IHAPAPTHMA 1

HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Milprazon 16 mg/40 mg emkoivupéva pe Aemtd vuévio dtokio yio yateg mov Luyilovv Tovddyiotov 2
kg

2. IMOIOTIKH KAI ITIOXOTIKH YYNOGEXH

Kdabe emkaivppévo pe Aemtd vpévio diokio mepiéyet:

ApPUoSTIKE GVGTOTIKA:

Milbemycin oxime 16 mg
Praziquantel 40 mg
"Exdoya:

HoocoTikn 6vvOeon av o1 TApoPopicg avTEGg
€ival oNUOVTIKES Y10 TN 6MGTI JOPNY 0T TOV
KTNVWWTPLKOV QUPLUKEVTIKOD TPOTOVTOG

Iowotiki] 60vVOEGT EKOOYMV KOl GAL®V
GUOTOUTIK®OV

Tvpnvag:

Cellulose, microcrystalline

Lactose monohydrate

Povidone

Croscarmellose sodium

Silica, colloidal anhydrous

Magnesium stearate

Emixéioyn:

Hypromellose

Talc

Propylene glycol

Titanium dioxide (E171) 0,51 mg

Meat Flavour

Yeast powder

Iron Oxide, red (E172) 0,20 mg

Koapekdkkivo, mogldn, opeikupto eTuoAvppéve. e Aemtd vEVIo Siokia e EYKOTN oTn pic TAELPA.
Ta diokia pmwopovv va dwapebodv e 600 ioa pép.

3. KAINIKEX ITIAHPO®OPIEXZ

3.1 Eiom {oov

I'ateg (mov Quyilovv tovAdyiotov 2 kg).

3.2  OgpamevTiKEG EVOEiEELS Yo KAOE gid0g LoV



Ogpameio TOV UKTOV TOPUCITOCENDV AT AP KoL EVAAIKO KEGTMOT KoL VIILATMOT ard T, akOAov0a
gion:

- Keotmon:

Dipylidium caninum

Taenia spp.

Echinococcus multilocularis

- Nnuatoon:
Ancylostoma tubaeforme
Toxocara cati

IIpoAnym g dpoerapinong (Dirofilaria immitis) eav evdeikvotor | tavtdypovn Bepaneio evavtia
OTO KEGTMOON.

3.3  Avrevositag

No unv ypnowonotgitat og yéreg mov {uyilovv Atydtepo amd 2 Kg.

Na pnv ypnowponoteital o€ mepintmon vaepevolcHnciog ota SPACTIKE GLOTATIKA 1) G€ KAmoto(a)
£xdoyo(a).

3.4 Edwkég mpogridomonjoelg

Yuvietdtor OAa to (oo Tov {ovy oty idta otkia va Aapfdavovy Bepameia TavTdYpOVA.
[pokeyévov va avartuybel £va anoTeAesuaTIKO TPOYPOULLO AVTITOPAGITIKOD EAEYYOL TPETEL VO
Ao pBévovtar vTOYN 01 TOTIKEG EMONUIOAOYIKEC TATPOPOPIEG Kal 0 Kivouvog EkBeomg tng ydrtag, Kot
ocuviotdrol va {nteitot 1 yvoun €101Koo.

Ortav veiotatar péivven and D. caninum, mpénel va eEgtdleTon 10 EVOEXOUEVO TAVTOYPOVIG
Oepameiog evavtio o€ evOlAUESOVG EEVIGTEC, OTTMC YOALOVG KOl WEIPES, TPOKELEVOD VO 0mo@eLyDel

gnovapoivvor).

AVToYN TOV TOPACITOV 08 KATOL0 GLYKEKPLUEVT KaTyopio ovOEAUVOIKDY umopel va epeavioTtel petd
amo GLYVT, EMOVaAGUPOVOUEVT XpNoT EVOC avOEAVOIKOD TG Kotyopiag avTig.

3.5 Idwirepeg mpouracers kata T ypion

Idwaitepec mpo@LAGEELC Yo THY oA YpNon ota gion Ldwv:

Agv &povv mpayportonomel perétec oe coPfapd e€acbevnuévec yateg 1 {do pe cofopd exnpeacuévn
veppKn | nratikn Asttovpyia. To kTnviatpikd oppakevTikd TPoidv dev cuviaTdTal yio T€Told {da 1
GUVIGTATOL LOVO GOLPMOVO, LLE TNV EKTIUNGOT TOL 0PEAOVE/KIVOUVOL Otd ToV VITELOVVO KTNViKTpO.
Befoiwbeite 611 01 yateg ko ta yardkio mov {uyilovv petadd 0,5 kg xa <2 kg Aappdvovv v
KOTAAMANAN Tepiextikdma diokiov (4 mg milbemycin oxime/10 mg praziquantel) kot TNV KaTAAANAN
doon (1/2 7 1 diokio) yia to avtioToryo evpog Papovg (1/2 dickio yua yateg wov Cuyilovv 0,5 émg 1 kg,
1 dwokio yia yatec mov Quyilouv >1 émg 2 kg).

Kabng ta diokia eivol ap@UaTIoHEVE, TPETEL VO PLAACCOVTOL GE AGPAAES HEPOG LOKPLA OO Ta. (DO

Idwaitepeg Tpo@LAGEELS TOV TTPETmeL vo AauBdvovol amd To GTOLO TOV YOPNYEL TO KINVIOTPKO
QOPULOKEVTIKO TTPOoidV oe (Mol

Atopa pe yvootn vrepevaictnoia 6To dpaoTIKH CLGTATIKA 1] 6T £KO0YN TPETEL VAL ATOPEVYOLV TNV
EMOPT] LLE TO KINVIOTPIKO POPUOKEVTIKO TPOIOV.



Xe mepinton mov katd AdBog vrdpéel Katdmoon Tmv diokiov, 10img amd modl, va avalntioste
apECHG TPk Pondeta kot vo emdei&ete GTOV 10TPO TO ECAOKAEIGTO PVALO OONYIDV YPNCEMG 1 TNV
ETIKETA TOV POPLLOKEVTIKOD TPOIOVTOC.

[TAévete ta yépro petd tn ypfom.

Ta dyyotounpéva diokio TPEMEL VoL EMGTPEPOVTAL TNV AVOLKTH O1KN TNG KLWEANG Kol VoL
€00KAEIOVTOL 0TO £EMTEPIKO KOVTI

[dwaitepeg TPOQLAGEELS Y10 TV TPOCTAGIC TOV TEPIBAALOVTOC:

Agv 1oy0eL.

Allec TpouAdEelc:

H gywokokkioomn anotekei kKivouvo yia toug avBpomove. Kabog n exivokokkioon amotelel voonua
VIOYPEMTIKNG dNAmong otov TTaykoouo Opyoviepd yo v Yyeia tov Zoov (WOAH), eidikég
KaTELOVVTNPLEC YPAUUEG OYETIKG e TN Depoameia, TNV TapaKoAovONon TG VOGOV Kol TV TPOCTaGio
TV avOpoOTeV TPENEL Vo AAUPEvVOVTOL Ao TIG OXETIKEG APUOSIES APYES.

3.6  AvemOdunra cvppavra

Iarec:
IToAd omdvia Avtidpaomn vrepevaicneiog,
(<1 {do / 10.000 v1o6 Bepameia SvoTUHoTIKEG dtatapayés (T.y. AnBapyog)*,
{da, copmeprhappovorévey Tov Nevporoykég dratapayés (T.y. TPOLOG pudv Ko atasio)®,
UELOVOUEVOV OVOPOPDOV): Tootpeviepikéc dratapoyic (m.y. fueon Ko diappoia)*.

*1dlwg o€ veapéc yarec.

H avagopd avemBountov coppdviov etvar onpoavtikny. Emitpénet tn cuveyn mopoakorlovonon g
AGPAAELNG EVOG KTNVIOTPIKOD POPUAKEVTIKOD TTPOidvTog. Ol avapopEg TPEMEL VO, ATOGTEAAOVTOL, KOTE,
TPOTIUNOT HECH KTNVIATPOV, EITE GTOV KATOYO TNG AOELNG KUKAOQOPIOG 1) GTOV TOTIKO QVTITPOGMTO
Tov gite oV €Bvikn apudd apyn LEC® TOL EBVIKOD GLOTHNATOG AvVaPOPUS. AvatpéEte oTo PUAAO
001 YLDV YPNONG YO TO, OVTIGTOLY O GTOLXEID ETIKOVOVINGS.

3.7  Xpnfon Katd TV KONG1, TN Yorovyia 1] TNV ®OTOKI

Kbnon kot yorovyio:

Mmnopei va ypnoiponom el katd tn S1dpKea TnG KOMONG Kot TG YOAOLYiog.

Tovipdtnro:

Mropei va ypnoiponomdel e (da avamopoywyne.

3.8  AlMmiemiopacn pe GAho QUPUOKEVTIKA TPOTOVTH KUl GALES HOPQYES dAMNAETIOpaONG

Agv mopatnpninikoy aAANAETIOPACEIS OTOV YOpPMNYNONKE 1| GUVIGTOUEVT] SOOT] TNG LOKPOKVKAKNG
AOKTOVIG, GEAQUEKTIVT], KaTd TN dtdpkela TG Oepaneiog e Tov ouvOLAGHO 0EIIKNG IABEpLKIVIG Kot
TPl IKOVOVTEANC GTN CLUVIGTAOUEVT dOOM.

IMoapdtt dev cuvioTaTaL, 1| TOVTOYPOVT YPNON OEYIKNG WABEpLKIVIG Kol TPAlIKOLOVTEANG L ETTYLUA.
7oV TEPLEYEL LOELOEKTIV KOl LLOOKAOTIPION OTIC GUVIGTMUEVEG UVAAOYIEC OGEMV PETH ad EQATAE
EQUPUOYN NTOV KOAA aveKTY| o€ pia epyactnplakn peAétn o 10 yatdkia.

H aopddeia kot 1 amoTEAEGUATIKOTTA TG TAVTOYXPOVIG ¥PIoNG dev Exovv diepevvnOel og pehéteg
nediov.



Abdy® ENAeyNG TEPALTEP® LEAETDV, TPETEL VOL SIOETAL TPOGOYN OE TEPITTMOT TAVTOHYPOVS XPNONGS
TOV KTNVIOTPIKOD POPUOKEDTIKOD TPOTOVTOG KOl GAA®V LOKPOKVKAIK®OV AakTovav. Emiong, dev éxouv
Tpaypotomoin el tétoleg PeAETeC Pe (MO Avamapoy®yng.

3.9  Odoi yopiynong ko 6060r0Yid

Amd o1épaTOG XPTION.
I'a ) dwusedion g opbig docoroyiag, To copatkd Bapog mpénet vo tpocdiopiletar e 660 T0
dvvotdv peyarvtepn akpipeta.

EXdyiom cvvictodpevn avoroyio d6ong: 2 mg oyukng wABepvkivng kot 5 mg tpaltkovavtéing ava
kg yopnyodvral 06 otouatoc ¢ £pdma 60om. To KTNVINTPIKO POPUOKEVTIKO TPOiOV TPEMEL VA,
yopnyetton poli pe v petd t Aqym pikpng mocdtnag tpoenc. Kat’ avtdv tov 1pdmo dtucporiletar n
BéArtiotn mpootacio evavtia oTn dpoPlapiwon.

Avdloya pe o copotikd Bépog g YaTog, 1 TpAKTIKY d0coroyin £yl G akoAoVOMC:

Emkoioppéva pe Aewto

Zopatié fapog VUEVIO OLoKia Y10 YATES

2—-4kg 5 diokio
>4 — 8 kg 1 dokio
>8-12 kg 14 diokia

To kviaTpkd PopuakeLTIKO TPOToV pmopel va eloayBel oe Eva mpdypappa TpoAnmtikng Bepameiog
KaTd TNG dPOoPIAaPimoNG GV TaVTOYpOoVa evogikvuTal Bepaneia Katd tov Tavidv. [a v TpoAnym
NG OPOPIANPIOOTNG: TO KTNVINTPIKO QUPUOKEVTIKO TPOidV TPOKAAEL TOV BGVATO TMV TPOVOLPHOY TOV
Dirofilaria immitis £wg kot éva pva petd ™ pHeTddoot Tovg omd Ta. KovvoLmia. I TV TAKTIKN

TPOANYT TNG SPOPIANPIOOTG TPOTILATOL ] XPHOT| TPOIOVTOC TOV TEPIEYEL Uit LOVO dPUCTIKT OVGIa.

3.10 Xvprrdpote VTEPSOGOLOYING (KUl KATA TEPITTOO, HETPA OVTIUETOTIONS KOL AVTIO0TA)
Y& mepinToT VTEPSOGOAOYING, TEPAV TMV GUUTTOUATOV TOL TOPATNPOVVTUL GTI] GUVIGTMUEVT 0OGN
(BA. 3.6), umopet va, mapotnpn et akovolo por 1AL amd to otoua. To chuntopa avtd Ha
VIOYOPNGEL GLVNOWS CVLTOLOTA EVTOG Mg NUEPTC.

3.11 Eidwkoi mepropiopoli yp1)ong Kot £101KEG 6uvONKeS yprions, coprepriopfavopévev
TEPLOPLOUAV GTI| YP1IOT] AVTIUIKPOPLOKAV KUl AVTITOPUCLTIKAOV KTIVIITPIKAV QUPUIKEVTIKAV
TPOIOVTOV TPOKEIUEVOV VU TEPLOPLOTEL 0 KivOLVeg avamTuéng avtoyng

Agv 1oyVeL.

3.12 Xpovor avapovig

Agv 1oy0eL.

4. DOAPMAKOAOI'IKEYX IAHPO®OPIEX

41 Koodwkog ATCvet: QP54AB51

4.2 @®appuoKodLVOUIKY

H o&uyuxn pdBepvkivn avikel oty Katnyopio ToV LOKPOKVKAK®OV AONKTOV®OV TOV OTOUOVAOVETOL od
™ {dumon tov Streptomyces hygroscopicus var. aureolacrimosus. Eivoal dpaotiki katé Tov oKapemy,

K0T TOV TPOVOUPOV Kot EVIAMK®V VIILOT®O®OV KabmG kot Katd Tmv Tpovopemy tov Dirofilaria
immitis.



H époaotikotra ¢ priPepokivng oxetileton e ) dpdon g ot vevpodofifacn Tov actdvovimy.
H o&uyukn pidPepvkivn, 6mwg ot afeppextive kot dAhes tuAPepvkivec, avéavet t damepatdTnTa g
HEUPPAVIC TOV VNUOTOIDV KOl TV EVIOU®MY MG TPOS T 1OVTO YAWDPIOL HECH TV SIOAWDY 1OVI®OV
yAopiov OV EAEYYOVTOL OO TO YAOLTAIVIKO 0&D (ov oyeTilovtan e Tovug vodoyeic GABAA kot
YAvkivng ota omovovAwTtd). Avtd 00NYEl G€ LIEPTOA®GT TNG VELPOUVIKNG LEUPPAVNG Kot aAapn)
mapdAvon kat Bévato Tov Tapacitov.

H mpalucovavtédn eivon éva axviiopévo tapdymyo g tupalivoicokivorivng. H mpalucovavtéin
glvar SpaoTikn evavtia 6€ KEGTMON Kot Tpnpatddn. Metafdiiet tn dwomepatodtnta TG LepPpavns Tov
TapOciTov ®g TPog To acPéotio (e1opon Ca?t) mpokaddvag amoppOUIOT TOV HEUPPOVIKOY SoudY,
001 YOVTOG O EKTOAMGT] TNG LEUPPAVNG Kot oYEOOV GTIYULOI0 GUGTOAN TOV HVTKOD GLUGTILOTOC
(teTavia), Toyelo KEVOTOTI®MGN TOL CLYKLTIAKOV TEPIPANLLATOG Kol ETakOA0VON anocvuvieon Tov
mepPAnpatog (dnuovpyio PLGUAIS®V), LE UMOTELEGA TV EVKOAOTEPT) ATOPOAT OO T

YOO TPEVTEPIKN 000 1) TOV BAvVOTO TOV TOPAGiTOL.

4.3 DoppoKoKIvTIK

X yareg mov Ppiokovtarl vd cuVONKeES GlTIoNG, 1 TPALUKOLOVTELT EMTVYYAVEL TIG LEYIOTES
GUYKEVTIPMOELS GTO TAAGLO EVTOG 3 PMOV UETA TNV AO GTOUATOS YOPTYNOT).
O ypovog nuicelog {ong ¢ amoPoing gival mepinov 2 dpeC.

Metd v and 6TOUATOG XOp1YNoT o€ Yateg mov Ppickovtal vtd cLVONKeES GiTIoNG, 1) OSIUIKN
WIAPBeLKIVI ETTVYYAVEL TIG LEYIOTEG GUYKEVIPMOOELS GTO TAGGUA EVTOG 5 wpav. O ypdvog nuicelag
Cong ¢ amoPoing givar mepinmov 43 dpeg (£ 21 dpeg).

210v apovpaio, o petaffolopdg eaivetat va givorl mAnpng maporo mwov givar Ppadic, Kabmg dev et
avevpebel apetafantn oSy wAPepvkivn ota ovpa i ota kOTpava. Ot khpiot petaforiteg otov
apovpaio givol To, LovoidpoELAIOUEV TTaPAYmYQ TO OO0 ATTOSIOOVTOL GE NTOTIKO
Bropetacymuotiopod. Extog amd Tig oyetikd vYnAég GUYKEVIPAOGCELS GTO NTOP, VITAPYEL KATOL,
GLYKEVTPMGT| GTO ATOC, TPAYLO TOL OVTIKATONTTPILEL T AMTOPIAMKOTNTO TG OVGING.

5. OAPMAKEYTIKA XTOIXEIA

51 Koipeg aocvpparotnreg

Agv 16y0eL.

52  Awipkewo {ong

Audgpxela {ONG TOL KTNVINTPIKOD QUPUAKEVTIKOD TPOIOVTOG COLOMVA LIE TT GLGKELOCTN TOANONG: 3
£m.

Avgprela {ong Tov Sopepévoy d1oKImV HETE TO TPMTO AVOLYE TG OTOLXEWDO0VG GLOKEVAGTNG: 6
HNVES.

5.3 Iowirepeg mpo@urdcers katd T @OLaEN TOV TPOIOVTOG

Na QUAACCETOL GTNV 0PYIKT GUCKEVOAGIN Y10 VO TPOCTOTEVETOL OO TNV VYPUGiaL.

Ta doupepéva diokia Tpénel vo, puidocovtal o€ Beppokpacio pikpdtepn tov 25°C oty apyikn
KUWEAT KOl VO YPNCUYLOTOIOVVTOL Y10 TNV EXOUEVT] YOPNYT|ON.

Na drotnpeiton 1 KOyEAN 610 £MTEPIKO KOVTL.

54  ®von kol cHVOES TG GTOLYELDOOVS GCVOKEVOGIUG

Zuokevooisc KoyéAng mov anotelovviatl and goAlo OPA/AI/PVC 10 omoio €xetl vootel popomoinon
G YuypPN KOTAGTOON Kot QOAAO A0V ULVIOV.

Kovrti pe 1 koyéin tov 2 diokimv.

Kovti pe 1 koyéin tov 4 diokiov.



Kovti pe 12 xoyéheg, kaOe koyéhn mepiéyel 4 diokia.
Mmropei va pnv KuKAOQOpovV OLEG Ol GLGKEVAGIEC.

55 E10wkég mpo@ulagers améppiyng vog pn ApNoIRoTot0£vTog KTNVIATPIKOD QUPRIKEVTIKOV
TPOIOVTOG 1] GAAOV VAKAV TTOV TPOEPYOVTUL AT T1) YP1]C1) TOVL TPOIGVTOGS, OV VITAP) oLV

Ta eapuaxo dev TPETEL VL OTOPPITTOVTOL HECH TOV AVUATOV 1) TOV OIKIUK®V OTOPANTOV.

To kKNViATPpKd POPLAKELTIKO TPOTOV eV TPEMEL VO EIGEPYETAL GTOV VOPOPOPO opilovta KabdS N
ofyukn wAPepokivn evdéyetan va givon emikivouvn yua toug 1yBeic Kot dAAoVS VIPOPLOVE OPYAVIGHLOVE.

XPNGLUOTOMGTE TPOYPALLATO EXLGTPOPNS PAPUAKOV Y10 TV OTOPpPIYT| 1N XPNoponomBévimv
KINVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1 GAA®V VAIK®V oV TPoEpyovTal amd Tn (proT TOVS
GUUPMOVO, LLE TIG TOTIKEG OTOITNOELG KOl LE TUYOV EBVIKA GLUGTILOTO GLAAOYNG TOV 1GYVOVV Y1a TA
GYETIKA KTNVITPIKE QAPUOKEVTIKA TPOTOVTOAL.

6. ONOMA TOY KATOXOY THX AAEIAYX KYKAO®OPIAX

KRKA, d.d., Novo mesto

7.  API®OMOZX(OI) AAEIAX KYKAO®OPIAL
EXAGSa: 81014/06-082020/K-0227902

Kompog: CY00691V

8. HMEPOMHNIA IPQTHE ETKPIZHZ

EALGSO
Hpepounvia Ing éykpiong: 30 Noepppiov 2017

Kvmpog

Huepounvia 1ng éyxpiong: 29 Maiov 2018

9. HMEPOMHNIA TEAEYTAIAX A"NA@EQPHZHZ THX IEPIAHYHX TQN
XAPAKTHPIZTIKOQN TOY MPOIONTOX

06/2024

10. TAZINOMHXIH TQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTQN

Na yopryeital LOvov e KTNVIOTPIKT CLVTAYY.

Aentopepeic TANPOQOPIES Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoiov givol Sabéaieg ot
Baon dedopévav g EE yia ta ktmviatpikd tpoiovta (https://medicines.health.europa.eu/veterinary).



IHAPAPTHMA 111

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX



A. ENIXHMANXH



IHAHPO®OPIEX ITIOY HPEIIEI NA ANAI'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

{KOYTI}

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Milprazon 16 mg/40 mg emcaAvppéva e AETTd LUEVIO SloKiol

Lo «memory stickersy:
milbemycin oxime/praziquantel

2. LYNOEXIH XE APAXTIKH(EX) OYZIA(EY)

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

3. YYXKEYAXIA

2 dokio
4 dokia
48 diokio

| 4. EIAOX(H) ZQOY(QN)

I"dzeg (mov LuyiCovv tovAdytotov 2 Kg).

7

| 5. ENAEIZEIZ

| 6.  OAOI XOPHTHEHX

Amo6 otopaTOC YpNOT.

2e ovupavio we o ApOpo 13 kai OTov T0 ETTPETEL 0 YDPOG:

Aocoloyia:
YoORoTIKO Papog Awokia,
2—-4Kg Y5 diokio
>4 -8 kg 1 diokio
>8-12 kg 1% diokia

| 7. XPONOI ANAMONHE

‘ 8. HMEPOMHNIA AHZHX

10



Exp. {uu/ecee}

Avdpxera {ong Tov SopePEVeY d10KIOV HETE TO TPMTO AVOLYUO TG OTOLXEWDOOVG GLOKEVAGING: 6
HNVES.

9. EIAIKEX XYNOHKEX AIATHPHXHX

Noa pUAICOETAL GTNV 0PYIKT GUCKELAGIO Y10l VOl TPOGTOTEVETOL OO TNV VYPAUGIaL.

Ta dwpepéva diokio TPETEL v PLAACSCOVTOL 6€ Beppokpacia pukpdtepn Tav 25°C otnv apyikn
KOWEAT KOl VaL YPNCUYLOTOLOVVTOL Yol TV ELOUEVT] YOPNYNON.

Na drotnpeitor  KOyEAN 010 £MTEPIKO KOVTL.

10. OI AEEEIX «<AITABAXTE TO ®YAAO OAHI'TQN XPHXHX ITPIN AITO TH XPHXH»

Awpdote 10 PUALO 0INYIDOV XpOTG TPV amd TN YPNON.

11. OI AEEEIX «<AITIOKAEIXTIKA I'lA KTHNIATPIKH XPHXH»

ATOKAEIOTIKA Y10 KTNVIOTPIKNY YPNOM.

12. OI AEEEIX «NA ®YAAXXETAI XE OEXH, THN OITIOIA AEN BAEIIOYN KAI AEN
IHPOXEITIZOYN TA ITAIAIA»

Na euldcoetal o€ 0éom, TV onoia dev PAETOLY Ko dev Tpooeyyilovy Ta Tondid.

13. ONOMA TOY KATOXOY THX AAEIAYX KYKAO®OPIAX

KRKA

14. APIOMOI AAEIAYX KYKAO®OPIAX

ApBudg ddsiac kukhopopiag otnv EALGda: 81014/06-082020/K-0227902
Ap1Buog adetog kukiopopiag oty Kompo: CY00691V

15. APIOMOZX ITAPTIAAX

Lot {apOuoc}

11




EAAXIXTEX ENAEIZEIX TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

{KYYEAH}

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Milprazon

7

‘ 2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

16 mg/40 mg

‘ 3. APIOMOZX ITAPTIAAX

Lot {apOuog}

‘ 4. HMEPOMHNIA AHEZHX

Exp. {uu/ecee}

KRKA

12



B. ®YAAO OAHI'TQN XPHXHX

13



OYAAO OAHI'TQN XPHXHX

1. Ovopooio TOv KTNVITPLKOD QOPUUKEVTIKOD TPOIOVTOG

Milprazon 16 mg/40 mg emkoivupéva pe Aemtd vuévio dtokia yuo yateg mov Luyilovv Tovidyiotov 2
kg

2. 2ovleon

Kdabe emkaivppévo pe Aemtd vpévio diokio mepiéyet:

ApPOGTIKE GVGTOTIKA:

Milbemycin oxime 16 mg
Praziquantel 40 mg
"Exdoya:

Titanium dioxide (E171) 0,51 mg
Iron Oxide, red (E172) 0,20 mg

Kopekokkiva, moeldn], apueikupta ETKAAVUUEVE LE AETTO DUEVIO JIOKIOL LE EYKOTN GTN M TAEVPA.
Ta diokia pwopovv va dwapebodv g 600 ioa pép.
3. Eion ooy

[drteg (mov Quyilovv tovAddyiotov 2 Kg).

4, OepomevTiKég Evosielg

Oepomeio TOV UIKTOV TOPAGITOCEDY 0d AMPES KoL EVAAIKES LOPPEC TAVIDV Kol 0oKOPIO®MV amd Ta.
axolovba 10m:

- Touviec:

Dipylidium caninum

Taenia spp.

Echinococcus multilocularis

- Ackapideg:

Ancylostoma tubaeforme

Toxocara cati

IIpoAnyn g dipopirapinong (Dirofilaria immitis) edv evésikvotar ) tawtdypovn Bepomeio evavtio
GTIG TOVIEC.

5. Avtevoeigeag

No unv ypnowonotgital og ydreg mov {uyilovv Arydtepo amd 2 Kg.

Noa unv ypnoiponoteital o€ mepinTmon vaepevalctnciog oTa SPACTIKA GLOTATIKA 1| G€ KAToLo(a)
€xdoyo(a).

14



6. Ewdkéc mpogridomonoels

Ewducég mpogidomomoels:

Yvvietdton OAa to (oo mov {ovv oty idta otkia vo Aapfdavovy Bepameia TavTdYpOVA.

IIpokelpévon yia ToV amoTeAEGLOTIKO EAEYYO TMV TUPACITOGE®YV, TPETEL VO ALPAVOVTOL VTTOYT| OL
TOMIKEG EMONLUOAOYIKEG TANPOPOPIES (TANPOPOPIEC GYETIKA LE TNV TOPOVCIN TOPASITM®V KOl TNV
gvoloOnoia Toug o e101KéC Bepaneieg amonopacitwong) kal ot cuvinkee daPimong g ydrog, Kot
cuviotdral va {nteitot 1 yvodun €101Ko0.

Ortav veiotatar péivven and towvia D. caninum, mpénet va e€etdleTon 1o evgXOUEVO TAVTOYPOVNC
Oepamneiog evavtio g evOIAUESOVG EEVIGTES, OTIMS YOALOLG KOl WEIPES, TPOKELUEVOD VO 0TopeLYDel
gnovapoivvon.

Avtoyn TV Topacitev 6 KATolo cLuYKEKPLUEVT KaTnyopia avOelvOikadv (pdpuoka Spmdvta vavTio
0€ OKOANKES) Umopel va eLeovIoTel Hetd amd cuyvi, emovaiapfavopevn xpnon evog avBeluvlucon

™G Katnyopiog auTne.

[S1aitepec TPOELAGEELC Y10 TNV ac@OAT ¥p1ion ota £16n Lhmv:

Agv &govv Tpaypotonomel perétec oe coPfapd eEacbevnuévec yateg 1 {do pue cofopd exnpeacuévn
veppikn | nratikn Asrtovpyia. To KTnviatpikd opprakevTikd Tpoidv dev cuviaTdtal yio Té€tola (ha
GUVIGTATOL LOVO GOLPMOVO, LLE TNV EKTIUNGT TOL 0PEAOVE/KIVOLVOL 0o ToV VTelBvvo KTNViaTpo.
Befoaiwbeite 611 01 ydteg ko ta yardkia mov {uyilovv petadd 0,5 kg ko <2 kg Aappdvovv v
KOTOAANAN TeplektikotTTo d1oKiov (4 mg milbemycin oxime/10 mg praziquantel) kot TV KotdAANAN
doon (1/2 7 1 dokio) yia to avticTtoryo evpog Bapovg (1/2 dioxio yua yateg mov Luyilovv 0,5 éwg 1 kg,
1 d1okio yuo yateg mov Luyilovv >1 €wg 2 kg).

Kabag ta diokia gival apopatiopéva, TPETEL VO GUAGGGOVTOL 68 AOPOAEC LEPOG LOKPLY amd Ta {hal.

Idwitepec Tpourdelc mov wpénet va AapuBdvovial amd To GToUo ToL YyopNYEel TO KTNVINTPIKO
©OpUaKeEVTIKO TPOTdV og {dha:

Atopa pe yvootn vrepevalctnoio 6To dpacTIKG GLGTATIKA 1] T EKO0Y0 TPEMEL VO OTOPEVYOLV TNV
EMOPTN LLE TO KINVIOTPIKO POPUOKEVTIKO TPOIOV.

e mepinton mov Kot Aabog vdpéel katdmoon TV diokimv, 18img and Tadi, va avalntoeTe
apEc®OS TPtk Pondeta kar vo emideifete GTOV 10TPO TO ECAOKAEIGTO VA0 OONYIDV XPNCEMG 1 TNV
ETIKETA TOV POPLOKEVTIKOV TPOIOVTOC.

[TAévete ta yépra petd tn ypfon.

Ta diyyotounpéva diokio TPEMEL VOL EXGTPEPOVTOL GTNV AVOLKTH O1KN TNG KLWEANG Kol Vol
£0MKAEIOVTOL GTO EEMTEPIKO KOVTL.

AMeg mpopuAdEelc:

H eywokokkioon anotekei kKivovvo yia toug avBpomovs. Kabbg n exwvokokkioon arotelel voonua
VroYPeOTIKAG dNAmong otov [Maykdouo Opyaviopod yio v Yyeio tov Zoov (WOAH), edikég
KateLBVVTNPLES YPOUUEG OYXETIKA e TN Bepameia, TV TapaKoAlovOnon g vOGoL Kol TNV TPocTacio
TOV avOpOTOV TPETEL Vo AUPBAVOVTOL amd TIG OYETIKEG APUODIES OPYES.

Eyxvpocvvn ko yoiovyio:
Mmropei va ypnoiporomn el katd tn S1dpKeln TG EYKLHOGVVNG KO TNG YOAOVYIS.

Tovyom o
Mmropei va, ypnoiporomel e {da avamopoywyng.

AMnAemidpaon pe GAAL QOPUOKEVTIKE TPOTOVTA Kot GALEC HOPQEG aAANAETIOpaONC:

Agv mopatnpidnikoy aAANAETIOPACEIS OTOV YOpPNYNONKE 1| GUVIGTOUEVT OG0T TNG LOKPOKVKAIKNG
AOKTOVIG, GEAQUEKTIVY], KaTd TN dtdpkela TG Oepaneiog e Tov ouvOLAGHO 0EIIKNG LABEpLKIVIG Kot
TPALIKOVOVTEANC GTN CLUVIGTAOUEVT dOOM.

IMopdtt dev cuvioTdTaL, 1| TOVTOYPOVT YPNON OEYIKNG WABEpLKIVIG Kot TPAlIKOLOVTEANC L ETTYL U
OV TTEPIEXEL LOEOEKTIVI Ko OOKAOTPIOT GTIC GUVICTAOUEVES AVAAOYIEG OOCEMV LETA aO EPATOE
EQUPUOYN NTOV KOAAL aveKTY| 6 pia epyactnplakn peAétn o€ 10 yatdkia.
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H aoc@dieia Kot 1 amoTEAECHOTIKOTNTA THG TOVTOYPOVIG YPNONG dev Exovv diepeuvnbel oe peréteg
nediov.

Aoy EAAelyNg TepUITEP® PEAETMV, TPETEL VOL SIOETOL TPOGOYN O TEPITTOGT TAVTOYPOVNG XPTIONG
TOV KTNVIOTPIKOD POPUOKEVTIKOD TPOTOVTOG KOl GAA®V LOKPOKVKAIK®V AakTovav. Emiong, dev éxouv
mpaypatoroinfel tétoleg pehéteg pe Lo avamapoyyngs.

Yrepdocoroyia:

Xe mePInTOOT VTEPSOGOAOYING, TEPAV T®V GUUTTOUATOV TOL TOPATNPOVVTOL GTI) GUVIGTMUEVT 0OGN
(BA. «AvemBounta coppavroy), uropel va mapatnpndel akovoia pon giEhov omd to otope. To
SUOUTTOWO 0VTO B0 VTOY®PNGEL CLVNOMG AVTONATA EVTOG UIOG NUEPUC.

7. AvemOopunta coppavra
Idrec:
[ToAV ondvia Avtidpaon vrepevosnaiog,
(<1 Lo / 10.000 vmod Bepaneia {da, | Zvotnuatucég dtatapayés (.. AMbapyoc)™,
CUUTEPILOUPAVOUEVOV TOV Nevporoyikég dratapoyés (T.y. TPONOG LMV Kot aToéio
UELOVOUEVOV OVOPOPDYV): (éMetym ovvtoviouov))*,
lNaotpeviepucég dratapoyés (m.y. Epueon (EHeETOg) Kot
Sbppota)*.

*1dlwg o€ veapéc yarec.

H avagopd avemBountov coppdviov etvor onpoavtikn. Emitpénet tn cuveyn mopoakolobOnon g
AGPAAELNG EVOG KTIVIOTPIKOD POPUAKEVTIKOD TPoiovTog. Edv mopatnpnoete omoladnmote
AVETOOUNTY EVEPYELD, QKOO KOL OV OEV OVOPEPETAL GTO EGMKAEIGTO PLAAO 0ONYIOV XPAONG
OUPPAAAETE Y10 TNV OTOTEAEGLOTIKOTITO TOV POPUAKOL, TAPAKAAEIGHE VO EMKOIVOVIOETE,
KaTopydc, Le Tov KTnviatpd coc. Mropeite emiong va avapépete onoadnToTe avemBounto copfavta
GTOV KOTOYO TNG ASEWNG KUKAOQOPING 1 GTOV TOTIKO QVTITPOGMITO TOV KATOYXOL TNG AOELNG
KUKAOQOPIOG YPNCLOTOUDVTAG TO GTOLYXEID EXUKOVOVING GTO TEAOG OLTOV TOV PVLAAOV OONYIDV
XPNONG, N LECH TOL EBVIKOL GOC GLGTILLATOG OVAPOPUG:

EAlLada

EfBvikog Opyaviopog ®apuakmv
Meocoyeiov 284

GR-15562 XoAapyog, Adnva

TnA: + 30 21 32040213

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

Kvnpog

Kmvwatpikég Ynnpeoieg

1417, Agvkowocia, Kompog
http://www.moa.gov.cy/moa/vs/vs.nsf

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

Amo6 oTOUATOC YPTION).

IMa ) dtoediion ¢ opbnc docoroyiag, To copoTkd Bapog tpénet va tpocdiopiletar pe 660 To
duvatov peyarvtepn axpifeta.

EXdyiom cvvictodpevn avoroyio d6ong: 2 mg oyukng WABepvkivng kot 5 mg tpaltkovavtéing avad

kg yopnyodviat omd otdpatog wg epamal 66om.
Avdioya e TO COUOTIKO BAPOG TNG YATAS, 1] TPAKTIKN d0c0A0Yia £XEL OC OKOAOVO®G:
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Emxoloppéva pe Lemwtod

ZORaTIRO Phpog VUEVIO OLOKIM V1O YATES

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

9. Odnyieg 1o ™) c®oTI) YopRyNoN

To kviaTpkd PapUaKeLTIKO TPOTOV TTPEmeL va yopnyeiton padi pe 1| petd ) ANy WKpng TocoTnTog
tpoonc. Kat’ avtov tov 1pdmo dtacporiletor | BEATIOT TposTacio evavTia 6T dipoPiiapioon.

To kviatpkd appokevTkd Tpoidv pnopel va eicaybel oe Eva mpdypappa Tponmtikng Bepameiog
KaTd TG dpoPAapimong edv Tavtdypova evdeikvutal Bepaneia Katd tov tawvidv. [a v TpoAnym
NG OPOPIANPIOOTNG: TO KTNVINTPIKO PUPUOKEVLTIKO TPOiOV TPpoKakel TOV BGvATO TV TPOVOUPDY TOV
Dirofilaria immitis £wg kot éva pva petd ™ pHeTddoot Tovg omd Ta. KovvoLmia. I TV TAKTIKN

TPOANYT TNG SPOPIANPIOOTG TPOTILATOL ] XPHOT| TPOIOVTOC TOV TEPIEYEL Uit LOVO dPUCTIKT OVGIa.

10. Xpévor avapoviig

Agv 1oy0et.

11. Ewwkég ovvOnkeg dwotipnong
Na pvrdooetar o€ Béon, v onoia dev PAETOLY KoL dev TPpoceyyilovy Ta Tald1d
Na puAACCETAL GTIV OPYIKT] GUCKELOGIN Y10 VO TPOGTATEVETAL OO TV VYPOCiL.

Na pn xpnoponoteital autd To KTNVINTPIKO GOPUOKEVTIKO TPOTOV LeTd amd TNV nuepopnvia ANEng
OV OVOLYPAPETOL GTO KOUTI Kot oty KuywéAN petd to Exp. H nuepounvia Anéewg cvumintet pe v
TEAEVTOIO NUEPD TOL GLYKEKPIUEVOD UNVOL.

Augpreta {ong Tov Stpepévov d1oKimV HETE TO TPMTO AVOLYLL TG OTOLXEUDOOVS GLOKEVOGTNG: 6
HMVES

Ta dupepéva diokia mpénet va puidocovtal og Beppokpacio pikpdtepn tov 25°C oty apyikn
KOWEAN KOl VO YPNCULOTOIOVVTOL Y10 TV EXOUEVT] YOPNYTON.

Na dtotnpeitor 1 KOYEAN 610 €£®TEPIKO KOVTL.

12. Ewwkég mpo@urdacers amoppryng

Ta eapuaxo dev TPETEL VO, OTOPPITTOVTOL LECH TV ADUATOV ) TOV OIKIUK®V OTOPANTOV.

AVT0 TO KITNVIATPIKO POPUOKEVTIKO TPOTOV OEV TPEMEL VO, EIGEPYETAL GTOV VOPOPOPO opilovta KabmG M
ofuyukn wABepvkivn evdéyetat va, givat emikivouvn yia Toug 1ybeic Kot GALOLS VEPOPLOVS OPYUVICUOVC.

XpPNGILOTOGTE TPOYPAUUATO, EXIGTPOPNS POPUAK®V Y10 TV OTOPPIYT| [UT] XPTOLOTONOEVTDV
KTNVIOTPIKOV QUPLOKEVTIKMVY TPOIOVIOV 1) GAA®Y DAMK®OV OV TPOEPYOVTOL 0Td TN YPNOT TOVE COUPMVA
LE TIC TOMIKEG ATOLTIOELS KO LE TUYOV 1oYVOVTO €BVIKA GUGTHHOTO GUAAOYNC.

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

Sopupovievbeite Tov kKTNViaTpd GOG 1) TOV POPUOKOTOLO GOG YO TOV TPOTO ATOPPIYNG TOV
YPTOLOTONOEVTOV QOPUAK®V.
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13. Toa&vopunon TOV KTNVILTPIKOV QUPLIKEVTIKAV TPOIOVTMV

Na yopryeital poOvov e KTNVIOTPIKE GLVTAYT].

14. Ap1Opoi o105 KUKAOQPOPIUS KUl GUGKEVUGIESG

ApBuog adgiac kukhopopiag otnv EAAGda: 81014/06-082020/K-0227902
Ap1Buog adetag kukiopopiag oty Kompo: CY00691V

Kovrti pe 1 koyéin tov 2 diokimv.
Kovrti pe 1 koyéin tov 4 diokiov.

Kovrti pe 12 xoyéleg, kabe koyédn epiéyel 4 dioxia.

Mmopei va unv Kokho@opohv OAEG Ol GLOKEVAGIEG.

15. Hpepopnvia teievtaiog avade®pnong Tov QUALOV 03NYIAV YP1ONG
06/2024

Agntopepeic TANpoeopieg Yo To v AOY® KTNVIOTPIKO OPUAKEVTIKO TPoidv eivar dtaBéoiues o
Baomn dedopévmv ™ EE yia o kmviatpikd poidvta (https://medicines.health.europa.eu/veterinary).

16. Xroyeio emxowvoviag

Kdatoyog e dde1og KuKAOQOPIog Kol 6TOLYEI0 ETKOWVMOVING Y10 TNV avapopd mifavoloyoduevay
ovemBOUNTOV EVEPYELDV:

KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, ZAoPevia

TnA: + 3021 0010 1613

[Mopackevaotinc VITeLOLVOC Yo THV OTEAELOEP®OT TOV TAPTIOWV:

KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, ZAoPevia
KRKA-FARMA d.o.0., V. Holjevca 20/E, Jastrebarsko, 10450, Kpoartia
TAD Pharma GmbH, Heinz-Lohmann-Strafle 5, 27472 Cuxhaven, T'epuavio
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