ITAPAPTHMA 1

IEPIAHYH TON XAPAKTHPIZTIKQN TOY IIPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Simparica Trio pacopeva diokia yio okdAovg 1,25-2,5 kg
Simparica Trio pacopeva diokia yio okdAovg >2,5-5 kg
Simparica Trio pacouevo dtokio yio okdAovg >5-10 kg
Simparica Trio pacodpevo diokio yio okdAovg >10-20 kg
Simparica Trio pacopeva diokio yio okoAovg >20—-40 kg
Simparica Trio pacmdpeva diokio yio ckoAovg >40-60 kg

2. HNOIOTIKH KAI TIOXOTIKH XYNOEXH

Kdabe diokio mepiéyet:

ApuoTIKG(G) cveTaTIKO(A):

Simparica Trio paoc@peva diokia sarolaner moxidectin pyrantel (og
(mg) (mg) embonate) (mg)

v okvlovg 1,25-2,5 kg 3 0,06 12.5

yio 6KOAOLG >2,5-5 kg 6 0,12 25

v okvAovg >5-10 kg 12 0,24 50

v okviovg >10-20 kg 24 0,48 100

yio okdAovg >20-40 kg 48 0,96 200

yio okdAovg >40-60 kg 72 1,44 300

owotiki) 60vOEGT EKOOYMV KOl GAL®OV
GUGTUTIKGDV

Mocotuki 6vvOesn av o1 TANPOPOPiEg HVTEG
givan oNUOVTIKEG Y10 TN 6OGTI (0PI Y161 TOV
KTNVWWTPLKOD QUPUUIKEVTIKOD TPOIOVTOG

Hypromellose

Lactose monohydrate

Sodium starch glycolate type A

Meglumine

Butylhydroxytoluene (E321)

0,018%

Pigment blend 018 (Sunset Yellow FCF (E110),
Allura Red (E129), Indigo Carmine (E132))

Hydroxypropylcellulose

Silica, colloidal anhydrous

Magnesium stearate

Maize starch

Confectioner’s sugar

Glucose, liquid

Pork liver powder

Hydrolysed vegetable protein

Gelatin

Wheat germ

Calcium hydrogen phosphate anhydrous

AGKI0 KAGTOVOKOKKIVOU YPOUUTOS, CYNHOTOG TEVIOYMVOL, UE GTPOYYVAEUEVEG dxpec. To diokio eivar
YOPAYUEVO UE TNV TTEPLEKTIKOTNTA TOV sarolaner otn pio dym Tov.




3. KAINIKEX TIAHPO®OPIEXZ

3.1 Eiom {oov

2KOAOL

3.2  OgpomevTikég evosiEelg Yo ka0g gidog {Mov

INa oxdrovg pe 101 VITAPYOVGES )| TOL PpicKovTal 6e KivOLVO Y10l PUKTEG TAPUCITIKEG LOADVOELS OO
€Em KO EVOO-TapAGTTa. AVTO TO KTNVIOTPIKO QAPUOKEVLTIKO TPOIOV EVOEIKVUTOL OMOKAEIGTIKA OTOV
OTOLTELTOL TOVTOYPOVA 1) XPTON KATE KPOTOV®V, WOAA®V 1| OKAPEDY KOl YOOTPEVIEPIKOV VILATOIMV.
AVTO TO KTNVIATPIKO POPUAKEVTIKO TPOTOV TAPEYEL TAVTOYPOVT OMOTEAEGUATIKOTNTO GTNV Oepaneia
KoL TV TPOANYT TG QYYELOGTPOYYVAMONG Kot TV TPOANYN NG dipopiiapimong, Kot g Oehalinong.

Eéomnapdotito:

- IMa ) Begpaneia TV TAPUCITOCEDV 00 KPOTMVES (TGUTOVPLN). AVTO TO KTNVIOTPIKO
QOPLOKEVTIKO TPOIOV £xel AUeEST) KO ERpLEVOVSA Bavatnedpo dpdomn yia 5 efdouddes Katd Tmv
KpotveV Ixodes hexagonus, Ixodes ricinus kol Rhipicephalus sanguineus kot yuo 4 Boopdoeg
Katd tov Dermacentor reticulatus,

- INa ) Bepancia TV Tapacitdce®v axd yorhovg (Ctenocephalides felis kol Ctenocephalides
canis). AVTd 10 KITNVIOTPIKO QOPUAKEVTIKO TPOIOV £XEL AUEST) KOl ELUEVOLGA BavaTnpOpo
dpdion EvavTl VE®V TOPAGITAOGE®DV amd YOALOLS Yo 5 efdouddec,

- AVTO TO KTNVIATPIKO POPUOKEVTIKO TPOTOV Umopel va ypnoyomon el wg pépog e
OEpamEVTIKNG GTPATITYIKNG Y10 TOV EAEYYO TNG QALEPYIKNG deppatitidoc amd yoriovg (AW.A)),

- IMa ™ Ogpameio g COPKOKOTTIKAG YOPAS (TOL TpoKoAgital amd Sarcoptes scabiei var. canis),

- IMa ) Bepaneia g depodkwong (mov Tpokadeiton and Demodex canis).

Footpevtepkd vpotmon:

IMa ) Bepaneio TOV YOOTPEVTIEPIKDY TAPUCITOCEDV OTO OCKAPIOEG KO 0yKVAOGTOUOTOL:
- Toxocara canis dwpo. evihiko (L5) ko evijlika,

- Ancylostoma caninum wpovopeec L4, aopa eviika (LS) kot evihxa,

- Toxascaris leonina evilikao,

- Uncinaria stenocephala evijlka.

AlAo VpoT®on:

T v TpoAnyn g dipoeriapinong (Dirofilaria immitis),

T v TPpOANYN TG AYYEIOGTPOYYOAMGTG LELOVOVTOC TO EMITESO TNG LOAVVONG LLE EVIALKOL
napdoita dopov otadiov (LS) tov Angiostrongylus vasorum,

I ™ Bepameia g ayyelootpoyyvAwong (Angiostrongylus vasorum),

IMa v TpoAnyn ¢ eykatdtdaotaong g Belalioonc (Aolpmwén and 1o eviiiko opBaAtkd
vnuotooeg Thelazia callipaeda).

3.3  Avrevositag

Noa un ypnoiponoteital o€ mepintmon vaepevOlcOnciag oTa SPUCTIKE GLGTATIKA 1) GE KATO10 amd Ta
£Kdoy0L.

3.4 E01kég TPOELOOTOM|GELS

Ot YyOAAOL KOl 0L KPOTMVES TTPETEL VOL apyicovV va Tpépovtal amd Tov EEVIeT, doTe va ekTtefovv 6To
sarolaner, ®¢ €K TOVTOV, 1| LETASOGT AOUMODY VOC®V TPoePYOUeEVEVY and Tapdoita dev UTopel va
amoKAEIoTEL.

AVTO TO KITNVIATPIKO POPUOKEVTIKO TPOTOV OV €IVl OMOTEAEGHOTIKO KOTA TV eviAMkwv D. Immitis.
Qo61660, 1 TVYOIC YOPNYNOT| TOV GE GKVAOVG TTOL £)oVV HoAVVOEL e evijlikeg S1po@ilipieg dev Tpémet
va dnuovpyel avnovyia yio Ty ac@aiela. To GKLALL G€ TEPLOYES EVONUIKES Yo dipo@iiapimon (1
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eketva Tov Exovv TaEdEYeEL 6e EVONUIKES TEPLOYEC) Umopel va LoAvvBohv pe evidikeg dipo@iidpiec. H
S0P ON TNG OMOTEAEGLOTIKOTNTAG TOV LOKPOKVKAIKAOV AUKTOVOV £ivol KpIioUn Yio Tov EAeyy0 TG
Dirofilaria immitis. T'wo. va ghayiotomomBei o kivduvog g emA0yng avOeKTIKOTNTAG 1] OVTOYNG
(resistance selection), GuvioTdTol Vo EAEYYOVTOL Ol GKUAOL TOGO Y10 T KUKAOPOPOLVTA OVTLYOVH OGO
KO Y10 TIG LIKPOQIAGPIES GTO Ol TNV apy KABe TEPLOOOV TPOANTTIKNAG aywync. Movo apvntikd
{da Ba Tpémet va Aapavouvy aywyn.

H avtoyf tov mopoacitmv 6€ 0molodNToTe GLYKEKPIUEVT KATIYOPIiN TOPACITOKTOVOV UTOPEL VA
avartuydel og erakolovdo g cLuVNC, EmaVAAAUPOVOLEVNG XPTIONG EVOC TTPOTOVTOG LTS TG
KaTNyopiag. LUVETMG, 1 ¥PNOT aVToD TOL TPoidvTog TPénel va Paciletal otny ektiunon Kabe
LELOVOUEVNG TEPITTMONG KOl GE TOTIKES EMONUIOAOYIKEG TAT|POPOPIES GYETIKA LE TNV TPEXOVGA
guootnoia TV eldMV-GTOYOV TPOKELUEVOD VA, TEPLOPIOTEL N TOAVOTNTA LEALOVTIKNG EMAOYNG
avOEKTIKOTNTOG.

3.5 Iowitepeg mPpoPULAEEIS KATA TN Y P1joN

[dwaitepec mpo@LAGEELC Yo TNV 0c@OAN YpNon ota eion (hwv:

A6y amovoiog Stubécipmy dedopévay, 1 Bepaneio Tov Kovtafidv nAkiog LKpoTepng TV 8
£BOOUAOMV KoM T®V OKOA®V e COUATIKO Papoc uikpdtepo omd 1,25 kg Oa mpénel va facileton o
pia 0EoAdYNoT 0pEAOLC-KIVOHVOL amtd Tov VIeKBvvo KTnVviaTpo.

To mpoidv NTov KaAd avEKTO GE GKOAOLG LLE OVETAPKELD GTNV TOAVPUPLOKEVTIKNG-0VTOYNG TPOTEIVN

1 (MDR1 -/-). [Tap’ 6ha avtd, o owTEG TIG evaicOnTeg PUAEG (Tov pmopel va Teptapfdvouy, aAid oyt
va weplopifovron amapaitnta oe avtég, Ta Collies kot oyeTikég LALC), 1 cuVicTOUEV dOoM Ba TpEmet
va tpeital avotpd.

Idwaitepeg wpo@LAGEELS TOL TTPEmel vo Aopavoval amd To GTOUO TOV YOPNYEL TO KINVIOTPIKO
QOPULOKEVTIKO TTPOidV oe LMo
Noa mAévete Ta yE€p1a GOg LETE TOV XEPIOUO TOV TPOTOVTOG.

H tuyaio katdmoon tov Tpoidvtog eVOEXETAL SUVNTIKA VO TPOKAAEGEL AVETLOVUNTEG EVEPYEIEG, OTMG
TPOGKALPO OLEYEPTIKOD TUTOL VEVPOAOYIKE cuurtdpata. [Ipokeévon va amotpanei n tpoécfoacn Tov
OOV 6TO TPOoidV, LOVO Eva LacdpeVo dtokio Ba mpémetl va agaipeitor kdbe popd amd
ovokevaoio kuyéAng (blister) kot povo otav amaiteitol. H cuokevacia blister Oa npémet va
EMOTPEPETOL LEGH GTO KOVTL AUESMG LETA TN ¥PNOMN Kot TO KoLTi Ba mpémel va puAdooeTol o BEom
7oV eV PAEmOVY Ko dev mpooeyyilovy ta, madid. Xe mepintmon wov kotd Adbog vapEet Katdmoon,
va ovalnToete apécmg Tpikn fondeia Kot va emidei&eTe 6TOV 10TPO TO EGOKAEIGTO PUALO 0INYIDV
YPNOEWDG N TNV ETIKETA TOV PAPHOKEVTIKOV TPOIOVTOC.

[dwaitepeg TPOQLAGEELS Y10 TNV TPOOTAGL TOV TEPIPAAAOVTOC:
Agv 16y0eL.

3.6 AvemOountao copfavra

XKolot:
[ToAv ondvia SOUTTOUOTO OTTO TO YOOTPEVTEPIKO (OTMG EUETOG,
(<1 Lho / 10.000 vr6 Oepameio (ha, | diappoia)!
GUUTEPIAAUPAVOLEVDV TWV Tvotnuikés dwatapayss (dmwg AMbapyog, avopetia)!
LELOVOUIEVOV OVAPOPDV): Zoumtopoto omd 1o veupikd (6mwg Tpduoc, ataia,
onocot)

IT11¢ TEP1o6OTEPEG MEPIMTDGELS, TO. GUUTTOUATO AVTA lvar Al Kot ToPOSIKA.
2¥11C mEPIGGOTEPEG MEPITTAOGELC, TO, GUUTTMUOTA AVTO ELval ToPOSIKEL.

H avagopd avemBountov coppdviov eivar onuavtikn. Exitpénet tn cuveyn mopokoiovdnon g
0oQAAELNG EVOC KTNVIATPIKOD PAPLOKEVTIKOD TPOTIOVTOC. Ol avapopEg TPEMEL VO, ATOGTEAAOVTOL, KOTA
TPOTIUNOT HEG® KTNVIATPOL, £iTE GTOV KATOYO TNG GOELNG KuKAopopiag gite oty €Bvikn appddia



apyn HES® TOL €BVIKOD GLGTHHATOG OVAPOPAS . Agite emiong TV mapdypapo ~~ Etoryeia
EMKOVOVING ™ TOL PVALOV 0dN YLDV YPNOTG.

3.7 Xpion katd TNV KON61), TN YOAOV)ia 1] TV MOTOKId,

H acpdieia 0vtod TOL KITNVIATPIKOD GOPUAKEVTIKOD TPOiOVTOG dev £xel amoderyBel Kotd ) Sidpkeia
NG KUMNoNG Kot TG yorovyiog 1 o€ {da mov tpoopilovTal yio ovamopoymym.

Kvnon kot yoAovyio:
Agv GuvioTdTon 1) XPNON € AVTEG TIC Katnyopieg (Dv.

Tovwomro:
Na unv yopnyeital o€ {do avamopoymyne.

3.8 Aliniermidpaon pe GAha QUPRUKEVTIKA TPOIOVTO KO GALES pOPPES alinienidopaong
Agv glval yvo ot Kopio.

O1 LOKPOKVKAIKEG AOKTOVEG CUUTEPIAOUPOVOLEVIC TNG LOEDEKTIVIG £xEL amodetyDel OTL amoTELOVY
VITOGTPOHOTO Y10 TV P-YAVKOTPWOTEIVY. UVETMG, KATd TN d1dpKeln TG Bepaneiog pe ovtd TO
KTNVIOTPIKO QAPUAKEVTIKO TPOTOV, AL TPOIOVTO TOL PUTOPOLV VO, AVAGTEIAOVLY TNV P-YAVKOTPOTEIVN
(.. KuKhooTOpivn, KETOKOVALOAT|, GTIVOGGOT, Pepamapiin) TPETEL VO YPNOULOTOLOVVTOL TAVTOYPOVA,
UOVO GOUEOVA UE TNV EKTIUNGT 0PELOVG-KIVOUVOL amtd ToV LITEVBLVO KTNVINTPO.

3.9 Odoi yopnynong kot docoroyia

I"o amd Tov oTdUATOG YPTION.

Aocoloyio:

AVTO TO KTNVIATPIKO POPUOKEVTIKO TPOTOV TPETEL VoL yopnyeital og pio 06om tov 1,2-2,4 mg/kg
sarolaner, 0,024—0,048 mg/kg moxidectin kot 5—10 mg/kg pyrantel, cOppova pe Tov akdéiovbo
mivoKoL:

Zopotikod Ieprextikotr | [eprektkot | [epextikdtr | Heprektwwodmt | Heprektikdmr | Ieprextucotnta

Bapog o d1oKiov Ta d1okiov o d1okiov o d1oKiov o d1oKiov dtokiov

(kg) 3 mg/0,06 mg/ | 6 mg/0,12m | 12 mg/0,24 mg | 24 mg/0,48 mg | 48 mg/0,96 mg | 72 mg/1,44 mg/
12,5 mg /25 m /50 m /100 m /200 m 300 m,

1,25-25kg | 1

>2,5-5k 1

>5-10k 1

>10-20 k, 1

>20-40 k 1

>40-60 k, 1

>60 kg KatdAiniog cuvdvacuog diokiov

INa ) dtuoedion g opbnc docoroyiog, To copTKO Bdpog Tpémel va Tpocdiopiletal pue 660 To
duvatov peyarvtepn akpifeia.

Tpémog yoprynong:
Ta diokio pwopovv va yopnynbovv pe 1 ywpig Tpoen.

Ta drokio Simparica Trio givat 0YELGTA KO KATOVOADVOVTOL LE EVKOAIQ 0T TNV TAELOYNOi0 TOV
OKOA®V, OTOV TPOCOEPOVTOL Ao ToV 11oKTHTH. EdVv T0 diokio dev mpocAinebei okel00elmg and tov
OoKVOAO, pumopetl emiong vo xopnynOel pe v tpoen i anevbeiog oto otopa. Ta diokia dev Bo Tpémel va
SlopovvTaL.




Hpdypapua Beponeioc:

To mpdypappa Beponeiog Ba mpémel va Paciletor otn S1dyvmo™n ToL KTNVIATPOL, TNV TOTIKY
EMONUOAOYIKT] KATAGTOOT] 1)/KOL TNV EMONUIOAOYIKT KATAGTAGT] GAAMV TEPIOYDYV TOV O GKOAOG
emokéPOnKe 1 wpoketal va emokepdel. Edv, Bdoet g yvoung Tov KTnvidTpov, amoiteitol ek VEou
YOPNYNON/YOPNYNOELS TOV TPOTOVTOC, KAOE LETEMELTO YOPYNOT TPETEL Vo, koAoLOEL TO eAdyIGTO
pHecoddoTn o eVOC UNVOC.

To mpoidv mpémel va ypnopuonoteitor udvo o€ okOAOVS 6oV evdgikvutal 1) TowTdypovn Oeparmeio,
KPOTOVOV/YOAOV/OKAPEDY KOl YOSTPEVTEPIKMY VIUATOOMV. X& 0movcio KIvOOVOU KNG
TAVTOYPOVNG LOAVVOT|G, Ba Tpémel va ypnoyomondet Eva TopaGITOKTOVO TO TEPLOPIGUEVOD
@AacpHOTOG.

Ocpansio TV YdlAwv, KPOTOVOY KOl YOGTIPEVIEPIKMDY VHLOTWMOWDV:

To KTNVIATPIKO POPUAKEVTIKO TPOTOV UTOpEl va ypMoomoinel wg LEPOS TNG EMOYIKNG Bepameiog
TOV YOMOV KoL TOV KpoTOvev (avtikadiotdvag tn Oepaneia pe £va, Lovodivapuo Tpoiov yia
YOALOLG KoL KPOTMVEG) G€ GKOAOVG LE SLAYVOGIEVEG TOVTOYPOVES AOIUMDEELS LLE YOO TPEVTEPIKE
ynuatddn. Mia epdral Bepameio etvorl anotelecpoTikn yio T Oepaneio TV YOOTPEVIEPIKMV
VNUoTOOOV. Metd ™ Oepomeio TV LOADVGE®DY amd To VIUATMON, Ttepartépm Oeparmeio Oa mpémel va
GUVEYIOTEL e Eva LOVOSVUVOUO TTPOTOV Y10, WOALOLG KOl KPOTMVEC,.

Llpolnym ¢ dipopilopimons Kai TS ayyeloaTpoyyOADONG:

Mo g@dmag yopnynomn TpoAdpuavel EXIGNG TV TVEVUOVIKT TOPAGITOGCT (LEIDOVOVTAG TO Ampol
evnaka (LS) tov 4. vasorum) ko ) dipogrihapioon (D. immitis) yuo évov pivo. Otav to Tpoidv
avTikafotd dALO TPOTOV TPOANYNG TNG TVELLOVIKIG TOPAGITOONS 1) TG SPoPAapinomng, N TPOTN
300 TOL TPOTOVTOG TPETEL VO, YOPNYELTAL LESA GE EVOV UIVOL Ao TV TEAEVTAIO 0OGT) TOV
TPOTYOVLEVOD KTIVIOTPIKOD POPUAKEVTIKOD TPOIOVTOG. e EVONUIKEG TEPLOYES, TO GKLAMA TPETEL VAL
AQUPBEVOVY TPOANTTIKN y®YT] Y10 TV TVELUOVIKT TOPUCITMGT KAUN T dpopihapion avd unvicio
dwotiuato. Zoviotdrtot n TpdAnyn Yo T Spopliapivon va cuveyiletat TOLAAYIGTOV Evay uiva
uetd tnv tehevtaio £kbeomn oe KovvoLTLa.

Ocpomeio TS oyyeIOTTPOVYOAWGHS (TTOV TPoKalitar omd to Angiostrongylus vasorum):
®a pémet va yopnyeiton pio epdmas d0on. ZuvioTdtal TepaTép® KTnviatpikni e&étaor 30 nuépeg
petd  Bepameio, KaOmOS optopéva {da Topel vo ypelactovy pa devTepr Bepameia.

LHlpoAnyn ¢ eyraraotoong e Oclolionons (Aoiuwdén omo to eviliko opBaluuxo viuotwoes Thelazia
callipaeda):

H pnviaia yoprynon tov tpoidvtog amoTpEnel TNV YKATASTAOT TNG AOTH®ENS 0o TO EVAAIKO
opBaAkd vnpotwdeg Thelazia callipaeda.

Ocpomeio TS 0eU0ONKWONS (Tov Tpokaleitor amd Demodex canis):

H yopiynon piag epdna 66omg pio @opa To uive yio 600 Stadoykons UVES EIVal OTOTEAECUATIKT
ka1 0dnyet o a&oonueint Peltinon tov KAMvik@v copntopdtov. H Oepancio o tpénet va
ovveyiletot £0¢ OTOV TOLAYYIGTOV SVO GUVEYOUEVA, LE SLUPOPH EVOG UV, OEPUATIKA EEGLLOTO Elval
apvnrtucd. Kabmg 1 depodfkwon givol pio ToAvtopayovtik vocog, eivat opho eniong va
avTipeTorilovial vrokeipeveg cLUPAALOVCEG GLVONKES KATAAANACL.

Ocpameio THS COPKOKOTTIKNG WWpPas (Tov mpokaleitor omd Sarcoptes scabiei var. canis):

Xopnynon piog d6ong o€ unviaio. SaeThota Yo 600 dradoyikovs unveg. Iepartépm unvioieg
YOPNYNGELS TOV TPOTOVTOG Uropel vo, amaltnBolv pe Paon v KAk a&loAdynomn Kot To, OepUATIKA
Eéopata.

3.10 Zoprtdpote vIEPSOGOA0YINS (KUl KUTA TEPITTMON, HETPU AVTINETOTICNS KOl AVTIOOTA)

Agv mopatnprniav avemBOunteg evépyeleg og vy Kovtdfio nAkiog 8 BSopddmv Tov Tovg
YOPNYNONKE EmG KOl 5 POPEG 1) HEYIOTN GUVICTMUEVT dOGT Yo 7 S10d0YIKES UNVIOIES YOPTYNOELG.



€ Lo EPYOOTNPLOKT LEAETT), TO TPOIOV NTOV KAAG OVEKTO GE GKOAOLG LLE OVETAPKELD GTNV
TOAVPAPUAKEVTIKNG-avTOYNG Tpwteivn 1 (MDRI1 -/-) petd and epdmos yoprynomn omd 1o otope d0oMg
3mAdclog TNG GUVIGTOUEVTS. MeTd amd epdmas yopnynon STAdciag 066nG omd TN HEYIoTN
GUVIGTAOUEVT dOCT| GE OVTH TNV gVaicONTN PLAN oKVAOVL, TapatPHONKE TOPOdIKY| aTasio 1/Kan
HLIKEC GUOTAGELC.

3.11 Ewwoi mepropiopoi p1)ong Kot E01KEG cuvOKes ypfions, copmepriapfavopévov
TEPLOPLOUAV GT1] YP1GT] GVTLUIKPOPLOKAOV KUl UVTITUPUGLTIKAOV KTNVILTPIKOV
PUPUIKEVTIKOV TPOTOVTMV TPOKELPEVOV VO, TEPLOPLOTEL 0 KIVOVVOG avVATTVENS UVTOYNS

Agv 1oy0eL.
3.12 Xpoévor avapoviig

Agv 1oyvet.

4. DOAPMAKOAOTI'IKEYX IAHPO®OPIEX
4.1 Koowkog ATCvet: QP54ABS2
4.2 @oppokodvvopkn

To sarolaner givat éva 0KapEOKTOVO KO EVTOLOKTOVO OV OVIKEL GTNV OIKOYEVELL TV 160EA0AIVAOV.
O TpoTap)IKOG 6TOYOC TNG Opdiomg Tov sarolaner oe £vTopa Kot aKapen Vol 0 AEIToOVPYIKOG
OUTOKAEIGOG TTPOGOETOEEAPTMOUEVDV SLOA®MY YAwpiov (vodoyeic GABA kai vrodoyeic
yhovtaptkoV). To sarolaner mapepmodilel Tovg TPocdETOEEAPTOUEVOLG SLAVAOVS YAMPIOL TOTOL
GABA Kot YAOUTOHKOD GTO KEVIPIKO VEVPIKO GUGTNIO TOV EVIOUMV Kol TV aKapemv. H déougvuon
TOV sarolaner e aVTOLG TOVE VITOJdOYEIG EUTOSILEL TNV TPOSANYT] TOV 1OVIOV YAW®PIOL OO TOVG
TPOGIETOEEAPTAOUEVOLG d1aAOLS YA®piov TOTTOL GABA KOt YAOLTOUIKOVG TUAMTOVG S1OA0VG
WOVTIOV, IE OTOTELECHO TV ALENUEVT VEVPIKT d1€yepon kal Tov BAvaTo Tov Tapdcttov-ctdyov. To
sarolaner Tapovo1alel VYNAOTEPT] AELTOVPYIKT TKOVOTITO SLUKOTN G AELTOVPYING TV VITOSOYEWDY TOV
EVIOUOV/AKAPEDYV GE GUYKPLON UE TOVG LITOO0YELS TV ONhaoTik@y. To sarolaner dev oAANAOETOPA e
EVTOUOKTOVEG B€0¢€1g TPOGOEDG VIKOTVIKDV 1] dAAv GABAEgpYIK®V EVTOHOKTOV®OV OTT®G
veoviKoTIvoeldn, fiproles, uAPepvkiveg, afepuextivec kot kukAodiévia. To sarolaner givol Spaotikd
Evavtl Tov eviAK®V YoAlov (Ctenocephalides felis ko Ctenocephalides canis), kaBmg kat Sapdpwov
€100V Kpotdvev Omwg Dermacentor reticulatus, Ixodes hexagonus, Ixodes ricinus xou Rhipicephalus
sanguineus KoO®OG Kot o axdpea Demodex canis Ko Sarcoptes scabiei var. canis.

Ot kpdTOVEG TOL VIAPYOLY 6TO (MO TPV ad TN Yop1yNon N Letd and véeg TPooPorég petd
yopnynomn tov tpoidvioc Bavardvovion evtog 48 mpav. I'a to €idog . ricinus, avT 1 €yKatdoTaon
TG OMOTEAEGLOTIKOTNTOG YIVETAL EVTOG 24 0p®V, KATA T SLAPKELN TNG TEPLOSOV TV 35 MUEPDV LETA
TN XOPNYMOT| TOV TPOIOGVTOG.

I'a Tovg yOAAoLG, 1 Evapén TG amoTeAesLOTIKOTNTAG Elvar evtdg 12 Emg 24 wpdv omd v
TPOCKOAANGN KO Yo TEVTE EROOUAIEG LETA TN XOPTYNOT TOV TPOidVTOG. O WHALOL TOV VTLAPYOLY
670 {®o Tpv TNV £papproyn Bavatdvovior péca o€ 8 dpec. AvTd TO KTNVINTPIKO QUPUIKEVTIKO
TPOIOV OKOTAOVEL VEOEUPOUVILOLEVOLS YOAALOVS GTOV GKUAO TTPOTOV QLTOL VO LITOPEGOVY VL
gvamofEésouy avyd kot emopEVeS TPoAauPavel T LOAVLVGT TOV TEPPAALOVTOC 0md YOALOVG GE
TEPLOYES OTIG OTOIEG 0 OKVAOG £xEl TPOSPaon.

H po&dekrivn givor po pakpokukAK Aaktovn de0TEPTG YEVIAC TNG OIKOYEVELNG TG WiAPepvkivine. O
KOPL0G TPOTOG dpaong tng eivar 1 maperPorn ot vevpopvikn petafifoacn o eninedo YAOLTUUIK®V
LAV JLaOA®V yAopiov Kat, og PKpoTeEPO Pabdud, ot eninedo GABA molov (Y-aptvopfoutupikd 0&0)
TOV SOA®V. AVt N TaPEUPOAT 0dNYEL GTO AVOLYLO T®V SLDA®Y YA®PIOV GTNV LETOGVVOTIKY
£VOOT) Y10 VO ETLTPEYEL TNV EIGPON WOVTOV YA®PIov. AVTO £XEL MG AMOTEAEGLO, T YOAAPT| TapGALGON
Kot TeEAKA Tov Bdvato TV mapacitov mov ktifevtol oto pdapuako. H po&dektivn givar dpactikn
évavti Tov evnAikev Toxocara canis, Tov Tpovoue®v L4 kot tov dopov otadiov (L5) tov



Ancylostoma caninum, t1ov L4 g Dirofilaria immitis, Tov eviMK®V Kal Tov aopov otodiov (LS)
Tov Angiostrongylus vasorum, T®v Aopwv otadiov tov Thelazia callipaeda.

H mopavtédn elvan €vag aymvioTig Tou S1othA0L 1OVIMV TOL VIKOTIVIKOD DTOO0YEN AKETVAOYOAIVIG
(nAChR). H mupavtédn pupeitol Ty ay®vieTikn 6pact TG GKETLAOYOAIVIG, LECH GVUVIEGC VYNNG
OULYYEVELNG GTOVG E101KOVG 10VO(POoptkovg bTotHnmovg Twv MAChRS oo vipotdon, evd dev decuedeTol
GTOVG LOVOKAPIVIKOVG VTT0d0YElS akeTuAOYOATVT G (MACHhRS). Metd v mpdcdect 6Tov vITodoyéa o
SlowAog avolyel yio vo ETITPEYEL TNV E10POT KOTIOVIMV, IUE OTOTELECUN TNV UTOTOAMGT KOl TIG
SLEYEPTIKEG EMOPAGELG GTOV LV TOV VILATOIDV, 00NYDOVTAS TEAIKO GE GTAGTIKN TOPAALGT) TOV
VNUOTOO0VG Topacitov kot o€ Bdvarto. H mopavtédn dpa evavtia ota dopa otadwo (LS) ko ta
eviiMka mapdoita Toxocara canis, o eviiko Ancylostoma caninum, Toxascaris leonina ko1
Uncinaria stenocephala.

Me avtov tov 61a0epd cLVIVAGHO, N LOEOEKTIV KOl 1] TUPAVTEAN TOPEXOVY GUUTATPMUOTIKY
avOEAIVOIKY] OTTOTEAECUATIKOTNTA, LECM JLOKPLTOV UNYOVICUOV dpacnc. Eidikotepa, kat ot 600
OPOOTIKEC 0VGIEG GUUPBAALOVY GTI GUVOAIKY OTOTEAEGLOTIKOTITO, EVOVTL TMV YOOTPEVIEPIKMDY
wnuatwddv Ancylostoma caninum kou Toxocara canis.

4.3 @oppoKoKIVITIKY

To sarolaner amoppo@dTal GULGTNUATIKA EDKOAN KOt YPT|YOPO. LETA TN XOP1YNOT 0 TO GTOUA,
EMLTUYYAVOVTOG HEYIOTEG CLYKEVTPMOGELS 0TO TAAGUE, EVTOC 3,5 0p®V (tmax) LETA a0 T1) YOPTYNON, UE
vynAn Prodiabecipotnto 86,7%. To sarolaner amofdidietan Bpadéwc amd To mAdoua (xpovog nuicelog
Cong mepimov 12 nuépec) HECH TNG OMEKKPLIOTG LLE TN XOA1] KOl TNG OMOPOANG LECH TV KOTPAVMV UE
EMAYLOTN GLVEICEOPE TNG LETOPOAIKNG KABOPONC.

H po&idektivn amoppo@itol GUGTILOTIKG EDKOAN KOl YPTYOPO LETE T YOPTYNON OO TO GTOL,
EMTUYYAVOVTOG HUEYIOTEG CLUYKEVTPMGELS GTO TAAGHO EVTOG 2,4 0p®OV (tmax) LETA TN YOPTYNON KO UE
BrodwBeoipdmra 66,9%. H po&dektivn anofdiretor fpadémg and 1o mAdopa (xpdvog nuicerog Long
nepimov 11 nuépeg) HESm NG AMEKKPIONG LE TN YOAN Kal TNG ATOfOANG HEC® TV KOTPAVOV |
eldy1otn ovvels@opd tng HeTafoAlkng kaBapong.

H eppovikn mopovtédn (pyrantel embonate) amoppo@dtol eAAyIoTo Kot TO KAGGLO Amoppoenong Exet
tmax 1,5 dpa Ko ypovo nuicelog {ong 7,7 mpeg. H mupavtédn anoPdAletol HEC® TV KOTPAV®V Kol TO
UIKPO amoppopnévo KAAGHLO amoBAAAeTol KUPIME LECH TV 0VPMV.

H yevpotikh katdotaor tov okOAOV dev ETnpedlel TNV EKTaoT TG amoppdeNnong Tov sarolaner kot
NG LOEEDTKTIVIG.

5. DOAPMAKEYTIKA XTOIXEIA

5.1 Kopieg acopparotnreg

Agv 1oyvet.

52 Awipkera Lo

Avdpkela {ONG TOL KTNVIATPIKOD QUPUAKEVTIKOD TPOIOVTOG COLPMVA LE TN Guokevacio mdAnong: 30

Hmnveg.
5.3 Iowitepeg Tpo@uAaEels kKaTd T PUAAEN TOV TPOiIdVTOG

Na puidooetal o€ Oepuoxpacio pucpdtepn tov 30°C.



5.4 ®@bon kal 6HVOES TGS GTOLYELDOOVS GVOKEVUGIOG

Ta diokia eivarl cuokevacuéva o KuWELEG PUALOL cdovpviov/blister olovpviov o omoia ivort
GLGKEVOCUEVA GE Eva EEMTEPIKO YAPTIVO KOLTI.

Ka0e mepiektikdtnTa dratiBeton o€ cuokevasiec twv 1, 3 1 6 diokiwv.

Mmropei va unv KoKAOPOpOUV OLEG 0L GLOKEVAGIES.

5.5 E0wég mpo@uAaEels amdppryng vog ui yPSIHOToIN0£vTog KTVIATPIKOD QUPIOKEVTIKOD
TPOIOVTOG 1] GAAOV VAKAOV TTOV TPOEPYOVTUL OO T1) Y P1)G1] TOL TPOIOGVTOS, AV VTAPYOVY

Ta eapuaxe dev TPETEL VO, OTOPPITTOVTOL LECH TOV ADUATOV | TOV OIKIHKDOV OTOBANTOV.
Xp1MGILOTOGTE TPOYPAULATO EXIGTPOPNS POPUAK®V Y1 TV OTOPPIYT U1 XPNOULOTONOEVTDV
KTNVIOTPIK®V POPUOKEVTIKOV TPOIOVI®MV 1 GAA®Y VAIK®OV OV TPOEPYOVTOL Amd TN YP1ON TOVG
GUUPMOVO, LLE TIC TOTIKEG OTOITNOELS KOt UE TUYOV EOVIKA GLUGTILOTO GLAAOYNG TOV 1GYVOVV Y1d TO
GYETIKA KTNVITPIKE QAPLOKEVTIKA TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Zoetis Belgium SA

7. APIOMOZXZ(OI) AAEIAY KYKAO®POPIAX

EU/2/19/243/001-018

8. HMEPOMHNIA ITPQTHX EI'KPIXHX
Hpepopnvia 1" éyxpiong: 17/09/2019.

9. HMEPOMHNIA TEAEYTAIAYX ANAGEQPHXHY THX IEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

10. TAZINOMHZIH TOQN KTHNIATPIKOQON ®APMAKEYTIKQN ITPOIONTQN
Na yopryeitar pOvov pe KINVIOTPIKT GLUVTAYT).

Aentouepeic TANPOPOPIES Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO Tpoidv ivar dtabéoiuec ot faon
dedopévav g EE yua to ktnviatpikd mpoidvta (https://medicines.health.europa.eu/veterinary).



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

ITAPAPTHMA 11
AAAQOI OPOI KAI AITAITHZEIX THX AAEIAY KYKAO®OPIAX

Koavévag
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ITAPAPTHMA II1

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EIITXHMANXH
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IMAHPO®OPIEX IIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Simparica Trio pacopeva diokia yio okdAovg 1,25-2,5 kg
Simparica Trio pocopevae diokia yio okvAovg >2,5-5 kg
Simparica Trio pacouevo dtokio yio kdAovg >5-10 kg
Simparica Trio pacopeva diokio yio okoAovg >10-20 kg
Simparica Trio pacopeva diokio yio okoAovg >20—40 kg
Simparica Trio pacodpevo dlokio yio ockoAovg >40-60 kg

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

sarolaner 3 mg/moxidectin 0,06 mg/pyrantel (og embonate) 12,5 mg
sarolaner 6 mg/moxidectin 0,12 mg/pyrantel (mg embonate) 25 mg
sarolaner 12 mg/moxidectin 0,24 mg/pyrantel (oG embonate) 50 mg
sarolaner 24 mg/moxidectin 0,48 mg/pyrantel (ovg embonate) 100 mg
sarolaner 48 mg/moxidectin 0,96 mg/pyrantel (¢ embonate) 200 mg
sarolaner 72 mg/moxidectin 1,44 mg/pyrantel (og embonate) 300 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 XPTIoN

‘ 7. XPONOI ANAMONHX

‘ 8. HMEPOMHNIA AHEZHX

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

Na puAdooetol og Beppokpacio pikpotepn twv 30°C.

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

AwBdote 10 PUALO 0NV YPAONG, TPV ATd TN YPNON.

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

ATOKAEIOTIKA Y10 KTNVIOTPIKT XP1ON.

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

Na euAdooetol og 06om, TV omoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadLd.

13. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Zoetis Belgium

14. APIOMOI AAETAYX KYKAO®OPIAX

EU/2/19/243/001 (3 mg/ 0,06 mg / 12,5 mg, 1 d1ckio)
EU/2/19/243/002 (3 mg / 0,06 mg / 12,5 mg, 3 dickin)
EU/2/19/243/003 (3 mg / 0,06 mg / 12,5 mg, 6 dickin)
EU/2/19/243/004 (6 mg / 0,12 mg / 25 mg, 1 diokio)
EU/2/19/243/005 (6 mg/ 0,12 mg /25 mg, 3 diokia)
EU/2/19/243/006 (6 mg / 0,12 mg /25 mg, 6 diokio)
EU/2/19/243/007 (12 mg / 0,24 mg / 50 mg, 1 dickio)
EU/2/19/243/008 (12 mg / 0,24 mg / 50 mg, 3 diokia)
EU/2/19/243/009 (12 mg / 0,24 mg / 50 mg, 6 dickia)
EU/2/19/243/010 (24 mg / 0,48 mg / 100 mg, 1 diokio)
EU/2/19/243/011 (24 mg / 0,48 mg / 100 mg, 3 diokia)
EU/2/19/243/012 (24 mg / 0,48 mg / 100 mg, 6 diokia)
EU/2/19/243/013 (48 mg / 0,96 mg / 200 mg, 1 diokio)
EU/2/19/243/014 (48 mg / 0,96 mg / 200 mg, 3 dwokin)
EU/2/19/243/015 (48 mg / 0,96 mg / 200 mg, 6 dickia)
EU/2/19/243/016 (72 mg / 1,44 mg / 300 mg, 1 diokio)
EU/2/19/243/017 (72 mg / 1,44 mg / 300 mg, 3 dwokia)
EU/2/19/243/018 (72 mg / 1,44 mg / 300 mg, 6 dickia)

‘ 15. APIOMOX ITAPTIAAX

Lot {apOuoc}
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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 Trio

tal

‘ 2. MNNOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

1.25-2.5 kg
>2.5-5kg
>5-10 kg
>10-20 kg
>20-40 kg
>40-60 kg

3 mg/0.06 mg/12.5 mg
6 mg/0.12 mg/25 mg
12 mg/0.24 mg/50 mg
24 mg/0.48 mg/100 mg
48 mg/0.96 mg/200 mg
72 mg/1.44 mg/300 mg

‘ 3. APIOMOZX ITAPTIAAX

Lot {ap1Buog}

‘ 4. HMEPOMHNIA AHEZHX

Exp {uwee}
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B. PYAAO OAHI'TQN XPHXHX
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OYAAO OAHI'IQN XPHXHX

1. Ovopacio ToOL KTNVIITPIKOD QUPUIKEVTIKOD TPOIOVTOg

Simparica Trio pacodpeva diokia yio okvrovg 1,25-2,5 kg
Simparica Trio pacopeva diokia yio okdAovg >2,5-5 kg
Simparica Trio pacodpeva diokia yio oxviovg >5-10 kg
Simparica Trio pacodpeva diokio yio ckoAovg >10-20 kg
Simparica Trio pacopeva diokio yio okoAovg >20—-40 kg
Simparica Trio pacodpeva diokio yio okoAovg >40-60 kg

A YvvOeon
Ka0e diokio mepiéyet:

ApOooTIKEG OVOIES:

Simparica Trio paocdpeva diokia sarolaner moxidectin pyrantel (&g
(mg) (mg) embonate) (mg)

v okvlovg 1,25-2,5 kg 3 0,06 12,5

yio 6KOAOLG >2,5-5 kg 6 0,12 25

yio okdAovg >5-10 kg 12 0,24 50

v okvAovg >10-20 kg 24 0,48 100

v okviovg >20—-40 kg 48 0,96 200

v okdAovg >40-60 kg 72 1,44 300

"Exdoya:

Butylhydroxytoluene (E321, 0. 018%), Colorants: Sunset Yellow FCF (E110), Allura Red (E129),
Indigo Carmine (E132).

AGKI0 KAGTOVOKOKKIVOU YPOUUTOG, GYNHOTOG TEVIOYMVOL, UE GTPOYYVAEEVEG dxpec. To diokio eivar
YOPUYUEVO UE TNV TTEPLEKTIKOTNTA TOV sarolaner otn pio dym Tov.

3. Eion Loov

YxOAOL.

4. OepamevTiKég evosierg

T'a okdAovg pe NON VTEAPYOVGEG 1) TOL PPICKOVTOL GE KIVOLVO Y10, LUKTEG TOPACITIKEG LOAVVOELS A0
€€ ka1 €vOO-TopdotTa. AVTO TO KTIVIATPIKO QOPHAKEVLTIKO TPOTOV EVOEIKVUTOL ATOKAEIOTIKA OTOV
amorteiTol ToVTOYPOVA 1) XPNON KOTE KPOTOV®V, YWOAL®V 1) AKAPEDY KOl YOOTPEVIEPIKOV VILATOIDV.
AVTO TO KTNVIATPIKO POPUAKEVTIKO TPOTOV TAPEYEL TAVTOYPOVT] OTOTEAEGUOTIKOTITAL

oV Bepameio Kot TV TPOANYN TG OYYELOGTPOYYOAMGNG KOL TNV TPOANYT TG SPOopIAapimong Kot
g Beralioong.

Elonrapdotita:

- T ™ Bepaneia TV Tapacttdoe®v ond KpOTOVES (Tomovpla). AVTO TO KTIVINTPIKO
QOPUAKEVTIKO TTPOTOV EXEL AUEST] KOl EPUEVOLGA Bavatneopo dpdor Yo 5 fdoudades Katd Twv
KpoTOVeV Ixodes hexagonus, Ixodes ricinus kol Rhipicephalus sanguineus kot yuo 4 Boopdoeg
Katd tov Dermacentor reticulatus,
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- T ™ Bepaneia Towv napacitdoewv ond yorlhovg (Ctenocephalides felis ko Ctenocephalides
canis). AVTO 10 KTNVIOTPIKO QOPUAKEVTIKO TPOIOV EXEL AUECT) KOl EUUEVOLGA BavaTnpOpO
dpdion EvavTl VE®V TOPAGITAOGE®DY amd YOALOLS Yo 5 efdouddec,

- AVTO TO KTNVIATPIKO POPUAKEVTIKO TPOTOV Umopel va ypnoyomombel wg pépog e
OepameVTIKNG GTPOTIYIKNC Y10 TOV EAEYYO TNG AAAEPYIKNG deppaTiTIONG amd YyOALOLG (A.WY.A),

- I'a ™ Bepameia TG GOPKOKOTTIKNG YMPOS (Tov TpoKoAsital amd Sarcoptes scabiei var. canis),

- INa ) Bepaneia g depodkwong (mov Tpokadeiton and Demodex canis).

Tootpeviepcd vpotmon

IMao ) Bepaneio TV YOOTPEVTIEPIKDY TAPUCITOCEDV OTO OOKAPIOEG KO 0yKLAOGTOMOTOL:
- Toxocara canis Gwpo, evihika (L5) ko evilika,

- Ancylostoma caninum wpovopgec L4, aopa eviika (LS) kot evidxka,

- Toxascaris leonina evilika,

- Uncinaria stenocephala evihixa.

AlMo vuoTmom

- TMa v 7poAnyn g dSipoprapinong (Dirofilaria immitis),

- T v TPpOANYN TG Ay YEIOGTPOYYOAMGTG LELOVOVTOC TO EMIMESO TNG LOAVVONG LLE EVIALKOL
nmapdctto dopov otadiov (LS) tov Angiostrongylus vasorum,.

Mo ™ Bepancio g ayyelootpoyydrwong (Angiostrongylus vasorum),

Mo v TpoAnyn g eykatdtdotacng tng Beralioong (Aoipwén and o eviiko opBaiuikod
vnuoatwdeg Thelazia callipaeda).

5. Avtevoeigeig

Na pn ypnoiponoteital o€ TepinT®on LIEPELOICONGING GTA SPUCTIKE GLGTATIKA 1) GE KATO10 amd Tal
£Kdoy0L.

6. Ewdwkég mposidomonjoelg

Ewdwéc mpoetdomomoels:

Ot YyOAAOL KO 01 KPOTMVEG TPETEL VO 0pyicovV va TpEPovTaL amd Tov EEVIOTH, doTE va eKTEBOVV 6TO
sarolaner, ®¢ €k TOOTOV, 1 LETAOOGT AOUDOIDY VOGOV TPOEPYOUEVOV OO TOPASITO OV UITOPEL VO
OTOKAELOTEL.

AVTO TO KTNVIATPIKO POPUAKEVTIKO TPOTOV OEV EIVOL ATOTEAEGLOTIKO KATA TV eviAMkw@V D. immitis.
IToap’ 6Aa avtd, 1 TVYOLO YOPTYNON TOV GE GKOAOLE TOV £Y0VV HOAVVOEL e EVIAIKES O1POPIAAPLES OEV
pémeL va, dSnpovpyel avnovyio Yo TNy ao@aield. To GKVALL GE TEPLOYES EVONUIKEG Yo
dpopirapioon (1 exelva mov £xovv TaEIOEWEL GE EVONUIKEG TEPLOYES) UTOPEL VO LOALVOOLV e
EVIAIKEC S1poPIAdpies. H drotpnon e omoTeEAEoUATIKOTITOS TOV LOKPOKVKAIKMOY AOUKTOVAOV givorl
Kpioyn yia tov Ereyyo g Dirofilaria immitis. I'ia vo ehaylotonombel o Kivouvog tng emthoyng
avBekTikdOTNTOG 1) avtoyng (resistance selection), cuvictdrtol va eAEyyovToL o1 GKOAOL TOGO Yo TO
KUKAOQOPOUVTU aVTIYOVH OGO KO Y10 TIG MKPOPIAAPLES GTO aiipa 6TV apyn KAOE TEPLOdov
TPOMNTTIKNG oy@wync. Movo apvnrikd {ma 0o Tpémetl vo AapuPavouy aymyn.

H avtoyn tov mopacitmv 6g 0molodNToTe CLUYKEKPIUEVT KOTITYOPIi0 TOPAGITOKTOVAOV UTOPEL VO
avamtuydel og emakolovdo g cLuYVNC, EmOVAAAUPOVOLEVNG XPTIONG EVOG TTPOIOVTOG QLTS TNG
Katnyopiag. uvenme, 1 Xp1on autov Tov TPoidvtog npénel vo. faciletot oTny eKTipnom Kabe
LEULOVOUEVNG TEPIMTMONG KOl OE TOTIKES EMONUIOAOYIKES TAT|POPOPIES GYETIKA LE TNV TPEXOVGTA
guoonoio TV eldMV-GTOYOV TPOKELEVOD VA, TEPLOPIOTEL N THAVOTNTA LEALOVTIKNG EMAOYNG
avOEKTIKOTNTOC,
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Idwitepec TpoLAGEELC Yo TV ac@ain yprion ota gidn (omv:

A6y amovoiog Stubécipmy dedopévay, 1 Bepaneio Tov Kovtafidv nAkiog LKpoTepng TV 8
ePSOUAO®Y KON T®V OKOA®V HE SOUATIKO Bapog pikpotepo amd 1,25 kg Oa npénel va Paciletor o
pia 0EoAdYNoT 0pEAOLC-KIVOHVOL amtd Tov VIeKBvvo KTnVviaTpo.

To mpoidv NToV KaAd aVEKTO GE GKOAOLG LLE OVETAPKELD GTNV TOAVPUPLOKEVTIKNG-0VTOYXNG TPOTEIVN

1 (MDR1 -/-). [Tap’ 6ha avtd, o owTEG TIG evaicOnTeg PUALG (Tov pmopel va TeptAapfdvouy, aAld Oyt
va weplopilovron amapoitnta oe avtég, Ta Collies kat oyeTikég QLALC), 1 cuvieTOUEVN dOoT o Tpémel
va tpeital avotpd.

Idwaitepeg Tpo@LAGEELS TOL TTPEmel vo Aopavoval amd To GTOUO TOV YOPNYEL TO KINVIOTPIKO
QOPUOKEVTIKO TTPOidV o {ma:
Noa TAéveTe Ta ¥EPLO. GOG PETH TOV YEPLOUO TOV TPOTOVTOG,

H tuyoio katdmoon Tov tpoidviog evOEYETUL SUVITIKA VO, TPOKOAEGEL AVETIBOUNTEG EVEPYELEC, OTTMG
TPOGKALPO OLEYEPTIKOD TUTOL VEVPOLOYIKE cuumtdpata. [Ipokeévon va amotpanei n tpoécfoacn Tov
OOV GTO TPOTOV, POV €va, Lac®dEVO d1okio Ba Tpémet va aparpeitol kKabe popd amd
ovokevaoio kuyéAng (blister) kot povo otav amatteitol. H cvokevacia blister Oa npémnel va
EMOTPEPETOL LEGH GTO KOVLTL AUESMG LETA TN ¥PNOMN Kot TO KoLTi Ba mpémel va puAdooeTol o BEom
7oV dev PAETOVV Ko dev mpooeyyilovy ta madid. Xe mepinTmon mov katd AdBog vTapEel Katdmoon,
va ovanoete apécmg Tpikn Pondeia Kot va emideieTe 6TOV 10TPO TO ECOKAEIGTO PLALO 0INYIOV
YPNOEWDG N TNV ETIKETO TOV PAPLLOKEVTIKOD TPOIOVTOC.

Eyxopoctvn ko yohovyios:

H ac@dieia avto0 ToOL KINVIOTPIKOD QOPIOKEVLTIKOD TPOIdVTOG OV £XEl amodelyDel Katd T dldpKeLn
™G Khnong ko g yohovyiag 1 e {do mov mpoopiloviatl Yo avamapayyn. Agv GUVICTATAL 1] YPNOT
o€ QUTEG TIS KaTnyopieg (hmv.

Tovyodm o
H aopdea 0vto0 TOL KTIVINTPIKOD POPUOKEVTIKOD TPOIOVTOG deV £xEl 0model el G€ GKOAOVG TOL

wpoopiloviot yio ovamapoymyn.
Agv cuviotdtal n yopnynon o€ avtd to {ha.

AMNAETIOPOOCT) UE GALD QOPUOKEVTIKG TPOTOVTO. Kol GAAEC LOPQEC OAANAETIOpOONC:
Agv glval yvootn Kapia.

O1 LoKPOKVKAIKEG AOKTOVES GUUTEPIAAUPAVOUEVTG TNG LOEDEKTIVIG £XEL amodetyDel OTL amoTeELODV
VITOGTPOHOTO Y10 TV P-YAVKOTPWOTEIVY. ZUVETMG, KATd TN ddpKeln TG Oepaneiog pe ovtd TO
KTNVIOTPIKO QUPLOKELTIKO TPOIdV, GAAC TPOIOVTA TOL UTOPOVV VO AVAGTEIAOVY TV P-YAVKOTPMOTEIVY
(.. xuKhooTmopivn, KETOKOVALOAT|, CTIVOGEOT, BEPATALiAN) TPETEL VAL YPNOUYLOTOLOVVTOL TAVTOYPOVA
UOVo GOUEOVA UE TNV EKTIUNGT 0PELOVG-KIVOUVOL amtd ToV LITEVBLVO KTNVINTPO.

Yrepdoooroyia:
Agv mopatnprniay avemBOunTeg evépyeleg og vy Kovtdfio nAkiog 8 BSoUdd®V TOL TOVG
yopnynonke £m¢ Kot 5 eopég N LEYIOTN CUVICTAOUEVT] 000N Y10l 7 S1adOYIKEG UNVINIES YOPN YN OELS.

e o EPYOOTNPLOKT LEAETN, TO TPOTOV NTOV KOAGQ OVEKTO GE GKOAOVC LE OVETAPKELD GTNV
TOAVPOPUAKEVTIKNG-avTOoYNG Tpwteivn 1 (MDRI1 -/-) petd and epdmas xoprynomn omd 10 oTOUd dOONG
3mAAGLOC TNG GUVIGTOUEVNS. MeTA amd epamas yopnynon STAdciag 606N¢ amd T HEYIoT
GUVIGTAOEVT] dOCT| GE OVTH TNV gvaicOnTn ELAN oKOAOVL, TapatnPHONKE TaPodikY| aTasio 1/Kan
HUiKéC GLOTAGELC.
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2 Avem@ounra cvppavra

Yxorou

IToA0 omavio

(<1 Lo / 10.000 vrod Bepameio (Do, COUTEPIAUUPBOVOUEVOY TOV UEUOVOUEVOV OVOAPOPDV):

ZOUTTOUATO, 0T TO YAGTPEVTEPIKO (OT™G EPETOC, d1appota)!
Zvotnuikég drorapoyis (onmg Aydapyoc, avopetia) !

Toumtdpato. amwd T0 VEupIkd (0mme Tpdpog, ataéio, onacuot)?

1T11¢ TEPIoGOTEPEC TEPMTMOOELS, TO GUUTTAOUATO. VTE EIVOL L0 KO TTAPOSTKEL.
2¥ 11 MEPLOGOTEPES TEPIMTDGELG, TO GLUTTMLLOTO, GVTE, EEVOL TAPOSIKA.

H avagopd avemBountov coppdviov eivar onuavtikn. Extpénet tn cuveyn mopoakolovdnon g
acpdAelog evog mpoidvtog. Edv mapatnprioete omolodnmote avemBOUnT EVEPYELD, OKOLLO KOl 0V OEV
OVOPEPETOL OTO ECOKAEIGTO GOAAO 0ONYIDV ¥PNOoMG N AUPIPAAAETE Y10 TNV OTOTELEGLATIKOTITO TOV
QopUaKov, TapoKaAeichs vo ETIKOIVOVIGETE, KATapYAS, LE TOV KTNviaTpd coc. Mmopeite emiong va
AVAQPEPETE OTTOLOONTOTE OVETLOVUNTO GUUPAVTA GTOV KATOYXO TNG ASEWG KUKAOPOPING
YPNOLOTOIDVTOG TO GTOXEID EMKOWVOVIAG GTO TEAOG CVTOD TOV PUAAOV OOMYIDV XPNONG, 1 LEG® TOV
€BviKoL G0¢ cLOTHPATOG avaPOPAG: {oTotyeia eBvikod cuaTaTOG).

8. Aocoloyia yio ka0 €idog, TpOTOS KU 0601 YoprYNOoNG

I'a and Tov oToHATOG YPTION.

Aocoloyio:

AVTO TO KTNVIATPIKO POPUAKEVTIKO TPOTOV TPETEL VoL yopnyeital og pio d6om tov 1,2-2,4 mg/kg
sarolaner, 0,024-0,048 mg/kg moxidectin ko 5—10 mg/kg pyrantel, cOppwva pe tov axdérovbo
mivakoL:

Yopatikd | IHeprektwomro| [epiektikdmr| Ilepexticomro| Tepextucomro| [eprexktucomt

1,25-2,5kg

>40-60 kg

[leprexktikd
Ta S1oKiov

Bapog dokiov a d1okiov dtokiov dokiov a d1okiov
(kg) 3 mg/0,06 mg/ | 6 mg/0,12m | 12 mg/0,24 mg | 24 mg/0,48 mg | 48 mg/0,96 mg | 72 mg/1,44 m
12,5 mg g/25 mg /50 mg /100 mg /200 mg

2/300 mg

>60 kg

KotdAAnAoc cuvdvaceog diokimv

Tpomog yoprynong:
Ta dtokio pmopodv va yopnynbovv pe 1 xopig Tpoen.

Hpdypoppo Bepaneioc:

To mpdypappa Bepanciog Ba Tpémel vo faciletar o S1dyvEOOT TOL KINVIATPOV, TNV TOTIKN
EMONUOAOYIKN KOTAGTOON 1/KaL TNV EMONUOAOYIKY KATAGTAGT GAA®MY TEPLOXDV TOL O GKOAOG
emokéPOnKe 1 wpoketal va emokepdel. Edv, Bdoet g yvoung Tov KTnvidTpov, amoiteitol €K VEou
YOPNYNON/YOPNYNOELS TOV TPOTOVTOS, KAOE PETEMEITO YOPYNOT TPEMEL VAL akoAoLOEL TO EAdYIOTO
LEGOAGTN O EVOG UNVOG,.
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To mpoidv mpémel vo xpnoyLoToleital LOVO 6 oKOAOVG OOV gvdgikvuTal 1) TavTOYPOVT Bepameia
KPOTOVOV/YOHAOV/OKAPEDY KOl YOSTPEVTEPIKMY VIUATOOMOV. X€ OmovGio KIvOUVOU KNG
TAVTOYPOVNG LOAVVOT|G, Ba Tpémel va ypnoomondel £va TapaGITOKTOVO TO TEPLOPIGUEVOD
@AacGLOTOG.

Ocpomeio. TV WOV, KPOTWOVWY KoL YATTPEVIEPIKWDOV VIJUATWOD V.

To KTNVIATPIKO POPUAKEVTIKO TPOTOV UTOpEl va ypMoLomoinfel wg LEPOC TNG EMOYIKNG Bepameiog
TOV YOMOV KoL TOV KpoTdOvev (avitikadiotdvag tn Oepaneia pe £va, Lovodivapuo Tpoiov yia
YOALOLG KOl KPOTMVEG) 6€ GKOAOVG LE SLAYVOGIEVEG TOVTOYPOVES AOIUMDEELS LIE YOO TPEVTEPIKE
ynuoToon. Mia epdnal Bepaneio eivor amoteLecHaTIKY Yo T Oepaneio TOV YUOSTPEVIEPIKMV
VNUoTOOOV. Metd T Bepomeio TV HOAOVGE®DY amd To VIUATMON, Tepartépm Bepameio Oa mpénel va
GUVEYIOTEL e Eva LOVOSVUVOUO TTPOTOV Y10, YOALOLG KOl KPOTMVEC.

Tlpolnym ¢ dipopilopimons Kai TS ayyeloaTpoyyOAONG:

Mo e@dmag yopnynomn TpoAdpufavel EXIGNE TV TVEVUOVIKT TOPAGITOGT (LEIDOVOVTAG TO Gmpol
evnAka (LS) tov 4. vasorum) kot ) dpogihapinon (D. immitis) yuo évov piqvo. Otav to Tpoiov
avTiKof1oTd GAAO TPOTOV TPOANYNG TNG TVEVHOVIKTG TAPAGITOONG 1] TNG S1poPIAapimacng, N TPATN
3001 TOL TPOTOVTOG TPETEL VO, YOPNYELTAL HEGH GE EVOV UIVOL atO TV TEAEVTAIN 0OGT) TOV
TPOTYOVLEVOD KTIVIOTPIKOD POPUAKEVTIKOD TPOIOVTOG. e EVONUIKEG TEPLOYES, TO GKLAMA TPETEL VAL
AQUPBAVOVY TPOANTTIKN LYY Y10 TV TVELUOVIKT TOPUCITMON KAUN TN d1popihapion avd unvicio
dwotiuaTo. Zoviotdtot n TpOANYN Yo T SpoPliapivon va cuveyiletat TOLAGYIGTOV Evav uiva
uetd tnv tehevtaio £kbeon og KovvoLTLa.

Ocpomeio TS ayyelOoTPOVYOAWOHS (oL TPoKalitar omd to Angiostrongylus vasorum):
®a pémet va yopnyeitor pio epdmas d0on. ZuvioTdtal TEpuTEP® KTNVIaTPikni e&étaor 30 nuépeg
petd  Bepameio, KaOMOS optopéva {da ropel vo xpetactovy pa devtepr Bepameia.

Tlpolnym g eyrordoroons e Oclolioons (Aoiuwln ard to eviidiko opBotuixo viuarwdes Thelazia
callipaeda):

H pnviaia yoprynon tov mtpoidvtog amoTpEnel TNV yKaTdoTaoT TG AOIH®ENG 0o TO EVAAIKO
opBoA ko vnpatddeg Thelazia callipaeda.

Ocpomeio. ¢ deoonKwong (rov Tpokalsitor omod Demodex canis):

H yopiynon piog epdna 66omg pio @opd 1o piva yio 600 dtadoykovs UVES Eival OTOTEAEGUATIKY
ka1 0dnyet o a&oonueint Peltinon tov KAMvik@v copntopatov. H Oepancio 0o tpénet va
ovveyiletat £0¢ OTOV TOLAUYIGTOV JVO GUVEYOUEVO, LE SLUPOPH EVOG UV, OEPUATIKA EEGLaTal ETval
apvntcd. Kabmg 1 depodfkwon givol pio ToAvtopayovtik vocog, etvat opho eniong va
avtpeToniloviot vrokeipeveg cupPdAlovoeg cLVONKeS KATAAANACL.

Ocpameio THS COPKOKOTTIKNG WWpPas (Tov mpokaleitor omo Sarcoptes scabiei var. canis):
Xoprnynon piog 66omg o pnviaio dStaotipata yio dVo dradoyikovg pives. Hepoutépm pnviaieg

YOPNYAGELS TOV TPOTOVTOG Uropel vo. amaltnBovv pe Paon v KAvikn a&loAdynom Kot To, OEpUATIKA
Eéopata.

9. Odonyieg Yo T 6T Loprynon

Ta diokio Simparica Trio givotl e0YEVGTO KO KOTOVOADVOVTOL LUE EVKOAMO OTO TV TAELOYNQI0 TOV
OKOA®V, OTOV TPOSPEPOVTAL OO TOV 1O10KTHTH. Edv 10 diokio dev mposAingbei oikelo0elmg amd Tov
OoKOAO, pumopetl emiong vo xopnynOel pe v tpoen i anevbeiag oto otopa. Ta diokia dev Bo Tpémel va
SlpovVvTaL.

10. Xpévor avapowviig

Agv 1oyvet.
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11. EIAIKEX XYNOHKEX AIATHPHXHX

Na pvidooetal o€ Béon, TV onoia dev PAETOLY Kot dev TPpooeyyilovv maldd.

Na pvidooetal o€ Oeppoxpacio pucpotepn tov 30°C.

No pn ¥pNOLHOTOLEITE AVTO TO KTNVIATPIKO QOPUAKEVTIKO TPOIOV UETA TNV NUepouvia ANENG Tov
avaypaeetol oto kouti Kot TV koyéln (blister) petd to Exp. H nuepounvia Anéemg cvumintet pe v
TEAEVTAIO NUEPO TOV CUYKEKPUUEVOD LNV

12. Ewwkég mpo@uracers amoppryng

Ta pappoko dev TPEMEL VOL ATOPPITTOVTOL HECH TOV AVUATMV 1 TOV OIKIOKOV OTOPANTOV.
XpNOOTOINOTE TPOYPAULOTO ETICTPOPNC PAPUAKOV Y10, TNV ATOPPIYN U1 XPNCLOTONOEVTOV
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1 GAL®Y DAIK®OV OV TPOEPYOVTOL amd TN YP1ON TOVG
GULPMOVE, LLE TIG TOTIKEG AOITNOELG KOt e TUYOV 1oybovTa eBvikd cuotiuate cuAloyne. Ta pétpa
UTE OTOGKOTTOVY GTIV TPOGTAGIN TOL TEPIPAAAOVTOC.

Yvppovievbeite Tov kNvioTpd GOG 1 TOV GOPUOKOTOLO GOG Y10 TOV TPOTO ATOPPIYNG TOV
YPTOILOTONOEVTOV QOPUAK®V.

13. Ta&vépnon TOV KTNVIOTPIKOV QUPRIKEVTIKOV TPOIOVTMV

Noa yoprnyeital LOvov e KTNVIOTPIKT GLVTAYY.

14. ApwOpoi doc1og KOKLOQOPIOG KOl GVGKEVUGIEG
EU/2/19/243/001-018

Ta diokia gival cuokevacuéva o€ KOWELEG PUALOL olovuviov/blister olovpviov Ta omoio eivort
GLGKEVOCUEVA GE Eva EEMTEPIKO YAPTIVO KOLTI.

Ka0e mepiextikdmra dwotibetan o€ cuokevacieg tov 1, 3 1§ 6 diokiwv.

Mmopei va, unv KukAo@opoHV OAEC 01 GLCKEVUGIEC.

15. Hpepounvia tedevtaiog avaBe@pnong Tov GUALOV 00NYIAOV YPNGNS

Aentopepeic TANPoQopieg Yio T0 v AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv eivar dtabéaciec otn faon
dedopévav g EE yua to kenviatpikd wpoidvta (https://medicines.health.europa.cu/veterinary).

16. Xroygio emxovoviag

Kdrtoyoc ¢ 4de10¢ KUKAOPOPING Kol OTOLYEL0 ETIKOVAOVIOG Y10 TNV avapopd mifavoloyoduevoy
OVETOOUNTOV EVEPYELDV:

Zoetis Belgium SA

Rue Laid Burniat 1

1348 Louvain-la-Neuve

Béiyo
Belgié/Belgique/Belgien Lietuva
Tél/Tel: +32 (0) 800 99 189 Tel: +370 610 05088

pharmvig-belux@zoetis.com zoetis.lithuania@zoetis.com
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Peny6auka bnarapus
Tem: +359 888 51 30 30
zoetisromania@zoetis.com

Ceska republika
Tel: +420 257 101 111
infovet.cz@zoetis.com

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

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

Eesti
Tel: +370 610 05088
zoetis.estonia(@zoetis.com

El\dda
TnA: +30 210 6791900
infogr@zoetis.com

Espaiia
Tel: +34 91 4191900
regulatory.spain(@zoetis.com

France
Tél: +33 (0)800 73 00 65
contacteznous(@zoetis.com

Hrvatska
Tel: +385 1 6441 462
pv.westernbalkans@zoetis.com

Ireland
Tel: +353 (0) 1 256 9800
pvsupportireland@zoetis.com

island
Simi: +354 540 8000
icepharma@icepharma.is

Ttalia
Tel: +39 06 3366 8111
farmacovigilanza.italia@zoetis.com

Kvmpog
TnA: +30 210 6791900
infogr@zoetis.com

Latvija
Tel: +370 610 05088
zoetis.latvia@zoetis.com

Luxembourg/Luxemburg
Tél/Tel: +32 (2) 746 80 11
pharmvig-belux(@zoetis.com

Magyarorszag
Tel.: +36 1 224 5200
hungary.info@zoetis.com

Malta
Tel: +356 21 465 797
info@agrimedltd.com

Nederland
Tel: +31 (0)10 714 0900
pharmvig-nl(@zoetis.com

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

Osterreich
Tel: +43 (0)1 2701100 100
tierarzneimittelsicherheit(@zoetis.com

Polska
Tel.: +48 22 2234800
pv.poland@zoetis.com

Portugal
Tel: +351 21 042 72 00
zoetis.portugal@zoetis.com

Romaénia
Tel: +40785019479
zoetisromania@zoetis.com

Slovenija
Tel: +385 1 6441 462
pv.westernbalkans@zoetis.com

Slovenska republika
Tel: +420 257 101 111
infovet.cz(@zoetis.com

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

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

United Kingdom (Northern Ireland)
Tel: +353 (0) 1 256 9800
pvsupportireland@zoetis.com
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IMopaockevootng LVTeEVLOVVOC Y10 TNV ATEAEVLOEPMGT TV TOPTIOWV:
Corden Pharma GmbH

Otto-Hahn-Strasse 1

68723 Plankstadt

T'eppovia

Ul

Zoetis Manufacturing & Research Spain, S.L.
Carretera De Camprodon S/n

La Vall De Bianya

17813 Girona

Iomavia

17. Alheg minpo@opisg

O1 kpOTOVEG TOL LILGPYOLY 6TO (DO TPV AT TN YopNYNoN N LETE amd VEEG TPOSPOAEG HeTd T
YOPYNoN 1oL TPoidvtog Bavatmvovtal evtog 48 wpdv. I'a 1o €100¢ 1. ricinus, LT 1 €YKATACTOON
NG OMOTEAEGLLOTIKOTNTOG YIVETAL EVTOG 24 0p®V, KATA T SLAPKELN TNG TEPLOSOV TV 35 MUEPDV UETA
TN XOPNYMOoT| TOV TPOIdVTOG.

IMa toug yoAAoVG, 1 évapén Tng anoteAespoTikOTTAG Eivar evtog 12 €nc 24 wpdv amd TV
TPOCKOAANGN KO Yo TEVTE ELOOUAOEG LETA TN YOPTYNOT TOV TPoidvVTog. O WHALOL TOV VTLAPYOLY
010 (o Tpv TNV €papproyn Bavatdvovtal péca o€ 8 dpec. AvTd T0 KTNVINTPIKO QUPUOKEVTIKO
TPOTOV GKOTMVEL VEOEUPAVILOUEVOLS YOALOVG GTOV GKUAO TTPOTOL QLTOL VO, LITOPEGOVY VO,
evamofEcouy oyl Kot ETOPEVAOC TPOAAUPAVEL TN LOAVVGT] TOL TEPPAAAOVTOC 0O YOAAOVG GE
TEPLOYES OTIG OTOIEG 0 OKVAOG £xEl TPOSPaon.
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