MAPAPTHMA I: NEPIAHWH TQN XAPAKTHPIZTIKQN TOY NMPOIONTOZ
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ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOZ
DRONTAL dtokia epBOVIKAG TIUPAVTEANC KAl T(PAdlKOUAVTEANG yla yatd

MOIOTIKH KAI MOZOTIKH ZYNGEZH
KdaOBe dlokio TtepléExet:

ApacTtikad cuotatika:

Pyrantel embonate 230 mg
Praziquantel 20 mg
Ekdoxa:

BA. TAfjpn KataAoyo ekOOXWYV OTo Kepaialo 6.1.

DOAPMAKOTEXNIKH MOP®H
Alokio

KAINIKA ZTOIXEIA
Eidn {wwv
Mata

OepaneuTiKEG evdeielg mpoodlopidovtag ta £idn Jwwv

Evdeikvutal yia tnv mpoAndn kat tn Bepareia Tng yatag amno vpatwdn Kat KEotwdn
apdotta.

Aokapideg: Toxocara cati (ouv. mystax), Toxascaris leonina

Aykulootopata: Ancylostoma tubaeforme, Ancylostoma braziliense

Tawieg (eviAikeg kaw awpeg popdEQ): Echinococcus multilocularis, Dipylidium caninum,
Taenia spp., Mesocestoides spp. kat Joyeuxiella spp.

Ae ouviotdral n xoprynon dtokiwv DRONTAL ttpv armo to t€Aog twyv 6 edopddwy,

KaBOTL N ydta amo Tote HOVo PTopel va TipooBAnBEel amo tawvieg Kat aoKapidec..

Avtevdeiéelc

Emeldn dev uTIAPXOUV ETIAPKEIC HEAETEC yla TO CUVOUACUO TWV OPACTIKWY OUGLWY TOU
T(POLOVTOG, Va Jn xopnyeital katd tn dlapkela tng KUNoNG.

Na pn xopnyeitat tavtdxpova pe tapaywya tng runepadivng.

Na pn xopnyeital o€ yateg PIKPOTEPEG TWV 6 EBOOUADWV.

EWSkéG tpoELdoTIOoUOELG Yia KABE €idog {wou
Kapia

Idwaitepeg MpopuAA&eLg Kata tn Xxpron
Idwaitepeg MpoduAG&elg Kata tn xpnon oe {wa
Xpnowomowwvtag to DRONTAL uttdpxel n bavétnta avamtuéng avtoxng oto GApuako.

Idwaitepeg MPoPpUAAEELG IOV TIPETEL va AapBdavovTtal and To ATopo TIoU Xopnyei To
dappakeuTiko poiov oe {wa
Kapia

Avetubupunteg evépyeleg (ouxvotnta Kat copapotnta)
Aev €xouv avadepbei.
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Xpnon kata tnv Kunon, Tn yaAouxia rj tTnv wotokia
Na pn xopnyeitat katd tn dlapkela tng KUNoNG.

AANAeTUOPACEL HE OGN  (APHAKEUTIKA Tpoidovia Kat AaAAeg pHopdEg
aAAnAentidpaong
Aev sival yvwotn kapia.

Aocoloyia Kal TpoTog Xopnynong

H ouviotwpevn docoloyia eivat 1 dlokio ava 4 kg cwpatikou Bapoug edpdmag (dnAadn 5
mg TipadikovavteAng kat 57,5 mg epBovikng rupavtéAng/ kg o.B.). To dlokio xopnyeital and
10 otopa eite ameubeiag eite avaplypévo e tv Tpodr oAdGkANpPo f Bpuppatiopévo. Agv
artatteitat n AnYn dlattnTKWY HETPWV.

YnepdoooAoyia (cupmtwpata, HEIPA AVILHETWTIONG, avtidota), &av eivai
anapaitnta

2e Tepimtwon unepdooiag pmopel péoa oe 2-4 ocuvnBwWC WPEC PETA TN Xopnynon va
TIPOKANBEL eAadPOC EPETOC, XWPIC Kapia AAAn eTtittwaon ya tnv vyeia tou {wou.

Xpovog(ot) avapovig
Asv amatteitat

OAPMAKOAOrIIKEZ IAIOTHTEZ
dappakoBepameuTiki opada: avoeAuVvOIKo
Kwokoc ATCvet: QP52AA51

DapHaAKOSUVAHIKEG LBLOTNTEG

Ta diokia DRONTAL eivat avBeApivOika Katd twyv vNpatwdwy Kal Twy KECTWdWY, Tou
TIEPLEXOLV WG OPACTIKEG oucleg €va TapPAywyo TNG TUPAdVOIOOKIVOAIVNG, TNV
TPAJIKOUAVTEAN, KAl &va Tapaywyo Ttng TeTpaddporupludivng, tnv mupavieAn (wg
€pBoVIKO AAAg).

210 ouvduacopd auto, n TPAdKOUAvTEAN dpa WC avBEAUVOIKO KATA TWV KEOTWOWV e
ddopa Tov epAapBdvel OAa ta €idn TIOU ATIAVIWVTIAL OTN YATA KAl CUYKEKPLUEVA TWV
Taenia spp., Joyeuxiella spp., Dipylidium caninum, Mesocestoides spp. kat Echinococcus
multilocularis. H padikouvavtéAn eival dpacTikn yia 6Aa ta otdda eEEAENG (Awpeg Kat
WPLHEC HoPDER) TWV TipoavadEPOPEVWV TIAPAGCITWY TIOU ATIAVIWVTAL OTO EVIEPO TNE YATAC.
H mupavtéAn eival To cuoTaTKO TOU GAPHAKOU TIOU dpa EB8IKA KATA TWV VAUATWIWY TIoU
ouvavtwvtal otn yata kat Wlaitepa twv Toxocara cati (cuv. mystax), Toxascaris leonina kat
Angylostoma spp.

DappakoKivnTka otolxeia

H mpadikouvaviéAn amoppoddral ToAU ypriyopa amo To OePHATIKO TEPIBANUA TOu
Tapacitou Kal Kataveépetal opolopopda peoa o’ autd. MoAu ypriyopa, TOoO in vitro 6co Kat
in vivo, KataotpEépeTal To dEPUATIKO TIEPIBANA TOU TIAPACITOU, TIPOKAAWVTAC T cUOTIAoN
Kal tnv mapdAuon tou. H taxeia dpdon tou mpoidvtog odeiletal otn HETABOAR NG
dlarepatotntag e HepBpavng tou apacitouv oe Ca*™ mou TPOKAAel N TIPAlIKOUAVTEAN.
Auto odnyel otnv amoppLBuLon Tou PHeTaBoAcHOU TOU TIapaaitou.

H mpadikouavtéAn, oe oAa ta €idn {wwv ota omola PHeAETABNKE, XopPNnyoUuuevn amo 1o
otoua, amoppoddral taxutata Kal oxedov eEOAOKANPOU ATIO TO CTOMAXL KAl TO AETTTO
&vtepo. H péylotn ouykévtpwon oto TAAGHA Tou aipatog kataypddetal eviog 0,3 ewg 2
wpwv. H ipadikovavtéAn SlavePETal TAxIota g OAa Ta opyava, petaBoAidetal oto Amap
Kol arekkpivetal péoa oe 48 wpeg pe ta ovpa (40-71% amékkplon) Kat Ye ta Kompava
(13-30% amekkplon).
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H mupavtéAn 8pa wg XOAWEPYIKOG AyWVIOTAG, OTIWG N VIKOTivN, KAl TIPOKAAEL OTIAOTIKN
TAPAAUoN TWV VAUATWOWY PECW VEUPOUUIKOU amokAelopol. To epBovikd AAag tng
TIUPAVTEANC amoppoddtal eAAXLoTa attd TO YAOTPEVIEPIKO CWARVA OAWV TwV {WWV TIoU
peAeTnOnKav.

PAPMAKEYTIKA ZTOIXEIA
KataAoyog ekdoxwv
Cellulose microcrystalline
Polyvinylpyrrolidone 25
Magnesium stearate

Silicon dioxide colloidal
Starch maize

2UvBeon sTkaAvuyPng
Opadry White TF 276U280002

Acuppatotnteg
Aev gival yvwotr kapia.

Awdpkela Zwng
Aldpkela wNE Tou KTNVIATPLIKOU GapHaKEUTIKOU TPOLOvVTog cudwva Pe Tn cuokeuaaoia
TtwAnong: 60 pnveg

Idwaitepeg mpodpuAda&erg kata tn pUAa&n Tov mpoidvtog
duAdooetal og Beppokpacia epBAAovTOC.

®duon kat cVOEeaCN TNE OTOLXELWDOUG oCUGKELATiag
Kouti pe 2, 6, 8, 20, 24 ka1 96 eyxapakta dwokia oe foil

Mmopei va pnv KukAodopoULv OAEG Ol CUCKELAGIEC.

EWwkég mpoduAdgelg amoppupng €VOG XPNOLHOTIONOEVIOG  KINVIATPLKOU
dappakeuTIKOU TIPOIOVTOG 1) AAAWYV UALKWYVY TIOU TPOEPXOVTAL amo Tn XPHon Tou
TPOIOVTOG, av UTIAPXOUV

KaBe pn xpnowotmolnfev Ktnviatplkd GpapuUaKeUTIKO TPOIOV 1 Un Xpnolyotondévia
UTIOAeippaTd Tou TPETEL va amoppimrtovial cUpdwva PE TIG LOXUOUOEC EOVIKEC
aTtALTACELC.

KATOXOZ AAEIAZ KYKAODOPIAZ
Vetoquinol S.A.
Magny-Vernois 70200 Lure France

APIOMOZ(OIl) AAEIAZ KYKAODOPIAZ
17911

HMEPOMHNIA NPQTHZ ErKPIZHZ/ANANEQZHZ THZ AAEIAZ
Huepopunvia mpwtng éykplong: 19/08/1998
Huepopunvia avavéwong: 04/12/2012

HMEPOMHNIA ANAGEQPHZHZ TOY KEIMENOY
15/11/2024



AMATOPEYZH NMQAHZHZ, AIAOEZHZ KAI/H XPHZHZ
Aev loXVEL.



MAPAPTHMA II: ENIZHMANZH KAl ®YAAO OAHINQN XPHZHZ

A. ENIZHMANzZH



MAHPO®OPIEZ NMOY MNPENEI NA ANATPADONTAI ZTHN EZQTEPIKH ZYZKEYAZIA
Koutitwyv 2, 8, 20, 24 kat 96 dloKiwv

‘ 1. ONOMAZIATOY KTHNIATPIKOY ®APMAKEYTIKOY NMPOIONTOZ

DRONTAL tablets

‘ 2. 2YNOEZH ZE APAZTIKO KAI AANA ZYZTATIKA

KdaBe dlokio TtepléExet:

ApaocTtika cuotatika:
Pyrantel embonate 230 mg
Praziquantel 20mg

‘ 3. ®APMAKOTEXNIKH MOP®H

Alokio

\ 4. IYIKEYAZIA

Kouti twv 2, 8, 20, 24 kat 96 dlokiwv

| 5. EIAOZ(H) ZQOY(QN)

Mata

| 6. ENAEIZH(EIZ)

Evdeikvutal yia tnv mpoAnyn kat tn Bepareia tng yatag arno vipatwdn Kat Keotwdn apactta.
Acokapideg: Toxocara cati (cuv. mystax), Toxascaris leonina

Aykulootopata: Ancylostoma tubaeforme, Ancylostoma braziliense

Tawieg (eviAikeg kat Awpeg popdEQ): Echinococcus multilocularis, Dipylidium caninum, Taenia
spp., Mesocestoides spp. kat Joyeuxiella spp.

Ae cuviotatal n xopriynon dtokiwv DRONTAL mpwv amd to t€Aog tng nAkkiag Twy 6 eBdopadwy,
KaBoTL n yata amnod 1ote povo propei va tpooBAnBei amo tawvieg kat aokapidec.

‘ 7. TPOIMNOZ KAI OAOZ(OIl) XOPHIHzHZ

H ocuviotwpevn docoAoyia sival 1 dlokio ava 4 kg cwpatikou Bdapoug edpdmag (dnAadn 5 mg
padikouavtéAng kat 57,5 mg euBovikng mupavieAng/ kg o.B.). To dlokio xopnyeital and 1o
otopa eite ameubeiag eite avapypévo pe v tPodn oAdKANpo 1 Bpuppatiopévo. Aev
artatteitat n Aqdn dLatNTIKWY HETPWV.

‘ 8. XPONOz ANAMONHzZ

Asv anattsitat

‘ 9. EIAIKH(EZ) MPOEIAOMNOIHZH(EZ), EAN EINAI ATMAPAITHTH(EZ)

Awapdote to GUAAO 0ONYLWV XPNOEWC, TIPLV ATIO TN XPHOoN.

‘ 10. HMEPOMHNIA AH=HZ




AH=H {uAhvac/etoc}

‘ 11. EIAIKEZ ZYNOHKEZ AIATHPHZHZ

duldooetal oe Beppokpacia mepBAAovTOC.

12. 1AIAITEPEZ  NPO®YAAZEIZ  AMNOPPIWHZ ENOZ  XPHZIMOIOIHOENTOZ
KTHNIATPIKOY ®APMAKEYTIKOY TIPOIONTOZ 'H AAAQN YAIKQN TMOY
MPOEPXONTAI AMO TO NMPOION, EAN YNAPXOYN

KaBe pn xpnowgomolnfév Kinviatplkd ¢appakeutikd TPOIOV 1 PN xpnoluotolnfévia
UTTOAEIMATCA TOU TIPETIEL VA aTtoppITTToVIAL CUHGWVA PE TIC LoXVOUOEC EOVIKEC ATALTHOELC.

13. Ol AEZEIZ «ANOKAEIZTIKA TIA KTHNIATPIKH XPHZH» KAI Ol OPOlI 'H Ol
MEPIOPIZMOI MOY IZXYOYN ZIXETIKA ME TH AIAGEZH KAI TH XPHZH, av
uTtapxouv

ATIOKAELOTIKA YLA KTNVLATPLKA XPHon - va dlatibetal povov pe KTnNVLatpLkn cuvrayn.

14. Ol AEZEIZ «NA ®YAAZZETAlI ZE OEZH, THN ONOIA AEN BAEMOYN KAI AEN
MPOZEITIZOYN TA MNMAIAIA»

Na ¢uAdcoetal o B¢on, tnv omtoia dev BAETIOLVY Kal dev Tipooeyyidouy ta tawdid.

15. ONOMA KAI AIEYGYNZH TOY KATOXOY THZ AAEIAZ KYKAO®POPIAZ

Vetoquinol S.A.
Magny-Vernois
70200 Lure
France

‘ 16. APIOMOZ AAEIAZ KYKAODOPIAZ

17911

‘ 17. APIOMOZ MNMAPTIAAZ MAPAIQrHz

Maptida {apBuoc}



EAAXIZTEZ MAHPO®OPIEZ MOY MPEMEI NA ANATPA®ONTAI ZTIZ ZYZKEYAZIEZ TYMNMOY
BLISTER

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY NPOIONTOX

DRONTAL tablets

‘ 2. ONOMATOY KATOXOY THZ AAEIAZ KYKAODOPIAZ

Vetoquinol S.A.

‘ 3. HMEPOMHNIA AH=HZ

AH=H {unvac/étoc}

‘ 4. APIOMOZ MNMAPTIAAZ

Maptida {apBuoc}

‘ 5. OIAEZEIZ <ANOKAEIZTIKA TIA KTHNIATPIKH XPHZH»

ATIOKAELOTIKA Yla KTNVLIATPLKA XPHoN



B. PYAAO OAHIIQN XPHZHZ



®YAAO OAHIQN XPHZHZ

DRONTAL dlokia epBOVIKAC TIUPAVTEANC KAl TIPAJIKOUVIEANCG yla yaTa

1. ONOMA KAI AIEYOYNZH TOY KATOXOY THZ AAEIAZ KYKAO®OPIAZ KAl TOY
KATOXOY THZ AAEIAZ TMAPATrQrHz Moy EINAI YNEYOGYNOz Tl1A THN
AMOAEZMEYZH MAPTIAQN ZTON EOX, E®©OZON EINAI AIA®OPETIKOI

Kdtoyxoc tnc adsiac kukAodopiac:
Vetoquinol S.A.

Magny-Vernois 70200 Lure France

Mapaywyoc utteLBULVOC YA TNV ATIEASUBEPWON TWYV TTAPTIOWV:
KVP PHARMA & VETERINAR PRODUKTE GmbH
Projensdorfer Str. 324

D-24106 Kiel, Germany

Vetoquinol S.A.
Magny-Vernois 70200 Lure France

2. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOZ
DRONTAL tablets

3. ZYNOEZH ZE APAZTIKO(A) ZYZTATIKO(A) KAl AAAEZ OYZIEX
KaBe diokio teplexet:

ApacTiKA CUCTATIKA:

Pyrantel embonate 230 mg
Praziquantel 20mg
Ekdoxa:

Cellulose microcrystalline
Polyvinylpyrrolidone 25
Magnesium stearate
Silicon dioxide colloidal
Starch maize

ZuvOeon emkaAuying
Opadry White TF 276U280002

4. ENAEIZEIZ
Evdeikvutal yia tnv mpoAnyn kat tn Bepareia tng yatag ano vnpatwdn Kat KEoTwdn mapdotta.

Aokapideg: Toxocara cati (ouv. mystax), Toxascaris leonina

Aykulootopata: Ancylostoma tubaeforme, Ancylostoma braziliense

Tawieg (evAaAikeg kat Awpeg popdEQ): Echinococcus multilocularis, Dipylidium caninum, Taenia
spp., Mesocestoides spp. kat Joyeuxiella spp.

Ae cuviotatal n xopnynon dwokiwv DRONTAL mplv amo to téAog TnG NAKKIiag Twv 6 eBdopadwy,
KaBOTL N ydta armo Tote HOVo PTtopel va TipooBAnBel amo tawvieg kat ackapidec.
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5. ANTENAEIZEIZ

Emeldn dev UTtAPXOUV ETIAPKEIG HEAETEG YL TO CUVOUACHO TWV dPACTIKWY OUCLWV TOU TIPOIOVTOC,
va pn xopnyeitaw katd tn dlapketa Tng KNoNG.

Na pn xopnysital tavtdxpova pe tapaywya tng runepadivig.

Na pn xopnyeital o€ YATeC HIKPOTEPES TWV 6 ELIOUAdWV.

6. ANEMIOYMHTEZ ENEPTEIEZ
Aev €xouv avadepbei.

Edv mapatnprioete omowadnmote cofapn r AAAn avetbupntn evépyela ou dev avadepetal
0TOo TaPOV GUAAO 0DNYLWV XPRONG, TTAPAKAAEIOBE VA EVNUEPWOETE OXETIKWCE TOV KTNVIaTpo
oag.

7. EIAH ZQON
lata

8. AOZOAOrIATIA KAGE EIAOZ, TPOMNMOZ KAl OAOZ(Ol) XOPHIHZHZ
H ocuvictwpevn docoAoyia eivat 1 dokio avd 4 kg cwpatikoy Bapoug edamnag (dnAadn 5 mg
TpadikouavteAng kat 57,5 mg eppovikng upavteAng/ kg o.B.).

9. OAHTIEZTIATH ZQXTH XOPHIHzZH
To dlokio xopnyeital anod 1o otopa eite ameubeiag eite avaulypevo pe tv tpodn 0AOKANPO N
Bpuppatiopévo. Aev amatteital N AnPn dLatnTKWY HETPWV.

10. XPONOZ ANAMONHZ
Asv antattsitat

11. EIAIKEZ ZYNOHKEZ AIATHPHZHZ
duAdooetal o Beppokpaoia ePBAMOVTOC.

12. EIAIKH(EZ) MPOEIAONMOIHZH(EIZ)

>e Teplmtwon unepdooiag pPmopei péoa os 2-4 cuvRBwg WPEG PETA TN XOPHRynon va TtpokAnBel
eAaPPOC EUETOC, XWPIC Kapia AN emtitttwon yua tv uyeia tou {wou.

Xpnotpotmowvtag to DRONTAL umdpxel n iBavotnta avarntuéng avtoxng oto pAappako.

13. EIAIKEZ MPO®YAAZEIZ AMOPPIWHZ ENOZ XPHZIMOIMOIHOENTOZ KTHNIATPIKOY
®APMAKEYTIKOY MPOIONTOZ 'H AAAQN YAIKQN MOY NMPOEPXONTAI AMO TH
XPHZH TOY NMPOIONTOZ

2upBouAeuBeite Tov KTNVIATPO CAC yIa TOV TPOTIO ATIOPPPNG TWV XPNCILOTIOINBEVTWY GaPUAKWV.

Ta HETPA AUTA ATIOCKOTIOVV GTNV TIPOCTAGCiA TOU TtEPIBAAAOVTOC.

14. HMEPOMHNIA THZ TEAEYTAIAZ EFKPIZHZ TOY ®YAAOY OAHINQN XPHZEQZ
15/11/2024

15. AAAEZ NAHPOO®OPIEZ

ZYZKEYAZIA

Kouti pe 2, 6, 8, 20, 24 kat 96 syxapakta dlokia og foil
Mmopei va pnv KukAodopoULv OAEC Ol GUCKEVLAGIEC.

ApBpocg Adelag Kukhodopiag: 17911
MNa omowadnmote TMANpodopia OXETIKA HE TO TAPOV KINVIATPKO PAPHUAKEUTIKO TPOLOV,

mapakaAeiobe va ameuBuvbeite OTOV TOTUKO QVTTPOCWTIO TOU KATOXOU TNG adelag
KuKAodopiag.
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*Xopnyeitat e ouviayn Ktnviatpov*
NA ®YAAZZETAI ZE ©OEZH THN OMOIA AEN BAETMOYN KAl
AEN NMPOZEITIZOYN TA NAIAIA
THA. KENTPOY AHAHTHPIAZEQN: 210 7793777
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