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MEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITIPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

ZIPYRAN 50 mg /50 mg/ 150 mg diokia yio KO0V

2. IOIOTIKH KAI ITOXOTIKH XYNGOEXH
Kda0e diokio mepiéyet:

APUCTIKO GVOTATIKG:

Praziquantel ..........ccuevieiieeiecie ettt r e aenns 50mg
oA 21 11¢<) OSSP 50 mg
(1oodvvaypei pe 144,12 mg pyrantel embonate)

FEDANLEL ...c..vveeeiiieeee et 150 mg

"Ex00y0:

[owtikn] ovvBeon ekdOYOV kKo  GAA®V
OUGTUTIKOV

Povidone

Cellulose, microcrystalline
Silica, colloidal anhydrous
Sodium laurilsulfate
Crospovidone

Saccharin sodium
Magnesium stearate

Maize starch

Beef flavour

Kurrpvord kokAiko diokio pe yopayn, S1oapovpevo o€ TE6GEPO {0 PHEPT).
Atokia pe yevon Podivod kpéatog.

3. KAINIKEX MAHPO®OPIEX

3.1 Eiom {oov

XKVAOL.

3.2 OgpamevTikég evositels Yo kG0e gidog Lmov

Oepumeio, TOV WKTOV LOADVEEDV OO EVAAIKO KEGTMON KL VILOTOI TOV TUPOKAT® EWOMV:

Nnuoatdon:

Nnuatéipvoeg: Ancylostoma caninum
Uncinaria Stenocephala

Aockapideg: Toxocara canis
Toxascaris leonina

Keothon:

Touvieg: Taenia spp.

Dipylidium caninum
3.3  Avrevositeig
B\éne mapdypago “Xprion kord v kdnon, ™ yohovyia 1 TV wotokio”.
No unv ypnoylonoleital oe mePinT®ON VITEPELAIGONGING GTA JPUCTIKG GLOTATIKA N G€ KATO0 0md TO,

£Kdoy0.

3.4 E101kéc mpoEtdomonceLs



H oavBextikdtmro tov mopacitov o KOO GLYKEKPLEVN owkoyéveld ovOeApuvOikav, pmopel va
avamtuyOel petd amd cuyvn Kot exovolapuPavopevn xpnon evog avieApuiviikod avtng g otkoyévelag. Ot
YOAAOL dpovv ®G evOlapesol EEVioTéG katl Ty HoOAvveng yio éva kowd gidog tawviag, to Dipylidium
caninum.

Mropei va emovupfel emavopdAvven pe TIC Towvieg, v 6gv ANeBovv pétpa eAEYYOL TOV EVOIAUECOY
Eeviotdv, KaBmg kot oto TEPIPAAAoV, o cuvdvaoud e T Bepaneia.

3.5 Iowitepeg mPoPUAAEELS KATA TN YP1IoN

Idwitepeg TpoLAGEELS Yo TV ac@aAn ¥prion ota gidn (omv:

e e€aclevnuéva M coPapd mpooPePfAnuéva (da, TO KTNVIOTIPIKO QUPUOKELTIKO TPoidv Oa mpémel va
YPNOULOTOLEITOL PETE OO TNV EKTIUNGT) 0QELOVS/KIVOVVOD 0td TOV KTNVITPO.

Otv awpoppayiec oto mentikd ocvotnua (ddppote, opoTnpd KoOmpovo, okodun Kot Bdavorog) mov
mpokaiovvtal ond ™ Bavdtmon Tov Tapocitov, PTopel vo givol TO OmOTEAEGHO TNG AVOEALVOIKNG
Oepanciog o€ TEPMTOGELG OPapdV TPOGROAGV.

Xe oKOAOLG KPOTEPOLS TNG NAKiaG TV 6 gRdouddwy, ot TpocPoréc pe Tawvieg eivarl TOAD omAvies.
Xovenmg, ) Oepameio {dov nhkiog pikpoTepNg TV 6 EBOOUASMV LE EVa KTNVINTPIKO QAPLOKEVTIKO TPOiOV
oTafepoy GLVOVAGHOD KATH TOV KEGTMOMV KOl TMV VIUOTOOMOV TUpOcit®v, Wwopel va unv sivol
omapoitnen.

Ta dpaoTiKd GLOTATIKE, OEV EIVAL YVMOOTO VO TPOKAAOVY GUYKEKPLUEVEG OVETIOVUNTEG EVEPYELES OTO VEAPA
{oa. [ap’ 6Aa 0T, N ACPAAELN TOV KTNVIOTPIKO QUPUUKEVTIKO TPOTOVTOC Ogv £xEl peAetnDel 6€ GKOAOVG
UIKPOTEPOVG TNG NAKING TOV 5 Unvaov.

Molbveelg and ackopideg kol vpotéuvles: Xe pepikd (oo, To Ancylostoma caninum kou 1 Toxocara
canis dgv umopovv va ekpilmbodv pe ™ Bepameio, Tov £yl cav OMOTELEGO. TO CLVEYN KIVOLVO OTEKKPIONG
VYDV 670 TEPPAALOV. ZUVIGTOVTOL Ol ETOVIAAUPUVOUEVES EEETACELS TV KOTPAVAOV KO, GOUP®VE, LLE TO,
OTOTEAECUOTA OVTOV TOV €EETACE®V, 1 OLVNTIKY Ogpoameion pe €vo VNUOTOOOKTOVO KTNVIOTPIKO
QOPUOKEVTIKO TPOIdV, €AV €lval amopaitnTo.

IMa va ehayietomomBei o kivovuvog ¢ ETaVaUOALVONG Kt TNG VEAUG LOAVVGTG, TO TEPITTMMOT B TpETeL
VO GLAAEYOVTOL KO VO OTOPPImToVTOl KATAAANAL, Yo 24 dpeg puetd T Bepaneia.

Idwiitepeg mpoLAGEElS mov mpémel va Aoufdvovtor amd TO GTOUO TOL YOPNYEL TO KINVIOTPLKO
QOPUAKEVTIKO TPOTOV oe (das:

Ye mepintwon mov katd Adbog vrdpéetl kKatdmoon, va. avainTioeTe 10TpIKn GVUPOVAN Kot vo emdeifete
GTOV 10TPO TO ECMKAEIGTO PVALO 0O YLDV YPNONC.

e mepintmon Tuyaiog emaens, TAVVETE GYOAUGTIKA TO, XEPLOL.

Atopa e Voot viepevaictnoio o€ kAmo1o and To GLOTATIKA, Oa TPETEL VAL ATOPEHYOLV TIV ETAPT LLE TO
KTNVIOTPKO QOPUAKEVTIKO TPOTOV.

ITAbvete T yépro petd amd T ypnon.

Idwaitepec tpouAGEELS Yo TV TPOoTOGio TOL TEPBAALOVTOC:
Agv 1oyveL.

3.6 AvemOopunrta copfavra

ZKoAoL:
[ToAd ondvia Avope&ia
(<1 Lo / 10.000 vrd Bepomeio Coa, | AMBapyog
cuumepAaUPavouévemy tov | Faotpeviepicéc dotapayic (d1dppota Kot EPETOQ)
UEULOVAOUEVOV OVOPOPDV): YrmepkivnTikoTnta

H avapopd avembbuntov coppdviov sivor onuavtikh. Emitpémer ™ ocvveyn mopakoAiovdnon g
0CQPAAELNG EVOC KTNVIOTPIKOD QOPUAKEVTIKOD TPOTOVTOc. Ol avapopég TPEMEL VO, OMOGTEAAOVTOL, KOTH
TPOTIUNOT HEC® KTNVIATPOV, €ITE GTOV KATOYO TNG AOEWG KUKAOPOPIaG 1 GTOV TOTMIKO aVTITPOGMTO TOL
glte oV €Bvikn appodo apyn HEC® TOV €BVIKOV GLGTNAATOS avapopas. Avatpééte eniong 610 UALO
00N YLDV YPNONC Y10, TA. AVTIGTOLY O GTOLYEIN EMKOVOVING.

3.7  Xpinon katd TV KHon, T yoriovyia 1] TNV ©0TOKiA
3



Kvnon kot yoAovyio:

"‘Exel avoapepBel tepatoydvog dpdon oe emipvec, mpoéfata kol oKOAOVS, 1 omoin amododnke oe VYNAEG
dooelg febantel Tov yopnynOnke Katd ™ SLAPKELD TOV TPAOTOV GTAS WOV TNG KLOPOPINGC.

H aopdieia Tov KviaTpikd eopUaKeLTIKO TPoiovTog dev £xel depevvnBel kotd to 1o Kot to 20 TpiTo NG
Kvogopioc.

Noa pn ypnowonoteitat o€ £€ykvo (oo KOTA TN SLAPKELD TOV TPAOTMOV TECTAP®V ERIOUAI®V TNG KOTGNG.

To kVaTpIKd POPUUKELTIKO TPOTOV UTopEl va ypnoiporon el katd tn didpkela TG Yolovyiag.

3.8 Alniermiopoaon pe GAA0 QUPLOKEVTIKG TPOIOVTA Kol GAAeg poppég aliniemiopaong

Na un ypnoonoteitor tavtdypova pe mmepalivn, kabdg umopel vo avtaymvifovral ot avOeluvOikég
dpdoeic g pyrantel kon tng mmepalivng.

O1 6VYKEVTPOOELG 6TO TAAGHA TNE TPALIKOVOVTEANG, LTOPEL VA LELWBOVV Ao TNV TOVTOYPOVI YOPHyNomn
Ue papuake Tov ovéavouy ) dpactnptotnta TV eviduwny P-450 tov kutoypopatog (m.y. 6e&apedaldvn,
oawvoPopPrTain).

H tavtdypovn xpnon ne GALL YOAVEPYIKE CKEVACUATO, LTOPEL VO TPOKAAEGEL TOEIKOTNTA.

3.9 Oodoi yop1ynong kot 60coroyia
Amo tov otdpOTOC XPION.
Aocoloyia: 1 cuvictdpevn 60om gival 5 mg mpalikovavtédng, Smg pyrantel (oG embonate) kot 15 mg

febantel avd kg copatikov Bapovg (toodvvapo pe éva diokio/10 kg copatikod Bépovg), couemva e Tov
axoAovbo mivao:

Xounotiko papoc Loov (kg) Ap. dloKimv

2,5-5 Y2
5-10 1
10-15 1%
15-20 2
20-25 2%
25-30 3

IMa ) dtacpdaiion g opdng Socoroyiog, To cOUATIKO Papog Tpénet va TpocdiopileTal e 0G0 TO duvaTdV
peyaAvtepn axpipeta.

Moévo yuo e@amnag amd Tov 6ToHTOC Oepaneia.

Ta diokia yopnyodvTol pe TomobEton oAOKANp®V KoM TV dlopepévav diokinv 6To omichio Tuqua g
YADOOWG, Y10, VTOYPEMTIKN KATATOON.

Mo v mepoartépom Pertioon g axpifeiag g docoroyiog, To dwokio pmopovv va dtoupebovdv oe
TETAPTNHOPIOL.

Ye mepmtooelg emPefolopévav PHovVp®Y HOADVGEDV OTO KEOGTMOM 1 Vnuotddn, Oo mpémer va
YPNOUOTOLEITAL £VOL LOVOOVVOLLO KTNVINTPIKO QOPUOKEVTIKO TPOIOV TOV TEPLEYEL LOVO VA KEGTWOOKTOVO 1)
VNUOT®OOKTOVO AVTIGTOLYOL.

3.10 ZoprtOpeTe VITEPIOGOA0YINS (KOL KATH TEPITTOGT, LETPA UVTIHETMOTLONG KOL AVTIOOTA)

Adcelg 3 popéc vYNnAdTEPES OO TI GLVICTOUEVT] OOGT, WTOPOVV VO TPOKOAEGOVV TTEMTIKEG SLATOUPOYES
(epeto kot S1appoia).



3.11 Eidwkoi wepropiopoi yp1ong Ko E0IKES GVVONKES PN 61G, CVUTEPLAUUPAVOREVOV TEPLOPLEUOV
oTN YP101] OVTIHIKPOPLOKOV KO OVTITUPUCLTIKOV KTNVIWWTPIKAV QUPUIKEVTIKOV TPOIOVTOV
TPOKELPEVOV VO TEPLOPLOTEL 0 KIVOVVOG aVATTUENG AVTONS

Agv 1oydet.
3.12 Xpovor avapovig

Agv 1oy0et.

4. ®PAPMAKOAOT'IKEX IAHPO®OPIEX
4.1 Kaoowog ATCvet: QP52AAS1
4.2 DappoKodVVOUIKN

Y& avtd 10 otabepd cuvovooud, ov pyrantel ko febantel, dpovv kath TOV VNUOTOIGOV TOPACITOV
(aokapidec, WMUOTELMUVOEC) 0TOVG GKOAOLG. XVYKEKPIUEVO, TO (AGHO OPACTIKOTNTAG KOADTTEL TNV
Toxocara canis, Toxascaris leonina, Uncinaria stenocephala kot to Ancylostoma caninum. O cuvdvacpog
aVTOC, KATAOEIKVOEL GUVEPYIKT dPAGT) GTNV MEPITTMON T®V VNUATEAUTVO®V.

H mpaluovavtédn gival dpactikn katd gvog apiBuod keotmdav. H dpactikotnta e npoalikovavtéing
KOTO TOV EVAMK®OV KO TOV AOpmV LOPO®Y OUTOV TV TOPAcITOV, £XEl TEpLYpapel ot BifAloypapia.

H mpalucovavtédn, anoppodtal toydTate amd TNV EXPAVELN. TOV TAPUGITOV KOl KATAVEUETOL GE OAO TO
napdotro. Téco in vitro, 6co kat in Vivo ueléteg, £xovv katadei&el 6t Tpalikovavién Tpokaiei cofopn
BAGPN oto mepiPAnpa Tov TAPAUGiTOL, 1| OTOlN £YEL MG AMOTEAEGHN TN CUCTACT] KOl TNV TAPIAVCT TOV
nmopoacitov. [Ipokaieital po oyeddv akaplaio TETOVIKY GOGTACT) TOV HLIKOD GUGTHLOTOS TOV TOPUGITOV
Kol e, ToOTOT KEVOTOTIMGT TOL GCLYKLTINKOD gKktodépuatog. H toydtatn oavt) ovomoom, £€xet
epunvevdel and Tig cvveyeic petaforég otn por| TV d16bevdv KATIOVTOV, 1010itEPH TOV acPeatiov.

H pyrantel dpa ¢ évog yorwvepykdg ayoviotig. O tpomog dpdong tng on SEYEPCT TOV VIKOTIVIKOV
YOAMVEPYIKMOV VITOSOYEDV TOV TOPAGITOV, TPOKOAEL OTAGTIKY TAPAALGN TOV VIUATOIDOV KOl KATH 0VTO
TOV TPOTTO EMITPEMEL TNV OTOUAKPVVGT] OO TO YUOTPEVTEPIKO COANVA HECH TG TEPIGTAAGTG.

Méca otov opyovioud tov Onlooctikdv, n febantel veiotatol kieioipwo tov yMUKod daKTLAIOL Kot
oynportiCel fenbendazole 11 oxfendazole. Ot ynuikéc avtég ovidtTTEG, €ivol OWTEC TOV EKONADGVOLY TNV
avOeEAUVOIKY dpAoM WE OVOGTOAN TOV TOALUEPIGUOD TNG GMANVING. Q¢ ek TovTOL, TPOoAaUPaveTal o
GYNUOTIGUOC T®V UIKPOSOATVOPIOV, TOV £XEL OOV UTOTEAEGUO TNV ATOSI0PYAVMOGT TV {OTIKOV d0UDY
Yo TN QUGLOAOYIKT Agttovpyia TV eApivB@v. Zuykekpiuéva, emnpedletat ) TpoOcAnyT yAvkolng, n omoia
oonyei o€ e€dvtinom tov kuttapikod ATP. To mapdoito Oavatdveral amd Ty eEAVIANON TOV EVEPYEINKDY
Tov anobepdTmv, n onoia emovuPaivel 2-3 dpeg apyoTEPO.

4.3 @oppoKoKIVITIKNY

Metd v amd Tov GTOUATOG XOPNYNo™, N TPALIKOLAVTEAN ATOPPOPATAL GYEOOV TANP®S OTO TEMTIKO
ovotnuo. H péylot cuykévipoon emttvyydvetol tepimov 60 Aentd petd ™ yopnynon.

H npalicovavtédn petafoliletar evpémg oto Nmap. H mpalikovoviédn avevpioketal og petofolriteg ota
ovpa (40% petd amd 8 dpeg).

Metd v and Tov GTOUATOG Y0P YO, Ol LEYIOTEG CLYKEVTIPMGELS 6TO TAAG A TNG febantel emttvyydvovion
nepimov petd 3 mpeg. H febantel, petaPoirilerar mg fenbendazole kot ota o&ikd kot vOPoEedIKA Tapdymyd
. Iyvn febantel avevpickovtal ota kémTpava Kot ©g petafoliteg ota ovpa.

Ta epPfovikd dhata g pyrantel, £govv younAn VOATIKY SWAVTOTNTA KOl OTOPPOPAOVIUL PTOYA OO TOV
EVTIEPIKO COANVA GTOVG OKOAOVLC. Avevpioketolr @¢ Opaotikd cvuotatikd ota kompava (50 émg 60%).
Metd amo v amoppdenon, n pyrantel embonate, petaforileral ToxEmg Kol GYEdOV TANPAOC GE AVEVEPYQ
GLOTOTIKA, TO OTTO{0L TOYVTOTO OTEKKPIVOVTOL GTO, OVPO.

5. OAPMAKEYTIKA XTOIXEIA

51 Kopeg acvpparoétnreg



Agv 1oy0¢t.

5.2 Awdpxera o

Avdpkero {®NG TOV KTNVIOTPIKOD QAPUAKELTIKOD TPOTOVTOG COUG®VA [LE TN GUCKELOCIN TOANGONG: 3 £€TN.
Awdpketo {oNe LT TO TPATO AVOLYLLO TG GTOLYEUDOOVE GVOKEVACIAG: KAOE dtopepévo Lépog diokiov Oa

TPEMEL VO OMOPPINTETOL APUEGMG KL VO 1] PUAAGGETOL.

53 Iowirepes mpo@urdéers katd ™ @UAAEN TOV TPOIOVTOG

Agv umapyovv e101KEG 001 Yieg SLOTNPNONS Y10 AVTO TO KTIVINTPIKO TPOTOV.
5.4 ®von ka1 6HvVOEST TGS GTOLYELDOOVS CUCKEVUGIOG

Blister ano PVC kot alovpivio o€ xaptivo kovuti.

2VoKEVAGTEC:
Xaptvo kovuti Tov mepiéyet 1 blister Tov 2 diokiov

Xdaptivo kovuti Tov Tepiéyel 2 blisters tv 2 diokiov
Xaptwvo kovti Tov mepiéyet 1 blister tov 4 diokimv
Xdaptvo kovuti Tov mepiéyel 3 blisters tv 2 diokiov
Xdaptivo kovuti Tov Tepiéyel 4 blisters tv 2 diokiov
Xaptivo kovuti mov mepiéyet 1 blister tv 10 diokiwv
Xaptwvo kovti wov wepiéyet 25 blisters twv 10 diokiov

Mmropel va unv KokAo@opohv OAEG Ol CLGKEVAGIEC.

5.5 Ewwkég mpo@uragers amoppiyng £vOg pn ypnoinomwon)0évtog KTNvVIaTPIKOD QOPUROKEVTIKOD

TPOIOVTOG 1 GAL@OV VAIKAV TOV TPOEPYOVTUL OTO T1 YP1GT TOV TPOIOVTOGS, UV VITAPYOVV

Ta papuoke dev TPETEL VO ATOPPITTOVTOL HEGHD TOV ADUATOV 1) TOV OIKIUK®OV OTOPANTOV.
XPNOYOTOOTE TPOYPAUUATO ETICTPOPNS POUPUAK®OV Yo TNV omdppyn uUn  Ypnolponomféviav
KTNVIOTPIKOV QOPUUKEVTIKOV TPOIOVIWOV 1| GAA®Y VAIK®OV TOV TPOEPYOVTOL OO T XPNON TOVS COLPOVO
UE TIG TOMIKEG OMOLTNOELG Kol HE TUXOV €BVIKA GUGTAUOTA GLAAOYNG 7OV 1GYXVOVV Y10 TO GYETIKG.

KTNVIOTPIKA QOPUAKEVTIKE TPOIOVTAL.

6. ONOMA TOY KATOXOY THX AAEIAX KYKAO®OPIAX

LABORATORIOS CALIER, S.A.

7. APIOMOX(OI) AAETIAYX KYKAO®OPIAX

65881/13-07-2021 / K-0219401

8. HMEPOMHNIA ITPQTHX EI'KPIXHX

Huepopunvia Ing éyxpiong: 09/11/2016

9. HMEPOMHNIA TEAEYTAIAY ANAGEQPHXHY THX
XAPAKTHPIZTIKQN TOY ITPOIONTOX

08/2025

INEPIAHYHX

TQN



10. TAZEINOMHZH TOQN KTHNIATPIKQON ®APMAKEYTIKQN ITPOIONTQN
No yopnyeitatl LOVOV e KTNVIOTPIKT GUVTAYY.

Aemtopepeic mAnpoeopieg Yoo T0 v AOY® KINVIATPIKO QOPUOKEVTIKO TTpoidv eivar dwabéciueg otn Pdon
dedopévav g EE yuo ta ktnviwatpikd mpoidvta (https://medicines.health.europa.eu/veterinary).




