IHAPAPTHMA 1

HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX
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1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Mektix CHEWABLE 16 mg/40 mg emwxaAvppéva pe Aentd vpévio dokia yio ydteg mov (Quyilovv
TovAdyotov 2 kg

2. MOIOTIKH KAI MOXOTIKH XYNOEXH
Kdabe emkaivppévo pe Aemtd vpévio diokio mepiéyet:

ApPUoSTIKE GVGTOTIKA:

Milbemycin oxime 16 mg
Praziquantel 40 mg
"Exdoya:

Hoocotikn 6vvOeon av o1 TApoPopicg avTEg
€ival oNUOVTIKES Y10 TN 6MGTI JOPNYOT TOV
KTNVWWTPLKOD QUPLUKEVTIKOD TPOTOVTOG

Iowotiki) 60vOeS EKOGYOV KO GALOV
GUGTUTIKOV

Tvpnvog

Cellulose, microcrystalline

Lactose monohydrate

Povidone

Croscarmellose sodium

Silica, colloidal anhydrous

Magnesium stearate

Emikdivyn

Hypromellose
Talc

Propylene glycol
Titanium dioxide (E171) 0,21 mg

Liver Flavour

Yeast powder

Iron Oxide, yellow (E172) 0,03 mg
Iron Oxide, red (E172) 0,12 mg
Iron Oxide, black (E172) 0,05 mg

XphUOTOG KOQE, MOEDN, OUPIKLPTO ETIKOAVUUEVO UE AETTO DUEVIO O1oKia [IE EYKOTN 6TN pic TAELPE.
Ta diokio, pwopovv va doymplotody 6g dVo ica pép.

3. KAINIKEX ITAHPO®OPIEX

3.1 Eiom {oov

I'dteg (mov Quyilovv tovAdyiotov 2 kg).
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3.2  OgpomevTikég evosiEels Yo kaOe gidog {Mov

Bepomeio TOV PKTOV TOPUCITOCEDY A0 AMPO. KOl EVAAKE KEGTMON Kol VUAT®ON 0o To akOAovba
glon:

- Keotmon:

Dipylidium caninum

Taenia spp.

Echinococcus multilocularis

- Nnpoatodn:

Ancylostoma tubaeforme

Toxocara cati

[Ipdinyn g dpoeirapionong (Dirofilaria immitis) epdGOV VTOSEVVETAL 1| TAVTOYPOVY Oepameio
EVAVTIOL GTO KEGTMOON.

3.3  Avrtevoeileig

Na pnv ypnowonoteitat o€ yateg mov Luyilovv Arydtepo amo 2 kg.
Na pnv ypnowonoteital o€ mepintmon vrepevaichnciog ota SPACTIKE GLGTATIKA 1) G€ KATOW0 £KO0)O.

3.4 E101kéc mpoELdoTOMGELS

Yuvietdton Oda to {da mov Lovv oty idta okia va Aapfdvovy Bepameia tavtdypova.

Ipokeywévov va avartuybel £va omoTeEAECUATIKO TPOYPOLLLO OVTITOPACITIKOD EAEYYOL TPETEL VAL
AopPévovtatl VoYM 01 TOTKEG EMONUIOAOYIKES TANPOPOpPIEG Kot 0 Kivovvog EkBeomg g ydrtag, Kot
ocuviotdrol va {nteitat 1 yvoun €101Ko0 (T.y. KINVIATPo).

Orav vopiotator porvven ond D. caninum, Tpénel vo, eETALETOL TO EVOEYOUEVO TAVTOYPOVIG
Oepamneiog evavtio o€ evOLAUESOVG EEVIGTES, OTMS YOALOLG KOl WEIPES, TPOKELEVOD VO 0o@eLyDel
gnovoudivvon.

AvVToyN TOV TOPACITOV G KATOL0 GLUYKEKPLUEVT KaTyopia ovOEAVOIKDY umopel va epeaviotel petd
Ao GUYVY, EMOVAAAUPOVOUEVT XPNOT VOGS avBEALVOIKOD TG KaTyopiog auTig.

3.5 Iowitepeg mPoPUAAEEIS KATA TN Y p1jON)

Idwaitepec mpo@LAGEELC Yo THY oA YpNon ota gion (dwv:

Agv &govv mpaypotonomel peléteg oe coPfapd eEacbevnuéveg yateg 1 {do pe coPapég dtatapoyég
NG VEPPIKNG N NTOTIKNG Agttovpyiag. To KINVIATPIKO QOPUAKEVTIKO TPOTOV OEV GUVIGTATOL Y10 YPTIoN
o€ tétoln {ma EKTOC OV AT YIVETOL GOUPOVE, LIE TNV EKTIUNOT] TOV 0QELOVC/KIVOUVOL 0td TOV
vevhuvo KTvioTpo.

Befoiwbeite 011 o1 ydteg ko ta yardkia mov {uyilovv petadd 0,5 kg ko <2 kg Aappdvovv v
KATOAANAN TeplekTIkOTN T d1okiov (4 mg milbemycin oxime/10 mg praziquantel) ko TNV KOTAAANAN
doon (1/2 7 1 diokio) yia to avtioToryo evpog Papovg (1/2 dickio yia yateg wov Quyilovv 0,5 émg 1 kg,
1 dwokio yia yatec mov Quyilovv > 1 émg 2 kg).

Kobmg ta diokio eivol ap@UaTIcuéva, TPETEL VO GUAACCOVTOL GE ACPAAES LEPOG LOKPLA 0o Ta. (Dol

Idwaitepeg Tpo@LAGEELS TOV TTPEmeL vo AauBdvovol amd To GTOUO TOV YOPNYEL TO KINVIOTPKO
QOPULOKEVTIKO TTPOoidV oe (Mo

H xotd AdBoc xotdmoon diokiov amd modi propet va givar exiPrafnc. [pokeévov va amopevydei n
TPOGPacT TOV IOV 6TO TPOIdV, TO SLoKIN TPETEL VO, YOPTYOUVTOL KOl VO, PUAGGGOVTOL LOKPLd amd
TO TOOLEL.

Tunuoto diokimv TPETEL VoL ETLGTPEPOVTOL GTNV OVOIKTY B1KN TG KLWEANC KOl VO ECOKAEIOVTOL GTO
eEmTEPKO KOVTI.
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Xe mepinton mov kot AdBog vdpéel Katdmoon evog 1 mePIGGOTEPW®V doKimV, va avalntioete
APECHG TPk PonBeta kot vo emdei&ete GTOV 10TPO TO ECAOKAEIGTO PVALO OONYIDV YPNCEMG 1 TNV
ETIKETA TOV POPLLOKEVTIKOD TPOIOVTOC.

[MAvvete ta gépro peTd T YpMon.

[d1aitepeg TPOQLAGEELS Y10 TV TPOCTAGIC TOV TEPIBAALOVTOC:
BA. eniong, mapdypogo 5.5.

Allec TpoeuAdEeic:

H gywvoxoxkioon amotekel kivduvo yia tovg avBpmmove. Kabmg n eyvokokkioon amotelel voonua
VIOYPEDTIKNG dNAwong oto Aebvég [papeio Emlwotidv (OIE-ITaykdouiog Opyaviopog yuo tnv Yyeia
TOV ZO®V), eW01KEG KatevBuvtnpleg Ypappués oxetikd pe ) Bepaneia, v mapakoiovdnon g vécov
K0 TNV Tpootacio Tav avlpdnwv tpénet vo Aappdvovtotl amd Tig oYeTIKES apLOdEG apyES (Y. EWOKOVG
N WoTITovTa TOPAGITOAOYING).

3.6 AvemOounta coppfavra

Idrec:

TToA) omévia ZOOTNHOTIKEG drartapayés (.. Mibopyog)*
(<1 Lho / 10.000 vr6 Oepareio oo, Nevpokoy}ng Stawpa)’(sg (7:.)’(. omxeij,mz rpouog’m)mv)
. Alotapayég g TETTIKNG 000V (). dudppotia, Epeon)*
GUUTEPTAAUPAVOUEV®V TOV . .
. . Avtidpaomn vrepevoucinciog
LELOVOUEVOV OVAPOPDV):

*10lwg o€ veapéc yarTeg

H avagopd avemBountov coppdviov etvor onpoavtikny. Emtpénet t cuveyn mopoakorlovOnon g
AGPAAELNG EVOG KTIVIOTPIKOD POPUUKEVTIKOD TPoidvTog. Ot avapopEg TPETEL VO, ATOGTEAAOVTOL, KOTE
TPOTIUNOT HECH KTNVIATPOV, EITE GTOV KATOYO TNG AOELNG KUKAOQOPIOG 1) GTOV TOTIKO QVTITPOGMTO
ToV gite oV €Bvikn apuddio apyn LECH TOL £OVIKOD GLGTHATOC OVaPOPUS. AvatpéETe GTo PUAAO
001 YLDV YPNONG YO TO, OVTIGTOLY O GTOLXEID ETIKOVOVINGS.

3.7 Xpnon katd TV KON 61, TN YoAOVYi0 )| TNV WOTOKiO

Konon kot yorovyio:
Mmnopei va ypnoiporom el katd tn S1dpKea TnG KOMONG Kot TG YOAOLYiog.

Tovipdtnro:
Mmopei va yproyonon el 6 yaTEC OVATOPAY®OYNC.

3.8 Aliniemidopaon pe GAAO QUPUUKEVTIKA TPOIOVTA KOl AALEG HOPPES UAMAETTIOPACTG

Agv mopatnpiOnkay aAANAETIOPAGEIC OTOV YOpPNYNONKE 1| GUVIGTOUEVT] SOOT| TNG LOKPOKVKAIKNG
AOKTOVTG, GEAOUEKTIVN, KOTA TN dtdpkeio TG Oepameiog pe Tov cuvovaoud o&iung g wAPepvkivng
Kol TPALIKOVOVTEANG GTN CLVIGTAOUEVT 000N, AdY® EALEWYTG TEPOITEP® LEAETMV, TPETEL VOl dIdETUL
TPOCOYN OE MEPIMTMOOT) TAVTOYPOVIG XPNONG TOV KTIVINTPIKOV POPUAKEVTIKOD TPOIOVTOG KOl GAA®V
HOKPOKVKAIK®V AakTovav. Emiong, 6ev éxovv mpaypatonombei tétoteg peréteg pe {oa
OVOTTOPAYWOYNC.

3.9 Oodoi yopriynong ko docoroyio
Ao oTOUATOC YPTION).

IMa va decpariotel  cwot docoroyia, To couatikd fapoc Ba Tpénel va Tpocdiopiletol 660 TO
duvatov akpiéctepa.
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EAGyiot cvviotdpevn avaioyio 06onc: 2 mg o&iung g APepvkivng Kot 5 mg mpaltkovavtéAng
ava kg yopnyovvtal omd otOHNTOC ™G PAma 660m. To KTNVIATPIKO QUPUAKEVTIKO TPOTOV TPETEL VAL
yopnyettan poli pe 1 petd tn Aqym pikpng mocdtntag tpoenc. Kat’ avtdv tov tpomo dtoucporiletor n
BéAtion TpocTacio evavTio TN dpoPIAapimo.

Avaloya pe o copotikd Bépog g yétog, 1 TpakTiky docoroyin £xel ®g akoAoVOMC:

Emkoaivppéva pe Lewtod

ZORaTIRO Phpog VEVIO OLOKIM Y10 YATES

2-4kg Y4 diokio
>4-8kg 1 diokio
>8—-12kg 1% dwokia

To KINVIATPIKO PAPUAKELTIKO TPOTOV Umopei va eloaybel og Eva TPOypappa TPOANTTIKNG Oepameiog
KaTd TNG SPOPIAaPi®oNS EPOGOV LTTOdEIKVVETAL 1] TowTdYpOovn Bepameia kaTd TV Tavidv. o v
TPOANYT KATA TNG SPOPIAAPI®ONG: TO KTNVIATPIKO QOPUOKEVTIKO TPoidV TpokaAel Tov Bdvato TV
TPOVOUPOV ™G Dirofilaria immitis £0¢ Kot Eva piva PHETA TN LETAS00T TOVG Ao ToL KovvovTmia. [
TNV TOKTIKT TPOANYT TNG SPOPIANPIOOTG TPOTILATAL 1) XPTOT) TPOTOVTOC TOV TEPIEXEL Ui LOVO
dpacTIKN ovoia.

3.10 ZopurtOpaTe VITEPIOGOA0YINS (KOl KATA TEPITTMGT), PETPA AVTIUETOTIONS KO AVTiO0TA)

e mepinton VTEPSOGOA0YING, TEPAV TMV GUUMTOUATOV TOL TAPATNPOVVIOL GTT] GUVIGTMUEVT 0OGN
(BA. 3.6), umopet va. mapotnpn et akovolo por 610V amd to otopa. To chuntopa avtd da
VIOY®PNOEL GLVNOOG CVTOLOTA EVTOG P0G NUEPTC.

3.11 Eidwoi wepropiopoi yp1oneg Ko E0IKES oVVONKES PioNS, CUUTEPLAGUPAVOREVOY
TEPLOPLOLAV GTI| YP1IOT] AVTIHIKPOPLAKAY KU AVTITOPOCLTIKAV KTVIOTPIKAOV
POUPLUKEVTIKAV TPOTOVIOV TPOKELUEVOV VO TEPLOPLOTEL 0 KIVOVVOS avATTLENG AVTOYNS

Agv 1oy0eL.

3.12 Xpoévor avapoviig

Agv 1oy0et.

4. DOAPMAKOAOI'IKEX TIAHPO®OPIEX
4.1 Kaoowkog ATCvet: QP54ABS1.
4.2 @oppoKodLVVOUIKI)

H o&iun ¢ wiABepnkivng aviKel oTnv KaTnyopio TV LoKPOKVKAIKMOY AUKTOVAOVY TOV OIIOLOVOVETOL
a6 ) Qopmeon tov Streptomyces hygroscopicus var. aureolacrimosus. Etvat dpactikn Kot tov
AKAPEDV, KOTE TOV TPOVOLPAOV KOl EVIAMK®OV VILOTOIGV KaOMG Kol TV Tpovopeov g Dirofilaria
immitis.

H dpaoctikdomra g wAPepvkivng oyetiletat pe tn dpdon g otovg vevpodoPipactéc tmv
acmovoviwv. H o&iun e pidepvkivig, 6mwg ot afepuektivec kot dAec WABepvkivee, av&dvetl
SmepaTOHTNTA TG UEUPPAVIG TOV VIUOTMOOMV KOL TV EVIOUMY MG TPOG TA LOVIQ YA®PIOV HECH TMV
SAOV 1OVTOV YA0PIoL TOV EAEYXOVTOL OO TO YAOLTAUVIKO 05D (Tov GyeTi{ovTal [IE TOVG LTOSOYELG
GABAA Kot YAUKiviG TV 6ToVOLA®TOV). AVTO 001YEL GE VTEPTOAWMGT] TNG VEVPOUVIKNG LEUPPAvNg
Ko yoAopr| TapdAvon Kot Bdvato Tov TopaciTov.
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H npalikovavtédn givorl Eva akvAlwpévo mopdywyo g mupalvoicokvorivng. H mpalikovavtéin
glval SpacTIKN EVAVTIO G€ KEGTMON Kot TPNHaTddn. Metafdiet T dwomepatdTnta TG LEUPPAvNG TOL
napacitov wg mpog 1o acBéotio (siopon Ca?’) ko amoppvOuilel T doun g, 0dNYdOVTAC 6E EKTOAMON
™G HEUPPAvVNG Kot oXe60V GTIYULOI0 GLGTOAN TOL HVIKOD GLGTAUATOG (TETAVIA), TOYD CYNUOTIGUO
KEVOTOT®MV GTN GLYKLTIOKY pepPpavn kot exakoAovdn arodounon avtrg (blebbing) pe amotéAeopo
TNV EVKOAOTEPT ATOUAKPVVOT) OO TN YUGTPEVTEPIKT 000 1) TOV BAVATO TOL TAPAGITOV.

4.3 @OoppoKoKIVTIKN

e yateg mov £xouv AdPetl tpoer, 1 TPAlKOVAVTEAY ETTVYYAVEL TIG LEYIOTEG GUYKEVTIPMGELS GTO
TAAo O VTOC 3 @pdV PLETE TNV 0O GTOUATOG YOPTYNON.
O ypovog nuicelag {ong g amoPoing eival mepinov 2 dpec.

Metd Vv amd GTOUATOG XOPYNOT O YATEG TOL £X0LV AAPeL Tpo@T|, 1| 0&iuN NG WAPepvKivg
EMTUYYAVEL TIG LEYIOTEG CUYKEVTIPMGELG GTO TAAGHO eVTOC 5 mpmv. O ypdvoc nuicetog Lmng g
amofoAng etvar mepimov 43 dpec (£ 21 dpeg).

5. OAPMAKEYTIKA XTOIXEIA

5.1 Kopieg aocvppatoTnTeg

Agv 1oy0et.

5.2 Awpkewa {ong

Augpxeta {ONG TOL KTNVINTPIKOV QAPUAKELTIKOD TPOIOVTOG COLG®VA LE TN GVCKEVAGia TOANoNG: 3
ém.

Avgpxera {ong TOV oDV SIoKIMV LETA TO TPAOTO AVOLYLLO TNE GTOLYELMIOVE CLCKEVAGING: 6 UNVEC.
5.3 Iowirepeg mpo@urdiers katd T @OLAEN TOV TPOIOVTOG

No eUAACCETAL GTIV 0PYIKT GVCKELOGIO, Y10, VO TPOGTOTEVETAL OTO TNV VYPUGIa.

To KINVIATPIKO POPUAKELTIKO 0VTO TPOTOV dev amartel Waitepeg cuvOnKeg Beppokpaciog yuo ™
@OAOEN TOV.

Noa puAdooovtor ta piod diokio og Beppokpacia pkpotepn Twv 25°C oy opytkn cLCKELAGIN
KOWEANC KoL VO, YPTCLULOTOIOVVTOL Y10 TV ETOUEVT] XOPNYNOT.

5.4 ®@von ka1 cHVOES TNG GTOLYELDOOVS CVOKEVUGIOG

2uoKeLaoiec KOYEANG Tov anotelovvral and @OALo OPA/AI/PVC 10 omoio €xetl vmootel poppomoinon
G€ Yuyp1 KOTAGTOOT Kol PUALO QAOLLVIOV.

Xaptvo kovuti pe 1 koyédn tov 2 dickiov.

Xaptvo kovuti pe 1 koyédn tov 4 dickiov.

Xdaptvo kovuti pe 12 koyéreg, kaOe koyéin mepiéyel 4 diokia (cuvolikd 48 diokia).

Mmopei va, unv KoKAo@opoHV OAEC 01 GLCKEVAGIES.

5.5 Edwég mpo@uiagers améppuyng evog pn ApNoIRomot0£vTog KTNVIATPIKOD QUPRIKEVTIKOV
TPOIOVTOG 1] GAA®V VAIKOV TTOV TPOEPYOVTUL UG T1) YP1)C1) TOL TPOIOGVTOS, OV VITAPYOVY

Ta eappaxo dev TPEMEL VO OTOPPITTOVTOL HESHD TOV AVUATOV 1] TOV OIKIOKOV ATOBANTOV.
AVT0 TO KTNVIATPIKO POPUAKEVTIKO TPOTOV OEV TPEMEL VO, EIGEPYETAL GTOV VOPOPOPO 0pilovta Ko

n o&iun g pidPepvkivng evoéyeton va givan emkivouvn yia toug tyelg Kot dAlovg vopofiovg
0PYOUVIGLLOVG.

6119



Xp1GILOTOMGTE TPOYPAUUATO, EXIGTPOPNS POPUAK®DV Y10 TIV OTOPPIYT| U1 XPTOLOTONOEVTOV
KINVIOTPIK®V QOPUUKEVTIKOV TPOIOVI®V 1 GAA®V VAIK®V oV TPoEpYovTal amd Tn (proT TOVS
GUUPMOVO, [LE TIG TOTIKEG ATOLTNOEL KOt LE TUXOV EBVIKA GLUGTILOTO GLAAOYNG TOV 1GYVOVY Y1 TA
GYETIKA KTNVITPIKE QAPUOKEVTIKA TPOTOVTOL.

6. ONOMA TOY KATOXO0Y THX AAEIAY KYKAO®OPIAX

KRKA, d.d., Novo mesto

7. APIOMOZ(OI) AAEIAX KYKAO®OPIAX
CY00729V

A.AK: 154700 /11-12-2019/K- 0239104

8. HMEPOMHNIA ITPQTHX ET'KPIXHX

Hpepounvia Ing éykpiong: 07/05/2019

Huepounvia 1ng éyxpiong EAAGoag: 11/12/2019

9. HMEPOMHNIA TEAEYTAIAYX ANAOEQPHXHX THX IIEPIAHYHE TQN
XAPAKTHPIZTIKOQN TOY MPOIONTOX

09/2024

10. TAZEINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTQN

Noa yopryeital LOvov e KTNVIOTPIKE GLVTAYTY].

Aentouepeic TANPOQOPIES Y10 TO €V AOY® KTNVIATPIKO QUPLOKEVTIKO Tpoiov givol dabéoiueg otn Bdon
dedopévov g EE yuo to ktnviatpikd mpoidvta (https://medicines.health.europa.eu/veterinary).
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ITAPAPTHMA I1I

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. ENIXHMANXZH
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MMAHPO®OPIEX [IOY IPEIMEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYZKEYAXIA
{KOYTI}

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITIPOIONTOX

Mektix CHEWABLE 16 mg/40 mg emucaAvppéva pe Aentd vpévio diokia

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

Kabe diokio mepiéyet: 16 mg milbemycin oxime kot 40 mg praziquantel.

3. YYXKEYAXIA

2 dokio
4 dokio
48 dokio

| 4. EIAOX(H) ZQOY(QN)

I'dteg (mov Quyilovv tovddyiotov 2 kg)

7

| 5.  ENAEIZEIZ

AvOeApvOco gupéoc EAcHATOG Pe PEATIOTIKO YEOONG

6. OAOI XOPHI'HXHX

Amo6 otopaTOC YpNO.

Aocoloyia:
2oORoTIKO Bapog Awokia
2—4kg Y, diokio
>4 —-8kg 1 dwokio
>8—12kg 1 diokia

| 7. XPONOI ANAMONHX

‘ 8. HMEPOMHNIA AHEZHX

Exp. {uw/eeee}

Audpxera {oNg TOV WoOV SIOKIMV HETA TO TPMOTO AVOLYLO TNE GTOLYELMIOVE CLGKEVAGING: 6 UNVEC.
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9. EIAIKEX XYNOHKEX ATATHPHXHX

No euAACCETAL GTIV 0PYIKT GUCKELOGIO, Y10 VO TPOGTOTEVETOL OO TNV VYPUGIa.
Na @uAdccovtor ta picd diokio og Oegppokpacio pikpdtepn tov 25°C oy opyIlKi CLCKEVAGIN
KOWEANC KoL VO YPTCLLOTOIOVVTOL Y10 TIV EXOUEVT] XOPNYNOT.

‘ 10. OI AEZEIX «<AIABAXTE TO ®YAAO OAHI'TQN XPHXHX ITPIN AIIO TH XPHXH»

Awpdote 10 PUALO 0INYIDOV XPROTG TPV O TN XPTION.

‘ 11. OI AEZEIX «AIIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIGTIKA Y10 KTNVIOTPIKNY YPNoM.

12. OI AEEZEIX «NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
IHNPOXEITIZOYN TA ITAIAIA»

Na purdooetal og Béon, v onoia dev PAETOLY Kot dev Tpooeyyilovv ta mandid.

13. ONOMA TOY KATOXOY THX AAEIAYX KYKAO®OPIAX

KRKA

14. APIOMOI AAETAY KYKAO®OPIAX

CY00729V
A.AK: 154700 /11-12-2019/K- 0239104

| 15. APIOMOZX MAPTIAAY

Lot {ap1Buoc}
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EAAXIXTEYX ENAEIZEIX TIOY IIPEIIEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

{KYYEAH}

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Mektix CHEWABLE

7

‘ 2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

16 mg/40 mg
Milbemycin oxime/Praziquantel

| 3.  APIOMOX ITAPTIAAY

Lot {ap1Buog}

‘ 4. HMEPOMHNIA AHEZHX

Exp. {nweeee}

KRKA
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B. P’YAAO OAHI'TQN XPHXHX
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OYAAO OAHI'IQN XPHXHX

1. Ovopooio TOv KTNVITPLKOD QOPUUKEVTIKOD TPOIOVTOG

Mektix CHEWABLE 16 mg/40 mg emucalvppéva pe Aemtd vpévio diokia yia yateg mov {uyilouv
TovAdyotov 2 kg

2. Xovleon

Kabe emkaioppévo pe Aemtd vpuévio diokio mepiéyet:

APUGTIKG GUGTOTIKA:

Milbemycin oxime 16 mg
Praziquantel 40 mg
"Exdoya:

Titanium dioxide (E171): 0,21 mg
Iron Oxide, yellow (E172): 0,03 mg
Iron Oxide, red (E172): 0,12 mg
Iron Oxide, black (E172): 0,05 mg

XphUaTog KOQE, MOEDN, OUPIKLPTO ETIKOAVUIEVO UE AETTO VUEVIO O10KIia [IE EYKOTN 0TN Uio TAELPA.
Ta diokio pwopovv va dloymploTovy 6e dVo ica Pép.
3. Eion {oov

I'dteg (mov Quyilovv tovddyiotov 2 kg).

7

4. OepomevTiKég Evosielg

Ogpameio TOV LIKTOV TOPUCITOCEMV amd AmMPES KOl EVIMKES LOPPES TAVIOV KOl 0oKopidmV and ta
axolovba 10m:

- Touvieg:

Dipylidium caninum

Taenia spp.

Echinococcus multilocularis

- Aokapidec:

Ancylostoma tubaeforme

Toxocara cati

[pdinyn g dipopirapinong (Dirofilaria immitis) epdGov VIOdeIKVVETOL 1 TOLTOYPOVN Bepameia
EVAVTLOL GTIG TOVIEC.

5. Avtevoeigeag

Na unv ypnowponoteital o€ yateg wov Luyilovv Arydtepo amo 2 kg.
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Na punv ypnotponoleital oe mepinTmon vrepeLUGONGiag GTO dPACTIKE CLGTATIKA 1 GE KATO10 £KO0YO.

6. Ewwkéc mpogridomounoeis

E1dikéc mpoedonom)oels:
Yuvietdton OAa to (oo mov {ovv oty idta otkia vo Aapfdvovy Bepameia TavTdYpOVA.

IIpokelpévon yia ToV amoTeEAEGLOTIKO EAEYYO TMV TAPACITOGEWDY, TPENEL VO, AAUPAvOVTaL VTTOYN OL
TOTIKES EMONUOAOYIKES TANPOPOPIES (TANPOPOpPiEg GYETIKA e TNV TAPOLGin TAPAUGITMOV Kot TNV
gvaoOnoia tovg og e101KEC Bepameiec amonapacitwong) Kal ot cuvinkes daPimwong g yaTas, Ko
ocvviotdrtol va {nteitar  yvoun €101Ko0 (7.y. KINVIATPoL).

Orav voiotatol porlvven ond tawvia D. caninum, npénel va eEeTAlETOL TO EVOEXOUEVO TOVTOYPOVIG
Oepamneiog evavtio g evOIAUESOVG EEVIGTES, OTMS YOALOLG KOl WEIPES, TPOKELUEVOD VO 0TopeLYDel
gmovaudivvon.

AVTOYN TOV TOPACITOV G KATOL0 GLUYKEKPIUEVT] KaTnyopia ovOEAUVOIKOV (papuoka SpmdVTa EVAVTIO
0€ OKMOANKEG) UTOPEL VO EUPOVIOTEL LETA OO GLYVT|, ETOVAAAUPOVOLEVT XPNOT EVOC avOEAVOLKOD

g KaTnyopiog avTng.

ISwnitepec TpoLAGEELS Y10 TNV oo yprion ota £idn (hwv:

Agv &govv mpaypotonom el peréteg oe coPoapd eEacbevnuéveg ydteg 1 {da pe coPapég dratopayés
g VEPPIKNG N NTOTIKNG Aettovpyiag. To KTNviATpKO GOpUAKELTIKO TPOTOV dEV GLVIGTATOL YiaL YPT|oN
o€ tétola {da eKTOS AV AT YIVETAL GOUPMOVE, [LE TNV EKTIUNOT TOV 0QELOLC/KIVOUVOL antd TOV
vrevduvo KTnvioTpo.

BePawmOeite 611 o1 yateg Ko To yardxio mov {uyiCouv peta&d 0,5 kg ko <2 kg Aaupdavouvv v
KaTAAANAN TEplekTIKOTNTO, O1okiov (4 mg milbemycin oxime/10 mg praziquantel) kot TV KOTGAANAN
doon (1/2 7 1 dokio) yia to avticTtoryo evpog Bapovg (1/2 dokio ya yateg mov Quyilovv 0,5 éwg 1 kg,
1 d1okio yuo yateg mov Luyilovv > 1 émg 2 kg).

Kabng ta diokia eival apoUaTIoHEVE, TPETEL VO PUAACCOVTOL GE AGPAAES HEPOG LOKPLA OO Ta. (DA

[Swiitepeg Tpo@LAAEELS TOL TTpénet vo Aapfdvovtar amd To Topo Tov YopNYEL TO KITNVINTPIKO
QOPUOKEVTIKO TTPOidV oe LMo

H xoatd AdBog kotdmoon diokiov amd moudi propet va givor empPrafnc. Ipoxepévov va amopevydei
TPOCPOCT TV TOSIDV GTO KTNVIATPIKO PUPLOKEVTIKO TPOIOV, T SIoKI0 TPETEL VOL YOPTYOVVTOL KOL VOl
QLAACCOVTOL LOKPLE o TO TOdLA.

Tufuota dloKimv TPETEL VO, EXLGTPEPOVTOL GTNV AVOIKTH ONKN TNG KLWEANC KOl VO ECOKAEIOVTOL GTO
e€mTEPIKO KOVTI.

Y mepinton mov Kot Aabog vadpéel katdmoon evog 1 TePlocdTEP®V doKi®V, Vo ovalNTNCETE
apECHS TPk PonBeta kot va emdeiEete GTOV 10TPO TO ECAOKAEIGTO PVALO 0ONYIDV YPNCEMG 1 TNV
ETIKETA TOV POPLOKEVTIKOV TPOIOVTOC.

[TAvvete ta gépro petd ) ypnon.

Idwaitepec TPOQULAGEELC Y10 TNV TPOSTAGIO TOL TEPPAAAOVTOC:
BA\. emiong, mapdypapo 12.

Aldeg TpouAdEels:

H eywokokkioon anotekei kivovvo yia toug avBpomovs. Kabbg n exyvokokkioon amotelel voonua
VIOYPEMTIKNG dSNAmong 610 Aebvéc I'pageio Emlwotidv (OIE-ITaykdouiog Opyaviopuog yio tny
Yyeia tov Zowv), e101KEC KatevBuvTnpleg Ypoupés oyetikd e tn Oepameia, tnv mopakoiovdnon g
VOGOV KOl TV TPOGTAGI0 TOV avOpOT®V TPENEL Vo, AaUPAvoVToL 0o TIC OYETIKES UPUOSIES apPYES (TT.Y.
€101K0DG N VOTLTOVTO, TOPAGITOAOYING).

Eyxvpocvvn kot yodovyio:
Mropei va, ypnoiporon el katd tn S1dpKELD TG EYKLUOGVVIG KOl TNE YOAOVYIG.
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Tovwom o
Mmropei va ypnoiponomn el 6 YaTeg avamopoy®ync.

AlMnAenidpaon pe GAAL QOPLOKEVTIKA TPOTIOVTA Kol AALES HOPPES aAAAeTidpaonc:

Agv mopatnpnnioy aAANAemdpdoeis 6Ty xopnynOnKe 1 cuVIGTOUEVT] dO0T| TNG LOKPOKVKAKNG
AOKTOVNG, GEAOUEKTIVN, KOTA TN dtdpkela TG Bepamneiog pe Tov cuvovacud o&iung g wAPepvkivng
Kol TPALIKOVOVTEANG GTN CLVIGTAOUEVT dOGN. AdY® EALEWYTG TTEPOITEP® LEAETMV, TPETEL VOl dIdETUL
TPOCOYN OE MEPIMTMOOT TAVTOYPOVIG XPNONG TOV KTIVIOTPIKOV POPUAKEVTIKOD TPOIOVTOG KOl GAA®V
HOKPOKVKAIK®V AakTovav. Emiong, 6ev éxovv tpaypatonombei tétoteg peréteg pe {oa
OVOTOP LY YTG.

Yrepdocoroyia:

Xe mepInTOOoT VTEPSOGOAOYING, TEPAV T®V GUUTTOUATOV TOL TOPATNPOVVTOL GTI) GUVIGTMUEVT 0OGN
(BA. «AvemBounta coppavror), propel va mapatnpndei akovoia por giEhov omd to otope. To
CUOUTTOW CVTO B0 LTOY®PNGEL CLVNOMG AVTOUATA EVTOG UIOG NUEPUC.

7. AvemOopuntao copfavra

Iarec:

TTolb omévio: Toompuatikég dwrapoyés (1. Mibapyog)*

(<1 Lo / 10.000 vr6 Beparmsio (oo, Nevpokoy}Kég Stawpa),(ég (7:.)’(. mo«f,iozz rpéuog’uuobv):
COMTEPELBOVOLEVDY TV Atarlapaxsg ™G MEMTIKNG (,)801) (.. Srappora, Epeom)
HELOVOLEVOY avaQOpdV): Avtidpaom vrepevacinciog

*10lwg o€ veapéc yarteg

H avagopd avemBountov coppdviov etvar onpoavtikny. Emitpénet tn cuveyn mopakorlovOnon g
AGPAAELNG EVOG KTIVIOTPIKOD POPUAKEVTIKOD TPoidvTog. Edv mopatnpioete omoladnmote
avemOOUN TN EVEPYELD, QKOO KOL OV OEV OVOPEPETAL GTO ECMKAEITTO POAAO 0O YOV ¥PHoNS M
OUPIPAALETE Y10, TNV OTOTEAEGLOTIKOTITO TOV POPUAKOL, TOPAKAUAEIGHE VO EMKOIVOVIOETE,
KaTopydc, Le ToV KTnviatpd coc. Mropeite emiong va avagépete omoladnTote avemfounto coupavra
GTOV KOTOYO TNG ASEWNG KUKAOQOPING 1 GTOV TOTIKO QVTITPOGMITO TOV KATOYOL TNG AOEWNG
KUKAOQOPIOG YPNCILOTOUDVTAG TO GTOLXEID EXKOVOVING GTO TEAOG LTOV TOV PLAAOL 0ONYIDV
XPNONG, N LECH® TOL EBVIKOL GOC GLGTILATOG OVAPOPUG:

Ktmviatpikéc Yanpeoieg

1417, Agvkwocia, Kompog

http://www.moa.gov.cy/moa/vs/vs.nsf

E)\LGOa

EfBvikog Opyaviopog @apuakmv
Meocoyeimv 284

GR-15562 Xohapyodc, Adnva

TnA: +30 21 32040213

e-mail: vetpharmacovigilance@eof.gr
Iotétomog: http://www.eof.gr

8. Aocoloyia yio ka0 100G, TPOTOS KL 0001 YOP1YNONG

Amod otopaTOC YpNO.
o va dweceaiiotel 1 oot docoroyia, T0 couatikd Papog Oa mpénel va TpocdiopileTor 660 1O
duvatov akpiéctepa.
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http://www.eof.gr/

ELdyiotn cvvietopevn avaroyio d6ong: 2 mg o&iung g APepokivng kot S mg mpaltkovaviéAng ava
kg yopnyovvtal and otépATOG G EPATOE dOCT.
Avaloya pe 10 coOpoTIKO Bdpog TS YATOC, 1| TPOKTIKY d0G0A0YIN £XEL MG AKOAOVOMC:

Emxoioppéva pe Aenté vpévio

Zopatucé fapog ooKia Yo ydteg

2-4kg Y4 diokio
neP1ocoTEPO 0md 4 — 8 kg 1 d1okio
neprocdtepo omd 8 — 12 kg 1%5 diokia

9. Odnyieg 1o ™) c®GTI) YopRyNon

To KTNVIATPIKO PAPUAKEVTIKO TPOTOV TTPEMEL va. yopnyeitan poli pe | PeT T ANy KPS TOGOTNTOG
tpoonc. Kat’ avtov tov 1pémo dtacporiletar 1 BEATIOT TpocTaGio EVAVTIO 0T d1poPIAapimoT.

To kviaTpkd PapuakeLTIKO TPOTdV pmopel va elcaydel oe Eva mpdypappa TpoAnmTikng Bepameiog
KATd TNG SPOPIACPI®CNG EPOGOV VTTOJEIKVVETAL 1] TowTdYpOVY Bepameia katd TV Tavidv. o v
TPOANYT KOTA TNG SIPOPIAAPIMGONG: TO KTNVINTPIKO QOPUOKEVTIKO TPOidV TPOoKaAEl TOV BAvato TV
TPOVOUE®V TG Dirofilaria immitis £0¢ Kot Eva pva PHETA T HETAGOCT TOVG Ao T KovvovTio. [
TNV TOKTIKT TPOANYT TNG SPOPIANPIOOTG TPOTILATAL 1) XPYOT) TPOTOVTOC TOV TEPIEYEL Uit LOVO
dpacTtiKn ovoia.

10. Xpdvor avapoviig

Agv 1oy0et.

11. Ewwkég ovvOnkeg dratipnong
Na eurdooetal o€ 0éom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TaldLd

Na puAICCETAL TNV OPYIKT] GUCKELOGIN Y10 VO TPOGTATEVETAL A0 TV VYPOCicL.

To KMVIKTPIKO QUPUOKEVTIKO 0vTd TTPoidv dgv amortel Waitepec cuvOnkeg Oeppokpaciog yio
@OA0EN TOV.

Na @uAdccovtol ta puicd dlokio og Oegppokpacio pikpdtepn tov 25°C oy apyIlKi CLCKEVAGIN
KOWEANG KoL VoL YPTCLULOTOI0VVTOL Y10 TV EXOUEVT] XOP1YNON.

Noa un xpNoUOTOLEITOL AV TO TO KTNVIATPIKO QOPUUKEVTIKO TPOiOV LETA 0t TNV Nuepopunvia ANEnG mov
avaypaeetal otny KoyéAn petd to Exp. H nuepounvia Anéemg cvunintel pe v tedevtaio nuépa Tov

GUYKEKPLUEVOL U VaL.

Augpkela {ong TOV oGV SIoKIOV HETA TO TPAOTO AVOLYLLO TNG OTOLEIDMOOVS GLOKEVOGING: 6 UVEC.

12. Ewwkég mpo@urdiers amoppryng
Ta eapuaxo dev TPENEL VAL OTOPPITTOVTOL HECH TV AVUATOV 1) TOV OIKIUKOV OTOPANTOV.
AVT0 TO KTNVITPIKO POPUOKEVTIKO TPOTOV OEV TPETEL VO, EIGEPYETAL GTOV VOPOPOPO opilovta KabdC

N o&iun g wilPepvkivig evoéyeton va givar emkivouvn yia toug tyBeig kot dAAovg vOpoORLovg
0PYOUVIGLLOVG.
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XpNOLOTOINOTE TPOYPAULOTO ETICTPOPNC PAPUAKOV Y10, TV ATOPPIYN U1 XPNCILOTOMOEVTOV
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1| GAA®V VAIK®V OV TPOEPYOVTAL OO TN (PO TOVG
GUUPOVE, LLE TIG TOTIKEG ATOITNOEL KOl LE TUYOV 1oY1bovVTa 0VIKA GLCTANATO GLAAOYTC.

Ta pé€Tpa 0VTE 0TOGKOTOVY GTIV TPOCTOGIK TOV TEPPAALOVTOG.

Zuppovievbeite Tov kNvViaTpd 60OG 1 TOV POPUOKOTOLO GOG YO TOV TPOTO ATOPPIYNG TOV
YPTOILOTONOEVTOV QUPUAK®V.

13. Ta&vépnon TOV KTNVIOTPIKOV QUPRIKEVTIKOV TPOTOVTMV

Noa yopnyeitor pévov pe KTNviaTpikn GuvToy.

14. Ap1OBpoi Gdg105 KUKAOQPOPILOS KOl GVGKEVUGIEG

Ap1Buog adetog kukiopopiog oty EAAGSa: 154700/11-12-2019/K-0239104
Ap1Bpog ddetog kukiopopiag oty Kompo: CY00729V

Xdaptvo kovuti pe 1 koywédn tov 2 diokimv.
Xdaptvo kovuti pe 1 koywédn tov 4 diokiwmv.

Xaptvo kovuti pe 12 koyéreg, kaOe kuyéAn mepiéyetl 4 diokia (cuvolikd 48 diokia).

Mmopei va unv Kokho@opohv OAEG Ol GLOKEVAGIEG.

15. Hpepopnvia terevtaiog avadedpnong 10v GUALOV 00N VLAV YPNONS

02/2026

Aentouepeic TANPOPOPIES Y10 TO €V AOY® KTNVIATPIKO QUPLOKEVTIKO TPoioy gival dabéaiueg ot
Baon dedopévav g EE ya ta ktnviatpikd tpoidvta (https://medicines.health.europa.eu/veterinary).
16. Xtoyyeio emkowvaviag

Kdaroyoc tne ddsroc kukhopopioc
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, XAofevia

[MopookevacTHc LITEVOBVVOC Y1 TV aTEALLOEPMON TOV TOPTIOWV:

KRKA, d.d., Novo mesto, Smarjeéka cesta 6, 8501 Novo mesto, ZAoPevia
KRKA-FARMA d.o.o., V. Holjevca 20/E, Jastrebarsko, 10450, Kpoartia
TAD Pharma GmbH, Heinz-Lohmann-Stralie 5, 27472 Cuxhaven, ['eppavia

Tomikoi oavTITpOGMTOL KOl GTOYEID, EMKOVMVIOE Y10l TNV 0VOPOPA THOVOAOYOVUEV®VY OVETIOD UNTOV
EVEPYELDV:

AATTAOAPM A.E.

Kopaoin & Anuntpiov 33, AvkdBpvon 14123, Attikn-EAlada

+30 214 6878580

IMa omoladnmote TAnpo@opio GYETIKA LUE TO TOPOV KTNVINTPIKO POPUAKEVTIKO TPOIOV, TapuKoAEicOE
va omevfuvOeite GTOV TOTIKO AVTITPOGOTO TOV KATOYOL TNG AOEING KUKAOPOPING.

17. Alheg mAnpo@opisg
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