ITAPAPTHMA 1

IEPIAHYH TON XAPAKTHPIZTIKOQN ITPOIONTOX



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 pacodueva dtokio yio ckdAovg >5-10 kg
Simparica Trio pacdpeva diokio yio okdolovg >10-20 kg
Simparica Trio pacodpeva diokio yio okoriovg >20—40 kg
Simparica Trio pacdpeva diokio yio okdlovg >40-60 kg

2. MOIOTIKH KAI MIOXOTIKH XYNOGEXH
Kabe diokio mepiéyet:

ApuoTIKO(G) 6V6TUTIKO(E):

Simparica Trio pocopeva diokia sarolaner moxidectin pyrantel (as
(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

"Exdoyo(a):

Butylhydroxytoluene (E321, 0.018%).Colorants: Sunset Yellow FCF (E110), Allura Red (E129), Indigo
Carmine (E132). BA. Tov TA1p1 KOTAAOYO T®V €KOOYWOV 6TO KEPAAOLO 6.1.

3. OAPMAKOTEXNIKH MOP®H

Moodpevo diokio.
AGKI0 KAGTAVOKOKKIVOD YPOUATOS, GYNUUTOSC TEVIOYMVOL, UE GTPOYYVAEUEVEG dkpec. To diokio eivat
YOPUYUEVO UE TNV TEPLEKTIKOTNTA TOV sarolaner ot Lo dyn Tov.

4. KAINIKA XTOIXEIA

4.1 Eiom oov

Yrviot

4.2 OgpoamevTikég evosierg tpoosoropilovrag Ta €idon LoV

INa oxdrovg pe 1101 VITAPYOLGES, 1 OV Ppickovtal o€ KIiVOLVO Y10l KTEG TAPACITIKES LOADVOELG amd £
Kot £VO0-TapdotTo. AVTO TO KTNVITPIKO POPUAKEVTIKO TPOTOV EVOEIKVLTOL OTOKAEIGTIKA OTAV QTonTeiTon
TAVTOYPOVA 1 XPNOT) KATA KPOTOVAOV 1] YOAL®V KOl YUGTPEVTIEPIKMY VIUATOO®OV. AVTO TO KTNVIATPIKO
QOPUOKEVTIKO TTPOTOV TAPEYEL EMIONG TAVTHYPOV ATOTEAEGUOTIKOTITO GTIV TPOANYT| TNG
SpoPAapimONG Kot TNG Ay YELOGTPOYYVAWDGTG.

Eéonapdotta
- Tha 1t Begpaneio TV TAPOCITOGE®V OO KPOTOVES (TGUTOVPLO). AVTO TO KTNVIOTPIKO
QOPUAKEVTIKO TTPOTOV EXEL AUEST) KOl EPUEVOLGA Bovatneopo dpdom Yo S efdouadeg Katd Twv
Kpotdvev Ixodes hexagonus, Ixodes ricinus xon Rhipicephalus sanguineus ko yio 4 gpdopuddeg
Katd tov Dermacentor reticulatus;



- T Bepancio Tov mopacitdcemy and Yorovg (Ctenocephalides felis xal Ctenocephalides
canis). AVTO 10 KTNVIOTPIKO QUPUAKEVTIKO TPOIOV £XEL AUECT) KO EUUEVOLGO Bavatnpopo dpdon
EVOVTL VE®V TOPUCITOCGEDV a0 YOAAOLG Yo 5 EBSOUAOES.

- AvT0 TO KTNVITPIKO POPUUKEVTIKO TPOTOV UTopEl va, ypnoiporonfel mg pépog g OepamevtiKig
OTPAUTNYIKNG Y10 TOV EAEYYO TNG AAAEPYIKNG deppaTiTIONG ammd YOAALoLG (A.W.A).

Tootpevtepucd Nnpotmon
T'a ™ Bepameio TOV YOOTPEVIEPIKAOV TAPUCITOCENDV OO AOKAPIOES KOl AyKUAOGTOUATA:
— Toxocara canis Gopo evihika (L5) ko evilika,
— Ancylostoma caninum wpovoppeg L4, dopa evilika (L5) kot evilika,
— Toxascaris leonina evihixo,
— Uncinaria stenocephala evijlixo.

AM\o VYUOTOO

— T v mpdinym g dipoprrapinong (Dirofilaria immitis),

— T v mpdinym g ayyelooTpoyyOAMOoNG LEMVOVTOG TO EMITEdO TNG LOALVGNG e EVAALKOL
mapdoita dopov otadiov (LS) tov Angiostrongylus vasorum.

4.3 Avtevosigag

Na un ypnoULOTOLEITAL G TEPITTMON VIEPELOICONGING GTO SPAGTIKO GLGTATIKO 1| G€ KATO10 ATTO TA,
£K60Yy QL.

4.4 E101kég TPoEd0mTOU|oELS Y10 KAOE £i00g Ldov

O yOAAOL KO 01 KPOT®VEG TIPETEL VaL apyicovy va Tpépovtal and Tov EeVIoTN, doTE va ekTtefovv 6To
sarolaner, ®¢ €K TOVTOV, 1 HETASOGT AOIUMODV VOGOV, TPOEPYOUEV®V 0ntd Tapdoita, de UTOPEL Va
oK EIoTEL

AVTO TO KTNVIOTPIKO POPUOKELTIKO TPOIOV dgv glvar AmoTEAECUATIKO KOTA TV VALKV D. Immitis.
Qo61660, N TVYOIO YOPNYNOT| TOV GE GKVAOVE TTOL £X0VV LOAVLVOEL e EVAMIKES S1po@IAAPLEC eV TTPETEL VO,
dnuovpyel avnovyio yio v acedreia. Ta okoMa og TEPLOYEG EVONUKES Yo Sipo@iiapimomn (1] ekeiva
OV £Y0LV TOEWEWEL 08 EVONUKEG TTEPLOYESG) Hmopel va pLoAlvvBovv pe evilikeg dpogiiapies. H

ST PNON TNE OTOTEAECUATIKOTNTOG TOV UAKPOKVKAIK®OV AUKTOVOV Eval KPIGUN Y10 TOV EAEYYO TNG
Dirofilaria immitis. T vo ehayiotonombei o Kivouvog tng emthoyng avOeKTIKOT TS 1 AvTOXNS
(resistance selection), cuvioTdrtol va ELEYXOVTOL Ol GKOAOL TOGO Y10l TO KUKAO(POPOLVTO AVTLYOVa, OGO Kot
Yl TG UKPOPIAAPLES GTO Oipla, otV apyn kKabe meptddov TPOANTTIKNG oy@wyns. Movo apvnrucd (oo Ba
TPENEL VA, AapBAvouY ay@yn.

H avtoyn tov mopacitmv 6g omoladNToTe CLYKEKPIUEVT KOTIYOPIi0 TOPAGITOKTOVOV UTOPEL VO
avartuydel cav emakolovbo TG cLuVNC, EMAVAAAUBOVOLEVNG XPNONG EVOG TPOIOVTOG LTS TNG
KaTNyopiag. LVUVETMG, N ¥PNOT aVTOD TOL TPoidvTog TPémel va Paciletal otny ektiunon Kabe
LEULOVOLEVN G TEPITTMONG KOl GE TOTIKES EMONUIOAOYIKES TAT|POPOPIES GYETIKA LE TNV TPEXOVGA
gvooOnoia Tov eMOV-6TOHY®V TPOKELUEVOL Vi TEPLOPLOTEL N TOAVOTNTA LEALOVTIKNG ETAOYNG
avOEKTIKOTNTOC,

4.5 Iowirepec mpo@urders katd T ypfion

Idwitepeg mpoLAGESLC Kata T ¥pnon o (oo

Aoy amovoiog Stnbéoimy dedopévav, 1 Bepaneio Tov Kovtafldv nAkiog Likpotepng TV 8 efoouddwmv
KoM T@V 6KOA®DV HE coUaTKO Bapog tikpotepo and 1.25 kg Oa npénet va facileton og pio a&toAdynon
0PEALOVC-KIVOUVOL amd Tov LITEVBUVO KTNViaTpo.

To mpoidv oV KaAd aveKTO G€ GKOAOLG LLE OVETAPKELD GTNV TTOAVPOPLOKEVTIKNG-0VTOYNG Tp@TEIVT 1
(MDR1 -/-). ITap’ 6la avtd, o€ aVTES TIG EvaicOnTEg PLAES (TOV pmopel va TteptAapPdvouy, oAd Oyt va



neplopilovion anapaitnta og avtég, Ta Collies kot oxeTIKég LALG), 1| GLUVIGT®LEVT dOON B TPEmer va.
mpeitotl avotnpd.

Idwaitepeg Tpo@LAGEELS TOL TTPEmel vo AopBavoviol amd To GTOUO TOV YOPNYEL TO QUPUAKEVLTIKO TPOIOV

oe (oo

Noa TAévete Ta ¥Epla GOG PETE TO YEPIGUO TOV TPOTOVTOC,.

H tuyoia katdmoomn tov Tpoidvtog evOEYETAL SUVNTIKA VO TPOKAAEGEL AVETIHOUNTES EVEPYELES, OTMG
TPOCKULPA SIEYEPTIKOV TOOV VEVPOAOYIKG cuumtopata. [Ipokeévov va arotpanel n tpdcPacn Tov
OOV GTO TPOTOV, LOVO €va Lacdpevo diokio Ba Tpémet va apaipeitol kKabe popd amd T cuokevacia
KoyéAng (blister) ko povo otav amarteitoar. H cvokevacia blister 0o mpémet va emoTpEPETOL HEGH OTO
KOVTI OUESMG PETA TN (PNOT KoL To KouTi Ba Tpémet va puAdoceTal og Bom mov de PAETOLY Ko dg
npooeyyilovv Ta madld. Xe TEPINTMOT TUYAi0G KATATOoNG, (NTNOTE AUECHS 0TPIKT CLUPOVAN Kot Oei&te
TO EVUAAO OONYIDV 1 TNV ETIKETA, TOV PAPUAKOL GTOV 10TPO.

4.6 AvemOOunreg evépyereg (cuyvoTnTa Ko cofapotnTa)

Agv glval yvoot Kopio.

4.7 Xpnfon Katd TNV KONG1, TN Yorov)ia 1] TNV ®OTOKIN

H aocpdiea 0tol Tov KTNVINTPIKOL GOpUOKEVTIKOD TPOidVTOG deV £xel omodelyDel katd tn SidpKela Tng
KONoNG Ko TG yolovyiag 1 o€ {da Tov TpoopilovTal yio avamopaywyn. Agv GLUVIGTATAL 1] XPTOT| G
aUTEG TIC Kotnyopieg {dwv.

4.8 AlMiemopdosic pe GAlo QUPROKEVTIKA TPOIOVTA KO GAAeS popPEic ahinienmiopaonc

Agv glval yvootn Kopio.

Ot LokpoKVKAIKEG AakTOVES GuUTEPIAAUPAVOLEVTG TNG LOEWEKTIVNG €xEl amodeyBel OTL amoTeAOHV
VTOGTPMUOTO Y10 TV P-YAVKOTPOTEIVT. ZUVERMS, KoTd TN ddpkela g epaneiog e avtod to
KTNVIOTPIKO QUPUAKEVTIKO TPOTOV, GALN TPOIOVTO TOL UTOPOLV VO, AVUGTEILOVY TNV P-YAVKOTTPOTEIVY
(.. xuKhooTopivn, kKETOKOVALOAT, GTIVOGHON, PEpATapiin) TPETEL VA YPTCYLOTOLOVVTOL LOVO GOUPOVOL
LE TNV EKTIUNGT 0PELOVG-KIVOVUVOL 0td TOV VITELHLVO KTNVIATPO.

4.9 Aocoloyio Kor TPOTOG YOPNYNONS

I'o amd Tov oTdHATOG YPTION.

Aocoloyia
AVTO TO KTNVIATPIKO POPUOKEVTIKO TPOTOV TPETEL vaL yopnyeitar o€ pio 06om tov 1.2-2.4 mg/kg
sarolaner, 0.024—0.048 mg/kg moxidectin kot 5—10 mg/kg pyrantel, cOppwva pe tov akdéAovbo mivaka:

Zouatikod [epextikdmra | Iepektikdomto| Ilepiekticomra | Ilepektucomra | Iepektikdtra | Ilepektikdnta
Bdpog dokiov dokiov dokiov dokiov dwokiov dokiov
(kg) 3mg/0.06 mg/ | 6 mg/0.12 mg/ | 12 mg/0.24 mg/ | 24 mg/0.48 mg/ | 48 mg/0.96 mg/ | 72 mg/1.44 mg/30
12.5mg 25 m; 50 m 100 m, 200 m, 0m
1.25-2.5k 1
>2.5-5k 1
>5-10k 1
>10-20 k 1
>20-40 k 1
>40-60 k 1
>60 kg KatdAinrog cuvdvoouds diokiov
Tpdmog yopnynong

Ta Siokio pwopovv va yopnynbovv pe 1 ywpig Tpoen.




Ta dokia Simparica Trio givar e0yevoTO KOl KOTOVOADVOVTOL [LE EVKOAIN OO TV TAELOYN QL0 TOV
OKOAWV, OTOV TPOCSPEPOVTAL 0O TOV O0KTHTH. Edv 10 diokio dev mpooAingbel okelo0elmg amd to
OoKOAO, pumopetl emiong vo xopnynOel pe v tpoen 1 anevbeiog oto otoua. Ta diokia ¢ Ba mpémet va
SLpovVTOL.

Hpdypapua Beponeioc:

To wpoypappa Oepanciog o Tpénel va Paciletal otn S1dyvmon TOL KTNVIATPOL, GTNV TOMTIKN
EMONUIOAOYIKT] KATAGTOOT 1)/KOL GTNV EMONUIOAOYIKN KATAGTAGT] GAAMV TEPIOYDY TOV 0 GKOAOG
emokéeOnKe N Tpoxertan vo entokedel. Edv, fdoetl g yvodUNg TOL KTNVIATPOL, OTOLTEITOL EK VEOL
YOPNYNON/YOPNYNOELS TOV TPOTOVTOC, KAOE PETEMEITO YOPYNOT TPENEL VL akoAoLOEL TO EAdyI0TO
LEGOJACTN A EVOG UNVOG.

To wpoidv mpémel va ypnoonoteitar Lovo 6g okOAOVG 6oV evdgikvutal 1) TowTdypovn Bepameio
KPOTOVOV/YOAA®V KOl YOOTPEVIEPIKDY VILOTOOMV. LE OTOVCIN KIVOOVOL UIKTNG TAVTOYPOVIG LOALVOTG,
0o pémel va ypnoomombel Eva TaPAGITOKTOVO 0 TEPLOPIGUEVOD PAGLUTOC.

Ocpameio TV YHIAwV, KPOTHOVWOV KAl YOTIPEVIEPIKOV VIUOTWOIWDV

To KTNVIATPIKO PAPUAKELTIKO TTPOTOV UTopel va ypnoomoindel wg népog g emoyikng Oepameiog twv
YOAL®V Kol TOV KPoTtdvav (avtikabiotovtog ) Oepaneio pe Eva Lovodivapo mTpoiov yio YHAAOVG Kot
KPOTMVEG) 0€ GKOAOVLG LLE SIAYVOOCUEVES TAVTOYPOVES AOTUMEELG LUE YOUGTPEVTEPUKH VILOTMOT. Mia
epanaé Oepaneio etvonl amoteAecpatikn yio ) Oepamneio TV YUGTPEVIEPIKOV VIUATOI®V. MeTd T
Oepameio TV LOADVGE®V OO To VUOT®OT, TEpaLTéP® Bepameio Oa mpémel va cuveyloTel ue Eva
LOVOSUVALO TTPOTOV Y1 WOAAOLG KOl KPOTMVEG,.

LHpolnyn )¢ d1poeilopiwons Kol TS ayyeloaTpoyyOAWONS

Mia gpanag yopnynon mporapupdvel v Tvevpovikn topacitoon (ueidvovtog ta dopa eviiika (LS) tov
A. vasorum) xor v dpoprhapioon (D. immitis) yio éva pva. Otav 1o mpoidv aviikabiotd dAlo mpoiov
TPOANYNG TNG TVEVUOVIKTG TAPOCIT®ONG N TNG SpoPirapimong, 1 TpAOTH dOGN TOL TPOIOVTOC TPETEL VL
yopmyeitar péoa 6 Evo VoL Ao TV TEAEVTOIN 0OCT) TOV TPOTYOVUEVOL KTVIOTPIKOD QUPUAKEVTIKOD
TPOTOVTOG. Xg EVONUKEG TEPLOYES, TA CKLALYL TTPEMEL VO AUUPAVOLY TPOANTTIKT Ay@yn Yo TNV
TVELUOVIKT] TOPOGITMON KaUN TNV Stpo@hapioot) avi pnvicio SIGTAUATO. ZOVIGTATOL 1) TPOANYT] Yo
v dpoPirapimon va cuveyiletarl TovAdyloTtov £va, unqva, Letd v televtaio £kbeon og Kovvoimia.

4.10 Ymepdooolroyia (COUTTONATO, HETPA AVTIUETATLONG, OVTIOOTA), EGV Elval aapaiTnTa

Agv mopatnpnOnikay avembounteg evépyeleg og vy Kovtdfio nAkiog 8 BSoUAd®V TOL TOVG
YopNYNONKe €mg KoL 5 POPEG 1 HEYIOTN GLVICTMUEVT OGN Yo 7 S10d0)IKES UNVIOIES YOPTYOELS.

e o EPYOOTNPLOKT LEAETN, TO TPOTOV NTOV KOAGR OVEKTO GE GKOAOVC LE OVETAPKELD GTNV
TOAVPOPUAKELTIKNG-avToYNG TpwTeivn 1 (MDRI1 -/-) petd and epdmas xopriynomn ond 1o otopa d06MG
3mhdolog NG cuviotdpevnc. Metd and epdmas xoprynor StAdciag S6omg amd T HEYIOTH GUVIGTAOUEVT|
d001 o€ avtn TNV gvaictnTn PLAN oKVAOV, TopatnPHONKE TaPodKN atasio 17/Kol LLIKEG GLCTAGELG.

4.11 Xpovog(or) avapoviig

Agv amartteitot.

5. OGAPMAKOAOTI'IKEX IAIOTHTEX

DopuaKoBepamevLTIKN OLAd0: AVTITOPACITIKA TPOIGVTH, GVVIVACHOT LOEOEKTIVIC.
Kwdwoc ATCvet: QPS4ABS2.

5.1 @oppokodvvopIKES 1O10TNTES

To sarolaner givat £éva 0KopEOKTOVO KOl EVTOHOKTOVO TOV OVIKEL OTNV O1KOYEVELD T®V 160&EaloAvav. O
TPOTUPYIKOS 6TOYOG TNG dPAGTC TOV sarolaner 6€ vTopa, Kol akdpea gival 0 AEIToVPYIKOS OTOKAEIGUOC



TPOGOETOEEAPTOUEV®Y SLOAWV YAwpiov (vodoyeic GABA kot vmodoyeig yYAovtapukov). To sarolaner
TopEUTodilel TOVG TPOGIETOEEAPTOUEVOVS O1OAOVE YAmpiov TOTTOL GABA Kot YAOULTOUIKOD GTO
KEVIPIKO VELPIKO GUOTNUA TOV EVTIOU®V Kot TV akdpewnv. H déouevon tov sarolaner g avtodg Toug
V0d0YElg EUTOdILEL TNV TPOGANYN TOV 1OVTIOV YA®PIov amd TOVG TPOGOIETOEEUPTMOUEVOVG SIHAOVG
yAwpiov Tomov GABA kot YAOUTOLKODG TUAMTONG OIOAOVE LOVI®V, LE ATOTEAEGLLO TV QVENUEVT
VEVpIKT S1€yepor Kat Tov BAvaTo Tov mTapdcttov-otoyov. To sarolaner mapovoidlel vYNAOTEPY
AELTOVPYIKT] TKOVOTNTO SLOKOTNG AELTOVPYING TV LITOSOYEWDY TV EVIOUMV/AKAPEDY GE GLYKPLON LE TOLG
vrodoyeic Tov ONAactikdv. To sarolaner dev oAANAOETIOPE (e EVTOLOKTOVEG BEGEIC TPOGIEDTG
VIKOTWVIK®V 1 6A v GABAgpYIK®V EVTOHOKTOV®Y OTTMG VEOVIKOTIVOELON, fiproles, wAPepvkive,
afepprektiveg Kot KOKAOSIEVIL.

To sarolaner etvon dpactikd Evavtt Tov eviiMkav yorlwv (Ctenocephalides felis ko Ctenocephalides
canis), Kobmg kal S10pdpv eOMV KPoT@VOVY 0Twg Dermacentor reticulatus, Ixodes hexagonus, Ixodes
ricinus, Rhipicephalus sanguineus.

O1 kpOTOVEG TTOL VIAPYOLY 6TO {DO TPV o T YopNyNon N UeTd amd véeg Tpocforég uetd tn yopnynon
TOV TPOiOdVTOG Havatdvovtal viog 48 wpmv.

IMa toug yoAAOVG, 1 évapén Tng anoteAespoTikoOTnTag givar evtog 12 g 24 wpdv and TV TPOoSKOAAN O™
Kot yuo TEVTE EROOUAdES PETE TN XOPNYNOT] TOL TPOTGVTOc. Ot YHAAOL TOL VIAPYOLY GTO (DO TPV TNV
gpappoy”n Boavatdvovion péca oe 8 MPeC. AVTO TO KINVIOTPIKO PAPUUKEVTIKO TPOIOV GKOTOVEL
VeoePaVILOLEVOVE YOALOVE GTOV GKDAO TPOTOV GTOL VL UTOPEGOVY VoL EVATTODEGOVV vy Kot
emoUEVMG TTporapPdvel TV poAvveon tov mePPAALOVTOG amd WYOALOVE GE TEPLOYEC OTIG OTOIEG O GKOAOC
&xel TpocPaon.

H po&dekrivn givor pio LokpokukAkr] Aaktovn de0TePNg YEVIAS TNG OIKOYEVELXG TNG LAPepvkiving. O
KOPLOG TPOTOG dpAoNc NG sival N TapeUPOAn 6T vELPOUVIKY peTaPifacn o eninedo YAOVTUUIK®Y
TLAGOV SaVA®V YAopiov Kal, o UiKpoOTEPO Pabud, ot eninedo GABA molav (Y-apuwvopovtupikd 0&D) tov
StvAmv.

Avt 1 mapepforn 0dnyel 610 Gvorypa TV S10VA®V YA®PIOV GTNV LETUGVVOTTIKY] £VAOGCT] Y10l VO
EMTPEYEL TNV EIGPON OVTIOV YAWPIov. AvTd €)Xl MG OMOTEAEGLLA T YOAOPT TAPAAVGT KO TEALKE TOV
0avato Twv Tapacitwv mov extifevtol oto eappako. H po&idextivn eivar dpaoctikn EvavTt Tov evniikov
Toxocara canis, Tov tpovope®v L4 kot tov dopov otadiov (LS) tov Ancylostoma caninum, tov L4 g
Dirofilaria immitis xon T@v dopov ctadiov (LS5) tov Angiostrongylus vasorum.

H mopavtédn givar £vag aymviaTtig Tou SIOA0D 1OVIMV TOL VIKOTIVIKOD VITOS0YEN AKETVAOYOAIVIG
(nAChR). H mupavtéAn pupeitol Ty ay®vieTikn 0pacT) TG GKETLAOYOAIVIG, LECH GVUVOEGC VYNANG
GULYYEVELNG GTOVG EO1KOVG 10VO(POpIkovg btotHinmovg T@v MAChRs oto vipotddn, evad dev decpedeton
GTOVG LOVOKAPIVIKOVG VTT0d0YElg akeTuAOYOATVNG (MACHhRS). Metd v mpdcdect 6Tov vITodoyéa o
dlowAog avolyet yio vo ETITPEYEL TNV E10POT] KATIOVTIWV, E OMOTELECLO TNV UTOTOAMOT KOl TIG
SLEYEPTIKEG EMOPACELG GTOV LU TOV VILUTOIDV, 00NYDVTS TEAIKO G GTAGTIKT TOPAAVGT) TOV
VNULOTOO0VE Topacitov kot o€ Bdvarto. H mopavtédn dpa evavtia ota dopa otadwo (LS) kot ota eviiiko
napacito Toxocara canis, oto evilko Ancylostoma caninum, Toxascaris leonina xon Uncinaria
stenocephala.

Me avtov Tov 6Tabepd cLVIVAGHO, 1 LOEIGEKTIV KOl 1] TUPAVTEAN, TOPEYOLY CLUUTATPMLOTIKY
ovOEALLVOIKT OTOTELEGLOTIKOTNTA, HECEH OLOKPLTMV UNYOVIGLOVY dpdong. Edkotepa, kat ot d0o
OpaCTIKEC 0VGiEC, GUUPBAAALOVY GTI GLUVOAIKT] OTOTEAEGLOTIKOTNTA EVOVTL TOV YOUOTPEVIEPIKAOV
vnuoatwdav Ancylostoma caninum kol Toxocara canis.

5.2 ®@appoxoxivnTiKG cToL)Eld

To sarolaner ooppoOPAETOL GVGTNUATIKA EDKOAN KL YPTYOPO., LETA TN XOP1YNON 0td TO GTOUA,
EMTVYYAVOVTOG HUEYIOTEG CLYKEVTPMOELS GTO TAAGHO EVTOG 3.5 POV (tmax) LETA OO TN XOPNYNOT, UE
vynAn Prodiabecipotnto 86.7%. To sarolaner amofdidietan Bpadéwmc amd To mAdoua (xpovog nuicelog
Cong mepimov 12 nuépec) HESH NG AMEKKPIONG LE TN YOAN KOl TNG OTOBOANG LEG® TWV KOTPAVOV LE
eldyiotn ovvelsopd tng HetafoAtkng kabapong.



H po&idektiviy amoppo@atal GUGTNIATIKE EDKOAN KoL YPYOPa LETE TN YOpIyNo™ ord To GTOUA,
EMTUYYAVOVTOG UEYIOTEG CLUYKEVTPMOELS GTO TAAGHO EVTOG 2.4 0p®V (tmax) LETA TN YOPTYNOT KO UE
Brodrabecipomra 66.9%. H po&idektivn anofdireton fpadémg and 1o mAdopa (xpdvog nuicetog {ong
nepimov 11 nuépec) HEow TG AMEKKPLONG LE TN YOAN KOl TNG ATOPOANG LEG® TMV KOTPAVOV LE EAGYIOTN
GLVELGPOPA TNG peTafoMknc kdBapong.

H epfovikn mopovtédn (pyrantel embonate) amoppo@dtol EAAyIGTA Kot TO KAAGLO amoppoenone et
tmax 1.5 @pa ka1 xpovo nuiceog {ong 7.7 opec. H mupavtén amoBdAieton péco TV KOTPAVOV Kot TO
UIKPO OTOpPOPTLEVO KAACUO OmoBAALETOL KUPIWG HECH TV 0VPOV.

H yevpatikn katdotaon tov okOA®V dev emnpedlel TNV EKTACT TG OTOPPOENOoNG TOL sarolaner Kot Tng
po&edKTivg.

6. DOAPMAKEYTIKA XTOIXEIA
6.1 Katdroyog ekdoymv

Hypromellose

Lactose monohydrate

Sodium starch glycolate type A
Meglumine

Butylhydroxytoluene (E321)

Pigment blend 018 (E110, E129, 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

6.2 Kopiec aocvppototnTeg
Agv 1oy0et.
6.3 Awpkera Long

Augpxeta {ONG TOL KTNVIATPIKOV QUPUAKEVTIKOD TPOIOVTOG COLP®VA LE TN cuokevacio TdAnong: 30
HNVES.

6.4 Iowitrepes mpourdiers katd T @OLAEN TOV TPOIGVTOG

dvidcoete og Beppokpacio pkpotepn tov 30°C.

6.5 ®@von kKo 6VUVOEST TNS GTOLYELDOOVS CVCKEVUGIOG

Ta dokia eivon cuokevAGUEVH 0€ KOYEAEG PUAAOV alovpuviov/ blister adovpviov Ta omoia etvan
GLOKEVOCUEVO GE Eva EEMTEPIKO YAPTIVO KOLTI.

Ké0e meprektikdtnTa SratiBeton o€ cuokevasiec twv 1, 3 1 6 diokiwv.

Mmropei va, unv KoKAOPOPOLV OAEG Ol GLOKEVAGIES.



6.6 E101kég mpo@uAaEELS ambppLyng VO YPNOLUOTOLNOEVTOS KTNVIOTPIKOU PUPRUKEVTIKOD
TPOIOVTOG 1] ALV VAIKAV TOV TPOEPYOVTOL 0.0 T1) Y PIGT TOV TPOIOGVTOS, UV VAP OVY

Kdé0e pun ypnoipomomBév ktviatpikd QoproKeLTIKO TPOTOV 1 U XPNOLOTOMOEVTA VITOAEIUOTE TOL TPETEL
VO OTOPPITTOVTOL GOUPOVO, LIE TIG IOYVOVGES EOVIKES AT OELS

7. KATOXOX AAEIAY KYKAO®OPIAX
Zoetis Belgium SA
Rue Laid Burniat 1

1348 Louvain-la-Neuve
BEATIO

8. APIOMOZXZ(OI) AAEIAY KYKAO®POPIAX

EU/2/19/243/001-018

9. HMEPOMHNIA ITPQTHX EI'KPIXHX/ANANEQXHYX THX AAEIAX

Hpepounvia mpdtng £ykpiong:.

10. HMEPOMHNIA ANAOGEQPHXHX TOY KEIMENOY

Aemtopepeic TANPOQOPIES Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPOidV d1aTtiDevToL GToV S1KTVAKO
om0 tov Evponaikod Opyaviopod Pappdkov http://www.ema.europa.eu/.

AITAT'OPEYXH NIQAHXHE, AIAGEXHYX KAI/H XPHXHX

Agv 1oyvet.


http://www.ema.europa.eu/

ITAPAPTHMA I1

KATOXOX(OI) THX AAEIAX TAPAXKEYHY, YIIEYOYNOZX(OI) I'TA THN
AIIOAEXEMEYZXH TQN ITAPTIAQN

OPOI'H IIEPIOPIXMOI IIOY A®OPOYN TH AIAGEXH KAI TH XPHXH

ENAEIZH TQN ANQTATOQN OPIQN KATAAOIIIQN (AOK)



A.  KATOXOZX(OI) THX AAEIAX TAPAXKEYHZ, YIIEYOYNOZXZ(OI) I'TA THN
AIIOAEXMEYZXH TQN ITAPTIAQN

‘Ovouo kot d1ev6vven tov(twv) ToPaoKeLOoTR(MV) oL ivor VTeLOVVOC(O0L) Y10 TNV ATOOEGUEVCT) TV
TaPTId OV

Zoetis Belgium SA
Rue Laid Burniat 1

1348 Louvain-la-Neuve
BEAT'IO

B. OPOI'H IIEPIOPIZMOI THX AAEIAY KYKAO®OPIAZX, IIOY A®OPOYN TH
ATAGEXH KAI TH XPHXH

Noa yopryeital LOVoV e KTNVIOTPIKT GLVTAYY.

I ENAEIEH TQN ANQTATQN OPIQN KATAAOIIIQN (AOK)

Agv amoattovvTot.



ITAPAPTHMA I1I

ENNIXHMANXH KAI ®YAAO OAHI'IQN XPHXEQX



A. EINIXHMANXZH



IMAHPO®OPIEX IIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

Xaptivo xouti

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Simparica Trio pacopeva diokia yio okdAovg 1.25-2.5 kg
Simparica Trio pocopeva diokia yio okvAovg >2.5-5 kg
Simparica Trio pacoueve diokio yio kdAovg >5-10 kg
Simparica Trio pacopeva diokio yio okoAovg >10-20 kg
Simparica Trio pacopeva diokio yio ckoAovg >20—40 kg
Simparica Trio pacodpevo diokio yio ckoAovg >40-60 kg

sarolaner/moxidectin/pyrantel

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

sarolaner 3 mg/moxidectin 0.06 mg/pyrantel (as embonate) 12.5 mg
sarolaner 6 mg/moxidectin 0.12 mg/pyrantel (as embonate) 25 mg
sarolaner 12 mg/moxidectin 0.24 mg/pyrantel (as embonate) 50 mg
sarolaner 24 mg/moxidectin 0.48 mg/pyrantel (as embonate) 100 mg
sarolaner 48 mg/moxidectin 0.96 mg/pyrantel (as embonate) 200 mg
sarolaner 72 mg/moxidectin 1.44 mg/pyrantel (as embonate) 300 mg

3. GOAPMAKOTEXNIKH MOP®H

Moocopeva diokia

4. YYXKEYAXIA

1 doxio
3 dokio
6 dokio

5.  EIAOX(H) ZQOY(QN)

YKxOA0L

| 6. ENAEIZH(ELL)

‘ 7. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

AwfaoTe T0 POALO 0INYIOV XPNOTG, TPV ATO TN YPNON.
Amo tov 6TOHTOG XPTIoN

‘ 8. XPONOX ANAMONHX




‘ 9. EIAIKH(EX) ITPOEIAOIIOIHXZH(EIY), EAN EINAI ATIAPAITHTH(EYX)

AlofacTe TO QUALO 0INYIOV XPNCEMG, TPV OO TN ¥PNON.

‘ 10. HMEPOMHNIA AHEHX

AHEH {pnvag/étog}

‘ 11. EIAIKEX XYNOHKEX AIATHPHXHX

dvidooete og Beppokpacio pkpotepn tov 30°C.

12. EIAIKEX ITIPO®YAAZEIX AIIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY IMPOIONTOX 'H AAAQN YAIKQN IMOY
ITPOEPXONTAI AITO TO ITPOION, AN YITAPXOYN

Amopprym: PA. ECOKAEIGTO GUALO 0O YLDV ¥P1ONG.

13. OI AEEEIX «<AITIOKAEIXTIKA I'lA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
HEPIOPIZEMOI IIOY IZXYOYN XXETIKA ME TH AIAOEXH KAI TH XPHXH, AN
YIHAPXOYN

ATOKAEIOTIKA Y10 KTNVIOTPLKT XPNOT - Vo dloTifeTal LOVoV e KTNVITPIKT GUVTYT.

14. OI AEEEIX «NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI AEN
INPOZEITIZOYN TA ITAIAIA»

Na puAdooetor o 0éom, TV omoia dev PAETOLY Ko dev Tpoceyyilovv Ta TadId.

15. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Zoetis Belgium SA
Rue Laid Burniat 1

1348 Louvain-la-Neuve
BEAT'TO

16. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/2/19/243/001 (3 mg / 0.06 mg / 12.5 mg, 1 dickio)
EU/2/19/243/002 (3 mg/ 0.06 mg / 12.5 mg, 3 dickia)
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 diokia)
EU/2/19/243/007 (12 mg / 0.24 mg / 50 mg, 1 diokio)
EU/2/19/243/008 (12 mg / 0.24 mg / 50 mg, 3 diokia)
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EU/2/19/243/009 (12 mg / 0.24 mg / 50 mg, 6 diokia)

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 diokia)
EU/2/19/243/015 (48 mg / 0.96 mg / 200 mg, 6 diokia)
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 diokia)
EU/2/19/243/018 (72 mg / 1.44 mg / 300 mg, 6 diokia)

17. APIOMOZX ITAPTIAAX ITAPAT'QI'HX

Moptida {ap1Buoc}



EAAXIXTEX TAHPO®OPIEX ITOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYIIOY BLISTER 'H XTIX TAINIEX

KYWYEAH (BLISTER)

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Simparica Trio 1.25-2.5 kg
Simparica Trio >2.5-5 kg
Simparica Trio >5-10 kg
Simparica Trio >10-20 kg
Simparica Trio >20-40 kg
Simparica Trio >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

sarolaner/moxidectin/pyrantel (EN or Latin)

tal

‘ 2. ONOMA TOY KATOXOY THX AAETAY. KYKAO®OPIAX

Zoetis

‘ 3. HMEPOMHNIA AHEHX

AHEH {unvag/éroc}

‘ 4. APIOMOZX ITAPTIAAX

TToaptida {apBuos}

5. OI AEZEIX «<ATIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIOTIKG Y10 KTNVINTPIKT ¥P1oN



B. P’YAAO OAHI'TQN XPHXHX



O®YAAO OAHT'IQN XPHXHX
Simparica Trio pacodpeva diokia yro okviovg 1.25-2.5 kg
Simparica Trio pacopeva diokia Y10 ckvAovg >2.5-5 kg
Simparica Trio pacodpeva diokia Yo okviovg >5-10 kg
Simparica Trio pocopevo diokio yro okviovg >10-20 kg
Simparica Trio pacopevo diokio yro okviovg >20-40 kg
Simparica Trio pacodpeva diskia Y10 skviovg >40-60 kg

1. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX KAI TOY
KATOXOY THX AAEITAY ITAPAXKEYHZX I10Y EINAI YIIEYOYNOX I'TA THN
AINOAEXMEYXH IMAPTIAQN, E©@OXON EINAI ATA®OPETIKOI

Kdtoyoc ¢ ddsiag KukAopopiag:
Zoetis Belgium SA

Rue Laid Burniat 1

1348 Louvain-la-Neuve

BEATIO

Topaockevootng LVTeEVLOVVOC Y10 TNV ATEAELOEPMGT TV TOPTIOWV:
Corden Pharma GmbH

Otto-Hahn-Str., Plankstadt

68723 Baden-Wuerttemberg

TEPMANIA

D2 ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX
Simparica Trio pacopeva diokia yio okdAovg 1.25-2.5 kg

Simparica Trio pacouevo diokia yio 6kdA0VG >2.5-5 kg

Simparica Trio pacopeva diokia yio okdAovg >5-10 kg

Simparica Trio pacopeva diokio yio okoAovg >10-20 kg

Simparica Trio pacodpeva diokio yio ckdoAovg >20—40 kg

Simparica Trio pacodpeva diokio yio ckdoAovg >40-60 kg

Sarolaner, moxidectin, pyrantel (as embonate)

3. XYNGOEZIH XE APAXTIKH(EX) OYXIA(EX) KAI AAAA YYXTATIKA
Kabe diokio mepiéyet:

ApooTIKEG OVOIES:

Simparica Trio pocopeva diokia sarolaner moxidectin pyrantel (as
(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

v okviovg >20—-40 kg 48 0.96 200

yio okdlovg >40-60 kg 72 1.44 300

"Exdoya:

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



A16Ki0 KOOTAVOKOKKIVOL YPOUATOC, GYNUATOC TEVTOYMVOL, LLE OTPOYYLAEUEVEG dKpec. To diokio eivar
YOPAYLEVO LE TNV TEPLEKTIKOTNTA TOL sarolaner 611 o Oy Tov.

4. ENAEIZEEIX

INa oxdrovg pe 1101 VITAPYOVGECS, 1 TOV PpickovTal 68 KiVOUVO Yo KTEG TAPAGITIKES LOADVGELG Ao £E®
Kol £VO0-TopActTo. AVTO TO KTNVIATPIKO QUPUAKEVTIKO TPOTOV eVOEIKVUTUL AMOKAEIGTIKA OTOV aotteiTon
TOVTOYPOVA, 1] YPNOT] KATA KPOTOVOV 1] YWOALDY KOl YOOGTPEVIEPIKMY VILAT®ODV. AVTO TO KINVIATPIKO
(QOPUAKEVTIKO TTPOTOV TOPEYEL EMIOTG TAVTOHYPOVI OTOTEAEGUOTIKOTITO GTIV TPOANYT| TG
SPOoPIAaPI®ONG Kol TNG OYYELOGTPOYYVAWDGTG.

Eéonapdoita

- Tha ) Begpaneio TV TAPOCITOGE®V OO KPOTOVES (TGUTOVPLO). AVTO TO KTNVIOTPIKO
QOPUAKEVTIKO TTPOTOV EXEL AEST) KOl EPUEVOLGA Bovatneopo dpdom Yo 5 efdouadeg katd Twv
Kkpotwvev Ixodes hexagonus, Ixodes ricinus kol Rhipicephalus sanguineus ko1 yuo 4 efdouddeg
Katd tov Dermacentor reticulatus;

- T Bepancio TV mopacitdcemy and YOorovg (Ctenocephalides felis kol Ctenocephalides
canis). AVTO 10 KTNVIOTPIKO QUPUAKEVTIKO TPOIOV £XEL AUEST) KO EUUEVOLGO Bavatnpopo dpdon
EVOVTL VE®V TOPUCITOCEDV a0 YOAAOVG Yo 5 EBSOUAOES.

- AvTtb TO KTNVIOTPIKO PUPLOKEVTIKO TPOTOV Uopel va, xpnoomonBel wg LEPog ¢ BepamevTIKnig
OTPATNYIKNG Y10 TOV EAEYYO TNG AAAEPYIKNG deppaTiTIONg amd YOAALoLG (A.WW.A).

Tootpevtepucd Nnpotmon
T'a ™) Bepameio TOV YOOTPEVIEPIKAOV TOPUCITOCENDV OO AOKAPIOES KO AyKUAOGTOUATO:
— Toxocara canis aGowpo eviika (L) kol evihka,
— Ancylostoma caninum npovopeec L4, aopa eviika (L) kot evilka,
—  Toxascaris leonina eviyliko,
—  Uncinaria stenocephala eviiAiKa.

AM\o VYUOTOO

— T v 7poinyn g dSipopiapimong (Dirofilaria immitis),

—  To v 7pdAnyn g ayyel0oTPoyyOANDGCTG LELDVOVTOS TO EMINMESO TNG LOAVVOTNG LE EVIATKA
nmapdcito dopov otadiov (LS) tov Angiostrongylus vasorum.

5. ANTENAEIZEIZ

Na unv ypnoiponoteital 6€ mepinT®on vaepeLOIcONGINg 6TO SPASTIKO CLGTATIKO 1| G KATO10 Ad TAL
£Kdoy0L.

6. ANEINNI®OYMHTEZX ENEPT'EIEX

Agv glval yvoot Kapio

Edv mapotnpioete omoladnmote avemBOunT eVEPYELD, KOO KAl 0V OEV OVOPEPETOL OTO EGOKAEITTO
DOAL0 OOyl Xprong 1 OUEIPAAETE Y10 TV OTOTEAECUATIKOTITO TOV QOPLEKOL, TapaKaieiche va
EVNUEPDGETE GYETIKMG TOV KTNVIOTPO GO,

7/ EIAH ZQOQN

YKOA 0L

tal



8. AOXOAOITA I'TA KAGE EIAOX, TPOIIOX KAI OAOX(OI) XOPHI'HXHX

I'oa amd Tov oTodHATOG YPTION.

Aocoloyia
AVTO TO KTNVIATPIKO POPLOKEVTIKO TPOIOV TPEMEL VO, yopnyeital o€ pio d6om tov 1.2-2.4 mg/kg
sarolaner, 0.024—0.048 mg/kg moxidectin kou 5—10 mg/kg pyrantel, cOppwva pe tov akdéAovbo mivaka:

Zopotikd [epextikdmra | Iepektikdomto| Ilepiekticomra | Ilepektucomra | Ieprextkdtra | Ileplektikdmnta
Bapog dokiov dtokiov dokiov dtokiov dwokiov dokiov
(kg) 3 mg/0.06 mg/ | 6 mg/0.12 mg/ | 12 mg/0.24 mg/ | 24 mg/0.48 mg/ | 48 mg/0.96 mg/ | 72 mg/1.44 mg/30
12.5mg 25 m; 50 m 100 m, 200 m, 0m
1.25-2.5k 1
>2.5-5k 1
>5-10k 1
>10-20k 1
>20-40 k 1
>40-60 k 1
>60 kg KatdAiniog cuvdvooudc diokiov
Tpdmog yopnynong

Ta diokia pwopovv va yopnynbovv pe 1 ywpig Tpoen.

Hpdypoppo Bepameioc:

To npoypappa Oepanciog Oo Tpémel va Paciletal ot SidyvmGon TOV KTNVIATPO, GTIV TOTIKN
EMONUOAOYIKT] KATAGTOOT] 1)/KOL GTNV EMONUIOAOYIKN KATAGTAGT] GAA®MV TEPIOYDY TOV 0 GKVAOG
emokéPOnKe N Tpokerton va emokepdel. Edv, Bdoel g yvdung Tov KTNVIATPOL, amalteital €K VEOL
YOPNYNON/YOPNYNOELS TOV TPOTOVTOG, KAOE PETEMEITO YOPYNOT TPEMEL VL akoAoLOEL TO EAdyIOTO
LEGOJACTN A EVOG UNVOG.

To mpoidv TPENEL Vo YPNCILOTOLEITOL LOVO GE GKOAOVG OOV EVIEIKVLTOL 1] TOLTOY POV Bepameio
KPOTOVOV/YOAA®DV KOl YOOTPEVIEPIKDY VILOTOOIMV. LE OTOVGIN KIVOOVOL UIKTHG TAVTOYPOVIG LOALVOTG,
0o pémel va ypnoomombel Eva TaPAGITOKTOVO O TEPLOPIGUEVOD PAGLUTOC.

Ocpomeio TV YOALWMY, KPOTOVWY KA1 YATTPEVIEPIKMDY VIUOTWIDV

To KTNVIATPIKO POPUAKELTIKO TPOTOV Umopel va ypnoyomoindel wg HEPog TG EmoyIkNG Bepaneiog Twv
YOAL®V Kol TOV KpoTthvav (avtikabiotovtog ) Oepaneio pe Eva Lovodivapo mTpoiov yio YHAAOVG Kot
KPOTMVEG) 6€ GKOAOVG LLE SLAYVOOCUEVESG TAVTOYPOVES AOTUADEELG LUE YOGTPEVTEPUKH VIHLOTMOT. Mia
epanaé Oepaneio etvor amoteAecHaTIKN Yo TN BEPUTEiD TV YAGTPEVIEPIKOV VIUATOI®V. MEeTA TN
Oepameio TV LOADVGE®V OO To VUOT®OT, TEpaLTéP® Bepameio Oa mTpémel va cuveyloTel ue Eva
LOVOSUVOLO TTPOTOV Y1 YOALOLG Kol KPOTMVEG,.

Lpoinyn e d1popilopiwans Kai TG 0yyeELOaTPOYYOAWOHS

Mia e@dmag yopnynon TpoAauaver TV TVELUOVIKT Tapacitowon (LeldvovTag To ampa eviiika (LS) tov
A. vasorum) ko v dipo@irapioon (D. immitis) o €va piva. Otav 1o Tpoidv avtikabiotd dAho Tpoiov
TPOANYING TNG TVEVUOVIKTG TAPOGITOONG N TNG SpoPiAapimong, 1 TpAOTH dOGN TOL TPOIOVTOG TPETEL VAL
yopmyeitar péca 6 Evo UVOL Ao TNV TEAEVTAiN 0OCT) TOV TPOTYOVUEVOL KTVIOTPIKOD QUPUAKEVTIKOD
TPOTOVTOC. X& EVONUKEG TTEPLOYES, TO CKVALY TTPETEL VO AUUPAVOLY TPOANTTIKT Oy®yn Yio TNV
TVELUOVIKT TOPOGITMGT KA TNV Stpo@hapioot ava unvicio SIGTAUATO. ZUVIGTATOL 1] TPOANWT] Yo
v dpoPirapimon va cuveyiletor TovAdyioTtov £va, unqva, Letd v televtaio £kbeon og Kovvolmia.

9. OAHT'IEX I'TA TH XQXTH XOPHI'HXH

Ta diokio Simparica Trio givot €0ygvoTa Kl KATOVOADVOVTOL e EVKOALD OO TIV TAELOYNPio TV
OKOA®V, OTOV TPOSPEPOVTAL 0O TOV 1010KTHTT. Edv T0 ditokio dev mpooAinebei okelofehmg and to

20




oKVAO, Umopel emiong va yopnynOel pe v tpoen N amevbeiog oto otdpa. Ta dokia dev Ba Tpémet va
SLopovVTaL.

10. XPONOX ANAMONHX

Agv amortteiton

11. EIAIKEX XYNOHKEX AIATHPHXHX

Na puidcoetal o€ BEon v omoia dev PAETOLY Kot dev TPoceYyiLovy Todid.

dvidcoete og Beppokpacio pkpotepn tov 30°C.

Na pn xpnoHoTolEiTe avTO TO KTNVIOTPIKO QOPUAKEVTIKO TPOIOV UETE TV nuepounvia AnEng mov
avoypdeetor 0to Kouti kot oty KuyéAn (blister) petd t AHEH.

12. EIAIKH(EX) TPOEIAOINIOIHXH(EIYX)

Ewdw| mpoedonoinon(eig) yio kabe gidoc {dov:

Ot YyOAAOL KOl 01 KPOTMVEG TPETEL VoL apyicovy va TpEPovTal amd Tov EEVIOTN, MOTE Vo ekTefodV 6TO
sarolaner, ®¢ €K TOVTOV, 1 HETASOGT AOIUMODV VOG®V, TPOEPYOUEV®V Otd TaPACITa, dEV UTOPEL VO
OTOKAELOTEL.

AVT0 TO KTNVIATPIKO POPUOKEVTIKO TPOTOV OEV EIVOL OTOTEAEGLOTIKO KATA TV eviAMkw@V D. immitis.
ITop’ 60 avTd, 1 TVYOLO YOPTYNOT TOV GE GKOAOLE TOV £Y0VV HOAVVOEL e eVIAIKES S1POPIAAPLES OEV
TPETEL Va, ONovpyel avnovyia Yo Tnv ac@aiela. To oKVALL G€ TEPLOYES EVONUIKEG Y1 S1poPiiapimon
(1 exeiva oL £xovv TaEOEWEL G EVONUIKES TEPLOYEG) UMOPEL Vo LoAvvOoV e eviAikeg dipo@iddpieg. H
ST PNON TNE OTOTEAECUATIKOTITOS TOV UOUKPOKVKATK®Y AUKTOVAV Eivat Kpiotun yio. Tov EAeyy0 TG
Dirofilaria immitis. T vo ehayiotonombei o Kivouvog tng enthoyng avOekTikdTTag 1 AvIoxng
(resistance selection), cuvioTdTol va EAEYXOVTOL Ol GKOAOL TOGO Y10l TO KUKAOPOPOVVTO AVTLYOVA, OGO KOt
Y TG LUKPOPIAAPIES OTO Oipla, oTNV apyn KB meEPLOS0V TPOANTTIKNG ay@wyns. Movo apvnrucd (oo Oa
TPENEL VA, AapBAvouy ay@yn.

H avtoyn tov mopacitmv 6g omolodNToTe CUYKEKPIUEVT KOTIYOPIio TOPAGITOKTOVAOV UTOPEL VO
avamtuydel cav erakolovdo g cuVNE, EmaVAAAUBOVOLEVNG XPNONG EVOG TTPOIOVTOG LTINS TNG
KaTNyopiag. VVETMS, N (PNOT aVTOV TOL TPoidvTog Tpénel va Paciletar oty extiunon kade
LEULOVOUEVNG TEPITTMONG KOl G TOTIKES EMONUIOAOYIKES TAN|POPOPIES GYETIKA LE TNV TPEXOVGA
guoonoia TV eldMV-GTOYOV TPOKELUEVOD VA, TEPLOPIOTEL N THAVOTNTA LEALOVTIKNG EMAOYNG
avOEKTIKOTNTOC,

ISwaitepec Tpo@LAGEELC KaTd T yprion o€ {da

A6y amovoiog Stubféoimy dedopévav, 1 Bepaneio Tov Kovtafidv nAkiag Lkpotepng TV 8 efoouddwmv
Ko/ TV GKOA®V e cOUOTIKO Bapog pkpdtepo amd 1.25 kg Oa npénet va Paciletar o€ o aloloynon
0PEALOVC-KIVOUVOL amd Tov LITeEVBVVO KTNViaTpo.

To mpoidv NTov KAl aveKTO G€ GKOAOLG LLE OVETAPKELD TNV TOAVPOPLOKEVTIKNAG-0VTOYNG Tp®TEIVT 1
(MDR1 -/-). ITap’ 6Aa avtd, o€ aVTES TIG vaicOnTEg PLAEG (TOV pmopel vo TteptAappdvouy, oAld Oyt va
nepropifovion amopaitnta og avtég, To Collies kot oyeTIKEG PLALG), 1| GVVICTOUEVT 000T B TpEMEL va
mpeitar avotpd.

Idwaitepeg Tpo@LAGEELS TOL TTPEmel vo AopBdvoviol amd To GTOUO TOV YOPNYEL TO QUPUAKEVTIKO TPOIOV

oe (oa

Noa TAévete Ta ¥Epla GOG PETE TO YEPIGUO TOV TPOTOVTOC,.
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H tuyaio katdmoon Tov mpoidvtog evOEETUL SUVITIKA VO, TPOKOAEGEL AVETIOOUNTEG EVEPYELEC, OTTMG
TPOGKALPO OLEYEPTIKOD TUTOL VEVPOAOYIKE cuurtdpata. [Ipokeévon va amotpanei n tpoécfoacn Tov
TSIV GTO TPOTOV, LOVO €va LacdEVo dtokio Ba Tpémet va apaipeitol Kabe popd amd T cvuokevAcia
Koyélng (blister) kot pévo otav amarteitol. H cuokevacia blister 0o npénel va emotpépeTol péso 6To
KOVTL QUECM®G PET TN XPNON Kot TO KouTi Ba Tpémetl va puAdooetal o BEomn Tov dev PAETOLV Kal eV
npoceyyilovv Ta Tandid. Xe mepintmon Tuyaiog Kotdmoong, (Ntote apécm TPtk cLUPBovAn Kot deilte
TO PVAAO OONYIDV 1 TNV ETIKETA TOV PAPHUAKOL GTOV 10TPO.

Eyxvpoctvn kot yorovyio:

H aocpddeia 00to0 TOL KTIVIOTPIKOD POPUOKEVTIKOD TPOidVTOG OV £xEl 0modelyDel katd Tn SidpKeLd TNg
KONOoNG Ko TG yolovyiag 1 o€ {ma Tov TpoopilovTal yio avamopaywyn. AgV GUVIGTATOL 1| XPTOT| GE
oVTéC TIG Katnyopieg Lowmv.

AMNAETIOPACEIC UE GAAO QOPUOKEVTIKG TPOTOVTO KO GAAEC LOPOEC QAANAETIOPOGTC:
Agv glval yvootn Kapia.

O1 LoKPOKVKAIKEG AOKTOVES GUUTEPIAAUPAVOUEVTG TNG LOEOEKTIVIG £XEL amodelyDel OTL amoTeELODV
VTOGTPOLOTO Y10 TNV P-YAVKOTPOTEIVT]. XOVENMOC, KaTd TN didpKeln TG Bepaneiog e ovtd 10
KTNVIOTPIKO QUPLOKELTIKO TPOIOV, GAAC TPOIOVTA TOL UTOPOVV VO AVAGTEIAOVY TV P-YAVKOTPMOTEIVN
(.. KuKAOoTOPivY, KETOKOVALOAT, CTIVOGAON, BEPATULIAN) TPETEL VAL YPTCYLOTOLOVVTOL LOVO GOUPOVOL
LE TNV EKTIUNGT 0OPELOVG-KIVOUVOL 0O TOV VITELHLVO KTNViATPO.

Ynepdoocoroyia (GUURTOUATA, LETPO OVILLETOTIONG, OVTIOOTA):
Agv mopatnpriniay avemBounTeg evépyeleg og VY1 Kovtdfio nAkiog 8 BSopdd®V TOL TOVg
yopnynonke £m¢ Kat 5 eopéc N LEYIOTN CUVICTAOUEVT] 000N Y10l 7 S1adOYIKEG UNVIKIES YOPTNYOELS.

e o EPYOOTNPLOKT LEAETT, TO TPOTOV NTOV KOAGR AVEKTO GE GKUAOVC LE OVETAPKELD GTNV
TOAVPOAPUAKEVTIKNG-0vTOYNG TpwTeivn 1 (MDRI1 -/-) petd and epdmas yoprynomn omd 10 GTOUN dOONG
3mAAGLOC TNG GUVIGTOUEVTS. META amd epdmas yopnynon STAdciog 606NE 0o T UEYIOT GUVIGTMUIEV
4001 o€ avTi TNV gvaicOnTN PLAN oKVAOV, TapatnPHONKe TAPodKN atasin 17/Kot LLTKEG GUCTAGELS.

13. EIAIKEX ITIPO®YAAZEIX AIIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY IMPOIONTOX 'H AAAQN YAIKQN IMOY
ITPOEPXONTAI AITIO TH XPHXH TOY ITPOIONTOX

Ta @dppoKe dev TPEMEL VAL OTOPPITTOVTOL LECH TOV ADUATOV 1] TOV OIKIAKDOV OTOPANTOV.

Zvppovievbeite Tov kNviaTpd GOG Yo TOV TPOTO ATOPPLYTG TOV Y¥pNoipomombévioy eapudakmy. Ta pétpa
OVTA ATOCKOTOVV GTNV TPOGTAGia TOV TEPPAALOVTOC.

14. HMEPOMHNIA THX TEAEYTAIAY EI'KPIXHX TOY ®YAAOY OAHI'IQN XPHXEQX

Aemtopepeic TANPoeopieg Yo 10 TapdV KTNVINTPIKO QOPUOKEVTIKO TPOTIOV dlaTiBEVTOL GTOV SIKTLAKO
t6mo 1ov Evponaikod Opyavicpod dopudkov otn dievbvven http://www.ema.europa.eu/.

15. AAAEX ITAHPO®OPIEX

O1 KpOTOVEG TOL VIAPYOLY GTO (DO TPV OO TN YOPNYNOoN N UETE amd VEES TPOGPOAEG LETA T YOopIYNoN
TOL TTPOTOVTOG BovaTdvovTol EVIOc 48 mpmv.

T"a Tovg yOAAoLG, 1 Evapén TG amoTeAecLOTIKOTNTAG Eival evTdg 12 €wg 24 wpdv omd TNV TPOSKOAANGN
Kot yuo TEVTE EBOOUAdES PETE TN XOPNYNOT] TOL TPOTOGVTOC. Ot YHAAOL TOL VITAPYOLY GTO (DO TPV TNV
epappoy”n Bavoatmvoviol péca o 8 MPEC. AVTO TO KTNVIATPIKO PAPUOKEVLTIKO TPOIOV GKOTOVEL
VEOEUPAVILOIEVOVS YOAAOVG GTOV GKDAO TPOTOV GTOL VoL UTOPEGOVY VoL EVATODEGOVV vy Kot
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http://www.ema.europa.eu/

EMOUEVDS TTpOoAOUPAveEL TV LOAVVOT TOL TEPPAAAOVTOG A YOALOLG GE TEPLOYES OTIG OTOIEC O OKOAOG
&xel TpocPaon.

Ta diokia eival cuokevacUEVa o€ KOWELEG PUALOL clovpviov/ blister aAovpiviov ta omoia gival
GLOKEVAGUEVA GE EVa EEMTEPIKO YAPTIVO KOLTI.

Ka6e meprextikdmra Sotibeton o€ cuokevacieg Tov 1, 3 1§ 6 diokiwv.

Mmropei va, unv KoKAOQPOpOUV OAEG 0L GLOKEVAGIES.
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