIKMY TPOIOVIOV 1] GAL®Y DAK®V OV TPOEPYOVTOL OO T YP1OT TOVG

GOUQ®VA, LLE TIG TOTIKEC OTOLTNGELS KAl LLE TUYOV 1oYbovTa £B8VIKA cuoTiaTo cVALOYNG. Ta pétpa
OVTA ATOCKOTOVV GTNV TPOGTAGia TOV TEPPAALOVTOC.
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2opPovievbeite Tov KTNViaTPOd GOG 1) TOV POPLAKOTOLO GAG Y10, TOV TPOTO ATOPPIYNG TV
YPNOUOTOMOEVTOV QUPUAK®Y.
13. Toe&vépunon TOV KTNVIETPIKAV QUPUIKEVTIKOV TPOTOVTMV

Na yopryeitar HOvov e KTNVIOTPIKE GLVTAYT).

14. ApOpoi doc1og KOKLOQOPIOG KOl GVGKEVHGIEG

EU/2/15/191/001-018.

T'a k6B meprextikdtnTo, T0 pLOcOUEVE dtokia dlatibevtal ota akdiovba peyédn cuokevaciog: Kouti
pe 1 blister towv 1, 3 ka1 6 diokiov. Mmopel va pnv kKukAo@opohy OAEG 01 GLOKEVAGIEG.

15. Hpepopnvia teievtaiog avade®pnong Tov QUALOV 03NYIAOV YP1oNG

Aentopepeic TANpo@opiec Yo T0 v AGY® KTNVIATPIKO QOPHOKEVLTIKO TPoioV eivan dtabéaipeg ot
Baon dedopévav g EE yio ta kmviotpikd wpoiovta (Attps./medicines.health.europa.eu/veterinary).

16. Xtoyycio emkolvoviag

Kéroyoc tne ddsiag kukAopopioc Kot TopaoKeLasTNE VTevduvoc Yo TNV ancAcvfipmon Twv

TOPTIOWV:

Zoetis Belgium

Rue Laid Burniat 1

1348 Louvain-La-Neuve
Béhyo

Tomkol ovIUTPOGMTOL KOl GTOUYEI0 EMKOWVAOVIAC Y10 TNV 0vopopd TOVOLOYOOUEVOV avETIOOUNTOV

EVEPYELDV:

Belgié/Belgique/Belgien
Zoetis Belgium
Mercuriusstraat 20
BE-1930 Zaventem
Tel/Tel: +32 (0) 800 99 189

Peny6auka bunarapus
Zoetis Belgium

Rue Laid Burniat 1
1348 Louvain-la-Neuve
benrus

Ten: +359 888 51 30 30

Ceska republika

Zoetis Ceska republika, s.r.o.

nameésti 14. fijna 642/17
CZ 150 00 Praha
Tel: +420 257 101 111

Lietuva

Zoetis Belgium
Mercuriusstraat 20
1930 Zaventem
Belgija

Tel: +370 610 05088

Luxembourg/Luxemburg
Zoetis Belgium
Mercuriusstraat 20

1930 Zaventem

Belsch

Tél/Tel: +32 (2) 746 80 11

Magyarorszag
Zoetis Hungary Kft.
Csorsz u. 41.
HU-1124 Budapest
Tel.: +36 1 224 5200
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Danmark

Zoetis Animal Health ApS
Oster Alle 48

DK-2100 Kgbenhavn

TIf: +45 70 20 73 05
adr.scandinavia@zoetis.com

Deutschland

Zoetis Deutschland GmbH
Schellingstr. 1

DE-10785 Berlin

Tel: +49 30 2020 0049
tierarzneimittelsicherheit@zoetis.com

Eesti

Zoetis Belgium
Mercuriusstraat 20
1930 Zaventem
Belgia

Tel: +370 610 05088

Kvnpog

Zoetis Hellas S.A.
DOpaykokkAnoidg 7, Mopovot
15125, Attikn

EXLGda

TnA: +30 210 6791900

Espaiia

Zoetis Spain, S.L.

Parque Empresarial Via Norte Edificio n°l,
¢/ Quintanavides n°13

ES-28050 Madrid

Tel: +34 91 4191900

France

Zoetis France

10 rue Raymond David
FR-92240 Malakoff

Tél: +33 (0)800 73 00 65

Hrvatska

Zoetis B.V.

Podruznica Zagreb za promidzbu
Petra Hektorovica 2

HR-10000 Zagreb

Tel: +385 1 6441 462
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Malta

Agrimed Limited

Mdina Road, Zebbug ZBG 9016,
MT

Tel: +356 21 465 797

Nederland

Zoetis B.V.

Rivium Westlaan 74

NL-2909 LD Capelle aan den IJssel
Tel: +31 (0)10 714 0900

Norge

Zoetis Animal Health ApS
Oster Alle 48

DK-2100 Kgbenhavn
Danmark

TIf: +47 23 29 86 80
adr.scandinavia@zoetis.com

Osterreich

Zoetis Osterreich GmbH
Floridsdorfer Hauptstr. 1
AT-1210 Wien

Tel: +43 (0)1 2701100 100

Polska

Zoetis Polska Sp. z o.0.
ul. Postepu 17B

PL - 02-676 Warszawa
Tel.: +48 22 2234800

Portugal

Zoetis Portugal Lda.
Lagoas Park, Edificio 10
PT-2740-271 Porto Salvo
Tel: +351 21 042 72 00

Romania
Zoetis Romania S.R.L.

Expo Business Park, 54A Aviator Popisteanu,

Cladirea 2, Etaj 1-3, Sector 1,
Bucuresti, 012095 - RO
Tel: +40785019479
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Ireland Slovenija
Zoetis Belgium S.A. (Irish Branch) Zoetis B.V.
2nd Floor, Building 10, Podruznica Zagreb za promidzbu

Cherrywood Business Park, Petra Hektorovica 2,
Loughlinstown, 10000 Zagreb,
Co. Dublin, Hrvaska

IE — Dublin D18 T3Y1
Tel: +353 (0) 1 256 9800

Island

Zoetis Animal Health ApS
Oster Alle 48

DK-2100 Kgbenhavn
Danmorku

Simi: +45 70 20 73 05
adr.scandinavia@zoetis.com

Italia

Zoetis Italia S.r.1.

Via Andrea Doria 41M,
IT-00192 Roma

Tel: +39 06 3366 8111

EALGoo

Zoetis Hellas S.A.
DpayroxkAinoidg 7, Mapovot
EL-15125 Attikn

TnA: +30 210 6791900

Latvija

Zoetis Belgium
Mercuriusstraat 20
1930 Zaventem
Belgija

Tel: +370 610 05088

17. Alheg minpo@opisg

Tel: +385 1 6441 462

Slovenska republika

Zoetis Ceska republika, s.r.o.
nameésti 14. fijna 642/17

150 00 Praha

Ceska republika

Tel: +420 257 101 111

Suomi/Finland

Zoetis Finland Oy

Bulevardi 21 / SPACES
FI-00180 Helsinki/Helsingfors
Suomi/Finland

Puh/Tel: +358 10 336 7000
laaketurva(@zoetis.com

Sverige

Zoetis Animal Health ApS
Oster Alle 48

DK-2100 Képenhamn
Danmark

Tel: +46 (0) 76 760 0677
adr.scandinavia@zoetis.com

United Kingdom (Northern Ireland)
Zoetis Belgium S.A. (Irish Branch)

2nd Floor, Building 10,
Cherrywood Business Park,
Loughlinstown,

Co. Dublin,

IE — Dublin D18 T3Y1

Tel: +353 (0) 1 256 9800

To Sarolaner givot éva akapgoKTOVO Kol EVIOLOKTOVO TTOV AVAKEL GTNV OIKOYEVELX TOV 160EALOAMVAY.
To Sarolaner givat dpactikd évovil Tov evilikov Yooy (Ctenocephalides felis xaw Ctenocephalides
canis), K00mg Kkl S10popVv VMOV KPOT®VOV 0nwg Dermacentor reticulatus, Ixodes hexagonus,
Ixodes ricinus, Rhipicephalus sanguineus kol tov axdpewv Demodex canis, Otodectes cynotis kol
Sarcoptes scabiei.
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T"a Tovg yOAAoLE, N Evapén TG AMOTELECUOTIKOTNTAS £ival VIO 8 wpdV amd TNV TPOoKOAANoN
KATA TN O1dpKeLa TG TEPLOSOV 28 NUEPDV LETA TN XYOPYNON TOV TOL KTNVIOTPIKOD QOPUAKEVTIKOD
npoiovtoc. ['a tovg kpdtwveg (1. ricinus), n Evapén TG AmOTELEGLATIKOTNTOG Elvat EvTog 12 mpdv
amo TNV TPOCKOAANON KATA TN SLAPKELN TNG TEPLOOOV 28 NUEPDV UETE T YOPTYN|ON TOL TOL
KTNVWOTPIKOD opUaKeLTIKOD Tpotovtog. Ot kpdtwvec mov Ppickoviav méve oto (Mo mptv amd
yoprynon Bavatdvovtot evioc 24 mpmv.

To KTNVIATPIKO PAPUAKEVTIKO TPOTOV BOVATMVEL TOLS YOALOVE TOV EYOVV UOALG EUPOVICTEL TAV® GTO

OKVUAO, TPV UTOPEGOLY VO, YEVVIIGOLV OLYO KO, ETOUEVOC, ATOTPETEL TN LOALVGT) TOV TTEPIPAALOVTOC
amd YOAAOVG, GE TEPLOYEG OTTOL O GKLAOG £XEL TPOGPOOT).
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