& Simparica

OYANO OAHIIQN XPHIHZ
Simparica pacwpeva SioKia yia okUAoug

1. ONOMA KAI AIEYOYNZIH TOY KATOXOY THX AAEIAZ KYKAO®OPIAZ
KAITOY KATOXOY THX AAEIAZ NMAPAZKEYHZ NOY EINAI YIIEYOYNOZX
FA THN AMOAEZMEYZH NAPTIAQN, EOOXZON EINAI AIAOOPETIKOI

Katoyoc tn¢ ddetac kukhogopiac kal mapaokevaotrc unevBuvoc yia Ty
amodéopeuon Twv mapTibwv:

Zoetis Belgium SA

Rue Laid Burniat 1

1348 Louvain-la-Neuve

BEATIO

2. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOZ

Simparica 5 mg pacwpeva diokia yia okooug 1,3-2,5 kg

Simparica 10 mg pacwpeva Slokia yla okuAoug >2,5-5 kg

Simparica 20 mg pacwpeva Siokia yla okuAoug >5-10 kg

Simparica 40 mg pacwueva Siokia yia okvAoug >10-20 kg ; -
Simparica 80 mg pacwpeva diokia yia okAoug >20-40 kg

Simparica 120 mg pacwpeva Siokia yia okiAoug >40-60 kg

sarolaner
3. ZIYNOEZXIH IEAPAXITIKH(EX)OYZIA(EZ) KAl AAAA ZYZITATIKA

KaBe Siokio mepiéxel:

Simparica pacwpeva diokia sarolaner (mg)
yta okOAoug 1,3-2,5 kg 5

yla okUAoug >2,5-5 kg 10

yta okOAoug >5-10 kg 20

yta okOAoug >10-20 kg 40

yla okUAoug >20-40 kg v 80

yla akONoug >40-60 kg 120

AIGOTIKTA, paowpeva S1okia Kagé XpWHATOC, TETPAYWVOU OXAHATOG, e
oTpoYYUAepévec dkpec. O avayAu@og apiBuog ot pia mAevpd avagépetal otny
TIEPIEKTIKATNTA (MQ) Tou S1oKioU: «5», «10%, «20», «40%, «80» r «120».

4. ENAEIZEIX

“T1a TN Bepamsia Twv TAPACITWOEWY and KPOTWVEC (talumovpia) (Dermacentor
reticulatus, Ixodes hexagonus, Ixodes ricinus kol Rhipicephalus sanguineus). To
KTNVIATPIKO QAPUAKEUTIKO TIPOIOV EXEl Auean Kat avBekTIki SpacTikoTnTa
BavATwong KPOTWVWV Yia ToUAdxIoTov 5 eBSondded.

la TN Bepanela TwV TAPACITWOEWV am6 YUAAOUG (Ctenocephalides felis ka
Ctenocephalides canis). To KTNVIATPIKO POPHAKEUTIKO TIPOTOV EXEL Apeon Kat
avOekTIKr SpacTikéTNTa Bavdtwang YOMNWV yia TOUAAGXIOTOV 5 gPdopadec.
To KTNVIATPIKS QAPHAKEUTIKO TIPOTIOV UMOPE( va Xpnaotpomotnbei we puépog e
BEPAMEVTIKAG OTPATNYIKNG YIa TOV ENeYXO TNG ANAEPYIKNG Seppartitidag and
YOMoug (FAD).

Ma T Oepanela TG 0apKoKOMTIKAG Ywpag (Sarcoptes scabiei).

Ma TN Oepanela TwV TApACITWOEWY amd WTIKA akdpea (Otodectes cynotis).

Mo Bepanela e Sepodrikwong (Demodex canis).

Ot YUANOL Kalt O KPOTWVES (TaIUMTOUPIa) TTIPETE Va npoakoAAnBolv otov evioth
kai va apxloouv va TpépovTal, TPOKElHEvou va extedouv ot Spaotikn ovaia.

5. ANTENAEIZEIZ

Na pn Xpnotporole(Tal o€ nepimTwon unepevalobnaiag oto SpacTIKG oLUOTATIKO 1) \

ot Kamoto ané Ta ékdoxa. ;
i

CamScanner ile tarandi


https://v3.camscanner.com/user/download

6. ANEMOYMHTEZ ENEPTEIEX

HmieC Kat TapoSIKEG YAOTPEVTEPIKEG Slatapayég 6nwg EUEToG Kat Sidppola, Kat ~
ouoTnHIKéC Slatapayéc omwe AiiBapyog, avopegia/pewpévn Opetn, propeiva |
1aPOUCIACTOUV OF TTOAU OTIGVIEG TTEPUTTWOEIS HE Baon TV gumelpia OXETIKA ue
NV ao@aAela Heta v S1aBeon Tou TPoiGvVToC oTNV ayopd. Katd kavéva, autd ta
CUPMT®ATA UTTOXWPOUV Xwpig Bepanteia. Neupoloyikég Slatapaxég Omwe Tpdpoc, |
ata&ia iy omacpol umopei va eppaviaTody o oAU OTIAVIEC TIEPITTWOEIG HE Bdon
NV eunelpia acPAAEIaC HETA TRV KUKAOGOpia. ZTIC TIEPIOCOTEPEG TIEPITTWOEIG
QuTA Ta CUPITTWHATA Eival TapodIKa.

H ouxvoTnTa TV avemBUupNTWV eVepyeldv kabopiletal wg akoAoVBwe:

- ToAU ouyvrj (TeploadTepo and 1 ota 10 umd Bepaneia {wa napouatalouv
QVEMIBUHUNTEG EVEPYEIEQ)

- ouxvn (meploo6Tepo amd 1 aa Aiyotepo ané 10 {wa ota 100 umd Bepaneia
(wa) i

- pn owvnBiopévn (mepiocdTepo and 1 ald hiydtepo and 10 {wa ota 1000 vr6 |
Oepaneia (wa) ,

- omavia (neptocdTepo amd 1 ala hyotepo amd 10 {wa ota 10.000 unod |
Oepaneia {wa)

- TIoAO omdvia (\iyotepo and 1 ota 10.000 uni6 Bepaneia (wa,
OUUNEPINAUBAVOPEVIWV HELOVWHEVWV avagopwv).

E4v napatnprioete onmoladinote avemBuuntn evépyela, akopa Kat av Sev

avapépetal 0To E0WKAEITTO DUANO Odnyikv Xpriong i ap@IBAAeTe yia Tnv }

QMmOTEAECUATIKOTNTA TOU PAPHAKOU, TapaKaAeioBe va EVNHEPWOETE OXETIKWG TOV :

f

Ktnviatpd oac.
7. EIAHZQQON

YKUMOL.

¢ U .

; A
8. AOXONOrIATIA KAGE EIAOZ, TPOMOZX K!\I_,OAOZ(OI) XOPHIHXIHZ

Ta amo Tou oTépaTog Xpron.

To KTVIATPIKO PAPHAKEUTIKO TIPOIOV nipémel va Xopnyeitat o€ pia 66on Twv
2-4 mg/kg owHaTIKoU BAPOUG, CUPPWVA UIE TOV akoAoubo mivaka:

Twpatiké Bapog | MNeprektikémnra Siokiov Ap1Bp6¢ SioKiwv mpog
(kg) ; (mg sarolaner) xopriynon
1:3-2.5 4 S aE 5 : ‘Eva
52555 ik 10 : Eva
S5=10/ 20 e |
>10-20 40 Eva ]
>20-40 G0 80 ‘ Eva
~-s40%60 |- 120 —L s
>60 KataA\nAog cuvSsuacpog Slokiwv T

Xpnotponoiote Tov KaTdMnAo ouvSUaop6 and TiG S10BETIHEG TIEPIEKTIKOTNTEG,
WoTe va emTeVXOel n ouvioTwpevn 66on Twv 2-4 mg/kg. Ta Siokia dev Ba mpénel 2

va Slaipovvral.

Ta Siokia pmopoby va xopnynBovy He f Xwplc Tpoer.

[pdbypayua spanelac: 7

MNa BENTIOTO ENeyxO TWV napaciToEWV ané YUNNOUG Kal KPOTWVEG, TO
KTNVIGTPIKG PapHOKEUTIKO npoidv npénla va xopnyeitai o€ pnviaia diaotrijpata
kat va ouveylZetal n xoprynar Tous ka®' 6An TV nepiodo Twv YOMNWY kav/ Twy [
KpOTGVwY e pdon TV Tomiki emBpiehoki katéataan, :

Ma T Bepanela Twv TAPACITWOEWY and wtikd akapea (Otodectes cynotis),

Ba npénel va xopnyeltal pla epama 66on. M(f: TIEPAITéPW KTNVIATPIKN E§ETaan
ouVIOTATa, 30 NUEPEG HETA TN Bepanela, KaBwe opiapéva {wa pnopel va
xpetalovral pla Sevtepn Bepanela.

latn Bepanela Tng oapKOKOTTTIKAG Pwpag (mou mpokalelrar ané Sarcoptes scabief ;
var. canis), 8a ipénel va xopnyeltal ula epdna€ 66an oe unviala Siactripara yia

800 guveydpEVOUG PVEG.
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https://v3.camscanner.com/user/download

MNa ™ Bepameia tng depodrikwong (mou npokaleltal and Demodex canis),
xopriynon piag epdnag 8éang pla popd to prjva yia tpelg Stadoxikoug urveg elvat
anoTeENECHATIKI Kat 08nYEel o€ onpavTikr BEATIWon TwV KAIVIKWY CUUTTTWHATWY.
H Bepanela Ba mpémnel va ouvexiotel péxpt n and€ean tou Séppartog va lval
apvNTIKr) ToUAAxIoTov o€ SU0 SIaSOXIKEG TTEPIMTWOELS OE S1ATTNHA EVOG UNVOG.
Aedopévou 6T N Sepodiikwon elvat pila moAu-riapayovTiki vooog, elvat aKOTHO
enlong va BepameveTal omoladHmoTe UTTOKE(LEVN VOOOG KATAAANACL.

9. OAHTIEETIATH XQXTH XOPHIHEH

Ta Siokla Simparica elval pacpeva Kat EOYEUTTA Kat KaTavaAvovTal He guKoMla
and Toug oKUNOUC, GTav TIpoopEpovTal and tov (8lokTr. Edv To Sloklo dev
MOl o1ke100ehw arnd to okuo, priopel entlang va xopnynBel pe Ty TpoPA N
anevdelac oto oTdpa. '

10. XPONOZX(Ol) ANAMONHX
Aev amaiteltal.
11. EIAIKEX XYNOHKEZ AIATHPHIHEZ

Na uhdooetal og Béon Tnv omola 6ev PAEmoLY Kal bev npooeyyilouv maidid. |
Aev unidpyouv e181kéG oSnyleg Slatripnang yia auté 1o KTNVIATPIKO (POPUAKEUTIKO
TEOIOV. ¢ : z {
Na [ XPNOHOTTOIEITE AUTS TO KTNVIATPIKG (POPUAKEUTIKO npo}’év HeTa TNV -
nuepopnvia Aij€ng mou avaypagetal otnv KUPEAN peta T AHZH. H nuepopnvia
Ni€ewg ouprintel pe Tnv Teheutala nuépa Tou OUYKEKpIPEVOU prva.

12." EIAIKH(EX) NPOEIAOMOIHXIH(EIX)
EiSwkn) mpogidomnoinon(eiq) yia kabe el6oc Lou:

Ta mapdotta mpémel va apyioouv va Tpépovtal amd Tov EeiaTr), WOTE Va ekTEOOOV |
070 sarolaner. Q¢ ek ToUToU, | HETAE00N AOIUWSWY TTaPACITOYEVWY VOOowY Sev
umopei va amokAEIoTEL.

EiSixr) mpo@UAaén yia tn xopriynon ota {wa: '
Ta kouTtdBia NAIKiag pikpSTEPNG TwV 8 eBSopAdWY Kai/f oL oKUNOL pE owHaTiké

Bapog uikpdTepo amé 1,3 kg Sev Ba mpénel va AapBavouv Bepareia, EKTOG €AV ‘;
QuTO cuvioTdTal amd Ktnviatpo. <genpy. ‘

181aitepec mpo@UAGEEIC Tou mpénel va AapuBavovTal armé To GToo TIoU XopnyeiTo.
Na TTAEVETE Ta X£PLa 0aG UETA TO XEIPIGHO TOU TTPOIOVTOG. >

H tuyaia Katémoon Tou TPOIOVTOG evOEXETAL SUVNTIKA VA TIPOKAAECEL
QVEmIBUNTEC EVEPYELEG, OTIWG TIPOOKALPA SIEYEPTIKA VEUPOAOYIKA CUMITTWHATA.
MPOKEIEVOU Va anoTPamEL N TP6oBaAcn Twy TAIBIWVY OTO TTPOIGY, HOVO éva - -
pacwpevo diokio Ba pémel va agaipeitar kabe popd amnd tn cuokeuadia

blister (kup£An) kat pévo étav amarteital. H cuokevaaia blister-8a mpémnel va
£MOTPEPETAL HECA OTO KoUTl apéow LETATITXProN KaiTo.KouTi Ba pénel - |
va guhaooetal o€ B¢on mou Sev BAémouv Kai Sev pooeyyiCouv Ta maldid. e
nepltwon Tuxaiag Katanoon, {NTAOTE dUEGWG IaTpikn GUHBOUAR Kai SE(ETETo ™
@UANO OBNYIGV 1) TNV ETIKETA TOU PAPUAKOL OTOV 1ATPE. |
Eykupoolvn kat yahouyia: ‘ : s

H aopdahela Tou KTVIATPIKOU PAPUAKEVTIKOU TTPOidvTog Sev éxel amoSeiyOet

katd ™ Sidpkela TG KONong kai e yahouylag Ay o€ {wa mmou mpoopiovtar

yla avarmapaywyr]. Z& EpYacTneIaKEG UENETEG OE apOUPAioUE Kal KOUVENa Sev
unmpav evbeiEels yla Tuxov Tepatoyévo Spaon. XpnolLomoinote pévo aluewva
UE TNV eKTiUNGN 0@éNouG-KIvSOvou amé Tov unebBuvo Ktnviatpo.

AMnAembpdoeic pe AANQ papUAKEUTIKG TPOIOVTA Kat ANAEG LOP®EC
aMnAenibpaonc: f ‘ )
Aey elval yvwort Kapia: " Loreel

{

Kard tn 8i1dipkeia kMvikwv peNeTwv oTo Tedio, Sev napatnprBnkav
aMnhembpdoeigavdpeoa ota pacwpeva Siokla yia okuloug Simparica ka1 Ta
OLVABWG XPNOIHOTIOIOUNEVA KTNVIATPIKA (PAPHAKEUTIKA MpoidvTa,

Ze ueNéTeq ao@dhelag oTo epyacTrplo, §ev rapatnprBnkav ar\ |
T0 sarolaner ouyxopnyrBnke e oflun PIATEHUKIVNG, uoaasmv?l)‘ig:?,‘;?;’i:f.°‘°‘4
TUPAVTENN, (Z€ QUTEG TIG MENETEG N ATTOTEAECHATIKOTNTA Sev e€etdoTne), n ‘
To sarolaner guvbéetal o€ peyaho Badud pe Tig TPwWTEIVEC Tou MA\doparoc kay |
umopel va avraywvioTel dhAa, 10xupw; SECHEVOHEVA PAPHaKA, TG Ta Hn
oTepOoEIdN) avTIAeypov@dn pdppaka (MZAD) kal To mapdywyoe Koupapiv
Bapgaplvn. VRREIVIS

!

70 MEPIBDPIO 1ag PENETNG ATPANEIDG, TO KTVIATPIKG PAPHAKEUTIKG 1Tpoidy
xopnyriBnke ané Tou oTépatog ge koutaBia Beagle nhiklag 8 eBSopddwy, oe -
b60€Ig 0,’ 1,3 kat 5 popég n péyiotn S6an ékBeong twv 4 mg/kg o€ Slaotipata
28 npepwv yia 10 860€ig, Aev TapatnpiOnKav avermBUUNTEC EVEPYEIEC 3
ot péyiotn 66on éxBeonc twv 4 mg/kg. Itig opddeg unepdoaoloylag,
napatnpABnkav mapodikd kal AUTOTIEPIOPIGOEVA VEUPOAOYIKA oupITTWHATa
OE UEPIKA ((ha; o Tpépoulo atny TpImAdaia and  péyiotn doan éxkBeang
Kkali omaapol oty mevram\doia ané Tn péyiotn Séon éxBeang. ‘OAal ot akvAer
avéppwoav xwpls Beparela.

To sarolaner elval kaha avektd o€ Collies e avenapkea no)\uaveemxn’]q
npwrelvng 1 (MDR1 -/-), HeTd and epanag and Tou grépatog xopryynan av
TEvranAdoia ané tn ouvioTwevn 80an. Aev napatneiOnkav kAwika QU
oxeti{6peva pe ) Bepanela. ;
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13. EIAIKEX MPO®YAAZEIZ ANOPPIWHX ENOX XPHEZIMOMOIHOENTOX

KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOX 'H AAAQN YAIKQN MOY
MPOEPXONTAI AMO TH XPHZH TOY NPOIONTOX

2upBoulevbeite Tov KTnviatpod oag yia Tov TpdNo andeEIPNC Twv

XPNOIHOTIOINBEVTWY PAPHAKWY. Ta METPA AUTA AMTOGKOTIOUV oTNV TPOCTACIA TOU |
nepIBaNhovroc.

14. HMEPOMHNIA THZ TEAEYTAIAX EI'KPIZHZ TOY OYAAOY OAHTIIQN
XPHXIEQX . |

12/08/2020.

Nemrtopepeic mMAnpo@opieg yia To MapdVv KTNVIATPIKO QAPHUAKEUTIKO TIPOIOV
diatiBevral otov diktuako Témo Tou Eupwmaikoy Opyaviopol Qapudkwy otn
d1evBuvon http://www.ema.europa.eu/.. »

15. AAAEX NAHPO®OPIEX

To Sarolaner swcu sva QKGpEOKTOVO Kal evropomovo TTIOU.QVAKEL OTNV ou<oyevaa |
TWV looﬁaCo)\wwv To Sarolaner gival 5paoTIKG évavTi Twv svr]}\lev YOAWV
(Ctenocephalides felis xau Ctenocephalides canis), kaB&¢ kal Slapdépwv e18®V
Kpotwvwv o6nwg Dermacentor reticulatus, Ixodes hexagonus, Ixodes ricinus,

Rhipicephalus sanguineus kat Twv akdpewv Demodex canis, Otodectes cynotis kat
Sarcoptes scabiei.

[a Toug YOMouUG, n Evapén TnG amoTeNeoUATIKOTNTAG €ival EVTAE 8 wpwv amd Tnv
TPOOKOAANON KaTd T SIAPKELA TNG TIEPIOS0U 28 NUEPWVY HETA T XOPHYNON TOU
TPOI6VTOG. lNa Toug KpdTwveg (1. ricinus), n évap&n tng amoteAeopatikéTNTAC €ival
VTG 12 wpWv ano tnv mPookOAANon Katd tn SIApKela TG mePIOSOU 28 NuePWV
HETA TN XOPryNon Tou Tpoidvtog. Ot KpOTWVEG Tiou Bpiokovtav mdvw oto (6o
mpv and Tn xoprynon Bavatwvovtal evidg 24 wpwv.

To KTNVIATPIKO PAPUAKEUTIKG TTPOTIGV Bavatwvel Toug YUANOUG TTOU €Xouv HONIC |
EMPAVIOTE TAVW OTO GKUAO, TIPIV UITOPECOUV VA YEVVIIOOUV aUYA Kal, EMOPévC, |
anmoTtpEmnel Tn poAuvon tou iepIBaANovTog ad YUANOUC, O TIEPLOXEC OTTOU O |

okUMNOG €xel TpOofaon. ‘

MNa kabe NEpIEKTIKéTnTG, Ta pacwpeva Siokia datiBevrar ota akéAouBa ""
HEYEON ouokevaaiag: kouti pe 1 blister Twv 1, 3 ka1 6 6|o|<lwv Mrmopei va pnv
KUKAO@OPOUV ONEC Ol GUOKEVATIEC.

i
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